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Hpeano:xenne 3a Kparka xapakrepicruka Ha NPogyKra Aen 80

UME HA JIEKAPCTBEHWA ITPOAYKT

TANYZ 0.4 mg modified-release capsule, hard.

Tamsulosin hydrochloride

KAYECTBEH H KOJIMYECTBEH CBCTAB

Enna xancyia ceabpxka 0.4 mg tamsulosin hydrochloride.

3a DoOMONIHATE BEHIECTBa, Bk 6.1.

JIEKAPCTBEHA ®OPMA

Kancyna ¢ Mouduigpaso ocsoboxnaBage, TEEPAA

Opamxepa/MacnuHeso 3eleHa Kancyna, ¢ yepen sagnuc TSL 0.4 1 ¢ wepra
MBUIIA OT ABaTa Kpad. Kancynara ceappixa 0enu KO KpeMaBH 1IENeTH.
KIAHAYHW JAHHHA

TepanesTHYHE NOKA3aHUs

CuMIrToME OT crpaHa Ha monmmre muxouynw merma (CHIIED, capp3any ¢
nobpoxavecTBena xunepiinasus Ba npocrara (JIXII).

Ho3upoBKa B MeTO7 Ha NPLIIOKEHHE

Enua xancysia AHESBHO Cle)| 3aKycKa HIIH CNeJ IFBPBOTO XpaHeHe 3a NCHA.
Kancynara ce NmODNGMA LAAa ¢ Yallla BOAa B HM3MPABEHO MM CEHHAJNO
nonoxenne (He Tpsbea na ce jsira). Kancynara ne TpsA0sa na ce 1ynH wid Aa

ce OTBap#, Thil KATO TOBa mMOXe Aa noenuse edexra Ha oceofoxnaBare Ha
aKTHBHATA CBCTaBKA C IIPOABIDKHUTENHO AcHCTBHE.
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4.3 ITporusonokasanus

CeprxgyscrBuTenHocT KbM  famsulosin, BKIIOUMTENHO  JEKapCTBO-
UHEYIMPaH aHTHOEHACM, WHH CBPBXUYBCTBHICHHOCT KBM HAKOE OT
JIOMOLIHKTE BEMIECTBA.

Oprocratiysa XxuwIOTOHM#A, Habmonmasasa npefH ToBa (aHamHe3a 3a
OpPTOCTATHUHA XMIIOTOHHS).

Texxa gepHORPOOHE HEAOCTATHIHOCT.

4.4 Criernpanty mpeaynpexAeHs | CHELMAHI OPeAIa3Hi MEPKH PH ynoTpeda

VoorpeGara ma tamsulosin Moxe pa mnpefusBHKa HOHIDKECHHE Ha
apTEPHANHOTO HAITaHE, KOSTO B PEeiKH CAy4aH MOXE Ja HOBEAE MO
xonabupane. [Ipu NbpBa NMosABa Ha HAYAIHHTE CHMITOMH Ha OPTOCTATHYHA
xunoTosns (3aMaiisaue, cabocT), NAIMERTHT TPAOBa Ha CeIHE Wil Jia ETHe
JIO OT3BY9aBaHe HA CHMIXTOMHTE.

IlampenTsr TpsbBa Aa ce W3CleABa HOPEAU HAYANOTO HA JIEYEHHETO ©
tamsulosin, 32 Aa ce H3KINOYH HAMYHETO Ha APYI'H ChCTOAHMA, KOMTO MOXeE
12 DPSAU3BHKAT CUMITOMH, TI0R00Hu Ha Tesn Ha JIXTIL. Axo e HeoOxonmmo,
mpocTaTaTa TpsaOBa A2 e H3CieABa pekranso, kato 6post na PSA Tpsabea xa
ce OmpedeNH TPEeAd HAYaioTO Ha JIEYEHHETO M CIeJl TOBA HA DPEHOBHHA
HHTEPBANH.

