Bezhina

Tatiana
' BeinyieHo:
( ) N O VARTI S SA Alcon Couvreur NV

Rijksweg 14
2870 Puurs
Benbrus
JInneH3usa HA H3roToBJIeHHe No:
176 H
Ceprupuxar GMP Ne:

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

CEPTUO®UKAT CEPUM
Ne BE100200007810

IIpoaykr:

Jo3upoBka:
JlekapcTrBeHHas popma:

BETOPTIC (BETOIITHK) 0,5% Sml (5m)

Berakcomona runpoxmopun 5.6 Mr/mi
Kamu rimasaeie

Tun ynakoBku: (haxon
Pa3Mep ynakoBku: 1 x 5,000 Mt
PYy: I1N014741/01
CTpaHa HA3HAYEHHUSA: Poccuiickas @enepanyst
I'nodanbHbIi MaTepuan Ne: 743658 Buyrpennss
CCBLIKA: VJ069C
JaTa usroroBJieHus: 30-09-2022 Haneuaranusbiii Ne
cepum: VJ069C
JlaTa BpImycKa: 30-11-2022
Cpoxk roqHocTu: 08-2025
KoauuyecTBo: 94320.000 ym.

YnakoBouHas l/ng_)ODMa[llrlﬂ

IIpoaykr:

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

JIuneHn3ns Ha U3rOTOBJIEHHE:
Homep ceprupukara GMP:

BETOPTIC (BETOIITHUK) 0,5% Sml (5mu)
743658
743658

SA Alcon Couvreur NV

Rijksweg 14

2870 Puurs

benprus

176 H

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

JlanHbBIE TECTOB, TPEOOBAHMSA, PE3YIIbTAThI M 3aKIIOUEHHS IIPUBEICHBI B CIeAyIomeM cepTudukaTe/ceprudukarax:

Ceptuduxar Ne BE100100007803
Mpoaykr: TOBREX (TOBPEKC) 5ml (5mr)
I'odanbublil MaTepuaa Ne: 743658 Cepus Ne:VJ069C
JlokanbHblil MaTepuaa Ne: 743658
JlaTa BbImycKa: 30-11-2022
IpousBoauTeib: SA Alcon Couvreur NV
Rijksweg 14
2870 Puurs
benbrus
JInneHnsus Ha
HM3r0TOBJICHHE: 176 H
Crp.1/4

HaCTOSIHIHf/'I CepTI/I(l)I/IKaT OBbLI aBTOMATHYECKH CT CHCPUPOBAH.

I[aHHLIe YTBEPKACHBI OTBETCTBCHHBIM JIMLIOM




‘ Boinymeno:
( ) NOVARTIS SA Alcon Couvreur NV
Rijksweg 14
2870 Puurs
benwsrus
JInneH3us Ha H3roToBJeHHe Ne:
176 H
Ceprudpuxar GMP Ne:
BE-GMP-2021-065 U BE-GMP-2018-132

CEPTU®UKAT CEPUM
Ne BE100200007810

Mponyxr: BETOPTIC (BETOIITHK) 0,5% Sml (5mu)

I'nobanbublii MaTepuan Ne: 743658 BuyTpenHsis ccplIKa: VI069C

Haneuaranusbiii Ne cepun:  VJ069C

3akinouenue:

Hacrosimmm ynoctoBepso, 4To faHHas HHGOpMAaLus HOIMHHA U BEpHA.

JanHas cepus co3zfjaHa/ Mpou3BeIeHa, BKIIIOUasl YIIaKOBKY M KOHTPOJIb, Ha BHILICYIIOMSIHYTOM MECTE IIPOU3BOJICTBA
B COOTBETCTBHU ¢ npaBriiaMu GMP JIOKaJIbHOTO PeryisTOpHOro OpraHa M crienuduKanieid perucTpaoHHOro
yIOCTOBEPEHHSI UIMIIOPTUPYIOLIECH CTPaHBI.

