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) NOVARTIS

Hpoaykr

Ceprudukar Ananusa

Harta nirotoBnenns

Haentndukannonneii nomep

Cpok roanoern
Kon erpanni
Homep cebiaxn
Kona npoayxra
Homep cepun
JlaTa pasmemenns

Xumun

Tecr

8-runpoxcu-coenunenne (D)
IlponykTt peakuuu akpunara (D)

Jho6as eaunnunas HenenTH-
(uunposanias npumecs 1 (1)

Jhobas eannnyxas HenaenTH-
¢uunposanuas npumecs 2 (I')

Jhobas eannnynas newnenTy-
(uunposannas npumecs 3 (I')

Jhobas eannuunas HenaeHTH-
(uumupoanuas npumecs 4 (1')

Jhobas eqMHUYHAS HEWAEHTH-
(uunpoannan npumecs 5 (1)

Jhobas eanHuunas nenaeHTH-
(Hunposantas npumecs 6 (1°)

Jhobas eAMHMYHAA HEHIEHTH-
(uunposannas npumecs 7 (I')

Bopnas kucnora (RU)
Hekapboken-coenmuenne (D)
Mokcudokcaunn

RC-I(D)

RC-2(D)

RC-3(D)

RC4(D)
O6mee conepsxanne npumeceii (D+ 1)
IIpospaunocts

LBeTHOCTE

E. Verbruggen, nponseoacTBeHHbIM thapMaLIEBTOM, YNONHOMOYEHHBIM nuuom, ot 23 mapTa 2022,

1/2

Pesyabrar
0
0
0

101

100

0
0
Ipospaunsrii

Brigepskusaer
CpaBHeHHE ¢
cycnensueit GY

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

Telephona +32 3 890 27 11
Fax +32 3 890 27 17

BUI'AMOKC 0.5% 5 ma<CIS

02 2022
746781
012024
RU
202264276
60544A
22B03BA
23.03.2022

Ennnnnm
% OT 3aAB/IEHHOIO COMIEpPKAHHS
%o OT 324BICHHOTO cofepKaHMHs

% OT 3asB/ICHHOrO coepKaHus

% OT 328BICHHOTO CONEPKAHHS

%o OT 3asBNCHHONO CONCPKAHNA

% OT 3a4B/IEHHOTO COAEpPKAHNS

% OT 3aABneHHOrO coaepkanus

%o OT 3aAB/IEHHOTO COJlePKAH U

o OT 324BJIEHHOTO COAEPIKAHHA

% OT 3a4B/ICHHOTO COJEPKAHNA
% OT 3a8RNEHHOTO COflePKaHHS
%o OT 3a5BJICHHOTO COJIEPKAHNS
% OT 324B/ICHHOTO ConepsKaHus
% OT 3asBNEHHOrO ColepKaHus

%o OT 3a8BNEHHOTO cOnEpKaHNs

% ot 3aABJIEHHOIO coaepKaHus

% OT 3a4BIEHHOTO COZlepKaHNs

544A RU

Tpe6opanna
He Gonee 0.2%
He 6onee 1.0%
He 6onee 0.2%

He Gonee 0.2%
He Gonee 0.2%
He 6onee 0.2%
He Gonee 0.2%
He Gonee 0.2%
He Gonee 0.2%

80-120%

He Gonee 0.4%

90-110% ot 3assnennoro
He 6onee 0.2%

He 6onee 0.2%

He 6onee 0.3%

He Gonee 0.2%
He Gonee 1.5%
Ipo3payneiii, e Gonee RSI

Brinepknsaer cpasnenne ¢
cycnensuedt GY
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Novartls Technical Operations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 11
Fax +32 3 890 27 17

CepTtudpmkar Ananusa

Ipoaykr
JlaTa m3rotosaenun

NaenTudukannonnbiii nomep

Cpok roanocrn
Ko erpansi
Homep cesuikn
Koa npoaykra
Homep cepun
Jata pasmemenns

Xumusn

IMoanuusocts: Bophas kucnora, BOKX CootseTcTByeT
(RU)

