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CEPTH®IKAT AKOCTI
CERTIFICATE OF ANALYSIS

Hassa npoaykTy/name of product

Apinosun, xancynu Teepai mo 4 mr Ne 30
(10x3) y 6nicrepax/Arilosin, hard capsules 4
mg No 30 (10x3) in blisters

AxtusHicTH/Activity

| Kancyna MiCTHTb CHIIONO3HHY 4 mr/
1 capsule contains 4 mg of Silodosin

Kpaina moxomkenns/Country of origin

I'penis/Greece

Peccrpauiiiuuit Homep/Reg.Cert.No

UA/20400/01/01 (nie no/valid till 05.04.2029)

Howmep cepii/Batch No

P2407175

Poamip cepii/Batch size 5000 ynakosok/packs
Tlata supobuunrsa/Manuf. date 04/2024
Tepmin npugatHocti/Exp.date 04/2027

Bupobuui/Manufacturer Poutic T'enmac Menixan enn PapmachloTikan
Tponaxte C.A., Tpenis/Rontis Hellas Medical
and Pharmaceutical Products S.A., Greece

Anpeca/Address IIpomucnosa 3oHa Jlapucca, A/c 3012, Jlapucca,

41 500, Ipeuis/ Larissa Industrial Area, P.O.
Box 3012, Larissa, 41 500, Greece

Bupo6unua minensis/Manuf. License No

0000010664/23/1

Ceprudikar HBIVGMP Certificate No

93103/7-9-2023

XAPAKTEPACTHKW/ CTHELIUDIKALLAY PE3YJIbTAT/
CHARACTERISTICS SPECIFICATION RESULT
Onuc/ Appearance JKoBTa, HEnpo3opa, TREPHA >KENATHHOBA Binrosigae/
Memoduxa ipm/ Kancyna 3-ro poamipy 3 HapmucoM «4y, Conforms
In-house method HAAPYKOBAHMM YOPHUM HOpHMAOM Ha

gputmi/ Yellow, opaque, hard gelatin

capsule, size 3, printed with black ink “4”

on the cap.
Inentudixauia cunonosuny/ Identification of Silodosin
BEPX/HPLC Yac yTpuMyBaHHA OCHOBHOrO nika Ha Binnosinae/
Memoduxa gipmu/ XpomaTorpami JROCHIIKYBAHOTO PO3YMHY Conforms
In-house method Ma€e BiIOBIZATH 4Yacy yTPHMyBaHHA nika

HA XpOMATOrpaMi CTAHIAPTHOTO POIYHHY

(OTPHMYIOTE 3TiLHO METOAY KiIBKICHOro

pusnauenns)/ 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 Vd-criextp CTaHmapTy nosuneH | Binnosinae/
Memoduxa Qipmw/ inmosinatd  cuexrpy nocnimxysanoro | Conforms
In-house method posuuny (OTPHMYIOTE 3TiIHO  METORY

kinpxicuoro ananisy) / 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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InenTudicauis Turany giokenay | YTBOPIOETECH XOBTYBATO-OPaHIKEBE Binnosinae/
Memoduxa gipmw/ 3a6apenenns/ Yellowish~orange colour s Conforms
In-house method produced
InenTudixauin 3aniza okeuay YTBOPIOETRCH CHHE 3aGapnenHs/ Binnoginae/
WOBTOro Blue colour is produced Conforms
Memoouxa (ipmu/
In-house method )
Onxopiguicrs Mach / He Ginbie 2 ORMHHLL > CEPENH. Bignosinae/
Uniformity of mass Maca £ 10% Conforms
Eur.Ph. 2.9.5 YoxHa OAMHMI > CepefH. Maca ®

20%

NMT 2 units > AW = 10%

No unit > AW + 20%
OpuopianicTh Z030BAHMX Kputepii  npHieATHOCTI  NepuInx 10 | 3.6% (L.1)
ORMHIKD / JIO30BAHMX OIUHUIL MeHIe abo HOpiBHIOE
Uniformity of dosage units smayennio L1 Biacorkis. SIkmo xpurepii
Eur.Ph. 2.9.40 npuitasTHOcTi  Gimsmie  abo  popiHIOE

spayensio L1 Bigcotkis, Bunpo6oByioTh

vacrynmi 20 O30BAaHMX OAMRMLE |

PO3PaxXOBYIOTh KpHTEDIN NpHIHATHOCTI.

BHMOrH BHKOHYIOTHCS, AKIO OCTATOYHHH

kpurepiit npuitaataocti 30 N030BaHHX

onuHLUR Mexie abo JOPIBHIOE 3HAYCHHIO

L1 Bigcotkip i BMICT JKOIHOI OKpemoi

nozopanoi onuauui He Menmui Hix (1-L2

x 0,01)M abo e Gimpumit mix (1-L2 x

0,0)M. L1 cramouts 150, a L2

ctanosuth 25,0

The acceptance value of the fiest 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 equal 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

x0,01)M. L1is 15.0 and L2 is 25.0,
Cynytai gomituxi/ Related Substances (Memoduxa dhipau/In-house method)
JHomiuxa A <0,2% 0.06%
Impurity A
Hesizomi, OKpemo <0,2% 0.05%

| Max individual unknown impurity
Jomimxu pazoM < 1,0% 0.11%
Total impurities2
Pozunnnicts (BEPX). Q=75% uepes 15 X8 91%
Dissolution (HPLC) Q=75% in 15 min Miu / Min: 87 %
Memodura Qipmw/ (S1)
- In-house method
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Kinbxicuuit cxuan (BEPX)/ 95,0~105,0% Bix 3a5BNEHOrO BMICTY 101.8%
Assay (HPLC) Cunoposudy

