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Xumus

Tecr

8-ruapokcu-coeauHenne (D)
IponykT peaxkuun akpunara (D)

JhoGas ennHNYHAA HENICHTH-
¢duunporannas npumecs 1 (I°)

Jliobas eqMHHYHAS HEHAEHTH-
(munposantas npumecs 2 (1)

Jliobas eAMHNYHAS HEMAEHTH-
(uunposannas npumecs 3 (1)

JhioGas eAnHNIHAA HENICHTH-
tmunposannas npumecs 4 (1°)

Jliobas eqMHNYHAA HEMICHTH-
(munpoannas npumecs 5 (1°)

Jho6as eaAnnnyHas HeWJEHTH-
(mumnposannas npumecs 6 (1)

Jliobas ennHHYHAA HEHIEHTH-
tunmuporannas npumecs 7 (1°)

BopHas kucnora (RU)
HexapGokcu-coeiHenne (D)
Mokcndmokcanun

RC-I(D)

RC-2(D)

RC-3(D)

RC-4(D)

O6mee conepxanne npumeceii (D+ 1')

IlpospanocTs

lBeTHOCTE

Cepruduxar AHamsa

ara n3rorosienns
HaenTudnkaunonnsiii nomep
Cpok roanocru
Koa crpans:
Homep cebliikn
Koa npoaykra
Homep cepun
/laTa pasmemenns

PesyawTar
0
0
0

99

99

0
0
Ilpospaunmiii

BriaepxuBaer
CpaBHEHME C
cycnensneii GY

A A

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

Telephone +32 3 890 27 11
Fax +32 3 B90 27 17

BUT'AMOKC 0.5% 5 ma<CIS

11 2021
746781

10 2023
RU
202181042
60544A
21K05BA
22.12.2021

Ennuunnei
% OT 3a4BICHHOTO COAEPKANHA
% OT 3asBIeHHOrO coaepxkaHusa

%o OT 3asIBNIEHHOTO COJePKaHNA

% OT 3aBJEHHOrO CoaepKanns

% OT 3a4BJIEHHOTO CoAcpKaHua

% OT 3aABIEHHOTO COAepKaHUs

% OT 3asBNEHHOTO COAEPKAHHA

% OT 3a7ABJIEHHOTO CoAcpKaHuA

% OT 3asABJIEHHOIO CoiepKaHusa

%o OT 32ABNEHHOTO COJIEPKAHUA
% OT 3asBIEHHOTO COEP>KAHNA
% OT 3aABJCHHOrO COJIEP/KAHNA
% OT 3asBJICHHOrO COAEpKaHNA
% OT 3asBIEHHOrO CO/IEPKAHNA

%o OT 3asiBJIEHHOTO conepxaHmus

% OT 3a4BJICHHOTO COMEP&KAHHA

% OT 3afABJIEHHOTO ConepKanusg

TpeboBanus
He Gonee 0.2%
He 6onee 1.0%
He 6onee 0.2%

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

80-120%

He Gonee 0.4%

90-110% ot 3asBNEHHOrO
He Gonee 0.2%

He Gonee 0.2%

He Gonee 0.3%

He Gonee 0.2%
He Gonee 1.5%
I1po3paunsiii, e Gonee RSI

BriepkuBaeT cpaBHeHMUE ¢
cycnensuneii GY

HacToswmin cepTudmkaTr noagnucaH anekTpoHHo Michiel Vanclooster, Npou3BoACTBEHHBIM thapmMaLeBTOM, YNONHOMOYEHHBIM NNMLOM, OT 22
nAexabps 2021 w aectenTeneH 6e3 pyyHon NoANKUCH.
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Digitally signed by Zyryanova
Anna

DN: demcom, de=novarti,
yrya n o ou=people, ou=TO,

serialNumber=2305978,
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Ceptudukar AHanusa

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

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

BHI'AMOKC 0.5% 5 ma<CIS

Ilpoayxr

HJarta wsrotosicuns 11 2021
Haentndukaunonnsiii Homep 746781
Cpok roanocrn 10 2023
Kon crpans RU
Homep ceniiikn 202181042
Koa npoaykra 60544A
Homep cepun 21K05BA
Marta pasmeumenns 22.12.2021

