YTBEPXKJIAIO
“JIMAKOP"

MAKET MAPKHPOBKH

«Habop pearenros «Jluanad Amyp ITIKT» a1s KONHYSCTBEHHOTO ONpeASICHUA
npokarsuuTOHAHA (ITIKT, PCT) B CHIBOPOTKE H ILIa3Me KPOBH 4YeJI0BEKa METOJOM
HMMYHOXeMWIIOMHHECLICHTHOTO aHaIH3a (HXJIA) Ha aHaJIH3aTope
aBTOMATHIECKOM HMMYHOXEMHIIOMUHECIIeHTHOM «JInmna® AMyp» mna
AMarHOCTHKH in vitro mo TY 21.20.23-243-65614693-2022»

2023

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHMI 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM



Hab6op peareHTos «/lngnaé Amyp MKT» gna
KO/IMYECTBEHHOIO ONpeAeNeHna NPoKaibLUTOHNHA
(MKT, PCT) BCbIBOPOTKE M NNa3Me KPOBM YenoBeka
MeTO0M UMMYHOXEMMN/I0 MUHECLLEHTNOrO aHanmsa
(MXNA) Ha aHanu3aTope aBTOMaTNYECKOM
UMMYHOXEMUSTIOMUHECLLEHTHOM «Jluanaé AMyp» ans
ANarHocTuky invitro no TY 21.20.23-2A3-6581A693-
2022. Habop peareHToB Ha 100 TecToB.

Homep n gaTa perncaLuoHHOTo y40CTOBEPEHHUS
PY N* XXXX/XXXX 0T XX.XXJ0O00C

MecTo nponasojcTaa:
000 «JINKOP», Poccust, 620033, CeepasioBckas
obnacTb, . Ekatep»mM6ypr, yn. KpacHogapckas, 4. 15

m 00O «/INAKOP*, Poccusi, 141961, MockoBckas 061acTb,
r.[ly6Ha, yn. Mpu6opoctpouteneit. 3a

Hab6op peareHnTtoB «/lnanaé Amyp NKT»gns
KONTMYECTBEHHOIO ONnpe/esieHns NPoKanbLUTOHNHA
(MKT, PCT) acblBOpPOTKE 1 NNa3me KpoBY YenoBeka
MeTo40M UMMM OXEMUTIOMUHECLLEHTHOTO aHanm3a
(UXNA) Ha aHann3aTope aBTOMaTUYECKOM
UMMYHOXEMUSTIO MUHECLLEHTHOM «JTngnab Amyp» ans
AMarHocTuKM in vitro no TY 21.20.23-243-65614693-
2022. Ha6op pex-eHToB Ha 200 TeCTOB.

H<>xepupgata perucgalMoHHOro y40CTOBEPEHMA
PY N9 XXXX/XXXX 0T XX XXXXXX

MecTo nponampacTea:

n 00O «J/IMAKOP», Poccus, 620033, CBepanoscKas

/N obnacTb, . EkaTepuHbypr, yn. KpacHogapckas, g 15

000 «NnfMCOP», Poccus. 141981. MockoBcKas 061acTb,
r. ly6Ha, yn. MpubopocTponTeneii. 3a
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Nnanaé Amyp \YHLO
MNKT

Habop peareHToB Ha 100 TecToB

livfc/l L-Ail
d 101.07.2023

[FOT| 20230701 la | 01.07.202A IrEF  C86039
Tngnab Amyp \YHLO
NKT

Ha6op peareHToB Ha 200 TecToB

[FOT|] 20230701 bl | 01.07.2024 |REF| C86039

CocTaB nsgenva
1 KapTpugx (B coctase: pea'eHT
rBpamMarHuTHbIX Mukpoyactumy, (R1),

3,5mn/yn.; peareHT meyeHbix aHTUTEN (R2).
4.0 mn/yn.) - 2 Ww;

N

. Kanu6partop 1 (CAL1), nMohnNn3NPOBaHHbINA.
1.0 mn/pnakoH -1 wr.;

3. Kannb6patop 2 (CAL2), Nohnn3npoBaHHbIA.
1.0MA/pmKOH -1 Wt

4. Kanuépatop 3 (CAL3), nMonnnsnpoBaHHbIii.
1.0 mn/chnakoH -1 wr.;

5. Mapon30nALMOHHbIE KPbIMKK - 8 LWT.;

6. IHCTpyKUMA No NpuMeHeHnto -1 wr,;

7. AHanuTu4yecknin nacnopT-1 wr.

CoctaB unsgenuvs

1 KapTpuax (BcocTaBe; peareHT
napamarHuTHbIX MukpodacTuy, (R1),
3,514/1yn.; peareHT Me4yeHbix aHTuTen (R2),
4.0 mn/yn.) -4 wr;

