JEA

Medical device name:

Hazea meauyHoro supoby:
Declaration of Conformity:
flexnapauin signosigHocTi:
Certificate of Conformity:
Ceprudikar signosigrocTi:

OPTINOL®, eye drops, solution 0,21% 10 mi
ONTIHOA®, kpanni oui, pozuun 0,21 % 10 ma

Ne 10/2024 dtd. 03.06.2024

Ne 10/2024 sig 03.06.2024

Ne UA. TR. 126 753 24 061 07, issued 03.06.2024 (UA. TR. 126)
Ne UA. TR. 126 753 24 061 07, suganuu 03.06.2024 {UA. TR. 126)

Manufacturer: Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
BupoGruk: Aapan-fanencornid Nabopatopiit 4.4., CeinbHo 20, 51000 Pieka, Xopeatia
Batch: 116543 Batch size: 25.839
MNapria: 116543 Po3mip maprii:  25.839
Date of manufacture: 04.2024. Exp. date: 04.2027.
Hara supobHuyTea: 04.2024. MpupaarHuid no:  04.2027.
CERTIFICATE Ne 170000038941
CEPTHUOIKAT Ne 170000038941
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPH ] BUMOTH PE3YNLTATU
CHARACTERS Clear, colourless or light-yellow solution. Complies
30BHIWHIA BUrNAD Mpo3opkit po3uun sig 6esBapeHoro A0 3NETKa HoaTYBaTOro KoNb- | Bignosigae
opy.
CLARITY OF SOLUTION Sol\{ltion is clear. Complies
fIPO30PICTD PO3YUHY Mposopnit posuunn. Binnosinae
COLOUR OF SOLUTION Solution is not more intensely coloured than reference solution ¥6, | Complies
3ABAPBAEHICTb PO3YMHY Po3unn ne Biaswe saBapenenuii nixk PePepEHTHHUA Po3YKH Y6, Bianceigae
DELIVERABLE VOLUME Meet the requirements USP <698 Complies
Ob'em LU,M&QOCTABJIRETBCR Bianosigae sumoram USP <698>. Bianosinae

OSMOLALITY
OCMOAANBHICTD

0,270 - 0,320 Osmal/kg
0,270 - 0,320 Ocmons/kr

0,293 Osmol/kg
0,293 Ocmonb/kr

TIANYPORHATY
| {ximiuHa pearuin)

pH 6,0~7.5 6,9
DENSITY 1,002 - 1,012 g/erm? 1,007 g/fem?
TYCTUHA 1,002 - 1,012 r/ca® 1,007 r/cm?
viscosity 4-14 mpas - 8 mPas
B’A3KICTL 4-14 mNac 8 mMac

] STERILITY Solution has to be sterile, Complies
CTEPHMABHICTD PO34MH mae BYTH CTEpUALHIM. Bignosigae
IDENTIFICATION OF A purple-pink ring is formed on the phase border. Complies
SODIUM HYALURONATE
{chemical reaction)
IAEHTHGIKALLIA HATPIO' Ha mexi poaginy das yreopioeTsca NYPNYPHO-paese Kinble, Bianosinae
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Certification statement. | hereby certify that all manufacturing stages {including packaging/labeling} and quality control of this batch
of product have heen carried out in full compliance with stated requirements. Records of production, packaging and quality control
data complies with the Specification described in the Technical fife.

3asBa npo cepudikauio, Lum s MNATBEPAMYIO, WO 8L BUPOGHMYI cragil (BKMOYAKCUM NaKyBaHHA Ta MApKYBAHHA}, 3 TaKoW
KOHTPGAL AXOCT Uiei napTii 6yno nposepeHo Y M0BHIA BIANOBIAHOCTI B0 BCTIHOBASHWX BUMOF. Niporokonu eupobauuTea Ta nawy-
BAHHA, BUCHOBRK KOHTPOAKD AKOCTI Bignosigaiors cneindikauli smpoby, WO € YACTHHOK TEXHIYHO] OORYMEHTAUII

Stamp Quatified Person
Neuatia YnoBHOBameHa ocoba

Date of release:; /51/06{’203‘) Signature /

Valentina Stulf:

Jara eunycky Mignuc
Date of CoA signature

: 38
fata nianucy ceprudikarta: 25{06{?‘036! % 1GL d d.
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