YTBEPXKJAIO
Anpekrop

, 000 "JIMJIKOP"
10. IN'oxryt

2023 r.

MAKET MAPKUPOBKH

«Hab6op pearenroB «JIugnab Amyp C-nentua» A1 KONHYECTBEHHOTO
onpeneneHus C-nenrtuaa B ChIBOPOTKE M IUIa3Me KPOBH YeJIOBEKa METOLOM
HMMYHOXeMHUTIOMHHeCHIEHTHOro aHanu3a (MXJIA) na ananu3zatope
aBTOMAaTHY€CKOM MMMYHOXEMHUIIOMHHECLIEHTHOM «JInanab AMyp» ans

JHArHOCTHKH in vitro mo TY 21.20.23 — 241-65614693-2022»

2023

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH MELMLIMHCKUX U3REM



Habop peareHtoB «/1ngna6 Amyp C-nentung»

ANA KoNuyecTBEHHOro onpejenieHna C-nentuga
8CbIBOPOTKE U Nia3Me KpOBM YenoBeKa MeTo0M
UMMYHOXEMUTOMUHECLEHTHOTO aHann3a

(UXNA) HaaHanusaTope aBTOMaTUYECKOM
UMMYHOXEMUTIOMUNECLEHTHOM «/lnwla6 AMyp» ana
Ava-HocTukn W vrtrono TY 21.2073"2A1-6561A693-
2022.Hab6op pearekros Ha 100 TecToB.

Homep upgarta perucTpaymoHHOro y40CTOBEPEHNS
PY N* XXXX/XXXX O XX XXXXXX

MecTo npon3BogcTBa:
p | OO0 «/INOKOP», Po(»«s1.erO033. cBepanoBckas
N obnacTb, r. Ekatepumbypr. yn. KpacHoo”™ xas. & 15

rn 000 «/INAKOP*. Poccusi. U1981. MockoBckas 061acTb.

~ r.[ly6Ha, ya MNpu6opocTtpouTeneii. 3a

Hab6op peareHToB «J/lngna6 Amyp C-nentug»

[ANS KONW4yecTBEHHOTo onpegeneHnsa C-nentuga

B CbIBOPOTIO M Na3mMe KpOBY Yesl0BeKa MeTOA0M
MMMYNOXEMUNIOMUHECLBHTHOIO aHanunsa

(UXNA) Ha aHannM3aTope aBTOMaTUYECKOM
UMMYHOXEMUNIO MUHECLLEHTHOM «J/lngnaé AMyp» ans
Ava=>tcTuky Invttrono TY 21.20.23-241-656146M -
2022.Habop peareHToB Ha 200 TecTOB.

Homep npata pMUCTPALMOHHOTO YAOCTOBEPb US
PY N* XXXX/XXXX 0T XXJOCXXXX

MecTo npouvaeosicTse:
r-| OO0 «J/INLWLOP». Poccua. 620033. CeepuitoBekas
*o6nacTb, r. EkatepuH6bypr, yn. KpacHogapckas, 4 15

m OO0O «/lL~OP». Poccusi. 141981 MockoBckas 06nacTb.

A r.Ay6Ha, yn. Mpubopoctpouteneii. 3a

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

Tnanaé Amyp \YHLO
C-nentunpg,

Habop peareHToB Ha 100 TecToB

07.2023
101 20230701 bI\QO~ARUIRg| C86037

ingnab Amyp \YHLO
C-nentng

Habop peareHToB Ha 200 TecToB

> B K07.2023
ltorl 20230701 111 0r07.2024 |REF  C86057

CocTaB nsgenvs

1 Kapt{max (BcocTme: PeareHT
napamarHuTHMX Mukpodactuy, (R1).
3.5 mn/yn.; P*eereHT MmeyeHbIx aHTuTen (R2).
A.Omn/yn.) -2 wr.;

