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Mannfactured by WORLD MEDICINE ILAC SAN. VE TIC, A.S.
Location: |5 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bageilas/lstanbul, Turkey
License: TRUY/2019/12-0

Bupobaeue: YOPLT MEAHUIN LIAY CAIL BE.'I‘L'IH\'. AHL
Micnenuomkeiie: 15 Temmys Maxwmewi Jixasi Hory Twannce
Ne30 Tontemni Barsusuaap/Crasdyn, Typeuunia

Jhinensia: TRAIY201912-0

CERTIFICATE OF ANALYSIS No.40000032986

CEPTH®IKAT AKOCTI

Product name:

Hazsa npooykmy:
Pharmaceutical form,
package type and size:
Jixapevka dhopva, nmn
1A POIAP PROKOCRU:

Dosage / potency:

Hoza / cuna dii:
Registration certificate:
Peccmpenyitine
noceiduenys;

Batch no.:

Ne cepii:

Baich size:

Posaip cepit:
Magufacture date:

MUSCOMED
MYCKOMEN

hard capsules, 8 mg, 10 capsules in blisters, 2 blister with a leaflet in a carton
box

Kancymi meepoi, 8 xeno 10 kancyx y Gricmepi; no 2 éuicmepn  pazos 3
IHCIPYRYIEI0 0151 MEOUNNOZ0 3aCHIOCYGaIIS Y Kapionniil Kopoouyi.

thiocolehicaside 8 mg
miokoaxirozudy 8 ue

UA/16219/01/01

402200740

67 105 packages/ynarosox

= 02.2024
ﬂﬂh‘m‘ GUPOOHUYMIBA,
gn Ot . 01.2027
epMin npudamnocii:
TEST LIMIT RESULT
Hoxanukn sxpcmi Hopaveanna Pesynoman
Appearance Hard gelatin capsules, size 2, with opaque white body | Conforms
oaniuniit aueasd and cap, containing yellow powder. Bignogioac

Teepoi scerumunosi xancyau, possip Ne 2, kpreura
ma KOpAYC Mamogo2o Gir020 KoIbopy, wae Micmsnts
JCOGRILT NOPOLuOR

Identification
Tdenmughirayis
- thiocolchicoside
- MIOROAXIROIUOY

The retention time of main peak obtained from sample | Conforms
solution chromatogram in assay should be the same | Bidnosioac
with the retention time of main peak obtained from
standard solution chromatogram.

Snauenns wdacy VUPRMYGQHIUS  OCHOGHUX RiKkIG na
XPOMAINOIPUMCEY QOCHONCVBAND2O MG eMandapmio2o
posunnie npu giasricnomy eusneavenni  noguni Gymu
QOHUROBUML,

Average mass of capsule
content

Cepedna vaca exticmy
Kancy

Uniformity of mass

230 mg + 10% (207-253 mg) 211 mg fame)
230 a2 & 10% (207-253 va)

Not more than 2 of individual weights could deviate
moare than 10.0% of average weight and none of them | Conforms

Qonopiduicme vacy could deviate more than 20.0% of average weight. Bionoesioac
He dlwsme 2 indusidyaasiu iac ¢ioxuimomscs aio
cepednuol Macn diasu nisie na 10,0% ma scodna e B Doy
gioxusemoen Gitoue wize na 20,0% A TR I
Water content ‘o

Batiem aoou

' 7 IS
<6.0% : \E.yf—\ AN

Uniformity of dosage units

Acceptance  value (AV) should )ﬁq}%ﬂ_j}tlié‘ ~Confomigl
e~ :
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Manufactured by WORLD MEDICINE ILAC SAN, VE TIC. A8,
Location: 15 Temumuz Mahalkesi Cami Yolu Caddesi
No:50 Guoesli Bageilar/lstanbul, Turkey
License: TRAUY2019/12-0

