YTBEPXIOARO

AunpekTop
OOONINOKOP”

XryT

MAKET MAPKNPOBKW/

«Habop peareHTOB «Jl1giad AMyp VIHCYIMH» 4151 KOIMYECTBEHHOMO
OMpeeneHna NHCYIHA B CbIBOPOTKE U MN/1a3Me KPOBU YesiI0BEKa METO0M
NMMYHOXEMUTIIOMUHECLLIEHTHOIro aHasnsa (MXJ1A) Ha aHanmsaTope
aBTOMAaTUNYECKOM UMMYHOXEMUTFOMUHECLIEHTHOM «JTuaiad Amyp» 4ns
ANarHoCTUKM in vitro no TY 21.20.23-240-65614693-2022»

2023

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH MELMLIMHCKUX U3REM



Habop pearentos «Jlngnad Amyp HNgrmw»

[ANS 0NNYECTBEHNOTO ONpefeneHns NHCYIMHa
BCbMOPOTKE 1 Nna3me KpoeM Yesl0BeKa MeTo0M
VMMYMOXEMUTIIOMUNECLL@HTHOTO aHann3a

(MXNA) Ha aHann3aTope BBTOMaTN4Ye00M
VMMYMOXEMUTIOMUHECUEHTHOM «Jlnanad AMyp» ans
AMarHoCTMKM invitrono TY 21.20.23 - 240'8)K 1AB93-
2022.Habop peareHToB Ha tOO TecToB.

Homep npaTa permMcTpaymoletoro yaocroeepeims
PY N* XXXXJTOOOC 0T XXJOCXXXX

r-] 000 «JINOCOP». Poccus, Broo33. Ceepanosckas

/N 06nBCTbL. I. EKaTepuHbypr, yn. KpacHosBpckas. g 15
000 «JINKOP». Poccusi. 1A1961. MockoBCcKasi 06nacTb,

N r1.[y6Ha, yn.MpnbopocTponTeneii. 3a

Hab6op peareHToB «/lIngnad AMyp MHCYyrmH»

[ANSA KONNYECTBEHHOTO OrpeAe ieHns UHCYnHa

B CbIBOPOTKE M N1a3me KpoBM YesloBeka MeToA0M
MMMYHalMMIIOMUHECLLEHTHOr0 aHanmsa

(UXNA) HaaHanm3aTope aBTOMaTUYECKOM
MMMYHOMMM/IIO MUHECLLEHTHOM «Jlnanab AMyp» ans
AMarHocTukm in vitrono TY21.20.23 - 240-€561AB83-
2022.Hab6op peareHToB Ha200 TecToB.

Momap 1 gata perucTpayMoHHOro ya0CTOBEPEHUS
PVN*XXXX/XXXXo0 tXXJOCXXXX

1-1 000 «/INOKOP». Poccus. 620033. CBBPAMNOBCKBS
~ o6nacTb, . EkaTepuHbypr, yn. KpacHogapckas, g 15

m 000 «JINJKOP», Poccusa. U1981. MockoBckasi 06n1acTb,
A r.[ly6Ha, ya MpubopocTpomTanait, 3a

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

inanaé Amyp iTTfLOI
NHcynnH

Habop peareHToB Ha 100 TecToB

N\ "N\ N\
» BB ca” ® d101.07.2023
Jwr] 20230701 |a] 0101.2025 IREFI CBG6036

inanaé Amyp YL
NHCynnH

Hab6op peareHTtoB Ha 200 TecToB

E0"«200 Qi] <
Qi P |d 101.07.2023
[LOTI 20230701 LI | 0101.2025 |REf| C86036

CocTaB nsgenus

| KapTpugx (BcoctaBe; PeareHT
napamarHuMTHbIX MukpoyacTtuy, (R1).
3.&mn/yn.; PaereHT meyeHbix aHTUTW) (R2).
A.Omn/yn.) -2 wr,;

2.KaTt6patap 1(CALL). nnodmnnampcroaxbiii.
1.0 Mn/hnakoH -1 wr.;

3. Kanu6patop 2 (CAL2). "Mothnnn3anpoBaHHbIA.
to mn/nakoH -1 wr.;

A.Kanu6patop 3 (CAL3). NMohnnnN3nNpoBaHHbIN.
1.0 mnYdnakoH -1 wr.;

