JJHCTOBKA



JIncToBKka: HHPOpMALHA 12 NOoTpeduTe 1A

Anapokyp leno 100 mg/ml nHxkeKUUOHEH pa3TBOp
LUHTPOTEPOHOB ALIETAT

Androcur Depot 100 mg/ml solution for injection
cyproterone acetate

HPO'IETGTE BHHMATE/IHO LIA1ATA JIHCTOBKA NpeAH 13 3aMOYHETE 1A NPHEMATE TOBA J1€KapCTBO.

- 3anazeTe Ta3u NUcToBka. Moxe 21a ce HaNOXKH a4 A [MPpOYHETETE OTHOBO.

- AKO UMATE HAKAKBU JAONBIHUTETHH BLITPOCH, nonutanTe Batuus JICKap HJH cbapmauem,

- Topa JNCKaApCTBO € NPpCANUCAHO JIMHHO HA Bac. Hero ﬂp&DTCT’bHB&ﬁTE Ha APYIr'H XOpa. To MOXe na um
HaBp€aH, HE3ABUCHMO OT TOBA, 4€ TEXHHUTE CUMNTOMH Ca CBUIUTC KATO Bauiure.

- AKo MOAYHHTC HAKAKBH HEKCIIAHHW NEKAPCTBCHH PCAKUIHH, YBEAOMCTEC Bautus JICKAp HIH CbﬂpMEl.lﬁBT.
ToBa BK1HOUYBA H BCHYKH Bb3MOMNHH HEXEJTaHU p€aKUHH, HCOMNMHUCAHH B TA3H JIMCTOBKA. Buxcre Touka
4.

KakBo ¢baABbPXKA TA3H JTHCTOBKA!

1. Kakeo npeactasnsea Auapokyp Jeno u 3a kakso ce manonssa| W3MBJIHUTENHA ATEHUMR 1O HEKAPCTBATA
2 [lpeau aa nanonszeare Anapokyp Jeno Mucmodad  Nponommnse 2

3 Kax pa u3nonisare Anapokyp /leno
4. B13MOXKHH HEXENaHN peakLUU
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Kak na ¢vxpaHaBate AHapokyp Jleno
JlonbaHATENHA HHpOPMaALIUA

llllll

1. Kakso npeacTaBiassa AHApokyp Jdeno n 3a KxaKBO ce H3M013Ba

AHApoOKyp [leno e xopMoHaneH NpoAYKT, AeACTBall Cpellly MBKKUTE NONOBH XOPMOHH (AHJIPOTEHH ).
JlekapCTBEHOTO BEUWIECTBO € LIMNPOTEPOHOB aleTar.

AHAPOKYp HaMansBa KOHUEHTPAUMATAE HA TECTOCTEPOH (aHAPOreH) B KPbBTA. T0OBA OT CBOA CTPAHA BOAM A0
HaMalgBaHe Ha TMONNoTO.

AHaporeHuTe 01aronpyUATCTBAT PAa3BHTHETO HA paka Ha npocTtararta. [lpy Te3u nauneHTH, AHIPOKYPp
[MOTHCKA TO3H €JEKT.

Anapokyp Jeno ce u3mo3Ba 3a

- MOTHCKaHE Ha NUOUJ0TO B CIyHaM Ha CEKCYANHH OTKIOHEHHUS NPH MbXKE
[Ipy noTHCKaHe Ha NHOMAOTO NPH CEKCYANHH OTKJIOHEHHWA TpAOBa Aa MPUEMATE LIMNIPOTEPOHOB aUETAT
100 mg/ml camo, ako BawuaT sekap npeueHu, 4e Apyrd METOAK Ha NOBJIMABAHE Ca HENOAXOANAULH.

- AHTHAHAPOrE€HHO JIEYECHHE Ha HeomnepabUIIeH KapUHHOM Ha NpoCTaTara

2. Kaxkso TpadBa xa 3HaeTe npeau Aa npHeMeTe Anapokyp deno
He n3noasBanTe AHApoKYp deno

He nanonisalte AHAPOKYP, aKO CTPAAATE OT HAKOES OT ChCTOSHHUATA, U3DPOEHH NO-101Yy. AKO HIKOE OT TAX
ce oTHaca A0 Bac, croOwerte Ha Bawina nekap npeay na 3anoyHere H3nea3BaHeTo Ha AHAPOKYP.

