Akasheva
Anastasia

!> NOVARTIS

Beinymeno:

Hosapruc Maubtodexkuypunr HB
Rijksweg 14,

2870, Puurs-Sint-Amands,

benbrus

JInueH3us Ha U3roToBJeHne Ne:

176H

Ceprupuxat GMP Ne:
BE-GMP-2023-102 u BE-GMP-2025-020

CEPTU®UKAT CEPUM

Ne BE100200051594

IIpoaykr:

Jo3upoBka:
JlekapcTBeHHasi popma:
Tun ynakoBku:

Pa3mep ynmakoBku:
Crtpana Ha3HaYeHUs:
I'no6anbubIii MaTepuan Ne:
Jara u3roroBienusi:
Jara BeInmycka:

Cpok rognocTu:
KoanuectBo:

OPATANOL (OTTATAHOJI®) 0.1% 5ml (5mi)
Ouonataguna rugpoxsiopun 1.11 mr/mn

Kamnu rnasxsle

¢akon

1x5,000 M
Poccuiickas denepanus
742922

23-11-2025

28-01-2026

10-2028

282900.000 y.

VUF26A
VUF26A

BHyTpeHHsIs1 CChLIKA:
Haneuaranubiii Ne cepumu:

YnakoBouHasi HHg_)ODMa].[l/lﬂ

IIpoaykr:

I'o6anbHbIi MaTepuas Ne:
JloxanbHblil MaTepuay Ne:
IIpousBoanTennb:

Homep ceprudpuxara GMP:

JIuueH3usi HA U3roTOBJIEHHE:

OPATANOL (OITATAHOJI®) 0.1% Sml (Sm)
742922
742922

Hosapruc Mausrodexkuypunr HB

Rijksweg 14,

2870, Puurs-Sint-Amands,

benbrus

176H

BE-GMP-2023-102 u BE-GMP-2025-020

Jnst monyuenust nHGopManuu o6 UCTIBITAHUSIX, TPEOOBAHUSX, PE3yIbTaTaX U BEIBOAAX CM. CIIEAYIOIIUE CEPTU(PUKATHIL:

Ceptuduxat Ne:

Hponykr:

I'nodanbubIi MaTepuas Ne:
JloxanbHblil MaTepuay Ne:
Jarta BeInmycka:
IIpousBoaurenn:

JIuneH3us Ha U3roTOBJIEHHE:

BE100100051555 Cepus Ne VUF26A
OPATANOL (OITATAHOJI®) 0.1% 5Sml (5mu)

742922

742922

28-01-2026

Hosaptic Maustodexuypuar HB
Rijksweg 14,
2870, Puurs-Sint-Amands,
benbrus

176H

Crp.1/4

HaCTOSIHII/Iﬁ CepTI/I(l)I/IKaT OBLI aBTOMATHYECKH CT CHCPUPOBAH.
I[aHHBIe YTBEPKIACHBI OTBETCTBEHHBIM JINIIOM




‘ BeinymeHo:
( ) NOVARTIS Hosaprtuc Manbropexuypunr HB
Rijksweg 14,
2870, Puurs-Sint-Amands,
Bbenbrus
JInnen3ust Ha u3roroBaeHne Ne:
176H
Ceprudpuxar GMP Ne:
BE-GMP-2023-102 u BE-GMP-2025-020

CEPTUOUKAT CEPUH
Ne BE100200051594

Mponykr: OPATANOL (OITATAHOJI®) 0.1% Sml (5mu)
I'no6anbublii MaTepuan Ne: 742922 BHyTpeHHsIs cChLIKA: VUF26A

Haneuatauubiii Ne cepun:  VUF26A

3akil0ueHue:

Hacrosimmm ynocToBepsito, 4To JaHHas HHGOpMAaLys IOUTMHHA U BEpHA.

JlaHHast cepust co3iaHa/ Mpou3BeIeHa, BKITIOYasi YIIAKOBKY M KOHTPOJIb, Ha BHIIIEYIIOMSIHYTOM MECTE POU3BOJICTBA
B COOTBETCTBHH C npaBuiiaMu GMP JI0KanbHOTO peryJsTOpHOro opraia M crienuduKanieid perucTpaioHHOro
yJIOCTOBEPEHHSI UIMIIOPTUPYIOLIEH CTPaHbI.

[Tpou3BoAaCTBO, yIIakoBKa M aHAIM3 CEPUHN COOTBETCTBYIOT TpeboBaHussM GMP. JlaHHas cepusi COOTBETCTBYET
TpeboBanusaM cratei 51 EBpomneiickom napnamenty u qupekruse Cosera 2001/83/EC.

Jist cripaBku: panee oobekt Novartis Manufacturing NV nassiBainicst SA Alcon-Couvreur NV. Novartis
Manufacturing NV paboTaet o ToMmy *xe afpecy 06e3 N3MEHEHHS IPOM3BOICTBCHHBIX MOIIIHOCTEH, IPOIIECCOB U
KoHTpoJsi. Ha3zBanue ropojia B aapece ObUIO aIMHHACTPATHBHO W3MeHeHo ¢ Puurs Ha Puurs-Sint-Amands.

