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Yana

CEPTU®UKAT AHANU3A

HA3BAHWE MNPENAPATA (PRODUCT NAME

OATA NPOU3BOACTBA (MANUFACTURING DATE)

KOO NPOOYKTA

['OAEH N0 (EXPIRE DATE)

KOf CTPAHbLI (COUNTRY CODE)

A CCbINKW (VO REFERENCE NUMBER

KOA NPOAYKTA (PRODUCT CODE)
HOMEP CEPUU {BATCH NUMBER)

HOMEP

OATA PASMELLEHWA

XUMHA

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

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

MonuapoHus xnopug

Obwee copepxaHue NPOAYKTOB

AecTpykuum TpaeonpocTa (D)
TpaeonpocT

MpospayHocTs

LiseTHOCTb

MoanuHHOCTL BOpHOM KMENOTBI

MoanuHHOCTL NONMApPOHKMA
xnopwaa

nO.D.J'IVIHHOCT!: TpaBonpocTa
(ALO 6221) (TCX)

MoanuHHOCTL TpaBonpocTa
(YnbTpa-BOXKX)

Branmmble MexaHudeckue
BKNo4eHus (Po)

pH

OcmonsansHOCTb
HepoacteeHHaa npumecs (1)
(RL 0.1 ppm) (I
HepoacTeeHHas npumecs (2)
(RL 0.1 ppm) (I
HepoacTeeHHas npumecs (3)
(RL 0.1 ppm) (I')
HepoacteeHHas npumecs (4)
(RL 0.1 ppm) (I

HepoacTteeHHan npumecs (5)
(RL 0.1 ppm) (I

Pe3zynbmam

3.1

0

100

97.2

3.1

100.3

BriaepxuBaeT cpaBHeHue
C 3aTanoHom RSI

BecuBeTHbIA

CooTeeTcTBYET
CooTBeTcTBYET

CooTeetcTBYET
CooTteeTcTBYET
CooTBeTCTBYET

6.8
278
0
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surialNumbar= 2450515, cn=Amiipova Yana
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Novartls Technical Operations
$a Alcon-Couvreur nv
Rijkswag 14, 2870 Puurs, Belgium

Telephone +32 3 §90 27 11
Fax +32 3 890 27 17

TRAVATAN (TPABATAH) BAK-FREE 3X2.6ML<CIS

09 2021
742387

08 2023
1]

20218112

EQ. usmeneHus

% OT 3asBNEHHOr0
KonuyecTea

% OT 3aRBNEHHOro
KonuyecTsa

% OT 3asABNEHHOro
KonuyecTsa

% OT 3asiBNEHHOro
KonuyecTsa

% OT 3ansBnNeHHoro
KonuyecTsa

% OT 3a8BNEHHOro
Konu4ecTea

% OT 3aABNEHHOro
Konu4yecTea

mOcm/kr
ppm

ppm

ppm

ppm

ppm

Crneuudurayus

He Gonee 4.0%

He Gonee 0.6%

He 6onee 1.5%

90 — 110% OT 3anABNEHHOro

90 - 110% OT 3asBNEHHOro

He Gonee 6.0%

90% - 110% OT 3asiBNEHHOIO

[LomkeH BblAepXWBaTL CPAaBHEHWE C
aTanoHom RSI|

Ot BecuBeTHOro 40 CBETNO-XENTOro (0T

B9 no Y3)

CooTteeTcTByET

CooTBeTcTBYET

CooTBeTCTBYET

CooTBeTtcTBYET

CooteetcTBue [P PO, GPM

64-70

260 — 330 mOcm/kr
He 6onee 2 ppm

He Gonee 2 ppm

He 6onee 2 ppm

He 6onee 2 ppm

He Bonee 2 ppm

Hannbiii cepruduxar noanucan snextponto Elisabeth Verbruggen, ITpoussoacteennsiii papmavesr,

YnonHoMoueHHoe nuLo 19 auBapsa 2022 senserca aaHaHbIM Oe3 noanucH
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Novartls Technical Operations

(Y ) N OVA R T I S sa Alcon-Couvreur nv

Rijksweag 14, 2870 Puurs, Belglum

Talaphona +32 3 880 27 11
Fax +32 3 880 27 17

CEPTU®UKAT AHATNTU3A
HA3BAHWE NPENAPATA (PRODUCT NAME) TRAVATAN (TPABATAH) BAK-FREE 3X2,5ML<CIS
OATA NPOU3BOACTBA (MANUFACTURING DATE) 09 2021
KOO NPOAOYKTA 742387
COOEH NO (EXPIRE DATE) 08 2023
KO[ CTPAHbI (COUNTRY CODE) RU
HOMEP ONA CCbINKK (VO REFERENCE NUMBER) 202181125
KOA NPOOYKTA (PRODUCT CODE) B80579C
HOMEP CEPWM (BATCH NUMBER) 21101AG
TA PASME [E] 19-01-2022

