! NOVARTIS

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

Telephone +32 3 800 27 11
Fax +32 3 890 27 17

CEPTUOUKAT CEPUM
1. HaumeHoBaHue Buramoxc® Kanny riasHkei e
Kop 746781

2. CrpaHa nocTtaBku Poccus
3. [encrBylouiee BeLWEeCTBO MokcucbniokcaunHa ruapoxnopua 5.45 mr/mn
4, [IlekapcTBeHHan popma Kannu rnasHble
5. YnakoBka 5 mn Bo chnakoHe-kanensHuye «DropTainer»
6. Cepwna 21124AA
7. [ara npou3BopacTBa 24.09.2021
8. KonuuectBO 72980 yn.
9. MMpounssoautenb Mokcudnokcauura ruapoxnopua, banep All, Fepmanus

thapmaueBTHYECKOH Cy6CcTaHUMK
10. flata npou3BoAcTBa Cm cepTudbukat aHanuaa
11. Cpok rogHoOCTM Cm cepTucbukat aHanusa
12. HaumeHOBaHWe Npou3BoANTENsA e Ankon-Kyspep H.B. C.A. Rijksweg 14, 2870,

. Puurs, Belgium

BK/HOYaA BbINYCKaOLWWH s Paspewenne: 176

KOHTPOfb Ka4yecTBa
13. GMP ceptudmkar BE/GMP/2018/132
14. PeaynbTaT aHanusa CM. cepTudomkaT aHanuaa
15. Npumeyanns HJI JICP-003706/10-040820 u3m. 1

PV JICP-003706/10

YNakoBKa U MapKUpoBka cooTBeTcTByeT Tekyemy HI

Bbinu ucnonb3oBaHbl cnegyouue
maTtepuanbl

e YnakoBka nepBudHas: 42572/1
e  WHctpykuma: 75675/3
s Ynakoeka BTopuqHan 43285/3

HacTosimmm ya0CTOBEpAIO, 4T0 AanHas MH(opMAaLa NOJIHHHA ¥ BEpHA.

Tlannas cepys co3lana/ NPoU3BE/IeHa, BK/IIOYad YNIAKOBKY ¥ KOHTDOJIb, Ha BLIIEY IOMAHYTOM MECTE NPOU3BOACTEA B COOTBETCTBHH C
npaguiaMu GMP n0KanbHOTO PeryasTOPHOro opraxa ¥ cnieunduKaumel PErHCTPALMOHHOTO YAOCTOBEPEHHS HMIIOPTHPYIOLICH CTPaHbL.
OGpaboTka, ynakoBKa H aHa/li3 CePHH COOTBETCTBYIOT TpeGosannam GMP. Jlannas cephs COOTBETCTRYET TpeGOBaHHAM CTATHH 51
EBponeiickom napiamenty u anpextuse Cosera 2001/83/EC.

K. Verresen , NOANUCH

Mpon3soACTBEHHbIA hapMauesT, yNnonHoOMO4eHHoe nuLuo
07.12.2021



!, NOVARTIS

Ipoaykr

CepTudukar AHATH3A

JlaTa H3rOTOB/ICHHA

HaenTndukaunonnbiii HoMep

Cpok roHocTH
Koz crpansl
Homep ccbUIKH
Kon npoaykra
Homep cepuu
JlaTa pasmelenns

Xumns

Teer

8-ruapokcn-coenunerne (D)
TlpoayxT peakinu akpunara (D)

Thobas enAnHUYHAA HENJEHTH-
(puumposannas npumecs 1 (I')

Jlobas eauHHYHAR HEHAEHTH-
duumposannas npumecs 2 (I')

Jliobas ejHHHYHAA HEHIEHTH-
dmumposannas npumecs 3 (1)

Jhofas envHN4HAA HEUJEHTH-
duumpopanHas npumeck 4 (1°)

Jlhobas enHHYHAA HEUJICHTH-
(pmunposannas npumeck 5 (I'}

Jliobas eAHHNYHAA HEHACHTH-
¢uunposannas npumecs 6 (I')

Jiobas eIHHHYHAA HEHICHTH-
{rmposannas npumecs 7 (1)

Bopnas kucnota (RU)
Jlexapbokcu-coelHHEHNE (D)
MokcH(okcausH

RC-I(D)

RC-2(D)

RC-3(D)

RC-4(D)
O61mee conepxanne npumeceit (D+ I')
ITpo3pauyHoCTh

1lBeTHOCTE

HacToswuin cepTudukaT NOANUCAH 3NEKTPOHHO K

PesyanTar
0
0
0

97

100

0
0
Ilpozpaunbii

BrigepxkusaeT
CpaBHEHHE C
cycnensueit GY

2021 n gencTenTeneH 6es py4HOA NOANMCH.

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

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

BHI'AMOKC 0.5% 5 ma<CIS

09 2021
746781
08 2023
RU
202181041
60544A
21124AA
07.12.2021

Eqununns
% OT 3asABJIEHHOrO COEPKAHUA
% OT 3asBJIEHHOTO COACPIKaHNA

% OT 3aABNEHHOrO COJIEPXKAHHA

% OT 3aABNEHHOTO COACPKAHNA

% OT 3aABJICHHOrO COAEPIKaHHA

% OT 3aABJIEHHOTO CO/ICPXKAHHA

% OT 3aABJIEHHOrO CoAepKaHuA

% OT 3asABJICHHOr0 COJIepXKaHuA

% OT 3aABJIEHHOTO COZIEPIKAHHA

%, OT 3adBNIEHHOT O COJICpXanug
% OT 3aABJIEHHOrO COMIePKaHUA
% OT 3a4BNEHHOTO COMIEPIKAHNA
% OT 3aABAEHHOTO COAEPKAHHUA
% OT 3asABJIEHHOrO COAEPKAHHSA

% OT 3aABJIEHHOTO COACP)KAHHA

% OT 3asB/ICHHOrO COJIePKaHHUA

% OT 3aABJICHHOTO COAEpKaHHA

TpeGoBanns
He Gonee 0.2%
He Gonee 1.0%
He Gonee 0.2%

He 6onee 0.2%

He Gonee 0.2%

He Gonee 0.2%

He 6onee 0.2%

He 6onee 0.2%

He Gonee 0.2%

80-120%

He Gonee 0.4%

90-110% ot 3asB/ICHHOrO
He Gonee 0.2%

He 6onee 0.2%

He Gonee 0.3%

He 6onee 0.2%
He Gonee 1.5%
Tpospaunblii, He Gonee RSI

Brigep:xHUBaeT CpaBHEHNE C
cycnensueit GY

arl Verresen, NPOW3BOACTBEHHEIM (hapMaLiesToM, YNONMHOMOYEHHBIM JIMLIOM, 0T 7 pekabpsa
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