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OOTOTPAPNYECKUME N3OBEPAXEHWA
MEOVNUMNHCKOIO M3AENNA
Habop peareHTOB AN KA4YeCTBEHHOrO onpejenieHnsa aHTuTen kK supycy renatnta 0 B
CbIBOPOTKe M nia3me kKpoBu yenoseka (Anti-HOV OLIA Microparticles (Anti-HOV)) Ha
aHanuMsatopax UMMYHOXEMUKMUHECLUEHTHbIX cepun AutoLumo

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM UCTILITAHUF # PETHCTPALIMH MELMLIMHCKUX U3REM



doTorpaduryeckoe nobpaxeHne Habopa peareHToB Anti-HCV CLIA Microparticles, chacoBka
50*2 TecTOB

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU CTtpaHuya 2 un3 22



doTorpaduyeckoe n3obpaxeHne Habopa peareHtoB Anti-HCV CLIA Microparticles, dpacoBka
50*2 TecToB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTtpaHuya 3 us 22



)JoTorpacumnyeckoe n3obpaxeHne Habopa peareHtoB Anti-HCV CLIA Microparticles, gpacoska 100
TEecToB

1S

CtpaHuua 4 n3 22
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oTorpadpmueckoe nsobpaxeHune Habopa peareHToB Anti-HCV CLIA Microparticles, cacoska 100
TecToB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTtpaHnuya 5 ns 22
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doTorpacunyeckoe n3obpaxeHne Hadbopa peareHToB Anti-HCV CLIA Microparticles, chacoBka
100*2 TecToOB

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTtpaHuua 7 uns 22



doTorpaduyeckoe n3obpaxeHne Habopa peareHToB Anti-HCV CLIA Microparticles, dpacoBka
100*5 TecTOB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHuuya 8 us 22



doTorpaguryeckoe nsobpaxeHme Habopa peareHtoB Anti-HCV CLIA Microparticles, thacoBka
100*5 TecToB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHuuya 9 uns 22



doTorpadumyeckoe nsobpaxeHne Habopa peareHtoB Anti-HCV CLIA Microparticles, dgpacoBka
100*5 TecTOB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHunuya 10 ns 22



doTorpamnyeckoe n3obpaxeHme kannbpartopos: Kanuébpatop HU3koro yposHa (Negative
Calibrator 1) n KannépaTtop Bbicokoro yposHsa (Positive Calibrator 1)

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHuuya N ns 22



doTorpadgmyeckoe nobpaxeHue kannbpartopos: Kanmbpartop HM3Koro yposHa (Negative
Calibrator 1) 1 Kanunbpatop Bbicokoro ypoBHsa (Positive Calibrator 1)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CtpaHuuya 12 n3 22



doTorpaguyeckoe n3obpaxeHne KOHTPOIen:
KoHTponb HM3KOro ypoBHsa (Quality control 1) n KoHTponb BbicOKOro ypoBHsa (Quality control 2)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
CtpaHwnuya 13 n3 22



doTorpacnyeckoe n3obpaxeHne KOHTpPoONen:
KoHTponb HM3Koro yposHa (Quality control 1) n KoHTponb BbicOKOro ypoBHA (Quality control 2)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpanuya 14 us 22



doTorpaduyeckoe n3obpaxeHne KOHTponewu;
KoHTponb Hu3koro yposHa (Quality control 1) n KoHTposib BbicOKOTo ypoBHA (Quality control 2)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
CtpaHnuya 15 us 22
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doTorpaguueckoe nlobpaxeHue KapTpuaxei
BapuaHT kapTpugxa Ne 2

»
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& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
CtpaHuuya 17 ns 22
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Habop peareHTOB A1 KAYeCTBEHHOTO onpeAeneHns aHTuTen K supycy renatuta C B
CbIBOPOTKE M nnasmMe Kposu yenoseka (Anti-HCV CLIA Microparticles (Anti-HCV)) Ha

aHannsatopax UMMYHOXEMUNIOMUHECLLEHTHbIX cepun AutoLumo

BapuaHT ncnonHexus; ®acoska 50'2 tectoB

1.0cHOBHOW peareHT Anti-HCV:

- PactBop mukpouactuy (Microparticles Solution), 1.2 mn - 2 wr.
- ®epMeHTHbIN KoHblOraT (Enzyme Conjugate), 5,5 mna - 2 wr.
- PazbaButens o6pasya (Sample Diluent), 5,5 mn - 2 wr.

