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Anexanr. 7
la Documentatia standard nr.

CERERE DE PARTICIPARE

Catre CENTRUL PENTRU ACHIZITII PUBLICE CENTRALIZATE IN SANATATE

Stimati domni,
Ca urmare a anuntului/invitatiei de participare/de preselectie aparut in Buletinul achizitiilor publice

si/sau Jurnalul Oficial al Uniunii Europene, nr. ocds-b3wdpl-MD-1755087260446 din 13.08.2025,

privind aplicarea procedurii pentru atribuirea contractului privind Achizitionarea dispozitive
medicale, consumabile, alte bunuri de uz medical in vederea realizdrii Programului National de
combaterea hepatitelor virale B, C si D, pentru anul 2026, noi Medist Grup SRL, am luat cunostinta
de conditiile si de cerintele expuse In documentatia de atribuire si exprimam prin prezenta interesul

de a participa, in calitate de ofertant/candidat, neavind obiectii la documentatia de atribuire.

Data completarii 09.09.2025 Cu stima,
Ofertant/candidat

Digitally signed by Anghel Gabriela-Cristina Gabriela-Cristina Anghel
Date: 2025.09.09 15:34:16 EEST
Reason: MoldSign Signature

Location: Moldova
MOLDOVA EUROPEANA

MEDIST Grup S.R.L.

Str. Mitropolit Gavriil Banulescu-Bodoni nr. 25 IDNO: 1018600004516

Oficiul 33, MD-2012 Chisindu, Rep. Moldova TVA: 0508191

Tel./Fax: +373 22 84 94 95 BC Victoriabank SA, Filiala nr. 26 Chisindu
E-mail: office@medist.md IBAN (MDL):MD57V1022242600000269MDL

Web: www.medist.md SWIFT: VICBMD2X469


https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1755087260446

ORDIN DE PLATA Nr. |90 DATA EMITERII 09 septembrie 2025 TIPDOC: 1
PLATITI: 677-65 | LEI sase sute sapte zeci Si sapte lei .65 bani
PLATITOR (R) SOCIETATEA CU RASPUNDERE LIMITATA CODUL IBAN: MD59EX0000002251874012MD
MEDI RUP

STGRU COD FISCAL: 1018600004516
PRESTATORUL PLATITOR: B.C. "EXIMBANK" S A. SUCURSALA NR.20 CHISINAU
BENEFICIAR (R) Mf-TR Chisinau bugetul de stat CODUL IBAN: MD23TRPCCC518430B0O1859A A

COD FISCAL: 1016601000212

PRESTATORUL BENEFICIAR:  MINISTERUL FINANTEL OR - TREZORERIA DE STAT

DESTINATIA PLATII

/P102/677,65 Plata pentru garantia pentru oferta in cuantum de 2 procente pt LP nr.21466443 din
13.08.2025

TIPUL TRANSFERULUI
NORMAL/URGENT

COD TRANZACTIE: DATA PRIMIRII: DATA EXECUTARII:
101 09 septembrie 2025 09 septembrie 2025 14:55:11
SEMNATURA BANCII: DAESDFFC55AA63AA06070CBF00738C4D

SEMNATURILE EMITENTULUI

SEMNATURA BANCII

GABRIELA-CRISTINA ANGHEL
KV'Y pvamQw74C3jko3lvkilly43Z43kiQnsiiVY =
GABRIELA-CRISTINA ANGHEL

KV'Y pvamQw74C3jko3lvkilly43ZJ43kiQnsiiVY =

Initiat in sistemul Eximbank Online si

MOTIVUL REFUZULUI:

autorizat cu Semnatura Digitala
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DECLARATIE
privind valabilitatea ofertei

Catre: CENTRUL PENTRU ACHIZITII PUBLICE CENTRALIZATE IN SANATATE

Stimati domni,

Ne angajam sa mentinem oferta valabild, privind Achizitionarea dispozitive medicale,
consumabile, alte bunuri de uz medical in vederea realizirii Programului National de
combaterea hepatitelor virale B, C si D, pentru anul 2026, pentru o duratd de 160 (una suta
sasezeci) zile de la data deschiderii ofertelor si ea va rdmane obligatorie pentru noi si poate fi

acceptata oricand Tnainte de expirarea perioadei de valabilitate.

Data completarii 09.09.2025 Cu stima,
Ofertant/candidat
Gabriela-Cristina Anghel

(semnatura autorizata)

MEDIST Grup S.R.L.

Str. Mitropolit Gavriil Banulescu-Bodoni nr. 25 IDNO: 1018600004516

Oficiul 33, MD-2012 Chisindu, Rep. Moldova TVA: 0508191

Tel./Fax: +373 22 84 94 95 BC Victoriabank SA, Filiala nr. 26 Chisindu
E-mail: office@medist.md IBAN (MDL):MD57V1022242600000269MDL

Web: www.medist.md SWIFT: VICBMD2X469
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DECLARATIE

Subsemnata Gabriela Anghel, reprezentant imputernicit al MEDIST GRUP S.R.L, cu

sediul in mun. Chisinau, str. M.G. Banulescu-Bodoni 25, Oficul 33, declar pe propria
raspundere ca:
- mostrele vor fi prezentate in 2 bucati - in termen de 10 zile de la solicitarea autoritatii
contractante, intr-o cutie pe care se va indica denumirea operatorului economic si numarul
procedurii de achizitie publica. Se va prezenta lista mostrelor incluse in cutie si numarul de lot
al acestora cu scrisoare de insotire semnata. Pe fiecare produs in parte va fi indicat numarul
lotului si denumirea operatorului economic. Mostrele vor fi ambalate si etichetate conform
prevederilor HG 702/703/704 din 2018. Obligatoriu vor fi indicate pe ambalaj mostrele date de
identitate precum: denumirea, modelul articolului, producatorul, tara producerii, numarul lotului,
seria, termenii de valabilitate, conditile de sterilizare si pastrare ale produsului. Informatia
indicata pe ambalaj trebuie sa coincida in mod obligatoriu cu eticheta produsului.

- termenul de valabilitate restant (la momentul livrarii) va constitui nu mai putin de
60% din cel initial pentru dispozitive medicale cu o valabilitate de 2 ani si mai mult si de 80%
din cel initial pentru dispozitivele medicale cu o valabilitate pana la 2 ani.

- Se va prezenta in mod obligatoriu Certificat ISO 13485, Declaratiile de conformitate
si Certificatele CE.

- garantam livrarea produselor la destinatar cu respectarea conditilor de
pastrare si transportare pe tot parcursul lantului de transportare de la fabricant la
beneficiar.

- testele vor fi prezentate in ambalajul producatorului. La necesitate se vor prezenta

mostre. La livrare se va prezenta Certificat de calitate per fiecare lot prezentat.

- bunurile ce urmeaza a fi achizitionate sunt inregistrate in Registrul de Stat al Dispozitivelor
Medicale, mai jos dovada:

TEST DE
CALIBRARE
PENTRU SISTEM MEDIST GRUP
DM000204993 ALTOMAT DE Xpert® Check XPERTCHECK-CE-5 CEPHEID SRL A07.P5-01.Rg04-91 | 05-04-2019
DIAGNOSTIC
MOLECULAR

Data: 09.09.2025 Medist Grup SRL
DIRECTOARE ADMINISTRATIVA
GABRIELA ANGHEI

MEDIST Grup S.R.L.

Str. Mitropolit Gavriil Banulescu-Bodoni nr. 25 IDNO: 1018600004516
Oficiul 33, MD-2012 Chisindu, Rep. Moldova TVA: 0508191
Tel./Fax: +373 22 84 94 95 BC Victoriabank SA, Filiala nr. 26 Chisindu

E-mail: office@medist.md IBAN (MDL):MD57V1022242600000269MDL
Web: www.medist.md SWIFT: VICBMD2X469
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Prin prezentul, B.C. "EXIMBANK" S.A., Sucursala nr.20, confirma faptul detinerii de catre

compania ,MEDIST GRUP” SRL, IDNO 1018600004516, a urmatorului cont de

decontare 1n valuta MDL, activ la data de 21.03.2025:

Valuta Nr. Cont Cod IBAN

2251874012MD MD59EX0000002251874012MD

MDL

Certificatul este eliberat pentru a fi prezentat la cerere.

Coordonator,
Postu Diana

Ex.: Belecci Lilia
Tel.: 022 301-244

Banca Comerciala "EXIMBANK" S.A. Oficiul Central: Bd. Stefén cel Mare si Sfant nr. 171/1, MD-2004, mun. Chisinau.
Cod bancar/SWIFT EXMMMD22, Licenta Seria A MMII nr. 000516 eliberata de Banca Nationald a Moldovei, IDNO 1002600010273,
TVA 7800065, Capital social 1 260 000 000 lei. Membru al Fondului de Garantare a Depozitelor in Sistemul Bancar din Republica

Moldova. Membru al Grupului Bancar Intesa Sanpaolo (ltalia). Bank of @S oL0
ank of INTESA ANPA
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GUVERNUL
REPUBLICII
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\\ PORTALUL GUVERNAMENTAL _
AL CETATEANULUI §I AL UNITATILOR DE DREPT

SERVICIUL FISCAL DE STAT

CERTIFICAT

privind lipsa sau existenta restantelor fata de bugetul public national

Nr. 1310516 Din  9.09.2025 13:10
Ne or

DATE DESPRE CONTRIBUABIL / IHOOPMALA O HANOTOMNATENbLUMKE

Codul fiscal / Numarul de identificare
durckanbHbI Ko / VAeHTUdUKALMOHHBIA HOMep

1018600004516

Denumirea
HanmeHoBaHve

Societatea cu Raspundere Limitata "MEDIST GRUP"

ATESTAREA LIPSEI SAU EXISTENTEI RESTANTELOR CONFORM DATELOR SISTEMULUI
INFORMATIONAL AUTOMATIZAT / MOATBEPXOEHWE OTCYTCBUA MU HATUYMA
3AOOMKHOCTEWM COMMACHO AAHHBIM MHDPOPMALIMOHHOW ABTOMATU3UPOBAHHON
CUCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie
Ha paTy Bblgaym gaHHOM CNpaBKM 3a0MKHOCTb NEPE HaLMOHaNbHOM NYy6ANYHBIM BIOI)KETOM COCTaBNAET

0 MDL

VALABIL PANA LA / OEVICTBUTENEH OO 24.09.2025 13:10

Prezentul document este eliberat in temeiul Art. 29, alin. (3) din Legea cu privire la registre nr. 71/2007 si in
baza datelor furnizate de Serviciul Fiscal de Stat in Portalul Guvernamental al Cetateanului si al Unitétilor de
Drept / CripaBKa BblaHa B cooTBeTcBMe co cT. 29 n. (3) 3akoHa o peecTpax N2 71/2007 Ha OCHOBaHWN OaHHbIX,
NpPeAoCTOCTaBNEHHbIX [OCYAapCTBEHHON Hanorosol cnyxboii Ha [MopTane [MpaBuTenbcTBa [paxbaHVHa W
tOpunanyeckunx Inu,.

Generat si semnat de Portalul Guvernamental al Cetateanului si al Unitatilor de Drept la 09.09.2025 13:10

Prezentul certificat este semnat electronic in conformitate cu Legea nr.124 din 19.05.2022
CepTudukaT NOANMCaH 3NEKTPOHHOM MONANNCHIO B cooTBeTCBME ¢ 3akoHOM N2 124 07 19.05.2022

Certificatul este descarcat din Portalul Guvernamental al CeptTudukat ckayeH ¢ [paBuTenbCTBEHHOro  [llopTana
Cetateanului si al Unitatilor de Drept (mcabinet.gov.md) si  paxpgaHuHa w lOpuandeckux vy (mcabinet.gov.md) wu
este semnat electronic de catre posesorul acestui portal si  noagmMcaH 3NeKTPOHHOW MOANUCHIO BRafenbua nopTana u
are aceiasi valoare juridica ca si documentele eliberate pe  v“MeeT Takalo Xe IOPUAVYECKYID CWMY, KaK U [OKYMEHTb
suport de hartie de catre organele cu atributi de BbijaBaemble Ha bymare opraHamu Hanorosow
administrare fiscald. Verificarea autenticitati semnaturii  agmuHucTpauun.  MpoBepKy — MOAMVHOCTM  3NEKTPOHHO
electronice poate fi realizatd cu ajutorul Serviciului  MoANMCU MOXHO OCYLLECTBUTb C MOMOLLbIO OCYAapCBEHHOM
Guvernamental de Semnatura Electronica (msign.gov.md Cnyx60l1 3neKTpoHHO Moanuckio (msign.gov.md)


https://mcabinet.gov.md
https://msign.gov.md
https://mcabinet.gov.md
https://msign.gov.md

I.P. "AGENTIA SERVICII PUBLICE"
Departamentul inregistrare si licentiere a unitatilor de
drept

Extras
din Registrul de stat al persoanelor juridice
nr.158566 din 03.12.2024

Denumirea completd: Societatea cu Raspundere Limitatd "MEDIST GRUP”

Denumirea prescurtats: "MEDIST GRUP” S.R.L.

Forma juridica de organizare: Societate cu raspundere limitat3

Numarul de identificare de stat si codul fiscal: 1018600004516

Data Tnregistrarii de stat:; 02.02.2018

Sediu: MD-2012, strada Mitropolit Gavriil Banulescu-Bodoni 25, of. 33, mun. Chisindu, Republica
Moldova

Genurile de activitate:

1. Comert cu ridicata al produselor farmaceutice;

2. Comert cu ridicata nespecializat;

3. Repararea echipamentelor electronice si optice;

4. Activitati de testare si analize tehnice;

5. Comert cu aménuntul al articolelor medicale §i ortopedice, in magazine specializate;
Capitalul social: 373026 Lei
Administrator(i): ANGHEL GABRIELA-CRISTINA IDNP 2017803985939
Asociati:

1. MEDIST IMAGING & P.O.C. S.R.L., partea sociald 6244 Euro, ce constituie 33.00%

2. MEDIST LIFE SCIENCE S.R.L., partea sociald 6244 Euro, ce constituie 33.00%
3. MEDIST S.R.L., partea sociali 6433 Euro, ce constituie 34.00%

Beneficiari efectivi: MANOLE IONEL, KLUMPNER CATALINA ANA, VLADESCU CARMEN,
VLADESCU SEBASTIAN-ALEXANDRU

Prezentul extras este eliberat in temeiul art. 34 al Legil nr.220/2007 privind inregistrarea de stat a
persoanelor juridice si a intreprinzitorilor individuali si confirma datele din Registrul de stat la data de
03.12.2024

Specialist coordonator
Ludmila Ciur
tel. 022-207-837

Acest document poate contine date cu caracter personal
Extras din Registrul de stat al persoanelor juridice nr. 158566 din 03.12.2024
EB 0547060



%ﬂoheid@

Document Number: D58179
Rev: A
p. lof2

[EU DECLARATION OF CONFORMITY|

if

Cepheid

904 Caribbean Drive
Sunnyvale, CA 94089
USA

Single Registration Number (SRN): US-MF-000010979

EC [REP

Cepheid Europe SAS
Vira Solelh

81470 Maurens-Scopont
France

Single Registration Number (SRN): FR-AR-000001368

Device Trade Name

Xpert® Check

Basic UDI-DI

081164701-XPERTCHECK-3B

REF

XPERTCHECK-CE-5

Device Intended Purpose

Intended Use

Xpert Check is part of a check, verification, and hardware test
system for GeneXpert modules. Xpert Check is used in
GeneXpert DX, GeneXpert Xpress and Infinity systems, and
cannot be used in the GeneXpert Omni system. Xpert Check is
used to check the optical system, verify the thermal system and
perform a series of system-level tests to ensure full system
functionality within Cepheid’s instrument servicing
specifications. One Xpert Check cartridge is usually used to
check a single module in conjunction with the Xpert Check
software. In certain cases where a retest is required, multiple
cartridges may be necessary to test a module.

Intended User / Environment
Xpert Check is intended to be performed by trained users where
a GeneXpert System is installed

We, as the manufacturer of the device take sole responsibility for and hereby declare that the above
mentioned device meets the provisions of the following Regulation:

(

Regulation EU 2017/746 on in vitro Diagnostic Medical Devices

Risk Class

AKX B[] ¢l DL

Classification Rule

Annex VIII, Implementing Rule 1.3. Accessory
Annex VIII, Rule: 5 (b) Accessory to instrument




/ Document Number: D58179
Z Cepheid. p3012

Conformity Assessment Route | [ Annex IX(I) Quality Management System
O Annex IX(IT) Technical Documentation
0 Annex X Type Examination

(0 Annex XI Production Quality Assurance
Annex II & III (class A only)

Common Specification Not applicable
Notified Body Not applicable
Notified Body Number Not appliable

Certificate(s) Not applicable

Signed on behalf of Cepheid by:

/\;\/L\ /C\—v[ . A,é vember” <L, 2622,

Signature Date of Issue

Lena Kirsel
Senior Manager of Regulatory Affairs
Regulatory Affairs

Place of Issue: Solna, Sweden



Data prezentarii 30.05.2025 11:15:51

SITUATIILE FINANCIARE
pentru perioada 01.01.2024 - 31.12.2024

Entitatea: MEDIST GRUP S.R.L.
Cod CUIiO: 41247072
Cod IDNO: 1018600004516

Sediul:

MD:

Raionul(municipiul): 105, DDF BUIUCANI

Cod CUATM: 0120, SEC.BUIUCANI

Strada: Mitropolit Gavriil Banulescu-Bodoni nr.25 of.33

Activitatea principala: G4646, Comert cu ridicata al produselor farmaceutice

Forma de proprietate: 23, Proprietatea statelor strdine

Forma organizatorico-juridica: 530, Societdti cu rdspundere limitatd

Date de contact:

Telefon: 022849495

WEB: www.medist.md

E-mail: patalia.mutu@medist.md

Numele si coordonatele al contabilului-sef: DIl (dna) Mutu Natalia Tel. 068681147

Numarul mediu al salariatilor in perioada de gestiune: 5 persoane.

