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Iepesoo ¢ aneiuilckoeo A36IKd HA PYCCKUTE A3bIK

CEPTU®UKAT AHAITU3A CrtpaHuua 1 u3 1
6 RION

OUBWUIENb 0.1 % renb 28x1r

Homep npoaykTa: 109166

Homep cepuu OpuUoH: 2059097

[arta npousBoacTRa: 10.06.2021

lopeH po: 06.2024

[o3vpoBka/akTUBHOCTL:! 0,1%

IlekapcTBeHHas opma: lenb

Pasmep ynakoBsku: 28x1r

Tun ynakoBku: Maket

YCcnoBuA xpaHeHns: Mpu TeMnepaType He Bbile +25°C

CTpaHa HasHayeHus: Poccusa

TECThI METOA TPEBEOBAHUA PE3YIIbTATHI

BHelwHuiA BUA coaEPXUMOTO 101218-2 OAHOPOAHbIA GeclUBeTHbIN OOHOPOAHLIA BECLBETHBLIN
onanecuupyLuii rens onanecumpyloLuii rens

CpenHaa macca 101237-2 1,020-1,080r 1,046 r

OaHOpPOAHOCTE Macchl, B Npedenax 101237-2 He meHee 90% 100 %

m0,075 x m

OgHopoAHOCTL Macchl, B Npegenax 101237-2 100 - 100 % 100 %

m=0,15 x m

pH 101220-2 40-6,0 49

MoanuHHoCTL, BOXKX 123945-3 NonoXuTensHo NONOXUTENLHO

MNoanuHHocTL, TCX 123945-3 NOMoXUTENbLHO NONOXWUTENLHO

KonuyecTBeHHOE onpegeneHue 123945-3 95,0-105,0 % 100,8 %

BsskocTb 101223-2 29000 - 39000 mMa-c 35500 mlMasc

PoacTteeHHble NnpUMecH, eanHUYHbIE 123945-3 He Bonee 1,0% 0,1 %

PopcTBEHHbIE NPUMECH, CYMMapHO 123945-3 He bonee 1,5% 0,1%

OpHopoaHocTs Ao3vpoBanusa, MV 122623-1 atan 1 coots. Esp. ®. stan 1 coote. Esp. ©.
aTan 2 coote. Eep. ¢.

OOHOPOAHOCTL A03UpOBaHUsA, AV 122623-1 He Bbonee 15,0 09

OB6uwee yncno aspobHbix 114678-1 He Bonee 100/r <10/r

MUKPOOPraHW3MoB

Obwee Yncno ApoXCOKEBbLIX U NNECHEBLIX 114678-1 He bonee 10/r <10/r

rpudos

Staphylococcus aureus 114678-1 oTcytcTByeTB 11 oTcyTcTByeTB 11

Pseudomonas aeruginosa 114678-1 oTcyTcTByeTB 11 oTcyTcTByeTB 1T

BHelwHuiA BUA ynakoski 1 403bl 101219-2 cooTB. obpasuy cooTe. obpaauy
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Opuon Kopniopeiitun ITpoussoacTsennan anuensna Ne FIMEA/2019/000732

OPHOH ®APMA

Opuonunrie 1, 02200 Senoo Tercrpémunkary 8, 20360 Typky Bonwtrikary 8. Kvorio Hoencyyuxary 7. 24100 Cano
n/a 65, 02101 Denoo n/a 425, 20101 Typky /s 1780, 70701 Kyonuno

Ten. +358 10 4261 Ten. +358 10 42692 Ten +358 10428 611 Ten. +358 104261

akc +358 10426 3815 ®axc +358 104267777 Make +358 10 428 6444

Opuon Kopriopeiiuit, 3aperncpupoBanteiii ofuc n agpec Mecta Haxokaenns: Opuonnntie |, FI-02200 Dcnoo. Ounngnans



Tepeaod ¢ anaauiicko2o A3bIKA HA PYCCKUL 361K

[Npogoikerne nepesoja crpanuiibl | us |

Mnowapka, oTBeYaroLlan 3a KOHTPOMNbL KavecTBa: OpuoH KopnopeliwH, 3aeoa B8 3¢noo,
OpuoHuHTve 1 FI-02200 3cnoo

CepTudumkart cootseTcTeua GMP: FIMEA/2020/001590

MNpoussoacTBEHHAA NMULIEH3NA: FIMEA/2019/000732

Mnowanka, oTBeYarLlan 3a KOHTPONb KavyecTea: OpwuoH KopnopeWLwH, 3asof B TYpKy,
TenrctpémuHkaTy 8 20360 Typky

CepTudmkart cooTBeTcTEUA GMP:! 004580/06.08.02.00/2017

Mpou3zBoAcTBEHHAA NULEH3UA! FIMEA/2019/000732

3nekTponHas noanucs  09.07.2021 15:13:09 OpoBpeHo YNONHOMOYEHHbLIM N1LOM Mwuen Cusyna (Mia Sivula)

