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MAKET MAPKHPOBKH

«Ha6op pearentos «Jluana6 Amyp LIMB IgM» ans kauecTBEHHOro onpeaeeHHs HMMYHOTI00YTHHOB
knacca M (IgM) k uuromeranosupycy (LIMB, CMV) B cbiBOpOTKe H M/1a3Me KPOBH Y€N0BEKA METOAOM
HMMYHOXEMHJIIOMHHECUEHTHOro aHanu3a (MXJIA) Ha aHanu3aTope aBTOMaTHYECKOM
MMMYHOXEMHJIIOMHHECLIEHTHOM «JIHanab Amyp» s aMarHocTHkH in vitro no TY 21.20.23-258-
65614693-2022»

2023

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH MELMLIMHCKUX U3REM



Hab6op peareHToB «/lIngnad Amyp LIM8 tgM» ans
Ka4yec TBEHHOTOo onpeaeieHnss UHMYHOrN06y/TMHOB
knaccaH (tgM) k yumtomeranosupycy (L™e.

CMV) B CbIBOPOTKE M N1a3Me KPOBU YesTl0BeKa
MBTOAM4 UMMYHOXEMUTFOMUHECLLEHTHOTO aHann3a
(MXNA) HaaHann3aTope aBTOMaTUHECKOM
MMMYHOXEMUMOMUMECLIEHTHOM «/lnanaé AmMyp» ans
LMNarHoCTUKM invitrono TY21.20.23*258*65614693-
N~ 22* Habop peareHToB Ha 100 TecTe». AHTUTENa
KBWY'1,2 nBnpycy renatntaC n HBsAg oTcyTCTBYIOT.
Homep naaTa perncrpaty o HHOro y0oCcToBepeHus
PY MbrXXXX/XXXX 0T XX XX XXXX

~  MectonpomMaaenctu:

rn 000 «JINAKOP». Poccnsa 620033. CeepanoBckas
~ ob6nactb, I. EkatepuH6ypr, yn. KpacHogapckas, g 15

00O -MNJIOX.0P». Poccus. 141981. MockoBcKasi 061acTb.

r Oy6Ha, yn. Mpubopoctpoutenosi. 3a

Ha6op peareHToB «(bLwiad AMyp LIMB 1gv» ans
KayecTBeHHOro onpegeneHns MMpUyHornobymHoB
knacca M (1aM) k ladtomeranosupycy (LMB.

CMYV) B cbIBOPOTKE 1 M1a3Me KpOBUM YenoBeka
MeTOA0M UMMYHO)IO MU0 MUHECMEHTHOIO aHa/M3a
(NXNA) Ha aHann3aTope aBTOMaTUHECKOM
VIMMYHOXEMU/TFO MUHECUEHTHOM «Jlnanaé Amyp» ans
[AlTHOCTMKM invitrono TY 21.20.23*256*65614693*
2022». Habop peareHTOoBHa 200 TecToB. AHTUTENA
KBWY'1,2 nBupycy renatntaC n HBsAg otcytcTByerT.
Homep n gata permctpaLlMoOHHOro yaocTtoBepeHns
PY NBXXXX/XXXX 0T XX.XXXXXX

A MecTo npemaeoAcTaa:

rn 000 «JIN™KOP». Poccnsa 620033. Ceepanosckas
o6nacTb, r. EkatepuHbypr, yn. KpacHogapckas g 15

rn 000 WU p"OP». Poco«s 141981. MockoBckast 0611acTb.

~ 1. [ly6Ha, yn.MpubopoctpounTeneii. 3a
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inpnad Amyp YHLO
LIMB1aM

Habop peareHToB Ha 100 TecToB

d]05.06.2023
|wr| 2023060118 105.06.2024 |HEF| C88033M

Nnanaé Amyp \YHLO
LIMB 1M

Habop peareHTOoB Ha 200 TecToB

2r™~1 1vini 1-1*1

dloao6.2023
1LL]I'| 2023060115 105.06.2024 |rEF C88033M

Cocras n3genus

1.KapTpugyx (B cocTaBe; peareHT
napamMarHuTHbIX Mukpoydactuy, (R1).
3.5 Mn/yn.: peareHT MeyeHbIX aHTUTen
(R2).6.5 mn/yn., peareHT ANns passefeHns
obpasyos (R3). 6.5 mn/yn.) - 2 wr,
2.Kanuéparop 1(CAL1). 1.0 mn/pnaltOH -1 wiT.;
3. Kanuépan:” 2 (CAL2). 1,0 mn/nakoH -1 wT,;
4. Mapomnzonaunk>«lble KpbIVXKK * 8 LT,
5. IHCTpYO ™ Mo NpUMeHeHunto -1 wT,;

