[JTocomun komnanuu «Pexopdamuy)
dapmauesTHIeCKHi 3aB01 B Munane
Koutpons kayectsa No

[[Tepesod ¢ anenutickozo A3bIKA HA PYCCKUIL A3BIK|

CepTH(HKAT cepuu

[Ipoaykr

Koa npoaykra

Homep cepun
Crpana-nmoprep
PerucrpannoHHOE y10CTOBEpEHHE
JlozupoBka

JlekapcTeHHas gopma

Pazmep ¥ THIT YITAKOBKH

Jlara mpoussoiacTBa

Jlata uCTeycHHS CPOKA NOAHOCTH
KonngecTBo ynakoBOK
HopMaTHBHBIH IOKYMEHT

VYPOPEK 8 mr, 90 xancyn
41740600

SN5L34

POCCUNMCKAS OEJEPALINA
JITT-Ne(002956)-(PI'-RU)
Cunono3un 8 mr

Kancyns

10 kancyn B | Giucrepe, 9 GmucTepos B 1 kopodke

07/02/2026

02/2029

13664
HH-N9(002956)—(P]'-RU)-O70823

mnmenoaaﬂnc ADC Mpomnseoaurens AOC Cepus ADC
’Emo:lmml «@ymxu Kemukan Ungactpus», Anonus KMD250659 |
[Tnouwaaxa Homep Cepruukar
yI0CTOBEPEHHS GMP
Tpousseaeno: | «PekopaaTi XMMHYECKas H (apMalcBTHIECKas HHY CTPHS aM-115/2023 | GMP/EAEU/
CrA» Bua Matreo Unsnramy, 1, 20148 Munan, Hramis RU/01294-2024
VnakoBaHo: «PekopsiaTh xuMuyeckas H hapMaleBTHIECKas HHIYCTpHA aM-115/2023 | GMP/EAEU/
CrA» Bma Marreo Ungnranu, 1, 20148 Munan, Wranus RU/01294-2024
TTpoepeno: «Pekop/iaTH XuMHUUecKas i hapMaleBTHYecKas HHTYCTPHA aM-115/2023 | GMP/EAEU/
CnA» Bua Marreo Yusurany, 1, 20148 Munan, Htanus RU/01294-2024
BrinyieHo: «Pekopnari xumuucckas 1 GapMaleBTHICCKAs HHYCTPHA aM-115/2023 | GMP/EAEU/
CnA» Bua Matreo Yusurany, 1, 20148 Munan, Hranus RU/01294-2024

Pe3ynbTarThl aHATH3A TIPE/ICTABICHE] B TPHIArACMOM Ceprudukare anajnnsa

Hacmosiyum noomeeprcoaio, ¥mo npeocmasienas esiuie uHGopMayus AGIREMCA NOOTUHHOL U MOYHOLL.

Jlannas cepus uzdeauii npou3ee0end, ynakoeana u npoeepena cayucOoll KOHMPOIA KAuecmed Ha 6b
u Hadaexcaweti npoussodcmeenHoll npakmuky (GMP) u

NPEOnPUAMUSX 6 NOIHOM COOMBEMCMBUY ¢ MPEOOGAHUAM
epacoennomy & Poccutickou

cnetm(f)w{at;umm ﬁ*pee:rcmpaquoma(b\f )’OOC‘IPJOSE])GHHU, a MAKHce coenacHo yme

Dedepayuu HOPMAMUSHOMY OOKYMEHNY, YKA3AHHOMY bllle.
JoKkyMenmayus no npou3so0cmsy, ynakosxe u aHaIumu4eckoMy KORmpoalo cepuil Rposepena u npusHana
coomeememeyiowei npaswiam Haonescawei npou3600CMEEHHOU NPAKIMUKL.

lokymenm nodnucan 6 cucmeme SAP snekmponnou MUKEJIA AYYHHH
NOORUCHIO YROTHOMOYEHHO20 AUYA.