Koeamo e npeonucan 3a namanagane Ha aubuoomo & ciy4au Ha CEKCYAIHU OMKIOHEHUA NPU Mb

® aKo HMaTe uepHoApoOHO 3abonasaHe;



® aKO CTpajare OT BPOJICHH HapylleHUA Ha uepHoapoOHaTa PyHKLMS C HAPYWEHO OTAENAHE Ha NMUIMEHTa
Ha YEPBEHHTE KPLBHU KNETKH, HapeueH Gunupybun (cuHapom Ha Dubin-Johnson unu Ha Rotor),

AKO UMATE WITH HAKOra CTE HMaIH 100POKaYECTBEH HIIH IOKAYECTBEH YEPHOAPOOEH TYMOD;
aKO WMaTe HJIK HAKOTa CTe HMany NoOpoKayecTBEH TYMOP B MO3bKa (MEHHHTHOMA);,

aKo CTpajaTe OT UITOLKUTENHO 3a0onasane (3abonsBaHe, NPeAU3BAKBALLO 3aryba Ha Cuna);
aKO CTpajarte OT TeKKa XPOHHUYHA [1IETIPECHH;

aKO HMaTe WJIH HAKOra CTe HMAJIM HapylleHHe Ha KpbBOOOpaLLEHHETO: Ha NPAKTHKa ChbCTOAHUS,
CBbP3aHU ¢ TpoMBo3a (0OpasyBaHe Ha KPBBEH CLCHPEK), B KPLBOHOCHHTE Ch0BE (TpomMboeMboIHYEH
npouec);

® aKO MMAaTeE TEXBLK AWaleT Che 3acsAraHe Ha CbAOBETE:;

® 3aKO WMaTe CbPMNOBUAHO KIETbY4HA AaHEMMHA,

® aKo CTe aneprudHu (CBPbXYYBCTBUTENHU) KbM LIMMPOTEPOHOB aL€TAT HITH HAKOA OT OCTaAHAJIUTE
CbCTaBKHA Ha Anapokyp Jeno.

Kozamo e npeonucan xamo aumuanoOpoceiia mepanus npy Heonepabuien KapyunoM Ha npocmamama

® aKO MMAaTE YepPHOAPOOHO 3abosiABaHe;

® aKO CTpajaTe OT BPOAEHH HAPYLUEHHA HAa 4ePHOAPOOHATa GYHKUMA C HAPYWEHO OTAECASHE HA NUTIMEHTA
Ha YepBEHHTE KPbBHH KIIETKH, HapeveH OUnupyOouH (cuHapoM Ha Dubin-Johnson uian Ha Rotor);

®  AKO MMATE WIIH HAKOTa CTE€ HMANK AOOPOKAYECTBEH MU 3110Ka4e€CTBEH YepHOAPOOEH TyMop (caMo ako
He € MeTacTa3a OT KapLUMHOM Ha npocTarara);

® 3aKO HMATC WK HAKOra Ct€¢ HMajiu ﬂDﬁpOKﬁ'—IECTBEH TYMOpP B MO3bKa (MEHHHI‘HGMH);

® aKo CTpajaTte OT H3TOUMTENHO 3abonaBaHe (3abonsBaHe, NPEAU3BUKBALLO 3ary0a Ha cuAa, ¢
H3KIOYEHHUE Ha HeonepabHNEH KapliMHOM Ha npocTarara);

® AKO CTpaNaTe OT TCKKA XPOHHUYHA ACNPECHA,

®  aKO MMaTe aHAMHE3a WM JJAHHH 33 HapyuleHKe Ha KpbBOOOPALUEHUETO: HA NPAKTHKA ChCTOAHHMA,
cBbP3aHH ¢ TpoMOo3a (0OpazyBaHe Ha KPbBEH CbCHPEK), B KPbBOHOCHHUTE Cb0Be (TpoMboeMbonnueH
npouec);

®  4KO CTE€ ANEePrHiHH (CBPBXYYBCTBHTETHK) KbM LUHIPOTEPOHOB ALIETAT HIIKW HAKOA OT OCTAHAIHTE
ChCTaBKK HA AHApOKyp Heno.

Ob0bpHeTe cMeHAIHO BHHMAHKE NPH ynoTpedaTa na Anapoxyp Heno
AHAPOKYD HE Ce NMPenopbyBa NMPU MOMYETAa U Maaaexu noa |8-roauurna Bu3pacT, Thit KaTo O€30MaCHOCTTA
H ePHUKACHOCTTA HE € YCTAHOBEHA B Ta3W Bb3PACcTOBa rpyna.

Aunapokyp Hdeno He Tpabea na ce npuaara npeaM Kpas Ha nybeprera, ThH KaTO HE MOXKE Ja C€ U3KTIOYH
HeG1aroNnpUATHOTO MY BAKSHHE BbPXY PacTeXa M BbpPXY OLUE HeCTaDHNIHATa XOPMOHaNHa peryjauns.

