BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT SKOCTI CEPIL MKAPCHE OO 3ACOBY

- Name of product / Hassa npOpYKTY
- {strengih, dosage form, package size and
ype / posysans, nikapeuka dopma, posmip
Prun ynakosx)

i THIONEX, LN
solution for injection 2 mg/ml, 2 mlin ampoules; 6 amp\m. :
blister container; 1 blister container per pack/ TIOHEKC,

postk gnn iw'eruif 2 Mr/ran, no 2 mn B amaynax;

KOHTYPHI Yapykkosilt ynakosu: no 1 KOMTYPHIN QapysKosil

Yrakosul B navyj

R\

no 6 amryn s |

substance / gioua peuosumg

Thiocolchicoside 4,0 mg / Tiokoaxikosuz, 4,0 mr

cturing country / HPETHB-BUDOBHUK

Italy / franin

MA num

SO0

ber/ Homep PIy ] UA/17110/01/01 _
wh number and size ! Homep cepii ta | 0014272
1 DOIMIpP &.196 packs/ynakosok
te of manufacture / [lara BUPOBHNILTED 03.2023

ate / Tepmin npugaraoct

03.2026

2

Name, address and license number of

manutacturing site / Hazea, afpeca Ta Homep
AUEHBIT BUROGHIuOT SinkHagi

NABOPATORIO BGAPMALEYTIKO C.T. C.P.J1. {LABORATORIO

FARMACEUTICO C.T, SR.L.), BIA JAHTE ARERL, 71

Canpemo (Imnepis), frania (VIA DANTE ALIGHIERI, 71

SANREMOQ (Im), ITALY)
Manufacturing License No. aM98/2020/ Niuensis wa
BUpOBHULTEO No. alvI93/2022

- 18038
- 18038

GMP certificate or EudraGMP  reference
numbers / GMp cepTudikar abo nocunarna
Ha EudraGmp

IT/1318/1/2022 issued on 04.07.2022/ 17/118/H/2022 Big,

04.07.2022

Appea;anc@ / Onuc

Clear  slightly yellow solution s
| visually/ Nposopuit, anerxa MOBTYBATUR DORUMM
: OINAABETLCA BiayansHo

i

examined | Complies/ Bignosigac

 Clarity / Npozopicrs

The solution should be clear in comparison with | Comnplies /
purified water/ Posumy mae Byrv riposopum y | Bianosinae
NOPIBHAHKI 3 BOAOID OUALLBHOIO |

| Appearance of solution/ Crynine
Cabapanenus

The solution should be colorless or slightly
vellow. The solution coloration should be not
more  intense than Y5/ Posuun mae Byviy |
Besbapennit aBo snerka RKOBTURL IHTRHCUBHICTS
Babapsnema posuMHy mag Byru He Binvwe Y5 |

hl'gentificati:m ‘(HPLC} /o
laenrudikauyin (BEPX)

Complies /
Bianosigae

TOBKHHA NEPeBUulyBaTH T 0,3 xBun),

Two peaks as obtained from the test and standard | Positive / Mosuruss
solutions should demonstrate the same retention |
time (respective difference should notexceed+ 0.1 |
min/ sa nikw, OTPUMEHI 3 BUNPOBOBYBAROIO T8
CTaHOAPTHOIO PO3UMHY NOBHMM] HemMoHCTPYBaTH

msxnhﬁca?mn {uv) / lagrmndikauis
v

The

|
|
TQ# camnl wac YTPHManKs (sianosiama piztuLs He !
i

standard  solution and test solution
demonstrate maximum absorption at 258 nm
and 287 nm, with broad range at 315nm |
approximately / Crawpaprtuuil  posuus Ta |
£ BunpoBosysanii

POBUNH HEMOHCTDYIOTY |

| MaKcumyv OtAvHaEHHS NpY 258 um ra 287 MM, 3

L HM

| WUPOKMM Maeuem npM BOBKUKT Npubausne 315

e/ pH

5.810 7.8/Bin 5.8 a0 7.8,

! Positive / losntnans

| Extractable vol

i

17
Not less than 2.0 mifampoule / He menrwe 2.0 | 2,00
Mn/amnyni :

]
| BUTRIIRETHOS
[ i

1.85.0 = 105.0 of labe! claim




Hinsuicne srsHauernn BEPX (3.8-4.2 mifampoule)®/ 950 - 1050 % sig |
: BAABACHOIO HA ETUKETU] :

) 23 i

{2.8-4.2 minjamnysi
. Uniformity of dosage units | Should comply with the £P / Mae signosigaty
- fpRoRianicTs SO3YBENHA pumoram £sp.Paom.
felated substances/ Cynyrai
SOMEURY
purity D/flomiwe D Not more than 0.5
&)/ Konxirosuz,
E/Nomiuka B (N- Notmore than 0.2 %/ He Ginsue

%/ He Ginswe 0.5 %. L 00

f
iea:

formyithiocolchicoside)/ (V- i
RTRYEoea EH R
e BTTIOROIKIROSH;
mpurity B/ fomiwka ¥ (10 Not more than 0.3 %./ He Binswe 0.2 %.
i demethoxycolchicoside ) /(10-
SOV TORCHROAXTKOBHI

