AP NEE

~C2Y6Yy 10015

JIucroBka: unpopmanns 3a nanHeHTA

Tamcyaua lyo 0,5 mg/0,4 mg TBbpAH Kancy.Jiu
Tamsudil Duo 0,5 mg/0,4 mg hard capsules

nayTactepu/Tamcy103uHoB xuapoxiopua (dutasteride/tamsulosin hydrochloride)

[IpoyereTe BHHMATEHO USJIATA JIHCTOBKA, NPE/H /12 3aM049HeTE /1a NPHEMATE TOBA JIEKAPCTBO, ThH

KATO TH Ch/AbpKa BaxHa 3a Bac nudopmanus.

- 3anaseTe Ta3u JUCTOBKA. MoXe J1a ce HaJIOXKH Ja s MpoYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JIOITbJIHMUTEIHH BbIPOCH, nonuTtaiite Bawuns nekap wian papmauesrt.

- ToBa nekapcTBO € npeanucalo aMyHo Ha Bac. He ro npeortcrenBaiite Ha apyru xopa. To Moxke J1a
MM HaBPE/IH, HE3aBUCHMO Y€ NMpHU3HALUTE HAa TAXHOTO 3adoJisiBaHe ca ChiMTe KaTo Bainure.

- AKO ToJIy4nTe HAKAKBH HeXkKeJlaHW peakluu, yBeaomerte Bawmns nekap uwiau gpapmauest. Tosa
BKJIFOYBA H BCHYKH Bb3MOKHH HEXKeJIaHH peakllMH, HEONMHCaHH B Ta3u JHCTOBKA. BHkKTe Touka 4.

KakBo ¢bABpAKa Ta3H JIHCTOBKA

KakBo npeacrasnsBa Tamcyaun Jlyo W 3a KakBO ce H3M0J13Ba
Kakso Tpsa0OBa na 3Haere, npeau aa npuemere Tamcyaun Jlyo
Kak na npuemare Tamcyaun Jlyo

Bb3MOKHH HEXKEJIaHH peakLHH.

Kak na cbxpansBate Tamcyaun Jlyo

ChbabpkaHHe Ha ONaKoBKaTa W A0MbJIHUTEIHA HHpOpMaLus.

“ib ool o o o

1. KakBo npeacrasasia Tamcyana /lyo u 3a KakBO ce H3M0J13Ba

Tamcyana Jlyo ce H3mo/13Ba 32 JieYeHHEe HA MbJKe € YyrojieMeHa npocrara (100pokayecTBeHa
XHIepnja3us Ha npocrararta) — 100poKkayecTBEHO yrojieMsBaHe Ha MnpocTaTHara xJjie3a, KoeTo ce
npean3BUKBa OT 00pa3yBaHETO HA MHOI'O IOJIAMO KOJIHYECTBO XOPMOH, HApe4YeH AUXHAPOTECTOCTEPOH.

Tamcyaun Jlyo e komOHHaAUMs OT ABE pa3/HYHU JIEKAPCTBA, HAPEYEHH JIyTACTEPH/L H TAMCYJIO3HH.
JlyTactepu/1 NpMHALJIEKH KbM Ipyna jJekapcTBa, HapeueHH HHXHOUTOpH Ha S-anda peaykrasara, a
TaMCyJIO3HH KbM IpyTa JiekapcTsa, HapeyeHu andga-0oKepH.

VBenyaBaHeTo Ha pa3Mepa Ha npocTaTara MoxXe Ja JaoBeje 10 npobdjeMH ¢ YPUHHPAHETO, KaTo
3aTPYAHEHO YPHHUPAHE U HEOOXOAHMOCT OT YeCTO XO/IeHe 10 ToajseTHa. To Moxke Ja joBeje U 10 1no-
O0aBHO ypuHHpaHe M no-cyiaba cTpys Ha ypuHaTta. AKO TOBAa CbCTOAHHE ce OCTaBH 0e3 JieueHue,
ChIIIECTBYBa PUCK BHOOLIE /1@ HE ce oT/eNs YpHHA (OCTPO 3a/bpKaHe Ha ypUHATa), KOeTO U3HCKBA
He3ab0aBHO MEUIIMHCKO JleueHue. B HIKOM ciiyuaun ce Hajlara Xupypruyvsa ornepauus 3a OTCTpaHsBaHe
WJIM 32 HAMaJIsBaHE Ha pa3mepa Ha npocTaTHaTa )KJjesa.

