MENARINI

MENARINI
von Heyden

Ceptudmkar aHanusa

Mpodnocun®, Kancynbl kKMieYHOPacTBOPUMbIE C NPOSIOHIMPOBAHHbBIM

BbICBOOOXaAeHuem, 0,4 mr

Ne cepumn.:

[Jarta uzrotoBneHus:
Cpok rogHocTy:

Ne ceptucpukara:
Data aHanu3a:
Homep npogykra:

06BLemM cepuu (KONUYECTBO YNAKOBOK):

[eWicTBylollee BelecTBO:

Ne cepuu peiicTBYIOILEro BewlecTea:

59505

01/2025

01/2028

166582; 30000244820
19.03.2025

01402513

74115

TamcynosnHa ruapoxnopua,

24BL000229

MNpouseoauTens aeicTeyolwero BewecTBa: CUHTOH C.p.0., Yellckas pecnybnuvka

Mokazartenu En. Creuudukauns Pezynbrar
Onwucanve HenpospauHbie enaTuHoBbIe Kancynbl HenpospayHble xenaTuHoBLIe Kancynsl
Ne 2 c kopnycom CBeTno-opaHXeBoro Ne 2 ¢ Kopnycom CBETNO-0paHXeBoro
LiBETa U KPbILLEYKOW CEpO-3EMNeHOro LiBeTa 1 KpbILUEYKON Cepo-3eneHoro
ugeTa. ugeTa.
Copepxwumoe kancyn: nennete! ot 6enoro  CogepXvMMoe Kancyrn: nennethsl oT
Ao noytn 6enoro useTa. no4Tu 6enoro uUBeTa.
NoeHtndmkauyms Bpewms yaepxvBaHWsi OCHOBHOTO Niuka Ha ~ COOTBETCTBYET
XpomaTorpaMmme UCnbLITYeMoro pacteopa
[AOMKHO COOTBETCTBOBATL BPEMEHU
yAEpXuUBaHUA OCHOBHOTO NWKa Ha
XpoMaTorpamMmme CTaHAapTHOrC pacTeopa
TaMCynoauHa.
OpHopogHOCTE Macchl Mr CpeaHsia Macca conepavMmoro kancynebi: 121.6
120 mr £ 10 %
18/20 + 10 %, 2/20 £ 20 % CooteetcTBYET
MoTeps B Mmacce npu % He 6onee 8,0 % 26
BbICYLUMBAHUU
PacteopeHue % MckyccTBeHHBIN KenyaoYHblin cok, pH 1,2;  makc: 2
- He Bonee 10 % yepea 2 y CootBeTcTBYET
% docdarthbii 6ydep, pH 6,8: 29; 32; 31; 32; 29; 32
- 20-40 % qepea 30 MuH
% - 45-65 % uepes 90 MuH 54, 58, 57; 56; 58; 58
% - He meHee 80 % (Q) yepes 360 muH 94; 98, 97; 99; 99, 98
Mpumecn
[,e33TOKCUTaMCyno3unH % He Bonee 0,2 % <0.1
(Y#043)
ntoban eguHUYHan % He Bonee 0,2 % < 0.1
HeuaeHTUULMpoBaHHas
npumMech
cymma % He Bonee 0,3 % <0.1
HenaeHTMhULMPOBaHHbIX
npumeceii
CyMMa BCex npumecei % He Gonee 0,5 % <0.1
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MENARINI
von Heyden

CepTtucpukar aHanumsa

Mpodnocuu®, Kancynbl KNWeYHOpPacTBOPUMLIE C MPONIOHIMPOBaHHBLIM
BbicBOGOXAeHUEM, 0,4 Mr

Ne cepun.: 59505

[OaTta usrotoBneHusn: 01/2025

Cpok rogHocTu: 01/2028

Ne ceprucpukara: 166582; 30000244820

Data aHanu3a: 19.03.2025

Homep npogykra: 01402513

o6bem cepuu (KONUYECTBO YNAKOBOK): 74115

[eicTBylOWEE BELLECTBO: TamcynosuHa rugpoxnopug

Ne cepum pelicTBylowero BellecTEa: 24BL000229

lNMpoussopuTent AeicTeyoLero BeecTBa: CUHTOH ¢.p.o., Yellckan pecnybnuka
Mokazatenu En. Cneundmkayuna Peaynbrar
OpHopoaHOCTE eauHuUL MapameTp npuemnemoctu gns 10 eguuny 3.6
A031POBaHMA AosuposaHua = 15,0; napameTp

npuemnemocty ans 30 eauHuny
aosvpoBanus <15,0 u HM 0aHa U3 eanHUL,
Ao3suposaHus He meHee 0,75M 1 He Bonee
1,25M

