b. JUCTOBKA



JIncroBka: nnpopmanus 3a nanHeHTa

Tamcyaapr 0,5 mg/0,4 mg TBLPAH KANCy.1H
Tamsudart 0,5 mg/0,4 mg capsules, hard
Jlyracrepun/TamcynozunoB xuapoxnopua (Dutasteride/tamsulosine hydrochloride)

IIpouerere BHHMATEIHO HAJIATA JIHCTOBKA, NIPE/IH /1A 3alI0YHETE 12 NIPHEMATEe TOBA JIEKAPCTBO,

ThH KATO TS ChAbpPAKA Baxkua 3a Bac undopmanus.

. 3anasere Ta3u JUcTOBKA. MOjKe J1a ce HAJIOXKH J1a 1 IPOYETeTE OTHOBO.

- AKO UMaTe HIKAKBH JOIMBJIHUTEIIHN BLIIPOCH, NonuTaiTe Bamus nekap uiu apmaiesr.

- Toea nnekapcTBO € npeanucado J1MuyHo Ha Bac. He ro npeorcrerBanTe Ha Apyryd xopa. 1o moxe
J1a UM HABPE/H, HE3aBUCHUMO Y€ NMPHU3HALIMTE HA TAXHOTO 3a00J19BaHe ca ChllMTe KaTo Bawure.

- AKO MOJIYYMTE HAKAKBU HEKEJIAaHU peakluH, yBeaomere Bauus nekap uiu papmaiesr.
ToBa BKJIHOYBA H BCHYKH Bb3MOJKHH HEIKEJIAHW peakLMU, HEONTUCAHH B Ta3HW JIMCTOBKA. BukTe
Touka 4.

KakBo c¢babpKa Ta3H JIHCTOBKA

A OL D D2/
K{akBO npejcrasiispa Tamcy1apT U 3a KakBO € H3M0J13Ba
KakBo TpsAOBa J1a 3HaeTe, npe/m aa npyemere Tamcyaapr
Cak na npuemare Tamcyapr - ? AVIPR 79 -09- 2025
3b3MOKHH HEXKEJTAHU peakLIMK

Kak /J1a cbxpaHsBare Tamcyaapr

CbibpsKaHWe Ha OMAKOBKATA U JI0NbJIHUTE/IHA UHpOpMaLIKS

S

L KakBo npeacraBiasisa Tamcyaapr H 3a KAKBO ce H3110/13BA

Tamcynapr ce M3rnosn3Ba 3a JeYeHHe Ha MbKe C yroJiemeHa rnpocrara (1o0pokayecTBeHa XUNepruiazus
Ha NMpocTarara) — HEPaKOBO HApaCcTBaHE Ha MPOCTATHATA KJ1e3a, KOETO Ce MpeAn3BUKBA OT
NPOM3BEIK/AHETO HA TBBP/IE rOJIAMO KOJIMYECTBO XOPMOH, HapeUYeH JAUXH/IPOTECTOCTEPOH.

Tamcynaprt npeacrasinsBa KOMOMHALMA OT JIBE€ OT/IE/IHU JIEKAPCTBA, HAPEYEHH JIyTACTEPH/ H
TaMcyJio3uH. Jlyractepua npuHaliesku KbM rpyna oT JeKkapeTsa, Hape4yeHH HHXHOMTOPH Ha S-anga
pe/lyKTa3ara, a TaMCYJI03UH NMPUHAUICKH KbM Ipyna JiekapcTBa, HapeueHH asiga-0s1okepu.

