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AEPACABHA CJYIKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KMEBI

rpos. Hanit Critnyunot, 3, 02099, Ten. (044) 295-26-85
E-mail; dis kyiv@dls.gov.ua, Kog CIPIIOY 37079055

BHUCHOBOK
Npo sIKicTHL BBe3enoro B Yxpaiuy snikapeskoro 3acoby
12.08.2024 : Ne 40857/24/26
JIOPHA 1O B

(maiiMery Barus JKApChoro 3acoby sriio 3 peecTpauifnuM nocsinucimsm)

Ta0JIeTKH, BKPUTI IUIBKOBOIO 06071011010, 110 8 Mr; 110 10 TaGierork y Gaicrepi; no 1
Guticrepy y kapronmuiit KOPOOI

(popma Bunycky, A03yBaRHA, BUIL Naky BaHHS JiKAPCLKOro 3acoly)

Howmep peecrpauiitnoro nocsinuenns UA/18717/0 1/02 crpox it peecrpaniittoro nocsiguenns 23.04.2026

Cepist nikapebkoro saco6y Ne 402203220 Kinbkicrs Besenoro nikapenroro sacody 49200
Bupo6uuxk YOPJIA MEVLIUH IJIAY CAH. BE TIDK. AL, Typeuunua
(naliMenynanns BUPOGHHIca JiKkapChLKoro 3ac00y, kpaita HONOJOKCH )
Baeseno » Ykpainy Tosapucerso 3 06meenorn BiAnosixamsuicrio "Tpoxac Mapma
Yxpaiua", inenr. con: 37177201
(natimenysanus 1a oy 3a CHPTIOY 1opwinunoi ocobu ago PI3BHIE, iM's1, 10 GaThikon]

Qisnunof ocoby - nianpremus, i micue HpOMHBaIILE Ta peecTpaniiinmii Homep odnikonoT
Kapriu MIaTHHKA nojariis a6o cepis ra HOMCp nacropra)

Iporokon Bisyansroro ouTposmo Bix 15.04.2024 Ne 1245/3.
Jla6opatopuuit ananis sicocri JHKapChKkOro 3acoby 3ailicHenui:
JlaBoparopist 3 kouTpomo gKOCTI JiKapehkux 3aco6is TOB "HOBPOBY T-JIIKMJIAB" (m. Ko,

ByJ. Hosropox-Ciseperxa, Oy 1.3, HOXHTIORE npuMitenTs 92)
(HatiMeHy Bamus Ta MiCLICBHAXOKE S naGoparopii, mo nposesna Jaboparopuuit asanis 5 KoCTi)

Brcrosok wono sxocri nikapeskoro 3acoby, sunanuii naGoparopicio six 08.08.2024 No 75] -24

Pesynbrati naGopatopHoro anaisy siocri nixapenkoro 3acoby za nepenipeHMm roKazHu Kanm Bigioninaos,
BUMOTaM METOMIB KOHTPOJIIO SIKOCT] (ananitauno-HopMatusHoi HoKkymeHTaii),

3a  pesynbTaramu IePIABHOrO  KOHTPOJIIO BCTAHOBNCHO, 1O JNixapchkuit 3aci  poeseno B Yrpainy 4
AOTPHUMAHHAM sumor 3AKOHONABCTBA LIONO 3a6e3neueHHs stkocT JKapchkix 3acobis.
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CERTIFICATE OF ANALYSIS

CEPTH@IKAT AKOCTI
Product name:

Hesea npoodykmy:
Pharmaceutical form,
package type and size:

Jlikapeoka hopya. mun ma poisip

YHAROGKU

Dosage / potency:

Hosa  cuaa Ot
Registration certificate:
Pecempayiiowe nocsiovens:
Batch no.:

N eepii:

Batch size:

Paossip cepii:

Manufacture date:

Noprapo Ne402203220_Cropinka_1.]