S. Mapon30NALNOHHbIE KPbILWKK - 8 LWT.:

B. /IHCTpyt0a™A no npuMeHeHuto -1 wr.;

7. AHanuTu4eckuit nacnopt -1 wr.

CocTtaB nsgenus

1 KapTpugx (BcoctaBa: PeareHT
napamarmmTxkx Mmkpoyactumy, (R1).
3.5mn/ya; PooreHT Mmou<va*x aHTuTen (R2).
A.0mn/yn.)-4wrT.;

2.Kanu6patop 1 (CAL1), Tohnn3MpoBanHbIiA,
to mA/nakoH - 2WWT.;

3. Kanubpatop 2 (CAL2). nothnnnanpoBaHHbIiA.
to ma/nakoH - 2 wT.;

4. Kanunbpatop 3 (CAL3). nMothnnmns>yoBaHHbIN.
to mn/nakoH - 2 wr.;

5. Mapon3015LNOHHbIE KPbIWKN -1 6 WT.;

6. HCTpyK1B1ANO npumeHeHnto -1 wr.;

7. AvanuTnyecwiaii nacnopTt -1 wr.



Hab6op peareHToB «JlngnabAmypAncyTH»

[AN19 KONMYECTBEHHOTO ONpeaeneHuns NHCyIMHa

B CbIBOPOTKE 1 /N1a3«4B KPOBU Yesl0BeKa Meto oM
UMMYHOXEMM/IOMUHECLIBUTHOTO aHannsa

(XNA) Ha aHann3aTope aBTOMaTUYECKOM
UMMYHOXEMUTOMUHECLEHTHOM c/lnanab AmM”» ans
AMarHocTuku invitronoTV2120°N3 - 240-8~1AB93-
2022.HaboppeareHToBHa 500 TecToB.

Homep naeTa perMcTpaymoHHOro yA0cToBepeHmns
PV N* XXXX/XXXX OTXXJOCXXXX

MecTo npooBO/ACTBB:

11000 «/INOKOP», Poccus. 620033. CBeponoBCKas

~ 06nBcTh, I. EkaTBpUNGYpr yn. KpecHoaapckas. f 15

m 00O «JINAKOP*. Poccusi. 141961. MockoBckasi 061acTb.
~ 1. [y6ka, yn.MpunbopocthonTensii. 3a

Habop peareHToB «/lnanab Amyp VHCyiMH»

[ANA KONNYECTBEHHOTO OMNpeAeneHns NHCYInHa

B CbIBOPOTKE M Mna3Me KpoBU YeloBEKA METO0M
UMMYHOXeMUTOMWUHECLLEHTHOTO aHanm3a

(UXJTA) Ha aHanusaTope aBTOMaTNYECKOM
UMMYHOXEMUMIOMUHECLLEHTHOM «/lngnab Amyp» ans
AnarHocTukm invitronoTY 21.20"23- rAO-66B1633-
2022.Ha6op pearekroe Ha 1000 TecToB.

Homep naaTta perncrTpalmoHHOro yaocToBEPEHMUS
PY M» XXXX/XXXX 0T XXJOOOCXX

MecTo nponsBogcTBa:

n OO0 «/IMAKOP». Poccusi. 620033. CMrposiosckas

~ obnacTb, I. EkatepuHbypr, yn. KpacHogapckas, a 15
11 000 «/INAKOP». Poccus 141981. MockoBckas 06/1acTb,
A r.[y6Ha, yn.ldunbopocTponTaneit, 3a

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

inpnab Amyp \YMLO\
NHCcynnH

Habop peareHToBHa 500 TecToB

3 01.07.2023
IUDe1 20230701 LW | 01,01.2025 IhEF C86036

Tnaonaé Amyp \YHLO
NHCcynnH

Habop peareHToBHa 1000 TecToB

ax'k v* " 2 101.072023

iLOTI 20230701 U| 01.01.2025 IfffiF C86036

CocTaB nzgenus

1KapTpuwx (BcocTaBe: PeareHT
n”\aamarHuTmbix Mukpoydactuy, (R1).
3.5 Mn/yn.; PeareHT MmeyeHbix aHTUTEN (R2).
4.0 mn/yn.) “ 10 WT.;

