Ceptudpukar Ananuaa

BUI'AMOKC 0.5% 5 ma<CIS

Ipoaykr
Jata usroroenenuns

Haenrudukaunonnsrii HOMep

Cpok roanoern
Koa crpans
Homep ccbinkn
Koa npoaykra
Homep cepun
Hara pasmewenus

Xumus

Tecrt Pesyabrart
8-rnapoKcH-coennHeHne (D) 0
[IpoaykT peakimn akpuara (D) 0
JlioGas eannnunas nemnentn- 0
(hrumposannas npumecs 1 (1°)

JloGas eannnynan HenaenTi- 0
huumporantas npumect 2 ()

ToGas erunnunan nennenti- 0
(hnumposantas npumecs 3 ()

JoGas exunnunan nenaenTy- 0
thHunposanHas npumecs 4 (')

Jlioban enunnunas vewaenty- 0
(huumpoanuas npumecs $ ()

JoGan eannnynas HemaerTH- 0
(hHunpoBannas npumect 6 (I

Jiobas eanHnynan nemneni- 0
(hrunposauas npumecs 7 1)

bopuas kuenora (RU) 102
HlexapGokeu-coemmnenue (D) 0
Mokenduiokcarmn 100
RC-I(D) 0
RC-2(D) 0
RC-3(D) 0
RC-4(D) 0
Ofmee coaepxanne npumeceii (D+17) 0

[pospaunocTs

LseTHocTts

IMosnunnocTs: BopHas knenoTa, BOWCX

(RU})

[Tpospaunsiii

Beinepauraer
CpaBHeH e ¢
cycnensueii GY

Cooteercrryer

072021
746781
06 2023
RU
202181038
60544A
21G26CB
109.09.2021

Eanunubr
% OT 3a8BJICHHOIO COepKaNHS
% OT 3aABIEHHOIO cnnep;ﬁamm

% OT 3asBIeHHOrO COJIEPAKAHNS
%o OT 3asB/ICHHOTO CoiepHKaHns
% OT 3asB1eHHOrO COJIepIKaHUA
%0 OT 3a51BIEHHOTO COJICPIKaAHHS
% OT 3asB1eHHOrO Co/iepKaHHg
% 0T 3asBNCHHOIO coIepsKaHma
%0 OT 3asB1EHHOrO CoepAKaAHHS

%0 OT 3a4BNEHHOIO COMtepsKalNs
% OT 3afBNCHHOrO cojiepiKanms
% OT 328BICHHOTO COJICPIKAHMA
% OT 3asBJIeHHOrO coepkanHusn
Y0 OT 3a4BJICHHOTO COMlep KkaHHs

% ot 3AABJICHHOIO CoaepHmaHus

% OT 3asB/ICHHOIO COJIEPIKaAHHA

% or 3aABJICHHOrO CoepKaHua

Hacrosumwm yaocrosepsio, uto nannas HH(OPMALKS NOLTHHHA 1 BepHa.

Hannas cepus cosmana/ NPOM3BE/IeHA, BK/IOYas
npagunamu GMP nokanshoro pery
OGpaborka. yriakoBka u anamis ce
Esponeiickom napnamenry u zmpe

E. Verbruggen, noanuce

MpowssoacTeerHbIR hapMaLeBT, ynonHoMo4eHHoe nuyo

09.09.2021

544A RU

YNAKOBKY H KOHTPOJIb, Ha BLILEY
JATOPHOrO oprana u cnetuupukaumeii peruerp
PHH COOTBETCTRYIOT TpeGosanusM GMP,
kruse Cosera 2001/83/EC.

Novartis Technical Operations
sa Alcon-Couvreur nv

Rilksweg 14, 2870 Puurs, Belgium

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

Tpebosanns
He 6onee 0.2%
He Gonee 1.0%

He Gonee 0,2%
He Gonee 0.2%
He Gonee 0.2%
He tonee 0.2%
He Gonee 0.2%
He donee 0.2%
He donee 0.2%

