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Iepesod ¢ anzulicko20 A3BIKA HA PYCCKULL A3bIK

6 = CEPTU®UKAT AHAN3A Crpanmua 1 u3 1
RION i

OWUBUIENDb 0.1 % rens 28x0.5r

Homep npogyxra: 109059

Homep cepun OpuoH: 2056442

[ata npoussoacTea: 18.05.2021

loaeH go: 05.2024

[losupoBKa/akTUBHOCT! 0.1 %

NekapctBeHHas hopma: lenb

Pasmep ynakosku: 28x05r

Tun ynakosku: MakeT

YcnoBus xpaHeHus: Mpu Temnepartype He Bbiwe +25°C

CrtpaHa HasHavyeHus: Poccus

TECTbI METO[ TPEBOBAHWA PE3YIIbTATHI

BHewHui BuA coaepxumoro 101218-2 OAHOPOAHbLIN DECUBETHLIN OAHOPOAHLIN BecuBeTHbIN
onanecuupyLui renk onanecunpyoLwui rens

CpeaHss macca 101237-2 0,525-0,575r 0,542 r

OpHopoAHOCTL Macchl, B Npegenax 101237-2 He meHee 90% 100 %

m+0,075 x m

OpHOpPOAHOCTL Macchl, B Npeaenax 101237-2 100 - 100 % 100 %

m+0,15x m

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

MoanuHHocTs, BOXX 123945-3 NONOXWUTENBHO NOMNOXUTENbHO

[MognuHHocTe, TCX 123945-3 NONOXUTENLHO NONOXUTENLHO

KonuuecteeHHoe onpegenexue 123945-3 95,0-105,0 % 100,3 %

BsAskocTb 101223-2 29000 - 39000 mMa-c 34000 mlMasc

PoacreeHHble NpUMecH, eanHWUYHbIE 123945-3 He Bonee 1,0% 0,1%

PoacTBeHHbIE NPUMECK, CYMMapHo 123945-3 He Gonee 1,5% 0,1 %

OaHopoaHOCTL Ao3upoBaHus, MV 122623-1 artan 1 coots. Esp. ®. atan 1 cooTs. EBp. ©.
atan 2 coote. Esp. ®.

OaQHOpOAHOCTL Ao3upoBaHus, AV 122623-1 He bonee 15,0 1,4

Ob6uwee 4ncno asapobHbIx 114678-1 He Bonee 100 /r <10/r

MWKPOOPraHn3MoB

ObLee 41Cno APOXIKEBbIX U NNECHEBbIX 114678-1 He bonee 10 /r <10/r

rpuboe

Staphylococcus aureus 114678-1 oTcyTcTByeTB 11 oTcytcteyeTB 11

Pseudomonas aeruginosa 114678-1 oTcyTCcTBYeTB 11 oTcyTCTRYETB 1T

BHewHuiA BUA ynakosku 1 403kl 101219-2 cooTs. obpasuy cooTe. obpasuy
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Opuon Kopriopeiiwn [TpouseoicTeeHas nuensns Noe FIMEA/2019/000732

OPHOH ®MAPMA ’V
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}r!(.‘p(.’(ft)() ¢ AHETUICKOC0 S36IKA HA p_)’CC'!\'HllI A3BIK

[Tpononxenue neperoaa crparnusl 1 n3 |

Mnowapka, oTBevaloLWan 3a KOHTPONb KaYecTBa: OpuoH KopnopeiwH, 3asog B Jcnoo,
OpwuoHuHTKe 1 FI-02200 3cnoo

Ceptudukar cootsetcteus GMP; FIMEA/2020/001590

MpouzBoacTBEHHAA NULEH3UA: FIMEA/2019/000732

Mnowaaka, oTBeyaroLWan 3a KOHTPONL KayecTRa! OpwuoH KopnopeiiwH, 3asog & Typky,
Tenrctpémunkaty 8 20360 Typky

