Jlucroska: aegopManus 3a norpebarens

@OKYCHH 0.4 mg xancyas ¢ H3MeReHO 0cBoDokAaBaNE, TBHPIR
TaMCYNO3HHOB XMAPOXIIOPHI

FOKUSIN® 0.4 mg modified-release capsules, hard
Tamsulosine hydrochloride

IIpoueTeTe BHAMATEINO NIAIATA JINCTOBKA, NPejH Ja 3aN0THeTe 14 NPHECMATE TOBA ACKAPCTEO, Thil KaTo
TH ChABPAXA BaskHA 38 Bac nagopmanng.
-~ 3Jamaszere Ta3y MHCTOBKA. Moxe 1a ce HaloXKH [ia 4 HNpoYeTeTe OTHOBO,
~ AKO MMaTe HAKAKBH JIOITBIIHHTENHN BEIPOCH, IIONHTaire Bammng nexap wim bapMaLenT.
- ToBa JekapcTBO € npeqicato eaMHCTBEHO i nudHO Ha Bac. He ro npeorcrhmmaiite Ha Apyru Xopa. To
MOXe [a HM HABPELRH, HE3ABACHAMO Je [IPHUIHALINTE Ha TAXHOTO 3300/ aBate ca chiipTe Kato Bammre.
- AKO TOMYHTe HAKAKBH HEXeJIaHH IEKAPCTBEHH PeakiuH, ysefioMeTe Bamus nexap ui dpapmanest. Tosa
BKTIOYBA M BCHYKH BH3MOKHH HexKellaHH PEaKiliH, HEOIMCAHH B Ta3H IHCTOBKA. BinkTe TouKa 4.
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1. Karno apeacrasaasa POKYCHH 1 3a kakBo Ce H3NOI3BA

GOOKYCHH criapprka 1eKapcTBEHOTO BEHIeCTBO TAMCYIIO3HH, KOHTO HAMAIIMBA HAITPCIKCHHETO B MYCKYJIHTE Ha
FIPOCTATATA ¥ YpeTpata (IHKoIHHA KaHan). Taka ofnexyara npeMUHABAHETO Ha YPHHATA Npe3 MHKOYHMA KaHan ¥
KaTo CHEJCTBHE OT TORA YJISCHABA YPHHUPAHETO,

®OKYCHH ce 43n0T38a MPH MBXKe 3a JiedeHHe Ha OTUIAKBAHMA, CRBP3aHHE ¢ J0OpOKauecTReHa Xunepiasis Ha
NPOCTATa, KaTo: TPYAHO YPHHHpPaHe, ITPeKhCBaHe HAa YPUHHPAHETO, HEOTAOKHA HYXKZA OT YPHHHPAHC, 4ECTO
YpHHHpaHe, XaKTO 1pe3 AeHA, TaKa 1 npe3 HOLITa.

2. Kaxso Tpabea aa 3naete, npexs na npaemere POKYCHH

He B3emaiite POKYCHH:
- 8KO CTe aIeprHYHM KbM Tamcynosun {akTtueHoto BemectBo Ha (DOKYCHUH) unm xBM HAKOA OT
OCTaHaINTe CHCTABKH HA TOBA JiekapeTso (u30poeHu B TOYKA 6).
- 8XO MMATE aHTHOENEM (TEXKKA AePridHa PEaKilis, KOSTO NPIHHHAIBA NIOMyBaHE Ha JTMLETO M IbPIOTOo),
TIPOABABAINA C& CNE/ YTIOTpehara Ha HAKOHM JICKAPCTBa.
- @Ko CTpPajaTe OT CePHO3HO YepHOApobHOo 3abonapake.
- aKoO CTPAJIATE OT CBETOBBLPTEX IPH CAaHe HWIH H3NPARIHE OT JCTHANO MOMOKEHHE,

TIpesynpexaesns ¥ HPeANa3HH MEPKH

T'osopere ¢ Baumns nexap wn ¢apMasert, npean ga mpuemere GOKYCHH.

Tlpd npoxsKHTENHA YTIOTPeOa Ha TO3H MPOAYKT ¢a HeOOXOAHMH PEAOBHH MEAMIIMHCKY NPeTyienH.

