), NOVARTIS

Movartis Technical Operations
sa Alcon-Couvraur nw
Rijkswag 14, 2870 Puurs, Belgium

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

CEPTU®UKAT AHAJIU3A

HA3BAHUE NMPENAPATA (PRODUCT NAME)

OATA NPON3BOACTBA (MANUFACTURING DATE)
KOO NPOOYKTA

FOOEH 10 (EXPIRE DATE)

KOOl CTPAHbI (COUNTRY CODE)

HOMEP ANA CCbUIKN (VO REFERENCE NUMBER)
KOO NPOOYKTA (PRODUCT CODE)

HOMEP CEPUU (BATCH NUMBER)

OATA PASMELLEHUA

TRAVATAN (TPABATAH) BAK-FREE 2.5ML<CIS

012022
742365

12 2023
RU
202181150
60579C
22A12NA
15-02-2022

XUumus

Tecm Pe3ynbmam

AL-12419(D)(RL 0.3%) 3.0

AL-12535(D)(RL 0.2%) 0

AL-5848(D)(RL 0.1%) 0

BopHas kucnota (00580) 99

MNonuapoHust xnopug, 101.8

O6Lee cogepxaHne npogykTos 3

AecTpykuum TpasonpocTa (D)

TpaBonpocT 100.8

[Npo3payHocTb BblaepxuvBaeT cpaBHeHVe
¢ atanoHom RSI

LiBeTHOCTb B9

MoanuHHocTb GopHas kucnoTa CootBeTcTBYET

MoanuHHOCTbL NONUAPOHUS CootBeTcTBYET

xnopvaa

MoanuHHOCTL TpaBonpocTa CootBeTtcTBYET

(ALO 6221) (TCX)

MoanvHHOCTL TpaBonpocTa CootBeTtcTBYET

(YnbTpa-BOXX)

Buaumble mexaHunveckne CooTBeTcTBYET

yactuubl (PP)

pH 6.7

OcmonsnbHoCTb 277

HepoacTtBeHHast npumech (1) 0,1

(RLO.1 ppm) ()

HepoacTtBeHHasi npumecs (2) 0

(RLO.1 ppm) ()

HepoacTtBerHas npumech (3) 0

(RLO.1 ppm) (I')

HepoacTtBeHHas npumechs (4) 0

(RLO.1 ppm) ()

HepoacTtBeHHast npumecs (5) 0

(RL 0.1 ppm) (I')

EQ. U3meHeHus1

Cneuudukauus

% OT 3asiBNEHHOro
Konunyecrtea

% OT 3asiBNEHHOro
KonmnyecTtea

% OT 3asiBNEHHOro
KonuyecTea

% OT 3asiBNEHHOro
KonuyecTBa

% OT 3asiBNEHHOro
KonuyecTBa

% OT 3asiBNEHHOro
KonuyecTBa

% OT 3asBNEHHOr0
KonmyecTea

MOcm/Kr

ppm

ppm

ppm

ppm

ppm

He 6onee 4.0%

He 6onee 0.6%

He 6onee 1.5%

90 — 110% oT 3asBMneHHOro Konuyectsa
90 — 110% oT 3asBMneHHOro Konunyectsa
He 6onee 6.0%

90% - 110% oT 3asBreHHOro Konn4yecTea
[onxeH BblAepXyBaTb CpaBHEHUE C

aTanoHom RSII

OT 6ecLBeTHOro 40 CBETNO-XENToro (o1
B9 no Y3)

CooTBeTcTBYET

CooTtBeTcTBYET
CooTtBeTcTBYET
CooTtBeTcTBYET
CootBetcTtue P PO, GPM

6.4-7.0
260 — 330 mOcm/kr
He 6onee 2 ppm

He 6onee 2 ppm
He 6onee 2 ppm
He 6onee 2 ppm

He 6onee 2 ppm

[aHHbI cepTudmkaTt noanmcaH anekTpoHHo Elisabeth Verbruggen, nponssoacTBeHHbIN hapmaueBT, YNOSIHOMOYEHHOe
nvuo 15.02.2022 n asnsieTcs BanvaHbIiM 6e3 nognucu.
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), NOVARTIS

Movartis Technical Operations
sa Alcon-Couvraur nw
Rijkswag 14, 2870 Puurs, Belgium

Talephone +32 3 890 27 11

Fax +32 3 890 27 17

CEPTU®UKAT AHAJIU3A/KOHTPOJIbHbIA OTHYET

HA3BAHUE NMPENAPATA (PRODUCT NAME)

OATA NPON3BOACTBA (MANUFACTURING DATE)
KOO NPOOYKTA

FOOEH 10 (EXPIRE DATE)

KOOl CTPAHbI (COUNTRY CODE)

HOMEP ANA CCbUIKN (VO REFERENCE NUMBER)
KOO NPOOYKTA (PRODUCT CODE)

HOMEP CEPUU (BATCH NUMBER)

OATA PASMELLEHUA

XUMns

Benzanbaerng (RL 0.1 ppm)(I’)
Mpumeck S (RL 0.1 ppm)

