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Mpodbnocun®, Kancynbi KuiweYHopacTBOpMMbIE C NMPONIOHIMPOBAHHBIM

BbicBOGOXaAeHUeM, 0,4 mr

Ne cepun.:

JaTa nsrotoBneHusn:
Cpok rogHocTu:

Ne ceptucpukara:
Hara aHanusa:
Homep npopykra:

00beM cepuu (KONMYECTBO YNaKOBOK):

[encTByloLEee BelwecTBO:

Ne cepumn peiicTByolLero BewecTea;

59502

01/2025

01/2028

165877, 30000244898
04.03.2025

01402513

133920

TamcynoswHa rmgpoxnopug

24BL000229

MNpousBoautens AencTBylowWwero BewecTea: CUHTOH c.p.o., Yeluckas pecnyGnuka

Mokasatenn Eg. Cneundmkauus Pesynerar
OnucaHue HenpospayHkle XenaTuHoBbIE Kancynb HenpospayHble xenaTuHoBbIE Kancynb
Ne 2 ¢ KOpnycom CBETNC-OPAHKEBOIO Ne 2 ¢ Kopnycom CBETN0-0paHXeBoro
LIBETa 1 KPBILUEYKON CEPO-3ENEHOrO LBETa W KPbILLUEYKO#A CEPO-3ENEHOT0
ugeTa. useta.
Copepxumoe kancyn: nennetbl oT 6enoro  CoaepXvMmoe Kancyn: nenneTs oT
po no4ytu Benoro LBeTa. noutu 6enoro LBera.
WaeHTugukauus Bpems ynepxuBaHus oCHOBHOro nka Ha  CooTeeTcTByeT
XpoMaTorpamme WCNbITYEMOro pacteopa
OOMKHO COOTBETCTBOBATL BPEMEHU
YOEpPXXUBAHUA OCHOBHOIO NUKa Ha
XpomaTorpaMme CTaHAapTHOTO pacTeopa
TamcynosuHa.
OfAHOPOAHOCTL Macchl Mmr CpepHsia Mmacca CoaepXMMOro Kancynbi: 119.5
120 mr £ 10 %
18/20 + 10 %, 2/20 £ 20 % CooTeeTcTeyeT
Moteps B Macce npu % He Gonee 8,0 % 27
BbICYLLUNBAHWUN
PacTeopeHue % WckyccTBeHHBIR XenynodHbIli cok, pH 1,2 makc: 1
- He Bonee 10 % 4epe3 2 4 CootBeTcTBYET
% PaocarHbi 6ycep, pH 6,8: 32; 32; 30; 33; 32; 30; 32, 34; 32; 32; 33, 33
- 20-40 % uepes 30 MuH
% - 45-65 % yepes 90 muH 65; 67, 63, 68; 64, 61, 60; 61, 57; 58, 59; 60
% - He meHee 80 % (Q) yepea 360 MuH 95; 99; 93; 98; 96; 92; 100; 100; 96; 98; 98; 99
Mpumecn
AEe33TOKCUTaMCYNO3WH % He 6onee 0,2 % <01
(Y#043)
nobas eguHUYHan Y He bonee 0,2 % <0.1
HenaeHTudLUMpoBaHHas
npumech
cymma % He 6onee 0,3 % <0.1
HENAEHTUNLIMPOBaHHLIX
npumMecei
CyMMa BCEX NpUMEcei % He 6onee 0,5 % <01
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MENARINI

Ceptudhmkar aHanusa

Mpodhnocuu®, Kancynbl kuiweyHopacTBOpUMbIE C NPONOHIMPOBAHHLIM
BbicBOOOXOEHUEM, 0,4 Mr

Ne cepumn.: 59502

Jata u3rotoBneHus: 01/2025

CpoK rogHoOCTH: 01/2028

Ne ceptudmkara: 165877, 30000244898

Harta aHanu3sa: 04.03.2025

Homep npogaykra: 01402513

o6bemM cepum (KONUMYECTBO YNAKOBOK): 133920

HencTBylolee BeleCcTBO:! TamcynoswHa rugpoxnopug

Ne cepuu geiicTByIOLErO BELleCcTBA: 24BL000229

Mpounssogurens geicTBylolero BewecTBa: CUHTOH C.p.o., Yelickan pecnybnuka
Mokazatenu En. Cneuundmkauus PesynkTat
OpHOpOAHOCTL eAMHNL MapameTp npuemnemoctu ana 10 eguHny, 2.4
A031UpoBaHKusA posnpoeaHua < 15,0; napameTp

npuemnemocty gna 30 eguHuy
noavposadua £15,0 u HM oaHa U3 eguHUL
no3vposaHus He meHee 0,75M 1 He Gonee
1.25M

Konun4yecTeeHHOe onpeaeneHne Mr O7 0,38 no 0,42 Mr TamcynosuHa 0.39
rMApOXNopuaa B Kancyre
(95,0 — 105,0 % ot 3asBneHHoro

cofepxaHns)
Mukpobuonoruyeckas yucTora
TAMC (O6wee ynucno aspobHbIX KOEB1r He Gonee 103 <100
MWKPOOPraH1u3mMoB)
TYMC (OBuwee yncnio gpoxokeebix KOEB1r He Gonee 102 <10
W nnecHeBbIX rpuboB)
Escherichia coli OtcytctBue B 11 CooteeTcTBYET
YnakoBka Mo 10 kancyn B Gnuctep u3 CooTBeTtcTBYET

MNBX/MA/MBOX/donbrv antoMUHUEBON.
Mo 3 6nUcTepoB ¢ NUCTKOM-BKNAALILLIEM B
KapTOHHOM nayke.

