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AEPIKABHA CIIYKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPO.TIO 3A HAPKOTHKAMH y M. KHEBI

npos. Hanif Ceitnmnof, 3, 02099, en. (044) 295-26-85
E-maii: dls.kyiv@dls.gov.ua, Kox CIPTIOY 37079055

BHCHOBOK
Npo AKICTL BBe3eHOro B Yxpainy jikaperxoro 3acoby
12.03.2024 Ne 12601/24/26
HOPMATHH

(raiiMenyBarna nikapchkoro sacofy 3rifmo 3 peectpauifinmm W (T CTANINING
Kpanuii o9Hi, po3aun, 5 Mr/v, mo 5 v Y baakoni-kpaneasrauni, mo 1 tbaakony-
KpanelsHuNi B KapToHHi Kopobii

{(hopma Braycry, aosysanys, muy naicy RAHAS NIKAPCHROrO 3ac0Gy)
Homep peectpavitiioro noceimaenas UA/18457/01/01 CTpox uif peectpaniiinoro mocsiguenns 18.11,2025
Cepia nikapeskoro sacofy Ne 311001741 Kinekicrs Beesenoro rixapcerory sucoby 49866

BupoGink YOPJIL MEIAIH UTAY CAH. BE TIDK. A.Lil., Typeunua

(ualiMenypanng BupoGHHKa JikapesKoro sacaGy, kpaina MOXOMXCHHA)

BreseHo 8 Vrpainy Tosapncrsoe 3 o6mexmencyo BioBizansHicTo "Tpokac Dapma
Yxpaiua', igenr. kon: 37177201
(wafimerynanHs Ta Kop 34 EIPTIOY 1opunuyHoi ncoby abo ApisanLie, M, Do Gareiconi

Pisutnol ooty - nignpuemus, i micue HPOHHEAHAR Ta pecerpaifunit noMep ofikoso]
KApTKM MNATHHKE NOAaTKiB afo cepin Ta Hom € iTachopTa)

Hpotoron slsyansnoro konrposmo sin 13,02.2024 N 417/4.

HaGoparoprmii ananis gxocti AikapceKoro 3acoby 3yiiiicuennis:

JaGoparopis apmaxometinoro ananizy JIIT "Vrpaitcnxriz HaykoBui#t (hapmakoneinuit LEHTD
AKOCTI JIIKAPCHKUX 33C06IR" (M. Xapkis, By Actporomiuna, 33)
(nifimenynalny Ta Micnesnaxomieris naGoparepil, wo Aposena nabopaTopHMi unga i HKocTi)

Buchosox wono akoeTi nikapchicoro 3acoby, suntainit naGopatopiero rin 11.03.2024 No 181/] 8624

Pesynstatu naboparoproro anaisy AkocTi Nikapeboro 3ac00Y 32 NEPeBIDEHNMH TIOKAsHY KM Bigmosinato e
BHMOTaM METO/IR KOHTPOMIO AKOCT] (aHanituaro-nopMaTHBHOT nokymMerTauil).
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Pharmacentical Compaey

Hopmarunx No311001741_Crpanmua_1.jpg

Manufactured by WORLD MEDICINE ILAC SAN. VE TIC, 4.8,
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:56 Guaesli Bageilar/Istanbul, Turkey
License: TRAUY/2019/12-2
BrpoBneno: YOPJIE MEJWIHHHE I7IAY CAH. BE TIIOK. A1,
Micuesnaxoxenng: 15 Temmys Maxanaemi Dxami ﬁony Ibxannest

Ne50 Tronemni Barpxanap/CramGyn, Typeuuuia
Aintensia: TR/AUY/2019/12-2

CERTIFICATE OF ANALYSIS No.4G000014055
CEPTHQIRAT AKOCTY

Product name NORMATIN

Hassa npodyxmy HOPMATUR

Pharmaceutical form, package

type and size

Eye drops, solution, 5 mg/ml, 5 ml in a flacon-dropper, 1 flacon-droppes
together with a leaflet in 2 carton box

Mirapeexa gopma, mun ma pozuip Kpanni ound, poyuus, 5 mz/nn, no 5 un Y raroni-rpaneapuii; no !

