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Giéi thiéu vé Sach hwéng dan nay

GeneXpert® Dx System Operator Manual cung cip huéng dan van hanh GeneXpert Dx
system. Cac hudng dan lién quan dén phan mém trong sach huéng dan van hanh nay gia
dinh ban d3 co cac k¥ ning sir dung méy tinh co ban. Ban cin nim viing giao dién nguoi
dung d6 hoa cua Microsoft® Windows®. Néu ban chua c6 nhitng k¥ ning nay, hay tham
khao tai liéu danh cho Windows.

Thong tin an toan

Chuong 8, Cac mbi nguy hiém trong sach hudng dan nay cung cap thong tin an toan
quan trong can van dung khi van hanh GeneXpert Dx system. Vui long doc va hiéu rd
thong tin an toan trudc khi bat dau van hanh may. Viéc sit dung may khi chua doc
chuong Nguy hiém hoic khong duoc dao tao dung cach co thé ddn dén thuong tich
nghiém trong, lam hong may, két qua khong hop 1& hoac mat dir liéu.

Canh bao cho biét kha ning xay ra phan (rng bat lgi, thwong tich hoadc tir vong cho ngwoi
dung hodc nhan vién khac néu khéng tuan thu cac bién phap phong ngira hodc hwéng dan.

Than trong cho biét hé théng c6 thé bi hw hong, mét dir liéu hoidc két qua co6 thé khéng hop
Ié néu ngwoi dung khong tuan tha khuyén nghi dwoc cung cép.

Cac chi bao quan trong nhan manh théng tin quan trong dé hoan thanh mét nhiém vu hoéc
dé hé théng hoat dong téi wu.

Lwu y xac dinh théng tin chi ap dung cho cac trwdng hop hodc nhiém vy cu thé.
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Ky hiéu dwoc swr dung trong Sach hwong dan va
trén cac nhan cua Hé thong GeneXpert Dx

Céc ky hiéu va biéu tuong sau day duoc sir dung trong sach hudng din nay va trén cac
nhan ciia GeneXpert Dx system:

Ky hiéu

Y nghia

Trang thiét bi y t& chan doan in vitro

Ching nhan hop quy clia Vuong quéc Anh

Chirng nhan CE — Tuan tha Chau Au

Khong tai st dung

Tham khéo huéng dan sl dung

Nha san xuét

Nguoi dai dién duwoc Gy quyén tai Cong ddng Chau Au

Nguw&i chiu trach nhiém & Vwong quéc Anh

Nguwoi dai dién dwoc Oy quyén tai Thuy ST

@EEELE@Q%E

Nha nhap khau

Loai nhan canh bao nay cho biét nguy co’ nguy hiém sinh hoc tiém &n. Cac
mau sinh hoc nhw mé, dich co thé va mau cla ngwdi va/hodc dong vat cé kha
néng truyén bénh truy&n nhidm. Hay tuan thd cac quy dinh an toan ctia quéc
gia, tiéu bang/tinh va dia phwong dbi véi viéc x ly va thai bé mau.

Loai nhan canh bao nay cho biét nhirng phan dién ap cao nguy hiém cé trong
hé théng dién clia GeneXpert Dx system. Khong thao nhitng ndp c6 nhan
céanh bao nay.

Loai ky hiéu nay cho biét kha ndng mét hodc hdng dir liéu néu khong tuan tha
quy trinh pht hop. Hay doc moi théng tin bé sung di kém ky hiéu nay dé tranh
mét di liéu.

Loai ky hiéu nay cho biét mot Canh bao ho&c Than trong ma khdng cé ky hiéu
xac dinh nao khac. Hay doc hwéng dan kém theo ky hiéu nay dé tranh gay
thwong tich hodc lam hang thiét bi.

S

Ngay san xuét
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Ky hiéu Y nghia

S6 danh muc/sb tham chiéu

[sN] S6 sé-ri

/H/- Gi¢i han nhiét do

Cac tru s& chinh cua Cepheid

Tru s& doanh nghiép Tru sé tai Chau Au
Cepheid Cepheid Europe SAS

904 Caribbean Drive Vira Solelh

Sunnyvale, CA 94089-1189 USA 81470 Maurens-Scopont
Hoa Ky Phap

Dién thoai: +1 408.541.4191 Dién thoai: +33 563 825 300
Fax: +1 408.541.4192 Fax: +33 563 825 301

Ho6 tro ky thuéat

Trudce khi lién hé véi bd phan Cepheid Technical Support, vui 1ong chuan bi sin cac
thong tin sau:

. Tén san pham
. So 16
. So sé-ri cua may

. Thong bao 161 (n€u co)
. Phién ban phan mém va s6 nhan dich vy may tinh, néu co

. Nguodi dung nén bdo cdo su c¢6 nghiém trong lién quan dén viéc st dung cac may
GeneXpert cho Cepheid va co quan c6 tham quyén cua quoc gia thanh vién noi xay
ra sy cO nghiém trong.
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Théng tin lién hé

Hoa Ky

Dién thoai: + 1 888 838 3222
Email: techsupport@cepheid.com

Phap

Dién thoai: + 33 563 825 319
Email: support@cepheideurope.com

Thong tin lién hé cua tit ca vin phong Hd tro k¥ thuét cua Cepheid c6 trén trang web

cua chung t6i: www.cepheid.com/en/CustomerSupport.

Cepheid
904 Caribbean Drive
Sunnyvale, CA 94089

Hoa Ky

Dién thoai: +1.408.541.4191
Fax: +1.408.541.4192

CH

REP

Cepheid Switzerland GmbH
Zurcherstrasse 66
Postfach 124, Thalwil

CH-8800
Thuy ST

EC|REP

Cepheid Europe SAS

Vira Solelh

81470 Maurens-Scopont
Phap

Dién thoai: +33 563 825 300
Fax: +33 563 825 301
www.cepheidinternational.co
m

UK |REP

Cepheid UK Limited

Oakley Court, Kingsmead Business
Park

Frederick Place, High Wycombe
Vwong Quéc Anh. HP 11 1JU

bién thoai: + 44 3303 332 533
www.cepheidinternational.com

Cac nha nhap khau d6i véi Lién minh Chau Au va Thuy Si

®

Cepheid Netherlands BV
1e Tochweg 11

2913LN

Nieuwekerk aan den IlJssel

Ha Lan

®

Cepheid Switzerland GmbH
Zircherstrasse 66
Postfach 124, Thalwil

CH-8800

Thuy ST
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Lich str stra doi

M6 ta vé ndi dung thay déi: 302-8378 Ban stra d6i A thanh 302-8378 Ban stra d6i B

Muc dich: Ba cap nhat muc Muc dich st dung. Ba thém thong tin UKCA. Thém

Ky hiéu va dinh nghia ctia Dai dién CH va Nha nhap khdu cho L&i néi dau. Ba thém thong tin

UKCA.
Muc M6 ta vé néi dung thay déi

1.1 Cap nhat phan 1.1.

Loi noi dau Da thém théng tin UKCA. Thém
Ky hiéu va dinh nghia cda Pai dién CH va Nha nhap khau
cho L&i néi dau.

Trong toan bd Thém théng tin vé UKCA
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GeneXpert Dx System

The following information refers to certain warranty provisions set forth in the agreement under
which the GeneXpert instrument was obtained (“Agreement) by the customer (“Customer”). In the
event of any conflict between the terms of the warranty in the Agreement, including the limitations of
liability set forth thereto, and those in this document, those in the Agreement shall control.

“Instrument” means GeneXpert instrument as defined in the Agreement.

“Customer” means the original party that obtained the Instrument from Cepheid, and not any
subsequent purchasers.

GeneXpert Instrument Limited Warranty
“Agreement” means the agreement under which Customer acquired the Instrument.

“Customer” means the original party that acquired the Instrument from either Cepheid or its
authorized third party, and not any subsequent purchasers or transferees.

“Instrument” means the GeneXpert instrument described in this manual.

The following constitutes the product warranty for the Instrument. In the event of any conflict
between the terms of the warranty in this manual (including any limitations of liability) and those in
the Agreement, the terms of the warranty in the Agreement shall control.

Cepheid warrants that the Instrument (i) shallbe free from defects in material and workmanship for
a period of one year after shipment, (ii) conforms to Cepheid’s published specifications for the
Instrument, and (iii) are free of liens and encumbrances when shipped. Cepheid does not warrant
any defects in any Instrument caused by: (a) improper use, installation, removal, or testing; (b)
Customer’s failure to provide a suitable operating environment for the Instrument; (c) use of the
Instrument for purposes other than that for which it was designed; (d) unauthorized attachments; (e)
unusual physical or electrical stress; (f) modifications or repairs performed by anyone other than
Cepheid or a Cepheid authorized service provider; or (g) any other abuse, misuse, or neglect of the
Instrument. Use of unapproved parts, reagents or other materials with the Instrument will void any
warranty and service contract between Cepheid and the Customer that pertains to the Instrument.
This warranty extends to Customer only and not to Customer’s customers or any other
third party and is not transferrable. This warranty applies only to new Instruments.

EXCEPT AS EXPRESSLY SET FORTH IN THE AGREEMENT, PRODUCTS ARE SOLD “AS IS.”
THERE ARE NO WARRANTIES AS TO PRODUCTS WHICH EXTEND BEYOND THE FACE
HEREOF. CEPHEID DISCLAIMS ALL OTHER REPRESENTATIONS AND WARRANTIES,
EXPRESS OR IMPLIED, REGARDING PRODUCTS, INCLUDING ANY IMPLIED WARRANTIES
OF MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE, AND NONINFRINGEMENT.
CEPHEID SHALL HAVE NO STRICT LIABILITY, GOODS LIABILITY, OR LIABILITY FOR
NEGLIGENCE, WHETHER ACTIVE OR PASSIVE. CUSTOMER’S EXCLUSIVE REMEDY UNDER
THIS WARRANTY IS LIMITED TO REPAIR OR REPLACEMENT OF THE INSTRUMENT.

IN NO EVENT SHALL CEPHEID BE LIABLE FOR ANY SPECIAL, INDIRECT, INCIDENTAL
CONSEQUENTIAL, OR EXEMPLARY LOSS OR DAMAGE (INCLUDING, WITHOUT LIMITATION,
LOSS OF USE, DATA, PROFITS OR GOODWILL) ARISING OUT OF OR IN CONNECTION WITH
THE PURCHASE OR USE OF, OR INABILITY TO USE, PRODUCTS, WHETHER ARISING IN
CONTRACT, TORT (INCLUDING ACTIVE, PASSIVE, OR IMPUTED NEGLIGENCE, AND STRICT
LIABILITY), OR OTHERWISE. THE FOREGOING LIMITATION APPLIES EVEN IF CEPHEID WAS
ADVISED OF THE POSSIBILITY OF SUCH LOSS OR DAMAGE OR ANY REMEDY HAS FAILED
OF ITS ESSENTIAL PURPOSE. IN NO EVENT SHALL CEPHEID’S AGGREGATE LIABILITY
ARISING OUT OF OR IN CONNECTION WITH THE PURCHASE OR USE OF, OR INABILITY TO
USE, PRODUCTS, EXCEED THE AMOUNT ACTUALLY PAID TO CEPHEID BY CUSTOMER FOR
THE PRODUCTS THAT ARE THE SUBJECT OF OR GAVE RISE TO THE CLAIM.

viii
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Software Licensing Agreement for GeneXpert Dx Software Version 6.5

This License Agreement (“License”) describes your rights (either as an individual or a single
entity) and the conditions upon which you may use the GeneXpert Dx software (“Software”)
and is an agreement between you and Cepheid. Please read this License carefully, including
any supplemental license terms that may accompany the Software. By installing, accessing
or otherwise using the Software, you agree to the terms of this License on behalf of yourself
and the organization on whose behalf you are using this Software. If you do not accept the
terms of this License, you may not use this Software. By agreeing to these terms on behalf
of an organization, you agree that you have the authority to enter into this License on its
behalf, and that "User", as used herein, refers to you and your organization. By installing,
accessing or otherwise using any updates that you receive separately as part of the
Software, you agree to be bound by any additional license terms that may accompany such
updates.

1. License Grant: Cepheid grants User a limited, non-exclusive, non-transferable, non-
assignable license to use only one (1) copy of the Software and only on the single
computer provided by Cepheid with the GeneXpert instrument and connected to
thereto (“Device”) for the sole purpose of using the GeneXpert instrument. The
Software and related documentation (whether pre-installed on the Device, on disk, in
read only memory, on any other media or in any form) are licensed, not sold, to User
by Cepheid, for use only under the terms of this License. Cepheid is the exclusive
owner of the Software and documentation and all worldwide title, trade secret,
copyright and intellectual rights therein, and retains ownership of the Software and
documentation and reserves all rights not expressly granted to User. This License
entitles User to use toll-free telephone support as provided by Cepheid.

2. Updates: Cepheid, at its discretion, may make available future upgrades or updates
to the Software. Upgrades or updates, if any, may not necessarily include all existing
software features. User shall be solely responsible for ensuring the Software updates
are timely made and for any consequences that result from failure to complete the
Software updates in a timely manner. The terms of this License will govern any
software upgrades or updates provided by Cepheid, unless such upgrade or update is
accompanied by a separate license, in which case the terms of that license will
govern.

3. Back-Up Copy: User may make only one (1) copy for backup purposes only. User
shall not otherwise copy the Software.

4. Restrictions: User shall not, or enable others to, copy (except as expressly and in
writing permitted by Cepheid), decompile, reverse engineer, disassemble, or
otherwise attempt to discover the source code. The User shall not alter, merge,
modify, translate, republish, transmit, distribute, disseminate, transfer (whether by
sales, exchange, gift, operation of law or otherwise) the Software or related
documentation, in whole or part, to any third party. User shall not permit any third
party to benefit from the use or functionality of the Software via a rental, lease,
lending, timesharing, or other arrangement. User shall not use the Software on a
network where it could be run or used by multiple Devices at the same time. The
User agrees not to install, use or run the Software on a Device other than the one
provided by Cepheid for the GeneXpert Instrument. Cepheid cannot provide
technical support for problems arising therefrom.

Huwong dén van hanh Hé théng GeneXpert Dx ix
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10.

Term and Termination: This License is effective until terminated. Cepheid may
terminate this License if User fails to comply with any terms of this License or of the
original agreement under which the GeneXpert Instrument was obtained. Upon
termination of the License, User must cease use of the Software and destroy all
copies of the Software and its related documentation. The provisions of Sections 6
and 7 in this License survive the termination.

Disclaimers of Warranties: TO THE MAXIMUM EXTENT PERMITTED BY
APPLICABLE LAW, THE SOFTWARE ARE PROVIDED “AS IS” AND “AS
AVAILABLE”, WITH ALL FAULTS AND WITHOUT WARRANTY OF ANY
KIND, AND CEPHEID HEREBY DISCLAIMS ALL WARRANTIES AND
CONDITIONS WITH RESPECT TO THE SOFTWARE, EITHER EXPRESS,
IMPLIED OR STATUTORY, INCLUDING, BUT NOT LIMITED TO, THE
IMPLIED WARRANTIES AND/OR CONDITIONS OF MERCHANTABILITY,
SATISFACTORY QUALITY, FITNESS FOR A PARTICULAR PURPOSE,
ACCURACY, AND NON-INFRINGEMENT OF THIRD PARTY RIGHTS.

Limitation of Liability: TO THE EXTENT ALLOWED BY LAW, IN NO EVENT
SHALL CEPHEID, ITS AFFILIATES, AGENTS OR PRINCIPALS BE LIABLE
FOR ANY INCIDENTAL, SPECIAL, INDIRECT OR CONSEQUENTIAL
DAMAGES WHATSOEVER, INCLUDING, WITHOUT LIMITATION,
DAMAGES FOR LOSS OF PROFITS, CORRUPTION OR LOSS OF DATA,
FAILURE TO TRANSMIT OR RECEIVE ANY DATA (INCLUDING WITHOUT
LIMITATION COURSE INSTRUCTIONS, ASSIGNMENTS AND MATERIALS),
BUSINESS INTERRUPTION OR ANY OTHER COMMERCIAL DAMAGES OR
LOSSES, ARISING OUT OF OR RELATED TO YOUR USE OR INABILITY TO
USE THE SOFTWARE OR ANY THIRD PARTY SOFTWARE, APPLICATIONS
OR SERVICES IN CONJUNCTION WITH THE SOFTWARE, HOWEVER
CAUSED, WHETHER ARISING OUT OF CONTRACT, TORT OR OTHERWISE
AND EVEN IF CEPHEID HAS BEEN ADVISED OF THE POSSIBILITY OF
SUCH DAMAGES.

Third Party Licenses: The Software may utilize or integrate third party software and
other copyrighted material, including open source software licenses.
Acknowledgments, licensing terms and disclaimers for such software or material are
contained in the electronic documentation for the Software. To the extent that the
Software contains or provides access to any third party software, Cepheid has no
express or implied obligation to provide any technical or other support for such
software.

Export Control: User may not use or otherwise export or re-export the Software in
violation of any United States laws, regulations and restrictions. The Software may
also be subject to export or import regulations of other countries. In particular, but
without limitation, the Software may not be exported or re-exported into any U.S.
embargoed countries or any country prohibited by the U.S. Department of
Commerce and other United States or other government agencies and authorities.

Government Users: For Government User, the Software is commercial computer
software subject to restricted rights under FAR 52.227-19 (C) (1, 2).

Huwéng dan van hanh Hé théng GeneXpert Dx
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11.  Choice of Law. The License shall be governed by and construed in accordance with
the laws of the United States and the State of California.

12.  Entire Agreement: Unless expressly stated herein, this License constitutes the entire
agreement between you and Cepheid relating to the Software and supersedes all
prior licenses or contemporaneous understandings regarding such subject matter. No
amendment to or modification of this License will be binding unless in writing and
signed by Cepheid. Any translation of this License is done for local requirements
and in the event of a dispute between the English and any non-English versions, the
English version of this License shall govern.

You may find a copy of this License along with the third-party software license
references and terms under C:\Program Files\Cepheid\GeneXpert
Dx\Dx\resources\en_US\files\DxLicenseAgreement.pdf

For software version 4.4 and earlier, if you cannot locate your license, you may obtain a
copy from Cepheid Technical Support.

Huwong dén van hanh Hé théng GeneXpert Dx xi
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Warning

Trademark and Copyright Statements For the Manual

Cepheid®, the Cepheid logo, GeneXpert®, Xpert® and I-CORE® are trademarks of Cepheid,
registered in the U.S. and other countries.

All other trademarks are the property of their respective owners.
This Manual contains information protected by copyright. No part of this Manual may be photocopied
or reproduced in any form without prior written consent from Cepheid.

© 2010 - 2023 Cepheid.

Disclaimers

All examples (printouts, graphics, displays, screens, etc.) are for information and illustration
purposes only and shall not be used for clinical or maintenance evaluations. Data shown in sample
printouts and screens do not reflect actual patient names or test results. Labels depicted in the
manual may appear different from actual product labels. Cepheid makes no representations or
warranties about the accuracy and reliability of the information contained in the GeneXpert Dx
System Operator Manual. The information was developed to be used by persons trained and
knowledgeable in the GeneXpert system operation or under the direct supervision of Cepheid
Technical Support or service representatives. Updates to this Operator Manual may be issued
periodically and should be maintained with this original manual.

Not all products described in this Manual are available in all countries.

This product can expose you to chemicals, including nickel (metallic), which is known to the
State of California to cause cancer. For more information, go to
https://www.P65Warnings.ca.gov.

Xii
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Hé thong GeneXpert Dx

Théng tin sau day dé& cap dén mét s didu khodn bao hanh nhét dinh dwoc quy dinh trong thda
thuan (“Thda thuan”) ma khach hang (“Khach hang”) sé nhan dwoc khi mua may GeneXpert. Trong
trwong hop coé bat ky mau thuan nao gitra cac diéu khodn bao hanh trong Théa thuan (bao gdm ca
nhirng gi6¢i han trach nhiém dwoc quy dinh trong Théa thuan) va nhitng diéu khoan trong tai liéu
nay, nhitng diéu khodn trong Théa thuan sé& cé hiéu lwc thi hanh.

“May” c6 nghia la may GeneXpert nhw dwgc dinh nghia trong Thoéa thuan.

“Khach hang” nghia la bén ban dau mua May tir Cepheid, chr khdng phai b4t ky ngwdi mua nao
sau do.

Bao hanh c6 gi¢i han cho may GeneXpert

“Théa thuan” nghia la thda thuan theo d6 Khach hang mua May.

“Khéch hang” nghia 13 bén ban dau mua May t&r Cepheid hodc bén thir ba dwoc Gy quyén cla
Cepheid, va khong phai [a bén mua lai hodc bén duwoc chuyén nhuong.

“May” nghia la may GeneXpert dwg'c md ta trong tai liéu hwéng dan nay.

Nhirng diéu sau day cau thanh bdo hanh san pham cho May nay. Trong trwdng hop cé bat ky mau
thudn nao gitra cac diéu khoan bao hanh trong tai liéu hwéng dan nay (bao gdm bét ky gi¢i han
trach nhiém nao) va nhirng diéu khoan bo hanh trong Théa thuan, nhitng diéu khoan bao hanh
trong Théa thuan sé cé hiéu Iyc thi hanh.

Cepheid bdo dam rang May (i) sé khong bi 16i vé vat liéu va tay nghé trong khoang théi gian mot
ndm sau khi giao hang, (i) tuan thi cac thong sb ky thuat da cong b ctia Cepheid déi véi May, va
(iii) khdng bi cAm cb va thé chap khi giao hang. Cepheid khéng bao hanh cho béat ky khiém khuyét
nao trong b4t ky May nao gay ra bdi: (a) viéc st dung, lap dét, thao d& hodc thir nghiém khéng
ding cach; (b) Khach hang khéng cung cAp méi trudng van hanh phu hop cho May; (c) str dung
May cho cac muc dich khac ngoai muc dich dwoc thiét ké&; (d) phu tling chwa dwgc cho phép: (e)
(ng suét vat ly hodc dién bat thwong; (f) viéc stra ddi hodc stra chiva khdng phai do Cepheid hodc
nha cung cép dich vu bao dwéng dwoc Gy quyén cia Cepheid thwe hién; hodc (g) lam dung, st
dung May sai muc dich hodc bt can. Viéc sir dung cac bd phan, thubc thr hodc cac vat liéu khac
khong duwoc chap thuan cling véi May sé 1am mét hiéu lwc ciia bat ky hop ddng bao hanh va bao
dwdng nao gitra Cepheid va Khach hang lién quan dén May. Bao hanh nay chi 4p dung cho
Khach hang, chtr khong 4p dung cho khach hang ctia Khach hang hoac bat ky bén tht ba
nao khac, dong thoi khong thé chuyén nhuwong. Bao hanh nay chi 4p dung cho May méi.

TRU KHI NEU RO TRONG THOA THUAN, CAC SAN PHAM BU'O'C BAN “NGUYEN TRANG.”
KHONG cO BAO HANH MO RONG NAO KHAC BOI VO'I CAC SAN PHAM. CEPHEID TUYEN BO
T CHOI TRACH NHIEM BOI VOI MOI CAM KET VA BAM BAO KHAC, CHO DU RO RANG HAY
NGU Y, LIEN QUAN BEN SAN PHAM, BAO GOM BAT KY BAO BAM NGU Y NAO VE KHA NANG
BAN BU'OC, TINH PHU HOP CHO MOT MUC PiCH CcU THE VA KHONG VI PHAM. CEPHEID SE
KHONG CHIU TRACH NHIEM PHAP LY NGHIEM NGAT, TRACH NHIEM PHAP LY VE HANG
HOA HOAC TRACH NHIEM PHAP LY BOI VOI SO SUAT, CHO DU LA CHU BDONG HAY THU
DONG. BIEN PHAP KHAC PHUC DUY NHAT CUA KHACH HANG THEO BAO HANH NAY CHI
GIO1 HAN TRONG VIEC SU’A CHO’A HOAC THAY THE MAY.

TRONG MOI TRUONG HOP, CEPHEID KHONG CO TRACH NHIEM PHAP LY BOI VOI BAT KY
THIET HAI HOAC TON THAT BAC BIET, GIAN TIEP, DO HAU QUA SU¥ CO HOAC TRIUNG PHAT
NAO (BAO GOM, NHUNG KHONG GIO1 HAN O, MAT KHA NANG SU DUNG, MAT DU LIEU, LOI
NHUAN HOAC THIEN CHIi) PHAT SINH TU HOAC LIEN QUAN DBEN VIEC MUA HOAC SU DUNG
HOAC KHONG THE S DUNG SAN PHAM, CHO DU PHAT SINH TRONG HOP BONG, SAI LAM
(BAO GOM SO SUAT CHU DONG, THU BONG HOAC Bl QUY CHO VA TRACH NHIEM NGHIEM
NGAT), HOAC CACH KHAC. CAC GIOI HAN NEU TREN BU'Q'C AP DUNG NGAY CA KHI CEPHEID
DA PUQC THONG BAO VE KHA NANG XAY RA TON THAT HOAC THIET HAI NHU VAY HOAC
BAT KY BIEN PHAP KHAC PHUC NAO BA KHONG BAT BU'Q'C MUC BIiCH THIET YEU CUABIEN
PHAP BO. TRONG MOI TRUONG HOP, TONG TRACH NHIEM PHAP LY CUA CEPHEID PHAT
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SINH T HOAC LIEN QUAN BPEN VIEC MUA HOAC SU DUNG HOAC KHONG THE S DUNG SAN
PHAM SE KHONG VUOT QUA SO TIEN THUC SU MA KHACH HANG TRA CHO CEPHEID BE
MUA SAN PHAM LA BOI TWUONG CUA HOAC DA LAM PHAT SINH KHIEU NAI.

Théa thuan cap phép phan mém cho Phan mém GeneXpert Dx Phién ban 6.5
Thoa thuan cap phép nay (“Gidy phép”) mé ta cac quyén ctia ban (v&i tw cach 1a mét ca nhan
hodc mét thwe thé duy nhat) ciing nhw cac diéu kién ma ban cé thé str dung phan mém
GeneXpert Dx (“Phan mém?”), ddng thoi la théa thuan giira ban va Cepheid. Vui long doc ky
Giay phép nay, bao gém béat ky diéu khoan cap phép bé sung nao c6 thé di kem Phan mém.
Bang viéc cai dat, truy cap hoéc sir dung Phan mém, ban dong y véi cac diéu khoan cua Giay
phép nay thay mét cho chinh ban va t6 chirc ma ban thay mat sivr dung Phan mém nay. Néu
ban khong chap nhan cac didu khoan cia Gidy phép nay thi ban khéng thé sir dung Phan
mém nay. Bing viéc dong y v&i cac diéu khoan nay thay mét cho mét té chirc, ban dong y
rang ban cé quyén tham gia vao Gidy phép nay thay mat cho té chirc dé va rang “Nguwei
dung” nhw dwoc sir dung trong tai liéu nay, chi ban va té chirc ciia ban. Bing viéc cai dat,
truy cap hoic str dung bat ky ban cap nhat nao ma ban nhan dwoc riéng biét nhw la [nc}t
phan cia Phan mém, ban déng y chiu sw rang budc b&i bat ky diéu khoan cap phép bd sung
nao c6 thé kém theo cac ban cap nhat dé.

1. Cap gidy phép: Cepheld cap cho Nguoi dung mot glay phep gi61 han, khong doc
quyén, khong the chuyén nhuong, khong thé chuyén giao dé chi su dung moét (1) ban
sao ciia Phan mém va chi trén mot may tinh do Cepheid cung cip véi may
GeneXpert va dugc két noi voi thiet bi d6 (“Thiét bi”) chi nham muc dich st dung
may GeneXpert. Phdn mém va cac tai liéu lién quan (cho du dugc cai dat sin trén
Thiét bi, trén 6 dia, trong bo nho chi doc, trén bat ky phuong ti€n nao khac hoac dudi
bét ky hinh thirc nao) duoc Cepheid cip phép, chir khong ban cho Nguoi dung, dé
chi str dung theo cac diéu khoan ctiia Gidy phép nay. Cepheid la chu so hitu doc
quyén cua Phan mém va tai li€u, cling nhu tat ca cac quyén sd hitu, bi mat thuong
mai, ban quyén va quyén sO hitu tri tug trén toan the gi('ri trong do. Cepheid van gitr
quyen s& hiru Phan mém va tai liéu, dong thoi bao luu tat ca cac quyén khong duoc
cap o rang cho Nguoi dung. Gidy phép nay cho phép Nguoi dung sir dung dich vu
hd tro mién phi qua dién thoai theo quy dinh cta Cepheid.

2. Ban cip nhat: Cepheid, theo quyét dinh ctia minh, c¢6 thé cung cip cac ban nang cip
hoac cap nhét trong twong lai cho Phan mém. Ban nang cép hoac cap nhat, néu ¢, co
thé khong nhat thiét phai bao gom tét ca cac tinh nang phan mém hién cé. Nguoi
dung phai hoan toan chiu trach nhi€ém dam bao kip thoi cap nhat cac ban cap nhat
Phan mém va chiju trach nhiém cho bat ky hau qua nao do khong kip thoi cap nhat
Phan mém. Céc diéu khoan cua Gidy phép nay sé chi phdi moi ban nang cip hodc
cap nhat phan rnern do Cepheid cung cip, trir khi ban nang cap hodc cap nhat do di
kém vai mot glay phép riéng, trong trudng hop do, cac diéu khoan cua gidy phép
riéng s& chi phoi.

3. Ban sao du phong: Ngudi ding chi ¢ thé tao mot (1) ban sao cho muc dich du
phong. Nguoi dung khong dugc sao chép Phan mém.

4. Han ché: Ngudi dung khong dugc, hodc cho phép ngudi khéc, sao chép (trir khi
dugc Cepheid cho phép rd rang va bang vin ban), dich nguoc, ddo ngugc thiét ké,
thao roi hodc tim cach kham pha ma ngudn. Ngudi dung khong duogc thay dbi, hop
nhét, sira ddi, dich, tai xuét ban, tmyén, phan phéi, phé bién, chuyén giao toan bd
hodc mot phan Phan mém hodc cac tai liéu lién quan cho bét ky bén thir ba nao (bang

Xiv
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cach ban, trao ddi, tang, béng hoat dong cua phap luat hodc bﬁng cach khac).. Nguoi
ding khong duoc cho phép bt ky bén thir ba ndo hudng loi tir viée sir dung hodc
chirc ning cia Phian mém thong qua hop ddng thué, cho thué, cho vay, chia sé thoi
gian hodc thoa thuan khac. Nguoi dung khong duogc sir dung Phan mém trén mot
mang ma nhiéu Thiét bi c6 thé chay hodc sur dung Phan mém cung mdot luc. Nguoi
dung dong y khong cai dat, sir dung hodc chay Phin mém trén mot Thiét bi khong
phai 14 thiét bi do Cepheid cung cip cho May GeneXpert. Cepheid khong thé cung
cap hd tro k¥ thuat cho cac vin dé phat sinh tir d6.

5. Thoi han va Chdm dit: Gidy phép nay c6 hiéu luc cho dén khi dwgc cham dit.
Cepheid c6 thé chim dirt Gidy phép nay néu Nguoi dung khong tuan thu bat ky didu
khoén nao cua Gidy phép nay hodc ctia thoa thuan ban dau khi mua May GeneXpert.
Khi chdm dit Gidy phép, Nguoi dung phai ngimg str dung Phan mém va huy tat ca
cac ban sao cia Phin mém cing véi tai liéu lién quan. Cac quy dinh cia Phin 6 va 7
trong Gidy phép nay van con hiéu lyc sau khi chim durt.

6. Tuyén bd mién trir traich nhiém bao hanh: TRONG PHAM VI TOI DA BUQC
LUAT PHAP HIEN HANH CHO PHEP, PHAN MEM PUQC CUNG CAP THEO
“NGUYEN TRANG” VA “NHU CO SAN”, VOI TAT CA CAC LOI VA KHONG
CO PAM BAO DUOI BAT KY HINH THUC NAO, VA BANG CACH NAY,
CEPHEID TU CHOI MOI CAM KET VA BIEU KIEN LIEN QUAN DEN PHAN
MEM, DU RO RANG, NGU Y HAY THEO LUAT PINH, BAO GOM, NHUNG
KHONG CHi GIOI HAN O, CAM KET VA/HOAC PIEU KIEN NGU Y VE KHA
NANG BAN BPUOC, CHAT LUGNG THOA PANG, TINH PHU HOP CHO MOT
MUC PICH CU THE, SU CHINH XAC VA KHONG VI PHAM QUYEN CUA
BEN THU BA.

7. Gidi han trach nhiém phap 1Iy: TRONG PHAM VI PHAP LUAT CHO PHEP,
TRONG MOQI TRUONG HOP, CEPHEID, CAC PON VI LIEN KET, PAI LY
HOAC LANH PAO CUA CEPHEID SE KHONG CHIU TRACH NHIEM BOI
VOI BAT KY THIET HAI NGAU NHIEN, PAC BIET, GIAN TIEP HOAC DO
HAU QUA, BAO GOM, KHONG CHI GIOI HAN O, THIET HAI DO MAT LOI
NHUAN, HONG HOAC MAT DU LIEU, KHONG TRUYEN HOAC NHAN
PUQC BAT KY DU LIEU NAO (BAO GOM NHUNG KHONG CHI GIOI HAN
O HUONG DAN KHOA HQC, NHIEM VU VA TAI LIEU), GIAN DOAN KINH
DOANH HOAC BAT KY THIET HAI HOAC TON THAT THUONG MAI NAO
KHAC, PHAT SINH TU HOAC LIEN QUAN DEN VIEC BAN SU DUNG HOAC
KHONG THE SU DUNG PHAN MEM HOAC BAT KY PHAN MEM, UNG
DUNG HOAC DICH VU NAO CUA BEN THU BA KET HOP VOI PHAN MEM,
GAY RA BANG BAT KY CACH NAO, CHO DU PHAT SINH TU HOP BONG,
SAI LAM HOAC CACH KHAC VA NGAY CA KHI CEPHEID BA bUQC
THONG BAO VE KHA NANG XAY RA NHUNG THIET HAI NHU VAY.

8.  Gidy phép bén thir ba: Phan mém c6 thé sir dung hodc tich hop phan mém cua bén
thr ba va céc tai liéu c6 ban quyén khac, bao gdm gidy phép phan mém ma ngudn
mo. Thong tin x4c nhan, diéu khoan cap phép va tuyén bd mién trir trach nhiém ddi
voi phf?ln mém hodc tai liéu nhu vay c0 trong tai liéu dién tur cua Phan mém. Trong
pham vi ma Phan mém c6 chira hodc cung cp quyén truy cp vao phin mém ciia bat

Huwong dén van hanh Hé théng GeneXpert Dx XV
302-8378-VI Ban stra dbi C  2023-07



L&i noi dau

10.

11.

12.

ky bén thir ba nao, Cepheid khong c6 nghia vu cung cip bt ky hd tro k§ thuét hodc
hd tro nao khac cho phan mém dé mot cach rd rang hodc ngu y.

Kiém soat xuit khiu: Nguoi dung khong dugce sir dung hodc xuét khau hodc tai xuét
Phan mém theo cach vi pham bt ky luat, quy dinh va han ché nao ciia Hoa Ky. Phan
mém ciing c6 thé phai tudn theo cic quy dinh xu4t nhap khau cua cac quéc gia khac.
Cu thé, nhung khong chi giéi han ¢, khong dugc xuét khau hodc tai xuat khiu Phan
mém sang bét ky quéc gia nao bi Hoa Ky cAm van hodc bat ky quéc gia nao bi B
Thuong mai Hoa Ky, cac co quan va co quan chinh pht khac cia Hoa Ky hoac co
quan va co quan chinh phu khac cim.

Ngudi ding 14 Chinh phu: Pbi v6i ngudi ding 14 Chinh phi, Phan mém 13 phan mém
may tinh thuong mai tuan theo cac quyén han ché theo FAR 52.227-19 (C) (1, 2).
Lua chon luat: Gidy phép s& duoc diéu chinh va dién giai theo ludt phap ciia Hoa Ky
va Tiéu bang California.

Toan b Théa thudn: Trir khi dugc néu rd trong tai liéu nay, Gidy phép nay cau thanh
toan bo thoa thuén giita ban va Cepheid lién quan dén Phan mém, ddng thoi thay thé
tat ca cac gidy phép trudc d6 hodc cac hiéu biét hién tai lién quan dén van dé d6. Moi
n6i dung chinh stra hodc stra di di voi Gidy phép nay s& khong c6 hiéu luc rang
budc, trir khi duoc thuc hién bé’lng van ban va cé chir ky cia Cepheid. Moi ban dich
ctia Gidy phép nay duoc thyc hién theo cac yéu ciu cia dia phuong va trong truong
hop c6 mau thuin giita ban tiéng Anh va bat ky phién ban nao khong phai tiéng Anh,
ban tiéng Anh ctia Gidy phép nay s& chi phdi.

Ban c6 thé tim thdy mot ban sao cuia Gidy phép nay cing v6i cac tham chiéu va diéu
khoan cip phép phin mém cta bén thir ba tai C:\Program Files\Cepheid\GeneXpert
Dx\Dx\resources\en_US\files\DxLicenseAgreement.pdf

D6i v6i phién ban phin mém 4.4 tro vé trude, néu khong tim thiy gidy phép ciia minh,
ban c6 thé dé nghi bo phan Hb tro k¥ thuat ciia Cepheid cung cap ban sao.

XVi
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Cac tuyén bd vé nhan hiéu va ban quyén cho sach hwéng dan nay
Cepheid®, biéu trung Cepheid, GeneXpert®, Xpert® va I-CORE® 1a cac nhan hiéu cla Cepheid, da
dang ky tai Hoa Ky va cac quoc gia khac.

Tat ca cac nhan hiéu khac la tai san cua chi s& hiru twong rng.

Sach hwéng dan nay chra thong tin dwoc bdo vé béi ban quyén. Khong dwoc sao chup hodc sao
chép bét ky phan nao ctia Sach hwéng dan nay dwéi bat ky hinh thirc nao khi Cepheid chwa déng
y trwéc bing van ban.

© 2010 - 2023 Cepheid.

Tuyén bo tir choi trach nhiém ) )

Tat ca cac vi du (ban in, d6 hoa, phan hién thi, man hinh, v.v.) chi nham muc dich cung cap thong
tin va minh hoa, chir khéng dwoc st dung cho cac danh gia 1am sang hodc bao tri. D liéu hién thi
trong ban in va man hinh mau khéng phan anh tén bénh nhan hodc két qua xét nghiém thyc té.
Nhan duwgc mo ta trong sach hwéng dan cé thé khac véi nhan san pham thyc té. Cepheid khong
dwa ra tuyén bd hay bao dam nao vé do chinh xac va dé tin cay cla théng tin cé trong Huéng dén
van hanh Hé théng GeneXpert Dx. Théng tin dwoc phat trién dé st dung bdi nhitng nguoi duoc
d30 tao va co kién thirc van hanh Hé thdng GeneXpert hodc dudi s giam sat truc tiép cla cac dai
dién dich vu ho&c bd phan Hb tro ky thuat ctia Cepheid. Ban cap nhat Hwéng dan van hanh nay co
thé dwoc phat hanh dinh ky va can duoc gitk ciing véi sach hwéng dan ban dau nay.

Khoéng phai tAt ca cac san phdm dwoc mé ta trong Sach huwéng dan nay déu cé san & tat ca cac

quéc gia.

Canh bao San pham nay c6 thé khién ban tiép xtic véi hoa chét, bao goém ca niken (kim loai), dwec Tiéu
bang California cho biét l1a gay ung thw. Dé biét thém théng tin, hay truy cap
https://www.P65Warnings.ca.gov.
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1 Giéi thieu—Suw dung hoac Chirc nang

Chwong nay cung cap tong quan vé GeneXpert Dx system. Cac chu dé la:
«  Phan 1.1, Myc dich dir kién

«  Phén 1.2, Thuat ngit dung dé mo ta hé thong

. Phan 1.3, Model cia May GeneXpert

*  Phan 1.4, Md-dun 6 mau va 10 mau

. Phan 1.5, Cac thanh phan hé thong

«  Phan 1.6, Hop xét nghiém GeneXpert

. Phan 1.7, Phan mém GeneXpert Dx

. Phan 1.8, Téng quan v& quy trinh cong viéc

«  Phan 1.9, Trudc khi van hanh may

Phan mém GeneXpert Dx phién ban 6.5 hé tro cac hé didu hanh Windows 7 va Windows 10 clia
Lwuy Microsoft. Néu ban can bt ky sw hé tro ndo, vui long lién hé véi trung tdm Cepheid Technical
Support & khu virc ctia ban.

Dich vu hé trg cho Windows 7 két thiic vao ngay 14 thang 1 nam 2020. Microsoft khéng con
cung cap cac ban cap nhat bao mat hoic hé tro’ ky thuat cho hé diéu hanh Windows 7 nira.
Ban can phai nang cap ngay Ién hé diéu hanh mé&i hon, chidng han nhw Windows 10.

Quan trong Vui long lién hé tai https://www.microsoft.com/en-us/microsoft-365/windows/end-of-
windows-7-support dé biét thong tin hd tro cho Windows 7.

Ngoai ra, vui Idng lién hé v&i bé phan Hé tro ki thuat cia Cepheid tai dja phwong néu ban cé
thac mac vé viéc str dung Windows 7.

1.1 Muc dich di kién

1.1.1 Muc dich str dung

Hé théng GeneXpert Dx 1a mot thiét bi chdn doan in vitro dugc sir dung véi cac bd dung
cu xét nghiém Cepheid Xpert®. Hé thong GeneXpert Dx tir dong va tich hop cac hoat
dong chuén bj mau, khuéch dai axit nucleic va phét hién trinh ty dich trong cac mau don
gian hodc phuc tap thong qua Phan tmg chudi polymerase (PCR) theo thoi gian thyc. Hé
thong duoc thiét ké dé ty dong xir Iy miu cta bénh nhan (mau bénh pham) dong thoi
cung cip ca dit liéu két qua xét nghiém tom tit va chi tiét & dinh dang bang va biéu do.

Huwoéng dén van hanh Hé théng GeneXpert Dx 141
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1

Lwuy

1.2

1.2

1.3

Ngwoi dung/Méi triedrng dw kién

Hé théng GeneXpert Dx duoc thiét ké danh cho cac chuyén gia phong xét nghiém hodc
nguoi dung trong linh vuc cham séc stc khde da qua dao tao dac biét st dung trong moi
truong phong xét nghiém va xét nghiém gan bénh nhan theo quy dinh trong huéng dan
st dung xét nghi€ém Cepheid Xpert.

Thuat ngir dung dé mo ta hé thong
Trong sach hudng dan nay, cac thuat ngit sau duoc sir dung dé mé ta GeneXpert Dx
system:

. GeneXpert Dx system dugc dung dé chi toan bd hé thong bao gdm may tinh, may
GeneXpert va mdy quét ma vach.

. May GeneXpert duoc ding dé chi nhitng thanh phan dugc dung dé xir Iy mau. Hay
xem Hinh 1-2, Hinh 1-3, Hinh 1-4, Hinh 1-5, Hinh 1-6, Hinh 1-7, Hinh 1-8 va
Hinh 1-9 dé biét vi du vé cac may GeneXpert.

Model cua May GeneXpert

C6 ba may GeneXpert R1 khac nhau:

. My GeneXpert GX-I bao gdm mot mo-dun (hozc mot diém) dé xir Iy mot mau.
C6 thé két ndi toi da bdn may GeneXpert GX-I v6i mot may tinh.

. My GeneXpert GX-IV bao gom tdi da bdn mo-dun. Mdi mo-dun s& xir Iy mot mau.
C6 thé két ndi toi da bdn may GeneXpert GX-IV v6i mot may tinh.

. May GeneXpert GX-XVI bao gom t6i da muoi sau mo-dun. Moi mo-dun s& xir Iy
mot mau.

Xin lwu y ring tat ca cac model R1 ctia May GeneXpert déu khéng twong thich va chwa dwoc thdm
dinh v&i mo-dun 10 mau.

Miéy GeneXpert R2 c¢6 bén model khac nhau:

. May GeneXpert GX-I bao gdm mot mo-dun (hodc mot diém) dé xir Iy mot mau.
C6 thé két ndi toi da bon may GeneXpert GX-I voi mot may tinh.

. May GeneXpert GX-II bao gdbm mdt hodc hai mé-dun. M&i mo-dun sé& xtr Iy mot
mau. Co thé két ndi t6i da bén may GeneXpert GX-II véi mot may tinh.

. May GeneXpert GX-IV bao gdm tbi da bon mo-dun. Mi mo-dun s& xir Iy mot mau.
C6 thé két ndi tdi da bon may GeneXpert GX-IV v6i mot may tinh.
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. May GeneXpert GX-XVI bao gom tdi da mudi sau mo-dun. Mdi méo-dun s& xir Iy
mot mau. C6 thé két néi mot may GeneXpert GX-XVI véi mot may tinh.

Xin lwu y rang tat ca cac model R2 clia May GeneXpert GX-I déu khéng twong thich va chua dwoc
thdm dinh véi md-dun 10 mau.

Lwuy
TAt c& cac model R2 ctia GeneXpert GX-Il, GeneXpert GX-IV va GeneXpert GX-XVI déu twong
thich va da dwoc thAm dinh v&i mé-dun 10 mau.

Vi muc dich cia tai lidu nay, cac GeneXpert Dx system s& hoat dong gidng nhau va s&
khong dugc xac dinh la R1 hay R2, trir khi c6 su khac biét cu thé duoc ghi nhan.

1.4 MO-dun 6 mau va 10 mau

Mot méay c6 thé c6 mo-dun 6 mau hodc 10 mau. Cé thé xac dinh mo-dun 10 mau bing
dai mau lam & canh trén cia ctra mé-dun, nhu duwoc minh hoa trong Hinh 1-1. Mot cach
khac dé nhan dang mé-dun 1a xem man hinh céng cu bao cdo mo-dun (xem Phan 9.13).
Day la tit ca nhitng kénh quang da duoc hiéu chuin c6 thé nhin thiy. Néu man hinh
Cong cu bao cdo mo-dun ligt ké 10 Kénh, thi d6 1a mo-dun 10 mau. Xem Phan 3.7 dé
biét thém chi tiét vé kénh quang.

M6-dun 6 mau khong M6-dun 10 mau cé
c6 dai nhan dang dai nhan dang mau
trén clra lam trén cilra

b

L

% -

Hinh 1-1. Cac may GX-IV, minh hoa mé-dun 6 va 10 mau

1.5 Cac thanh phan hé théng

GeneXpert Dx system c6 cac thanh phan sau:

. May GeneXpert—Chap nhan nhimng hop xét nghiém GeneXpert dugc nap vao may,
ly giai cac mau trong hop xét nghiém, giai phong axit nucleic va khuéch dai cac trinh
tur dich. Vi hé théng cho phép kiém soat cac mo-dun mot cach doc 1ap, nén c6 thé xir
Iy cac mau khac nhau bang cach sir dung cac dinh nghia xét nghiém khac nhau trong
cung mdt may cung mat luc.
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«  May tinh dé ban hoiic May tinh xach tay—Cho phép ban chay phan mém
GeneXpert Dx system va luu trit co s dir lidu két qua ctia GeneXpert Dx system.
Phan mém cho phép lua chon cac dinh nghia xét nghiém, giam sat qua trinh xét
nghiém, xem két qua va xuét dir liéu duoc chon sang phan mém cudi ngudn, ching
han nhu Microsoft Excel, dé phan tich thém. Phin mém ciing cho phép luu trit va
truy xuat dit lidu két qua va quan 1y co so dir liéu. Két ndi Cepheid Link dugc cung
cép dé cho phép truy xudt ngudn gdc cua hop xét nghiém.

Nha san xut may tinh d& ban va may tinh xach tay cing nhu cac model c6 thé khac véi cac nha

Lruy san xuét va model duoc trinh bay trong sach huéng dan nay.
. May quét mi vach—Hob tro nhap dir liéu vao hé théng.
1-4 Huwoéng dan van hanh Hé thong GeneXpert Dx
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1.5.1 Cac thanh phan Hé théng GeneXpert Dx

May GeneXpert GX-I May tinh xach tay

May quét ma vach

Hinh 1-2. Cac thanh phan phan cirng ctia GeneXpert GX-l (Minh hoa v&i may tinh xach tay)

May GeneXpert GX-I May tinh dé ban Man hinh

May quét ma vach

Hinh 1-3. Cac thanh phan phan ctrng cia GeneXpert GX-I (Minh hoa v&i may tinh dé ban)

Huwéng dan van hanh Hé thong GeneXpert Dx 1-5
302-8378-VI, Ban stra d6i C 2023-07



Gi¢i thieu—Swr dung hoac Chirc nang

May GeneXpert GX-II May tinh xach tay

May quét ma vach

Hinh 1-4. Cac thanh phan phan cirng ciia GeneXpert GX-Il (Minh hoa vé&i may tinh xach tay)

May GeneXpert GX-II May tinh dé ban Man hinh

May quét ma vach

Hinh 1-5. Cac thanh phan phan clrng cia GeneXpert GX-Il (Minh hoa vé&i may tinh dé ban)
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May GeneXpert GX-IV May tinh xach tay

May quét ma vach

Hinh 1-6. Cac thanh phan phan cirng ciia GeneXpert GX-IV (Minh hoa v&i may tinh xach tay)

May GeneXpert GX-IV May tinh dé ban Man hinh

/ /

May quét ma vach

Hinh 1-7. Cac thanh phan phan clrng ciia GeneXpert GX-IV (Minh hoa v&i may tinh dé ban)
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May GeneXpert GX-XVI May tinh xach tay

May quét ma vach

Hinh 1-8. Cac thanh phan phan cirng ctia GeneXpert GX-XVI (Minh hoa v&i may tinh xach tay)

May GeneXpert GX-XVI May tinh dé ban Man hinh

May quét ma vach

Hinh 1-9. Cac thanh phan phan cirng cia GeneXpert GX-XVI (Minh hoa v&i may tinh dé ban)
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1.6 HO6p xét nghiém GeneXpert

. Mau duoc chuan bi va xir Iy trong cac hop xét nghiém GeneXpert danh riéng cho xét
nghiém, dung mét lan (xem Hinh 1-10). MAu va cac thudc thir twong tmg duoc dua
vao hop xét nghiém, sau do, hop xét nghiém dugc nap vao mét trong cac md-dun cod
san ctia may.

. Hop xét nghiém khéng duoc cung cip cung véi hé théng va phai mua riéng. Dé biét
thong tin dat hang, hiy lién hé véi Cepheid. Xem phan Hb tro k§ thuat trong Loi néi
dau dé biét thong tin lién hé.

Hinh 1-10. H6p xét nghiém GeneXpert

1.7 Phan mém GeneXpert Dx

Phan mém GeneXpert Dx duoc cai dit trén may tinh di kém va c6 thé chira nhidu ung
dung khac nhau. Phan nay mé ta cac tinh nang cia phan mém dung dé chan doan in vitro
(Hinh 1-11):

. Cic tac vu quan tri—Dit cau hinh hé thdng cho phul hop véi cac lua chon wu tién
cua t6 chirc, xac dinh ngudi dung hé théng va thiét 1ap cac quyén (dic quyén truy
cap), nhap va xo6a cac dinh nghia xét nghiém chan doén in vitro, tao cac bao céo xu
hudng ngoai kiém va quéan 1y dir liéu xét nghiém trong co sé dir liéu.

. Cic tac vu xét nghiém—Tao va bt du mot xét nghiém chan doan in vitro, dimg
mot xét nghiém dang tién hanh, theo doi mot xét nghiém dang tién hanh, xem két
qua xét nghiém, chinh stra thong tin xét nghiém va tao bao cao xét nghiém.

. Cic tac vu bao tri—Thyc hién cac tic vu bao tri khac nhau bao gdm sir dung cong
cu B4o cdo mo-dun va diéu khién Pit tong dé veé sinh céc pit tdng ciia mo-dun, thuc
hién tu kiém tra thu cong dé khic phuc su ¢d, kiém tra sb 14n hiéu chuin va xét
nghiém, st dung cac lénh dé m& cira mo-dun hodc cap nhait EEPROM.

. Tinh nang an két qua.—Khi xem xét cac yéu cAu bao céo két qua, mot s6 sinh vat co
thé khong hiru dung vé mit 1am sang ddi véi mot sd quﬁn thé bénh nhan nhit dinh
hodc ¢ nhitng ving cu thé. Dua trén thyc té nay, khach hang can c6 kha nang dat cAu
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hinh nhiing két qua s& duoc bao cdo cho cic xét nghiém chay trén Hé thong
GeneXpert ctia ho. Tinh néng an két qua duoc trién khai trong Dx 6.5 s& cho phép
khach hang “4n” (gidu) ket qua cua nhung sinh vét cy thé khoi xet nghlem duge hd
trg dé dap g cac yéu cu bao cdo két qua ctia ho. Tinh ning an két qua chi twong
thich v&i mot sb xét nghiém Xpert va s& duoc kiém soat boi loai ngudi ding cap
Quan tri vién.

Ngudi dung cip Quan tri vién c6 thé dit cau hinh tinh ning an két qua cua tat ca cac
sinh vét lién quan dén xét nghiém duoc hd tro. Ho c¢6 thé chi dinh nhitng sinh vét nao
sé duoc bao cao trong giao dién nguoi dung két qua va bao cao x¢ét nghiém. Ngudi
dung cap quan tri vién c6 thé sira ddi cac lwa chon an két qua bt cir luc nao. Tuy
nhién, su thay doi d6 s& chi a4p dung cho nhitng 1an chay xét nghiém méi sau khi luu
cac thay doi, chir khong ap dung cho cic xét nghiém dang tién hanh hodc da hoan
thanh.

Vui 1ong luu ¥ cac diéu kién tién quyét sau dé sir dung tinh ning an két qua:

«  Tinh ning 4n két qua chi co sin cho nhitng xét nghiém cu thé va ciing cn phai
kich hoat tinh nang nay cho xét nghiém do6.

«  Tinh ning 4n két qua chi a4p dung cho nhing xét nghiém c6 nhiéu sinh vat,
khong ap dung cho xét nghiém mot sinh vét.

Dé biét tom tat quy trinh cong viée dung cho chan doan in vitro, hily xem Phan 1.8,
Tong quan vé quy trinh cong viéc.
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Xét nghiém Quan tri Bao tri
1

rn GeneXpgrt® D*stem * ' . I {ﬂ\ﬁ

User Daty Manag port$ Sefup Mai e | About | User [letail Use
i - ¥ 2
IR y i @ QL
Create Test Check Status Stop Test View Results Define Assays [ S Maintenance
Modules g Tests Since Launch ‘
Module Sample Remaining Sample Mod Error | Start _ ||
NS ’ Assay ’ D Progress ‘ Status ‘ Test Time D Nara User Result Assay | Status Status| Date
Al Available ‘
A2 Available ‘
A3 Available
Ad Available

Hinh 1-11. Cac tinh ning ctia phan mém GeneXpert Dx
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1.8 Tong quan vé quy trinh céng viéc

Quy trinh coéng viéc GeneXpert Dx system bao gdm cac nhiém vu sau:

. Phan 1.8.1, Quy trinh cai dat va thiét lap
. Phan 1.8.2, Quy trinh c6ng viéc xét nghiém

1.8.1 Quy trinh cai dat va thiét 1ap

Bang 1-1 liét ké cac nhiém vu cai dat va thiét 1ap GeneXpert Dx system. Xin luu y rﬁng
mic du co thé nhap céac tép dinh nghia xét nghiém chan doan in vitro, nhung phan mém
GeneXpert Dx system khong cho phép stra ddi cac dinh nghia xét nghiém.

Bang 1-1. Quy trinh céng viéc dé

cai dit va thiét 1ap hé thong

Bwéc Nhiém vu Phan
1. Cai dat Hé théng GeneXpert Dx. Phan 2.5
2. | Bat may tinh. Phan 2.6
3. | Kh&i dong phan mém. Phan 2.11
4. | Chidinh ky tw cho may. (Khéng bat budc) Phan 2.12
5. | Xac dinh nguwoi dung va quyén. Phan 2.13
6. | bt ciu hinh hé théng. Phan 2.14
7. | Xac minh cai dat va thiét 1ap dung cach. Phan 2.15
8. Quan ly cac tép dinh nghia xét nghiém. Phan 2.16

Sau khi cai dat va chay hé théng, ban c6 thé thyuc hién cac tac vu sau:

. Thém ngudi dung mai (xem Phan 2.13.3.1, Thém nguoi ding méi).

. Cai dat cac may GeneXpert khac (xem Phan 2.5.2, Cach cai dit cac may khac).

Huwoéng dan van hanh Hé thong GeneXpert Dx
302-8378-VI, Ban stva d6i C 2023-07




Gi¢i thieu—Sr dung hoac Chirc nang

1.8.2 Quy trinh céng viéc xét nghiém

Bang 1-2 liét ké nhirng tac vu xir Iy mau bénh phdm bang cach st dung GeneXpert Dx
system. Xin luu y ring mic dii ¢ thé nhap cac tép dinh nghia xét nghiém chan doan in
vitro, nhung phdn mém GeneXpert Dx khong cho phép stra d6i cac dinh nghia xét

nghiém (xem Phan 1.7, Phin mém GeneXpert Dx). béi vai nhiing h¢ théng duoc két ndi
v6i may chu, hiy xem Phan 5.21, Hoat dong voi két ni may chu dé biét quy trinh cong
viéc xét nghiém.

Bang 1-2. Quy trinh céng viéc xét nghiém dién hinh

Buwéc Nhiém vu Phan
1. Khéi dong GeneXpert Dx system. Phan 5.2
2. Kiém tra danh sa’qh céac xét nghiém c6 san. Nhap céac tép dinh nghia Phép 5.4 va
xét nghiém néu can. Phan 2.16
3. | Tao mét xét nghiém. Phan 5.6
4. Nap hop xét nghiém vao mot mé-dun trén may. Phan 5.8
5. | Bat dau xét nghiém. Phan 5.9
6. Theo dai tién trinh xét nghiém. Phan 5.10
7. | Xem két qua xét nghiém. Phén 5.12
8. Quan ly di¥ liéu két qua xét nghiém. Phan 5.17
9. | Duy tri hé théng. Phan 9.1

Hinh 1-12 1a tng quan bang dd hoa vé quy trinh c6ng viéc xét nghiém.
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1. Kiém tra danh sach cac xét nghiém (Phan 5.4)

2. Tao va bat ddu moét xét nghiém (Phan 5.6 va Phan 5.9)
3. Theo dbi tién trinh xét nghiém (Phan 5.10)

4. Xem két qua (Phan 5.12)

~

n GeneXpeft® Dx System ‘ = =] &
[User Dat{Management Reports [Setup Maintenance About N D User Administration User
=7 ] -
i LY . y Yo
2} 4 )
&. | \, J A< v )
Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules : Tests Since Launch
Module Sample Remaining Sample Mod Error Start
Same ‘ Assay ’ D ‘ Progress Status Test Time D ‘ N User | Result Assay ’ Status Status Date
Al Available
A2 Available
A3 Available
A4 Available
v >
Messages:
WUGUIC 71 1 1 GOt ULGI UG Gt 1E1D 20 12 12 15 =

Hinh 1-12. Ctra sé Hé théng GeneXpert Dx va quy trinh céng viéc xét nghiém dién hinh

1.9 Trwéc khi van hanh may

Poc toan bd sach hudng dan va nim rd thong tin an toan trong Chuong 8, Cac mbi nguy

hiém trude khi bat dau van hanh may.

Canh bao
Viéc str dung may khi chwa doc sach hwéng dan hodc khéng dwoc dao tao ding cach cé
thé dan dén thwong tich nghiém trong, 1am héng thiét bi hodc mét dir liéu.
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2 Quy trinh cai dat va yéu cau dic biét

Chuong nay mé ta cach cai dat va thiét 1ap hé thong. Trir khi dwoc ghi chu, cac quy trinh
trong chuong nay la danh cho quén tri vién cua GeneXpert Dx system hodc nhan vién
tuong dwong. Cac chu dé nhu sau:

Phan 2.1, Thanh phan trong hop Hé théng GeneXpert Dx

Phén 2.2, Vit liéu can thiét dé sir dung voi hé théng (nhung khong duoc cung cip)
Phan 2.3, Vat tu nén dung véi hé thong

Phan 2.4, Ghi cha hé thong

Phan 2.5, Cai dat Hé thong GeneXpert Dx

Phan 2.6, Bat may tinh

Phan 2.7, M hoa 6 dia (Windows 10)

Phén 2.8, C4u hinh Ngbn ngit va Ban phim Windows

Phan 2.9, Pit cdu hinh may tinh

Phan 2.10, Kiém soat ban cap nhat ty dong Windows 10

Phan 2.11, Khoi dong phan mém lan dau

Phén 2.12, Chi dinh ky tu cho may

Phan 2.13, Xac dinh nguoi dung va quyén

Phan 2.14, Dit cau hinh hé thong

Phan 2.15, Xac minh cai dat va thiét 1ap dung cach

Phan 2.16, Quan 1y cac dinh nghia xét nghiém va thong sb cu thé cho 16
Phén 2.17, Khoi dong lai hé thong

Phan 2.18, G& cai dat hodc cai dat lai phﬁn mém GeneXpert Dx
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302-8378-VI, Ban stva ddi C 2023-07



Quy trinh cai dit va yéu cau dic biét

2.1

2.2

2.3

Thanh phan trong hop Hé thong GeneXpert Dx
. Hop GeneXpert Dx system ¢ cac thanh phan sau:
. May GeneXpert

. May tinh dé ban hodc may tinh xach tay, duoc cai dit san phan mém GeneXpert Dx
va cac phan mém can thiét khac

« B0 chuyén mach (di kém néu hé thdng c6 hai hodc nhiéu may)
. May quét ma vach 2D
«  Day ngudn, loai: IEC-320-13, 10 A/125 V Bic My hoic 10 A/250 V Qudc té cho:
*  GeneXpert GX-IR1
*  GeneXpert GX-IV R1/R2, va
*  GeneXpert GX-XVIR1/R2
. Cap ngudn bo chuyén ddi DC (cho GeneXpert GX-I R2 va GeneXpert GX-II R2)
. Cap chéo CAT-5 Ethernet
. O dia DVD ngoai
. DVD Huéng dan vin hanh Hé thong GeneXpert Dx

. Gidy ching nhan tuan thu

Vat ligu can thiét dé st dung v&i hé thong (nhwng
khéng dwoc cung cap)

Sau day la cac trang thiét bi can co dé sir dung véi GeneXpert Dx system nhung khong
di kém véi hop san pham:

. Hop xét nghiém GeneXpert danh riéng cho xét nghiém

. Cac yéu cau danh riéng cho xét nghiém (tham khao to hudng dan str dung xét
nghiém hodc quy dinh ciia co quan quan Iy tai dia phuong va qudc gia cta ban)

D¢ dat hang hop xét nghiém GeneXpert, hiy lién hé véi Cepheid. Xem phan HS tro ki
thuat trong Loi noi dau dé biét thong tin lién hé.

Vat tw nén dung vé&i hé thong

. B¢ luu dién (UPS)

. May in

Dé dit hélpg méy i’n hodc UPS, hay lién hé v6i Cepheid. Xem phan Hb trg k¥ thuat trong
Loi noi dau de bict thong tin lién hé.
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24
241

Than trong

A\

Ghi chu hé théng
Cac thanh phan hé théng

Cepheid da thir nghiém va danh gia cac thanh phin GeneXpert Dx system dé mang lai
hiéu suét toi wu.

Khéng thay déi cai dit may tinh, phan mém cai dat sin va cac thanh phan hé théng khac, trir
khi Cepheid hwéng dan lam nhw vay. Khong cai dat phan mém chwa dwoc phé duyét. Khéng
thay thé cac bo phan ctia hé théng ma khéng cé sw hd tro ctia Cepheid.

Viéc thay d6i cai dat may tinh, phan mém cai dat san hoac cac thanh phan hé thong khac ma
khong c6 sw hwéng dan ctia Cepheid c6 thé dan dén mat dir liéu, anh hwéng dén hiéu suat
hé théng, lam héng thiét bi va mat bao hanh.

Khéng cai dit phién ban méi ctia Microsoft SQL Server Express, néu khong phdn mém sé
ngirng chay. Vi du: ban khéng dwec ¢ géng cai dat SQL Server Express 2017 thay cho SQL

Quan trong Server Express 2012. Tuy nhién, ban c6 thé cai dat cac goi dich vu (SP1, SP2, SP3, v.v.) cho
phién ban SQL Server Express cai dit san.
2.4.2 Két n6i mang
May tinh GeneXpert Dx system chira hai thé Ethernet. Thé duoc dat cdu hinh cho may
GeneXpert dugc dan nhan ¢ mat sau cua may tinh. Chi st dung cap Ethernet dugc cung
cap dé két ndi may tinh vai may. Xem Phan 2.5.1, Cach cai dat Hé thong GeneXpert Dx
dé biét huéng dan cai dat chi tiét.
Than trong
Khéng thay déi cai dat Giao thirc Internet (IP) cho két ndi Ethernet véi GeneXpert Dx system.
Viéc thay dbdi cai dat IP c6 thé gay ra 16i giao tiép vé&i may.
2.4.3 Phwong tién cai dat phan mém
Microsoft Windows da duoc cai dat va kich hoat trén may tinh GeneXpert Dx system.
Phuong tién khéi phuc Microsoft va phuong tién cai dit phan mém GeneXpert déu c6
trong hop may tinh giao cing san pham.
Hay bao quan phwong tién nay & noi an toan trong bao bi géc. Néu can phai cai dit lai phan
Quan tron mém, ban sé can dung dén phwong tién goc nay. Ngoai ra, dé kich hoat lai phan mém, ban
ong ciing c6 thé can khéa san pham (ndm trén Gidy chirng nhan xac thwe trén bao bi phwong
tién cai dat).
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2.5

Thén trong

Canh bao

Quan trong

2.51

Thén trong

Quan trong

Thén trong

Cai dat Hé thong GeneXpert Dx

Cac mé-dun va GeneXpert Dx system 6 mau yéu cau phan mém phién ban 2.1 (tr& Ién), con
cac mo-dun va GeneXpert Dx system 10 mau yéu cau phan mém phién ban 6.2 tré lén.

Dé tranh sw cb phan cirng, ban phai cai dat phan mém GeneXpert Dx 2.1 (tré 1én) TRUOC
KHI két ndi va bat nguén may 6 mau hodc cac mé-dun nang cap, va phai cai dit phan mém
GeneXpert Dx 6.2 (tré 1én) TRUO'C KHI két ndi va bat nguén may 10 mau hoidc cac mo-dun
nang cap.

Hay xem bang trong Iwong trong Phan 4.2, Thong sé ky thuat chung dé biét trong lwong cla
may GeneXpert. Can than khi m& bao bi may. Khéng cé nang may khi chwa dwoc dao tao
thich ho'p vé an toan va khong c6 ai hé tro. Néu nang hoac di chuyén may khi chwa dwoc
dao tao ding cach va khong c6 nguwei hé tro thi c6 thé gay thwong tich ca nhan, lam héng
may va lam mét hiéu lwc bao hanh cua ban.

Trwée khi ldp dat may, hdy doc Chwong 4, Dac diém hiéu qua va thong s6 k¥ thuat va
Chwong 7, Cac bién phap phong ngira va Gii han hoat dong dé nam virng cac thong sé
k¥ thuat va yéu cau cua hé théng.

Cach cai dat Hé théng GeneXpert Dx
Céc phan sau day mé ta viéc cai dat Hé théng GeneXpert Dx.
1. Mo bao bi hé thng va dam bao hdp chira cac trang thiét bi néu trong Phén 2.1.

2. Dit may trén bé mat cing, chic chin, bang phang. Dam bao c6 thé d& dang tiép can
véi két noi day nguon va cong tac nguon (6 phia sau).

Cung cép khoang hé& it nhat 1a 5 cm (2 inch) & méi bén ctia may. Khéng chin khe xa khi cua
quat & phia dwéi hoac khe nap khi phia trén & mat sau may. May cé thé gap truc trac néu
khéng dwoc thong gié day du.

3. Két ndi mot dau cap Ethernet dugc cung cap voi cong mang & mit sau ctia may tinh
(tuy thudc vao model GeneXpert, xem Hinh 2-1, Hinh 2-2, Hinh 2-3 hodc Hinh 2-4
d6i v6i cac hé théng may tinh dé ban va Hinh 2-5, Hinh 2-6, Hinh 2-7 hodc Hinh 2-8
d6i v6i cac hé thdng may tinh xach tay). Mot nhin cho biét céng dé sir dung cing
véi may GeneXpert.

Str dung cap Ethernet dwoc cung cap dé két néi may GeneXpert va may tinh. Néu thiéu cap
hodc can thém cap, hay lién hé véi bo phan Cepheid Technical Support. Xem phan Hé tro ky
thuat trong L&i néi dau dé biét thoéng tin lién hé.

Xem Phan 9.17, Thay thé cac bo phan ciia may dé biét s6 hiéu bd phan.

Khéng thay déi cai dit Giao thirc Internet (IP) cho két ndi Ethernet véi may GeneXpert. Viéc
thay déi cai dat IP c6 thé gay ra 16i giao tiép véi may.
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May tinh dwoc cung cip kém theo may GeneXpert da dwoc dat dang dia chi IP trwdc khi xuét
Lwuy xwéng, nhwng néu may tinh khéng giao tiép dwoc véi may, hdy thwe hién cac bwéc dwoc trinh
bay trong Phan 2.9.3, Dia chi IP.

4. Kétndi dau kia cua cap Ethernet voi cong mang & bang phia dudi mat sau ctia may
(xem Hinh 2-1, Hinh 2-2, Hinh 2-3 hodc Hinh 2-4 d6i v6i hé théng may tinh dé ban
va Hinh 2-5, Hinh 2-6, Hinh 2-7 hodc Hinh 2-8 d6i voi hé thdng may tinh xach tay).

5. Két ndi day ngudn dugc cung cip (hodc cap ngudn cua bd chuyén d6i DC) v6i may
va may tinh, sau do két noi day ngudn voi nguon AC hoac voi bd luu dién (UPS).

Than trong
Pam bao UPS dworc két ndi véi mach dién cé nbi dat dung cach. Stir dung mach khéng néi
dét co6 thé lam héng may.
6. Thuc hién cac budc duge néu trong Phan 2.6, Bat may tinh hodc néu dang thiét
1ap nhiéu may, hay thuc hién cic budc duge néu trong Phan 2.5.2, Cach cai dit cac
may khac.
May GX-l (Mat sau)
Két néi vé&i cap Ethernet
dwoc cung cap Céng tac
ngudn
May tinh (Mat sau) Cap ngudn b
chuyén déi DC
Két néi voi K&t néi voi
ngudn dién et not vol
nguon dién
Hinh 2-1. Két néi may GX-l vé&i may tinh dé ban
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May GX-ll (Mat sau)

Két néi véi cap Ethernet
dwoc cung cap Céng tic

nguén

May tinh (Mat sau)

e Cap ngudn bd
Keét noi vei chuyén déi DC
nguon dién

Két néi voi
ngudn dién

Hinh 2-2. Két néi may GX-ll v&i may tinh dé ban

May GX-IV (Mat sau)
_|||I|H| ODICOIDNO00a0N0ool

Cong tac
nguén

May tinh (Mat sau)

Két ndi voi
nguon dién

| Két néi voi
nguon dién

Kéet noi véi cap Ethernet dwoc cung

Hinh 2-3. Két n6i may GX-IV v&i may tinh dé ban
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May GX-XVI (Mt sau)

IR
Céng tic Y v
May tinh (Mat sau) nguén = ;E .
Al ]| L
—

N
= -] ..'.

| Két néi voi - -

nguon dién — Két ndi voi

nguon dién

Két ndi véi cap Ethernet dwoc cung cap

Hinh 2-4. Két néi may GX-XVI v&i may tinh dé ban

May GX-l (Mat sau)

Két ndi vé&i cap Ethernet
dwoc cung cap Céng tic

nguén

Cap ngudn bo

May tinh guot
chuyeén do6i DC

(Mat sau)

Két néi v&i ngudn dién

Két ndi v&i ngudn dién

Hinh 2-5. Két néi may GX-l v&i may tinh xach tay
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May GX-ll (Mat sau)

Két néi v&i cap Ethernet
dwoc cung cép Céng tic

nguén

May tinh
Mat sa .
(M3t sau) Cép ngudn bd

‘ chuyén déi DC

Két n6i v&i Két néi voi
nguén dién nguén dién

Hinh 2-6. Két néi may GX-ll v&i may tinh xach tay

May GX-IV (Mat sau)

Cong tac
ngudn
May tinh
(Mat sau)
Két ndi voi cap Ethernet
{[dwoc cung cap | Két ndi voi
ngudn dién

Két ndi v&i ngudn dién

Hinh 2-7. Két néi may GX-IV vé&i may tinh xach tay
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2.5.2

Than trong

Than trong

A\

Lwuy

May GX-XVI (Mt sau)

Cong tac
nguon

May tinh
(Mat sau)

Két néi véi cap Ethernet
dwoc cung cap

L Két néi v&i nguodn dién

Két ndi v&i ngudn dién

Hinh 2-8. Két néi may GX-XVI vé&i may tinh xach tay

Cach cai dat cac may khac

Trwée khi cai dat cac may khac, hady dam bao rang phan mém GeneXpert Dx dang
khong chay.

Cac mo-dun va GeneXpert Dx system 6 mau yéu cau phan mém phién ban 2.1 (tr& Ién), con
cac mé-dun va GeneXpert Dx system 10 mau yéu ciu phan mém phién ban 6.2 tré 1én.

Pé tranh sy ¢6 phan civng, ban phai cai dit phan mém GeneXpert Dx 2.1 (tré Ién) TRUOC
KHI két néi va bat nguén may 6 mau hoic cac mé-dun nang cap, va phai cai dit phan mém
GeneXpert Dx 6.2 (tré 1én) TRUO'C KHI két ndi va bat nguén may 10 mau hodc cac mé-dun
nang cép.

Khoéng can tat may tinh khi k&t ndi cac may bd sung.

C6 thé két ndi mot may tinh véi t6i da 22 mo-dun GeneXpert (10 hodc 6 mau) theo bat
ky cach két hop nao véi may GeneXpert GX-I, GeneXpert GX-II, GeneXpert GX-IV
hodc GeneXpert XVI. Trong thiét 1ap nhiéu may, hiy két néi may tinh voi bo chuyén
mach di kém, sau d6 két ndi cac may voi by chuyén mach nay. Hiy xem Hinh 2-9 d6i
v6i cac hé thong may tinh dé ban va Hinh 2-10 ddi véi hé théng may tinh xach tay.

1. MG bao bi ciia (cac) may bo sung, diy ngudn, bd chuyén mach va cap Ethernet.
2. Néu phan mém GeneXpert Dx hién dang chay, hiy thoat khoi phan mém.

3. Thao cap Ethernet khdi mat sau cua may da cai dat trude do. Gilt nguyén cap
Ethernet di két néi v6i may tinh.
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4. Kétnbi ddu ty do cua cap Ethernet trong Budce 3 vao bit ky cdng nio co sin trong bo
chuyén mach. Cap Ethernet dugc str dung dé két ndi may tinh véi bd chuyén mach.

5. Sir dung cap Ethernet thtr hai dé két ndi may bd sung voi bat ky cong nao cé sin
trong by chuyén mach. Mgt dau cia cap Ethernet két noi voi cong mang ¢ mat sau
ciia may va dau con lai két n6i voi cong tu do cua bd chuyén mach.

6. Lap lai Budc 5 dé két ndi cac may bd sung voi bd chuyén mach.

7. Két ndi day ngudn dugc cung cip v6i may bd sung, sau d6 két ndi day ngudn vao
UPS. Lip lai buéc ndy cho mdi may bo sung.

Lwuy TAT may cho dén khi may tinh duoc thiét 1ap.

8.  Két ndi may quét ma vach tryc tiép voi cong USB c6 sin clia may tinh. Khong két
nbi may quét v6i hub USB.

9.  Thyc hién cac budc néu trong Phan 2.6, Bat may tinh.

May May
(C6 thé 1a 6 mau (C6 thé 1a 6 mau
hoac 10 mau) hoac 10 mau)

Cong tac
ngudn

Cong tac
ngudn

May tinh
(Mat sau)

Két néi voi Két néi voi Két néi voi
nguon dién nguon dién nguon dién

B6 chuyén mach
(Mat sau)

—

Két néi v&i cap Ethernet dwoc cung cép

Hinh 2-9. Két n6i nhiéu may GX-IV v&i may tinh dé ban
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May GX-XVI
(C6 thé 1a 6 mau hoac 10 mau)
May GX-I, GX-II SIS
hoac GX-IV
(C6 thé 1a 6 mau
hoac 10 mau)

May tinh
(Mat sau)
T T TN
‘ ) hll L\ﬁlLl Cong tac
e e = & | = nguén
A
Két néi voi Két néi voi
A . nguon dién nguon dién
Ket noi v&i B6 chuyén mach
nguon dién (Mat sau)
Kéet noi véi cap Ethernet
”I dwoc cung cap

Hinh 2-10. Két néi nhiéu may v&i may tinh xach tay

2.5.3 Két ndi véi Cepheid C360

Cepheid C360 1a mot Gng dung phin mém dua trén web dé quan tri hé thong Cepheid va
hién thi truc quan dit liéu xét nghiém y khoa do cic may Cepheid tao ra. Cac giai phap
nay gitip t6i da hoa tién ich va ing dung cta cic san pham Cepheid bang cach tich hop
mot s6 cong cu quan 1y thong tin.

Hay sir dung quy trinh sau dé két nbi véi mang Cepheid C360.

1.
2.
3.

Mo bao bi cap Ethernet bd sung va bo chuyén doi USB sang Ethernet.
Néu phan mém GeneXpert Dx hién dang chay, hdy thoat khoi phan mém.

Xac nhan rang két ndi Ethernet chinh tir may tinh dén May (xem Hinh 2-11) hodc
B chuyén mach (ddi voi nhiéu may nhu trong Hinh 2-12) st dung dia chi
1P 10.11.14.1.

Két ndi dau ndi USB trén bd chuyén dbi véi bit ky cong USB nao c6 sin trén may
tinh.

Str dung cap Ethernet tht hai dé két ndi bod chuyén ddi vei mang cua ban. Theo méc
dinh, dia chi IP dugc chi dinh sit dung DHCP.

Lwuy

Néu ban muén str dung dia chi IP tinh, hay lién hé v&i bd phan CNTT clia ban dé& dwoc hé tro chi
dinh dia chi cho giao dién LIS.
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6. Dang nhap vao trang web Cepheid C360 dé thiét 1ap hé théng cta ban. Dé biét chi

tiét, vui long tham khao bd tai liéu C360, bao gf”)m:

o 301-3787: Hudng dan vé tinh ning hién thi truc quan dit liéu Cepheid C360
danh cho nguoi van hanh (301-3787, Cepheid C360 Data-Visualization
Features Operator Manual)

«  301-8332: Hudng dan vé tinh ning quan tri Cepheid C360 danh cho nguoi vdn
hanh (301-8332, Cepheid C360 Administrative Features Operator Manual)

e 302-7506: Huéng dan cai dat dong b va két noi mang cho C360 danh cho
nguoi van hanh (302-7506, C360 Sync Installation and Networking Operator
Manual)

8.
-
Ho tror i

Cepheid® C360
tir xa [ ]

]

N\

tlr xa

USB dén Ethernet
(Thir cép): Hb tror

May tinh (Mat sau)

Két néi voi
ngudn dién

Céng tac
ngudn

Hinh 2-11. Két n6i may GX-IV véi C360

PC Ethernet (Chinh): 10.11.14.1

L Két nbi voi
nguén dién
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c
@
>
L
c
«@-
-4—m
Cepheid® C360 I-!o tro
tr xa
Maﬂy tinh C6ng
(Mat sau) tic

ngudn

Két néi véi Két néi véi Két néi véi
USB dén Ethernet || nguon dién ngudn dién nguén dién
(Thi cap): Hb tro B6 chuyen mach
tir xa (Mat sau)

=

d,

Giao dién LIS ¢ p
)]

Man

PC Ethernet (Chinh): 10.11.14.1

Hinh 2-12. Két néi nhiéu may GX-IV vé&i C360

2.6 Bat may tinh

Sau khi cai dat may tinh Hé thong GeneXpert Dx, hiy bat may tinh va dang nhap vao
may tinh theo quy trinh sau.

1.
2.

Bat may tinh GeneXpert Dx system theo hudng din ctia nha san xuit may tinh.
Cho hé théng khoi dong.

. Trén Windows 7, man hinh Tai khoan Windows xuét hién. Xem Hinh 2-13.
«  Trén Windows 10, man hinh Tai khoan Windows xuét hién. Xem Hinh 2-14.

Nhép vao vi tri bat ky trén man hinh dé hién thi man hinh Tai khoan va Mat
khau Windows. Xem Hinh 2-16.

Trén man hinh Tai khoan Windows, hdy chon tai khoan ngudi dung Cepheid (xem
Hinh 2-13 va Hinh 2-16).

e Trén Windows 7, man hinh M4t khdu Windows xuét hién. Xem Hinh 2-15.

«  Trén Windows 10, trudng mat khau tai khoan ngudi ding Cepheid xuét hién.
Xem Hinh 2-16.

May tinh GeneXpert Dx system duoc dit cdu hinh voi hai tai khoan Windows. Tai
khoan Cepheid-Admin danh cho cac tac vu quan tri vién nhu cap nhat ph.':fln mém,
c4u hinh hé thdng va van hanh thong thuong; va tai khoan Cepheid-Techsupport
chi dugc st dung bdi Cepheid Technical Support. Xem Hinh 2-13 va Hinh 2-16.
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Than trong _ _ _ _ _
Ban phai dang nhap bang tai khoan dwoc dat cau hinh san. Neu ban dang nhap bang tén
ngwoi dung va hd so khac, cai dit quan ly dién ning sé khong chinh xac.
Cepheid-Admin
Hinh 2-13. Man hinh Tai khoan Windows 7
Monday, January 27
Hinh 2-14. Man hinh khéa Windows 10
2.14 Huwoéng dan van hanh Hé thong GeneXpert Dx
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Mat khau dang nhap ban dau duge cung cép bén dudi. Ban s¢ dugc yéu cAu d6i mat
khau khi ddng nhap lan dau. Khéng doi cai dat ho so hodc tén ngudi dung. Khi dang
nhép, hady su dung thong tin sau:
e Tén tai khoan: Cepheid-Admin
«  Mat khiu: cphd

4. Trén man hinh Mat khdu Windows (xem Hinh 2-15 va Hinh 2-16), hay nhdp mat
khau. Mat khau mic dinh 14 cphd va phai duoc ddi sau khi dang nhap lan dau (theo
huéng dan cta phﬁn mém). Sau khi quan tri vién hé théng d6i mat khau, hay nhép
mat khau duoc chi dinh cho cac 1an dang nhip sau nay.

! Switch User |

. Windows / Professional

Hinh 2-15. Man hinh Mat khau cia Windows 7
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Cepheid-Admin

Cepheid-Admin

Cepheid-Techsupport

Hinh 2-16. Man hinh Tai khoan va Mat khau cua Windows 10

Trong l&n dang nhap dAu tién vao Hé théng GeneXpert béng tai khoan Cepheid-Admin, sau khi
nhap mat khdu cphd, mét 11 nhéc sé hién thj ngay dé déi mat khau. Hay lam theo hwéng dan trén

Lwuy man hinh dé dbi mat khau. Nhap mat khau cii (fphd) cho tai khoan, sau d6 nhap mat khau méi hai
lan. Hay nhé ghi lai va lwu trir thong tin mat khau méi & noi an toan.

Sau lan dang nhap dau tién vao hé théng, hé théng sé khong nhac ban dbi mat khau niva.

Than trong
- Khéng thay ddi hd so ngui dung Cepheid. Viéc thay ddi hd so c6 thé gay mét div liéu trong
% qué trinh xét nghiém.
&,
5. Phan mém GeneXpert Dx tuy dong khoi dong khi khoi dong hé thong. Biéu twong
GeneXpert Dx trén man hinh nén Windows cho phép khéi chay phan mém thi cong.
Xem Hinh 2-17.
Hinh 2-17. Biéu twong 16i tat Hé thong GeneXpert Dx
6. Thoat phan mém GeneXpert Dx bang cach nhip vao Thoat (Exit) bén dudi menu
Nguoi dung (User).
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2.6.1 Phan mém diét virus
«  Ddi voi Windows 7, hidy xem Phan 2.6.1.1, Phan mém diét virus trén Windows 7.

. Déi v6i Windows 10, hay xem Phan 2.6.1.2, Phan mém diét virus trén Windows 10.

2.6.1.1 Phan mém diét virus trén Windows 7

Dé bao vé may tinh GeneXpert Dx system chay Windows 7 khoi virus c6 thé gay hong
dit liéu hodc lam gian doan chirc ning binh thudng, Cepheid dic biét khuyén nghi cai
dit va duy tri chuong trinh diét virus cap nhat. Virus may tinh c6 thé xam nhap khi két
ndi may tinh v6i mang cuc bg hodc mang dién rong hay khi trich xuét dir lidu bﬁng cac
thiét bi bd nhé ngoai.

Cepheid di xac thuc mot sb giai phap sin c6 trén thi trudng tir Symantec Corporation va
McAfee Inc.

Néu mua phan mém tir mot nha cung cip thwong mai, hay cai dit phan mém theo huéng
dan trong tai lidu ngudi dung dugc cung cip kém theo chuwong trinh phan mém ban
chon. Viéc kich hoat phﬁn mém diét virus thuong dugc thuc hién bﬁng cach két ndi vai
Internet. Hay 1am theo hudng dén kich hoat cu thé trong tai liéu hodc man hinh hop
thoai clia phan mém.

Théng thwdng, ban can két ndi may tinh véi Internet dé kich hoat phan mém diét virus. Ban nhé [én

Liuy lich cap nhat vao thoi didm khong thu thap da lidu.

Néu yéu cau sir dung mot loai phan mém diét virus khac ngoai cac chuong trinh dugc
liét ké & trén, thi to chlrc ctia ban c6 trach nhiém xac thyc kha nang tuong thich cla cac
giai phap d6 véi cac san pham Cepheid dugc cung cap.

Hay duy tri géi dang ky diét virus va thwong xuyén tai ban cap nhat xuéng. Néu may tinh
GeneXpert Dx system dwoc str dung dé truy cap Internet, hay chay phan mém diét virus
trwére khi tiép tuc st dung phan mém GeneXpert Dx va xac nhan ring két qua tir hé théng
khép véi két qua xuat sang bat ky LIS nao dwoc két nbi.

Quan trong

Than trong May tinh GeneXpert Dx system dworc thiét 1ap dé sir dung Twéng lira Windows dé twong Itra

Windows c6 thé duy tri trang thai bat. Khong bat hodc st dung cac san pham twong liva
khac khéng phai ciia Windows. Lam nhw vay c6 thé ngidn chan viéc thu thap di liéu.

Thén trong Cepheid da thir nghiém va danh gia cac thanh phan hé théng ctia chiing t6i dé mang lai hiéu
suét t6i wu. Khéng thay dbi cai dit may tinh, phan mém cai dit san hodc cac thanh phan hé
théng khéc, trir khi Cepheid hwéng dan lam nhw vay. Khéng cai dit phan mém chwa dwoc
phé duyét. Khong thay thé két néi mang hé théng.
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2.6.1.2

Lwuy

Lwuy

2.7

Phan mém diét virus trén Windows 10

May tinh GeneXpert Dx system chay Windows 10 di kém Windows Defender Antivirus
dé bao vé chdng lai nhiing virus c6 thé gay hong dir liéu hodc 1am gian doan chirc ning
binh thuong. Do Windows Defender Antivirus di kém véi Windows 10 va duoc cép nhat
ciing nhu duy tri ty dong voi hé didu hanh, Cepheid khuyén nghi khong sir dung thém
phan mém diét virus nao khac cho may tinh GeneXpert Dx system chay Windows 10.

M3 hoéa 6 dia (Windows 10)

Trwéc khi ban bat dau, hdy nhé réng viéc méa héa toan bo dia cirng cé thé mat nhiéu thdi gian. Ban
sé& c6 thé str dung may tinh trong khi m& héa dién ra trong nén, nhwng cubdi cung, ban s& can khéi
doéng lai may tinh. Hay lwu tép thwérng xuyén va Ién ké hoach cho phu hop.

BitLocker 1a mot hé théng ma hoa duoc thiét ké dé ngan chin hau hét cac cude tn cong
ngoai tuyén va phan mém doc hai. Piéu quan trong 1a ban phai sir dung tinh ning nay dé
bao vé dir liéu va giit bao mat thong tin. Quy trinh kich hoat tinh ning M3 hoéa 6 dia
BitLocker trong Windows 10 dugc néu bén dudi.

Cepheid di xac thuc tinh ning Ma hoa 6 dia BitLocker trén cic may tinh GeneXpert
chay Windows 10.

Khach hang c6 trach nhiém kich hoat BitLocker va thiét lap khoéa khoi phuc.

Néu may tinh clia ban cé6 mé-dun nén tang dang tin cay (TPM), vui ldng chuyén dén Buéc 10. Néu
thiét bi cGia ban khdng cé chip mé-dun nén tadng dang tin cay (TPM), ban sé& khdng thé bat BitLocker
trong Windows 10. Ban van cé thé st dung tinh ndng ma hoéa, nhwng ban sé can str dung Céng cu
chinh stra chinh sach nhém cuc b (Local Group Policy Editor) d& cho phép xac thuc bd sung khi
khé&i dong. B4t diu tir Budc 1 bén dudi.

1. Néuban dang str dung may tinh bang hodc thiét bi c6 man hinh cam tmg, hay chuyén
sang ché d6 may tinh dé ban.

2. Sir dung phim tat Windows + R dé m¢ 1énh Run > nhap gpetit.msc > nhip
vao OK.

3. Trong muc Cau hinh may tinh (Computer Configuration), hdy mé rong Mau quan tri
(Administrative Templates).

4. Mo rong Céc thanh phan cia Windows (Windows Components).

5. Mo rong Ma héa 6 dia BitLocker (BitLocker Drive Encryption) va O dia hé diéu
hanh (Operating System Drives).

6. O bén phai, hdy nhip dp vao Yéu cau xac thwc bé sung khi khéi dong (Require
additional authentication at startup).

7. Chon Bat (Enabled).

8. Chon tuy chon Cho phép BitLocker ma khéng c6 TPM twong thich (yéu cau
mat khau hoic khoéa kh&i dong trén 6 flash USB) (Allow BitLocker without a
compatible TPM (requires a password or a startup key on a USB flash drive)).

9. Nhip vao OK dé hoan tit quy trinh nay.
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10. Nhip vao Bat dau (Start) > Trinh quan ly tép (File Explorer) > May tinh nay
(This PC).

11.  Trong phan Thiét bj va 6 dia (Devices and drives), nhip chudt phai vao 6 dia hé
thdng ctia ban (trén céc thiét bi c6 man hinh cam ng, hay nhin va gitr) noi cai dat
Windows 10, sau d6 nhip vao Bat BitLocker (Turn on BitLocker).

12.  Nhap mat khiu dé mo khéa 6 dia. Piéu nay rat quan trong dé dam bao ban c6 thé
khoi dong hé thong ngay ca khi mét khéa khoi phyc.

Lwu y Cepheid khuyén dung mat khau dai téi thidu 10 ky tw, c6 chir cai viét hoa/viét thwong, chir s6 va

ky hiéu.
Chon cach sao luu khoa khoi phuc:
e Luu vao tai khoan Microsoft cia ban
. Luu vao 6 dia flash USB
«  Luu vao mét tép (khong phai vao 6 cing cuc bo)
e Inkhoa khoi phuc
Néu BitLocker dwoc bat, khach hang c6 trach nhiém duy tri khéa khéi phuc néu bj quén
hoac thét lac. Pé biét thém théng tin, hay truy cap vao https://www.microsoft.com.
Quan trong o
Cepheid d& xuét lvu vao 6 flash USB, in khéa khéi phuc va lwu trir khéa khoi phuc véi bd phan
CNTT cua ban.
13.  Chon 6 dia dé ma hoa:
«  Mi héa dung lugng 6 dia d3 st dung (nhanh hon va t6t nhit cho may tinh va
0 dia moi)
« M3 hoéa toan bo 6 dia (chdm hon nhung t6t nhit cho may tinh va 6 dia dang
su dung)
Lwuy Cepheid khuyén ban nén mé hoa toan b 6 dia.
. Chon ché d6 m3 hoa dé su dung:
. Ché d6 ma héa méi (t6t nhat cho cac 6 dia cd dinh trén thiét bi nay)
«  Ché do tuong thich (t6t nhat cho cac 6 dia co thé duoc di chuyén tir thiét bi nay)
Lwu v Cepheid khuyén ban nén s dung ché do ma hoa méi (XTS-AES) vi & dia khéng di chuyén tir may
y tinh sang may tinh.
14.  Panh diu vao 6 bén canh Chay kiém tra hé théng BitLocker (Run BitLocker
system check).
15.  Khéi dong lai may tinh.
16.  Khi duge nhic, hay nhép mat khéu.
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Lwuy

2.8

2.9

17.  Sau khi dang nhap vao Windows 10, ban c6 thé kiém tra trang thai ma hoa

«  Nhép vao Bat dau (Start) > Trinh quan ly tép (File Explorer) > May tinh nay
(This PC)

«  Bay gi0, ban s& thiy biéu twong khoa trén 6 dia hé thong.

«  Nhép chudt phai (nhin va giir) vao 6 dia d6, rdi chon Quan ly BitLocker
(Manage BitLocker)

«  Ban sé thiy trang thai hién tai la C: BitLocker dang ma hoa (C:BitLocker
Encrypting)

«  Ban c6 thé tiép tuc sir dung may tinh trong khi ma hoa dién ra trong nén.

«  Ban sé& dugc thong bao khi qua trinh hoan tit.

Sau khi qua trinh M3 hoa BitLocker hoan tit, moi ndi dung va thong tin giao tiép s&
duoc bao mat.

Cau hinh Ngén ngir va Ban phim Windows

Khi dugc xudt xudng, may tinh duge dat cdu hinh cho phan mém va ban phim Windows
tiéng Anh. Tuy nhién, néu can dit lai ciu hinh cai dit ngon ngit va ban phim sang ngon
ngtt khac, hay tham khao Phu luc C, Hudng dan c4u hinh quéc té cho phé”m mém
GeneXpert Dx.

DPat cau hinh may tinh

Phan mém GeneXpert Dx phién ban 6.5 hé tro' cac hé didu hanh Windows 7 va Windows 10 cua
Microsoft. Néu ban can bét ky sw hd tro nao, vui ldng lién hé véi trung tam Cepheid Technical
Support & khu virc cla ban.

Trong phan nay, hiy thyc hién cac budc sau:

«  Xéac minh rang d chon dung cai dit quan Iy dién ning may tinh dé dam bao hé
thong hoat dong binh thudong. Xem Phan 2.9.1, Cai dit quan 1y dién ning.

«  Diatngay va gio may tinh dé dam bao c6 diu thoi gian chinh xac khi hé théng dang
duogc s dung. Xem Phan 2.9.2, Ngay va gio dia phuong.

«  Kiém tra cai dat dia chi IP dé dam bao hé thong hoat dong binh thudng.
Xem Phén 2.9.3, Dia chi IP.
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2.9.1 Cai dat quan ly dién nang
May tinh da dugc dat cAu hinh véi cai dat quan 1y dién nang chinh xac. Néu can dat lai:

. Péi v6i Windows 7, hay xem Phan 2.9.1.1, Chon Cai dat quan ly dién nang trén
Windows 7.

. Péi v6i Windows 10, hay xem Phan 2.9.1.2, Chon Cai dat quan ly dién nang trén
Windows 10.

29.1.1 Chon Cai dat quan ly dién nang trén Windows 7
1. Trén thanh tac vu Windows, hiy nhip vao biéu twong Windows.

2. Chon Bang diéu khlen (Control Panel). Néu dit ché d6 xem 1a biéu tugng Nho
(Small 1cons) ctra s6 Tt ca cac muyc trong bang diéu khién (All Control Panel
Items) s& xudt hién nhu minh hoa trong Hinh 2-18. Nhip vao Cac tuy chon dién
nang (Power Options).

a0 B ]

@ . [53 » Control Panel » All Control Panel ltems »

Adjust your computer's settings Viewby:  Small icons ¥
|
i

¥ Action Center @) Administrative Tools [53 AutoPlay W Backup and Restore

B Color Management Credential Manager 9 Date and Time @ Default Programs

[ Desktop Gadgets &2 Device Manager &% Devices and Printers B Display

@ Ease of Access Center Flash Player Folder Options JA Fonts

¢zl Getting Started @ HomeGroup (8 HP 3D DriveGuard HP Power Assistant

W HP ProtectTools Security Manager &3 Indexing Options R Intel(R) Graphics and Media & Intel® Rapid Storage Technology

Internet Options @2 Keyboard [ Location and Other Sensors (® Mail (Microsoft Outlook 2013)

& Mouse 5% Network and Sharing Center B3 Notification Area Icons Parental Controls

M Performance Information and Tools B personalization =] Phone and Modem 3 Power Options

Programs and Features P Recovery & Region and Language %3 RemoteApp and Desktop Connections
% Sound @ Speech Recognition @ SRS Premium Sound PRO @ Sync Center

1% System Lk, Taskbar and Start Menu [ Troubleshooting 8, User Accounts

& Windows Anytime Upgrade B Windows CardSpace 8 Windows Defender o Windows Firewall

[ Windows Mobility Center &1 Windows Update

Hinh 2-18. Ctra sé T4t ca cac muc trong bang diéu khién
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o
Control Panel Home

Require a password on wakeup

Choose what the power
buttons do

Choose what closing the lid
does

Create a power plan

[ Choose when to turn off the
display

® Change when the computer
sleeps

See also
Personalization
Windows Mobility Center

User Accounts

3 » Control Panel » All Control Panel ltems » Power Options

Select a power plan

| —
v Search Control Panel yel

Power plans can help you imize your

's

selecting it, or choose a plan and customize it by changing its power settings. Tell me more about power

plans
Plans shown on the battery meter

(©) Balanced (recommended)
ically balances p

or conserve energy. Make a plan active by

hange plan settings

@ Cepheid Setup - Do Not Alter

Show additional plans

e with energy ¢ on capable @are.

