AEPIKABHA CIYXBA 3 JIKAPCbKHIX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMM ¥ KMIBCBKIN OBJIACTI

npos. Critanaunoi Hanii, 3, m.Kuis, 02099, Ten/Gakc: (044) 576-40-41
E-mail: dis.kof@dls.gov,ua, Kog €JIPIIOY 37078774

BUCHOBOK
npo AKIiCTb BBE3EHOr0 B YKpainy JiKapchKoro 3acody

26.05.2025 Ne 24471/25/10

TIOHEKC

(naiiaeHyBanng AiRapCEKOTO 3aC00Y 3rigHO 3 peecTpaliiiting nocsiTHen )
TabjeTkn 110 8 Mr, o 14 radaerok v 6aicrepi; no 1 Gaicrepy y xapronuiit kopobui

(hopya sunycky, N03YBAHKE, BILA NAKYBaHHS AIKAPCEEOTO 3acoby)

Honep peecrpaitiinoro nocgianenns UA/19133/01/01 crpor ail pecerpauifinoro noceiguenns 23.12.2026

Cepin nikapeskoro zacoby N 241114 Kinskicrs ssesenoro aigapenkoro sacoby 6287
Bupobuik Biohapy JIta, Homsia
{HajimeHyRania Bnpo0HUKA Mikapesrero sacoby, kpaina noxomKeHunA}
Bsezeno 8 Ykpainy Crninsne yxpainenio-ecToRcbKe MiaNpuermcerso y dopni Torapicerea
3 ofimexkenoi0 signoBizaaenicTio "Ontima-®apnt, ATA", inenr. ko
21642228

{maiistenyeanng 12 ko3 €JPIIOY ropnanunof ocobi aGo npizsue, i, no 6atbxobl Gisiruiol
ocedy - nianpHess, T Micue npowwBaKkHE T2 peceTpauifivigt HoMep oGAIKOBOT KAPTRIL INRTHIKA
noaaTRis abo copis va gosep nacnopra)

[Tporoxon sisyaasaere xonvpomso sig 26.05.2025 Ne 1579/31.

33 pesyanTaTAMH  JCPKXABHOTC KOHTPOJKY BCTAHOBACHO, WO nikapewkuii  3aci6  seeseno B Yrpainy 3

AOTPHMANHSIM BHMOr 3AKOHONARCTRR 1O/1C 3a6e3HCeHHA AKOCT] AIKAPCLKHX 3aC00iB.

Qimra EPBOMEHKO

KORTPONO) (ninmmc) {iniviand T2 npizene)
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- total impuritics / cyma |

| OMILIOK
;

BIOFaR.

Specification/Crnenn Pircanis Result/Pesyanrar

Yellow. round and biconv
Fabaerin Kpyraot — dopmn ; Bum()m'{ci(‘
ABQOTIVILAOIO  TIOBEPXHCIO k01101 0

i
i
/
i
i
{

KOJghopy

] 7()() 0 mg 7.5%¢(
215.0 mg)

1/200,0 Mr £ 7.5 % (185,0 mr 510 ;
215,0 mr)

199.6 mg (197.3 mg-201.7
mg)/

199.6 mr (197.3 mr-201 7
MT)

mm

7.8 mm - 8.7 8.0 mm /8.0 MM

<15.0 (L1)
<250 (1L2)

- Not more than 15 min 3.5 min/ 3 3,5 %

-/ He Ginbime 15 xp |

The retention time of the main pcql Meets acceptance criteriy /

on the chromatogram of the test [ Bianosinae

solution obtained in the “Assay” |

section  should comply with the f

etention time of the main peak on |

he chromatogram of the reference

- solution. /

| Ha XPOMATOrpami BUIPOGoRy BanOro

| posumny, o) AEPKAHOTO Y pozaim

L Kinskicne BHAYEHHS”, yac

; . YTPHMYBAHHS OCHOBHORG MKy Mae i

mwna'lam 3 HacOM YIpHMYBAH K f
|

]
;
i
i

OCHOBHOFO HIKV Ha }xp()f\ddTOF]}’dI\'}l
i po3 3Umy H(’)p] BESITF

! Not more than 0.2 % / 0.07 9% 70,07 %
f He 6inbue 0.2 %
§ Not more than 0.2 %

Hc Oinbine 0.2 %

< LOQ

T\ot more than 1.0 @
I[c Oumime 1,0 %

(} 07 % 70,07 %
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B0 R

Assas / Kigpgiene | 7.6 mg - 8.4 mg or 05 % - 105.0% | 7.9 mg/ 7,9 mr

| BH3HAYCHISE from  that specified in the
- Thiocolchicoside / “Composition” section ¢ Bix 7.6 mr
 MIOREAXIKOZUOY a0 8.4 mr abo sia 95 % 10 105.0 %
Bin sazmauenoro y posaiai «Cria '
Uniformity of 6.8 mg — 9.2 mg or 85 % - 115.0 %  8.0mg (7.9 mg-8.1mg)/
thiocolchicoside from  that specified 1n the | 8,0 mr (7,9 mr— 8,1 Mr)
content / “Composition” section / Big 6,8 mr
OapopiaHicTh BMICTY | 10 9.2 mr abo six 85 % 10 1150 %
TIOKOJIXIKO3ILLY Bin saznavenoro y posaini «Ckiany»
Not less than 85 % (Q=80%) i 104 %

