Ilepegoo ¢ anzanuiickozo A3bIKA HA PYCCKUL A3bIK

109059 _2085137_COA_25.01.2022_12:59:01 MIAKEK

RlON CEPTU®UKAT AHATTU3A CtpaHvua 1 m3 1
AUBUIENB 0.1 % renb 28x0.5 r
Homep npogykTa: 109059
Homep cepumn OpwoH: 2085137
[ata npoussoacTea: 30.12.2021
logeH ao: 12.2024
[oanpoBka/akTMBHOCTb: 01%
IlekapcTBeHHan popma: lenb
Pa3mep ynakoBku: 28x05tr
Twvn ynakoBku: Maket
YcnoBusi XxpaHeHus: Mpw Temneparype He Beilwe +25°C
CTpaHa Ha3Ha4YeHus: Poccus
TECThbI METOO TPEBOBAHUA PE3YINbTATHI
BHeluHwiA BUA coaepxvMoro 101218-2 0QHOpOAHLIA BecuBeTHbIA  OOHOPOAHLIA GecUBeTHLIN
onanecumpyoLwmvi rens onanecunpyroLwWwuii rens
CpegHss macca 101237-2 0525-0,575r 0,551r
OpHopoAHOCTE Macchkl, B Nnpegenax 101237-2 He meHee 90% 100 %
m0,075 x m
OpHopoaHOCTE Macckl, B Npegenax 101237-2 100 — 100 % 100 %
m#0,15x m
pH 101220-2 40-6,0 |
MoanuHHoCTh, BAOMXX 123945-3 NONOXWUTENbLHO NONOXWUTENLHO
MoanuHHocTs, TCX 123945-3 NONOXWUTENbHO NONoOXWTenLHO
KonuuecTseHHoe onpegeneHve 123945-3 95,0-105,0 % 100,7 %
BsiakocTb 101223-2 29000 — 39000 mla=c 37300 mMNac
PoacTeeHHsIe NpuMecH, eaMHWYHbIE 123945-3 He Bonee 0,5% 01%
PoactBeHHblE NpUMECH, CyMMapHO 123945-3 He Gonee 1,5% 0.2 %
OpHopoaHOCTL fAo3upoBaHus, MV 122623-1 atan 1 coots. Esp. . atan 1 coots. Esp. ¢.
atan 2 cooTs. EBp. ®.
OpHopoaHoCTb fgo3vpoBaHus, AV 122623-1 He Gonee 15,0 0,4
Obwee yncno aapobHbIX 114678-1 He Gonee 100 /r <10/r
MWUKPOOPraHMamoB
O6Lee YMCNO APOXCKEBbLIX U NITECHEBbIX 114678-1 He Gonee 10 /r <10/
rpuboe
Staphylococcus aureus 114678-1 oTcyTcTByeTB 11 oTcyTcTByeTB 11
Pseudomonas aeruginosa 114678-1 oTcytcTByeTB 11 oTcyTcTByeTB 11
BHewHwit A ynakoeku 1 [o3bi 101219-2 cooTB. 06pasuy cooTs. obpasuy

Opuon Kopnopeiimn

OPHUOH ®PAPMA

Opuonnntue 1, 02200 Dcnoo
n/a 65, 02101 3cnoo

Ten. +358 10 4261

Daxc +358 10 426 3815

Tercrpémunkaty 8, 20360 Typky
/s 425, 20101 Typky
Ten. +358 10 42692
Dakc +358 10 4267777

I[IponssoacTennas nuueHsua Ne FIMEA/2019/000732

Bomtruxaty 8, Kyonuo
/s 1780, 70701 Kyonuo
Ten. +358 10 428 611

Dakc +358 10 428 6444

Floeucyyukanf 7, 24100 Cano

Ten. +358 10 4261

Opuon Kopriopeiimy, 3aperucTpupoBanHEIH ofHc U anpec MecTa Haxoxaenus: Opuonuntye 1, FI-02200 Dcnoo, OUHASHANA



Ilepesood ¢ anznuiickozo A3vika Ha pyceKull A3bIK

[Iponomxenne nepesoaa ctpanuups 1 u3 1

Mnowapka, oTBeyaloLlan 3a KOHTPOb KaYyecTsa: OpwoH KopnopefiwH, 3asog B Scnoo,
OpwuonuHTHe 1 FI-02200 3cnoo

Ceptudmkar cooreetcTBus GMP: FIMEA/2020/001590

MNponsBoacTBEeHHAA NULEH3INA: FIMEA/2019/000732

Mnowapka, oTBeyaloLWan 3a KOHTPOML KayecTsa: Opwon KopnopeiwwH, 3aBog, B Typky,
TeHrcTpémuHkary 8 20360 Typky

CepTtudmkar coorBetcTBusa GMP: 004580/06.08.02.00/2017

NMponasoacTBEHHARA NULIEHINA: FIMEA/2019/000732

3nekTpoHHas noanuch 25.01.2022 12:58:44 OpobpeHo YnonHomoueHHLIM nuUom Mueit Cusyna (Mia Sivula)

KoppexTHocTE nepesoaa yaocrosepsio:

I'pun E.A.,
PykosoauTens otaena kauecrsa 000 «Opuon ®apmay

109059 2085137_COA_25.01.2022_12:59:01 MIAKEK

Opuon Kopnopeiimu [IpomssoacTeennas nuuensna Ne FIMEA/2019/000732

OPHOH ®APMA

Opuonnnmae 1, 02200 Dcnoo Terctpémunkary 8, 20360 Typky BonerrHKaty 8, Kyorno Hoencyyukaty 7, 24100 Cano
/4 65, 02101 Scnoo /s 425, 20101 Typky /s 1780, 70701 Kyomuo