Persoanele responsabile de semnarea situatiilor financiare* Gabriela Anghel

Anexe la SNC

“Prezentarea situatiilor financiare”
Aprobat de Ministerul Finantelor
al Republicii Moldova

Unitatea de masura: leu

BILANTUL
Anexa 1
la 31.12.2024
Sold la
Nr. cpt. Indicatori Cod rd. inceputul perioadei | Sfirsitul perioadei de
de gestiune gestiune
1 2 3 5
ACTIV
A. ACTIVE IMOBILIZATE
I. Imobilizari necorporale
1. Imobilizari necorporale in curs de executie 010
2. Imobilizari necorporale in exploatare, total 020
din care:
021
2.1. concesiuni, licente si marci
2.2. drepturi de autor si titluri de protectie 022

2.3. programe informatice 023



2.4. alte imobilizdri necorporale 024
3. Fond comercial 030
4. Avansuri acordate pentru imobilizari necorporale 040
Total imobilizari necorporale 050
(rd.010 + rd.020 + rd.030 + rd.040)
I1. Imobilizari corporale
1. Imobilizari corporale in curs de executie 060
2. Terenuri 070
3. Mijloace fixe, total 080 3859991 4145923
din care:
081

3.1. cladiri
3.2. constructii speciale 082
3.3. masini, utilaje si instalatii tehnice 083 3854288 4143722
3.4. mijloace de transport 084
3.5. inventar si mobilier 085
3.6. alte mijloace fixe 086 5703 2201
4. Resurse minerale 090
5. Active biologice imobilizate 100
6. Investitii imobiliare 110
7. Avansuri acordate pentru imobilizari corporale 120 141992 0
Total imobilizari corporale
(rd.060 + rd.070 + rd.080 + rd.090 + rd.100 + 130 4001983 4145923
rd.110 + rd.120)
III1. Investitii financiare pe termen lung
1. Investitii financiare pe termen lung in parti 140
neafiliate
2. Investitii financiare pe termen lung in parti 150
afiliate, total
din care:

S S ) I 151
2.1. actiuni si cote de participatie detinute in partile
afiliate
2.2 imprumuturi acordate partilor afiliate 152
2.3 imprumuturi acordate aferente intereselor de 153
participare
2.4 alte investitii financiare 154
Total investitii financiare pe termen lung 160
(rd.140 + rd.150)
IV. Creante pe termen lung si alte active
imobilizate
1. Creante comerciale pe termen lung 170
2. Creante ale partilor afiliate pe termen lung 180
inclusiv: creante aferente intereselor de participare 181
3. Alte creante pe termen lung 190




4. Cheltuieli anticipate pe termen lung 200

5. Alte active imobilizate 210

Total creante pe termen lung si alte active

imobilizate 220

(rd.170 + rd.180 + rd.190 + rd.200 + rd.210)

ACTIVE CIRCULANTE

I. Stocuri

éhgi;eriale si obiecte de mica valoare si scurta 240 63405 32788
2. Active biologice circulante 250

3. Productia in curs de executie 260

4, Produse si marfuri 270 765931 1226919
5. Avansuri acordate pentru stocuri 280

.(I-t%t.gllgt:crlé.:IZSO + rd.260 + rd.270 + rd.280) 290 829336 1259707
I1. Creante curente si alte active circulante

1. Creante comerciale curente 300 2559140 2204438
2. Creante ale partilor afiliate curente 310

inclusiv: creante aferente intereselor de participare 311

3. Creante ale bugetului 320 991266 891719
4. Creantele ale personalului 330 300 0
5. Alte creante curente 340 1838152 1684147
6. Cheltuieli anticipate curente 350 10942 17093
7. Alte active circulante 360 27708 12417
Total creante curente si alte active circulante

(rd.300 + rd.310 + rd.320 + rd.330 + rd.340 + 370 5427508 4809814
rd.350 + rd.360)

II1. Investitii financiare curente

1. Investitii financiare curente in parti neafiliate 380

2. Investitii financiare curente in parti afiliate, total 390

din care:

2.1. actiuni si cote de participatie detinute in partile 391

afiliate

2.2. imprumuturi acordate partilor afiliate 392

2.3._Tr_nprumuturi acordate aferente intereselor de 393

participare

2.4. alte investitii financiare in parti afiliate 394

Total investitii financiare curente 400

(rd.380 + rd.390)

IV. Numerar si documente banesti 410 3229017 5589247
TOTAL ACTIVE CIRCULANTE 420 9485861 11658768

(rd.290 + rd.370 + rd.400 + rd.410)




TOTAL ACTIVE

(rd.230 + rd.420) 430 13487844 15804691
PASIV
CAPITAL PROPRIU
I. Capital social si neinregistrat
1. Capital social 440 373026 373026
2. Capital nevarsat 450
3. Capital neinregistrat 460
4. Capital retras 470
5. Pat_rimoniul primit de la stat cu drept de 480
proprietate
Fotal capital social s neinregietat ey |40
II. Prime de capital 500
II1. Rezerve
1. Capital de rezerva 510
2. Rezerve statutare 520
3. Alte rezerve 530
Total rezerve 540
(rd.510 + rd.520 + rd.530)
IV. Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 550
2. 'Profit nerepar.tizat (pierdere neacoperitd) al 560 5720650 5720650
anilor precedenti
3. PI?Ofit net (pierdere netd) al perioadei de 570 1566783
gestiune
4. Profit utilizat al perioadei de gestiune 580
(re-350 + 4,580 + 70,670 + rd.580) 590 5720650 7287433
V. Rezerve din reevaluare 600
VI. Alte elemente de capital propriu 610
TOTAL CAPITAL PROPRIU
(rd.490 + rd.500 + rd.540 + rd.590 + rd.600 + 620 6093676 7660459
rd.610)
DATORII PE TERMEN LUNG
1. Credite bancare pe termen lung 630
2. imprumuturi pe termen lung 640 1307469 376589
din care:
641
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni 642
convertibile
2.2. alte imprumuturi pe termen lung 643 1307469 376589
3. Datorii comerciale pe termen lung 650 299803 258645




4. Datorii fata de partile afiliate pe termen lung 660
inclusiv: datorii aferente intereselor de participare 661
5. Avansuri primite pe termen lung 670
6. Venituri anticipate pe termen lung 680
7. Alte datorii pe termen lung 690
TOTAL DATORII PE TERMEN LUNG
(rd.630 + rd.640 + rd.650 + rd.660 + rd.670 + 700 1607272 635234
rd.680 + rd.690)
DATORII CURENTE
1. Credite bancare pe termen scurt 710
2. imprumuturi pe termen scurt, total 720 951672 1129768
din care:

721
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: Tmprumuturi din emisiunea de obligatiuni 722
convertibile
2.2. alte imprumuturi pe termen scurt 723 951672 1129768
3. Datorii comerciale curente 730 100772 17323
4. Datorii fata de partile afiliate curente 740 4692920 6298191
inclusiv: datorii aferente intereselor de participare 741
5. Avansuri primite curente 750 0 56617
6. Datorii fatd de personal 760 0 127
7. Datorii privind asigurarile sociale si medicale 770 28990 0
8. Datorii fata de buget 780 12542 6972
9. Datorii fata de proprietari 790
10. Venituri anticipate curente 800
11. Alte datorii curente 810
TOTAL DATORII CURENTE
760 + 1770 1760 # 1790 4 rB00 | 820 5786896 7508998
rd.810)
PROVIZIOANE
1. Provizioane pentru beneficiile angajatilor 830
2. Provvifioane pentru garantii acordate 840
cumparatorilor/clientilor
3. Provizioane pentru impozite 850
4. Alte provizioane 860
TOTAL PROVIZIOANE 870
(rd.830 + rd.840 + rd.850 + rd.860)
TOTALPASIVE, 620 + a0

SITUATIA DE PROFIT SI PIERDERE
de la 01.01.2024 pina la 31.12.2024
Anexa 2

Indicatori ‘ Cod rd. |

Perioada de gestiune




precedenta curenta
1 2 3 4

Venituri din vinzari, total 010 20271056 25169645
din care:

011 19719964 24721251
venituri din vinzarea produselor si marfurilor
venifu_ri din prestarea serviciilor si executarea 012 211868 74032
lucrarilor
venituri din contracte de constructie 013
venituri din contracte de leasing 014
venituri din contracte de microfinantare 015
alte venituri din vinzari 016 339224 374362
Costul vinzarilor, total 020 15060163 17842250
din care:

- TP 021 15060163 17842250

valoarea contabila a produselor si marfurilor
vindute
costul serviciilor prestate si lucrarilor executate 022
tertilor
costuri aferente contractelor de constructie 023
costuri aferente contractelor de leasing 024
costuri aferente contractelor de microfinantare 025
alte costuri aferente vinzarilor 026
Profit brut (pierdere brutd) (rd.010 - rd.020) 030 5210893 7327395
Alte venituri din activitatea operationala 040 66300 151353
Cheltuieli de distribuire 050 146520 223513
Cheltuieli administrative 060 4367490 4538666
Alte cheltuieli din activitatea operationala 070 570712 788039
Rezultatul din activitatea operationala: profit
(pierdere) (rd.030 + rd.040 - rd.050 - rd.060 - 080 192471 1928530
rd.070)
Venituri financiare, total 090 991278 1438847
din care:

091
venituri din interese de participare
inclusiv: veniturile obtinute de la partile afiliate 092
venituri din dobinzi 093
inclusiv: veniturile obtinute de la partile afiliate 094
venituri din alte investitii financiare pe termen lung 095
inclusiv: veniturile obtinute de la partile afiliate 096
venituri aferente ajustarilor de valoare privind 097
investitiile financiare pe termen lung si curente
venituri din iesirea investitiilor financiare 098
venituri aferente diferentelor de curs valutar si de 099 991278 1438847

suma




Cheltuieli financiare, total

din care:

cheltuieli privind dobinzile

inclusiv: cheltuielile aferente partilor afiliate

cheltuieli aferente ajustarilor de valoare privind
investitiile financiare pe termen lung si curente

cheltuieli aferente iesirii investitiilor financiare

cheltuieli aferente diferentelor de curs valutar si de
suma

Rezultatul: profit (pierdere) financiar(a)
(rd.090 - rd.100)

Venituri cu active imobilizate si exceptionale
Cheltuieli cu active imobilizate si exceptionale

Rezultatul din operatiuni cu active imobilizate
si exceptionale: profit (pierdere) (rd.120 -
rd.130)

Rezultatul din alte activitati: profit (pierdere)
(rd.110 + rd.140)

Profit (pierdere) pina la impozitare (rd.080 +
rd.150)

Cheltuieli privind impozitul pe venit

Profit net (pierdere netd) al perioadei de
gestiune (rd.160 - rd.170)

SITUATIA MODIFICARILOR CAPITALULUI PROPRIU

100

101

102

103

104

105

110

120

130

140

150

160

170

180

de la 01.01.2024 pina la 31.12.2024

Nr.

d/o Indicatori Cod rd
1 2 3
Capital social si neinregistrat
1. Capital social 010
2. Capital nevarsat 020
3. Capital neinregistrat 030
L |4, Capital retras 040
5. Patrimoniul primit de la stat cu 050
drept de proprietate
Total capital social si
neinregistrat 060
(rd.010 + rd.020 + rd.030 + rd.040
+ rd.050)
II. | Prime de capital 070

III. | Rezerve
1. Capital de rezerva 080

2. Rezerve statutare 090

Sold la
inceputul
perioadei de
gestiune

a4

373026

373026

Majorari

804089

804089

187189

281416

200390

81026

268215

460686

142346

318340

Diminuari

1471126

1471126

-32279

-32279

1896251
329468

1566783

Anexa 3

Sold la sfirsitul
perioadei de

gestiune
7

373026
(
)
(
)

373026



3. Alte rezerve

Total rezerve
(rd.080 + rd.090 + rd.100)

Profit (pierdere)

1. Corectii ale rezultatelor anilor
precedenti

2. Profit nerepartizat (pierdere
neacoperita) al anilor precedenti

Iv.
3. Profit net (pierdere netd) al

perioadei de gestiune

4. Profit utilizat al perioadei de
gestiune

Total profit (pierdere)

(rd.120 + rd.130 + rd.140 + rd.150)

V. | Rezerve din reevaluare

VI. | Alte elemente de capital propriu

Total capital propriu

(rd.060 + rd.070 + rd.110 + rd.160

+rd.170 + rd.180)

100

110

120 X

130 5720650

140 X 1566783

150 X ( (
) )

160 5720650 1566783

170

180

190 6093676 1566783

SITUATIA FLUXURILOR DE NUMERAR

de la 01.01.2024 pind la 31.12.2024

Perioada de gestiune

Indicatori Cod rd
precedenta
1 2 3
Fluxuri de numerar din activitatea
operationala
fncasari din vinzari 010 24793777
Plati pentru stocuri si servicii procurate 020 19703580
Plati catre angajati si organe de asigurare sociala si 030 1905611
medicala
Dobinzi platite 040 19210
Plata impozitului pe venit 050 169911
Alte incasari 060
Alte plati 070 3499117
Fluxul net due numerar din activitatea
?r?fgig?nr?gzo - rd.030 - rd.040 - rd.050 + 080 7503652
rd.060 - rd.070)
Fluxuri de numerar din activitatea de
investitii
incas&ri din vinzarea activelor imobilizate 090
Plati aferente intrarilor de active imobilizate 100
Dobinzi incasate 110
Dividende incasate 120
inclusiv: dividende incasate din strainatate 121

curenta

4

5720650

1566783

7287433

7660459

Anexa 4

27711653

19068111

1811062

35240
329468

3370499

3097273



Alte incasari (plati)

Fluxul net de numerar din activitatea de
investitii

(rd.090 - rd.100 + rd.110 + rd.120 * rd.130)
Fluxuri de numerar din activitatea financiara

Incas&ri sub form3 de credite si imprumuturi

Plati aferente rambursarii creditelor si
fmprumuturilor

Dividende platite

inclusiv: dividende platite nerezidentilor
incasé&ri din operatiuni de capital

Alte incasari (plati)

Fluxul net de numerar din activitatea
financiara

(rd.150 - rd.160 - rd.170 + rd.180 £ rd.190)

Fluxul net de numerar total
(£ rd.080 % rd.140 £ rd.200)

Diferente de curs valutar favorabile (nefavorabile)

Sold de numerar la inceputul perioadei de
gestiune

Sold de numerar la sfirsitul perioadei de
gestiune
(£ rd.210 %+ rd.220 + rd.230)

Documente atasate - Nota explicativa (fisierul pdf)

'E_T@ Nota explicativa la Situatii financiare 2024.signed.pdf

130

140

150

160

170
171
180

190

200

210

220

230

240

800000

1375308

-575308

-1078960

146394

4161583

3229017

774160

-774160

2323113

37117

3229017

5589247
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Preface

About This Document

The Xpert Check Package Insert provides instructions on running Xpert Check software
for checking module performance.

Safety Information

Read and understand any safety information presented in this document before you begin
operating the instrument. Make sure you follow the precautionary statements presented
in this guide:

Caution
Indicates that damage to the system, loss of data, or invalid results could occur if the user
fails to comply with the advice given.
Highlights information that is critical for the completion of a task or the optimal performance
Important
of the system.
Note Identifies information that applies only in special cases.

Related Documents

For other information outside the scope of this document, see the following publications:
. GeneXpert Dx Operator Manual

. GeneXpert Xpress User’s Guide

. Infinity Operator Manual

Xpert Check Package Insert
301-3985, Rev. J October 2021
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Cepheid Headquarters Locations

Corporate Headquarters

European Headquarters

Cepheid

904 Caribbean Drive
Sunnyvale, CA 94089-1189
USA

Cepheid Europe SAS
Vira Solelh

81470 Maurens-Scopont
France

Telephone: +1 408.541.4191

Telephone: +33.563.825.300

Fax: +1 408.541.4192

Fax: +33.563.825 301

www.cepheid.com

www.cepheidinternational.com

Technical Assistance

Before contacting Cepheid Technical Support, collect the following information:

. Product name

. Serial number of the instrument

. Error messages (if any)

. Software version and, if applicable, Computer Service Tag number

Contact Information

United States
Telephone: + 1 888.838.3222

France
Telephone: + 33 563.825.319

Email: techsupport@cepheid.com Email: support@cepheideurope.com

Contact information for all Cepheid Technical Support offices is available on our
website: www.cepheid.com/en/CustomerSupport.

Xpert Check Package Insert
301-3985, Rev. J October 2021
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Table of Symbols

Symbol Meaning

Catalog number

In vitro diagnostic medical device

Batch code

Do not reuse

This type of symbol indicates a Warning or Caution for
which there is no other identified symbol. Read the
instructions following the symbol to avoid injury or
equipment damage.

Consult instructions for use

Manufacturer

Country of manufacture

Contains sufficient for <n> tests

Expiration date

o <m0 9@§EE

CONTROL Control
c € CE marking - European Conformity

Authorized representative in the European Community

Temperature limitation

This type of warning label indicates a potential biological
hazard risk. Biological samples such as tissues, body fluids,
and blood of humans and/or animals have the potential to
transmit infectious diseases. Follow your local, state/
provincial, and national safety regulations for handling and
disposing the samples.

B>~

] EC[REP

Cepheid Cepheid Europe SAS

904 Caribbean Drive Vira Solelh

Sunnyvale, CA 94089 81470 Maurens-Scopont
USA France

Telephone: +1.408.541.4191 Telephone: +33 563 825 300
Fax: +1.408.541.4192 Fax: +33 563 825 301

www.cepheidinternational.com

C€ |IvD
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1 Introduction

Important Read and understand this entire document before performing the data collection procedure.

1.1 Proprietary Name

Xpert Check

1.2 Common or Usual Name
Xpert Check

1.3 Intended Use

The Xpert Check kit is part of a check, verification, and hardware test system for
GeneXpert modules. The Xpert Check kit is used in GeneXpert DX, GeneXpert Xpress
and Infinity systems, and cannot be used in the GeneXpert Omni system. The Xpert
Check kit is used to check the optical system, verify the thermal system and perform a
series of system-level tests to ensure full system functionality within Cepheid’s
instrument servicing specifications. One Xpert Check cartridge is usually used to check a
single module in conjunction with the Xpert Check software. In certain cases where a
retest is required, multiple cartridges may be necessary to test a module.

1.4 Summary and Explanation

The GeneXpert (GX) module is the basis for all GeneXpert instrument systems
worldwide. Cepheid recommends that the system be checked for proper operation on an
annual basis. Based upon the usage and care of each system, checks may be
recommended more frequently. The system is designed to detect module issues with the
internal assay controls.

The Xpert Check kit includes reagents for the optical checking and performance
verification of the module. Probe Check Controls (PCCs) verify reagent rehydration,
PCR tube filling in the cartridge, probe integrity, and reagent stability. Thermal
performance is verified via proprietary thermal probe chemistries, and module hardware
performance is tested and verified by a suite of subsystem-specific tests which exercise
all critical elements of the GX module.
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1.5
1.5.1

Note

Note

The Xpert Check process consists of two phases. The first phase is the execution of
module testing using the cartridges contained within this kit. The second phase consists
of a Cepheid Quality Assurance Review, followed by the issuance of an Xpert Check
code to complete the Xpert Check process. The Xpert Check process is not complete

until this code is applied to the system.

Reagents and Instruments

Materials Provided
The Xpert Check kit contains the following:

Table 1-1. Kit Contents

Description

Quantity

Xpert Check cartridges with integrated reaction tubes

5 per kit

Each cartridge contains the following materials:

. Bead 1

1 per cartridge

*+ Reagent1

1.0 mL per cartridge

I-CORE Lens Cleaning Brush 4 per kit
Pl/Software (P/N 950-0413) 1 per kit
Data CD 1 per kit

Safety Data Sheets (SDS) are available at www.cepheidinternational.com under the SUPPORT tab.

Storage and Handling

. Store the Xpert Check cartridges at 2-28 °C. Wait at least 10 minutes after removal
from cold storage before using, to allow a cartridge to reach ambient temperature.

. Use the cartridge within 48 hours of opening the foil pouch.

. Discard cartridges that have been removed from their foil-wrapped pouches outside

of the approved usage interval.

. Do not use cartridges that have passed the expiration date.

. Do not open a cartridge lid until you are ready to perform testing.

. The cartridge lid must be opened (vented) prior to use of the cartridge; however, no

sample is required for testing.

. Discard all used and unused materials, including cleaning brushes and cartridges

once the Xpert Check session is completed.

Contents of cartridges are non-hazardous.
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1.5.3 Materials Required but Not Provided

. GeneXpert Dx, GeneXpert Xpress or Infinity System with Cepheid-supplied
computer and barcode scanner.

. GeneXpert instrument.

1.6 Limitations

. For use with GeneXpert modules (running GeneXpert Dx software version 4.4, or
higher, GeneXpert Edge v1.0, GeneXpert Xpertise v6.3 or higher and GeneXpert
Xpress software version 5.1 or higher). 4-color GeneXpert modules cannot run
Xpert Check and must be tested by Cepheid Service. Xpert Check 1.5a is not
compatible with systems running Windows XP.

. Use of the Xpert Check kit does not guarantee that the GeneXpert instrument will be
free of hardware failures, nor does it take the place of a Cepheid Service Agreement.

1.7 Warnings and Precautions

After January 14, 2020, Microsoft will no longer provide security updates or support for PCs
running Windows 7. It is recommended that you upgrade to Windows 10.

Please contact:
Important https://lwww.microsoft.com/en-us/microsoft-365/windows/end-of-windows-7-support for
Windows 7 support information.

In addition, please contact your local Cepheid Technical Support if you have questions about
using Windows 7.

. Even though Xpert Check cartridges do not contain hazardous chemicals, you
should always follow your institution’s safety procedures for working with
chemicals.

. Do not add a sample or other reagents to the Xpert Check cartridges.

. Do not use a cartridge that has a damaged reaction tube.

. Do not use cartridges from visibly damaged or compromised foil pouches.
. Contact your local Cepheid Technical Support office for replacement of damaged kit
contents.

. Do not use a cartridge if it is dropped.

@ . Each single-use Xpert Check cartridge is used to process one test. Do not reuse spent
cartridges.
. Each cleaning brush is intended for use in a single module. Do not re-use brushes in

multiple modules.
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1.8

1.9

. Do not open a cartridge package or break the lid seal until you are ready to perform
testing.

. Allow the Xpert Check cartridge to come to ambient temperature prior to use if it
has been placed in cold storage. Wait at least 10 minutes after removal from cold
storage before using.

. Do not store single cartridges. Cartridges left over from an Xpert Check session,
including pouched/unopened cartridges should be discarded along with spent
cartridges.

. Do not use cartridges whose shelf life has expired. The system will detect expired
cartridges and abort the test.

