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JleynpopeiHOB ALETAT (Leuprorelin acetate)

IlpoyereTe BHEMATEJIHO UANATAa JHCTOBKA, MPEIM [a 3anounere 1a H3MON3BATE TOBA
AeKapeTBO, Thil KATO TA CHABPKA BazkKHA 32 Bac nHdopmManua.
- 3anaserTe TA3W AMCTOBRKA. Moke j1a ce HATOXH Ja A MpoueTeTe OTHOBO.
- AKO HMaTe IOMBAHHTETHH BBIPOCH, NONWTaiiTe Baums mexap, (dapMalesT WIH
MEIHNIMHCKA CECTPA,
- ToBa NekapcTBO € TIpEANKCaHo audHo Ha Bac. He ro mpeoTcTMNBajTe Ha Apyrd xopa. To
MO3E /a IM HABPE/IH, HE3aBMCUMO OT TOBA, 4¢ TEXHHTE CHMITOMHU Ca CHILMTE KATO Bawmre.
- AKO TIONyqdTe HSKAaKBH HEXKeliaHW PEaKUMH, yBEIOMETE Bamus nekap, (papMalesT HIH
MeHLHHCKA cecTpa. ToBa BKTIOUBA M BCHYKY Bh3MOXKHH HEXENaH! peakiuy, REOHCHN B
Ta3K MMCTOBKA. BikTe TOYKA 4.

Kakgo chabpKa Ta3H JTHCTOBKA:

Kaxeo npeactaensea EJIMTCAP]] 1 32 Kakeo CC H3I10J3Ba
Kakpso TpaGBa Ia 3HaeTe, NPeIH Aa H3ION3BATE EJIUT'AP[
Kak ra npuemate EJIMUAP]I

BB3MOXKHH HEXENaHH peaKLiHK

Kax na cexpasssare EJIMTAP/L

ChAbpKAHHE HA ONAKOBKATA H JONBIHUTENHA uHpopManysa

AN ol

1.  Kaxso npencrasigsa EJJMT AP i 3a kaKBo ¢e H3NO0/A3BA

AxrusHaTA CheTaBka Ha EJTMD APJI puHa/iesxkst KbM rpyniaTa Ha Taka HapeHeHUTe FOHaN0TPOTIHH-
ocBOGOKAABAILM XOPMOHH. Te3H MEKapCTBa ¢& U3TION3BAT 34 [TOHIKABAHE Ha 0o0pa3yBaHeTO Ha
oTpee/icHH NMONOBHA XOPMOHU (TecToCTEpOH).

EJIMT AP/I ce #3moMn3Ba 3a ieYeHHe Ha METACTATHIEH XOPMOHAIHO 3aBHCHM Pak HA npocTaTara
TIpH BR3PAcTHH MBXE M 3a JICUCHUE Ha BHCOKOPHCKOB 6e3 MeTACTAZH XOPMOHAIHO 3aBHCHM PaK Ha
NpOCTATATa B KOMOWHALMA ¢ TBUEICUCHHE.

2. Kakse TpalBa Ja 3HaeTe, NPeAH Aa H3N0/13BaTe EJIUTAPJL

He n3noassaiite EJATAPA

. AKO CTe meHa HIIH AeTe
. AKO CTe CBPBXUYBCTBHTE/IHH (A1ePIHYHK) KbM AKTHBHOTO BEIIECTEO JISYIpOPEIHH
aleTar, IPOAYKTH ¢ IeHCTBHE, CPABHAMO € TOBA HA €CTECTBEHHA XOPMOH rOHAL0TPOIHY WIH KbM
HAKOA OT Apyrute cserasky Ha EJIMT AP, (usbpoenn B Touka 6).

. Cnex XHpypruyno OTCTPAHABAHE HA BammmTe Tectucn EJIMTAPJI ve npeau3siKBea no-
HATATHIIHO MOHWASHHE HA CEPYMHHKTE HUBA HA TECTOCTEPOH

. Karo ¢ARHCTREHO CPEACTBO 3a JIEUSHHUE KO CTPAjaTe OT CUMITOMH, CBRIAH
NPUTUCKAHE Ha MPbOHAYHHA MOSBK UITH TYMOP Ha rps0HaynKs cThI0. B Te3u ey,
nanonskare EJIMTAPJ] camo B KOMGHHALMA C APYTH JIEKAPCTBEHH POLYKTH 3
MPOCTATaTA.




IpenynpexaeHks H NpeaNazHu MEPKH

Topopere ¢ Bamns gexap, papManesT HiH MEIHIAHCKA CEcTpa, NpefH Ja H3noa3sare
EJUTAPA.

. AKoO MMaTe HIKOe OT cleHUTe: HAKAKBO 3a60/IABaHe HA CHPLETO HIlH KPHBOHOCHHTE
CBAOBE, BKTIOUHTENHO Ipo0IeMil CbC CHPASTHHA PHTEM {(apHTMHEA) HITH Ce JIKyBaTe C JIEKapcTBa
33 Te3n 3a60NABANNA, PHCKBT OT CHDACHHH PHTBMHU poGIeMHA MOXe Ja Ce yBeM4H KOTATo C&
panonsea EMIATAPL

. AKo MMAaTe 3aTpy/AHeHHs NpH YPHHHpaHe. Tpatsa Aa ObleTe HAOMONABAHH OTOMU30 11pes
MBPBUTE CEAMHLM OT JIEYCHHETO.

