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Ceptudimkat aHanuza

Mpodpnocuu®, Kancynbl KNWIeYHOPACTBOPUMbIE C MPONOHIMPOBaHHbLIM
BbicBObOOXKOEeHUeM, 0,4 Mr

Ne cepun.: 59528

[ara nsrotoBneHus: 09/2025

Cpok rogHocTH: 09/2028

Ne ceptudumkara: 80000019561; 30000254092

Hara aHanusa: 16.04.2026

Homep npogykra: 01402512

06beM cepuH (KONMYECTBO YNaKOBOK): 25002

OeicTBylOLEE BELWECTBO! TamcynosuHa rugpoxnopus

Ne cepuu neiicTBYHOLLEro BeLleCTBA: 24BL000232; 25BL000606

Mpouszeogutens geicTeylowero sewecTBa: CUHTOH c.p.o., Yeluckan pecnybnuka

Mokasarenu En. Cneuncukauun PesyneTtat

OnucaHue Henpoapaqule XKenaTuHOBbIE Kancynbl Henpoapaqule KenaThHOBbIS Kancynbl
Ne 2 ¢ kopnycom CBETNO-OpaHXeBoro Ne 2 ¢ KOpnycOM CBETNo-opaHKeBoro
LBETA U KPLILLEYKON CEpPO-3ENEHOro LIBETA U KPbILLIEYKOW Cepo-3€neHoro
LgeTa. ugeta.
Cogepxumoe kancyn: nennetsl oT Genoro  Coaepxumoe Kancyn: nennetsl
Ao noytn Benoro useTa. no4yty benoro uBeTa.

WpeHTudnkaums Bpewms yaepkusaHus ocHoBHoro nuka Ha  CooTeeTcTayeT

XPOMATOrpamMme UCTbITYEMOrO pacTeopa
[OMKHO COOTBETCTBOBATH BPEMEHH
yOEpUBaHWUA OCHOBHOTO NiKa Ha
XpomarorpamMmme CTaHAapTHOrO pacTeopa

TaMCynoanHa.
OpHopoAHOCTE Macchl mr CpegHsas macca cogepXXMMoro Kancynbi: 121.7
120 mMr =10 %
18/20 = 10 %, 2/20 £ 20 % CootBeTcTBYET
MoTepsa B Macce nNpu % He 6onee 8,0 % 3.1
BbICYLLMBaHNUY
PacteopeHune % MckyccTBEHHbIR XenyaodHslin cok, pH 1,2:  make: 1
- He Bonee 10 % 4yepe3 2 v CooTBeTcTBYET
% docdaTtHbiil Bydep, pH 6,8: 27, 29; 30; 29; 30; 29
- 20-40 % yepe3s 30 muH
% - 45-65 % vepes 90 muH 52; 53; 54; 52; 54, 52
% - He meHee 80 % (Q) yepes 360 mMuH 90; 93; 93; 92; 94; 90
Mpumecn
[€33TOKCUTaMCynoanH % He Gonee 0,2 % <01
(Y#043)
nobas eanHu4Has % He Bonee 0,2 % <01
HenaeHTUdULMpoBaHHasn
npumech
cymma % He Gonee 0,3 % <0.1
HenaeHTUULIMPOBaHHbLIX
npumecein
cymma Bcex npumMmecei % He Gonee 0,5 % <0.1
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Ceptudukar aHanusa

Mpodnocuu®, Kancynbl kMweYHOPacTBOPUMbIE C MPOSIOHIMPOBAHHBLIM
BbicBOGOXAeHuem, 0,4 mr

Ne cepum.: 59528

[aTta u3rotoBneHus: 09/2025

Cpok rogHocTH: 09/2028

Ne cepTudpmkara: 80000019561, 30000254092

Oata aHanusa: 16.04.2026

Homep npopykra: 01402512

obbeM cepun (KONMMYECTBO YNaKOBOK): 25002

OeicTBylollee BelecTBO! TamcynosuHa rugpoxnopua

Ne cepuu gelicTBYHOLEro BEWECTBA: 24BL000232; 25BL000606
MpoussoauTenb gedcTBYOWero BewecTBa: CHUHTOH C.p.o., Yewckana pecnybrivka
Moka3artenu Ea. Cneuudukauums PesynbTar
QOAHOPOAHOCTL eAuHUL MapameTp npuemnemocTu aAna 10 eanHuy, 6.2
Jo3upoBaHns AoanpoeaHua < 15,0; napameTtp

npuemnemocty ansa 30 eguHny
AoanposBaHna 15,0 v HW ogHa 13 eanHUL
[031poBaHuA He meHee 0,75M 1 He Bonee
1,25M

Konu4yecteseHHOe ornpegeneHune Mr 070,38 no 0,42 mr TamcynosuHa 0.41
rmopoxnopuaa e kancyne
(95,0 — 105,0 % oT 3asBNEeHHOro

cofepxaHus)
MukpoBuonoruyeckas yuctoTa
TAMC (O6wee 1ncno aspobHbix KOEB1r He 6onee 10° <100
MUWKPOOPraH1M3moB)
TYMC (O6wee uncno apoxokesblx KOE B 11  He Gonee 102 <10
1 nNnecHeBbIx rpubos)
Escherichia coli OTtcytctBueB 11 CooTBetcTByeT
YnakoBka Mo 10 kancyn B Gnuctep us CootsetcTByeT

NBX/M3/MBOX/honsrn antoMUHWEBOR.
Mo 10 GnucTepoB ¢ NMCTKOM-BKNaabILeM B
KapTOHHOI Navke.

