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” - BHCHOBOK _
Hpo AKIiCTHL BBE3eHOro B YKPAiHy JIKAPCHKOI0 3a¢06y
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EOPBOTHMOJI@

(naiiMeHyBaHHS nmapcm{nm 3ac00Y 3rijgHO 3 peec*rpaummim nocﬂl,uqenﬁﬂm)
KpPAIii 04Hi, PO3YHH; 10 5 MJI Y- [l)JIaKOHl-I{paHEJleHIll, no 1 (bHaKOHy-KpaHEJIbHHIII B
. KAPTOHHIH KopoOui |
(hopma EHH}’CR}’, FAO3YBAHHA, BH NAKYBAHHA ml-:apcmuro 3acoby)

Homep peectpaniiinoro mocginuenns UA/ 1{}028/ 01/01 crpox gii peectpauiiiroro noceiguenna 01,01.2099

Cepin nixapcekoro 3acoby Ne 183334 Kiﬁhf«:ic*raBB&S@HGI‘O-nircapcmcbm zacoby 2400
BupobHuk. _HnPaH—FaneHcr:mm Haﬁt)pa'ropm 19100 XopBaTm S )
(Hanmenynamm BHPOOHIKA JIKAPCEKOro 3acoly, Kpaina IIOXDJI&«.EHHE)
Baeseno B YKpaiiy Cniabne yﬁpa’iﬂchm'-ecrorl%me nignpuemerso y Gopmi ToBapucTBa
3 oﬁmemeﬂom BiANOBIAATLHICTIO ”On'rma-fI)apM, JITA", inenr. xox:
21642228

(HaHMBH}"BaHHH Ta oz 3a €JIPTIOY ropumunoi ocobu abo npizeuue, im'a, mo 6arsrobi c]:uauqum
ocobu - I'Ilﬂl’IpHEMLIH, il micue IPOXHUBAHKA Ta pecc*rpaumnnu nomep o0niKoBol KAPTKY MAATHIKA.
nogarkis. abo cepis Ta HOMEp nacnnpm)

IIpoToxo Bi3yaJLHOIro KOHTPOJIN Bi 19042024 N 1024/1.

334 pesynbTATAMH HEpKABHONO KOHTPOIO HCTAHOBAEHO, IO JiKapehkui 3aci0 BBeseHo B YKpainy 3

HOTPUMAHHSIM pumor 3&K0Hona3c*rﬁ&.§_l.llono 3abe3neye s AKOCT] TIKapChKUX 3aco0iB,

B}KTop CTECI)KIBCBKMP
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:
Product name: DORZOTYMOL®
eye drops solution S ml in dropper bottle
Ha3gsa NikapCbKOro 3acoby: [OP30TUMON®
Kpanni o4Hi, po34uH No 5 mn y PpnakoHi-kpaneasHuu,
Registration certificate in Ukraine: No UA/14028/01/01 dtd. 02.10.2019
PeecTpauinte nocsiguerHs s Ne'UA/14028/01/01 8in 02.10.2019
YRpaiumi:
Strength/Activity: > ml of solution contains-dorzolamide hydrochloride 0,11125 g, equivalent 0,10001 g dor-
zolamide, and timolol maleate 0,03416 g, equivalent 0,02499 g timolol
Cuna ailfakTushicTy: > M7 PO34MHY MICTUTL Aop30namiay rigpoxnopuay 0,11125 r, uio ekBiBaneHTHo 0,10001 r
) -A0DP301amiAy, Ta TMMONOAY ManeaTy 0,03416 1, wo exsisanenTHo 0,02499 7 TUMOoNoNy
The size and type.of packaging: > mlin dropper bottle, 1 dropper bottle in a cardboard box
Po3mMip | BUA NaKy8aHHA' Mo 5Ny pNaKoHI-KpanensHuyi, no'1 GnaKkOHYy-KpaNeAbHMLU| B KAPTOHHIN Kopodui
The dosage form: -eye-drops solution
flikapcoka dapma: Kpanni o4YHi, PO3YIH
Country - producef: Croatia Country of destination: Ukraine:
KpaiHa - BUpohHuK: Xopearig ‘KpaiHa npusHayeHHAa: YKpaiHa
Manufacturer & Quality control: Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka; Croatia
BupOBHUWK Ta KOHTROAL AKOCTI: Aapan-TaneHcbknit Nlabopatopin a.4., Ceinbko 20, 51000 Pieka, XopBaTia
Confirmation of GMP certificate: Ne 650/2023/C-1334 dtd. 24.11.2023
BUCHOBOK BignosigrocTi N2 650/2023/C-1334 8in.24.11.2023
BMPOOHNMILTEE BUMOTram GV P
Manufacturing license: UP/1-530-01/13-03/09 dtd.- 17.05.2027
AiueHsis Ha BUPOBHKULTRO: UP/1-530-01/13-03/09 Big 17.05.2022
Batch: 183334 Batchsizer 10.655
Cepia: 183334 Po3mip cepiiv 10.655
Date of manufacture: 11.2023. Exp. date: 11.2025.
fata snpobrHuursa: 11.2023. Npuaateuii go:  11.2025.
CERTIFICATE Ne 170000035993
CEPTUDIKAT N2 170000035993
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPH BUMOT# - PE3Y/IbTATH
CHARACTERS Clear and colourless or almost colourless liquid. Complies
{Visual) |
5 OMUC Mposopa i besbapswa abo Marke BesbapsHa piannHa. Bianoeinae
(Bisyanewo) ¢ e SR |
DELIVERABLE VOLUME { Not less than 5.0 mi . 5.4m|
(In-house method) | o — j
OB'EM, LU0 BUTATAETHLCA ' He menwe 5,0 mn 5.4 mn
(MeToa KomnaHii) o A ) e
| OSMOLALITY 242 -323 mOsmol/kg  fI& 275 mOsmol/kg
| (Ph. Eur. 2.2.35.)
OCMONIANBHICTD 242 - 323 mOcmons/kr {13 275 mOcmonb/kr
(€sp. dapm.2.235). .\
oH 5,0-6,0 | 5.7
{Ph. Eur. 2.2.3.) {
pH . 5,0-6,0 157
(€ep. vapm.22.3) - T
IDENTIFICATION OF ;
DORZOLAMIDE
| (HPLC with DAD detector} The retention time of the dorzolamide peak.in the chromatogram i Complies
! obtained with test solution should correspond to the retention i
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© IBEHTU®IKALIA ZOP3OMAMIAY
(BEPX 3 getektopom doToaioaHOI
1 marpuui)

