YTBEPXXIAIO
OO0 *LLNAKOP"
loxryt

2023 T.

MAKET MAPKPOBKW

«Habop peareHToB «/ngnab Amyp BI-1 1gG» ons Ka4eCTBEHHOIO OMNpeaesieHns UMMYHOT/100y/IMHOB
Knacca G (1gG) k Bupycy npoctoro repreca 1 tuna (BrMr-1) B CbIBOPOTKE Y M/1a3Me KPOBM YerioBeka
METOL0M MMMYHOXEMUTFOMUHECLIEHTHOTO aHayin3a (VIXJ1A) Ha aHaiM3aTope aBToMaTU4eCKOM
VIMMYHOXEMUMFOMUHECLIEHTHOM «/T1a1ab AMyp» Ans AMarHOCTVKK in vitro no TY 21.20.23-263-
65614693-2022»

2023

IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHMI 1 PETHCTPALIMH MELMLMHCKUX U3AEMM



r

Habop peareHToB </indra6AMypB M -1 404
Ka4yeCTBEHHOroonpeaeneHmin UMMyHOrHOOYIHOe
KnaccaG (IgG) K B/pyCy npocToro repreca Truna
(enr-1) BCbIBOPOTKE WM/Ieame KPOBMYe/oBeKa
VETOOOM HMMYVIOXEMHVOMPMOCMOLITHONO aHa/v3a
(VXA HaamanaaTope aBTOMATUHECKOM
VIUMOHH1»CYE>IMOM </Tuaria6AMyp> A1s
AvarHoctvkmmyvitrono TY2 1~ M-283-BNe1/1693-
2022. HaboppeareHToB Ha 100 TecToa AHTUTENAK
S44-1"niidycy renatmtaCuhSaAgoTcyrcTayior.

Homep 1 aata pBrucTpayHole«oro y40cToBepeHus
PYN*

TXXjoooOoa
MecTo M:
ﬁm% 620053. Caepanoaoiafi
* % 06r1acTh, . EHTapuHOYpr. yn. KpacHomapekas, 4, 15

|~ | CQO VKO, tocoM. 141961, MocKoBCKas 00racTb.
r.Oy6Ha. yn. MNprbopocTpovTereA 3a

HaboppearanTtos «/ugnabAvypenr-11gG» gna

Ka4eCTBEHHOT 0 0Mpe/e/ieHs MMyMOTTHOOY/IMHOB

KknaccaG (igG) KBupycy npocToTa repnecalrtura

(OT-1) BCLIBOPOTKE WTI/1a3Ma KPOBM YesIoBeKa

meTozom tawyHOKewniOMieroan» Imvioro aHanmsa
HaaHarv3aTope aBTOMATUHECKOM

MMYMOXBMTKMHBCLIEHTHOM ¢/ ng/iab Amyp» 41

umocTukn Novitrono TY21.20.23-283-5816893-

2022.HaboppeaiwrOBHa200TecToB. AHTUIE/IaK

8- X2u Bpycy renarvtaCu lesAg oTcyTeTeytar.

Homep N aaTtaperncrpaymoHHoro yaoctosspslM4A

PYI\I*><X>%<(X>&>OT XXJaJooo(

o) 0007 Wnpompaoqpcorgg;m 620033. Ceepor

rn P>, . . 08CKaB

' 0bracTb, . BeTepvHOypr. . KpecHoaapeLwid. g, 15

-1 QOO VKO Poccust. 141961 MbokoacKasi06riacTh.

