JHACTOBKA




JIncToBka: nadopmanns 3a norpednTens

Hebnpo 250 mg/ml nuxeKuHOHEH pa3TBOp
Nebido® 250 mg/ml solution for injection
TecrocTepoHoB yHaekaHoat/Testosterone undecanoate

IIpoueTeTe BHEMATENHO USIATA JIMCTOBKA MPEAH Na 3aM0ouHeTe Aa NPHIAraTe ToBa J€KAPCTBO, ThHH
KAaTO TS ChLABLPXKA BaxXHA 32 Bac nHpopmanus.
- 3amnaseTe Ta3u JUCTOBKA. MOXKe [1a ce HaJloXKH Aa A NpoYeTeTe OTHOBO.

- AKO MMaTe HAKaKBH JAOITBJIHUTEIHH BNPOCH, nonuTaiTe Bauiua nexap.
- Tosa nekapcTBo € npeanucaHo MYHO Ha Bac. He ro npeorcThnBaiite Ha ApyrH xopa. To Moxe n1a um

HaBped, HE3aBUCUMO Y€ NPHU3HALMTE HA TAXHOTO 1a00JIABaHe ¢a ChLUMTE KaTo Bawure.,
- AKO NOIyudTe HAKAKBY HEXENAaHM IEKapCTBEHH peakLnH, yeeaomete Bamuvga nexap. Tosa BKnioysa u
BCHYKH Bb3MOXHH HEXKENAHH PeaKLiMM, HEOMUCAHH B Ta3W TUCTOBKA. Bikre ToUKa 4.

KakBo ¢bALpKA Ta3H JIHCTOBKA! W3NBLIHUTENHA ATEHLIRA NO BEXAPCTIATA

Kakso npeacraenaBa HeOuao U 3a kakBo ce u3nonssa

.

2. Kakso TpsbBa fa 3Haere npeau Aa uinonssare Hebumo

3. Kak na nanonzsare Hebnao

4, B13MOXKHM HEXKETAHH PEaKLIMU

5.  Kak ga cwxpanasare Hebuno

6. ChabpKaHMe Ha OTIAKOBKATA M JAONBIIHUTENIHA HHPOPMALIMA| Naosne
1. Kakso npeacrasaasa HeOuao n 3a kakBo ce H3n0/13B2

Hebuno chabpxa TeCTOCTEPOH, MBXKKH MOJIOB XOPMOH, KaTO akTUBHO BewecTso. Hebupo ce nmxexktupa B
MYCKyJ oT TAanoto Bu. Tam Moxe 1a ce ChbXpaHABa M NOCTENEHHO Aa ¢e ocBo0mKAaBa 3a ONPee/NeH Nepruosl
oT Bpeme. Hebuo ce H3non3ea npy Bb3paCTHU MBXKE 33 3aMECTBAHE Ha TECTOCTEPOHA B TAJIOTO NMPH JIEYEHHE
HA pa3H4YHMU 37PaBOCIOBHM MpobiieMy, KOMTO ca TNPHYMHEHH OT JIMICATA HA TECTOCTEPOH (MBKKH
xuanoroHaanssM). Tosa TpsabBa Aa Obae NOTERBLPACHO OT ABE OTAEIHH U3MEPBAaHHA HA TECTOCTEPOH B KPbLBTA
M BKJIKOUYBA KIMHHYHH CHMIITOMM KaTo:

® HMIIOTEHTHOCT

besnnoaue

HaMaNEHO CEKCYaTHO JKEJIaHHUE

OTNaAHaJIOCT

AENPECHBHU HACTPOECHUA

3ary0a Ha KOCTHO BELECTBO, MIPUUHHEHO OT HUCKH HUBA Ha XOPMOHA

2. Kaxso TpaOBa 1a 3Haere npean Aa n3nonisate Hednao

He nznoaseaiite Heoupgo
- aKO CTe aepriiyHd KbM TECTOCTEPOHOB YHAEKAHOAT WM KbM HAKOS OT OCTAHAIMTE CHCTABKH Ha TOBA

neKapcTBo (M3OpOEHH B TOUKA 6);

- aKO MMaTe aHAPOTr€HHO-3aBUCHM KapUHHOM WAM NOAO3PEHUA 3a KapLMHOM Ha npocTaTtata WiH
rbpaara

- aKO MMaTe WJIK CTE UMAaK YepHOOpoOEH TYMOP

HeOnno He e npegHa3zHaueH 3a ynorpeda npu XKeHH.
ITpeaynpexaennn B npeAnasii MepKH

