R,
HAEPXKABHA CJIVIKEA 3 JHKAPCBKHUX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y M. KUEBI

BYN. bepesnskincrka, 29, Kuis, 02098, ten. (044) 295.26.85 Te. (044) 295-26-82
E-mail: dls.kyivi@dis.gov.ua, Kop CAPIIOVY 37079055

| BUCHOBOK _.
TIPO AKICTH BBEe3eHOro B Yxpainy JHKAPCLKOro 3a¢o0y
25.05.2023 : Ne 25237723726

__MYCKOME)T

(HAAMCHYBANHA nikapeskoro OO 3LTHO 3 peceTpauibi nﬂ'u'aigmcmlm M
POSIHH Jtst v exentii, 4 M1/2 s o 2 sy amnylii; no 6 amny,i B KOUTYpHIit yapynkosiii
_Yraxorni; no 1 KOuTYpRii yapyukosiii YHAKOBHI B KADTOHHIj KopoGui
{(opma wanyeky, AGBY BARIBL RHAIKYBANHA 2iRAPCHROIO Aacody)

Homep pecctpauiiinoro nocsiguenns 1JA/14717/ 01701 crpox i PEECTPAUIHOLD NoCBiAYE HHA HEOBMEKCH U
Cepin dixapcsroro zacoby Ne 2202012 Kiinkicis BAEICHOTO MIKAPChKOro 3acoby 28693

Bupofunx Medap lias Can. A.LLL. Typeuumna

(HAHMEny BRHHA BUpOSiHKa HIKAPEHEOIO 3acoly. Kpaing MOXO R CHIN)

Baesero B-YKpaiHy Topapuerso 3 obnmemxeno 0 Birnosinansnicrio "BJYC DAPMA",
_iren, koa: 43821180

(HalxesHynanHs TR ko 3a € PHOY OPHIRTIOT0Co0H abo npitsune. is's. 1o BaThKOBI ibiinoi
0coby ~ TIANPHEMIS, T Miche MPOXYBALLIY Ta peceTpatiiHni HOMER 0BAIKOBOT KaPTRK AR KA
NOAATKIR 460 cepig Ta HOMED HacHopry)

'T'I'p'n"’rﬁ':{t}.n'"Bii’iyuﬂb'rm'ru‘ KkoHTpouo 8in 08.05.2023 Ne 12 73/3.
Jlaboparopruit ananiz sxocti figa PCLROTO 3ac00y 3tilicHennit:
Jabopatopis papmaxoneiinoro anatizy AT "Ypaincsini HaYKOBHH DapMakoréitiui LCHTD

_MKOCTI JTIKAPCHKUX 3ac06ip" (M, Xapkis, By, AcTponomiyua, 33)
(HARMCHYRAHHA T MiCIEIHAX O/ HCHIS TabopaTopii. wo nposeay naboparopituii anwns sxocti)

Buctorox mogo AKOCTERIKAPCHKOro 3acoby. Buaan s nabaparepieio vin 23,05.2023 Ne 273/30023

Pe3ynbyuTu N4B0paTOPROro amHa 13y AIKOCTI Jkapehkoro 3aco0y 3a acpenipeHnmy NoKasHnKkamy BIRANOBIAZIOTT,
BAMOTam METOIIB KOHTPOSIO AKOC)] {anaaiTay HO-HOPMATHBHOT ROKYMEHTALT). '

38 pesvabraTaMn ACPHKABHOTO  KOHTPOJIK BCTAHOBIIEHO, M0 AKAPCHRUA  Hacib  peevolo B 'V'I-Epa"i;f'i'}/‘” 3

HAAKOHORAUCTBA. LI0J0 Fabetedents groeTi HIK8PCBKHX Jacobin.
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mefar

CERTIFICATE OF ANALYSIS

CEPTH®IKAT AKOCTI

Prodnct name:

Hazea npodyximy:
Pharmaceutical form,
package type and size:

Jixapcora gopma; mun ma

PO3MID YHAKOBKU.

