doTorpauyeckme n3obpakeHna obLLero snaa

"YTBEPXXAAK™
HepanbHbIN ANPEKTOP
«NMBWNAH NMAB»

B. B. Ocunosa
207 T,

Habop peareHTOB 419 KO/IMYECTBEHHOIN0 UMMYHO(EPMEHTHOr0 onpeaeneHns in vitro
NPOKaNbIANTOHUHA B CbIBOPOTKE, Na3ne Kposu «l1pokanbynToHUH-MIMBUAH-

NPA» no TY 21.20.23-123-41390295-2021.

3NEKTPOHHAS KONHA 0GOPMAIEHA LIEHTPOM UCTIbITAHII W PETMCTPALIMI MERHLMHCKUX H3ENHIA



B cOCTaB HaGopa BXOASAT CMeAyHLMe KOMMOHEHTbI:

MnaHwWeT pa3bopHbIiA, TOTOBO ANS1 NCMO/Ib30BAHUS

KannbpoBo4HbIii 06pasel, 1, NMopnAIN3NPOBaHHbI

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



KannbpoBo4HbIn 06pasel, 2, NMOPUIN3NPOBaHHbLIN

KannbpoBouHbIi 06pasel, 3, NMOGUIN3NPOBaHHbIN
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KannbpoBouHbIn 06pasel, 4, NMOGHNNN3NPOBAHHbIN

KannbpoBo4HbIii 06pasel, 5, (MopmMnn3npoBaHHbI
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KannbpoBo4HbIii 06pasel, 6, TMOPUININPOBAHHBbIN

KOHTpOnbHbIN 06pasel, NMoPUIN3NPOBaHHbIN
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KoHbtorat Ne 1, roToBO 4191 UCMonb3oBaHUA

KoHbtorat Ne 2, rotoso Ana ncronb3oBaHUA
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Pacteop ans passegeHus o6pasyos (PPQ), rotoBo 419 UCMO/b30BaHUA

PacTBop 471 BOCCTAHOB/IEHUSA Ka/IMOPOBOYHBIX M KOHTPO/IbHOrO o6pasuos (PBK), rotoso ans
NCcnosb3oBaHNA
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KoHueHTpatr ®CB-T x25

Pactsop TMb, rotoso Ansa ncnonbL3oBaHUA
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CTou-peareHT, rOTOBO I ACNOJAB30OBAHHA

TinéHka AN 3aKNeHBaHHA IIAHLIET
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BanHOuYKa 1A peareHToB

Hakoneunnk g pozaropa 5-200 Mkn

10



[Inanuer ANs npeaBapUTENLHONO Pa3BEACHHS HCCIEAYeMbIX 00pasoB
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TpathapeTbl NS NOCTPOEHUS KaMBPOBOYHOIO rpadmka
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KoMmnnexr
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MpoKanbUUTOHWUH
NMMBUNAH-NDA

Goamt

Ha6op peareHToB A5 KO/INYECTBEHHOTO UMMYHOMEPMEHTHOIO
, 1MmeunT pvCiOfmwti. rotoso Ar« vtcrtonMOMnun
\ r /InbibpoocMubIn 06pa’ey . nnohnn«*Mpos*m-san
1A

|

o6pBaeL 2. NMO~NManpoBaMybM

onpeaeneHunsa in vitro npokKanbUNTOHMHa B CbIBOPOTKE, N/sladmMe KpoBu
1«MpokanbyNTOHUH-IMBUAH-N®A» no TY 21.20.23-123-41390295-2021
i
06pB»BUL, Na'othk rMUMPOMHMBIN
> S Karwftpoeoow»** 0 6 p»»eu”. nnodg| nrn>anpoBaky*.

PY N5 XXX XXXX/XXXXX Imbian
4 chnaroH
" trarom
, "2 v 1cpraron
< 6K*»>6COMHBINOG1>a»BL%  rBNOt* it MpoBam«a* 1 chraconr
A TKAIW6po»4H*Mo6p*»«v*e TaadupunipoBamyb» 4(*].3.0‘
™ ¢« KOHTPONBIIM 06pax»*u, PUBGHIA»<POBsM»<bIA ~ gnaton

» KouutoreT Nt”, roToBo are «atortexnayn® 4 (pnakoH : 43 MIT

40 Ko*<BI0»«T N*2 roTtoBoare 1coonsBaomM>n<s y
M PactBop ar* paomaattre o6omios (.PPOV

(oToBO Ore AoTonMoBanuii

Viom

1 chrakos (13 M/
42 PacTBOp ane BOCCTXSOBITBUAB «BT /IPOBCBCKbI» » TOHTPOP.MOro
»WJe iPW'i rotoBo
"4

