JHCTOBKA



Jlnerosxa: unpopmanug 3a norpedures

Hebnao 250 mg/ml mnxeKnnoned pa3rsop
Nebido® 250 mg/ml solution for injection
TecrocTepoHoB yHaekaHoat/ Testosterone undecanoate

IIpoyereTe BHUMATEIIHO USJIATA JINCTOBKA NPEAR X2 32aN0YHETE I3 NPUIAraTe TOBA JIEKAPCTBO, Thil

KaTo TH ChALPRA Bamua 32 Bac uadopmanug.

- 3anasere Ta3u UCcToBKA. MOXKE 12 ce HaNOKH Aa 2 NpoueTeTe OTHORO.

- AKo VmaTe HAKAKBY AOITBJIHATENHA BEIPOCH, NonuTaiite Bawua nexap.

- ToBa nexapcTBO € npeanycano nHuHo Ha Bac, He ro npeotcrhiiBaiite Ha apyru xopa. To Moske Ja UM
HABPEAH, HEIABHCHMO Y€ IPH3HAUMTE HA TAXHOTO 3ab0nsBake ca ChiluTe KaTo Baumire.

- AKO NONYYUTE HAKAKBH HEMKEIAHM NEKaPCTBEHM peakuun, yeeaomere Batous nexap. Tosa Bknyousa u
BCHYKH BB3IMOKHHI HEXENAHH PEAKIIMH, HEONUCAHY B Ta3y TKCTOBKA. BuxTe TOMKA 4.
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1. Kaxeo npeacraniasa Hedugo g 3a KaKBO ce H3M0J13BA

Hebuao cvanpka TeCTOCTEPOH, MBXKKH IONI0B XOPMOH, KaTO akTHBHO BeulecTBo. Hebuuo ce MHXKeKTHpa B
MYCKYN OT Ta10T0 By, Tam Moke a ce ChXpaHaBa U NOCTENEHHO Aa ¢& OCBODDXKIABA 34 ONIPEACNieH NepHol
ot Bpeme. Hebuao ce U3noizsa NP BE3PACTHH MBIKE 3@ 3aMECTBAHE HA TECTOCTEPOHA B TAIIOTO NIPH JISUEHHE
Ha paxIM4HM 3/IpaBOCIOBHHU TMpoOJIeMM, KOKUTO Ca NPUUMHEHH OT JNUIICATAa HA TECTOCTEPOH (MBHKKHM

XHroronaaussM). Tora Tpadea ga Obae NOTBHPACHO OT ABE OTHAECIHH U3MEPBAHHA HA TECTOCTEPOH B KPHRTA
M BKJIFOYBA KIIMHUYHK CUMITTOMH KaTo:

® UMIIOTEHTHOCT

Sesnnonne

HaMaJIeHO CEKCYATHO KENTAHue

OTNAagHANOCT

ACHPECHBHY HACTPOCHUS

3ary6a Ha KOCTHO BeL1eCTBO, NPUUAHEHO OT HHCKK HHRA Ha XOPMOHA

& & & 9 &

2. Kakpo TpatBa ga 3uaere npean ga usnonasrate Hebugo

He manoassante HeGuno

- aKO CTE AIEPTHYHKA KHM TECTOCTEPOHOB YHJIEKAHOAT WIN KbM HAKOSA OT OCTAHAIIMTE CHCTARKH Ha TOBA
NEexapCeTBO (M30poenHn 8 Touka 6);

- aKO UMaTe aHAPOTCHHRO-3aBHCHM KapIMHOM WK TI0A03peHns 38 KAPIUHOM Ha IpOCTATATa WK
I'bpAaTa
- aKo uMare Uit CTe HMan# uepHoapoben TyMop

Hebuzno ne e npeanasHauen 3a ynorpeda npu xeHu.

