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Pe3iome Ha EPAR 3a o6wiecTBeHO non3BaHe

Livensa
testosterone

HacToawmnaT AoKyMeHT npeacTasnsBa pestoMe Ha EBponeinckua nybnuyeH oueHbuyeH aoknag (EPAR) 3a
Livensa. B Hero ce passcHsaBa oueHkaTa Ha KoMuTteTa no nekapCTBeHT2 NMpoAYKTU 3@ XyMaHHa

ynotpe6a (CHMP) OTHOCHO NeKapCTBOTO, Ha KOSATO KOMUTETHLT 0Cii0BaBa CTAaHOBUILE 3a M3AaBaHe Ha
paspelleHue 3a ynotpeba 1 npenopbKn OTHOCHO YC/I0BUATa KA ynoTpeba 3a Livensa.

KakBo npeacrasnsBa Livensa?

Livensa e TpaHcaepManeH naactup (Nnactus; KOMTO BbBEX/Aa /IEKapCTBOTO Mpes Koxarta). MNnactmpst
ocBo6oxaaBa 300 MMKporpaMa OT aKTMBHQTO BELLECTBO TECTOCTEPOH 3a 24 yaca.

3a KakKkBoO ce um3nonssa Livensa?

Livensa ce nanonsea 3a fieye{ne Ha XKXeHM C OTCTpaHEHN MaTKa M ABaTa ANYHKWKa, C SINMca Ha
CeKCyasHM NOMUCIIN N XEeNgHMe, C KOETO UM Ce NPUYMHSBA CTpadaHue. N3non3sa ce npu naumeHTKu,

KOMTO Beye npueMaT ectpareH (JKEHCKU MOJSIOB XOPMOH).

JlekapcTBeH NpoayicT, GTNycKaH Mo NeKapcKko npeanvcaHue.

Kak pa nanonssarte Livensa?

Livensa e n3nonssa KaTto NPOABLKUTENHO Ie4YeHre, No eAuH NAacTup ABa MbTU CeAMUYHO. MnacTnpsT
ce.fipwjlara Bbpxy Cyxa, YMCTa KoXa B [lofiHaTa 4yacT Ha KOpeMHaTa cTeHa (KOpeMbT, HamMmpall, ce noj
KpbcTa). MnacTMpbT ocTaBa BbpXY KoXaTa TPy UM YETUPU AHW, Cllief KOETO Ce 3aMeHs OT HOB Miactup
Ha pa3fInYHO MACTO. EAHO M CbLo MACTO He TpsibBa Aa ce M3Mnos3Ba OTHOBO HaW-Masiko CefeM AHW.

3a Aa ce oTyeTe NogobpeHne oT nauueHTKaTa, MoOXe Aa € Heo6xoaAnM noBede oT Mecel,. AKO
nauMeHTKaTa He No4vyBCTBa NoJobpeHue cnes Tpu A0 LWeCT Mecela fieyeHne, Ta TpsibBa fa Ce CBbpxke
CbC CBOS fleKap M fieUeHMEeTOo [a ce npepasrneaa.

7 Westferry Circus e Canary Wharf e London E14 4HB e United Kingdom
Telephone +44 (0)20 7418 8400 Facsimile +44 (0)20 7418 8416 -
E-mail info@ema.europa.eu Website www.ema.europa.eu An agency of the European Union

© European Medicines Agency, 2010. Reproduction is authorised provided the source is acknowledged.



Kak peicrtBa Livensa?

AKTUBHOTO BeLLECTBO B Livensa, TeCTOCTEPOH, € eCTeCTBEH MOJI0B XOPMOH, MPoOuU3BEXAaH OT MbXeTe N B
no-Manka cteneH oT XXeHuTe. HUCKOTO HMBO Ha TeCToCTepoHa ce CBbp3Ba CbC cr1abo cekcyanHo
XenaHne n C HaMmansBaHe Ha CeEKCyalHUTe MUCInN “n B'b36Yﬂ,a. [Mpwn >XxeHu ¢ OTCTpaHeHU MaTKa u ANYHMLN
KOJIMYEeCTBOTO Ha NMPOU3BEXAaHWS TECTOCTEPOH Ce HamassiBa HanosoBMHa. Livensa ocsoboxaasa
TECTOCTEPOH Npe3 KOXXaTa B KPbBHUA NMOTOK U BOAU A0 HUBO Ha TECTOCTEPOHA, KOETO CbOTBETCTBA HaA
HMBOTO, HabnaaBaHoO npean oTCTpaHABAHETO Ha MaTKaTa U ANYHMUNTE.

