MENARINI
von Heyden

CepTtudmkar aHanusa

Mpodnocun®, Kancynbl kKnwe4yHOpPacTBOPUMBIE C MPOSIOHIMPOBAHHBIM
BbicBoGOXaeHueM, 0,4 mr

Ne cepumn.: 49530
Jara uarotoBneHun: 09/2024
CpoOK rogHOCTH: 09/2027
Ne ceptucdumkara: 163533; 30000241446
Hara aHanuza: 07.11.2024
Homep npogykra: 01402513
06LemM cepum (KONMYECTBO YNAaKOBOK): 72576
HeiicTBYIOWEE BEIECTBO: TamcynosuHa rugpoxnopus
Ne cepuu neicTBYlOWErO BewecTBa: 24BL000227
lNMpoussoauTens AeicTBytowero sewectea: CUHTOH c.p.o., Yelwckas pecnybnuka
MNMokasatenu En. Creumdmkaumn PezyneTar
Onucaxue HenpospayHble enaTMHOBbIE Kancyrb! HenpospayHble enaTUHOBLIE Kancynkl
Ne 2 ¢ kopnycom CBETNO-0paHXeBOro Ne 2 ¢ kopnycom CBETN0-0paHXeBoro
LiBETa U KPbILLEYKOWA CEPO-3ENEHOro LBETa U KPbILLIEYKO cepo-3eneHoro
LBeTa. LBeTa.
Coaepxumoe kancyn: nennetsl oT Benoro  Cogepxvimoe kancyn: nenneTbl oT
Ao noytu Benoro ueeTa. nouyTu Benoro LBeTa.
WNpoeHtudmkauyms Bpems yaoepxuBaHus oCHOBHOrO nuka Ha  CooTBeTcTByeT
XpomaTorpamMme MCNbITYEMOro pacTBopa
AOIMKHO COOTBETCTBOBATL BPEMEHU
yAEepX1MBaHWA OCHOBHOMC MWKa Ha
XpomaTtorpamme cTaHAapTHOro pacTeopa
TamcynoavHa.
OAHOPOAHOCTE Maccehl MF CpeaHsas macca cogepxumoro kancynel:  121.0
120 Mr £ 10 %
18/20 £ 10 %, 2/20 + 20 % CooTeeTcTByeT
MoTeps B macce npu % He Gonee 8,0 % 3.1
BbICYLUUBAHWUN
PacteBopeHune % McKyccTBEHHBIN XenyaouHsId cok, pH 1,2: makc: 4
- He Bonee 10 % 4epe3 2 4 CootBeTcTBYET
% DocdratHelii 6ychep, pH 6,8: 32; 34; 41; 38; 34; 34,
- 20-40 % yepea 30 muH 30; 32; 33; 34; 35; 31
% - 45-65 % yepes 90 MuH 59; 59; 70; 69; 61; 59,
55, 56; 59; 60; 62; 54
% - He meHee 80 % (Q) yepes 360 muH 97; 99; 109; 108; 102; 98;
90; 99; 99; 100; 100; 95
Mpumecn
[e33TOKCUTaMCYNO3UH % He Bonee 0,2 % <01
(Y#043)
nwbasa eauHU4Has Y% He Bonee 0,2 % <01
HeuaeHTuhLMpoBaHHas
npuMech
cymma % He 6onee 0,3 % <0.1
HEUAEHTUHULMPOBAHHbIX
npumecen
CyMMa BCeX Npumecei % He 6onee 0,5 % <0.1
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MENARINI
von Heyden

Ceptucpmukat aHanusa

Mpodnocuu®, Kancynbl kuiweyHopacTBOpUMBIE ¢ NPONIOHIMPOBAHHBLIM
BbiCBOGOMXAEeHUEM, 0,4 Mr