Manufactured by WORLD MEDICINE TLAC SAN. VETIC, AN
tocation: 13 Temmuz Mahaflesi Cami Yolu Caddesi
Na:50 Ganesh Bageilar Istanbul. Turkey
License: TRAIY 20197922

Bupodaens: YOPT MEUUE LAY CATL BE TLUAR. AL
Mictesnaxo et E5 Tesvs Maxavreni Jlasi Hoony Jlaseet
NeS0 Proneni ba tap:Cravdy i Typesons

Jinenis: TRAUY 20191242

No. 40000031778

LORNADO
HOPHALO
fitm-coated ablets 8 mg; 10 tablets in a blister; 1 blister together with a leafler in a carton hox

IMABI MY, GEPUIE IATEROGOI0 000 R0, o & ao: no 10 nadiemor v daicmepic ao P avicmepy pason
. 7

T IHCIPYRIECIO 0451 MCOUNIOS0 JACHIOCYBQNIS ¥ KApmoti(iic kopodi.

Lornoxicam 8 mg

Hopnokcurasy 8 e

UA/18717/01/02
402203220

49 275 packages/yvaanocor

: - 02.2024
Hama eupodnuymea:
Expiry date:
o . 01.2027
Tepatin npuoamuocnii:
TEST LIMIT RESULT
Hokasnuru sikocmi Haparvearis Pesyinman
Appearance LOS engraved on one side, white colored oblong film coated tablets. Conforms
Omie AoGeacmi madreniku, GRpIl LUGKOGOI OOOTOMKO1I0 (1TOS0 KOTOOPY, L Rigy e
3 epasipveanisiv o LOS» na 0onosy ooyl
Identification
loeumudpivanyis
Lornoxicam In assay, retention times of main peaks which are obtained from

Aopnorkeusaay

Titanium dioxide
Tumany dioscudy

= Conforms
sample and standard chromatograms should be similar.

Hae Ympusyeanins OCHOGHUN RIKIG. OMPUNCIHN 1A XPOMUHOSPAM AN
GURPOOYEAIO2( T CIHURAAPIIIOO. DOIMUIGE BHPOGOSHC KIALKICHOCo

Rionociou

GUIHAUCIINS. MAC CHIGHADAMIN
Orange-yellow color should be observed in test solution. Conforms
N GUIPOOVEANOMY POSRUNT MAC CHOCHEPICUNICH OPGUIKCEO=-NHCOENIC
saGapeieiis

Rionacioc

Average mass
Cepeonst maca
Uiniformity of mass

Qdropionicmn astacu

% (199.0 - 231.0 my/tab) i
S0 (1990 231.0 00 mad) 2148 mg/rab (me/mats
Not more than 2 of the individual masses deviate from the overage

2150 mgitab £ 7.5
213.0 s mad

mass by more than 7.5% and none deviates by more than 15.0%, C Conforms
He  Gizowe 2 (ousiovaioniny: Mae MoVIRG  GLOXWIANC ald Bionosioae
cepednvol sact dlaeta e na 7.3%, 0 ocodna GLIbie e i
15,0%

Water content
Bariem 6oou

Not more 7.0 %

I
P

He diavtue 7.0%

Disintegration

Not more 15 min b min e

SOPHORCHRKAM Y

losnadanusn e Giaoe 15 ve i
Dissolution Not less 85.0% of its label clabm at the end of 30 minutes (Q=80.0%
lornoxicam e senmine S50% 610 yusteaciol wlwkoemi  yepes S xaiin
Posyunenus (Q=80,0%0)

uniformity)

(Aemoo HBM OO GUsHd eI

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

Qpapicnicnts dO306AHUN 0OUNYHL

LB Max. 15.0, 1.2: Max.25.0

Hputasimne siawesmist (A1) arac sionoeioant Giestocay-="
P c - c <

L1 He diaowe 13,0, 1.2 He diapuwe 23,0

e
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NopHapo Ned02203220_Cropivka_2.ipg

Manufactured by WORLD MEDICINE ILAC SANCVETTIC A,
Location: 15 Femmuyz Mahaflesi Cami Yolu Caddes
No:30 Gunesdi Bagetlar Istanbul, Turkev
License: TR 2049 122