. Once a cartridge barcode has been scanned, do not substitute another cartridge in
place of the scanned cartridge.

. If using an internet-enabled Xpert Check, it is recommended that up-to-date anti-
virus software be installed on the desktop or laptop computer with updated virus
definition files, prior to executing Xpert Check.

. Prior to running Xpert Check, ensure that the environmental operating temperature
is within the correct limits (15 °C—30 °C). Xpert Check will render a system’s
modules unavailable if the internal temperature is above 40 °C. The internal
temperature can be verified in the Maintenance section of the GeneXpert DX,
Infinity or GeneXpert Xpress software. Do not proceed under these conditions.

. Xpert Check expects the same computer to be used throughout the entire process.
The computer installed with the GeneXpert system should be used, and not another
computer from a different GeneXpert system.

. The Xpert Check code will expire if not applied within 45 days of completion of
running Xpert Check.

Chemical Hazards

According to the Globally Harmonized System for Classification and Labeling (GHS)
Regulation, this material is not considered hazardous.

Assistance and Contact Information

For a complete listing of Cepheid technical support, service support, sales support, and
headquarters contacts, please see Technical Assistance, in the Preface of this document.
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1.10 Software Buttons, Icons and Symbols

Table 1-2. Software Buttons, Icons and Symbols

Symbol

Definition

Information. Touch or click this icon to obtain additional information. Displays the Information
Key workspace screen which has an explanation of the various module icon displays.

Continue. This icon is located at the bottom of most screens. Touch or Click this icon to
advance the display to the next screen.

Oog

Continue to End. Touching or clicking this icon moves the user to the last screen.

A

Exit. Exits the Xpert Check application.

About. Brings up the About screen which shows the name of the software, the software
version number, copyright notice, etc.

Home. Go to the Home screen.

Repeat/Retry. Retry loading an Xpert check cartridge to attempt to check a module that has
had an unsuccessful test of a minor nature or if the cartridge has not been vented by the user.
Used on the ‘Check Test’ screen.

Back. Touching or clicking this icon takes the user to the previous screen.

BEOopB B

Cancel. Cancel the current operation. In most cases this will mean going back to the previous
screen. In some cases, it may mean going back to the screen before the one that started the
current operation.
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Table 1-2. Software Buttons, Icons and Symbols

Symbol Definition

Select none of the modules for check. Deselects all modules for checking. If you only want
to check a few modules, you may deselect ALL of them, and then reselect only the ones you
wish to check.

Select all of the modules for checking. The default setting for the system.

Connectivity Status. Indicates the system is able to reach the Xpert Connectivity Center.

Connectivity Status. Indicates the system is not able to reach the Xpert Connectivity Center.

E DA

Module unsupported for Xpert Check. Skip the current module and do NOT attempt to
check the current module.

Module selected for Xpert Check. Module will be included when Xpert Check is run.

Skip Current Module. Skip the current module and do not attempt to Xpert Check the current
module. Used on the ‘Load Xpert Check Cartridges’ screen.

Skip Remaining Modules. Skip all the remaining modules and do NOT attempt to Xpert
Check them. Used on the ‘Load Xpert Check Cartridges’ screen.

1-6 Xpert Check Package Insert
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Table 1-2. Software Buttons, Icons and Symbols

Symbol Definition
Module not selected for Xpert Check. Module will not be included when Xpert Check is run.
Module unavailable for Xpert Check. Module will not be included when Xpert Check is run.
Indicates a module with data collection in progress.
Indicates data collection complete.
E—="1

Retest required. Indicates an incomplete Xpert Check data collection. A message will notify
the user that the test must be rerun. A further message will indicate if the existing cartridge
can be reused for the test or if a new cartridge must be used.

Service required. Contact the Cepheid Authorized Service Provider (ASP) or your local
Cepheid Technical Support office.

Xpert Check Package Insert
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Table 1-2. Software Buttons, Icons and Symbols

Symbol Definition

Lost communication. Contact the Cepheid Authorized Service Provider (ASP) or your local
Cepheid Technical Support office.

Burn. Burn a CD containing the collected Xpert check information (for users without an active

internet connection).

Collect Xpert Check Data. Leads the user through the Xpert Check data collection process.

Enter Xpert Check code. Go to the ‘Enter Xpert Check Code’ screen.

Xpert Check Status. Go to the Xpert Check Status screen to review Xpert Check status.

Upload Xpert Check Data File. Go to the ‘Upload Xpert Check Code Data File’ screen.

Upload Xpert Check Data CD. Go to the ‘Upload Xpert Check Code Data CD’ screen.

Write Xpert Check Code. Write an Xpert Check Code to a file.

Read Xpert Check Code. Open a file to read the Xpert Check code.

Scan. Turn the barcode scanner on, and accept the next scanned input.

View and Print. Launch the Adobe Reader so you can view and then print a PDF file.
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2 Procedure

2.1 System Preparation

Prepare the system for Xpert Check by following one of the four procedures listed in this section for

Note the GeneXpert Dx, GeneXpert Xpress, the Infinity-48, Infinity 48s or the Infinity-80.

Authorized Service Providers (ASPs) who perform Xpert Check but won't be on-site when the
Important Xpert Check code numbers come back (non-internet connection sites), should leave the user
name and password for the users to log in later to enter the codes (see section 2.3.2).

211 GeneXpert Dx Preparation

1.  Create an Administrator or Basic level User Name and Password in the GeneXpert
software if one does not exist. Xpert Check requires this logon credential to be
established prior to starting.

2. Have your Authorized Service Provider (ASP) code available before continuing to
the next steps.

3. Exit the GeneXpert Dx software.

4.  Go to Section 2.2, GeneXpert Dx, GeneXpert Xpress and Infinity Optics Cleaning.

2.1.2 GeneXpert Xpress Preparation

1. Create an Administrator or Basic level User Name and Password in the GeneXpert
Xpress software if one does not exist. Xpert Check requires this logon credential to
be established prior to starting.

2. Have your Authorized Service Provider (ASP) code available before continuing to
the next steps.

3.  Exit the GeneXpert Xpress software.
4.  Go to Section 2.2, GeneXpert Dx, GeneXpert Xpress and Infinity Optics Cleaning.
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213

214

2.2

Infinity-48 Preparation

1. Create an Administrator or Basic level User Name and Password in the GeneXpert
software if one does not exist. Xpert Check requires this logon credential to be
established prior to starting.

2. Have your Authorized Service Provider (ASP) code available before continuing to
the next steps.

3. Restart the Xpertise software and switch the system from Automatic mode to
Manual mode. Follow the instructions in the GeneXpert Infinity System Operator
Manual for the Infinity-48.

4.  Go to Section 2.2, GeneXpert Dx, GeneXpert Xpress and Infinity Optics Cleaning.

Infinity-48s or Infinity-80 Preparation

1.  Create an Administrator or Basic level User Name and Password in the GeneXpert
software if one does not exist. Xpert Check requires this logon credential to be
established prior to starting.

2. Have your Authorized Service Provider (ASP) code available before continuing to
the next steps.

3. Exit the Infinity System software.
4.  Open the glass doors following the instructions in the Infinity Operator Manual.

5. Go to Section 2.2, GeneXpert Dx, GeneXpert Xpress and Infinity Optics Cleaning.

GeneXpert Dx, GeneXpert Xpress and Infinity Optics
Cleaning

This procedure describes the method for removing dust and tube debris from the surface
of rod lenses of the excite and detect blocks for GeneXpert Dx, GeneXpert Xpress and
Infinity modules prior to performing the Xpert Check procedure.

Materials Required or Recommended for Cleaning
. 300-8330 —Applicator brush (Quantity of four Included in the Xpert Check kit)

. Disposable gloves

Estimated Cleaning Time: 30 Seconds per module.

Xpert Check Package Insert
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2.21

Biological Risks

/2\

Lens Cleaning Procedure
1. Select the module to be checked and manually open the door of the module.

2. Ifnecessary, remove the cartridge from the module.

Remove the cartridge from the GeneXpert modules prior to cleaning. Failure to remove a
cartridge could result in personnel being exposed to biological hazards and/or liquid
biological materials spilling into the instrument and causing damage to the instrument.

3. Locate the brush provided in the Xpert Check kit (see Figure 2-1).

Nylon Bristles Shank Insertion Shoulder

Note

Biological Risks

/2\

Figure 2-1. Lens Cleaning Brush (300-8330)

The brush is designed so that it will easily insert into the I-CORE slit and make contact with the rod
lenses of the excite and detect blocks.

Make sure you wear disposable gloves for the cleaning process. Wearing gloves prevents
you from being exposed to biologically hazardous materials.

4.  Wearing disposable gloves, insert the brush into the I-CORE slit in a tilted manner
up to the shank insertion shoulder, as shown in Figure 2-2.

Make sure that all the bristles are fully inserted (up to the shoulder of the plastic shank of the brush)

Note so that it does not cause unnecessary damage to the brush.

Caution
Do not insert any objects into the I-CORE slit except the provided brush. Inserting any other
object may damage the I-CORE.

Caution
Do not apply any solution (such as ethanol or bleach) onto the brush bristles. The brush
must be completely dry when inserting it into the I-CORE slit.
The brush is intended for single-use and should not be used on more than one module. Use

Important
a new brush for each module to be cleaned.
Xpert Check Package Insert 2-3
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I-CORE Silit

e

ozind

Shank Insertion
Shoulder

Primary brush
movement is up and
down, with
secondary rotational
motion, as described
in Step 5, below.

|

Figure 2-2. Inserting the Cleaning Brush into the I-CORE Slit

5. Insert the brush into the I-CORE slit completely up to the plastic shank (shoulder) of
the brush. Hold the brush firmly in the I-CORE slit, and perform cleaning of the rod
lenses as described below. The entire cleaning process should take approximately 30
seconds per module.

Cleaning is done by moving the brush in an up and down direction within the I-CORE slit. Brush
rotation, even if it has to be done, is not the main action that results in optics cleaning.

Note

A. Begin by brushing from the top of the [-CORE slit to the bottom, making sure to
apply a uniform pressure when brushing from the top to the bottom of the
I-CORE slit. This will ensure that most of the tube debris and dust is brushed
off from the surface of the lenses.

@

Rotate the brush from left to right and back again, approximately 180°.

O

Brush once more from the top of the I-CORE slit to the bottom.

O

Rotate the brush again from left to right and back again, approximately 180°.
Finally, brush again from the top of the I-CORE slit to the bottom.

6. When lens cleaning is complete, remove and discard the used brush and gloves as
hazardous waste.

Dispose of gloves and brushes according to your institution’s safety policies and

Important procedures for hazardous waste.

7. Proceed to Section 2.3, Data Collection Procedure: GeneXpert Dx, GeneXpert
Xpress and Infinity.
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2.3 Data Collection Procedure: GeneXpert Dx,
GeneXpert Xpress and Infinity

Before collecting data, be sure to prepare the system for checking as described in Section
2.1, System Preparation.

Internet-connected users should verify their system’s connectivity status prior to beginning
the Xpert Check process.

Important

Throughout this procedure, when making an onscreen button or icon selection, use the touchscreen
Note on the GeneXpert Xpress system by touching the button or icon with your finger. When using the
GeneXpert Dx or Infinity system, use a mouse to select, by clicking the desired button or icon.

Use care in inserting CD1 into the DVD drive. Be sure the CD is fully seated in the tray before

Note closing the drive door.
1. Place Software CD1 in the computer connected to the GeneXpert Dx. For the

GeneXpert Dx system using an external DVD drive and for the GeneXpert Xpress

and Infinity systems, connect the DVD drive following the instructions in the

GeneXpert Dx Operator Manual, the GeneXpert Xpress User’s Guide or the Infinity

Operator Manual, and insert the CD into the DVD drive.

2. For a GeneXpert Xpress system, follow the procedure in Step A., for GeneXpert Dx

and Infinity, follow the procedure in Step B.:

A. GeneXpert Xpress On the computer desktop, touch and hold the Computer
icon and a drop-down menu will appear. Touch Open, then touch and hold the
applicable drive letter for your DVD drive.

Touch Open from the drop-down menu, and the files located on the CD will
then be displayed.

Find, touch and hold the XpertCheck.exe application, and when the drop-down
menu appears, touch Run to install as administrator. When the software has
been installed, a “wrench” icon will appear on the desktop.

B. GeneXpert Dx and Infinity: On the computer desktop, right-click the

Note The software may take some time to load from the CD.
Computer icon and a drop-down menu will appear. Click Open, then right-click
on the applicable drive letter for your DVD drive.
Select Open from the drop-down menu, and the files located on the CD will
then be displayed.
Find and right-click the XpertCheck.exe application, and when the drop-down
menu appears, click Run to install as Administrator. When the software has
been installed, a “wrench” icon will appear on the desktop.
Note The software may take some time to load from the CD.
3. Depending on your system, either touch or double-click the “wrench” icon to launch
the Xpert Check program.
Xpert Check Package Insert 2-5
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4. The License Agreement screen appears first. Use the scroll bar to read through the
entire document. You will be asked to select (touch or click) the check box (bottom
of the screen) to verify that you have read and agree to the License Agreement
before continuing. See Figure 2-3.

The Xpert Check software runs on Windows 7 or Windows 10. The screens shown in this manual
Note are from Xpert Check software running on Windows 7. Screens for Xpert Check software running on
Windows 10 will be similar.

After January 14, 2020, Microsoft will no longer provide security updates or support for PCs
running Windows 7. It is recommended that you upgrade to Windows 10.

Please contact:
Important https://www.microsoft.com/en-us/microsoft-365/windows/end-of-windows-7-support for
Windows 7 support information.

In addition, please contact your local Cepheid Technical Support if you have questions about
using Windows 7.

7 Xpert Check - u] X

3
=

Cepheid

12121212

. Scroll down to read
License Agreement the entire document.

License Agreement for Cepheid XPERT CHECK 1.5A
[This License Agreement (‘License’) describes your rights (either as an individual or a single entity) and the conditions upon which you may use the Cepheid

pert Check version 1.5a (‘Software”) and is an agreement between you and Cepheid. Please read this License carefully, including any supplemental license N Ote . A copy Of the
erms 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 A . .
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 Ll cense Ag reeme nt |s
lerms 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 Iocated on C D1 .

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
jand only on the single computer provided by Cepheid (‘Device") for the sole purpose of using the Cepheid's 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 retain ownership of the Software and documentation and reserve all rights not expressly granted to User.

2 Updates: Cepheid, atits 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

> []Agree

Figure 2-3. License Agreement Screen

5. After agreeing to the License Agreement, the Login screen will appear. Log in with
your GeneXpert Dx, GeneXpert Xpress or Infinity designated Administrator level
USER NAME and PASSWORD (previously assigned to you by your system
administrator). After entering your login information, touch or click the forward
arrow button at the bottom of the screen to advance to the Xpert Check Home
screen. See Figure 2-4.

On the GeneXpert Xpress system, touching any field for inputting usernames, passwords, text, etc.,
Note will cause a virtual keyboard to appear for data entry. To close the keyboard, touch the X key in the
upper right corner of the keyboard.
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Note The user name and password are the same ones you used for the GeneXpert Dx, GeneXpert

Xpress or Xpertise software.

Cepheid

@ Login

USER NAME ’-

PASSWORD O+

Figure 2-4. Xpert Check Login Screen

__— Enter your designated

USER NAME and
PASSWORD as assigned
by your system
administrator.

2

This button,
located at the
bottom of
most screens,
is used to
advance to the
next screen.

In case of a login error, the following screen will appear. See Figure 2-5.

Cepheid

USERNAME @ |

PASSWORD O |

| * Required

Figure 2-5. Login Error Screen
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6. Ifalogin error occurs, examine the USER NAME and PASSWORD entries for errors. If
necessary, reenter the information and retry. After entering your login information,

touch or click the forward arrow button at the bottom of the screen to advance to the
Xpert Check Home screen.

7.  Obtain a sufficient number of cartridges for the number of modules to be tested.

Do not open cartridge packages until you are ready to scan the cartridge barcode (in
Important Stop 17)-P gep g y y g (
Note When determining the number of cartridges that will be needed for this test, the user should be

aware of the number of modules that they will be checking.

8. Touch or click the Collect Xpert Check Data icon on the Home screen (See Figure 2-

6). After a few seconds, the first Contact Information screen (Figure 2-7) will
appear.

Cepheid

A Home

\Icon Indicates
A ‘ Internet Access
—:5 Status

: ©

Collect Xpert Check Data Upload Xpert Check Data CD

*
Q# ~Start Xpert Check

Enter Xpert Check Code Upload Xpert Check Data File

Figure 2-6. Home Screen

9. When the first of two Contact Information screens appear (see Figure 2-7 and
Figure 2-8), fill out the fields in the two screens. Use the large navigation arrows at
the bottom of the screens to move between the two screens.

Note GeneXpert Xpress: When you touch a field, an onscreen keyboard appears for entering data.

Note that fields marked with “*” (at the right of the entry area) are mandatory fields.

Xpert Check Package Insert
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I Xpert Check o 0O X

Cepheid

Contact Information

Instrument Name m ‘My GeneXper\i

Serial Number ## [123456

User @ ‘Useﬂ

Institution @ ﬁnslilu(iom

Address "] [100 Main Street

Address (line 2) “*] [ Suite 202

City iz [New York

State/Province [NY

Postal Code ! [10001

|
]
|
]
Laboratory & ‘Lab1 ‘ )
|
|
|
|
1
|

Country f;? [USA

Figure 2-7. Contact Information Screen - Page 1

= Xpert Check = L X In this mandatory field,

enter your Authorized
Service Provider’s ID code.
Contact Information The ID code is four

characters, as described in

Cepheid

Email luser1@institution.com|
Phone ./ [408-400-XXXX : the note below.
Ext.
Mobile ] Clicking on this icon will
Service Provider I ¥ oo : take the user back to the
first Contact Information
screen

Clicking on this icon will
/take the user to the Open
Module Doors screen

Figure 2-8. Contact Information Screen - Page 2

Note The ASP-provided ID code for the Service Provider on the Contact Information screen consists of
four characters. (As examples: US01, 1203, etc.)

10.  When all information has been entered, touch or click the forward arrow button at
the bottom of page 2 of the Contact Information screen. The Open Module Doors

Xpert Check Package Insert 2.9
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screen will appear. See Figure 2-9. Manually open all module doors to enable
cartridge loading.

Cepheid

¥ Open Module Doors

Touching or clicking
this icon will take the
user to the Module
preparation screen

\

Open all module doors.

Figure 2-9. Open Module Doors Screen

11.  After opening all the module doors, touch or click the forward arrow button at the
bottom of the screen. The Module preparation screen may appear, showing the
message Wait while modules are being prepared. (See Figure 2-10.)

Note that the Module preparation screen will appear only if the firmware in the modules is not
Important 3.0.3. The screen indicates that the software is upgrading/downgrading the firmware to the

modules. The next screen you see will be the screen shown in Figure 2-11, the Select
Modules screen.
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Cepheid

¥ Module preparation

Wait while modules are being prepared.

Figure 2-10. Module preparation Screen

12.  Follow the on-screen software instructions in Figure 2-11. By default, all detected
modules will be marked as selected for checking.

On this screen, the user can touch or click individual module icons to exclude the
modules from being checked, if required. The module icons will disappear as they
are excluded.

Note For excluded modules (not selected for checking), the door position (open or closed) does not
matter.
Xpert Check Package Insert 2-11
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et Chec TR T R RRE S W e .
— |

Cepheid
— To exclude a module
B Select modules for data collection from tef}, touch or click
on the v for each

module to be excluded.

Touch or click this
arrow to proceed to the
next screen

Figure 2-11. Select modules for data collection Screen

GeneXpert-XVI and Infinity systems only: When selecting modules on screen, make a note of
Important which module lights are blinking on the system as you select each bank, to ensure
cartridges are placed in the correct modules for testing.

13.  After confirming the module selection shown in Figure 2-11, touch or click the
white arrow at the bottom of the screen overlay, to begin scanning cartridges. If the
module selection shown is incorrect, touch or click the red X at the bottom left corner
of the screen to return to the Select Modules screen and change your selection. See
Figure 2-12.

Xpert Check Package Insert
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Cepheid

.

¥ select modul qgeims

Module selection is
shown here. In this
example, one module is
selected for checking.