Bupofitene: Y QPLLELMETMUI IAAY CAH. BE TUTK, AL
Micuemaxomienns: 13 Tesarys Maxaaneut Jixami Moay Macauneci
Ke30 Monetnni Barzskiaap/Cramdya, Typeatn

Juemitn: TRAJY2019/12-0

TEST LIMIT RESULT
Horazuurn axocmi Hopavganis Pesynomam
Oduapionicme  dozoganux | requirements Bidnagidac
UUNINL IIpudinsime suauenns (AV) sac gidnoeidamu suvozay
Disintegration <15 min S
Poznadanns <13 xq. in(E)
Dissolution = 85.0% of label claim in 30 min (Q =80.0 %)
Pozuunennn 2 85.0% aio 3unaienol kitexocmi enpodosae 30 xe. 98.7%
(O =80.0%)
Assay
thiocolchicoside 95 % ~ 105 %, 8.0 mg/caps. = 5 % (7.6-8.4 mg/caps.) 100.0%
Kinwricne suznavenns 93 %— 105 %, 8,0 mafwune. £ 5 % (7,6-8,4 setranc.) (8.0 mg/caps)
IiGROAXTROZUDY (8.0 a2/wanc.)
Related Substances
Cynpogioni dositry
- N-Deaceyl-N-
Jormylthiocolchicoside
(NFTCS) =05% 0.24 %

- N-deatjentun-N-ghopasun
mioroaxikozuoy (NFTCS)

- colchicoside <05% <Disregard limit

- ROAXIKO3UD <Maeoici gunenenns
- colchicine <05% <Disregard limit

- KoAxin <Mexci qustgaenun
- degradation product A <05% <Disregard Hmit

- npodyrm posnady A <Mexci suneitenns
- unknown impurity =02% <Disregard limit

- HegidoMa dosiuika <Meaici ersiereniy
- total impurity =20% Conforms

- CVMA QOMIOR Bidnogidac

Microbiological quality
Mixpodiozozivna wuentoma
— total aerobic microbial

cotint (TAMC) < 10° CFU/g <1 CFU/g

= JULLTbHE KIbKRICmb

aePOBII MIKpoopeaniie < 1P KV <! K¥Y0O/ ¢

(TAMC)

= totul peast/moulds count | <10* CFU/g <1 CFU/g

(TYMC)

- 3RIBNG KINLKICHTS <10° KYO/.

OpiaONCoUX Ma nAiCHAGHx <! K¥O/ 7

cpubia (TYMC)

- Escherichia coli Absent in g Absent
Bideymuia 12 Biocymni
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R Manufactiered by WORLID MEDECINE [LAC SAN. VE TIC, AS.
"WHRED MEDICINE Location: 13 Tesnmuz Mahallesi Cami Yolu Caddesi
Pramacoui 3 Camany No:50 Gunesli Bageilar/Istanbul, Turkey

License: TRAUY:2019/12-0

&)

Bupebirenv: YOPILLMEIHIIIT LTAY CAHL BE TLTX, AN,
Micnesnaxopsemis: 13 Tesays Maxameni exasi Hony Jhranmeci
N30 loweani Barmskoaap/Crasdyn, Typeninna

Hivensin: TRAFY2019/12-0

1 do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is
manufactived  (packaging/labelling ineluded) under the quality control on the abovementioned
mannfacturing site in full conformity with the GMP requirements, established by the regulatory ageney
of Turkey as well as with the specification and control nethads of the analytic-normative docuntentation,

registered in Ukraine, The protocols of manufacture, packaging and analysis are reviewed; conformity
with the GMP is established.

Lt 51 3acgionyio, wo nepepaxesana suuge indhopaiaia ¢ docmosipnon i mounorwn. L cepin npodyryii
Byaa euzomoanena (sxmouaiowy nayeanins / MaprRyeanis) 3 npogedenysM  KOHMPpOmo SKOCH N
Gufesrasaill  eupobmuuilt dinoruyi “6  noeuitt sidnosionocmi 3 ewvoeaty GMP,  ecmanogaenicit
peaynamopruy opeatoat Typewunnu, a marodie y eidnosionocnii 31 cneljudirayicio | Memodayut konmpoio
swocni (MKA), supeccmposamie ¢ Yepaini, ITpomoxo:y 6upoduuyma, Ynakossy ma aianizie oyau
nepezwsynil ma ecmanogieno gionogionicnis GMI!.

