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TP Mamsfactured by WORLD MEDICINE YLAC SAN. VE TIC. AS.
WORLD MEDICINE -
Phonmateisat Coenping

Location: 13 Temmuz Mahatlesi Cami Yoiun Caddesi
No:50 Gunesh Bageilar/lstanbul, Turkey

i
e

License: TRAUY/2019/12-G
Bupodneno: YOPJI MEJHIHUH LAY CAH, BE TIIUK, A1 h
‘Mictieanakomuanss: 15 Temmys Maxaanewi [oxranmi Houmy Jikanec
No50 Troneunii barzcwnap/Crambys, Typeusiea
Ninessis: TRAUY/2019/12:0
CERTIFICATE OF ANALYSIS No.40000032181
CEPTH®DIKAT AKOCTI N
Product name: LOXIDOL
Pharmaceutical forim, tablets 15 mg, 10 tableis in a blister; blister togethier with a leaflet in a carion box
package type and size: | |
Jixapcera opma, mun md wmabnewmxn no 15 mz, no 10 mabremox y baicmepl; no 1 baicinepy pasom 3
POMIp YRAKOGKU! INCTPYRYIEIO ONIA MeOUIHO20 3ACINOCYBANIA Y KapMOHHIHR KOPOBYL.
Dosage / potency: ‘meloxicamt 15 mg
Mosa/cunaoii: menoxeuxamy 15 m2
Registration certificate: 4 /17187/61/01
Peecmpayiiine nOCGIOHEHHA!
Batch no.: -
e cepit: 349200670
Batch size: o TR
Posmip cepit: 53019 pagkagesfynaxosox
Manufacture 'ldate:. ) 09.2023
Llama eupobuiyimgad..
‘Expiry date: -
Tepmin RPUOAIMHOCHIL 08.2026
| TEST LIMIT | RESULT
IHorasnuKy aKocmi Hopmysans. | Pesynomam
Appearance ‘Round plain light yellow coloured tablets with "LOX | Conform
‘15" debossed on one side _ ‘
- Onuc. Kpyeni nnocxi mabremxi C8IMR0-JiCO8II020 KORLOPY 3 Bidnosidae
epasiiosannam «LOX1 5 » na 00HIU CHIODOHI
Identification
IDenmugbivayin . |
- meloxicany Retention time of main peak obtained from sample Cornform

solution chromatogram should be similar with |
retention time of main peak obtained from standard |
solution chromatogram in assay '
= MENOKCUKQMY TTid wae RinbKiCHOZO GUSHAUENRHA YaC YmpPUMyBauus |
OCHOBHOZ0 RIKY, OMPUMAHHO20 HU xpOMamoepmwmf |
SOCRIONCYBAH020 POIHUHY, NOGUNEH BYMIL CXONCUM 3 |
YACOM YIMPUMYGQHHS OGCHOGHO20 WIKY, OMPUMARHOZO
| Ha XPOMAMOZPANME CIRANOGPIMHOZO POSULNY.

280 myg + 5.0% (266 mg — 294 mg) |
280 m2 4 5.0% (266 m2 — 294 mM2) 283 mg (me)
1 Not more than 2 units out of 20, may deviate by more
than + 5.0% from the average weight, and no | Conform
1 individual weight shall deviate by more than + 10.0%
from the average weight.

He Binvine 2mac 3 20 sooicyms eioxunamucs na biavut
wisie £.5.0% @i0 cepeQHuol Maci, npu HbOMY JCGOHQ Bighogioae
IROuGIOYaIbRA MOCQ e NOBUHHG SIOXIRMUCT Dl
wizie &= 10.0% &ic) cepeOnbOl MACHy,

Bidrosidde

Disintegration | Not more 15 minutes 4 win (xe..)
Posnaoanss He éinvuie 15 xeunum -
Uniformity of dosage units Acceptance value (AV) should meet the yeae 3 Conform
OdrHopidnicme o306anux oouruys | IIpUIHAMNE SHAUCHHA. (AV) nmae ¢iOnQaas #%%gﬁ‘ Bionosioac
Water content Not more 8.0 % 9 ng’\, < o
Bxicm eoou He binviue 8,0% - ’
Dissolution Not less 70.0% (Q) of label claim | 115 %
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Mariufectared by WORLD MEDICINE ILAC SAN, VE TIC, A.S.

