Uy NOVARTIS

1.HaumeHoOBaHue

2. CTpaHa nocTaBku

3. DencrBylowee BewecTso

4. llekapcTBeHHan hopma

5. ¥nakoBka

6. Cepus

7. NaTa npousBoacTea

8. KonuyecTtso

9. MNpousBoauTens hapmaueBTUYECKON

cybcTaHuum

10. laTta npousBoacTBa

11. Cpok rogHocTH

12. HaumeHoBaHue nponzBoauTens
BKJ1H04as BbINYCKalOWMKA KOHTPOrb
KayecTBa

13. GMP ceptudmkar

Novartls Technical Operations
s Alcon-Couvreur nv
.. Rigkswog 14, 2870 Puurs, Belgium

Tolephona +32 3 200 27 14
Fax 32 3890 27 17

CEPTUDPUKAT CEPUN

Makcurpon® kanau raasubie

Kog 741389
Poccus
HekcameTasoH 1.0 mr/mn
MonumukcuHa B Cynedbar 6000 ME/mn
HeoMuunHa cynedat 3500 ME/mn
Kannu rnasHsie
5 mn Bo dnakoHe-kanensHuUe «Droptainer»
21E03GE
03.05.2021
29100 yn.
HexkcameTasoH: Gapmaums n AngxoH Kamnanu, CLUA
MonumukenHa B Cynbdar: Kecennua dapmackioTvkanc
AnC, OaHusa
HeomuuuHa cynecbat: dapmauus u AngxoH Kamnanu,
CLWA
Cm cepTudukat aHanuaa
CM cepTudmkar aHanusa
e C.A. AnkoH-Kyepep H.B. Rijksweg 14, 2870,

Puurs, Belgium, Benbrus
e PaspelweHue: 176

BE/GMP/2018/132
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Batch: Maxitrol ® Eye Drops — 21G26FB Mars code: 741389



ﬂ}e N C) \," A [{ ‘TI § Novartis Technical Operations

$# Meon-Couvreur nv
Rijkswag 14, 2870 Puurs, Belgium

Telephons +32 3 800 27 11

Fax 432 3800 27 17
CEPTUDUKAT CEPUU
PesynbTar aHanusa CM cepTudhmkaT aHanuaa
Mpumeyanus HJI: TIN014557/01-251120
PV:IIN014557/01
YnakoBka u MapkupoBka cootBeTcTBYIOT HOQ
Bbinu ucnone3oBaHkl cneayowme e Ynakoska nepsuyHas: 41657/4
e WHcTpykuua: 45794/8
MaTepuanbl e YnakoBka BTopuuHas: 47894/4

Hacrosmum yrocrosepsio, 4To nanuas MH(OPMALHS NOIMHEA H BEpHa.

Hanuas cepus cosnana/ npousseieHa, BKIIOYAA YIIAKOBKY 1 KOHTPO/Ib, Ha BLILIEYTIOMAHYTOM MECTE [IPOM3BOJCTRA B
COOTBETCTBAK C NpasHtamMi GMP nokafbHOro peryaTopHoro oprava u CreunpUKalHeH PerucTPALMOHHOTO YA0CTOBEPEHHS
MMIIOPTHpYIOLIeH cTpanbl. O6paboTka, ynakoBKa U aHaIu3 CCPHH COOTBETCTBYIOT Tpebopanuam GMP. [lannas cepus
COOTBETCTBYET TpeboBaHUAM CTaThH 51 EBporneiickoM napnaMeHTy u anpexkruse Cosera 2001/83/EC.,

E. Verbruggen, nognuce
Mpon3BOACTBEHHIN hapMaLesT, yNonHOMOYEHHOE NULIo
25.08.2021
2/2

Batch: Maxitrol ® Eye Drops — 21E03GE Mars code: 741389




Uy NOVARTIS

Hazeanue npenapata (PRODUCT NAME)

MARS koa
Toxen go (EXPIRY DATE)
Koz crpans (COUNTRY CODE)

HOMEP L1 CCBLIKH (VO REFERENCE NUMBER

KOJ [IPO/JIVKTA (PRODUCT CODE)

HOMEP CEPHH (BATCH NUMBER)

,!,' ATA pasmenenus

XuMus

AHanus
AL-37691 (D)
AL-37912 (D)
AL-5202 (D)
AL-5203 (D)
AL-5340 (D)
AL-5447 (D)
AL-385 (D)

Joboii  apyroi HEHICHTH(PMLIMPOBAHHLI
Npoaykr pacnana (I')

Bensankonus x1opun

Bewecrro P(D)

JlekcaMmerazon

CymMa nposykTos pacnana (D+')

Onucanue

IlBer

lonnuunocTs Genzankouus xnopuaa tect E
Honnmunnocts aekcamerasona Tecr A
[onnunnoets aekcaverazona BIKX
HommunocTs HeoMuiHa cynbpara Teer A
HMonnunnocts neomuunna cyasara Teer D