Figure 2-12. Confirm module selection Screen

14. In case of an error in the preceding step, in which either no modules have been
selected, or all modules have been excluded, one of the following screens will
appear (Figure 2-13). Follow the on-screen instructions to select a module, or start
over by returning to the Home screen or exiting the program.

Cepheid

Cepheid

You have not selected any modules for Xpert Check. You may wish to
start over by going to the 'Home" screen or exit now.

Figure 2-13. Error Screen Examples
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Important

Scanning the

Note

Note

15.  After confirming your module selection, you will advance to the Scan cartridge
screen, where you will be prompted to scan the barcode on the Xpert Check
cartridge.

Verify you have enough cartridges on hand to perform the check procedure for the desired number
of modules.

16. Remove the test kit cartridge from the package for the module you’ve previously
selected, opening only one cartridge at a time.

Allow the cartridge to reach ambient temperature before proceeding. Do not remove a
cartridge from refrigerated storage and immediately use the cartridge to run this test.

17.  Scan the cartridge barcode. Figure 2-14 shows a cartridge barcode being scanned.
Do not substitute a cartridge with another after it’s been scanned.

If the barcode cannot be scanned, skip the cartridge and contact your ASP or local Cepheid
Technical Support office for a replacement cartridge, if necessary. If the barcode scanner is
damaged, missing or incorrectly configured, contact your ASP or local Cepheid Technical Support
office for guidance.

_ Xpert Check o] ®

cartridge barcode .
g Cepheid Q 00:00

Note: To avoid inserting a
wrong cartridge into a
module, do not set the
cartridge aside after it
has been scanned. In one
operation, scan the
cartridge barcode, vent
the cartridge and insert it
into the next available
(lighted) module.

SKIP button: Touch or
click this icon to skip the

¥ Scan cartridge A1

cartridge just scanned.
e —w DI CHE O]

Figure 2-14. Scanning the Cartridge Barcode Screen

A. After scanning the barcode of the cartridge, ensure you open (vent) the cartridge
lid and then close it for each cartridge as directed by the software in Step B
through Step E below.

Do Not add a sample or reagent to the cartridge. Use ONLY the cartridges in the Xpert Check

Important kit provided.
Note After a cartridge barcode is scanned a green light will blink on the system above the module door
where the cartridge is to be loaded. (See Figure 2-17.)
214 Xpert Check Package Insert
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If, for some reason, you want to skip the cartridge just scanned, touch or click the SKIP button at the
bottom of the screen. An overlay, shown in Figure 2-15, will appear, asking for confirmation on
skipping the cartridge. To SKIP the cartridge, touch or click the forward arrow at the bottom of the
confirmation screen. To proceed without skipping the cartridge, touch or click the X icon at the left
bottom corner of the screen. You are urged to rescan a cartridge (or substitute a new cartridge if
necessary) to ensure a module is not skipped.

Note

Cepheid ' Touch or click the X icon
¥ Open lid and close lid to “undo” the SKIP
= |~ selection and proceed
with opening, venting
and loading the
cartridge into a module.

You have just scanned a
cartridge. Are you sure you
want to skip it?

Touch or click the arrow
" to confirm you want to
skip the cartridge just
scanned.

Figure 2-15. Confirm skip Screen

B. Venting the cartridge (shown in Figure 2-16), for two seconds is sufficient. This
screen is animated, showing the cartridge lid being opened and closed. After
venting, touch or click the forward arrow at the bottom of the screen to
continue.

Xpert Check Package Insert 215
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Opening the cartridge

Closing the cartridge

— Xpert Check

Cepheiz/ O oo

# Open lid and close lid

— Xpert Check

Cepheid

¥ Open lid and close lid

Important: If a cartridge is not

vented before testing, the test
e unsuesessit o8 =] |
Figure 2-16. Venting the Cartridge by Opening and Closing the Cartridge Lid - Animated Screen
C. Close the cartridge lid and ensure the module door is fully opened to receive the

cartridge.

D. Load the cartridge into the module (with the cartridge reaction tube (tab) facing
away from you), as directed by the animated software screens. See Figure 2-17.

Note Be sure to load scanned cartridges in sequence in the next available module. This will avoid loading
cartridges in the wrong location or leaving modules empty.

2-16 Xpert Check Package Insert
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The blinking green light
Cepheid Q 00:00 : above the module door

B Load cartridge A1 indicates the correct

module loading location

Load the cartridge
into the module.

Cepheid Q L)

¥ Load cartridge A1
Press firmly on the

module door after loading
the cartridge, ensuring the
door is fully latched.

/

. Xpert Check

Cepheid
¥ Load cartridge

If a module door will not close
and latch, touch or click the
SKIP button at the bottom to e
abort testing the module and
move on to the next module to
continue testing.

Important: Be sure to remove the cartridge
from a module whose door will not latch

before proceeding. Notify your ASP or local Note that the door on a module without a
Cepheid Technical Support office of the cartridge loaded will not latch. That door
malfunctioning module door latch so it can can be left in the open position when

be serviced. running the other loaded modules.

Figure 2-17. Loading the Cartridge into the Module

E. If you are checking additional modules, continue by scanning the next
cartridge. Place each individually scanned cartridge into the next selected open
module, pressing the module door securely closed until it latches. As each
module door is closed and latched, data collection will automatically start
on that specific module. The blinking green light above the module will then
become steady green, indicating that checking has started.

Xpert Check Package Insert 2.17
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If a module door is not closed completely (until it latches) after loading a cartridge, the

screen will continue to display a message to insert a cartridge, and the check will not run.
Important If you are unable to close and latch a module door after several tries, touch or click the SKIP
button at the bottom of the screen to skip the module with the faulty door and move ahead.
Notify your ASP or local Cepheid Technical Support office so the module can be serviced.

18.  Checking will take approximately 20 minutes to complete after the final module has
been loaded for testing. When checking begins, the Data collection in progress
screen appears, as shown in Figure 2-18.

If necessary, a retest of a previously run module may be started without waiting for the

Important present module to complete its test, as described in steps 19b through 19d.

Cepheid

| - Data collection in progress

Countdown clock, showing
estimated time to test
I~ completion (21 minutes).

Note: In this example, one
modaule is being tested.

Do not exit the software
I program while data
collection is in progress!

i ?

Figure 2-18. Data Collection Screen

If you do not have an internet connection, skip to section 2.2.1 for the remainder of this

Important procedure. If you have an internet connection, continue with step 19.

19.  After test completion, the module door will open and the light above the module
door will turn off. Screens similar to those shown in Figure 2-19 or Figure 2-20 will
appear. Touch or click the right arrow to continue.

A. Figure 2-19 shows the completion of a successful Xpert Check data collection.

When the test is complete, touch or click the forward button at the bottom of the
screen to begin uploading Xpert Check test results to the Xpert Connectivity
Center.

When uploading test results, especially multiple files, verify the selected folder destination is

Important correct.

2-18 Xpert Check Package Insert
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= e e IR IR TR R TR e e
— _

Cepheid ‘ 2l

ll Press arrow to continue

Touch or click to continue
to the next screen.

Note: In this example, one
module is being tested.

Figure 2-19. Test Completion Screen - Successful

B. If the test was unsuccessful, the screen shown in Figure 2-20 will appear,
showing module status. A test retry must be performed. Touch or click the Retry
icon in the lower left-hand corner of the screen.

Module test unsuccessful.
Test must be rerun using
either the same or a new
cartridge, as instructed by —_
the on-screen display.

Continue button. Touch or
click to proceed without
retesting. See Figure 2-21.

Retry Icon: Touch or click
to retest the module.

Note: In this example,
one module is being
tested.

Figure 2-20. Test Completion Screen - Unsuccessful Module Checking Example

C. Ifthe Continue arrow at the bottom of the screen is pressed when there is an
unsuccessful module test displayed (as shown in Figure 2-20), the Confirm
continue screen will appear. See Figure 2-21.

Xpert Check Package Insert
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To return to the Press retry or
continue Screen to retest the
flagged module, touch or

click the X icon. Ei Press retry org

3
=

Cepheid : User 1

ot

Confirm continue

You have 1 or more modules
flagged for retry. Are you sure
you want to continue? Those

modules will not be checked.

To continue without
retesting the flagged
module, touch or click the
right arrow at the bottom ‘

of the Confirm continue
screen. —

Figure 2-21. Confirm Continue Screen Overlay

You have the option of continuing by touching or clicking the right arrow on the
Confirm continue screen overlay. Choosing this option will result in the flagged
module not being retested, and you will begin uploading check data as
described in Step 20.

Another option is to return to the Press retry or continue screen to Retry (retest)
the flagged module by clicking the red X icon at the bottom left of the Confirm
continue screen. The Retry procedure is described in Step D which follows.

D. Ifthe Retry icon (shown above in Figure 2-21 at the bottom of the screen)
appears, touch or click the Retry icon and you will return to the Scan Barcode
screen (Figure 2-14) to complete the retest on the affected module(s).

Note that the retest can be of two possible types:

1) Retry with the same cartridge: For example, a message may appear telling
you to vent the cartridge, rescan it, and put it back in the module.

2) Retry with a new cartridge: If the cartridge was defective, or had already
been used, you will be asked to replace it by scanning the barcode on a new
cartridge, venting it, and loading it into the module.

During the course of running retests, modules may need to be skipped if the user runs out of Xpert
Note Check cartridges. Please contact your ASP or local Cepheid Technical Support office for additional
Xpert Check cartridges. Rerun Xpert Check on any modules that were skipped.

At the completion of the Xpert Check data collection process, modules determined to require service
Note will be flagged with an orange module icon (See Figure 2-20). Please contact your local ASP or local
Cepheid Technical Support office for further assistance in servicing or replacing modules.

20.  After successful test completion and Xpert Check data collection, touch or click the
forward arrow to display the screen shown in Figure 2-22, if you have an active

2-20 Xpert Check Package Insert
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internet connection. However, if you have never been internet connected, or have
lost your functioning internet connection sometime during the Xpert Check test, a
Download Xpert Check code error screen or an Upload incomplete error screen
(Figure 2-23) may appear instead, instructing you to write Xpert Check data to a
data CD to send to your ASP or local Cepheid Technical Support office. In this case,
continue to the instructions beginning at Step 4 (under Section 2.3.1) of this
procedure to continue as a user without an internet connection.

With a functioning internet connection, the system should proceed normally (with Step 21), and the

Note Xpert Check code should begin downloading, as shown in Figure 2-24.

Cepheid @

g Uploading Xpert Check data

N

Cep

Figure 2-22. Uploading Xpert Check Data Screen

Cepheid

Touch or click this icon to .
move to the Write Xpert Check Error Code 5037, Cepheid
Data to CD screen. See System ID 803488:

Figure 2-31. System failed to upload Xpert
/ Check data. Proceed to write
7 Cepheid Xpert Check data to CD. Try

to upload CD later, or contact
I Cepheid Support.

i?

Figure 2-23. Upload incomplete Error Screen

Xpert Check Package Insert 2.21
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21.  When the Xpert Check data has finished uploading, a Quality Assurance check will
be performed on the data. If the check is acceptable, the Xpert Check code will
automatically download. See Figure 2-24.

If the test is not acceptable, the affected module(s) will require service or
replacement and will be flagged with an orange icon. Please contact Cepheid or your
local ASP or the local Cepheid Technical Support office for further assistance.

~ Xpert Check =&

D =
Cepheid o

§ Downloading Xpert Check code

//Cepheid

Figure 2-24. Downloading Xpert Check code Screen

22.  After the Xpert Check test results have downloaded, the Xpert Check code will be
applied to each successfully tested module, and those modules will then be identified
with a + symbol. See Figure 2-25. As shown here, one module is being checked.

2.22 Xpert Check Package Insert
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Q _ After the Xpert Check code is applied

Gaglie) to each module, a plus (+) symbol is
= Applying Xpert Check code added to the green module icon.

'~ Xpert Check

Cepheid

M Xpert Check status

Note: If this Service Required icon (at
left) appears instead of the “+”
symbol on a checked module, call
your ASP or local Cepheid Technical

Figure 2-25. Applying Xpert Check code Screen

In the screen shown in Figure 2-25, some modules may display the service required icon or may be

Note grayed out if they were skipped.

23.  After all the Xpert Check codes have been applied to the successfully-tested
modules (those green modules which appear with the plus symbols applied), the
Xpert Check complete screen will appear. See Figure 2-26. This screen shows the
location of the Xpert Check Data report, which is available for review, if desired.

. Xpert Check =25

Cepheid

+Xpert Check complete

| —Review Xpert Check
Date 04 May 2018 Status button

Review Xpert Check Statusl| 5/

C:\geneXpert\XpertCal\reports I

Xpert Check Data Directory

Your results have been saved. Make a note of the folder
name should you want to review your resullts later.

Location of Xpert
Check reports

I «=> N )

Figure 2-26. Xpert Check complete Screen
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24. Remove and discard all Xpert Check cartridges. Do not save partial kits (all unused
cartridges must be discarded). When complete, click the Exit icon at the top or
bottom of the screen to exit the program. See Figure 2-27.

Cepheid

Exiting

‘ Touch or click to exit
' the program with a
confirmation (see

' Figure 2-28).

Touch or click to exit
the program
immediately, without

confirmation. —_—
Figure 2-27. Exit the Program

25.  The screen shown in Figure 2-28 appears only if you touch or click the exit arrow in
the upper right of the screen.

Cepheid

Are you sure you want to exit?

Touch or click to abort the exit command Touch or click to confirm and exit the program
Figure 2-28. Confirm exit Screen

This completes the Xpert Check Test for an internet-connected user.

Contact your Authorized Service Provider or the local Cepheid Technical Support office concerning

Note i .
modules requiring service.
Note To view your Xpert Check results, see Step 23 and Figure 2-26, which shows the file path and
location of Xpert Check results and the Xpert Check Summary report.
2.24 Xpert Check Package Insert
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2.3.1 Xpert Check Completion For Non-internet Connected Users

For Non-internet connected users, you should have completed Step 1 through Step 19 of
Section 2.3 to collect data before starting this section.

1. This section begins with the Data collection in progress screen, which is similar to
Step 18 in Section 2.3, and the screen shown in Figure 2-18 for internet-connected
users.

v Check TR, T b B __ B J
et Coe — -

Cepheid O 00:18 =

ll Data collection in progress

Icon Indicates There is No
Internet Connection

Countdown clock,
showing estimated time to
test completion (18
minutes)

Figure 2-29. Data collection in progress Screen

2. After test completion, the module door will open and the light above the module will
turn off. A screen similar to that shown in Figure 2-30 will appear. Touch or click the
right arrow at the bottom of the screen to advance to the next screen.

S i G TR e R e e e
-

Cepheid . L Us‘er1

il Press arrow to continue

Touch or click to advance
to the next screen

Figure 2-30. Test Completion screen - Successful
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3. When the Write Xpert Check data to CD screen appears (Figure 2-31), you will be
prompted to press the Eject button on the DVD drive to remove the existing Xpert
Check Software CD so you can insert the blank data CD.

In the following step, use care in inserting the blank CD into the DVD drive. Be sure the CD is fully

Note seated in the tray before closing the drive door.

If you have been running this test as an internet-connected user and then lose your internet
Important connection and received an error screen (Figure 2-23), resume your procedure beginning
with the following Step 4, continuing through Step 12.

In the following step, pause for 10 seconds after CD insertion and cancel any wizards that auto-open
before touching or clicking the forward arrow to proceed. When you either close the wizard or have
waited enough time to ensure that a wizard will not auto-open, touch or click the forward button to
proceed. This will launch the Windows CD burning screens that the Xpert Check program opens.

Note

4. Insert the blank CD into the DVD drive of the computer and close the DVD drive
tray fully to ensure the CD will be recognized.

Pause to allow the launch of any possible CD wizard programs. If wizard programs
launch, close them before touching or clicking the forward button to proceed.

'Xwncmk'-----— -
i -

Cepheid
Write Xpert Check data to CD

Remove the existing CD, and then

insetitheiblankCh. Pause 10 seconds after CD

insertion and then touch or
click to continue to the
next screen.

Figure 2-31. Write Xpert Check data to CD Screen - Step 1

5. After inserting the blank CD, the screen will change briefly, indicating the CD has
been recognized. See Figure 2-32. This screen will remain displayed until the CD
writing process is complete.

Note It is not necessary for the user to locate the file to write because that process is automatic.

Xpert Check Package Insert
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- Xpert Check [l @ =

Cepheid

Write Xpert Check data to CD

Figure 2-32. Write Xpert Check data to CD screen - Step 2

6. The CD Writing Wizard or Burn to Disc screen (Figure 2-34) will then appear as an
overlay of the screen shown above, in Figure 2-32.

The next screens (Figure 2-33 though Figure 2-37) show the CD writing program
screens as you progress through the writing process.

«  Windows® 7 users: Follow the screens on the top of the figure.
« Windows®10 users: Follow the screens at the bottom of the figure.

A. On the first screen, after successful recognition of the blank CD, you will be
asked to provide a name for the CD that you will be writing. DO NOT simply
touch or click the Next button to continue the writing process with the default
name that appears. Instead, type in your facility’s name, such as “XYZ
Hospital,” in the space provided and touch or click Next. See Figure 2-33.

Xpert Check Package Insert 2.27
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Type in your facility name
for the CD name/Disc title

e R ==

) 4 Burn to Disc

Prepare this disc
\ Disc title:

Recording speed:

New files being burned to the disc will replace any files already on the disc if they have the
same name.

Close the wizard after the files have been burned

e ]) [ Concel |

Opening Screen - Windows 7

2 Burn to Disc

Prepare this disc

Disc title:

Recording speed:

8x v

New files being burned to the disc will replace any files already on the disc if they have the
same name.

[ close the wizard after the files have been burned

Opening Screen - Windows 10

Figure 2-33. CD Writing Program - Opening Screen

B. Ifthe CD is not recognized, the screen shown in Figure 2-34 may appear,
instead of the screen in Figure 2-35, asking you to insert a writable disc to
continue. Writable discs, in this case, are CDs on which you can store files.
Writable discs can only be written to once, meaning that once any files are
copied to the disc, they are there permanently.

A disc that has data on it is not considered to be a writable disc and will result in
an error screen, as shown in Figure 2-39.

If you are unsuccessful with any part of the CD writing process, you may contact your ASP or local
Note Cepheid Technical Support office for assistance. It is safe for you to close the Xpert Check software
now because the Xpert Check files have been saved to the hard drive and you will not lose data.

2-28 Xpert Check Package Insert
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(T e (et

& 4 Burn to Disc

Insert a disc
There is no disc in the CD or DVD burner.

Please insert a writable disc into drive D:.

{iihat kind of disc should T use3

I[N—extll Cancel |

Insert a Disc Screen - Windows 7

& Burn to Disc
Insert a disc
There is no disc in the CD or DVD burner.

Please insert a writable disc into drive D:.

{iihat kind of disc shouid T use3
Cancel
Insert a Disc Screen - Windows 10

Figure 2-34. CD Writing program - Insert a writable disk to continue Screen - Example

C. After successful recognition and naming of the CD, touch or click the Next
button to continue. The writing process will begin automatically.

D. During the writing/burning process, a progress bar will appear on the screen.
See Figure 2-35.
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— " .
©) (4 Burn to Disc

Please wait...

Adding data to the disc image...

Please wait...

Performing final steps to finish this disc...

Estimated time left: 30 seconds

File Burning Progress Screens - Windows 7

X
~ &2 Bumto Disc
Please wait...
Burning the data files to the disc...
|
et

File Burning Progress Screen - Windows 10

Figure 2-35. CD Writing/Burning Progress Screen

E. When the writing of the CD is complete, the screen shown in Figure 2-36 will
appear. Touch or click the Finish button to exit the CD writing program.

2-30
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You have successfully burned your files to the disc

Do you want to create another disc using these same files?

Yes, burn these files to another disc

To dose this wizard, dick Finish.

[ (o)

Completion Screen - Windows 7

- & Bumnto Disc
You have successfully burned your files to the disc

Do you want to create another disc using these same files?

To dose this wizard, dick Finish.

I Finish l Cancel

Completion Screen - Windows 10

Figure 2-36. CD Writing Completion Screen

F.  On a Windows 7 computer, you may see the screen displayed in Figure 2-37
after a successful CD write. Touch or click the OK button as many times as
necessary for the screen to disappear, before continuing.