' 1..[Oy6He, yn MovbahocTpeartenedi. 3a
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Ningnad AMyp  ivhio
BIMr-1 19G

Hab6op peareHToB Ha 100 TecToB

ivDIW-100CA] ¢ ¢ Nb5.06.2023

{tOT] 20230601 LLI105.06.202A|AEr| c8801iO0O

ingnad AMyp  \\wo
BMM IgG

Ha6op peareHToB Ha 200 TecToB

A beW-mC® p 2 H05.06.2023

[Hot 20230601 |B|05-06.2024"~T"iir  C68040G

CocraB nsgenus
TK rmmpk (acoctaserpearanr

JapamarHUTMbIX MUKposacTuL (RL).
3.S  mnyn., peareHT MeyeHbIX aHTUTeN

(R2).6.Swxtyn .. peareHT /15 paseogmMain
o6paanm (R3). B.5 mMnyn.) - 2 un.:
2. Kanmbparop 1 (CALL). TOm/dyiacom -1 ..
3. Kanubpartopr (CAL2). KOmn/thnakoH' 1uir.:
4. Tapovi30/LLIOHHbIE KPbILLIKA - BLLT,
5. ¥ICTpyRAvs MO MPYMEHEHMIO - 1. LLIT..
6. AHa/IMYeCHOA nacnopT -1 L.

Cocras nsgenvsa

1 Kaprpumpk (acociwa:proramr
napamarHUTHsIX MughodacTuLy (RL).
3.5 »d/yn..peareHT MeUeHbIXaHTUTEN
(R”.B.5 HAlya. peareHT ans passeaeHy
06pa3uos (P3),8.5Mn/yn.) -4wWwT..

2-Kanu™»Top 1(OM1). TOM/uiakoH-2 L.

3. Kanmbparop2 (CA42). TOM/Vdy1akoH - 2 L

4. T1*XM30/IAUMOHHbIE KPbILLKA - 1BLLIT..

5. VIHCTRYKUVA MO NPUMEHEHIO -1 LLT..

B. AHa/IMTYeao1Vi nacropT -1 L.



Habop peareHToB «/I1anab Amyp 8IT-1igG» ang
KaYeCTBEHHOr 0 OMPELE/EHNS MMMYHOTTI00Y/MHOB
Kknacca G (IgG) KevpyCynpocToro repreca 1mvna
(B'T-1) B CbIBOPOTKE M M/1a3Me KPOBM He/loBEKa
METOAOM MMMYHOXEMUTFOMVHECLIEHTHOT 0 aHa/I13a
(XIA) Ha aHanm3aTope aBTOMATAHECKOM
TMYHOXEMWTFOMUVECUBHTHOM C/TMAab Avyp» 41
[pdarHocTvknin vitro no TY21.20.23-263-65614693-
2022. Habop peareHToB Ha 500 TECTOB. AHTUTENAK

Bi/M-12vBrpycy rerammraC v HBSAQOTCYTCTBYIOT.

Homepu fata perncTpaloHHOro y0CToBepeHus
P\/N)EOO%(DO&XOT)&)O(IIII:

g j MecronpTmoacru:
000

> /LLOP»,. Poceust, 620033, CeeporioBekest
] obriacTs, . EkatepuH6”, yn. KpacHomapekas, i 15

r-| OO0« VKPP, Poceus. 141981 MockoBokasi06/1aCTh.

" r [ly6Ha, e MprbopocTpomTenen 3a

Hab(" peareHToB «/Tngnabd Amyp BIT-119G> 4511
KkavectBeHHoro onpeflenefWHl v tontobynHos
knaccaG (IgG) K Bupycy TthocToro repneca 1muna
(BI'T-1) B CbIBOPOTKE M M/1a3Me KPOBY YerioBeKa
METOZAOM UMMYHOX»AMMFOMN24eCyieHTHOro LLianmaa
(XMA) HaaHanM3aTope aBTOMaTUYECTIK

HVIMyHOXe MHIOMUMECLIOHTHOM <«J/Manab Amyp» Ans
[vmarHocTvku invitro no TV21.20.23-263*85814693-
2022, Habop peareHToB Ha 1000 TecTex». AHTUTENAK
LLIY1 2/1BldycyrenatmutaC n OTCYTCTayHOT.