MapkupoBKa 1. MepBuyHas ynakoBka NekapcTseHHOro
npenapata.Ha 6nucrepe Ha pycckoM A3blke
yKa3bIBaloT:
TOpProBOE HaMMEHOBaHWE NpenapaTa ¢ MNpodnocuH®
npeaynpesuTensHoi MapKUpoBKOR «®»
MEeXayHapogHOe HenaTeHToBaHHoe TamcynosuH
HavMeHoBaHme (Ha pycckoM K aHrnuitickom  Tamsulosin
A3bIKe)
HammeHoBaHWe hupMbI-NPOU3BCANTENS CuHToH Ucnanus, C.J1.
O03VPOBKY 0,4 mr
norotun «BERLIN-CHEMIE/MENARINI» BERLIN-
(Ha naTuHuue) CHEMIE/MENARINI
HOMEp Cepun 59528
«roaeH ao» 09/2028
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CepTudmkar aHanmsa

Mpochnocun®, Kancynel kMe4YHoOpacTBOPUMbIE C NPONOHIMPOBaHHbIM

BbICBOOOXaeHuem, 0,4 Mmr

Ne cepum.:

Lata usrotoBneHus:
CpoK rogHoOCTH:

Ne ceptudpukara:
Hara aHanu3sa:
Homep npogykra:

o6BLem cepum (KONMMYECTBO YNaKOBOK):
[encTByIOLLEE BELLECTBO:
Ne cepumn peicTBylOWEro BewecTsa:

59528
09/2025
09/2028

80000019561; 30000254092

16.04.2026
01402512
25002

TamcynosuHa rugpoxnopug
24BL000232; 25BL000606

MpousBoauTens AeicTByloWwero BewecTBa: CUHTOH C.p.o., Yellickas pecnybnuka

Mokasatenu Cneuudpurkaumns PesynbTar
2. BropudHas ynakoeka. Ha kapToHHOM
Ma4Ke Ha PyCCKOM A3bIKE YKa3bIBAIOT:
TOpProBOE HauMeHoBaHwe npenapara c MpochnocuH®
npepynpeauTenbHON MapKUpoBKON «®»,
MEXAyHapoAHOE HenaTeHToBaHHoe TamcynoauH

HauMeHoBaHue (Ha pycCKOM W aHrnuiickom  Tamsulosin

A3blKe)
[03UPOBKY

0,4 mr

norotun «BERLIN-CHEMIE/MENARINI» BERLIN-

(Ha naTuHuue)
HauMEeHoBaHWe fepxaTens

PErMcTPaLNOHHORO YAOCTOBEPEHNS, CTPaHy,

HauMeHoBaHWe (UPMbI-NPONIBOAUTENS,

CTpaHy

HauMeHoBaHWe UPMbl, OCYLLECTBNSAOLLENR
BbINYCKAIOLLMIA KOHTPOSb Ka4ecTBa

npenapara, cTpaHy
NeKapcTBeHHyto hopmy

Konn4yecTBO Kancyn B ynakoBke

YCNOBUS XpaHeHus

"MNepen npuMeHeHem 03HaKoOMbTECH C

NUCTKOM-BKNagbiem"

«XpaHuTb B HEAOCTYNHOM ANSA AeTen

mecrte!»

coAep¥aHve AeiCTBYIOWEero sellecrTsa B 1

kancyne
«[ins npuema BHYTPb»
YyCrnoBusi oTnycka

CHEMIE/MENARINI
Menapwhin MIHTepHawWwHN
OnepeiwHa Jiokcembypr
C.A., Mokcembypr
CuHTOH Wcnanus, C.J1.,
McnaHus

MeHapwHu — ®oH XengeH
véX, Nepmanuna

Kancyn
KMLLEYHOPACTBOPUMBIX

C NPONOHrMPOBAHHBIM
BbICBOBOXAEHUEM

100

He xpanuTe npu
TeMnepaTtype Bblle

25 °C.

Mepen npuMmeHeHwem
03HaKoOMbTECb C NMUCTKOM-
BKNagbiwem

XpaHuTb B HE4OCTYNHOM
ansa peten mecre!

