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CERERE DE PARTICIPARE

Citre 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-b3wdpl1-MD-1720528223328
Privind incheierea acordului-cadru - Achizitionarea dispozitivelor medicale conform Programului

National de combaterea hepatitelor virale B, C si D pentru anii 2025-2027, noi Medist Grup SRL,
am luat cunostintd 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 15.08.2024

Digitally signed by Anghel Gabriela-Cristina Cu Stlmﬁ,

Date: 2024.08.15 13:20:51 EEST

Reason: MoldSign Signature Ofertant/candidat

Location: Moldova

MOLDOVA EUROPEANA | Gabriela-Cristina Anghel

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: officec@medist.md IBAN (MDL):MD57V1022242600000269MDL

Web: www.medist.md SWIFT: VICBMD2X469
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I.P. "AGENTIA SERVICII PUBLICE"
Departamentul inregistrare si licentiere a unitatilor de
drept

Extras
din Registrul de stat al persoanelor juridice
nr. 117493 din 15.09.2023

Denumirea completd: Societatea cu Raspundere Limitata "MEDIST GRUP"

Denumirea prescurtata: "MEDIST GRUP" S.R.L.

Forma juridica de organizare: Societate cu raspundere limitata

Numarul de identificare de stat si codul fiscal: 1018600004516

Data inregistrarii de stat: 02.02.2018

Sediu: MD-2012, strada Mitropolit Gavriil Banulescu-Bodoni 25, ap. 33, mun. Chisinau,
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. Comer{ cu amanuntul al articolelor medicale si ortopedice, in magazine specializate;

Capitalul social: 373026 Lei
Administrator: ANGHEL GABRIELA-CRISTINA IDNP 2017803985939
Asociati:
1. MEDIST IMAGING & P.O.C. S.R.L., partea sociala 6244 Euro, ce constituie 33.00%

2. MEDIST LIFE SCIENCE S.R.L., partea sociala 6244 Euro, ce constituie 33.00%
3. MEDIST S.R.L., partea sociala 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 Legii nr.220/2007 privind inregistrarea de stat a
persoanelor juridice si a Intreprinzatorilor individuali si confirma datele din Registrul de stat la data
de 15.09.2023

Specialist coordonator
Marina Frantuz
tel. 022-207837

Acest document poate contine date cu caracter personal . .
Extras din Registrul de stat al persoanelor juridice nr. 117493 din 15.09.2023 Pagina 1 din 1
Document semnat electronic in conformitate cu Legea nr. 91 din 29.05.2014. Verificarea semnaturii

poate fi realizata la adresa: https://msign.gov.md.
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CERTIFICAT

privind lipsa sau existenta restantelor fata de bugetul public national

Nr- o0s3as16 Din  45.08.2024 08:34
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 30.08.2024 08:34

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 15.08.2024 08:34

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

Nr.

261766

Y

Filiala nr. 26 Chisinau

str, Mt. Banulescu-Bodoni, 28/1
MD-2005, mun. Chisiniu

Tel.: (+373 22) 92-92.52

Fax: (+373 22) 78-47-30
SWIFT: VICBMD2X469

IDNO 1002600001338

Capital social — 250 000 910 lei
www.victoriabank.md

VICTORIABANK »

PRIMA BANCA DIN MOLDOVA

din"_49 » ';U;\:»Ol 2019

La Nr.

338

din' 49 anae 201¥

Secret bancar
Confidential

CERTIFICAT

Prin prezentul, BC “VICTORIABANK” SA Sucursala nr.26 Chigindu, codul bancii
VICBMD2X469, cod fiscal 1002600001338, confirm& c¢i MEDIST GRUP SRL, cod
fiscal 1018600004516, detine urmatoarele conturi curente in format IBAN:

MD57V1022242600000269MDL;
MD76V1022242600000105USD;
MD61V1022242600000116EUR;
MD83VI1022242600000008RON.

Certificatul este eliberat la cererea clientului pentru a fi prezentat Ia destinatie.

Cebanu Valentina
Director

Ex: Scutaru Lilia
tel. 022 78-47-32



SITUATIILE FINANCIARE
pentru perioada 01.01.2023 - 31.12.2023

Entitatea: MEDIST GRUP S.R.L.
Cod cuIrio: 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 raspundere limitata

Date de contact:

Telefon: 06868147

WEB:

E-mail: natalia.mutu@medist.md

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

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

Persoanele responsabile de semnarea situatiilor financiare* Gabriela Anghel-Cristina

Anexe la SNC

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

Unitatea de masura: leu

Anexa 1

Sold la

inceputul perioadei Sfirsitul perioadei de

de gestiune gestiune

BILANTUL
la 31.12.2023
Nr. cpt. Indicatori Cod rd.
1 2 3
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 imobilizari necorporale 024

5



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 3028298 3859991
din care:
081

3.1. cladiri
3.2. constructii speciale 082
3.3. masini, utilaje si instalatii tehnice 083 3018214 3854288
3.4. mijloace de transport 084
3.5. inventar si mobilier 085
3.6. alte mijloace fixe 086 10084 5703
4. Resurse minerale 090
5. Active biologice imobilizate 100
6. Investitii imobiliare 110
7. Avansuri acordate pentru imobilizari corporale 120 141992 141992
Total imobilizari corporale
(rd.060 + rd.070 + rd.080 + rd.090 + rd.100 + 130 3170290 4001983
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

Total creante pe termen lung si alte active
imobilizate
(rd.170 + rd.180 + rd.190 + rd.200 + rd.210)

TOTAL ACTIVE IMOBILIZATE
(rd.050 + rd.130 + rd.160 + rd.220)

ACTIVE CIRCULANTE
I. Stocuri

1. Materiale si obiecte de mica valoare si scurta
durata

2. Active biologice circulante

3. Productia in curs de executie

4, Produse si marfuri

5. Avansuri acordate pentru stocuri

Total stocuri
(rd.240 + rd.250 + rd.260 + rd.270 + rd.280)

I1. Creante curente si alte active circulante

1. Creante comerciale curente

2. Creante ale partilor afiliate curente

inclusiv: creante aferente intereselor de participare
3. Creante ale bugetului

4. Creantele ale personalului

5. Alte creante curente

6. Cheltuieli anticipate curente

7. Alte active circulante

Total creante curente si alte active circulante
(rd.300 + rd.310 + rd.320 + rd.330 + rd.340 +
rd.350 + rd.360)

II1. Investitii financiare curente

1. Investitii financiare curente in parti neafiliate

2. Investitii financiare curente in parti afiliate, total

din care:

2.1. actiuni si cote de participatie detinute in partile
afiliate

2.2. imprumuturi acordate partilor afiliate

2.3. imprumuturi acordate aferente intereselor de
participare

2.4. alte investitii financiare in parti afiliate

Total investitii financiare curente
(rd.380 + rd.390)

IV. Numerar si documente banesti

TOTAL ACTIVE CIRCULANTE
(rd.290 + rd.370 + rd.400 + rd.410)

TOTAL ACTIVE

210

220

230

240

250
260
270

280

290

300
310
311
320
330
340

350
360

370

380

390

391

392

393

394

400

410

420

430

3170290

31649

852838

884487

3969789

982652
856
1093188

48056

6094541

4161583

11140611

14310901

4001983

63405

765931

829336

2559140

991266
300
1838152
10942
27708

5427508

3229017

9485861

13487844



(rd.230 + rd.420)

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. Patrimoniul primit de la stat cu drept de 480
proprietate
Total capital social si neinregistrat
(rd.440 + rd.450 + rd.460 + rd.470 + rd.480) 490 373026 373026
I1. Prime de capital 500
III. 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 -103
2. Profit nerepartizat (pierdere neacoperitd) al
anilor precedenti 560 5402413 5402413
3. Profit net (pierdere netd) al perioadei de
gestiune 570 318340
4. Profit utilizat al perioadei de gestiune 580
Total profit (pierdere)
(rd.550 + rd.560 + rd.570 + rd.580) 590 5402413 5720650
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 5775439 6093676
rd.610)
DATORII PE TERMEN LUNG
1. Credite bancare pe termen lung 630
2. imprumuturi pe termen lung 640 1579325 1307469
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 1579325 1307469
3. Datorii comerciale pe termen lung 650 299803




4. Datorii fatd 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 1579325 1607272
rd.680 + rd.690)
DATORII CURENTE
1. Credite bancare pe termen scurt 710
2. imprumuturi pe termen scurt, total 720 1344767 951672
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 1344767 951672
3. Datorii comerciale curente 730 2165195 100772
4. Datorii fata de partile afiliate curente 740 3446175 4692920
inclusiv: datorii aferente intereselor de participare 741
5. Avansuri primite curente 750
6. Datorii fatd de personal 760
7. Datorii privind asigurarile sociale si medicale 770 28990
8. Datorii fatd de buget 780 12542
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 6956137 5786896
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, 20+ ra70

SITUATIA DE PROFIT SI PIERDERE
de la 01.01.2023 pinad la 31.12.2023
Anexa 2

Indicatori ‘ Cod rd. |

Perioada de gestiune




precedenta curenta
1 2 3 4

Venituri din vinzari, total 010 29021092 20271056
din care:

011 28497093 19719964
venituri din vinzarea produselor si marfurilor
venifu_ri din prestarea serviciilor si executarea 012 126338 211868
lucrarilor
venituri din contracte de constructie 013
venituri din contracte de leasing 014
venituri din contracte de microfinantare 015
alte venituri din vinzari 016 397661 339224
Costul vinzarilor, total 020 20867803 15060163
din care:

- TP 021 20867803 15060163

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 8153289 5210893
Alte venituri din activitatea operationala 040 135089 66300
Cheltuieli de distribuire 050 118118 146520
Cheltuieli administrative 060 4920088 4367490
Alte cheltuieli din activitatea operationala 070 1931079 570712
Rezultatul din activitatea operationala: profit
(pierdere) (rd.030 + rd.040 - rd.050 - rd.060 - 080 1319093 192471
rd.070)
Venituri financiare, total 090 786797 991278
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 786797 991278

suma




Cheltuieli financiare, total 100 904528 804089

din care:

101
cheltuieli privind dobinzile
inclusiv: cheltuielile aferente partilor afiliate 102
cheltuieli aferente ajustarilor de valoare privind 103
investitiile financiare pe termen lung si curente
cheltuieli aferente iesirii investitiilor financiare 104
cheltuieli aferente diferentelor de curs valutar si de 105 904528 804089
suma
Rezultatul: profit (pierdere) financiar(a) _
(rd.090 - rd.100) 110 117731 187189
Venituri cu active imobilizate si exceptionale 120 5290 281416
Cheltuieli cu active imobilizate si exceptionale 130 200390
Rezultatul din operatiuni cu active imobilizate
si exceptionale: profit (pierdere) (rd.120 - 140 5290 81026
rd.130)
Rezultatul din alte activitati: profit (pierdere) 1 -112441 26821
(rd.110 + rd.140) >0 68215
Profit (pierdere) pina la impozitare (rd.080 + 160 1206652 460686
rd.150)
Cheltuieli privind impozitul pe venit 170 380423 142346
Profit net (pierdere netd) al perioadei de 180 826229 318340

gestiune (rd.160 - rd.170)

SITUATIA MODIFICARILOR CAPITALULUI PROPRIU
de la 01.01.2023 pind la 31.12.2023

Anexa 3
N Ansc‘;'d 'ta | Sold Ia sfirsitul
r. Indicatori Cod rd inceputu Majorari Diminuari perioadei de
d/o perioadei de gestiune
gestiune
1 2 3 4 5 6 7
Capital social si neinregistrat
1. Capital social 010 373026 373026
2. Capital nevarsat 020 g g g g
3. Capital neinregistrat 030
L |4, Capital retras 040 g g g g
5. Patrimoniul primit de la stat cu 050
drept de proprietate
Total capital social si
neinregistrat 060 373026 373026
(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



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 5402413
140 X

150 X (

160 5402413

170
180

190 5775439

826229

1144569

1144569

103

318340

SITUATIA FLUXURILOR DE NUMERAR

Indicatori

1

Fluxuri de numerar din activitatea
operationala

incasari din vinzari

Plati pentru stocuri si servicii procurate

de la 01.01.2023 pind la 31.12.2023

Cod rd

Perioada de gestiune

precedenta

2 3

010
020

Plati catre angajati si organe de asigurare sociala si 030

medicala

Dobinzi platite

Plata impozitului pe venit
Alte incasari

Alte plati

Fluxul net de numerar din activitatea

operationala

(rd.010 - rd.020 - rd.030 - rd.040 - rd.050 +

rd.060 - rd.070)

Fluxuri de numerar din activitatea de

investitii

incaséri din vinzarea activelor imobilizate

Plati aferente intrarilor de active imobilizate

Dobinzi incasate

Dividende incasate

inclusiv: dividende incasate din strainatate

040
050
060
070

080

090
100
110
120
121

29053578

20406745

2732087

1868681
5290

1588647

2462708

826229

826332

826332

curenta

4

-103

5402413

318340

5720650

6093676

Anexa 4

24793777

19703580

1905611

19210
169911

3499117

-503652



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

Pl&ti aferente rambursarii creditelor si
fmprumuturilor

Dividende platite

inclusiv: dividende platite nerezidentilor
incaséri 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)

130

140

150

160

170
171
180

190

200

210

220

230

240

1457991

-1457991

1004717

73028

3083838

4161583

800000

1375308

-575308

-1078960

146394

4161583

3229017



Versiune de imprimare
Salvare

Recipisa 2

Respondent

Codul fiscal: 1018600004516, denumire: MEDIST GRUP S.R.L.

A prezentat raportul: RSF1_21

Pentru perioada fiscala: A/2023

Data prezentarii: 28.05.2024

Marca temporala a raportului inregistrat in Sistemul Informational al BNS
:29.05.2024 13:37:56

Biroul National de Statistica (BNS) a receptionat varianta electronica a raportului,
expediat de DVs. Urmeaza verificarea si validarea raportului de catre specialistul BNS
pe domeniu.


https://declaratie-electronica.fisc.md/ro/declaration/21994332/receipt-bns?print=1
https://declaratie-electronica.fisc.md/ro/declaration/21994332/receipt/save

OF CERTIFICAR, Stsy

:r‘}/:' MEDIST

Grup

Solutii pentru sandtate

150 14002

DECLARATIE
privind valabilitatea ofertei

Catre: CENTRUL PENTRU ACHIZITII PUBLICE CENTRALIZATE IN SANATATE

Stimati domni,

Ne angajam sd mentinem oferta valabild, Privind incheierea acordului-cadru - Achizitionarea
dispozitivelor medicale conform Programului National de combaterea hepatitelor virale B, C
si D pentru anii 2025-2027, pentru o durata de 160 zile, (una suta sase zeci), respectiv pana la data
de 25/02/2025 (ziua/luna/anul), si ea va ramane obligatorie pentru noi si poate fi acceptatd oricand

inainte de expirarea perioadei de valabilitate.

Data completarii 15.08.2024 Cu stima,
Ofertant/candidat
Gabriela-Cristina Anghel

(semndtura 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



Y.¥ MEDIST
T‘:( Grup

Solutii pentru sandtate

DECLARATIE

Subsemnata Gabriela Anghel, reprezentant imputernicit al MEDIST GRUP S.R.L, cu
sediul Tn mun. Chisinau, str. M.G. Banulescu-Bodoni 25, Oficiul 33, declar pe propria
raspundere ca:

- termenul de valabilitate restant va constitui nu mai putin de 80% din termenul total al
produsului.

- livrarea produselor la destinatar se va efectua cu respectarea conditiilor de pastrare si
transportare pe tot parcursul lantului de transportare de la fabricant la beneficiar.

- mostrele (2 bucati) vor fi prezentate in termen de 10 zile de la solicitare, ambalate si etichetate
cu specificare obligatorie a modelului articolului, producatorului si tarii de origine pe ambalajul
original al mostrei. Mostrele vor fi prezentate in termen de 10 zile de la solicitare, 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.

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

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

|E-EE;."E TeKCT JNA NOUCKA.... |

© oDemmire () Dencomerc. () Model V) Neatdog (V) Tam -~ producatorl @ Reprezeniant ©) ordin (v) Data
\ 2] || || il %] | || cepheid | | [medis 12 % |] [ kg
TEST PENTRU
DMO00221904 DETERMINAREA XPERT® HCV VIRAL LOAD GXHCV-VL-CE-10 Suedia CEPHEID AB MEDIST GRUP Rg04-000173 23-07-2019

HEPATITEI C Bl

ESTFENIR MEDIST GRUP
DM000221903 | DETERMINAREA | XPERT® HBY VIRAL LOAD | GXHBV-VI-CE-10 CEPHEID AB Rg04-000173 23072019
HEPATTTE B SR

TEST DE
CALIBRARE
PENTRU SISTEM MEDIST GRUP
DMO000204993 AUTOMAT DE Xpert® Check XPERTCHECK-CE-5 CEPHEID SRL A07.PS-01.Rg04-91 | 05-04-2019
DIAGNOSTIC
MOLECULAR

Data completarii 15.08.2024 Cu stima,

Ofertant/candidat
Gabriela-Cristina Anghel

(semnatura autorizatd)

MEDIST Grup S.R.L.

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

Oficiul 33, MD-2012 Chisinau, 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):MD57VI1022242600000269MDL

Web: www.medist.md SWIFT: VICBMD2X469
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[EC DECLARATION OF CONFORMITY/|

Manufacturer:
Cepheid AB
Rontgenvigen 5
SE-171 54 Solna
Sweden

Product name: Xpert® HCV Viral Load

Catalogue number(s): GXHCV-VL-CE-10

We, the manufacturer, hereby declare, under our sole responsibility, that the product(s) stated
above conforms to Directive 98/79/EC of the European Parliament and of the Council of 27
October 1998 on in vitro diagnostic medical devices (IVDD), (LVES 2001:7).

Product classification: Annex II, list A
Conformity Assessment route: Annex IV
Notified Body: BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9
1066 EP Amsterdam
The Netherlands
Notified Body number: 2797
EC Certificate — Full Quality Assurance: CE 708525
EC Design-Examination Certificate: CE 708527

Signed on behalf of Cepheid AB by:

Signature Date of Isbue
Lena Kirsel
Senior Manager of Regulatory Affairs

Place of Issue: Solna, Sweden
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I[EC DECLARATION OF CONFORMITY|

Manufacturer:
Cepheid AB
Rontgenvégen 5
SE-171 54 Solna
Sweden

Product name: Xpert® HBV Viral Load

Catalogue number(s): GXHBV-VL-CE-10

We, the manufacturer, hereby declare, under our sole responsibility, that the product(s) stated
above conforms to Directive 98/79/EC of the European Parliament and of the Council of 27
October 1998 on in vitro diagnostic medical devices (IVDD), (LVFES 2001:7).

Product classification: Annex II, list A
Conformity Assessment route: Annex IV
Notified Body: BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9
1066 EP Amsterdam
The Netherlands
Notified Body number: 2797
EC Certificate — Full Quality Assurance: CE 708525
EC Design-Examination Certificate: CE 708526

Signed on behalf of Cepheid AB by:

L. Ko May 23,2022

Signature Date of I§sue
Lena Kirsel
Senior Manager of Regulatory Affairs

Place of Issue: Solna, Sweden
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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
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A better way. Treatment Management

_ 0 Xpert® HBV Viral Load
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12346678

The Goal

Elimination of Hepatitis by 2030

({4

In order to expand treatment of Hepatitis B, simplified
and easy to use core service interventions are needed to
implement effective HBV DNA Testing. Xpert® HBV Viral
Load has the potential to simplify disease management
by offering a flexible workflow for any testing setting and
quality results in approximately an hour.”

Professor Pietro Lampertico, MD, PhD
Fondazione IRCCS Ca’ Granda, Ospedale Maggiore
Policlinico, Milan, Italy

Viral hepatitis is one of the leading causes of death globally with 1.4 million deaths per year, as many as
HIV/AIDS, tuberculosis or malaria. Hepatitis B and C viruses cause 95% of those deaths in the world.’

The WHO global health sector strategy to eliminate Viral Hepatitis as a major public health threat by 2030
requires considerable efforts from governments, healthcare authorities and communities.

Service delivery must be expanded to better manage the number of people living with Hepatitis B Virus (HBV).

N7
The Need

Efficient Treatment Delivery

+ Although a vaccine for HBV exists, there is still no cure
and lifelong treatment is needed for individuals already
chronically infected with Hepatitis B Virus

+ HBV rapid antibody testing is mainly done at point of
care or in community based programmes but HBV viral
load testing and monitoring is traditionally done in the
laboratory with long turnaround times, which can result
in more patients being lost to follow up and care

+ Service coverage of core interventions are needed to
expand prevention, testing and treatment for HBV

N/
The Solution

Xpert HBV Viral Load on the GeneXpert® system

+ Accurate and reliable quantification of HBV DNA in
human serum or plasma

- Flexible thoughput for any testing setting with round the
clock, on-demand results

- Simplify disease management with the possibility of
having sample to viral load results less than one hour



Coverage, plus
Accuracy, plus
Peace of mind

That’s the PCRplus advantage.
From Cepheid.

The Impact

* Improve Patient Care: Same day results support better clinical decisions
* Increase Efficiency: High quality HBV viral load quantitative results for accurate treatment delivery

* Patient Centered Diagnostics: Simplify testing for multiple diseases using a single platform

Designed to simplify testing in low and high volume settings
No Waiting

+ Deliver rapid individual patient results in a single visit

Simple and Organised

+ True 24/7 random access accommodates other urgent test requests — i.e., Xpert® HCV Viral Load,
Xpert® HIV-1 Viral Load, Xpert® MTB/RIF Ultra can run simultaneously on the same system

Improved Service

+ Modular system can adapt to any throughput requirement from Health Clinics
to National Reference Centers



Workflow: 2 Easy Steps

Transfer at least 0.6 mL Scan, load
of plasma or serum into cartridge and
the cartridge start test

126 - - B
m E_ '}
e - - -

e

Infinity-80  Infinity-48 GX-XVI GX-IV GX-Il

* Operational throughput per 8-hr shift based on HBV Viral Load testing, internal analysis.

Catalog Information

Xpert® HBV Viral Load 10 tests GXHBV-VL-CE-10

Reference:
1 WHO. Global Health Sector Strategy on Viral Hepatitis 2016-2021. 2016 June. Accessed Aug 2020. https://apps.who.int/iris/bitstream/handle/10665/246177/WHO-HIV-
2016.06-eng.pdf;jsessionid=E5D2C86E67F6CAC0258 DDC6892B5A5E8?sequence=1

CORPORATE HEADQUARTERS EUROPEAN HEADQUARTERS www.Cepheidinternational.com
904 Caribbean Drive Vira Solelh

Sunnyvale, CA 94089 USA 81470 Maurens-Scopont France

ToLLFree +1.888.336.2743 pHONE  +33.563.82.53.00

pHONE  +1.408.541.4191 FAX +33.563.82.53.01

FAX +1.408.541.4192 evall  cepheid@cepheideurope.fr © 2022 Cepheid.  3129-03



PQDx 0260-070-00 WHO PQ Public Report December 2020, version 4.0

WHO Prequalification of In Vitro Diagnostics
PUBLIC REPORT

Product: Xpert HCV Viral Load with GeneXpert Dx
GeneXpert Infinity-48s and
GeneXpert Infinity-80

WHO reference number: PQDx 0260-070-00

Xpert HCV Viral Load with GeneXpert Dx, GeneXpert Infinity-48s, and GeneXpert Infinity-
80, product code GXHCV-VL-CE-10 manufactured by Cepheid AB, CE marked, was accepted

for the WHO list of prequalified in vitro diagnostics and was listed on 04 April 2017.

Summary of WHO prequalification assessment for Xpert HCV Viral Load

Date Outcome

PQ listing 04-Apr-2017 listed
Dossier review N/A MR
Site inspection(s) of qualit

P (s) of g ¥ 23 to 25-Jun-2015 MR
management system
Product performance

. 2-Mar-2017 MR
evaluation

MR: Meets requirements
N/A: Not applicable

Report amendments and/or product changes

This public report has since been amended. Amendments may have arisen because of
changes to the prequalified product for which WHO has been notified and has undertaken
a review. Amendments to the report are summarized in the following table, and details of
each amendment are provided below.

Intended Use in the instructions for use, and an accepted change in

Version | Summary of amendment Date of report
amendment
2.0 To reflect an acceptable commitment which resulted in the updated | 27-Jun-2017

Page 1 of 39




PQDx 0260-070-00 WHO PQ Public Report December 2020, version 4.0

specimen stability which resulted in updating labels and instructions for
use, and the fulfilment of commitment to prequalification.

(Netherlands). Labels and IFUs were updated accordingly.

3.0 Change of Cepheid’s notified body from LRQA (UK) to BSI 6-Jun-2019.

all prequalified assays. New GeneXpert DX instrument models make
use of GeneXpert modules which have a 10-channel optical system
modules, compared to the 6-channel optical system that pre-existed.

4.0 Addition of a new GeneXpert DX instrument product codes for use with | 3-Dec-2020

Intended use:

According to the claim of Cepheid AB, “The HCV VL assay, performed on GeneXpert
Instrument Systems, is designed for the rapid quantitation of Hepatitis C Virus

(HCV) RNA in human serum or plasma (EDTA) from HCV-infected individuals. The test utilizes
automated reverse transcriptase polymerase chain reaction (RT-PCR) using fluorescence to
detect the RNA of interest for the quantitation of HCV. The HCV VL assay quantifies HCV
genotypes 1-6 over the range of 10 to 100,000,000 IU/mL. The HCV VL assay is intended
for use as an aid in the management of HCV infected patients undergoing antiviral therapy.

The test measures HCV RNA levels at baseline and during treatment and can be utilized to
predict sustained and non-sustained virological responses to HCV therapy.

Results from the HCV VL assay may also be used to confirm HCV infection in anti-HCV positive
individuals. In anti-HCV positive individuals who test negative for HCV RNA, use of another
HCV antibody assay may be considered for distinction between true HCV exposure and
biologic false positivity. Repeat HCV RNA testing may be indicated in cases that have had
HCV exposure in the last 6 months or have clinical evidence of HCV disease.

