Parfenova

Olga
' Beinymeno:
( ) NOVARTIS SA Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
Benbrus
JInueH3usi Ha M3roToBJIeHHe Ne:
176 H
Ceprudpuxat GMP Ne:

BE-GMP-2021-065 n BE-GMP-2018-132

CEPTUDOUKAT CEPUA
Ne BE100200002856

Hpoayxr:

Jo3npoBka:
JlekapcrBenHas popma:
Tun ynakoBku:

Pa3mep ynakoBku:

PYy:

CrpaHa Ha3HaYeHHs:
I'no6anbHbIil MaTepuas Ne:

Jata usroroBieHus:
Jara BbInmycka:

CpoK roaHocTu:
KosunyecTBo:

TOBREX (TOBPEKC) 5ml (5mn)

Tobpamurua 3 Mr/mit
Karmuu rnazueie
¢rakoH

1 x 5,000 M

I NO014702/01

Poccuiickaa ®enepanus

742126
10-06-2022
28-07-2022

05-2025
268540.000 mT

BHyTpenHss

CChLIKA: VC548D
HaneuaTaHHblii Ne

cepum: VC548D

YnakoBouHas nngopmanus

Hpoayxr:

I'iio6anbHbIil MaTepua Ne:
JlokanbHblii MaTepuaa Ne:
IIpousBogurein:

JInueH3us Ha U3rOTOBJIEHUE:
Howmep cepruduxara GMP:

TOBREX (TOBPEKC) 5ml (5mu)

742126
742126

SA Alcon Couvreur NV

Rijksweg 14,
2870, Puurs,
benbrus

176 H

BE-GMP-2021-065 n BE-GMP-2018-132

JlaHHbIe TecTOB, TPEOOBAHMS, PE3YJIbTAThl U 3AKJIFOYCHUsI IPUBEJICHBI B CIICAyIOIIeM cepThdukare/cepTuduraTax:

CepTuduxat Ne

Hpoayxr:

I'mo6anbHbIil MaTepuas Ne:
JloxaabHblil MaTepuaJ No:
Jara Bpinycka:
IIpounsBogureiin:

JInnensus Ha
H3roTOBJIEHHE:

BE100100002716

TOBREX (TOBPEKC) 5ml (5mu)

742126

742126

28-07-2022

SA Alcon Couvreur NV
Rijksweg 14,

2870, Puurs,

benprus
176 H

Cepus Ne:VC548D
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HaCTOHHII/Iﬁ CepTI/I(l)I/IKaT OBLII aBTOMATHYECKHU CI'CHCPUPOBAH.
I[aHHBIe YTBCPKACHBI OTBETCTBCHHBIM JIMIIOM




‘ Beinymeno:
( ) NOVARTIS SA Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
benbrus
JIuueH3usi Ha U3roToBJIeHHe Ne:
176 H
Ceprupukat GMP Ne:
BE-GMP-2021-065 u BE-GMP-2018-132

CEPTUDOUKAT CEPUAN
Ne BE100200002856

TMpoxykT: TOBREX (TOBPEKC) 5ml (5m)

I'nodanbHbii marepuan Ne: 742126 BHyTpenHsisl cchlIKA: VC548D

Haneuarannslii Ne cepun: ~ VC548D

3axino4enne:

HacrosimmMm ynocroBepsto, 9To 1aHHasi HH(GOpMAaIHs MOAJIMHHA U BEpHA.

JlanHas cepus co3fjaHa/ MpOM3BECHA, BKIIIOYasl YIIAKOBKY W KOHTPOJIb, HA BEIIICYIOMSIHYTOM MECTE IIPOU3BOJICTBA
B COOTBETCTBUHU ¢ npaBuiiaMu GMP J10KanbHOTrO peryJsITOpHOro oprafa M cenuguKanieid perucTpainoHHOT0
YA0CTOBEPEHHSI MIMITIOPTHPYIOIIEH CTPaHBI.

[TpousBoacTBO, yIIakoBKa U aHATU3 CEPUH COOTBETCTBYIOT TpeboBanusM GMP. JlanHas cepust COOTBETCTBYET
TpeboBanusM crathi 51 EBponetickom mapnamenty u gupextuse Cosera 2001/83/EC.

OTBeTCTBEHHOE JINIO0: Michiel Vanclooster
Jara u Bpems: 28-07-2022 15:52:29

Tun penuza: cepTudUKaLys cepun

KomMmeHnTapum k cepTuduxary:

KonunuectBo: 268540 ym.