Psnko, 110 BpeMe Ha ynotpetara ua GOKYCHH, e HabmionaBano cnajase Ha xpbeHOTO Handarane. [lpu nogeara
Ha ITbPBH NPH3HALA Ha 3aMagHoCT, TpROBa Ja ceINeTe WK NErHeTe, JOKATO Te H3Ye3HAaT.

B CAEACTBHE Ha ajlepryuBa peakuys) ¢ HabmomabaH pagxo cnex ynorpebara Ha
semectso Ha QOKYCHH), Tipu ciyuaii Ha auruoezeM moThpeere He3abaBHO NeKapeks
nprema sa PCOKYCHH. ponykrsT He Tpabpa Aa 6bie NpHIarad OTHOBO.
Axo Bu npencrou onepands Ha OKOTO NOpafd NOTBMHABAHE HA jieHIata (KarapakTal
Banmis odeR ceMaicT, 96 npHeMare um npeay ore mnomspam GOKYCHH.




Jdena n onomMA
He pasaiite TORA JIEKapCTBO Ha JELA WIH IOHOWH 10X 18 TOAMHM, 3aW0TO TO He ASACTBA IPH Ta3¥ NOMyIalys.

Apyra nexapersa B QOKYCHH

Hudopmupaiite Banmaa nexap win GapMaleBT, ako TIpHEMaTe, HACKOPO ¢TE MPHEMAlH WIH € Br3MOXKEHO 13
npHEMETE APYTH JeKapCcTRa.

Hsxou apyru nekapcTea, Morar ja ObAar MOBIMAHE OT TamcynosuH. OT CBOA CTpaHa, TS MOTaT Jja MOBHAAT
JIeHCTBHETO HA TAMCYNIO3HMH. TaMCYI03HH MOKe 1a B3aHMO/IeHCTBa ¢:

s aakIoPenak, 60IKOYCNOKOARALIO H MPOTHBOBB3MAIHTEIHO JekapCeTBO. ToBa IeKapcTBO MOXKE Ja YCKOPH
H3TBMBAHCTO Ha TAMCVAO3IHH OT Bamero THAN0, NOpagH KOETo <€ CKBCARA BPEMETO B KOeTO TaMCYJIO03MH €
edeKTHBeH.

» BapdapHH, JEKAPCTBO MPESOTBPATABAING 00pPasyBAHETO HAa KPHBHH CheHpel. ToBa JICKAPCTBO MOMe [ia
YCKOPH H3TH4YBAHETO Ha TAMCYIIO3HMH ot BameTo TAN0, mopaay Koeto ¢ CKbCABA BPEeMETO B KOETO TAMCYJIO3HH €
e(heKTHBEH.

« apyr alA-aapenopenentopen Gaokep. KomOHHammMsTa MOXe [a TIOHIKH KpBBHOTO B HamsaraHe, aa
NIPHYHAM 3aMafiBaHe HITH NPHMATIABAHE,

*  JeKapcTBA, KOHTO MOTAT Ba HaMAJIAT uambysanero Ha ®OKYCHH or Tanoro By (Hanpumep KeTOKOHA30M,

€pPHTPOMHIINH).

POKYCHH ¢ xpass ¥ HANHTKH

Kancynata Tpa6Ba A2 ce MpHeMa Clie 3aKycKa WM cllen ITbPBOTO XpaHeHe 3a aens. Kancynara tpabsa ja ce
NOTITBIIA 11014, B CENHAJIO HIH H3MPaBEeHO MONIOXERue, ¢ Yama Bona. He orsapsiite, He 9ymeTe H He [(bB4eTe
KaICynaTa.

Bpemenuaoct, xbpMmene u depraaaTeT

BpeMeHHOCT H KbpMeEHe

@®OKYCHH =e e nokasad 3a ynorpeba mpH KeHH, NOpaid T0Ba MHPOPMAIHATA 32 OPEMEHHOCT H KEPMEHE €
HETPHIOKHMA.

CrobluaBany ca 3aTPyAHEHHS ¢ €SAKYNALMATa, CBBP3aHH ¢ ynoTpebara Ha TAMCYIO3HE (BXK. TOYKA 4).

