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AEPACABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KUCBI

npos. Hanit Cairtnyynoi, 3, 02099, ren, (044) 295-26-85
E-mail: dis kyiv@dls.gov.ua, Kop CIIPIIOY 37079055

BHUCHOBOK
IO sAIKICTHL BBe3enoro B Yxpaiuy aikapceskoro 3acoby
12.08.2024 : Ne 40857/24/26
JIOPHA 1O N

(maiimMenypars nikapesroro 3acoBy 3rigo 3 peceTpauiiinmum NOCRIAYCHHsIM)
Ta0JeTKH, BKPHTI MIIBKOBOIO 0601011010, 10 8 Mr; 1o 10 Tabierowk y Guaicrepi; no §
Ousticrepy y kaproumiii KOpooi

(opma unycky, nosysars, s MaKy BAHHSA NiKAPCLKOro 3acoty)

Homep peecrpauiitnoro nocsinuenns UA/1871 7/01/02 crpox it peecrpaiiitoro nocsimucnus 23.04.2026

Cepist ixapcbroro 3aco6y Ne 402203220 Kinsxicts Beeseroro nikapeskoro zacody 49200
Bupo6uuxk YOPJIAMEIVIIUH IJIAY CAH. BE TIJDK. A.IIT., Typeuunna o
(naliMenysams BHpoBHHKA JikapeLKoro 3ac00y, kpaina THONOJORCH S )
Boeseno v Yipainy Tosapucrso 3 06mexenoxo BinoBixanLHicTio "Tpoxac Gapma
Yxpaiua", inenr. won: 37177201
(nalimenysanus ra kop 3a CPTIOY wopnimunoi ocobu ado pisme, iM's, 110 GaTLKop;

Qisnunoi ocobn - nianpremus, i micue HPOMCHBAIISL TA peecTpart fumni HOMED olutikaBoT
Kkapricn mratHuka rojarkis ao cepis ra HOMCD naciopra)

TpoTokon Bisyanbnoro kourpomo Bix 15.04.2024 Ne 1245/3.
Jla6opaTopuuit ananis scocri JHKapehkoro 3acoby aaiticuenii:
JlaBoparopis 3 konTposmo axocti JKapehkux 3acobis TOB "HOBPOBY T-JIIKMIIA K" (v, Ko,

By Hosropon-Cisepcrxa, OyA.3, Hexu1oBi npumimenss 92)
(natiMenyBauns ta MicuesHaxomies naGoparopii, wo riposena Jaboparopuuit ananis 5 KOCTi)

Bucrosox wono sixocri nikapesioro 3acoby, sunannii naGoparopicio sig 08.08.2024 No 75] -24

PesyinraTu JaboparopHoro anaisy sKocti gikapenkoro 3ac0by 3a nepenipeHnMu noKas i kanmy Bignosigaiory,
BAMOTaM METO/IB KOHTPOIIC SKOCTI (ananiTuuno-wopmarusuoi HoKyMeHTaLLT).

3a  pesynsTaramu AePMABHOrO  KOHTPOJIIO BCTAHOBACHO, MO qixapehikuii  3aci6  pseseno B Ykpainy
AOTPHMAHHSIM Bumor 3aKOHONABCTBA OO 3a6e3NeUeHHS 1KOCTI JiKapehbkinx sacobin,
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"THOIKAT AKOCTY
Product name:

Hesea npodysny:
Pharmaceutical form,

package type and size:

Jlikapeora dhopya, mun ma poisip

YHAROGKH .

