mefar

Manirfisctired by Melur Hac San. 4. S,
Toeunnm, Rantazaioghn Mah, Ensar Cad. No 20,
34906 Kurtkay — Pendif/Istanbul, Tuiey
License, 200801

Bupodaens: Mépag tage Cap A0,
Mistiesioxesmenna Paugorny Muoe Bucap Thiea, Ne 20,
38906 Kyprwot » Nease/Cranliyn, Typesmuas

dlmenig, 20084
CERTIFICATE OF ANALYSIS Ne.2020005005
CEPTHOIRAT SROCTY
Product name: MUSCOMED
Hasea npodyimy, MYCROMEX
Pharmacegtical form, Solution for infections, 4 mg/2 mi, 2 il in ampiiles Xe6 (6%1), T contour iray together
package type and size: with a leafletin u.carton box .
JHxdprora g}}ap.wa, MUR A posvun Ong in'exyill, 4 32/ am, no 2 A8 Qunynax Ne 6 (Bxl), pasov & fnempyxyico
POSKIp yraroer; 010 MEOUNNORT 3ACHICLYBENNS. Y KAPMOUYE) ropagy,
Dosage/ potency: thiacofelicosiie 4 mg
,gosa/ crng Ol o mioxoaxikosndy 4 mz
ggistiation cerfiffcate:
Peecmpayiime noceiduenns; U 14717/01/01
Batch no.:
Necepil: 2002031
Bateh size:
Possiip cepir: 29 665 packageslymaxoain
Bianufacture date:
Hama supobigmac: 06.2020
Expiry date;
Te;gﬁn HpudEmHocIni: 05,2023
TEST Lmyr RESULT
Hoxaznugy axoemi Hopmyeans Pezyavman
' Appearance A clear, light yellow sofution, Conform
Soanitunit euennd LIposopwii poyam cainmo-scoemosa ROABOTY, Bitnosioa
Clarity and degree of
opalescence Solution should be ofear Conform
LIpoagpienis ma cntyniie Poswun noaunen Gymu nposopun Bidnosioas
chanecgenyif
| Degree of eolouration A light yellow solution, not more inensely cololred than
? Reference solution GY, Conform ;
i Crpmine saBapaienna FPosyun celmio-sicoamozo konvopy, te inmevcuanue !
3aBapassl, 1ive pozvun nopigning GY; Bidnosidas E
ldentification ]
Ioenpmmdtianin
~ tirigcolshicoside Retention time of the major peak obtairied in the !
cliromatogram of the sample solution should be concordant to § Conform [
n that of the standard solution in the assay. |
- migroaxiRdand 3ndqenns  wacy YINpUMYdtREs  Ocnoenoeo  niky  wa | Bidnoeidae
Xposamoeparti  Qocaiddepsanozo  pomwny  noaunno
gidnogidamn maxosy o Xpomamozpasi  emandaprinoen '
DOYHURY DU KITbRICHOMY Buznanenni. <
pH 5.2-6.5 3.7
» Densi 0.904-1.014 gimi
Hemine 0.904-1.014 2l h00S gl ey
Extractable volume 22,0mi 2.1 mi (i) ~
! OB'’en, o sumspacmes 22.0mMx = ? .
Assay
Kinexicne guanauenns, ‘
- thivcolehicoside 1.90-2.10 mg/in{ (95-105 %) 2.08 mgrml (wreey
| - mivkoixinozud £ 90-2.10 aziven (95-105 83) 104 % .
. Related Substanees
Cynposioni domituxy
~ N-Deacetyl-N-formpl !
théacolehicoside (INFTCS) 205% 0.18 % ‘
- N-Qeayentun-N-chopann }‘
L mioxonxixesud (NFTCS) 1




Muenufectursd by Mefer Hac San, AL S.
' Lovatfon Ramtaznnoglu Mah. Ensar Cad No 26,
p 34905 Kurtkoy~ Pendik/letarbul, Torkey
Llconser 206570}