JleueHneTo Ha MAaNECHTH ¢ TEXKO yBpexnaHe Ha Onbpenwre (KnupBHHC Ha
xpearnHuHa < 10 ml/min) TpsaGBa fa ce 3amoYHe BHHMATENHO, ThH KaTo

TaxkEea SOHHE HE Ca H3CICRBAHN.

Psnxo ce crobinasa 3a auruoeneM ciex ynorpeda ua tamsulosin. Jleuennero
Tps0Ba Ia ce NpeycTaHoBH He3a0aBHO, MaHeHTHT TPAOBa Ja ¢& MOHHTOpHpa
710 H3Ue3BaHe Ha OTOKa H tamsulosin He TpabBa fia ¢ NpHAAra DOBTOPHO.

4.5 Bsaumoneiicrsue ¢ APYTU JISKADCTBEHH HPORYKTH W APYrH (QOpMH Ha
BIauMORelicTRIE

He ca mabmopapasm B3aumojeilicTBus, koraro tamsulosin € Hpmaarad
emHOBpeMenHO ¢ atenolol, enalapril, nifedipine wmu theophylline.
Eppospemennara ynorpeba Ha cimetidine mopminasa, a eJHOBPEMEHHOTO
npwioxkenre Ha furosemide nommxasa NNA3MEHHTS KOHLEHTPAaLMH Ha
tamsulosin, Ho, TBli KaTO KOHUEHTpanusra Ha tam il OCTaBa B

[ATA Ha E3roreaee; 16-09-05
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Ho Bpeme Ha U3cCueNBANHKS iR Vitro ¢ JepHOAPOOHM MUKPO3OMATH (paKiuy
(npepcraBnsBalgy  em3umbara MeraCommsupama CHcreMa, CBBp3aHa C
cytochrome P450) e noxazauo, ge tamsulosin B3anmozeficTsa ¢ amitriptyline,
salbutamol, glibenclamide mmw finasteride. Diclofenac u warfarin Moxe xa
YBEIYAT CKOPOCTTa Ha eMAiHEpane Ha tamsulosin.

E,HHOBPBMGHHOTO IPpHICKEHHES HE APYr O;-afpCHOPEICHTOPCH aHTar OHHCT
MOXKE A8 NPeRH3BHKA IOHIDKCHHC Ha apTepPHATHOTO HAITaHEe.

4.6 BpeMeHHOCT H KbpMEHE

Tamsulosin e npeHazHatueH 3a NPHIOKEHHE CAMO [IPH MBXE.

47 Edexru Bbpxy cnocobHOCTTa 32 1odupane B paboTa ¢ ManHHK

He ca mpoBexmaEHa M3CIEABAHWS BHPKY CHOCOOHOCTTZ 3a mOgupaHe M
paGota ¢ mamuy. Ianuenire obage Tpatea Aa ca MEGOPMIPaHH, He MOXe

Jia HACTHIH 3aMalBaHe.
4.3 Hexenann peakian
HecTu Heuectu -Pemm Mporo F
penKu
{>1/100, (>1/1 000, (>1/10
<1/10) <1/100) 000, <1/1 |{(<1/10 000)
000)
Hapymendst Ha 3amatisane  [[masolomme iCnchon
HepBHATA CHCTEMA !
1C'bpne-nm Taxuapmas |
[FapyieHust I 1 l
CpAoBH HApYIICRAS OprocraTausa |
XETIOTOHIN ]
PecnnpatepHn, Prbat !
TOpPAKAIHA B l ! i
IMeBACTHHATHH ’ ! : g ;
'HAPYNIEHUS ; o L
\CToMARIHO-apeBHn 3anex, auapus, :
‘HApYNICHUS . TAJICHE, i
: JIOBPEBINALC i
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Hapymesns: Ha i O6pes, AmrHoeHeM
KOMRATA ¥ CEpOeK,
HORKOXHATA THKAH YPTHEaDHA
Hapymesus: Ha AGHOpMHA Fpuamizsm
PERPOAYKTHBHATA CAKY A
CHCTEM2 M I'bpAUTE
O6mu rapynieans n AcTenns
CHCTORHHAS HA
MSCTOTO Ha
NPHI0REHHETO
49 Ipeno3upane