Hoenmugurayuonnwiii Homep noassosamens Sap:

Hoenmudurayuonnsiii nomep cepmudpuxama cepuu 8 SAP:

100358
Jama — epessa:
apems

10000017492

HUEYROMANYNIbIX

13.04.2026 - 19:51:07 Llenmpansnoesponeiickoe

MepepaH yepes n
5dbcd@50-b0bc-4043-97b1-d6f58c9ae270
CtpaHuua 1ums 7

0K 22.10.2026 13:20 GMT+03:00;




[[Tepesoo ¢ anenutickozo A3bika Ha PYCCKUIE A3b1K]

[JIozomun komnanuu «Pexopoamu»]
Cepmugpuxkam anaiusza

dapmanesTHICCKHI 3aBo1 B Munane
Konrpons kauectsa Ne 2602274

Koa: 41740600 Cepus: SN5L34 ODP uu cepus NOCTABIIHKA! 250012266
[Ipoaykr: YPOPEK 8 mr, 90 kancy. MeToaMKa aHanu3a: 145 URR,
IeHcTBylOLLAad
pe.
AHanus: 10/04/2026  Tomen 1o: 28/02/2029  Jlata npoW3BOACTBA: 07/02/2026
IMokazaTeab Crnenudurauus Exununa u3m. | Pesyabtat
BHewnnii Bua Trep/blc KEIaTHHOBBIC KancyJibl OE0ro LBeTd, pasMep 0. CoOTBETCTBYECT
CojtepKMMOE Kareysi — NOPoIIoK 0T 6en0ro 10 ¢BeTo-
JKENTOro 11BETA.
OaHOPOHOCT J103HPOBAHKS AV<150% CooTBeTCTBYET
TMoamuunocts cunojosuna (BKX) | Bpems yaepxuBaHns OCHOBHOIO [HKa (nepsoro) Ha TlonoKNTENBLHO
XPOMATOIPAaMME HCHBITYEMOI'O PACTBOPA LOIKHO
COOTBETCTBOBAThL BPCMEHH Y/IEPKHBAHHA OCHOBHOIO NHKA
(nepBroro) Ha XPOMATOrPAMME CTaHAPTHOIO PacTBOPa
CHII0/103HHA.
Pactsopenue (= 80 % (Q)3a 15 >85 % 100
MunyT) S1
KonuuecTBeHHOE ONpeae/IeHHe > 7,60 <840 Mmr/karcyna 7,92
CHJI0/I03HHA
KonuuecTBeHHOE Olpe/le/ieHne >95,0 <105,0 % 99,0
CHJIO/I03HHA
Ipumecs KMD-3241 <15 % 0,1
[pumecs KMD-3289 <0,3 % 0,0
Eannununas <0,2 % 0,0
HeuieHTHHHIMPOBAHHASA IIPUMECh
Cymma npumeceii <25 Yo 0,1
KoHTpob YNakoBKH YPOPEK 8 mr, 90 kancya CoOTBETCTBYET
[Tposepka cepuanu3allnu KauecTBO neyarH J0JIKHO COOTBETCTBOBATh CoOTBETCTBYET
O6utee unco a3podubix <1000 KOE/r <10
mukpoopranusmos (TAMC)
O61iee YHCIO IPOHIKEBBIX/ <100 KOE/r <10
mecuesbix rpubos (TYMC)
Kuweunaa nanouka (Escherichia OrcyreTByeTB I T OtcyTeTBYCT
coli)
[IpumMeyanus:
Cepus Menenkep Mo KOHTPOJI0 KavecTsa
YTBEPXKIEHA (M1 YTIOTHOMOUYEHHBIH 3aMECTHTENE)

Hanuenv @paitonu
(Hoenmugurayuonnolit Homep NOIb306amMenn LIMS: FRAIOLI)
Jlata u Bpems: 10/04/2026 11:15 LlenmparvHoesponetickoe
Jemree 8pema
SToT NOKYMEHT OBl TIOAMHCAH U CO3/aH B JICKTPOHHOM BHJC € TOMOLIBIO BaTHAHPOBAHHOM MEKTPOHHOH
CHCTEMBI, TOJHOCTBIO COOTBETCTBYIONICH J1eHCTBYIOLNM TPeDOBaHHAM Ha/UICKALICH IIPOH3BOACTBCHHOM
npaktukn (GMP)

dnows 215 -00;
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& RECORDAITI

Milano Pharmaceutical Plant

Quality Control n® :

Batch certificate

Product name: UROREC 8mg 90 capsules
Product code: 41740600

Batch number:

SN5L34

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, 9 blisters in 1 box
Date of manufacture: 07/02/2026

Expiry date: 02/2029

Number of packages released: 13664
Normative Document: JIM-N2(002956)-(Pr-RU)-070823

Api Name API| Manufacturer Supplier Batch
Silodosin Fuji Chemical Industries, Japan KMD250659
Site Authorisation number GMP certificate

Manufactured by:

Recordati Industria Chimica e Farmaceutica SpA GMP/EAEU/
Via Matteo Civitali 1 20148 Milano Italy aM-115/2023

RU/01294-2024

Packaged by:

GMP/EAEU/

Recordati Industria Chimica e Farmaceutica SpA

Viia Matteo Civitali 1 20148 Milano ltaly aM-115/2023

RU/01294-2024

Controlled by:

GMP/EAEU/

Recordati Industria Chimica e Farmaceutica SpA

Via Matteo Civitali 1 20148 Milano ltaly aM-115/2023

RU/01294-2024

Released by:

GMP/EAEU/

Recordati Industria Chimica e Farmaceutica SpA

Via Matteo Civitali 1 20148 Milano Italy aM-115/2023

RU/01294-2024

Results of analysis are reported in the attached Certificate of Analysis

[ 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 abave reporied.

