YTBEPXAAIO

OupekTop

000 "NNAKOP"

MAKET MAPKUPOBKW

«Habop peareHToB «JIngna6 Amyp TPONoOHWH I» Ans KONMYECTBEHHOTO
onpegeneHuns tponoHuHa | (Troponin I, Tnl) B cbiIBOPOTKe 1 Niasme KPoBu
yesioBeKa METO40M MMMYHOXEMUIOMUHECLLEHTHOro aHanusa (MX/1A) Ha

aHanmsaTope aBTOMaTUYECKOM MMMYHOXEMUIKOMUHECLEHTHOM «Jlngnaé Amyp»

ANA ANarHocTMKK in vitro no TY 21.20.23-275-65614693-2022»

2023

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHI/ W PETUCTPALIMI MERHLMHCKMX H3ENHIA



Ha6op peareHToB «J/lngnab Amyp TponouuH I»

A5 KONUYECTBEHHOTO OnpejenieHns TpMo Humna |
(Troponin I.Thl) B CbIBOpOTKE U Nna3mMe KPoBK
4yefnoBeka METOL0M UMMYHOXEMUMIOMUHECLLEHTMOTO
aHanusa (UX/1A) HaaHanmsaTope aBTOMaTU4eCKOM
VMMYHOXEMUNIOMUNECLEHTHOM «Jlnanab AMyp> ansa

AMAarHoCTUKM in vitro noTY21.20.23-275*B581AB93-

2022.Hab6op peareHToB Ha 100 TecToB. AHTUTENA

kBWY-1.2nBupycy renatutaC n HBsAg oTcyTCcTBYyIOT.

MOMBp M faTa perMcTpayno»Toroya0CTOBE PEHUS
PY N* XXXX/XXXX 0T XXJO(.XXXX

MecTo npovaeoAcTm:
I OO0 «/IMOCOP». Poccusa. 620033. CeepanoBekas
~ obnacTb, I. EkaTepuH6ypr, yn. KpacHogapckas, 4 1S

m 000 «JINTIKOP», Poccus. 141961, MockoBckasi 061acTb,

N r.Jly6He. yn. MpnbopocTtpouteneii. 3e

Habop peareHnToB «/lngnab AMyp TPONOHUH I»

AN KONIMYECTBEHHOTO onpejenieHns tponom4una l
(Troponin I. Tbl) B CbIBOPOTKE U TTa3»ne KpoBu
yenoBeka METOLOM UMMYHOXEMUTIO MUHECLEHTHOTO
aHanusa (MXNA) HaXxannsatope aBTOMaTU4YeCKOM
VMMYHOXBMUIIOMUHECLEHTHOM «Jlngnab Amyp» ansa

AVarHocTuKm in vitro no Ty 21.20.23275*65814693-

2022.Habop pearennm Ha200 TecToB. AHTUTENA

K8WY-X2 neupycyrenatntaC n HBsAg oTcyTCcTBYyIOT.

Homepwu gata permcTpeymoToro yjocToBepeHus
PY N*“ XXXX/XXXX 0T XXJOCXXXX
MecTo ryonsBo/AcTBB:

1—1 000 «/MJTIKOP*. Poccusa, 620033. CaepAn0OBCKM
N o6nects. I. EkeTepuH6bypr. yn. Kpecuogapckas. g 15

1 000 «/INAKOP», Poccusi, 141981 MockoBckas 061acTb,

~ 1 [ly6Ha, yn. Mpm6opocrpountenail. 3a

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

Nnpna6b Amyp \YMLO
TpoONOHUH!

Habop peareHToB Ha 100 TecToB

awna Y 1->.1 gl101.07.2023
iLOTI 20230701 bl | 01.07.202A |REp| C892A3

vopna6b Amyp \YHLO
TPONOHUH]

Habop peareHToB Ha 200 TecToB

2101.07.2023
[LOT 20230701 \v\ 01.07.202A |REF  C892A3

CocTaB nsgenus

1 KapTpuax (BcocTaBe: PeareHT
napeBmMarHuTio X MukpoyvacTuy, (R1).
3,5mn/yn.; PeareHT meyeHbix aHTuTen (R2).
4.0 Ma/yn.) -rw T.:

2 Kanu6patop 1 (CALL), nuoc(blMManpoBaHmblii.
1.0mn/pnawox -1 wr,;

3. Kanu6patop 2 (CA12). noh UNN3anpoBaHHbIii,
1.0 Mn/dnakoH -1 wT.;

4.Kanu6patop 3 (CAL3).1MohnnmampoBaHHbIii.
1.0 mn/cpnakoH -1 wT.;

5.MBPOM30AALNOHM” KPbILWKK - B WT.;
B. MHCTPYKLMSA NO NPUMEHEHMIO -1 WT.;

