A

NEPHKABHA CJIYIKBA 3 JUKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMHM Y KHIBCBKIN OBJIACTI

npoB. Csirmmgnol Haail, 3, M.Kuie, 02099, Ten/hakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €APITIOY 37078774

BHCHOBOK
PO AKICTH BBE3EROro B YKpaiHy JikapchbKoro 3acofy

27122023 Ne 65155/23/10

KOJXIKYM-THCIHEPT

{(HaiiMEHYBOHILA JIKaDCHKOTO 32c00y STIARD 3 peECTPaLiiiHIM NOCBITYCHHAN)
TabJIeTKH, BKpYTi 0fononxolo, mo 0,5 ymr mo 20 Tabjerox y Gaicrepi; o 1 6aicrepy 8
KapToHHi Kxopobui

(thopma mEmycky, A03YBAHAR, BII RAKYBAHHS JliXapCEKOrG 32c06Y)

Honep peectpaniiinoro nocsimenns UA/14633/01/01 crpox zii peecrpariiinoro nocsingenus 23.10,.2025

Cepia nikapeskoro 3acofy Ne 058365 KinpkicTs BBesenoro nixapeekoro sacoby 6450
BipoGunx Dapmacenext Intépreman Berenirams TM6X, Arctpis/ Himeuurma
' (HafimeHyEaHHy ppoDHNIKa RikApCEROTo 3acoBy, Kpaila noxomKeuHs}
Baeserno B Vipainy Crispiie yxpailichko-ecToHChKe NiANpHeMCTBO Y hopMi ToBapueTBa
3. 00MexReHo0 BignopigaipHicTIO "Onrima-Dapm, ITA", izenr. xon:
21642228 '

(natimerrypauus Ta xon 3a €APTIOY opuamynal ocobl a6 npizeHe, iM'Y, no H3THROBI thizyunel
ocobH ~ mizupieni, ii Micte RPORHBAHEA T2 peecTpautifinmii soMep obmikesol KapTrH MIaTHIHKA
MOAATRIB 200 cepid T2 HoMep nacHopTa)

HpoTokea pisyansrore konrpoao six 25.12.2023 N 4144/1.

Ja- pe3ydbTaTAMM  AEPHEBHOIO KOHTPOMIO BCTAHOBNEHO, DIO JlKapeskwii 32ci6 BBezeno R Vipaiwy 3

IIOTPIIMRHHHM BHMOT 3aKOHO/ABCTBA IOAO Sabe3neyeHHA AKOCTI RKAPCHKHX 3acofik,
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Ceprugirar sxocri
HKAPCLKOro 3acoly Koaxikym-Aucnepr, tabuerkn, BKPpHTI 00010HK0I0, 10 0,5 nr/
Quality certificate
of the medicinal product Colchicum-Dispert coated tablets, 0,5 mg

Ipoayxr; Konxikym-Jucaepr, TabneTicn, BKPUTI 0O0NOHKOI0, 10 0,5 Mr
Product: Colchicum-Dispert, coated tablets, 0.5 mg

Homep peecrpaniitnoro noesinvsesns: No UA/14633/01/01, cTpokom aiT 10 23.10.2025
Marketing Anthorization: Ne UA/14633/01/01 valid until 23.10.2025

Cuaa ail / akTHBHICTD: 0,5 mr
Strength / activity: 0,5 mg

Jlikapceka gopma: abnerkn, BKPHTI 000JIOHKOH
Pharmaceutical form: coated tablets

Po3mip Ta Tvn yraxosku: No 20 (110 20 radaertox y Ostetepi, no | Gnicrepy B KapToHHii kopodiy)
Size and type of packaging: Ne 20 (20 tablets in blister, I blister in a carton box)

Homep cepii Ta posmip cepii: 058365; 12.900 vnaxosox
Batch number and batch size: 058365; 12.900 packagings

AaTta sBupodSHunrea / Manufacturing date: 09/2023
Hara sakinyenus CTPOXY nipuaaTnocTi / Expiry date: 08/2028

Halimenysanus Ta MICHe3HAXOKEHHS RHPOGHHYOT ALTLHALI (3 BHPOOGHUNTBA, AePBUHHOTO
HAKYBAHHA, BTODHHHOIC 1AKYBRUHA):

Name and address of the manufactu ring site (for manufacturing, primary packaging, secondary
packaging).