Jlyractepua HamansBa oOpa3yBaHETO HA XOPMOH, HAPEUYEH JUXHAPOTECTOCTEPOH, KOETO Criomara 3a
CBHBaAHE Ha npocTaraTa U 3a obsiekuaBaHe Ha cumnToMuTe. ToBa Le HaManu pHcKa OT OCTPO 3albp)KaHe
Ha ypuHaTa 1 HeOOXOJAMMOCTTA OT XHpPYpruuHa onepauus. TamMcyn03uH J1eiicTBa, KaTO OTIYCKa
MYyCKYyJlaTypaTa Ha NpocTaTHaTa XkJje3a, KaTo yJeCHsABAa YPUHHPAHETO H ObP30 110100psiBa CHMIITOMHTE.

B KaxkBo TpaOBa 1a 3HaeTe, npean aa npuemere Tamcyana /lyo

He npuemaiite Tamcyana /lyo:

- aKo CcTe KeHa (Tbil KaTO TOBA JIEKAPCTBO € NPeAHA3HAYEHO CAMO 32 MBbXK

1
NL/H/4492/001/1A/015




- aKO CTeE /ieTe RJH IDHOWIA Ha BBb3pacT noa 18 roauHu;

- aKO CTE AJIEPTAYHHA KbM AYTACTEPHA, APYTH HHXHOHTOPH HA S-a/ida peAyKTA3ATA,
TAMCYJ03HE, COf, PLCTHIUA WIH KbM HAKOA OT OCTAHANHUTE ChCTABKH Ha TOBa IEKapCTBO (M30poeHH B
TOUuKa 0);

- aKO UMaTe HHCKO KPLBHO HANATAHE, OT KOETO C€ YYBCTBATE 3aMasiHH, HMATE CBETOBRBPTEXK HIIH
NpUNaabUU (OPTOCTATHYHA XHIIOTOHHA );

- aKo UMaTe TeXKKo YepHoapobHo 3abonnBaHe.

AKO MUC/THUTE, Y& HAKOE OT MOCOYEHHUTE NO-rope TBBPACHHA ce OTHacH 3a Bac He npHeMaNnTe ToBa
' NeKapCcTBO, JOKATO He ce nocbhBeTBare ¢ Bauus nekap.

Mpeaynpexaenns H NpeaAnasHKE MEPKH
loBopete ¢ Bawua nekap, npean ga npuemere Tamcyaun [yo.

- B HAKOH KIMHHYHH NPOYUBAHHA, NOBEYE NMAUHEHTH, KOUTO IPHEMAT Ay TaCTEPHA H APYTO
NEKapCTBO, HapeueHo anda-0a0kep, KaTo TaMCYJIO3HH, MOJyYaBaT CbPACYHA HEJOCTATHLYHOCT B
CpaBHEHHWE C MALIMEHTUTE, IIPHEMALIl{ caMo yTacTepu/] Wiy camo anda-o6mokep. CopleyHa
HeJOCTaThYHOCT 03HA4YaBa, Ye ChPIIETO He H3NOMMNBA KPbB, KakTo Ou Tpadsaio.

- YBepete ce, ue Bamnar gekap 3nae 3a uepnoapobunte Bu npobdaemun. Axo cTpanare ot
3a0o0iBaHe, KOeTo 3acara yepHusa Bu apob, Moxke 1a ce Has10ku Aa BH ce nposeaat HAKOH
NOMBbJIHHTESHHN H3CAEABAHKA, 10KATO NpueMate Tamcyann Jyo.

- Yeepere ce, ue BamuaT nexap 3nae 3a resxkknTe Bu 660peunn npobiaemn;

- Onepanns 3a JedeHHe HA KATAPAKTA (NepAe HA OUHTE). AKO HMATE NJaHHUPaHa onepaLus 3a
OTCTpaHABAHE Ha KaTapakTa (nepae) Ha ounTe, BalnusaT nexkap Moxe na By kaxe BpeMeHHO Ja cnipete
npuema Ha Tamcyaun Jlyo npeau onepaumnsta. [lpean Aa ce NOAM0KHUTE Ha onepalns Kaxete Ha Bauius
O4eH Jekap, 4ye npyuemate Tamcyaun Jlyo unu TaMCcyno3HH (MW CTE ro MpHEMaNK npeau). Tof me
npeanpyHeMe NOAXOAALLATE MEPKH 3a NMPeANa3BaHe OT YCJIOXKHEHHS 110 BpeMe Ha onepauniTa Bu.

