«YTBEPXJAK»
["eHepa/ibHbIN ANPEKTOP
000 «MMBUNAH JTAB»

B.OcunoBsa

N2021 T

Habop peareHTOB /191 KO/IMYeCTBEHHOI0 UMMYHO(EPMEHTHOIO ONpeseneHns
In vitro KoHUeHTpauuu D-gumepa B nnasme kKposu «D gumep-MIMBUAH-
NPA» no TY 21,20.23-076-41390295-2021.

MaKeT MapKUPOBKM

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM



D-pnmep-
NMBUNAH-N®A

N 000 «MMBWAH NAB»

MnaHweT pa36opHbINA C
MMMOOBUNTN3OBAHHbBIMU
MOHOK/OHa/IbHbIMW aHTUTEeNaMu
K O-gnmepy (96 nccnegoBaHuin),
rotoBoO AJ/18 UCMOJIb30BaHNA -1 WwT

LOT XXXXXX 2 TIrrr-Mm-ag

8X

cCu VD

O-anmep-IMBUAH-UDA

KannbpotuHblii obpasel, 2,

NIMOPUIN3NPOBAHHbLIN - 250 HI/MN
(BNfcni ISOILLIL BUCTU/IIMOCUNSAOK €0aK), MFLxY]

y OOO0.MBMAHTAB

"

2 TNT-MM-44 [FoT]XXXXXX
D-anmep-MIMBNAH-UDA
Kann6poBouHbIii o6pasel, 4.

nMonnnMsnpoBaHHbIA -1500 Hr/Mn
(BHECTK ISOHUI aycvilALLIpOMHHOM BOAN NSNETSPOHTL)

J ooo-um6bunaHnas.

|B*»crm1lmknancT«1ampos*avoHBogal,iMn*tvpeelTk|

CU «al [XK]B 2 ITIT-MM-04, [FAXXXXXX

O-AMMED-MMEMAH-M(DA A 000 «MIMBUAH IAB>|
KannbpoBouHbIi 06pascl; 1,

NNOoPUNN3NPOBaHHbIN - OHI/MAN

{=#ecTu 150 wes auCTHAIMPOBAHHOMN BOAbI, MMNETHPIBATD)

o rrrr-mm-aa [0OT]xxxxxx  CU meX | DEL

Il P-Oumep-MMBUVAH-NOA Y 000 «/NVB/AHIAE-

KannbpoBouHbIit obpasel, 3.
NMOPUIN3NPOBAHHbIN -750 Hr/Mn
>*8X

CWU re-t ]no0]

AO-gUMepP-UMBUAH-N®A «l 000 wivBKMAH NAB-
Kann6poBouHblii o6pasel, 5.

nmonnunanpoBaHHblii « 3000 Hr/mn
[mH«CTR 1$0 MAN AUCTULLIMPOBIHHOW BO/I. MANATAPOAST|

2 rrrr-mm-gg [PXXXXXX N n Myl 2 mrr-MM-Aa4 [ xxxxxx cun N N
O-gumep-MMBUNAH-NDA L
O-gnmep-MIMBUNAH-N®A «l000°MB/Hwee> KoHbBlOrar, rotoBo 414
KoHTpOnbHbIV 06pasel,. NModnam3npoBaHHbIii (400-800 Hr/mn Ncnosib3oBaHuAa -13 Mn
(BHecTu 150 MKA AUCTUNNIMPOBAHHON BOAbI, MMNETUPOBaTb)
WHakTusmpasaumsii -~ n-B-c FFFF-MM-,EI"U, [I‘/’DT] XXXXXX
2 rrrr-mm-an raxxxxxx  CWoen Jorl 2 rrrr-MM-ag QAN -0 [w
O-anmep-IMBUAH-U®A O-anMep-UMBUAH-NGA 000 eme
KoHueHTpaT ®CBb-T x25 -28 mn  PPO, rotoBo gn
(passoaunThb 1:25) ncnosb3oBaHusA -12 mMn
QOITIT-MM-A4, [1ot] xxxxxx [-E]TTTT-MM-A4 [EoT] XXXXXX
2 [Trr-mMmvag CO].i-™~:i Nyo 2 [TIr-Mvieaa cm:*~ [uw
O-Ammep-MMEMAH-M(DA 11000 «MBVIAH NAB> O-AMMep-MMEMAH-M‘DA idoOO.HMaHAH /1A6>
AN UCNOMb30BaHus -13 M ONA Ucnosib3oBaHus -12 mn
TTT-MM-A44 LWL | XxXxXxxx A O‘E)FFFF-MM-,CI,,D. L XXXXXX .H302.H316<«1>19,
2 rmr-mvay, o1l .r-rfw 2 rrrr-mm-ga cu
91000<<VIMBVIAHI'IAB»
O-gnmep-MMBUAH-N®A
MNEéHKN ANnAa 3akNemBaHUA  D-gumep-UMBUAH-UDA "o e
naaHweTa - 2 WT
HakoOHe4YHNKN Ans o3atopos
[LOfI XXX XXX Ha 2-200 mkn -16 Wt
) - Ll ] xxxxxx
2 rrrr-mm-g4 Qil,~4 “'[jvD D
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2 [Trr-MM-a4a



D-gumep-MMBUAH-NDA

AOOOTUMBUAH na6.

