[/locomun komnanuu «Pexopoamu]
dapmareBTHIecK i 3aBo1 B Muiane
Kourpons kauectsa Ne 202601015

[[Tepeeod ¢ ananuticko2o A36IKA HA PYCCKUl SA3b1K]

CepTHHKAT CepHH

[Tpoayxr

Kox npomykra

Homep cepun
CrpaHa-uMIIOpTEp
PerucTpalMoHHOE YIOCTOBEPEHHE
Hosuposka

JlekaperBenHas dopma

PasMep U THIT YIIAKOBKH

JlaTa IpoH3BOJICTBA

Jlara HcTedenust cpoKa FoIHOCTH
KomgecTBo ynakoBOK
HopMaTHBHbIH JOKyMEHT

YPOPEK 8 mr, 30 kancyn
41740500

SN5SK20

POCCHICKASI ®EJIEPALTASA
JITT-Ne(002956)-(PT-RU)
Cunoyio3un & Mr

Kamncynsr

10 kanicyn B 1 Giucrepe, 3 Gmmctepos B 1 KopoOke
14/01/2026

01/2029

40544
JITT-Ne(002956)-(PI"-RU)-070823

Haumenoanne AQC [Mpounssoautens ADC Cepus ADC
Cnilo1031H « @y mxn Kemukan Hanactpusy, Snonus 502509
[Tnomanka Homep CepTHduKat
YIOCTOBEPEHHA GMP
[IpousBsecHO: «PexopyiaTi XuMudeckas M GapMaleBTHYECKas HHITYCTPHS aM-115/2023 | GMP/EAEU/
CnAy» Bua Martteo Uusurany, 1, 20148 Munan, Uranus RU/01294-
2024
ViakosaHo: | «PekopaaTh Xnumuueckas i (apmanesTieckas ukayctpus CnA»| aM-115/2023. GMP/EAEU/
Bua Matreo Yusntanu, 1, 20148 Munau, Hranus RU/01294-
2024
Ilposepeno: | «PekopaaTi XuMuuecKas 1 (apMaleBTHICCKas HHAYCTPHS CnA»| aM-115/2023 | GMP/EAEU/
Bua Marreo Yusnrany, 1, 20148 Munan, Hranus RU/01294-
2024 .
Boimymeno: | «Pexopaati XHMHUCcKas U (papMalleBTHUCCKasA HHAYCTPHA CnA»| aM-115/2023 | GMP/EAEU/ |
Bua Matreo Yuenrany, 1, 20148 Munan, Uranus RU/01294-
2024

Pesy/IbTaThl aHa/N3a IpEACTaBlICHbI B npuaraemMoym Cepridukare aHanusa

Hacmosuyum nodmeepycoaio, 4mo npedcmasienias biiie uHPopMayus Sensemcs ROONUHHOU U MOYHOI.
Jlannas cepus usdenuti npou3ee0ena, Ynakosana u npoGepena CIylicooil KOHMpOLA Ka4ecmea Ha BbllleynoMANYmelx
npeonpuUAMuUAX 6 ROTHOM COOMGEMCMEUY ¢ MPEOOBAHUAMU Haonexcaweti npouseodcmeennoit npaxmuu (GMP) u
cheyuguxayusMu 8 pecucmpayuoHHoM YOOCMOBEPEHIY, a MAKdiCe co2nacto ymeepacoennomy 6 Poccutickoli
Dedepaiuiy HOPMAMUBHOMY OOKYMEHMY, YKA3ANHOMY 6blULe.
J{oKymenmayus no npou3eo0cmey, YynakosKke U aHaIumu4eckoMy KoHmpoato cepuu nposepena u npusiana
coomeememeyiowjeil npaguiam Hadrexeaujeii npousso0cmeenHon npakmuki.

Jloxkymenm nodnucan é cucmeme SAP snexkmponnoi
HOONUCHIO YROAHOMOYEHHO20 JUYa.
Hoenmugpuxayuonnsiii HoMep noibzoeamens Sap:
Jama — epemsi:

Hoenmugpuxayuonnwiii nomep cepmugpuxama cepuu 8 SAP:

KHAVI[HA ®PHIOJIH

100420

06.03.2026 - 19:54:21 I[enmpanvHoegponeiickoe
apems 7
10000016187 P

T

- sluhadollet,

“Erge
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[I1epeeod ¢ ananuiickozo A36iIKa HA pYCCKutl A3bIK]

