YTBEPXOAKO
AvpekTop

-O00 "LUWMOKOP™
£ E.FO. NoxryT

2023 T.

MAKET MAPKUPOBKW

«Habop peareHToB «/1lngnab Amyp ButamunH B 12» 0519 KOIMYeCTBEHHOMO
onpegeneHnsa BuTammHa B 12 B CbIBOPOTKeE U M/1a3Me KPOBY YesioBeKa METOAOM
NMMYHOXEMUTIOMUHECLIEHTHOr0 aHanmsa (MXJ1A) Ha aHanmsaTtope
aBTOMATUYECKOM UMMYHOXEMUTIOMUHECLIEHTHOM «J1nanab Amyp» [/

ANarHocTMKM in vitro no TY 21.20.23-222-65614693-2022»

2023

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHIW W PETUCTPALIMI MEAHLMHCKWX H3OENHIA



CTaB U3aenus

pTpPuAX (ecocTaae: PeereHT

Ha6op pmrentoB «/lngna6 Amyp ButamuH B12»
apamarHuTHbIX M»B(pouscTuy (R1). 35 nnlyn.:

ANs KonuyecTBe!TOro onpejeneHns BuTaMmmnHa j-l M.ﬂ'n a6 / \Myp

812 BCbIBOPOTKE 1 N1a3Me KPOBU Ye/loBeKa PeareHT-koHblOTaT (P2).6.5mMn/yn.:PeBreHT-1
MeTOA0M UMMYHOXEMUTIO MUHECUEHTHOTo aHanmnsa B VI TaM I/I H B 12 ONs noAarotoBku o6pasuyos (R3). A.0 malyn.:
(UXNA) Ha aHanusaTope aBTOMaTUYECKOM PeareHT-2 4115 NOATOTOEKN 06pasyos (RA).
VMMYHOXEMUMIO MUHECLEKTHOM «/lngnaé AMyp» ans AOMAlyN) ~2wT.:

ANarHoCTUKM invitronoTY 217.23'222*65614B93- Ha60p peareHTOB Ha 100 TecToB

2022.Ha6op peerekros Ha 100 TeCTOB. Z Kanu6patop 1(CAL1). XO mn/hnakoH -1 wT.;

3.Kanunb6patop 2 (CAL2). XOmn/dnakoH * 1wT.:
Homep npgata peructpayMOHHOIO ya4OCTOBEPEHUSA

PY N* XXXX/XXXX 0T XXJOCXXXX 4 Kanuébpatop 3 (CAL3). XOmn/pnakoH 1wT,;
MecTo ryovaeoacTBa: 5 Kanu6patop A (CAL4). 1.0 Hn/pnakoH -1 wT;
p -] OO0 «JINAKOP». Poccus, eroo33. CBBpanoBclos .
A~ o6nacTb, . EkatepuH6ypr, yn. KpacHcwpcxas. g 15 8. MapoNa0ALUMOHHbIE KpbILKY - 8 W

: , H101.072023

p ] 000 «/TMxOP». Poccus. 1A1961. MockoBcKasi 06/1acTb 7. IHCTPYKLMA NO NPUMEHEHMIO -1 WT.

- fly6ne yn. onGopociponTancH, 36 ' ILOt 120230701 a] 01.072024 IREF  C8606A

8.AHanutnyeckuii nacnopT > 1wT.

cTaB U3aenns

Tpuax (BcocTtaBe: PeareHT
Ha6op peBreHtoa c/lngnaé Amyp ButamuH B12» PTPUAX (

ANA KON»MEeCTBEHNOro onpeAesieHnsa BUTW4nHa _I-I I/I Iuln a6 AM yp napamarHuTHbIX MukpouecTlw (-Rl). 35 malyn.:
B12 BCbIBOpPOTKA 1 N/1a3Me KpOBU YesloBeKa PeareHT-koHBloraT (R2).6.5 lei/lya: PearenT-1
MeTOL0M UMMYHOXEMU/TIO MUHECUEHTHOTO aHann3a B I/I TaM I/I H B 12 Ans noarotoBku o6pasuos (R3).4 0 mnalyn.:
(MXNA)HaaHaT3aTOpe aBTOMaTUYECKOM PBBr6HT-2 A1 noAroToBkM 06pasyos (R4).
MMMYHOXeMWUTIO MUHECLEHTHOM «/lnanaé Amyp» Ans