- HKenn, gena H oHomn He TpabBa 1a nUNaT noBpeaAeHH Kancynd Tamcyann Jlyo, ThH KaTo
aKTUBHOTO BelLlecTBO MOXe Ja ce abcopbupa npe3s xoxara. [1pu koHTaKT ¢ KOKaTa BeAHara a3Muiire
3acerHaTa OOJIACT CbC CallyH U BoAA.

- Hinonssaiite npelepBaTHR NO BpeMe HA NOJOB KOHTAKT. JlyTacTepHa ce OTKpPHBa B cliepmara
Ha MbXe, npHeMally KoMOUHAUNATA AYTACTEPHA-TAMCY103HH. Ako Bauata naprHbOpKa € HAH MoXe Ja €
OpeMeHHa, T4 He Tpabsa na 6bae B koHTakT ¢ Bawara cnepMa, Tbit KaTo AyTacTEPHA MOXKE Ja nopnuse
HOPMAaJIHOTO pa3BuTHe Ha DebeTaTa OT MBXKH o/1. YCTAHOBEHO €, Ye AyTacTepH HaManAaea opoa u
NOABHXHOCTTA HA CEPMATO30HIUTE H KOJIHYECTBOTO HA CIIEpMaTa, KOETO MOXE 1a HaMaJlH
ongoauTenHutre By cnocobHOCTH.

- Tameyana Jyo nosansusa KpbBHATE H3caeaBanus 3a [ICA (npocraTHo cienpHYEH aHTUIEH),
KOHMTO MOHAKOra Ce W3M0/3Ba 3a AMArHOCTHLIMPAHE Ha pPaK Ha mpocTaraTta. Bawunart nekap Tpsa6Ba na e
3aMo3HaT ¢ To3H edeKT M LIe MOXE Ja U3MOA3Ba TOBA U3C/IEABAHE 38 YCTAHOBABAHE Ha paK Ha MPOCTATA.
Ako By e Ha3HaueHO U3cneaBaHe Ha KpbBra 3a [ICA, yBenomMere nekaps, e npHemare Tamcyaun Miyo.
HNpnr MmbKke, KouTO npHeMaT Tamcyaua lyo Tpsabsa peaoeno na ce nacaeasa IICA.

- B KAMHHYHO NPOYYBaHEe HAa MBKE C TIOBHLIEH PHCK OT PaK Ha NpocTarara, MbKeETe, KO
NyTacTEPHA CTPAAAT OT TeKKa opma HA PAK HA NPOCTATATA NO-4€CTO, OTKOJAKOTO Mb
npUeman aytacrepua. BausHueTo Ha AyTacTeprA Ha TasH TeXKa GopMa Ha paK Ha N
H3ACHEHO.
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- Tamcyana Jlyo moxe aa 1oBeae 10 YrolleMuBaKe H YYBCTBHTEJAHOCT HA IbPAHTE. AKO TOBa
cTaue 00e3noKOHTENHO WK 3a0enexnTe Oyuka B 'bpAaTa UM OTAeNSHE HA CEKPET OT ILPHATA TPAOBA
na Kakete Ha Balns nekap 3a Te3d NpOMeHN, Thil KaTo Te Morart aa ObaaT NpH3HaAUK Ha CEPUO3HO
3a0ongBane, KaTo HanmpHMep pak Ha 'bpaTa.

CerpxkeTe ce ¢ Bamusg jgexap aad GpapManeBT, AKO HMATE HAKAKBH BLNPOCH OTHOCHO NpHEMa Ha
Tamcyaun dyo.

JApyru aexaperBa H Tamcyaua yo
TpsabBa aa xaxere Ha Bawuus nexap uinn dapmaleBT, ako npyUemMaTe, HaCKOpO CTE MpUEeMallk K €

Bb3MOXKHO JIa IpHeMeTe APYrH JIeKkapcTsa.