YRaROGRY

Desage / potency

Hosza / cuna OiF
Registration certificate
Peccmpayiiine nocaiduenns
Batch size

rarony-sparessruni pazest 3 INCMPYKUIeIo DR Medunnozo
FRCIOCYEANIA 8 KApMOKNIG Kopobyi

Timelol (as timolol maleate) 5 mg/ml

Twaonony (y ghopati mumonozy manreamy) 5 sz/sa

UA/18437/01/61

49 935 packages / ynaxosor

Pozmip cepii
Datch go. 311001741
Ne cepii
Manufactu:e date 11,2023
Hama supobuuymen
Expiry date 18.2026
Tepmin npudamnocmi do
TEST Lirdr RESULT
Hoxaznuxu axocmi Hopmveanna Pespnasram
Appearance Coigrless or almost golorless, clear s?Iution. ) Cpﬁform
Onue Besbapsnuii afio maiizice besGapenuti npozopuil | Bidnosidae
DO,
Identification
Denmudpirayia Retention times of timolol peaks obtained | Conform
- timolol chromatogram in the sample solution should be | Bidnosidae
~ MHMOROTY similar retention times of the timolol peaks

- benzalkonium chloride
- bensanxoniio xaopudy

obtained chromatograra in the standard solution
in the assay.

Hac ympusysanns nixy mumonony, ompunanozo
HA XpOMArozpami eunpobysanoz0 posuuny, mac
gidnoeicamu Yacy  Yenouyeanns niKy
MUMORONY,  OMPUMAROZ0 HG  XDOMAMOZpi
CHIAHOGPRIHOZG  PO3YUNY & X007 KitbKicHo20
CUSHALEHTIS Conform
The retention times of two peaks of | Bionosidue
benzalkonium chloride in the chromatogram
obtained from sample solution chould
correspond to the retention times of two peaks of
benzalkonium chloride in the chromatogram e
obtained from standard solution in the assay ﬁéﬁﬂa
Yacu YmpuMysaRna Jdeox mixie 66113;1;;;\‘0;:1%}\1?9 % 4:0/5‘
XEODUOY,  OMPUMAHIE NG XpoMamozp S . :

JTH
JOKYMEHTIB
Ne5
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License: TR/AUY/2019/12-2

Marufactured by WORLD MEDICINE [LAC SAN. VETIC. AS.
Location: 15 Temmuz Mahaliesi Cami Yolu Caddesi
Ne:50 Gunesli Bageilar/Istanbul, Turkey

Bupobiesio: YOPJIA MEJIFIIHH LTAY CAH. BE TIIK. A.HL
MicuesHaxomrenns: 15 Temmys Maxantewsi Howami Hony wangeci
Me50 Nosremini Bargxunap/CramoOyn, Typeusunna

JHaeusin: TR/UY/2019/12-2

sunpobyeanozo posuuny, nosumni 36izamucs 3
NACOM ympuMysanui 08ox nikis Penszaixomiic
XIOPUOY,  OMPUMGHUX — HO  Xpomamozpaii
CHOHOGPIMHO20 po3vuMY € X001 KirbkicHo20
GUIHAUECHHA

Neminal volume Not less 5.0 ml 5.2 ml (mn)
Hominanenuil 06'em He memwe 5,0 an
Clarity and degree of
opalescence The solution should be clear. C?I_lforf_n
Hposopicms | cmynine Posyun mae Gymu nposopu. Bionosidae
onanecyesyil
Colour Solution should be colorless or it is not more Conform
Konvoposicne intense colored than reference solution Bs. Bidnosioac
Pozuun nogunen Gymu Gesbapsuum abo ne
Binviy inmencusno 3aDapsnests, Hisic POIHUH
nopigHannA B
pH 6575 6.9
Density 1.000 — 1,020 g/ml 1.008 g/ml (2/311)
Tycmuna 1,000-1,020 2/nn
Osmolality 280 - 340 mOsmol/kg 308 mosmol/kg
Ocmonstonicme 280-340 sOcmons/xz (mOcmons/ic2)
Particulate
contamination
Mexaniuni extiouennn
-visible particles Practically free from particles Conform
- quOuMI HacmKy Hpaxmuyno sinbruti 810 Yacmor Bidnosidae

