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Manufactered by WORLD MEDICINE ILAC SAN. VE TIC. ALK,
Location: 15 Temmuz Mahalicsi Cami Yolu Caddesi
No:50 Gunesli Bageilar/Istanbul, Turkey
License: TRAN/2019§2-2
Bupofieno; YOPJU MEAHIEHIH LAY CAH, BE TUDR. ALLL
Micnesnaxoawenan: 15 Tewnys Maxanacud Jaas Houy Jwazaceci
Ne50 Nonenwm Barmssuap/CravGyn. Typesunka
Jlirensia: TRAUY/2019/12-2

CERTIFICATE OF ANALYSIS No. 40000034541
CEPTHOIKAT AKOCTI
Product name SERTOFEN
Hesaa npodyxmy CEPTO®OEH
Pharmaceutical form, package gel, 11.5 mg/g; 60 g in a tube; 1 tube together with s leafletin a
type and size carion box
Jixapcoxa ghopama, mun ma posmip 2enb, 12,5 M2z, no 60 2y my0i; no | mybi pazom 3 incmpyryicio 0aa
yraxoexu MEQUNHOZO 3ACMIOCYBAHHA Y KAPMONRTH kopobyi
Dosage / potency dexketoprofen (as trometamol) 12.5 mg/g
Hoza/ cura Oif dexcremonpoeny (v gopmi mpomemariony) 12,5 ma/z
Registration certificate
Peccmpangitine nocgiduennn Ua/17608/02/01
gs;g;f;ﬁ. 32,427 packages / ynaxkosox
Batch no.
Ne cepii 302450
Manufacture date
Jloma eupobruymesa 12.2023
Expiry date
Tepmin npudamuociii 6o 11.2026
TEST LIMIT i RESULT
Hoxazuuxu axocmi Hopryeasns o Pesymemam |
Description Opaque, greyish-white colored, homogenous gel with edour | Conform F
Onuc of lavender, mint and spirit Bidnosidac |
Henposoputl cipyeamo-6iaozo roawopy zexv, o0HopiOHuE, 3 E
3GHAXOM AaeanON, Mamu | cnupmy R o
Identification I
Denmuinayin E
-dexketoprofen The retention time of the principal peak in the | Conform
- dexcremonpocheny chromatogram obtained from sample solution should ;| Bidnosidac
correspond to that of the standard solution in the assay |
Yac ympuMmysauns ocHOGHOZO0 RIKY HQ XpoMamozpai
SUnpoBVEaHO20 PozwuHy MaE gidnosidamu  makoMy Ha
XPOMAMOZPAM] CMANOAPIMHDZ0 Pa3Hy 8 X008 KiIAbKICRO20
: SHIHAYENRA
- ethanol The retention time of the principal peak in the | Conform
- emaKory chromatogram obtained from sample solution should | Bidnosidac :
correspond to that of the standard solution in the assay |
tac YmpuMyeanna OCHOGHDZO MIKY Hd XpoMamozpani E
sunpolveanozo posviMy Mac &idnoeldamu  maroMy HQ
XPOMAMOZPAMI CIIGROAPIKOZ0 POIUIGTY 8 XOOT Kb KICHOZU
et - I | BUSHGMENHR . e R
Average weight of tube content | NLT 60.0¢g 60.9 g (2)
Cepedus maca emicmy mybu He menue 60,0 2 :
Weight uniformity Average weight of content of 10 tubes should not be less | Conform ;
Oduopidwicas macu than 100% of average weight, 60 g, and none of themy “Hiondaioae E
should be less than 95% ol BB b i
Cepedus maca emicmy 10 my6 nosunna Gvim we meie) ‘
| 100% 6i0 cepeonvoi macu, 60 2, | modua 3 Hux He noéﬁ)ﬁnﬁ I
_ N\ | By menie 95% e i *"/ |
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Centrifuge test
BunpoGyeanun 6 yemmpugyzi

MEDICINE—

. Should be homogenous, phase splitting should not occur
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Manutactured by WORLD MEDICINE TLAC SAN.VE TIC. ALS,
Location: 15 Termnuz Mahallesi Camni Yolu Caddesi

No:50 Gueesli Bageilardstanbal, Turkey

License: TR/AUY 2019122

BstpoGreno: YOPILT MEAHIMH LIAY CAH. BE“TIJTJK. ALl

Micuesnaxoasmenns: 15 Temmys Mexawrews Dxasi Hony [oraznect
NeS0 DMicirenni Baraannap/Crambya, Typesinimg

Huewsiz: TRAUY2019/12-2

Mac Gymu  0dnopidnta,
Poswapveanna thas

Enantiomeric impurity
Enarmiiomepna domiuka

e Ginste 2,0 %

not more 2.0%

: Related substances

i Cynpoegioni domirxu

: -unfc?mwn smfg:’e impurity

i - Heidenmugrikogana odununEa
Gomimka

He

62
f Conform

sidbveamuca | Bidnosidac

T0T%

not more (.2%
ye Ginvtue 0.2 %

:
i <Reporting limit
¢ <Mewxci sunsaenna

-total impurities not more 0.5% i Conform
- Cyma dantiuox ne Binouee 0,5 % | Bionasidac
Assay i
Kinuxicne gusnavenns i
| -dexketoprofen 11.875 - 13,125 mg/g (mrir) 12.574 mgfg (ma/z)
i - dexckemonpogeny (12.5 mgly (walz) = 5%)
-ethanol 144 — 176 mg/g (mrir) + 155.1584 mg'g
| -emanory (160 mg/lg (nelz)x 10%%) | (mefe)
i Microbiological purity ;
Mixpobionozivia wucmoma
- total bacterial count (TAMC) not more 10? CFU/g < 10* CFU/g
- sueambHA KinsKicmy aepobuux | ne Ginvwe 1P KYO/e L < I KYO
mixpoopaanizmie (TAMC) ' |
- total fumgi cownt (TYMC) not more 10 CFU/g <10 CFU/g
;- 3a2QEBHA KiAsxicmb ne Oisuee 1) KYO/z < M} KYO/z
| dpiomdncoaux ma nuicenesix
t 2pubie (TYMC)
-Pseudomonas aeruginosa absent/p absent/g
' gidcymnifz aiocymuire
-Staphylococeus aureus absent/g ! absent/g
e gicdcymui/e i gidcymumise

I do hereby certify that the abovementioned data are trustworthy and accurate. This product
batch is manufactured (packaging/abelling included) under the quality control on the
abovementioned manufacturing 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.

Lum 5 3aceiouyio, o nepepaxosana euwe ingopmayin € docmogiprots | mownow. Lin cepin
npodykyil byna encomoanena (6KoNaIOMN NAKYEANNA / MAPKYGARHR) 3 NPOGedeHHAM KOHMPORIO
AKocmi #e eueekaIanill supobuuviii Oinsnuui e noswiii sidnogionocmi 3 suwmozamu GMP,
SCIMAHOERCHUMU pesyarmapruy opratiom Typeuitunu, a maxoxe y gionoaionocmi i cnenuicauico
i Memodamu xonmpomo axocmi (MKA), aapecemposanumu ¢ Yrpabui. Hpomowxonn supofnuymaa,
yraKkosku ma ananizie Gynu nepezasiymi ma acmaHosreno sionosionicme GMP.,
Surname and position of person, approving batch

release 1o market

Hpiseuuwge ma nocada / 36anns ocobu, sxa sudasa

O038LR Ha GURYCK cepit

Signature and date, stamp

Tlionuc ma dama nidnucanus, nevamsa / wmas

Foam AL HOGEL

¥ Han