Ne cepum.: 49530

DaTa usrotoBnexnus: 09/2024

Cpok rogHocTH: 09/2027

Ne cepTucpukara: 163533; 30000241446

Hdarta aHanu3sa: 07.11.2024

Homep npoaykra: 01402513

ob6bem cepu (KONMUYECTBO YNAKOBOK): 72576

HelicTByloLlee BellecTBO: TamcynosuHa rugpoxnopuna

Ne cepum peicTBylOWEro BelecTBa: 24BL000227

lNMpoussopuTenb AeicTeyOWEro BewecTBa: CUHTOH C.p.0., Yeluckas pecnybnnka
Mokazatenu En. Cneuwndmkaums PesynbtaT
OpHopoaHOCTE eAUHUL MapameTp npuemnemoctn ans 10 eguiny, =~ 5.6
A031poBaHnA Ao3upoeaHus < 15,0; napameTp

npuemnemoctu anst 30 eauHny
posuposBanua 15,0 v HM ogHa U3 egvHULY
[osnpoBaHua He meHee 0,75M 1 He Bonee
1,25M

KonuyecteeHHoe onpegeneHue Mr Ot 0,38 po 0,42 Mr TamcynosuHa 0.39
ruopoxnopuga B kancyne
(95,0 — 105,0 % ot 3asiBNEHHOro

coaepaHust)
Mukpoburonorudeckasn YyucToTa
TAMC (ObLyee yncno aapobHbIX KOEB1r He Gonee 103 <10
MUKPOOpPraH1u3mMoB)
TYMC (O6wee uncno gpoxokessix KOEB1r He bonee 102 <10
1 nnecHesbIX rpuboB)
Escherichia coli OTtcytctBue B 1r CooTBeTcTBYET
YnakoBka Mo 10 kancyn B 6nnuctep 13 CooTseTcTBYET

NBX/MN3/MBOX/hbonbim antoMUHMEBORA.
Mo 3 6nUcTepoB ¢ NMCTKOM-BKMNaAbILLEM B
KapTOHHON Nayke.

MapkupoBka 1. lNepBu4Has ynakoBKa NeKkapCTBEHHOrO
npenapata.Ha 6nucrepe Ha pycckoM s3blke
YKa3b|BaIOT:
TOproBoe HauMeHoBaHuwe npenaparta ¢ MpocnocnH®
npeaynpeauTentHoOW MapKUPOBKOW «®»
MeXayHapoaHoe HenaTeHToBaHHoe TamcynoaunH
HauMeHoBaHue (Ha pycckom u aHrnuidckom  Tamsulosin
s3kbIke)
HaumeHoBaHue hupMbl-NPON3BOANTENS CunHToH Ucnanus, C.J1.
[03UPOBKY 0,4 mr
norotun «BERLIN-CHEMIE/MENARINI» BERLIN-
(Ha naTuHuLe) CHEMIE/MENARINI
HOMep cepuu 49530
«rogeH ao» 09/2027
HeBnaWMbIN 3HaK 3aWwmTsl nmeetcs

Menariui - Von Hevden GmDIT = Sitz Dresden = Amisgericht Dresden TIR13 24205 .
Geschiltstithrer: D Frimeeseo Nuzzolo, Dr. Pasquale Scordino. Piero Batacehi. Dr. Stefano Papa. Hattham Facouk Elsaved St
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MENARINI
von Heyden

CepTudpukar aHanumsa

Mpodnocun®, Kancynbl KMWeYHOPACTBOPUMBIE C MPONIOHIMPOBaHHLIM
BbicBoOOXKAOEeHMeM, 0,4 Mr

Ne cepuu.: 49530

Dara usrotoBneHus: 09/2024

Cpok rogHocTH: 09/2027

Ne ceptucpukara: 163533; 30000241446
[aTa aHanu3sa: 07.11.2024

Homep npopgykra: 01402513

obbem cepum (KONUYECTBO YNAKOBOK): 72576

[eiicTBYOlLEE BEIECTBO: TamcynosuHa rMapoxnopua
Ne cepum peiicTByHOIWEro BeLlecTBA: 24BL000227

Mpouseoautens geicTByouero BewecTBa: CUHTOH C.p.o., Yewwckas pecnybnuka

MokasaTtenu En. Cneuudpukauns PeaynbTtar

2. BropuyHas ynakoeka. Ha kapToHHoOI
navke Ha PYCCKOM A3bIKe YKa3bIBaloT:

TOproeBoe HauMeHoBaHWe npenaparta ¢ MpodnocuH®
npeaynpeanuTenbHON MapKUPOBKON «®»,

