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MNoaTeepxaeHUe COOTBETCTBMA BBO3UMOro NeKapCTBEHHOro npenapara TpeboBaHUsM,
YCTaHOBMEHHbIM NPW ero rocyaapcTBEHHON perncTpaunm

WneHTudUKaLMOHHLIA HoMep ToBapa GTIN

Toprosoe HaumeHoBaHUe

MexayHapogHoe HenaTeHTOBAHHOE HalBaHMe

(MHH)
NekapcTeeHHan dopma

Doauposka

Gopma BbInycka

Homep cepuu (napTun)

OB6vem cepum (napTiu)

Harta npousBogcTaa

FopeH po

Homep 1 naTa pervcrpaumonHoro
YAOCTOBEpeHHUA
Homep HopmaTHBHOM fOKyMeHTaL KK

HaumeHoBaHue gepxarens
PerMcTpauMoHHOro YROCTOBEpeHUA
Anpec MecToOHaXoXAeHWA AepXaTens
PerucTpauMoHHOro YA0CToOBepeHUA
HaumeHoBaHue W agpec npouasoanuTens
(c yxazanuem cTagui nponasoacrea)

KommeHTapuu

21B04IB-IM-08042021

07613421035693

Makcuaekc®
DNexkcameTasoH

Kannwu rnassbie

0.1%

5 mn - nakoH-kanensHWUL! "DropTainer™" - naykv kKapToHHbIE

218048

25500 yn.

04.02.2021
01,2023

M N013731/01 ot 11.12.2008

MN013731/01-111208 uam. 1-7

Hosaptuc ®apma Al Weehuapua
Lichtstrasse 35, 4056 Basel, Switzerland

Bee cTaguu, BKNIOYaA BLINYCKAOLWMIA KOHTPONL KavecTea: AnkoH-Kyepep H.B. C.A.,
Benbrua (Rilksweg 14, 2870, Puurs, Belgium)

He npumeHumo

B cooTseTcTBUM C TpeGosakuamu denepansHOro 3akoHa oT 28.11.2018 N 449-03 "O BHECEHUM HIMEHEHWA B 0TAenbHbIe 3aKOHoAaTeNbHbIe
akTel Poccuiickoit ®efepauuu No BONPOCY BBOMA B FPAKOAHCKMIA 060pOT NekapcTeeHHbLIX NPenapaTtos A8 MEAULMHCKOro npuMmeHerus”, a
Taioke npuHUMas BO BHWMaHWE nocTaHosnexue [paeuTensbctBa Poccuickoit degepauuu oT 26.11.2019 N 1510 "O nopsgKe BBoda B
rpaxaaHckuit 06OPOT NeKapCTBEHHbIX NPENaparos AMS MeAHUMHCKOrO NPMMEHEHHS"

HuKenoanucasLMiica npeacrasutens OO0 "HosapTuc ®apMa”, yNonHOMOYEHHbIMA MHOCTPaHHbLIM NPOU3BOAMTENEM NEKaPCTBEHHbIX CPeacTs,
NOATBEPMAEET COOTBETCTBME BbIEYKA3AHHOW CEpWM JIeKAPCTBEHHOTO NpenapaTa ANA MEOWUMHCKOTD NPUMEHEHMR TeBOoBaHWAM,
YCTaHOBAEHHbLIM NPK €10 rocyAapCTBEHHON PErncTpauMK Ha TeppuTopun Poccuiickon denepaumi.

ﬁ M 08.04.2021

Nimiian noanuct fara

YNONHOMOMEHHbIA NpescTasmTens
00O "Hoeapruc dapma" AnekcaHgposa [1.B.

WHagmans v dhamwning




U N () \;" i,‘\ R 'I‘ I S Novartis Technical Operations

$a Alcon-Couvreur nv
Rifkswer) 14, 2870 Puurs, Belgium

Telephone +32 3 800 27 11
Fax +32 3 880 27 17

CEPTU®UKAT CEPUIK

1.HaumeHoBaHue Makcuaexkce® kanau raasusie 0.1%
Kop 742041
2, CTpaHa nocTaBku Poccus
3. lecTBylOLlEE BElWECTBO HekcameTasoH 1.0 mr/mn
4. llekapcTBeHHas copma Kannu rnasHele
5. YnakoBka 5 Mn BO dnakoHe-kanensHuue «Droptainer»
6. Cepun 21B04IB
7. JaTta npousBoacTBa 04.02.2021
8. KonuuectBO 25500 yn.
9. MNpoussoauTent thapMaueBTUYECKON HekcameTaszoH: ®apmaums 1 AngxoH Kamnanw, CLUA
cybcTaHumum
10. AaTa npousBoacTBa Cm cepTudukaT aHanusa
11. Cpok rogHOCTH CM™ cepTudukat aHanusa
12. HaumeHoBaHuWe npoussoauTens o C.A AnkoH-Kyepep H.B. Rijksweg 14, 2870,
3 Puurs, Belgium, bensrus
BKIIO4as BbINYCKaKOWMUIA KOHTPONb e PaszpeleHve: 176
KayecTBa
13. GMP ceptudcmkar BE/GMP/2018/132
14, Pe3ynbTaTt aHanusa Cm cepTudivkat aHanuaa

