Ceptudmkar aHanusa

MENARINI

MENARINI
von Heyden

Mpodnocun®, Kancyne! KMweyHopacTBOPUMBIE € NPOSIOHIMPOBaHHbIM

BbicBODOXaeHueM, 0,4 Mr

Ne cepun.:

[aTa nzrotoBneHuns:
Cpok rogHOCTH:

Ne ceptuchukara:
Dara anHanusa:
Homep npopaykra:

o6bem cepum (KONMYECTBO YNaKoBOK):

HeitcTBylOWee BelecTBO:

Ne cepuu geiAcTBYIOWEro BeWecTBa:

49518

06/2024

06/2027

161227, 30000243312
02.08.2024

01402513

106241

TamcynosuHa rugpoxnopug

23BL000721

MpoussoauTent AeiicTyoWwero BewectTBa: CUHTOH c.p.o., Yeluckas pecnyGnuka

MokaszaTtenu En. Creuundwmkaums PesyneTar
Onwncaxune HenpospayHble xenaTuHoebie Kancynbl HenpospayHble xenaTuHoBbIe Kancynbl
Ne 2 c kopnycom CBETNO-OPaHKEBOTO Ne 2 ¢ kopnycom CBETNo-OpaHXeBoro
LiBETA W KPbILLIEYKON CEePO-3ENeHOro LBeTa W KpbILLEYKOH CEpO-3ENeHoro
LgeTa. useTa.
Copepxumoe kancyn: nennetsl oT 6enoro  CogepxviMoe Kancyn: nennets ot
Ao no4vTtu Henoro LBeTa. noutu 6enoro LUBeTa.
MpeHTudukauwmn Bpems ynepxuvBaHusi ocCHOBHoro nuka Ha  CooTBeTCTBYET
XpomaTorpamme UCMbITYEMOro pacteopa
AO0MMKHO COOTBETCTBOBATL BPEMEHU
yAepXuBaHis OCHOBHOIO Nuka Ha
XpoMaTorpamme CTaHgapTHOro pacteopa
Tamcyno3uHa.
OaHopodHOCTE Macchl Mr CpeaHaa macca cogepxumMoro kancynel:  119.6
120 Mr £ 10 %
18/20 £ 10 %, 2/20 £ 20 % CooTBeTcTByET
MoTeps B Macce npu % He 6onee 8,0 % 3.3
BbICYLLIMBAHWUU
PacreopeHue % MckyccTBeHHbIR xenyaouHsli cok, pH 1,2:  Makc: 2
- He Bonee 10 % 4epe3 2 4 CooteeTcTByET
% docdhatHbll Bycep, pH 6,8: 28; 33; 29; 32; 24; 31
- 20-40 % vepes 30 muH
% - 45-65 % yepes 90 MuH 56; 56, 58; 57, 47, 55
% - He meHee 80 % (Q) yepes 360 MuH 101; 97; 97; 95: 92; 96
Mpumecu
[Ae33TOKCUTaMCYNO3uH % He Gonee 0,2 % <01
(Y#043)
nobas eguHUYHaA % He Bonee 0,2 % <01
HenaeHTNhULMpoBaHHan
npumech
cymma % He Gonee 0,3 % <0.1
HenaEeHTUNLMPOBAHHbIX
npvmecemn
cymMMma BCex npumeceit % He Bonee 0,5 % <01
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MENARINI

Ceptudomkar aHanusa

Mpodonocun®, Kancyne! KuweyHopacTEOpPUMLIE C MPONOHIUMPOBAHHBLIM
BbicBOGOXOeHueM, 0,4 Mr

Ne cepuu.: 49518

[ata narotoBneHms: 06/2024

CpoK rogHoCTH: 06/2027

Ne ceptudhmkara: 161227, 30000243312

Oara aHanuza: 02.08.2024

Homep npopykra: 01402513

obbemM cepum (KONMYECTBO YNAaKOBOK): 106241

HeiicTeylowee BewlecTBO: TamcynosuHa ruapoxnopug

Ne cepuu geicTBYIOLIErO BELECTBA: 23BL000721

lNMpouzsopuTenk AelcTByOWEro BelecTBa: CUHTOH C.p.o., Yellckan pecnybnuka
Mokasatenu En. Cneuundukauus Pesynetat
OaHOpoAHOCTE eauHULL [MapameTp npuemnemoctu ans 10 eanHny 4.7
[o3upoBaHns posvpoeaHus £ 15,0; napameTp

npuemnemocti ansa 30 egunuy
posvposanung =15,0 v H1 ogHa 13 eguHUL
Ao3upoBaHnsa He meHee 0,75M u He Gonee
1,25M