Faynt Papma Byasdhinr MMeX. berxenbuep JTanawitpacce 18, 31028 I poHay/Jlaitie, Himeuyusna /
Haupt Pharma Wulting GmbH. Bethelner Landstrasse I8, 31028 Gronawleine, Germany

(Ne aipensii pan BHPOOBHUTBa /No Manufacturing License: DE*NI_OZ_MIA_2022_OG 19
(Ceprugikar signosiznocri GMP /Certificate of GMP compliance: DE_NIL 02_GMP_2023 0030

HaiiMenyBanns Ta micuesnaxomxenns BHPOOHHYOT Ainbrnni (3 KoHTposno sairocrt I'I3 Ta sunyexy
cepil):

Name and address of the manufacturing site (for quality control and bateh certification),
Dapmacenexr Inrepuemnn Bereniranrs 'MEX. Epner-Menxiop-Tacce 20, 1020 Binens, ABCTpig
Pharmaselect International Beteiligungs GmbH. Ernst-Melchior-Gasse 20, 1020 V; enna, Austria

(Ne minemsii gns BupoBuunTEa /No Manufacturing License:: 482019

(Ceprndirar pinnosignocTi GMP /Certificate of GMP com pliance: 482019-100879499
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TiKAPCHLKOTO 3a¢00y Kﬁ.ﬂximym-ﬂ,ucnepr, Tabaerku, BKpHTI 000J10HK010, 110 0,5 mr/

Quality certificate

of the medicinal product Colchicum-Dispert coated tablets,

AHATI3 BHKOHAHO Y BiAMOBLIHOCT] 10 Bumor MKH no PIT JI3 NeUA/14633/
Analysis preformed in accordance with QMC for RC No 1JA/14633/01/01

0,5 mg

01/01

Hazsa nokazumnka/ Tests

Jontyetumi vopmn / Requirements

PezynbTaTu/ Results

I. Onue/ Description

TemHo-ueproHa, kpyraa TadACTKA, BKPHTA 060N0HKOW /
Dark red, round coated tablet

Binnosinac
Corresponds

2. zeHTHGiKaLIx

KOJXIIAHY /
Identification of colchicine

- BEPX/HPLC

- TIIX/TLC

Hac ytpumanys ocHosroro 1KY Ha Xpomarorpami
BRIIPOOOBYBAHOro PO3UMKY BifTOBI Aac YACy YTPHUMAHHSH
miky Konxiiuny na XPOMATOPrami cTaHAapTHOrO PO34nHYy /
Relention time of the main peak at test sofution

chromatogram corresponds to retention time of Colchicine
peak at standard solution chromatogram

(UCHOBHA 30Ha Ha XpoMaTorpami BURPOOYRAHOro POUUHY
RINNIOBINAE 32 3HAYeHH M RF Ta 3aDapBACHHAM OCHOBHIH
30HI Ha XPOMATOr pami CTAHAAPHOrO po3unny 1 /

Main spot in the test solution chromatogram corresponds by

value Rf and color to majn spot of standard solution |
chromatogram

Bianoginae

Corresponds

Bignosijae

Corresponds

3. Cepenns maca /
Average mass

200 mr + 7.5%
{185-215 mr)
200 mg +7.5%

205,1 mr/ mg

i

<30 min

(185-215 mg)
4 Boaa/ Water <4,0% 33 %
5. Posnapanns / <30 x» H xB / min
Desintegration

Crp./page 2/4
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Ceprngikar sixocri
JAKAPCLKOTo 3ac00y Koaxikym-HAuenepr, TA0JAeTKH, BKPHTI 000.10H KO0, 110 0,5 Mr /
Quality certificate
of the medicinal product Colchicum-Dispert coated tablets, 0,5 mg