BupoBaens: Mepap Tnag Cany Al
Missermaxanmenat Puasiorny M Encap fwan Ne 20,
34906 Kyprxoii - TleramiCrasyn, Typeyunnz

Huenam: 20084
TEST ‘ LIMIT RESULT
Hoxauzn sicocmi i Hopaneauna Pesyaunian
- colehicostde <05% 0.05% ]
= KoAXiROIH0 ]
~colehicine <03% Not detected
- Komxiyuy He snsnneuo
~ degradution product 4 <05% Not detected ;
= HpoOYRM postadyA He snannewo ‘
- unkriowit iniparily <02% 0.05%
- Heeiduma Jomiery
- tatal impurity =20% 037 %
- CyMa dosinor 3
Particulate contamination: ;
Mexaniuni exmodennn l
~ sub-visible purticles 2 10 pum: < 6000 particlesfampoule 27 partcles/amp,
- HesuduN wacHKn 210 g < 6000 yacmor/annyay 27 wacmow/amn,
225 pm: < 600 particles/ampoule 2 partclesfamp. ;
225 o S60Q wqemorsanmysy 2 neaemorlamn, [
- visible particles Absent Conform i
- sudunt wacmyn Biogymui Bionogioae l
Sterility Must be sterile Conform
Cinepuasticmy Losuren Symu cmepunniin Bidunosione ;
Bacteriat endotoxing <815 EUMmg 875 EU/mg
Barkmeplozsai endomoxeunu | <31.5 EO/r 87.3 EO/e

T do hereby certify that the ubovementioned duta are rmstworﬁ:?u wl accurate. This product bateh is
manufactared (packaging/inbeiling included) under the queality contral on the aboyvementioned manufuciurin
site in Jull contformity with the GMP requirements, established by the regulatory agency o Turkey us well us with
the specification and control methods of the unalptic-normaiive docrmentation, reglstered in Ulralne. The
protecols of manufaciure, packaging and analysis are reviewed; coztformity with the GMP is established. .

Liuas 1 saceiduyio, wo hiepepaosang guge buopatayly & doemoaiproio | movnoio, I cepin npodyxyit Gyta
quzomaanena  (SKuouaIgNy nakysanan 1 sapryaaing) 3 RPOGEARHNRM  Koumpane sxocind R sunpeoxazanili
supobilli dinewntyi ¢ noenii. eidnpoidnocmi 8 GuroeaA GMF, semapanentony pezynsmopiiy Opzanost

pentsY, o maxosc y  sidnosiodocmi ai  eneyupiceics [ Memodayu  koumpoine Jswoemi (MK,
:ragaec:z:paaaumiu ¢ Vipaiisi, Hpomoxoan BUPOEHUINEE, YRAKOGKY Ma anltiisie Bynit nepeseimi ma Gemanosens
gianoaidiicms GMP,

Surname and position of persan, upproving batcek release to market
{lpizeue ma nocada / asanus ocodu, axa sudara dosein na BUNYCR COPT

Slgnature and date, stamp
fTidnue ma dama nidnucarma, nesamxaf wmas
Quedity ossurance Manager. Buket Erel

Menedoiep i3 sabeanevenun axocmi:Bykem Epe.

AT 220

s
et
it 2.~ SANAYIAS.



LEPXIIKCIIYHBA
AEPKABHA CILy KBA 3 ITKAPCBKHX 3ACOFBIB
TA KOHTPOJIXO 34 HAPKOTUKAMM ¥y m. KHEBY

BYSI. Bepesamcincmca, 29, Kuis, 02098, ten, (044) 295-26-35 en, (044) 295.26-82
E-mail: dls.lg'iv@dls.gov.ua,h s:/vww dis.gov.ua, Koy €APITIOY 37079055

BUCHOBOK
Npo AKicTb BBe3enory g Ywrpatay Aikaperkoro 3acoby
01.12.2021 Ne 72264121126
L MYCKOMEJ