7. AHanuTnyeckuit nacnopT >1wT.

CocTaB nsgenus

1 KapTpuax (BcocTtaBe: PeareHT
napamarHuMTHbIX MukpodacTx g (R1).
3.5 mn/yn.; PeareHT meuveHbix aHTuten (R2).
4.0 mn/yn.)- 4un';

2 Kanu6patop 1(CALL), "MOh MAN3INPOBAHHBIN.
1.0 Mn/chnakoH - 2 WwT.;

3. Kanu6patop 2 (CAL2).amodunnavpoBaHHbIii.
1.0 Mn/chnakoH - 2 WwT.;

4.Kanu6patop 3 (CAL3). nnonnnanpoBaHHsblii.
1.0 mn/chnakoH - 2 Wwr.;

5. 3sonsonayMoHMmne KpbliWKn -16 Wwr.;

6. IHCTPYKLMA NO NPUMEHEHUIO - 1T.;

7. AHanuTU4ecknin nacnopTt -1 wWr.



Hab6op peareHToB «/lugnaé Amyp TponouunH I»

AN KONMYECTBEHHOTO onpejeneHuns TponoHuHa l
(Troporun 1. Thl) a cbiBOpOTKe 1 Nna3Me KPpoBu
YyenoBekaMeToA0M UMMYHOXEMUTIOMUHECLEHTHOTO
rHanusa (UXJ1A) Ha »«annaaTope aBTOMaTUYECKOM
UMMYHOXEMUTIOMUHECLLEHTHOM «Jlngnaé Amyp» ans
avarHoctukm U vttfo noTY 21.20.23-275-65614693-
2022.Habop peareHT<» Ha 500 TecTtoB.AKNnoena

Kk 8MY-1.2n BupycyrenatntaC n HB3A4 OTCYTCTBYIOT.

Hom€ npaTa perucTpayMoHHOIO y40CTOBEPEeHUS
PY N* XXXX/XXXX 0T XXJOCXXXX

MecTo nponaBojcTBa:

1 000 «JINOCOP». Poccus. 620033. CaBpanosckas

/N  obnacTb, I. &(@rBpuHbypr. yn. KpacHonu)ckas. g 15

rn 000«J/TIN1™N"», Poccus. 141961. Mocxksickasi 06/1acThb,
r. y6Ha, yn. MpnbopocTpouTeneii. 3a

Ha6op peareHToB «/lugnab AMyp TpOnoHUH I»

ANA I0ONNYECTBEMHOTO ONpeeneHns TPONOHUHA

I (Tropor”™ I, TLW) BCbIBOPOTKE M NNa3Me KpoBu
YyefnioBeka MeTo40M UMMYMOIO MUTIOMUHECLEHTHOTO
aHanusa (MX/1A) Ha aHann3aTtope aBTOMaTn4eCKOM
UMMYHOXEMUMIOMUHECLLEHTHOM «/lnanaé Amyp» ans
auvarmocTtuto1 (nvitro noTY 21.20.23-275-65614693-
2022.Ha6op peareHtoB Ha 1000 TecToB. AHTUTENA
KW 14-1,2 n Bupycy renatutaC nHBsSAQ oTCyTCTBYIOT.

Homep nparta perncTpaLMoHHOrO y40CTOBEPEHUS
PY N* XXXX/XXXX 0T XXJOCXXXX

= OO0 «/14|™OP». Poccusa. 620033. CBepanosckas
N o6nacTb, . Ekyrep>abypr. yn. KpacHogapckasa, a 15

|~] OO0 «JINAKOP». Poccus, 1A1981. MockoBckas 061acTb,
A 1. [ly6Ha, yn. MpnbopocTpounTeneii. 3a

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

NTngpna6 Amyp \YMLO\
TponoHuHI

Ha6op peareHToB Ha 500 TecToB

X E/DIN-
/ s00QU <0 gjll01.07.2023

ILOTI 20230701 la | 01.07.202A |REF| C392A3

Tnpna6 Avyp \yT o\
TponOHNH!

Ha6op peareHToB Ha 1000 TecToB

d101.072023
1LIJ1 20230701 ul 01.07.202A |[rEF  C892A3

CocTas nsgenvs

1 KapTpuax (BcoctaBe: PeereHTt
napamarHuTHbIX MuKkpoyacTuy (R1).
3.5mn/yn.: PeareHT MeyeHblix aHTuTen (R2).
4.0mn/yn.) -10 wr.;

