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

U, NOVARTIS

Telephone +32 3 8980 27 11
Fax +32 3 890 27 17

CEPTUO®UKAT AHAJIU3A

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

Jlara npouseoacTea (MANUFACTURING DATE)

01 2022

HoMmep maTepuaa 742230

Toaen ao (EXPIRY DATE) 12 2023

Koz crpansl (COUNTRY CODE) RU

HOMEP /LISl CCBIJIKH (VO REFERENCE NUMBER) 202180994

KO/ IIPOAYKTA (PRODUCT CODE) 603420

HOMEP CEPUHM (RATCH NUMBER) 22A14AA

[1aTa BLINYCKA 25-02-22
XHUMHA
Tect PesyneTar Enunniisl u3mMepeHns TpeGopanue
AL-37691 (D) 0 % OT 3aABNEHHOIO He 6onee 0.3 %
AL-37912 (D) 0 % OT 3asBNEHHOTO He Gonee 0.5 %
AL-5202 (D) 0 % OT 3asBJICHHOTO He Gonee 0.5 %
AL-5203 (D) 0 % OT 3a4BJIEHHOTO He 6onee 0.3 %
AL-5340 (D) 0 % OT 3aABJIEHHOTO He 6onee 0.5 %
AL-5447 (D) 0 % OT 3a8BJICHHOIO He 6onee 0.5 %
AL-585 (D) 0 % OT 3aABJICHHOTO He Gonee 0.5 %
Jlio6as HennenTHpuuupyemas npumech (I°) 0 % OT 3aABJIEHHOTO He 6onee 0.3 %
ben3ankoHHua XJI0pHA 102 %o OT 3aABJIEHHOTO 90 - 110% oT 3asB..
Compound P (D) 0 % OT 3aiBJCHHOrO He Gonee 0.3 %
JlekcameTazoH 100.5 % OT 3adBJIEHHOTO 95 - 108% oT 3asB1,
Jlunatpus aeTar 98.3 % OT 3aABJCHHOTO 90 - 110% oT 3a481.
Mpumecs ¢ RRT 0.74 (I') 0 % OT 3a8BJIEHHOTO He 6onee 0.3 %
HebGpamun (D) 0 % OT 3aABNEHHOTO He Gonee 1.5%
ToGpamuunn (BOKX) 1022 % OT 3aABNEHHOIO 95-110% oT 3asB.1.
O6u1ee conepsxauue npoaykTos pacnana (D+1') 0 % OT 3aABJIEHHOTO He Gonee 2.0 %
Onncanne cycneHsns CcycneH3us
1lgeT Tloutn OGenblit Ot 6enoro 10 nouTtH Genoro
TToanuHHOCTh GeHzankonus xnopuaa Teet E CooTBeTCTBYET CooTBeTCTRYET
IMoanuunocTs AekcameTtasona (BIHKX) CooTBeTcTByeT CoOTBEeTCTRYET
TIoanuunocTh IMHATpUs eTaTa (BIXKX) CoOTBETCTBYET CoOTBeTCTRYET
HoanuunocTh ToGpamuunta (BIXKX) CooTBeTCTBYET CooTpeTcTRYET
pH 56 5.0-6.0
CenMMEHTAlMOHHAA YCTOHYHBOCTE 3 MuHyTh! He meHee 2 MuH
yacTHUb! Gonee 25 MKM 3 YacTHubl He Gonee 20 uacthil - Gonee 25

MKM

31oT cepTudukaT BbiN NOANUCAH INEKTPOHHO Elisabeth Verbruggen, NpoMbiLNeHHbIM hapMaLeBToM,

YNOMHOMOYEHHBIM NnLom, 25 despans 2022 ropa v geicTeuTeneH 6es py4HoN noanucu.
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!!) NOVARTIS

Hazeauue npenapara (PRODUCT NAME)

HNata nponssoacrea (MANUFACTURING DATE)

Homep matepHaJa
Lonen no (EXPIRY DATE)

Koa crpansl (COUNTRY CODE)

HOMEP JUIA CCLIJIKH (VO REFERENCE NUMBER)

