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Menufactared by WORLD MEDICINE ILAC BAN. VE TIC. 4.8
W OSL0 MEDICINE S Location: 15 Temmuz Mahaltesi Cami Yolu Caddesi
Promsceutizl Conpary No:S0 Gunest Bageilar/Istanibul, Turkey
License: TRAIY/2019/12-0

Bupodneno: VOPJIE MEIUHHA LIAY CALL BE TR, A.U1L
MicuesHaxoprenna: 15 Temmys Maxannew Dicami Yoay Twaanes
Ne30 Tiorierni Barmichnap/Cramys, Typesuina

Tliwensis: TRAUY/2019/12-0

CERTIFICATE OF ANALYSIS No. 40666032833
CEPTH®IKAT AROCTY

Product name: MUSCOMED

fassa npodyxmy: MYCROMEN

Pharmaceutical form, fuard capsules, 8 mg, 14 capsules in blisters, 2 biister with g feafiet in a carton
package type and size: box

Hixapevra dopma, mun Kancyny msepdi, 8 szno i0 Kancyn y Onicmepi; no 2 Gnicmepu  pazom 3
TG POIMID VRGKOSK. THCMPYKYIETo Onn Meduunozo SUCIHOCYRANNA Y KAPMORHIT rOpoby:.

Dosage / potency: thiocoichicoside § mg

Hosa / cuna oii- mioKkoxxixozudy 8 me

Registration certificate:

Peccmpayiiing UA/16219/01/01

noceiduenna.

Batch no.:

e cepi 309202271

Batch size;

FPoswip cepiy:
Manufacture date:
Hama Supobnuymaa;
Expiry date:

Tepmin npudammuocini- 08.2026

I_‘“h*'—'“——h___ —_— . e ——e
TEST IMIT | RESULT
i {Iorasnuxu axocmi Hopmysanus LPesynwmam

49 636 packages/ynarosos

§9.2023

I
| Appearance Hard gelatin capsules, size 2, with opaque white body [ Conforms i
| 306HIuIT euansd and cap, containing yellow powder. ! Bidrogidae ’
i Teepdi sicencmunag; ROHCyau, posaip Me 2, xpueyie ;
I KOpRYC Mamoeozo Ginoso KOUBOPY, wo micmsmn ‘!
| JICOBMILE ROpOUOR: _{
ldentification The retention Conforms

time of main peak obtained from sample |

solution chromatogram in assay should be the same [Bianosfdae
with the retention time of main peak obtained from

standard solution chromatogram. i

3navenns WACY  YMPUMYBHHHS  OCHOSIY  nixig Ha

APOMANOZPaNGX DOCHIDNCYSaNoes ma CHMaROaGpmnozo i

( Posvunie npu KIMLKICHOMY uzHiuenyi ROSUNRI Dyine | |
OSHaKOaIMIL.
rAverage mass of capsule }

Boenmuginayis
- thivcolchicoside
- MIGKOAX RO U0y

| content 230 mg = 10% (207-253 mg) {227 g (w2) !
Cepedus maca emicmy 230 a2 & 10% (207-253 pz) i 1‘
} Kancyny Not more than 2 of individual weights could deviate
Uniformity of mass more than 10.0% of average weight and none of them | Conforms
OoHopionicms macy could deviate more than 20.0% of average weight. Bionosioae

e Ginowe 7 MOusidYansnux rac GloxumIOmBCA it
CEpeONvOi Macu Binvu nisie yg | 0,0% ma oicoduna e
SlOxwAsEmMBCS Binbiy Hise na 20, 0%

- —
Water content <6.0% _ "

|

Buicw soou
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Manifuctured by WORLD MEDICINE ILAC SAN. VE TIC, A,
Location: 135 Teminez Mahallesi Carns Yolu Caddesi
N30 Guneslj Bagcilar/istanbul, Turkey
License: TRAUY/2016/173.0

Bupedneno: Y ORI MEBWITIIH UisYd CAHL BE TLK. A1
MicuesHaxomueins: 15 T ematys Maxamremi [hxani HMoay Dxangeci
Me50 Mo Barmusiap/Cramsys, Typequszia

Aiuznsin: TRAUY2016/12-0

TEST - Immr T RESULT ™

Hoxasnuru srocmi ‘ Hopryeanus L Pesymomam
Ooropiduicnns, ~ dososams requirements I Bidnogidae

i ounuys e Lpuitnamue suauenns (4Y) nac sionosidaniy SuDzam | |
: Disintegration | < 15_ min f 8 min (xs,)
fomadamn | <5 e —
Bissolution 2 85.0% of label claim in 30 min (Q =80.0 %) ’
Posuunenns . ) | = 85.0% 6id sananencs KIRBKOCI 81podoesic 30 xa, ] 1045 % f
[ — C =80.0 %) L k“
Assay I