Undopmupaiite Bawns nekap, ako ctpagate ot AnabeT, Thi KATO MOXE j1a HMa HY>KAa OT NPOMAHA BbB
Bawero neuenme ¢ autuanabeTHu nekapceTea. Tosa 3ab0/19BaHe M3HCKBA CTPUKTHO HAbNOAEHHE NO BpeMe
Ha TepanuaTa ¢ AHIPOKYp (BX. Touka ,,He uinoassasite Anaapokyp Jdeno™).

JloknaaeaHu ca cliyqan Ha aHeMMs No BpeMme Ha TepanuaTta ¢ Axapokyp Jleno. Eto 3awo, Bawuar aekap we
npocneassa Baulata kpbBHa KapTHHA MO BpeME Ha JIEUEHUETO.

JlaHHH OT NPOYYBAHHA NPH XKUBOTHH NPEANONArar, 4¢ BUCOKH 103H AHAPOKYP MOraT Aa HaManaT
(GYHKLUHATA HA XOPMOH-MTPOU3BEXAAIUMTE XJ1E3H, Pa3NnoNokKeHH Hal ObOpeunTe (Han0bOpeuHu *u1e3n). Eto
3al0, Bawuar nekap Moxe aa npeanpuemMe HAKAKBH TECTOBE, C KOWTO Aa NPOC/IEN TO3H edeKT No BpeMe
Ha IEUEHHUETO ¢ AHIAPOKYP.

YnorpebaTta Ha LUNPOTEPOHOB ALETAT CE CBBLP3BA ¢ PA3BHTHETO FIABHO Ha A0DPOKAYECTBEH TYMO
MO3bKa (MEHWHIHOM). PUCKDBT pacTe 0COOEHO, KOraTo ro W3nona3Bare nNo-npoALDKHTE/IHO BpeMeE
rOJAMHH) WK 33 NI0-KPaTKO BPEME ¢ BUCOKH 103 (25 mg Ha AeH W no-BUCOKH). Ako Bu e nocrasena
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MnpUeMainTe UMNPOTEPOHOB aueTaT™ ). Ako 3abenexuTe HAKAKBY CUMOTOMHU KATO NPOMAHA B 3pEHHETO (Hanp.
ABOMHO BHXKJAaHE WK 3aMbITIeHO BHXKAAHE), 3ary0a Ha cllyXxa WK WYM B YUIUTE, 3aryba Ha oOoHAHHe,
rnapobonMe, KOETO ce BAOLIABA C BPEMETO, 3aryba Ha naMeT, NpunaabLM, c1adocT B pbLETE WK KpaKara,
TpabBa BeaHara aa cbobwmMTe Ha Bauwina nexap.

[Tpu naumeHTH Ha Tepanus ¢ AHAPOKYP € choblaBaHo 3a nogea Ha Tpomboia (TpoMOoeMOONHYHH
HWHLUHAEHTH), BLIIPEKH Y€ HE € YCTAHOBEHA NPUYMHHO-C/IEACTBEHATA Bpb3Ka. [launMeHTyH ¢ aHaMHe3a 3a
TpoM003a KK HANpeaHAT0 IN0KAaYeCTBEHO 3a00NsaBaHEe ca ¢ MOBULIEH PHCK OT TpoMOoeMOonHA.

HUnudopmupaiite Baluna nekap, ako vMare WM HAKOra CT€ HMAIH apTEpHalIHA HIW BEHO3Ha TpoMbo3a,
OenonpobeH eMO60IN3BLM, ChpeueH MHUKAEHT (MHOKapAeH HHDapKT) UK HHCYAT (uepebpoBackynapeH
HHLHIEHT).

AKO CTe JIEKYBaHH 33 KapUHMHOM Ha NpocTaraTa, HHPOPMHUPANTE 1eKapa CH, aKO B MHHAIIOTO CTE€ HMAJTH
HAKOE OT C/IEAHUTE ChCTOAHHA, T KaTo Bawiuar nekap we tpabBa 1a HanpaBX BHUMATEITHA TPELIEHKA
npeau Aa By npeanuiiie ToBa NeKapcTBo;

- HapyLUIEHHA Ha KpbBoOOpaleHueTo (Mo-cneuranHo obpalyBaHe Ha KPpbBEH ChCHPEK)

