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

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

! NOVARTIS

Ceptucpukar AHanusa

Mpoaykr BHI'AMOKC 0.5% 5 ma<CIS

JaTa usrorosaenns 032021

Haentudurauvonnsiii - 746781

HoMep

Cpoxk rogHocTn 022023

Koa crpansi RU

Homep cebliku 202181035

Koa npoaykTa 60544A

Homep cepun 21C09EA

Jata pasmerenns 04.06.2021
Xumusi
Tect Pesyabrat Ennnuusi TpeGoBanus
8-ruapoken-coeannenue (D) 0 %o OT 3a4BJICHHOTO COIEPKAHNS He Gonee 0.2%
Ipoaykr peakunn akpunara (D) 0 %0 0T 3a8BIEHHOTO COAEPKAHMS He 6onee 1.0%
Jlrobas eqmunyHas HenaeHTH- 0 % OT 3aABNEHHOTO CONEPKAHMS He Gonee 0.2%

(uumposannas npumecs 1 (1)

JhoGas eAMHMYHAs HeuneHTH- 0 He Gonee 0.2%

(uumposannas npumecs 2 (I°)

%0 OT 3aABJACHHOIO cojacpraHms

Iobas eauunyHas HenaeHTH- 0 He 6onee 0.2%

(mumposannas npumeck 3 (1)

%o OT 3a8BICHHOTO COAEPKAHUS

JhoGas eannuynas vemaenTu- 0 He 6onee 0.2%

(uunporanHas npumecs 4 (I°)

%0 OT 3A4BICHHOTO COEpsANMS

Jlobas eauununan HenaeHTH- 0 He Gonee 0.2%

Gbuumporannas npumecs 5 (I°)

% OT 3as1BICHHOTO COIEPKAHMS

Jobas eanHnunas HewaeHTH- 0 He 6onee 0.2%

(uunposannas npavecs 6 (1°)

% OT 3aABICHHOTO COJIEPIKAHMA

JlroGas eanHHYHAA HeWaeHTH-
(munporannan npumecs 7 (')

BopHas kucnota (RU)
HexkapGoken-coennenne (D)
Mokenduokcaunn

RC-I(D)

RC-2(D)

RC-3(D)

RC-4(D)

Obuee coaeprkanue npumeceii (D+17)

[TpospaunocTs

I{BeTHOCTL

HMoanmunocts: Bophas kucnora, BOWKX

(RU)

K. Verresen, noanucs

99

99

0
0
IMpo3paunsrit

Boiaepxunsaer
CpaBHEHMe ¢
cycnensueit GY

CooTreTcTBYET

Mpon3BoaCTBEHHBII hapmauesT, ynonHoOMoYeHHoe NuLo

04.06.2021

544A RU

% OT 3a8BNEHHOT0 CO/IepPKaHNs

% 0T 3a4BJEHHOTO CoaEpKAHNA
% OT 3a9BIICHHOTO COIEPKAHNA
% OT 3aABJICHHOTO COIEPHKAHMS
% OT 3aABICHHOrO CoAEpKANNA
%0 OT 3aABIEHHOTO COJEPKAHNA