VBesmyaBaHeTo Ha pazMepa Ha npocrarara Moxe Ja JloBejie 10 npodieMH 1MpHu YpUHHUPAHE KaTo
3aTPY/AHEHO NMPEMUHABAHE HA ypUHATA U HEOOXOJAMMOCT OT YECTO XOJIEHE /10 ToasleTHa. To Moxe /1a
J0Be/1e U 10 no-0aBHA, Mo-Bsiia CTPys YpUHA. AKO TOBA ChCTOSIHUE Cce OCTaBH 0e3 jieyeHue,
CbIIIECTBYBA PUCK OT MbJHO OJIOKMpaHe HaA CTpysATa ypHUHaA (OCTPO 3a/ibp/KaHe HAa YpPHHATA), KOETO
W3MCKBA He3abDaBHO MEAMLIMHCKO JleueHHe. B HAKOM ciiyyaM ce Haslara XMpypruyta ornepais 3a
MbJIHO OTCTPAHSABAHE WJIM HaMaJIsiBAHE Ha pa3Mepa Ha NpocTaTHaTa Kje3a.

JlyracTepu1 HaMaIsiBa NPOAYKLIMATA HA AUXHAPOTECTOCTEPOH, KOETO ClioMara 3a HaMaJ1iBaHe Ha
npocrarara v obJiekuaBaHe Ha cUMNTOMUTE. T'OBa 11l€ HAMaJIK pUCKa OT OCTPO 3a/IbpXKaHe Ha ypUHaTa
M OT HEOOXOIUMOCT OT XUPYpPruyHa onepaums. Tamcysi03uH A€HCTBA KAaTO OTITYCKA MYCKYJIMTE Ha
npocraTHaTta By jkiie3a, KoeTo rnpaBu no-jiecHo NpeMMHaBaHETO HA ypUHaTa U Obp30 Mo
CUMNTOMHUTE BH.

2 KakBo TpsiOBa j1a 3Haere, npeau jaa npuemere Tamcygapr

He npuemaiire Tamcyaapr
- aKO CTe KeHa (3a110TO TOBA JIEKAPCTBO € NMpPeAHA3HAYEHO caMO 3a M'h}I{E)
- aKoO CTe aerTe WM /roHoma nojx 18 rojiuumn;



- aKO CTe AJIEPrHYHH KbM AYTACTEPHI, APYrH HHXHOHTOPH HA J-aada peayKra3ara,
TAMCYJIO3HH, COA, PBCTHLUH HAH KbM HAKOH OT OCTAHAJIHTE CHCTABKH HA TOBA
JeKapcTBo (H30poeHH B ToOUKa 6);

- aKO MMaTe HHCKO KPHLBHO HAJISraHe, OT KOETO C€ YYBCTBATE 3aMasHU HITH NPHIIaAaTe
(OpTOCTATHUHHA XUMOTOHHUR);

- KO MMaTe TeXKKOo YeproaApoOHo 3a00/19BaHeE;

AKO CHUTATE, Y€ HAKOE OT NOCOUHEHUTE MO-rope ChCTOAHUA Ce OTHACH 3a Bac, He npyueMaite ToBa

NeKapCTBO, AOKATO HE C€ NOCHhBETRATE ¢ Baurusa nexap.

IIpeaynpexaeHHus H NpeanaiHH MepPKH
["oBopeTte ¢ Bawusg nexap unu ¢papMaueBT, npead aa npueMere Tamcynapr.

- B HAKONKO KIHHWYHK NPOYUYBAHHA MPH NOBEUE NALMEHTH, NpUEMaliy QyTaCTEPHA H ApPYTo
NeKapcTBO, HapeyeHo anda-610xep, KaTo TAMCYJI03HH, CE MPOABABA ChpAEYHA
HEAOCTATHYHOCT B CPABHEHHE C MALIMEHTHTE, [TPUEMALLIH CAMO AYTACTEPHUI UTH caMo anda-
Onokep. CupaeuHa HEAOCTATHYHOCT O3HAUARA, e CbpLeTO By HEe U3NOMNBA KpbBTA TaKa
nobpe, kakto Tpadea.

- YBepete ce, ue Bamuar Jekap 3nae 3a uepHoapodunre Bn npobaemu. Ako ctpaaare ot
3abonaBaHe, KoeTo 3acara yepHua Bu npob, moxe aa ce Hanoxu aa Bu ce nposexaar
JOMBJIHUTENHH U3CIEABAHKA, AOKATO npUemarte TaMcyaapr.