- ChLPNOBHAHO KIETHUHA aHEMHS

- TeXbK AHA0ET ChC 3aCATAHE Ha CHAOBETE

KakTo ¢ BCHUKH MAacCTHH pa3TBOpPH, BalUAT nekap e HHXEKTUpa AHAPOKYP €AWHCTBEHO B MYCKY H
MHOro 6aBHO. MacTHHAT pa3TBop AHApokyp Jeno moxe aa nocturue 6enure apodose (benoapodna
MHKPOEMOONHS Ha MACTHH pa3TBOPH), KOETO MOXKE 1a NOBEE A0 NPHU3HAUK H CHMITTOMH, KaTO KaLlU/IHLa,
3a1yX (aucnHed), O0ska B rbpauTe. Moxe na uMa M Apyry NpU3HAUK U CHMITTOMH, U3BECTHH KaTo
BA30BAara/lH¥ PEaKLMHK, KaTO HEPA3NONOKEHHE, NOBUILIEHO H3NOTABAHE (XHNIEPXHAPO3a), 3aMasHOCT, “doanu
W UTTTHYKK (TapecTe3ns) uny 3aryda Ha Ccb3HaHWe (CHHKON). Te3n peakuMu MoraT Aa ce NoABSAT Mo BpeMe
WK HENOCPEACTBEHO Clie] MHXXEKTHpAHETO M ca oOpaTuMu. Jledenuero ot Bawunda nekap 0OMKHOBEHO €
noasprkalno. HanpuMmep Moxe na Bu 6bae naaed kucnopoa.

AKO CTe Ha NeYeHHe 3a NOTHUCKAHe HA NHOHAOTO B CJAY4HaHn Ha CCKCYANHH OTKNIOHCHHA, ECbEKTH Ha AHHPDI{yp
MOXe Aa Obae HaManeH noja BAMSHUE Ha ankoxona.

Ilpvem HA APYIH JIeKApPCTBA

Mons, nHpopmupaire Bawus nekap uau papmMaueBT, ako MPHEMATE AU HACKOPO CTE MPHEMANH APYIH
JeKapcTBa, BITIOUHTEIHO U TaKKMBa, OTNYCkaHH be3 peuenTa.

HudopmupaiiTe Bawua nekap ocobero, ako npuemare CTaTHHU (1€KapCTBa 32 HAMANABAHE HA MA3HHHUTE B
KPBbBTa), TbH KaTO BbB BHCOKH A03H AHAPOKYP MOXKE a NPEAU3IBHKA OTIPEACIICHU HEXENAHU PeaKUHH
(MHONAaTHA HaH pabaoMHONNU3A), KOUTO C€ MOABRABAT NO BPEME HA JIEYEHHETO CbC CTATHHH.

Cobuo Taka, nHGopMHupaiTe Bawng nekap, ako npuemarte ApyrH JeKapcTBa, KOMTO 0ka3Bar eexkT BbpXy
YyepHHA Apob, kaTo:

® KETOKOHA30J1, HTPAKOHA30J1, KIIOTPHUMa3oa (3a rOUYHH HHPEKLINH)

® DHTOHABHP (32 BUPYCHU HHPEKUHUH)

e pudaMnUumH (3a TyOepkynosa)

¢ (PeHWTOMH (3a enunerncus)

® NPOAYKTH, CbABPHKALLUHW XKBAT KAHTAPHOH

Bucoku 1031 AHapokyp (100 mg, 3 nuTH AsesHO) MoraT aa O10KMpaT HAKOW YEPHOAPODOHH EH3UMH, KOETO
MOXe€ 11a NoBaHvse edeKTa Ha ApYrH NeKapcTha.

bpeMeHHOCT H KbPMeEHe
Jlewennero ¢ Anapokyp Jleno (3a ynorpeda npu Mbike) € HENPHUITOKHMO NPH XKEHH.

lopupane n padora ¢ MAILWAH




Anapokyp Jleno Moxe a npen3BUKa yMOPa U HaManeHa »KM3HEHOCT U Jla HapyLH ¢cnocoOHOCTTa 34
KOHIIEHTPALIUA.

Anapoxyp deno cbabpxa beninndeHsoar
Tosa nekapcTeo cbabpxka 1855.8 mg 6eH3znnbeH3oaT BLB BCAKA amIysla, KOUTO ¢a €KBHBAIEHTHH Ha
618,6 mg/1 ml.

3. Kak 1a npuemate Anapokyp leno

Bawust nexap we Bu nHxexktupa Auapokyp Jleno mHoro 6aBHO B MycKyfia ¢ Uen Aa U30€THE BCHYKH
KPbBOHOCHH CbHJI0BE.

AKO WMaTe BrieyaTNeHHe, ye edexTbT Ha Auapokyp Jleno e npekaneHo CHIIEH HAM NMpekaneHo cnab,
cBbpkeTe ce ¢ Bawng nekap unu papmauesT.