["oBopeTe ¢ Bamua nexkap npean Aa usnonisare Hebnao, ako HMaTe WIH HAKOra cT€ UM




- enUJIENCH
- ChpAE4HH, OBOpeUHH WK YepHOAPOOHH npobneMu
- MUIpeHa
- BPEMEHHO MPEKbCBAHE Ha AULIAHETO NO BPEME Ha CbH (anHed), Thil KaTo TOBA ChCTOAHUE MOXKE Ja ce
BJIOLLN
- TYMOD, Thif KaTO HUBOTO Ha Ka/ILKUA B KPbBTAa MOJXKE 14 C€ HAllOXKH Jia Ce NMPOBEPABa PEAOBHO
- BUCOKO KPbBHO HANAraHe WK aKo CTe Ha IEYEHUE 3a BUCOKO KPbBHO HalAraHe, ThH KaTo TECTOCTEPOH
MOXKE J1a JOBE/E 10 NOBUILIABAHE HA KPBBHOTO HAaNATaHe
- npobieMH ¢ KpbBOCHCHPBAHETO
- HapyLICHHS CbP3aHH C KbpBeHe (T.e. xeMopuiinsg)
- Tpombodunna (aHOMAIHA B KPBBOCHCUPBAHETO, KOATO ITOBUILIABA PHCKA OT TpombO3a — KPbBHH
ChCHPELM B KPbBOHOCHUTE Cb/10BE)
- ¢aKTopu, KOUTO YBEIIMMABAT pUCKa OoT obpa3ysaHe Ha KPbBHHU ChCHPELM BbB BEHA: NPEAXOIHH
KpbBHH CbCHUPELIH BbB BEHA; TEOTIOHOMYILICHE; 3aTIbCTABAHE, pak; 00€3/IBIXKBaHE,; aKO HAKOH
Baw 61M3bK pOoAHHHA € UMaN KPbBEH ChCHPEK B Kpaka, 6enuna apod wnv Apyr opraH B Miyiaaa
pb3pacT (Hanp. noa 50 roaMuy); ¢ HanpeaBaHe Ha Bb3pacTTa.

Kak na pasno3uaeM KpbBEH CbCHPEK: DONCIHEHO NOAYBAHE HA €MHUS KPaK WIH pA3Ka NpoMsHa B
LBETA HAa KOXKaTa, Hanp. nobienHABaHe, NOYEPBEHABAHE WIM NOCUHABAHE, BHE3AMNEH 3aayX,
BHE3aMHa HeOOACHUMA KaLLTHLA, TTPH KOATO MOXe J1a OTKAILIATE KPLB; WIX BHe3anHa O0nka B
FbPAMTE, CHITHA 3aMasHOCT WM CBETOBBPTENK, CHJIHA DONKA B CTOMaxa, BHE3aMHAa 3aryba Ha 3peHHue.
AKO MMaTe HAKOH OT T€3H CUMNTOMH He3ab0aBHO NMOTbPCETE MEAULIMHCKA MOMOLLL.

AKO cTpajaTe 0T TeXKKa ChpAevHa, uepHoaApodHa HiaH 6b06peuna HeloCTATLYHOCT, NeyeHueTo ¢ Hebuao
MOJXK€E Ja JOBee 10 TEXKH YCIAOKHEHHs noa ¢opMara Ha 3a1bpKaHe Ha BOJa B TAIOTO, MOHAKOra
MPUAPYKEHU OT (3acTOHHA) ChbpeYHa HEAOCTATLYHOCT.

[lpeay W N0 BpeMe Ha JieHeHHETO, CNICIHUTE W3CIECABAHKA HAa KpbBTa TpA6Ba Aa OBLAAT H3BBLPLIBAHHU OT
Bariing nekap: HUBO Ha TECTOCTEPOH B KPbBTA, ITb/IHA KPbBHA KAPTHHA.

ITanHeHTH ¢ HAPYIIEHA YepHOAPOOHA PYHKIHA
He ca nposexxaaHH rMpoyuBaHua Npy NALKUEHTH ¢ YepHoaApoOHO yBpexaaHe. Hebnao nama na Bu 6nae
NMpeANKCBaH, ako HAKOra ¢Te MMalld TYMOp Ha YepHMa apob (BHKTe ,, He uznoaseaume Hebuoo ™).

Jlena B loHONK
He6n0 ne e npeanasHaveH 3a ynorpeba npu aeua v ioHow. HaMa aanHu 3a ynorpebata Ha Hebuao npu
MBAKeE noa | 8-rojguiuHa Bw3pacrT.

ITanieHTH B cTApYeCcKa BL3PACT (65 roasun MJIH NO-CTAPH)
He e Heobxoaumo BamuaT iekap Aa Kopurypa ao3arta ako ¢te Hag 65 roguns (8x. "Meouyuncko
uscreoeane / npocaeoseane” ).

Harpaxaanero Ha MYCKYJIHTE H TECTOBE 32 HAPKOTHIH

HeGuao He e Moaxo/ill 3a U3rpakaaHeTo Ha MyCKYJIMTE TIpU 3ApaBH HHIMBHAH WIH 3a YBE1MYaBaHE Ha
¢pH3UYECKaTa CHIIA.

Hebnpo Moxe ga noseae 40 NONOKHTENTHH PE3YITATH NPH TECTOBE 3a HAPKOTHLH.

