YTBEPXKIAIO
OO0 "JINAKOP"
E.IO. T'oxryr

» mioHs 2023 r.,

MAKET MAPKHPOBKH

«Habop pearenros «JIngnaé AMyp EB VCA IgM» ans KaueCTBEHHOrO
onpeaencHus HMMyHornodymHoB kiacca M (IgM) k KancuaHoMy aHTHUNEHY
BHpyca JmureiiHa-bapp (EBV VCA) B cHiBOpoTKe H I1a3Me KPOBH YeJloBeKa
METOAOM KMMYHOXEMWIIOMHHECLICHTHOrO aHanu3a (UXJIA) Ha ananu3arope

ABTOMATH4YeCKOM HMMYHOXEMHIIIOMHHECHEHTHOM «JInanab Amyp» ans

AMArHOCTHKH in vitro mo TY 21.20.23-248-65614693-2022»

2023

MEKTPOHHAS KOMUS OGOPMAIEHA LIEHTPOM WCTILITAHII 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM



Habop peareHToB c/blwnab Amyp EBVCA 1oM> ans
Ka4yeCTBEHHOrO onpeAeieHns UMMYHOro6yN1HOB
knaccaM (17) kkancugHoMy aHTUreHy mtpyca
AnwTeiiHa-ba” (EBVVCA) BCbIBOPONIO M NNa3Me KpoBH
yesioBeka MeTo,0M UMMYMO” MO MUHEONHTHOTO
aHanusa (MWXNA) Ha aHanm3aTope aBTOMaTM4eCKOM
MMMYHOXEMMAIOMUHOCLLEHTHOM «Muanad AMyp» ans
amarHocTukm in vNeono TY 21.20.23'244-B561A693"
2022.Hab6op peareHToB Ha 100 TecToB. AHTUTENa K BUY-
1.2unBupycy renatuta C n HBsAg oTCyTCTBYIOT.

Homep n gata perncTpaynoHHOro yao0cToBeperHuns
PY N2 XXXX/XXXX 0T XXXXJO00<

nJ MecTo npomaeoAcTsa:

r-1 000 «JINLLOP». Poceus. 62003 3. CepaoBcKas

A obnactb, r. EkatepuHbypr, yn. KpacHogapckas, a 15

r~| 000 «[TUMOP». Poccus. 141981, MockoBcKast 061aCTb.
A 1. Ay6Ha yn.MpubopocTtpexTeneid. 3a

Habop peareHToB «/lnanad AMyp EBVGA 12 » ans
KaueCTBEHHOTO onpeesnellds UMMYHOI00Y/KLLI0e
knaccaM (1) K kancuaH<m<|lyaHTMeHy Bupyca
AnwTeiiHa-ba™:A (EBVVGA) B CbIBOPOTKE U N1a3Me KpoBU
uesioBeKka MeTof,0oM UMMYHOXEMUITIOMUHECLIEHTHOTO
aHanu3a (MXJ/1A) Ha aHann3aTope aBTOMaTNYeCKOM
MMMYHOKEMUNIOMUHeCL,eHTHOM «Mgna6 Amyp» ans
anarHocTuio! In vitronoTY 21.20.23-248-65614693-

2022.Habop peareHToB Ha 200 TecToB. AHTUTENA K K1Y-

1.2 nBupycy renatuta C u HBSAg oTCYTCTBYIOT.
Homep n gaTta p<M'MCTPaLMOHHOTO Y0CTOBEPEHUSA
PY No XXXX/XXXX 0T XXJOCXXXX

nJ MecTo Npo1BBO/CTBA:

rn 000 «/IALIOP». Poceus, 620033. Ceepp/ioBckast

A obnacTb, r. EkaTepuH6ypr, yn. KpacHogapckas, 4. 15

r-*| 000 «MNA1K0P». Pocciei. 141981 MootoBckas 061acTb.
A r.[ly6Ha, yn. Mpubopoctpouteneit. 3a
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Nnana6 Amyp Yyl
EBVCAIgM

Habop peareHToB Ha 100 TecToB

pe - - DO
-4 1YP1N100 C311 ¢ <> g5 0p3
[vBT] 20230601 1 05.06.20PA|REH G330

inanad Amyp YHLO\
EBVCAIgM

Hab6op peareHToB Ha 200 TecToB

dio5.0e.2023
ILLI] 202306011a 105.06.2024 |REF - GB300MM

CocTtaB nsgenus

1. KapTpuax (B cocTwe: peareHt
napamarHuTHbIX xTipoyactuy, (R1).
3,5Mnlyn.; peareHT MeUYeHbIX aHTUTeN
(R2).6.5 mnlyn.; peareHT ans passefeHuns
o6pasyos (R3),6.5 mnlyn.) -2 wr.,;