Hsima coobutenus 3a ciayaal ¢ OCTpo mpenosmpane. Teopermueckm ofade
CHEN IPERO3NPAHE MOKE Ha BH3HUKHE OCTPa XMIIOTOHHS, NMPH KOeTo Tpabsa
fa ce MONEBPKA CBHPAEYHO-CHAOBATa CHCTEMA. APTEpHAIHOTO HAILraHe
MoOXe Oa ¢& BH3CTAHOBH M CHPHCYHATA HECTOTa Ja CE HOPMAaNH3Hpa, Karo
TaHeHTHT ¢ IIOCTABH B JETHAJIO IONoXkeHHe. AKO TOBa HE NIOMOIHE, MOXKE
A ce mpmioxar ODEMHH 3aMeCTHTENH, 2 ako € wueoOxopumo, H
Ba3OTPecOpHH cpefcTea. BrOpeunara dynxuus TpsbBa Aa ce npocienssa u
Jia ce mprEamKar oOmH NOAMpPKaMy MEPKH. Manke € BEpOsiTHO Auann3ara
na 6bae ot nonsa, Thil KaTo tamsulosin e CBBP3aH B MHOIO YOJIiMa CTENEH C©
ILTa3MEHNITE HPOTEHHH,

Ilpu yyacrwe Ha MHOIO JIGKapPCTBEHM MpPOAYKTH, MOXe Jia C€ H3BbpMH
CTOMAIHZ NPOMHBKA M Ha €& NPHJIOMKAT aKTUBHPaH BHIICH ¥ OCMOTHYHH
FAAKCATHBH, KATO HATPHEB CYR(aT.

5. BGAPMAKOJIOTVTIHY CBOXCTBA

5.1 dapMaxKonMHEAMIENHE CBOHCTRA
dapMakoTepaleBTHIHa I'pyna
Tamsulosin e o4 aAPeHOPELENTOPEH AHTATOHKCT. JIeKapCTBEHUAT HNPONYKT
ce H3NON3Ba CaMO 32 JICYSHHE Ha ChCTOSHHUSA HA MIPOCTaTaTa.

ATC xon: G04CAO02

Mexanuzwm na deficmene

Jaata #a marotesue: 16-09-05 pepena; M135.TSL.cap.
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Tamsulosin ce cepp3Ba W30MPATENHO U KOHKYPSHTHO C NOCTCHHAITHYHHTES
Qs JPEHOPELENTOPH, KOHTO NPOBEXAAT KOHTPAKIMSTa Ha IJAFKAT
MYCKYJaTypa, K4aro IO TO3# Hauun pasxnabpa IuagkHre MYyCKYyJNH Ha
NPOCTATATA ¥ yPeTpaTa.

Daprarxodunamuynu egexmu

Tamsulosin yBesmasa MaKCHMaIHATa CKOPOCT Ha NOTOKA Ha YPHHATA, KATO
pazxnaOpa riafKpTe MYCKYJIM Ha NPOCTAaTaTa ¥ yperpara H HO TO3H Ha9uH
obnexgasa oOCTpyKIHATA.

JlexapcTBeHMAT TIDOZYKT HOmOOpsBa CBHOI0O W  HPWATATHBHHTE H
OOCTPYKTHBHWTE CHMIITOMH, HOPH KOHTO KOHTPaKijusTa Ha TNajKara
MYCKYJIaTypa Ha JAONHITEe NHKOYHY NETHING HIPae BaXXHA POTL.

Anda Onoxepmre MOXKE Xa HOHIDKABAT apPTEPHANHOTO HAAraHe, Xato
HamansBar OepudepHara pesHcTeHTHOCT. IO Bpeme Ha KIHHIMHHTE
msruTBanwms ¢ tamsulosin IpH HOPMOTEH3PBHH MAITHERTH HE € HA0mOaBaHo
KIHHEYHO 3HAYHMO TIOHIDKEHHE Ha apTePHAIHOTO HalsAraHe.

