') NOVARTIS

Novartis Technical Operations
sa Alcon-Couvreur nv

Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 830 27 11
Fax +32 3 B9D 27 17

CEPTUOUKAT AHATTU3A
HA3BAHWE NMPEMAPATA (PRODUCT NAME) TRAVATAN (TPABATAH) BAK-FREE 3X2.5ML<CIS
OATA NPOU3BOACTBA (MANUFACTURING DATE) 04 2021
KOO MPOOYKTA 742387
FOOEH 00 (EXPIRE DATE) 03 2023
KOO CTPAHbI (COUNTRY CODE) RU
HOMEP OANA CCbINKKW (VO REFERENCE NUMBER) 202181122
KOO NPOOYKTA (PRODUCT CODE) 60579C
HOMEP CEPUU (BATCH NUMBER) 21D08SAF
OATA PASMELULEHWA 08-06-2021
XUMHUA
TECT PE3YNbTAT EQ. UIBAMEHEHWA | CNREUM®UKALUWA
AL-12419(D)(RL 0.3%) 2.9 % ©T 3asBneHHoro He Bonee 4.0%
KonuuyecTea
AL-12535(D)(RL 0.2%) 0 % OT 3anABneHHoro He Bonee 0.6%
Konu4ecTBa
AL-5848(D)(RL 0.1%) 0.13 % OT 3asiBNEHHOro He Gonee 1.5%
KonudyecTea
BopHas kucnota (00580) 100 % OT 3asBNEHHOro 90 = 110% oT 3aABNEHHOrO
Konu4ecTea
MNonuapoHus Xnopua 92.7 % OT 3asBNEHHOro 90 — 110% oT 3asBNeHHoro
KonudecTea
Obuwee coaepxaHue npoaykto | 3.03 % OT 3asBNEHHOTO He 6onee 6.0%
AecTpykuun TpasonpocTa (D) konudyecTea
TpasonpocTt 100.3 % OT 3asBNEHHOIO 90% - 110% oT 3asaBnNeHHOro
Konu4yecTea
MpoapayHocTs BblaepxuBaeT cpasHeHune [omxeH BbIgEPXWBaTL CPaBHEHUE C

¢ atanoHom RS

agranoHom RSII

(RL 0.1 ppm) (I")

LiseTHOCTb BecuBeTHbIi OT BecuBeTHOro A0 CBETNO-XeNTore (oT
B9 ao Y3)

MoanuHKocTe GopHoW knenotel | CooTeeTcTBYET CooteetcTByeT

MoANUMHHOCTE NONWAPOHUS CooTeeTCTBYET CooteeTtcTByeT

xnopuaa

MoanNMHHOCTE TpaeonpocTa CooTBeTcTBYET CooTBeTcTByeT

(ALO 6221) (TCX)

MoANMHHOCTE TPaBONPOCTa CooTBeTCTBYET CooteetcTByeT

(YneTpa-BIXX)

Buavmble mexanuyeckue CooTseTcTBYET Cootgetctaue Mo PO, GPM

BKNKYeHus (Pd)

pH 6.8 6.4-7.0

OcmonsaneHOCTE 277 MOCM/Kr 260 - 330 mOcm/kr

HepoacTeeHHas npumecs (1) 0 ppm He Bonee 2 ppm

(RL 0.1 ppm) (I')

HepoacTBeHHas npumecs (2) 0 ppm He bonee 2 ppm

(RL 0.1 ppm) (I

HepoacTBeHHas npumecs (3) 0 ppm He Bonee 2 ppm

(RL 0.1 ppm) (I")

HepoacTBEHHaA npuMect (4) 0 ppm He Gonee 2 ppm

(RL 0.1 ppm) (I")

HepoacTBeHHas npumecs (5) 0 ppm He Gonee 2 ppm

HacToautim ynocTosepato, 4To AaHnaa nadopMaLms noTHHHA # BEpHa

ﬂﬂHHﬂH cepus co3aana/ TIPOH3BEACHA, BKIOYAA YMAKOBKY H KOHTPO/Ib, HA BBIILUEYTNIOMAHYTOM MECTE MPOH3IBOACTBA B COOTBETCTBHH C INPaBHIAMH GMP nokansHoro
PEryJATOPHOrO Oprana  cneuuipukauueii perucTPaHOHHOrO YA0CTOBEPEHHA HMITOPTHPYIOILRH cTpanbl, OOpaboTka, yNakoBKa H AHATTH3 CEPHH COOTBETCTBYIOT
tpeGopanusm GMP. [lannan cepus cootetcTyet TpefioBannam ctatsn 51 Eponeiickom napnamenty u anpektuse Cosera 2001/83/EC

K. Verresen, noanvce
MNpouaBoacTBeHHbIR hapMauesT, YNONHOMOYEHHOe NULo
08 vroHa 2021 579C RU
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') NOVARTIS

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

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

CEPTUD®UKAT AHAJTU3A

HA3BAHWE MPEMAPATA (PRODUCT NAME)

OATA NMPOU3BOACTBA (MANUFACTURING DATE)

KOO NPOAOYKTA

FOAEH 10 (EXPIRE DATE
KO[ CTPAHbI (COUNTRY CODE)

HOMEP ANA CCbINKW (VO REFERENCE NUMBER)

