> NOVARTIS

Beinymeno:

SA Alcon Couvreur NV

Rijksweg 14,

2870, Puurs,

benprus

JluneH3us HA U3roToBJIeHNe Ne:

176 H

Ceprudpuxat GMP Ne:
BE-GMP-2021-065 11 BE-GMP-2018-132

CEPTUDOUKAT CEPUU
Ne BE100200004747

Hpoayxr:

Jo3npoBka:

JlekapcrBenHas popma:

MAXITROL (Maxkcurpon) SML

Jlexcamera3on 1.0 Mr/miu

Heomunumna cynsdar 3500 ME/mi
IMomumukcenna B Cynsdar 6000 ME/Mn
Karnu rnasseie

Tun ynakoBku: ¢rakoH
Pa3mep ynakoBku: 1 x 5,000 mn
PYy: 1 N014557/01
Crpana Ha3Ha4YeHUs: Poccuiickas ®enepanus
I'nodanbHbIl MaTepuan Ne: 741389 BuyTpennss ceblika:  VD996A
Jara usrorosJieHus: 01-08-2022 HaneuaTtanubiii Ne
cepum: VD996A
Jara Bpimycka: 15-09-2022
Cpok roaHocru: 07-2024
KoauyecTBo: 92700.000 ym

YnakoBouHas nngopmanus

Hpoayxr:

I'iio6anbHbIil MaTepuas Ne:
JloxanbHblil MaTepuaJ Ne:
IIpounsBogureiin:

JInneH3us Ha U3roTOBJICHHE:
Homep cepruduxara GMP:

MAXITROL (Makcutpon) SML
741389
741389

SA Alcon Couvreur NV

Rijksweg 14,

2870, Puurs,

benerus

176 H

BE-GMP-2021-065 1 BE-GMP-2018-132

I[aHHLIG TECTOB, ’I‘peGOBaHI/IH, PE3YIbTATHI U 3aKIIIOUYCHNA IPUBCACHBI B CJICAYIOLICM CepTI/I(i)I/IKaTe/CepTI/I(bI/IKaTaXZ

CepTuduxat Ne

Hpoayxr:

I'o6anbHbIil MaTepuas Ne:
JloxanbHblil MaTepuaJ Ne:
Jara Bpinycka:

JInneH3us Ha U3roTOBJICHHE:

BE100100004698

MAXITROL (Maxkcurpon) SML

741389 Cepus Ne:VD996A
741389

15-09-2022

SA Alcon Couvreur NV

Rijksweg 14,

2870, Puurs,

Benbrus
176 H

Hacro;mmﬁ CepTI/I(l)I/IKaT OBLII aBTOMATHYECKH CICHCPUPOBAH.
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I[aHHBIe YTBCPKACHBI OTBETCTBCHHBIM JIMIIOM

Parfenova
Olga

Reasor npos Bepuna
Date: 2022.09.23 09:23:19 +0300'



Brinyuieno:

(‘) NOVARTIS SA Alcon Couvreur NV

Rijksweg 14,
2870, Puurs,
benprus

JIuueH3usi Ha U3roToBJIeHNe No:

176 H

Ceprudpuxar GMP Ne:

BE-GMP-2021-065 1 BE-GMP-2018-132

CEPTUDOUKAT CEPUUA

Ne BE100200004747

Ipoaykr: MAXITROL (Makcutpor) SML

I'no6anbHbIi marepuan Ne; 741389 BHyTpeHHsis1 ceblIKA:

HaneuaTannblii Ne cepun:

VD996A
VD996A

3akiaroueHne:
HacrosmuMm ymocroBepsito, 9To gaHHas WHGOPMAIHS OUIMHHA U BEpHA.

I[aHHaH cepuda cos,uaHa/ MMPOU3BCACHA, BKJIIIOYAd YIIAKOBKY W KOHTPOJIb, Ha BBIIICYIIOMAHYTOM MCCTC IPONU3BOACTBA
B COOTBCTCTBUU C ITpaBUIaMU GMP nokansHOrO PEryJBsITOPHOIO OpraHa u cneundpnxauneﬁ PErucTpalinioOHHOr 0

YAOCTOBEPEHHS UMIOPTUPYIOLIEH CTPaHBbI.

