JJUCTOBKA



JInctoBKa: uHpopManusg 3a norpedburens

Heonao 250 mg/ml prxeKIHOHEH pa3TBOP
Nebido® 250 mg/ml solution for injection
TecTocTeponoB yHaekaHoat/ Testosterone undecanoate

IIpoueTeTe BHHMATEIHO HKJIATA JIHCTOBKA NIPEH /14 3aN09HETE 1A NPAIATATe TOBA JIEKAPCTBO, THH

KATO TH ChABbpXka BAXkHa 3a Bac andpopmanusn.

- 3anasere Ta3H JUCTOBKA. MoxXe na ce HANoXu Aa g NMpOUYETETE OTHOBO.

- AKO MMaTe HAKaKBU JOMTBJHUTENHH BENPOCH, nonuTaite Bailikg nekap.

- Topa nekapcTeo € npeAnucaHo au4Ho Ha Bac. He ro npeorcrbnpaifre Ha Apyru xopa. To Moxe na uMm
HaBPEAHM, HE3ABUCHMO Y€ MPH3HALMTE HA TAXHOTO 3ab0M4BaHe ca ChiMTe KaTo Baure.

- AKO MOMY4YHTE HIKAKBH HEKENAHH JIEKApPCTBEHH peakLMH, yBeaoMere Bamus nekap. Tosa BkniouBa U
BCHYKH Bb3MOXCHH HEXENAHH peaKLMH, HEOMMUCaHH B TAa3H JIMCTOBKA. BiKTe Touka 4.
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U3NLAHWTENHA ATEHUNS NO NTEKAPCTBATA

JlucmoBka [pusoxerue 2

KakBo ¢hAbLPXA TA3H JHCTOBKA:

1. Kakgo npeacraraaea Hebnnao U 3a KaKBO ¢€ H3MOJI3B —

pea L0 O 6008
2.  Kakso Tps6Ba aa 3Haere npeay aa usnonssate HeOufWem Poz. Ne ... 0. e
3. Kak na wsnon3rate HebOuno Paspewenue Ne
4.  Bb3MOXKHH HEXKENaHH peaKUHH - 66050 75 -07- Mk
5' KaK Ha G’b}{paHHBﬂTE Heﬁmg HGJ’MA,-* Mr .............. e e mmemeaas ./ ..............................
6 ChabpKaHHe Ha OTIAKOBKATA H JOMBIHHTENHA HHPOPMGUH +/6 e

1. Kakpo npeacrasassa HeOnao H 3a KakBo ce H3INOJI3BA

He6Hao chbabpKa TECTOCTEPOH, MBXKKM TOJIOB XOPMOH, KaToO akTHBHO BeluecTBO. HebHao ce MKeKTHpa B
MYCKYJ OT Tan0TO Bu. Tam MoXe aa ce cbXpaHaBa U NOCTENEHHO a ¢€ 0CBOO0XKIaBa 3a ONpeAe/ieH Nepruoa
ot BpeMe. HeOuno ce n3non3ea npu Be3pacTHU MBIKE 33 3aMECTBAHE HA TECTOCTEPOHA B TAJIOTO MPH JICHCHHE
Ha Pa3IMMHM 3ApPABOCIOBHH MNpoONEeMH, KOWTO Ca NPHYHHEHH OT JIMIICATA HA TECTOCTEPOH (MBXKKH
xunoroHaaussM). ToBa Tpabpa Aa 6bae NOTBLPACHO OT ABE OTACIAHH UIMEPBAHUA HA TECTOCTEPOH B KPbBTA
H BKJTIOMBA KIIMHHYHH CUMIITOMHM KAaTo:

® HMIIOTEHTHOCT

be3rnoane

HaAMaJIEHO CEKCYATHO JKEJIRHHE

OTTIafHAMOCT
ACNPECHBHU HACTPOCHUS
3ary6a Ha KOCTHO BElLeCTBO, NPHYUHEHO OT HUCKH HUBA Ha XOPMOHa

2. Kaxso Tpa0Ba 1a 3HaeTe npean aa n3nonisare Hedbnao

He n3nonspaiiTe Hebnao
- aKO CTE aNepriv¥HU KbM TECTOCTEPOHOB YHAEKAHOAT HJIK KBM HAKOS OT OCTAHAJIUTE CHCTABKH HA TOBA

nekapcTBo (H30poeHH B TOuKa 6);
- aKO UMaTe aHAPOreHHO-3aBHCHM KaPLHHOM WIH NMOJO3PECHHA 3a KapLIMHOM Ha NpocTaTara Wil

rspaarta

- aKO UMaTe WIH CTE¢ HMAJIH YepHOAPOOEH TyMOp
Hebuno He e npeaHasHaycH 3a ynorpeba npu xKeHH.
IIpeaynpexaeHun n NpeaANa3HH MEPKH

