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AEPKABHA CJIVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHLKINA OBJIACTI

npos. Certmaroi Haal, 3, seKuig, 02099, ren/parc: (044) 363-06-50
E-mail: dls.ko(@gdls.gov.ua, Kon €APIIOY 37078774

BHCHOBOK
PO AKICTHL BBE3EHOr0 B YKpainy Jgikapcskoro 3acofy

19.09.2023 Ne 45400/23/10

OHTIH

{HaiiMCHYBARNE MKIPCEKOID 3aC00Y 3TN0 3 PeccTPaliHIM OCATINCHEAM)

ouMi kpanai, posynn 0,5 aMr/avn no 10 M y (uIaKoHI 3 N03YIOYHM IpUeTPoeM; o 1 gaakoay B
KapToHiIiit Kopobui

(dopMa sUOYCKY, [103yBaRHE, BHE NAKYRAHHA TIKAPCLKOTO 39c00y)

Howmep peectpaniiinoro noceinuenna UA/18293/01/01 crpok aif pecerpauiiiroro nocainuenns 04,09,2025

Cepia nixapeeroro sacofy Ne 23833 KinekicTs 3Resenoro nixapeskoro sacoby 1080
Bupotrux Anpan-Tanenceruil JJabopatopiil a.x., Xopsartis
(naiinenysauns rpobuika sikapeskore 3acoby, kpaina Noxomwenna)
Becaeno 8 Yipainy CrinpHe yEpailichbKo-ecTOHChKE MignpiemcTse y opMi TosapHcTRA
3 oDMeskenole BignoBinansuicTIo "Onrina-®apn, JITH", igewnr. xox:
21642228

[Hmmu:}fnmmﬂ T2 ko 3a EAPHOY wopunumpol acodu abio npizsiwe, is'e, mo Batpxoesi Gizuuno]
QCODN - NATNPHEMLA, T sicile RPOAKIABALA T2 pcrcrpauunum HonMep ofIKoBOT KapTe naaTiiKa
HOAATKIB 200 Cepis Ta HOAIED NacnopTa)

MpoeTeroa sizyaubnero kourponto sig 15.09.2023 Ne 2886/12.

31 pe3yNbTATAME JEPKABAOO KOHTPONIO BCTAHOBARHO, N0 JkApewkui 3aci6 mecseso B Yxpalny 3

AOTPHMAHHSAM BIMOT 32KOHOZABCTBS MONG 3aGe3NEYeHNA IKOCTL AIKAPCEKHX 34CODIR,

Ipuna ITAJTAMAP

{inittingm 72 npizamng}




jel€Y

Hassa nikapcekoro 3acoby:

Registration certificate in Ukraine:
PeecTpauiiHe NOCBIAYEHHA B
Yipaiui:

Strength/Activity:

Cwna gjii/akTHBHICTL:

The size and type of packaging:
Poamip i BKA MAKYBAHHA:

The dosage form:

Nixapcera dopma:

Country - producer;

Kpaina - BupobHuK:
Manufacturer & Quality control:
BrpoGHHMK T2 KOHTPOAL AKOCTI:
Confirmation of GMP certificate;
BHCHOBOK BiANOBIQHOCTI Bnpo6-
HMUTBA Brmoram GMP:
Manufacturing license:

Niuensia Ha BUPOBHALTBO!

OPTIN

eye drops, solution 0,5 mg/ml, 10 ml in bottle with a metering device,

1 bottle in a cardboard box

OnTIH

ouHi Kpanni, pozuuH 0,5 mr/mn, no 10 mn y dnakowi 3 gosyloHMum npu-
cTpoem, no 1 bnakoHy B KapTOHHIN Kopobu|

Ne UA/18293/01/01 dtd. 04.09.2020

Ne UA/18293/01/01 sig 04.09.2020

1 ml contains tetryzoline hydrochloride 0,5 mg

1 sl MICTHTB TETPW3IOAIHY rigpoxnopuay 0,5 mr

10 ml in bottle with a metering device, 1 bottle in a cardboard box

no 10 mn y hnakosi 3 AO3YIONAM NPUCTPOEM, N0 1 dAAKOHY B KADTOHHIA KO pofiu
eye drops, solution

OuHI Kpanai, po3duH

Croatia Country of destination:
Xopearia KpaiHa NpM3IHaYeHHa:
Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka
Appau-Tanewcormia NabopaTopii a.a., CeinbHo 20, 51000 Pieka
Ne 610/2021/C-1418 dtd. 22.12.2021