- YBepere ce, ue Bamuna jgexap 3Hae, AK0 BHe HMATE TeKKH npodaemMH ¢ 6u6peunte.

- Onepauus 3a JeueHyue HA KATAPAKTA (nnepae HA 04uHTe). AKO MMaTe I1aHUpaHa onepauus 3a
OTCTpaHABaHE HA KaTtapakTa (nepiac) Ha ouute, Bawusar nekap moxe aa By kaxe BpeMeHHO
1a crnpeTe npyema Ha TamcyaapT npeau onepaumsra. [lpeay na ce noA1oKKTE Ha onepaurs
KakeTe Ha Bawua ouen nekap, ue npuemare TaMcyaapt WM TaMCYJI03UH (MJTH CTE I'0
npueMany npeau). Toi Lie npeanpyveme NOAXOAAUIMTE MEPKH 3a NPEANa3BaHe OT
YCIOXKHEHNUA N0 BpeEMe Ha onepauudata Bu.

ZKeHH, nena H 10HOWH He TPAOBa A2 JOKOCRAT Kancyay TaMCyaapT ¢ HapyLieHa UAA0CT, ThH
KATO aKTHBHOTO BELLECTBO MOXe Jaa ce abcopbupa npes koxarta. Ilpu KOHTAKT ¢ KoKATA
He3a0aBHO HIMHIATE 3acerHara 00J1acT ¢bC CanyH H BoJA.

- H3noaspaiiTe npe3epBaTHB N0 BpeMe HA NOJ0B KOATAKT, /lyTactepnua ce OTKpUBa B
criepMaTa Ha Mbxe, npuemauin Tamcynapt. Ako Bawara napTtHbOpKa € WAH MOXKE J1a €
OpeMerHa, TA He TpAOBa na Obac B KOHTAKT ¢ Bailuara cnepMa, ThH KaTo AYTAacTEPHA MOXKE Na
[MOB/IMAE HOPMATHOTO pa3BUTHE Ha OebeTaTa OT MBXKKHU NON. YCTAHOBEHO €, Ye AyTacTepun
HaMa1Ba Opos W NOABHXKHOCTTA Ha CepMaTO30UAUTE U 0DEMa Ha CriepMaTa, KOETO MOXE Aa
HaMany Bawarta nioaoBHUTOCT.

TamMcyaapT nopjiMSBa KpbBHHTE TecToBe 32 PSA (npocTaTHO- cneLU@HUUEH aHTHIEH),
KOWTO NOHAKOra ce M3M03Ba 33 YCTAHOBABAHE HA paK Ha mpoctaTta. Bawiuar nekap Tpabga na
e 3aMno3HaT ¢ To3H epekT. Bbnpeku ToBa TOM MOXKE /1a U3MON3Ba TOBA U3CJIEABAHE 34
YCTaHOBABAHE HAa paK Ha npocTaTta. Ako Bu e HazHaveHo nabopaTopHO (KPBLBHO) H3c/ieABaHe
Ha PSA, yeegomere nekaps, 4e npuemare Tamcynapt. Mbxere, npuemallv Tamcyaapr
TpaAOBa Aa cU npasAT uscnensaHe Ha PSA penosHo.

[To BpemMe Ha €IHO KIIMHHYHO U3MHUTBAHE NMPH MBKE C MIOBHILUEH PUCK OT KapLUHHOM Ha
MPOCTATATA, MBXKETE, IPHEMALLM AYTACTEPHU]], Ca UMAJIU CepHO3Ha popma Ha Kap
NPOCTATA MO-YECTO OT MbIKETE, KOUTO HE ca NpUeMaliu ayracrepull. EQekTeT Ha
BLPXY Ta3u CepHO3Ha q:\opma Ha KapLMHOM Ha [poCTaTara He € SCEH. i S




BeJHara ypeioMuTe Batuus siekap 3a Te3u NPpOMEHH, Thbd KaTo TOBA MOraT Aa Obaar
MpU3HaLK 32 CepHO3HO 3a00N9BaHE KATO KAPLIMHOM HA I'bPAATA.

