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JEPIKABHA CHYXKBA 3 JIKAPCHLKUX 3ACOKIB
TA KOHTPOJIO 3A HAPKOTUKAMU y m. KUEBI

npos. Haudi Coirtanunoi, 3. 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.aa. Koa C/PIIOY 370790535

BHCHOBOK
PO SARICTH BREICHOT0 B YKpainy Jikapehkoro 3acoby

26.07.2024 No 38315/24/26

MYCKOMIN

(HAFMCIYBANI HTEQPCHKOFO 3ACO0Y $EI0 L PCCCTPAtiHINA HOCBLAUCHIISALY)
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Cepis nikapenkoro sacofy Ne 402100730 Kinnricrs gresenoro siikapenkoro sacoby 66543

BupoGiuic YOPJUIMUEJWALIAL DIAY CATE BE TG AL ypeuunia

(Hidveny s wpoGIEOG HKAPCLROIO Fcofy, KpaTia 100 LRes )

Tosapuerso 3 00MEKRCHOI0 BUUTOBIAANLIICTIO "Tpokac ®apma
Yipaiua', inerr. won: 37177201
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OCOGH = HEAPHEMIBL TTMICHE HPOKHRINTS L PeCeTpaiiiiuii HOMEP OOITKOROT KQPTRI TR
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Breseno s YVipaiiy

Mpororon sisyansinoro kowrpoato sin 08.04.2024 N 1226/2.
Hadoparopunit ananis skocri nikapenroro 3acoBy e
JtaBoparopis 3 kouTpoo grocti nikapeniux sacobin TOR "JIOBPOBY T-JNKHIAB" (M. Knis.

sy Hosropoa-Cisepenia, Gy,1.3. nexcuriosi npumimernis 92)

(HAFMCHY BRI T MICUC3HAXORCHI HaBOPaTOpii, 1o HPORCHA HA0OPATOPIIT ananis skocTi)

Bicnonok mono axocti aikapeskoro sacoby. swannii nadopatopicio sin 09.07.2024 No 704-24
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Mamfactured hy WORED MEDICINE TLAC SAN.VE TIC, AS
Tocation: 15 Temmuz Mahallesi Cami Yolu Caddesi
NaSt Guneshi BageilarIstanbul. Turkey
License: TRATY 20197120

Bupadaeno: YOPAUMEUTIH LAY CAJL BE TELAL AL
Micneuiaxomrens: 15 Tewyt Maxaasewi Jisasi Hony Jlkazieci
NeSO Dionent barpiaapCramdya, Typedsnna

Hinerin: TRATY 20197920

CERTIFICATE OF ANALYSIS No. 40000032985

CEPTHWMIKAT AKOCTT
Product name:

Hlorioc igcsaviomy
Pharmaceutical form,
package tvpe and size:
Licupcisa ihopia nior i
JHONHLT VAR GGR

Dosage / potency:
loa cucia odi;
Registration certificate:

Pecompenitone nocaiduenns:

Batch no.:

Necepin:

Batch size:

Posip copli,
Muanufacture date:
Sama supodiinmme
xpiry date:
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Howanmacu scocn

MUSCOMED
MYCKOME
hard capsules, 4 mg, 10 capsules in blisters, 2 blister with a leaflet in a carton box

wemevi meepadi. 4 e no T kaneva v Gaicmepi; no 2 oaicmepu pazoar 3 incmpyryicio
U8 MCOUMUOO 3UCHIOCYEUIS Y KapIonniiy kopooyi.

thiocolchicoside 4 mg
MIOROINIKOZUOV 4 At

UA/T6219/01/02
402100730

66 588 packages/vaarosor
(42.2024

041.2027

App carance
SORIIITTE gt

fdentification
thiocolchicoside
foscimuiinaiin
HHORGINTRO O

INAYINA RESULT
Hopanveanns Pesyviavman
Hmd gelatin capsules, size 3. with opaque white body | Conforms
and o ap. containing vellow powder, Bionogioac

)

Taepol oeeaconunosi kanevit, posyip Ao 30 kpuadeusa
Mt KOPRVE Mamoeoeo GLI0co  KOT6OPY. o MiCnsiiG
CNCOGPNE HOPOUIOR

The retention time of main peak obtained from sample
solution chromatogram in assay should be the same with
the retention time of main peak obtained from standard
sotution chromatogram. Conforms
Inavenns vacy  ympunveanns  ocnosiux - nikie  na | Bionosioae
XPOMUOSPAMAN - QOCAONCYEANO0 A CIUHOAPITIOPO
POBRUILG BPU KEGKICHOMY Gusiaueniti  nogunni dvimu
OOHAROGHA U,