[TpousBoacTBO, yIakoBKa 1 aHAJIM3 CEPUHM COOTBETCTBYIOT TpeboBanusiM GMP. [laHHast cepust COOTBETCTBYET
TpeboBanusM ctathi 51 EBpomneiickom napnamenty u aupektuse Cosera 2001/83/EC.

OTBETCTBEHHOE JIMII0: Michiel Vanclooster
JaTa u Bpemsi: 30-11-2022 16:29:21

Tum penusa: cepTudukays cepun

KomMmeHnTapun k ceprudukary:

Bberakcomnona ruapoxnopua: Omon C.I1.A. (Mtamus)

Cpennuii 06beM 3aroHeHs - He MeHee HOMHUHAJIHLHOTO 3HAYCHHS.
WuauBuayansHbI 00beM 3amonHeHus - He MeHee 90% 0T HOMUHAIFHOTO 3HA4YEHUS.
HZ: TIN014741/01-160821

PY: I N014741/01

Brutr MCTIONBE30BaHbI CIIEAYIONINE MATEPHANEL:

- YnakoBka nepuuHast 42501/3

- Unctpykims 64865/5

- YnakoBka Bropuynas 43186/6

Jluno, BoigaBee cepruukar: Michiel Vanclooster
JIOJZKHOCTD: Qualified Person
JlaTta u Bpems: 30-11-2022 16:29:21
Crp.2/4

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




), 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 AHAJIN3A / KOHTPOJIbHBIN OTUET
Certificate of analyses / Control report

Hassanue npenapara (PRODUCT NAME)

JlaTa npon3Boacrea (MANUFACTURING DATE)

Koa mpoaykra (ITEM ID)

Toxen g0 (EXPIRY DATE)

Koja npe3entanuu (Presentation code)
Koa crpanbl (COUNTRY CODE)

HOMEP JJIs1 CCBIUIKHM (VO REFERENCE NUMBER)

Betoptic (beronTuk) 5 ml (5 ma) <RU

09 2022
743658
08 2025
RU
RU
860035880

KOA IMPOAYKTA (PRODUCT CODE)

HANIEYATAHHBIN Ne CEPUU (BATCH No. Printed)

JATA BBIITYCKA (Date of DISPOSITIONED)

Buyrpennss ccblika (Internal Ref.)

XUMUs

Tecm

Enuanunas Hecneubuyeckas npumecs (1')(02679)
Benzankonus xnopun (385)

Berakcomnona runpoxiaopuz

DCMB (D)(02679)

Junatpus sgerat
TIpumecs ¢ RRT 0,33 (I') (02679)

TIpumecs ¢ RRT 0,57 (I') (02679)
Ipumecs ¢ RRT 0.81 (I') (02679)
Ipumecs F (D) (02679)

Cymma npumeceii (D+ 1') (02679)

Omnmcanue
IIpo3paunocts

IIBeTHOCTH

TommuHocT: bensankonus xmopua (BOXKX)

ITommmuHOCTB: berakconona ruapoxnopun (BOXKX)
IMopnuuuocts: Junarpus snerat

Bunumsie mexannueckue BrarodeHus (Poccus)

pH

OCMOJISITBHOCTD

JIOKYMEHTAJIbHBIN KOHTPOJIb

Tecm

O0BbeM HAMOTHEHUS

Pezyivmam

60319K
VJo069C
30-11-22
VJ069C

Eounuuwt uzmepenus

0
102
100
0

102
0
0
0
0
0

PactBop

IIpo3paunsrit
(RSI)

BecnseTHbIi
(B9)

CooTBeTCTBYET
CootBercTByeT
CooTBeTcTBYyeT
CooTBeTCTBYET
7.2

287

Pesyrvmam

% OT 3asBJIICHHOT'O COJICP)KaHUS
% OT 3asBIICHHOTO COAEPIKAHUS
% OT 3asBICHHOTO COZICPKAHUS

% OT 3as1BJIICHHOT'O COJICP>KaHUS

% OT 3asIBIICHHOTO COJICPIKaHUS
% OT 3asIBJICHHOT'O COJICPIKaHUS
% OT 3asIBIICHHOTO COJCPIKaHUS
% OT 3asIBIICHHOTO COJICPIKaHUS
% OT 3asIBJICHHOT'O COJICPIKaHUS