2.Kanu6patop 1(CALL), 1.0 mal/hnatoH -1 wr.;

3.Kanu6patop 2 (CAL2). 1.0 mn/chnakoH -1 wr.;

A.MaponaonaLMoHM3E KpbIMXKW - BT,

5 .1>™McTpyKumsa no nponeHebMio -1 wWwr.;

6. AHanunnyeckuii nacnopT -1w T.

CocTaB usgenus

LKNaTpuax (BcocTw epeareHT
napamarHuTHbIX MukpoyacTuy (R1).
3.5MNlyN.; pereHT Mey” bl X aHTUTEN
(R2). 6.5 mnlyn.; peareHT Ans passefLem
o6pa;wos (R3).6.5mnlyn.) - 4 wr,;

2.Kanubpatop 1(CAU). 1.0 mn/d nakoH-2 wT;

3.Kanubpartop 2 (CA12), 1,0 Mn/d nakoH- 2w T.;

4.Tapon3onALMOHHbIE KPbILWKN -16 WwT;

5. IHCTPYKLMA NO NPUMOHOHKBO -1 W T;

6. AHaTiTyeckuit nacnopt-lw T



Hab6op pearenToB «/lywnad Amyp EBVCA IgM* ans
Ka4yeCTBEHHOrO0 onpeseneHns UMMYHOr106yIMHOB
knaccaM (1gH) K KancugHoMy »Frureny Bupyca
Anun-eiiHa-ba” (EBVVCA) BCbBOPOTKE U Nia3Me KpoBu
yenoBeka MeToL0M UMMYHOXEMUIIO MUHECUEHTHOTO
aHann3sa (XJ1A) Ha aHann3aTope aBTOMaTU4eCKOM
VMMMYHOXEMUTIOMUNOCLEHTHOM c/lngnad AMyp» ans
[MarHocTukm invitronoTY 21.20.23*248*65614693"

2022. Habop peareHToB Ha 500 TecToB. AHTUTENAa K BUY-

1.2nsupycyrenatuta C u\WsAg oTCyTCTBYIOT.

Homep v gata perucTpaLuoHHOro y40CTOBEPEHUS
PY My XXXX/XXXX 0T XXJIX.XXXX

nJ MecTonpon3BoOCTM™:

rn 000 «MNAKOP». Poccust. 620033. Ceepanosckas

~  obnacTb, I. EkatepuH6bypr, yn. KpacHogapckas, a4 15

r-| 000 «JINAKOP». Poccus. 141681 MockoeckT 06nacTb.
~ 1. ly6Ha, yn. MpubopocTtpouTenei. 3a

Hab6op pearenToB «/lugnab Amyp EBVCAIgM» ana
Ka4eCTBEHHOrO OnNpeAeNneHns NbMyHOr106yn1Hoe
Knaccam (tgM) K kancugHomy aHTureHy Brpyca
AnwrTeitHa*bapp (EBVVCA) BCbieopoTio 1 niasme oK
yenoseka MeTogomM HMMyHOxeMK/«oMix«ecueHTHoro
aHanu3a (MXNA) Ha aHanm3aTope aBTOMaTU4eCkOM
MMMYHOXEMUIIOMUNOCLLEHTHOM «/lnanab AMyp» ans
[AWarHocTuky in vitronoTY 21.20.23-248-65614693*
2022.Hab6op peareHToB Ha 1000 TecToB. AHTUTENA K
BWY-1.2 n Bupycy renatnta C n HBSAQ OTCYTCTBYIOT.
HomepngataperncTpauXxTHOro yaocToBepeHns
PY No XXXX/XXXX 0T XX.XX.XXXX

nJ MecTo nponaaoAcTu:

rn 000 «JINAKOP». Poccus. 620033. CeepAanoBckas

N obnacTb, . EkatepuHbypr, yn. KpacHogapcxaa g 15
r~| 000 «/INAKOP». Poccusi. 141681. MockoBckas 061acTb.
A r.[y6Ha yn.MpubopocTtpouTeneit. 3a
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ingnad Amyp
EBVCAIgM