MModupane r paboTa ¢ MAINEEH
CBETOBLPTEX MOXKE Ja ce NogBH ITo BpeMe Ha nedenHeto. JleHHocTHTE, W3HCKBAUIH AOBHUICHO BHHMAHWE,
TpAOBa J]a ce HIPBPIIBAT CaMO ¢ Pa3pellIcHHETO Ha JICKapA.

3. Kak ga npaemare POKYCHH

Bunaru npreMaiite ToBa NEKAPCTBO TOYHO KaKTO € Kasan Bauins nexap wnk hapManesT. AKO He CTe CHTYPHH B
Hemo nonuTaiire Bamms Jekap wiu gapmauest. Ofruaiinata f103a e efHa Kancyna auesHo. T Tpsbsa na ce
MpHeMa clie/l 3aKyCKa WM Cle[ bPBOTO XpaHeHe 3a AeHA. Kancynara Tpabea Aa ce MOTTHINA LiAia, B CEHATIO
WIH H3PaBEHO TIONOKeHHE, ¢ yailla Bona. He oreapsiite, He 9yneTe H HE TbBYETE KANICY/ATA.

AKO cTe npHenn noeeve or Heobxoqumara fo3za DOKYCHH

CnajaHe Ha KPBBHOTO HANATaHE MOXe Ja ¢e TOABH ciiell mpenodupade. KppBHOTO Hajdrase W ChpACYHHMAT
PMTBM 1€ ¢€ BEPHAT KBM HOPMATHO KaTo [AliHeHTa JierHe. AKO IPHEeMOTE MOBeYe Kancy/H eAHOBPEMEHHO WIH B
ClTy4alt Ha MHIMACHTHO MOTITHIEAHE HA JIEKAPCTBEHHSA MPOIYKT OT Ie€Te, MOThpceTe He3abaBHO MEAMIMHCKA
[IOMOIII.

Axo cTe mponycraim ga n3emere POKYCHH

Axo 3abpasure aa Biemere DOKYCHH chriacHO ¢XeMaTa, B3eMeTe KalcynaTa o-KkCHO Mpe3 To3M AeH. AKO
YCTAHOBHTE TOBA €/IBa HA CIIEABALIMA JIEH, NPOIBIDKETE ¢ ofuualinara /034, CHIIAcHO cXxeMaTa. He B3emaiite
JBOMHA 1034, 33 Ja KOMIICHCHpATE MPOIyCHATATA KANCyna.

Axo cre cnpenn nprema sa POKYCHH
He npexsepaiire mpenmicanoTo Bu reuexne, 6e3 na ce nocheeTpate ¢ Bantus nexap.

AKO MMaTe HAKAKBH JOTMBAHKWTEIHE BRIIPOCH, CEBP3aHM ¢ yrioTpebara Ha TOBa e
niexkap wis dbapmaLeBr.



4. BeaMoKHEE HEKEIARE peakiuu
KakTo BCHYKH JIEXapcTBa, TOBA JEKAPCTBO MOXKE [a APSAH3BHKA HEXKEIAHH PEAKUHH, BBIPEKH 4¢ HE BCCKU I'H
MoTyJasa.

IIpu nosuBa ma cnabocr maH zamassocT, TpGBa aAa ceqReTe HIH JAerHere, JOKATO TeiH NpHIHANHE He
H39e3HAT.

Cupere npaema Ha TO3H OIPOAYKT H HOThpceTe CNENIHEA METHNHECKA HOMOII IPH BL3HAKBAHE HA:

- Peakuua Ha CBPBXIYBCTBHTCTHOCT CBC 3a4€pBABAHHA WIH ICTHA no KOxara, nogasa Ha MEXYpH IO
KOXKA4Ta, MOMIeHe HA KOXara, (BHCOKa) TeMIlepaTypa, GolKH Ne cTaBHTe W WIH BE3NATCHHS HA OUUTE
(cunapom Ha CtupsHC-JUKOHCBH)Y

- TexKH anepradHy PeaKiiH, KOXTO IPHIMHABAT MOAYBAHE Ha JWLIETO WM I'bPOTO (aHrHOeaeM)™**