2.Karm6patop 1(CAL1). "Mohnnn3MpoBaHHbIA.
1.0 MnA|TakoH “ 5 wt.;

3. Kan46patop 2 (CAL2). nMonIN3MPOBCMHBINA.
1.0 mn/hnakoH - 5 wt.;

4.Kanubpatop 3 (CAL3). "Mothnnn3MpoBaHHbIA.
1.0 mn/cpnakoH - 5 wr.;

5. Mapon3onALMoHHbIe KPbILWKN - 40 WT.;

6. VIHCTPYKLULL MO MPUMEHeHWI0 -1 wWT.;

7. AHanuTu4eckmii nacnopT -1 wr.

CocTaB nsgenusa

1KapTpngx (BaxTaoo:PeareHT
napamarHuTHbIX Mukpoyactuy, (R1).
3,5mn/yn.; Peer™ 1 meueHbix aHtuten (R2).
4.0mn/yn.)“ 20 wrt.:

2. Kann6patop 1(CAL1). nochnnn3npoBaHHbIiA.
1.0 mn/dpnamm -10 wr.:

3.KaTt6patop 2 (CAL2), NMohnIN3MPOBaHHBLIA,
1.0 mn/pnakoH - O wt.;

4. Kanu6patop 3 (CAL3). nnoununsmpoBam” bii.
1.0 mn/chnatoH -10 wr.;

5. Mapon30iALNOHMbIE KPbILLKK - 60 WT.:
6. IMCTpyrwma no npuMeHeHunto “ 1wr.;
7. AHannTuyeckuii nacnopT >1wT.



nmapkop |Y~4
naonab Amyp
NHcynnH

35vn | AOwn
RIilIRR

LOT 20230701 2 0101.2025

nnakop nMaKop
Nnpna6 Amyp UHcynnH NMnpna6 Amyp VIHCynmH

n Aar ProClin 300 floar ProCtin 300 Irsic ProClin 300

=.Tm<S)CB]<$>4>
1omn LOT 20230701 1omn LOT 20230701 10mn LOT 20230701

01.01.2025 2 01.01.2025 2 01.01.2025
CALl REF C86036 CALZ REF C86036 CAL3 REF C86036

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



nnaxkop Nugna6 Amyp UHcynuH
B

NnpnabAmyp

NHcynnH

Mapon3onsaunNoHHbIE
KpblWKW-A LWIT.

L§T 20230701 ||| CB

01.01.2025
REF C86036

uerr 20230701 EXP 01.01.2025

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



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



MakKeT TpaHCMOPTHOM MapK1POBKY

Habop peareHTtoB «Jlugnab Amyp WHCynuH» and
KOJINUEeCTBEHHOTI O onpefesnieHNs UHCY/IMHA B CbIBO-
poTKe 1 nna3Mme KPOBU 4YesioBeKa MeTogoM UMMYHO-
XeMunnrmMmmHecueHTHoro aHannsa (MXJ1A) Ha aHanu-
3aTope aBTOMaTU4eCKOM MMMYHOXeMUMOMUHecCL,e-
HTHOM «Jlmanaé Amyp>» Ansa AnarHoCTUKK in vitro

no TY 21.20.23 - 240-65614693-2022

w ] . \ | ProcHn 300
Ansa npodeccrnoHanbHOro NpMMeEHeHus

000 «MNAOKOP», Poccnsa 620102, CBepa/ioBckas 06/1acTb, ro. ropog, O 1 O 7 2 O 2 3
rT}J ExkaTepuHbypr, r EkatepunHbypr, yn. lNocagckas, ctp. 23, odpumc 20A. ) '

LOT 20230701 2 01.01.2025 REF C86036

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Bcero npoLuHypoBaHo, NPoOHYMepoBaHo
1 CKPENJ/eHo nevaTbio

/E. 1O. oxryt/

) .



YTBEPXKJAIO
Hupexrop

000 "JINAKOP"
E.IO. l'oxryr

2023 r.

