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Medical device name:
Hassa meaniHoro supoby:
Declaration of Conformity:
Hexnapauia signosigHocti:
Certificate of Conformity:
Ceprudixat sianosigrocti:

OPTINOL® Intensive, aye drops 10 ml

OMTIHOAN® tHrekcus, Kparai ouni 10 mn

Ne 13/2024 did. 03.06.2024

Ne 13/2024 Big 03.06.2024

Ne UA. TR. 126 753 24 061 07, issued 03.06,2024 (UA. TR. 126}

N UA. TR. 126 753 24 061 07, BMAaHMIA 03.06.2024 {UA. TR. 126)

Manufacturer: Jadran-Galenski Laboraterij d.d., Svilno 20, 51000 Rifeka, Croatia
BripoBHuk: Rapan-TaneHcoruii Nabopatopitt o.4., Ceinkxo 20, 51000 Piexa, Xopsaria
Batch: 259543 Batch size: 25.478
Maptia: 259543 Po3mip napriic  25.478
Date of manufacture: 08.2024, Exp. date: 08.2026.
flata BupobHuuTea: 08.2024. MpuaatHuidi no:  08.2026,
CERTIFICATE Ne 170000041223
CEPTUDIKAT Ne 170000041223
, PARAMETERS REQUIREMENTS RESULTS
| AAPAMETPM | BUMOrY PE3YNLTATH
{ CHARACTERS Clear, colourless solution. Complies
3OBHILEHIA BUThAR TNipogopuit, Besbaparuin pozumn. Bignoainae
| CLARITY OF SOLUTION Solution is clear, Complies
| MPO3OPICTE POIYUHY Npo3sopuit pozumn. Binnosigae
COLOUR OF §0LUTION Selution is colourless. Complies T
| 3ABAPBAEHICTb POSYUHY PO3UMH Ge36apaHuil, Bignosinae
| DELIVERABLE VOLUME Not less than 10 ml. Compties
, OF'€M L0 OCTABASETLCA He meHuwe, His 10 ma. Bianosigae
JOSMOLALTY T T 6 g 50 Osmol/kg | 6.275 Osmolfkg
OCMONANLHICTL 0,260 - 0,320 Ocmons/kr 0.275 Ocmons/kr
pH ) 68-75 T o 72
DENSITY 1,004 - 1,009 g/cm® 1.007 gfem’ -
NYCTHUHA 1,004 ~ 1,009 r/cm? 1.007 r/cm?
- IDENTIHEE’]éﬁBF A purple-pink ring is formed on the phase border. Complies T
SODIUM HYALURQONATE
{chemical reaction)
|AEHTUDIKALLA HATPIIO Ha mexi poaginy das YTBOPIOETLLA NYPAYpHO-poMeae Rinbue. Bignosigae
FIANTYPOHATY
(ximivHa peakyis)
mmop e N —
DEXPANTHENOL
A} UHPLC with PDA detector The spectrum of the characteristic peakin the chromatogram Complies
ebtained with the test solution should correspond with the
spectrum of the dexpanthenol peak in the chromatogram obtained
with the reference solution.
B)  UHPLC with PDA detector The retention time of the characteristic peak in the chromatogrqm Comalies
| obtained with the test solution should correspond with the
| retention time of the dexpanthenol peak in the chromatogram
! obtained with the reference solution,
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IAEHTUG IKALIA
AEKCNAHTEHOTY
A) YBEPX (ynbrpa- CnexTp XapaKTepucTHYHOTO NiKy Ha XPOMATarpami, OTpUMaHii 3 Bianceigae
BUCGKOEDEKTUBHA pigrHHE AOCAIAKYBAHMM DOIUHHOM, IOBUHEH slanosigary crnexTpy niky
xpomarorpadia} 3 AEKCAANTEHO/Y Ha XPOMAETOrpami, OTPUMAHIA 3 pO3uMHOM
HOTOAIOAHO0 MaTPULEK NOPIBHAHHA.
B) YBEPX {ynbrpa- Hac yTpUMaHHA XapaKTEPUCTYHOO MKy Ha XpomaTorpami, Bignoginae
BUCOKOEDEKTMBHA PigvHHE OTPUMEHIN 3 ACCNIIMYBAHMM POZUMHOM, NOBMHEH BisinOBIgaTH
xpomarorpacgia) 3 HaCy YTPMMAHHR Niky AeKCTaHTEHONY Ha XPOMaTorpami,
poToaioAHBIO maTprleo OTPUMEHIH 3 pO3MUHOM NORIBHAHHS,
ASSAY OF 1,90-2,10% 2.00%
DEXPANTHENOCL {95,0 - 105,0 %)
KINBKICHE BU3HAYEHHS 1,90-2,10% 2.00%
AEKCNAHTEHONY (95,0 - 105,0 %)
STERILITY Solution has to be sterile. Complies
CTEPUABLHICTL PO34MH NOBHHEK BYTH CTRPUILHNM. | Bignoeigae

Certification statement. | hereby certify

data compiies with the Specification described in the Technical file.

-

that all manufacturing stages {including packaging/iabeling) and quality control of this batch
of product have been carried out in full compliance with stated requirements. Records of production, packaging and quality control

3aAsa npo ceptudinauio. Llum A NiATBEPAMYIO, WO BCi BUPOEHMY cragil {skuovaloun nakysadHa Ta MAPKYBaHHA), d@ Taxom
KORTPOAL AxecTi Wiel napTii Byno nposeaeHo Y NOBHIH BIANOBIAHOCT! A0 BCTaHORACHYX BUMOr. [IpoToKONKM BUPOBHUUTRE Ta naky-
BaHHA, BUTHOBKM KOMTPOMIO AKOCTI BigNOoBigai0Th cneundikauii BUpody, WO € YacTMHOI0 Texmiuuoi,qoxymen*ra}"l
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Stamp Qualified Person 7
Mevarka Valentina Stuli¢
YnoBHoBaMKeHa 0Co6a / /
Date of release; Signature i
Aara Bunycky: /(‘4“/09/80&? Mignuc 2

Date of CoA signature:
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