llepesoo ¢ ancnuiickoco Asbika HA PYCCKUL ATBIK

CEPTU®UKAT AHATTU3A Crtpanuua 1 3 1
6 RION

OUBUIENDb 0.1 % renb 28x1 r

Homep npoaykra: 109166

Homep cepun OpuroH: 2077095

HaTa npou3soacTea: 28.10.2021

[oaeH no: 10.2024

[l031poBKa/aKTMBHOCTD: 0,1%

INlekapcTeeHHasn gopma: lenb

Pasmep ynakosku: 28x1r

Twvn ynakoBku: Maket

Ycnosus xpaHeHus: Mpu TemnepaType He Bobiwe +25°C

CtpaHa HasHaveHus: Poccusa

TECTbI METO[L TPEBEOBAHUA PE3YINbTATHI

BHeLUHUIA BUL, COAEPXKUMOro 101218-2 O[HOPOAHLIN BecuBeTHbI OAHOPOAHbIN BecuBeTHbIN
onanecumpyoLwwuin renks onanecuupyroLwnia renb

CpeaHsis Mmacca 101237-2 1,020-1,080r 1,050 r

OaHOpOAHOCTE Macchl, B npeaenax 101237-2 He meHee 90% 100 %

m£0,075 x m

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

m+0,15x m

pH 101220-2 40-6,0 5,0

MoanuHHocTe, BOXX 123945-3 NONOXUTENBHO NOMOXUTENLHO

MoanuHHocTs, TCX 123945-3 NONOXUTENbHO NONOXUTENBHO

KonuyecteeHHoe onpeaenexve 123945-3 95,0 -105,0 % 101,1 %

BsaskocTe 101223-2 29000 — 39000 mllasc 37100 mMa-c

PoacreeHHble npyMeck, eaUHUYHbIE 123945-3 He Bbonee 0,5% 0.1%

PopacTBeHHbIE NnpyMecH, CyMMapHo 123945-3 He BGonee 1,5% 02%

OaHopoaHocTb AoauposaHua, MV 122623-1 cTyneHb 1 coots. EBp. ®. cTyneHs 1 coots. Eep. ©.
cTyneHe 2 coots. Eep. .

OnHopoAHOCTE A03uMpoBaHus, AV 122623-1 He Bonee 15,0 2,0

ObLwee 4Yuncno aspobHbix 114678-1 He Bonee 100/r <10/r

MUKPOOPraHM3MoB

OBLiee YMCNO APOXKKEBLIX U NNECHEBbIX 114678-1 He bonee 10/r <10/r

rpubos

Staphylococcus aureus 114678-1 oTcyTCcTBYEeTB 11 otcytcreyetB 11

Pseudomonas aeruginosa 114678-1 oTcyTcTByeTB 11 oTcyTeTByeTB 11

BHewHuiA BUA ynakoeku 1 o3sl 101219-2 cooTB. obpasLy cooTs. obpasuy
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Opuon Kopnopeiiun IMpousBoacTBeHHas nuuensus Ne FIMEA/2019/000732

OPHUOH ®APMA

Opuonunmie 1, 02200 Denoo Terctpémunkary 8, 20360 Typky Boabtrukary 8, Kyonwo Hoencyynkary 7, 24100 Cano
n/1 65, 02101 Dcnoo n/a 425, 20101 Typky n/a 1780, 70701 Kyonuo

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

Makc +358 10426 3815 Dakc +358 10 4267777 thakc +358 10 428 6444

Opuon Kopriopeiimit, 3aperucTpupoanHslii oduce 1 anpec mecra Haxoxaenus: Opuonnntie 1, F1-02200 Denoo, GunasHma



llepegod ¢ anznutickozo A3vIKa HA PYCCKULL A3IK

[Tponomkenue neperosia cTpanuibl | u3 |

Mnouwanka, oTBeYaloLWas 3a KOHTPONL KAYecTBa: OpwuoH KopnopeiiwH, 3asog B 3cnoo,
OpuoHuHTHe 1 FI-02200 3cnoo

CepTudmkar cootsercTeua GMP: FIMEA/2020/001590

MNpouzBoacTBEHHAA NUUEH3NA: FIMEA/2019/000732

Mnowapaka, oTBe4alOWan 3a KOHTPONL KaYyecTBa: OpwoH KopnopelilwH, 3aBog B Typky,
TenrcTpémuHkaty 8 20360 Typky

Ceptudmkar coorsetcTBua GMP: 004580/06.08.02.00/2017

[MpouzBoACTBEHHAA NULIEH3UA: FIMEA/2019/000732

OnekTpoHHas noanuce  23.11.2021 15:32:20 Opo6peHo YNOMHOMOYEHHbIM MULoM Mueil Cusyna (Mia Sivula)