(Ratisterrynming iRy chROFO seoby arizne 3 peecrpaitinum RUCBLIMEHAM)
POIUHY qoust iR excriit, 4 Mr/2 anm iro 2 M1 B amiyuii; wo 6 AMOY!T B KORTYpPHiil YAPYHKOBI
YUaKonuwi; uo 1 kouryprii TAPYHIOBIE yoakosni s K2PTOHMI 1Kopotyj

((]mpMa BHnyCRy, J03yRaHHR, A TAKYHIHIT Mkapenrorg meody)
Howmep pecerpaviitnoro nocsiggeinsy UA/14717/01/01 CTpOK ¥ peectpanitinoro nocnigvery HeoOMexenutt
Cepin nixapcsxoro azcoby Ne 2002 031 KutbkicTs npegenoro nikapeskoro sacoBy 29605

BapoGims Medap Inay Cax. AL, Typeguma

(Halivenysanuy BIPOGHHKD Nixapehkoro SO0y wptiim TOXOIRCHIL)

Beseno n Yipafuy Tonaprcrso 3 o6mexenocro BimnosixansuicTio "BIYC DPAPMA",
itenr. xox: 43821180

(ediseenty wasnint mn ko3 CHPTIOY lopumiunot oot aGo apizanuie, iw's, o Garrron]
diamanot ozofu . THANPUEMNY, T Moo UPOHHIMAIG T PoceTpaniiinmi toMep o6.nxongi
FRPTRH TIATHUKE N048TxIB abo cepin in HaMep IacHopra)

Tiporoson sisynannore kowrpomo 8in 13.10.2021 N 3491/5.
JaGoparopiti aranis sxocri AKAPEHK O o 08y 3:ilieHe

HaBoparopis bapmaxoneitnoro ang, i iy JIL "Vxpaiuceicait RAYKOBHH (apmaroneiimmi IeH1p
AKOCT] AiKapesiHx 3acobin” (M. Xapi:p, Byn. Acrporomiusa, 33)

(Halimenyswme o MICULS RO TR stabopatopti, wg Nposedie taboparepinl ananis AROCT1)

Buenosox mono axoeri MKAPCLKOTO 3aC06Y, BHAamIT “AaGoparoprero nin 30.11.2021 Mo 11 11/97221

Pesynyrarn naGoparopHoro BHANIZY AKQCTI . *SAPCLKOr 33c08y an niepenipensmy foRsHukam Biftmosinaiory,
BHMOram MeToaie KONTpomO sxoeri {anam r:n:}m-uopma"nmno‘inoxymenmuﬁ),

3a pesynpraramy ACPRABHOTO  koirmomo BCTaHORIEN. o ikapcskmi 3acif  meelewo 1 Yrpainy 3
ROTpuManHam BHMOP 3AKOROAARCTRA Moxg 3abesneqcung grocr JKapcL kT 158061,
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AEPXKABHA CJIVKEA 3 JIKAPCBKMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHU y m. KHEBI

BY/l. bepesuskisceka, 29, Kuis, 02098, Ten. (044) 295-26-85 ten. (044)205.26-82
E-mail: dis kyiv@dls.gov.ua, Kon €PIIOV 37079055

BUCHOBOK
NP0 STKICTH BBE3CHOTO B Yxpainy gikapenkoro 3acoby

25.05.2023 Ne 25239723726

MYCKOMEN

(HaitMeny saiy ikapenkoro 2Aco6yY 3rimo 2 PeEcTpauifHuM nocaizsennam |
O34HH /19 iH ckniit, 4 mr/2 MJL; 110 2 MU B aMiyJi; no 6 amnv. s KONTYDHIH YapvHKORjH
¥ 3
Ynaxosul; no 1 KOHTYpHiit YAPYHKORBIH ynakosui B KapToHHiH kopodui

{(opma nanyeky, go3ysanns, i MAKYBEHHS Nlikapehkoro sacoby)
Howmep peectpartititoro noceizuenns UA/14717/01 /01 CTPOK Zil peecTpaliiiiore nocsiavenns HeOOMEXe M i
Cepia nikapeskoro sacoby Ne 2202014 Kinbkicts seesenoro nikapeskoro sacoy 27455