I'osopere ¢ Bamus nexap npeau ga usnonssare Hebuno, ako umare niu




- eNUJIencus
- chpaeuHH, ObOpeUHH HNH YepHOAPOoOHH NpobeMH
- MHIPEHa
- BPEMEHHO MPeKbCBaHE HA JHILIAHETO MO BPEME Ha CbH (anHes), Thid KATO TOBA CHCTOAHWE MOXKE a ce
BJIOILIH
- TYMOP, Tbhii KATO HHBOTO Ha KAJILHH B KpbBTa MOJXKE /1a C€ HAIOKM Ja CC NPOBEPABA PENOBHO
- BUCOKO KPBBHO HAJIATAHE HIK aKO CTE Ha JICYEHHE 3a BUCOKO KPBBHO HANATaHe, ThH KaTo TECTOCTEPOH
MOXe fia JIOBEJE 10 NTOBULIABAHE Ha KPbBHOTO HANATaHE
- npobieMH ¢ KPpbBOCHCHPBAHETO
. HapylleHHs ChP3aHH C KbpBeHe (T.€. XeMODWIHA)
. TpoMbopwIMs (aHOMaNKs B KPHBOCHCHPBAHETO, KOATO MOBHILIABA PUCKA OT TpoMOO3a — KPBBHH
CbCHpELH B KPbBOHOCHHTE Ch/0OBE)
- (haKTOPH, KOMTO YBEJIMYABAT PUCKa OT 0Opa3yBaHe Ha KPBBHH CHCHPELHM BbB BeHa: NPeIXOAHH
KPBLBHH ChCHPELIH BbB BEHA; TIOTIOHOITYLIEHE; 3aT/ILCTABAHE; paK; 00€3/1BUKBAHE; KO HAKOH
Baur 6143LK pOAHKHA € HMaJl KPBBEH ChCHPEK B Kpaka, Oenus Apob unu Apyr opraH B Miaja
gB3pacT (Hanp. noa 50 roauH#K); ¢ HanpeABaHe Ha Bb3pacTTa.

Kak na pa3no3HaeM KpbBeH CbCHpEK: D0NEe3HEHO NOAYBAaHE HA €AHHHA KPaK WIH pA3Ka NpoMAHa B
L[BETA HA KOXKaTa, Hamp. nodneaHdaBaHe, NOYepBeHABaHe WM NIOCHHABAHE, BHE3aNEH 3a1yX,
BHE3aNnHa HEOOSCHUMA KaHUTHLA, MPH KOATO MOXE Aa OTKALUAATE KPbB; WK BHE3anHa Oonka B
IbPOMTE, CHITHA 3aMasHOCT WM CBETOBBPTEK, CHITHA 6oNKa B CTOMaxa, BHe3alHa 3ary0a Ha 3peHHe.
AKO HMAaTe HAKOM OT TE3H CHMITTOMH He3abaBHO NoThpceTe MEAWLIMHCKA MOMOILL.

AKO CTpajaTe OT TEXKa ChbpAeYHA, YepHoApPotHa HiH OnOpeTHa HEAOCTATBLIHOCT, NeueHHeTo ¢ HeOupo
MOJKE J1a JOBE/IE 10 TEXKKH YCNOXKHEeH!s Nnoj GopMara Ha 3aAbpXKaHe Ha BOJA B TAIOTO, MOHAKOra
NPUAPYXKEHH OT (3aCTONHA) ChpACYHA HEAOCTATHYHOCT.

[Ipenu ¥ No BpeMe Ha ICUEHHUETO, CIIETHUTE H3CJICIBAHHA HA KpbBTa TpAOBa 13 ObAaT U3BBPILBAHU OT
Bamusa nekap: HUBO Ha TECTOCTEPOH B KPBBTa, MhJIHA KPbBHA KAPTHHA.

IlanHenTH ¢ HApYUIeHA YepHOAPOOHA PYHKIHSA
He ca npoBe)xaaHH Npoy4BaHUA NP MaLMeHTH ¢ YepHoapoGHoO yBpexaaHe. Hebuao HiaMa na Bu 6bae
[peANHCBaH, aKO HAKOTa CTE HMAITH TyMOp Ha yepHus Apob (BuxTe ,, He usnonzeaiume Hebuoo”).

ena n IOROIMH
He6uno ne e npeaHa3HaueH 3a ynotpeba npu aAeua M roHown, HaMa naHHM 3a ynotpebara Ha Hednao npu
MBbke noA 18-roaMilHa BBL3pacT.

ITanHeHTH B cTap9ecka Bb3pacT (65 roaMHH HJIH NO-CTApPH)
He e HeoOxoauM0 BalliHAT iekap Aa KOpHrHpa A03aTa ako cTe Haj 65 roanuy (BX. "Meouyuncko
uscneoeane / npocreoaeane” ).