KoppekTHocTs MepeBoaa yaocToBepsio:

I'pun E.A.,
Menexxep no kavectsy u papmaxonazopy 000 «Opuon ®apma»
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Opuon Kopriopeiimn TpouseozacTeennas muueHsna Ne FIMEA/2019/000732

OPHOH ®APMA

Opuonunntue 1, 02200 Denoo Terctpémunkary 8. 20360 Typky BonsTrukaty 8, Kvonuo Hoencyynxary 7, 24100 Cano
n/a 65, 02101 3cnoo n/a 425, 20101 Typky n/s 1780, 70701 Kyonuo

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

Dakc +358 10 426 3815 Daxc +358 104267777 axc +358 10428 6444

Opwuon Kopropeiius, 3aperucTpupoBanHblii oMc W aIpec MecTa HaXoAIeH!s Opuonuntue 1, F1-02200 Dcnoo, MuxnsHang



GRION

OWUBUIENDb 0.1 % renb 28x1 r

Homep npoaykTa:
Homep cepur OpuoH:
[ata npovssoacTea:
lopeH go:
[103MpOoBKa/aKTUBHOCTb:
llekapcTBeHHas dopma:
Paamep ynakoeku:

Tun ynakoeku:

YcnoBus xpaHeHus:
CTpaHa Ha3HauyeHus:
Homep perucTpaunoHHoro
yOOCTOBEPEHMA

npOVI3BOACTBEH HafA nnowagka:

ITepesoo ¢ anenuiicko2o A36IKa Ha pycekuil A3bIK

CEPTU®UKAT COOTBETCTBUA CrpaHuua 1 us 1

109166

2077095

28.10.2021

10.2024

0,1%

lenb

28x1r

Maker

Mpu Temnepatype He Bbiwe +25°C
Poccusa

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

OpuoH KopnopeiwwH, 3asog 8 Typky,
TeHrcTpémunkaTty 8 FI-20360 Typky

CepTtudwmkar coorsetcTeua GMP: 004580/06.08.02.00/2017

MNpousBoacTBeHHaA NUUEH3UA:

FIMEA/2019/000732

Mnowapnka, ocylWwecTENAOWANA YNaKOBKY: OpuoH KopnopelilwH, 3asog B Typky,

TenrcTpémuHkaty 8 FI-20360 Typky

Ceptudwmkar coorsetcTeus GMP: 004580/06.08.02.00/2017

npOM:!BOﬂCTBeHHaH nUUeH3unA:

Cy6craHuuma (ADU):
Homep cepumn ADU:

FIMEA/2019/000732

JcTpaguona remuruapat
2034005

HaumenoBaHue npoussogurens AGU: Bayer AG, Ernst-Schering-Strasse 14, DE - 59192

Bergkamen, Germany

HacToslwum s noATBEpXAal, YTO BCE NPOU3BOACTBEHHLIE CTAAWM AAHHON CEpWUM rOTOBOrO npoaykta Geinn BbINONHEHL! B
NOMHOM COOTBETCTBUM C TPEBOBAHUAMM HaANeXallen NPOM3BOACTBEHHON NPaKTUKM (GMP) v B cooTBETCTBUM C TpEGOBAHUAMU
PErucTpaLnoHHOro AOCkE CTPaHbl-Ha3Ha4YeHus.

3neKTpOHHanA nNoAnuch 23.11.2021 15:32:20 OpobpeHo YNONHOMOYEHHLIM NULOM Muei Cwueyna (Mia Sivula)

KoppekTHoeTh nepeBoaa yaocTosepsiio:

I'pun E.A.,

MeHexxep no kavecTBy u papmaxonaazopy OO0 «Opuon dapmar
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Opuon Kopnopeiitn

OPUOH ®APMA

IIpounssocreennas nuenzng Ne FIMEA/2019/000732

Opuonunrie 1, 02200 Senoo Tercrpémunkary 8, 20360 Typxy Bonbrrukary 8, Kyonwo Hoencyynkary 7, 24100 Cano
n/a 65, 02101 Denoo n/a 425, 20101 Typky n/s 1780, 70701 Kyomnuwo

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

®akc +358 10 426 3815 Makc +358 10 4267777 hakc +358 10 428 6444

Opuon KopropeiitnH, 3aperncTpupoBaHHblii 0HC U AIpec MECTa HAXOAKIEHUA: OpuonunTie 1, FI1-02200 Dcnoo, dunnanms
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