Ha6op peareHToB Ha 500 TecToB

_ H 05062023
L] 20230001 K 105062024 [REF CBR00MM

Nnanaé Amyp
EBVCAIgM

Hab6op peareHToB Ha 1000 TecToB

dk)5.0e”023
FOT] 202806011 10506.02A FEF| CBA0TV

Cocras usgenus

LKATpuax (BcocTaBe;peareHt
napamarHuTHbIX MukpoyacTuy, (R1).
3.5 Mnlyn.; peareHT MeYeHbIX aHTUTEN
(R2). 6.5 mnlyn.: peareHT 4ns passegeHns
o6pasuos (R3),6.5mnlyn.)-10 wr,;
2.Kanuépatop 1(CAL1),1,0 ma/dnakoH« 5 wT.:
3. Kannbpatop 2 (CAL2). 1.0 mn/hnakoH - 5 wr,;
4. T1apon30NALUOHHbIE KPbILWKKX - 40 WT.;
5. IHCTPYKLMA NO NPUMEHEHMIO -1 WT,;
6. AHanuTMyeckuit nacnopt-1 wWT.

CocTaB nsgenusa

LKapTpugx (acocTtase:peareHt
napamarHuTHbIX MukpoyacTuy (R1). 3,5 malyn.:
peareHT MeueHbIx aHTuTen (R2). 6.5 mnlyn,;
peareHT 4ns passefeHus o6pasyos (R3).
6.5mnlyn.) - 20 wr,;

2.Kanunbpartc”™ 1(CAL1). 1.0 mn/hnakoH > 10 wT,;

3. Kanubpatop 2 (CAL2), 10 mn/chnakoH * 10 w,;

4.T1apCX30NALUOHHbIE KPbILWKN - 80 WT.;

5. IHCTpyKLUMA MO NpUMeHeHuno -1 wr,;

6. AHanuTnyecwit nacnopt-1 wr.



Vo rv”?
Nnanaé Amyp
EBVCAIgM

Praam 300

DE <$>0
35mn | 6.5mn | 65mn~1  mec A A

Dn RlrapEIl-T L "x50
LOT 20230601 2 05.06.2024

NaKop
Nnpna6 Amyp EBVGA IgM INnana6 Amyp EBVCA IgM
__ Procnnsoo o0/-8r PrnLIn300
xr TM(N?2CN<$>0D
LOT 20230601 1,0 MA LOT 20230601
05.06.202A 2 05.06.202A
REF C88007M REFm C88007M
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nwnpnab Amyp EBVCA 1aM

JWATIKOP
nunonaé Amyp
EBVCAIgM

M

[Tapon3onAaLUnNOHHbIE
KPbILWKK - A LWT.

Lo7 20230601 1Iml[1"
05.06.2024
REF C83007M

LOT 20230601 EXP 05.06.202A
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Habop peareHtoB «Jlugnab Amyp EB VCA 1aM» ans
KayeCTBEHHOro onpefeneHns UMMYHOTI00YIMHOB
knacca M (1aM) Kk kKancuagHOMY aHTUTEHY BUpyca
dnwTeitHa-bapp (EBV VCA) B CbIBOPOTKe U niasme
KPOBM YefioBeka MeTo40M MMMYHOXeMUIOMUHecCLe-
HTHOTo aHanu3a (MXJ/TA) Ha aHanu3atope aBToMaTy-
4eCKOM MMMYHOXEMUTIOMUHECLEHTHOM «Jlngnab
OMYP» ANA AUardHoctuky in vitro no TY 21.20.23-248-
65614693-2022

T Mn
-J J I Proclin 300
N0 0 C W
[ L
Ins npoeccnoHanbHOro NPUMEHEHUS
000 IIKOP., POCCH 620102. MW 05.06.2023
y EkateomH6uor. r. EkateomnHbypn Y"'- P®-21 odmc 204.

LOT 20230601 05.06.2024 REF C88007M
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Habop peareHtoB «J/ingnad Amyp EB VCA 1aM» ans
KaYeCTBEHHOro onpeaeneHnss UMMYHOrno6ynnHoB
knacca M (14M) K kancuaHOMY aHTUreHy Bupyca

AnwrteiHa-bapp (EBV VCA) B CbIBOPOTKE 1 nnasme
KPOBM YenoBeka MeTOLOM UMMYHOXeMUTIOMUHeCLe-
HTHOTO aHanu3a (MXJ/1A) Ha aHanusaTope aBTomartu-

YECKOM UMMYHOXEMUTIOMUHECLEHTHOM «J/lnanad
AmMyp» Ons auarHocTuky in vitro no TY 21.20.23-248-

65614693-2022

$AFf <l

8rI n 1 ProcMn 300

X 1w ~00 0 3 ¢ o

[lns npoghecCcMoHanbHOro NPUMeHeHs

000 «JINOKOP», Poccnsa 620102, CBeppioBcKas 06/1actb, ro. ropos wf
m J ExatepuHoypr, r. EkatepuHoypr, yn. Mocaackas, cTp. 23, odgomc 20A. O 5 - O 6 - 2 O 2 3

