JIMCTOBKA



TecTocrepoHoB yHaekaHoat/ Testosterone undecanoate

JIucroBka: nudopmanus 3a norpeduTeIs

HeOunao 250 mg/ml nHXeKNHOHEH pa3TBOp
Nebido® 250 mg/ml solution for injection

IIpoyeTeTe BHHMATE/IHO UAJIATA JIHCTOBKA NMpe/IH Aa 3aN04HeTe a NpH/jarare ToBa JIeKapcTBo, Thi

KaTo T8 ChABbpPKa BaxkHa 3a Bac undopmauus.

- 3anasere Ta3M JIMCTOBKA. MOXe /1a C€ HaJloXKH J1a 51 IPOYETETE OTHOBO.

- AKO UMaTe HAKaKBH JIOIMbJIHUTEJIHK BBIPOCH, NnonuTaiTe Baiuus nekap.

- ToBa nekapcTBo € npeankcaHo 1M4HO Ha Bac. He ro npeorcronBaiiTe Ha apyru xopa. To Moxe na um
HaBpeH, HE3aBUCUMO Y€ MPU3HALMTE Ha TAXHOTO 3abossBaHe ca ChiuMTe Kato Bawwure.

- AKO nosy4yuTe HAKaKBH HEXEJIaHHW JIEKapCTBEHHU peakuuu, yBeaoMmere Baluusa nekap. ToBa BKiro4Ba U
BCHYKH Bb3MOXXHH HEXKEJIAaHW peaKLMH, HEONMCAHU B Ta3H JIMCTOBKA. Bwxre TOuKa 4.

KakBo cbaABbpKa Ta3H JIHCTOBKA:
KakBo npeacrasnssa HeOuao v 3a KakBO ce U310Ji3Ba
Kakso TpsbBa na 3Haete npeau aa winonssare Hebuao
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Kak na u3non3sare HeOuno
Bb3MOXHU HEXeJlaHU peakL U
Kak na cbxpansBare Hebuno
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1. KakBo npeacrasissa HeOH10 H 3a KaKkBO ce H3M0J/13BA

Cbabp)KaHWe HA OMAKOBKATa W JOIMbJIHUTEIHA HHpOpMaLIUS
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Hebnao cpabpka TECTOCTEPOH, MBXKKH I0JIOB XOPMOH, KaTto akTHBHO BellecTBO. HeOuao ce uHKeKkTHpa B
MycKyJ oT Tas10To Bu. Tam Moxe na ce cbXxpaHsBa U NOCTENEHHO Jia ce 0CBOOOXKAaBa 3a ONpeaesieH Nepuoa
ot Bpeme. HeOuao ce u3nosnsea npu Bb3pacTHU MbXKE 3a 3aMECTBAHE HA TECTOCTEPOHA B TAJIOTO MPH JIeYEHHE
Ha pa3/IM4HK 3ApaBOCIOBHM MNpoOJIEMH, KOMTO ca MPUYMHEHU OT JIMICATAa HAa TECTOCTEPOH (MBIKKH
xunoroHaausbMm). ToBa TpsabBa aa 6bae NOTBLPACHO OT ABE OTAEIHH U3MEPBAHHUA HA TECTOCTEPOH B KPbBTa

¥ BKJIFOUYBA KJIMHUYHU CUMIITOMH KaTo:
® WMIOTEHTHOCT

oe3nnoaue

HaMaJIEeHO CEKCYaJIHO JKeJIaHHe
OTNaaHaJIoCT

NIENPECUBHHU HACTPOEHHUSA

2. Kakso TpsiOBa aa 3Haere npeau Aa udnoassare Heouao

He n3noJusBaiiTe Heouao

3&1’}163 Ha KOCTHO BCLWECTBO, IPHYHHCHO OT HUHCKH HHUBA HA XOPMOHaA

- dKO CTC aJICPrU4HU KbM TECTOCTCPOHOB YHACKAHOAT HJIK KbM HAKOA OT OCTAHAJIUTE CbCTABKH HA TOBa

JIEKapCTBO (M30pOEHH B TOYKA 6);

- aKO MMaTe aHJPOreHHO-3aBUCHM KapLIMHOM WJIM MOAO03PEeHHA 3a KapLIMHOM Ha npocTaraTa Wi

rbpJara

- aKO MMare WM CT€ UMaJIM YepHOAPOOEH TyMOp

Hebuno He e npeaHa3HayeH 3a ynorpeda npu XeHH.

