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CEPTUO®UKAT AHATTU3A

HA3BAHWE NPENAPATA (PRODUCT NAME)
OATA NPON3BOACTBA (MANUFACTURING DATE)

KOO NPOAYKTA
COOEH OO (EXPIRE DATE)

KOO CTPAHbI (COUNTRY CODE
Ki P

KTA (PRODUCT CODE

HOMEP NA CCbUTKM (VO REFERENCE NUMBER)
KOO NPOAYKTA (PRODUCT CODE)

HOMEP CEPWM (BATCH NUMBER)

OATA PA3ME LLIEHWUA

AL-12419(D)(RL 0.3%)
AL-12535(D)(RL 0.2%)
AL-5848(D)(RL 0.1%)
BopHas kucnota (00580)

Monuaporus xnopug

OBLyee coaepkaHue NPOAYKTOB

AEecTpykUui TpasonpocTa (D)
TpasonpocT

MpospayHocTs
LiBeTHocTh

MoanuHHOCT BopHOM KMCNOTBI

MoANMHHOCTL NONMAPOHMS
xropuaa

MoanuHHOCTL TpaBonpocTa
(ALO 6221) (TCX)

MoanuHHoCTL TpasonpocTa
(¥YnbTpa-B3XKX)

Buaumele MexaHudeckme
BKNKOYEHUA (PD)

pH
OcmMonsanbHOCTL

HepoacTeenHas npumecs (1)
(RL 0.1 ppm) (")

HepoacTteeHHas npumecs (2)
(RL 0.1 ppm) (I

HepoacTeeHHas npumecs (3)
(RL 0.1 ppm) (I)

HepoacTeeHHas npumecs (4)
(RL 0.1 ppm) (I

HepoacTteenHan npumecs (5)
(RL 0.1 ppm) (I')

K. Verresen, noanuck

MNpousBoacTBeHHbIR hapMaLeBT, YNoNHOMOYEHHOE NULO

24 anBapA 2022
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CootseTcTBYET
CootBeTcTBYET

CooteeTcTByeT
CooTteeTcTBYET
CooTseTcTBYET
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Novartls Technical Operations
$a Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

Talaphone +32 3 830 27 11
Fax +32 3 880 27 17

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

09 2021
742387

08 2023
RU

202181124

60579C
21106EJ
-01-2

EQ. usMenenus

% OT 3anBNEHHOrO
KOnu4yecTBa

% OT 3asABNEHHOr0
KonuyecTea

% OT 3anABNEHHOro
KonuyecTea

% OT 3asBNEHHOTO
KonwuyecTea

% OT 3anBneHHOro
KONUYecTea

% OT 3anABNeHHoro
Konuyectea

% OT 3a8BNEHHOro
KonuyecTea

MOCM/Kr
ppm

ppm
ppm
ppm

ppm

Crneyudbukayus
He Gonee 4.0%

He Gonee 0.6%

He Bonee 1.5%

90 — 110% oT 3asBnNeHHoro

90 — 110% ot 3asBneHHoro

He Gonee 6.0%

90% - 110% oT 3asBneHHoro
[onxeH BbigepKuBaThL CpaBHEHWE ¢

aTanoHom RSI|

Ot GecuBeTHOro A0 CBETNO-KENTOro (OT
B9 no Y3)

CooteeTcTBYET
CooTeeTcTBYET

CooTBeTcTBYET
CooTBeTcTBYET
CootBetcTeue b PP, GPM

64-70
260 — 330 MOcm/kr
He Gonee 2 ppm

He Gonee 2 ppm
He Gonee 2 ppm
He Bonee 2 ppm

He Gonee 2 ppm
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Novartls Technical Operations