I[IpoMeHn B HACTPOEHHETO H JenpecHs

[1py naLMeHTH, KOUTO NpUeMaT Mpe3 ycTata APYro NeKapcTBO OT Chllara rpyna (5-anda peaykraseH
HHXHOUTOP), HMa CLOOLIEHHS 32 IENPECHBHO HACTPOCHHUE, AEMPECHA H, NO-PAIKO — MUCJIH 34
camMoyOMiicTBO. AKO Bb3HMKHE KOUTO H f1a OMII0 OT TE€3H CUMITTOMM, CBBPKETE c€ ¢ Batuna nexap 3a
MeIHLMHCKA KOHCYJITALMA KOJIKOTO € BL3MOXKHO NMO-CKOPO.

O6LpHeTe ce KbM Balina nekap v gapManesT, KO HMaTe BBIMPOCH MO OTHOLEHHWE Ha NpHEMa Ha
Tamcynapr.

Hpyru gexapcTea u TamcynapTt
HudopmupaiiTe Balung nekap uiu papMauesT, ako NpHeMaTe, HaCkopo CTE NMPHEMAIH HITH €
Bb3MOXHO J1a TPUEMaTe ApYTry JIeKapcTBaa.

He npuemaiite TamcynapT ¢ Te3u nexapcTea:
o JIpyrn anda-610Kkepn (3a ieueHUE HA YBEIAMYCHA NPOCTATa WK BUCOKO KPBBHO HAJIATaHe)

He ce npenopbusa ynotpebara Ha TamcynapT ¢ Te3W JieKapcTBa:
® KEeTOKOHAa30J1 (M3N0N3BaH 3a neyeHHe Ha MOMYHU HHPEKLMK).

Hsakou nekapcrea MoraTt Ja B3aMMOAEHCTBRAT ¢ TaMcyJapT U Aa NOBULLAT Bb3MOXKHOCTTA 33 pa3BUTHE
Ha HeXEeJIAHU JIEKAPCTBEHHU peakiMU. TakuBa nekapcTea ca:
e PDES uuxuGuTOpH (M3M0ON3BAHHU 32 MOANOMAraHe oCTHraHeTo Wik NOAAbPXKAHETO HA
epeKLHa) KaTo Bapaenadui, cunaeHadus LATPAT u Taaanadu,
BepanaM M HJIH JH/ATHA3EM (32 JIeYEHHE HA MOBHIUEHO KPbBHO HANTATAHE);
PHTOHABHP HJIH HHAHHABHP (3a siedeHHre Ha HIV undexuusn);
HTPAKOHA30] HJIH KETOKOHA30J (32 IeYcHHE HA TBOMYHU HHPEKUHUH);
Heda3zon0H (AHTUAETIPECAHT);
IIHMETHIHH (32 JeUCHUE Ha A3Ba Ha CTOMAaxa),
sapdapul (3a npeaorsparsBaHe 00pa3yBaHETO Ha ChbCHPELIN);
ePHTPOMHIHH (AHTHOHOTHK, H3MON3BaH 3a JICUEHUE Ha HHPEKLIHK);
NAPOKCETHH (aHTHIENPECAHT);
TepOuHaduH (M3NON3BaAH 33 NeYeHHE HA FbOMYHY HHPEKUHH);
NHKN0(eHaK (M3MON3BaH 3a JIeHEHHUE Ha BonKa v BL3NANEHHE).

Hudopmupatite Bawns nekap, ako npueMare Hakoe OT Te3H JIEKapCTBa.

Tamcyaaprt ¢ xpana, HANHTKH H AJIKOXO.1
TamcyaapTt Tpabsa aa ce npuema 30 MHHYTH cnef €AHO M CBLIO XPAHEHE 3a AEHA BCEKH AEH.

bBpeMeHHOCT, KbpMeHe H QepTHIANTET
AKO cTe OpeMEHHA WIH KbPMUTE, CMATATE, Y€ MOXKE 1a cTe OpeMEHHA UITH IUTaHUpaTe OPEMEHHOCT,
nocbhBeTBaTe ce ¢ Bawua nekap unu dpapmaleBT npeau ynorpedara Ha TOBA JIEKAPCTRO.