Change plan settings

Screen brightness: ©

Hinh 2-19. Ctra sé Cac tuy chon dién ning

3. Trong phin Thiét 1ap Cepheid—Khong thay déi (Setup—Do Not Alter), hiy nhép
vao Thay déi cai dat ké hoach (Change plan settings). Xem Hinh 2-19. Cira sb
Chinh stra cai dit ké hoach (Edit Plan Settings) xuét hién. Xem Hinh 2-20.

%

© Dim the display:

@ Turn off the display: \Never

® Put the computer to sleep: [‘Never

"0 Adjust plan brightness:

3 » Control Panel » All Control Panel ltems » Power Options » Edit Plan Settings

- Search Control Panel bl

Change settings for the plan: Cepheid Setup - Do Not Alter

Choose the sleep and display settings that you want your computer to use. l
j On battery A9 Pluggedin “

WN:ver \ ever ']

Never N7

V] [Nevel V]

o O'J

hange advanced power settings

Save changes

Hinh 2-20. Ctra sé Chinh stra cai dit ké hoach
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4. Pam bao ring cac tinh ning Lam m& man hinh (Dim the Display), Tat man hinh
(Turn off the display) va Chuyén may tinh sang ché dé ngu (Put the computer
to sleep) duoc dat thanh Khong bao gio’ (Never) cho ca tiuy chon Khi dung pin
(On battery) va Khi duing sac (Plugged in). Xem Hinh 2-20.

5. Nhip vao Thay d6i cai dat dién niang nang cao (Change advanced power
settings) (xem Hinh 2-20). Cira s6 Cai dit nang cao cho cac tity chon dién ning
(Power Options Advanced settings) xuét hién. Xem Hinh 2-21.

(@ Power Options — @]é

| Advanced settings ]

\ Select the power plan that you want to customize, and
; then choose settings that reflect how you want your
computer to manage power.

B Change settings that are currently unavailable

[Cepheid Setup - Do Not Alter [Active] v

# Internet Explorer -
# Desktop background settings

\+ Wireless Adapter Settings
-) Sleep

# Sleep after
# Allow hybrid sleep

Hibernate after
On battery: Never
Plugged in: Never

@ Allow wake timers

AW

Lok J[ Concel |

m

Hinh 2-21. Ctra sb Cai dat nang cao—cac tuy chon dién niang

6. Trong cira so Cai dit nang cao cho cac tity chon dién ning (Power Options
Advanced settings), hiy nhip dtp vao Ngu (Sleep) ¢ mo rong ché do xem,
sau d6 nhip dip vao Ngl sau (Hibernate after). Xem Hinh 2-21.

A. May tinh dé ban: X4c minh rang gia tri Cai dit (Setting) duoc dat thanh
khong (0) hoic Khéng bao gi®’ (Never). Néu khong, hiy thay dbi gia tri Cai
dat (Setting) thanh khong (0) hoac Khong bao gio (Never).

B. Chi danh cho may tinh xach tay: Xac minh gia tri Khi dung pin (On battery)
va Khi dung sac (Plugged in) duoc dit thanh Khéng bao gié (Never). Néu
khong, hiy nhip vao Khi dung pin (On battery) va/hoic Khi dung sac
(Plugged in), rdi ding cac phim miii tén 1én/xubng dé dat gia tri ciia chiung
thanh khong (0) trén tiy chon co thé chon.

7. Nhip vao Ap dung (Apply) roi nhip OK dé dong cira sé Céc tiry chon dién ning
(Power Options). Cira s6 Chinh sira cai dit ké hoach (Edit Plan Settings) lai xuat
hién.

8. Nhép vao Hay (Cancel) dé déng cira s6 Chinh sira cai dit ké hoach (Edit Plan
Settings). Cira s6 Cac tiy chon dién ning (Power Options) xudt hién
(xem Hinh 2-22).
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9. Chi danh cho may tinh xach tay: Trén cira s6 Cac tily chon dién ning (Power
Options), hay nhip vao muc Chon diéu gi sé xay ra sau khi déng nép (Choose
what closing the lid does). Cira s6 Cai dat hé théng (System Settings) xuat hién
(xem Hinh 2-23). it cai dat Khi téi déng nap (When I close the lid) thinh Khéng
lam gi (Do nothing) va dit tit ca cac cai dit khac thanh Nga (Sleep), rdi nhép vao
Lwu thay déi (Save Changes).

ontrol Panel Home

Choose what the power
buttons do

Choose what closing the lid
does

Create a power plan

2 Choose when to turn off the
display

% Change when the computer
sleeps

See also
Personalization
Windows Mobility Center

User Accounts

@ ’ 9 » Control Panel » All Control Panel ltems » Power Options » System Settings

Require a password on wakeup

@ \. 3 » Control Panel » All Control Panel tems » Power Options v

W |
(=] X

@
Select a power plan
Power plans can help you maximize your computer's perfformance or conserve energy. Make a plan active by
selecting it, or choose a plan and customize it by changing its power settings. Tell me more about power
plans
Plans shown on the battery meter
*) Balanced (recommended) Change plan settings
- ically balances p e with energy ption on capable hard
@ Cepheid Setup - Do Not Alter Change plan settings
Show additional plans (v)
Screen brightness: © U 3
~ > 2 - ~ 7y -
Hinh 2-22. Cira s6 Cac tuy chon dién nang
W

Define power buttons and turn on password protection

Choose the power settings that you want for your computer. The changes you make to the settings on this
page apply to all of your power plans.

Power and sleep buttons and lid s

@ When I press the power buttdy; _ |Sleep

@ When I press the sleep b

@ When I close the lid:

Password protection on wakeup

& Change settings that are currently unavailable

Require a password (recommended)
When your computer wakes from sleep, no one can access your data without entering the correct

- Search Control Panel pel

uN leep

TDo nothing VJ IDo nothing VJ

Create or change your user account password

password to unlock the ¢

@ Don't require a password

When your computer wakes from sleep, anyone can access your data because the computer isn't

locked.

Save changes ][ Cancel

Hinh 2-23. Ctra sé Cai dat hé théng

2-24
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10.  Chi danh cho may tinh xach tay: Nhip vao Huay (Cancel) d& dong ctra sd Chinh

stra cai dit ké hoach (Edit Plan Settings). Ctra s6 Cac tuy chon dién nang (Power

Options) hién thi (xem Hinh 2-19).

11.  Nhip vao dau X mau do & goc trén bén phai ctia cira s6 dé thoat khoi cai dat Cac tiy
chon dién ning (Power Options) va déng cira s6 Bang diéu khién (Control Panel).

2.9.1.2 Chon Cai dat quan ly dién nang trén Windows 10

1. Trén thanh tac vu Windows, hiy nhip vao biéu twong Windows.

2. Chon Hé théng Windows (Windows System) > Bang diéu khién (Control Panel).

Néu dat ché d xem la biéu tuong Nhé (Small icons), clra s6 Tat ca cac muc

trong bang diéu khién (All Control Panel Items) s& xuat hién nhu minh hoa trong
Hinh 2-24. Nhép vao Cac tuy chon dién niang (Power Options).

All Control Panel Items

1+ > Control Panel > All Control Panel Items

Adjust your computer's settings

Administrative Tools ) Audio Controls

< BitLocker Drive Encryption (33 Color Management
[ Default Programs 2 Device Manager

B Energy Star & File Explorer Options

A Fonts *§ HomeGroup
F Infrared ntel® Graphics Settings
< Keyboard & Language

£3 Phone and Modem # Power Options
B Region
% Storage Spaces

Troubleshooting

& Speech Recognition
Taskbar and Navigation

3% Windows Mobility Center 5 Windows To Go

5 RemoteApp and Desktop Connectio...

(" AutoPlay
@ Credential Manager
2 Devices and Printers
o File History
@ HP Client Security
@ Intel® Rapid Storage Technology
@ Mouse
& Programs and Features
¥ Security and Maintenance
® Sync Center
& User Accounts
@ Work Folders

View by: - Small icons ~

% Backup and Restore (Windows 7)
= Date and Time
@ Ease of Access Center

Flash Player (32-bit)
& Indexing Options
€ Internet Options

& Network and Sharing Center
& Recovery

9 Sound

& System

o Windows Firewall

Control Panel

O X
»

Hinh 2-24. Ctra sb Tat ca cac muc trong bang diéu khién
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# Power Options

<« v 4 '@ > Control Panel > All Control Panel ltems > Power Options

Control Panel Home

Choose what the power
buttons do

Choose what closing the lid
does

Create a power plan

2 Choose when to tumn off the
display

® Change when the computer
sleeps

B8 www.energystar.gov

See also
Windows Mobility Center

User Accounts

A power plan is a collection of hardware and system settings (ke displ
how your computer uses power. Tell me more about power plans

Choose or customize a power plan

Plans shown on the battery meter
epheid Setup - Do Not Alter ange plan settings
Cepheid S Do Not Al Ch I i

O Power saver Change plan settings

Saves energy by reducing your computer's performance where possible.

Hide additional plans

(O Balanced (recommended) Change plan settings

Automatically balances performance with energy consumption on capable hardware.

(O High performance Change plan settings
Favors performance, but may use more energy.

O HP Optimized (recommended) Change plan settings

Provides optimized balance of performance with energy consumption on HP Notebook PC.

rightness, sleep, etc) that manages

Hinh 2-25. Ctra sé Cac tuy chon dién ning

3. Trong phin Thiét Iap Cepheid—Khong thay déi (Cepheid Setup—Do Not Alter),
hiy nhap vao Thay déi cai dat ké hoach (Change plan settings). Xem Hinh 2-25.
Ctra s6 Chinh stra cai dit ké hoach (Edit Plan Settings) xuét hién. Xem Hinh 2-26.

W cdit Plan Settings

<« v 2 P > Control Panel > All Control Panel ltems > Power Options > Edit Plan Settings

Change settings for the plan: Cepheid Setup - Do Not Alter

Choose the sleep and display settings that you want your computer to use.

[l On batter A% Plugged in
) \
K& Tum off the displi¥ [Never 1 [Never v
® Putthe computer to sledh; | Never YN [Never v

Change advanced power settings

Save changes Cancel

- O X

v U Search Control Panel p

Hinh 2-26. Ctra s6 Chinh sira cai dit ké hoach

4. Pam bao rang cac tinh ning Tat man hinh (Turn off the display) va Chuyén may
tinh sang ché dé ngu (Put the computer to sleep) dugc dit thanh Khéng bao gi»
(Never) cho ca tiy chon Khi dung pin (On battery) va Khi dung sac (Plugged in).
Ngoai ra, hdy dam bao riang thanh truot tinh nang Diéu chinh d6 sang ké hoach
(Adjust plan brightness) duoc dit thanh cai dit sang nhat. Xem Hinh 2-26.

2-26
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5. Nhip vao Thay d6i cai dat dién niang nang cao (Change advanced power
settings) (xem Hinh 2-26). Cira s6 Cai dit nang cao cho cac tity chon dién ning
(Power Options Advanced settings) xuét hién. Xem Hinh 2-27.

b
Advanced settings
Select the power plan that you want to customize, and

then choose settings that reflect how you want your
computer to manage power.

(Ve

=

Cepheid Setup - Do Not Alter [Active]

On battery: 10 Minutes ~
Plugged in: 20 Minutes

[# Internet Explorer

[ Desktop background settings
[H Wireless Adapter Settings

[=I Sleep

[ Sleep after

[ Allow hybrid sleep

= Hibernate after

On battery: Never
Plugged in: Never ~
\ Restore plan defaults

OK Cancel Apply

Hinh 2-27. Ctra sé Cai dat nang cao—cac tuy chon dién ning (Ngu)

6. Trong cira s6 Cai dat nang cao cho céc tily chon dién ning (Power Options
Advanced settings), hdy nhip dtp vao Ngu (Sleep) dé mé rong ché d6 xem,
sau d6 nhap diip vao Ngl sau (Hibernate after). Xem Hinh 2-27.

A. May tinh dé ban: X4c minh rang gia tri Cai dat (Setting) duoc dit thanh
khong (0) hoic Khéng bao gi®’ (Never). Néu khong, hiy thay doi gia tri
Cai dat (Setting) thanh khong (0) hoac Khéng bao gio (Never).

B. Chi danh cho may tinh xach tay: Xac minh gia tri Khi dung pin (On battery)
va Khi duing sac (Plugged in) duoc dit thanh Khéng bao gie (Never). Néu
khong, hay nhip vao Khi diing pin (On battery) va/hoic Khi dung sac
(Plugged in), rdi dung cac phim miii tén 1én/xudng dé dat gia trj cua chung
thanh khong (0) trén tity chon co thé chon.

7. Trong cira so Cai dit ndng cao cho cac tity chon dién ning (Power Options
Advanced settings), hiy nhap dap vao Hién thi (Display) 4 mé rong ché do xem,
sau d6 nhip dip vao Bat do sang thich trng (Enable adaptive brightness). Xem
Hinh 2-28.

A. May tinh dé ban: X4c minh rang gia tri Cai dat (Setting) duoc dit thanh Tat
(Off). Néu khong, hiy chuyén gia tri Cai dat (Setting) thanh Tat (Off).
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B. Chi danh cho may tinh xach tay: Xac minh gia tri Khi dung pin (On battery)
va Khi dung sac (Plugged in) duoc dit thanh Tat (Off). Néu khong, hiy
chuyén gia tri Khi dung pin (On battery) va/hoic Khi duing sac (Plugged in)
thanh Tat (Off).

\.; I
Advanced settings
\ :i Select the power plan that you want to customize, and

then choose settings that reflect how you want your
computer to manage power.

<

Cepheid Setup - Do Not Alter [Active] ~

[ Intel(R) Graphics Settings ~
[+ Power buttons and lid
\ [H PCl Express

[H Processor power management

9 .
= Display
[ Turn off display after

= Enable adaptive brightness
On battery: Off
Plugged in: Off
[ Multimedia settings

[+ Battery
\ Restore plan defaults

0K Cancel Apply

Hinh 2-28. Ctra sé Cai dat nang cao—cac tuy chon dién ning (Hién thi)

8. Nhiap vao Ap dung (Apply) réi nhép OK dé déng cira sé Céc tiy chon dién ning
(Power Options). Cira s6 Chinh sira cai dat ké hoach (Edit Plan Settings) lai xuat
hién.

9. Nhip vao Huy (Cancel) dé dong ctra sé Chinh stra cai dit ké hoach (Edit Plan
Settings). Cira s6 Céc tily chon dién niang (Power Options) xuat hién
(xem Hinh 2-29).

10.  Chi danh cho may tinh xach tay: Trén cira s6 Cac tiy chon dién ning (Power
Options), hiy nhip vao muc Chon diéu gi sé xay ra sau khi dong nap (Choose
what closing the lid does). Cira s6 Cai dat hé théng (System Settings) xuat hién
(xem Hinh 2-30). Dit tit ca cai dit thanh Khéng 1am gi (Do nothing), rdi nhap vao
Lwu thay ddi (Save Changes).
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# Power Options

<« v 4 '@ > Control Panel > All Control Panel ltems > Power Options

Control Panel Home

Choose what the power
buttons do

Choose what closing the lid
does

Create a power plan

Choose when to tumn off the
display

=
® Change when the computer
sleeps

n

www.energystar.gov

Choose or customize a power plan

A power plan is a collection of hardware and system settings (lie display brightness, sleep, etc) that manages
how your computer uses power. Tell me more about power plans

Plans shown on the battery meter

(@ Cepheid Setup - Do Not Alter Change plan settings

O Power saver Change plan settings

Saves energy by reducing your computer's performance where possible.

Hide additional plans

Change plan settings

Control Panel

(O Balanced (recommended)
Automatically balances performance with energy consumption on capable hardware.

(O High performance Change plan settings

Favors performance, but may use more energy.

O HP Optimized (recommended) Change plan settings

Provides optimized balance of performance with energy consumption on HP Notebook PC.

See also

Windows Mobility Center

User Accounts

Hinh 2-29. Ctra sé Cac tuy chon dién ning

P sys

- v 4 @ > Control Panel > All Control Panel ltems > Power Options > System Settings

em S

v U Search Control Panel P
Define power buttons and turn on password protection

Choose the power settings that you want for your computer. The changes you make to the settings on this
page apply to all of your power plans.

) Change settings that are currently unavailable
Power and sleep buttons and lid 4tings

2% Pluggedin

il o

/4

@ When | press the power b Do nothing Do nothing v
@ When | press the sleep b Do nothing Do nothing v
fg When I close the lic: Do nothi i

4 : 0 nothing Do nothing v

Shutdown settings
Turn on fast startup (recommended)
This helps start your PC faster after shutdown. Restart isn't affected. Learn More
Sleep
Show in Power menu.
Hibernate
Show in Power menu.
Lock
Show in account picture menu.

e

Cancel

Hinh 2-30. Ctra sb Cai dat hé théng

Chi danh cho may tinh xach tay: Nhip vao Huay (Cancel) dé dong ctra sé Chinh
stra cai dit ké hoach (Edit Plan Settings). Ctra s6 Cac tuy chon dién nang (Power
Options) xuét hién (xem Hinh 2-25).

11.

12.  Nhip vao déu X ¢ goc trén bén phai ctia cira s6 dé thoat khoi cai dat Cac tiy chon

dién ning (Power Options) va dong ctra s6 Bang diéu khién (Control Panel).
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2.9.2

Ngay va gi® dia phwong

Cach dat ngay va gio:

. Déi voi Windows 7, hily xem Phan 2.9.2.1, Dat ngay va gio dia phuong trén
Windows 7.

. Déi v6i Windows 10, hiy xem Phan 2.9.2.2, it ngay va gio dia phuong trén
Windows 10.

2.9.21

1. Nhap vao Bang diéu khién (Control Panel) > Ngay va gi& (Date and Time).
Hop thoai Ngay va gio (Date and Time) xudt hién. Xem Hinh 2-31.

2. Nhip vao nut Déi ngay va gio (Change Date and Time...). Hop thoai Cai dit ngay

Dat ngay va gi® dia phwong trén Windows 7

Date and Time |Add|t|0na\ Clucksl Internet T\me‘

! Change date and time...

Time zone

(UTC-08:00) Pacific Time (US & Canada)

Daylight Saving Time ends on Sunday, November 05, 2019 at 2:00
AM. The clock is set to go back 1 hour at that time.

Notify me when the clock changes

Get more time zone in'Nymation online

How do [ set the clock an® e zone?

Hinh 2-31. HOp thoai Thudc tinh ngay va gio

va gio (Date and Time Settings) xuét hién. Xem Hinh 2-32.

2-30
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Date and Time Settil

Set the date and time:

Date: Time:

4 April, 2013 »
Su Mo Tu We Th Fr Sa
27 28 29 30 31 1 2

3 4 5 6 7 8 9
10 11 12 13114]15 16
17 18 19 20 21 22 23
24 25 26 27 28 29 30

1 2 3 4 5 6 7

B

Change calendar settings

Hinh 2-32. Hop thoai Cai dat ngay va gi®»
3. Datngay va gio dia phuong chinh xac.
4. Nhap vao OK dé quay lai hop thoai Ngay va gio (Date and Time). Xem Hinh 2-31.

5. Nhip vao nut D6i mai gi®... (Change Time Zone...). Hop thoai Cai dit muai gio
(Time Zone Settings) xuét hién. Xem Hinh 2-33.

| Setthe time zone:

Time zone:

[(UTC-DS:DD} Pacific Time (US & Canada) -

Automatically adjust clock for Daylight Saving Time

Current date and time: Thursd&pnlla 2019 2:05 PM

OK Cancel

Hinh 2-33. H6p thoai Cai dat mui gi®

6.  Chon mui gio dia phuong chinh xac va danh diu vao hop kiém Tw dong diéu chinh
dong ho cho gio» mua hé (Automatically adjust clock for Daylight Saving Time),
néu cb.

7. Nhip vao OK dé dong hop thoai Cai dat mui gio (Time Zone Settings), sau do nhép
vao OK dé dong hop thoai Ngay va gio (Date and Time).

Than trong

Khéng thay dbi cai dit ngay hoic gio» khi dang tién hanh mot xét nghiém.
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2.9.2.2 Dat ngay va gio dia phwong trén Windows 10

1. Nhép vao Bang diéu khién (Control Panel) > Ngay va gi& (Date and Time).
Hop thoai Ngay va gio (Date and Time) xuét hién. Xem Hinh 2-34.

X

Date and Time Additional Clocks Internet Time

Date:
Thursday, April 14, 2019

Time:
3:14:45 PM
!;Change date and time...
Time zone
(UTC-08:00) Pacific Time (US & Canada)
Change time zone...

Daylight Saving Time ends on Sunday, November 5, 2019 at 2:00 AM.
The clock is set to go back 1 hour at that time.

Notify me when the clock changes

R

0K Cancel Apply

Hinh 2-34. Hop thoai Thudc tinh ngay va gio

2. Nhip vao nut Déi ngay va gio (Change Date and Time...). Hop thoai Cai dit ngay
va gid (Date and Time Settings) xut hién. Xem Hinh 2-35.

Set the date and time:

Date: Time:

‘ April 2019 3

Su Mo Tu We Th Fr Sa
27 28 29 30 31 1 2
3 4 5 6 7 8 9
10 11 12 13 14 15 16
17 18 19 20 21 22 23
24 25 26 27 28 29 30
1 2 3 4 5 6 7

EEE

Change calendar settings \

OK Cancel

Hinh 2-35. Hop thoai Cai dat ngay va gi®»
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3. Datngay va gio dia phuong chinh xac.
4. Nhap vao OK dé quay lai hop thoai Ngay va gio (Date and Time). Xem Hinh 2-34.

5. Nhip vao nut D6i mui gie... (Change Time Zone...). Hop thoai Cai dit muai gio
(Time Zone Settings) xuét hién. Xem Hinh 2-36.

i Time Zone Settings X

Set the time zone:

Time zone:

(UTC-08:00) Pacific Time (US & Canada) a
Automatically adjust clock for Daylight Saving Time

Current date and time:  Thursday, April 14, 2019 3:14:46 PM

Cancel

Hinh 2-36. Hop thoai Cai dat mui gio

6. Chon mui gio dja phuong chinh xac va danh diu vao hop kiém Tw dong diéu chinh
dong ho cho gio> mua hé (Automatically adjust clock for Daylight Saving Time),
néu co.

7. Nhip vao OK dé dong hop thoai Cai dat mui gio (Time Zone Settings), sau d6 nhap
vao OK dé dong hop thoai Ngay va gior (Date and Time).

Than trong
C Khéng thay dbi cai dit ngay hoic gio» khi dang tién hanh mot xét nghiém.

2.9.3 DiachilP

Dé thuc hién cac bwéc trong phan nay, ban phai dang nhap véi tw cach 1a Cepheid-Admin hoac

Lwuy : - . .
y ban can nhap mat khau Cepheid-Admin.

Méy tinh di dwgc dit cdu hinh véi dia chi IP chinh xac khi GeneXpert Dx system xuét
Xuong. Néu can dat lai:

. Péi v6i Windows 7, hay xem Phan 2.9.3.1, bat dia chi IP trén Windows 7.
«  Dbivéi Windows 10, hiy xem Phan 2.9.3.2, Pit dia chi IP trén Windows 10.
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2.9.3.1 Dat dia chi IP trén Windows 7

1. DPang nhap vao hé théng véi tu cach la Cepheid-Admin hodc nhap mat khéau
Cepheid-Admin khi dugc yéu cu lam nhu vay.

2. Trén thanh tac vu Windows, hiy nhap vao biéu tugng Windows.

3. Chon Bang diéu khién (Control Panel). Néu ché d6 xem dugc dit 1a Danh muc
(Category), man hinh s& xuét hién nhu minh hoa trong Hinh 2-37.

(53 » Control Panel »

Adjust your computer’s settings Viewby: Category ¥

System and Security

Review your computer's status

\[,‘
3 Back up your computer

Find and fix problems
Network and Internet
Connect to the Internet

- View network status and tasks

Choose homegroup and sharing options

, / Hardware and Sound
\

User Accounts and Family Safety
® Add or remove user accounts

@ Set up parental controls for any user
Appearance and Personalization
Change the theme

Change desktop background
Adjust screen resolution

Clock, Language, and Region
Change keyboards or other input methods

View devices and printers
Add a device
Connect to a projector

=a

Ease of Access
Let Windows suggest settings
Optimize visual display

e § &

Adjust commonly used mobility settings
= Programs

Q)
g Uninstall a program

Hinh 2-37. Ctra s6 Tat ca cac muc ctua bang diéu khién—Ché dé xem Danh muc

4. Nhap vao Xem trang thai mang va cac tac vu (View network status and tasks).
Man hinh Mang va trung tam chia sé (Network and Sharing Center) xuit hién.
Xem Hinh 2-38.

2-34
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@ . i* » Control Panel » Network and Internet » Network and Sharing Center v

\ Control Panel Home
\Aanage wireless networks
hange adapter settings

Change advanced sharing
settings

See also
HomeGroup
Internet Options

Windows Firewall

GeneXpert Connection
— Network cable unplugged Network cable unplugged

& N
N N
% 7 Intel(R)82579LM Gigabit Network.. 3¢ 97 Bluetooth Personal Area Network 3¢ &l Intel(R) Centrino(R) Ultimate-N6.. ¢ <llll Microsoft Virtual Wifi Miniport A..

Wireless Network Connection 5

Not connected

Microsoft Virtual WiFi Miniport A...

6.

e

@

View your basic network information and set up connections

| b See full map
[
> x @
CEPHEID-410C0V6 Internet
(This computer)
View your active networks Connect to a network

You are currently not connected to any networks.

Change your networking settings

‘E. Set up a new connection or network
<

Set up a wireless, broadband, dial-up, ad hoc, or VPN connection; or set up a router or access point.

y Connect to a network

U3

Connect or reconnect to a wireless, wired, dial-up, or VPN network connection.

Choose homegroup and sharing options

&

Access files and printers located on other network computers, or change sharing settings.

=i Troubleshoot problems

Diagnose and repair network problems, or get ing i

Hinh 2-38. Man hinh Mang va trung tam chia sé

Nhap vao Thay doi cai dat bo diéu hop (Change adapter settings). Man hinh Két
ndi mang (Network Connections) xuat hién. Xem Hinh 2-39.

Local Area Connection 3 : Wireless Network Connection 3 : Wireless Network Connection 4
—~ Not connected — Not connected

Hinh 2-39. Man hinh Két néi mang

Nhip chudt phai vao muc Két ndi GeneXpert (GeneXpert Connection). Mot menu
tha xubng xuat hién. Xem Hinh 2-40.
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@ . &/ » Control Panel » Network and Internet » Network Connections » o

Organize v Disable this network device Diagnose this connection Rename this connection Change settings of this connection g~ [0 @
‘. GeneXpert Connection !‘ Local Area Connection 3 L‘. Wireless Network Connection 3 L‘ Wireless Network Connection 4

| "=, Network :“:‘““‘m—% 1 Network cable unplugged > » Not connected D \! Not connected

X @7 IntelR)8] & Disable Bluetooth Personal Area Network 9 llll Intel(R) Centrino(R) Uttimate-N6... %4 ollll Microsoft Virtual WiFi Miniport A

L‘! Wireless N Slalie

o~ Not conn Diagnose
X dm Microsoft|
&

Bridge Connections

Create Shortcut
Delete

Rename

& Properties

e ——
Hinh 2-40. Man hinh Két n6i mang vé&i menu tha xuéng
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7. Chon Thudc tinh (Properties) tir menu tha xuéng. Man hinh minh hoa trong

Hinh 2-41 s& hién thi.

Hinh 2-41. Man hinh Thudc tinh két n6i GeneXpert

= B
4 GeneXpert Connection Properties &

, Networking I Sharing |

Connect using:

&¥ Intel(R) 82579LM Gigabit Network Connection
This connection uses the following items:
[@

¥ JBQ0S Packet Scheduler

| gFile and Printer Sharing for Microsoft Networks

~4. Intemet Protocol Version 6 (TCP/IPv6)

-4 Intemet Protocol Version 4 (TCP/IPv4)

¥ .a. Link-Layer Topology Discovery Mapper |/O Driver
W] .a. Link-Layer Topology Discovery Responder

J K[

instal. | [ Uninstal e

Description

Allows your computer to access resources on a Microsoft
network.

T

8.  Trén Man hinh Thudc tinh két ndi GeneXpert (GeneXpert Connection Properties)
(hién thi trong Hinh 2-42), hiy bo chon hop bén canh Giao thirc Internet phién

ban 6 (TCP/IPv6) (Internet Protocol Version 6 (TCP/IPv6)). Chon Giao thirc

Internet phién ban 4 (TCP/IPv4) (Internet Protocol Version 4 (TCP/IPv4)), sau d6
nhip vao Thudc tinh (Properties). Man hinh Thudc tinh giao thirc Internet phién
ban 4 (TCP/IPv4) (Internet Protocol Version 4 (TCP/IPv4) Properties) s& xuit hién.
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~—— hl
& GeneXpert Connection Properties ﬂ

Networking | Sharing

Connect using:
& Intel(R) 82579LM Gigabit Network Connection

This connection uses the following items:

% Client for Microsoft Networks

421 QoS Packet Scheduler

45} File and Printer Sharing for Microsoft Netwadés
4. Intemet Protocol Version 6 (TCP/IPv6)
P Intemet Protocol Version 4 (TCP/IPv4)
-a. Link-Layer Topology Discovery Mapper 1/0 Driver
-4 Link-Layer Topology Discovery Respqnder

Description
Transmission Control Protocol/Intemet Protocol. The default

wide area network protocol that provides communication
across diverse interconnected networks.

Lok J[ concel |

Hinh 2-42. Man hinh Thudc tinh két néi GeneXpert

-
Internet Protocol Version 4 (TCP/IPv4) Properties M

General

You can get IP settings assigned automatically if your network supports
this capability. Otherwise, you need to ask your network administrator
for the appropriate IP settings.

(©) Obtain an IP address automatically
¥ Use the following IP address:

IP address: 10 .11 .14 . 1

Subnet mask: 255 . 255 . 255 . 224

Default gateway:

Obtain DNS server address automatically
(@ Use the following DNS server addresses:
Preferred DNS server:

Alternate DNS server:

|| QEr——

ok J[ concel |

J|
Hinh 2-43. Man hinh Thudc tinh giao thirc Internet phién ban 4 (TCP/IPv4)

9.  Trén man hinh nay, hay chon Str dung dia chi IP sau: (Use the following
IP address:). Xem Hinh 2-43.

10.  Nhap:
biachiIP:10.11.14 .1
Mat na mang con: 255 . 255 . 255 . 224
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29.3.2 Dat dia chi IP trén Windows 10

11.  Sau khi ban dd xac minh ring tit ca cic s6 dugc nhdp chinh x4c, hily nhip vao OK dé
dong cira s6 Thudce tinh két ndi GeneXpert (GeneXpert Connection Properties).

12.

Connection Properties).
13.

(Control Panel).
14.

phai dang xuat khoi tai khoan do.

Nhip vao Déng (Close) dé dong cira s6 Thudc tinh két néi GeneXpert (GeneXpert
Nhip vao ddu X & goc trén bén phai cua cira s6 dé dong ctra sd Bang didu khién

Néu di diang nhép vao tai khoan Cepheid-Admin & diu phan cu hinh nay, thi ban

1. DPang nhap vao hé théng vai tu cach la Cepheid-Admin hodc nhap mat khéau
Cepheid-Admin khi dugc yéu ciu 1am nhu vay.

E 2. Trén thanh tac vu Windows, hiy nhap véo biéu twong Windows.

3. Chon Bang diéu khién (Control Panel). Néu ché d6 xem dugc dit 1a Danh muc
(Category), man hinh s& xuét hién nhu minh hoa trong Hinh 2-44.

Control Panel

« v 4 > Control Panel

Adjust your computer's settings

System and Security

Review your computer's status

‘ Save backup copies of your files with File History
Backup and Restore (Windows 7)
: Network and Internet
\ View network status and tasks

Choose homegroup and sharing options

7 Hardware and Sound

View devices and printers

Add a device

Adjust commonly used mobility settings

Programs

Uninstall a program

&

© GER

- O

v U Search Control Panel

View by: Category ~

User Accounts
) Change account type

Appearance and Personalization

Clock, Language, and Region
Add a language

Change input methods

Change date, time, or number formats

Ease of Access
Let Windows suggest settings
Optimize visual display

%
o

Hinh 2-44. Ctra s6 Tat ca cac muc cua bang diéu khién—Ché dé xem Danh muc

4. Nhip vao Xem trang thai mang va cac tac vu (View network status and tasks).
Man hinh Mang va trung tam chia sé (Network and Sharing Center) xuat hién.

Xem Hinh 2-45.
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4 Network and Sharing Center

Control Panel Home

Change adapter settings

Change advanced sharing
settings

See also
HomeGroup
Infrared

Internet Options

Windows Firewall

« v 4 & > Control Panel > Network and Internet > Network and Sharing Center

- [m]
v U Search Control Panel
View your basic network information and set up connections

View your active networks

Network 3
Public network

Access type:  Internet

Connections: @ GeneXpert Connection

Change your networking settings
4Gl Set up a new connection or network
=

Set up a broadband, dial-up, or VPN connection; or set up a router or access point.

[ Troubleshoot problems

Diagnose and repair network problems, or get troubleshooting information.

Hinh 2-45. Man hinh Mang va trung tam chia sé

5. Nhap vao Thay doi cai dit bo diéu hop (Change adapter settings). Man hinh Két
n6i mang (Network Connections) xuat hién. Xem Hinh 2-46.

)& Network Connections
Organize ~

[V

Bluetooth Network Connection
Not connected

3 items

A & > Control Panel > Network an!

X 9 Bluetooth Device (Personal Area ...

[m] X

ernet > Network Connections v/ U Search Network Connections 0
EF-m @

GeneXpert Connection

Network 3 Not connected

Realtek PCle GBE Family Controller ~ 3§ il Intel(R) Dual Band Wireless-AC 72...

4

Hinh 2-46. Man hinh Két néi mang

6. Nhip chudt phai vao muc Két néi GeneXpert (GeneXpert Connection). Mot menu
tha xudng xuat hién. Xem Hinh 2-47.
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I Network Connections - m] X
4 & 5> Control Panel > Network and Internet > Network Connections v U Search Network Connections 0
Organize ~  Disable this network device  Diagnose this connection Rename this connection  View status of this connection  Change settings of this connection E- m @
=/ Bluetooth Network Connection 2~ | GeneXpert Connection = Wi
*g Not connected *FJ Network &g. Not
X © Bluctooth Device (Personal Area ... & Realtek P & Disable tel(R) Dual Band Wireless-AC 72...
Status
Diagnose
€ Bridge Connections
Create Shortcut
) Delete
€ Rename
€ Properties
3items 1 item selected ==

7.

Hinh 2-47. Man hinh Két n6i mang vé&i menu tha xuéng

Chon Thuéc tinh (Properties) tir menu tha xuéng. Man hinh minh hoa trong
Hinh 2-48 s& hién thi.

"

# GeneXpert Connection Properties X
Networking  Sharing

Connect using:
&P Realtek PCle GBE Family Controller

This connection uses the following items:

Q05 Packet Scheduler ~
NI o Fooco Version 4 (1CP/1Pv)

4. Microsoft Network Adapter Multiplexor Protocol

4 Microsoft LLDP Protocol Driver

4 Intemet Protocol Version 6 (TCP/IPv6)

a Link-Layer Topology Discovery Responder
4 Link-Layer Topology Discovery Mappe:

x

REOKO

Driver v
>

~

Install... Uninstall

Properties
Description

Transmission Control Protocol/Intemet Protocol. The default
wide area network protocol that provides communication
across diverse interconnected networks.

0K Cancel

Hinh 2-48. Man hinh Thudc tinh két n6i GeneXpert
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10.

11.

12.

13.

14.

Trén Man hinh Thudc tinh két néi GeneXpert (GeneXpert Connection Properties)
(hién thi trong Hinh 2-48), hiy bo chon hdp bén canh Giao thirc Internet phién
ban 6 (TCP/IPv6) (Internet Protocol Version 6 (TCP/IPv6)). Chon Giao thirc
Internet phién ban 4 (TCP/IPv4) (Internet Protocol Version 4 (TCP/IPv4)), sau d6
nhip vao Thudc tinh (Properties). Man hinh Thudc tinh giao thic Internet phién
ban 4 (TCP/IPv4) (Internet Protocol Version 4 (TCP/IPv4) Properties) s& xuét hién.

Internet Protocol Version 4 (TCP/IPv4) Properties X
General

You can get IP settings assigned automatically if your network supports
this capability. Otherwise, you need to ask your network administrator
o  for the appropriate IP settings.

() Obtain an IP address automatically

(@ Lise the following IP address::

IP address: [10.11.19. 1 |
Subnet mask: | 255 . 255 . 255 . 224 |
Default gateway: l . . . ‘

Obtain DNS server address automatically

(®) Use the following DNS server addresses:

Preferred DNS server: I:l
Alternate DNS server: l:l

[ validate settings upon exit \ Advanced...

o] o

Hinh 2-49. Man hinh Thudc tinh giao thirc Internet phién ban 4 (TCP/IPv4)

Trén man hinh nay, hay chon Str dung dia chi IP sau: (Use the following

IP address:). Xem Hinh 2-49.

Nhap:

biachiIP:10.11.14 .1

Mat na mang con: 255 . 255 . 255 . 224

Sau khi ban da xac minh rang tat ca cac sé duoc nhap chinh xac, hiy nhip vao OK dé
dong cira s6 Thudce tinh két ndi GeneXpert (GeneXpert Connection Properties).
Nhip vao Déng (Close) dé dong cira s6 Thudce tinh két néi GeneXpert (GeneXpert
Connection Properties).

Nhiap vao ddu X & goc trén bén phai ciia cira s6 d¢é dong ctra s6 Bang diéu khién
(Control Panel).

Néu da dang nhép vao tai khoan Cepheid-Admin & dau phan ciu hinh nay, thi ban
phai ding xuat khoi tai khoan do.
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2.10 Kiém soat ban cap nhat tw dong Windows 10

Microsoft da thiét ké Windows 10 dé tw dong cap nhat lién tuc. Cepheid phat hién ra
rang trong qua trinh khoi dong lai tiép theo, cac xét nghiém dang tién hanh co thé
bi mat.

Khuyén nghi: Thay dbi chinh sach nhom dé khach hang c6 thé kiém soat thoi diém tai
xudng va cai dit cac ban va hé diéu hanh.

Néu phong CNTT ciia ban két ndi may tinh GeneXpert vao mang ctia cong ty (con goi la
Lwuy Active Directory, LDAP, mién), thi cac thay doi sau day co thé bi ghi de. Vui long dam
bao thong bao cho bd phan CNTT cua ban vé nhiing thay d6i dugc dé xuat duoi day.

Lwu y Thay d6i nay s& khong anh huong dén cac ban cap nhat diét virus Windows Defender

cua ban.

Lwuy Vui 10ng thyc hién thay ddi nay tai thoi diém khong chay cac xét nghiém.

1. Nhin phim Windows va nhap Céng cu chinh stra chinh sach nhém (Group
Policy Editor).

2. Nhép dip vao Cau hinh may tinh (Computer Configuration) -> Mau quan tri
(Administrative Templates) -> Cac thanh phan Windows (Windows
Components) -> Cap nhat Windows (Windows Update).

3. Nhip dip vao Dat cau hinh ban cap nhat tw dong (Configure Automatic
Updates).

4. Chon Bat (Enabled).

5. Chon: 2 - Thong bao dé tai xudng va cai dat tw dong (2 - Notify for download
and auto-install).

6. Nhip vao nut Ap dung (Apply).

7. Nhip vao nut Cai dat trwéc (Previous Setting).

Ngudi ding can & phan Dit cdu hinh thong bao can ty dong khoi dong lai dé
cap nhat.

8.  Chon Bat (Enabled).

9. Chon 2 - Hanh ddéng cua ngwei dung (2 - User Action).

10.  Nhip vao nut Ap dung (Apply).
11. Nhiap vao nat OK.
12.  DPoéng cira s6 Céng cu chinh stra chinh sach nhém (Group Policy Editor).
13.  Khoi dong lai may tinh dé cac thay ddi co higu luc.
Tai li€u tham khao - https://docs.microsoft.com/en-us/windows/deployment/update/
waas-wu-settings#configure-automatic-updates
Huwéng dan van hanh Hé théng GeneXpert Dx 2.43
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2.1

Lwuy

Lwuy

Lwuy

Quan trong

Xac nhan thay doi

1. Nhip vao Bat dau (Start), nhip vao Cai dat (Settings) (biéu trong Banh ring).
2. Nhip vao Cap nhat va bao mat (Update and Security).

3. Nguoi dung sé& co thé thdy thong bao nay “Mét sé cai dat dwoc quan ly béi to
chirc cua ban” (Some settings are managed by your organization).

4. Nguoi dung s& c6 thé thay Pa ¢é ban cap nhat (Updates available).

5. Nguoi dung s& c6 thé tai xudng va cai dat cac ban cap nhat trong thoi gian bao tri
hing tuan theo lich khi khong chay xét nghiém.

Khé&i dong phan mém lan dau

Bat (cac) may GeneXpert. Dén nho mau lam ¢ phia trudc may sé sang.

Phai bat ngudn may GeneXpert trwéc khi khéi ddong phan mém GeneXpert. Néu khoéng bat ngudn
may trwdc thi phdn mém sé khéng nhan ra may do.

Sau khi cai dat h¢ thong va thiét 1ap may tinh, phdn mém tng dung GeneXpert Dx
s& tur déng khéi dong sau khi dang nhap vao tai khoan nguoi ding Cepheid hoac
Cepheid-Admin.

Lan dau tién phan mém khai dong, ban khong can cung cép tén ngudi dung va mat
khau. Sau khi xac dinh hd so quan tri vién (xem Phan 2.13, Xac dinh ngudi ding va
quyén), phan mém s& yéu cau tén ngudi diung va mat khau mdi khi khoi dong phan mém
(xem Phan 5.2.3, Khoi dong phin mém).

Khi phan mém dang khéi dong, dén mau lyc phia trén mdi cira mo-dun s& nhap nhay
nhanh r0i tit.

Lan dau tién phan mém khoi dong sau khi cai dit, mot hop thoai xac nhan Chi dinh ky
tir cho may (Assign Instrument Letter) s& xuit hién (xem Hinh 2-51).

Sau khi tw dong chi dinh ky tw cho may va méi 1an phdn mém khéi dong sau do, clra s6 Hé thdng
GeneXpert Dx s& xuét hién ma khéng cé hdp thoai xac nhan Chi dinh ky tw cho may (Assign
Instrument Letter). Tuy nhién, ban sé& thay hop thoai chi dinh ky tw cho may néu két nbéi mot may
m&i, sau d6 khdi chay phan mém.

Bét ct khi nao thoat khdi trng dung GeneXpert Dx ma khdng tat ngudn may tinh, ban phai nhap dup
vao biéu twong GeneXpert Dx dé khéi dong lai (ing dung.

Khéng cai dit phién ban méi cia Microsoft SQL Server Express, néu khong phdn mém sé
ngirng chay. Vi du: ban khéng dwoc cb gang cai dat SQL Server Express 2017 thay cho
SQL Server Express 2012. Tuy nhién, ban c6 thé cai dat cac géi dich vu (SP1, SP2, SP3, v.v.)
cho phién ban SQL Server Express cai dat san.
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1. Khoi dong phin mém GeneXpert Dx:

«  Trén man hinh nén Windows, hdy nhip dup vao biéu twong GeneXpert Dx
(xem Hinh 2-50).

Hinh 2-50. Biéu twong 16i tat Hé théng GeneXpert Dx
hoac
. T{én thanh tac vu Windows, hdy nhap vao biéu twong Bat dau (Start), rdi chon
Tat ca chwong trinh (All Programs) > Cepheid > GeneXpert Dx.
Cira s6 Hé théng GeneXpert Dx xuét hién. Xem Hinh 2-51.
DTS

User Data Management Reports Setup Maintenance About

M @ Bl ¢ B E b

Create Test Check Status Stop Test View Resuits Define Assays Define Graphs Maintenance
Modules : Tests Since Launch
Module Sample Remaining Sample Mod Error Start
Name LY D Progress | Stalus | 7.t fime D Name User | Result | Assay | Stalus|q 0| pate
Al Available |
A2 Available |
A3 | Available; |
Ad | Available |
g —
’ Assign Instrument Letter N &

*{ﬁy A1 n toi SIN 810379.

|

Phan mém GeneXpert Dx chay trén Windows 7 va Windows 10. Cac man hinh minh hoa trong sach
Lwuy hwéng dan nay la tr phAn mém GeneXpert Dx chay trén Windows 7. Cac man hinh cho phan mém
GeneXpert Dx chay trén Windows 10 sé twong tw nhw vay.

Mbt man hinh I&p phl cap nhat cé thé xuét hién cho biét Dang cap nhat chwong trinh co’ s&
Lwuy cho mé-dun (Updating module firmware). Qua trinh cap nhat nay phai hoan tat thi ban mai
c6 thé tiép tuc.

2. Lop phu Chi dinh ky tu cho méay (Assign Instrument Letter) xuét hién, cho biét qua
trinh chi dinh ty dong cta (cic) may da hoan tit. Dé tiép tuc, hay nhip vao OK dé
xac nhan hanh dong nay va dong hop thoai.

Huwéng dan van hanh Hé thong GeneXpert Dx
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Lwuy

212
2121

Lwuy

3. Sau khi hop Chi dinh ky tu cho may (Assign Instrument Letter) dong lai, hop thoai
Quan 1y co s¢ dir liéu (Database Management) (truéc d6 bi an boi 16p phu Chi dinh
ky tu cho may (Assign Instrument Letter)) s& hién thi. Nhap vao Khéng (No) trén
hop thoai Quan 1y co s dit liéu (Database Management) dé tiép tuc.

Vi day la Ian khéi dong dau tién cia phdn mém nén khong cé nhiém vu quan ly co s& di liéu nao
can thuwe hién.

Chi dinh ky tw cho may
Cach chi dinh ky tw cho may (May GX-I, GX-Il va GX-IV)

Phan nay mé ta nhitng tac vu ma chi quan tri vién GeneXpert Dx system va ngudi ding cé dic
quyén thich hop c6 thé thuc hién.

Lan diu tién ph.':fln mém khai dong sau khi cai dat, ph.':fln mém sé tu dong chi dinh ky tu
cho may. Theo mac dinh, phﬁn mém sé tu dong chi dinh mot chir cai (A, B, v.v.) dé xac
dinh timg may duogc két ndi véi may tinh. Ngoai ra, phan mém ciing chi dinh mot sé
(1, 2, 3 hoic 4) cho mdi mo-dun dugce cai dit, tir trai sang phai. Vi du: Al 1a mo-dun dau
tién hay ngoai cting bén trai ciia may A. Nhan dang thiét bi va mo-dun xudt hién trong
cot Tén moé-dun (Module Name) trong tit ca cac cira sd phan mém. Xem Hinh 2-52.

—
(Ecerm  a L
User Data Management Reports Setup Maintenance About
‘v L = T >0
IS < @ f @ 4 8
6 e s "
Al L~ = &
Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules g Tests Since Launch
Module Sample Remaining Sample Mod Error | Start
Assay D Progress Status Test Time D ‘ Goa User Result | Assay ’Status Slams’ Date

Available
Available
| Available
Available

[

’ Assign Instrument Letter
|

)
(E'M Instrument [B] has been assigned to instrument S/N 810379.

|

| 22 iz z T
Hinh 2-52. Ctra s6 Hé théng GeneXpert Dx v&i I&p phi hop thoai Chi dinh ky tw
cho may
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1. Trong hop thoai Chi dinh may (Assign Instrument), hily nhap vao OK dé x4c nhan
viéc chi dinh (cac) ky tu cho may. Thao tac nay s€ dong hdp thoai. Hop thoai Quan
Iy co s dit liéu (Database Management) xuét hién (xem Hinh 2-53).

Lwuy Lat nira, ban sé co co hoi thay dbi ky tw dwoc chi dinh cho may trong phan nay, néu can.

Lwuy Céc vi du trong phan nay minh hoa cach dbi ky tw “B” clia may thanh “A”.

2. Nhip vao KHONG (NO) trén hop thoai Quan 1y co so dit liéu (Database
Management) dé tiép tuc.

3. Trong hop Loi nhic luu trir xét nghiém (Test Archive Reminder), hdy nhap vao
KHONG (NO) dé tiép tuc (xem Hinh 2-54). Man hinh Hé théng GeneXpert Dx xuét
hién (xem Hinh 2-55).

B2 GeneXpert® Dx System - v

User DataManagement Reports Setup Maintenance About

M & E

Create Test Check Status Stop Test Define Assays Define Graphs Maintenance

Modules : Tests Since Launch

Module Sample Remaining 5; Sample Mod Error Start
Nae Assay ‘ D Progress | Status estamell|/| D Nae User Result Assay | Status| oo ol pate
B1 Available| 4

B2 Available|

B3 Available|

B4 Available| j

Database Management ~ &

F?J Do you want to perfol tabase Management tasks?

(5] e

div liéu
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q GeneXpert® Dx System - v

User Data Management Reports Setup Maintenance About

M & E @

' Create Test

B E o

Check Status Stop Test View Results Define Assays Define Graphs Maintenance

Modules : Tests Since Launch
Module Sample Remaining Sample Mod Error Start
Nara ‘ Assay ‘ D Progress | Status Test Time D Moo User Result Assay | Status| ool poe O
B1 | Available
n B2 | Available
| B3 | Available:
B4 | Available
Test Archive Reminder
l a
r?j Archive is overdu you want to archive now?
o
|
2= =
|

Hinh 2-54. Ctra sé Hé thong GeneXpert Dx vé&i I&p phu hop thoai L&i nhic lwu triv
xét nghiém

B3 GeneXpert® Dx System . )

-

User Data Management Reports Setup Maintenance About

1%

izl

Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules : Tests Since Launch
Module Sample Remaining |7| Sample Mod Error Start
Name Assay l D Progress | Status TestTime D Name User Result Assay | Status| co0 ol pate
B1 Available
B2 Available
B3 Available
B4 Available
| =

Hinh 2-55. Ctra s6 Hé thng GeneXpert Dx

4.  Trong cira s6 Hé thong GeneXpert Dx, hdy nhap vao Thiét lap (Setup) trong thanh
menu, sau d6 chon Chi dinh ky tw cho may (Assign Instrument Letter). Hop thoai
Chi dinh ky t cho may (Assign Instrument Letter) xuat hién. Xem Hinh 2-56. Dong
thor, cac chi bao dén LED mau luc ctiia bén mo-dun bao gém g6c phﬁn tu duoc chon
s& nhap nhay.
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E GeneXp;rl@ Dx System - -

User Data Management Reports Maintenance About User <None>|

~< I. User Administration — ~ 0
l." UserTypeConﬁgurauon ® } N
9".' N System Configuration @ P ® {]

AL BN, oY 9 &

Create Test JAY%S) Assign Instrument Letter I View Results Define Assays Define Graphs Maintenance
Modules g Tests Since Launch

Module Sample Remaining Sample Mod Error | Start _
prre ’ Assay | e Progress‘ Status ‘ et b s l User l Result ’ Assay | Status stams’ ek
B1 Available

B2 Available;

B3 Available

B4 Available
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Hinh 2-56. Ctra s6 Hé thong GeneXpert Dx, dang hién thi menu tha xuéng Thiét lap

5. Pé thay doi ky tu chi dinh, hay nhdp dé chon may can thay d6i, sau d6 nhip vao
Thay doéi ky tw (Change Letter) trong hop thoai Chi dinh ky tu cho may (Assign
Instrument Letter) (xem Hinh 2-57).

Hop thoai Thay ddi ky tu (Change Letter) xuét hién, nhu minh hoa trong Hinh 2-58.
Chon ky tur can chi dinh cho (cac) mo-dun bang cach str dung miii tén 1én va xudng
ctia hop thoai Thay d6i ky tu (Change Letter).

‘»GeneXpert@ Dx System - v

ser DataManagement Reports Setup Maintenance About

M & El @ B i

-.".
S
Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance

Modules Tests Since Launch

Module Samnl Il I I e Samnla | Mad L I I L Error Start
Name | Ass¥ ] B Assign Instrument Letter | . -_— (5 28| status|  Date

B1

B2 ] Click [Close] to exit the screen after all instruments are assigned.

B3 I [ SIN | MAC Address

B4 | B 810379 0213809C9

AN

hange Letter | [ close

||
Hinh 2-57. Ctra s6 Hé thong GeneXpert Dx v&i I&p pht hop thoai Chi dinh ky tw
cho may
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quneXpert(E Dx System - v

User DataManagement Reports Setup Maintenance About

M@

Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules : Tests Since Launch
Module Samnla [ | | ina 1| camnia [ atad I I I Error Start _
Name ’ D) | n Assign Instrument Letter - ) — [ s X A anis Status Date
B1
B2 Click [Close] to exit the screen after all instruments are assigned.

SIN

[ MAC Address

810379

0.21.38.0.9C.9

pgg Letter

=

[ cnange Letter | |

Close

\

/

|

==

= @

Hinh 2-58. Ctra sé Hé thong GeneXpert Dx véi I&p phu hop thoai Thay déi ky tw

Sau khi thay d6i ky tu chi dinh, hay nhép vao OK (xem Hinh 2-58).

Nhip vao Béng (Close) dé dong hop thoai Chi dinh ky tu cho may (Assign

Instrument Letter) (xem Hinh 2-59). Hop thoai Chi dinh ky tu cho may (Assign
Instrument Letter) s& cho biét chi dinh ky tu méi cho may dbi véi cac mo-dun.

q GeneXpert® Dx System

User Data Management Reports Setup Maintenance About

ls

©
3
A

Maintenance

Error
Status

Start
Date

Create Test Check Status Stop Test View Results Define Assays Define Graphs
Modules : Tests Since Launch
Modue | , Samnia | I I rere [ (v (rr— L I T
Name 539 | I Assign Letter ™™ - . -_ =)
B1
B2 | Click [Close] to exit the screen after all instruments are assigned.
B3 B SIN | MAC Address
B4 810379 0.21.38.0.9C.9
[ changeretter | [ ciose |
v -

Hinh 2-59. Ctra s6 Hé théng GeneXpert Dx v&i I&p phi hop thoai Chi dinh ky tw

cho may
8.

(xem Hinh 2-60). Tén md-dun dugc cap nhat voi Ky tuy may moi.

Nhiap vao OK dé dong hop thoai Chi dinh ky tu cho may (Assign Instrument Letter)
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EGeneXpert@DxSystem - v

User DataManagement Reports Setup Maintenance About

o

Create Test Defit Define Graphs i

El @

Stop Test

'

Check Status

View Results

fine Assays

User <None>

Maintenance

Modules Tests Since Launch
Module Sample Remaining Sample Mod Error Start
s Assay ‘ D Progress | Status TestTime |’ D Nara User Result Assay | Status| ool Date
L | Available! A
A2 Available
A3 Available
| Ad Available
I Assign Instrument Letter @
| ,{’6
‘Eb" Instrument [A] has been assigned to instrument S/N 810379.
|

Hinh 2-60. Ctra sé Hé thong GeneXpert Dx vé&i chi dinh ky tw may da dwoc cap nhat

Cira sd Hé th6ng GeneXpert Dx s€ hién thi, cho biét cac chi dinh ky tu da duogc cap
nhat (xem Hinh 2-61).

BEeee oo i

B S ]

User DataManagement Reports Setup Maintenance About

o1

Create Test

Check Status Stop Test View Results

|

El @ @

Define Assays

Define Graphs Maintenance

Modules : Tests Since Launch
MOMe | posay | SIS | progress | stats | Romanng | | Sample | Mot | yger | osut | Assay | staws| Eror | Sart
Al Available
A2 Available
A3 Available
Ad Available

Hinh 2-61. Ctra s6 Hé théng GeneXpert Dx khi khéi dong lai hé théng

Dit c4u hinh phan mém va cac thanh phan méy tinh bo sung. Dé biét chi tiét, hay xem
Phén 2.13, Xac dinh nguoi ding va quyén.

Huwéng dan van hanh Hé théng GeneXpert Dx
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2.12.2

Lwuy

Lwuy

Cach chi dinh ky tw cho may (May GX-XVI)

Chi quan tri vién GeneXpert Dx system hodc nguoi diing cé dac quyén thich hgp mai co thé chi
dinh ky tw cho may.

Phan mém GeneXpert Dx s& ty dong chi dinh mot chit cai (A, B, C hodc D) dé xac dinh
timg goc phan tu ciia may GeneXpert GX-XVI dugc két ndi v6i may tinh. Hinh 2-62
minh hoa cach hé théng nhin timg goc phan tu cia GX-XVI.

Géc phan Gé6c phan
twC tw D
Gé6c phan  _| Goéc phan
tw A twv B

Hinh 2-62. Ky tw dwoc chi dinh cho géc phan tw (Hinh minh hoa la GX-XVI)

Ngoai chi dinh ky tu cho may, phdn mém ciing chi dinh mot s6 (1, 2, 3 hodc 4) cho ting
mo-dun dugc cai dat. Vi dy: C1 1a mo-dun dau tién hay ngoai cung bén trai cia may C
(gbc phan tu C). Nhéin dang thiét bi va mo-dun xuat hién trong cot Tén moé-dun (Module
Name) trong tit ca cac cira s6 phan mém.

Lan dau tién khai dong phén mém sau khi cai dat, phﬁn mém sé tu dong chi dinh cac

ky tu cho may (hién thi trong cot mo-dun (Modules) & bén trai ciia cira s Hé thong
GeneXpert Dx). Xem Hinh 2-63.

Trong cac man hinh vi du dwgc minh hoa trong phan nay, GeneXpert GX-XVI chi c6 tam mé-dun
dwoc cai dat va hoat dong (khéng du ca 16 mo-dun).
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=1l
User Data Management Reports Setup Maintenance About User <None:
I Jf 7 B o ] 12
=) )
(] L~ -’ & N8 =
Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules g Tests Since Launch
Module Sample Remaining Sample Mod Error |  Start
o Assay ‘ D Progress Status Test Time D Naris User Result Assay | Status Status Date
Al Available
A2 Available
A3 Available
A4 Available
c1 - e
c2 Availag Assign Instrument Le!ter\ &

) Availal P [A] ha\Daon assigeed o) SIN707822.
c4 Availag J/ [C] ha: i toi SIN 707823.

av

Hinh 2-63. Ctra s6 Hé thong GeneXpert Dx véi I&p phi hop thoai Chi dinh ky tw
cho may

1. Trong hop thoai Chi dinh may (Assign Instrument), hily nhap vao OK dé x4c nhan
viéc chi dinh ky tu cho may. Khi hop thoai Chi dinh may (Assign Instrument)
dong lai, hop thoai Quan 1y co sé dit liéu (Database Management) s& xuat hién
(xem Hinh 2-64).

Lwuy Lat niva, ban sé& co co hoi thay ddi nhirng ky tw dwoc chi dinh cho may nay trong phan nay, néu can.

Lwuy Céc vi du trong phan nay minh hoa cach dbi ky tw “C” cGia may thanh “B”.

2. Nhép vao KHONG (NO) trén hop thoai Quan 1y co sé dir lidu (Database
Management) dé tiép tuc. Man hinh Hé thdng GeneXpert Dx xut hién
(xem Hinh 2-65).
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User DataManagement Reports Setup Maintenance About User <None:

' - = Si 5O
ol 1l B e i I L
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‘ﬁ. Y - & @ N
Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules : Tests Since Launch
Module Sample Remaining Sample Mod Error Start
Netie ‘ Assay ’ D Progress ’ Status ‘ Test Time D N User ’ Result Assay [ Status Statae|| Date
Al Available
A2 Available
A3 Available
Ad Available
c1 lable| b
c2 Available||] Database Management a @

c3 Available
c4 Available @j Do you want to pe Database Management tasks?
Yes No

av

Hinh 2-64. Ctra sé Hé thng GeneXpert Dx v&i I&p phi hép thoai Quan ly co sé&
dir liéu

ES GeneXpert® Dx System C=reax)
User Data Management Reports Setup Maintenance About User <None:
N ] - T T ©
"-""/i l"ﬂ IO] QU 3@ M g
(4 ~J b L A
Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules : Tests Since Launch
Module Sample Remaining Sample Mod Error Start
Naame ’ Assay | D ‘ Progress Status Test Time D s User | Result Assay ’ Status| sl pate
Al Available
A2 Available
A3 Available
Ad Available
c1 Available
Cc2 Available
c3 Available
c4 Available

Hinh 2-65. Ctra sé Hé thng GeneXpert Dx

3. Pé dam bao rang cac chi dinh ky tu phit hop véi may GeneXpert GX-XVI, hiy nhip
vao Thiét 1ap (Setup) trong thanh menu, trén ctra s6 Hé théng GeneXpert Dx (xem
Hinh 2-66), sau d6 chon Chi dinh ky tw cho may (Assign Instrument Letter) tir
menu tha xudng. Hop thoai Chi dinh ky tw cho méay (Assign Instrument Letter) hién
thi (xem Hinh 2-67). Béng thoi, cac chi bao dén LED mau luc caa bon mo-dun bao
gdm goc phan tu duge chon s& nhip nhay.
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&R GeneXpert® Dx System
Reports | Setup | Maintena About

N User Administratio = "
ﬁ’/] [ Al oF
A ‘\ System Configuration Sk )

Create Test Checl) Assign Instrument Letter pst View Results Define Assays Define Graphs Maintenance
Modules s Tests Since Launch
Module | pssay ‘ Sample | progress | staws | Remaiming sanpiol] | Mot | User | Result | Assay lsmms o et
Al Available
A2 Available
A3 Available
Ad Available
c1 Available
Cc2 Available
Cc3 Available
C4 Available;

av

Hinh 2-66. Ctra s6 Hé thong GeneXpert Dx dang hién thi menu tha xuéng Thiét lap

4. Dé thay d6i ky tu chi dinh, hiy nhdp dé chon may can thay ddi, sau d6 nhap vao

Thay déi ky tw (Change Letter) trong hop thoai Chi dinh ky tur cho may (Assign
Instrument Letter) (xem Hinh 2-67).
Hop thoai Thay ddi ky tw (Change Letter) xuat hién, nhu minh hoa trong Hinh 2-68.
Chon ky tu can chi dinh cho (cac) mo-dun bang cach str dung miii tén 1én va xudng
ctia hop thoai Thay ddi ky tu (Change Letter). Chon chit cai twong tmg vé6i goc phan
tu duge xac dinh bang bén mo-dun dang nhip nhay. Vi du: néu nhém mé-dun phia
dudi bén phai (Goc phan tu B trong Hinh 2-62) dang nhap nhay, hiy chon B lam ky
tu moi.
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User Data Management Reports Setup Maintenance About User <None:

o) d B B E
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Hinh 2-67. Ctra s6 Hé thong GeneXpert Dx v&i I&p pht hop thoai Chi dinh ky tw
cho may

User Data Management Reports Setup Maintenance About User <None:

"' . b S0
I3 ¥ @ i o]
=) {]
[ S b 2 N
S f Y
Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules g Tests Since Launch ‘
Module (i 3 —— - - Error Start =
N | Assay I B Assign Instrument Letter —- a o |22 Htatus status| Date
I
:; | Click [Close] to exit the screen after all instruments are assigned.
|
e ‘ [ Instrument SIN [ MAC Address [
A 707822 0.21.38.0.10.26

A4

= 1 c N 707823/ 0.21.38.0.10.27

c2 i ﬁ

Cc3 |

c4

Cancel
| Change Letter ‘ [ Close

v

Hinh 2-68. Ctra sé Hé thong GeneXpert Dx véi I&p phiu hop thoai Thay déi ky tw

5. Sau khi thay d6i ky tu chi dinh, hiy nhap vao OK. Xem Hinh 2-68.

6. Nhip vao Déng (Close) dé dong hop thoai Chi dinh ky tu cho may (Assign
Instrument Letter) (xem Hinh 2-67).

7. Tiép tuc chi dinh ky tu cho may cho dén khi ca bon goc phéan tu déu duogc chi dinh

cho cac chit cai A, B, C va D theo dung ¥ ban. Ky tu chi dinh méi s& hién thi trong
bang cua hop thoai Chi dinh ky ty cho may (Assign Instrument Letter).
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8. Nhip vao Déng (Close).

Cira sd Hé théng GeneXpert Dx s€ hién thi, cho biét cac chi dinh ky tu da duoc cap nhat
(xem Hinh 2-69).

B8 GeneXpert® Dx [E=REEN

User Data Management Reports Setup Maintenance About

M @ B 8 B K

Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules g Tests Since Launch

tode | nssay | SmPe | progress | sttus | Remamng | | Sample | Mot | yeer | posut | Assay | status| 7T | Sar
Al Available;

A2 Available;

A3 Available

Ad Available;

B1 Available;

B2 Available;

B3 Available

B4 Available

av

Hinh 2-69. Ctra sé Hé théng GeneXpert Dx hién thi Chi dinh ky tw méi cho may

Dit cdu hinh phan mém va cac thanh phan méy tinh bd sung, néu cin. Dé biét chi tiét,
hay xem Phan 2.13, Xac dinh nguoi dung va quyén.

2.13 Xac dinh ngwei dung va quyén

Chi quan tri vién GeneXpert Dx system ho&c ngwéi diing cé dac quyén thich hop méi c6 thé xac

Lruy dinh ngudi ding va quyén.

Tru6e khi bat dau sir dung phian mém GeneXpert Dx system, phai xac dinh quan trj vién
GeneXpert Dx system va nhitng ngudi ding hé thong khac. Ban co thé truy cip vao tat
ca cac chirc ning cua quan tri vién tir menu Thiét 1ap (Setup) trong cira s6 Hé thong
GeneXpert Dx. Xem Hinh 2-54.

213.1 Loai ngwei dung

GeneXpert Dx system cho phép Quan tri vién thiét 1ap quyén tac vu cho cac loai ngudi
dung khac nhau, chang han nhu Co ban (Basic) va Chi tiét (Detail). La quan tri vién hé
thong, ban c6 thé sir dung tinh ning nay dé gioi han quyén truy cap vao cac chirc ning
ph?m mém dua trén chinh sach cta td chirc ban. Vi du: ban ¢6 thé mudn thiét lap chinh
sach dugc trinh bay trong Béang 2-1.

Huwéng dan van hanh Hé théng GeneXpert Dx 2.57
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Bang 2-1. Vi du vé Chinh sach quyén ctia ngwei dung cho muc dich chan doan In Vitro

Loai ngw&i dung

Chay xét nghiém

Xem két qua

Thyc hién bao tri

Thwc hién chirc nang
quan tri va hé théng

Co ban Céo Chi tom tét Khong Khéng
Chi tiét Cé T4t ca chi tiét Gidi han Khéng
Quan tri vién* Co TAt ca chi tiét T4t ca Cé

* Loai nguoi dung Quan trj vién c6 quyén thuc hién tat ca cac tac vu va khong thé thay ddi quyén ciia Quéan
tri vién.

2.13.2 Chi dinh quyén cta ngwei dung

Pé chi dinh nhitng tic vu ma mdi loai nguoi dung duoc phép thuc hién, trong cira s6 Hé

thong GeneXpert Dx, trén menu Thiét 1ap (Setup), hdy nhdp vao Cau hinh loai ngui

dung (User Type Configuration). Hop thoai C4u hinh loai ngudi dung (User Type

Configuration) xudt hién va hién thi mot bang quyén.

. bé cho phép mot loai nguoi dung thyc hién mot s6 tac vu nhét dinh, hay chon cac
hop kiém tac vu trong cot loai ngudi ding. Hiy xem Bang 2-2 dé biét danh sach day
da va ndi dung mo ta vé cac tac vu.

. Dé x6a mot quyén, hiy bo chon hop kiém tac vu trong cot loai ngudi dung.

. D¢ dua ca ba loai ngudi ding vé cac lwa chon quyén mic dinh, hiy nhép vao Dat lai
vé mac dinh (Reset to Default).

Sau khi x4c dinh cac quyén, hiy nhip vao OK dé luu cic thay doi va dong hop thoai.

Bang 2-2 liét ké cac tac vu khi ching xuét hién trong hop thoai Céu hinh loai nguoi
ding (User Type Configuration). Bang nay cung cap mo ta vé ting tac vu.
Bang 2-2. M6 ta tac vu ngwei dung

Nhiém vu M6 ta Cai dat ngweoi dung
mac dinh
Co Chi Quan
ban tiét tri vién

Tao/Bat diu xét nghiém Cho phép tao va b4t dau mot xét nghiém chan doan in vitro X X X

(Create/Start Test) (xem Phan 5.6 va Phan 5.9).

Dlrng mot xét nghiém (Stop | Cho phép dirng mét hodc nhidu xét nghiém dang tién hanh X X X

One Test) hodc Dirng tAt c& | (xem Phan 5.11).

xét nghiém (Stop All Tests)

Xem két qua va bao cdo chi | Cho phép ngudi diing xem két qua va bao cao chi tiét vé xét X X

tiét vé xét nghiém nghién ctru | nghiém nghién ctru (khéng dworc str dung cho cac xét nghiém

(View Detailed Research chén doan IVD).

Assay Test Result and

Report)

Xem két qua va bao cdo chi | Cho phép ngudi diing xem két qua va bao cao chi tiét vé& xét X X

tiét vé xét nghiém mau (View | nghiém mau (khéng dwoc st dung cho cac xét nghiém chan

Detailed Template Assay Test | doan IVD).

Result and Report)

Huwoéng dan van hanh Hé thong GeneXpert Dx
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Bang 2-2. M6 ta tac vu ngw®i dung (Continued)

Nhiém vu Mo ta Cai dat ngwoi dung
mac dinh
Co Chi Quan
ban tiét tri vién
Xem két qua va bao cdo chi | Cho phép ngudi diing xem két qua va bao cao chi tiét vé xét X X
tiét vé xét nghiém tham chiéu | nghiém tham chiéu (khéng dwoc str dung cho cac xét nghiém
(View Detailed Reference chan doan IVD).
Assay Test Result and
Report)
Chinh s(ra thong tin xét Cho phép chinh stra théng tin xét nghiém chan doan in vitro X X X
nghiém (Edit Test Details) (xem Phan 5.13).
X6a thong sb cu thé cho 16 va | Cho phép x6a mét dinh nghia xét nghiém hodc théng sb cu X X
xét nghiém (Delete Assay and | thé cho |6 (xem Phan 2.16).
Lot Specific Parameters)
Quan ly dinh nghta xét Cho phép ngu¢i dung nhap cac tép dinh nghia xét nghiém X X X
nghiém (Manage Assay (vi du: gxa/.nxa) va thdng sb cu thé cho 16 (.gxr/.nxr) (xem
Definition) Phan 2.16).
Chinh stra biéu db Cho phép ngudi dung chinh stra biéu dd cho mét xét nghiém X
(Edit Graphs) nghién ctvu (khéng dung cho cac xét nghiém chan doan VD).
Lwu trir xét nghiém Cho phép Iwu trir va x6a di¥ liéu xét nghiém (tuy chon) X X X
(Archive Test) (xem Phan 5.17.1).
Xba hoan toan xét nghiém Cho phép xda hoan toan mét xét nghiém khéi co s& dir liéu X X
(Purge Test) (xem Phan 5.17.1).
Truy xuét xét nghiém Cho phép truy xuét di¥ liéu xét nghiém tlr cac bo Iwu trip xét X X
(Retrieve Test) nghiém (xem Phan 5.17.2).
Sao lwu co sé& dir liéu Cho phép sao lvu co s& div lieu (xem Phan 5.18.1). X X X
(Backup Database)
Khéi phuc co s& div liéu Cho phép khoi phuc co s& di¥ liéu (xem Phan 5.18.2). X
(Restore Database)
Nén co s& dir liéu Cho phép nén co s& dit liéu (xem Phan 5.18.3). X
(Compact Database)
Xem b&o céo cho bénh nhan | Cho phép hién thi tdng quan vé két qua xét nghiém dbi véi X X X
va mau bénh pham (View mau bénh phadm da chon trong co' s& di¥ liéu va hién thij két
Specimen and Patient qua xét nghiém cho mau cho mét bénh nhan theo ID bénh
Reports) nhan trong co sé& di liéu.
Xem xu hwéng kiém chudn | Cho phép tao va hién thi cac bao céo xu hwéng ngoai kiém X X
va bao céo thdng ké vé xét | (xem Phan 6.4) va hién thi bao cao cho thay sb lvong xét
nghiém (View Control Trend | nghiém dwoc thuc hién cho méi xét nghiém trong mét khoédng
and Assay Statistics Reports) | thoi gian v&i cac gia tri chia nhd theo thang.
Xem nhat ky hé théng Cho phép tao va hién thi bao cao vé cac 16i d6i véi may va 16i X X
(View System Log) tw kiém tra gan day.
Chinh stra cAu hinh hé thdng | Cho phép stra ddi théng tin cdu hinh hé théng X
(Edit System Configuration) | (xem Phan 2.14).
Chi dinh ky tw cho may Cho phép thay dbi chi dinh ky tw cho may (xem Phan 2.12). X X
(Assign Instrument Letter)
Xem bao cao 1Q Cho phép xem béo cao danh gia cai dat (xem Phan 2.15). X X X
(View 1Q Report)
Huwéng dan van hanh Hé théng GeneXpert Dx 2.59
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Bang 2-2. M6 ta tac vu ngw®i dung (Continued)

Nhiém vu Mo ta Cai dat ngweoi dung
mac dinh
Co Chi Quan
ban tiét tri vién
Xem c6ng cu bao cao md-dun | Cho phép hién thj cac cong cu bao cdo cé sdn trong mot X X
(View Module Reporter) moé-dun.
Chay bao tri tay ddy pit Cho phép ha pit téng xudng trong may dé vé sinh X X X
tong (Run Plunger Rod (xem Phan 9.9).
Maintenance)
Chay ty kiém tra Cho phép thwc hién tw kiém tra mo-dun ctia may X X X
(Run Self-Test) (xem Phan 9.14).
Mé& ctra (Open Door) Cho phép mé khoa va mé& clra moé-dun clia may, cling nhw X
cap nhat dinh dang I-CORE EEPROM gitra cac nén tang.
Loai trtr mo-dun khoi xét Cho phép nguwoi dung khéng cho cac moé-dun duwoc st X X X
nghiém (Exclude Modules dung dé chay xét nghiém néu nghi ngé chiing c6 van dé
from Test) (xem Phan 9.15)
Xem hop Gidi thiéu Cho phép ngudi ding hién thj ctra s6 Gidi thiéu (About), xem X X X
(View About Box) sb phién ban phadn mém, théng tin ban quyén va théa thuan
cap phép phan mém.

2.13.3

Quan ly ngweoi dung

Quan tri vién GeneXpert Dx system c6 thé thém ngudi dung vao hé thng va phén loai
ho vao cac loai nguoi dung khac nhau, chinh stra ho so nguoi dung hoac x6a ngudi dung
khéi hé thong.

2.13.31

Thém ngwi dung méi

Quan trong

Ngwei dung dau tién dwoc thém vao phai la quan tri vién. Khi cé hé so quan tri vién, ban cé
thé thém ngwei dung khac va dat cau hinh hé théng.

Lwuy

Cho dén khi xac dinh xong hd so quan trj vién, bat ky ai st dung phan mém déu cé quyén truy cap
day da vao tat ca cac tac vu.

1.  Céch thém ngudi dung: Kiém tra xem Hé théng GeneXpert Dx c6 duoc két nbi véi
My chi LDAP hay khong. Néu dugc két ndi, hdy xem Phan 2.14.6.3, Dit cau hinh
kiéu xac thuc LDAP trudc tién.

2. Trong cira s6 Hé thdng GeneXpert Dx (xem Hinh 2-56), trén menu Thiét Iap
(Setup), hay nhip viao Quan tri ngwéi dung (User Administration). Hop thoai
Quan tri ngudi dung (User Administration) xuat hién. Xem Hinh 2-70 néu thém

ngudi ding cuc bd hodc xem Hinh 2-71 néu thém ngudi dung LDAP tir xa.
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n User Administration = 3 - @
User Name | Full Name Type
admin1 Administration User Admin
basic1 Basic User Basic
detail1 Detail User Detail
Add Close
L = /

Hinh 2-70. Hop thoai Quan tri ngwei dung

r — 5
B User Administration - [ = ]
User Name Full Name Type Authentication Type
admin1 |Administration User Admin Local
Administrator |Administrator Admin Remote
basic1 Basic user Basic Local
detail1 Detail user Detail Local

}Add | [ Remove et | | close |

Hinh 2-71. H6p thoai Thém ngw&i dung cho ngwei dung tir xa
3. Nhap vao Thém (Add). Hop thoai Thém nguoi ding (Add User) xuét hién. Xem
Hinh 2-72.

4. Trong hop Tén ngwdi dung (User Name), hiy nhap mot tén ngudi dung duy nhét
chira 6 dén 10 ky tur c6 thé bao gdm diu cach. Vi du: nguoi dung dau tién s& dugc
thém 1a quan tri vién, vi vy hay nhdp admin1 (hoic tén nguoi dung twong duong).

5. (Khong bét budc) Trong hop Tén day da (Full Name) hay nhp tén day du hodc
thuc té ciia ngudi dung. Di v6i vi du nay, tén ddy du ciia quan tri vién s& 1a Nguwei
dung quan tri (Administration User). Tén diy du c6 thé chira tbi da 32 ky tu.
Khong sur dung cac ky ty dac biét, chéng han nhu du ngoac kép (“ ). Néu tén
khéng duoc cung cip, phdn mém sé& ty dong chén tén nguoi ding vao hop nay.

Tén nay xuét hién trong bao cdo xét nghiém.

6. Trong cac hop Mat khau (Password) va Xac nhan mat khau (Confirm Password),
hay nhap mat khau cho nguoi ding. Mat khau phai chira tir 6 dén 10 ky tur.

Lwuy Nguwi dung LDAP tir xa sé& khéng dwoc nhac dién mat khau.
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2.13.3.2

9.
10.

Trong danh sach Loai ngwdi dung (User Type), hiy chon loai ban muén dé phan
loai ngudi dung. Xem Phan 2.13.1, Loai nguoi dung.

Khi hoan tit, hily nhap vao OK dé luu cac thay ddi va dong hop thoai Thém

ngudi ding (Add User), dong thoi hién thi hop thoai Quan tri nguoi dung (User
Administration). Nguoi dimg méi s& xuat hién trong hop thoai Quan tri nguoi ding
(User Administration).

B Add User ﬂ

User Name |admin1

Full Name |Adminislration User

|
|
Password Iooono ‘
|

Confirm Password I-n (I

User Type

[ ok || cancel |

Hinh 2-72. H6p thoai Thém ngwi dung
Lip lai Bu6c 3 dén Budc 8 cho dén khi da thém tat ca ngudi ding vao hé théng.

Nhép vao Déng (Close) d¢ dong hop thoai Quan tri ngudi dung (User
Administration).

Chinh stra hé so nguwei dung

Céach doi tén nguoi dung hodc mat khau, hodc thuc hién cac thay doi khac doi véi ho so
nguoi dung:

1.

Trong cira s6 Hé théng GeneXpert Dx (xem Hinh 2-56), trén menu Thiét 1ap
(Setup), hiy nhip vao Quan tri ngwoi dung (User Administration). Hop thoai
Quan tri ngudi dung (User Administration) xudt hién. Xem Hinh 2-70.

Trong hdp thoai Quan tri ngudi dung (User Administration), trong cdt Tén nguwei
dung (User Name), hiy chon ho so ngudi ding can chinh sira.

Nhip vao Chinh stra (Edit). Hop thoai Chinh sira nguoi dung (Edit User) xuét hién.
Xem Hinh 2-73.

Chinh stra thong tin nhu mong mubn, sau d6 nhip vao OK dé luu cac thay ddi va
dong hop thoai Chinh stra nguoi dung (Edit User).

Nhip vao Déng (Close) dé dong hop thoai Quan tri ngudi dung (User
Administration).
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B Edit User ) ﬂ

User Name |admin]

Full Name IAdministraticn User

|
|
Password Ioooooo |
|

Confirm Password I-""-

User Type

[ ok || cancel |

Hinh 2-73. Hop thoai Chinh sira ngw®i dung

213.3.3 Xéa ngweoi dung

Lwuy Khi x6a mét ngwdi dung, cac xét nghiém do ngudi dung do tao sé van con trong co s& di liéu.

Céch x6a mdt nguoi dung:
1. Trong cira s6 Hé thong GeneXpert Dx (xem Hinh 2-56), trén menu Thiét lap
(Setup), hiy nhip vao Quan tri ngwei dung (User Administration). Hop thoai
Quan tri ngudi dung (User Administration) xuat hién. Xem Hinh 2-74.

n User Administration : L ' - — @
User Name | Full Name | Type
admin1 Administration User Admin
basic1 Basic User Basic
detail1 Detail User Detail
Add R E Close
.

Hinh 2-74. Hop thoai Quan tri ngwi dung
2. Nhép dé chon nguoi dung can x6a. Xem Hinh 2-75.
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==

Admlnlstraﬁon User _

detai Detai User

Hinh 2-75. Hop thoai Quan tri ngwi dung dang chon Ngwei dung can xéa
Nhap vao X6a (Remove). Nguoi dung di duoc xéa. Xem Hinh 2-76.

Dé x6a nguoi dung khac, hiy lip lai Bude 2 va Bude 3. Khi ban di x6a xong ngudi
ding, hiy nhap vao Déng (Close) (xem Hinh 2-75).

admini__ |Administration User Admin ]

Hinh 2-76. Ho6p thoai Quan tri ngw®i dung sau khi x6a ngwi ding
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2.14 Dat cau hinh hé thong

Ban c6 thé chi dinh c4c muc sau day khi st dung chitc nang Cau hinh hé théng
(System Configuration):

tén cho hé thong (Tab Chung (General))

dinh dang ngay va gi¢ (Tab Chung (General))

cac tiry chon dé tao xét nghiém (Tab Chung (General))

kiém so4t cach thuc hién 101 nhéc luu trit (Tab Cai dat lwu trir (Archive Settings))

duong dan thu muc mic dinh cho dit liéu xét nghiém da xuét, bao céo va thong tin
khac (Tab Thw muc (Folders))

giao dién LIS (Tab Cai dat giao tiép may cha (Host Communication Settings))

2.14.1 Tab Chung

1.

Trong cira s6 Hé théng GeneXpert Dx (xem Hinh 2-56), hiy nhip vao Thiét l1ap
(Setup) trén thanh menu, sau d6 nhap vao Cau hinh hé thong (System
Configuration). Hop thoai C4u hinh hé théng (System Configuration) va tab Chung
(General) xuit hién. Xem Hinh 2-77.

Cung cip thong tin dugc yéu cu cho tab Chung (General) nhu sau:

«  Hop Tén hé thong (System Name)—Nhap mét tén duy nhét cho hé thong. Tén
hé théng s& duoc hién thi trong tat ca cac bao co.

«  Danh sach Binh dang ngay (Date Format)—Chon dinh dang duoc str dung dé
hién thi thang, ngay va nam.

»  Danh sach Dinh dang théi gian (Time Format)—Chon dinh dang 24 gi¢ hoac
12 gio.
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Hinh 2-77. Hop thoai C4u hinh hé théng (Tab Chung)
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«  Strdung ID bénh nhan (Use Patient ID)}—Néu ID bénh nhén (Patient ID) duoc
bat, ban c¢6 thé chon va sir dung tinh ning Quét ma vach ID bénh nhan (Scan
Patient ID Barcode). ID bénh nhan (Patient ID) c6 sin trong Tao xét nghiém
(Create Test) va Xem két qua (View Results). Viéc chon Str dung ID bénh
nhan (Use Patient ID) s& kich hoat cac hop kiém bén dudi tiy chon nay dé
chung hoat dong:

+ ID bénh nhan (Patient ID)—Néu Str dung ID bénh nhan (Use Patient ID)
duogc bat thi ID bénh nhan (Patient ID) ciing s& dugc bt va khong thé bo
chon. Truong ID bénh nhan (Patient ID) c¢6 thé chira ti da 32 ky tu chit va
s6, khong bao gdm cac ky tur tén tép khong hop 1.

«  ID bénh nhan 2 (Patient ID 2)—Néu Str dung ID bénh nhan (Use Patient
ID) dugc bat, ID bénh nhan 2 (Patient ID 2) ¢6 thé duogc bat dé cho phép
nhap thong tin nhan dang bénh nhan b sung. Trudng nay 1a khong bét
budc va khong yéu ciu nhap néu khong c6 ID bénh nhan bd sung. Hay
chon hop kiém dé bat ID bénh nhan 2 (Patient ID 2). Truong ID bénh
nhan 2 (Patient ID 2) c6 thé chura t6i da 32 ky tu chit va s6, khong bao gdm
cac ky tu tén t&p khong hop 1€.

«  Tén bénh nhan (Patient Name)—Néu Str dung ID bénh nhan (Use

Patient ID) dugc bat, Tén bénh nhan (Patient Name) c6 thé duoc bat dé
cho phép nhép tén bénh nhan. Trudng nay la khong bat budc va khong yéu
cau nhép néu ban khong mudn nhép tén bénh nhan. Chon hdp kiém dé bat
Tén bénh nhan (Patient Name).
Truong Ho cta bénh nhan (Patient Name Last Name) c6 thé chira t6i
da 194 ky tu chit va sb, khong bao gom céc ky tu tén tép khong hop 18.
Truong Tén bénh nhan (Patient Name First Name) co thé chira ti da
30 ky tu chir va sb, khong bao gdm cac ky tu tén tép khong hop 18.

Khéng thé st dung céc ky hiéu sau day cho ID mau (Sample ID), ID bénh nhan (Patient ID),
Quan trong ID bénh nhan 2 (Patient ID2), Tén (First Name), Ho (Last Name), Loai miu khac (Other Sample
Type) hodc Lwuy (Notes): | @ A~ \ & /:*?2"<>"'$%!;()-

Ly v Déi v&i anh chup man hinh va bao cao dwoc hién thi & phan sau clia sach hwéng dan nay, trudng
y ID bénh nhan (Patient ID) s& dwoc hién thi 1a da bat.

«  Thong tin nhan khau hoc cta bénh nhan (Patient Demographics)—
Chon dé cho phép hién thi Thong tin nhan khau hoc cua bénh nhan. Dit lidu
nhan khau hoc lién quan dén két qua xét nghiém ctia bénh nhan twong tng.
Sau khi tao xét nghiém, thong tin nhan khéu hoc caa bénh nhan (Tén bénh
nhan (Patient Name), Ngay sinh (Date of Birth), Dan toc (Ethnicity), Gidi
tinh (Gender) va Ma buu chinh (Postal Code)) sé dugc ma hoa va Iuu trong
co so dit liéu GeneXpert Dx, dong thoi khong hién thi trong phan mém.
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Lwuy

Hop kiém cho Thong tin nhan khau hoc ctia bénh nhan (Patient Demographics) sé duoc
bd chon theo méc dinh trong CAu hinh hé théng (System Configuration). Chi quan trj vién hé théng
m&i c6 thé chon hodc bd chon tiy chon Thong tin nhan khau hoc cta bénh nhan (Patient
Demographics). Chi c6 thé str dung di liéu nhan khau hoc trong céac giai phap két néi trong
twong lai.

«  Quét ma vach ID bénh nhan (Scan Patient ID Barcode)—Chon dé cho phép
phan mém nhéc quét ma vach ID bénh nhan. Boé chon hop kiém nay dé tat 10
nhéc nhép ma vach ID bénh nhan.

+  Quét ma vach ID mau (Scan Sample ID Barcode)—Chon dé cho phép phan
mém nhic quét ma vach ID mau. Bo chon hop kiém nay dé tit 10i nhic cho ma
vach ID mau.

«  Quét ma vach hdp xét nghiém (Scan Cartridge Barcode)—Chon dé cho phép
phan mém tu dong nhic ma vach hop xét nghiém can quét (nén dung). Bo chon
hop kiém nay dé tat 161 nhic cho mi vach hop xét nghiém.

«  Yéu cau dang nhap dé bat dau xét nghiém (Require Start Test Login)—Tuy
chon nay cho phép quan tri vién hé thong dit cdu hinh néu bit budc phai Ping
nhap dé bat ddu xét nghiém nham truy xuit nguoi da bat du mot xét nghiém va
khoang thoi gian Dang nhap dé bt dau xét nghiém.

Cac tiy chon dugc cung cip cho quan tri vién la:

«  Khong bao gi& (Never)—Man hinh Ding nhdp dé bét dau xét nghiém
(Start Test Login) s& khong bao gid hién thi khi nhan nut Bat dau xét
nghiém (Start Test) trén man hinh Tao xét nghiém (Create Test).

«  Luén luén (Always)—Tuy chon nay 1a mic dinh. Man hinh Diang nhap dé
bét dau xét nghiém (Start Test Login) s& luon hién thi néu c6 mot ngudi
dung duogc xac dinh tuy chinh va khi nhin nut Bat dau xét nghiém (Start
Test) trén man hinh Tao xét nghiém (Create Test).

«  Thoi gian che dang nhap dé bat dau xét nghiém (tinh bang phut) (Start
Test Login Timeout (In Minutes))—Néu tily chon nay dugc chon va néu
c¢6 ngudi dung duge xac dinh tiy chinh, hé thdng s& theo ddi thoi gian tré
ké tir khi nguoi dung dang nhap gan dy nhit hoic Dang nhap dé bat dau
xét nghiém. Sau khi khoang thoi gian nay troi qua va ngudi dung d6 nhin
vao nat Bat dau xét nghiém (Start Test) trong cira s6 Tao xét nghiém
(Create Test), thi hop thoai Pang nhap dé bat dau xét nghiém (Start Test
Login) s& xuét hién.

B6 dém thoi gian cho s& dwoc dat lai khi bat ky ngudi dung nao dang nhap.
Quan tri vién hé thong c6 thé chon tir 1 dén 60 phit bang cach st dung
danh sach tha xuéng hoac nhap mot gia tri trong cung pham vi. Méc dinh la
30 phut.
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3. Chon hodc bo chon cac hop kiém sau:
«  Am thanh khi két thic xét nghiém (Audio At End of Test)—Néu ngudi dung
bat tiy chon am thanh, mgt am thanh ngén s€ phat ra khi két thuc xét nghiém.
Tinh ning nay st dung 4m thanh va cai dit tiéng bip mac dinh cia Windows.
«  Inbao cao xét nghiém khi két thiic xét nghiém (Print Test Report At End of
Test)—Tuy chon nay cho phép tu dong in bao cao xét nghiém & may in méc
dinh cta hé théng Windows theo dinh dang mic dinh.

Né&u may in hét gidy thi bao cao xét nghiém van tén tai mac du chwa dwgc in. Ty thudc vao may in,
Lwuy khi gidy duoc nap va khay gidy dwoc dong lai, cac bao céo cho' sé ti dong bét dau in va co thé
khoéng can in bao cao xét nghiém theo cach thu cong.

« Lo nhac xéa dir liéu thong ké xét nghiém (Assay Statistics Deletion
Reminder)—Ngudi dung c6 thé kich hoat hodc v6 hiéu hoa Loi nhic xo6a dit
liéu théng ké xét nghiém. Loi nhéc nay dugc bat theo méc dinh.

«  L&inhac quan ly co s& dir liéu (Database Management Reminders)—
Ngudi ding c6 thé kich hoat hodc v hiéu héa Loi nhic quan 1y co sd dit liéu.
Loi nhic nay duoc bat theo méac dinh.
Néu bat Loi nhic quan 1y co s¢ dit liéu (Database Management Reminders),
nguoi dung s€ duoc nhéc khi khéi dong va tat may xem co thuc hién cac tac vu
quan 1y co s& dir liéu hay khong. Loi nhéc chi xuat hién néu ngudi dung co dic
quyén thyc hién cac tic vu nay. Néu ngudi ding khong cé bat ky ddc quyén nao
trong s6 nay hodc néu Loi nhic quan 1y co so dit lidu (Database Management
Reminders) bi tét thi 101 nhic s& bi bo qua.

«  Batlich sr hoat dong (Enable Audit Trail)—Nguoi dung c6 thé bat hodc tat
tinh nang ghi nhat ky su kién. Néu chon Bat lich str hoat dong (Enable Audit
Trail), hé thong sé& ghi lai cac twong tac cua ngudi dung véi PHI va PII nhu:

e Xac thuc nguoi dung (User Authentication)
e Quan tri ngudi dung (User Administration)
*  Tao xét nghiém (Creation of Tests)

«  Nhéap/Xuét dit liéu (Data Import/Export)

*  Tao bao cao (Report Generation)

D¢ truy cp vao Trinh xem sy kién (Event Viewer), hily nhip vao menu Bit dau
(Start) cia Windows, tim Trinh xem sw kién (Event Viewer), m¢ rong Nhat ky
trng dung va dich vu (Applications and Service Logs), sau d6 mé rong Lich
str hoat dong Gx (Gx Audit Trail). Theo mic dinh, tinh nang nay bi tit. Hay
xem Phu luc E dé biét thong tin chi tiét.
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B Event Viewer
File Action View Help

4« =| 2| B

> Lap Custom Views
> [ Windows Logs Level Date and Time: Source
\ v [ Applications and Services Logs (@D information 4/17/2020 9:39:39 AM Dx6.3
> 1 Crowdstrike ®Inlan‘mtion 4/17/2020 9:39:28 AM Dx6.3
[5] CxAudioSvclog £ Information 4/17/2020 9:37:10 AM
[¢] GrAuditTrail @ Information 4/1/2020 1:20:43 PM Dx6.3

[&] Hardware Events
5] HP HotKey Support
> [ Intel

Hinh 2-78. Trinh xem sw kién cua Windows

4. Nhap vao OK dé luu cac thay ddi va dong ctra sd.

2.14.2 Tab Cai dat lwu triv

Tab nay cung cép cac cai dat kiém soat cach thire thuc hién 161 nhic luu trix. Ban c6 thé
chon khoang thoi gian hodc thoi diém can nhéc luu trit tép: Khéng bao gié (Never),
Hang tuan (Weekly) hoic Hang thang (Monthly).
1. Trong cira s6 Hé thong GeneXpert Dx (xem Hinh 2-56), hiy nhap vao Thiét Iap
(Setup) trén thanh menu, sau d6 nhap vao Cau hinh hé théng (System
Configuration).

2. Chon tab Cai dat lwu trir (Archive Settings). Thong tin tab Cai dat lwu triv
(Archive Settings) xuat hi¢n. Xem Hinh 2-79.

— =)
“Host Communication Settings || Authentication Settings

ﬂ System Configuration

|| (fGenerain( Archive settings |[(Folders

© Manually

| @® Manually, With Reminder | Weekly ¥

Hinh 2-79. Hép thoai C4u hinh hé théng (Tab Cai dit lwu triv)
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3. Chon cac tiy chon mong muén:

«  Tha céng (Manually)}—Néu tuy chon nay duoc chon, ngudi ding phai thuc
hién luu trir theo cach thi cong vao thoi diém thuén 1gi va s€ 1am theo quy trinh
luu trlr thu cong.

Thi céng, ¢6 |&i nhac (Manually, With Reminder)—Néu tiy chon nay duoc
chon, mot 161 nhac s€ hién thi néu nguoi dung c6 déc quyen Luu trit xét nghiém
(Archive Test). Loi nhac nay khong dugc hién thi cho nhiing nguoi dung khong
c6 dac quyén Luu trir xét nghiém (Archive Test).

Ngudi ding c6 thé chon nhan 161 nhic hang tudn hodc hang thang. Cai dit mic
dinh s€ 1a hang tuan.

Hé théng s& tim cach nhic nhé nguoi dung tién hanh mot nhiém vu luu trir da
qué han n€u lan Iuvu trir cuoi cung dugc thyc hién trong tuan trude hodc thang
trude (tuy thude vao thoi gian nhac dugce chon). Tuan cudi cung hodc thang cuoi
cung dugc dinh nghia 1a ngay trude ngay dau tién ctia tuan/thang hién tai. Ngay
dau tién cia mdt tuan dugc coi la thtr Hai. Ngay dau tién ctia mot thang la ngay
dau ti€n ctia moi thang. Trong truong hop nhu vay, 161 nhac s€ hién thi véi
nguoi dung khi:

«  Ung dung GeneXpert Dx bét dau

«  ung dung GeneXpert Dx cham dirt theo cach thong thudng

«  nguoi dung dang nhap (ngoai trir ding nhap khi bat dau xét nghiém)

Néu nguoi dung chép nhén 161 nhic luu trit thi hop thoai Luu trit xét nghiém
(Archive Test) s€ hién thi ngay lap tuec.

Néu nguoi ding bo qua 10i nhic thi phan mém sé tiép tuc nhu binh thudng va
nguoi dung s€ dugc nhac lai vao lan tiép theo dap tng ti€u chi 101 nhac.

4. Nhap vao OK dé luu cac thay ddi va dong ctra sd.

214.3 Tab Thw muc

1. Trong cira s6 Hé théng GeneXpert Dx (xem Hinh 2-56), hiy nhap vao Thiét lap
(Setup) trén thanh menu, sau d6 nhap vao Cau hinh hé théng (System
Configuration).

2. Nhép vao tab Thw muc (Folders). Tab Thw muc (Folders) xut hién.
Xem Hinh 2-80.
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ﬂ System Configuration _— _— &

I ((General [ Archive Settings | Folders [ HostCommunication Settings | Authentication Settings |

Export Folder C:\GeneXpertiexport\

! ReportFolder C:\GeneXpertreport\
Backup Folder C:\GeneXpert\Backup\

DB Log Folder C:)\GeneXpert\Database_log\

Hinh 2-80. Hop thoai C4u hinh hé théng (Tab Thw muc)
3. Cung cap thong tin duoc yéu cau cho tab Thu muc (Folders) nhu sau:

«  Hop Thw muc xuéat (Export Folder)—Nhap dudng din dén thu myc chira tit ca
dir liéu xét nghiém da xuat. Ngoai ra, ban ¢ thé dung dudng dan mic dinh duoc
cung cap.