EdexTsT HA JEKapCTBeHuA NPOAYKT BBPXY CHMITOMHTIE HA 3aNBPXKAHE H
H3MPa3BaHe Ce TONNBPKA CHINO ¥ TIPH HPONBICKHTENHO JIEICHUE, B PE3YITat
Ha KOeTO HeoOXOMHUMOCTTa OT XUPYPrudHO JEUCHHE 3HAYUTENHO Ce OTlIara.

52 DapMaKOKHHETHHHE CBOHCTBA
Pezopbyus

Tamsulosin ce pesopbupa 6bp30 B ueppaTa ¥ OHOHANMYHOCTTA MY € HOYTH
mpnpa. PesopOumara ce 3a0apd, ako Npeau NPHEMBT Ha JIGKAPCTBEHMA
NPOAYKT € NpHuera xpaHa. PaBHOMEpHOCTTa Ha pe3opOmmsira Moxe na ce
OCHrypH, KaTo tamsulosin ce IpueMa BUHATH CHEH 338KyCKa.

Tamsulosin noka3sa mHEHEA KMHETHKA.

MaKcUMAaTHE TNA3MEHH HWBA C& AOCTUraT IMpuOMH3HTONHO INECT Haca CNeq
Karo emuHMYHa po3a tamsulosin ce npumeme ¢ xpana. PaBHOBECHOTO
CBCTOSIHUE Ce AOCTHra KbM ASH 5 FpH MHOTOKDATHO YIPHNIOXKEHHE, KOraro
Crax Ha TRIHAEHTHTE € ¢ OKOJIO JIBE TPETH NO-BHCOKA OT TasH, MOCTHrHATa C
eIHOKpaTHA 7033. BbIpekd d4e TOB2 € NOKA3aHO CaMO HpHU TANHEHTH B
HaOpeAHanla BL3PacT, CHIIHTE Pe3yaTaTy Ce 04aKBaT B HpPH ONHH.
Q&H\Niﬁ' 19 P
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ChIneCTBYBAT OFPOMHH HHTEPUHIAMBHAYANHH BApPHANMY B IIa3MEHUTE HHUBA
Ha tamsulosin, KakTO cnen ©OHOKPATHZ FO33, Taka U CICA MHOIOKPaTeH
NPHAEM.

Paznpeoenenue

IIpu xopa tamsulosin ce CBBP3Ra C MIA3MEHNWTE IPOTEHHH B NoBeYe OT 99%
1 00eMBbT Ha pasupenenenue e Manbk (oxono 0.2 I/kg).

Buompancghopmayun

Tamsulosin ¥Ma uHCBK MerabonwreH edeKkT Ha IBPBO NPEMHHABAHE Npe3
geprms Apod. Ho-ronsmoTo komugecrso tamsulosin ce HaMupa B ANA3MATA B
HenmpomeneH Bux. JIEKapCTBEHOTO BEMECTBO ceé Merabonmsppa B 4YEepHHA

npob.

Ilpu npoyusavis BEPXY ITBXOBE € ZIOKA3aHO, 4e tamsulosin NpeJusBHKBA
camo cliaba HETYKIHsS Ha MEKPO3OMANHH SH3HMU B 9epHIS Apob.

MerabonuTiTe HE €3 TAK2 AKTHBHA H TOKCHYHH KakTO CaMEd JIEKApCTBEH
YIPOAYKT.

Excxpeyusn

Tamsulosin 1 weroBuTe MeTabONHUTH C€ GKCKPETHPAT HPENHMHO C YpHHATa,
Karo okoo 9% oT fo3aTta € B HeNpOMEHEH BH.

EMIMHHALHOHHEAT [OJYXUBOT Ha tamsulosin  OpH  HalMEHTH €
npubmuzurenso 10 gaca (koraro ce npuema CHeR xpamene) u 13 =aca B
PaBHOBECHO ChCTOSHUE.