Homepu jaTa perucTpaLiyioHHOr 0 y40CTOBEPEHIS
PY/Nb> XOOXDOXXOTXXXXI000(

uJ1 MecronpowvseoacTsa:
|:| (000X », Poccys. 820033. CB™rnoBexast
00r1acTh, . BKaTeptwbypr, ya KpecHomapckas,

r~| (IDd’IAy;Ob Poccvn. 141981 Ngga«meﬂoGnaCTb
*r . MpvbopocTponTerneA

Dyore,
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Ninanad Amyp YHUO
BMr-1 1gG

Habop peareHToB HA 500 TecToB

Hil05.06.2023
iLOTI 202306011 g 105.06.2024 iREF C88040G

Nnanad Amyp IMWLO
BMr-1 1gG

Habop peareHToB Ha 1000 TecToB

H1105.06.20M
iLOTI 202306011S105.06.2024 |REF  C88040Q

CocTtaB n3genuvsa

1 KapTpumk (BCXXITaee: peareHT
napamarHATHbIX MUKposacTL, (RL).
35 Muyn.: peareHT MeyeHbIXaHTUTEN

(R2). 6.5 Mnfyn.: peareHT 19 pasBeieHUs
06pa3uos (R3). 6.5 mnfyn.) -10 wr;
2. Kanméparop 1 (CALL), 1.0 mfgiakoH - 5w,
3. Karmbparop 2 (CMI2). 1.0 m/dyiakoH - 5.
4. Mapor30MALMOHHbIE KPbILLKA - 40 L.
5. VHCTpyKU/A Mo npyMeHeHno-1uu.;
6. AHarTUYeCKuiA macropT -1 u.

CocrtaB nsgenus

1 Kaprpumx (BcocTage.peBreHT
napamarHUTHbIX MmcovacTvy, (RL). 3.5 mifyn;
peareHT MeyeHbXaHTUTeN A12). 6.5Hn/yn.;
peareHT 19 pa3BeieHuns 06pasLios (R3).

6.5 mnlyn.)-20wm.:

2. Kanmopatop 1(CALY). 1,0mn/dyiakoH -10 w;

3- Kanmbparop2 (CAL2),x o MivdriarosH -10 wT:

4.T1apon30MNALMOHTE KDbILLIKA - 80 LLIT.;

5. VIHCTpYKLWA NO MpUMEHEHNIO -1 1A,

6. AHa/MT|eCKWA MacnopT -1 L.



nnakop iraiB

lnanad Amyp

BIMr-1 IgG

35m1 6,5m1  GSwWA I |bir @ \I'COH
R -ra Jl IVD 1*50 cn

LOT 20230601 S 05.06.2024

nnakop
Nunpgna6 Amyp BINr-1 IgG

traa*ca”"<?
LOT 20230601
> 05.06.2024
REF C88040G
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M
a

_ ngkop -

”"‘i'“aﬁAWDB'T'lml MaKop
i Nuana6 Amyp
Brir-1 igG

Mapon3onsaynoHHbIE
KPbILWKK - 4 WT.
LOT 20230601
2 05.06.2024

l0 T 20230601 EXP 05.06.202A REF C88040G
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Hab6op peareHToB «J/lugnaé Amyp BIIr-1 1gG» angd
Ka4eCTBEHHOro onpeAeneHns MMMYHOrno6ynnHoB
knacca G (IgG) k Bupycy npocrtoro repneca 1 tuna
(BMI-1) B cbiBOPOTKE M nja3Me KpPOBU YesioBeka Mme-
TOAOM UMMYHOXEeMUIOMWUHECLLEHTHOTO aHannsa
(MXNA) Ha aHanu3aTope aBTOMaTU4YE€CKOM MMMYHO-
XeMUNMUHECUEHTHOM «Jlngnad Amyp» ana guar-
HOCTUKW in vitro no TY 21.20.23-263-65614693-2022

Proclin 300

s Y - -
I

K> c 1 d o

Ana npodpeccrmoHanbHOro NpUMeHeHns

000 «JIMOKOP». Poccusa 62002, Ceepp/iosckast 0651acTb, 0. ropos
w EkatepuHOypr, r EkatepuHoypr, yn. Mocagckas, cTp. 23, odmc 20A. O 5 ' O 6 . 2 O 2 3