Ilpenynpexaenus U npeanasHl MepKH

anope're ¢ Bamus JeKap np€au aa u3nojisaparte Heﬁuno, dKO UMATC HUJIK HAKOI'a CTC




- enuIencus
- cbpacuHH, 6bOpeuHn WK yepHOApoOHH npobieMH
- MHMIPCHA
- BpPEMEHHO NPeKbCBAHE Ha AMLIAHETO MO BpEME Ha CbH (anHed), Thil KaTo TOBa ChCTOAHHME MOXE Aa Ce
RIOUIN
- TYMOP, Tbil K&TO HHBOTO Ha KanUMil B KPbBTa MOXKE Ja C€ HANIOXKH Jia C¢ NMPOBEPABA PEAOBHO
- BUCOKO KPLBHO HANATAHE WIH aKO CTE Ha ICYCHHE 3a BHCOKO KPBBHO HAIAT@HE, ThH KATO TECTOCTEPOH
MOJKE J1a J0Be/ie O NOBUILABAHE HAa KPBBHOTO HaIAraHe
- npobnemMu ¢ KpbBOCHCHPBAHETO
- HapylleHHA Chp3aHy ¢ KbpBeHe (T.e. XeMO(uHs)
- TpomMGodnnng (aHOMaTHA B KPbBOCHCHPBAHETO, KOATO MOBHLLIABA PHCKA OT TpoMO03a — KpbBHM
CHCHPELH B KPbBOHOCHUTE CbZIOBE)
- (haxTOpH, KOHTO YBEAHYABAT pHCKa 0T 0OpasyBaHe Ha KPbBHH ChCHPELIM BB BEHA: NMPeaXOJHH
KpbBHH ChCHpELIH BbB BEHA; TIOTIOHONYILEHE, 3aTILCTABAHE; paK; 00e3ABIKBaHE; aKO HAKOH
Baiu 6113bK pOoAHHHA € HMAJ KPbBEH ChCHPEK B Kpaka, 6esius 1pod Wi apyr opraH B Miaja
Bb3pacT (Hanp. nod 50 roauHH); ¢ HanpeaBaHe Ha Bb3pacTTa.

Kak na pasno3HaeM KpbBeH ChcHpeK: O0Ne3HEHO NOAYBaHE HA €IHHHA KPaK WK pA3Ka MPOMAHE B
[[BETA HA KOXKaTa, Hanp. nofaeAHABaHE, NOYSPBEHABAHE WIH IIOCHHABaHE, BHE3AMNEH 3ayX,
BHE3anHa HeoOACHHMA KalIUTHLIA, FIPH KOATO MOXKE J1a OTKALLIATE KPbB; WIH BHE3anHa 6onka B
I'BPJMTE, CHITHA 3aMASHOCT MM CBETOBBPTEXK, CWIHA 60JIKa B CTOMaxa, BHe3anHa 3aryba Ha 3peHHe.,
AKO MMaTe HAKOH OT TE€3H CHMNTOMM He3abaBHO NOThpceTe MEAHLIMHCKA NMOMOILL.

AKO CTpaJaTe OT TEKKA ChpaeuHa, yepaoapobna unn 6u0peyna HeROCTATHLIHOCT, JieueHHeTO ¢ Hebuao
MOXe [a AOBeAE 0 TEXKH YCAOKHEHHS noa GpopMara Ha 3aabp>KaHe Ha BOJia B TANOTO, TOHAKOra
NPHUAPYXKEHH OT (3aCTOHHA) ChpAeYHa HEAOCTAThYHOCT.

[Tpeam H No BpeMe Ha ICUEHHUETO, CINEAHUTE H3CIEBAaHUA Ha KpbBTa TpAOBa Ja 01LAaT H3BLPIIBAHH OT
Baiiivs nexkap: HHBO Ha TECTOCTEPOH B KPBBTA, ITbJIHA KPHBHA KapTHHA.

ITanHeHTH ¢ HApYIIeHA YepHOAPOOEa QYHKIHSA
He ca npoBexaaHH npoy4BaHHUs NPH MALMEHTH ¢ 4epHoapobHo yspexaaHe. Hebupo Hama na Bu 6bae
npeANHCBaH, aKO HAKOra CTe HMalH TyMOp Ha YepHHs 1pod (Buxre ,, He usnonssaiime Hebuodo™).

Jlena H 10OHOILH
Hebuno He e npeaHa3HayeH 3a ynotpeda npu aeua H wHoWH. HaMa nauHu 3a ynotpebara Ha Hebnao npu
MBbXKE 110 18-roauilHa BB3PACT.

IlanueBTH B cTapiecKa Bb3pacT (65 roanny BJIH DO-CTApH)
He e HeoOxoaumo BamuaT nekap ja KopHrapa fo3ara ako cre Hag 65 roavin (BX. "Meouyuncko
u3cneosane / npocaeonsane” ).

HirpaxaaneTo Ha MYCKYJIHTE H TECTOBE 32 HAPKOTHIH

He61no He € NoAXOAAIL 32 H3rpaXXAaHETO HA MYCKYJIMTE NMpPH 3[paBH HHAMBHAH HIH 33 yBE/IMYaBaHe Ha
pu3M1ecKaTa CHA.

Hebuo MoXe aa AOBEAE N0 MOJIOKHTEHH PE3YATATH NPH TECTORE 32 HAPKOTHLH.