IloannuHoCTE NOAMMEKCHHA B cyviegara
Tecr D

HoanuuuocTs nouMukcna B cyibara
Tecr A

pH
Bpems cenumentanun

Yacruue! 6onbiue 25 MrM

Yactuusl Gonbiue 50 Mim

E. Verbruggen, nognuce

lMponssoacTBeHHbIR hapmavesT, YNONHOMOYEHHOE
niuo

25.08.2021

630K RU 1/2

Aata npoussoacrea (MANUFACTURING DATE

 Novartis Technical Operations
sa Aleon-Couvreur nv
Rijksweg 14, 2670 Puurs, Belgium

Telaphone +32 3 800 27 14
Fax +32 3 890 27 17

CEPTU®UKAT AHANTU3A

Certificate of analyses

MAXITROL (Makcutpon) SML<CIS

052021

741389

04 2023

RU

202181190

60630K

21E03GE

25.08.2021
Pesyabrar Eannuusi Cneundukauusn
0 % OT 3asBIEHHOrO He Gomee 0,2 %
0 % OT 3aAB/IEHHOrO He Gonee 0,3 %
0 % OT 3asBJICHHOTO He Gonee 0.2 %
0 %0 OT 3asBICHHOIO He 6onee 0,2 %
0 % OT 3a4BJICHHOTO He Gonee 0,2 %
0 % OT 3asIBIIEHHOT0 He 6onee 0,3 %
0 % OT 3asBJIEHHOrO He 6onee 0,3 %
0 % OT 3a5BJIEHHOrO He 6onee 0,2 %
105 % OT 3a4BIEHHOTrO 90-110 % ot 3asBneHHOrO
0.1 % OT 3asBIEHHOrO He 6onee 0,2 %
101.6 % OT 3aABJIEHHOTO 95-105 % oT 3a9BIEHHOTO
0.1 % OT 3a8BJICHHOTO He 6onee 2 %

Henpospaynas
cycnensus, bes
MEXaHHYECKHUX
BKJIOYEHHI

beblii

Cooteercrpyer
Cooteercrpyer
Coorsercrayer
Cooreercrryer
CoorBercrByer

Cootrsercrryer

Coorsercreyer

54
11 MuHYTHI

0 Yactuip

0 Yacruibt

Henpospaynas
cycrieHsus, 6es
MEXaHHYECKHX
BKITOYeHHH

Or Gemoro 10 cBerdo0-
HKENTOTO

CootsercTByer
CooTsercrByeT
CoorsercrByer
CoorsercrByer
Cootsercrayer

CootsercTByer

CooTeTcTBYET
52-5.8

Bonee 10 munyT

He Gomee 20 wacrmi
Gonblie 25 MKkM
He Gonee 2 wyacrun

Gonbie 50 Mkm

Digitally signed by Demidova
Ekaterina
DN: de=com, de=novartis, ou=peaple,

Demidova
Ekaterina

ou=T0, serlalNumber=2043487,
en=Demidova Ekaterina

Reason: Nposepun 1 3asepun
Date: 2021.09.03 17:37:47 +03'00°
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88 Alcon-Couvraur ny
Rifksway 14, 2870 Puurs, Balgium

Telephona +32 3 200 27 14
Fax +32 3 8gp 2717

CEPTUDOUKAT AHANU3A
Certificate of analyses

Haseauue npenapara PRODUCT NAME MAXITROL (Makcurpos) SML<CIS
Hara IIPOH3BO/ICTRA (MANUFACTURING DATE) 052021

MARS kox 741389
Losnen po (EXPIRY DATE 04 2023
Koa crpangi (COUNTRY CODE) RU
HOMEP JLi1s1 CCBLIKH 202181190
X0 s TC 60630K
21E03GE
25.08.2021
Xumus
Yactuiiet Goasue 90 MKM 0 YHacruue 0 wactun Gombine 90 mim
Pecyenenauposanme 5 Cekynnsr He Gonee 15 CEKYH]
Ocmonsnbhocts 281 mMOcM/kr 260-305 MOcm/kr
MHukpoduonorus
AHanusz Pesynbtar Eannuum Creundpurauns
Heomunnua cyisar 103 % or saasienroro  90-120 % ot sagenennoro
KoJlnyecTBra KOJIH4YecTBa
Hommumukcuna B cynandar 102 % or 3afgBieHHOro  90-120 % ot 3asBaeHHOr0
KOJIM4ecTBa KOJIHvecTBa
Crepunsnocts Cooteercrayer Cootsercreyer

HokymenransHiii KOHTpO.IL

Obbem comepxkumoro YNaKOBKH 5.107 Ml

E. Verbruggen, nognucs
MpowasoacTBeHHsIH dapmauesrT, ynonHomodenHoe nuuo

25.08.2021 630K RU 2/2