The assay is not intended to be used as a blood donor screening test for HCV”.

Assay description:

According to the claim of Cepheid AB, “GeneXpert Instrument Systems automate and
integrate specimen purification, nucleic acid amplification, and detection of the target
sequence in simple or complex specimens using real-time reverse transcriptase PCR (RT-PCR)
which uses fluorescence to detect the RNA of interest. The systems consist of an instrument,
personal computer, and preloaded software for running tests and viewing the results. The
systems require the use of single-use disposable GeneXpert cartridges that hold the RT-PCR

Page 2 of 39
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reagents and host the RT-PCR processes. Because the cartridges are self-contained, cross-
contamination between samples is minimized.

For a full description of the system, see the GeneXpert Dx System Operator Manual or the
GeneXpert Infinity System Operator Manual.

Xpert HCV Viral Load includes reagents for the detection of HCV RNA in specimens as well as
two internal controls used for quantitation of HCV RNA. The internal controls monitor
recovery and the presence of inhibitor(s) in the RT and PCR reactions. The Probe Check
Control (PCC) verifies reagent rehydration, PCR tube filling in the cartridge, probe integrity,
and dye stability”.

Test kit contents:
Xpert HCV Viral Load 10 tests (product code GXHCV-VL-CE-10))
Xpert HCV Viral Load cartridges with | 10

integrated reaction tubes

Disposable 1 mL transfer pipettes 1 bag of 10 per kit

CD (includes instructions for use) 1

Instrumentation:

Product name Product code
GeneXpert Dx (including barcode | GXI-1-L, GXI-1-D, GXII-1-L, GXII-1-D, GXII-2-L,
scanner and operator manual) GXII-2-D, GXIV-1-L, GXIV-1-D, GXIV-2-L,

GXIV-2-D, GXIV-3-L, GXIV-3-D, GXIV-4-L,
GXIV-4-D, GXXVI-4-L, GXXVI-4-D, GXXVI-8-L,
GXXVI-8-D, GXXVI-12-L, GXXVI-12-D, GXXVI-
16-L, GXXVI-16-D, GXI-1-D-10C GXIV-4-D-10C
GXI-1-L-10C, GXIV-4-L-10C, GXII-1-D-10C
GXXVI-4-D-10C, GXII-1-L-10C, GXXVI-4-L-10C
GXII-2-D-10C, GXXVI-8-D-10C, GXII-2-L-10C
GXXVI-8-L-10C, GXIV-1-D-10C,
GXXVI-12-D-10C, GXIV-1-L-10C,
GXXVI-12-L-10C, GXIV-2-D-10C,
GXXVI-16-D-10C, GXIV-2-L-10C,
GXXVI-16-L-10C, GXIV-3-D-10C,

and GXIV-3-L-10C
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WHO PQ Public Report

December 2020, version 4.0

Infinity-48s
barcode scanner and operator manual)

GeneXpert (including

INFINITY48-16, INFINITY48-16-EUROPE,
INFINITY48-24, INFINITY48-24-EUROPE,
INFINITY48-32, INFINITY48-32-EUROPE,
INFINITY48-40, INFINITY48-40-EUROPE,
INFINITY48-48, INFINITY48-48-EUROPE.

GeneXpert Infinity-80 (including barcode
scanner and operator manual)

INFINITY80-16, INFINITY80-16-230V,
INFINITY80-24, INFINITY80-24-230V,
INFINITY80-32, INFINITY80-32-230V,
INFINITY80-40, INFINITY80-40-230V,
INFINITY80-48, INFINITY80-48-230V,
INFINITY80-56, INFINITY80-56-230V,
INFINITY80-64, INFINITY80-64-230V,
INFINITY80-72, INFINITY80-72-230V,
INFINITY80-80, INFINITY80-80-230V.

GeneXpert Dx Software Version 4.6a or
higher (GeneXpert Dx systems);, or
Xpertise 6.2a or higher (Infinity-

80/Infinity-48s)

GX4.0SWKIT, XPERTISE-G2-SWKIT

Items required but not provided:

Item

Consumables:
Bleach or sodium hypochlorite
70% Ethanol

K2-EDTA specimen tubes

Disposable gloves (one for each specimen processed)

EDTA Plasma Preparation Tubes (PPT) Serum collection tubes

Equipment:

Printer (see Cepheid representative for additional information)
Centrifuge for processing serum and plasma specimens

Storage:

The test kit (Xpert HCV Viral Load) should be stored at 2 to 28 °C).

Shelf-life upon manufacture:
12 months.
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Warnings/limitations:
Please refer to current version of manufacturer’s instructions for use

Prioritization for prequalification
Based on the established eligibility criteria, Xpert HCV Viral Load was given priority for WHO
prequalification assessment.

Product dossier assessment

In accordance with the WHO procedure for abbreviated prequalification assessment,
Cepheid AB was not required to submit a product dossier for Xpert HCV Viral Load as per
the “Instructions for compilation of a product dossier” (PQDx_018 v1). Notwithstanding,
certain aspects of the product dossier previously submitted for stringent regulatory review
were reviewed by an assessor during the site inspection.

Manufacturing site inspection

In accordance with the WHO procedure for abbreviated prequalification assessment, a
shortened inspection with fewer inspectors was conducted at the site(s) of manufacture
Rontgenvagen 5, SE-171 54 Solna, Sweden of Xpert HCV Viral Load between 23 and 25 June
2015 as per the “Information for manufacturers on prequalification inspection procedures
for the sites of manufacture of diagnostics” (PQDx_014 v1).

The inspection found that the manufacturer had an acceptable quality management system
and good manufacturing practices in place that ensured the consistent manufacture of a
product of good quality.

The manufacturer's responses to the nonconformities found at the time of the inspection
were accepted 23 May 2016.

Based on the site inspection and corrective action plan review, the quality management
system for Xpert HCV Viral Load with GeneXpert Dx, GeneXpert Infinity-48s and GeneXpert
Infinity-80 meets WHO prequalification requirements.

! Sites at 904 Caribbean Drive, Sunnyvale 94089-1189, California, USA and 1339 Moffet Park Drive, Sunnyvale
94089, California, USA were also inspected on 29 to 30 June 2015.
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To note:
Due to the COVID-19 pandemic and the corresponding national and international travel restriction
some inspection dates may be impacted.

Please see below the link to the official statement of the PQ team regarding the impact of COVID-
19 on Prequalification activities:
https://www.who.int/diagnostics laboratory/eual/impact covid-19 PQT/en/

Product performance evaluation

Xpert HCV Viral Load is intended for use in human EDTA plasma /serum specimens. A
volume of 1000ul of specimen is needed to perform the assay. This type of assay requires
general laboratory equipment such as centrifuge, vortex as well as continuous electricity
and cannot be performed in laboratories with limited facilities.

The limit of detection (LOD) of the assay was confirmed at 4.91 IU/mL (95% Cl: 3.17 to 10.69
IU/mL) using the 5th WHO International Standard for HCV NAT (NIBSC code:
14/150).

All genotypes present in the 4th HCV RNA Genotype Panel for Nucleic Acid Amplification
(NIBSC code: 14/290) were detected. Fourteen of the 15 specimens in the NRL HCV RNA
Mixed Genotype Panel were detected; one specimen (Genotype 2) was invalid on initial and
repeat testing.

In this limited performance evaluation on a panel of 102 clinical specimens, we found an
initial bias (95% CI) of -0.135 (-0.1839 to -0.0859) compared to the reference results. The
sensitivity (95% Cl) was 100% (94.6% to 99.9%) and a specificity (95% Cl) of 100% (75.9 % to

99.4%) compared to the reference results.

In this study, the invalid rate was 0.48% and the error rate was 1.67%.
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Performance characteristics in comparison with an agreed reference standard

Initial estimate (95% Cl)

Sensitivity %

100% (94.6 to 99.9%)

Specificity % 100% (75.9 to 99.4%)
Invalid rate % 0.48%
Error rate % 1.67%

Additional performance characteristics

Genotype detection

All genotypes present in the 4th HCV RNA Genotype
Panel for Nucleic Acid Amplification (NIBSC code:
14/290) were detected.

14/15 specimens in the NRL HCV RNA Mixed
Genotype Panel were detected.

Limit of detection using 5th WHO
International Standard for HCV
NAT (NIBSC code: 14/150)

4.91 1U/mL (95% Cl: 3.17 to 10.69 1U/mL)

Cross-contamination

0%

Key operational characteristics

Validated specimen types

EDTA plasma, serum

Number of steps

2

Time to result

1 hour: 45 minutes

Internal QC

Sample Processing Control (SPC): Armored RNA® in the
form of a dry bead that is included in each cartridge to
verify adequate processing of the sample virus.

In-use stability of reagents

Reagents are all contained within the cartridge.
Cartridges must be tested maximum 30 minutes after
addition of specimen.
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Labelling
1. Labels
2. Instructions for use

Page 8 of 39



PQDx 0260-070-00 WHO PQ Public Report December 2020, vers ion 4.0

1. Labels

Figure 1: kit carton label
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Figure 2: kit corner label
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Figure 3: kit hazard label

HCV VL, HIV Qual and HIV VL 10-Test Kits

Set of 10 Cartridges - Guanidinium Thiocyanate (10-20%) - 6.9-7.3 mL

Hazard Warning Label
Updated 04/20/18

Set of 10 Cartridges - Contains Guanidinium Thiccyanate (10-20%) - 10 x 6.9-7.3 mL

WARNING
Harmful if swallowed.

Causes mild skin irritation.

Causes eye irritation.

Wash thoroughly after handling.

If skin imritation occurs: Get medical advice/attention.

IF IN EYES: Rinse cautiously with water for several minutes. Remove
contact lenses, if present and easy to do. Continue rinsing.

If @ye imitation persists: Get medical advice/attention.

Call a POISON CENTER or doctor/physician if you feel unwell,

LEL PM: 301-0240, Rev H

Stock Label p/n 301-0240, Rev H

Material:

Colors:

Adhesive:

Topcoat:

Label Size:

Copy Unwind Position:

General Specifications:

Transtherm 1C Paper

Black

AT20

Full UV Varnish

4.0"x2.07

#4

Reference Cepheid Doc D7280
for additional requirements
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Figure 4: cartridge label
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2. Instructions for use?

2 English version of the IFU was the one that was assessed by WHO. It is the responsibility of the manufacturer to
ensure correct translation into other languages.
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Xpert® HCV Viral Load

For In Vitro Diagnostic Use Only.

1 Proprietary Name
Xpert® HCV Viral Load

2 Common or Usual Name
HCV VL

3 Intended Use

The HCV VL assay, performed on GeneXpert® Instrument Systems, is designed for the rapid quantitation of Hepatitis C Virus
(HCV) RNA in human serum or plasma (EDTA) from HCV-infected individuals. The test utilizes automated reverse
transcriptase polymerase chain reaction (RT-PCR) using fluorescence to detect the RNA of interest for the quantitation of HCV.

The HCV VL assay quantifies HCV genotypes 1-6 over the range of 10 to 100,000,000 IU/mL. The HCV VL assay is intended
for use as an aid in the management of HCV infected patients undergoing antiviral therapy. The test measures HCV RNA levels
at baseline and during treatment and can be utilized to predict sustained and nonsustained virological responses to HCV therapy.

Results from the HCV VL assay may also be used to confirm HCV infection in anti-HCV positive individuals. In anti-HCV
positive individuals who test negative for HCV RNA, use of another HCV antibody assay may be considered for distinction
between true HCV exposure and biologic false positivity. Repeat HCV RNA testing may be indicated in cases that have had
HCYV exposure in the last 6 months or have clinical evidence of HCV disease.

The assay is not intended to be used as a blood donor screening test for HCV.

4 Summary and Explanation

HCV is a member of the Flaviviridae family and has been recognized as the major causative agent of chronic liver disease,
including chronic active hepatitis, cirrhosis and hepatocellular carcinoma.! The HCV genome is a positive-sense RNA molecule
of approximately 9500 nucleotides.! HCV is usually transmitted through percutaneous exposure to infected blood, primarily by
intravenous drug use and receipt of unscreened donated blood products. Less frequently, HCV has been shown to be transmitted
through occupational, perinatal and sexual exposures.2

An estimated 185 million people, or roughly 3% of the world’s population, have been infected with HCV, and over 80% live in
Low and Middle Income Countries (LMICS).3 The burden of disease is greatest in developing countries; the highest reported
prevalence is in China (3.2%)4 Pakistan (4.8%)4, Nigeria (18.3%)5 and Egypt (22%).4 About 15 million European adults are
infected with HCV and most of these people are unaware of their infection.® Each year, 350,000 to 500,000 people die from
HCV-related liver disease.’

Antiviral medicines can cure HCV, but access to diagnosis and treatment is low.” A cure for HCV infection is now possible in
most patients with highly effective, safe and tolerable combinations of oral direct-acting antivirals (DAAs) taken for 8-24
weeks.> Eradication of HCV is being discussed for the first time.

Quantitation of HCV RNA has proven useful in providing a metric to evaluate the effectiveness of antiviral response to HCV
treatment. Guidelines for the management and treatment of HCV recommend quantitative testing for HCV RNA before the start
of antiviral therapy, during therapy, and after the conclusion of treatment. The primary objective of treatment is Sustained
Virologic Response (SVR), defined as undetectable HCV RNA by a sensitive test 12 or 24 weeks after the end of treatment
depending on the anti-HCV therapy.8

Xpert® HCV Viral Load 1
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Principle of the Procedure

The GeneXpert Instrument Systems automate and integrate sample purification, nucleic acid amplification, and detection of the
target sequence in simple or complex samples using RT-PCR which uses fluorescence to detect the RNA of interest. The
systems consist of an instrument, personal computer, and preloaded software for running tests and viewing the results. The
systems require the use of single-use disposable GeneXpert cartridges that hold the RT-PCR reagents and host the RT-PCR
processes. Because the cartridges are self-contained, cross-contamination between samples is minimized. For a full description
of the systems, refer to the appropriate GeneXpert Dx Operator Manual or GeneXpert Infinity Operator Manual.

The HCV VL assay includes reagents for the detection of HCV RNA in specimens as well as two internal controls used for
quantitation of HCV RNA. The internal controls monitor recovery and the presence of inhibitor(s) in the RT and PCR reactions.
The Probe Check Control (PCC) verifies reagent rehydration, PCR tube filling in the cartridge, probe integrity, and dye stability.

Reagents

Materials Provided
The HCV VL assay kit contains sufficient reagents to process 10 specimens or quality control samples. The kit contains the
following:

HCV VL Assay Cartridges with Integrated Reaction Tubes 10

* Bead 1, Bead 2, and Bead 3 (freeze-dried) 1 of each per cartridge
* Lysis Reagent (Guanidinium Thiocyanate) 2.0 mL per cartridge

* Rinse Reagent 0.5 mL per cartridge

+ Elution Reagent 1.5 mL per cartridge

+ Binding Reagent 2.4 mL per cartridge

* Proteinase K Reagent 0.48 mL per cartridge
Disposable 1 mL Transfer Pipettes 10 per kit

CD 1 per kit

+ Assay Definition File (ADF)
* Instructions to import ADF into GeneXpert software

+ Instructions for Use (Package Insert)

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 post-
mortem testing. During processing, there was no mixing of the material with other animal materials.

Storage and Handling

. Store the HCV VL assay cartridges and reagents at 2-28 °C.

. Do not open the cartridge until you are ready to perform the assay.

. Do not use a cartridge that has leaked.

. Do not use HCV VL assay cartridges and reagents that were previously frozen.

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

Materials Required but Not Provided

. GeneXpert Dx System or GeneXpert Infinity Systems (catalog number varies by configuration): GeneXpert Instrument,
computer with proprietary GeneXpert Dx Software Version 4.7b or higher (GeneXpert Dx systems); or Xpertise 6.4b or
higher (Infinity-80/Infinity-48s), barcode scanner, and operator manual.

. Printer: If a printer is needed, contact Cepheid Technical Support to arrange for the purchase of a recommended printer.

. Bleach or sodium hypochlorite

Xpert® HCV Viral Load
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9 Warnings and Precautions

@ .

L)

10 Chemical Hazards

Treat all biological specimens, including used cartridges, as if capable of transmitting infectious agents. Because it is often
impossible to know which might be infectious, all biological specimens should be treated with standard precautions.
Guidelines for specimen handling are available from the U.S. Centers for Disease Control and Prevention’ and the Clinical
and Laboratory Standards Institute.'”

Good laboratory practices and changing gloves between handling specimens are recommended to avoid contamination of
specimens or reagents.

Follow your institution’s safety procedures for working with chemicals and handling biological samples.
Do not substitute HCV VL assay reagents with other reagents.

Do not open the HCV VL assay cartridge lid except when adding sample.

Do not use a cartridge that has been dropped after removing it from the packaging.

Do not shake the cartridge. Shaking or dropping the cartridge after opening the lid may yield invalid results.
Do not use a cartridge that has a damaged reaction tube.

Do not use a cartridge that has leaked.

Each single-use HCV VL assay cartridge is used to process one test. Do not reuse cartridges.

The single-use disposable pipette is used to transfer one specimen. Do not reuse spent disposable pipettes.
Wear clean lab coats and gloves. Change gloves between processing each sample.

In the event of contamination of the work area or equipment with samples or controls, thoroughly clean the contaminated
area with a solution of 1:10 dilution of household chlorine bleach or sodium hypochlorite and then 70% ethanol or 70%
denatured ethanol. Wipe work surfaces dry completely before proceeding.

Consult your institution’s environmental waste personnel on proper disposal of used cartridges and unused reagents. Check
state, territorial, or local regulations as they may differ from national disposal regulations. The material may exhibit
characteristics of hazardous waste requiring specific disposal requirements. Institutions should check their hazardous waste
disposal requirements.

Biological specimens, transfer devices, and used cartridges should be considered capable of transmitting infectious agents
requiring standard precautions. Follow your institution’s environmental waste procedures for proper disposal of used
cartridges and unused reagents. These materials may exhibit characteristics of chemical hazardous waste requiring specific
disposal. If country or regional regulations do not provide clear direction on proper disposal, biological specimens and used
cartridges should be disposed per WHO [World Health Organization] medical waste handling and disposal guidelines.
11,12

Signal Word: WARNING
UN GHS Hazard Statements:

. Harmful if swallowed
. Causes mild skin irritation
. Causes eye irritation

UN GHS Precautionary Statements:

. Prevention:
. Wash thoroughly after handling.

. Response:
. Call a POISON CENTER of doctor/physician if you feel unwell.
. If skin irritation occurs: Get medical advice/attention.

. IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses if present and easy to do.
Continue rinsing.

. If eye irritation persists: Get medical advice/attention.

Xpert® HCV Viral Load
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Specimen Collection, Storage, and Transport

Whole blood should be collected in K2-EDTA tubes, EDTA-PPT or serum collection tubes and centrifuged to separate the
plasma/serum and red blood cells per the manufacturer’s instructions.

A minimum of 1 mL plasma or serum is required for the HCV VL assay. If using the transfer pipette included in the kit, a
minimum of 1.2 mL plasma or serum is required. Alternatively, if using a precision pipette, a minimum of 1 mL plasma or
serum is required.

Whole blood may be held at 15-30 °C for up to 24 hours or at 2—8 °C for up to 3 days prior to plasma/serum preparation.
Centrifugation should be performed according to the manufacturer instructions.

After centrifugation and separation, plasma and serum may be held at 15-35 °C for up to 24 hours or at 2—8 °C for up to
3 days prior to testing.

Plasma and serum specimens are stable frozen (-70 to -18 °C) for 6 weeks.

Plasma and serum specimens are stable for up to three freeze/thaw cycles.

Plasma and serum specimens must be thawed and equilibrated to room temperature prior to transfer to the cartridge.
Ship whole blood, plasma or serum specimens at 2—8 °C.

Transportation of whole blood, plasma or serum specimens must comply with country, federal, state and local regulations for
the transportation of etiologic agents.

Procedure
Preparing the Specimen

1.

Following centrifugation of whole blood samples, 1 mL of plasma can be pipetted directly into the cartridge. Sufficient
volume is critical to obtaining valid test results (see instructions in Section 12.2, Preparing the Cartridge Option 1 below).

If using frozen specimens, place the specimens at room temperature (20-35 °C) until completely thawed and equilibrated to
room temperature before use.

Plasma and serum samples stored at 2—8 °C should be removed from the refrigerator and equilibrated to room temperature
before use.

Plasma samples stored at 2—8 °C or frozen and thawed should be vortexed for 15 seconds before use, if the specimen is
cloudy, clarify by a quick centrifugation.

12.2 Preparing the Cartridge

1. Wear protective disposable gloves.

2. Inspect the test cartridge for damage. If damaged, do not use it.

3. Open the lid of the test cartridge.

. Option 1: If using the transfer pipette included in the kit (Figure 1), fill to just below the bulb but above the line to transfer
at least 1 mL plasma or serum from the collection tube into the sample chamber of the test cartridge (Figure 2). Do NOT
pour the specimen into the chamber!

. Option 2: If using an automatic pipette, transfer at least 1 mL of plasma or serum into the sample chamber of the test
cartridge (Figure 2). Do NOT pour the specimen into the chamber!

4 Xpert® HCV Viral Load
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Bulb

Fill the specimen to just below
~§—— the bulb and above the mark on
the pipette

(]
Figure 1. HCV VL Assay Transfer Pipette

4. Close the cartridge lid.
5. Load the cartridge into the GeneXpert Dx instrument or Infinity system.

Sample Chamber
(Large Opening)

Figure 2. HCV VL Assay Cartridge (Top View)

Xpert® HCV Viral Load 5
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Starting the Test

Important Before you start the test, make sure the HCV VL Assay Definition File (ADF) is imported into the software.

Note The steps you follow can be different if the system administrator changed the default workflow of the system.

13

This section lists the basic steps for running the test. For detailed instructions, see the GeneXpert Dx System Operator Manual or
the GeneXpert Infinity System Operator Manual, depending on the model that is being used.

1. Turn on the GeneXpert instrument:

. If using the GeneXpert Dx instrument, first turn on the instrument and then turn on the computer. The GeneXpert
software will launch automatically. If it doesn't, double-click the GeneXpert Dx software shortcut icon on the
Windows® desktop.

or

. If using the GeneXpert Infinity instrument, power up the instrument. The GeneXpert software will launch
automatically. If it doesn't, double-click the Xpertise software shortcut icon on the Windows® desktop.

2. Log on to the GeneXpert Instrument System software using your user name and password.
3. Inthe GeneXpert System window, click Create Test (GeneXpert Dx) or Orders and Order Test (Infinity).

4. Scan in the Patient ID (optional). If typing the Patient ID, make sure the Patient ID is typed correctly. The Patient ID is
associated with the test results and is shown in the View Results window.

5. Scan or type in the Sample ID. If typing the Sample ID, make sure the Sample ID is typed correctly. The Sample ID is
associated with the test results and is shown in the View Results window and all reports. The Scan Cartridge dialog box
appears.

6.  Scan the barcode on the HCV VL assay cartridge. The Create Test window appears. Using the barcode information, the
software automatically fills the boxes for the following fields: Select Assay, Reagent Lot ID, Cartridge SN, and Expiration
Date.

7. Click Start Test (GeneXpert Dx) or Submit (Infinity). Enter your password, if requested.

8. For the GeneXpert Infinity System, place the cartridge on the conveyor belt. The cartridge will be automatically loaded, the
test will run, and the used cartridge will be placed into the waste container.

or
For the GeneXpert Dx Instrument:
A.  Open the instrument module door with the blinking green light and load the cartridge.
B.  Close the door. The test starts and the green light stops blinking. When the test is finished, the light turns off.
C.  Wait until the system releases the door lock before opening the module door and removing the cartridge.
D

The used cartridges should be disposed in the appropriate specimen waste containers according to your institution’s
standard practices.

Viewing and Printing Results

This section lists the basic steps for viewing and printing results. For more detailed instructions on how to view and print the
results, see the GeneXpert Dx System Operator Manual or the GeneXpert Infinity System Operator Manual, depending on the
instrument used.

1. Click the View Results icon to view results.

2. Upon completion of the test, click the Report button of the View Results window to view and/or generate a PDF report file.

Xpert® HCV Viral Load
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Quality Control

Each test includes a Sample Volume Adequacy (SVA), Internal Quantitative Standard High and Low (IQS-H and IQS-L, also
acts a specimen processing control [SPC]) and Probe Check Control (PCC).

Sample Volume Adequacy (SVA) — Ensures the sample was correctly added to the cartridge. The SVA verifies that the
correct volume of sample has been added in the sample chamber. The SVA passes if it meets the validated acceptance
criteria. If the SVA does not pass, an ERROR 2096 will be displayed if there is no sample or an ERROR 2097 will be
displayed if there is not enough sample. The system will prevent the user from resuming the test.

Internal Quantitative Standard High and Low (IQS-H and 1QS-L) — IQS-H and IQS-L are two Armored RNA®
constructs in the form of a dry bead that goes through the whole assay process. The IQS-H and IQS-L are standards
calibrated against the WHO 4th International standard for HCV. They are used for quantification by using lot specific
parameters for the calculation of HCV RNA concentration in the sample. Additionally IQS-H and IQS-L detect specimen-
associated inhibition of the RT-PCR reaction. The IQS-H and IQS-L pass if they meet the validated acceptance criteria.

Probe Check Control (PCC) — Before the start of the PCR reaction, the GeneXpert Instrument System measures the
fluorescence signal from the probes to monitor bead rehydration, reaction tube filling, probe integrity and dye stability. The
PCC passes if it meets the validated acceptance criteria.

External Controls — Following good laboratory practices, external controls, not available in the kit, should be used in
accordance with local, state, and federal accrediting organizations’ requirements as applicable.