HpOI/IBBOHCTBO, YIIaKOBKa U aHAJIN3 CCPpUU COOTBETCTBYIOT Tpe6OBaHI/I$IM GMP. I[aHHaH cepurd COOTBCTCTBYCT

TpeboBanusiM ctathk 51 EBpomneiickom mapiaamenty u qupektuse Cosera 2001/83/EC.

OTBeTCcTBEHHOE JIULIO: Karl Verresen
JlaTa u Bpemsi: 15-09-2022 17:22:35

Tun penuza: ceprudukanys cepun

KommenTapum k cepruduxary:

Komunuectso: 92700 ym.

Jlexcamerazon: ®@apmarus u Ammkon Kammnanu (CILIA)
Iomumukcuna B Cymsdat: Keemmns ®@apmacsrotukainc AnC (amus)
Heomuruna cynsgar: @apmariust u Ammkon Kammanu (CILA)
Cpenuuii 00beM 3aroJHeHNsI — He MeHee HOMHHAIBLHOTO 3HAUCHHSI.

WnauBuayansHbI 00beM 3anonHeHust — He MeHee 90% 0T HOMHUHAJIBHOI'O 3HAYEHUSI.

H/: TIN014557/01-251120, u3m.1

PY: II N014557/01

YnakoBka U MapKHUpPOBKa COOTBETCTBYET Tekyiiemy HJI.
Bb1M 1cnosib30BaHbl ClEAYIONINE MaTepHAab:

- YnakoBka nepsuuHas 41657/4

- Nucrpyxums 77637/0

- YnakoBka BropuuHas 47894/7

Jluno, BeIaBIIee cepTHPUKAT: Karl Verresen
JI0JIKHOCTD: Qualified Person
Jarta u Bpems: 15-09-2022 17:22:35

Hacrosiuii ceprudukar 6bu1 aBTOMaTHYECKH CTEHEPUPOBAH.

I[aHHLIC YTBEPKACHBI OTBETCTBEHHBIM JINLIOM
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), NOVARTIS

Novartis Technical Operations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 11
Fax +32 3 890 27 17

CEPTU®UKAT AHAJTIM3A/KOHTPOJbHbIA OTYET

Haszpanue npenapara (PRODUCT NAME)

Jara npousBoacrea (MANUFACTURING DATE)

Koa npoaykra (ITEM 1D)
T'ogen o (EXPIRY DATE)

Koa npesentauun (Presentation code)
Koa crpanbl (Country Code)

Homep aas cecpliIkd (VO Ref Number)
Koa npoaykra (PRODUCT CODE)
Howmep cepun (Batch No. Printed)
JlaTa Beinycka (Date of Dispositioned)
BHYTpeHHSIS CChIJIKA:

Xumus

AHanus
AL-37691 (D)
AL-37912 (D)
AL-5202 (D)
AL-5203 (D)
AL-5340 (D)
AL-5447 (D)
AL-585 (D)

JIro6oii apyroii HeMaeHTH(ULUPOBAHHBIA HPOIYKT

pacmaza (I')

benzankonus xnopun

Bemecro P(D)

JlekcameTazoH

CymMa nponykroB pacnana (D+1')

Omnucanne

IBer

IMoanmuaHOCTE GeH3anKoHNs XIopuna tect E
ITommaAOCTE HekcameTazoHa BOIKX
IMoaymuaHOCTE HeOMunMHA cynbdata Tect D
IMommuaHOCTE NONMMMUKCHHA B cynbdara Tect D
pH

Bpewms cenumenranumn

YacTuupl 00161 25 MKM

YacTuusl 601bme 50 MkMm

PesyabTaT

0
0
0
0
0
0
0
0

Henpo3paunas
cycrensus, 6e3
MeXaHHIECKUX
BKJTFOY CHHIA

benwrit

CooTBeTCTBYET
CooTBeTCcTBYET
CooTBeTcTBYyET
CooTBeTcTBYET
5.4

11

0

MAXITROL (Makentpo) SML<RU
08 2022
741389
07 2024
RU

RU
860020050
60630K
VD996A
15-09-22
VD996A

EauHunbi Crnenupukanus

% OT 3asIBJICHHOTO He 60iee 0,4 %
He 6o1ee 0,4 %
He 6onee 0,4 %

He 60iee 0,4 %

% OT 3asIBJICHHOTO
% OT 3asIBJICHHOTO
% OT 3asIBJICHHOTO
% OT 3asIBJICHHOTO He 601ee 0,6 %
He 6o1ee 0,6 %