LOT 20230601 05.06.2024 REF  C88040G

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



Habop peareHToB «Jlugnadé Amyp BIIr-1 1gG» ans
Ka4eCTBEHHOrO onpegeneHns MMMYHOTr100yMHOB
knacca G (IgG) k Bupycy npocrtoro repneca 1 tuna

(BMNr-1) B cbiBOpOTKE U nNna3mMe KPOBWU yennoBeka mMe-
TOAOM WMMYHOXEMUOMUHECLLEHTHOIO aHannsa
(MXNA) Ha aHannsaTtope aBTOMaTUYE€CKOM UMMYHO-

XeMUNMUHECLEHTHOM «Jlnanab Amyp» Anda guar-
HOCTWUKK in vitro no TY 21.20.23-263-65614693-2022

(il

I 1 X-yv— Proclin 300

X, w "000 Q I] ® o

[ns npoheccroHanbHOro NpMMeHeHus

000 «JINOKOPs, Poccusa 620102, Ceepp/ioBckas 06nacTb, ro. ropog, W
L 1 ExaTepuHOypr, 1. EkatepuHOypr, yn. NMocagckas, cTp. 23, odouc 20A. Wi O 5 . O 6 . 2 O 2 3

LOT 20230601 , 05.06.2024 REF C88040G

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



Habop peareHToB «Jlngnab Amyp BIIr-1 1gG» ans
Ka4eCTBEHHOro onpeneneHns MMMyHorn1o006ynmMHoB
knacca G (IgG) Kk Bupycy npoctoro repneca 1 tuna
(BMNIr-1) B cbiBOPOTKE M Naa3me KPpOBW 4YesioBeka Me-
TOAOM MMMYHOXEMU/TIOMUHECLEHTHOTO aHanmsa
(MXNA) Ha aHanu3aTope aBTOMaTU4YeCKOM MMMYHO-

XeMUNIOMUHECUEHTHOM «Jlnanab Amyp» onga guar-
HOCTUKM in vitro no TY 21.20.23-263-65614693-2022

] w | ProcHn 300

E i ANQD O [3/\

o1c |

[ns npoheccroHanbHOro NPpUMeHeHus

000 «JINOKOPs, Poccusa 620102, CeepAnoBckasi 06n1acTb, ro. ropos WT
mJ EkaTepuHo6ypr, r. EkatepuHoypr, yn. Mocagckas, ctp. 23, oguc 20A. | O 5 . O 6 . 2 O 2 3

LOT 20230601 05.06.2024 REF C88040G
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Habop peareHToB «J/lugnaé Amyp BIr-1 IgG» ang
Ka4eCTBEHHOro onpeAeneHna NMMYHOrno006yMHOB
knacca G (IgG) k BMpycy npoctoro repneca 1 tuna

(BIIr-1) B cbiIBOPOTKE U nja3Me KPOBU 4YesioBeka Me-
TOAOM MMMYHOXEMWUNHOMWUHECLEHTHOTO aHasm3a
(MXNA) Ha aHannsaTtope aBTOMaTU4Ye€CKOM MMMYHO-

XEeMUNOMUHECLEHTHOM «Jlugnab Amyp» Aansa guar-
HOCTUKM in vitro no TY 21.20.23-263-65614693-2022

AT T ®

/\ N\
2'C LLI oo [|D|

[nsi npoheccroHanbHOro NpMMeHeHns

Tooo «JIOKOP», Poccus 620102, Ceep/10BCKas 0671acTh, r0. FOPof 1"105.0060.2023

lot] 20230601 |Y| 05.06.2024 |REF  €88040G

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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YTBEPXOAKO
pqs o "JINAKOP
11E.HO. lMNoxryT

é~"Maouga 2023 r.

