YTBEPXIAIO

Aupexrop

MAKET MAPKHUPOBKH

«Habop pearenroB «JIunna6 Amyp BII-2 IgG» ans kKa4ecTBEHHOro onpee/ieHUs
uMMyHorno6ynnHoB kiacca G (IgG) k Bupycy mpocroro repreca 2 tuna (BITT-2)
B CHIBOPOTKE H I11a3Me KPOBH 4€I0BEKa METOJIOM HMMYHOXEMHJIIOMHHECLIEHTHOI'O
aHanu3a (UXJIA) Ha aHaiM3aTOpe aBTOMaTHYECKOM
HMMYHOXEMHUTIOMHHECLIEHTHOM «JInmnab AMyp» 11 AMarHOCTHKH in vitro mo TY

21.20.23-261-65614693-2022»

2023

3NEKTPOHHAS KONHA 0POPMAIEHA LIEHTPOM HCMIbITAHI W PETMCTPALIMI MERHLMHCKUX H3ENHIA



SNAKOP
Nugnad Amyp BrT-21gG

KanmﬁpaTop nHakTmblpoeaH

meic
now (’\)C a<$>0o
10mn LOT 20220801

5  01.07.2023
REF C88038G

nnakKop

]'||/|'£|' Kop FBbI,!u,na6Amyp BIrT-21gG
ingnaé Amyp Nvanaé Amyp
BMr-2 IgG

BMr-2 1gG
Mapon3onsaumnoHHbie
D® KPbILWKK “ 4 WrT.
35mn | 6,5mn | 6,5mrT| r&
RLULuoLLI,u_\Rch 1YP *uso

LOTm 20220801
S 01.072023
LOT 20220801 L 01.07.2023 REF C88038G

BCQA

LOT 20220801 EXP01.07.2023
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Ha6oppearskToB «/IMAna6AMypBfV>2igO»Am
wecneHHOro onpeoanetw* um*yHornobyysetoa
knaccaG (igG) k BupycyfvocTororepneca2 wna
(BIT-2) aeblaopoT» MNNaw e KPOBM YenoBeka
MeTMOM WHMYHOKEMUTIOHUHECUAHTMOTO aHaIn3a
(MXNA)HaaHanmsaTope aBTOMaTU4ECKOM
N«4MYMOXBMUTIOMUHECLLEHTHOM «JTnana6”bl ~ ans
AnarHocTukm invttrono TY 21.20.23'281-85814(693-
2022.Habop peareHToB Ha 100 TecToa. AHTUTeNa kK
BWY-1.2 n Bupycy renatutaC n"BSAg OTCYTCTBYIOT.
Howvep npaata pernetpayHoun«ioroypocroeepeilis
PY Ng XXXX/XXXX 0T XXJOCXXXX

MecTe Iy en»aoAcTaB:
|-| 00O «/IMOKOP*. Poccus, EI0033. Cespuutosckas
~  obnacTb, r. EkatepuH6ypr, yn. KpacHogapckaii. g, 1$

rn OO0 <rMAKOP>. Poccus. 141981 MOCKoecKasi 06/1acTb.

r.[ly6Ha, yn.Mpu6opocTpounTeneii. 3a

r

Hab6op peareHtoB «/lugna6/blyp BMr-21gG> ans
KayecTBeM!l0ro onpeoTnenns HMMyHornobynum!ioa
knacca6 (IgG) k Bupycy rcproctororapnaca?2 tuna
(BfF-2) acbiBOpOTKa 1 niasmMme KPOBU HeslOBEKA
MEeTOLW M UMMYHOXEMU/IO MUHECLLEKTUOTO aHansa
(UXNA)HaaHanmsaTope aBTOMaTU4YeCKOM

HiHfyi 10BBa>m»tounle lacueirrHom «/lngnaé AMyp> ans
wTarHocTuku FOvitronoTY 21.20.23-261-6561A693-
2022.Ha6op pearekroB Ha200 TacToa. AHTUTENA K
a”-1.2 neupycyrenatntaC nHBSAgOTCYTCTBYIOT.

1lomap 1 jaTa perncTpaLLo HUOTo y40CTOBEPaHNS
PY  XXXX/XXXX 0T XXXCXXXX

MecTe nposieacocTBe:
p -] OO0 </1LLKOP>. Poccun. 620033. caepanoeckes
" obnacTb, r. Ekate puHbypr, ysi. KpecHogapckesi. 4, 15

m  OOO « IMOKOP». Poccus, 141981. Mockoeckasi 061acTb.