Hexenaunre peakiid, KOHTO MOTAT A3 HACTBIMT, ¢4 K30POEHH Mo-A0My B MPYIH, CTIOPEA JECTOTATa HM!
»  Yecmu (3acazam nosewe om 1 9o 10 nompeGumenu na 100):; 3aMagHOCT, CBETOBBPTEX (MOXe 114 C¢ MOABH
0COBEHO TIPH PA3KA IPOMAHA HA FIO3HIIMATA - KOTATO CANATE M Ce H3IPABATE OT JIEHANO NOMOKCHHE)

 Hewecmu (3acseam om 1 do 10 nompe6umenu na ! 000): rnasoGonue, chpuebuene (mammTanu),
NpuMalsBate WM TpPHNAaTaHe (OPTHCTATHYHA XMIOTOHHA), TIORYBAHE H JpasHeHe B HOCAa (PHHMT), 3amlek,
Nnapud, Tanese, IOBPhINaHE, 06pHB, chpbesk, KONpHEHA Tpecka (ypTHKapHs), ciabocT (acTeHms)

»  Pedxu (3acazam nosewe om 1 nompebumen wa 10 000): xpatkorpaiina 3aryGa Ha ch3HaHWe {CHEKOIM),
aHrHoegeM™*

»  Muozo peoxu (3acazam no-manxe om 1 nompebumen na 10 000): Gone3HeHa, NPOSBDKHTENHA, HEXKCIAHA
epeKiHA, KOATO H3HCKBA He3aGapHo edenne (MPHANH3IEM), CHHAPOM Ha CTHEBHC-JDKOHCBR™

s C neuseecmua wecmoma (0m sanuuHume Oanuy He Modxce 0a 6v0e Hanpasena OyeHka): HapyUIEHO 3PCHHE,
3aMBJIINIEHO 3peHHe, KbpBEHe OT Hoca (elMCTakcHc), oOpHWB ¢ 9epBEHM HENMpPABHIHM TNETHA (epurema
MynTHOOPME), 3aYepBABAHE H JIONIEHE HAa KOXATa (eKCchonyaTHBeH NepMaTHT), 3aTPYAHEHHA ¢ CAKyalAsTa,
OTAE/HE HA MAJIKO KOAMYECTBO MM JIMIICA HA CEMEHHA TeTHOCT MPH CEKCYAICH KOHTAKT, METH2 YPHHA Cnel
CeKCyalleH KOHTAKT, HENpaBWICH CHpIeqeH PHTHM (NPEACHPAHO MEKACHE, APMTMHS, TAXWMKApIMA), 3amyX
(nucntes), cyxoTa B ycTara.

o Bpeme Ha ONepanMA HA OKOTO MOXKE ]a HACTEIM CheTosHue, HapeseHo ®momu Hpuc Cunipom (TFIS):
3CHHIIATA MOJKE Jla C¢ pasiiMpH ciabo M MpHCHT (OLBETEHATa YacT Ha OKOTO) MOXKE Aa OCTRHE Pa3UIMpeH 10
BpEME Ha OHiepalHATa. 3a noBeye HHGOPMALIHA BHK TOUYKA 2.

CrolmaBane HA HEXENAHH PeaKHAH

AKO MONYHHTE HAKAKBH HEKENAHH JIEKAPCTBEHH peaklH, yBeioMere Bamma nexap umn dapmauest. ToBa
BK/IIOYBA BCMYKH BB3MOMKHH HEONHMCAHW B Ta3H JIHCTOBKA HEXENAHH peakumd. MoxeTe CBHIIO Ja cbodlIpTe
HeXENaHH Peaki[MP JBPeKTHO dpe3 M3msiawTenHa areHums no jexapersata ya. "Jlamsu I'pyes” Ne 8, 1303
Copma, Ten.: +359 2 8903417, yebeaiir: www.bda.bg. Kato crobmasare HexenaHH peaKifiH, MOXeTe Ha
AazieTe CBOSI NIPHHOC Ya NOJTy4aBaHe Ha NoBeue HHPOopMaLHs oOTHOCHO 6e30[acHOCTTA Ha TOBA JICKApPCTBO.

