!, NOVARTIS

CEPTU®UKAT AHAJTTU3A

HA3BAHWE NPETNAPATA (PRODUCT NAME)

Novartis Technical Operations
&a Aleon-Couvreur nv
Rijkswag 14, 2870 Puurs, Belgium

Telephone +32 3 850 27 11
Fax +32 38802717

TRAVATAN (TPABATAH) BAK-FREE 3X2.5ML<CIS

OATA NPOU3BOOCTBA (MANUFACTURING DATE) 10-02-2020

KOO NPOAYKTA 742387

FOAEH A0 (EXPIRE DATE) 10-02-2022

KO CTPAHbI (COUNTRY CODE) RU

HOMEP ONA CCbINKW (VO REFERENCE NUMBER 202107373

KOO NPOAYKTA (PRODUCT CODE) 60579C

HOMEP CEPWUN (BATCH NUMBER 20B10AJ

OATA PASMELEHWA 26-03-2020

XUMUS

TECT PE3YNLTAT EQ. UIBMEHEHWA | CNEUVMOUKALINA

AL-12419(D)(RL 0.3%) 2.8 % OT 3aABNEHHOro He Gonee 3.5%
Konu4yectea

AL-12535(D)(RL 0.2%) 0 % OT 3anABNeHHOro He Gonee 0.3%
KONU4yecTBa

AL-5848(D)(RL 0.1%) 0 % OT 3aABNEHHOro He Gonee 0.2%
KonuuyecTea

Bopxas kucnoTa (00580) 99.8 % OT 3as8BNEHHOrO 90 — 110% oT 3asBNEHHOro Konu4ecTsa
Konu4yecTea

MonuapoHus xnopua 99.2 % OT 3as8BNEHHOr0 90 - 110% OT 3asBNEHHOrO KONWYeCTBa
KonudecTea

Obuiee coaepxaHWe NPOAYKTOB | 3 % OT 3aRBMNEHHOro He Bonee 4.0%

AEecTpyKUUM TPaBonpocTa KonuyecTea

TpaBonpocT (KoNUYECTBEHHOE 100 % OT 3asBNEHHOro 95% - 105% OT 3a8BNEHHOro Konu4yecTea

onpeaeneHue) Konu4ecTea
MpospayHocTb BbloepxuBaeT cpaBHeHUe [omkeH BblAEPXUBaTb CPaBHEHWE C
C aTanoHom aTanoHom

LiBeTHOCTb B9 Okpacka pacTsopa He f0MmkHa
npesbIWaTh 3TanoH UBeTHocTU (0T BY po
Y3)

MoanvHHoOCTL BopHas kucnoTa CooTBeTcTeyeT [onxHa cooTBeTCTBOBATDL
creunthurkaumm

MoAnWHHOCTE NONWAPOHWS CooTBeTcTeyeT [omxHa cooTBETCTBOBATL

xnopuaa cneuvukaumm

MognWHHOCTL TpasonpocTa CootBetcTayeT [omxHa cooTBeTCTBOBATL

(ALO 6221) (TCX) cneunduKauum

MoanukHocTe TpaeonpocTa CooTseTcTByET [omxHa cooTBETCTBOBATL

(YneTpa-BIXX) cneungurkaumm

MexaHu4eckue BKNYeHuA HeT BManMBbIX YacTuy He AomkHO 6bITb BUAMMBIX HacTUL

pH 6.7 6.4—7.0

QcmonanbHOCTL 280 MOcm/Kr 265 — 320 mOcm/kr

HepoacTeeHHas npuMecs (1) 0 ppm He Bonee 0.75 ppm

(RL 0.1 ppm) (I')

HepoacTeeHHas npumecs (2) 0 ppm He Gonee 0.75 ppm

(RL 0.1 ppm) (I')

HepoacTeenHas npumecs (3) 0 ppm He 6onee 0.75 ppm

(RL 0.1 ppm) (1)

HepopacTeeHHas npumecs (4) 0 ppm He 6onee 0.75 ppm

(RLO.1 ppm) (I

HepoacTeeHHas npumecs (5) 0 ppm He 6onee 0.75 ppm

(RLO.1 ppm) (I')

E. Verbruggen

MpoMbilLNeHHbIR hapMmayesT, YNoNHOMOUYEHHOE NKULO

26 mapTa 2020
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' . e Novartls Technical Operations
% N OVA RT I S sa Alcon-Couvreur ny
: Rijkeweg 14, 2870 Puurs, Belglum