3,1

.0

Fled nnpurities/ L Not more 0.2 %. He Ginswe 0.2 %.
TaDIKOBARE SOMILIKY

. - . . . . 10,2
LHimpurities/ Cyma 2omitior Not more than 2.0 %. He 6inbwe 2.0 %. P
]
i
sifity / Crepuastics The solution should be sterile /Pozunn nosnrer L Complies ¢
ByTy CTEPWITEHUM - Biang

Sacrerial endotoxing / | Not more than 43,74 U/ ml/ He Oinpwe 43.74 © Complies /

awreplainml SHAQTORCHHY QF/mn

Not more than 6000 particles 210 um per - 53
¢

Pariiculate matter

visible particles / Mexauiani i ampoule./He Giutsiie 5000 vacrox posmipom 210 -
rpouelunl | MKW HE amMRvAY. '
(ol MATTRY Nt inore than 600 particles sizeom 225 pn ¢ i
i ampoule JHe Binsiue 60D wacTok posmipom 225
| Mum 1#a amityny. i
Farticuiate matiern i The salution is free from visible particles /Posuun | Complies/
Cyisiile particles / Mexanir HE MICTUTD BUSNMAX YACTOK l Bipnosigae
| sxsaouennn: Bugrmi MacTk : : ;
“he hateh maets the requirements of QUM for MA Ne UA/17230/01/01/ Cepi i sumoram MK < 28

7110/01/01

by cer

Ne UA/L

in et theabove information (s authentic and accurate. This hateh of product ha

actuding padt

sheling and quality control ai the above mentioned site in full campliance

requirements of the local Regulatory Authority and with the specifications in the Marketing Authonzauen of

iy
W

importing country. The batch nrocessing, packaging and analysis records were revieweo

soliance with GMIP /7 Lint 5t NIATBERAMRYIO, L0 HABEAEHE grile irQOPMALIR & A0CTOBIDRO;
7
OBRUMDAY METAAHUNRY Y RnosHit SIANOBIAHOCTL O SUMOT GMP, sCTanonh

yRUil Gysa 8uroTos,

BHON Y SIANGBIAR0CT ai creuvpikanico so P HE nnaenapar.

M

Aigin Byrk NePErSARYT T BCTAROBARHD SIAMOBIARKICTE BUMOTAM GMP

iSaue
Qi

i by / Buagwo
rson 7 VaosHosawena 0coda Qualified Assurance Ng:

S

ied ¥

Lucia Olivieri/ .i'l\f‘-;i)?’(}'a}és’e:pi Silvia Coscia / Cinbiin KOE
y i

e
[/

Date 7 [ara 28.04.2023



HEPIKA BHA ¢y YIBA
34 H*EAPKO’I‘MKAMM YBIHHI{EIU;RFH OBJIACTY

By, /\z\wlnm-rm.u,lce oce, 7, . Binmlu.w, 21036, ren/pare: (0432) 66~()7-69,66~03-5 1,
e-mail: gi.l.&\./ﬂ.({é.qu&.gg.mm, hups:/iveg Kon &niprioy 37084828

KOH TPOJIIO

BHUCHOR OK
1po sikicry BBesenorg g Ypainy nikapeskore 3acoby
07.06.2023 Ne 28173/23/00

(Ha SMenyRamy HKapenkoro 3000y 3rigne 5 peeerp

PO3YHN g iH'exni H, 2 M/, o 2 M B
(hopma BHITYCKy, Hosy,

. HaAPYHKOR] i YHAKOBI, 110

A noesigue

H11s1M )
aMIyIn, o 6 amItysr g KOHTYpHI
BPIHH)'I, By nmcymmml .’lil(f)].)CI:K()l‘O BEIC()G_)’)

KOHTYpii TAPYHKOR] it YItarxopi g Iavyyj

Homep PeeCTparitirorg nocsinuenyy UA/171 1000 101 crpox by
05.12.2023.

ii Peectpariitiorg HOCBi e nyy

Cepis MAPCHKOrG 3acoby No 0014272 Kinskicypy BBeseroro JKapehkore 34acoby 136 yrax,
Bupo6ume

J'I/\.ISOI-’A'I"(’.)PIO <b/~\.PMAL.UfE TIKO ¢, C.PJL, Itanig
———

(HaliMenynarg BHPOGHUKY 1] kapenkor 3acoby, kpaiug HOX0KeHNg)

Beseno 5 Yxpainy Criinprre yrcpa}'nc.r.uco~icua1~101;r<e Mpuenmergo Y Gopumi TOBapHCETRY 4

o0Mesero BIUIOBI nas g 110 «CIEPKO v PATHA», i
{ Hafimenypaunyg Ta xox a3 CUPIIOY 0P H)]
ocolu - nizmpl«u.u\‘n.w, ir

WHHHOT 0cob agq pi3
Micye IPOAC B 1y PeCCTpaLiiig g HoMep oGuikopgy Rapriu nnarngg
NoxarKin a6o cepist vy HOMep laciopra)

Hporokon BI3yaniiore KouTpomo sy 07.06.2023 No 241/()/01.()2~23/.I.1.

3a pes YABTATAMY fiepyg
ACTPIMANH sV B0y

ABHOTO KOHTpOI0 BCTaHOBNCHO, 1170 1y KaPCBIUIE 3416 Byesey, B YK
SaKonONABCTRA 1m0 34

painy 3
10 abesnever gy AROCT] Jtikaper oy 3acoBig,

~Lrop KOTyIIHChKcpg

Beialn
(iniviany g URTHTES

/250 VLY
g:? 31 0.2 Wl
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