OTBeTCTBEHHOE JINI0: Michiel Vanclooster
Jdarta u Bpemsi: 28-01-2026 10:51:31
Tun pesau3sa: cepTuduKanys cepun

KommeHnTapumii k ceprudukary:

Ononaranuna rugpoxiopun: OLPVG04002, Kaitoa ®apma Kemukan Ko., JIta., Anonus, 530 Chokeiji, Takaoka,
Toyama, Japan

Cpennuii 00beM 3aroIHeHNS - He MeHee HOMUHAIHLHOTO 3HAYCHHS.

O0BEM HHIMBHTYaTHHOTO 3aIOTHEHUS - He MeHee 90% HOMHHAIBHOTO 3HAYCHUS.
HZA: JITI-Ne(000333)-(PT"-RU)-090823

PY: JITI-Ne(000333)-(PI'-RU)

BbuTH HCITOTB30BaHbI CIICIYFOIUE MATCPHUAIIBI:

- Oruketka: 9106915-RU

- JIuctok-Bknazaeinr: 9106914-RU

- YmaxoBka BropuuHas: 9106916-RU

JIuno, BpiaBuiee ceprudgukar: SAPUC4 SAPUC4
Jdarta u Bpemsi: 28-01-2026 10:51:31
Crp.2/4

Hacrosimuii ceprudukar OblT aBTOMAaTHYIECKH CTEHEPUPOBAH.
JlaHHBIE yTBEPIK/ACHBI OTBETCTBEHHBIM JIUIIOM



HoBaptrc MaHbIOGEKIypHHT
HB

Rijksweg 14,

2870, Puurs-Sint-Amands,
benbrus

Tenedon +32 3 890 27 11
®axc +32 3 890 27 17

!/ NOVARTIS

CEPTU®UKAT AHAJIM3A/KOHTPOJILHBIN OTYET
Ha3panue npenapara (PRODUCT NAME) OPATANOL (ODATAHO.I) 0.1% SML<RU

Jara npousBoactea (MANUFACTURING DATE) 11-2025
Koa npoaykra (ITEM ID) 742922
Loaen g0 (EXPIRY DATE) 10-2028
Koxa crpanbl (COUNTRY CODE) RU

Kon npe3entannn (PRESENTATION CODE) RU
HOMEP JUISI CCBLJIKHM (VO REFERENCE NUMBER) 860202070
KOJI MNPOAYKTA (PRODUCT CODE) 60502F
HAINIEYATAHHBIN HOMEP CEPHUHU (BATCH No, VUF26A
PRINTED)

Jara pasmemienusi (DATE OF DISPOSITIONED) 28-01-2026
Buyrpennss ccbuika (ITERNAL Ref.) VUF26A

| XMMHMYECKHMI AHAJIN3
Tecr Pe3ynsT at Emiavmsr Crenagrranag
KonnuecrBenHoe onpejesneHue 98.3 % ot 3asBiIeHHOrO KomuectBa 90 - 110 %
Benzankonus xnopuna
E-n3zomep 0 % ot 3asBIeHHOro KomudyectBa  He 6onee 0,2 %
Ipumecs @RRT 0.29 0 % ot 3asBieHHOrO KonuectBa  He Goxee 0,2 %
Ipumecs @RRT 0.49 0 % oT 3asBiIeHHOTrO KonmmdectBa  He Gonee 0,2 %
Poacreennsie npumecu N-okcus 0 % OT 3aABICHHOTO KOJHYECTBA He 601¢e 0,2 %
KonnuectBenHoe onpenesnenue 100.9 % oT 3asBJIeHHOTO KosmuectBa 95 - 105 %
OnonaraanHa THAPOXIOPH
RC-3 0 % OT 3asABJICHHOIO KOJHYECTBA He 601¢ee 0,2 %
Poxcreennsle npumecu SOX 0 % oT 3asBIIcHHOTrO KonmmdectBa  He Goinee 0,2 %
Poncreennsie npumecu EnnHnuHbIi 0 % OT 3asABICHHOIO KOJHYECTBA He 601¢e 0,2 %
Hecrienuy. npumecu (484)
Enunnunenii Hecrienuy. mpoayKT 0 % OT 3asABJICHHOIO KOJHYECTBA He 601¢e 0,2 %
nerpazganuu (534)
PoxnctBennsie npumecu CyMma npuMeceit 0 % oT 3asBIeHHOrO KomudyectBa  He Gonee 0.5 %
IIpo3pauHocTs IIpo3paunsii (RSI) He 6onee RSI
I[BeTHOCTB Becusernsrit (B9) He 6omnee sranona Y4
Wnentudukauus bensankonus xiaopuaa CootBercTByeT CooTBeTcTBYET
Wpentndukanus OnonaraguHa CooTBeTcTBYET CooTBeTCTBYET
ruapoxiopuaa (BOXX)
Wpnentudukanus OnonaraguHa CooTBeTcTBYET CooTBeTCTBYET
ruapoxiopuaa (TCX)
Buanmsie Mexanndeckue BkitoueHus (P@)  CooteercrByer BupuMsble 9acTHIIBI TOIKHBL
OTCYTCTBOBATh
pH 7.1 6,6-74
OCMOISUTBHOCTD 290 MOcM/Kr 270 - 305 MmOcm/kr
3akaiouenue:

Cepusi COOTBETCTBYET TeCTOBOM MoHOrpaduu. Hactosimmm moATBepikaaio, 4TO HPHBEJCHHAs BbIlle WHAOpMALHs SBISETCS JOCTOBEPHON M TOYHOM U
MpoaHaIM3upoBaHa B cooTBeTcTBUM ¢ GMP.
Jns copasky, mnomanka C.A. Ankon-Kyspep H.B. m3menuna csoé na3anue Ha HoBapruc Moubrodexuypunr H.B. 6e3 n3MeHeHUs IpoH3BOACTBEHHBIX
MOII[HOCTE#{, TIPOLIECCOB U CPEICTB KOHTPOJIS, M (QyHKIMOHUPYET IO ToMmy ke azapecy: Rijksweg 14, 2870, Puurs-Sint-Amands, Bensrus. CrnenoareibHo,
Hosapruc Manstodexuypunr H.B., o anpecy Rijksweg 14, 2870, Puurs-Sint-Amands, benbrus, sxBuBanentna C.A. Ankon-Kyspep H.B., o anpecy Rijksweg
14, 2870, Puurs, benbrus.
DTOT cepTU(UKAT MOAMKICAH eKTpoHHOU moamuchio Sarah Coudenys, QA Operations, 11 ¢eBpans 2026 u geiictBuTeneH 6e3 NOAIHCH.
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) NOVARTIS

Novartis Manufacturing NV
Rijksweg 14,

2870, Puurs-Sint-Amands,
benbrus

Temedon +32 3 890 27 11
®axc +32 3 890 27 17

CEPTUO®UKAT AHAJIN3A/KOHTPOJILHBIA OTYET

Hazpanue npenapata (PRODUCT NAME) OPATANOL (OITATAHOJI) 0.1% 5ML<RU

Jara npousBoacrea (MANUFACTURING DATE) 11-2025

Koa npoaykra ITEM ID) 742922

Tonen g0 (EXPIRY DATE) 10-2028

Koa crpansl (COUNTRY CODE) RU

Kon npe3entauun (PRESENTATION CODE) RU

HOMEP JUISA CCBUIKHU (VO REFERENCE NUMBER) 860202070

KOI MMPOAYKTA (PRODUCT CODE) 60563K

HAIIEYATAHHBIN HOMEP CEPUH (BATCH No, VUF26A

PRINTED)

Jara pasmemenusi (DATE OF DISPOSITIONED) 28-01-2026

Buyrpennss cepuika (ITERNAL Ref.) VUF26A
MUKPOBHOJIOI'UA
Tecr PegynsT ar Euannsr Crenaguranns
CTepuIbHOCTD CooTBeTcTBYET CooTBeTcTBYyET

[ JOKYMEHTAJILHBIM KOHTPOJIb |

Tecr Pe3ynsT atT Emanmner Crenpdaxanns
O06BeM COIepKUMOT0 YIaKOBKH 5.061 MII
3aKiroueHue

Cepust cOOTBETCTBYET TPeOOBaHHAM MOHOTPadHH [0 HCTIBITAHUAM. HacTOSIIUM yIOCTOBEPSIETCS, YTO BBILICYKa3aHHAss HH(GOpMALHs
SIBJISICTCSL TOCTOBEPHOI M TOYHOM, @ IPOTOKOJIBI aHAJIM3a IPOBEPEHBI M IIPU3HAHBI COOTBETCTBYIOMNMY TpeGoBaHusiM GMP.

Jns copaBku: tiomanky Novartis Manufacturing NV panee HassiBaniu sa Alcon-Couvreur nv. Novartis Manufacturing NV
OCYILIECTBIISICT CBOKO EATEIBHOCTD [0 TOMY e aapecy 0e3 U3MCHEHHS [IPOU3BOICTBEHHBIX MOIIHOCTEH, TEXHOJIOTHYECKHX [IPOLIECCOB
u koHTpoJsi. HazBanue ropoza B agpece ObII0 aAMHHUCTPATUBHO n3MeHeHo ¢ Puurs aa Puurs-Sint-Amands.

Hannsiit ceprudukaTt 061 noAmucan B 3JeKTpoHHOM BHIe Sarah Coudenys, QA Operations, 11 ¢eBpans 2026 roga u AeicTBUTEICH
0e3 moamnucH.
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