KonndecTtBeHHoe onpegeneHue Mr Ot 0,38 no 0,42 Mr TamcynoanHa 0.40
rmapoxnopuaa B kancyne
(95,0 — 105,0 % ot 3asBneHHoro

copepaHus)
MwukpoBuonoruyeckas yncroTa
TAMC (Obwee yncno aapobHbIx KOEB1r HeGonee 10° <10
MWKPOOPraHu3MoB)
TYMC (Obwee umicno gpoxokeBblix KOEB 11 He Gonee 102 <10
1 NnecHesbIX rpuboB.)
Escherichia coli OTtcytctBue B 11 CooTeetcTByeT
YnakoBka Mo 10 kancyn B GnucTep U3 CooteetcTBYET

MBX/N3/MBAX/dhonbru antoMUHUEBONA.
Mo 3 BNMCTepOB C NUCTKOM-BKNAALILLEM B
KapTOHHON nauke.

MapkupoBka 1. MNepBnYHasn ynakoska NekapcTBEHHOro
npenapata.Ha Bnuctepe Ha pycCKOM A3biKe
yKas3blBaloT:
TOProBoe HauMeHoBaHWe npenapara ¢ MNpocnocuH®
npeaynpeauTensHol MapKMpoBKON «®»
MeXayHapoaHoe HenaTeHToBaHHoe TamcynosuH
HaumeHoBaHWe (Ha pyccKoM w aHrnuiickom  Tamsulosin
A3bIKE)
HaumeHoBaHwe hUpMbI-NPON3BoOaUTENS CunToH Mcnanus, C.J1.
A O3NPOBKY 0,4 mr
norotun «BERLIN-CHEMIE/MENARINI» BERLIN-
(Ha naTuHuue) CHEMIE/MENARINI
HoMEp cepuu 49518
«rogeH go» 06/2027
HeBnanmbii 3HaK 3alLUThl MMeeTcs
Menarini - Von Hevden GmbI« Sitz Dresden = Amtsgericht Dresden TR 24295 -
Gusehiltstihreer: D Franeesco Nuzzolo, v Pasquale Scordino. Piero Batacchi. Dr. Stebane Papa. LHattham Farouk Nlsaved Siam
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Ceprtudimkar aHanusa

Mpodnocun®, Kancynel knweyHopacTBOpUMBIE C NPONOHIMPOBaHHbLIM
BbICBODOOXAeHueM, 0,4 Mr

Ne cepun.: 49518

[aTta nsrotoBneHus: 06/2024

Cpok rogHocTu: 06/2027

Ne ceptucpukara: 161227, 30000243312
Hara aHanuza: 02.08.2024

Homep npopyxra: 01402513

00Lem cepuM (KONMYEeCTBO yNakoBOK): 106241

DeiicTByOlLlee BeleCcTBO: TamcynosuHa rugapoxmnopug
Ne cepun pelicTeylowwero BellecTea: 23BL000721

MpoussoauTent AeiicTeytowero BewecTBa: CUHTOH C.p.o., Yelickan pecnybnuka

MokaszaTenu En. Cneundukaums PesynbTrar

2. BropuyHas ynakoska. Ha kapToHHoiA
navke Ha PyCCKOM A3blke YKa3blBakT:

TOProBoe HalMeHoBaHWe Npenapara ¢ MNpodnocnH®
npeaynpeauTensHON MapkMpoBKON «®»,

MEXAYHapoAHOe HenaTeHToBaHHoe TamcynosuH
HaumeHoBaHue (Ha pycCKoM M aHrnuiickom  Tamsulosin

AA3bIKE)

AO03NPOBKY 0.4 mr

norotun «BERLIN-CHEMIE/MENARINI» BERLIN-

(Ha naTuHULE) CHEMIE/MENARINI
HauMeHoBaHWe Aepxarens MeHapuHu UHTepHaLWHA

perucTpaunoHHoro yaoctosepeHus, ctpady, OnepeiiwHa Miokcembypr
C.A., Miokcembypr

HauMmeHoBaHne hupMeI-NponsBOAUTENS, CunTtoH Wcnanus, C.J1.,

cTpaHy WcnaHus

HaumeHoBaHue hupMel, ocyllecTensiowein  MeHapuHu — ®oH XeigeH

BhINYCKaIOWMIA KOHTPONb KayecTBa mM6X, Mepmanus

npenapara, cTpaHy

nekapcTBeHHyIo dopmy Kancyn
KWLIEYHOPACTBOPUMBIX
C NPONOHIMPOBAHHLIM
BbICBODOXOEHUEM

KOMWUYECTBO Kancyn B ynakoBke 30

YCNOBKUA XpaHeHus He xpaHuTe npu
TEMmnepaType Bhille
25 °C.