40 lyn) -4 N
AVAarHOCTUKM invNeonoTY 21.20.23%22275614693- Ha60p peareHTOB Ha 200 TEecToB M) wr

2022.Ha6op pearemToe Ha200 TecToB. 2 Kart6paTtop 1(CAL1). XO mn/hnakoH - 2 wT.;

3 Kanubpatop 2 (CAL2). XO mn/tpnakoH - 2 wr.
Homep naetapeructp”~|uoleioro ygoctoeepeliiie

PY N* XXXX/XXXX OTXXXCXXXX 4.Kann6patop 3 (CAL3). XO mn/dpnakoH - 2 wT.
MecTo npoTBOCTBE: 5. Kannbpatop 4 (CAL4). XO mn/cpnakoH - 2 wr.
|—1 OO0 «/MAKOP». Poccun. 620033. CeBpLutoBCKas 6. MAPOMS0NALMOHMBIE KpbILKK -1 6 WT.;

~  obnacTb, r. EkatepuH6ypr, yn. KpacHogapckas, 4 15 d101.07.2023 : v

p | 000 «/INAKOP». Poccus. 141881. MockoBckast 061aCTb, LOTI 20230701 17 01.07.202A [VEP c 8'606.A 7. IHCTPYKLMA MO NPUMOHOHX ) -1 WT.;

~ 1. [y6us,ya MpubopocTtpouTeneii. 3a [ | I I Q ' | | 8.AHanutuyeckuit nacnopT-1 wrT.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Ha6op peareHToB «/lnugna6b AMyp~*tamMmuH B12»

AN KONMYECTBEHHOTO or*>efefieHNsi BUTaMuHa

B12 BCbIBOPOTKE U NJ1a3Me KPOBU YesloBeKa

MeTOA0M MMMYHOXEMMUTIO MUHEONMTHOTO aHannsa
(MXNA)Ha aHanu3aTope aBTOMaTU4eCKoOM
VUMMYHOOMMIO MUHECUEHTHOM «Jlnanad Amyp» ans
AVarHocTuku in vitrono TY 21.20.23-222-65614693-
2022.Hab6op peareHToB Ha500 TecToB.

Homep nparta perncTpayMoHHOro yaocToaepeHus
PY Ng XXXX/XXXX 0T XXNXXXXX

MecTo npovaBogeTBa:

1—1 000 «/14[1KOP>. Poccusi. 620033. CBBponoackas

~  obnacTtb, I EkatepuH6ypr, yn. KpacHogapckas, 4 15
rn 000 «TN|™OP>, Poccus. U I~ |. MockoBckasi06nacTb.
~ 1. [y6Ha, yn.MprubopocTponTeneii. 3a

Habop peareHToB «/lngnaé Amyp Butamux B12»

ANA KONNYECTBEHHOTO ONpeAeneHnsi BUTammHa

B12 B CbIBOPOTKE U N1a3Me KPOBU YesioBeKa

MeTo(M4 UMMYHOXEMUMI0 MUMECLLEHTHOTO aHanmsa
(UXNA) HaaHannsaTope aBTOMaTU4ECKOM
MMMYHOXEMUNIO MUHECLLEHTHOM «Jlngnab Amyp» ons
AnarHocTmuw invitronoTY 21.20.23-222-65614693-
2022.Ha6op peareHToB Ha 1000 TecToB.

Homepunpata pernctpayMOHHOIO yoCTOBEpPeHUs
PY N* XXXX/XXXX 0T XX.XXJOCXX

MecTo nponmoocTsa:
-1 OCX) «/IN™OP». Poccus. 820033. CBepanoBckas
~  06/acTb. r. EkatepuHbypr, yn. KpacHogapckas, 4 15

1—1 000 «/ILLOP». Poccusa. 141981. MockoBcKasi 06/1aCTb.