ITomuckane na aubucdomo @ cayyau CeKCyariyu OMKIOHEHUA NPU MBbIICE
1. BawiusaTr nekap uie Bu nHxektupa abiboko B Myckyna | amnyna AHApoKyp Ha Bcexu 10-14 anm.
2. BawusTt nexap Moxe aa yBeiWuHd A03aTa 10 2 amnyau Ha Becekd 10-14 quu. Lile Bn 6vae nocrasena
no 1 amnyna B 1%BaTa U AACHATA YacT Ha CEAATIMLIETO.
3. [1pn pocTUraHe Ha 3aJ0BOJUTENEH TEpANEBTUYEH pe3ynTar, BawuaT aekap 1ie Hamanu no3ata
MOCTENEHHO YPe3 YBEAHYABAHE HA UHTEPBAIUTE MEXAY NOCTABAHETO HA MHIKEKIIMHTE.
3a ctabunusnpaHe Ha TepaneBTHYHHA eDEKT, € HEOOXOAUMO AHAPOKYP Aa C€ U3NMOA3RA NPOABNKHTETHO
ppeme. BawnuaT niekap moxe na By npenopbua ncuxotepanus npes ToBa BPEME.

AH”IHHH()])GE’EHHH mepanus Hd HEUHEPHGI{HEH KapyunoM Hd npocmdmama

BainsaT neakp we Bu nocrass no |1 amnyna ceAMUYMHO, NPUIOKEHA ABJIOOKO B MYCKYNA.

He npomeHsiiTe May npekbeBaiTe SIeHEHHETO UK A03aTa, KoATo By € npeanncaHa, ako BHe3anHo
MOMYBCTBATE NOAOOPEHUE,

Hayuenumu e cmapuecka evipacm (Hao 65 200unu)
Hama naHHW, KOUTO Ja nMpeanonarar Hy»JaTa OT KOPEeKLHMs Ha no3aTa NpH NaUUEeHTH B CTapyecka Bb3pacT.

Hayuenmu c yspeoena uepHoopoOHa PyHKYUA
He npuemaiite AHApPOKYp, aKO CTpaaaTe OT YBpeAcHa YepHoApodHa dyHKUUA (BHXTE TOuKa , He
uanonseante Auapokyp Heno™).

Iayuenmu c yepeoena 6vbpeuna pynkyun
Hama nanHy, KOWTO Ja NpeAnonorar Hy»xaaTa OT KOPEKLUHMA Ha 103aTa NPH NAaLUHUEHTH ¢ yBpeaeHa Onbpeuna

DYHKUHS.

AKO CT¢ PHEJIH NoBeYe 0T HeoOXxoauMaTa 103a AHApOKYp MAeno
Hama aaHHH OT HSEKaKBH BpeaHH edeKTH npH ynorpedara Ha TBbpAE MHOTO AHAPOKYP.

AKO CTe NIPONYCHAJH 1a npuemeTe AHApokyp Hdeno
[TocereTe oTHOBO Baiwuus nekap, 3a aa Bu noctasu nponycHartara uHxexkuus. He e Heobxoauma nsoitHa
no3a.

AKo cTe cripe/in npHemMa na Auapokyp Jdeno
[IbpBOHAYATHUTE CUMMITOMH, NOPAAH KOHUTO € Ou npeanucad AHAPOKYp, MoraT aa ce sinowar. He
CTIHpaiTe NpUemMa Ha AHAPOKYD, OCBeH ako Bauiust nekap He Bu e xazan aa ro HanpasuTe. AK
cnipeTe Nnpy¥emMa Ha AHApoKyp, NbpBo Tpabsa aa ro obcbante ¢ Bawns nexap.




AKO MMaTe HAKAKBH AONBAHUTENHH BBIIPOCH, CBBLP3aHH ¢ ynotpedara Ha TO3U NpOAYKT, MONA NONHTaNHTE
Baiuns nexap unu gapmauesT.

4. Bb3MoXHH HeXeJAHH PeaKLHA

KakTto BcHuky nekapctea, Anapokyp Jleno Moxe na npeiM3BHKa HEXXENAHH PEaKLMH, BLIIPEKH YE€ HE BCEKH
MM NoJTy4aBa.

AKO HAKOSA OT HEXKENAHUTE IEKAPCTBEHH PEAKLIMK CTAHE CEPHO3HA, HITH 3a0€NeXKHTE PYrY, HEONHCAHH B
Ta3u JIKCTOBKA HEXENAHN peakUHH, MoJid yBeaomeTe Balna nexkap wiau ¢papmMauesT.