He 60iee 0,6 %

% OT 3asIBJICHHOTO
% OT 3asIBJICHHOTO

% OT 3asIBJICHHOTO He 6oiee 0,4 %

90-110 % oT 3asBJIICHHOTO

He 6o1ee 0,5 %

% OT 3asIBJICHHOTO
% OT 3asIBJICHHOTO
90-110 % oT 3aBJICHHOIO

He 6osee 4 %

% OT 3asIBJICHHOTO
% OT 3asIBJICHHOTO

HerospaqHasI CyCIeH3us

Or ©Oemoro 70  CBETJIO-
KEITOrO

CooTBeTCTBYyET
CooTBeTCTBYyET
CootBeTcTBYET
CootBeTcTBYET
3558
MunyThbI

Bonee 10 munyT

YacTHipl He ©Oonee 20 yactuiy 6osee

25 MHHYT

YacTHipl He 6onee 2 yactur 6omee 50

MHHYT

3axuouenue: Cepusi COOTBETCTBYET TeCTOBON MOHOTpaduu. HacTosmumm noaTeepxiaio, 4To NpyuBeieHHAs BhILe HHPOPMALH SBISCTCI
JIOCTOBEPHOM M TOYHOM U IIpoaHau3upoBaHa B cooTBeTcTBru ¢ GMP.

DT1oT cepTuduUKaAT OBUT NOAMUCAH B dJIeKTpoHHOM Buae Janne De Vil,, QA Operations, 15 cenrs6ps 2022 roaa v AeHCTBUTEICH 6€3 TOAMUCH.
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), NOVARTIS
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Novartis Technical Operations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 11
Fax +32 3 890 27 17

CEPTU®UKAT AHATIM3A/KOHTPONbHbIA OTHET

Haspanue npenapara (PRODUCT NAME)

Jlata mpou3BojacTea (MANUFACTURING DATE)

Ko npoaykra (ITEM ID)
Toxen no (EXPIRY DATE)

Ko npesentanuu (Presentation code)

Koa crpanbl (Country Code)

Howmep ais cebliiku (VO Ref Number)

Kox nmpoaykra (PRODUCT CODE)
Howmep cepun (Batch No. Printed)

JlaTta Beinycka (Date of Dispositioned)

BHyTpeHHsIsI CChLIKA:

XUMUHA

Yacruisl 60abiie 90 MkM
PecycnennupoBanue

OCMOISIEHOCTD

‘ JIOKYMEHTAJIBHBIF KOHTPOJIb ‘

Ananusz

O0BeM cOIEeP>KIMOTO YIIaKOBKH

MUKPOBHOJIOI'HA ‘

Ananusz

Heomurmna cynsdat

IMomnmukcuna B cymsdat

CTepuwIbHOCTh

284

5.088

PesyabTaT

110

113

CooTBeTCcTBYET

YacTuirer
CekyHIbI

MOcM/Kr

M

EauHunbr

% oT
KOJIMYEeCTBA

% oT
KOJIMYEeCTBaA

MAXITROL (MaxkcurpoJj) SML<RU
08 2022
741389

07 2024
RU

RU
860020050
60630K
VD996A
15-09-22
VD996A

0 yactun 6osee 90 MuH
He 60nee 30 cekynn
260-320 mOcMm/Kr

Coeunpuxanus

3asBiIcHHOTO  90-125 % OT 3asBIEHHOTO

KOJIH4YCCTBa

3asBiIeHHOTO  90-125 % OT 3asBIEHHOTO

KOJIH4YCCTBa

CooTBeTCcTBYET

3axirouenue: Ceprsi COOTBETCTBYET TeCTOBOM MoHOrpaduu. HactosmumM moaTBep:kaao, 4To NpHUBeIeHHAs! BBIIIE HHPOPMALUS SBISIETCS
JIOCTOBEPHOI U TOYHOH U MpoaHaIM3upoBaHa B coorBercTBuu ¢ GMP.

Orot cepruuKaT OB o IHCaH B 21ekTpoHHOM Buze Janne De Vil, QA Operations, 15 cents6ps 2022 rona u geficTBUTeNeH 63 MOAIICH.
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	Заключение: Серия соответствует тестовой монографии. Настоящим подтверждаю, что приведенная выше информация является достоверной и точной и проанализирована в соответствии с GMP.
	Этот сертификат был подписан в электронном виде Janne De Vil, QA Operations, 15 сентября 2022 года и действителен без подписи.
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