[JTozomun komnanuu «Pexopoamu»)
Cepmudpuram anaiusa

dapmaleBTHYECKHH 3aBoj1 B Munane
Kontpous kadectsa Ne 2601015

Ko 41740500 Cepust: SN5K20 ODP wi cepHs NOCTaBIIMKA! 250012126
ITpoayxr: YPOPEK 8 wmr, 30 kancya MeTo/HKa aHaTH3a: 145 URR,
AciicTByIONIas
pel.
AHaIH3: 06/03/2026  ToneH zo: 31/01/2029  Jlata npoH3BOACTBA: 14/01/2026
[Mokaszarein Cuenupuranus Ennnnna w3m. | Pesyaprar
Bremmnit Buj Trepiible XeTaTHHOBBIC Kancy/bl Gesoro useta, pasmep 0. CooTBeTcTBYET
CojiepKHMOE KaricyJi — NOPOIIOK 0T $eoro 1o cBeTo-
JKEJTOTO LBeTa.
OaHOPOAHOCT JI03HPOBAHHS AV <150% CoOTBETCTBYET
[Toumunocts cryionosnaa (BOXKX) | Bpemsa yiepskupanms OCHOBHOTO MHKa (116PBOTO) Ha TonoxuTENLHO
XPOMATOrpaMMe HCIIBITYEMOI0 pacTBopa JI0MKHO
COOTBETCTBOBATE BPEMEHH Y/I€PKHBAHHS OCHOBHOTO ITHKa
(TepBOro) Ha XpOMATOrPAMME CTaHIapTHOTO pacTBopa
CHJIO/IO3HHA.
Pacrsopenue (= 80 % (Q) 3a 15 >85 % 103
MHHYT) S1
KonnyecTBeHHOE onpejie/ieHHe >7,60 <8,40 MI/Karncyna 7,93
CHJIO/IO3MHA
KonnuectBennoe onpe/jeieHne >965,0 < 105,0 % 99,1
CHJIOJIO3HHA
[Tpumecs KMD-3241 1.5 % 0,0
[pumecs KMD-3289 <03 % 0,0
EnuHuuHas <0,2 % 0,0
HCHJICHTH(HITHPOBAHHAA IIPHMECE
Cymma nipumeceH <25 % 0,0
Koutporb yniakoBKH YPOPEK 8 mr, 30 karcyi CooTtBeTcTBYET
[IpoBepka cepHaln3alHi KauecTBo neuari JI0JKHO COOTBETCTBOBATD CootBercTByeT
Obmiee uueio adpodHbIX < 1000 KOE/r <10
mukpoopranizmMor (TAMC)
O01iee YHelI0 APOKIKEBBIY/ < 100 KOE/r <10
nnecuennix rpibos (TYMC)
Kumeunas nanouka (Escherichia OtcyTcTBYET B 1 I OtcyTcTBYCT
coli)
[TpuMeyaHus:
Cepus MemnenKep M0 KOHTPOJI KauecTBa
YTBEPK/JIEHA (MM YTIOMTHOMOYCHHBIH 3aMEeCTHTENb)

Hanuens @paiionu
(Hoenmudgpuxawuonnsviii nomep noavzosameisn LIMS: FRAIOLI)
Iara u spemsi: 06/03/2026 08:35 Lienmpansroesponetickoe
JemHee 6peMa
ITOT JOKYMEHT ObLI MOAMHCAH H CO3/IaH B JJICKTPOHHOM BH/IE C IIOMOLIBIO BAIHIHPOBAHHOI JICKTPOHHOI
CHCTEMBI, TIOJIHOCTBIO COOTBETCTBYIOMICH JICHCTBYIOUIMM TPeOOBAHHMAM Ha UIeIKALICH MPOH3BO/ICTBEHHOH
npaxktikn (GMP)

MepepaH yepes [napok 22.10.2026 13:20 GMT+03:00;
f19d20c1-0dd5-4109-9ca9-fa5eb2400af2
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& RECORDAITI

Milano Pharmaceutical Plant
Quality Control n° : 202601015

Batch certificate

Product name: UROREC 8mg 30 capsules
Product code: 41740500

Batch number: SN5K20

Importing country: RUSSIAN FEDERATION
Marketing Authorisation: JIN-N2(002956)-(Pr-RU)
Strength: Silodosin 8mg

Dosage form: Capsule

Package size / type: 10 capsules in 1 blister, 3 blisters in 1 box
Date of manufacture: 14/01/2026

Expiry date: 01/2029

Number of packages released: 40544

Normative Document: JTN-N2(002956)-(Pr-RU)-070823

Api Name AP| Manufacturer Supplier Batch
Silodosin Fuji Chemical Industries, Japan 502509 J
Site Authorisation number GMP certificate

GMP/EAEU/

Recordati Industria Chimica e Farmaceutica SpA
Manufactured by: Via Matteo Civitali 1 20148 Milano Italy aM-115/2023

RU/01294-2024
GMP/EAEU/

Recordati Industria Chimica e Farmaceutica SpA
Packaged by: Via Matteo Civitali 1 20148 Milano Italy aM-115/2023

RU/01294-2024
GMP/EAEU/

Recordati Industria Chimica e Farmaceutica SpA
Controlled by: Via Matteo Civitali 1 20148 Milano Italy aM-115/2023

RU/01294-2024

GMP/EAEU/

Recordati Industria Chimica e Farmaceutica SpA
Released by: Via Matteo Civitali 1 20148 Milano Italy aM-115/2023

RU/01294-2024

Results of analysis are reported in the attached Certificate of Analysis

1 hereby certify that the above mentioned information is authentic and accurate.
This batch of product has been manufactured, including packaging and quality control, at the above mentioned site(s) in full compliance
with the GMP requirements and with the specifications contained in the Marketing Authorization and in the approved Normative Document
for Russian Federation above reported.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with the rules of Good Manufacturing
Practice.