TamcyaapTt He TpaOBa Ja ce npHeMa OT HKeHH.

HOPMATHOTO pa3BUTHE Ha OedeTara OT MBbXKKH Noj. PUCKBT € 0cobeHO BUCOK npes
CEAMHLMH OT OpPEMEHHOCTTA.




Hznosi3paiiTe npe3epBaTHB MO BpeMe HA MOJ0B KOHTAKT. JlyTacrepua ce OTKpHUBa B cliepMara Ha
MBbke, npueMald TamcyaapT. Ako Bawara napTHbopKa € MK MOXe fa e OpeMenHa, Ts He TpadBa 1a
Obae B KOHTAKT ¢ BaiaTta cnepma.

YcTaHoBeHO €, e TaMcyaapT HaMansasa 6pos 1 NOJBHKHOCTTA Ha CMEPMATO30OUIMTE, KaKTO U 00eMa
Ha CMEPMAaTa, KOETO MOXKE Aa AOBERE 10 HaMAJIABAHE HA MBXKKATA TLTOJOBHTOCT.

OOnpHeTe ce kbM Bawius nekap 3a cbBeT, B C1y4ai 4e OpeMeHHa XXxeHa € OMNla B KOHTAKT ¢
Tamcyaapr. |

Hlodupane u pabora ¢ MalIMHH
HskoM Xopa ce 4yBCTBAT 3aMasiH{ OT MpHeMa Ha TamMcyapT, Taka ye JIEKApCTBOTO MOXE 1a MIOBAUAE
cnocobHocTTa B aa wodupare wnu na paboture ¢ MalMHn De30nacHo.

He modrpaiite u He paboTeTe ¢ MALINHKA, AKO TOBA Ce OTHACH 32 Bac.

TamcyaapT cbABPAA JIEUHTHH OT COA.
To3u nekapcTBeH NPOAYKT ChABLPKA JICUHTHH OT COS, KONTO MOXE Aa CbABPKA COEBO OJIHO. AKO CTe
aepruiyHi KbM (bCTBLM MAH COS, HE U3FI0JI3BANTE TO3H JIEKAPCTBEH MPORYKT.

Tamcyaapr cbAbpKA HATPHA.
Tosa nexapcTBO ChAbPXa Mo-Manko oT 1 mmol HaTpui (23 mg) Ha Karncyna, T.e. MOXeE 1a Ce Kaxe,
Yye NPaAKTHYECKH HE ChIbpiKa HATPUH.

3. Kaxk aa npuemate Tamcyaapr
BuHaru npuemaiiTe TOBa JieKapcTBO TOUHO KakTo BH e kazan Bawuar nekap win ¢papmauesT. AKo He
CT€ CUIYPHH B HEllO, nonuTaite Baumsa nekap uny dpapmauesT.

KakBo KONH4YeCTBO OT JIEKAPCTBOTO TPAOBA XA npueMare
Ipenopvuumennama 0o3a e eOna xancyaqa, npuemMana 8eOHIC OHeeHo, 30 Munymu caed eOHo U Cbiyo
xparene 3a OeHA.

Kak na npuemare Tamcyzapr
Kancynure Tpabsa Ja ce nornbwat Lenu ¢ soaa. He ru n1uBuUeTe UM oTBapsaiiTe. KOHTAKTHT ChC
ChAbPXKAHUETO Ha KANCYNUTE MOXKE J1a A0BeAE A0 Bh3NAJIEHHE HA yCTaTa WM rbpaoTo BH.

AKO ¢Te NIpHeM MoBeue OT HeoOxoaumarta no3a Tamcyaapr

CebpikeTe ce ¢ Bamna nekap win papMaleBT 3a CbBET, aKO IPUEMETE NMOBEYE OT HEOOXOAMMHUS Opok
kancynu Tamcynapr.