JiexapcTBena vtoynorpeda u 3aBHCHMOCT

BuHaru npremMaiiTe TOBa JIEKAPCTBO TOYHO KAKTO BH € Ka3an BauiuaT nekap win gapMalieBT.
3noynorpedara ¢ TECTOCTEPOH, OCODEHO ako NpHEeMaTe TBBbPAE MHOIO OT TOBA JIEKAPCTBO CAMOCTOATESIHO
WIH C APYTH aHAOONHKM aHJPOTeHHE CTEPOY/H, MOXKE /1a NPHYKHHH CEPUO3HH 3PaBOCNOBHH NpobieMy Ha
Baiwnre cbpile H KPbBOHOCHH CbAOBE {(KOHTO MOTAT Aa AOBEAAT A0 CMBPT), IICHXHYHOTO 3[paBe H!@_u_
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yepHHa ApoD. /% A
Xopara, KOHTO ca 310ynoTpeOHIH ¢ TECTOCTEPOH, MOTaT Aa CTaBaT 3aBUCHMH H MOTAT a H3HATAY - mﬁ_ﬂﬁ%\\

CHMITFTOMH Ha OTHEMaHE, KOrato J03HpPOBKATa CE NPOMEHH 3HAYHTENHO HIIK CE Cripe Heab l;jff
Ia 3noynorpebaBare ¢ TOBa NEKAPCTBO CAMOCTOATENHO WIIH ¢ ApYTrd aHAOoNMHH aHApOreH {;
3aL0TO TOB& HOCH CEPHO3HH PHCKOBE 3a 34pareTo. (Buwkre ,, Bvamodichu nexcenranu peax




MeanuuacKO HiCACABAHE/mpocieaaBane

M1BXKHTE NMOJIOBH XOPMOHH MOTAT [1a YCKOPAT pacTexa Ha KapLIHHOM Ha NPOoCTaTaTa ¥ a yBEIHYaT
pa3MepHTe Ha NPOCTATHATA XUle3a (AobpokayecTBeHa npocTaTHa xuneptpodus). [Ipean na Bu ce
HikekTHpa Hebuao Bawnar nexap tpabea aa Bu npernena, 3a Aa H3KUIOUM HATHYHE HA KapLIMHOM Ha
NpOCTaTaTA.

BawHAT nekap peAOBHO 1€ Nperiexna CbCTOAHHETO Ha NPOCTaTaTa M repanTe By, ocobeHo ako cTe B
HanpeaHana Bp3pacT. Toll/ Ta perynapHo we By B3eMa KpbBHH NpoOH.

HaGnionasanu ca cnyuaH Ha jobpoxavecTeeHH (HEKAaHLEPOreHHH) U 3/I0Ka4eCTBEHH (KaHLIEpOreHHH)
4yepHOAPOOHH TYMOPH CJie H3NOJ3BAHETO HA XOPMOHAIHH BELIECTBA KATO aHAPOT€H-ChAbLPXALLH
ChCAUHECHHS.

Hpyra aexapcrea 1 Hebuao

Hudopmupaiite Bamns jiekap 1an gpapmManesT, ako MpUeMare, HACKOPO CTe NPHEMATH WIIH € Bb3MOXKHO
[a mpREMeTe APYTH JEKAPCTBA, BIUTIOYHTEHO H JieKapceTBa Oe3 nekapceko npeanycanude. Moxe fa e
HEOXOAMMO JIEKAPAT Aa KOPHIypa A03aTa, aKO H3MON3BaTe HAKOE OT CJIEIHHUTE JICKAPCTBA:

e xopmoHa ACTH unH KOPTHKOCTEpOMAM (M3MON3BAHH 33 JICUCHHE HAa PasIK4HH 3a0018BaHHA KaTo
PEeBMATH3bM, apTPHT, alEprU4HH CbCTOSHKA M acTma). HeOnoo Moxke a yBeJHYH pUCKa OT 3aJbpikaHe
Ha BOJ&, 0CODEeHO aKo chbplieTo K uepHus Bu Apob He pyHKIIMOHHPAT NpaBUIHO

e TabneTxH, KOMTO pa3pexaar Kpbera B (KyMapHHOBH MPOH3BOIHH 32 NEPOpAIHA AHTKKOAry/alna), Thil
KaToO TOBA MOXKE 11a YBEJIHYH PHCKA OT KbpBeHE. BallMAT nekap uie npoBepH a03ara.

e JIeKapCTBa, M3NOJ3BaHH 3a JieycHue Ha AWaber. Moxe Oa ce HalIOXKH KOpPHTHpaHe Ha f[o3aTa Ha
JIEKapCTBOTO, MOHMIKABALIO KpbBHaTa 3axap. [lono6Ho Ha apyrd aHIpOreHH, TECTOCTEPOHLT MOXKE Ja
saciin edekra Ha HHCYnHHA. [TpuemyT Ha SGLT-2 nuxuburopk (kaTto emnaritHuIosHH, JanaringnosuH
MAH KaHarnudo3HH) 3aeHO ¢ TECTOCTEPOH MOXeE Ja YBENW4YM Opos Ha YepBEHUTE KPbBHH KIETKH B
KpbBTa. MOXe J1a ce Hanoxu BamumsaT nekap Aa npocneassa KpbBHHTE BY nokasatenn no-peAoBHO.