2. Kann6patop 1 (CALL). nMounansnpoBaHHbIii.
1.0 Mn/chnakoH - 2 wr.:

3. Kannbpatop 2 (CAL2). nmounnnsnpoBaHHbIii,
1.0 Mn/chnakoH - 2 Wwr.;

4. Kann6patop 3 (CAL3), nMounn3MpoBaHHbIiA.
1.0 Mn/chnakoH - 2 wr.;

5. Mapon3onsLMoHHble K|MLLIKK -16 WT.;
6. VIHCTPY|Wwus no npumMeHeHuno -1 T.;

7.AHannTnyecto/1 nacnopt -1 wrT.



1

Ha6op pereHToB «/lnanad Amyp MKT» gna
KOIMYECTBEHHOTrO ONpefeneHnsa NPoKasibLMTOHNHA
(MKT, PCT) BchiBopoixe v nna3me KpoBu YenoBeka
MeTo40M UMMYHOXEMUIIOMUNECLLEHTHOTO aHanm3a
(MXNA) HaaHanm3aTope aBTOMaTNYECKOM
VMMYHOXEMUIIOMUHECLEHTHOM «Jlngnab Amyp» ans
AnarHocTukm Invttrono TY 21.20.23-243-65614693-
2022. Habop peareHToB Ha 500 TecToB. AHTUTENA

K BMY-1,2 v Bupycy renatuta C n HBSAg OTCYTCTBYIOT.

Homep v fata perncTpayMoHHOIo y40CTOBEPEHNSA
PY Nee XXXX/XXXX 0 TXX. XX XXXX

MecTo npon3BoAcTBa:

py OO0 «MO1=>», Poccua, 620033, Ceepasicxckas

/N o6nacTtb, r. EkaTepuH6.r, yn. KpacHopapckas, 4 15
-] 000 «/IMAKOP», Poccusi. 141981, MockoBcKasi 061acTb.
A 1. [y6Ha, yn. I nbopoctponTeneil, 3a

Habop peareHToB «/lngnad Amyp MKT» ansa
KO/IMYeCTBEHHOIO ONpejenieHns NpoKabLyrroHMna
(NKT. PCT) B CbIBOPOTKE ¥ N1a3Me KPOBY YenoBeKa
MeToA0M MMMYHOXEMUIKMUHEO HTHOTO aHanun3a
(UXNA) Ha aHanu3aTope aBTOMATUYECKOM
NMMYHOXEeMUIOMUHECLEHTHOM «/lnanab AMyp» ans
anarHocTuku InvitronoTY 21.20.23-243-65614693-
2022. Habop peareHToB Ha 1000 TecToB.

Homep npgaTa perucTpa’4toHHOrO YA0CTOBEPEHUS
PY NRXXXX/XXXX 0T XX.XX.XXXX

MecTo npou3soacTBa:

obnacTs, r. EkatepuH6ypr, yn. KpacHogapckas, 15

rn 000 «JIMOKCM™, Poccus, 141981, MockoBckasi 06nacTb,
r. lybHa, yn. F*nbopoctpouteneit, 3a
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Nngnab Amyp YHLO
MKT

Habop peareHToB Ha 500 TecToB

rt101.07.2023
[lWT 20230701 ~1 01.07.2024 IrEF C86039

Nnpgnaé Amyp YHLO
MKT

Ha6op peareHToB Ha 1000 TecToB

di01.07.2023
LICA| 20230701 ~1 01.07.202A |REF C86039

CocTaB n3genvisa

1 KapTpuax (BcoctaBe: peareHT
napamarHuTHbIX MukpouacTuy, (R1),
3,5 mn/yn.; peareHT MeyeHbix aHTuTEN (R2),
4,0mn/yn.) - 10 wT;

2. Kanuépatop 1 (CAL1), nMonnn3npoBaHHbIiA,
1.0 Mn/chnakoH - 5 wr.;

. Kannbpatop 2 (CAL2), nochnnn3vpoBaHHbIN.
1.0 Mn/chnakoH - 5 wr,;

.Kanuépartop 3 (CAL3), nodhnnn3npoBaHHbIiA,
1.0mn/cnakoH - 5 wr;

w

N

5. Mapoun3onsaumoHHble KPbKUKK - 40 Wr.;
6. IHCTPYKLUMA MO NpUMEHeHnio -1 Wr.;
7. AHanuTuyeckunii nacnopT -1 wrt.

CocTaB nsgenuvs

1 KapTpuax (BcocTase: peareHT
napamank*IrHbix Mukpouactuy, (R1),
3.5 Mn/”.; peareHT MeyeHbIX aHTUTen (R2).
4.0mn/yn.)-20 wr;

