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) Manufactured by Mefar Tlac San. A. S,
m ; qr Location: Ramazanoglu Mah. Ensar Cad. No: 20,
. i W 34906 Kurtkoy ~ Pendik/Istanbul, Turkey
: License: TR/UY/2020/34-2

-Bupobnero; Medap Inmaw: Can AJIL
Micuednaxomxenin: Panvasanoriy Max. Encap Dxan, Ne 20,
34906 Kyprxol - Tlennuk/Crambyn, Typeutinna

Jiuensis: TRAUY/2020/34-2.

CERITIFICATE OF ANALYSIS No. 2022005593

CEPTUDIKAT AKOCTI

Product name: MUSCOMED

Hazeanpodyrxmy: MYCKOMET

Pharmaceutical form, solution for injections, 4 mg/2 mi, 2 ml in ampule, 6 ampules in a contour tray, 1

package type and size: contour: tray together with a leaflet in a carton box

Jlixapevka Qopma, miun ma posuut Onz in ‘eryin, 4 M2/2 mn, no 2 mi'e aMnszz no 6 amnyn @ Koumypmu qapymcaezu

PpoaMip ynaroeru: ynaxosyi, no 1 Kowmiypriil uapymcoazu yharoéyi pasom 3 iHcmpykyieio ons
MEOUYHO20 3ACOCYBAHNA'Y KATHOHHIT KOPOBH,

Dosage / potency: thiocolchicoside 4 mg/2 ml

Hosa/cuna oii: mioxonxixosudy 4ma/2 mn

Registration certificater »

Peecmpayitine noceiouenna: UAN4717/01/01

Batch no.:

N cepi: 2202018

Batch size:

Posmip cepii: 29 030 packages/ynaxosox
Manufacture date:

Hama eupobruymea: 06.2022
Expiry date: -y
Teprtin npudammnocmi. 052025
TEST LIMIT RESULT
Hoxasuuxu sxocmi Hopmysanns Pesynemarn
Appeéarance A clear, light yellow solution, Conform
Bosiiiuniii guznad IIposopuii pozuun. caimno-ocosmoeo KoAbopy. Bidnosigae
Clarity 4nd degree of ’ ]
opalescence Solution should be ¢lear Conform
IIposopicmy ma cmynine Posvyun nosunen Gymu nposopum Bidnosidae
onanecyenyly
Degree of colouration - | A light yellow solution, not more intensely coloured than
Reference solution GY; Conform
Cmynine 306apeienns Pozuun ceimno-a1co8mo2o Konwopy, He inmencusHiule
3abapenenutl, Hivi pozuun nopiensuus GY) Bidnosgioae
Identification Retention time of the major peak obtained in the
of thiocolchicoside chromatogram of the sample solution should be con¢ordant to
: that of the standard solution in the assay.
Denmugpixayis. 3nauenns uacy ympumyeanns ocHoeH020 niKy Ha Conform
MIOKONXIKOZUOY Xpomamozpami- O0CRIONCYBANO20 POZYUHY HOBUHHO
sionogioaniu makomy oic Ha xpomamozpami cmandapmuozo | Bidnosioae
DPO3YUHY NP KITLKICHOMY BUSHAYEHNI,
pH 5.2-6.5 5.8
Density 0.904-1.014 g/ml : ;
Tycmuna 0.906.1.014 en 1.005 g/ml @)
Extractable volume >2.0ml
06 ’ém, o sumsizacmecs > 2.0 mn 2.1 ml )
Assay
Kinvricne susnauenms
- thiocolchicaside 1.90-2.10 mg/ml (95-105 %) 2.06 mg/ml (mz/mn)
- MIOKONXIKO3UD 1.90-2.10 m2/mn (95-105 %) 103.0 %
Related Substances ;'ffﬁﬁ“‘b\
Cynposioui domiwru o AP, 1
- N-Deacetyl-N-formyl ‘ S
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L . . Manufactured by Mefar Uac San. A, S.
m‘ i ar Location: Ramazanoglu Mah. Ensar Cad. No: 20,
wreg | ] 34906 Kurtkoy — Pendik/Istanbul, Turkey
: i : License: TR/UY/2020/34-2

Bupotaeno: Medap Inan Can AJIL
Miciesnaxomiennn; Pamasanorsy Mex: Encap. Dxan. Ne 20,
34906 Kypiiott - Ienmik/Cramys, Typesunna
" Miyerisis: TRIUY/2020/34-2

TEST Lmir RESULT
TToxasnuru arocmii. . Hopmysanns Pesynvimam
thigcolchicoside (NFTCS) £0.50% 0.08 %
- N-oeayemun-N-ghopmin
mioxonxixozud (NFTCS)
- colchicoside <0.50% 0.05 %
~ KOAXIKOZUO, )
- colchicine <0.50% Not detected
- komxiyun He susigneno
- degradation product A <0.50 % Not detected
- npoQyxm poznddy A He euasneno
~unknown impurity <0.20% 0.05 %
- Hegidoma Domituxa
- total impurity. <2.00% Conform
- cyma Oomituor Bionogidae

Particulate contamination:
Mexaniuni exmouenns

- sub-visible particles 2 10 um: <6000 particles/ampoule 14 particles/amp.

- Hegudumi Nacmxy 210 mrm: < 6000 wacmor/avnyny 14 wacmor/amn.
225 pm: <600 particles/ampoule 0 particles/amp.
225 MEM, 5600 !zacmalc/amny/;y ) 0 l(acmoj(/a)wnr

- visible particles . Absent Conform

- qudumiacmry Biocymui Bidnosidae

Sterility. Must be sterile “Conform

Cmiepunbricns Hosunen 6ymu.cmepuivrium Bidnosioae

Bacterial endotoxins < 87.5 EU/mg <87.5 EU/mg

Baxmepianeui endomoxcuny | < 87.5 BEO/Mr <87.5 EO/m>

I do hereb certify that the abovementioned data are trustworthy and accurate. This product baich is
manufactured (packaging/labelling included) under the quality control on the abovementioned manufacturing
site in full conformity with the G]lfl’ requirements, establisied gy 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 maméjactare, packaging and analysis are reviewed; conformity with the GMP is established,

Lum 5 3aceiduyio, wo nepepaxosana euuje ingopmayis € docmosiproro i mourow. Ln cepis npodykyii Gyna
8UZOMOBICHA  (SKIIONAIONY. NAKYSAHNS [/ MODKYBAHHS) 3 MPOBEOCHHAM KONMPONWIO AKOCI HG BULJeGKA3GHil
supobHuuiil Oinenuyi & mosnill 6idnosidnocmi 3 eumozamu GMP, 6CMGHOSIEHUMYU DE2YIATHOPHUM OD2AHOM
Typewuny, a makox: y -eidnogidnocmi 3i cneyugixayieio | memodamu woumpono sxocmi (MKA),
sapeecmposanumu ¢ Vrpaini. IIpomoxoiu supobruymaa, ynaxosru ma ananizie 6y nepesisanymi ma 6CImaHo8neno
Gionoeionicms GMP.

Surname-and position of person, approving batch release to market
Tlpiseuwe mia nocada / 36anns ocoby, ska eudana O036in Ha 6uUnyck cepii

Signature and date, stamp
ITiohuc ma gamd nidnucasnrs; nevamra / wmiamn 30.06.2022

E btz
L ONYMEHTIB
TR Ned




