Antipova
Yana

), NOVARTIS

Haspanue npenapata (PRODUCT NAME)

CEPTU®UKAT AHAJIU3A

Certificate of analyses

Reas A npo
Date: 2022.02.22 12:35:23 +0300'

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

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

TOBREX (Toopekc) SML<CIS

[Jata npon3Boactea (MANUFACTURING DATE) 12 2021
Homep maTepuana 742126
Lonen 1o (EXPIRY DATE) 11-2024
Kox crpanbl (COUNTRY CODE) RU
HOMEP JUIA CCBUIKH (VO REFERENCE NUMBER) 202264387
KOJ INPOAYKTA (PRODUCT CODE) 60292F
HOMEP CEPUH (BATCH NUMBER) 21L02CA
JaTa BpImycka 10-02-2022
XumuAa
Tecm Pesyrvmam Eounuuyut Tpebosanus
benzankonus xjgopun 100.4 % OT 3asIBJICHHOTO 90-120 % oT 3asgBIEHHOIO
COIlepIKaHUS COIlepKaHUS
Heb6pammun (D) 0 % OT 3asBICHHOTO He 6omnee 2% ot 3asBIIeHHOTO
COIIepIKaHUS COIlepIKaHUS
Tobpamurma BOXKX 102 % OT 3asBICHHOTO 90-120 % oT 3asiBICHHOTO
COJICpIKAHHUS COJICPIKAHHUS
IIpo3paunocTs IIpo3paunsrit BeinepxuBaeT cpaBHEHHE C
stanoHom I (LE RSI)
I[BetHoCcTH (PD) He npessimaer He npesslmaer stanon Y5
9TanoH Y5
TToamuHHOCTD OEH3ATKOHHS CooTBeTCTBYET COOTBETCTBYET
xjopuna Tect E
TToammHaHOCTD TOOpaMUITTHA CooTBeTCTBYET COOTBETCTBYET
TCX
MexaHnueckne BKIIOYCHHS CooTBeTCcTBYET B cooTBercTBUM ©
(PD) tpeboBanusmu ['® PO, GPM
pH 7,5 7,0-8,0
OcMOJISIIIBHOCTD 283 MOCM/Kr 260-325 MOcm/kr
JIOKYMEHTAJIbHBIH KOHTPO.Ib
Tecm Pesynomam Eounuuyul Tpebdosanusn
O0BeEM COEePIKUMOTO 5,104 M
YHaKOBKH
MHUKPOBHOJIOTHA
Tecm Pesynomam Eounuuypl Tpebdosanusn
CrepuiibHOCTh CootBeTcTByET COOTBETCTBYET

[Jannelit ceprudukar noanucan anekrporno Elisabeth Verbruggen, ITpousBoacTeennsiii papmariesr,

ynosHoMoueHHoe Juio 10 despans 2022 sBnsercs: BanuaHbIM 0€3 OAIICH
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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

CEPTUDUKAT CEPUN

MpoAaykr

CTtpaHa nocraBku

OencTBylolee BewecTBo/ 4O3MPOBKaA
JlekapcTBeHHasa dopma

YnakoBka

Cepusn

Data npousBoacTBa

KonuuectBO

MpounssopguTenb dapmaueBTUYECKOMN
cy6cTaHuun

[aTa npousBoacTBa

CpoK rogHoCTH

HanmeHoBaHue, agpec n Homep
pas3peLueHus Nnpou3BoauUTenNs,
BKJ1OYas BbINyCKalOLWMUNA KOHTPONb
KauyecTBa

GMP ceptudukar

PesynbTaT aHanu3sa

MpumeyvaHun

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

Poccus

TobpamuumH 0,3 %

Kannu rnasHbie

5 mn BO hriakoHe-KanernbHuue

21L02CA

02.12.2021

282600 yn.

TobpamuumH: TeBa PapmacktoTvkan Bopke MpaieaT Jlumnteq,
KomnaHu (BeHrpus)

Cwm cepTudukat aHanmsa

CM cepTudmkat aHanusa

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

Homep paspeluerus: 176

BE/GMP/2018/132

CM cepTudmkat aHanusa

HO M N014702/01-240321

PY M N014702/01

YnakoBKa U MapKupoBKa COOTBeTCTBYeT Tekywwemy HQ

Bbinn ncnonb3oBaHbI cnegywouwue

MaTepuanbl

- YnakoBka nepsuyHas 41687/3
- WHcTpykuma 45829/5

- YnakoBka BTopuyHasn 47936/4

Hacrosium yocToBepsto, 4To AaHHas MH(OpMaLys IOJJIMHHA U BEpHA.

JlaHHas cepus co3faHa/ MPOU3BENEHA, BKIOUas YIAKOBKY H KOHTPOIIb, Ha BBIIIEYTOMSIHYTOM MECTE MPOU3BOACTBA B
cooTBeTcTBUH C npaBmwiaMu GMP J0KaIbHOTO PEryIsITOPHOTO OpraHa U creruuKanieil perucTpaioHHOT0 YI0CTOBEPEHHS
umIopTupyromeit crpansl. O6paboTka, yrakoBKa ¥ aHAIN3 CEPUH COOTBETCTBYIOT TpeboBanussM GMP. [lannas cepus
COOTBETCTBYeT TpeboBaHmsM cTaThu 51 EBporeiickom mapramenty n qupekruse Cosera 2001/83/EC.

E. Verbruggen , nognuce
MponssBoAcCTBEHHbIN (hapmaueBT, yNOMHOMOYEHHOE NLO

10.02.2022
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