2. Kanu6patop 1(CAL1), nnonanMsaMpoBaHHbIii.
1.0 MNNTaKOH - 5wT.;

3. Kanu6patop 2 (CA12). nnodhnnns”NToBaHHbIN,
1.0 mn/cpnakoH - 5 wr.:

4. Kan»”3patop 3 (CAL3). nuocnnnsnposatblii.
1.0 mn/dnakoH - 5 wr.:

5. M"3Ne130NALNOHHbIe K)W LW KK - 40 wWT.:

6. HCTPYKLW TA NO NPUMEHEHMNIO -1 wWT.:

7. AHanuTnyeckunii nacnopT -1 wr.

CocTaB nsgenvs

| KapTpugx (BcoctaBe: PeereHT
napamarHuTHbIX MUKpoyactuy (R1).
3.5wUyn.: PeareHT MeyeHblx aHTUTEN (R2).
4.0mn/yn.)-20 wr.:

2. Kanun6patop 1(CAL1). nMoh MNN3INPOBaHHbIN.
10 mn/chnakoH -10 wT.:

3. Karwo6patop 2 (CAL2), nnodMnmM3npoBaHHbIA.
1.0 mn/chnakoH -10 wr.:

4.Kat~patop 3 (CAL3). niMo™MKnnanpoBaTbm.
1.0 mn/pnakoH -10 wrt.;

5.Mapounaonaw o HHble KpblWw Ky - 80 WT.:

6 .1010TPYKUNA MO NPUMEHEHUIO -1 wWT.:

7.AHanuTU4Yeckuii nacnopT -1 wr.



nnaokKop irats
Tvwpnab6Amyp

TponoHuHI

35n 14,0mvn
Wlir B )
LOT 20230701 U 01.07.2024

nnapkKkop nnaokop
JlIngnab AMVDIDONOHMH | NingnabAmMyp TPOMOHWH |
KannbpaTop MHaKTMBUPOBaH

' nog< ProCin 300 PrOCUIB0
Jl ivp (~p s ¢ <[> or o @

LOTm 20230701 LOTE 20230701

10 mMn 10 mn
0107.202A 2 0107.20241 A

KCALZ REF C89243 | CAL3 REF C892A3MU

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



Nnpnab Anyp TpONOHMH |
B!

nmakop
Nvana6 Amyp
TponoHuHI

[Mapon3onAuUnOHHbIE
KPbILWKA - 4 WT.

LOT 20230701 wn [1N
01.07.2024

REF C89243
LOT 20230701 EXP 01.07.2024

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

Hab6op peareHToB «/Ingnad AMyp TponoHuH I» ans
KO/MIMYECTBEHHOTO onpegenexHns TponoHuHa | (Tro-
ponin I, Tnl) B cCbIBOPOTKE M Naasme KpoBU YesloBeKa

METOO0M MMMYHOXEMUTIOMUHECLLEHTHOTO aHannsa
(UXNA) Ha aHanu3aTope aBTOMaTN4YeCKOM MMMYHO-
XEMUTIOMUHECLEHTHOM «Jlnanab AMyp» Ans guar-

HOCTMKM Invitro no TY 21.20.23-275-65614693-2022

$ A f 7 4711
ry-8" " Recn@D
n " ADO0O C U <$>0

[ns npogheccuoHanbHoro NpUMeHeHus

000 </INAKOP=>. Poccus 62010Z CeBBpONOKXas 061acTb. r.a ropog, (/\
EkaTapunbypr. r. EkatepuHbypr, ya Mocagckas, cTp. 23.ocuc 204. 1 O 1 " O 7 " 2 O 2 3

LOT 20230701 2 01.07.2024 PRE (C89243

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



Bcero npoLuHypoBaHo, NPOHYMepPOBaHO
M CKpenieHo ne4vyarbro
).

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



YTBEPXIZAIO

GOTOIPAPHYECKHE H30BPAXKEHHUSA OBIETO BUIA METUIIHHCKOI'O H3EJINA

«Ha6op pearentos «JIngnaé Amyp Tpononun I» ang koausecrsennoro onpenenenns Tpononnsna I (Troponin I, Tul) B
ChIBOPOTKE H MJIA3Me KPOBH 4€J0BEKA METOJOM HMMYHOXeMIIIOMHHecHeBTHOro anaania (HXJIA) na anaanzatope
ABTOMATHYECKOM HMMYHOXEMHIIOMARECHEHTHOM «JInanaé AMyp» Ajisl AHATHOCTHKH in vitro mo TV 21.20.23-275-
65614693-2022»

2023

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



maxkop Yol
Jinanad Amyp

TpONoOHMHI

pypitgs C7A<r<”
3&M1 1 A0 1
EB [ A r™ z
LOT

KapTpumpk (B cocTaBe: PeareHT napamarHUTHbIX MukpodacTul, (R1), 3,5 mafyn.; PeareHT MedeHbIX aHTUTeN (R2), 4,0 mnfyn.)

