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MoaTsepxaeHne COOTBETCTBUA BBO3UMOrO NleKapcTBEHHOrO Npenapara Tpe6oBaHuaMm,
YCTaHOBMEHHLIM NPU €70 roCYAapCTBEHHOW PerucTpaLmnm

UpentidimkaumnonHbin Homep Tosapa GTIN

Toprosoe HauMeHoBaHWE

Raxrayaaponuoa HenaveHToBAMHOE HalBaHKe
{MHH)

Texapcraennan hopma

noaﬁposna
@opma Buinycka

Homep cepun (napTum)
O6wem cepuu (naptvum)
Larta npoussogcrea
Topex Ao

Homep u pata perucrpauuoHHoro
YROCTOREPEHUA

Homep HopmaTtueHoR fokyMeHTaLUH

HaumeHnoBsarue pepxarens
PervcTPaUMOHHOTO YAOCTOREPEHUA

AQpec MeCTOHaXONABHNUA AepHaTens
PErMCTPaLUOHHOTO YA0OCTOBEPEHUA
HaumeHnosanue u anpec npoussogutens
{c yxazavuem cTagmi npouasogcTea)

20H10AD-IM-19102020

07613421035747

TPABATAH®
TpasonpacT

Kannu rnalHbie

40 mrrimn

2.5 Mn - (hnakoH-kanenbHWLb! - NAYKK KapTOHHLIE

20H10AD

78700 yn.

10.08.2020

07.2022

M N015625/01 o1 08.04.2009

N NO15625/01-030713 uam. 1-5

Hosaptuc ®apma Al', Wseituapus 3 :
Lichtstrasse 35, 4056 Basel, Switzerland

Bce cTafud, Bknioyan BeINYCKMOLWMIA KOHTPONL KavecTsa: Anxkon-Kyspep H.B. C.A.,, Benbrus
(Rijksweg 14, 2870, Puurs, Belgium)

B cooteetcTeuu ¢ TpeSosaHuaMM BenepansHoro aakona oT 28.11.2018 N 449.03 "0 BHECEHMN MIMEHEHWI B OTABNLHLIE 3BKOHONATENLHLIE aKTbI
Poccuiickon ®enepaunu no BONPOCY BBOAA B rpaxAaHckuil 0BOPOT NexapcTeEHHLIX NPenapaTos ans MBOMUMHCKOrO NpUMeHeHUs", a Taioke
PPUHAMER BO BHWMaHWe noctaxoBnewve Mpasutenscrea Paccuiickon Pepepaumn ot 26.11.2019 N 1510 *O nNopROKe BROOA B rpaMaaHCKWit
060pOT NeKapeTBEHHLIX NPENapaTOB ANR MEAULMHCKOTD NPUMEHBHWUA"

Humenoanucaswwiics npeactasutens QOO0 "Hosaptic dapma”, YrioNHOMONEHHLIH uHOCTpa
NoATeepXaaeT cooTaeTCTEUA Bmmeynasaunoﬁ Cepuu NexkapcTREHHOIO npeanapara gns Meauid
NP¥ €10 rOCYABPCTEEHHON PerveTpalmn Ha TeppuTopik Poccwiickon ®eaepaumm.

YNONHOMOYEHHbIA NpeacTaBuTens
00O "Hoaaptuc Gapma” Bapa+os A,

Wiriiansd n Gastiina
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CEPTU®OUKAT COOTBETCTBUA

MNpoaykT:
TPABATAH® kannu rnasHble
KOO NPOOYKTA: 742365

CrpaHa Ha3HayeHus:
Poccua

[OeiicTByloLlee BeWWECTRO!
Tpasonpoct 0,04 mr/mn

NexapcrBeHHas opma:
Kannu rnasHsie

Tvn ynakoBKu:
2.5 Mn B gponTeiHepe

Homep cepuu:
20H10AD

Konuuyectso:
78700 yn.