MeXAYyHapoaHoe HenaTeHTOBaHHOe TamcynosnH
HavMeHoBaHue (Ha pycckom w aHrnuickom  Tamsulosin

A3bIKE)

AO3NPOBKY 0,4 mr

norotun « BERLIN-CHEMIE/MENARINI» BERLIN-

(Ha naTuHUUE) CHEMIE/MENARINI
HauMeHoBaHWe aepxaTens MeHrapuhn MHTepHILWHN

perucTpauroHHoro yaoctosepenus, ctpary, Onepeiwna JliokcemBypr
C.A., Niokcembypr

HanuMmeHoBaHue hUpMbI-NPoU3BOANTENS, CwHTod WUcnauus, C.J1.,

CTpaHy Wcnawus

HanmeHoBaHue hupmbl, ocywecTensowen MeHapuin — PoH XelgeH

BbIMNYCKAKLWMA KOHTPOIb Ka4yecTsa mbX, Nepmanus

npenapara, CTpaHy

neKapcTBeHHyto opmy Kancyn
KULLEYHOPACTBOPUMBIX

C NPONOHIMPOBaHHLIM
BbICBOBOXAEHVEM

KOMWYECTBO Kancyn B ynakoBke 30
YCNoBUSA XpaHeHns He xpanute npu
TeMnepaType BbiLle
25 °C.
«lNepen npumeHeHueM npenapara MNepep npuMmeHeHnem
03HaKOMbTECH C UHCTPYKLWEN No npenapara 03HaKOMbTECh
MeAULMHCKOMY NPUMEHEHUION C MHCTPYKLWENR no
MeULIMHCKOMY
NPUMEHEHUIO.
«XpaHuTb B HEZOCTYMHOM AN AeTeN XpaHuTs B HEAOCTYMHOM
mecTel» ana getein mecre!
copepxaHue geicteyrolero sewecteae 1 0,4 mr
Kancyne
«ns npuema BHYTPLY [nsa npuema BHYTPL
yCroBus 0TNycka Mo peuenty

Menarini - Voo Hevden GmbIl - Sitz Dresden » Amitsaericht Dresden HRI3 24295 -
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MENARINI
von Heyden

MENARINI

CepTtuchmkar aHanmsa

Mpodnocuu®, Kancynel kniweyHopacTBOpUMbLIE ¢ MPONIOHIMPOBAHHBLIM
BbicBOGOXaOeHuewm, 0,4 mr

Ne cepum.: 49530
[aTa usrotoBrnexHus: 09/2024
Cpok rogHoCTH: 09/2027
Ne ceptuchukara: 163533; 30000241446
[Oata aHanu3a: 07.11.2024
Homep npoaykra: 01402513
obLem cepuu (KONMUYECTBO YNAKOBOK): 72576
HelicTBylOlee BewecTBO: TamcynosuHa ruapoxnopus
Ne cepuu geiicTByIOllero BelecTBa: 24BL000227
lMpousBoauTent AelcTByOWEro BelecTBa: CUHTOH €.p.0., Yeluckas pecnybnuka
MNokaszarenu En. Cneumdmxauus PesyneTar
HOMEp cepuu 49530
faTy Npou3BoACTEa, 09/2024
«rofieH ao» 09/2027
«ns neyeHus pobpokavecTeeHHol [ns nevyeHus
rMnepnnasum npeacraTensHom wenesbl [0b6poKauecTBEHHOM
(NevyeHwe AN3ypUYECKUX PacCTPONCTB)» runepnnasun
npepcTaTenbHon
Xenesbl (NevyeHne
ON3YpUHECcKnX
paccTpoWCTB)
LUTPUX-KOZ, UMeeTCs
Heeuawmelii 3HaK 3aLLmnThbI nmeeTcs
Ycnosus xpaHeHna He xpaHuTe npu TemnepaTtype Bbille 25 °C.
Cpok rogHoctn 3ropa

HopmatuBHas gokymeHTauma: JIM-Ne(001222)-(PIr-RU)-160922

lNpoAayKT M3roToBMEH U UCTIbITaH B COOTBETCTBUM ¢ TpeboBaHuaMKM GMP. Cepus no Bcem
napameTpaM COOTBeTCTBYeT TpeboBaHuam cneyudmkaumm u 66ina BoinyleHa
YNONHOMOYEHHbLIM NMULIOM.

