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CEPTUPIKAT AKOCTI
CERTIFICATE OF ANALYSIS

Haspa nponyxry/name of product

Apinosnn, xancynn teepai mo 8 mr Ne 30
(10x3) y 6nictepax/Arilosin, hard capsules 8
mg No 30 (10x3) in blisters

Axtusricts/Activity

1 kancyna MicTUTH cHORO3MHY 8 Mr/
1 capsule contains 8 mg of Silodosin

Kpaina noxomkerns/Country of origin

I'peuis/Greece

Peectpauiiinnii nomep/Reg.Cert.No

UA/20400/01/02 (nie go/valid till 05.04.2029)

Homep cepii/Batch No

P2407173

Poswmip cepii/Batch size 5000 ynaxosok/packs
Iara pupoOuuursa/Manuf, date 0572024
Tepmin npuaaraocti/Exp.date 05/2027

Bupo6uux/Manufacturer Pouric I'emac Mexixan enx @apmachioTiKan
TNpopaxre C.A., Ipenis/Rontis Hellas Medical
and Pharmaceutical Products S.A., Greece

Anpeca/Address TIpomuciosa sona Jlapucca, A/c 3012, Jlapucca,

41 500, I'pewis/ Larissa Industrial Area, P.O.
Box 3012, Larissa, 41 500, Greece

Bupo6ruya ginensis/Manuf. License No

0000010664/23/1

Cepmndixar HBI/GMP Certificate No

93103/7-9-2023

XAPAKTEPUCTHKW/ CIIELIADIK AL/ PE3VYJIbTAT/
CHARACTERISTICS SPECIFICATION RESULT
Onuc/ Appearance Bina, Hempo3opa, TBepAa JKe/jaTWHOBa | Bimnosipae/
Memoduxa Gipm/ xancyna 0-ro posMipy 3 HAAmHCOM «8», Conforms

In-house method

HA/IPYKOBAaHHM YOPHHM YOPHHMIIOM Ha
kpunii/ White, opaque, hard gelatin
capsule, size 0, printed with black ink “8”
on the cap.

InenTidixanin cwronosuny/ Identification of Silodosin

BEPX/HPLC Yac yTpHMyBaHHA OCHOBHOTO NiKa Ha Bipnoginae/
Memoouxa Qipmu/ XpomaTorpami focnimkysaHoro poeswury | Conforms
In-house method Ma€ BiMNOBINATH Yacy YIPHMYBAaHHA MiKa

HA XPOMATOrpaMi CTAHZAPTHOTO PO3UHHY

(oTpHUMYIOTH 3riIHO METOAY KINbKICHOTO

susnaycuns)/ The retention time of the

major peak of the sample solution should

correspond to that of the standard solution

(as obtained with the Assay method)
YO/UV V®-cnexTp CTAUJApTY nopuHed | Bignosinae/
Memoduxa gipmw/ pignosigatn  coektpy gocmimxysanoro | Conforms

In-house method

posunHy (OTPHMYWOTh 3TiHO METOHY
kinekicHoro ananizy) / The UV spectrum
of the standard should be concordant with
that obtained from sample solution (as
obtained with the Assay method)
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Inenradixaniss THTAHY JioKCHay | YTBOPIOETHCA XOBTYBATO-OPAHKCES Binnosinae/
Memoduxa Qipmw/ 3aGapenenss/ Yellowish-orange colour is Conforms
In-house method produced
OanopiaunicTs macu / He 6inbie 2 OJUHHIB > CEPENH. Binnosinae/
Uniformity of mass maca x 7,5% Conforms
Eur.Ph. 2.9.5 MWonma ofMHKUS > CEpeH. MAca &

15%

NMT 2 units > AW % 7,5%

No unit > AW £ 15%
OaHopiaHICTh A030BAHHX Kputepiil NpURHATHOCTI NEpIIMX 10
o / NO30BAHKX OfHMHMUE Merie afo JOpiBHIOE 8.2% (L1}
Uniformity of dosage units snavenrio L1 Bimcotkis, Skuo kputepii
Eur.Ph. 2.9.40 npuitkaTHocTi  Ginbmie  abo  jopisHioe

suageHHio L1 BiACOTKIB, BUNpOGOBYIOTH

pactyni 20 [O30BaHMX  ONMHALE i

PO3PaxoBYIOTH KPHTEPii NPHIHATHOCTI.