[+7] Compressed (zipped) Folders Iﬁ

Please insert the last disk of the Multi-Volume set and
click OK te continue,

Figure 2-37. Final Screen from Windows 7 After CD Writing has Completed

7. After touching or clicking the Finish button on the CD writing screen, the Send the
CD to your Authorized Service Provider Screen will appear (see Figure 2-38).
Remove the completed Xpert Check data CD from the disk drive and prepare the
label, as described in Step 10.
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Cepheid

Send the CD to your Authorized Service Provider

User 1

//Cepheid

4

Touch or click to
proceed to the

next screen, prior to
—

Figure 2-38. Send the CD to your Authorized Service Provider Screen - Step 3

8. Ifaproblem has occurred anytime during the CD writing process, an error code
screen may appear. (See Figure 2-39).

* IfaCD you have inserted already contains data as shown in the error screen
below at the left, remove the CD and insert a blank CD, and then touch or click
the Retry icon.

*  Inthe case of a read or write error, the screen shown at the right may appear and
you must exit the program. Contact your ASP or the local Cepheid Technical
Support office for assistance, if necessary.

Disc is not Writable (Already Contains Data) General Write Failure

o —ee R el X ¥

Cepheid Cepheid

Error writing Xpert Check data CD

Error Code 7008, Cepheid System ID 803488:

The CD in your drive already contains data. ~ Fileread or write error of
Insert a blank CD and press the retry button. calibration_info_803488_2015-11-24_18-11-55.gxc.
Contact your Authorized Service Provider

\ Exit the Program

Figure 2-39. Error writing Xpert Check data CD Screens - Two Examples

(o) i)(?

Retry Button
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9.  After test completion, the Exiting screen will appear with the message Remove and
discard all Xpert Check cartridges (see Figure 2-40).

Remove and discard all Xpert Check cartridges.

Touch or click to exit
the program.

~ A i) ?

Figure 2-40. Exiting Screen

10.  Use a felt-tip pen to write on the label of the Xpert Check data CD you have just

created by writing the date, instrument identification and facility/location of the test
performed. See a label example in Figure 2-41.

_ ~ Note: It is the responsibility of the user
to properly enter the date, instrument
identification, facility name and
location on the Data CD label.

Failure to properly label your Data CD
- \ may result in lost data and a delay in

" obtaining your module Xpert Check
code test.

Qai3HdId o

Date-Instrument
Identification

Facility, Location

®
(0% e
S
IS

Figure 2-41. Data CD Labeling Example
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Note

Note

2.3.2

Note

Note

11.  You have the option to copy the calibration info.gxc data file (located on the Xpert
Check data CD just written) and Email the data file directly to your ASP or the local
Cepheid Technical Support office instead of mailing the CD. If Email is not an
option, place the Xpert Check CD?2 into the provided CD shipping envelope and
mail it to your local Authorized Service Provider (ASP) or the local Cepheid
Technical Support office for data quality assurance checking and the issuing of your
Xpert Check code.

12.  Your ASP or the local Cepheid Technical Support office will perform the quality
assurance review and, if successful, send back your Xpert Check code either by
Email or regular mail, depending on what method you have previously set up with
them.

Discard all remaining materials from the kit. DO NOT save unopened kit pouches for later use. DO
NOT discard your Software CD. For users who Emailed their file and have not shipped their data
CD: DO NOT discard your Data CD.

13.  Restart your GeneXpert Dx, GeneXpert Xpress or Infinity system and computer.

You can continue to use your system while awaiting your Xpert Check code.

Obtaining the Xpert Check Code for Non-Internet
Connected Users

Ensure the system is in the same configuration as when Xpert Check was run (i.e., no software
updates or changes have been made and no new GeneXpert systems have been moved to or from
this computer). In the case of any module servicing and/or replacement that may occur between
data collection and application of the Xpert Check Code, new or modified modules will be ignored for
the purposes of the Xpert Check testing process.

In the following step, use care in inserting the CD into the DVD drive. Be sure the CD is fully seated
in the tray before closing the drive door.

1. Exit the GeneXpert Dx, GeneXpert Xpress or Infinity software.

2. To finish the Xpert Check process, place the Software CD in the DVD drive of the
computer connected to the GeneXpert Dx or GeneXpert Xpress instrument or in the
kiosk computer for the Infinity.

3. Touch or click on My Computer, then touch and hold or double-click on the
applicable drive letter for your DVD drive. The files located on the CD will then be
displayed. Find and touch and hold or double-click the XpertCheck.exe application/
shortcut to launch the software.

4. Log in with your GeneXpert Dx, GeneXpert Xpress or Infinity designated USER
NAME and PASSWORD (see the IMPORTANT note in Section 2.1). Also see
Figure 2-4 for the Login screen.

After entering your login information, touch or click the forward arrow button at the
bottom of the screen to advance to the next screen (the Xpert Check Home screen).
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The user name and password are the same ones you used for the GeneXpert Dx, GeneXpert
Xpress or Xpertise software. If an ASP (FSE) previously performed Xpert Check and is not now on
Note site, the user name and password should have been provided for this step to enter the code. If the

user name or password are not now available, contact your ASP or your local Cepheid Technical
Support office.

5. Touch or click the Enter Xpert Check Code button. See Figure 2-42. The Enter Xpert

Check code screen will appear. See Figure 2-43.

Cepheid

A Home

E *

Collect Xpert Check Data Upload Xpert Check Data CD

*

QH#

Enter Xpert Check Code

Upload Xpert Check Data File

Figure 2-42. Home Screen, showing Enter Xpert Check Code Button

= Xpert Check

===
Cepheid

®= Enter Xpert Check code

Xpert Check Code
_— String Entry Area

Enter Xpert Check Code EHYC-m!Q-R5x=-stu-ATk2-cfbm-nnpl-4A<v-wwxy-z# I @red/
N rA .
Y ] ‘ 1 ?

Figure 2-43. Enter Xpert Check code Screen

Xpert Check Package Insert
301-3985, Rev. J October 2021

2-35



Procedure

I_+_I

Enter your Xpert Check code as described below.

In this step, there are various ways to enter the Xpert Check code, depending on your
system. Your four options are listed below.

A.

D.

Option 1 (For GeneXpert Dx or Infinity systems only): Use your scanner to
input the barcode as follows: First, click the icon located in the bottom center of
the screen. The Xpert Check Code File (Figure 2-44) will appear on your
screen. Position your scanner to scan the barcode on the Code form, using care
to avoid any reflection on the monitor that may interfere with your scanner. See
Figure 2-44 for an example of an Xpert Check Code File.

Option 2 (For all systems): Print a copy of the Xpert Check Code File and use
your scanner to scan the barcode on the printed page. See Figure 2-44 for an
example of an Xpert Check Code File.

Option 3 (For GeneXpert Dx and Infinity systems only): Copy and paste the
code string into the Enter code screen from the screen’s display. The code string
is visible on Figure 2-44,

Option 4 (For all systems): Type in the code string manually using the
information on your screen or printed page.

When you have successfully entered the code, touch or click the forward arrow at
the bottom of the screen to continue. The Applying Xpert Check code screen will
appear. See Figure 2-45.

2-36
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Xpert Check Code File

Here is the Xpert Check code for the recent data collection of your modules for the system identified below.

Xpert Check data collection performed on 30 September 2020 15:02:31 PST

GX Instrument Name:

My GeneXpert

Cepheid System ID: 123456

Software Version: Xh1.5a

Data Collected By: admin1

Institution Name: Institution1
Laboratory Name: Lab1

Street Address: 100 Main Street, Suite 202
City: New York
State/Province: NY

Postal Code: 10001

Country: USA

Email: user@institution.com

Facility Phone Number:

408 400-0000

Extension:
Mobile:
ASP Code: uso1
Scan or enter the Xpert Check code to complete the Xpert Check process.
Xpert Check Code String Barcode

VDQ&-k<4x-Tkg3-@yww-s@DZ-Hgam-nnpA-d88U-xwxy-z#

1. Cepheid recommends that system performance should be evaluated annually using Xpert Check.

2. Cepheid declares that the I-CORE modules in the GeneXpert® Instrument were checked using an Xpert Check product.
NIST traceable qualification standards are used to control the parameters for the fluorescence standards of concentration,
brightness, and spectrum. Cepheid products are manufactured, quantified and controlled under a Quality System compliant

with ISO 13485 and QSR requirements.

GeneXpert® Xpert Check Version: Xh1.5a

Figure 2-44. Xpert Check Code File - Example

Page 1 of 1
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- Xpert Check ol ® =

Cepheid O

Applying Xpert Check code

Figure 2-45. Applying Xpert Check code Screen Example

E. After the Xpert Check code has been applied, the Xpert Check Complete screen
will appear with the location of the Xpert Check Report displayed in the Xpert
Check Data Directory area. Write down the file path and location of the Xpert
Check Report file, as shown. See Figure 2-46.

. Xpert Check ==
Cepheid
-|-Xpert Check complete
SO PG _—— Review Xpert Check
: = 4//, Status button
Review Xpert Check Statusf| &/
C:\geneXpen\XpevtCanre_povts I

Xpert Check Data Directory
Your results have been saved. Make a note of the folder
name should you want to review your results later. \
Location of

Xpert Check Report

= 00

Figure 2-46. Xpert Check complete Screen
F. Touch or click the Review Xpert Check Status button (see Figure 2-46).

G. The Xpert Check status screen will appear. See Figure 2-47. In the Xpert Check
status screen, the successfully checked modules are indicated by a + symbol on
a green module.
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. Xpert Check o) B )

Cepheid

ll Xpert Check status

| Module Successfully

4  Checked

- P2

Figure 2-47. Xpert Check status Screen

If the Xpert Check report on the computer has been deleted, contact your ASP or the local Cepheid

Note Technical Support office for assistance.
7.  ldentify the generated Xpert Check Report file in the folder
C:\GeneXpert\XpertCal\Reports.
8. Identify the generated Xpert Check Summary Report file in the folder
C:\GeneXpert\XpertCal\Reports.
A. See Figure 2-48 for an example of a Xpert Check Summary Report.
The Xpert Check Summary Report lists the modules that had an unsuccessful
test and require retesting or service.
The modules requiring retesting or service are listed by serial number in Table 1
on the form in Figure 2-48. When requesting service, provide these listed serial
numbers to your ASP or the local Cepheid Technical Support office.
Gateway information is provided in Table 2 of the form.
Xpert Check Package Insert 2-39
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Xpert Check Summary Report

Please Note:

Xpert Check data collection performed on 30 September 2020 09:37:04 PDT
All modules that DID NOT pass Xpert Check are listed in Table 1: Modules Requiring Service.
Gateway Informations are provided in Table 2.
Complete test results for each module are listed in Table 3: Detailed Test Results by Module.

GX Instrument Name: My 6Color
Cepheid System ID: 12345
Data Collected By: User1
Institution Name: Institution1

Laboratory Name:

Laboratory Sunnyvale

Street Address: 123 Main Street

City: Sunnyvale

State/Province: CA

Postal Code: 90001

Country: USA

Email: Userl@Institution1.com

Facility Phone Number:

408-400-XXXX

Extension:

Mobile:

ASP Code:

uso3

Table 1: Modules Requiring Service

Module Serial Number / Location

Module Status

639563/A2

Skipped and Retest required

639565/A1

Requiring Service

Table 2: Gateway Information

Gateway Serial Number

MAC Address

804471

00:21:38:00:2E:1B

804470

00:21:38:00:2E:1A

GeneXpert® Xpert Check Version: Xh1.5a

Page 1 of 2

Figure 2-48. Xpert Check Summary Report Example - Page 1
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Xpert Check Summary Report

Table 3: Detailed Test Results by Module Serial Number
The column header will show Module Serial Number, followed by (Location / Cartridge Lot).

If a module undergoes multiple tests, the Module Serial Number will be shown as Module Serial Number :
Cartridge -Test Run.

639565
Test (A1/00402)
Cartridge Load pass
Module Tests pass
Ambient Temperature pass
Motherboard EEPROM pass
ICORE EEPROM pass
+12V Power Supply pass
-12V Power Supply pass
+24V Power Supply pass
Valve Drive pass
Valve Label Dropouts pass
Valve Home Integrity pass
Valve Timing pass
Valve Drift pass
Pump Drive pass
Ultrasonic pass
ICORE Heater pass
ICORE Fan pass
Force Sensor pass
Optical Check fail
EBF Value pass
Probe Check fail

1. Cepheid recommends that system performance should be evaluated annually using Xpert Check.
2. Cepheid declares that the I-CORE modules in the GeneXpert® Instrument were checked using an Xpert Check product.
NIST traceable qualification standards are used to control the parameters for the fluorescence standards of concentration,

brightness, and spectrum. Cepheid products are manufactured, quantified and controlled under a Quality System compliant
with ISO 13485 and QSR requirements.

GeneXpert® Xpert Check Version: Xh1.5a Page 2 of 2

Figure 2-49. Xpert Check Summary Report Example - Page 2
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2.4 Return System to Normal Operation

Note Return the system to normal operation by following one of the three procedures listed in this section
for the GeneXpert Dx, GeneXpert Xpress, the Infinity-48, the Infinity 48s, or the Infinity-80.

241 GeneXpert Dx
Ensure all Xpert Check cartridges and CDs have been removed from the GeneXpert Dx.
1. Restart your GeneXpert system and computer. Follow the instructions in the

GeneXpert Dx System Operator Manual.

2. The system will be ready for full operation.

24.2 GeneXpert Xpress
Ensure all Xpert Check cartridges and CDs have been removed from the GeneXpert

Xpress.
1.  Restart your GeneXpert Xpress system. Follow the instructions in the GeneXpert

Xpress User’s Guide.

2. The system will be ready for full operation

2.4.3 Infinity-48

Ensure all Xpert Check cartridges and CDs have been removed from the Infinity-48.

1. Restart the Xpertise software and switch the system from Manual mode back to
Automation mode. Follow the instructions in the GeneXpert Infinity System

Operator Manual for the Infinity-48.

2. The system will be ready for full operation.

2.4.4 Infinity-48s or Infinity-80
Ensure all Xpert Check cartridges and CDs have been removed from the Infinity-48s or

Infinity-80.
1. Restart the Xpertise software. Follow the instructions in the GeneXpert Infinity
System Operator Manual.

The system will be in Automation mode, ready for full operation.

2-42 Xpert Check Package Insert
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2.5 Information Key Screen

7 Xpert Check @uﬁ

Cepheid

i Information key

Selected Not selected Module unsupported Module unavailable.
for Xpert Check
S AR
I |
Data collection in Data collection Module Xpert Check Retry suggested Service required Lost communication
progress complete complete

Figure 2-50. Information key Screen

2.5.1 Reasons to Repeat Xpert Check with a New Cartridge

If the onscreen instructions direct you to retest, repeat the test according to the
instructions in Step B. on page 2-19.

2.5.2 Reasons to Repeat Xpert Check with the Same Cartridge

If software reports that the cartridge film seal was not broken, remove the original
cartridge, rescan the cartridge barcode, open the lid, close the lid, and reinsert the
cartridge. Restart the Xpert Check procedure for the affected module.

2.5.3 Application of Xpert Check Code

Xpert Check is not complete until the Cepheid-supplied Xpert Check code is applied to
the system being tested. Upon receipt of the Quality Assurance Xpert Check Code from

Cepheid, apply the code to your system using the Xpert Check Software to complete the
Xpert Check process.

Xpert Check Package Insert
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Preface

About This Document

The Xpert Check Package Insert provides instructions on running Xpert Check software
for checking module performance.

Safety Information

Read and understand any safety information presented in this document before you begin
operating the instrument. Make sure you follow the precautionary statements presented
in this guide:

Caution
Indicates that damage to the system, loss of data, or invalid results could occur if the user
fails to comply with the advice given.
Highlights information that is critical for the completion of a task or the optimal performance
Important
of the system.
Note Identifies information that applies only in special cases.

Related Documents

For other information outside the scope of this document, see the following publications:
. GeneXpert Dx Operator Manual

. GeneXpert Xpress User’s Guide

. GeneXpert Infinity Operator Manual

Xpert Check Package Insert
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Cepheid Headquarters Locations

Corporate Headquarters

European Headquarters

Cepheid

904 Caribbean Drive
Sunnyvale, CA 94089-1189
USA

Cepheid Europe SAS
Vira Solelh

81470 Maurens-Scopont
France

Telephone: +1 408.541.4191

Telephone: +33.563.825.300

Fax: +1 408.541.4192

Fax: +33.563.825 301

www.cepheid.com

www.cepheidinternational.com

Technical Assistance

Before contacting Cepheid Technical Support, collect the following information:

. Product name

. Serial number of the instrument

. Error messages (if any)

. Software version and, if applicable, Computer Service Tag number

Contact Information

United States
Telephone: + 1 888.838.3222

France
Telephone: + 33 563.825.319

Email: techsupport@cepheid.com Email: support@cepheideurope.com

Contact information for all Cepheid Technical Support offices is available on our
website: www.cepheid.com/en/CustomerSupport.

Xpert Check Package Insert
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Table of Symbols

Symbol

Meaning

Catalog number

In vitro diagnostic medical device

Batch code

Do not reuse

This type of symbol indicates a Warning or Caution for
which there is no other identified symbol. Read the
instructions following the symbol to avoid injury or
equipment damage.

Consult instructions for use

Manufacturer

Country of manufacture

Contains sufficient for <n> tests

o <m0 9@§EE

Expiration date

_CONTROL_

Control

CE marking - European Conformity

Authorized representative in the European Community

Authorized representative in Switzerland

Temperature limitation

@%Eﬁa

This type of warning label indicates a potential biological
hazard risk. Biological samples such as tissues, body fluids,
and blood of humans and/or animals have the potential to
transmit infectious diseases. Follow your local, state/
provincial, and national safety regulations for handling and
disposing the samples.

EC|REP

Cepheid Cepheid Europe SAS
904 Caribbean Drive Vira Solelh

Sunnyvale, CA 94089 81470 Maurens-Scopont
USA France

Telephone: +1.408.541.4191

Fax: +1.408.541.4192 Fax: +33 563 825 301

e

www.cepheidinternational.com

IVD

Telephone: +33 563 825 300

Xpert Check Package Insert
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Importer Details for EU/Switzerland

Cepheid Netherlands BV Cepheid Switzerland GmbH
1e Tochtweg 11 Zurcherstrasse 66

2913LN Postfach 124, Thalwil
Nieuwerkerk aan den IJssel CH-8800

Netherlands Switzerland

vi
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1 Introduction

Important Read and understand this entire document before performing the data collection procedure.

1.1 Proprietary Name

Xpert® Check

1.2 Common or Usual Name
Xpert Check

1.3 Intended Purpose
1.3.1 Intended Use

Xpert® Check is part of a check, verification, and hardware test system for GeneXpert®
modules. Xpert Check is used in GeneXpert Dx, GeneXpert Xpress and GeneXpert
Infinity systems. Xpert Check is used to check the optical system, verify the thermal
system and perform a series of system-level tests to ensure full system functionality
within Cepheid’s instrument servicing specifications. One Xpert Check cartridge is
usually used to check a single module in conjunction with the Xpert Check software. In
certain cases where a retest is required, multiple cartridges may be necessary to test a
module.

1.3.2 Intended User/Environment

Xpert® Check is intended to be performed by trained users where a GeneXpert System is
installed.

1.4 Summary and Explanation

The GeneXpert module is the basis for all GeneXpert instrument systems worldwide.
Cepheid recommends that the system be checked for proper operation on an annual
basis. Based upon the usage and care of each system, checks may be recommended more
frequently. The system is designed to detect module issues with the internal assay
controls.

Xpert Check Package Insert 11
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1.5
1.5.1

Note

Note

Xpert Check is an accessory to GeneXpert systems. Xpert Check includes reagents for
the optical checking and performance verification of the module. Probe Check Controls
(PCCs) verify reagent rehydration, PCR tube filling in the cartridge, probe integrity, and
reagent stability. Thermal performance is verified via proprietary thermal probe
chemistries, and module hardware performance is tested and verified by a suite of
subsystem-specific tests which exercise all critical elements of the GX module.

The Xpert Check process consists of two phases. The first phase is the execution of
module testing using the cartridges. The second phase consists of a Cepheid Quality
Assurance Review, followed by the issuance of an Xpert Check code to complete the
Xpert Check process. The Xpert Check process is not complete until this code is
applied to the system.