Me 510/2021/C-1418 Big 22.12.2021

Ukraine
Yrpaina

UP/1-530-01/13-03/09 dtd. 03.10.2019
UP/1-530-01/13-03/09 sig 03.10.2019

Batch: 23853 Batch size: 7.000
Cepia: 23853 Po3mip cepii:  7.000
Date of manufacture: 06.2023. Exp. date: 06.2026.
Oata supobruurea: 06.2023. Mpupathnia go: 06.2026.
CERTIFICATE Ne 170000033622/23
CEPTU®IKAT Ne 170000033622/23
PARAMETERS REQUIREMENTS RESULTS
MNAPAMETPM BI-"II"_I-_I."IEFI-"I PE3YNBTATH
APPEARANCE A clear, colourless solution. Complies
(Wisual)
OnHC Mpo3opyi Ge30apeHMA PO3UMH. Bignosigae
(BizyansHo)
CLARITY OF SOLUTION The solution is clear, Complies
(Ph. Eur. 2.2.1.)
NPO30PICTE PO3HHHY MNpozopwid po3vMA, Bignoeigae
(Eap. Papm.2.2.1.) | &
COLOUR OF SOLUTION The solution is colorless\ @&\ Complies
(Ph. Eur. 2.2.2.) 2
CTYMIHb 3ABAPB/IEHHA Ee3fapBHMit PO3UMH, - Bianosigae
| [Esp. Papm.2.2.2.) |
pH 6,2-6,5 6.4
{(Ph. Eur. 2.2.3.}
pH 6,2-65 6.4
(EBp. Papm. 2.2.3.)
OSMOLALITY 0,260 - 0,306 Osmolfkg 0.278 Osmal/kg
(Ph. Eur, 2.2.35.)
CCMOMANBHICTE 0,260 - 0,306 Ocmone,/kr 0.278 Ocmone,/ur
| (Esp. ®apm. 2.2.35.) |
JADRAN - GALENSKI LABORATORII d.d. = 51000 RIJEKA = Svilno 20 = CROATIA = 4385 51 660 700+ www.jal.hr
Optin eye drops, solution 0,5 mg_ml, 10 ml - 23853 - UA 1f2
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IDENTIFICATION OF TETRYZOLINE |

HYDROCHLORIDE
(LC with DAD detector) | Retention time of the characteristic peak in the chromatogram of | Complies
the test solution corresponds to the retention time of the
tetryzoline peak in the chromatogram of the reference solution.
The UV spectrum of the characteristic peak in the chromatogram | Complies
of the test solution corresponds to the UV spectrum of the
tetryzoline peak in the chromatogram of the reference solution.
LAEHTHRIKALIA TETPH3ONIHY
rNArPOXNOPHAY
(P¥ 3 DAD perexkTopom) Yac yTPUMYBaHHA XAPaKTEPHCTHHHOMD NiKa Ha xpomaTorpami Bignosigae
EMNPobYBAHOr0 POIYHHY BIANOBIAAE Yacy YTRHMYBAHHA NiKa
TETPUIONIHY HA XPOMATOTPaMi PO3YNHY NOPIEHAHHA,
CReKTp XapaKTepHCTHYHOND NiKa Ha XxpoMaTorpami Bignosigae
BUNPOGYBAHOMD PO3HMHY BIANOBIAAE CNEKTRY NiKa TETPUIDAIHY
Ha XPOMaTOrpami PO3UMHY NOPIBHAHKA.
ASSAY OF TETRYZOLINE 0,475 -0,525 mg/ml 0.500 mg/mil
HYDROCHLORIDE
(LC) (95,0 - 105,0%) 100.0 %
KINBKICHE BM3HAYEHHA 0,475 — 0,525 mr/mn | 0.500 rar/mn
TETPUIOAIHY MAPOXNOPHAY l
(PX) (95,0 - 105,0%) 100.0 %
RELATED SUBSTANCES (LC)
Impurity C Mot more than 0,5 % <0.1%
Impurity D Mot more than 0,5 % <0.1%
Any other impurity Mot more than 0,5 % <0.1%
Total impurities Mot more than 1,0 % <0.1%
CNOPILAHEHI CIONYKM (PX)
Domiwka C He Ginbwe Him 0,5 % <0.1%
Nomiwka D He Ginbwe Wi 0,5 % <0.1 %
BEyab-AKa iHWa Jomilka He Binbwe Hix 0,5 % <0.1%
3aranbHa KiNbKICTh A0MILIOK He Ginewe Hix 1,0 % <0.1%
MEAN DROP WEIGHT 0,037 - 0,049 gfdrop 0.045 g/drop
(In-house)
CEPEHA BArA KPANMI 0,037 - 0,049 rfxpanas 0.045 rfxpanas
{MeTog Homnanii)
STERILITY The solution is sterile, Complies
(Ph. Eur. 2.6.1.)
CTEPUABHICTE Po3yvKH Mac BYTH CTEPUABHMM. Bianoaigae
(Esp. Papm.2.6.1.) |

Certification statement. | hereby certify that information above is correct and precise. This batch was manufactured (all produc-
tion stages including packing and marking) and quality controlled in exact compliance to the GMF guidelines implemented by
local regulatory body as well as specification included into the registration dossier.

Protocols of packing and analysis were revised and GMP compliance is identified.

3ansa npo ceprudirauilo. Lum A 33CBIAYYI0, WO HaBeAeHa BuWe iHPOPMaLA € AOCTOBIPHOW Ta TouHow. Lo cepie npogyruii
Byno BupabneHo (BrMoYAOYM NaKyBaHHA/MAPKYBAHHA)] T3 NPOBEASHO KOHTPOAL 1I AKOCTI Ha BULWE3aIHAYEHIR AiNLHMLI ¥ NOBHIRA
BlgnoBigHOCTI 3 Bumoramun GMP, BcTaHoBAEHMMM MICUEBMM PEMYNATOPHAM OPraHdoM, 3 TaHOM BIANDBIAHD AT cneurdikauif, wo

signosigHicTe GMP.

Qualified Person
YnosHoBaMEHa ocoba P
e

Signature !
NMignue Ll |

5 Svilmo 20 @ CROATIA o +385 51 660 700 = www.jgl.hr

Biserka Londar '.,,r'

Date of signature: , — OQ
Hara nignucy: i’h 1

Optin eve drops, solution 0,5 mg_ml, 10 ml - 23853 - UA 2/2
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