«  Hop Thw muc bao cao (Report Folder)—Nhép duong dan dén thu myc chira tat
ca cac bao cao. Ngoai ra, ban co thé ding dudng dan mic dinh dugc cung cép.

«  Hop Thw muc sao lwu (Backup Folder)—Nhap duong dan dén thu muc chira co
sO dir liéu sao luu. Ngoai ra, ban co thé dung duong dan mic dinh duoc cung cép.

«  Hop Thw muc nhat ky co s& dir liéu (DB Log Folder)—Nhap duong dan dén
thu muc chira t€p nhat ky co so dir li¢u. Ngoai ra, ban c6 thé dung duong dan
mac dinh dugc cung cép.

Thén trong Vi tri méc dinh cho méi thw muc nam trén é cirng may tinh. Dé bao vé khéi bi mat dir liéu, can
< dinh ky sao chép cac tép trong thuw muc xuét vao mét may tinh hodc may chia khac. Néu
GeneXpert Dx system dwoc két ndi véi mang, ban c6 thé Iwu triv cac tép trwe tiép vao may
w cha.

4. Nhap vao OK dé luu cac thay doi va dong ctra so.
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2.14.4 Tab Cai dat giao tiép may chua

Tab Cai dit giao tiép may chu (Host Communication Settings) duogc sir dung dé dit
c4u hinh phdn mém hé thong khi mot GeneXpert Dx dugc két ndi voi may tinh chii cua
Heé thong thong tin phong xét nghiém (Laboratory Information System, LIS) hodc
Cepheid Link.

Lwuy Khong can d&t ciu hinh tab nay néu khéng str dung hé théng LIS cung véi hé théng.

Dé dat cAu hinh cai dat giao tiép may chd cho mét LIS, hay xem Phan 2.14.4.1, D4t cAu hinh giao
Lwuy tiép may chu cho LIS. D& dat cau hinh cai dat giao tiép may chli cho Cepheid Link, hay xem
Phan 2.14.4.2, Bat cau hinh giao tiép may chd cho Cepheid Link.

2.14.41 Dat cau hinh giao tiép may chu cho LIS

1. Trong cira s6 Hé thong GeneXpert Dx (xem Hinh 2-55), hiy nhap vao Thiét lap
(Setup) trén thanh menu, sau d6 nhap vao Cau hinh hé thong (System
Configuration) (xem Hinh 2-56).

2. Nhip vao tab Cai dat giao tiép may chi (Host Communication Settings). Tab Cai
dat giao tiép may chi (Host Communication Settings) xuét hién. Xem Hinh 2-81.
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B System Configuration — [z

I ((General |{ Archive Settings |( Folders | Host Communication Settings | Authentication Settings |
[vi Enable Host Communication |
Host Setting |

I [ZJ use Cepheid Link (Only check if you have the Cepheid Link middieware solution for sample
traceability)

HostID [LX

[Z] Automatic Host Query After Sample ID Scan
[vi Automatic Test Order Download

[vi Automatic Result Upload

[Z] Use Instrument Specimen ID

Communication Settings—— [ Order/Result Management

Protocol ® HL7 () ASTM | Delete Cancelled Orders I
Run HostAs (O Server ® Client |
Server IP Address

Expire Results B

Port# [1234 | Reset Communication Buffer I
“Host Test Code S
Enable | Assay | Host Test Code |
[0 |Xpert C.diff-Epi Version 2 [ Edit
¥ XpertMTB-RIF Assay G4 Version 6 Edit
| ok || cancel |

Hinh 2-81. Hop thoai C4u hinh hé théng (tab Cai dat giao tiép may chu)

Lwuy Néu LIS dang dwoc kich hoat trén mot hé théng méi, sé khdng cé xét nghiém nao hién thi.

Than trong Trong mang ctia bénh vién hodc phong xét nghiém, méi GeneXpert Dx system phai cé6 mét

tén hé thong duy nhét dwoc sir dung dé giao tiép v&i may chi. Quan tri vién may cha LIS
can kiém soat qua trinh xac dinh tén hé théng.

Khéng chon hop kiém Str dung Cepheid Link (Use Cepheid Link) khi dat ciu hinh cai dat

Quan trong giao tiép may chid cho hé théng LIS cta bénh vién.

3. Cung cap céc cai dat dé dat cdu hinh giao tiép gitra phan mém GeneXpert Dx va Hé
thong thong tin phong xét nghiém (LIS):

«  Bat giao tiép may chi (Enable Host Communication)}—Chon dé kich hoat
phan mém GeneXpert Dx duoc két ndi véi may chu. Bo chon dé tat giao tiép
may chu.

« ID may cha (Host ID)—Nhap tén may cha duy nhat dé xac dinh LIS hodc
Heé théng quan 1y dit lidu (DMS) duoc két ndi voi GeneXpert Dx system
nay. S6 luong ky tu ti da 1a 20 ky tu.
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«  Twdong truy van may chi sau khi quét ID mau (Automatic Host Query
After Sample ID)}—Chon dé cho phép GeneXpert Dx system truy van cac
yéu cAu xét nghiém di kém véi ID mau duge quét hodc duoc nhap.

«  Tw dong tai yéu cau xét nghiém xudng (Automatic Test Order
Download)—Chon dé cho phép GeneXpert Dx system dinh ky truy vén tat
ca yéu cu xét nghiém tir may chu.

Néu May cht dwoc két ndi véi nhidéu Hé théng GeneXpert thi ban c6 thé muén:
Thén trong * Str dung tuy chon Tw dong truy van may cha sau khi quét ID m%u (Automatic Host Query
: ; After Sample ID Scan) thay vi Tw dong tai yéu cau xét nghiém xuong (Automatic Test Order
Download) dé giam thiéu cac yéu cau trung l&p cho nhiéu hé théng GeneXpert.
» May chui can tai yéu ciu xudng mét Hé théng GeneXpert cu thé.
« Néu yéu cau dwoc glvi dén nhiéu hé théng GeneXpert thi may cha can hay yéu cau dang
cho xtr ly khi nhan dwoc két qua hoan tat.

«  Twdong tai két qua lén (Automatic Result Upload)—Ngay sau khi xét
nghiém hoan tat, két qua s& duoc tai 1én.

«  Strdung ID mau bénh pham ctia may (Use Instrument Specimen ID)—
Chon dé cho phép GeneXpert Dx system tao mot ID mau bénh phim duy
nhit, dugc tra vé may chi. ID mau bénh phim ctia may 1a ID duy nhét cho
mau nay. Phai luu trit ID nay trong may chu va st dung cho giao tiép trong
tuong lai cho miu nay. Tuy chon nay duogc ap dung néu co s khong cung
cép nhan dang miu duy nhét.

Néu co sé cung cép nhan dang miu duy nhét thi cai dit nay s& bi vo
hiéu hoa.

«  Hop Cai dat giao tiép (Communication Settings)—Chon hoic bo chon
cac hop kiém sau:

+  Giao thire (Protocol)—Chon giao thirc twong thich vai HL7 hoac
ASTM.

«  Chay may chu dwéi dang (Run Host As)—Cho két ndi socket giita
hai hé thdng. Chon dé chay may chii duéi dang may chii hodic may
khach.

+  Dia chi IP may cha (Server IP Address)—Néu tuy chon Chay may
cha dwéi dang may chi (Run Host As Server) duoc chon, can nhap
mot dia chi IP c6 gia tri 4 phan (N.N.N.N). Gia tri nay phai khop véi
dia chi IP ctia may chu luu trit. N ndm trong khoang tir 0 dén 255. Néu
chon tiy chon Chay may chu dwéi dang may khach (Run Host As
Client), dia chi IP cua thé mang kha dung cho két ndi may chu s&
hién thi.

« 86 cong (Port#—Sb cong phai ndm trong khoang tir 1024 dén 65535.
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Than trong Khéng nén str dung cdng mang danh riéng cho may GeneXpert cho két ndi may chu. Nén sir

dung NIC th(r hai c6 sin trén mdi may tinh GeneXpert dé két néi GeneXpert Dx system véi
may cha.

«  Quan ly yéu cau/két qua (Order/Result Management)—Nhip vao cic
nut thich hop:

«  Xoba yéu cau da huy (Delete Canceled Orders)—Nhép dé x6a cac
yéu ciu da huy. Diéu nay rat hiru ich dé loai bo cac yéu cau du thira
trong qua trinh kiém tra giao tiép véi may chu.

+  Lam hét han két qua (Expire Results)—Nhip dé lam hét han nhimng
két qua dang chd tai 1én cho nhing xét nghiém khéng can tai 1én may
chu nira.

Than trong Khéng s dung chirc nang D3t lai bé dém giao tiép (Reset Communication Buffer)

(dwore trinh bay & bén dwéi) trong qua trinh hoat déng binh thwong; néu khéng, ban sé
phai tai xuéng cac yéu cau va tai két qua lén mot 1an niva.

«  Dat lai bd dém giao tiép (Reset Communication Buffer)—Dé xoa dit liéu
giita GeneXpert Dx system va may cha. Didu nay rat hitu ich dé xoa dir
lidu trong qua trinh kiém tra giao tiép v6i may chu.

+  Bang Ma xét nghiém may chu (Host Test Code)—Bang tra ctru nay cho
phép quan tri vién may chu nhap ma xét nghiém da dugc nhap vao may chu
dé c6 thé dich sang GeneXpert Dx system nham xir Iy yéu cau xét nghiém
va bao céo két qua.

- Bat (Enable)—Cho biét liéu xét nghiém da dugc thiét lap dé tai yéu
cau xét nghiém va bao cdo két qua xudng hay chua.

«  Xét nghiém (Assay)—Tén xét nghiém co thé st dung cho két ndi
may chu.

+ Ma xét nghiém cua may chu (Host Test Code)—ma xét nghiém ma
may cha ding dé tai yéu cau xét nghiém xudng va tai két qua xét
nghiém lén.

Ban khéng thé chinh stka ma xét nghiém cho cac phién ban cii ciia mét xét nghiém. Néu ban
Quan trong cap nhat ma xét nghiém thi néi dung cap nhat nay sé chi ap dung cho phién ban xét nghiém
mé&i. Do dé, ban phai thay déi ma xét nghiém trwéc khi nang cap mét xét nghiém.

Than trong

Can than dé khéng str dung ciing mét ma cho nhirng xét nghiém tir hai xét nghiém khac
nhau.

4. Nhap vao nit Chinh stra (Edit) dé kich hoat xét nghiém dé may chu st dung va dé
xac dinh cac mé xét nghiém cta may chu cho xét nghiém d6. Xem Phén 2.14.5 @é
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dat cau hinh xét nghiém cho yéu cau va tai két qua 1én, cling nhu d€ xac dinh cac ma
xét nghi€ém may chu.

5. Nhip vao OK dé luu cac thay dbi va dong cira so.

2.14.4.2 DPat cau hinh giao tiép may chu cho Cepheid Link

Sau khi dit cau hinh hé théng cho Cepheid Link, ban khéng thé ding hé théng cho cac yéu
cau xét nghiém khéng phai tiv LIS hoidc chay ngoai kiém khi khéng vé hiéu héa Cepheid Link.
C6 thé bat lai Cepheid Link sau khi chay cac yéu cau xét nghiém khong phai tir LIS hoic
ngoai kiém.

Quan trong

Céch kich hoat va dat cAu hinh giao tiép may chu cho GeneXpert Dx system voi
Cepheid Link:

1. Trén cira s6 GeneXpert Dx system (xem Hinh 2-55), hdy chon nat THIET LAP
(SETUP), sau d6 chon nut CAU HINH HE THONG (SYSTEM CONFIGURATION)
(xem Hinh 2-56).

2. Chon niit CAI DAT GIAO TIEP MAY CHU (HOST COMMUNICATIONS SETTINGS)
(xem Hinh 2-56) d¢ hién thi khong gian lam viéc Cai dat giao tiép may chii (Host
Communications Settings). Xem Hinh 2-81.

3. Pé bat giao tiép may chu, hiy chon hop kiém Bat giao tiép may cha (Enable Host
Communication) ¢ goc trén bén trai ciia khong gian lam viéc (xem Hinh 2-82).
Diéu nay cho phép chon céc tily chon khac trén man hinh Cai dit giao tiép may chu
(Host Communication Settings).

Trong mang ctia bénh vién hoac phong xét nghlem mdi Hé théng GeneXpert phai cé6 moét tén
Quan trong hé théng duy nhéat dwoc sir dung dé giao tiép. Quan tri vién may chi can kiém soat qua trinh
xac dinh tén hé théng.
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,n System Configuration (=
s —
General | Archive Settings | Folders | Host Communication Settings | Authentication Settings |
v| Enable Host Communication
 Host Setting
[vi use Cepheid Link (Only check if you have the Cepheid Link middleware solution for sample traceability) |
HostID |LX
] matic Host Query After Sample ID Scan
[] Automatic Result Upload
[_] Use Instrument Specimen ID
Communication Settings—— [ Order/Result Management
A Protocol | ) HL7 @ ASTM l Delete Cancelled Orders |
Run HostAs | @ Server nt -
l Expire Results |
Server IP Address | |192.168.144.105
Port# [ 13000 l Reset Communication Buffer I
Host Test Code :
Enable | Assay | Host Test Code | |
] Xpert C.diff-Epi Version 2 | | Edit |
[vi Xpert MTB-RIF Assay G4 Version 6 Edit
ok || cancel |

Hinh 2-82. Khéng gian lam viéc Cai dat giao tiép may cha dwoc dat cau hinh cho
Cepheid Link

Tt ca thong tin dwoc nhap vao khong gian lam viéc nay phai do quan tri vién mang LIS cung

Quan trong cap. Nhirng thong tin d6 khong phai do Cepheid cung cép.

4.  Chon hop kiém Str dung Cepheid Link (Use Cepheid Link) dé thiét lap giao tiép
may chii cho Cepheid Link. Sau khi chon hop kiém Str dung Cepheid Link (Use
Cepheid Link), hau hét c4u hinh s& tw dong duoc thiét 1ap. Xem Hinh 2-82.

5. Trong phan Chung (General) ciia khong gian lam viéc Cai dit giao tiép may chi
(Host Communication Settings), hay nhap thong tin thich hop va chon cdc muc thich
hop dé giao tiép v6i mang LIS.

«  Truong ID may chi (Host ID)}—Nhap tén may chu duy nhat dé xac dinh
GeneXpert Dx system nay. SO luong ky tur t6i da 1a 20 ky tur.

«  Hop kiém Tw dong truy van may chi sau khi quét ID mau (Automatic Host
Query After Sample ID Scan)—Hop kiém nay bi tit khi két ndi véi Cepheid
Link.

«  Hop kiém Tw dong tai yéu cau xét nghiém xudng (Automatic Test Order
Download)—Hop kiém nay bi tit khi két ndi v6i Cepheid Link.
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«  Hop kiém Tw déng tai két qua lén (Automatic Result Upload)—Hop kiém
nay duoc kich hoat khi két ndi voi Cepheid Link.

«  Hop kiém Str dung ID mau bénh pham ctia may (Use Instrument Specimen
ID)—Chon dé cho phép hé thong GeneXpert tao mot ID mau bénh pham duy
nhét, duoc tra v& may chi. ID mau bénh phim ciia may 14 ID duy nhét cho mau
nay. Phai luu trit ID nay trong may chi va sir dung cho giao tiép trong tuong lai
cho mau nay. Tuy chon nay duoc ap dung néu co sé khong cung cép nhan dang
mau duy nhét.

Néu co sé cung cap nhan dang miu duy nhat thi cai dit nay s& bi vo hiéu hoa.

6. Trong phan Giao thirc (Protocol) ciia khong gian lam viéc Cai dit giao tiép may
chu (Host Communication Settings), hay chon giao thirc tuong thich vai HL7
hodc ASTM.

7. Trong phan Cai dit giao tiép (Communication Settings) ctia khong gian lam viéc Cai
dit giao tiép may chu (Host Communication Settings), may chu phai dwoc dat thanh
May chu (Server) dé giao tiép v6i Cepheid Link.

*  Truong Dia chi IP may chu (Server IP Address)—Phai nhap mét dia chi IP
c6 gia tri 4 phan (N.N.N.N). Gi4 tri nay phai khop voi dia chi IP ciia may chu
Cepheid Link. N nam trong khoang tir 0 dén 255.

«  Truong S6 cong (Port #)—Sb cong phai 1a 3000 dé giao tiép voi may chi
Cepheid Link.

8.  Sau khi ban da thiét 1ap giao tiép méay chii cho may chu Cepheid Link, hiy chon nut
OK. Xem Hinh 2-82.
Chon nat Haly (Cancel) néu ban khong mudn luu cai dit giao tiép may chi.

Cepheid khuyén ban ludn xac nhan ring cac két qua da tai Ién LIS hodc HIS khép voi két qua cla
GeneXpert sau bat ky thay ddi nao dbi véi GeneXpert hodc hé théng may chd, bao gdm (nhwng
khéng chi gi¢i han &) cac thay ddi déi véi nhivng muc sau:

+ Phién ban phan mém GeneXpert

Luuy + Céac tép va phién ban dinh nghia xét nghiém GeneXpert
« Céc cai dit giao tiép may chi GeneXpert
« C4c thay d6i véi phan mém trung gian hodc cdu hinh may chi
« Cac thay déi véi phan mém hodc cau hinh LIS
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2.14.5

Than trong

A\

Thén trong

A\

2.14.51

Dt cau hinh xét nghiém dé tai yéu cau hoic két qua lén

Pé thwe hién xét nghiém dwoc yéu cau, phai nhap cling mét ma xét nghiém vao may ch,
GeneXpert Dx system va hé thong Cepheid Link, néu cé.

Khéng thay dbi yéu cau xét nghiém cho dén khi tat ca két qua xét nghiém da dworc tai lén.

Dit cau hinh xét nghiém moét két qua dé tai yéu cau va két qua lén

1.

Trong bang Ma xét nghiém ctia may chu (Host Test Code), phan tab Cai dit giao
tiép may chu (Host Communication Settings) (xem Hinh 5-93), hdy nhéap vao nat
Chinh stra (Edit) mong mubn dé thay d6i cai dit. Hop thoai Xac dinh ma xét
nghiém (Define Test Code) xuét hién. Xem Hinh 2-83.

r — o —
B Define Test Code Xpert EV Assay Version 3 ﬁ
— — |
[vi Enable
Assay Host Test Code [cPHD BV

I OK || Cancel

Hinh 2-83. Hop thoai Xac dinh ma xét nghiém cho xét nghiém mét két qua
Nhip vao hop kiém Bat (Enable) dé cho phép may chu tai yéu cau xét nghiém
xudng va cho phép GeneXpert Dx system tai két qua 1én may chu bang cach sir dung
ma xét nghi€ém dugc xac dinh.

Trong treong Ma xét nghiém may chi xét nghiém (Assay Host Test Code) cua
hdp thoai Xac dinh ma xét nghiém (Define Test Code), hay nhap chinh ma xét
nghiém di dugc nhap vao hé thdng may chu va hé thong Cepheid Link, néu cé. (Ma
xét nghiém dugc nhap cho GeneXpert Dx system phai gidng nhu ma xét nghiém da
nhap cho hé théng may cha va hé théng Cepheid Link). Nhap tir 1 dén 15 ky tu.

Nhip vao OK dé luu cai dat cho xét nghiém nay. Phan mém s& kiém tra xem ma xét
nghiém cé trung 1ap khong trude khi luu.
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Cepheid khuyén ban nén sr dung cung mét ma xét nghiém cho phién ban méi cda cung xét
Lwuy nghiém. Tuy nhién, néu ban muén thay d6i ma xét nghiém ctia xét nghiém hién tai, hay thay doi
trwée khi nhap phién ban tiép theo.

2.14.5.2 Dat cau hinh xét nghiém nhiéu két qua dé tai yéu cau hoic két qua Ién

Xét nghiém nhiéu két qua cung cip két qua cho nhiéu sinh vat va gen.

1.

6.

Trong bang Ma xét nghiém ctia may chu (Host Test Code), phan tab Cai dit giao
tiép may chu (Host Communication Settings) (xem Hinh 2-81), hdy nhéap vao nat
Chinh stra (Edit) mong mubn dé thay d6i cai dit. Hop thoai Xac dinh ma xét
nghiém (Define Test Code) xuét hién. Xem Hinh 2-84.

Hay nhip vao hop kiém Bat (Enable) dé cho phép may chu tai yéu ciu xét nghiém
xudng va cho phép GeneXpert Dx system tai két qua 1én may cha bang cach sir dung
ma xét nghiém dugc xac dinh.

Trong truong Ma xét nghiém ctiia may chu xét nghiém (Assay Host Test Code),
hay nhdp chinh mi xét nghiém da dugc nhap vao hé théng may chu va hé thong
Cepheid Link, néu c6 (ma xét nghiém dugc nhap cho GeneXpert Dx system phai
gidng nhu ma xét nghiém da nhap cho hé thong may chi va hé théng Cepheid Link).
Ban c6 thé nhap tir 1 dén 15 ky tu.

Tén két qua dugc bao cio theo xét nghiém duoc liét ké trong truong Tén két qua
(Result Name). Xem Hinh 2-84.

Nhap ma xét nghiém c6 két qua vao truong Ma xét nghiém c6 két qua (Result Test
Code) (xem Hinh 2-84) twong tmg véi mdi tén két qua co thé duoc bao céo theo xét
nghiém nay.

gl —— O —
B Define Test Code Xpert MRSA_SA Nasal Version 1 [

[v] Enable

Assay Host Test Code |CPHD SA NASAL|

Result Name | Result Test Code
MRSA 12345
SA 123456

| ok || cancel

L= — — = S— A

Hinh 2-84. Hop thoai Xac dinh ma xét nghiém cho xét nghiém nhiéu két qua

Nhiap vao OK dé luu cic thay dbi va dong cira so.
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2.14.6 Dat cau hinh cai dat xac thwe

Pé dit cAu hinh cai dat Xac thuc (Authentication), Ty dong khoa hé théng (System
Auto-Lockout) va Ty dong ding xuit (Auto-log off), hdy chon tab Cai dat xac thwe
(Authentication Settings).

2.14.6.1

Lwuy

DPat cau hinh cai diat khoa

Ban c6 thé dit cau hinh ty dong khoa khi nguoi dung nhap sai mat khéu. Chinh sach ty
dong khoa xac dinh diéu s& xay ra khi nguoi dung nhap sai mat khau. Chinh sach nay
dam bao rang ké tan cong khong thé sir dung tin cong brute force hodc tan cong tir dién
dé doan va bé khoa mat khau cua ngudi dung. Dé chinh stra cai dat Chinh sach khoa tai
khoan (Account Lockout Policy), hiy 1am theo cic huéng dan dudi day.

Hé théng sé& khong khoéa nguwoi dung T xa.

1.

Trén ctra s6 GeneXpert Dx system (xem Hinh 2-54), hiy chon nit THIET LAP
(SETUP), sau d6 chon nat CAU HINH HE THONG (SYSTEM CONFIGURATION)
(xem Hinh 2-56).

Nhip vio tab Cai dat xac thwe (Authentication Settings); thong tin Cai dit xac
thuc xuét hién. Xem Hinh 2-85.

Chon Tw dong khéa (Auto-Lockout).

Chon s6 1an nguoi dung c6 thé thir nhap mat khau. Cai dit mac dinh 1a 5 1an, nhung
ban c6 thé chon trong khoang 3 dén 10 1an.

Dit thoi gian khoa, khoang thoi gian ma nguoi dung bi khoa cho dén khi hé thong

cho phép ngudi dung thir lai. Cai dit méc dinh 1a 30 phat, nhung ban c6 thé chon
trong khoang 15 dén 60 phut.
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f ﬂ System Configuration
- -

General | Archive Settings | Folders | HostCommunication Settings | Authentication Settings |

ockout Settings [_] Enable Auto Logoff
[] Auto-Lockout

Allowed Login Attempts: |5 ¥

Lockout Duration (In Minutes): |30 ¥

 Authentication Type -
‘ [C] LDAP

| OK J I Cancel J

Hinh 2-85. Cai dat xac thwe dwoc dat cau hinh dé tw dong khoa
Pé tit tinh nang tw dong khoa, hiy bo chon hop kiém Tw dong khéa (Auto-Lockout).

2.14.6.2 Pat cau hinh tw déng dang xuat

Ban c6 thé dit cau hinh tinh ning tu dong dang xuét khi nguoi ding khong hoat dong
trén hé thong trong mot khoang thoi gian dai. Hé thong s& tw dong diang xuét sau mot
khoang thoi gian nguoi dung khong hoat dong nhu duoc xac dinh dé dam béo tinh bao
mat va bi mat cua ho so cling nhu thong tin cua bénh nhan.

1. Trén cira s6 GeneXpert Dx system (xem Hinh 2-55), hiy chon nat THIET LAP
(SETUP), sau d6 chon nut CAU HINH HE THONG (SYSTEM CONFIGURATION)
(xem Hinh 2-56).

2. Nhip vao tab Cai dat xac thwe (Authentication Settings); thong tin Cai dit xac
thue xuét hién. Xem Hinh 2-86.

3. Chon Bat tw dong ding xuat (Enable Auto Logoff).

4. Pit s6 phut duge phép khong hoat dong trude khi tr dong dang xuat. Thoi gian mic
dinh 1a 15 phut, nhung ban c6 thé chon trong khoang 15 dén 500 phut.
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2.14.6.3

Lwuy

Lwuy

’Vn System Configuration (s

-
(Génelii “Archive Settings | Folders | Host Communication Settings
Lockout Settings [v] Enable Auto Logoff
[Z] Auto-Lockout

Authentication Settings

Automatically log user off after (In Minutes) |15 ¥

Authentication Type
[ZJ LDAP

1able SSL Authentication

| OK | I Cancel ]

Hinh 2-86. Cai dat xac thwc dwoc dat cau hinh dé tw dong dang xuét

Pé tat tinh nang Ty dong dang xuit (Auto Logoff), hiy bo chon hop kiém Bat tw dong
dang xuét (Enable Auto Logoff).

Dit cau hinh kiéu xac thwc LDAP

Viéc dit cau hinh Xac thuc Lightweight Directory Access Protocol (LDAP) cho phép
lién két tai khoan ngudi ding GeneXpert Dx voi mot hé théng danh ba tap trung, ching
han nhu Microsoft Active Directory dé co thé quan ly viéc xac thuc mat khiu & mot noi
tap trung. TAt ca ngudi dung dugc thém trong khi LDAP dang bét s& dugce dan nhin
ngudi dung Tl xa (Remote) trong cira s6 Quan tri ngudi ding (User Administration).

D& dat ciu hinh LDAP, ban sé& can bd phan CNTT nhap théng tin va hé tro.

Trudec tién, can phai tao it nhat mot quan tr vién cuc bd dé kich hoat két ndi LDAP. Xem
Phan 2.13.3, Quan ly ngwoi dung

1. Trén cira s6 GeneXpert Dx system (xem Hinh 2-55), hay chon nut THIET LAP
(SETUP), sau d6 chon nut CAU HINH HE THONG (SYSTEM CONFIGURATION)
(xem Hinh 2-56).
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2. Nhip vao tab Cai dat xac thwe (Authentication Settings); thong tin Cai dit xac
thue xuét hién. Xem Hinh 2-87.

3. Trong phin Loai xac thwe (Authentication Type), hiy chon LDAP.

4.  Nhap ndi dung sau:

May chu (Host)—Nhap dia chi ciia may chi danh ba dwoc kich hoat LDAP.
Céng (Port)—Nhap céng may tinh ma may chi danh ba dugc két ndi.

Thudc tinh ID ngwei dung (User ID Attribute)—Nhap thugc tinh ID nguoi
dung duoc sir dung dé anh xa nguoi dung duy nhét trong danh ba véi tén ngudi
dung. Vi du: ban c6 thé nhap uid néu mang sir dung thudc tinh uid dé xac dinh
nguodi dung.

DN co s& (Base DN)—Nhap tén phéan biét co s (DN). DN co s6 1a diém ma
méy chi s& tim kiém ngudi dung. Viée tim kiém quén tri vién nguoi ding trong
LDAP s€ do may chu thyc hién, bét dau tai DN co s& (dc=example,dc=com).
Bind DN—Nhap bind DN. Bind DN la ma dinh danh du diéu kién ctia mot thuc
thé trén may chu LDAP cua tai khoan dugc dung dé két nbi véi danh ba LDAP.
Mat khau (Password)—Nhap mat khiu cia tai khoan LDAP Bind DN.

Bat xac thuwc SSL (Enable SSL Authentication)—Danh diu vao 6 nay dé kich
hoat bao mét Secure Sockets Layer (SSL) cho két ndi LDAP. SSL 1a cong nghé
bao mat tiéu chudn dé thiét 1ap mot lién két dwoc mé hoa gitta may chi va may
khach. Khi tit tiy chon nay, hé thong s& truyén thong tin khong duge ma hoa.
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ESystemConﬁguration =
= — { )

gs | Authentication Settings

[Z] Enable Auto Logoff

Lockout Setting:
[ Auto-Lockout

Allowed Login Attempts:
Lockout Duration (In Minutes):

Automatically log user off after (In Minutes) |15 ¥

Authentication Type
[vi LDAP

Host servername
Port 389
User ID Attribute | uid
Base DN dc=example,dc=com

Bind DN CN=user1,CN=Users,DC=example,DC=com

Password |oooooooooo

[Vi Enable SSL Authentication

l OK J I Cancel J

Hinh 2-87. Cai dat xac thuwc dwoc dit cau hinh cho LDAP

Pé tat Xac thuc SSL (SSL Authentication), hiy b chon Bét xac thwe SSL (Enable SSL
Authentication).

Dé tat Xac thuc LDAP (LDAP Authentication), hay bd chon LDAP.

Huwoéng dan van hanh Hé thong GeneXpert Dx
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2.15 Xac minh cai dat va thiét 1ap dung cach

Phan nay md ta cac thc vu ma tat ca ngudi diing ¢ quyén thich hop co thé thuc hién. Xem

Luuy Phan 2.13, Xac dinh ngudi ding va quyén.

Sau khi cai dit xong may (mdy tinh da dugc thiét 1ap, ngudi dung va cac quyén di duoc
xac dinh va hé théng dugc dit ciu hinh), hdy xac minh ring hé théng da duoc cai dit va
thiét 1ap dang cach bang cach chay bao cao Panh gia cai dat (Installation Qualification)
dé xac minh viéc cai dat. Cach thuc hién:

1. Trong cira s6 Hé théng GeneXpert Dx, trén menu Bao cao (Reports), hiy nhap vao
Panh gia cai dat (Installation Qualification). Xem Hinh 2-88.

n GeneXpert® Dx m ‘ = ‘@ é
User Data Reports| Setup Maintenance About User Detail User
5

Specimen Report
Patient Report
Control Trend Report
System Log

Create Test Stop Test View Results Define Assays hs Maintenance
— = Assay Statistics Report
T g Tests Since Launch
Module Remaining Sample Mod ‘ Error |  Start
Namo Assay ] D ‘ Progress | Status ‘ Test Time D e User ’ Result Assay | Status status| Date
Al Available
A2 Available
A3 Available
Booting

Hinh 2-88. Ctra s6 Hé thong GeneXpert Dx hién thi trinh don tha xuéng Bao céo va
Lwa chon danh gia cai dat
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2. Cira s6 Adobe® Reader xut hién va hién thi Bao cdo danh gia cai dat (Installation

Qualification Report) ciia Hé théng GeneXpert Dx. Xem Hinh 2-89.

3. Inbao cao. Néu may tinh khong duge két nbi voi may in, hiy luu tép vao vi tri 6 thé

in bao céo.

4. Xem lai cac phan sau dy trong bao céo:

+ Thong tin hg thong (System Information)—Kiém tra xem cot Trang thai
(Status) co hién thi Dat (Pass) & mdi hang khong.

«  Théng tin vé may (Instrument Information)—Pdi voi méi may duoc két ndi
v6i may tinh, bao cao cho biét sb sé-ri cia may, chuong trinh co s da cai dat va
trang thai ciia m&i mo-dun van hanh. Néu thong bao Céng cu bao cao chwa
dwoc hiéu chuan (Reporter is out of calibration) hoic Khéng kha dung (Not
Available) dugc hién thi, hiy goi cho Cepheid Technical Support. Xem phan
HO tro k§ thuat trong Loi noi dau dé biét thong tin lién hé.

«  Xét nghiém kha dung (Available Assays)—Kiém tra xét nghiém trong danh
sach. Néu thong bao Khong cé xét nghiém (No Assays) dugc hién thi, hay
xem huéng dan duoc cung cip véi bo xét nghiém chan doan in vitro va
Phan 2.16.1.3, Nhap cac dinh nghia xét nghiém tir DVD dé biét huéng dan
nhép tép dinh nghia xét nghiém.

Néu béo céo nay dugc chay sau khi cai dat hé théng nhung trudce khi cai dit cac
xét nghiém trén hé thng thi thong bao Khéng cé xét nghiém (No Assays) sé
duogc hién thi. Néu théng bao Khéng cé xét nghiém (No Assays) duoc hién thi
sau khi nhép cac tép dinh nghia xét nghiém, hay goi cho Cepheid Technical

Support. Xem phan Hd tro k¥ thuét trong Loi néi dau dé biét thong tin lién hé.

5. Ky vao Bao céo danh gia cai dit va ndp mot ban sao ctia bao cao dé luu hd so.
Xem Hinh 2-90.
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GeneXpert® Dx System
Installation Qualification Report

This report provides documented evidence of the installation of this GeneXpert® Dx System.

System Information

Software Version Status
GeneXpert® Dx System 6.5 Pass
Java Runtime Environment 1.8.0_151 Pass
SQL Database Microsoft SQL Server 14.00.3015 Pass
Database gx_db 4.0.1.0 Pass
Operating System Windows 10 10.0 Pass
CIT Plug-In 1 Pass

Instrument Information
Instrument A

Instrument S/N Gateway Firmware

803488 2.0.18

Module Name Module S/N Module Firmware Internal Temp Status
°C

A1 628676 3.3.3 31.6 Pass

A2 638430 3.3.3 30.8 Pass

A3 638964 3.3.3 30.0 Pass

A4 641366 3.3.3 30.7 Fail*

Fail* = Ambient temperature too high, incorrect model number or hardware error has been detected. Please
generate a System Log with the list of errors for further troubleshooting.

Shaded Modules = Reporter is out of calibration.

Available Assays

Assay Name Version Assay Type

Xpert FlI 1 In Vitro Diagnostic

Xpert Fll & FV Combo 1 In Vitro Diagnostic

Xpert FV 1 In Vitro Diagnostic

GeneXpert® Dx System Version 6.5 CONFIDENTIAL Page 1 of 2

Hinh 2-89. Vi du vé Bao cao danh gia cai dat—Trang 1
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GeneXpert® Dx System
Installation Qualification Report
Installation of networked instruments complies with the setup requirements specified in the GeneXpert® Dx
System Operator Manual, 'Installation’ section.
Verified by Date
This 1Q is acceptable if all System Information and Instrument Information are listed as 'Pass'. All instrument
modules that are listed as 'Pass' are available for use.
Acceptance: [ ]Acceptable [ ] Not Acceptable
Performed by Date
Reviewed and approved by Date
GeneXpert® Dx System Version 6.5 CONFIDENTIAL Page 2 of 2

Hinh 2-90. Vi du vé Bao cao danh gia cai dit—Trang 2

Huwoéng dan van hanh Hé thong GeneXpert Dx
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2.16 Quan ly cac dinh nghia xét nghiém va thong so cuy
the cho 16

Phan nay md ta cac tac vu ma tat ca ngudi dung cé quyén thich hop co thé thwe hién. Quyén nguoi
Lwuy duing dwoc md ta trong Phan 2.13, Xac dinh nguoi diing va quyén. Déi v&i phan nay, anh chup man
hinh sé& hién thj cAp do nguwdi dung Chi tiét.

Mot dinh nghia xét nghiém chita mot loat cac budc duoc lap trinh ma GeneXpert Dx
system dung dé thuc hién céc quy trinh chuén bi, khuéch dai va phat hién mau. Co thé
thu dugc cac tép (.gxa/.nxa) dinh nghia xét nghiém chan doan in vitro tir Cepheid va
nhdp vao phan mém (xem Phan 2.16.1.3, Nhap cac dinh nghia xét nghiém tir DVD).
Ciing c6 thé x6a cac dinh nghia xét nghiém khong con dugce sir dung nita (xem

Phéan 2.16.2, Tai Tép dinh nghia xét nghiém va To hudng dan st dung xudng tir trang
web Cepheid).

Mot sb dinh nghia xét nghiém cin c6 thong s cu thé cho 16 dé xac dinh két qua xét
nghi€ém. M2 vach cua hop xét nghi€ém 2D chira thong tin thong s6 cu thé cho 16 duge
nhap tu dong khi quét ma vach. Néu vi Iy do ndo d6 ma may quét ma vach khong hoat
dong hodc khong c6 sin thi co thé cung cip thong tin thong s cu thé cho 16 theo cach
cung cip thu cong bang cach nhép tép .gxr/.nxr (xem Phan 2.16.4, Nhap thu cong cac
thong s6 cu thé cho 16). Thong tin thong sé cu thé cho 16 khong con duoc st dung ciing
c6 thé bi x6a (xem Phan 2.16.5, X6a thong s6 cu thé cho 1).

C6 thé nhép cac dinh nghia xét nghiém tir 6 dia DVD Cepheid hoic tir trang web cua
Cepheid. Di voi 6 dia DVD, hiy xem Phan 2.16.1, Két ndi va st dung 6 dia DVD.
Néu bo xét nghi€m cua ban khéng c6 CD thi ban c6 thé tai tép ADF va to hudng dan sur
dung xudng tir trang web ciia Cepheid. Dé sir dung trang web, hiy xem Phan 2.16.2, Tai
Tép dinh nghia xét nghiém va Td hudng dan sir dung xudng tir trang web Cepheid.

Néu ban khdng cé may tinh c6 quyén truy cap Internet, hay lién hé v&i van phong Hb tro ky thuat
Lwuy ctia Cepheid & khu vurc clia ban. Xem phan Hb tro ki thuat trong Loi néi dau dé biét thong tin
lién hé.

2.16.1 Két néi va str dung 6 dia DVD

O dia DVD c6 thé 1a mot 6 dia ngoai phai dugc két ndi voi hé thdng thong qua cong
USB hoidc mét 6 dia gan trong dd dugc lap dat trong hé thong.

2.16.1.1 Két ndi 6 dia DVD ngoai v&i Hé théng GX Dx
Két ndi 6 dia DVD bén ngoai dugc cung cép voi hé thong GX Dx nhu sau:

1. Xac dinh vi tri 8 dia DVD. O dia DVD dugc cung cép trong hop phu kién va duoc
dan nhan 1a mot mét hang can luu.

2. Cim 6 dia DVD vao mét trong cac cong USB c6 san trén hé thong.

3. Nhin nat DAy (Eject) & mit trudc cia 6 dia DVD dé mé cira.
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2.16.1.2

2.16.1.3

Lwuy

4.

CDROM nam trong bd xét nghiém. Cho CD chira dinh nghia xét nghiém vao 6 dia
DVD va déng cira 6 dia DVD. Bén mau lyc & mit trude cia 6 dia DVD s& nhap nhay
trong khi 6 dia doc CD.

Nhap cac dinh nghia xét nghiém theo quy trinh trong Phan 2.16.1.3.

Str dung 6 dia DVD bén trong ctia Hé théng GX Dx

Néu mét 6 dia DVD dugc cai dit trong hé thdng, hdy sir dung quy trinh sau ddy dé truy
cap 6 dia.

1.

Xac dinh vi tri 6 dia DVD. O dia duoc cai dat trén may tinh GeneXpert Dx system
nhung vi tri cua 0 dia s€ thay doi:

«  Trén may tinh dé ban, ban c6 thé tiép can 6 dia tir phia truéc may tinh, con
«  Trén may tinh x4ch tay, 6 dia s& & mot bén ciia may tinh xach tay.
Nhéan nat Day (Eject) & mit trude cia 6 dia DVD dé mé cira.

CDROM nam trong bd xét nghiém. Cho CD chira dinh nghia xét nghiém vao 6 dia
DVD va déng cira 6 dia DVD. Bén mau luc & mit trude cia 6 dia DVD s& nhap nhay
trong khi 6 dia doc CD.

Nhap cac dinh nghia xét nghiém theo quy trinh trong Phan 2.16.1.3.

Nhap cac dinh nghia xét nghiém tir DVD

Mac du c6 thé nhap cac tép dinh nghia xét nghiém chan doan in vitro, nhwng phdn mém GeneXpert
Dx khéng cho phép slra dbi cac dinh nghia xét nghiém.

Cach nhap dinh nghia xét nghiém mdai tu DVD:

1.

Trong cira s6 Hé théng GeneXpert Dx, hiy nhip vao Dinh nghia xét nghiém
(Define Assays) trén thanh menu. Cira s6 Pinh nghia xét nghiém (Define Assays)
xudt hién. Hinh 2-93 hién thi cira s6 Dinh nghia xét nghiém (Define Assay) cho quan
tri vién GeneXpert Dx system. Cira s6 cho ngudi dung Chi tiét va Co ban c6 it chirc
nang hon (xem Hinh 2-91).
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Nhéap dé Dggh nghia xét nghiém

-
I GeneXpert® Dx System / (=B
User Data Management Reports Setup Maintenance Define Assays About User Detail Use!
] - . T
v | ]
l!..,._ ¢ O QU
& LS -, &
Create Test Check Status Stop Test View Results Define Assays Def hs Maintenance
Assay Assay Name Xpert MRSA_SA Nasal
Narie = Version 1
HIV-1 Quant IUO CE 1 - _
Xpert GBS 3 Assay Type In Vitro Diagnostic
Xpert Flu A Panel 3|
Xpert EV Assay 3l For In Vitro Diagnostics Use Only.
IXpert MRSA_SA Nasal 1 Assay Disclaimer
Untitled Assay
 Xpert CDIFFICILE 3
DEMO_MELT1_1
Last Modified Date 12/04/20 17:21:40
Cartridge Type Chambers
Name
2-Reagent 2
S-Sample
1-Reagent 1
Delete Move To Top Lot Impo
(= R — — —

Nhap dé Nhap xét nghiém
Hinh 2-91. Hé th6ng—Ctra s6 Dinh nghia xét nghiém (Ché doé xem ngwei dung Chi tiét)
2. Nhép vao Nhap (Import). Hop thoai Nhap xét nghiém (Import Assay) xuét hién.
Xem Hinh 2-92.
3.  Trong menu tha xuéng Tim trong: (Look in:), hiy chuyén dén 6 dia DVD.
Chuyén dén thu muc Hé théng GeneXpert. Tim va chon tép dinh nghia xét nghiém
(.gxa/.nxa), sau d6 nhap vao Nhap (Import). Tén xét nghiém va s6 phién ban méi
xuét hién trong danh sach Xét nghiém (Assay) (& bén trai cira s0) va chi tiét vé xét
nghiém xudt hién & bén phai ctia danh sach. Xem Hinh 2-91.
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B2 Import Assay %
Lok |CJoamrgar sysems NEIREL B

:] Kport Assay.gua \
Fiile Hama: -errt ﬂ\.ssa--:rai
Files of Type: | Assay Files (.gxa) i

[_tmport || cance

Hinh 2-92. Hop thoai Nhap xét nghiém

Kiém tra tén xét nghiém va s6 phién ban dé dam bao rang da nhap ding dinh nghia
xét nghiém.

Néu ban can nhap cac tép dinh nghia xét nghiém khéc tir ciing mot dia CD, hay lap
lai Budc 2 dén Bude 5.

Déi v&i cac xét nghiém két hop cé nhiéu tép .gxa/l.nxa, chi nhap nhirng tép dinh nghia xét nghiém

Leuy cho nhi*rng phan tich ma phong xét nghiém cla ban sé thwc hién.
7. Léy dia CD ra khoi 6 dia DVD va cit dia CD d6 & vi tri an toan dé sau nay sir dung
khi can.
8. Néu da sir dung 6 dia DVD ngoai va khong con can thiét nita, hiy ngat két ndi 6 dia
d6 khoi hé thong va cit 6 dia cing véi cap di kém dé sau nay sir dung khi can.
Lwu v Sau khi nhap mét xét nghiém dinh lwong, co6 thé thay déi Pon vi két qua dinh lwong.
y Xem Hinh 2-93.
2.16.2 Tai Tép dinh nghia xét nghiém va T& hwéng dan st dung
xuong twr trang web Cepheid
Céch tai cac tép dinh nghia xét nghiém xudng tir trang web Cepheid:
1. Véimay tinh c6 kha nang két ndi Internet, hiy chuyén dén
www.cepheid.com/support.
2. Trong menu Xét nghiém (Tests), hiy chon san phdm ban can nhiap ADF.
3. Cudn xubng phin Tai nguyén san pham (Product Resources).
4. Nhap vao Hwéng dan nhap ADF (ADF Import Instructions) dé tai xudng tron bo
huéng dén tai tép ADF va to huéng dan st dung xudng.
2.94 Huwoéng dan van hanh Hé thong GeneXpert Dx
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5. Doc va lam theo Huéng dan nhdp xét nghiém (Assay Import Instructions) dé tai
ADF va to hudéng dan st dung xudng, ciing nhu dé cai dit ADF cho Hé thong
GeneXpert Dx cua ban.

Lwuy Huwéng dan nhép xét nghiém (Assay Import Instructions) c6 s&n bang nhiéu ngén ngir.

Néu hé théng ctia ban dwoc két ndi véi mang LIS hodc HIS, ban phai cap nhat ma xét nghiém
may chi (sau khi cai dat tép dinh nghia xét nghiém) thi méi c6 thé tai xét nghiém xubng hé
thdng va/hoic tai két qua xét nghiém tir hé thong Ién mang LIS hoic HIS. Dé biét hwéng dan
cap nhat ma xét nghiém may cha, hdy xem Phan 2.14.4.1.

Quan trong

2.16.3 Xoba tép dinh nghia xét nghiém

Than tron z = S
— g Xéa dinh nghia xét nghiém khéi hé thong la mét hoat dong vinh vien. Hady dao dam rang cac
dinh nghia xét nghiém khéng con can thiét niva. Néu can, hay nhap lai chiing ttr CDOROM
: chira dinh nghia xét nghiém.
1. Déxo6a mot tép dinh nghia xét nghiém, trong cira sé Dinh nghia xét nghiém (Define
Assays) (xem Hinh 2-93), hay chon tén xét nghi€ém trong danh sach Xét nghiém
(Assay) (0 phia bén trai cira s6), sau d6 nhdp vao X6a (Delete). Mot thong bao xac
nhén sé& xuét hién.
2. Nhép vao Cé (Yes) dé xoa dinh nghia xét nghiém. Tép dinh nghia xét nghiém s& bj
x0a va loai khoi danh sach cac xét nghiém.
Huwéng dan van hanh Hé théng GeneXpert Dx 2.95
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Nhéap dé Pinh nghia xét nghiém

B2 GeneXpert® Dx System C=aEaax
User DataManagement Reports Setup Maintenance Define Assays About User Administration Use!
Il — =
. .’ >0
IS < 5 A {
N Y @ y @ iy
[ NS ) 2 A N
Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Assay Assay Name Xpert HIV-1 Viral Load
' Nare 7 Version 1
Xpert HIV-1 Viral Load 1 . . -
[l Xpert GBS 3 Assay Type In Vitro Diagnostic
 Xpert Flu A Panel 3| - - -
Xpert EV Assay 3 - For In Vitro Diagnostic Use Only.
Xpert MRSA_SA Nasal 1 Assay Disclaimer
 Xpert CDIFFICILE 3
I Quantitative Result Unit copies/mL v
|copies/imL
Last Modified Date 12/04/20 17:21:40 L
Cartridge Type Chambers
Name
PEG-Wash
Sample
ProtK
Lysis bf - Mix
Elution-Waste
Rinse
' TSR-EZR
New Delete " Lot Import

Nhap de xéa xét nghiém

Hinh 2-93. Hg thong GeneXpert Dx—Cira s6 Dinh nghia xét nghiém
(Ché d6 xem ngwei dung Quan trj vién)
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2.16.4 Nhap thu cong cac thong sé cu thé cho 16

Mot sb dinh nghia xét nghiém can c6 thong s cu thé cho 16 dé xac dinh két qua xét
nghi€ém. M3 vach cua hop xét nghi€ém chura thong tin thong sb cu thé cho 16 duge nhdp
tir dong khi ban quét md vach nhim tao mot xét nghiém hodc dinh nghia xét nghiém.
Néu vi Iy do nio d6 ma may quét mi vach khong hoat dong hodc khong c6 sin thi ban
c6 thé cung cép thong tin thong sb cu thé cho 16 theo cach thu cong bang cach nhap
tép .gxr/.nxr.

Hay lién hé véi bo phan Cepheid Technical Support dé lay tép .gxr/.nxr. Sau khi ly cac tép
Lwuy .gxr/.nxr, hay lwu trlr ching trén may tinh va ghi lai vi tri cla cac tép (thwong dwoc lwu trir trong
thw muc xuét).

D¢ kiém tra xem mot xét nghiém cu thé c6 yéu cau Thong sb cu thé cho 16 hay khong,
hdy xem 6 cho xét nghiém d6 & bén trai cia muc Can thong s6 cu thé cho 16 (Need
Lot Specific Parameters) trén man hinh Dinh nghia xét nghiém (Define Assays) da
duoc chon hay chua.

Nhap dé Pinh nghia xét nghiém
y 2
n GeneXpert® Dx System / ‘ = (= &

User Data Management Reports Setup Maintenance Define Assays About User Detail User

Create Test Check Status Stop Test View Results Define Assays Maintenance
Assay Assay Name Xpert MRSA_SA Nasal
Version 1

Name v

HIV-1 Quant IUO CE
Assay Type  In Vitro Diagnostic

1
pert GBS 3
lu A Panel 3
X} Assay 3
IXpert MRSA_SA Nasal 1 Assay Disclaimer
Untitled Assay
 Xpert CDIFFICILE 3
DEMO_MELT1_1

2
y 4

For In Vitro Diagnostics Use Only.

Last Modified Date 12/04/20 17:21:40

Cartridge Type Chambers
Name
2-Reagent 2
S-Sample
1-Reagent 1
Delete Move To Top Lof Import
Lt

Nhap dé nhap Théng sé
cu thé cho 16
Hinh 2-94. Ctra s6 Dinh nghia xét nghiém dang hién thi 6
Can thong sé cu thé cho 16 da dwoc chon

Huwéng dan van hanh Hé théng GeneXpert Dx
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Céch nhép thu cong thong sb cu thé cho 16

1.

Trong ctra s6 Dinh nghia xét nghiém (Define Assays) (xem Hinh 2-94), hiy chon tén
xét nghiém trong danh sach Xét nghiém (Assay) (& bén trai cua cira s).

Nhiap vao L6 (Lot). Hop thoai Thong sb cu thé cho 16 thude thir (Reagent Lot
Specific Parameters) xuit hién. Xem Hinh 2-95.

Nhiap vao Nhap (Import). Hop thoai Nhap thong sb cu thé cho 16 thude thir (Import
Reagent Lot Specific Parameters) xuét hién.

Hinh 2-95 minh hoa Sé 16 thudc thr théng thwdng trwde khi nhap cac 16 cu thé. Néu da nhap cac

Luruy xét nghiém va/hodc théng sé cu thé cho 16 vao hé théng thi sé 16 thudc thtr sé hién thi.
B Reagent Lot Specific Parameters ﬁ
Select Reagent Lot Number
common
|
i i
N
View Delete ‘ Import | [ Scan | [ Close |

Hinh 2-95. Hop thoai Thong sé cu thé cho 16 thuéc thir

Str dung khu vuc xem tép Tim trong: (Look In:), (xem Hinh 2-96) dé x4c dinh vi tri
va chon tép .gxr/.nxr nhan duoc tir bd phan HO tro ki thuat tir trude, sau do nhép vao
Mé& (Open). S6 16 mai xuat hién trong hop thoai Thong s6 cu thé cho 16 thude thir
(Reagent Lot Specific Parameters). Nhip vao Déng (Close) trong hop thoai Thong
s6 cu thé cho 16 thudc thu (Reagent Lot Specific Parameters) dé tré lai ctra s6 Pinh
nghia xét nghiém (Define Assays).

2-98
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n Import Reagent Lot Specific Parameters ﬂ

N
Look In: Iljexport v| @ @@ @@

File Name: | |

|| Files of Type: [ Reagent Lot Files (.gxr) % |

| [ open || cancel |

&= ==
pro—

Hinh 2-96. Hop thoai Nhap thong sé cu thé cho 16 thubc tho

2.16.5 Xoa théng sé cu thé cho 16
Cach x6a thong s6 cu thé cho 16:

1. Trong cira s6 Binh nghia xét nghiém (Define Assays) (xem Hinh 2-94), hay nhap
vao L& (Lot). Hop thoai Thong sb cu thé cho 16 thude thir (Reagent Lot Specific
Parameters) xudt hién. Xem Hinh 2-95.

Lwuy Xin lwu y réng ban khong thé xéa 16 chung (common).

2. Chon s6 16 can x6a, sau d6 nhap vao X6a (Delete). Mot thong bao xac nhan s&
xuat hién.

3. Nhép vao OK dé xoa thong s cu thé cho 16.

4. Nhap vao Déng (Close) dé dong hop thoai Thong s6 cu thé cho 16 thude thir
(Reagent Lot Specific Parameters).

Huwéng dan van hanh Hé thong GeneXpert Dx 2.99
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217

Khéi dong lai hé théng

Lwuy Phan nay mé ta nhitng tac vu ma tit ca cac loai ngudi dung cé thé thwe hién.
Trong mdt sb tinh huéng khéc phuc su cb (xem Phan 9.19.2, Thong bao 15i), c6 thé can
khoi dong lai hé thong. Dé lam diéu nay, hiy thuc hién cac budc tir Phan 2.17.1 d&én
Phan 2.17.2.
2.17.1 Tat hé thdng
1. Dam bao may hién khong xir Iy bat ky mau nao. Doi may hoan thanh tit ca cac quy
trinh trude khi tit hodc khoi dong lai hé thong.
2. Lay hop xét nghiém ra khoi cac mo-dun ctia may.
3. Poéng phan mém GeneXpert Dx bang cach nhip vao Thoat (Exit) trén menu Nguwoi
dung (User).
2.17.1.1 L&i nhac qua han lwu triv
Néu mét luu trit chua qua han hoac néu mot cai dat luu trix trong Hinh 2-79 khong dugc
chon, Hinh 2-97 s& khong xuat hién va ban c¢6 thé chuyén ngay t6i Phan 2.17.1.2.
Néu mét luu trix qua han thi hop thoai Loi nhéc luu trir xét nghiém (Test Archive
Reminder) s& xuat hién (xem Hinh 2-97).
Test Archive Reminder ﬁ
?j Archive is overdue. Do you want to archive now?
Yes No
Hinh 2-97. Hop thoai L&i nhac lwu triv xét nghiém
. Néu ban khong mudn Iuu trit, vui 1ong nhap vao Khéng (No) trong hop thoai Loi
nhic luu trit xét nghiém (Test Archive Reminder) (xem Hinh 2-97). Tiép tuc trinh tu
tat may ma khong luu trit, trong Phan 2.17.1.2.
hoac
. Néu ban mudn luu trit, hily nhip vao Cé (Yes) trong hop thoai Loi nhéc luu trir xét
nghiém (Test Archive Reminder) (xem Hinh 2-97) dé tiép tuc trinh ty tit may ma
¢6 luu trir. Man hinh Chon (céc) xét nghiém can luu trir (Select Test(s) To Be
Archived) xuét hién. Xem Hinh 2-98.
2.100 Huwoéng dan van hanh Hé thong GeneXpert Dx
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[l Cloak IDs
[_] Purge Selected Tests from List After Archiving (Recommended Monthly)
: sample Module Error Start
Patient ID D N User Result Assay Status Status Date ¥ ‘
[0 |H112874895762R |SD142231 A1 Detail User  |ERROR Xpert BCR-ABL Monitor IS |Aborted  [Error ~ [04/08/19 12:41:13 [
(] 1H1128748957G2R _SD142231 :A1 _.Delail User _NEGATiVE _)_(_p_ert CDIFFICILE iDone j_OK _;94103119 12:38:42
(] lH351890382582T .HG556788 :K3 .Delail User HIV-1 DETECTE..._HIV-1 Quant IUOC CE _Done !OK _04108119 15:47:13
[J |negative control Anegau‘ve control 1K4 ‘Detail User HIV-1NOT DET... .HIV-1 Quant IUO CE .Done ‘.OK .04108119 15:45:43
[0 |H351890386682R |FT343558 k2 Detail User  |HIV-1 DETECTE.. |HIV-1 QuantlUOCE ~ |Done  |OK 04/08/19 15:42:27
[0 |H351890382682T |HG656788 a2 Administration . |HIV-1 DETECTE...HV-1QuantlUOCE  |Done  |OK |oarnsg 14:57:16
[0 |H3s1890386682R |FT343557 a3 Administration ... HIV-1 DETECTE...|HIV-1QuantlUOCE ~ |Done  |OK 04/08/19 14:55:27
(] ;H351890377714R HA245614 :A1 Detail User ERROR Xpert CDIFFICILE \Done Error |03/29/19 15:56:42
v IH351890377714R HA245621 }M Detail User NO RESULT |Xpen CDIFFICILE Done Load Error (03/29/19 15:56:42
[J |H351875882682R |TT555698 B3 Basic User ERROR HIV-1 Quant IUO CE Aborted  |Error 03/16/19 14:57:38
[0 |H351890382682R |TG478589 B2 Administration . |HIV-1 NOT DET... |HV-1QuantlUOCE ~ |Done  |OK 03116119 14:52:39
[0 |H351890345682R |CR538763 B4 Administration .. MTB NOT DETE... Xpet MTB-RIFUSIVD  |Done  |OK 0316/19 13:39:27
[0 |H39500382682R  |KW630987 B3 Administration ... MRSA NEGATIV... [Xpert SA Nasal Complet.. Done  |OK 0316119 13:38:00
d 1H351873382682R .GH487365 A3 _Administration ...MRSANEGATIV... lXpeﬂ SA Nasal Complet...‘lDone iOK 103116/19 13:36:08
a LH351898782682R <SR543267 A2 quministration . MRSA POSITIVE...'XDert SA Nasal Complet...iDone "OK |03/16/19 13:34:19 |_|
[ B 1 An_nii4Eceaz na s i OO A MEAATIE A OA Moaal et lawe ) 6 4a.90.97 L2
Select Deselect Select Deselect SelctNow
All Al Highlighted Highlighted Archive
|
| ok || cancel |
Hinh 2-98. Man hinh Chon (cac) xét nghiém can lwu triv
beé Iuu trir xét nghiém, hay thyc hién Budc 2 dén Budc 7 cua quy trinh trong
Phan 5.17.1, Luu tr&r xét nghiém. Khi ban luu trit xong, hay tiép tuc voi Phan 2.17.1.2.
2171.2 L¢&inhac quanly co sé dir liéu
. Néu hop L&i nhac quan ly co s& div liéu (Database Management Reminders)
trén hop thoai Cau hinh h¢ thong (System Configuration) (xem Hinh 2-77) khong
duoc chon thi hdp thoai Quan 1y co sé dir liéu (Database Management) (xem
Hinh 2-99) s€ khong xuat hién va khong can thuc hién thém hanh dong nao. Phan
mém s& dong khi nhap vao nat Thoat (Exit) trong Phan 2.17.1, Budc 3, va ban c6 thé
chuyén t6i Phan 2.17.1.3 d¢€ hoan tat trinh tu tat may.
hoac
. Néu hop L&i nhac quan ly co s& div liéu (Database Management Reminders)
trén man hinh hop thoai Cau hinh h¢ thong (System Configuration) (xem Hinh 2-77)
dugc chon thi hop thoai Quan 1y co so dir liéu (Database Management) (xem
Hinh 2-99) s€ xuat hién ¢ dau ctra s6 Hé thong GeneXpert Dx, hdi ban c6 muon
thyc hién cac nhiém vy Quan 1y co so dir liéu (Database Management) hay khong.
Huwéng dan van hanh Hé thong GeneXpert Dx 2101
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Database Management ﬂ

% Do you want to perform Database Management tasks?

Yes @

Hinh 2-99. HOp thoai Quan ly co’ s& div liéu

A. Néu ban nhp vao Khéng (No) trén hop thoai Quan 1y co s& dit lidu (Database
Management) (xem Hinh 2-99), phan mém GeneXpert Dx s& dong va ban co
thé tiép tuc toi Phan 2.17.1.3 dé hoan tit quy trinh tit may.

hoac
B. Nhip vao C6 (Yes) trong hop thoai Quan 1y co sé dit liéu (Database

Management) (xem Hinh 2-99), va ban s& duoc yéu cau chon tic vu can
thuc hién (xem Hinh 2-100).

Tuy thudc vao déc quyén clia nguwdi ding, tat ca (hodc mét sb) tly chon trong bén tiy chon ctia hép

Luuy thoai Quan Iy co' s& dit liéu (Database Management) c6 thé khang hién thi. Xem Hinh 2-100.

[ E Database Management ﬁ

\ Select task, click [Proceed] to continue.

(# Database Backup

{_ Database Restore

{_» Compact Database

Cancel Proceed

Hinh 2-100. Hop thoai Quan ly co’ s& dir liéu

Xem Phan 5.18, Thuc hién cac tic vu quan 1y co so dir liéu dé biét chi tiét vé cach thuc
hién tirng tac vu quan ly co s¢ dit li€u. Sau khi hoan thanh cac tac vu Quan ly co s¢ dir
liu (Database Management), phan mém GeneXpert Dx s& dong lai va man hinh nén
Windows s& duoc hién thi.

Tiép tuc dén Phan 2.17.1.3.

2.17.1.3 Buwéc tat may cubi cung
1. Tat may

2. Tat may tinh GeneXpert Dx system.

2.102 Huwoéng dan van hanh Hé thong GeneXpert Dx
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2.17.2 Khé&i dong lai hé théng
Dé khoi dong lai hé thong, hdy lam theo quy trinh trong Phin 5.2.2, Bat may tinh.

Sau khi hé théng da tat, hdy doi hai phut rdi méi bat lai hé thong. Hé théng cé thé kh&i déng

Quan trong khéng ding cach néu ban bat lai ngay.

2.18 G& cai dat hoac cai dat lai phan mém GeneXpert Dx

Phan mém GeneXpert Dx di duoc cai dat trén may tinh dugc cung cip nhung cé thé can
cai dat lai trong mot s6 tinh hudng véi su hd tro tir Cepheid Technical Support.

Thén tron e _ , < < = I X
— g Néu phan mém bi héng hoac xay ra 16i hé tbéng, dirng co gang cai dat Ia_[i phan mem. Hay goi
cho bé phan Cepheid Technical Support dé dwoc hd tror nham giam thiéu nguy co mét div
: lidu vinh vién. Xem phan H6 tro k¥ thuat trong L&i néi dau dé biét thong tin lién hé.

Huwéng dan van hanh Hé théng GeneXpert Dx
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3 Nguyén ly hoat dong

Chwong nay giai thich cach GeneXpert Dx system hoat dong. Cac chu dé nhu sau:
. Phan 3.1, Téng quan v& van hanh hé thong

. Phén 3.2, M6-dun GeneXpert

. Phan 3.3, Hop xét nghiém GeneXpert

*  Phan 3.4, Mo-dun I-CORE

. Phan 3.5, Co ché gia nhiét va giam nhiét

. Phén 3.6, Giai thich cac phuong phap thir nghiém

. Phan 3.7, Hé théng quang

«  Phan 3.8, Hiéu chuin hé théng

3.1 Téng quan vé van hanh hé théng

GeneXpert Dx system tyr dong hoa va tich hop quy trinh loc mau, khuéch dai axit
nucleic va phat hién trinh ty dich bang cach str dung xét nghiém PCR phién mi nguoc
thoi gian thyc (RT-PCR) va xét nghiém PCR thoi gian thyec.

M&i mé-dun ciia GeneXpert Dx s& xtr Iy mot mau. Mau va cac thube thir tuong tng
dugc dua vao hop xét nghiém GeneXpert va xét nghiém duoc tao trén GeneXpert Dx
system (xem Phan 5.6, Tao mot xét nghiém) dé chay xét nghiém. Tiép theo, hop xét
nghiém dugc nap vao mot mo-dun co sin trén may (xem Phan 5.8, Nap hop xét nghiém
vao mot mo-dun trén may) va duoc bat dau (xem Phan 5.9, Bat dau xét nghiém). Trong
qué trinh xét nghiém, hé thong thuc hién cac budc sau:

1.  Di chuyén mau va thudc thtr vao cac budng khac nhau trong hop xét nghiém dé
chuén bi mau.

2. Thiy hoa cac hat thudc thar.

3. Thyc hién kiém tra doan do dé dam bao rang qua trinh chuan bi miu thanh cong
(chi khi dinh nghia xét nghiém yéu cau budc nay).

4. Di chuyén miu va hon hop thude thir co chira cac thanh phan dic hiéu véi PCR
thoi gian thue va phién ma nguoc (néu co) vao éng phan tng.

5. Bt dau RT-PCR (néu c0), cac chu trinh PCR va phat hién theo thoi gian thuc
(xem Hinh 3-1).

Huwoéng dén van hanh Hé théng GeneXpert Dx 3-1
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Hé théng GeneXpert Dx sir dung hé thong gia nhiét va tan nhiét bing quat mo-dun
I-CORE® dé thyc hién phan g chudi polymerase thoi gian thuc duoc dung dé khuéch
dai theo ham mii va phat hién trinh ty cia DNA hodc cDNA cua sinh vat dugc quan tam.

Phan tmg chudi polymerase 1a phuong phap khuéch dai 1am ting lwong cac ban sao dic
hiéu cta cac trinh tw DNA hoic cDNA. Phan tng chudi polymerase thoi gian thuc sir
dung huynh quang dé phat hién cac trinh ty dac hiéu va bao gém mdt co ché dé xac dinh
chu ky ma tai d6 DNA hodc ¢cDNA quan tim xuét hién trudc tién & cic ban sao c6 thé
danh gia duoc (dugc goi la ngudng chu ky).

Phan tng chudi polymerase bao gdm mét loat cac chu ky trong d6 DNA hoidc cDNA
duogc gia nhiét va ha nhiét ¢ nhiét d6 cu thé trong mot khoang thoi gian nhét dinh.

Sau phan Gmg Bién tinh ban dau (khi polymerase dugc ding dé khuéch dai DNA hoic
cDNA duoc kich hoat), mot chu ky xdy ra, dugc minh hoa 1a mdt qua trinh ba budce
bao goém:

1. Budc Bién tinh phan chia cac mach DNA.

2. Budc Gan mai trong d6 polymerase can mot doan mdi dé khuéch dai DNA. Poan
moi s€ gan két voi trinh ty DNA hodc cDNA néu bo sung.

3. Budc M@ rong, trong do cac mach DNA sé dugc mo rong.

Bién tinh ban dau Bién tinh
95°C 95°C
Mé& rong
72°C
Gan moi
120 giay 5 giay 60°C

10 giay

30 giay

Hinh 3-1. So d6 vi du vé Chu ky PCR cho mé-dun I-CORE gia nhiét va ha nhiét bang quat

(Khoang th&i gian cia nhiét do khong theo ty I€)

Huwoéng dan van hanh Hé thong GeneXpert Dx
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3.2 M6-dun GeneXpert

Chu ky PCR duoc lap so dd trong Hinh 3-1 biéu thi 40 chu ky duoc mo-dun I-CORE
thuc hién. Nhiét d6 bién tinh 13 95°C; nhiét d6 gin mdi 1a 60°C; va nhiét d6 mé rong la
72°C. M6-dun phai duy tri mdi mirc nhiét d6 nay trong mot khoang thoi gian cu thé, nhu
dugc trinh bay trong Hinh 3-1. Qua trinh bién tinh ban dau dién ra trong 120 gidy d6i
v6i mot chu ky. Cac budc bién tinh (5 gidy), gan mdi (30 gidy) va mé rong (10 gidy) sé
ludn phién lién tuc bén muoi lan trudc khi phan tng chudi polymerase hoan tat.

M&i mo-dun ciia may chira cac thanh phan sau ddy cho phép xir Iy mau tu dong trong
hop xét nghiém va nap hdn hgp miu — thude thir vao éng cho PCR:

. Co cau truyén dong van—Xoay than van hop xét nghiém dé xir Iy cac ngan chira
khac nhau trong hdp xét nghiém.

. Tay day pit tong—Phan phdi dung dich vao cac ngin chira khac nhau.
. Dau do siéu am—Ly giai miu (néu cb).
. Mé-dun I-CORE—Thuec hién khuéch dai PCR va phat hién.

Co ché nap va thao hop xét nghiém dam bao hop xét nghiém di chuyén ding cach trong
may. Ngoai ra, hé théng duoc thiét ké dé thuc hién tu kiém tra trude khi bat diu mdi xét
nghiém dé xac minh rang hé thong dang hoat dong ding cach.

3.3 HOp xét nghiém GeneXpert

Hop xét nghiém GeneXpert dung mot 1an chira mau va thude thir can xir 1y trong
GeneXpert Dx system. Mdi hop xét nghiém gdm cac thanh phan sau day (xem Hinh 3-
2):

«  Buong xt ly—Chtra mau, thudc thir, mau di xir Iy va dung dich thai. Mot budng
duogc chi dinh 1a budng khong khi dé can bang ap suit bén trong hop xét nghiém.

. Than van—Xoay va cho phép chat 1ong chay vao cac budng khac nhau va dén éng
phan tmg. Trong than van, mau bénh pham duoc phén 1ap, cic chit rc ché PCR
duogc loai bé va mau bénh phdm duoc ly giai bang siéu am (néu o). Sau khi dugc
xtr Iy, mau duoc tron voi cac thude thir PCR va duoc chuyén vao éng phan tmg
tich hop.

. Ong phan trng—Cho phép luan nhiét nhanh, ddng thoi kich thich quang hoc va phat
hién cac thanh phan cua 6ng. Ong phan tng duoc tw dong dwa vao mo-dun I-CORE
khi nap hop xét nghiém vao may.
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Hop xét nghiém duoc thiét ké dé chira thude thir co trong hop xét nghiém. D6 1a mot
mach hé théng kin.

Hop xét nghiém GeneXpert khong duoc cung cip kém theo hé thdng. Dé dat hang hop
xét nghiém danh riéng cho xét nghiém, hay lién hé voi Cepheid. Xem phan HS tro ky
thuat trong Loi noi dau dé biét thong tin lién hé.

Ong phan
Théan

van

Hinh 3-2. Cac thanh phan cta hop xét nghiém GeneXpert
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3.4 Mé6-dun I-CORE

Mo-dun I-CORE (Phan ing quang gia nhiét/giam nhiét thong minh, Intelligent Cooling/
Heating Optical Reaction) 1a thanh phan phan cimg trong mdi mo-dun may thyuc hién
khuéch dai PCR va phat hién huynh quang. Trong qua trinh nap hop xét nghiém, éng
phan g dugc dwa vao mo-dun I-CORE (xem Hinh 3-3). Hon hop méu va thube thu
dugc day tir hop xét nghiém vao dng phan tng. Trong qua trinh khuéch dai, bo gia nhiét
I-CORE néng 1én va quat 1am mat cac thanh phan trong 6ng phan tmg. Cac khdi quang
kich thich phan tir thudc nhudém va phat hién huynh quang phat ra.

Mé6-dun I-CORE (Mat bén) Quat

oy —

Hop xét nghiém

(T

! Pwa vao I-CORE
-

Ong phan rng

Bo6 gia nhiét

Ong phan rng

Khoi quang — (Bén trong 6ng I-CORE)

Hinh 3-3. Mé-dun I-CORE
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3.5

3.6

Co che gia nhiét va giam nhiét

Trong I-CORE, bd gia nhiét gdm c6 hai tim gém c6 do dan nhiét cao dé dam bao nhiét
d6 dong nhét va truyén nhiét nhanh (xem Hinh 3-3). Cc phan tir c6 dién trd cia b gia
nhiét duoc dua vao cac tim gém béng cong nghé mang day va moét dién trd nhiét duoc
gén truc tiép vao mdi tim s& theo doi nhiét d6 cua nd. Quat hiéu suit cao s& lam mat cac
thanh phan cua dng phan tng bang cach di chuyén khong khi xung quanh qua cac tim
gia nhiét. Trong qué trinh ludn nhiét, chwong trinh co s& clia may sé& kiém soat nhiét do
bén trong md-dun may. Chuong trinh co s& tich hop mot vong lap diéu khién dé dam
bao lam néng nhanh cac tim, dong thoi giam thiéu kha ning qua nhiét quanh nhiét do
dich mong muén.

Giai thich cac phwong phap thir nghiém

Hé théng GeneXpert st dung phan tmg chudi polymerase thoi gian thuc (PCR thoi gian
thuce) dé phat hién DNA cua sinh vat quan tam.

Phén tmg chudi polymerase thoi gian thuc 1a mot loai clia phan tmg chudi polymerase va
sir dung ciing phuong phap PCR, tirc 1a bién tinh, gan mdi va mé rong & cac khoang thoi
gian cy thé dé khuéch dai DNA. PCR thoi gian thuc sit dung huynh quang & dang thudc
nhudm hodc doan do xen ké& dé phat hién cac ban sao dugc khuéch dai cia DNA quan
tdm va dé truc quan héa ciing nhu giam sat san pham dugc khuéch dai theo thoi

gian thyec.

Trong PCR thoi gian thyc, cac doan mdi duge thiét ké dic biét dé bd sung cho DNA cua
sinh vat gén két véi DNA va kéo dai no. Vi du trong cong ngh¢ 5’-nuclease, doan do ma
¢6 thudc nhudm chi thi va chét gin hip thu gin vao né ciing bd sung cho DNA cua sinh
vat va lién két véi DNA xudi dong dén doan mdi. Poan mdi va doan do s& cho murc dic
hiéu cao hon dé xac dinh mot trinh tu cu thé cho sinh vat.

Khi mach DNA duoc mé rong, doan do bi pha huy, chét chi thi va chét gE'm hép thu bi
phan ly va tré thanh ty do trong dung dich. Tin hiéu huynh quang dugc phat hién va
tang cing v6i mdi 1an khuéch dai.

Chu ky phat hién duoc huynh quang sau khi tao ra sb ban sao du 16n caia DNA duoc
goi 1a ngudng chu ky (Ct). Pinh nghia co ban nhét vé ngudng chu ky 1a chu ky dau
tién trong d6 c6 sy gia ting dang ké vé& huynh quang cao hon huynh quang nén
(xem Hinh 3-4).

PCR thoi gian thyc tao ra dudng cong sinh truéng véi s6 chu ky trén truc x va huynh
quang trén truc y. Su gia ting huynh quang ty 1& thuan vé6i lugng san pham khuéch dai
duoc tao ra va co thé duoc st dung dé xac dinh nguong chu ky. Khi duong cong sinh
truong 6n dinh, no s& dat d&én diém cudi huynh quang ma tai d6 cac yéu té khac dang
gidi han toc d6. Néu khong phat hién duoc DNA cua sinh vat bang phan tung PCR thoi
gian thyc, duong cong sinh truéng sé phang.

3-6
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Hinh 3-4. Puwong cong khuéch dai va ngwdng chu ky (Ct)
3.7 Hé thoéng quang
Cac md-dun duoc sir dung cho ca hai loai 6 mau va 10 mau déu s dung ciing mét phan
ctmg. C6 thé hiéu chuan chung dudi dang 6 mau hodc 10 mau. GeneXpert Dx system co
thé c6 mo-dun sdu mau hodc chung c6 thé c6 moé-dun 10 mau. Hiy xem cac phan sau
day tuy thudc vao loai mo-dun duge lap dit trong hé thong:
«  Phan3.7.1, Mé-dun séu mau
«  Phén 3.7.2, M6-dun mudi mau
3.71 Mo6-dun sau mau
Trong I-CORE, hé théng quang gdm co hai khdi (xem Hinh 3-3):
«  Mé-dun bd kich thich sdu mau—Chura di-6t phat quang cuong d6 cao (LED) dé
kich thich phan tir thude nhudém chi thi.
. Mé-dun bd phat hién sau mau—Chta bo phat hién quang va bo loc silicon dé phat
hién sau dai pho.
Huwéng dan van hanh Hé thong GeneXpert Dx 3.7
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3.7.2

Lwuy

Cac khoi quang duogc dat bén trong I-CORE sao cho khau do cua chung dbi tiép véi cira
sO quang ctia 6ng phan g, cho phép kich thich va phat hién phat xa ciia hon hop phan
mg. Bing cach sir dung cac doan do dugce danh diu bang cac thubc nhudém chi thi
huynh quang khac nhau, ¢ thé phat hién dong thoi t6i da sau dich trong mot dng phan
tmg don 1¢. Quang phé phat xa ctia thuéc nhudém huynh quang c6 thé chong 1én nhau va
mot thube nhudm cu thé c6 thé tao ra tin hiéu & nhiéu kénh. Dé bu cho phan chéng chéo
quang phd, hé théng sir dung thuat toan hiéu chuén va phan tich dit liéu thich hop dé xéac
dinh ndng do cua timg thudc nhudm chi thi. Bang 3-1 cho thdy dai quang phd kich thich
va phat hién cho sau kénh.

Bang 3-1. Pham vi kich thich va phat xa cia mé-dun GeneXpert (6 mau)

Kénh quang Kich thich (nm) Phat xa (nm)
1 375-405 420-480
2 450-495 510-535
3 500-550 565-590
4 555-590 606-650
5 630-650 665-685
6 630-650 >700

Mo-dun mwoi mau

Cac mo-dun mwdi mau yéu cdu phadn mém GeneXpert Dx phién ban 6.2 tré [én. Néu ban can bét
ky sw hé tro ndo, vui long lién hé véi trung tam Cepheid Technical Support & khu vy cha ban.

Trong I-CORE, hé thdng quang gdm c6 hai khdi (xem Hinh 3-3):

. Mé-dun bo kich thich mwi mau—Chira di-6t phat quang cuong do cao (LED) dé
kich thich phan tir thudc nhudm chi thi.

. Mé-dun bd phat hién mwoi mau—Chira bo phat hién quang va bo loc silicon dé
phat hién mudi dai phé.
Cac khéi quang dugc dit bén trong I-CORE sao cho khau d6 cia chung déi tiép véi cira
sO quang ctia Ong phan tmg, cho phép kich thich va phat hién phat xa ctia hon hop phan
ung. Bang cach st dung cac doan do dugc danh dau bang céc thude nhudm chi thi
huynh quang khac nhau, c6 thé phat hién dong thoi toi da mudi dich trong mot dng phan
tmg don 1é. Quang phd phat xa ctia thudc nhuém huynh quang c6 thé chong 1én nhau va
mot thude nhudm cy thé co thé tao ra tin hidu & nhiéu kénh. D& bu cho phan chong chéo
quang phod, hé théng str dung thuat toan hiéu chudn va phan tich dit liéu thich hop dé xac
dinh ndng d¢ cua timg thuéc nhudém chi thi. Bang 3-2 cho thdy dai quang phd kich thich
va phat hién cho mudi kénh.
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Bang 3-2. Pham vi kich thich va phat xa cia moé-dun GeneXpert (10 mau)

Kénh quang Kich thich (nm) Phat xa (nm)
1 375-405 420-480
2 450-495 510-535
3 500-550 565-590
4 555-590 606-650
5 630-650 665-685
6 630-650 >700
7 450-495 565-590
8 500-550 606-650
9 450-495 606-650
10 500-550 >700

3.8 Hiéu chuan hé théng

Dién tré nhi€t trong buéng phan ng nhiét duoc hi¢u chuin dén +£1,0°C theo tiéu chuin
c6 thé truy nguyén ciia Vién Tiéu chuan va Cong nghé Qudc gia Hoa Ky (NIST). Trong
qué trinh san xuét, nhiét do cta hé théng gia nhiét dugc do ¢ hai nhiét do: 60°C va
95°C. Cac hé sb hiéu chuén hiéu chinh céac sai s6 nho trong chi s6 dién tré nhiét tho
cua bd gia nhiét dugc luu trit trong b nhé cua mdi mo-dun I-CORE.

Hé théng quang dugc hiéu chudn bang cach st dung ndng do tiéu chuén cua ting doan
oligo thuéc nhuém huynh quang khong gin chat hap thu. Pdi véi mdi kénh quang, tin
hiéu do mot 6ng don 1¢ tao ra (tin hi¢u tréng) duoc trir tir tin hiéu thd do miu chuin
doan oligo — thudc nhudm tao ra dé xac dinh cac dic diém quang phé. Viée st dung dac
diém quang phd riéng biét cta cac doan oligo — thudc nhudm tinh khiét c6 thé phan giai
tin hiéu tr mot hon hop doan oligo — thubc nhudém khong xac dinh thanh tin hi€u chinh
xac cho timg doan oligo — thudc nhudém trong hdn hop do.
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m hiéu qua va théng so ky thuat

D>

Chuong nay trinh bay cac dic diém hiéu qua va thong sé k¥ thuat cia GeneXpert Dx
system. Cac chu dé nhu sau:

Phén 4.1, Phan loai may

Phan 4.2, Thong s6 k¥ thuét chung

Phan 4.3, Thong s méi trudng hoat dong

Phan 4.4, Diéu kién méi truong—Bao quan va van chuyén
Phan 4.5, Ap suit am thanh

Phan 4.6, Luat phap ctia Lién minh Chau Au

Phan 4.7, Bang tén va ndng do ctia chat nguy hiém

Phan 4.8, Thong tin tiéu thu nang luong ciia san pham

Phén 4.9, Cong sut nhiét

4.1 Phan loai may

GeneXpert Dx system la:

Mot may thuoc nhém Thiét bi Coéng nghi¢p, Khoa hoc, Y té (ISM), co6 kich thuéce
trung binh, dé str dung trong cong nghiép va xét nghiém.

Puogc thiét ké dé van hanh mot chd.
Pugc thiét ké dé sir dung trén toan thé gidi.

Puoc ding dé danh gia vat liéu sinh hoc da qua xtr Iy.
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4.2
4.2.1

Théng so6 ky thuat chung

Théng sé6 ky thuat chung cho may GeneXpert R1

Miay GeneXpert R1 c6 cac thong sé ky thuat sau:

. Kich thwée va trong luwgng:

Bang 4-1. Kich thwéc va trong lwong

May Chiéu rong | Chiéu cao Do sau  |Trong lwong
GX-l R 10,8 cm 34,29 cm 34,29 cm 8,16 kg
@,2inch) | (13,5inch) | (13,5inch) | (18 1b)
29,8 cm 35,6 cm 31,1 cm 12 kg
CX-VR1 | 4175inch) | (14inch) | (1225inch) | (26 Ib)
53 cm 76 cm 38 cm 57 kg
CXXVIRT 1 51 inch) (30 in) (15 in) (125 Ib)

«  Ngudn dién: Ty dong diéu chinh pham vi

. Pham vi dién ap AC dinh mire: 100240 V~, 50-60 Hz

. Dao ddng ngudn dién chinh: Lén dén £10% dién 4p danh dinh

. Qua ap thoang qua: Lén dén 2.500 V dinh (chiu xung loai IT)

. Pinh mirc cau chi va dong di¢n dinh mirc:

Bang 4-2. Pinh mirc cau chi

va dong dién dinh mirc

May Dong dién dinh murc Pinh mirc cau chi
GX-I1 R1 1,5 Atai 100 V~, 0,75 Atai 200 V~ | 250 V~ T2A (IEC 60127 loai tré thdi gian)
GX-IV R1 1,9 A tai 100 V~, 0,95 A tai 200 V~ | 250 V~ T3A (IEC 60127 loai tré th&i gian)
GX-XVI R1 8,24 A tai 100 V~, 4,12 A tai 200 V~ | 250 V~ T6,3A (IEC 60127 loai tré thdi gian)

4-2
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4.2.2

Miay GeneXpert R2 c6 cac thong sé ki thuat sau:

. Kich thwée va trong luwgng:

Bang 4-3. Kich thwéc va trong lwong

Théng sé ky thuat chung cho may GeneXpert R2

May Chiéuréng | Chiéucao | Désau [Trong lwong
GX{ R2 (3?,;1 iﬁz:nh) (:i%?n(c::?) (121?'77i§g;1) é II(g)
GX-lIR2 (éfsf?ni"ﬁ) (132?'17iﬁrcnh) (121?‘7752:1) (612 :(bg)
GX-IV R2 (121?’12"?:;,) (31%?“(;?) (121?'77;&) 1(;54 IE?
OXXVIRZ | i) | seinay | (153 me | (1251

«  Ngudn dién: Ty dong diéu chinh pham vi

. Pham vi dién ap AC dinh mire: 100240 V~, 50-60 Hz

. Dao ddng ngudn dién chinh: Lén dén £10% dién 4p danh dinh

. Qua ap thoang qua: Lén dén 2.500 V dinh (chiu xung loai IT)

. Pinh mirc cau chi va dong di¢n dinh mirc:

Bang 4-4. Dinh mirc ciu chi va dong dién dinh mdrc

May Dong dién dinh mirc Pinh mirc ciu chi
1,5 A tai 100 V~
GX-l1 R2 (CoNng suét bd chuyén déi AC 2,5 A Cau chi khong stra dwoc
tai 24 Vdc)
1,5 Atai 100 V~
GX-Il R2 (CoNng suéat bd chuyén déi AC 2,5 A Cau chi khong stra dwoc
tai 24 Vdc)
. 250 V~ T3A
CX-IVR2 1.4 Atai 100V (IEC 60127 loai thoi gian tré)
. 250 V~ T6,3A
CX-XVIR2 6,16 Atai 100 V (IEC 60127 loai thoi gian tré)
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4.3 Thoéng s6 moi trwwdng hoat ddong
Phong xét nghiém ctia ban phai dap tng cac yéu cau sau:
. M0oi truwdng chung: Chi trong nha
. Mirc d 6 nhiém: 2
. Nhiét d¢ hoat dong: 15-30°C
. Do am twong doi: 10%-95%, khong ngung tu

Dit GeneXpert Dx system cach xa cac 6ng dan nhiét va diéu hoa khong khi. Khong dit
may ngay dudi 16 thong hoi hodc dudi anh sang mit troi truc tiép. Ludn dong ctra mo-
dun cua may khi khong st dung.

4.4 Diéu kién méi trerng—Bao quan va van chuyén
Céc diéu kién bao quan can thiét nhu sau:
«  Nhiét d9: —30°C dén +45°C
« P am: D6 am twong ddi 0%-95%, khong ngung tu

4.5 Ap suat am thanh

Céc thong sb 4p sudt 4m thanh nhu sau:
«  Pham vi ap sudt Am thanh nghe dwoc: < 85 dB (mirc tham chiéu 20 pPa)

. Ap suét 4m thanh siéu 4m tir 20 kHz dén 100 kHz: < 94,5 dB (mirc tham chiéu
20 pPa)

. Ap suit 4m thanh t6i da: Chira trong cac dai mot phin ba octave 40 kHz
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4.6 Luat phap cua Lién minh Chau Au

4.7

Céc hé thong GeneXpert Dx di dugc thiét ké va thir nghiém dé phu hop véi cac yéu cau
ctia cac Chi thi va Quy dinh hién hanh cta Lién minh Chau Au. Tuyén bb hop cach co

thé duoc cung cdp cho khach hang bang cach lién hé H tro k¥ thuat cua Cepheid. Xem
muc HO trg k¥ thuat trong Loi noi dau dé biét them thong tin.

Bang tén va nong dd cta chat nguy hiém

Tén san pham: Hé thong GeneXpert Dx
Mi model san pham: GX-I R2, GX-II R2, GX-IV R2, GX-XVI R2

Tén thanh phan

Tén chéat nguy hiém

(Pb)

(Ho)

(Cd)

(Cr®)

(PBB)

(PBDE)

Hop xét nghiém GeneXpert (0]

dung mét lan

0]

0]

0]

0]

0]

Cum cap phu

B phan nhya

Kim loai tAm

Phan ctrng (Oc vit, bu l6ng, v.v.)

Cum cép ngudn phu

Cum bang mach in

xX|o|o|o|o]o

DBA4u phat siéu am Piezo X

(o] No) Ko} No) Ko) No] Ne)

(o] No) No) Neo) Ko) Nol Ne)

(o] No) No} No) Ko) No] Ne)

(o] No] ko] No) No) No) Ne)

(o] o] ko] No) No) No) Ne)

Bang nay dwgc lap theo cac quy dinh clia SJ/T 11364-2014
O: Cho biét cac chat doc hai hodc nguy hidm co trong tt ca cac vat liéu ddng nhét cho bd phan nay thdp hon yéu cau gidi han

trong GB/T 26572.

X: Cho biét cac chat ddc hai hodc nguy hiém c6 trong it nhat mot trong cac vat liéu ddng nhat dwoc st dung cho bd phan nay vuot
qué yéu cau giéi han trong GB/T 26572.

4.8 Thong tin tiéu thu ning lwong cua san pham

Mcrc tiéu thu
Ma dinh danh Hang tiét nang lwong
Tén nha cung model nha cung kiém nang Mtrc tiéu thu dién & héng nam Mtrc tiéu thu dién
cap cap lwong ché do bat (W) (KWh) & ché do cho (W)
Cepheid GeneXpert GX-I G 61 263 58
Cepheid GeneXpert GX-II G 85 372 71
Cepheid GeneXpert GX-IV G 100 489 83
Cepheid GeneXpert GX-XVI G 270 1.168 170
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4.9 Céng suat nhiét

. Ma dinh danh rpodel
Tén nha cung cap nha cung cap BTU/gio»
Cepheid GeneXpert | R2 208
Cepheid GeneXpert Il R2 290
Cepheid GeneXpert IV R2 341
Cepheid GeneXpert XVI R2 921
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5 Hwéng dan van hanh

Chuong nay giai thich cach st dung GeneXpert Dx system dé chay xét nghiém chin
doan in vitro (IVD) va quan ly dir liéu két qua. Cac cha dé nhu sau:

«  Phan 5.1, Quy trinh cong viéc dién hinh

+  Phan 5.2, Bit dau

. Phan 5.3, St dung ctra s6 hé théng

. Phan 5.4, Kiém tra danh sach cac dinh nghia xét nghiém co san
. Phan 5.5, Sir dung may quét ma vach

. Phan 5.6, Tao mot xét nghiém

. Phan 5.7, it cdu hinh tinh ning an két qua

. Phan 5.8, Nap hop xét nghiém vao mot moé-dun trén may
«  Phan 5.9, Bit diu xét nghiém

. Phan 5.10, Theo d&i qua trinh xét nghiém

. Phan 5.11, Dung mot xét nghiém dang thuc hién

. Phan 5.12, Xem két qua xét nghiém

. Phan 5.13, Chinh sira thong tin xét nghiém

. Phan 5.14, Tao béo céo két qua xét nghiém

. Phén 5.15, Xuit két qua xét nghiém

«  Phan 5.16, Tai két qua xét nghiém 1én may chu

«  Phén 5.17, Quan ly dir lidu két qua xét nghiém.

. Phan 5.18, Thuc hién céc tac vu quan ly co sé dir ligu

. Phan 5.19, X6a hoan toan xét nghiém khoi co so dit li€u
. Phan 5.20, Xem va in b4o céo

«  Phén 5.21, Hoat dong vé6i két ndi may chu

. Phan 5.22, Hoat dong voi két ndi Cepheid Link

. Phan 5.23, Thong tin hé théng
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Dich vu hé trr cho Windows 7 két thuic vao ngay 14 thang 1 nam 2020. Microsoft khéng con
cung cap cac ban cap nhat bao mat hoac hé tro’ ky thuat cho hé diéu hanh Windows 7 niva.
Ban can phai nang cip ngay Ién hé diéu hanh mé&i hon, chidng han nhw Windows 10

Quan trong Vui long lién hé tai https://www.microsoft.com/en-us/microsoft-365/windows/end-of-

windows-7-support dé biét théng tin hé tro cho Windows 7.

Ngoai ra, vui long lién hé v&i bo phan Hb tro ky thuat ctia Cepheid tai dia phwong néu ban c6
thac méc vé viéc str dung Windows 7.

5.1 Quy trinh céng viéc dién hinh

Bang 5-1 trinh bay quy trinh cong viéc dién hinh dé xu Iy miu bénh pham bang cach sir
dung GeneXpert Dx system.
Bang 5-1. Quy trinh céng viéc dién hinh dé xr ly mau xét nghiém

Bwéc Nhiém vu Phan

1. Khé&i dong Hé théng GeneXpert Dx. Phan 5.2.3

2. Thwe hién cac nhiém vu quan ly co s& di liéu. Phan 5.18

3 )}fé?nr:gt;?éiqaagjig:.ca'c xét nghiém cé san. Nhap cac tép dinh nghia Phan 5.4 va Phan 2.16

4. | Chuan bi hdp xét nghiém GeneXpert danh riéng cho xét nghiém. Xem TG hudng dan st dung
di kem v&i hdp xét nghiém.

5. | Tao mot xét nghiém. Phan 5.6

6. Nap hop xét nghiém vao mot mé-dun trén may. Phan 5.8

7. | Bat ddu xét nghiém. Phan 5.9

8. | Theo dbi tién trinh xét nghiém. Phan 5.10

9. | Xem két qua xét nghiém. Phan 5.12

10. | Tao bao céao két qua xét nghiém. Phan 5.14

11. | Xuét két qua xét nghiém. Phan 5.15

12. | Quan ly di¥ liéu két qua xét nghiém. Phan 5.17

Huwoéng dan van hanh Hé thong GeneXpert Dx
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5.2 Bat dau

Phan nay mo ta cac nhiém vu co ban cua hé¢ théng.
. Phan 5.2.1, Bat va tit nguon may

«  Phan 5.2.2, Bat may tinh

. Phan 5.2.3, Khoi dong phan mém

Phén 5.2.4, Pang nhap khi phan mém dang chay
«  Phin 5.2.5, Dang xuit
Phén 5.2.6, Thay d6i mat khau

5.2.1 Bat va tat nguén may

Phai bat ngudn may GeneXpert trwéc khi khdi ddng phan mém GeneXpert. Néu khéng bat ngudn

Lruy may trwéc thi phan mém sé& khdng nhan ra may dé.

Cong tac ngudn nam ¢ phia dudi, dang sau may. Tu mat trudc ciia may, co thé tiép can
cong tac tr mot trong hai bén.

Dé bat (cac) may, hily nhin cong tic dé cong tic chuyén sang vi tri bat (]). Pén nhé mau
lam & phia trudc may sé sang.

Dé tit (cac) may, hiy nhin cong tic dé cong tic chuyén sang vi tri tit (O).

Quan trong Cepheid khuyén nghi tat nguén may va may tinh it nhat mot 1an méi tuan.

5.2.2 Bat may tinh

Sau khi cai dat may tinh GeneXpert Dx system, hdy bat may tinh va dang nhap vao may
tinh theo quy trinh sau.

1. Béat may tinh GeneXpert Dx system.
2. Cho hé théng khai dong.
Trén Windows 7, man hinh Tai khoan Windows xut hién. Xem Hinh 5-1.

Trén Windows 10, man hinh Tai khoan Windows xuét hién. Xem Hinh 5-2. Nhip
vao vi tri bat ky trén man hinh d€ hién thi man hinh Tai khoan va Mat khau
Windows. Xem Hinh 5-1.
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Cepheid-Admin

Hinh 5-1. Man hinh Tai khoan Windows 7

11: 44

Monday, January 27

Hinh 5-2. Man hinh khéa Windows 10

3. Trén man hinh Tai khoan Windows, chon tai khoan nguoi dung Cepheid-Amin
(xem Hinh 5-1 va Hinh 5-4).
«  Trén Windows 7, man hinh M4t khau Windows xut hién. Xem Hinh 5-3.
«  Trén Windows 10, truong mat khau tai khoan nguoi diung Cepheid xuat hién.

Xem Hinh 5-4.

May tinh GeneXpert Dx system dugc dit ciu hinh vé6i hai tai khoan Windows. Tai
khoan Cepheid-Admin danh cho cac tac vu quan tri vién nhu cdp nhat phan mém,
cau hinh h¢ thong va van hanh thong thuong; con tai khoan Cepheid-Techsupport
chi dugc st dung bdi Cepheid Technical Support. Xem Hinh 5-1 va Hinh 5-4.
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Than trong _ _ _ _
Ban phai dang nhap bang tai khoan Cepheid dworc dat cau hinh san. Néu ban dang nhap
& bang tén ngwi duing va hé so khac, cai dat quan ly dién ning sé khéng chinh xac.
Hinh 5-3. Man hinh Mat khau cua Windows 7
Cepheid-Admin
Cepheid-Admin
Cepheid-Techsupport
Hinh 5-4. Man hinh Tai khoan va Mat khau cua Windows 10
4.  Trén man hinh M4t khau Windows (xem Hinh 5-3 va Hinh 5-4), hiy nhap mat khau
do quan tri vién hé thong cua ban chi dinh.
Huwéng dan van hanh Hé thong GeneXpert Dx 5.5
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Than trong
- Khéng thay déi hé so nguei dung Cepheid. Viéc thay déi hd so c6 thé gay mat dir liéu trong
A

qua trinh xét nghiém.

5.2.3 Khé&i dong phan mém

Ludn bat may trudc khi khéi dong phdn mém.

Leuy Ludn két thic phién hoat déng clia phdn mém trwéc khi tat may.