AKO0 cTe NpONyCHAH A2 npueMete Tamcyaapr

He npuemaiiTe aBoiHa n03a, 32 Aa KOMIIEHCHpaTe NpornycHarara Ao3a. [1pocro npuemere
cnAeaBallaTa 403a B ONpeAC/IEHOTO BPEME.

He cnupafite npuema na Tamcynaprt Oe3 cuBer.

He cnupaiite na npuemare Tamcyaapr 6e3 npeau ToBa aa ¢Te ropopHay ¢ Baiuuna nekap.

AKO ¥UMaTe HAKAKBH AOMBJHUTENHHU BBLITIPOCH, CBBP3aHU ¢ ynorpedara Ha TO3H NPOAYKT, MONS
nonuTaiite Bawiug nekap unu GpapmMaueeT.

4. B13MOXKHH HEXEIAHH PEaAKIHH

KakTo BCHUKH JIEKAPCTBA, TOBA JIEKAPCTBO MOXE 3 NPEAUIBHUKA HEXESIaHU peia’
BCEKH ' MOJY4YaBa.

AJleprudHa peakuus




[lprU3HaLUMTE HA aNepruyHy peakLMyi MOXKe J1a BKIHOYBAaT!
- KOXeH o0puB (KOHTO MOXe N1a e cbpO4llL);
-  YPTHKH (KaTo OOPHB OT KONPHUBA);
-  moAyBaHe HA KJIemauuTe, JHLUETO, YCTHHTE, PhIETE HIIH KPAKATA.
AKO MONYYHTE HAKOH OT TE3M CHMNTOMHU, HE3aDaBHO ce CRBPXKETE ¢ Baluua nekap M crnpere npHeMa

Ha TamMcynapr.

3aMaiiBaHe H mpunajaHe

TamcynapT MoxXe Aa NpH4YMHY 3aMaiiBaHe M B PEKH Clly4aH npunajane. JJokato He paszbepere, kak
Bu kg€ JIeKapCTBOTO, BHUMATEIHO Ce W3MPaBANTE OT AErHAIO0 HIH CEAHAIO NOJIMKEHHUE, OCODEHO
aKo ce CrOYXKAATE HOLIHO BpeMe. AKO Ce MOYyBCTBATE 3aMasHH, IOKATO CTE Ha JEYEHUE, CEAHETE
WIH JerHeTe 10 OTMHMHABAHE Ha CHMIITOMMTE.

CepHO3HH KOKHH peaKUHH
[Ipr3HalMTE HA CEPHO3HH KOXKHH PEAKLIMKM MOXKE 1a BKJTHOYBAT:
- reHepaH3HpaH oOpHB ¢ 00pazyBaHe HA MEXYPH M N0ILEHE HA KOXKATAa, 0cobeHo oKoI0

YCTATAa, HOCA, OMHTE H NOJIOBHTE OpraHu (CHHApPOM Ha Stevens-Johnson).

YBeaomere ne3abaBHo Bamusa nexap, aKo NoJIy4HTe Te3u CHMIITOMH H CipeTe ynorpebdara Ha
Tamcynapr.

YecTH Hexenann peaxuu: Morar na 3acerdart a0 | Ha 10 mbke, npuemawin Tamcypapr:
- UMIMOTEHTHOCT (HEBb3MOMKHOCT 3a [IOCTUIAHE WU NOAdbP)KaHE Ha epeKLud )*;

- HaMaJCHO CEKCYAJTHO JkenaHue (nuouao)*;

- 3aTpy/[HEHa €AKYyJalHs, KaTo HAaNpUMEp HAMalisBaHE Ha KOJIMYECTBOTO CAEPMA OTAEIeHa No
BpeMe Ha cekc’;

- YBEJHMYaBaHe UIIY Hanpe>xeHUe Ha rbppauTe (FTMHEKOMAacTHs);

- 3aMaMBaHe.

[1py Manbk Opoii Xopa HAKOM OT T€3M HEXEJTaHU PEaKLIMU MOXKE 1a NPOABLIIKAT, CIEA KATO CTe
cnpeny npuemMa Ha TaMcyaapr.