JlekapcTBeHa 310yRoTpeda H 3aBHCHMOCT
BuHaru npuemaiite ToBa fIeKapCcTBO TOYHO KakTo B e kazan BawuAT nekap unu gapmaunesr.
3noynotpebaTa ¢ TECTOCTEPOH, 0COOCHO aKo NMpUeMarTe TBbpPAE MHOTO OT TOBa JIEKAPCTBO CAMOCTOATENHO
WIH ¢ ApYrK aHaboNnHY aHAPOreHHH CTEPOMIIH, MOXKE 1a NPUYHHH CEPHO3HH 3APABOCIOBHU NMpoOieMH Ha
BamuTe cbple M KPbBOHOCHH Cb0OBE (KOWUTO MOTaT fia JOBEAAT A0 CMBPT), ICHXHYHOTO 3/paBe W/ WIH
yepHHa 0pod.

Xopata, KOUTO ca J0YNOTPEOUITH € TECTOCTEPOH, MOraT Aa CTaHAT 3aBUCHMH M MOraT ja
CHMIITOMM Ha OTHEMAaHe, KOraTo JO3HPOBKATA C€ NPOMEHH SHAYHTENHO HITH Ce CIIpe HE3
na 310ynoTpebaBare ¢ TOBa IEKAPCTBO CAMOCTOATEIHO HIIH C JIPYTrH aHaDOIHU aHapore
3alll0TC TOBA HOCH CEPHO3HU PUCKOBE 3a 3apaBero. (Buwxre |, Bvamoocnu nesceranu pe




MeauiHHCKO H3CAeABAHE/ IPOCeIABane

MBKKHTE NOJOBH XOPMOHM MOraT J1a YCKOPAT pacTea Ha KapLHHOM Ha npocTarara v 4a yBea14ar
pa3MEPMTE HA NPOCTATHATA XUle3a (JoOpokayecTBeHa npoctaTHa xuneptpodus). [peau na Bu ce
uixekTpa Hebnno Bawnar nexkap tpadea na By npernesa, 3a 1a H3KINOYH HaJIHUXE HA KAPLIKHOM Ha

pocTarara.

BamusT Nekap peAoBHO Lie NpErIexaa CbCTOAHMETO HAa NPOCTaTaTa M repanTe BH, 0C00€HO aKo CTE B
HanpeaHana pb3pact. Toil/ T4 perynspHo uie By B3eMa KpbBHH NpodH.

HaGnionaBsany ca cayvau Ha 100pokauecTBeHH (HEKAHUEPOreHHH) H 3JI0KAYECTBEHH (KAHLIEPOTE€HHH)
YepHOOPOOHU TYMOPH Clie] M3NOJI3BAHETO HA XOPMOHAJTHH BEILECTBA KATO aHAPOreH-ChAbpKaLly
CbEeJUHEHHA.

JApyrn nexapcrea H Hebuno

Hudopmupaiite Bamug jexap HiaH papManesT, ako IPHEMATE, HACKOPO CTE NMPHEMAJIH WIH € BB3MOXHO
A2 npHEMeTe APYTH JEeKApCTBa, BKIIOYUTENHO U IeKapcTBa 6€3 fekapeko npeanucanye. Moxe na e
HEOXOMMO NEKAPAT Ja KOpUrupa A03aTa, aKko H3I0A3BaTE HAKOE OT CJICAHHTE IEKapCTBa.

e xopmoHa ACTH unM KopTHKOocTepouad (M3MON3BAHW 3a JICYECHHE HA pa3/IMYHH 3a0onfdBaHuA Kato
PEBMATH3ILM, apTPUT, AIePrMYHU CLCTOAHUA U acTMa): Hebuno Moxke aa yBenHuyn pHCKa OT 3aabpiKaHe
Ha BoAa, 0COOEHO aKo CbLpLETO U YepHHUS BH apod He pyHKUHOHHUpAT NPaBUITHO

e TabJIETKH, KOUTO pa3peIaT KpbeTa Bu (KyMapMHOBH NMPOM3BOLAHH 3a flepopajiHa aHTHKOArynauwusa), Thi
KaTO TOBa MOXE Jia YBEJIMMM PHUCKa OT KbpBEHE. Baluuar siexap e npoeepH fosara.

® NeKapcTBa, W3MON3BaHM 3a JiedeHHe Ha auadber. Moxe fAa ce HaIOXKH Oa Ce KOpurupa josara Ha
AECKAPCTBOTO 33 HaManABaHe Ha KpbBHaTa Bu 3axap. [logobHo Ha ApyrH aHAPOTEHH, TECTOCTEPOH MOXE
[a YBEJIMUH €(peKTa Ha MHCYJIHHA.

Moas, undopmupaiite Bamua nexap, ako crpagare 0T HapyllleHHe HA KPLBOCBHCHPBAHETO, ThH KaTo
Bawusat nekap TpabBa na 3Hae TOBa npeam aa peiid Aa Bu npunoxun myckyiHa HiKekuus Hebuno.

