EPKABHA CJIYIKBA 3 TMKAPCHKNX 3ACObIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBL
npos. Haait Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dis.gov.ua, Ko CIIPIIOY 37079055

BHCHOBOK
PO AKICTH BBE3EHOTro B Y KpaiHy nikapcbKroro 3acody

28.02.2024 Ne 9561/24/26

"MYCKOMEHX

*

(HaliMeNy BaHHA AIKAPChKOTo 3acoBy 3TN0 3 PECCTPAIHHAM NOCBIIMCIHAM)

KAMNCYJH toepai, 8 mr, no 10 Kancyjn_yﬁnicregi; no 2 6aicrepH y map*roumi‘i KopoOui

(opMa BHITYCKY, 103Y BAHHS, BUJL NHAKY BAHHA nikaperkoro 3acody)

—— SRR R

Homep peecrpatiiinoro nocBiAueHHs UA/16219/01/01 erpox jil peecTpauitHOro HOCBIACHHA HEOOMEIKCHH U
Cepis nikapcskoro 3acoby Ne 309202260 KisibKicTh BBE3EHOTO JiXapchkoro 3acoby 67434

BupobHik yOPJUI MEJMLIMH UIAY CAH. BE TUDK. AILL, Typewdnua

(HaAMenyBaIHA BUPOGHHKA JKAPCHKOTO 3aco0y, KpaiHa NOXOMKCHNA)

Beeseno B Ykpainy TosapHCTBO 3 00MEKEHOIO BiANOBINAJBLHICTIO "Tpokac Papma
Yxpaiga', inenT. KOA: 37177201 -
(HalkMCeHYBAHHSA T4 KOJ 34 CAPTIOY 10prHuHOT 0004 aBo npisBrLE, IM', 110 GarbLKOB
hizpunol 0coty - nirpHeMis, 1t MICLC TIPOMUBAHHS Ta peECTpatifiiui HoMep OOIIKOBO]
KAPTKM [UIaTHYKA [OaTKiB 00 cepis Ta HOMEP HACTopTa)

" .

[1poToKOJl BI3yAILHOTO KOHTPOIO Bk 14.02.2024 N: 463/4.
JiaGoparopHuit anwii3 SKOCTI JIIKapCLKOTO yaco0y 3aiHCHEHH;
JlaBoparopis apMmaxo rreitnoro aHaisy [l "Y'lcpa'irl:cmﬁﬁ HayKOBUH Q)'apmam NEHHUH LCHTP

_SIKOCTI JIIKapChLKHX 3acO0IB" ( M. XApPKIB, 'Byg._._Aci'rgoﬂomitma, 33

(HafiMCHYBAHHR T8 MICHCIHAXOUKCHHS naboparopii, o nposeia nabopatopHui ananis Kocty)

R— e

BUCHOBOK LLOMO SKOCTT JiKapehkoro 3acoBy, BrjanHi 1aboparopicio Bil 27.02.2024 No 152/17124
PesyibTarTH JIad0paTopHOro analizy sKoCTi fikapcsKoro 3acoly 3a riepeBipEHHMHE MTOKA3 HITKAMH BIIIOBI{AIOTE

BHMOFaM METOAIE KOHTPOJIHO SKOCTE (aHANITHUHO-HOPMATH BHOT JOKYMEHTALLT).

DKABHOTO KOHTPOIO BETAHOBJICHO, 0 JIiKapCbKHA 3aci0 BBE3eHO B hY it’pa‘i‘i'{y' 3

33 pesynbTaTami  Ae

ERIRUIABCTSA 1oAo 3abe3neueHHs aKocTi nikapgpkux 3acolis.

Mukosna XOJIOAEHKO

{iriiany Ta npizsriLe)




CERTIFICATE OF ANALYSILS

CEPTH®IKAT AKOCTI

Product name:

Hazsa npodyrmy:
Pharmaceutical form,
package type and size:
Jlikapcwra (popma, mun
A POIMID YRAKOGKU.

Dosage/ pﬁte'm:y::
Josa / cuna Oil.