HeuecTH Hexkenand peaknuu: Morar na zacerdart 4o 1 Ha 100 mbxke
- CbpAeYHA HEAOCTATHYHOCT (CHPUETO CTABA NO-MAJIKO €PEKTHBHO MPH U3NOMIIBAHETO Ha

KPBbBTA NO UANOTO TaNo. Bue Moxe oa MMaTe CUMNTOMHK KaTG HEAOCTHT HA Bb3AYX,
U3BbHPEAHO CHJIHA YMOPA H MOJYBaHE HA [VIE3CHUTE U KpaKaTa); |

- HHUCKO KpPbBHO HalfraHe Nnpu W3MpaBAHE;

- cbpuebuene (mannuTauHH);

- 3anek, AKWapua, NOBpbLIaHE, rajeHe;

- chabocTt unu 3ary0a Ha cuna;

- rnasobonwue;

- chpOsL, 3aNyLIEeH WKW TeYall HOC (PUHHKT);

- KOX€H OOpHB, YPTUKH, ChpOex;

- 3aryba Ha oKkocMABaHE (OOUKHOBEHO MO TANOTO) WAY YBEITHYABAHE HA OKOCMABAHETO.

Peaxn nexenann peakuiln: Morart aa 3acerdat 2o |1 Ha 1 000 muxe
- MOAYBaHE Ha KJIEMa4YUTE Ha OYHUTE, JINLIETC, YCTHUTE, PhLETE WIH Kpa
npUnaaaHe.

Muoro peakn HexenaHn peaknun: Morar ga 3acernar ao | Ha 10 000 mbxe
- OpOABLJKUTENHA OOME3HEHA epeKLMA Ha NeHuca (NPHANHIbM ),

- CEPHO3HM KOXXHH peakuuu (CUHApOM Ha Stevens-Johnson).



JpYrn Hexe/JaHH peakuHH |
[pu Manbk 6poil Mbxe €a HACTBITHIKN APYTH HEXENAHH peakLiHy, HO TOYHATa UM YECTOTa He €
H3BeCTHA (UeCTOTaTa He MOXKe a Oble H3UYUCIeHa OT HAIMYHHTE JAHHU):

- abHopMmeH viH 6bp3 cbpacdEH PUTHM (APUTMHA UK TaXHKapAus, HIH NMPEAChPAHO

MBXIEHE);

- HeAOCTHI Ha Bb3nyx (IAUCIHEs );

- JIenpecHs;

- 6oaKa v NOJYBAHE HA TECTHCHTE,

- KBPBEHE OT HOCA;

- TEXKO u3paszeH oOpuB Mo KOXKaTa;

- MPOMEHH B 3PEHHUETO (3aMBbITIEHO BHXKAAHE WK HAPYLIEHUE Ha 3pEHUETO);

- CyXOTa B yCTaTa.

CrobmaBaHe HAa HeXeJIAHH PeaKUHH

AKO MONy4HTE HAKAKBH HEXKEAHHU JIEKapPCTBEHH peaKUuMH, yseaomere Bawuna nekap wnuv gapmMauesT.
Tosa BKJHOUYBA BCHYKH BB3MOXKHH HEONHWCAHH B TA3H JIMCTOBKA HEXeNaHH peakuvd. MosxeTe cblio Aa
CBHOOLIMTE HEXKENIAHH peaKUMK JUPEKTHO upes:

M3nbauurenHa areHUuWs No ieKkapcTaaTa

yn. ,,Jdamsan Fpyep” Ne 8 |

1303 Codus

Ten.: +359 2 8903417
yebcaiiT: www.bda.bg

Kato chobl1aBaTe HexenaHH peakiiMi, MOXKeTe [a AaA€TE CBOS MMPHHOC 3a [0AyYaBaHe Ha NOBEYE
MHPpopMaLHUa OTHOCHO De30NacHOCTTa Ha TOBa JIEKApCTBO.