15 Interpretation of Results
The results are interpreted automatically by the GeneXpert Instrument System from measured fluorescent signals and embedded
calculation algorithms and are clearly shown in the View Results window (Figure 3 and Figure 5). Possible results are shown in
Table 1.
Table 1. HCV VL Assay Results and Interpretation
Result Interpretation
HCV DETECTED The HCV RNA is detected at XX IU/mL.
XX IU/mL (log X.XX) » The HCV RNA has a titer within the linear range setting of the assay and the endpoint above the
See Figure 3. minimum.
* 1QS-H and IQS-L: PASS.
» Probe Check: PASS; all probe check results pass.
HCV DETECTED The HCV RNA is detected above the quantitative range of the assay.
>1.00E08 IU/mL + 1QS-H and 1QS-L: PASS.
See Figure 4. + Probe Check: PASS; all probe check results pass.
HCV DETECTED The HCV RNA is detected below the quantitative range of the assay.
<10 IU/mL + 1QS-H and 1QS-L: PASS.
See Figure 5. + Probe Check: PASS; all probe check results pass.
HCV NOT DETECTED The HCV RNA is not detected.
See Figure 6. + HCV RNA is not detected.
+ 1QS-H and IQS-L: PASS.
» Probe Check: PASS; all probe check results pass.
INVALID Presence or absence of the HCV RNA cannot be determined. Repeat test according to the
See Figure 7. instructions in Section 16.2, Retest Procedure.
* 1QS-H and/or 1QS-L: FAIL; Cycle thresholds (Cts) are not within valid range and the endpoint is
below the minimum setting.
* Probe Check: PASS; all probe check results pass.

Xpert® HCV Viral Load
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Table 1. HCV VL Assay Results and Interpretation (Continued)

Result Interpretation

ERROR Presence or absence of HCV RNA cannot be determined. Repeat test according to the instructions

See Figure 8. in Section 16.2, Retest Procedure.

» Probe Check: FAIL*; all or one of the probe check results fail.
* If the probe check passed, the error is caused by the maximum pressure limit exceeding the acceptable range
or by a system component failure.

NO RESULT Presence or absence of HCV RNA cannot be determined. Repeat test according to the instructions
in Section 16.2, Retest Procedure. A NO RESULT indicates that insufficient data were collected. For
example, the operator stopped a test that was in progress.

Note Assay screenshots are for example only. Assay name and version number may vary from the screenshots shown in this package

insert.

:|/ TestResult | Analyte Result | Detail | Errors | History | Support |

|Assay Name Xpert HCV Viral Load  Version 1
TestResult | ycy DETECTED 550 IU/mL (log 2.74)

For In Vitro Diagnostic Use Only
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Figure 3. HCV Detected and Quantified
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| DETECTED > 1.00E08 IU/mL (log 8.00]

Figure 4. HCV Detected

DETECTED < 10 IU/mL (log 1.00

Figure 5. HCV Detected

Xpert® HCV Viral Load 9
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Figure 6. HCV Not Detected

Figure 7. Invalid
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|| TestResult | Analyte Result | Detail | Errors | History | Support |

Assay Name Xpert HCV Viral Load Version 1

TestResult | ERROR

For In Vitro Diagnostic Use Only
4
»

<No Data Available>
Figure 8. Error
16 Retests

16.1 Reasons to Repeat the Assay
If any of the test results mentioned below occur, repeat the test according to the instructions in Section 16.2, Retest Procedure.

. An INVALID result indicates one or more of the following:
. The 1QS-H and/or IQS-L Cts are not within valid range.
. The sample was not properly processed or PCR was inhibited.

. An ERROR result indicates that the assay was aborted. Possible causes include: insufficient volume of sample was added, the
reaction tube was filled improperly, a reagent probe integrity problem was detected, or the maximum pressure limit was
exceeded.

. A NO RESULT indicates that insufficient data were collected. For example, the operator stopped a test that was in progress,
or a power failure occurred.

16.2 Retest Procedure
For retest of a NO RESULT, INVALID, or ERROR result, use a new cartridge (do not re-use the cartridge) and new reagents.

1. Remove a new cartridge from the kit.
2. See Section 12, Procedure, including Section 12.1, Preparing the Specimen, Section 12.2, Preparing the Cartridge, and
Section 12.3, Starting the Test.
17 Limitations

Good laboratory practices and changing gloves between handling specimens are recommended to avoid contamination of
reagents.

Mutations or polymorphisms in primer or probe binding regions may affect detection of new or unknown HCV variants
resulting in a false negative result.

Xpert® HCV Viral Load 11
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18 Performance Characteristics
18.1  Limit of Detection
The limit of detection (LOD) of the HCV VL assay was determined by testing eight different dilutions prepared from a HCV
genotype 1 reference standard in HCV negative EDTA plasma and serum. The HCV genotype 1 material used in the LOD study
was the WHO 4th International standard, NIBSC code 06/102. The limit of detection was determined for three reagent lots and
a total of 72 or 73 replicates per concentration level were tested. One additional low concentration level was included for both
sample types after the first day of testing. The number of tested replicates for this level was thus smaller (49 in plasma and 53 in
serum). The evaluation was performed according to CLSI guideline E17-A2. The HCV RNA concentration that can be detected
with a positivity rate of greater than 95% was determined by Probit regression analysis and the results for the individual lots and
specimens are shown in Table 2. The maximum observed LOD with Probit analysis for HCV genotype 1 in EDTA plasma is 4.0
IU/mL (95% CI 2.8 — 5.2). The maximum observed LOD with Probit analysis for HCV genotype 1 in serum is 6.1 IU/mL (95%
Cl42-17.9).
Table 2. HCV VL LOD Estimates with Probit Regression and 95% Upper and Lower Confidence Intervals for
HCV Genotype 1 Specimens in Plasma and Serum per Kit Lot
LOD 95% 95% CI
Specimen Lot (lU/mL) (lU/mL)
1 3.3 24-42
WHO
2 4.0 27-52
(Plasma)
3 4.0 28-52
1 6.1 42-79
WHO
2 26 1.9-33
(Serum)
3 23 1.8-29
Hit rate analysis shows a positivity of > 95% at 6 IU/mL for the HCV genotype 1 material tested as shown in Table 3.
Table 3. HCV VL LOD for HCV Genotype 1 in EDTA Plasma and Serum
Concentration No. Positivity
Specimen (IU/mL) Replicates No. Positives Rate (%)
0.52 49 24 49
1 72 47 65
2 72 61 85
WHO 3 72 69 96
(Plasma) 4 72 67 93
6 72 7 99
8 73 73 100
10 72 72 100
0.52 53 21 40
1 73 47 64
2 73 64 88
WHO 3 72 69 96
(Serum) 4 73 71 97
6 72 7 99
8 72 70 97
10 72 72 100
a. 0.5 IU/mL was added day 2 due to the high positivity rate observed at 1 IU/mL after day 1
12 Xpert® HCV Viral Load
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In addition, dilutions of clinical specimens representing HCV genotype la, 2b, 3a, 4a, 5a and 6a in negative human EDTA
plasma were analyzed with one reagent lot and 24 replicates per concentration level. The assignment of the nominal
concentration of clinical specimens was determined by Abbott RealTime HCV™ assay. Hit rate analysis shows a positivity of
>95% for all genotypes at 10 IU/mL as shown in Table 4.

Table 4. HCV VL LOD Hit Rate Analysis for HCV Genotype 1 — 6 Specimens in EDTA Plasma

Lowest
Concentration
Level > 95% Hit
Genotype Rate (I1U/mL) Hit Rate (%)

1a 10 100
2b 4 100
3a 6 100
4a 4 100
5a 2 96
6a 4 96

18.2  Limit of Quantitation
The total analytical error (TAE) was calculated using estimates determined through analysis of data from LOD study (WHO
standard) and the Precision/Reproducibility study according to CLSI guideline E17-A2. The TAE for the dilutions that had an
observed concentration at or near the assay limit of detection 10 IU/mL (1.0 log;) are presented in Table 5. TAE was estimated
by two different methods.

Table 5. HCV VL TAE Analysis for Determination of LOQ

TAE?
Absolute TAEP
Specimen Concentration Bias + 2xSQRT
(Study) DLLot | N (Log10 IU/mL) Bias Total SD 2xSD (2)xSD
Expected Observed

DLA1 72 1.40 1.31 0.09 0.15 0.38 0.41

Acrometrix
. DL2 72 1.40 1.29 0.11 0.14 0.40 0.41

(Precision)
DL3 72 1.40 1.24 0.16 0.12 0.41 0.35
DLA1 72 1.00 0.92 0.08 0.22 0.52 0.62

Acrometrix
. DL2 72 1.00 0.82 0.18 0.18 0.54 0.51

(Precision)
DL3 72 1.00 0.75 0.25 0.19 0.63 0.54
DLA1 24 1.00 0.91 0.09 0.21 0.51 0.59

WHO, Plasma
(LOD) DL2 24 1.00 0.82 0.18 0.30 0.78 0.86
DL3 24 1.00 0.86 0.14 0.17 0.48 0.48
DLA1 24 1.00 0.96 0.04 0.13 0.30 0.37
WHO, Serum

(LOD) DL2 24 1.00 0.88 0.12 0.23 0.58 0.66
DL3 24 1.00 0.80 0.20 0.18 0.57 0.52

a. TAE calculated according to the Westgard model in CLSI EP17-A2 (Section 6.2)
b. TAE based upon the difference between two measurements approach

The results of the TAE analysis demonstrate that the HCV VL assay can determine 10 IU/mL (1.0 log;) with an acceptable
trueness and precision.

Xpert® HCV Viral Load 13
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18.3  Precision/Reproducibility
The precision/reproducibility of the HCV VL assay was determined by analysis of parallel dilutions of HCV reference materials
in HCV negative EDTA plasma. The nominal concentration of the reference material used was calibrated to the WHO 4th HCV
International Standard (06/102). The study was a two site, blinded, comparative study using a seven-member panel of HCV
reference material in HCV negative EDTA plasma with RNA concentrations that span the HCV VL assay quantitation range.
Two operators at each of the two study sites tested one panel of twenty-one samples once per day over six testing days per lot.
One site used an Infinity-80 instrument and the other site used GeneXpert Dx instruments. Three lots of HCV VL assay reagents
were used for the study. Precision/reproducibility was evaluated in accordance with “Evaluation of Precision Performance of
Clinical Chemistry Devices; Approved Guideline” CLSI document EP5-A2. The precision results for each regent lot are shown
in Table 6.
Table 6. HCV VL Precision per Lot
Expected HCV Total Precision per Lot
RNA _ Lot 1 Lot 2 Lot 3
Concentration
logqg IU/mL SD cve SD cve SD cve
1.0 0.23 55.8% 0.18 44.2% 0.20 48.1%
1.4 0.15 35.1% 0.15 35.8% 0.13 29.6%
2.7 0.09 20.7% 0.09 20.6% 0.09 20.2%
4.2 0.07 16.4% 0.08 18.9% 0.07 15.3%
54 0.12 28.3% 0.09 19.9% 0.07 16.2%
6.9 0.13 31.8% 0.09 20.9% 0.07 17.0%
8.2 0.10 22.7% 0.10 23.7% 0.08 17.8%
a. “CV”is lognormal CV, as obtained using the formula:
CV(ofthe lognormal dist) = N
14 Xpert® HCV Viral Load
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The reproducibility and precision of the HCV VL assay was evaluated by using nested ANOVA with terms for Site/Instrument,
Lot, Day, Operator/Run and Within-Run. The standard deviation and the percentage of variability due to each component of the
log;y HCV transformed concentrations were calculated, see Table 7.

Table 7. Standard Deviation and Contributable Percentage of Variability for Each Term and Total Precision

HCV RNA
Concentration

logqo IU/mL

Contribution to Total Variance SD (CV%)

Total Precision

Operator/ Within-

Site/Inst Lot Day Run Run Total
Lower Upper
Expected | Actual | N sD | (%) | sD (%) | SD | (%2 | SD | (%)® | sb (%)? SD cl cl cvb

1.0 0.83 216 0.03 1.8% | 0.08 13.2% | 0.04 3.5% | 0.00 0.0% | 0.19 81.6% 0.21 0.18 0.25 51.7%
14 1.28 216 0.00 0.0% | 0.04 71% 0.00 0.0% | 0.00 0.0% | 0.14 92.9% 0.14 0.13 0.16 34.1%
2.7 2.66 216 0.00 0.0% | 0.04 17.2% | 0.00 0.0% | 0.02 3.2% | 0.08 79.5% 0.09 0.08 0.11 221%
4.2 4.18 215 | 0.00 | 0.0% | 0.05 | 30.9% | 0.01 2.6% | 0.00 | 0.0% | 0.07 | 66.5% | 0.09 0.07 0.12 20.6%
5.4 5.44 216 0.00 0.0% | 0.06 26.5% | 0.00 0.0% | 0.01 1.3% | 0.09 72.2% 0.11 0.09 0.14 25.8%
6.9 6.86 216 0.00 0.0% | 0.07 34.0% | 0.02 3.4% | 0.00 0.0% | 0.10 62.5% 0.13 0.10 0.17 29.8%
8.2 8.11 216 0.00 0.0% | 0.09 47.9% | 0.00 0.0% | 0.02 2.6% | 0.09 | 49.5% 0.13 0.10 0.19 30.5%

a. (%) is contribution of variance component to overall lognormal CV

b. “CV”is lognormal CV, as obtained using the formula:

CV(ofthe lognormal dist)= | 10"9°" — 1
Xpert® HCV Viral Load 15
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18.4 Linear Range and Inclusivity
The linear range of the HCV VL assay was determined by analysis of a twelve member panel covering a range from ~5 (0.75
logpp) to ~1 x 108 (8 log;o) IU/mL. Panels were prepared by parallel dilutions of HCV reference material (Armored RNA®
genotype 1 and clinical specimen genotype 1) in HCV negative EDTA plasma and serum. The nominal concentration of the
reference material used was calibrated to the WHO 4th HCV International Standard (06/102). Each panel member was tested in
replicates of four on each of three testing days using two kit lots. Totally, 24 replicates per panel member and sample type were
tested. The linearity analysis was performed according to CLSI guideline EP06-A. The combined results for both lots are shown
in Figure 9 and Figure 10. The HCV VL assay is linear within a range 0.8-8.0 log;, IU/mL with a R? value of >0.997.
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Figure 9. Linearity Genotype 1 in EDTA Plasma for the HCV VL Assay
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Figure 10. Linearity Genotype 1 in Serum for the HCV VL Assay
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To confirm the linear range and evaluate the inclusivity of the HCV VL assay, panels consisting of clinical specimens
representing HCV genotype 2 — 6 and Armored RNA® when available (genotypes 2 and 3 only) were prepared in negative
human EDTA plasma. 7 — 13 panel members per genotype covering as wide a range as possible, varying from ~ 0.9 — 6 log;
IU/mL for genotype 5 to ~ 0.9 — 8.3 log; for genotype 3, were prepared and analyzed in replicates of four on each of three
testing days using two kit lots. For each genotype, 24 replicates per panel member were tested. The nominal concentrations of
the reference materials used were calibrated to the WHO 4th HCV International Standard (06/102). All genotypes responded
linearly with R? values ranging from 0.994 — 0.998.

18.5 Analytical Specificity (Exclusivity)
The analytical specificity of the HCV VL assay was evaluated by adding potentially cross-reacting organisms at 1 x 10° CFU/
mL, copies/mL or TCID5¢/mL input concentration into HCV negative EDTA plasma and in plasma that contained ~25 IU/mL
HCV reference material (clinical specimen genotype 1). Tested organisms are listed in Table 8.

Table 8. Analytical Specificity Organisms

Human Immunodeficiency virus 1

Human Immunodeficiency virus 2

Human T-cell lymphotropic virus |

Human T-cell lymphotropic virus I

Candida albicans

Cytomegalovirus

Epstein-Barr virus

Hepatitis A virus

Hepatitis B virus

Herpes simplex virus 1

Herpes simplex virus 2

Human herpes virus 6

Human herpes virus 8

Varicella Zoster virus

BK Human polyoma virus

Banzi virus

Ilheus virus

West Nile virus

Zika virus

Human papilloma virus 16

Human papilloma virus 18

Staphylococcus epidermidis

Staphylococcus aureus

None of the tested organisms showed cross reactivity and all positive replicates resulted in concentrations of HCV RNA within
+ 0.5 log from a HCV positive control when tested using the HCV VL assay. In addition to the species listed in Table 8, Dengue
virus and vaccinia virus were analyzed in silico since material representing the viruses could not be obtained for testing. No
practical significant sequence similarity was found between the analyzed viruses and the primers and probes of the

Xpert HCV VL assay.
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18.6  Potentially Interfering Substances
The susceptibility of the HCV VL assay to interference by elevated levels of endogenous substances, by drugs prescribed to
HCV infected patients and by autoimmune disease markers was evaluated. HCV negative EDTA plasma and plasma that
contained ~25 IU/mL HCV reference material (clinical specimen genotype 1) were tested.

Elevated levels of the endogenous substances listed in Table 9 were shown not to interfere with the quantification of
the HCV VL assay or impact the assay specificity.

Table 9. Endogenous Substances and Concentration Tested

Substance Tested Concentration
Albumin 9 g/dL
Bilirubin 20 mg/dL
Hemoglobin 500 mg/dL
Human DNA 0.4 mg/dL
Triglycerides 3000 mg/dL

The drug components as presented in Table 10 were shown not to interfere with the quantification of the HCV VL assay or
impact the assay specificity when tested at three times peak level concentration in five drug pools.

Table 10. Drug Pools Tested

Pool

Drugs

Control

N/A

1

Zidovudine, Saquinavir, Ritonavir, Interferon alfa-2b, Clarithromycin

2

Abacavir sulfate, Fosamperavir Calcium, Peginterferon 2b, Ribavirin

3

Tenofovir disoproxil fumarate, Lamivudine (3TC), Indinavir sulfate, Ganciclovir,

Valganciclovir HCI, Acyclovir

4

Stavudine (d4T), Efavirenz, Lopinavir, Enfuvirtide (T-20), Ciprofloxacin

5

Nevirapine, Nelfinavir mesylate, Azithromycin, Valacyclovir HCI

Testing of specimens from ten individuals per autoimmune disease marker shows no interference with the autoimmune disease
markers systemic lupus erythematosus (SLE), anti-nuclear antibody (ANA), or theumatoid factor (RF) using the HCV VL assay.

18
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18.7 Sample Collection Media Equivalence (EDTA, PPT-EDTA and Serum)
For each sample collection media (EDTA, PPT-EDTA and serum) specimens from 50 matched HCV positive individuals and 25
matched HCV negative specimens were collected and tested using one kit lot of the HCV VL assay.

As shown in Figure 11 and Figure 12 equivalent performance of the HCV VL assay was shown for EDTA plasma versus serum
samples and EDTA plasma versus PPT-EDTA plasma samples. All HCV positive specimens collected in serum or PPT-EDTA
plasma produced concentrations of HCV RNA within +0.5 log;y IU/mL of the HCV positive specimen collected in EDTA
plasma when tested using the HCV VL assay.

PPT EDTA vs K2 EDTA, HCV titer (log IU/mL)
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Figure 11. Scatterplot of Log IU/mL PPT-EDTA versus Log IU/mL EDTA
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Figure 12. Scatterplot of Log IU/mL Serum versus Log IU/mL EDTA Plasma
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19 Performance Characteristics — Clinical Performance

Specificity
The specificity of the HCV VL assay was evaluated using 100 EDTA plasma specimens from HCV negative blood donors.
None of the 100 specimens tested were detected by the HCV VL assay equating to 100% specificity (95% CI = 96.1-100).

Method Correlation

A multi-site study was conducted to evaluate the performance of the HCV VL assay relative to a comparator method using fresh
and frozen human plasma or serum specimens collected from HCV infected individuals. Of the 607 eligible specimens, each
from unique individuals, 408 (67.2%) were collected from male subjects. The average age was 50.2 + 13.2 years with an age
range of 21 to 86 years.

Of the 607 specimens, 389 were within the quantitation range of both assays including 23 specimens that were HCV non-1
genotypes (2, 2a, 2b, 2¢, 3, 3a, 4 & 6) and one mixed genotype (HCV 1 & 6). The Deming regression shows very good
correlation between the HCV VL and the comparator method with a slope of 1.022 and intercept of 0.082. The R? was 0.986.

Xpert v. Comparator Method
Log IU/mL

DemingReg: y = 1.022x - 0,082

7 H

6 H R?=0.986

+

Xpert value

+ LogXpert

A Non-1

Nao Bias Line I

m—DemReg Overall

——Linear (LogXpert)

0 1 2 3 4 3 6 7 8

Comparator Value

*HCV non-1 genotypes are represented as triangles. A single outlier was not included in the analysis.

Figure 13. Xpert v. Comparator Method
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21 Cepheid Headquarters Locations
Corporate Headquarters European Headquarters
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.cepheid.com www.cepheidinternational.com
22 Technical Assistance
Before contacting Cepheid Technical Support, collect the following information:
. Product name
. Lot number
. Serial number of the instrument
. Error messages (if any)
. Software version and, if applicable, Computer Service Tag number
Region Telephone Email
us + 1 888 838 3222 techsupport@cepheid.com
Q:S\Ntr;g;:g I (1)288 ;8? g;; techsupportANZ@cepheid.com
Brazil and Latin America + 55 11 3524 8373 latamsupport@cepheid.com
China + 86 021 5406 5387 techsupportchina@cepheid.com
France + 33 563 825 319 support@cepheideurope.com
Germany + 4969 710 480 480 support@cepheideurope.com
',L’S.i,aa’.,B;,?é"éﬁefQ;kih”ta”’ +91 11 48353010 techsupportindia@cepheid.com
Italy + 39 800 902 567 support@cepheideurope.com
South Africa + 27 8612276 35 support@cepheideurope.com
United Kingdom + 44 3303 332 533 support@cepheideurope.com
Ejlii;ngéll:lrztherlands and + 33 563 825 319 support@cepheideurope.com
Other E_uropean, Middle East, + 33 563 825 319 support@cepheideurope.com
and African countries + 971 4 253 3218
Other countries not listed + 1408 400 8495 techsupport@cepheid.com
Contact information for other Cepheid offices is available on our website at www.cepheid.com,
www.cepheidjapan.com or www.cepheidinternational.com under the SUPPORT tab. Select the Contact Us option.
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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
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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.
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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
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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
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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.
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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.
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Procedure

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.
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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

Xpert Check Package Insert 2.7
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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.

2-10 Xpert Check Package Insert
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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.

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 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.

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

2-19
302-6125, Rev. A August 2022



Procedure

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

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.
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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.

Xpert Check Package Insert 2-31
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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).

2-34
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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
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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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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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3asiBneHus1 0 ToBapHbIX 3HaKaX, MaTeHTax U aBTOPCKOM npase

Trademark, Patents and Copyright Statements

Cepheid®, the Cepheid logo, GeneXpert®, and Xpert® are trademarks of Cepheid, registered in the U.S. and other countries.
All other trademarks are the property of their respective owners.

THE PURCHASE OF THIS PRODUCT CONVEYS TO THE BUYER THE NON-TRANSFERABLE RIGHT TO USE IT
IN ACCORDANCE WITH THESE INSTRUCTIONS FOR USE. NO OTHER RIGHTS ARE CONVEYED EXPRESSLY,
BY IMPLICATION OR BY ESTOPPEL. FURTHERMORE, NO RIGHTS FOR RESALE ARE CONFERRED WITH THE
PURCHASE OF THIS PRODUCT.

© 2018-2023 Cepheid.

Cepheid®, nororun Cepheid, GeneXpert® n Xpert® siBistiorcst ToBapHbIME 3HaKamu Kommannu Cepheid,
3apeructpupoBadHbiMU B CIIIA u apyrux crpaHax.

Bce JAPYrue€ TOBApHLIC 3HAKU SIBJISAIOTCS COOCTBEHHOCTBIO UX COOTBETCTBYIOIIUX BJIaJACIBLECB.

B PE3VJIBTATE ITIPUOBPETEHU A TJAHHOI'O ITPOAYKTA ITIOKVIIATEJIb [TIOJIYHAET HE IIOJIEXKAIIEE
[IEPEJJAYE ITPABO HA MCITOJIb30BAHUE ITPOJYKTA B COOTBETCTBUU C HACTOSILEN UHCTPYKIIUENA
10 [IPUMEHEHMIO. HUKAKUE WHBIE ITPABA HE IIPEJIOCTABJISIFOTCS HU B SIBHOI, HA B
[IO/IPA3YMEBAEMOI ®OPME UJIM B CIIYUYAE JIMIIEHUSA ITPABA BO3PAYKEHUS. KPOME TOI'O, JAHHBIA
MMPOAYKT ITPUOBPETAETCS BE3 IIPABA HA ITEPEITPOJJAXY.

© 2018-2023 Cepheid.



Xpert® HBV Viral Load

HHSI JAUAarHOCTUYECKOTO NPUMEHCHHU A in vitro.

1 PupmeHHOE Ha3BaHMue

Xpert® HBV Viral Load

2 HammeHoBaHMe MeAULUHCKOro usaenus

Xpert HBV VL

3 LleneBoe ncnonb3oBaHue

Tecr Cepheid Xpert® HBV Viral Load (VL) npezncrapisier cofoii TECT in Vitro, BHIIOIHAEMBIH METOIOM aMILIH(HKALUY
HYKJICHHOBBIX KUCIIOT JUTs1 KonmaecTBeHHoro onpenenenns JJHK Bupyca remaruta B (BI'B) B 00pasiiax CBIBOPOTKH HITH
ta3Mel (¢ OJ/ITA) yenoBeka, HOMydIeHHBIX y XpoHNYeck BI'B-nHQUIMPOBaHHBIX NI, HA aBTOMAaTH3UPOBAHHON CHCTEME
GeneXpert®.

Tect npegHa3zHaueH AT NCHOJIB30BaHUS B KOHTEKCTE 001Ieil KITMHUYIEeCKOH KapTHHBI ¥ HH(GOPMAIIMU 0 IPOYNX
11ab0paTOPHBIX MapKepax MPOrHo3a 3a00IeBaHus, KaK BCIIOMOTaTeIbHOE CPEICTBO OIIEHKH BUPYCOIOTHIECKOTO OTBETA HA
MIPOTUBOBHUPYCHYIO TEpAIUIO IIyTeM onpenenenus usmenenuit yposueit JJHK BI'B B nna3zme unu ceiBopoTke.