«[Nepepn npuMeHeHWeM npenaparta MNepep npyumeHeHnem

03HaKOMBTECh C UHCTPYKUWEN NO npenaparta 03HaKOMbTECh

MEAWNLIMHCKOMY MPUMEHEHWION C UHCTpyKLUWE no
MeaULMHCKOMY
NPUMEHEHWIO,

«XpaHuUTb B HEJOCTYNHOM NS AeTei XpaHuTb B HEQOCTYIHOM

mecTtel» Ans peteir mecre!

cofepxaHue aencrteyrowlero sewecteae 1 0,4 mr

Kancyne

«[lns npuema BHyTpbL» Ans npuema BHyTpb

ycnoeus oTnycka Mo peuenTy

Menavini - Von Heyden Gmibll « Sitz Dresden » Amitseerieht Dresden THE 22095 -
Giesehdltstithrer: Dy Francesco Nuzzolo, D Pasguale Scordina, Prero Batacchi, D Stetano Papae Haitham Farouk Flsaved St
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MENARINI

Ceptudmkar aHanusa

Mpodnocun®, Kancynel kuiweyHopacTBOpUMbIE C NPONIOHIMPOBaHHbIM
BbicBOoGOXaOeHUeM, 0,4 mr

Ne cepumn.: 49518
[arta narotoBneHus: 06/2024
Cpok rogHocTH: 06/2027
Ne ceptudmkara: 161227, 30000243312
Hara aHanu3sa: 02.08.2024
Homep npoaykra: 01402513
obbem cepum (KONUYECTBO YNAKOBOK): 106241
DeiicTByIOlLEE BEIWECTBO: TamcynosuHa rngpoxnopug
Ne cepumn geiicTBYIOWETO BellecTBa: 23BL000721
MNpousBoauTens AelicTBylowero BewectsBa: CUHTOH C.p.o., Yelickas pecnybnuka
Mokasarenu En. Cneumndpukaumns Pesynbtar
HOMep cepun 49518
DaTy NpoM3BOACTRE, 06/2024
«ropeH po» 06/2027
«nsa neyeHvs fobpokayecTeeHHoN [Ins neyeHws
runepnnasuu npencrarensHoi wenesbl pfoBpokadvecTBEHHOR
(nevyeHwe QM3ypuUYECKX PacCTPONCTB)» runepnnasum
npeacrartenbHow
Xenesbl (NeyYeHune
[M3ypPU4eCcKux
paccTpoicTs)
LUITPUX-KOA umeeTcs
HeBngnmebli 3HaK 3awmThl UMEETCH
Yenoeua xpaHeHusn He xpaHuTe npu Temneparype Bbiwe 25 °C.
CpoK rogHoOCTH 3 ropa

HopmaTtueHana nokymeHTauus: JIM-Ne(001222)-(Pr-RU)-160922
lMpoAayKT N3roToBreH U UCNbLITAH B COOTBETCTEMUM C TpebGoBaHuamu GNP. Cepus no Bcem

napameTpaM COOTBETCTBYeT TpeGoBaHUAM creluukaumu 1 66ina BbinylueHa
YyNONHOMOYEHHbIM fIULIOM.

// P MENARINI - Von Heyden GmbH
/( / Leipziger Str. 7-13

01097 Drasden
=Sl

Menapunu — ®oH XeligeH M'm6X
YnonHomo4eHHOe nuuo
Richter

Ope3pneH, 09.05.2025

Menarvint - Voo Hexden GmbIE = Sitz Dresden = Amitseericht Dresden TTRI3 24205 -
Giesehélsihrer: Dy Francesco Nuozzolo, Dr Pasquale Scordmo, Prero Batacchi, Dre Stelano Papa. aitham Farouk lsaved Siam

CrtpaHuya 4 nz 4



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-49518
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 (naptun): 49518
O0Bem cepun(mapTun) 85 536
JlaTa npousBojacTBa 06.2024
I'onen no 06.2027
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

rOCy/AapCTBEHHOW PETUCTpALIUU
2

Vi eHapI/IHH»H/v’f"’i’;{f’{ ‘ ”/C‘OKOHOB B.A.  25.07.2025
(moamuce) (nara)

MebgpuHn”

Gt =4 123317, r. Mocksea, lNpecHeHckan HabepexHasn, a4. 10
lMNouTtosbin agpec: Pacenn, 123317, . Mockea, NMpecHeHckas 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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