BupoGuux Medap Inau Can. AN, Vypewanna

(HaliMeHyBaHHs BupoBuuka NikapcLKore sacely, kpaiHa NOXYKCHIIS)

Boesexo B Ykpainy Tonapucrno 3 obmexenoio sianosinanemicrio "EJIYC BAPMA",
ixent. koa: 43821180

(HafimeryBanng Ta koa 3u CJIPTIOY POpHARNHOT 0c061 460 BpisRHWE, MR, 110 DATEKOR thiznunod
ocaln - nianpuemi, 1 Miclie NPORUBANAES Ta peecTpaiiMi Homep o6aikosol kapTKK MaaTHMKA
nosarkie 4o cepis Ta HOMEP nacnopra)

1tpoTokon sisyanshoro xoutpomo sin 08.05.2023 % 1273/5,
JlaBopatopHnit anasis axocri JiKAPCLKOTe 3acoBy 3ailicHe HAH:

Jlaboparopis papmaxoneiinoro anarizy JTT "VipalHenkuit HaykoBui dapmakoleinuil nemp
AKOCTI TiKapchKux 3acoBin” (M.Xapkis, By, Actponomivua, 33)

(liaiiMenyBanns ta Micueanaxoore g Aaboparopii, wo npoeea naGopATOPIHKE 315213 AKOCTT)

BUCHOBOK L1010 AKOCTI NiKapchkoro 3acoby, snmanwii siadopatopiao sia 23.05.2023 Ne 275130223

Pesymeratd aaboparopuoro aHanisy AxocTi mikapchkoro 3acofly 3a TEPEBiPEHHMY NOKanHMKaMH BianosinarnTn
BAMOTAM METONIB KOHTPOTHY AKOCT] (anamiTHHO-HOpMaTHBHOT DOKYMERTAL).

3a  pesymeratamu HEPKABHOIG  KOHTPOM)  BCTAHOBAEHO, D Aikapceknii 3aciG  BrReseno w Yrpainy
AOTPUMAHHAM BrMor 3aKoH0naRC TS M0N0 3abe3neteHHa AKOCT] niKap‘?KHX 3acobis,
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; Mukona XOJIOAEHKO

(nianwc) initiann ra upfseaie)




mefar

CERTIFICATE OF ANALYSIS

: -Myc_:uom‘em-uNefzzozo:d_'_cmauuua_1.jpg

Manufactured by Mefar Dac San, A. 8.
Location: Ramazanogly Mah. Ensar Cad, No: 20,
34906 Kurtkoy - Pendik/Istanbul, Turkey
License: TR/UY/2020/34-2

Bupobaeno: Medap Inau Can AJIJ,
Micuesnaxomwenns: Pamasanorny Max, Encap Dxan Na 20,
34906 Kypticott - llenpun/Crambys, Typewnnsg