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
MICHELA DUCHINI
Sap User ID: 100358

Date-Time: 13.04.2026 - 19:51:07 CET
Batch Certificate, 348 M 1000901 1498 20 currsozco @

5dbcd850-b0bc-4043-97b1-d6f58c9ae270
CtpaHuua 3us 7



B RECORDATI

ilano Pharmaceutical Plant

Certificate of Analysis

1ality Control n® 2602274

de: 41740600 Batch: SN5L34 ODP or Supplier batch: 250012266
wduct: UROREC Smg 90 capsules Method of analysis: 145 URR current ed.
alysis: 10/04/2026 Expiry date: 28/02/2029 MFG date: 07/02/2026
it Specification Unit Result
ipearance White hard gelatin capsules, size 0. Capsule content is powder, white to Complies
slightly yellow.
iformity of dosage units AV=15.0% Complies
odosin identification (HPLC) The retention time of the principal peak (the first one) in the chromatogram Positive
obtained with test solution should correspond to the retention time of the
principal peak (the first one) in the chromatogram obtained with silodosin
standard solution.
ssolution (= 80% (Q) in 15 min) S1 >85 Y% 100
odosin assay > 7,60 < 8,40 mg/cps 7,92
odosin assay >95,0 <1050 % 99,0
purity KMD-3241 <5 % 0,1
purity KMD-3289 <0,3 % 0,0
1gle unidentified impurity <02 % 0,0
tal impuritics <25 % 0,1
ntrol of packaging UROREC 8 mg 90 capsules Complies
nalization check Quality of printing should comply Complies
tal Aerobic Microbial Count (TAMC) < 1000 UFC/g <10
‘tal comb. Yeasts/Moulds Count (TYMC) <100 UFC/g <10
cherichia coli Absentinl g Absent

nes:

APPROVED

The batch is

Quality Control Manager
(or authorized substitute)

Daniele Fraioli

(LIMS User id: FRAIOLI)

MepepaH yepes [nafok 22.10.2026 13:20 GMT+03:00;
5dbcd850-b0bc-4043-97b1-d6f58c9ae270

Date and Time: 10/04/2026 11:15 CEST
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MOATBEPXKIEHHE

COOTBETCTBHA F-01-SOP-QA-017-02

cepuy npenapata TpeGOBAHHAM. 7
YCTAHOB/EHHbIM NPH €ro TASEI/E
PErucTpaLH K 79 05 2L |

Ne 169-2026 ot 19.05.2026

Toprosoe HaMMEHOBAHHE Ypopek
MexayHapoasoe HenateHToBaHHoe | CHIIONO3MH
HauMeHoBaHWe  (rpyniupoBOYHOE /M
XUMHYECKOE)

JlexapcTBeHHas popma KaIlCyJIbl
Jlo3upoBka 8 mr

Gopma BeITyCKa

Karcysl, 8 mr (nmctep) 10 x 9 (nauka KapTOHHas)

PerncTpauyoHHOE yI0CTOBEPEHHE

JITT-Ne(002956)-(PI-RU) ot 07.08.2023

HaumenoBaHue U afpec AepiKaTens
PETHCTPALHOHHOTO yIOCTOBEPCHHUS

Pexopnaru Mpnasaus JIta. / Recordati Ireland Ltd., Paxuu3
Wcrt, Punrrackumu, Ko. Kopk, Mpnanaus / Raheens East,
Ringaskiddy, Co. Cork, Ireland

HopmaruBHas JOKyMEHTAUUA

JITT-Ne(002956)-(PI'-RU)-070823

WucTpykuus no MEIHUHHCKOMY
MpHMEHEHHIO (JIACTOK-BKJIA/IbILI)