Ceptudpmkar coorsetcteusa GMP: 004580/06.08.02.00/2017

MNpoussoAcTBEHHAA NULEH3IUA: FIMEA/2019/000732

AnekTpoHHasa noanucs 24.06.2021 11:12:41 OpoBpeHo YNoNHOMOYEHHbIM MULOM DccK ManmBepr (Essi Malmberg)

KoppexTHoCTE TIepeBoIa YA0CTOBEPSI0;

I'pun E.A.,
Menekep no kavecTBy u papmarkonaazopy OO0 «Opuon ®apmay
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Opuon Kopriopeiinis [Tponspoacteennas anuensus Ne FIMEA/2019/000732

OPHOH dAPMA

Opunonuntie 1. 02200 Senoo Tercrpémmurary 8, 20360 Typky Boawtrukary 8. Kyonuo
/g 65. 02101 Denoo n/a 425 20101 Typky /s 1780, 70701 Kyonuno
Ten. +358 10 4261 Ten. +358 10 42692 len. +358 10428 611

Maxc +358 10 426 3813 arc +358 104267777 Daxc +358 10 428 6444
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Tlepesod ¢ anenuiickoco A3bIKA 1A PYCCKUTL A36IK

CEPTU®UKAT COOTBETCTBUA CrpaHuua 1 us 1
6 RION

OUBWUIENb 0.1 % renb 28x0.5 r

Homep npoaykta: 109059
Homep cepuun OpuoH: 2056442
[Hata npoussoacTea: 18.05.2021
logeH po: 05.2024
HosnpoBka/akTMBHOCTD: 0,1 %
INlekapctBerHan dhopma: lenb

Pasmep ynakosku: 28x05r

Tun ynakoeku: Maket
Ycnoeusa xpaHeHUs: MNpw TemnepaType He Bbiwe +25°C
CTpaHa HazHa4YeHus: Paccus
Homep peructpauvoHHoro

YA,0CTOBEPEHUA M N015526/01

Homep poccuiickor HO: M N015526/01-181220

MpousBoAcTBeHHas Nnowaaka: Opuon KopnopeiilH, sasog & Typky,
TeHrctpémunkaTty 8 FI-20360 Typky

Ceptudukar cooteercteua GMP: 004580/06.08.02.00/2017

MpouszBoacTBEHHAA NULEH3UA; FIMEA/2019/000732

Mnowanka, ocywecTenstowas ynakosky: OpuoH KopnopeiwH, 3asoa B Typky,
TeHrctpémunkaty 8 FI-20360 Typky

Ceptudoukart cootBeTcTBUA GMP: 004580/06.08.02.00/2017

MNpouzBoacTEReHHas NULEH3NA: FIMEA/2019/000732

Cy6cTaHuus (ADWN): 3cTpaguona remuruapat

Homep cepuu ADU: 2034005

HaumeHoeaHue npoussoguTens ADU: Bayer AG, Ermnst-Schering-Strasse 14, DE — 59192,

Bergkamen, Germany

HacToAwum A NoATBEPXAAID, YTO BCE MPOW3BOACTBEHHBIE CTAAUM LAHHOI Cepuu roToBoro NPoAyKTa BbiNKM BLINOMNHEHbL! B8
No/THOM COOTBETCTBUM C TpeboBaHWAMMW HaANEeXaLLEN NPOU3BOACTBEHHON npakTuk (GMP) 1 B COOTBETCTBUM C TpeBoBaHUSMU
PErNCTPaLUMOHHOro A0CLE CTPaHbI-Ha3HaYeHus.

3nekTpoHHan nognuck 24.06.2021 11:12:41 OpoBpeHo YNONHOMOYEHHBIM NULOM Dccu Manmbepr (Essi Malmberg)

KoppekTHocTh nepeBoaa yaoctosepsiio:

I'pun E.A,
Menemwep no kayecTBy H papmakonaazopy OO0 «Opuon Mapmarn
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