2 .Kanubpatop Huskoro ypoBHs (Negative Calibrator 1) - 1 wr.
3.Kannbpatop Bbicokoro yposHs (Positive Calibrator 1) - 1 wr.
4 .KoHTponb HM3Koro ypoBHsa (Quality Control 1) -1 wr.
5.KOHTpOob BbiCOKOro ypoBHA (Quality Control 2) - 1 wT.

6 ./IHCTPYKUMA NO NPUMEHeHUIo - 1 WrT.

7.BKnagblw CO WTPUX-KOAOM ANA KannmbpaTopos -1 LWT.
8.BKafbll CO WTPUX-KOLOM ANS KOHTponen - LwT.

PeructpaunoHHoe ygoctoBepeHue; No P3H 202X/ XXXXX o1 XXJCXICXXX

TonbKo ANA NpodeccnoHanbHOro Ucrnosib3oBaHusA
AHTuTENa KBWY 1, 2 0TCYTCTBYIOT

YNONHOMOYEHHbI NpeacTaBuTeNb NPOU3BOANTENSA Ha
TeppuTopumn Poccuiickoin depepaynn:

000 «AsnaMepgKoHcanT»
109004. r. MockBa, aH. Tep. I. MyHULMNasbHbIA OKpyr
TaraHckuit, yn. A ComxeHuubiHa, 4. 27. at/nom/kom 1/111/10

Hk6oppeorentoeansikayeCrMHHOTOONpPBAE/BHUSAAHTMTEeIKeMpycyrerwnraCBcbiMpoTKe
«@nnasm kpoenyenomka (Aotl-HCV CLIA Microparticle» (Anti-HCV)) Ha aHann3aTopax
MMMYyHOXeTnieMumecyaHTMbIK cepun AutoLumo
BapuaHT ucnonHexnus: ®acoske 100 TecToB
tOcmoamoii pearant Ann-HCV:
- Paetaop mukpouacTuy (Microparticie» Sotutlon), 2.3 mn-1 wr.
* ®epMeHTHbIN KoubloraT (Enzyme Conjugate). 11.0 m n-1un.
« Pasbaautens o6pasua (Sample Oluant). 11.0 mn-1 wr.
r.Kann6partop Huskoro ypoaHs (Negative CelBretor 1)-1 wrt.
3.kanubpatop BbICOKOro ypoBHs (Poative Calibrator 1)-1 wr.
4.KoHTponibHM3Ho®ypoBHA (O ualtyControil)-1 un.
3.Koutpons Bbicokoro yposHsa (OwBty Control 2) -1 wr.
B.Mnop)n(umano rxmueHeHune -1 wun.
[.Bknagbiw CO WTPUX-KCAOM AN5 KBANGPBTOPOB -1 WT.
B.BKnagbill co WTPUX-KOAOM ANA KOHTpONei -1 wr.
PerHcTpBunoHHoe ygocToBepeH ne: Hi P3H 202X/XXXXX 0T XX. XXXXXX

Tonbko Ans MNpodeccMoHaIbHOro UCMO/b30BaHNsA
AHTuTEne XBUY 1.2o0TeyTcTeyloT

YN0NMOMOHEHNbIANPesCTEeBUTENbNPONIEOANTENA NBTEPPUTOPUIT Poccuiickoil ®eaepayun:

000 «A3vsiMegKoHcant»

109004. rMookaa. aH. Tap. r. MyHuuunanbHblii 0Ny
Taramccuii. yn. A. Conkenuubiva. 4. 27. at/nom/kom 1411/10
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Anti-HCV CLIA Microparticles

REF cwmcosos LOT n
AutoLunno Anti-HCV Calibrators 750*2 TCX
Quality Control
IVD _ . . (o)
Microparticles Solution
H317.H412

Enzyme Conjugate .
For professional use only

Sample Diluent
AUTOBIO DIAGNOSTICS CO., LTD.

