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CEPTU®UKAT AHAJIU3A

Certificate of analysis

Haspanue npenapata (PRODUCT NAME)

Novartls Technical Operations
Sa Alcon-Couvieur nv
Rifksweg 14, 2870 Puurs, Belgium

Telaphone +32 3 800 27 11
Fax +32 3 880 27 17

OPATANOL (OITATAHOJI) 0.1% SML<CIS

Jata npousBoacrtBa (MANUFACTURING DATE) 01 2022
MARS kon 742922
TI'onen 1o (EXPIRE DATE) 12 2024
Kox ctpanbl (COUNTRY CODE) RU
HOMEP JUIA CCBUJIKH (VO REFERENCE NUMBER) 202251735
KOJ INPOAYKTA (PRODUCT CODE) 60502F
HOMEP CEPUH (BATCH NUMBER) 22A03DB
JATA BBIITYCKA 31-01-22

| XUMUS
Tecr PesynsT ar Empaunsr
Benzankonus xjaopuz 101,8 % OT 3asIBJICHHOT'O KOJINYECTBA
E-n3omep 0 % OT 3asBJIEHHOI'0 KOJIMYECTBA
Ipumecs @RRT 0.29 0 % OT 3asBJIEHHOI'0 KOJIMYECTBA
Ipumecs @RRT 0.49 0 % OT 3asBIICHHOT'O KOJIHMYIECTBA
N-okcun 0 % OT 3asBJIEHHOI'0 KOJIMYECTBA
OronaTaguHa ruAPOXIOPUL 100,3 % OT 3asBJIEHHOI'0 KOJIMYECTBA
RC-3 0 % OT 3asIBJICHHOTO KOJIMYECTBa
SOX 0 % OT 3asBJIEHHOI'0 KOJIMYECTBA
EnvHnuHbli Hecnennd. npoaykt aerpagamun 0 % OT 3asIBJIICHHOT'O KOJIMYECTBA
(484)
EnvHnuHbIi Hecnennd. npoaykKt aerpagamun 0 % OT 3asIBJIICHHOT'O KOJIMYECTBA
(534)
CymMa nipumeceit 0 % OT 3asBJIEHHOI'0 KOJIMYECTBA
IIpo3paunocts IIpospaunsrii (RSI)
IBeTHOCTH

HOI[J'H/IHHOCTL benzankonus xJjopuaa

TopmuaHOCTh ONonatauHa THAPOXIOPUAA

(BDXKX)

TopmuaHOCTE ONonataauHa THAPOXIOPUAA

(TCX)

Buaumbie Mexannueckue BkiroueHus (POD)

pH

OCMOJISUTEHOCTD

JOKYMEHTAJILHBIN KOHTPOJIh

Tecr
O0BeM COEePIKUMOTr0 YIIAKOBKH

Becusernsrii (B9)
CooTBeTcTByeT

CooTBeTcTByeT

CooTBeTcTByeT

CooTBeTcTBYeT

7.1

300

PesynsT at
5.090

MOcMm/KT

Eznnurer
M

Crenrgaranng

90-115%
He 6Gounee 0,4 %

He 6Goinee 0,4 %
He 6oiee 0,4 %
He 6Goiee 0,3 %
95-110%

He 6ouee 0,4 %
He 6Goinee 0,4 %

He 6Goinee 0,4 %

He 6Goinee 0,4 %

He 6onee 1 %

He 60mee RSI

Ot GecrpeTHOro A0 OeHO-
JKENTOTO

CooTBeTcTBYeT

CooTBeTcTBYeT

CooTBeTcTBYeT

Buanmbie 4aCTHIBI TOJIKHBI
OTCYTCTBOBAaTb
6,6-7.,4

270-320 MmOcm/kr

Crenuguranug

Hactosawwmin ceptudmkat nognmcaH anektpoHHo Michiel Vanclooster, nponsBoacTBeHHbIM hapmMaLeBTOM, YNOMHOMOYEHHbBIM MMLIOM,
oT 31 aHBapsi 2022 u gevictBUTENEH 6€3 py4HON NoANUCHK.