~  r1.0y6Ha, yn. Mpu6opoctpouTteneii. 3a
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Nngnad Amyp
BMr-2 igG

Ha6op peareHToB Ha 100 TecToB

ivDiWioo cm <$>h

Nngnab Amyp
BMr-2 igG

Hab6op peareHtoB Ha 200 TecToB

rfloi.07.2022
1i0T( 2022(380118] 0i.07.2023 |AElI CB8038G

rfl01.07.2022
iLOTI 20220801 w, 01.072023 IREFj C88038G

CocraB nsgenus

1 KapTpuax (B cocTasa: peareHT
napamarHuTHbIX M«gx>4ecT»«j (P1).
3.5 Mnlyn.: peareHT MeyeHbIX aHTUuTen
(R2).6.5 kNelyn.; peareHT N5 pasBeoaHns
o6pasuoB (R3).6.5 mnlyn.) >2 wr;

2 K«m6patop 1(CALL).10 mn/conekoH -1 wr.:

3.Kanun6patop 2 (CAL2).tO mn/chnakoH -1 wT.:

A.T1apon30MANNOHHbBIE KPbILIKN - 8 LWT.:

5. IHCTPYKLMS MO NPUMEHEHNIO -1 Wr.:

6. AHa/IMTUYeCKUit NnacnopT -1 wT.

CocrtaB nsgenus

1. KapTpupx (acocrtaae; peereHt
napamarHuTHbIX Mukpoyactumy, (R1).
3.5 Mnlya:peareHT MeYeHbIXaHTUTEN
(R2).6.5 mnlyn.:peareHT ans p838eae»«*a
o6pasuos (R3).6.5malyn.)>AwT:

2 Kanué6patop 1(CAU). 10 mn/chnakoH- 2 WwT.;

3. Kann6patop2 (OM~). 1.0 mn/chnakoH - 2 wT.:

A.M™MON30NALMOHHbIe KMikukm -1 6 WT.:

5. IHCTPYKLMSi NO MPUMEHEHWIO -1 WT.:

6. AHanuTUYeckunii nacnopT -1 wT.



HaGop pearakTto* «/InAnaéAmyp6Mr2146> wra
Kamac raa«»< Ky onpaaana»ys UMMyHorsiobysimmoe
knaccaG (IgG) k Bupycy npoctororapnaca2trta
(BMr*2) acblBOpPOTKe 1 Ns1a3Ma KPOBU Yasoaaka
METO/,0M H»«MyMOXamMm/llomMultacuoirrHoro ana/aoa
(UXNA) HaaHanusaTope arTfomaTMackom

ia<Myi KXKBMWTtOMULtacuaiithom «/lngnaé Amyp» ans
AnarHocTukm invitronoTY 21.20.23°281'8561 /893"
2022.Habop peareHTOoB Ha500 TecToB. AHTUTENakK
BWY-1.2 nBupycy rerrsTktaC n HBSAQ OTCYTCTBYIOT.

Homep u gata parvc rpaumo<sloro ygoctoBepeHus
PY N XXXX/XXXX 0T XXJ0(J000<

MecTo NpouBBOACTBB:
|-] OO0 «/MOKOP». Poccus. 620033. CBepgioBckast
~ obnacTb, r. EkaTep/6ypr. yn. KpacHogapckas, i 1S

|~1 OO0 «LLIOKOP*. Poccusi. 1A1961. MockoBcKast 06/1acTb.

~ 1. [ly6Ha, yn.Mpu6opocTpouTteneit. 3a

Ha6op peareHtoB c/luanaé Amyp BMNr-21gG» ansa

K* IBCTBBIMIOTO ONpajBnB!aw HMUYHOr06yN1B 0B
knaccaQ (IgG) kBl ycy rrtoctororepneca 2 tuna
(BMT-2) BCbIBOPOTKE U N1a3mMe KPOBU YenoBeka
MeTO0M MMMYHOXEMU/IO MHHeCL,e» ITHOTo aHaIn3a
(UXNA)Haananmna8T (N aBTOMATMUYECKOM
18V»y»oKe»|[HAOMHHE CLLeHTHOM «/THXLab AMyp» ans
AnarHocTukm LWvitrono TY 21.20.23-2B1'85614643-
2022.Ha6op peareHToB Ha 1000 TecToB. AHTUTENAaK
BWNY-1.2n Bupycy renatutaC nHBSAg OTCYTCTBYIOT.

