’ | | : Novartls Techni lb ti
b NOVARTIS | . e e oo

Rilksweg 14, 2870 Puurs, Belgium

CEPTUDIKAT CEPIl - Telephona +32 3 890 27 11
BATCH CERTIFICATE . Rexrsa daarty , -

HA3BA NPENAPATY: g‘ YOTPAB® kpanni oyl
PRODUCT NAME: . DUOTRAV® eye drops
PO3MIP TA TUN YNAKOBKHW: Mo 2.6 mn, dnakoH-kpanensHuus, Nei L
PACKAGE SIZE AND TYPE: . 2,5 mi, drop-tainer, Na1 ;

: : r
CUNA OAKTUBHICTb: - Tpasonpoct 40 mKs/Mn, TUMORON § Mr/Mn v
STRENGTH/POTENCY: Travoprost 40 pg/ml, timolole § mg/ml
PEECTPAUIAHE NOCBIAYEHHA Ne: UA/6292/01/01 MARS KOLl;
MARKETING AUTHORIZATION Na: ~ UaJ6292/01/01 MARS CODE: 741517
HOMEP CEPI: 20H24BC OB'€M CEPIIl BUNYLUEHO! ANA YKPAIHU: 7140 ypakoBoK
BATCH NUMBER: 20H24BC BATCH VOLUME RELEASED FOR UKRAINE: 7140 packs
JEPMIH IPUOATHOCTI: 07/2022  OATA BUPOGHULTBA: . 24/08/2020 QATA BUNYCKY CEPII; 16/09/2020
EXPIRY DATE: 07/2022 MANUFACTURING DATE: | 24/08/2020  BATCH RELEASE 16/09/2020

. DATE: " ) )
HA3BA, AIPECA BUPOBHUKA; AJTKOH-KYBPLOP, PIAKCBET 14, B-2870 ITYYPC, BENbLrISA
NAME, ADDRESS OF MANUFACTURER: ' ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM
HOMEP NILEH3I] BUPOEHWKA: : 1764
MAI}JUFACTURING AUTHORISATION NUMBER: 176H
KOMEHTAPI: He 3actocoBHo
COMMENTS: Not applicable
TECT CNEUVN®UKALIIA PE3YNLTAT

TESTS - SPECIFICATIONS RESULTS .

JoBHIUHIA BUWTIAL POIYMRY;
Appearance of solution:

Konip . BeskonipHuit ao ceitno-xoaToro (B9-Y3) Bianosigae

Colour . ' Colorless to light yellow (BS-Y3) "~ Pass’
[posopicTs . He 6Ginbwe etanoxy 1 (Esp.dapm.) Bignoeigae
Clarity . NMT RS 1 {Eur. Ph) Pass
Yactku [IpakTu4HO He MICTUTL HaCToK ) | Bignosinae
Particles : o Practically free of particles Pass
lgeHTvigpiKag in Tpasonpocty (BEPX) [o3UTUBHO ' Bianosinae
Travoprost identity (HPLC) - i Positive . ' | - - Pass - -
lnetTrdikauln TpasonpogTy (TIUX) [osuTueHO Binnosinae
Travoprost identity (TLC) Positive Pass
KinbKicHe BU3HAYEHHS TDABONDOCTY 95-106% Big aassneHoro BMicTy 98%

(BEPX) : 95-105% of declared content ' g8%
Travoprost assay (HPLC) C ‘ ) ] :

[poaykTv posnany Tpasonpocty:

Degradation products of travoprost:

AL-5848 . Metwe 1,0 % sin aassneHoro smicTy TpasonpocTy 0%

AL-5848 . Less than 1,0 % of travoprost declared content 0% ..
AL-12419 , He 6lnbiwe 3,5 % Bin 3asBneHoro BMICTY TDABONPOCTY 2.5% -
AL-12419 - Not more than 3,5 % of travoprost declared content 2.5%
AL-12535 ‘ R MeHwe 1,0 % Bia 3agsneHoro BMiCTY TDABOMNDOCTY ) 0%
‘AL-12535 . ; Less than 1,0 % of travoprost declared content S 0%
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b NOVARTIS