53 TIpenxnuHWYHY AaHHEN 32 Ge30MacHOCT

TOKCHYHOCTTA CHEE eNHOKPAaTHO M MHOTOKDPATHO HPHAOKEHUe € U3CienBata
BBPXY MHIIKHM, IALXOBE H Kydera. PeupomykruBHaTa TOKCHUHOCT €
A3CHAeABaHa CBIIO NPH NNBXOBE, KaHHEPOTEHHOCTTa - NpH MHIIKH H
OABXOBE, & FEHOTOKCHYHOCTTA - I VIVO U In Vilro.

ITpoduneT ra ob6ImaTa TOKCHUHOCT, MONMy4YeH C rojAeMH HO3H tamsulosin,
CHOTBETCTBA Ha (DapMaKONOTHuHEA e(exT, CBBP3aH C Al I'HYHUTE
aHTArOHHUCTH.

1
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Tipu xysera, TPETEPaHH C MHOFO BHCOKH HO3H, €2 HAMEDEHH NPOMEHH B
ECG. Cumra ce ofade, ue TOBa He € OT KWHHYHO 3Hakenme. He ca
YCTAHOBEHH 3HAYHMH MeHOTOKCHYHH CBOMCTBA Ha tamsulosin.

Hamepenu caz no-mpasesu nponudepaTHBHM NTPOMEHH BHPXY MIeYHATa
JKNe3a Ha JKeHCKH IUTBXOBE W MMIUKH IpH excrnosHiw Ha tamsulosin. Tesu
HAaxXOAKY, KOMTO BEPOSTHO HHANPEKTHO €4 CEBP3aHH C XUIEPIPONaKTHHEMIT
¥ ce HabmIOAaBaT €amo cliefi NPHIOKEHHME HAa BHCOKH IIO3W, C€ CHYHTAT

KITHHHYHO BCIHAYHTCIAN.

6. DAPMATTEBTAYHM HAHHHA

6.1 Ciirchx Ha IOMOIMHEHTE BEINECTRA

Coovpoicanue na kancynama
Microcrystalline cellulose

Methacrylic acid-ethyl acrylate copolymer
Polysorbate 80

Sodium laurilsuifate

Trethyl citrate

Talc

Tano na kancyrama
Gelatine

Indigotine (E 132)
Titanium dioxide (E 171)
Yellow iron oxide (E 172)
Red iron oxide (E 172)
Black iron oxide (E 172)

Macmuno

Shellac

Black iron oxide (E 172)
Soya lecithin

Antifoam DC 1510

6.2 HecopBMecTHMOCTH

He ¢ npunoxumo.

jara Ha mzrorssme; 16-09-05 sepcmet: M135.TSL.
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6.3

6.4

6.5

6.6

10.

Cpox ma roHOCT

30 mecena.

Crenpangy Npefia3Hl Mepkd IPH CEXpaHSHAE

Brcrepry onakoBKA: Jla ce CEXpaHsBa B OpUTEHAIHATA OITaKOBKA.
Omaxoska Ha Tabnerkure: OmakoBkara TpaOBa Ja ce ChXpaHABA IUIETHO
3aTBOpEHA.

EcTecTBO M CHABDXKAHAE HA ONAKOBKaTa

Bructepun onakoskr ot PVC/PE/PVDC/anymusrii B KapTOHEHH KyTHH ¥
onakoske or HDPE ¢ PP szanymanka, ycrofiuuea Ha OTBapsHE OT JAcla,

cospxamy 30, 60 u 90 xancymm ¢ MopmpUIUpano 0cBOOOXKICHHE.

He Bepgxy ONAKOBKA MOJKe Jia ce HAMUpaT Ha I1azapa.

Vxazanms 3a ynotpeda u pabota ¢ IpoxyKra

He ce w3ncKBaT CrIeuangn YKazaupid.,

IIPUTEXATEJ HA PA3PEITEHHUETO 3A YIIOTPEBA
KRXA, d.d., Novo mesto, Slovenia
PETHUCTPAIIMOHEH HOMEP

JATA HA ITBPBO PA3PEINIEHHWE 3A VIIOTPEBA / IIOOHOBSBAHE
HA PA3PENIEHWETO 3A YIIOTPEBA

TIATA HA PEJIAKIIIS HA TEKCTA
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