. AKO CE NOSIBAIT IPUTHCKAHE HA TPLOHAYHHA MOIHK HIH 3ATPYAHEHHA npH ypHHHpaHe.
B choGImLeHHs 33 ApYTH JeKapcTBEHH NPOYKTH C MEXaHU3bM Ha neitcrBue, mogobeH Ha TO3H HA
EJIMTAPJI ce UMTHpAT TEXKH CTyH4an Ha NPHTHCKAHE Ha rpBOHATHNA MOSBK I CTECHEHM: Ha
IMKOYHHTE ITHTULIA MeX Ty GpOpeuuTe M MIKOUHIA MEXYP, KOMTO MOTaT Aa JIOBEIAT A0
Harono0ABALLY NAPATN3a CHMIITOME. AKO TE3H YCIIOKHEHHS O PA3BUAT, TpaGBa fa 3anoyHe
CTaH/APTHC NEUCHHE.

. AKo [0 A8€ CeIMUIM clel MpUeMaHe Ha EJMWUI AP/ nanurare BHe3anHoO rnasobonue,
OBpBHIAHE, IPOMEHEHO NYINEBHO CBCTOAHME U TIOHAKOra MPECKadaHe Ha CBPLETO,
un(OpMUPATE NEKaps MITH MEAHIMHCKHA TIEPCOHAT. Tosa ca peiky cTydaHd HapHIaHu
XUTIOQU3APHA AMOTLIEKCHS, ChOGILABATY U IIPH JIPYTY TEKAPCTBA, KOMTO HMAaT MCXaHH3bM
na neficreue, nonoten Ha EJIUTAP/L

. AKO CTpazaTe ot 3axapeH nuafeT (MOBHUIISHO HHBO H& KPhLBHATA saxap). Tpatpa na Obaere
penoBHO HAGIIOAABAHH 1O BpEME Ha NEUCHHETO.

. TNeuenuero ¢ EJIMU AP/ Moxe Ja MOBMILH PHCKA OT ¢paKxTypH, Ib/DKAIM O HA
ocTeonopo3a (IOHMKeHHe HA KOCTHATA IIBTHOCT).

. Tpy MAUHEHTH, Ha KOWTO Ce Npuriara EJIMTAP]I, nMa ch0O0IIEHNS 33 ASnpecHs.
Hadopmupatite Bawud nekap, ako Bu ce npunara EJIMICAP]] 1 pazsuete ASNPeCHBHO
HACTPOCHME.

. [pu nanyieHTy NPHEMaIllA POYKTH nono6uu Ha EJIMCAPJ] uMa CBOOILEHAS 38 CHPIIEHHO-
CHIOBH PeaKLMM, 33 KOMTO He € H3BECTHO A/}l 2 CBbP3aHH C TE3H npogykTy. IHpopMupakite
Bammnst nexap, ako Bu ce npunara EJTUIAP]L u pasenere CBPAEYHO-CHAOBH MPH3HALM WK
CHMITTOMH.

. HMa chobleHns 3a TPYoBe MPH NAlMEHTH CJ1e TpuiaraHe Ha EJIUTAPH. Axo
mmonzeate EJTMTAPL u nonyuuTe rbpyoe, unopmupalite Bawus nexap.

YoaoxHeHHs NIPW 3ano4BaHe HA JE€YCHNETO

[lo BpeMe Ha ITHPBATA CeAMMIIA OT IEUCHHETO OBHKHOBEHO ce HabmroaaBa KpaTKeTpaiHo
[OBHINEHUE Ha HEBATA HA MBXKKUS 10JIOB XOPMOH, TECTOCTEPOH B KPBBTA. Tora MO¥e na J0Bele
/10 BpEMEHHO BJI0UIaBaHE Ha CHMITOMHTE, CBBP3AHH C5C 3afongBaHeTo, a ChII0 Taka H 10
NOSBATA HA HOBH CHMITOMH, KOHTO He Ca CE TIPOABIBANN 0 TO3H MOMEHT. Te sknrOYBAT Hal-BeUe
BoMKH B KOCTUTE, CMYILEHHA IPH YPHHUpaHe, MPHTHCKAHE Ha rpBhGHAYHHA MO3BK HIIH 1105Ba Ha
KpbB B ypuHaTa. Te3n CHMIITOMH 00UKHOBEHO OTIIYMARAT B X014 Ha Te4eHHeTo, AKO TOBa HE
crane Tpa6Ba Aa ce cEBpKeTe ¢ BailuA nekap.