6 Amanutuyectosivi nacnopT-1 wr.

CocTtaB nsgenusa

1 KapTpuax (B oxrraBe:peareHT
napamarHuTHbIX Mukpoyactuy, (R1).
3.5 Mna/yn.. peareHT MeyeLl X aHTUTen
(P2).6.5mn/yn.: peareHT Ans pa3sefeHnn
o6pasyos (R3). 6,5 mn/yn.) - 4 wT,;
2.Kanun6patop 1 (CAL1). 10 mn/cnakoH * 2 wT.:
3. Kannbpatop 2 (CAL2), tO mn/nakoH « 2 wT.:
4. Mapon3oNALMOHHbIE KPbILWKK * 16 WT,;
5. IHCTPYKLUKA NO NPUMEHEHUIO -1 Wi T;
6. AHanMTM4Yecknini nacnopT -1 wWr.



Ha6op peareHToB «/lngnaé Amyp 1avM»ara
KayecTaeHHOro onpegeneHna nl4myHorno6”~Hoe
knacca M (IgM) k ymtomeranosupycy (LMB.

CMYV) B cbIBOPOTKE 1 NN1a3Me KPOBU HenoBeka
MeTo0M MMMYHOXeMUIIOMIHECLLeHTHOrO aHanmns3a
(NXNA) Ha aHanu3aTope XXToMaTU4ecxom
MMMYHOXEMUTIOMUNECUEHTHOM «TbMLLad AMyp» ans
AVarHocTUKM invitrono Ty 21.20.23-258-6561A693-
2022». Habop peareHToB Ha500 TecToB AHTUTENa
KBWY-1,2n Bupycy renatnta C n HBSAg oTCyTCTBYIOT.

Homep v gata perncrtpalMOHHOMo yA0CTOBEPEHUA

PY N* XXXX/XXXX 0T XX.X)CXXXX

N MecTorionseoacraa:

1~ 1 000 «J11™N0P». Poccnsa. 620033. Ceepanosekas

*—* o6nacTb, I EkatepuH6ypr, yn. KpacHogapckas, a. 15
000 «/IMAOKOP». Poccus, 141981. MockoBckast 06/1acTb.
*Ay6Ha yn. MpubopoctpounTeneii. 3a

Hab6op peareHToB «JIngnaé AmMyp LIMB 1 » ana
KayecTBEHHOrO0 onpegeneHns UMMyHoOro6ynMHoB
knaxa M (IgM) k llutTomeranosunpycy
CMV} B CbIBOPOTKE 1 M/1a3me KPoBM YesloBeKa
METO/ACKbI UMMYHOXe*>e4/I-OMMHECLIEHTHOTO N «aninaa
(UXNA) Ha aHann3aTope aBTOMaTUYECKOM
VMMYHOXeMWUIIO MUHECLLEHTHOM «JTnanab Amyp» Ans
AMNarHoCTUKM in vitronoTY 21.20.23-258-6561A693-
2022». Habc™ peareHtoB Ha 1000 TecToB. /blTUTENa
kBWY-1,2 nBupycy renatutaC n hBsAg otcyTcTBytoT.
H1Mdep n ata perncrpal, o HHOro y40CTOBEepeHuns
PY M XXXX/XXXX 0T XX XX XXXX
~  MecTo NpOMMO/CTBA:
1— 1 000 «JINOOOP». Poccusa. 620033. CBepanosckas

* o6nacTb, r EkatepuH6ypr, yn. KpacHogapckas, g 15

p i OO0 «/IMAOO0O0P», Poccmnsa. 1A1981. MockoBckas 061acTb.
—*r.[ly6Ha yn.NMpubopoctponteneii. 3a
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NTnanab Amyp YHLO\
LIMB IgM

Habop peareHtoB Ha 500 TecToB

ril0S.06.2023
Ww 20230601 |a|05.0e.202A|REF| C88033M

NTnanaé Amyp YHLU
LIMB IgM

Habop peareHToB Ha 1000 TecToB

J=0 1VAL I XY XV
H|0b06.2023
iLOTI 202306011S 105.06.2024 |[REF  C88033M

CocTtaB n3genus

1 KapTpugxk (BcocTtaBe:peareHT
napamarHuTHbIX Mukpodacnuy, (R1).
3.5 MA/yn.: peareHT MeYeHbIX aHTUTen
(R2).6.5 mn/yn.; peartnr Ansa passegeHus
o6pasyos (R3), 6.5 mn/yn.)-10 wr.:

2 Kat«6patop 1(CAL1). 1.0 mn/chnakoH - 5 i T;
3.Kanubpatop 2 (CAL2), 10 mn/dnakoH - 5 wT.,;
A.TMapownaonAgunc”ble KpbllwKn * AO WT.;

5. IHCTPYKLMA NO NPUMEHEHUIO >1wWT.:

6. AHa/IMTUYecKnii nacnopT -1wT.

CocTtaB usgenusa

1 KapTpuayk (BcoctaBe: peareHT
napamarHuTBbiIx MukpoyacTtuy, (R1). 3.5 mn/yn.;
peareHT MeueHbIxaHTuTen (R2). 6.5 mn/yn.:
peareHTgna paxxegeHnao”Nayoe (R3).