Phan mém GeneXpert Dx tir dong khoi dong sau khi ddng nhap vao Windows. Néu dong
phan mém GeneXpert Dx theo cich thu cong, c6 thé khoi dong phan mém theo mot
trong hai cach:

1. Trén man hinh nén Windows, hdy nhép dup vao biéu tuong GeneXpert Dx.
Xem Hinh 5-5.

Hinh 5-5. Biéu twong 16i tat Hé théng GeneXpert Dx
hodc
Trén thanh tac vu Windows, hiy nhép vao biéu twong Windows, roi chon Tat ca
chwong trinh (All Programs) > Cepheid > GeneXpert Dx.
2. Man hinh Ping nhap (Login) xuét hién.
MGéi 1an khéi dong phan mém, hop thoai Ping nhap (Login) s& xuét hién va yéu ciu
nhép tén nguoi dung va mat khau (xem Hinh 5-6). Trong hép Tén ngwéi dung
(User Name), hiy nhap tén ngudi ding GeneXpert Dx cua ban. Trong hop Mat khau
(Password), hay nhap mat khau ctia ban. Nhap vao OK dé dang nhéap va khai dong
phan mem.

r hl
n Login - @

- =

User Name |basict ]

Password |eeeeesd| I

OK | Cancel

Hinh 5-6. Hop thoai BPang nhap
Ctra s6 Hé théng GeneXpert Dx hién thi. Xem Hinh 5-7.
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Phan mém GeneXpert Dx chay trén Windows 7 va Windows 10. Cac man hinh minh hoa trong sach
Lwuy hwéng dan nay la tir phan mém GeneXpert Dx chay trén Windows 7. Cac man hinh cho phan mém
GeneXpert Dx chay trén Windows 10 sé twong tw nhw vay.

Néu hdp thoai Login (Pang nhap) khéng xuét hién trong khi kh&i dong phan mém, héy lién

Quan trong hé véi quan tri vien GeneXpert Dx system cua ban.
Néu quén !nét khau va bi khoa, ban c6 thé lién hé véi quan tri vién ctia minh va yéu cau dit
Lwu y lai mat khau. Tinh ning khéa bao mat sé tam th&i khéa ban khoi hé théng trong mét khoang

th&i gian (15 dén 60 phut, tuy thudc vao cai dat ctia quan tri vién). Ban cé thé giam th&i gian
ch& doi bang cach yéu ciu quan tri vién dat lai mat khau.

‘@enean® Dx S
User Data Management Reports Setup Maintenance About User Administration Usei
ll_;o, (Qi @ @' ® A ]
&. \; ‘ — (' N
Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules : Tests Since Launch
flodwe | assay l SamPle | progress ’ Status ‘ o en = ‘ User ’ Result | Assay ‘ Status‘ L =
Al Available
A2 Available:
A3 Available
Ad Available:
Hinh 5-7. Ctra sé Hé thong GeneXpert Dx
HAu hét cac man hinh hién thj trong sach hwéng dan nay 1a man hinh 1am viéc khi ding nhap béng
L . ngudi dung chi tiét. Viéc dang nhap ngudi dung co ban sé& dwoc minh hoa khi can thiét dé hién thi
wuy z P n
nhirng man hinh lién quan dén nguwdi dung cu thé dod, va viéc dang nhap nguwoi dung quan tri vién
sé dwoc minh hoa khi can.
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5.2.3.1

L&i nhac quan ly co sé& dir liéu

1.

Néu hop L&i nhdc quan ly co’ s& div liéu (Database Management Reminders)
trén hop thoai Cdu hinh hé théng (System Configuration) (xem Hinh 2-77) khong
duogc chon, thi hdp thoai Quan ly co s¢ dit liéu (Database Management) (xem

Hinh 5-8) s& khong xudt hién va khong can thuc hién hanh dong nao lién quan dén
co so dit lidu. Phdn mém sé tiép tuc tai va ban c6 thé chuyén toi Phan 5.2.3.2 dé tiép
tuc trinh ty khéi dong.

hoac

Néu hop Loi nhac quan ly co sé div liéu (Database Management Reminders)
trén man hinh hop thoai Cau hinh hé thong (System Configuration) (xem Hinh 2-77)
dugc chon thi hop thoai Quan 1y co so dir liéu (Database Management) (xem

Hinh 5-8) s& xuét hién & du cira s6 Hé théng GeneXpert Dx, hdi ban co mudn

thyc hién cac nhiém vu Quan 1y co s¢ dir liéu hay khong.

Database Management &

’?‘ Do you want to perform Database Management tasks?

[Fex] [

Hinh 5-8. HOp thoai Quan ly co s& dir liéu

A. Néu ban nhap vao Khéng (No) trén hop thoai Quan Iy co s& dit liéu (Database
Management) (xem Hinh 5-8). Phin mém GeneXpert Dx tiép tuc tai va ban co
thé tiép tuc dén Phan 5.2.3.2.
hoac

B. Nhip vao C6 (Yes) trong hop thoai Quan Iy co s& dir liéu (Database
Management) (xem Hinh 5-8) va ban s€ dugc yéu cau chon tac vu can thuc
hién (xem Hinh 5-9).

Lwuy

Tuy thudc vao déc quyén clia nguwdi dung, tat ca (hodc mot sb) tly chon trong bén tiy chon ctia hdp
thoai Quan ly co s& di¥ liéu (Database Management) c6 thé khéng hién thi. Xem Hinh 5-9.
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302-8378-VI, Ban sra d6i C 2023-07



Hwéng dan van hanh

[ E Database Management ﬁ

\ Select task, click [Proceed] to continue.

(# Database Backup

{_ Database Restore

{_» Compact Database

Cancel Proceed

Hinh 5-9. Hop thoai Quan ly co s& dir liéu

3. Chon nit ap dung cho cac nhiém vu quan 1y co s dit liéu mong mudn (tirc 12 Sao
Iwu co sé& dir liéu (Database Backup), Khéi phuc co’ s& div liéu (Database
Restore) hoic Nén cor s& div liéu (Compact Database)).

Xem Phan 5.18, Thuc hién céc tac vu quan Iy co s dit liéu dé biét chi tiét vé cach
thyc hién ting tac vu quan ly co so dir liéu.

4. Nhéap vao nit Tién hanh (Proceed) (xem Hinh 5-9) dé bit ddu thuc hién nhiém vu
quan 1y co sé dit liéu mong mudn.

5. Khi nhiém vy quan 1y co s¢ dir li€u hoan tat, mot hdp thoai xac nhan sé xuét hién.
Nhip vao OK, sau d6 nhip vao nut Hay (Cancel) trong hop thoai Quan 1y co so dit
li¢u (Database Management).

Hop thoai Quan 1y co s¢ dit liéu (Database Management) bién mat khoi ctra s6 Hé
thong GeneXpert Dx. Tiép tuc véi Phan 5.2.3.2.

5.2.3.2 L&i nhac qua han lwu triv
Néu mét luu trit chua qua han hodc néu mot cai dat lwu trir trong Hinh 2-77 duoc dit 1a
Thua coéng (Manually) thi Hinh 5-10 s& khong xuat hién va ban c6 thé chuyén ngay t6i
Phan 5.3.
Néu moét luu trir qua han thi hop thoai Loi nhic luu trir xét nghiém (Test Archive
Reminder) s& xuit hién (xem Hinh 5-10).

Test Archive Reminder ﬁ

@ﬂ Archive is overdue. Do you want to archive now?

Yes No

Hinh 5-10. Hop thoai L&i nhac lwu triv xét nghiém
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Néu ban khong mudn luu trix, vui long nhip vao Khéng (No) trong hop thoai Loi nhéc

luwu trit xét nghiém (Test Archive Reminder) (xem Hinh 5-10). Tiép tuc trinh ty khoi
dong ma khong luu trit, trong Phén 5.3.

hoac

Néu ban mudn lwu trir, hiy nhip vao C6 (Yes) trong hop thoai Loi nhéc luu trir xét
nghiém (Test Archive Reminder) (xem Hinh 5-10) dé tiép tuc trinh ty khoi dong ma co
lwu trit. Man hinh Chon (c4c) xét nghiém can luu trir (Select Test(s) To Be Archived)

xuét hién. Xem Hinh 5-11.

[] Cloak IDs
7] Purge Selected Tests from List After Archiving (Recommended Monthly)
Sample Module Error Start
Patient ID = oy User Result Assay staus | oo =7
[0 |H112874895762R |SD142231 A1 Detail User  |[ERROR Xpert BCR-ABL Monitor IS |Aborted  [Error 01/08/19 12:41:13 |=
[0 |H112874895762R |SD142231 A1 Detail User  INEGATIVE Xpert CDIFFICILE |pone |0k 01/08/19 12:38:42
[0 |H351890382682T |HGE56788 K3 Detail User  |HIV-1 DETECTE..|HIV-1 QuantlUOCE  [Done  [oK 01/08/19 15:47:13
[J |negative control |negative control K4 Detail User  |HIV-1NOTDET... |HIV-1QuantlUOCE  |Done  |OK 01/08/19 15:45:43
[0 |H351890386682R |FT343558 K2 Detail User  |HIV-1DETECTE..|HIV-1QuantlUOCE  |Done  |oK 01/08/19 15:42:27
[0 |Ha51800382682T |HGES6788 A2 Administration ... HIV-1 DETECTE... HIV-1QuantlUOCE  |Done |0k 01/08/19 14:57:16
[0 |H3speto3sess2rR |Fr3sass7 A3 Administration ... HIV-1 DETECTE... HIV-1QuantlUOCE  |Done |0k 01/08/19 14:55:27
[ #H551800377714R |HA245614 A1 Detail User  |[ERROR Xpert CDIFFICILE [Done  |Error 01129119 15:56:42
H351890377714R  HA245621 Al Detail User NO RESULT Xpert CDIFFICILE Done Load Error 01/29/19 15:56:42
[J |H351875882682R |TT555698 B3 Basic User ERROR (HIV-1 Quant IUO CE Aborted  |Error 02/16/19 14:57:38
[0 |H351890382682R |TG478589 B2 Administration .. HIV-1 NOT DET... [HIV-1QuantlUOCE  |Done  [oK 02116119 14:52:39
[J |H351890345682R |CR538763 B4 Administration .. MTB NOT DETE... Xpet MTB-RIFUSIVD  |Done  [oK 02116119 13:39:27
[0 |H39590382682R  |KW630987 B3 Administration ... MRSA NEGATIV... [Xpert SA Nasal Complet.. Done  [0K 02/16/19 13:38:00
| [0 |H351873382682R |GH487365 A3 Administration ... MRSA NEGATIV... [Xpert SA Nasal Complet..[Done  |0K 02/16/19 13:36:08
[0 |H351898782682R |SR543267 A2 Administration ... MRSA POSITIVE... Xpert SA Nasal Complet.. Done  [0K 02116119 13:34:19 |_|
1 liinsa an_nui4ccenz nn A i MOCA MCAATIL  [Voad 04 Manale n A nnsacr40 49:90.97 L X
select Deselect Select Deselect G e
Al Al Highlighted Highlighted Archive
[ |
I
ok | [ cancel |
N ~ ~ ra ra =n A ~
Hinh 5-11. Man hinh Chon (cac) xét nghiém can lwu triv
bé luu trir xét nghiém, hay thuc hién Budc 2 dén Bude 7 cua quy trinh trong
Phan 5.17.1, Luu trir xét nghiém. Khi ban luu trit xong, hay ti€p tuc véi Phan 5.3.
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5.2.4

Lwuy

DPang nhap khi phan mém dang chay

Néu mét nguoi dung khac da dang nhdp vao hé théng thi khong can dang xudt nguoi
dung d6 trudce khi dang nhap. Pé dang nhap vao phan mém khi phan mém dang chay:
trén trinh don Ngwoi dung (User), hiy nhip vao Dang nhap (Login). Xem Hinh 5-12.
Nhap thong tin ctia ban vao hdp thoai Pang nhap (Login) (xem Hinh 5-6). Ban s€ dugc
dang nhap vao hé théng va ngudi ding kia s& dugc ty dong ding xuét.

Néu quén mat khdu va bj khéa, ban cé thé lién hé véi quan tri vién ciia minh va yéu cau dat
lai mat khau. Tinh ning khoéa bao mat sé tam thoi khéa ban khéi hé théng trong mét khoang
thi gian (15 dén 60 phut, tuy thudc vao cai dat ctia quan tri vién). Ban cé thé giam thoi gian
ch& doi bang cach yéu ciu quan tri vién dat lai mat khau.

Logi

Change Password
Logout

Exit

r
m Gen ® Dx System
D anagement Reports Setup Maintenance About

|5

= |2 [t

User Detail User]

Check Status Stop Test Define Assays

Modules : Tests Since Launch
l:‘:::': ‘ Assay ’ Sa:gple Progress Status ‘ ?’Z:ta‘ll':lr:‘g Sa:gple Nl:?nde User ‘ Result Assay ’Status s’i:‘z; gt:‘: |
Al Available
A2 Available
A3 Available
A4 Available

Hinh 5-12. Menu Ngw&i dung (BPang nhap)
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5.2.5 BDang xuat

Céch dang xuét khoi phdn mém: trong cira s6 Hé thong GeneXpert Dx, trén menu
Ngwoi dung (User), hiy nhap vao Dang xuat (Logout). Xem Hinh 5-13.

n Gene! € Dx System . ‘ == %‘
User ta Management Reports Setup- Maintenance About - User Detail User‘
Login ~ ~-D
Change% Ej ® f\,\/ ; oy
Logout N Al ® L iy

Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules ; Tests Since Launch
MOWe | pssay | SUPR | progress | satus | Remamng | | Sample | Mot | yeor | osut | Assay |stats| ETOT| Srt |
Al Available 2
A2 Available
A3 Available
[ a1 | Available
Hinh 5-13. Menu Ngwi dung (Pang xuét)
Ctra s6 Hé thdng GeneXpert Dx hién thi Da dang xuat ngwoi dung (User Logged
Out). Ban nén dang xuat néu roi khoi hé thong trong mot khoang thoi gian dai. Viéc
dang xuat s€ ngdn phan mém ghi lai cac hoat dong cua nguoi dung khac trong tai khoan
cua ban.
Lwu ¥ Néu ban dang xuét trong khi dang tién hanh mot xét nghiém, hé théng sé& hoan tt xét nghiém d6 va
y Iwu két qua.
5.12 Huwoéng dan van hanh Hé thong GeneXpert Dx

302-8378-VI, Ban sira d6i C 2023-07



Hwéng dan van hanh

5.2.6 Thay déi mat khau

Quan trong Dé duy tri tinh bao mat cuia hé théng, ngwoi ding nén déi mat khau 90 ngay mét lan.

Lwuy Nguwoi ding tir xa sé& khéng dwoc nhic dbi mat khau.

Cepheid khuyén nghi nguoi dung ddi mét khau 90 ngay mot 1an dé bao vé danh tinh cta
ho trén GeneXpert Dx system. T6 chirc cua ban c6 thé c6 cac yéu cau bo sung doi voi
viéc doi mat khau. Hay tuan tha cac chinh sach cta to chitc vé mat khau. Cach doi mat
khau phan mém GeneXpert Dx cua ban:

1. Trong ctra s6 Hé théng GeneXpert Dx, trén menu Ngwéi dung (User) hay nhap vao

D6i mat khau (Change Password). Xem Hinh 5-14. Hop thoai Pdi mat khau
(Change Password) hién thi (xem Hinh 5-15).

V4
n Gen, rt® Dx System ‘ = |[= i&
User Data Management RBaports Setup‘ Maintenance AbouT - - - ; - User Detail Usell;
Login - /
W N A
Change Password (O*i ’ (2) \ 2
v
Logout "
Exit Check Status Stop Test View Results Define Assays Defi phs Maintenance
Modules b Tests Since Launch
Module Sample Remaining Sample Mod Error Start
Name Assay ’ D Progress Status I TestTime | D ’ Nans User | Result Assay ’Slatus Status Date
Al Available f
A2 Available
A3 Available
A4 Available
N N . ~ R ~ A
Hinh 5-14. Menu Ngw¢&i dung (D6i mat khau)
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5.3

Change Password i

a

@ Current Password [“"" |

(=]

New Password seseee |

Confirm New Password [°"°“| |

OK Cancel

Hinh 5-15. Hop thoai Péi mat khau

2. Trong hop Mat khau hién tai (Current Password), hiy nhap mat khau hién tai
cua ban.

3. Trong hop Mat khau méi (New Password) va Xac nhan mat khau méi (Confirm
New Password), hiy nhap mat khau méi ciia ban (phai dai tir 6 dén 10 ky tu).

4. Nhép vao OK dé luu thay doi.

5. Mot hop thoai s& hién thi cho biét mat khau di duoc thay d6i thanh cong. Nhip vao
OK dé dong hop thoai.
Néu mat khau khong dap ung yéu cAu tdi thiéu, mot hdp thoai s€ hién thi cho biét cac
yéu cau. Nhap vao OK dé quay lai hop thoai B6i mat khau (Change Password) va
dong hop thoai.

Str dung ctra s6 hé théng

Khi ban khoi dong phan mém GeneXpert Dx, cira s6 Hé théng GeneXpert Dx s& xuat
hién. Hinh 5-16 hién thi vi du vé ctra s6 Hé thong GeneXpert Dx.

Tuy thudc vao quyén cua ban, cira sé trong Hinh 5-16 ¢6 thé hoi khac mot chit. Dé biét
thong tin v€ hd so ngudi dung va quyén cua ban, hay gdp quan tri vién GeneXpert Dx
system.

Khi ban nhip vao Kiém tra trang thai (Check Status), Xem két qua (View Results),
Binh nghia xét nghiém (Define Assays) hoic Bao tri (Maintenance) trén thanh menu,
ndi dung trong ctra s6 nay sé& thay doi va mot menu méi xuat hién trén thanh menu. Vi
du: néu ban nhip vao Xem két qua (View Results), cira s6 Xem két qua (View Results)
s& thay thé noi dung cira so hién tai. Ngoai ra, menu Xem két qua (View Results) xuat
hién trén thanh menu dé ban c6 tily chon truy cép cac chirc ning Xem két qua (View
Results) tir menu.
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ﬁaene)(pe t® Dx S

User Data M User Administration Usel

‘ - = i =0
s ' @ 2 I
%] Y ) Qe &S o
Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules : Tests Since Launch
‘:“:’n‘:f ‘ Assay | S":g""" Progress ’ status ’ '}‘:;““’#‘r'r'l‘g : S’:'[‘)p'e ’ N';':nde ‘ User l Result ‘ Assay ‘ Status‘ SE‘:;’S f):"':
Al Available
A2 Available
A3 Available
Ad Available
Hinh 5-16. Ctra s6 Hé thng GeneXpert Dx
5.4 Kiem tra danh sach cac dinh nghia xét nghiém
co san
Trude khi bit dau mot xét nghi€ém chan doan in vitro, hay kiém tra xem dinh nghia xét
nghiém ban mudn sir dung da dugc tai vao phﬁn mém chua. Céch thuc hién:

1. Trong clra $6 Hé théng GeneXpert Dx, hay nhép vao Dinh nghia xét nghiém
(Define Assays). Cira s6 Dinh nghia xét nghiém (Define Assays) xuét hién
(xem Hinh 5-17).

2. Trong danh sach Xét nghiém (Assay) (¢ bén trai ctra s0), xac minh rang ban thay
dinh nghia xét nghi¢m ma ban mubn st dung. Cac hop xét nghiém s€ khong chay
voi phién ban xét nghiém khong khédp véi thong tin ma vach ctia hdp xét nghiém.
Pam bao st dung phién ban moéi nhét cta tép dinh nghia xét nghiém.

3. Néuxét nghiém khong duoc liét ké, hay nhap t€p dinh nghia xét nghiém do. Xem
Phan 2.16.1.3, Nhép cac dinh nghia xét nghiém tir DVD. Ban phai c6 quyén nhap
cac dinh nghia xét nghiém. Néu ban khong c6 quyén nhu vay, hiy lién hé véi quan
tri vién GeneXpert Dx system cua ban.
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Danh sach xét nghiém c6 san

N
n GeneXpert® Dx System / ‘ = | @ é&
User Data Management Reports Setup Jlai e Define A About User Detail User
' 7 - T SO
% ¥4 @ I o &
(41 e Sl% &) ‘ \"
< -~ ) Y
Create Test rneck Status Stop Test View Results Define Assays Maintenance
Assay Assay Name Xpert MRSA_SA Nasal
Nare [ o Version 1
HIV-1 Quant IUO, 1 . . .
Xpert GBS 3 Assay Type In Vitro Diagnostic
Xpert Flu A Panel 3
Xpert EV Assay 3l For In Vitro Diagnostics Use Only.
\Xpert MRSA_SA Nasal 1 Assay Disclaimer
Untitled Assay
Xpert CDIFFICILE 3
DEMO_MELT1_1

Last Modified Date 12/04/20 17:21:40

Cartridge Type Chambers

Name
2-Reagent 2
S-Sample
1-Reagent 1

[ vew || petete Move To Top [ Lot || import |

Hinh 5-17. Hé thng GeneXpert Dx—Ctra sé Dinh nghia xét nghiém

5.5 S dung may quét ma vach

Mac du phan nay mé ta cach quét ma mach hdp xét nghiém nhuwng tat ca cac thao tac quét bang
Lwuy may quét cAm tay déu gibng nhau, chdng han nhw quét ID bénh nhan, ID mau va ma vach hop xét
nghiém. Xem Hinh 5-18.

Dé quét ma vach ciia hop xét nghiém, hiy lam theo huéng dan trong phan nay.

1. Quét mi vach bang cach giit may quét cach mi vach khoang 8 dén 10 inch, can
chinh tia laser trén may quét vdi hinh anh méa vach. Hinh 5-18 minh hoa thao tac
quét ma vach cua hop xét nghiém.

2. Khi di dinh hudng 1a chinh x4c, hiy nhan vao nut didu khién kich hoat trén may
quét. Ban sé& nghe thay mot tiéng bip.
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Néu ma vach trén hop xét nghiém bi hédng hoac bi nhoe va khéng thé quét dwoc, hdy bd qua hop xét
nghiém d6 va lién hé véi bd phan Cepheid Technical Support dé thay hop xét nghiém, néu can. Néu
may quét ma vach bj hdng, khong cé hoac dwoc dat c4u hinh khdng chinh xac, hay lién hé véi bd
phan Cepheid Technical Support.

Lwuy

May quét

T~

Hinh 5-18. Quét ma vach hop xét nghiém

5.6 Tao moét xét nghiém

Than trong Théng tin ban cung cép trong hop thoai Tao xét nghiém (Create Test) dwoc tw dong Iwu lai

khi ban bat dau xét nghiém. Néu ban déng hap thoai Tao xét nghiém (Create Test) trwéc khi
bat dau xét nghiém thi tat ca thong tin sé bj mat.

Déi véi anh chup man hinh minh hoa trong hwéng dan nay, treong ID bénh nhan (Patient ID) sé
hién thj la bat, va trwong ID bénh nhan 2 (Patient ID 2) va Tén bénh nhan (Patient Name)
cling sé duoc bat. Cac trwong ID bénh nhan (Patient ID), ID bénh nhén 2 (Patient ID 2) va
Tén bénh nhan (Patient Name) Ia tuy chon va cé thé dé tréng néu khong bét budc. Néu cac tuy
chon nay khdong dwoc bat trén man hinh cau hinh hé thong thi chdng sé khéng dwoc hién thi. Ngoai

Lwuy ra, Thong tin nhan khau hoc cua bénh nhan (Patient Demographics) sé& chi hién thj néu
quan tri vién GeneXpert Dx system clia ban bat (xem Phan 2.14, D&t cAu hinh hé théng).

Quét ID bénh nhan, ID mau va nhan hdp xét nghiém sé giup giam 16i danh may va giup dam bao
rang ID bénh nhan, ID mau va két qua xét nghiém duoc lién két ding cach. Néu cac tly chon quét
ma vach khéng dugc bat thi c6 thé cung cap ID bénh nhan, ID mau va théng tin xét nghiém theo
céach thu cong.

Khéng thé sir dung cac ky hiéu sau day cho ID mau (Sample ID), ID bénh nhan (Patient ID), ID
Quan trong bénh nhan 2 (Patient ID2), Tén (First Name), Ho (Last Name), Loai mau khac (Other Sample
Type) hodc Lwuy (Notes): | @ A~ \ & /:*2"<>"'$%!;()-

Khi mot xét nghiém dang dugc tao, ban ghi vé cach xir ly mau bénh phém s€ duoc tao.
Bén ghi nay bao gom ID bénh nhan (Patient ID), ID mau (Sample ID), thong tin hop xét
nghiém, thong tin xét nghiém, ID moé-dun may va loai xét nghiém. Ngoai ra, thong tin
ID bénh nhan 2 (Patient ID 2), Tén (First Name), Ho (Last Name) va Thoéng tin nhén
khau hoc cua bénh nhan (Patient Demographic) ciing duoc dua vao ban ghi, néu
chiing dwoc kich hoat (danh diu) trong céu hinh hé thdng.
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Lwuy

Lwuy

Khong thé chinh stra di liéu Nhan khau hoc ctia bénh nhan (Patient Demographic) sau khi nhap.

Déi v&i cac man hinh hién thj trong vi du nay, ID bénh nhan 2 (Patient ID 2), Tén (First
Name), Ho (Last Name) va Thong tin nhan khau hoc ctia bénh nhan (Patient
Demographics) dwoc bat. Néu mét sé tuy chon nay khéng dwoc bat, man hinh sé& cé giao
dién khac.

Cach tao mot xét nghiém:

1. Trong cira s6 Hé thdng GeneXpert Dx, hiy nhap vao Tao xét nghiém (Create Test)
trén thanh menu. Hop thoai Quét ma vach ID bénh nhan (Scan Patient ID Barcode)
xuat hién. Xem Hinh 5-19.

2. Quét mi vach ID bénh nhin bing may quét ma vach duoc cung cip. Xem Phan 5.5.
Hop thoai Quét ID miu (Scan Sample ID) xuat hién. Xem Hinh 5-20.

Dé nhap ma vach ID bénh nhéan theo cach thi cong, hdy nhap vao nut Nhdp tha
cdng (Manual Entry). Hop thoai Nhap ma vach ID bénh nhan thii cong (Manual
Patient ID Barcode Entry) s& hién thi. Hay nhap ma vach ID bénh nhan vao truong
Ma vach ID bénh nhan (Patient ID Barcode) roi nhip vao OK.

PatientID | |

sample D | |
PatientID2 | |

LastName | | First Name |

Date of Birth |yyyym/DD D Postal Code
Gender | <None> ' —

7 S
Scan Patient ID Barcode

Name

SelectAssay_ | <None> Please scan patient ID barcode.

Select Module

Reagent Lot ID
Test Type lSpecimep \ Manual Entry | | Cancel

Sample Type

Notes

[ Scan Cartridge Barcode | | Cancel |

Hinh 5-19. Ctra sé Tao xét nghiém va hop thoai Quét ma vach ID bénh nhan
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PatientID [H112874895762R |

sample D | |
f PatientiD 2 | |
LastName | | First Name |
Date of Birth |yyyy/moD D Postal Code
Gonder [chones | ——— i
—| Scan Sample ID Barcode &

Name

SelectAssay | <None> Please scan sample ID barcode.

Select Module

Reagent Lot ID ||
Test Type | Specimen Manual Entry l | Cancel
Sample Type _—  — )

Notes

| ScanCartridge Barcode | | Cancel |

Hinh 5-20. Ctra s6 Tao xét nghiém va hop thoai Quét ma vach ID mau

3. Quét ma vach ID miu bang may quét ma vach dugc cung cap. Xem Phan 5.5. Hop
thoai Quét ma vach hop xét nghiém (Scan Cartridge Barcode) xuét hién. Xem
Hinh 5-21.

Dé nhap ma vach ID mau theo cach thu cong, hiy nhap vao niit Nhap thi cong
(Manual Entry). Hop thoai Nhap ma vach ID mau thii cong (Manual Sample ID
Barcode Entry) s& hién thi. Hiy nhap ma vach ID mau vao trudng Ma vach ID mau
(Sample ID Barcode) rdi nhap vao OK.

Huwéng dan van hanh Hé thong GeneXpert Dx
302-8378-VI, Ban stra ddi C 2023-07



Hwéng dan van hanh

PatientID |H112874895762R |

ID [SD142231 |
| PatientID2 | |

LastName | | FirstName |
Date of Birth |yyyyumoD D Postal Code

] [
Gender |<None> > b
B Scan Cartridge Barcode @
Name
Select Assay | <None> 5
Please scan cartridge barcode.
Select Module

LotID

Test Type | Specimen \ Manual Entry l | Cancel
Sample Type —

Notes

)

I Scan Cartridge Barcode ‘ | Cancel |

Hinh 5-21. Hop thoai Quét ma vach hop xét nghiém

4. Quét mi vach hop xét nghiém bang may quét mi vach duoc cung cip. Xem
Phan 5.5. Hop thoai Tao xét nghi€m (Create Test) xuét hién nhu trong Hinh 5-23.
Luu y rang phin mém s& tu dong dién thong tin can thiét vao cira s6 Tao xét nghiém
(Create Test).
Dé nhap ma vach hop xét nghiém theo cach thu cong, hiy nhip vao nut Nhap tha
cong (Manual Entry). Hop thoai Nhap ma vach hop xét nghi¢ém thu cong (Manual
Cartrldge Barcode Entry) s& hién thi. Nhap thong tin mi vach hop xét nghiém (tit ca
cac s0, ké ca sb sé-ri hop xét nghiém (xem Hinh 5-22)) vao truong Ma vach hép
xét nghiém (Cartridge Barcode) roi nhip vio OK.

ID 16 thuébc thir

s~—— Ngay hét han

Ma vach hop xét nghlem
(Tat ca cac s6 bao gom ————p»

s6 sé-ri hop xét nghiém)

S6 sé-ri hop xét nghiém

Hinh 5-22. Hop xét nghiém GeneXpert

Huwoéng dan van hanh Hé thong GeneXpert Dx

5-20 €
302-8378-VI, Ban stra d6i C 2023-07



Hwéng dan van hanh

Nhap chinh xac théng tin hdp xét nghiém. Théng tin nay sé xuat hién trén tat ca cac bao cao

Quan trong két qua va bénh nhan.

Dé c6 dwoc két qua xét nghiém la chinh xac, hdy dam bao sir dung chinh hop xét nghiém ma
Quan trong ban da quét hoac nhap thu céong trorlg Quy trinh tac: xét nghiém trong xét nghiém dé (xem
; Bwéc 4 & trén). (Khong dwoc thay doi hoac thay the hop xét nghiém sau khi quét va khi cac
ché pham khéac da bat dau.)

Quan trong Néu ban thay nhiéu xét nghiém trong menu tha xuéng, hay chon xét nghiém mong muén.

5. (Khong bt budc) Néu ID bénh nhan 2 (Patient ID 2) duoc bat, hiy dit con tro vao
truong d6. Co thé quét hodc nhap ID bénh nhan 2 (Patient ID 2) theo cach thi cong
vao trudng.

6. (Khong bit budc) Néu bat Tén bénh nhan (Patient Name), hiy dit con tro vao
truong Ho (Last Name) rdi nhap ho ciia bénh nhén, sau d6 dat con tré vao trudng
Tén (First Name) ri nhap tén ciia bénh nhan (xem Hinh 5-23).

tientID |H112874895762R |

Sam SD142231 |
PatientID 2 1234567 \
Last Name 'FWI First Name IPatientFirstName 1 I
Date of lYYYYIMMIDD ’_J Postal Code |
Gender |<None> v Ethnicity I <None> v ]
Name Version
Select Assay { Xpert.C. difficile G2 2 |
Select Module |A2 v
Reagent Lot ID* Expiration Date* Cartridge S/N*
Test Type l Specimen w ‘
Sample Type [ Other v J Other Sample Type I
Notes
|
| startTest | | scancartridgeBarcode | | cancel |

Hinh 5-23. Hop thoai Tao xét nghiém cé trwdng ID bénh nhan va ID mau hién thi

7. (Khong bit budc) Néu bat Théng tin nhan khau hoc ctiia bénh nhan (Patient
Demographics), hiy lam theo cac budc dudi day dé nhap dir liéu mong mudn:

A. Ngay sinh (Date of Birth)—Nhap vao miii tén tha xubng trong hop Ngay sinh
(Date of Birth) dé hién thj lich.
St dung céc nut <<Trwéc (Previous) va Tiép theo (Next)>>, cudn qua lich dé
hién thi nam va thang thich hgp. Chon ngay sinh cua bénh nhan r6i nhap vao
OK (xem Hinh 5-24).
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PatientID |H112874895762R |
sample D |[SD142231 |
[ PatientID2 [1234567 |

2
Last Name IPatiemLastName1 | First Name |PatientFirstName1

Date of Birth |yyyy/umoD [T Code
<None>
B Date of Birth

Gender

Hame 2015 v| <<Previous | Decemver |
Select Assay 29 30 1 2 3
6 7 8 9 10
Select Module | A2
— 13 14 15 16 17
ReagentLotID* (0 00 20 21 2 23 2
,—. 27 28 29 30 31
Test Type | Specimen
'_ i3 4 5 6 7

Sample Type |Other

Motes :m I OK H Cancel H Clear_|

l Start Test ] I Scan Cartridge Barcode | I Cancel |

Hinh 5-24. Hop thoai Tao xét nghiém cé trwong Ngay sinh va Lich hién thi

B. Dan tdc (Ethnicity)—Nhap vao miii tén tha xudng trong hop Dan téc
(Ethnicity) va chon dan toc thich hop tir menu tha xudng (xem Hinh 5-25).

Patient ID IH112874895762R |

Sample ID [SD142231 |
PatientID 2 [1234567 |

Last Name |Patient Last Name 1 | First Name |Patient First Name 1

Date of Birth {1959/04/15 [T Postal Code

I Gender |<None> v Ethnicity | <None> v
e
I — <None>
Black or African American
Select Assay I Xpert-C. difficile G2 Hispanic
[American Indian or Alaska Native
Select Module | A2 b Asian, Native Hawaiian or Other Pacific Islander
R LotiD* |05 00 | Exp N
Test Type [ Specimen v |
Sample Type I Other v | Other Type | |
Notes
l I
|
! | starttest | | scancartridgeBarcode | | cancel |
|

Hinh 5-25. Hop thoai Tao xét nghiém cé trwong Dan toc hién thi
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C. Giéi tinh (Gender)—Nhip vao miii tén tha xudng trong 6 Giéi tinh (Gender)
va chon gidi tinh thich hop tir menu tha xudng xuat hién (xem Hinh 5-26).

PatientID |H112874895762R |
ID [sD142231 |
PatientID2 1234567 |
Last Name |PatnentLastName1 First Name [PatlentFlrstName1 |
Date of Birth |1969/04/15 D
Gender |<Nome> v Ethnicity |wmte M
<None> .
Version
Male
Select Assay [Female 2 "
Other
Select Module
Reagent Lot ID* Expiration Date* Cartridge S/N*
Test Type |Specimen "
Sample Type |Other " Other Sample Type |
Notes
| startTest | | scancartridgeBarcode | | cancel |

Hinh 5-26. Hop thoai Tao xét nghiém cé trweéng Gidi tinh hién thi
D. Ma bwu chinh (Postal Code)—Nhap ma buu chinh (muyc nay c6 thé dé trdng).
Phan mém GeneXpert Dx khong xac thuc ma buu chinh. Tai Hoa Ky, ma buu
chinh dugc goi la ma zip.

8.  (Khong bt budc) Trong danh sach Chon mé-dun (Select Module), hiy chon
mo-dun c6 san cho may. Theo mac dinh, phﬁn mém hién thi mo6-dun it duogc st
dung nhat.

Chi nhitng mo6-dun c6 hiéu chuin chinh xé4c va hién khong chay mot xét nghiém
khac méi c6 thé chon dugc. Ban c6 thé thay d61 mé-dun dugc chon bang cach nhap
vao menu tha xuong.

9. Chon Loai xét nghiém (Test Type) (Mau bénh pham (Specimen) hoic Ngoai kiém
(External Controls)).

10.  Nhap moi thong tin bd sung v& xét nghiém trong hop Lwu y (Notes).

May quét ma vach Cepheid da du diéu kién dé& dwoc str dung véi cac ky hiéu ma vach Codabar,

Luuy Code 39, Code 128a, Code 128b, Code 128¢ hoac Interleaved 2 of 5.
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Than trong

Than trong

Lwuy

5.7

Lwuy

D6i voi khach hang dinh sir dung ky hiéu Interleaved 2 of 5, xin Iwu y ring do cau tao cua ky
hiéu Interleaved 2 of 5, mét dwong quét co thé chi quét dworc mdt phan ma nhwng da coi do
1a phién quét hoan chinh nén doc dwoc it div liéu ma héa trong ma vach d6 hon. Dé tranh
diéu nay, hay chon chiéu dai cu thé (Interleaved 2 of 5—Mét d6 dai revi rac (Interleaved 2 of
5—One Discrete Length)) cho trng dung Interleaved 2 of 5. Pé dwgc hé tro, hdy goi cho
Cepheid Technical Support. Xem phan Hé tro’ ki thuat trong L&i néi dau dé biét thong tin
lién hé.

Pam bao ban quét hodc nhap ding ID mau, ID bénh nhan hoéc ID bénh nhan 2. ID mau, ID
bénh r}hén hoic ID bénh nhan 2 dworc lién két véi két qua xét nghiém va dwoc hién thj trong
ctra s6 Xem két qua (View Results) ciing nhw tat ca cac bao cao.

Khéng thé str dung céc ky hiéu sau day cho ID mau, ID bénh nhan hoic ID bénh nhan 2:

|@A~\&/:*2"<>'$%!1;()-

Néu ban mudn an két qua xét nghiém ctia mét sb sinh vat nhat dinh, hay thwc hién cac bwéc néu
trong muc 5.7. Néu khong muédn &n két qua, hay chuyén t&i muc 5.8.

Dit cau hinh tinh nang an két qua

9
[37-9 1)

Tinh ning an két qua cho phép khach hang “4n” (gidu) két qua ctia nhitng sinh vat cu thé
khoi xét nghiém dugc hd trg dé dap Gmg cc yéu cau bao cdo két qua cua ho. Trude khi
bat diu mot xét nghiém, ddi vai xét nghiém da bat tinh nang an két qua, hay dat cAu
hinh nhiing Kkét qua s€ bi 4n. Muc nay mo ta cac budc can thuc hién dé 4n két qua xét
nghi€m cia mét sb sinh vat nhat dinh.

Ban phai c6 tai khoan quan tri dé thay déi hodc chon két qua dwoc xem.

1. Nhap vao Xac dinh xét nghiém (Define Assays) trén cira s6 Hé thong
GeneXpert Dx (xem Hinh 5-27).
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3
ES GeneXpert® Dx System | = | B S
User Data Management Reports Setup Maintenance About User Administration User|
i - - N
N . ]
l,ﬁ. ¥ @ QU
< LS - &
Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules 5 Tests Since Launch
Module Sample Remaining Sample Mod Error |  Start
fan Assay ‘ D Progress Status Test Time D N User Result Assay | Status Status Date
Al Available
A2 Available
A3 Available ‘
A4 Available
A |
Messages:
o =

Hinh 5-27. Ctra s6 Hé thng GeneXpert Dx
Man hinh Xéc dinh xét nghiém (Define Assays) hién thi (xem Hinh 5-28).

2. Trén danh sach Xét nghiém (Assay list) hién thi & bén trai man hinh Xac dinh xét
nghiém (Define Assays), hiy chon xét nghiém c6 thé an két qua ma ban muén.
3. Nhap vao Dat cau hinh tinh nang an két qua (Configure Results Masking)

(xem Hinh 5-28).
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Lwuy

°

User Data Management Reports Setup Maintenance Define Assays About

User Administration User

Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Assay Assay Name  Tropical Fever
Version
Name - ®
Strep A 1
- Assay Type
Tropical Fever 1 Displa: Ults Masked Results
Zika Plasmodium species
Assay Disclaimer |pengue Leptospira
Chikungunya
P_falciparum
| |S_Typhi-S_Paratyphi E‘
Last Modified Date <
Cartridge Type 1 rs
OK Cancel
Elution Reagent
Waste-NaOH
Delete Move To Top [ Import

Hinh 5-28. Man hinh Xac dinh xét nghiém vé&i I&p pha Pét cau hinh tinh nang an két

qua

L&p phit it cau hinh tinh nang 4n két qua (Configure Results Masking) xudt hién
(xem Hinh 5-28). Lép phu Dit cau hinh tinh ning 4n két qua (Configure Results
Masking) gom c6 hai cot 1a c6t Két qua duoc hién thi (Displayed Results) va Két qua
bi 4n (Masked Results). Moi két qua trong cot Két qua duoc hién thi (Displayed
Results) s& hién thi trong két qua xét nghlem cudi cung Nhimng két qua trong cot Két
qua bi an (Masked Column) s& khong hién thi trong két qua xét nghiém cudi cung.

C6 thé dat ciu hinh tinh nang &n két qua trong khi xét nghiém khac dang chay, nhung viéc thay déi
cAu hinh nay chi c6 hiéu lwc khi ban chay xét nghiém da dwoc chon 4n két qua.

5.

Trén 16p pht Bat cdu hinh tinh ning 4n két qua (Configure Results Masking), hiy
chon nhing két qua can 4n bang cach chon két qua do trong cot Két qua duoc hién
thi (Displayed Results) rdi nhap vao mili tén phai (hodc nhap dap vao két qua do) dé
chuyén n6 sang cot Két qua bi 4n (Masked Results). Hay 1ap lai budc nay dé chon
Két qua bi an khac.

Khi tat ca cac Két qua duoc hién thi ma ban mudn da di chuyén sang cOt Két qua bi
an (Masked Results), hidy nhip vao nit OK & cudi 16p phu Dt c4u hinh tinh ning an
két qua (Configure Results Masking).

Mot hop thoai thong bao s& xuét hién cho biét ring cac thay ddi s& chi 4p dung cho
nhitng lan chay xét nghiém méi (xem Hinh 5-29).
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5.8

8. Nhép vao nut OK trong man hinh thong béo nay dé xac nhan rang cac thay ddi chi
ap dung cho nhiing 1an chay xét nghiém méi. Nhiing xét nghiém d hoan tit va dang
tién hanh s& khong bi anh huong.

45
©JL changes will apply to new test runs only. Completed and in-progress test runs will not be affected.

Sau khi dit cau hinh két qua bi 4n mong mudn, qua trinh xét nghiém c6 thé bat dau nhu
binh thuong.

Nap hép xét nghiém vao mét mé-dun trén may

Sau khi nhap toan b¢ thong tin xét nghiém vao quy trinh xét nghiém, mdt man hinh
thong bao s& xuat hién véi hudng dan nap hop xét nghiém vao mot mo-dun cu thé (xem
Hinh 5-30). Nhap vao OK dé xac nhan thong bao nay.

U Please load the cartridge into the module A3 before starting a new test.
o

Hinh 5-30. Hop thoai Nap hop xét nghiém

Than trong Khéng nap hdp xét nghiém GeneXpert da bj roi hodc lac sau khi mé nap hop xét nghiém.
Lam roi hodc lac hép xét nghiém sau khi da mé hop xét nghiém cé6 thé dan dén két qua
' khéng hop 1é. Ong phan trng bj uén cong hoic vé& ciing c6 thé tao ra két qua khéng howp lé.
b4 Khoéng tai str dung hop xét nghiém da st dung.
Than trong
Ludn cadm vao than cia hop xét nghiém. Khéng cdm vao phan 6ng phan ng nhé ra ctia hép
xét nghiém (xem Hinh 5-31).
Huwéng dan van hanh Hé théng GeneXpert Dx 5.27
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Ong phan rng

Than

Hinh 5-31. Hop xét nghiém v&i phan than va 6ng phan &ng

Phan nay gia dinh ring ban d cho mau bénh pham va thudc thir vao hop xét nghiém
GeneXpert. Hiy xem t& huéng dan sir dung danh riéng cho xét nghiém hodc tai liéu ghi
nhan kiém chuéan chit lugng dé biét hudéng dan.
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5.9 Bat dau xét nghiém

Than trong
— Khéng chay phan mém khac trong khi dang tién hanh xét nghiém. Lam nhw vay cé thé anh
% hwéng dén qua trinh xét nghiém va gay mat div liéu.
T
Lwu ¥ Néu ban d&ng xuét trong khi dang tién hanh mot xét nghiém, hé thdng sé tiép tuc hoan tat xét
y nghiém dé va lwu két qua.
Cach bat dau mot xét nghiém:

1. Trong hop thoai Tao xét nghiém (Create Test) (xem Hinh 5-32), hiy nhip vao Bat
dau xét nghiém (Start Test). Phian mém yéu cau mat khiu ciia ban (néu cin mat
khau dé bat dau mot xét nghiém).

Lwuy Néu tén ngwoi dung clia ban khong hién thi, hdy nhap ca tén ngwdi dung va mat khau cla ban.

PatientID |H112874895762R \

ID [sD142231 |

PatientID2 [1234567 |

LastName |[Patient Last Name 1 | FirstName |Patient First Name 1 |
Date of Birth |1950/04/15 D Postal Code |10001
Gender |Male v Ethnicity | White |
Name Version
Select Assay ,x;;en.c. difficile G2 2 v‘
Select Module |A2 v
Reagent Lot ID* Expiration Date* Cartridge S/IN*
Test Type [Specimen 'J
Sample Type [Other " Other Type |

Notes

f
‘ \Stﬂrﬂesl | | scancartridgeBarcode | | cancel |

Hinh 5-32. Hop thoai Tao xét nghiém, S3n sang bat dau xét nghiém

2. Nhap mat khéu cta ban, sau do nhép vao OK. Trong ctra s6 Kiém tra trang thai
(Check Status), tién trinh trén mé-dun ctia may chuyén thanh Dang ch (Waiting).
DPén mau luc phia trén ctra mo-dun ctia may nhap nhay.

3. Mo ctra mé-dun ciia may ¢ bén dudi mo-dun c6 dén mau lyc nhap nhay.

Huwéng dan van hanh Hé thong GeneXpert Dx
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4. Dat hop xét nghiém vao khoang chura trén mo-dun. Xem Hinh 5-33. Nhan hop xét
nghiém phai huéng ra ngoai. Dam bao hop xét nghiém dimg thiang va dugc dit vao
dang day khoang chura.

5. Pong hét c¢& cira mo-dun trén may. Ctra s& chdt va dén mau luc ngimg nhip nhay
nhung van sang. Xét nghiém bat dau.

Xpert MRSA/SA SSTI
ot Demonstration Use Only

Hinh 5-33. Hop xét nghiém GeneXpert dwoc dat vao dang day khoang chira
trén moé-dun

Trong vai phiit dau tién sau khi ban bat dau xét nghiém, hé thong s& di chuyén cac thanh

phan ctia hgp xét nghiém va thiy hoa lai cac hat thuoc thir. Hé thong cling tién hanh

kiém tra doan do dé xac dinh xem vét liéu thuoc thtr c6 duoc hoan nguyén ding cach
va doan do co trong vét liéu thuoc thir hay khong.

. Néu kiém tra doan do khong dat, xét nghiém s€ bi huy. Ban co thé kiém tra thong
béo 16i dé xem nguyén nhan khién kiém tra doan do khong dat. Xem Phan 9.19.2,
Thong bao 16i.

. Néu kiém tra doan do dat, xét nghiém s¢& tiép tuc.

Khi xét nghiém két thic, cira mo-dun clia may s& mé chét va dén mau luc s& tit. Trong

ctra s0 H¢ thong GeneXpert Dx, cdt Tién trinh (Progress) trong vung mé-dun

(Modules) hién thi mé-dun c6 san.

Huwoéng dan van hanh Hé thong GeneXpert Dx
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5.10 Theo doi qua trinh xét nghiém

Ban c6 thé theo ddi qua trinh xét nghiém hodc cac chi béo trang thai khac trong cac khu
vuc sau ctia cira s6 Hé thong GeneXpert Dx. Xem Hinh 5-34:

. Mé-dun (Modules)—Hién thi dinh nghia xét nghiém duogc st dung, ID mau, tién
trinh hodc giai doan cia xét nghiém (vi du: 3/45 c6 nghia la xét nghiém & chu ky
PCR thir ba trong s6 45 chu ky), trang théi cta giai doan xét nghiém va lugng thoi
gian con lai cho dén khi két thuc xét nghiém. Néu cot Trang thai (Status) hién thi
Ldi (Error) hoic Canh bao (Warning), hay tim trong khu vuc Théng bao
(Messages) ctia ctra s6 dé xem mé ta vé van de.

«  Théng bao (Messages)—Hién thi ngay va gio ban khai dong phan mém, sé phién
ban phan mém va bat ky thong bao 15i nao da gap phai ké tir khi phan mém bt dau.

Kiém tra trang thai xét nghiém trong khu viec mé-dun

n GeneXpert® Dx System ‘ = | [E |-
{ User Data Management Repor(s Setup Maintenance About User Detail USeﬁ
-~ > @
GI Li 5 \ /&
Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules : ests Since Launch
Module Sample Remaining Sample Mod - Error Start
Name ‘ Assay ’ D Progress Status Test Time D s User sult Assay | Status Status Date
Xpert CDIF... |SD142231 Loading OK —-|7SD142231 |A1 Detail User |NO RESULT Xpert CDI...|Loadi... (OK 12/09/20 12:
A2 Available
A3 | Available
Ad Available

e
Messages:

Module A1: Performing Self-Test at 12/09/20 12:32:53
Module A2: Performing Self-Test at 12/09/20 12:32:54
Module A3: Performing Self-Test at 12/09/20 12:32:55
Module A4: Performing Self-Test at 12/09/20 12:32:55
Please load the cartridge into the module A1

Hinh 5-34. Ctra s6 Hé thong GeneXpert Dx dang hién thij trang thai cia phién chay dang tién hanh

Khi mot xét nghiém dang duoc tién hanh, KHONG CO KET QUA (NO RESULT) sé hién
thi trong cot Két qua (Result).

Bén phai man hinh, Cac xét nghiém tt khi khéi chay (Tests Since Launch), hién thj cac

Lwuy 2 e N :
y xét nghiém ké tr 1an khéi chay phan mém GeneXpert Dx m&i nhat.
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5.11 Dwng mot xét nghiém dang thwc hién

Than trong

Iy mau va cham dit viéc thu thap dir liéu. Khéng thé tai ste dung hop xét nghiém.

f Sau khi ban dirng mét xét nghiém dang thwc hién, hé thong sé tam dirng cac hoat dong xtr

Pé dimg mot xét nghiém dang thuc hién, trong cira s6 Hé thong GeneXpert Dx, hiy
nhip vao Dirng xét nghiém (Stop Test) trén thanh menu. Hop thoai Dimg xét nghiém
(Stop Test) xuét hién. Xem Hinh 5-35. Ban c¢6 thé thuc hién mot trong cac thao tac sau:

Dirng cac xét nghiém riéng Ié (Stop Individual Tests)—Chon nhirng xét nghiém
ban mudn ding, sau 6 nhip vao Dirng (Stop). Hop thoai xac nhan xuat hién. Nhap

vao C6 (Yes) dé xac nhan hoic nhip vao Khéng (No) dé huy.

Dirng tat ca xét nghiém dang thwe hién (Stop All Tests in Progress)—Nhép vao
Chon xét nghiém dang chay (Select Running) dé chon tit ca cic xét nghiém hién
dang thuc hién, sau d6 nhap vao Dirng (Stop). Hop thoai x4c nhan xut hién. Nhip

vao C6 (Yes) dé xac nhan hoic nhip vao Khéng (No) dé huy.

Dé x6a tat ca cac lwa chon xét nghiém, hiy nhap vao Bé chon tat ca (Deselect All).

Nhép vao Huy (Cancel) dé dong hop thoai Ding xét nghiém (Stop Test).

B Stop Test

—

Modules

Module
Name

; Assay

Sample
D

Progress

Status

Remaining
Test Time

|Xpert CDIFFICILE

|SD142231

Loading|

OK|

Select Running

Deselect

s ]

Cancel |

Hinh 5-35. Hop thoai Dirng xét nghiém
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5.12

Quan trong

5.12.1

Lwuy

Quan trong

Xem két qua xét nghiém

DPé dam bao tat ca div liéu dworc hién thi chinh xac, cac bao cao phai dwoc tao bang ciing
mo6t ngoén ngiv dwoc str dung khi thu thap két qua xét nghiém.

Ban c6 thé hién thi va xem két qua xét nghiém trong cira s6 Xem két qua (View
Results). Xem Phan 5.12.1, Hién thi két qua xét nghiém. Céc tinh ning trong cira sd
Xem két qua (View Results) thay ddi theo loai nguoi dung:

+  Nguoi dung co ban (xem Phan 5.12.2, Ché d6 xem cho nguoi ding Co ban)

. Ngudi dung chi tiét va quan tri vién (xem Phan 5.12.3, Ché d6 xem nguoi ding Chi
tiét va Quan tri vién)

Hién thi két qua xét nghiém
Cach chon va hién thi két qua xét nghiém:

1. Trong ctra s Hé théng GeneXpert Dx, hiy nhip vao Xem két qua (View Results)
trén thanh menu. Cira s6 Xem két qua (View Results) xuat hién. Xem Hinh 5-36.

Clra s6 Xem két qua (View Results) hién thi cac tinh nang khac nhau cho céc loai ngwdi dung khac
nhau. Phan 5.12.2, Ché dd xem cho ngudi dung Co ban md ta ctra sd Xem két qua (View Results)
cho ngudi ding Co ban. Phan 5.12.3, Ché do xem ngudi dung Chi tiét va Quan tri vien mé ta cira
s6 Xem két qua (View Results) cho ngudi dung Chi tiét va Quan tri vién. Hinh 5-36 hién thi ctra sé
Xem két qua (View Results) cho ngudi dung Chi tiét va Quan tri vién.

Dé chon mot xét nghiém, hiy nhap vao Xem xét nghiém (View Test). Hop thoai
Chon xét nghiém can xem (Select Test To Be Viewed) xuat hién. Xem Hinh 5-37.

2. Chon xét nghiém can xem. Dé sip xép danh sach cac xét nghiém theo cot, hiy nhip
vao tiéu dé cot.

3. Nhap vao OK. Két qua ctia xét nghiém da chon duoc hién thi trong cira s6 Xem két
qua (View Results).

Pbi khi, chi mét phan théng tin két qua dweoc hién thj trong cot Két qua (Result) caa hop
thoai Chon xét nghiém can xem (Select Test to be \!iewed). Pé xem phan con lai ctia théng
tin két qua, hay di chuyén con tré chuét qua cot Kéet qua (Result).
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r - - - v
GeneXpert® Dx System l = “—E—]
&R Genexp y

User Detail Use!

User Data Management Reports Setup Maintenance View Results About

Create Test Check Status Stop Test View Results rag Maintenance
5 a7
Patient ID |1 Views [ TestResult | Analy
H351890559777R [Result View Assay Name Xpert CT_NG Version 3
Primary Curve Test Result NOTD 0
Sample ID | NOT DETECTED!
|T2637890 |
Assay Xpert CT_NG
Version 3 IFor In Vitro Diagnostic Use Only.
TestType | Specimen v
SampleType |Other v
Other Sample Type
Notes Views {4 @ Legend
Result View 400 [vi[/] CT1; Primary [4]
\Primary Curve [V [ /] NG2; Primary
: o 300 /"i i || NG4; Primary
£ [vi /] SAC; Primary
Upload Status NA 2 200 / [vi || SPC; Primary
Module Name A4 s /
Reagent LotID* 05814 =
Start Time 11/30/20 17:41:03
End Time 11/30/20 19:08:20 | (2
%
Status Done
User Detail User : . L
i < =
I Export | [ Report ’ I Upload Test | : 5ra View Test

Hinh 5-36. Ctra s6 Xem két qua cua GeneXpert Dx
(Ché d6 xem cho ngw&i dung Chi tiet va Quan trj vién)

Select Test To

Start
Date

Sample
D

Patient ID Result Status

Assay

H351890377714R HA245614 Al Detail User .ERROR Xpert CDIFFICILE Done 'Error '04116/19 15:56:42
H351875882682R | TT555698 B3 |Basicuser  |[ERROR [HIV-1 QuantluO CE  |Aborted [Eror  [03/16/19 14:57:38
H351890382682R ‘TG478589 B2 Administration ... ‘H]V-1 NOT DET... HIV-1 Quant IUO CE (Done OK 03/16/19 14:52:39
H351890345682R |CR538763 B4 Administration ... MTB NOT DET... [Xpert MTB-RIFUSIVD |Done OK 03/16/19 13:39:27
H39590382682R |KW630987 B3 Administration ... MRSA NEGATI... (Xpert SANasal Compl... [Done OK 03/16/19 13:38:00
H351873382682R |GH487365 A3 Administration ... MRSA NEGATI... [Xpert SANasal Compl... Done OK 03/16/19 13:36:08 g
H351898782682R |SR543267 A2 Administration ... MRSA POSITIV... [ Xpert SA Nasal Compl... Done OK 03/16/19 13:34:19 Z}
H351890382682R |DU155637 B2 Administration ... MRSA NEGATI... ‘Xpert SANasal Compl... Done kOK 03/16/19 13:32:37 é
H351890382682W RL986632 Ad Detail User MRSA POSITIV... |Xpert SA Nasal Compl... [Done OK 03/16/19 17:33:44 z
H351877782682Y |GK563895 B1 Detail User ERROR Xpert MTB-RIF US IVD  |Aborted Error 03/16/19 17:32:28 ;é
| H356129382682R |TF277659 B4 Detail User MTB NOT DET... |Xpert MTB-RIFUSIVD |Done OK 03/16/19 17:31:20 é
H351855982682R |UJ690762 B3 Detail User FIl HETEROZY... |XpertFll & FV Combo |Done _OK 03/16/19 17:29:35 %
H351890596082R |UJ787933 A3 Detail User FIl NORMAL;FV... | Xpert Fll & FV Combo  Done OK 03/16/19 17:28:47 2
H351885382682R |HN237945 A2 Detail User FIl HOMOZYGO... Xpert Fll & FV Combo  |Done OK 03/16/19 17:27:55 Z
H351890559682R ‘RL439664 B2 Detail User CT DETECTED... Xpert CT_NG Done OK 03/16/19 17:15:06 é
H351890386681R |FT343556 A2 Basic User HIV-1 DETECT... |HIV-1 Quant IUO CE Done OK 02/16/19 14:55:36 é
H351890386682R |HG656788 A3 Basic User HIV-1 DETECT... |HIV-1 Quant IUO CE Done OK 01/30/19 14:56:30 %’
H351827299378R |UH489831 C3 Administration ... NEGATIVE Xpert CDIFFICILE Done OK 01/30/19 17:05:51 é
IH351890559777R |TZ637890 Ad Detail User CT NOT DETE... Xpert CT_NG Done OK 01/30/19 17:41:03 é
/|H0568890559682R |HA233987 A3 Detail User CT DETECTED... Xpert CT_NG Done OK 01/30/19 17:39:54 %
I{H351890550098R |HA245654 A1 Detail User CT NOT DETE... |Xpert CT_NG Done OK 01/30/19 17:38:57 -
ok | [ cancel |

Hinh 5-37. H6p thoai Chon xét nghiém can xem
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5.12.2 Ché dd xem cho nguw®i dung Co’ ban
Hinh 5-38 hién thij cira s Xem két qua (View Results) cho nguoi dung Co ban. Cira sd

chtra ba tab: Két qua (Results), L6i (Errors) va Ho tror (Support).

5.12.2.1 Tab Két qua
Tab Két qua (Results) hién thi thong tin sau ddy cho mot xét nghiém (xem Hinh 5-38):

B GeneXpert® Dx System ‘ = =] &

[User Data Management Reports Setup Maintenance View Results About

N Do @ W W E

Maintenance

User Basic Use

Create Test Check Status Stop Test View Results Define Assays

WResults | Errors | Support |
Patient ID [H351890550098R |

Sample ID HA245654 |

Assay Xpert CT_NG Version 3
CECT NOT DETECTED;| i
INGDETECTED _| =
Sample Type | Other v
Other Sample Type User Detail User
Notes Start Time 12/03/20 17:38:57
End Time 12/03/20 19:06:02
Status Done

Upload Status NA
For In Vitro Diagnostic Use Only.

I Export H Report H Upload Test |

Hinh 5-38. Ctra s6 Xem két qua—Tab Két qua GeneXpert Dx (Ché doé xem cho ngw®i dung Co ban)

Céc truong c6 thé chinh stra hién thi trén nén trdng. Cac trwérng khong thé chinh stra ¢ nén

Lwuy .
y mau xam.

. ID bénh nhan (Patient ID}—Trudng nay kha dung néu tiry chon S dung ID bénh
nhan (Use Patient ID) dugc bat. Ngudi ding co6 thé chinh stra néu thong tin nay
khong bét ngudn tir mot yéu cau may chii. Néu c6 du sao (*) bén canh truong, tirc 1
ID bénh nhan da dugc quét.

. ID bénh nhan 2 (Patient ID 2)—Truong nay kha dung néu tiy chon St dung ID
bénh nhan 2 (Use Patient ID 2) duoc bat. Nguoi ding c6 thé chinh sira néu thong
tin nay khong bit ngudn tir mot yéu cau may chu.
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ID mau (Sample ID)—Nguoi dung c6 thé chinh stra néu trudng nay khong bét ngudn
tr mot yéu cau may chu. Neu co dau sao (*) bén canh truong, tuc 1a ID bénh nhan da
duoc quét.

Xét nghiém (Assay)—Tén xét nghiém. Khong thé chinh sira truong nay.
Phién ban (Version)—Sé phién ban xét nghiém. Khong thé chinh sira truong nay.

Két qua (Result)}—Két qua xét nghiém duoc hién thi trong cira s6 Két qua ché do
xem co ban (Basic View Results) s& dugc mé rong dé hién thi tit ca cac dong cho két
qua nhiéu dong dé hd tro sé luong két qua tdi da cho cac xét nghiém sinh vat, kiéu
gen hoic ty 18 %. Néu cira sd khong thé hién thi toan bo thong tin khi ban mé rong,
thanh cudn s& cho phép xem thong tin con lai. Khong thé chinh stra két qua.

Ngwoi ding (User)—Trudng nay hién thi tén ctia ngudi van hanh hé thong da thuc
hién xét nghiém. Khong thé chinh sira truong nay.

Loai mau (Sample Type)—Truong niy co6 thé chinh stra bing cach sir dung danh
sach tha Xuéng cac loai mau cu thé theo xét nghiém.

Loai mau khac (Other Sample Type)—Loai mau khac (Other Sample Type) s&
chira van ban dugc nhap trong qua trinh Tao xét nghiém hodc do chinh stra mot xét
nghiém. C6 thé chinh stra néu Loai mau (Sample Type) 1a Khac (Other); néu khong,
s& khong thé chinh stra duoc.

Lwu y (Notes)—Truong nay hién thi moi ghi cha dugc nhap khi xét nghiém dugc
giri. Néu can thém luu ¥, hdy thém hodc thay d6i thong tin ghi chu.

Thoi gian bat dau (Start Time)—Truong khong thé chinh stra nay hién thi ngay va
thoi gian bat dau xét nghiém ¢ dinh dang cau hinh hé thong.

Théi gian két thuc (End Time)—Truong khong thé chinh sira nay hién thi ngay va
thoi gian bat dau xét nghiém ¢ dinh dang cau hinh hé thong.

Trang thai (Status)—Trang thai hoat dong cua xét nghiém duogc hién thi trong
truong khong thé chinh sira ny. Trang thai s& hién thi Xong (Done) néu xét nghiém
da hoan tat. Trang thai ciing c6 thé hién thi DANG CHAY (RUNNING) néu xét
nghiém chwa hoan tit hoic CHWA HOAN TAT (INCOMPLETE) néu c6 vin dé trong
khi chay xét nghiém.

Trang thai tai Ién (Upload Status)—(néu bat giao tiép may chi)—Néu bat giao tiép
may cha, mot truong sé& duoc hién thi cho biét trang thai tai 1én cua két qua. Khong
thé chinh sira truong nay. Truong s& hién thi 1a D4 tai 1én (Uploaded) néu cac két
qua xét nghiém da duoc tai 1én hodc ciing c6 thé hién thi Dang che tai Ién (Pending
Upload) néu xét nghiém da hoan tat nhung két qua chua dugc tai 1én. Trudng nay
khong hién thi néu giao tiép may chu khong duoc bat.

Tuyén b6 mién triv trach nhiém (Disclaimer)—Vin ban mién trir trich nhiém
khong thé chinh stra nay dugc hién thi sau khi c6 két qua xét nghiém tiy thudc vao
xét nghiém va két qua.

5-36

Huwoéng dan van hanh Hé thong GeneXpert Dx
302-8378-VI, Ban sra d6i C 2023-07



Hwéng dan van hanh

Mot sb truong co thé chinh stra duoc néu quan tri vién hé théng da thiét 1ap CAu hinh
loai nguoi dung hé thong dé cho phép nguoi dung co ban chinh stra thdng tin cua xét
nghiém. Cach chinh stra cac truong do:

1. Dit con tro vao (cac) truong mong mudn va chinh sira chung, néu can.

2. Nhian nit Lwu cac thay do6i (Save Changes). Hop thoai Luu (Save) s& hién thi.
3. Kiém tra dé dam bao nut Lwu xét nghiém (Save Test) duoc bat.
4

Nhén nit Cé (Yes) dé luu cac thay d6i. Nhin nut Hay (Cancel) dé quay lai man hinh
Xem két qua (View Results) v6i cac thay d6i da nhap duoc hién thi. Nhan nat
Khong (No) dé quay lai man hinh Xem két qua (View Results) va hity cac thay dbi
da nhép.

5.12.2.2 Tab L6i

Tab LGi (Errors) liét ké cac 16i gip phai trong qua trinh xét nghiém va cung cip thong
tin sau day (xem Hinh 5-39).

m GeneXpert® Dx System | == i&
I User Data Management Reports Setup Maintenance View Results About User Basic User|
] o N >
I % @) @I @
= | V) 2
%] L 2] L NVAS ,
Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
("Results | Errors || Support |
# ] Description I Detail I Time
1/0Operation terminated Error 2002: Could not find calibration information for reporter #2 12/09/20 09:57:34
ovon || sopont || uposatest |

Hinh 5-39. Ctra s6 Xem két qua GeneXpert Dx—Tab L6i (Ché do xem cho ngwei dung Co’ ban)
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. #—S6 cho biét thir tyr 16i xuat hién trong qua trinh xét nghiém. Ngudi dung khong
chinh stra dugc truong nay.

. M6 ta (Description)—M5 ta loai 16i duoc hién thi. Ngudi ding khong chinh stra
duogc truong nay.

. Chi tiét (Detail)—Thong tin bd sung vé 18i duoc cung cp vé 18i (vi du: L8i 2002:
Khong tim thay hiéu chuan...... (Error 2002: Could not find calibration......)).
Nguoi dung khong chinh stra dugc truong nay.

. Thoi gian (Time)—Thoi gian xay ra 16i dugc hién thi. Nguoi dung khong chinh sira
duoc trudong nay.

Xem Phan 9.19.2, Thong bao 156i dé biét mo ta vé cac thong bao 161 va nguyén nhéan c6

thé ciing v6i cac giai phap kha thi cho céc 1.

Néu khong c6 15i trong qua trinh xét nghiém, tab L6i (Errors) sé hién thi mot bang

tréng.

5.12.2.3 Tab Hé tro
Tab Hé tre (Support) hién thj thong tin sau day cho mot xét nghiém (xem Hinh 5-40):

- N
ES GeneXpert® Dx System ‘ﬂx&j

User Basic Useq‘

‘User Data Management Reports Setup Maintenance View Results About

Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance

("Results | Errors | Support |

Assay Type In Vitro Diagnostic

Test Type | Specimen -
Reagent Lot ID* 05814
Expiration Date* 11/19/24
Cartridge SIN* 425669558
Error Status OK
S/W Version 6.5
Module Name A1
Instrument SIN 702162
Module SIN 629995

[ Export H Report H Upload Test l

Hinh 5-40. Ctra s6 Xem két qua GeneXpert Dx—Tab H6 tro’ (Ché doé xem cho ngw®i dung Co ban)
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«  Loai xét nghiém (Assay Type)—Day 1a mot trudng khong thé chinh stra, hién thi
loai xét nghiém chin doan d3 duogc chay. D6i voi hau hét cac xét nghiém, trudng nay
s& hién thi Chan doan In Vitro (In Vitro Diagnostic).

. Loai xét nghiém (Test Type)—Trudng c6 thé chinh sira nay hién thi loai xét nghiém
da dugc chay. C6 thé dat menu tha xudng thanh Mau bénh pham (Specimen) hoic
cac loai ngoai kiém khac.

«  ID 16 thudc thir (Reagent Lot ID)-Trudng nay hién thi ID 16 thudc thir. Néu c6 mot
diu sao (*) bén canh truong, tac 1a ID 16 thude thir duoc quét tir hop xét nghiém.
Khéng thé chinh sira trudng nay néu xét nghiém lién quan 1a xét nghiém gde can cac
thong s6 cu thé cho 16 hodc ma vach cua hop xét nghiém duoc quét.

«  Ngay hét han (Expiration Date)—Trudng khong thé chinh sira nay hién thi ngay hét
han cua hop xét nghiém. Néu c6 diu sao (*) bén canh truong, tirc 1a ngay hét han cua
hdp xét nghiém dugc quét tir hop xét nghiém.

« S0 sé-ri hop xét nghiém (Cartridge S/N)—Truong khong thé chinh sira nay hién thi
s0 sé-ri cia hop xét nghiém. Néu c6 dau sao (*) bén canh truong, turc 1a s6 sé-ri cua
hdp xét nghiém duogc quét tir hop xét nghiém.

«  Trang thai 18i (Error Status)—Trudng khong thé chinh stra nay cho biét ¢ bét ky
16i ndo xay ra trong qua trinh chay xét nghiém hay khong. Khong c6 16i nao duoc
biéu thi bang OK. Néu xdy ra 13 trong khi xét nghiém dang chay, trang thai 15i sé& 1a
L&i (Error).

«  Phién ban phan mém (S/W Version)—Trudng khong thé chinh sira nay hién thi
phién ban phﬁn mém duoc cai dit trén hé théng tai thoi diém chay xét nghiém.

. Tén mé-dun (Module Name)—Trudng khong thé chinh stra nay hién thi tén ciia mé-
dun chay xét nghiém (tic 1a A1).

« S0 sé-ri ctia may (Instrument S/N)—Trudong khong thé chinh sira nay hién thi sb
sé-ri cua may da chay xét nghiém.

« S0 sé-ri cia mo-dun (Module S/N)—Trudng khong thé chinh sira nay hién thi sb
sé-ri cua mo-dun da chay xét nghiém.

C6 thé chinh stra néu quan tri vién hé thong da thiét 1ap Cau hinh loai ngudi dung hé

thong dé cho phép nguoi dung co ban chinh stra thong tin cua xét nghiém. Cach chinh

stra trudong nay:

1. Nhiap vao hop tha xudng cho truong Loai xét nghiém (Test Type) rdi chon loai xét
nghiém mong muén.

2. Nhian nat Lwu céc thay déi (Save Changes). Hop thoai Luu (Save) s& hién thi.

3. Kiém tra dé dam bao nut Lwu xét nghiém (Save Test) duoc bat.

4. Nhan nat C6 (Yes) dé luwu cac thay d6i. Nhan nat Hay (Cancel) dé quay lai man
hinh Xem két qua (View Results) v6i cac thay doi da nhap duoc hién thi. Nhan nut
Khéng (No) dé quay lai man hinh Xem két qua (View Results) va hity cac thay
d6i da nhap.
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Lwuy

5.12.3

Céc trudng cé thé chinh stva hién thi trén nén trdng. Cac trwdng khong thé chinh sira c6 nén
mau xam.

Ché d6é xem ngw®i dung Chi tiét va Quan tri vién

Hinh 5-41 hién thi ctra s6 Xem két qua (View Results) cho ngudi dung Chi tiét (Detail)
va Quan tri vién (Administrator). Cira s6 duoc chia thanh bdn khu vuye:

Khu ve thong tin xét nghiém (Test Information Area)—Hién thi thong tin dugc
cung cép khi ban tao xét nghiém, bao g@)m mod-dun dugce st dung trong xét nghiém,
ID bénh nhén (Patient ID) hoic ID bénh nhan 2 (Patient ID 2) (néu dugc bat),

ID miu (Sample ID), théng tin xét nghiém va thong tin hop xét nghiém. Ban c6 thé
chinh sira va luu ID bénh nhan (Patient ID), ID bénh nhan 2 (Patient ID 2), ID mau
(Sample ID), thong tin Loai xét nghiém (Test Type), Loai mau (Sample Type), Loai
mau khéac (Other Sample Type) va vin ban trong hop Luu y (Notes) (xem Phan 5.13,
Chinh stra thong tin xét nghiém). Khong st dung cac ky hi¢u sau day trong khu vuc

ndy: |@A~\&/:*2"<>"$%1;()-

Khu ve ché do xem (Views Area)—Cho phép ban sip xép phan hién thi cta khu
vuc két qua va khu vuc duong cong sinh truong. Vi du: ban ¢ thé hién thj khu vuc
dudng cong sinh trudng ¢ phia trén khu vuc két qua.

Khu ve két qua (Results Area)—Cho phép ban xem thong tin trong cac tab sau:
Két qua xét nghiém (Test Result), Két qua chat phan tich (Analyte Result), Chi
tiét (Detail), Loi (Errors), Lich str (History) va Hé tro’ (Support).

Khu vwc dwong cong sinh trwéng (Growth Curve Area)—Hién thi mot biéu d6
mo ta sb chu ky trén truc X va don vi huynh quang trén truc Y cho mdi chit phan
tich. Biéu d0 phan anh sy phan tich duong cong dugc xac dinh trong dinh nghia xét
nghiém. Str dung biéu dd nay, ban c¢6 thé kiém tra truc quan téc d6 ma tin hiéu huynh
quang tang lén.

Dé hién thi hodc an biéu dd chit phan tich, hiy chon tén chat phan tich trong chu giai
biéu dd & bén phai biéu d6. Ngoai ra, ban c6 thé thay d6i d6 phong dai ctia biéu dd
theo hudng X hodc Y bang cach nhap va kéo thanh trugt ngang hoic doc canh truc X
va/hoac Y.
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5.12.3.1 Tab Két qua xét nghiém
Tab Két qua xét nghiém (Test Result) ciia cira s6 Xem két qua (View Results) hién thi
thong tin sau day cho mot xét nghiém (xem Hinh 5-41).

Khu vwc théng tin xét nghiém Khu vwe ché Khu vwc két qua
d() xem

Khu vwec dwéong
cong sinh trwéng

/ \. - |

User Detail Use

N B H @ B H

Create T2st Check Status Stop Test View Re sults Define Assays Define Graphs Maintenance

r
n GeneXpert® Dx System

Patient ID {|[ TestResult | Afalyte Resuit | Detail | Emors/| History | Support |
H351890559777R Version 3
Test Result
Sample ID
ITZ637890
Assay XpertCT_NG
= y A
Version 3 IFor In Vitro Diagnostic Use Only.
Test Type |Specimen -
ple Type | Other |
Other Sample Type
|| = i
Notes Views : Legend
Result View 400 Ivi[/] CT1; Primary ||
Janary Curve v [/] NG2; Primary
@ 300 o Vi [~| NG4; Primary
3 / i [/| SAC; Primary
Upload Status NA 2 200 / [vi|. | SPC; Primary
o /
Module Name A4 g i
ReagentLotID* 05814 “ 100 /
Start Time 11/30/20 17:41:03 /f-
End Time 11/30/20 19:08:20 a =
Status Done
User Detail User L
-
I Export ‘ ’ Report ‘ I Upload Test | View Test

Hinh 5-41. Ctra s6 Xem két qua GeneXpert Dx—Tab Két qua xét nghiém
(Ché dé xem ngwoi dung Chi tiét va Quan tri vién)
. Tén xét nghiém (Assay Name)—Tén cta xét nghiém. Khong thé chinh sira
truong nay.

. Phién ban (Version)—S4 phién ban xét nghiém. Khong thé chinh stra trudng nay.

. Két qua xét nghiém (Test Result)—Két qua xét nghiém duogc hién thi trong Két qua
ché d6 xem chi tiét (Detail View Results) s& dugc mé rong dé hién thi tit ca cac dong
cho két qua gdm nhiéu dong dé hd trg s6 lwong két qua ti da cho cac xét nghiém
sinh vat, kiéu gen hoic ty 18 %. Néu cira s6 khong thé hién thi toan bo thong tin khi
ban m¢ rong, thanh cudn s& cho phép xem thong tin con lai. Khong thé chinh stra
Két qua xét nghiém.
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Tuyén bb mién trir trach nhiém (Disclaimer)—Vin ban mién trir trach nhiém
khong thé chinh sira nay duoc hién thi sau khi ¢6 két qua xét nghiém tily thude vao
xét nghiém va ket qua.

Lwuy T4t ca cac truong trong tab Két qua xét nghiém (Test Result) déu khong chinh stra duorc.

5.12.3.2 Tab Két qua chat phan tich

Tab Két qua chat phan tich (Analyte Result) hién thi thong tin sau ddy duéi dang bang
(xem Hinh 5-42).

<
n GeneXpert® Dx System ‘ =] %
User Data Manag p Semp Mai e View About ~ User Detail Use
e -
|'>. "
AL AS
Create Test Check Status Slop Test View Results Define Assays Define Graphs Maintenance
4 / 7 y
Patient ID N Views ;| TestResult | Analyte Result | Detail | Errors | History |  Support |
H351890559777R |Result View Analyte ct EndPt Analyte Probe
Primary Curve Name Result Check
Result
Sample ID CT1 0.0 1 NEG PASS
IT2637890 NG2 0.0 3 NEG PASS
NG4 0.0 -2 NEG PASS
||SAC 28.0 311 PASS PASS
Assay Xpert CT_NG SPC 343 273 PASS PASS
Version 3
Test Type | Specimen v
Sample Type | Other -
Other Sample Type
| || == S
Notes Views Legend
Result View 400 [vi /] CT1; Primary |
Primary Curve [vi [ /| NG2; Primary
@ 300 Y VI [.'] NG4; Primary
H / vl /| SAC; Primary
Upload Status NA 2 200 / [vi || SPC; Primary
Module Name A4 g /
Reagent Lot ID* 05814 “ 100 /
Start Time 12/20/2017:41:03
End Time 12/20/20 19:08:20 0 ==
Status Done
User Detail User L
-
I Export ‘ ’ Report ‘ I Upload Test | View Test

Hinh

5-42. Clra s§ Xem két qua GeneXpert Dx—Tab Két qua chat phan tich
(Ché do xem ngweoi dung Chi tiét va Quan trij vién)

Tén chét phan tich (Analyte Name)—Chit phan tich dugc theo dai trong qué trinh
xét nghiém. Céc chét phan tich c6 thé 1 tén cua dich xét nghiém, IC (ndi kiém), hodc
SPC (d6i chimg qua trinh xir Iy mau) va EC (d6i ching noi sinh).

Ct—Chu ky déu tién, trong do tin hiéu huynh quang dat dén ngudng quy dinh. Chu
ky ngudng (Ct) dugc xac dinh tir duong cong sinh trudng.

EndPt—Gi4 tri diém cudi cua dudng cong sinh trudng theo don vi huynh quang.
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«  Két qua chat phan tich (Analyte Result)—Két qua cho mdi chit phan tich dwoc xir
ly. Két qua duoc hién thi sau khi xét nghiém hoan tat.

«  Két qua kiém tra doan do (Probe Check Result)}—Két qua kiém tra doan do, qua
trinh xac minh s c6 mat va tinh toan ven ciia doan do trong hdn hop tong. Cac gia
tri co thé 1a DAT (PASS), KHONG DAT (FAIL) va KHONG AP DUNG (NA) néu xét
nghiém khéng bao gom kiém tra doan do. Kiém tra doan do s& dat néu cac gia
trj huynh quang do dugc cing dap (mg cac tiéu chun chip nhn di duogc xac
nhéan trudc.

L ,
ruy stra duwoc.

T4t ca céc truding trong tab Két qua chat phan tich (Analyte Result) déu khong chinh

5.12.3.3

Tab Chi tiét

Tab Chi tiét (Detail) hién thi cac két qua kiém tra doan do chi tiét néu xét nghiém chi
dinh st dung kiém tra doan do (xem Hinh 5-43). Ngoai ra, gia tri chiéu cao dinh phai
sinh thir hai (d6i v6i dudng cong két hop), dinh nong chay va két qua khép duong cong
s& ¢o san néu dinh nghia xét nghiém néu rd viéc str dung ching.

n GeneXpert® Dx System

User Data M:

Setup Mai

e View

o] [

Create Test Check Status

s

Stop Test

About

View Results

Define Assays

Maintenance

Patient ID }|| TestResult | Analyte Result | Detail | Errors | History | Support |
H351890559777R Result View Analyte Pro Prb Prb Probe 2nd Deriv Curve
Primary Curve Name Chk 1 Chk 2 Chk 3 Check Peak Fit
Result Height
Sample ID CT1 308 359 308 PASS 0.0 NA
2637890 NG2 256 318 255 PASS 0.0 NA
NG4 52 63 51 PASS 0.0 NA
SAC 105 85 104 PASS 0.0 PASS
Assay Xpert CT_NG SPC 381 417 379 PASS 0.0 PASS
Version 3
Test Type |Specimen -
SampleType [Other |
Other Sample Type
| || =
Notes Views Legend
Result View 400 [vi[/] CT1; Primary ||
Primary Curve [v |/] NG2; Primary
o 300 P i "] NG4; Primary
g i /] SAC; Primary
Upload Status NA 2 200 / [vI || SPC; Primary
o /
Module Name A4 _g /
Reagent LotID* 05814 “ oo /
Start Time 12/20/2017:41:03 P
7
End Time 12/20/2019:08:20 0 —
. 5 10 20 a0 40
tatus one CVCIES
User Detail User =
-
I Export ‘ [ Report ‘ I Upload Test | View Test

Hinh 5-43. Cra s6 Xem két qua GeneXpert Dx—Tab Chi tiét
(Ché d6 xem ngwei dung Chi tiét va Quan trj vién)
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Lwuy

Nhu duoc thé hién trong Hinh 5-43, tab Chi tiét (Detail) cua cira s Xem két qua
(View Results) cung cip cac dir liéu chung sau day cho két qua xét nghiém:

Tén chéat phan tich (Analyte Name)—MB5 ta cac dich tham chiéu hd trg phat hién
mot xét nghiém cu thé.

Kiém tra doan do 1 (Prb Chk 1)—Dit liéu Kiém tra doan do 1 1a két qua do huynh
quang ctia thudc nhudém dic hidu cho mdi chat phan tich.

Kiém tra doan do 2 (Prb Chk 2)—Dit liéu Kiém tra doan do 2 1a két qua do huynh
quang ctia thudc nhudém dic hidu cho mdi chat phan tich.

Kiém tra doan do 3 (Prb Chk 3)—Dit liéu Kiém tra doan do 3 1a két qua do huynh
quang ctia thudc nhudém dic hidu cho mdi chat phan tich.

Két qua kiém tra doan do (Probe Check Result)—Trudc khi bit dau phan tng
PCR, GeneXpert Dx system s& do tin hiéu huynh quang tir doan do dé theo ddi viéc
thiy hoa lai hat, nap 6ng phan tng, tinh toan ven ctia doan do va do on dinh

cta thudc nhudém. Kiém tra doan do dat néu dap ting céc ti€u chi chép nhan duoc
chi dinh.

Chiéu cao dinh phai sinh thir 2 (2nd Derivative Peak Height)—Dinh cao nhét cua
phai sinh thir 2 thé hién diém c6 d6 cong tdi da ctia dwong cong sinh truong. Ngudng
chi x4c dinh chiéu cao dinh tbi thiéu dé xac dinh Ct. Néu dinh phai sinh thir 2 vuot
qua ngudng, Ct s& dugc béo cdo. Néu dinh dudi ngudng, Ct khong duge bao céo.

Do phu hop cia dwong cong (Curve Fit)—Phan nay duoc chon theo mic dinh
trong hop thoai. Do phu hop cua dudng cong thay thé dit liéu d6 phu hop cia duong
cong theo mo hinh dé giam céac két qua dwong tinh gia c6 thé xay ra do nhiéu quang,
su dich chuyén hodc cac diém bat thuong khac cua dudng cong, bang cach lam min
duong cong. Vi du: mot d6 nhidu ting dot bién trong mot duong cong c6 thé kich
hoat ngudng chinh, cho biét mot két qua duong tinh trong khi mot ngudi van hanh
c6 kinh nghiém s& goi d6 két qua am tinh.

T4t ca céc trudng trong tab Chi tiét (Detail) ddu khong chinh stra dworc.
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5.12.3.4 Tab Loi
Tab LGi (Errors) liét ké cac 16i gip phai trong qua trinh xét nghiém va cung cip thong
tin sau day (xem Hinh 5-44).

ﬂ GeneXpert® Dx System ‘ =3 &

[User Data Management Reports Setup Maintenance View Results About User Detail Use

N Do @ W OE B

Create Test Check Status Stop Test View Results Define Assays Define G s Maintenance

Patient ID ||| TestResult | Analyte Result | Detail | Errors | History | Support |
H351890377714R ‘|Result View :

# | Description | Detail Time
Sample ID g : 1 Operation Error 2002: Could not find calibration information for reporter #2 12120720
HA245614 : terminated 02:57:34

Assay Xpert CDIFFICILE

Version 3 :
TestType | Specimen |

Sample Type | Other - ||

Other Sample Type

=

Notes Views

: Result View
Primary Curve
Upload Status NA

Module Name A1 : <No Data Available>
ReagentLotID 00299
Start Time 12/20/2009:56:50
End Time 12/20/2009:57:57
Status Done
User Detail User

I Export H Report H Upload Test |

Hinh 5-44. Hé thng GeneXpert Dx—Ctra s6 Xem két qua—Tab Loi
(Ché dé xem ngwoi dung Chi tiét va Quan tri vién)

. #—S4 cho biét thtr tu 16i xudt hién trong qua trinh xét nghiém. Ngudi dung khong
chinh stra dugc truong nay.

. M6 ta (Description)—M5 ta loai 16i duoc hién thi. Ngudoi ding khéng chinh stra
duoc trudong nay.

. Chi tiét (Detail)—Thong tin bd sung vé 16i dugc cung cap vé 18i (vi du: L8i 2002:
Khéng tim thay hiéu chuan...... (Error 2002: Could not find calibration......)).
Nguoi dung khong chinh stra dugc truong nay.

. Théi gian (Time)—Hién thi thoi gian xay ra 16i. Nguoi ding khong chinh stra dugc
truong nay.

Xem Phan 9.19.2, Thong béo 1i dé biét md ta vé cac thong béo 1i va nguyén nhan c6

thé cung véi cac giai phap kha thi cho cac 15i.

Néu khong c6 13i trong qua trinh xét nghiém, tab L6i (Errors) s& hién thi mot bang

tréng.
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5.12.3.5 Tab Lich swr

Tab Lich str (History) hién thi nhat ky cac ban sira d6i dugc thuc hién véi thong tin xét

nghiém (xem Hinh 5-45). Nhat ky bao gdm théng tin ban déu, thong tin stta dbi, ngudi
dung stra d6i thong tin, ngay va gid stra doi.

B3 GeneXpert® Dx System l = = l&l
User Data Management Reports Setup Maintenance View Results About User Detail Use
i %] i, A S
‘ﬁ - ) ¥ N
Create Test Check Status Stop Test View Results Define Assays Maintenance
4 — z = = y
Patient ID y Views /| TestResult | Analyte Result | Detail | Errors | History | Support |
H351800559777R IRe_S“""'e‘” FieldName | WAS 1 [ user Time
gjFrimary Curve Patient ID Patient Name 3 H351890550777R <None> 12/20/20 12:49:54
Sample ID ‘
ITZ637890
|
Assay Xpert CT_NG |
Version 3
Test Type | Specimen v ||
Type |Other |
Other Sample Type
|| = —
Notes Views [/ Legend
Result View 400 [vi[/] €T1; Primary ||
‘JPn’mawCuwe [vi[/| NG2; Primary
» 300 S — VI [/| NG4; Primary | | |
g 7 vi [ /| SAC; Primary
Upload Status NA 8 200 / ¥l || SPC; Primary
Module Name Ad g /
Reagent Lot ID* 05814 “ 100 /
Start Time 12/20/20 17:41:03 /
e
End Time 12/20/20 19:08:20 1] =
10 20 30 40
Status Done Cycles
User Detail User | |
-
I Export l ’ Report ‘ I Upload Test | View Test

Hinh 5-4§. Ctra s6 Xem két qua GengXpert Dx—Tab Lich str
(Ché do xem ngweoi dung Chi tiét va Quan trij vién)

Xem Phan 5.13, Chinh sira thong tin xét nghiém dé biét hudéng dan vé cach chinh sira
thong tin trong ctra s6 Xem két qua (View Results) va luu (cc) thay ddi vao cira sb tab
Lich str (History).
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5.12.3.6 Tab Ho tro’

Tab Hé tre (Support) cho nguoi dung Chi tiét (Detail) va Quan tri vién (Administrator)
hién thi théng tin sau cho mot xét nghiém (xem Hinh 5-46):

. Loai xét nghiém (Assay Type)—DPay la mot truong khong thé chinh sira, hién thi
loai xét nghiém chén doan da duogc chay. D6i v6i hau hét cac xét nghiém, truong nay
s& hién thi Chan doan In Vitro (In Vitro Diagnostic).

« S0 sé-ri hop xét nghiém (Cartridge S/N)—Truong khong thé chinh stra nay hién thi
sb sé-ri cua hdp xét nghiém. Néu ¢6 diu sao (*) bén canh truong, tac la sb sé-ri ciia
hdp xét nghiém dugc quét tir hop xét nghiém.

. Ngay hét han (Expiration Date)—Truong khong thé chinh sira nay hién thi ngay hét
han cua hop xét nghiém. Néu c6 diu sao (*) bén canh truong, tirc 1a ngay hét han cua
hdp xét nghiém duogc quét tir hop xét nghiém.

r = Y
BS GeneXpert® Dx System ‘ﬂ}é}

User Detail Use!

User Data Management Reports Setup Maintenance View Results About

N b oE® W N G

Create Test Check Status Stop Test View Results Define Assays Maintenance
q p Y Z
Patient ID ) Views J/( TestResult | Analyte Result | Detail | Errors | History | Support |
H351890559777R IResun\ﬁew Assay Type In Vitro Diagnostic
APrimary Curve
Cartridge S/N* 425669561
Sample ID Expiration Date* 11/20/22

ITZ637890
Error Status OK

S/W Version 6.5
Instrument S/IN 702162

Assay Xpert CT_NG

Version 3
Test Type | Specimen - Module S/N 629998
SampleType [oner ]
Other Sample Type
| | [ =
Notes Views N Legend
Result View 400 [v1[/] CT1; Primary (4]
Primary Curve [vi[./| NG2; Primary

g [vi || NG4; Primary
Ve [vI|/| SAC; Primary
/ [vi|. | sPc; Primary

w
o
o

N\

Upload Status NA
Module Name A4
Reagent LotID* 05814
Start Time 12/03/20 17:41:03
End Time 12/03/20 19:08:20
Status Done
User Detail User

I Export H Report H Upload Test | View Test

Fluorescence
[
=]
o

—_
o
o

l

Hinh 5-46. Clra s6 Xem két qua GeneXpert Dx—Tab Hb tro
(Ché d6 xem ngwei dung Chi tiét va Quan tri vién)
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Lwuy

5.13

Quan trong

«  Trang thai 18i (Error Status)—Trudng khong thé chinh stra nay cho biét ¢ bét ky
16i ndo xay ra trong qua trinh chay xét nghiém hay khong. Khong c6 16i nao duoc
biéu thi bang OK. Néu xdy ra 13 trong khi xét nghiém dang chay, trang thai 15i sé& 1a
L&i (Error).

«  Phién ban phan mém (S/W Version)—Trudng khong thé chinh sira nay hién thi
phién ban phﬁn mém duoc cai dit trén hé théng tai thoi diém chay xét nghiém

« 86 sé-ri ciia may (Instrument S/IN)—Truong khong thé chinh stra nay hién thi s6
sé-ri cua may da chay xét nghiém

« S0 sé-ri cia mo-dun (Module S/N)—Trudng khong thé chinh sira nay hién thi sb
sé-ri cua mo-dun da chay xét nghiém.

Tét ca cac trudng trong tab HO trer (Support) déu khong chinh stra dworc.

Chinh stra thong tin xét nghiém

Pam bao ban quét hodc nhap ding ID mau (Sample ID), ID bénh nhan (Patient ID) va ID bénh
nhan 2 (Patient ID 2). ID miu (Sample ID), ID bénh nhan (Patient ID) va ID bénh nhan 2
(Patient ID 2) dworc lién két véi két qua xét nghiém va dwoc hién thi trong ctra s6 Xem két
qua (View Results) ciing nhw tat ca cac bao cao.

D6i véi mdi xét nghiém, ban co thé chinh sira ID bénh nhan (Patient ID) va ID bénh
nhan 2 (Patient ID 2) (néu chung duoc bat), ID mau (Sample ID), Loai xét nghiém
(Test Type) Loai mau (Sample Type), Loai mau khac (Other Sample Type) va Ghi chu
(Notes). Dé lam diéu nay, trong cira s6 Xem két qua (View Results) (Xem Hinh 5-47),
hay chinh stra ID mau (Sample ID), Loai xét nghiém (Test Type), Loai mau (Sample
Type), Loai mau khac (Other Sample Type) va Ghi chii (Notes) (xem Hinh 5-47).

ID mau khong dugc bao gdm cac ky ty sau: |@ A~ & /:*2"<>'$%!; () -

Pé minh hoa tinh ning tab Lich st (History):

1. Trong ctra s Hé théng GeneXpert Dx, hiy nhip vao Xem két qua (View Results)
trén thanh menu. Tab Két qua xét nghiém (Test Result) hién thi. Xem Hinh 5-47.

2. Nhép vao tab Lich st (History) trén man hinh Xem két qua (View Results) (xem
Hinh 5-48). Tab Lich st (History) hién thi, cho thay ring khong co thay d6i nao
duogc thyc hién cho xét nghiém. Xem Hinh 5-49.
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r
n GeneXpert® Dx System

Create Test

User Data Management Reports Setup Maintenance View Results About

ls

Stop Test

|3

Patient ID

H351890559777R

Result View
Primary Curve

Sample ID

637890

Assay

Xpert CT_NG

Specimen

M| TestResult

View Results

Assay Name Xpert CT_NG

Version 3

NOT

[For In Vitro Diagnostic Use Only.

Other Sample Type
|l == = —
Notes Views Legend
Result View 400 [vi[/] cT1; Primary 4]
\Primary Curve [vi /] NG2; Primary
@ 300 — v || NG4; Primary
£ [vi | /] SAC; Primary
Upload Status NA 8 200 [vi || SPC; Primary
Module Name A4 S y
Reagent LotID* 05814 = 100 i/
Start Time 11/30/20 17:41:03 /
End Time 11/30/20 19:08:20 0 =
s D 10 20 30 40
tatus Done s
User Detail User ||
-
I Export | I Report I [ Upload Test | View Test

Hinh 5-47. Ctra s6 Xem két qua GeneXpert Dx (Ché dé xem cho ngw®i dung Chi tiét va Quan tri vién)
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r
n GeneXpert® Dx System

== s

| user Datam D Setup Mail

Create Test Check Status

Stop Test

View Results About User Detail Usel

1o

M EE N

View Results Define Assays, Maintenance

Patient ID ,| TestResult | Analyte Result | Detail | Errors | History | Support |
H351890550777R Result View Assay Name Xpert CT_NG Version 3
Primary Curve Test Result NOT DETECTED]
Sample ID G NOT DETECTED
’T2637890 l
Assay Xpert CT_NG
Version 3 [For In Vitro Diagnostic Use Only.
TestType |Specimen v |
sampleType [Other v
Other Sample Type
Notes Views : Legend
Result View 400 [vi[/] CT1; Primary ||
\Primary Curve [vi|/| NG2; Primary
@ 300 o vi[.| NG4; Primary | | |
2 / [vi /] SAC; Primary ‘
Upload Status NA 2 200 / [vi || SPC; Primary
Module Name A4 S i ;
Reagent LotID* 05814 “ 100 / ‘
Start Time 11/30/20 17:41:03 /
End Time 11/30/20 19:08:20 0 -
10 20 30 40
Status Done Cycles
User Detail User L ‘
= |
I Export | [ Report | | Upload Test | View Test ‘

Hinh 5-48. Hé thdng GeneXpert Dx, Clra s6 Xem két qua (Ché doé xem ngwei dung Chi tiét va Quan tri vién)

B GeneXpert® Dx System

e B S

‘User Data Management Reports Setup Maintenance View Results About

User Detail User

ol

Create Test Check Status Stop Test View Results Define Assays )efine G s Maintenance
Patient ID M Views )| TestResult | Analyte Result | Detail | Errors | History | Support |
H351890550777R lasmtiow FieldName | WAS [ 1S [ user Time
Primary Curve
sample ID
[T2637890 ‘
Assay Xpert CT_NG
Vi 3
Test Type | Specimen v
Sample Type | Other v
Other Sample Type
Notes Views Legend
Result View 400 vi IQ CT1; Primary ||
|Primary Curve [vi[./] NG2; Primary
@ 300 e — [vi ] NG4; Primary
8 »
z / [vi|/| SAC; Primary
Upload Status NA 2 200 / [vi || SPC; Primary
Module Name A4 S
Reagent Lot ID* 05814 “ 100
Start Time 12/20/20 17:41:03
End Time 12/20/20 19:08:20
Status Done
User Detail User B
=
| Export || Report || uploadTest | View Test

Hinh 5-49. Cira s6 Xem két qua GeneXpert Dx—Tab Lich st dwoc chon
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3. Thay dbi Loai xét nghiém (Test Type) thanh Chuén 4m (Negative Control) nhu minh
hoa trong Hinh 5-50.

n GeneXpert® Dx System ‘ == é
[ User Data Management Reports Setup Maintenance View Results About User Detail User|

Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance

Patient ID y Views )| TestResult | Analyte Result | Detail | Errors | History | Support |
[H351890559777R e FieldName | WAS [ IS [ user Time
Primary Curve
Sample ID
|T2537890 |
Assay Xpert CT_NG
Vi g
TestType |Negative Control1 v
SampleType (Other v
Other Sample Type
Notes Views Legend
Result View 400 v \4 CT1; Primary |+
\Primary Curve [ [/] NG2; Primary
@ 300 SR * [vi ["] NG4; Primary
£ / [vi[/] SAC; Primary
Upload Status NA & 200 vi [ spc; Primary
Module Name A4 S /
Reagent Lot ID* 05814 “ 400 /
Start Time 12/20/20 17:41:03 /
End Time 12/20/20 19:08:20 0
10 20 a0 40
Status Done Cycles
~|

Hinh 5-50. Ctra sd Xem két qua GeneXpert Dx—Loai xét nghiém da thay déi

4. Nhéap vao nit Lwu thay déi (Save Changes) nim ¢ cudi ctra s6 Xem két qua
(View Results) (xem Hinh 5-50). Hop thoai Luu xét nghiém (Save Test) xuat hién.
Xem Hinh 5-51.