HirpaxaaHeTo HA MYCKYJ/IHTE H TeCTOBE 38 HAPKOTHIH

Heb6uno ne e noaxoasll 3a H3rpaxXAaHeTO Ha MYCKYJIUTE MPH 3ApaBy HHAUBUAMW WIH 3a YBEJIHYABAHE HA
pu3nueckaTa cuia.

HeOnno Moxe na noBeae A0 NONOXUTENHHA pe3yIITaTH MPH TECTOBE 32 HAPKOTHLM.

JlekapcrBeHa 310ynorpeda u 3aBHCHMOCT
Bunaru npuemaiite ToBa NEKapcTBO TOHHO KakTo By e ka3zan Bauuar nekap WiH ¢papMauesT.
3noynoTpedara ¢ TECTOCTEPOH, 0COOEHO aKO MpHEMATE TBbPAE MHOIO OT TOBA JICKAPCTBO CAMOCTOATENHO
WIH ¢ JPYr'H aHaOONHH aHAPOTreHHH CTEPOHIM, MOXKE Ja IPHYHHH CEPHO3HH 3[PaBOCIOBHH NpodneMH Ha
BatiuTe chplE H KPbBOHOCHHM ChAOBE (KOMTO MOTAT Ja I0BEAAT N0 CMBPT), ICHXHYHOTO 3ApaBe H/HIH
YyepHHA Apo0.
Xopara, KOMTO Ca 3JI0ynoTpeOMIH ¢ TECTOCTEPOH, MOTaT Ja CTaHaT 3aBHCHMH H MOT'a
CUMITTOMH Ha OTHEMAHE, KOraTo JO3HPOBKATa CE€ MPOMEHH 3HAYUTEITHO HUITH e CN
1a 310ynoTpebaBaTe ¢ TOBa ICKAPCTBO CAMOCTOATENHO HJIH € ApYrd aHaDOMHH a
3aII0TO TOBa HOCH CEPHO3HH PHCKOBE 3a 3apaseTo. (Buwkre ,, BvamooicHu nescena




MeaHumHECKO H3cJeaBane/ mpocicaaBaHe

MBXKHTE AONOBH XOPMOHH MOTAT [Ia YCKOPAT pacTeika Ha KapiiMHOM Ha NPOCTATaTa H Aa yBeanyar
pa3MEpHTE Ha NpOCTaTHATa %ule3a (o0pokauecTBeHa NpocTaTHa Xxuneprpodun). [1pean na B ce
urxexktupa HeOnpo Bawusar nekap tpadea na Bu npernena, 3a Aa U3KI0YM HANHYHE HA KapLUMHOM Ha
npocTaTara.

BawmuaT nexap peAOBHO LIE Nperiexaa CbCTOSHHETO Ha NpocTaTaTa M repaure Bu, ocobeHo ako cre B
HanpeaHana pb3pacT. Toil/ T4 perynspHo we By B3ema KpbBHU NpoOH.

Ha6nionasaHu ca cayyan Ha 106poKayecTBeHH (HEKaHLEPOreHHHK) U 3110Ka4Y€CTBEHH (KaHUEPOTeHHH)
YyepHOAPOOHH TYMOPH CIE/l H3MON3BAHETO HA XOPMOHAIIHH BEIIECTBA KaTO aHAPOTI€H-ChAbPKallH
ChCAUHCHHUA.

Hpyrn aexapcersa 1 Heonao

Hudopmupaiite Bamua nexap unn papmManesT, ako NpHeMare, HaCKOpo CTe NpHeManH KT € Bb3MOXHO
Ia mpHeMeTe APYTH JIEKAPCTBA, BKIIOUHTENHO K JiekapcTBa 6¢3 nekapcko npeanucaHue. Moxe na e
HEOXOAKMO JIEKAPAT Ja KOPHUIHpa N03aTa, aKo H3MNO0JI3BaTe HAKOE OT CICAHHUTE JIEKapCTRa.

xopmoHa ACTH wunu kopTHKOCTEpOMAW (M3MOA3BAHM 3a JICUEHME Ha pa3IM4HU 3a00nfBaHHA KaTo
peBMaTH3bM, apTPUT, AIePrHYHHN CCTOAHKA M acTMa): Hebnmo Moxe fa yBenH4M pHCKa OT 3aAbp)KaHe
Ha BOJA, 0COBEHO aKo ChpLETO H YepHHa Bu apob He QyHKIMOHUPAT NPaBIIHO

TabneTku, KOMTO Pa3peXKAaT KpbBTa By (KyMapHHOBH MPOM3BOAHH 3a MEPOpaHa aHTHKOAryaauus), Thi
KaTO TOBa MOJXKE [1a YBEJIMYH PHCKA OT KbpBeHe. BaimuaT nekap 1e npoBepH 403aTa.

AeKapcTpa, HM3MON3BaHM 3a JeYeHHe Ha guaber. Moxe Aa ce HanoxH ja ce KOpWrHpa Jo3ara Ha
JIEKapCTBOTO 3a HaMalisBaHe Ha KpbBHaTa Bu 3axap. [lopoOHO Ha Apyrd aHAPOreHH, TECTOCTEPOH MOXKE
1A yBeNIMMH €dEKTa Ha MHCYIIHHA.