Ave rage mass of capsule content

Uniformity of mass
Clanopidnicns vact

COPCONs A acd BMHCHIN Kaneyviu P13 me = 10% (104-127 my) H13.0 mg (aee)
FES v 10% (104127 10
- Not more than 2 of individual weights could deviate Conforms
more than 10.0% of average werght and none of them Bionogioae

\Water content
n Vil /), INSIZ YT

Unifos smiry of dosage units

AL ll!//!l///

could deviate more than 20.0% of average weight.
S e Gitnine D idusiova sy ac GIOXUISOms sl gic
cepeonnol siac i i na 100% ma ocoona ne
sloNtscmnes Oiabu ik e 20,0%

4.9 %

Acceptance  value  (AV)  should meet with the | Conforms

l}mnt(‘fn ation
CDomaoas

Clonopianicn Qososaniy | requirenments Bionosioac
Hputwmsme siiauerns (AV) vac gionosioamu suyvosaat
< 15 min S b
< /56 T

' Hxsmiunon

85.0% of label claim in 30 min (Q =80.0 %) /<> o O ‘HIS’;.’,Z %;‘\\
&

Pye. awe Mok
J%.03.46
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Manufactired by WORED MEDICINE HLAC SAN, VE TIHC, ALK,
Location: 13 Termmuz Mahallest Cann Yolu Caddest
No:S0 Gunesh Bageilar Istanbul, Turkey
License: TRAUY 2019/12-0

Bupodaeno: YOPULMEJIHIHE LTAY CAHL BE TLUK. AL
Micuesnanoureniet |3 Temstvs Maxazsemi Jkami Hoay Jwasaeci
NeSt Fionenan Baraaap/CramOya, Typewaiia

Hinesia: TRAUY 20194120

LIMIT RESULT
! —Nowasnuwi siwocmi Hopavaanis Pesyaomam
Fovioe > N3.0% 6i0) vaseienol kiikoemi enpodocoe 30 xe.

F e e (Q =80.0 %
- Assay
CNEnkicne swsiauenis

- thincolchicoside 95 % ~ 105 %. 4.0 mg/caps. £ 5 % (3.8-4.2 mg/caps.) 100.0 %

= HTORDANTRO 2001 93 Y- 105 % 4.0 verkane. = 5 % (3.8-4.2 e/kanc. (4.0 mg/caps)

o _ (4,0 se/vanc.)

clated Substances

CYnposion dostueen

- NeDeacenyl-N- = 0.5 % 0.24 %
s furmyltiiocolehicoside (NFTCS) T
Nedearenic - N-hopanie
Ciiowc ooy (NFTCS), <Disregard limit
- colehicoside = 0.5 % <Mexct ausigaenns
R D5
: il <Meaiei susierenist
NI Not detected
< degradation product 4 < ).8 0% [ ——
< POOVRIE POHAOL A 0.06 % '
f - unkuawn impurity < (0,2 % )
P II(’/}‘I'()(')‘\{(I dorituka Eonbaig
- toral impuriny: < 2.0% Bionosioae
Ve ovivd Ao on ’
. Microbiological quality
FAlikpodiogonivia wicmonia
= total acrobic microbial count
ATUMCO) < 10T CrU/e <] CFU/g
= RS RETSKICHTD (ePOUIINNY < TRV O “f KVO: e
Cirpoapeani e (TAMC) ;
= total yeast/moulds count <1 CFU/g
ATYMO) < 107 CFU/e <l KV o
e BTN KLTBRICHTY « 107 KYOre
OPMCONCOBUN 1A 2ACHAGUY
Copnoe (Y NC :
- Escherichia coll i Absentin g Absent/g
| Biocymnig | ¢ Bidcymmily

{do hereby certify that the abovewentioned data are trustworthy and accurate. This product batch is
manufactured (packaging/fabelling included) under the quality coutrol on the abovementioned manufacturing
site in full conformity with the GMP requirements, established by the regularory 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.

Ll s sacsiduvio, wo nepepaxosana suuge indhopyiayis ¢ oocmaosiproio 1 movnoio. Lt cepiss npooviyii oyaa
GUCOMOGICH (GRTOUCAIONN TURYVGUHIS 7 MQPRYARIS) 3 IPOBCOCHIBSINL - KOHINPOMIO  SIKOCHIT HA - BUICBKABANTI
Gupoonite diasmagi 6 noeudic gionosionoemi 3 euvoeasr GMP, 8CmIgOGICHUMY Pe2YISIOPIIM  OPedioM
Typewnan,  a  maroxe v gionogionoemi i cneyuhivayicn 1 semodasie  kompoiao - skocmi— (MKH),
supecciposanit s Yupaini. lpomorot supoGuuymead, VAAROGRI 1IG andiizie GVisu nepecissiymi ma 6Cnanosieno
aionosichions CGALP.

Surnane and position of person, approving baich release 1 market
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