Ceptudmkar aHanusa

MENARINI
|von Heyden

Mpodnocun®, Kancynk! kKuweyHopacTBOPUMbIE C NPONOHIMPOBAHHBIM

BLicBOGOXOeHMeM, 0,4 Mr

Ne cepun.: 49523
[ata narotoBneHus: 07/2024
Cpok rogHocTH: 07/2027
Ne ceptudmkara: 162059; 30000242097
Darta aHanusa: 28.08.2024
Homep npopaykra: 01402513
06LemM cepum (KONMUYECTBO YNAKOBOK): 56577
HeicTBylOLlEE BElLECTRO: Tamcyno3suHa rngpoxnopug
N2 cepum gefcTBYOLIETO BellecTRa: 23BL000721
MNpouseoautens geincraytowero BewecTea: CUHTOH C.p.o., Yewickan pecnybnuka
MNokasartenm En. Creuundukauns PesynwTar
OnucaHue HenpoapayHsle enaTMHOBLIE Kancyrbl HenpospayHsble enaTMHoBbIe Kancynbi
Ne 2 ¢ kopnycom CBeTNo-0paHXeBoro Ne 2 ¢ Kopnycom CBETNO-0paHXeBOro
LiBETa W KpbILLEYKOW CEepo-3eNeHoro LiBETa U KPbILLEYKOI Cepo-3eneHoro
uBeTa. LBeTa.
Cogepxumoe kancyn: nennetbl oT 6enoro  CofepxuMMoe Kancyn: nennets! ot
Ao noyty 6enoro UeeTa. noutn Genoro uBeTa.
Wpentudbukaums Bpems yaepxuBaHust ocHoBHoro nuka Ha  CooTBetcTeyeT
XpoMaTorpamme UCneITYEMOro pacTeopa
[OMKHO COOTBETCTBOBATL BPEMEHU
YAEPKMBAHWS OCHOBHOTO Nika Ha
XpoMatorpamme CTaHgapTHOro pacTtesopa
TamcynosvHa.
OpHopoAHOCTE Macchl Mr CpepnHaa Macca coaepxumoro kancynesl:  121.6
120 Mr £ 10 %
18/20 £ 10 %, 2/20 + 20 % CooTeeTcTBYET
MoTepsa B Macce npu % He 6onee 8,0 % 24
BbICYLLIMBAHUN
PacteopeHue % MckyccTBeHHbIR XenyaouHbii cok, pH 1,2:  Makc: 1
- He Bonee 10 % vepes 2 4 CooTaeTcTByeT
% Gocdarhblii 6ycep, pH 6,8: 26; 30; 30; 30; 30; 33
- 20-40 % yepe3a 30 MuH
% - 45-65 % qepea 90 muH 57, 53; 54; 50; 48; 56
% - He meHee 80 % (Q) yepes 360 MuH 95; 94, 90; 89, 89; 93
Mpumecn
[e33TOKCMTamMCyno3nH % He Gonee 0,2 % <01
(Y#043)
niobasa eguHUYHAaA % He Gonee 0,2 % <01
HengeHTuhnyMpoBaHHasn
npumech
cymMMa % He Gonee 0,3 % <01
HeuaAeHTUhULMPOBaHHBIX
npumecei
cymma Bcex npumecei % He 6onee 0,5 % <01
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Ceptudukar aHanusa

Mpodnocuu®, Kancynbl knweyHopacTBOpUMLIE G NPOFIOHIMPOBAHHBLIM
BbiCBODOXOeHUeM, 0,4 Mr

Ne cepumu.: 49523

[arta usrotoBneHus: 07/2024

Cpok rogHoOCTH: 07/2027

Ne ceptucdpukara: 162059; 30000242097

Dara aHanusa: 28.08.2024

Homep npopykra: 01402513

06kem cepumn (KONMYECTBO YNAKOBOK): 56577

HeiicTByIOLEE BElLECTBO: TamcynosuHa rugpoxnopua

Ne cepum peiicTBYHOLWWEro BellecTRa: 23BL000721

lMpousBogutent aercTeylollero BewectTBa: CUHTOH C.p.o., Yeluckan pecnybnuka
MNMokazatenu En. Cneuundpmkauun Peaynbrar
OpHopoaHOCTE eanHUL MapameTp npuemnemoctn anst 10 eanHuy - 4.5
[03MpOoBaHUA AosuposaHus = 15,0; napameTp

npuemnemoctu ans 30 eanHny
nosupoBanua 15,0 1 HM ogHa K13 eguHUL
[o3npoeaHua He meHee 0,75M 1 He Bonee
1,25M

