JIncToBKA: HHPOPMALHA 32 NANHEHTA

Xumiaapuu 5 mg puamupanu TadjeTku /J % ?0 J/.g
Hyplafin 5 mg film-coated tablets

6 ¥A7Y
¢unacrepun (finasteride) o 24 -03- 2075

IMpouyereTe BHHMATEHO USJIATA JJHCTOBKA NPeJH A 3aN04YHeTe 1a IPHEMAaTe TOBA JIEKAPCTBO,

Thil KATO T8 CbAbPKA BakHa 3a Bac nudopmanus. |

- 3ana3zere Ta3M JMCTOBKA. MOXKe /1a ce HaJI0’KH Ja S NPOoYETeTe OTHOBO.

- AKO UMaTe HAKAKBU JOMBbJIHUTEIHH BBIPOCH, nMonuTaiite Baiuus nekap wiu papmaiesr.

- Tosa nekapcTBO € npeanucaHo JM4HO Ha Bac. He ro npeorcrbnsaiite Ha apyru xopa. To moxe
J1a UM HaBpeIW, HE3aBUCHMO Y€ NPH3HALIMTE Ha TAXHOTO 3a00/ABaHe ca ChlIMTe Kato Bauure.

- AKO TOJIyYHTe HSKAKBY HEXKEJIaHH peakiuH, yBeaoMere Bauius nexap wiau ¢papmatent. Tosa
BKJIIOYBA H BCHYKH Bb3MOXKHH HEXKEJIaHH peaKlIMK, HEONMUCAHHU B Ta3H JIMCTOBKA. Brxkre

TOYKA 4.

KakBo ¢cbaABbpKa Ta3H JIHCTOBKA

KakBo npeacrapiisBa XuruiauH M 3a KakBO C€ M3M0J3Ba
Kakso TpaOBa na 3Haete, npeau aa npuemere XuriapuH
Kak na npueMmare Xuruiadus

Bb3MOXKHH HEXKeJlaHU peakLMH

Kak na cbxpansBare XumiapuH

ChabprkaHHe Ha OMAaKOBKaTa M 10MbJIHUTE/IHA HHpOpMaLIHs

Zalb il ol o

1. Kakso npeacraBisiBa Xunjia@uH H 3a KAKBO ce H3M0.13Ba

XurnaduH cbbpika aKTUBHOTO BELIECTBO (pHHACTEPHU, KOETO NPHHAUIEKH KbM Ipyna JIEKapCcTBa,
HapeyeHH HHXHOMTOpH Ha S-anda-peaykrasara. Te aeHcTBaT KaTo HaMajlsBaT pasMepa Ha
MpOCTaTHATA KJie3a NP MBXKETe.

XuriaduH ce U3MoJI3Ba 3a JIeYeHHE H KOHTPOJ Ha 00pOKa4eCTBEHOTO (HEPAKOBO) yrojieMsBaHe Ha
npocrarara.

y Kakso Tpsn6Ba 1a 3HaeTe, npeau 1a npHeMeTe XHJIaQHH

He npuemaiite Xunaapun

- aKO CT€ aJIepru4Hu KbM (PMHACTEPHI WM KbM HAKOS OT OCTAHAJIMTE ChCTAaBKH HA TOBA
neKkapeTBO (M30poeHH B TOUKa 6);

- aKO CTe JKeHa WK JeTe (BXK. Cblo ,.bpeMeHHOCT, KbpMeHe U (PepTHIMTET B TO3M pazjen).

[IpeaynpexaeHus u npeanasHy MepKH

["oBopete ¢ Baiuus nekap wiu papmaiieBT rnpeau aa npyemere Xuruiaput

- aKo umare HamasieHa QyHKLMS Ha YepHUs Apod

- aKo UMarte 3aTpyJAHEHUS NPHU MbJIHOTO U3Mpa3BaHe Ha MUKOYHHUSA MEXYp WJIH CHIIHO HaMaJieH
ypuHapeH notok, Bawuar nexkap ue tpsadBa 1a By npernena BHUMATEIHO MpeJIH J1a 3aro4HeTe
npuema Ha XHrulaguH, 3a 1a U3KJIIOYM HAJIMYHETO Ha IPYryd OOCTPYKLIMH B MHKOYHHTE ITbTHIIA.