- CEPTU®IKAT CEPI

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

Telephone +32 3 890 27 11
BATCH CERTIFICATE . PREEREIRRNZE i
'HA3SBA MPE[NAPATY:; : B! a
PRODUCT NAME: DUOTRAV® eye drops
PO3MIP TA TUM YNAKOBKMW; 0 2,5 mn, dnakoH-kpanensHWYA, Ng
PACKAGE SIZE AND TYPE: 2,5 ml, drop-talner, Net
CUAA OIlFAKTUBHICTb: Tpaeonpocy 40 mkr/mn, THMonon § Mr/mn
STRENGTH/POTENCY: - Travoprost 40 pg/ml, timolole & mg/mi 7
-PEECTPA IHHE NOCBIAYEHH : m_gz,r_w_u MARS KonA: 741517
MARKETING AUTHORIZATION Ne: UA/6292/01/01 MARS CODE: 741517
HOMEP CEPII: 20H24BC  OB'E€M CEPIi,_ BUNY EHOI ANA YKPAIHW; 7140 ynakonok
BATCH NUMBER: 20H24BC

BATCH VOLUME RELEASED FOR UKRAINE: 7140 packs

JEPMIH NPUOATHOCTI: 07/2022

EXPIRY DATE: 07/2022

A3B PECA BUPOEBHUKA;
NAME, ADDRESS OF MANUFACTURER:

OATA BUPOEHULITBA: 24/08/2020 JATA BUNYCKY CEPIl: 18/08/2020
MANUFACTURING DATE: 24/08/2020 - BATCH RELEASE " - 18/08/2020
' DATE:

ANKOH-KYBPbOP, PIMKCBET 14, B-2870 NyYPC, BENLIIA

ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM

HOMEP NILUEH3II BUPOEHUKA; " 476H

MANUFACTURING AUTHORISATION NUMBER: 176 H

.KOMEHTAP!; . He aacvocoBHO

COMMENTS: Not applicable

SaranbHa kinsKicTe NpoaykTis poanagy He 6inbwe 3,5 % sln 3agsnetoro siicTy Tpasonpocty 25%
Ipaeonpocty Not more than 3,5 % of travoprost declared content - 2.5%
Total degradation products of travoprost

lne iK Blanosinag
Timolole identity (HPLC) Positive Pass
LoenTudikallis Tumonony (TLLIX) MNoanTEHO Blanosigae .
Timolole identity (TLC) - Positive’ Pass
Kinbkiche susHaueHHs Tumonony (BEPX) 95 — 105 % Big sanpneHoro BmicTy - 98% -
Timolole assay (HPLC) 95 — 105 % of declared content 98 %
MponykTy poanaay TMMoOnony: ’ '
Timolole degradation products:

MT He 6inbiwe 0.2 % bia 3anBneHoro BMicTy TUMonony 0%
HMT Not more than 0,2 % of timolole declared content 0%
'MTO He Ginblue 0,2 % Bia 3anBnsxoro sMicTy TUMonony 0%
HMTO’ Not more than 0,2 % of timolole declared content 0%
laoTMonon He Binbe 0.2 % sin 3anenexoro emicty TMonony " 0%
[sotimolole Not more than 0,2 % of timolole declared content 0%
Bynb-AKUA 0aMHNYHWIA HecneundMHm . He Ginblwe 0.2 % Bia 3ansneHoro aMicTy TMMoHon 0%
HPOAYKT poan Not more than 0,2 % of timolole declared content 0%
Any other single unspecified degradation

product ' : : . ) :
3araneHa kinkkieTs NpoavkTis posnany - He Ginbwe 0.5 % sin 3asenexoro eMicTy TaMonony | . 0%
Tumonony - - Not more than 0,5 % of timolole dectared content 0%
Total Timolol degardation products
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> NOVARTIS

HA3BA NPENAPATY:
PRODUCT NAME:

PO3MIP TA TUI YNAKOBKMW:
PACKAGE SIZE AND TYPE:

CUNA Oil/AKTUBHICTb:
STRENGTH/POTENCY!

PEEC OCBIAYEHH :
MARKETING AUTHORIZATION Ne:

CEPTU®IKAT CEPII

BATCH CERTIFICATE

OYOTPAB® kpanni oynl
DUOTRAV® eye drops

e 2,'6 M, hnakoH-kpanenbHULA, N2
2,5 ml, drop-tainer, Ne1

. Tpasonpocr 40 mkr/Mn, TUMonon § mrimn

Travoprost 40 pg/ml, timelole 5 mg/m|

UA/6292/01/01 MARS KON1: - 741617
UA/6282/01/01 741517

MARS CODE:

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

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

HOMEP CEPI[; 20H24BC OB'EM CEPIl, BUNYLWEHO] ANSA YKPAIHMW: 7140 ynakosox

‘BATCH NUMBER: 20H24BC BATCH VOLUME RELEASED FOR UKRAINE: 7140 packs

TEPMIH NPUOATHOCTI; 07/2022 ‘ OATA BUPOEHWLTBA: 24/08/2020 OATA BANYCKY CEPI[; 16/08/2020

EXPIRY DATE: 07/2022  MANUFACTURING DATE: 24/08/2020  BATCH RELEASE 16/08/2020
- DATE: : :

3BA PECAB BEHUKA: ANKOH-KYBPBLOP, PIAKCBEr 1.4, B-2870 NYYPC, BENbLIIA

NAME, ADDRESS OF MANUFACTURER: - ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BE_LGIUM

HOMEP NILEH3I BUPOEHWUKA: . 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI: He 3acrocoBHo

COMMENTS: Not applicable

‘Hear'aaaHi gomiwiku:

Unrelated impuritles:

Cnonyka S He Ginblwe 1 ppm 0 ppm

Compound § Not more than 1 ppm 0 ppm .

Cronyka U He Ginbiwe 1 ppm 0 ppm

Compound U Not more than 1 ppm . ~ Oppm

Cronyka T He Ginbiue 1 ppm " 0ppm

Compound T Not more than 1 ppm 0 ppm-

Crnonyka X He Ginbiwe 1 ppm 0 ppm

Compound X Not more than 1 ppm . 0 ppm .

Hecneuudivuni gomituigwy;

Unspecified Impurities:

‘Eygb-ﬂxa oAuHWYHa HecneuudivHa He Ginbuie 0,75 'pgm 0 pem

aomiuika i Not more than 0,75 ppm 0 ppm-

Any single unspecified Impurity ‘

SaraneHa kinbkicTs Hecneuudluny He Ginblue 1.5 ppm 0 ppm .

Domiok : Not more than 1, § ppm 0 ppm

Total unspecified impurities - . :

oeHTudhikauia nonikeaay [oautveHO. - Bionosinae -

Polyquad Identity Posltive Pass

KinbkicHe BW3HaYeHH#A nonikeany * 90 — 110 % sin 3a8B18HOrO BMicTY 102.5%

Polyquad assay 80 ~ 110 % of declared content 102.5%

ikauia kucnoty GopHo MoanTuBHO ~ Blanosinae
Boric acid Identity Positive - Pass
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b NOVARTIS

CEPTU®DIKAT CEPIl
BATCH CERTIFICATE .
HA3BA NPEMAPATY: OYOTPAB® kpannl ounl
PRODUCT NAME: DUOTRAV® eye drops
O3MIP TA TUN YNAKOBKU: [o 2,5 wn, hnakoy-kpanensHuua, Nei

PACKAGE SIZE AND TYPE:

CUIA NITAKTUBHICTD;
STRENGTH/POTENCY:

g.5 ml, drop-talner, N21

TpaBonpoct 40 Mkr/mn, TUMonon § MrimMn
Travoprost 40 pg/ml, timolole 5 mg/ml

Novartis Tachnical Operations
sa Alcon-Couvreur ny
- Riksweg 14, 2870 Puurs, Belgium

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

PEéCTPAgglJIHE NOCBIAYEHHA Ne: UA/6282/01/01 MARS KORI: 741517
MARKETING AUTHORIZATION Ns: - UN67292!01IO1 MARS CODE: 741517
HOMEP cEﬁlT: 20H24BC OB'EM CEPII, BANVIIEHOI ANA YKPAIHW: 7140 1naxgngg
‘BATCH NUMBER: 20H24BC BATCH VOLUME RELEASED FOR UKRAINE: 7140 packs
JEPMIH NPUOATHOCTI; 07/2022 QATA BUPOEHWUTBA: 24/08/2020  OATA BUNYCKY CEPI:  16/09/2020
EXPIRY DATE: 07/2022  MANUFACTURING DATE: 24/08/2020 BATCH RELEASE 16/09/2020
. DATE: '

A3 c B : .| (o] AKCBEL 14, B-287 PC, BENLIIA
NAME, ADDRESS OF MANUFA_CTURER: . ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELG!UM