KoppekTHoeTh NepeBoia YI0CTOBepsio:

I'pun E.A.,
Meneaxep no kavectTsy u papmaronansopy OO0 «Opuon dapma»

109166_2059097_COA_09.07.2021_15:13:31_MIAKEK

Opuon Kopnopeiiwn IMponssoactaennan anuensis Ne FIMEA/2019/000732

OPUOH BAPMA

Opuonunie 1. 02200 Senoo Tercrpémunrary 8, 20360 Typky BoawtTHKaty 8, Kyonno Hoencyynkary 7. 24100 Cano
n/a 65, 02101 Denoo /s 425, 20101 Typky /s 1780, 70701 Kyonuo

Ten. +358 10 4261 Ten +358 1042692 Ten. +358 10428 611 Ten. +358 104261

akc +358 10 426 3815 Mdakc +358 104267777 Pakc +358 10 428 6444

Opuot KopropeiinH, 3aperncTpupoBaHHbIi 0)HC 1 aapee MecTa HaXORACHHA: Opuonnnrie |, FI-02200 Denoo, @unasiiing



Srion

OWBUIENb 0.1 % renb 28x1 r

Homep npoaykTa: 109166
Homep cepun OpuoH: 2059097
[ata nponasoacTsa: 10.06.2021
logeH ao: 06.2024
Hosupoeka/akTUBHOCTb: 01%
INekapcTBeHHas dopma: [enb
Paamep ynakosku: 28x1r
Tun ynakoeku: Maket
YcnoBus xpaHeHus:

CTpaHa HazHaueHus: Poccus
Homep perncrTpaunoHHoro

YOOCTOBEpPEHUS M NO15526/01

CEPTU®UKAT COOTBETCTBUA

llepesod ¢ anenuiicko2o A361Ka HA PYCCKULL A3bIK

Mpu TeMnepaType He Bbille +25°C

Homep poccuitckon HA: M N015526/01-181220

Mpou3zroacTBeHHaA Nrollanka:

CepTudmkar cootsetcTeus GMP:
MpousBoacTBEHHanA NULEH3URA:

Mnowapnka, ocylWecTBNAOWASA YNAaKOBKY:

Ceptudmkar cooresetctena GMP:
MpouzBoacTBEHHAA NUUEH3USN:

Cy6cTaHuus (AdU):
Homep cepun AGU:
HaumeHoBaHue npoussoguTena AGOU:

HaCTOFlLLlMM A NnoATBEPXAaK, 4YTO BCE NMPOU3BOACTBEHHLIE CTaaUK ,ClaHHOI;! cepun roToeBoro npoaykra BbiNM BbINOMHEHLI B
NONHOM COOTBETCTBUW C TPEBOBAHUAMM HAANeXalleid NPOU3BOACTBEHHON NpakTUkU (GMP) n B COOTBETCTBUM C TpeboBaHuaAMU

PEerucTpauuoHHOro 4ocke CTpaHbl-Ha3HauYeHus.

OpwuoH KopnopeiilH, 3agoa B Typky,
TeHrcTpémuHkary 8 FI-20360 Typky
004580/06.08.02.00/2017
FIMEA/2019/000732

OpuoH KopnopeiwH, 3asog & Typky,
TeHrcTpémuHkaty 8 FI-20360 Typky
004580/06.08.02.00/2017
FIMEA/2019/000732

3cTpaguona remurugpat

2034005

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

OnekTpoHHas nognuce  09.07.2021 15:13:09 OpoBpeHo YnonHomoueHHsIM nuuom Mueii Cusyna (Mia Sivula)

KOppEKTHOCTb nepeBoja YI0CTOBEPSIO:

I'pun E.A.,

Menekep no kavectsy u papmaxonaasopy 000 «Opuon Dapmar»

109166_2059097 COC_09.07.2021_15:14:19_MIAKEK

CtpaHuua 1 13 1

Opuon Kopnopeiiix

OPHOH GAPMA

Opuonunrie 1, 02200 Senoo Tercrpemunkary 8, 20360 Typky
n/a 425, 20101 Typky

Ten. +358 10 42692

Makc +358 10 4267777

n/s 65, 02101 Denoo
Ten. +358 10 4261
dakc +358 10 426 3813

ITpouseoacrBeHnas auueHsus Ne FIMEA/2019/000732

Boawrmikary 8, Kvonio
n/a 1780, 70701 Kyonuo
Ten +358 10428 611

hakc +358 10 428 6444

H()CHC_\‘}'HKHQ‘ 7.24100 Cano

Ten +358 10 4261

Opuon Kopriopeiiiny, saperncTpupoBanHblii oue 1 a1pec MecTa HAXOAICH U OpuonunTie 1. FI-02200 Denoo, Ounnsayang