Moan, nndopmupaiite Bamns nexap, ako cTpagare OT HapylleHHe HA KPbBOCHCHPBAHETO, Thi KaToO
BawmusT nekap Tps6Ba fa 3Hae ToBa nmpeau Aa peluu Aa Bu npunoxy MycKynHa urokekuus Hebuzo.

He6uao cbiiio MOXKE Aa MOBJIMAE PE3YJITATHTE OT HAKOH NabopaTopHH uicheasaHus (HanpHMeEp Ha
[UTOBMAHATA xne3a). Kaxere Ha Bamma nekap wiu nabopartopeH nepconai, ye u3nonassare Habuno.

bpeMeHHOCT H KbpMéEHe
Hebuno He e npeaHaszHayeH 3a ynotpeba NMpH XeHH H He Tpabea na ce H3non3sa npd OpeMeHHH HIH

KbpPMEILLIH KEHH.

QeprHAHTEY
JleueHureTo ¢ BUCOKH I03H TECTOCTEPOHOBH NMpPENapaTH 4eCTO MOXe 0OpaTHMO Aa cnipe WIH Ja HaMalin

NPOM3BOACTBOTO Ha CIEPMATO30HAM (BXK. CHILO pazien "Bb3MOKHH HEXENTaHH peakLun”).

IMobupane 1 paboTa ¢ MAIIHHH
He6uno He BnMAe Ha cnocoOHOCTTA 3a modupaHe U pabota ¢ MaiMHK.

Hebuao cuxanpka Oensnnbensoar
He6upo chabpxa 2000 mg Genzunbensoat BB Beeku 4 ml aMmnyna/¢iakoH, KOHTO ¢a SKBUBAJIEHTHH Ha

500 mg/ml.

3.

Kax aa m3noaszpare Hebnao

Bawmsar nekap we uixektupa He6uno (1 ammyna/dnakon) MHOrO 62BHO B HAKON MycKy1. JlekapaT wie
npaBH HIDKeKuATa Ha BeeKH 10 10 14 ceamuuu. Tosa € AocTaTh4HO, 32 Aa ¢€ NOAAL YHO HHBO

Ha TeCTOCTEPOH 0€3 J1a ce CTUra 0 HaTpyMNBaHE Ha TECTOCTEPOH B KPbBTA.

Hebuno € CTPHKTHO 32 HHTPAMYCKYJIHO HIDKeKTHpaHe. CHelHalHO BHUMaHHE
AONYCKa HIDKEKTHpaHe B KPbBOHOCEH Cba (BXK. , [Ipurodicernue *),




Hauano Ba Jie4eHHeTo

JlekapaT By 1ie onpenesn HWBOTO Ha TECTOCTEPOH B KpbBTa BH npeam HA4anoTo Ha JICUEHHETO W B
HaYalHUTE €Tanud Ha JieucHHeTo. Bamuar fnekap Moxe aa Bu npunoxH Bropa HHXKEKLUMA CaMO ILECT
CeMHLIM CJel IbPBAaTa, 3a Aa ce NOCTHIHe OBP30 HEOOXOAHMOTO HUBO Ha TECTOCTEPOH. TOBa 1Ie 3aBHCH OT
Bainyre CHMNITOMH H HUBO Ha TECTOCTEPOH.

IMMonabpxane Ha HEBaTa HA HeOn0 No BpeMe Ba Jie9€HHETO

WUHTepBareT MeXAY OTACNHUTE MHKEKLIMM ClieliBa BUHArH Aa Objae B MpenopbuuTeNHHMA AuanasoH ot 10 o
14 ceAMHLIA.

BamuaT aekap 1ie U3MEpBa peryjJapHO HHBOTO HAa TECTOCTEPOH B Kpafd Ha MHTEPBaia MEXIY OTACIIHHUTE
MHDKEKLIMH, 33 13 € CUTYPEH, Y€ € B HOPMAIHU I'paHHLHA. AKO HHBOTO € INMPEKAJICHO HUCKO, Bammsar nekap
MOXKe Oa peiir aa B nocTaBs No-4eCcTO MHXKEKUMATA. AKO HHBOTO € NMpEKaieHO BUCOKO, BamuaT snekap
MOXKE Jia pelllM Ja Mpuiara HMKeKUMATa no-piaako. He npomyckaiTe onpeaeneHHTe 3a HIDKEKTHpaHe
nocelieHHA. B npoTHBeH ciy4yaii MOXe Aa He ¢e NoAAbpKA ONTHMANHOTO BH HMBO Ha TECTOCTEPOH.

AKo cuuTate , 4ye edexTbT OT Hebuao e npexaneHo CUieH MK npeKkaieHo cnad, nngopMupaiire Bamus
neKap.