IIpeaynpexaenns: ¥ BPeaNaiHA MEPKN




- eMUAEHcus
- ChpRCHRH, ObOpeuHN HNy yepHOAPOOHU NPOOIEMH
- MHTpEHA
- BPEMEHHO NPEKbCBAHE HA MNIUAHETO (10 BpeME Ha CbH {(ansesq ), Thi KaTo TOBA ChCTOAHHE MOXKE Nia Ce
BIOWMN
- TYMOP, ThH KaTO BHBOTO Ha KAV B KPHETA MOXKE A& C€ HANOXKK 212 Ce TIPOBEPSIBA PEJOBHO
- BHCOKO XPBBHO HANSIAHE WK KO CTE HA JACHCHHE 38 BHCOKO KPBHBHO HANSTAHE, Thi KATO TECTOCTEPOH
MOXKE 3 JOBEAe NO MOBUILABAHE HA KPBBHOTO HAIATAHE
- npobneMy ¢ KPHBOCECUPBAKETO
- HapyUieHHs Cbp3aHM C KEPBEHE (T.€e. XeMouwins)
- TpoMbBoduius (aHOMANHS B KPEBOCHCHPBAHETO, KOSTO NOBUINABA PUCKA OT TPOMOO3a — KPhBHHU
CHCUPEUH B KPbBOHOCHHUTE ChAOBE)
- {(PAKTOPU, KOUTO YBEJTUHABAT PHCKA OT OOpa3yBanHe Ha KPHBHH ChCUPESIY BHB BEHA: HPEAXOAHH
KPLBHH ChCUPELMN BhB BeHA, TIOTIOHONYUISHE; 3aT/IbCTABAHE; paK; 00e3IBUKBaHE, aKO HAKOMH
Baul Onu3bk pOIHHHA € MMAan KPhBeH ChCHPEK B kpaka, Oenus apol wiu apyr opraH B Mj1aga
BBIpacT (Hanp. nox 50 roaunn); ¢ Hanpej BaHe HA BBE3PACTTA.

Kak 1a pasriozHaeM KpbBEeH ChCHPEK: DONe3HEHO NONYBAHE HA ENUHHA KPAaK HITH PA3KA POMSHA B
UBETA Ha KOKATa, HaMp. N00JSAHABAHE, IOYEPBCHARAHE UIH NIOCHHABAHE, BHE3AIEH 3ayX,
BHE3AIHA HEO0DICHUME KauLTiia, DY KOSTO MOJKE J1a OTKALLTATE KPhB; Wik BHe3aliHa 6oaka B
MbPAKTE, CHIIHE 3aMasHOCT UiV CBETOBBPTEXK, CUNHA GoNKka B cTOMaxXa, BHe3amHa 3aryba Ha 3peHue.
AKO UMAaTe HAKOH OT TE3W CHMIITOMM He3a0aBHO MOTHPCETe MEIWUHMHCKA MTOMOILLL.

ARO CTpajgare 0T TEKKR chpledHa, YePHOAPOOHA Win (hOpeTHa HeAOCTATLYHOCT, J1eueHneTo ¢ Hebuno
MOXE Ja AOBEAE X0 TEHKKH YCAOKHEHHUS 10 (hopMata Ha 3aIbpHaHe Ha BOAR B TANOTO, NOHIKOT4
NpUAPYKeRH o7 (3aCTOHHA) ChPAeYHA HENOCTATHLYHOCT,

Hpeaw v no BpeMe Ha TEUEHUETO, CNEIHATE W3CIEIBAHHA HA KPBBTA TPSOBa 212 ObJAT M3BLPIUBAHM OT
Bauius nexap: HHBO HA TECTOCTEPOH B KPHBTA, MbIHA KPbBHA KAPTHHA.

HaunenTn ¢ Hapymena yepHogpooHa PpyHKIus

He ca nposexaany npoyuBaHus Npy NaUUEHTH ¢ YepHoapobHo yepexaane. Hebuno nama 1a Bu 6oae
TPEANKUCRAH, KO HAKOYa CTe HMANK TYMOP Ha depHus apob (Bixre ,, He uznonzeaiime Hebuoo ™),

Hena v wHOIIA

HeGnpo ne e npennaznaved 3a ynorpeba npu Aetia v oM, Hama nasny 3a yriorpeGara wa HeGuno npu
MBXKe 071 18-ronyuisa Bb3pacr.

HanuenTH B eTapuecka Bu3pacyt (05 roggHuy Hian no-crapu)

He e HeobxoauMo BaiusT nekap fa KOpUrHpa Ao3ara ako cte Hall 65 ronunu (8. “"Meduyurncko
uzcae0eane / npocheonsane"y.

HMarpaxnanero Ha MYCKYJHTE R TECTORE 32 HAPKOTHIN

Hebuno He e noaxoasly 3a H3rpaXXaaHeTo Ha MyCKYIMTE TIPH 3PaBU VHIHBUAM WIH 38 YBEIHYABAHE Ha
puzrueckara cuna.

HeOnpo moxke ja nosene a0 nonoKaATEHH Pe3YITATH NPH TECTOBE 3@ HAPKOTHIHA.

JlekapcTeena 30ynoTpeda H 3aBHCHMOCT
Bunaru npueMaite ToBa JeKapcTBO TOYHO KakTo BM e kazan Bawiusr nexap uiau gapMauesr.
3noynoTpebara ¢ TECTOCTEPOH, OCODEHO AKO NPUEMATE TRBPAE MHOTO OT TOB& NEKAPCTBO CAMOCTOSNTEIHO
MIH C IpYril aHA0O0MHH aRAPOTreHHy CTEPOMIN, MOYKE J1a NPUYKHU CePHO3HM 3APABOCIIOBHY NPodIeMH Ha
Bawvre ChpUE # KPRBOHOCHH ChIOBE (KOWTO MOTraT Aa JOBEAAT 40 CMbLPT), HCHXHYHOTO 31
yepHus 1pod.

