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lepe6od ¢ aneauiickoco A36IKA HA PYCCKUL 361K

CEPTU®UKAT AHAITU3A CrtpaHuua 1 u3 1

SrioN

OUBUTENDb 0.1 % renk 28x1r

Homep npoaykTa: 109166

Homep cepuu OpuoH: 2057877

[aTta npou3BoACTRA: 18.05.2021

lopeH ao: 05.2024

[o3upoBKa/akTUBHOCTL! 0,1 %

INekapcTeeHHana cdopma: lens

Pasmep ynakosku: 28x1r

Tun ynakosku: Maket

YCnoBusa XpaHeHus: Mpu TemnepaTtype He Bbiwe +25°C

CTpaHa HaszHa4YeHus: Poccus

TECTbI METO[ TPEBOBAHUA PE3YNbTATbI

BHelwHWiA BUA cogepxumoro 101218-2 0AHOPOAHLIA BecuBeTHLIN 0AHOPOAHLIA BECLBETHBIA
onanecuUupyroLLnii refb onanecuupyrLLMi refb

CpeaHsas macca 101237-2 1,020-1,080r 1,045

OQHOpPOAHOCTE Macchl, B Npeaenax 101237-2 He meHee 90% 100 %

m£0,075 xm

OaHopoAHOCTE Macchl, B npeaenax 101237-2 100 — 100 % 100 %

m+0,15x m

pH 101220-2 40-6,0 50

MoanuHHocT, BOXX 123945-3 NONOXKNUTENLHO NONOXUTENEHO

MoanuHHocTe, TCX 123945-3 NOMOXWUTENLHO NONOXUTENBHO

KonuyecTBeHHOE onpeaenexHve 123945-3 95,0-105,0% 1004 %

BsaskocTb 101223-2 29000 — 39000 mlMa=c 30800 mMasc

PoacTBeHHbBIE NPUMECH, EAUHUYHBbIE 123945-3 He Bbonee 1,0% 01%

PoacTteeHHble NpuMecH, CyMMapHo 123945-3 He bonee 1,5% 0,1 %

OgHopodHOCTL Ao3uposaHus, MV 122623-1 atan 1 coots. Esp. ®. atan 1 coots. Esp. ®.
atan 2 coote. Eep. ®.

OpHopoaHOCTh Ao3upoBaHus, AV 122623-1 He Bbonee 15,0 0,9

O6wee 4ucno aspobHbIx 114678-1 He 6onee 100/r <10/r

MWUKPOOPraHu3MoB

ObLyee YMCNO APOACKEBLIX U NNECHEBLIX 114678-1 He Gonee 10/r < 10/r

rpubos

Staphylococcus aureus 114678-1 oTCcyTCTBYETB 1T oTcyTCcTBYETB 1T

Pseudomonas aeruginosa 114678-1 oTcyTcTeyeTB 171 oTcyTcTeyeTB 1T

BHewHuWi Bua ynakosku 1 gosbl 101219-2 cooTB. obpasuy cooTe. obpasuy

109166_2057877_COA_07.07.2021_12:53:35_MIAKEK

Opuon Kopnopeiiumn

OPHOH ®APMA

Opuonintie 1. 02200 Denoo
n/a 65, 02101 Scnoo

Ten. +358 104261

hakc +358 10 426 3815

Tercrpémunkary 8, 20360 Typky
n/a425, 20101 Typky
Ten. +358 10 42692
Dakc +358 104267777

ITpouseocrBenHas anuensua Ne FIMEA/2019/000732

Boasrrukary 8, Kvonuo
n/s 1780, 70701 Kyonuo
Fen. +358 10428 611

Maxe +358 10 428 6444

HoeHeyynkary 7. 24100 Caito

Ten. +358 10 4261

Opuon Kopniopeiimn, saperucrpuposantniit ouc u ajipec Mecta Haxosxaenus: Opuonnntue 1, FI1-02200 Dengo. dumasiians



lepesod c ananuiickoco A3eIkd HA PYCCKUT AZBIK

[pojtonAeHue Mepesoia cTpaHnib! w3l

Mnowaaka, OTBe4Yalolan 3a KOHTPONb KavecTsa: OpwuoH KopropefiuH, 3aBoj B 3€noo,
OpuoHuHTue 1 F1-02200 Scnoo

CepTudukat cooTeeTcTBUA GMP: FIMEA/2020/001590

MpousBoACTBEHHAA NULIeH3UA: FIMEA/2019/000732

Mnowanka, 0TBEYaoWas 3a KOHTPONbL KavecTea: OpvioH Kopriope#iH, 3aBog B TYPKY,
TenrcTpémunkaty 8 20360 Typky

