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Manufactured by WORILD MEDICINE ILAC SAN. VETIC, AS.
Location: 15 Temsmuz Mahallesi Cami Yelu Caddesi
No:50 Guaesl Bageilar/Istanbud, Turkey
License: TRAUY/2019/12-2

Bupobnero: YOPTI MEJHUHH VIAY C4AH, BE TIK, 4.HL

Micyesnuxooacewr; 15 Temmys Moxanrewst Tocaxi Hoay frcadoect

N30 Neonesai Baedovcunap/Criavtvn, Typewuuna
Miyensin: TRATY/2019772-2

CERTIFICATE OF ANALYSIS No. 40000032377

CEPTHDIKAT AKOCTI
Product name;

Hazsa npodyxmy:
Pharmaceutical form,
package type and size:
Jixapcera gopma, mun ma
POIMID YRAKGEKIL

Dosage / potency:
Hosza / cuna aii:
Registration certificate:

Peccmpayiiine nocelduenna:

Batch no.:

Mo cepit:

Batch size:

Pozuip cepii:
Manufacture date:
Hama eupobruymea:
Expiry date:

Tepmin npudamuocni:

SERTOFEN

CEFPTOBEH

film coated tablets, 25 mg; 10 tablets in 2 blister; 1 blister together with a
leaflet in a caréon box

mabnemyy, sxpunti nriaxoscio oBoronkoc, no 25 mz; no 10 matinemox y
Bricinepi; 1o 1 Gricmepy pasoM 3 HCIEWUIES st MEQUIHOZ0 3OCIMOCYETHHA Y
xapmonnii kopotyi

dexketoprofen (as trometamol) 25 mg

dexcreinonpogeny (v Gopmi mpomemasmony) 25 m2

UATEH8/01/01

302501403
82.223 packages (ynarosox)
09.2023

08.2026

TEST SPECIFICATION RESULT
Hoxaswuxu arocmi Hopamysarua Pezyavmam
Description Round, biconvex, white film coated tablets with score Conform
Onuc lines at both sides
Kpyani Osconyii matnemuy, sKpamni niiskoson Bidnoeioae
obononroie Gitozo xorbopy, 3 posdinoeoio puckoo 3 abox
cmopin
Identification
Fenmuchirayin
dexketoprofen The retention time of the principal peak in the Conform
chromatogram obiained from sample solution should
correspond to that of the standard solution in the assay
dexcremonpogieny Yae yimpusyeanns 0CHOBROZ0 BIKY W XpOManosponsi Bidnosicae
SURPOGYEGROZ0 POTRUILY MAE GIORCSIOQINU MAKDMY MC HQ
Xposmamezpami cmardapmRoeo pozuuny ¢ xodi
KITBKICHD20 SUSHAYEHHS
titanium dioxide Orange-yellow color is produced .
numany diogcudy I'aeraemscs ROMAPAHNE30-C08n1Ie 3aDaPE8ACHHA ¢ T\BiomosigaEs]
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Manufactared by WORLD MEDICINE LAC SAN. VETIC. AS.
Taocation: L5 Temmuz Maballesi Cami Yolu Caddesi
Mo:50 Gunesli Bageilar/Istanbul, Turkey
License: TRAUY/2016/12-2

Bupotuenc: YOPJT MEAHIIME NTAY C4AH. BE THDK, 4.2
Micyesnepdmcenns: 13 Tesmys Maxamnawd Jocepei Hozy ffmvacoec
Me3G Norewnt Baedacunap/Cmariyn, Tvpewama
Jiyesaia: TRAGY/2019/12-2

CERTIFICATE OF ANAL VSIS No. 40000032377
CEPTHOIKAT AKOCTI
TEST SPECIFICATION RESULT
Hoxaznury axocmi Hoprysanua Pesynvimam
trometamol Conform
MPOMEMAHORY Spot that is obtained from sample solution and spot that is
obtained from standart solation must be similar maguiiude
and on same line in the plate. Bidnosioac
fnama, ompumana sid eupofyearozo pozsury i niaMa,
OMPUMANS GI0 CHaHOapPRIHC20 POIUUNY MAKme Gyn
ooHarosuMu | nepebysamy #a 0ONOMY DiGHI A naaCiuHl
Average mass 268 mg & 5% (254.6 — 281.4 mp) 268.0 mg (m2)
Cepedus maca 208 mg £ 5% (254,6 — 281,94 m2)
Uniformiiy of mass Not more than 2 of the individual masses deviate fiom the |Conform
average mass by more than 5% and none deviates by more
than 10%
Odnopidnicme macy He Ginviie 2 indugiGyanenux Mac eidxiustonsos 8l Ridnoeidar
cepedusol macy Binss wisie Ha 5%, § scodua 2 wix we
gidxungcmecs Ginsue niok: na 10%
Ugiformity of dosage units Acceptance value (AV) should meet the requirements. Conform
Ooropidnicne Jo308arux Ipuiinamue sraicnin (AV) vae aidnosidamu eumozav. | Bidnosidae
OOtHUYE :
Sebdivision of tablets Not more than 1 of single weights could deviate more than [Conform
Posnodin mabremox 15% of average weight and none of them could deviate
more than 25% of average weight
He Ginvtue 1 oxpemol macu sidxwnsemven 6id cepednvol | Bidnosidae