OyukH, 00JIKa, yrojeMsBaHe Ha I'bPJAUTE WIH OT/JEJISHE HA CEKPET OT 3bPHOTO, ThH
OBbJaT NPU3HALIM 32 CEPHO3HO CbCTOSHUE, KATO paK Ha rbpjara.
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Axo Bawara MHTUMHA NapTHLOPKA € OpeMeHHa WK € Bb3MOXKHO /1a € OpeMeHHa, He TpsaOBa 1a s
u3jiarare Ha Bainara ceMeHHa TEYHOCT, KOATO MOXE /1a ChAbp’Ka CbBCEM MAJIKO KOJIHYECTBO OT
N1eKapcTBOTO (BXK. CBLO ,,bpeMeHHOCT, KbpMeHe H PEPTHUINTET B TO3M pasien).

Axko e HeoOxoanuMo na Bu ce HanpaBu W3ciieiBaHe Ha KPbBTAa HapeueHo “PSA™, HernpeMeHHO
yBegoMeTe Baiuus nekap Wiv MeJULIMHCKA CeCTpa, Ye MpHeMarte JIEKapcTBOTO, 3al0TO (PHHACTEPH]L
MOJKE JIa MOBJIUSE pe3yJITATUTE OT TECTa.

IIpomMenH B HACTPOEHHETO H JIeNpecHs

[TpoMeHH B HACTPOEHHUETO KATO JAEMPECUBHO HACTPOEHHUE, JEMPECHS H MO-PAAKO MHCIIH 32
camMOyOHMICTBO ca ChOOLIABAHH MPU NALMEHTH, JIEKYBaHH ¢ XHIUIapHUH. AKO MOJTYyYHTE HAKOH OT TE3H
CUMIITOMH, CBBpIKETE ce ¢ BaluuaT nekap Bb3MOXKHO Hal-CKOPO 3a JAOMbJIHMTE/IHA MEIHIIMHCKA
[MOMOLLL.

JApyrn JekapcrBa 1 Xunjaapuu

XunnadpuH TabneTkn 0OMKHOBEHO MOJKE 11a ce IpueMa ¢ Apyru jekapcersa. Mons nonuraiTe Bauus
JleKap npejiy Ja npueMere eIHOBPEMEHHO JIPYTH JIeKapCTBa.

HMudopmupaiire Bawus nekap win ¢apMaLeBT, ako NpHEMaTe, HACKOPO CTE€ NMPHEMAJIH HIlH €
Bb3MOXKHO J1a [IPUEMETE JIPYTH JIEKapCTBa.

XHIJIAHH ¢ XPAHH H HANTHTKH
XunnaduH MOXKe /1a ce npueMa cbC Wi 0e3 XpaHa.

bpemenHOCT, KbpMeHe H PepPTHIHTET

XunnaduH e nokasas 3a ynorpeda caMmo 3a Mbxe.

Axo Baluara HHTHMHA NapTHLOPKA € OpeMeHHa WK € Bb3MOXKHO /1a € OpeMeHHa, U30ArsanTe aa s
u3narare Ha Baiuara ceMe@HHa TEYHOCT, KOSITO MOXKE /1a ChAbpKa MaJIKO KOJIMYECTBO OT JIEKAPCTBOTO.
7Kenn, KOoHTO ca OpeMeHHH HJIH Morar /a 3a0pemeHesiT He TpsAOBa Aa OOpaBAT ¢bC CUYNEHH HJIH
cMaukanu Tabserkn Xunaadpuu. Axo puHacrepu ce abcopbupa npes Koxkara UilM ce rpueme rnpe3s
ycraTa OT OpeMeHHa »eHa C IJ10J1 OT MbXKKH M0J1, 1€TeTO MOXKe Ja ¢ce poau ¢ MajipopMaLlMy Ha
nosiopute opranu. Tabnerkure ca ¢ (UIMOBO MOKPUTHE, KOETO MpEANa3Ba OT KOHTAKT ¢ (PUHACTEPHL,
MpH yCJIOBHE, Y€ TabJIETKUTE HE ca CUYNEHH HIIH CMaYKaHH.

