WORLD MEDICINE

Pharmaceuticat Company

Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi

No:50 Gunesli Bagcilar/Istanbul, Turkey

License: TR/UY/2019/12-2

Bupobnero: YOPJIA MEJIWIMH LJIAY CAH BE

TITK. AL

Micueznaxomrenns: 15 Temmys Maxannenii Jixami Hony hxanzec
Ne30 IMowenini Barmxunap/Cram6ya, Typeuuuna

Jhinensia: TR/UY/2019/12-2

CERTIFICATE OF ANALYSIS No. 40000018118
CEPTUDIKAT SIKOCTIL

Product name ZI)ERYLIF? :

Hazaa npodyxmy- JAEPAITAU®

Pharmaceutical form; package
fype and size

Jixapevka gopma; mun ma positip

ynaroery
Dosage / potency
Hoza / cuna diy
Registration certificate
Peecmpayiiine nocaidyenys
Batch size
Posmip cepir

cream 0.5 mg/g, 50 g in a tube; 1 tube with a leaflet in a

carton box

kpem, 0,5 m2/e, no 50 ¢ mybi; no I mybi pasom 3 iHcmpyryicio.
ONAL MEOUUHOZ0 3ACTHOCYBARNA.- 8 KAPMONHIT] Kopobyi

Clobetasol propionate 0.5 mg/e
Knobemasony nponiowamy 0,3 mz/z

UA/18398/01/01

32 843 packages / ynakosor

bateh no. 300880
Ne cepii
Man ufactu:*‘e 't'iai'té'_ ” 04.2023
Hama supobuuymes
SXpirydate 03.2026
Jepmin npudamnocmi oo
TEST LIMIT RESULT
Hoxaznuru axocmi Hopmysanns Pesynomam
Appearance White to off-white, homogeneous cream Conforms
- Onuc Oonopidnuii xpem 6inceo abo maiioce Binoeo Bionosidac
KORBOPY
| Identification Positive Conforms
Inenradirauis Hosumuerno Bionogidae
- Clobetasol Propionate/ Positive Conform
Kuobemazony nporionam ITozumusno Bidnoasioae
~ Chloroeresol/Xnopoxpeson
Average weight of tube | Not less 50.0¢g 50.7 g
content He menuie-50,0 2 307 2
Cepenna maca smicty Ty6m Average content of 10 tubes should not be less than
| Uniformity of weight 100% of average tube content or none of them | Conforms
| OnHopigmicrsy Mach | -should not be less than 95% of average tube content | Bidnoeioqe
Cepedns maca 10 my6 mae cmanosumu ne memime
100% 6io cepeduvoi macis BMICHY  mybu;, maca
GMICHY MI Ons 00miel mybu ne nosunna cmanceimy
- menute 95% sid cepedusoi macu smicnry mybu
pH 4.5-7.0 5.5
pH 5,5
Assay
1 Kinsxicne Bm3nayenns
1= Clobetasol Propionate/ 95.0% - 105.0% (0.475 - 0. & 1G0.8 %
Knaobemazony nponionaii 95,0 % - 105,0% (0,475 (0.504 mg/g)
- Chlorocresol Xnopoxpeson 90.0%-110.0% (0.9 - 1§ 106.2.%
90,0% - 110,0 % (0,9-1 § {1.1 mg/g)

%




Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bageilar/Istanbul, Turkey
License: TR/UY/2019712-2
Bupotrero: YOPVIX MEJHLIMH LAY CAH. BE TIIK. A.ILL.

WORLD MEDICINE

Fharmaceutical Company

Micuesnaxomrenra: 15 Temuys Maxamnenti Txami Hony Ihxanaeci

Ne50 Troretni Barmwxunap/Cram6yin, Typeuauua
Jensia: TR/UY/2019/12-2

Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.

Uniformity of dosage units Acceptance  value (AV) should meet the | Conforms
OnxopinnicTs no30BamRX requirements | Bionoesioae
OAHHHIE lpudnsmue  snavenns (AV) wmoe  sidnosidamu

| sumozam

Related substances/
| Cynpogigni somimuks

i - single unidentified | Not more 1.0% 0.1%
impurity/oduniuna He dinvue 1,0% 0,1%
Heldenmugixoeana domiura

- total unidentified | Not-more 2.5% Conforms
impurity/cyma He binvue 2,5% 1 Bionoeidae

neidenmugbixosanux dominior

Microbiological quality

| Mixpobionoriusa ancrora
|- total amount of aerobic Not tnore 10* CFU/g <10 CFU/g
| microorganisms/3azanvia 1 He binvue 10° KV O/ <{OKYOrz
RIZBRICY aepodHi
mixpoopzarizmie (TAMC)

- total amount of yeast and Not more 10" CFU/g <10 CFU/g
mold/sazanena xinvxicme He Ginvwe 10 XVO/> <IOKYC/>
Opidicdncogux | nuicenegux |
epubie (TYMC) |

= Pseudonionas aeruginosa Absent/g | Absent/g

i B 3’dcym H 1/3 Bid Cyﬁiﬁi}ké
|- Staphyiococcus qureus | Absent/g Absent/g
| | Bideymnifz o — .| Biocymmni/z

I do hereby certify that the abovementioned data are trustworthy and accurate. This product
batch is manufactured (packaging/tabelling 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 spectfication 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 2 3aceiduyro, o hepepaxosana suuge ingopmanis € docmosipron i movnoio. In cepis
Rpooyruil byaa euzomosnena (sxniouarwyn naryeanns / MAPKYBAHHA) 3 BPOCEOCHHAM KOHHPOTI0
AROCHI HQ gumeskasaniii gupobuuuil Oinshuui 6 nosnifi eidnogionocwi 3 eumozinu GMP,
GCMAROGACHUMI  PEYNATNOPHUM  OpP2aHOM Iypewuunu, a  maroywc y eidnosionocmi 3i
cneyudiinanicro i memodaru KoHmponro sarxocmi  (MKH), sapeccmposanumu. ¢  Yxpaiui,
Hpomoronu SUPOBRUYMEN, YRAKeeKH mMa aHanisie Oyau nepeznsiymi ma senianoeneio
sionosionicms GMP.

Surname and position of person, approving batch
release to market

Hpisewye ma nocadd / seanns 0CobY,; aKa 6HOWI
0038i% Ha gunyCK cepiy

Signature and date, stamp
{lioruc ma dama RIONUCAHFHSL, REUAMKG / s
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