IEPKABHA CJYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKINA OBJIACTI

npos. Ceirmmaroi Hapii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €APIIOY 37078774

BACHOBOK
Npo AKICTH BBE3€HOT0 B YKpaiHy JikapchbKoroe 32¢00y

05.11.2024 Ne 56011/24/10

TPABATAH®

(HafiMeHyBAHHA Jikapchkoro 3acofy 3riaHo 3 peccrpalifnmm MOCBIOYEEHAM)
Kpam ouni, 40 mier/mi, no 2,5 Ma 'y duraxoni-kpaneabaui; no 1 guaaxony-kpanessunui B
npoMizkHif ynaxosii 3 GoJeIn B Kopobui 3 KapToHy
(thopaa BunycKy, A03YBAHI, B NAKYRAHHA AMiKAPCLKOTO 2ac08y)

Homep peecrpartiitnoro nocsingenus UA/12422/01/01 ctpox nif peectpatlifiHOro nocaizieHHa 01.01.2099

Cepix nikapeskoro zacoby Ne VDPT7IE KinpkicTb BBE3EHOTO NiKapehkoro 3acoby 1459
Bupobrux Ankon-Kyspsop, Bensrisa
{HafiMeHYBAHHA BHPOGHIKA JIKAPSRKOro 20c0By, KpaiHa MOXCMLKEHNS)
BaeseHo B YKpainy Criabne yKpaiHCchK0-eCTOHCBKE NIANPHEMCTBO Y (opMi TOBAPHCTEZ
3 o6MeskeH0I0 BigmoBinaapnicTo " OnTiMa-Papy, JTH", inenr. kon:
21642228

(aiiMenysanna T2 kog 32 €JIPTIOY opnannel ocobu abo npizeuine, iM'd, 16 GaTbkoRi PisnyHOT
ocobi - MimapHeMug, i Micue NpoKHRAHAT T4 peecTpauiiiniil Romep 0G:1iKkoBOT KAPTRH TIIATHHEA
nogaTkie abo cepis Ta HOMEp NIACHopIa)

IIpoTokoa Bisyansioro kenrposio Bix 31.10.2024 Ne 3341/21.

32 pesyIbTATAMH JSMKABHOTO KOHTPOMC BCTAHOBIEHO, MO nikapcekHil  3aci®  BBeseHo B YKpainy 3
AOTPUMAHHSM BuMOT 3aKOHOABCTBA [OA0 3a6eneyciiis #KOCTI TiKapesKux 3aco0bis,

//é . @Z/ Bixtop CTE®KIBChKMM

7 (miaonck (ininiany Ta npissie)
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sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

HAZBA MPEMNAPATY:
PRODUCT NAME:

PO3MIP TA TUN YAAKDBKH:
PACKAGE SIZE AND TYPE:

CUNA AiltAKTUBHICTb:
STRENGTH/POTENCY:

PEECTPAUIAHE NOCBIAYEHHA Ne;

MARKETING AUTHORIZATION Na:

CEPTU®DIKAT CEPII
BATCH CERTIFICATE

JPABATAH® xparmnl ouui, 40 micr/man
TRAVATAN® eye drops 40 pg/ml

(10.2,5 Mn, thnakoH-kxpanensHuun, Nei
2,5 ml, drop-tainer, Neq

TpasonpocT 40 murivn
Travoprost 49 pg/mt

Telephone +32 3 890 27 11
Fax +323 B90 27 17

UAI12422101/01 MARS KOf: 742374
UA/M2422/01/01 MARS CODE: 742374

HOMEP CEPIf: VDP7SE  OEB'€M CEPIi, BUNYWEHO! 4NS YKPAIHMK: 23880 ynakosok

BATCH NUMBER: VDP79E  BATGH VOLUME RELEASED FOR UKRAINE: 23880 packs

TEPMIH OPUOATHOCTI:  12/2026 HOATA BHPOBHWULTBA: 19/01/2024  OATA BUIYCKY CEPIl: 11/02/2024
EXPIRY DATE: 1212025  MANUFACTURING DATE: 19/01/2024 BATCH RELEASE DATE:  11/03/2024

HA3BA, AIPECA BUPOBHMKA:

NAME, ADDRESS OF MANUFACTURER:

HOMEP MIUEH3Ii BAPOBHUIKA:

ANKOH-KYBPLOP, PINKCBET 14, B-2870 NYYPC, BENLIIA

176 H

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

MANUFACTURING AUTHCRISATION NUMBER:

176 H

KOMEHTAPI: He 3acrocoruo
COMMENTS: Naot applicahis
TECT CHELIMPUKALLA PE3YNLTAT
TESTS SPECIFICATIONS RESULTS
Konip Beskanipruit go cnaBo-xoeroro (BS — ¥3) Bianosigae
Colour Colorless to slight yeliow (B9 — Y3) Pass
MNposopicTs He Birbltie eTanody | { Eep.d.) Binnosinae
Clarity Not more than etalon | (Eu.Ph} Pass
InenTutikauia Tpasenpocty (TLX) [03UTUBHO Biancsinae
Travaprost identity (TLC} Positive Pass
laeurwudikavia Tpasonpocty (YBEPX) NoauTUusHO Bipnosinas
Travoprost identity (UHPLC) Positive Pass
Kinbkiche an3Haqenyn TpanonpocTy (YBEPX) 95 — 105 % ein sansneHoro pmicTy 100.6%
Travoprost assay (UHPLC) 95 — 105 % of declared content 100.6%
MpoaykTy gerpanauil TpasenpocTy:
Travoprost degradation products:
AL-5848 He Binblie 0.2 % arMBHOT DEHOEUHK 0%
Not mere than 0.2 % of active substances 0%
AL-12419 He 6inbuie 3.5 % aKTMBHO] DEYOBMHM 2.7%
Not more than 3.5 % of active substances 2.7%
AL-12535 He Ginbuse 0.3 % AXTMBHO! peuMOBUHK 0%
Not mere than 0.3 % of active substances 0%
Beboro nponykTis aAerpanauii He Ginbuwie 4.0 % akTMBHO! peYOBUHK 2.7%
Total degradation products Not more than 4.0 % of active substances 2.7%
He 38'93aui cybeTanuii;
Not releted substances:
Page 1 of 3
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CEPTUDIKAT CEPI|

BATCH CERTIFICATE

HA3BA MPENAPATY;
PRODUCT NAME:

PO3AMIP TA TN YIAKOBKM:
PACKAGE SIZE AND TYPE:

CUNA AIAKTUBHICTL:
STRENGTH/POTENCY:

TPABATAH® kpanni ounl, 40 mrrimn
TRAVATAN® eye drops 40 pglml

[o 2.5 Mn, hnakoH-kpanenLkuuysa, Nel
2,5 ml, drop-tainer, Ne1

TparoapocT 40 mkrfmn
Travoprost 40 pg/iml

sa Alcon-Couvreur nv
Rilksweg 4, 2870 Puurs, Belgium

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

PEECTPALIAHE NOCBIAMEHHS No:  UA/M2422/01/01 MARS KOH: 742374
MARKETING AUTHORIZATION Na: UA/M2422{01/01 MARS CODE: 742374
HOMEP CEP{l: VDP79E  OB'eM GEPII, BUNYLIEHOT ANsA YKPATHA: 23880 ynakoBok

BATCH NUMBER: VDP78E  BATCH VOLUME RELEASED FOR UKRAINE; 23880 packs
TEPMi] MPUAATHOCTI: 122025 OATA BMPOEHWLUTBA: 18/01/2024 OATA BUNYCKY CEPI[; 1110312024
EXPIRY DATE: 12/2025  MANUFACTURING DATE: 19/01/2024 BATCH RELEASE DATE:  11/03/2024

HA3BA, AIPECA BUPOBHUKA:
NAME, ADDRESS OF MANUFACTURER:

ATIKOH-KYBPbOP, PHAKCBET 14, B-2870 NYYPC, BENLIMA
ALCON-CQUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM

HOMEP MIUEH3I BUPOBHMKA: 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI: He zacrocosHo

COMMENTS: Not applicable

Cnonyxa S He Ginbte 1 ppm Oppm
Compound S Not more than 1 ppm Cppm
Cnenyka U He Ginbwe 1 ppm Oppm
Compound U Not more than 1 ppm Oppm
Cnonvka X He Sinbwe 1 ppm Oppm
Compolind X Not more than 1 ppm Oppm
Cronyka T He Ginstiie 1 ppm Oppm
Compound T Not more than 1 ppm Oppm
Darocur 1173 He Sinbwe 1 ppm Oppm
Darocur 1173 Not more than 1 ppm Oppm
Hecnetndiyni cyBeranyii:

Unspecific substanses:

OnuHuyHl Hecneumdiydi cyScranuil He Binsle 0.75 ppm Oppm
Single unspecific substanses Not more than 0.75 ppm Oppm
Beboro HecrielmchidHnx cyBoTanLil He Ginbwe 1.5 ppm Cppm
Total unspecific substances Not more than 1.5 ppm Oppm
laeHTUiKaLIN BopHOT KUCNOTH [io3nuTHaHO Bigrosigae
Boric acid identity Positive Pass
KinbkicHe eMaHaqenns GopHai KMSNOTH 80 — 110 % Big sagenexoro BMICTY 100%
Boric acid assay 80 - 110 % of declared content 100%
lneHTudixatlia nonikeagy MoantueHo Bignoeigae
Polyquad identity Positive Pass
KinskicHe BrakauerHA nonikeasy 90 — 110 % Bin_aasBneHoro BMICTY 100.2%
Polygquad assay 90 ~ 110 % of declared content 100.2%
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sa Aflcon-Coltvreur nv
Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 11

CEPTU®IKAT CEPI| Fax +323 890 2717
BATCH CERTIFICATE

HA3BA NPEMAPATY; TPABATAH® kpanni ounl, 40 mkrimn

PRODUCT NAME: TRAVATAN® eye drops 40 ugiml

PO3MIP TA TUN YTTIAKOBKU: Mo 2.5 mn, hnaxok-Kpanenshuis, Ne't

PACKAGE SiZE AND TYPE: 2,5 ml, drop-talner, Ne1

CUNA OAKTUBHICT; TpasonpocT 40 Mirimn

STRENGTH/POTENGY: Travoprost 40 pgfni

PESCTPAIJ!F‘IHE NOCBIA4YEHHS Ne: UA/M12422/01/01 MARS KOQO: 742374

MARKETING AUTHORIZATION Na: UA/M2422/01/01 MARS CODE: 742374

HOMEP CEPI[: VDP79E  OB'€M CEPIl BUNYWEHO! ANA YKPATHM: 23880 ynakoBok

BATCH NUMBER: VDPTI9E BATGH VOLUME RELEASED FOR UKRAINE: 23880 packs

TEPMIH NPNUBATHOCTI:  12/2025 OATA BAPOBHUUTEBA: 19/01/2024 OATA BUOYCKY CEPII: 11/03/2024
EXPIRY DATE: 1212025 MANUFACTURING DATE: 19/01/2024 BATCH RELEASE DATE: 11/03/2024
HA3BA ALPECA BUPOBHUKA: ANKOH-KYBPLOP, PIMKCBET 14, B-2870 NYYPC, BENLOA

NAME, ADDRESS OF MANUFACTURER: ALCCN-COQUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM

HOMEP NMIUEH3{ BUPOBHUKA: 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI: He 3acTocosho

COMMENTS: Not applicable

pH 64-7.0 5.8
OcmonansLHicTh 265 ~ 320 MOcm/kr 276M0cmike
Osmolality 265 — 320 mOsm/kg 276m0Osmiky
HasnHicTs YacTox [IpakTuyHo He MICTUTE YaCTOK Bianosigae
Particles Practically free from particles Pass
CrepunbHicTb (EBp.®. 2,6.1) CrepuntHo Crepunbyo
Sterliity {EU Ph, 2.6.1) Sterile Sterile

Lnm 5 aasipsio, wo swujeskazana iHhopMayin e TOMHOW Ta ACCTOBIPHOIC. lana cepin npoaykty Byna supobnena, skmovanyy ynakosky i

MapkyBaHHR T& npOBEAEHO KOHTPONE 1l AKOCTI HA eWesaaHauenii BUROBHWYIA alnuHvdl v noeMil signosigHocTi 3 Bumoramu HBIT,

BCTBHOBNEHWMW MICLIEBUM DETYNATODHUM OPraHomM, a Takox y sinnopigHocti ia  cneuwdikalinmy, HaBegeHyMM B peecTpauiiHoMy A0ChE.
_Mpotokonu snpofuuTea, nakyBaHHA Ta aHaniais Gynv nepernAHyTi Ta BCTAHOENEHE BIANOBIAHICTL BYMOranm HECM.

! hereby certify that the above information is authenlic and accurate. This batch of product has been manufaclured, including packaging/labeling
and quality control 2t the above mentioned site in full compliance with the GMP requirements of 1he locat Regulaory Authority and with the
specificalions in the Marketing Authoiization, The batch processing, packaging and analysis records were reviewed and found to be in
compliance wilh GMP,

Nignig: s " Hara:
Signalure: g '}}'fﬁ‘dj"ra “_C_‘ét‘!.w-:«;) L \"“w:";:"v" g = Date: 11/03/2024

[pomucnopuit thapmalerT, YnosHosameHs acoba: K. MetHaptc
industrial pharmacist, Qualified Person: K. Meynaeris
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