~ 1. [y6Ha, yn. FhmubopocTpounTaneii, 3a

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

NnanabAmyp
Butamuud B12

Hab6op peareHTOB Ha 500 TecToB

d]01.07.2023
10T| 20230701 al 01.07.202A |REF  C8606A

Nnona6 Amyp
ButamunH B12

Habop peareHToB Ha 1000 TecToB

d101.07.2023
[WT[ 20230701 a| 01.07.2024 IrEF  CB8606A

CocTtaB nsgenusa

KapTpupx (BcoctaBe: PeareHT V#

napaMmM'HUTHbIX Mukpoyactuy (R1). 3.5 mnlya;
PeareHT-koHbtoraT (R2).6.5mn/yn.; PeereHT-1
ANA noArotToBku o6pasyos 0 ). A.Omnlyn.;
PeareHT-2 agnsa no~ntoekn o6pasuos (R4}
A.Owmn/yn.)-10 wT,;

Kanun6patop 1(CAH), 10 mn/donakoH - 5 wT.;
Kanu6patop 2 (CAL2). 10 mn/dhnakow - 5 wt4
Kann6patop 3 (CAL3). 10 mn/pnakoH - 5 wT.;
Kanu6patop 4 (CAL4). 10 mn/dpnakcm - 5 wT.:

.N~>oun3onsalatoHHbIe KPbILWKA - 40 WT.:

N 0O g o w N

IO TPYKUMA NO NPUMEHEHWIO -1 WwT.:

@

.AHanunTuueckuit nacnopTt-1 wWT.

CcTaB n3genns

Tpupax (BcocTtaBe; PeareHT
apamarHuTHbix Mukpoydactuy (R1). 3,5mnlyn.;
Pear”T-kcmubl BT (R2). 6, 5MnYyn.: PeereHT-1
ONA NOATOTOBKM 06pa3lioB~ 3). 4.0 mnlyn.;
PeareHT-2 gnsnoarotoocun o6pasyos (R4).
4.0 mnlyn.)- 20 wT.;

Kann6patop 1(CAL1). 1.0 mn/donakoH-10 wT,;
Kanun6patop 2 (0\L2). 1.0 mn/donakoH - 10 wT.;
kanu6paTtop 3 (CAL3), 1.0 mn/pnakoH - KO wT,;
Kann6patop4 (CAL4). 1.0 mn/ nakoH- 10 wT.:
.Mapoun3onaunoHnble KpbKUKK - 80 wWT.:

NHCTpyKUMA NO NPpUMEHeHMO -1 wT.;

® N o g A~ W N

.AHanuTuyeckuii nacnopT-1 wr



mMakop T
Nngnab Amyp
ButamnHd B12

ProClinSOO

N ee <@ )[]2"®
AT <A 10mn LOTE 20230701
35mn 165mn | AOmn |4,0mn Fwou s 01.07.202A
LOT 20230701 2 01.07.202A REF  C8606A .
nuakop NNAKopP
NMnpgna6 Amyp ButamuH B12 Nnana6 Amyp ButamnH B12
rmer,

Procvzoo 5n ProClin 300

1Y océ?[A2d

1.0 Mn LOT 20230701 1.0 MA LOT 20230701

2 01.07.202A

s 01.07.202A

CAL2 REFm C86064 REFE C8606A CALA4
]'II/I.D'KOp JNvpna6 Amyp ButamvH B12
Nupana6 Amyp

Butamuu B12

Mapon3onAaLMOHHbIe
KPbILLKA - 4 W,

LOT 20230701
s 01.07.2024
REF C86064

cu

LOT 20230701 EXP 01.07.202A
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MakeT TPaHCMOPTHO MapKMPOBKY