Anti-HCV CLIA Microparticles

REEF CMC0602 LOT d S

IVD

rc
AutoLumo Anti-HCVCalibrators
Quality Control
Microparticles Solution
Enzyme Conjugate H317,H412
Sample Diluent For professional use Only

AUTOBIO DIAGNOSTICS CO,, LTD.
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g=o xo-dw:

Ha6op peareHTOB AN151 KAYECTBEHHOrO oNpeAeneHns aHTUTeN KBKUPYCy renatura
C 8 cbiBOpoTKe 1 nna3me KpoBu yenoseka (Anti-HCV CLIAMicropartides (Anti-HCV))

Ha aHa/n3aTopax UMMYHOXEMUTIOMUHECLEHTHbIX cepumnAutoLumo
BapuaHT ncnonHeHna: ®acoska 100*21ecTOoB

1.0cHOBHOI1 peareHT Anii-HCV:

* PactBop mukpouactuy (Microparticles Solution),2,3 ma - 2 wr.
* depmeHTHbIN KOHblOTaT (Enzyme Conjugate), 11.0 mn - 2 wr.
* PaszbaButenb o6pasua (Sample Diluent), 11,0 mn - 2 wr.
2.Kannbpatop Hu3koro yposHs (Negative Calibrator 1)* 1 wr.
3.KannbpaTop Bbicokoro ypoBHs (Positive Calibrator 1) - 1 wr.
4 .KOHTponb HU3Koro ypoBHA (Quality Control 1) » 1wrT.
6.KoHTposb BbicoKkoro ypoBHA (Qudity Control 2) - 1 wT.
B.IHCTPYKLMA NO NMPUMEHEHMUIO -1 LWT.

7.Bknagpbilw co WTPUX-KOAOM AN KannépaTtopos - 1 wr.
B.Bknagbilw CO WTPUX-KOAOM ANS KOHTpoOnen - 1wrT.

PernctpaynoHHoe ygoctoBepeHne:NeP3H202X/XXXXX oT XX. XX . XXXX

TonbkKo ANd npogeccCUOHanbHOro NCNob30BaHNA
AHTuUTena Kk BUY 1. 2 oTcyTCTBYIOT

YNONHOMOUYEHHbI NpeACcTaBUTENIb NPOU3BOAUTENSA HA
Tepputopuu Poccuiickoii ®egepaynu:

000 «AanaMepgKoHcanT»
109004, r. MockBa, BH. TeP. I. MyHULMNANbHbI OKPYT
TaraHcknit, yn. A. ComkeHuubiHa, 4. 27. at/nom/kom 1/11/10

Habop peareHTOB A1 KAYECTEEHHOTO ONpeAeneHns aHTuTen Kk supycy renatnta C s
CbIBOPOTKE 1 nnasme xposu yenoseka (Anti-HCV CLIAM)croparticles(*ti-HCV))He
aHanusatopax MMMYHOXEMUMOMUHECLLEHTULIX CEPUNAKIOLNTO

BapuaHT ncnonHeHua: ®acoska 100*5 tectos

1.0OcHOBHOI peareHT Anti-HCV;

» PactBop MukpoyacTuy (Microparticles Solution),2.3 mn - 5 wm.
» depMeHTHbIN KoHblorat (Enzyme Conjugate), 11,0 mi1-5 wr.
- Pasbasutens obpa3sua (Sample Diluent), 11.0 mn - 5 wr.
2.Kanunbpatop Huzkoro ypoBHs (Negative Calibrator 1) -1 wm.
3.Kanmbparop Bbicokoro yposHs (Positive Calibrator 1) -1 wr.
4.KoHTponb Hu3Koro ypoBHS (Quality Control 1) -1 wi.
6.KoHTponb Bbicokoro ypoBHs (Quality Control 2)- 1 wm.
B./IHCTPYKLMA MO NPUMEHEHMIO -1 LT,