BUMOTH BHKOHYIOTECS, AKIO OCTATOMHHHA

Kputepiit npuituaTaocti 30 j1030BAHKX

O/(MHHUE MeHuIe 400 NOPIBHIOE 3HAYCHHIO

L1 sigcorkis i BMicT xoxHOi OKpEMOi

1030BaHOT OJUHKLI HE MCHLIMHA HDK (1-L2

x 0,01)M abo wue Gimpummit wix (1-L2 x

0,00M. L1 cranosuts 150, a L2

cTaHoBHTE 25,0,

The acceptance value of the first 10

dosage units is less than or equal to L1 per

cent. If the acceptance value is greater than

L1 per cent, test the next 20 dosage units

and calculate the acceptance value,

The requirements are met if the final

acceptance value of the 30 dosage units is

less than or cqual to L1 per cent and no

individual content of the dosage unit is less

than (1-L2 x 0.01)M or more than (1+ L2

- {x00DM.L1lis15.0and L2 i5 25.0.

Cynyrri nominuxn/ Related Substances (Memoduxa dipmu/In-house method)
Jomimka A < 0,2% 0.08%
Impurity A
HesifoMi, okpemo <0,2% HJIKB /BLQ
Max individual unknown impurity
JIOMIILIKH pazom < 1,0% 0.08%
Total impurities2
Posuussicts (BEPX). Q=75% uepes 15 xs8 79 %
Dissolution (HPLC) Q=75% in 15 min Min / Min: 64 %
Memoouxa Gipmw/ {S2)

In-house method

Kinsxicuuit cxknan (BEPX)/

Assay (HPLC)
Memoduxa gipmu/
In-house method

95,0-105,0%
Bip 3asBnexoro suicty Cunogosuny/
of Silodosin label claim

100.6%
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MixpoGionoriyna yucrora/ 3riguo €sp. ®apm 5.1.4-1

Microbiological purity Complies with Ph, Eur, 5.1.4-1: H/3/N/A
Eur.Ph. 2.6.12

Eur.Ph. 2.6.13 3aranpua Kinbkicts aepoOHux GakTepii

(TAMC) <10 KYO/r

KOHa LIECATA cepis, npuHaiivui ogna | (Make. npuitnsTHa Kinbkicts = 2000)
cepis ua pix/ 1 of each 10 batches, orat | 10° cfu/g (mex. acceptable count = 2000)
least once a year
3aranbHa CYKYnHa KiNBKICTh APDKIKOBHX
Ta nnicenesux rpubis (TYMC) < 10?
KYO/r (maxc. npuitistaa inkxicts = 200)
10? cfu/g (max. acceptable count = 200)

E. coli BincyTHiB 1 T
Absent /g

Iinreepmxenus sixnosinnocti/Confirmation of compliance:

LlMM A [iATBEPIDKYIO, WO Uf MAPTiA JIKAPCHKUX 3ac00iB BHTOTOB/ICHA Ta npoiua nepesipky
BiANOBiAHO [0 IHCTPYKUilt cTocoBHO 0Giry ikapcekmx 3aco6is. Incrpykuii BiAnNOBIHANTH
NPUHLIMIAM | BKA3IBKAM HANEXHOI BHPOOHHYO! MPAKTHKH JUIf NKApChKUX 3acobiB s
BHKOPHCTAHHS JIOIHMHOIO, AK BHKIafeHo B JupexTusi Kowicii (€C) 2017/1572, wio AOMOBHIOE
Iupextupy 2001/83/€C E€sponeiicrkoro [apnamenTty Ta Paju, a Takox tomi 4 Bumor Eudralex
GMP

Hereby I confirm that this medicinal product batch was manufactured and tested in accordance
with instructions on medicinal products turnover. The instructions comply with the principles
and guidelines of good manufacturing practices for medicinal products for human use as laid
down in Commision Directive (EU) 2017/1572 supplementing Directive 2001/83/EC of the
European Parliament and of the Council as well as EudraLex Volume 4 GMP Requirements