HUudopmupaiite Bawiuns nexap HezabaBHo, ako 3aDeNexUTe HAKOH OT CIEHUTE CHMITTOMM:
- O6110 4YBCTBO Ha HEPA3INOJOKEHHE, BUCOKA TEMINIEPATYpa, racHe, MOBpbLILAHE, 3ary0a Ha aneTHT,
CbpOEekK NO UANOTO TANO, NOKBATABAHE HA KOXKATA W O4HUTE, DENE3HUKABH HANPAXHEHUA, TbMHa Ha
LUBAT ypHHa. Te€3H CHMNTOMH MOTaT 71a 6BbAAT NPU3HALK Ha YEPHOAPOOHA TOKCHUYHOCT, BKIKOYHTENHO
Bb3NANEHHUE HA YepHHUA Apod (XenaTuT) unu yepHoapobHa HENOCTATHYHOCT.

Hapylenunsa B yepHoapoOHaTa GPYHKLUNA, HAKOH OT KOMTO TEKKH ((KbATEHHULA, XENATHT K
YyepHOApPOOHA HEAOCTATHYHOCT) ¢a HabAK0JaBaHU NPH NALMEHTH, IEKYBAHU ¢ AHIpoKYp. [1py 103m
ot 100 mg u no-roneMu ce cbobLaBa CbLLO Taka 3a cnyuad ¢ ¢paraneH kpaik. Hak-yecto
NOKNajIBAaHKTE cJiyyad ¢ aTaneH Kpan ca NpH MbXKe ¢ HanpeaHan pak Ha npocrartara. HapyuweHnusara
Ha YyepHOApoOHaTa PYHKUMSA ca N1030-3aBHCHMH H OOMKHOBEHO C€ pa3BHBAT HAKONKO Meceua cnel
Hayano Ha neueHueTo. ETo 3awo, Bawnar aekap tpabea aa uicneasa yepHoapodHata Bu dpyHkuLus
fipeay HayanoTo Ha NEeHEHUETO, KAaKTO MU MO BPEME Ha TepanuaTa, 0CoDEHO aKo ChbLUECTBYBAT HAKAKBH
CUMNTOMHU WU NMPU3HALM NpeAnonaraiy YepHoapoOHa TOKCHUHOCT. AKO yepHOoApoOHaTa
TOKCHYHOCT ObJ€ NOTRbpAcHA, Bawunar nekap we cnpe ne4eHUETo ¢ AHAPOKYP, BhIIPEKH 4e
yepHoapoOHaTa TOKCHYHOCT MOXe 1a Obae obAcHEHa ¢ Apyro (Hanpumep BTOPHUHH TyMOpH ). B To3u
chydyau, BawmaT nexap Moxke aa npoabixku NedeHUeTo BU ¢ AHAPOKYp, aKO NpEUEeHHU, e NoJIINTE
HaAXBbPAAT PUCKA.

- HeobnyailHn abaomuHanku 601KH, KOUTO HE MPEMHUHABAT CIMTOHTAHHO 3a KPaTKo BpeMe. Tesn
CHMIMTOMM MOTAT [1a Ca NPHYHHEHH OT A0OPOKAYECTBEHH WK 3TOKAYECTBEHH TYMOPH, KOUTO MOTAT
fa AOBeAAaT 20 XKMBOTO3ACTpaLLaBalll BbTPEUIEH KPbBOU3INUB (MHTpa-abaoMHHANIHA XeMoparuds ).

- IloaysaHe Ha npaceua WK Ha Kpaka, 00Jika B FbPAHTE, 3aTPYAHEHO AHIIAHE W BHE3AMHO YYBCTBO Ha
cnaboct. Tean cumnToMu morat aa 6baaT npM3HalUM Ha oOpa3yRaHEe Ha KPbBHHU ChCUPELH
(TpoMboeMboInYHN ChOUTHS).

HexenanuTe peakuun MOTaT Aa Ce NPOSBAT ¢ OMPECJICHA YeCTOTA, KOHTO ce JePHHHPAT KAKTO
CJICABA:
- MHOIO YeCTH: MpOABRABAT c¢ NpH nosede oT | Ha 10 nauneHTa
- YECTH: NposABABAT ce npu noseye ot | Ha 100 naurenTy, HO nNpu no-manko ot | Ha 10 nauueHTa
- HEYECTH: NnpoaBaBat ce npy noseye ot | Ha 1000 naunenTH, HO Npu no-Manko ot°l Ha 100 nauueHra
- peakH: npogasasart ce npu nosede oT | Ha 10 000 nauneHTH, HO npu no-manko ot 1 Ha 1000 nauneHTa
- MHOrO pejKH: npossasat npy no-mManko ot | Ha 10 000 nauueHTa
- C HEW3BECTHA YECTOTA: YECTOTATA HE MOXKE Aa Obae onpeac/ieHa Crnopel HAUIHYHHTE aHHH,