Xumun

IToaaunnocts: bopuas knenora, BOXKX
(RU)

IMommunoceTs: Mokeudnokcarmna
ruapoxnopua, BOXKX

Mexanudeckue Bxnouenus (RU)

pH
OcMONANBHOCTE
JoxymenTanbubiii KoHTpoIb

O6BeM coepKUMOTo YNaKOBKH

Muxkpobnonorun
Tecr

CrepHibHOCTh

HacTtoawmia ceptudmkat noanucan anektpoHHo Michiel Vanclooster, n

CootseTcTyeT

CooTtsercTByCeT

Ceobonen ot

BIUTIOMCHHH

6.8

281 MOcMm/kr
5.105 M1
Pesyabrar Eaununs
CoorsercTByer

Aekabpa 2021 u peicTBUTENEH BE3 PYYHOR NOANUCH.

2/2

CootgercTByer

CooTBercTByeT

CrobojieH 0T BKIHOYEHUI
(nomyckaeTtcs nerkas
onanecleHIHs)

6.3-7.3
260-320 MOcm/kr

Tpebopannn

CooTeetcTRYET

POV3BOACTBEHHLIM (hapMaLieBTOM, YNOMHOMOYEHHBIM NIALIOM, OT 22



) NOVARTIS

10.
1.

12.

13.
14,

15.

HaumeHoBaHue

CrpaHa nocTaBku
HelicTBylOWwee BewecTBo
NekapcTBeHHan hopma
YnakoBka

Cepus

[Oara npoussopgcTea
KonunvecTtBoO

MpousBoauTens
thapmaLeBTM4YECKOM cyBCcTaHLuK
[ata npouseoacTea

Cpok rogHocTHn

HanmeHoBaHue nponssoauTens
BKNOYanA BbINYCKAO WMWK
KOHTPONb KayecTBa

GMP cepTtudcukar

Pe3ynbTaTt aHanusa

Mpumevanun

Novartls 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 CEPUN

Buramokc® kanid rnasmsie

Kop 746781

Poccus

Mokcudbnokcauuxa rugpoxnopug 5.45 mr/imn
Kannw rnastbie

5 Mn BO hnakoHe-kanensHuue «DropTainer»
21K05BA

05.11.2021

110220 yn.

Mokcudpnokcaunna ruapoxnopug, Baitep Al T epmaHus

Cm cepTudbmkaT aHanuasa
Cm cepTudmkat aHanusa
» AnkoH-Kyepep H.B. C.A. Rijksweg 14, 2870,

Puurs, Belgium
¢ PaspeleHue: 176

BE/GMP/2018/132

Cwm. cepTudukat aHanusa

HJT JICP-003706/10-040820 u3m. 1
PV JICP-003706/10

YnakoBka U MapkupoBKa COOTBETCTBYET Texkywemy HA

Bbinu ucnonb3sosaHsl cnegywuine
Martepuanbi

e YnakoBka nepeuyHas: 42572/1
¢ WHcTpykuwma: 75675/3
* Ynakoska BTopu4Hana 43285/3

Hactosmm ynoctosepsio, 4o gannas HHQOPMALMA TOLIMHHA H BCPHa.

[Mannas cepus cosnana/ npouseenecHa, BKIOYAs YDAKOBKY H KOHTPOJIb, Ha BBILIEYTIOMAHYTOM MECTE TPOM3BO/ICTBA B COOTBETCTRHH C
npasuiamu GMP nokansHoro perynsatopxoro opraua u cneLu(KalMeH perueTpalMOHHOTO YA0CTOBEPEHHS HMIOPTHPYIOLIEH CTpaHbl,
O6paboTka, ynakoBKa ¥ aHA/IU3 CEpHH COOTBETCTBYIOT TpeGosanuam GMP. lanuas cepus COOTBETCTBYET TPEOOBAHMAM CTAaThH 51
Esponeiickom napnamenty u aupextuse Cosera 2001/83/EC.

M. Vanclooster , nognucek

MpounasoacTeerHbI thapMauesT, ynonHoMoYeHHoe nuuyo
22.12.2021