Homep npaate peructpeunOletoro ygoctoespe Mus
PYN* XXXX« XXX 0T XXJOtXXXX

MecTo npoussozcTBe:

1-1 OO0 «JINAKOP». Pocoto. 620033. Ceepa/ioBckas

~  obnacTb, r. EkatepuHbypr, yn. Kpaotogapckas. 4 15

m OO0 «/IM0COP». Poccus. 141981 MockoBckas 061acTb.
~  1r.X)y6HB.yn. Mpu6opocTtpounTeneii. 3a
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Nnanaé Amyp \rT n\

BMr-2 igG

Ha6op peareHToB Ha 500 TecToB
di01.07.2022

ILOTI 20220801 w, 01.07.2023 |REF| C88038G

Nnaonab Amyp YHLOI
BMr-2 IgG

Ha6op peareHToB Ha 1000 TecToB
-1"EB75"1000[L <$>0 di01.07.2022

[LOTI 2022Q80112} 01.07.2023 iR ffl C88038G

Cocras n3genus

LKMnpupax (BcocTaBe: paBrekT
napamMmBrUKTHbIX MMcpoyacTu, (R1).
3.5 MAnlyn.; peBreMt MeyaHbaaHTuTenN
(R2).6.$mn/ya: peareHT ArTpazaeaBM«s
o6pasyos (R3).6.5 mnlyn.) - 10wT;

2.Kanun6patop 1(CM.1). 10 wun”nakobl - SWT.;
3.Kanu6patop 2 (CAL2), 10 mn/conakon - SwT.:

A.Tapon30naLMOHHbIE KPpbIVXKU - 40 WT.;
5. MHCTpyu»«s NO rpUMe»oHO* 1wT,;

6. AHannTnyecto4ii naeTopT -1 WT.

CocraB nsgenus

LK >Tpuax (B cocTaBe; peareHT
napamarHuTHbIX »««cpoyacTuy (R1).
3,5Mn/yn.: peareHT MeueHbIXaHTUTeN
(R2). B.5SMn/ya;pBareHTxx1s passefeHns
o6pasyos (R3),6.5 »vilyn.) - 20 wT;

2.Kanun6patop 1(CAU).10 mn~naHoH * 10art;

3. Kanubpatop 2 (CM.2). 10 MAM™MIOKOH - 1O WwT.:

4.MMapon30nAWIOHHbIE KpblLei - AOWT.:

5./IHCTpyneTsa nNo NnpuMeHeHoo " 1wT.:

6. AHaNUTUYECX NI Naoko pT -1 WT.
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MakeT TPaHCNOPTHOI MapK1POBKY

Habop peareHToB «/lugnaé Amyp BIMIr-2 IgG»
[ONS Ka4ecTBEHHOro onpejeneHns MMMYHOrNo-
6ynmHoB knacca G (IgG) K Bupycy npocToro re-

_ prneca 2 Tvna (BMI-2) B cbIBOPOTKe 1 nnasme
KPOBM 4enoBeKa MeToA0M UMMYHOXEMU/TIOMM-
HecueHTHOro aHanmsa (MX/1A) Ha aHannsaTope

aBTOMaTM4YECKOM MMMYHOXEMWUIIOMUHECLLEHTHOM
«Jlngnad AmMyp» Ana guarHoctTmku in vitro
no TY 21.20.23-261-65614693-2022

[15 npoheccMoHaibHOrO MPYMEHEHUS

s QR e —— 01.07.2022
LOT 20220801 01.07.2023 REF  C88038G
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Bcero npoLUHypoBaHo, NPoHyMepoBaHo
W CKPEN/IeHO Nnevarbio

( _n.
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YTBEPXOAKO

AunpekTop
-,c.A"NInNpapKOP™
omBero®
T
.Foxryr
n 2023 .

POTOIMPAPNYHECKNME N3OBPAXXEHWA OBLWWEIO BUOAA MEANUMNHCKOI O N3AEJTNA

«Habop peareHToB «J/lngnad Amyp BIIr-2 1gG» ans Ka4eCTBEHHOro onpegeneHns uMmyHornobynmHos knacca G (IgG) K
BMpYCY npocToro repneca 2 tuna (BIMNIM-2) B CbIBOPOTKe M Nia3Me KPOBM YenioBeka METOLOM UMMYHOXEMUTKOMUHECLEHTHOTO
aHanmsa (MXJ1A) Ha aHann3aTope aBTOMaTUYECKOM MMMYHOXEMUTIOMUHECLEHTHOM «Jlnanad AMyp» 418 ANAarHOCTUKK in Vitro

no TY 21.20.23-261-65614693-2022»