Ioamunnocts: Mokcu(nokcanmna CootsercTByeT

ruapoxnopua, BOXKX

Mexannueckue Bxmouenus (RU) CroGojien ot
BKJIIOYEHHH

pH 6.8

OcMONAIBHOCTE 278

JlokyMeHTaaLHBIi KORTpOIL

O0beM COIEPKHMOTO YIAKOBKH 5.098

Mukpotnonorus

Teer PeiyanTtar

CrepunsHocTh CooTBeTCTBYET

BUI'AMOKC 0.5% 5 ma<CIS

02 2022
746781
01 2024
RU
202264276
60544A
22B03BA
23.03.2022
CoorsercTByer
CooTseTcTBYET
CroGogeH oT BKMOUEHHH
(1onyckaetca nerkas
onajlecLieHLIHA )
6.3-7.3
MOcM/kr 260-320 mOcm/xr
M
Eannnnm Tpebosanua
CooTBeTcTBYET

E. Verbruggen, npon3soacTBeHHBIM (DapMaLIEBTOM, YNONHOMOYEHHBIM NULOM, OT 23 mapTa 2022,

2/2

544A RU



, Novartis Technical Operations
} N OVA R T I S sa Alcon-Couvreur nv
5 Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 11
Fax +32 3 890 27 17

CEPTUOUNKAT CEPUM

1. HanmeHoBaHue Buramoxc® Kalllu riasHE e
Kog 746781
2. CrtpaHa nocTaBku Poccus
3. [encrtBylolee BelWeCTBO MokcucbnokcauuHa rugpoxnopug 5.45 mr/mn
4. JlekapcTBeHHas dopma Kannu rnasHble
5. YnakoBka 5 mn Bo chnakoHe-kanensHuue «DropTainer»
6. Cepus 22B03BA
7. [ara npouzBoacTBa 03.02.2022
8. KonuuectBo 111000 yn.
9. lpouazBogutens MokcudpnokcaymHa ruapoxnopug, baitep A, Mepmanns

thapmaueBTMUeckon cyGeTaHuMM

10. flata npousBoacTBa Cm ceptudmkaT aHanusa
11. Cpok rogHoCTH Cwm cepTudbmkat aHanuaa
12. HaumeHoBaHWe npoussoAuTeNnsA » Ankoh-Kyspep H.B. C.A. Rijksweg 14, 2870,
Puurs, Belgium
BKNOYasA BbINYCKAKO WMWK e Paspewenne: 176

KOHTpONb KayecTBa

13. GMP cepTtudmkar BE/GMP/2018/132
BE/GMP/2021/065
14. Pe3ynbTaT aHanusa Cm. cepTudhukar aHanusa
15. Npumeyanns HZ JICP-003706/10-040820 u3m.1-2

PY JICP-003706/10
Ynakoeka 1 MapkupoBKa COOTBETCTBYeT TekyLiemy HJ

Bbinu ncnonb3oBaHbl cnegyowme * YnakoBka nepeuyHas: 42572/1
mMatepwvansl e WHcTpykuma: 75675/4
¢ YnakoBka BTOpu4Has 43285/5

Hacrosiuum yaocTosepsio, uto 1annas MHQOpMALHS NOIMHHA H BEPHA.

Hannas cepus cosnana/ npouIBeaeHa, BKITIOYAs YNIAKOBKY H KOHTPOJIb, HA BHIICYTIOMSHYTOM MECTe ITPOH3BO/ICTBA B COOTBETCTBHH C
npasuiamMi GMP J10kaisHOro perynsTopHOro oprasa u cnetmdmkanmeii PErHCTPALMOHHOTO YIOCTOBEPEHU HMIIOPTHPYIOLIEH CTpaHbl.
OGpaboTka, ynakoBka ¥ aHaJTH3 CEPHH COOTBETCTRYIOT Tpebopannsam GMP. Jlannas CePHA COOTBETCTBYET TpeGOBaHHAM cTaThu 51
Erponeiickom napnamenty u aupextuse Cosera 2001/83/EC.,

E.Verbruggen , nognuce

MpounssoaCTBEHHBIN hapMaLEBT, YyNONHOMOYEHHOS NKULO
23.03.2022