KonuyecTeeHHoe onpeaeneHve Mr Ot 0,38 no 0,42 mr TamcynoauHa 0.40
rugpoxnopuaa B kancyne
(95,0 — 105,0 % oT 3aaBneHHoro

coaepxaHva)
Mukpobuonoruyeckas yucrora
TAMC (O6wee yncro aspoGHbIX KOEe1r HeGonee 10° <100
MUKPOOPraHn3mMoB)
TYMC (O6wwee uncno apoxokesblx KOEB 11 He Bonee 102 <10
1 nrnecHeBbIX rpubos)
Escherichia coli OTtcytctBueB 11 CooteeTcTBYET
YnakoBka Mo 10 kancyn B Gnuctep 13 CooteeTcTBYET

MBX/M3/MBAX/chonerv antoMUHEBOIA.
Mo 3 6nucTepoe ¢ NUCTKOM-BKNaabILLEM B
KapTOHHON nadke.

MapkupoBka 1. MNepBuyHas ynakoBka NeKkapcTBeHHOrO
npenaparta.Ha bnvuctepe Ha pyccKoM A3blke
yKa3blBaloT:
TOproBoe HauMeHoBaHWe nNpenapara ¢ MpodrocuH®
npeaynpeauTenbHON MapKUPOBKON «®»
MEeXAYyHapoaHoe HenaTeHToOBaHHoe TamcynoawnH
HavMeHOBaHWe (Ha pycCKoM W aHrnuickom  Tamsulosin
A3bLIKE)
HanmeHoBaHue dUPMbI-NPOU3BOANTENS CunToH Menanua, C.J1.
A03UPOBKY 0,4 mr
norotun «BERLIN-CHEMIE/MENARINI» BERLIN-
(Ha natuHuLe) CHEMIE/MENARINI
HOMEp cepun 59505
«roaeH no» 01/2028
HeBuavMelii 3HaK 3aLLUThI MMeeTcs
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MENARINI
von Heyden

MENARINI

Ceptudbmkar ananusa

Mpodnocuu®, Kancynel kniweyHopactTeopuMble ¢ NPOSIOHIMPOBAHHBLIM
BbicBOGOXAeHUEM, 0,4 Mr

Ne cepumn.: 59505

Hata usrotoBnexus: 01/2025

Cpok rogHOCTH: 01/2028

Ne ceptucpukara: 166582; 30000244820
DaTta aHanu3sa: 19.03.2025

Homep npopgykra: 01402513

o6beM cepuu (KONMUYECTBO YNAKOBOK): 74115

HeicTBylollee BelleCcTBO: TamcynosuHa ruapoxnopug
Ne cepuu pelicTByloWEro BewecTea; 24BL000229

Mpouzsoautens aeicTayoulero BewecTea: CUHTOH C.p.o., Yellckas pecnybnuka

Mokazarenu En. Cneuudukauyus PesynbTar

2. BropuyHas ynakoeka. Ha kapToHHoi
nayke Ha pycckoMm A3blKe YKa3bIBaIT:

TOpProBoe HauMmeHoBaHWE NpenapaTta ¢ MpodnocuH®
npeaynpeauTenbHoi MapkMpoOBKOR «®»,

MexayHapoaHOe HenaTeHTOBaHHoe TamcynoauH
HaumeHoBaHue (Ha PycCKOM W aHrnuiickom  Tamsulosin

A3bIKe)

A03UpPOoBKY 0,4 mr

norotun «BERLIN-CHEMIE/MENARINI» BERLIN-

(Ha naTuHuLE) CHEMIE/MENARINI
HauMeHoBaHue gepxaTens Menapuin MHTepHawHn

perMcTpauuoHHoro yaoctosepenus, ctpady, OnepedwHs Jiokcembypr
C.A., NiokcemBypr

HalumeHoBaHWe MPMbI-NPOU3BOANTENS, CunToH WUcnaunwma, C.J1.,

cTpany Wcnanua

HauMeHoBaHue gupmbl, ocywecTenaowed  MeHapuHn — QoH XelaeH

BbINYCKAIOLLMIA KOHTPONb KayecTsa "vBX, FrepmaHus

npenapara, cTpaHy

nexkapcTBeHHy thopmy Kancyn
KULLIEYHOPACTBOPUMBIX
C NPOMNOHIMPOBaHHLIM
BbICBOBOXAEHUEM

KONWYECTBO Kancyn B ynakoeke 30

YCNOBUS XpaHeHns He xpanuTe npu
TemMnepaType Bbllue
25 °C.

«[Nepen npumeHeHwem npenaparta MNepen npumereHnem

03HaKOMbTECh C MHCTPYKUWEN No rpenaparta 03HakoMbTeCh

MEAULIMHCKOMY NPUMEHEHUIO» C WHCTPYKUWE# no
MeANLMHCKOMY
NMPUMEHEHUIO.