racu Ginsue nive na 15%, | acodua 3 Hine we elXURREMBCR
Binwi nivic na 25%

Disintegration <30 minutes 14 minutes fesremun)
Poznadarnn <30 xeunun
Water content <5.0% 5%
Buicm aodu <5,0%
Dissolution > 85% by 30 minates 100%
Pozvunenus > 85% za 30 xewnun
Assay 23.75 —26.25 mp/tab. (95% — 103%) 25.63 mg/iakb,
Kinvricne swsrnayenns 23,75 - 26,25 ma/mabn. (95% — 105%) (M2}
{103%)

Reiated substances
Cynpogioni Qomiumu
unknown single impurity
HeileHmupirosand 0duuNRa
Ddomiuxa

<0.2%

<Reporting Limit
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Manufactred by WORLD MEDICINE ILAC SAN. VETIC. A.5.
Location: 15 Temnuz Mahaliesi Cami Yolu Caddesi
No:50 Guneshi Bageilay/Tstanbul, Turkey
License: TRAUY/2019/12-2

Bupotineno: YOPJT MEARIFHE ITAT CAH. BE TIIDK. A.H1
Micyesnaxodmcennr: 13 Tenmyz Moxarewst focams Hozy fincaddeci
Ne50 Nowewai Boedxxunap/Crmamtyn, Typeuvuna

T Migewsin: TRATY/2019/12-2

CERTIFICATE OF ANALYSIS No. 40000032377

CEPTHPIKAT AKOCTI
TEST ' SPECIFICATION RESULT
Jloxasnury axocmi Hopmyaarnn Pezynumam
total impurities <1.0% <Reporting Limit
CYMa DoMEoK <Mesci gunsnenna
enanticmeric impurity <0.5% 6.20%
enaRmiomMepna JoMitKa

Microbiological guality
Minpobicnoziuna wucmon

Total acrobic microbial count
(TAMC) Not more than 10° CFU/g <1 CFi/g
3azarona xinvxicmn aepobiuy  |He Sinvie 10° KVO/: <I (K¥Oiz}
Mikpoopeoanizmie

Total yeast/moulds count

g:szgl CiiCD Not more than 10° CFU/g <] CFU/g

o _ He binse 10° KVOr2 <! (KYOre)

pisicdoosty md nECHARIY

2pubis

Escherichia eoli Absent/g Absent /g
Bidcymui/ 2 Bidcymni/ 2

¥ do hereby certily that the abovementioned data are irostworthy and aceurate. This product batch is
manufactured (packaging/isbelling incloded) under the quality control on the abovementicned
wanufacturing site in full conformity with the GMP requirements, established by the regulstery agency of
Turkey &s well as with the specification and control methods of ¢he analytic-normative documentation,
registered in Ukraine. The protocols of manufacture, packagiog and analysis are reviewed; conformity with
tiie GMP is established.

Lum 5 zaceiduyo, ujo nepepaxosana suwye ingopmayiz e docmosipnow | moynowo. I cepia npedyiyli Gyno
BU2OTOBRCHA (SRRIOUQIOUI HAKYEAHIA / MAPKYEATHA) 3 BPOGEOCHNARM KOHIMPONIO AKGCIE Ha SUIeEKO3UNTH
supobuuniii dimvring 6 noskiil gidnosidrocmi 3 ervozanu GMP, scmanoaienumu PezyISmoPRUM Opeanom
Typewuny, a maxoe y eidnogionocni 31 cneyudixayicn | memodamy xormpomo axecmi (MIH),
sapeccmposaritnt & Yrpaini. Fpomokomu supobuuymea, ynaxoswy ma aranizic Gyau nepeananymi ma
GCHIAHOGRER0 Gionosidnicmy GMP.

Surname and pesition of persen, approving baich retease to merket
Iipizgue ma nocada / searnn ocoby, aka sudanag Gossin Ha qunyck cepit

Signature and date, stamp o
Iidnuc ma dama nidnucanns, nevama / twmaun piger
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