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 BE100200003275

Hpoayxr:

Jo3npoBka:
JlekapcrBenHas popma:
Tun ynakoBku:

Pa3mep ynakoBku:

PYy:

CrpaHa Ha3HaYeHHs:
I'no6anbHbIil MaTepuas Ne:

Jata usroroBieHus:
Jara BbInmycka:

CpoK roaHocTu:
KosunyecTBo:

BETOPTIC S (berontuxk C) 0,25% Sml (5mu)

Berakconona ruapoxsopun 2.8 Mr/mi
Karnu rnasseie

¢rakoH

1 x 5,000 M

IIN015599/01

Poccuiickaa ®enepanus

742292 BuyTpennss
CChLJIKA:

27-06-2022 HaneuaraHubIid Ne
cepum:

10-08-2022

05-2024

18510.000 1T

VA173B

VA173B

YnakoBouHas nngopmanus

Hpoayxr:

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

JInueH3us Ha U3rOTOBJIEHUE:
Howmep cepruduxara GMP:

BETOPTIC S (berontux C) 0,25% 5Sml (5mi)
742292
742292

SA Alcon Couvreur NV

Rijksweg 14,

2870, Puurs,

benbrus

176 H

BE-GMP-2021-065 u 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:

JInneH3us Ha U3roTOBJICHHE:

BE100100003228

BETOPTIC S (berontux C) 0,25% 5Sml (5mum)
742292 Cepus Ne:VA173B
742292

10-08-2022

SA Alcon Couvreur NV

Rijksweg 14,

2870, Puurs,

Benprus
176 H
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HaCTOHHII/Iﬁ CepTI/I(l)I/IKaT OBLII aBTOMATHYECKH CI'CHCPUPOBAH.

I[aHHBIe YTBCPKACHBI OTBETCTBCHHBIM JIMIIOM

Digitally signed by Parfenova Olga
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‘ Boinymeno:
( ) NOVARTIS SA Alcon Couvreur NV
Rijksweg 14,
2870, Puurs,
benprus
JInueH3usi HA M3roTOBJIeHUe Ne:
176 H
Ceprupuxat GMP Ne:
BE-GMP-2021-065 u BE-GMP-2018-132

CEPTUDOUKAT CEPUHA
Ne BE100200003275

Mpoaykr: BETOPTIC S (berontuxk C) 0,25% Sml (5m)

I'nodanbHbIi Marepuan Ne; 742292 BHyTpeHHsIsl cebLIKA: VA173B

HaneuaTannblii Ne cepun:  VA173B

3akil0uenue:

Hacrosiium ya0cToBEpsito, U4TO JaHHAS HHGOPMAIHS TOAJIMHHA U BEPHA.

JlanHast cepust co3qiaHa/ MPOU3BE/ICHA, BKJIIOUAs YITAKOBKY U KOHTPOJIb, HA BHIIICYIOMSIHYTOM MECTE IPOU3BOJICTBA
B COOTBETCTBUHU ¢ npaBmwiaMu GMP JIOKanbHOr0 PEryJsITOpHOro Oprata u crerupuKanuei perucTpanuoHHOro
YI0CTOBEPEHHST UMIIOPTHPYIOIIEH CTPAHBI.

[Tpou3BOACTBO, yIIAKOBKA U aHAIU3 CEPUU COOTBETCTBYIOT TpeboBanusm GMP. JanHas cepusi COOTBETCTBYET
TpeboBanusM crathk 51 EBponerickom mapiaamenty u aupekruBe Cosera 2001/83/EC.

OTBeTCTBEHHOE JINLO0: Lien Vanderstukken
Jara u Bpems: 10-08-2022 11:18:47

Tun penuza: cepTudUKaLys cepun

KomMmeHnTapum k cepTuduxary:

KonunuecrBo: 18510 ym.

Berakconona ruapoxnopun: @unopra C.A.C. (Opanrms)

Cpennuit 00beM 3al0HEHUS — HE MEHEE HOMHHAIBHOTO 3HAUEHHS.
WunuBunyansHsiii 00beM 3amosHeHus — He Menee 90% OT HOMHUHAJIBLHOTO 3HAYCHHSI.