Dosage / potency:

Hosa  cuaa oit:
Registration certificate:
Peccmpayiivne noceiouenis:
Batch no.:

N eepii:

Batch size:

Poxwip cepii:

Manufacture date:

RTIFICATE OF ANALYSIS

Hoprapo Ne402203220_Cropinka _l.jpg

e

Manufactured by WORLD MEDICINE TLAC NVETIC, AN,
Location: |3 Temmuz Mahablest Cami Yolu Caddesi
Na:50 Gunesli Bageilar Istanbul. Turkey
License: TRAUY 20149122

Bupodaens: YOPT MEAHUUL KIAY CATL BE TLUR. AHL

Micnestaxossenns: E3 Towmys Maxauiem

N3O Pronemai Bavaaaap:Crasoya Typesans
JHuewsis: TRAUY 20191222

wastd Foay Hlaasueo

No. 4000003177

LORNADO
AOPHALO
film-couted rablets 8 mg; 10 tablots in a blister; 1 blister together with a leafler in a carton hox

IMABIMINY, GEPIINT ATGKOGOI0 000 0uRaio, fo & ser no F0 madaemor v agicmepi: ao D dafcmepy pason
. 7

T IHCHIPYRIICIO A8 MENNU020 JICHOCYSQUIS N KAPIMOIGT kopodi.

Lornoxicam 8 mg

Hopnoreurasy 8 v

UA/18717/01/02
402203220

49 275 packages/vaarocor

. - 02.2024
Jlama supodmupnsa:
Expiry date:
ot ) 01.2027
Tepatin npuoamnocnii:
TEST LIMIT RESEL
Tokasnurie skocmi Haparyaanns Fesvinmiam :
Appearance LUS engraved on one side. white colored oblong film coated tablets, Contormis i

Aopnoscusaan

Titanium dioxide

Onme AoGeacmi madaemKu, GKpU IGROGOI 0BT OIT000 KOTOOPN. L 1150 i
3 epasipyveanisiy v LS » na oduosy ooyl

Identification

loeumudhivanis

Lornoxicam In assay, retention times of main peaks which are obtained from

s Conforms
sample and standard chromatograms should be similar. . i
Ricnosiou ;

Hae Ympuaysaiss oCHOGHIUN IKIG. OMPUMAIHY 11 XPOMAMOPAN AN ;
GUIPOONGAHO 1 CIHANAAPIIEO20. POSUUNIG RIPOGOGHC KIABKICHOC0 ‘
GUHAUCHIA, MAC Cnfenadan

Orange-yelow color should be observed in test solution. Contorms

Tumany Oiokcuoy N sunpodveanomy o3l SdC CROCHICPICANTICH OPGUIRCE-ICOBIIC T Rignanidce

FGUpaICHIs :
Average mass 213.0 mgitab £ 7.5% (199.0 - 231.0 my/tab) i
Cepeons maca 23,0 v0mat 7.5 1900 0 2310 e mad) 2148 mg/tab (me/mals ,:
Uniformity of mass Not more than 2 of the individual masses deviate from the average
Odieopionicmn smacu mass by more than 7.5% and none deviates by more than 13.0%,. C Conforms

He  Gizote 2 OHGIOVQILIIY  MAC MOMCYIRG GLOXINIINCH i L Bionosioa

cepednnol sact Glnswe rive na 7.5%, 0 ocodna Oliie i e

15,0%

Water content
Bariem coou

Not more 7.0 %o

He Siavtue 7,0%

Disintegration
losnadanis

Not more 15 min Fomin (e

1 oiaoue 15 xe

Dissolution
fornoxicam
Posyunenus

JOPHORCHRKUAY

Not less 85.0%, of its tabel claim at the end of 30 minutes (Q=80.0%0
Mo stenme S5O0 610 sasteaenol  sivskocmi wepes 3 G
(O 80,0%%

uniformity)

(aemoo HPBM OO0 G Ry

Uniformity of dosage units (content Aceeptance value (AV) should meet the requirements,

Onapidnicns GO306AHIN QOUNNYH

L Max 150, 1.2: Max.25.0
Hputusimne snavemist (A1) sae sionoeioanu eiesioc
L1 He dliewe 150,12 e diavuee 250




Nopuapo Ne42203220 _Cropivka_2.ipg

Manufuctured by WORLD MEDICINE ILAC SAN VETIC A,
Location: 15 Femmuy Mahatlesi Cami Yolu Caddest
No:30 Gunedi Bagetlar- Istanbul, furkey
License: TRUY 2049 12-2