He npuemaiite Tamcyann Jlyo ¢be cneHUTE NEKapCTBa:
- apyra ajaga-6okepn (3a yrojeMeHa npocTara HiiH BECOKO KPbBHO HallAraHe),

Tamcyaun Jlyo He ce npenopbuBa 3a ynotpeda Cbe CIEIHHTE NIEKAPCTRa:
- KeTOKOHA230J (H3N013Ba ce 33 JieyeHHe Ha rbOHYHN HHPEKLHH)

Hskou nekapctBa Morar Aa B3aumoaeiicrear ¢ Tamcyann Jyo H moBuiIaT Bb3MOMHOCTTA AA NONYYHTE
HeXeNaHU JIeKapcTBEHH peakUHH. TakuBa JieKkapcTsa ca:

- PDES unxufuropu (M3N013BaHH 3a NOANOMAraHe MOCTHTAHETO WK MIOAABPKAHETO HA ePEeKLHA)
Kato BapAeHaAPHA, CHIAeHAPHN HHTPAT H TAAaNaAPHAI,;

- BEPANIAMHEJ HJIH JRJTHA3EM (33 JICUCHHE Ha BHCOKO KPBBHO HaNAraHe);

- PHTOHABHP H/IH HHAHRaBEP (33 AeyeHde Ha HIV nudexuns),

— HTPAKOHA30J1 HJIH KETOKOHA30] (32 leyeHHe Ha rbOHIHN HHOEKLHH);

- Heha30a0H (AHTHAENPECAHT);

- HHEMETEARH (M3N0/13Ba CE MpH CTOMAILHA A3Ba);

- BapdapuH (H3M0J3Ba CE NPH KPbBHH CHCHPELH);

~ epHTPOMHANEH (aHTHOHOTHK, H3NON3BAH 33 JIEYECHHE Ha HHQEKLIHH);

— NAPOKCETHR (aHTHIAENPECAHT);

— Tep6bunadnu (M3NOA3BA ce 3a NevYeHHe Ha rbOMYHH HHPEKIHH ),

— AHKAoMeHaAK (H3NON3BA CE 3a JIeueHHe Ha DoNKa H Bh3NalieHUe).

Hudopmupaiire Bamuns nexap, ako npueMare HAKOE OT TE€3H JIEKapCTha.

Tamcyann Jyo ¢ xpaHa H HANTHTKH
Tamcyaun dyo tpabea 1a ce npuema BCekH aeH 30 MUHYTH ClIEZl €IHO U ChLIO XpaHEHE 33 KEHA.

BpeMeHHOCT, KbPMeHe B QEePTHIAHTET
Tamcyaun Jiyo ne Tpsabsa na ce npHema OT JKeHHN.
Kenu, KoHTO ca GpeMeHHH (HJIH € Bb3MOKHO A2 ¢a GpeMennn), e TpsaGBa a2 BJIH3AT B KOHTAKT ¢

NoBpeAeEH KancyJan. Jlyracrepua ce abcopOHpa npes kokara ¥ MOXe 1 MOBJIHAE HOPMAJHOTO
pa3BuTHe Ha OebeTaTa oT MbXKH nos. PHCKBT € ocobeno BMCOK Npe3 MbpBHTE 16 ceaAMHUM OT

OpeMeHHOCTTA.

H3nonisaiiTe npe3epBaTHs N0 BpeMe HA N0J10B KOHTAKT. [lyTactepua ce OTKpHUBa B cnepmara Ha
MBbXKe, NpHeMallld KoMOMHALHATA AyTacTepiHa/TaMmcyno3nd. Ako Bawara napTHropka e €
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BB3MOXHO Ja e OpeMeHHa, TA He TpsiOBa Ja Ob/ie B KOHTAKT ¢ Bauara cnepma. ‘S'd\
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YCcTaHOBEHO €, ye KoOMOHHAaLUATA 1y TACTEPHI/TAMCY HO3HH HaMaisBa bpos U NOABHKHOCTTA Ha
CNEPMATO30HANTE, KAKTO W KOJIMYECTBOTO Ha cnepmara. CneJoBaTe/HO MOXeE Ja Ce HamallH
OIUIOAMTENHATa CIIOCOOHOCT Ha MBXa.