Hebuao cblio MOXKE 2a MOBIIHAE PE3YJITATHTE OT HAKOH N1abDOpaTOpHH H3CNIEABAHHA (HanpuUMep Ha
IUTOBUAHATA xU1e3a). Kaxere Ha Bawuda nekap unum naboparopeH nepcoHan, ue usnosspare Haduno.

bpeMEeHHOCT H KhpMEHE
Hebua0 He € npeaHa3HayeH 3a ynoTpeba npu >keHH U He TpadBa fa ce U3NoA3Ba NIPH OPEMEHHH HNH

KBPMELLH XKEHH.

PepTHAHTET
JleyeHUETO ¢ BUCOKH J03H TECTOCTEPOHOBH MPENAPATH HECTO MOXKE 00paTUMO Ja Cripe WM a HaMaIH

MPOM3BOACTBOTO HA CNEPMATO30UAH (BXK. ChULO pa3ien "Bb3MOXKHH HEXEAaHH peakuuu”).

Illodupane u pabora ¢ MAIIHHH
Hebunao He Banse HAa criocOOHOCTTA 3a WogHUpaHe U padoTa ¢ MaLLHUHH.

Hebuno cuabpika beHsunbexszoar
Hebuno cvaspxka 2000 mg 6eHsunOeH3oaT BLB Bcekn 4 ml aMmyna/giiakoH, KOMTO ¢ca eKBUBAIEHTHHU Ha
500 mg/ml.

3. Kaxk na nanoassare Hebuno
Bamusat nekap we uHxektupa Hebupno (1 amnyna/dnakon) MHOro 6aBHO B HAKOR MYCKYJ. JlekapaT e

npaBd HHXeKLMATa Ha BCceKH 10 1o 14 ceamuuu. Tosa € 10CTaTb4HO, 32 Ja C€ NOJABPKA JOCTATEHHO HUBO
Ha TECTOCTEepOH 0e3 /1a ce CTHUrra 40 HATPYIBaHE Ha TECTOCTEPOH B KPbBTA.

Hebuao e cTpUKTHO 3a HHTPaMYCKYJHO HIDKeKTHpaHe. CnietdalHO BHUMaHHE LUE ¢€ 00p
AONYCKA HH)XKEKTHPAaHE B KPbBOHOCEH Cb (BX. ,, [Ipunoocenue ).



Hagano Ha NedeHHeTo

JlekapaT Bu e omnpenend HMBOTO HAa TECTOCTEPOH B KpbBTa B npeau HavanoTo Ha JICYEHHETO M B
HAYANHUTE eTanu Ha JaevcHHeTo. Bammatr nekap moxe aa Bu npunioxu BTOpa WHXKEKLHA CaMO IIECT
ceIMMLIM ciie/] MbPBaTa, 3a Ja ce JOCTUrHe Obp30 HEOOXOAMMOTO HHBO HA TECTOCTEPOH. ToRa 1€ 3aBHCH OT
Baluure CHMNTOMH H HUBO Ha TECTOCTEPOH.

Moaabpxkane Ha HuBaTa HAa HeOnao no BpeMe Ha JICUEHHETO
MHTepBaTbT MeXIy OTACAHUTE MHKEKLMH CileABa BUHArK Ja Obe B NPENopbUHTENHNAA auanasoH ot 10 xo

14 ceamuium.

Baniuar nexkap e H3MepBa peryjspHO HHBOTO HA TECTOCTEPOH B Kpas HA UHTEPBANA MEXKOY OTACIHHTE
MHXKEKLIMH, 32 [1a € CHITYPEH, Y€ € B HOPMAJIHK MPaHALM. AKO HHBOTO € MPEKaJleHO HHUCKO, Batliuar nekap
MOXKE Ja peuld Ja BH mocrtass no-uecTo HHXEKUMATA. AKO HUBOTO € MpeKaieHO BUCOKO, Bawusar nexkap
MOXE fAa pellH Ja Npuiara MHKEKUUWsTa no-pajgko. He nponyckaite onpelencHMTe 3a WHXCKTHpaHE
nocemeHMs. B mpoTHBEH CiTy4aid MOXKe Ja He ce NoJabpaka ONTHMAIHOTO BU HHBO Ha TECTOCTEPOH.

AKoO cuMTare , ye edekTbT oT HeOuno € npekaneno cuneH uau npekaneHo cnad, nupopmupaiire Baluus
nekap.

Ao Bu e npunoxena noseue oT HeobxoaumaTa go3a Hebuno
CUMNTOMMTE 3a HATHYHETO Ha TBbpAE MHOTo Hebuao Brmousar:

® pa3apa3zHUTEHOCT
¢ HEPBHOCT
e [IOBMLUABAHE HA TErJIOTO

¢ /JBLJrOTpanHHU UNIH YECTH €PEeKILIHH
KaxceTe Ha Balug nekap, ako UMate HAKOW OT T€3W CHMIITOMH. Bailuar nekap we By ro HHXKekTHUpa no-

PAAKO HIIH LIE CITpEC JICUCHHUCTO.