% OT 3aABACHHOrO COACPAKAHHA

%0 OT 3aABJIEHHOTO COJACPpKaAHMA

% OT 3a8BJIEHHOTO COACpKRAHNA

He 6onee 0.2%

80-120%

He 6onee 0.4%

90-110% ot 3agenenHoro

He Gonee 0.2%
He Gonee 0.2%

He 6onee 0.3%

He 6onee 0.2%

He Gonee 1.5%

[Tpospaunmiit, ne Gonee RSI

Belep:kusaet cpasHenue ¢

cycnensueit GY

CooTtsetcTByeT
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!, NOVART

Xumus

Honmuunocts: Mokengokeatmna

rujipoxnopua, BOXKX

Mexanuueckue BKIoUeHM (

pH

OCMONAIBHOCTE
Mukpotuonorus

Teer

CTepuabHOCTE
JOKYMeHTANbHbBIA KOHTpOIL

OOBem conepskUMOro ynakoBku

K. Verresen, nognuce

IS

Ceptudmkar AHanmsa

IMpoaykr

HaTa u3rorosaenusn
Haentuduraunonnsrii
HOMep

Cpok roanoctu

Koa crpannl

Homep ccbuikn

Koa npoaykra

Homep cepun

JaTta pazmewenusn

Coorgercrayer

RU) CeoBojen ot

BKIKYEHHH

6.7
277

Pesyabrart

CooTreTcTBYET

5.088

MponssojcTBEHHLIR thapmalesT, YNONTHOMOYEHHOE NnUYo

04.06.2021

544A RU

BUTFAMOKC 0.5% 5 ma<CIS
032021
746781

022023
RU
202181035
60544A
21C09EA
04.06.2021

MOcCM/kr

Eavunusi

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

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

CooteercTryer

CBo0o/eH 0T BRIIOYEHHI
(nonyckaeTes nerkas
onajlecLUeHIHA )

6.3-7.3
260-320 MOcm/kr

Tpebosanus

Coorsercrpyer

2/2



) NOVARTIS

1. HaumeHoBaHue

2. CrtpaHa nocraBku

3. [He#cTeyrOlee BEWECTBO

4. JllekapcTBeHHas ¢opMa

5. YnakoBka

6. Cepusn

7. [Oara npousBoacTtea

8. KonwuuectBO

9. MNpouzBoguTens
chapmaueBTUYECKON cyBCTaHLMKU

10. JaTta npou3BoACTRa

11. Cpok rogHocTH

12. HaumeHoBaHue npoussoauTens
BKJ1HOYaA BbINYCKAKWMWA
KOHTPONb KayecTBa

13. GMP ceptudukar

14. PesynbTart aHanusa

15. NpumeyaHus

Bbinn ncnonb3oBaHsl cnegywme
martepuarnsl

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®UNKAT CEPUIK
Brramoxc® kamny riasseie
Kop 746781
Poccus
MokcutbnokcaumHa ruapoxnopua 5.45 mr/mn
Kannu rnasHele
5 mn Bo chnakoHe-kanensHuue «DropTainer»
21C09EA
09.03.2021
87900 yn.

MokcudbnokcaumHa ruapoxnopua, banep Al, Mlepmanus

Cwm cepTucukaT aHanusa
CM cepTuchmkaT aHanuaa
* AnkoH-Kyspep H.B. C.A. Rijksweg 14, 2870,

Puurs, Belgium
* PaspeweHwne: 176

BE/GMP/2018/132

Cm. cepTudhukaT aHanmsa

HJT JICP-003706/10-040820 u3m.1 yr8. 30.11.2020
PV JICP-003706/10

YNaKkoBKa 1 MapkupoBka COOTBETCTBYeT Tekywemy H/

e Ynakoeka nepBuyHas: 42572/1
e  WHcTpykuns: 75675/2
e Ynakoeka BTOpu4Haa 43285/3

Hacrosumm ynocrosepsio, uro aanHas uH(opManus no/HHHA 1 BEpHA.

JlanHas cepus co3nana/ NpoM3BEeHa. BKIIOUAS YIAKOBKY U KOHTPOb, HA BHILICYIOMAHYTOM MeCTe TIPOHM3BOJICTBA B COOTBETCTBUH C
npasunamu GMP oKkanbHOTO peryIaTopHOro oprana u enetm(ukatiedi perncTpanHoHHOro VIOCTOBEPEHUS UMIOPTUPYIOLIEH CTPaHBbL,
O6paboTka. ynakoBka M aHAIH3 CepPHH COOTBETCTRYIOT TpeGoBanuam GMP. Jlannas CCpHsl COOTBETCTBYET TPeOOBAHMAM CTAThH 51
Esponeiickom napnamenty u aupextise Cosera 2001/83/EC.

E. Verbruggen, noanuce

MponseoacTBEHHbIH hapMaLeBT, yNnonHOMOYEHHOE NALO
21.06.2021