CabpkeTe ce ¢ Bamng nekap 3a cbBeT, ako OpeMEHHa XeHa € UMana KOHTakT ¢ Tamcyaun llyo.

[Hodpupane n pabora ¢ MAIIHHA |
Tamcyaun Jlyo kapa HAKOH XOpa Aa ce YyBCTBAT 3aMasgHH, Taka Y€ TOBa MOXE Ja OKaXKe BIMAHHE Ha

crnocobnocTTa By aa wodupare uiu paboture He3zonacHo ¢ MallIHH.
He wodupaiite n ne paboTeTe ¢ MAMIHHHA, aKO CTE¢ 3aCETHATH MO TO3W HAHH.

Tamcyana Jlyo cbAbLpkKa JENHTHH OT COR
ToBa nNekapcTBO ChABIKA COEB JIEUHTHH, KOATO MOXKE Aa CbIbPKa COEBO MAcC0. AKO CTE aJleprHiHH KbM

(BCTBUH HIIH COA, HE H3TIONI3BAHTE TO3H JIEKAPCTBEH NPOAYKT

Tamcyana Jlyo cbaAbpka NPONHIEHTTTHKO

Tosa nekapcTBO ChAbPXkaA 299,46 mg NPONUNEHTTHKO MOHOKAMPHIAT, THI |l BBB BeAka Kancyna (KouTo
ca eKBHBAJICHTHH Ha noseye oT 1 mg/kg/nen, Ko Ha no-manko ot 50 mg/kg/neH NponHUIEHTIHKON) U
CJEAH OT MPONHIEHTIIHKON B YEPHOTO MacTHJO.

Tameyana /lyo cLAbLpKa HATPHH
ToBa nexapcTBO chbAbPKA No-Mayiko oT | mmol HaTpu#i (23 mg) Ha Kancyna, T.€. MOXE ia €€ Kaxe, e
MPAKTHYECKU HE CbABPKA HATPHH.

3. Kak na npnemate Tamcyana Jyo

Bunaru npuaemaiite Tamcyana Jyo Touno xaxto Bu ¢ xa3an Bawnsr nexap nan gpapMauesT.
AKO He ro pyeMare peIoBHO MOXe Aa ObJie NOBIHAHO NpoCiensBaHeTo Ha cToiRrocTHTE Ha T1CA. Ako
He CTe CHTYPHHM B Hello, nonuTalite Bawus nexap unu ¢papmauest

KakBo KOJH4eCTBO 43 IPHEMATe |
[IpenopLYHTETHATA 1033 € eHA KANCYJIa, KOATO ¢e NPAEMA BEAHBK AHeBHO, 30 MHHYTH cJjiell €1HO

H ChLIIO XpPaHeHEe 32 A€eHA.

Kak na npuemare
KancyaaTa Tpa6Ba 1a ce norupma usaiaa ¢ soga. He 1nsuete M He oTBapaiTe Kancynara. KOHTakThT

ChC CBALPXKAHHETO Ha KANCYNHTE MOXKE Na NOBEAE N0 BL3MNA/TCHHC HA yCTaTa HJTH bPJAOTO Bu.

AKO ¢Te MpHEJAH noBe4e 0T HeoOxoaAuMaTa 1033 Tamcyann [yo
CebpxeTe ce ¢ Batius nekap Wi ¢papmalleBT 3a CbBET, aKO CTE NPHENH TBbPAE FONAMO KOJIHHECTBO

kancyau Tamcyaun Jlyo.

AKO cTe nponycHaJn aa npuemere Tameyana lyo
He npuemaiitTe aABOHA 1034, 3a /la KOMNEHCHpaTe NponycHartara Ao03a. [1pocTo npueMeTe caeapalara

[03a B ONnpeaAcNncHOTO BPCMC,

He cnupaiite npuema na Tamcyann Ayo 6e3 KOHCYNTALHSA ¢ JieKap
He cnupaiite ga npuemare Tamcyaun [dyo 6e3 npean ToBa Aa cTe ropopriH ¢ Bauns

AKO HMaTe HAKAKBH JOMbJIHUTEIHH BLIIPOCH, CBbP3aHH ¢ yroTpebaTa Ha ToBa Ji
Bauiua nekap nnu papMalesT.
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4. BL3MOKHHE HEXeIAHHA PeAKIHHK

KakTo BCHYKH JIEKApCTRA, TOBA JIEKAPCTBO MOXKE J1a NPCAN3BHKA HCXKE/TaHH PCAKILIHH, BBIIPEKH Y€ HC
BCEKH I'H Mmony4dagad.

