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' Brinymeno:
{ ) N O VA RT I S SA Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
Benbrus
JInueH3ns HA H3rOTOBJenHe No:
176 H
Cepruduratr GMP Ne:
BE-GMP-2021-065 U BE-GMP-2018-132

CEPTU®UKAT CEPHHU
Ne BE100200007136

IIpoaykr: TOBRADEX (TOBPAIEKC) 5ml (5m)
Jo3upoBKka: Hexcamerason IMr/mi, ToOpaMuIMHE 3MI/mi
JlekapcTBenHas ¢popma: ['mazuble kannm
THn ynakoBKu: dakon
Pa3mep ynakoBku: 1 x 5,000 mn
PYy: IIN016323/02
Ctpana Ha3Ha4yeHHs: Poccuiickas depepanis
I'nobanbnblii MaTepuan Ne: 742230 BuyTtpenuss
CehLIKA: VH368A
JlaTa H3roToBJIEHHSN: 19-09-2022 Haneuyartannpiid Ne
CepHu: VH368A
Jarta Bpinmycka: 15-11-2022
Cpok rogHocTu: 08-2024
KoaundectBo: 168900.000 T,

YunakoBoyHas nHdopmalns

Ipoaykt: TOBRADEX (TOBPAJIEKC) 5ml (5mu)
I'nobanbublii MaTepuan Ne: 742230
JlokaneHbi MaTepuan Ne: 742230
IIpoussoauTenn: SA Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
Bensrus
JInueH3Hsa Ha H3roTOB/1eHHeE: 176 H
Homep cepTtudnkara GMP: BE-GMP-2021-065 1 BE-GMP-2018-132

JlaHHEIE TECTOB, TPEOOBAHM, PE3YJILTATHL M 3AKII0YSHHS PHBEACHBI B CIIEAYIOLIEM cepTH(HKaTe/cepTH(HKATAX:

Ceprudukar Ne BE100100007102
IIpoaykr: TOBRADEX (TOEPAJIEKC) 5ml (5mi)
I'nodanbnblii MaTepra Ne: 742230 Cepun Ne:VH368A
JlokaabHbIii MaTepuan Ne: 742230
Jara Beinycka: 15-11-2022
IIpouzsoauTeinn: SA Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
Benbrus
JIMIeH3HA HA H3rOTOBIeHHE: 176 H
Crp. 1/4

HacTosuuii ceptHduKaT ObI1 aBTOMATHYECKH CTEHEPHPOBAH.
JlaHHbBIC YTBEPK/ACHB! OTBETCTBCHHBIM JIHLIOM




' Boinymeno:
() NOVARTIS SA Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
Benwrus
.Hl’lllell:ﬂ‘lﬂ Ha U3roToBJIeHHE No:
176 H
Ceprupuxat GMP Ne:
BE-GMP-2021-065 1 BE-GMP-2018-132

CEPTUO®UKAT CEPUH
Ne BE100200007136

TMpoaykT: TOBRADEX (TOBPAJIEKC) Sml (Sm)

I'nobaneuenii matepuan Ne: 742230 BuyTpennss ccblIKa: VH368A
HaneuaTannplii Ne cepun:  VH368A

3akaoyenne:

HacToamum ynocToBepso, 4To AaHHas HHGOpMaIHd MOIHHHA H BEpHA.

HBHHEU] cepus co:w;al-:a/ [IPOH3BEACHA, BKIIKOYAA YIIAKOBKY H KOHTPOJIb, Ha BBILLICYIIOMAHYTOM MECTC IIPOH3BOIACTBA
B COOTBETCTBHH ¢ IpaBuiaMd GMP 0KansHOro perynsaTopHOro opraia u crneuudukarmeii perucTpaHOHHOIO
YIOCTOBEPEHU HMITOPTHPYIOMIEH CTPAHBL.

I[Ipou3sBoscTBO, YIAaKOBKa H aHATH3 CEPHH COOTBETCTBYIOT TpeboBanuam GMP. [{aHHas cepus COOTBETCTBYET
TpeboBanuam cratek 51 Epponeiickom napnamenty u aupextuse Cosera 2001/83/EC.