MapkupoBka 1. MNepBuyHan ynakoska nekapcTBEHHOrO
npenaparta.Ha 6nucrepe Ha pycckom si3bike
yKasblsawT:
TOProBOE HauMeHoBaHue npenapara ¢ MpochnocH®
npeaynpeanTensHoi MapkupoBKOA «®»
MEXOYHapoaHOe HenaTeHToOBaHHoe TamcynoauH
HauMeHoBaHue (Ha pycckom u avrnuiickom  Tamsulosin
a3blKe)
HaumeHoBaHVe UpMbI-NPOU3BOAUTENS CunToH Ucnanus, C.J1.
[03MpOBKY 0.4 mr
norotun «BERLIN-CHEMIE/MENARINI» BERLIN-
(Ha naTuHuue) CHEMIE/MENARINI
HOMep cepuun 59502
«rofeH no» 01/2028
HeBuaumbIi 3HaK 3aLUNTLI umeeTcs
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Ceprtudukar aHanuaa

Mpodonocun®, Kancyne! kuiweyHopacTEOpUMMBIE C MPONOHIMPOBAHHBIM
BbicBoGOXAeHueM, 0,4 Mmr

Ne cepun.: 59502

[ara narotoBneHus: 01/2025

Cpok rogHocTH: 01/2028

Ne cepTtudmkara: 165877; 300002448398
[ata aHanu3za: 04.03.2025

Homep npopykra: 01402513

0b6beM cepum (KONUYECTEO YNaKOBOK): 133920

HeicTByloWwee BellecTBO: TamcynosnHa rugpoxnopug
Ne cepuu peicTBylOLIErO BELLECTEA: 24BL000229

MNpouseoautens aeiicTBytolero Bewectea: CUHTOH C.p.o., Yeluckan pecnybnvka

Mokasatenu

En. Cneuundmkaums Pesynbrar

2. BropuyHas ynakoska. Ha kapToHHOM
nayke Ha PYCCKOM A3bIKE YKa3biBaloT:

TOpProBoe HavMeHoBaHWe npenapara ¢ MponocuH®
npeaynpeanTensHON MapkUpoBKoR «®»,

MeXayHapofHoe HenaTeHToBaHHoe TamcynosuH
HaumeHoBaHue (Ha pycckom 1 anrnuiickom  Tamsulosin

s13blke)

DO31pPOBKY 0,4 mr

norotun «BERLIN-CHEMIE/MENARINI» BERLIN-

(Ha natvHuue) CHEMIE/MENARINI
HaumeHoBaHue aepxartens MeHaputn MIHTEpH3LWHN

pervcTpaunoHHoro yaoctosepeHus, ctpady, OnepeiwHs Jiokcembypr
C.A., Iiokcembypr

HaumeHoBaHue UPMbI-NPON3BOAUTENS, CuntoH Wenanus, C.J1.,

cTpaHy Wcnanus

HaumeHoBaHue cdupmel, ocywecTenaower  MeHapuin — ®oH XeraeH

BbINYCKaLWMI KOHTPOIb Ka4ecTBa vBX, Mepmanua

npenapara, cTpaHy

nekapcTeeHHyo hopmy Kkancyn
KULLIEYHOPACTROPUMBIX

C NPONOHIMPOBAHHLIM
BbICBODOXOEHMEM

KONMYeCTBO Kancyn B ynakoeke 30

YCNOBUS XpaHeHUs! He xpanute npu
TemnepaType Bbllle
25 °C.

«lNepep npumeHeHneM Npenapara MNepep npuMeHeHueM

03HaKOMbTEChb C MHCTPYKLMER Nno npenapara 03HaKOMbTECh

MELWVLMHCKOMY NPUMEHEHUION C UHCTPYKUMER Mo
MeAULMHCKOMY
NPUMEHEHMIO.