MHOT0 4ecTH
- 0DbpaTUMO NMOTUCKaHE HA OOpa3yBaHETO HA cniepMa (CnepMaToreHesara)
- HamaneHo AHbuao
- HEeCnocoOHOCT 3a N0/y4aBaHe U 3a0bp>KaHe HA ePEeKUHUATA (EpEeKTHIHA AUCPYHKLIHSA)

Hectn ,
- 4epHOAPOOHA TOKCHHHOCT, BKJIKOYHTEIHO X bATEHHLA, BL3MAJEHHE HA YEPHUR ApoD (xenaTuT)
yepHOAPOOHA HEAOCTATBYHOCT e



-~ [10KA4YBaHE Ha Terno
- 3aryba Ha Termio

- JIEMPECHBHU MPOMEHH B HACTPOCHHETO

-~ YroneMABaHe Ha rpauTe (THHEKOMACTHA)
- yMOpa (M3TOLUEHHE)

- ropettt BLNHH

- NOTEHE

- 3aTPYAHEHO AHLLEAHE

HedecTH
- obpus

Peaxn
- IEPrHYvHK peaKkUHH (CBPbXUYBCTBUTEIHOCT)
- R0DpoKaveCcTBEHH MO3BYHH TYMOPH (MEHHHTHOMH) (BHXKTE cbILO ,JHe ninonisante AHapokyp Hdeno™
1 ,.06bpHeTE cneuHanHo BHUMaHHe npy ynotpebata Ha AHapokyp Hdeno™)

MHoro peaku
- 100POKAUECTBEHH H 3JIOKAYECTBEHHU YEPHOAPOOHH TYMOPH

Hexenanu peakiHH, KOHTO C€ NOABABAT ¢ HEH3BECTHA YE€CTOTA

- BBTPELLUCH KPBHBOU3INUB (MHTPA-a0AOMHHAITHA XEMOPArua)

- 0Dpa3yBaHe HA KPbBHHU cheHpelH (TpomOoeMOoNUYHU cbOUTHA — BHXKTE TOUKa ,,O0bpHeTe
CreUHanHO BHUMAHHKE TpU ynoTpebaTa Ha AHAPOKYDP )

- BenoapobHa MacTHa MUKpOeMBONUA CbC CHMNTOMM, KaTO KalINKLA, 3aayX (AucnHes) unu boska B
FbPANTE (BHXTE TouKa ,.O6bpHETE CNeuranHo BHUMaHKe npu ynoTpebaTta Ha AHApokyp deno™)

- Ba30BarajiHu peakLMy CbC CHMOTOMHM, KATO HEPA3NOJOXKEHHE, MOBHLIEHO H3MOTABAHE
(XHNepxunapo3sa), 3aMasHoCT, . MK W 6oannuku’ (napecTtesus) win 3aryba Ha cb3HaHHE (CUHKON)
(BWxTe Touka "OOBbpHETE CNEUUANHO BHUMAHHUE NPpH ynoTpedaTa HA AHAPOKYp Heno™)

- OCTEeOonopo3a

- AHEMUA

an NALHCHTH, KOUTOC Ca Ha TCpaltiAa € AHﬂpDKyp ,Heno, NUOMAOTO U NOTEHTHOCTTA ca HaMalJlICcHH, a
(l)}’HKU,HHTﬂ Ha TECTUCHUTE € NOTHCHaTa. Te3u NMNPpOMCHH Ca OﬁpﬂTHMH CEd NpCYCTAHOBABAHC Ha TCpAllMAaATa €

AHAPOKYP.

B npoabvmkeHHe Ha HAKOAKO ceamuuu, AHApoKyp Jleno noTHcka obpa3yBaHeTo Ha criepMa
(cnepMartoreHesara) B pe3ynTaT Ha aHTHaAHAPOrEHHOTO W aHTUIOHAZOTPONHO AcHcTBHE. CnepmaToreHesara
C€ BL3CTAHOBARA MOCTENEHHO, HAKOJIKO MECEUa Ciiel NpeyCTAHOBABAHE HA IEYEHHETO ¢ AHAPOKYP.

Auapokyp Jleno Mmoxe aa npean3BMKa NOAYBAHE HA rbPANTE (T.Hap. THHEKOMACTHS, MOHAKOTa
KOMOMHHpaHa ¢ YyYBCTBHTEIHOCT MPH AOMUP HA FPbAHHUTE 3bpHA), KOETO OOUMKHOBEHO OT3BYYABA ClICA
npeKkparsBaHe Ha ynotpebara my.