HJI: TIN015599/01-180821
PY IIN015599/01

[IpoxyxT npoTecTrpoBaH, IPOMAPKUPOBAH U YIIAKOBaH B cOOTBETCTBUU ¢ HJI
Bbutn ncnonb30BaHkl ClleTyOMINEe MaTepHAbL:

- YnakoBka nepsuuHast 41673/4

- Nucrpykmms 45934/7

- YnakoBka BropuuHas 47916/7

JInno, BeiaaB1Iee cepTUUKAT: Lien Vanderstukken
JonxHocTh: LAB SPV RAW MAT
Jarta u Bpems: 10-08-2022 11:18:47
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HaCTOHHIPIfI CepTI/I(l)I/IKaT OBbLT aBTOMATHYECKU CI'CHCPUPOBAH.
I[aHHBIe YTBCPKACHBI OTBETCTBCHHBIM JIMIIOM




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

Telephone +32 3 890 27 11

), NOVARTIS

CEPTU®UKAT AHAJTU3A/ KOHTPOJIbHbIA OTYET

HasBanue npenapata (PRODUCT NAME) Betoptic S (berontuk C) 0.25% 5 ml (5 ma) (GLOBAL)<CIS

Jdarta npouspoacTtea (MANUFACTURING DATE) 06 2022
Koa nponykra ITEM ID) 742292
Tonen no (EXPIRY DATE) 05 2024
Kona crpanel (COUNTRY CODE) RU

Kon npesentaunn (Presentation code) RU
HOMEP JUIA CCBIJIKH (VO REFERENCE NUMBER) 860004510

KOJ NPOAYKTA (PRODUCT CODE) 60503C

HOMEP CEPUU (BATCH NUMBER) VA173B
JlaTa BpINyCKA 10-08-2022
Buyrpennss ccpuika (Internal Ref.) VA173B
Xumust
Tect PesynbraT Enununsl usmepenus TpeGoBanus
JIobas ppyrast HeuneHTHd. npumech (1) (I') | 0 % He Gosee 1,0 %
JIrobast gpyras Heupentud. mpumecs (2) (I") | 0 % He 6onee 1,0 %
JIro6ast gpyras Heunentud. mpumecs (3) (I) | 0 % He 6onee 1,0 %
JIrobas npyrast HenneHTud. npumecsh (4) (I') | 0 % He Gonee 1,0 %
JIrobas npyrast HeuneHTud. npumeck (5) (I') | 0 % He Gosee 1,0 %
Ipumecs ¢ RRT 0,33 (I') 0 % He Gonee 1,0 %
Ipumecs ¢ RRT 0,57 (I') 0 % we Gonee 1,0 %
Ipumecs ¢ RRT 0.81 (I') 0 % He Gonee 1,0 %
Tpumecs, A (T) 0 % He Goree 1,0 %
Mpuvecs, € () 0 % He Goree 1,0 %
Mpumecs, D (T) 0 % He Goree 1,0 %
Ipumecs E (I) 0 % He Oosee 1,0 %
IMpuwmecs F (I') 0 % He 6onee 1,0 %
Cymma npumeceit (D+1+1) 0.1 % He Gonee 1,0 %
Benzankonus xmopun 104 % OT 3asiBJICHHOTO 90-110 % oT 3asBIEHHOTO
coflepyKaHusl
Beraxconona ruapoxiopun 98,1 % OT 3asIBIICHHOTO 92-108 % oT 3asgBICEHHOrO
COZlepKaHUs
Bopnas kucnora 98 % OT 3asiBJICHHOTO 85-110 % ot 3asBIEHHOrO
cofiepyKaHusl
Berakconosna rupoxiopu B CBI3aHHOM 60.8 % OT 3asiBJICHHOTO 45-65% OT 3asBIEHHOTO
BHJIC COZIepIKaHUS
DCMB (D) (02679) 0.1 % OT 3asBIIEHHOTO He 6onee 0,8 %
COZIepIKaHUS
JunaTpus saerat 101 % OT 3asIBJICHHOTO 90-113 % oT 3asBIEHHOTO
cofiepKaHusl
90-110 %
N-naypouncapiosin 99.4 % OT 3asBICHHOTO 0 OT SIBICHHOTO
COIepKaHUs
Cycnensus
Ormucanue OJIHOPOJHAs CYCIEH3Hs Y
Iser 6 . Ot 6esoro 10 moytu 6eI0ro
HOuTH Oenblii
3aximodenue:

CepHsl COOTBETCTBYET MOHOTrpaduH 110 UCIIBITaHUAM. HacTosmmM nmoaTBep kAaeTcs, YTo NpUBEAEHHAs Bbllle HHQOPMAIUs ABISETCS JOCTOBEPHOH U TOYHOI,
a 3aMHCH aHAJIM30B OBLIN IIPOBEPEHBI M NPH3HAHBI COOTBETCTBYIOMUMU GMP.

HanHbIn cepTudukar 6bin nognucan anektpoHHo Nancy Lenaerts, QA Operations, 10.08.2022 n gevictButeneH 6e3 py4Hon nognmcu.
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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/ KOHTPOJIbHbIA OTYET

Hassanue npenapara (PRODUCT NAME) Betoptic S (berontuk C) 0.25% 5 ml (5 ma) (GLOBAL)<CIS
Jarta npouspoacrtea (MANUFACTURING DATE) 06 2022
Kon nponykra (ITEM ID) 742292
T'onen 10 (EXPIRY DATE) 05 2024
Koa crpansl (COUNTRY CODE) RU
Kopn npe3entanuu (Presentation code) RU
HOMEP JUIA CCBIJIKH (VO REFERENCE NUMBER) 860004510
KOANPOAYKTA (PRODUCT CODE) 60503C
HOMEP CEPUH (BATCH NUMBER) VA173B
JlaTa BbIIyCKa 10-08-2022
Buyrpennss cebuika (Internal Ref.) VA173B
Xumus
IMoanuHHOCTE : BeH3aJIKOHMS XII0p UL CooTtBercrByeT CooTtBercrByer
IMoanuHHOCTB Berakconona ruapoxnopun | CooTBercrByeT CooTBercTByeT
(BOXX)
IopnuuHOCTS: BopHast kucnora CooTBeTcTByeET CootBercTByeT
IopnuunoCTh: JINHATpHSA DAETaT CooTBeTcTBYyET CootBercTByeT
IopnuunocTs: N-maypouncapko3uH CootBercTByeT CootBercTByer
Poncreennas npumecs (DCMB, 1, I') 6onee uem 0 He 6ouee 1
0.3%
pH 7.0 6.57.5
Yacruupsl MeHee 25 MKM 100.00 % He menee 99.50% menee 25 MkM
Yacruipe! MeHee 50 MKM 100.00 % He menee 99.95% menee 50 Mkm
Yacruipe! MeHee 90 MKM 100.00 % He menee 100.00% menee 90 Mkm
Pecycnenaup oBanue 5 CekyHbl He Obonee 15 ¢
OCMOJISITLHOCTD 298 MOcM/KT 270 - 330 mOcw/xr
Bsiskocts npu 1.5 06/Mun 160 mlla-c 30-400 wlla-c
Mukp 06H0I0THsE
Tect Pesynprar E puanue! u3mep eHust TpeboBanus
CrepuiibHOCTh CootBercTByeT CooTBercTByeT
JIOKyMEeHTaJIbHbII KOHTP 0JIb
O0beM HaNOJIHEHHs 5.114 MIT
3akiroyeHue:

CepHusl COOTBETCTBYET MOHOTpaduH 110 UCIIBITaHUAM. HacTosmmm noaTBepkaaeTcs, YTo NpUBEAEHHAs BhIIe HHGOpMaNus ABIIETCS JOCTOBEPHOH 1
TOYHOM, a 3aIIMCH aHAJIM30B ObUTH IIPOBEPEHBI U NPU3HAHBI COOTBETCTBYIONMMU GMP.

[HanHbIn cepTudukat 6bin nognucaH anektpoHHo Nancy Lenaerts, QA Operations, 10.08.2022 n gevicTBuTeneH 6e3 py4yHon nognmcu.
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Crpannna 4 / 4
Hacrosimmii ceprudukar Obli1 aBTOMaTHUECKH CTeHEPUPOBaH.
JlanHbBIC yTBEPKICHBI OTBETCTBEHHBIM JIUIIOM
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