time of the dorzolamide peak in the ¢hromatogram obtained.
+ with the standard solution.
* The spectrum of the dorzolamide peak in-the chromatogram

|-spectrum of the dorzolamide peak in the chromatogram

YTPYMYBaHHA Niky R0P30/1amMifgy Ha XPOMATOrpami CTaHAapTHORO
| PO3uUnHY.

XPOMATOrPami CTaHAPTHOTO PO3UUHY.

“Complies:
obtained with the test solution should ¢orrespond to the

obtained with the standard solution.

Hac yTpumyBaHHA Niky fop3onamiay Ha Xpomartorpami | Bianosiaae

BMNPODYBAHOro po3unHy NOBMHEH BIANOBIAaTH Yacy

CnexTp niky Aop3onamigy Ha XxpomaTtorpami sunpoBysaHoro Bignosigac

PO34MHY NOBUHEH BIANOBIAATH CNEKTPY NiKy AOp30namiay Ha

N

IDENTIFICATION OF TIMOLOL
(HPLC with DAD detector)

NAEHTUGIKALIA TUMONOAY
{BEPX 3 getekTopom dotogioarior.
Matpuui)

1
i

"R e T

“Hac yTprUMYBAHHA NiKY TAMOAOAY Ha XDOM ATOrpami BUNPOLY-.
| 8AHOMD PO3YMUHY NOBUHEH BIANOBIAATM HACY YTPUMYBAHHA NIKY
[ TUMO0AY Ha XPOMATOrpami CTaHAAPTHOFO PO3YMHY.

CNeKTp Niky TMMONOAY Ha XpOMaTOrpami BUNPOBYBAHOro po3-
- YMHY NOBMHEH BIANOBIAATM CMEKTPY NiKY TMMO/ONY HA XPOMa-
| TOrpami CTaHAaPTHOIO PO3HUHY.

-with the test.solution should correspond to the spectrum of the

“solution.

The retention time of the timolol peak in the chromatogram
obtained with test solution should correspond to the reten-tion
time of the timolol peak in the chromatogram obtained with the
standard solution.

The spectrum of the timolol peak in the chromatogram obtained

Complies

| Complies

timolol peak in the chromatogram obtained with the standard

!

| IDENTIFICATION OF
BENZALKONIUM CHLORIDE
(HPLC)

IAEHTUDIKALIS BEH3ANKOHIIO
Xnopuay
{BEPX)

i CTAHAAPTHOTO PO3UNHY. T

Hac yTpumysanHR fiky 'ﬁe'H'S'ahH'O'Hilb”}{hdpngw'Ha"xpomargrpamj
- BUNPODYBaHOTO PO34MHY NOBUHEH BIANOBIAATM Yacy

' Bianosigac

- Bignosigae

e et

The retention time of the benzalkonium-chloride peaks in the Complies
chromatogram obtained with test solution should correspond to
the retention time of the benzalkanium chloride peaks in the

chromatogram obtaihed with standard solution.

j

YTRAMYBAaHHA Niky BeH3a/KOH 0 XxA0pUAY Ha XpomaTorpami

RELATED SUBSTANCES {HPLC)
| cis impurity of dorzolamide
Other impuirity of dorzolamide
| .Other impurity of timolol
Total impurities.
| CAOPIAHEHI CNONYKK (BEPX)
4 Unc {cis) aomiwka popaonraminy
IHUJi,u,GMImHn Aop3onamiagy

