Bezhina

Tatiana
' BeinymeHo:
() NOVARTIS Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
Benprus
JInneH3us HA U3roToBJieHHe No:
176 H
Ceprupuxar GMP Ne:

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

CEPTUO®PUKAT CEPUHA
Ne BE100200001977

Ipoayxr:

Jlo3upoBka:
JlexkapcTBennas gopma:

AZOPT (A3zont) 1% Sml (Smi)

bpunzonamuza 10 mMr/min
Kamnu rnasxele

Tun ynakoBkmu: (naxon
Pa3mep ynakoBku: 1 x 5,000 M
PYy: I N013601/01
CrpaHa HA3HAYCHHUSA: Poccuiickas ®enepanus
I'modanbHblil MaTepuaa Ne: 741333 Buyrpennss
CChLIKA: 22D15AH
JlaTa u3roroBJieHHs: 15-04-2022 HaneuaraHnubliii Ne
cepum: 22D15AH
JlaTa BpInmycka: 06-07-2022
Cpok rognocTu: 03-2024
KosanuyectBo: 33140.000 ym.

YnakoBouyHasi uHGopManus

Mpoayxr:

I'iio6anbHbIil MaTepuas Ne:
JloxanbHblii MaTepuas Ne:
IIpousBoaurenn:

JIMueH3usi HA U3rOTOBJIEHHE:

Homep ceptuduxara GMP:

AZOPT (A3zont) 1% Sml (Smi)
741333
741333
Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
benprus
176 H
BE-GMP-2021-065 1 BE-GMP-2018-132

JanHble TecToB, TpeOOBaHMs, pe3yJIbTaThl U 3aKIIOUEHHS IIPUBEICHBI B cleayolieM cepTrdukare/ceprudukarax:

CepTuduxart Ne

Ipoaykr:

I'modanbHblil MaTepuaa Ne:
JloxanbHblii MaTepuas Ne:
Jarta Bpimycka:
IIponsBoauTeib:

JIMIeH3usl Ha H3rOTOBJICHHE:

BE100100001969

AZOPT (A3zomr) 1% Sml (5mi)

741333 Cepus Ne:22D15AH
741333

06-07-2022

Alcon Couvreur NV

Rijksweg 14,

2870, Puurs,

benbrus

176H

Crp.1/4

Hacrosmmuii ceptudukar 6bU1 aBTOMaTHYECKH CTEHEPUPOBaH.
I[aHHI)Ie YTBEPKACHBI OTBETCTBECHHBIM JIMIIOM




‘ Brinymeno:
( ) NOVARTIS Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
bensrus
JluieH3usi Ha U3roToBJIeHUE No:
176 H
Ceprupuxar GMP Ne:
BE-GMP-2021-065 1 BE-GMP-2018-132

CEPTU®UKAT CEPUH
Ne BE100200001977

Iponyxr: AZOPT (A3zont) 1% Sml (Smin)

Ciao0anbubiii MaTepuaa Ne: 741333 BHyTpeHHss ccblIKa: 22D15AH

Haneuarannblii Ne cepun:  22DI15SAH

3aki0uenue:

HacTtosmmM yaocToBepsito, 4YT0 JaHHAss HHPOPMALUS MOAJIHHHEA U BepHA.

JlanHas cepust co3aaHa/ MPOU3BE/IcHa, BKIIIOYAs YIIAKOBKY U KOHTPOJIb, Ha BBIIICYITOMSIHYTOM MECTE MIPOU3BOJICTBA
B COOTBETCTBHU ¢ npaBriiaMu GMP JIOKabHOTO peryssTOpHOro opraHa M crienuduKanieid perucTpaioHHOro
YIOCTOBEPEHUSI IMIIOPTHPYIOIICH CTPAHBI.

[Ipou3BoaCTBO, YIIAaKOBKA M aHAJIU3 CEPUH COOTBETCTBYIOT TpeOoBaHusM GMP. JlaHHas ceprs COOTBETCTBYET
TpeboBanusaM ctathk 51 EBporerickom napiaamenty u nupektuBe Cosera 2001/83/EC.