Moas, sadpopmapaiite Bamun nsexap, ako crpazare OT HapylieHHe HA KPbBOCLCHPBAHETO, ThH KaTo
BawvsaT nexap Tpa0Ba Aa 3Hae TOBA Npeax Aa peiid Aa Bu npwioxu MyckynaHa uHxekuns Hebuno.

Hebuao cobiio MoXKe Aa NOBIMAE Pe3yITATUTE OT HAKOM j1aGopaTopHH M3Cle/|BaHHS (HanpUMep Ha
IMTOBHIHATA e3a). Kaxere Ha Bamug nekap nnu naGoparopeH nepcoHan, 4e usnonspare Habupo.

bpeMeHHOCT H KhbpMene
Hebuao He e npeqHa3zHaveH 33 ynotpeda [pH )XEHH Y He TpAOBa Aa ce H3Mo3Ba NPH OpeMEHHU WIH
KbPMELUH XKEHH.

OeprHANTET
JleueHHETO C BUCOKH A03H TECTOCTEPOHOBH NMPENapaTH 4ecTo MoXe oOpaTUMO J1a Cripe WM Na HAaMaIH
[IPOH3BOJICTBOTO Ha CMIEPMATO30MAH (BXK. CbILO pa3aen "Bb3MOXHU HEXENaHH peakuun”).

[llopupane u pabora ¢ MAIIHAH
Hebuno He Bnge Ha cnocobHOCTTa 3a wodupaHe U paboTa ¢ MaLLKHHK.

Hebnao coabpxa 6en3nnbenzoar

Hebuno ceabpxka 2000 mg 6ensunbensoar BbB BCekH 4 ml aMimyna/(iakoH, KOMTO ca €KBHBAJICHTHH Ha
500 mg/ml.

3. Kak aa n3non3sare Hebuao

npasy HHXkexLuaTa Ha Bcekd 10 o 14 ceamuuu. Topa e A0CTaTBYHO, 32 [a C€ NOAABPKA 1

Ha TeCTOCTEpOoH Oe3 n1a ce cTHra 10 HATPYIBaHE HAa TECTOCTEPOH B KPBBTA.

Hebu1po € CTpUKTHO 3a HHTPaMYCKYHO HIDKeKTHpaHe. CrieiHanHo BHHMaHKe lie ce 00
JONYCKA HH)KCKTHpPAHE B KPbBOHOCEH CbA {BX. ,, [Ipunooicenue ).




Ha4aio HA JIEYEHHETO

JlekapaT Bu wie onpeen HMBOTO Ha TECTOCTEpOH B KpbBTa B mnpend Hayanoro Ha NEHCHHETO H B
HAYANHHTE €TanH Ha JleyeHuero. Bawnsr nekap Moxe Ja Bu NpMnoXH BTOpa HMIDKEKLMA CaMmoO LICCT
CeIMHLIM CJie/l IThPBATa, 34 Ja ¢€ A0CTHrHe 6bP30 HEOOXOAMMOTO HHBO Ha TECTOCTEPOH. ToBa 1iie 3aBUCH OT
BawmnTte CHMNITOMH ¥ HUBO HAa TECTOCTEPOH.

Mopaup:kade HA HHBaTa Ha Hebago no BpeMe HA JICUCHRETO

MnTepBarbT MEXAY OTAENHHTE HHIXKEKUMH ClieliBa BUHArH ia Obae B MPENOPBLUHTENHHA AHanasoH OT 10 no
14 cenMHLUM.

BaluuaT nekap 1€ M3MEepBsa PEryisipHO HHBOTO Ha TECTOCTEPOH B Kpad Ha MHTEpBAIA MEXAY OTACAHHMTC
HHDKEKIIMH, 33 1a € CUTYPEH, Y€ € B HOPMAITHM IPaHULM. AKO HHBOTO € NPEKAIEHO HUCKO, BammAT nekap
MOXe Ja pelld Aa BH mocTaBd Mo-4ecTO HIDKEKLKATA. AKO HHBOTO € MPEKANCHO BHCOKO, BawmsaT Jexkap
MOXKE Oa eIl [Ja Mpuiara MiKEKLMATAa Mo-pAako. He npomycKaHTe ONpPENENEHHATE 3a HHXKCKTHPAHE
nocemeHus. B npoTupen ciryuaii MoxXe fa He ce NOAXbPXKA ONTUMAaNHOTO By HHBO Ha TECTOCTEPOH.

AKO cuMTaTe , 4e epexThT oT HebH1o € npekaneHo CHeH WK npekaneHo cnab, uupopmupalire Bains
nexap.

Axo BH e npunoxena noseue ot Heobxoaumara no3za Hebnao
CHMITOMHTE 38 HATMYMETO HA TBBpAe MHoro Hebnao BmouBar:

® pasApa3HHTENHOCT
® HEPBHOCT
® TOBHILABAHE HA TErJIOTO

® BATOTPAaHHH HIH YE€CTH €pEKLHH
Kaxere Ha Bamus nekap, aKo ¥Mate HIKOH OT Te3H CHMITTOMM. Baumat nekap we Bu ro HHXEKTHpa no-

PAAKO WM IIE Cpe JICUEHHETO.