Dosage / potency:
[oza / cuna o
Registration certificate:.

Peccmpayiiine ROCEIOHEHHA!

Batch no.:
Ne cepii:
Batch size:
Posntip cepit:

Myckomegq p-H Ne2202012_ Crpauuua_l.jpg

Mamfactured by Mefar Hac San. A 8.
Location: Ramazanoglu Mah. Ensar Cad. No: 20,
34906 Kurtkoy — Pendik/Istanbul, Turkey
License: TR/UY/2020/34-2

. Bupodaeno: Medsap Luau Can AT o
Micnesnaxomxens: Pasazanorny Max. Eucap Tacan, Mo 20,
34906 KypTroit - [ennus/Crambyn, Typasiiua

Finensiz: TRAIY/2020/34-2

No. 2022005398

MUSCOMED
MYCKOMEL
solution for injectio
contour tray together with a leaflet in-a carton box

ynaxosyi, no I

MeDUTHOZO 3ACOCYEUHHA Y KAPRIOHHIU KOpOOYL.
thiocolchicoside 4 mg/2 ml

TEOKONXIXO3UDY 4 M2/2 MA

UA/14717/01/01

2202012

28 7531 packages/ynaxosox

y

s, 4 mg/2 ml, 2ml in-ampule, 6 ampules in @ contour iray, 1

poswun Ons in'exyii, 4 2/? an, no 2. Mu e amnyiti, no 6 aMnyn 8 KOHIMYPNTTE HaPYHKOBTH
KOHMYPHIE YUPYHKOBIH ynarogyi pasom 3

fHcmpykyieio  OnAa

Mapufacture-date: 06.2022
Jlama eupobruymsd.
Expiry date: 05.2025
Tepriin npudamHOCHL
TEST LIMIT RESULT
IorasHury SKOCII HopaysarHa | Pezynomam
Appearance A clear, light yellow solution, Conform
Roeniwniy su2ns0 IIposopuit pOFHUR CINAO-JICOBINOZ0 KOTLODY. Bignogidag
Clarity and degree of
opalescence Solution should be clear Conform
IIposopicme md CTHYRIHD Posyn noguren byniu npo3opum Bionosicae.
ongrecyeHyil S
Degree of colouration A light yellow solution, not more intensely coloured than
Reference solution GY1 Conform
| Crynine 300apsneHns Po3yuH. CGIMIO-HCOBNINE0 KOALODY, ne jnmeHCUsHIUe .
| saBapEAeHUE, HINC POFYUN HOPIGHATHA GYi | Bionosigas _
| Tdentification Retention time of the major peak obtained in the
of thiocolchicoside chromatogram of the sample solution should be concordant to
| that of the standard solution in the assay. |
[denmudgpivayia BHAUEHHS NOCY YMPUMYGAHHA OCROBHO20 HIKY HA Conform
MioKOAXIKO3UOY Xpomamozpami QOCHIONCYBAROZ0 POSHUNY NOBURHO.
G1ONOGIOQIMI MOKOMY JHC HA XPOMAMOZPIMI cmanoapmHoze | Bidnosioae
| pozuuny npu KUTbKICHOMY BUZHULCHHL.
pH 5.2-6.5 6.1
Density 0.904-1.014 g/mi i 7
| Lyemuna 0.904-1.014 gﬂwﬂ 1.005 g/mi (2/xn)
| Extractable volame > 2.0 ml 5 |
O8&’°emt, o BUMALHEMBCA >2.0mn | 2.0l (az)
Assay

Kinbricne sUsHOUEeHHA
- thipeelchicoside
~ MIOKONXINOIUO

1.90-2.10 mg/mi (95-105 Yol

2.06 mg/ml (ualmn)

