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SrioN

OWBUIENDb 0.1 % renb 28x0.5 1

Homep npogykra: 109059
Homep cepuu OpuoH: 2078255
[ata npoussoacTea: 05.11.2021
lopeH go: 11.2024
[l031poBKa/aKTURHOCTb: 0,1 %
IlekapcTeenHas opma: lenb
Paamep ynakoBku: 28x05r
Tun ynakosku: Maket

Ycnosusa xpaHeHus:

CTpaHa HasHaveHus: Poccusa

ITepesod ¢ ancnuiickoco A3eika HA PYCCKUL A3bIK

CEPTU®UKAT AHAIIU3A

Mpu TemnepaTtype He Bbiwe +25°C

CTpaHuua 1 uz 1

TECTbI METOA TPEBOBAHUA PE3YNbLTATHI

BHewWHWA BUA COQEPKUMOro 101218-2 OfHOPOAHbIN BecUBETHLI  OAHOPOHbLIN GecUBeTHbIR
onanecuupyowuii refb onanecunpyrowui rens

CpegaHasa macca 101237-2 0,525-0,575r 0,543r

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

m=0,075 x m

OpHopoaHoCTE Macehl, B Npeaenax 101237-2 100 - 100 % 100 %

m+0,15x m

pH 101220-2 40-6,0 50

MoanuHHocTb, BAXX 123945-3 NONOXUTENBHO NONOXUTENLHO

MoanuHHoCTL, TCX 123945-3 MONOXWUTENbHO NONOXUTENBHO

KonuyecTeBeHHoe onpeaeneHve 123945-3 95,0 -105,0 % 100,9 %

BaskocTb 101223-2 29000 - 39000 mMa-c 36100 mMa-c

PoacTseHHbIe NnpuMecH, eaMHUYHbIE 123945-3 He bonee 0,5% 0,1 %

PopcTeeHHBIE NPUMECK, CYMMapHo 123945-3 He Bonee 1,5% 0,1 %

OpHopopaHocTs Ao3uposaHua, MV 122623-1 atan 1 coote. Egp. . atan 1 coots. Esp. ©.
atan 2 coote. EBp. ®.

OaHopoaHocTs Ao3upoBaHusa, AV 122623-1 He Bonee 15,0 1.9

O6bLee ynicno asapobHbIx 114678-1 He bonee 100 /r <10/r

MUKPOOPraHM3amMos

OBLiee yicno APOXNOKEBLIX U NNECHEBbIX 114678-1 He bonee 10 /r <10/

rpwbos

Staphylococcus aureus 114678-1 oTcyTcTByeTB 11 oTcyTCTBYETB 11

Pseudomonas aeruginosa 114678-1 oTcyTcTeyeTB 1T oTcyTcTByeTB 11

BHewHui BuA ynakoeku 1 4oabl 101219-2 cooTs. obpasuy cooTs. obpasuy
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Opuon Kopriopeiimx

OPHUOH ®APMA

OpuonunTie 1, 02200 Dcnoo
n/q 65, 02101 Scnoo

Ten. +358 10 4261

akc +358 10 426 3815

Ten. +358 10 42692

Tercrpémunkary 8, 20360 Typky
n/a 425, 20101 Typky

Makrc +358 10 4267777

[Mpouseoacteennas nuuensus Ne FIMEA/2019/000732

Boaerrukary 8. Kyonuo
n/a 1780, 70701 Kyonuo
Ten. +358 10 428 611

Makc +358 10 428 6444

Hoencyynxary 7. 24100 Cano

Ten. +358 10 4261

Opuon Kopriopeiius, 3aperncTpipoBanHbiil o(Me M aIpec MECTa HAXOKICHHH: OpuonunTHe 1, FI-02200 3cnoo, OUHIAHINA



Ilepesoo ¢ ancnutickozo A3bIKa HA PYCCKULL A3BIK

[Mponomkenne nepesoaa cTpanumel | 13 |

Mnowapka, oTBeyaroWas 3a KOHTPONL KavecTBa: Opwuox KopnopeiwH, 3asoa 8 9cnoo,
OpwuonuHTre 1 FI-02200 Scnoo

CepTudmkar coorsetcTeus GMP: FIMEA/2020/001590

MpoussoacTBeHHasA NULEH3UA: FIMEA/2019/000732

Mnowanka, oTBeYaoLWas 3a KOHTPOrk KavyecTna: OpuoH KopnopeiiwH, 3aBog B Typky,
TeHrcTpémuHkaty 8 20360 Typky

Ceptudwmkar coorsercteusa GMP: 004580/06.08.02.00/2017

MpousBoacTeBeHHan NUUeH3UA: FIMEA/2019/000732

SnekTpoHHas nognuce  07.12.2021 13:34:28 OpobpeHo YNonHOMoYeHHbIM oM Muei Cusyna (Mia Sivula)