OTBeTCTBEHHOE JHII0: Ann Goormans
JaTta u Bpemsi: 06-07-2022 16:09:13

Tun penuza: ceprudukanys cepun

KommenTapuu k ceprudukary:

Konngecto: 33140 ym.

bpunsonamun: @unopra C.A. (Ppaniys)

Cpennuii 00beM 3aI0JIHEHUS - HE MEHee HOMHHAIIBHOTO 3HAUEHHMSI.
WuauBuayansHbI 00beM 3amoiHeHus - He MeHee 90% 0T HOMUHAIFHOTO 3HAUYEHUS.
H: TIN013601/01-050421, m3m. 1

PY: 1 N013601/01

‘YnakoBka u MapkupoBKa cOOTBETCTBYIOT Tekyemy H/I.

Bb1 UCTI0NIb30BaHbI CIIEAYIOIIUE MaTEPUaIIbL:

- Uncrpykuust: 64186/5

- YnakoBka nepBuuHas: 42573/2

- YnakoBka Bropuunasi: 43293/3

Jluno, BbiiaBuIee cepruduKar: Ann Goormans
JonxHocTh: Product Plant Support Team Lead on NTO
JlaTa u Bpems: 06-07-2022 16:09:13

Hacrosmuii cepTrdurar ObUT aBTOMATHYSCKH CTEHEPHPOBaH.
I[aHH])le YTBEPKACHBI OTBETCTBECHHBIM JIMILIOM

Crp.2/4




!, NOVARTIS

Novartis Technical Operations
@ Alcon-Couvreur my
Rigksweg 14, 2B70 Puurs, Belgium

Telaphone +32 3 800 27 11
Fax +32 3 B30 27 17

CEPTU®UKAT AHAJIU3A/KOHTPOJIBHBIA OTYET
Certificate of analyses/Control report

Hazsanue npenapara (PRODUCT NAME)

Hara npounsBoacrea (MANUFACTURING DATE)

Koa npoaykra (ITEM ID)

Lonen 10 (EXPIRY DATE)

Koxa npesentanuu (PRESENTATION CODE)

Koxa crpanbl (COUNTRY CODE)

HOMEP JUISA CCBLJIKHA (VO REFERENCE NUMBER)

KO/ MTPOAYKTA (PRODUCT CODE)

HAIIEYATAHHBIN HOMEP CEPUHU (BATCH No, PRINTED)
Jata pasmemenusi (DATE OF FISPOSITIONED)

Buyrpennss cepiika ITERNAL Ref.)

AZOPT (A300IT) 1% SML<RU
04 2022

741333

032024

RU

RU

860004110

XUMHA

Ananuz Pezyrvmam

Bensankonus xmopuz 100

Obmiee copepkaHue MPOIyKTOB paciiana 0

6punzonamua (D)

Bpumonamun (ALO4862) 99.2

He3stunbpunsonamu (D) 0

Junarpus sperar 104

S-m3omep 0.8

Hecneun. npo. pacnana >0.1% (D) 0

Hecneruo. npon. pacnaga RRT 0.34 >0.1% (D) 0

Hecnermd. nmpox. pacnaga RRT 0.7 >0.1% (D) 0

Hecnetmo. npoa. pacnaga RRT 1.9 >0.1% (D) 0

Hecnermo. npon. pacnaga RRT 3.4 >0.1% (D) 0

Ornucanue OpHopoHast
CycHeH3us

IBer Benbrit

ToutMHHOCTE GEH3AIKOHUS XJIOpU/a CooTBeTCTByET

ITomnmmHHOCTH OpHH30JIAMHIA XUPAJIBHAS CooTBeTcTBYET

TommmuaHOCTh OpHH30damuga (ALO4862) CooTBeTrcTByeT

BOXX

IlopnmHHOCTH AUHATPHS dIeTaTa CooTBeTcTBYET

pH 7.4

CenumeHnTanuoHnHas ycroituusocts (RU) 3

Yacrups! He 6oee 10 MkM 99.7

Yacruisl He Oosee 25 MKM 100.0

YacTuisl He 0oaee 50 MKM 100.00

Yacrurs! He Ooee 75 MKM 100

PecycneniupoBanue 5

3akJroueHue:

Eounuuwt
% OT 3asIBJIEHHOTO

% OT 3asBJICHHOTO

% OT 3asIBJIEHHOTO
% OT 3asIBJICHHOTO
% OT 3asIBJICHHOTO
% OT 3asIBJIEHHOTO
% OT 3asIBJICHHOTO
% OT 3asIBJICHHOTO
% OT 3asIBJIEHHOTO
% OT 3asIBJICHHOTO

% OT 3asIBJICHHOTO

MunyTs
IIpouent
IIpouenr
IIponent
IIpouent

CexyH1bl

Cneyudukauusa

90-110 % oT 3asBJIEHHOTO

He 6ouee 1,5 %

93%-110% OT 3asIBI€HHOTO
He 6outee 0,5 %

90-110 % ot 3asiBJI€HHOTO
He 6omee 2,0 %

He 6ouee 0,5 %

He 6omee 0,5 %

He 6omee 0,5 %

He 6ouee 0,5 %

He 6oxee 0,5 %

OZ[HOpOZ[Ha}I CyCHeH3us

Or 6ernoro Jio outH 6enoro
CooTBeTCTBYET
CootBercTByeT

CootBercTByeT

CootBercTByeT
6.8-8.2

He menee 2 muH
He menee 95%
He menee 99.5%
He menee 99.95%
He menee 100%
He 6onee 15 ¢

Cepust COOTBETCTBYET TECTOBOM MOHOTrpaduu. Hactosium noaTBep ka0, 4To NMPUBEACHHAs BbIlIe HH(POPMALHs

SBIISICTCS JJOCTOBEPHOM U TOYHOM M MpoaHaNIn3upoBaHa B cooTBeTcTBUN ¢ GMP.

OTOT cepTU(HKAT MOANICAH dIEKTPOHHOM moanuckio Nancy Lenaerts, QA Operations, 06.07.2022

U JEHCTBHUTEINICH O€3 MOIITUCH.
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U NOVARTIS

Neowartis Technical Dperations
4a Aloon-Couvreur ny
Rifksweg 14, 2870 Puurs, Belgium

Telaphone +32 3 800 27 11
Fax +32 3 830 27 17

CEPTU®UKAT AHATIU3A/KOHTPOJIbHbIA OTYET
Certificate of analyses/Control report

HazBanue npenapara (PRODUCT NAME)

ata npon3soacTea (MANUFACTURING DATE)
Koa mpoaykra (ITEM ID)
Lonen 10 (EXPIRY DATE)
Kona crpansl (COUNTRY CODE)
Koa npezenrtaunnu (PRESENTATION CODE)
HOMEP JJIA CCBIJIKHM (VO REFERENCE NUMBER)
KOJ NPOAYKTA (PRODUCT CODE)
HAINEYATAHHBIN HOMEP CEPUHU (BATCH No, PRINTED)
Jata pa3menienusi (DATE OF DISPOSITIONED)
Buyrpennsis cepuika (ITERNAL Ref.)

‘ XHUMHUA |
OCMOJISITBHOCTD 296 MOCM/KT
Bsizkocts npu 60 06/MuH 71 mlla-c

‘ JIOKYMEHTAJIbHBIH KOHTPO.Ib |

Ananuz Pezyrvmam Eounuuw
O0BEM COEPIKUMOTO YIAKOBKH 5.073 MII

‘ MHKPOBHOJIOTHA |
Ananuz Pezyrvmam Eounuuw
CTepunbpHOCT CooTBeTcTByeT
3akaroueHue:

AZOPT (A301T) 1% SML<RU
04 2022

860004110
60517G
22D15AH
06.07.2022
22D15AH

270-340 MOcm/Kr
20-150 mITa-c

Cneyudukauus

Cneyudukauus

CooTBeTCTBYET

Cepuist COOTBETCTBYET TECTOBOM MOHOTpaduu. HacTosmum moATBEpIKIat0, YTO MPUBEJCHHAS BBIIIC HHPOPMALIUSI
SIBJISIETCS IOCTOBEPHOM M TOYHOM U MpOaHaJu3upoBaHa B cooTBeTcTBUU ¢ GMP.

OTOT cepTU(HKAT MOAIIICAH IEKTPOHHOH moamuckio Nancy Lenaerts , QA Operations,

06.07.2022 u nevicTBuTENEH O0€3 MOIINCH.
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