Registration certificate:

Peecempayiiine
ROCGIOUECHHA,
Bateh no.:

Ne cepil:

Batch size:
Pozmip cepil’
Manufacture date:

hard capsules, 8 mg, 10 capsules in blisters, 2

Manufactured by WORLD MEDICINE ILAC SAN, VE TIC. A8,

Location: 15 Temmuz Mahallesi Cami Yolu Caddes!
No:50 Gunesli Bagoilar/Istanbul, Turkey
Licease: TR/UY/2019/12-0

_Bnpoﬁ;zerm VORI MEJUINH IAY CALL BE TIK. A. ar.
Micuesraxo/breHss: 15 TeMMys Maxannewi Toxami Hony Tcannect

Ne$0 Tronensni Barmpwrnap/Crambyn, Typeuuuna
Hinensts: TRAUY2019/12-0

No.40000032832

MUSCOMED

MYCKOMEN o

2 blister with a leaflet in a carton
box

KAnCynu m@epaf 8 memo 10 xancyn y bricmepi; no 2 6fucmepy DaAsom 3

IHCIPYRYIEIO QJif MEOUUHO20 3GCTNOCYBAHHIL Y xapmonnit kKopobiyi.

thiocolchicoside 8 mig
MIoKONXIKO3UOY 8 M

UA/16219/01/01
300202260

67 479 packages/ynaxosox

- thiocolchicoside
~ MIOKOAXIKOZUOY

0(9.2023
Lama gupodbruymea.
?"p“ﬁy date: — 98.2026

ePMIH MPUOTIHOCHIL.
TEST LIMIT RESULT
Hoxasnuxu axocmi Hopayeanns. | Pesymemam

Appearance Hard gelatin capsules, size 2, with opaque white body Conforms
3oeHiuHin uaNn0 | and cap, containing yellow pOWdﬁl - Bionogioae

| Teepdi acenamunosi xancyiu, posmip Ne 2, kpumiexa |

ma xopnyc Mamogozo 6inoz0 KONLOPY, Wo MICMNy

L L ocoemuti NOPOUWOK I
Identification The retention time of main peak ¢ obtained from sample | Conforms
[oenmudpixayis “solution chromatogram in assay should be the same | Bidnogidae

with the retention time of main peak obtained from
standard solution chromatogram.
Suauennsn wacy YmMpUMySaHHs OCHOGHUX NIKIG HA
jxpcwammpamax QOCHIONCYEAH020 MA r::mauaapmmeo
DOZUUHIE NPU KiINLKICHOMY GUIHAUEHNT NOBUHHI Oymu
_OOHAKOGUMY. |

| Average mass of capsule

| content

| Cepeons maca emicmy
L kancyid

| Uniformity of mass

| Oouopionicme macu

b

230 mg £ 10% (207-253 mg)

230 me £ 10% (207-253 ma)

Not more than 2 of individual weights could deviate
more than 10.0% of average weight and none of them
could deviate more than 20.0% of average weight. | £
He binvuie 2 inOugioyansiux mMac 6IOXUNAIOMbCa HA

cepedubol macy Binbut HIJIC HA 10,0% ma :)fcoan : ' HOEM:

| 225 mg (m2)

{ Conforms
;?amc)ae

o | sioxwnemucs Ginvue nioe na 20 0%
Wi uer cantem :
’ <6.0%
Umformatv of dosage units | Acceptance value (AV) should meet WINE B\
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LY phacrscoutical Conpey

Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.

Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesti Bageilar/Istanbul, Turkey
License: TR/UY/2019712-0

Bupobneno: YOPJII MERMUMH VIAY CAH. BE THDK. AL
Micnesnaxomuerrs: 15 Tesnys Maxamenr Joxami Hoay Jhxanect

No50 Troneuint harmaunap/Crambyn, Typeuuuna
Miewsis: TRAJY/2019/12-C

Ao ple-w'pn sl oy o

- Torasnuxu skochi

TLIMIT
Hopmyeanda

 Pezynemam__

(Qouopionicms  GO306aHUX
OOUHUYD

requirements
ITpuiinamue suadenns (AV) mae gionogiogniu UMo2as

Bionoegioac

Disintegration
\ Poznaoarns

< 15 min
<75 xs.