S. Kak na cuxpauasare Tamcyaapr
Ha ce ¢cbxpaHaBa Ha MACTO, HEAOCTBITHO 3a AeLa.

Jla ce cuxpaussa nog 30° C. [1a He ce u3nonsea noseue ot 90 AxHU clieA MHPBOTO OTBAPSHE HA
OyTunkarta.

He u3non3saiiTe TOBa JIEKApCTBO Clie]] CpOKa Ha rOAHOCT, 0TOEeNS3aH BbpXy KapTOHEHATa OMakoBKa.
CpoKbT Ha rO/IHOCT OTrOBapA Ha MOCJEAHHA AEH OT NOCOYECHHUA Mecell.

He u3xpbpnaire nekapcTBara B KAHAIH3aUHATA WIKM B KOHTEHHEpA 3a AOMALLHH OTNAABLA.
Nonuraiite Bamua dapManeBT kak aa U3XBBPJIATE JICKAPCTBATAE, KOMTO BEYe HE U3anon3Bare. Te3u
MEPKH L€ CTOMOrHAT 3a ONa3BaHE HA OKOJIHATa Cpela.

6. CoabpkKanHe HA ONAKOBKATA H RONBJIHHTENHA HHGOPMALHS

Kaxpo coanpxa Tamcyaapr
AKTHBHMTE BellecTBa ca: xytacrepull (dutasteride) u 0,4 mg TaMCymO3MHOB XHAPOXNOPHI
(tamsulosin hydrochloride). Beaka Tebpaa kancyna ceabspxa 0,5 mg ayracrepua (dutasteride) u 0,4
mg TaMcyio3HHOB xuapoxsopua (tamsulosin hydrochloride), (exeusanenten na 0,367 mg
TaMCYJIO3UH).

- JpyruTe cbeTapkyu (MOMOLIHM BELLECTBA) ca:
OO6BHBKA HAa TBBLPAATA KANCYy.1A:

Yeped xenezen okcua (E172), uepseH xeneseH oxeun (E172), TuraHOB THOKCH
x)eneseH okcua (E172), xenaTuH.

ChABpxKAHHE HA IYTACTEPHI MEKA )KEJNATHHOBA KaNCyJia:
[Iponunenravkon mosokanpunart, Tin 1l




bytunxuapoxkcutonyed (E321)

OOBHBKA HA MEKATA KANCY.a:
Xenatun, raunepos, TitaHoB auokcua (E171) , purnnuepuam (cpesHy BEpUru), neUUTHH (Moxe aa
ChAbpKAa COEBO MAacJIoO).

TaMCYJIO3HH MEJIETH:

MuKpOKpUCTATHA LIENYJI03a, METAKPHUITIOBA KHCENUHA — €THIT akpunaT Konosumep 1:1 aucnepcusa 30
npouexTta, 4Oyt cebakrat, nonucopbar 80, cunuLMer AMoKCHA, KOIOWAEH, 0€3BO/IEH, KaJTUHUER
cTeapar.

YepHo neyaTapcko MACTHIIO!
enak (E904), yepeH xkeneszeH okcua (E172), nponuaeHrinkon, KOHUEHTPHPaH pa3TBOP HA AMOHSK,
Kanuer XMAPOKCHA.

Kak n3rijexia TaMcyJapT H KAKBO CbAbpPkKa ONAKOBKATA
Tebpaa kancyna.

[poabnroeaty, Tewpau kancynu N° OEL ¢ pasmepu 24,2 x 7,7 mm ¢ kadaBo TANIC U O€KOBO Kafaue ¢
HaanHkc CO01,-oTneyartad ¢ 4epHO MacCTUIIO.

Kancynure ca HanuuHu B HDPE OyTunku, ceabpxawm cywuren.
Hanwnunu ca onakosku ot 7, 28, 30 v 90 kancynu.

IIpaTexxaTen HA paspellleHHETO 332 ynorpeda:
STADA Arzneimittel AG
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IIpousBoauTen:

STADA Arzneimitte] AG
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