KOJAMMPOIAYKTA (PRODUCT CODE)
HOMEP CEPHUMH (BATCH NUMBER)

gaTa BEINYCKA

XHUMHA

4acThibl Gonee 50 MM

yacTHI Gonee 90 MKM

PEC)’CHEIIHHPDBE]IH&

OcMONANIBHOCTE

BsazkocTs

JIOKYMEHTAJIbHBII KOHTPOJIb

Tecm

O6beM COIEPKUMOTO YNIAKOBKH

MUKPOBHO.T0I'NA

Tecm

CTepunbHOCTL

Pesynvmam

5.091

Pezynomam

CootBeTcTBYET

CEPTU®UKAT AHAJIU3A

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

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

TOBRADEX (TOBPAJTEKC) SML<CIS

01 2022

742230

12 2023
RU
202180994
603420
22A14AA
25-02-22

YacTHitbl
YacTuupl
CekyHbl
MOcm/kr

mlla.c

Edunuuot usmepenun

Ml

Eounuusl usmepenus

He Gonee 2 yacthu - Gonee 50
MKM

0 vacTuu Gonee 90 MM

He Gonee 15 cexynn

280-340 mOcm/kr

He Gonee 15 mIla.c

Tpebosanue

Tpedosanue

CooTBeTcTBYET

370T cepTudmKaT Bbin noanucaH anekTpoHHo Elisabeth Verbruggen, npoMellwneHHsIM hapmauesTom,

ynonHomoudeHHbIM nuuom, 25 cespansa 2022 roaa n peincteuteneH 6e3 pyyHoi nognucu.
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) NOVARTIS

Novartis Technical Operations

sa Alcon-Couvreur nv

Rijksweg 14, 2870 Puurs, Belgium

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

CEPTU®UKAT CEPUN
1. HaumeHoBanue Tobpanekec ® kannu riaazHele
Kon 742230
2. CrpaHa nocTtaBkmu Poccus
3. [JeiticTBylowee BewecTeo HekcameTasoH 1 mr/mn
ToBpamuuymnd 3.0 mr/mn
4. INekapcTeeHHas ¢opma Kannu rnasHele
5. Ynakomka 5 mMn Bo ¢hnakoHe-kanensHuue «DropTainer»
6. Cepusn 22A14AA
7. [ata npousBoacrtBa 14.01.22
8. KonuuectBO 170680 yn.
9. MNpouzBogutens HAekcameTasoH: CaHodw LLinmu (PpaHuums)
ToBpamuuynh: dapmalestuueckuii 3asoa Tesa Mpaiteat
thapmaueBTUYeCKON cyBCTaHLMM
Ko.J1ta ( BeHrpus)
10. Aata npousBoacTRa CM cepTucbmkart aHanusa
11. Cpok rogHocTH CM cepTudbmkar aHanusa
12. HaumeHoBaHue npouzsoauTens Anxon-Kyspep H.B. C.A. Rijksweg 14, 2870, Puurs, Belgium
BKITHOYasA BbINYCKaOLWMUNA (Bensrus)
KOHTPOJbL KayecTsa Paspeluenue: 176
13. GMP ceptucpukar BE/GMP/2018/132
14. Pe3ynbTaTt aHanuza Cm cepTudhukar aHanusa
15. Npumeyanus HJT: TIN016323/02-150221

PY: ITN016323/02

YnakoBka U MapkupoBKa CoOTBeTCTBYET Tekylemy HI

Bbinu ucnonk3osausl cnepyiowme - YnakoBska nepsuyHas 41486/4

MaTepuanbl - MHCTpyKums 45513/8

- YnakoBka BTOpuYHan 47487/4

Hacrosumm ynocrosepsio, uro gannas HH(OPMALKA T0ANMHHA U BepHa.

Nannas cepus cospana/ mponsseena, BkmoYas YTaKOBKY H KOHTPOJIh, HA BHILIEYNIOMSAHY TOM MecTe NPOH3BO/CTRA B
COOTBETCTBHM ¢ npasunamu GMP nokansioro perynaropHoro oprana u CrCUH(pHKAIHEH PEruCTPALIMOHHOTO YA0CTOBEPEHNS
HMIOpTHpYtomeH cTpanbl. O6paboTka, ynakoBKa W ananms CEPHH COOTBETCTRYIOT Tpebosanuam GMP, [lannas cepus
C00TBETCTBYET TpeboBaHuaM cTaThi 51 EBponeiickom napnaaMenTy M aupexruBe Cosera 2001/83/EC

E. Verbruggen, noanuce

MpousBoacTBEHHLIN hapMaLeBT, YNONHOMOYEHHOE NNLo
25.02.2022