OTBeTCTREHHOE JIHIO: Karl Verresen
Jarta u Bpems: 15-11-2022 10:41:56

Tun penusa: ceprudHKaLH CEPHH

KoMMeHTADHH K cepTHQHKATY:

Hexcamerazon: FM4026; ®apmatus su1 Arypkon Komnaau Dn12nCu, CUIA

Tobpamuuun: 80400250122: Tepa ®apmacsiotukan Bopke [Ipaiisut JTumuten Komnanu (Benrpus)
Cpeanuii 00beM 3aM0MHEHH — He MEHEE HOMHHAJILHOTO 3HAYCHHA.

Hupueuayansnsiii 06beM 3anonHenns — e Menee 90% oT HOMHHAIBHOIO 3HAUCHHUA.

HI: IIN016323/02-150221 u3m.1

PY: I N016323/02

[TpoaykT npoMapKMpOBaH M YNAKOBaH B COOTBETCTBHHM C CyllecTByoumM HIT,
BeinH Hermons30BaHbI ClIeIYIOMINE MATCPHAIILL;

- YnakoBka nepeuynas  41486/4
- Uuctpykuua 45513/9
- Ynakoeka eropuunasn 47487/6

JIuuo, BbITaBLICE CEPTHPUKAT: Karl Verresen
HJomxHOCTB: QUALIFIED PERSON
Hata u Bpemsi: 15-11-2022 10:41:56
Crtp.2/4

Hacroamuit ceprudmkar Obin aBTOMATHYSCKH CrEHEPHPOBAH,
JlaHHEIE yTBEPIKICHBI OTBETCTBEHHBIM JIHLIOM




! 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 AHAIU3A / KOHTPOJIbHbIA OTYET

Haszpauue npenapara (PRODUCT NAME)

TOBRADEX (TOEPAJEKC) SML<RU

Jara nponieoiacrea (MANUFACTURING DATE)

Homep matepuana

Loxen no (EXPIRY DATE)
Koz crpansl (COUNTRY CODE)

Koa npesentannu (PRESENTATION CODE)

HOMEP JUI51 CCBLIKH (VO REFERENCE NUMBER)

KOJI TPOOAYKTA (PRODUCT CODE)

HOMEP CEPUH (BATCH NUMBER)

JaTa BLINVCKA
BHYTpeHHANAs CCLLIKA:

XUMHA

Tect Pesynsrar
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

Jhobaa HenaeHTHPHUMpYeMan npumech (1) 0
benszankonus xjuopua 101

Compound P (D) 0
JexkcameTasoHn 100

JHHATpHA d1eTaT 100,6
ITpumecs ¢ RRT 0.74 (I") 0

He6pamun (D) 0

Tobpamuuun (BOXKX) 100,4

O6mee cogepskaiHe IPOAYKTOB pacnaga (D+I') 0

Onucanue CYCIEH3HNA
Lser Gesibri
MNoanuunocts 6enzankonus xnopuaa Tect E CoorBercTByeT
INoanuunocts gekcamerazona (BOXKX) CootBeTcTBYeT
INoanuurocTs xHHATPHA 3xeTaTa (BIIKX) CootBercTByeT
MNopnuunocte Tobpamumua (BIXX) CootsercTayeT
pH 5.7
3akmroueHHe:

09 2022
742230
08-2024
RU

RU
860029180
603420
VH368A
15-11-22
VH368A

Eanuuuer u3mepenns
% OT 3aABNEHHOTO
% OT 3asBICHHOTO
% OT 3aABJICHHOTO
% OT 3agBIEHHOTO
% OT 3asBIEHHOTO
% OT 3asABJIEHHOTO
% OT 3aABJIEHHOIO
% OT 3asABJICHHOI0
% ot 3aABJIEHHOTO

%o OT 3aABIECHHOTO

% OT 3aABICHHOIrO
% OT 3asBIEHHOIO
% OT 3asABJIEHHOrO
% OT 3aABICHHOIO
% OT 3asABICHHOIO

% OT 3asBIEHHOrO

Tpebosanue

He 6onee 0.3 %
He 6onee 0.5 %
He 6onee 0.5 %
He Gonee 0.3 %
He Gonee 0.5 %
He 6onee 0.5 %
He bonee 0.5 %
He Gonee 0.3 %

90 - 110% ot 3as8i.