POTOIMPADPNYHECKUME N3OBPAXEHWNA OBLLEITO BUAA MEAVNUWNHCKOIO N3OENTNA

«Hab6op peareHTOoB «Jlugnad Amyp BMIr-1 IgG» gng KayecTBEHHOro onpegeneHna nMmyHornobynnHoe knacca G (IgG) K
BUpycy npoctoro repneca 1 tuna (BMI-1) B CbIBOPOTKE N MNa3Me KPOBU YesiloBeKa METOAOM UMMYHOXEMUNIOMUHECLLEHTHOTO
aHanunsa (M XJTA) Ha aHanu3aTope aBTOMaTUYECKOM MMMYHOXEMUIOMUHECLEHTHOM «Jlngnab AmMyp» Ana AUAarHOCTUKK in Vitro

no TY 21.20.23-263-65614693-2022»

2023
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MapKnpoBKa NepBMYHOI YNaKOBKMN Napon30/SLNOHHbIX KPbILLEeK
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Kaptpuax (B coctaBe: PeareHT napamarHuTHbIX MukpodacTtuy (R1), 3,5 mn/yn., PeareHT me4deHbIx aHTuTen (R2), 6,5

mn/yn., PeareHT gna passegeHuns obpasuos (R3), 6,5 mn/yn.)

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



Kannépatop 1 (CALI), 1,0 mn/dnakoH
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Kanub6patop 2 (CAL2), 1,0 mn/dnakoH
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MoTpebuTenbecKas ynakoBka Ha6op peareHToB Ha 100 TecToB
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MNoTpebuTenbckan ynakoska Habop peareHToB Ha 100 TecToB
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000« TN OKOP»

m1 Poccus, 620102, CBepanoBckas 06nacTb, r.0. ropos EkatepnH6/ .
r.EkatepuH6ypr, yn. Mocagackas, cTp. 23, ocpuc 204.
TenethoH: 8 800 500 7128. leadcore.ru

Habop peareHToB «Jlngnab Amyp BIr-1 IgG» ans
KauyeCTBEHHOrO onpefeneHns MIMMYHOr106ynnHoB
knacca G (IgG) k Bupycy npocToro repneca 1tuna
(BMr-1) BcbIBOPOTKE 1 N/1a3Me KPOBYM YesioBeka
MeTOA0M MMMYHOXEMUIIOMUHECLEHTHOIO aHam3a
(MXJ1A) Ha aHanu3aTope aBTOMaTU4E€CKOM
UMMYHOXEMUIIOMUHECLEHTHOM «Jlngnab AMyp» ons
AVarHocTuku in vitro noTY 21.20.23-263-65614693-
2022. Habop peareHToB Ha 100 TecToB. AHTUTENA K
BWY-1.2 n Bupycy renatuta C n HBSAg OTCYyTCTBYHOT.
Homep 1 gaTa permcTpaunoHHOro yaocTtoBepeHuns
PY N* XXXX/XXXX 0T XXIO<XXXX
nJ MecTo npon3BOACTBa:
] 000 «TNOKOP», Poccust. 620033. CeepayioBcKas
0651acTb, I. EkatepuHbypr, yn. KpacHogapckas, a. 15

n OO0 OKC™. Poccua. 141981, MocKoBCKas 06/1aCTb,
r. dy6Ha, yn. MprbopocTpounTeneii. 3a

. Bug cboky



MNoTpebuTenbckas ynakoska Habop peareHToB Ha 100 TecToB. Bug c3anm
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MNoTpebuTtenbckas ynakoska Habop peareHToB Ha 200 TecToB
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nl/lp'na6 AMyp wHLol CocTaB n3gesnvs
Bnr'l IgG T KapTpumK e ai-Tfiv i pnnrurs

nmarwru.bamMQ »[lactwy, prt
Hab6op peareHToB Ha 200 TecToB 3 <

2
3. KupBnapa<
<
IVPI ¥-/1-200111 MHO5.08.2023 A
0880400

rmon 202306011 A 1os.0e.20:w [aA»