(’,} N OVA RT I S sa Aleon-Couvreur nv

Rijksweag 14, 2870 Puurs, Belgium

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

CEPTU®UKAT AHANN3A

HA3BAHUE NPENAPATA (PRODUCT NAME TRAVATAN (TPABATAH) BAK-FREE 3X2.5ML<CIS
OATA NPOU3BONCTBA (MANUFACTURING DATE) 09 2021
KOO NPOOYKTA 742387
FOOEH 00 (EXPIRE DATE) 08 2023
KOO CTPAHbLI (COUNTRY CODE) RU
HOMEP ANA CChINKK (V FERENCE NUMBE| 202181126
KOO NPOAYKTA (PRODUCT CODE) 60579C
HOMEP CEPWM (BATCH NUMBER) 21106EJ
OATA PASMELLEHUA 24-01-2022
XHUMHA
Tecm Pesynemam EQ. uameHeHus Cneyudhukayus
Bensansaerna (RL 0.1 ppm)(l) 0 ppm He 6onee 2 ppm
Mpumecs S (RL 0.1 ppm) 0 ppm He Gonee 3 ppm
MNpumecs T (RL 0.1 ppm) 0 ppm He Gonee 3 ppm
Mpumece U (RL 0.1 ppm) 0 ppm He Gonee 3 ppm
Mpumeckb X (RL 0.1 ppm) 0 ppm He 6onee 3 ppm
Mpumecsk Z (RL 0.1 ppm)(I’) 0 ppm He 6onee 2 ppm
Dapokyp 1173 (RL 0.1 ppm) 0 ppm He Gonee 2 ppm
Mpumecs @RRT 0.093 (RL 0.1 0 ppm He Gonee 2 ppm
ppm)(I')
MBP (RL 0.1 ppm)(I") 0 ppm He bonee 2 ppm
MTB (RL 0.1 ppm)(I') 0 ppm He Gonee 2 ppm
PTAP (RL 0.1 ppm)(I") 0 ppm He Gonee 2 ppm
®enun ceHon (RL 0.1 ppm)(I) 0 ppm He 6onee 2 ppm
Obwwee coaepkaHue Hecneuud. 0 ppm He 6onee 6 ppm
npumecen (I' + Napokyp 1173)

| AOKYMEHTANBHBIN KOHTPOIB |
Tecm Peszynumam EQ. usmeHeHus Cneyugukayus
WaBnekaemslit o6bem 2.641 Mn

| MukPoBMOROrUS |
Tecm Pesynsmam EQ. usmenerusn Crneyudburkayus
CTepunbHOCTL CooTBeTCTBYET CootBetcTByeT

K. Verresen, noanuce
MNponsBoACTBEHHbIN thapmauesT, YNonHOMoYeHHoe niuyo
24 anBapA 2022
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CEPTU®UKAT COOTBETCTBUA

MpoaykT:
TPABATAH® kannw rnasHsle
KOO NPOAYKTA: 742387

CrtpaHa Ha3HayeHus:
Poccun

AeicTBylowee BewecTBoO:
TpasonpocT 0,04 mr/mMn

NexapcreenHan ¢opma:
Kannu rnasHeie

Twun ynakoeku:
3x2.5 mn B aponTeiiHepe

Howmep cepunu:
21106EJ

HAata npoussoacraa:
06.09.2021

Konuuecrso:
213120 yn.

MocraBwmk dapmauesTUyecKon cyGcTaHumm:
TpasonpocT: O-p Peaaun’c Nabopatopuc fitg (EU), BenukoGputaHus

Oarta nponaeopacTea:
Cm. CepTtuchmkat AHanmaa

Cpok rogHocTn
Cm. CeptudmkaTt AHanmaa

Ha3zeaHue n anpec npoussoauTens u BeINyckaowero KOHTpons:
C.A. AnkoH Kyspep H.B., Benbrus, Rijksweg 14, 2870 Puurs
Homep nuueHsum: 176

CepTtudmkar Ha cooTeeTcTBMe GMP
BE/GMP/2018/132

PesynbTaTthkl aHanusa
Cwm, CepTudbukat aHanuaa

KommeHTapum k cepTudimkary
HAO: M N015625/01-020221
PY: N N015625/01

Novartis Technical QOperations
sa Alcon-Couvreur ny
Rilksweg 14, 2870 Puurs, Belglum

Telephone +32 3 850 27 11
Fax +32 3 800 27 17

Mokasatenn «Ynakoska» u «Mapkuposkay NPOAYKTa COOTBETCTBYIOT TpEGOBaHMAM ykazaHHon H.

Cneayiowme ynakoBo4Hble MaTepuansl 6N MCnonbaosaHs!
- MapkupoBka: 42463/3

- MHcTpykuma: 64797/5

- ¥YnakoBka: 48856/3

- MakeTuk: 30819/3

Hactoammm ynocrosepsio, 4to nannas HHPOpPMALHS NOTMHEA U BepHa.
Hlannas cepun cosnana/ npoussesiena, BKIIOYAs YIAKOBKY W KOHTPO/b, Ha BBILIIEYIOMAHY TOM MECTE [POU3BO/ICTBA
B COOTBETCTBHHM ¢ npasuiaMi GMP nokankHOro peryasTopHoro oprasa u cneunuxauneii PErucTPalMOHHOTO
YAOCTOBEPEHHA MMMOPTHPYIOLLeH cTpanbl. OGpaGoTka, ynakoBka H aHATIH3 CEPUM COOTBETCTRYHOT TpeOoBaHUAM

GMP. [lannas cepus cooTeTcTByeT TpeGoBaHMAM cTaThk 51 EB

2001/83/EC.

K. Verresen, nognuce
lMpon3BoacTBEHHDI hapMaLEesT, YNONHOMOYEHHOE NN
24 sHBapsa 2022

pOIneHCKOM napnameHTy H aupektnee CoBeTa



