Bezhina
Tatiana

lpvmna: MepeBoz np:
Dara: 2022.08.24 15:3:

Beinymeno:

(‘) N O VARTI S SA Alcon Couvreur NV

Rijksweg 14,

2870, Puurs,

Benbrus

JIumeH3ust Ha U3roToBJeHue Ne:

176 H

Ceprupuxar GMP Ne:
BE-GMP-2021-065 1 BE-GMP-2018-132

CEPTUO®UKAT CEPUM
Ne BE100200002774

IIpoaykr:

Jo3upoBka:
JlekapcTrBeHHas popma:
Tun ynakoBkm:

Pa3mep ynakoBku:

PYy:

Crtpana Ha3HAYEHUA:
I'no6anbublil MaTepuas Ne:

JaTa usroroBJieHus:
JlaTta BpInmycka:

Cpok rognocTu:
KoauuecTBo:

TOBRADEX (TOBPAJIEKC) 5ml (5mu1)

Jexcamera3zoH |Mr/mir, ToOpaMUIUH 3MT/MIT
I'ma3HbIe Kamm
dakon
1 x 5,000 M
ITN016323/02
Poccuiickas @enepanyst
742230 Buyrpennss
CChLIIKA: 22C10BB
10-03-2022 Hameuarannplii Ne
cepum: 22C10BB
27-07-2022
02-2024
162410.000 miT.

YnakoBouHas l/ng_)ODMa[llrlﬂ

IIpoaykr:

I'nodanbHbIi MaTepuan Ne:
JlokanbHblil MaTepua Ne:
IIpousBoanren:

JIuneHn3ns Ha U3rOTOBJIEHHE:
Homep ceprupukara GMP:

TOBRADEX (TOBPAJIEKC) 5ml (5mu1)
742230
742230

SA Alcon Couvreur NV

Rijksweg 14,

2870, Puurs,

benprus

176 H

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

JlanHbIE TEeCTOB, TPeOOBAHMSA, PE3YIIbTAThI M 3aKIIOUEHHS IIPUBEICHBI B CIEAyIOEeM cepTrdukaTe/ceprudukarax:

Ceptuduxar Ne

Mponykr:

I'iio6anbHbIil MaTepuas Ne:
JlokanbHblil MaTepua Ne:
JlaTa BbImycKa:
IIpousBoaurenn:

JIuneH3ust Ha U3roTOBJIEHHE:

BE100100002727

TOBRADEX (TOBPAJIEKC) 5ml (5mr)

742230 Cepus Ne: 22C10BB
742230

27-07-2022

SA Alcon Couvreur NV

Rijksweg 14,

2870, Puurs,

benprus
176 H

Crp. 1/4

HaCTOSIHII/If/'I CepTI/I(l)I/IKaT ObLI aBTOMAaTHYECKHU CIrCHCPUPOBAH.

I[aHHI)IG YTBEPKACHBI OTBETCTBCHHBIM JIMIIOM




‘ Broinymeno:
( ) NOVARTIS SA Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
bensrus
JlueH3usi Ha U3roToBJIeHUE No:
176 H
Ceprupuxar GMP Ne:
BE-GMP-2021-065 1 BE-GMP-2018-132

CEPTU®UKAT CEPUH
Ne BE100200002774

Mponyxr: TOBRADEX (TOBPAJIEKC) 5ml (5m1)

I'nodanbublii MaTepuan Ne: 742230 BuyTpenHsis ccplIKa: 22C10BB

Haneuaranusiii Ne cepun:  22C10BB

3akinouenue:

Hacrosimmm ynoctoBepso, 4To faHHas HHGOpMAaLus HOIMHHA U BEpHA.

JanHas cepus co3aHa/ Mpou3BeIeHa, BKIIIOUas yIIaKOBKY M KOHTPOJIb, Ha BHILICYIIOMSIHYTOM MECTE IIPOU3BOJICTBA
B COOTBETCTBHU ¢ npaBriiaMu GMP JIOKaJIbHOTO PeryisTOpHOro opraHa u crienuduKanieid perucTpaloHHOro
yIOCTOBEPEHHSI UIMIIOPTUPYIOLIECH CTPaHBI.

[TpousBoacTBO, yakoBKa 1 aHAJIM3 CEPUHM COOTBETCTBYIOT TpeboBanusM GMP. [laHHast cepust COOTBETCTBYET
TpeboBanusM ctathk 51 EBpomneiickom napiamenty u qupektuse Cosera 2001/83/EC.