MeHapuHu — ®oH XengeH Mm6X ' ,' Ope3peH, 09.01.2025
YnonHoMo4eHHOe NULOo '

Richter //// "

Menavint - Von Hevden GobEE « Sitz Dvesden = Amtsgericht Dresden 1IR3 24205 -

Cieschaltstihrer Dr. Francesco Nuzzolo. Dr Pasquale Scordino. Mere Bataceht, D Stetano Papa. Flaitham Farouk Elsayed Siam
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M 00O beprnnH-Xemn/A. MeHapmHmn

MNOATBEPXKXJIEHHUE COOTBETCTBUA

Ne T1C-49530
ToproBoe HaMeHOBaHUE [Tpodmocna®
MexnyHapogHOE HENMaTeHTOBAHHOE HAMMEHOBAHUE Tamcyno3un
(TpyIMpOBOYHOE UM XMMHYECKOER)
JlexapctBennas popma KarcyJibl KHIIIEYHOPACTBOPUMBIE C
MPOJOHTUPOBAHHBIM BBHICBOOOKICHUEM
Jlo3upoBka 0.4 mr
®dopma BITTyCKa 10 mT. , 6iucteps (3 1IT.) , MTAYKA
KapTOHHBIE
Howmep cepuu (maptumn): 49530
O0beM cepun(mapTun) 72 576
Jlata npousBoACTBA 09.2024
I'onen no 09.2027
HaumenoBanne wu angpec mpousBomuTens (¢ IIpoussoaurens I'J1D
yKa3aHUEM CTaJHil IPOU3BOJICTBA) Cunton Ucnanus, C.JI., Ucnanus
(C/Castello Nel, Sant Boi de
Llobregat,08830 Barcelona, Spain)
YnakoBumk/(pacoBuuk
(B MepBUYHYIO U BTOPUYHYIO YIIAKOBKY)
Menapunu-®on XeiineH
I'm6X,I'epmanus(Leipziger Strasse 7-13,
01097 Dresden, Germany)
Brinyckawimui KOHTPOJIb Ka4yecTBa -
Menapunu-®on XeiineH
I'm6X,I'epmanus(Leipziger Strasse 7-13,
01097 Dresden, Germany)
Howmep u mata peructpaiiioHHOTO yIOCTOBEPECHHS JITT-Ne(001222)-(PI'-RU) ot
16.09.2022
Homep u nata HOpMaTHBHOM JOKYMEHTAIIUH JITT-Ne(001222)-(PT-RU)-160922
HaumeHnoBanue u azpec nepxkarens | Menapunu Unatepusmnn OnepeiieHs
PETUCTPAIIMOHHOTO YI0CTOBEPEHUS JlrokcemOypr C.A., JIrokcemOypr
(1 Avenue de la Gare, L-1611,
Luxembourg)

Hacrosammii JOKyMeHT OATBEPKAAET:

-TaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBETCTBYeT 61-O3 «O06 oOpalieHUH JIeKapCTBEHHBIX
CPEJICTB...»;
-cepusi JIEKAPCTBEHHOT'O IMpernapaTa COOTBETCTBYET TpPeOOBAHMSIM, YCTAHOBJICHHBIM IPU €ro

roCyJapCTBEHHOMN pEerucTpanun
>

Hapumny £ < Cokomos BJI.  03.03.2025
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e Pags#h, 123317, . Mockea, MpecHeHckas HabepexHas, . 10

MNMouToBLIVM agpec: Pécuﬂ, 123317, . Mocksa, NpecHeHckan 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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