4. BB3MOXKHHE HeXKeJAHH PeaKkNBH

KakTo BCHUKH IEKAPCTBA, TOBA NIEKAPCTBO MOXKE [a MPEAM3BUKA HEXENaHH PeakiiMi, BbIIPEKH Y€ HE BCCKH
ry Nnojiy4yana.

Haji-gecTHTE HOXEIaHH PLAKIHHE ca akHe ¥ 60/Ka Ha MACTOTO HA HHXKEKTHpAHe.

YecTH HexeJaHH peakinn {Morat aa 3acerHar 1o | Ha 10 nauueHTa):

a0HOPMHO BUCOKH HHBA Ha Y€PBEHH KPbBHH K/ICTKH

MOBHILIABAHE HA TETJIOTO

TOIUIH BBLJIHH

aKHe

YrOJIEMSBAHE HA SIPOCTATATa U CBBP3AHHTE ¢ TOBA NPodaeMH

pasTHYHH PEaKLMH B MACTOTO Ha HEDKEKTHpaHe (KAaTo OoMka, 3auepBABaHE WIH Apa3HeHe)

HeuecTH HeXelaHn peaknuu (Morar aa 3acerHaT 20 1 Ha 100 nauneHTa):

® ajepruvHa peakuus
® MOBHILIEH ANETHT, NPOMEHH B KPbBHUTE NabopaToOpHH pe3yITaTH (Hanp. yBenH4aBaHe Ha KpbBHATA
3aXap UJIH Ma3HHHH)

AETIPecHi, EMOLHMOHATHO HapyILeHHe, Oe3chHue, 6€3nOKOHCTBO, arpeCHA HIH Pa3Apa3HHTETHOCT
rnasoboine, MUIPEHa WK TPEMOP

CBPACYHOCHAOBU HapYILEHHS, BACOKO KPbBHO HajlfAraHe Wil 3aMaHBaHe
6pOHXMT, CHHY3HT, KAULTHLA, 3ayX, XbpKaHe, MpodaeMH ¢ rnaca
NHapHi, raacHe

NPOMAHA B 4€pHOAPOOHHTE 1abOpaTOPHH pE3yaTaTH




KOCOMNAaJ, pa3/IHyHH KOXKHH peaKlinM (Hamp. 3auepBaBaHe, ChbpOeK WIH CyXa K0oxa)
cTaBHa Oonka, 60n1Ka B KpaliHHUMTE, MYCKYIHH npobieMH (Hanp. cna3nM, 00JIKa WiH CKOBaHOCT),
NOBHIIEHA KpeaTHHHH POCPOKHHA3a B KPbBTa

® HapyllleHHe HA YPHHAPHHA TPaKT (Harp. MOHIDKEHO KONHYECTBO YPHHA, 3aphXKKa Ha YpHHA, CHIIHH
MO3HBH 33 YPHHHPAHE Npe3 HOLITa)

® HApyleHHUA HA NPOCTATaTa (Hanp. NPOCTAaTHA AUCILIA3HA WiH BTBBPAABAHE WK Bb3NaJCHUE Ha
NpOCTATaTa), MPOMAHA B CEKCYAITHO XeNnaHnue, 601e3HCHH TECTHCH, DONIe3HEHN H BTBBPACHH WIH
'YTOJIEeMEHH I'bpPAM, NOBUIIEHH HUBA HA MBIKKH M KEHCKH XOPMOHH

e ymopa, 0b6ina caaboct, NPeKOMEPHO NMOTEHE, HOLHO HANOTABAHE

Peaxkn Hexkenand peakunn (Morar ga 3acerdar Ao 1 Ha 1 000 maunenTa):

e Macaenuar pasrsop Hebnao moxe na nocturne 6enure apodone (benoapobua MukpoeMbonus,
NMPHYHHEHA OT MACJIEHH Pa3TBOPH), KOETO MOXE B PEAKH CiTy4aH Ja AOBeAe A0 NPU3HALM H CHMITTOMH
KaTO KalulTMLA, 3aQyX, 00110 Hepa3noaoKeH!e, MPEKOMEPHO K3NOTABaHE, O0JIKa B FbPAMTE, 3aMasHOCT,
M3TPBLNBAHE WIM NMPUNaAbK. Te3W peakiiuyd MOrar /ia Bb3HHKHAT I10 BpEME Ha HIIK HEMOCPEACTBEHO Clie]]
HHDKEeKTHpaHe M ca obpatumu. INopaayu ToBa nauueHTsT TpaOBa Aa Obae HabmopaBaH nNo BpeMe Ha U
HETIOCPEACTBEHO ClIENl BCAKO MHIKEKTHPaHe, 3a Ja ce Jale BBb3MOXHOCT 38 paHHO Pa3no3HaBaHe Ha
BBL3MOXKHH NPH3HALK H CHMITOMH Ha GenonpobHa MacTHa MUKpoeMOonua.