«XpaHuTb B HELOCTYNHOM NS AETel XpaHuTb B HEAOCTYMHOM

mecte!» ana geten mecrel

cogepxaHue geicTeytollero sewecteaes 1 0.4 mr

Kancyne

«[na npreMa BHYTPb» [ns npuema BHYTPb

YCNoBUWA OTNycka Mo peuenty
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Ceptudmkar aHanusa

Mpodinocun®, Kancynbl KuieyHopacTBOpUMbIE C MPONOHIMPOBaHHBLIM
BbicBOGOXOeHMEM, 0,4 Mr

Ne cepuu.: 59502
[aTta nsrotoBneHus: 01/2025
CpoK rogHocTH: 01/2028
Ne cepTudukara: 165877; 30000244898
Hara aHanusa: 04.03.2025
Homep npogykra: 01402513
o6bLeM cepum (KONMUYECTBO YNAKOBOK): 133920
DeicTByIOLEE BEIWECTBO: TamcynosuHa rugpoxnopug
Ne cepum gecTBYIOILETO BelLeCcTEa: 24BL000229
MpouseoguTtens peicTaylollero BewecTBa: CUHTOH C.p.0., Yeluckas pecnybnuka
Mokasatenu En. Cneuundmkanus PesyneTat
HOMep cepun 59502
[aTy npousBoACTea, 01/2025
«rogeH go» 01/2028
«na nevyeHus pobpokayecTBeHHON [Ins neveHus
runepnnasum npeacraTesibHon *enesbl A06pokayecTBEHHON
(neyeHue anaypu4eckux paccTpoicTB)» runepnnasuu
npeacTaTensHon
xenesbl (nevyeHne
[M3YPUHECKNX
paccTpoicTB)
LUTPUX-KOZ, mMeeTcs
HesBuaumblid 3HaK 3aLUMTh uMmeeTcs
Yenoeusi xpaHeHus He xpaHuTe npu Temneparype Bollue 25 °C.
Cpok rogHocTn 3roaga

HopmaTtusHas pokymenTtauus: JIN-Ne(001222)-(Pr-RU)-160922

MpoayKT U3roToBrEH U UCNLITaH B COOTBETCTBUM ¢ TpeGoBaHuamu GMP. Cepusa no Bcem
napaMmeTrpam coOOTBeTCTBYeT TpeboBaHMAM cneumdukauum v 6bina BoinyueHa
YNONHOMOYEHHBLIM NIMLIOM.

-"‘ R T 1
Menapunu — ®on Xeingen MTMoX MEI
YnonHomoueHHoe nuuo

Dr. Asal Qadan

DOpe3gen, 28.04.2025

Menarini - Voo Hevden GubIl « Sz Dresden « Amitseericht Dresden TIRI3 24293 «
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M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne T1C-59502
ToproBoe HaMMEHOBaHUE [Tpodocua®
MexayHapoaHOe HEIATEHTOBAHHOE HAUMEHOBAHUE Tamcynozun
(TpynmupOBOYHOE MIIH XUMHUYECKOE)
JlexapctBenHas popma KarCyJbl KHIIIEYHOPACTBOPUMBIE C
IPOJIOHTUPOBAHHBIM BBHICBOOOXKIEHUEM
Jo3upoBka 0.4 mr
®dopma BbIITyCKa 10 mwr. , Gnuctepsr (3 WT.) , MaYKu
KapTOHHBIE
Howmep cepuu (maptun): 59502
O0Bem cepun(mapTun) 133910
JlaTta mpousBocTBa 01.2025
I'onen no 01.2028
HanvenoBanne w agpec mpousBoAuTeNns (C IMpousBoaurtenn I'J1D
yKa3aHUEM CTaJuil IPOU3BOJICTBA) Cunron Ucnanus, C.JI., Ucnanus
(C/Castello Nel, Sant Boi de
Llobregat,08830 Barcelona, Spain)
YnakoBummk/acoBmmk
(B IEpBUYHYIO U BTOPUYHYIO YIIAKOBKY)
Menapunu-®on XeineH
I'm6X,I"epmanusi(Leipziger Strasse 7-13,
01097 Dresden, Germany)
Boinyckaounuii KOHTPOJIb Ka4ecTBa -
Menapunu-®on XeineH
I'm6X,I"epmanusi(Leipziger Strasse 7-13,
01097 Dresden, Germany)
Howmep u nara peructpalilnoHHOTO y10CTOBEPEHUS JII-Ne(001222)-(PT-RU) ot
16.09.2022
Homep u nata HopMaTUBHOM JOKYMEHTAIIMU JITT-Ne(001222)-(PT-RU)-160922
HanmenoBanue u azpec nepxarens | Menapunu MaTepHsmnn Onepeinens
PETUCTPAIIIOHHOTO YIOCTOBEPEHHUS JlroxcemOypr C.A., JltokcemOypr
(1 Avenue de la Gare, L-1611,
Luxembourg)

Hacrossiumii JOKyMeHT NOATBEPKIAET:

-JIIaHHBIN JIEKapCTBEHHBIN Mpemnapar cooTBeTcTByeT 61-P3 «OO6 obpalieHuH JeKapCTBEHHBIX

CPEICTB...»;
-cepHsl JIGKAPCTBEHHOT'O IIperapaTa COOTBETCTBYET TPEOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOHN perucTpanuu

£——=="Coxonos BJI.  05.12.2025
(monmuck) (mata)

XY AézdnHn"
IOpM,qw-iec:l-mH i °123317 r. Mockea, MNpecHeHckan HabepexHasn, a4. 10
MNMouToBLIVM agpec: A, 123317, r. Mockea, lNpecHeHckan HabepexHas, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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