OTBeTcTBEeHHOE JIMIO: Lien Vanderstukken
JaTa u Bpems: 27-07-2022 13:56:07

Tum penusa: cepTudukarys cepun

KomMmenTapun k ceprudukary:

KomngectBo: 162410 ym.

JHexcamerason: Canodu [Hlumu (Dpanims)

Tobpamunma: Tesa ®@apmackrorukan Bopke Ipatisut Jlumuren Kommanu (Berrpus)
Cpennuit 00beM 3aI0JIHEHUS — HE MEHEe HOMHHAIIBHOTO 3HAUCHHSI.
WunuBuayansHEI 00beM 3amomHeHus — He MeHee 90% 0T HOMUHAIBHOTO 3HAYCHHUS.
HZI: TIN016323/02-150221 u3m. 1

PY: 1 N016323/02

HpOIIyKT MIPpOMAapKHUpPOBaH U YIIAKOBAH B COOTBETCTBUHU C CYHICCTBYIOIIIUM H):[
Bbutn Bcnonp30BaHbI CIeIyIONUe MaTepHaIIbL:

- YnakoBka nepsuuHas 41486/4
- Uucrpyxums 45513/9
- YnakoBka Bropuunas 47487/6

JIuuo, BuiiaBuIee cepTUUKAT: Lien Vanderstukken
JI0JIZKHOCTD: LAB SPV RAW MAT
JlaTta u Bpemsn: 27-07-2022 13:56:07
Crp.2/4

HaCTOSIHII/Iﬁ CepTI/I(l)I/IKaT ObLI aBTOMAaTHYECKH CIrCHCPUPOBAH.
I[aHHLIe YTBEPKACHBI OTBETCTBCHHBIM JIMLIOM




), 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 AHAITU3A /| KOHTPOJIbHbIN OTYET

Ha3spanue npenapara (PRODUCT NAME)

TOBRADEX (TOBPAJIEKC) SML<RU

JlaTa npon3Boacrtea (MANUFACTURING DATE)

Homep maTepuaja
I'ogen go (EXPIRY DATE)
Koa crpansl (COUNTRY CODE)

Koa npesenrannn (PRESENTATION CODE)

HOMEP JUIA CCBIJIKH (VO REFERENCE NUMBER)

KOA MPONYKTA (PRODUCT CODE)

HOMEP CEPUM (BATCH NUMBER)

gaTa BbINYCKa

BHYTpeHHsIfISI CCHLIKA:

XUMUA

Tect Pesynbrar
AL-37691 (D) 0

AL-37912 (D) 0

AL-5202 (D) 0

AL-5203 (D) 0

AL-5340 (D) 0

AL-5447 (D) 0

AL-585 (D) 0

Jlro6as Henpentupumpyemas npumecs (17) 0

Benszankonus xnopun 100

Compound P (D) 0
JlekcamerazoH 100.1
Junarpus sperar 99,2

TIpumecs ¢ RRT 0.74 (I’) 0

He6pamun (D) 0

To6pamunun (BOXKX) 100,4

Oo1ee conepkanue NpoayKkToB pacnana (D+1') 0

Onucanue CYyCIIEH3UsI
Lser Geblii
IomnuuHOCTS Gen3ankonus xaopuna Tect E CooTBeTcTByeT
TTopnmuuaHOCTH Nekcamera3ona (BDXKX) CootBeTcTByeT
TopmuuHOCTh IMHATpUs dneTata (BOXKX) CooTBeTcTByeT
IomnmuaHOCT TOOpaMunuHa (BOXX) CooTBeTcTByeT
pH 5.6
3akimoueHue:

03 2022
742230
02-2024
RU

RU
860002790
603420
22C10BB
27-07-22
22C10BB

EnuHunp! n3MepeHust
% OT 3as1BJICHHOT'O
% OT 3as1BJICHHOTO
% OT 3asBJICHHOTO
% OT 3as1BJICHHOT'O
% OT 3as1BJICHHOTO
% OT 3asBJICHHOTO
% OT 3as1BJICHHOT'O
% OT 3asBJICHHOTO
% OT 3asBJICHHOTO

% OT 3as1BJICHHOT'O

% OT 3asBJICHHOTO
% OT 3as1BJICHHOT'O
% OT 3asBJICHHOTO
% OT 3asBJICHHOTO
% OT 3as1BJICHHOT'O

% OT 3asBJICHHOTO

TpeboBaHue

He 6o1ee 0.3 %
He 6omee 0.5 %
He 6omee 0.5 %
He 6omee 0.3 %
He 6omee 0.5 %
He 6omee 0.5 %
He 6o1ee 0.5 %
He 6omee 0.3 %

90 - 110% ot 3asBi1.