4. Bb3MOXKHH HEXKEJIAHH PEAKIHH

KakTo BCH4KU NeKapcTBa, TOBA JIEKAPCTBO MOXKe [1a NPEeIU3BHKA HEXKENAHHW PEeaKLMH, BBIIPEKH Y€ HE BCEKH
4 NoNy4asa.

Hal-gyecTHTE HEXKEJIAHH PCAKIIHH C4d dKHC H 00J1Ka HAa MACTOTO Ha HHXCKTHpAHC.

YecTH HexeIAHH peakuHu (MoraT fa 3acerHar a0 1 Ha 10 nauMeHTa):

aOHOPMHO BUCOKH HHBA HA HYEPBEHHU KPbBHHU KIICTKH

[MOBULLABAHE HA TEMNIOTO

TOTUTA BBJIHH

aKHe

YroJieMABaHE Ha NPOCTaTaTa U CBbLP3aHUTE € TOBa NpodneMu

pa3IH4YHHU PEAKIIMH B MACTOTO Ha HHXKEKTHpaHe (KaTto OonkKa, 3auepBABaHe HIH IPa3HEHE)

HewecTn Hexe1and peaknHn (Morar ja 3acerHat 10 | Ha 100 nauuenTa):

¢ ancpruyHa peaxkuus
¢ [OBHIICH anNeTHT, MPOMEHHK B KpbBHUTE NAOOpPaTOpHH pe3yNTaTH (Hanp. yBe/M4YaBaHe Ha KpbBHaTa
3axXap WKW MazHHUHH)

nenpecys, EMOLIMOHATTHO HapylueHUe, 6e3CbHHE, OE3NMOKONCTBO, arpecus WK pa3apa3HUTETHOCT
rnaBofosine, MUrpeHa Uil TpeMop

CbpACYHOCHAOBH HApPYLIEHHA, BUCOKO KPbBHO HAJIAraHe WIH 3aMaiBaHe
OpOHXMT, CHHY3HT, KaUUIMLa, 331yX, XbpKaHe, NpobieMH ¢ rnaca

AWApHA, FraficHe

NpOMAHA B YepHOAPOOHHUTE N1abOpPaTOPHU Pe3yNTATH

KOCONaJl, pa3iuyYHHA KOJKHH peaKLMH (Hanp. 3a4epBaBaHe, ChbpOeK UM cyXa Koxa)




e craBHa 0oJika, O0NKa B KpaiiHMLIMTE, MYCKYJIHH Npobnemu (Hamnp. cna3bM, 00s1Ka WIH CKOBAHOCT),
MNoBULIEHa KpeaTUHUH GocdoKHHa3a B KPbBTA

® HapylUeHHME HAa YPHUHAPHHUS TPAKT (Hanp. MOHKEHO KOJIMUYECTBO YPHHA, 3aApBHKKa Ha YPUHA, CHITHH
NO3MBH 3a YPUHHPAHE I1pe3 HOLLTA)

e HapyuUIEHMA HA NPOCTATaTa (Hanp. NpoCcTaTHa AUCIUIa3ns WIH BTIBbPAABAHE WM Bb3NAICHHE HA
NpOCTATaTa), NPOMAHA B CEKCYAITHO XenaHue, Oone3HeHH TECTUCH, D0IE3HEHH H BTBBPECHH WIH
YroJlEMEHH IbPAM, MOBUILECHH HUBA HA MBKKH H XKEHCKH XOPMOHH

¢ yMOpa, obia cnaboct, NPeKoMepHO NOTEHE, HOLHO H3NOTABAHE

PeakH nexenanu peaxuns (Morar aa 3acernat o 1 na 1 000 naunenra):

¢ MacTtHusT pasTBop Ha HeGuao moxe aa pocturde 6enute apobose (6enoapobHa mukpoembonus ¢
MACTHM Pa3TBOPH), KOETO B PEeiKH Clly4ad MOXKeE Ja 108eAe A0 NPOIBH M CHMINITOMH KaTO KallIHLA,
3a0yX, 00LI0 Hepa3NoJIOKEHHKE, IPEKOMEPHO NMOTEHE, D0JIKA B IbpPAHTE, 3aMaiHBaHe, YCEIIAHE 3a
,.A3TPBIBAHE W UTJIMHKHA® WK 3aryba Ha cb3HaHME. Te3d peakLiMH MOraT Ja ¢€ MOABAT N0 BPpeMe HIIH
HEMOCPEACTBEHO CNe/l MDKEKTHpaHE U ca OOpaTHMH.

JNoknaaBaHH ca BEpOATHH aHA(DUIAKTHYHH PEAKLWH clie] npyaokeHue Ha Hebuao.