JIT1-Ne(002956)-(PI-RU)-070823

Maker ~ NepBHYHOH M BTOPHYHOH
(mOTpeOUTENBCKOM) YIIAKOBKH

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

Homep cepuu SNSL34

OGbeM cepuu 13664 i
JlaTa mpou3BOACTBA 07.02.2026

[ozmeH 1o 02/2029

TIpou3BOACTBO FOTOBOH JEKAPCTBCHHOH
thopmbl

PexopaaTy xuMuyeckas H (papMaleBTHYECKas HHIY CTPHA
C.n.A., Utanus / Recordati Industria Chimica e

Farmaceutica S.p.A., Italy, Bua Marreo Yuputanu 1, 20148
Munan, Wramms / Via Matteo Civitali, 1, 20148 Milan, Italy

[TepBu4Has ynakoBka

PexopiaTi XHUMHUecKas U (papmMaueBTHYECKas HH Iy CTPHA
C.i.A., Utamus / Recordati Industria Chimica e

Farmaceutica S.p.A., [taly, Bua Marreo HuBuranu 1,20148
Munas, Utanus / Via Matteo Civitali, 1, 20148 Milan, Italy |

Bropu4Has ynakoBka

PexopaaTi XuMHueckas U papMaleBTHIECKas HHY CTPHS
C.m.A., Uramus / Recordati Industria Chimica e
Farmaceunca S.p.A., Italy, Bua Marteo Yusurany 1, 20148
Munan, Mranus / Via Matteo Civitali, 1, 20148 Mllan Italy |

BBINyCKaOIMHKA KOHTPOJIb Ka4eCTBa

Pexopnati XuMuyeckas U papManesTH4eCcKas HRIy CTpHi
C.i.A., Utamus / Recordati Industria Chimica e
Farmaceutica S.p.A., Italy, Bua Marreo Yusnranu 1, 20148
Muan, Utamus / Via Matteo Civitali, 1, 20148 Milan, [taly

Cepruduxar NpoU3BOJHTENA

Cepru¢uxar cepunt 0T 13.04.2026
Ceprudukar anamsa ot 10.04.2026

ITpOTOKOJ HCIIBITAHUH

GTIN

05391519920220

OBUWECTBO C OTPAHHYEHHOK OTBETCTBEHHOCTBIO «PYCOHK»

WHH: 7703694556
KT1rt: 770301001
OPH: 1097746056430

123610, Pocchia, MOCKBA.
KpacronpecHeHckas Hab., a. 12,
NOAINOM 7:6/lAXK

Ten. (495} 2258001

Waxe |495)2582007

MepepaH yepes [napok 22.10.2026 13:20 GMT+03:00;
5dbcd850-b0bc-4043-97b1-d6f58c9ae270
CTpaHuuya 5ms 7
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©®OPMA
CTp 2 u3 2 .
’ MO TBEPKIOEHHE !
’ COOTBETCTBUA F-01-SOP-QA-017-02

5 cepuu npenapara TpeGOBAHHAM,
\ | YCTaHOBACHHbLIM NPH €ro

perucrpaun
MnBoiic [ 10001600476 ot 16.04.2026
Jexnapalu1s Ha TOBaphbI 10418010/130526/5071696

MeHemKep 00 Ka4eCTBY
Hembsiyenko U.B.

OBWECTBO C OrPAHHYEHHOWH OTBETCTBEHHOCTBIO «PYCOHK»

123410, Poccrm, Mockaa, HHH; 7703694556
KpacronpecHeHckas Hab., a. 12, Knmn: 770301001
MO YNOM 7/61AXK OrPH: 1097746056430

Ten. (495) 2258001
dake [495)2582007

MepepaH yepes [napok 22.10.2026 13:20 GMT+03:00;
5dbcd850-b0bc-4043-97b1-d6f58c9ae270
CTpaHuua 6 ns 7



MaeHtndukatop gokyMmerTa 5dbcd850-b0bc-4043-97b1-d6f58c9ae270 - |

[okyMeHT nognucaH un nepeaaH Yyepes onepatopa 310 AO «[NP «CKB KoHTyp»

OpraHu3auus, COTpyAHUK JloBepeHHOCTb: per. HoMep, CepTudukar: cepuiHbiin [ata v BpemMsi nognucaHus
nepuvoj AeicTensa u ctatyc HOMep, Nepuoa AencTBus
Moanucu @ 000 "PYCOUK" B He Tpebyetcsi anst nognucaxus 02CBE27A00DAB3EA9A42E9D29 22.10.2026 13:20 GMT+03:00
oTnpasuTens: Apeuy AHHa ApkagbeBHa 2E2AF641B Mopanuck cooTBeTCTBYET (ainy
FEHEPAJIbHbIV INPEKTOP €22.01.2026 10:17 no [lOKyMeHTa

22.04.2027 10:17 GMT+03:00
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