N

Mpumeck T (RL 0.1 ppm)
Mpumeck U (RL 0.1 ppm)
Mpumeck X (RL 0.1 ppm)
Mpumeck Z (RL 0.1 ppm)(I')
Oapokyp 1173 (RL 0.1 ppm)
Mpumecs @RRT 0.093 (RL 0.1
ppm)(I')

MBP (RL 0.1 ppm)(I')

MTB (RL 0.1 ppm)(I’)

PTAB (RL 0.1 ppm)(I’)

dennn peHon (RL 0.1 ppm)(I’)

O6Lee cogepxaHune
Hecneund. npumecen (I' +
Hapokyp 1173)

©o o o o o

MUKPOBMNOJIOMns1

Tecm Pe3ynbmam

CrepunbHOCTb CooTtBeTcTBYET

TRAVATAN (TPABATAH) BAK-FREE 2.5ML<CIS

01 2022
742365
12 2023
RU

202181150

60579C
22A12NA

15-02-2022

ppm
ppm
ppm
ppm
ppm
ppm
ppm
ppm

ppm
ppm
ppm
ppm

ppm

EQ. U3meHeHus1

He 6onee 2 ppm
He 6onee 3 ppm
He 6onee 3 ppm
He 6onee 5 ppm
He 6onee 3 ppm
He 6onee 2 ppm
He 6onee 2 ppm
He 6onee 2 ppm

He 6onee 2 ppm
He 6onee 2 ppm
He 6onee 2 ppm
He 6onee 2 ppm
He 6onee 6 ppm

Cneuudukauus

JAOKYMEHTAJIbHbIA KOHTPOJIb

M3Bnekaembli 06bEM 2.632

[aHHbI cepTudpmkaT nognucaH anekTpoHHo Elisabeth Verbruggen, npon3soacteeHHbI hapmaueBT, ynonHOMOYeHHOe
nvuo 15.02.2022 v aensieTcsa BanvaHbIv 6e3 nognucu.

mn

CooTtBeTcTBYET

2/2



), NOVARTIS

10.

1.

12.

13.

14.

15.

CEPTUO®UKAT COOTBETCTBUA

MpoaykT:
TPABATAH® kannu rnasHble
KOO NPOLOYKTA: 742365

CTpaHa Ha3Ha4yeHus:
Poccus

OencrBylowee BelWwecTBO:
Tpasonpoct 0,04 mr/mn

JNlekapcTBeHHasa ¢opma:
Kannu rasHble

Tun ynakoBKu:
2.5 mn B gponTenHepe

Howmep cepuu:
22A12NA

Oata npousBoacTea:
12.01.2022

KonuyectBo:
100 100 yn.

MocTaBwmk PapmaLeBTUYECKON Cyb6CcTaHLUM:
TpasonpocT: [1-p Pepan’c Jlabopatopuc (EY), Benukobputanus

Hata npousBoacTBa:
Cwm. CepTudpmkat AHanumsa

Cpok rogHocTH
Cwm. CepTudukat AHanusa

HasBaHue 1 appec npou3BoanUTENs M BbiNyCKaloLEro KOHTpons:
C.A. AnkoH Kyspep H.B., benbrus, Rijksweg 14, 2870 Puurs
Homep nuueHsnun: 176

CepTtudukar Ha coorBeTcTBME GMP
BE/GMP/2018/132

Pe3synbTaTtbl aHanu3a
Cwm. CepTndbukat aHanusa

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

Movartis Technical Operations
sa Alcon-Couvraur nw
Rijkswag 14, 2870 Puurs, Belgium

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

Mokasatenu «YnakoBka» 1 « MapkmpoBka» NpoAykTa COOTBETCTBYIOT TpeboBaHusAM ykazaHHon HA.

CnepytoLme ynakoBoYHble MaTepuanb! 6binv ncnonb3oBaHsb!
- MepBuyHas ynakoska: 42463/3

- MHcTpyKums: 64797/5

- BropuyHas ynakoska: 43108/3

- MakeT: 30819/3

- OTMKeTKa KOHTPOns NepBoro BCKpbITUs: 79463/0

Hacrosmum ynocToBepsito, 4To faHHas MHGOpManus IOAIHHHA U BEpHA.
JlanHas cepus co3aHa/ NpoU3BeeHa, BKIII0Yas YIAaKOBKY M KOHTPOJIb, Ha BBIIIEYIIOMSIHYTOM MECTe IIPOM3BOACTBA
B COOTBETCTBHUH C IpaBuiiaMu GMP J0KaJIbHOTrO PeryssITOpPHOro Oprana u creludukanuel perucTpaioHHOr0
YIOCTOBEPEHNUS] HUMIIOPTUPYIOIIEH cTpaHbl. OOpaboTKa, yaKoBKa U aHAJIU3 CEPUH COOTBETCTBYIOT TPEOOBaHUAM
GMP. Jlannas cepusi cooTBeTCTBYeT TpeboBaHusM ctathil 51 EBpomneiickom nmapinamenty u qupektuse CoBera
2001/83/EC.

E. Verbruggen, nognucb
Mpon3BOACTBEHHLIN hapMaLeBT, YNOMHOMOYEHHOE NULLO
15 peBpans 2022
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