Kak e npoyueH Livensa?

THI KaTO TECTOCTEPOHBLT e A06pe No3HATO BELLEeCTBO, KOETO Beye Ce U3NoN3Ba B APYru NeKkapcTsa,
KOMMNaHusaTa M3Mnos3ea AaHHW OT NybnnKyBaHaTa nuTepaTypa U npoBexaa CBoM CO6CTBEHU NPUYYBaHMS.
[BeTe 0CHOBHM NpoyyBaHusa Bko4YBaT 1095 XeHn cbC cpefHa Bb3pacT 49 roAnHM, Kouln ca npueMasnmu
yyasart Livensa no egHa roguHa. Livensa e cpaBHsBaH € nnauebo (nnactup, KOMTO H2 CbAbpXa aKTUBHO
BewecTso). [Npn NpoyyBaHMATa e U3Non3BaH crneunanHo pa3paboTeH BLNPOCHMK 3@ 13MepBaHe Ha
NON0BUSA MHTEpPEC M aKTUBHOCT NOCPeACTBOM 0Tbena3BaHe Ha 6pos Ha 3a40BOSIUTEAHN CEKCYyallHN
enun3oan 3a nepuoj ot 4yetupu ceammum. OCHOBHaTa MspKa 3a ePeKTMBHOCT CeE OCHOBaBa Ha NpoMsHaTta
B pe3ynTaTa OT BbMPOCHMKA Npean 3ano4BaHETO Ha NPOYyYBAHETO U LIEECT Meceua cnep e4yeHmeTo.

KakBu nonsm ot Livensa ca yctaHOBEHM B nNpoy4y=aHiaTa?

Livensa e no-edekTBeH oT naauebo. Korato pesynratute oT 4BeTe NpoyyBaHUsa ce pa3rneaar 3aefHo,

XXeHUTe, KOUTO u3nonsear Livensa, nmat cpeaHo 1,07 nose'e 3a40BONINTENHN CEKCYanlHM enn3oan oT
XXEHUTe, KOMTO M3Nnon3BaT nnauebo 3a nepmoa ot Yetupn ceaMmnun. CpeHo XXeHUTe, KOUTO uMat Tpu
3a40BO/IMTENIHM CEKCYyaslHM enn3o4a 3a Nepuoa OT-HeTupu ceaMnun Npeamn evyeHneTo, nMaTt OKosio neT
enun3oaa 3a nepmog oT YeTUpu ceaMuum, Cnej Kato ca u3nonssanu Livensa wect meceua. B cpaBHeHue
C TOBA XeHUTe, KOUTOo n3nonseat nnauebo, cnen wWecT Meceua nMaT OKO0 YETMPU enn3o4a 3a Nepuos
OT YeTupu ceaMmuLn.

KakBu ca puckoBeTe, CBbplaHu ¢ Livensa?

Hali-uecTnTe HexenaHu peakimy npu Livensa (HabntofasaHu npu noseve oT 1 Ha 10 naumMeHTn) ca
XMP3yTU3bM (MOBULLEHO OKOCMABaHe, 0co6eHOo No 6paanukaTa v ropHaTa yCTHa) M peakuMu Ha MSICTOTO
Ha NpWUIOXEHMe Ha nnactipa (3auvepBsaBaHe U Cbpbex). 3a MbJHUA CMUCBK Ha BCUYKKN HaboAaBaHK
npu Livensa HexenaHy weakunm — BUXTE NNCTOBKaTa.