7.Bknagpbli co WTPUX-KOAOM AN1S1 KanmbpaTopos - 1 wi.
8.BknafblLL CO LUTPUX-KOAOM A1 KOHTPONeR - 1w,

PerHcTtpaymoHmoe ygoctoBepeHune: No P3H 202X/ XXXXX oT XX. XX. XXXX
Tonbko ana I'IpOCbeCCI/IOHaJ'IbHOFO MCMNoNb30BaHUs

AnTuTEna K BUY 1,2 otcyTcTeyoT

YnonmouoUyeHHbliinpeacTeenTens NPOM3eoanTens He

TeppuTtopun Poccuiickoit degepauum:

000 «AsnaMepgKoHcant»

109004, r. MockBa, BH. TEP. I. MYHULMNANbHbIA OKPYT

TaraHckuit, yn. A. ComxeHuublHa, a. 27. 3t/nom/Kom 1/111/10
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Anti-HCV CLIA Microparticles

CMCO0603 LOT

8X
AutoLumo Anti-HCV Calibrators V

- 2X
Quality Control 100-2 X
Microparticles Solution
Enzyme Conjugate
H317.H412

Sample Diluent
For professional use only

AUTOBIO DIAGNOSTICS CO.,LTD.

Anti-HCV CLIA Microparticles

REF cmcoso04

AutoLumo Anti-HCVCalibrators

Quality Control
IVD

Microparticles Solution

Enzyme Conjugate
H317.H412
Sample Diluent
For professional use only

AUTOBIO DIAGNOSTICS CO., LTD.
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MakeT MapKupoBKKM Kanubpatopa HU3kKoro ypoBHsa (Negative Calibrator 1) 1 kanuépatopa
BblCOKOTo ypoBHA (Positive Calibrator 1)

Negative Calibrator 1

VoM.OmL

8-C
Anti-HCV j‘I
AUTOBIO DIAGNOSTICS CO, LTD. 2X
Positive Calibrator 1
Vol: 1.0mL
8°C

/m

Anti-HCV 4
AUTOBIO DIAGNOSTICS CO., LTD. rc¢

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
CtpaHunua 20 u3 22



/lapkeT MapKUPOBKN KOHTPOJIA HU3KOTO U BblCOKOTO ypoBHA (Quality Control 1 n Quality Control
2)

Quality Control 1

Vol: 1.0mL

O

Anti-HCV 4
AUTOBIO DIAGNOSTICS CO., LTD. 'c¢

Quality Control 2

Voh!l.OmL

8°C

/m

Anti-HCV 4
AUTOBIO DIAGNOSTICS CO., LTD.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHnua 21 u3 22



MapKeT MapKMpOBKM OCHOBHOIO peareHTa Ana BapuaHTa UcnosHeHus: acoBka 50*2 TecToB

<> Anti-HCV
1. Microparticles Soiution 1.2mL

2. Enzyme Conjugate 5.5mL
3. Sample Diluent 5.5mL

IVD

AUTOBIO DIAGNOSTICS CO., UD.

MapkeT MapKMpPOBKM OCHOBHOTO peareHTa A4 BapuaHTOB ucnosiHeHna: ®acoska 100 TecTOB,
dacoBka 100*2 TecTtoB, ®acoBka 100*5 TecToB

b Anti-HCV
1. Microparticles Solution 2.3mL

2. Enzyme Conjugate 11 .0mL
3. Sample Diluent 11.0mL

[*8 » C

2 “c A

IVD

AUTOBIO diagnostics CO., LTD.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CTpaHuua 22 us 22



MpOHYMEPOBAHO, NMPOLINTO U
CKpPEenJieHo nevaTblo Ha

r {OI'I\F\(; K

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



