!, NOVARTIS

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

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

CepTtudukar AHanusa

IMpoaykr

HaTa u3rotornenus
Haenrtndukaumonnsrii
Homep

Cpok roasoctu

Koxa crpansi

Homep ccuinkn

Kon npoaykra

Homep cepun

lata pasmewmennsn

Xumus

Tecr PesyabTaTt
8-ruapokcn-coeaunenne (D) 0

[poaykr peakumn akpunara (D) 0

Jhobas eannnunas nenaenty- 0
(HLMporaHHag Tipumecs 1 (1°)

JloGan eAMHNYHAs HeHaeHTH- 0
duimposannas npumecs 2 (1°)

JwoGas eannnunas vemaenTy- 0
(mumposannan npumecs 3 (1 )

Jlioban eannnHas HenaeHTH- 0
(uumposannas npumeck 4 (1°)

JoBas eannnynas nenneny- 0
(uuposannas npumecs 5 (%)

Jliobas eannnyHas HEWIEHTH- 0
thrumposannas npumecs 6 (1)

JtoGas ennnynan HenenTH- 0
(hnunposannas npumecs 7 ("

Bopnas kuenora (RU) 102
Hexap6okeu-coe aunenne (D) 0
Mokendokcaumn 101

RC-I(D) 0

RC-2(D) 0

RC-3(D) 0

RC-4(D) 0

O6wee conepskanne npumeceii (D+ 1) 0
[Tpospaunocts [Tpospaunbrii
seTHocTs Briaepskusaer

Moanmunocts: Bopuas KHenoTa, BOWX

(RU)

E. Verbruggen, noanucs

CpaBHeHHe ¢
cycnensmeii GY

Cootsercrryer

MpousBogcTeeHHbI thapmaLesT, ynonHoMouYeHHoe nuuo

21.06.2021

544A RU

BHI'AMOKC 0.5% 5 ma<CIS
04 2021
746781

032023
RU
202181036
60544A
21D21FA
18.06.2021

Eanuuusi Tpedosanus
He Gonee 0.2%
He tonee 1.0%

He 6onee 0.2%

% 0T 3351B21IGHHOTO conepsKaHms
% OT 3asB/ICHHOTO COJepIKaAHHA

% 0T 3a8BICHHOrO CoJlepKanus

0 OT 3a4BJICHHOTO COAepxanys He Gonee 0.2%

%o OT 3a4BJICHHOTO COIEpPHAHNSA He Gonee 0.2%

% OT 3asB1eHHOTO conepKanmus He Gonee 0.2%
% OT 3aBCHHOTO conepKanma He donee 0.2%
%o 0T 3aHBACHHOTO coaCpaHms He 6onee 0.2%
% OT 34BJICHHOTO COICpIKAHMS He Gonee 0.2%

80-120%

He tonee 0.4%

% 0T 3asB1€HHOrO colepKanmns
%o OT 3a8BACHHOTO COaEpsKAHMS
% OT 3agB/IeHHOrO coepHanns 90-110% ot 3asBiennoro
He 6onee 0.2%

He bonee 0.2%

% ot 3asBJICHHOTO CoACpKaHuA
%0 OT 3aBAECHHOTO coaepaHusa

%o OT 32ABJICHHOTO COAEPHKAHUS He 6onee 0.3%

% OT 324BACHHOTO cOstepKanA He Gonee 0.2%

% ot 3aABJICHHOrO coaepxiaHus He 6onee 1.5%
P
”]’)O3pa‘ithﬁ. He Gonee RSI

Beinepxupaet cpasnenne ¢
cycnensneit GY

CooTreTcTByeT

1/2
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) NOVARTIS

Ceptudukar Ananuaa

BHUI'AMOKC 0.5% 5 ma<CIS

IMponykr

Hdarta wsrorosaenus 04 2021
Waentndukaunonuwrii 746781
HOoMep

Cpok roanocrn 032023
Koa crpaue: RU
Homep cebrakn 202181036
Koa npoaykra 60544A
Homep cepun 21D21FA
HaTa pasmemenus 18.06.2021