2. Kanuépatop 1 (CAL1). nuo(punn3npoBaHHbIii.
1.0 mn/cnakoH -1 wt.;

3. Kannbpatop 2 (CAL2). nModnIMMpOBaHHbIA.
1.0mn/pnakoH -1 wr.;

A.Kanunbpatop 3 (CAL3). nMcxNwnanpoaaHHsbIii.
1.0mn/dnakoH -1 wrt.;

S. Mapon30ALNOHHbBIE KPbILWKK - 8 WT.;

B. IHCTpyKIa«ano npuMeHeHuo -1 wr.:

7. AHasmmTyecm”M 1 nacnopT -1 .

CocrtaB n3genusa

1 KapTpupgx (BoxtaBe: PeereHT
napamarHuMTHbIX MukpoyacTtuy (R1).
3.5mn/yn.;Pearsbl MoyeHbixaHTUTEN (R2).
4.0mn/yn.)-4wrT.;

Z Kanu6patop 1(CALL). nuopunnnanpoBaHHbIi.
10 mn/nakoH - 2w T.:

3.Kanu~Ttop 2 (CA12), nMothMNN3NPOBaHHbIA,
10 mn/hnakoH - 2 wr.;

4. Kanun6patop 3 (CAL3). "MOUANINPOBAHHBIA.
10 ma/dnakoH - 2 wr.;

5. Mapon3onAuNOHHbIe KPbIWKN -1 6 wT.;

6. NHCTpYKUMA NO NPpUMEHEHNIO-1WIT.;

7. AHanuTU4yeckunii nacnopT-1 wWr.



Ha6op peareHtos Jlnuanab Amyp C~nentug»
ONAkonuyecTBeHHOro onpeaeneHlr C<nentuga
BCbIBOPOML M Nja3Me KPOBU Ye/l0BeKa MeTTLOM
UMMYHOXEMUTIOMUHECMEHTNOTO aHann3a

(UXNA) HaaHanu3aTope aBTOMaTU4eCKOM
VMMYHOXEMUAKOMUHECLEHTHOM c/lngnab Amyp» ans
AVarHocTuky invltronoTy21/).23-241-65614e93-
2022.Ha6op peareHtoB Ha 500 TecToB.

Homep nparta perucTpayMoHHOTO y40CTOBEPEHUS
PV N* XXXX/XXXX 0T XXJO(JOOO<

MecTo nponseoacTm:
11000 «JINAKOP», Pococsi. 620033, CBepAnoBckas
N o6nacTb, I. Ek8Tep*e<6ypr.yn. KpacHogapckas, f 15

[ OO0 «/IMAKOP». Poccusi. 141981. MoocoBckasi 06n1acTb.

N 1. [y6Ha, yn MNMpubopoctpounTeneit, 3a

Habop peareHToB «J/lngna6 AMypC-tntung»

[N KOIMYECTBEHHOTo onpeaenexnns C-nentuga

B CbIBOPOTKE M Naa3me KpOBU YeNl0BeKa MeTo40M
MMMYHOXEMUMIOMAHECLEKTHOTO aHanmsa

(UXNA) HaaHanmnaaT(”™ aBTOMaTU4YeCKOM
MMWYHOOCEMUNIOMUHECLLEHTHOM «Jlngnab Amyp* ansa
AVW-HOCTUKM tnvitro noTY 21.20.23-241'8 5614693~
2022.Ha6op peareHToB Ha 1000 TecTem.

Homep v gaTta perucTpaww o HXM” yA0CTOBEPEHNS
PY N XXXX/XXXX 0T XXJOCXXXX

MBero npomaBojcTas;
1 000 «/IN2)KOP». PocotR. 620033, CBepanosckas
~ obnactb, r. EkatepunbyTun-.yn. KpacHogapckas, i 15

p ] OO0 «J/IMLLeOP*. Poccusa. 141981. MockoBckas 06nacTb.