Habop peareHToB «J/lngnadé Amyp Butamunu B12» ans
KO/IMYEeCTBEHHOIO onpeesieHnsa ButamnHa B12 B Cbl-
BOPOTKE U1 Nnsiasme KpoBM 4yenoBeka MeTogoM UMMYHO-

XeMUNOMUHECLEHTHOro aHanmaa (MXJ1A) Ha aHannsa-
TOpe aBTOMATMYECKOM MMMYHOXEMWUTIOMUHECLLEHTHOM
«lingnaé Amyp» Anga gunarHoCTuKM in vitro no TY

21.20.23-222-65614693-2022

SAT f (gl

2r: ¢ "Moo Q i]

Proclin 300

[ns npotheccmoHanbHOro NpUMeHeHNs!

000 «JINJKOP». Poccna e2010Z Csepanosckasi 06nactb, ro. ropos
LU 1 EkaTepuHbypr, r. Ekatepunbypr, yn. Nocagckas, ctp. 23, ocuc 204. d O 1 - O 7 2 O 2 3

LOT 20230701 2 01.07.2024 REF C86064
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Bcero npoLHypoBaHo, NPOHYMepPOBaHO
11 CKPENEHO NeyaTbto
& ( ) n.
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YTBEPXAAIO
HAupexrop

POTOIPA®HYECKHE H30FPAXKEHHS OBHIEI'O BUAIA MEJHITHHCKOI'O H3AEJIUA

«HaGop pearenTos «JInanaé Amyp Buramun B12» Ais KOIHYECTBEHHOTO ONpeAejeHAN BHTAMUHA B12 B cLIBOpOTKe H
NJIa3Me KPOBH ejI0BEKA METOAOM HMMYHOXeMHTIOMEHeceATHOrO anaan3a (MXJIA) Ha AaHA/TH3ATOPE ABTOMATHYECKOM

HMMYHOXeMHAMIOMEHecNeHTHOM «JInanad Amyp» ans AuarnocTHkA in vitro no TY 21.20.23-222-65614693-2022»

2023

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



nmakop Twunj
Nngnab Amyp
Butamutx B12

1 3.5mM” 65mn | 4.0mn | O.MNmn | NN 50

hJUI~bl km € " © -
LOTI 20230701 |~aT7~ro72"

KapTpuak (B cocTaBe: PeareHT napamarHUTHbIX MukpodacTul (RI), 3,5 mn/yn.; PeareHT-KoHbtorat (R2), 6,5 mn/yn,; PeareHT-1 ana noarotoBky o6pasuos (R3), 4,0 ma/yn.

PeareHT-2 Ans noarotoBku 06pa3uos (R4), 4,0 mn/yn.
& 000 LMPMK @] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU o A pasty ( ) y )
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Kanunépatop 2 (CAL2)
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Kannépatop 3 (CAL3)
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Kanunépatop 4 (CAL4)
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A 01/:

nao

Nnpna6b Amyp
ButamuH B12

» N
m 5
CocTaB nsgenusa
| KBp?(»wx (M cocTr«*, Prefa*<f _'
IY'—LO] JIKIBMBAM »H«*KM» X pO «cTun (A?;. 4,5 mnlyn. l5
PBarBMr-nomblor*T "Pr*. AS untyr .P*~A»HT-?
nn4naur'oroeK «060*'>Uf*fA'5n- |/‘

(%«™»<T>?4N8 NOATOTOBKK 0*>*3no* <s/).
.O*« >-2ui
25 apucrumy 100 - Lie
S K0 11UBpeTOPr{CAN>. iIOW/4>rte«»«-Ju;r
« «efinepeTop J fCALj; 10*/dn»my.-1un;.
S. Knusparc»»* fO'J'O 10«n/®nB*om-1«0T..
B. MI»IAIN U — 1'l-weeeeee TICMUFD-0 o 1.