[Tpu MBiKe, TekyBaHH ¢ (pUHACTEPH MMa CHOOLIEHHUS 3a Oe31U1041e U BIIOLIEHO KaYyeCTBO Ha
cniepMara. B HAKOM OT Te3H cboOLIeHHUs ce 0TOeNA3Ba, Y€ MBbKETE Ca UMAJIK IPYTH PUCKOBU (PAKTOPH,

KOMTO MOTaT /1a OKaXkat BiiMsiHHe BbpXY deprrauTeTa. Chobdiasa ce 3a HOpMaM3upaHe HIH
noaoOpsBaHe Ha KAYECTBOTO Ha criepMmarta cjie/l CIIHpaHe Ha JIEYEHHUETO ¢ (pUHacTeEpH.

Illlopupane n pabora ¢ MAIIHHH
Hsama nansu, ye XuraduH oka3sa BJIMSHHE BbPXY CMOCOOHOCTTA 3a wodgupaHe U paboTa ¢ MalllUHM.

XumjiagpuH cCbAbPAKA JIAKTO32 H HATPHH
Ako BaumuaT nekap Bu e ka3ain, ye umate HENOHOCUMOCT KbM HSKOM 3aXapH, CBBPIKETE CE C HEro,

npeau Aa rnpueMeTe TO3M JIEKaApPCTBEH NMPOIAYKT.
ToBa nekapcTBO chabpka no-Mayuko or 1 mmol HaTpuii (23 mg) Ha puaMHpaHa TadsIeTKa, T.€. MOXKe

J1a C€ Kaxke, Y€ NMPaKTHYECKH He CbAbpiKa HATPHH.

3. Kak na npuemare Xunjadpun

Bunaru npuemaiite ToBa JIeKapcTBO TOYHO KakTo Bu e ka3an Bawus nekap wiu Cbﬂp
CTe CUI'YPHHM B Hello, nonutaiite Bawms nexkap uinu apmauesr. ,/
I«

I 4
[IpenopbumTennara no3a e 1 Tabnerka Ha JeH. ‘[

TabGnerkara TpsOBa aa ce norblua Usjia ¥ He TpsAOBa J1a ce YyInH WKW MayvkKa. Mﬂ}i{é ﬂ&‘GE npuwa m:e;

WM 06e3 XpaHa. M o

T
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AKO cTe NpHeJIH NoBe4e OT HeoOXoAUMATA 1032 XHIIAPHH
He3abaBHO ce cBbpXKETE C JieKap, HaiH-011M3K0TO OTAEIeHHE 3a crieliHa noMoln Wik LleHTspa no
TOKCHKOJIOT'HS H MOUCKaHTE ChBET.

AKO ¢Te NpPONyCHAJIH Aa npuemMeTe Xunjaapux
He B3emaiiTe aBOiiHA 1034, 3a 1a KOMIEHCHUpaTe nponycHarara tabdjaerka. [IpocTo B3emere
cieaBailiaTa B oOM4aiHUs yac.

AKo cTe cnpeyin ynorpebara Ha Xunjaaguu

Bbnpeku, ye ciea KpaThbK NEPHOJ Ha JieueHHe ce HabJro1aBa noaodpeHue, MOXKe /1a ce HaJIOKH J1a
MPOIBJDKUTE JIeYeHHEeTO 3a noHe 6 meceua. He npomensiiTe no3ata WM criMpaiite jiedyeHueTo Oe3 Ja
ce KoHcyaTupare ¢ Bauus jiekap.

AKO WMaTe HAKaKBM JIOMbJIHUTEHH BBINPOCH 3a ynorpedaTa Ha TOBa JieKapcTBO, nonuraire Bamus
neKap win ¢apmaLeBT.

4. Bb3MOKHH HEKEJIAHH PeaKIHH

KakTo BCHUYKH JIEeKapCTBa, TOBA JIEKAPCTBO MOJKE /1a MPE/IM3BHKA HEXKEJIAHHU PEaKLIHH, BLIIPEKH Y€ He
BCEKH ' MOJy4aBa.