KonuyecTeeHHoe onpeaeneHne Mr Ot 0,38 no 0,42 mr TamcynosunHa 0.40
rmapoxnopuaa e kancyne
(95,0 — 105,0 % ot 3asBNEHHOro

cofepxaHus)
MukpoGuonoruyeckas uicTora
TAMC (O6wee uncno aspobHbix KOEe1r HeGonee 10° <10
MUKpOOpraHwamos)
TYMC (O6wee yucno apoxoxkeBbix KOE B 1T  He 6onee 102 <10
1 nnecHeBbIX rpuboB)
Escherichia coli Otcytcteue B 11 CooteetcTByeT
¥YnakoBka Mo 10 kancyn B 6nuctep u3 CooTsertcrayeT

MBX/N3/MBOX/donbrv antoM1MHUEBOA.
Mo 3 BnucTepoB ¢ NUCTKOM-BKNaALILLEM B
KapTOHHON nauke.

MapkupoBska 1. MNepBu4Has ynakoBka NekapCcTBEHHOro
npenapata.Ha 6nuctepe Ha pycckom A3bike
yKa3blBaloT:
TOproeBoe HalMeHOoBaHue npenapara ¢ MpodnocnH®
npenynpeauTensHoON MapkMpoBKON «®»
MEXOyHapoaHOE HenaTeHTOBaHHOE TamcynosuH
HanmMeHOBaHWe (Ha pycckoMm u adurnuiickom  Tamsulosin
A3bIKe)
HaMMeHOoBaHWe (UPMbI-NPOU3BOAUTENS CuHTOH WcnaHus, C.J1.
[,03MpPOBKY 0,4 mr
norotun «BERLIN-CHEMIE/MENARINI» BERLIN-
(Ha naTnHuue) CHEMIE/MENARINI
HOMEp cepumn 49523
«rogeH go» 07/2027
HeBuaumbliA 3HaK 3aLLMTHI nmeeTcs
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MENARINI

CepTtudpmkar aHanusa

Mpodinocuu®, Kancynei knweyHopacTBOpUMbIE C NPONOHIMPOBaHHBLIM
BbicBOGOXKOAEHUEM, 0,4 Mr

Ne cepum.: 49523

[aTa n3rotoBneHus: 07/2024

CpoK rogHoCTH: 07/2027

Ne ceptucpukara: 162059; 30000242097
Harta aHanu3sa: 28.08.2024

Homep npopgyxra: 01402513

o6beM cepun (KONMYeCTEO YNaKoBOK): 56577

DencTeyilouee BewecTBO: TamcynosuHa rugpoxnopua
Ne cepun gelicTBylowWwero BelecTea: 23BL000721

MNpouszsoautens AedcTeylouero BewecTBa: CUHTOH C.p.o., Yeluckan pecnybnuka

Mokazatenu Ea. Cneuundmkaums PesyneTar

2. Bropw4yHas ynakoeka. Ha kapToHHOR
nayke Ha pyccKoM A3bIKE YKa3bIBaloT:

TOProBOe HauMeHOBaHWe npenapara ¢ MpodnocuH®
npepynpeauTensHon MapkUpoBKON «®»,

MexayHapodHOe HenaTeHToBaHHoe TamcynoauH
HauMeHoBaHUWe (Ha pycckom M aHrnuiickom  Tamsulosin

A3bIKe)

0031pOBKY 0,4 mr

norotun «BERLIN-CHEMIE/MENARINI» BERLIN-

(Ha naTuHnue) CHEMIE/MENARINI
HauMeHoBaHWe aepxarens Menapunn MHTepHaLWwHN

PerucTpaLyoHHOro yAoCTOBEPeHUs, cTpaHy, OnepeitwHs JliokcemBypr
C.A., Miokcembypr

HaumeHoBaHue (UpMbI-Npon3BoaMTENS, CunTon Wcnaxus, C.J1.,

CTpaHy Wcnanua

HaumeHosaHue chupmsl, ocywecTensoweid  MeHapuim — QoH XeliaeH

BbINYCKAOLWNIA KOHTPOTMb KaYecTea 'm6X, l'epmanus

npenapara, cTpaHy

nekapcTBeHHyto chopmy Kancyn
KWLLEYHOPACTBOPUMEIX
C NPONCHFMPOBAHHBLIM
BbICBOGONAEHNEM

KONMYeCTBO Kancyn B ynakoeke 30

YCroBWs XpaHeHus He xpanute npu
TEMMepaType Bbille
25°C.

