U NOVARTIS

Xumus

Tecr

8-ruzpokcu-coeiHHeHHe (D)
TpoaykT peakuuy akpunara (D)

JTio6as eAHHHYHAA HEHIEHTH-
(puumpoanHas npumecs 1 (17)

Jlwobaa eanHHYHaA HEHAEHTH-
(uumposannas npumecs 2 (1°)

JlioBas enHHHYHAA HEHJIEHTH-
(puumposannan npumecs 3 (1)

Jiobas e1MHHYHAA HEHAEHTH-
¢mpmposanHas npumecs 4 (I')

Jliobas eANHHYHAA HEHIEHTH-
dmumporannas npamecs 5 (1)

Jhobas eAMHAYHAA HEWAEHTH-
dmumpoBanHas npumeck 6 (1)

Jhiobas enMHNUHAA HEWAEHTH-
(uumnposanHas npumecs 7 (I')

Bopnas kucnora (RU)
Jlexapbokcu-coeannenne (D)
MoxcH(okcauuH

RC-I(D)

RC-2(D)

RC-3(D)

RC-4(D)

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

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

Cepruduxkar Anaausza

Mpoayxr

JlaTa H3roToBJeHHsA
NnenTndukannonnsblii Homep
CpoK roaHocTH

Kon cTpansi

Homep ccrinkn

Koa npoaykra

Homep cepun

JlaTa paimelneHHsi

PezyabTat
0
0
0

BHUIAMOKC 0.5% 5 mn<CIS
09 2021

746781

08 2023

RU

202181039

60544A

21103EA

30.09.2021

Eaununuel Tpebosanus
He 6onee 0.2%
He Gonee 1.0%

He 6onee 0.2%

% OT 3as1BIEHHOTO COJIEPKAHUA
% OT 3a8B/ICHHOTO COJCPKAHHSA

% OT 3a4BNIEHHOTO COEPKAHHA

% OT 3aABJICHHOTO COJIEP/KAHHA He 6onee 0.2%

% OT 3a4BJICHHOTO COJIEPXKAaHHA He 6onee 0.2%

% OT 3a4BJICHHOTO COAEPKaHHA He 6onee 0.2%

% OT 3a4BJIEHHOr0 COZCPXKAHNA He 6onee 0.2%

% OT 3aABNICHHOTO CO/ICPXKAHUSA He tonee 0.2%

% OT 3aBIEHHOTO COJIEPKAHHA He 6onee 0.2%

O6uiee coaepskanne npuameceii (D+17)

Ilpo3paunocts

LiBeTHOCTD

TMoanunnocTs: BopHas kucnora, BOXX

(RU)

E. Verbruggen, noANKCh

100

100

0
0
ITpo3paunsii

Briaepaupaet
CpaBHEHHE C
cycnensueil GY

CooTBeTCTBYET

% OT 3asBJIEHHOTO COJEPKAHUA
% OT 3asBJIEHHOT0 COCPKAHHA
% OT 3aABNICHHOTO COJICPKAHHA
% OT 3aABJIEHHOTO COJIEPKaHMA
%o OT 3aABJIEHHOTO CO/IEPKAHHA

% OT 3aABJICHHOTO CO/IEPKAHHA

% OT 3aABJIEHHOIO coacp/KaHuA

% OT 3adBJIEHHOTO COJEPKaHHsA

80-120%

He Gonee 0.4%

90-110% oT 3aABICHHOTO
He 6onee 0.2%

He Gonee 0.2%

He 6onee 0.3%

He 6onee 0.2%
He Gonee 1.5%
[po3paunslii, e Gonee RSI

Beinep:kHBaeT CpaBHEHHE C
cycnensueil GY

Mpon3BoACTBEHHBIA chapMaLlesT, yNnoNHOMOYEeHHOe NULo

30.09.2021

544A RU

CooTseTcTBYET
Antipova gt o o Y

seralNumber=2460§15, cheAntipova Yana
Reason: Mepesoa nporepwns « sasepuns
Datel 2021,10.13 11:06:35 #0300°