He 6onee 0.3 %

95 - 108% ot 3as8B1.

90 - 110% ot 3asBn.

He tonee 0.3 %

He Gonee 1.5 %

95-110% ot 3asBN.

He 6onee 2.0 %

CycneHsus

Ot Genoro po noutu Genoro

CootseTcTByeT
CootrseTcTBYET
CoorsercTByeT
CootseTtcTByeT

5.0-6.0

Cepus cooTBeTcTBYeT MoHOrpaduu no uensranuam, Hactosnmm MOATBEPIKAAETCH, YTO [IPHBEACHHAA BhIlIe HH(OPMALIHA ABIACTCA
JOCTOBEPHON M TOYHOH, & 3ANHCH aHANTH30B OBLITH TIPOBEPEHbI H NIPH3HAHBL COOTBeTCTRY UMM GMP.

Jauueii cepriuKaT MOANHCAH 3IEKTPOHHOR noanuceio Janne De Vil, QA Operations, ynolHOMOYEHHBIM JIHLOM, OT 15 noabpa 2022 u

AeHcTBHTENEH O3 MOAMHCH.
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! NOVARTIS

Novartis Technicai Operations
sa Alcon-Couvreur nv
Rilksweg 14, 2870 Puurs, Belgium

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

CEPTU®DUKAT AHANU3A/ KOHTPONbHbIA OTYET

Haapauue npenapara (PRODUCT NAME) TOBRADEX (TOBPAJIEKC) SML<RU

Jara NpoH3BO/ICTBA (MANUFACTURING DATE)

IOKYMEHTAJIbHBI I KOHTPOJIb

09 2022

Homep mMarepuajia 742230
Togen no (EXPIRY DATE) 08-2024
Koz crpansl (COUNTRY CODE) RU
Kon npezentauun (PRESENTATION CODE) RU
HOMEP U151 CCBLIKH (VO REFERENCE NUMBER) 860029180
KOJI IMMPOOYKTA (PRODUCT CODE) 603420
HOMEP CEPUH (BATCH NUMBER) VH368A
IlaTa BEINYCKA 15-11-22
BHyTpeHHAS cCLLIKA: VH368A
|7X]{ll\ll{ﬂ
CeaHMeHTAallHOHHAsA YCTOHYUBOCTD 3 MHHYTB He menee 2 MHH
qacTHUL Gonee 25 MKM 0 YacThusl He Gonee 20 yacTui - Gonee 25
MKM
qacTHLBL Gonee 50 MKM 0 YacTHLB He 6onee 2 yactuy - Gonee 50
MKM
yacTHIEI Oonee 90 MKM 0 YacTHibl 0 gacTu1 Gonee 90 MKM
PecycnieHIHpOBaHHE 5 CexyHIbl He Goaee 15 cekyna
QOCMONANBHOCTD 302 MOcM/ET 280-340 MOcm/xr
BaskocTh 11 mlla.c He 6onee 15 mllac

Tecmn Pezyromam Edunuyot usmepenus Tpedosanue
O6BeM COOEPKMMOTO YIAKOBKH 5.088 M

MHKPOBHOJIOIHA

Tecm Pezyrvmam Eodunuyot usmepenus Tpedosanue
CTepHIBHOCTE CooTBETCTBYET CootrBeTcrByeT
3aknwyeHue:

Cepusi COOTBETCTBYET MOHOTP(PHH 110 HCTILITAHHAM. HACTOALIMM NOATBEPAAICTCS, HTO MpHBE/EHHAA BBIIIE HH(POPMALHSA ABIACTCH
JOCTOBEPHOH M TOUYHOH, @ 3aIHCH aHANH30B ObLIN POBEPEHBI H MPH3HAHBI COOTRETCTBYIOUAMH GMP.

JlaHHbIi cepTH(pUKAT MOANMCAH IeKTPOHHOH noanuckio Janne De Vil, QA Operations, yrNoJHOMO4YEHHbLIM JIMIIOM, OT 15

neiicTBHTENEH Be3 NOAMHCH.
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HacTosmuii cepTudHKaT OblI aBTOMATHYECKH CTCHEPHPOBAH.

ﬂaHHBIe YTBCPAKIACHBI OTBECTCTBEHHLIM JIMLIOM

2/2

noabps 2022 u