1R save / ]

(® Save Test

Yes || wo || cancel |

Hinh 5-51. Hop thoai Lwu
5. Nhap vao C6 (Yes) dé luu cac thay doi va tiép tuc. Phadn mém theo dai lich sir thay
d6i (xem Hinh 5-52).
Nhiap vao Khéng (No) dé khong luu thay di. Man hinh trude hién thi va tat ca cac
chinh stra duoc loai bo.
Nhiap vao Huay (Cancel) dé khong tiép tuc va ¢ lai trong cling cira s6. Moi chinh stra
duoc thuc hién cho ctra s6 van giit nguyén nhung sé khong duoc Iuu.
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Lwuy

Néu da thyc hién thay déi dbi véi mot clra s, hop thoai Luu (Save) sé hién thi cho bét ky thao tac
nao sé mé& mot clra sd khac.

n GeneXpert® Dx System Itig ‘ =| @ é
User DataManagement Reports Setup Maintenance View Results About User Detail Usel
] ™ - § o
e I8 1Bl @ R
%] ~ ) ) A
Create Test Check Status Stop Test View Results Define Assays Maintenance
Patient ID Views 2 te Result | Detail | Errors | History | Support |
H351890559777R e FieldNa WAS 18 [ user Time
Primary Curve Test Type Specimen |Negative Control <None> 12/20/2012:49:54
Sample ID
’72637890 ‘
Assay Xpert CT_NG
3
Test Type egative Control 1 v
Sample Type M
Other Sample Type
| J|t= ,
Notes Views Legend
Result View 400 [vi[/] cT1; Primary [+ |
\Primary Curve [vi|/] NG2; Primary
o 300 /»—’—_ [vi[."] NG4; Primary
§ / [vi[/| SAC; Primary
Upload Status NA 2 200 / [vi|. | sPC; Primary
Module Name A4 S i
Reagent Lot ID* 05814 “ 100 /
Start Time 12/20/20 17:41:03 //
End Time 12/20/20 19:08:20 0 —
Status D 10 20 30 40
3, Hone. Cycles
User Detail User L
| Export || Report || uploadTest | View Test
L = — e ——

4

Hinh 5-52. Tab Lich st hién thi thay d6i loai xét nghiém tlr mau bénh pham thanh mau chuan am
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5.14 Tao bao cao két qua xét nghiém

DPé dam bao tat ca div liéu dworc hién thi chinh xac, cac bao cao phai dwoc tao bang ciing

Quan trong mo6t ngoén ngiv dwoc str dung khi thu thap két qua xét nghiém.

Co hai bao cao xét nghiém tuy thudc vao muc do chi tiét duoc yéu cAu. B4o cdo xét
nghiém cta ngudi dung Co ban hién thi két qua xét nghiém va thong tin xét nghiém.
Béo c4o xét nghiém cho nguoi dung Quan tri vién va Chi tiét hién thi két qua xét
nghiém, thong tin xét nghiém va thong tin két qua chat phén tich nhu dwoc lwa chon
bang cac tiy chon trong hdp thoai Chon xét nghiém can xem (Select Test to be Viewed).

. Dé biét cac bao co xét nghiém ciia ngudi ding Co ban, hdy xem Phan 5.14.1, Bao
cao két qua xét nghiém cho nguoi dung Co ban.

«  Débiét cac bao co xét nghiém cho ngudi dung Chi tiét va Quan tri vién, hiy xem
Phan 5.14.2, Bo céo két qua xét nghiém cho nguoi dung Chi tiét va Quan tri vién.

Dé tao tép PDF chira két qua xét nghiém, trong cira s6 Xem két qua (View Results) (xem
Hinh 5-38 hodc Hinh 5-41), hiy nhép vao nut Bao cao (Report).

5.14.1 Bao cao két qua xét nghiém cho ngwdi dung Co ban

Néu can c6 két qua chéat phan tich va dwdng cong khuéch dai thi bao cdo xét nghiém phai do ngu i
Lwuy dung Chi tiét ho&c Quan tri vién tao. Xem Phan 5.14.2, Bao céo két qua xét nghiém cho ngwdi dung
Chi tiét va Quan trj vién.

Pbi voi nguoi dung Co ban, phﬁn mém tao tép PDF va hién thi tép trong cura s6 Adobe
Reader. Ban c6 thé luu va in tép PDF tir phan mém Adobe Reader. Dé biét hudng din vé
cach sir dung Adobe Reader, hiy nhip vao lwa chon Tro giip Adobe Reader (Adobe
Reader Help) trong menu Tror gitp (Help) ctia Adobe Reader.

Céch tao bao cao két qua xét nghiém:

1. Nhép vao nit Xem két qua (View Results) va chon xét nghiém mong muén trong
ctra sO xudt hién. Nhap vao OK dé mo xét nghiém.
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Patient ID S‘""I’I‘)"'e “:‘:""':f User Result Assay Status SE';;'S SD:""Q -
SH1 SH1 F3 support FV HOMOZYGO... Xpert FV Done oK 041319 14:18:26 :‘
ZHE 2HE F2 suppaort FIlHOMOZYGO.. Kpert Fll Done oK 04/1319 14:18:00
2H5 2H5 F1 suppaort FIlHOMOZYGO.. Kpert Fll Done oK 0411319 141737
2H4 2H4 E3 suppaort FIlHOMOZYGO.. Kpert Fll Done oK 0411319 141712
ZH3 2H3 E2 support FIlHOMOZYGO... Kpert FIl Done oK 041319 14:16:48
ZH2 2H2 E1 support FIlHOMOZYGO... Kpert FIl Done oK 04/13M19 14:16:25
ZH1 2H1 D3 support FIIHOMOZYGO... Kpert FIl Done oK 041319 14:16:02
2-5NE 12-5N6 D2 support FIl NORMAL,FY ... Xpert FIl & FV¥ Combo  Done oK 04/1319 14:15:35
2-5N5 2-5N5 D1 support FIl NORMALFY ... Xpert FIl & FV Combo  [Done oK 041319 14:15.06
2-5N4 2-5N4 C4 suppaort FIlNORMALFY _XpertFIl & FV¥ Combo  Done oK 04/1319 14:14:33
2-5N3 2-5N3 C3 support ERROR Xpert FIl & FV¥ Combo Incomplete Error 04/1319 14:14:10
2-5N2 2-6N2 Cc2 support FIl NORMAL;FV ...[Xpert FIl & FV Combo  |Done OK 04/1319 14:13.46
SME SNG 34 support FV NORMAL Kpert FY Done oK 01/1314 14:09:37
5ME SNG P4 support FV NORMAL Kpert FY Done oK 041319 14:09:13
54 SN4 P3 support FV NORMAL Kpert FY Done oK 041319 14:08:01
SN2 SN3 P2 support FV NORMAL Kpert FY Done oK 041319 14:07.37
SN2 SN2 04 support FV NORMAL Kpert FY Daone oK 04/1319 14:07:15
5N BN1 03 suppaort FV NORMAL Kpert FY Done oK 0411319 14:08:47
ZME 2NE 02 suppaort FIl NORMAL Kpert Fll Done oK 04/1319 14:06:24
ZM5 2N5 01 support Fll NORMAL Kpert Fll Done oK 04/1319 14:05:58
ZM4 2N4 M4 support Fll NORMAL Kpert Fll Done oK 041319 14:05:37 |
" " o S - Cunonu aru o L tan0 asnc.a hd
F 0K Cancel

Hinh 5-53. Hop thoai Chon xét nghiém can xem

2. Nhip vao nit Bao céo (Report) dé tao tép PDF.
Wondoreosmen W T

User DataManagement Reports Setup Maintenance View Results About User Basic Use

S~ =
N o BB i
&. SN - @ZL’ i \I
Create Test Check Status Stop Test View Results Define Assays Maintenance
Patient ID* 2-5N6
Patient ID 2 2-5N6

Sample ID* 2-5N6

Assay Xpert Fll & FV Combo Version 1

EETIFIFNORMALS
NORMAL

i

Sample Type | Other M [ 7;

%

Other Sample Type User User1 Z

v

Notes Start Time 12/13/20 14:15:35 g

End Time 12/13/20 14:45:15 \Z

Status Done .

For In Vitro Diagnostic Use Only.

View Test
Hinh 5-54. Chon B4o cao dé tao PDF
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3. Tép PDF mo trong cira s6 Adobe Reader. Cé thé luu hodc in tép PDF tir phin mém
Acrobat. Dé biét hudng dn vé céch sir dung Adobe Reader, hay nh:?ip vao lua chon
Tror gitip Adobe Reader (Adobe Reader Help) trong menu Tro gitp (Help) ctia
Adobe Reader.

5 2-5N6_2019.04 13 14.15.35_basic.pdf - Adobe Acrobat Reader DC
File Edit View Window Help

Home Tools 2-5N6_2019.01.13.. %
B8 EQ ) ( 1 |/s1 *@@@ m%-ﬁ@@%’ e ¢
I Comment
GeneXpert PC 07/14/22 08:54:43 /. Fill &Sign
Test Report B @ More Tools
Patient ID*: 2-5N6
Patient ID 2: 2-5N6
Sample ID*: 2-5N6 |
Test Type: Specimen
5 Sample Type: 5
Assay Information
Assay Assay Version Assay Type
Xpert Fll & FV Combo 1 In Vitro Diagnostic
Test Result: FIl NORMAL;
FV NORMAL
Convert and edit PDFs
with Acrobat Pro DC
User: i Start Free Trial
Hinh 5-55. Bao cao co ban dwgrc mé trong Adobe Reader
Huwéng dan van hanh Hé thong GeneXpert Dx 5.55
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GeneXpert PC 07/14/22 08:54:43
Test Report
Patient ID*: H351885382682R
Patient ID 2:
Sample ID*: HN237945
Test Type: Specimen
Sample Type:
Assay Information
Assay Assay Version Assay Type
Xpert Fll & FV Combo 1 In Vitro Diagnostic
Test Result: FIl NORMAL;
FV NORMAL

User: Basic1
Status: Done Start Time: 07/13/22 14:15:35
Expiration Date*:  11/16/22 End Time: 07/13/22 14:45:15
S/W Version: 6.5 Instrument S/N: 801225
Cartridge S/N*: 116820908 Module S/N: 607389
Reagent Lot ID*: 04701 Module Name: D2
Notes:
Errors
<None>

Tech. Initial/Date Supervisor Initial/Date

* indicates that a particular field is entered using a barcode scanner

For In Vitro Diagnostic Use Only.

GeneXpert® Dx System Version 6.5 CONFIDENTIAL Page 1 of 1

Hinh 5-56. Bao cao xét nghiém vi du—Ngwi diung Co’ ban
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5.14.2

Quan trong

Bao cao két qua xét nghiém cho ngwoi dung Chi tiét va
Quan tri vién

Dbi voi nguoi dung Chi tiét va Quan tri vién, phan mém cho phép nguoi dung dit cdu
hinh Béo céo xét nghiém trudc khi tao PDF.

Cach tao bao co két qua xét nghiém:

1. Nhip vao nat Xem két qua (View Results). Chon (cac) xét nghiém dé thém vao bao
c4o bang cach nhap vao (cac) hop kiém & bén trai (cc) muyc.

Do6i khi, chi mot phan théng tin két qua dwoc hién thj trong cot Két qua (Result) ctia hop
thoai Bao cao xét nghiém (Test Beport). Dé xem phan con lai ctia thong tin két qua, hay di
chuyén con tré chuét qua cot Két qua (Result).

Test Report
—

Analyte Result

[l Detail /

[v] Melt Peaks

[v] Error Details
[] Troubleshoot
[[] Messages

[ History

I ] Replaced Runs

‘ Patient ID ‘ e | e ‘ User Result ‘ Assay | status | ETOT S
I w= 5 255 D2 support FIINORMALFV . XpetFl&FVCombo  [Dome  (OK 0411319 1415:35 ||
O |- 2-5N5 =3 support FIINORMALFV .. XpetFIl&FVCombo  [Done  |OK oar13119 14:15:06 |
O 2-5N4 2-5N4 ca support FIINORMALFV .. XpetFIl&FVCombo  [Done  |OK 04113119 14:14:33
O [2-5N2 2-6N3 .C3 support. IERROR ;(p.ert Fll & FV Combo .:\Incnmplete .Ermr "EI4J1 319 14:14:10
O 28wz 25N2 2 support FINORMALFV . XpetFII&FVCombo  [Done  |OK 04113119 141346
O |sne 506 54 support FUNORMAL  XpertFV lbone ok 04113119 14:09:37
O |sn5 5N5 Pa support FUNORMAL  XpertFV bone  |ok loar319 140813 |
O sna 5Nd 3 support FUNORMAL  XpertFV bone ok loar13r9 14:08:01
O |sn3 5N3 P2 support FUNORMAL  KpertFv pone  Jox loarang 140737
O sn2 5h2 04 support FUNORMAL  MpertFV Done DK 04113119 14:07 15
O 5N 504 03 support FUNORMAL  MpertFV Done DK 04113119 14:06:47
O 2ng MG o2 support FIINORMAL  XpertFl pone Jok loar13n9 14:06:24
0 |ons 2N5 o1 support FINORMAL  pertFI |pone ok 04319 14:05:58
O |on4 M4 N4 support FINORMAL  XpertFll Done DK 04113119 120537 ||
| e N3 support FINORMAL  XpertFi bone ok loar13119 14:05:12 |24
0 2wz 2Nz 1 support FINORMAL  XpertFu pone ok 04113119 140447 ||

| Generate Report File ‘ Preview PDF | | Close ‘

Hinh 5-57. Hop thoai Chon xét nghiém can xem
2. O gbc trén bén trai cia hop thoai, c6 mot s6 loai thong tin. Chon thong tin ban mubn
dura vao bao céo bang cach nhip vao (cac) hop kiém & bén trai (cac) muc:

«  Chitiét (Detail)—Chon dé dua thong tin tir tab Chi tiét (Detail) vao bao cio nhu
tén chat phan tich, gia tri kiém tra doan do va két qua, chiéu cao dinh dan xuét
thir hai va khép duong cong.

«  Dinh néng chay (Melt Peaks)—Chon dé dua cac dinh nong chay vao bao cdo,
néu co.

Huwéng dan van hanh Hé thong GeneXpert Dx
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Chi tiét vé 16i (Error Details)—Chon dé bao gdm bét ky chi tiét nao vé 15i tir
tab L6i (Error), néu co.

Khac phuc sw c6 (Troubleshoot)—Chon dé dura thong tin khic phuc su ¢ vao
bao cdo, néu co.

Thong bao (Messages)—Chon dé dua cac thong bao vao bao cdo lién quan
dén xét nghiém, néu co.

Lich st (History)—Chon dé bao gdm bt ky thay d6i nao dwgc thyc hién dbi
v6i cac két qua xét nghiém tir tab Lich st (History), néu c6.

Lan chay da thay thé (Replaced Runs)—Khéng chon hop kiém nay; hop nay
dugc danh riéng cho chuc nang trong tuong lai.

Nut Két qua chéat phan tich (Analyte Result) cho phép ngudi ding chon thong
tin cu thé dé dua vao phan Két qua chat phan tich (Analyte Result) ctia bao céo
(xem Hinh 5-58).

| S%ct Analyte Result ﬁ‘
A .

, Available | ﬁ Selected
EndPt

Analyte Name

Ct

Interpretation Result
Reason

Analyte Result
Probe Check Result
Target Delta Ct

& w AV

| h
| OK Cancel

Hinh 5-58. Chon hép thoai Két qua chat phan tich

Pé dua dix liéu chét phan tich cu thé vao bao cdo, hay chon mot hodc nhiéu muc
tir cot C6 sén (Available) roi nhap vao nit mili tén phai dé di chuyén ching dén
cot Pa chon (Selected). Dé loai trir dit liéu cht phan tich cu thé khoi bao cdo,
hdy chon mét hodc nhiéu muc tir cot Da chon (Selected) rdi nhip vao nit mii
tén trai dé di chuyén chiing dén cot C6 sén (Available). C6 thé bao gom hodc
loai trir tat ca cac muc theo bao céo bang cach nhép vao nut mili tén kép bén
phai hodc nut miii tén kép bén trai. Sau khi chon cdc muc dit liéu chét phan tich,
hay nhép vao nut OK dé dong hop thoai Chon két qua chét phan tich (Select
Analyte Result).

=

5-58
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3. Khi da thuc hién tit ca cac lua chon, hay nha‘ip vao mot hodc ca hai nut sau trén hop
thoai Bao c4o xét nghiém (Test Report):

*  Tao tép bao cao (Generate Report File)—Tao tép PDF va luu tép do & vi tri
mac dinh hodc vi tri ban chi dinh.

«  Nhip vao nut Tao tép bao céo (Generate Report File) trén khong gian
lam viéc Béo cdo xét nghiém (Test Report) (xem Hinh 5-57) dé tao tép
PDF cuia bao cao xét nghiém. Hop thoai Tao tép bao cao (Generate Report
File) s¢ xuét hién, cho phép ban luu tép d6 vao mot vi tri dwoc chi dinh.
Nhip vao Lwu (Save) khi ban di chuyén dén vi tri duoc chi dinh.

*  (Khong bat bude) Dé in béo cdo, di dén vi tri da luu, m& bao cdo xét
nghiém va in bao cdo. Mgt bao cao xét nghiém tuong tu nhu bao cao xét
nghi€m dugc trinh bay trong Hinh 5-59 va Hinh 5-60 s€ duogc in ra. Trang
cudi ctia bao cdo xét nghiém chira mot khéi chit ky dé phé duyét bao céo
xét nghi€ém dugc in ra.

Béao céo xét nghiém dwoc hién thi trong Hinp 5-‘59 va Hinh 5-60 c6 cac tly chon Chi tiét (Detail),
Dinh néng chay (Melt Peaks) va Chi tiét vé 16i (Error Details) duoc chon. Cac bao céo xét
nghiém cu thé c6 thé dai hon hodc ngan hon tiy thudc vao cac tiy chon dwoc chon va cac muc ap
dung cho xét nghiém.

Lwuy

«  Xem trwérc PDF (Preview PDF)—Tao tép PDF va hién thi tép trong cira s6
Adobe Reader. C6 thé Iuu hoic in tép PDF tir phan mém Acrobat. Dé biét
hudng dan vé cach sir dung Adobe Reader, hiy nhéap vao lwa chon Tre gilip
Adobe Reader (Adobe Reader Help) trong menu Tro gitip (Help) cia Adobe
Reader.

«  DPoéng (Close)—Sau khi tao (cac) bao cdo xét nghiém, hily nhap vao Déng
(Close) dé dong cira s6 Béo co xét nghiém (Test Report).

4. Néubat In bao cao xét nghiém khi két thuc xét nghiém (Print Test Report at End
of Test), bao céo s€ tu dong in ting bao céo xét nghiém sau khi xét nghiém dugc
hoan tat. Xem Phan 2.14, Dit cau hinh hé thong.

Huwéng dan van hanh Hé théng GeneXpert Dx
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GeneXpert PC

Test Report
Patient ID*: H351885382682R
Patient ID 2:
Sample ID*: HN237945
Test Type: Specimen
Sample Type:

Assay Information

Assay
Xpert Fll & FV Combo

Assay Version Assay Type

1

07/14/22 09:01:20

In Vitro Diagnostic

Test Result: FIl NORMAL;
FV NORMAL

Analyte Result

Analyte
Result
FI120210G 24.4 461 POS PASS
FIl 20210A 0.0 20 NEG PASS
FV 1691G 251 347 POS PASS
FV 1691A 0.0 17 NEG PASS
Detail
Prb Chk1 PrbChk2 PrbChk3 Probe 2nd Deriv. Curve Fit
Check Peak Height
Result
Fl1 20210G 125 221 126 PASS 0.0 NA
F11 20210A 46 179 47 PASS 0.0 NA
FV 1691G 57 166 58 PASS 0.0 NA
FV 1691A 40 119 41 PASS 0.0 NA
Melt Peaks
<Not applicable>
For In Vitro Diagnostic Use Only.
GeneXpert® Dx System Version 6.5 CONFIDENTIAL Page 1 of 2

Hinh 5-59. Bao cao xét nghiém vi du—Ngwoi dung Chi tiét va Quan trj vién Trang 1
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GeneXpert PC

07/14/22 09:01:20

Test Report
User: Detail1
Status: Done Start Time: 07/13/22 14:15:35
Expiration Date*: 11/16/22 End Time: 07/13/22 14:45:15
S/W Version: 6.5 Instrument S/N: 801225
Cartridge S/N*: 116820908 Module S/N: 607389
Reagent Lot ID*: 04701 Module Name: D2
Notes:
Error Status: OK
Errors
<None>

Tech. Initial/Date
* indicates that a particular field is entered using a barcode scanner

Supervisor Initial/Date

For In Vitro Diagnostic Use Only.

GeneXpert® Dx System Version 6.5 CONFIDENTIAL Page 2 of 2

Hinh 5-60. Bao cao xét nghiém vi du—Nguwei dung Chi tiét va Quan tri vién Trang 2
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5.15

Quan trong

Xuat két qua xét nghiém

DPé dam bao tat ca dir liéu dworc hién thi chinh xac, cac bao cao phai dwoc tao bang ciing
mo6t ngoén ngiv dwoc str dung khi thu thap két qua xét nghiém.

Dé xuét két qua xét nghiém sang tép gia tri phan tach bang dau phay (.csv), trong cira
s6 Xem két qua (View Results) (xem Hinh 5-38 hodc Hinh 5-41), hiy nhip vao Xuét
(Export).

Ngudi dung Co ban chi ¢6 thé xuét két qua xét nghiém cho xét nghiém hién dang duoc
hién thi. P6i voi nguoi dung Co ban, hop thoai Xuét két qua (Result Export) s& xuat
hién (xem Hinh 5-62). Dinh vi va chon thu muc chira t&p s€ Xuét, nhép tén tép, sau do
nhip vao Lwu (Save).

Nguoi ding Chi tiét va Quan trj vién c6 thé chon va xuét két qua cho nhiéu xét nghiém
cung mot luc. Ho ciing c¢6 thé chon nhiéu tiy chon khac nhau dé xuat. Bdi véi ngudi
dung Chi tiét va Quan trj vién, hop thoai Xuét dix liéu (Export Data) s€ xuét hién.

Xem Hinh 5-61.

[vi Analysis Settings

[V] Test Result

[/ Optical Data
[_] Melt Data
[_] Pressure
[_] uitrasonic Horn Amplitude, Frequency and Duty Cycle

[_] Heater Temperature
> 2

—— i

/ Export Selection (For Qualified Assays)

k Patient ID ‘ Sallr[l)ple ‘ I:‘:d':;e ’ User ‘ Result Assay ‘ Status :g:‘; | g':‘:
vl |H351890377714R |HA245614 Al Detail User ERROR Xpert CDIFFICILE Done Error 02/29/19 15:56:42 | =
[0 |H351875882682R |TT555698 B3 Basic User |ERROR HIV-1 Quant IUO CE Aborted  |Error 02/16/19 14:57:38
[ iH351890382682R TG478589 B2 Administration ... HIV-1 NOT DET... |HIV-1 Quant lUO CE Done OK 02/16/19 14:52:39
J |H351890345682R | CR538763 B4 Administration ... MTB NOT DETE... Xpet MTB-RIF USIVD | Done OK |02/16/19 13:39:27 g
[J |H39590382682R |KW630987 B3 Administration ... MRSA NEGATIV... Xpert SA Nasal Complet..|Done OK 02/16/19 13:38:00 é
[0 |H351873382682R |GH487365 A3 Administration ... MRSA NEGATIV... Xpert SA Nasal Complet...Done OK 02/16/19 13:36:08 g
[ .H351898782682R SR543267 .A2 Administration ... MRSA POSITIV... [Xpert SANasal Complet..Done OK -02I16I19 13:34:19 22
[ |H351890382682R |DU155637 B2 Administration ... MRSA NEGATIV... Xpert SA Nasal Complet... Done OK 02/16/19 13:32:37
[0 |H351890382682W RL986632 Ad Detail User MRSA POSITIV... |Xpert SANasal Complet... Done OK 02/15/19 17:33:44
J |H351877782682Y |GK563895 B1 Detail User |ERROR [Xpert MTB-RIF USIVD  |Aborted  |Error 02/15/19 17:32:28
[ |H356129382682R |TF277659 B4 Detail User MTB NOT DETE... Xpert MTB-RIF US IVD ___|Done OK 02/15/19 17:31:20 | »
Select Deselect Select Deselect
Al All Highlighted Highlighted

ﬁpon | | cancer |

Hinh 5-61.

Hép thoai Xuat div liéu (Chi danh cho ngw®i dung Chi tiét va Quan tri vién)

5-62
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0 goc trén bén trai cuia hop thoai, c6 mot $6 loai thong tin. Chon thong tin ban mudn ¢
trong t€p xuat bang cach nhap vao (cac) hop kiém o bén trai (cac) muc:

Cai dit phan tich (Analysis Settings)—Chon dé dwa cai dit phén tich vao bao céo.
Két qua xét nghiém (Test Result)—Chon dé dua két qua xét nghiém vao béo céo.
D@ liéu quang (Optical Data)—Chon dé dua dit liéu quang vao bao cdo.

Di» liéu tan chay (Melt Data)—Chon dé dua dit lidu tan chay vao béo cdo.

Ap suat (Pressure)—Chon dé dua thong tin vé ap suét vao bao cdo.

Bién d6 dau do siéu am (Ultrasonic Horn Amplltude), Tan s6 (Frequency) va
Chu trinh nhiém vy (Duty Cycle)}—Chon dé dua bién d6 dau do siéu am, tan s6 va
chu trinh nhiém vu vao béo céo.

Nhiét dé bo gia nhiét (Heater Temperature)—Chon dé dua thong tin nhiét do cua
bd gia nhiét vao bao cao.

Chon két qua xét nghiém va thong tin lién quan ma ban muén xut. Bén nut & cudi man
hinh, Chon tat ca (Select All), Bé chon tat ca (Deselect All), Chon muc dworc danh
dau (Select Highlighted) va Bé chon muc dworc danh dau (Deselect Highlighted)
cung cép phim tat dé thuc hién lya chon. Nhép vao Xuat (Export) khi ban da chon xong.
Hop thoai Xuat két qua (Result Export) s& xudt hién (xem Hinh 5-62). Dinh vi va chon
thu muc chtra tép s& xuét, nhdp tén tép, sau d6 nhap vao Lwu (Save).

Lwuy

Thw muc Xuat (export) Ia thw muc mac dinh. Khi mdt tép bao céo duoc xuat, phan mém sé nhé
thw muc cudi ciing dwoc st dung.

Huwéng dan van hanh Hé théng GeneXpert Dx 5.63
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V ﬂ Result Export u |

sove [ export CIGIEL:E
[ %Ratio 010714164912_2019.01.07_16.49.53.csv [ %Ratio 0107141
[} %Ratio 010714165107_2019.01.07_16.51.56.csv [} %Ratio 0107141

: [ %Ratio 010714170435_2019.01.07_17.05.17.csv [y %Ratio 0107142( |/
[ %Ratio 010714174035_2019.01.07_17.41.16.csv [} %Ratio 0107142( |
[ %Ratio 010714174128_2019.01.07_17.42.15.csv [ %Ratio 0107142
[ %Ratio 010714174235_2019.01.07_17.43.24.csv [ %Ratio 0107142
K7 I
File Name:  |SD142231_2019.01.07_12.41.13.cs l
Files of Type: | Comma-Separated Values (.csv) v

\ Save Cancel

Hinh 5-62. Hop thoai Xuat két qua
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Mé& va xem tép .csv

C6 thé mo cac két qua xét nghiém da xuat bang cach st dung Apache OpenOffice
(AOO) hoic chuong trinh phan mém khac hd tro cac tép .csv. Cac huéng dan sau day
mo ta viéc sit dung AOO dé mé va xem tép .csv.

Hay tham khao Phu luc D d& biét hwéng dan chi tiét vé cach dat ciu hinh Apache OpenOffice.

Lwuy GeneXpert Dx system dwoc cung clp trwéc ngay 30 thang 11 ndm 2015 cé thé duoc cai d&t
Microsoft Office nén ciing c6 thé mé va xem tép .csv bang chwong trinh Excel c6 sén trong b phan
mém do.

1. Trong thu myc GeneXpert trén hé thong ctia ban, hiy chuyén dén thu muc Xuat
(Export). Nhap chudt phai vao tép .csv ban mubén mé. Khi menu tha xudng xuét
hién, hdy nhap vao Mé& bang (Open with) r6i chon OpenOffice Calc. Xem
Hinh 5-63.

@\:/vl . v Computer » Local Disk (C:) » GeneXpert » export

Organize = 5| Open = Print Burn MNew folder 3=z
. Mme Date modified Type Size

Bl Desktop = RF-46-193_#1_2019.02.03 22.53.33 020313 501 PM  OpenOffice.org XML 1.0 Spreadsheet 3T KB
4 Downloads Open
= Recent Places Mew
Print
a Libraries Edit
j Documents Scan with Microsoft Security EssentialSh
@' Music Open with j MNotepad
E Pictures Restore previous versions i’l’ OpenOffice Calc
4 Videos =
Send to | = Wamle:
1% Computer Cut Choose default program...
£, Local Disk (C:) o
- UUT(E)
Create shortcut
€l Network Delete
Rename
Properties
] 1 v
RF-46-193_#1_2019.02.03_22.53.36 Date modified: 08/03/2019 5:01 PM Date created: 02/03/2019 4:45 PM
al OpenOffice.org XML 1.0 Spreadsheet Size: 36.3 KB

Hinh 5-63. M& tép .csv dé dit cau hinh AOO (Vi du)
2. Man hinh Nhap vin ban (Text Import) s& xuit hién. Trén man hinh nay, hiy xac
minh cac hop kiém & bén trai cia truong Dau phdy (Comma) va Trwéng trich dan
dwéi dang van ban (Quoted field as text) di duoc danh dau. Xem Hinh 5-64.

Trong menu tha xuéng Bo ky tw (Character Set):

Déi voi ngdn ngit mot byte (tiéng Anh, tiéng Phép, tiéng Tay Ban Nha, tiéng B6 Dao
Nha, tiéng Y, tiéng Pirc, tiéng Nga), hdy chon Unicode (UTF-8).
Dbi v6i ngon ngit nhidu byte (tiéng Nhat va tiéng Trung), hiy chon Unicode.

Huwéng dan van hanh Hé théng GeneXpert Dx 5.65
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3 Text Import - [GeneXpert_2019,0325_15.06.23.csv] (o] et
~ N
\

n

Cancel
Language |Defau|t - English (USA) |Z||

Import
e oK

Character set

4]

From row 1 B Help

Separator opticns
(7 Fixed width

@ Separated by

[ Tab Comma [™] Other
7] Semicolon [ Space
[] Merge delimiters Text delimiter " [~]

Mﬂther options
Quoted field as text

[] Detect special numbers

Fields
Standard |5tar1dard |St -

1] Gene¥pert Dx System |;
iSystem Hame Gene¥pert EC =
3 Exported Date 03/25/1% 09:59:05
4 Report User Name «None>
H
ihSSAY INFORMATION
7 Rasay ¥pert MRSL G3 i
" |_ = 1 | ) 2

Hinh 5-64. Man hinh Nhap van ban vé&i cac cai dat méi dwoc chon
3. Sau khi xac minh D4u phén tich va cac tity chon khac, hay nhap vao OK. Tép .csv s&
hién thi.

4. Sau khi tép mo ra, hiy nhap vao goc trén bén trai ctia bang tinh dé danh dau tat ca
cac 0, nhu minh hoa trong Hinh 5-65.

$348710_2019.03.24_08.35.07.

File Edit View Inset Format Tools Data Window Help
‘B2 Hs RER YExa®
= o [-[BFU =

Yol @NB Ry MEEEQ 0w [ F
==E bx ¥ ase 0-2-A-

\1“\"" nosssts  [¢] K = = | Properties x =
I I I - I Text (=} : -
GeneXpert Dx System E i
'3 |System Name GeneXpert PC E 10 El i
N Exported Date 03/13/19 14 35 54 B E ]
W Report User Name Administration User s BT U-wmm [£I&
%
6 A
"1 |ASSAY INFORMATION @
TAssay Xpert CT_NG — | aa =1
-1 Assay Version 3 _ - &
Assay Type In Vitro Diagnostic = ==
Assay Disclaimer For In Vitro Diagnostic Use Only.
Left indent: [E] Wrap text
o pt . Merge cell
[Analysis Settings . 1 Merge cells
Sample ID DS348710 | VB e L
Patient ID H2376540987123 i 0a Bl
Assay Xpert CT_NG egrees
Assay Version 3 [C] Vertically stacked
Assay Type In Vitro Diagnostic
Test Type Specimen El Cell Appearance =2
Sample Type Cell background:
Notes
<Insufficient privilege to access data> o —— R
N X > A
Hinh 5-65. Tat ca 6 dwoc chon
5-66 Huwéng dan van hanh Hé thong GeneXpert Dx
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‘@

Nhép chudt phai vao tiéu dé cot. Menu tha xuéng s& xuét hién & bén phai ¢t

(xem Hinh 5-66).

Trong menu tha xubng nay, hiy chon Do réng cot (Column Width).

Nhép chudt phai vao tiéu dé cot

Assay

Assay

Notes

Assay

J[«][»)P1]\Sheet1

Sheet1/1

DS348710_2015.03.24 08.35.07.csv - OpenOffice Cal . ] D
File Edit View Insert Format Tools D 0
B-B-u= a8 NN by H2@B8Q @, [[Y ]
: Tl [ B7 U s===8 % ¥ = 0-2-4-

I Properties X =
r 5 = g —la
Format Cells... HText B :'.‘
System Name Column Width... ‘ E] 0 [z %
Exported Date : - S B
Report User Name <& Optimal Column Width... = B /7 U-~fhn [KI[
[#] Delete Columns A >
ASSAY INFORMATION &  Delete Contents... @)
Hid = Alignment =] |
Assay Version Ll 3 === = = @
Assay Type Show EEEE = |
Assay Disclaimer Use Only.
y e o Cut Y Left indent 7] Wrap text |
Analysis Setti | e D pe [ Merge cells |
alysis Settings :
Sam)|;le D 9 G5 Paste i Text orientation: =
Patient ID Reste Specl |
Xoert CT NG .| |Odegrees E |
Assay Version — : 3 ~—" [[] Vertically stacked
Assay Type In Vitro Diagnostic
Test Type Specimen (=) Cell Appearance =]
Sample Type Cell background:
<Insufficient privilege to access data> d— -~
Cell border:
RESULT TABLE i
Sample ID DS348710 i
Patient ID H2376540987123
Xpert CT_NG
Assay Version B 3 ~ | [¥] Show cell grid lines
<| m ) I -~
Default STD Sum=427120651 @—o—® |100%

7.

Hinh 5-66. Menu tha xudng dé chon dé réng cot

Hop thoai Do rong cot (Column Width) xuét hién. Xem Hinh 5-67.

Column Width

- N\

_M\‘i,sg -
|
|\

-

Cancel

i

Hinh 5-67. Hop thoai D6 rong cot

Nhép vao hop kiém & bén trai cua Gia tri mac dinh (Default value), sau d6 nhip
vao OK dé dong hop thoai. Sau do, dd rong cot s€ diéu chinh va teép s€ dugc dinh
dang, nhu thé hién trong Hinh 5-68. Nhap vao vi tri bit ky trong cac cot trong dé
“b6 chon” cac 6 mau lam va chuyén cac 6 d6 vé mau tring.

Huwéng dan van hanh Hé thong GeneXpert Dx
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File Edit View Inset Format Tools Data Window Help X
B B-He FEaR YEXa®-¢ B-¢- @88 by #QEEQ @ [ He 2
:@d |Aral *J1o [ B U ====s Bb% W e 0O-2-4A-
E6 E| K E = I Properties x| =
A [ B [ ¢ | 0 |Ieeaa F [ 6 [ H [ T|BText of| &=
1 GeneXpert Dx System F ; i
2 |System Nan» GeneXpert PC . E] 1 [z %
3 |[Exported Dat03/13/19 14:35:54 "
4 |Report User P Administration User £ B/ U-~mh KI
5 S
o —1 - A-
7_|ASSAY INFORMATION @&
8 |Assay Xpert CT_NG = Alignment =
9 |Assay Versic 3 = = = == _ @
10 |Assay Type In Vitro Diagnostic =E=== = =
11 |Assay Discl2For In Vitro Diagnostic Use Only. .
12 Left indent: [7] Wrap text
13 , Opt - | Merge cells
14 |Analysis Settings : R : o A
15 |Sample D DS348710 i| Text orientation: =
16 |Patient ID  H2376540987123 0d B
17 |Assay Xpert CT_NG egrees
18 |Assay Versio: 3 [T] Vertically stacked
19 |Assay Type In Vitro Diagnostic =
20 |Test Type  Specimen = Cell Appearance =
?2 ﬁatmple Type Cell background:
otes
23 |<Insufficient privilege to access data> He— -
24
25 Cell border:
26 [RESULT TABLE i v
27 |Sample ID  DS348710 - e
28 |Patient ID  H2376540987123 feen ] -
29 |Assal Xpert CT_NG —
20 Assay Versie 3 - Show cell grid lines
(W)’ Sheet1 / U<l i ] o 52
Sheet1/1 Default | STD |* Sum=0 @—o—— @ |100%
= - e |
—___ e
~ -, A K > Iy =n ~ A
Hinh 5-68. Vi du ve két qua xét nghiém da xuat
9. Nhap vao Lwu (Save) dudi menu Tép (File) d¢ luu tai lidu.
5-68 Huwoéng dan van hanh Hé thong GeneXpert Dx
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5.16 Tai két qua xét nghiém lén may chu

Néu két nbi may chi cua ban duoc kich hoat, ban s& c6 thé dung nut Tai xét nghiém lén
(Upload Test) (xem Hinh 5-69) nham chon (cac) xét nghiém dé tai 1én may chu. Dé biét
chi tiét, hiy xem Phan 5.21, Hoat dong voi két ndi may chu.

~ - )
B GeneXpert® Dx System l = = Iﬁ

User Data Management Reports Setup Maintenance View Results About User Detail Use

N oo e e N

Create Test Check Status Stop Test View Results Define Assays [ Maintenance

Patient ID }| TestResult |~ Analyte Result | Detail | Errors | History | Support |
H351890559777R |Result View | Assay Name Xpert CT_NG Version 3
Primary Curve TestResult [57775 0 =
Sample ID _ NOT DETECTED)
ITZ637890

Assay Xpert CT_NG

Version 3 : “|For In Vitro Diagnostic Use Only.
Test Type |Specimen hdl | |/
Sample Type |Other v
Other Sample Type
] ||| = —
Notes Views Legend

|Result View 400 [vi[/] €T1; Primary [~

‘APrimary Curve [v! [./] NG2; Primary

300 P VI [.| NG4; Primary

/ Vi|/] SAC; Primary

200 / v || SPC; Primary

Upload Status NA
Module Name A4
Reagent LotID* 05814
Start Time 11/30/20 17:41:03
End Time 11/30/20 19:08:20
Status Done
User Detail User \

| Export || Report | ;DloadTest | f | ViewTest |

Fluorescence

<
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5.17 Quan ly dir liéu két qua xét nghiém.

5.171

Quan trong

GeneXpert Dx system bao gdm mot co so dit lidu luu trit tat ca cac két qua xét nghiém
da luu. Ban c6 thé:
«  Quan ly dit liéu két qua xét nghiém:
e Luu trlt cac xét nghiém va sau d6 x6a hoan toan cac xét nghiém da luu tri
dé giai phong khong gian cho co s dit liéu (xem Phan 5.17.1, Luu trir xét
nghi¢m).
*  Truy xuét xét nghiém tir t&p luu trir (xem Phan 5.17.2, Truy xuét dit li¢u tir tép
luu trit).
. Thue hién cac tac vu quan 1y co s dit liéu (chi trong thoi gian khoi dong va tat
hé thong):
. Sao luu co s¢ dit licu (xem Phan 5.18.1, Sao luu co s& dir ligu).
«  Khdi phuc co sé dit liéu (xem Phan 5.18.2, Khoi phuc co so dit liéu).
*  Nén co sé dir liu (xem Phan 5.18.3, Nén co s¢ dir li¢u).
Quan tri vién GeneXpert Dx system chi dinh liéu ban c6 quyén thuc hién cac tac vu

quan ly dit liéu hay khong. Xem Phan 2.13, Xac dinh nguoi dung va quyén. Hay gap
quén tri vién GeneXpert Dx system ctia ban dé diéu chinh quyén theo yéu ciu cua ban.

Lwu trir xét nghiém

Viée luu trit xét nghiém cho phép ban di chuyén dit liéu ctia minh va giai phong khong
gian trong co so di li€u, néu mudn. Ban c6 thé luu trit nhiéu xét nghiém cung mét luc.
Ngoai viée dong vai trd nhu mot co ché giir an toan, ban c¢6 thé cung cip céc tép luu trit
cho Cepheid dé phan tich khi khéc phuc su cd. Qua trinh Iuu trit s€ tao mot ban sao cua
xét nghiém va luu dir liéu vao mot tép .nxx.

Mot s6 bd loc email cé thé chin cac tép cé dudi .nxx. Hay diéu chinh bd loc email, néu cé
thé, hoidc thay dbi dudi dé, néu can.

Cach luu trir dir liéu xét nghiém:

1. Trong cira s6 Hé théng GeneXpert Dx, trén menu Quan ly di liéu (Data
Management), hiy nhip vao Luwu triv xét nghiém (Archive Test). Hop thoai Chon
xét nghiém can luu trir (Select Test(s) To Be Archived) s& xudt hién. Xem Hinh 5-70.

5-70
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["] Cloak IDs
[_] Purge Selected Tests from List After Archiving (Recommended Monthly)
Sample Module Error Start =
Patient ID | 5 ‘ e ‘ User ‘ Result Assay ‘ Status | A ‘ o S
[} |H112874895762R  |SD142231 |A1 Detail User |[ERROR Xpert BCR-ABL Monitor IS |Aborted  |Error 10310919 12:41:13
[J |H112874895762R |SD142231 Al Detail User |NEGATIVE Xpert CDIFFICILE Done |OK 03/09/19 12:38:42 |
[0 |H251890382682T _HGBSBTBS _K‘J Detail User HIV-1 DETECTE... HIV-1 Quant IlUQ CE _Dune _DK _O3f03\1‘19 154713 |2
[  negative control _neqalive control _I(4 Detail User HIV-1 NOT DET... HIV-1 QuantIUQ CE _Done _DK _031'08!15 15:45:43 |
[J |H351890386682R |FT343558 K2 Detail User HIV-1 DETECTE... HIV-1 Quant IlUQ CE _Done OK 03/08/19 15:42:27 |©
[J |H351890382682T ‘HGESGTSS A2 Administration ... HIV-1 DETECTE... HIV-1 Quant |lUQ CE .Done ‘OK 03/08/19 14:57:16
- 386682R |FT343557 A3 Administration ... HIV-1 DETECTE... HIV-1 Quant IlUQ CE Done OK 03/08/19 14:55:27 |©
] 1890377714R  |HA245614 Al Detail User ERROR Xpert CDIFFICILE Done Error 01/29/1915:56:42 ;
» H351890377714R _HA245621 _A1 Detail User NO RESULT ‘Xpeﬂ CDIFFICILE .Dune _Load Error _01 29119 15:56:42
[J |H351875882682R _'I'I'SSSSEIB B3 Basic User ERROR HIV-1 Quant IUO CE _ADOI‘ted Error 01M16/19 14:57:38
[J |H351890382682R |TG478589 B2 Administration ... HIV-1 NOT DET... HIV-1 QuantIUQ CE _Done ‘DK 01M16/19 14:52:39
[J |H351890345682R |CR538763 B4 Administration ... MTB NOT DETE... Xpert MTB-RIF US IVD Done OK 01M16/19 13:39:27
[J H39590382682R VKWSSOQBY B3 Administration ... MRSA NEGATIV... Xpert SANasal Complet.. Done VOK 01/16/19 13:38:00
[ |H351873382682R _GH437355 _A3 Administration ... MRSA NEGATIV... Xpert SAMNasal Complet.. _Dnne _OK _01"16119 13:36:08
[ H351898782682R _SR54326? _AZ Administration _MRSA POSITIVE... Xpert SA Nasal Complet _Dnne _DK _D1|’16H§ 13:34:19
— LIS AAANABASAAN (RT3 na LAOCA BICS AT TR L PRI Y Fat? AAIASIAN AN AT
Select Deselect Select Deselect select New
All All Highlighted Highlighted Archive
|
0K Cancel
Hinh 5-70. Hop thoai Chon xét nghiém can lwu triv
2. Chon (cac) xét nghiém ban muon Iuu trit. Nhap vao hop ki€ém bén canh moi xét
nghiém ban muon luu trit. Xem Hinh 5-70. Ban c6 thé chon tirng xét nghiém mot
hodc chon nhicu xét nghiém bang cach nhap vao mdt trong cac nat sau ¢ cudéi man
hinh Chon xét nghiém can luu trit (Select Tests To Be Archived):
+  Chon tat ca (Select All)—Chon tat ca cac xét nghiém trong bang.
*  Chon muc dworc danh dau (Select Highlighted)—Chon cac xét nghiém ban
da danh dau.
R ~ 7 . > ~ 7 A
*  Chon dé Iwu trir méi (Select New Archive)—Chi chon nhitng xét nghiém
chua bao gio dugc luu tri.
~ . 2 o~ . ’ H o 2 . X N . A A K by ~ v A
Lwuy Ban ciing c6 thé git¥ cac phim Shift hodc Ctrl d& danh d4u nhiéu xét nghiém lién tiép va khéng lién

tiép trén man hinh Chon xét nghiém can luu tri» (Select Tests To Be Archived).

Sau khi chon cac xét nghi€ém trén man hinh Chon xét nghiém can luu trix (Select
Tests To Be Archived), hdy nhap vao mdt trong cac nit sau d€ bo chon mét s6 hodc
tat ca cac xét nghiém:

Bé chon tat ca (Deselect All)—Bo chon tat ca cac lya chon xét nghiém trong

ctra so.

«  B6 chon muc dworc danh dau (Deselect Highlighted)—Bo chon cac xét
nghiém ban da danh diu.

Ngoai viéc chon cac xét nghiém can luu trit, ¢6 hai hop kiém ndm gan phia trén cing

cua man hinh Chon xét nghi€m can luu trit (Select Tests To Be Archived) c6 thé can

duoc chon:

Huwéng dan van hanh Hé thong GeneXpert Dx
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Than trong

G

A

Than trong

G

A

Quan trong

«  AnIDvaLuwuy (Cloak IDs and Notes)—Chon hop kiém nay néu ban mubn
giri mot s dir liéu dang quan tam cho bd phan Cepheid Technical Support,
nhung mudn an thdng tin nhay cam ciia bénh nhan. Xem An ID bénh nhan va
ID mau trong qua trinh luu trit xét nghiém (bén dudi) dé biét thém thong tin.

+  Xoa hoan toan xét nghiém dwoc chon khéi danh sach sau khi lwu triv
(Khuyén dung hang thang) (Purge Selected Tests from List After Archiving
(Recommended monthy))—Chon hop kiém nay dé giai phong dung luong trén
may tinh. Sau khi luu trit thanh cong cac xét nghiém da chon, chiing s€ bi x6a
khoi co so dir liéu.

3. Nhip vao OK. Mot thong bao xuat hién va yéu ciu ban xac nhan yéu cau luu trit.
4. Nhap vao Tién hanh (Proceed). Hop thoai Luru (Save) xut hién.

Nhép vao Huay (Cancel) dé khong thyc hién thao tac Luu trit xét nghiém
(Archive Test).

5. Xac dinh vi tri va chon thu muc ma ban mudn luu trix tep luu trit (.gxx/.nxx),
nhép tén cho tép luu trir, sau d6 nhap vao Lwu (Save).

Vi tri Iy tri? mic dinh 1a thw muc xuét ndm trén 6 clrng may tinh. Dé bao vé khéi bi mat div
liéu, can dinh ky sao chép cac tép trong thw muc xuat vao mét may tinh hoac may chua khac.
Néu GeneXpert Dx system dwoc két ndi véi mang, ban cé thé Iwu trir cac tép truwe tiép vao
may chi. P& dat ciu hinh vi tri lwu triv, hdy xem Phan 2.14.2, Tab Cai dét lwu tri.

6.  Sau khi luu trit cac tép, hop thoai Luu trit xét nghiém (Archive Test(s)) s& hién thi,
cho biét cac xét nghiém da dugc luu trir thanh cong. Nhip vao OK.

7. Néu ban di chon tiiy chon X6a hoan toan xét nghiém da chon khéi danh sach
sau khi lwu triv (Nén dung hang thang) (Purge Selected Tests from List After
Archiving (Recommended Monthly)), hop thoai X6a hoan toan (cac) xét nghiém
(Purge Test(s)) s€ Xuét hién, cho biét nhitng xét nghiém duoc chon s€ bi x6a khoi co
so dit liéu. Nhap vao Cé (Yes) dé xac nhan hodc nhap vao Khéng (No) dé khong xoa
(cac) xét nghiém da chon khoi co s¢ dir ligu.

Néu div lieu dwoe lwu triv va x6a hoan toan khéi co sé dir liéu thi cac tép Iwu triv sé chi bao
goém ID bénh nhan chir khéng bao gdm dir liéu nhan khau hoc ctia bénh nhan. Do d6, div liéu
sé& khong c6 sén niva va khéng str dung dwoc trong cac giai phap két néi trong twong lai.

Piéu quan trong Ia phai hiéu ring khi xét nghiém da dwoc lwu trip, chung chwa bj x6a vinh
vién khéi may tinh. Chang da dworc loai bé khoi co’ sé div liéu hé thong chinh va dwoc lwu
vao mét tép lwu triv khi tuy chon X6a hoan toan xét nghiém da chon khéi danh sach sau
khi Iwu triv (Nén dung hang thang) (Purge Selected Tests from List After Archiving
(Recommended Monthly)) da dwoc chon. C6 thé truy xut cac xét nghiém tiv tép lwu triv
néu cin dé sir dung sau nay. Xem Phan 5.17.2, Truy xuat div liéu tir tép lwu triv.

An ID bénh nhan va ID mau trong qua trinh lwu triv xét nghiém

Viée 4n ID mAu va ID bénh nhan cho phép khach hang gui cho Cepheid Technical
Support mot s6 di lidu dang quan tdm, nhung an thong tin nhay cam ciia bénh nhan.
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Khi danh du vao hop kiém An ID (Cloak IDs) nim & phia trén bén trai ctia hop thoai
Chon xét nghiém can Iuu trir (Select Test(s) To Be Archived) (xem Hinh 5-70), tat ca
thong tin vé ID mau va ID bénh nhén sé& dugc che di.

Thén trong Sau khi ban &n théng tin ID mau va/hodic ID bénh nhan cho mét xét nghiém dwoc lwu triv,
- r}éu ban truy xuét thong tin xét nghiém do, thi théng tin ID mau va ID bénh nhan sé v?n dwoc
% an. Ban nén gitr mot ban sao théong tin xét nghiém dworc Iwu triv tai co s ma khong an thong
C tin.

5.17.2 Truy xuat dir liéu tir tép lwu triv

Than trong
- Néu xét nghiém ban dang truy xuét da ton tai trong co’ s& div liéu hién tai, phan mém sé ghi
T
t

dé co s& div liu hién cé va dir liéu hién c6 sé bj mat.

Ban c6 thé truy xuat dit lidu xét nghiém tur t€p luu trir. Cach thyc hién:

1. Trong ctra s6 Hé thong GeneXpert Dx, trén menu Quan ly div liéu (Data
Management), hiy nhip vao Truy xuat xét nghiém (Retrieve Test). Hop thoai Mo
(Open) xudt hién.

2. Xac dinh vi tri va chon tép luu trit (.gxx/.nxx), sau d6 nhip vao M& (Open) dé truy
xudt (cac) xét nghiém da chon tir tép luu trir cii hodc méi.

Néu c6 céc xét nghiém trong bo luu trir da ton tai trong co s& dit li¢u, hop thoai Truy
xuat xét nghiém (Retrieve Test(s)) s€ hién thi cho biét s0 lwong xét nghiém trung lap.
Nhap vao OK.

3. Hop thoai Chon (cac) xét nghiém can truy xuat (Select Test(s) To Be Retrieved
From) sé& xuat hién (xem Hinh 5-71). Nhirng xét nghiém d4 ton tai trong co s& dir
liéu hién tai s& xuat hién bﬁng van ban mau do.

Nhip vao Hily (Cancel) trong hop thoai Ma (Open) dé khong truy xuét bat ky xét
nghiém nao da Iuu tri.
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Select T f T
*
Sample Module Error Start
Patient ID D N User Result Assay Status Status Date N7
[v] |H351890382682T HG656788 K3 Detail User HIV-1 DETECTED HIV-1 Quant IUO CE ?Done ;*OK 02/18/19 15:47:13 | =
¥ |negative control  negative control K4 Detail User HIV-1 NOT DETECHIV-1 Quant IUQ CE Done oK 02/18/19 15:45:43
[Vl |H351890386682R |[FT343558 K2 Detail User HIV-1 DETECTED HIV-1 Quant IUO CE :Done oK 02/18/19 15:42:27
| [V H351890382682T |HG656788 ‘AZ VAdministration USHIV-1 DETECTED ;HIV-1 QuantIUO CE :Done OK ”02118119 14:57:16
[Vl H351890386682R [FT343557 3 /Administration UsHIV-1 DETECTED HIV-1 QuantIUO CE Done OK 02/18/19 14:55:27
[JJ |H351890377782R [TL332208 b1 :Basic User MTB NOT DEI'EC'Ib(perl MTB-RIF US IVD one 0K 2/16/19 14:58:50
[Vl H351875882682R [TT555698 B3 BasicUser  ERROR HIV-1QuantlUOCE  |Aborted  Emor 0211619 14:57:38
[/ H351890382682R [TG478589 ‘EIZ Administration UsHIV-1 NOT DETECHIV-1 Quant IUO CE EDone OK 02/16/19 14:52:39
[V H351890345682R [CR538763 B4 Administration UsMTB NOT DETECpren MTB-RIF US IVD Done OK 02/16M19 13:39:27
[Vl H39590382682R  |KW630987 B3 Administration USMRSA NEGATIVE;SXpert SA Nasal Complete (Done [oK 02/16/19 13:38:00
[Vl |H351873382682R ;GH487365 A3 Administration USMRSA NEGATIVE;SXpert SA Nasal Complete (Done §0K 02/16/19 13:36:08
[V H351898782682R |SR543267 A2 Administration USMRSA POSITIVE;SXpert SANasal Complete Done  OK 0211619 13:34:19
[Vl H351890382682R DU155637 B2 Administration UsMRSA NEGATIVE;SXpert SA Nasal Complete (Done 0K 02/1619 13:32:37
] [¥ H351890382682wW ERL936632 Ad Detail User MRSA F'OSITIVE;S{Xpert SA Nasal Complete (Done OK 02/16119 17:33:44
[Vi H351877782682Y EGK563895 B1 Detail User ERROR b(pen MTB-RIF US IVD |Aborted Error 02/16119 17:32:28
[vi |H356129382682R |LI'F277659 B4 Detail User MTB NOT DETECTXpert MTB-RIF US IVD Done [OK 02/16/19 17:31:20
[V H351855982682R |UJ690762 b3 Detail User Il HETEROZYGOWpert FIl FV Combo  Done  OK 0211619 17:29:35
[V H351890506082R |UJ787933 A3 Detail User Il NORMALFV NCXpert FIl FV Combo  Done  OK 02116119 17:28:47
[M H351885382682R EHN237945 A2 Detail User FIl HOMOZYGOUSXpert Fll & F¥ Combo Done OK 02/16/19 17:27:55 |_|
Ll RE12QNRRARRR EDI ARQRRA R2 Natail llcar TNETECTENMOYnart CT NC ;nnnn I'd N2MAHMQ 17:-165:0A ]
Select Deselect Select Deselect Select With
| Al Al Highlighted Highlighted No Duplicate
I
| ok || cancer |
Hinh 5-71. Hop thoai Chon (cac) xét nghiém sé dwoc truy xuéat
4.  Chon céc xét nghiém ban muon truy xuat. Ban c6 thé chon tirng xét nghiém riéng 1é
hodc chon nhi€u xét nghiém bang cach nhap vao mot trong cac tuy chon sau:
«  Chon tat ca (Select All)}—Chon tat ca cac xét nghiém trong bang.
*  Chon muc dworc danh dau (Select Highlighted)}—Chon cac xét nghiém ban
da danh dau.
*  Chon muc khéng trung lap (Select With No Duplicate)—Chi chon nhitng xét
nghiém khong ton tai trong co sé& dit liéu hién tai.
*  Sau khi chon cac xét nghiém trong hop thoai Chon xét nghiém can truy xuat
(Select Test(s) To Be Retrieved From), hdy nhap vao mét trong cac nut sau dé
bo chon mét so hoac tat ca cac xét nghiém:
«  Deé xo0a tat ca cac lya chon, hdy nhap vao Bé chon tat ca (Deselect All)
trong hop thoai.
*  Nhap vao Bé chon muc dwoc danh dau (Deselect Highlighted) dé x6a
cac xét nghiém ban da danh dau.
5. Nhap vao OK d¢ truy xuat (cac) xét nghiém da chon. Hop thoai Truy xuat xét
nghiém (Retrieve Test(s)) xuat hién va yéu cau ban xac nhan truy xuat.
Nhap vao Huy (Cancel) dé€ khong truy xuat (cac) xét nghiém da chon tir co s¢
dir ligu.
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6.  Trong hop thoai Truy xut xét nghiém (Retrieve Test(s)), hiy nhip vao Tién hanh
(Proceed). Cac xét nghiém da chon dugc truy xuat, mot thong bao xuat hién va xac
nhén rang cac xét nghiém da dugc truy xuat.

7. Trong hop thoai x4c nhan Truy xuét xét nghiém (Retrieve Test(s)), hiy nhap vao OK.

5.18 Thuwc hién cac tac vu quan ly co s& div liéu

Chi c6 thé thyc hién cac tic vu quan 1y co s¢ dir liéu trong qué trinh khoi dong va tit
hé théng.

. Sao luu co s¢ dit licu (xem Phan 5.18.1, Sao luu co so dir ligu).
. Khoéi phuc co s dit liéu (xem Phan 5.18.2, Khéi phuc co so dit lidu).
. Nén co sé dir liéu (xem Phan 5.18.3, Nén co s¢ dir li¢u).

Quan tri vién GeneXpert Dx system chi dinh liéu ban c6 quyén thuc hién cac tac vu
quan ly dit liéu hay khong. Xem Phan 2.13, Xac dinh nguoi dung va quyén. Hay gap
quan tri vién GeneXpert Dx system ciia ban dé diéu chinh quyén theo yéu ciu cua ban.
Néu bat L&i nhdc quan ly co s& dir liéu (Database Management Reminders), ngudi
dung s& dugc nhéc khi khai dong may xem c6 mudn thuc hién cac tic vu quan 1y co s¢
dir liéu hay khong. Loi nhic chi xudt hién néu nguoi ding c6 dic quyén thuc hién cac
tac vu nay. Néu nguoi dung khong c¢6 bét ky dic quyén nao trong sd nay hodc néu Loi
nhac quan ly co s& dir liéu (Database Management Reminders) bi vo hiéu, 16i nhéc
s& khong duoc hién thi. Xem Hinh 5-72.

Database Management ﬁ

’? Do you want to perform Database Management tasks?

Yes No

Hinh 5-72. Hop thoai Quan ly co’ s& dir liéu

8.  Néu ban khong mudn thuc hién cac tac vu quan Iy co sé dir liéu, hay nhip vao
Khong (No) trong hop thoai Quan 1y co s& dir liéu (Database Management) (xem
Hinh 5-72) va chuyén dén Phan 5.2.3.2, Loi nhic qua han luu trir.

Néu ban mudn thyce hién cac tic vu quan 1y co sé dir liéu, hiy nhip vao Cé (Yes)
trong hop thoai Quan 1y co s¢ dit liu (Database Management) (xem Hinh 5-72).
Citra s6 Quan 1y co s¢ dit liéu (Database Management) xuat hién. Xem Hinh 5-73.
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5.18.1 Sao lwu co sé& div liéu
Ban nén sao luu dinh ky toan bd co sé dir liéu va luu trit ban sao Iuu trén mot may tinh
khac hodc trén mot phuong tién luu trit khac. Néu may tinh gép 16i, ban c6 thé khoi
phuc toan bd co s¢ dit li€u bang ban sao dy phong.
Cach sao luu co so dir liéu:
1. Chon Sao lwu co s& di¥ liéu (Database Backup) trén cira s6 Quan 1y co sé dit liéu
(Database Management) (xem Hinh 5-73).
2. Nhip vao Tién hanh (Proceed).
rﬂ Database Management &J
Select task, click [Proceed] to continue.
\(@ Database Backup
_ Database Restore
i_) Compact Database
Cancel % Proceed
Hinh 5-73. Ctra s6 Quan ly co s& dir ligu
3. Xac dinh vi tri va chon thu muc ma ban mudn luu trix tép sao luu, nhap tén cho t&p
sao luu (hodc sir dung tén tép mac dinh), sau do nhap vao Lwu (Save). Qua trinh sao
Iuu s& tao ra t&€p .zip ¢ vi tri ban da chi dinh (xem Hinh 5-74).
n Database Backup = ? : M
Save In: |IjBackup v| @@ @ :EE‘
[ RestoreTemp D 3.0.2_clean.zip
[ 2.1.20_clean.zip [ 3.0.3_clean.zip
[ 21.20_pA.zip [ 3.0.4_clean.zip
[ 21.21_pazip [ 3.0.4_clean1.zip
[} 2.1.22_clean.zip [ 3.0.4_clean2.zip
[ 3.0.0_clean.zip [ 3.0.4_pa.zip
D
GeneXpert PC_2019.03.09_13.00.08_GX_3.0.4.zip| |
Files of Type: | Database Backup Files (zip)  «_ v
Save | [ Cancel |
Hinh 5-74. PBat tén tép sao lwu
4.  Qua trinh sao luu s€ khac nhau, tiy thudc vao luong dir li€u trong co sé dit liéu va
tdc d6 ctia may tinh (may tinh cii c6 thé mat nhiéu thoi gian hon).
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Théng thwéng, 1.000 xét nghiém chi mat chwa dén 30 giay va 3.000 xét nghiém chi mét chwa day

Lvuy mot phat dé sao lwu.

Dbi voi cac ban sao luu co so dir liéu 10n, thanh tién trinh s& hién thi. Khi qua trinh
sao luu két thuc, thong bao hoan tat qua trinh s€ xuat hién (xem Hinh 5-75).

Database Backup ﬁ

"E Ly Backup completed.

OK

Hinh 5-75. Man hinh sao Iwu hoan tat

Than trong Vi,trl' sao lwu co s& qfr liéu mac dinh 1a thw muc Sao Iwu (Backup) ndm trén 6 cirng may tinh.
e bé bao vé chong mat dir liéu, ban can dinh ky sao chép cac tép trong thw muc Sao Iwu
: (Backup) vao mdt may tinh hodc may chu khac. Néu GeneXpert Dx system dwoc két ndi véi
mang, ban c6 thé sao lwu cac tép trwe tiép vao may chi. Dé dat cau hinh vi tri sao lwu co s&
- div lidu, hiy xem Phén 2.14.3, Tab Thw muc.

5.18.2 Khoéi phuc co sé dir liéu

Thén trong
< Qua trinh khoéi phuc co’ s& dir liéu sé ghi deé I1én dir liéu trong co’ s& dir liéu hién tai. Khéng
A

khéi phuc co’ s& dir liéu trir khi co’ s& div liéu hién tai bi héng hodc can dworc thay thé.

Néu ban dang chay C360 Sync trén hé théng, hay xac minh réng Cepheid Reporter Daemon da
dirng trwdc khi khéi phuc co s@ div liéu GeneXpert. Xem muc Bao cao co’ s& div liéu GeneXpert
(Reporting a GeneXpert Database) trong tab Xét nghiém (Tests) trong Huéng dén tham khao
nhanh vé C360 Sync dé biét hwéng dan chi tiét vé cach dirng Cepheid Reporter Daemon.

Lwuy

Ban c6 thé khoi phuc toan b co so dir licu béng cach st dung tép co so dit liéu sao luu.
Vi qua trinh khoi phuc s€ ghi dé dit li€u trong co s& dit li€u hién tai nén trudc tién, hay
luu trit bat ky dir liéu xét nghiém nao can giir lai (xem Phan 5.17.1, Luu trit xét nghiém),
khoi phuc co s& dit liéu, sau d6 truy xuat dir liéu tir tép luu trir (xem Phan 5.17.2, Truy
xut dir liéu tir tp luu tri).

Céch khéi phuc co sé dit ligu:

1.  Chon Khéi phuc co sé dir liéu (Database Restore) trén cira s6 Quan 1y co s6 dit
liéu (Database Management). Xem Hinh 5-76.
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[ H Databasze Management @

Select task, click [Proceed] to continue.

\C} Database Backup

% Database Restore

_» Compact Database

Cancel % Proceed

Hinh 5-76. Ctra s6 Quan ly co’ s& dir liéu

2. Nhip vao Tién hanh (Proceed). Mot hop thoai s& xuat hién hoi ban c6 mudn sao lwu
co s& dir liéu hién tai (nén dung) trudc khi khoi phuc hay khong. Xem Hinh 5-77.

r 3
Database Restore Pa— &

?‘ Do you want to create a kup of the current database prior to restore?
I Cancel roceed |

Hinh 5-77. Hop thoai Khoéi phuc co’ sé& dir liéu

3. Nhap vao Tién hanh (Proceed) trong hop thoai xac nhan Khéi phuc co so dit liéu
(Database Restore) dé tiép tuc sao luu co sé dir liéu (xem Hinh 5-77). Hop thoai Sao
lru co so dit lidu (Database Backup) s& hién thi. Xem Hinh 5-78.
Nhiap vao Hay (Cancel) dé khong sao luu co s dif liéu va tiép tuc dén ngay man
hinh Chon tép dé khoi phuc co so dit lidu (Select File To Restore the Database)
(xem Hinh 5-80).
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Lwuy

[ n Database Backup _j II ; ﬂ‘
MEEIENE]EHE

[} Genexpert PC_2019.01.21_14.30.11_GX_3.0.4.zip [ ) GeneXpert PC_2019.03.25_16.11
[} GeneXpert PC_2019.01.25_16.27.18_GX_3.0.4.zip ) GX Dx 5.3 Screenshots Database

Save In: I (] Backup

D GeneXpert PC_2019.03.07_15.53.36_GX_3.0.4.zip
D GeneXpert PC_2019.03.07_16.58.10_GX_3.0.4.zip
D GeneXpert PC_2019.03.25_11.54.15_GX_3.0.4.zip
D GeneXpert PC_2019.03.25_15.33.07_GX_3.0.4.zip

File Name:  |GeneXpert PC_2019.04.09_16.34.12_GX_3.0.4.zip|

Files of Type: [ Database Backup Files (.zip)

I Save || Cancell

Hinh 5-78. Hop thoai Sao Iwu co’ s& dir liéu

4.  Xac dinh vi tri va chon thu muc ma ban muén luu trit teép sao luu, nhap tén cho tép
sao Iuu (hodc st dung tén tép mic dinh), rdi nhap vao Lwu (Save). Xem Hinh 5-78.

5. Co sd dir li€u s€ duoc sao luu vao vi tri da chon. Thoi gian sao luu s€ khac nhau, tuy
thudc vao lugng dir li€u trong co sé di liéu va toc do ciia may tinh (may tinh cii ¢o

thé mat nhiéu thoi gian hon).

Théng thwéng, 1.000 xét nghiém chi mat chwa dén 30 giay va 3.000 xét nghiém chi mét chwa day

mot phat dé sao lwu.

D0i v6i céc ban sao luu co s dit liéu 16n, thanh tién trinh s& hién thi. Man hinh Sao
luu hoan tat (Backup completed) xuat hién khi qué trinh sao luu co sé dit liéu hoan

tAt. Xem Hinh 5-79.

Database Backup ﬂ

ﬁj‘jj Backup completed.

Hinh 5-79. Man hinh sao lwu hoan tat

6. Nhip vao OK. Man hinh Chon tép dé khoi phuc co sé dir lidu (Select File to Restore

the Database) xuat hién. Xem Hinh 5-80.
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B Select File To Restore The Pff"ba” IL ;
Look In: IUBackup vl @ @ @ ’@@

[} GeneXpert PC_2019.02.25_15.33.07_GX_3.0.4.zip
9.03.21_14.30.11_GX_3.0.4.zip [} GeneXpert PC_2019.02.25_16.11.48_GX_3.0.4.zip
9.03.25_16.27.18_GX_3.0.4.zip [} GeneXpert PC_2019.02.17_14.30.59_GX_3.0.4.zip
9.04.07_15.53.36_GX_3.0.4.zip [} GeneXpert PC_2019.02.20_12.05.25_GX_3.0.4.zip
9.04.07_16.58.10_GX_3"04zip [) GeneXpert PC_2019.02.21_17.07.07_GX_3.0.4.zip
0.02.25_11.54.15_GX_3.0.4.0P) GeneXpert PC_2019.02.22_14.56.37_GX_3.0.4.zip)

File Name: | |
Files of Type: | Database Backup Files (.zip) L N |

Hinh 5-80. Man hinh Chon tép dé khéi phuc co’ sé& dir liéu, v&i tén tép
7.  Chon t&p can khoi phuc, 1ol nhép vao nut Mé& (Open).
8. Hop thoai xac nhan Khoi phuc co s¢ dit liéu (Database Restore) xuét hién.

Xem Hinh 5-81.

Database Restore P S

Database Restore will OVE!
© . Click [Proceed] to continue with

| Cancel I

Hinh 5-81. Hop thoai xac nhan Khéi phuc co sé dir liéu

your current database with a backup database.

9.  Nhép vao Tién hanh (Proceed) trong hop thoai xac nhan Khéi phuc co so dit liéu
(Database Restore) dé tiép tuc hodc nhap vao Hly (Cancel) dé ding va quay lai man
hinh Quan ly co so dit li¢u (Database Management) (xem Hinh 5-76).
10.  Néu ban di nhap vao Tién hanh (Proceed), qua trinh khéi phuc s& bt dau. Thoi

gian khoi phuc s€ khac nhau, tuy thudc vao lugng dir li€u trong co s& dir li¢u va tde
d6 ciia may tinh (may tinh cii ¢ thé méat nhiéu thoi gian hon).

Théng thwéng, 1.000 xét nghiém chi méat chwa dén 30 giay va 3.000 xét nghiém chi mat chua day

Luuy mét phut d& khai phuc.

Dbi véi cac ban khoi phuc co so dit 1idu 16n, thanh tién trinh s& hién thi. Khi qua
trinh khoi phuc két thic, thong bao hoan tat qua trinh sé xuat hién (xem Hinh 5-82).
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Database Restore ﬁ

’EL Restore process completed.
J Your GeneXpert is ready to restart.

OK

Hinh 5-82. Man hinh Xac nhan khéi phuc co’ s& dir liéu da hoan tat
11. Nhép vao OK dé dong ung dung phan mém GeneXpert Dx.

12.  Néu mudn, hiy khoi dong lai phan mém GeneXpert Dx. Dé biét chi tiét vé cach khoi
dong phin mém, hiy xem Phan 5.2.3, Khoi dong phan mém.

5.18.3 Nén co sé& dir liéu

Hay nén co sé dit liéu theo dinh ky dé dam bao sir dung hiéu qua dung lugng trong co
so dir liéu va dé tiét kiém dung luong 6 cimg.

Cach nén co so dir liéu:
1. Chon Nén co sé dir liéu (Compact Database) trén cira s6 Quan 1y co s dit liéu
(Database Management). Xem Hinh 5-76.

2. Nhép vao Tién hanh (Proceed) trén cira s6 Database Management (Quén 1y co s&
dir li€u). Hop thoai xac nhan Nén co s¢ dit li¢u (Compact Database) xuét hién.
Xem Hinh 5-83.

Compact Database ﬂ

ffy Click [Proceed] to Compact Database.

Cancel Proceed |

Hinh 5-83. Hop thoai xac nhan Nén co sé dir liéu

3. Nhap vao Tién hanh (Proceed) dé nén co s¢ dir liéu. Khi qua trinh nén co s& dit lidu
hoan tit, hop thoai hoan thanh Nén co s¢ dir liéu (Compact Database) s& xudt hién.
Xem Hinh 5-84.

Compact Database ﬁ

’ﬁj Compact database completed.

OK |

Hinh 5-84. Hop thoai Nén co s& dir liéu da hoan tat
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Lwuy

5.19

Quan trong

5.20

Quan trong

4. Nhap vao OK.

Ngoai viéc nén co s& di liéu, ban ciing cé thé tiét kiém dung Iwgng béng cach xéa hoan toan cac
xét nghiém khai co s& di¥ liéu sau khi lwu triv. Dé biét chi tiét vé viéc xoa cac xét nghiém da lwu trir,
hay xem Phan 5.17.1, Lwu tri» xét nghiém.

5. Nhip vao Hiy (Cancel) dé dong ctra s6 Quan 1y co so dit liéu (Database
Management).

Xo6a hoan toan xét nghiém khoi co’ sé dir liéu
C6 thé x6a hoan toan cac xét nghiém khoi co so dir liéu dang hoat dong sau khi ching
da duogc luu trir (xem Phan 5.17.1, Luu trit xét nghiém dé biét chi tiét).

Khi xét nghiém da dworc lwu triv, chiing chwa bi xé6a vinh vién khéi may tinh. Chung da dwoc
loai bo khéi co’ s& dir liéu hé théng chinh va dwoc lwu vao mot tép Iwu triv khi tiy chon Xéa
hoan toan xét nghiém da chon khéi danh sach sau khi lwu triv (Nén diing hing thang) (Purge
Selected Tests from List After Archiving (Recommended Monthly)) da dwoc chon. Cé6 thé
truy xuét cac xét nghiém tir tép Iwu triv néu can dé sir dung sau nay. Xem Phan 5.17.2, Truy
xuat dir liéu tir tép lwu triv.

Xem va in bao cao

Pé dam bao tat ca div lidu dwoc hién thi chinh xac, cac bao cao phai dwoc tao bing cliing
mot ngon ngir dwoec stir dung khi thu thap ket qua xét nghiém.

Menu Béo cao (Reports) (xem Hinh 5-85) cung cip céc tiy chon menu sau:

. Bao cao mau bénh pham (Specimen Report) (xem Phan 5.20.1)

«  Bé&o cao bénh nhan (Patient Report) (xem Phan 5.20.2)

«  Bé&o cao xu hwéng kiém chuan (Control Trend Report) (xem Phan 5.20.3)

«  Nhatky hé théng (System Log) (xem Phan 5.20.4)

«  Bao cao sb liéu thong ké xét nghiém (Assay Statistics Report) (xem Phan 5.20.5)

. Danh gia cai dat (Installation Qualification) (xem Phéan 5.20.6)
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r AN 3
n GeneXpert® Dx System ‘ = | @ &
User Data Management Reports| Setup Maintenance About User Detail User|

Specimen Report S ~-O =
Patient Report ,’ \ @ /\‘ //g
Control Trend Report > (©) e d
Create Test System Log op Te ew Re Define Assa
7 s ot g Tests Since Launch
ion Qualification 2

Error Start

el ‘ assay [ 7 Progress | Status ‘ s Sarmeie [ Mod! User ‘ Result | Assay ’Status il Bl
Al Available:
A2 Available
A3 Available:
Booting

Hinh 5-85. Ctra s6 Hé thong GeneXpert Dx—Menu tha xuéng Bao cao

5.20.1 Bao cao mau bénh pham

Béo cao miu bénh phim cung cap thong tin téng quan vé két qua xét nghiém cho miu
bénh pham da chon trong co s& dit liéu. Muc menu nay c6 san cho tit ca ngudi dung trir
khi quan trj vién hé thong han ché.

Céch xem b4o c4o mau bénh pham:

1. Trong cira s6 Hé thong GeneXpert Dx, trén menu Béo cao (Reports) (xem

Hinh 5-85), hily nhap vao Bao cao mau bénh pham (Specimen Report). Hop
thoai Bao cao mau bénh pham (Specimen Report) xuat hién. Xem Hinh 5-86.
2. Chi dinh céc tiéu chi sau dé xem bdo cao mau bénh pham quan tim:

«  Pham vi ngay (Date Range)—Nhap chudt vao Tat ca (All) dé xem tat ca cac
ngay hodc nhip vao Chon (Select) dé xem (cac) bao cao cho mot pham vi ngay
cu thé.

« 1D Mau (Sample ID)—Ban c6 thé nhdp chinh xac ID miu, mot ky tu dai dién
don két hop trong cac ky tu chinh xac hodc mot ky tu dai dién nhiéu ky tu (%)
c6 hoac khong co6 ky tu chinh xac.
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r B
n Specimen Report ﬂ

Date Range

® All

' Specimen \

Sample ID: | |

Generate ReportFile | |  PreviewPDF | | Close |

Hinh 5-86. Hop thoai Bao cao mau bénh pham
3. Khi di hoan tit lua chon tiéu chi, hay nhép vao mot trong cac nut sau:

A. Tao tép bao cao (Generate Report File)}—Tao tép PDF va luu tép do & vi tri
ban chi dinh.

1) Nhép vao niit Tao tép bao cao (Generate Report File) trén man hinh Béo
c40 mau bénh pham (Specimen Report) (xem Hinh 5-86) dé tao tép PDF
ctia bao céo. Hop thoai Tao tép bao céo (Generate Report File) s& xudt
hién, cho phép ban luu tép d6 vao mét vi tri dugce chi dinh. Nhép vao
Lwu (Save) khi ban da chuyén dén vi tri cu thé do.

2) (Khong bit budc) Dé in bao céo, di dén vi tri da luu, mé bao cao xét
nghi€m va in bao cdo. Mot bao cao xét nghiém tuong ty nhu bao cao
duoc trinh bay trong Hinh 5-87 s& dugc in ra.

B. Xem trwérc PDF (Preview PDF)—Tao tép PDF va hién thi tép trong cira s6
Adobe Reader. Xem Hinh 5-87. Ban ¢6 thé luu va in tép PDF tir phdn mém
Adobe Reader.

4.  Sau khi chon mdt trong hai nut trong Budc 3, hdp thoai Béo cao mau bénh phém
(Specimen Report) s& hién thi, cho biét s6 lwong ID mau tring khép dugc tim thiy.
Nhép vao OK. B4o c4o mau bénh phém s€ duoc tao theo dinh dang dwgc chi dinh.

5. Sau khi tao Bao cao mau xét nghiém, hiy nhap vao Béng (Close) dé dong hop thoai
Bao c4o mau xét nghiém (Specimen Report).
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GeneXpert PC 07/17/22 12:55:54
Specimen Report
Found Sample ID #2 = DU155637
-1 Test(s) Found -
Patient ID: H351890382682R
Sample ID: DU155637
Assay: Xpert SA Nasal Complete G3
Assay Version: 5
Test Result: MRSA NEGATIVE;
SA POSITIVE
Start Time: 07/16/22 13:32:37
Test Type: Specimen
User: Administration User
Status: Done
Notes:
GeneXpert® Dx System Version 6.5 Page 1 of 31

Hinh 5-87. Vi du vé Bao cao mau bénh pham
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5.20.2 Bao cao bénh nhan (Néu dwoc bat)

B4o c4o bénh nhan cung cip két qua xét nghiém cho cic mau cia mot bénh nhan theo
ID bénh nhan trong co s& dir liéu. Muc menu nay c¢6 san cho tat ca ngudi dung trir khi
quan tri vién hé théng han ché.
Cach xem bao cao bénh nhan:
1. Trong ctra s6 Hé théng GeneXpert Dx, trén menu Bao cao (Reports) (xem
Hinh 5-85), hiy nhap vao Bao cao bénh nhan (Patient Report). Hop thoai Béo
c4o bénh nhan (Patient Report) xuit hién. Xem Hinh 5-88.

r h|
n Patient Report ﬁ

Date Range

@ All

Patient \
Patient ID: |

GenerateReportfile | | PreviewPDF | | Close |

Hinh 5-88. HOp thoai Bao cao bénh nhan
2. Chidinh cac tiéu chi sau dé xem bdo c4o bénh nhan ban quan tdm:

«  Pham vi ngay (Date Range)—Nhap vio Tat ca (All) dé xem tét ca bao céo
hodc nhip vao Chon (Select) dé xem (céc) bao cao cho mot pham vi ngay
cu thé.

«  ID bénh nhan (Patient ID)—Ban c6 thé nhap ID bénh nhan chinh xéc, ky tu dai
dién mot ky tu _ két hop trong cac ky tu chinh xac hodc ky tu dai dién nhidu ky
tu (%) c6 hoac khong c6 ky tu chinh xac.
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3. Khi ban chon xong tiéu chi, hily nhip vao mot trong cac nut sau:

A. Tao tép bao cao (Generate Report File)}—Tao tép PDF va luu tép d6 ¢ vi tri
ban chi dinh.

1) Nhip vao niat TAO TEP BAO CAO (GENERATE REPORT FILE) trén man
hinh Bé4o c4o bénh nhan (Patient Report) (xem Hinh 5-88) dé tao tép PDF
cua bao cao. Hop thoai Tao tép bao cao (Generate Report File) s€ xuét
hién, cho phép ban luu tép d6 vao mot vi tri duge chi dinh. th‘ip vao
Lwu (Save) khi ban di chuyén dén vi tri cy thé do.

2) (Khong bit budc) Dé in bao co, di dén vi tri di luu, md béo céo xét
nghi€m va in bdo cdo. Mot bao cdo xét nghiém tuong ty nhu bao co
dugc trinh bay trong Hinh 5-89 s€ dugc in ra.

B. Xem trwéc PDF (Preview PDF)—Tao tép PDF va hién thi tép trong ctra sb
Adobe Reader. Xem Hinh 5-89. Ban c6 thé luu va in tép PDF tir phin mém
Adobe Reader.

4.  Sau khi chon mdt trong hai nut trong Budc 3, hop thoai Bao cao bénh nhan (Patient
Report) s& hién thi, cho biét s6 luong ID bénh nhén trang khép dugc tim thay. Nhip
vao OK. B4o cdo bénh nhan sé dugc tao theo dinh dang dugc chi dinh.

5. Sau khi tao Bdo cao bénh nhan, hiy nhap vao Béng (Close) dé dong hop thoai Bao
c4o bénh nhan.
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GeneXpert PC

Patient Report

Found Patient ID #2 = H112874895762R

- 2 Test(s) Found -

07/09/22 12:51:40

Patient ID: H112874895762R
Sample ID: SD142231

Assay: Xpert CDIFFICILE
Assay Version: 3

Test Result:

Start Time: 07/08/22 12:38:42
Test Type: Specimen

User: Detail User
Status: Done

Notes:

Patient ID: H112874895762R
Sample ID: SD142231

Assay: Xpert BCR-ABL Monitor IS
Assay Version: 1

Test Result: ERROR

Start Time: 07/08/22 12:41:13
Test Type: Specimen

User: Detail User
Status: Aborted

Notes:

GeneXpert® Dx System Version 6.5

Page 1 of 23

Hinh 5-89. Vi du vé Bao cao bénh nhan

5-88
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5.20.3 Bao cao xu hwéng kiém chuan

Xem Phan 6.5, Bao céo xu hudng kiém chuan.

5.20.4 Nhat ky hé théng
Xem Phan 9.16, Tao B4o céo nhét ky hé¢ théng.

5.20.5 Bao cao sbé liéu thong ké xét nghiém

Béo cdo sd liéu théng ké xét nghiém la mot bao cao thé hién sb luong xét nghiém duogc
thuc hién cho mdi xét nghiém trong mot khoang thoi gian véi cac gia tri phan tich hang
thang. Muc menu nay danh cho nguodi dung Chi tiét va Quan tri vién, trir khi bi han ché
bdi quan tri vién hé thong.
Céach xem bao céo s6 liéu théng ké xét nghiém:
1. Trong ctra s6 Hé théng GeneXpert Dx, trén menu Bao cao (Reports) (xem
Hinh 5-85), hdy nhap vao Bao cao so liéu thong ké xét nghiém (Assay Statistics

Report). Hop thoai Bao céo s6 liéu thdng ké xét nghiém (Assay Statistics Report)
xuat hién. Xem Hinh 5-90.

Assay Statistics Report % ® - ﬁ
- Date Range
® Last 12 Months
() Select From 11
Assay
O Al
@ Select
Select Assay Version
[ |Xpert BCR-ABL Monitor IS |1
[v] [Xpert CDIFFICILE [3
] Xpert Flu A Panel 3
Generate ReportFile | |  PreviewPDF | | Close |

Hinh 5-90. Hop thoai Bao cao sé liéu théng ké xét nghiém
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2.

Chi dinh cac ti€u chi sau dé xem bao cdo so li¢u thong ké xét nghiém ma ban
quan tam:

«  Pham vi ngay (Date Range)—Chon 12 thang qua (Last 12 Months) hoac
Chon (Select) cho pham vi ngay cu thé.

«  Xét nghiém (Assay)—Chon Tat ca (All) dé chon tat ca xét nghiém duoc liét ké
hodc Chon (Select) dé chon mot xét nghiém cu thé.

Khi ban chon xong xét nghiém, hiy nhép vao mot hodc ca hai nut sau:

+ Tao tép bao cao (Generate Report File)}—Tao t¢p PDF va luu té€p do6 & vi tri
ban chi dinh.

1) Nhép vao niit Tao tép bao cao (Generate Report File) trén man hinh Béo
c4o s6 liéu thdng ké xét nghiém (Assay Statistics Report) (xem Hinh 5-90)
dé tao tép PDF cua bao cdo. Hop thoai Tao t€p bao cao (Generate Report
File) s€ xuét hién, cho phép ban luu tép d6 vao mot vi tri duoc chi dinh.
Nhip vao Lwu (Save) khi ban di chuyén dén vi tri cy thé do.

2) (Khong bit buc) Dé in bao céo, hdy di dén vi tri da luu, mé bao cao xét
nghi€m va in bao cdo. Mot bao cdo tuong tu nhu bao cdo dugc trinh bay
trong Hinh 5-91 s€ dugc in ra.

C. Xem trwéc PDF (Preview PDF)—Tao tép PDF va hién thi tép trong cira s6
Adobe Reader. Xem Hinh 5-91. Ban c6 thé luu va in tép PDF tir phin mém
Adobe Reader.

Sau khi chon mét trong hai nut trong Budce 3, hop thoai Bao cao s6 lidu théng ké xét
nghiém (Assay Statistics Report) s& hién thi, cho biét sé luong xét nghiém tring
khép duge tim thiy. Nhip vao OK. Bao cdo s6 lidu thong ké xét nghiém s& duoc tao
theo dinh dang duogc chi dinh.

«  Sau khi tao Béo cdo s6 liéu théng ké xét nghiém (Assay Statistics Report), hay
nhip vao Déng (Close) dé dong hop thoai S liéu thong ké xét nghiém (Assay
Statistics).

+  Xem trwéc PDF (Preview PDF)—Tao tép PDF va hién thi tép trong ctra sb
Adobe Reader. Xem Hinh 5-91. Ban c¢6 thé luu va in tép PDF tir phdn mém
Adobe Reader.

5-90
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GeneXpert PC 07/09/22 12:55:15
Assay Statistics Report

- Selection Criteria -

Date Range: From 06/10/21 To 06/30/22

Assay Name Version Number of Tests

Xpert BCR-ABL Monitor IS 1 67

Start Date End Date Number of Tests

06/10/21 06/30/21 6

07/01/21 07/31/21 7

08/01/21 08/31/21 9

09/01/21 09/30/21 8

10/01/21 10/31/21 8

11/01/21 11/30/21 4

12/01/21 12/31/21 6

01/01/22 01/30/22 3

02/01/22 02/28/22 5

03/01/22 03/31/22 5

04/01/22 04/30/22 2

05/01/22 05/31/22 3

06/01/22 06/30/22 1

GeneXpert® Dx System Version 6.5 Page 1 0of 3

Hinh 5-91. Vi du vé Béo cao s6 liéu thdng ké xét nghiém
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5.20.6

5.21

Than trong

A\

5.21.1

Danh gia cai dat

Xem Phan 2.15, Xac minh cai dat va thiét 1ap dung cach.

Hoat déng v&i ket noi may chu

Phan nay cung cdp huéng dan vé cach sir dung giao dién may chu GeneXpert Dx dé:

«  Dit cAu hinh xét nghiém cho yéu cau va tai két qua 1én (Phan 5.21.1, Tao mot xét
nghiém véi két ndi may chu)

«  Tao mot xét nghiém tir téu cau xét nghiém di tai xubng (Phan 5.21.1, Tao mot xét
nghiém véi két ndi may chu)

. Tai két qua xét nghiém 1én (Phan 5.21.2, Tai két qua xét nghiém 1én may chu)

. Khic phuc su cb két ndi may chu (Phén 5.21.3, Khic phuc su ¢b két ndi may chu)

Cepheid khuyén ban luén xac nhan ring cac két qua da tai I1én LIS khép véi két qua xét
nghiém GeneXpert Dx system sau bat ky thay déi nao dé6i véi GeneXpert Dx system hodc hé
théng may chu, bao gdm (nhwng chi khéng gi®i han &) cac thay déi d6i véi nhivng diéu sau:
-Phién ban phan mém GeneXpert Dx

-Phién ban Dinh nghia xét nghiém GeneXpert

-Cai dat giao tiép may chu GeneXpert Dx

-Cac thay déi véi phan mém trung gian hoac cau hinh may cha

-Cac thay déi v&i phan mém hoac céu hinh LIS

Tao modt xét nghiém v&i két ndéi may cha

Khi bat két ndi may chi, cic yéu cau xét nghiém co thé duoc ty dong tai xudng tir may
chu bdi:

. GeneXpert Dx system dinh ky yéu cau chi dinh méi

. Nguoi dung GeneXpert Dx system truy van yéu cau méi theo cach thu cong tir hop
thoai Tao xét nghiém (Create Test)

. Quét hodc nhap ID mau dé thyc hién truy van may chii cho cac yéu cau ID mau
cu thé

Quy trinh cong viéc trong phong xét nghi€ém cia ban s€ xac dinh cach tao mot xét
nghiém.

Trong hop thoai Tao xét nghiém (Create Test) c6 san cac ving bd sung. Xem Hinh 5-92.

5-92
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@i |
est Order Table
ntip | D | Assay | STAT | HostOrderTime |
y|/|PatientID 1 Sample ID 1 Xpert EV Assay Version 3 Normal 12/16/20 16:29:28 | Delete |1y
I |
N
) I
Delete All Host Test Orders
-
1 Manual Query
PatientID || |
sample D | |
Name Version
Select Assay | <None> v‘
Select Module v
R t Lot ID | Expiration Date |YYYY/MWDD | Cartridge SIN
Test Type | Specimen v]
Sample Type I v ] Other Sample Type
U Notes
I Scan Cartridge Barcode ‘ I Cancel |
\

Hinh 5-92. Ctra s Tao xét nghiém vé&i bang yéu cau xét nghiém ctia may cha

«  Bang yéu cau xét nghiém ctia may chi (Host Test Order Table)—Yéu ciu méi
duogc hién thi trong bang, c6 thé sip xép bang cach nhap vao tiéu dé. Bang bao gdm:

ID bénh nhan (Patient ID}—ID bénh nhan cho mdi yéu cau xét nghiém.

ID Mau (Sample ID)—ID miu cho mdi yéu cau xét nghiém.

Xét nghiém (Assay)—Tén xét nghiém va sb phién ban cho mdi yéu cau xét
nghiém.

KHAN CAP (STAT)—Cho biét muc wu tién 1a KHAN CAP (STAT) hay Théng
thwong (Normal).

Thoi gian yéu cau cia may chi (Host Order Time)—Thoi gian dugc may chu
tai Xuéng hodc dugc GeneXpert Dx system tao theo thoi gian nhan dugc.

Nt X6a (Delete)}—Cho phép hity yéu cau.

Trang thai truy van may chi (Host Query Status)—Hién thi trang thai hién tai
cho truy vén yéu ciu méi.

Huwéng dan van hanh Hé thong GeneXpert Dx 593
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Nut Truy van tha céng (Manual Query)—Cho phép truy van thu cong bat ky
yéu cAu m&i ¢ sin nao trong may chi.

Lwu v Dé chap nhan mét yéu cau tlr may chi, quan tri vién may chi phai thiét [ap ma xét nghiém cho xét
y nghiém dé. Dé biét chi tiét, hay xem Phan 2.14.5.

5.21.1.1 Tao xét nghiém bang cach chon tir danh sach yéu cau xét nghiém do
may chu tw dong tai xuong

1. Trong tab Cai dat giao tiép may chu (Host Communication Settings) ctia hop
thoai C4u hinh hé théng (System Configuration), hiy nhap vao hop kiém Tw dong
tai yéu cau xét nghiém xudng (Automatic Test Order Download) dé chon va bat
chirc ndng nay. Xem Hinh 5-93.

B System Configuration =™
-—

— |

((General | Archive Settings |( Folders | Host Communication Settings |( Authentication Settings
[v] Enable Host Communication
 Host Setting

l [ZJ use Cepheid Link (Only check if you have the Cepheid Link middleware solution for sample
traceability)

[HostID |LX

\D Automatic Host Query After Sample ID Scan
[vi Automatic Test Order Download

[vi Automatic Result Upload

[Z] Use Instrument Specimen ID

- Communication Settings Order/Result Management

Protocol ® HL7 (O ASTM I Delete Cancelled Orders I
Run HostAs () Server ® Client |
Server IP Address | '

Port# |1234 I Reset Communication Buffer I

 Host Test Code

'\ Enavle | Assay ] Host Test Code ]
\ ] Xpert C.dif-Epi Version 2 \ [
[vi [Xpert MTB-RIF Assay G4 Version 6 ‘

Expire Results |

Edit ]
[ Edit

| ok || cance |

Hinh 5-93. Tw dong tai yéu cau xét nghiém xuéng dwoc chon

2. GeneXpert Dx system dinh ky truy van tt ca cic yéu cau xét nghiém tir may chu.

Nut Tao xét nghiém (Create Test) hién thi voi dau Cong (+) khi ¢ yéu cdu mai tir
may chu méi can dugc dién. Xem Hinh 5-94.

5.94 Huwoéng dan van hanh Hé thong GeneXpert Dx
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DAu cdng (+) biéu thi mét yéu cdu méi tir may chu

O

Create Test Check Status Stop Test View Results Define Assays phs Maintenance

Hinh 5-94. Thanh menu c6 dau céng trén nat Tao xét nghiém

3. Nhip vao Tao xét nghiém (Create Test). Quét hodc nhap ID bénh nhéan (Patient ID)
tuy chon, ID bénh nhan 2 (Patient ID 2), Tén bénh nhan (Patient Name), néu duoc
bat, va ca ba hop thoai quét, néu dugc bat (ID bénh nhan (Patient ID), ID mau
(Sample ID), ma vach hgp xét nghiém (cartridge barcode)). Khong st dung cac ky
hiéu sau néu nhap ID bénh nhan theo cach thi cong: | @A ~\&/:*2"<>"'$%!;

()~

4. Hop thoai Quét ma vach ID miu (Scan Sample ID Barcode) xuét hién (xem
Hinh 5-20 trong Phan 5.6, Tao mot xét nghiém).

5. Quét ma vach ID mau trén hop dyng mau bénh phim (xem Hinh 5-20 trong
Phan 5.6, Tao mot xét nghiém).

6. Yéu cau mdi cho ID bénh nhan va ID mau tiy chon nay dugc chon trong phan Bang
yéu cau xét nghiém tir may chu (Host Test Order Table) cua cira s6 Tao xét
nghiém (Create Test), c6 thé duogc sip xép bang cach nhap vao tiéu dé bang.

7. Hop thoai Quét ma vach hop xét nghiém (Scan Cartridge Barcode) s€ tu dong hién
thi 101 nhac quét ma vach trén hop xét nghi€ém. Diéu nay xac nhan rang xét nghiém
chinh xéc s€ dugc chay. ID 16 thuoc thi, ngay hét han va s sé-ri ciia hop xét nghiém
dugc xur ly va chuyén di.

8. Yéu ciu cho ID bénh nhan va ID mau nay s€ dugc loai bd khoi danh sach cac yéu
cau moi.

9.  Lap hop xét nghiém chira mau bénh pham va thudc thir theo to huéng din st dung
theo xét nghiém. Xem Phan 5.8, Nap hop xét nghiém vao mot mo-dun trén may.

10.  Nhip vao Bét dau xét nghiém (Start Test), nap hop xét nghiém va dong cira
mo-dun bang cach 1am theo cac budc duoc néu trong Phan 5.9, Bit dau xét nghiém.