0,4 mr

Ans npuema BHYTPB
Mo peuenty
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CeptudbmkaT aHanusa

Mpodnocuu®, Kancynsl KMweyHopacTBOPUMbIE C MPONIOHIMPOBAHHbLIM
BbicBOBOXAeHUeM, 0,4 mMr

Ne cepum.: 59528
DNarta nzrotoBneHuma: 09/2025
Cpok rogHoOCTK: 09/2028
Ne cepTudpukara: 80000019561; 30000254092
[arta aHanuza: 16.04.2026
Howmep npogykra: 01402512
o6bem cepumn (KONUYECTBO YNAKOBOK): 25002
[encrTeylolee BEWECTBO: TamcynosuHa rugpoxnopua
Ne cepum geicTBYIOLIEro BeLecTBa: 24BL000232; 25BL000606
MpouzBoauTens gelcTeyOWero BewecTBa: CUHTOH ¢.p.o., Yellckas pecnybnuka
Mokaszatenu En. Cneuundcukaumna PesynbTar
HOMEp cepuu 59528
AaTy Npou3BOACTEa, 09/2025
«rogeH no» 09/2028
«dna nevyeHus nobpokavecTeeHHon [ns neveHus
rinepnnasum npeacraTtensHol Kenesbl A0BpokavecTBEHHON
(nevyeHwe AU3YpUYECKWUX PAcCTPONCTE)» runepnnasun
npeacraTenbHon
wenesbl (NeyeHue
[V3YPUYECKMX
paccTponcTe)
LITPUX-KO4 nmMmeeTcsa
YcnoBusa xpaHeHus He xpaHuTte npu TemnepaType Boiwe 25 °C.
Cpok rogHOCTH 3 ropa

HopmaTtuBHasa gokymentauus: JIM-Ne(001222)-(PIr-RU)- 281024

MpoAyKT U3roTOBMNEH W UCNbITaH B COOTBETCTBUMU ¢ TpebosaHuaMmu GMP. Cepusa no Bcem
napameTpaM cOOTBeTCTBYeT TpeboBaHuAM cneundmnkauumn U 6oina BoinyleHa
YNONHOMO4Y€EHHbLIM JTMLIOM.

PP

Va
Menapuuu — @oH Xeigen M'moX Opeznen, 06.07.2026
YnonHoMouyeHHOe NULO

Dr. Asal Qadan
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M 00O bepnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne T1C-59528
ToproBoe HaMMEHOBaHUE [Tpodaocua®
MexayHapoaHOe HENIATEHTOBAHHOE HAUMEHOBAHKE Tamcyno3un
(TpynmupOBOYHOE HIJIH XMMHUYECKOE)
JlexapctBenHas popma KarcyJibl KUIIIEYHOPACTBOPUMBIE C
MIPOJIOHTUPOBAHHBIM BBICBOOOKICHUEM
Jo3upoBka 0.4 mr
®dopma BbIITyCKa 10 mwr. , 6mucrepst (10 mT.) , mavku
KapTOHHBIE
Howmep cepuu (naptun): 59528
O0bem cepun(mapTun) 25002
JlaTa npousBojacTBa 09.2025
I'onen no 09.2028
HanvenoBanme w agpec mpousBoauTens (cC IpousBoaurenn I'JID
yKa3aHUEM CTaJuil POU3BOICTBA) Cunron Ucnanus, C.JIL., Ucnianus

(C/Castello Nel, Sant Boi de
Llobregat,08830 Barcelona, Spain)
YnakoBmmk/¢pacoBmmk
(B MEpBUYHYIO U BTOPHYHYIO YIIAKOBKY)
Menapunu-®on XeiaeH
I'm6X,I'epmanusi(Leipziger Strasse 7-13,
01097 Dresden, Germany)
Beinyckawomuii KOHTPOJIb Ka4ecTBa -
Menapunu-®on XeiaeH
I'm6X,I'epmanusi(Leipziger Strasse 7-13,
01097 Dresden, Germany)

Howmep u nara perucTpaimiOHHOTO YAOCTOBEPEHUS JIT1-Ne(001222)-(PI'-RU) ot 16.09.2022

Homep u 1ata HOpMaTUBHOW TOKYMEHTAIIUU JITT-Ne(001222)-(PT'-RU)- 281024
HaumenoBanue U azpec JepKarens Menapunu Untepusmian OnepenieHs
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JlrokcemOypr C.A., JIrokcemOypr
(1 Avenue de la Gare, L-1611,
Luxembourg)

Hacrosimumii 10KyMeHT NOATBEP:KAAeT:

-JTaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTcTBYeT 61-D3 «OO6 oOpalieHuu JIeKapCTBEHHBIX

CPEICTB...»;
-cepHsl JIEKApCTBEHHOI'0 IpenapaTa COOTBETCTBYET TPEeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOM pEerucTpanuu

.v/>

£ = CoxomoBB.JI.  24.09.2026
(TIoIIMCh) (mara)

000 "Eepnm-l-)(emu
KOpuguyeckmia agpec: ISEL
Mo4ToBLIM agpec: F’occvm, 12 7 r. Mocxsa HPECHBHCKEH HabepexHasn, O. 10
TenedoH: +7 (495) 785-01-00, daxc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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