Reagents and Instruments

Materials Provided
The Xpert Check kit contains the following:

Table 1-1. Kit Contents

Description Quantity

Xpert Check cartridges with integrated reaction tubes 5 per kit

Each cartridge contains the following materials:

+ Bead1 1 per cartridge

*+ Reagent1 1.0 mL per cartridge
I-CORE Lens Cleaning Brush 4 per kit
Pl/Software (P/N 950-0413) 1 per kit

Data CD 1 per kit

Safety Data Sheets (SDS) are available at www.cepheidinternational.com under the SUPPORT tab.

The bovine serum albumin (BSA) in the beads within this product was produced and manufactured
exclusively from bovine plasma sourced in the United States. No ruminant protein or other animal
protein was fed to the animals; the animals passed ante- and postmortem testing. During
processing, there was no commingling of the material with other animal materials.

Storage and Handling

. Store the Xpert Check cartridges at 2-28 °C. Wait at least 10 minutes after removal
from cold storage before using, to allow a cartridge to reach ambient temperature.

. Use the cartridge within 48 hours of opening the foil pouch.

. Discard cartridges that have been removed from their foil-wrapped pouches outside
of the approved usage interval.

Xpert Check Package Insert
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. Do not use cartridges that have passed the expiration date.
. Do not open a cartridge lid until you are ready to perform testing.

. The cartridge lid must be opened (vented) prior to use of the cartridge; however, no
sample is required for testing.

. Discard all used and unused materials, including cleaning brushes and cartridges
once the Xpert Check session is completed.

Note Contents of cartridges are non-hazardous.

1.5.3 Materials Required but Not Provided

. GeneXpert Dx, GeneXpert Xpress or GeneXpert Infinity System with Cepheid-
supplied computer and barcode scanner.

. GeneXpert instrument.

1.6 Limitations

. For use with GeneXpert modules (running GeneXpert Dx software version 4.0 and
above or GeneXpert Xpress software version 6.2 and above). 4-color GeneXpert
modules (including Bio-threat modules) and Dual-Cal modules cannot run Xpert
Check and must be tested by Cepheid Service.

. Use of the Xpert Check kit does not guarantee that the GeneXpert instrument will be
free of hardware failures, nor does it take the place of a Cepheid Service Agreement.

1.7 Warnings and Precautions

After January 14, 2020, Microsoft will no longer provide security updates or support for PCs
running Windows 7. It is recommended that you upgrade to Windows 10.

Please contact:
Important https://lwww.microsoft.com/en-us/microsoft-365/windows/end-of-windows-7-support for
Windows 7 support information.

In addition, please contact your local Cepheid Technical Support if you have questions about
using Windows 7.

. Even though Xpert Check cartridges do not contain hazardous chemicals, you
should always follow your institution’s safety procedures for working with
chemicals.

. Do not add a sample or other reagents to the Xpert Check cartridges.
. Do not use a cartridge that has a damaged reaction tube.

. Do not use cartridges from visibly damaged or compromised foil pouches.

Xpert Check Package Insert 1-3
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Contact your local Cepheid Technical Support office for replacement of damaged kit
contents.

Do not use a cartridge if it is dropped.

Each single-use Xpert Check cartridge is used to process one test. Do not reuse spent
cartridges.

Each cleaning brush is intended for use in a single module. Do not re-use brushes in
multiple modules.

Do not open a cartridge package or break the lid seal until you are ready to perform
testing.

Allow the Xpert Check cartridge to come to ambient temperature prior to use if it
has been placed in cold storage. Wait at least 10 minutes after removal from cold
storage before using.

Do not store single cartridges. Cartridges left over from an Xpert Check session,
including pouched/unopened cartridges should be discarded along with spent
cartridges.

Do not use cartridges whose shelf life has expired. The system will detect expired
cartridges and abort the test.

Follow your institution’s environmental waste procedures/consult your institution's
environmental waste personnel for proper disposal of cartridges. If necessary,
reference the WHO's [ World Health Organization's] waste handling and disposal
guidelines for the proper disposal of cartridges.

Once a cartridge barcode has been scanned, do not substitute another cartridge in
place of the scanned cartridge.

If using an internet-enabled Xpert Check, it is recommended that up-to-date anti-
virus software be installed on the desktop or laptop computer with updated virus
definition files, prior to executing Xpert Check.

Prior to running Xpert Check, ensure that the environmental operating temperature
is within the correct limits (15 °C-30 °C). Xpert Check will render a system’s
modules unavailable if the internal temperature is above 40 °C. The internal
temperature can be verified in the Maintenance section of the GeneXpert Dx,
GeneXpert Infinity or GeneXpert Xpress software. Do not proceed under these
conditions.

Xpert Check expects the same computer to be used throughout the entire process.
The computer installed with the GeneXpert system should be used, and not another
computer from a different GeneXpert system.

The Xpert Check code will expire if not applied within 45 days of completion of
running Xpert Check.

Xpert Check Package Insert
302-6125, Rev. A August 2022



Introduction

1.8

1.10

Chemical Hazards

According to the Globally Harmonized System for Classification and Labeling (GHS)
and the Classification, Labeling and Packaging (CLP) Regulation, this material is not
considered hazardous.

Assistance and Contact Information

For a complete listing of Cepheid technical support, service support, sales support, and
headquarters contacts, please see Technical Assistance, in the Preface of this document.

Software Buttons, Icons and Symbols

Table 1-2. Software Buttons, Icons and Symbols

Symbol

Definition

Information. Touch or click this icon to obtain additional information. Displays the Information
Key workspace screen which has an explanation of the various module icon displays.

Continue. This icon is located at the bottom of most screens. Touch or Click this icon to
advance the display to the next screen.

Continue to End. Touching or clicking this icon moves the user to the last screen.

Exit. Exits the Xpert Check application.

About. Brings up the About screen which shows the name of the software, the software
version number, copyright notice, etc.

Home. Go to the Home screen.

Xpert Check Package Insert 1-5
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Table 1-2. Software Buttons, Icons and Symbols

Symbol Definition

Repeat/Retry. Retry loading an Xpert check cartridge to attempt to check a module that has
had an unsuccessful test of a minor nature or if the cartridge has not been vented by the user.
Used on the ‘Check Test’ screen.

Back. Touching or clicking this icon takes the user to the previous screen.

Cancel. Cancel the current operation. In most cases this will mean going back to the previous
screen. In some cases, it may mean going back to the screen before the one that started the
current operation.

Select none of the modules for check. Deselects all modules for checking. If you only want
to check a few modules, you may deselect ALL of them, and then reselect only the ones you
wish to check.

Select all of the modules for checking. The default setting for the system.

Connectivity Status. Indicates the system is able to reach the Xpert Connectivity Center.

Connectivity Status. Indicates the system is not able to reach the Xpert Connectivity Center.

ECDQCEEOBR

Module unsupported for Xpert Check. Skip the current module and do NOT attempt to
check the current module.

Module selected for Xpert Check. Module will be included when Xpert Check is run.

1-6 Xpert Check Package Insert
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Table 1-2. Software Buttons, Icons and Symbols

Symbol

Definition

Skip Current Module. Skip the current module and do not attempt to Xpert Check the current
module. Used on the ‘Load Xpert Check Cartridges’ screen.

Skip Remaining Modules. Skip all the remaining modules and do NOT attempt to Xpert
Check them. Used on the ‘Load Xpert Check Cartridges’ screen.

Module not selected for Xpert Check. Module will not be included when Xpert Check is run.

Module unavailable for Xpert Check. Module will not be included when Xpert Check is run.

Indicates a module with data collection in progress.

Indicates data collection complete.

Retest required. Indicates an incomplete Xpert Check data collection. A message will notify
the user that the test must be rerun. A further message will indicate if the existing cartridge
can be reused for the test or if a new cartridge must be used.

Xpert Check Package Insert
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Table 1-2. Software Buttons, Icons and Symbols

Symbol Definition
Service required. Contact the Cepheid Authorized Service Provider (ASP) or your local
Cepheid Technical Support office.
Lost communication. Contact the Cepheid Authorized Service Provider (ASP) or your local
Cepheid Technical Support office.
Burn. Burn a CD containing the collected Xpert check information (for users without an active
internet connection).
Collect Xpert Check Data. Leads the user through the Xpert Check data collection process.
0

Enter Xpert Check code. Go to the ‘Enter Xpert Check Code’ screen.

Xpert Check Status. Go to the Xpert Check Status screen to review Xpert Check status.

Upload Xpert Check Data File. Go to the ‘Upload Xpert Check Code Data File’ screen.

Upload Xpert Check Data CD. Go to the ‘Upload Xpert Check Code Data CD’ screen.

Write Xpert Check Code. Write an Xpert Check Code to a file.

Scan. Turn the barcode scanner on, and accept the next scanned input.

3
b 3
Eild
Read Xpert Check Code. Open a file to read the Xpert Check code.
| a2t
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Table 1-2. Software Buttons, Icons and Symbols

Symbol

Definition

View and Print. Launch the Adobe Reader so you can view and then print a PDF file.

Xpert Check Package Insert
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2.1

Note

Important

211

2.1.2

213

System Preparation

Prepare the system for Xpert Check by following one of the four procedures listed in this section for
the GeneXpert Dx, GeneXpert Xpress, the GeneXpert Infinity-48s, or the GeneXpert Infinity-80.

Authorized Service Providers (ASPs) who perform Xpert Check but won't be on-site when the
Xpert Check code numbers come back (non-internet connection sites), should leave the user
name and password for the users to log in later to enter the codes (see section 2.3.2).

GeneXpert Dx Preparation

L.

Create an Administrator or Basic level User Name and Password in the GeneXpert
software if one does not exist. Xpert Check requires this logon credential to be
established prior to starting.

Have your Authorized Service Provider (ASP) code available before continuing to
the next steps.

Exit the GeneXpert Dx software.

Go to Section 2.2, GeneXpert Dx, GeneXpert Xpress and GeneXpert Infinity Optics
Cleaning.

GeneXpert Xpress Preparation

L.

Create an Administrator or Basic level User Name and Password in the GeneXpert
Xpress software if one does not exist. Xpert Check requires this logon credential to
be established prior to starting.

Have your Authorized Service Provider (ASP) code available before continuing to
the next steps.

Exit the GeneXpert Xpress software.

Go to Section 2.2, GeneXpert Dx, GeneXpert Xpress and GeneXpert Infinity Optics
Cleaning.

GeneXpert Infinity-48s or GeneXpert Infinity-80 Preparation

L.

Create an Administrator or Basic level User Name and Password in the GeneXpert
software if one does not exist. Xpert Check requires this logon credential to be
established prior to starting.

Xpert Check Package Insert
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2.2

2.21

Biological Risks

2. Have your Authorized Service Provider (ASP) code available before continuing to
the next steps.

3.  Exit the GeneXpert Infinity System software.

4. Open the glass doors following the instructions in the GeneXpert Infinity System
Operator Manual.

5. Goto Section 2.2, GeneXpert Dx, GeneXpert Xpress and GeneXpert Infinity Optics
Cleaning.

GeneXpert Dx, GeneXpert Xpress and GeneXpert
Infinity Optics Cleaning

This procedure describes the method for removing dust and tube debris from the surface
of rod lenses of the excite and detect blocks for GeneXpert Dx, GeneXpert Xpress and
GeneXpert Infinity modules prior to performing the Xpert Check procedure.

Materials Required or Recommended for Cleaning
. I-CORE Lens Cleaning brush (Quantity of four Included in the Xpert Check kit)

. Disposable gloves
Estimated Cleaning Time: 30 Seconds per module.
I-CORE Lens Cleaning Procedure

1.  Select the module to be checked and manually open the door of the module.

2. Ifnecessary, remove the cartridge from the module.

Remove the cartridge from the GeneXpert modules prior to cleaning. Failure to remove a
cartridge could result in personnel being exposed to biological hazards and/or liquid
biological materials spilling into the instrument and causing damage to the instrument.

3. Locate the brush provided in the Xpert Check kit (see Figure 2-1).

Nylon Bristles Shank Insertion Shoulder

Note

Figure 2-1. I-CORE Lens Cleaning Brush

The brush is designed so that it will easily insert into the I-CORE slit and make contact with the rod
lenses of the excite and detect blocks.

Xpert Check Package Insert
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Biological Risks
| Make sure you wear disposable gloves for the cleaning process. Wearing gloves prevents

you from being exposed to biologically hazardous materials.

4.  Wearing disposable gloves, insert the brush into the I-CORE slit in a tilted manner
up to the shank insertion shoulder, as shown in Figure 2-2.

Make sure that all the bristles are fully inserted (up to the shoulder of the plastic shank of the brush)

Note so that it does not cause unnecessary damage to the brush.
Caution
Do not insert any objects into the I-CORE slit except the provided brush. Inserting any other
object may damage the I-CORE.
Caution

Do not apply any solution (such as ethanol or bleach) onto the brush bristles. The brush
must be completely dry when inserting it into the I-CORE slit.

>

The brush is intended for single-use and should not be used on more than one module. Use

Important a new brush for each module to be cleaned.

I-CORE Silit

e wmmwmwwwdw«wmmw b S e

Shank Insertion
Shoulder

Primary brush
movement is up and
down, with
secondary rotational
motion, as described
in Step 5, below.

|

Figure 2-2. Inserting the Cleaning Brush into the I-CORE Slit

5. Insert the brush into the I-CORE slit completely up to the plastic shank (shoulder) of
the brush. Hold the brush firmly in the [-CORE slit, and perform cleaning of the rod
lenses as described below. The entire cleaning process should take approximately 30
seconds per module.

Xpert Check Package Insert 2.3
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Note

Important

2.3

Important

Note

Note

Cleaning is done by moving the brush in an up and down direction within the I-CORE slit. Brush
rotation, even if it has to be done, is not the main action that results in optics cleaning.

A. Begin by brushing from the top of the I-CORE slit to the bottom, making sure to
apply a uniform pressure when brushing from the top to the bottom of the
I-CORE slit. This will ensure that most of the tube debris and dust is brushed
off from the surface of the lenses.

B. Rotate the brush from left to right and back again, approximately 180°.
C. Brush once more from the top of the [-CORE slit to the bottom.
D. Rotate the brush again from left to right and back again, approximately 180°.

Finally, brush again from the top of the I-CORE slit to the bottom.

6. When lens cleaning is complete, remove and discard the used brush and gloves as
hazardous waste.

Dispose of gloves and brushes according to your institution’s safety policies and
procedures for hazardous waste.

7. Proceed to Section 2.3, Data Collection Procedure: GeneXpert Dx, GeneXpert
Xpress and GeneXpert Infinity.

Data Collection Procedure: GeneXpert Dx,
GeneXpert Xpress and GeneXpert Infinity

Before collecting data, be sure to prepare the system for checking as described in Section
2.1, System Preparation.

Internet-connected users should verify their system’s connectivity status prior to beginning
the Xpert Check process.

Throughout this procedure, when making an onscreen button or icon selection, use the touchscreen
on the GeneXpert Xpress system by touching the button or icon with your finger. When using the
GeneXpert Dx or GeneXpert Infinity system, use a mouse to select, by clicking the desired button or
icon.

Use care in inserting CD1 into the DVD drive. Be sure the CD is fully seated in the tray before
closing the drive door.

1. Place Software CD1 in the computer connected to the GeneXpert Dx. For the
GeneXpert Dx system using an external DVD drive and for the GeneXpert Xpress
and GeneXpert Infinity systems, connect the DVD drive following the instructions
in the GeneXpert Dx Operator Manual, the GeneXpert Xpress User’s Guide or the
GeneXpert Infinity System Operator Manual, and insert the CD into the DVD drive.

Xpert Check Package Insert
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2. For a GeneXpert Xpress system, follow the procedure in Step A; for GeneXpert Dx
and GeneXpert Infinity, follow the procedure in Step B.

A. GeneXpert Xpress On the computer desktop, touch and hold the Computer
icon and a drop-down menu will appear. Touch Open, then touch and hold the
applicable drive letter for your DVD drive.

Touch Open from the drop-down menu, and the files located on the CD will
then be displayed.

Find, touch and hold the XpertCheck.exe application, and when the drop-down
menu appears, touch Run to install as administrator. When the software has
been installed, a “wrench” icon will appear on the desktop.

Note The software may take some time to load from the CD.

B. GeneXpert Dx and GeneXpert Infinity: On the computer desktop, right-click
the Computer icon and a drop-down menu will appear. Click Open, then right-
click on the applicable drive letter for your DVD drive.

Select Open from the drop-down menu, and the files located on the CD will
then be displayed.

Find and right-click the XpertCheck.exe application, and when the drop-down
menu appears, click Run to install as Administrator. When the software has
been installed, a “wrench” icon will appear on the desktop.

Note The software may take some time to load from the CD.

3. Depending on your system, either touch or double-click the “wrench” icon to launch
the Xpert Check program.

4. The Terms of Service screen appears first. Use the scroll bar to read through the
entire document. You will be asked to select (touch or click) the check box (bottom
of the screen) to verify that you have read and agree to the Terms of Service before
continuing. See Figure 2-3.

The Xpert Check software runs on Windows 7 or Windows 10. The screens shown in this manual
Note are from Xpert Check software running on Windows 7. Screens for Xpert Check software running on
Windows 10 will be similar.

After January 14, 2020, Microsoft will no longer provide security updates or support for PCs
running Windows 7. It is recommended that you upgrade to Windows 10.

Please contact:
Important https://www.microsoft.com/en-us/microsoft-365/windows/end-of-windows-7-support for
Windows 7 support information.

In addition, please contact your local Cepheid Technical Support if you have questions about
using Windows 7.

Xpert Check Package Insert 2.5
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E Xpert Check == m] X

Cepheid

Scroll down to read
Terms of Service the entire document.

ICEPHEID XPERT CHECK 1.5 SOFTWARE LICENSING INFORMATION &

Cepheid is the exclusive owner of the Cepheid Xpert Check 1.5 Software program (the "Software), related documentation and physical media, and of all copyright,| .

rade secret, patent, trademark and other intellectual or industrial property rights except as otherwise provided therein or in accordance with the terms of this N Ote . A COpy Of these
agreement or notices. Physical media and copies of the Software, whether in diskette, tape, paper or other form, shall remain the property of Cepheid, and such . =

copies are deemed to be on loan to Purchaser during the term of the License granted hereby. Purchaser expressly that nottle to or of Te rms Of Sel'Vlce IS

he Software, or any copy or portion thereof, is transferred to Purchaser. The ideas and expressions thereof contained in the Software are confidential, proprietary I t d C D1

information and trade secrets of Cepheid that are provided to Purchaser. Purchaser shall not cause or permit decompilation, disassembly, of reverse ocated on .

lengineering of the Software or disclosure, copying, display, loan, publication, transfer of possession (whether by sales, exchange, gift, operation of law or
otherwise) or other dissemination of the Software and related documentation, in whole or part, to any third party without the prior written consent of Cepheid.

License Grant: Cepheid grants Purchaser a non-exclusive, non-transferable license (the “License") to use only one (1) copy of the Software on the computer
provided by Cepheid with any or Infinity and to the and to make only one (1) copy solely for back-up
purposes. Purchaser shall not otherwise copy and shall not modify, duplicate, translate, disassemble, or decompile the Software without Cepheid's prior written
consent. Ifthe Software is used on a computer other than the one provided by Cepheid for the GeneXpert or Infinity Instrument, Cepheid will not guarantee
performance and cannot provide technical support for problems arising therefrom. Purchaser may not use this single-user product on a network. This License
entities Purchaser to use toll-free telephone support as provided by Cepheid. This License is effective until terminated. Cepheid may terminate this License if
Purchaser fails to comply with any of the terms or conditions of this License or of the original purchase agreement. If this License is terminated, Purchaser must
destroy all copies of the Software and its related documentation.

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

INO OTHER RIGHTS ARE CONVEYED EXPRESSLY, BY IMPLICATION OR BY ESTOPPEL. FURTHERMORE, NO RIGHTS FOR RESALE ARE CONFERRED WITH
[THE PURCHASE OF THIS PRODUCT.

» []1' have read and agree to the Terms of Service.

Figure 2-3. Terms of Service Screen

5. After agreeing to the Terms of Service, the Login screen will appear. Log in with
your GeneXpert Dx, GeneXpert Xpress or GeneXpert Infinity designated
Administrator level USER NAME and PASSWORD (previously assigned to you by
your system administrator). After entering your login information, touch or click the
forward arrow button at the bottom of the screen to advance to the Xpert Check
Home screen. See Figure 2-4.

