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Medical device name:

Hassa meanuHoro supoby:
Declaration of Conformity:
Jexnapauin signosigrocTi:
Certificate of Conformity:
Ceprudinar gignosiaHocTi:

OPTINOL?®, eye drops, solution 0,4 % 10 ml

OIMTIHON®, wpanni ousi, posyns 0,4 % 10 mn

Ne 1172024 dtd. 03.06.2024

Ne 11/2024 8ip 03.06.2024

Ne UA. TR. 126 753 24 061 07, issued 03.06.2024 {UA. TR, 126)
No UA. TR. 126 753 24 061 07, anaanuii 03.06.2024 [UA. TR. 126)

Manufacturern: ladran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
BupcebHuk: Aapan-fanencekmi fabapatopin a.4., CeinkHo 20, 51000 Piera, XopsaTia
Batch: 419535 Batch size: 23.240
Maptin: 419535 Poamip napTii;  23.240
Date of manufacture: 12.2023. Exp. Date: 12.2026.
Data emupobunyrea: 12,2023, MpupatHuin o 12,2026,
CERTIFICATE Ne 170000036451
CEPTUDIKAT Ne 170000036451

PARAMETERS REQUIREMENTS RESULTS

NAPAMETPU BUMOTH PE3YILTATH
CHARACTERS Clear, colourless or light-yellow solution, . Complies
30BHILIHIA BUrAAL MNpozopwui peaund eig Ge3bapBHOFD A0 3/erKa MOBTYBATOTO KOMb- © Binnoninae
CLARITY OF SOLUTION Solutron is clear. : Complies
NPO30PICTb PO3YHUHY Npo30piA POIUMH, * Bignosigae
COLOUR OF SOLUTION Solution is not more intensely coloured than reference solution Y6, ~ Complies
3ABAPBAEHICTDL PO3YNHY POENHH He Ginbie 3abapsaeHnid Him pe¢epEHTHMn PO3UUH YG Bignasipnae
DELIVERABLE VOLUME ; Meets the requirermnents USP <638>, Complies
GQE'EM {110 ﬂOCTABI!ﬂGTbCPI ! BIAHOBE[}@E BHMOram USP <698> : BuJ,ncaiAae
OSMOLALITY 10,270 - 0,320 Osmol/kg o B 0,298 Csmoijkg
OCMORARBHICTL 0,270 - 0,320 Ocmons/ur D 298 Ocmonb/m‘
DENSITY 1,002 - 1,012 g/em? 1, 007 gfem®
NYCTUHA 1,002 - 1,012 rfcm?® 1,007 r/CM
viscosy T S e e T ————s e 1 mpas
B'A3KICTH 20-50 mllac ; 31 mNac
STERILITY Solution has to be sterile. ¢ Complies
CTEPHUABHICTD PoaunH mac GVTVI crepmbuMM : anoelp.ae
IDENTIFICATION OF Y purple pmk ring is formed on the phase border i Comphes
SODIUM HYALURONATE
{chemical reaction} :
INEHTHURIKALLIA HATPIO Ha mexi posainy $as yTeOPIOETLCA NYPNYPHO-POWEBE Kinbue. SipnoBigae

MANYPOHATY
[ximiuHa pearuin)
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Certification statement. | hereby certify that all manufacturing stages (inciuding packaging/labeling) and quality control of this batch
of product have been carried out in full complianze with stated requirements. Records of production, packaging and quality contro!
data complies with the Specification described in the Technical file.

3asea npo cepTudixauio. Lum a nigTeepamyio, Lo BCi supoBunui cTafll (BKMICUZIOMM NakyBanHA Ta MAPKYBAHHA], a TaKOXK
KOWTPONL AKCCTE wiel naptii Gyro nposedewo y nosHIR signosigHocTi g scTaHosNeHMX BUMOT. [IPOTOKOAK BUPOGHMLTBS T3 Naky-
BaHHA, BUCHOBKI KOHTPOMIC AKOCT 8lgn0siaanTs cneundikauli supoby, 110 € YACTHHOIO TEXHIMHO! AOKYMEHTALI
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Stamgp Quslified Person ‘; ? g

Neugtka Valentina Stuli¢ '
YnosHoBaweHa ocoba

|GL d.c. Signature

Suiln 207 Migrve

Rijeko

Date of release: 7 3[05{/2024

Aara sunycuy
Date of CoA signature
HAara nignucy ceptudikara

| 25/ve( 2024
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