Tect HE npeaHa3Ha4€H sl CKPUHUHTA Ha BI'B JAOHOPOB WJIN IJI UCTIOJIb30BaHUA B Ka4€CTBC MOATBECPIKAAIOIICTO
JAUArHOCTUYCCKOI'O TCCTAa.

4 KpaTKMe cBeAeHunA N pa3bACHEeHUA

Bupyc renarura B (BI'B) npexncrasnsier co6oit Hebonbimoit JIHK-conepikaruii Bupyc ¢ 060104Koii 13 ceMercTna
Hepadnaviridae, KoTOpBIi BBI3BIBACT OCTPBIIT M XpoHHYECKHii renatuT B. OH conep>xuT HeOOIBLIOro pa3Mepa reHOM U3
konbueBor JIHK nuamerpom 42 HM, AByXLIENIOYEYHOH B OIHUX YaCTsX U OJHOUENOYeYHOM B 1pyrux. BI'B cogepxxur
pa3IMYHbIe AaHTUTCHHBIC KOMIIOHEHTHI, BKJIIOYast IIOBEPXHOCTHBIH aHTUreH Bupyca renaruta B (HBsAg), snepHbrit
aHTUreH Bupyca renaruta B (HBcAg) u e-anturen Bupyca renarura B (HBeAg). BI'B nepenaercs npu nonajanuu Ha
KOXY VJIM CITM3HMCTBIE 000JOYKH KPOBH HJIM IPYTHX OHOIOTHYECKUX JKUIKOCTEH MHOULIUPOBAHHOTIO JIUIA, OT MaTepH

K HOBOPOXXJICHHOMY, TP TECHOM OBITOBOM KOHTAKTe, IIPH IIEPEINBAHIN KPOBHU 0€3 HaJIe)KAIIero CKpHHUHTA HIIH TIPH
[IOBTOPHOM HCII0JIb30BaHUU HECTEPHIN30BAHHBIX IUMNPHLIEB WU U ATl UHBEKUUH B MEJULIMHCKUX YUPEKICHUAX, IIPU
yIOTPeOJICHNN UHBEKIIMOHHBIX HAPKOTHKOB M ITOJIOBOM KOHTAKTE C MH(MHIMPOBAHHBIM JIULIOM.

Xpouunueckuit BUpycHbIH renatut B moxer Op1Th HBeAg-nonoxurensusivM 1 HBeAg-oTpunarebHbIM.
CepopacnpocrpaHeHHOCTs HBSAg B pa3iuuHbIX BO3PACTHBIX IPYIIIAX CYLIECTBEHHO Pa3/IMuacTcs B pa3HbIX
reorpaduueckux pernonax. Camslii BEICOKUM (> 5 %) 3TOT HOKa3aTensb SBISIETCS B TPONUUECKOH AdpHKe, B HEKOTOPBIX
yacTsix bankanckoro pernona, B Bocrounoit Asun, Oxeannu u B 6acceiine peku Amazonku (IOxnas Ameprka). B
HenTpanbHoii Jlatunckoit Amepuke, CeBepHoit AMeprke u 3anaaHoit EBporie pacnpocTpaHeHHOCTh COCTaBIIsIET MEHee

2 %. B 1/e110M TOYTH TIOJIOBMHA HACEJICHHS 3MHOTO IIIapa IPOKMBAET B BHICOKOIHIEMHYHBIX perroHax.! 3aboneBaemMocTsb
XPOHUYECKUM IelaTuToM B U cBsi3aHHAs ¢ HUM CMEPTHOCTH CBA3aHbI C IEPCUCTCHIUEH PEIUIMKALUU BUPyCa U pa3BUTUEM
[UpPPO3a TeYEHH ¥ (MIIH) TeNaTOIEILUTIOSIPHOTO paka.2 CMEPTHOCTD OT BUPYCHOTO TeMaTHTa CO BPeMEHEM YBEIHIMIACh, U
OyzeT IpOOIKATE PACTH, €CIIM 3a00JEBLIKE JIMIA He Oy/IyT BBIBISTHCS U II0NYyYaTh JeueHue.3

Baxuuna npotus BI'B ucnonb3yercst y HOBOPOXKACHHBIX, M 3TO MO3BOJIMJIO CYLIECTBEHHO YMEHBIINTh YHCIO0 HOBBIX
Clly4aeB XPOHMUECKOM HHPEKLKH, OHAKO OXBAT BaKUMHALMel cocrasisier Beero 39 %.3 B 2015 . xponudeckas HH(EKUus
BI'B umenacs y 3,5 % HaceneHus IIaHETH, IPH 3TOM HaHOOIbIIAsk BCTPEIaeMOCTh 3a00IeBaHus Obla XapaKkTepHa IS
3anaxHo-Tuxookeanckoro perrnona u Adpuku.3 Tonsko 9 % uHdumposanubix BI'B 3HaNM 0 CBOEM AMArHO3€, U TOIBKO

Xpert® HBV Viral Load
301-5878-RU, Pegn. F

2023-03



Xpert® HBV Viral Load

8 % 13 OCBENOMJICHHBIX O IMATHO3€ MALMEHTOB MOJyYaiy jeueHne.d s neueHns NalueHToB B COOTBETCTBYOIIMX CIIydasxX
TIPUMEHSIOTCS AaHAJIOTH HyKJICOTU/IOB M HYKJI€O3UI0B, TaKHe KaK TeHO(OBUP M SHTEKABHP, TaK KaK OHH (P (HeKTHBHO
TOAABIISIOT peruKanuio BI'B, mpenoTpammaior mporpeccupoBaHue 10 IUPPO3a U yMEHBIIAIOT CMEPTHOCTD, CBSI3aHHYIO C
nopaxenueM nevenn.! Jleuenne BI'B sBiseTcs noku3HEHHBIM. |

5 MpuHUKMNbI NpoBeaeHUA Npoueaypbl

Tecr Xpert® HBV VL — 310 aBTOMaTH4eCKuii TECT [ KOJIMYECTBEHHOTO ONPeIeeH s BUpyca renarura B. Jtor tect
BEIMONHSIOT Ha aHanmm3aropax Cepheid GeneXpert n GeneXpert Infinity.

Cucrema mpubopos GeneXpert aBTOMaTH3NPYET M HHTETPHPYET MPOLECCH OYUCTKH 00pa31oB, aMILTH(OUKAIIH
HYKJIEMHOBBIX KHCIIOT U 0OHApYyXEHHS IIEJIEBOI MOCIIeI0BaTeIbHOCTH B IPOCTHIX MIIH CIOKHBIX 00pasmax ¢
ncnions3oanueM I11[P B pexxnme peanpHOro BpeMenu. CucteMa COCTOUT U3 MpHO0pa, IepPCOHATBHOTO KOMITBIOTEPa 1
TPy CTAaHOBJICHHOTO IPOTPAMMHOTO 00€CIeYeHH s ISl BBITOTHEHNS TECTOB M IIPOCMOTPA pe3yabTaToB. J{iis paboTs

¢ cucreMoit TpeOyIoTcst oHOpa3oBble KapTpumku GeneXpert, koTopsle conepskar peareHTs! [t I[P u B koTopbIx
TponcxosT ourcTka 1 nporeccs [ILP. [TockombKy KapTpHDKH MIPEACTaBIISIOT COO0H 3aMKHYTBIE CHCTEMBI, BEPOSTHOCTh
TIepeKPEeCTHOH KOHTAMUHAIINN MEXTy 00pa3aMy CBOAUTCS K MUHUMyMYy. [oJHOE onmcanne CHCTeM IPeICTaBICHO B
COOTBETCTBYIOIIEM pyKkosodcmee onepamopa GeneXpert Dx unu pykoeoocmee onepamopa GeneXpert Infinity.

B rxommtext Tecta Xpert® HBV VL Bxogsr pearents ais o6Hapyxenus JJHK BI'B B o6pasuax u 1Ba BHyTPEHHUX
KOHTpoOJIs 111 KonmuectBenHoro omnpenenenus: JJHK BI'B. BuyTpennue koHTposn Takxke mpeaHasHaueHbl JUIsi KOHTPOJIS
TIPaBHIBHOCTH 00PaOOTKH LEJICBOH MOCIIeOBATEILHOCTH M AJISI OTCIIEXKHUBaHUS NpUcyTCTBUs nHrHOuTopos I11P. KonTpons
30H70B (Probe Check Control, PCC) mpenHazHadeH 1y1st IPOBEPKH PErHAPATAIINH PEareHTOB, 3all0OTHEHUSI IPOOUPKHU IS
TLIP B xapTpuIKe, IETOCTHOCTH 30HIOB H CTAOMIBHOCTH KPACHTEIS.

DTOT TECT CTAaHAAPTU30BAH 110 4™ MEeXKITyHAPOTHOMY cTaHIapTy BecemupHol opranuzanmu 3apasooxpanenus (BO3) mns
JHK BI'B m1st MeTonuk ammnpuKayuu HyKIenHOBBIX KucaoT (kox NIBSC: 10/266).4

6 PeareHTbl n npnbopbl

6.1 KoMmnnekT noctaBku

Habop pearentos Tecta Xpert HBV VL comepkuT peareHTsl B KOJIM4ECTBE, JOCTaTOUHOM Uil aHanu3a 10 o6pa3uos u (win)
00pas1oB KOHTPOJISI KayecTBa. B Habop BXonaT:

KapTtpnaxmn HBV VL co BCTpOEHHbLIMM peakLMOHHbIMU NpoGupkamm 10

no 1 kaxagoro Tuna B
OOHOM KapTpuaxe
1,7 Mn B 04HOM

e [panynbl 1, 2 n 3 (NMopmnmanpoBaHHbIe) KapTpuoxe

e PeareHT Anga nuampoBaHus (ryaHuguHa TmoumnaHar) 0,5 Mn B Kaxxaom

e OnonackvBatLMin peareHT KapTpuoxe

e DriiounpyloLWwmn peareHT 1,5 Mn B KaXkaom

o PeareHT cBsA3bIBaHNSA KapTpuaxe

e PeareHT npotenHasa K 1,5 Mn B KaXxaom
KapTpuoxe
0,48 Mmn B Kaxxaom
KapTpuaxe

OpHopa3soBble NUNeTKN AnsA nepeHoca, 1 mn 10 B Kaxxaom Habope

KomnakTt-auck 1 B Kaxgom Habope

®awvin onvcaHusa Tecta (ADF)

WHcTpykumio no nmnoptuposaHuio panna ADF B nporpammHoe
ob6ecneyveHne GeneXpert u Infinity

® VIHCTPYKLUMS NO NPUMEHEHWMIO (BKNagblW-UHCTPYKLUS)
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Mpuwm.

Mpum.

Macnopta 6e3onacHocTu BellecTBa (Safety Data Sheet, SDS) moxHo HawTi no cceinkam www.cepheid.com unum
www.cepheidinternational.com Ha Bknagke MOOAEPXKA (SUPPORT).

[ns narotosneHus Gbl4bEro CbIBOPOTOYHOMO anbbymuHa (5CA), BXOASLLEro B COCTaB rpaHyn A4aHHOro 1usgenvs,
1CMonb3oBasach TOMbKO Nnas3ma Gblubeit KPOBU KMBOTHbBIX, BbipalleHHbix B CLUA. B nuuly GbikoB He Ao6aBnsanuch
Gernku, Nony4YeHHbIe U3 TKaHew KBaYHbIX KMBOTHbIX, a Takke Apyrie Gernku XKMBOTHOTO MPOVUCXOXKAEHUS; BCEX
KMBOTHbIX 06CnenoBanu Ao v nocne 3a6os. Bo Bpems NponsBoACTBa HEe MPOMCXOAMSIIO CMELLVBAHMWS Cbipbs C APYTMM
martepuanamu >XMBOTHOMO MPOUCXOXKAEHUS.

7 XpaHeHue n obpawieHue

e Xpauute Kaprpumiu ananusa Xpert® HBV VL npu temneparype 235 °C 10 HCTEUCHHS CPOKA TOIHOCTH, YKA3aHHOTO
Ha DTHKETKE.

Ecnu xapTpumxu XpaHATCS Ha XOJIOAE, JOBEANTE UX 0 KOMHATHOH TEMIEpaTyphl epe]] IPUMEHEHHEM.
He ncnione3yiiTe KapTpumKH ¢ HCTEKIIUM CPOKOM T'OJHOCTH.
He oTkpeIBaiiTe KphIIIKy KapTpHpKa 10 TEX MOp, T0Ka He OyAeTe TOTOBBI Ha4yaTh BHIOJIHCHUE TECTA.

He ucnone3yiite KapTpuDKU ¢ IPU3HAKAMU YTSUKH.

8 Heobxoaumbie MaTepuanbl, He BXoasLwue B KOMNJEKT
NnocTaBKU

e Amnammarop GeneXpert® Dx mmi GeneXpert® Infinity (Homep 10 KaTanory 3aBHCHT OT KOHGUIypaIiK): IpuGop
GeneXpert, KOMIBIOTED C TATEHTOBAHHBIM MPOTpaMMHBIM obecrieueHneM GeneXpert Bepcuu 4.7b wiu BbIe (CHCTEMBI
GeneXpert Dx) m6o Xpertise Bepcun 6.4b wiu Boime (cuctemsl Infinity-80/Infinity-48s), ckaHep IITPUX-KOZOB U
COOTBETCTBYIOIIIEE PYKOBOJICTBO omeparopa npudopa GeneXpert.

e [IpunTep: ecim HEOOXOMUM IIPHUHTEP, 0OPATUTECH B CIyKOy TeXHHIECKOH moanep xku kommanuu Cepheid, 4To051
OpTaHN30BaTh MPUOOPETEHNE PEKOMEHIOBAHHOTO ITPUHTEPA.

Ot6enuBaresb WM TUIIOXJIOPUT HATPUS
JleHaTypupoBaHHBII 9TaHOI

9 NMpepynpexpeHua n mepbl NPegOCTOPOXKHOCTU

9.1 OOLmMe nonoxeHus

JI71st MCTIOB30BaHMS IIPU NTPOBEACHNUH IMATHOCTHIECKHX TECTOB in Vitro.

Ipu pabote co BceMu GHONIOTHYECKUMH 00pa3liaMu, B TOM YHCIIE U C UCIIOIb30BAHHBIMU KapTPUIDKAMU, CIISYeT
CUMTATh UX CIIOCOOHBIMH K IIEPEHOCY BO30yauTe el HHPEKIMOHHBIX 3a00eBaHui. [I0CKOIbKY 4acTO HEBO3MOXKHO
Hpeayraiarh, YT0 MOXKET MEPEHOCUTh MH(EKIHIO, 00pallieHne CO BceMU OHOJIOrHYecKUMH o0pa3iuamu TpedyeT
COOJIONCHUsSI CTaHIAPTHBIX MEp MPEIOCTOPOIKHOCTH. METOANYECKHE PEKOMEHAIMH [0 00paIIeHHI0 ¢ 00pa3laMu
MPEIOCTABNISIOTCS areHTCTBOM «LIeHTphI 1o KOHTposTI0 U npodunakTuke 3aboneanuii CIIIA» (U.S. Centers for Disease
Control and Prevention)® u MHCTUTYTOM KIMHUYECKUX U JabopaTtopHbix cranaapTos (Clinical and Laboratory Standards
Institute).

e C renpio n30eXkKaTh KOHTAMUHALIMK 00pa3IoB U PeareHTOB PEKOMEHAYETCS CICA0BaTh IPHHIMIIAM Ha/UTe)Kalen
n1abopaTOpHO MPAKTHKH, BKIIIOYAsi IPABHIIO 3aMEHbI ITEpUaToK Mepes] HadajaoM paboThl ¢ 00pasIoM CIIeIyIONEero
HaleHTa.

e (CrenyiiTe NPHHATHIM B yUPEXKASHUH MPOLEAYPaM TEXHUKH O€30MacHOCTH MO paboTe ¢ XUMUIECKUMU BEIIECTBAMU U

oOpamieHuro ¢ OuoJIOrnIecKuMH 00pa3amMH.

He 3amensiite pearentsl Tecta Xpert HBV VL npyrumu pearenramu.

He orkpeiBaiite kpbiniky kapTpumpka Xpert HBV VL no Tex nop, nmoka He GyzieTe roToBEI BHECTH 00pasell.

He ncnonb3yite KapTpULK, ECIIA OH yINall MOCJIE U3BJIEUEHHS U3 YIIAKOBKHU.

He BcrpsixuBaiite kapTpupk. BeTpsixuBanne i majieHre KapTpraKa IMOCIe BCKPBITHS €r0 KPBIIIKH MOXET MPUBECTH K
MOy YEHUIO HEACHCTBUTENBHBIX PE3yIITaTOB.

He ncnone3yiite KapTpHK C MOBPEKACHHON PEaKIIMOHHON MTPOOUPKOA.
He 3akpeiBaiiTe 3TUKETKY CO IITPUX-KOAOM Ha KapTpUIKE.
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e [Ipu MOMOIIM MHUIIETKH AJIS IEPEHOCA WITH MPELM3HOHHON MUIETKH BHECHTE 00pasel B KapTpuIK. He nepenuBaiite
oOpa3sel B KapTPHK HETIOCPEICTBEHHO U3 YCTPOMCTBa st cOopa.

o Kaxnplif onHOpa3oBblit kapTpuk Xpert HBV VL npumensieTcs 1u1st npoBeeHUs TOIBKO oiHOro TecTta. He ucnone3yiite
KapTPHUKH OBTOPHO.

e Kaxnas ogHOpa30Bast MUIETKA UCHIOIb3YeTCs A1 IIepeHoca ofHoro oopasia. He ucrone3yiite o1HOpa30Bble MUIETKU
HOBTOPHO.

e [lomp3yiiTech YUCTHIM JaOOPATOPHBIM XaJlaToM U nepyatkamu. [lepuaTku moaexar 3aMeHe rnepes 00paboTKoM Kaaoro
CclleAyroIero oopasma.

e B cmyuae 3arpssHeHus pabodeii 30HbI WK 000pY0BaHUS 00pa3naMy WM KOHTPOISIMHE TIIATEIBHO IPOTPUTE
KOHTaMHHHPOBAHHBIA Y4aCTOK CBEXKETPUTOTOBICHHBIM 0,5 % pacTBOPOM THIIOXJIOPUTA HATPHs (MITH Pa30aBICHHBIM B
coorHomenun 1:10 xmopcoaepskanuM X03sHCTBEHHBIM 0TOeMIBaTeIeM). 3aTeM NpOTpHUTe MOBEPXHOCTH 70 % ITHIOBBIM
crimproM. [lepen mpomomkenneM paboTsl gaifTe pabourM MOBEPXHOCTSIM ITOTHOCTBIO BBICOXHYTh.

e buonorndeckue o0pasusl, yCcTpOHCTBA ISl IEPEHOCA U HCTIOIB30BAHHbBIE KAPTPUIKHU CIETYeT CINTATh BO3MOXHBIMH
MEepEeHOCUNKAaMH BO30OyuTeNeH HH(EKINOHHEIX 3a00JIeBaHN, IpH 00paIleHn! ¢ HUMH HEOOXOIUMO COOMIoaTh
CTaH/apTHBIE MEPHI IIPEIOCTOPOKHOCTH. IS PaBUIIEHOTO YAaJIeHHs B OTXOABI HCIOJIB30BAaHHBIX KAPTPUKEH 1
HEHCIIOJIb30BaHHBIX PEAareHTOB CIIEAyHTe MPUHATHIM B BallleM YUPEKACHUH IIPAaBHIIAM 3alIUTHl OKpYKaromieil cpes
IpH 00paIeHNH C OTXOJaMH. DTH MaTepHaIbl MOTYT HMETh CBOHCTBA XUMHUYECKH OMTACHBIX OTXOIOB U TpeOOBaTh
BBITIOJTHEHUSI 0COOBIX HAIIMOHATBHBIX MITH PETHOHATIBHBIX TIPOIEAYp YAAIEHHS B 0TX0Abl. Eciin mpuHsATHIEe B cTpaHe
WM PETHOHe TIpaBHIIa HE JAOT SICHBIX yKa3aHMI M0 MPaBIILHOMY YAAJIEHHIO B OTXOABI, OHOJIOTHIeCKHe 00pasIpl 1
HCTIONB30BAaHHBIC KapTPHJDKH CIIEYeT YAasTh B OTXOIB! ¢ coOmoneHneM npaswuin BO3 (BcemupHoii opranusanmn
3IPaBOOXPAHEHMS) OTHOCHTEIBHO OOPAIEHHS ¢ MEANIMHCKHME OTXONAMH M HX yAaJeHHsL.

10 OnacHble xumu4yeckue akTopblis:?

PearenT nas JIM3UPOBAHUA (ryaﬂnzuma TI/IOI.[l/laHaT)

e CurnansHoe cioBo: [IPEJOCTEPEXEHUE
o 3Bassiaenus 006 onacuoctu CI'C OOH

e BpenHo npu npornaTsIBaHIN
e BrbiBaer ciaboe pasapaxeHue Koxu
e BrI3bIBaeT pazapaxeHue a3
e [IIpenocreperarwomue 3asaBiaenns CI'C OOH

o IIpoduiaakruka

e [locne ncmonbp30BaHMSA TIIATENHEHO BEIMBITB.
e PearupoBanue

[Tpu pazapaxennn koxu: OOpaTUTHCS 32 MEAUIUHCKOH KOHCYIIBTAlNeH/TIOMOIIBIO.

ITPU TIOITAJTAHHNHU B I'JTA3A: OcTOp0>XHO IPOMBITH BOJIOH B TEUEHUE HECKONBKUX MUHYT. CHATh KOHTAKTHBIC
JIMH3BI, €CJIU BBl UIMU TIOJIE3YETECh, M €CITH ATO JIETKO caenarh. [IpofgomKuThs mpoMbIBaHHE.

Ecnu pa3npaxenue ria3 He npoxoaut: OOpaTHTECS 32 MEIUIIMHCKOW KOHCY/IbTalliei/TTOMOIIBIO.

Ipu rroxoM camouyBeTBun odparuthes B TOKCUKOJIOTMUYECKUM LIEHTP nnu k Bpady-crienuanmcry/
TepanesTy.

11 O6pa3ubl: B3ATME, TPAHCNOPTUPOBKA U XpaHeHue

LenpHyt0 KpoBB cieayeT coouparh B mpoOupku st coopa oopasuos ¢ Ko-OATA, npobupku PPT-D/ITA wim npobupku
Iuist cOopa ChIBOPOTKH, U IEHTPUPYTUPOBATH ISl OTJCICHNUS IIa3Mbl/CHIBOPOTKU OT SPUTPOLIUTOB, B COOTBETCTBUH C
MHCTPYKIUSIMH H3TOTOBUTEIISL.

e Jlns tecra Xpert HBV VL 1pebyercs ne menee 0,6 MiI m1a3Mbl Wl CBIBOPOTKH. Ecii ncmonb3yeTcs numnerka s
nepeHoca, BXosias B Habop, ee ciIemayeT 3alloJIHATh CHIBOPOTKON MM IIa3Moit 1o derBeproit Metku (1,0 mir). JIubo,
HPH UCTIONB30BaHHUY MIPEIIM3UOHHON MUIeTKH, Tpedyercs 0,6 MiI m1a3Mbl nin ceIBOPOTKU. CM. ykasanus B Pazmen 12.2,
BapuaHT 1 ¥ BapuaHT 2, COOTBETCTBEHHO.

e Ilepen nomydeHHeM IJIa3Mbl WIN CHIBOPOTKHU LIETIbHYIO KPOBb MOXKHO XPAaHUTH 10 24 yacoB pu Temmneparype 2-35 °C
i 1o 3 nueit npu temneparype 2—8 °C. LleHTpudyriupoBars B COOTBETCTBHY C HHCTPYKIUSIMU H3TOTOBHUTEIIS.

o [locne nueHTpU(yrupoBanHus 1 OTAEICHUS IIa3My U CBIBOPOTKY MOXHO XPaHHUTh J0 UCCIIEN0BAaHUS B TeUeHUE 10 24
gacoB npu Temneparype 2—35 °C unu no 7 aueit npu temmeparype 2—8 °C.

6 Xpert® HBV Viral Load
301-5878-RU, Pen. F
2023-03



Xpert® HBV Viral Load

Mpum.

CrabmipHOCTh 3aMOopokeHHBIX (0T -80 °C 10 -20 °C) 00pa3oB MIa3Mbl U CHIBOPOTKH COXPAHAETCA B TEUECHHE 6 HEIETb.
CTabuIbHOCTE 00PA3IOB IIa3MBI M CEIBOPOTKH COXPAHSETCS B TeUCHUE He O0Jee TpeX IMUKIOB 3aMOPaKHBaHMUS/
pa3MopaxuBaHHsI.

Jlo mepeHoca B KapTPpHK 00pasIbl IIa3Mbl ¥ CBIBOPOTKH CIIEYeT pa3MOPO3UTH | I0XKIAaThCsl HX COTPEBAHUS 10
KOMHATHO TeMIIepaTyphl.

[Tpu TpaHCTIOPTHPOBKE 0OPA3LIOB LIEJILHON KPOBH, IJIa3Mbl M CBIBOPOTKH CIIEyeT COON0AaTh MECTHBIE, PETHOHANIBHBIC U
(benepanbpHble HOPMATHBHBIC TPEOOBAHUS IO TPAHCIIOPTHPOBKE BO30YIUTEIICH.

12 NMpouenypa

12.1 NMoprotoBka o6pasua

AHanus crnegyeT HayaTb He No3aHee YeM Yepes 4 yaca rnocre Toro, kak obpasel 6bin MOMELLEH B KapTPUIX.

1.