LOT 20230601 05.06.2024 REF C388007/M
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Habop peareHtoB «/lngnad Amyp EB VCA 1aM» ans
Ka4eCTBEHHOro onpeaeneHns UMMYHOr106yNNHOB
knacca M (1gM) kK kancuaHoOMy aHTUTeHy Bupyca
dnwTteitHa-bapp (EBV VGA) B CbIBOPOTKE U nia3me
KPOBW YyenoBeka METO4OM UMMYHOXEMUIIOMUHECLe-
HTHOro aHanusa (MIX/1A) Ha aHanu3atope aBToMartu-
YECKOM UMMYHOXEMUMIOMUHECLEHTHOM «Jlnanab
AMyp» ONna gnarHoctuku in vitro no TY 21.20.23-248-
65614693-2022

8°C . n - . Proclin 300

2T L B
[lns npodheccnmoHanbHOro NpUMeHeHNs

000 «/INAOKOP». Pocecusa 620102, CeepanoBcKas 06nacTb, I.0. ropos l/\]
m J EkatepuHGypr, r. EkatepuHbypr, yn. MNocaackas, cTp. 23, ocuc 20A. O 5 - O 6 - 2 O 2 3

LOT 20230601 2 05.06.2024 REF C88007M
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Habop peareHToB «J/lnanab Amyp EB VGA 1aM» ans
Ka4yeCTBEHHOIO onpeaeneHns UMMYHOTN00YIMHOB
knacca M (1aM) K kancugHOMY aHTUTEHY BUpYyca

AnwTenHa-bapp (EBV VGA) B CbIBOPOTKE M Nia3me
KPOBM YenoBeka MeTo4oM UMMYHOXeMUTKOMUHECLe-
HTHOro aHanusa (MXJ1A) Ha aHanusaTtope aBTomMaTy-

YECKOM UMMYHOXEMUTKOMUHECLEHTHOM «Jlnanab
Amyp» Ona AnarHocTuku in vitro no TY 21.20.23-248-
65614693-2022

T ...

8°C 1 1 A - Procnn 300

oL Tas ~000 [4 N1 @ t
[lnsi npocheccnoHanbHOro NPUMeHeHMs

Lo 000 «/INOKOP», Poccnsa 620102, CBepanoBcKas 06/1acTb, ro. ropos w[
| J EkatepuHGypr, r. EkatepuHoypr, yn. MNMocagckas, crp. 23. odmc 204. | O 5 . O 6 . 2 O 2 3

LOT 20230601 05.06.2024 REF C88007/M
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Beero npolHyposaHo, MPOHYMEPOBAHO

e
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YTBEPXAAKO
"NMNAKOP"
E.FO. lNoxryr

nwoHa 2023 T.

POTOIMPAPNHECKUNE N3OBPAXXEHNA OBLLEIO BUAA MEAVNUMNHCKOIO N3OETNA

«Habop peareHToB «JIngnad Amyp EB VCA IgM» ana Ka4ecTBEHHOr0 onpeaeneHns MMMyHornobynumHos knacca M (IgM) K
KancuaHomy aHTUreHy Bupyca JnwreliHa-bapp (EBV VCA) B CbIBOPOTKE M Na3mMe KPoBM YenoBeKa METOAOM
MMMYHOXEMUIOMUHECLEHTHOro aHanm3a (MXJ1A) Ha aHasiM3aTope aBTOMaTMYeCKOM MMMYHOXeMUTIOMUHECLLEHTHOM «J1nanab

AMyp» AN AMarHOCTMKM in vitro no TY 21.20.23-248-65614693-2022x»

2023
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KapTpuax (B cocTtaBe: PeareHT napaMmarHUTHbIX mukpoyactu (R1), 3,5 mna/yn., PeareHT MedeHbix aHTuTen (R2),

6,5 mn/yn.. PeareHT ana passefeHusa oopasuos (R3), 6,5 ma/yn.)