95 % — 105 %, 8.0 mgleaps. £ 5 % (7.6-8.4 mg/caps,) 03.5% :
95 % - 105 %, 8,0 mz/icanc, + 3% (7,6-8,4 mzlxanc ' 8.3 mg/caps) |

thiveolchicoside !
(8 3 szlanc, ) |
] Merkdne.)

| Kinvricne SUIHANEHF S

|_miokomxixosud
Related Substances
Cynposioni doriumy

i = N-Deacetyl-N- i

’ Jormylthiocolchicoside _

LINFTCS) =0.5%
- N—()eat;er?za’a’:—f\’-@:)pﬂyfwz
miokoaxikosudy (NFTCS ) |

——— :

!
|
| 612 %

i Not detected

- coléhivoside - £05% - | He sunenono i
| = KOEXIKO310) ' | <Disreg; ff fimi |
| - colehicine <0.5% | oresard imil ;
, . - I < Meowi erisanenny |
!~ moMxiH | Not detected |
| - degradation product 4 <0.5% | o

- 3OOy pona Oy A C | He einsnens !

- ! 0, w

- unknown impurity =0.2% i 0.06% |

- Kegidoma dominxa [ i| Conforms !‘
| - fotd fmppuriyy £2.0% P .

‘ Py = | Bidnosidac !
: e L =
Microbiological quality ; |

F - CYMa eMituok
j Mirpotionoziung wHCmoma ]
| ™ foiad aerobic microbial i

[ < CFlrg
= 3A2ARSHE Kitbiichmn ‘ ;
Geposux yixpoopeanismis | < 1gP g YOz <! KYO/ 2

(FAMC) {

count (TAMC) <16 CFU/g

H

!

!

[ 1ot yeastmonlds ey <10* CFU/g i <1 CFU/g : %
(T¥5C) ,

|~ 3Q2NHA KinsKicme S I RV, ; (

opiscdaicosux my nAiCHIEGLY ’ <! K¥ov» i

epuble (TYMC) . i

- Escherichia coif Absent in 1g - Absent f

Lﬁ; | Bty Biocymi |

“,

i o
Yivinuip €502

oI 00 P
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Manufaciured by WORLD MEDICINE ILAC SAN, VE TIC.AS.
Location: 13 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bagcilar/stantul, Turkey
License: TRAUY/2619/12-0

MEC]

wical Company

Fhagies

Bupodaeno: YOPIE M EAMIHE UIAY CAR. BE TIEM. AHL
MicueaHaxe.pieiig: 15 Temumys Maxanietni Tran Vhomy ITwanaeci
N3 Tomeui Sarmacnan/CraMBya, Typeuunna

Hizensis: TRAUY/2019/12-0

I do hereby cert? that the abovementioned data are irusiworthy and accurate. This product batcl: s
manujactured  (pac aging/labelling included) wnder the qualiyy control on the abovermentionad
maRHfucturing site in fullc' conforsity with the GMP regzirements, esiphlished by ithe regulatory agency
of Turkey as well as with the specification and control methods of the analytic-normative docameniation,
registered in Ukraine, The protocols of manfacture, packaging and analysis are reviewed: con oty
with the GMP is esmblz's]zetf ' ' '

Luv 5 3acsiduo, wo HEPEPANGEANQ Gune IHopuayis ¢ BOCIOSIpHOIO | mounon. [l cepia npodyryil
byna suzomosnens  (sxmougiou ROAKYGONHS /[ Mapryeas) 3 NPOBEOCHHAN  KOUMPONIO AKocHi o
SULLESKATANITE  GUpOGHIYIG Olnoringi "8 noewisi sionosicnoemi 3 ewmozawy GMP, scmanossenisay
bezyaamopnun opaanom T YPESUUHY, a makoxw Y gidnoeidnocmi 3i Cheyupirayico | Memodayiu KONIDOMIO
aROCEH (l{ﬂ{ﬁ) SUPEECposanwyiy 8 Yipaini, Hpomorany GUPOCHUYMSH, YRAROSKY Md auanizie Sy
REPE2IRHYIL INA 8CMAHOS eHD Biinosidnic Gﬂ/ng.7

Surname and position of person, approving batch release 1o mprker
fipisawye ma nocada / 36aHKA GCobY, aka sudana dozein na SURVCK cepil

Signature and date, iamp G

Hidnic wic dcoma Hionucanus, nevamxa/ WM
15.01.2024
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