Ban khéng thé thay dbi ID bénh nhan (Patient ID), ID bénh nhan 2 (Patient ID 2), Tén bénh nhan
Lwuy (Patient Name), ID mau (Sample ID) hodc xét nghiém néu théng tin d6 dwoc chon tir mét yéu cau
xét nghiém do may cha tai xudng.

Néu chi cé mét yéu cau khép véi ID bénh nhan (Patient ID) va ID mau (Sample ID) do may chu

Liuy cung cép thi y&u ciu nay sé dwoc chon ty dong.

Huwéng dan van hanh Hé théng GeneXpert Dx
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5.21.1.2 Tao xét nghiém bang cach yéu cau cac yéu cau xét nghiém theo cach
tha cong va chon tir danh sach yéu cau xét nghiém

Ban c6 thé yéu cau cac yéu ciu xét nghiém méi theo cach thi cong tir may chii bang
cach nhap vao nit Truy van thu céng (Manual Query). Sau khi yéu cau dugc tai xuéng
tir may chii, hily tiép tuc nhu huéng dan trong Phan 5.21.1.1, Tao xét nghiém bang cach
chon tir danh sach yéu cau xét nghiém do may chu tu dong tai xudng.

5.21.1.3 Tao xét nghiém bang cach truy van may chi cé ID mau

1. Trong tab Cai dat giao tiép may chu (Host Communication Settings) ctia hop
thoai C4u hinh hé théng (System Configuration), hiy nhap vao hop kiém Tw dong
truy van may cha sau khi quét ID mau (Automatic Host Query After Sample ID
Scan) dé chon va bat chirc nang nay. Xem Hinh 5-95.

B System Configuration >
—

((General |{Archive Settings | Folders | Host Communication Settings | Authentication Settings |
[ Enable Host Communication
 Host Setting

[ use Cepheid Link (Only check if you have the Cepheid Link middleware solution for sample
traceability)

HostID |LX

[Z] Automatic Host Query After Sample ID Scan
[V Automatic Test Order Download

[vi Automatic Result Upload

[Z] Use Instrument Specimen ID

rCommunication Settings Order/Result M:

Protocol @ HL7 (O ASTM l Delete Cancelled Orders I
Run HostAs (O Server @ Client ’

Expire Results I

Server IP Address

Port# [1234 ‘ Reset Communication Buffer I
Host Test Code - ‘
Enable | Assay | Host Test Code |
[ Xpert C.dif-Epi Version2 \ Edit J
v [Xpert MTB-RIF Assay G4 Version 6 | | Edit
| ok || cance |

Hinh 5-95. Chon truy van may chu

2. Nhip vao Tao xét nghiém (Create Test). Hop thoai Quét ma vach ID miu
(Scan Sample ID Barcode) xuét hién (xem Hinh 5-20 trong Phan 5.6, Tao mot xét
nghi¢m).

3. Quét ma vach ID miu trén hop dung miu bénh pham (xem Hinh 5-20 trong
Phan 5.6, Tao mot xét nghiém).

5.96 Huwoéng dan van hanh Hé thong GeneXpert Dx
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4. Yéu cau xét nghiém cho ID miu nay duoc tai xudng tir may chu va hién thi trong
Bang yéu cau xét nghiém may chu (Host Test Order Table), c6 thé dugc sap xép
bang cach nhap vao tiéu de.

Cac yéu cau khac dwoc tai xudng cho cac mau khac nhau sé khong dwoc hién thj trong bang yéu

Lruy cau trong mot khodng thoi gian tam thoi.
5. Chon mdt yéu cau tir bang. Thao tic nay s& chon xét nghiém theo yéu cau xét nghiém.
Lwu y Néu chi cé6 mot yéu cau khép véi ID bénh nhan va ID mau cho truéc thi yéu cau nay sé dwoc chon

tw dong.

6. Hop thoai Quét ma vach hop xét nghiém (Scan Cartridge Barcode) s& tur dong hién
thi 16i nhac quét ma vach trén hop xét nghiém. Diéu nay xac nhan rang xét nghiém
chinh xac s& duoc chay. ID 16 thudc thir, ngay hét han va s6 sé-ri ctia hop xét nghiém
duoc xu Iy va chuyén di.

7. Lap hop xét nghiém chtra mau bénh pham va thudc thir theo to huéng din st dung
theo xét nghiém (xem Phan 5.8, Nap hop xét nghiém vao mot mo-dun trén may).

8.  Bat dau xét nghiém, nap hdp xét nghiém va dong cira mo-dun bﬁng cach lam theo
cac budc dugce néu trong Phan 5.9, Bat dau xét nghiém.

5.21.1.4 Huay mét truy van

Trong qua trinh Truy véan tha cong duge md ta trong Phan 5.21.1.2, Tao xét nghiém
bang cach yéu cau cac yéu cau xét nghiém theo cach thu cong va chon tir danh sach yéu
cAu xét nghiém hoac Truy van may chi dugc mo ta trong Phan 5.21.1.3, Tao xét nghiém
bang cach truy vin may chu c6 ID miu, nat Truy van tha céng (Manual Query) tro
thanh nat Hay truy van (Abort Query). Xem Hinh 5-96.

Dé bit ddu mot xét nghiém hodc dong hop thoai, hiy chd cho dén khi truy van hoan tat
hodc nhap vao nit Hay truy van (Abort Query) dé huy thao tac.

Huwéng dan van hanh Hé théng GeneXpert Dx 5.97
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n Create Test o ]
Host Test Order Table
PatientiD | Sample ID [ Assay [ STAT [ HostOrderTime |
\|Patient D 1 Sample D 1 Xpert EV Assay Version 3 Normal 12116120 16:29:28 [ Delete i

»

||||Host query is sent at 02/16/20 15:04:47. ‘Abort Query

(|

Hinh 5-96. Ctra s6 Tao xét nghiém dang hién thj nat Hay truy van

5.21.1.5 Xoéa mét yéu cau xét nghiém da tai xudng tir may chu
D6i khi, ban c¢6 thé can x6a mot yéu cau duogce tai xudng tir may chu.
1. Chon yéu cau tir Bang yéu cau xét nghiém may cha (Host Test Order Table).

2. Nhép vao nit Xéa (Delete) trén cing mot hang. Xem Hinh 5-97.

Huwoéng dan van hanh Hé thong GeneXpert Dx
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D =X
‘ — —
| Patient ID Sample IC STA Hos er Time

|

|

Hinh 5-97. X6a mét yéu cau xét nghiém da tai xudng tir may cha
3. Mot hop thoai xac nhan hién thi. Nhip vao OK dé xac nhén xoa.
+  Yéu cau s& dugc x6a khoi bang.

e May chu s€ dugc thong bao.

Huwong dén véan hanh Hé thong GeneXpert Dx 5.99
302-8378-VI, Ban stra d6i C  2023-07



Hwéng dan van hanh

5.21.2 Tai két qua xét nghiém lén may chua

C6 thé tai cac két qua xét nghiém 18n may chi mét cach ty dong hodc thu cong.

5.21.21
1.

Tw dong tai két qua xét nghiém 1én may chu
Trong tab Cai dat giao tiép may chu (Host Communication Settings) ciia hop
thoai C4u hinh hé théng (System Configuration), hiy nhip vao hop kiém Tw déng

tai két qua lén (Automatic Result Upload) dé két qua s& duoc tai 1én ngay khi xét
nghiém hoan tit. Xem Hinh 5-98.

——

(n System Configuration —
| ((General [(Archive Settings |( Folders | Host Communication Settings | Authentication Settings |

[Vi Enable Host Communication

Host Setting

traceability)

' [ use Cepheid Link (Only check if you have the Cepheid Link middleware solution for sample

HostID |LX

[Z] Automatic Host Query After Sample ID Scan
[V Automatic Test Order Download

\IZ Automatic Result Upload

[Z] Use Instrument Specimen ID

Communication Settings
Protocol ® HL7
Run HostAs (O Server @ Client I

Server IP Address | :

Port# [1234

Order/Result Management

© ASTM | Delete Cancelled Orders |

Expire Results |

I Reset Communication Buffer |

Host Test Code
Enable |

Host Test Code |

— I Ed ]
it

] [Xpert C.diff-Epi Version 2
[vi [Xpert MTB-RIF Assay G4 Version 6

[ Edit ,

] I Cancel I

| OK

2.

Hinh 5-98. Ty dong tai két qua lén

Nhap vao OK. Trang thai tai 1én duoc hién thi trong khu vuc Théng tin xét nghiém

(Test Information) cua ctra s6 Xem két qua (View Result).

Sau khi hoan thanh xét nghiém, két qua s€ dugc tai 1én ty dong. Trang thai tai 1én dugc
hién thi trong khu vuc Thong tin xét nghiém (Test Information) ctia cira s6 Xem két qua

(View Result). Xem Hinh 5-99.

5-100
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n GeneXpert® Dx Syste

User Data Management Reports Setup Maintenance View Results About User Detail Use

N oM E W N

Create Test Check Status Stop Test View Results Define Assays Maintenance

Patient ID {I[ TestResult | Analyte Result | L
H112874895762R Result View Assay Name Xpert CDIFFICILE Version 3
Primary Curve 7
( : TestResult |77 5707e
‘ Sample ID
ll [sD142231

‘ Assay Xpert CDIFFICILE

Version 3 : IFor SW demonstration use only.
Test Type | Specimen v
Sample Type | Other v
Other Sample Type
I ||l= .
Notes Views 4 Legend
|Result View / 100 [vi[ /| Target; Primary ||
JPrimary Curve
80
1)
=
. 2 60
Upload Status Upload-Pending 2
Module Name A1 S 40
Reagent LotID 00299 = =
Start Time 12/20/20 16:25:08
End Time 12/20/20 16:27:05 0
status D 1.0 20 3.0
Spae Cycles
User Detail User L
v

Export ‘ Report Upload Test |
L

Hinh 5-99. Trang thai tai Ién may chu dwoc hién thj trong khu vire Théng tin xét nghiém cua ctra sé
Xem ket qua
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5.21.2.2 Tai két qua xét nghiém lén may cha theo cach thu céng

Trong tab Cai dat giao tiép may chi (Host Communication Settings) ciia hop
thoai CAu hinh hé théng (System Configuration), hily dam bao bé chon hodc tit
Tw dong tai két qua lén (Automatic Result Upload). Xem Hinh 5-98.

Nhip vao Tai xét nghiém lén (Upload Test) trong ctra s6 Xem két qua (View
Results) (xem Hinh 5-99). Cira s6 Chon xét nghiém dé tai 1én may chu (Select
Test(s) To Be Uploaded To Host) xuat hién, hién thi cac xét nghiém di hoan thanh.
Xem Hinh 5-100.

Error Start
Status Date

Resuit Assay J Status

|Upload-Pending ‘NA

|H112874895.A.’SD142231 Detail User |NEGATIVE Xpert CDIFFICILE Done OK 12/09/20 16:25:08

ram—|

jExpired |NA |H351827299... UH489831 |Administratio... NEGATIVE Xpert CDIFFICILE  |Done OK jlﬂ14120 17:05:51
\
I
L
L Select Deselect Select Deselect Select
\ All All Highlighted Highlighted All Pending
Gpload Close
Hinh 5-100. Clra s6 Chon xét nghiém dé tai Ién may chi
Trang thai tai 1én may chu c6 thé la:
. Dang ché tai Ién (Upload-pending)—két qua nay chwa dugc tai 1én.
. Dang tai Ién (Uploading)—két qua nay dang duoc tai 1én.
«  Dang tai lén lai (Re-Uploading)—két qua nay da duoc tai 1én trudc day va hién
dang duogc tai 1€n lai.
. D4 tai lén (Uploaded)—may chu da nhan duoc két qua nay.
. Xem lai (Review)—day 1a mot ngoai kiém va can dugce xem xét trudc khi tai 1én
theo cach thu cong.
. D4 hét han (Expired)—xét nghiém chua duoc tai 16n va hé thdng s& khong canh bao
nguoi dung khi thoat phan mém.
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Néu cb gang thoat phan mém trong khi két qua van trong trang thai dang ché tai Ién, dang tai 1&n

Luuy hoéc dang tai I&n lai thi phdn mé&m sé& canh bao ngudi dung.

3. Chon xét nghiém ban mubn tai 1én. Ban ¢6 thé chon ting xét nghiém riéng 1¢é hodc
chon nhiéu xét nghiém (tdi da 100 xét nghiém) bang cach nhip vao mot trong cac
tuy chon sau:

«  Chon tat ca (Select All—Chon tit ca cac xét nghiém trong bang.

«  Chon muc dwoec danh dau (Select Highlighted)—Chon cac xét nghiém ban
da danh dau.

«  Chon tat ca dang cho xt ly (Select All Pending)—Chi chon nhitng xét
nghié€m chua dugc tai 1&n trude do.

4. Dé xoa tat ca cac lya chon xét nghiém, hay nhip vao Bé chon tat ca (Deselect All).
Nhip vao Bé chon muc dwoe danh dau (Deselect Highlighted) dé xoa cac xét
nghiém ban da danh dau.

5. Nhap vao Tai Ién (Upload). Mot thong béo s& xuat hién va yéu cdu xac nhan yéu cau
tai lén.

6. Nhip vao Déng (Close).

5.21.2.3 Tai két qua ngoai kiém lén may chu

Bét ké thiét 1ap cho Tw ddng tai két qua Ién (Automatic Result Upload) 14 gi, mot két
qua ngoai kiém s& duoc tai 1én thi cong. Xem Phan 5.21.2.2, Tai két qua xét nghiém 1én
may chu theo cach thu cong.

5.21.3 Khac phuc sw cd két ndéi may cha

Néu c6 van dé voi két ndi may chu, hiy xem Phan 9.19.3, Khic phuc su ¢b két ndi may
chu va Phan 9.19.4, Khic phuc su ) giao dién LIS.

Huwéng dan van hanh Hé théng GeneXpert Dx 5103
302-8378-VI, Ban stra d6i C 2023-07



Hwéng dan van hanh

5.22

Quan trong

Thén trong

A\

5.22.1

Quan trong

Hoat dong véi két néi Cepheid Link

Phéan nay cung cap hudng dan vé cach str dung Cepheid Link dé quét mau va hop xét
nghiém ciling nhu chay xét nghiém trén GeneXpert Dx system. Quy trinh cong viéc su
dung Cepheid Link 13 yéu cau xét nghiém dugc nhip vao hé théng LIS cia to chirc. May
quét Cepheid Link duoc sir dung dé quét cic mau va hop xét nghiém & gan GeneXpert
Dx system hodc tir xa. Sau d6, cac hop xét nghiém dugce chuyén dén GeneXpert Dx
system dé chay cac xét nghiém. Két qua xét nghiém duoc tai 1én hé thng LIS cua to
chuc.

Sau khi dit cau hinh hé théng cho Cepheid Link, ban khéng thé ding hé théng cho cac yéu
cau xét nghiém khéng phai tir LIS hoidc chay ngoai kiém khi khéng vé hiéu héa Cepheid Link.
C6 thé bat lai Cepheid Link sau khi chay cac yéu cau xét nghiém khong phai tir LIS hodc
ngoai kiém. Cau hinh cho Cepheid Link dwo'c mé ta trong Phan 2.14.4.2, Bit cu hinh giao
tiép may chd cho Cepheid Link

«  Phan 5.22.1, Quét mdt mau va hop xét nghiém bang cach sir dung Cepheid Link
. Phan 5.22.2, Chay cac hop xét nghiém da quét tir Cepheid Link

Cepheid khuyén nghi luén xac nhan rang cac két qua da tai Ién LIS khép véi két qua xét
nghiém GeneXpert sau bt ky thay d6i nao déi véi GeneXpert hoic hé théng may chu,
bao gém (nhwng khéng chi gi&i han &) cac thay déi déi véi nhivng diéu sau:

« Phién ban phan mém GeneXpert

¢ Phién ban dinh nghia xét nghiém GeneXpert

« Cac cai dit giao tiép may chi GeneXpert

* Cac thay dbéi véi phan mém trung gian hodc ciu hinh may cha
« Cai dat cau hinh hoac phan mém LIS

Quét mot mau va hop xét nghiém bang cach str dung
Cepheid Link

Sau khi mot yéu cau duoc nhap vao LIS, hé théng sir dung may quét Cepheid Link dé
quét miu va hop xét nghiém. Quy trinh nay gia dinh ring may quét Cepheid Link d
duoc thiét 1ap theo cac hudng dan trong Hudng dan sir dung Cepheid Link va may quét
da duoc bat nguén.

Pé quét mau vé’h@p xét nghiém, mot yéu cau xét nghiém phai dwoc nhap trwéc d6 vao hé
théng LIS cua té chirc.

1.  Nhic may quét ra khoi dé gan.
2. Néu man hinh may quét bi khoa, hiy vudt man hinh 1én phia trén theo chiéu doc dé

m& khdéa man hinh.

3. Ping nhap vao may quét Cepheid Link bang cach sir dung tén ngudi dung va mat
khau duogc chi dinh cua ban (xem Hinh 5-101). Man hinh Quét miu (Scan Sample)
s& hién thi. Xem Hinh 5-102.

5-104
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] I

Login (Pang nhép)

Username (Tén nguoi dung)

OpUser

Password (Mat khau)

Remember username (Ghi nh¢ tén nguoi ding)

1N F21 §31 F43 RSN K68 74 k8 AN N0

“drtririrtrr

/ ? &

Go

Hinh 5-101. Man hinh dang nhap may quét Cepheid Link
4. Quét ID miu bang may quét:
+  Cach quét ID mau:
1) Nhin va giit ntit mau 7lam trén may qué~t (nam & mot trong hai bén cua
may quét ma vach) dé quét ma vach mau. Ma vach mau s€ dugc quét

va Cepheid Link s& kiém tra xem lidu c6 yéu cau xét nghiém cho mau
hay khong.

2) Néu tim thdy mot yéu ciu, man hinh Thanh céng (Success) (dau kiém mau
luc) sé& hién thi trong thoi gian rat ngan (xem Hinh 5-103) va man hinh
Quét hop xét nghiém (Scan Cartridge) s& hién thi. Xem Hinh 5-106.

3) Néu khong tim thdy yéu cu thi man hinh L&i (Error) (Khong tim thiy yéu
ciu (Order Not Found) (d4u X mau d6)) s& hién thi (xem Hinh 5-104).
Cham vao nut Ok dé quay lai man hinh Quét mau (Scan Sample).

«  Néu khong c6 mi vach miu, d& nhap ID mau theo cach thu cong:

1) Cham vao khu vuc Ma vach (Barcode) ciia man hinh (xem Hinh 5-102).
Mbt ban phim s& hién thi (xem Hinh 5-105) dé nhap ID mau theo cach thii
cong.

2) Nhap thii cong ID miu bang ban phim.

3) Nhan vao nut Giri (Submit) dé guri ID mau.
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4) Néu tim thdy mot yéu cau, man hinh Thanh céng (Success) (d4u kiém mau
luc) s& hién thi trong thoi gian rat ngén (xem Hinh 5-103) va man hinh
Quét hop xét nghiém (Scan Cartridge) s& hién thi. Xem Hinh 5-106.

5) Néu khong tim thdy yéu cu thi man hinh L3i (Error) (Khong tim thay yéu
cau (Order Not Found) (diu X mau do)) s& hién thi (xem Hinh 5-104).
Cham vao nut Ok dé quay lai man hinh Quét mau (Scan Sample).

[ T 2F 100% B 4:03

Scan Sample (Quét mau) =

Cham vao day dé hién
thi menu may quét ° 2

1. Sample 2. Cartridge
(Mau) (Hop xét nghiém)

Cham vao day dé nhap— |
tha cong ID mau

Hinh 5-102. Man hinh Quét mau Cepheid Link
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Hinh 5-103. Man hinh May quét Cepheid Link thanh cong (Dau kiém mau luc)

(Khong tim thdy yéu cau xét nghiém cho
ID mau SampleID106.)

X

Test order not found for Sample ID

SamplelD106.

Hinh 5-104. Man hjnh Loi méy qyét Cepheid Link
(Khéng tim thay yéu cau (Dau X mau do))

Huwong dén véan hanh Hé thong GeneXpert Dx 5-107
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o]

Scan Sample (Quét mau)

1. Sample 2. Cartridge
(Mau) (Hop xét nghiém)

Cham vao nut Giri sau khi Sl
nhap ID mau ~

iIN §25 §31 §4% §53 16N 74 i8N NOX R0

@ B 151 6] Ped B =8 B RS B)

S

Scan Cartridge (Quét hop xét nghiém)

1. sample 2. Cartridge
(Mau) (Hop xét nghiém)

Cham vao Bat dau lai

deé tré lai man hinh

Quét mau. T
\ C(St,art‘Over

Bat dau lai)

Hinh 5-106. Man hinh Quét hop xét nghiém cua Cepheid Link
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5. Quét ma vach hop xét nghiém:

Nhan va giit nlit may quét (ndm & mot trong hai bén ciia may quét ma vach) dé
quét ma vach hop xét nghiém. Sau khi quét ma vach ctia hop xét nghiém thanh
cong, Cepheid Link s& ghép cap hop xét nghiém véi mau. May quét s& hién thi
thong tin hdp xét nghiém da quét trong giay lat (xem Hinh 5-107).

Néu hop xét nghiém dugce ghép ndi thanh cong véi mau thi man hinh Thanh
cong (Success) (ddu kiém mau lyc) s& hién thi trong thoi gian rit ngin

(xem Hinh 5-103).

Néu hop xét nghiém khong dugc ghép ndi thanh cong vi mau, man hinh Lai
(Error) (Dau X mau d6) s& hién thi cung vai thong bao 18i (xem Hinh 5-108
dé biét vi du). Cham vao nat Ok dé quay lai man hinh Quét hdp xét nghiém
(Scan Cartridge). May quét s& tré lai man hinh Quét mau (Scan Sample)
(xem Hinh 5-102).

Néu phan phan wéc duoc quét, man hinh Quét phn phan udc (Scan Aliquot)
s& hién thi (xem Hinh 5-109).

May quét sé& hlen thi man hinh Xac nhan (Confirmation) (xem Hinh 5-110),
néu khong can phan phan udc va néu Xac nhan (Confirmation) duoc bét,
hoic s& trd lai man hinh Quét mau (Scan Sample) (xem Hinh 5-102).

Cham vao Bat dau lai (Start Over) dé khong quét phan phéan wéc va quay lai
man hinh Quét mau (Scan Sample). Xem Hinh 5-102. Man hinh x4c nhan s&
hién thi sau khi cham vao nat Bat dau lai (Start Over).

6. (Khéng bit budc) Néu miu yéu cdu quét mot phan phan wde, man hinh Quét phan
phan udc (Scan Aliquot) s& hién thi (xem Hinh 5-109).

Nhéan va giit niit trén may quét (ndm & mot trong hai bén ctia may quét ma vach)
dé quét ma vach phan phan udc. Ma vach phan phan uéc s€ dugc quét.

Néu phan phan wéc duoc quét thanh cong thi man hinh Thanh cong (Success)
(dau kiém mau luc) s& hién thi trong thoi gian rat ngin (xem Hinh 5-103).

Néu xét nghiém duoc thiét 1ap cho phin phan wéc nhung mau khong dugc chia
thanh cac phan phan udc, hily cham vao Bé qua (Skip) dé bo qua viéc quét mot
phan phan uéc. May quét s& hién thi man hinh Xac nhan (Confirmation) (xem
Hinh 5-110), néu khong can phan phan wéc va néu Xac nhan (Confirmation)
duoc bat, hodc sé& tro lai man hinh Quét mau (Scan Sample) (xem Hinh 5-102).
Néu phan phén udc can dugc quét, man hinh Quét phan phan ude (Scan
Aliquot) s& hién thj (xem Hinh 5-109).

Cham vao Bét dau lai (Start Over) dé khong quét phan phan udc va quay lai
man hinh Quét mau (Scan Sample) (xem Hinh 5-102). Man hinh xac nhan s&
hién thi sau khi cham vao nat Bat dau lai (Start Over).

7. (Khéng bit budc) May quét s& hién thi man hinh Xac nhan (Confirmation)
(xem Hinh 5-110), néu dugc bat, hodc s& tré lai man hinh Quét miu (Scan Sample)
(xem Hinh 5-102).
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8. Néu man hinh X4c nhan (Confirmation) hién thi, hdy cham vao Bat dau lai
(Start over) d¢ di dén man hinh Quét miu (Scan Sample). Xem Hinh 5-102.

(o) &

Scan Cartridge (Quét hop xét nghiém)

o—©O

1. Sample 2. Cartridge
(Mau) (Hop xét nghiém)

03008306502173573104452;F:03;A:Xpert
EV;V:3;P:83;L:65;R:2;G:3C654F 133D654962
84D589A9C300FE8A;UF:001;MT:20.0,20.0;
NF:309,76;SF:001;MA:45,45;MI:3,3;EP:5,5;P
K:10.0,10.0;PL:603,221;PH:123,31;PD:0,0;,CD
:0,0;EF-9999.0,-9999.0;CS:240cc04a

Start Over
c(B:it dau lai)

Hinh 5-107. Man hinh Théng tin hép xét nghiém da quét bang Cepheid Link

(Hop xét nghiém da quét dugc ghép

ndi voi mot miu.)

X

The scanned cartridge has already

been paired with a sample.

Hinh 5-108. Man hinh Léi hdp xét nghiém da quét bang Cepheid Link
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oI & 85% il 11:26
; (Quét Phan phén udc
& Scan Aliquot #1 (2 1)
Sample 2. Cartridge 3. Aliguot

(Mau) (Hop xét nghi¢m) (Phan phén udc)

C Start Over
(Bat dau lai)

g I

Confirmation (Xac nhan)

Successfully paired
(ba ghép noi thanh cong)
Sample: (Mau:)
SamplelD108

Cartridge: (Hop xét nghiém:)
03008306502173573104454;F:03;A:Xpert
EV;V:3;P:83;L:65;R:2;G:3C654F 133D6549
6284D589A9C300FE8A;UF:001;MT:20.0,2
0.0;NF:309,76;SF:001;MA:45,45;MI:3,3;EP
:5,5;PK:10.0,10.0;PL:603,221;PH:123,31;P
D:0,0;CD:0,0;EF:-9999.0,-
9999.0;CS:240cc04a

C Start Over
(Bat dau lai)

Hinh 5-110. Man hinh Xac nhén Cepheid Link

Hinh 5-109. Man hinh Quét phan phan wéc bang Cepheid Link

9.  Pé quét cac miu va hop xét nghiém bd sung, hiy chuyén toi Bude 4 trén

trang 5-105.
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10.  Khi dd quét tit ca cac mau va hop xét nghiém, hiy ding xut khoi Cepheid Link.
Truy cap vao menu may quét bang cach cham vao biéu tugng Menu trong menu tha
xudng (xem Hinh 5-102). Menu may quét s& hién thi. Xem Hinh 5-111.

11.  Trén menu may quét, hdy cham vao Dang xuat (Logout). Hop thoai ding xuat s&
hién thi & cudi man hinh. Xem Hinh 5-112.

12.  Trén hop thoai dang xut, hiy cham vao OK dé dang xuat khoi may quét (xem
Hinh 5-112). Man hinh Dang nhap may quét (Scanner Login) s& hién thi. Xem
Hinh 5-101.
Chon Huy (Cancel) néu ban khong mudn ding xuit khoi may quét.

13.  Pat may quét vao dé gan.

Scanner (May quét) >

Settings (Cai dat) >

Cham vao Dang xuat dé hién

thi hop thoai Pang xuét About (Gidi thiéu) >
H ¥ p . g \

\ Logout (Pang xuét) >

" bepheid®

A better way.

Hinh 5-111. Menu tha xuéng May quét Cepheid Link
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@ 111}
Scanner (May quét) >
pe
Settings (Cai dat) >
About (Gidi thiéu) >
Logout (Pang xuit) >

Cham vao OK dé diang -
£ - ~ Logout? (Pang xuit?)

xuat may quét \
OK

Cancel (Huy)

Hinh 5-112. Hop thoai Ping xuat may quét Cepheid Link

5.22.2 Chay cac hop xét nghiém da quét tir Cepheid Link

Sau khi quét cac hop xét nghiém bang Cepheid Link, chung s& duoc chuyén dén
GeneXpert Dx system dé chay cac xét nghiém.

Phai dat ciu hinh Cepheid Link cho hé théng trwéc khi chay cac xét nghiém bang quy trinh
Quan trong nay. Cau hinh cho Cepheid Link dwoc mé ta trong Phan 2.14.4.2, Bit ciu hinh giao tiép may
chta cho Cepheid Link

Quy trinh yéu cau s& duoc minh hoa br:ing cach st dung mot loat anh chup man hinh
hudng ban dén thong tin xét nghiém duge quét hodc nhap.

Céch chay xét nghiém trén GeneXpert Dx system:

1. Trén man hinh Chinh (Home) ctia GeneXpert Dx system, hay chon nut Tao xét
nghiém (Create Test). Xem Hinh 5-113.
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g GeneXpert® Dx System -
User Detail Use
= |
| ’ @i ‘.Oﬂ) @! g @ /‘\,ﬁ iy
& \‘ ) S A ®
Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules : Tests Since Launch
':;"':: Assay ‘ S":'l;"'e Progress ’ status ':Z:‘S’;:‘:g _‘ S“'Igp'e N':‘:n"e ‘ User | Result ‘ Assay | Status‘ ;;’;’s SD;:
Al Available :
A2 Available
A3 Available
Ad Available
Hinh 5-113. Man hinh Chinh ctua GeneXpert Dx
2. Man hinh Yéu cau xét nghiém tir may chu s& hién thi voi man hinh 16p pha Quét ma
vach hop xét nghiém (Scan Cartridge Barcode). Xem Hinh 5-114.
Chon nut Hay (Cancel) néu ban khéng mudn chay xét nghiém.
L , Mac du cac trwdng thong tin nhan khdu hoc ctia bénh nhan dwoc hién thj trén man hinh may cha,
wuy . 2o A o . .
nhuwng khdng thé nhap di liéu vao cac trwong do.
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Sample ID ] Assay I STAT I Host Order Time l

M| 2
‘ Delete All Host Test Orders v

Manual Query ‘

I
«

n Scan Cartridge Barcode -

samplelD
Please scan cartridge barcode.
Name

[ Select Assay | <None>

Select Module

Reagent LotID |

| Manual Entry | Cancel | '

[ TestType | Specimen L
|
Sample Type l v| Other Sample Type I
Notes

Mo ‘ Start Test ‘ | Scan Cartridge Barcode | | Cancel |

Hinh 5-114. Bang yéu cau v&i man hinh I&p phi Quét ma vach hop xét nghiém

3. Theo hudng din trong Hinh 5-114, hiy quét ma vach hop xét nghiém bang may quét
dugc cung cap.

GeneXpert Dx system s& truy van hé thong Cepheid Link dé x4c minh rang yéu cau
tdn tai trén hé théng. Néu ton tai, yéu cAu d6 s& duoc tai xuéng GeneXpert Dx
system (xem Hinh 5-115).

Huwéng dan van hanh Hé thong GeneXpert Dx
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Host Test Order Table
Sample ID | Assay STAT Host Order Time
|SamplelD105 Xpert EV Version 3 Normal 112114120 16:41:01 Delete |

| Delete All Host Test Orders

1 order(s) have been downloaded.

Host query for cartridge [008306573104452] sent at 12/19/20 16:19:43.

Query completes at 12/19/20 16:19:46.

I

sample ID

Select Assay
Select Module
Reagent Lot ID*
Test Type

Sample Type
Notes

SamplelD105
Name Version
Xpert EV 3 ¥
A1 v
Expiration Date* Cartridge S/IN*
| specimen |
l Other v ‘ Other Sample Type | |

I Start Test %ﬂ Cartridge Barcode | [ Cancel |

Hinh 5-115. Man hinh Tao xét nghiém, cho biét truy van hop xét nghiém da hoan tat

4.

Trén phan Bang yéu cau xét nghiém tlr may chu (Host Test Order Table), (xem
Hinh 5-115), hily xem lai yéu cAu. Nhép thong tin bo sung hodc ghi chi, néu cén, sau
d6 chon nut Bat dau xét nghiém (Start Test). Man hinh Chinh ctia GeneXpert xuat
hién, hién thi mot thong bao dé tai hop xét nghiém vao mo-dun, duge danh déu bing
mau luc. Xem Hinh 5-116.

Ban khong thé thay déi ID bénh nhan (Patient ID) (néu dwoc bat), ID mau (Sample ID), théng
Lwuy tin nhan kh&u hoc ctia bénh nhan hodc xét nghiém néu né dwoc tai xudng ttr mét yéu ciu xét
nghiém Link.

S.

Néu can, hiy dang nhap dé bit dau xét nghiém.

Ban c6 thé theo ddi quy trinh xét nghiém hodc cac chi bao trang thai khac trong cac
khu virc M6-dun (Modules) hoidc Thong bao (Messages) cua cira s6 Hé thong
GeneXpert Dx. Xem Hinh 5-34.

5-116
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I GeneXpert® Dx Syster

User Data Management Reports Setup Maintenance About

Create Test Check Status Stop Test

s

=T

User Detail Use!

i

Maintenance

View Results

®©

Define Assays

_ Modules g Tests Since Launch
Module Sample Remaining Sample Mod Error Start
' e say ’ D Progress Status Test Time D N ‘ User Result Assay ’ Status status o
) Xpert EV SamplelD105 Waiting OK — ;SampIeID, A1 Detail Us... NO RESULT|XpertEV  |Loadi... OK 12119120 16:..
! A2 Available :
A3 Available
Ad Available
i
-~ 77727
Messages:
MOQUIE AZ: PEMOrMING Sell-18STat 12/19/20 1013113
Module A3: Performing Self-Test at 12/19/20 16:13:14 1
Module Ad: Performing Self-Test at 12/19/20 16:13:14

Hostis disconnected at 12/19/20 16:13:42.
Hostis connected at 12/19/20 16:13:42.
Please load the cartridge into the module A1

&

Hinh 5-116. Man hinh Chinh cia GeneXpert, dang hién thi Thong bao nap hop xét nghiém

6.

Tiép tuc quét cac hop xét nghiém dé xét nghiém bang cach 13p lai Bude 1

(trang 5-113) dén Budc 5 (trang 5-116) cho dén khi tit ca cac hop xét nghiém

da duoc xtr ly.

Huwéng dan van hanh Hé thong GeneXpert Dx
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5.23 Théng tin hé théng

C6 thé xem thong tin vé hé théng va phan mém bang cach nhip vao menu Gidi thiéu
(About) ¢ du ctra s6 Hé théng GeneXpert Dx (xem Hinh 5-117) va chon Giéi thiéu vé
Hé théng GeneXpert® Dx (About GeneXpert® Dx System). Cira s6 Gidi thiéu vé Hé
thong GeneXpert Dx (About GeneXpert Dx System) sé& hién thi. Xem Hinh 5-118.

n GeneXpert® Dx System | == &
|User DataManagement Reports Setup Maintenance |About| - - User Detail User|
z S About GeneXpert® Dx System ~-@ 1 oha
’»! ' -1-@ fr\'v Léf 1
@ ~
Modules : Tests Since Launch
l:‘:d"'_:;e ’ Assay ’ Sa:gple ‘ Progress Status ’;ernta'li’rr:lg Sarlgpre Nn:tr)nde User ‘ Resuit Assay | Status sﬁ::lrs gt:‘:( A |
A1 Available
A2 Available
A3 Available
A4 Available
Hinh 5-117. Hé th6ng GeneXpert Dx—Menu tha xuéng Giéi thiéu
Ctra s6 Gioi thiéu vé Hé théng GeneXpert Dx (About GeneXpert Dx System) hién thi
thong tin cy thé vé may va phan mém nhu:
. Sb phién ban phﬁn mém
. Tuyén b ban quyén
. Céc s phién ban khac nhau cua tién ich phan mém duogc sir dung trén hé thong
. S sé-ri cia may va phién ban chuong trinh co s&
. S6 mo-dun va sb phién ban chuong trinh co so
Dé xem thoa thudn cap phép phan mém GeneXpert Dx, hdy nhip vao nat Gidy phép
(License). Xem Hinh 5-118, Cira s6 Gidi thi¢u vé H¢ thong GeneXpert Dx. Ban co
thé doc thoa thuan cap phép phan mém hoan chinh bang cach cudn qua tai liéu trong
Adobe Reader. Khi hoan thanh, hdy dong Adobe Reader.
Nhép vao Déng (Close) dé dong cira s6 Gioi thiéu vé Hé théng GeneXpert Dx (About
GeneXpert Dx System).
5-118 Huwoéng dan van hanh Hé thong GeneXpert Dx
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B About GeneXpert® Dx System

GeneXpert® Dx System
Version 6.5

©2001-2020 Cepheid.

All rights reserved.

Warning: This computer program is protected by copyright law and
international treaties. Unauthorized reproduction or distribution of this
program, or any portion of it, may resultin severe civil and criminal
penalties, and will be prosecuted to the maximum extent possible
under the law.

Database Version: gx_db 3.0.9.0

SQL Database Version: Microsoft SQL Server 13.00.4001
Java Runtime Environment Version: Oracle Corporation 1.8.0_131
Instrument [A]

Instrument Serial Number: 810379
Gateway Firmware Version: 2.0.18
Gateway Download Manager Version: 1.0.7
Module [A1]

Firmware Version: 3.3.3

Boot Loader Version: 2.0.4

CPLD Version: 3.0

Module [A2]

Firmware Version: 3.3.3

Boot Loader Version: 2.0.4

CPLD Version: 3.0

Module [A3]

Firmware Version: 3.3.3

Boot Loader Version: 2.0.4

CPLD Version: 3.0

Module [Ad]

Firmware Version: 3.3.3

Boot Loader Version: 2.0.4

CPLD Version: 3.0

I License ] | Close |

Hinh 5-118. Clra s6 Gi&i thiéu vé Hé théng GeneXpert Dx
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6 Quy trinh hiéu chuan

Chuong nay md ta nhitng ndi dung sau day:

. Phéan 6.1, Hiéu chuin

. Phan 6.2, Kiém chuén chét luong

. Phan 6.3, Ngoai kiém

. Phén 6.4, Xét nghiém dinh lugng so vdi Xét nghiém dinh tinh

. Phan 6.5, Bao c4do xu hudng ki€ém chuan

6.1 Hiéu chuan

Khéng can hiéu chuin may GeneXpert trong khi thiét 1ap hé thdng ban dau. Cepheid s&
thuc hién tit ca cac 1an hiéu chuén can thiét trude khi giao hé théng. Tuy nhién, Cepheid
khuyén nghi kiém tra hé théng hing nim dé dam bao hiéu chuén ding cach ké tir thoi
diém str dung ban dau. Co thé can kiém tra hiéu chuan thuong xuyén hon, tiy thude vao
mirc do str dung va viéc cham soc ting hé théng. Hé théng duoc thiét ké dé do luong
hiéu suit ciia mo-dun bang cac ndi chudn xét nghiém. Trong truong hop thay thé
mo-dun, mo-dun thay thé duoc cung cép s& duge hiéu chuan trude khi giao cho

khach hang.

Nguoi van hanh GeneXpert hodc Ky su dich vu tai chd c6 quyén nguoi dung Quan tri
vién c6 thé thyuc hién kiém tra hiéu chuan trong thoi gian bao tri hing nim. Hay lién hé
v6i bd phan Cepheid Technical Support dé biét thong tin vé kiém tra hiéu chuan. Xem
phan HO tro k¥ thuat trong Loi ndi dau dé biét thong tin lién hé.

6.2 Kiém chuan chat lwong

Kiém chuan chit lugng 13 mot phan quan trong cta xét nghiém chan doan in vitro vi nd
giup dam bdo ban dang thuc hién cac xét nghi€ém chinh xac va GeneXpert Dx system
dang hoat dong dung cach. GeneXpert Dx system tu dong thuc hién noi kiém cho moi
mau. Trong mdi xét nghiém, hé thdng sir dung mot hodc nhiéu cic mau chimg sau day
va chung phai duong tinh dé bao cdo két qua xét nghiém 1a am tinh:

. Kiém soat qua trinh xt Iy mau (SPC)—Gitip dam bao mau duoc xir Iy dung cach.
Kiém soat qua trinh xtr Iy mau, dugc bao gdm trong hop xét nghiém, duge xir Iy véi
mau va dugc phat hién bang PCR.

. N6i kiém (IC)—Gitp x4c minh hiéu suét cta cac thube thir PCR va su véng mit cta
trc ché dang ké co thé ngan PCR khuéch dai.

Huwoéng dén van hanh Hé théng GeneXpert Dx 6-1
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. D6i chirng ndi sinh (EC)—Chuén hoa cac dich va/hodc gitip dam bao sir dung du
lwong mau trong xét nghiém. Di ching ndi sinh 14 tir mau xét nghiém.

Ngoai cac mau chimg, GeneXpert Dx system con thuc hién kiém tra doan do trong giai
doan dau tién cua xét nghiém. Kiém tra doan do s& xac minh su hién dién va tinh toan
ven ciia cac doan do dugce danh diu. Trang thai kiém tra doan do 1a Dat (Pass) cho biét
rang cac két qua kiém tra doan do dap ung céc tidu chi chap nhan.

6.3 Ngoai kiém

béi chlrng ngoai kiém c6 thé duogc st dung theo cac td chuc kiém dinh dia phuong, tiéu
bang hoic lién bang, néu cé. Ddi ching ngoai kiém c6 thé phat trién néu mot loai xét
nghiém ddi chimg ngoai kiém duoc chi dinh khi xét nghiém duogc tao. Dé biét thém
thong tin, hdy xem nhén chét lugng hodc to hudng dan sir dung cho xét nghiém cu thé.
Trong khi yéu cu xét nghiém, hay chon Loai xét nghiém thich hop cho cac mau chimng
dang duoc xét nghiém.

6.4 Xét nghiém dinh lwong so vé&i Xét nghiém dinh tinh

Béo céo xu hudng kiém chuén c6 thé duge tao cho ca xét nghiém dinh lugng va xét
nghiém dinh tinh. Sau khi chon xét nghiém, dé phat trién két qua phan tich dinh luong,
hay chon hop kiém St dung di¥ liéu dinh lwong (Use Quantitative Data). Déi voi xét
nghiém dinh tinh, hop kiém Str dung div liéu dinh lwong (Use Quantitative Data) s&
chuyén sang mau xam.

C6 thé phat trién cac két qua x&t nghiém dinh tinh trén mot xét nghiém st dung di liéu dinh lwvong.

Luuy Khéng chon hop kiém Str dung div liéu dinh lwong (Use Quantitative Data).

6.5 Bao cao xu hwéng kiém chuan

C6 thé dung cac bao cdo Xu huéng kiém chudn dé xac minh chat luong cia hé thong,
thudc thir hodc miu bénh phém. Vi du: mét bao cdo xu hudng chuin 4m c6 thé duge tao
dé kiém tra nhiém ban chéo. Cac bao céo xu hudng ngoai kiém khéc c6 thé duoc tao dé
kiém tra sy xudng cip cia thudc thir.

Quy trinh sau day cho thay cach thuc hién ca bao céo xu hudng kiém chuan xét nghiém dinh tinh

Lruy va bao cao xu hwéng kiém chuan xét nghiém dinh lwong.

Cach xem cac xu hudng kiém chuan:

1. Trong cira s6 Hé thdng GeneXpert Dx, trén menu Bao cao (Reports), hiy nhap vao
Béo cao xu hwéng kiém chuan (Control Trend Report) (xem Hinh 6-1). Hop thoai
B4o cao xu hudng kiém chuan (Control Trend Report) hién thi. Xem Hinh 6-2.

6-2 Huwoéng dan van hanh Hé thong GeneXpert Dx
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N

r v
n GeneXpert® Dx ‘ — @ &
anagement Reports| Setup Maintenance About User Detail User

C
@

Specimen Report ﬂ >

Patient Report I’ i'
sy

Control Trend Report ‘ @‘_

Create Test System Log Stop Test View Results Define Assays Define Graphs Maintenance
. Assay Statistics Report < ~
jon Qualification _ N Tests Since Launch
el ‘ assay [ 7 Progress | Status ‘ s Sample | od | user ‘ Result | Assay ’ stats| Sror | Start
Al Available
A2 Available
A3 Available
Booting
Hinh 6-1. Man hinh Hé théng GeneXpert Dx hién thi menu Bao cao
2. Chon Pham vi ngay. Chon Tat ca (All) dé bao gom tat ca cac xét nghiém hoac nhap
vao nit Chon (Select) dé loc cac xét nghiém bang cach xac dinh pham vi ngay.
3. Chon xét nghiém dé tao Bao cdo xu hudng kiém chuan. Xem Hinh 6-2 d¢ biét lya
chon xét nghiém dinh tinh va Hinh 6-4 d¢ biét lya chon xét nghiém dinh lugng.
Lwuy Xu hwéng kiém chuén khéng cé sén cho xét nghiém dinh lwong ty 1& %.

4. Néu xét nghiém duogc chon 1a mot xét nghiém dinh tinh, hop kiém Ste dung div lidu
dinh lwong (Use Quantitative Data) s& khong duoc hién thi (xem Hinh 6-2). Néu
xét nghiém duogc chon 1a mot xét nghiém dinh lugng, hop kiém St dung div liéu
dinh lwong (Use Quantitative Data) s& c6 sin (xem Hinh 6-4). Chon hop kiém St
dung di¥ liéu dinh lwong (Use Quantitative Data) dé tao Béo cdo xu hudng kiém
chuén béng dit liéu dinh lugng.

5. Néuxét nghié€m chura nhiéu s6 16 thudc thu, hay chon s6 16 dé su dung cho Bao cao

xu huéng kiém chuin bang cach st dung menu tha xuéng S6 16 thudc thir (Reagent
Lot Number).

Huwéng dan van hanh Hé théng GeneXpert Dx
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Control Trend

Date Range
@ All
) Select
Assays
Select Assay Version
[ Xpert GBS 3 =
| [ Xpert HIV-1 Viral Load 1
] Xpert MRSA_SA Nasal 1
] Xpert MTB-RIF US IVD 1
[} Xpert NG 3
| J Xpert RSV 1
[ Xpert SA Nasal Complete G3 5
[v] Xpent-C. difficile G2 2
|
Reagent Lot Number All v
|| Test Type(s)
[vI Negative Control 1 [Z] Negative Control 2 [~ Negative Control 3
'|| [C] Positive Control 1 [Z] Positive Control 2 [Z] Positive Control 3
[ Specimen
Data Type
I Select Analytes [v| EndPt [V Cycle Threshold

[_] Exclude tests in which any target analyte is positive

| GenerateReportfile | [ PreviewPor | | Close |

(E = = 4

Hinh 6-2. Hop thoai Bao cao xu hwéng kiém chuan dang hién thi Xét nghiém
dinh tinh dwo'c chon

6.  Chi dinh cac tiéu chi sau dé xem xu huéng ban quan tim:

. Tuy chon xét nghiém dinh tinh (xem Hinh 6-2):

«  Loai xét nghiém (Test Type(s))—Chon loai xu hudng ngoai kiém can
duoc xac dinh xu hudng. Déi vai vi du trong chuong nay, Chuan am 1
(Negative Control 1) dugc chon.

« Nt Chon chét phan tich (Select Analytes)—Chon cac chat phan tich.
Nhén vao niit Chon chéat phan tich (Select Analytes) dé hién thi cac chat
phan tich ap dung cho xét nghiém nay. Hop thoai Chon chét phan tich
(Select Analytes) hién thi. Xem Hinh 6-3.

+  Bao dam rang cac chit phan tich mong mudn duoc liét ké trong cot
Chét phan tich dwoc chon (Selected Analytes).

«  Néu can thém céc chét phan tich bd sung vao cot Chat phan tich dwoc
chon (Selected Analytes), hiy danh d4u chit phén tich d6 trong cot
Chét phan tich cé san (Available Analytes), nhap vao phim Mii tén
phai dé di chuyén chit phan tich dén cot Chat phan tich dworc chon
(Selected Analytes) va nhin ntit OK. Hop thoai Chon chat phén tich
(Select Analytes) dong lai.

Huwoéng dan van hanh Hé thong GeneXpert Dx
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«  Néu can x06a cac chit phan tich khoi cot Chat phan tich dwoc chon
(Selected Analytes), hiy danh diu chét phan tich d6 trong cot Chéat
phan tich dwoc chon (Selected Analytes), nhip vao phim Mi tén
trai dé di chuyén chét phan tich &én cot Chat phan tich c6 sén
(Available Analytes) va nhan niit OK. Hop thoai Chon chét phén tich
(Select Analytes) dong lai.

Available Analytes Selected Analytes

oxin B SPC

>
<

\\
AOK | [ Cancel J

— Yl

Hinh 6-3. Hop thoai Chon chéat phan tich

- Loai di lidu (Data Type)—Chon loai dit li¢u. Di v6i vi du nay, dit liu
Ngwéng chu ky (Cycle Threshold) va Biém cudi (EndPoint) dugc chon
dé duoc xéac dinh xu huodng.

«  Hop kiém Loai trir xét nghiém cé chat phan tich dich dwong tinh
(Exclude tests in which any target analyte is positive}—Chon hop
kiém nay dé khong dua xét nghiém c6 chét phan tich dich duong tinh
vao béo cao.

*  Tuy chon xét nghiém dinh luong (xem Hinh 6-4):

«  Loai xét nghiém (Test Type(s))—Chon loai xu huéng ngoai kiém can
duogc xac dinh xu huéng. Déi voi vi du trong chuong nay, Chuan dwong 1
(Positive Control 1) duoc chon.

«  Hop kiém V@ db thi gia tri dinh lwong & dinh dang log (Plot quantitative
value in log format)—Chon dinh dang dit liéu can v& d6 thi. Dbi voi vi du
trong chuong nay, V& do thi gia tri dinh lwong & dinh dang log (Plot
quantitative value in log format) da dugc chon.

«  Nut Tuy chinh gii han biéu d6 (Customize Graph Limits)—Chon gioi
han di liéu s& duoc sir dung dé v& biéu do dit liéu. Nhan nat Tuy chinh
gi®i han biéu dé (Customize Graph Limits). Hop thoai Tty chinh gidi
han biéu d6 (Customize Graph Limits) hién thi. Xem Hinh 6-5.

Huwéng dan van hanh Hé théng GeneXpert Dx 6-5
302-8378-VI, Ban stra d6i C 2023-07



Quy trinh hiéu chuan

Déi voi mdi Loai xét nghiém da chon, hiy nhap Dich (Target), Giéi han
trén (Upper Limit) va Gi&i han dwéi (Lower Limit). D6i v6i vi du nay,
Dich (Target) duoc dat 1a 200,00, Gi¢i han dwéi (Lower Limit) duoc dat 1a
96,00 va Gi¢i han trén (Upper Limit) duoc dat 1a 991,00. Dich (Target)
phai nam giita Gi&i han trén (Upper Limit) va Giéi han dwéi (Lower
Limit).

MM/DD/YY MM/DD/YY

Xpert CT_NG

Xpert EV

Xpert Flu XC

Xpert Flu-RSV XC
Xpert HIV-1 Viral Load
Xpert HPV HR

Xpert NG

Xpert RSV

V]

JErY [7) pury pury pury pury A FXY

Hinh 6-4. Hop thoai Bao cao xu hwéng kiém chuan dang hién thi Xét nghiém
dinh lwong dwoc chon

Positive Control 3

Hinh 6-5. Hop thoai Tuy chinh gi&i han biéu dé

Huwéng dén van hanh Hé théng GeneXpert Dx
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7. Sau

khi chon tiéu chi xu huéng, hiy nhip vao mot hodc nhiéu tiiy chon sau:

Tao tép bao cao (Generate Report File)—Tao tép PDF va luu té€p do6 & vi tri
ban chi dinh. Nhip vao nut Tao tép bao céo (Generate Report File) trén hop
thoai Bao cao xu huéng kiém chuéan (Control Trend Report) (xem Hinh 6-2 dé
biét cac xu hudng xét nghiém dinh tinh va Hinh 6-4 dé biét cac xu hudng xét
nghié€m dinh lugng) dé tao tép PDF cua bao cdo. Hop thoai Tao t€p bao cao
(Generate Report File) s& xuét hién (xem Hinh 6-6), cho phép ban luu tép d6
vao mot vi tri duogc chi dinh.

Nhiap vao nit Lwu (Save) khi ban da chuyén dén vi tri cu thé 6. Bé xem Bao
c40 xu hudng kiém chuén, hiy dén vi tri ban di luu bao cdo, mé bao céo va in
béo céo, néu mudn.

Nhé}p vao nut Hay (Cancel) dé khong luu Béo cdo xu hudng kiém chuan, néu
muon.

Lwuy Vi tri mac dinh dé Iwu Bao cao xu huéng kiém chuén 1a thw myuc Bao cao (Report).

Xem trwéc PDF (Preview PDF)—Tao tép PDF va hién thi tép trong cira s6
Adobe Reader. Nhip vao nut Xem trwéc PDF (Preview PDF) trén hop thoai
B4o c4o xu hudng kiém chuén (Control Trend Report) (xem Hinh 6-2 dé biét
céc xu huéng xét nghiém dinh tinh va Hinh 6-4 dé biét cac xu hudng xét
nghiém dinh lugng) dé tao tép PDF cua béo cao (xem Hinh 6-7). Ban co thé
lwu va in tép PDF tir phin mém Adobe Reader.

Lwuy

Béao cdo xu huéng kiém chuén co thé rét dai tuy thudc vao sbé loai xét nghiém va loai di liéu
dwoc chon.

Déng (Close)—Nhép vao Déng (Close) khi ban hoan thanh dé déng hop thoai
Béo c4o xu hudéng kiém chudn (Control Trend Report) hodc néu ban khong
mudn tao Bao céo xu hudng kiém chuan (Control Trend Report).

rn Generate Report File - @
Save In: l[jReporl V‘ @ @ @ @@
J temp

D Informe_de_tendencias_de_control_HIV-1_Quant_IUO_CE_2019.02.17_15.07.03
D Informe_de_tendencias_de_control_Xpert_EV_Assay_2019.02.17_15.27.33.pdf
D Informe_de_tendencias_de_control_Xpert_EV_Assay_2019.02.17_15.28.52.pdf
D Patient_Trend_Report_HIV-1_Quant_IUO_CE_2019.02.17_16.25.00.pdf

D Specimen_Report_2019.02.17_16.03.17.pdf

i <2 2D

! File Name: [ControI_Trend_Repon_Xpen-C._difﬁcile_G2_201 9.02.27_11 .03.45.pdfl
Files of Type: | GeneXpert® Report Files (.pdf) N |

| | save || cancel |

Hinh 6-6. HOp thoai Tao tép bao cao
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File Edit View Window Help

BEB8E| @ 0@ ]|5D|oz |
L] 3 |
GeneXpert PO 07/27/22 17:42:20 :

Control Trend Report I
- Selection Criteria -
‘ Date Range: All
Assay: Xpert-C. difficile G2 |
Assay Version: 2
Reagent Lot Number: All
Test Type(s): Negative Control 1
‘ Analyte(s): SPC, Toxin B
Data Type: Cycle Threshold, EndPt
-4 Test(s) Found -
Trend Log Information
Date Range: 07/20/22 - 07/26/22
Number Tests Graphed: 4
Number Tests Not Graphed(*): 0
Note(*): Tests with errors, aborted, or stopped with insufficient data are excluded from the
trend graph.
Hinh 6-7. Vi du vé Bao cao xu hwéng kiém chuan trong cira sé Adobe Reader
C6 thé Iuu tép tir Adobe Reader trong thu muc Béo cao (Report) hodc luu trén thiét
bi khac.
Béo c4o xu hudng kiém chuan mau cho mot xét nghiém dinh tinh (Xpert C. difficile G2)
duoc thé hién trong Hinh 6-8 va Hinh 6-9. Bao c4o xu hudng kiém chuan mau cho mot
xét nghiém dinh lugng (Xpert HIV-1 Viral Load) dugc thé hién trong Hinh 6-10 va
Hinh 6-11.
Lwuy Xét nghiém Xpert HIV-1 Viral Load khéng c6 sén tai Hoa Ky.
6-8 Huwoéng dan van hanh Hé thong GeneXpert Dx
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GeneXpert PC

- Selection Criteria -
Date Range:

Assay:

Assay Version:
Reagent Lot Number:
Test Type(s):
Analyte(s):

Data Type:

Trend Log Information

Date Range:

Number Tests Graphed:
Number Tests Not Graphed(*)

trend graph.

Analyte Name:

GeneXpert® Dx System Version 6.5

Control Trend Report

All

Xpert-C. difficile G2
2

All

Negative Control 1
SPC, Toxin B

Cycle Threshold, EndPt

- 4 Test(s) Found -

07/20/22 - 07/26/22
4

: 0
Note(*): Tests with errors, aborted, or stopped with insufficient data are excluded from the

Test Type: Negative Control 1

Test Result: Number of Test Results
Number of Test Results For [Toxigenic C.diff 4

NEGATIVE] :

Negative Control 1, SPC

Usage: SPC
The Number of Analyte Results[PASS]: 4
The Number of Analyte Results[FAIL]: 0
The Number of Analyte Results[INVALID]: 0
The Number of Analyte Results[NOT TESTED]: 0
The Number of Analyte Results[NA]: 0

07/27/22 11:04:18

Page 1 of 2

Hinh 6-8. Vi du vé Xét nghiém dinh tinh bao cao xu hwéng kiém chuan (C. difficile G2), Trang 1

Huwéng dan van hanh Hé théng GeneXpert Dx
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Lwuy Bao c&o xu hwéng kiém chuén sé hién thi Ct=0 1a “ngoai pham vi”.

GeneXpert PC 07/27/22 11:04:18
Control Trend Report
Cycle Threshold Trend - Negative Control 1, SPC
Avg Ct: 33.3 Min Ct: 31.8
% CV: 4.54 Max Ct: 35.4
40
3o
9 o
10
0 : . : :
Jun-20-22 Jun-22-22 Jun-24-22 Jun-26-22
FASS e FAIL & [NVALID OUT-OF-SCALE = MA
EndPt Trend - Negative Control 1, SPC
Avg EndPt: 272.0 Min EndPt: 179.0
% CV: 24.26 Max EndPt: 329.0
500 -
400
L 300 -
[l
= 200 -
L
100
a : : . :
Jun-20-22 Jun-22-22 Jun-24-22 Jun-26-22
Date
FASS ® FAIL & [NVALID OUT-OF-SCALE = MA
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Quy trinh hiéu chuan

GeneXpert PC 07/18/22 17:02:48
Control Trend Report

- Selection Criteria -

Date Range: All

Assay: HIV-1 Viral Load

Assay Version: 1

Reagent Lot Number: All

Test Type(s): Positive Control 1

LQL 40 (log 1.60) copies/mL

uQL 1.00E07 (log 7.00) copies/mL

- 3 Test(s) Found -

Trend Log Information

Date Range: 04/10/22 - 07/08/22
Number Tests Graphed: 3
Number Tests Not Graphed(*): 0

Note(*): Test results that have ERROR, INVALID, NO RESULT or no quantitative value are
excluded from the trend graph.

Test Type: Positive Control 1

Target: 200 (log 2.30) copies/mL

Lower Limit: 96 (log 1.98) copies/mL

Upper Limit: 991 (log 3.00) copies/mL

GeneXpert® Dx System Version 6.5 Page 1 of 2

Hinh 6-10. Vi du vé xét nghiém dinh lwong bao cao xu hwéng kiém chuan (Xpert HIV-1 Viral Load),
Trang 1

Lwuy Xét nghiém Xpert HIV-1 Viral Load khéng c6 sén tai Hoa Ky.

Huwéng dan van hanh Hé théng GeneXpert Dx
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Quy trinh hiéu chuan

GeneXpert PC

Control Trend Report

07/18/22 17:02:48
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GeneXpert® Dx System Version 6.5

Page 2 of 2

Hinh 6-11. Vi du vé Xét nghiém dinh lwong bao cao xu hwéng kiém chuan (Xpert HIV-1 Viral Load),

Lwuy

Trang 2

Xét nghiém Xpert HIV-1 Viral Load khéng c6 san tai Hoa Ky.
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7 Cac bién phap phong ngwa va Gi&i han
hoat déng

Ban nén luu ¥ cac bién phap phong ngira va gidi han hé théng sau day dé dam bao hoat
dong ding cach va két qua chinh xac:

. Phan 7.1, Bién phap phong ngira an ninh
. Phan 7.2, Phong xét nghiém

. Phén 7.3, May va phin mém

«  Phan 7.4, Xét nghiém

«  Phén 7.5, Hop xét nghiém

7.1 Bién phap phong ngtra an ninh

Dit liéu ngudi dung duge luu trit trong hé thdng c6 thé chira thong tin sirc khoe ¢4 nhan
ctia bénh nhan, chiang han nhu tén, ID bénh nhan va két qua xét nghiém. Cepheid
khuyén ban nén thyc hién cac bién phap bao vé vat ly, k§ thudt va hanh chinh dé bao vé
quyén riéng tu va tinh toan ven cua dir liéu bénh nhan, chang han nhu han ché quyén
truy cap vao mang va hé thong, thyc thi cac bién phap xac thuc ngudi dung, duy tri phan
mém chdng vi rit, v.v. theo cac luat va quy dinh hién hanh vé& quyén riéng tu. Pic biét,
can duy tri mat khiu manh, duy nhat cho tit ca nguoi ding hé théng va khong nén vo
hiéu héa mat khau. Hay tham khao ¥ kién ctia nhan vién an ninh tai co s& dé dam bao
tuan tha noi bd tit ca cac luat va quy dinh hié¢n hanh.

7.2 Phong xét nghiém

Trude khi lap dat GeneXpert Dx system, hdy dam bao phong xét nghlem cua ban dép
ung cac yeu cau v& moéi truong duge quy dinh trong Chuong 4, Dic diém hiéu qua va
thong s6 ky thuat.

. Dit GeneXpert Dx system trong méi trudng duge che chin boi vi hé théng chi duoc
thiét ké dé st dung trong nha.

. Cung cép khoang hé it nhat 12 5 cm (2 inch) & mdi bén ciia may GeneXpert dé dam
bao thong khi day du.
. Khong dit may GeneXpert gin cac 16 thong ciia cac may khac hodc cac thiét bi xtr ly
khong khi.
Huwoéng dén van hanh Hé théng GeneXpert Dx 71
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Cac bién phap phong ngtra va Gi#i han hoat dong

7.3 May va phan mém
Hay chic chin thuc hién nhiing viéc sau:

. Néu str dung b6 luu dién (UPS), hiy két ndi GeneXpert Dx system véi bo luu dién
(UPS) va mach AC duoc ndi dat dung cach. Xem Chuong 4, Dic diém hiéu qua va
thong s6 k¥ thuat dé biét cac yéu cau vé dién.

. Chi str dung GeneXpert Dx system cho cac tng dung chan doén in vitro.
. Trong khi dang tién hanh xét nghiém:

«  Khéng di chuyén may.

«  Khong chay phan mém khéc.

«  Khéng thay d6i ngay va gio.

«  Khong ding xuét khoi hé diéu hanh.

«  Khéng dbi mat khau tai khoan hé diéu hanh.

«  Khong cap nhat phan mém diét vi rat hodc chay quét.

e Khong chay cac ban cap nhat Windows.

7.4 Xét nghiém

Do6i véi moi xét nghiém, hay chac chan lam theo hudng dan trong to hudng dan sir dung
danh riéng cho xét nghiém, trong dé néu rd cac yéu cau xét nghiém.

7.5 HOop xét nghiém

® Hop xét nghiém GeneXpert dugc thiét ké dé chi sir dung mot 1an. P& ngin ngira nhidm
ban chéo va cac tinh hudng nguy hiém sinh hoc, chi str dung mdi hop xét nghiém
mot lan.

Néu bi mét lién lac mé-dun sau khi xét nghiém da dwoc yéu cau va chi dinh cho mét mé-dun,
nhwng trwdc khi nap hop xét nghiém va chét cira thi mét théng bao 16i sé xuét hién dé
khuyén khéng tiép tuc nap hdp xét nghiém va chét cira. Néu lam theo cac hwéng dan trong

Quantrong  45ng bao thi co thé givi lai hop xét nghigm cho mé-dun khac. Tuy nhién, néu hop xét nghiém
dwoc nap va cira chét khi mét lién lac mé-dun thi xét nghiém sé hoan tat ma khong c6 két
qua nao va khéng dwoc str dung lai hop xét nghiém do.

7.2 Huwoéng dan van hanh Hé thong GeneXpert Dx
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8 Cac moi nguy hiém

Chuong ndy md ta cic nguy co an toan co thé xay ra trong GeneXpert Dx system. Ban
bat budc phai tuan thu cac bién phap phong ngtra trong chuong nay dé van hanh an toan.
Céc chi d& nhu sau:

. Phan 8.1, Bién phap phong ngira chung vé an toan

. Phan 8.2, Tuyén bé than trong dugc sir dung trong Huéng dan nay
. Phan 8.3, Di chuyén may

. Phén 8.4, Nhan an toan trén may

. Phan 8.5, An toan Laser

*  Phan 8.6, An toan vé dién

. Phan 8.7, An toan hoa chat

«  Phén 8.8, An toan d6i v6i mbi nguy hiém sinh hoc

«  Phan 8.9, Dit liéu mdi trudng

8.1 Bién phap phong ngtra chung vé an toan

Trude khi sir dung GeneXpert Dx system, hiy doc toan bo huéng dan van hanh nay va
nam rd thong tin an toan dugc cung cp. Str dung cac bién phap kiém soat, thuc hién cac
diéu chinh hodc cac quy trinh khac véi nhitng quy trinh dugc quy dinh trong huéng din
nay c6 thé dan dén cac mdi nguy hiém co thé gay thuong tich cho nhan vién hodc lam
hong hé thong.

Bién phap bao vé do may cung cip c6 thé bi suy yéu néu st dung may vdi cac phu kién
khong dugc nha san xut cung cp hoic khuyén nghi hoic dugc sir dung theo cach
khong duoc nha san xuét chi dinh. Khong str dung may trong moi truong nguy hiém
hodc v6i cac vat liéu nguy hiém néu may khong duogc thiét ké dé s dung nhu vay.

8.2 Tuyén bd than trong dwoc sir dung trong Hwéng
dan nay
C6 nhiéu lvu ¥ an toan duge sir dung trong hudng dan dé xac dinh cac mdi nguy hiém

an toan tiém 4n khi van hanh hodc bao dudng may. Cac loai tuyén bd than trong duoc s
dung trong huéng dan nay la:

Canh bao
Canh bao cho biét kha ning xay ra phan trng bét lgi, thwong tich hoiac tir vong cho nguoi
dung hodc nhan vién khac néu khéng tuan thu cac bién phap phong ngira hodc hwéng dan.
Huwoéng dén van hanh Hé théng GeneXpert Dx 8-1

302-8378-VI, Ban stva ddi C 2023-07



Cac méi nguy hiém

Thén trong _ _ _ _ _ _
Than trong cho biet hé thong c6 thé bi hw hong hoac két qua cé thé khéng hop 1é néu ngwei
dung khéng tuan tha khuyén nghi dwoc cung cép.
Cac chi bao quan trong nhan manh théng tin quan trong dé hoan thanh mét nhiém vu hoac
Quan trong Py N
de hé thong hoat dong toi wu.
Lwuy Lwu y xac dinh théng tin chi ap dung cho cac trwdng hop hodc nhiém vu cu thé.

Cac canh bao sau diy duoc sir dung trong huéng dan nay:

NguycoSinhhoc o a0 nguy co sinh hoc cho biét ring nhan vién hodc may cé thé tiép xtc véi cac moi

nguy hiém sinh hoc. Lam theo cac hwéng dan trong hwéng dan nay va sir dung quy trinh
tieu chuan déi véi nguy co’ sinh hoc cuia phong xét nghiém dé giam kha ning phoi nhiém.

>

Canh bao nguy hiém vé dién cho biét c6 nguy co dién giat cé thé gay thwong tich hoic tor
vong cho ngwei dung hoac nhan vién khac. Hay lam theo cac hwomg dan trong hwéng dan
nay va st dung cac bién phap phong ngwa thich hop vé dién dé tranh dién giat. Ngu’o'l van
hanh khong dwoc t|m cach mé hodc thao ndp may. Lam nhw vay c6 thé khién ho tiép xuc voi
cac méi nguy hiém vé dién.

Canh bao

9

Canh bao Canh bao chung cho biét méi nguy hiém ma khéng cé biéu twong chudn dwoc cung cap

trong hwéng dan. Nhibng canh bao nay di kém véi théng tin bé sung vé méi nguy hiém va
cach tranh méi nguy hiém trong hwéng dan.

>

Canh bao z r :
Canh bao vat ning cho biét mét vat nang va nhan vién c6 thé bj thwong néu ho nang dd vat

khéng ding cach. Hay tuan tha hwéng dan va tuan tha cac ky thuat nang phu hop hoac sir
dung dung cu hé trer nang khi nang vat nang.

>

Canh bao Loai nhan canh bao nay cho biét ring khu vwec chira tia laser Loai 2 va dwoc dat trén may
quét ma vach. Cac tia laser loai 2 an toan trong cac diéu kién van hanh cé thé dw doan mét
cach hop ly, bao gébm viéc str dung cac dung cu quang hoc dé xem intra-beam. Khong nhin
cham cham vao chum tia laser.

>

Cac than trong sau day duoc sir dung trong huéng dan nay:

Than trong M6t than trong chung cho biét kha ning hw héng may ma khéng cé biéu twong chudn dwoc

cung cép trong hwéng dan. Nhirng than trong nay kém theo thong tin bd sung vé cach tranh
lam hw héng may trong hwéng dan.

>

Than trgng ~ X ~ -n X > - X o > ~ =n re ~ ~ >
> Than trong mat div liéu cho biet kha nang mat hoac héng dir liéu néeu khong tuan tha quy
trinh phu hop. Than trong nay sé kém theo théng tin bé sung vé cach tranh mét dir liéu trong
b hwéng dan.
t
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Cac méi nguy hiém

8.3 Di chuyén may

Do trong luong ctia may GeneXpert GX-XVI (xem Trong lugng trong Phan 4.2, Thong
s6 k¥ thuét chung), khéng duoc tim cach nang may 1én khi chwa duoc dao tao va

hd tro an toan thich hop. Trong luong ciia GeneXpert GX-I, GeneXpert GX-II, va
GeneXpert GX-IV khong phai 1a mdi nguy hiém trong diéu kién binh thudng.

Canh bao
Néu nang hodc di chuyén may GeneXpert GX-XVI khi chwa dwoc dao tao diing cach va
A?f

khéng c6 ngwdi hd tro thi cé thé gay thwong tich ca nhan hodc 1am héng may.

8.4 Nhan an toan trén may

Bang 8-1 liét ké cac nhdn vé dién c6 thé tim thiy trén may GeneXpert.

Bang 8-1. Nhan an toan vé dién trén may

Nhan Mo ta
I Cho biét vi tri BAT ciia cong tic ngudn chinh.
O Cho biét vi tri TAT clia cong téc ngudn chinh.

Cho biét bd dau néi day dwoc chi dinh nhan hodc cung cap dong dién hoac dién
&p xoay chiéu.

Béng 8-2 liét ké cac nhin an toan khac c6 thé tim thiy trén may GeneXpert.
Bang 8-2. Nhan an toan khac trén may

Nhan Mo ta

Cho biét méi nguy hiém tiém an khéng dwoc xac dinh béi cac nhan canh bao
khac. Hay tham khdo hwéng dan bdo dwéng hodc hwéng dan van hanh dé biét
thém thong tin hodc thdng tin bd sung cé thé cé trén nhan. Tién hanh mot cach
than trong thich hop.

Cho biét nguy co sinh hoc tiém &n. Cac mau sinh hoc nhw mé, dich co thé va
mau clia ngwdi va ddng vat cé kha ndng truyén bénh truy&n nhiém. Hay tuan tha
cac quy dinh an toan ctia quéc gia, tiéu bang/tinh va dia phuong dbi véi viéc xo
ly va thai bd mau.

Cho biét can thu gom rac thai thiét bi dién va dién t& rieng biét theo Chi thj
2002/96/EC tai Lién minh Chau Au. Tuan thi cac quy dinh v& méi trwéng cla
tiéu bang/tinh va quédc gia tai dia phwong dé thai bé chét thai dién va dién to.

I B> P>
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8.5

A

8.6

Canh bao

8.7

An toan Laser

Céc hé théng GeneXpert Dx sir dung tia laser Loai 2 cho may quét ma vach. Ky hiéu
burc xa laser cho biét co thé c6 anh sang laser trong khu vyc. Thyc hién céc bién phap
phong ngira dé ngin ngira tiép xuc.

Khoéng nhin cham cham vao chum tia laser.

An toan vé dién

May GeneXpert tiém an nhivtng mdi nguy hiém vé dién. Ngwei van hanh khéng dworc tim
cach thao nap may. Lam nhw vay cé thé khién ho tiép xtc vé&i cac méi nguy hiém vé dién
va gay thwong tich hoac ttr vong.

V6 may GeneXpert duoc thiét ké dé bao vé ngudi van hanh khoi cac nguy co dién giat.
Trong diéu kién van hanh binh thuong, ban duogc bao vé khoi cac nguy co dién giat.

Chi nhén vién bao dudng da qua dao tao méi duge mé nip cac may GeneXpert. Cepheid
c6 cung cap dao tao.

An toan hoéa chat

. Tuan thu cac quy trinh an toan tiéu chudn trong phong xét nghiém khi 1am viée voi
hoa chit.

. Cac mau sinh hoc, thiét bi truyén va hop xét nghiém da str dung can duoc xem la ¢
kha ning truyén cac tac nhan lay nhiém yéu ciu cac bién phap phong ngira tiéu
chuan. Hay tuan thi cac quy trinh xtr Iy chat thai moi truong cua td chirc dé thai bo
dung cach cac hop xét nghiém di st dung va thude thir chua sir dung. Nhitng vt liéu
nay co thé thé hién cac dic tinh cua chét thai hoa hoc nguy hai doi hoi phai c6 cac
quy trinh thai bo cu thé cua qubc gia hodc khu vye. Néu cac quy dinh cua qubc gia
hodc khu vuc khong dua ra huéng dan rd rang vé viée thai bo ding cach thi phai thai
bé cac mau sinh hoc va hop xét nghiém di sir dung theo huéng dan xir 1y va thai bo
chat thai y t& cia WHO (T chirc Y té Thé gi6i).

. Cepheid Technical Support c6 thé cung cip Bang dir liéu an toan (SDS) cho tat ca
cac thude thir duoc sir dung véi hé thong nay theo yéu cau. SDS ciing co san trén cac
trang web cua Cepheid (www.cepheid.com va www.cepheidinternational.com).

. Hay tham khéo trang web ctia Cepheid dé biét thém thong tin vé an toan, stc khoe
va moi truong cua san pham Cepheid.

Huwoéng dan van hanh Hé thong GeneXpert Dx
302-8378-VI, Ban sra d6i C 2023-07


http://www.cepheid.com
http://www.cepheid.com
http://www.cepheid.com
http://www.cepheidinternational.com

Cac méi nguy hiém

8.8 An toan déi v&i méi nguy hiém sinh hoc

Céac mau sinh hoc, thiét bi truyén va hop xét nghiém da sir dung can duoc xem 1a c6 kha
ning truyén cac tic nhan lay nhiém yéu cau cac bién phap phong ngira tiéu chuin. Hay
tuan thu cac quy trinh xtr 1y chat thai moi trudng cua to chirc dé thai bo dung cach cac
hop xét nghiém di sir dung va thude thir chua sir dung. Nhing vat liéu nay c6 thé thé
hién cac dic tinh cta chat thai hoa hoc nguy hai doi hoi phai c6 cac quy trinh thai bo cu
thé ciia qudc gia hodc khu vuc. Néu cac quy dinh cua qudc gia hodc khu vuc khong dua
ra huéng din r6 rang vé viéc thai bo dung cach thi phai thai bé cac mau sinh hoc va
hop xét nghiém da sir dung theo hudng dan xir 1y va thai bo chét thai y té cia WHO
[T6 chirc Y t& Thé gii].

8.9 Dir liéu mai trwwong
«  Khaning tai ché vat liéu dong goi: nhidu thanh phan trong bao bi van chuyén co thé
tai ché.
. Thong tin bd sung vé nhitng diéu trén, bao gdm ca céac chi thi ciia Lién minh Chau
Auva quéc gia lién quan dén bao bi, tiéu thu nang luong, RoHS, REACH, Prop. 65,
v.v. ¢6 trén trang web cua Cepheid.

Huwéng dan van hanh Hé théng GeneXpert Dx 8.5
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9 Bao dwdng va bao tri

Chuong nay mo ta cac quy trinh bao tri co ban cho cac may GeneXpert va li¢t ké cac

van dé c6 thé xay ra hodc thong bao 151 ma ban c6 thé gip phai. Cac cha dé trong

chuong nay nhu sau:

Phén 9.1, Nhiém vu bao tri

Phén 9.2, Nhat ky béo tri

Phan 9.3, Tét ngudn hé thong

Phan 9.4, Hudng dan 1am sach va khir tring
Phan 9.5, Vé sinh khu vuc 1am viéc

Phan 9.6, Péng cira mé-dun

Phan 9.7, Thai bo hop xét nghiém da sir dung
Phan 9.8, V¢é sinh cac bé mat may

Phan 9.9, Lam sach tay déy pit tong va khoang dung hop xét nghiém
Phén 9.10, V¢ sinh I-CORE

Phan 9.11, V& sinh va thay bo loc quat

Phan 9.12, Béo tri may hing nim

Phan 9.13, St dung Cong cu bao cao md-dun
Phan 9.14, Thyc hién tu kiém tra thu cong
Phan 9.15, Loai trir mo-dun khoi xét nghiém
Phan 9.16, Tao Béo c4o nhat ky hé thong
Phan 9.17, Thay thé cac bo phan ctia may
Phan 9.18, Stra chita may

Phan 9.19, Khic phuc su )

Huwoéng dén van hanh Hé théng GeneXpert Dx
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Bao dwdng va bao tri

9.1

9.2

Nhiém vu bao tri

Mic du hé thong dugc thiét ké dé ngan ngira nhidm ban chéo va dam bao két qua chinh
xac, nhung c6 thé kiém tra va vé sinh may dinh ky nhu mét bién phap phong ngira.
Bang 9-1 li¢t ké cac nhi¢ém vu bao tri co ban co thé duogc thuc hién.

Bang 9-1. Nhiém vu va tan suét bao tri

Nhiém vu Tan suat* Phan

Lam sach khu vic lam viéc Hang ngay Phan 9.5
Déng tét ca clra mo-dun Hang ngay Phan 9.6
Thai bd hop xét nghiém da s dung Hang ngay Phan 9.7
Tat ngudn may GeneXpert Hang tuan Phan 9.3
Tt ngudn may tinh GeneXpert Hé&ng tuan Phan 9.3
Lam sach bd loc so bd clia quat Hang tuan Phan 9.11.2
Lwu trir xét nghiém Héng thang Phan 5.17.1
X6a hoan toan xét nghiém Hang thang Phan 5.19
Lam sach tay day pit téng va khoang chtra Hang quy Phan 9.9
hép xét nghiém

Lam sach cac bé mat may Hang quy Phan 9.8
Thay bd loc clia quat Hang quy Phan 9.11.2
Thue hién bdo tri may hang ndm Hang nam Phan 9.12
Lam sach I-CORE béng ban chai I-CORE Khi can thiét Phan 9.10
In bdo cao nhat ky hé thdng Khi can thiét Phan 9.16
Sao lwu co s& dir liéu Khi can thiét Phén 5.18.1

*C6 thé thuwc hién cac quy trinh bao tri thwong xuyén hon theo cac diéu kién mai trwdng cla ban.

Nhéat ky bao tri

Hoan thanh nhat ky béo tri hién thi trong Hinh 9-1 hang ngay hodc bat cir khi nao thuc
hién nhiém vu bao tri trén hé thong. C6 thé tao ban sao ctia nhat ky hing thang nay dé
sir dung theo yéu cau. C6 mot phién ban dién tir ctia tép nay trén CDROM Hudng dain
van hanh Hé thong GeneXpert Dx ma c6 thé sao chép va st dung dé 1ap hd so hing
thang. Phién ban dién tir cua tép nay 1a tép PDF co thé dugc dién va luu bang Adobe
Reader hodac Adobe Acrobat.

Huwoéng dan van hanh Hé thong GeneXpert Dx
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9.3

Lwuy

9.4

Lwuy

Lwuy

Than trong

A\

Tat nguon hé théng

Nén tit nguén may GeneXpert va may tinh mot 1an mdi tudn dé lam mai hé théng. Hanh
dong nay sé x6a cac tép tam thoi khong mong mudn va chdng lai sy ¢ bo nhé may
tinh nham ngan chin su c¢b cua hé théng. Dé thoat phan mém GeneXpert Dx, hiy xem
Phan 5.2.5, bang xuét. T4t nguén may tinh, d¢i hai phit, sau d6 khoi dong lai may tinh.

C6 thé thuc hién hanh dong nay trong qua trinh 1am sach hoac thay thé bd loc clia quat, nhw dwoc
mé ta trong muc 9.11.

Hwéng dan 1am sach va khir trung

Lam sach va khir tring cac thanh phan hé thong 14 rt quan trong dé bao tri hé thong
dang cach. Khir trung 1a mot phan Gng hoa hoc. La mot phan tng hoa hoc, quy trinh nay
bi anh huong bai nhiéu yéu td, bao gdm ndng do cua chat khir tring, thoi gian tiép xuc,
nhiét do, ban chét cta vi khuin c6 mait, luong can hitu co, dic tinh bé mit, v.v. V4i bt
ky chét khtr tring nao, diéu quan trong 1a toan bd khu vuc can khir tring phai tiép xtic
v6i dung dich khur trung.

C6 thé thyc hién cac quy trinh bao tri thwdng xuyén hon theo cac didu kién méi trwérng cdia ban.

Hudng dan chung vé vé sinh bé mit thong thuong 1a:

. Chi st dung ethanol 70% hodc ethanol da bién tinh (ethanol 70% chira methanol 5%
va isopropanol 5%).

Hudng dan chung vé vé sinh két hop véi khir tring 1a:

. St dung ndng d6 cudi cing 1a pha lodng 1:10 chét tiy clo gia dung (dugc st dung
trong vong 1 ngay sau khi pha).

Néng d6 clo hoat tinh cubi cuing phai 1a 0,5% b4t ké néng do chat tiy gia dung tai qubc gia ciia ban.

«  Sir dung du chét khir tring (dung dich tiy) va trai déu chit khir trang. Toan bd bé
mit phai w6t dé khir tring hoan toan bé mat.

. Thoi gian tiép xuc tdi thiéu 1a hai phat, vi vay, ban can cho doi. Tuy nhién, khong
nén dé qua tam phat.

. Loai bo can téy rira con lai béng ethanol 70% hodc ethanol da bién tinh (ethanol 70%
chira methanol 5% va isopropanol 5%).

Néu khdng loai bo chét tiy rira con lai trén hé théng, cac bé phan cia may c6 thé bi hw
héng. Ludn lau bing ethanol sau khi st dung chét tay rira.

Huwoéng dan van hanh Hé thong GeneXpert Dx
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«  Lap lai qua trinh 1am sach va khir tring bang chét tiy ba lan (thoi gian tiép xuc hai
phut cho mdi lan sir dung chat tay), sau d6 lau lan cudi bang ethanol dé loai bo chat
rua con sot lai.

Nén s dung ban chai quang d& lam sach I-CORE thwéng xuyén tly thudc vao méi truéng cla
Lwuy ban. Vui Idng lién hé véi dai dién tai dia phwong ctia ban dé xac dinh tAn suét lam sach thu kinh
quang. Xem Phan 9.10.1, Quy trinh vé sinh th4u kinh @& biét cach vé sinh quang hoc.

9.5 Vé sinh khu vwc lam viéc

V¢ sinh khu vuc 1am viéc hang ngay theo cic phwong phap thyc hanh t6t phong xét
nghiém dé tranh nhim ban miu bénh phdm hodc thudc thir. Lam theo huéng din cua to
chtrc d@é vé sinh khu vuc 1am viéc.

9.6 Ddéng cra moé-dun

Kiém tra xem tat ca cac cira mo-dun cé duoc dong hang ngay dé tranh nhiém ban
mo-dun hay khong.

9.7 Thai bé hop xét nghiém da sr dung

Thai bo hop xét nghiém di st dung khoi mo-dun ciia GeneXpert Dx system va trén bé
mit 1am viéc xung quanh. Lam theo cac phwong phap thuc hanh tiéu chuén cia t6 chic
dé thai bo. Xem Phan 8.7, An toan hoa chét va Phan 8.8, An toan d6i voi méi nguy hiém
sinh hoc dé biét thém thong tin vé cach thai bo hop xét nghiém.

9.8 Vé sinh cac bé mat may
V‘é sinh bé mit may hang quy (ba thging mdt 1an) bang ethanol. Phai 1am sach tit ca cac
bé mat bén ngoai cia vo may, bao gdm ca mat trén, mat bén va ctra ngoai cua mo-dun.
Trudce khi v€ sinh cac bé mat may, hay doc Phan 9.4, Hudng dan lam sach va khir trung.
Céc vat lidu can thiét cho quy trinh nay la:

. Ethanol 70% hoic ethanol dé bién tinh (ethanol 70% chira methanol 5% va
isopropanol 5%).

Than trong § § _ _ §
Khéng str dung con isopropyl 70% dé vé sinh bé mat may. Con isopropyl cé thé lam suy
giam chat lwong cac thanh phan hé théng.
. Nong d6 cudi cung 1a pha lodng 1:10 chét tiy clo gia dung (dwogc sir dung trong vong
1 ngay sau khi pha).
Huwéng dan van hanh Hé théng GeneXpert Dx 9.5
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Lwuy

Quan trong

Nguy co’Sinh hoc

/2\

9.8.1

Canh bao

Quan trong

Néng d clo hoat tinh cubi cling phai 1a 0,5% bét ké ndng dé chét tay gia dung tai quéc gia cta ban.

Chi s&r dung dung dich tay rira trong trwérng hop tran dé. Lau sach (cac) bé mat bj anh
hwéng béng chét tay riva ba Ian riéng biét. Dé chét tiy riva trén bé mat may trong hai phat
moi lan trwérc khi lau bé mat bang ethanol dé loai bé chét tay rira con sét lai.

. Khan lau khong xo
. Ging tay dung mot 1an

. Bao v& mat

Deo gang tay diing mét 1an, bao vé mat va cac thiét bi bao hd ca nhan (PPE) khac theo cac
chinh sach an toan cua t6 chirc trong khi thwe hién quy trinh vé sinh nay. Viéc str dung PPE
giup tranh tiép xuc vé&i cac vat liéu hoa hoc va nguy hiém sinh hoc.

Bao tri hang quy

Tat GeneXpert Dx system hoan toan khi vé sinh bé mat may.

Khéng thao nap day may hodc stir dung may hat bui bén trong may bét ctv ltc nao. Loai bo
bui ban khoi bé& mit bén ngoai clia may bang khan lau khdng xo’ hodc khan gidy tham
ethanol hoidc chét tiy rira nhw mé ta trong quy trinh sau day.

D¢ lam sach thuong xuyén cac bé mit may:

1. Lam am k¥ khan lau khong xo hodc khian gidy bang dung dich ethanol 70%.

2. Lau sach tit ca cac bé miat bén ngoai may. Thay khin lau khong xo hodc khan gidy
thuong xuyén trong khi lau.

3. Di chuyén may GeneXpert va lau bé mit ban bén duéi ciing nhu xung quanh may.
Thay khan lau khong xo hodc khan gidy thuong xuyén trong khi lau.

4. Thai bo khan lau hodc khan gidy di sir dung theo quy trinh xét nghiém tiéu chuin
cua ban.

9-6
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9.8.2 Trong trwéng hop tran dé

Lam sach cic bé mit bén ngoai may bj anh hudng trong trudng hop xay ra tran do.

Néu nghi ng sw cb tran dé anh hwéng dén bén trong may, khéng thao bat ky nap ngoai .
Quan trong nao cia may. Thay vao d6, hay tat may va lién hé v&i bo phan Cepheid Technical Support dé
dwoc hd tro.

Céach 1am sach bé mat may bi anh huong:
1. Lam am k¥ khan lau khong xo hodc khin gidy bang dung dich tiy rira theo ti 18 1:10.

2. Lau bé mat bi anh huong trén méy. Thay khin lau hoic khin gidy thudng xuyén
trong khi lau.

Pé dung dich chit tay trén bé mat it nhét hai phit nhung khong qua tam phut.
Lap lai Bu6c 1 dén Budc 3 hai lan nita trong téng cong ba lan.

Lam am k¥ khin lau khong xo hoic khin gidy bang dung dich ethanol 70%.

A

Lau bé mit bi anh hudng trén may. Thay khin lau hodc khin gidy thuong xuyén
trong khi lau.

7. Thai b khin lau hodc khin gidy da s dung theo quy trinh xét nghiém tiéu chuan
cua ban.

9.9 Lam sach tay day pit tong va khoang dwng hop xét
nghiém
Lam sach va khir tring tay ddy pit tong va khoang chira hp xét nghiém (ba thang mot
1an), trong trudng hop tran d6, hodc néu moét mau chuin 4m cho két qua dwong tinh.

Trude khi 1am sach tay déy pit tong va khoang chira hop xét nghiém, hdy doc Phan 9.4,
Huéng dan 1am sach va khir tring.

Céc vat liéu can thiét cho quy trinh nay la:

. Nong d6 cudi cung 1a pha lodng 1:10 chét tiy clo gia dung (duogc sir dung trong vong
1 ngay sau khi pha)

Lau bang chét tiy rira ba 1an riéng biét trén cac bé mat bén trong ciia khoang chira hép xét
nghiém, dé chét tiy rira & nguyén trén bé mat trong hai phat sau méi Ian lau. Sau hai phat

Quan trong cudi cling, hay loai bé chét tiy rira con sét lai bang cach lau that sach khoang chira hop xét
nghiém va tay day pit tdng bing ethanol.
. Ethanol 70% hoic ethanol dé bién tinh (ethanol 70% chira methanol 5% va

isopropanol 5%)
Than trong _
Khoéng str dung con isoprppyl 70% dé 1am sach khoang chira hop xét nghiém va tay day pit
téong. Con isopropyl cé thé lam suy giam chat lwong nhwa polycarbonate.
Huwéng dan van hanh Hé théng GeneXpert Dx 9-7
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Nguy co’Sinh hoc

/2\

Khan lau khong xo
. Ging tay dung mot 1an

. Bao v& mat

Deo gang tay diing mét 1an, bao vé mat va cac thiét bi bao hd ca nhan (PPE) khac theo cac
chinh sach an toan cua t6 chirc trong khi thwc hién quy trinh vé sinh nay. Viéc str dung PPE
gitp tranh tiép xtc v&i cac vat liéu héa hoc va nguy hiém sinh hoc.

Cach 1am sach tay déy pit tong va khoang dung hop xét nghiém:
1. Lay (cac) hop dyng xét nghiém ra khoi (cac) mo-dun can lam sach.

2. Trong ctra s6 Hé thong GeneXpert Dx, hiy nhip vao biéu twong Bao tri
(Maintenance) (xem Hinh 9-2). Man hinh Béo tri (Maintenance) hién thi.

3. Nhap vao Bao tri (Maintenance) trén thanh Menu (xem Hinh 9-2), chon Béo tri tay
day pit tong (Plunger Rod Maintenance). Hop thoai Bao tri tay day pit tong
(Plunger Rod Maintenance) hién thi. Xem Hinh 9-3.

r
n GeneXpert® Dx System

Create Test

Version 6.5

[
User Data Management Reports

— |5 [ |

ser Detail User|

Maintenance

etup | Maintenance \ About

Module Reporters

l@i Phngor Rod ainenance

Check Status Perform Self-Test

Exclude Modules From Test

User Detail User
Launched 07/11/22 12:32:52

Instruments
Module Instrument Module Serial [ |I-CORE Serial Ambient I-CORE Starts
Name Serial Number Number Temp (°C) Since Cal
Al 702078 503277 702078 26.7 4851
A2 702078 503278 302845 27.9 4554
A3 ‘ 702078 503279 302839 26.2 4569
Ad J 702078 503280 302846 275 4569

Hinh 9-2. Ctra sé Hé thong GeneXpert Dx

Huwoéng dan van hanh Hé thong GeneXpert Dx
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unger Rod Maint ' u
[ Module |

Module Tests Since
Name L
1 428
A2 423
A3 439
A4 439

h

Hinh 9-3. Hop thoai Bao tri tay day pit tong

clean | [ cleanan | [ ciose |

Dé& 1am sach hiéu q'ué (cac) khoang chtra hdp xét nghiém va (cac) tay day pit tdng, hay chon tiy
chon Lam sach tat ca (Clean All), giup ha thap tét ca (céc) tay day pit tong, cho phép lam sach
Lwu y dong thoi tat ca cac mé-dun.
Trén GeneXpert GX-XVI, d& lam sach hiéu qua khoang chiva hdp xét nghiém va tay day pit téng,
hay lam sach chiing theo nhém bén mé-dun.

4.  Trong bang Mé-dun (Module), hiy chon (cic) mo-dun can lam sach, sau dé chon
Lam sach (Clean) hoic Lam sach tat ca (Clean All) (xem Hinh 9-3). Hop thoai
Lam sach tay day pit tong (Plunger Rod Cleaning) hién thi (xem Hinh 9-4).

Plunger Rod Cleaning &

ﬁﬁ . Please remove cartridges from the modules.
,j Keep hands*gar of modules until plunger rods are lowered.

ok || cancel |

Hinh 9-4. Hop thoai Vé sinh tay day
5. Pam bao rang khong c6 hop xét nghiém trong bat ky mé-dun nio va nhap vao OK.

6.  Trong hop thoai Béo tri tay ddy pit tong (Plunger Rod Maintenance), tén nut Lam
sach (Clean) thay déi thanh Di chuyén 1én (Move Up) (néu nhip vao nut Lam sach
tat ca (Clean All), nut sé thay doi thanh Di chuyén tat ca lén (Move Up All)). Trong
may, (cac) tay day pit tong trong (cac) mo-dun duge chon (hodc tit ca cac mo-dun
néu nhip vao nut Lam sach tat ca (Clean All)) s& ha xudng (cac) khoang chira hop
xét nghi€ém. Xem Hinh 9-5.

Huwéng dan van hanh Hé thong GeneXpert Dx
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|12

Khoang chitra hop xét nghiéem — —— =

Ranh cho mo-dun I-CORE

Clra moé-dun cua may (Pa mé)

Hinh 9-5. Tay déy pit tong dwoc ha xubéng trong khoang chira hop xét nghiém
7. Vé sinh tay ddy pit tong va khoang chira hop xét nghiém nhu sau:

A. Lam am k¥ khan lau khong xo bang dung dich thudc ty clo gia dung 1:10.

Than trong
Khéng str dung binh xjt dé lam sach bén trong,khoang chtra hop xét nghiém. DBé dung dich
tay rira lot vao bén trong mé-dun I-CORE c6 thé lam héng mé-dun.
B. Lau manh tay day pit tong bang khin lau khéng xo. Lau du manh dé loai bo
chat ban mau den tich ty trén tay day pit tong.
Str dung cung mét khan lau khong cé xo vai lau sach cac thanh, noc, goc va
canh cua khoang chira hgp xét nghiém, sau do lau sach bén trong ctra va go trén
cua ctra roi vt bo khéan lau khong xo.
Than trong
Dé dung dich lot vao bén trong mé-dun I-CORE cé thé lam héng mé-dun. Khong cham vao
A khe lap 6ng phan trng ctia hdp xét nghiém trén mé-dun I-CORE (xem Hinh 9-5).
Than trong

ﬁ Khong dé chét tay rira trén bat ky bé mat nao trong hon tam phuit.

Huwoéng dan van hanh Hé thong GeneXpert Dx
302-8378-VI, Ban stva d6i C  2023-07

9-10



Bao dwdng va bao tri

C. Doi 2 phit sau khi lau bang dung dich tiy ria.

D. St dung mét khin lau khong xo vai méi, 1am 4m bang dung dich tay rira 1:10
va lau sach tay déy pit tdng, cac thanh, ndc, goc va canh cua khoang chira hop
xét nghiém, sau d6 lau sach bén trong cira va gd trén ctia ctra rdi viit bo khan lau
khong xo.

E. Doi 2 phut sau khi lau bang dung dich tay rira.

Str dung mot khin lau khong xo vai méi, lam 4m bang dung dich tay rira 1:10
va lau sach tay ddy pit tong, cac thanh, noc, goc va canh ctia khoang chira hop
xét nghi€ém. Lau bén trong ctra va go trén cla ctra va virt bo khan lau khong
X0 Vai.

G. Doi 2 phit sau khi lau bang dung dich tiy ria.

H. Lam am k¥ khan lau khong xo vai bang dung dich ethanol 70%.

I. St dung khin lau khong xo dwgc 1am 4m k§ bang dung dich ethanol 70% dé
loai bo tit ca chat tiy rira con sot lai. Lau tay ddy pit tong, cac thanh, ndc, goc
va canh cta khoang chira hop xét nghiém, sau dé lau sach bén trong ctra va go
trén cuia cira rdi virt bo khin lau khong xo.

8.  Sau khi vé sinh xong (céc) tay ddy pit tong va (cac) khoang chira xét nghiém dé dugc
lam sach, hay quay lai hdp thoai Béo tri pit tong (Plunger Maintenance) va chon nut
Di chuyén lén (Move Up). (Cac) tay déy pit tong di chuyén trd lai vi tri nghi.
9. Nhip vao Déng (Close) dé dong hop thoai Béo tri pit tong (Plunger Maintenance).
10. Dong thi cong (cac) cra mo-dun clia may.

Thao tac nay s& két thuc cac quy trinh 1am sach (cac) tay ddy pit tong va (cac) khoang
chira hop xét nghiém.