B nombnHeHHE KbM H30pOEHHKTE MO-rope HeXENaHu peakLHKi WMa CbOOLIEeHHS U 3a CIEAHUTE MPOABH clie],
NIEYEHHE C NpenapaTH, CbAbPIKaLUI{ TECTOCTEPOH: HEPBHOCT, BpaXAEOHOCT, KPaTKO NPEKBLCBAHE HA
JUILIAHETO M0 BpeME Ha ChH, pa3/IMYHH KOXKHH pEakliMM B TOBA YUCIIO TbPXOT H Ma3Ha KOXa, MOBHILUEHO
OKOCMABaHE, NMO-4eCTH €PEKLIHA H MHOTO PEeAKH ClIy4ad Ha NOXBNTABAHE HA KOXATa U OUMTE (OKWJITEHHLA).
JleueHHeTO ¢ BUCOKH A03H TECTOCTEPOHOBH MNPENapaTH YECTO CIIUPA WK peayLdpa NpoAyKLUUATA Ha
CriepMa, Makap e NpH CIIHPaHe Ha JICHEHUETO Ce BPbllA B HOpMa. TecTocTepoHOBaTa 3aMECTHTEIHA
Tepanusa Ha cnabo GYHKUHOHHUPALLU TECTUCH (XUITOITOHAAWIBM) B PEIKH CIIyUan MOXKE 1a NPHYHHH
nepcucTUpaily, Oone3HeHn epekunn (npuanu3sM). BUCOKH J03W WK NPOAB/DKUTENHO NpUHIaraH
TECTOCTEPOH MOHAKOra NOBUIIARA NOABATA HA 3aJpbXKKa Ha BOAA M OTOK (NOAYBaHE MOpaaH 3aApbiKKa Ha
TEYHOCTH ).

[Ipu neproANUYHH H3CNEABAHUA Ha KPbBTa, CBbP3aHHU ¢ YNOoTpedTa Ha NPOAYKTH, ChAbPKAaLlH TECTOCTEPOH,
KaTo LAno, ce Habnonasa YecT pUCK OT MOBULLAaBaHe Ha OpOs Ha YEPBEHUTE KPbBHH KNETKH, XEMATOKPHUTA
(NPOLIEHT HA YEPBEHUTE KPLBHH KIIETKH B KPBBTA) U XeMOr100MHa (KOMIIOHEHT Ha YEPBEHUTE KPbBHY
KJIETKH, KOHTO MPEeHaca KUCIopoaa).

CrofuiaBaHe HA HEXKEJIAHH PEAKIHH

AKO MONYy4YHTE HAKAKBH HEXKENAHU JIeKapCTBEHHU peakuuu, yeaomete Bamus nexap wunu papmanest. Topa
BKNIOYBA BCHYKH Bb3IMOXKHH HEONKCAHU B TA3H JIMCTOBKA HEXeNnaHu peakuuH. Moxere ¢bilo na cpodluTe
HEXKEJIaHHU peaKUHH AUPEKTHO Ype3

M3nbiHWTENHA areHUs No JeKapcTBaTa

yn. ,,JamsaH I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaliT: www.bda.bg. Kato chobliaBate HeXXeTaHH peakLWH, MOXETE a AaJeTe CBOS NMPUHOC 3a
NOJlyyaBaHe Ha Nnopede HHPOPMALUHA OTHOCHO D€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak ga cexpannsate HeGuao

Ha ce cbxpaHaBa Ha MACTO, HEAOCTHITHO 3a AeLia.

To3u nekapcTBeH NMPOLYKT HE H3HUCKBA CNELHMANIHH YCJIOBHA 34 ChbXPaHEHKE,
He u3non3BaiiTe ToOBa NEKapCTBO CAEA CPOKA HA FOAHOCT, OTOENA3aH BbPXY €THKETA H KAPTOHEHA
cnen ,,l'oaen no:“. CpoKbT Ha rOZHOCT OTrOBapA Ha nocaeaHus AeH OT NOCOYEHHS MeCeELL.

He waxpnpasiiTe nexapcreara B KaHAIWM3ALUMATA WIKM B KOHTEHHEpA 3a AOMALUHK OTNAab
Bamiua dapManeBT Kak Oa H3XBbPAATE IEKAPCTBATA, KOMTO BeU€ HE U3rnonssarte. Te3n
3a OMa3BaHe Ha OKOJIHATa cpeaa.



6. ChaAbpKaHHE HA ONNAKOBKATA H JONB/JAHHTES/IHA HHpOpMALHA
KaksBo chanpxa Hedugo

AKTHBHOTO BEILECTBO €: TECTOCTEPOHOB YHACKaHOAaT (estosterone undecanoate) 250 mg/ml (orroeapsiy Ha
157,9 mg tecrocrepoH). Eana amnyna/ ¢pnakoH cbabpxa | 000 mg TecTocTEPOHOB YHAEKAHOAT
(cwoTBEeTCTRAlL HA 63 1,5 Mg TECTOCTEPOH).

Hpyrure cuetaBku ca: 6eH3MNOEH30aT, pULIMHOBO MAcio, paHHUPAHO.

