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s Muannfactured by WORLD MEDICINE ILAC SAN. VE TiC, AS.
''''' | Location' 15 Temmuz Mahallesi Cami Yolu Caddest

: thmmvmf Gﬁf‘lmnr No:30 Gunesli Bagcilar/Istanoul, Turkey
{icense: TRAUY/2019/12-0
Bupotneno: YOPI ) MEZH U WiAY CAH. BE TULK. AL S
Micteswaxomsenns: 15 Temmys Maxannewi [xaw Wouy kannec
NoSO IMonewni barmwxunap/Crambys, Typeudima
Hivensin: TR/UY/2019/12+0
CERTIFICATE OF ANALYSIS No.40000032977
CEPTH®IKAT AKOCTI -
Product name: MUSCOMED
Hazea npooyrny. MYCKOMEN
Pharmaceutical forn:, hard capsules, 4 mg, 10 capsules in blisters, 2 blister with feafiet in a carton box

package type and size:
Jixapcora opma, mun ma kancynu meepol. 4 me,po 10 rancyn y o.:zzcmcp:r no 2 Gricmepu pazom 3 iHCIMPYRYIEID

PO3IMID YIAKOGK . OISl MEOUMHO20 30CTMOCYSAHHS Y KAPIMOHHIL KOpOOYL.
Dosage / potency: thioceichicoside 4 rig
Losa / cuna 0ii: IORONXIKO3UOY 4 M2

Registration certificate: 7, /1¢919/01/07
Peecmpawune NOCGIOYEHHA.!

Bateh Ro.: 3113100080

Ne cepii:
Batch size:

Pozmip cepii: 134 382 packages/vnarxosox

Manufacture date: <1

Llama supobruymsca. 11.2025

Expiry date: __ 10.2026

Tepmin npuoamnocii: " -

__ o R VT | T T

TIHoxasnury aKocing Hap.fwywuwz - Pezynemam

Appearance Hard .tzelatm capsules, size 3, with opaque white body Conforms

| 3osuiwnit euensd and cap, containing yellow powder Bionosioae

Taepdi orcenamunosi kancynu, posmip Ne 3, xpumedxa
ma KOpRYyC MAmoe020 5inoz20 KORbOPY, WO MICHANG

| D108 HOPOULOK

Identification The retention time of main peak obtamed from qamp!
thiocoichicoside solution chromatogram in assay should be the same with
lDenmudhixayin the retention time of main peak obtained from standard
mioxonxixozude solution chromatogram, | Conforms

3uauenns Hacy YWpUMYQus OCHOSHuX nixig wua | Bionosioae
XPOMAMOZPAMAX QOCHIODICYBARO20 N cmauaap}mmea
DOBYUHIE NPU KibKICHOMY GUSHAUEHHI NOSUHNI OYmMu

e | oduaxosumMuy. B ,_ R
Average mass of capsule content

Cepedusn maca emicmy xancynu | 115 mg+ 10% (104-127 mg)

Uniformity of mass V115 me + 10% (104-127 me)
Oonopionicme macu | th more than 2 of mdmdual wughts could

| .could devzate more than 20 0% of average WEEIRS N
| He Ginvue 2 inQusicyanvbrux mac giOXISIOR e §

| cepednvoi macu binvus Hioe na 10,0% ma odEBE v
........ | ciOxunsiemnben Olew Hidie Ha 20,076
| Water comem Cn o
<6.0%
| Buicm 800U T | )
Uniformity of dosage anits Acceptance value (AV) should meet
| Oonopionicmep dososanux | requirements ) Bzc}nomc)ae
OOUHULL o -szszmﬂmuc snauenns (AV) mae 8idnosioamu GLUMEERN |
Disintegration <15 min S RPAITA
i , - ¢ n (xs.)
| Posnaoaunst < 13 xs. VA G *‘
Dissolution > §5.0% of label claim in 30 min (Q =80/
| Posuunenns - _285.0/ gi0 3a561EHOT KilLbKOCIN 81PN *
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Manufactured by WORLD MEDICINE TLAC SAN. VE TIC. A.S.
L.ocation: 15 Temmuz Mahallesi Cami Yolu Caddes
No0:50 Gunesli Bageilar/lstanbul, Turkey
License: TR/UY/2019/12-0