Xopara, KOHTO €a 310yNoTpedHiv ¢ TECTOCTEPOH, MOTAT Ad CTAHAT 3aBUCHMH M MOTaT
CHMITTOMY H& OTHEMAHE, KOTATO JO3UPOBKATA CE& MTPOMEHH 3HAYUTEIHO HITH C€ CIIpe H
a 310ynoTpebsBare ¢ TOBA NEKAPCTRO CAMOCTONTETHO WiTH ¢ APYTH aHABOIHU aHIpo
33UI0TO TOBA HOCH CEPUO3HYU PHCKOBE 3a 3ApaBeTo. (BIOKTE ,, Bo3MONCHU HeXCEAa Y DA




MennuuHCcKo H3caAeABaARe/ IpocaeaaBaHe

MbKKHTE MOIOBH XOPMOHM MOTaT Ja YCKOPAT pacTeKa Ha KApLIMHOM Ha POCTATATa M A3 YBEJWYAT
pasMepyTe Ha IpoCcTaTHAaTa xneda (1oOpokavecTBeHa npocTaTHa Xuneprpodus). lpeny na Bu ce
vibkexTUpa Hebrno Bammar nexap tpsabea na Bu nperniesa, 3a a M3KIIOYK HATHYYE Ha KapLYHOM Ha
npocrarara. -

BawsaT fiekap peroBHO WE Npernexya CbCTOAHUETO Ha MPOCTATATa W ChpANHTe Bu, ocobeHo ako cTe B
HanpelHaTa B3pacT. Toit/ 1a perynspnao ule Bu s3eMa kpbeaEH mpobu.

HaGmiogasany ca cnyyan Ha 100poKavYecTBEHH (HEKAHLEPOrEHHH) U 3NOKAYECTBEHH (KAHLIEPOTreHHH)
YePHOAPOOHKH TYMOPH Cl€A H3MON3B3HETO Ha XOPMOHATHY BEI{ECTBA KATO aHAPOreH-ChALPIKAINY
ChEAMHEHHUS .

Hpyrn nexapcrea u Hebuao

Wndopmupaiite Bamaa nexap aan papmanesT, ako NpUeMaTe, HACKOPO CTE NIPHEMAIM WK € BE3MOYKHO
Ia NpHeMeTe APYrR JeKapersa, BKMOUHTENHO U JiekapcTea 6¢3 Jekapeko npeanncanne, Moxe na e
HEOXOAKMO JIEKapAT A& KOPUrupa J03aTa, aKo W3MOIN3BaATe HAKOE OT CNCAHHTE JIEKAPCTRA;

o xopmona ACTH sand xopruxocrepoyaM (M3NON3BaHW 3a JIEUeHWE Ha pasguuHH 3abonsRaHus KaTo
PCBMATU3EBM, APTPHT, JICPrHYHM CheTosHKA ¥ acTMa). HeOno Moxke fa yBemHuM pHcka oT 3aibpiKaHe
Ha BOAA, 0COOEHO aKO CHpLETO M YepHud By npob He HYyHKUHOHUPAT TpaBHITHO

¢ Ta0NETKH, KOMTO Pa3pexaaT KphRTa BH (KyMapHHBOBH NPOM3BOAHM 34 MEPOPATHA aHTHKOAry1auys), Thil
KATO TOBA MOJKE [a YBE/IHUN PUCKA OT KBpBeHe. BalyaT nekap e npoBepu Oo3aT4.

® JIGKApPCTBA, HM3NOI3BAHH 3a je4eHUe Ha auaber. Moske Ha ce HaloXM Od C€ KOpPWTHUpa 1034aTa Ha
JIeKapCTBOTO 34 HamaisBade HA KpbBHaTa By 3axap. Ilonobuo Ha Apyru aHApPOTeHH, TECTOCTEPOH MOME
A YREJIHYH €(DEKTA Ha HHCYIHHA.

Mo.an, unpopmupaiite Bamras jrekap, ako crpagate oT HapyldeHde Ha KPhBOCHCHPBAHETO, Thil KaTo
Bammuat nexap TpsOBa ga 3Hae TOBa NpeaM Aa pely aa By npunoxkun MyckyiiHa nikekuyws Hebuno.