On the GeneXpert Xpress system, touching any field for inputting usernames, passwords, text, etc.,
Note will cause a virtual keyboard to appear for data entry. To close the keyboard, touch the X key in the
upper right corner of the keyboard.

The user name and password are the same ones you used for the GeneXpert Dx, GeneXpert

Note Xpress or GeneXpert Xpertise software.
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Cepheid

@ Login

| Enter your designated
e || / USER NAME and

‘ : PASSWORD as assigned
PASSWORD O J by your system
administrator.

This button,
located at the
bottom of

most screens,
is used to
advance to the
next screen.

Figure 2-4. Xpert Check Login Screen

In case of a login error, the following screen will appear. See Figure 2-5.

Cepheid

USERNAME @ | ]

PASSWORD O | | “ Required

-

Figure 2-5. Login Error Screen
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6. Ifalogin error occurs, examine the USER NAME and PASSWORD entries for errors. If
necessary, reenter the information and retry. After entering your login information,

touch or click the forward arrow button at the bottom of the screen to advance to the
Xpert Check Home screen.

7.  Obtain a sufficient number of cartridges for the number of modules to be tested.

Do not open cartridge packages until you are ready to scan the cartridge barcode (in
Important Stop 17)-P gep g y y g (
Note When determining the number of cartridges that will be needed for this test, the user should be

aware of the number of modules that they will be checking.

8. Touch or click the Collect Xpert Check Data icon on the Home screen (See

Figure 2-6). After a few seconds, the first Contact Information screen (Figure 2-7)
will appear.

Cepheid

A Home

\Icon Indicates
A ‘ Internet Access
—:5 Status

: ©

Collect Xpert Check Data Upload Xpert Check Data CD

*
Q# ~Start Xpert Check

Enter Xpert Check Code Upload Xpert Check Data File

Figure 2-6. Home Screen

9. When the first of two Contact Information screens appear (see Figure 2-7 and
Figure 2-8), fill out the fields in the two screens. Use the large navigation arrows at
the bottom of the screens to move between the two screens.

Note GeneXpert Xpress: When you touch a field, an onscreen keyboard appears for entering data.

Note that fields marked with “*” (at the right of the entry area) are mandatory fields.

Xpert Check Package Insert
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Z Xpert Check o 0O X

Cepheid

Contact Information

Instrument Name m ‘My GeneXper(I

Serial Number ## [123456

User @ ‘Useﬂ

Institution @ hnslilutiom

R

Address | [1 00 Main Street

Address (line 2) “* [Suite 202

City EEE_ lNew York

State/Province [NY

Postal Code ! [10001

|
]
|
]
Laboratory /3 ‘Lab1 ‘ y
|
|
|
|
1
|

Country ;? [USA

Figure 2-7. Contact Information Screen - Page 1

Z Xpert Check = O X

In this mandatory field,
enter your Authorized
Service Provider’s ID code.
Contact Information The ID code is four
characters, as described in

Cepheid

Email luser1@institution.com|
Phone ./ [408-400-XXXX : the note below.
Ext.
Mobile Clicking on this icon will
Service Provider { ¥ vso : take the user back to the
first Contact Information
screen

Clicking on this icon will
/take the user to the Open
Module Doors screen

Figure 2-8. Contact Information Screen - Page 2

The ASP-provided ID code for the Service Provider on the Contact Information screen consists of

Note four characters. (As examples: US01, 1203, etc.)

Xpert Check Package Insert 2.9
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10.  When all information has been entered, touch or click the forward arrow button at
the bottom of page 2 of the Contact Information screen. The Open Module Doors

screen will appear. See Figure 2-9. Manually open all module doors to enable
cartridge loading.

Cepheid

¥ Open Module Doors

Touching or clicking
/this icon will take the
user to the Module

preparation screen
Open all module doors.

Figure 2-9. Open Module Doors Screen

11.  After opening all the module doors, touch or click the forward arrow button at the
bottom of the screen. The Module preparation screen may appear, showing the
message Wait while modules are being prepared. (See Figure 2-10.)

Note that the Module preparation screen will appear only if the firmware in the modules is not
Important 3.0.3. The screen indicates that the software is upgrading/downgrading the firmware to the

modules. The next screen you see will be the screen shown in Figure 2-11, the Select
Modules screen.
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Cepheid

¥ Module preparation

Wait while modules are being prepared.

Figure 2-10. Module preparation Screen

12.  Follow the on-screen software instructions in Figure 2-11. By default, all detected
modules will be marked as selected for checking.

On this screen, the user can touch or click individual module icons to exclude the
modules from being checked, if required. The module icons will disappear as they
are excluded.

Note For excluded modules (not selected for checking), the door position (open or closed) does not
matter.
Xpert Check Package Insert 2-11
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et Chec TR T R RRE S W e .
— |

Cepheid

— To exclude a module

B Select modules for data collection from tef}, touch or click
on the v for each

module to be excluded.

Touch or click this
arrow to proceed to the
next screen

Figure 2-11. Select modules for data collection Screen

GeneXpert-XVI and GeneXpert Infinity systems only: When selecting modules on screen,
Important make a note of which module lights are blinking on the system as you select each bank, to
ensure cartridges are placed in the correct modules for testing.

13.  After confirming the module selection shown in Figure 2-11, touch or click the
white arrow at the bottom of the screen overlay, to begin scanning cartridges. If the
module selection shown is incorrect, touch or click the red X at the bottom left corner
of the screen to return to the Select Modules screen and change your selection. See
Figure 2-12.

2.12 Xpert Check Package Insert
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Cepheid

.

¥ select modul qgeims

Module selection is
shown here. In this
example, one module is
selected for checking.

Figure 2-12. Confirm module selection Screen

14. In case of an error in the preceding step, in which either no modules have been
selected, or all modules have been excluded, one of the following screens will
appear (Figure 2-13). Follow the on-screen instructions to select a module, or start
over by returning to the Home screen or exiting the program.

Cepheid

Cepheid

You have not selected any modules for Xpert Check. You may wish to
start over by going to the 'Home" screen or exit now.

Figure 2-13. Error Screen Examples

Xpert Check Package Insert
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Important

Scanning the

Note

Note

15.  After confirming your module selection, you will advance to the Scan cartridge
screen, where you will be prompted to scan the barcode on the Xpert Check
cartridge.

Verify you have enough cartridges on hand to perform the check procedure for the desired number
of modules.

16. Remove the test kit cartridge from the package for the module you’ve previously
selected, opening only one cartridge at a time.

Allow the cartridge to reach ambient temperature before proceeding. Do not remove a
cartridge from refrigerated storage and immediately use the cartridge to run this test.

17.  Scan the cartridge barcode. Figure 2-14 shows a cartridge barcode being scanned.
Do not substitute a cartridge with another after it’s been scanned.

If the barcode cannot be scanned, skip the cartridge and contact your ASP or local Cepheid
Technical Support office for a replacement cartridge, if necessary. If the barcode scanner is
damaged, missing or incorrectly configured, contact your ASP or local Cepheid Technical Support
office for guidance.

_ Xpert Check o] ®

cartridge barcode .
g Cepheid Q 00:00

Note: To avoid inserting a
wrong cartridge into a
module, do not set the
cartridge aside after it
has been scanned. In one
operation, scan the
cartridge barcode, vent
the cartridge and insert it
into the next available
(lighted) module.

SKIP button: Touch or
click this icon to skip the

¥ Scan cartridge A1

cartridge just scanned.
e —w DI CHE O]

Figure 2-14. Scanning the Cartridge Barcode Screen

A. After scanning the barcode of the cartridge, ensure you open (vent) the cartridge
lid and then close it for each cartridge as directed by the software in Step B
through Step E below.

Do Not add a sample or reagent to the cartridge. Use ONLY the cartridges in the Xpert Check

Important kit provided.
Note After a cartridge barcode is scanned a green light will blink on the system above the module door
where the cartridge is to be loaded. (See Figure 2-17.)
214 Xpert Check Package Insert
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If, for some reason, you want to skip the cartridge just scanned, touch or click the SKIP button at the
bottom of the screen. An overlay, shown in Figure 2-15, will appear, asking for confirmation on
skipping the cartridge. To SKIP the cartridge, touch or click the forward arrow at the bottom of the
confirmation screen. To proceed without skipping the cartridge, touch or click the X icon at the left
bottom corner of the screen. You are urged to rescan a cartridge (or substitute a new cartridge if
necessary) to ensure a module is not skipped.

Note

Cepheid ' Touch or click the X icon
¥ Open lid and close lid to “undo” the SKIP
= |~ selection and proceed
with opening, venting
and loading the
cartridge into a module.

You have just scanned a
cartridge. Are you sure you
want to skip it?

Touch or click the arrow
" to confirm you want to
skip the cartridge just
scanned.

Figure 2-15. Confirm skip Screen

B. Venting the cartridge (shown in Figure 2-16), for two seconds is sufficient. This
screen is animated, showing the cartridge lid being opened and closed. After
venting, touch or click the forward arrow at the bottom of the screen to
continue.

Xpert Check Package Insert 215
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Opening the cartridge

Closing the cartridge

— Xpert Check

Cepheiz/ O oo

# Open lid and close lid

— Xpert Check

Cepheid

¥ Open lid and close lid

Important: If a cartridge is not

vented before testing, the test
e unsuesessit o8 =] |
Figure 2-16. Venting the Cartridge by Opening and Closing the Cartridge Lid - Animated Screen
C. Close the cartridge lid and ensure the module door is fully opened to receive the

cartridge.

D. Load the cartridge into the module (with the cartridge reaction tube (tab) facing
away from you), as directed by the animated software screens. See Figure 2-17.

Note Be sure to load scanned cartridges in sequence in the next available module. This will avoid loading
cartridges in the wrong location or leaving modules empty.
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The blinking green light
Cepheid Q 00:00 : above the module door

B Load cartridge A1 indicates the correct

module loading location

Load the cartridge
into the module.

Cepheid Q L)

¥ Load cartridge A1
Press firmly on the

module door after loading
the cartridge, ensuring the
door is fully latched.

/

. Xpert Check

Cepheid
¥ Load cartridge

If a module door will not close
and latch, touch or click the
SKIP button at the bottom to e
abort testing the module and
move on to the next module to
continue testing.

Important: Be sure to remove the cartridge
from a module whose door will not latch

before proceeding. Notify your ASP or local Note that the door on a module without a
Cepheid Technical Support office of the cartridge loaded will not latch. That door
malfunctioning module door latch so it can can be left in the open position when

be serviced. running the other loaded modules.

Figure 2-17. Loading the Cartridge into the Module

E. If you are checking additional modules, continue by scanning the next
cartridge. Place each individually scanned cartridge into the next selected open
module, pressing the module door securely closed until it latches. As each
module door is closed and latched, data collection will automatically start
on that specific module. The blinking green light above the module will then
become steady green, indicating that checking has started.

Xpert Check Package Insert 2.17
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If a module door is not closed completely (until it latches) after loading a cartridge, the

screen will continue to display a message to insert a cartridge, and the check will not run.
Important If you are unable to close and latch a module door after several tries, touch or click the SKIP
button at the bottom of the screen to skip the module with the faulty door and move ahead.
Notify your ASP or local Cepheid Technical Support office so the module can be serviced.

18.  Checking will take approximately 20 minutes to complete after the final module has
been loaded for testing. When checking begins, the Data collection in progress
screen appears, as shown in Figure 2-18.

If necessary, a retest of a previously run module may be started without waiting for the

Important present module to complete its test, as described in steps 19b through 19d.

Cepheid O L

| - Data collection in progress

Countdown clock, showing
estimated time to test
I~ completion (21 minutes).

Note: In this example, one
modaule is being tested.

Do not exit the software
I program while data
collection is in progress!

Figure 2-18. Data Collection Screen

If you do not have an internet connection, skip to section 2.2.1 for the remainder of this

Important procedure. If you have an internet connection, continue with step 19.

19.  After test completion, the module door will open and the light above the module
door will turn off. Screens similar to those shown in Figure 2-19 or Figure 2-20 will
appear. Touch or click the right arrow to continue.

A. Figure 2-19 shows the completion of a successful Xpert Check data collection.

When the test is complete, touch or click the forward button at the bottom of the
screen to begin uploading Xpert Check test results to the Xpert Connectivity
Center.

When uploading test results, especially multiple files, verify the selected folder destination is

Important correct.
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= e e IR IR TR R TR e e
— _

Cepheid ‘ 2l

ll Press arrow to continue

Touch or click to continue
to the next screen.

Note: In this example, one
module is being tested.

Figure 2-19. Test Completion Screen - Successful

B. If the test was unsuccessful, the screen shown in Figure 2-20 will appear,
showing module status. A test retry must be performed. Touch or click the Retry
icon in the lower left-hand corner of the screen.

Module test unsuccessful.
Test must be rerun using
either the same or a new
cartridge, as instructed by —_
the on-screen display.

Continue button. Touch or
click to proceed without
retesting. See Figure 2-21.

Retry Icon: Touch or click
to retest the module.

Note: In this example,
one module is being
tested.

Figure 2-20. Test Completion Screen - Unsuccessful Module Checking Example

C. Ifthe Continue arrow at the bottom of the screen is pressed when there is an
unsuccessful module test displayed (as shown in Figure 2-20), the Confirm
continue screen will appear. See Figure 2-21.

Xpert Check Package Insert
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To return to the Press retry or
continue Screen to retest the
flagged module, touch or

click the X icon. Ei Press retry org

3
=

Cepheid : User 1

ot

Confirm continue

You have 1 or more modules
flagged for retry. Are you sure
you want to continue? Those

modules will not be checked.

To continue without
retesting the flagged
module, touch or click the
right arrow at the bottom ‘

of the Confirm continue
screen. i

Figure 2-21. Confirm Continue Screen Overlay

You have the option of continuing by touching or clicking the right arrow on the
Confirm continue screen overlay. Choosing this option will result in the flagged
module not being retested, and you will begin uploading check data as
described in Step 20.

Another option is to return to the Press retry or continue screen to Retry (retest)
the flagged module by clicking the red X icon at the bottom left of the Confirm
continue screen. The Retry procedure is described in Step D which follows.

D. Ifthe Retry icon (shown above in Figure 2-21 at the bottom of the screen)
appears, touch or click the Retry icon and you will return to the Scan Barcode
screen (Figure 2-14) to complete the retest on the affected module(s).

Note that the retest can be of two possible types:

1) Retry with the same cartridge: For example, a message may appear telling
you to vent the cartridge, rescan it, and put it back in the module.

2) Retry with a new cartridge: If the cartridge was defective, or had already
been used, you will be asked to replace it by scanning the barcode on a new
cartridge, venting it, and loading it into the module.

During the course of running retests, modules may need to be skipped if the user runs out of Xpert
Note Check cartridges. Please contact your ASP or local Cepheid Technical Support office for additional
Xpert Check cartridges. Rerun Xpert Check on any modules that were skipped.

At the completion of the Xpert Check data collection process, modules determined to require service
Note will be flagged with an orange module icon (See Figure 2-20). Please contact your local ASP or local
Cepheid Technical Support office for further assistance in servicing or replacing modules.

20.  After successful test completion and Xpert Check data collection, touch or click the
forward arrow to display the screen shown in Figure 2-22, if you have an active

Xpert Check Package Insert
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internet connection. However, if you have never been internet connected, or have
lost your functioning internet connection sometime during the Xpert Check test, a
Download Xpert Check code error screen or an Upload incomplete error screen
(Figure 2-23) may appear instead, instructing you to write Xpert Check data to a
data CD to send to your ASP or local Cepheid Technical Support office. In this case,
continue to the instructions beginning at Step 4 (under Section 2.3.1) of this
procedure to continue as a user without an internet connection.

With a functioning internet connection, the system should proceed normally (with Step 21), and the

Note Xpert Check code should begin downloading, as shown in Figure 2-24.

Cepheid @

g Uploading Xpert Check data

N

Cep

Figure 2-22. Uploading Xpert Check Data Screen

Cepheid

Touch or click this icon to .
move to the Write Xpert Check Error Code 5037, Cepheid
Data to CD screen. See System ID 803488:

Figure 2-31. System failed to upload Xpert
/ Check data. Proceed to write
7 Cepheid Xpert Check data to CD. Try

to upload CD later, or contact
I Cepheid Support.

i?

Figure 2-23. Upload incomplete Error Screen
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21.  When the Xpert Check data has finished uploading, a Quality Assurance check will
be performed on the data. If the check is acceptable, the Xpert Check code will
automatically download. See Figure 2-24.

If the test is not acceptable, the affected module(s) will require service or
replacement and will be flagged with an orange icon. Please contact Cepheid or your
local ASP or the local Cepheid Technical Support office for further assistance.

~ Xpert Check =&

D =
Cepheid o

§ Downloading Xpert Check code

//Cepheid

Figure 2-24. Downloading Xpert Check code Screen

22.  After the Xpert Check test results have downloaded, the Xpert Check code will be
applied to each successfully tested module, and those modules will then be identified
with a + symbol. See Figure 2-25. As shown here, one module is being checked.
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Q _ After the Xpert Check code is applied

Gaglie) to each module, a plus (+) symbol is
= Applying Xpert Check code added to the green module icon.

'~ Xpert Check

Cepheid

M Xpert Check status

Note: If this Service Required icon (at
left) appears instead of the “+”
symbol on a checked module, call
your ASP or local Cepheid Technical

Figure 2-25. Applying Xpert Check code Screen

In the screen shown in Figure 2-25, some modules may display the service required icon or may be

Note grayed out if they were skipped.

23.  After all the Xpert Check codes have been applied to the successfully-tested
modules (those green modules which appear with the plus symbols applied), the
Xpert Check complete screen will appear. See Figure 2-26. This screen shows the
location of the Xpert Check Data report, which is available for review, if desired.

. Xpert Check =25

Cepheid

+Xpert Check complete

| —Review Xpert Check
Date 04 May 2018 Status button

Review Xpert Check Statusl| 5/

C:\geneXpert\XpertCal\reports I

Xpert Check Data Directory

Your results have been saved. Make a note of the folder
name should you want to review your resullts later.

Location of Xpert
Check reports

I «=> N )

Figure 2-26. Xpert Check complete Screen
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24. Remove and discard all Xpert Check cartridges. Do not save partial kits (all unused
cartridges must be discarded). When complete, click the Exit icon at the top or
bottom of the screen to exit the program. See Figure 2-27.

Cepheid

Exiting

‘ Touch or click to exit
' the program with a
confirmation (see

' Figure 2-28).

Touch or click to exit
the program
immediately, without

confirmation. —_—
Figure 2-27. Exit the Program

25.  The screen shown in Figure 2-28 appears only if you touch or click the exit arrow in
the upper right of the screen.

Cepheid

Are you sure you want to exit?

Touch or click to abort the exit command Touch or click to confirm and exit the program
Figure 2-28. Confirm exit Screen

This completes the Xpert Check Test for an internet-connected user.

Contact your Authorized Service Provider or the local Cepheid Technical Support office concerning

Note i .
modules requiring service.
Note To view your Xpert Check results, see Step 23 and Figure 2-26, which shows the file path and
location of Xpert Check results and the Xpert Check Summary report.
2.24 Xpert Check Package Insert
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2.3.1 Xpert Check Completion For Non-internet Connected Users

For Non-internet connected users, you should have completed Step 1 through Step 19 of
Section 2.3 to collect data before starting this section.

1. This section begins with the Data collection in progress screen, which is similar to
Step 18 in Section 2.3, and the screen shown in Figure 2-18 for internet-connected
users.

v Check TR, T b B __ B J
et Coe — -

Cepheid O 00:18 =

ll Data collection in progress

Icon Indicates There is No
Internet Connection

Countdown clock,
showing estimated time to
test completion (18
minutes)

Figure 2-29. Data collection in progress Screen

2. After test completion, the module door will open and the light above the module will
turn off. A screen similar to that shown in Figure 2-30 will appear. Touch or click the
right arrow at the bottom of the screen to advance to the next screen.

S i G TR e R e e e
-

Cepheid . L Us‘er1

il Press arrow to continue

Touch or click to advance
to the next screen

Figure 2-30. Test Completion screen - Successful
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3. When the Write Xpert Check data to CD screen appears (Figure 2-31), you will be
prompted to press the Eject button on the DVD drive to remove the existing Xpert
Check Software CD so you can insert the blank data CD.