Tobpamuna: TeBa ®apmacsiotukan Bopkce [paiisat Jlumnren Kommanu (Benrpust)
Cpenuuit 06beM 3aoIHEHUs — HE MEHEe HOMHHAIBHOTO 3HAUEHHS.
WnnuBunyansHblii 00beM 3amosHeHus: — He Menee 90% OT HOMUHAJIBHOIO 3HAYCHUSI.
H/I: TIN014702/01-240321 n3m. 1

PY IIN014702/01

[TpoxykT mpoTecTHpOBaH, MPOMAPKUPOBAH M yIIaKOBaH B coOTBeTCcTBHX ¢ HJJ

Bbutn 1cTIoNIb30BaHbI CIEAYIONINE MAaTEPUAIIB:

- YnakoBka nepsuuHas 41687/3

- Nucrpyxums 45829/6

- YnakoBka BropuuHas 47936/6

JInuo, BoigaBuiee cepruduKar: Michiel Vanclooster
JI0JIKHOCTD: Qualified Person
Jarta u Bpems: 28-07-2022 15:52:29
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HaCTOHHIPIfI CepTI/I(l)I/IKaT OBLII aBTOMATHYECKH CI'CHCPUPOBAH.
I[aHHBIe YTBCPKACHBI OTBETCTBCHHBIM JIMIIOM




), 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

CEPTUDUKAT AHAJIU3A
Certificate of analyses

Ha3panue npenapara (PRODUCT NAME)

Jlara mpomn3Boacrea (MANUFACTURING DATE)

Homep maTtepuasa
Iogen g0 (EXPIRY DATE)

Koa npezentauuu
Koa crpansl (COUNTRY CODE)

HOMEP JIUIA CCBLJIKH (VO REFERENCE NUMBER)

KOA IMPOAYKTA (PRODUCT CODE)

HOMEP CEPHUU (BATCH NUMBER)

Jara BbInmycka
BHyTpeHHIS CCBLIKA

XUMHUuA

Tecm Pezyrivmam Eounuuywt

Benzankonus xmopun 97.2 % OT 3as1BIICGHHOTO
CoZIepKaHus

He6pamun (D) 0 % OT 3asIBIEHHOTO
coJiep KaHus

Tobpamuia BOXX 100.7 % OT 3as1BIIEHHOTO
coJiep KaHus

IIpo3paunocth IIpo3paunslit

LBerroCTh (PD) becuperHnblit

[ommHaHOCTE OEH3AIKOHUS CoOoTBeTCTBYyET

xjopugna Tect E

[MogmuuaocTs ToOpamunmHa ~ COOTBETCTBYET

TCX

MexaHn4ecKHe BKIIOUCHHUS CooTBeTcTByET

(PD)

pH 7,6

OCMOJISITBHOCTD 282 MOcM/KT

JIOKYMEHTAJIbHbIH KOHTPOJIb

Tecm Pesynvmam Eounuuu

O0BeEM COmepKUMOTO 5,075 MJI

YIAaKOBKHU

MHUKPOBHOJIOTHA

Tecm Pezyrvmam Eounuuwt

CTepuiIbHOCTh CoOTBETCTBYET

TOBREX (Toopexc) SML<CIS
06 2022
742126
05-2025
RU

RU
860011570
60292F
VC548D
27-07-22
VC548D

Tpebosanusn

90-120 % oT 3aABIEHHOrO
COJIepIKaHUs

He 6oitee 2% 0T 3as1BJICHHOIO
COZIEPIKAHUS

90-120 % oT 3asBIECHHOrO
COZICPIKAHUS

Brinep:kuBaeT cpaBHCHHE C
stanmonoMm I (LE RSI)

He npessimaer 3tanon Y5

CootBeTcTBYyeT
CootBercTBYy€eT

B cooTBercTBUU C
tpedoBanusmMu ['® PO, GPM

7,0-8,0
260-325 MOcm/Kkr

Tpebosanus

Tpebosanusn

CooTBeTCTBYET

3akmrouenue: [TapTust cooTBeTCTBYET MOHOTpadHy MO UCTIBITaHUAM. HacTosmuM Mo ATBEpKAaeTCsl, 4TO MPUBECHHAS BhIIIE
nH(pOpMAIWs IBISETCA JOCTOBEPHOH M TOYHOM, a 3aIIUCH aHAIM30B OBUTH IPOBEPEHBI U IPU3HAHBI COOTBETCTBYIommMH GMP.

Jannslit ceprudukar noanucan >nekTpoHHo Nancy Lenaerts, QA Operations, 27.07.2022 u neiictBurenex 6e3

PYYHON HOJMKCH.
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