«epep NnpuMeHeHneM npenapaTa Mepen npuMeHeHnemM

03HaKOMbLTECH C MHCTPYKLUEl no npenapaTa 03HakOMbTECh

MEAULIMHCKOMY NPUMEHEHUIO» C MIHCTpYKUWer no
MEAULMHCKOMY
NPUMEHEHMNIO.

«XpaHUTb B HELOCTYNHOM ANs AeTel XpaHuTb B HEAOCTYMNHOM

mectel» ans petei mecre!

coaepxaHue gencteytowlero sewecteas 1 0,4 mr

Kancyne

«[ns npuema BHYTpb» [nsa npuema BHYTPL

ycrosus oTnycka Mo peuenty
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Ceptudhukar aHanusa

Mpodnocuu®, Kancynel KuileyHOpacTBEOPMMbIE C NMPONIOHIMPOBaHHLIM
BbicBOGOXAOeHUeM, 0,4 mr

Ne cepuu.: 49523
DaTta narotoBneHus: 07/2024
Cpok rogHOCTH: 07/2027
Ne ceptudimkara: 162059; 30000242097
Jara aHanu3a: 28.08.2024
Homep npoaykra: 01402513
o6beM cepum (KONMUYECTBO YNAKOBOK): 56577
HeiicTBylowee BelwecTBO: TamcynosuHa rugpoxnopua
Ne cepuu peiAcTBYOWErO BEleCcTBa: 23BL000721
MpoussoguTtens AeicTeylowero Bewectea: CuHTOH c.p.o., Yeluckas pecnybnuka
Mokazatenu En. Cneuundhukayns PesyneTtat
HOMEp cepumn 49523
[aTy Npou3BoACTBa, 07/2024
«roAeH ao» 07/2027
«Ons nevyeHwsa AobpokayecTBeHHON [ns neveHus
rMnepnnasum npegacTaTensHomn xenesbl fobpokayecTBEHHON
(neyeHne AM3ypuYECKUX PpaccTporicTs)» runepnnasuu
npeacraTencHoi
Kernessl (neqeHue
DU3YPUYECKNX
paccTpoiicTB)
LUTPUX-KOZ nmMeeTcs
HeBuavmbli 3HaK 3aLWmThl nmeeTcs
Yenoeus xpaHeHus He xpaHuTe npm TemnepaType Bbiwe 25 °C.
Cpok rogHocTH 3ropa

HopmaTtusHasa pokymeHTaumsa: JiM-Ne(001222)-(Pr-RU)-160922

MpoAyKT M3roToBMEH U UCNLITAaH B COOTBETCTBUM ¢ TpeGoBaHuaMmu GMP. Cepus no Bcem
napameTrpamM GOOTBETCTBYeT TpeGoBaHMAM cneuudmkauum u 6bina BoinyweHa
YNONHOMOYEHHBIM NMULOM.

MENARINI - Von Heyden GmbH
Leipziger Str. 7-13
: 51 01097 Dresden
MeHnapuHu — ®oH XeiigeH MméX Ope3neH, 13.05.2025
YnonHoMouyeHHOe nuLo

Dr. Asal Qadan

Menarvini - Von Heyden Gumbl! - Sitz Dresden = Anitsgerieht Dresden THUS 24295 -
Cieschiltsfohrer D Prancesco Nuzzolo, D Pasquale Scordmo. Picro Batacchi. Dr. Stetano Papa. Hatham Farouk Flsaved Siam
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M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-49523
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): 49523
O0Bem cepun(mapTun) 56 577
JlaTa npousBojacTBa 07.2024
I'onen no 07.2027
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
roCyJJapCTBEHHOHN perucTpanuu

000 #hsi wAMgHapuiy < == Coxonos BJl.  17.10.2025
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000 “Bepnni:Xg PUHK"
HKOpnouyecknin aNRe: , 123317, . Mocksa, lNpecHeHckasa HabepexHas, a. 10

MNMouToBLIVM agpec: PDCCMH 123317 r. Mocksa, lNpecHeHckan HabepexHasn, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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