Memoouxa gpipmw/ 95.0 — 105.0% of Silodosin label claim

In-house method

Mikpo6ionoriusa qacTora/ 3riguo €sp. Papm 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 3aranbHa KinbKicTh aepobrnx GakTepiit

(TAMC) < 10°KYO/r

KOXKHA JeCATa Cepis, MpUHaiMHI opHa | (MaKC. NpHiHATHA kinukicts = 2000}
cepia Ha pix/ 1 of each 10 batches, or at | 10° cfu/g (max. acceptable count = 2000)
least once a year
3aranLHa CYKyNHa KinbKiCTs APDKMKOBHX
1a nnicenesux rpubis (TYMC) < 102
KYO/r (makc. npuithstsa Kinskicts = 200)
102 cfu/g (max. acceptable count = 200)

E. coli BigcyrHiB I T
Absent /g

Mixreepmxenns sixnosinuocri/Confirmation of compliance:

LuM 5 miaTBEPIKYKO, WO 1A NaPTiA JIKapChKHX 3aco6iB BUIOTORNEHA T4 NPOHLUIA TEPEBIPKY
BiANOBIAHO MO IHCTPYKUiH CTOCOBHO 06iry JIKAPCHKHX 3acobis. IHCTpyxuii BINOBIXAKOTH
NpUHOHMNAM 1 BKasiBKaM HanexHol BAPOOHHYO MpPaKTHKK J/IA nikapcekux 3acobip ans
BUKOPWCTAHHA JIOJHHOIO, K BUKIAACHO B Jlupextusi Kowmicii (€C) 2017/1572, nio ponopHioe
Tlupextusy 2001/83/€C €sponeiicokoro [lapramenty Ta Papu, a Takox Tomi 4 Bumor Eudralex
GMP

Hereby 1 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
OxpiM 1HOTO, f NIATBEPAXKYIO, 110 HABEAECHA iHdopMaLlig € CIPABKHBOIO T2 NPABHIBHOIO. Cepis
npoAyKTy Gy/ia BUIOTOB/IEHA (BKIHOYAIOUH IaKYBAHHA/MAPKYBaHHS) Ta NEpeBipeHa 3a3HA4CHUM
BHIUE IiAMPHEMCTBOM-BHPOGHUKOM y TMOBHiH pignoBigHocTi 3 BuUMoramu wome HanmexHoi
Bupo6uuyoi [paxruxu (GMP) BiMOBiAANBHOrO Oprany iHCTEKIi, 4 TaKOXK BIANOBIZHO O
crienudixauiil, Wo MICTATECA y PeecTpaItiifHoMy H0CkE. Bupo6Huuua JOKyMEHTallis, POTOKONH
NaKyBaKHA Ta MPOTOKOJ KOHTPOJIO AKOCTI NPOHIIIH TTepeBipKy Ta BiNOBINAOTE YCTAHOBIEHUM
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) ofthe relevant inspecting authority and in
compliance with specification in the registration dossier. Manufacturing documentation,
packaging protocols and quality control protocol ar¢ tested and comply with requirements of
Good manufacturing Practice (GMP). 9/0\301«@ gvageha
atch Release Supewy
Ynosuopaxeka ocoba/ Qualified person: {4~

(Signa &"{‘]Imme, position)

i

isor - QP

Jara/Date: 31/10/2024




JAEPKABHA CJIIYXKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMH ¥ KMIBCBKIM OBJIACTI

npos. CeiTranol Hagil, 3, M.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dis.ko{@dls.gov.va, Kog €PIIOY 37078774

BHUCHOBOK
Npo AKICTH BBE3CHOT0 B YKpaiHy JrapenKkoro 3acoby

13.01.2025 Ne 66186/25/10

APLJIO3WH

(nafimenyBarHsg nikapcLioTe 3200y 3riAR0 3 peccTpaliiizms ROCBITICHILTM)
RancyJn Taepai no 4 mr, o 10 Teepanx kancyn y 6uicrepi, ne 3 Gaicrepn y kapTougiii
Kopobui

(dopna BiOyciy, AOIYBSHHA, BIA MaKYBAHAS JKAPCEEOTO 3acaby)

Howmep pecctpaniitnoro noceiguenns UA/20400/01/01 crpox ait peectpaniiinoro moesiguenns 05.04,2029

Cepixn nixapcsroro sacoby Ne P2407175 Kinpxicts BEe3eHoro nikapcokoro 3acoby 576
BrpoGux Portic ["'ezac Menikan enn Papmacstotikan Ipopaxre C.A., T'penist
(naiistenypassg aupobunxa nikapeskors aacofly, Kpaiia NoXoFKeHHA)
Baesero B Yipainy Cnixbue yKpaiHCbKO-eCTONCHKE MANPHEMCTRO ¥ (opaii ToBapucTBa
3 oOmesxenoio BiagnoBinaeHicTo "OnTiMa-Dapa, JITA", igenr, won:
21642228

{naiimerypanus Ta Koj 3 CAPTIOY reprmignol ocodu afio npilpwme, is's, no Gatskoni GisngHol
ocabi - mianpesua, ii Micme npoXUBAHHA T2 peccTpauiiinmit HoMep oBaikoBOT KAPTRH WIATHIKL
nogaTkie abo cepia Ta Romep nacnopTa)

Hpotoken Bisyaiasiore xorrpose eig 13.01.2025 N 3968/1.

32 pe3yARTATAMH JNeKABHOTO KOHIPOTIO BCTAHOBICHQ, IO nikepceruit  3acif BeezeHo B Yrpaiwy 3
AOTPHMAHHAM a1MOr 3aK0HOABCTEE D00 3a0€3NCICHH AKOCT 1ikapCLKMX 3200518,

Onsra EPLOMEHKO-

ierTpOAIO) ' {nigmHc) (inintam-tanpisamae)
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