[ata npoussopcrea:
10.08.2020

MNocTaBlwuk DapmaueBTUYECKOM cybcTaHumum:
Tpasonpoct: [-p Peapu'c NaGopaTopuc Mg (EY), BenukoBputanus

Aata npoussopacTea:
Cwm. CepTtudpukar Ananusa

Cpok rogHocTH
Cm. Ceptudukar AHanusa

Ha3sBaHue 1 anpec NPoOM3BOANTENA U BEINYCKAKWETO KOHTPONA:
C.A. AnkoH Kyepep H.B., Benkrus, Rijksweg 14, 2870 Puurs
Homep nuuenauu: 176

Ceptudhnkar Ha cooTBeTcTBME GMP
BE/GMP/2018/132

PesynbTartel ananuaa
Cm. Ceptudchukar aHanusa

KommeHnTapuu k ceptudpukaty
HA: 1M N015625/01-030713 Wam. Ne1-5
PY: M N015625/01

Movartis Technlcal Operatlons
$a Alcon-Couvreur nv
Rijkeweg 14, 2870 Puurs, Belgium

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

MokasaTenu «Ynakoska» u «Mapkupoeka» NpogykTa COOTBETCTBYIOT TpeboBaHuAM ykazaHHoi HL,

Cnegaylouwme ynakoBoyHble Marepwansl GblNK MCNONB30BaHbI
- MepBuyHan ynakoeka: 42463/2

- UHeTpykuma: 64797/4

- BropuyHas ynakoska: 43108/2

Hacroswum ynocropepsto, 4o nanHas HHGOpPMALK MOLTHHHA 1 BEpHa.
HaHHaﬂ cepus co3naHa/ INpOu3BEcHA, BKIOoUYas YNAaKOBKY W KOHTpPOIJIb, Ha BBILICYTIOMAHYTOM MeCTE TNPOU3BOACTBA
B COOTBETCTBUH C npaBunamMu GMP jlokanbHOro peryastopHoro oprana u crnednpHKaLmell perucTpaloOHHOTo
YAOCTOBEPCHHUA MMIIOPTHPYIOLIEH cTpakbl. O6paboTka, ynakoBKka 1 aHAIN3 CEPUH COOTBETCTBYHOT TpeOOBAHHMAM
GMP. [lanHas cepus COOTBETCTBYET TpeGOBAHMAM CTaThH 51 Esponeiickom naprnamenty u gupektupe Corerta
2001/83/EC.

E. Vebruggen, nognuce
MpousBoAcTBEHHBIA hapMaUeBT, YNONHOMOYeHHOE nuuo
01 okTsabps 2020
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Novartis Technical Operations
sa Alcan-Couvreur ny

Rijksweg 14, 2870 Pugrs, Belgium

Talephone +32 3 530 27 11
Fax +32 38902717

CEPTU®UKAT AHATTU3A

HA3SBAHWE NPEMNAPATA (PRODUCT NAME) TRAVATAN (TPABATAH) BAK-FREE 2.5ML<CIS

OATA NPOU3BOACTBA (MANUFACTURING DATE) 08 2020

KOO NPOAYKTA 742365

FOOEH 00 (EXPIRE DATE) 07 2022

KOf CTPAHbLI (COUNTRY CODE) RU

HOMEP [NA CChINKW (VO REFERENCE NUMBER 202174839

KOO NPOLOYKTA (PRODUCT CODE) 60578C

HOMEP CEPWUM (BATCH NUMBER) 20H10AD

OATA PASMELLEHMA 01-10-2020

XUummnsa

TECT PE3YNBTAT EO. UBMEHEHUA | CNEUUOUKALUA

AL-12419(D)(RL 0.3%) 27 % QT 3anABneHHoro He Gonee 3.5%
Konu4ecrea

AL-12535(D)(RL 0.2%) 0 % OT 3asBNeHHoOro He Gonee 0.3%
KonuuecTea

AL-5848(D)(RL 0.1%) 0.1 % OT 3asiBNEHHOro He Gonee 0.2%
KonuyecTBa

BopHan kucnora (00580) 102 % OT 3asBNEHHOroO 90 - 110% oT 3aABNEHHOro KONUYECTBa
Konuyectea

MonuapoHus xnopua 105.2 % oT 3asBneHHoro 90 = 110% ©OT 2aRBNEHHOro Konu4ecTea
KonuyecTea

Ofuwee coaepxanve npoayktos | 2.8 % OT 3aABNEHHOro He Bonee 4.0%

AecTpykuum TpasonpocTa (D) KonuyecTtea

TpasonpocT 100.8 % OT 3asBnNeHHoro 95% - 105% oT 3asBNeHHOro Konu4yecTsa
Konuyecrtea

lNpozpayHocTb BelgepxuBaeT cpasHeHue HonxeH BblgepXvBaTh CPaBHEHWE C

¢ aTancHoM RSl atanoHom RS
LiseTHocTb BecuseTHbId Ot GecuseTHOro 40 CBETO-XenToro (oT
B9 go Y3)