JloknaapaHH ca BEpOSTHH aHauIaKTHYHH peakuMu ciel npuioxeHue Ha Hebupo.

B nomuiHenHe KbM H30pOEHHTE NO-rope HEXENIAHH peakLHH HMa ChOOLLICHHA H 33 CIICQHHUTE NPOABH Clel
Ne4YeHHe C MpenapaTH, ChAbPKAIIH TECTOCTEPOH: HEPBHOCT, BpaXxKaeOGHOCT, KPaTKO npeKLCBaHe Ha
IUILIAHETO O BPEME HA CbH, Pa3/IMYHH KOXKHH peaklMH B TOBA YHC/IO ITbPXOT H MA3HA KOXKAa, MOBULICHO
OKOCMSABAHE, MO-4ECTH €PEKLIMM H MHOTO PEAKH CIy4aH Ha MOXKLATABAHE HAa KOXATa H 04YUTEe (KLJITEHHLA).
JleveHHETO ¢ BRCOKH JO3H TECTOCTEPOHOBH MpENApaTH YECTO CNIHPaA HITH peayLMpa NpoayKUMATA Ha
criepMa, Makap ue Mpy CIHPaHE Ha JICYCHHETO Ce Bpbllla B HOpMa. TeCTOCTEpOHOBATA 3aMECTUTENTHA
Tepanua Ha ci1ab0 PYHKUMOHHPALLH TECTUCH (XHMOTrOHAAKW3IBM) B PEAKH CITYHaH MOXE Aa NMPUYHHH
NEepCUCTHPAUIH, OONe3HEHH epeKUMH (NMpHanU3bM). BHCOKH N03H UM MPOABDKUTENHO NpHUAaraH
TECTOCTEPOH MOHRAKOra NOBMINABA MOABATA Ha 3aAPbXKKa Ha BOA& H OTOK (TMOAYBaHe NopaaH 3apbKKa Ha
TEYHOCTH).

[1pm neproaH4YHK H3CIAECABAHHAA Ha KPBBTA, CBbP3aHH ¢ YNOTPeOTa Ha MPOAYKTH, ChAbPKAIIH TECTOCTEPOH,
KaTo 10, ¢ RabnioaaBa YecT PUCK OT NMOBHILIABAHE HAa OpOdA HAa YEPBEHHTE KPbBHH KIIETKH, XEMATOKPHTA
(NpOLICHT Ha YePBEHHTE KPbBHH KIETKH B KPbBTa) H XEMOrio0MHA (KOMNOHEHT Ha YEPBEHHTE KPBBHU
KIETKHU, KOUTO NpeHacs KHCopoa).

Crobmanane Ha HeXeJIAHH peaklnH

AKO NONYYHTE HAKAKBH HEXKENTAaHH IEKAPCTBEHHU PEAKLIUK, YBeaoMeTe Baliusa nexap win gapmanieBt. Topa
BKJIIOYBA BCHYKH BB3MOXKHH HEONMUCAHH B Ta3d JIMCTOBKA HEXKeJaHH peakuuH. Moxere coll0 Aa ¢holLmTe
HEXEJIaHHW PeaKUMH AHPEKTHO Ype3

H3nbHHATENHA areH1|A No JieKapcTBaTa

yn. ,JlamaH ['pyen” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg. Kato crobinaBare Hexenany peakuus, MOXKETE Aa AaACTe CBOSA NPUHOC 34
NoMyYaBaHe Ha nosede HHPopMaLHA OTHOCHO 6€30MacHOCTTa Ha TOBA JICKApCTRO.,

S. Kak ga cexpanssare Hebupo

Jla ce cbXpaHABa Ha MACTO, HEAOCTBITHO 3a AcLa.

To3H NeKapcTBEH NPOAYKT HE H3HCKBA CIICLIMANIHHA YCIIOBHA 33 ChXPaHCHHKE.
He n3non3Baiire TOBa IeKapcTBO clien CPOKa HA MOAHOCT, OTOENA3aR BbPXY €THKETA H Kafy
cnen ,,['oneH 10:“. CpoOKLT Ha TOAHOCT OTTOBaps Ha IOCIEHMA JEH OT MOCOYCHHA Mece




He u3xBbpnsiiTe sekapcTBaTa B KaHa/IM3aLMATA WIH B KOHTEHHEpa 3a JOMALUHH oTnaAbUM. [lonuraifre
Bamus ¢apMaueBT KaK Aa H3XBbPIATE JIEKapCTBaTa, KOUTO Beye He H3noa3pate. Te3d MEPKH 11e CIOMOrHAT
38 ONa3BaHe Ha OKONTHaTa Cpea.

6. CoabpkaHnie BA ONAKOBKATA H AONL/IHHTEAHA HHPOpMAaKHS
Kakpo cuabpxka HeOupgo

AKTHBHOTO BEILECTBO €. TECTOCTEPOHOB YHIAEKAHOAT (festosterone undecanoate) 250 mg/ml (oTtrosapsiy Ha
157,9 mg TectocTepon). Enna amnyna/ pnakoH ceabvpxka | 000 mg recTocTepoHOB YHACKAHOAT
(crorBeTCTBAL HA 63 1,5 Mg TeCTOCTEPOH).