KoppexTHocTh nepeBoaa yaoctosepsio:

I'pun E.A.,
Menemep no kauecrsy u dapmaxonaazopy 000 «Opuon dapmar
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Opwon Kopropeiimin lpoussoacrsennas muensus Ne FIMEA/2019/000732

OPHOH ®APMA

Opuonnnrue 1, 02200 3enoo Tercrpémunkary 8, 20360 Typky Bometrukarty 8, Kyonuo f/{ucncyynkaw 7. 24100 Cano
n/s 65, 02101 Denoo n/a425, 20101 Typky n/s 1780, 70701 Kyonuo

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

Makc +358 10 426 3815 Makc +358 10 4267777 Makc +358 10 428 6444

Opuon Kopriopeiiuin, 3aperncTpupoBaHnblii ofne u anpec Mecta HaxoxaeHHs: Opuonnatie 1, FI-02200 Deroo, OUHATHINA



GRION

OUBUIENDL 0.1 % rens 28x0.5r

Howmep npoaykra: 109059
Homep cepuu OpuoH: 2078255
[arta npounsBoacTea: 05.11.2021
lopeH po: 11.2024
[osnpoBka/akTUBHOCTb: 0,1%
NexkapcTBeHHan copma: lens
Paamep ynakosku: 28x05r
Tun ynakosku: Maket

Ycnosus xpaHeHus:
CtpaHa HazHaueHus:
Homep peructpaumoHHoro
YA0CTOBEPEHUSA

Poccusa

M N015526/01

CEPTUOUKAT COOTBETCTBUA

llepesoo ¢ anznuiicko2o Aseika Ha Pycckuil A3viK

Crpanuua 1 us 1

Mpu TemnepaType He Bbille +25°C

Homep poccuiickoii HA: M N015526/01-181220

npOHSBO.RCTBEHHaH nnowagnka.

Ceptudwmkar cootsertctaus GMP:
Mpou3zsoacTBEHHAA NULEH3UA:

Mnowaaka, ocyWecTBAAIOWARA YyNaKoBKy:
CepTtudmkar coorsetcreus GMP:

n POU3BOACTBEHHAA NULIEH3UA:

Cy6cTaHuua (ADU):
Homep cepuu ADU:
HaumeHoBaHue npoussoautens AOU:

OpuoH KopnopeidwH, 3asog B Typky,
TeHrcTpémunkaTy 8 FI-20360 Typky
004580/06.08.02.00/2017
FIMEA/2019/000732

OpvioH KopnopeiiwH, 3asog 8 Typky,
TeHrcTpémunkaTty 8 FI-20360 Typky
004580/06.08.02.00/2017
FIMEA/2019/000732

OcTpagvona remurnapar

2060070

Aspen Oss B.V., Veersemeer 4, NL - 5347 JN Oss,
Netherlands

HacTtoawum s nogTeepxnato, Y4To BCE NPOW3BOACTBEHHbLIE CTaAWKM OAHHOIA CEepun roToBOro NPoaykTa GbinNu BbIMOMHEHbLI B
MOMHOM COOTBETCTBUM C TPEDOBAHNAMM HaZNeXalllell NPOM3BOACTBEHHON NpakTuk (GMP) 1 B COOTBETCTBUM C TpeboBaHuaMM

PErucTpayMoHHOro 40Cke CTpaHbl-Ha3Ha4YeHus.,

ONeKTpoHHasA NoANUCH

KOPpEI{THDCTb nepesoaa YA0CTOBEpHIO:

I'pun E.A.,

07.12.2021 13:34:28 OpobpeHo YnonHoMoueHHsIM nuuom Mueit Cusyna (Mia Sivula)

Menemxep no kavectsy u papmakonasopy 000 «Opuon Papman
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Opuon Kopniopeitinu

OPHUOH DAPMA

Opuonunmae 1, 02200 3cnoo
n/a 65, 02101 3¢cnoo

Ten. +358 10 4261

Makc +358 10 426 3815

Tercrpémunxary 8, 20360 Typky
/a3 42520101 Typky

Ten. +358 10 42692

dakc +358 10 4267777

[Tpoussoacreennas nruensus Ne FIMEA/2019/000732

Bonbtrukary 8, Kyonuo Hoencyynkaty 7. 24100 Cano
n/s 1780, 70701 Kyonuo
Ten +358 10428 611

Dakc +358 10 428 6444

Ten. +358 10 4261

Opuon Kopriopeifih, 3aperucTpupoBanHsii ofiue i aapec MecTa HAXOHKICHHS: Opuonnntie 1, FI-02200 Dcnoo, unnanams