2023
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BMIr-2 IgG e

1 3
35mn 165wn 165w | 1 ’e
R D r B r BI'. "N ®1 ><1»

LOTI 20708011 s 101.07715

KapTpumk (B cocTaBe: PeareHT napaMarHUTHbIX MyKpodacTumy, (R1) 3,5 mn/yn., PeareHT MedeHbIx aHTUTeN (R2) 6,5 mnlyn., PeareHT ans passefeHuns obpasuos (R3) 6,5 mn/yn.)
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< 000 UMPMI (&) INFO@CIRMIRU € WWW GOSZDRAVNADZOR RU Kambpatop 1(CALI)



& 000 LWHPMI (&) INFO@CIRMIRU € WWW.GOSZDRAVNADZOR RU Kanubpatop 2 (CAL2)



nnana6

Nvnaonab Amyp G
B rl r'2 |g G napemarmmwmmpaf»?csvr:vvul(ru)
Ha6op peareHToB Ha 100 TecToB S.5MN/yn.. pMramMT MeueHbIX«HTUTeA

Z%ﬁﬁéﬁ(fﬁm(’&ﬁﬁamm

Kenuspetop2(CA12). 1.0MA/dnmMOH- Ju r;

«ABZQ'AmM Cp [0) [[:D[O](Mrm\ 5 EDMUWKM - + WT

1WT1 20220801 13 <0107.2023 tWCFI CesOABO } B AmenmTuu*e»«iinsenopr-1un

Habop peareHToB Ha 100 TecToB
& 000 LPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU



CXX>«JTINAKOP»

m/1 Poccus, 620102, CBepaoBckas 061acTb, I.0.ropog EkatBpuH6A)r.
r.EkatepuH6ypr, yn.Mocagckas, cTp. 23. odpnuc 204.
TenecpoH: 8800 500 7128. leadcore.ru

Hab6op peareHToB «/lugnaé Amyp Bri¥~>21a8>an1
Ka4eCTBEHHOTrO onpeAeneHnss UMMYHOI06yIMHoe
knacca Q (igQ) kK BMpycy npocToro repneca 2tuna
(enr-2) BcbiBOpOTKa W Naa3Me KpOBU YesloBeEKa
MeToA0M UMMynoxeMunom>elBcLe*rrHoro aHannse
(MXNA) HaaHanusaTope aBTOMaTN4yeCKOM

nMmmylio ke»allionunllecyBlTt10Mm «/lngnad Amyp» gse '
AVarHocTuKN W vitro noTY 21.20.23~2B1*86BM BB3>
2022.HB6oppearentoBHa too TecToB. AMIuTenek
BWY-12mBupyeyrenatutaCuHiis*oorc.ytctayor.

Homep npaata perHOTpBMHBIaioro ynuBTBBBp BiiiM
PY N*2XXHOC/XXXX 0 T XKIOCXXXX

r™ O JIIOKOP*. PBCCva. eae oLl , CaBasBBeCKBa

iV
. oet veseEsRLEeN

Ha6op peareHToB Ha 100 TecToB (Apyras CTOPOHa KOPOOKW)
& 000 LIUPMM 2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



N\ T y

Ha6op peareHToB Ha 100 TeCTOB (Apyras CTOpOHa KOPOOKM)
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Nnupna6 AmMyp YHEOY  cocras uapenus,

B rl r = 2 |g G I AYAS
Ha6op peareHToB Ha 200 TecToB mm‘m@o '\Y[I\-lqlg

dpmc’\EFﬂaHO«
o6pee|v| (P3). 0.5 N<WeU !

2. Kanvbparopijgau i
XKanm6proapﬂ,CC,£l,v|» VQIHDAIQL 'i5
20c3a <$> q_’) 41

2022060115 | QLQ7.2023 IrF Igdiggdttl  hemetlveel

Hab6op peareHToB Ha 200 TecToB
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oril

Habop peareHToB Ha 500 TecToB
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Ha6op peareHToB Ha 1000 TecToB

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Habop peareHToB Ha 1000 TecToB (apyras CTOPOHa KOPOOKM)
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BapuaHTbl ncnonHeHnsa: Habop peareHToB Ha 100 TecToB; Habop peareHToB Ha 200 TecToB; Habop peareHToB Ha 500 TecToB; Habop peareHToB Ha 1000 TecToB
& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Mapon3onauUMOHHbIE KPbILIKK - 8 WT.
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TpascnopTHad Tapa
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Bcero npoLuHypoBaHo, NPOHYMepOBaHO
N CKPENJIEHO NneYyaTbio
n n

HO. FoxryTt/
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