Kak u3rnexna HeOHao B KAKBO CBALPKA ONAKOBKATA
Hebupmo e 6ucrpa, 6e3uBeTHA A0 KBATCHUKABO-Ka(ABa Mac/ieHa TEYHOCT.
OnakoBkaTa cuabpXKa: 1 ammnyna / ¢pnakoH ot KadaBo CTEKIO ¢ 4 ml MHKEKIIMOHEH pa3TBOp.

He Bcuuky BUAOBE 0NAKOBKM MOrar aa 6baar nycHati B npoaaxoda.

Ipurexaren HA pa3pelIeHHETO 32 YNOTpeba U MPON3IBOAKTEN

IIpuTexaTen Ha pazpemieHHeTo 32 ynorpeba:
Griinenthal Pharmaceuticals GmbH & Co. KG
Philipp-Ott-Stralie 3

51373 Leverkusen

['epmaHus

IIpou3BoaHTeN:
Bayer AG
Muellerstrasse 178
13353 Berlin

["'epmaHus

HUiH

EVER Pharma Jena GmbH
Briisseler Strasse 18
07747 Jena

['epmanHus

HIIH

Griinenthal GmbH
Zieglerstrasse 6
52078 Aachen
["'epMaHus

HIH

Griinenthal Pharmaceuticals GmbH & Co. KG
Philipp-Ott-Strafie 3

51373 Leverkusen

['epmaHms

To3n aexapcTBeH NPOAYKT € pa3pellieH 3a ynoTpeda B AbpkaBHTEe-wIeHKR Ha EHUII
HMeHA:
e Kunvp, Uexusa, I'spuus, Hanus, JiokcemOypr, Manra, IHonwa v Ioptyranus: Nebi



Agctpus: Nebido 1000 mg/4 ml Injektionslosung

Benrusa: Nebido 1000 mg/4 ml, oplossing voor injectie

Bunrapus: Heounao 250 mg/ml mixeknnoHeH pa3sTeop

XbpBatrcka: Nebido 1000 mg/4 ml otopina za injekciju

®unnangua: Nebido 1000 mg/4 ml injektioneste, liuos

Ppaniua: Nebido 1000 mg/4 ml, solution injectable

'epmanusa: Nebido 1000 mg Injektionslosung

Yurapus: Nebido 250 mg/ml oldatos injekcioé

HUcnanaug: Nebido 1000 mg/4 ml stungulyf, lausn

HUranua: NEBID 1000 mg/4ml soluzione iniettabile

JIursa: Nebido 1000 mg/4 ml injekcinis tirpalas

Xonaupug: Nebido 1000 mg/4 ml

Hopserna: Nebido 1000 mg/4 ml injeksjonsvaske, opplesning
Pymbhus: Nebido 1000 mg/ 4 ml solutie injectabili

Cnoakuni: Nebido 1000 mg/4 ml injekény roztok

Cnopenus: Nebido 1000 mg/4 ml raztopina za injiciranje

Ucnanusa: REANDRON 1000 MG/ 4 ML SOLUCION INYECTABLE
[lIseums: Nebido, 1000 mg/4 ml injektionsviitska, losning

O6enuHeno Kpancreo u Upnanaua: Nebido 1000mg/4ml, solution for injection

JIaTa HA mocJieAHo npeparnexkaane Ha aucroskara 04/2025

ITocouenara no-10.,1y HHPOPMAIHS ¢ MpeAHAIHAYMEHA CAMO 38 MEAHIHHCKH CNERHAJIHCTH:

[Tpu HUCKHK TeMnepaTypH Ha ChbXpaHEHHE, CBOMCTBATA HA TO3U Pa3TBOP Ha MacjieHa OCHOBA MOT4T BPEMEHHO
Na ce NpPOMEHAT (Hanp. NMOBHMILIABAHE HA BUCKO3MTETA, NMOMLTHABaHE). AKO C€ CbXpaHfBa NpH HHUCKa
TEMINEpaTypa, NPOAYKTHT TpAbea aa Obae 3aTomnieH A0 CTalHa WM TENECHAa TEMNEpPatypa INpen

PUJIAraHETO MY.

Pa3TBOpBT 3a HHTPAMYCKYJIHO HIDKEKTHpaHE TpAOBa Aa ce NPOBEPH BU3YAIIHO Npeay ynorpeda u camo
OuctpuTe pasTBopu, 6e3 yacTuuM, TpabBa na ce H3NoN3Bar.

ChabpxaHdeTo Ha amnynara/ ¢nakoHa TpadBa aa ce HHXEKTUpaAT HHTPaMYCKYJIHO BEHAra CJjie/l OTBapsAHe
Ha aMnynata/ ¢nakoHa.

JleKapcTBEHHAT NPOAYKT € NpeHa3Ha4eH caMo 3a eIHOKpaTHa ynoTpeda U OCTaTbKbT OT HEKW3NOJI3BAHO
KOJIH4HECTBO TpAdBa Aa ce 3XBBPIIH.