N r.[y6Ha,yn MpubopocTpouteneii. 3e

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

ingnab Amyp YHLO
C-nentnag

Habop peareHToB Ha 500 TecToB

'
»TBNIp»«cll gilbl.o7.2023
iLOT 20230701 |Y| 0107202A1lg (86037

Tnaonaé Amyp \YHLO
C-nentunpg

Habop peareHToB Ha 1000 TecToB

N\
T B H K« K« LU q) q) d|01.07.2023
[LOT 20230701 || 0107202 A|REF (86037

CocTaB nsgenus

1 KapTpuax (BcocTtaee: PeareHT
napamarHuTHbIX MTNpoyacTtul, (R1).
3.5mn/yn.; PeareHT MmeyeHbix wtuten (R2).
4.0mn/yn.)-10 wt.;

2. Kanu6patop 1(CALL), mKX(»UN1M3NPOBaHHbIN.
10 Mn% lakoH - 5 wT.;

3. Kanu~mtop 2 (CAL2), NnonnnanpoBaHHblii,
1.0 mn/pnakoH - 5 wr.:

4. Kanu”>atop 3 (CAL3). nMotnnnmanpoBaHHblii.
1.0 mn/cnakoH - 5 wr.;

5. MaponsonaunonHble Kpbinacu - 40 wWr.;
6. WHCTpytoua no npuMmeHeHno ' 1wt
7. AHanuTu4Yecknin nacnopt -1 wWwt.

CocTaB nsgenunsa

1 KapTpugx (BcoctaBe: PeareHT
napamarHuMTHbIX MukpoydacTuy, (R1).
3.5 mn/yn.; PeareHT meyeHbix aHTuTen (R2).
4.0 mn/yn.)-20 wT.;

2. Kanu”aatop 1(CALL). "Moth UAN3NPOBAHHBIA.
10 mn/cdnakex -10 wT.;

3. KanuC~3zatop 2 (C/UJ2). "o nIMaMpoBaHHbIiA.
O mn/pnakoH -10 wT.;

4.Kann~3atop 3 (C/0 ).nmounnnanpcroaHHbIi.
1.0 mn/chnakoH -10 wr.,;

5.Mapon3onAaLNOHHbIE KPbILWKK - BO WT.;

6. IHCTPYKLMA NO NPUMEHEHMIO -1 WT.;

7. AHanuTu4eckuii nacnopt -1 un.



NNAKOp [Y ™

Iinonad Amyp
C-nenTtupg,

Ne (>[4 1<”
35m1 | AOmn
RIIRB X

LOT 20230701 S 01.07202A

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

nmnakop
Jingna6 Amyp C-nentunpg

noar ProCMN300
mii) C 1
LOTm 20230701
01.07.202A
C86037

1,0 mn

nnagkop
Jinpnaé Amyp C-nentunpg
O ProcinSo
1.0 mn LOTm 20230701
01.07.2024
CAL3 REF C86037



Nnpna6b Amyp C’'Mentung,

|
nvakop B!

NinpnabAmyp
C-nentung

Mapon3onAunoHHbIE
KPbILWKN - 4 WT.
LOT 20230701
2 01.07.2024
REF  C86037 B
LOT 20230701

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

EXP 01.072024



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



MaKeT TPaHCMOPTHOW MapKMPOBKU

Ha6op peareHTOB «J/lngnad Amyp C-nentug» Oss
KO/IMYeCTBEHHOTO onpeaeneHus C-nentuga B Cbl-
BOPOTKE U MNsla3me KPOBM YesI0BEKA METOAO0M

' MMMYHOXEMUIKOMUHECLLEHTHOro aHanmsa (UXJ1A)
Ha aHa/M3aTope aBTOMaTU4YEeCKOM UMMYHOXEeMMU-
JIIOMUHECLEHTHOM «Jlnanad Amyp» Ansa gnarHo-

CTUKM invitro no TY 21.20.23-241-65614693-2022

fAT T ...