Hefnno ¢b1i0 MOXKE 2 TOBSHAS PE3YATATHTE OT HAKOK NabopatopHu MacneABanus (HalIpuMep Ha
IUTOBKIHATA XKiie3a). Kaxere Ha Bawus nexap winm abopartopeH nepcosan, ue uamnonssare Habuno.

bpeMeHHOCT U KbpPMeHe
Hebuno we e npeanasHaden 3a ynorpeba npu sxeHu ¥ He Tpsalea fa ce WaNOI38a Mpy GpeMeHnH HH
KBPMELIN XECHH.

deprunuTter
JleueHneTo ¢ BUCOKHK A03M TECTOCTEPOHOBH NPENApaTH 9eCT0 MoXKe 0GpaTHMO A4 cipe HiTd Ja HaMaH
NPOU3BOACTBOTO HA CIIEPMATO3OUAH (BXK. CEHIO pas3fies "BBe3MOKHH HEeXENAHd peaxiiHu").

Hlodgupane n pabora ¢ Mamrunu
Hebuno ne minse Ha cnocofHocTTa 32 modupaHe ¥ paboTa ¢ MaruuHH.

Hebuno chanpika Oenznabensoar

HebGuno chaspxa 2000 mg 6ensunbenzoar o Boekd 4 mil amnyna/pnakon, KOUTO ¢& eKBHBAIEHTHY HA
500 mg/ml.

3. Kaxk na mino.a3sare Hebngo
Bawnar nekap uie urakextupa HeGngo (1 amnyna/quiaxon) Muoro 6aBHo B ugkol myckya. Jlekapsr wie
NpaBu UHXXek(WATa Ha BCeKK 10 no 14 cegmunin. Tora e nocTaTeuHo, 3a A4 C& HOAABLPKA AOCTATHUHO HHBO

Ha TECTOCTEPOH 0e3 /1a ce cTura X0 HaTPYNBAaHE Ha TECTOCTEPOH B KPHBTA.

HebOnao e cTpUKTHO 38 HHTPaMYCKYJTHO HIDKeKTUpaHe. CnelHaiio BHUMAHKE (Ie Ce
DOy CKA MHKEKTHpAHE B KpbBOHOCEH Cb (BX. ,, JIpunovicenue ).




Hauajto ua JeqyenHero
Jlexkapar By me onpenenn HMBOTO Ha TECTOCTEPOH B KPBBTa BH npeAy HAYAIOTO HA JICUEHHETO U B
Ha4YaNHMTE €Taly Ha Je4YeHrneTo. BaluuAr nexkap Moxe Ja Bu npunoxy BTOpa MHKEKUUA CaMO LIect

CeIMHLM CIE] IThPRATA, 3a JIa ¢ JOCTUrHe 6bp30 HEOOXOAMMOTO HUBO HA TECTOCTEPOH. TORA ILE 3aBUCH OT
Bawyre cMMITOMU ¥ HUBO Ha TECTOCTEPOH.

Hopnbpxane Ha nusaTa na Hebngo no speme ga euennero

HurepranbT MEXKAY OTACHHUTE VHKEKUAN CneBa BUHar ga Ova¢ B npenopbuuTenHug ayanaszod ot 10 no
14 ceamuny,

Bawusar nexap e ¥3Mepea PErynspHO HUBOTO HA TECTOCTEPOH B Kpasd Ha MHTePBaja MEXKAY OTHESHKTE
MHXXEKIIHY, 33 J1a € CUTYPEH, Y€ € B HODMAJIHH TPaHHLM. AKO HMBOTO € TIPEKaNeHo HMCKOo, BawwmsT nekap
MOXE Ja pelud fa Bu nocTaBs 00-4eCTo WHMEKIMSTa. AKO HHBOTO € NpeKaleHo BHUCOKO, Bamuar rexap
MOKE fia pPelud [a [Ipyiara HEkeKuMsTa no-psaxo. He nponyckaiite OonpeaeneHure 3a HHKEKTHPAHE
nocelexsnd. B nporused ciaydai Moxe Ja He ce NOANEPKA ONTHMANHOTO BH HHBO Ha TECTOCTEPOH.

Ako cuHrare , 1e efpextsT ot HebHao e npexaneHo cuned unu npexaieHo cnab, unhopmupaiite Bamys
neKap.

Axo By e npusoxena noseqe oT HeobxoaumMara 1032 Hebumo
CUMITTOMHMTE 38 HATHUYMETO Ha TBLpAE MHOoro Hebnno sxinourar:

® pa3sApasHUTETHOCT

® HCPBHOCT

* [IOBHIUABAHE HA TETNIOTO

¢ JIbATOTPAWHH WTH HECTH EpeKUUH

Kaxxete na Bauius nexap, ako uMaTe HIKON OT Te€3U CUMNTOMMU. Batuust nexap uie Bu ro uxaxekrupa no-
PAAKO WK LIE CHPE ICYEHUETO,

4, BL3MOMXKHY HemxeaHu peakuiH

Kaxro Becuuku nieikaperaa, TORa JIEKAPCTBO MOXKE 1A NPESUIBUKA HEXEITAHN PEaKLIHN, BRIPEKH HE HE BCEKH
™Y NOAYYaBA.