IIpunoxeHue

CneuranHo BHMMaHHe TpadOBa aa ce obpwbiiia, 3a 4a HE C€ AOMYCKA BLTPECHA0BO HHXKEKTHpaHE.

KakTo npy BCHYKM MAacTHH pa3TBOpH, Hebuao TpabBa na ce MHKEKTUPA CTPUKTHO HHTPAMYCKYJIHO H MHOTO
6aBHo. B penku cyyaun 6enogpobHa MHKpoeMOOIUA ¢ MACTHH pa3TBOPH MOXeE Aa JOBEJE A0 NPOABH H
CHMNTOMM KaTo KalllJIHLia, AMCNIREA, 0010 HEpa3noNnoXeHrue, XUNEpXuapo3a, 6onka B repaIuTe, 3aMaliBaHe,
napecTe3ruy unu cuHkon. Te3u peakunn MOrart aa ce NnosBAT [0 BpEME WK HENOCPEACTBEHO CEN
HHXKEKTHpaHe H ca oOpaTtuMHU. JledueHHeTo ¢ 0OMKHOBEHO NOAABPIKALLD, HANP. Ype3 AOMbIIHUTEIHO
[pUAaraHe Ha KUCIOpoAa.

JloxnaaBaHH ca BEPOATHM aHa(HNAKTHYHM peakldH cien npuioxenue Ha Hebupo.

[1 ApexXacHUA

Haii-mManko BeaHbX rogquuuHo TpAdBa Aa ce U3BbPLUBA BHUMATEIHOTO W PEAOBHO Hab0
MpocTaTHaTa »J1e3a W I'bpAaTa, B CbOTBETCTBUE C MPENOPbYBAHHTE METOAH (AMCHTATHO




H3cJie/BaHe U OlIeHKa Ha cepyMHUs PSA) npu naumeHTH Ha Tepanus ¢ TECTOCTEPOH, H JIBA MbTH FOAHULIHO
[PH NALMEHTH B CTApPYECKa Bb3PACT U PUCKOBH MALMEHTH (TE3H C KIMHHYHH WM (paMHUIIHK (haKTopH).

OcBeH J1abopaTOpHH TECTOBE 3a KOHUEHTPALMATA HA TECTOCTEPOH, NMPH MNAaLMEHTH Ha JIbJIFOCPOYHA
aHJpOreHHa Tepanus Nnepuou4Ho TpsaOBa na ObAAaT KOHTPOJIMPAHH M CJIEAHHTE JIADOPATOPHH MOKA3aTEIH:
XEMOTrJI00MH, XEMATOKPHUT W YePHOAPOOHUTE (PYHKIIHOHAIIHK TECTOBE M JIMIKUAEH NPORHIL.

JleueHHETO ¢ TECTOCTEPOH MOJKE J1a MPUYMHHK CEPUO3HH YCIIOKHEHHS, XapaKTEPU3UPaILLIHM CE C OTOK ChC HIIH
0e3 KOHreCTHBHA Chp/IeYHA HEIOCTATbYHOCT MPHU MALMEHTH, CTPAJALLHK OT TeKKa CbpJieHHa, YepHOApoOHa
uin 6bOpeuHa HeI0CTaTbYHOCT, WM HCXeMUyHa 6oaecT Ha chpueTo. B To3u ciyuaii ieuenueTo Tpsdsa j1a

ce cripe He3abaBHO.
3abenexka npu pabora ¢ OPC (One-Point-Cut) amny.a:

Mma npenBaputesiHO Oeig3aHa Mapka 1o/l LIBETHaTa TOYKa Ha amItyJ/lata, KOeTo eJIMMHMHHMpa HyKJaTa oT
NUJeHe Ha lwuaTa Ha amnynara. [Ipeau orBapsHe ce ydeaere, ye LsJIOTO KOJUUYECTBO TEYHOCT OT ropHaTa
4acT Ha amIyJiata € NpeMHHaIo B AojHaTa yact.M3non3saire JBETE pbLE NPH OTBAPAHE, J0KATO AbPHKHTE
J10JIHATA YacT Ha aMIyJiaTa ¢ €/lHaTa pbKa, U3MoJI3BaiTe Jpyrata pbKa 3a /ia CHylnuTe ropHaTa 4acTt Ha
amriyjaTa B ocoka oOpaTHa Ha LBETHaTa TOYKa.

3abesexxka npu padora ¢ gpJ1akoH:

dj1akoHBT € caMo 3a eIHOKpaTHa ynortpebda. CbabpkaHueTo Ha (pyiakoHa TpsaOBa 1a ce MHKEKTHpa
HWHTPAMYCKYJIHO BE€HAra cjejl NpuroTBsiHe B cnpyuHuoBkara. Ciie/l OTcTpaHsBaHe Ha rjacTMacoBara
kanaika (A) He cBaigiiTe metaiHUg npbeTeH (B) uinm odbkarka (C).
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