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CEPTU®PUKAT AHAJTTU3A
Certificate of analyses

Haspanue npenapara (PRODUCT NAME) TOBREX (Tobpekc) SML<CIS
Jara npon3oacTea (MANUFACTURING DATE) 012022
Homep maTepuana 742126
I'ogen 10 (EXPIRY DATE) 12-2024
Kox crpanbl (COUNTRY CODE) RU
HOMEP JUISI CCBLJIKU (VO REFERENCE NUMBER) 202180958
KOAITPOAYKTA (PRODUCT CODE) 60292F
HOMEP CEPUM (BATCH NUMBER) 22A31EE
Jara Bpimycka 12-04-2022
XUMUA
Tecm Pezynvmam Eounuuwt Tpebosanus
benzankonus xjgopun 99,4 % OT 3asIBJICHHOTO 90-120 % oT 3asgBIEHHOIO
coiepKaHUs colepKaHus
Heb6pammun (D) 0 % OT 3asBICHHOTO He 6onee 2% ot 3asBIIeHHOTO
coiepKaHUs colepKaHUs
To6pamurmma BOXKX 101,3 % OT 3asBIICHHOTO 90-120 % oT 3assBICHHOTO
COJICpIKAHHUS COJICPIKAHHUS
IIpo3paunocTsb IIpo3paunsiii BriaepxuBaeT cpaBHEHUE C
stanonom I (LE RSI)
LserHOCTH (PD) BecupeTHbIit He npesbitaer stanon Y5
TloqmMHHOCTE OEH3ATIKOHUS CooTBeTCcTBYET CoOTBETCTBYET
xnopuga Tect E
TToamuHHOCTD TOOpaMUITTHA CooTBeTCTBYET COOTBETCTBYET
TCX
Mexannyeckre BKIFOYEHUS CooTBeTCTBYET B cooTBercTBHM C
(PD) tpedoBanusmu ['® PO, GPM
pH 7,5 7,0-8,0
OCMOJISIILHOCTD 284 MOcM/Kr 260-325 mOcm/kr

JIOKYMEHTAJIbHBIH KOHTPOJIb

Tecm Pezyromam Edunuuwl Tpebosanus
O0BeEM COIEePIKUMOTO 5,093 MJI

YIIAKOBKH

MHKPOBHOJIOTHA

Tecm Pezyromam Edunuuwt Tpebosanus
CrepuibHOCTh CootBeTcTBYET COOTBETCTBYET

Michiel Vanclooster,
IIpown3BoACTBEHHBIN (DapMaIeBT, YIIOJTHOMOYEHHOE JIUIIO
12 ampens 2022 292 FRU
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Novartis Technical Operations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

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

CEPTUDOUKAT CEPUN

MpoAaykTr

CTtpaHa noctaBKku

OencTBylowee BelwecTBo/ O3MPOBKa
JlekapcTBeHHas chopma

YnakoBka

Cepusn

DaTa npousBoacTBa

KonuuectBoO

MpounssopguTennb hapmaLeBTUYECKON
cybcTaHuumn

DaTa npousBoacTea

Cpok rogHocTH

HanmeHoBaHue, agpec n Homep
pas3peLueHus Nnpou3BoauUTenNs,
BKJ1OYas BbIMYCKaKLWWUIA KOHTPONb
KayecTBa

GMP ceptnucukart

Pe3yanaT aHanusa

MpumeyvaHusn

Tobrex ®(Tobpekc®) Eye Drops (kammm riasnbie) Kox 742126

Poccus

TobpamuumH 0,3 %

Kannu rnasHbie

5 mn BO hriakoHe-KanernbHuue

22A31EE

31.01.2022

277 590 yn.

TobpamnumH: TeBa ®apmacktoTvkan Bopke MpaieaT Jlumnteq,
KomnaHu (BeHrpus)

Cwm cepTudukat aHanmsa

CM cepTudmkat aHanusa

C.A. AnkoH-Kyepep H.B. Rijksweg 14, 2870, Puurs, Belgium,
Bernbrua

Homep paspeluerus: 176

BE/GMP/2018/132
BE/GMP/2021/065

Cwm cepTudmkat aHanmsa

HA M N014702/01-240321

PY M N014702/01

YnakoBKa u MapKMpoBKa COOTBETCTBYeT TeKyLliemMy HO

Bbinn ncnonb3oBaHbI cnegywowme

MaTepuanbi

- YnakoBka nepsuyHas 41687/3
- MHcTpykums 45829/5

- YnakoBka BTopuyHasn 47936/4

Hacrosimum ynocToBepsito, 9To JaHHAsk HHGOPManus MOAIMHHA U BEPHA.

JlanHas cepus co3naHa/ IPOU3BENEHA, BKIIOYas YIAKOBKY M KOHTPOJIb, Ha BHIICYTIOMSHYTOM MECTE IIPOM3BO/ICTBA B
cooTtBeTcTBUH ¢ paBmwiamMu GMP JT0KaIbHOTO PEryIsITOPHOTO OpraHa U crelu(UKaieil perucTpaioHHOT0 YI0CTOBEPEHHS
uMIoptupyomei crpansl. O6paboTka, yrakoBKa ¥ aHAIN3 CEPUH COOTBETCTBYIOT TpeboBannsiM GMP. [lannas cepus
COOTBETCTBYET TpeboBanusaM craThu 51 EBporneiickom nmapnamenty u aupekruse Cosera 2001/83/EC.

M. Vanclooster, nognucb
Mpon3BoACTBEHHbIN hapMaLeBT, YNOTHOMOYEHHOE NULLO

12.04.2022
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