Haili-qecTnTe HeoxeIaHH PeakMM ca akHe ¥ 00/1Ka Ha MACTOTO Ha HHKEKTUPAHE.

YecTn ReKeNaHn peaknuu (Morat jAa 3acersar go | Ha 10 naunenTa):

aDHOPMHO BHCOKH HHBA HA YEPBEHH KPHBHH KJIETKH

TIOBUILIABAHE HA TErJIOTO

TOIUTH BHITHH

aKHe

YTOJIeMABAHE Ha NMPOCTATATA H CBRP3AHHTE C TOBA NIPOONeMH

PATTUUHH PEAKIIMY B MACTOTO Ha UHKEKTHDPAHE (kaTo Oonka, 3avepeiaBaHe WK NpPa3HCHE)

HedecTH Hekenaun peaknnan (Morar na 3acerHat no 1 1a 100 nauuenta):
® WiCpridHa peaKums

¢ NOBHIMCH &NETHT, NIPOMEHU B KpbBHUTE fabopaTopHu pelynratu (Hanp. yBenuyaBaHe Ha KPLBHATA
3axXap Wik Ma3HUHW)

BECTIpEcHA, EMOLBOHANTHO HapylueHue, Ge3chiie, 6e3MOKORCTRO, AarPecHs WK PA3IPASHUTETHOCT
rnapobonye, MUrpesa UM TpeMop

CLPACUYHOCHAOBH HAPYUICHUS, BHCOKO KPBBHO HAIATaHE HIIH 3aMaliBane
OpOHXMT, CHHY3HT, KaLJIMLIA, 3a1lyX, XbPKaHe, ITpodiIeMn ¢ raca

anapus, raJese

[IPOMSIHA B YEpHOAPOOHKTE NAaOOPATOPHH PE3yITATH

KOCOJIAJ, PA3NUUHKA KOXKHM peakUMu (HAMp. 3a4epBRABaHE, ChpOeX UM CyXa KoK




* crasHa Oosika, 60nKa B KpaHALMTe, MyCKYIHE npoOaeMy (Harp. cnasbM, GOAKa HITH CKOBaHOCT),
NOBULIEHA KpeaTHHHH GochoKrHA3a B KPBBTA

® HapyuiCHWe HA YPHHAPHUA TPAKT (HAIp. NOHIKEHO KOITMYECTBO YPUHA, 3aPHKKa Ha YPUHA, CHITHM
NO3UBM 32 YPHUHUPAHE (IPE3 HOILTA)

e HapyweHMd Ha npocTarara (Hamnp. IPOCTaTHa AUCIIA3HI BAK BTREPASBAHE WIH BH3IANCHHE Ha
NPOCTATATA), [IPOMSIHA 8 CEKCYAITHO xenanue, 00Je3HeHH TeCTUCH, GOJIE3HEHN U BTRBPACHHU HIH
YTOJICMCHH TBPIW, NOBHIICHH HUBA HA MBAKKH M XKEHCKY XOPMOHM

¢ ymMmopa, odma cn1abocT, NPEeKOMEPHO MOTEHE, HOIHO W3NOTARAHE

Penxu nexke/iany peaknan (Morar aa 3acerdar a0 1 va 1 000 pauneura):

¢« Mactausar pasrsop va HeOuno moxe Aa gocturue bemmare apodore (GenoapobHa MEKPOEMOOITHA ¢
MaCTHH PasTBOPH ), KOETO B PEAKH C/Iy4ay MOXKE A2 TOBeNe N0 MPOSBH K CUMIITOMH KATO KallljgHua,
3al1yX, 060 HEPAINOAOKEHHE, NMPEKOMEPHO MIOTEHE, BONTKA B ILPANTE, 3aMaiiBade, yeellaHe 3a
»H3TPRIIBAHE U HIVTHYKA® /M 3aryba Ha cs3Hanue. Te3n peakuyH MOraT fa ¢e MOdgBAT 110 BPEME HIIH
HEMOCPEACTBEHO Clie MHIKEKTHPAHE ¥ ca 00paTHMM,

JoKnanBany ca BeposSTHH aHAQIIAKTHYHE PeakLiy cnell npuiokenne va Hebumo.