-sub-visible particles
~Héeudumi vacrxy

Z 10 um: not more 6000 particles/vial

2 25 um: not more 600 particles/vial

210 mrm: ne 6invbute 6000 wacmor/pnaxon
225 mxm: ve Ginvtse 600 uacmor/dnaron

29 particles/vial

2 particles/vigl

29 wacmor/ghnaxon
2 wacmor/dndaron

Related Substances
Cynpogioni dosiuuxy
-unidentified impurity

- Heidenmugbirosana
domiura

- max. 2 from unidentified
mpurity

-maxe. 2 i3
neidenmughivoaanix
dominion

Not more 0.40%
He Ginvue 0,40%

Not less 0.20%
He xene 0,20%

0.06%

021 %

Assay

Kinvricne susnauenus
timolol

MUMORCILY

4.75 mg/ml — 5.25 mg/ml (95.0% - 105.0%)
4,75 mzimn ~ 5,25 me/nn_{95,0% — 105,0%)
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Manufactured by WORLD MEBICINE ILAC SAN, VE TIC. A5,
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Baggeilar/Istanbul, Turkey

License: TR/UY/2019/12-2
Brpobnsro: YOPIA METHIIHH LIAY CAH. BE TUDK. AXH,
Micuesnaxomxenna: 15 Temmys Maxannemi Dxami Hony Hwannec

Ne5G Tr:owemai Barmxuzap/Crambyn, Typeaunna
Jlinerzia: TRAUY/2019/12-2

Prarmaceutical Company

benzalkonium chloride 0.09 mg/ml - 0.11 mg/m! (90.0 - 110 %) 0.10 mg/ml
Bensanronino xnopud 0,09 me/mn — 0,11 szt (90,0% — 110,0%) (mz/mn )
Sterility Solution should be sterile Sterile
CrepHapHicTs Posuun mae Bymu cinepunvrum Cmepunbnuti

I do hereby certify that the abovementioned data are trustworthy and accurate, This product baich is
manufactured (packaging/labelling included) unnder the quality control on the abovementioned
inanufacturing site in full conformity with the GMP requirements, established by the regulatory agency of
Turkey as well as with the specification and control methods of the analytic-normative documentation,
registered in Ukraine. The protocols of manufacture, packaging and analysis are reviewed; conformity with
the GMP is established.

Lun 8 3ac8idupo, wo nepepaxosaua swige iHhopmayiz € Jocmosipnow 1 mowdolo, Ila cepis npodyryil
Oyna guz0mosnena (BRIOUNONY RAKYSaHHS [/ MAPKYBARHS) 3 NPOBESCHNAM KOWRDOMO AKOCHE nA Gutesrasanill
supobHuuitl Oineruyl & noewiil gidnosiduvemi 3 eumozamu GMP, GcmanosRenUwMY DEZVAAMOPHUM OPIAHOM
Typewuunu, a maxooie y eidnugidnocmi 3 cneyugpirayicio i memodamu roumpomo axecmi (MK,
sapeecmposanumu ¢ Yxpatni. Ipomoxonu eupcOHuymed, VROKOSKH Wa OHARI3IE 6_wzz$ nepezaanymi ma

semanceneHo gionoaionicme GMP. ¢
T §
Surname and position of person, approving batch velease to market : _ 5 [ e n
N . SR IR
lipizswuge ma nocada / 3eanus ocofu, ara sudAAQ Q036IA HA SUIVCE Cepil i 7 § 0 o ol S PR
T id % 8
T Ppgds OZGHE

Signature and date, starmp sRedul Wity
Hidnue ma dame nidnucanns, nevyamxa / uwmann _uadificd Porson