TblA KaTo TECTOCTE[OHBT € MbXKM MOSIOB XOPMOH, XXEHWUTE, KOUTO npueMmart Livensa, TpsbBa Aa 6baaT
cnefieHu, 3a Ao ce BUAWU Aanu e pa3BUAT HAKAKBU ,aHApPOreHHU" HexenaHu peakumm (nosiesiBaHe Ha
MBXXKM XapaicTEPUCTUKM), KaTO OKOCMSIBaHe Mo JIMLETO, MyTMpaHe Ha rnaca uiamn koconag. Ako
3a6enex)@r HAKOM OT Te3W peakLmu, XeHuTe TpsbBa Aa ce CBbpXaT CbC CBOS fieKap.

Livensa e NnpoTMBOMNOKasaH npu xopa, KOUTO 61Mxa MOrin Aa NposiBAT CBPbXUYYBCTBUTENHOCT (anepruyHmn
PEAKLUNN) KbM TECTOCTEPOH UM HSAKOS OT APYrUTE CbCTaBKU. He TpssibBa Aa ce M3MNon3Ba U MpU XKEeHMU,
iTOUTO MMaT MW Ca UMan paK Ha rbpaaTa UanM Apyr eCTporeH-3aBUCUM pak, UM KOUTO MMaT Apyru
3abonsiBaHuMs, 3apaan KOMTO He MoraT Aa NpueMaT ecTporeH-CbAbpXXallM neKkapcTaa.

XXenuTte, nanonseaiwm Livensa, Tpsabsa oa npuieMart n eCTporeHu, HoO He OT Buaa, U3BECTEH KaTo
»KOHIOrMpPaHW ecTporeHun", Tbil Kato KOMbMHauMsTa UM C Livensa He e TosfikoBa edeKTUBHA, KONKOTO
KoMbuHaumsaTa Ha ApyrvM BUAOBE ecTporeHu c Livensa.
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KakBu ca ocHoBaHusiTa 3a oao6psiBaHe Ha Livensa?

CHMP pewasa, 4e nonsute oT Livensa ca no-ronemm oT puckoBeTe, 1 NpenopbyBa Aa My 6bae
n3gageHo paspelweHue 3a ynotpeba.

KakBu Mepku ce npeanpuemMar, 3a fa ce rapaHTupa 6e3sonacHarta ynorpeba
Ha Livensa?

KoMnaHuaTa, KoAaTo npoussexaa Livensa, we cneam BHUMATENHO HAKOW OT HEXeNaHuTe peakumn Ha
Livensa, HanpuMep aHAPOreHHUTEe HexenaHu peakumu. KomnaHugarta we Harnpasu npernes Ha BCU4Kn
TeKyLlK npoyyBaHus c Livensa, 3a na pasrneia Bb3MOXHUTE AbJIFTOCPOYHU PUCKOBE, BKITIOUUTENHO pakK
Ha rbpaarta, eHAOMEeTpunaneH pak (paK Ha nurasuuarta Ha MaTKaTa) N HEXENaHUTE peakKunn, sccdaraim
CbpLETO N KPbBOHOCHUTE CcbAoBe. KoMnaHuaTa we rnpeaoctaBu U niaH 3a o6yqume Ha Nexipute n
NMauneHTKUTE.

OonbnHutenHa nHdopmauus 3a Livensa:

EBponelickaTa KOMUCUA M34aBa pa3pelleHne 3a ynotpeba, BannaHo B paMkiiTe Ha EBponenckus cutos,
3a Livensa Ha 28 tonun 2006 r. NpuTtexaTten Ha pa3speweHuneTo 3a ynotpeha € Warner Chilcott
Deutschland GmbH. Pa3peweHuneTo 3a ynotpeba e BanmMaHoO 3a CPOK GT i1€T rOANHKN, Cnea KOeTo
noanexu Ha NnoaHoBsIBaHe.

MbnAHMAT TekcT Ha EPAR oTHOCHO Livensa Moxe aa ce HaMepw -TyK. 3a noseye nHbopMauns OTHOCHO

neyeHueTo c Livensa - npoueteTte nncroekaTa (cbio Yyacrt.orEPAR) nnu nonutanTte Bawus nekap mnum
dapmMauesT.

[aTa Ha nocneaHo akTyanusmpaHe Ha Tekcta 10-23810.
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