ANeprausa peaknHs

[IpusHauKTe Ha aiepruyHa peakuna Morar aa obaar:

- Ko:keH oOpuB (kofiTo MOXe aa e cuphai);

— ypTEKapua (kato oOpHB OT KONpHBa);

- ROAYBAHE HA KEN2UHTE, THIETO, YCTHHTE, PbIleTe HIH KPaKaTa.

AKO MOJIy4YHTE HAKO# OT T€3H CHMINTOMH, He3a0aBHO ce cBbpxeTe ¢ Bamug nexkap 4 copere npuema
na Tamcyana Ayo.

JamalBane, CBETOBLPTEXK H IPHNAAAHE

Tamcyaun Jlyo Moxe Aa NPHYKHY 3aMaliBaHe, CBETOBBLPTEXK W B PEAKH chiyyaH npunaaaHe. JlokaTo He
pa3bepere kak Bu Bnuse 1eKapcTBOTO, BHUMATENTHO C€ H3NPaBANTE OT JIETHANO HIIH CEAHANO MOJIOXKEHHE,
ocobeHo ako ce ¢bhOyxaaTe HOWHO BpeMe. AKO Ce NMOUYYBCTBATE 3aMasiHH WH UMATE CBETOBBPTEXK,
JIOKATO MPOBEXAATE JICUEHUE, ceiHETE HJIH JIerHeTe 10 OTMHHABAHE HAa CHMITOMHTE.

CepHO3HH KOKHE pPeaKuHH

[Ipu3HaLHTE HA CEPHO3HHU KOKHH PEeaKLiMX MOTraT /1a BKIIOBAT:

- reHepaJan3upan oOpuB c obpasyBaHe HA MeXYPH H JIIOLIEHE HA KOXKaTa, 0co0eHo 0K0.10
YCTATA, HOCA, OYHUTE H NOJI0OBHTE OPraHu (CHHAPOM HA CTHBLHC-J[KOHCHH).

YBeaomere Heszabapno Bamns dexkap, ako noayuyre Te3d CUMIITOMH H clipeTe ynorpebdara Ha
Tamcyana Adyo.

YecTR HexeNaHH Peakiiny

Morar aa 3acerHar Ao | Ha 10 MBxe:

-~ HMIIOTEHTHOCT (HEBBb3MOXHOCT 34 NOCTHraHe WM NOATbPXKAHE HA epexuun)*;

— HaMaJIEHO CEKCYAJIHO XKeNaHue (Tnonao)*;

- 3ATPYAHEHHA C eAKYNAUHATA, KATO HAMANEHO KOJIMYECTBO CIIEpMa, KOETO ce 0cBoOOXXAaBa N0

BpeMe Ha NoNoB aKkT*;
- YroleMABaHe WIH YyBCTBHTENHOCT Ha rbpAHTe (THHEKOMACTHA);

- 3aMasHOCT.
* [pu Manbk Opoii xopa HAKOK OT TE€3H ChONTHUA MOXKe 1a IPOABLKAT CheJl CNHpPaHE HAa MpUEMa Ha

Tamcyaun Jiyo.

HeyecTH HeXxeIAHH peakKuHH

Morar ga 3acerdar ao 1 Ha 100 Mbxe

— CBhpAe4Ha HEAOCTATBHHOCT (CHPLUETO CTABA MO-MANKO €PEKTHBHO MIPH HINOMIIBAHE HA KPbB KbM
TAN0TO. MOXe Aa UMaTe CUMITTOMH KaTo 3aayX, NpekalieHa yMOopa H MOJYBAaHE Ha IME3EHUTE U
Kpakara.);

— HHCKO KPbBHO HANAraHe NpH U3NpaBsHe;

— YCKOPEH CbpACUEH PUTBM (NANNHTALHH);

- 3aneK, Jdapus, MNOBpblIaHE, raJcHe;

— c1aboCT UM OTIIAAHANIOCT;

- rnasobonue;

- CbpOALL, 3anyLEH HAH TeYalll HOC (PHHHT);

