CERTIFICATE OF ANALYSIS

CEPTH®IKAT AKOCTT

Product name:

Hazsa npodyxmy:
Pharmaceutical ferm,
package type and size:
Jirapeora Gopaa, wmun ma
Pos3mip ynaxosru:

Dosage / potency:

JHoza/ cuna i
Registration certificate:

Peecmpayiiive RocGidwerns:

Batch no.:

MNe cepit:

Batch size:

Posmip cepli:
Manufacture date:
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HManufactured by WORLD MEDICINE ILAC SAN, VE TIC. A5,
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
Ne:30 Gunesii Bageilar/istunbul, Turkey
License: TRAUY/20i9A12-2

Bupobaeno: YOPII METKIINE UIAY CAR. BE TLITAL AL
Micuezsaxomgenis: 15 Tesneys Maxanewnd Dwami Hoay Msaaneci
Ne30 Moseursi Barmxraap/Cramya, Typeutnia

Jliersis: TRAUY/2019/12-2

No. 40066030566

MUSCOMED

MYCKOMEN

cream 2.5 mg/p, 30 g in o tube, | tube together with an enclosed leaflct in a carfon box

kpem, no 2,5 mefz, no 30 & y myGl; no I myBi  pasos 3 incmpyxyicio o1z MedHuno20
3ACIMOCYEaNHA ¢ KAPMOonKiE Kopobyi

thiocolchicoside 2,5 mg/g
mioxoaxicosudy 2,5 ma/z

VA/6594/01/0%
361658

31 029 packages/ynaxceox

09.2023
Hama eupobruymsa:
Expiry date: _ 08.2026
Tepatin npudamuocmi:
TEST LIMIT RESULT
Horasuuwy axocmi Hopagysaniizn Pesynemam
Appearance Light yellow, homogenous cream Conform
JogHiuHil guzInd Caimno-orcosmuii OHOPISHMIE KpeM Bignosidac
V{SCO?H}’ Srpm 100 — 140 Pas 134 Pas (TTac)
Blazkicms 5 obrxe. o 100-140 Hlac
190 pm 60 — 100 Pa-s 68 Pars (fTae)
10 ab/ixe. - 60-100 Hac
pH 54-6.38 5.7
Tdentification The retention time of main peak obtained from sample solution
Toenmugpinayin chromatogram in assay should be the same with the retention time
— thiocelchicoside of main peak obtained from standard solution chromatogram, Conform
- MiOROAXIKOITUOY Jrauenna Yacy YmpumMySaHHA OCHOSHIX FIKIG HEt Xponamoeaparax Ridnoeione
DOCAIAAUCYBAHO20 M CARCAPIHO20 POIUURIZ HPU KiRbRICHOMY
BUINAYERH] ROBUHKI BYmL OOHAKO8HAIN,
The reiention time of main peak obtained from sample solution
— methylparaben chromatogram in assay should be the same with the retention time
- semianapaGeny of main peak obained from standard solution chromatogram.
3HAUCHHR HACY VIMPUMYGAHHS OUHOGRUX RIRIG HA XPOMamOapan
AOCRIONCYEEHOZO M CIMAHGAPINKG20 POIYUNIE FDU KIAbKICHOMY Conform
susHaueHHl noeuHHi Oymi QOHGKOGLMIL. Biorosioae
The retention time of main peak obtained from sample sohution
— ethylpar “b_"’” chromatogram in assay should be the same with the retention time
- ERNLIRAIMAGUERY of main peak obtained from slandard sojution chromatogram.

Conform

SHAYEHHA HACY YIMPUMYGAHNA OCHOGHUX NIKIE HO XPOMANI Q2D (X i
Bionosidae

QOCHIMUCYGUROZO MG CHIGHOGDIIHE20 POSHUNIG HPU KIRGKIC HOMY
GUIHAHENN] ROGURRI By DOHAKOSIA,

,%Y 8 /u"/{?/”%ﬁ é?g 28,20 .0 1t /ﬁ,
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- o Manufectured by WORLD MEDICINE [LAC SAN. VE TIC. AS.
ﬁ@@ WORL] s Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
B Phammaceutical Comany No:39 Gunesli Bageilar/istanbul, Turkey
License: TRAUYZ2019/12-2

