YTBEPXJIAIO
Hupegxrop OO0 "JINJAKOP"
E.1IO. IN'oxryr

2023 r.

MAKET MAPKHPOBKH

«Habop koHTponbHBIX MaTepHaiioB «JIlnanab Amyp HBsAg Konrtpone» mns
KOHTPOJISA Ka4eCTBa KOJMYECTBEHHOTO ONpeAeiCHHS IOBEPXHOCTHOIO aHTHIeHa
Bupyca renatuta B (HBsAg) B chiBOpoTKe H 11a3Me KpOBH 4eJIOBEKa METOAOM

HMMYHOXEMHUIIOMHHecLeHTHOro aHanu3a (UXJIA) Ha aHanu3arope
aBTOMaTH4Y€CKOM HMMYHOXEMULIOMiHECLIEHTHOM «JInanab AMyp» s

JUardocTUkKH in vitrono TY 21.20.23 - 208-65614693-2022»

2023

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI



Habop KOHTPObHbLIX MaTepuanos c/linanad Amyp HBsAg
KOHTpONb» ANS KOHTPO/IA Ka4yecTBa KONIMYECTBEHHOTO
onpegeneHns NOBEPXHOCTHOrO aHTUreHa supyca renartmra

B (HBsAQ) BCbIBOpPOTKE 1 N1a3Me KPOBY HYe/10BEKA METOA0M
UMMYHOXeMWUIIOMUHecL,eHTHOro aHanusa (MXJ/1A) Ha aHanusatope
aBTOMAaTUYECKOM NMMYHOXEMUNOMUHECLEHTHOM «Jlngnad Amyp»
L8 AnarHocTukm in vitro noTY21.20.23 - 208-6561A693-202i2.

Homep 1 faTa permcTpaynoHHOro y0CTOBEPEHUS
PY No P3H XXXXXX0oT XX.XX.202X

mJ MecTo npon3BoAcTBa:
11 OO0 «/INOKOP», Poccus. 620033, CeepanoBckas ob6nacTb.

~ 1t EkaTepuHGypr, yn. KpacHogapckas, a. 15

M OO0 «JINOKOP», Poccus. 1A1981, MockoBckas 0611acTb,
A 1. [y6Ha yn. NMpubopocTtponTeneii. 3a

:
NTnpnaé Amyp
HBsAg KOHTpO/b

KOHTPO/bHbIN MaTepuasn, ypoBeHb 1, NON0XUTENbHbI

ingna6 Amyp
HBsSAg KOHTpO/1b

iLOTl 2023070112 1 0LL1.2025

nvakop
\YHLH\

KOHTpOnbHbIii MaTepran

NHaKTUBMpoBaH
| @ cI)REF CC863
LOT 20230701 LU 01.01.2025

Nnaonab Amyp
HBsSAg KoOHTpO/b

KOHTPONbHLIN MaTepnan, ypoBeHb 2, OTpULaTenbHbIi

nvuakKop

AL

KOHTpOnbHLIV MaTepuan

IREF

YHLOI

d101.07.2023
CC863

CocTaB nsgenvs

1 KOHTPO/IbHbI MaTepuas, ypoBeHs 1
NONOXWTENbHBIN - 2 hnakoHa
noZOMn;

Z KOHTPO/IbHbI MaTepuasl, ypoBEHb 2,
oTpuLaTesibHbIN - 2 onakoHa
no 2.0 mn;

3. VIHCTpYyKUMA NO NPUMEHEHUIO -1 WIT,;

A. AHanuTuyeckuii nacnopt-1 wr.

AHTUTENak BUY-1,2 v BUpycy
renatuta C OTCyTCTBYIOT

2,0 mn VHAKTVBMPOBAH
Jom CO® @ per cC863
N LOT| 20230701 |S 01.01.2025
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MakeT TPaHCMOPTHO MapKMPOBKU

Habop KOHTPOsbHbIX MaTepunanos «Jinanad Amyp
HBsAg KoHTponb» Ana KOHTPO/A KayecTBa Kosu-
YeCTBEHHOrO onpenesieHss NOBEPXHOCTHOIO aHTuU-
reHa Bupyca renatuta B (HBSAQ) B CbIBOPOTKE U
nnasMe KpoBu YesioBeka METOA0M MMMYHOXEMUIIO-
MUHecueHTHoro aHanusa (MX/1A) Ha aHanunsaTope
aBTOMaTUYEeCKOM MMMYHOXEMUMTOMUHECLLEHTHOM
«Jlnpnad Amyp» aona AnarHocTuku in vitro

no TY 21.20.23-208-65614693-2022

Tan

Proclin 300

[ns NnpodyeccUoHasIbHOIo NPUMEHEHMS

= OO0« IMOKOP», Poccus 620102, Ceepay/ioBckast 06/1acTb, ro. ropos,
Mi d 01.07.2023

ExarepuHbypr, r. EkatepuH6ypr, yn. Mocaackas, cTp. 23. odwmc 20A.