- KOXeH 00OpUB, ypTHKapHi, ChbpOex;

— 3ary0a Ha okocmsaBaHe (OOMKHOBEHO NO TANOTO) HIH OKOCMSABAHE.
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PeakH BexeJaAHK DCaKIIHH

Morar aa 3acerHar g0 | Ha 1 000 mbxe:

- NoJyBaHe Ha KJena4yuTe, NTULETO, YCTHUTE, PbLETe WY KpakaTa (aHrHoeeM);
- MPHNAaJaHe. |

MHoro peAKH HexXeNaHH peaKuHy

Morar aa 3acerHat a0 | Ha 10 000 mbxke:

- NocTOssHHA DOJIe3HEHA epeKUMs HA [TeHUCa (NTPUanHIbM),

- CEpPHO3HH KOXKHH peakunn (cuHaApoM Ha CTHBBHC-JKOHCHH).

JIpyr# HexKelaHH PeaKIHH
Jipyry HexxesiaHu peakiuu ca HabnrogaBaHyi NpH MarbK 6poi MbiKe, HO TAXHATA TOMHA YECTOTa €

HeH3BeCTHA (UecToTaTa He MOXKe 1a Obae oLeHeHa OT HAUTHYHHUTE JaHHU):

- HENpaBuJIeH HIIH YCKOPEH ChbpACUYESH PUTBHM (APUTMHS MIIH TAXHKAPIHUSR WITH MPEACHPAHO
MbXKIAEHE),

- 3aAyX (AUCHEsN );

- AEeNpecus;

- OoNKa N MOAYBAHE HA TECTHCHUTE,

- KbpBEHE OT HOCA,

- TeXXbK KOXKeH 00OpHB;

- MPOMEHH B 3PEHHETO (3aMbIIIEHO 3PEHHE HWIIH 3PHTENHO Y BPEXKIaHE);

- CYXOTa B YCTaTa.

Cro0maBaHe HA HeXKeN3HH PeAKIHH

AKO MONYYHTE HAKAKBH HEXXENAHW NEKapCTBEHH peakukH, yeeaomere Bamng nekap wiu papmauesr.
ToBa BKNHOYBA BCHUKH Bh3MOXKHH HEOTMHCAHH B Ta3W JIUCTOBKA HeXKeNaHW peakuydyd. Moxere cbllo Aa
cbOOLIMTE HEXENAHH PEAKLIUN IUPEKTHO Ype3 U3nbnHKTENHa areHuMa o nekapcrsara, yn. ,,Jlamsax
pyes” Ne 8, 1303 Codus, Ten. 02 8903417, yebeaitt: www.bda.bg. KaTto chobiiiasare HexenaHu
peaKiHK, MOXETE Na RaJETe CBOA NPHHOC 32 NONyYaBaHe Ha NoBeye HHPOPMALHA OTHOCHO
0e30nacHOCTTa Ha TORA JIEKAPCTBO.

3. Kax na coxpanasate Tamcyana Ayo

Jla ce cbXpaHsiBa Ha MACTO, HEIOCTBITHO 3a AeLa.

He usnonssaliTe TOBa 1IEKapCTBO CNel CPOKa Ha FOAHOCT, 0TOENA3aH BBPXY KapTOHEHATa ONAKOBKa WM
6yTunkata. CpoKbT Ha FOAHOCT OTrOBapa Ha NOCAEAHHS AEH OT MOCOUEHHA Mecell.

Ha ce chxpausasa noa 30°C.
He u3xBbpasiiTe TekapcTBaTa B KaHAJU3aLMATA WK B KOHTElHEpa 3a AoMalltiu oTnaasuy. [lonuraiite

Bawuns ¢papMaueBT Kak a U3XBbPJATE JeKapcTBaTa, KOHTO BeUe He u3nonssarte. Te3n Mepky Lie
CTIOMOTHAT 3a OMa3BaHE Ha OKONHATA cpena.
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6. CobabpKaHHe HA ONAKOBKATA H JONbJHHTE/IHA HHpopManng

Kaxso cuabpxka Tamcyana [dyo

- AKTHBHHTE BELUIECTBA Ca AYTACTEPHA H TAMCYNO3HHOB XHapoxyopul. Beska TBbpaa kancyna
cbabpka 0,5 mg aytacrepun (B Meka kancyna) v 0,4 mg TaMCyIO3HHOB XHAPOXJIOPHA (104
¢opmarta Ha nENETH C HIMEHEHO OCBODOXK IaBaHE).