Jlivensia: TR/UY/2020/34-2

No. 2022005401

CEPTHDIKAT AKOCTI
Product name: MUSCOMED
Hazsa npodyxmy: MYCKOMEN
Pharmaceutical form, solution for injections, 4 mg/2 mi, 2 ml in ampule, 6 ampules in a contour tray, 1
package type and size: contour tray together with a leaflet in a carton box
Tixapevra gopma, mun ma Po3uun OnA in’exyiti, 4 mz/2 mu, o 2 ma g QMPYRI, BO 6 QOMIYN 6 KOHIMYPHIG uapyHKOBiE
PO3MID YnakoeKku: ynaxoeyl, no 1  kowmypwiii uwapyuxosiii ynaxosyi pazom 3 imcmpyxyicio Ons
MEOUNHOZO 3ACMOCYEANHS. Y KAPRIOHH It Kopobyi.
Dosage / potency: thiocolchicoside 4 mg/2 ml
Hosa/ cuna dii: mioronxixozudy 4 mz/2 mn
Registratipvn -cerﬁﬁ‘cate: UA/14717/01/01
gees;:mame.mce@xem: :
atch no.:
Ne cepi: 2202014
E:;;l:;:;ﬁ.: 27 513 packages/ynaxosox
Manufacture date:
Hama supobuuymea; 06.2022
TPy date: 05.2025
EpMIH NPUOamHOCm.
TEST nar RESULT
Hoxaznuru axocmi Hopmysanunun Pesynomam
Appearance A clear, light yellow solution, Conform
3osuivuniii suznsd 1Ipozopuii pozuun ceimao-sicoamozo XOTBLODY. Bidnoegidae
Clarity and degree of
opalescence Solution should be clear Conform
lIposopicnme ma cmynins Pozvun nosunen Gymu HpO3OpUM Bionoeidae
onanecyenyiy
Degree of colouration A light yellow solution, not more intensely coloured than
Reference solution GY), Conform
Cmynine 3a6apenenns Posvun ceimno-oicoemozo KONbOpY, He inmencusiue
sabapenenutl, Hide posyra nopisHAnNS GY, Bionosidas
Identification 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.
Denmugirayin Suaveuns vacy ympumyeanns ocnoenozo nixy #a Conform
mioKonxikozudy Xpomamozpami docrioxcysanozo PO3YURY NOBUHHO
eionosidamu maxomy aic na Xpomamozpanii cmandapmuozo | Bidnoeidae
PO3UUHY NpU KIRBRICHOMY SU3HAYEHH.
H 5.2-6.5 6.0
Densi 0.904-1.014 g/m!
s 0.904-1.014 Shun 1.005 g/ml (2/ua)
Extractable volume 22.0ml
06 ’em, wo gumszacmocs >2.0mn 2.04 ml (ur)
Assay
Kinvxicne cusnauenns
- thiocolchicoside 1.90-2.10 mg/ml (95-105 %) 2.08 mg/ml (ma/»z)
- mioronxirozud 1.90-2.10 sz/pmn (95-105 %) 104.0 %

Related Sybstances
Cynpoeioni domivumu
- N-Deacetyl-N-formy!




mefar

Myckomep p-H Ne2202014_Crpannya_2.jpg

Manufactured by Mefar Hac San, A. 8.
Location: Ramazanoglu Mah. Ensar Cad. No: 20,
34906 Kurtkay — Pendik/Istanbul, Turkey
Livense: TRIUY/2020/34-2

Bupobrgno: Medap Tnay Can AJI.
Micreanaxomxern: Pamasanorny Max. Esicap Jlxan. Ne 20,
34906 Kyprxoi - Heunux/CramSys, Typerunnn

Jhiveensia: TRAUYA2020/34-2

TEST Lmirr RESULT
Towrasnuru axocmi Hopmyeanns Pesyavmam
thiocolchicoside (NFTCS) <0.50% 0.08 %
- N-Oeayenun-N-gpopmin
miokonxixosud (NFTCS)
- colchicoside <0.50% 0.02%
- KOAXIKO3UO
- colchicine <0.50% Not detected
- KOnXiYuH He eunaneno
- degradation product A <0.50 % Not detected
- BpoOyKkm posnady A He suseneno
- unknown impurity £0.20% 0.04 %
- HegIOOMa domiuka v
- total impurity <2.00% Conform
- cyma domiuiox Bidnosioae
Particulate contamination:
Mexaniuni exnovennn
- sub-visible particles 2 10 pm: < 6000 particles/ampoule 39 particles/amp.
- Hesudumi vacmru 2 10 miem. < 6000 vacmox/amnyny 39 yacmox/amn,
225 pm: < 600 particles/ampoule 2 particles/amp.
2 25 mion: < 600 wacmox/amnyny 2 yacmon/amn.,
- visible particles Absent Conform
- 8udumi yacmru Bigeympi Bidnosidae
Sterility Must be sterile Conform
Cmepunericmy Ilosunen Gymu cmepunorum Bidnogidae
Bacterial endotoxins <87.5 EU/mg £87.5 EU/mg
Baxmepiansni endomoxcunu | < 87.5 EO/mr <87.5 EO/2