2.Kanu”™ntop 1(CAL1). nMopnINM3NPOBaHHBIiA,
1.0 mn/chbnakoH -10 wr.;

3. Kannbépatop 2 (CAL2). nMoum3npoBaHHbIii
1.0 mn/chnakoH -10 wr,;

4.Kanunbpatop 3 (CAL3). nModhmnn3npoBaHHbIii
1.0 Mn/cpnakoH -10 wT;

5. Mapon3onALNOHHbIE KPbIWKX - 80 WT;
6. NHCTPYKUMA NO NPUMEHEHNIO -1 wT.;
7. AHanuTUYeckuii nacnopT -1 wWr.

J1



JHKD. .

Nnpna6Amyp

MKT

3,5mn [ 4,0mn
R1IR

O Tr20230701 2 01.07.202A

NwnpgnabAmyp MNKT

B

LOT 20230701 EXP 01.07.2024
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g

NmaKop

NngnabAmyp
MKT

Mapoun3onsaunoHHbIe
KpblWKW-4 WT.

LOT 20230701

0107.2024
RER  C86039

1na o®
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IMaKeT TPaHCMOPTHOW MapKUPOBKY

Habop peareHToB «/lngnaé Amyp MKT>» ans
KO/INYECTBEHHOIO onpeaeneHns NpoKasbLUyi-
ToHMHa (MKT, PCI1) B CbIBOPOTKE U Nia3me

KpPOBM YesioBeEKA METOAO0M MMMYHOXEMWUIFOMU-
HecueHTHoro aHasim3a (MXJ/1A) Ha aHanM3aTope
aBTOMaTU4eCKOM UMMYHOXEMUTFOMUHECLEHTHOM

«Jingnad Amyp>» 415 ANarHOCTMKM in vitro
no TY 21.20.23-243-65614693-2022

1 ( .

(ans8ic n 1 ProcHn 300

IVD v ™
[na npoteccnoHanbHOro NprMeHeHNs
- 000 <wwun(OP», Poccna 62010Z CeepaoBckas 06nacTb. r.a ropog, 7\
I J EkaTepuH6ypr, r. EkatepuH6/pr. yn. Mocaackas, cTp. 23. ocmc 204. ( 1 01072023

LOT 20230701 2 01072024 RHEF (C86039

Habop peareHToB «Jlngnabd Amyp MNKT» ana
KO/IMYECTBEHHOI O ornpeaesieHnsa NpoKasbLn-
ToHnHa (MKT, PCT) B CbIBOPOTKE W Nia3sme

KPOBW 4YesloBeEKa METOA0M MMMYHOXEMUIFOMU-
HecueHTHoro aHannsa (UXJ1A) Ha aHanmnsaTope
aBTOMaTUYECKOM UMMYHOXEMUTIOMUHECLIEHTHOM

«Jingnab Amyp>» ANa ouarHoCTUKM in vitro
no TY 21.20.23-243-65614693-2022

TAll
JT w™oo O

[na npoeccroHanbHOro NpUMeHeHns

000 «MAKOPs», Poccusa 620K )Z Ceepp/ioBckast 061acTb, Fo. ropog,
« 1 EkatepuH6bypr, r. EkatepTbypr, yn. Mocagckas, cTp. 23. odmc 204. 0107 2023

LOT 20230701 2 01072024 PRE (C86039
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Habop peareHToB «J/lngnab Amyp MNKT» onsa
KO/INYECTBEHHOr 0 onpeAeneHns NpoKanbLy-
ToHuHa (MNKT, PCT) B cbIBOPOTKE U nnasme

KpOBW YesiloBeka METOAOM MMMYHOXEMUNOMUN-
HecueHTHoro aHanmsa (IXJ1A) Ha aHanim3aTope
aBTOMaTU4eCKOM MMMYHOXEMWUIKOMUHECLLEHTHOM

«Jlngnad Amyp>» ons ANarHocTUKM in vitro
no TY 21.20.23-243-65614693-2022

fA f f (M
no oodpd

[ns npodeccrnoHasbHOro NPYMEHeHNS

. 000 «JIAKOP». Poccnsi 62010Z CBepAnoBckasi 06nacTb, ra ropog,
| J EkatepuHbypr, r. EkatepuH6ypr, yn. MNocagckas, cTp. 23, opuc 204. 01072023