15. NpumevaHuna

HJ: TINO13731/01-111208 u3m. 1-7

PY:IINO13731/01
YnakoBka n MapKupoBKa COOTBETCTBYHT HJ]

BbINu ucnonb3oBaHkbl e Ynakoska nepeudHas: 41762/4
e WHcTpykuua: 45880/7
cneayrwuune matepuanbl e ¥Ynakoska BTOpuYyHasa: 48031/4

Hacroswmmm yaocrosepsio, 4ro AaHHas HHYOPMALIHS TTOUTHHHA U BEPHA,

Januas cepus cozrana/ npoussesieHa, BK/IIOYAs YIIAKOBKY U KOHTPOb, Ha BRIIEYIIOMAHYTOM MECTE ITPOM3BOICTEA B
COOTBETCTBHH ¢ npasuiamMu GMP sokansHoro pery1sSTopHOro oprana i creungukanieii perucTpaLnOHHOrO Y10CTOBEPEHHUS
uMnoprupyloulei crpaxsl. O8paboTka, yNakoBKa 1 aHANU3 CEPHM COOTBETCTBYIOT TpefoBannam GMP. Jlanuas cepus
COOTBETCTBYET TpeboBannam cTaTh 51 Esponeiickom napaamenTy u aupexruse Coseta 2001/83/EC.

K. Verresen, noanvce
MpounssoacTBEHHLIA thapMaLesT, YNONMHOMOYEHHOE NLIO
09.03.2021




Uy NOVARTIS

Hassanune npenapara (PRODUCT NAME)

CEPTUOUKAT AHANTU3A

Certificate of analyses

Jdara npomzeoacrea (MANUFACTURING DATE)

MARS kozn
Foaen no (EXPIRY DATE)

Koa erpans (COUNTRY CODE)

HOMEP UIA CCBLIKH (VO REFERENCE NUMBER)

KOJI NPOIAVKTA (PRODUCT CODE)
HOMEP CEPHH (BATCH NUMBER)

gHTH pazMenienus

Xumus

AHanni
AL-37691 (D)
AL-5202 (D)
AL-5203 (D)
AL-5340 (D)
AL-5447 (D)
AL-385 (D)

Jlioboit  npyroii  HenAEHTHUUIMPOBAHHEIH
npojaykT pacnaaa (I')

bensankonus xnopua (00619)
Jexcamerason

Junatpus snerat (00625)
Ilpunm. 2 (Bemectso P) (D)
ITpum. 3 (AL-37912) (D)
[Tpum. @ RRT 0.57 (1")
[Tpum. @ RRT 0.66 (1)
ITpum. @ RRT 0.73 (I")
ITpum. @ RRT 0.76 (I")
[Ipum. @ RRT 1.67 (I')
Ilpum. @ RRT 1.85 (I")
Cymma npoaykros pacnana (D+D°+)

Onucanne

LlBer

[MoamuuHoCTh Gen3ankonua xiopuaa tect E

IMoANMHHOCTL AeKcaMeTa3oHa TecT A

PesyabTar

S O © o o o o

97.3
103.4
98.3
0.1

0

0
0
0
0
0
0
0.

1

Henpo3zpaunas
cycneHsus, 6es
BKJIFOYEHHH W
KOMKOB

beawlit

CoorsercrByer

CootBercTByer

Eaunnuei

% OT 3asB11.
% 0T 3as811.
%o OT 3asB.
% oT 3aAB1.
% OT 3a4RBJ1,
% oT 3asB11.

% OT 3agB11.

% oT 3aasm,
% OT 3adB.1.
% OT 3agBII.
% OT 3a8BII.
% OT 3asBJI.
% oT 3asB.1.
% oT 3asB11.
% OT 3asBJL.
% oT 3a9BJ1.
% OT 3asiBl.
% ot 3asg,

% ot 3asBJ1.

Hacrosumm ynocrosepsio, uto 1aHHas HQopMaLng NoLTHHHA 1 BEpHa.
Haunas cepus co3fana/ NpousBeeHa, BRIIOUAA YIIAKOBKY M KOHTPOIb, Ha BLILLIEYTIOMAHYTOM MECTE MPOU3BOJICTBA B
COOTBETCTBHH ¢ npasutaMi GMP J10kalIbHOTO peryisTopHOro Oprata i crielHMKkalneii perueTPaHoOHHOrO
YAOCTOBEPEHUA MMITOPTHPYIOLIEH cTpanbl. O0paboTka, ynakoBKka W aHA/IN3 CEPHH COOTBETCTBYIOT TpeGoBaHnaM GMP.
Hannas cepua cootsercTBYCT TpeboBaHMIM cTaThk 51 Esponeiickom napnamenty u aupextuse Cosera 2001/83/EC.