MoanuHHOCTL GopHas kucnota CooTtBeTcTBYET CooTtBeTcTBYET

MoanuHHOCTE NoNUApoHUA CooteetcrByeT CooTteeTcTBYET

xnopwaa

MoanuHHoCTE TpasonpocTa CooTBeTcTBYET CooteetcTByeT

(ALO 6221) (TCX)

MoanuHHoCcTb Tpaeonpocra CooTtsetctByeT CooTBeTcTBYET

(YneTpa-BaXX)

MexaHudyeckue BknoUYeHNs PakTuyecku ceobogeH oT DPakTuyeckn cBoGOAEH OT YacTu,

yactuy

pH 6.8 64-7.0

OcmonsneHocTb 276 mOcCm/Kr 265 = 320 mOcm/kr

HepoacTeeHHan npumecs (1) 0 ppm He tonee 0.75 ppm

(RL 0.1 ppm) (I

HepopcTteesHas npumecs (2) 0 ppm He Bonee 0.75 ppm

(RL 0.1 ppm) (I

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

(RL 0.1 ppm) (I

HepopacreerHas npumecs (4) 0 ppm He Gonee 0.75 ppm

(RL 0.1 ppm) (1)

HepopacTeenHas npumecs (5) 0 ppm He Gonee 0.75 ppm

(RLO.1 ppm) (I

E. Vebruggen, nognuce

lNpou3BoACTBEHHbI hapMauesT, YNonHOMOYeHHOE NuLo

01 okTsbps 2020

579C RU

1/2

Kuyant
seva :
Natalya &fidi.




', NOVARTIS Novarl Toshin!Opertans
Rijksweg 14, 2870 Puurs, Belgium

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

CEPTUDUKAT AHAJTU3A
HA3BAHMWE MPEMNAPATA (PRODUCT NAME) TRAVATAN (TPABATAH) BAK-FREE 2.5ML<CIS
OATA NPOV3BOLCTBA (MANUFACTURING DATE) 08 2020
KOO NPOAYKTA 742365
FOOEH A0 (EXPIRE DATE) 07 2022
KOO CTPAHbLI (COUNTRY CODE) RU
HOMEP ANA CChITKW (VO REFERENCE NUMBER) 202174839
KO NPOOYKTA (PRODUCT CODE) 60579C
HOMEP CEPWW (BATCH NUMBER) 20H10AD
OATA PASMELEHWUA 01-10-2020
TECT PE3YNBTAT EO. NYBMEHEHUA | CNEUWDUKALUA
Benaansperna (RL 0.1 ppm)(I') 0 ppm He bonee 0.75 ppm
Mpumeck S (RL 0.1 ppm) 0 ppm He 6onee 1 ppm
Mpumecs T (RL 0.1 ppm) 0 ppm He Bonee 1 ppm
Mpumecs U (RL 0.1 ppm) 0 ppm He Bonee 1 ppm
Mpumecs X (RL 0.1 ppm) 0 ppm He Bonee 1 ppm
Mpumeck Z (RL 0.1 ppm)(I') 0 ppm He Gonee 0.75 ppm
Aapokyp 1173 (RL 0.1 ppm) 0 ppm He 6conee 0.75 ppm
Mpumecs @RRT 0.093 (RL 0.1 0 ppm He 6onee 0.75 ppm
ppm)(I')
MBP (RL 0.1 ppm)(I") 0 ppm He 6onee 0.75 ppm
MTB (RL 0.1 ppm)(I") 0 ppm He Gonee 0.75 ppm
PTAB (RL 0.1 ppm)(I") 0 ppm He Bonee 0.75 ppm
®enun dedon (RL 0.1 ppm)(I') 0 ppm He Gonee 0.75 ppm
Obuwee coaepkaHve 0 ppm He Gonee 1. 5 ppm
Hecneuud. npumecen (I' +
Hapokyp 1173)
MHUKPOBHOIOrUA
TECT PE3VYNBLTAT EO. UIBMEHEHWA | CNELUM®UKALWA
CrepunbHocTs CooTBercteyeT CooTBeTcTRYyET
HOKYMEHTAIIbHbLIA KOHTPO/b
Maenekaemeiit 06tem 2.642 M

E. Vebruggen, nognuce
MponseoACTBEHHBIN thapMaLesT, YNonHOMOYEHHOE MULO
01 oktabps 2020 579C RU 272