6.5 mn/yn.)-20 wr,;

2.Kanu6patop 1 (CAL1). 10 mn/cpniakoH -10 w T:

3. Kanudatop 2 (CXK 2). 1.0 mn/pnakoH -10 wT,

A.TINO O ONALNOHL e KPbIWKN - 80 W T;

5 . 1bIOTRYKUMA MO MPUMEHEHNIO -1 WIT,;

6. AHanMTMYeooNinacnopT-1wT.



r mMAaKop
JINOKOP Nuana6 Amyp
Nlnpnab Amyp LIMB 1aM

LLMB ]-Alvl [Mapon30nsaUOHHbIE

KPbIWKW - 4 LT,

, (S> CLu
3,5Mn |6,5M‘I I 6,5Mn | méx (@) LOT 20230601
R RLULR rx5 2 05.06.2024
LOTI 20230601 | W 05.06.2024 REF C88033M
j7iges MaKop
NvpnabAnypdsum Nvana6 Amyp LIMB 1aM

Tw(8)C3[]<$>D

10mn LOT 20230601 10mpn LOT 20230601
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Nnagnaé Amyp UhttigM
B

LOT 20230601 EXP 05.06.202A
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MakeT TPaHCMOPTHOM MapKUPOBKM

Habop peareHToB «J/lngnaé Amyp LUMB 1avk» ans
KayeCTBEHHOro onpeaeneHns MMMyHOr/100y/IMHOB
knacca M (1aM) k umtomeranosupycy (LLMB, CMV)
B CbIBOPOTKE U Nnjia3me KpoBu YesioBeka MeTonoMm
NMMYHOXeMUItOMUHecLeHTHOro aHanusa (MXJ1A)
Ha aHasM3aTtope aBToMaTU4YEeCKOM MMMYHOXeMWIHo-
MUHECLEHTHOM «Jlngnad Amyp» O AUarHOCTUKK
in vitro no TY 21.20.23-258-65614693-2022

I < n 1 1
Proclin 300

8T : 1
or = rm "0 0 n j <$><p>

[ns npoeccnoHasibHOro NPUMeHeHNs

000 W NOKOP», Poccus 620102, Ceepa/i0BcKas 06/1acTb, r0. ropos W 05 06 2023

EkatepuHbypr, r EkatepuH6ypr, yn. MNocaackas, cTp. 23, ocuc 20A.

LOT 20230601 2 05.06.2024 REF C88033M
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D”Cru npoLwHypoBaHO, NPOHYyMepoBaHO

N CKPENJIEHO Mne4vyaTblo
AN
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YTBEPXIAIO

/ -
000 "JIMAKOP"

‘E.JO. Foxryt

«07» wrons 2023 r.

DOOTOIPAOHUYECKHUE U30BPAXKEHHUS OBLIETIO BUIA MEJUIIUHCKOI'O U3AEJIHNSA

Ha6op pearenToB «JInanaé Amyp IIMB IgM» a8 KauecTBeHHOro onpeaejieHHss HMMYHor100yaunoB kiaacca M (IgM) k
uuTomerajioBupycy (LIMB, CMV) B cbIBOpOTKe H NJ1a3Me KPOBH 4e/10BE€Ka METOAOM HMMYHOXEMH/IIOMHHECUEHTHOIO aHAJIH3a

(UXJIA) Ha ananu3aTope aBTOMATHYECKOM HMMYHOXEMH/IIOMHHeCHEHTHOM «JInanaé Amyp» st ARArHOCTHKH in vitro mo TY

21.20.23-258-65614693-2022

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



Habop peareHToB «/lngnadé Amyp LUMB 1gM» ansa
KayeCcTBEHHOro onpeaeneHnss UMMYHOT106y/TIMHOB
knacca M (1aM) K umtomeranosupycy (LLMB, CMV)
B CbIBOPOTKE U NJla3Me KPoBWU YesioBeka MeTon0M
1VMMYHOXEMUNIOMUHECLEHTHOTO aHann3a (UXJ1AN
Ha aHann3aTope aBTOMaTUYECKOM MMMYHOXEMUIHO-
MWHECLLEHTHOM «Jlnanab AMyp» AN ANarHOCTUKUN
qlvitrono TY 21.20.23-258-6561469°2022

f 1

TLW oo

» 0 [ === mmmemee

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU TpaHCNOpTHas Tapa 1 ee MapK1pOBKa