Bupobaeno: YOPJII MEAVIMH LAY CAH. BE TULK. AL

Micuesmaxofzkenns: 15 Temmys Maxannewi Huam Wony xanmeci

NSO Tronewni Barspoiiap/Cramdyn, Typesunua
JHenzis: TR/UY/2019/12-0

TEST LIMIT | RESULT
Toxasnuxu sxocmi | " Hopmysanus, | Pesynemam
(0 =80.0 %)
Assay
Kinvxicne susHa4enHs o
- thiocolchicoside | 95 % — 105 %, 4.0 mg/caps. = 5 % (3.8-4.2 mg/caps.) | 100.0 %
- MIOKONXIRO3UCY 1 959 — 105 %, 4.0 me/kanc. =5 % (3.8-4.2 me/xanc.) | (4.0 mg/caps)
] | i (4,0 mefranc.,)
Related Substances
Cynpoeioni Comimxu
- N-Deacetyl-N- AEoD
. S05% : 10.06 %

Sformylthiocolchicoside (NFTCS)
| - N-ceayemun-N-opn L -
mioxonxikozudy (NFICS) | neor | <Disregard limit

| S <0.5% | r s e
- colchicoside | < Meoici guseneHHs
- KONXIKO3UO 1 <0.5%

| - colchicine | ‘Not detected
-.‘;co,qxz'@_‘;zm. - < 05% Hé’ GM}ZGJ!GHOI
- degradation product A - Not detected
- npodyxm posnady A <02 % He gusteneno
. , S UL /0 &0
- unknown impurity | 0.06 %
| --.neexafwa c_)ngm;ca <2.0% o
|- total impurity : _ Conforms
| -cymaQomiwtore b | Bionosidac
| Microbiological quality
Mixpobionoziuna vucmoma
- total aerobic microbial couni
(TAMC) <10° CFU/g <] CFUlg
- 3Q2ANBHA KINBKICHIy AepOOHUX < ]10° KVO/2 | <1 K¥YO/2
mirpoopeanismic (TAMC) | |
— total yeast/moulds count | | 1 <1 CFU/g |
(TYMC) | <10? CFU/g <1 RVO/e
~ 302ANLHA KIALKICHL | <10° KYO/2 H
OPINCOACOBUX. Ml INICHABGUX
epubie (TYMC) | | 1
-~ Escherichia coli ‘Absentin 1g Absent/g
) | Bidcymuie 12 | Biocymuirg
I do hereby certify that the abovementioned daia are frustworthy and accurate. This product batch is
manufactured (packaging/labelling included) under the grality control on the abovementioned man ufacturing
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.
 Iuw 53008i0UYI0, WO Nepepaxoeana sue ingopmayis € O0CInosIPHOIO i mounoio. L cepisn npodyxryil byna
GUZOMOBHEHA  (BIIIOUAIOYY NGKYGAHNS [/ MOPKYSAHHS) 3 NPOBEOEHNAM. KOHHIPONIO AKOCHI HO SQUUEBKU3QANIN
supobHuisi Oinonuyi 6 noenid eidnosionocmi 3 eumozamu GMP, 6CHQROGNEHUMY DEZYIAMOPHUM  OpcanoiM
Typewuunu, a marxoxc y gidnosionocmi 31 cneyughixayiero 1 memodamu  xoumponio  axcemi  (MKXH),
sapeccmposanumy ¢ Yrpaini. IIpomoxonu upobnuymsa, ynarosKu MG QHARI3ie YN Hepe2ANYINI Md GCIIAHOEHCHO
gionogionicme GMP.
Surname and position of person, approving batcl release to market
[Ipizsuuge ma nocada / 36anis 6coby, AKa 6UOQIA Q03GLR HA BURYCK C¢ TR L Mt
Signature and date, stamp | 22%: b T |
[Tidgnuc ma dama niONHCAHHA, NEYOMKA [ WIMaMH 13.20%, P
’ /, X @7/{% WA ,

& Q 010324