[lotl QL
N5 NPO*CEMOH*Ib»T0r0 NPUN*H*HMA
gamopgxcv?eam negonyckaeTcE« 1|.|J 1 (IL
4 bra«oH(2B MN| Tonbko Ansi < VHro gnarHocTukm
TY 21 20J3-123-413e02*5-2021
' tn*<eH 5 MNI! AnTnTtana k BUY-1.2 n Bupycy ranermri C 2021 05'17
Vi LoToBO XBzﬂ« »CMOM»TOBBHYTE ) HBtAg v aHTureH p24 BUY - lorcyTcTeytor
44 PactBop T(/lb roToBO iuT«vCcTTor»aoed»vie v m&éﬁ ur) 2
42 CTON-PBArKT. r0TOBO ar* MCMOrb30BauIs 4 hnamH(12 un)
42 MremiB Ape N«T)*YB1 Y« NNJHLIATA 3
47 B«MMOY<B ans peareHToB
41 Heuomcs™ic are oomtopa S 200) ww
41 Mrral’viaT Or A Npe/iBapHTENOHONC OMeeaeHHs ocrxieayeuwi o6peoe
20 flacnopT
24 NnctpyTagre
MpsragnawHoCcT™

2022-05-17

4 7pachapans Ane /I0CTPOeHMs >*rM1poBO>MOro thadxue

(*) / | S . O PaOwnunii nocenok Kol
PJ1Konkvioao. y/1

9€0 )
E(I:-ia Bas, 1 MZ)’a.l

TpaHcnopTHas ynakoBKa

eHepanbHbI gnpekTop OO0 «MMBUAH J1AB>:
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Clrmiio v iglyopdiio ICK/HO
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«YTBEPXOAK»
eHepasbHbIA JMPEKTOP
«NMBWUAH NAB»

.Ocunnosa

AN20N7T.

Habop peareHToB Ansi KOJIMYECTBEHHOIO MMMYHO(EPMEHTHOr0 onpeaeneHuns in
Vitro NpoKanbUMTOHWHA B CbIBOPOTKE, Nia3Mme KpoBu «MpoKanbLUTOHUNH-
MMBUAH-N®A» no TY 21.20.23-123-41390295-2021.

MakeT MapKMPOBKU

2023
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MpoKanbUUTOHWNH
NMBUAH-NDA Imbian

M1000 «MMBUAH NAB»

MnaHweT pa3bopHbIii,
roToBO A/19 UCNOJ/Ib30BaHusa -1 wr

LOT XXXXXX 2 mr-wA,
8X

S .rJi IVD

'"AMPOKasIbLUMTOHUH-VIMBUAH-N®A -rocoméarsd

KannbpoBouHbIi 0bpasel, 1,

JModMNN3MPOBaHHbIN - O HI/MN
(BHecTn 0,3 mn PBK, nepemveLLars) >-8X

2 rrrr-mM-a4  FOT] XXXXXX T -J VD

"MPoKaNIbUNTOHUH-IMBUAH-NDA  °°° enGared

KanmbpoBoYHbIi 0bpaseLy, 2,

Jwmodomnn3npoBaHHbIn - 0,05 Hr/Mn
(BHecTV 0,3 mn PBK, nepemeLuars) max

2 [IIr-MM-44 [tot XXXXXX VD

' MpokKan bUUTOHNH-IMBUAH-NDA «iaiDsavbaved

KanmbpoBoUYHbIii 0bpasel, 3,

NModonNIN3NPOBaHHbIN - 0,2 Hr/M/
(BHecTn 0,3 mn PBK, nepemelLaTs) >8X

2 rrrr-MM-g4  LOT XXXXXX 1o

"MpoKasibUNTOHNH-UIMBUAH-NOA -nQBINGEHED'

KarmbpoBo4HbIi 06pasel, 4,

NIMomNN3NpPoBaHHbIi - 0,8 Hr/M
(BHecTn 0,3 mn PBK, nepemeLLarb) >'8°C

2 IrIr-MM-AA LOT XXXXXX [awn -3J1 VD

T1pOoKaNbUUTOHUH-IMBUAH-V®A <@ONGeTER?