SAP Electronic Signature by Qualified Person
CLAUDIA FRIGOLI
Sap User ID: 100420
Date-Time: 06.03.2026 - 19:54:21 CET
Batch Certificate SAP ID: 10000016187
MepepaH yepes Anagok 22.10.2026 13:20 GMT+03:00; @
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S RECORDATI

ilano Pharmaceutical Plant

Lertificate of Analysis

aality Control n°® 2601015

de: 41740500 Batch: SNS5SK20 ODP or Supplier batch: 25001 2126

duct: UROREC Smg Method of analysis: 145 URR current ed.

alysis: 06/03/2026 Expiry date: 31/01/2029 MFG date: 14/01/2026

it Specification Unit Result

ipearance White hard gelatin capsules, size 0. Capsule content is powder, white to Complies
slightly yellow.

iiformity of dosage units AV<15.0% Complies

odosin identification (HPLC) The retention time of the principal peak (the first one) in the chromatogram Positive

ssolution (= 80% (Q) in 15 min) S1
odosin assay

odosin assay

purity KMD-3241

purity KMD-3289

1gle unidentified impurity

tal impurities

ntrol of packaging

rialization check

tal Aerobic Microbial Count (TAMC)
tal comb. Yeasts/Moulds Count (TYMC)

cherichia coli

standard solution.

> 85

> 7,60 < 8,40

=950 <1050
<15
<03
<0,2
<25

UROREC 8 mg 30 capsules
Quality of printing should comply
< 1000
<100
Absentinlg

obtained with test solution should correspond to the retention time of the
principal peak (the first one) in the chromatogram obtained with silodosin

% 103

mg/cps 7,93

% 99,1

% 0,0

% 0,0

% 0,0

% 0,0
Complies
Complies

UFC/g <10

UFC/g <10
Absent

ites:

The batch is

APPROVED

Quality Control Manager
(or authorized substitute)

Daniele Fraioli

(LIMS User id: FRAIOLI)
MepepaH yepes [nafok 22.10.2026 13:20 GMT+03:00;
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QOPMA

Crp. I n32
[MOATBEPXIEHHE
COOTBETCTBHA _ F-0 [-SOP-QA-OI?-UQ 5
cepuy npenapara TpeGoBaHHAM, i SAL 5341 |
YCTaHOB/EHHBIM NIPH €ro ’ , ;
Al 0¥ Ae |

pervcTpaurH

Ne 110-2026 ot 21.04.2026

Toprosoe HaHMEHOBAHKE | Vpopex

MesxayHapoaHoe HernarteHToBaHHOe | CHI0A03UH

HauMEHOBaHWe  (rpyNIHPOBOYHOE WM |

XHUMHUECKOE) R
JlexapcTBeHHan Gopma | KamcyJbl

Jlo3uposka | 8 mr .

dopma BbINyCKa |

Karcysl, 8 mr (6muctep) 10 x 3 (mauka KapTOHHas)

PerucTpannoHHoe ym)(:TOBepeHue

- JITT-Ne(002956)-(PT'-RU) o1 07.08.2023

HaumenoBanue u ajpec aepxkarciis
PerucTpaMoOHHOTIO y10CTOBEPEHHA

' Ringaskiddy, Co. Cork, Ireland

Pexopnatu Upnauaus JIta. / Recordati Ireland Ltd., Paxuns
Wcr, Punrackunmy, Ko. Kopk, Mpnanaus / Raheens East,

HopmaTuBHas JOKYMEHTalHs

- JITT-Ne(002956)-(PT-RU)-070823

HHcTpyKuus no MEIHLHHCKOMY | 1 JITT-Ne(002956)-(PT"-RU)-070823
MPHMEHEHHIO (JIHCTOK-BKJIA/bIII) ‘
Maker  HepBHYHOH M BTOPHYHOH JITT-Ne(002956)-(PT'-RU)-070823

(noTpedHTENBCKOI) YITAKOBKH

Homep cepuu | SN5K20

O6BeM cepHu 40544

Jlata mpoH3BOACTBA 14.01.2026 |
[oneH 1o 01/2029 :