«Hab6op peareHToB «Jlnanad Amyp LIMB IgM» N kauyecTBEHHOro onpefeneHns uMMyHornobynmHos knacca M (IgM) k umtomeranosupycy (LIMB, CMV) B cbIBOPOTKe ¥ M1a3me KpoBu
yesioBeka MeToIOM MMMYHOXEMUMIOMUHECLLEHTHOrO aHanmn3a (MXJ/1A) Ha aHaM3aTope aBTOMaTUYECKOM WUMMYHOXEMUMIIOMUHECLEHTHOM «/1ngnab AMyp» 4Nns AUarHocTuky in vitro no TY
21.20.23-258-65614693-2022» BbIMyCKaeTCA B YeTbIPEX BapuraHTax MCMonHeHWs: Habop peareHToB Ha 100 TectoB; Habop peareHToB Ha 200 TectoB; Habop peareHToB Ha 500 TecToB; Habop
peareHTOoB Ha 1000 TecToB
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CXX) <« TN OKOP>

ml Poccus, 620102, CBepanoBckasi 06nacTb, . 0. ropof EkatepuHobypr,
r. EkatepuHOypr, yn. NMocaackas, ctp. 23, ocduc 204.
TenedoH: 8 800 500 7128. leadcore.ru

Habop peareHtoB «/ingnad AmMyp LIMB 1aM» Ans kKa4ecTBEHHOro
onpegeneHnsa MMMyHornobynmHoB knacca M (1aM) K
ymtomeranosupycy (LUMB, CMV) B CbiBOPOTKE 1 NasMe KpoBu
yenoBeka MeTo40M MMMYHOXEMUIFOMUHECLEHTHOIO aHan3a
(MXNA) Ha aHanM3aTtope aBTOMaTUYECKOM
UMMYHOXeMUIIOMUHECLLEHTHOM «Jluanab AMyp» ans
ANarHoCTMKK in vitro no TY 21.20.23-258-65614693*2022

Habop peareHTOB

Ha 100 TecToB. AHTUTENa K BUY-1.2 n Bupycy renatuta C
n HBSAQ OTCYTCTBYIOT.

Homep ngata pernctpaynoHHOro ygq0CToBepeHuns

PY No XXXX/XXXX 0T XX XX XXXX

A1 MecTo npou3sBoacTBa:

p-1 OO0 «/IMOKOP», Poccusa. 620033. Ceepanosckas

A obnacTb, I. EKkatepuHbypr, yn. KpacHogapckas, . 15
000 «/IMOKOP», Poccus, 141981, MockoBcKas 06/1aCTb,
r. ly6Ha, yn. MpubopocTpounteneii, 3a

;’ 000 LIUPMK @ INFO@CIRMI.RU @WWWGUSZDRAVNADZURRU Ha60p peareHTOB Ha 100 TecTOB ('ﬂ'pyraﬂ CTOpOHa yI'IaKOBKl/I)



nmana

Nnpanab Amyp
LIMB \gM

Habop peareHTOoB Ha 200 TecTtoB

[YN"A-200CB ~ & M060s20"

\WyT\ 20250601 bl 106 06 202A IREF

- ,-j. ET<' 'e'm \ .l\ 7|/\/\
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Habop peareHToB Ha 200 TecToB
& 000 LIUPMU @] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU



Ha6op peareHToB Ha 200 TecToB (apyras CTOpoHa YrnakoBKM)

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



Habop peareHToB Ha 500 TecToB
& 000 LUPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU



Habop pearenrtos ma 1000 TecToB
& 000 LMPMU (€] INFO@CIRMI.RU €5 WWW.GOSZDRAVNADZOR.RU



Kannbpatop | (CALI)

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



Kanmépatop 1 (CALI)
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Kannopatop 2 (CAL2)

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



KapTpnmx (B cocTaBe: PeareHT napamarHUTHbIX Mukpoyactul, (R1), 3,5 ma/yn., PeareHT MeyeHbix aHTuTen (R2), 6,5 mn/yn., PeareHT gna passefeHus obpasuos (R3), 6,5 mn/yn.)
& 000 LUPMM &7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LUPMM &7 INFO@CIRMI.RU € WWW.G0SZDRAVNADZOR.RU
Mapomn30NsLMOHHbIE KPbILLIKMA



oo NPOWHypoBaHo, NPOHYMEpPOBAHO
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