K. Verresen, noanucek

Mpon3BOACTBEHHbII thapMaLeBT, yNoNHOMOUYEHHOE NALO

09.03.2021

615D RU

Novartis Technical Operations
$a Alcon-Couvrour ny
Rifksweg 14, 26870 Puurs, Belgium

Telophone +32 3 890 27 11
Fax +32 3 850 27 17

MAXIDEX (Makcugeke) SML<CIS

RU

202181177

60615D
21B04IB

09.03.2021

coa-4
coa-41
COI-4
coa-4
col-s
con-4

coa-4

cona-4
Co/1-4
coa-4
coa-4
Coa-4
Col-4
coa-s
coa-s
coa-4
col-5
coa-4

col1-4

Kuyants

eva

Natalya

Cneundurauns
He 6onee 0.4 %
He 6onee 1,0 %
He 6onee 0,4 %
He Gonee 0,5 %
He 6onee 1,0 %
He 6onee 1,0 %

He 6onee 0,4 %

90-110 % oT 3aaBAEHHOTO
95-110 % oT 3asBIEHHOTO
85-110 % ot 3asB1eHHOTO
He 6onee 0,4 %

He 6onee 1,5 %

He 6onee 0,4 %

He 6onee 0,4 %

He Gonee 0,4 %

He Gonee 0,4 %

He 6onee 0,4 %

He 6onee 0,4 %

He 6onee 3 %

H Crpo3pavHasa CyCreH3ns

Ot Genoro 1o ceetno-
wEnToro

CoorsercrByer

CoorBercTByer

112

Digitally signed by
Kuyantseva Natalya
DN:dc=com, de=novartis,
ou=people, ou=TO,
serialNumber=2048528,
en=Kuyantseva Natalya
Reason: MNepesop npoaepun
v 3asepun
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U) NOVARTIS

Maovartis Technical Operations
Sa Alcon-Couvreur nv
Rigkswug 14, 2670 Puurs, Belgium

Telophone +32 3 8090 27 14
Fax +#32 3 890 27 17

CEPTUDUKAT AHATU3A

Certificate of analyses

Hasgauue npenapara (PRODUCT NAME)
Iata npousrogcrea (MANUFACTURING DATE)
MARS ko

Tonen 10 (EXPIRY DATE)
Koa erpanni (COUNTRY CODE)

HOMEP

KO/INPOJAYKTA (PRODUCT CODE)

HOMEP CEPHH (BATCH NUMBER)

‘!-.rra paiMeuleHus

XHMus

[ToamuHHoCTS Nekcamerasona BOWKX CooTreTcTRYET
(00608)

[MoanuunocTs nuHatpus serara (00623) CootrBeTcTByer
pH 5.6

Hactuue! 6onee 25 Mrm 0

Hactuue Gonee 50 Mrm 0

Hactuus! Gosee 90 Mrm 0
Pecycnenamporanue 5
OcMOTATBHOCTE 270
Mukpo6ronorus

AHanu3 PesyabTat
CTepHIBHOCTE CootBeTeTByer
JlokyMeHTanbHEIH KOHTPO/IBL

O0beM COAEPKUMOro YIIAKOBKH 5.103

YacTuib
YacTHist
YacTuiisr
CexyHinl

MOcm/kr

Eauunus:

M

HHCTOS{[HHM YAOCTOBEPAND, YTO JaHHasd HH(IJOPM&LIH){ HNOATHHHA U BEpHa.
Hlanuas cepus cosana/ npousBeieHa, BKIIOYAS YAKOBKY H KOHTPOTb, Ha BBILIEYITOMAHYTOM MECTE MPOH3BOICTRA B
COOTBETCTBHH ¢ npasuiamMi GMP 110Ka/1bHOro peryasTopHoro oprana u crieunHKaLieii perHeTPaHoHHOTo VAOCTOBEPEHHS
uMnoprupyloweii crpakbl. OGpaGotka, ynakoBka 1 aHa M3 cepuu COOTBETCTBYIOT TpeGoBanuaM GMP. Jlannas cepus
COOTBETCTRYET TpeboBaHHaM cTathi 51 EBponeiickom napiamenty u aupektuse Cosera 2001/83/EC.

K. Verresen, noanuce
MpOU3BOACTBEHHBII hapMaLesT, YNonHOMOYEHHOE AL
09.03.2021

615DRU

MAXIDEX (Makennerc) SML<CIS
02 2021

742041

012023

RU

202181177

60615D

21B04IB

09.03.2021

CootsercTyer

CootsercrByer
5.0-6.0

He 6onee 20 yactuiy
He 6onee 2 wactun
0 qacTuL

He Gonee 30 cexyua

250-310 MOcm/kr

Creundurauns

CoorseTcTBYET

2/2