I do hereb

certt_'[y that the abovementioned data are trustworth

and accurate. This product batch is

manufactured (packaging/labellin included) under the quality control on the abovementioned manufacturin,
site in full conformity with the GMP requirements, established by the regulatory agency of Tark?’y as well as wit
the specification and control methods of the analytic-normative documentation, registered in URraine. The

protocols of mamacfacture, packaging and analysis are reviewed; conformity with the GMP is established,
Yy

Lum 2 sacei

Vi0, W0 nepepaxoeana suuge ingopmanis € docmosiproI0 i MOYHOW. In cepin npodyiyii Gya

SuzOmMoGneHa (exmouaovu HaKysanna [ Mmapxyeanis) 3 npoeedennim Koumpomo axocmi Ha euwyesxazaniti
eupobnumiil dinenuyi 6 nosnisi @ionocsionocmi 3 sumozamu GMP, ecmanosnenumu pezynsmopmum opeanom

Typevuuny, a maroxe Y seidnogionocmi  3i

(MK,

creyuchixayicio i memodamu  xowmpomo  sxocmi

3gpeccmposanwnu ¢ Yxpaini. Illpomoxonu eupobruymea, Ynaxosxu ma ananisie 6yau nepeznanymi ma 6CMaAHOGAEHO

sionosionicme GMP.

Surname and position of person, approving batch release to market
Ipisewye ma nocada / ssanns ocobu, axa eudana dozsin na unyCK cepiy

Signature and date, stamp

Ilidnuc ma oama nionucanus, nevamra /' wmantn

30.06.2022

[\

Grona™



_ Manufactured by Mefar Ilac Saz, A. 8.
Location: Ramazanogh Mah, Ensar Cad. No: 20,
34906 Kurtkoy — Pendik/Istanbul, Turkey
License: TRAJY/2020734-2
Bupobaene: Medap Liaa Csn A,
Mictgauaxomsenns; Pamasanorny Max. Encap Jxazn. Ne 20,

14906 Kyprsots - [Teumav/CramGyn, Typewimma
Ninerzin: TRAUY/2020/34-2

TEST LIMIT RESULT
Hoxazrucu sxocmi Hoprysanns Pezynomam
thiocolchicoside (NFTCS) <0.50 %. 0.08 % '
- N-deayemun-N-gropmin
mioxonxixozud (NFICS)
~ colchicoside £0.50% - 0.02 %
~ KOAXIKOSUD
- colchicine <0.50 % Not detected
- KORXIWUH ' He sungneno
- degradation product A <0.50 % ; Not detected
- npodyxkm posnady A : He suaeneno
~ unknown impurity <0.20 % ; 0.09 %
- nesidoma domiuxa
- total Impurity <2.00% Conform
- CyMa COMTOK Bionosioae
Particulate contamination: ;:
Mexariluni sxomovenns :
- sub-visible particles > 10 pm: < 6000 particles/ampoule , 30 particles/amp.
- HeauoOuMi wacmxy > 10 3exm: < 6000 wacmor/avnyny . 30 uqcmor/amn.
> 25 pm: < 600 particles/ampoule _ 1 particles/amp.
> 25 miow: < 600 uacmior/ammyiy ' 1 wacmor/amn.
- visible particles Absent : Conform
- gudumi wacmcy Biocymni ' Bidnogidae
Sterility Must be sterile Conform
Cmepuavnicme Hosimen Gymu crnepunsrum Bidnogidae
Bacterial endotoxins < 87.5 EU/mg <875 EU/mg
Baxmepiansui endomoxcurny | < 87.5 EO/Mr < 87.5 EO/me

I do hereby certify that the abovementioned data are trustworthy and accrrate. This product batch_is
manufoctured (packa ell%included) under the guality control on the abovementioned manufacturir
site in full conformity with the GMP requirements, established by the regulatory agency of Turkey as well as wit
the specification and control methods of the analytic-normative dpcumentation, ggstmd in Ukraine. The
protocols of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