GOTOITPAOHYECKHE H30EPA’KEHHS OFIIEI'O BHAA METHITHHCK JHA

«HaGop pearenTos «/Ingnaé Amyp HMuacyans» A8 KOJTHIECTBEHHOTO ONpeeents HACYJIHHA B CHBOPOTKE H IL1a3Me
KPOBH 4€JIOBEKA METOXOM HMMYHOXEeMHAAIOMNHecieRTHOro anaan3a (MXJIA) Ha aBANA3ATOPE ABTOMATHYECKOM

HMMYHOXeMETIOMHHecnenTHOM «JInpiab AMyp» ans AnarsocrekH in vitro mo TV 21.20.23-240-65614693-2022»

2023

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



KapTpupx (B cocTaBe: PeareHT napamarHUTHbIX MukpoydacTuy, (R1), 3,5 mn/yn.; PeareHT MeyeHbix aHTuTen (R2), 4,0 mnlyn.)

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



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



AU nabAmyp*n

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

WAV Y

Kannépatop 2 (CAL2)



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



Nnpgnab Amyp
NHCYyNnuH

H»60p peankToe Ha 100 TecTos

i m"S?«%%q) I\MS@R/@

Habop peareHToB Ha 100 TeCcTOB
& 000 UUPMM @] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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CHOO«NMNAKOP»

i i Poccym.B20KOZCBepLUtOBCKBAO6MNACTb,M.0.rop(LLEKaTep™»"oypr,

r.EkatepuHbypr,yn.Mocaackas ctp.23,0cpuc204.
TenecgoH:8800500 7128.leadcore.ru

Habop peareHToB Ha 100 TecToB (Apyras CTOpoHa KOPO6KW)
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CocTaB n3genunsa
1 KapTpuax (mcoctase: ST rS»#r

\'Ymoli napavnBo«rrHbammdouscrmm(ILL™
Jé’\/kMWﬁBBI'BI-ﬂNB» BeaiNges (RB

Tnanab Amyp ,

r KanwepsTcp >

NHCYynnH
Habop peareHToBHa 200 TecToB 3.&8w6ipemp27\,|25f
to MNeldT*on*>2wr»

iVKanHCpenFS KXK31w O W * f**W N k
tOM rtfAneK O N -2«t;
5.M(HOoM30TNO meX m!'«m»«- * Wr.

&innpF»» ™rpuwery)-1LE

7. OHBACTHOKCL A 1B Ay T* 1 T,

H1(MO074)M

Aimj 20230701141 01.01.w:AillRgl L »L A8~

Hab6op peareHToB Ha 200 TecToB

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Hab6op peareHToB Ha 200 TecToB (gpyrasi CTOPOHA KOPO6KM)
& 000 LIMPMM 2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Hab6op peareHToB Ha 500 TecToB
& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



nmnnaoé

Cocrtas usgenus

Nnpna6 Amyp N

= OHM>A)Kan.-

WHcynuH

Ha6oppeareutoere 10001
FZNIPMB ™ ®
M VoCoTEREnognjoe*
UfSI Ma>azoren||] olcnpo» 1*M  caaom_

Hab6op peareHToB Ha 1000 TecToB

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



HTH["a6Amyp

NHCynnH,

Mapoun30NALNOHHBIE KPbILLIKM

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



TpaHcropTHasi Tapa 1 ee MapKUPOBKa

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



Hab6op peareHToB «Jlngnaé Amyp VIHCynuH» Ans KOM4YeCTBEHHOr0 ONpeAesieHNst MHCYIMHA B CbIBOPOTKE M MJ1a3Me KPOBU YesioBeKa MeTOA40M UMMYHOXEMUMOMUHECLLEHTHOIO aHanm3a (MXJ1A) Ha
aHa/IM3aTope aBTOMATUYECKOM UMMYHOXEMUTIOMUHECLLEHTHOM «Jlnanad Amyp» ans AMarHoCTUKM in vitro no TY 21.20.23-240-65614693-2022 BbIMyCKaeTCA B YETbIPEX BapvaHTax UCMONHEHNS:
& 000 LMPMH (1 INFO@CIRMIRU & WWW.G0SZDRAVNADZORRU 5 100 TecTos; Habop peareHTos Ha 200 TecTos; Ha6op peareHToB Ha 500 TecTos; Ha6op peareHToB Ha 1000 TecToB



Bcero npoLuHypoBaHo, MPOHYMepPOBaHO
U CKPEMNJ/IEHO MeYaTblo

)N

/E. HO. ToxryT/

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