Telephone +32 3 890 27 11
Fax +32 3 800 27 17

CEPTUDOUKAT AHAJTU3A
HA3BAHWE NPENAPATA (PRODUCT NAME) TRAVATAN (TPABATAH) BAK-FREE 3X2.5ML<CIS
OATA NMPOWU3BONCTBA (MANUFACTURING DATE) 10-02-2020
KOO NPOOYKTA 742387
COOEH 00 (EXPIRE DATE) 10-02-2022
KO CTPAHLI (COUNTRY CODE) RU
HOMEP ONA CChITKU (VO REFERENCE NUMBER) 202107373
KOO NPOOYKTA (PRODUCT CODE) 60579C
HOMEP CEPWUW (BATCH NUMBER) 20B10AJ
OATA PASMELEHWA 26-03-2020
TECT PE3YNLTAT EO. ABMEHEHUA | CNEUUMDUKALUA
Benzansgerng (RL 0.1 ppm)(I") 0 ppm He Bonee 0.75 ppm
Mpumecs S (RL 0.1 ppm) 0 ppm He 6onee 1 ppm
Mpumece T (RL 0.1 ppm) 0 ppm He Gonee 1 ppm
Mpumecs U (RL 0.1 ppm) 0 ppm He Gonee 1 ppm
Mpumece X (RL 0.1 ppm) 0 ppm He Gonee 1 ppm
Mpumece Z (RL 0.1 ppm)(I") 0 ppm He Gonee 0.75 ppm
Aapokyp 1173 (RL 0.1 ppm) 0 ppm He 6onee 0.75 ppm
Mpumece @RRT 0.093 (RL 0.1 0 ppm He Bonee 0.75 ppm
ppm)(I')
MBP (RL 0.1 ppm)(I") 0 ppm He Gonee 0.75 ppm
MTB (RL 0.1 ppm)(I") 0 ppm He Banee 0.75 ppm
PTAB (RL 0.1 ppm)(I") 0 ppm He Gonee 0.75 ppm
®eHun deHon (RL 0.1 ppm)(I) 0 ppm He Gonee 0.75 ppm
O6ulee cogepxanue npumecerd | 0 ppm He Gonee 1. 5 ppm
6e3 nHavBMAYanbHbIX HOPM
MHUKPOEHOINOrHUs
TECT PE3YNbTAT EO. \SMEHEHMA | CNEUWPUKALIMA
CTepwnbHocTb CoorteeTcTByeET CootseTcTByeT
HAOKYMEHTAbHLIA KOHTPOJIb
M3Bnekaemblin 06bem 2.598 Mn

E. Verbruggen
MpoMbilLNeHHbIR hapMaueBT, YnonHOMoYeHHoe uuo
26 mapTa 2020
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CEPTU®UKAT COOTBETCTBMUA

Mpoaykr:
TPABATAH® kannu rnasHble
KOO NPOOYKTA: 742387

CrpaHa HasHa4yeHus:
Poccua

[eicTByloWee BeWeCTBO:
TpasonpocT 0,04 mr/mMn

INekapcreeHHas dopma:
Kannu rnasHsle

Tun ynakoBku:
3x2.5 mn B AponTeiHepe

Homep cepum:
20B10AJ

Konuyecreo:
41778 yn.

MNocraswuk dapmaueBTUYECKON cyBcTaHLMK:
TpasonpocT: [I-p Peaau'c NaBopartopuc Mg (EY), BenukoBpuTaHus

[ara npoussBoacTea:
Cm. CepTudukaT AHanumaa

Cpok rogHocTH
Cwm, Ceptudbmkar Ananuaa

HaszBsaHue v agpec Npou3BOAMTENA U BbINYCKAKLWEro KOHTPONA:
C.A. AnkoH Kyspep H.B., Benbrus, Rijksweg 14, 2870 Puurs
Homep nuueHsmm: 176

Ceptudiukat Ha cooTBeTcTBUEe GMP
BE/GMP/2018/132

Pe3yneTaTbl aHanuaa
Cm. CepTudukaTt aHanusa

KommeHTapuu k ceptuchukary
HA: M N015625/01-030713 U3m. Ne1-3
PY: M N015625/01

Novartis Technical Operations
s Alcon-Couvreur nv
Rijkswag 14, 2870 Puurs, Belglum

Talephone +32 3 890 27 11
Fax +32 3 B8O 27 17

lMokasatenu «Ynakoska» u «MapkupoBKka» NPoAYKTa COOTBETCTBYIT TpeboBaHMaAM ykasanHoi HI.

Cnepyouine ynakoso4Hble Marepuarnsl Bbiny MCNonb3osaHsl
- MNepBu4Has ynakoeka: 42463/2

- UHCTpykums: 64797/4

- BtopuyHas ynakoska: 48856/2

HacToswum yaocToBepsio, YTO AaHHas MHOpMauWs NOANUMHHA W BepHa. [laHHas cepus cosgaHa/ npou3BeneHa,
BKIIOYAs yNakoBKY W KOHTPOME, Ha BbILLEYNOMSAHYTOM MECTe NpoW3BOACTBA B COOTBETCTBMWM C npaeunamu GMP
NokankHOro perynaTopHoro opraHa u cneyngukaumnen perucTpaumoHHoro yaoCTOBEPEHUS MMNOPTURYIOLLEHA CTPaHSbI.
Mpouecc, ynakoBka 1 aHanua cepuv CoOTBETCTBYIOT TpeBosaHnaM GMP.

K. Verresen
MpomeIlneHHbIR hapmayesT, YNonHoOMoYeHHoe NULo
15 anpens 2020