Hazea nokaznura/ Tests Honyerumi nopmu / Requirements Pesynstarn/ Results

. Homiwku / Impurities

- Koaxiuein/colchiceine < 0.03 mr/radneriy < 0,01 mritabnerxy
< 0.03 mg/tablet <0.01 mg/tablet

7. KinbkicHe BH3HaYeHySs
3arankHOl KifbKOCTi ankanoiyis,

Lo BiAnoBinaoTs Konxinuny / 95.0-105 % Bin 3aaBACHOT KiTHKOCT]

Assay of total quantity of (0,475 -0,525 mr/rabaerka) / 0.490 mr/rabnertka
alkaloids, which corresponds to 95-105% of the declared amount

Colchicine (0,475 -0.525 mg/tablet) 0.490 mg/tablet

8. 3ATMLIKOBI POIUMHHHKY
/Residual solvents

- [3onponauon/

- isopropano} =0,5% 0,0 %
9. MixpoGionorigma qyuctoTa®
aepoOHI Mikpoopraqismu < 10 KYO/r HE BHKOHYBABCH
(TAMC) | /not performed
- APUKIKOBHX Ta [J1ICEHERUX
rpubis (TYMC) < 10° KYOQ/r
/

Microbiological purity*
- Total viable aerobic count

- Aerobic bacteria NMT 107 cfu/g
- Fungi NMT 107 cfi/g
- Escherichia Coli BizcyTus 8 1 r /Absent /1 g

*He PyTuiHKE tecT / Not routine test

Cepin Ne 058365 Bianosinae sumoray MKS no PIT JI3 NeUA/14633/01/01
Batch Ne 058365 meets the requirements QMC for RC Ne UA/14633/01 /01

Ctp./page 3/4
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Ceprudikar sikocri
HKapCLKOro 3acofy Koaxikym-/lncmepn, TabaeTkn, BRpUTI 00010HKO¥0, 110 0.5 Mr /
Quality certificate
of the medicinal product Colchicum—-Dispert coated tablets, (.5 mg

3asiBa npo ceprudikauii

Lium s sacBiguyro, uo Hapenena Bullie indopmManis ¢ JIOCTOBIPHOIO Ta TOUHOK. |10 CEPItO MPOAYKLIT
Oy70 BUPOOIEHO (BKMIOYArOYM NaKkyBaHHs/MapKyBaHHs) Ta NPOBCIEHO KOHTPOJHL 1T SKOCTI Ha
BUINE3aTHAYeHIH AinbHMII Y nosuii] BIATIORIAHOCTI 3 BHMOramu GMP, BeTanoBIeHUMU MicLeBMm
PEFYJIATOPHHM OpraHoM, a TakokK BiANOBIIHO 10 CHeUM@IKaLIK, WO MiCTHThCT B PeECTpaLiiHOMY
A0Che. [IpoTokoan BUpOGHMUTES, HaKyBaHHA Ta aHamizip OyJjo ACPCITIAHYTO Ta BCTAHOBIEHO
BLANORI AHICTL GMP.

Statement of Certification

[ hereby certify that the above information is authentic and accurate. This batch has been
manufactured (including packaging/labelling) and quality control has been performed at the above-
mentioned site in full compliance with the GMP requirements set by the local Regulatory Authority
and in accordance with specifications contained in the registration dossier. The manufacturing
packaging and quality control protocols were reviewed and GMP compliance was established.

h

Hara ananizy/Test Date: 28.11.2023
Hara sunycky/Releasc Date: (7.1 220253

(Name of Qualified Person} Pravitha Paul / Ipasita [MTay.s
Fravitha Paul

C 7 ; /
(- ' Sy ; ':_F 3
07, DEL 2003 ﬂ«ﬁm (Ilinnuc/Signature)

YnoBHOBaXEHA 0¢06a 3 2K0CTi/ Qualified Person.

Hauubi ceprudikar Oy10 ckaaneHo, MepEeBIPEHO Ta NiANUCAHO BIANOBIAHO 10 TEKCTY aHIIAChKOIO
MOBOO /

This certificate has been completed, checked and signed in accordance to the English text

Crp./page 4/4




