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MENARINI

Ceprudmkar aHanmsa

Mpodpnocuu®, Kancynsi Kuiwe4HopacTBOpUMbIE C NPONOHIMPOBaHHBIM

BbicBOGOXaeHueM, 0,4 mr

Ne cepum.: 49533

Jarta usrotoBneHus: 11/2024

CpoK rogHocTH: 11/2027

Ne cepTudmkara: 164851, 30000243387
[ara aHanuza: 15.01.2025

Homep npoaykra: 01402513

06beM cepuM (KONUYECTBO YNAKOBOK): 135360

HeicTByIOWEE BEILECTBO:
Ne cepuu geAcTBYHOLIErO BELECTBA:

TamcynosuHa rugpoxnopug,
24BL000228

MNpouzsogutens geicTByolero BewecTBa: CUHTOH C.p.o., Yeluckas pecny6nuka

Mokasatenn En. Cneuudwmkauus Pesynbrar
Onucanue HenpospayHble XenaTuHoBbIe Kancynel HenpoapauHtle xenarvHoBkIle kancynb!
Ne 2 ¢ kopnycom cBETNO-OpaHXeBoro Ne 2 ¢ kopnycom CBETNo-opaHKeBoro
LiBeTa U KpbILLeYKoli cepo-3eneHoro LiBETA U KPbILLEYKOW CEPO-3ENEHOT0
LpeTa. ugeTa.
Copepxumoe kancyn: nenneTsl oT 6enoro  CopepumMoe Kkancyn: nensiersl ot
Ao noyty Genoro ueeTa. no4yTu Benoro ueeTa.
NaeHTucnkauums Bpems yaepxuBaHusi ocHoBHoro nuka Ha  CooTBeTCTBYeT

XpomaTorpamme UCMbITYEMOro pacTeopa
[OMKHO COOTBETCTEOBATL BPEMEH!U
YAEPXKMBAHWA OCHOBHOTO NiKa Ha
XpoMaTorpamme CTaHaapTHOro pacTteopa

TamCcyno3uHa.
OpHOpPOAHOCTL Macchl Mr CpegHsana macca copepxumoro kancyner:  119.1
120 mr + 10 %
18/20 £ 10 %, 2/20 £ 20 % CootBeTcTBYET
Moteps B macce npu % He Bonee 8,0 % 29
BbICYLUUBaHWUN
PacTsopeHue % WckyccTBeHHbI wenyaodHelil cok, pH 1,2:  makc: 1
- He Gonee 10 % 4epe3 2 4 CooteeTcTBYET
% PocchatHbIn Bychep, pH 6,8: 36; 31; 34; 32; 31; 32
- 20-40 % yepes 30 MuH
% - 45-65 % vepes 90 muH 63; 56; 59; 56; 56; 56
% - He meHee 80 % (Q) yepes 360 MuH 102; 93; 97; 97; 93; 93
[Mpumecn
[,€33TOKCUTaMCyNO3MH % He bonee 0,2 % < 0.1
(Y#043)
ntobas eguHUYHan % He 6onee 0,2 % <0.1
HenaeHTUuUVpoBaHHas
NpUMECh
cymma % He Bonee 0,3 % <0.1
HeUAeHTUULIMPOBAHHLIX
npumecei
cymma BCex npumMecei % He Gonee 0,5 % <0.1
Vienario - Voo Teyden Gmbl e« Sity Dresden < Amtseerielt Dresden IR 20293
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Ceptudpmkar aHanusa

Mpodnocun®, Kancynbi KuweyHopacTBOPMMbIE C NPONIOHIMPOBAHHbIM
BbicBOGOXAeHMEM, 0,4 mr

Ne cepum.:

[ata usrotoBneHua:
CpOK rogHoCTH:
Ne cepTudukara:

Dara aHanu3a:

Homep npopykra:

00bem cepuu (KONUYECTEO YNAKOBOK):
DeWcTBYIOWEE BEILECTBO:

Ne cepumn geicTBYHOILErO BellecTBa:

49533

11/2024

11/2027

164851; 30000243387
15.01.2025

01402513

135360

TamcynoauHa rugpoxnopug
24BL000228

MpoussoauTenk aeicTBylolero BewecTsa: CUHTOH C.p.0., Yelickas pecnybnuvka

Mokasatenu En. Cneuucbukaums PesynebTat
OpaHopogHOCTL eauHnL MapameTp npuemnemoctu ana 10 egunuy, 4.4
[03MpOBaHUsA Aosnpoeanus < 15,0; napameTp
npuemnemoctn Ans 30 eguHuLy
poanpoeaHua 15,0 n HA ogHa U3 eguHUL
Ao3mpoBaHus He MeHee 0,75M u He Bonee
1,25M
KonudecTBeHHoe onpegeneHue Mr O7 0,38 go 0,42 mr TamcynoauHa 0.40
rMapoxnopuaa B Kancyne
(95,0 — 105,0 % oT 3aaBneHHoro
cogepxaHus)
Mukpobuonornyeckas yictoTa
TAMC (Obwee yncno aspobHbIX KOEB1r He bonee 10° <100
MWKPOOPraH1M3mMoB)
TYMC (O6Lee uncno gpoxxkesslX KOEEB1r He Gonee 102 10
1 nnecHesbIx rpubos)
Escherichia coli OTtcytctBmeB 11 CootsetcTByeT
YnakoBka Mo 10 kancyn B 6nuctep u3 CooTeercTayeT
NBX/M3/MBOX/donbru anioMmuHneBoi.
Mo 3 6nucTepoB ¢ NUCTKOM-BKNaabILLIEM B
KapTOHHON nayke.
MapkupoBKa 1. MepBr4yHan ynakoBka NeKkapcTBEHHOMO
npenaparta.Ha 6nucrepe Ha pycckom s3bike
yKasblBaloT:
TOpProBoe HAaUMEHOBaHWe npenapara ¢ MpodnocH®
npeaynpeauTenbHOW MapKUPOBKOW «®»
MeXayHapoaHoe HenaTeHToBaHHoe TamcynosuH
HavMeHoBaHue (Ha pycCKoM v aHrnuiAckom  Tamsulosin

A3bIKe)

HauMeHoBaHue (hUpMbI-NPOU3BOAMTENSA
JO3UPOBKY

norotun «BERLIN-CHEMIE/MENARINI»
(Ha natvHuLe)

HOMEp cepun

«rofieH po»

Hepnaumeli 3HaK 3awuThl

CuHToH Wcnanua, C.J1.

0,4 mr
BERLIN-

CHEMIE/MENARINI

49533
11/2027

nMeeTcs

Giesehilistiihrer

Menarini - Voo Hevden Gmbll « Sity Dresden = Amtsecricht Dhiesden TR 242095 -

D Francesco Nuzzolos Dr. Pasquale Scordinag, Prero Batacchi, D, Stefano Papa

Htham Farouk Ilsaved Sram
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Ceptudmkar aHanusa

Mpodnocuu®, Kancynbl kMweyHopacTBOPUMBIE € MPONOHIMPOBAHHBLIM

BbicBOGOXaeHuem, 0,4 mr

Ne cepun.:

NaTa narotoBneHus:
Cpok rogHocTm:

Ne cepTudpmkara:
[arta aHanuza:
Homep npoaykra:

06LeM cepum (KONUMYECTBO YyNaKoBOK):

HeiicTBylowee BelecTBO:
Ne cepum geiicTBYIOLIErO BellecTBa:

49533

11/2024

11/2027

164851, 30000243387
15.01.2025

01402513

135360

TamcynosuHa ruapoxnopug
24BL000228

Mpoussoautens geicTBylowero BewecTBa: CUHTOH C.p.o., Yewckas pecnybnuka

MokazaTtenn En. Crneundmnkayusn PesynbTar
2. BTopudHan ynakoeka. Ha KkapToHHOR
navke Ha pyccKOM S3blKe YKa3bIBaIoT:
TOproeoe HauMeHoBaHME Npenapara ¢ MpochrnocnH®
npeaynpeguTensHoi MapKMpoBKON «®»,
MexayHapogHoe HenaTeHToBaHHoe TamcynosuH
HavMeHOBaHWe (Ha pycckom w aHrnmuickom  Tamsulosin
A3bIKe)
[O31POBKY 0,4 mr
norotun «BERLIN-CHEMIE/MENARINI» BERLIN-

(Ha natuHuue)
HanMeHOoBaHWe AepxaTens
perncTpauMoHHOro YA0CTOBEPEHNUS, CTPaHY,

HanmeHoBaHne upmbl-Npon3BOANTENS,
cTpaHy

HanmeHoBaHue PUpMbI, OCYLLECTBASAIOLIEH
BbINYCKAOLLMWIA KOHTPOMb KavecTea
npenapara, CTpaHy

nekapcTBeHHyto hopmy

KONMUYECTBO Kancyn B yNakoBKe
ycnoBuA XpaHeHuns

«Mepea npUMeHeHeM Npenapara
03HAKOMbTECH C UHCTPYKLUMEN No
MEAMLIMHCKOMY NPUMEHEHWION

«XpaHuTb B HEAOCTYNHOM ANA AeTen
mMecTte!»

coAepkaHue AencTeyolwero sewecrsa B 1
Kancyne

«[Ins npuema BHYTpb»

ycnosus oTnycka

CHEMIE/MENARINI
MeHapuHn MHTepH3WwHn
OnepeiiwHa JliokcemBypr
C.A., MokcemBypr
Cunton Ucnanwa, C.0.,
Wcnanun

MeHapuHn — ®oH XelgeH
'mBX, MepmaHus

Kancyn
KMLUEYHOPACTBOPUMBIX

C NPOMOHTMPOBAHHEIM
BbICBOOOXAEHWEM

30

He xpaHuTte npu
TemMnepartype Bhblille

25 °C.