Bupodreno: YOPLTMETHILET LTAYM CALL BE TUUR. AHL
Mivtestaxoprenns: 13 Teaivs Maxacien [ Lravii [loay T
NeSt ] iotent i bareanap CraMoy. Fvpeutiig

Agensia TRAUY 2009 1222

TEST
Hokasnuru sikocmi

LIMIF

Hopaveauns

RESULT

Leavinnian

Related substances

Cynposioni dotiuiki
Z-Aminopyridine
J-aMinORIPUOUH

Deschloro analog of fornoxicam
Aecxiopo auaioo A0PHORCHRANY

Loornoxicam methyl ester
CrRAAOHUL Memuaoeuit eip
AOPHORCURAMY

Lornoxicam methyl ether
Hpocmut stenmuaoauit edhip
JAOPHOKCHKAMY

Maximum unidentified impurity
Marcusiaaona neldenmugicosanc
adesina

Total impurities

Cvena doniior

Not more 0.20 %
He Oiaoe 0.20 %
Not more 0.20 %
He Oiavuee 0.201%
Not more 0.20 %
e Giavwee 1,200 %5

Not more 0.20 %
He 6laowe (020 %

Not more 0,20 %
He dlabue 0,20 %

Notmore 1.0%
He Girviue 1,0 %

Assay

lornoxicam
Kiabricue sustianens
AOPHOKCURAMY

8.0 mgftab = 5% (7.0 - 8.4 mgtab)
8.0 ywemal = 3o (7.6 84 e mabi

~Reparting limit
Mol gusie i

< Reporting Hmit

Mool qusisicnos
Not detected

He aistcacns

0.06%,

Conforms

Fionasic

7.8 mytab,

TN Mo oo

Microbiological quality
Mikpobioroaiuna wucmona

Total aerebic microbial count
(TAMCQC)

Saedibna KELKICHL depobuux
stRpoopeanizaie (TAMC)

Total yeast/moulds count (TYMC)
Jacainna REBRICHS OPLICANCOGUN M
maicnscux cputic (TYMC)

Escherichia coli

Not more 107 CFUrg
He diane P RYO -

¥

Not more 107 CFlirg
e Gianee 107 KV O

Should he absent/g

Mace dyvmu siocymmize

FOTL e
FRMO
L CFLg
bRV

Absentg

Bidcvmi

! do herchy certify that the abovementioned data are trustworthy and accurate. This product batch is manufactured (puckagingfabelling
included) under the quality control on the abovementioned manufacturing site in full conformiy with the GMP requirements, established by
the regidatory agency of Turkey as well as with the specification and control methods of the analytic-normative docunientation, registered in
Ukraine. The protocols of manufacture, packaging and analysis are reviewed: conforinity with the GMP is estublished,

s s sacsidwvio. o aepepaxosana euue inghapsayis ¢ docmosipnoio | mowioo. L copist npooviuil O3 GHComos ol (G0t i

NARVGANIS MADKYEAHIA) 3 APOGCOCHHAM KOHPIPOTIO SKOCINT 1A SIEGKASARIT 6UDOGIUNITL OLIb1UI] 6 ROGHET GiOROGIIHOCHI 5 SIi0 A [AYI
GOMANGEISHUMY PCSYASIOPHIAT opeanos Typesuuine @ makore ¥ 6IOnosionocmi 3 cneyudikaiifcic § Memoduse Koot siocnl IAYINZ]

{:

yapecemposganuain ¢ Nepaiui. Hpomokoa 6upotnuymed. YIakoert md aiaaizie 63 nepecisnyimi ma GOnanasicns sionosioicm (FAYIA

Surname and position of pevson, approving batch refease to market

Hpissuwge mua nocada ~ 36anus 0CoON. KA GHAAIU D03

Signature and date, stamp

gLt I GUINVCR copif

TTionue ma dama HORUCAnIs, REYAIKA - A 2003 2024