Location: 13 Temmuz Mahallesi Canti Yolu Caddest
No:38 Gunesli Bageilay/lstanbel, Turkey
License TRAIY/2019/12-0

Bupodaeno: YOPJIA MEAHHIH LYAY CAH, BE TIDK. A1

‘Micueanaxopxenta: 15 Tesmys Maxanneini Ducami Hony Jixauneci

No30 Donenin Sarmowunap/Cranyn, Typeudssa
Jimensin: TR/UYR2019/12-0

Kinvricne suznaverus

14.3-15.8 ma/mabn. (5 %)

| 14,3 m2/ madn..

TEST LIMIT RESULT
Tloxasuuxuy axocmi | Hoprvearina Pesynomam
Pozuunernns He menmwe 70,0 % (Q) 6id sansnenol xinoxocmi
_ 8rpodogac 30 x6. o
Assay 14.3-15.8 mg/tabl (& 5 %) 14.3 mg/tabl.

Related subsiances
Cynpogioni doatiuki

— impurity A

- domiuika A

- impurity B

| - Oomiuika B

— imparity C

1 - Comiurwa C

|~ imparity D

1 - gominixa D

| - max. unknown intpurity
1~ Inax. HeGIGOMA DOMITUKA
1 = total impurity

1= eyma QOMIULOK

1 Not more 0.2 %

- He invwe 0,2 %
‘Not more 0.15 %
He Ginvie 015 %
| Not more 0.2 %

1. He binvue 0,2 %

+ Not more 0.2 %
He Ginvuie 0,2 %

Not more 0.2 %

| He Binouse 0,2 %
I Notmore 0.5%

He Binvute 0,5%

<Disregard linmt
<Meoici suasnenig
<PDisregard imit
<Meoci susgrenria
<Distegard limit
<Menci ausigneqHa
Not detected

He gusneneno
<Disregard it
<Meoici eunsnenHn
<Disregard limit
<Meoici sunenerus

| Microbiological quality:
Mixpobioncziuvna wucmoma

— total aerobic microbial count

(TAMC)

- 3aawibHA Ky RiCHL QepobHI

| sixpoopeanizaie (TAMC)

|-— total yeast/moulds count

ATYMC)

-ma naicuasux epubie (TYMC)

- 3Q2dAbHA KiAbKICmb Opiscnicosux |

Notmore 10° CFU/g

He Ginvwe 10° KYVO/z

| Not more 10° CFU/g.
He tinvwe 10° KYO/3

| Absent/g

<1 CFUig
<] K¥VO/ 2

<1 CFU/g
<1 KYO/2z

-— Bscherichiu coli Absentin 1g
| « Escherichic coli Biocymui/z Bidecymmuilz: .

1 do hereby certify that the abovementioned data are trustworthy and accurate. This product bateh is manufactured
(packaging/labelling included) under the quality control on the abovementioned manufacturing site in full
conformily 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 analysiy are reviewed; conforvivity with the GMP is established.
Lum 5 3aceidyyio, 1o nepepaxceana suwe ingopmayis ¢ Socmoaiprore 1 mounoio, La cepis npodyxyii byna
GUZOMOBAERA (GRATOYAIONY RAKVEAHHA / MAPKVBANNS) 3 RPOSEOCHHAM KOHIMPOAIO AKOCINT HA SULeGKA3anii supoOniil
Oinvuyl 6 nogwit sionosionocmi 3 ewvozamu GMP, ecmanoenerniou peayramopriog opeanosm Typeuuuny, a marpocy
rkpaisi. Hpomoronu

eiOnogionocmi 3i creyupirayicio i memodamu xonmpouo axocmi (I

BUPOBHUYINGA, YNAKOBKYU I QHwlizie Gynu nepeeainymi ma ecmanosierno ¢idnogionicms GMP.

Surname and position of person, approving batch release 1o market

1Ipizeuiyge ma nocada / zeanns oeobu, saxa sudaia 0036in na sunycx cepii

Signature and date, stamp

Hionuc ma Sama nionucanis, nevainkg 7 iimamn 13.01.2024
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