KaKTo rnpu BCAKO APYro aHTHAHAPOT€HHO NeveH e, NPOABb/KUTENHOTO nevyeHue ¢ Anapokyp Jleno moxe na
NOBeAE X0 OCTEONOpo3a.

[logsa Ha noOpoKaueCTBEHKU TYMOPH B MO3BbKA (MEHHHIHOMH) Ca A0K1aJBAHU BbB BPb3Ka €
NPOABLIKUTENHATA YNOTpeda (HAKONKO roAMHH) Ha AHAPOKYP B AHEBHH [103H OT 25 mg U NO-BUCOKH (BHXKTE
Chilo ,,He ninon3eaiite Arapokyp Heno™ n ,.O6bpHeTe cnellnantHo BHUMaHUe NpH ynotpedara Ha

AHapokyp Heno™).

Cho0maBase HA HEXKEJTAHH peaAKIHH

HOXKC/TdHH DCAKUHWHA AHPCKTHO HPE3




M3nbAHWTENHA areHUMs 110 JIEKAPCTBATa:
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Ten.: +359 2 890 3417

yeOcaiT: www.bda.bg.
KaTo cbo0L1aBaTe HEXEAHU peakU UK, MOXKETE Na AaeTe CBOS MPHHOC 32 NONYYaBaHE Ha NOBeYe
HHPOpPMaLIKgE OTHOCHO 0€30MacHOCTTa Ha TOBA NEKAPCTBO.

5.  Kak pa coxpansBare Auapoxyp deno
Jla ce cbXpaHaBa Ha MACTO, HEAOCTBITHO 3a Acua.

To3u nekapcTBEH MPOAYKT HE H3UCKBA CNIELIMATHH TEMNEPATYPHH YCI0BHSA Ha CbXpaHeHue. [a ce
CbXpaHsABa B OpPMrdHaqHaTa ONaKoBKa, 3a Aa ¢e Npeana3y OT CBET/IMHA.

He n3anonszparite Anapokyp Jleno cnea cpoka Ha roaHOCT 0TOENA3aH BLPXY €TUKETA U KapTOHEHATa
onakoBKa. CpOKbT HA rOJAHOCT OTroBapsa Ha NOCIEAHHS JE€H OT MOCOHEHHUA MECeELl.

He u3xsbpisiiTe nekapcTBaTa B KaHA/IM3aLMATA HIIM B KOHTEHHepa 3a AoMallHy otnaabuM. [lonuraitre
Bawus dhapMaLEeRT Kak 0a U3XBBLPIAATE NEKAPCTBATA, KOMTO BEU€ HE H3NON3BaTe. Te3U MEPKH LWLE CNOMOrHAT
3a OMa3BaHe Ha OKOJIHATa cpeja.

6. ChbAbpKaHHEe HA ONAKOBKATA H JOMBLJIHHTEIHA HHPOPMALHA
KaxBo csabpka Anapoxkyp deno

- AKTHBHO BELLLECTBO: LMNPOTEPOHOB aueTart (cyproferone acetate). 1 amnyna cbabvpxa 300 mg
LIMNPOTEPOHOB aUETAT B MAC/IEH Pa3TBOP
- HApyru cbetaBgu: 6eH3UNOEH30aT, PULIMHOBO MAC/IO 33 HHIKEKLHUH

Kak niraexaa Anapokyp Jdeno v KAKBO ChIbPkKa ONAKOBKATA
Anapokyp /leno ce npeaocTasd B aMNyJH ¢ UBAT Ha kexyinbap ot 3 ml, cTbkno TN I, onakoBaHKk No TpH
aMIyNH B KAPTOHEHA KYTHA.

IIpuTexaren Ha pa3peuleHHeTO 3a YnoTpeba H npon3BoanTe

[TpuTexaTes1 HA pa3pelleHHETO 32 ynorpeba:
Bayer AG, Kaiser-Wilhelm-Allee 1, 51373 Leverkusen, ['epmauus

IIpor3BoauTeE.N:
Bayer AG, Muellerstrasse 178, 13353 Berlin, 'epMaHus

3a N0MBAHUTENHA UHDOPMALIMA OTHOCHO TOBA JICKAPCTBO, MOJIA CBBPKETE CE ¢ JIOKANHUSA NPEACTABUTEN Ha
MPUTEXKATENA HA pa3pellieHUETO 3a ynoTpeda.

batiep bwnrapus EOO/]
yi. Pe3zbapcka Ne 5, 1510 Codus
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