B ponenneHne KbM H3GPOSHUTE NO-TOpe HEKENaHK Peakiii uMa ChOOILEHNS 1 38 CJEHHTE HPOSBH ClIo[
JICYEHHE C MMPenapaTd, ChABPKALIM TECTOCTEPOH; HEPBHOCT, BpakAaeGHOCT, KpaTKo IMpeKseBane Ha
AMIIAHETO IO BPEME HA CHH, PA3IHUHY KOXKHH PEAKUMY B TOBA YHCIO THPXOT H M23Ha KOXKA, NOBUILIEHO
OKOCMABAHE, T0-HECTH EPEKIIMY ¥ MHOIO PEIKM Clyuay Ha NOXKBATABAHE HA KOXKATA M O4MTe (HKBITSHHLA).
JleueHueTo ¢ BHCOKM R0O3H TECTOCTEPOHOBH MPENAPaTH YECTO CITHPA WiIH PeAyHHPa NPOAYKLHBATA Ha
criepMa, Makap 4ye npH CIIMpaHe Ha JEUEHUETO ce BPhilla B HopMa. TecToCTepOHOBATA 3aMECTHTEITHA
Tepanug Ha €300 PYHKIMOHMPALM TECTUCH (XHIIOTOHAAH3BM ) B PEAKH Cyday MOYKe 1a NPHYMHY
[IepCHCTHPanIH, bonesHeny epekUMK (Npyanu3bsm). BHCOKH 203H WM HpONRIDKUTEIHO NPUNAraH
TECTOCTEPOH NOHAKOTa NOBUNIABA NOABATA Ha 3aJPHKKa HA BOAA ¥ OTOK (NOAYBAHE NOPAIM 3a0PBKKA Ha
TEYHOCTH ).

Hpu nepuoanyny w3cienBanys Ha KPbBTa, CBbP3aHH ¢ yroTpeGra Ha MPOAYKTH, ChIBPKAILH TECTOCTEPOH,
KaTo LsL10, ¢e HabDJIHoaBa HecT PUCK OT MOBULIABAHE HA DPOA HA YEPBEHHTE KPLBHH KICTKH, XEMATOKPHTA
(IpOHEHT HA YePBEHHUTE KPBBHU KIIETKH B KPbBTA) # XeMOrnobuHa (KOMIOHEHT Ha UEPBEHKMTE KPHLBHH
KJIETKH, KOWTO IpEeHACH KUCNOPOaa).

Crolmasane Ha HeXeJAHH peakuun

AKO MONYUYNTE HAKAKBY HEXEJIAHH JICKAPCTBCHY Peakiiy, yeenoMere Bamust nekap uind Gapmanent. Tosa
BIJTIOUBA BCUYKY BE3MOIKHU HEOTHMCAHH B T43H JIMCTOBKA HEXeNaHN peakupH. Moxkere ¢hilio aa crodinmre
HEeXeNaHu peakiiy JAHUPEKTHO Ype3

Wanbnaurensa areluys 1o Jekapereara

yi1. ,Jiamad ['pyes™ Ne &

1303 Codus

Ten.: +359 2 8903417

yebcait: www.bda.bg. Karo crobuianare Hexenany peaklium, MOKETe Aa A&JAETE CBOS NIPHHOC 33

MOy YABAHE HA ITOBEHE MHMOPMALINS OTHOCHO 0e30TACHOCTTA Ha TOBA JIEKAPCTBO.

5. Kak ga cexpanseate HeGuno

Ja ce ChXpaHaBa Ha MSICTO, HEAOCTBITHO 3a JieLa.

To3n nexapeTBeH IPOAYKT He H3UCKBA CHCUHAIHH YCIOBHA 33 ChXPaHEHME.
He panonspafite ToBa IEKAPCTBO CJIG)L CPOKA HA TOJHOCT, OTOENA32H BLPXY €TUKETA U KAPTOHEHATA KYTHS
cnen .l ogen po:. CpoKsT HA FOAHOCT OTrOBAPA Ha NOCHeARHS JIeH OT JIOCOYSHHU MECeL,.

“\W\ﬂ o Ao,
He p3xBupnsgiTe nexapeTsaTa B KaHATM3ALHATA WIH B KOHTEHHEDA 33 OMAILHHN OTII ?Bﬁ’rim”a-ﬁrﬁ;..
Baiuug papMauesT Kak ia U3XRBPIITE JIEKAPCTBATA, KOUTO Beue He n3nos3sare. Te T

3a OHa3payde Ha OKONiHaTa Cpeaa.

......
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6. Chabpxande Ha ONAKOBKATA ¥ NONBIHHTEIHA HHPOpMANHSA

Kaxno cuabpxa Hebugo

AKTHBHOTO BELLECTBO £: TECTOCTEPOHOB YHASKAHOAT (festosterone undecanoate) 250 mg/ml (otrosapsui Ha
157,9 mg recrocrepon). Equa amnyna/ daakoH ceibpika 1| 000 mg TecTocTepOHOB YHASKAHOAT
{(croTBETCTBAY] Ha 631,5 Mg TECTOCTEPOH).

Hpyrute ChCeTaBkH ¢a: DeH3unben30aT, pUUBHOBO Macilo, padHEMPAHO.