Tocne uentpudyrupoBanus odpasua HeJIbHOW KPOBH, IIa3My MOXKHO MEPEHECTH MPH MOMOIIH THIETKH
HETIOCPE/ICTBEHHO B KapTPUUK. [lJ1s oTydeHus AeHCTBUTEIBHBIX PE3yIbTaTOB KpaliHe BaXKHO MCIOJIb30BaTh
JIOCTAaTO4YHBIN 00beM obpa3ua (cM. ykazanus B Pasnen 12.2. IToqrotoBka kapTpumxa).

3aMopoxkeHHBIe 00pa3Ibl Iepe]] HCIONb30BaHUEM CIICIYET IOMECTHTH B YCIOBUS KOMHATHOH Temmepatypsl (20-35 °C)
JI0 X TIOJIHOTO OTTAHBAHUS M COTPEBAHHS 10 KOMHATHOH TeMITepaTyphl.

OO0pas31p! U1a3MBI ¥ CBIBOPOTKY, XpaHHUBIIKECs MpH Temreparype 2—8 °C, mepes UCIIONb30BaHNEM HEOOX0ANMO HU3BIICUb
U3 XOJIOIMIbHUKA M JOXKAThCS MX COIPEBAHMS 10 KOMHATHOM TeMIIepaTyphl.

OO0pa3upbl 1a3MBbl, XpaHUBIIHECS P TemmepaType 2—8 °C min 3aMOpOKEHHBIE H OTTAsABIINE, IEPE UCTIONH30BAHHEM
HEOOXOIMMO IIepeMenIaTh Ha BUXPEBOi Memmanke B TedeHne 10 cexyna. MyTHBII oOpasel cieqyeT OCBETIIUTh
HETIPOJOJKUTENBHBIM IIEHTPH(YTUPOBAHUEM.

12.2 NoaroToBKa KapTpuaxa

Tonb3yiiTech OJHOPA30BBIMU 3AMMUTHBIMH TIEPIATKAMH.

Ecnu kapTpupku XpaHsaTCs Ha X0JI0/€, JOBEIUTE UX 10 KOMHATHOM TeMIlepaTypsl Iepe IPUMEHEHHEM.

OcMoTpHTE KapTPHDK HA IPEAMET OTCYTCTBHUSI HOBPEXKACHUH. B ciryuae moBpexIeHUs HE UCIONB3YHTE €ro.

Hanecure Ha KapTpHIDK STHKETKY C UIeHTH(UKaTOpoM obpasia.

OTKpOITE KPBIMIKY KapTPUIKA.

Brecute o0pasell B KapTpumIK.

*  Cnocod 1. Eciii ucnione3yercs muneTka Juist iepeHoca, Bxoasmas B Habop (cM. PucyHok 1), ee cienyer 3an0JIHAT
IUTa3MOW WJIM CBIBOPOTKOH (M3 IpoOupKH Uit cOopa) 1o yerBepToit MeTky (1,0 MiT) MJIM HECKOJIBKO BBIIIE.
BeimycTrTe conepikiMoe MMIETKH B IpeAHa3sHAdYeHHYIO U1 o0pasia kamepy KapTpupka (cM. PucyHok 2).

*  Cnoco 2. [Ipu ucronb30BaHNK NPELH3UOHHOM MUIETKH, He00x0auMo neperectu 0,6 MII IJ1a3Mbl WM CBIBOPOTKU
(13 mpoOupkH A1 cO60pa) B MpeAHA3HAYCHHYO st 00pasiia Kamepy KapTpumka (cMm. PucyHok 2).

Mpum. He cHumaiiTe TOHKYIO MONMMEPHYIO MIEHKY, MOKPbLIBAKOLLYI BHYTPEHHEE KOombLIo C 13 nopTamu kapTpuaxa.
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4 ——— Fill specimen to the 4th mark
or just above with plasma or
- serum.

PucyHok 1. NMuneTtka ans nepeHoca tecta Xpert HBV VL

7. 3axpoiiTe KpBIIKY KapTpHUmKa. YOEeAUTECh, 4TO KPBIIIKa HAJEKHO 3alIeIKHYIAch Ha MECTe.

Kamepa ans o6pasuyoB
(6onbLoe oTBepcTHE)

PucyHok 2. Kaptpuax Xpert Xpert HBV VL (Bug cBepxy)

12.3 3anyck TecTta

BaxHoe Mpexae yueM HaumHaTb aHanu3, y6eauTech, 4To chaiin c onucaHuem Tecrta (assay definition file, ADF) Xpert HBV
3amMeyaHue VL nmnoptupoBaH B nporpammMHoe o6ecneyeHue.

B nanHOM pasperne nmepevnciieHbl OCHOBHBIE JICHCTBHS MIPU BBITIONHEHUH TecTa. [101poOHbIe HHCTPYKIIUH TPUBOISTCS
B pykosoocmee onepamopa cucmemwvt GeneXpert Dx wim pykogodcmee onepamopa cucmemvl GeneXpert Infinity, B
3aBHCUMOCTH OT HCIIOJIE3yEMOW MOJICNTH prbopa.

BbinonHsiemble eiCTBUSt MOTYT GblTb APYTMMM, ECIIW CUCTEMHBI aAMUHWUCTPaTOP U3MEHWUT YCTAaHOBMEHHYHO NO

Mpum.
yMOrn4aHuio pabouyto nocrnenoBaTenibHOCTb CUCTEMBI.

1. Bxurounte npubopHyto cucremy GeneXpert:

8 Xpert® HBV Viral Load
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Mpum.

* Ilpu ucnomnezoBanun GeneXpert Dx BHauane cineqyeT BKIIOYUTH MPHOOP, a 3aTeM kommbtotep. [Iporpammuoe
obecmieuenne GeneXpert DX 3amycTHTCS aBTOMaTHYECKH, FITH e MOXKET MOTPeOOBATHCS ABOMHOM MIETYOK MO
SAPIBIKY TIPOrpaMMHOTO obecnedenus GeneXpert Dx Ha paGouem crore Windows®.

W
» IIpu ucnons3oBanmn npudopa GeneXpert Infinity cnexyer Brimrounts npu6op. IIporpammuoe obecrieuenue
GeneXpert 3aIryCTUTCS aBTOMaTHYECKH JIHOO ITOCIe ABOWHOTO MIeTYKa Ha SIPIIBIKE IPOrPAMMHOTO 00eCIedeHH s
. . ®
Xpertise, Haxonsmerocs Ha pabogem ctone Windows®.

2. Boiinure B mporpaMmHoe obecreuenue nprubopHoit cuctemsl GeneXpert, HCIIOMB3Ys CBOE UMs TTOTIb30BATENs M MAPOIIhb.

B okHe cucremsr GeneXpert Beibepute nyHkr Cosaatb aHanu3 (Create Test) (11s GeneXpert Dx) wiu Beibepute
nyukt Komanabl (Orders), a sarem 3agaTb KoMaHAy Ha npoBeaeHue aHanusa (Order Test) (s Infinity).
Ortkpoercs okao Co3aatb aHanus (Create Test).

4. Ortckanupyiite «ID mamenta» (Patient ID) (1e o6s3arensHo). Ecnu BBoauTest «ID marmentay (Patient ID), To
IPOCIIEUTE 33 TeM, 4TOOBI OH ObLI BBelleH KoppekTHO. «ID namuentay (Patient ID) yka3piBaeTcst B JIeBOI 4acTH OKHa
«IIpocmoTtpeTh pe3yastared» (View Results) u cBA3bIBacTCS ¢ pe3yabTaTaMu TECTa.

5. Ortckanupyiite «ID o6paszua» (Sample ID) wm BBegure Bpyunyo «ID o6pasma» (Sample ID). Eciu BBogutcs «ID
obpazua» (Sample ID), mpocienute 3a TeM, 4ToOBI OH OBLT BBeIeH KOppekTHO. «ID obpasmax» (Sample ID) yka3piBaeTcst
B JIeBO# yacTu okHa «IIpocMoTpeTs pesynbrarbl» (View Results) u cBsi3bIBaeTCs ¢ pe3ylibTaTaMy aHajIn3a.

6. Orckanupyiite mrpuxkon Ha kapTpumke Tecta Xpert HBV VL. Ha ocHoBe nHdopmaryy, cauTaHHOI CO ITPUXKOAA,
IPOrpaMMHBIM 00ECIIeUeHHEM aBTOMAaTHYECKH 3alOIHA0TCs cineayromue nonst: «ID maprun pearenta» (Reagent Lot
ID), «C/H kaptpumxka» (Cartridge SN) u «Cpok rognoct» (Expiration Date).

Ecnun wrpuxkop kaptpuaxa Xpert HBV VL He ckaHupyeTcs, NOBTOPUTE aHanm3 C HOBbIM KapTpUmMKEM.

7. Ilenxkuure Hayatb aHanu3a (Start Test) (11 GeneXpert Dx) win OTnpaButb (Submit) (st Infinity). B
NOABUBILICMCS JHAJIOTOBOM OKHEC BBCIUTC CBOM mapoJib.

8. [lpu ucnonp3oBanuu cucremsl GeneXpert Infinity momecTuTe KapTpUIK Ha KOHBEHEPHYIO JICHTY. 3arpy3ka KapTpHIKa
HpOH3OI7LHeT aBTOMAaTH4YCCKH, 6y,IICT BBIIIOJIHCH TCCT, a MCITOJIb30BaHHBIN KapTpuaxK 6yﬂCT YHAaJICH B KOHTCﬁHSp JJIs1
OTXOHOO0B.

U

Juns mpubopa GeneXpert Dx:

a) Ortkpoiite ABepIly MOIYJIsA IPUOOpa ¢ MUTAIOLIUM 3€JIEHBIM UHAWKATOPOM U 3arpy3UTe KapTPUIK.

b) 3akpoiite aBepiry. [Tocie 3TOro HAYMHACTCS TECT, U 3eJICHAs] MHAMKATOPHAsI JIaMIIa repectaet Murars. [1o
3aBepILCHUH IPOLIECCa TECTa HHMKATOPHAsI JIAMIIA BBIKJIFOYASTCSI.

c) Ilepexm OTKpBITHEM ABEPIIBI MOIYIIS U U3BIICUYCHUEM KAPTPUKA JOXKIUTECH Pa30IOKUPOBAHHUS CHCTEMOM 3aMKa
JIBEPIIBL.

d) VYnanmurte ucroabp30BaHHBIC KAPTPHIKH B MOIXOASIINN KOHTEHHED A1 cO0pa OTXOI0B 00pa3loB COIIACHO
CTaHJAPTHOW MPAKTHKE, IPUHATON B BALlIEM YUPESIKICHUH.

13 MNMpocmoTp U NneyaTtb pe3ynbLTaToB

B nanHOM paspene nepednciaeHbl OCHOBHBIE JIEHCTBUS 10 IPOCMOTPY M TIeYaTH pe3ynbraroB. bonee moapoOHsie
HMHCTPYKIHHU 110 IPOCMOTPY U NeYaTH Pe3ylbTaToB CM. B pykosoocmee onepamopa cucmemusl GeneXpert Dx unu
pyKosoocmee onepamopa cucmemsi GeneXpert Infinity, B 3aBUICUMOCTH OT UCHOJIb3yeMOT0 IIpHOoOpa.

1. Jlns nmpocmotpa pe3ysbraros Beioepute spibik pocMoTpeTh pe3ynksTathl (View Results).

2. Tlo 3aBepuieHnu Tecra Haxxmute KHonky OT4YeT (Report) B okue NMpocmoTpeThb pe3ynkTtathi (View Results) s
IpocMoTpa U (WiIn) moiay4eHus otuera B popmare PDF.

14 KoHTponb KayecTBa

Kasxmp1it TecT conepKUT KOHTPOIIb IOCTaTOYHOCTH 00beMa obpasia (Sample Volume Adequacy, SVA), BHyTpeHHHUE
KonuaecTBeHHbIe cTannapthl (Internal Quantitative Standard, 1QS) Beicokoit u Hu3KoH koHIEeHTparnuH (IQS-H n IQS-L), a
TaKkKe creruanbHble napamerpsl maptun (Lot Specific Parameters, LSP) u kontpoins 308108 (Probe Check Control, PCC).

o KouTtpoas aocTaTouHocTn 06bema odpasua (SVA) — npeHasHadyeH 111 HOATBEP>KACHHS IPaBUJIbHOCTH BHECEHUS
oOpasna B kapTpuuK. KoHTposs SVA mo3BoiisieT MOATBEpANTE, YTO B Kamepy Ui 00pa3iia BHECEH Ha UKl 00beM
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o6pasia. Kontpons SVA cuntaercs IpoiAeHHBIM, €CIIHM €ro pe3ysbTaT COOTBETCTBYET BaJIMANPOBAHHBIM KPUTEPHAM
npuemnemoctu. Ecin konTpois SVA He mpoiinen, otobpaxkaercs m6o coobmenne Owmbka 2096 (Error 2096),
eciu obpasel| He ObUT BHECEH B KapTPHUILK, 160 coobuenne OLUMBKA 2097 (ERROR 2097), ecinu B kKapTpHIK ObLT
BHECEH HEJI0CTaTO4YHBbIil 00beM 00pasua. CucTeMa He T03BOJIUT T10I1630BATEN0 BO30OHOBUTH TECTUPOBAHHE.
BuyTpeHHHe KoJHYeCTBEeHHbIE CTAHAAPTHI BbICOKOH 1 HU3KO0I koHueHTpauuu (1QS-H u 1QS-L) — 310 1Be
JIMHEeapU30BaHHbIE TUIa3MH/Ibl, TOCIIEJOBATEILHOCTD KOTOPBIX HE CBSI3aHa C IocieoBaTesbHOCThI0 BI'B. Onu
HaXOATCS B KOXK/IOM KapTPHDKE M MIPOXOJAT Yepe3 BECh MPOLECC aHaNU3a. DTH CTaHIAPThI UCHONBb3YIOT s

pacuera xonuentpauuu JJHK BI'B B o6pasiie. Kpome Toro, 1QS-H u IQS-L oOnapyxuBatoT cBsizaHHOE ¢ 00pa31oM
nHruduposanue peakuuu [1LIP B peanbHOM BpeMeHH, BBINOIHA (QYHKIHIO KOHTposel o0paboTku obpasua. Kontponu
1QS-H u IQS-L cunrtatoTcst MpoieHHBIMH, €CJIU UX PE3YJIBTAThl COOTBETCTBYIOT BaJIUUPOBAHHBIM KPUTEPHUSIM

TMPUEMIIEMOCTH.

e T[lapamertpsl, cnennduunsie 1 naptuu (Lot Specific Parameters, LSP), 1151 KoJin4ecTBEHHOT0 ONpeaeIeHust
— Kakziast mapTust Habopa COAEPXKHUT XapakTepHble it Hee LSP, co3naHHble MyTeM aHain3a KaauOpOBOYHOH ITaHen
BI'B, npocnexuBaeMoit 10 4-ro mexayHapoanoro cranaapra BO3 mis BI'B (kox NIBSC: 10/266)*, n IQS-H n IQS-L.
O1n LSP yHUKaNBHBI JUIS KQXKJI0i1 TapTHH peareHTa ¥ UCIOIb3YIOTCS sl 00eCIeueH s TPABUIIBHOTO KOJIMYECTBEHHOTO

oTIpeieTIeHuSI.

e Kontpoas 30u108B (Probe Check Control, PCC) — nepex 3amyckom ITLP anammzarop GeneXpert m3mepsiet

(ITyOopecIeHTHBII CHIHAM OT 30HAOB IJISI OTCIIEKHUBAHUS PETHAPATALNHN TPAHYJ, 3alI0OJHEHNUS PEaKIIMOHHOH IIPOOUPKH,
HEJIOCTHOCTH 30H0B U cTabmnbHOoCcTH Kpacuteist. Konrpons PCC cuuraercst mpolieHHBIM, €CIH (IyOpeCcIeHTHBIE
CHTHAJIBI COOTBETCTBYIOT BAJIMANPOBAHHBIM KPUTEPHSIM IIPUEMIIEMOCTH.

e Buemnue KOHTPOJIM — B COOTBETCTBUHU C IPpUHIOHUIIAMHU Haz[ne)l{ameﬁ ﬂa6opaT0pH0171 TMPpaKTUKHU, BHCITHUE
KOHTPOJIU, HE BXOAAIINE B [ AHHBII Ha60|), CJIEAYET UCIIOJIB30BaTh COITIaCHO NMPUMEHUMBIM Tpe60BaHI/IHM MCCTHBIX U
TOCYHapCTBEHHBIX YIIOJTHOMOYCHHBIX OpFaHI/ISaL[I/Iﬁ.

15 UHTepnpeTauunsa pesynbLTaToB

Pe3ynbrarhl HHTEPIPETUPYIOTCS cUcTeMoii mprbopoB GeneXpert Ha OCHOBAHUH U3MEPEHUI (IIyOpECEHTHBIX CUTHAIOB 1
BCTPOCHHBIX aJITOPUTMOB pacueTa; OH1 oToOpakarorcst B okHe «IIpocMotpets pesynsratedy (View Results) (em. PucyHok 3
— Pucynok 8). BosmorkHble pe3ynabraTel moka3zaHsl B Tabmuma 1.

Ta6bnuua 1. Pe3ynbrartbl Tecta Xpert HBV VL 1 ux uitepnpertauus

Pesynkrar

WHTepnpeTtaums

BI'B o6HapyxeH,
ME/mn (log X,XX)
(HBV DETECTED
IU/mL, log X.XX)

Cwm. PucyHok 3.

[OHK BI'B o6HapyxeHa B koHUeHTpaumm XX ME/mn (log X, XX).

e Tutp OHK BI'B HaxogouTcs B Npeaenax gnanasoHa Konm4yeCTBEHHOMo
onpepenexus Tecta (10-1,00E09 ME/mn).
IQS-H 1 IQS-L: MPONIEH (PASS).
KoHTponb 3oHaos — MPOWIEH (PASS); sce NpoBepky B paMKax KOHTPONS
30HA0B YCMELHO NPONAEHSI.

BrB OBHAPYXEH
>1,00E09 ME/mn
(HBV DETECTED
>1.00E09 IU/mL)

Cwm. PucyHok 4.

O6HapyxeHHbIn TUTP [HK BI'B Bbilwe rpaHuLbl Avana3oHa KonM4eCcTBEHHOro
onpegeneHus TecTa.
e IQS-HnIQS-L: NPOMAOEH (PASS).

e KoHTponb 3oHa08 — MPOWOEH (PASS); Bce NpoBepku B pamMkax KOHTpOns
30HAO0B YCMNELLUHO NPONAEHbI.

BrB OBHAPYXEH
<10 ME/mn (HBV
DETECTED <10
IU/mL)

Cwm. PucyHok 5.

O6Hapy>xeHHbIn TUTP JHK BI'B HWXe rpaHuLbl Anana3oHa KofM4ecTBEHHOMO
onpefenexHus TecTa.

e IQS-H 1 1QS-L: NMPOVOEH (PASS).
e KoHTponb 3oHa0oB — MNMPOWVIAEH (PASS); Bce npoBepku B pamMKax KOHTPOMS
30HO0B YCMELHO NPONAEHbI.

BrB HE
OBHAPYXEH
(HBV NOT
DETECTED)

Cm. PucyHok 6.

[OHK BI'B He oGHapy»eHa.

e IQS-HnIQS-L: NPOMAOEH (PASS).
e KoHTponb 3oHa08 — MPOWIEH (PASS); Bce NpoBepku B pamMkax KOHTPOns
30HA0B YCNELLHO NPOVAEHbI.
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Mpum.

Cwm. PucyHok 7.

Pe3ynbrar UHTepnpeTtauus
HEOEWUCTBUTENbHERRO3VOXHO YCTaHOBNTL, NPUCYTCTBYET UM OTCyTCTBYeT B 06pasue AHK
(INVALID) BI'B. MNMoBTOpUTE TECT COrMacHO MHCTPYKUMAM, cogepxalummcs B Pasgen 16.2.

Mpouenypa NOBTOPHOIO TecTa.

e IQS-H n (unmn) IQS-L: HE MPOMAOEH (FAIL); noporu uukna (Ct) He HaxoasTca B
OEeNCTBUTENbHOM AnanasoHe.

e KoHTponb 3oHa08 — MPOWOEH (PASS); Bce NpoBepku B paMKax KOHTPOns
30HA0B YCMELUHO NPOVAEHbI.

OLLMBKA
(ERROR)

Cwm. PucyHok 8.

HeBO3MOXHO yCTaHOBUTb, MPUCYTCTBYET UMK OTCYTCTBYET B 06pa3ue OHK
BI'B. MNoBTOpKTE TECT COrnacHoO MHCTPYKUMSAM, coaepxalummes B Pasgen 16.2.
Mpouenypa NOBTOPHOIO TecTa.

e KoHTponb 3oHaoB — HE MPOWOEH (FAIL)*; BCE Mnn OOMH U3 KOHTPOMEN 30HA0B
He NPONaEHbI.

Ecnv KOHTpOnb 30HAOB NPOWMAEH, owmnbka Bbi3BaHa BbIXOAOM 3a rpaHnLbl
OEeNCTBUTENBHOMO AnanasoHa npeaenbHOro MakCuMarnbHOro AaBneHns unm cboem
KOMMNOHEHTa CUCTEMbI.

HET PE3YNLTATA
(NO RESULT)

HeBo3MOXHO ycTaHoBUTbL Hanu4dme unu otcytctene HK BI'B. NosTopuTe Tect
COrnacHo MHCTPYKUusaM, cogepxalwummes B Pasgen 16.2. [Npouenypa noBTOPHOro
TecTa. CoobweHne HET PE3YJIBTATA (NO RESULT) ceBuaeTenbLCTByEeT O TOM, YTO
cobpaHo HegoCTaTOYHO AaHHbIX. Takoe coobLueHne, HanpuMep, MOXET NOoSIBNSTLCS,
ecrnu nabopaHT npepsan TekyLLMA NpoLecc aHanusa.

CHUMKM C 3KpaHOB TECTOB [aHbl TOMbKO B KAYECTBE NPMMeEPOB. Homep Bepcuu MOXET OTNNYATLCS OT NoKasaHHo Ha
CHUMKaX C 3KpaHa B 3TOW MHCTPYKLMU MO MPUMEHEHMIO.

Assay Name Xpert HBV Viral Load Version 1

| TestResult |4y DETECTED 6.66E04 IU/mL (Iog 4.82)

For In Vitro Diagnostic Use Only.
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PucyHok 3. Pesynbrat: BI'B o6HapyXeH u konM4yecTBeHHO onpeaerneH
1
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TestResult |y pETECTED > 1.00E09 IU/mL (log 9.00)

; For In Vitro Diagnostic Use Only.
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PucyHok 4. Pe3ynbrat: BB o6HapyXeH, HO ero TUTp Bbilue
rpaHuLbl Anana3oHa Konu4yecTBeHHOro onpeAeneHnus Tecta

Legend
[vI /] HBV; Primary
[vi [ /] 1QS-H; Primary
[v [./] 1QS-L; Primary

<

Test Result
Assay Name
| TestResult

Xpert HBV Viral Loa: Version 1

HBV DETECTED < 10 IU/mL (log 1.00)

For In Vitro Diagnostic Use Only.
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PucyHok 5. Pe3ynbrat: BB o6HapyXeH, HO ero TUTp Huxe
rpaHuLbl Anana3oHa KonM4yecTBeHHOro onpeAeneHus Tecrta

Legend
v [/] HBV; Primary
v [/] 1QS-H; Primary
[V [./] 1QS-L; Primary
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—_———
|HBV NOT DETECTED

PucyHok 6. Pesynbrat: BI'B He oGHapyxeH

or In Vitro

PucyHok 7. PesynbraT: HepenctButenbHbI pe3ynbraT
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{|( TestResult | Analyte Result | Detail | Errors | History |  Support
:|Assay Name Xpert HBV Viral Load Version 1

TestResult |gRROR

For In Vitro Diagnostic Use Only.

<No Data Available>

PucyHok 8. Pe3ynbrat: Owmnbka

16 NoBTOpHOE BLINOSIHEHME TEeCcTa

16.1 NMpunYnHBLI NOBTOPHOro BLINOSIHEHUA TeCcTa

IIpu noyyeHuu JT000r0 U3 CIACAYIOIHUX PE3Y/IbTaTOB TECTa IIOBTOPUTE TECT B COOTBETCTBHH C YKA3aHHUSAMU, H3JI0KEHHBIMU
B Pazmen 16.2. [Ipouexypa moBTopHOTO TECTA.

e HEOEACTBUTENBHbIWU (INVALID) pesyisrar MoxeT GEITH CBA3AH ¢ OXHOM HIH GOJIEe CIIEIyFOIX IPHIHH:

e 3navenus Ct IQS-H u (wnm) IQS-L He HaxonsTcst B 1eHCTBUTENEHOM ANANa3oHe.
e (OO6paser He ObIT 00pPa0bOTaH HAIICHKAIIUM 00Pa30M, HITH MPOHU30ILI0 HHrHOuposanue TT1P.

o Pesynsrar OLUMBKA (ERROR) nokaseiBaer, 4to TecT ObLI MpepBaH. Bo3MOKHbIE IPHYKMHBL BHECEH HEIOCTATOUHBIN
o0beM 00pasiia, HePaBUIbHOE 3aIIOHEHHE PEAKLMOHHON TPOOUPKH, OOHapyKeHa IpobiieMa LeIOCTHOCTH 30H/a
peareHTa WM IPEBBIILICH MAKCUMAIIbHBII PEEI JaBICHUS.

e Coo6menne HET PE3YJIbTATA (NO RESULT) cBuzieTenscTByeT 0 TOM, YTO COOPAHO HEJOCTATOYHO JAAHHBIX.
Hanpumep, eciti oreparop npepBall BBHIMOIHAOIMNACS NPOLECC aHaIM3a WK IIPOM301IeN epedoii B mogaue
DIIEKTPOIHEPTUH.

16.2 MNMpoueaypa NOBTOPHOro TecTta

Ipu monyuennn pesynsrara HEQEMCTBUTENbHBIN (INVALID), OLUMEKA (ERROR) um HET PE3YILTATA
(NO RESULT) BbInonHUTE MOBTOPHOE TECTUPOBAHKME COOTBETCTBYIOLIETO 0Opasiia ¢ HCIOIb30BaHUEM HOBOTO KapTPU/IKa
(He momyckaiiTe HOBTOPHOI'O UCIIOJIb30BAHUS KapTPUIDKA).