flr 8~ \Y' b I'm - - ProcHn 300

n w "~ o o C 3 o o

[ns npodpeccnoHasIbHOro NpYMeHeHNst

000 «/INAKOP». Poccuns 620102, CBepanosckas 06nacTb, ro. ropos
M 1 EkaTepuHbypr, r. EkaTepuHbypr, yn. N'k3cagckas, cTp. 23. oduc 204. 01072023

LOT 20230701 2 01.07.2024 REF C86037

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



Bcero npoLLHypoBaHo, NPOHYMepoBaHo
1 CKPENJIEHO NeYvaTbro
o~ )

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



YTBEPXIAIO
000 "I aKOoP"
E.IO. I'oxryt

2023 r.

©®OTOTPA®HYECKHE H30FPAKEHN OBIETO BHAA MEJHIMHCKOTO W3/IEJHS

«Hab6op pearenTos «Jlupnab Amyp C-nenTHa» JJis KOJHIECTBEHHOT0 onpeeienta C-nenTHAa B CHIBOPOTKE H IIa3Me
KPOBH 4eJIOBEKA METOAOM HMMYHOXeMHEIIOMHHECHIEHTHOrO anan3a (MXJIA) ua anA/IN3aTOpE ABTOMATHYECKOM

HMMYHOXeMHIIOMHHecnieHTHOM «JIuanaé AmMyp» ana anarnocraxH in vitro mo TY 21.20.23 — 241-65614693-2022»

2023

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



NNAOKOp IWAQI
Tnanaé Amyp
C-nentua

=M

?,
wi(g>cun o 7

3,5mn | 4,0 Mmn

r'na
- R D R at:-"! _
[LOTI 20230701 2 01.07.
mm
n TREAHEYVD

KapTpnmxk (B coctaBe: PeareHT napamMarHUTHbIX MykpodacTuy, (R1), 3,5 ma/yn.; PeareHT MeueHbIx aHTUTen (R2), 4,0 mna/yn.)

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



Kanmbpatop 1(CALI)

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



Kannbpatop 2 (CAL2)
& 000 LIMPMM 2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



:'120230701_|

£86037

Kanmbpatop 3 (CAL3)
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



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

000./a«p.

AU Kop
WHcTpy”N

**3HocTn,xenve

nnaonab6

2

Nnpna6 Amyp

C-nenTtnpg

S EANr

I1-28 A leadcore.ru

jre.ru,

3

\YHLOI

Habop peareHToB Ha 100 TecToB

Ets™MiooD2 ¢ T
TOOTT 202507CM KT 01.07 202~

iWEFI ~ CB6037

3PT Ne o1’ ~ 2

R

LenTHOM <J1in

2'"NMa6bAMyp
N-nentunpg,

PRSP

CocTtaB usgenns

y Kap'puak (s coctas* PMrBHT
napavarMmTHbK MyMBotDkT H4m (R'.
3.5 MTYN.. P<BreHr MeyeHbIX a»<mTwi(R2).
4,0«*nlyn)-2uwr,

£Kann~0TO0p1 (GAL1). nnoduamxmpoaaHHm™
1,OMr/dpnakoH ~ 1.

3. xanu6oarog? fCAL2). nMothmnmsnpoaanHbIH.
LLmn/chnakaH -1 wr

/KonnbpaTop3™M\3!. mvodH Vel eI
10 msi/dpnacomn -1 iUT

5. Mapon300ebIMOHHBI* KObIHLLM - 8 iUT,,

6. tapKUHopvwg<ieo=we- Ttur.