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



Kannopatop 1 (CALI), 1,0 mn/dpnakoH
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Kama6paTtop 2 (CAL2), 1,0 ma/daaxon
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MNoTpebuTtenbckasn yrnakoska Habop peareHToB Ha 100 TecToB

nmaonao

Ninpna6 Amyp CocrereA0 M
EBVCA 1aM

n.P— «««M.
Ha6op peareHtoB Ha 100 TecToB W;’g(&mgwg«n) .

ttOTI 7093f>e0i 1J1 OSoe aoa™ [|ly I «
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MoTpebutenbckan ynakoska Habop peareHToB Ha 100 TecToB

CXO«/INAKOP»

w1 Poccust. 62010Z CeepanoBckas 0651acTb, I. 0. ropog EkatepuH6ypr,
r. Ekatepun6ypr, yn.Mocapackas, cTp. 23. oguc 204.
TenedoH: 8800 500 7128. leadcore.ru

Habop peareHToB «JInanab Amyp EB VCA pM» ana

KayeCTBEHHOr 0 onpeaeneHns UMMyHOr106yIMHOB

Knacca M (1aM) K kancuaHOMY aHTUreHyY BUpyca

AnwTeliHa-bapp (EBV VGA) B CbIBOPOTKE M Nia3Me KpoBu

YyesioBeka MeTo40M UMMYHOXEMUNIOMUHECLLEHTHOTO

aHanmsa (MXJ1A) Ha aHanu3aTope aBTOMaTUYECKOM

UMMYHOXEMUTIFOMUHECLLEHTHOM c/Tnanad Amyp» ans

AnarHoctukm in vitro noTY 21.20.23-248-65614693-

2022.Habop peareHToB Ha 100 TecTtoB. AHTUTENA K BAY-

1.2un Bupycy renatnta C nHBsAQ OTCyTCTBYHOT.

Homep n gata pernctpaLMoHHOro y40CTOBEPEHNS

PY Na XXXX/XXXX 0T XX XX.XXXX

m | MecTo npousBofgcTBa:

|[—1 OCX) «MNAKOP», Poccna.620033. CBepanoBckas
obnactb, r.Ekatepunbypr, yn. KpacHogapckas, . 15

m—| 000 «MINAKOP». Poccusi. 141981. MockoBckas 061acTb,
«—+ 1, [ly6Ha, yn.Mpubopoctpouteneii. 3a

. Bug cboky



e IlorpebuTennckas ynakoska HaGop pearenroB Ha 100 TectoB. Bua c3agu
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p CNbCKasi ynakoBka Habop peareHToB Ha 200 TeCcToB
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Ilorpeburenbckan ynaxopxa HaGop pearentos sa 200 TectoB. Bua cGoky



IoTpefuTenbckas ynakoska HaGop pearentos na 200 Tecros. Bun c3aau

Sim t 4 memmamM— e e Pl 88— ——————— —— —— ¢ —— nt m—— v -

P
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IloTpebuTennckan ynakopka HaGop pearentos Ha 500 TecToB
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IloTpeburennckas ynakoska Habop pearenton na 500 Tecron. Bua c3agn

el
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MoTpebuTenbckasa ynakoska Habop peareHToB Ha 1000 TecToB

Nupna6 Amyp L Coctasnasatm
EBVCA »gM

Hab6op poaramToaHa /00O tacroa

i1~

SO
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IToTpebuTeanckan ynakoska HaGop pearenron na 1000 Tecros. Bax c6oxy
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IoTpebuTennckan ynaxoska HaGop pearenros na 1000 Tecros. Bua caaau
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O6wWKii BUA MeMLMHCKOrO U3aenns
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TpaucnopThnas ynakoska HaGop pearentos na 100 vecros
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TpaHcnopTHasi ynakoBka Habop peareHToB Ha 200 TecToB
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TpaHcnopTHasa ynakoska Habop peareHToB Ha 500 TecToB

Habop peareHToB «/ngnab Amyp EB VCA 1aM» ans
Ka4eCTBEHHOTO Ornpezie/ieHnst UMMYHOTI00YIMHOB
~cca M(1aM) K KarcyaHoOMyY aHTUreHy Bupyca

21.27-248-
f« T
A, oan % A 'AECCI/IOI-IaJ'IbI-IOr'onpmmeHeHMﬂ
20230601 05 06\]024.17 05.06.2023
: reT  c88007M



1 LDy

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

TpaHcnopTHada ynakoska Habop peareHToB Ha 1000 TecToB

Habop peareHToB «/Ingnad Amyp EB VCA 1aM» gns
Ka4eCTBEHHOrO ONpeaesieHNst UMMyHOT/100y/IMHOB
~cca M(1oM) KKancugHOMY aHTUIeHy Brpyca

®Cb.80)P0TKe 1 nnasve,
| KpOBM YenoBeKa MeTOA0M UMMYHOXEMUIIOMHECTA.

HATOo aHamsa (MX/1A) Ha aHa”3aTope

"OfV 21.20.23-248-

?20* T

an | n

LO5.06.20:
C88007M



Bcero npoluHypoBaHo, NPOHYMEpPOBAHO

).
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