MoTpebuTenbCKasi ynakoBka Habop peareHToB Ha 200 TecToB. Bug c6oKy

OCX)«MNAKOP»

62079 CaBpanoBcKasi 061acTb, I.0. [A50]EKaTeprHoEypr.

r.EkatepuH6ypr, yn.Mocagckan. cTp.23. opuc20A
TenechoH, 8800 5007128.teadcore.ru

.7 -r.sr
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Habop peareHToB
KayeCTBEHHOI 0 onpeseneHns UMMyHOT106y/H

knacca G OgQ) KBMpYCy NpoCTOro repoecarrona
bSBI'II'—l(} BCbIBOEOTKe nniasme KPOBU YeoBEKA
eToaO0OM NMMYHOXEeMNNIOMNHECLEHTHOIo aHanusa
(MXNA) Ha aHanM3aTope aBTOMaTUYECKN
MMMYMOXEMUTKOMNHECUEHTMOM
OVMarHOCTUKM INVItrONOTY2+.20.234263-6469 3
2022, Ha6%§) eareHToB Ha 200 Tectos. Avrvre
BNY-1.2nsB cyrenarnta C uHSsAgoTtcyTcTByto-

Homep ngaTta permcTpalMoHHOro y0CTOBEPEHMUS
PY N« XXXX/XXXXOT XX.XX.XXXX

MBCTe NpoMABL L CTBA:
22000 «/IMNAKOP». POCCA.620033. i
D oBnacTs. . EkatepuHbypr, ya. kpacHogapckas, f is

__ O0O0-TNAKOP». POCCUA. 1* 19 8t. Mockoackaso6sacTb-
~»r, y6Ha, yn. ipn6opocTpokTanain. 3a

10



MNoTpebuTenbcKast ynakoBka Habop peareHToB Ha 200 TecToB. Bug c3aam

LIns npogeccnoHanbHOro npuMeHeHus
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MNoTpebuTenbckan ynakoska Habop peareHToB Ha 500 TecToB

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

12



MNoTpebuTenbckas ynakoska Habop peareHToB Ha 500 TecToB. Bua cboky

000«LUTTKOP»

BV)"0ozCmpBno+«o«llo6mcTs,r.0.ropoaEkatepmMmo Y pr.
r. ~ TMoeactoa*.cTp.25.8hnc204
TTdhok.8900 SOOI 2B.1nckar«.u
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MNoTpebuTenbckaa ynakoska Habop peareHToB Ha 500 TecToB. Bug c3agu
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MNoTpebuTtenbcKkas ynakoska Habop peareHToB Ha 1000 TecToB
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MNoTpebuTtenbckas ynakoska Habop peareHToB Ha 1000 TecToB. Bug c6oKy

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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MoTpe6uTebcKas ynakoBka Ha6op peareHToB Ha 1000 TecToB. By c3aau

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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O6LWMin BUA MeAULLMHCKOIO N3enns

18



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

TpaHcnopTHasa ynakoska Habop peareHToB Ha 100 TecToB

19
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TpaHcnopTHadA ynakoska Habop peareHToB Ha 200 TecToB

20
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TpaHcnopTHadA ynakoBka Habop peareHToB Ha 500 TecToB

21
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TpaHcnopTHasa ynakoBka Habop peareHToB Ha 1000 TecToB

Hab6op peareHToB «/lnanab Amyp BIMIr-1 igG» ansa

| KayecTBeTIOro onpegeneHns UMMYHOrnobyMHoB
knacca G (IgG) Kk Bupycy npoctoro repneca 1 tuna
(BMr-1) B cbIBOPOTKE 1 Nia3Me KPoBM YesloBeKa Me-

| TOMOM MMMYHOXEMUTIOMUHECLIEHTHOTO aHann3a

1 (UX/1A) Ha aHanu3aTope aBTOMaTUyYeckoM UMMYHO-

| XeMVUOMUHECLEHTHOM «Jlngnab AmMyp» Ana guar-

| HocTUKY in vitro Nno TY 21.20.23-263-65614693-2022
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