Yana
112



!, NOVART

XHUMHA

IoanuunocTs: MokcudaokcalnHa

rugpoxnopua, BOXKX

Mexanuueckue Bkaouenus (RU)

pH

OcMONATBEHOCTD
MmukpobHoorus

Tecr

CTepHIbHOCTh
JloKyMeHTaJIbHbIH KOHTPOJIbL

O6BeM COJIEPKHMOTO YIIAKOBKH

E. Verbruggen, noanuck

IS

Ceptudmkar AHanmsa

Ipoaykr

JlaTa M3roToBJIeHUs
HaenTHPHKAUHOHHBIH HOMep
CpoK roaHocTH

Kon cTpanbl

Homep ccblIKH

Koa npoaykra

Homep cepuu

JlaTta paimeunleHnst

CooTBeTCTBYET

CpoboJieH oT
BKJIIOYEHHIA

6.8
276

PesyanTar

CoOOTBETCTBYET

5.104

Mpon3BOACTBEHHBIA hapMaLesT, yNoNHOMOYEHHOE NNLo

30.09.2021

544A RU

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

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

BHUT'AMOKC 0.5% 5 ma<CIS

09 2021
746781
08 2023
RU
202181039
60544A
21103EA
30.09.2021

mOcM/Kr

Eaunuubl

MIl

CoOTBETCTBYET

CpoGo/ieH OT BKJIIOYEHHH
(momyckaeTcs Jierkas
onasnecleHLNA )

6.3-7.3
260-320 MmOcm/kr

TpeboBanus

COOTBETCTBYET

2/2



d) Novartis Technical Operations
NOVARTIS Lt

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

CEPTU®UKAT CEPUN
1. HaumeHoBaHue BuraMokc® xaniad raazHeie
Kopg 746781

2. CrpaHa nocTaBkH Poccus
3. [encTtBylollee BelecTBO MokcudnokcaunHa rugpoxnopug 5.45 mr/mn
4. INekapcTBeHHasn popma Kannu rnasHelie
5. YnakoBka 5 mn Bo dhnakoHe-kanensHuue «DropTainer»
6. Cepwms 21103EA
7. [Oara npou3sBoacTBa 03.09.2021
8. KonwuyecTBO 62590 yn.
9. [lpounssoaurtens MokcudnokcauvHa rugpoxnopuva, banep Al, Nepmanua

thapmaLleBTUYECKON cyOcTaHLUUK
10. JaTa npou3BoAcTBa Cwm cepTudukat aHanumaa
11. Cpok rogHOCTH Cm cepTudukaT aHanusa
12. HaumeHoBaHWe NpousBOANTENA e AnkoH-Kyepep H.B. C.A. Rijksweg 14, 2870,

} Puurs, Belgium

BKITHOYAA BbINYCKalOWKUA e Paspelwenue: 176

KOHTpPONb KayecTBa
13. GMP cepTudukart BE/GMP/2018/132
14. Pe3ynbTaT aHanu3a Cwm. cepTudukat aHanuaa
15. Mpumeyanmna HJT JICP-003706/10-040820 u3m. 1

PV JICP-003706/10
YnakoBKka U MapkMpoBKa COOTBETCTBYeT TekyLlemy H

Bbinu ncnonb3oeaHbl cnegyowme e YnakoBka nepeBuyHan: 42572/1
maTepuansl o  WHcTpykuma: 75675/3
¢ Ynakoeka BTOpu4Has 43285/3

HacTrosuM y10CTOBEPAIO, 4TO aHHAA HH(OPMALUA NOANHHHA H BEPHA.

Jlannas cepus co31aHa/ NpoM3BeIeHa, BK/IOYAs YIIAKOBKY H KOHTPO/Ib, Ha BBILIEYTIOMAHYTOM MECTE TIPOM3BOJACTBA B COOTBETCTBUHM €
npasunamMi GMP JIoKanLHOTO PeryIsTOpHOTO OpraHa u crieuu(uKkalmeil perucTpalHOHHOTO YA0CTOBEPEHHA HMITOPTHPYIOIIEH CTPaHLI.
O6paboTka, yIakoBKa M aHAIH3 CEPUH COOTBETCTBYIOT TpeGoBanuam GMP. [lannas cepHa COOTBETCTRYET TPeOOBAHHAM CTaThH 51
Esponeiickom napnamenty u aupektuse Corera 2001/83/EC.

E. Verbruggen, nognuchb

Mpon3BoACTBEHHBIN hapMaLeBT, yNoNHOMOYEHHOE NULIO

30.09.2021