«XpaHuTbL B HEAOCTYMHOM ANs AeTei XpaHuTb B HEAOCTYNHOM

mecrte!» ons getei mecre!

coaepxaHve gencTeylowero Bewlecteas 1 0,4 mr

Kancyne

«[ina npyema BHYTPb» [nsa npuema BHYTpb

ycrnoBusi OTrycka Mo peuenty
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MENARINI
von Heyden

MENARINI

Ceptudmkar aHanusa

Mpodnocun®, Kancynei kKuieyHopacTEOPUMBbIE C NPONOHIMPOBAHHBLIM
BbicBOOOXAeHUeM, 0,4 mr

Ne cepuu.: 59505
[OaTta u3roToBneHusn: 01/2025
CpoK rogHOCTH: 01/2028
Ne ceptucpmkara: 166582; 30000244820
Harta aHanuza: 19.03.2025
Homep npopykTa: 01402513
006beM cepun (KONMYecTBO YNaKkoBOK): 74115
[e#icTBylollee BelWecTBO: TamcynosuHa rugpoxnopua
Ne cepum pelicTBylowwero BewecTea: 24BL000229
Mpouzsoautens geiicTeytowero Bewecrtsa: CuHTOH c.p.o., Yewckas pecnybnuka
MNMokasaTtenu En. Cneuundhukaums PesynikTtar
HOMEp cepumn 59505
Aaty NpousBoACTBa, 01/2025
«rofeH Jo» 01/2028
«ans neyeHus pobpokavecTBeHHoW [na neyeHus
runepnnasun npeacTaTenbHo wenesbl Ao6pokayecTeeHHON
(neyeHve Au3ypudECKUX pacCTPOMCTE)» runepnnasum
npeacTaTensHoil
Keneab! (nevyeHne
AVI3ypUYeCcKnxX
paccTponcTB)
LITPUX-KOA, UMeeTcs
HeBugumblii 3HaK 3aLuTel nveeTcs
YcnoBuA xpaHeHUsi He xpanuTte npu Temnepatype Bbille 25 °C.
Cpok rogHocTH 3 roga

HopmaTtuBHasn pokymeHTauus: JMN-Ne(001222)-(Pr-RU)-160922

MpoaykT M3roToBsIEH U UCNLITAH B COOTBETCTBUM ¢ TpeGoBaHusaMu GMP. Cepus no Bcem
napameTpam COOTBeTCTBYeT TpeboBaHUAM cneuudukauum u Gbina BoinyweHa
YMOMHOMOYEHHbIM JTMLIOM.
T
/

— I}

Romy B;efger

MeHnapuHu — ®oH XeigeH MoX HOpe3pnen, 09.05.2025

YnonHoMo4yeHHOe NULOo
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M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-59505
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): 59505
O0Bem cepun(mapTun) 74 115
JlaTta mpousBocTBa 01.2025
I'onen no 01.2028
HanvenoBanne w agpec mpousBoAuTeNns (C IMpousBoaurenn I'J1D
yKa3aHUEM CTaJuil IPOU3BOJICTBA) Cunron Ucnanus, C.JI1., Ucnanus

(C/Castello Nel, Pol. Las Salinas, Sant
Boi de Llobregat,08830 Barcelona, Spain
YnakoBmuk/acoBmmk
(B mepBUYHYIO /BTOPUYHYIOYIAKOBKY )
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 perucTpaimoOHHOTO YAOCTOBEPEHUS JITT-Ne(001222)-(PI'-RU) ot 16.09.2022

Howmep u 1ata HOpMaTUBHOW TOKYMEHTAIIUN JITT-Ne(001222)-(PT'-RU)-160922
HaumenoBanue 31 azpec nepxkarens | Menapunu Uutepaamnn OnepeiiieHc
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JlrokcemOypr C.A., JIrokcemOypr
(1 Avenue de la Gare, L-1611,
Luxemburg)

HacTosimumii JTOKyMEHT NMOATBEPKIAA€ET:

-JTaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTcTBYyeT 61-D3 «OO6 oOpalieHuu JeKapCTBEHHBIX
CPEJICTB...»;

-cepusi JIEKApCTBEHHOTO IMperapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOM pEerucTpanun

.v/>

000 «Bf MeNgpunmy ©——=— Coxonos BJI.  08.04.2026

(moamuck) (mata )

Jlosepen \ o BenIas \.MenaprHm»
\ or 091012024

"THehy,. .

HKOpnouyeckui anpeb: ccvm. 123317, r. Mocksea, lNpecHeHckan HabepexHasn, a4. 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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