8 min (xs.)

| Dissolution
| Posuurenns

> 85.0% of label claim in 30 min (Q =80.0 %)
> 85.0% 6id 3aa6nenol xinvkocmi enpodoesic 30 xe.

©=800%)

105.0 %

1 Assay

\ thiocolchicoside
KinoRICHE GUIHAYCHHS
MUIOKONXIRO3UOY

Related Substances
Cynpogioni domiuri

- N-Deacetyl-IN-
formylthiocolchicoside
(NFTCS)

- N-Oeayemun-N-chopaun
miokonxixosugy (NFTCS)
- colchicoside

- KONXTKO3UO

- colchicine

- KONXTYUH __

- degradation product A

| = npoodykm po3nady A

|~ unknown impurity

| - HEGIOOMA QOMILUKA

| - total impurity

v ket -t it okt i e sl

95 % — 105 %, 8.0 mg/caps. = 5 % (7.6-8.4 mg/caps.)
95 9% — 105 %, 8,0 ma/xanc. £5 % (7,6-6,4 ma/xanc.)

101.9%
(8.2 mg/caps)

1<0.5%

<05%

<0.5%
<0.5%
<02%

<2.0%

0.13 %

Not detected
He guseneno

| Not detected

. | }{e GUABNEHO

| <Disregard limit

< Meoici susenennsa

Conforms

Bionogioae

T T T T T e

Microbiological quality
Mixpobionoziuna yucmoma
— total aerobic microbial
count (TAMC)
= 302001bHA KITLKICTG
aepobHUX MIKPOOP2AHIZMIS
(TAMC)

— total yeast/moulds count
(TYMC)

- 3A2ONBHA KINBKICHLY
OpidHCOACOBUX MO FTICHABUX
epubis (TYMC)

- Escherichia coli

< 10° CFU/g
| 10 KVO/
| <10* CFU/g
| <107 KYOP

Absent in 1g

| Bidcymuie l 2

<1 CFU/g
<] KVO/ &

<1 CFU/g

<1 KYO/ 2

| Absent
Biocymui




Manufuctured by WORLD MEDICINE ILAC SAN, VE TIC, A5,
Location: 15 Temmuz Mahallesi Cami Yolu Caddes:
N0:50 Gunesli Bageilar/lstanbul, Turkey
License: TR/UY/2019/12-0

B_z;paﬁﬂe;m: VOPIJE MEZVLMH LJIAY CAH. BE TUEX. A1,
Micueasaxomaenns: 15 Temmys Maxannei [liamt Wony Jxanacei
N0 Tronemm Barmxunap/CramOyn, Typeuunna

JHuensin: TRAUY/2019/12-0

1 do hereby cerz‘gﬁJ that the ahovementioned data are trustworthy and accurate. This product botch is
manufactured  (packaging/labelling included) under the qualify control on the abovementioned
manufacturing 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 documentalion,
registered in Ukraine. The protocols of manufacture, packaging and analysis are reviewed; conformiy
with the GMP is established. |

- Lum a 3qc6i0uyI0, 1O NEPEPAXO8ANG BUILE inhopmayia € OOCHOBIPHOIO i mounoo. Lln cepis npooyxkyil

Eyna  eu20mogena  (BRIIONAIONY  NAKYBAHHS / mapxyeanns) 3 npOGEOEHHAM KOHIMPONO AKOCHUL A
Guuesrazaniti  GuUpobHuuill OlnbHuyl 8 HOGHIU gionogionocmi 3 eumozamvu OMP, ecmanosienumy
pezysnopHum opzanom Typeuuuny, & maxoiic y gionogionocmi 31 cneyuikayico MEMOOAMU KOHIMPONIO
SIKOC (&KH), sapeccmposanumit 8 Yxpalti. H)pomozcmu GUPODHUYMBE, YNAKOGKYU A AHANIZIE OYAU
nepeansHymi ma 6CHanoGIeH0 8ionosionicme GMPE.

Surname and position of person, approving batch release (o market
[Tpissuuge ma nocada / 36auna ocoby, Axa sudaid D036 HQ BuRYCK cepil

Signature and date, stamp
ITionue ma dama nidnucanHa, nevamka / wmawn
15.01.2024
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