7 AHamMTUYeCKUiinacnopT-1um

Ha6op peareHToB Ha 100 TecToB



000« VKO P>

ii Poccus. 620102, CBepanoBckas o6nactb, r.o.rc” 4 EkatepuHbypr,
r. EkatepuHn6ypr, yn. Mocagckas, ctp. 23. odhuc 204.
TenecoH: 8 800 500 7128. leadcorenj

Ha6op peareHToB «J/lugnab Amyp C-nentung*

ANA KonvyecTBeHHOro onpegenenus C-N€wTtunga
BCbIBOPOTKE M Nja3Me KPOBM Ye/0BEKA METOAOM
MMMYHOXEMWUTIOMWHECUEHTHOr0 aHanunsa

(UXNA) Ha aHann3aTope aBTOMaTUYEeCKOM
UMMYHOXEMUNIOMUHECLENTHOM «JInanab AMyp» ans
AMarHocTUKM in vitrono TY 21J20.23-241-e5614695-
2022.Hab6op peareHToB Ha 100 TecToB.

Homep neTta perncTpayMoHHOro yA0CTOBEPEHUSA
PY N* XXXX/XXXX 0T XXJCXJOOCX

MecTonpoHaeoacTea:
0 000 «JIMENOP». Poccna. 620033.Cmpanoecxas
obnecTts, r. Ekatepunbypr, yn. KpacHogepocas. . tS

O OO0O0«/IN"OPx».Poccusa. TA198!. Mooroecxaso6necTsb.
r.ly6He, yn.MpubopocTpouteneii. 3e

Ha6op peareHToB Ha 100 TeCTOB (Apyras CTOpOHa KOPO6Ky)
& 000 LIUPMU @] INFO@CIRMI.RU €5 WWW.60SZDRAVNADZOR.RU



CocTaB uspgenus

I K«pTp*« K {» cocT»*# p**
AFMIr>*MT>*bI* MU»pouga:Tum («”

.I-I I/I 'C"n a. 6 A M y p J S »«n/»T». PB»r*«T, «r

A O»*alya> - * “»r
C-FI enTMA 2. Kanimbpanap >cal”>

10 wmMcyDRObI - 211K
Ha6op peareHToB Ha 200 TecToB

3.knrT6patop i
10 1-uudpnatom - J ~ r

=<«r|V|Bp*«>O’\

rw'
Loy
.-"ENA~-roo Cllm [7010) 07.20251

1.rMN-120230701 1,[ 0107.J02A }REF| CB a0 3[

Ha6op peareHToB Ha 200 TecToB

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



" Habop pearesos Ha 200 TecToB (APYTAL CTOPOHA XOPOOKH)
@ 000 LIMPMY (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
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Habop pearesros Ha 500 recros




rUAXT*<00

/A ab

0eeT™»

Nvanab Amyp
C-nenTung

4tT ’)i_

Habop peareHToB Ha 1000 TecToB

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



Mapou30NALMOHHBIE KPbILLKM
@ 000 LIMPMY &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU



TpaHcnopTHas Tapa 1 ee MapKMPOBKa

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



nmunabé

NHON[6AHYD ni*
C-IMermug,

#eid

- nnanab

ij"*eAMyp

0O O O
8CSOO)m rleMe=" *
keivaln '
NACMNOPT
< 1# 7/

Habop peareHToB «/I1gnad Amyp C-nentug» 418 KOMMYECTBEHHOrO onpegeneHns C-rentuia B CbIBOPOTKE M M/1a3Me KPOBY YerioBeka METOA0M UMMYHOXEMUTFOMUHECLIEHTHOMO aHamsa (MX/1A)
Ha aHa/I13aTone aBTOMATUYECKOM MMYHOXEMUIOMUHECLIEHTHOM «J/Tnanab Amyp» ans AnMarHoCTMKM in vitro no TY 21.20.23 -241-65614693-2022 BbiNyCKaeTCs B YETbIPEX BapuaHTax
& 000 LtPMH (] INFO@CIRMLRU & WWW.G0STORAVYNADZORRU o705 1 100 TecToB; Habop peareHToB Ha 200 TecTos; Ha6op peareHTos Ha 500 TecTos; Ha6op peareHTos Ha 1000 TecTos



Bcero npoLUHypoBaHo, NMPOHYMepoBaHO
11 CKPEM/IEHO MeYaTbho
n

& 000 LUPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