[ xumns ]
Tecm Pesynbsmam EQd. usmenernus Cneyudukayus
BeHzanbaerng (RL 0.1 ppm)(I’) 0 ppm He Gonee 2 ppm
Mpumeck S (RL 0.1 ppm) 0 ppm He 6onee 3 ppm
Mpumecs T (RL 0.1 ppm) 0 ppm He Bonee 3 ppm
Mpumeck U (RL 0.1 ppm) 0 ppm He 6onee 5 ppm
Mpumeck X (RL 0.1 ppm) 0 ppm He 6onee 3 ppm
Mpumeck Z (RL 0.1 ppm)(I') 0 ppm He Gonee 2 ppm
Aapokyp 1173 (RL 0.1 ppm) 0 ppm He Gonee 2 ppm
Mpumech @RRT 0.093 (RL 0.1 0 ppm He 6onee 2 ppm
ppm)(I’)
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 Gonee 2 ppm
®eHun geHon (RL 0.1 ppm)(I) 0 ppm He Gonee 2 ppm
Obujee copepxkanue Hecneumnd. 0 ppm He 6onee 6 ppm
npumecen (I' + Oapokyp 1173)

| BOKYMEHTANbHbI# KOHTPOME |
Tecm Pesynbmam Ed. uameHeHus Cne uKayus
W3Bnekaembiin 06bem 2.644 Mn

| MukPoBHMOROrUS ]
Tecm Pesynsmam EQ. usmeHeHus Cneyudbukayus
CrepunbHOCTL CootBeTcTBYET CooTBeTcTBYET

Haunbiit ceprudukat noanucan snektponno Elisabeth Verbruggen, ITpoussoacTeennslii papmanesr,

yrnojiHoMo4eHHoe nulo 19 aneapa 2022 apnsercs BANHAHBIM 6€3 MOANHCH
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10.

1.

12

13.

14,

15.

CEPTU®UKAT COOTBETCTBMA

NpopykT:
TPABATAH® kannu rnasHbie
KOO NPOOYKTA: 742387

CrpaHa Ha3Ha4yeHus:
Poccua

LencTeylouee BewecTso:
TpasonpocT 0,04 Mr/mn

NekapcTBeHHas popma:
Kannu rnazxbie

Twvn ynakoBKu:
3x2.5 mn B aponTeiHepe

Homep cepun:
21101AG

Aara npousBoacrTea;
01.09.2021

Konuuecreo:
12960 yn.

MocTaBwuk PapMaLeBTUYECKON CyBCTaHLUMK:
TpasonpocT: [1-p Peaau'c Nabopatopuc N1a (EU), BenukobputaHus

Aara npoussoacTea:
Cm. CepTudmkaTt AHanumsa

Cpok rogHocTH
Cwm. Ceptudhukat AHanusa

HassaHue u agpec NpoU3BOAUTENSA M BLINYCKAIOWEro KOHTPONA:
C.A. AnkoH Kyspep H.B., Bensrus, Rijksweg 14, 2870 Puurs
Homep nuueHanm: 176

Ceptudhukar Ha cooTBeTcTEHe GMP
BE/GMP/2018/132

Pe3yneTaThl aHanu3a
Cwm. Ceprudcbukat aHanuaa

KomMmeHTapum k cepTudmkary
HA: M N015625/01-020221
PY: M N015625/01

Novartls Technical Operations
sa Alcon-Couvreur ny
Rijksweg 14, 2870 Puurs, Belgium

Telephona +32 3 890 27 11
Fax +32 3 880 27 17

lNokasaTenu «Ynakoska» n «MapknpoBka» NPOAYKTa COOTBETCTBYIOT TpeBoBaHUAM ykazaHHoW HI.

Cnegynouwme ynakoBouHble MaTepuans 6binyu Ncnonb3osaHbl
- Mapkupoeka: 42463/3

- MHcTpykums: 64797/5

- YnakoBka: 48856/3

- MakeTnk: 30819/3

HacTosAunm ynoctosepsio, 4To nanHas HHGOpMALKs NOTMHHA M BEPHA.
HanHas cepus co3nana/ MpOM3BE/IEHA, BKIIIOUAs YNAKOBKY M KOHTPOJIb, Ha BLILIEYTIOMAHYTOM MecTe MPOH3BO/ICTEA
B COOTBETCTBMH C MpaunamMi GMP 0KafsHOTO peryaTopHOro oprana u ceuH(pHkauseil perucTpaHOHHOTO
YIOCTOBEpEeHHA HMIIOPTHpYIOLLeii cTpankl, O6paboTka, yNakoRKa H aHaJIW3 CEPHH COOTBETCTBYIOT TPeGOBaHHAM
GMP. Jlannas cepus cooteetcTryeT TpeGoBaHHsM cTaThh 51 EBponeiickom napnamenty n ampektise CoreTa
2001/83/EC.

E. Verbruggen , nognuce
MpounssoacTBEHHBIH hapMaLEeBT, YNOoNHOMOYEHHOe NULO
19 aHBaps 2022