Cnpere aa u3no3sare XuradguH u ce cebpkere HezabaBHO ¢ Baums jiekap, ako noJiyuydTe HAKOHM OT
CJI€JTHUTE CUMNTOMH (AHTHOEIEM):

[TogyBaHe Ha JIMIIETO, €3WKa WJIM IbPJIOTO, 3aTPYAHEHO MperjibLilaHe, YpTHKapHs H 3aTPY/IHEHO
nuinane. Te3n cuMnTomMu Morar Ja OblaT NpU3HALM Ha aJiepruvyHa peakuus, YHATO YECTOTa €
Heu3BecTHa (He Moxke J1a Objie onpeaesieHa OT HAJIMYHUTE JJaHHH).

Yectu (Morar ja 3acerHat a0 1 Ha 10 ayum):
HecriocoOHOCT 3a MNoCTHraHe Ha epeKLMs, MOHHKEHO CEKCYa/IHO BJICYEHHE, HAaMaJIEH 00€eM esKyar.

Heuectun (morar aa 3acerHar 10 1 Ha 100 ayim):
UyBcTBHTEIHOCT B 00/1aCTTa Ha rbpAMTE, OOPHUB, YrojieMsaBaHe Ha I'bp/IMTE, 3aTPYAHEHHUS MPH

EAKYJ1aL1s.

C Heu3BeCTHA 4ecToTa (OT HAJIMYHUTE JIAaHHU HE MOKe Jla Ob/1e HarpaBeHa OLIEHKA):

Jlenpecus, 60sika B TECTUCUTE, KPBB B CEMEHHATa TEYHOCT, HECITOCOOHOCT J1a C€ MOCTUIHE EPEKLIUA,
JIOPH CJie/]1 CIIUpaHe Ha JiedeHHeTo ¢ XUruladuH, HapyLIeHa esKylalus, KOATO NpoJabJikKasa ciie/l
CIHpaHe Ha JICYEHHETO, HAMAJIEHO CEKCYATHO JKeJIaHHE, KOETO IMPOAb/KaBa H Clie/l CIIUpaHe Ha
JIEYEHUETO, OE3MJI0/IHe MPH MbXKE H/WJIK JI0LI0 Ka4eCTBO Ha cnepMmara (cbobluasa ce 3a noji00peHo
Ka4yeCTBO Ha CriepMara cjie/l NpeKpaTaBaHe Ha JICYEHHETO), CbpOek, ypTHKapUs (KONpHUBHA TpecKa),
HEMpPaBHJIHO, CWJIHO, WK Obp30 OHMeHe Ha ChPLETO, MOBHILIABAHE HA YEPHOAPOOHUTE EH3HMH,

TPCBOMXKHOCT.

Tps6Ba He3zabaBHO aa HHGopMHUpaTe Bauius nekap 3a BCAKaKBH MPOMEHH B TbKAHTA Ha I'bP/MUTE KATO
Oyuku, Ooska, yrojieMsBaHe Ha TbKaHTa Ha I'bPAMTE WIH OT/AEJSHE Ha CEKPET OT 3bPHOTO, ThH KaTo T€
Morar aa ObJ1aT NpU3HaALKM HAa CEpHUO3HO CbCTOSHUE, KaTO paK Ha rbpaara.

Cro0maBaHe HA HeXKEJIAHH PeaKIHH

AKO NMoJIyuUTe HAKAKBH HEXEJIAaHU JIEKAPCTBEHHW peakLuH, yBeaomere Bauius jiek
ToBa BKJ1I0YBA BCUYKH Bb3MOXKHHU HEOITMCAHH B Ta3H JIMCTOBKA HEXKEJIAaHH peaKLiv}
CHOOLIMTE HEXEJIAHU PEaAKLIMH AUPEKTHO Ype3 U3nbJIHUTE/IHA areHLMs 110 JieKa BATA,

['pyes” Ne 8, 1303 Codms, Ten.: 02 8903417, yebeaiit: www.bda.bg. Kato caoﬁmalha':rg HEKER ' aﬁu &

peaKLMy, MOXKETE /1a JIaJIeTe CBOS MPUHOC 3a MoJly4yaBaHe Ha nopevye HHopmaius cm{dcliz &.f
0e30nacHOCTTa Ha TOBa JIEKapCTBO. /
3 =

SE/H/0634/001/11/042



5. Kak aa cexpansBare Xunjiagua

,HEI Ce CbXpaHsaBa HA MACTO, HEAOCTBLITHO 34 ACLA.