CepTudmkat cootsetcTBUs GMP: 004580/06.08.02.00/2017

MpoussoAcTBEHHAA NULIEH3UA! FIMEA/2019/000732

3nekTtpoxHas nognucs  07.07.2021 12:53:04 OpobpeHo YnonHoMoueHHbIM nuom Mueit Cwsyna (Mia Sivula)

KOppEl\"THOCTb nepesoia yﬂOCTOBEprH)Z

I'pun E.A.,
MeHeaaep no KauecTBy U apMaKoHaasopy 000 «Opuon Gapma»
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Opuon Kopnopeiiuit [ Ipon3BoACTBCHHAA JHUEeH3Hs No FIMEA/2019/000732

OPHOH ®APMA

Opuonnnrie 1. 02200 Denoo Tercrpémunkary 8, 20360 Typry Boavrrukary 8, Kyouuo Hoeneyynrary 7, 24100 Cano
n/s 63, 02101 Denoo n/s 425, 20101 Typxy n/s 1780, 70701 Kyonuo

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

hake +358 10426 3815 daxc +358 104267777 dake +358 10 428 6444

Opuon Kopriopeiturs, 3aperHCTPHPORAHHDIT O(HE H AIPEC MECTa HAXOAICHNA. OpuonnnTie 1, FI-02200 Denoo, GunisHas




SrioN

OUBUIENDb 0.1 % renb 28x1 r

Homep npoaykTta: 109166
Homep cepuu OpuoH: 2057877
[aTa npouseoacTea: 18.05.2021
lNopeH no: 05.2024
[o3npoBka/akTUBHOCTb! 01%
NekapcTeeHHan hopma: [ens
Pazmep ynakoeku: 28x1r
Tun ynakoeku: Maket
YcnoBus XxpaHeHus:

CTpaHa HasHa4YeHus: Poccus
Homep pervcTpaunoHHoro

YAOCTOBEPEHUA 1 N015526/01

CEPTU®UKAT COOTBETCTBUA

llepesod ¢ anenuiickoco A3eika Ha PYCCKULL 361K

Mpw TemnepaType He Bbiwe +25°C

Homep poccuitckon HO: M N015526/01-181220

MpousBoacTBEeHHaA Nnoljanka:

CepTtudpukat cooteTcTBUA GMP:
MpouzsoacTBEHHAA NULIEH3UA:

Mnowapka, ocyllecTBNAOLWASA YNaKoBKY:

CepTtudmkar coorBetcTBus GMP:
MpousBoAcTBEHHAA NULIEH3UA:

Cy6cTaHuuna (ADU):
Homep cepun ADU:
HaumeHoBaHue npouzsoautena ADU:

OpuoH KopnopeiwH, 3asog B TypKy,
TeHrcTtpémunkaty 8 FI-20360 Typky
004580/06.08.02.00/2017
FIMEA/2019/000732

OpuvoH KopriopeWLluH, 3asog B TYpKy,
TeHrctpémurkaTty 8 FI-20360 Typky
004580/06.08.02.00/2017
FIMEA/2019/000732

OcTtpaguona remurugpar

2034005

Bayer AG, Ernst-Schering-Strasse 14, DE - 59192
Bergkamen, Germany

Crpanuua 1 u3 1

HacToawum s NOATBEPXKAAK, YTO BCE NPOW3BOACTBEHHbIE CTaAWKM OaHHOW CEpUW roTOBOrO NPOAYKTa Obinn BbINOMHEHbLI B
NOMHOM COOTBETCTBUM C TpeBoBaHUAMM Haanexallehn Npou3BoACcTBEeHHOW npakTukn (GMP) 1 B cooTBeTCTBUK C TpebBosaHuAMK

perucTpauruoHHOro ocbe CTpaHbl-HasHa4YeHuA.

OnekTpoHHasA noanuce 07.07.2021

KoppekTHocTh nepesoaa yioctosepsio:

I'pun E.A.,

Menemkep no kadecTBy 1 papmakonamopy OO0 «Opuon ®apman»
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12:53:04 OpobpeHo YnonHomoyeHHsIM nuuom Muen Cueyna (Mia Sivula)

Opuon Kopriopeiin

OPHOH BAPMA

Opuonnntie 1, 02200 Denoo
n/a 65, 02101 Denoo

Ten. +358 10 4261

akc +358 10426 3815

Tercrpémunkary 8. 20360 Typky
/s 425, 20101 Typry

Ten +358 1042692

(haxc +358 104267777

ITpounssoacrseHHas anucHsua Ne FIMEA/2019/000732

Boakrrukary 8, Kyoro
n/s 1780, 70701 Kyvonuo
Ten 4358 10428 611

Make +358 10 428 6444

Hoeucyyuxary 7. 24100 Cano

Ten. +358 10 4261

Opuon Kopriopeiimn, saperuetpupoBatubtii ouce n aapee Mecra naxoxiaeHus: Opuonnnrue 1, FI-02200 Denoo, dajsin iy