Axo Bu e npuioxena noseve ot Heobxoanmara no3a Hedunao
CHMOTOMMTE 3a HATHYKHETO Ha TBBpAE MHOIO HeOMo BkIrOYBAaT:

® pa3Apa3HHUTEIHOCT
® HEPBHOCT
® [IOBHIIABAHE HA TErNIOTO

¢ NBIrOTpaliHH WIH Y€CTH EPCKLIHH
Kaxxere Ha Baiius nekap, ako HMaTe HAKOM OT Te3d CUMITTOMM. Bauiust nekap me By ro umxexkrupa no-

PAAKO WK IE CIIPC JICHEHHCTO.

4. Bu3MOXKHH HEXKENAHH PEAKNHHA

KaxTo BCHUKH NeKapcTBa, TOBA JIEKAPCTBO MOXE Ja MPEAH3BHKA HEXEJIAHH peaKL{H, BhIIPEKH Y€ HE BCEKH
'Y MOJTy4aBa.

Hajli-9ecTHTE HEXEJIaHH PEaKIHH Ca aKkHE M O0/Ka Ha MACTOTO Ha UHDKEKTHPAHE.

YecTa HEXxeAHH peaKRHR (MOrat Aa 3acerHat A0 1 Ha 10 nauveHTa):

aOHOPMHO BHCOKH HHBA Ha YEPBEHH KPbBHH KIETKH

NOBHUILABAHE HA TEMNIOTO

TOIUTH BBJIHH

aKHe

yrojeMaBaHe Ha MpocTaTaTa i CBbP3aHUTE C TOBA NpobaeMHu

Pa3IMYHH PeaKLMK B MACTOTO HA MHXKEKTHpaHe (KaTto O0NKa, 3a4ePBABAHE WIH JPAa3HEHE)

HeuecTH HexenaHn peaknan (Morar aa 3acerHart o 1 Ha 100 nauuenTa):

¢ ajepruvyHa peakuus

® [IOBHILICH ANETHT, NPOMEHHK B KPbBHHTE J1abopaTOpHU pe3yaTaTtd (Hanp. yBEJIH4YaBaHE HA KPbBRHATA
3axap MM Ma3HHHH)

nernpecus, EMOLMOHAITHO HapyuleHue, Oe3chHue, 6e3noKORCTBO, arpecusa WK pasApasHHTENHOCT
raaBo0onne, MHIPEHa UK TPEMOP :
ChpACYHOCHAOBH HAPYLUCHHA, BUCOKO KPbBHO HANIAraHE UK 3aMaiBaHe
OpOHXHT, CHHY3UT, KallllMLia, 3adyX, XbpKaHe, mpobJIeMH ¢ riaca
AHApHA, rafeHe 3
NPOMSAHA B YePHOAPOOHHTE NaGopaTOPHH pe3yIITaTH I
KOCOMAaJ, Pa3THYHH KOXKHHU PeaklUuH (Hanp. 3auepBaBade, chpOex WM CyXa KoxKa) -

!




e craBHa 6onka, 60s1Ka B KpaliHMLIMTE, MyCKYNHH npobneMHu (Hamnp. cnasbM, 00JIKa MM CKOBAHOCT),
NOBHILIEHA KpeaTHHHH (pochOoKHUHa3a B KPpbBTa

® HapylUEHME HA YPHHAPHHKA TPaKT (Hanp. MOHWKEHO KOJIKYECTBO YPHHA, 3aIPhKKa Ha YPHHA, CHIHH
MO3UBH 32 YPHHHPAHE Mpe3 HOLITA)

* HapylIeHHd Ha MpocTaTaTa (Hanp. MPOCTaTHA AMCTLIA3HA WM BTBBEPAJBAHE WIH BB3NIANCHHE Ha
[POCTATATA), MPOMAHA B CEKCYaNHO JKejlaHue, H0ME3HEHH TECTHCH, OONE3HEHN W BTBBPACHH HITH
YroJlEMEHH FbPAH, MOBHILIEHH HUBA HA MBXKKH H XKEHCKH XOPMOHHM

e ymopa, obma cn1abocT, NPEKOMEPHO NMOTEHE, HOLIHO M3MOTABAHE

Peaxu Hexenann peakuun (Morar ga 3acerHar Ao | Ha 1 000 nauuenra):

e Mactuuar pastBop Ha HeGuno Moxe na mocturie 6enure apobose (6enoapodbHa MHKpoeMOOIHA ¢
MACTHH Pa3TBOPH), KOETO B PSAKH CIIy4aH MOXKE /1a NOBEAE A0 NMPOSBH H CHMITTOMH KaTO KalUIKLA,
3aRyX, 0010 HEPA3NONOXKEHHE, TPEKOMEPHO NOTEHE, OONKA B rbpAMTE, 3aMaiiBaHe, ycelllaHe 3a
, M3TPBIIBAHE ¥ MINTHYKYU X WIH 3ary0a Ha cb3HaHue. Te3u peakunu Morar Aa ce MosABAT N0 BpEME HIH
HEMOCPEACTBEHO Cle]l HIDKEKTHPAHE 1 ca 0DpaTHMH.