KanmbpoBoyHbIn 0bpasel, 5,

JIMOOUNIN3UPOBaHHBIN - 3,2 HI/M
(BHecTn 0.3 mn PBK, nepemeluars)

2 Irrr-MmM-448 [1ot XXXXXX [L ]
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Hpokw Tl W TOHTAW EW IMA

KanmbpoBoYHbI 0b6pasel, 6,

NModMNN3MPOBaHHBIN * 12,8 HIr/MN
(BHecTn 0.3 mn PBK. nepemvelLaTs) n

2 TIrr-MM-AL [fofxxxxxx O3 .1 I

MpokanbUUTOHUH-IMBUAH-D®A ~  .uwenannas

KOHTpONbHbLI 06pa3zel, TMOPUAN3NPOBaHHbIN (1,9-2,85Hr/M1)

(BHeECTHN Q3Mﬂ FE< nepemeLlaTb)

8C
2 TITF-MM-A40 [172XXXXXX G_Ll VD

1000-MBWAH J1AB»

[MpokanbUNTOHNH-IMBUAH-N®A

KoHbtlorart Nel, rotoBo A4
mcnonbloBaHua -13 Mmn

rO IMrr-MM-44 [1otl xxxxxx
2 [Trr-Mm-4a4 CB .2-cr*'[WW

al000«IMBUAHNAB>*

MpokanbUuNTOHUH-IMBUAH-NPA
KoHborat Ne2, rotoBo s

ncnonb3oBaHMAa -13 Mn

H TTIT-MM-00 [1otl xxxxxx
2 [TTr-MM-44 M

«| 000« IMBVAH N1AB»

MpokanbyNTOHNH>VIMBUNAH-ND®A

PPO, rotoBo And
MCMNO/NTb30BaHUA - 28 Mn

A TTTT-MM-A40 [1ot] xxxxxx
2 [TIr-Mm-A4 nn
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|000«cMMBWAH NAB.

MpokanbUNTOHUH-VIMBUVAH-NDA

PBK, rotoBo gna ncnonb3oBaHna - 5,0 mn

LI ] 000K [Trr-MVHAL, NyP

IOOO"NMMBUWAH NAB.

MpokanbyNTOHNH-UMBUAH-NDA'

KoHueHTpaT ®CB-T x25 - 28 M
(pazBognTb 1:25)

criArrrr-mm-aa, LLIT Xxoaaxx
2 [Trr-Mm-g4 [13 .cM'MTYP

«|000«MMBWUAH NIAB>

MpokanbUNTOHUH-UMBUAH-®A

PactBop TMbB, rotoBo
ANA Ncnonb3oBaHMA -13 Mn

d TTIT-MM-O40 [1ot] xxxxxx
2 [TIT-M™M-aa [LL]

|000«MMBUAHNAB..

MpokanbUNTOHNH-UMBUNAH-NDA

CTon-peareHT, roToBO
ANA Ncnosib3oBaHna -12 mn

rrrr-MM-A4 L XO00KXX wso, s, woss
2 MTIT-MM-A N3 . 'Myp
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000«IMBWAH JTAB»

MpokanbUNTOHUH-UMBUAH-PA

MnaHweT ans npeaBapuTenbHOIO
pasBefeHns uccrnegyemblx
ob6pas3uoB -1 wWwT

LOT XXXXXX
2 TIT-MV-An,

000«<MMBVAH NIAB>

MpokanbUNTOHUH-UIMBUAH-®PA

TpaapeTbl 4NA NOCTPOEHUS
KannbpoBOYHOTO rpadgpuka - 2 Wt

LOTI XXXXXX
2 TTT-MM-aL, a0,

+2X| QVd
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I POKaNbUNTOHWNH- Ha6op peareHTOB A/ KO/IMYECTBEHHOITO MMMYHOM(EPMEHTHOTO
onpeaeneHus in vitro npokanbUNTOHNHA B CbIBOPOTKE, Naa3Me KpoBU

NMMBUAH-N®A «TPOKANbUNTOHUH-UMBUAH-U®DA» no TY 21.20.23-123-41390295-2021

Cocras:

1 MNnaHweT pas3bopHbIA, rOTOBO A1 UCNONb30BaHNSA 1wt 1

2 KanimbpoBOYHbIi 06pasel 1, NMohnnnanpoBaHHbIi 1 donakoH Py NQ XXX XXXX/XXXXX I m b Ian

3 KanubpoBouHbIin o6paseL, 2, NMoUIN3NPOBaHHbI 1 donakoH

4 KanmbpoBouHbIli 06pasel, 3, MMoNIN3NPOBaHHbIN 1 chnakoH

5 KannbpoBouHbli o6pasel, 4. NMOUIN3NPOBAHHbI 1 chnakoH

6 KannbpoBouHbIli o6paseL, 5. nMopmnn3npoBaHHbIi 1 chnakoH XXXXX

7 KannbpoBouHbIii 06pasel, 6. MMohnan3npoBaHHbIii 1 dpnakoH

8 KOHTposbHbIl 06pasel, NMonan3npoBaHHbIi 1 donakoH [ns npoheccroHanbHOro NPUMEHeHNs

9 KoHbtorar Nel. roToBO A/1si UCMO/Ib30BaHNS 1 dpnakoH (13 mn) 3amMopaxmBaTh He foMycKaeTcs XX-XXXIXX

10 KoHbtorat Ne2, rotoBo /151 UCMO/1b30BaHnsA 1 donakon (13 mn) TonbKo 418 in Vitro 4uarHocTuKm

11 PaCTBOp ANnAa passeneHunsa 06pa3u,0|3 (PPO), 1 qJI'IaKOH (28 MI'I) TY 21.20.23-123-41390295-2021 I—rrr_MM_ﬂ"q

roTOBO A/17 NCMONB30BaHNA AHTuTena Kk BNY-1,2 n Bupycy renatuta C,

12 PacTBOp A1 BOCCTAHOB/IEHMSA KaNIMOPOBOYHbLIX U KOHTPONBLHOrO 1 dpnakoH (5 mn) HBsSAQ v aHTUreH p24 BUY « 1oTcyTCTBYIOT

o6pa3yos (PBK) rotoBo A5 UCNosib30BaHUA rrr-m M-,ﬂ,ﬂ,

13 KoHueHTpaT ®CB-T x25 2 chnakoHa (28 mn)

14 PactBop TMbB. rotoBO 4719 UCNOJIb30BaHNA hnakoH(13 mn) «H302 epe/u«o npu npornatbiBaHum.

15 CTon-peareHT, rotoBo /19 UCMO/1Ib30BaHusA nakoH (12 M) H315 Mpu nonajaHny Ha KOXy Bbi3biBaeT pasgpaxeHua,

16 MneHka 415 3aKenMBaHus NnaHweTa 3wr H319: Mpwu nonajaHun B rnasa Bbl3blBaeT BblPpaXEHHOE pasfjpaxeHune»

17 BaHHOYKa 1A peareHToB 4 wt

18 HakoHeuHUK Ana gosatopa 5-200 mkn 32 wr

19 MnaHweT ANs NpeaBapuTesIbHOro pasBefeHns nccnegyembix o6pasuos 1wr 6305“/5'%9 Oﬁ&&'ﬂ‘gﬁ&ﬁ;%’gﬁ»l

20 Macnopt 1wt " FO Pa6oumii nocenok KonbLoso,}

21 VHCTpyKuns 1wt +8"C PM Konbuoso, yn Capgosas, 4. 2/7,
MpUHaANEeXHOCTU: 1VD ITaX 2, JIOMeLL.

1 TpacpapeTbl 4719 NOCTPOEHUSA KasIMB6POBOYHOIO rpadmnka 2 wr +2X 8-383-209-34-54}

inforimbian
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Habop peareHTOB /19 KO/NIMYECTBEHHON
NMMMYHOMEPMEHTHOIO onpeaeneHuns

[TPOKaNBbUNTOHWH-  in vitro npokanbLMTOHMHA B CbIBOPOTKE,|
VMBNAH-V1DA naasme KpoBW

«[MpoKanbUyNTOHUH-UMBUWAH-NDA»
no TY 21.20.23-123-41390295-2021

PY No XXX XXXX/XXXXX
TY 21.20.23-123-41390295-2021

Macca HeTTo KT
KonnyecTtBo
Ha6opOB T Macca 6pyTTO «
Macca HeTTo
- - NOTPEOUTELCKOM KT
LOT XXXXXX rrrr-mm-an llpcs

REF XX-XXX/X 2 T[rrr-mm-an |mbig)n

TpaHCcnopTMpOBaHUe OCyLIecTB/IsieTcs "0 OO <UMEUAH NAE
npu Temnepartype oT +2 o +8 °C « i

P patyp A ’ 630559, HoBocmbupckasa o6n.,
[lonyckaeTcsi TpaHcnopTMpoBaHme

. ro. Pabounint nocesiok KonbLoso,
npu Temnepatype Ao +25 °C He 6onee 10 cyTokK PN KonbLoBo, yn. Cagosas, 4. 2/7,
3amopaxunsaHue

aTax 2, nomewy. 2
KOMMOHEHTOB Habopa He fgonyckaeTcs 8-383-209-34-54

Info@imbian.ru

reHepanbHbIn gupekTop OO0 «MMBUAH NTAB» B.B. Ocunosa
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