PEAEPAADHAS CAYKEA NO HAA3OPY
B OOEPE 2APABONPAHEHVA

«CBefeHuA o BBOAE B rpaxaaHcKuii o6opoT B Poccuitckon degepaunn NekapCTBeHHbIX
CpeAcTB MO COCTOAHUIO Ha 02.11.2021 12:43»

MayKH KapTOHHBE! ~

wr. (5 M), rakon-Kkanemsuuub (1),

H.B.

JlaTa BHEeCeHHH B IIpon3BoguTeNb Caenenns 0 Oprautnding, Homep Homep, nata
HopmaTHBHas BbINYCTHBINAA B

AHC Toprosoe HaHMeHOBaHHE (BBINYCKAIOMHHA Crpana CTANHAX CepHH, pa3pelIeHHs Ha
JOKYMEHTALHA rpaaancKHi

PocaapasHansopa KOHTPOJIb) NPOH3BOACTBA NAapTHH HI
obopor
Maxkcutpon®; Kannu riasibie 1
13.09.2021 mr/mn+3500 ME/mn+6000 ME/mn | c.a. Ankon-Kyepep Bemrus | & Anxon-Kyspep [T NO14557/01-251120 000 Womm_u.:‘_n 21G26FB i
H.B., Benbrua ®dapma




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

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

) NOVARTIS

CEPTUPUKAT AHATTUSA

Hassanue npenapata (PRODUCT NAME) TOBRADEX (TOBPAJAEKC) SML<CIS

lata nponssoactea (MANUFACTURING DATE) 08 2021

Homep maTepuaia 742230

I'opex 1o (EXPIRY DATE) 072023

Koa ctpassl (COUNTRY CODE) RU

HOMEP JUUISA CCHLIKH (VO REFERENCE NUMBER) 202180988

KOJ IMPOAYKTA (PRODUCT CODE) 603420

HOMEP CEPUH (BATCH NUMBER) 21H25LA

JaTa Boinvecka 05.10.2021
XHUMHA
Tect PesynsTar EnnHniel v3Mepenus Tpebosanne
AL-37691 (D) 0 % OT 3aABJICHHOTO He Gonee 0.3 %
AL-37912 (D) 0 % OT 3aABJIEHHOrO He 6onee 0.5 %
AL-5202 (D) 0 % OT 3aABNICHHOTO He 6onee 0.5 %
AL-5203 (D) 0 % OT 3aABJICHHOTO He 6onee 0.3 %
AL-5340 (D) 0 % OT 3a4BJIEHHOTO He 6onee 0.5 %
AL-5447 (D) 0 % OT 3a8BNEHHOTO He 6onee 0.5 %
AL-585 (D) 0 % OT 3a8B/EHHOTO He 6onee 0.5 %
Jhiobas HenaeHTHDHLUMpPYeMas NpHMech (I7) 0.1 % OT 3asBJICHHOTO He Gonee 0.3 %
BeH3ankoHus XN0pHa 101 % OT 3aABIEHHOIO 90 - 110% oT 3aa8J1.
Compound P (D) 0 % OT 3a8BJIEHHOTO He 6onee 0.3 %
JlekcameTasoH 100.5 % OT 3asBJIEHHOIO 95 - 108% o1 3aaBn
Jlunatpua saeTaT 99.6 % OT 3aABJICHHOTO 90 - 110% ot 3as8..
Ipumecs ¢ RRT 0.74 (I') 0 % OT 3a8BJICHHOTO He 6onee 0.3 %
HebpamuH (D) 0 % OT 3aAB/ICHHOIO He Gonee 1.5 %
To6pamuums (BIXKX) 101.8 % OT 3asB/IEHHOTO 95-110% oT 3asB.1.
O6uiee coaepskanHe nNpoykTos pacnana (D+1") 0.1 % OT 3a4BJICHHOTO He Gonee 2.0 %
Onncanre CYCNeH3ns CYCTEH3HA
Ilser Genkiit Or Genoro ao nouTH Henoro
ToannuHocTs Gensankonuns xnopuaa Teet E CooTseTcTBYET CoOTBETCTBYET
INoanunnocTs nekcameTtasona (BOXKX) CooTBETCTBYET CooTBeTCTBYET
ToMHHOCTb AMHATPHs JeTata (BIXKX) Co0TBETCTBYET CoOoTBETCTBYET
TomuHocTs ToGpamMuiHa (BOXKX) CooTBeTCTBYET CoOTBeTCTBYET
pH 5.6 5.0-6.0
CeanMeHTALMOHHAA YCTOHYHBOCTD 3 He menee 2 MuH
4acTHLB! Donee 25 MKM 0 YacThis He Gonee 20 yactuu - 6onee 25

MKM
yacTHIel 6onee 50 MKM 0 YacTHusl He 6onee 2 yacTill - Gonee 50
MKM

Michiel Vanclooster, noanuce
Mpon3soAcTBeHHbIN hapMaUeBT, asTOpU3oBaHHOe yNnonHOMOYEHHOe NnLo
05.10.2021 3420RU 172

Dégitally signed by Anfipove Yana
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