Kax maraexna Hed0nno u kKakpo ¢hALP#KA OHAKOBKATA
Hebuno e bucrpa, 6e31BETHA 10 K BITEHHKABO-KadABa MACACHA TEUHOCT.
Onakopkara cpabpxa: | amnyna / nakoH ot kaaeo CTEIIO ¢ 4 m] MHXKEKIKOHEH Pa3TBOP.

He scyuuky Bnnoee onakosku Morat aa 6sAaT nycHaTH B npogaxda.
Hpuresxaren HA pajpemeHHeTo 34 Yuorpeda i npou3BoIwTe)

ITpurerxaTes Ha palpenIeHUETO 3a yuoTpeda:
Bayer AG
Kaiser-Wilhelm-Allee 1

51373 Leverkusen, I 'epmanis

IIpoussonnren:

Bayer AG
Muellerstrasse 178
13353 Berlin, 'epmarus

3a nombiBUTenHa HBEQOPMALHUS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CRBJIIKETE CE C JIOKAAHUA NPEACTABUTEN HA
MpUTeKATENs Ha pa3pelieHHeTo 3a ynoTpeda:

baiiep brarapus EQO/]
vi. “Pesbapeka” 5, Codus 1510, brarapus

To3u neKkapeTBEn APOAYKT € pa3pelien 33 ynoTpeda B AbpikasHTe-wterkd ra EVIY noa cnennnre
HMERa:

¢ Kunwp, Hexus, I'opuns, Hanus, Ectonnd, Jlateus, JlioxcemOypr, Manta, Hontua u Hopryranns:
Nebido

Agctpun: Nebido 1800 mg/4 m] Injektionslosung
benrus: Nebido 1000 mg/4 ml, oplossing voor injectie
brarapus: Heonpo 250 mg/ml urmxeknmnonen pazrsop
Xbvpsarcka: Nebido 1000 mg/4 ml otopina za injekeiju
Ounnanang: Nebido 1000 mg/4 mi injektioneste, linos
Opanuus: Nebido 1000 mg/4 mli, solution injectable
Pepmanus: Nebido 1000 mg Injektionslisung

Yurapusa: Nebido 250 mg/ml oldatos injekcio

Hcnaupus: Nebidae 1000 mg/4 ml stungulyf, iausn
Hranus: NEBID 1000 mg/4ml soluzione iniettabile
Jintea: Nebido 1000 mg/4 ml injekeinis tirpalas
Xonadnus: Nebido 1060 mg/4 ml

Hopeerns: Nebido 1000 mg/4 ml injeksjonsvaeske, opplasning
Pymphug: Nebido 1600 mg/ 4 ml solutie injectabila
Cnosaxus: Nebido 1000 mg/4 ml injekény roztok
Cnosenust: Nebido 1000 mg/4 mi raztopina za injiciranje




» Hcnanys: REANDRON 1000 MG/ 4 ML SOLUCION INYECTABLE
e llIsenna: Nebido, 1000 mg/4 ml injektionsvitska, ldsning
o Obenuneno Kpancrso u Hpnanaus: Nebido 1000mg/4ml, solution for injection

Jata na nocjieAHo npepariexiade wa gucropkata MM/ITIT
e an e ——————————— o g e e 1 1 A, et . e B o i R T et i it e e o e

Ilocouenara no-a01y HHd)OpMRIIHﬂ € npeAHaA3ZHAYEHA CAMO 34 MEeJHITHHCKH CHEHHAJIACTH.

Ilpu nycKkM TemnepaTypy Ha ChXpaHeHHWe, CBOMICTBATA HA TO3H Pa3TBOD Ha MAcjlieHa OCHOBA MOTAT BPEMEHHO
Jna ce NPOMEHAT (HANp. (OBMIUABAHE HAa BRHCKO3UTETA, NOMBTHABAHE). AKO CC CBbXpaHABA IMPH HHCKA

Temreparypa, NpogykrsT Tpabea aza Opae 3aroruvleH a0 craliHa wi¥ TefecHA TeMiepaTypa npeam
MPHUNATAHETO MY.

PazTBOpET 32 MHTPAMYCKYIHO UHXKEKTHPaHe TPAOBA Ad ce NMPOBepd BH3YAIHO NpeaH ynorpeda v caMo
ducTpure pasrBopu, 6e3 vacTuiy, TpadBa aa ¢ U3NO3BAT.

CHAabpKaHKHeTO Ha aMmITynata/ guiakoHa Tpadea J1a e NHKEKTHPAT UHTPAMYCKYJIHO BeHara cnesl OTBapsHe
Ha aMmriynara/ quiakoHa.

JlekapCTREHHAT NPOLYXT € NPeAHa3HauEH CaMo 32 AHOKPATHE YItoTpefa H OCTATEKELT OT HEM3MON3BAHO
KONMU4ECTRO TPAORA 14 Ce 3XBBPIIN.