OMEP [ILEH3! BUPOEHUKA; 178
MANUFACTURING AUTHORISATION NUMBER: 176 H
KOMEHTAPI: He 3acTocosHo
COMMENTS: Not applicable
‘KinkkicHe BU3HaYEHHA KUCNOTH GOpHOT - 80 ~ 110 % Bin aaABNEHOro BMICTY © 102 %
Boric acfd assay : 90 - 110 % of declared content 102 %
pH 62-7.0 6.8 .
OcmonsansHicTb 265 — 320 mOcMm/Kkr 284 mOcmikr
Osmolality 265 — 320 mOsm/kg 284 mQOsmikg
CrepunbHicts (E8p.¢, 2.8.1) CrepunsHo CrepunbHo
-Sterility (EU Ph. 2.6.1) ) Sterile - Sterile

Livm 5 3aslpat, o sulLeeKaIaHa IHdopMaula € TouHoko Ta focTosipHolo. flaHa cepis npogykTy Gyna BupobeHa, BrIOYaKOUN ynaxosxy
| MAPKYBEHHA TA NPOBBAGHO KOHTPONL T AKOCTI Ha Bullie3azHayenlil BupoGHWYiA alnbHuul y nosHil elanosigHocTi 3 suMoramu HBIM,
BCTaHOBNEHUMU MicLies M perynaTopHUM OpraHoMm, a TakoX y slanosigHocT! is cnetpdlkauinmy, HaBeaeHIMU B peecTPaL|ifiHOMY AOChE.
MpoTorony e¥poBHUUTEE, NAKYBaHHA Ta aHanisis. Gyrm nepernaHyTl Ta BeraHoanena slgnosigHleTs sumoram HBEI,

| hereby certify that the above information |8 authentic and accurate. This ba
packaging/labeling and quality contral at the above mentioned site In fuil complianc
‘Autharity and with the specifications in the Marketing Authorization. The batch proce

and found to be in campliance with GMP.

Oignuc;
Signature:

Mpomucnosuil hapmat
‘Industrial pharmacis

YrosHoBaxeHa ocoba:
ualifled Person: -

16/09/2020
16/09/2020 -

Oara:
Date:

K. Beppecen
K. Verresen

tch of product has been .manufaclured, including
e with the GMP requirements of the local Regulatory
ssing; packaging and analysis records were reviewed
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HAEPXINIKCIIY)XBA
AEPXKABHA CJIY)KBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

npocnext Banepis Jlo6anoecekoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Ko €JIPTIOY 37078774

BUCHOBOK
Npo SIKICTHL BBe3eHOro B YKpainy JikapebKoro 3acoby

17.02.2021 Ne 5601/21/10

JIVOTPAB®

(HaliMeHyBaHHs Nlikapchkoro 3acofy 3rifHO 3 peecTpaniHHHM NOCBITYEHHAM)
Kpanuti 04Hi, o 2,5 ma y gpaakoni-kpaneasuuui; no 1 gpraxoni-kpaneasuuui B npoMiKHIi
YHaKoBUi, M0 BKIAKAETHCH B KOPOOKY 3 KAPTOHY

((opma BumycKy, MO3yBaHHS, BHJL AKYBAHHS NiKAPCLKOrO 3acoby)

Homep peectpauiiinoro nocsimuenns UA/6292/01/01 crpok aii peectpaniiitoro nocsiguenns 19.08.2021

Cepis nikapcekoro 3aco6y Ne 20H24BC KinskicTs BBe3eHOrO Nikapcskoro 3acoby 300
BupoGHuk Ankon-Kysprop, Benbris
(nafimenyBanHs BUpOGHMKA JikapchKoro 3acoGy, kpaiHa MOXODKEHHS)
BaeseHo B Vkpainy Crhinbue ykpaincbKko-ecTOHChKe MANPHEMCTBO Y Gopmi ToBapHcTBa
3 oOMezxeHo10 BianosinaapnicTIo "OnriMa-®apm, JIT/", inent. kox:
21642228

(HalimenyBanHs Ta koa 3a €/IPTIOY iopuau4Hoi ocoGu abo npissuie, iM's, No GaTbkosi Gisu4HOT
0co0H - mianpuemus, ii Micue NPOXKHBAHHA Ta peecTpauilinuit Homep 061iKOBOT KAPTKH NIATHHEKA
noparkis abo cepis Ta HoMep nacnopra)

Iporokon BisyansHoro kourpomo sin 11.02.2021 N 0350/5.

3a pesynbTaTaMH [EPKAaBHOrO KOHTPONIO BCTAHOBIGHO, WO JKApChKHii 3aci6 BBe3eHo B Vkpainy 3
BHMOT 3aKOHOJABCTBA 11010 3a0e3neueHHs AKOCTI NiKapCchKHX 3ac006iB.

Onekciit COJIOJIPAM

(iniuianm Ta npissuue)
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