- Jpyrure cbCTaBKH ca:

Tebpaa xkancynHa oOBHBKa:

Yepen xeneseHn okcun (E172)

YepaeH xkeneseH okeua (E172)

TuranoB anokcua (E171)

XbaT xkenedeH okcun (E172)

XKenatul

YepHo MacTHNO (WIEINaK, YepeH xene3eH okcua (E172), nponHIeHrIMKo, KOHLIECHTPHPAH pa3TBoOp Ha
AMOHSAK, KaJTHEB XHAPOKCH/)

ChabpKaHMe Ha MEKHTE KanCYJIH AYTacTEPHA:
lMponunenraukon MoHokanpuaar, Tun 11 (BuxkTe Toyka 2 ,,Tamyann Jlyo cbabpkKa NpONHICHITTHKON ™)

byrunxuapoxcuronyen (E321)

XKenaTuH

["munepon

TutanoB auokcHa (E171)

Tpurnuuepnau (cpeaHa Bepura)

JleuuTuH (MOXKe Na ChbAbLPXKA COEBO MAC/0, BHXTE To4ka 2 ,, Tamyaua yo ¢cpabpKa JEUTHH OT COA™).

ChabpXkaHue Ha NEeNETHTE TAMCYJI03HH

CBNoMHMEp Ha METAKPHIIOBA KMCENHHa-eTunakpuaar 1:1, 30 npouenTtHa qucnepeus (ChAbpka HaTPUEB
naypuacyngar u nonucopdar 80, srxrte Touka 2 ,, Tamyann lyo cbabpka HaTpuii™)

MukpokpucTaiHa uenynosa

JInbyTtun cebakar

[lonucopbar 80

Konounnen, xuapaTHpaH CHIHUHEB AHOKCHA

Kanuues creapar

Kax n3raexaa Tamcyana [lyo H KAKBO ¢BALPXKA ONAKOBKATA
Tora nekapcTso € NoA ¢hopMara Ha NPOABIrOBaTH TEHPAHU KancCyjH ¢ KagaBo TAM0 H 6€XK0BO Kanaue, ¢
ornevyataH Haanuc C001 ¢ 4yepHO MacTUNIO M AbJXKHHA NpUdIH3HTENHO 24 mm.

Buoose onaxoexu:
HDPE 6yTtnaku: 7, 30, 90 u 180 (2 6yTnnku ¢ no 90) kancynm.

He BCMYKK BHAOBE ONAKOBKH MOTAT AAa ﬁ'b,ﬂaT NYCHATH Ha fasapa.

[MpHTexkaTea HA pa3pelleHHETO 33 YNOoTpe6a H NpoH3BOANTE
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IIpATeKATE] HA pa3pelleHHETO 32 YROTpeba
Teva B.V.

Swensweg 5

2031 GA Haarlem

Huaepnanaus

Ilpon3BoanTEN

LABORATORIOS LEON FARMA, SA

C/ La Vallina, s/n, Poligono Industnal Navatejera,
Villaquilambre 24193 (Lcon)

- HUecnanus

To3H JeKapcTBeH NPOAYKT e pa3pemieH 3a ynorpeba 8 anpxasure Yyienka na EHII e¢be creannre
HMEHA:

bbarapus Tamcyann dyo 0,5 mg/0,4 mg TBLpAH KaNcCyJiu
Tamsudil Duo 0,5 mg/0,4 mg hard capsules
Hcnauus Dutasterida/Tamsulosina ratio 0,5 mg/0,4 mg capsulas duras EFG
JiuTea Tamsulosin hydrochloride/Dutasteride Teva 0,5 mg/0,4 mg kicetosios kapsules
‘Hupepnauaus Dutasteride/Tamsulosinehydrochloride Teva 0,5 mg/0,4 mg, harde capsules
Hopgerus Dutasterid/Tamsulosin Teva
[MopTyranus Dutasterida + Tansulosina rattopharm
YHrapus Tamsudil Duo 0,5mg/0,4 mg kemény kapszula

JaTa Ha nocaeano npepasriaexaase na aucrosxkara 10/2024
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