ITune 7 30C6i0NYI0, WO NEPEPIXOBARG Guwe IRPOPMAYIR € OOCTMOSIPHOI | MOHHO. IIs cepia npodyryil Byra
BUZOMOBNERA  (GKAIOUAIONY NAKYEANHA [ MADKY6anin) 3 NPOGEDEHHAM KOHMPONIO AKOCME HO BUWESKAZAHIU
eupobrwrilt OlnbHuYl 6 NOSHIR_GIONVGIOHOCNI 3 BUMOZAMU GMP, scmanogneniumu PecyismopHuM  Op2aHom
Typeununu, a maxoxc y sionosidnocmi 31 creyugiraiy i memodamu xowmpomo sxocmi (MK,
sapeecmposarumy 6 Yxpaini, IIpomoxonu supobruyms Ruanizic Gy Repe2nAHymi ma 6CHITHOBNERD
gionogionicms GMP.

Surname and position of person, approving batch '
Hpizeuye ma nocada / eani ocobu, Axa udana CYss:.

Signature and date, stamp



mefar

Manufactiired by Mefar Iac Sap. A. S.
Location: Rarmzenoghy Mah. Ensar Cad. No; 20,
34906 Kurtkoy — Pendik/Istanbul, Turkey
License: TR/UY/2020/34-2

Bupotieno: Medgap Liaa Can AL
Micnessaxommesna: Pasasasoray Mex. Ericap Ihxag, Ne 20,
34506 Kyprroii - ITerap/CranGyn, Typerawna

Jinersiz: TRAUY2020/34-2

CERTIFICATE OF ANALYSIS No. 2022005403
CEPTA®IKAT AKOCTI
Product name: MUSCOMED
Hasea npodyxmy: MYCKOMEH
Pharmaceutical form, solution for injections, 4 mg/2 ml, 2 ml in ampule, 6 ampules in a contour tray, 1
package type and size: contour tray together with a leaflet in a carton box
Jlixapceka Gopma, mun ma  posiuw OAR i'exyit, 4 M2/2 ma, no 2 mn ¢ ammyni, no 6 amnys 6 KONMYPHIN SOpYRKOBTE
JDOIMIP YRAKOGKHU! ynaxoeyi, no 1 xowmypwili uapymxoeili ynaxosyi pasom 3 iHempykyicio Ona
MeOUNHO20 3GCMOCYSAHNS Y KAPMOHHIY Kopobyi.
Dosage / potency: thiocolchicoside 4 mg/2 ml
Ho3a / cuna Oii: mioxomrixosudy 4 mz/2 wmn
Registration certificate:
Peccmpayiiine noceiovenna: UA/I471770181
Batch no.:
N cepi: 2202016
Batch size: ; :
Posmip cepit: 27 829 packages/ynaxogox
Manufacture date:
Hama supobrwymsa: 06.2022
Expiry date:
Teprin npudamnocmi: Gheades
- TEST Lmir RESULT
Harazuury axocmi , Hopmysauna Pesyrnman
Appearance A clear, light yellow solution. Conform
3osniuniii suznad ITpo36puii posSYuUH CEIMRO-HCOBMOZD KOABODY. Bionogidae
Clarity and degree of ) '
opalescence Solution should be clear Conform
Hposopicms ma cmynino Pozuun nogtiven bymu npo3opurm Bidnosgioae
onanecyenyit '
Degree of colouration A light yellow solution, not more intensely coloured than _
Reference solution GY Conform
Cmynine 3a0apeénenis Posyun caimno-coemoz0 Kooy, He iHmencusniue
sabapenenuii, nixne pozus nopieuauns GY; Bidnogioac
Identification Retention time of the major peak obtained in the
of thiocolchiceside chromatogram of the sample solution should be concordant to
: that of the standard solution in the assaye=—"—"=
penmughixayin Suauenna wacy ympumMysanis. ocHo o i%#&‘{"_jf; Conform
MIOKORXIKOIUOY XpomMamozpami OOCRIONCY6AH0E0 Y HOSIHHO
gidnogidamu maxomy Jc Ha xpo oapamt CTAHOBDMH. Bionogidac
POIYURY RPU KITLKICHOMY SUIH v
"BallM"” Jz)
pH 52:6.5 \e\ .~ /)] 159
Density 0.904-1.014 g/ml N\ v /}
Piemyia 0.904-1.014 o/us \%" 3181878 1,005 g/ml (eraer)
Extractable volume >2.0ml Lai 2.1 ml (ren)
08 'em, O BUMAZAEHILCR >2.0mn '
Assay '
Kinvricne ausnavenun
- thiocolchicoside 1.90-2,10 mg/ml (93-105 %) 2.05 mg/ml (pez/ran)
- ioKORXixo3ud. 1.90-2. 10 meimn (93-103 %) 102.5 %
Related Substances
Cynposioni domitury
- N-Deacetyl-N-formyl