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



Kanu6parop 1 (CAL1)
& 000 LMPMK @] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



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



Kanmbpatop 3 (CALS)
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Habop pearenTos na 100 Tecros




TITimrr

ooo«nnpgKop»

mi Poccua.B20102.CBepgnoackasobnactb,r.o.ropogEkatepunéypr.
r. EkaTtepuHbypr, yn. Mocagckas, cTp. 23. ohunc204.
TenecoH; B 800 500 /1 28. teedcore ry

Ha6op peareHToB «/lngnaé AMyp TponoHuH U
ONAKonnyecTBeHHOro NpefeneHnsa TponoHuHa l
(Troponin I.Trj) B cbiIBOpOTKE M Nia3me KpoBu
Yyenoseka MeTOAOM UMMYHOXEMUTIOMUHECLLEHTHOTO
aHanusa (UXNA) HaaHanm3aTope aBTOMaTUYECKOM
MMMYMOXEeMUIOMUHECLLEHTHOM «Ananab AMyp» ans
AnarHocTukm Invitro no TY 21.20.23-275-65814693-
2022.Habop peBreHtos Ha OO TecToB. AHTUTENA
K BWY-1.2 nBupycy renatuta C n HSsAg oTcyTCTBYIOT.
Homep upjate peructTpayMoOHHOIO YyAO0CTOBEepeHUS
PY N XXXX/XXXX 0T XXJOCXXXX
Mecto npon3eoAOTM
00O >/INNKOP>, Poccusa. 620033. Ceepanosckas
o6nacts!, r. EkaTB(xuGypr. yn. Kpecmogapckas, g. 1S

M 000 «MAKOP», Poccus. 11.1981. MockoBckasa O6nectm
r,Ay6Ha yn.MpuGopocTpouteneii. 3«

Hab6op peareHToB Ha 100 TecToB (4pyras CTOpoHa KOpPo6KM)
& 000 LMPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU
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NMunapna6b Amyp WYHUS T\
TPOMNOHWUHI yw

Habop peareHToB Ha 200 TecTtoB

| A . VIVAV

. Y IVDi I om
ul

Habop peareHToB Ha 200 TecToB



CROO«INOCOP>

Al Pocctvi, 620102 Cs”*3n110ack3s o6nactb,
r.Ekatopmubypr. yn.Mocagckas, 4. 23. ocuc 206.
Tenegom;8800500/128. teadcore.ru

HBO<ua pears)-0B «/Maiab/h<y{>1)sonom»"
ANA (ronnyecTBenmMoro or"X ioenBKuB TPOA*OHMME>
(Troponin I. Tbl) B CbLBOPOTKE 1 N11a3MC
teroeeal I
aHanunsa (UXJ1A) «a acasgmaaTopBaa?c
iedv>to, io*e«*ecijeHrNO*«,
e TR0 0 TY 25 303 7~P J1*-
Hk !
. AN |
r H €0\
PUNAZ 0K OBXME
Macro npMU«<N~<

D

Habop peareHToB Ha 200 TecToB (Apyras cTopoHa KOpo6Ku)
& 000 LMPMU @] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU
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HaGop pearenron Ha 500 Tecton

& 000 LMPMU (7] INFO@CIRMI.RU €& WWW.G0SZDRAVNADZOR.RU




F««/IIKC*0

nna

Coctm M«A*I'Iﬂl

Nnaona6 Amyp
TPONOHUHI

lT--it

Habop peareHToB Ha 1000 TecToB

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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TpaHcnopTHas Tapa 1 ee MapKMPOBKa

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



nmanao

APOTMoHMHI

rvv\pvJana
O O

th ™ awyp

5, HATEIE -, no. o
T»>»[%0,.,, - ®"-S0S2

Nvam*® Amyp
T)>000K/IV>

n M3~

JIW Y <OP

WH*"AWHOCT*«> M>VitfQ

Hab6op peareHTOB «/Ianab Amyp TpOMoHUH I» Ans Konn4yecTBeHHOro onpeaenieHns TporoHuHa | (Troponin I, Tnl) B CbIBOPOTKE 1 M/1a3me KPoBM YesioBeKa METOAOM
UMMYHOXEMWU/TFOMUHECLIEHTHOT0 aHarinza (VIXJTA) Ha aHasimsaTope aBTOMaTUYECKOM UMMYHOXEMUTIOMUHECLIEHTHOM «J1ngyiab Amyp» 41 AMarHoCcTUKK in vitro no TY 21.20.23-275-65614693-
@ 000 LMPMI ] INFO@CIRMIRU & WWW.60SZDRAVNADZOR.RU >riosiHeHms: HaGop peareHToB Ha 100 TecTos; Habop peareHToB Ha 200 TecToB; Habop peareHToB Ha 500 TecToB; Ha6op peareHToB Ha 1000 TecToB



Bcero NpoLUHypoBaHo, NPOHYMepPOBaHO
M CKPENJIEHO neyvyaTbo
)n.

/E. KO. loxryT1/
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