In the following step, use care in inserting the blank CD into the DVD drive. Be sure the CD is fully

Note seated in the tray before closing the drive door.

If you have been running this test as an internet-connected user and then lose your internet
Important connection and received an error screen (Figure 2-23), resume your procedure beginning
with the following Step 4, continuing through Step 12.

In the following step, pause for 10 seconds after CD insertion and cancel any wizards that auto-open
before touching or clicking the forward arrow to proceed. When you either close the wizard or have
waited enough time to ensure that a wizard will not auto-open, touch or click the forward button to
proceed. This will launch the Windows CD burning screens that the Xpert Check program opens.

Note

4. Insert the blank CD into the DVD drive of the computer and close the DVD drive
tray fully to ensure the CD will be recognized.

Pause to allow the launch of any possible CD wizard programs. If wizard programs
launch, close them before touching or clicking the forward button to proceed.

'Xwncmk'-----— -
i -

Cepheid
Write Xpert Check data to CD

Remove the existing CD, and then

insetitheiblankCh. Pause 10 seconds after CD

insertion and then touch or
click to continue to the
next screen.

Figure 2-31. Write Xpert Check data to CD Screen - Step 1

5. After inserting the blank CD, the screen will change briefly, indicating the CD has
been recognized. See Figure 2-32. This screen will remain displayed until the CD
writing process is complete.

Note It is not necessary for the user to locate the file to write because that process is automatic.

Xpert Check Package Insert
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- Xpert Check [l @ =

Cepheid

Write Xpert Check data to CD

Figure 2-32. Write Xpert Check data to CD screen - Step 2

6. The CD Writing Wizard or Burn to Disc screen (Figure 2-34) will then appear as an
overlay of the screen shown above, in Figure 2-32.

The next screens (Figure 2-33 though Figure 2-37) show the CD writing program
screens as you progress through the writing process.

«  Windows® 7 users: Follow the screens on the top of the figure.
« Windows®10 users: Follow the screens at the bottom of the figure.

A. On the first screen, after successful recognition of the blank CD, you will be
asked to provide a name for the CD that you will be writing. DO NOT simply
touch or click the Next button to continue the writing process with the default
name that appears. Instead, type in your facility’s name, such as “XYZ
Hospital,” in the space provided and touch or click Next. See Figure 2-33.
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Type in your facility name
for the CD name/Disc title

e R ==

) 4 Burn to Disc

Prepare this disc
\ Disc title:

Recording speed:

New files being burned to the disc will replace any files already on the disc if they have the
same name.

Close the wizard after the files have been burned

e ]) [ Concel |

Opening Screen - Windows 7

2 Burn to Disc

Prepare this disc

Disc title:

Recording speed:

8x v

New files being burned to the disc will replace any files already on the disc if they have the
same name.

[ close the wizard after the files have been burned

Opening Screen - Windows 10

Figure 2-33. CD Writing Program - Opening Screen

B. Ifthe CD is not recognized, the screen shown in Figure 2-34 may appear,
instead of the screen in Figure 2-35, asking you to insert a writable disc to
continue. Writable discs, in this case, are CDs on which you can store files.
Writable discs can only be written to once, meaning that once any files are
copied to the disc, they are there permanently.

A disc that has data on it is not considered to be a writable disc and will result in
an error screen, as shown in Figure 2-39.

If you are unsuccessful with any part of the CD writing process, you may contact your ASP or local
Note Cepheid Technical Support office for assistance. It is safe for you to close the Xpert Check software
now because the Xpert Check files have been saved to the hard drive and you will not lose data.
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e ————— |

& 4 Burn to Disc

Insert a disc
There is no discin the CD or DVD burner.

Please insert a writable disc into drive D:.

st iond oF disc Should T use3

I[N—extll Cancel ]

Insert a Disc Screen - Windows 7

<2 Burn to Disc
Insert a disc
There is no disc in the CD or DVD burner.

Please insert a writable disc into drive D:.

{iihat kind of disc shouid T use3
Cancel
Insert a Disc Screen - Windows 10

Figure 2-34. CD Writing program - Insert a writable disk to continue Screen - Example

C. After successful recognition and naming of the CD, touch or click the Next
button to continue. The writing process will begin automatically.

D. During the writing/burning process, a progress bar will appear on the screen.
See Figure 2-35.
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©) (4 Burn to Disc

Please wait...

Adding data to the disc image...

Please wait...

Performing final steps to finish this disc...

Estimated time left: 30 seconds

File Burning Progress Screens - Windows 7

X
~ &2 Bumto Disc
Please wait...
Burning the data files to the disc...
|
et

File Burning Progress Screen - Windows 10

Figure 2-35. CD Writing/Burning Progress Screen

E. When the writing of the CD is complete, the screen shown in Figure 2-36 will
appear. Touch or click the Finish button to exit the CD writing program.

2-30
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You have successfully burned your files to the disc

Do you want to create another disc using these same files?

| Yes, burn these files to another disc

To dose this wizard, dick Finish.

Completion Screen - Windows 7

- & Bumnto Disc
You have successfully burned your files to the disc

Do you want to create another disc using these same files?

To dose this wizard, dick Finish.

I Finish I Cancel

Completion Screen - Windows 10

Figure 2-36. CD Writing Completion Screen

F.  On a Windows 7 computer, you may see the screen displayed in Figure 2-37
after a successful CD write. Touch or click the OK button as many times as
necessary for the screen to disappear, before continuing.

[+7] Compressed (zipped) Folders Iﬁ
Please insert the last disk of the Multi-Volume set and
click OK te continue,

Figure 2-37. Final Screen from Windows 7 After CD Writing has Completed

7. After touching or clicking the Finish button on the CD writing screen, the Send the
CD to your Authorized Service Provider Screen will appear (see Figure 2-38).
Remove the completed Xpert Check data CD from the disk drive and prepare the
label, as described in Step 10.
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Cepheid

Send the CD to your Authorized Service Provider

Touch or click to
proceed to the

next screen, prior to
—

//Cepheid

User 1

Figure 2-38. Send the CD to your Authorized Service Provider Screen - Step 3

8. Ifaproblem has occurred anytime during the CD writing process, an error code
screen may appear. (See Figure 2-39).

* IfaCD you have inserted already contains data as shown in the error screen
below at the left, remove the CD and insert a blank CD, and then touch or click

the Retry icon.

*  Inthe case of a read or write error, the screen shown at the right may appear and
you must exit the program. Contact your ASP or the local Cepheid Technical
Support office for assistance, if necessary.

Disc is not Writable (Already Contains Data)

General Write Failure

'~ Xpert Check o & @)

Cepheid

The CD in your drive already contains data.
Insert a blank CD and press the retry button.

(o) i)(?

Retry Button

— Xpert Crec I S B

Cepheid

Error writing Xpert Check data CD

Error Code 7008, Cepheid System ID 803488:
File read or write error of
calibration_info_803488_2015-11-24_18-11-55.gxc.
Contact your Authorized Service Provider

\ Exit the Program

Figure 2-39. Error writing Xpert Check data CD Screens - Two Examples
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9.  After test completion, the Exiting screen will appear with the message Remove and
discard all Xpert Check cartridges (see Figure 2-40).

Remove and discard all Xpert Check cartridges.

Touch or click to exit
the program.

~ A i) ?

Figure 2-40. Exiting Screen

10.  Use a felt-tip pen to write on the label of the Xpert Check data CD you have just

created by writing the date, instrument identification and facility/location of the test
performed. See a label example in Figure 2-41.

_ ~ Note: It is the responsibility of the user
to properly enter the date, instrument
identification, facility name and
location on the Data CD label.

Failure to properly label your Data CD
- \ may result in lost data and a delay in

" obtaining your module Xpert Check
code test.

Qai3HdId o

Date-Instrument
Identification

Facility, Location

®
(0% e
S
IS

Figure 2-41. Data CD Labeling Example
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Note

Note

2.3.2

Note

Note

11.  You have the option to copy the calibration info.gxc data file (located on the Xpert
Check data CD just written) and Email the data file directly to your ASP or the local
Cepheid Technical Support office instead of mailing the CD. If Email is not an
option, place the Xpert Check CD?2 into the provided CD shipping envelope and
mail it to your local Authorized Service Provider (ASP) or the local Cepheid
Technical Support office for data quality assurance checking and the issuing of your
Xpert Check code.

12.  Your ASP or the local Cepheid Technical Support office will perform the quality
assurance review and, if successful, send back your Xpert Check code either by
Email or regular mail, depending on what method you have previously set up with
them.

Discard all remaining materials from the kit. DO NOT save unopened kit pouches for later use. DO
NOT discard your Software CD. For users who Emailed their file and have not shipped their data
CD: DO NOT discard your Data CD.

13.  Restart your GeneXpert Dx, GeneXpert Xpress or GeneXpert Infinity system and
computer.

You can continue to use your system while awaiting your Xpert Check code.

Obtaining the Xpert Check Code for Non-Internet
Connected Users

Ensure the system is in the same configuration as when Xpert Check was run (i.e., no software
updates or changes have been made and no new GeneXpert systems have been moved to or from
this computer). In the case of any module servicing and/or replacement that may occur between
data collection and application of the Xpert Check Code, new or modified modules will be ignored for
the purposes of the Xpert Check testing process.

In the following step, use care in inserting the CD into the DVD drive. Be sure the CD is fully seated
in the tray before closing the drive door.

1. Exit the GeneXpert Dx, GeneXpert Xpress or GeneXpert Infinity software.

2. To finish the Xpert Check process, place the Software CD in the DVD drive of the
computer connected to the GeneXpert Dx or GeneXpert Xpress instrument or in the
kiosk computer for the GeneXpert Infinity.

3. Touch or click on My Computer, then touch and hold or double-click on the
applicable drive letter for your DVD drive. The files located on the CD will then be
displayed. Find and touch and hold or double-click the XpertCheck.exe application/
shortcut to launch the software.

4. Log in with your GeneXpert Dx, GeneXpert Xpress or GeneXpert Infinity
designated USER NAME and PASSWORD (see the IMPORTANT note in Section 2.1).
Also see Figure 2-4 for the Login screen.

After entering your login information, touch or click the forward arrow button at the
bottom of the screen to advance to the next screen (the Xpert Check Home screen).
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The user name and password are the same ones you used for the GeneXpert Dx, GeneXpert
Xpress or Xpertise software. If an ASP (FSE) previously performed Xpert Check and is not now on
Note site, the user name and password should have been provided for this step to enter the code. If the

user name or password are not now available, contact your ASP or your local Cepheid Technical
Support office.

5. Touch or click the Enter Xpert Check Code button. See Figure 2-42. The Enter Xpert

Check code screen will appear. See Figure 2-43.

Cepheid

A Home

E *

Collect Xpert Check Data Upload Xpert Check Data CD

*

QH#

Enter Xpert Check Code

Upload Xpert Check Data File

Figure 2-42. Home Screen, showing Enter Xpert Check Code Button

= Xpert Check

===
Cepheid

®= Enter Xpert Check code

Xpert Check Code
_— String Entry Area

Enter Xpert Check Code EHYC-m!Q-R5x=-stu-ATk2-cfbm-nnpl-4A<v-wwxy-z# I @red/
N rA .
Y ] ‘ 1 ?

Figure 2-43. Enter Xpert Check code Screen
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I_+_I

Enter your Xpert Check code as described below.

In this step, there are various ways to enter the Xpert Check code, depending on your
system. Your four options are listed below.

A.

D.

Option 1 (For GeneXpert Dx or GeneXpert Infinity systems only): Use your
scanner to input the barcode as follows: First, click the icon located in the
bottom center of the screen. The Xpert Check Code File (Figure 2-44) will
appear on your screen. Position your scanner to scan the barcode on the Code
form, using care to avoid any reflection on the monitor that may interfere with
your scanner. See Figure 2-44 for an example of an Xpert Check Code File.

Option 2 (For all systems): Print a copy of the Xpert Check Code File and use
your scanner to scan the barcode on the printed page. See Figure 2-44 for an
example of an Xpert Check Code File.

Option 3 (For GeneXpert Dx and GeneXpert Infinity systems only): Copy and
paste the code string into the Enter code screen from the screen’s display. The
code string is visible on Figure 2-44.

Option 4 (For all systems): Type in the code string manually using the
information on your screen or printed page.

When you have successfully entered the code, touch or click the forward arrow at
the bottom of the screen to continue. The Applying Xpert Check code screen will
appear. See Figure 2-45.
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//C‘e,oheid@

Xpert Check Code File

Here is the Xpert Check code for the recent data collection of your modules for the system identified below.

Xpert Check data collection performed on 30 September 2020 15:02:31 PST

GX Instrument Name:

My GeneXpert

Cepheid System ID: 123456

Software Version: Xh1.5

Data Collected By: admin1

Institution Name: Institution1
Laboratory Name: Lab1

Street Address: 100 Main Street, Suite 202
City: New York
State/Province: NY

Postal Code: 10001

Country: USA

Email: user@institution.com

Facility Phone Number:

408 400-0000

Extension:
Mobile:
ASP Code: Uso01
Scan or enter the Xpert Check code to complete the Xpert Check process.
Xpert Check Code String Barcode

DQ&-k<4x-Tkq3-@yww-s@DZ-Hgam-nnpA-d88U-xwxy-z#

1. Cepheid recommends that system performance should be evaluated annually using Xpert Check.

2. Cepheid declares that the I-CORE modules in the GeneXpert® Instrument were checked using an Xpert Check product.
NIST traceable qualification standards are used to control the parameters for the fluorescence standards of concentration,
brightness, and spectrum. Cepheid products are manufactured, quantified and controlled under a Quality System compliant

with ISO 13485 and QSR requirements.

GeneXpert® Xpert Check Version: Xh1.5

Page 1 of 1

Figure 2-44. Xpert Check Code File - Example
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- Xpert Check ol ® =

Cepheid O

Applying Xpert Check code

Figure 2-45. Applying Xpert Check code Screen Example

E. After the Xpert Check code has been applied, the Xpert Check Complete screen
will appear with the location of the Xpert Check Report displayed in the Xpert
Check Data Directory area. Write down the file path and location of the Xpert
Check Report file, as shown. See Figure 2-46.

. Xpert Check ==
Cepheid
-|-Xpert Check complete
SO PG _—— Review Xpert Check
: = 4//, Status button
Review Xpert Check Statusf| &/
C:\geneXpen\XpevtCanre_povts I

Xpert Check Data Directory
Your results have been saved. Make a note of the folder
name should you want to review your results later. \
Location of

Xpert Check Report

= 00

Figure 2-46. Xpert Check complete Screen
F. Touch or click the Review Xpert Check Status button (see Figure 2-46).

G. The Xpert Check status screen will appear. See Figure 2-47. In the Xpert Check
status screen, the successfully checked modules are indicated by a + symbol on
a green module.
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. Xpert Check o) B )

Cepheid

ll Xpert Check status

| Module Successfully

4  Checked

- P2

Figure 2-47. Xpert Check status Screen

If the Xpert Check report on the computer has been deleted, contact your ASP or the local Cepheid

Note Technical Support office for assistance.
7.  ldentify the generated Xpert Check Report file in the folder
C:\GeneXpert\XpertCal\Reports.
8. Identify the generated Xpert Check Summary Report file in the folder
C:\GeneXpert\XpertCal\Reports.
A. See Figure 2-48 for an example of a Xpert Check Summary Report.
The Xpert Check Summary Report lists the modules that had an unsuccessful
test and require retesting or service.
The modules requiring retesting or service are listed by serial number in Table 1
on the form in Figure 2-48. When requesting service, provide these listed serial
numbers to your ASP or the local Cepheid Technical Support office.
Gateway information is provided in Table 2 of the form.
Xpert Check Package Insert 2-39
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//Cepheim

Xpert Check Summary Report

Please Note:

Xpert Check data collection performed on 30 September 2020 09:37:04 PDT
All modules that DID NOT pass Xpert Check are listed in Table 1: Modules Requiring Service.
Gateway Informations are provided in Table 2.
Complete test results for each module are listed in Table 3: Detailed Test Results by Module.

GX Instrument Name: My 6Color
Instrument Serial Number: 12345
Data Collected By: User1
Institution Name: Institution1

Laboratory Name:

Laboratory Sunnyvale

Street Address: 123 Main Street

City: Sunnyvale

State/Province: CA

Postal Code: 90001

Country: USA

Email: User1@lnstitution1.com

Facility Phone Number:

408-400-XXXX

Extension:

Mobile:

ASP Code:

US03

Table 1: Modules Requiring Service

Module Serial Number / Location

Module Status

639563/A2

Skipped and Retest required

639565/A1

Requiring Service

Table 2: Gateway Information

Gateway Serial Number

MAC Address

804471

00:21:38:00:2E:1B

804470

00:21:38:00:2E:1A

GeneXpert® Xpert Check Version: Xh1.5

Page 1 of 2

Figure 2-48. Xpert Check Summary Report Example - Page 1
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/Ce,oheid®
Xpert Check Summary Report

Table 3: Detailed Test Results by Module Serial Number
The column header will show Module Serial Number, followed by (Location / Cartridge Lot).

If a module undergoes multiple tests, the Module Serial Number will be shown as Module Serial Number :
Cartridge -Test Run.

639565
Test (A1/00402)
Cartridge Load pass
Module Tests pass
Ambient Temperature pass
Motherboard EEPROM pass
ICORE EEPROM pass
+12V Power Supply pass
-12V Power Supply pass
+24V Power Supply pass
Valve Drive pass
Valve Label Dropouts pass
Valve Home Integrity pass
Valve Timing pass
Valve Drift pass
Pump Drive pass
Ultrasonic pass
ICORE Heater pass
ICORE Fan pass
Force Sensor pass
Optical Check fail
EBF Value pass
Probe Check fail

1. Cepheid recommends that system performance should be evaluated annually using Xpert Check.

2. Cepheid declares that the I-CORE modules in the GeneXpert® Instrument were checked using an Xpert Check product.
NIST traceable qualification standards are used to control the parameters for the fluorescence standards of concentration,
brightness, and spectrum. Cepheid products are manufactured, quantified and controlled under a Quality System compliant
with ISO 13485 and QSR requirements.

GeneXpert® Xpert Check Version: Xh1.5 Page 2 of 2

Figure 2-49. Xpert Check Summary Report Example - Page 2
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2.4 Return System to Normal Operation

Note Return the system to normal operation by following one of the three procedures listed in this section
for the GeneXpert Dx, GeneXpert Xpress, the GeneXpert Infinity 48s, or the GeneXpert Infinity-80.

241 GeneXpert Dx
Ensure all Xpert Check cartridges and CDs have been removed from the GeneXpert Dx.
1. Restart your GeneXpert system and computer. Follow the instructions in the

GeneXpert Dx System Operator Manual.

2. The system will be ready for full operation.

24.2 GeneXpert Xpress

Ensure all Xpert Check cartridges and CDs have been removed from the GeneXpert

Xpress.
1.  Restart your GeneXpert Xpress system. Follow the instructions in the GeneXpert

Xpress User’s Guide.

2. The system will be ready for full operation

2.4.3 GeneXpert Infinity-48s or GeneXpert Infinity-80

Ensure all Xpert Check cartridges and CDs have been removed from the GeneXpert
Infinity-48s or GeneXpert Infinity-80.
1. Restart the Xpertise software. Follow the instructions in the GeneXpert Infinity
System Operator Manual.

The system will be in Automation mode, ready for full operation.
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2.5 Information Key Screen

7 Xpert Check @uﬁ

Cepheid

i Information key

Selected Not selected Module unsupported Module unavailable.
for Xpert Check
S AR
I |
Data collection in Data collection Module Xpert Check Retry suggested Service required Lost communication
progress complete complete

Figure 2-50. Information key Screen

2.5.1 Reasons to Repeat Xpert Check with a New Cartridge

If the onscreen instructions direct you to retest, repeat the test according to the
instructions in Step B. on page 2-19.

2.5.2 Reasons to Repeat Xpert Check with the Same Cartridge

If software reports that the cartridge film seal was not broken, remove the original
cartridge, rescan the cartridge barcode, open the lid, close the lid, and reinsert the
cartridge. Restart the Xpert Check procedure for the affected module.

2.5.3 Application of Xpert Check Code

Xpert Check is not complete until the Cepheid-supplied Xpert Check code is applied to
the system being tested. Upon receipt of the Quality Assurance Xpert Check Code from

Cepheid, apply the code to your system using the Xpert Check Software to complete the
Xpert Check process.
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