KOO NPOAYKTA (PRODUCT CODE)
HOMEP CEPWW (BATCH NUMBER)
OATA PASMELUIEHWA

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

04 2021
742387

03 2023
RU
202181122
60579C
21D08AF
08-06-2021

TECT PE3YNbTAT EO. UIBMEHEHUA | CNEUWOUKALIUA
BeHsanbaerug (RL 0.1 ppm)(l) 0 ppm He Gonee 2 ppm
Mpumecst S (RL 0.1 ppm) 0 ppm He 6onee 3 ppm
Mpumece T (RL 0.1 ppm) 0 ppm He Gonee 3 ppm
Mpumecs U (RL 0.1 ppm) 0 ppm He 6onee 3 ppm
Mpumeck X (RL 0.1 ppm) 0 ppm He 6onee 3 ppm
Mpumeck Z (RL 0.1 ppm)(I') 0 ppm He bonee 2 ppm
Dapokyp 1173 (RL 0.1 ppm) 0 ppm He Gonee 2 ppm
Mpumece @RRT 0.093 (RL 0.1 0 ppm He Bonee 2 ppm
ppm)(l’)

MBP (RL 0.1 ppm)(I) 0 ppm He 6onee 2 ppm
MTB (RL 0.1 ppm)(I') 0 ppm He Gonee 2 ppm
PTAP (RL 0.1 ppm)(I') 0 ppm He 6onee 2 ppm
®enun cedon (RL 0.1 ppm)(I') 0 ppm He bonee 2 ppm
Obuwee copepxarue 0 ppm He Bbonee 6 ppm
Hecneuwnd. npumecen (I' +

Oapokyp 1173)

MWKPOBHOINOrNsA

TECT PE3YNbLTAT EO. UBMEHEHWA | CNEUM®UKALUA
CTtepunbHOCTb CooTeeTcTBYET CooTBeTcTayeT

HAOKYMEHTATbHbIA KOHTPO/1b

3Bnekaemblii 06BbEM

2.638

Mmn

HacToawwmy yA0CTOBEPAIO, UTO JaHHas HHOPMAL NOLIHHHA W BEpHA

JlaHas cepua co3nana/ MPOHIBEIEHA, BIIIOYAA YNAKOBKY H KOHTPO/L, HA BLILICY TOMAHYTOM MECTE NIPOHIBOACTEA B COOTBETCTBHK ¢ npasHiami GMP okansHora
PEry/STOPHOTO Oprana v eneunhHKaLmeil perucTPALHOHHOTD YAOCTOBEPEHHA HMIOPTHPYIOLWLEH cTpatbl. OGpalfoTka, yNakosKa H AHATH3 CEPHH COOTBETCTBYIOT
Tpefopannam GMP. [lannas cepua cootsetcTayet Tpefiosannam cratei 51 Epponeiickom napaamenty u anpextupe Cosera 2001/83/EC.

K. Verresen, nognvce

Mpou3BoACTEEHHbLIR hapMaLuesT, YNOMTHOMOYEHHOE NUUo

08 nioHa 2021
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CEPTU®UKAT COOTBETCTBUA

MpoaykT:
TPABATAH® kannu rnasHbie
KOO NPOOYKTA: 742387

C'rpaHa Ha3Ha4YeHWA:
Poccus

fencTeyrouwee BelWeCTBO:
TpasonpocT 0,04 mr/imn

IlekapcTBeHHan hopma:
Kannu rnasHele

Tun ynakoBku:
3x2.5 mn B AponTeiHepe

Homep cepuu:
21DO08BAF

[arta npouaBoacTea:
08.04.2021

KonuyectBo:
12228 yn.

MocTaBwuK PapmMaueBTUHECKON CyOCTaHLUUN:
TpasonpocT: A-p Peaawn'c NaGopatopuc Nta (EY), BenukoBputaHua

Oata npoussoAacTBa:
Cm. CepTtuchukaT AHanusa

Cpok rogHocTH
Cm. CeptudhukaT AHanusa

HaseaHue u agpec npousBoAUTENSs U BbINYCKaKLWEro KOHTPONS:
C.A. AnkoH Kyspep H.B., Benbrus, Rijksweg 14, 2870 Puurs
Homep nuueHsuu: 176

Ceptudmkart Ha cooTBeTcTBue GMP
BE/GMP/2018/132

Pe3yﬂbTaTbl aHanwnia
Cwm. CepTudhukaT aHanuaa

KommeHTapuu K ceptTudmkaTy
HAO: N N015625/01-030713 Wam. Ne1-5
PY: M N0O15625/01

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

Talephone +32 2 B30 27 11
Fax +32 3 890 27 17

Mokasarenu «Ynakoeka» u «Mapkuposka» NpoAykTa cooTBETCTBYIOT TpefosaHuAM ykazaHHon HA.

Cnepywwme ynakoBoYHble matepuans! 6binM NCNOoNb30BaHbI
- Mapkuposka: 42463/2

- IHCTpYyKumMs: 64797/4

- Ynakoska: 48856/2

- MakeTuk: 30819/2

Hacrosium ya0ocToBepsio, UTo AaHHas HH(OPMaLHA NOANHHHA 1 BEPHA.
JlaHHas cepus co3naHa/ MPOU3BEIEHa, BKIKOYAs YIAKOBKY M KOHTPOJIb, HA BbILIEYNOMAHYTOM MECTE MPOH3BOACTBA
B COOTBETCTRMH ¢ npapunaMu GMP 10KansHOro pery/isTOPHOro opraHa u cneundukaunei perucTpalHOHHOro
VIOCTOBEPEHUs UMNopTHpyloLieii ctpansl. O6padoTka, YNAKOBKA H aHALH? CEPHH COOTBETCTBYIOT TpeboRaHHAM
GMP. [aHHas cepus cooTBeTCTBYET TpebOoBaHMAM cTaThil 51 EBpomneiickom napnamenTy 1 aupextuse CoseTa
2001/83/EC.

K. Verresen, noanuce
[Mpovn3BOACTBEHHLIN hapmaueBT, YNONHOMOYEHHOE NULo
08 uwoHsa 2021