Ten. +358 10 4261 Ten. +358 10 42692 Ten. +358 10 428 611 Ten. +358 10 4261

®axc +358 10 426 3815 Paxc +358 10 4267777 ®axc +358 10 428 6444

Opwon Kopriopeiiims, 3aperHcTpUpoBanHbiit odHe 1 anpec MecTa HaxoxaeHus: OpuonunTHe 1, FI-02200 Dcnoo, OuansHus



SrioN

Ilepesod c anznuiickozo A3eika HA PyCCKuil A3bIK

CEPTU®UKAT COOTBETCTBUA Crtpanuua 1 us 1

OWUBUIENDb 0.1 % renb 28x0.5 r

Homep npopaykTa:
Homep cepun OpuoH:
[aTa npon3eoacTea:
[ogeH po:
[031pOBKa/aKTUBHOCTb:
IlekapcTBeHHasn dopma:
Paamep ynakoBku:

Twun ynakoeku:

Ycnoeus XxpaHeHUs:
CTpaHa HazHa4YeHus:
Homep peructpauuoHHoro
YyAOCTOBEPEHUA

MpounssoacTBEHHas Nnowaaka:

109059

2085137

30.12.2021

12.2024

0,1 %

lenb

28x05r

MNakeT

Mpu TemMnepaType He Bbllle +25°C
Poccus

M N015526/01
Homep poccuitckoinn HO: M N015526/01-181220

OpwvoH Kopnope#wH, 3asog B Typky,
TeHnrctpémuHkaty 8 FI-20360 Typky

Ceprudmkar coorsetcTems GMP: 004580/06.08.02.00/2017

Mpon3sBoAcTBEHHasA NULIEH3NA:

FIMEA/2019/000732

Mnowanaka, ocywWwecTBNAKLWARA YNaKoBKY: OpwvoH KopnopeiwH, 3asog B Typky,

Tenrctpémunkaty 8 FI-20360 Typky

Ceprudmkar coorBeTcTBUs GMP: 004580/06.08.02.00/2017

NMponssoacTBEHHAA NMULEH3NA:

Cy6cTtaHuusa (ADU):
Homep cepun ADMU:

FIMEA/2019/000732

JcTpaguona remurugpar
2047604

HaumeHoBaHue npousBoguTens ADU: Aspen Oss B.V., Veersemeer 4, NL - 5347 JN Oss,

Cy6cTaHuus (ADU):
Homep cepun ADK:

Netherlands

dcTpaguona remurngpat
2071637

HaumeHoBaHue npoussoguTens ADU: Bayer AG, Ernst-Schering-Strasse 14, DE - 59192

Bergkamen, Germany

HacTosilMm A noaTBepkaalo, YTO BCE NMPOW3BOACTBEHHBIE CTaAUM AAHHOW CEpMM FOTOBOrO NPoAyKTa Bbinv BbINOMHEHBI B
MOMHOM COOTBETCTBUM C TpeboBaHUAMY Hagnexalluen Npon3BoaCcTBeHHON npakTuku (GMP) u B cooTBeTCTBUM C TpeboBaHnaMN
PerucTpauMoHHOro A0ChE CTpaHbl-Ha3HaYEeHUs.

OnekTpoHHas nognmce  25.01.2022 12:58:44 OpobpeHo YnonHomoueHHbiM nuuom Muein Cusyna (Mia Sivula)

KoppekTHocTh nepeBojia yA0CTOBepsIO:

I'pun E.A.,

Pykosoautens oraena kayecrsa 000 «Opuon ®apmay

109059 _2085137_COC_25.01.2022_12:59:23_MIAKEK

Opuon Kopropesimu [TpomseoacTeeHHas nuueHsua Ne FIMEA/2019/000732

OPHOH ®APMA

OpuonunThe 1, 02200 Dcnoo Tercrpémunkary 8, 20360 Typky BonsTrrkaty 8, Kyonuo Hoencyynkary 7, 24100 Cano
/s 65, 02101 Scnoo n/a 425, 20101 Typky /s 1780, 70701 Kyonmo

Ten. +358 10 4261 Ten. +358 10 42692 Ten. +358 10 428 611 Ten. +358 10 4261

Dakc +358 10 426 3815 ®axc +358 10 4267777 Qakc +358 10 428 6444

Opnon KopriopeiiimH, 3aperucTpupoBanHbit o(Hc H apec MecTa Haxoxaenus: Opuonuntue 1, FI-02200 Dcnoo, GHHAHAKA



«CBeleHnA 0 BBOJAE B rpaXaaHCcKui 0dopoT B Poccuickon de

CPEACTB N0 COCTOAHUIO Ha 16.02.2022 12:43»

Aepaunn nekapcTBeHHbIX

I [pousBoguTens Ceenenns o Hopsanmanas Opranunsanms, Homep Homep, nata
v Toprosoe HanMenoBaHHEe (BbIMycKalommi Crpana cTagusx P BBINYCTHRILIAS B CepHH, pa3penreHHs Ha
Pocanpaenanzopa NOKYMEHTalLHA .
KOHTPOJIb) NPOH3BOJACTBA FPaXXAaHCKHHA obopoT NapTHH HIIII
Husuress; rens Opon
16.02.2022 M%M__%MHHHM% _ME“_‘_E Oprion Kopriopeiium ®unnsnans | Kopriopeiiu, M NO15526/01-181220 | 00O "Opmon Gapma” | 2085137
KapTOHHbIe/ ~ Dunrsua