Hpyrure cheraBku ca: 6eH3wibeH30aT, pHLUIMHOBO Macio, papuHHPaHO.

Kax maraexaa HeOnao H KakBo ¢hAbPKA OMAKOBKATA
Hebuno e 6uctpa, 6e3uBeTHA 10 KBATEHHKABO-Ka()ABa MAcaeHa TEYHOCT.
OnakoBKaTa ChAbpxKa: | aMmmyna / gnakoH ot KadpaBo cTbiI0 ¢ 4 m! HHKEKLHOHEH pa3TBOP.

He BcHMKH BHIOBE OMAKOBKH MOrar aa ObJaT MyCHATH B npogax0da.
IIpaTexates Ha palpelleHHETO 32 yHoTpeba H npoH3BOARTEN

IIpuTexaTes HA pA3pEIISHHETO 34 YHOTpeda:
Griinenthal Pharmaceuticals GmbH & Co. KG
Philipp-Ott-Strafle 3

51373 Leverkusen

['epmanus

IlponsBoauTen:

Bayer AG
Muellerstrasse 178

13353 Berlin
['epmanus

HIIH

EVER Pharma Jena GmbH
Briisseler Strasse 18
07747 Jena

I'epmanHus
WU

Griinenthal GmbH
Zieglerstrasse 6
52078 Aachen

['epmannd

HIIHA

1ENHA ’q;. s
Griinenthal Pharmaceuticals GmbH & Co. KG , @:W .

Philipp-Ott-Stralle 3
51373 Leverkusen
['epMaHus




To3n JeKapcTBeR NMPOAYKT € pa3pemiex 3a ynoTpeda B appxasare-4ienkn Ha EUII noa crennure
HMEHA:

Kunbp, Yexus, ['spumsa, darus, JliokceMOypr, Manra, Ilonwa # [lopryranus: Nebido
ABctpua: Nebido 1000 mg/4 ml Injektionslisung

benarus: Nebido 1000 mg/4 mli, oplossing voor injectie

boiraprs: Hebuao 250 mg/ml anxexknuones pa3Tsop

XbpBarcka: Nebido 1000 mg/4 ml otopina za injekciju

Ounnanaua: Nebido 1000 mg/4 ml injektioneste, linos

®panuua: Nebido 1000 mg/4 ml, solution injectable

['epmanns: Nebido 1000 mg Injektionslsung

Yurapus: Nebido 250 mg/ml oldatos injekcid

HUcnauaua: Nebido 1000 mg/4 ml stungulyf, lausn

Hranus: NEBID 1000 mg/4ml soluzione iniettabile

JIutea: Nebido 1000 mg/4 ml injekcinis tirpalas

Xonanauna: Nebido 1000 mg/4 ml

Hopeernsa: Nebido 1000 mg/4 ml injeksjonsvseske, opplasning

PymbHua: Nebido 1000 mg/ 4 ml solutie injectabila

Cnoakus: Nebido 1000 mg/4 ml injekény roztok

Cnosennsa: Nebido 1000 mg/4 ml raztopina za injiciranje

HUcnanus: REANDRON 1000 MG/ 4 ML SOLUCION INYECTABLE
[11seuus: Nebido, 1000 mg/4 ml injektionsviitska, ldsning

Ob6ennnero Kpancreo u Upnanaua: Nebido 1000mg/4ml, solution for injection

JaTa Ha nocieAnO npeparaexiane Ha aucrosxkara 12/2025
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Mocouenara mo-gosty ERGopMaNHs € NPpeAHA3HAYEHA CAMO 38 MEAHUHRHCKH CNIeNHAIHCTH:

[Ipu HHCKKM TeMnepaTypH Ha ChbXpaHEeHHe, CBOHCTBATA Ha TO3M pa3TBOP Ha MacjieHa OCHOBA MOraT BPEMEHHO
na ce MPOMEHAT (Hanp. NOBHILIABAHE Ha BHCKO3WTETAa, MOMBTHABAHE). AKO C€ CBXpaH4Ba [PH HHCKA
TEeMIEpaTypa, NpoaykTeT TpabBa aa Obae zaromneH A0 craliHa MNM TelecHA TeMMepaTypa npeau
TNIPHJIAraHeTo My.

Pa3TBOpPLT 32 HHTPAMYCKYJTHO HHDKEKTHpaHe TpAOBa a ce MpOBEPH BH3YAITHO NpeaM ynotpeba v camo
OucrpHTe pa3TBOpH, 6€3 YacTHLM, TpAOBa Ja ce U3MOA3Bar.

CobaobpxaHueTo Ha aMmTysara/ pnakoHa TpadBa ga € MHIKEKTUPAT HHTPaAMYCKY/IHO BEAHAra ciell OTBapsHe
Ha ammynara/ (pjlakoHa.

JlekapCTBEHHAT NPOAYKT € MPEeAHA3HAYEH CaMO 3a €THOKPaTHA yNoTpeda U OCTATLKBLT OT HEH3NOMN3BAHO
KOJIHH4ECTBO TPAOBA Aa ce U3XBBPJIH.