LOT 20230701 2 01.01.2025 ReEF CC863
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Bcero nNpoLwwHypoBaHo, MPOHYMepPOBaHO
N CKpenJieHo ne4vyatbio
.
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YTBEPXKJAIO
Jlupexrop

POTOIPA®PHYECKHE H30BPAXKEHHS OBIEIO BUJIA MEJHITHHCKOI'O
A3AEJHUA

«Habop koHTponbHbIX MaTepranos «Jlngmaé AMyp HBsAg KoHTpons» s KOHTpoIA
Ka4yecTBa KONWYECTBEHHOIO ONpeJie/ICHHA MOBEPXHOCTHOIO AHTHFEHA BUpPYca renaturta B
(HBsAg) B CHIBOpPOTKe H IUIa3Me KPOBH Y€JIOBEKa METOAOM
HMMYHOXEMUTIOMHHECHIeHTHOrO aHammsa (MIXJIA) na aHanu3aTOpe aBTOMAaTHUYECKOM
HMMYHOXEMHIIIOMUHECLICHTHOM «JInanaé AMyp» 1 AHarHOCTHKH in vitro mo TY
21.20.23 ~ 208-65614693-2022»

2023
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KoHTpons i MaTepBan, ypoBeHD 1, NOJOKHTEbHhH
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KonTtponbsiit Marepuan, ypobets 2, OTPRUATEbHEIIH
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Habop KOHTPONbHbIX MaTepuanos «Jngnaé Amyp HBsAg KOHTPOIb» Anst KOHTPONS KayecTBa KOSIMYECTBEHHOMO onpegesieHnsi MOBEPXHOCTHOINO aHTUreHa Bupyca renatuta B (HBsAQ) B
CbIBOPOTKE W M/1a3Me KpPOBU YenioBeKa MeTOAOM UMMYHOXeMUTIOMUHECLLEHTHOro aHanmsa (MXJ1A) Ha aHanu3aTope aBTOMaTnU4eCKOM MMMYHOXEMUTIOMUHECUEHTHOM «Jluanab Amyp» ans



nnana6

Habop KOHTpO/bHbIX MaTepuanoB «Jlnanad Amyp HBsAg KoHTponb» 4718 KOHTPONAS KavecTBa KO/IMYECTBEHHOIO ONpejeieHNs MOBEPXHOCTHOrO aHTUreHa Bupyca renatuta B (HBsAQ) B
CbIBOPOTKE M M/la3me KPOBU YesloBeKa METOA0OM MMMYHOXEMUTIOMUHeCLLeHTHOro aHanmsa (MXJ/1A) Ha aHannsaTope aBTOMaTUYEeCKOM MMMYHOXEMUTIOMUHECLLEHTHOM «Jlnanab Amyp» ons

@ 000 LUPMH [ INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU ANarHocTuKM in vitro no TY 21.20.23 -208-65614693-2022 (06bwnin Bug)



000 «TnaKO0 P»

nN1 Poccus. 6201CL2. CBeppgioBckas 061acTb, I. 0. ropos EkatepunHoypr,
r. Ekatepun6ypr, yn. MNocagckas, cTp. 23, ohuc204.
TenedoH: 8 800 S00 7128. leadcore.ru

Habop KOHTPO/IbHLIX MaTepnasnos «Jinanad Amyp HBsAS,
KOHTPOMb» ANA KOHTPO/1A KayecTBa KOJTMYeCTBEHHOTO
onpegeneHns NnOBEPXHOCTHOIO aHTUreHa supyca renaturta .; °
B (MBaApg) BCbleopoTMe 1 ns1a3Me KpOBUM Yesl0BeKa MeTo40M
MMMYHCXeMWUIKOMUHECLLEHTHOro aHanmnsa (IXJ1A) He ananuaatope*.
aBTOMaTU4YeCKOM MMMYHOXeMUIOMUMecoeMTMoM /gy Amyp)?;7,
ONa gnarHocTukm Invitro no TY21J20.23”

Homep n gate perucgammnoHmnoro ygooteeepenmne tf J\l__h

PV N*P3H >p<XX)0<oT»0O (X.20rX "f_

0O OCH a/IMMNKOP»,ppcens. 630033, Ceepaaoecksecbeect”
I.6katrepumbypr.y|uKpacHegapckaa. 16

00 «I'II/I,e OP»"PoBoue. 141061.M M
0o AAalHq:r» ib Mpn6oposlponsene<k 3a

Bug c6oky
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Ona npoeccnoHasibHOTo NpUMeHeHNA

[Jpyrasi cTopoHa Kopo6Ku
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TPaHCIIOPTHAA YIFAKOBKA




Bcero npoLHypoBaHo, NPoHYMepOBaHoO
U CKPEMNJIEHO MeYaTbio

I ( n.

HO. Toxryt/
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