Hpunoxerne

Cneuuanio BHUManne Tpabea fa ce oOpblla, 3a 1a HE ce JONYCKA BETPECHAOBO HHMEKTHPAHE.

Kaxto npu BCHYKY MacTHHM pa3TBopH, HebOnio Tpadsa Ra ce MHKeKTHPa CTPUKTHO HHTPAMYCKYJTHO ¥ MHOTO
6aBHo. B peaxy ciyaau SenoppoOHa MukpoeMOoiTis ¢ MACTHH PasTBOPH MOXe N3 IOBEAE A0 NPOIBYU U
CHMITOMY KaTO KAIUNWLA, AUCIIHes, o010 HePasnoNoKEHHE, XUIIEpXUapo3a, Oojlka B FEPANTE, 3aMalisaHe,
napecTe3nd WK CUHKON. Te3d peakidn MOTar Jja ce NIOABAT TI0 BPeMe Wik HENOCPEACTREHO CES
UHXKEKTUPAHE U ca 0b6paTuMy. JIeueHHETO e ODMKHOREHO NOANLPKALIO, HAIP, YPEe3 JAOMNbAHUTENHO
npuiaradHe Ha KUCJIOPOX.

JloKIanBaHY Ca BEPOATHH aHADUNAKTUIHY PEaKUWK cael npHnoxenue na Hebuno.

Ipenynpexnenus

Hafi-mManko BeaHpxK roguiHo TpgbBa 4a ¢ U3BLPLIBA BHUMATEIHOTO H PEIOBHO HabMoNeHuE Ha
MPOCTATHATA XKJIE3a ¥ I'bPHATA, B ChOTRETCTBUE C PETOPhHBAHHTE METOAH (AUTHTANIHO DEKTANIHO
H3C/eABaHe U OLIGHKA Ha cepymuns PSA) Npu nauyeHTH Ha Tepalii ¢ TeCTOCTEPOH, U IBA ITHTH MOAUIHO
NpY NalMEHTH B CTAPUECKA BB3PACT H PUCKOBH MalHeHTH (Te3M ¢ KIMHWYHYU Wik hamMunuu GaxTtopH).

Oced na0opaTopHy TECTOBE 38 KOHUECHTPALMATA HA TECTOCTEPOH, ITPH MALMEHTH Ha ABITOCPOUHA
AHJPOTCHHA TepartHa NepuoaArYHO TpAOBa 1a OHIAT KOHTPONUPAHH K CACAHHTE NaDOPATOPHH IOKASATEIH:
XEMOTIOOHH, XEMaTOKPMT ¥ 4epHOAPOOHHUTE DYHKUMOHANHH TECTOBE H IMMHAEH Npodun.

JleweBUeTOo C TECTOCTEPOH MOKE JIa TPUUMHY CEPHO3HU YCI0KHEHUS, XAPAKTEPU3IUPAIUH C€ ¢ OTOK CbC HITH
{e3 KOHrecTHRHA ChPACHHA HEAOCTATHRHOCT NPH NALUMEHTH, CTPANAILM OT TEWKA ChpAeUHa, YepHoapobHa
win OwOpeuHa HelocTaThHHOCT, WM MexeMuyHa BosiecT Ha cvpueTo. B 1034 ciyaait jeueunero tpsabea na
ce crnpe HezabaBHO.

3abenexxa npu padora ¢ OPC (One-Point-Cut) amuyna:

N
YMUaTa 0T, ",
Ofiﬁ'otr roprata., |

Be leca*ro ﬂ;:p)[{me |

UMa npenpaputento Sena3ana Mapka oA HBETHATA TOYKA Ba aMITyJaTa, KOSTO eJINM
NUNCHE Ha IWMATA Ha amMiyara. Iipean orpapane ce ydenere, ue LIAIOTO KOMHUSCTR
YacT Ha aMilyJ1aTa € OpeMHHAI0 B JosHaTa yacT.V3anonzpalite neere pole npu 0TBa



A0JTHATa 4acCT Ha aMIlyJjiaTa C €iHaTa pbKa, M3I10J13BaANTE Jpyrarta pbKa 3a Ja CHYIUTE ropHara 4acT Ha
aMIlyJiata B I[MOCOKa 06paTHa Ha LBETHATa TO4YKa.

3abenexxka npu padora ¢ py1akoH:

DiakoHBT € camo 3a eiHOKpaTHa ynorpeda. Ch/ibprkaHHeTo Ha (yiakoHa TpaOBa aa ce MHKEKTHpa

HHTPaAMYCKYJIHO BE/IHara cjiefl npuroTesHe B cripyHuoBkara. Ciie/l oTcTpaHsaBaHe Ha riactMacoBarTa
kanauka (A) He cBansire meranHus npbereH (B) unu obkarka (C).