-onmep-MMBUNAH-NUP A

OB TpadapeT gns NOCTPOEHUSA
KanmbpoBOYHOrO rpacuka « 1 Wt

BaHHOUKa onsa peareHToB - 2 WT

fiofl xxxxxx

[LL XXX

Q rrrrMm-ag 5. 1 Ly W TITEMV=AR L

D -onmep- Habop peareHTOB A/11 KONIMYECTBEHHOIO UMMYHOEPMEHTHOIO
UMBUAH-U®D A onpegenenus Invitro koHUeHTpauun D-anmMepa B nsa3Me KpoBu
- 1«O-anumep-MMBUVAH-®A» no TY 21.20.23-076-41390295-2021
CocTas imbian
| MnaHweT paz6opHbIi C UMMOBUNN30BAHHBLIMI MOHOK/OHAbHBIMU 1wt PY No XXX XXXX/XXXXX
aHTUTEeNnamu k 0-gumepy (96 uccnenoBanuii;, roToBO A1 UCNONb30BAHNS
2.KannubposouHblii 06pased, 1. nMohmnnanpoBaHHblii 1 chnakoH
3 KannbpoBouHbIii 06pasel, 2. MModunn3npoBaHHbIii 1dpnakoH
4.KanmbpoBouHblii o6paseL, 3. 1MOUIN3NPOBAHHbIV 1dpnakoH LOT  XXXXX
5 Kann6poBouHblii cApaseL, 4. TMoUIN3NPOBaHHbI 1 pnakoH
B KannbpoBouHbIii ¢ pasel, 5, NMonnnsnpoBaHHbIit 1 donakoH
7 KOHTPONbHbIN 06paseL; Nodran3npoBaHHbIii 1 pnakoH |REF| xx-xxx/xx
AKoHblorar, roToBo /7151 UCMO/Ib30BaHUSA 1onakoH  AAMKIpAK/BATL - gonyexmTes
9 PacTtBop A/1s1 pasBefeHus 06pasuos (PPO), N13TOBO 4151 UCMOMb30BaHWS 1 hiakoH — TO/bKO A4/b» M yiu 0 AMarHocT vk N rrrT-mMmm-a4
10 KoHueHTpaT ®CB-T»25 lchnakoH 1Y 2lao 27-67641DM?95«2021
11 .PacTBOp TMB, rOTOBO ANA MCMONL30BAHMSA 1chnakoH ﬁ'g”’}:e““ K BM”V'”:Z“Z pupycy vk C. 2 IIIT MM
12 CTon-peareHT, roToBO A1 UCMO/b30BaHNSA 1pnakoH SAQ M ayrTuran p ricyrerey«or
13 MNneHkn ANa 3aKnenmBaHnsa nnaHweTa 2 Wwr MDA 1AL H|M,
14. HakoHeuHVK\ 4N151 103aTOPOB Ha 2-200 MK, 1B wr m%ﬂﬁengmm
15.BaHHOUKM A5 peareHToB 2 wr <@ LW <VENMVEX LpLLyTTT™
16. MnCTpyKUMSi N0 NPUMEHEHWNIO lwr
17. Macnopt 1wt
Q611 HoavoA Hoca
MpuHaanexHocTw. 8-C 10 PO
1. TpachapeT A5t NOCTPOEHNS KasTIMGPOBOYHOTO rpadmka lwr PiTkmvioen. yn Cmsyan, a1
nfoNimfc-an >§g

D-gumep-
NMBUAH-UDA

PY N XXX XXXX/XXXXX
TY 21.20.23-076-41390295-2021

MHlabop peareHTOB A/19 KO/IMYECTBEHHOTO
‘MMMYHO(hepMeHTHOro onpeaesieHus

lin vitro KoHUeHTpauun D-gumepa

IB nna3sme KpoBu
l«cO-gumep-MBUAH-VN®A»

Ino TY 21.20.23-07641390295-2021

Macca HeTTo

KonuyecTtso s
Ha60opoB wT Macca 6pyTTO

Macca HeTTo

lot] XxXxXXXX rrrr-MM-az noTPeGATE/IbCKOR

ynakoBKu
REF XX-XXX/X S Trrrr-mm-ag Im bian
3aMopaxuBaTh OCHO>MIMBVAH JTABX
He ,D,OEIyCKaeTCﬂ +2nc . 6305S9. HoBocuGupckas 06n..
[JonyckaeTcs re Paéo;ﬂwggi?:sﬁqﬂiwfoé e sovn s

TpaHCnopTMpoBaH1e npu
Temneparype ot *2 1o

8-800-i

"eHepasibHbIl gupekTop OO0 «MMBUAH NAB» B.B. Ocunosa
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ClwunTo ¥ 3aBepeHo nevarbo
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PoTorpadpruecKkHe H300paKeHHS 00mero BEAA