80-120%

He Gonee 0.4%

90-110% oT 3astBneHHOrO
He Gonee 0.2%

He Gonee 0.2%

He 6oziee 0.3%

He Gonee 0.2%
He Gonee 1.5%
IMpospauseiii, ne Gonee RSI

Buiiepxusaet cpasnenne ¢
cycnensueil GY

CooTBercrpyeT

1/2

Zyryano
va Anna

TOMAHYTOM MECTe NIPOM3BOJICTBA B COOTBETCTRUH C
ALHOHHOTO yI0CTOBEPEHHSA HMIIOPTHPYIONILEH CTpaHel.
Hanuasn cepus COOTBETCTBYET TPeOOBAHHAM CcTaThy 51
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') NOVARTIS

Ceptudukar AHanusa

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

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

BUI'AMOKC 0.5% 5 ma<CIS

Ipoaykr

JaTa n3rotosnenns 07 2021
Haenrndurxaunonusrii Homep 746781
Cpoxk roanoctn 062023
Koa crpansi RU
Homep cebinkn 202181038
Koa npoaykra 60544A
Homep cepun 21G26CB
Jdata pasmewenns 09.09.2021

Xumus

HMoamunnocts: Mokeudiokcaumua
ruzgpoxnopua, BOWX

MexaHuyeckue BrmrOUEHMS (RU)

pH

OcmounsnbHOCTE
Mukpo6uoaorus

Tecr

Crepunsnocts
HoxkymenTtanbHbrii KOHTPOJIb

O0nem comepsxumoro ynakosku

E. Verbruggen, noanucs

Cooteercreyer

Ceoboaen ot

BKJIOUEHHH

6.8

279 MOcemM/kr
PezyawraT Eanununr
CoorsetcTayer

5.073 M

MNpousBoacTBEHHBIH hapmaLeBT, ynonHoMoYeHHoe nauo

09.09.2021

544A RU

Coorsercrayer

Crobozen o1 BRIIOYEHHUIT
(1omyckaercs nerkas
OMAJICCLCHLINSA )

6.3-7.3
260-320 mOcm/kr

TpeGoanus

CootsercrByer

2/2



Uy NOVARTIS

10.
11.

12.

13.

14,

15.

HaumeHoBaHue

CrpaHa nocrasku
AeiicTBylowee BewecTro
NekapcTBeHHan topma
¥YnakoBka

Cepusa

Nata npouseoactea
Konuyectso

MpouzsoguTtens

thapmauesTuyeckoii cy6cTaHuum

HAata npoussogcTea

Cpok rogHocTy

Haumenoaauue npousBoauTens

BKNoYas BbinycKalowmi
KOHTpONL KayecTBa
GMP ceptudukar

PesynbTar aHanuaa

MNpumeyaHus

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

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

CEPTUOUKAT CEPUU
BrraMokc® xamnu raasmne
Kop 746781
Poccus
Mokcudbnokcayuna rmapoxnopug 5.45 mr/mn
Kannu rnasHsie
5 mn Bo thnakoHe-kanenbHuLe «DropTainer»
21G26CB
26.07.2021
53090 yn.

MokcucbriokcauyuHa rnapoxnopup, baitep Al, MepmaHus

CM cepTutukaT aHanusa
C™m ceptudbukat aHanuaa
* AnkoH-Kyepep H.B. C.A. Rijksweg 14, 2870,

Puurs, Belgium
¢ Pa3spewenune: 176

BE/GMP/2018/132

CM. cepTudukaTt aHanusa

HJTJICP-003706/10-040820 uawm. 1
PY JICP-003706/10

Ynakoska u MapKkupoBka cooTBeTCTBYET Tekywemy HJ

Bbinu ucnonsaosansl cnegywowme
mMartepuans!

Hacrosumm yiiocTosepsio,
Hannas cepus cosnana/ npo
npasunamu GMP

* Ynakoska nepsuyHas: 42572/1
*  WHcTpykuus: 75675/2
* Ynakoska BTOpuyHas 43285/3

JIOKAILHOTO peryisaTopHOro oprada u cneunpukatmeit peructpanonoro YAOCTOBCPEHHS UMIIOPTHPYOMIEH CTpaHbL,

ObpaboTka, ynakoska u ananus CEPHHU COOTBETCTBYIOT TpeBoranuam GMP. Hanmas cepus COOTBETCTBYCT TPeOOBAHMAM CTAThI 5 |

Esponeiickom nap

E. Verbruggen, noanuce

JaMenty u anpekruse Cosera 2001/83/EC,

MpounssoacTBEHHBIN thapmalLesT, ynonHomoueHHoe nuuo
09.09.2021