AEPXKABHA CJIYIKBA 3 JIIKAPCbKHX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y M. KHEBI

npos. Haaii Ceitmmunoi, 3, 02099, e, {044) 295-26-85
E-mail: dis kyiv@dls.gov.ua, Koa €JPTIOY 37079055

BUCHOBOK
Npo AKiCTh BBe3eHOro B Ykpainy Jikapcebkoro 3acoly
21.09.2023 Ne 48122/23/26
MYCKOMEJX

(HalMeHyBAHKA Nikapcbkoro 3acoby 3riaHo 3 peccrpaumuuu NOCBiNYeHHAM)}
PO3UMH Aid iH exuili, 4 Mr/2 Mat; o 2 Ma B amMiyati; mo 6 ammya B KOHTYpHiil apynkopiii

ynalconul, no 1 xoHTYpHIN Yapynxosiii ynalcomn B KapTomnii lcopoﬁlu
(dopma pUNYyCKy, AO3YBAHNL, BUA NAKYBAKHR NiKapcrKoro 3ac06y) i

Homep pecctpaviinoro nocsimuennn UA/14717/01/01 crpok nif peectpauifinoro noceimenns HeoOMexKeHHI
Cepis mikapcuxoro 3acoby Ne 2202016 Kiaskicre BBe3cHOr0 Nikapehkoro sacofy 27771

Bupobnuk Medap Inau Can. AL, Typeuuuna
(HaHMcHYBAHRA BUPOSHHKA NIKAPCEKOTD 3aC00Y, KPATHA NOXOIKEHHA)

BseseHo B YkpaiHy ToeapucTso 3 06Mekenoi0 signosinannuicrio "BJIYC GAPMA",

inen. kox: 43821180
{safMeHyBanns Ta kod 32 CIIPTIOY wpranuHoi ocobn abo npi3BKLIe, iM'1, Mo GaTbkoBi
dizrunol ocobu - nianpuenus, 1T micue NPOKUBAHKA Ta peccrpauifitmit Homep ofnikosol
KAPTKH MIRTHHKA AOJATKIB 260 cepia Ta Homep macnopra)

Ipotoxon BisyaasHoro koutpomo sia 01.09.2023 M 2506/1.
JaGopatopruit ananis akocTi nikapeskoro 3acoby smificnennit:

HaﬁopaTopla apmaxonelinoro asanisy JI1 "Ykpaikchkuit HaykoBuil dbapmaKkoneHHui neHTp

AKOCTI NiKapChKAX 3ac00iB" (M. XapkiB, By, AcTponomiuna, 33)
{naliMenyranns Ta MicuesyaxoIKeHYS naﬁopa'ropu, wo npogena saboparopHuii aLanis sKocTi)

Pesymratn naGoparopHoro afay
BHMOTaM METOJIIE KOHTPOJIOfAE

OQY\HMQHOH:: Bcof
ammuf\-ﬂ(wua ILHOT AokyMeHTall).

.'//F

Muxkona XOJIOJTEHKO

(niaaunc) {iHiuianu Ta npizenwie)
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