Jlox1agBaHH ca BEPOATHH aHaWIAKTHYHH peakUMH crel npuiaoxeHue Ha Hebupo.

B ponubiHeHHe KbM H30pOEHHTE NT0-rope HeXKENaHU pEeaKLMH HMa ChOOILIEHHA H 3a CACAHUTE MPOABH ClieA
NIEYEHUE C MPENnapaT, ChAbPKALUM TECTOCTEPOH: HEPRHOCT, BPaXAeOHOCT, KPaTKO NPEKbCBAHE Ha
QUILAHETO MO BpEME Ha ChH, Pa3lIM4HH KOXHH peakLUy B TOBA YHUC/IO IbPXOT U Ma3HA KOKa, MNOBHUIEHO
OKOCMABaHE, NO-4€CTH €PEKIIHK H MHOTO peIKH C/Ty4aH Ha NOXBJATABAHE HA KOXKATa H OYUTE (KBJITEHHLIA).
JleueHHeTO C BUCOKH 1034 TECTOCTEPOHOBH NpENapaTH YECTO CIIKHpa WK peAyLHpa NPpOAYKUHATA HA
criepMa, Makap 4e Mpy CUpaHe Ha JIEYCHHETO Ce Bpbilia B HOpMa. TecTocTepoHOBaTa 3aMeCTUTENHA
Tepanus Ha cnabo GyHKUHOHHpaUIM TECTHCH (XHNIOrOHAZH3BM) B PEIKH CJIyYau MOXe Aa NPHYHHH
nepcUCcTUpallH, 00NE3HEHH epeKLUH (NpHanu3bM). BUCOKH A03M WiTH POABJDKUTETHO MpUiaraH
TECTOCTEPOH MOHAKOra MOBHILIABA MOABATA Ha 33PBHXKKA Ha BOJAA M OTOK (MOAyBaHe MOPaAM 3a/ipbKKa Ha
TEYHOCTH).

[Tpy neproAMYHM H3CAEABAHUSA HA KPBBTA, CBHP3aHH € YIIoTpedTa Ha NPOAYKTH, ChAbPXKAIUH TECTOCTEPOH,
KaTo LA, ce Hab/ioaaBa YeCT pMCK OT NMOBHIIABaHE Ha Opos Ha YepBeHUTE KPbBHH KIIETKH, XEMATOKPHTA
(NPOLIEHT Ha YepPBEHHTE KPHBHU KJIETKH B KPBBTa) U XeMOr1oOHHa (KOMITIOHEHT Ha YEPBEHHTE KPbBHH
KIIETKH, KOATO NpeHacs KHCIIOpoJa).

CrobiaBane HA HOXKEJIAHH PeAKIHH

AKO NOJMyudTe HAKAKBY HEeXeNlaHH JIEKApCTBEHH peakuuH, yeeaomere Bawna nekap mnn dapmanest. Tosa
BKJTIIOYBA BCHUKH Bb3MOXXHH HEOMUCAaHHU B Ta3W JUCTOBKA HEXENaHMU peakuuu. Moxkere CbllO Aa cboOILNTE
HEXXENaHW peakKLHK AHPEKTHO upe3

H3mbnHuTenHa areHuua no neKapereara

yn. ,.,Jlamax I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaitT: www.bda.bg. Kato chobliaBate HexxenaHu peakuuH, MOXeTe Aa JaeTe CBOS NPHHOC 3a
MmoJyyaBaHe Ha NoBeve HHhopMaLMA OTHOCHO 06€30nacHOCTTa Ha TOBa JIEKapCTBO.

S. Kak n1a coxpaassare Hebnpo

Jla ce ChXpaHsABa Ha MACTO, HEAOCTBITHO 3a AELA.
Toau AekapCTBEH NPOAYKT HE U3UCKBA CMNELMATIHH YCIOBHUA 3a ChbXPaHCHHE.
He u3nonsBaifTe TOBa 1€KApCTBO CJIE CPOKa Ha MOAHOCT, OTOENA3aH BbPXY €THKETA H K

34 OIa3BaHC Ha OKOJIHATA CPCd.



6. Coabpxalile HA ONAKOBKATA A AONLIHHTEIHE HHGOPMANIHS

Kakso cbanpxa Hebngo

AKTHBHOTO BELIECTBO €: TECTOCTEPOHOB YHAEKaHOaT (festosterone undecanoate) 250 mg/ml (oTrosapsin Ha
157,9 mg recrocTepoH). Eana ammyna/ ¢pnaxos cpabpxa 1 000 mg recTocTepOHOB YHACKAHOAT
(cvoTBeTcTBalL HA 63 1,5 mg TecTOCTEPOH).