Related Substances
Cynpogioni OOMIUKY
- N-Deacetyl-N-fornyl

1 1.90-2.10 m2/>n (95- ,-"* .
w3




Myckomepq, p-H N°2202012_Crpanviua_2.jpg

- Manufuctared by Mefar Yac Ssn. A5,
Location: Ramazanoglu Mah. Fnsar Cad, No:.20,
34906 Kurtkoy — Pendil/Istanbul; Turkey
License: TRAUY2020/34-2

N Bupoineno: Medap Inag Can AL
Nicuesnaxomietuss: Pasasanoray Max, Encap Jhicut. Ne 20,
34906 Kyptxel - MTennux/Crambyn, Typewdnsa

Ninessin: TRAJY/20206/34-2

TEST LIBIIT RESULT
Horasuuxy AKOCHH | Hopmysanns ' Pesynomam
thiocolchicoside (NFTCS) £050% | 0.06 %
| - N-Qeayemun-N-gopmin
mioxonxikosuo (NFTCS) | |
{ - colchicoside <0.50% 10.05%
- KOHXIKO3UG
1.~ colchicine <{0.50% ‘Not detected
- KOJXTHUH He gusgreno
- degradation product A <0.50% Not detected
- ApoQyxm posnady A He euseneno
- unknown impurity <0.20% 0.09 %
- Hegidoma DOMIUKA - )
- total impurity 1 <2.00% Conform
- CYMa QOMIMIOK B O Bionogioae:
Particulate contamination:
Mexaniunl grmoueHns |
- sub-visible particles ‘> 10 pm: < 6000 particles/ampoule 1 9-particlesfamp.
- HeauouMI HACHKY =z 1 G'MKJE-I.'_E--CE 040 HQCWC}MMH’U}E}) 19 IECIC}?IGK/C!MH.
| > 25 pm: <600 particles/ampoule 1 particles/amp.
> 25 miem: <600 HACTROK (AMALYILY ] ygemor/amn.
|~ visible particles Absent Conform
1 - eudumi vaemu Biocymni N L Bidnogione
Sterility Must be steriie Conform
CmepunoHictity Hogunen Bymit CmepuivHuM Bionosioae
Bacterial endotoxins < 87.5 EU/mg | < 87.5 EU/mg
Baxmepiansni endomoxcuny | < 87.5 BO/MT <87.5 EO/mz

I do hereby certify that the abovementioned data are trustworthy and accurdie. This product batch is

manufactured ackagmg/labéili‘f
site in full conformity with.the GMP
the specification and control methods of the analyfic-normati

ne included) under the gquality control on the abovementioned manufucturing
P requirements, established by the regulatory agency of Turkey as well as with

>

ve documentation, registered in Ukraine. The

protocols of manufacture, packaging and analysis are reviewed: conformity with the GMP is estublished.

*

Ium 5 -30c8i04y10, WO nepepaxoéand guuje IHPOPMAYia € COCMOBIPHORD 1. MGHHOIO. 1] cepis npoOykyil bynd
GuLOMOBNEHA  (BIIHONAIONY  NAKYEAHUA /. MODKY8aHHS) 3 MPOGEOENHAM KOHMPONIO AKOCHL Ha  GUULEGKG3AHI

supoBruNiil Olnoruyi 6 nosHid gionosi

Suocmi 2 sumozamu GMP, SCMAHOGREHUMU DEZYAAMODRUM. Op2aHOM

Typeuuuny, a MAKodC Y gidnoeionocmi 3 cneyugixayielo I Memooamu  KORMPOMLO AKGCIM (MKA),
sapeccmposarumy 6 Yrpaini, IIpomoxonu SUPOBHUYMEX, YRAKOBKU ma ararizie Oyau nepeznanymi md SCHIHOBNEHT

eionoeidnicme GMP.

Surname and position of person, approving batch release 10 market
Tpissuuge ma nocada / séanus. ocobu, axa sudand 036N HA GUIYCK CEPI

Signature and date, stamp

TTidnue ma dama nidNuCanns, REwamya / Wmamn 30.06.2022




