I'TI T'peruax [Npoayxumonc M'M6X Cepruduxar ananmaa CrpaHnua: 1u33
Amuns-bapenn-llrtpacce 7 Hara: 14,12.2020
D-79639 I'penuax-Bunen

I'epmanus

Toprosoe HauMeHOBaHwue: BETIAHTEH IUTIOC KPEM 5% + 0,5% 100T PO

O6vem ynakosku: 100r

Ynakoska: Ty6a

ApTHKYT: 81061602

HAmnoprupyrowan ctpana: Poccuiickas Megepauns

Perncrpaumontoe ynocrosepennue Ne: TIN015461/01

Brimyck: I'TI I'penuax [poxyxuuonc M'M6X

ITpousBoncTeennas muuenaus Ne
GMP ceprnduxar Ne

¥Ynakoska:

I[Tpow3ssoncTeennas marensus Ne
GMP ceprudmxar Ne
Ipoussoactso:
ITponssoncraennas nuuensus Ne
GMP cepTuduxar Ne

Yenosus xpanexns
YCnOBHA TPaHCIIOPTHPOBKHK

HosupoBka
JlekapcTBenBas dopma

Swmans-Bapenn-llltpacce 7 crpoenue Ne 60/70

79639 T'penuax-Bunen, lepManus
DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(BAYER)
DE_BW_01_GMP_2020_0061

[Tl I'penuax Ipoxykumone I'm6X
Imune-Bapenn-Llrpacce 7 ctpoenne Ne 60/70

79639 I'peruax-BuneH, lepManus
DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(BAYER)
DE_BW_01_GMP_2020_0061

I'TI I'peruax MNpoayxkumore I'm6X
Owmune-Bapenn-1litpacce 7 crpoenne Ne 60/70

79639 I'pernax-Buien, lepmanus
DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(BAYER)
DE_BW_01_GMP_2020_0061

<25°C/<77°F
2-25°C/36-77°F

Hekcniantenon 50 Mr/r, Xnoprekcuann AHrAIPOXIOPHA 5 Mr/r

Kpem mu1a Hapy>KHOro npHMeHeHUs




I'TI 'penuax Mpoaykunone I'M6X
Omune-bapenn-Lltpacce 7
D-79639 I'peHuax-Bunen

CepTudpukaT aBann3a

Crpanuua:
Jara:

2m3
14.12.2020

['epmanus
ApTHkyn: 81061602 BEMAHTEH IUIIOC KPEM 100I" PO
Cepna: GP022A1 Crpana; Poccuiickas Qenepalus

Jlata npowssonctea:  04.11.2020

Homep noctaeku:

Cpok ropHoCTH: 04.11.2023
HHCTPYKUMA N0 HCMBITAHHIO! === - ==
Homep ananuza: 040002320099 CneundHKaLHi: e
Hcnorranue Kpurepuii npHeMneMocTd Ex. u3mM. PeaynbTat
[MoanuHHOCTE YNaKOBOYHOro Homepa maTepnanos CootBercTByeT
MaTepHana COOTBETCTBYIOT AEACTBYIOWEMY
NepeyHIo MaTepHaloB
Ne cepun Ha nepBHYHOR / Cootsercteyer SAP (craryc CootBercTBYyET
BTOPHYHOH ynakoBke CEPHH)
Cpok FroJHOCTH Ha NEpBHYHOH / CpoK rogHOCTH COOTBETCTBYET CootaeTcTBYET
BTOPHYHOH yraKoBke LEHCTBYIOILEMY MEPEUHIO
MaTepuanos H SAP
BHeuiHuit Bua Msirkuit ONHOPOAHBIH MATOBRIH CootsercTayeT
Kpem
Liger Ot noytu Genoro po 6enoro ¢ CootsercrayeT
JKENTOBATHIM OTTEHKOM
Koncucrenun IMonHocTh MArkHiA CooTBeTCTBYET
3anax Co cnabeim cieLpHYECKHM CoorseTcTsyeT
3anaxoMm
Miukpo6uonornyieckas YucTora JomkeH COOTBETCTBOBATH CootsetcTBYET

(E.®)

YeToliyubbie K AeiCTBHIO HKENUH
rpaMOTpHLaTENTbHBIE GaKTepHH

HopMaTupHan JOKyMEHTaUNA
IMponssognrens AOC

(HexcnaxTexon)

IMponssoaurens ADC
(XnoprekcnanH)

OrcyrcreytorB 1 1

HJ TN015461/01-031219

JCM HyTtpuwnn ITponakre (FOK)
Hanpn / BACQ® CE
Jhopsurcxaden ['epManns

Menukem C.A.,
TMonurono Uugyctpyan ne Cenpa,
17460, Cenpa (XKupoxa) Henanns

Orcyrereyror 8 I r




e

I'TI I'pernax MMpoaykunonc 'm6X Cepruduxar ananusa Crpannua: Insl
Omune-Bapesn-llitpacce 7 Hara: 14.12.2020
D-79639 I'perutax-Bunen

I'epManns

ApTHKyn: 81061602 BEIMAHTEH IJIKOC KPEM 100T" PD

Cepnus: GP022A1 Crpana: Poccwiickas ®epepauus
Hara nponssoacrea:  04.11.2020 Homep nocraBkn: —

Cpok rogHocTH: 04.11.2023

Hs MaTepuana: 81602115 BEIAHTEH ITIFOC KPEM 5T (1600187)

Cepus: GP021B7 HHCTPYKUMS MO UCMBITAHHIO: === - ---

Homep aHanmna; 040002317612 Crneuudukanus: ——— e e

Hcneitanue Kpurepnit npuemiemMocti En. nam. PeaynkraT
Iopmurocts dexcnarrakon Jlo/DKHa COOTBETCTBORATS Coorsercrayer
[oamunuocts Xnoprexkeuauw Homxta cooTBeTCTROBATD Cooteercrayer
AHTUAPOXNIOPRA

Konmuectsernoe onpenenenne 49.9-55.1 Mr 53.0

Hekcnautenon Har

Konuuectsennoe onpenenenne 5.22-5.78 Mr 5.57

XIOpreKCHAMH AMTHAPOXIIOPHN Ha I

IlpoBepka Ha npogykT pasnoxerus | Maxc. 1.0 % 0.3

3-aMHHOMponaxon

[poBepka Ha NpoAyKT pasnoxenus | Maxke. 0.2 % <0.2

4-xnopaHWIHH

Emvmnanan HeH3BecTHas npHMech Makec. 0.5% He o6Hapyxeno < 0.10
Cymma HeusBecTHbIX NpuMeceit Make. 1.0% He o6rapyxeno < 0.10
pH 46-5.6 54

BaskocTs npu 20°C 20000 - 40000 mIlac 23000

Hactosuym noarsepsknaem, 4To Bce cTanuy NpOM3BOACTBA NAaHHOM CepHH OCYLUECTBACHH B MONHOM COOTBETCTBHA €
npasunaMi GMP EU 1 TpeGoBanuaMH perucTpauMonHOro 10Che HMNOPTHPYHOLLeH CTpaHbl.

Ne Paspemenns Ha nponseoactso npogykuuu: DE_BW_0 1_MIA_2019_0048/DE_BW _01_GP_(Bayer)

Ynonnomouensoe nuuo:  I'TI I'penuax TTponykumonc Mm6X
VY nonHOMOYEHROE NIHLIO

Hara: 15.12.2020

Moanuce /moamucy/

Hokrop Tomac Borens