Bupotaene: YOPJIT MENHIWE VTAY CAH. BE TR AL
Micnesnaxomrenng: 15 Temumys Maxanmeun Mxami Hony Jisannesi
Ne3Q IMonewsi Barnasnap/CtamOys, Typeuansa

Jlivesssia: TRAUY/2019/12-2

TEST LIsfIT RESULT
[Hoxasnuxy axocnii Hopaysarnn Pesynoman
Assay
Kinprigne UaHa4enNA
~ thiocolchicoside $5.0 % - 105.0 % (2.38 — 2.63 mg/g) 103.8%
- miokonxiKosudy 95.0 % ~ 105,0 % (2,38 — 2,63 ma/z) 2.60 me/g(maia)
- ”;gti;ylpgrabgn 80.0% - 110.0% (126 —1.54 mg:’g) 100.6 %
- Memusnapadery 800%— 110,0% (1,26 — 1,54 m2/z) 1.40 mg/lg(mele)
— ethylparaben 90.0% — 110.0 % (0.32 — 0.385 mg/g) 92.8%
- emunngmateny 00,0 % — 110,00 % (0,32 — 0,385 m2/z) 0.33 glglmers)
Related Substances
Cynpogidri domiuku
- N-Deacetyl-N-
Sformpyitiiocolchicoside (NFTCS) <0.2% 0.14%
- N-deayemun-N-hopaun
mioxonxirozudy (NFTCS) 0.02%
- colchicoside <0.2%
« ROAXIOIUGY Not detected
- colchicine <02% He susaneno
- KOAXIYUHY
- degradation product A =02% Not detected
- npedykm poesnady A He suseneno
- unknown impurity =02% 0.11%
- HegldoMa OOMIURG
- total impurity <1.0% Conform
- cymd Qamitid ok Bidnosidac
Microbielogical quality
Mixpabionoziuna vucmoma
—~ total aerobic microbial count <107 CFU/g <14 CFU/e
(TABMC} < IP KYO/z <]G KVO/ e
- G02TBRE KIRLKICME AepobRux
mixpoopzanizmie (TAMC)
— tatal yeastmoulds count (TYMC) <10 CFU/g <14 CFU/g
~ 3G2aIbHA KITbKICMb OpPIHcONCOsUS =10 KYO/e <JOKYOY 2
ma niicnagux zpubie (TYMC)
— Staphylococcns aurens Absent/g Absent/g
Bigcymuilz Bidcymuifz
— Pseudomonas seruginosa Absent/g Albsent/'g
Bidcymnitz Bigcymui/z

I do hereby certify that the abovementioned dota are trustworthy and accurate. This product batch is manufuciured
{packaging/labelling included) under the gquality control on the abovenentioned munufacinring site in firlf conformity with the
GMP requirements, established by the regulatery agency of Tuvrkey as well as with the specificetion gnd control metitods of the
analytic-normative documentation, registered in Ukraine. The protocols of manufacture, packaging and analysis are reviewed;
conformity with the GMP is established.,

Luam 5 3aceiduyio, wo nepepaxosana smuye ingopyayin ¢ docmosionowe | mownoio. Lin cepis npodyiyil Gya auzomosiedd
(BRAOYAIOUL ROKVEAHNA | MODKYEAKHR) 3 APOGEOENHAM KOMMPOMIO AKOCHWi Ha suweskasanii supofuuyiii Sirviuyi 6 nosnit
gionoeidnocmi 3 ewvozawy GMP, scmanosrenumy pesyamimoprus opzanox Typewuunu, q Magedic ynwgidposiduocmi 31
cneyughikapicio | memooamu xonmponio sxocmi (MKA), zapeccmposanunu ¢ YVepaini, Ilpomorxon U pHaHIINGR, yhagosky ma
ararizig Gy nepeznsAymi ma ecmanoenenn gidnosiduicre GMP, ot £y G0

Surname end position of person, approving batch release io market
Hpizewye ma nocada / soanns ocolbu, fra gudara 803eit Ha gunyek cepil

Signarure and date, stamp
Hidruc ma dama RIORUCANHA, NERAMKA [ WMaVR 12122023

o