15 min / He meume 85 % (Q=80 %) |
el H
t3a 15 XB |

_ Total  aerobic microbial  count.

| purity / (TAMC) - ol more than

- Mixpobiosoriana 1000 CFU/g [/ 3Baranppe “HCNO

L upeToTa " aepoOHIX MIKPOOPraHi3MiB (TAMC) Not conducted/ He
. He Binpine 1000 KYO/r. [IPOBOANBCSI
Total yeasts/moulds count (TY MC) ~

not more than 100 CFU/g / 3aranshe

yypciio  ApIAUKIB  1a Iil)liCl'{SIBMXi

rpubis  (TYMC) - we Ginpure]|

100 KYO/r. |

F.coli absent /1 g/ Bigcyruicts .

colis 1.

the test is performed at release only / 6unpod;
GURYCKY
w0k (o test is performed for each 1 0" batch or at least once a year, whichever comes first/
GunpolyeanHs npoGoOsL Ol xooicnol 10-i cepii abo odun pas na pix 6 saAencHocmi 6io
Moo, 10 NEPUIUM HACTAHE

Results completed based on the Quality Control Report No. 42-15559/ Pesyaprati
JaBEPUICHO HA OCHOBI IBEFY HPO KOHTPOD sicocri Ne 42-15559

The product complies/does not comply** with the Specification SP/PG/LG-255/UA-F/
TpoaykT Binmosinae/ne pixmosinae™* Cuenudiranii SP/PG/LG-255/UA-F

st delete as appropriate/ SUOQTUIMY GIORVGIONO

Comments (if any)/ Komenrapi (stIno €}

Eyropaan Prarmaccoutical Manufacturer

st Court tar
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BIOFAR.

The batch meets the requirements of QCM for MA No UA/19133/01/01. Cepia sizmosinac
sumoram MKST no PIT Ne UA/19133/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ Y 1AKOBKA,
MAPKYBAHHA Ta TEPMIN NPUAATHOCT] BIATOB Ma10TH BIMOray MK,

Storage: The product does not require special storage conditions. Keep out of the reach of
children / Jlikapepknit 3aci6 se BuMarae crewianbmms ymoB 3Gepiranms. 36epiraty vy
HEHOCTYIHOMY [uIst el Micl.

Conclusion: | hereby certify that the above information is authentic and accurate, This batch
ot product has been manufactured, including packing/ labeling and quality control at the
above mentioned site in full compliance with the EU GMP requirements assigned by the
local health authority and also in accordance with  specification of registration
documentation affirmed in Ukraine for investigational medicinal product. The batch
processing, packaging and analysis records were reviewed and found to be in compliance
with GMP requirements and were signed by the responsible persons of the above mentioned
manufacturer. / Llum s nizrsepokyio, wo nasegena BHINE iHQOPMAaNis € HoCTOBIpHOW Ta
TOUHO. LIt cepis mponykuii 6yma Burortoniena, BRIOYAIOUN [TaKyBaHHs, MapKyBauus Ta
MPOBCACHHA  KOHTPOMIO 11 4KOCTI Ha  3a3HAYeHidl  BUPOGHHUIH  mijasHu] ¥ TOBHIH
BLANOBIANOCTI 3 BiMoraMu GMP, BCTaHOBICHNMH MiclenuM PeryJIsSTOPHEM OPraHoM. a
TAKOK  BLANOBIAHO 10 creundikaniit, mo  MicTsthes peceTpatiiinomy  jocke,
3ATBEPILKEHOMY B VKpaiui Juis  pocuimkysasoro i apebioro  3acoOy.  ITporoxom
BHPOOHUITRA, TIAKYBAMHS T4 TPOBCICHHS  aHali3in Oyau  mepeBipeni, BeTaHOBNIEHO
BLATOBIAHICTE BHMOTAaM GMDP Ta TIAMICAHO BLITOBLATLHEME 0cOGaMH BUPOOHIKA.

Name and position of the person

issuing the permit for batch release/

HIb ra nocana ocobu Biosianpuo 3a
BHIAUY JO3BOTY Ha BUIIYCK cepil:

Qualified Person/Ynormosakena ocofa

MSc

Signature, stamp/ 11i;u e, revarka;
Date/Ilara:

Qpine
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