He u3non3saiite TOBa JIEKAPCTBO CJI€/l CPOKA HA FOJAHOCT, OTOENA3aH BbPXY €TUKETa U KapTOHEHaTa
onakoska cien ,,J oaeH 0. CpoKbT Ha NOJAHOCT OTrOBaps Ha MocjaeaHHUsA JA€H OT MOCOYEHHs MeCell.

He u3xebpasiiTe nekapcTBara B KaHaJIM3aLMATa WIK B KOHTEHHEpa 3a JIOMAllIHH OTNAAbLIH.
[Tonuraiite Bamus dapmainieBT Kak 1a U3XBBPJIATE JIEKapCTBaTa, KOUTO Beuye HE U3roisBare. e3u

MEPKH L€ CITOMOrHaT 3a Orna3BaHE€ Ha OKOJIHaTa cpcja

6. CpabpxaHHe HA ONAKOBKATA H J0NbJHHTEHA HHPOpMALHSA

KakBo chabpxa Xumjiapuu

- AKTHBHOTO BellecTBO € ¢puHactepua. EnHa punmupana tabnerka cbabpka 5 mg puHacTEpUI.

- JIpyrute cbCTaBKH B 8pOTO Ha TadsieTKaTa ca: JIJaKTo3a MOHOXH/IpaT, MUKPOKPHCTAJIHA
LIeJ1YJ103a, MPEXKEJATUHU3UPAHO LAPEBUYHO HULIECTE, JIayPOMJIOBH MAaKpPOrOJINIHLIEPH/IM,
HaTpHEeB HUILIECTEH IJIMKOJIAT, MarHe3ues creapar. 1abieTHOTO MOKPHUTHE ChAbpIKa
XHUIIPOMeENI03a, MaKporoJ, THTaHOB AHOKCHA (E171) n unauro kapmun (E132).

Kak n3rjexaa XumjiapuH H KaKBO ChAbPKa ONAKOBKATA

XurmnaduH € CHHSA, KpbIJla, ABOMHOM3ITbKHAMA TabneTka ¢ Haanue “F57. JlnamerspbT € 7 mm.

OnakoBkH ¢ 6aucrepu, coabpkainu 7, 10, 14, 20, 28, 30, 49, 50, 60, 98, 100 wimn 300 Tabnerkwu.

[TnactmacoBu OyTvinku, cbabpkainy 10, 30, 50, 100 uaun 300 Tabnerkw.

He BCHYKH BHJ1I0BE OMAKOBKH MOrar J1a Obaar [MYCHATH Ha [a3apa.

[MpuTexaTes HA paspelieHHETO 32 ynorpeda

Teva B.V.
Swensweg 5

2031 GA Haarlem
Huaepnanaus

IIpousBoauTen:

Genericon Pharma GmbH

Hafnerstrasse 211
A-8054 Graz
ABCTpHUS

Actavis Group PTC ehf
Dalshraun 1
220 Hafnarfjordur

HUcnanaus

ToBa JiekapcTBO € pa3penieHo 3a ynorpeda B Abp:KaBHTe - YWICHKH HA Eﬂpnneﬁclgqﬁ"'ﬁ;. N0 Ao\
o - ‘_"I' L
HKOHOMHYECKO NPOCTPAHCTBO NMOA CJIC/IHHTE HMEHA: . -

bbarapus

Yewka Penybnuka
YHrapus

[Tonwma

CnoBakus
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XunnaguH 5 mg punmMupanu TabneTku

Hyplafin 5 mg

REDUPROS 5 mg filmtabletta

Hyplafin
Androfin 5 mg
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LIBeums Finaset 5 mg film-coated tablet

JlaTa Ha MOCJIEAHO NMpepasrjexiaHe HA JJHCTOBKATA —
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