JIpyrure cberaBku ca: GeH3uN6eH30aT, PULIMHOBO Mac/10, papHHHpPaHO.

Kax myrnexaa HeOHzo 1 KaKBO ChLPAKA ONAKOBKATA
Hebupo e 6uctpa, 6e3uBeTHa A0 K BJITEHHKABO-Ka(saBa MACICHA TEUHOCT.
OnakoBKaTa cbAbPXKa: | amnyna / piakoH ot kadpaBo CTLKI0 ¢ 4 ml HIDKEKIIMOHEH pa3TBOP.

He Bcuuky BHAOBE OMAaKkOBKH MOraT fa ObaaT mycHaTy B npojaxda.
IIpATEXKATE/ HA PAIPCHICHAETO 32 YROTpeba U NPON3BOAHTEN

IIprTeXxaTen HA pa3pemeHHeTo 3a ynorpeda:
Griinenthal GmbH
Zieglerstralle 6

52078 Aachen
['epMaHus

IpoulsoauTen:
Bayer AG
Muellerstrasse 178
13353 Berlin

['epMaHus

AIH

EVER Pharma Jena GmbH
Briisseler Strasse 18

07747 Jena
[‘'epManns

To3n JexapcTBeH MPOAYKT € paspelien 3a ynorpeda B AnpxasuTe-aaeHkn Ha EMII noa cneanure
AMEHA:

o Kumsp, Yexus, ['vpuns, lauus, Ectonusd, Jlatens, JiokcemOypr, Manra, Ilonwa u Iopryranus:
Nebido

Arctpus: Nebido 1000 mg/4 ml Injektionslosung

Benrusa: Nebido 1000 mg/4 ml, oplossing voor injectie
Brarapus: He6nao 250 mg/ml nmkeknuoneH pasTsop
XbpBarcka: Nebido 1000 mg/4 ml otopina za injekciju
Duunanaus: Nebido 1000 mg/4 ml injektioneste, liuos
®panuua: Nebido 1000 mg/4 ml, solution injectable
lepmanns: Nebido 1000 mg Injektionslisung

Yurapus: Nebido 250 mg/ml oldatos injekcié

HUcnanaus: Nebido 1000 mg/4 ml stungulyf, lausn

Hranua: NEBID 1000 mg/4ml soluzione iniettabile

Jlutea: Nebido 1000 mg/4 ml injekcinis tirpalas

Xonauaus: Nebido 1000 mg/4 mi

Hopgeerus: Nebido 1000 mg/4 ml injeksjonsvaske, opplesning
Pymbhua: Nebido 1000 mg/ 4 ml solutie injectabild

[



Cnosaxus: Nebido 1000 mg/4 ml injekény roztok
Cnosennsa: Nebido 1000 mg/4 ml raztopina za injiciranje
Hcnanns: REANDRON 1000 MG/ 4 ML SOLUCION INYECTABLE

[lpeuus: Nebido, 1000 mg/4 ml injektionsviitska, 1Gsning
O6eauneno Kpancteo u Mpnanaua: Nebido 1000mg/4mi, solution for injection

JHaTa Ha nocjienno npepariexaane na gacropkata MM/ITTT
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ITocovenara no-A01y RHPOpMANHA € NpeIHAZHAYEHA CAMO 32 MeAHIHHCKH CIIeNHATHCTH:

[Ipy HHCKH TeMMNEPATyYpH HA ChXPaHEHHE, CBOWCTBATA HA TO3HM PA3TBOP HA MAcC/ieHa OCHOBA MOraT BPEMEHHO
a ce MPOMEHAT (Hanp. NMOBHIIABaHE HA BHCKO3MTETA, MOMBLTHABAHE). AKO C€ CbXpaHABA NPH HHUCKa
TEMIIEPATYPa, MPOAYKTHLT TpAbBa na ObAe 3aromnieH [0 craliHa KWIM TelleCHa Temneparypa mnpeau
NPWIATaHETO MY.

Pa3TBOpBT 32 HHTPAaMYCKYJIHO HH)KEKTHpaHe TpabBa Aa ce NPOBEPH BH3YAIHO NPEIH YTIOTpeda U caMo
OucTpHTe pasTBopH, 6€3 yacTHLM, TPAOBa Aa ce U3NOoJI3BaT.

CeabpxaHueTo Ha amnysata/ ¢dnakoHa TpaOBa ga ce HHXKEKTHpAT HHTPaMYCKYJIHO BeiHara CJie/l OTBapsHe
Ha ammynata/ guiakoHa.

JlexapcTBeHMAT NPOAYKT € NpeAHa3Ha4YeH caMo 3a €IHOKPATHA YyNnoTpeba U OCTATLKBT OT HEH3MON3BAHO
KOJIH4eCTBO TpaOBa na ce H3XBBHPIHU.