He 6osee 0.3 %

95 - 108% ot 3asBi.

90 - 110% ot 3asBi1.

He 6omnee 0.3 %
He 6onee 1.5 %

95-110% or 3asBi.

He 6omnee 2.0 %

CycneH3us

Ot Georo 10 no4TH OeIoro

CooTBeTcTBYeT
CootBercTByeT
CooTBeTcTBYET
CooTBeTcTBYeT

5.0-6.0

Cepust COOTBETCTBYET MOHOTpauH 110 UCIIbITaHKUAM. HacTosImm noATBepk1aeTcs, 4To NPUBEICHHAS BhIIIe HHOOPMALHs SBISETCS
JOCTOBEPHOH U TOUHOH, a 3aIIMCH aHAIN30B OBLIM IIPOBEPEHBI U IPU3HAHEI COOTBeTCTBYIommMU GMP.

Jaunnplii ceprudukaT moamMcaH 31eKTpoHHON moamuchio Nancy Lenaerts, QA Operations, yHIOJHOMOYEHHBIM JHLOM, OT 27 wrons 2022 u

neificTBuTeNieH 0e3 MOAMUCH.

Crp. 3/4
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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 AHAJTU3A/ KOHTPOJIbHbIUA OTYET

HasBanne npenapara (PRODUCT NAME)

JlaTa nmpon3BoacTtea (MANUFACTURING DATE)

Homep maTepuaja
I'onen go (EXPIRY DATE)
Koa crpansl (COUNTRY CODE)

Koa npesenrannn (PRESENTATION CODE)

HOMEP JUIA CCBIJIKH (VO REFERENCE NUMBER)

KOJA MPONYKTA (PRODUCT CODE)

HOMEP CEPUM (BATCH NUMBER)

gaTa BbINYCKa

BHYTpeHHsINA CChLIKA:

XUMus

CenuMeHTaIMOHHAS yCTOﬁ‘IHBOCTB

YacTulbl 6ojee 25 MKM

yacTuie! 6oiiee 50 MKM

gacTuilsl 60aee 90 MKM

PecycnennupoBanue

OCMOJISITBHOCTD

Bsi3kocth

JTOKYMEHTAJIbHBI KOHTPOJIb

Tecm

O06BeM COIEepKUMOT0 YIIaKOBKH

MHUKPOBHMOJIOI'UA

Tecm

CrepuiIbHOCTD

3aKkItoucHue:

TOBRADEX (TOBPAJEKC) SML<RU

03 2022
742230
02-2024
RU
RU
860002790
603420
22C10BB
27-07-22
22C10BB

3 MuHYTBI

0 YacTuist

0 YacTurist

0 YacTuiisl

5 CekyHbl

299 MOcMm/KT

11 wmlla.c

Pezynomam EQunuuwt uzmepenus

5.093 M

Pezynomam EQunuybt uzmepenusn

CootBercTByeT

He menee 2 mun

He 6osee 20 yactuir - Gosee 25
MKM

He Gosee 2 yactui - 6osiee S0
MKM

0 yacTur 6oiee 90 MKM

He Gounee 15 cexyHn

280-340 MOcm/kr

He 6omnee 15 mlla.c

Tpebosanue

Tpebosanue

CootBercTByeT

Cepust COOTBETCTBYET MOHOTpaMH 110 MCIIbITaHKUAM. HacTosImm noATBepk1aeTcs, 4To NPUBEICHHAS BbIIIC HHOOPMALHS SBISETCS
JOCTOBEPHOH U TOUHOH, a 3aIMCH aHAIN30B OBLIM IIPOBEPEHBI U IPU3HAHEI COOTBETCTBYIommMU GMP.

Jaunnplii cepruduKaT moamMcaH 3JIeKTpOHHON moamuchio Nancy Lenaerts, QA Operations, YIOJHOMOYEHHBIM JHLOM, OT 27 wrons 2022 u

neificTBuTeNieH 0e3 MOAMUCH.

Crp. 4/4

HaCTOSIHIHf/'I CepTI/I(l)I/IKaT ObLI aBTOMAaTHYECKH CIrCHCPUPOBAH.

I[aHHLIe YTBEPKACHBI OTBETCTBCHHBIM JIMLIOM
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