LOT 20230701 2 01.07.2024 RE (C86039

Hab6op peareHToB «J/lngnab Amyp MKT» ons
KO/INYECTBEHHOI O onpeaesieHns NpoKasbLn-
ToHunHa (MKT, PCT) B CbIBOPOTKE 1 n/1asme

KPOBW YesioBeKa MeETOA0M UMMYHOXEMWUTHIOMU-
HecueHTHoro aHanusa (MXJ1A) Ha aHanusaTtope
aBTOMaTUYeCKOM MMMYHOXEMU/TFOMUHECLLIEHTHOM

«JIngnab Amyp» Ansa gnarHoCTUKKM in vitro
no TY 21.20.23-243-65614693-2022

fo

[nsa npodeccuoHanibHOro NpYMeHeHNs!

000 «JIKLLOP». Poccnsi 62010Z CeeppAnoBckast 061acTb, F0. ropog,
ExatepuHbypr, r.Ekat”)MH6. yn. Mocagckas, cTp. 23. oduc 204. 01072023

LOT 20230701 2 01072024 RHF (86039
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idiooo «/IMOKOP», Poccus 620102,
Csepp/i0BcKasa 061acTsb, 1,0, FOpos
EkaTepuHOypr, r. EkatepuHbypr, yn.
Mocaackas, cTp. 23, ogmc 204.

HavnmeHoBaHWe nsgenus

REF
JIXXX XXX

BY 2?1 . I XXXXXXXX
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Wy xxx

NAMM.ITIT

[|YP|TonbKO An4 in vitro gnarHOCTUKK

[N NpothecCUOHaNBHOTO NPUMEHEHNS

A
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Bcero npoLLHypoBaHo, NMPOHYMePOBaHO
W CNEMNJIEHO MeYaTbio
/|  (BOCEMD ).

/E. KO. ToxryT/
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YTBEPXJAIO
O "JIAIKOP"

. Foxryr

2023 r.

G®OTOI'PAOHYECKHE U30BPAXKEHUS OBLIEIO BUJA
MEJUIHMHCKOI'O U3AEJINA

«Habop pearentoB «JIunna6 Amyp IKT» s KOTHYECTBEHHOTO ONpPEAEIEHHUS
npokanbuuToHHHa (ITKT, PCT) B chiBopoTke M Mia3Me KpOBH 4€I0BEKA METONOM
HMMYHOXEMHITIOMHHeCLIEHTHOTrO aHanu3a (UXJIA) Ha aHanu3aTope
aBTOMaTHYECKOM HMMYHOXEMUJIIOMHHECLIEHTHOM «JIumnab Amyp» s

JHArHocTUKH in vitro no TY 21.20.23-243-65614693-2022»

2023
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KapTpuax (B coctaBe: PeareHT napamarHUTHbIX MukKpodacTtuy, (R1), 3,5 ma/yn.. PeareHT medeHblx aHTuTen (R2), 4,0 mnlyn.)

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



Kaau6partop 1 (CAL1), inoduanzuposannbiii, 1,0 ma/paaxon

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




Kannépatop 2 (CAL2), nnothmnnuanposaHHbIid, 1,0 ma/dnakoH

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



Kanunépatop 3 (CAL3), nnounmsnpoBaHHbIi, 1,0 mn/dgnakoH

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



MaponsonAaumMoHHbIE KPbILLKMW

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



Hab6op peareHxoB Ha 100 xecxoB

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



. l-laop peareHToB Ha 100 TecTOB (BHA c3)
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Habop peareHTOB Ha 200 TecToB

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



HaOop peareHTOB Ha 200 TecToB (BU1A C3aLL)

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



HaG6op pearenTos na 200 Tecros (BuA c6oxy)

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




& ®

HaGop pearenros na 500 TecToB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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HaGop pearenTos Ha 500 TecroB (BAA cOoKy)

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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HaGop pearentros Ha 1000 TecTon

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Habop peareHToB Ha 1000 (BMA c3aan)

-

nmp<op

AdnanpodgeccmoHanbHOro
NMPUMeEHeHNA
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HaG6op pearenToB na 1000 Tecros (Bua cboky)

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




Habop peareHToB Ha 1000 TecToB (BMA COOKY)

000« JINAKOP»
:varemﬁlgﬁmmeﬂ 011023 Oda/cr284rqoqq .
TeredoH 83006007128 1eacloore, L f
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Bcero npoLUHYpoBaHo, NPOHYMEPOBaHO
W CKPEen/eHo neyarbio
A 060~ATUO~NOTbL ).

[E. YO. Toxryt/