1. U3BnexuTe HOBBI KapTpUIK U3 HaOOpa.

2. Brmonnure neiicTus, ykazaHasle B Pasnen 12. [Ipouenypa, Brirodas Pasnen 12.2. ITonroroBka xaptpumxa u Paznen
12.3. 3amyck Tecra.
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17 OrpaHn4yeHunn

e Bo n3bexxaHne KOHTaAMHUHAIMK 00pa3IOB M PEareHTOB PEKOMEHYETCsI CIIeIOBATh MPUHIMIIAM HaJIexKaIei
11ab0paTOPHON MPAKTHKH, BKITIOYAst IPABUIIO 3aMEHBI IIEPUaTOK Mepe]] HadaaoM paboThl ¢ KaXKIbIM CICTYIOIINM
oOpasmom.

e Penxue mytauuu B 1ieneBoM peruone tecta Xpert HBV VL moryT BiusaTh Ha cBA3bIBaHHE MpaiiMepa WK 30HAa, B
pe3yabTaTe 9ero KOHIEHTPANHs OKKETCs 3aHIKEHHON MM BUPYC HE OOHApYKHUTCS.

e JlaHHBIA TecT ObLT BaTHIMPOBAH TONBKO JIJISI UCTIONB30BaHMsI ¢ 00pa3ilaMu ChIBOPOTKH | Tia3mel ¢ DJ[TA.
TecTrpoBaHHe PYrUX TUIOB 00PA3IOB MOXKET IPUBECTHU K MOJYYEHHIO HETOYHBIX PE3y/IbTaToB.

e OTtpHuareNbHbIE pe3yJIbTaThl TecTa He UcKIrouatoT Hannuust nHdekuu BI'B. [Toatomy Tect Xpert HBV VL ne cienyer
UCIIONB30BaTh B Ka4e€CTBE JUArHOCTUYECKOTO JUIs MOATBEep)KAeHUS HHUIKpoBaHus BI'B.

18 ®yHKUMNOHaNbHbIE XapaKTePUCTUKN

18.1 NMopor o6HapyxeHuns

IMopor o6Hapyxkenus tecta Xpert HBV VL 6but onpeneneH s reHotuna A Bupyca remarura B mytem tectupoBanus
CepHiHBIX pa3BezeHuit 47 MexayHaponuoro cranaapra BO3 mis IHK Bupyca remarura B (kox NIBSC 10/266),*
Ppa3BeneHHOr0 B CHIBOpOTKe M m1a3Mme ¢ DJITA, orpunarensusix Ha BI'B. [Tanenu n3 06pa3noB cbIBOPOTKY HIIH IITa3MBI
¢ O/ITA mect ypoBHEil KOHIIEHTPALMU X OTPHIATEIILHOTO 00pa3iia TECTUPOBAIN, COOTBETCTBEHHO, C HCIIOIb30BAaHHEM
pearcHTOB 4eThIpex WU Tpex napTuid. Kaxplii KOMIOHEHT IaHe/Iu TeCTUPOBAIU B TEUEHUE TPeX JHEH, 24 IOBTOpa Ha
MapTUIO PEarcHToB. Beero KaXkaplii KOMIIOHEHT ITaHe I 00pa3IoB IIa3Mbl ObUT HCCIen0oBaH B 96 OBTOpax, a MaHeIn
00pa3IoB CHIBOPOTKH — B 72 OBTOpax.

Pesynsrars! 11 00pa3nos ceiBOpoTKH U mta3mel ¢ O/ITA npenctasnenst B Tabnuna 2. MccnenoBanue mokasano, 4To TECT
Xpert HBV VL nozsonser o6napyxusars JJHK BI'B B mexxnynaponsom crannapre BO3 B konnentparuu 3,20 ME/mi npu
nccienoBanny wiasMel ¢ JTA u B koHnenTparmu 5,99 ME/Mi ipu ncciegoBaHUU CBIBOPOTKH C JIONIEH MOJIOKUTENBHBIX
Ppe3yabTaToB 95% 10 pe3ynbTaTaM perpecCHOHHOTO MPOOHT-aHAIN3a.

Tabnuua 2. MNopor o6HapyxeHusa Tecta Xpert HBV VL npu
ucnonb3oBaHuM 47° mexayHapoaHoro ctaHaapta BO3 onsa BI'B

HomuHanbHas KonuyectBo KonuuyectBo nono»ﬂl?r‘:;ibublx 95 % LOD no npo6ut-
FeHoTun Matepuan KOHLIeHTpauus nencTBMTENbHbLIX|NONOXUTENbHbIX ©3VNILTATOR aHanu3y (95 %
BI'B (ME/mn) NnoBTOPOB pe3ynbraToB P y(%) [oBepuTenbHbIN UHTEpBan)
10 95 95 100
5 96 94 98
A n 2,5 96 82 85 3,20 ME/mMn
nasva
1,25 96 62 65 (2,79-3,60 ME/mn)
0,625 96 41 43
0 96 0 0
10 72 70 97
5 72 63 88
2,5 72 58 81 5,99 ME/mn
A CbIBOpOTKA
1,25 72 37 51 (5,13-6,86 ME/mn)
0,625 71 15 21
0 72 0 0

IMopor o6HapyxeHus a1 renotunoB BI'B ot B 10 H onpezaernsimi myTemM TeCTUpOBaHUS MaHENISH U3 MECTH HITH CEMH
KOMIIOHEHTOB, IPUTOTOBIICHHBIX MTyTeM BHeceHUs: BI'B-monoxuTenbHBIX 00pa3IoB, MPEICTABISIONINX KaX bl TCHOTUTT
(rerotunsl oT B 10 G u3 MexayHapoaHoii pedepercroii manenu BO3, kox PEL: 5086/08, u renotnna H B kimmHUYEeCKOM
obpasne) B asmy ¢ I/ TA, otpuniatensayio Ha BI'B. Kax/plii KOMIOHEHT MTaHETd TECTHPOBAJIM B TCUCHUE TPEX JHEH, C
HCTIOJIb30BAHUEM TPEX MaPTUIl peareHTOB, BCETO 10 24 MOBTOpa Ha KOMITOHEHT. Pe3ynbrarhl npectasieHsl B Tabmuma 3.
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Ta6bnuua 3. Mopor o6HapyxeHusa ana BB reHotunoe ot B go H B nnasme ¢ 3ATA

FeHoTun 95 % LOD no npo6ut-aHanu3y (ME/mn) 95MZ°T':;::::V{:;£ I:'ﬂ':_:;m
B 1,34 0,98-1,69
C 1,63 1,23-2,03
D 3,96 3,01-4,92
E 3,77 2,76-4,78
F 2,39 1,82-2,96
G 1,21 0,95-1,47
B 3,84 2,91-4,77

Ilopor o6napyxenus a1 BI'B renorunos ot B 1o H noarsepxnanu B o0pa3nax cbIBOPOTKH cormacHo cragaapty CLSI
EP17-A210 g 24 nosropax. Eciy He yAaBaioch JOCTHYb IO0JH MOJ0KHTEIbHBIX PE3yIbTaToB > 85 Y%, TeCTHpOBaIK 00pasLbl
Oosiee BBICOKMX KOHLIEHTpauuii. Pe3ynsraTsl nmpeacrasnensl B Tabnuna 4.

Ta6bnuua 4. MoaTBepxxaeHue nopora o6HapyxeHus (LOD) ansa reHotunoB ot B ao H B cbiBopoTke

FeHoTun HomuHanbHas koHueHTpauusa BI'B (ME/mn) ﬂo:;;;:yzn;r):_l:;:?;gblx
B 1,34 88
C 3,25 96
D 3,96 96
E 3,77 96
F 2,39 92
G 1,21 88
B 3,84 100

OyHK1MOHaNbHbIE XapakTepucTuky TecTa Xpert HBV VL Takke oneHuBaiu B OTHOLICHUM BUpyca renarura B ¢ myranueit
B IIPEKOPOBOM y4acTke. J[JIst 5TOTro TeCTHPOBAIH ¢ OHON MapTHEll peareHTOB CeKBeHUPOBAHHBIN KIMHIYIECKUH 00paser
BI'B, BxitouyaBmmii ise Mytanuu B mpekopoBoM ydactke (C1858T n G1896A) u 1Be MyTanuu 0OCHOBHOTO KOPOBOTO
npomotopa (A1762T u G1764A), pazsenennslii 1o konnentpanuu 10 ME/mi B ceBopoTke 1 mnasme ¢ OJITA. lons
MOJIOKUTEIBHBIX pe3ynbTaToB, paBHas 100 %, nocturanacs 1iis Bcex 24 MOBTOPOB Il KaXKJOr0 Marepuaa.

18.2 Npepen KonM4YecTBEeHHOro onpeaeneHus

Hwxkuuit npenen konnuectsennoro onpenenenus (lower limit of quantitation LLOQ) — 3To HanMeHbIast KOHIICHTPAIHSI
JHK BI'B, xotopast MOXeT ObITh KOJIMYECTBEHHO OIpe/esieHa C PUEMIIEMOi IIPELU3MOHHOCTBIO U IIPaBUIIBHOCTBIO, U
yCTaHaBJIMBaeMasl IyTeM OLICHKH 00LIeil aHanuTHIeckoi ommoku (total analytical error, TAE) u noxxozna, ocHOBaHHOTO Ha
pasHocTH AByX u3MepeHuii. LLOQ onpenensiiy ¢ UCIOIb30BaHUEM YETHIPEX HE3aBHCHMBIX 00Pa3I0B, MPEICTABISIONINX
redotunsl BI'B ot A no D, B mazme ¢ D/ITA, npu KoHLIeHTpauuy, OIU3KoiH K mopory o6HapyxeHust tecra. Kaxplit
obpasel] TECTUPOBAITH € YETHIPbMS MAPTUSIMU PEareHToB, o 8—24 morropa Ha naptuio. Ouenka TAE Obuia monyveHa B
mozenu Becrrapaa B coorercTBun ¢ pekomeraanusmu CLSI EP17-A210 ¢ xpurepuem, [(aGcomoTHas cucTeMaTuyecKas
ommoka) + 2 CO < 1 logjo ME/mun]. [loaxoxa ¢ pa3HOCTBIO IBYX H3MEPEHUI OLIEHUBAJICS C MCIIOIb30BaHHEM Kputepus [(2 x
KB. kopeHb (2) x CO) < 1 logjg ME/mu].

Pesynbrars onpenenenns LLOQ mis kaxnoro odpasua npezactasienbl B Tabnuna S.
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Tabnuua 5. Onpeaenenne LLoQ ansa Ttecta Xpert HBV VL

KoHueHTpauusa O6wasn
BI'B (log1g ME/mn) AHanuTUYeckas]
owmnbka
(Total
ducrematnueckas Analytical Moaxop c nByMbﬂ
leHoTun BB MapTtusa N Oxunpaemaa |Ha6niopaemas owunbka O6wee CO Error, TAE)a N3MepeHUssMun
1 24 1,00 1.02 0,02 0,20 0,42 0,57
2 24 1,00 1,05 0,05 0,16 0,37 0,45
A
3 24 1,00 0,94 -0,06 0,20 0,46 0,57
4 23 1,00 1.02 0,02 0,14 0,30 0,40
1 16 1,00 1,18 0,18 0,11 0,39 0,30
2 24 1,00 1,18 0,18 0,17 0,53 0,49
B
3 8 1,00 1,17 0,17 0,19 0,54 0,53
4 8 1,00 1,25 0,25 0,19 0,64 0,55
1 16 1,00 1,10 0,10 0,17 0,44 0,47
2 24 1,00 1,1 0,11 0,22 0,55 0,61
C
3 8 1,00 0,83 -0,17 0,24 0,65 0,68
4 8 1,00 1,01 0,01 0,18 0,36 0,50
1 16 1,00 0,81 -0,19 0,28 0,74 0,78
2 24 1,00 0,79 -0,21 0,27 0,75 0,76
D
3 8 1,00 0,83 -0,14 0,14 0,42 0,39
4 8 1,00 0,91 -0,09 0,11 0,31 0,32
a 3HayeHusi obLien aHanuTM4eckon ownbku, BblMMCNEHHbIe B Mogenu Bectrapaa, rae: [TAE = |cuctematmyeckas owmbka | +
(2xCO) < 1 log1p ME/Mn], 4To 06ecneunBaet 95 %-Hyto BEPOSATHOCTb TOF0, YTO U3MepeHue ByaeT oTnMYaTbCst OT UCTUHHOTO
3HayeHuss MeHee Yem Ha 1 logg ME/mn.
b Mogxon ¢ oBymMs uaMeperusmu [2 x (SQRT(2) x SD) < 1 log4g ME/mMn] nokasan, 4to otnudme meHee 1 logig ME/Mn moxeT
06BACHATLCS CryYaHON OLLNGKOW N3MepeHus.
OTH pe3ynbTarhl Moka3eBaioT, 4to TecT Xpert HBV VL no3sonser onpenensats JJHK BI'B B konuenrpamun 10 ME/mi ¢
IIPUEMIIEMBIMU IIPaBUIBHOCTBIO U IIPELU3UOHHOCTBIO.
18.3 MNMpeun3anoHHOCTL/BOCNPON3BOAUMOCTb
[pemm3noHHOCTH U Bocpon3BoanMOocCTh Tecta Xpert HBV VL onpenensiinu ¢ ncnons3oBanueM 00pa3IoB IIa3Mbl ¢
K»9ATA npu momonm aucnepcuonHoro ananusa (ANOVA) mist onpenenerus odmield 1ucrepcu.
Bb10 mpoBeieHo MHOTOIIEHTPOBOE (3 IEHTpPa; 2 BHENIHNX U | BHYTPEHHMIT) CIEN0oe NCCIEA0BAaHNE C ENIBI0 ONPEASICHUS
OCHOBHBIX KOMIOHEHTOB aucrnepcuu Tecta Xpert HBV VL ¢ npumeHeHneM BOCbMUKOMIIOHEHTHOW MaHENH, COCTOSILEN U3
BocbMHu BI'B-monoxwurensHpIx 00pa3nos. BI'B-monoxnuTensHbIe KOMIIOHEHTHI TAaHETN TOTOBHJIM IyTeM pa3BeneHust BI'B-
TUTIA3MHUJL C XOPOIIIO M3ydIeHHBIMHU XapaKTepuCTUKaMu Ui BI'B-1monokuTensHOro KIMHIYECKOTO 00pasia B 4eI0BEIeCKOit
mwrasme ¢ DJITA. Ilo nBa omeparopa (omuH ¢ omsrtoM BeimonHeHUs [1LIP, apyroii 6e3 Takoro ombITa) B KaXIOM H3 TPEX
HCCIIEI0BATENILCKHX IIEHTPOB HCCIIEIOBAIN OJHY MTaHENb B ABYX IOBTOPAX JBa pasa B ACHb (YTO PAaBHOIEHHO BOCHMHU
MTOBTOPaM B JICHb) Ha NMPOTHKCHUH IIecTH qHel. Beero BeimonHeHo 144 OBTOPOB Ha KaKIbIi KOMIOHEHT ITaHeTd. beuti
HCIONB30BaHbl TpH naptuu Tecta Xpert HBV VL, kaxaas Ha npoTsbKeHUM ABYX JHEH uccienoBanuil. [IpennznonHocTs u
BOCIIPOM3BOIMMOCTE onpenessi B cootseTctBun ¢ CLSI EP05-A311 u CLSI EP15-A3.12
[IpeumsnonHOCTH U Bocipou3BoauMocTh Tecta Xpert HBV VL onenuBanu MeTonoM nepapxuueckoro AUCIEPCHOHHOTO
aHajM3a, T7Ie B KadeCTBe (PAaKTOPOB MCIOIB30BAHBI CICAYIONINE: IIEHTP/aHAIN3aToOp, TapTHsl, 1€Hb, OTIePaTop/cepus,
B Ipezienax cepur. PaccunThIBaiy cTaHIApTHOE OTKIOHEHUE U MPOLICHT BapHaOeIbHOCTH KoHIeHTpanuu BI'B,
MIPEACTaBICHHON B BHIE l0g)o, TOA BIUSIHIEM KaXKA0TO (aKTopa, Kak mokasano B Tabmuma 6.
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Ta6nuua 6. Mpeun3noHHOCTbL U BocnponsBoaumMocTb Tecta Xpert HBV VL

BnusaHue Ha CO o6uwei BapnabenbHocTn (KB%)

Oneparop/ B npepenax O6uwasn
KoHuentpauus AHK BI'B (log1g ME/Mn) | lenTp/inpuéop Maptua OeHb cepus uvkna hpeunanoHHocTH
KB
Oxupaemas | HaGniopaemas [ N co | % | co | ®?| co | %] co | %] co | %?]| co | %P
9,00 9.13¢ 144 <0,01 | <0,01 0,04 23,4 | <0,01 | <0,01 0,02 4,9 0,07 7,7 0,08 19,7
8,00 8,17 144 <0,01 | <0,01 0,04 26,7 | <0,01 | <0,01 0,02 54 0,06 67,9 0,07 16,9
7,00 7,15 144 0,01 2,2 0,03 12,2 0,01 3,9 <0,01 | <0,01 0,07 81,8 0,07 16,8
6,00 6,18 144 <0,01 | <0,01 0,04 32,1 0,01 4,3 <0,01 | <0,01 0,05 63,6 0,06 14,7
4,70 4,87 144 0,02 4,5 0,03 15,3 | <0,01 | <0,01 | <0,01 | <0,01 0,07 80,2 0,07 17,1
3,00 3,19 144 <0,01 | <0,01 0,03 28,8 | <0,01 | <0,01 0,02 11,5 0,04 59,7 0,06 13,2
2,00 2,17 144 <0,01 | <0,01 0,02 8,6 <0,01 | <0,01 0,01 1,0 0,08 90,5 0,08 19,0
1,00 1,13 144 <0,01 | <0,01 | <0,01 | <0,01 0,05 11,0 0,01 0,3 0,15 88,8 0,16 37,7

a (%) npeacraBnseT cobon BNMAHNE KOMMNOHEHTa AMCnepcum Ha obLuyo aucnepcuto
b

T (NP
Lagnermal CV(%) = 100 N LU0 g dava) _ g
«KB» siBnsieTca norHopmanbHeiM KB, nonyyYeHHbIM no chopmyne:
¢ HabntogaBLleecsi 3Ha4YeHWe NpeBbILAET AnanasoH KoNMYecTBEHHOTO onpeaenexuns Tecta Xpert HBV VL.

18.4 lluHeHbLIN AMana3oH

T'enorunm A

Jluneiinsnii nuana3on Tecta Xpert HBV VL onpenensim myrem aHanu3a naHenei U3 BOCBMH 00pa3IoB, BKITIOYABIINX
nana3oH korneHTpanuii ot 1,00 mo 9,00 log;o ME/Mi. [TaHenn roTOBIIIM ITyTeM BHECEHHS KIMHUYECKOTO 00pasiia,
cozaepxkauero BI'B renotuna A, unu apxusroit JIHK-nnasmunst BI'B B BeicokoM TUTpE, B oTpuLarenbHyto Ha BI'B
chIBOpPOTKY U Iu1azMy ¢ OJITA. Kakablil KOMIIOHEHT aHEIM UCCIEA0BaIU B BOCBMU II0BTOPAX Ha MapTUIO PEareHTOB,
33 UCKJIIOYCHHUEM CaMbIX HU3KUX Pa3BeICHUM, KOTOPBIC UCCIEOBAIN B LIECTHAALATY [I0BTOPAX HA MIAPTUIO PEArcHTOB.
Hcnonp3oBanu aBe napTuu peareHToB. Pesynbrars! npencrasiaeHsl B Pucynok 9 u Pucynok 10.
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Linearity - Genotype A in Plasma

Xpert HBV VL Assay Results (logl0 IU/ml)

o
-
N

3 4 5 6 7 8 9
Nominal Titer (log10 IU/ml)

PucyHok 9. JlnHenHocTb TecTa Xpert BV VL npu uccnegoBaHuun o6pasuos nnasmbl ¢ 9OTA

Linearity - Genotype A in Serum

Xpert HBV VL Assay Results (logl0 IU/ml)

3 4 5 6 7 8 9
Nominal Titer (log10 IU/ml)

o
[
N

PucyHok 10. JluHenHocTb Tecta Xpert BV VL npu uccnegosaHmm o6pasuoB cbiBopoTku ¢ OATA

I'enorunsl B-H

Jlnst monTBep KaeHNS TMHEHHOCTH OBLTH MIPUTOTOBJICHBI TAHENHN pa3BeneHus ¢ reHotuniamMu BI'B ot B 1o H, ¢ nensro
BKJTIOUUTB KaK MOXKHO Ooliee IHPOKUH AUana30H H3MepeHuit. [yt 3Toro KimHIYeckre 00pasiibl, COOTBETCTBYIOIINE
kaxnomy reHotuity BI'B, pazBogunu B otpunarensHoit Ha BI'B mna3me ¢ 9/1TA. KoMITOHEHTH TaHEIN TECTHPOBAIIH C
WCTIOJIF30BaHUEM OHOW TTAPTUH PEAareHTOB, KOJTMYECTBO MOBTOPOB HA KAXK/IBI KOMIIOHEHT OBLITO TaKMM ke, Kak U 1uisi BI'B
reHoTHna A.
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Bbu1a IpoIeMOHCTPUPOBAHA JIMHEWHOCTD B cOOTBeTCTBUM ¢ pekomenaanusmu CLSI EP06-A13 s renotunos A-H co
sHauenneM R2 >0,99. Tect Xpert HBV VL naer nunelinsie pesynbrarsl B ananasone 1,00-9,00 logig ME/Mi st reHoTHITA
A ¥ BO BCEM HMCCIIEIOBAHHOM JHarna3oHe Uit reHoTuroB ot B 1o H (cm. Tabnuua 7).

Ta6bnuua 7. JInHenHocTb Tecta Xpert HBV VL no reHoTuny

WccnepoBaHHbIN
YpaBHeHune AnanasoH TUTPoOB
FeHoTUN NVHeHOW perpeccuu R2 (log1o ME/mn)

A (nnasma) y = 1,005x + 0,093 0,999 1,00-9,00
A (cbiBOpOTKA) y =1,000x + 0,167 0,999 1,00-9,00
B y = 0,998x — 0,027 0,995 1,00-6,83
C y =0,998x — 0,119 0,998 1,00-7,69
D y =0,993x + 0,101 0,998 1,00-7,41
E y =1,010x — 0,149 0,999 1,00-8,14
F y = 0,994x — 0,068 0,999 1,00-7,96
G y =0,990x + 0,538 0,999 1,00-8,61
B y =0,991x + 0,122 0,999 1,00-6,35

18.5 AHanuTnyeckas cneyndPUIYHOCTb (IKCKIMO3IUBHOCTD)

Amnanmutndeckyro cnennpuaHocts Tecta Xpert HBV VL onenuBany myremM BHECEHNS MUKPOOPTaHU3MOB U BHPYCOB,
CIIOCOOHBIX J[aBATh MEPEKPECTHBIE peakiny, B KoHueHTpamuu 1 x 10® KOE/mi aist MUKpoOpranu3MoB u 1 x 103 kormwid/mit
wm LI /150/M 11t BupycoB B BI'B-otpunarensayro miasmy ¢ OJITA u B mnasmy ¢ DITA, cogepskairyro oxono 30 ME/
M1 3TasonHoro marepuana BI'B (4 mexnynaponusiii crannapt BO3 s BI'B, kox NIBSC: 10/266)*. HccnenoBansbie
MHKpPOOPraHu3Mbl niepeuncieHsl B Tabnuna 8. Hu onuH U3 Hccne10BaHHBIX OPIaHM3MOB HE JIall IEPEKPECTHOM peaknuu U
HE IPENATCTBOBAJ KOJIMYECTBEHHOMY onpezaeneHuio B recte Xpert HBV VL.

Tabnuua 8. AHanuTM4Yeckas cneuuUYHOCTb, MUKPOOPraHU3MbI

LiuTomeranoewupyc

Bupyc 3nwrenHa-bapp

Bupyc renatuta A

Bupyc renatuta C

Bupyc npocTtoro repneca,
™n 1

Bupyc npocToro repneca,
™n 2

Bupyc repneca 4yenoseka 6
TMna

Bupyc repneca yenoeeka
Tnna 8

Bupyc nmmyHogedumumTta
Yyernoseka 2

Bupyc nanunnomsbl
yernoseka Tuna 16

Bupyc nanunnombl
yernoseka Tuna 18

T-nMMOTPONHBLIN BUPYC
yenoseka, Tmn 1

T-nMMOTPONHBLIN BUPYC
yenoseka, T1n 2

Bupyc BeTpsiHon ocnbl

Bupyc ocrnoBakLuHbI

Bupychbli BakTepun Opoxokmn
Bupyc nonvombl Yyenoseka Bupyc ummyHogeduumTa Staphylococcus Candida albicans
BK yenoseka 1 epidermidis

Staphylococcus aureus
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18.6 Cy6cTaHumMm, BeposATHO NpensaTCTBYOLWME NPOBEAEHUI0 aHanu3a

OrneHnBaIM OABEP>KeHHOCTH Tecta Xpert HBV VL BImsHHUIO NOBBIIIEHHBIX YPOBHEH YHIOT€HHBIX BEIIECTB, MAPKEPOB
ayTOMMMYHHBIX 3a00NieBaHuil 1 Ha3HayaeMbIx BI'B-nHGHIMpoBaHHBIM nanueHTaM JekapcTs. UHrnOupyrommit 3¢hdext
M3y4ald B OTCYTCTBHH M IPUCYTCTBHH 0Koso 30 ME/mut aranonHoro marepuana JJHK BI'B (4-# MexmyHapoaHblii cTaHaapT
BO3 mns BI'B, xox NIBSC: 10/266).4

Bb110 ycTaHOBIEHO, UTO MOBBILIEHHBIE YPOBHH SHIOTCHHBIX BEIIECTB, IEPEUUCICHHBIX B Tabnura 9, He MpensTCTBYIOT
KoJM4YecTBEeHHOM oneHke Tecta Xpert HBV VL co cpenaum Tutpom log) o KaXkJ0ro u3 NoJIOKHUTENbHBIX 00pasios BI'B,
collepyKaIiX MOTeHIMAIbHO Mellatonue Berectsa B npeaenax + 0,10 log;o ME/Mi oT 3HaueHHS ONIOXKUTENBHOTO
koHTpoust. OTpHUIIaTeNbHBIE PE3yNBTaThl OBLIN MOTYUYEHBI I BceX 00pasIoB, He coaeprkanx BI'B, uto yka3siBaeT Ha
OTCYTCTBHE BIMSHHUS Ha CHEU(YUIHOCTD TECTa.