9.10 Vé sinh I-CORE

Thyc hién quy trinh 1am sach [-CORE nay néu can. Néu van hanh may trong khu vuc 6
nhiém cao, nhiéu khoi bui thi ban s& can phai vé sinh thudng xuyén hon. Quy trinh nay
md ta phuong phap loai bo bui va cht ban ciia ng khoi bé mit ciia thau kinh tay day
trén khi kich thich va phat hién cho mé-dun GeneXpert Dx.

Lwuy Day Ia quy trinh ap dung cho cd mdé-dun GeneXpert 6 va 10 mau.

Cac vat liéu can thiét hodc nén dung dé lam sach
. B6 dung cu lam sach GX (700-6519)

. Giang tay dung mot lan

The&i gian 1am sach dw kién: 30 gidy méi mo-dun.

Huwéng dan van hanh Hé théng GeneXpert Dx 9-11
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9.10.1 Quy trinh vé sinh thau kinh

1. Chon mod-dun can lam sach va mé ctra moé-dun theo cach thu cong.

2. Néu can thiét, thao hdp xét nghiém ra khéi mo-dun.

Nguy coSinhhoc |2 55 xét nghiém ra khéi mé-dun GeneXpert trwéc khi lam sach. Viéc khéng thao hop xét

nghiém c6 thé khién nhan vién tiép xic vé&i cac méi nguy hiém sinh hoc valhodc cac vat liéu
sinh hoc dang léng tran vao may va lam héng may.

3. Xac dinh vi tri cta chdi duoc cung cép trong B dung cu lam sach GX
(xem Hinh 9-6).

Long ban chai ni-long

Vai chén than

Hinh 9-6. Ban chai lam sach thau kinh (300-8330)

Ban chai dwoc thiét ké dé dé dang ludn vao khe I-CORE va tiép xuc véi cac thau kinh tay day trén

Luuy céc khéi kich thich va phat hién.

Nguy co' Sinh hoc _ _
E Pam bao ban deo gang tay dung mét lan cho quy trinh vé sinh. Peo gang tay gitip tranh tiep

xtic vé&i cac vat liéu nguy hiém sinh hoc.

4.  Peo ging tay dung mot 1an, dua ban chai vao khe I-CORE theo huéng nghiéng dén
vai chén than, nhu minh hoa trong Hinh 9-7.

Dam bao rang tat ca cac I6ng ban chai dwoc dwa vao hoan toan (1&n dén vai ctia than nhya clia ban

Luuy chai) d& khong 1am hang khang can thiét cho ban chai.

Than trong

Khong cho bat ky vat gi vao khe I-CORE trir ban chai dwoc cung cap. Pwa bat ky vat nao
khac vao c6 thé Iam héng I-CORE.

Théan trong _ _ _
Khoéng dung bat ky dung dich nao (chang han nhw ethanol hoac chat tay rira) trén I6ng ban
chai. Ban chai phai khé hoan toan khi dwa vao khe I-CORE.
Ban chai dworc thiét ké dé dung mét 1an va khéng nén sir dung trén nhiéu hon mét mé-dun.
Quan trong . : i o PN 3 o1s
St dung ban chai méi cho mo6i mé-dun can lam sach.
9-12 Huwoéng dan van hanh Hé thong GeneXpert Dx
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el i)

Vai chén than

Chuyén dong chinh
cua chéi la 1én va
xuéng, v&i chuyén
dong phu la quay,
nhw dwoc mo ta
trong Bwoc 5,
dwéi day.

i

S

Hinh 9-7. Bwa ban chai lam sach vao trong khe I-CORE

5. Pua chéi vao khe I-CORE hoan toan 1én dén than nhya (vai) caa chéi. Gitr chic choi
trong khe I-CORE va vé sinh thau kinh tay ddy nhu mé ta du6i dy. Toan bo qua
trinh 1am sach s& mat khoang 30 gidy mdi mo-dun.

Quy trinh 1am sach dwoc thyc hién bang cach di chuyén ban chai theo hwéng lén va xubng trong
Lwuy khe I-CORE. Xoay ban chai, ngay ca khi phai thwc hién, khong phai la hanh déng chinh gitp lam
sach bd phan quang hoc.

A. Hiy bit ddu bang cach quét tir trén ciing cta khe I-CORE xudng dudi cing,
dam bao tao ap luc dong déu khi quét tir trén xudng dudi khe I-CORE. Diéu nay
s€ dam bao rﬁng hau hét cac manh vun va bui trong 6ng duoc chai sach khoi bé
mit thau kinh.

B. Xoay ban chai tir trai sang phai va ngugc lai, khoang 180°.
C. Chai mét lan nira tir trén cing cia khe I-CORE dén dudi cling.
D. Xoay ban chai tur trai sang phai va ngugc lai mot lan nita, khoang 180°.

Cubi cuing, chai mot 1an nita tir ddu ciia khe I-CORE dén cudi.

6. Khi vé sinh xong thiu kinh, hiy thao va virt bo ban chai cling nhu ging tay vira st
dung nhu ddi véi chat thai nguy hai.

Nguy co’ Sinh hoc _ _
| Virt bé gang tay va ban chai theo cac chinh sach va quy trinh an toan doi véi chat thai nguy

hai cta t6 chirc ban.
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9.11

9.11.1

Lwuy

Quan trong

Lwuy

Canh bao

A\

Than trong

A\

Vé sinh va thay boé loc quat

Co6 hai kiéu bd loc quat trén cac may Gene Xpert GX-II va Gene Xpert GX-IV: bo loc
dudi tim bao vé bd loc va bo loc dudi bang diéu khién phia sau.

Bo6 loc quat GX-ll va GX-IV bén dwéi tAm bao vé bd loc

Dé gidm thiéu thoi gian nglrng hoat dong cutia hé théng, Cepheid khuyén ban nén chuan bj sdn mot
bd loc quat dw phong dé thay thé cho bd loc quat ban dang dugc vé sinh. Sau khi thao, ban c6 thé
lam sach bo loc quat va str dung vao l1an tiép theo khi mét bd loc quat dwgc thdo ra dé lam sach.

V¢ sinh bo loc quat h?mg tuan hodc thudng xuyén hon, néu can thiét, néu ban van hanh
may trong khu vuc ¢6 mirc 6 nhiém cao, nhidu khoi bui. Thay thé b loc quat hing quy
hodc thudng xuyén hon néu can. C6 mot bo loc quat trén ca may GeneXpert GX-1I va
GeneXpert GX-IV. Vi tri cua b loc quat 1a ¢ mét sau ctia may (xem Hinh 9-8). Cac vat
lidu can thiét cho quy trinh nay la:

. Thay b loc quat:
. GeneXpert GX-I1—S4 hiéu bd phan b loc: 001-1271
«  GeneXpert GX-IV—S4 hiéu bd phan bo loc: 001-1537
. Khin gidy
. Nudc

. Giang tay dung mot lan

Phai tit nguén may GeneXpert va may tinh trweéc khi thwe hién vé sinh bd loc quat nhw mé
ta dwéi day. Phai thwc hién quy trinh nay hdng tuan.

1. Dam bao tit ca cac xét nghiém da chay xong trude khi c¢b di chuyén may.

2. Tat may GX-II hoic GX-IV theo cac hudng dan trong Phan 5.2, Bit dau.

Néu can, nhe nhang di chuyén may khi thuc hién quy trinh sau day d& lam sach bd loc quat.

Hay xem bang trong Iwong trong Phan 4.2, Thong sé ky thuat chung dé biét trong lwong cla
may GeneXpert. Can than khi di chuyén may. Khéng cé nang may khi chwa dwoc dao tao
thich ho'p vé an toan va khong c6 ai hé tro. Néu nang hoac di chuyén may khi chwa dwoc
dao tao ding cach va khéng c6 ngwei hé tro thi cé thé gay thwong tich ca nhan, 1am héng
may va lam mét hiéu lwc bao hanh cuta ban.

Can than khéng lam roi may.
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3. Dinh vi lai may dé c6 thé d@ dang tiép can b loc quat. Xem Hinh 9-8.

GeneXpert GX-lI GeneXpert GX-IV
Hinh 9-8. May GeneXpert GX-ll va cac GeneXpert GX-IV dwoc dat & vi tri dé tiép can quat

4. Nhe nhang thio tim bao vé bo loc quat bang cach théo tdm chan khoi hop quat
(xem Hinh 9-9) r0i dat tAm chin sang mot bén d¢ thao va vé sinh bd loc.

GeneXpert GX-lI

GeneXpert GX-IV

Tam bao vé bd loc quat
Hinh 9-9. Thao tdm bao vé bé loc quat

5. Théo bo loc ban dé vé sinh. Xem Hinh 9-10.
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GeneXpert GX-lI GeneXpert GX-IV
Hinh 9-10. Thao bo loc
6. Dit mot bd loc sach vao tim bao vé bd loc cua quat.

7. Dat tAm bao vé bd loc cua quat va bd loc vao vi tri nhu mét thiét bi. An chit cac canh
clia tam bao vé vao vo quat cho dén khi mép tam bam chit vao quat. An vao mép
dudi ctia tAm béao vé cho dén khi mép tam bam chat vao quat. Xem Hinh 9-11.

GX-ll: An mép dwéi vao vi tri GX-IV: An cac canh vao vij tri

Hinh 9-11. Lap dit tam bao vé bd loc quat

8. Lam sach bd loc cti b?mg cach rira. Dat b loc da 1am sach nay vao gitra hai khan
gidy va dé kho tu nhién.
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Than trong _ _ _
f Tuyét doi khong lap ngay b6 loc quat vira rira vao hé thong. B loc quat phai khé hoan toan

trwée khi lap vao hé thong.

9.  Sau khi bg lgc kho, hay bao quan dé sir dung vao tudn tiép theo, khi ban lai thao bo
loc ra dé vé sinh.

10. Trong nhéat ky bao tri (xem Hinh 9-1), dién ngay lam sach b loc quat va luu hd so.

9.11.2 Bd loc quat GX-1l va GX-IV phia dwéi bang diéu khién sau

C6 hai kiéu bd loc quat trén cac may GeneXpert GX-II va GeneXpert GX-IV. Néu may
GeneXpert c¢6 bang diéu khién phia sau nhu hién thi trong Hinh 9-8 thi can phai ngt
dién khoi may khi vé sinh cac bd loc quat do6.

o uiunaneDunnaODCNEsononOIDHMNMIUL

GX-ll GX-IV R2

Hinh 9-12. B6 loc kiéu cii (phai ngat két n6i khéi ngudn dién)

Dé giam thiéu thoi gian nglrng hoat dong ctia hé théng, Cepheid khuyén ban nén chuén bj sdn mot
Lwuy bd loc quat dw phong dé thay thé cho bd loc quat ban dang dwgc vé sinh. Sau khi thao, ban c6 thé
vé sinh bd loc quat va s dung vao Ian tiép theo khi mét bd loc quat dwoc théo ra dé vé sinh.

GX-IV-R1 khong c6 bd loc dwdi bang diéu khién phia sau. Ngwdi dung chi c6 thé 1am sach/loai bé

Lwuy s
y bui khéi quat, nhw mo ta trong Phan 9.11.3.

V¢ sinh bd loc quat h?mg tuan hodc thudng xuyén hon, néu can thiét, néu ban van hanh
may trong khu vuc ¢6 mirc 6 nhiém cao, nhidu khoi bui. Thay thé b loc quat hing quy
hoac thudng xuyén hon néu can. Co mot bd loc quat trén cd may GX-II va GX-IV. Vi tri
cua bd loc quat 1a & mat sau ciia may. Xem Hinh 9-8. Cac vat li¢u can thiét cho quy trinh
nay la:

. B4 loc quat thay thé—S4 hiéu bo phén loc: 001-1271

. GeneXpert GX-IV—S4 hiéu bd phan b loc: 001-1537
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Quan trong

Lwuy

Canh bao

Than trong

Canh bao

. Khin gidy
. Nudce

. Ging tay dung mot lan

Phai tit nguén may GeneXpert va may tinh trweéc khi thwe hién vé sinh bd loc quat nhw mé
ta dwéi day. Phai thwe hién quy trinh nay hing thang.

1. Dam bao tit ca cac xét nghiém di chay xong trudc khi ¢b di chuyén may.

2. Tat may GX-XVIRI va may tinh theo hudng dan trong Phan 5.2, Bit dau.

Néu can, hdy nhe nhang di chuyén may khi thuc hién quy trinh sau day dé lam sach bd loc quat.

Hay xem bang trong lwong trong Phan 4.2, Thong sé ky thuat chung dé biét trong lwong cla
may GeneXpert. Can than khi di chuyén may. Khong c¢6 nang may khi chwa dwoc dao tao
thich hop vé an toan va khéng c6 ai hd tre. Néu nang hoic di chuyén may khi chwa dwoc
dao tao ding cach va khéng c6 ngwei hé tro thi cé thé gay thwong tich ca nhan, 1am héng
may va lam mat hiéu lwc bao hanh cuta ban.

Can than khéng lam roi may.

3. Ngiat két nbi day dién va cap mang.

Khéng t,héo géc nap trir khi da rat nguaq dién ctia may. Khéng lam nhw vay cé thé gay ra
nguy hiém ve dién va thwong tich co the.

Cép mang Cap ngudn

Hinh 9-13. Cac vi tri cap ngudn va cap mang trén GX-IV cii
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4. Thao bén vit mit sau bang tua vit ddu Philips.

Hinh 9-14. Vit mat sau trén GX-IV cii

5. Kéo bang ra va thao b loc bot mau xam.

Bo loc bot

Hinh 9-15. B6 loc bot trong GX-IV cii

6. Vé sinh bo loc bang nudc va xa phong.

7. Lau kho b loc bot gitra hai khan giéy. B§ loc phai kho hoan toan trudc khi lép lai.

Théan trong _ _ _
Tuyét doi khong lap ngay bd loc quat vira rira vao hé thong. B loc quat phai khé hoan toan
trwée khi lap vao hé thong.
8.  Dat b loc sach vao khung bd loc ¢ bang sau.
Huwéng dan van hanh Hé thong GeneXpert Dx 9-19
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[

Hinh 9-16. Thay bd loc bot trong GX-IV cii

9. Dat mat sau 1én may va ¢ dinh béng bon vit ban da thdo ra & Budce 4.

10. DPat may vé vi tri ban dau roi két noi lai cap mang va day nguodn.

9.11.3 Vé sinh quat GeneXpert GX-IV R1

GX-IV-R1 khéng ¢6 bo loc dudi bang didu khién phia sau. Nguoi dung chi ¢6 thé 1am
sach/loai bo bui béng cach str dung may hut bui tir bén ngoai quat, duogc biéu thi b?mg
mau canh sen (magenta), nhu dugc biéu thi trong Hinh 9-17. Néu may GeneXpert co

bang diéu khién phia sau nhu minh hoa trong hinh thi cin phai ngit dién khoi may khi

v€ sinh quat.
p— =

e " el
GX-IV R1

Hinh 9-17. GeneXpert GX-IV R1 khéng c6 Bd loc quat (phai ngat két néi khéi nguén
dién)
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9.11.4

9.11.41

Lwuy

Quan trong

Lwuy

Canh bao

A\

Thén trong

A\

Bo loc quat cua GeneXpert GX-XVI

Quy trinh vé sinh va thay thé B6 loc quat GX-XVI R1

Dé gidm thiéu thoi gian ngirng hoat dong cutia hé théng, Cepheid khuyén ban nén chuan bj sdn mét
bo loc quat dw phong dé thay thé cho bo loc quat ban dang dwoc vé sinh. Sau khi thao, ban c6 thé
vé sinh bd loc quat va s& dung vao I1&n tiép theo khi mét bd loc quat dwgc thao ra dé vé sinh.

V¢ sinh bo loc quat héng tuan hodc thuong xuyén hon, néu can. Co bdn bd loc quat trén
GeneXpert GX-XVI R1. Vi tri ciia bd loc quat 1a & mat sau cia may GX-XVI R1. Xem
Hinh 9-18. Cac vt liéu can thiét cho quy trinh nay 1a:

« B0 loc quat thay th&—S4 hiéu bd phén loc: 001-1271
. Khin gidy
. Nudc

. Ging tay ding mot 1an

Phai tit nguén may GeneXpert va may tinh trweéc khi thwe hién vé sinh bd loc quat nhw mé
ta dwéi day. Phai thwe hién quy trinh nay hing thang.

1. Dam bao tit ca cac xét nghiém da chay xong trude khi c¢b di chuyén may.

2. Titmay GX-XVI R1 va may tinh theo hudng dan trong Phan 5.2, Bit dau.

Néu can, hdy nhe nhang di chuyén may khi thwc hién quy trinh sau day dé lam sach b loc quat.

Hay xem bang trong Iwong trong Phan 4.2, Thong sé ky thuat chung dé biét trong lwong cla
may GeneXpert. Can than khi di chuyén may. Khéng cé nang may khi chwa dwoc dao tao
thich ho'p vé an toan va khong c6 ai hé tro. Néu nang hoac di chuyén may khi chwa dwoc
dao tao ding cach va khong c6 nguwdi hé tro thi c6 thé gay thwong tich ca nhan, lam héng
may va lam mét hiéu lwc bao hanh cuta ban.

Can than khéng lam roi may.

3. Néu khong c6 du kha ning tiép cdn may & phia sau, hiy trugt may ra xung quanh dé
ban c6 thé d& dang tiép can cac nip bo loc. Xem Hinh 9-18.
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Quat

Hinh 9-18. May GeneXpert GX-XVI R1 dwoc dit & vi tri dé tiép can quat
4.  Nhg nhang thao tam bao vé bo loc quat bﬁng cach thao tAm chén khoi hop quat

(xem Hinh 9-19) roi dat tAm chin sang mot bén dé thao va vé sinh bo loc.

Tam bao vé bo loc quat Bd loc

l

l

Hinh 9-19. Thao tdm bao vé bd loc quat
5. Thao (cac) bd loc ban dé vé sinh. Xem Hinh 9-19.

6. Dat mot bod loc sach vao tim bao vé bd loc cia quat.

7. Dt tAm bao vé bd loc cua quat va bd loc vao vi tri nhu mét thiét bi. An chit cac canh
cuia tam bao vé vao vo quat cho dén khi mép tam bam chit vao quat. An vao mép
dudi cua tam bao vé cho dén khi mép tam bam chit vao quat. Xem Hinh 9-20.
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Bo loc trong tdm bao vé quat Tam bao vé bd loc da dwec lap dat

=

= _—

Hinh 9-20. B6 loc thay thé va tdm chan da dwoc lap dat
8. Lap lai Budc 4 dén Bude 6 cho cac bd loc quat con lai (ba bd lgc nita).
9. Vé sinh cac bo loc cii bang cach rira chiing. it ting b loc da 1am sach vao giira hai

khin gidy va dé kho tu nhién.

Than trong

Tuyét d6i khong lap ngay bo loc quat vira rira vao hé théng. Bo loc quat phai khd hoan toan
trwée khi lap vao hé théng.

10.  Sau khi bg loc khd, hdy bao quan chung dé sir dung vao tuén t6i, khi ban lai thao bd
loc ra dé vé sinh.

11.  Trong nhit ky bao tri (xem Hinh 9-1), dién ngay lam sach bg loc quat va luu hd so.

9.11.4.2 Quy trinh vé sinh va thay thé Bd loc quat GX-XVI R2

D& giam thiéu thoi gian ngiring hoat déng clia hé théng, Cepheid khuyén ban nén chuan bi s&n mot
Lwuy bd loc quat dw phong dé thay thé cho bo loc quat ban dang dwoc vé sinh. Sau khi thao, ban c6 thé
vé sinh bd loc quat va s dung vao Ian tiép theo khi mét bd loc quat dwoc thdo ra dé vé sinh.

V¢ sinh bo loc quat héng tudn hodc thuong xuyén hon, néu can. C6 bdn bo loc quat trén
GeneXpert GX-XVI R2. Vi tri cua bd loc quat 1a & mat sau cia may GX-XVI R2. Xem
Hinh 9-21. Cac vt liéu can thiét cho quy trinh nay la:

« B0 loc quat thay thé—S4 hiéu bo phan loc: 001-1537
. Khin gidy
. Nudc

. Ging tay ding mot lan
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Quan tron Phai tat nguén may GeneXpert va may tinh trwéc khi thay thé bé loc nhw mé ta dwéi day.
ong Phai thwc hién quy trinh nay hing thang.

Bd loc (4 bd méi may)

Hinh 9-21. B6 loc quat ciia GeneXpert GX-XVI R2
1. Dam bao tit ca cac xét nghiém da chay xong trude khi c¢b di chuyén may.

2. Tat may GX-XVI R2 va may tinh theo huéng dan trong Phan 5.2, Bit dau.

Lwuy Néu can, nhe nhang di chuyén may khi thwc hién quy trinh vé sinh b6 loc quat sau day.

Canh bao Hay xem bang trong Iwong trong Phan 4.2, Thong s6 ky thuat chung dé biét trong lwong cua
may GeneXpert. Can than khi di chuyén may. Khéng co nang may khi chwa dwoc dao tao
thich hop vé an toan va khéng c6 ai hé tro. Néu nang hoic di chuyén may khi chwa dwoc
dao tao ding cach va khong c6 nguwdi hé tro thi c6 thé gay thwong tich ca nhan, lam héng
may va lam mat hiéu lwc bao hanh cuta ban.

Thén trong

Can than khéng lam roi may.

3. Néu khong c6 du kha ning tiép cdn may ¢ phia sau, hiy trugt may ra xung quanh dé
ban c6 thé dé dang tiép can cac nap b loc.

4.  Nhe nhang thao tAm bao vé bo loc quat bﬁng cach go tAm bao vé khoi vo quat. Xem
Hinh 9-22 va dét sang mdt bén d€ ti€én hanh phan con lai cua quy trinh thao va vé

sinh bo loc.
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B6 loc Tam bao vé bd loc quat

—e_
—

Hinh 9-22. Thao tAm bao vé bé loc quat va bé loc

5. Thao (cac) bo loc ban dé vé sinh.

6. Dat mot bd loc sach vao tim bao vé bd loc cua quat.

7. Dt thm bao vé b loc cia quat va bd loc vao vi tri nhu mot thiét bi. An chat cac canh
cua tam bao vé vao vo quat cho dén khi mép tam bam chat vao quat. An vao mép
dudi cua tam bao vé€ cho dén khi mép tam bam chit vao quat. Xem Hinh 9-23.

Bb loc trong tAm bao vé quat B6 loc va tAm bao vé quat da dwoc lap dat

Hinh 9-23. Thay bé loc va tam bao vé
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Thén trong

A\

9.11.5

Quan trong

Lwuy

Than trong

A\

8. Lap lai Budc 4 dén Budc 6 cho céac bod loc quat con lai (ba bo loc nira).

9. Vésinh cac bd loc cl béng cach rira chiing. Pat ting bo loc da lam sach vao gitia hai
khin gidy va dé kho ty nhién.

Tuyét déi khéng lap ngay bd loc quat vira rira vao hé théng. Bé loc quat phai khd hoan toan
trwére khi l3p vao hé théng.

10.  Sau khi b6 loc kho, hay bao quan chung dé su dung vao tudn t&i, khi ban lai thao bd
loc ra dé vé sinh.

11.  Trong nhit ky bao tri (xem Hinh 9-1), dién ngay lam sach bg loc quat va luu hd so.

Hwéng dan thay bd loc hiéu suat cao (HE)

Phéan nay cung cap hudng dan thay bo loc HE va bd loc so bo, dong thoi chi ap dung
cho cac hé théng GX-IV duoc ciu hinh cu thé.

Vi tri ctia bo loc quat 1a & mat sau cua GX-IV (xem Hinh 9-24). Cac vat liéu can thiét
cho quy trinh nay la:

« B0 loc thay thé—S4 hiéu bo phan: GX-HE-FILTERKIT
. Gdm 1 b loc HE va 6 b loc so bd

. Ging tay dung mot lan

Thay bd loc so b it nhat 3 thang mét lan.

Thay bd loc HE it nhat 12 thang mot lan.

Phai tit nguén may GeneXpert va may tinh treéc khi thay thé bd loc nhw mé ta dwéi day.

1. Pam bao tit ca cic xét nghiém da chay xong trude khi ¢b di chuyén may.

2. Tit may GX-IV va may tinh theo huéng dan trong Phan 5.2, Bat dau.

Néu can, hdy nhe nhang di chuyén may khi thwc hién quy trinh sau day dé thay bo loc.

Can than khéng lam roi may.
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3. Diéu chinh vi tri cia may dé co thé d& dang tiép can bo loc.

Hinh 9-24. May GX-IV dwoc diéu chinh vi tri dé tiép can b loc

4. Dung cac ngoén tay dé nhe nhang thao vong giit bd loc so bd & cac goc.
Xem Hinh 9-25.

Hinh 9-25. Thao vong gitr b loc so’ bd
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5. Thao bo loc so bd khoi vong giir b loc so bd. Xem Hinh 9-26. Thai bo bd loc so
bo cii.

Hinh 9-26. Thao b loc so' bd

6. Thao vong gilt bo loc HE bﬁng cach nha kep ¢ cac canh, phz‘?m trén va phﬁn dudi.
Vong giit b loc dinh rat chit nén ban cin dung luc dé thao ra. Xem Hinh 9-27.

Hinh 9-27. Thao vong giir bo loc HE
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7.  Nghiéng may GX-1V vé phia ban dé thao bo loc HE. Bd loc HE dugce théo ra dé
dang. Xem Hinh 9-28. B6 b6 loc HE cii.

Hinh 9-28. Thao b6 loc HE

Lap bd loc HE, vong giir b loc HE, bd loc so bd va vong giiv bd loc so’ bd

1. Datbd loc HE mai vao vo bd loc. Miii tén trén bo loc HE chi vao bén trong may.
Xem Hinh 9-29.

O
Pesp. NN

I

Hinh 9-29. Thay b6 loc HE
2. Pbat vong gilt bd loc HE 1én trén b loc HE. Nhe nhang an vao tat ca cac canh, phia
trén va phia dudi ciia vong giit bo loc HE bang cac ngon tay dé vong giit khop chat.
Cac kep & cac canh, phia trén va phia dudi can phai khép hoan toan. Xem Hinh 9-30.
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Hinh 9-30. Thay vong giir bo loc HE
3.  Diatbd loc so bo bén dudi vong git bd loc so bd sao cho hai b phan tiép xuc truc
tiép v6i nhau.
4. Dat vong gilt b loc so b da lép rap cung vdi bd loc so bd 1€n vong gilt b loc

HE v&i cic ngodn tay giit & cac canh, phia trén va phia dudi dé n6 vira khit. Xem
Hinh 9-31.

Hinh 9-31. Thay bd loc so b va vong gilr bd loc so’ bo

5. B0 loc HE hién duoc thay thé va lap hoan toan trén may GX-IV. B loc trén may
phai gidng véi Hinh 9-24.
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9.12 Bao tri may hang nam

Khéng can hiéu chuan may GeneXpert trong khi thiét 1ap hé théng ban dau. Cepheid s&
thuc hién tit ca cac 1an hiéu chuén can thiét trude khi giao hé théng. Tuy nhién, Cepheid
khuyén nghi kiém tra hé thong hiang nim dé dam bao hiéu chuan ding cach ké tir thoi
diém sir dung ban dau. C6 thé can kiém tra hiéu chuan thudng xuyén hon, tiy thudc vao
mirc do str dung va viéc cham soc timg hé théng. Hé thong duoc thiét ké dé do luong
hiéu sudt cia mo-dun bang cac ndi chuin xét nghiém. Trong truong hop thay thé
mo-dun, mo-dun thay thé dugc cung cép s& duoc hiéu chuan trude khi giao cho

khach hang.

. Kiém tra hiéu chuan may dung cach
. Thay bo loc hiéu qua cao (HE), néu c6 (xem Phan 9.11.4)

Nguoi van hanh GeneXpert hodc Ky su dich vu tai chd c¢6 quyén nguoi dung Quan tri
vién c6 thé thyc hién kiém tra hiéu chuan trong thoi gian bao tri hing nim. Hay lién hé
v6i bo phan Cepheid Technical Support dé biét thong tin vé kiém tra hiéu chuan. Xem
phan HJ tro k¥ thuat trong Loi néi dau dé biét théng tin lién hé.

9.13 Sw dung Cong cu bao cao mé-dun

Cepheid Technical Support c6 thé yéu cau ban sir dung cong cu Bio cdo mo-dun khi
kiém tra ngudn gbc ciia cac van dé c6 thé lién quan dén mo-dun. Cong cu Bao cio
mo-dun ciing duge sir dung dé kiém tra ngay hiéu chuén lan cudi cho cic mo-dun. Cong
cu ndy cung cap thong tin hidu chudn va dit lidu khac, dugc trinh bay trong Hinh 9-32.

Pé xem cong cu bao cio md-dun, hdy chuyén tdi man hinh Béo tri. Nhp vao Bao tri
(Maintenance) trén thanh menu va chon Céng cu bao cao mé-dun (Module
Reporters). Cira s6 Béo cao mo-dun (Module Reporters) xuat hién. Xem Hinh 9-32 va
Hinh 9-33.
Ctra s6 Céng cu bao cao md-dun dang hién thi mét Mé-dun 6
Nhap vao menu tha xuong
dé xem mot md-dun khac.

Module | | A1 v
Reporters
# Reporter Calibrati Calibrati Calibration Minimum Maximum
Name Status Date Concentration Scalable Scalable
(nM) Concentration (nM) Concentration (nM)
1 TR Valid 08/17/11| 400 100.0 400.0
2 Alx647 Valid 08/17/11| 200 50.0 200.0
3 FAM-2 Valid 08/17/11| 400 100.0 400.0
4 AIX532 Valid 08/17/11| 200 50.0 200.0
5 CF1 Valid 08/17/11| 400 100.0 400.0/ |
3 CF6 Valid 08/17/11| 400 100.0 400.0
Close
Huwéng dan van hanh Hé théng GeneXpert Dx 9-31
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mau
. N 2 ~ , , ~ .2 . ~ ~
Hinh 9-32. Ctra s0 Cong cu bao cao mé-dun dang hién thi mét Mé-dun 6
mau
Nhap vao menu tha xuong
dé xem mot mé-dun khac.
L]
Module ‘M N
Reporters
# Reporter Calibration Calibration Calibration Minimum Maximum
Name Status Date Concentration Scalable Scalable
(nM) Concentration (nM) Concentration (nM)
1 TxR Valid 08/17/11| 400 100.0 400.0
2 Alx647, Valid 08/17/11 200, 50.0 200.0
3 FAM-2 Valid 08/17/11 400 100.0 400.0
4 Alx532 Valid 08/17/11| 200 50.0 2000
5 CF1 Valid 08/17/11] 400 100.0 400.0
6 CF6 Valid 08/17/11 400 100.0 400.0
7 CF7 Valid 08/17/11| 400 100.0 400.0
8 CF8 Valid 08/17/11| 400 100.0 400.0;
9 CF9 Valid 08/17/11| 400 100.0 400.0
10 CF10| Valid 08/17/113 400 100.0 400.0;
Close

Hinh 9-33. Ctra sé Cong cu bao cao mé-dun dang hién thi mot Mo-dun 10 mau

9.14 Thuwc hién tw kiém tra tha céng

Lwuy Khéng thé chay xét nghiém trong GeneXpert Dx system khi thwc hién tw kiém tra thi céng.

GeneXpert Dx system tu dong thuc hién tu kiém tra trong khi khoi dong. Tuy nhién, c6
thé khoi dong tu ki€m tra thi cong trén bat ky mo-dun nao dé dat lai va kiém tra cac su

c0 phan cung.

Céach bit dau tu kiém tra:

1.  Thao hop xét nghiém khoi mo-dun dé kiém tra.

2. Trong cira s6 Hé thong GeneXpert Dx, hiy nhép vao biéu tuong Bao tri
(Maintenance). Man hinh Béo tri (Maintenance) xut hién. Xem Hinh 9-36.

3. Nhép vao Bao tri (Maintenance) trén thanh menu va chon Thwe hién tw kiém tra
(Perform Self-Test). Hop thoai Ty kiém tra mo-dun (Module Self-Test) xut hién.

Xem Hinh 9-34.

9-32
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Bueosesories T e
Modules
Module

" Name LI [l
I Al Available| |

A2 Available

A3 Available

Ad Available

Self-Test Close

Hinh 9-34. Hop thoai Tw kiém tra mo-dun
4. Chon md-dun s& duogc kiém tra.

5. Nhip vao Tw kiém tra (Self-Test). Hop thoai Ty kiém tra (Self-Test) xuét hién.
Xem Hinh 9-35.

Self-Test . B X

_—

Please remove cartridge from the module.
Keep hands clear of module until operation is completed.

ik

OK Cancel

Hinh 9-35. Hép thoai Tw kiém tra

6. Lam theo hudng dan trong hop thoai Ty kiém tra (Self-Test) rdi nhip vao OK.

7. Khi qua trinh ty kiém tra hoan tat, phdn mém s& thay doi tién trinh thanh Kha dung
(Available), cho biét qua trinh ty kiém tra da dat. Néu thong bao cho biét ty kiém tra
khong thanh cong, hay lién hé vdi bo phan Cepheid Technical Support. Xem phan
HJ tro ky thuat trong Loi ndi dau dé biét thong tin lién hé.

Huwéng dan van hanh Hé thong GeneXpert Dx

2o 2k 9-33
302-8378-VI, Béan sira doi C 2023-07



Bao dwdng va bao tri

9.15 Loai trtr mo-dun khoi xét nghiém
Néu khong muén ding mo-dun nao dé dé xét nghiém, ban co thé loai trir mo-dun dé
bang cach lam theo hudéng din trong phan nay. Nhitng mo-dun bi loai trir s& dugc liét
ké 1a Bj v hiéu héa (Disabled) va s& khong duoc hé théng sir dung dé chay cac xét
nghiém.

Céch loai trr mo-dun khoi xét nghiém:

1. Trong ctra s6 Hé théng GeneXpert Dx, hdy nhip vao biéu tuong Bao tri
(Maintenance). Man hinh Béo tri (Maintenance) xuat hién. Xem Hinh 9-36.

2. Nhip vao Bao tri (Maintenance) trén thanh menu rdi chon Loai trtr mé-dun khoi
xét nghiém (Exclude Modules From Test). Hop thoai Loai trir mo-dun khoi xét
nghiém (Exclude Modules From Test) xuét hién. Xem Hinh 9-37.

‘_:ﬂ =] %‘

User Detail User

m GeneXpert® Dx System

[User Data Management Reports Setup | Maintenance Abor.ﬁ

SN ' ModuleReporv — :

Perform Self-Test  Results Define Assays define s Maintenance

Create Test Check Status
\
Exclude Modules From Test

Version 6.5
User Detail User
Launched 07/11/22 12:32:52

Instruments
Module [ Instrument Module Serial ' I-CORE Serial Ambient I-CORE Starts
Name Serial Number Number Number Temp (°C) Since Cal
Al 702078 503277 702078 26.7 4851
A2 702078 503278 302845 279 4554
A3 | 702078 503279 302839 26.2 4569
Ad | 702078 503280 302846 215 4569

= 4

Hinh 9-36. Ctra s6 Hé thng GeneXpert Dx
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Hinh 9-37. Hop thoai Loai trir m6-dun khéi xét nghiém
3. Chon (cac) mo-dun sé bi loai trir khoi xét nghiém bang cach nhap vao hop kiém bén
canh mo-dun do6.
4. Nhéan nat OK dé Iuu thay d6i vao hop thoai Loai trir mo-dun khoi xét nghiém
(Exclude Modules From Test) (xem Hinh 9-37).
Nhén nat Hay (Cancel) dé huy thay doi.
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9.16 Tao Bao cao nhat ky hé théng
C6 thé dung bao cao Nhat ky hé théng dé cung cép nhitng van dé cta qua trinh tu kiém
tra mo-dun trén may va 16i v6i Cepheid khi mé-dun gip su cd.
1. Trong ctra s6 Hé thong GeneXpert Dx, hiy nhap vao Bao cao (Reports) trén thanh

menu, roi nhip vao Nhat ky hé thong (System Log). Cira s6 Bao c4o nhat ky hé
thong (System Log Report) xuat hién. Xem Hinh 9-38.

__ _
[H System ‘ .‘ ¥ ' E
- Date Range
@ All
O Select
 Modules
® Currently Connected Modules
) All Logged Modules
Select Module Name I Module Serial Number
v A1 503277
v A2 503278
v A3 503279
lv] Ad 503280
Select Deselect Select Deselect
Al All Highlighted Highlighted
Show
® Errors Only
) All Entries
)
| GenerateReportfile | |  PreviewPDF | | Close |
Hinh 9-38. Ctra s6 Bao cao nhat ky hé théng
2. Chi dinh céc tiéu chi sau dé xem xu huéng ban quan tim:
*  Pham vi ngay (Date Range):

«  Tétca (All)—Chon dé bao gdm tit ca cac ban ghi.

«  Chon (Select)—Chon d¢ loc hd so bang cach xac dinh pham vi ngay.
Céc myc trén 1 nam sé& tu dong bi xoa.

e Mo6-dun (Modules):

«  Mé-dun hién dang két n6i (Currently Connected Modules)—Hién thi
cac mo-dun dugc két noi voi hé thong va hién dang dugce hién thi trén man
hinh Kiém tra trang thai (Check Status). Pay la tily chon méc dinh.
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Tat ca mo-dun dwoc ghi nhat ky (All Logged Modules)—Hién thi tit ca

cac mo-dun c6 muc ty kiém tra hodc 16i trong co so dit liéu hé théng nay

trong vong 1 nim qua. Diéu nay cho phép bd phan hd trg k¥ thuat c6 duoc

cac muc tu kiém tra/Idi cho mot mo-dun khong con dugc két ndi v4i hé

thong.

Danh sach cac mo-dun duoc hién thi trong bang. Chon mé-dun s€ dugc bao

gdm trong nhat ky hé thdng bang cach chon tirng mé-dun hodc sir dung mot

trong cac nut sau:

«  Chon tat ca (Select All)—Chon tat ca cac mo-dun dugc hién thi trong
bang bang cach danh dau tit ca cac 6 danh dau.

- Béchontatca (Deselec‘t All)—Bo chon tit ca cac mo-dun bang cach
bo chon tat ca céac hop kiém.

«  Chon muc dwec danh dau (Select Highlighted)—Chon (cac) hang
duoc danh dau b::ing chudt.

«  B6 chon muc dwoc danh dau (Deselect Highlighted)—Bo chon cac
hang dugc danh d4u va bo chon cac hop kiém.

+  Hién thj (Show):

Chi 16i (Errors Only)—Chi hién thi cac muc nhap 13i trong tép béo céo
duoc tao.

Tat ca cac muc (All Entries)—Hién thi tit ca cac muc tu kiém tra va muc
16i trong béo céo.

3. Khi ban chon xong tiéu chi cho nhat ky, hiy nhip vao mét trong cc nut sau:

+  Tao tép bao cao (Generate Report File)}—Tao t¢p PDF va luu té€p d6 & vi tri
ban chi dinh.

Nhip vao nit Tao tép bao céo (Generate Report File) trén man hinh Bao
c4o nhat ky hé thong (System Log Report) (xem Hinh 9-38) dé tao tép PDF
cta bao céo kiém tra. Hop thoai Tao t&p bao cao (Generate Report File) s&
xuét hién, cho phép ban luu tép d6 vao mot vi tri dugc chi dinh. Nhép vao
Lwu (Save) sau khi chuyén dén vi tri cu thé.

(Khong bat budc) Dé in bao cdo, hay di dén vi tri di luu, md bao cdo Nhat
ky hé thong (System Log) v in béo cao. Mot bao cio twong tur nhur bao cdo
Nhat ky hé théng (System Log) nhu trinh bay trong Hinh 9-39 s& duoc

in ra.

«  Xem trwéc PDF (Preview PDF)—Tao tép PDF va hién thi tép trong cira so
Adobe Reader. Xem Hinh 9-39. Ban c6 thé luu va in tép PDF tir phan mém
Adobe Reader.

4. Sau khi in bao cdo Nhat ky hé thong (System Log), hiy nhap vao Déng (Close) dé
dong ctra s6 Bo cao nhat ky hé thong (System Log Report).
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GeneXpert PC 07/09/22 12:59:42
System Log Report

- Selection Criteria -
Date Range: All

Modules: Currently Connected Modules
Module A1,A2,A3,A4.

Show: Errors Only

User: Detail User

Module Name Instrument S/N Module S/N

702078 503277
H Description Detail Time VerS|on
1 Self-test error Error 4001: A problem with the memory of  07/09/22 12:58:20

the I-CORE was detected

Module Name Instrument S/N Module S/N

702078 503278
<No Data Available>
Module Name Instrument S/N Module S/N
702078 503279
<No Data Available>
Module Name Instrument S/N Module S/N
A4 702078 503280

<No Data Available>

If there is an issue with an instrument, contact Technical Support.

GeneXpert® Dx System Version 6.5 Page 1 of 1

Hinh 9-39. Vi du vé Bao cao nhat ky hé théng
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9.17 Thay thé cac bd phan cua may

Than trong Khéng tim cach thay day ngudn hoic cap Ethernet bang cac bd phan khéng dwoc phé

duyét. Viéc str dung cac bé phan khéng twong thich cé thé lam héng may, gay ra cac van dé
vé hiéu suat hoic lam méat dir liéu.

Ban c6 thé thay thé cac bo phdn sau trén may GeneXpert:

. Day ngudn cho GeneXpert GX-IV va GeneXpert GX-XVI
(S6 hiéu bo phan: 100-1375)

«  Cép Ethernet (S6 hiéu bd phan: 700-0555)

. Ngudn bd chuyén d6i DC cho GeneXpert GX-I R2 va GeneXpert GX-II R2
(S6 higu bd phan: 100-3632)

. Day ngudn cho GeneXpert GX-I R2 va GeneXpert GX-II R2
(S6 hiéu bo phan: 100-3717)

Ban c6 thé mua ddy ngudn, cap Ethernet va ngudn dién DC tir Cepheid. Xem phan HS
trg ky thuat trong Loi noi dau dé biét thong tin lién hé.

9.18 Stwra chira may

Canh bao

Khéng dwgrc tim cach mé hodc thao nap may. Lam nhw véy c6 thé khién ban tiép xtc véi cac
mébi nguy hiém vé dién va gay thwong tich hoéc tir vong.

Canh bao Khéng dwoc tim cach mé hodc thao nap may. Khong c6 stra déi hodc sira chira hé théng.

Stra chiva khong ding cach va thay thé bd phan khéng ding c6 thé gay thwong tich, lam
héng may va lam mét hiéu lwc bao hanh cta ban.

Dé bao hanh c6 hiéu luc va dé van hanh dung cach, GeneXpert Dx system chi dugc do
dai dién duogc uy quyén cia Cepheid bao dudng. Néu may khong hoat dong dang cach,
hay lién h¢ vi bd phan Cepheid Technical Support. Xem phan HS trg ky thuat trong Loi
no6i dau dé biét thong tin lién hé. Khi ban goi cho Cepheid Technical Support, hiy chuan
bi san s6 sé-ri cia may dé cung cap. Ban c6 thé tim thiy nhén sb sé-ri & mit sau ciia
may.
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9.19 Khac phuc sw cd

Phan nay liét ké cac van dé c6 thé xay ra hodc thong bao 15i ma ban co thé gip phai.
Cac chu dé nhu sau:

. Phan 9.19.1, Cac van dé vé phan cing

«  Phan 9.19.2, Thong bao 16i

9.19.1

Cac van dé vé phan cirng

Bang 9-2 liét ké cac van dé vé phan ctng c6 thé xay ra ma ban co thé gip phai. Dé lién
hé véi bd phan Cepheid Technical Support, hiy xem phan Hb trg k¥ thuat trong Loi noi
dau dé biét thong tin lién hé.

Bang 9-2. Cac van dé vé phan cirng

Van dé

Nguyén nhan c6 thé

Giai phap

Hé théng khong khéi dong.

Chwa cam dién cho may.

Kiém tra cac két néi nguén dién cla
may.

Khdng phat hién dwgc mé-dun.

Chwa l3p cap mang hoéc Iap khéng
dung cach.
Chay phan mém trwéc khi bat may.

Dia chi IP khéng dwgc gan chinh xac.

Két néi cap mang (Cepheid P/N
700-0555).

Thoat phan mém va kh&i chay lai khi
may da bat ngudn.

Thay ddi Cai dat dia chi IP bdng cach
thwe hién cac budc dwoce cung cap
trong Phan 2.9.3, Dia chi IP.

L&i phan ciing.

S dung phan mém thap hon phién
ban 4.0 v&i may 6 mau.

T4t hé théng va cap nhat phan mém.

L&i may quét ma vach.

Ky hiéu khéng dwoc hb tro.

Chua cdm cép ma vach clia may quét.

Phan mém GeneXpert Dx hd tro’ cac ky
hiéu ma vach tuyén tinh Code 39,
Codebar, Code 128 (A, Bva C) va
Interleave 2 of 5.

Rut day may quét rdi cam lai vao may
tinh.

Hép xét nghiém bi ket bén trong mé-
dun trén may.

Mé-dun gap 16i co khi.

Cach l&y hop xét nghiém ra:

+  Trong ctra sb Hé théng GeneXpert
Dx, hay nhép vao biéu twong Bao
tri (Maintenance) trén thanh
cong cu.

e Trén menu Bao tri (Maintenance),
hay nhap vao Mé& ctra mo-dun
hoac cap nhat EEPROM
(Open Module Door or
Update EEPROM).

. Chon mé-dun.

+  Nhép vao Mé& ctra (Open Door)
dé m& clra mo-dun.

Néu ctra khdng mé, hay tat ngudn cla

may rdi bat lai. Sau d6 1ap lai cac buéc

& trén.
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Bang 9-2. Cac van dé vé phan clirng (Continued)

Van dé

Nguyén nhan c6 thé

Giai phap

Dén mau dé trén mo-dun clia may
nhép nhay.

Mé-dun gap 16i co khi.

Xac nhan moé-dun khdng co hép xét
nghiém nao.

Thuwc hién tw kiém tra theo cach tha
coéng (Phan 9.14, Thyc hién ty kiém tra
tha cong).

Néu 16i van tiép di&n, hay lién hé vé&i bo
phan Cepheid Technical Support.

Béo cao kiém tra khong dworc in khi két
thuc phién chay.

May in khéng dwoc két nbi.

May in hét gidy va/hodc muc.

Kiém tra:

«  May in c6 duoc két ndi hay khong.
.- Cogidy.

*  Muc OK.

Khéng thé tao xét nghiém.

Céac moé-dun khéng co séan.
Chwa chon xét nghiém nao.

Chua hiéu chuan mé-dun dé str dung
cbng cu bao cao trong xét nghiém.
Nhiét d6 méi trwdng clia mo-dun trén
55°C.

Kiém tra xem da chon xét nghiém
chua.

Hiéu chuan béng thuéc nhudm xét
nghiém.

Kiém tra xem cac mé-dun c6 bi vé hiéu
hoéa khéng.

Kiém tra nhiét d& mo-dun trong man
hinh B3o tri (Maintenance). Néu phong
cla ban & trong pham vi nhiét d6
khuyén nghi va nhiét d6 ctia mé-dun
cao hon 55°C, hay lién hé v&i bd phan
Cepheid Technical Support.

Khéng thé bat dau xét nghiém.

Céng cu bao cao khdng dwoc hiéu
chuan.

Kiém tra cac céng cu bao céo trong
clra sO Bao tri (Maintenance):

C6 cbdng cu Bao cao cho xét nghiém.
Trang thai hiéu chudn Ia hop I&.

9.19.2 Théng bao 16i

Phan nay liét ké cac thong bao 16i, dong thoi cung cdp cac nguyén nhan va glal phap kha
thi. Cac thong bao 16i duoc chia theo danh muyc duoc hién thi trong phan mém:

. Phin 9.19.2.1, Ldi khi chay—L3i xay ra trong mot xét nghiém. Danh séach nay bao
gdm nim ma da dugc thém vao dé hd tro phat trién xét nghiém. Néu gip phai cac ma
ndy, trang thai 16i s& dugc bao céo 1a OK.

. Phan 9.19.2.2, L§i cham dirt hoat ddng—LAi huy bé mot xét nghiém.

. Phin 9.19.2.3, Céc 18i nap hdp xét nghiém—L3i xay ra trong qua trinh nap hop
xét nghiém.

. Phin 9.19.2.4, Ldi t kiém tra—L3i xay ra trong qua trinh ty kiém tra.
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. Phén 9.19.2.5, L3i phan tich sau phién chay—L3Ji xay ra trong qu4 trinh giam dit
liéu. Ban c6 thé xem tét ca cac 13i trong ctra s6 Kiém tra trang thai (Check Status)
(xem Hinh 9-40). Chi tiét vé cac 18i cu thé theo xét nghiém cling hién thj trén tab
Lai (Errors) cua ctra so6 Xem két qua (View Results) (xem Hinh 9-41).

. Phin 9.19.2.6, Li mét lién lac/khdi phuc—Ldi xay ra trong qué trinh tu kiém tra.

r

Rl GeneXpert® Dx System
User Data Management Reports Setup Maintenance About User Detail Use‘
S —~—r - N |
h‘ " P N a2 n 4
9 X @) QU 2 ]
B - = & A ‘ ]
Create Test Check Status Stop Test View Results Define Assays Define Maintenance
Modules g Tests Since Launch
Module Sample Remaining || Sample Mod Error | Start _
Name ’ Assay ’ D Progress | Status ‘ TestTime / D Name User ‘ Result ’ Assay ’Stﬂtus Status Date \
H/W Failed “|XpertF 010...|A1 Detail User NEGATIVE |XpertFlu...Done |OK 12/09/2012:...
A2 Available |SD142231 A1 Detail User |[ERROR Xpert BC... |Aborted|Error  |12/09/20 12:... | |
A3 Available “|sD142231 A1 Detail User NEGATIVE |Xpert CDI...[Done |OK 12i09/20 12:...
Ad Available
|
|
B ~ A > 2 =R 7.
Hinh 9-40. Hé thong GeneXpert Dx—Cura s6 kiém tra trang thai
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Kiém tra cot Mo ta Kiém tra cot Chi tiét dé biét
dé biét Ioa{ 16i. van ban théng bao 16i.
'n GeneXpert® Dx System . . I = l@ Iﬁ‘

User DataManagement Reports Setup Maintenance View Results About

User Detail User

Create Test Check Status Stop Test View Results Define Assays Define s Maintenance
q . y
Patient ID y Views /| TeXResult | Analyte Result | Detail | Errors | History | |
H351890377714R ‘|Result View ;
Primary Curve (—
# | bescription | Detail [ Time
Sample ID | 1 Operation Error 2002: Could not find calibration information for reporter #2 12i09/20
HA245614 terminated 09:57:34
Assay Xpert CDIFFICILE
Version 3 /
Test Type | Specimen v‘
Sample Type | Cther v
Other Sample Type
I | 1=
Notes Views :
JResult View
/|Primary Curve
Upload Status NA
Wodule Name A1 <No Data Available>
Reagent LotID 00299
Start Time 12/20/20 09:56:50
End Time 12/20/20 09:57:57
Status Done
User Detail User
[ Export H Report [ Upload Test I : View Test

Hinh 9-41. Hé thong GeneXpert Dx—Cira s6 Xem két qua—Tab L6i
(Ché d6 xem ngwei dung Chi tiét va Quan tri vién)
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9.19.21

L&i khi chay

Bang 9-3 liét ké nhitng 15i ¢ thé xuét hién trong mot xét nghiém khong bi hily bo. Mic
du h¢ thdng da co thé hoan thanh xét nghiém va luu két qua, nhung mot s6 18i khong
nghiém trong da xdy ra va can chi y. Cac thong bao 15i nay xuét hién trong cira s Xem
két qua (View Results) (xem Hinh 9-41). Dé lién hé véi bo phan Cepheid Technical
Support, hiy xem phan Hb tro k¥ thuat trong Loi noi dau dé biét thong tin lién hé.

Bang 9-3. Nhirng 16i xay ra trong mét xét nghiém khéng bi hay bé

Ma 16i | Théng bao 16i Nguyén nhan c6 thé Giai phap

1001 | Nhiét do thuwc t& n°C chénh léch qua | Bd phan gia nhiét hodc bd phan lién | Bao cao gia tri nhiét dd trong théng
nhidu so v&i diém d&t 1a m°C (The | quan bj héng. bao 18i cho bd phan Cepheid
actual temperature n°C has drifted Technical Support.
tooc;‘;ﬂr away from the setpoint of Nhiét d6 méi treérng qua am. Kiém tra nhiét d6 phong.
m°C).

(nvam la cac gia tri nhiét do ma | quat hong. Kiém tra xem quat c6 hoat dong tot
phan meém hién thi. Cac gia tri co thé khéng va bd loc quat co sach khong.
thay doi.)

1002 | Chénh léch nhiét d6 n°C vwot qua | Chénh léch gilra nhiét d cla hai Goi cho bd phan Cepheid Technical
gi¢i han m°C. Nhiét d6 cla b gia | dién tr& nhiét da vwot qua chénh Support.
nhiét Ava B la p°C va q°C (The léch c6 thé chép nhan la 5°C.
temperature difference of n°C
exceeds the limit of m°C. The
temperatures for heaters A and B
are p°C and g°C).

(n, m, p va q la cac gia tri nhiét do
ma phan mé&m hién thi. Cac gia tri co
thé thay ddi.)

1004 | Nhiét d6 bén trong may n°C ndm | Mot hodc nhiéu diéu sau day c6 thé | Kiém tra nhirng diéu sau day:
ngoai pham vi m1°C dén m2°C (The | d& gay ra 16i: . Xac minh méi bén clia may déu
internal instrument temperature n°C | . Nhigt 4o moi truong xung c6 khoang hé téi thidu 1a 5 cm
was out of range of m1°C to m2°C). quanh khdng ndm trong pham (2 inch).

(n, m1 va m2 la cac gia tri nhiét do vi yéu cau. «  Xac minh cac diéu kién moi
ma phan mem hien thi. Cacgiatricod | . Cac diéu kien moi trrng khong trwong phong xét nghiém dap
thé thay doi.) dap (rng y&u ciu. (ng cac yéu cau duoc quy dinh
«  Cam bién nhiét d6 xung quanh trong Chwong 4, Bac diém hiéu
bi 1i. qua va théng s k¥ thuat.
+  Quat bj ban ho&c héng +  Xac minh quat dang chay.
« V& sinh bg loc cla quat.
Néu may dap (rng tat ca cac yéu cau
va 16i van tiép dién, hay goi cho bd
phan Cepheid Technical Support.

1005 | Tin hiéu quang cta n tir dau do #m | M6t hodc nhiéu diéu sau day cé thé | Hay thdr mot hodc nhiéu giai phap
st dung LED #p vwot qua gi¢i han q | da gay ra 16i: sau:

(Optic signal of n from detector #m | . Tin higu t cong cu bdo cdo |+ St dung hdp xét nghiém khac.
using LED #p exceeded the limit qué cao. . Dam bao cira mb-dun duwoc
of q). L +  Clra moé-dun dwoc dong khong dong hoan toan.
(n, m, p va q la cac gia tri ma phan dang cach. Néu 1i vn tiép dién, hay goi cho bd
mem hien thi. Cac gid tricé the thay | . st thanh phan phan cing bi | phan Cepheid Technical Support va
doi.) 13i. cung cép thong tin dwoc trinh bay
trong théng bao 16i.
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Bang 9-3. Nhirng 16i xay ra trong mét xét nghiém khéng bi huy bé (Continued)

Ma 16i | Théng bao 16i Nguyén nhan c6 thé Giai phap

1006 | Tin hiéu téi ciia m ttr dau do #n vwot | Dau do hodc cac thiét bi dién te Goi cho b6 phan Cepheid Technical
qué gi¢i han p (Detector #n dark khéng hoat déng. Support va cung cAp théng tin dwoc
signal of m exceeded the limit of p). trinh bay trong théng bao 16i.

(n, m va p la cac gia tri ma phan
mém hién thj. Cac gia tri c6 thé
thay ddi.)

1007 | Ngudn dién n V dwoc phat hién la | Bién ap ngudn dién ndm ngoai Ghi lai théng tin trong théng bao 16i.
mV (The n V power supply was pham vi. Néu 16i van tiép dién trong nhiéu lan
detected to be m V). chay, hday goi cho bé phéan Cepheid
(n va m la cac gia tr dién ap ma Technical Support.
phan mém hién thj. Cac gia tri c6 thé
thay ddi.)

1017 | Nhiét d6 do duoc cta hé thdng Mot hodc npiéu diéu sau day c6 thé | Chay lai xét nghiém.
quang la n:C, khAéng nam trong da gay ra loi: Néu 13i van tiép dién, hay goi cho bd
khoang chap nhan duoc th m1°C | . pjan tré nhigt khéi quang khong | phan Cepheid Technical Support.
dén m2°C (The measured hoat dong.
temperature of the optical system | Nhiét 56 méi trrdng QUA cao
was n°C which was not within the T 94 '
acceptable range of m1°C to m2°C).

(n, m1 va m2 la cac gia tri nhiét dé
ma phan mé&m hién thi. Cac gia tri co
thé thay dbi.)

1018 | P4 phat hién 16i dinh vivan clian I&n | Mot thanh phén van bi héng. Chay lai xét nghiém.
dem khi ket thuc lan chay (A valve | 4o xeét nghiém khong con nguyén | Néu I8i van tiép dién, hay goi cho bd
positioning error of n count(s) was | yen, phan Cepheid Technical Support
detected at the end of the run).

(n 1a mot gia tri ma phan mém hién
thi. Gia tri c6 thé thay dbi.)

1096 | Tiép tuc dén Buérc 1 tiép theo Nguyén nhan cu thé theo xét D4 biét thém thong tin vé ma sé
(Proceeded to Next Step #1): nghiém. Ma nay dwogc bao cao khi | (thdbng bao), hay lién hé véi b phan
n, m,p,q dat dén ap suét téi da trong xét Hb tro k§ thuat ciia Cepheid.

(cac gia tri ctia n, m, p, q theo xét | Nghiém. Ap suat cao budc chuong

nghiém cu thé) trinh chuyén sang budc tiép theo.
Diéu nay sé khong anh hwéng dén
hiéu suat hodc két qua cuia xét
nghiém.

1097 | Tiép tuc dén Budrc 2 tiép theo Nguyén nhan cu thé theo xét Dé biét thém théng tin vé ma sb
(Proceeded to Next Step #2): nghiém. (théng bao), hay lién hé v&i b phan
n,m,p,q Hb tro’ ki thuat ciia Cepheid.

(céac gia tri cda n, m, p, q theo xét
nghiém cu thé)
1098 | Tiép tuc dén Budrc 3 tiép theo Nguyén nhan cu thé theo xét Chay lai xét nghiém.

(Proceeded to Next Step #3):
n,mp,q

(cac gia tri cia n, m, p, q theo xét
nghiém cu thé)

nghiém.

Néu 16i van tiép dién, hay goi cho bo
phan Cepheid Technical Support.
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Bang 9-3. Nhirng 16i xay ra trong mét xét nghiém khéng bi huy bé (Continued)

Ma 16i | Théng bao 16i Nguyén nhan c6 thé Giai phap
1099 | Tiép tuc dén Buérc 4 tiép theo Nguyén nhan cu thé theo xét Chay lai xét nghiém.
(Proceeded to Next Step #4): nghiém. Néu I5i van tiép dién, hay goi cho bd
n,m.p,q phan Cepheid Technical Support.
(céc gia tri cia n, m, p, q theo xét
nghiém cu thé)
1100 | Tiép tuc dén Buérc 5 tiép theo Nguyén nhan cu thé theo xét Chay lai xét nghiém.
(Proceeded to Next Step #5): nghiém. Néu 13i van tiép dién, hay goi cho bd
n,mp,q phan Cepheid Technical Support.
(céc gia tri cia n, m, p, q theo xét
nghiém cu thé)
1125 | L&i c6 thé khong da thé tich Co6 thé khong du thé tich. Chay lai xét nghiém.
(Possible Insufficient Volume Error): Néu 13i van tiép didn, hay goi cho bo
n.m,p,q phan Cepheid Technical Support.
(cac gia tri cta n, m, p, q theo xét
nghiém cu thé)
9.19.2.2 L&i cham dirt hoat dong
Bang 9-4 1iét ké nhirng 15i c6 thé xuat hién khi mot xét nghiém bi hity bo. Thong bao
16i cham dit hoat dong xuat hién trong ctra s6 Xem két qua (View Results). Xem
Hinh 9-41. D¢ lién hé v6i bo phan Cepheid Technical Support, hdy xem phan Hb trg ky
thudt trong Loi n6i dau dé biét thong tin lién hé.
Bang 9-4. L6i c6 thé xuat hién khi mot xét nghiém bi hay bé
Ma 16i | Théng bao 16i Nguyén nhan c6 thé Giai phap
2003 | Mé-dun dang chay mét xét nghiém véi | Giao tiép phdn mém khong Goi cho bd phan Cepheid Technical

ID xét nghiém n trong khi thyc hién ID
Iénh m (Module is already running a test
with test ID n while performing
command ID m).

(m va n 1a s6 ID ma phan mém hién thi.
S6 nay c6 thé thay dbi.)

thanh cong.

Support.

2005 | Khdéng phat hién dwoc chuyén doéng cla | Mot hoac nhiéu muc sau day | Hay thtr mét hodc nhiéu gidi phap sau:
xy lanh. Da phat hién chuyén dong bat | co thé da gay ra IGi: - Si dung hop xét nghiém mai.
dau tai \{!.tr:l' n uIAvé chuyén m.uI taivitri |. pa phat hien mot xy lanh |« Khai dong lai hé théng. Xem
van p voi ap suat g PSI (Motion of ding hoat dong (van dé Phan 2.17, Khéi dong lai hé théng
the syringe drive was not detected. mé-dun). @8 biét hueng déri Sty duné
Detected motion started at position nul | | VAn da vé& héb xét nahiém 2 . T
and transferred m ul at valve position p D& v I’"p « gl .“t" : K!enltra fo kej t'”f‘ trong njo-dun
with pressure q PSI). (‘9 y xem‘ 9' 90 quy lua va néu can, h?y vé sinh mo-dug

o T trinh tw thoi gian hay theo hwéng dan trong Huwéng dan
(r?j’\ m, pva g la cac gia tri ma phan mem khéng). van hanh. Theo déi trong vong
hién thi. Cac gia tri c6 the thay doi.) |, N&p hop xét nghiém chua mét tuan sau khi vé sinh.
dwoc mo. «  Né&u nghi ng& hdp xét nghiém,
hay ghi lai Tén xét nghiém, Sé
sé-ri hop xét nghiém va S6 16 hép
xét nghiém.
Néu 16i van con, hay goi cho bo phan
Cepheid Technical Support.
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Bang 9-4. L6i c6 thé xuat hién khi mot xét nghiém bi hiy bé (Continued)

Ma 16i | Théng bao 16i Nguyén nhan cé thé Giai phap

2006 | Khong phat hién thdy chuyén dong cla | Bo truyén dong van bj 16i. Hay thtr mot hodc nhiéu giai phap sau:
van. Van da bat dau vé vi tri n. Vi tri cudi .« M& mo-dun va dit lai hop xét
cung phat hién duwoc la m (Valve motion Giao dién khang dting gitra nghiém.
was not detected. Valve started at N n L L A n o

" o hép xét nghiém va than van. * S dung hop xét nghiém méi.
position n. Last detected at position m). L L
. L N . *  Khdi dong lai hé thong. Xem
(nvam la cac gia tri ma phan mem hien Phan 2.17, Khéi dong lai hé théng
thi. Cac gia tri co6 thé thay doi.) d& biét huong dan st dung.
Néu 16i van con, hay goi cho bo phan
Cepheid Technical Support.

2008 | Chisb ap suét xy lanh f.f PSI vwot qua | Mét hodc nhidu muc sau day | Hay thtr mét hodc nhidu giai phap sau:
gi¢i han giao thirc 1a f.f PSI, 1énh s6 [S6 | c6 thé da gay ra 16i: . Xét nghiém lai mAu theo To
dong Iénh trong ADF] (Syringe pressure | . Bg |oc bj tc do manh vun hwéng dan st dung véi mét hop
reading of f.f PSI exceeds the protocol trong mAu. xét nghiém méi.
limit of £.f PSI, command # [The - Cambién &p sudtbil&i. |+  Chay mot hop xét nghiém mdi chi
command line number in the ADF]) LA A A ) x

X - . v&i chat nén [khéng thém mau
(f.f la mét gia tri ma phan mém hién thj. cla bénh nhan] (vi du: chi thém
Gia tri c6 thé thay dai.) “Thubc thlr mau” hodc “Mai
trwong van chuyén mau” vao hop
xét nghiém - néu ap dung).
Néu 16i van con, hay goi cho bo phan
Cepheid Technical Support. Néu c6
thé, ghi lai Tén xét nghiém, S6 16 hop
xét nghiém, Loai mau, Sé sé-ri hop xét
nghiém va théng tin Thu thap dé khéc
phuc sw cb.

2009 | Chi sb ap suét xy lanh f.f PSI thdp hon | B loc b téc. Hay thé» mot hodc nhiéu giai phap sau:
gi¢i han giao thirc 1a f.f PSI, 1énh s6 [S6 - S dung hop xét nghiém moi.
dong Iénh trong ADF] (Syringe pressure . Chi chay hop xét nghiém chua
reading of f.f PSl is below the protocol dung dich dém j
limit of f.f PSI, command # [The P g, OO L
command line number in the ADF]) Neu loi van con, hay goi cho bo phan

PVt N Cepheid Technical Support.
(f.f la mot gia tri ma phan mém hién thi.
Gia tri co thé thay ddi.)
2012 | D& phat hién van di chuyén khéng chinh | Mot bd phan truyén dong van | St dung hop xét nghiém méi. Néu 16

xac dén vj tri n. Van dwoc phat hién 1a
dirng & vi tri m (An inaccurate valve
move to position n was detected.

The valve was detected to stop at
position m).

(n va m 1a cac gia tri ma phan mém hién
thi. Cac gia tri c6 thé thay dbi.)

bi 16i.

van con, hay goi cho bd phan Cepheid
Technical Support.
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Bang 9-4. L6i c6 thé xuat hién khi mot xét nghiém bi hiy bé (Continued)

Ma 16i | Théng bao 16i Nguyén nhan cé thé Giai phap
2014 | Chi s6 nhiét d6 ky thuat s6 n cho Dién | Dién tr& nhiét khdi quang cla | Kiém tra nhitng diéu sau day:
tré nhiét A/Dién tré nhiét B/bién tré& bd gia nhiét~A/bcf) gia nhiétB/ |. Nhiét do xung quanh.
nhiét xung quanh/bién tr& nhjét quang | mé-dun bi I6i. < Nhiét d6 bén trong ma
khdéng nam trong pham vi chap nhan L . g y- .
duoc la tr m1 dén m2 (The digital +  Khoang cach$ha| anh, tham khao
temperature reading of n for Chuong 2 (Lap dat).
Thermistor A/Thermistor B/Ambient + Neéu nhiét d6 xung quanh va bén
Thermistor/Optic Thermistor was not trong nam trong pham vi chap
within the acceptable range of m1 nhan dwoc va ban tiép tuc thay
to m2). thdng bao 16i, hay goi cho bd phan
(n, m1 va m2 1a cAc gia tri nhiét do ma Cepheid Technical Support.
phan mé&m hién thi. Cac gia tri c6 thé
thay ddi.)
2016 | Hé thdng khong tim thay vi tri ban dau | Cam bién vj tri van bi 16i. Thue hién tw kiém tra va th lai véi
cula van (The system was unable to find hép xét nghiém khac.
the valve home position). Néu 16i van con, hay goi cho bo phan
Cepheid Technical Support.
2017 | Cam bién chét clra van bat sau khi ddy | M6t hodc nhidu diéu sau day | Cach lay hop xét nghiém ra:
hop xét nghiém ra (The door latch co thé da gay ra I6i: «  Trong ctra sé Hé théng
sensor is still on after a cartridge eject | . Thanh phan xy lanh bj GeneXpert Dx, hay nhép vao bidu
operation). héng. twong Bao tri (Maintenance)
«  Ctra hodc thanh phan lién trén thanh cong cu.
quan bj hdng. *  Trén menu Bao tri (Maintenance),
. Cam bién ctra bi I5i. hay nhép vao Mé& clra mo-dun
' hoac cap nhat EEPROM
(Open Module Door or
Update EEPROM).
*  Chon mé-dun.
+  Nhép vao Mé ctra (Open Door)
dé m& clra mo-dun.
»  Sau khi ban thao hop xét nghiém
ra, hay khéi dong lai hé thdng.
Xem Phan 2.17, Khoi dong lai hé
thdng dé biét hwéng dan st dung.
2022 | Khéng dat dén nhiét dd mong muén 1a | Nhiét d6 mai trwéng cao hon | Kiém tra nhitng diéu sau day:

n°C. Nhiét d6 dat dén m°C (Failed to get
to desired temperature of n°C. The
temperature reached m°C).

(n va m la cac gia tri nhiét do ma phén
mém hién thi. Cac gia tri c6 thé thay
ddi.)

hoéc thap hon khoang chap
nhan dwoc.

*  Nhiét d6 xung quanh

* Nhiét d6 bén trong may

*  Khoang céach hai inch, tham khdo
Phan 2.5.1 va Phan 4.3, Thong sb
moi trwdng hoat déng.

Néu nhiét do xung quanh va bén trong

nam trong pham vi chap nhan dwoc va

ban tiép tuc thay théng bao 16i, hay goi

cho bd phan Cepheid Technical

Support.
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Bang 9-4. L6i c6 thé xuat hién khi mot xét nghiém bi hiy bé (Continued)

Ma 16i | Théng bao 16i Nguyén nhan cé thé Giai phap

2024 | L6i dau do siéu am voi chu trinh nhiém | Dau do siéu am b 16i. St dung hdp xét nghiém mai.

VU n%, m Hz va bién do p% thuc te. Néu sw cb van tiép dién, hay goi cho
Bién d diém dat 1a q%. (An ultrasonic bd phan Cepheid Technical Support.
horn failure occurred with n% duty T

cycle, m Hz and actual p% amplitude.

Setpoint amplitude was q%).

(n, m, p va q la cac gia tri ma phan mém

hién thi. Cac gia tri c6 thé thay dbdi.)

2026 | Dong dién cla dAu do siéu am dwoc D&u do siéu am bi 16i. Goi cho b6 phan Cepheid Technical
phat hién ndm ngoai pham vi binh Support.
thwdng (The ultrasonic horn current
was detected to be out of the normal
range).

2032 | Khong thé diéu chinh dau do siéu am | DAu do siéu am bj I6i. St dung hop xét nghiém méi.
dung cach. Gia tri tan s6 diéu chinh la Néu su cb van tiép di&n, hay goi cho
n Hz (The ultrasonic horn could not be bo phan Cepheid Technical Support.
tuned properly. The tuning frequency
value was n Hz).

(n 1a mét gia tri ma phdn mém hién thj.
Gia tri co thé thay ddi.)

2034 | Tin hiéu quang tir DAu do n/LED n Mét hodc nhiéu didu sau day | Bat d4u lai xét nghiém. Néu I6i van tiép
khong dat dén gia tri dw kién. Gia tri dw | c6 thé da gay ra 16i: di&n, hay kh&i dong lai hé théng. Xem
kién = m, Gia tri thuc té = p (The optical | . pen LED khong hoat Phan 2.17, Kh&i dong lai hé théng dé
signal from Detector n/LED n did not dong. ' biét hwéng dan st dung.
reach ine ;;‘&Zﬁtj;::'_“e)- Expected |, pay do khong hoat dong. | Néu 18 van con, hay goi cho bo phan

e rEr .p o . +  Mach lién quan dang gap Cepheid Technical Support.
(n, m va p la cac gia tri ma phan mém su cb.
hién thi. Cac gia tri c6 thé thay déi.) '

2035 | L6i siéu am v&i chu trinh nhiém vu n%, | Mét hodc nhiéu diéu sau day | Bat dau lai xét nghiém. Néu I6i van tiép
m Hz va bién d6 p% thuc té. Bién d6 | c6 thé da gay ra I6i: di&n, hay kh&i dong lai hé théng. Xem
diém dét 1 q%. (An ultrasonic failure | . \/4n 48 v& hop xét nghiem | Phan 2.17, Khéi dong lai hé thong dé
occurred with n% duty cycle, m Hz and | , Bui ban trén .bé mt déu; biét hwéng dan st dung.
actual p% amplitude. Setpoint amplitude do i Néu 18i vAn con, hay goi cho bd phan
was q%). R x i i

q%) S . . DAu do siéu am bi I5i. Cepheid Technical Support.
(n, m, p va q la cac gia tri ma phan mem
hién thi. Cac gia tri c6 thé thay doi.)
2096 | L6i cham drt cu thé theo xét nghiém sb | Nguyén nhan cu thé theo xét | Chay lai xét nghiém. Dam bao thém

1 (Assay-Specific Termination Error #1):
n,m,p,q

(cac gia tri cda n, m, p, q theo xét
nghiém cu thé)

nghiém. Lién quan dén thé tich
mau.

Tham khéo T& hwéng dan sir

dung dé& biét chi tiét vé 15i.

Trong mot sb trwdng hop,

véan dé:

«  Lién quan dén hop xét
nghiém

+  Cam bién ap suat khong
hoat déng

thé tich mau chinh xac vao hop xét
nghiém mai.

Goi cho bd phan Cepheid Technical
Support. Néu c6 thé, ghi lai théng tin
sau day dé khac phuc sy cb: Tén xét
nghiém, L6 hop xét nghiém, S6 sé-ri
hop xét nghiém va Sé sé-ri mo-dun dé
tim 16i.
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Bang 9-4. L6i c6 thé xuat hién khi mot xét nghiém bi hiy bé (Continued)

M4 16i

Théng bao 16i

Nguyén nhan cé thé

Giai phap

2097

L&i chdm diet cu thé theo xét nghiém sb
2 (Assay-Specific Termination Error #2):
n,m,p,q

(cac gia tri ctia n, m, p, q theo xét
nghiém cu thé)

Nguyén nhan cu thé theo xét
nghiém. Lién quan dén thé
tich mau.

Tham khao T& hwéng dan st

dung dé biét chi tiét v& I8i.

Trong moét sb trwdng hop,

van dé:

«  Lién quan dén hop xét
nghiém

«  Cam bién ap suét khong
hoat dong

Chay lai xét nghiém. BDam bao thém
thé tich m&u chinh x&c vao hop xét
nghiém maoi.

Goi cho bd phan Cepheid Technical
Support. Néu co thé, ghi lai théng tin
sau day dé khac phuc sy cb: Tén xét
nghiém, L6 hdp xét nghiém, S6 sé-ri
hép xét nghiém va Sb sé-ri mo-dun dé
tim 16i.

2098 | L&i chdm dirt cu thé theo xét nghiém sb | Nguyén nhan cu thé theo xét | Chay lai xét nghiém.

3 (Assay-Specific Termination Error #3): | nghiém. Néu 18i van tiép didn, hay goi cho bd
n,.mp.q phan Cepheid Technical Support.
(cac gia tri cda n, m, p, q theo xét

nghiém cu thé)

2099 | L&i chAm dt cu thé theo xét nghiém sé | Nguyén nhan cu thé theo xét | Chay lai xét nghiém.

4 (Assay-Specific Termination Error #4): | nghiém. Néu 1i van tiép dién, hay goi cho bd
n,mp,q phan Cepheid Technical Support.
(cac gia tri ctia n, m, p, q theo xét

nghiém cu thé)

2100 | L6i chadm dit cu thé theo xét nghiém sé | Nguyén nhan cu thé theo xét | Chay lai xét nghiém.

5 (Assay-Specific Termination Error #5): | nghiém. Néu 18i van tiép didn, hdy goi cho bd
n,mp,q phan Cepheid Technical Support.
(céc gia tri ctia n, m, p, q theo xét

nghiém cu thé)

2125 | L&i chdm drt — Khéng du thé tich Puoc chi dinh 14 “L6i chdm | Dam bao thém thé tich mAu chinh xéac
(Termination Error — Insufficient dirt — Khéng da thé tich” vao hop xét nghiém. Xét nghiém lai
Volume): n, m, p, q (Termination Error — mau theo T& hwdng dan st dung voi
(céc gia tri ctia n, m, p, q theo xét Iqsuﬁiciept Volume) trong mot hdp xét nghiém mai.
nghiém cu thé) trinh tw Iénh. Goi cho bd phan Cepheid Technical

+  Lién quan dén thé tich Support. Néu c6 thé, ghi lai théng tin
mau sau day dé khac phuc sy cb: Tén xét
«  Cam bién ap sut khong | nghiém, L6 hop xét nghiém, S6 sé-ri
hoat dong hop xét nghiém va Sé sé-ri mo-dun dé
tim 16i.

2126 | Mé-dun da dwoc dét lai (Module was | L6i ngudn dién ngét quang. Khé&i déng lai hé thdng. Xem Phan

reset). L&i cap ngudn hodc dau ndi. | 2-17, Khdi dong lai hé thong dé biét
' hwéng dan st dung.
Néu sw cb van tiép dién, hay goi cho
bd phan Cepheid Technical Support.
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9.19.2.3

Céc 16i nap hop xét nghiém

Bang 9-5 liét ké cac 161 ¢6 thé xuat hién trong qua trinh nap hop xét nghiém. Thong bao
16i nap hop xét nghiém xuat hién trong cira s6 Kiém tra trang thai (Check Status). Xem

Hinh 9-40.

Vi phan mém thyc hién mot s6 quy trinh ty kiém tra trong qua trinh tai nén mot s6
thong bao 16i xuét hién trong qua trinh tai giéng véi cac thong bao 13 tu kiém tra. Xem
Phan 9.19.2.4, L4i ty kiém tra dé biét danh sach cac thong bao do. Pé lién hé véi bo
phan Cepheid Technical Support, hiy xem phan Ho tro k¥ thuat trong Loi noi dau dé

biét thong tin lién hé.

Bang 9-5. Nhirng 16i c6 thé xuat hién trong qua trinh nap hop xét nghiém

Ma 16i | Théng bao 16i Nguyén nhan c6 thé Giai phap

2011 | Khong thé khéi tao cdm bién ap suét | Cam bién Iwc bi 16i. Bat dau lai xét nghiém. Néu 18i van tiép
dén n. Pa dat dwoc gia tri cdm bién di&n, hay khai dong lai hé théng. Xem
m (Unabile to initialize pressure Phan 2.17, Khéi déng lai hé théng dé
sensor to n. Sensor value of m was biét hwéng dan stv dung.
obtained). Néu 18i van con, hay goi cho bd phan
(n va m 1a cac gia tri ap sut ma Cepheid Technical Support.
phan mé&m hién thj. Cac gia tri c6 thé
thay déi.)

2018 | Cb gang nap hop xét nghiém trong | Mét trong nhirng didu sau day cé | Khdi ddng lai hé théng. Xem Phan 2.17,
khi clra van déng (Attempt to load a | thé d& gay ra I8i: Khé&i dong lai hé théng dé biét huéng
cartridge while the door is still «  DPong co van bi hdng. dan st dung.
closed). - Thanh phan xy lanh bj hang. | M& cira.

«  Cam bién chét ctra bi I5i. Néu 16i van tiép dién, hay goi cho bd
phén Cepheid Technical Support.

2025 | Mét trong cac thdng bao sau dwgc | Cac thanh phan cla pit téng Céch xac dinh xem 16i c6 phai la do

hién thi:

Hé théng khéng tim dwoc vi tri ban
d4u cha pit tong. Pit téng da di
chuyén xudng dé tim ADC = n. Gia
tri ADC m da dwoc phat hién va pit
téng bi ngtrng chuyén déng (The
system failed to find the plunger
home position. Plunger moved down
looking for ADC = n. ADC value m
was detected and stall occurred).
Heé théng khéng tim dwoc vi tri ban
d4u cla pit tong. P4 di chuyén 1én
phia trén v&i gia tri lwc t6i thiéu n ma
khéng dat dén gia tri lwc nhé hon m
(The system failed to find the
plunger home position. Upward
move with minimum force value of n
was completed without reaching
force value less than m).

(n va m |a cac gia tri ma phan mém
hién thi. Cac gia tri c6 thé thay dbi.)

ho&c cam bién Iwc bj héng.

mo-dun clia may bi héng hay khong:

*  Khéi dong lai xét nghiém st dung
cung mét hép xét nghiém va nap
vao cung moé-dun clia may.

«  Néu 16i van xay ra, hay kh&i dong
lai xét nghiém béng cach st dung
cung mét hop xét nghiém nhuwng
nap vao moé-dun khac ctia may.
Néu xét nghiém dwoc tién hanh
thanh cong trong mé-dun mai, tire
la c&n stra chira mé-dun truéc do.
Goi cho bd phan Cepheid Technical
Support.

«  Né&u xay ra 16i trong mé-dun thiv hai
cla may, hay kh&i dong lai xét
nghiém béng cach s dung mot
hép xét nghiém ma&i va nap hdp xét
nghiém dé vao mé-dun ban dau.
Néu xét nghiém dwoc tién hanh
thanh cong, tirc la hop xét nghiém
trwéc d6 bi hong.

Néu 16i van con, hay goi cho bd phan

Cepheid Technical Support.
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Bang 9-5. Nhirng 16i c6 thé xuat hién trong qua trinh nap hop xét nghiém (Continued)

Ma 16i | Théng bao 16i Nguyén nhan cé thé Giai phap
2037 | Kiém tra tinh toan ven ctia hop xét | Mét trong nhivng diéu sau day c6 | 1. LAy hdp xét nghiém ra va kiém tra
nghiém khong dat & vi tri van <n>. | thé d& gay ra I6i: xem cé hw héng khong.
Viéc thay doi ap suat £.f PSI khong |, Khang co éng phan ting 2. Chay lai xét nghiém béng cach st
vuot qua yéu cau f.f PSI. Ap suat trong hop xét nghiém. dung hop xét nghiém méi.
tang ti £.f PSI lén ffPSItrong qua |, 15 et nohiam da bi hee | Goi cho b phan Cepheid Technical
trinh xét nghiém (The cartridge héng. Support. Né&u c6 thé, hay ghi lai Tén xét
integrity test failed at valve position . Kidm tra tinh toan ven ciia | nghiém, S6 16 hop xét nghiém, S6 sé-ri
<n>. The pressure change of f.ff PSI hop xét nahidm khéng dat. | NOP Xét nghiém va Sé sé-ri mo-dun dé
did not exceed the requirement of f.f OP X€t Nghiem Xong dat. | .= &i '
PSI. The pressure increased from f.f | ©  Cam bien ap suat khong '
PSI to f.f PSI during the test). hoat dong.
9.19.2.4 L&i tw kiém tra
Béng 9-6 liét ké cac 16i c¢6 thé xuét hién trong qua trinh ty kiém tra. Thong bao 13i tu
kiém tra xudt hién trong ctra s6 Kiém tra trang thai (Check Status). Xem Hinh 9-40. Dé
lién hé véi bd phan Cepheid Technical Support, hily xem phan Hb trg k¥ thuat trong Loi
no6i dau dé biét thong tin lién hé.
Bang 9-6. Thong bao 16i c6 thé xuat hién trong qua trinh tw kiém tra
Ma 16i | Théng bao 16i Nguyén nhan c6 thé Giai phap
4001 | D& phat hién van dé véi bd nhé ciia | Mot thanh phan phan ctrng bi 16i Khéi dong lai hé thédng. Xem
I-CORE (A problem with the memory Phan 2.17, Khéi dong lai hé théng
of the I-CORE was detected). dé biét hwdng dan str dung.
Mé& ctra, chon mé-dun va cap nhat
EEPROM.
Néu 16i van tiép di&n, hay goi cho bo
phan Cepheid Technical Support.
4002 | Da phat hién van dé v&i bd nhé Mot thanh phan phan cing bi 16i. | Khéi dong lai hé théng. Xem
chinh clia mé-dun GeneXpert (A Phan 2.17, Kh&i dong lai hé théng
problem with the main memory of dé biét hwong dan s dung.
the GeneXpert module was Néu 15i van tiép di&n, hay goi cho bo
detected). phan Cepheid Technical Support.
4003 | Da phat hién van dé cia hé théng | Mach d&n dong siéu am khong hoat | Khéi dong lai hé théng. Xem
dau do siéu am (A problem of the | dong. Phan 2.17, Kh&i dong lai hé théng
ultrasonic horn system was d& biét hwong dan st dung.
detected). Néu Ii van tiép dién, hay goi cho bd
phan Cepheid Technical Support.
4004 | Khdng phat hién duoc chuyén dong | M6t bé phén truyén doéng van bj 16i. | Thao moi hop xét nghiém ra khéi
cua van (Valve motion was not mo-dun, réi khéi dong lai hé théng.
detected). Néu 1i van tiép dién, hay thuc hién
tw kiém tra theo cach thi céng (xem
Phan 9.14, Thyc hién ty kiém tra tha
c6ng). Néu 16i van con, hay goi cho
bd phan Cepheid Technical Support.
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Bang 9-6. Thong bao 16i c6 thé xuat hién trong qua trinh tw kiém tra (Continued)

Ma 16i | Théng bao 16i Nguyén nhan c6 thé Giai phap

4006 | Khong phat hién dwoc chuyén Cam bién dirng gap sw cb trong khi | Khéi dong lai hé théng. Xem
doéng cha xy lanh (Syringe drive nap hép xét nghiém vi: Phan 2.17, Khéi dong lai hé théng
movement was not detected). - Hop xét nghiém khong duoc dé biét hwong dan st dung.

dat dang vi tri. Néu 16i van con, hay goi cho bo
« M6t bd phan truyén ddng xy phan Cepheid Technical Support.
lanh bi 16i.

4008 | Ngudn dién n-V dwoc phat hién la | L&i ngudn dién. Khé&i dong lai hé théng. Xem
m V (The n-V power supply was Phan 2.17, Khéi dong lai hé théng
detected to be m V). dé biét hwong dan st dung.

(n va m la cac gia tri dién ap ma Néu I8i van con, hay goi cho bd
phan mé&m hién thj. Cac gia tri c6 thé phan Cepheid Technical Support.
thay ddi.)

4009 | Hoat déng cla bo gia nhiét A khéng | Bd phan gia nhiét A bi 16i. Thuc hién tw kiém tra. Xem
dwoc xac minh. Nhiét d6 do dwoc Phan 9.14, Thyc hién ty kiém tra tha
thay déi t n°C sang m°C (Heater A cong.
operation was not verified. Néu I8 van con, hay goi cho bo
Measured temperature changed phan Cepheid Technical Support.
from n°C to m°C).

(n va m la cac gia tri nhiét d0 ma
phan mém hién thj. Cac gia tri c6 thé
thay ddi.)

4010 | Hoat dong cla quat lam mat khdng | M6t thanh phan lam mat bi 16i. Dam bao réng cac 16 thong hoi
dwoc xac minh. Nhiét d6 do dwoc khéng bi chan. M&i bén clia may
n°C vwot qué gi¢i han m°C (Cooling phai c6 khoang hé téi thiéu 1a 5 cm
fan operation was not verified. (2 inch).

Measured temperature of n°C Thue hién tw kiém tra. Xem
exceeded the limit of m°C). Phan 9.14, Thyc hién tw kiém tra thi
(n yé m\lé cég; gia tri nhiét do ma . cong.

phan r’r;ém hién thj. Cac gia tri c6 thé Néu 18i van tiép dién, hay goi cho bd
thay dai.) phan Cepheid Technical Support.

4011 | Gia tri t6i dwoc bdo cdo n cho diu | Clra mé-dun chwa dwoc déng chat | Dam bao clra mé-dun dwoc dong
dd m qué cao (The reported dark | hodc thanh phan phan ctng bi 16i. | hoan toan. Néu 16i van tiép dién, hay
value of n for detector m was too ghi lai gia tri trong théng bao 16i, sau
high). do goi cho bd phan Cepheid
(n va m 14 cac gia tri ma phan mém Technical Support.
hién thi. Cac gia tri c6 thé thay ddi.)

4012 | Hoat ddng cta b gia nhiét B khéng | Bd gia nhiét B bi 16i. Thuc hién tw kiém tra. Xem

duwoc xac minh. Nhiét d6 do duoc
thay ddi t» n°C sang m°C (Heater B
operation was not verified.
Measured temperature changed
from n°C to m°C).

(n va m la cac gia tri nhiét d0 ma
phan mém hién thi. Gia trj c6 thé
thay déi.)

Phan 9.14, Thyc hién ty kiém tra tha
cbng.

Néu I8i van con, hay goi cho bd
phan Cepheid Technical Support.
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Bang 9-6. Thong bao 16i c6 thé xuat hién trong qua trinh tw kiém tra (Continued)

Ma 16i | Théng bao 16i Nguyén nhan c6 thé Giai phap

4013 | D4 phat hién van chuyén dong Pa xay ra 16i van. Néu tim thay mot hop xét nghiém
khong chinh xac. Van dwoc 1ap trinh trong mé-dun, hay thao hép xét
dé& dirng & vi tri n nhung dirng & vi nghiém d6 ra. Thc hién tw kiém tra.
tri m (An inaccurate valve move Xem Phan 9.14, Thuc hién tw kiém
was detected. The valve was tra thi cong.
programmed to stop at position n Néu 18i van tiép dién, hay goi cho bo
but stopped at position m). phan Cepheid Technical Support.
(n va m la cac gia tri vi tri ma phan
mém hién thi. Cac gia tri c6 thé thay
ddi.)

4014 | Tin hiéu quang tw Dau do n/LED n | M6t bd phan quang bi 16i. Goi cho bo phan Cepheid Technical
khong dat dén gia tri dw kién. Gia tri Support.
dw kién = m, Gia trj thuwc t& = p (The
optical signal from Detector n/LED n
did not reach the expected value.

Expected value=m, Actual value=p).
(n, mva p la cac gia tri tin hiéu
quang ma phan mém hién thij.

CAc gia tri c6 thé thay ddi.)

4015 | Nhiét d6 do dwoc cla hé théng Dién tr& nhiét khéi quang bj 16i. Khai dong lai hé théng. Xem
quang la n, khéng nam trong khoang Phan 2.17, Khéi dong lai hé théng
chép nhan duoc 1 tir m1 dén m2 dé biét hwéng dan str dung.

(The measured temperature of the Néu 18i van tiép dién, hay goi cho bd
optical system is n which was not phéan Cepheid Technical Support.
within the acceptable range of m1

to m2).

(n, m1 va m2 la cac gia tri nhiét d

ma phan mé&m hién thi. Cac gia tri co

thé thay ddi.)

4016 | L&i chwong trinh mo-dun GX. Khéng |+ RAM c6 thé bj I6i Goi cho bd phan Cepheid Technical
thé tiép tuc xét nghiém (GX module |« EMI c6 thé xay ra Support.
program corruption. Unable to . L3i chuong trinh co s&
continue the test).

4017 | Chi sb nhiét d6 ky thuat sé n cho | Dién tré nhiét khéi quang ctia bd gia | Khéi déng lai hé théng. Xem
Dién tr& nhiét A/Dién tr& nhiét B/ nhiét A/bd gia nhiét B/mé-dun bi 16i. | Phan 2.17, Khéi dong lai hé théng
Dién tré nhiét xung quanh/Pién tr& dé biét hwong dan s dung.
nhiét quang khong nam trong pham Néu I6i van tiép di&n, hay goi cho bo
vi chap nhén duoc la tr m1 dén m2 phan Cepheid Technical Support.
(The digital temperature reading of n
for Thermistor A/Thermistor B/

Ambient Thermistor/Optic
Thermistor was not within the
acceptable range of m1 to m2).
(n, m1 va m2 la cac gia tri nhiét d6
ma phan mé&m hién thi. Cac gia tri co
thé thay ddi.)
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Bang 9-6. Thong bao 16i c6 thé xuat hién trong qua trinh tw kiém tra (Continued)

M4 16i

Théng bao 16i

Nguyén nhan c6 thé

Giai phap

4019

Kiém tra tin hiéu quang rang cwa
cho LED n cho két qua khong phai 1a
ham don diéu tai cai dat DAC nnn.
Chi sb d4u do tham chiéu la nnn va
nnn (The optical ramp test for LED n
resulted in nonmonotonic results at
DAC setting of nnn. The reference
detector readings were nnn and

nnn).

Pen LED bi héng.

Kh&i dong lai hé théng. Xem

Phan 2.17, Khéi dong lai hé théng
dé biét hwong dan st dung.

Néu 16i van tiép dién, hay goi cho bo
phan Cepheid Technical Support.

9.19.2.5 L&i phan tich sau phién chay

Bang 9-7 liét ké cac 15i c¢6 thé xut hién trong qua trinh phan tich sau phlen chay (glam
dir liéu). Cac thong bao 156i phan tich sau phién chay xuét hién trong cira s6 Xem két qua
(View Results) (xem Hinh 9-41). Bé lién hé véi bo phan Cepheid Technical Support, hay
xem phan HOS tro k¥ thuat trong Loi noi dau dé biét thong tin lién he.

Bang 9-7. Lbi giam dir liéu

302-8378-VI, Ban stva ddi C 2023-07

Ma 16i | Théng bao 15i Nguyén nhan c6 thé Giai phap
5001 | Khéng thé xac minh chét phan tich |+ M6t thanh phan clia hop xét Chay lai xét nghiém béng cach st
dwong [x] béng cach st dung khép nghiém bi 18i, khién dwérng cong | dung hdp xét nghiém méi va lwong
duwong cong (Unable to verify sinh trwdng dwong co6 hinh mau chinh xac.
positive analyte [x] using curve dang bat thwong. Néu 13i van tiép dién, hay goi cho bd
fitting).* +  Qua nhiéu mAu trong hdp xét | phan Hb tro ki thuat clia Cepheid.
(x 1a tén chét phan tich) nghiém. Néu co thé, ghi lai théng tin sau
day dé khac phuc sy cb: Tén xét
* Luu y: V6i L8 ‘5001 “Két qua xét nghiém, SO 10 hop xét nghiém, So
nghiém” liét ké “Khang hop 18” se:rl hép )iet‘ ngr:u'em va SO sé-ri
(Invalid) chir khong phai ter “L&i" mo-dun dé tim I0i.
(Error).
5002 | Khéng xac minh dwoc dwdng cong | Mot thanh phan cla hdp xét nghiém | Chay lai xét nghiém béng cach st
khuéch dai hop 1é cho cong cu bao | bi héng, khién dwérng cong khuéch | dung hdp xét nghiém méi.
céo. Hé s hinh dang n thap hon | dai dwong c6 hinh dang bat thuong. | N&y 1i vén tiép dién, hay goi cho bo
mtrc tOi thieu m (Failed to verify valid phan H& tro k§ thuat ctia Cepheid.
amplification curve for reporter. The Néu c6 thé, ghi lai thong tin sau
shape factor of n was below the day dé khac phuc sw cb: Tén xét
minimum of m).* nghiém, S6 16 hop xét nghiém, S6
(n va m 14 cac gia tri ma phan mém sé-ri hop xét nghiém va Sé sé-ri
hién thi. Cac gia tri c6 thé thay dbi.) mo-dun dé tim 16i.
* Lwu y: V6i L6i ‘5002 “Két qua xét
nghiém” liét ké “Khong hop 1&”
(Invalid) chtr khéng phai tir “L&i”
(Error).
Huwéng dan van hanh Hé théng GeneXpert Dx 9-55




Bao dwdng va bao tri

Bang 9-7. L6i giam dir liéu (Continued)

M4 16i

Théng bao 16i

Nguyén nhan c6 thé

Giai phap

5003

Khdéng xac minh dwgc duwdng cong
khuéch dai hop & cho cdng cu bao
céo. Hé s6 hinh dang n cao hon
murc toi da m (Failed to verify valid
amplification curve for reporter. The
shape factor of n was higher than
the maximum of m).*

(n va m la cac gia tri ma phan mém
hién thi. Cac gia tri c6 thé thay ddi.)

* Lwu y: Vi L6i ‘5003 “Két qua xét
nghiém” liét ké “Khong hop 1€”
(Invalid) chir khéng phai twv “L6i”
(Error).

Mat thanh phan clia hop xét nghiém
bi héng, khién duwdng cong khuéch
dai dwong c6 hinh dang bét thwong.

Chay lai xét nghiém béng cach s
dung hép xét nghiém mai.

Néu 16i van tiép dién, hay goi cho bo
phan Hb tro’ ky thuat ciia Cepheid.
Néu c6 thé, ghi lai théng tin sau
day dé& khic phuc sw cb: Tén xét
nghiém, Sé 16 hop xét nghiém, S6
sé-ri hdp xét nghiém va Sé sé-ri
mo-dun dé tim 16i.

5004

Khdéng xac minh dwgc duwdng cong
khuéch dai hop 1& cho cong cu béo
cdo. Tdng sb 16i dwoc chuan héa n
I&n hon gi¢i han m (The normalized
sum of errors of n was greater than
the limit of m).*

(n va m 1a cac gia tri ma phan mém
hién thi. Cac gia tri c6 thé thay dbi.)

* Lwu y: V6i L6i ‘5004 “Két qua xét
nghiém” liét ké “Khong hop 1&”
(Invalid) chir khéng phai ti “L6i”
(Error).

M6t thanh phan ciia hop xét nghiém
bi héng, khién dweng cong khuéch
dai dwong c6 hinh dang bat thwong.

Chay lai xét nghiém béng cach st
dung hép xét nghiém mai.

Néu 16i van tiép dién, hay goi cho bo
phan Hb tro' kj thuat ctia Cepheid.
Néu c6 thé, ghi lai théng tin sau
day dé khac phuc sy cb: Tén xét
nghiém, S 16 hop xét nghiém, Sé
sé-ri hop xét nghiém va Sé sé-ri
mo-dun dé tim 16i.

5005

Khdng xac minh dwoc duwdng cong
khuéch dai hop & cho cbng cu bao
cdo. Ty 1& duwong dbc trén dwong
thdng dirng n cao hon gi¢i han m
(The slope to vertical scaling ratio of
n was higher than the limit of m).*
(n va m la céc gia tri ma phan mém
hién thi. Cac gia tri c6 thé thay dbi.)