IlpunoxeHue

CnenmManHo BHHMaHHe TpAOBa Aa ce 00prlila, 3a Ja He Ce JOMYCKA BbTPEChAOBO HHIKEKTHPAHE.

KakTo npx BCHYKH MacTHH pa3TBopH, Hebnpo Tpabea na ce HIDKEKTHpa CTPHKTHO HHTPaMYCKYJIHO H MHOTO
OaBHO. B peaxu cinyuan Genoapobua MHKpoeMOONIHA ¢ MacTHH pa3TBOPH MOXKE [a AOBEAE 0 NPOABH H
CHMIITOMH KATO KalUIHLa, AMCIHeA, 000 Hepa3noNoXeHHe, XHIEPXUapo3a, 60ka B rbpJuTe, 3aMaiBaHe,
napecTe3WH WIN CHHKON. Te3n peaklud MOTAT Aa Ce MOABAT N0 BpeME HJIH HENOCPEACTBEHO clien
HH)KEKTHPaHe U ca obpaTuMu. JleueHHeTo ¢ OOHKHOBEHO NOATbPKALLO, HANp. Ype3 AOMBJIHHTEIHO
MPUIATaHE HA KHCIIOPOS. ///’::‘*1\-\-:\

HoxnansaHu ca BepOATHH aHAPWIAKTHYHH PeakLMH cnen npuioxeHne Ha HeGupo.

Il n eHHUA




Haii-MasiKo BEJHBK roAMILHO TPAOBa Ja ce W3BbpIlIBa BHUMATEIHOTO U PEJOBHO Ha0JIIO/IEHHE Ha
MPOCTATHATA XJIe3a U I'bpAaTa, B CbOTBETCTBHE C MPENOPbYBAHMTE METOJIH (JIMMMTATHO PEKTATHO
u3cJeBaHe M OLieHKa Ha cepyMHHs PSA) npu naijMeHTH Ha Tepanus ¢ TeCTOCTEPOH, H 1Ba MbTH MOAMLIHO
NPpH NaLKEHTH B CTAPYECKA Bb3PACT U PUCKOBH MALIMEHTH (TE3H C KIIMHUYHH WK GaMHIIHK (aKTOpH).

OcBeH J1abopaTOpHU TECTOBE 32 KOHUEHTPALMATA HA TECTOCTEPOH, MPH NMALMEHTH Ha IbJIrOCpOYHa
aHJIpOreHHa Tepanus NepuoaMYHO TpAOBa a ObAAT KOHTPOJIMPAHH M CIIEAHUTE 1a00PaTOPHH NMOKa3aTeIIu:
XEMOrJIOOMH, XEMaTOKPHUT M YepHOApoOHMTE PYHKLIMOHAIIHH TECTOBE U JIMMU/EH NpOoduI.

JIeyeHHETO C TECTOCTEPOH MOXKE [a MPUUYHUHH CEPHO3HH YCIIOKHEHM, XapaKTeprU3Hpalllk C€ C OTOK CbC HIIH
6e3 KOHreCTHBHA Chp/€YHa HEOCTATHYHOCT MPH NMaLMEHTH, CTPAJAlLM OT TEXKa Cbp/IC4YHa, YePHOAPOOHa
uiM 6bOpevHa HeAOCTaTLYHOCT, WM HCXeMHUYHa 6osiecT Ha cbpueTo. B To3u ciyyaii neueHuero TpsaOBa Ja
ce crnipe He3abaBHO.

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

Mma npenBaputenHo 6ensizaHa Mapka noji LiBETHaTa TO4Ka Ha amIlyJiata, KOeTo €JIMMMHUpA Hy>K1aTa oT
NWJeHe Ha KsTa Ha amnyJjara. [Ipeau oTBapsHe ce ybeaere, 4e LAJIOTO KOJMUYECTBO TEYHOCT OT ropHara
yacT Ha amIlyjiaTa € MpeMHUHaJIo B A0JiHaTa YacT.M3nos3BaitTe ABeTe pblie NPH OTBApSHE, JOKATO AbPXKHTE
J10JIHATA 4acT Ha aMITyJlaTa ¢ eiHaTa pbKa, U3MoJI3BaiTe Apyrara pbKa 3a Ja CHynuTe ropHara 4acT Ha
aMmIlyJlata B MOCOKa oOpaTHa Ha LIBETHaTa TOYKa.

/4,
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3abesiexkka npu padora ¢ ¢pJ1akoH:

dnakoHBT € caMo 3a eJIHOKpaTHa ynotpeda. CbabpaKaHueTo Ha (priakoHa TpsOBa 1a ce MHKEKTHpa
HHTPaAMYCKYJIHO BeJiHara cijie/l IpuroTBsiHe B CripuHLIOBKaTa. Ciie/l OTCTpaHsBaHe Ha rjilacTMacoBaTa
kanauka (A) He cBansiiTe MetanHua npbeTeH (B) unu obkarka (C).




