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Olga il op et
‘ Boinyuieno:
l ) N O VA RT '[ S SA Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
Bensrus

JIMueH3us HA H3roToRJIeHHe Ne:
176 H
Ceptudurat GMP Ne:

BE-GMP-2021-065 u BE-GMP-2018-132

CEPTU®UKAT CEPUU
Ne BE100200007098

| Mpoxykr:

Ilo3upoBKa:
JlexapcrBennas gopma:

TOBREX (TOBPEKC) 5ml (5»u1)

To6pamuius 3 Mr/mi

Kannu rira3Heie

|
W

THO yNaKoBKH: ¢makoH
Pa3mep ynaKkoBKH: 1 x 5,000 mn
PY: I N014702/01
Crtpana HasHa4yeHHs: Poccuiickas ®enepanus
I aobanbnblii MaTepuan Ne: 742126 BHyTpeHHss
CCBLIKA: VH468B
JlaTa U3rOTOBJICHMS: 07-10-2022 HaneuaTaHHbIH N
cepHu: VH468B

JlaTa BBINYCKA: 14-11-2022
CpoK roJHocTH: 09-2025
KoinuecTBo: 219300.000 T
VnakopouHas ungopmMauus
IlpoayKT: TOBREX (TOBPEKC) 5ml (Sm)
Iio6anbHblii MaTepuan No: 742126
JlokanbHbIi MaTepHag Ne: 742126
TIpoH3BOIUTENb: SA Alcon Couvreur NV

Rijksweg 14,

2870, Puurs,

benbrus
JIMneH3Hsl Ha H3roTOBJIEHHE: 176 H
Homep cepTudukara GMP: BE-GMP-2021-065 n BE-GMP-2018-132
Jlannble TecTOB, TpeOOBAHUA, PE3YTBTATEL H 3aKJIFOUEHWS TPUBEMICIEL B CICAYIOMEM cepTudHUKaTe/cepTH(HKATAX:

H3roTOBJICHHE:

[ CepTudpurar Ne BE100100007101
IponykKT: TOBREX (TOBPEKC) 5ml (5nu1)
[1o6anbublil MaTepuan Ne: 742126 Cepus Ne:VH468B
JlokanbHblil MaTepuan Ne: 742126
JlaTa BBINyCKA: 14-11-2022
ITpon3BOaHTEIb: SA Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
Benerus
JInuensus Ha 176 H

|
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Hacrosummii cepTrduKat Obl1 aBTOMATHYCCKH CreHCPHPOBAH.
JlaHible yTBEP:KIEHbI OTBETCTBEHHBIM JIMIOM




r‘ Brinymeno:

l ) NOVA RTIS SA Alcon Couvreur NV
Rijksweg 14

2870 Puurs

benerus

JIuuenzusi Ha H3roToBJeHHe Ne:

176 H

Ceprudmxat GMP Ne:
BE-GMP-2021-065 u BE-GMP-2018-132

CEPTU®UKAT CEPHUHA
Ne BE100200007098

IIpoaykr: TOBREX (TOBPEKC) 5ml (5mi)

I'no6anbublii MaTepuan Ne: 742126 BHyTpenHsis cchliKa: VH468B
Haneuatanustii Ne cepun:  VH468B

3aknioyeHne:

HacTos1uM yI0CTOBEPSitO, 4TO JaHHas HHQOpMALHs NOUTHHHA ¥ BCpHA.

JlasHas cepus co3jaHa/ IPOM3BECHA, BKIIOYas YNaKOBKY 1 KOHTPOIb, HA BHIICYIOMAHYTOM MECTC IPOH3BO/ICTBA
B COOTBETCTBHH ¢ npasunaMu GMP nokanbHOTO perylsaToOpHOro oprata v crnenrdukanyeil perncTpalHOHHOTO
YIOCTOBEPEHHS HMIIOPTHPYIOMIEH CTPAHBL.

TIpOM3BO/ICTEO, YIAKOBKA H aHATM3 CCPHH COOTBETCTBYIOT TPEOOBAHIAM GMP. /lanHas cepus COOTBETCTBYET
TpeboBaHusM cTathi 51 EBponeiickoM MapaaMeHTy M IHPEKTHBE Cogsera 2001/83/EC.