Sjm

Habop peareHToB Ha 100 TecToB



000 «JINAKOP»

ttl Poccus. 620102, CBepaioBckas 0651acTb, . 0. ropos EkatepuHoypr,
r. EkatepuH6ypr, yn. Mocagckas ctp. 23. ocpuc 204,
TenedpoH. 8 800 500 7128. teadcore.rvi

Ha6op peareHToB «/luanaé AMyp Butrammu B12»
AN KONMNYECTBEHHOTO ONMpPejeneHUs BUTaMmUHa
B12B CbIBOPOTKE M MNa3Me KPOBU YeNoBeKa
MeTOA0M MMMYHOXEMUNIOMUHECLLEHTHOTO aHanunsa
(WXNA)HaaHanusatope aBTOMaTUYECKOM
MUMMYHOXBMUNIOMUHECLLEHTHOM «JTnanaé AMyp» gns
AVArHOCTMKMK Invitrono TY 21.20.23-222-65614693-
2022.Ha6op peareHToB Ha 100 TecTOB.
Homepu gata perncTpayMoHHOTO Yy 40CTOBEPEHUSA
PY N* XXXX/XXXXo t XXJO<.XXXX
MecTo nponsaofcTm:
[—1 OCIO «MNAKOP». Poccun. 620033. Ceepanosckas

* o6nacTe, r, EkaTepun6y5H. yn. Kpacnoaspckas, a. 15

{~1 000 «MNAKOP». Poccus. MockoBckasi o6nacTb,
r.ly6ua, yn. Mpu6opocTtpouteneii. 3a

Habop peareHToB Ha 100 TecToB (4pyras cTopoHa KOpobku)
& 000 LMPMU 2] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU



HaGop pearexror na 200 Tecto

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

Habop peareHToB Ha 500 TecToB
& 000 LIUPMM @] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU



nnaonab

OV

f TM U «>we'«

(073
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CocTtB* n*p*an»
Nvpana6 Amyp 5/N*@®

Butamuu 812
fH«f*«To. -n 1000 T.CTU

J\fv#m

Jg57,5,.u

Habop peareHToB Ha 1000 TecToB



wimridy sMuHoHNKIrogode) |




Habop peareHToB «/lngna6 AmMyp ButamuH B 12» ans
KOMMYECTBEHHOTO onpegeneHns sutammda B12 B cbl-

BOPOTKE U Nna3me KPOBM YeoBEKA METOAOM UMMYHO-
XEMUMIOMUHeCUEHTHOro aHanunsa (MIXJ1A) Ha aHanu3sa-
TOope aBTOMaTUYeCKOM MMMYHOXEMUTFOMUHECLEHTHOM

«Jlngnad AmMyp» Ana auarHOCTUKM in vitro no TY
21.20.23-222-65614693-2022

Voo < M

[na npodheccroHanbHOro NnprMeHeHust

TpaHcnopTHas Tapa 1 ee MapKUPOBKa

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



n\iL1ab

Muanaé Anyp
BuramuH B12

nnan

Tun,'#

(Q <crmTC>"|j|P
Oo

nwHog T » . | *
rrmana6Amyp t-cn
BNTTM WM B12

nw -o

1
et M Oy

Ha6op peareHToB «/Manab AMyp ButammH B 12» At KONMUECTBEHHOO OMNpeeneHnst BUTaMnHa B 12 B CbIBOPOTKE 1 MN/1a3Me KPOBW YerioBeKa METOA0M UMMYHOXEMUFOMUHECLIEHTHOMO aHa/m3a

(NXJ1A) Ha aHa/IM3aTOpPe aBTOMATUYECKOM MMMYHOXEMUIIOMUHECLIEHTHOM «J1nanab AMyp» A1 AMarHoCTUKK invitro no TY 21.20.23-222-65614693-2022 BbIMyCKAeTCS B YETbIPEX BapyaHTax
& 000 LWIPMM &1 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR RU jearerToB Ha 100 TecToB; Habop peareHToB Ha 200 TecTos; Habop peareHToB Ha 500 TecTos; Ha6op peareHToB Ha 1000 TecToB



Bcero npoLuHypoBaHo, NPOHYMEPOBaHO
N CKpenieHo neyarbro
).

[E. 1O. Toxryt/
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