[IpoH3BOACTBO rOTOBOM J1eKapCTBEHHOH
dbopmel

Pexopnaru XuMHdeckas 0 hapManeBTHYeCKas HHAY CTPHA |
C.n.A., Utamusa / Recordati Industria Chimica e '
Farmaceutica S.p.A., Italy, Baa Marteo Yusutam 1, 20148

Munan, Uranus / Via Matteo Civitali, 1, 20148 Milan, Italy |

[lepBuyHas ynakoBka

Pexopaatu xuMudeckas U papMalieBTHUECKas HH/Y CTPHs
C.m.A., Hramus / Recordati Industria Chimica e
Farmaceutica S.p.A., Italy, Bua Marreo Unsutamu 1, 20148 |
Munan, Urtanus / Via Matteo Civitali, 1, 20148 Milan, Italy 5

BropuuHas ynakoBka

Pexopaatu xuMH4ecKas H hapMalleBTHYECKas HHIYCTPHs
C.m.A., Utamus / Recordati Industria Chimica e
Farmaceutica S.p.A., Italy, Bua Matteo Yusntanu 1, 20148
Munan, Mtanus / Via Matteo Civitali, 1, 20148 Milan, Italy

Beinmyckarolui KOHTPOJIb Ka4ecTsa

Pekopmatu xuMudeckas H papManeBTHUECKasA HH/Y CTPHS
C.n.A., Mtamms / Recordati Industria Chimica e
Farmaceutica S.p.A., Italy, Buna Matteo Unsuranu 1, 20148
Munan, Mranus / Via Matteo Civitali, 1, 20148 Milan, Italy

Ceptudukat npou3BoHTEIA

Cepruduxar cepun ot 06.03.2026
Ceprudukar ananusza ot 06.03.2026

[TpoToxoI HCTIbITaHUH

GTIN

05391519920206 |

OBILECTBO C OFPAHHYEHHON OTBETCTBEHHOCTBIO «PYCOHK»

HHH: 7703694556
KII1: 770301001
OFPH: 1097746056430

123610, Pocciim, MoOCKBQ,
KpacHonpecHeHCKaa Hab, a. 12,
MOAIMOM T/6/ANK

Ten. (495) 2258001

Daxc (495)2582007

MepepaH yepes [nafok 22.10.2026 13:20 GMT+03:00;
f19d20c1-0dd5-4109-9ca9-fa5eb2400af2
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l ®OPMA
i ' Crp.2u32
MOATBEPHIEHHE ‘;
COOTBETCTBMA | F-01-SOP-QA-017-02
cepuu npenapara TpeboBaHHAM,
| YCTAHOBNEHHBIM NPH €70

ks perucTpaLiku
[ Uusoiic 0001600403 ot 25.03.2026 |
" Jlekaapatyis Ha TOBapbl 10132160/150426/5148116

HacTosimuM MOATBEPXIAIo, YTO BBILICYKA3AHHBIH NEKApCTBEHHBIH Mpenapar COOTBETCTBYET TpeGoBaHHAM,
YCTAHOBIIEHHBIM [IPH €T0 rOCYIApPCTBEHHON PErHCTPALMIL. 1 MOKET ObiTh BHITYLIEH B OOpallleHHE.
: P Vg

MenemKep N0 Ka4ecTBy
Jembsuerko W.B.

OBUIECTBO C OFPAHHYEHHOM OTBETCTBEHHOCTLIO «PYCOHIK»

123610, Poccis, MOCKBQ HHH; 7703694556
KpacHoNpecHeHCKasn Hab.. a. 12, KIIr: 770301001
MO INOM 7/6/1AK OTPH: 1097746056430
Ten. (495) 2258001

ake (495)2582007

MepepaH yepes [napok 22.10.2026 13:20 GMT+03:00;
£19d20c1-0dd5-4109-9ca9-fa5eb2400af2
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NpeHTndukaTtop gokymeHTa f19d20c1-0dd5-4109-9ca9-fa5eb2400af2 - I

[JokyMeHT nognucaH n nepegax vyepes onepatopa 310 AO «[Nd «CKB KoHTyp»

OpraHusaums, COTPYAHUK [loBepeHHOCTb: per. HoMep, CepTudukat: cepuiHbIn [aTa v Bpemsi noanucaxuns
nepvog AencTeus u ctatyc HOMep, Nepvoa AencTeus
Moanucwm @ 000 "PyCOUK" B He TpebyeTtcs Ans nognucaHus 02CBE27A00DAB3EA9A42E9D29 22.10.2026 13:20 GMT+03:00
oTnpaBuTens: Apsuy, AHHa ApkajbeBHa 2E2AF641B Moanucb cooTBETCTBYET daiiny
FEHEPANIbHbIV IMPEKTOP €22.01.2026 10:17 no JOKyMeHTa

22.04.2027 10:17 GMT+03:00
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