! IHWI AOMIIKK TUMO AONY
3

. 3aranbHUii BMICT 40MILIOK

1 Not more than 0,2 %

He Binbwe HIX 0,2 %
1 He Binbwe Hiw 0,2 %
He Binbwe Hin0,4 %
He binbwe Hix 1,0 %

 Bianoaiae

<0:1%
- <0.1%
I_' <0.1%
- <01%

Not more than 0,2 %
Not more than.0,4 %
Not more than 1,0 %

<0.1%
l <0.1'%
- <0.1%

| ASSAY OF BENZALKONIUM
" CHLORIDE

- 1ml of solution_shoald contain 0,6}6?5 - 0,0825 mg )
. benzalkonium chloride
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(HPLC) (90 —110% of the started amount (0,075 mg/ml}) 988 %
t RIJIbKICHE BU3HAYEHHHA 1. MA pO34MUHY NOBUHEH MicTMTK 0,0675 — 0,0825 Mr.6eH3aNKoHII0 0.0741 mr/mn
' BEH3ANTKOHIO X/TOPHAY . xnopuay
(BEPX) {90 —110 % 8in 33ABAEHOI KiIABKDCT] (D,‘Q?S;I@rknnﬂ)] ~988%
- ASSAY OF DORZOLAMIDE | i i1 ml of solution should contain 19,0 — 21,0 mg dorzolamide 20.1 mg/ml
- (HPLC) | (95 - 105 % of the started amount (20,0 mg/ml)} | 100.5 %
. KINBbKICHE BU3HAMEHHS# 1 MA PO3YUHY NOBUHEH MiCTHTKH 19,0 — 21,0.Mmr.gop3onamiay 20.1mr/mn
- OP30NAMIAY | |
| {BEPX) - | | (95 =105 % sig 337BARHOT KinbKOCTi {20,0 mr/mn)) 1 1005%
ASSAY OF TIMOLOL 1 ml of solution should contain 4,75 - 5,25 mg timolol 5.01 mg/mi
[ (HPLC) (95 — 105 % of the started amount (5,0 mg/mi)} 100.2 %
| KINbKICHE BU3IHAYEHHA 1 M1 po3dMHy NoBUHEH MICTUTU 4,75 = 5,25 Mr THMO0AY 5.01 mr/mn .
| TMMOAONY |
(BEPX) S i (95 — 105 % ein 3asBeHoi KinbkocTi (5,0 Mr/mn)) 1 1002% |
% VISCOSITY 50-120 mPa's 104-mPa's E
(In-house method)
B'A3KICTL 50—-120 mNa 104 mNa
(Metog komnanii) . e | e
CLARITY AND DEGREE OF Clear Complies
OPALESCENCE OF LIQUIDS |
(Ph. Eur. 2.2.1.)
NPO30PICTb | CTYTNIHL Tlpozopa Bianosinac
ONANECUEHYIT PISWH
(€ep. Papm. 2.2.1.) e e e
4 COLOUR OF THE SOLUTION Not less than 88% Complies
1 (Ph. Eur. 2.2.25.) ]
| KORIP PO3YMHY | He meHiLe, Hix 88% Bianosigae
| (€sp. ®apm. 2.225) | e
STERILITY Salution should be sterile. Complies
(Ph. Eur. 2,6.1.)
CTEPUNBLHICTE PO34YMH NOBUAKHEH BYTH CTEPUABHWM. t Bianosigae
1 (EBp. Bapm. 2.6.1.) R |

Certification statement. | hereby certify that information above is correct and precise, This batch was manufactured (all production

stages including packing and marking} and quality controlled in exact. compliance to-the GMP guidelines implemented by local

regulatory body as well as specification included into the registration dossier.

Protocols-of packing and analysis were revised.and GMP complianceis identified.

3aaBa npo cepTudirkauiio. Lum n 3aCBlA4YH0, WO HaBeAEHA BULLE IHhOpMAaLs € AOCTOBIPHOK T4 TOUHOIO. Lo cepito npoaykuii 6yno

BUpOBNeHD (BKAKOUatOYU NaKyBaHHA/MapPKYBaHHA) Ta NpoBegdeHo KOHTPO/L 1T AKOCTI Ha Bule3azHadeHiit AinsHKL Yy NOSHIN

BiANOBIAHOCTI 3 BUMOramu GMP, BcTaxoBARHNUMY MICLLEBUM PerynaTopHUM OpraHom, a Takox BIANOBIAHO A0 creyrdikauii, Wwo.

MICTATLCA ¥ PEECTRAUIMHOMY A0CbE. MpoTokonn BupobHYWLTEa, NaKkysaHHA Ta aManisis Byno nepernanyto Ta BCTEHOBNEHO

BighoeianisTe GMP, G4

e ;f;amp § _S_Ej*.i-;___j;_-d_ Qualified Person
= -

f Jebame, 4 eri’}a’glmicm; o
L4 "3‘.._.1 g

-
gt

“0r. 20 YNOBHOBaMEHa ocoba.

by o "

Date of release: 0G. O%, ﬁa‘) ty ST Signature- ’wa({,Lw
Hara sunyery cepiic: — 0 T 0 Nianuc. [V "

'Dateuf'CoAsignature:- SR . J

Hata nmianucy ceptudirarar

_W“'ﬁ;b‘r.._._" B
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