Alexandrova
Daria
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CEPTUD®UKAT AHAJIN3A
Certificate of analysis

Haspanue npenapata (PRODUCT NAME) OPATANOL (OIIATAHOJI) 0.1% SML<CIS
Jarta npousBoacrtea (MANUFACTURING DATE) 012022
MARS kon 742922
TI'onen 1o (EXPIRE DATE) 12 2024
Kox ctpanbl (COUNTRY CODE) RU
HOMEP JUISI CCBIUIKH (VO REFERENCE NUMBER) 202251735
KOJ INPOAYKTA (PRODUCT CODE) 60502F
HOMEP CEPUH (BATCH NUMBER) 22A03DB
JATA BBIITYCKA 31-01-22
| MUKPOBUOJIOT S |
Tecr Pesymer ar Egurnup Crounuxannsg
CTepuiIbHOCTh CoOTBETCTBYET CoOTBETCTBYET

Hactosawwmin ceptudmkat nognmcaH anektpoHHo Michiel Vanclooster, nponsBoacTBeHHbIM hapmMaLeBTOM, YNOMHOMOYEHHbBIM MMLIOM,
oT 31 aHBapsi 2022 u gevictBUTENEH 6€3 py4HON NoANUCHK.
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CEPTUNOUNKAT CEPUA

1. HaumeHoBaHue OnaTaHoa® , KaIIu rjia3Hble

Kop 742922
2. CrtpaHa nocraBku Poccus
3. [eunctBylowee BelWeCTBO OnonataguHa rmgpoxnopug 1.11 mr/mn
4. JlekapcTBeHHas chopma Kannu rnasHble
5. YnakoBka 5 mn Bo donakoHe-kanensHuue “Droptainer™”
6. Cepus 22A03DB
7. [Oata npousBoacTBa 03.01.2022
8. KonuuectBO 100010 yn.
9. MpouszBogutenb OnonataguHa rmgpoxnopuz: Karnosa ®apma Kemukan

Ko.NlTa, AnoHus
c¢hapmaueBTUUHECKON Cy6CTaHLUKN

10. Jlata npousBoacTBa Cwm cepTtudumkat aHanusa
11. Cpok rogHOCTH Cwm cepTudmkaT aHanusa
12. HanmeHoBaHue nponssoagUTens e C.A. AnkoH-KyBpep H.B. Rijksweg 14, 2870,
Puurs, Belgium
BKJ1H0Yas BbIMyCKaoWMUn e PaspeweHne: 176

KOHTPOJ1b Ka4yecTBa

13. GMP ceptudukar BE/GMP/2018/132
14. Pe3ynbTaTt aHanuaa Cwm cepTudmkaT aHanusa
15. NMpumeyaHus HJI: JITI-Ne(000333)-(PT'-RU)-020821

PV: JIII-Ne(000333)-(PT-RU)
YnakoBka u MapKMpoOBKa COOTBETCTBYeT TeKyLllemMmy H,D,

Bbinu ucnonb3oBaHbI cregyowme e YnakoBka nepBuyHad: 42565/3
e  WHcTpykumsa: 45525/8
MaTepuanbl e YnakoBka BTopuyHas 43277/3

Hacrosimum ynoctoBepsito, 9To aHHask HHGOpManus MOAJIHHHA U BEpHA.

JlaHHas cepus co3naHa/ IPOU3BEEHA, BKIIOYast YIIAKOBKY W KOHTPOJIb, Ha BRIICYIIOMSHYTOM MECTe IIPOM3BOJCTBA B
COOTBETCTBHH ¢ npaBmwiaMi GMP J10kabHOTO PEryISTOPHOTO OpraHa U crenuduKayeil perucTpaiuoHHOTO YA0CTOBEPEHUS
uMInoptupymouiei crpansl. O0paboTKa, yakoBKa M aHAJIN3 CEpUU COOTBETCTBYIOT TpeboBanusaM GMP. /lannas cepust
COOTBETCTBYeT TpeboBanusM cTathil 51 EBponeiickom napiamenty u nupextuse Cosera 2001/83/EC.

M. Vanclooster, mogmnuch

IIpon3BoACTBEHHEIH (hapMalleBT, YIIOJTHOMOYEHHOE JIUIIO
31.01.2022
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