* Lwu y: V6i L6i ‘5005’ “Két qua xét
nghiém” liét ké “Khong hop 1&”
(Invalid) chir khéng phai tiv “L6i”
(Error).

Mat thanh phan clia hop xét nghiém
bi héng, khién dudng cong khuéch
dai dwong c6 hinh dang bét thwéng.

Chay lai xét nghiém béng cach st
dung hép xét nghiém mai.

Néu 16i van tiép di&n, hay goi cho bo
phan Hé tro ky thuat ciia Cepheid.
Néu co thé, ghi lai théng tin sau
day dé khac phuc sy cb: Tén xét
nghiém, Sé 16 hdp xét nghiém, S6
sé-ri hop xét nghiém va Sé sé-ri
mo-dun dé tim 16i.
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Bang 9-7. L6i giam dir liéu (Continued)

Ma 16i | Théng bao 16i Nguyén nhan c6 thé Giai phap
5006 | Kiém tra doan do X khoéng dat. Gia | Mot hodc nhidu diéu sau day c6 thé | Kiém tra nhirng diéu sau day:

tri kiém tra doan do n cho tri sbm | dagayraldi: - Thubc thir duoc thém vao hop

cao hon gia tri toi da p (X probe +  Luwong thubc thtr trong hop xét xét nghiém dung céch.

check fglled. Probe check value of n nghiém khong chinh xac. . Céc hop xét nghiém duoc bao

for reading number m was above the | | Thudc thir bi han uan dana cach

maximum of p). A ong- duen aang eaeh.

o ; L .|+ Qua trinh truyen dich bj I6i. Chay lai xét nghiém bang hdp xét
(x|a tén chat phan tich, n, mvapla |\ a0 o a0 4én ms-dun. nghiém méi theo To hwéng dan st
cac gia tri ma phan mém hién thi. dung.

Cac gia tri co thé thay ddi.) e e .
Neéu I6i van tiep dién, hay goi cho bd
phan Hb tro' kj thuat ctia Cepheid.
Néu c6 thé, ghi lai théng tin sau
day dé& khic phuc sw cb: Tén xét
nghiém, Sé 16 hop xét nghiém, Sé
sé-ri hop xét nghiém va Sé sé-ri
mo-dun dé tim 16i.

5007 | Kiém tra doan do X khong dat. Gia | Mot hodc nhiéu didu sau day co thé | Kiém tra nhitng didu sau day:

tri ’kiém tra doan do n cho tri sbm | dagayraldi: - Thubc thir duoc thém vao hop

thap hon gia tri toi da p (X probe |, | ygng thubc thir trong hop xét xét nghiém dung cach.

chack faed robecheckaus o | nim kiong chinh x| i o i

minimum of p). *  Thudc thir bj hc’mg. quan dung cach. )

A ; L .|+ Qua trinh truyen dich bj I6i. Chay lai xét nghiém bang hdp xét
(x1a tén chat phan tich, n, mvapla | s 4,00 i 1y khong ding | Nghiém méi theo To huong dén st
cac gia tri ma phan mém hién thi. sch t hoD xét nahié dung.

Cac gia tri c6 thé thay ddi.) cach trong hop xet hghiem. L i

« Lién quan dén mé-dun (bg phan | * Neéu IGi van tiép dién lién tuc: Vé
quang hoc c6 thé bj ban hoac sinh mé-dun bang ban chai
c6 van dé vé hiéu chuan). quang (B6 dung cu vé sinh
«  Cuthé theo mau. GX (700-6519)). Tham khao
| Phan 9.4 trong “Hwéng dan 1am
sach va khtr trung” .
+  Néu I&i van tiép dién, hay goi
cho bd phan Hb tro ky thuat clia
Cepheid. Néu c6 thé, ghi lai
thong tin sau day dé khac phuc
s cb: Tén xét nghiém, Sb 16
hop xét nghiém, Sé sé-ri hop
xét nghiém va Sé sé-ri mé-dun
dé tim 16i.
5008 | Kiém tra doan do X khoéng dat. Gia | Mot hodc nhidu diéu sau day c6 thé | Kiém tra nhirng diéu sau day:

tri delta kiém tra doan do n gitra tri
s& m va tri s6 p thap hon muc téi
thidu q (X probe check failed. Probe
check delta value n between reading
number m and reading number p
was below the minimum of q).

(x 1a tén chét phan tich, n, mvap la
cac gia tri ma phan mém hién thi.
Céc gia tri co thé thay ddi.)

da gay ra 16i:

+  Lwong thudc thir trong hop xét
nghiém khong chinh xac.

+  Thubc thr bj héng.

«  Qua trinh truyén dich bj 16i.

+  Thubc thir duwgc thém vao hop
xét nghiém duang cach.

*  Cac hop xét nghiém dwoc bao
quan dung cach.

«  Chay lai xét nghiém bang cach
st dung hop xét nghiém mai.

Néu 16i van tiép dién, hay goi cho bo

phan Cepheid Technical Support.
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Bang 9-7. L6i giam dir liéu (Continued)

Ma 16i | Théng bao 16i Nguyén nhan c6 thé Giai phap

5009 | Kiém tra doan do X khoéng dat. Gia | Mot hodc nhidu diéu sau day c6 thé | Kiém tra nhirng diéu sau day:
tri delta kiém tra doan do n gitra tri | da gay ra 15i: «  Thubc thtr duoc thém vao hop
80 m va tri 86 p cao hon mic toi +  Luwong thubc thtr trong hop xét xét nghiém dung céch.
da q (X probe check failed. Probe nghiém khong chinh xac. . Céc hop xét nghiém duoc bio
check delta value n between reading ) L 2 o X

. *  Thudc thtr bi hdng. quan dung cach.
number m and reading number p L. L, — o . N i
was above the maximum of q). *  Qua trinh truyen dich bj 16i. . Cpay lai xp:t ng’hlem tl)nang claph
e P . s L str dung hop xét nghiém maoi.
(x la tén chat phan tich, n, mvap la £ K: R LA Lx ~ . n
g i LA 5 .z . Néu 16i van tiép dién, hay goi cho bd
cac gia tri ma phan mém hién thi. han Cepheid Technical S t
Cac gia tri c6 thé thay ddi.) phan epheid fechnical support.

5010 | Khéng thé xac minh chét phan tich | Mét thanh phan clia hop xét nghiém | S& dung hop xét nghiém méi.
duong [x] béng cach st dung khép | bi 16, khién duong cong sinh trwdng | N&y 18i van tiép didn, hay goi cho bo
dudng cong. C6 X tri s6, nhung can | duong c6 hinh dang bat thuong. | phan Cepheid Technical Support va
phai co toi thieu y tri s6 (Unable to cung cAp théng tin trong théng bao
verify positive analyte [x] using curve 15i.
fitting. X readings were available,
but the minimum number of readings
required is y).

(x 1a tén chét phan tich; y la gia tri
ma phan mém hién thj)

5011 | Phat hién mét tin hiéu trong dwdng | Thwdng xay ra khi tin hiéu huynh Tham khao T& hwéng dan st dung
cong khuéch dai ctia chat phan tich | quang cao dén mlrc chay vao mét | dé biét cac quy trinh xét nghiém lai
[x]. Tin hiéu gidm n v&i chu ky p kénh khac, khién tin hiéu tht hai di | cu thé.
gidm m% (Signal loss detected in | vao dwdng cong am. Chay lai xét nghiém bang hop xét
the amplification curve for analyte | Ngoaj ra, I6i c6 thé 1a do: nghiém méi theo Tor hudng dan st
[x]. n decrease in signal with m% ‘A £z dun

»  Lién quan dén mau Ung.
decrease at cycle p). X P T T S S . R
(X I3t h"‘t han tich . I3 . Lién quan dén mo-dun NeU |0| van tlep dlen, hay gOI ChO bO
atenchatphantich,n,mvapia ia Ao pal ‘A phan Hb tro ky thuat ciia Cepheid.
cac gia tri ma phan mem hién thi. Lién quan den hop xet nghiem |\ e co thé, ghi lai théng tin sau
Cac gia tri c6 thé thay doi.) day dé& khac phuc sw cb: Tén xét
nghiém, Sé 16 hop xét nghiém, S6
sé-ri hdp xét nghiém va Sé sé-ri
mo-dun dé tim 16i.

5013 | Gia tri dinh lwgng qua Ién dé trinh | Gia tri dinh lwgng co s& hodc gia tri Néu 16i van tiép dién, hay goi cho bd
bay trong (rng dung hodc co s& di¥ | dinh lwgng qua Ién dé hién thi. phan Cepheid Technical Support.
lieu (Quantitative value is too large
to represent in application or
database).

5014 | Gia tri dinh lwgng thap hon gi¢i han | Gia tri dinh lwgng nhé hon 0,01. Néu 16i van tiép dién, hay goi cho bd
tinh toan dwéi (Quantitative value is phan Cepheid Technical Support.
below the lower calculation limit).
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Bang 9-7. L6i giam dir liéu (Continued)

Ma 16i | Théng bao 16i Nguyén nhan c6 thé Giai phap

5015 | Khéng xac minh dwoc dd dbc nén | Do dbc cao trong viing nén quang | Chay lai xét nghiém bang hop xét
hop 1& cho chét phan tich [tén chéat | hoc. nghiém méi theo T& hwéng dan st
phén tich]. Gia tri tuyé’t dbi cha do dung.
doc f.f cao hon mirc t6i da f) Néu Ii van tiép dién, hay goi cho bd
(Failed to verify valid background phan Hb tro' k§ thuat ciia Cepheid.
slope for analyte [analyte name]. Néu c6 thé, ghi lai théng tin sau
The absolute value of the slope (3f ff day dé khac phuc sw cé: Tén xét
was above the maximum of f.f). nghiém, Sé 16 hdp xét nghiém, Sé

sé-ri hop xét nghiém va S6 sé-ri
* Lwu y: Véi L3i “5015” “Két qua xét mo-dun dé tim loi.
nghiém” liét ké “Khéng hop 1€”
(Invalid) chir khéng phai tir “L6i”
(Error).

5016 | Khong xac minh dwoc I6i nén hop 1& | L&i RMS cao trong ving nén. Chay lai xét nghiém bang hop xét
cho chét phan tich [t&n chét phan nghiém méi theo T& hwéng dan st
tich]. L&i RMS f.f cao hon murc t6i da dung.

f.f (Failed to verify valid background Néu 13i van tiép dién, hay goi cho bd
error for analyte [analyte name]. The phan H3 tro ky thuat ciia Cepheid.
RMS. error of f.f zvas above the Néu c6 thé, ghi lai théng tin sau
maximum of £.f). day dé& khac phuc sw cb: Tén xét
nghiém, S0 16 hop xét nghiém, S6

* Luu y: Vi L8i “5016” “Két qua xét sé-ri hop xét nghiém va SO sé-ri

nghiém” liét ké “Khéng hop 1&” mé-dun dé tim 16i.

(Invalid) chir khéng phai tir “L6i”

(Error).

5017 | Kiém tra doan do X khong dat. Gia |+  VAn dé vé hop xét nghiém. Chay lai xét nghiém béng hop xét
tri kiém tra doan do nchotrisdm |+ Luong thudc thir trong hop xét | Nghiém mai theo To' hwong dan siv
thap hon mérc hop 1€ p (X probe nghiém khéng chinh xac. dung.

;:heck Lglled. Prct))be check \l;allue oLn «  Thuéc thir bi hang. Néu 16i van tiép dién, hay goi cho bd
orl_:jela lnlg r}um er mwas belowthe | | Qua trinh truyén dich bi 16i. phan Ho tro ky thuét clia Cepheid.
valid level of p). 5 R Néu co thé, ghi lai thng tin sau
*  Mau duoc xtr ly khdng dung n SR L oA s
cach trong hop xét nghiém. déy d& khap phuc sp ¢0: Tén xet’

i i nghiém, SO 16 hép xét nghiém, S6
sé-ri hop xét nghiém va Sé sé-ri
mo-dun dé tim 16i.

5018 | Khéng xac minh dwoc ty 18 kiém tra | VAn d& vé hop xét nghiém. S dung hop xét nghiém méi.

doan do hop & cho chat phan tich
[tén chét phan tich]. Kiém tra doan
do 1 =m, kiém tra doan do 2 = n,
ti 1& = £.ff Ién hon mrc t6i da f.ff
(Failed to verify valid probe check
ratio for analyte [analyte name].
Probe check 1 = m, probe check
2 =n, ratio = f.ff greater than
maximum f.ff).

Néu 16i van tiép di&n, hay goi cho bo
phan Cepheid Technical Support va
cung cAp thong tin trong théng bao
16i.
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Bang 9-7. L6i giam dir liéu (Continued)

Ma 16i | Théng bao 16i Nguyén nhan c6 thé Giai phap

5019 | Khéng xac minh duoc ty 1& kiém tra | VAn dé vé hop xét nghiém. S dung hdp xét nghiém méi.
doan do hop 1€ cho chat phan tich Néu Ii van tiép di&n, hay goi cho bd
[tén chat phan tich]. Kiém tra doan phan Cepheid Technical Support va
do 1=m, kim tra dogn do 2 =n, i cung cép théng tin trong thong bao
I& = f.ff thAp hon murc tGi thieu f.ff 15i.

(Failed to verify valid probe check
ratio for analyte [analyte name].
Probe check 1 = m, probe check
2 = n, ratio = f.ff less than minimum
f.ff.).
9.19.2.6 L6i mat lién lac/khéi phuc
Néu bi mét lién lac mé-dun sau khi xét nghiém da dwoc yéu cau va chi dinh cho mét mé-dun,
nhwng trwéc khi nap hop xét nghiém va chét ctpa, mot théng bao 16i sé xuat hién dé khuyén
Quan tron khéng tiép tuc nap hop xét nghiém va chét ctra. Néu lam theo cac hwéng dan trong théng
ong bao thi c6 thé gtri lai hop xét nghiém cho mé-dun khac. Tuy nhién, néu hdp xét nghiém dwoc
nap va ctra dwoc chét, xét nghiém sé hoan tat ma khong cé két qua nao va khéng dwoc st
dung lai hop xét nghiém do.
Bang 9-8 liét ké cac 13i giao tiép c6 thé xuét hién trong khi mo-dun khong hoat dong,
trude khi cira mo-dun duge chot hode khi bat dau xét nghiém (xét nghiém bi huy bo). Bé
lién hé v6i bo phan Cepheid Technical Support, hdy xem phan H6 trg k¥ thuat trong Loi
no6i dau dé biét thong tin lién hé.
Bang 9-8. L6i mat lién lac/khéi phuc

Ma 16i | Théng bao 16i Nguyén nhan c6 thé Giai phap

2120 | Mé-dun X mét lién lac trong khi Cap Ethernet 16ng ho&c I8i gitva may | Xac minh cap Ethernet dwoc két néi
md&-dun khdng hoat ddng (Module X | tinh va may GeneXpert. dung cach gitra may tinh va may
lost communication while module GeneXpert. Néu 16i van tiép dién,
was idle) hay goi cho b6 phan Cepheid

Technical Support va cung cap
thong tin dwoc trinh bay trong théng
bao 16i.

2121 | Mé-dun X mét lién lac trwdrc khi clra | Cap Ethernet 16ng hodc I8i gitba may | Xac minh cap Ethernet dwoc két néi
mo-dun duoc chdt (Module X lost | tinh va may GeneXpert. dung cach gitra may tinh va may
communication before module door GeneXpert. Néu 16i van tiép dién,
was latched) hay goi cho bd phan Cepheid

Technical Support va cung cap
théng tin dworc trinh bay trong thong
bao 16i.

2122 | Mé-dun X mét lién lac trong khi b4t | Cap Ethernet I16ng hoéc 16i gitra may | Xac minh cap Ethernet dwoc két nbi
dAu xét nghiém, xét nghiém bj hdy | tinh va may GeneXpert. dung cach gitra may tinh va may
(Module X lost communication while GeneXpert. Néu 16i van tiép dién,
starting test, test aborted) hay goi cho b phan Cepheid

Technical Support va cung cap
thong tin dwoc trinh bay trong théng
bao 16i.
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Bang 9-8. L6i mat lién lac/khdi phuc (Continued)

M4 16i | Théng bao 16i

Nguyén nhan c6 thé

Giai phap

2124 | B3 khoi phuc lién lac cia mé-dun X
(Module X communication restored)

Lién lac dwoc khoi phuc sau 16i cap
Ethernet 16ng hoac 16i gitra may tinh
va may GeneXpert.

Khéng ap dung.
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9.19.3 Khac phuc sw cd két néi may chi

9.19.3.1 Chi bao két néi may chu

Khi phan mém khéi dong, két ndi may cha duoc thiét 1ap tu dong néu duoc bat. Nut
Kiém tra trang thai (Check Status) hién thi 1a binh thuong. Xem Hinh 9-42.

Kiém tra trang thai

Create Test Check Status Stop Test View Results Define Assays Define w"s aphs Maintenance
Hinh 9-42. Nut Kiém tra trang thai binh thworng (Ky hiéu dau kiém)
Néu két ndi may chu bi gian doan trong khi hé théng dang van hanh, nat Kiém tra trang
thai (Check Status) s& thay d6i thanh dau X va thong bao s& hién thi trong khu vuc
Messages (Thong bao) cua cira sd Kiém tra trang thai (Check Status) (xem Hinh 9-43).
Lién hé v6i quan tri vién may chu cua ban dé thiét 1ap lai két ndi.

g GeneXpert® Dx System ‘ == %l
i User Data Management WRsports Sempiuaintenance 3 Abou{ User Administration Usef
Wi el ~ J T
M B B @ B B B
(%] e bea e 9
Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules : Tests Since Launch
Module Sample Remaining Sample Mod Error Start
Siamn Assay ‘ D Progress Status ‘ Sestaanol|’ D e User Result Assay | Status status Date
A1 | Available SD142231 |A1 Detail User |ERROR Xpert BC... |Aborted Error  |12/09/20 12..
A2 J Available 21SD142231 |A1 Detail User |NEGATIVE |XpertCDI...Done |OK 12i09/20 12:.
A3 Available
Ad Available
P
Messages:
ost-run analysis error during test at A1:
017: [BCR-ABL] probe check failed. Probe check value of 0 for reading number 2 was below the valid level of 5 at 12/09/20 12:43:51
Po n analysis error during test at A1:
Error 5017: [ABL] probe check failed. Probe check value of 0 for reading number 2 was below the valid level of 5 at 12/09/20 12:43:51
Hostis disconnected at 12/09/20 12:45:22.

Hinh 9-43. Ky hiéu nat Kiém tra trang thai dwoc thay déi thanh X va thong bao hién thi
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9.19.3.2 B dém giao tiép may chu

Néu giao tiép giita GeneXpert Dx system va may chu bi cham thi ¢6 thé bo dém giao
tiép da ddy dit liéu. Khi bo dém giao tiép ddy 75% trd 1én, hé thdng s& dung tai 1én két
qua va canh bao ngudi dung trén man hinh Kiém tra trang thai (Check Status).

Khi ban nhip vao nut Tai két qua lén (Upload Result) trong man hinh Xem két qua
(View Results) trudc khi két ndi may chu dugc thiét 1ap hodc khi bo dém giao tiép
da day, hop thoai Tai két qua 1én may chu (Upload Result To Host) xuét hién. Xem

Hinh 9-44.

Upload Result To Host

S

© @ . Hostis disconnected or communication buffer is almost full.

Cannot upload result.

9.19.4

Hinh 9-44. Hop thoai Tai két qua Ién may chu

Khac phuc sw ¢ giao dién LIS

Bang 9-9 1iét ké cac van d& c6 thé xdy ra voi ciu hinh hé thong ma ban c¢6 thé gip phai.
Dé lién hé voi bo phan Cepheid Technical Support, hiy xem phan Hd tro k¥ thuat trong
Loi noi dau dé biét thong tin lién he.

Bang 9-9. Van dé cau hinh hé théng

Van dé

Nguyén nhan

Giai phap

Khéng thé& chinh stra ma xét nghiém
cho cac phién ban ci cliia mot xét
nghiém. Néu Quan trj vién LIS cap nhat
ma xét nghiém, ma xét nghiém mai
sé chi ap dung cho phién ban xét
nghiém mai.

Nang cap xét nghiém I1&n phién ban
mai.

Thay ddi ma xét nghiém trwéc khi nang
cAp xét nghiém.

Tai két qua xét nghiém I&n v&i Tén hé
thdng trung Iap; khéng thé cho biét
may nao cé két qua.

Tén hé théng trung 1ap.

+  Tén hé théng phai la duy nhét.

+  Giao dién LIS dé kiém tra tén hé
thédng may bi tring 14p.

+  Quan trj vién may chai LIS kiém
soat qua trinh xac dinh tén hé
théng.

L&i ngwoi dung khi chon xét nghiém khi
xac dinh cac ma xét nghiém.

L&i ngudi dung khi chon xét nghiém.

Quan trj vién LIS d&t ciu hinh ma xét
nghiém chinh xac; vi du: ma CPT
cho xét nghiém hoac tén xét nghiém
viét tét.
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Bao dwdng va bao tri
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A Tham khao nhanh

Phu lyc nay cung cap thong tin tham khéo nhanh vé cic menu va Iénh ctia phan mém.

Trong cira s6 Hé thong GeneXpert Dx, cic menu nhu sau:
. Bang A-1, Ngudi dung

. Bang A-2, Quan ly dir li¢u

. Bang A-3, Bao céo

«  Bang A-4, Thiét lap

. Bang A-5, Gioi thiéu

. Bang A-6, Tao xét nghiém

. Bang A-7, Ngung xét nghi¢m

. Bang A-8, Xem két qua

. Bang A-9, Binh nghia xét nghiém
. Bang A-10, Bao tri

Bang A-1. Ngwe¢i dung

Lénh Mb ta

Dang nhap (Login) Dang nhap vao tai khodn GeneXpert Dx system cla ban.
D&i mat khau Thay ddi mat khau cla ban.

(Change Password)

DBé&ng xuét (Logout) Dé&ng xuét ban khai tai khodn GeneXpert Dx system cuta ban.
Thoat (Exit) Thoat khéi phdn mém GeneXpert Dx system.

Bang A-2. Quan ly div liéu

Lénh Mo ta

Lwu trlr xét nghiém Lwu trlr cac xét nghiém ban chon.
(Archive Test)

Truy xuét xét nghiém Chon cac xét nghiém ban muén truy xuét.
(Retrieve Test)

Huwoéng dén van hanh Hé théng GeneXpert Dx
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Tham khao nhanh

Bang A-3. Bao cao

Lénh Mo ta

B&o cao mau bénh phdm Hién thi tbng quan vé két qua xét nghiém cho mau bénh phdm da chon
(Specimen Report) trong co’ s& di liéu.

Bao cao bénh nhan Hién thi két qua xét nghiém cho cac mau ctia mot bénh nhan theo
(Patient Report) ID bénh nhan trong co s& di liéu.

Bao cdo xu huwéng kiém Hién thj va in cac bao cdo xu huéng ngoai kiém.

chuén (Control Trend

Report)

Nhat ky hé théng Hié&n thi va in nhat ky 18i mé-dun va ty kiém tra mé-dun.

(System Log)

Bao c4o sb lieu théng ké xét | Hién thi mot bao cao cho thay sé lwong xét nghiém da thwe hién cho

nghiém (Assay Statistics mdi xét nghiém trong mét khodng théi gian véi gia tri phan tich hang
Report) thang.
DPanh gia cai dat Hién thi va in bao cdo danh gia chéat lwong cai dét.

(Installation Qualification)

Bang A-4. Thiét lap

Lénh M6 ta

Quan tri ngwoi dung Thém nguwoi dung, xéa ngwdi dung hodc chinh stra thong tin nguoi
(User Administration) dung.

C4u hinh loai ngwoi ding Chi dinh cac quyén theo loai ngudi dung.

(User Type Configuration)

C4u hinh hé théng Chi dinh tén hé thdng, dinh dang ngay, dinh dang thdi gian va thw muc
(System Configuration) dich cho céac tép xuét, bao co, nhat ky co' s& di¥ liéu. Ban ciing c6 thé

chi dinh cac cai dat hé théng khac.

Chi dinh ky tw cho may Chi dinh mét ID cho méi mé-dun may va may.
(Assign Instrument Letter)

Bang A-5. Gi&i thiéu

Lénh Mb ta

Gidi thiéu vé Hé théng Hién thi ban quyén phan mé&m va sb phién ban.
GeneXpert Dx (About
GeneXpert Dx System)
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Bang A-6. Tao xét nghiém

Lénh Mo ta

Quét ID bénh nhan S dung may quét ma vach dé nhap ID bénh nhan.

(Scan Patient ID)

Quét ID mau S dung may quét ma vach dé nhap ID mau.

(Scan Sample ID)

ID bénh nhéan 2 Phai dwoc nhap thi cong.

(Patient ID 2)

Ho hodc Tén bénh nhan Phai dwgc nhap thi cong.

(Patient Family or Last

Name)

Tén bénh nhan Phai dwoc nhap thi cong

(Patient First Name)

Nhap thd cong S dung d& nhap tha cong ID bénh nhan, ID mau hodc théng tin hop xét
(Manual Entry) nghiém.

Quét ma vach hop xét St dung may quét hodc chon Nhap tht cong (Manual Entry) d& nhap ma
nghiém (Scan Cartridge vach clia hop xét nghiém.

Barcode)

Bét ddu xét nghiém Bat dau xét nghiém.

(Start Test)

Huay (Cancel) Dong hop thoai, bé xét nghiém mai.

Bang A-7. Ngirng xét nghiém

Lénh Mb ta

Chon Dang chay Chon tAt ca cac xét nghiém dang tién hanh.
(Select Running)

B chon tit ca (Deselect All) | X6a tét ca cac lwa chon.

Dwrng (Stop) Dwrng cac xét nghiém da chon.

Huay (Cancel) Dong hop thoai.

Bang A-8. Xem két qua

Lénh Mo ta
Lwu thay dbi Lwu céac thay dbi ban thuc hién trong cac hop ID bénh nhan
(Save Changes) (Patient ID), ID bénh nhan 2 (Patient ID 2), ID mau (Sample ID),

Loai xét nghiém (Test Type), Loai mau (Sample Type), Loai mau khac
(Other Sample Type) va Ghi chu (Notes).

Xuét (Export) Xuét cac két qua da chon sang tép .csv.
Bao cao (Report) Lwu két qua trong tép PDF.
Tai xét nghiém Ién Tai cac két qua da chon lén LIS.

(Upload Test )
Xem xét nghiém (View Test) | Hién thj danh sach cac xét nghiém cé thé xem.
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Bang A-9. BPinh nghia xét nghiém

Lénh Mo ta
Xoa (Delete) Xoa tép dinh nghia xét nghiém (.gxa/.nxa) ban chon.
Di chuyén lén dau Di chuyén xét nghiém hién dwoc chon lén dau danh sach xét nghiém.
(Move to Top)
L6 (Lot) Quan ly cac théng sb cu thé cho 16 ctia dinh nghiia xét nghiém da chon.
Nhap (Import) Nhap mét dinh nghia xét nghiém vao co sé& di liéu.
Bang A-10. Bao tri
Lénh M6 ta
Cong cu bao cao mé-dun Hié&n thi théng tin hiéu chudn quang hoc v& mé-dun clia may.
(Module Reporters)
Bao tri tay day pit tong Ha thap tay day pit tong xy lanh d& vé sinh.
(Plunger Rod Maintenance)
Bao tri van Chtrc ndng nay bj v6 hiéu héa cho tat ca nguwdi dung.
(Valve Maintenance)
Thue hién tw kiém tra Thwe hién tw kiém tra d& kidm tra cac chirc ndng clia hé théng.
(Perform Self-Test)
M& ctra mo-dun hodc M& ctra mo-dun dé& ddy mot hop xét nghiém bi ket ra va cap nhat dinh
cap nhat EEPROM dang I-CORE EEPROM trén cac nén tang.

(Open Module Door or
Update EEPROM)
Lénh Loai trter mo-dun Liét ké (cac) mo-dun la Ba bj vo hiéu hda va ching sé khong dwoc hé
khoi xét nghiém (Exclude thdng st dung dé chay cac xét nghiém.

Modules from Test)
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302-8378-VI, Ban sra d6i C 2023-07



B Thuat ngir

ADF - Tép dinh nghia xét nghiém

ADK - B6 dung cu phat trién xét nghiém
ADS - B6 phat trién xét nghiém

ASK - B6 dung cu hd tro xét nghiém
co s®& — xem mo-dun may.

an két qua — Tinh ning 4n két qua dugc trién khai cho phép khach hang “4n” (giéu)
két qua cta nhimng sinh vat cu thé khoi xét nghiém duoc hd trg dé dap ung cac yéu cau
bao céo két qua cia ho.

cong cu bao cdo — mot thudc nhuém huynh quang duogc sir dung dé phat hién cac
san pham khuéch dai cu the.

diém cubi — chi s6 doc huynh quang cho chu ky cudi ciing ciia mot giao thirc luan
nhiét.

dinh nghia xét nghiém — mét loat cac bude dugce 1ap trinh dé thuc hién céc quy
trinh chuén bi, khuéch dai va phat hién mau.

DMS (Hé théng quan ly dir liéu) — c6 thé 1a mot hé thdng thong tin quy mé nhod
doc 1ap hodc bd sung mot LIS trong cing mot co so. DMS 1a mot tmg dung phdn mém
xtr ly viéc nhan, xt 1y va Iuu trir thong tin.

ddi chieng qua trinh xr ly mau (SPC) — mau ching giup dam béo rang miu duoc
xtr Iy ding cach. Pbi ching qua trinh xir Iy mau duge xir Iy v6i mau va duoc phat hién
bang PCR.

ddi chipng ndi sinh — mot miu chimg (gen) tir mau xét nghiém duogc sir dung dé
chuan hoa cac dich va/hodc gitip ddm bao ring di mau duoc sir dung trong xét nghiém.

dworng cong chinh — biéu d6 huynh quang so véi sé chu ky. Puong cong sinh
truong theo thoi gian thyuc phai c6 ba giai doan riéng biét: duong co so, tuyén tinh log va
6n dinh. Sy gia ting huynh quang ty 18 thuin vé6i luong san phdm khuéch dai dugc tao ra
va c6 thé duoc sir dung dé xac dinh ngudng chu ky.

dworng cong khuéch dai — biéu d6 v& sé chu ky PCR so v6i huynh quang dugc
phat hién. Pudng cong khuéch dai theo thoi gian thuc co ba pha riéng biét: duong co so,
tuyén tinh log va én dinh. Sy gia ting huynh quang ty 1& thudn voi lwong san phdm
khuéch dai duge tao ra va c6 thé duoc sit dung dé xac dinh nguong chu ky.

giam bét div liéu —  qua trinh trong d6 hé thong phan tich dir liéu tho dua trén cac cai
dat trong dinh nghia xét nghiém de xac dinh két qua xét nghiém.

giao thirc — mot 1énh xét nghiém xac dinh cac thong sb thu thap dit liéu quang va
luan nhiét cho mot xét nghiém.
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Thuat ngiv

khép dwong cong — xéc dinh duong cong phi hop voi mot bd cac diém dit lidu cu
thé trén biéu do.

kiém tra doan do — mot giai doan trong qua trinh xét nghiém dé kiém tra sy hién
dién va tinh toan ven cua cic doan do duoc danh dau.

LIS (Hé théng théng tin phong xét nghiém) — 14 mot ing dung phan mém xir Iy
vi€c nhan, xu Iy va luu trit thong tin dugc tao ra bdi cac quy trinh cua phong xét nghiém
y khoa. Céc hé thdng nay thuong phai giao tiép v6i cac may va hé théng thong tin khac,
chang han nhu hé thong thong tin bénh vién (HIS). LIS 1a mot tng dung c6 kha ning
cau hinh cao, dugc tuy chinh dé tao diéu kién st dung nhidu mé hinh quy trinh cong
viéc trong phong xét nghiém.

loai xét nghiém — miu duoc chi dinh 13 mau bénh phim, chudn dwong hoic chuin
am trong xét nghiém.

mo-dun — xem mo-dun may.

mo-dun may — mot bd phan phan cing riéng 1é trong d6 cac giao thirc truyén dich va
luan nhiét s& xay ra. Mdi mo-dun bao gom mot khoang dé giit hop xét nghiém, mot bo
dan dong xy lanh, mot bd dan dong van, mot dau do siéu &m va mot mo-dun I-CORE.

ngwdng chu ky (Ct) — chu ky déu tién trong d6 huynh quang dat ngudng duogc chi
dinh. C6 thé xac dinh Ct bang cach phan tich dudng cong sinh truong (Pudng cong
chinh) hodc dudng cong sinh trudng phai sinh thir hai (Phai sinh tha 2).

nhap tha cdng — nhip dir liéu vao trudng bang ban phim. Mot sb truong dua ra lya
chon gitra vi€c quét dir li€u hoac nhap dir liéu theo cach thi cong, che“ing han nhu ID
bénh nhan hodc ID mau.

nhat ky hé théng — bio céo van dé ty kiém tra mo-dun may va 15i.

noi kiém (IC) — mau ching giup xac minh hiéu suit cta cac thudc thir PCR va sy
vang mit cua trc ché dang ké co thé ngan PCR khuéch dai.

tép .gxal.nxa — mot t€p dinh nghia xét nghiém.

tép .gxrl.nxr — tép thong s6 cu thé cho 16.

tép .gxx/.nxx — tép luu trit chira nhiéu xét nghiém.

thong sé cu thé cho 16 (LSP) — thong tin vé 16 thudc thir ma mot sb dinh nghia xét
nghiém yéu cau dé xac dinh két qua xét nghiém. Céc théng sb cu thé cho 16 dugc bao
gdm trong ma vach 2D ctia hop xét nghiém GeneXpert va trong cac tép thong sb cu thé
cho 16 (.gxr/.nxr).

xét nghiém — quy trinh phong xét nghiém dugc sir dung dé xac dinh sy hién dién cua
mdt chat va do lugng chat d6. Trong phin mém GeneXpert Dx system, xét nghiém la
ban ghi vé cach xir Iy miu bénh pham. Ban ghi bao gdbm ID mé-dun méy, thong tin xét
nghiém, ID mau, loai xét nghiém va ghi chi vé xét nghiém.
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C Hwéng dan cau hinh quoc té cho phan mém
GeneXpert Dx

C.1 L&imé dau
Phuy luc ndy cung cip hudng dan dé dit cau hinh phan mém GeneXpert Dx hién thi bang

ngdn ngit khong phai tiéng Anh. Hudng din ciing duoc cung cip dé dit cau hinh mot
ban phim va may quét ma vach khong phai tiéng Anh.

Hay st dung tai liéu nay dé cai dat phan mém GeneXpert Dx mé&i. P6i véi cac cai dat phan
mém hién cé, GeneXpert Dx system cin dwoc cau hinh sin cho cac cai dit ngén ngiv chinh

Quan trong Xac roi. Viéc cai dat ban cap nhat phan mém GeneXpert Dx sé khong lam thay dbi cac cai dit
nay. Néu ban can tro giup, hay lién hé véi bd phan Cepheid Technical Support. Xem phan H6
tror ky thuat trong L&i néi dau dé biét théng tin lién hé.

Thong tin trong tai lidu nay chi 4p dung dé dat ciu hinh GeneXpert Dx system cho ngén
ngit khong phai tiéng Anh.

Phan mém GeneXpert Dx phién ban 6.5 hd tro' cac hé didu hanh Windows 7 va Windows 10. Néu
Lwuy ban can bét ky sw hd tro ndo, vui long lién hé véi trung tam Cepheid Technical Support & khu vuc
clia ban.

C.2 Tom tat

Hb trg qudc t& hoa da dugc thém vao ban phat hanh phin mém GeneXpert Dx bat dau
v6i phién ban 4.4 tré 1én. Nhimg hé théng cap nhat 1én GeneXpert Dx phién ban 6.5 tir
céc ban phat hanh trude d6 can phai thuc hién cac budce bd sung khong can thiét trén cac
hé thdng duoc cai dat GeneXpert Dx phién ban 4.4 tro 1én:

. Dit cau hinh cai dit ngdn ngit Windows
«  Dat cdu hinh ban phim

. Dit cdu hinh may quét ma vach

C.3 Trw&c khi ban bat dau

Pam bao rang ban da thoat hodc déng tat ca cac tmg dung.
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Hwéng dan cau hinh quéc té cho phan mém GeneXpert Dx

C.4 Cau hinh Windows

Phén nay cung cap thong tin vé cdu hinh cai dit ngdn ngit, ban phim va bd cuc ban phim
trén man hinh chao mung cho Windows.

Déi véi mbi tai khodn ngudi dung Windows trén hé thdng, hay thwe hién cac quy trinh trong

Luuy Phin C.4.1, Phan C.4.2 va Phan C.4.3.

C.41 Cai dat ngén ngir

Cai dat Dinh dang va Ban phim phai khép v6i nhau dé chay phan mém GeneXpert Dx.
Két hop ngdn ngit va ban phim hop 1¢ cho Windows 1a:

Pinh dang Ban phim
English (United States) English (United States) — US
Chinese (Simplified, PRC) Chinese (Simplified) — Microsoft Pinyin New Experience Input Style

French (France) French (France) — French

German (Germany) German (Germany) — German

Italian (Italy) Italian (Italy) — Italian

Japanese (Japan) Japanese (Japan) — Microsoft IME
Portuguese (Portugal) Portuguese (Portugal) — Portuguese

Russian (Russia) Russian (Russia) — Russian

Spanish (Spain) Spanish (Spain, International Sort) — Spanish

. Déi v6i Windows 7, hay xem Phan C.4.1.1, Dt cdu hinh cai dat ngon nglr
Windows 7.

. DPdi voi Windows 10, hay xem Phan C.4.1.2, Dit ciu hinh Cai dat ngon nglr
Windows 10.

C.4.1.1 Dat cau hinh cai dat ngén ngir Windows 7
1. Ding nhap vao Windows 7 bang tai khoan ngudi dung Cepheid-Admin néu chua
dang nhap. Hay xem Phan 5.2, Bit dau.
2. Néu phan mém GeneXpert Dx khoi dong, hiy thoat khoi phan mém.
3. Mo& Bang diéu khién (Control Panel). Pam bao rang Ché d6 xem theo (View by):
dugc dat thanh Danh muyc (Category) roi nhap vao Déng hd, Ngén ngir va Khu
vuwe (Clock, Language, and Region) (xem Hinh C-1).
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Hwéng dan ciu hinh quéc té cho phan mém GeneXpert Dx

M

(53 » Control Panel »

Adjust your computer’s settings

System and Security
Review your computer's status
Back up your computer

View by: “Category ¥

User Accounts and Family Safety
& Add or remove user accounts
@' Set up parental controls for any user

Find and fix problems

! Appearance and Personalization

Network and Internet 5, Change the theme
&I Connect to the Internet Change desktop background
- View network status and tasks Adjust screen resolution

Choose homegroup and sharing options

l
Clock, Language, and Region
, / Hardware and Sound $ Tt = i
@‘ View devices and printers - ange keyboards or other input methods
Add a device

#\ Ease of Access
Connect to a projector <\) Let Windows suggest settings

Adjust commonly used mobility settings Optimize visual display

= Programs
h" Uninstall a program

Hinh C-1. Cira s4 Bang diéu khién

4.  Cira s6 Dong hd, Ngon ngir va Khu vyc (Clock, Language, and Region) xuat hién
(xem Hinh C-2). Nhap vao Khu vire va Ngén ngir (Region and Language).

9 » Control Panel » Clock, Language, and Region v |9 W Search Control Panel yeol
— it i et

Control Panel Home Date and Time

Setthetime and date | Changethetimezone | Add clocks for different time zones

System and Securi
g Yy Add the Clock gadget to the desktop

Network and Internet

Region and Language
Change location | Change the date, time, or number format | Change keyboards or other input methods

Hardware and Sound
Programs
User Accounts

Appearance and
Personalization

Clock, Language, and Region

Ease of Access

Hinh C-2. Clra s6 Pong hd, Ngén ngir va Khu vwc

5. Cira s6 Khu vuc va Ngon ngit (Region and Language) xuét hién. Xem Hinh C-3.
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Hwéng dan cau hinh quéc té cho phan mém GeneXpert Dx

||| Fomats agation | Keyboards and [ Administrative |

Format:
English (United States) i~

Date and time formats

ﬂ Short date: [Mld/yyyy v] ‘

Long date: (dddd, MMMM dd, yyyy -

Short time: [h:mm tt v]

Long time: [h:mrmss tt ']

First day of week: [Sunday V]

What does the notation mean?

Examples

Short date: 2/11/2019

Long date: Wednesday, February 11, 2019

Short time: 10:42 AM ‘
‘ Long time: 10:42:16 AM

Additional settings...

Go online to learn about changing languages and regional formats
' ok J [Ccanca ][ zoov JI

Hinh C-3. Clra sé Khu vic va Ngén ngir—Tab Dinh dang

6. Hop tha xudng Dinh dang (Format) da chon English (United States). Nhip vao
trinh don tha xu6éng (xem Hinh C-3 va Hinh C-4) liét ké cac lya chon ngdn ngit co
san. Cudn danh sach dé tim ngdén ngit mong mudbn va chon myc nhap do.

Fomats | Location | Keyboards and Languages | Administrative | |

Format:

English (United States) -
English (Zimbabwe)

Estonian (Estonia)

Faroese (Faroe Islands) I
Filipino (Philippines)
Finnish (Finland)

French (Belgium)
ch (Canada)
French (France)

French (Luxembourg) i
French (Monaco)
French (Switzerland)
Frisian (Netherlands)
Galician (Galician)
Georgian (Georgia)
German (Austria)
German (Germany)
German (Liechtenstein)
German (Luxembourg)
German (Switzerland)
Greek (Greece)
Greenlandic (Greenland)
Gujarati (India)

Hausa (Latin, Nigeria)
Hebrew (Israel)

|__Hindi (India) | |
Hungarian (Hungary) 1
Icelandic (Iceland) )
Igbo (Nigeria)

Hinh C-4. Man hinh Khu vwec va Ngén ngir—Menu tha xudng

5 =
v 4
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Sau khi chon ngdn ngit méi, danh sach tha xudng s& dong lai va ngdn ngir méi duogce
chon s& xuét hién trong hop tha xuéng DPinh dang (Format). Trong vi du minh hoa,
Phap (French) dugc chon. Man hinh Khu vuc va Ngon ngir (Region and Language)
lac nay sé& hién thi Tiéng Phap (Phap) (French (France)) trong hop tha xudng Pinh
dang (Format) (xem Hinh C-5).

Formag | Location | Keyboards and Languages | Administrative |

Format:

[§French (France) v]

Date and time formats

| Short date: [dd/MM/yyyy ']
Long date: | dddd d MMMM yyyy -
Short time: [HH:mm ~|
Long time: HH:mm:ss ~|
First day of week: [lundi ~|

What does the notation mean?

Examples

Short date: 11/02/2019

Long date: mercredi 11 février 2019
Short time: 10:45

Long time: 10:45:01

Additional settings...

Go online to learn about changing languages and regional formats

ok J[ Concsl J[ ooy |

Hinh C-5. Man hinh Khu vipc va Ngon ngir—Ngén ngir méi hién thi

C.4.1.2 Dat cau hinh Cai dit ngdn ngir Windows 10

1. Ding nhap vao Windows 10 bang tai khoan ngudi dung Cepheid-Admin néu chua
dang nhap. Hay xem Phéan 5.2, Bat dau.
2. Néu phan mém GeneXpert Dx khoi dong, hiy thoat khoi phan mém.
E 3. Nhip vao biéu twong Bat dau Windows (Windows Start) va chon Cai dat
(Settings) tir menu. Cira s6 Cai dat Windows (Windows Settings) hién thi.
Xem Hinh C-6.
4. Trén ctra s6 Cai dat Windows (Windows Settings), hdy nhap vao Th&i gian va Ngén
ngi¥ (Time and Language) (xem Hinh C-6).
5. Nhip vao Khu virc & Ngon ngi (Region & Language) hoic Ngén ngir
(Language) trén bang bén trai.
Huwéng dan van hanh Hé thong GeneXpert Dx C-5
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Settings

Cortana

Cortana language, permissions

Windows Settings

L_e‘ Devices D Phone
Accounts Q) Time & Language
R e BE
work, family
Privacy N Update & Security

@ Network & Internet

@ Personalization

(L Easeof Access
o Narrator, magnifier, high

@ (?aming

Hinh C-6. Ctra s6 Cai dat Windows 10

6. Trong phan Ngon ngit (Languages) cua cira so ndy, hdy chon ngdn ngit mong mudn

tor menu tha xuong.

7. Khdi dong lai may tinh dé ap dung céc thay doi.

C.4.2 Ban phim

Néu mot ban phim USB khong phai tiéng Anh duge cung cip cting v6i may tinh
Windows 7, hiy thao ban phim USB tiéng Anh hién c6 va cam ban phim USB khéng
phai tiéng Anh méi vao méy tinh rdi dinh cdu hinh méy tinh ctia ban nhur dwoc mé ta

bén duoi.

Néu mot ban phim USB khong phai tiéng Anh duge cung cip ciing v6i may tinh
Windows 10, hiy thio ban phim USB tiéng Anh hién c6 va cidm ban phim USB khong
phai tiéng Anh méi vao may tinh. Khong can céu hinh.

Dit cau hinh ban phim Windows 7

1. Trén man hinh Khu vuc va ngdn ngit (Region and Languages), hdy nhp vao tab
Ban phim va Ng6n ngir (Keyboards and Languages) (xem Hinh C-7).

C-6

Huwoéng dan van hanh Hé thong GeneXpert Dx
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Format:

|IFrench (France) i v]

Date and time formats

Il | snort date | dd/MM/yyyy = ||
Long date: | dddd d MMMM yyyy -
Short time: [HH:mrn ']
Long time: [HH:mm:ss ']
First day of week: |lundi -
What does the notation mean?

Examples

Short date: 11/02/2019

Long date: mercredi 11 février 2019
Short time: 10:45

Long time: 10:45:01

[ Additional settings... ]

Go online to learn about changing languages and regional formats

ok J[ Concel |[ sopy |

Hinh C-7. Cira s6 tha xuéng Khu vwc va Ngon ngir

2. Khi tab Ban phim va Ngon ngit (Keyboards and Languages) xuat hién, hay nhap vao
nat Thay déi Ban phim...(Change Keyboards...) (xem Hinh C-8). M6t cira s6 16p
phii xut hién, liét ké cac Dich vu di cai ddt (ban phim ngdn ngit kha dung).

V_, Text Services and Input Langu_a_ges E
|| [ Fomats [ Location ds and L | Administratve | ! General | Language Bar | Advanced Key Settings |
Keyboards and other input languag Default input language
To change your keyboard or input langUtaa click Change keyboards. SeledoneofAthe installed input languages to use as the defautt for all input
fields.
| N 2
How do I change the keyboard layout for the Welcome screen? cu,a SO _> [E’w‘ (United States) - US v]
| | 1&p phu
Installed services
Select the services that you want for each input language shown in the list.
Use the Add and Remove buttons to modify this list.
\ ] Engien (Unted Sates)
= US
Remove
Propetties
Move Up
Move Down
How canlinstall additional languages? ‘
ok J ([ Coos ][ toob ] ok [ Concd J[ oo
Hinh C-8. Man hinh Khu vwc va Ngon ngiv, Dich vu van ban va Ngoén ngir nhap
Huwéng dan van hanh Hé thong GeneXpert Dx c-7
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3. Néu c6 ngdn ngit mong mudn trong hdp Dich vu da cai dit (Installed Services),
hay chuyén téi Budc 8.
Néu khong c6 ngdn ngit mong mudn trong hop Dich vu da cai dat (Installed
Services), hay nhap vao nat Thém (Add) (xem Hinh C-8).

4. Trén cira s6 Thém ngdn ngit nhap (Add Input Language), sit dung menu tha xubng
dé chon t6 hgp Ngon ngit (Qudc gia) mong mudn, nhip vao + bén canh Ngon ngit
(Quéc gia) d6, roi nhip vao + bén canh Ban phim (Keyboard) (xem Hinh C-9).

= At Langenoe o — ] = At Langenoe
Select the language to add using the checkboxes below. oK Select the language to add using the checkboxes below. oK |
- French (Belgium) - +-French i ~ = =
& French (Cmada) vt
| 65 French (France) [ preview... EJ-French (France) [ preview...
- French (Luxembourg) ) 1 i Keyboard - )
X N ) French (Monaco) [#)- Other
Nhap vao §)- French (Switzerland) - end1 (Luxembourg)
(IRl bén ) Frisian (Netherlands) = [#-French (Monaco) |§
h x 3} Gaician(s(alidan)) . (- French (Switzerland)
can uoc - Georgian (Georgia] A X (- Frisian (Netherlands)
: q 6 German (Austria) N!:'ap Yao (3 Galican (Galician)
gia mong hop bén (- Georgian (Georgia)
A ' N (- German (Austria)
muédn canh ban - German (Gemmany)
, X (- German (Liechtenstein)
phlm quoc (- German (Luxembourg)
i 3 (- German (Switzerland)
gla da (- Greek (Greveﬂce)
chon - Greenlandic (Greenland) | -
< m »
Hinh C-9. Man hinh Thém ngén ngi¥ nhap vé&i Tiéng Phap dwoc chon (Vi du)
5. Sau khi chon ban phim méi tuwong Gng véi ngdn nglr da chon trong Hinh C-9,
menu tha xudng s€ xuat hién bén dudi ban phim da chon (xem Hinh C-10).
_
e A Tnput Language
Select the language to add using the checkboxes below.
(¢ French (Belgium) -
B rench (Canod)
(- French (Luxembourg)
[#-French (Monaco)
- French (Switzerland)
[#-Frisian (Netherlands)
- Galidan (Galidan)
(- Georgian (Georgia)
(- German (Austria)
(- German (Germany)
[#- German (Liechtenstein)
[#- German (Luxembourg) v
< m ] »
Hinh C-10. Ctra s Thém ngdn ngi¥ nhap vé&i tat ca cac muc nhap
c-8 Huwoéng dan van hanh Hé thong GeneXpert Dx
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6.  Chon tir cac lra chon duoc trinh bay bang cach nhip vao hop tréng & bén trai cua
muc nhap mong mudn va ddu kiém s& xuit hién cho muc nhép do. Nhép vao nut OK
dé thém ngdn ngit di chon. Cira s Thém ngdn ngit nhap (Add Input Languages) nay
dong lai, dua ban quay lai man hinh Dich vy van ban va Ngon ngit nhap (Text
Services and Input Languages).

7. Nhip vao tab Chung (General) (xem Hinh C-11) va sir dung hop co thé cudn trong
phan Dich vu d cai dit (Installed services) dé chon ban phim mong muén (méi) va
nhip vao nit OK.

P - — r Al
we Text Services and Input Languages u

Default input language

Select one of the installed input languages to use as the default for all input
fields.

[French (France) - French v

Installed services

Select the services that you want for each input language shown in the list.
Use the Add and Remove buttons to modify this list.

E_ﬂ English (United States)

Remove

Move Up

Move Down

\l ok [CComen ) [ o

Hinh C-11. Man hinh Dich vu van ban va Khu vwc va Ngén ngir—Tab Chung

8. Quay lai tab Ban phim va Ngon ngir (Keyboards and Languages) (xem Hinh C-12)
va nhép vao nit OK dé hoan tat viéc thay d6i ngdn ngit ban phim.

Huwéng dan van hanh Hé thong GeneXpert Dx
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5 Regionsnd Langue

| [ Fommats [ Location | szboafdsmdLanguagesTMr&v’ istrative |

Keyboards and other input languages
To change your keyboard or input language click Change keyboards.

| Change keyboards...

How do I change the keyboard layout for the Welcome screen?

How can I install additional Ianqu%
| ) (o) Lo )

Hinh C-12. Man hinh Khu vwc va Ngon ngir—Tab Ban phim va Ngén ngir

9.  Dong cira s Bang diéu khién (Control Panel) va ding xuat khoi may tinh.

C.4.3 B6 cuc ban phim man hinh Chao mirng

«  Ddi v6i may tinh Windows 7, hdy thuc hién quy trinh bén du6i dé dit cau hinh bd
cuc ban phim trén man hinh Chao mung (Welcome) cho ban phim khong phai
tiéng Anh.

. béi voi may tinh Windows 10, ban khong can dat cau hinh.

Dit cau hinh bé cuc ban phim man hinh Chao mirng Windows 7

Thuc hién quy trinh nay dé cho phép chuyén déi bd cuc ban phim di dit ciu hinh trén
man hinh dang nhap Windows 7.

1. Diang nhap vao Windows 7 v6i tu cach Cepheid-Admin, néu chua ding nhap.
2. Néu phan mém GeneXpert Dx khoi dong, hiy thoat khoi phan mém.

3. Md Bang diéu khién (Control Panel), roi nhp vao Boéng hd, Ngon ngir va Khu vwe
(Clock, Language and Region) (xem Hinh C-13).

c-10 Huwoéng dan van hanh Hé thong GeneXpert Dx
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Kol 5 » Control Panel

Adjust
¢
&

)
Ll
-

»
your computer’s settings

System and Security
Review your computer's status
Back up your computer

Find and fix problems

Network and Internet

Connect to the Internet

View network status and tasks

Choose homegroup and sharing options

, / Hardware and Sound

|Search Control Panel

View by: Category ¥

User Accounts and Family Safety
& Add or remove user accounts
@ Set up parental controls for any user

Appearance and Personalization
Change the theme

Change desktop background

Adjust screen resolution

Clock, Language, and Region

T &

1 View devices and printers Change keyboards or other input methods
Add a device

Connect to a projector
Adjust commonly used mobility settings

- Programs
h D) Uninstall a program

)
)

Ease of Access
Let Windows suggest settings
Optimize visual display

Hinh C-13. Cilra s4 Bang diéu khién

4.  Cira s6 Dong hd, Ngon ngir va Khu vyc (Clock, Language, and Region) xuat hién
(xem Hinh C-14). Nhip vao Khu vwec va Ngén ngir (Region and Language).

-

K5.J5 @ » ControlPanel » Clock, Language, and Region > Search Control Panel 0

Control Panel Home

Date and Time

Setthetime and date | Change the timezone | Add clocks for different time zones

System and Securi
£ oy Add the Clock gadget to the desktop
Network and Internet s
Hardware and Sound ReQIO" and Language
Change location Change the date, time, or number format | Change keyboards or other input methods
Programs

User Accounts and Family
Safety

Appearance and
Personalization

e Clock, Language, and Region

Ease of Access

Hinh C-14. Ctra s6 Ddong hd, Ngon ngiv va Khu vwc

5. Man hinh Khu vyc va Ngon ngir (Region and Language) xuét hién (xem Hinh C-15).

Huwéng dan van hanh Hé thong GeneXpert Dx c-11
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||| Fomats on | Keyboards and L [ Administrative |

Format:
English (United States) i~

Date and time formats

! Short date: [Mld/yyyy v] ‘
|| ' Long date: (dddd, MMMM dd, yyyy -

Short time: [h:mm tt v]

Long time: [h:mrmss tt ']

First day of week: [Sunday V]

What does the notation mean?

Examples

Short date: 2/11/2019
“ Long date: Wednesday, February 11, 2019

Short time: 10:42 AM |
‘ Long time: 10:42:16 AM |

Additional settings...

Go online to learn about changing languages and regional formats

ok J[ canced J[ 2oy |

Hinh C-15. Ctra sb tha xuédng Khu vwc va Ngon ngir—Tab Dinh dang

6. Nhap vao tab Quan tri (Administrative). Tab Quan tri (Administrative) xuat hién
(xem Hinh C-16).

(& Region and Languag
I [ Fommats [ Location | Keyboards and Languages | Administative | ||

Welcome screen and new user accounts

View and copy your international settings to the welcome screen, system
accounts and new user accounts.

) Copy settings...

Tell me more about these accounts

Language for non-Unicode programs
This setting (system locale) controls the language used when displaying
text in programs that do not support Unicode.
Current language for non-Unicode programs:

English (United States)

’ @) Change system locale...

What is system locale?

ok [ Concsl || son

Hinh C-16. Man hinh Khu vwc va Ngon ngir—Tab Quan tri

Huwoéng dan van hanh Hé thong GeneXpert Dx
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Trén tab Quan tri (Administrative), hiy nhip vao nut Sao chép cai dat...
(Copy settings....).

Man hinh Chao mirng (Welcome) va man hinh cai dat tai khoan nguoi dung méi
xudt hién (xem Hinh C-17).

[ & Welcome screen and new user accounts settings ﬂ
- e .

\ The settings for the current user, welcome screen (system accounts) and new
N\ user accounts are displayed below.

urrent user

Display language: English
Input language: English (United States) - US
Format: English (United States)

Location: United States

Display language: English
Input language: English (United States) - US
\ Format: English (United States)

Location: United States
ew user accounts

Display language: English

Input language: English (United States) - US
Format: English (United States)
Location: United States

A

y your current settings to:
Welcome screen and system accounts

[7] New user accounts

The new user accounts display language is currently inherited from the
welcome screen display language.

|I ok | [ Cancel |

Hinh C-17. Man hinh Chao mirng va man hinh cai dat tai khoan ngw®i dung méi

9.  Xac minh ring cac truong Dinh dang (Format) khép voi ngdn ngir dugc chon trong
Phan C.4.1, va cac trudng Ngon ngit nhap (Input Language) khop véi ngon ngi
duogc chon trong Phan C.4.2 (xem Hinh C-17).
10.  Chon hop kiém Man hinh Chao mirng va tai khoan hé théng (Welcome screen
and system accounts).
11.  Khi ban di hoan tat, hiy nhip vao nut OK. Cira sé Khu vuc va Ngon ngir (Region
and Languages) xuat hién.
12.  Nhédp vao nat OK dé dong cira s6 Khu vuc va ngdn ngit (Region and Languages).
13.  DPoéng cira so Bang diéu khién (Control Panel).
14. Khdi dong lai may tinh.
Lwuy Cai dat méi sé dwoe ap dung sau khi ban khéi dong lai may tinh.
Huwéng dan van hanh Hé thong GeneXpert Dx c-13
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C.4.4 Man hinh Pang nhap
. Dbi véi Windows 7, hily xem Phan C.4.4.1, Man hinh Dang nhap Windows 7.
«  Ddi voi Windows 10, hily xem Phan C.4.4.2, Man hinh Dang nhap Windows 10.

C.4.41 Man hinh Pang nhap Windows 7

1. Khikhéi dong lai may tinh (sau khi thém xong ngon ngir va ban phim), khi man hinh
dang nhap Windows 7 s& xuat hién, biy gid c6 mot biéu twong hai chir cai & goc
trén bén trai cia man hinh hién thi bd cuc ban phim hién tai (dang hoat dong). Bay
gi0, ban c6 thé thay doi ngén ngit bd cuc ban phim dang hoat dong trén man hinh
nay bang cach nhép vao biéu tugng hai chi¥ cai nay (xem Hinh C-18).

. Windows / Professional

Hinh C-18. Man hinh Ping nhap Windows 7 dang hién thj ky hiéu quéc gia hai
chir cai
2. Nhép vio biéu tuong hai chit cdi va mot menu twong ty nhur hién thi & bén trai trong
Hinh C-19 s& xuét hi¢n.

Huwoéng dan van hanh Hé thong GeneXpert Dx
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v English (United States)

French (France)

Ky hiéu ngén ngir ciing xuat

hién trén thanh tac vu & cudi

man hinh sau khi kh&i dong. Di

chuyén con tr6 qua cac chir cai English (United States)

sé hién thj tén quoc gia/ngén e 1044 al

ngiv déy da. LI |l- = I;J:J |'.:.} .
R o 25012019 |

Hinh C-19. Menu tha xuéng Ngon ngir—Man hinh Chao mirng (Windows 7)

3. Nhip vao bat ky ngdn ngir nao dugc hién thi dé thay dbi ngon ng.

Thay ddi bd cuc ban phim chi 4p dung khi d&ng nhap va khong anh huéng dén phan mém
Lwuy GeneXpert Dx. Néu biéu twong khong ton tai, hodc khong co ngén ngtr mong mubn, hay thuc
hién quy trinh trong Phan C.4.1 d& thém ngdn ng ban phim.

Thao tac nay hoan tit cdu hinh Windows 7. Chuyén dén Phan C.5 dé dit ciu hinh may
quét ma vach.

C.4.4.2 Man hinh Pang nhap Windows 10

1. Khikhdi dong lai may tinh (sau khi thém xong ngén ngit va ban phim), khi man hinh
dang nhap Windows 10 xuét hién, s& c6 biéu twong ba chiv cai & goc dudi bén phai
ctia man hinh hién thi bb cuc ban phim hién tai (dang hoat dong). Bay gio, ban c6 thé
thay d6i ngdn ngit bd cuc ban phim dang hoat dong trén man hinh nay bang cach
nhip vao biéu twong ba chiP cai nay (xem Hinh C-20).

Huwéng dan van hanh Hé thong GeneXpert Dx c-15
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Cepheid-Admin

Cepheid-Admin

Cepheid-Techsupport

Hinh C-20. Man hinh Ding nhap Windows 10 dang hién thi ky hiéu quéc gia ba
chir cai
2. Nhip vao biéu twong ba chit cai va mot menu twong ty nhu hién thi & trén cung trong
Hinh C-21 s& xuét hién.

English (United States)
US keyboard

French (France)
French keyboard

Ky hiéu ngén ngir ciing xuat
hién trén thanh tac vu & cubi
man hinh sau khi khé&i dong. Di
chuyén con tré qua cac chir cai
sé hién thj tén quéc gia/ngon
ngir day du.

English (United States)
US keyboard

French (France)
French keyboard

Language preferences

11:48 AM C‘
1/25/2019

A~ ¥ ) ENG

Hinh C-21. Menu tha xuéng Ngén ngir—Man hinh Chao mirng (Windows 10)

3. Nhap vao bat ky ngon ngit nao duoc hién thi dé thay doi ngon ngit.

Thay dbi bd cuc ban phim chi 4p dung khi d&ng nhap va khong anh huéng dén phdn mém
Lwuy GeneXpert Dx. Néu biéu twong khéng t6n tai, hodc khéng c6 ngén ngir mong mudn, hay thuc
hién quy trinh trong Phan C.4.1 d& thém ngdn ngi ban phim.

Huwoéng dan van hanh Hé thong GeneXpert Dx
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Thao tic nay hoan tit cAu hinh Windows 10. Chuyén dén Phan C.5 dé dit cAu hinh may
quét ma vach.

C.5 Dat cau hinh va kiém tra may quét ma vach
Phai dat cdu hinh va kiém tra may quét ma vach. Tuy thudc vao model may quét, hiy
thuc hién quy trinh phu hop véi may quét ma vach cia ban:
«  Symbol, Model DS6708: Phan C.5.1, Pat cau hinh may quét Symbol Model DS6708
. Zebra Model DS4308-HC: Phan C.5.2, Pit cau hinh may quét Zebra Model
DS4308-HC
C.5.1 Dat cau hinh may quét Symbol Model DS6708
1. Xéc minh nha san xuét va model may quét. May quét phai 1a may quét Symbol
Model DS6708 dé sir dung quy trinh nay. May quét ndy c6 mau xam voi nat quét
mau vang.
May quét ma vach phai la mét may quét Symbol (thwong hiéu), Model DS6708 dé& hé tro cac théng
Lwuy tin nhap quéc t& héa duoc hién thi bén dwdi. Néu may quét 1a may quét Zebra DS4308-HC, hay
xem Phan C.5.2, D&t cAu hinh may quét Zebra Model DS4308-HC.
2. Cim may quét ma vach vao cong USB c6 sin va chd may quét khoi chay (s& c6 mot
chudi tiéng bip).
3. Dit cu hinh may quét ma vach bang cach quét ma vach hién thi trong Hinh C-22
dén Hinh C-26, theo thir tu:
Hinh C-22. Ma vach 1: *Mo6 phéng ban phim HID
Hinh C-23. Ma vach 2: *Ban phim USB tiéu chuan Bac My
Hinh C-24. Ma vach 3: Bat mé phéong ban phim
Huwéng dan van hanh Hé théng GeneXpert Dx c17

302-8378-VI, Ban stva ddi C 2023-07



Hwéng dan cau hinh quéc té cho phan mém GeneXpert Dx

Hinh C-25. Ma vach 4: Bat mé phéng ban phim cé sé 0 dirng dau

Hinh C-26. M4 vach 5: Bat

4. Kiém tra may quét theo quy trinh trong Phan C.5.3, Kiém tra c4u hinh.

C.5.2 Dat cau hinh may quét Zebra Model DS4308-HC

1. Xac minh nha san xuit va model may quét. May quét phai 1a may quét Zebra Model
DS4308-HC dé sir dung quy trinh nay. May quét ndy c6 mau tring va xam véi nat

quét mau lam.

May quét ma vach phai la mét may quét Zebra, Model DS4308-HC dé hd trg cac thong tin nhap

quéc té héa dwoc hién thi bén dudi. Néu may quét 1a may quét Symbol DS6708, Buwdc 2 hay xem

Luuy Phan C.5.1, Dat cAu hinh may quét Symbol Model DS6708. Néu may quét 1a may quét JDK-2201,
hay xem Phan C.5.2, D&t cAu hinh may quét Zebra Model DS4308-HC.
2. Cim may quét mi vach vao cong USB c6 san va chd may quét khai chay (s& c6 mot
chudi tiéng bip).
3. Pit cau hinh may quét ma vach cho ciu hinh qudc té biang cach quét ma vach dugc
hién thi trong Hinh C-27.
Hinh C-27. Ma vach cau hinh quéc té
c-18 Huwoéng dan van hanh Hé thong GeneXpert Dx
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4. Kiém tra may quét theo quy trinh trong Phan C.5.3, Kiém tra c4u hinh.

Néu can dit ciu hinh may quét ma vach trd lai ciu hinh ma vach Bic My, hiy quét ma
vach hién thi trong Hinh C-28.

Hinh C-28. Ma vach cau hinh Bac My

C.5.3 Kiém tra cau hinh

D¢ kiém tra xem cu hinh d4 thanh cng hay chwa, hiy khéi chay phan mém GeneXpert
Dx. Xac minh tirng ngdn ngit bang cach sir dung ma vach dudi day:

Néu b4t ky ma vach nao khéng quét chinh xac, hay rat phich cdm may quét ma vach ra khai
Lwuy may tinh va I&p lai quy trinh cAu hinh, bat du véi Budc 2 trong Phan C.5.1 hodc Budéc 2 trong
Phan C.5.2 va quét lai ma vach dwoc hién thi trong Hinh C-22 dén Hinh C-26.

Tiéng Phap
Chuyén t6i man hinh Tao xét nghiém (Create Test) va quét ma vach hién thi trong
Hinh C-29 khi dugc nhic quét ID mau:

Hinh C-29. Ma vach mau cho tiéng Phap
Xac minh rang truong ID Méu (Sample ID) dugc dién chudi: AaZEaecéE eEIi6Ee.
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Tiéng Y
Chuyén t6i man hinh Tao xét nghiém (Create Test) va quét ma vach hién thi trong
Hinh C-30 khi dugc nhic quét ID mau:

(=] =]
[=] %A

Hinh C-30. Ma vach mau tiéng Y

Xéc minh ring truong ID Mau (Sample ID) duge dién chudi: aééiiioou.
Tiéng Plrc

Chuyén téi man hinh Tao xét nghiém (Create Test) va quét ma vach hién thi trong
Hinh C-31 khi dugc nhéc quét ID mau:

o

O
i
m| gt =

Hinh C-31. Ma vach mau tiéng Dirc

Xac minh rang truong ID Mau (Sample ID) dugc dién chudi: AOBU.

Tiéng B6 Dao Nha

Chuyén t6i man hinh Tao xét nghiém (Create Test) va quét ma vach hién thi trong
Hinh C-32 khi dugc nhic quét ID mau:

Hinh C-32. Ma vach mau tiéng B6 Pao Nha

X4c minh rang trudng ID Mau (Sample ID) duoc dién chudi: 4bécédééocai.
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Tiéng Tay Ban Nha

Chuyén t6i man hinh Tao xét nghiém (Create Test) va quét ma vach hién thi trong
Hinh C-33 khi dugc nhéc quét ID mau:

SB[

||
Hinh C-33. Ma vach mau tiéng Tay Ban Nha

~~~~~

Tiéng Trung

Chuyén t6i man hinh Tao xét nghiém (Create Test) va quét ma vach hién thi trong
Hinh C-34 khi dugc nhic quét ID mau:
O[T

mr

[ |
Hinh C-34. Ma vach mau tiéng Trung
Xac minh rang truong ID Méu (Sample ID) dugc dién chudi: BEMLHE .

Tiéng Nga

Chuyén téi man hinh Tao xét nghiém (Create Test) va quét ma vach hién thi trong
Hinh C-35 khi duoc nhac quét ID mau:

Hinh C-35. Ma vach mau tiéng Nga

Xac minh rang truong ID Mau (Sample ID) dugc dién chudi: MaabuMkoB 1 eBouex .
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Tiéng Nhat

Chuyén t6i man hinh Tao xét nghiém (Create Test) va quét ma vach hién thi trong
Hinh C-36 khi dugc nhic quét ID mau:

Xac minh rang truong ID Mau (Sample ID) dugc dién chudi:

G LT oSSR LI VR THRA~DRS 5 -

C.6 Dinh dang ngay va gi®

Dinh dang ngay va gio ma phin mém GeneXpert Dx sir dung dugc dit ciu hinh
trong man hinh Céu hinh Hé thdng (System Configuration). Dé biét chi tiét, hdy xem
Phan 2.9.2, Ngay va gio dia phuong.
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D Hwéng dan cau hinh ban dau cia Apache
OpenOffice (AOO)

D.1 L¢&i m& dau
Apache OpenOffice (AOO) 1a giai phap ngudn mé thay thé Microsoft Office trén may
tinh khach hang Cepheid va dugc sir dung dé xem, dinh dang va Iuu trir cac t&p .csv.
Khi khéi dong 1an dau, chuong trinh phai duoc cdu hinh dé hién thi dung céc tép .csv.

Phu lyc nay cung cdp hudng dan dé mo va dat cau hinh cic tép .csv dugce tao trén
GeneXpert st dung AOO trén h¢ thong cta ban.

Déi v&i nhivng GeneXpert Dx system st dung phan mém phién ban trwéc ngay 30 thang 11 ndm
2015, Microsoft Excel (mét phan clia phdn mém Microsoft Office) dwoc st dung dé hién thj cac tép
.csv va khdng can cau hinh cho phan mém dé. Néu ban can hd trg, hay xem phan Hb tro ky thuat
trong L&i néi dau dé biét thong tin lién heé.

Lwuy

D.2 CA&u hinh

1. Trong thu muc GeneXpert trén hé thong ctia ban, hiy chuyén dén thu muc Xuat
(Export). Nhap chudt phai vao tép .csv ban mudn mé. Khi menu tha xubng xuat hién,
hay nhip vio Mé& bang (Open with) roi chon OpenOffice Calc. Xem Hinh D-1.

f [E=REEN™)
@U" » Computer » Local Disk (C:) » GeneXpert » export v #,1 f Search export o
Organize v E"‘ Open v Print Burn New folder =~ O @

vl Eavorites Name . Date modified Type Size
Bl Desktop T RF-46-193_#1_2019.02.23 22.53.33 2/23/20135:01 PM _ OpenOffice.org XML 1.0 Spreadsheet 37KB
& Downloads Open
=l Recent Places New
Print
4 Libraries Edit
_" Documents Scan with Microsoft Security Essenti®ig.
@' Music Open with » | 7| Notepad
E Pictures Restore previous versions i’t( OpenOffice Calc
Videos =
Sendto [ & WordPad
1M Computer Cut Choose default program...
&, Local Disk (C:) Copy
« UUI(E)
Create shortcut
4\* Network Delete
Rename
Properties
< n »
RF-46-193_#1_2019.02.23_22.53.33 Date modified: 2/23/2019 5:01 PM Date created: 2/23/2019 4:45 PM
d OpenOffice.org XML 1.0 Spreadsheet Size: 36.3 KB
L 4

Hinh D-1. M& tép .csv dé dat cau hinh AOO (Vi du)
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V A
£5 Welcome to OpenOffice 411 lﬂl_lé
Steps Welcome to OpenOffice 4.1.1
m This wizard will guide you through the registration of OpenOffice.
2.User name Click 'Next' to continue.

Hinh D-2. Man hinh Pang ky AOO
2. Khi khéi dong AOO lan dau, mot man hinh déng ky s& xuét hién. Xem Hinh D-2.

3. Nhap vao Tiép theo (Next) Khi man hinh méi xuét hién, hiy nhép thong tin duoc
yéu cdu (tén va tén ho viét tit), va nhip vao Hoan tat (Finish). Man hinh Nhap vin
ban (Text Import) s& xuét hién. Xem Hinh D-3.

Trong menu tha xuéng Bé ky tw (Character Set):

Dbi voi | ngdn nglt mot byte (tleng Anbh, tiéng Phép, tiéng Tay Ban Nha, tiéng B Pao
Nha, tiéng Y, tiéng Pirc, tiéng Nga), hiy chon Unicode (UTF-8).

Dbi voi ngdn ngit nhiéu byte (tiéng Nhat va tiéng Trung), hiy chon Unicode.
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E=SEEyT—=
e
Character set
Language {Default - English (USA) E”
From row 1 E

Separator options
(©) Fixed width
@ Separated by
[[] Tab [7] Comma [7] Other
| Semicolon Space
| Merge delimiters Text delimiter " E]
Other options
[7] Quoted field as text
["] Detect special numbers

Fields

Standard |Standard |Standard |Standard |Sta «
L, GeneXpert Dx System = !
2 System Name, GeneXpert BC -
iExported Date,03/13/19 14:35:54
iReport User Name, Administration User
]
d
lASSAY INFORMATION =
< ‘-7 B 1 - »

Hinh D-3. Man hinh Nhap van ban, hién thi Cai dat mic dinh
4. Trén man hinh Nhap vin ban (Text Import) mic dinh (xem Hinh D-3), bé chon Dau
cham phay (Semicolon) va Khoang cach (Space).

5. Chon hop kiém 6 bén trai cua truong Dau phdy (Comma) va Trwéng ngoic kép
dwéi dang van ban (Quoted field as text). Xem Hinh D-4.
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Import

Character set
Language
From row

Separator options
©) Fixed width
@) Separated by

([ Tab

[7] Semicolon

|Unicode

-]

|Default - English (USA)

[=]

1 o

X} Comma

[7] Space

[7] Other

[7] Merge delimiters

Text delimiter

her options
Quoted field as text

["] Detect special numbers

[ [

|Standard

Fields

Column type

Standard

[st [

GeneXpert Dx System
GeneXpert PC
02/20/19 09:59:05
<None>

System Name
Exported Date
Report User Name

ASSAY INFORMATION
Assay

Xpert MRSA

[l =]l n]~

m

m

Hinh D-4. Man hinh Nhap van ban vé&i cac cai dat méi dwoc chon

6. Sau khi lua chon, hay nhép vao OK. Tép .csv s& hién thi. Xem Hinh D-5.

7. Sau khi t8p mo ra, hdy nhap vao goc trén bén trai cua bang tinh dé danh diu tit ca

cac 0, nhu minh hoa trong Hinh D-5.
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<) D5348710_2015.02.24 ¢

Eile Edit View Insert Format Tools

2B e DRER YE KE®H - D

Data Window Help

BNN by #CEER O [

PRI [<] 0 [-] B FU == B o % YW ess 0-2-4A-
aamnoesze  [-] & E = | Properties xN=
| | | | | - | B Text =) | &
{  lGeneXpertDx System B o
GeneXpert PC [][1o [=] %
Exported Date 02/24/19 08:35:07 - »
7 Report User Name Administration User | B S U~k KIS
V","
- A-
ASSAY INFORMATION @&
2 Assay Xpert CT_NG El Alignment =
3 Assay Version 3 = === (= _ A
Assay Type In Vitro Diagnostic = =
|Assay Disclaimer For In Vitro Diagnostic Use Only. )
Left indent: ] Wrap text
opt M I
Analysis Settings i 1 Merge cells
Sample ID DS348710 | VERCETEE L
Patient ID 2376540987123 i 0a & i
Assay Xpert CT_NG egrees
Assay Version 3 [] Vertically stacked
|Assay Type In ¥itro Diagnostic
Test Type Specimen & Cell Appearance =
SAUHcHype Cel background:
Notes
<Insufficient privilege to access data> H—-
Cell border:
RESULT TABLE i -
Sample ID DS348710 g ©
Patient ID 2376540987123 : -
MAssa Xpert CT NG
Assaz areic - 3 Show cell grid lines

Hinh D-5. Tat ca 6 dwoc chon

Nhip chudt phai vao tiéu dé cot. Menu tha xudng s& xuat hién & bén phai cot
(xem Hinh D-6).

Trong menu tha xuéng nay, hiy chon D réng cét (Column Width).

Nhap chudt phai vao tiéu dé cot

Find

AN by HPEEQ 0

e YE Kah-& 9 -

[(Jwo [ BZ7U s===5 bx%¥LaMP s 0-2-4-
E] KE = I Properties X =
S T D R o) | =
kormat Cells... =i =i .’.’;
System Name Colymn Width... [] [0 [=] %
Exported Date . s . "
Report User Name <& Optimal Column Width... = B 7 U-~fn [KI
[#] Delete Columns 4
- A- "
/ASSAY INFORMATION ®  Delete Contents... | @)
Assay Wi = |
Assay Version Side 3 _ 5
Assay Type Show == |
A Disclai Use Only.
Sedy Lisc emer x Cut S8 20, Left indent: [7] Wrap text |
- - !
Analysis Setti | S Ot [7] Merge cells
alysis Settings :
Sam)|;le ID s ﬁ] bacte . Text orientation: =
Patient ID Raste Special— o &
Assay Xpert CT_NG egrees
Assay Version — : 3 [] Vertically stacked
Assay Type In Vitro Diagnostic
Test Type Specimen = Cell Appearance =]
Sampleilype Cell background:
Notes
<Insufficient privilege to access data> de—3 -
RESULT TABLE
Sample ID DS348710
Patient ID H2376540987123 s - |
Assa Xpert CT_NG
Assaz Version - 3 ~ | [¥] Show cell grid lines
<[ «J[» ][>\ Sheetl <[2 1 ) I =
Sheet1/1 Default STD Sum=427120651 @— o — @ |10%

Hinh D-6. Menu tha xuéng dé chon do rong cot
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10.  Hop thoai D6 rong cot (Column Width) xuét hién. Xem Hinh D-7

Column Width N

_Wr«\gsg " -
il Cancel

iR

Hinh D-7. H6p thoai D6 réng c6t

11.  Nhiap vao hop kiém & bén trai ctia Gia tri méc dinh (Default value), sau d6 nhap vao
OK dé dong hop thoai. Sau d6, do rong cot s& diéu chinh va tép s& duoc dinh dang,
nhu thé hién trong Hinh D-8. Nhép vao vi tri bat ky trong cac cot trong dé “bo chon”
cac 6 mau lam va chuyén cac 6 d6 vé mau tring.

7 DS348710_2018. s 0 G 0
File Edit View Insert Format Tools Data Window Help X
e = my B = ; O e F : »
BB [ Eer YEXeG-¢ B¢ @48 by ACEEQ @ i e &
P @d | Aal [*xJ1o [+] BZ7 U ===-=s Jb % %W == 0O-2-4-
E6 E] X E = I Properties X =
A | B c [ o e F | 6 [ H [ x| STet =Sl
1 GeneXpert Dx Dx System - g
2 _|System Nam GeneXpert PC Arial B 1 [+ %
3 |Exported Dat01/13/19 14:35:54 T ¥ 3
4 |Report User P Administration User = B 7 U-~m [KIL
5 S
b A -
7_|ASSAY INFORMATION @
8 |Assay Xpert CT_NG = Alignment B
9 |Assay Versic 3 === = i @
10 |Assay Type In Vitro Diagnostic =E=x== =
11 |Assay Discl2 For In Vitro Diagnostic Use Only. i
12 Left indent: B Wrap text
13 . Opt . Merge cells
14 |Analysis Settings : i . o A
15 [Sample ID  DS348710 i{| Tex orientation: 2
16 |Patient ID | H2376540987123 0d B
17 |Assay Xpert CT_NG —] cgrees
18 |Assay Versic 3 [7] Vertically stacked
19 |Assay Type In Vitro Diagnostic -
20 |Test Type  Specimen & Cell Appearance =)
21 |Sample Type Cell background:
22 |Notes
23 |<Insufficient privilege to access data> de—= -
24
25 Cell border:
26 |RESULT TABLE - L
27 |[Sample ID  DS348710 bt o
28 |PatientID  H2376540987123 -
29 |Assa Xpert CT_| NG
30 Assaz Versio| ~ | [¥] Show cell grid lines
(14)(«)(>][>1)" Sheet1 / 1 rI 2
Sheet1 /1 Default STD |* Sum=0 @Q— o —® [100%
— =3 — E—— —— =—== _— 3 e )

Hinh D-8. Ché dé xem tép cubi cuing da chinh stra cot
12.  Nhip vao Lwu (Save) duéi menu Tép (File) dé luu tai lidu.
Man hinh dinh dang luu tai liéu hién thi trong Hinh D-9 c6 thé xuat hién. Néu vay,

hay nhip vao Giir dinh dang hién tai (Keep Current Format) va hop thoai s&
dong lai.
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. .
OpenOffice 4.1.1 [

This document may contain formatting or content that cannot be
saved in the Text CSV file format. Do you want to save the document in
this format anyway?

Use the latest ODF file format and be sure all formatting and content is
saved correctly.

(V] Ask when not saving in ODF format

Hinh D-9. H6p thoai Lwu dinh dang

13.  Thao tac nay hoan tat thiét 1ap cu hinh cho tép .csv ban dau.

Tat ca cac tép .csv ti€p theo s€ khong can thiét 1dp, va s€ chi can xac nhén cai dat
hién c6 dugc chon trong quy trinh nay.

Huwéng dan van hanh Hé thong GeneXpert Dx
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E Ghi nhat ky sw kién

Néu duoc bat trén hop thoai CAu hinh hé théng (System Configuration), cac muc nhat ky
lich str hoat dong s€ duoc tao trong Nhat ky sy kién Windows (Windows Event Log) cho
mot s& hanh dong dwoc thuc hién trong phdn mém. Tén cua nhat ky trong Nhat ky su
kién Windows (Windows Event Log) la GxAuditTrail. Ngu(”)n cho cac muc nhép lich sir
hoat dong s€ la GeneXpert Dx Audit. ID su kién cho cac muc nhép lich sir hoat dong
la 0.

Néu xay ra 16i trong khi tao muc nhép lich str hoat dong, mét thong bao 15i s& hién thi
trong bang trang thai.

E.1 Dir liéu nhat ky chung
T4t ca cic muc nhat ky lich str hoat dong s€ chira cac thong tin sau:

. Ma hanh dong (Action Code)—Ma xac dinh hanh dong da dugc thyc hién. Cac ma
cho tirng hanh dong duoc kiém tra dugc quy dinh trong cac phan sau. Ma hanh dong
khong bao gio dugc ban dia hoa

. Théng bao hanh ddng (Action Message)—Mot thong bao mo6 ta hanh dong da
duoc thuc hién

. Hanh déng dworc thwe hién vao (Action Performed On)—Ngay/gid hanh dong da
duogc thyc hién, dugc dinh dang theo dinh dang ngay va gio duoc chi dinh trén hop
thoai Cau hinh hé thong (System Configuration)

. Hanh dong dworc thwe hién béi (Action Performed By)—Tén dang nhap ctia
ngudi ding da thuc hién hanh dong, hodc “<Khéng c6 (None)>" néu nguoi dung
khong dang nhap

E.2 Hanh dong khéng c6 dir liéu bd sung
Céc hanh dong sau day (va ma hanh dong cta chung) s& tao ra cic muc nhat ky kiém tra
chi chira dir li¢u nhat ky chung.
. bang nhap (Authentication:LoginPerform)
. Xéc thyc lai do thir thach (Authentication: AuthenticatePerform)
. Ding xuit (Authentication:LogoutPerform)
. Thay d6i mat khau cta ban (Authentication:ChangePasswordPerform)

. Luu ddc quyén theo loai nguoi dung (Authorization:UserTypePrivilegesSave)

Huwoéng dén van hanh Hé théng GeneXpert Dx E-1
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E.3

E.4

. bat lai dac quyén theo loai nguoi dung thanh mac dinh
(Authorization:UserTypePrivilegesReset)

. Sao luu co so dit liéu (System:DatabaseBackup)
. Khéi phuc co s¢ dir liéu (System:DatabaseRestore)

Céc hanh dong sau ddy (va ma hanh dong cia chiing) s& tao ra cac muc nhat ky kiém tra
khi ching khoéng dat, chi chira dir liéu nhat ky chung.

. Dang nhap (Authentication:LoginPerformFailed)

. Xac thuc lai do thir thach (Authentication: AuthenticatePerformFailed)

Hanh dong cua ngwéi dung

Cz%c hanh ddng cia nguoi dung sau 7(Vé ma hanh dong cua chung) s tao cac muyc nhéat ky
kiém tra cho mogt nguoi dung cu the.

. Thém nguoi dung (Authentication:AddUserSave)

. Chinh sta nguoi dung (Authentication:UserEditSave)

. Xo6a nguoi dung (Authentication:RemoveUser)

Muc nhét ky kiém tra cho mot hanh dong ctia ngudi ding sé chira dit liéu nhét ky chung
cong v6i cac thong tin bd sung sau day.

. ID ngwei dung (User ID)—Tén dang nhap cua nguoi dung da thuc hién hanh dong

Ngoai ra, néu hanh dong 14 chinh stra ngudi dung, thong tin sau day s& dugc thém vao
muc nhat ky kiém tra cho mdi truong da duoc sira doi (néu mot trudng khong duoc sira
doi, truong do6 s€ khong dugc bao gom)

. Tén ding nhap da thay déi (Login Name Changed)—Gia trj cii va méi s& dugc
ghi lai

«  Tén day du da thay déi (Full Name Changed)—Gia tri cii va méi s& duogc ghi lai

. Loai ngwoi dung da thay déi (User Type Changed)—Gia tri cii va méi s& duoc
ghi lai

«  Mat khau da thay déi (Password Changed)—Khong c6 gia tri hodc thong tin bd
sung nao dugc ghi lai

Hanh dong doi v&i xét nghiém

Céc hanh dong ddi voi xét nghi€m sau (va ma hanh ddng ctia chung) s€ tao cac muc nhét
ky kiém tra cho mot xét nghiém cuy thé.

. Bit dau mot xét nghiém (Test:CreateTestStart)

. Xem mot xét nghiém (Test: TestView)
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Dung mot xét nghiém (Test:StopTestPerform)

Chinh stra mot xét nghi€m (Test: TestEditSave)

Dbi véi xét nghiém mot hop xét nghi€ém, muc nhat ky kiém tra cho mot hanh dong voi
xét nghiém s€ chira di li€u nhat ky chung cong véi cac thong tin bo sung sau day.

ID bénh nhén (Patient ID)—ID bénh nhan GX (GX Patient ID) hodc “Khong kha
dung” (Not Available) néu khong dugc chi dinh

ID bénh nhan 2 (Patient ID 2)—ID bénh nhan thuc té (Practice Patient ID) hoic
“Khong kha dung” (Not Available) néu khong duogc chi dinh

ID miu xét nghiém (Test Sample ID)—ID mau xét nghiém
Tén xét nghiém (Assay Name)—Tén xét nghiém da dugc chay

Phién ban xét nghiém (Assay Version)—Phién ban xét nghiém da duoc chay (hoac
‘NA’ néu xét nghiém Ia mot xét nghiém nghién ctru)

Xét nghiém dworc bat dau vao (Test Started On)—Ngay/gio hanh dong di duoc
thuc hién, dugc dinh dang theo dinh dang ngay va gio dugc chi dinh trén hop thoai
CAu hinh hé théng (System Configuration).

Xét nghiém hoan thanh vao (Test Completed On)—Ngay/gio ma xét nghiém da
dugc hoan thanh, dugc dinh dang theo dinh dang ngay va gio dugc chi dinh trén
hop thoai Cu hinh hé thong (System Configuration) hodc “Khong co sin” (Not
Available) néu xét nghiém khong dugc hoan tat

Xét nghiém dwoc thwe hién béi (Test Performed By)—Tén dang nhép cta nguoi
ding da thyuc hién xét nghiém hoidc “<Khéng c6 (None)>" néu khong c6 nguoi ding
nao dang nhdp khi xét nghiém dugc thyc hién

S6 sé-ri ctia cong (Gateway Serial Number)—S6 sé-ri ciia cong ma xét nghiém
duogc chay

S6 sé-ri ciia mé-dun (Module Serial Number)—S4 sé-ri cia mé-dun ma xét
nghi€ém dugc chay

ID 16 thuéc thir (Reagent Lot ID)—ID 16 thudc thir dwgc sir dung cho xét nghiém
(hoic dé tréng néu 16 thude thir chung)

Dbi v6i xét nghiém nhiéu hop xét nghiém, muc nhat ky kiém tra cho mot hanh dong voi
xét nghiém s¢€ chira di li€u nhat ky chung cong véi cac thong tin bo sung sau day.

ID bénh nhan (Patient ID)—ID bénh nhan GX (GX Patient ID) hoac “Khong kha
dung” (Not Available) néu khong dugc chi dinh

ID bénh nhan 2 (Patient ID 2)—ID bénh nhén thuc té (Practice Patient ID) hoic
“Khong kha dung” (Not Available) néu khéng duoc chi dinh

ID mau xét nghiém (Test Sample ID)—ID mau xét nghiém
Tén xét nghiém (Assay Name)—Tén xét nghiém da dugc chay

Phién ban xét nghiém (Assay Version)—Phién ban xét nghiém da duoc chay (hodc
‘NA’ néu xét nghiém la mogt xét nghiém nghién clru)
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E.5

«  Xét nghiém dwoc bat dau vao (Test Started On)—Ngay/gio hanh dong di duoc
thuc hién, dugc dinh dang theo dinh dang ngay va gio dugc chi dinh trén hop thoai
CAu hinh hé théng (System Configuration).

. Xét nghiém hoan thanh vao (Test Completed On)—Ngay/gio ma xét nghiém da
dugc hoan thanh, dugc dinh dang theo dinh dang ngay va gio dugc chi dinh trén
hop thoai Cu hinh hé thong (System Configuration) hodc “Khong co sin” (Not
Available) néu xét nghiém khong dugc hoan tat

Va muc nhat ky kiém tra cho mot hanh dong véi xét nghiém sé& chira thong tin bd sung
sau day cho mdi xét nghiém phu, ngoai trir cac hanh dong Bét dau mot xét nghiém (Start
a Test) va Dung mot xét nghiém (Stop a Test), trong d6 s€ chi chira cac thong tin sau day
cho xét nghiém phu da duoc bét dau hodc dung lai.

. Xét nghiém dwoc thwe hién béi (Test Performed By)—Tén dang nhép ctia nguoi
dung di thyc hién xét nghiém phu hodc “<Khong c6 (None)>" néu khong co ngudi
dung nao dang nhap khi xét nghiém dugc thyc hién

« S0 sé-ri ciia cong (Gateway Serial Number)—Sb sé-ri cia cong ma xét nghiém
phu dugc chay

+ S sé-ri cia mé-dun (Module Serial Number)—S6 sé-ri ciia mo-dun ma xét
nghiém phu duoc chay

. Loai hdp xét nghiém (Cartridge Type)—Tén va phién ban ctia hop xét nghiém
duogc st dung cho xét nghiém phu

. ID 16 thuéc thir (Reagent Lot ID)—ID 16 thudc thir dwgc sir dung cho xét nghiém
phu (hoic dé tréng néu 16 thude thir chung)

«  Xét nghiém dwoc bat dau vao (Test Started On)—Ngay/gid xét nghiém phu duoc
bét dau, duoc dinh dang theo dinh dang ngay va gio duoc chi dinh trén hop thoai
CAu hinh hé théng (System Configuration)

. Xét nghiém hoan thanh vao (Test Completed On)—Ngay/gio ma xét nghiém phu
da dugc hoan thanh, dugc dinh dang theo dinh dang ngay va gio dugc chi dinh trén
hop thoai Cu hinh hé théng (System Configuration) hodc “Khong co sin” (Not
Available) néu xét nghiém khong dugc hoan tat

Ngoai ra, néu hanh dong 1a chinh sira xét nghiém, thong tin sau day s& duoc thém vao

muc nhat ky kiém tra cho mdi truong da dugc sua doi

. Truong <field name> da thay d6i—Trong d6 <field name> 1a tén ciia truong da
thay d6i. Gia tri cii va méi sé duge ghi lai.

Hanh dong v&i nhiéu xét nghiém

Hanh dong v6i nhidu xét nghiém sau (va ma hanh dong cia ching) s& tao cac muc nhat
ky kiém tra cho mot nhom xét nghiém.

. Truy xudt xét nghiém (Test:RetrieveTestsPerform)

. Luu trit xét nghiém (Test: ArchiveTestsWrite)
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. Xo6a/Xda hoan toan xét nghiém (Test:DeleteTestsPerform)

. Xuat dit liéu cho xét nghiém (Test:ExportTestWrite)

Muc nhat ky kiém tra cho mot hanh dong voi nhiéu xét nghiém s€ chira dit liéu nhat ky
chung cong voi thong tin cho cac xét nghi€ém ma hanh dong d6 da dugc thuc hién. Doi
v6i mdi xét nghiém, muc nhat ky kiém tra s& chira thong tin dugc chi dinh cho mot hanh
dong xét nghiém. SO lugng xét nghiém toi da co thé co6 trong muc nhét ky kiém tra la
100. Néu ¢6 hon 100 xét nghi€ém trong hanh dong thi mdt muc nhat ky ki€ém tra moi sé
duoc tao cho mdi 100 xét nghiém, véi mot muc nhat ky kiém tra bd sung dugc tao cho
phan con lai cua xét nghiém.

E.6 Tim hanh déng véi xét nghiém

Céc hanh dong tim kiém xét nghiém sau (va md hanh dong ciia chung) s& tao cac muc
nhat ky kiém tra cho mot nhom xét nghi¢m. Nhitng hanh dong nay duoc thuc hién trén
mot nhom cac xét nghiém da duoc tim kiém bﬁng cach st dung cac tiéu chi tim kiém
cu thé.

. Xem trudc bao cao mau bénh pham (Report:SpecimenReportPreview)

. Tao bao cio miu bénh pham (Report:SpecimenReportGenerate)

. Xem trudc bao cao bénh nhan (Report:PatientReportPreview)

. Tao bao cado bénh nhan (Report:PatientReportGenerate)

. Xem trude bao cao xu hudng kiém chuan (Report:Control TrendReportPreview)
. Tao bao cdo xu hudng kiém chuan (Report:Control TrendReportGenerate)

. Xem trudc bao cao xét nghi€m (Test:ReportTestPreview)

. Tao bao cao xét nghiém (Test:ReportTestGenerate)

Muc nhat ky kiém tra cho mot hanh dong tim kiém xét nghi€m s€ chura dit liéu nhat ky
chung cong véi tiéu chi tim kiém dugc dung dé chon cac xét nghiém ma hanh dong d6
d3 duoc thuc hién. Néu tiéu chi tim kiém khong duoc chi dinh thi tiéu chi tim kiém s&
khong xuét hién trong muc nhat ky kiém tra.

«  Tim kiém théng s6 (Search Parameters)—Mot tiéu dé cho phan nay cia tiéu chi
tim kiém

. Tir ngay (From Date)—Ngay sém nhit cua cac xét nghiém duoc bao gdbm, duoc
dinh dang theo dinh dang ngay duoc chi dinh trén hop thoai CAu hinh hé théng
(System Configuration)

. Dén ngay (To Date)}—Ngay mudn nhét cia cac xét nghiém duoc bao gdm, duoc
dinh dang theo dinh dang ngay duoc chi dinh trén hop thoai CAu hinh hé théng
(System Configuration)

«  ID mau (Sample ID)—ID méu ciia cac xét nghiém dugc bao gdbm (c6 thé sir dung
“0% dé khép ky tu dai dién)
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E.7

. ID bénh nhan (Patient ID)—ID bénh nhan ciia cac xét nghiém duoc bao gdm (c6 thé
sir dung “%” dé khop ky tu dai dién)

. Tén xét nghiém (Assay Name)—Tén cua xét nghiém duoc sir dung baoi cac xét
nghiém dugc bao gom

. Phién ban xét nghiém (Assay Version)—Tén cua xét nghiém duoc s dung boi cac
xét nghi€ém dugc bao gom

. L6 thuéc thir (Reagent Lot)—Lo thudc thir dugce sir dung boi cac xét nghiém dugce
bao gébm

. Loai xét nghiém (Test Type)—Danh sach loai xét nghiém dwogc phan tach bang dau
phay cta xét nghiém dugc bao gdm

. Loai trir xét nghiém cé chat phan tich dich dwong tinh (Exclude tests in which
any target analyte is positive)—Néu duoc chon

Ngoai ra, muc nhat ky kiém tra s& chira thong tin cho cac xét nghiém ma hanh dong da
duoc thue hién. D6i véi mbi xét nghiém, muc nhat ky kiém tra s& chira thong tin duoc
chi dinh cho mgt hanh dong xét nghiém. Sd luong xét nghiém ti da co thé co trong muc
nhat ky kiém tra 12 100. Néu c6 hon 100 xét nghi€m trong hanh dong thi mot muc nhét
ky kiém tra méi s& dugc tao cho mdi 100 xét nghiém, v&i mot muc nhat ky kiém tra bd
sung dugc tao cho phﬁn con lai cua xét nghiém.

Hanh déng Cau hinh hé théng

Céc hanh dong cau hinh hé thong sau ddy (va ma hanh dong cua ching) s& tao cac muc
nhat ky kiém tra c6 chtra dit liéu nhat ky chung cong véi thong tin vé cau hinh da duoc
chinh stra.

. Tit lich sir hoat dong (System:ConfigurationSave)

. Bat lich str hoat dong (System:ConfigurationSave)

E-6
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