Xumus

Mopmnnocts: Mokeugokcarma
ruzipoxaopua, BRXX

Mexannueckue BkmoyeHus (RU)

pH

OcmonsinbHOCTE
Mukpo6uonorus

Tecr

CrepunsHocts
AokymeHTanbHBI KOHTpoIL

O6mem coaepkuMoro ynakosku

K. Verbruggen, noanuce

CoorBercrryer

CgobojeH or
BKJIHOYCHUH

6.8

278 MOcM/Kr
PesyabraT Ennnnuer
CooTBercrBver

5.100 M

MpoN3BOACTBEHHBIN hapMaLEeBT, yNonHOMoYeHHoe nuuo

21.06.2021

344A 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

CooTeercrByer

CpoboseH oT BKIHOYEHHIT
(nomyckaercs nerkas
OnanecLUeHLHs )

6.3-7.3
260-320 mOcMm/kr

TpeGosauus

Cootsercreyer

212



) NOVARTIS

10.
1.

12,

13.

14,

15.

HaumeHoBaHue

CtpaHna nocTaBku
HAencreylowee sewecTso
NekapcTBeHHan hopma
¥Ynakoeka

Cepus

Harta npoussoacrea
Konuyectso

Mpoussogurens
thapmaueBTUYeCKoi cyBeTaHLMu
Hata npoussoacTtea

Cpok roaHocTH

HaumenoBaHue npoussoaurens
BKIMHO4YasA BbINYCKalOWMUI
KOHTpoOnb kayecTBa

GMP ceptudukar

PesynbTaT aHanuaa

Mpumeyanus

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

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

CEPTU®UKAT CEPUMU

Buramokc® xamnu rnasune

Kop 746781

Poccus

MokcudbnokcauunHa rugpoxnopug 5.45 mr/mn
Kannw rmnasveie

5 Mn Bo dnakoHe-kanenbHuLe «DropTainer»
21D21FA

21.04.2021

63300 yn.

MokeudnokcayumHa rnapoxnopug, banep Al FepmaHus

Cwm cepTudmkaT aHanuaa
C™ cepTudukaT aHanuaa
* AnkoH-Kyepep H.B. C.A. Rijksweg 14, 2870,

Puurs, Belgium
* Pa3speweHue: 176

BE/GMP/2018/132

Cwm. cepTudmkaTt aHanuaa

HIT JICP-003706/10-040820 u3m.1 yrs. 30.11.2020
PY JICP-003706/10

YnakoBka v Mapkuposka COOTBETCTBYET Tekylemy HI

Bbinu ncnonbsosaHbl cneayowme
mMaTepuansi

* ¥Ynakoska nepeuyHas: 42572/1
*  WHcTpykuus: 75675/2
* YnakoBka BTOpuyHas 43285/3

Hacrosuwmm YAOCTOBEPAIO. YTO NaHHasA MH(POPMALIHSA NOLIMHHA H BCpHA.

Hannas cepus coznana/ nponsse/ena. BKIOYas YMAKOBKY H KOHTPO/Ib, Ha BBILICYTOMAHYTOM MECTE MPOH3BOACTBA B COOTBETCTRHY ¢
npaguiamMu GMP nokansnoro perynsrtoproro OpraHa 1 cneunuKalumei perueTpaLHoHHOT0 YAOCTOBEPEHHS HMITOPTUPY IOILCH CTPAHBI,
OO6paborka, ynakoska n anajius CCPHH COOTBETCTBYIOT Tpebosanuam GMP. [lannas cepus COOTBETCTBYET TpeOOBAHHAM cTaThH 5 1
Esponeiickom napnamenty u Aupektuse Coera 2001/83/EC. 2

E. Verbruggen, nognuce

MpousBoacTBEHHbI thapmMaLeBT, ynonHoMoueHHoe nuuo
21.06.2021