ﬁ

Bupodaeno: YOPLTMETHIHN LTIAY CALL BE TEUN. AL
Micte saxosprenas: 13 Teanivs Maxacrreni Jbrasi Toay /i et
NeSt ] ionenn i banoviap Cramoy Iypeuiiig

Higewsis: TRAUNY. 2019 2.2

TEST LIMIT RESULT
Horkasnuru sikocmi Hopanveaus Pesvinman

Related substances
Cynposioni doxiuiry
2-Aminepyridine Not more 0.20 %

D-axinonipuoun

Deschlore analog of tornoxicam
,"‘v(U(.‘A\'.'n'l)[)U ARATOC TOPHORCURAMY

He Oitowe 0.20 %
Not more 0.20 %
He Oiavuee 0.201%5

~Reporting limi
Mool qusi e
< Reporting it

Menet ausisicnni

. N e 0.20 9
Lornoxicam methyl ester Not more 0.20 %

K Not detected :
. i RITCTA ? i § :
Cren it e oeudt ¢dbi He divowe 0.20 % :
CrAaOUI e A6 ¢ihip He arsieiono
AOPHORCURAMY
Lornoxicam methyl ether ; ; 5
I s ¥ ethe Not more (.20 % 042 %
IS AL, 06 2 .
POCIINT AtSMUA0GHTT Cihip He 6irowe 0.20 Y%
AOPUORCURQMY 0.06%,
Maximum unidentified impurity Not more 0.20 % l'
Marcunaaona neioenmugivosanca He Oiaviee 0.200%%
desiura “ontor
o ! " Kitse mvoses 11054 Conforms
T'otal impurities NOLmore 1.4

; Rionasioe
Cvarg doatiwior He Giaviue 1.0 % sici

Assay

larnoxicam

[\"1’.‘/f>/cicm,'l(;u;/fuwumz 8.0 mgftah = 5% (7.0 - 8.4 myitab) 2 & metab
AOPHOKCURAMY 80 yemad = 30 (7.6 8.4 e mab) T

78 S mal

Microbiological quality

Mikpodiorociung wucmoma

Total aerobic microbial count Not more 107 CFuzg SR HEN
(TAMC) He diavute 1P RKYO 2 PRV,
Saediona KibRicms aepoiuux

sikpoopeanizvic (TAMC)

Total yeast/moulds count (TYMC) Not more 107 CFUrg S CFeg
Jaeaianna REBKICIS OPLINCONCOGUN N Ie Giavue 107 KNO - S RYO
naicnsieux cpudic (TYMC)

Escherichia coli Should be absent/g Absentig

Mac dymu siocvmuize Biacymuis

1 do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is manufactured (puckaging/lahelling
included) under the quality control on the abovementioned manufacturing site in full conformity with the GMP requirements, estublished hy
the regulatory agency of Turkey as well as with the specification and control methods of the analytic-normative docunmentation, registered in
Ukraine. The protocols of manufacture, packaging and analysis are reviewed: coniformity with the GMP is estublished,

s s sacsionio. o nepepaxosana euue ghapaaiis ¢ docmosipioio | mowio. s cepist npodywyit. OV ¢rcomos el (6531045
NARNGANIS  MAPKYCANIS) 3 APOGCOCHNAIM KOIMPOIIO SEOCHIT 160 GIUEGKAANIT GUPOGUUNETL OLbuttifl 6 NOGHIT Gldnosionaenii 5 siio an Y
GCMANOGACHUMY PeSYAsMopHist opeanos Typeuunnie. @ marose ¥ 6IONosionocmi 31 cneyudinanicnr & semoousts Raianpoio jikocnt AT
sapecempoganuai ¢ Vepaiui. Hpomokoat 6upoduugmed. Ynakosky ma auaaizio Gy nepecisinimi ma 6Cmanosicno eicnosiczicons GAD

Surname and position of person, approving baich release fo market

Hpissunge ma nocada * zeanust ocobu, AKa Gudaid Jo36Ln i unyes cepit

Signature and date, stamp
[Tionue ma dama RIORUCANIS, nEvamRa - wma

20.03,2024 C
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