JH/IOTeHHbIE BellecTBa

Ta6nuua 9. AHAOreHHbIe cy6CTaHLMKM U NPUMEHSIBLUMECS B aHanu3e KOHUeHTpauum

Cy6cTaHuums KoHueHTpauusa, npuMeHsIBLUAACA B aHanu3e
AnbGyMUH 9r/gn
Bunupy6uH 20 mr/on
[femornobuH 500 mr/an
[OHK yenoseka 0,4 mr/an
Tpurnuuepuabl 3000 mr/gn

JlekapcTBeHHbIe Npenaparbl

VYeranoBneHo, uto nepeuncienHbie B Tabnuia 10 gekapcTBEHHBIE IpenapaTsl B KOHIEHTPAIMSAX, B 3 pa3a MPEBhIIIAIOIINX
MaKCHMaJIbHYIO KOHIEHTpanuio B mia3Me (Cyay), B mpucyTcTBud Wik orcyTerBud JJHK BI'B, He oka3bIBaroT BIMSHUA Ha
KOJIMYECTBEHHBIE TIOKA3aTelNH, Mody4aeMble pu momoInu tecta Xpert HBV VL, wimn Ha ero cnenmuu4HOCTS.

Ta6bnuua 10. Mynbl npenapaToB, NPMMEHsIBLUMECA B aHanu3e

Myn JlekapcTBeHHbIe NpenapaTbl

1 31O0BYAVH, CaKBUHABUP KNapUTPOMULMH, UHTepedepoH-anbda-2b, putoHasmp,
omGUTacBeup, NnapuTanpesmp, AacabyBup, AUAaHO3MH

5 AbakaBupa cynbdart, pocamnpeHaBup, nermHTepdepoH-ansda-2a, pubasBnpuH,
3HTEeKaBup, agedoBmpa AUNMBOKCUN

TeHodpoBmpa amsonpokeuna dymapar, naMuByaunH, MHAMHaBMpa cynbdar,

3 raHUMKNOBMP, BanraHUMKIOBMPA rmapoXnopua, aumknoBmup, NapokCeTuH,
TenbueyauH
4 CraByavH, achaBmpeHs, nonnHasmp, sHAYBUPTUA, LunpodnokcaunH, prnyokceTuH

HesumpanuH, HendrHaBnp, asuTPOMULIMH, BanauukoBmp, CepTpanvH, TeHodoBupa
anadeHamug,

Mapkepbl ayTOMMMYHHBIX 3200J1eBaHHI

[pu nccnenoBannu 06pasuos miasmMel ¢ Ko/ TA, conepikamunx MapKepbl ay TOMMMYHHBIX 3a001eBaHH (KaX (bl MapKep
OBLI B3ST y IISTH NTOJOXKUTEIBHBIHN MTAIMEHTOB), He OBLIO BBISBIEHO BIMSHMS HA (PyHKIIMOHAIBHBIE XapaKTEPUCTUKH TeCTa
Xpert HBV VL mapkepos cucremHoit kpacHo# Bomdanku (CKB), anTunykneapueix anturen (AHA) wim peBMaTonIHoro
¢axropa (PD). Cpennss konuentparus JJHK BI'B (npencrasnennas B Buze log)o), KoTopast BHOCHIACH B 00pasIbL,
HaxomiIach B pepenax + 0,10 log;g ME/MI1 OTHOCHTEIIBHO MOJNOKUTENEHOTO KOHTPOIL. OTpHIaTeIbHbIE pe3yabTaThl ObLTH
TIOTyYeHBI IS Bcex 00pasmoB, He coneprkanmx BI'B, 4To yka3biBaeT Ha OTCYTCTBHE BIUSHUS Ha CIIEIU(HIIHOCTD TECTA.
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18.7 dkBMBaneHTHOCTb MaTepuanoB (nnasma c K,3ATA, PPT-3ATA n
CbIBOPOTKA)

HccnenoBaHne SKBUBaIEHTHOCTH MaTepHaioB s Tecta Xpert HBV VL 6b110 mpoBezieHo ¢ ncnonb3oBanueM 32
COOTBETCTBYIOIIHX MO XapakTepucTHKaM BI'B-1onoxnuTenbHbIX KIMHUYECKHX 00pa31oB ¥ 23 COOTBETCTBYIOIIHX 1O
xapakTtepuctukaM BI'B-orpunarensHbIx KIMHHYECKHX 00pa3loB, COOpaHHbBIX B IPOOUPKH Juist cOopa ruia3mel ¢ K-

STA, npobupku st coopa rrasmel PPT-D/ITA u npobupku uist coopa CHIBOPOTKH. B 23 cOOTBETCTBYIOMINX 11O
xapakTepuctukaM BI'B-oTpunarespHbIX KIMHHYECKHX 00pa3iia BHOCHIM KIMHUYecKHue o0pasipl ¢ BI'B, coorBeTcTByromme
redotunam ot B 10 G, a raoke JJHK-mna3muel, sxkcnpeccupyomnme neaeByro nocae10BaTeIbHOCTh TeHOMa I'eHOTHIIA A, B
TUTpax 10 BCeMY JIMHEHHOMY AUaNa3oHy.

Ha nccnenoBanHbIx 00pa3nax Obuia MpoAEMOHCTPHUPOBaHA SKBUBAIEHTHOCTh MaTepuaioB (cM. Pucynok 11 u Pucynok 12).

Matrix Equivalence, PPT vs K2EDTA plasma

PPT titer (logl0 IU/mL)
w

44
3
2
1
0 -7 T T T T T T T T
0 1 2 3 4 5 6 7 8 9
K2EDTA titer(log10 IU/mL)
PucyHok 11. Npadmk nuHenHon perpeccum, nnasma B Nnpodupkax
PPT-3OTA no cpaBHeHuI0 ¢ nna3mour B npobupkax ¢ Ko-3OTA
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Matrix Equivalence, Serum vs K2EDTA Plasma

Serum titer (logl0 IU/mL)
w

0 1 2 3 4 5 6 7 8 9
K2EDTA titer (log10 IU/mL)

PucyHok 12. Npaduk nuHenHoM perpeccuun, CbIBOPOTKa
no cpaBHEHUIO C Nna3momn B npobupkax c K,-OATA

Pesynbrars! mokassiBaroT, uTo TecT Xpert HBV VL skBuBanenTHO padotaet B miasme Ky-OJTA, mnazme PPT-O[ITA u
CBIBOPOTKE ISl 00pa3noB B AuanasoHe npudmamsurensHo 1,0-9,0 log10 ME/ma.

18.8 OTKa3 Bcew cuctembl

Yacrory oTkasa Bcelt cucteMsl 11 Tecta HBV VL ompenernsui mytem tectupoBanus B 100 noBropax o0pasna Imia3mel ¢
O/TA, B xotopslii 65u1 BHeceH BI'B renotnna A B Buze 4-ro mexxaynapoxsoro craggapra BO3 s JJHK BI'B (kox NIBSC
10/266)%. TectupoBaiu o6pasupl ¢ BuecenHoii BupycHoi JJHK B kornenrpauuu oxono 3 x LLOQ (30 ME/mu).

Pesynbrarsl Heciie1oBaHuUs MOKA3aJIH, YTO BCE TIOBTOPBI OBLUTH JEHCTBUTEIEHBIMHE, C ITOJIOKUTEIBHBIM PE3yIETaTOM B
OTHOIIEHUH IeJIEBOM rociaenoBarensHocT BI'B, a wacrora orkasa Beeii cuctemsl coctaBmia 0,0 %

18.9 KoHTammnHaumsa npoaykramu npeabiaylien peakumm

Beinosnusiu rectupoBanne BI'B-1010%KUTeNLHOr0 00pasia ¢ BLICOKMM tutpoM (>1 x 107 ME/mi) u cpa3sy mociie 3Toro
TectupoBanu BI'B-orpuriarenbhelii o6paserl Ha ToM ke Moayie GeneXpert. [Iporienypy moropsiiu asaauiath (20) pas Ha
JIBYX MOAyJsiX. YacToTa KOHTaMHHAIMK IpoAyKTaMu npeasiayei peakuuu B Tecre Xpert HBV VL cocrasuna 0 %.

19 KnnHnyeckune pyHKUMOHaANbHbIE XapaKTepPUCTUKN

19.1 CneunduyHOCTb Yy 3A0POBbLIX AOHOPOB KPOBU

Crenudnanocts Tecta Xpert HBV VL onenuBany ¢ ucnons3oBanueM 99 06pasmos ceiBopoTkd u 100 06pa3noB mia3Msl ¢
OATA, nomyuennsix ot BI'B-orpunarensasix qoropoB kposu. Crieruuanocts Tecta Xpert HBV VL cocrasuna 100,0 %
[95 % OU: 98,1-100,0 (199/199)].
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19.2 Koppensauua mexay metogamm

Bruto mpoBeeHO MHOTOLIEHTPOBOE MCCIIEJOBAHKE T CpaBHEHUS (PyHKIIMOHAIBHBIX XapakTepucTuK Tecta Xpert HBV VL
C METOZIOM CpaBHEHHUsI, IpeTHa3HAYEHHBIM s KoJmdecTBeHHOTO omnpeaenenus [JHK BI'B. Ins aToro 6bU1H HCTIOIB30BaHBI
ocTaBimecs: 00pasubl CBIBOPOTKH U 1a3Mbl ¢ DJITA, moaydeHHbIe B paMKax OKa3aHMs CTaHAAPTHON MEIUIIMHCKOM
TIOMOIIH Yy JINL, HHPHIHupoBaHHBIX BI'B.

W3 876 npuroansix k aHanu3y nanueHToB 351 (40,1 %) Opum skeHcKoro mona u 489 (55,8%) ObLTH My»KCKOTO ToJIa.
Cpennuit Bozpact coctaBui 47,2 + 15,9 ner, nuanason Bozpacta — ot 18 1o 89 ner. U3 876 o6pasuos 560 comepxanu
JHK BI'B B quana3oHe KOIMWYeCTBEHHOTO onpeneneHus oooux tecroB — Xpert HBV VL u metona cpaBHenus. Pesynbrars
aHaJM3a ¢ UCIOIb30BaHNEM perpeccuu JlemMuHra u 0ObIYHOM JTMHEHHOW perpeccuu npeacrasieHs! B PucyHok 13.

Deming Regression: y=-0.1417 + 1.0417"X
Linear Regression: y = -0.0240 + 1.0081"X
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PucyHok 13. Koppensiuusa mexay pesynsratamu tecta Xpert HBV VL u meTtopa
CpaBHeHUSA NPU UCNONb30BaHMK 06pa3L 0B CbIBOPOTKM M Nna3mbl ¢ QOTA
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Xpert® HCV Viral Load

For In Vitro Diagnostic Use Only.

1 Proprietary Name
Xpert® HCV Viral Load

2 Common or Usual Name
HCV VL

3 Intended Use

The HCV VL assay, performed on GeneXpert® Instrument Systems, is designed for the rapid quantitation of Hepatitis C Virus
(HCV) RNA in human serum or plasma (EDTA) from HCV-infected individuals. The test utilizes automated reverse
transcriptase polymerase chain reaction (RT-PCR) using fluorescence to detect the RNA of interest for the quantitation of HCV.

The HCV VL assay quantifies HCV genotypes 1-6 over the range of 10 to 100,000,000 IU/mL. The HCV VL assay is intended
for use as an aid in the management of HCV infected patients undergoing antiviral therapy. The test measures HCV RNA levels
at baseline and during treatment and can be utilized to predict sustained and nonsustained virological responses to HCV therapy.

Results from the HCV VL assay may also be used to confirm HCV infection in anti-HCV positive individuals. In anti-HCV
positive individuals who test negative for HCV RNA, use of another HCV antibody assay may be considered for distinction
between true HCV exposure and biologic false positivity. Repeat HCV RNA testing may be indicated in cases that have had
HCYV exposure in the last 6 months or have clinical evidence of HCV disease.

The Xpert HCV VL assay is intended to be used by laboratory professionals or specifically-trained healthcare workers.

The assay is not intended to be used as a donor screening test for HCV.

4 Summary and Explanation

HCV is a member of the Flaviviridae family and has been recognized as the major causative agent of chronic liver disease,
including chronic active hepatitis, cirrhosis and hepatocellular carcinoma.' The HCV genome is a positive-sense RNA molecule
of approximately 9500 nucleotides.! HCV is usually transmitted through percutaneous exposure to infected blood, primarily by
intravenous drug use and receipt of unscreened donated blood products. Less frequently, HCV has been shown to be transmitted
through occupational, perinatal and sexual exposures.2

An estimated 185 million people, or roughly 3% of the world’s population, have been infected with HCV, and over 80% live in
Low and Middle Income Countries (LMICS).3 The burden of disease is greatest in developing countries; the highest reported
prevalence is in China (3.2%)4 Pakistan (4.8%)4, Nigeria ( 18.3%)5 and Egypt (22%).4 About 15 million European adults are
infected with HCV and most of these people are unaware of their infection.® Each year, 350,000 to 500,000 people die from
HCV-related liver disease.’

Antiviral medicines can cure HCV, but access to diagnosis and treatment is low.” A cure for HCV infection is now possible in
most patients with highly effective, safe and tolerable combinations of oral direct-acting antivirals (DAAs) taken for 8-24
weeks.> Eradication of HCV is being discussed for the first time.

Quantitation of HCV RNA has proven useful in providing a metric to evaluate the effectiveness of antiviral response to HCV
treatment. Guidelines for the management and treatment of HCV recommend quantitative testing for HCV RNA before the start
of antiviral therapy, during therapy, and after the conclusion of treatment. The primary objective of treatment is Sustained
Virologic Response (SVR), defined as undetectable HCV RNA by a sensitive test 12 or 24 weeks after the end of treatment
depending on the anti-HCV therapy.8
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Principle of the Procedure

The GeneXpert Instrument Systems automate and integrate sample purification, nucleic acid amplification, and detection of the
target sequence in simple or complex samples using RT-PCR which uses fluorescence to detect the RNA of interest. The
systems consist of an instrument, personal computer, and preloaded software for running tests and viewing the results. The
systems require the use of single-use disposable GeneXpert cartridges that hold the RT-PCR reagents and host the RT-PCR
processes. Because the cartridges are self-contained, cross-contamination between samples is minimized. For a full description
of the systems, refer to the appropriate GeneXpert Dx Operator Manual or GeneXpert Infinity Operator Manual.

The HCV VL assay includes reagents for the detection of HCV RNA in specimens as well as two internal controls used for
quantitation of HCV RNA. The internal controls monitor recovery and the presence of inhibitor(s) in the RT and PCR reactions.
The Probe Check Control (PCC) verifies reagent rehydration, PCR tube filling in the cartridge, probe integrity, and dye stability.

Reagents

Materials Provided
The HCV VL assay kit contains sufficient reagents to process 10 specimens or quality control samples. The kit contains the
following:

HCV VL Assay Cartridges with Integrated Reaction Tubes 10

* Bead 1, Bead 2, and Bead 3 (freeze-dried) 1 of each per cartridge
* Lysis Reagent (Guanidinium Thiocyanate) 2.0 mL per cartridge

* Rinse Reagent 0.5 mL per cartridge

+ Elution Reagent 1.5 mL per cartridge

+ Binding Reagent 2.4 mL per cartridge

* Proteinase K Reagent 0.48 mL per cartridge
Disposable 1 mL Transfer Pipettes 10 per kit

CD 1 per kit

+ Assay Definition File (ADF)
* Instructions to import ADF into GeneXpert software

+ Instructions for Use (Package Insert)

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 post-
mortem testing. During processing, there was no mixing of the material with other animal materials.

Storage and Handling

. Store the HCV VL assay cartridges and reagents at 2-28 °C.

. Do not open the cartridge until you are ready to perform the assay.

. Do not use a cartridge that has leaked.

. Do not use HCV VL assay cartridges and reagents that were previously frozen.

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

Materials Required but Not Provided

. GeneXpert Dx System or GeneXpert Infinity Systems (catalog number varies by configuration): GeneXpert Instrument,
computer with proprietary GeneXpert Dx Software Version 4.7b or higher (GeneXpert Dx systems); or Xpertise 6.4b or
higher (Infinity-80/Infinity-48s), barcode scanner, and operator manual.

. Printer: If a printer is needed, contact Cepheid Technical Support to arrange for the purchase of a recommended printer.

. Bleach or sodium hypochlorite

Xpert® HCV Viral Load
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9 Warnings and Precautions

@ .

L)

10 Chemical Hazards

Treat all biological specimens, including used cartridges, as if capable of transmitting infectious agents. Because it is often
impossible to know which might be infectious, all biological specimens should be treated with standard precautions.
Guidelines for specimen handling are available from the U.S. Centers for Disease Control and Prevention’ and the Clinical
and Laboratory Standards Institute.'”

Good laboratory practices and changing gloves between handling specimens are recommended to avoid contamination of
specimens or reagents.

Follow your institution’s safety procedures for working with chemicals and handling biological samples.
Do not substitute HCV VL assay reagents with other reagents.

Do not open the HCV VL assay cartridge lid except when adding sample.

Do not use a cartridge that has been dropped after removing it from the packaging.

Do not shake the cartridge. Shaking or dropping the cartridge after opening the lid may yield invalid results.
Do not use a cartridge that has a damaged reaction tube.

Do not use a cartridge that has leaked.

Each single-use HCV VL assay cartridge is used to process one test. Do not reuse cartridges.

The single-use disposable pipette is used to transfer one specimen. Do not reuse spent disposable pipettes.
Wear clean lab coats and gloves. Change gloves between processing each sample.

In the event of contamination of the work area or equipment with samples or controls, thoroughly clean the contaminated
area with a solution of 1:10 dilution of household chlorine bleach or sodium hypochlorite and then 70% ethanol or 70%
denatured ethanol. Wipe work surfaces dry completely before proceeding.

Consult your institution’s environmental waste personnel on proper disposal of used cartridges and unused reagents. Check
state, territorial, or local regulations as they may differ from national disposal regulations. The material may exhibit
characteristics of hazardous waste requiring specific disposal requirements. Institutions should check their hazardous waste
disposal requirements.

Biological specimens, transfer devices, and used cartridges should be considered capable of transmitting infectious agents
requiring standard precautions. Follow your institution’s environmental waste procedures for proper disposal of used
cartridges and unused reagents. These materials may exhibit characteristics of chemical hazardous waste requiring specific
disposal. If country or regional regulations do not provide clear direction on proper disposal, biological specimens and used
cartridges should be disposed per WHO [World Health Organization] medical waste handling and disposal guidelines.
11,12

Signal Word: WARNING
UN GHS Hazard Statements:

. Harmful if swallowed
. Causes mild skin irritation
. Causes eye irritation

UN GHS Precautionary Statements:

. Prevention:
. Wash thoroughly after handling.

. Response:
. Call a POISON CENTER of doctor/physician if you feel unwell.
. If skin irritation occurs: Get medical advice/attention.

. IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses if present and easy to do.
Continue rinsing.

. If eye irritation persists: Get medical advice/attention.

Xpert® HCV Viral Load
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Specimen Collection, Storage, and Transport

Whole blood should be collected in K2-EDTA tubes, EDTA-PPT or serum collection tubes and centrifuged to separate the
plasma/serum and red blood cells per the manufacturer’s instructions.

A minimum of 1 mL plasma or serum is required for the HCV VL assay. If using the transfer pipette included in the kit, a
minimum of 1.2 mL plasma or serum is required. Alternatively, if using a precision pipette, a minimum of 1 mL plasma or
serum is required.

Whole blood may be held at 15-30 °C for up to 24 hours or at 2—8 °C for up to 3 days prior to plasma/serum preparation.
Centrifugation should be performed according to the manufacturer instructions.

After centrifugation and separation, plasma and serum may be held at 15-35 °C for up to 24 hours or at 2—8 °C for up to
3 days prior to testing.

Plasma and serum specimens are stable frozen (-70 to -18 °C) for 6 weeks.

Plasma and serum specimens are stable for up to three freeze/thaw cycles.

Plasma and serum specimens must be thawed and equilibrated to room temperature prior to transfer to the cartridge.
Ship whole blood, plasma or serum specimens at 2—8 °C.

Transportation of whole blood, plasma or serum specimens must comply with country, federal, state and local regulations for
the transportation of etiologic agents.

Procedure
Preparing the Specimen

1.

Following centrifugation of whole blood samples, 1 mL of plasma can be pipetted directly into the cartridge. Sufficient
volume is critical to obtaining valid test results (see instructions in Section 12.2, Preparing the Cartridge Option 1 below).

If using frozen specimens, place the specimens at room temperature (20-35 °C) until completely thawed and equilibrated to
room temperature before use.

Plasma and serum samples stored at 2—8 °C should be removed from the refrigerator and equilibrated to room temperature
before use.

Plasma samples stored at 2—8 °C or frozen and thawed should be vortexed for 15 seconds before use, if the specimen is
cloudy, clarify by a quick centrifugation.

12.2 Preparing the Cartridge

1. Wear protective disposable gloves.

2. Inspect the test cartridge for damage. If damaged, do not use it.

3. Open the lid of the test cartridge.

. Option 1: If using the transfer pipette included in the kit (Figure 1), fill to just below the bulb but above the line to transfer
at least 1 mL plasma or serum from the collection tube into the sample chamber of the test cartridge (Figure 2). Do NOT
pour the specimen into the chamber!

. Option 2: If using an automatic pipette, transfer at least 1 mL of plasma or serum into the sample chamber of the test
cartridge (Figure 2). Do NOT pour the specimen into the chamber!

4 Xpert® HCV Viral Load
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Bulb

Fill the specimen to just below
~§—— the bulb and above the mark on
the pipette

(]
Figure 1. HCV VL Assay Transfer Pipette

4. Close the cartridge lid.
5. Load the cartridge into the GeneXpert Dx instrument or Infinity system.

Sample Chamber
(Large Opening)

Figure 2. HCV VL Assay Cartridge (Top View)
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Starting the Test

Important Before you start the test, make sure the HCV VL Assay Definition File (ADF) is imported into the software.

Note The steps you follow can be different if the system administrator changed the default workflow of the system.

13

This section lists the basic steps for running the test. For detailed instructions, see the GeneXpert Dx System Operator Manual or
the GeneXpert Infinity System Operator Manual, depending on the model that is being used.

1. Turn on the GeneXpert instrument:

. If using the GeneXpert Dx instrument, first turn on the instrument and then turn on the computer. The GeneXpert
software will launch automatically. If it doesn't, double-click the GeneXpert Dx software shortcut icon on the
Windows® desktop.

or

. If using the GeneXpert Infinity instrument, power up the instrument. The GeneXpert software will launch
automatically. If it doesn't, double-click the Xpertise software shortcut icon on the Windows® desktop.

2. Log on to the GeneXpert Instrument System software using your user name and password.
3. Inthe GeneXpert System window, click Create Test (GeneXpert Dx) or Orders and Order Test (Infinity).

4. Scan in the Patient ID (optional). If typing the Patient ID, make sure the Patient ID is typed correctly. The Patient ID is
associated with the test results and is shown in the View Results window.

5. Scan or type in the Sample ID. If typing the Sample ID, make sure the Sample ID is typed correctly. The Sample ID is
associated with the test results and is shown in the View Results window and all reports. The Scan Cartridge dialog box
appears.

6.  Scan the barcode on the HCV VL assay cartridge. The Create Test window appears. Using the barcode information, the
software automatically fills the boxes for the following fields: Select Assay, Reagent Lot ID, Cartridge SN, and Expiration
Date.

7. Click Start Test (GeneXpert Dx) or Submit (Infinity). Enter your password, if requested.

8. For the GeneXpert Infinity System, place the cartridge on the conveyor belt. The cartridge will be automatically loaded, the
test will run, and the used cartridge will be placed into the waste container.

or
For the GeneXpert Dx Instrument:
A.  Open the instrument module door with the blinking green light and load the cartridge.
B.  Close the door. The test starts and the green light stops blinking. When the test is finished, the light turns off.
C.  Wait until the system releases the door lock before opening the module door and removing the cartridge.
D

The used cartridges should be disposed in the appropriate specimen waste containers according to your institution’s
standard practices.

Viewing and Printing Results

This section lists the basic steps for viewing and printing results. For more detailed instructions on how to view and print the
results, see the GeneXpert Dx System Operator Manual or the GeneXpert Infinity System Operator Manual, depending on the
instrument used.

1. Click the View Results icon to view results.

2. Upon completion of the test, click the Report button of the View Results window to view and/or generate a PDF report file.

Xpert® HCV Viral Load
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Quality Control

Each test includes a Sample Volume Adequacy (SVA), Internal Quantitative Standard High and Low (IQS-H and IQS-L, also
acts a specimen processing control [SPC]) and Probe Check Control (PCC).

Sample Volume Adequacy (SVA) — Ensures the sample was correctly added to the cartridge. The SVA verifies that the
correct volume of sample has been added in the sample chamber. The SVA passes if it meets the validated acceptance
criteria. If the SVA does not pass, an ERROR 2096 will be displayed if there is no sample or an ERROR 2097 will be
displayed if there is not enough sample. The system will prevent the user from resuming the test.