OTBeTCTBEHHOE JIHLO0: Karl Verresen
JaTta 1 Bpemsi: 14-11-2022 17:55:05

Tun penusza: cepTHQUKAINA CePUH

KoMMeHTApHH K cepTHQHKATY:

To6payvumum: 80400250322 Tesa ®apmacsroTnkan Bopke Ipaiisat Jhimvuren Komnanu (Benrpus)
Cpennuii 00beM 3a0/IHEHHS — HC MCHEe HOMHHATILHOIO 3HaYCHH.
UnamBHIyalbHEIi 00beM 3anoaHenus — He Meree 90% oT HOMHHATILHOrO 3HATCHHA.
HJI: [1 N014702/01-240321, n3m.1

PY I1N014702/01

TIpoayKT MPOTECTHPOBAH, IPOMAapKUPOBAH 1 YIIAaKOBaH B COOTBETCTBUM C HI

BBITH HCMOIb30BAHE! CIIeAYIONIHE MaTepHabl:

- Ynakoeka nepsuunas 41687/3

- Uucrpykuusa 45829/6

- YnakoBKa BropudHas 47936/6

JIuuo, BbIAABIIEE CEPTHOUKAT: Karl Verresen
JI0JIKHOCTD: Qualified Person
Jara ¥ BpemMsi: 14-11-2022 17:55:05
Crpannna 2 /3

Hacrosmmii ceprrdukaT 66171 aBTOMaTHYECKH CTEHEPHPOBaH.
JlanHble yTBEPIKIECHb! OTBETCTBEHHBIM JIHLIOM



!!; NOVARTIS

Ha3zpanue npenapara jPRODUCT NAME)

lara NPOM3BOJICTBA (MANU

FACTURING DATE)

Homep MaTepuala
TopeH 10 (EXPIRY DATE)

Kop crpatbl !COUNTRY CODE)
HOMEP IS CCBHLIKHA (VO REFERENCE NUMBER)

KOJ IPOAYKTA (PRODUCT CODE)
HOMEP CEPUU (BATCH NUMBER)

JlaTa BLINYCKA
BuvrpenHss CChLIKa

XHMHA

Tecm

Ben3anKkoHHsA XJIOPHA

He6pamus (D)

TobpaMHLIKH BOXX

TIpo3pa4HocTh

1gersocts (PD)

[ToUTHHHEOCTD OEH3ATKOHHA
xnopuza TecT E

TlogIHHHOCTE ToOpaMHIHHA
TCX

MexannyecKHe BKIIOUCHUA
(PD)

pH

OcMOAIBHOCTD )
OKYMEHTA/IbHbIH KOHTPO/Ib

Tecm

O0OBEM COISPKUMOTO

Pesynomant Edunuusl

97.9 % OT 3asBIEHHOTO
cojepKaHHA

0 % OT 3asABJICHHOTO
coJlep/KaHusA

101.9 9/ 0T 3aABICHHOTO
coJiepKaHHA

TIpo3padHbIi

BeclpeTHBIH

COOTBETCTBYET

COOTBETCTBYET

CooTBeTCTBYET

T

286 MOcM/KT

Pesynpmam Eounuibl

[IaKOBKH
MHKPOBHOJIOTHA

Tecm

CTepUnBLHOCTD

3akmiouenne: [lapTus COOTBETCTBYET monorpadHH
uH(pOpMaIMs ABIAETCA [OCTOBEPHO ¥ TOUHOH, a3

JlauHb1il cepTH(UKaT MOAMHCaH anexTponHo Janne De Vil, QA Operati

MOANUCH.

Crp.3/3

5,125 MIT
Pesynvimant Edunuidl
CoO0TBETCTBYET

ons,

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

Telephone +32 3 89027 11
Fax +32 389027 17

CEPTUOUKAT AHAI‘IM3AIKOHTPOHbe|l7| OTYET

Certificate of analyses/Control report

TOBREX (Tofpekc) SsML<RU
10 2022
742126
09-2025

Tpebosanusn

00-120 % oT 3asABJICHHOTO
coaepiKaHHs

He Gonee 2% OT 3aABJICHHOTO
coJiepKaHus

90-120 % OT 3aABICHHOTO
coJIepIKaH A

Brinep/KuBaeT CPaBHCHHE C
yranosom I (LE RSI)

He npeBbIIIacT 3TalOH Y5

CoOTBETCTBYET
CooTBETCTBYCT

B cOOTBETCTBHH C
Tpe6oBaHHAMH '@ pd, GPM

7,0-8,0
260-325 MOcM/KT

Tpedosanus

Tpeboganus

CoOTBETCTBYET

1o ucrpiranuaM, HacToAIMM [OATBEPAAETCA, YTO NpUBECHHAA BHIIIE
ATHCH aHANM30B OBUTH NIPOBEPEHL! H TpU3HAHEL COOTBETCTBYHIIMMH GMP.

14.11.2022 1 neHcTBUTENCH Ge3 pyuHoi

/1