Surname and position of persen, approving buteh release to market
{Ipiseuuie ma nocada / seanus peobu, Axa cuOQIA 003811 1y aNvex copil

e )
U s
i " . RPPIT 3 ]
Signature and date, stamp £t A
Hidnue na dama wiontcanus, REMGMKG * Himun rae™t
26.03.2024 Loonlt

VORI D SIDSITNIE AC SAN WETIG, AS.
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HEPKABHA CJIIYKBA 3 IIKAPCHKUX 3ACORIB
TA KOHTPOJIO 3A HAPKOTRKAMM y m. KUEBI

npos, Hapii Caitanunod, 3. 02099, texn. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Kon CJIPTIOY 37079055

BUCHOBOK
PO AKICTHL BBE3CHOro B Ykpaiy nikapeobkoro 3acoly

26.07.2024 No 38313/24/26

MYCKOME]
(rafisienymng aikapenkoro sacofy nine 3 PECCTpaIiEHEA HOCRIA eI
Kancyan Teepai, 8 mr, no 10 kancyn y éaicrepi; no 2 furicrepu y kapronuiii opo6ui
{dhopya nunyCiy. AOTYBAIIL. BIA K BTG 2 RAPCHIOID 3aC0HV)

Homep peecrpauiiinoro nocsinuetn UA/16219/01/01 crpox it peccrpauiiinore nocsinuciua HeoOMemeH M
Cepin nixapenxoro sacoGy Ne 402200740 KinekicTs paesenoro nikapeskoro sacoby 67060

BupoGruk YOPJJUMENWLIMH DIAY CAIL BE T AL, Typeuunna

{UHMEHY BN ABPUGHRED NiKIpCLKara Seody., KpUTUI Hoxo/ R s}

Tosapucrso 3 o6mexenoo simosinaisiicro "Tporac Mapaa

Yxpaina", inewr, con: 37177201

(naiisienyrain ta koccsa CAPTIOY wpmasrnwy veodin oo AP, s, 10 GarbRoBi (v

acaliv ~ nianpuesiaa. F sicue iposimann o pecerpatdiisi nosep ofaikonol kapren naTinmeg
NOCEITR adio cepiy Er HOMeD naenup )

Boeseno o Vxpaiuy

MpoTokon nizyansnoro kowrposio nin 26.07.2024 M 1226/1.

JaGoparopuuii anaxiz akocri nikapenioro sacoBy saiiiciennii;

Jlaboparopis 3 xolrrpomo sxocri nikapenkux 2aco6is TOB "HOBPOBY T-JIIKHMITAB" (M. Kuia.
ByJl. Hosropoa-Ciseperka, 6y1.3, HEIHTIOR] npumMitienis 92) '
(HafMCHy BRI TH MiTIE3IANOCIS) naGopaToPIt. e PV SRBUPTIOPLRT A HROCT )

Buchosok wono skocTi sikapehkoro sacoBy, suaaimii naboparopico win 9.07.2024 Ne 703-24

PesynsTaTi NadopaTopHoro asanizy siocti nNikapeskoro 3acoly 3a lepesipeinyu okaskaMn BIITOBIAA10T
BAMOraM METOAIR KONTPOMIO AKOCTI {alani Ty no-nopMaTHIIIGT HorRyMeHTauin.

3a  peayneTaramy ACPWCABHOI'O  KOHTRONIO  BCTAHORACHG. 1110 fnikapehknii 3aci®  prescue B Yxpainy
IIO’I‘[JPIM&]HHSIM BHMOI" 32K0HO/WBCTRA 1100 3a8e3NCUCHHS AROCTI nikapehkux 3acofis.
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