Internal Quantitative Standard High and Low (IQS-H and 1QS-L) — IQS-H and IQS-L are two Armored RNA®
constructs in the form of a dry bead that goes through the whole assay process. The IQS-H and IQS-L are standards
calibrated against the WHO 4th International standard for HCV. They are used for quantification by using lot specific
parameters for the calculation of HCV RNA concentration in the sample. Additionally IQS-H and IQS-L detect specimen-
associated inhibition of the RT-PCR reaction. The IQS-H and IQS-L pass if they meet the validated acceptance criteria.

Probe Check Control (PCC) — Before the start of the PCR reaction, the GeneXpert Instrument System measures the
fluorescence signal from the probes to monitor bead rehydration, reaction tube filling, probe integrity and dye stability. The
PCC passes if it meets the validated acceptance criteria.

External Controls — Following good laboratory practices, external controls, not available in the kit, should be used in
accordance with local, state, and federal accrediting organizations’ requirements as applicable.

15 Interpretation of Results
The results are interpreted automatically by the GeneXpert Instrument System from measured fluorescent signals and embedded
calculation algorithms and are clearly shown in the View Results window (Figure 3 and Figure 5). Possible results are shown in
Table 1.
Table 1. HCV VL Assay Results and Interpretation
Result Interpretation
HCV DETECTED The HCV RNA is detected at XX IU/mL.
XX IU/mL (log X.XX) » The HCV RNA has a titer within the linear range setting of the assay and the endpoint above the
See Figure 3. minimum.
* 1QS-H and IQS-L: PASS.
» Probe Check: PASS; all probe check results pass.
HCV DETECTED The HCV RNA is detected above the quantitative range of the assay.
>1.00E08 IU/mL + 1QS-H and 1QS-L: PASS.
See Figure 4. + Probe Check: PASS; all probe check results pass.
HCV DETECTED The HCV RNA is detected below the quantitative range of the assay.
<10 IU/mL + 1QS-H and 1QS-L: PASS.
See Figure 5. + Probe Check: PASS; all probe check results pass.
HCV NOT DETECTED The HCV RNA is not detected.
See Figure 6. + HCV RNA is not detected.
+ 1QS-H and IQS-L: PASS.
» Probe Check: PASS; all probe check results pass.
INVALID Presence or absence of the HCV RNA cannot be determined. Repeat test according to the
See Figure 7. instructions in Section 16.2, Retest Procedure.
* 1QS-H and/or 1QS-L: FAIL; Cycle thresholds (Cts) are not within valid range and the endpoint is
below the minimum setting.
* Probe Check: PASS; all probe check results pass.

Xpert® HCV Viral Load
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Table 1. HCV VL Assay Results and Interpretation (Continued)

Result Interpretation

ERROR Presence or absence of HCV RNA cannot be determined. Repeat test according to the instructions

See Figure 8. in Section 16.2, Retest Procedure.

» Probe Check: FAIL*; all or one of the probe check results fail.
* If the probe check passed, the error is caused by the maximum pressure limit exceeding the acceptable range
or by a system component failure.

NO RESULT Presence or absence of HCV RNA cannot be determined. Repeat test according to the instructions
in Section 16.2, Retest Procedure. A NO RESULT indicates that insufficient data were collected. For
example, the operator stopped a test that was in progress.

Note Assay screenshots are for example only. Assay name and version number may vary from the screenshots shown in this package

insert.

:|/ TestResult | Analyte Result | Detail | Errors | History | Support |

|Assay Name Xpert HCV Viral Load  Version 1
TestResult | ycy DETECTED 550 IU/mL (log 2.74)

For In Vitro Diagnostic Use Only
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Figure 3. HCV Detected and Quantified
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| DETECTED > 1.00E08 IU/mL (log 8.00]

Figure 4. HCV Detected

DETECTED < 10 IU/mL (log 1.00

Figure 5. HCV Detected
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Figure 6. HCV Not Detected

Figure 7. Invalid
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|| TestResult | Analyte Result | Detail | Errors | History | Support |

Assay Name Xpert HCV Viral Load Version 1

TestResult | ERROR

For In Vitro Diagnostic Use Only
4
»

<No Data Available>
Figure 8. Error
16 Retests

16.1 Reasons to Repeat the Assay
If any of the test results mentioned below occur, repeat the test according to the instructions in Section 16.2, Retest Procedure.

. An INVALID result indicates one or more of the following:
. The 1QS-H and/or IQS-L Cts are not within valid range.
. The sample was not properly processed or PCR was inhibited.

. An ERROR result indicates that the assay was aborted. Possible causes include: insufficient volume of sample was added, the
reaction tube was filled improperly, a reagent probe integrity problem was detected, or the maximum pressure limit was
exceeded.

. A NO RESULT indicates that insufficient data were collected. For example, the operator stopped a test that was in progress,
or a power failure occurred.

16.2 Retest Procedure
For retest of a NO RESULT, INVALID, or ERROR result, use a new cartridge (do not re-use the cartridge) and new reagents.

1. Remove a new cartridge from the kit.
2. See Section 12, Procedure, including Section 12.1, Preparing the Specimen, Section 12.2, Preparing the Cartridge, and
Section 12.3, Starting the Test.
17 Limitations

Good laboratory practices and changing gloves between handling specimens are recommended to avoid contamination of
reagents.

Mutations or polymorphisms in primer or probe binding regions may affect detection of new or unknown HCV variants
resulting in a false negative result.

Xpert® HCV Viral Load 11
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18 Performance Characteristics
18.1  Limit of Detection
The limit of detection (LOD) of the HCV VL assay was determined by testing eight different dilutions prepared from a HCV
genotype 1 reference standard in HCV negative EDTA plasma and serum. The HCV genotype 1 material used in the LOD study
was the WHO 4th International standard, NIBSC code 06/102. The limit of detection was determined for three reagent lots and
a total of 72 or 73 replicates per concentration level were tested. One additional low concentration level was included for both
sample types after the first day of testing. The number of tested replicates for this level was thus smaller (49 in plasma and 53 in
serum). The evaluation was performed according to CLSI guideline E17-A2. The HCV RNA concentration that can be detected
with a positivity rate of greater than 95% was determined by Probit regression analysis and the results for the individual lots and
specimens are shown in Table 2. The maximum observed LOD with Probit analysis for HCV genotype 1 in EDTA plasma is 4.0
IU/mL (95% CI 2.8 — 5.2). The maximum observed LOD with Probit analysis for HCV genotype 1 in serum is 6.1 IU/mL (95%
Cl42-17.9).
Table 2. HCV VL LOD Estimates with Probit Regression and 95% Upper and Lower Confidence Intervals for
HCV Genotype 1 Specimens in Plasma and Serum per Kit Lot
LOD 95% 95% CI
Specimen Lot (lU/mL) (lU/mL)
1 3.3 24-42
WHO
2 4.0 27-52
(Plasma)
3 4.0 28-52
1 6.1 42-79
WHO
2 26 1.9-33
(Serum)
3 23 1.8-29
Hit rate analysis shows a positivity of > 95% at 6 IU/mL for the HCV genotype 1 material tested as shown in Table 3.
Table 3. HCV VL LOD for HCV Genotype 1 in EDTA Plasma and Serum
Concentration No. Positivity
Specimen (IU/mL) Replicates No. Positives Rate (%)
0.52 49 24 49
1 72 47 65
2 72 61 85
WHO 3 72 69 96
(Plasma) 4 72 67 93
6 72 7 99
8 73 73 100
10 72 72 100
0.52 53 21 40
1 73 47 64
2 73 64 88
WHO 3 72 69 96
(Serum) 4 73 71 97
6 72 7 99
8 72 70 97
10 72 72 100
a. 0.5 IU/mL was added day 2 due to the high positivity rate observed at 1 IU/mL after day 1
12 Xpert® HCV Viral Load
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In addition, dilutions of clinical specimens representing HCV genotype la, 2b, 3a, 4a, 5a and 6a in negative human EDTA
plasma were analyzed with one reagent lot and 24 replicates per concentration level. The assignment of the nominal
concentration of clinical specimens was determined by Abbott RealTime HCV™ assay. Hit rate analysis shows a positivity of
>95% for all genotypes at 10 IU/mL as shown in Table 4.

Table 4. HCV VL LOD Hit Rate Analysis for HCV Genotype 1 — 6 Specimens in EDTA Plasma

Lowest
Concentration
Level > 95% Hit
Genotype Rate (I1U/mL) Hit Rate (%)

1a 10 100
2b 4 100
3a 6 100
4a 4 100
5a 2 96
6a 4 96

18.2  Limit of Quantitation
The total analytical error (TAE) was calculated using estimates determined through analysis of data from LOD study (WHO
standard) and the Precision/Reproducibility study according to CLSI guideline E17-A2. The TAE for the dilutions that had an
observed concentration at or near the assay limit of detection 10 IU/mL (1.0 log;) are presented in Table 5. TAE was estimated
by two different methods.

Table 5. HCV VL TAE Analysis for Determination of LOQ

TAE?
Absolute TAEP
Specimen Concentration Bias + 2xSQRT
(Study) DLLot | N (Log10 IU/mL) Bias Total SD 2xSD (2)xSD
Expected Observed

DLA1 72 1.40 1.31 0.09 0.15 0.38 0.41

Acrometrix
. DL2 72 1.40 1.29 0.11 0.14 0.40 0.41

(Precision)
DL3 72 1.40 1.24 0.16 0.12 0.41 0.35
DLA1 72 1.00 0.92 0.08 0.22 0.52 0.62

Acrometrix
. DL2 72 1.00 0.82 0.18 0.18 0.54 0.51

(Precision)
DL3 72 1.00 0.75 0.25 0.19 0.63 0.54
DLA1 24 1.00 0.91 0.09 0.21 0.51 0.59

WHO, Plasma
(LOD) DL2 24 1.00 0.82 0.18 0.30 0.78 0.86
DL3 24 1.00 0.86 0.14 0.17 0.48 0.48
DLA1 24 1.00 0.96 0.04 0.13 0.30 0.37
WHO, Serum

(LOD) DL2 24 1.00 0.88 0.12 0.23 0.58 0.66
DL3 24 1.00 0.80 0.20 0.18 0.57 0.52

a. TAE calculated according to the Westgard model in CLSI EP17-A2 (Section 6.2)
b. TAE based upon the difference between two measurements approach

The results of the TAE analysis demonstrate that the HCV VL assay can determine 10 IU/mL (1.0 log;) with an acceptable
trueness and precision.

Xpert® HCV Viral Load 13
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18.3  Precision/Reproducibility
The precision/reproducibility of the HCV VL assay was determined by analysis of parallel dilutions of HCV reference materials
in HCV negative EDTA plasma. The nominal concentration of the reference material used was calibrated to the WHO 4th HCV
International Standard (06/102). The study was a two site, blinded, comparative study using a seven-member panel of HCV
reference material in HCV negative EDTA plasma with RNA concentrations that span the HCV VL assay quantitation range.
Two operators at each of the two study sites tested one panel of twenty-one samples once per day over six testing days per lot.
One site used an Infinity-80 instrument and the other site used GeneXpert Dx instruments. Three lots of HCV VL assay reagents
were used for the study. Precision/reproducibility was evaluated in accordance with “Evaluation of Precision Performance of
Clinical Chemistry Devices; Approved Guideline” CLSI document EP5-A2. The precision results for each regent lot are shown
in Table 6.

Table 6. HCV VL Precision per Lot

Expected HCV Total Precision per Lot

g::centration Lot 1 Lot 2 Lot3

logqg IU/mL SD cva SD cva SD cve
1.0 0.23 55.8% 0.18 44.2% 0.20 48.1%
14 0.15 35.1% 0.15 35.8% 0.13 29.6%
2.7 0.09 20.7% 0.09 20.6% 0.09 20.2%
4.2 0.07 16.4% 0.08 18.9% 0.07 15.3%
54 0.12 28.3% 0.09 19.9% 0.07 16.2%
6.9 0.13 31.8% 0.09 20.9% 0.07 17.0%
8.2 0.10 22.7% 0.10 23.7% 0.08 17.8%

a. “CV”is lognormal CV, as obtained using the formula:

CV(ofthe lognormal dist) = _, 108007 _ 4

The reproducibility and precision of the HCV VL assay was evaluated by using nested ANOVA with terms for Site/Instrument,
Lot, Day, Operator/Run and Within-Run. The standard deviation and the percentage of variability due to each component of the
log;o HCV transformed concentrations were calculated, see Table 7.

Table 7. Standard Deviation and Contributable Percentage of Variability for Each Term and Total Precision

HCV RNA
Concentration Contribution to Total Variance SD (CV%) Total Precision
log4o IU/mL
Site/Inst Lot Day Operator/ | Within- Total
Run Run
Lower Upper
Expected | Actual | N SD | (%) | SD (%)? SD | (%) | SD | (%)® | sSD (%)? sD cl cl cvP
1.0 0.83 216 | 0.03 | 1.8% | 0.08 132% | 0.04 | 35% | 0.00 | 0.0% | 0.19 | 81.6% | 0.21 0.18 0.25 51.7%
1.4 1.28 216 | 0.00 | 0.0% | 0.04 7.1% 0.00 | 0.0% | 0.00 | 0.0% | 0.14 | 92.9% | 0.14 0.13 0.16 34.1%
2.7 2.66 216 0.00 0.0% | 0.04 17.2% | 0.00 0.0% | 0.02 3.2% | 0.08 79.5% 0.09 0.08 0.11 221%
4.2 4.18 215 0.00 0.0% | 0.05 30.9% | 0.01 2.6% | 0.00 0.0% | 0.07 66.5% 0.09 0.07 0.12 20.6%
54 5.44 216 0.00 0.0% | 0.06 26.5% | 0.00 0.0% | 0.01 1.3% | 0.09 72.2% 0.1 0.09 0.14 25.8%
6.9 6.86 216 0.00 0.0% | 0.07 34.0% | 0.02 3.4% | 0.00 0.0% | 0.10 62.5% 0.13 0.10 0.17 29.8%
8.2 8.11 216 | 0.00 | 0.0% | 0.09 | 47.9% | 0.00 | 0.0% | 0.02 | 2.6% | 0.09 | 49.5% | 0.13 0.10 0.19 30.5%
a. (%) is contribution of variance component to overall lognormal CV
b. “CV”is lognormal CV, as obtained using the formula:
CV(ofthe lognormal dist)=_/ 10177 —1
14 Xpert® HCV Viral Load
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18.4 Linear Range and Inclusivity
The linear range of the HCV VL assay was determined by analysis of a twelve member panel covering a range from ~5 (0.75
logjp) to ~1 x 108 (8 log;) IU/mL. Panels were prepared by parallel dilutions of HCV reference material (Armored RNA®
genotype 1 and clinical specimen genotype 1) in HCV negative EDTA plasma and serum. The nominal concentration of the
reference material used was calibrated to the WHO 4th HCV International Standard (06/102). Each panel member was tested in
replicates of four on each of three testing days using two kit lots. Totally, 24 replicates per panel member and sample type were
tested. The linearity analysis was performed according to CLSI guideline EP06-A. The combined results for both lots are shown
in Figure 9 and Figure 10. The HCV VL assay is linear within a range 0.8-8.0 log;( [U/mL with a R? value of >0.997.

Linearity gt 1 plasma

y = 1.0055x + 0.0291
RF=0.9975 /“

[Y=]

[v:]

ol

=]

wn

o=

7]

ra

HOV VL Assay results (log,o IUfmL)

=

=]

=}
]
g

2.00 3.00 4.00 5.00 6.00 7.00 8.00 9.00

Nominal concentration (log10 IU/mL)

Figure 9. Linearity Genotype 1 in EDTA Plasma for the HCV VL Assay

Linearity gt 1 serum

s y = 09871x+0.0667
R*=0.997 /‘
7

HOV VL Assay results (log,o IU/mL)

0.00 1.00 2.00 3.00 4.00 5.00 6.00 7.00 8.00 9.00
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Figure 10. Linearity Genotype 1 in Serum for the HCV VL Assay
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18.5

To confirm the linear range and evaluate the inclusivity of the HCV VL assay, panels consisting of clinical specimens
representing HCV genotype 2 — 6 and Armored RNA® when available (genotypes 2 and 3 only) were prepared in negative
human EDTA plasma. 7 — 13 panel members per genotype covering as wide a range as possible, varying from ~ 0.9 — 6 log
IU/mL for genotype 5 to ~ 0.9 — 8.3 log; for genotype 3, were prepared and analyzed in replicates of four on each of three
testing days using two kit lots. For each genotype, 24 replicates per panel member were tested. The nominal concentrations of
the reference materials used were calibrated to the WHO 4th HCV International Standard (06/102). All genotypes responded
linearly with R? values ranging from 0.994 — 0.998.

Analytical Specificity (Exclusivity)

The analytical specificity of the HCV VL assay was evaluated by adding potentially cross-reacting organisms at 1 x 10° CFU/
mL, copies/mL or TCID5p/mL input concentration into HCV negative EDTA plasma and in plasma that contained ~25 IU/mL
HCV reference material (clinical specimen genotype 1). Tested organisms are listed in Table 8.

Table 8. Analytical Specificity Organisms

Human Immunodeficiency virus 1

Human Immunodeficiency virus 2

Human T-cell lymphotropic virus |

Human T-cell lymphotropic virus I

Candida albicans

Cytomegalovirus

Epstein-Barr virus

Hepatitis A virus

Hepatitis B virus

Herpes simplex virus 1

Herpes simplex virus 2

Human herpes virus 6

Human herpes virus 8

Varicella Zoster virus

BK Human polyoma virus

Banzi virus

Ilheus virus

West Nile virus

Zika virus

Human papilloma virus 16

Human papilloma virus 18

Staphylococcus epidermidis

Staphylococcus aureus

None of the tested organisms showed cross reactivity and all positive replicates resulted in concentrations of HCV RNA within
+ 0.5 log from a HCV positive control when tested using the HCV VL assay. In addition to the species listed in Table 8, Dengue
virus and vaccinia virus were analyzed in silico since material representing the viruses could not be obtained for testing. No
practical significant sequence similarity was found between the analyzed viruses and the primers and probes of the

Xpert HCV VL assay.
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18.6  Potentially Interfering Substances
The susceptibility of the HCV VL assay to interference by elevated levels of endogenous substances, by drugs prescribed to
HCV infected patients and by autoimmune disease markers was evaluated. HCV negative EDTA plasma and plasma that
contained ~25 TU/mL HCV reference material (clinical specimen genotype 1) were tested.

Elevated levels of the endogenous substances listed in Table 9 were shown not to interfere with the quantification of
the HCV VL assay or impact the assay specificity.

Table 9. Endogenous Substances and Concentration Tested

Substance Tested Concentration
Albumin 9 g/dL
Bilirubin 20 mg/dL
Hemoglobin 500 mg/dL
Human DNA 0.4 mg/dL
Triglycerides 3000 mg/dL

The drug components as presented in Table 10 were shown not to interfere with the quantification of the HCV VL assay or
impact the assay specificity when tested at three times peak level concentration in five drug pools.

Table 10. Drug Pools Tested

Pool Drugs
Control | N/A
1 Zidovudine, Saquinavir, Ritonavir, Interferon alfa-2b, Clarithromycin
2 Abacavir sulfate, Fosamperavir Calcium, Peginterferon 2b, Ribavirin
3 Tenofovir disoproxil fumarate, Lamivudine (3TC), Indinavir sulfate, Ganciclovir,

Valganciclovir HCI, Acyclovir

Stavudine (d4T), Efavirenz, Lopinavir, Enfuvirtide (T-20), Ciprofloxacin

Nevirapine, Nelfinavir mesylate, Azithromycin, Valacyclovir HCI

Testing of specimens from ten individuals per autoimmune disease marker shows no interference with the autoimmune disease
markers systemic lupus erythematosus (SLE), anti-nuclear antibody (ANA), or rheumatoid factor (RF) using the HCV VL assay.

18.7 Seroconversion Sensitivity
The sensitivity of the HCV VL Assay was evaluated by testing sequential plasma specimens from ten seroconversion panels
with a total of 59 panel members. Each seroconversion panel consisted of undiluted plasma specimens collected from a single
donor during development of HCV infection and subsequent immune response. The HCV VL assay detected HCV RNA in 51
out of 57 tested specimens with valid test result as compared to 21 of the 59 tested that were detected by at least one of the HCV
antibody tests (Abbott ARCHITECT HCV Ab, Abbott PRISM HCV Ab, Ortho® Ver. 3.0 ELISA HCV Ab, Ortho HCV 3.0
ELISA Test System with Enhanced SAVe, Ortho Vitros Eci, Siemens ADIVA Centaur). HCV RNA was detected by the HCV
VL Assay prior to antibody tests in nine seroconversion panels and at the same time point for one seroconversion panel. The
result is presented in Table 11.

Xpert® HCV Viral Load 17
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Table 11. Seroconversion Sensitivity of the HCV VL Assay

No. of Reactive Panel Days to First Reactive Days Between
Members Result First Reactive
No. of Result with Xpert
Specimens Days Xpert HCV Antibody | XpertHCV Antibody HCV VL and Any
Panel No in Panel Spanned VL (Ab) Test? VL (Ab) Test? Ab Test
PHV913 4 9 4 2 0P 7 7
PHV915 4 14 3¢ 2 5¢ 12 7
PHV920 9 35 9 7 0P 13 13
PHV922 6 17 5¢ 5 3¢ 3 0
PHV924 6 88 6 3 0P 59 59
PHV925 5 27 5 1 oP 27 27
PHV926 5 14 5 1 0P 14 14
PHV927 5 17 4 0 4 174 13
PHV928 9 50 7 0 29 504 21
PHV929 6 22 3 0 14 224 8

(9]

SAVe HCV Ab,Ortho Vitros Eci, Siemens ADIVA Centaur.

. All bleeds were detected with the Xpert HCV VL Assay.
. All test results of Xpert HCV VL is presented, first panel member caused an invalid test result.
. All bleeds were non-reactive for HCV Antibodies (based on vendor information). The last bleed day is used as “Days to First Reactive Result”

. Antibody test based on vendor data: Abbott ARCHITECT HCV Ab, Abbott PRISM HCV Ab, Ortho Ver. 3.0 ELISA HCV Ab, Ortho Enhanced

18
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18.8 Sample Collection Media Equivalence (EDTA, PPT-EDTA and Serum)
For each sample collection media (EDTA, PPT-EDTA and serum) specimens from 50 matched HCV positive individuals and 25
matched HCV negative specimens were collected and tested using one kit lot of the HCV VL assay.

As shown in Figure 11 and Figure 12 equivalent performance of the HCV VL assay was shown for EDTA plasma versus serum
samples and EDTA plasma versus PPT-EDTA plasma samples. All HCV positive specimens collected in serum or PPT-EDTA
plasma produced concentrations of HCV RNA within +0.5 log;y IU/mL of the HCV positive specimen collected in EDTA
plasma when tested using the HCV VL assay.

PPT EDTA vs K2 EDTA, HCV titer (log IU/mL)
8 .
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Figure 11. Scatterplot of Log IU/mL PPT-EDTA versus Log IU/mL EDTA

Serum vs K2 EDTA, HCV titer (log IU/mL)
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Figure 12. Scatterplot of Log IU/mL Serum versus Log IU/mL EDTA Plasma
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Performance Characteristics — Clinical Performance

Specificity

The specificity of the HCV VL assay was evaluated using 501 EDTA plasma specimens from HCV negative blood donors.
HCV RNA was not detected in any of the 501 specimens tested by the Xpert HCV VL assay demonstrating 100% specificity
(95% CI: 99.2-100.0).

Method Correlation

A multi-site study was conducted to evaluate the performance of the HCV VL assay relative to a comparator method using fresh
and frozen human plasma or serum specimens collected from HCV infected individuals. Of the 607 eligible specimens, each
from unique individuals, 408 (67.2%) were collected from male subjects. The average age was 50.2 + 13.2 years with an age
range of 21 to 86 years.

Of the 607 specimens, 389 were within the quantitation range of both assays including 23 specimens that were HCV non-1
genotypes (2, 2a, 2b, 2c, 3, 3a, 4 & 6) and one mixed genotype (HCV 1 & 6). The Deming regression shows very good
correlation between the HCV VL and the comparator method with a slope of 1.022 and intercept of 0.082. The R? was 0.986.

Xpert v. Comparator Method
Log IU/mL

DemingReg: y = 1.022x - 0,082

7 H

6 H R?=0.986

+

Xpert Value

+ LogXpert

A Non-1

No Bias Line —

m—DemReg Overall

——Linear (LogXpert)

0 1 2 3 4 5 6 7 8

Comparator Value

*HCV non-1 genotypes are represented as triangles. A single outlier was not included in the analysis.

Figure 13. Xpert v. Comparator Method
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Cepheid Headquarters Locations

Corporate Headquarters

Cepheid

904 Caribbean Drive
Sunnyvale, CA 94089
United States

Telephone: + 1 408 541 4191
Fax: + 1 408 541 4192
www.cepheid.com

Technical Assistance

Before contacting Cepheid Technical Support, collect the following information:

Product name
Lot number
Serial number of the instrument

Error messages (if any)

European Headquarters

Cepheid Europe SAS
Vira Solelh

81470 Maurens-Scopont
France

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

www.cepheidinternational.com

Software version and, if applicable, Computer Service Tag number

Contact Information

United States

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

France
Telephone: + 33 563 825 319
Email: support@cepheideurope.com

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

Catalog number

In vitro diagnostic medical device

EHE

Do not reuse
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Batch code

Caution

Manufacturer

Country of manufacture

Contains sufficient for <n> tests

CONTROL Control

[ aelep

Expiration date

N
m

CE marking — European Conformity

Temperature limitation

Biological risks

Warning

Authorized representative in Switzerland

@E@@ﬁ

Importer
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Cepheid AB
Roéntgenvagen 5
SE-171 54 Solna
Sweden

CH |REP

Cepheid Switzerland GmbH
Zurcherstrasse 66

Postfach 124, Thalwil
CH-8800

Switzerland

®

Cepheid Switzerland GmbH
Zurcherstrasse 66

Postfach 124, Thalwil
CH-8800

Switzerland

C €2797 IVD
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