Mepep npymeHeHem
npenapaTa 03HaKoOMbTECh
C WHCTPYKLMER Nno
MeAULIMHCKOMY
MPUMEHEHMIO.

XpaHuTb B HEAOCTYMHOM
ans petel mecre!

0,4 mr

[ns npuema BHYTpb
Mo peuenty

Menarini-Von 1

Giesehaltslithrer: Dr Franceseo

fevden Gmbll« S

Nuzzolo. Dr Pasquale Scordmao

itz Dresden = Amitseericht Diresden TH3 24205 »

atacchr, Dr Stetano P

pat. Hantham Farouk Flsaved Suun
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CepTudomkaT aHanusa

Mpodnocun®, Kancynbl kuiwe4HopacTROPUMbBIE C MPOSIOHIMPOBAHHLIM

BbicBOGOXAeHMeEM, 0,4 Mr

Ne cepuu.:

[ata narotoBneHus:

CpoK rogHocTH:

Ne cepTudpmkara:

HNarta aHanusa:

Homep npopaykra:

06bLem cepum (KONUYECTBO YyNaKoBOK):
HefcTByloLee BellecTBO:

Ne cepun geACTBYOWEro BellecTBa:

49533

11/2024

11/2027

164851; 30000243387
15.01.2025

01402513

135360

TamcynoswHa ruapoxnopua
24BL000228

MpouzBogutens AedcTBYIOIEro BewecTBa: CUHTOH C.p.o., Yellckan pecnybnuka

Mokazatenu En. Crneundbukaums PesyneTar

HoMep cepun 49533

Aarty Npou3BoAcTBa, 11/2024

«rofieH go» 11/2027

«nsa neveHus pobpokayecTBeHHoOW [na nedveHus

rMnepnnasuu npeacTaTensbHon wenesbl AobpokayYecTBEHHOW

(neyeHne An3ypUYECKUX PACCTPOMCTB)» runepnnasmm
npescraTensHom
Xenesbl (NevyeHne
AN3ypUHecKnX
PaccTpOCTB)

LITPUX-KOZ4 ¥MmeeTcs

HeBnaumbli 3HaK 3aLmTbl nMmeeTcs

Yenosus XpaHeHusA

Cpok rogHoCcTH

He xpaHuTte npu Temnepartype Bbiwe 25 °C.

3ropa

HopmaTtuBHaa pokymeHTauus: JilN-Ne(001222)-(Pr-RU)-160922

MpoAayKT N3roToBreH U UCMNbITaH B COOTBETCTBUM ¢ TpeGosaHusimu GMP. Cepus no Bcem
napameTpamMm COOTBETCTBYeT TpeGoBaHWAM cneundukaumm n 6bina BeinyleHa

YNONMHOMO4Y€HHbLIM NULOM.

MeHapuxu — ®oH )éﬁp.eu rmeX
YnonHoMo4eHHoe fULo

Dr. Asal Qadan

Opesnen, 10.03.2025

MENARINI - Von Heyden GmbH

Leipziger S

Menarini - Von Heyden Gubll

Creschaltstithrer: Dr. Franeesco Nugzolo, D Pasguale S

= Sty Diresden

cardimo. Piero Batacehi

Amtseericht Dresden THRUS 24295 «
Dec Stefane Papa. Haitham Faronk Flsaved Siam

CrpaHvmua 4 ns 4



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne T1C-49533
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): 49533
O0Bem cepun(mapTun) 135 360
Jlara npousBoacTea 11.2024
I'onen no 11.2027
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 IIpenapaTa COOTBETCTBYET TPEOOBAHUSAM, YCTAHOBJICHHBIM IPU €Tro

A Pysamosa T.B.  16.04.2025
(fI0IITHCh ) (mata)

000 “BepnuH-Xemu/A. MeHapuHK"
HOpuauyecknia agpec: Poccus, 123317, . Mockea, MNpecHeHckas HabepexHas, 4. 10
lMouTtosbin agpec: Poccua, 123317, . Mockea, lNMpecHeHckas 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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