% OT 3asIBIICHHOTO COJICPIKaHUS

MOCM/KT

EQunuubl usmepenusn

5.385

M1

Cneuudukayun npu gvinycke

He 6omee 0,3 %
90-115 % oT 3asIBIEHHOTO
95-108 % oT 3asABIEHHOTO

He 6onee 0.8%

90-115 % oT 3asBIEHHOTO
He 6onee 0,3 %

He 6omee 0,3 %

ue 6oxaee 0,3 %

He 6onee 0,3 %
He 6onee 1 %
pacTBop

Ipo3paunsrii

He npeBsiinaer 3tanon Y5

CooTBeTcTByeT
CootBercTByeT
CooTBeTcTBYyeT
CootserctBue I'® PO, GPM

5,9-7,8
260 — 330 MOcm/krT

Cneyugukayua npu evinycke

3axmouenue: [lapTus cooTBeTcTBYeT MOHOTrpaduu 110 UcnbITaHusIM. HacTosyM moaTBepkaaercs, YTo NpUBEACHHAs BhIIIE
UHpOpMaLUS ABISETCSA JOCTOBEPHOH M TOYHOM, a 3aIICH aHAJIM30B ObUIH IIPOBEPEHBI U MIPH3HAHBI COOTBETCTBYOIMMU GMP.

Jannbiit cepTudukar noamnucan 31ekTpoHHo Nancy Lenaerts, QA Operations, 30.11.2022 u neiicTButeneH 6e3 py4HOH HOAMUCH.

Crp.3/4

Hacrosimuii ceprudukar OblT aBTOMaTHYIECKH CTEHEPUPOBAH.

,HaHHI)Ie YTBEPKACHBI OTBETCTBEHHBIM JINIIOM

1/2



), 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 AHAJIN3A / KOHTPOJBHBIA OTYET
Certificate of analyses / Control report

HazBanue npenapara (PRODUCT NAME) Betoptic (beronTuk) 5 ml (5 ma) <RU
Jara npouzBoacrea (MANUFACTURING DATE) 09 2022
Kox npoavkra (ITEM ID) 743658
T'onen 10 (EXPIRY DATE) 08 2025
Kon npe3entanuu (Presentation code) RU
Kona ctpansl (COUNTRY CODE) RU
HOMEP JUUISI CCBLJIKH (VO REFERENCE NUMBER) 860035880
KOAINIPOJAYKTA (PRODUCT CODE) 60319K
HAIIEYATAHHBIU Ne CEPUM (BATCH No. Printed) VJ069C
JATA BBIITYCKA (Date of DISPOSITIONED) 30-11-22
Buyrpennss ceplika (Internal Ref.) VJ069C
| MHMKPOBHOJIOTUSI
Tecr Pe3ynsT at EuAAnEL H3MEPEeHAT
CTepuiIbHOCTD CootBeTrcTByeT

3axirouenue: [TapTus cooTBETCTBYET MOHOTpadhuu MO UCHBITAaHUAM. HacTosmum NoATBEepKAACTCS, 9TO IPUBEACHHAS BBIIIE
nH(popMaIys SBISETCS JOCTOBEPHON M TOYHOM, a 3alMCH aHAIH30B OBLTH MPOBEPEHBI M MPH3HAHEI cooTBeTCTBYomuMHu GMP.

JanHbnii ceprudukar nmoamuica 31ekTporHo Nancy Lenaerts, QA Operations, 30.11.2022 u neiictBuTenex 6e3
PYUYHOM NOANHKCH.

22
Crp.4/4

Hacrosmmit CepTI/I(l)I/IKaT ObLI aBTOMAaTHYECKHU CIr€HCPUPOBAH.
I[aHHLIe YTBEPKACHBI OTBETCTBCHHBIM JIMLIOM
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