[IpunoxeHue

CrieunanHo BHHMaHHE TpaOBa Aa ce obpblia, 3a Aa HE ce AOMYCKa BETPEChA0BO HHXKEKTHPAHE.

KakTo npu BCHYKH MacTHH pa3TBopH, Hebnano tpadbpa na ce HIDKEKTHPA CTPHKTHO HHTPAMYCKYJIHO H MHOTO
baBHO. B peaxu cayvau 6enoapobHa MUKpoeMOOns ¢ MACTHH pa3TBOPH MOXKE Ja JOBEE A0 NPOsABM H
CUMINTOMM KaToO KallIHIa, AUCnHesA, o610 Hepa3noaokeHHe, XHIIEpXHapo3a, O0aKa B rbpaUTe, 3amMaiiBaHe,
MapecTe3Wy WiIH CHHKOMN. Te3u peakLHyd MOTraT a € MOABAT M0 BpEME WIH HEMOCPEACTBEHO Ce
MHXXEKTHpaHE H ca obpaTuMU. JleueHHeTo € OOMKHOBEHO MOJAbPIKAINO, HAMP. YPE3 AOMTBJIHHTETHO

ApKiaraHe Ha KMCJIOPOA.
JloknaaBaHH ca BEPOSTHU aHA(UIAKTHYHH peakLHH clieq npuinoxeHue Ha Hebwno.
I1 0 CHHUA

Haii-mManko BeHBXK roAHIIHO TPAOBA Aa c€ W3BbPLIBA BHUMATENHOTO U PEAOBHO HaOMIOAEHHE Ha
NPOCTATHATA XKJIE3a K I'bPJaTa, B CbOTBETCTBHE C NMPENOPBYBAHUTE METOJH (INTHTAIIHO PEKTATHO
M3CIIEABAHE H OLICHKA Ha cepyMHHA PSA) npH NaliMeHTH Ha TEPANHA C TECTOCTEPOH, H 1Ba ITLTH FOAHILHO
MPH MALKEHTH B CTAPYECKa Bb3PacT U PUCKOBH MALMEHTH (TE3H ¢ KIMHHYHA HIH GaMUnBEH GakTopH).

Ocgen 1a00paTOPHH TECTOBE 3a KOHLIGHTPALUATA HA8 TECTOCTEPOH, NPH NALUMEHTH Ha JBJIFOCPOYHa
aHpPOTEHHA TepanH1i NEPUOAUYHO TPAOBA Aa ObAT KOHTPONUPAHK K CeAHUTE JabopaTOpHH NOKas3aTelH:
XeMOrNoOHH, XeMaTOKPHT ¥ YepHOAPoOHHTE (PYHKLIMOHAIHH TECTOBE H JIMNHUACH NPOdHIL.

Jle4eHHETO ¢ TECTOCTEPOH MOXKE 1a MPUHKMHH CEPUO3HH YCIOXKHEHUSA, XapaKTEPH3HPalllH Ce ¢ OTOK Ch¢ WK
0e3 KOHreCTHBHA ChPACHHA HEAOCTATHYHOCT MPH NALMEHTH, CTPAAALIM OT TeXKa Chp/ieuHa, YepHOApoOHa
1y 6OpeuHa HeJOCTATHUHOCT, HAN HeXeMHuyHa GonecT Ha chpueTo. B To3u cyyait neuenuero Tpabea na

ce cnpe He3zabaBHO.

3abenexka npr pabora ¢ OPC (One-Point-Cut) amnyna:

S/
HMma npensapuTenHo fengsaHa Mapka MoJ LBETHATA TOYKA Ha aMMyJiara, K gélﬁmnﬂupa HyX7aTa oT

NWieHe Ha WwuaTa Ha aMnynarta. [Ipeau otBapane ce yoenere, 4e LUIOTO KOMHIECTBO TEYHOCT OT FOpHATA



4acT Ha aMITyJiaTa € NpeMHHaIo B Jo/HaTa yacT.M3nos3BaiTe ABeTe pblie NpU OTBApsSHE; 10KaTO AbPHKHTE
JI0JTHATa YacT Ha aMIlyJiaTa ¢ €/lHaTa pbKa, H3Moa3BaiTe Jipyrara pbKa 3a /ia CHyInuTe ropHaTa 4acT Ha
aMmryJiata B Nocoka oOpaTHa Ha LiBETHATa TOYKa.

3a0esie’kka npu padora ¢ PJIaAKOH:

dnakoHBT € caMo 3a eiHOKpaTHa ynorpeba. ChabpxaHMeTO Ha (piakoHa TpAOBaA J1a C€ HHIKEKTHPA
WHTPAaMYCKYJIHO BeJIHara cjie/l MpUroTBsiHe B CripuHLIOBKaTa. Cliel OTCTpaHsBaHe Ha rjlacTMacoBara
kanauka (A) He cBajigiite metaiHus npbeteH (B) unum obkarka (C).