HaGop pearenToB /Uil KOJHYECTBEHHOT0O HMMYHOGEPMEHTHOT0 oNpeaesieHHs in vitro
Kounenrpaunn D-namepa B niaasme kposn «D aumep-UMBHAH-H®PA» no TY
21.20.23-076-41390295-2021.
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B COCTaB Habopa BXOAAT CrefytoLLIMe KOMMOHEHTbI:

MnaHLWweT pa3bopHbIi C MMMOGWIM30BaHHBIMX MOHOK/OHANBbHBIMI aHTUTeNamMu K M-aumvepy (96

CCNEA0BaHWIA), FOTOBO /11 UCMO/b30BaHMS

KannbpoBouHbIin 0bpasel, 1, NMOGUIN3NPOBaHHbIN
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KannbpoBoUHbIi 06paseL, 2, NMOPUIN3MPOBaHHbI

KannbpoBouHbIii 06pasel, 3, NIMonIM3MpoBaHHbIi

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



Kanmu6posounsiit ofpasen 4, nHopuIA3HPOBaHHBIIH

KaymOpopounsiit o6pazen 5, THOQHIH3HPOBaHHKIHA

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



KonTponsnsiit obpasew, muopunusnpobaHHstii

:ﬁ-’w,_ T ‘.—l. R .

Konslorar, rotoBo 418 HCNOAL30BAHASR
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PacTBop [/151 pa3BeaeHns 06pasLos (PPO), roToBo Ans UCMo/b30BaHKS

KoHueHTpat ®CB-Tx25
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PacTtBop TMB, rotoBo gna UCNosb30BaHKA

CTOn-peareHT, roToBO /11 UCMO/b30BaHMS
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[NéHKN ans 3aKnenBaHUs NnaaHLeTa

HakoHeuHVKKM ana gosaropa Ha 2-200 MKn
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BaHHOYKa gna peareHToOB

TpadhapeT 4719 NOCTPOEHMA Ka/IMGPOBOYHOMO rpadmka.
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MoTpe6uTeNbCKas ynakoBKa

O-punpep- Ha6op peareHToB AN1s konnyecteeHHoro HI$hynohepmeHTMoT
NTIEVNAH-NDA onpegeneHus lnvitro KoHUeHMuuun D-guvepa B nasme i
«D-[mep-IMBUAH-U®OA» no TY21.20.2°-076-4139029$"21
Coctm } Intii/aifi
1MnaHwWw rr paaGopHbIii ¢ UMMOGBUNN30BAHHbIMMU MOHOKIOHA>MBIMA PY NS XXX XXXX/XXXXX
,<UTUT*N»MKN K O-gumepy (9B nccneaTeaHuii), rotoBo A4?» natn|>3<sara«l
NoRO»CMHbIM,0OpaseL|, » NIRUX>RaHMblid
Z Vi Wi
.Kann6poaouHblii o6pasel, 3, nMounnsihOB«THbIN
6.Kannbpoeoukblii <"paseu4. NnMogunamsmn(»aaHmbl it
1 B.KenmbpoBoun«>>ii 06pcoel & MMog»LUn3nMpo8a»B4abliii
I T.KOHTPONbHBIN 06paseL, MU<XPKININP<HIOHUbIV
6,KoHblOraT, roToBO | i UCMO/b30BaHNS .
16.PecTeop ansa pe»asasunsa obpa»*oB (PPO). roToBo A5 mTorM»I<s»a«iin
e et R
'%ar'ac.lllrﬁgﬂfrzﬁ;gamems HUsA NrwMweTa
adHCMOPTHasA yNnakKoBKa
1a6op peareHToB AJ1A KoJsindyecTtBaHHON
D_ I/IMe _ MMMyHO(pepMeHTHOFO onpeapeneHuns
p| p in vitro KOHUeHTpaunn D-gumepa
UMBUAH-N®A s nnaswe cposn
cD-gumep-MMBUAH'N® A»
no TY 21.20.23-076-41390295-2021
PY Nog XXX XXXX/XXXXX
TY 21.20.23-076-41390295-2021 Mecce HeTTo 0
KonuuecTso
HabopoB wT Mecca 6pyTTC 0
Mecce HeTTo
LOT 2021-05-17 noTpe6uTensCcron 0
YTIEKOEXM
AN\ _NE_
REF 1" 2022-05-17 I b ia?
A1000 NAE>
3;282%}(’22:53 . ) 65CS54, KezeCaftapua*
I"nyCUMTCJI i.0 rAsitf ugw, i(mv _I_ra ekww‘31
rpeHcrnopT*poeeHIM Npur t S N ‘ﬁ Uhﬁ( '(EQE EI‘U:
remoepeType ot *2 go »>*C )
"eHepanbHbIn anpekTop OO0 «MMBUNAH J1AB». Maiv B.B. OcunoBa
W0 11
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CWwnTo M 3aBepeHO N Tb IO

ekTo00 OO0 «Nmb6MaH nab»
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