OKpiM 1BOT0, A MATBEPIKYIO, WO HaBeaeHa indopMaLlis € CIIPaBKHLOIO T2 TIPABHIILHOIO. Cepis
npoaykry 6y/1a BUrOTOBIEHa (BKIIOYAIOUH MIaKyBaHHS/MApKYBAHHS) Ta nepepipeHa 3a3HaYeHuM
BUILE MiANPHEMCTBOM-BHPOGHHKOM Y IOBHiM BIIIOBIIHOCTI 3 BMMOraMM LIOAO Hanesxnol
Bupo6umyoi IMpakruin (GMP) sinnosigansHoro opraty iHcrekuil, a TAKOX BIANOBIZHO IO
crienudikauii, Wo MICTATLCA Y PEECTPALIAHOMY JOCKE. BupoGuuya JOKYMEHTAL(s, IPOTOKOIH
NaKyBaHHA Ta MPOTOKOJ KOHTPOIIO AKOCTI NPOHIIIKA MepesipKy Ta BIAMOBIJAIOTH YCTAHOBJIEHHM
napamerpaM GMP.

Besides, I confirm that the information presented is true and correct. The product batch has been
manufactured, packaged, labeled and tested by the above manufacturer in full compliance with
requirements of Good manufacturing Practice (GMP) of the relevant inspecting authority and in

compliance with specification in the registration dossier. Manufacturing documentation,
packaging protocols and quality control protocol are tested and comply with requirements of
Good manufacturing Practice (GMP).

Bobola Evage!id
. Ty
VrosropaxeHa ocoba/ Qualified pessurRelease apet .
(Signature, namd [\pesition)

isog f QP

Hata/Date: 31/10/2024 / \




AEPKABHA CIIYIKBA 3 JUKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A.
HAPKOTHKAMMH ¥ KHIBCHKINA OBJIACTI

npos. Ceitauunol Haail, 3, m.Kuis, 02099, ten/dakc: (044) 5764041
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
APO AKICTE BBE3CHOI0 B YKpainy JikapcsKoro 3acody

13.01.2025 Ne 66187/25/10

APLIIO3MH

(maiimerysafng nivapeeKoro 3acoBy arifmo 3 peceTpariitnay nocpinveHmss)
Kafcyn Teepai no 8 mr, no 10 Teepanx kancyn y Gaicrepi, Ho 3 aicreps y vaprouniit
Kopobui

{Jropma pimycKy, O3YRARNA, BIA NAKYBAHHA MIKGPCRKOTS 32¢00Y)

Homep peectpauiiisoro noceiguenns UA/20400/01/02 crpox aii peectpaniiinoro nocsizdenns 05.04.2029

Cepia nixapenkoro sacoby Ne P2407173 KisskicTh BRE3eHOT0 AiKapebKoro 3acoby 364
BupoBunx Pontic l'enac Mexikan eng ®apmacsiotikan lpogaxre C.A., I'penis
(Haitrenynasna s1pobHAKa Nikapeskore 31acoby, KpAiHA ROXOMKCHUS)
Baeseno 8 Yipalay Crinble ykpailichKo-ecTOHCEKe HANPHEMCTBO Y Gopmi ToBapucTRa
3 oBpexenoro BignosiganbiicTio " Onrima-Papy, ITH", inenr. coa:
21642228

(Hafimerynanzn Ta kog 3z CAPIIOY wpiamaHoi ocoi afo npiseuwe, jr's, no Gatskoni dinmmo]
ocofii - aianpiemis, I Micte Apekisaiing Ta peecTpauiiinnit HoMep oBaAikORQT KAPTKH MIATHHKS
noaarxkis alv cepia Ta BOMEp HacnopTa)

HNporoxesa eisyaaseere koirrpoaro siz 13.01.2025 Ne 3968/2,

3a peaynsTarami JEPKaBHOTO KOHTPOMO BCTAHOBAGHO, INO Mikapcskuii 3aci6  BBeseno s VYxpaimy 3
AOTPHMAHHAM BiMOr 3aK0HOAARCTBA MO0 3a0E3MeHe RS AKQCTI HRAPCHLKILX 3ac00in.

Qimra €PBOMEHKO

{niammmc) (isitiann & ppiasHme)
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