5. Kak aa cexpanssate POKYCHH
Ja ce coxpansea Ha MACTO, HEQOCTBIHO 3a nela.

He m3rion3paiiTe TOBA JeKapCTBO CIEH CPOKA Ha COHOCT, OTOENA3aH BHPXY KyTHATA cael .l oneH Jo". CpoksT
HA FOAHOCT OTTOBAPA HA MOCASTHAA JEH OT NOCOYESHKA MECELL

Ja ce cexpangea nop 25°C.
He w3xpbpiaiite eKapcTBaTa B KaHATH3AUMATA WIH B KOHTEHHEPA 34 AOMAIIHH OTHaAb:
(hapMalleBT Kax jJa H3XBBDJIITE JIEKApCTBAaTA, KOMTO BEUE HE H3MONBBATE. Tesu M
OMAa3BaHe Ha OKOJIHAta cpena.



6. Crabpkanne HA ONAKOBKATA H JONRIHATENRA HAEGOpMANES

Kakso cpaspxa POKYCHH :
AKTHRHOTO BEHMIECTBO € TAMCYJIO3HHOS XHApPoXAopuz 0,40 mg pEB BeAKa Kancyna ¢ H3MEHeHo ocBobOKnaBaHe,
ekBHBaIEeHTHH Ha 0,367 mg TaMcyno3uH.

JApyrure CECTaBKM Ha NPOAYKTA ca.

CoobpikaHue Ha Kanicynata: MUKpPOKpPHUCTANIHa LENyIO2a, CBOONMMEP HA METAKpWIOBA KHCETHHA -
etwrakpunar (1:1) 30% mucnepcua, auSyTrncebakaT, CHAHIMEB THOKCH, KOIIOHAEH XMApaTHpaH, nonucopbar
80, kammer creapar.

Twio #a kancynara: Xenatun , Turanos guokcun (E 171), JXKuar xenesen oxcua (E 172), 4epBen rxeneseH
okcug (E172), gepen xenesen okcun (E172), Indigotine - FD&C Blue2 (132)

Kak mraexga POKYCHH 1 KakBo chIbpKS OIAKOBKATA

Kancynure ¢ usMeHeHo ockoboxknaBane MOKYCHH ca TRBDAM KEIATHHOBH KAICY/TH, pasmep Ne3 ¢ opatkeBo
TANO M MACIHHCHO-3€NIeHa Kanadka, chIbpaimu Gemm go noutn Genu nenetn. ITpoxykrsT ¢ onaxosad no 10
wik 6o 15 kancysd B Onucreph.

Besaka onakoska ceaspxa 30, 90 wm 100 kancymm.
He BCHYKH BHIOBE OTIAKOBKE MOFaT ja Ghaar mycHaTH B mpoAaxOa.

IIpaTeRATE] R PA3PEMENReTo 32 yOoTpeba:
Zentiva k. s.,

U Kabelovny 130

102 37 Prague 10

Yemka Perrybmiaka

IIpoH3BoaATEN, 0CBOGONHI NAPTHAATA 33 CTPAHATA OT KOATO ¢ BHECEH JIEKAPCTBEHANAT NPONYKT:
S.C. Zentiva S.A., 50 Theodor Pallady Blvd., District 3, Bucharest, code 032266, PymbHus
IIpATexaTen HA palpemIeHHETO 33 HAPAJIEICH BHOC:

“becra Men” EOOJL, yn. "Keubo Cropaer" Ne8, 5350 Tpasna, bearapas

[Ipon3BoanTET, OTTOBOPEH 32 MpeonaKoBaHe H 6CBOGOKTABARETO HA HAPTHAH CNel NPEOTIAKOBAHE:
“Amuca dapma” EOOJ, yn. ,Heasamea Hlunesa™ Ne 31, 4023 ITnopaws, brarapud

“Bera ®apma” AJl, yn. “isara wpka” 32, 5000 Bemuko TspHoro, brarapHs

“Becta ®apmactotukeac” EQOJI, 6yn. "Llapurpancko moce" Ned25, Crpaga 1, palion ITapuapero, Codus,
Brarapes

Jdara Ha nocaeAHO NPEepaITACKAAREe HA THCTOBKATA:
Onn 2020