AKO EJTUT AP/ ne rioMorse
YacT 0T MALMEHTHTE CTPAAAT OT TYMODPH, KOHTO HE ¢ TyBCTBUTENIHA KbM MOHIDKEHHTE HHBA Ha
cepyMHHs TeCTOCTepOH. Mo CBBPKETe €& © Baimud IeKap ake HMaTe BIeHaTIeHueTo, He

eextsT Ha EJIMTAP]] ¢ TBBpAC ciad.

JApyru JIeKapcTBa v EJAHAT AP

EJIMTAPJI Moxe na B3aMMOAEHCTBA C HAKOH JICKapCTBa, H3MON3BaHH 32 JIEUECHHE
pHTHMHY HApYIUEHH (HAIP. XUHHIHH, NpOKauHAMHJL, aMHOAAPOH 1 coTanoe)



YBE/THIH PHCKA OT CHPETHH PUTEMHE NPOGEMH, KOTATO C& H3TIOM3BA C HAKOH IpYTH JAeKapCTha
(Ramp. MeTazoR (W3MON3BaH 3a objekyanane Ha GONIKa 1 4acT OT ACTOKCHKaUHA IpH HAPKOTHYHA
JABUCHMOCT), MOKCH(OKcaUuH (AHTHOHOTHK), BHTHICHXOTHIH, H3TON3BAHA PN TEXKKH
NICHXHYHH 3a00ITBAHHA).

VBenoMere BampsT fekap Ay PapMatieBt ako NpHeMaTe UIH CKOPO CTe NpUeMAliH HAKaKBY
[IpYTH JNEKAPCTRA, BKIIOYHTENHO i TAKHBA, OTITYCKaHH 0e3 JIEKapeKo MPETHCaHHe.

BpeMeHHOCT, KbpMeHe ¥ PepTHIHTET

EJIAT APJI He e mpeHa3HaueH 33 MeHU.

Iodupane 1 paGoTa ¢ MAMBHH

VMopa, 3amaliBafe U 3PUTEAHH CMYIIEHHS €2 BEIMOKHAN CTPAHHIHY edekTH 0T JISUSHHETO ¢
EJTMTAPJ{ wie Morar Aa Gbaar pesynTaT oT 3a00MABaHeTo. AKo ¢Tpajare OT Te3H CTPaHHYHH
ethexTn BaMMaBaliTe HOKATO IOdHpaTe WM PAGOTUTE C MALIMHH.

3. Kax na ynorpebasarte EJTUTAPK

Ho3za

Busary A3T0MBaHTe TOBA TEKAPCTRO TOUHO KakTe BH ¢ kasan Bammsr nekap Wik tdapMauesT.
AKO He CTe CHTYpHH B Helllo, NonuTalite Bamms aexap ¥y (apmaLIesT.

AKo He e Tpennncano Apyro ot Baumus nexap, EJIHL AP]] ce npunara BeJlHbX Ha BCCKH MecT
MeceUa.

VIHKeKTHpaHRAT Pa3TBOpP 06pasyBa Nefio Ha aKTHBHOTO BRIIECTRO, OT KOSTO HEMPeKBEHATO C&
0cBOBOXKIaBA IEYTIPOPENIH AUETaT B MPOIBDKSHUE Ha ILECT Mecela.

HonmbAHUTETHH HIC/AEABAHHA

OrroBopsT Ha nevenneto ¢ EJTACAP]] tpabsa 1a 6bAe NpoBepex 0T Bauus Aekap cnopel
CHCTORHMETO HA CHEMUGHHHH KIMHUIHA CTOMHOCTH M Upe3 H3MepBaHE Ha KPBBHHTE HUBA Ha Taka
Hapeyenns POCTATHO-CAEUGUIEH aHTHTEH (TiCA).

Haunne ua NpHIOKEHHE

ENVIT APJ] tpsifBa na 6bae MpHara camo oT Balis AeKap Wik 0T MEAHUNHCKA cecTpa, KOHTO
mle Ce NOTPHKAT B 33 IPUTOTBAHETO HA IPOAYKTA.

Cnen npuroresae EJTUTCAP/ ce HHKSKTHPa OAKOKHO (MH>KEKITMS B THKAHTA TIOR KOXKaTa).
Crporo Tpa6Ba [a ce H36Arsa NHTPaaPTePHATHO (B apTepus) WK HHTPABEHO3HO (BBB BeHa)
MkexTHpade, KakTo mpi BCHYKH aKTHRHY CHCTABKH, IPUIarainl MOAKOKHO, nepHOAMYHO TPAGBA
Jia C& CMEHH MACTOTO HA VHKeKTHPase.

Ako cTe noayunau nosede EJIAT AP/, oTkoskoTO € TprGBaNO

Thit KaTO OBUKHOBEHO HIKEKTHPAHETO CE M3BBPIIBA OT HEKap MiTH OT CHeLHATHO ofyueH
HepCoHal, He ¢¢ OYaKBa TMPeAo3UpaHe.

AKO BCe [TaK € TIPUNOKEHS TIO-roJMa 0T HeoBXomIMara J103a, Bawusar fekap mie B
creuuduuHO HAGIIONEHHE H 11 PUI0KH NOMBIHATETHO JIEHCHHE cnope H3UCKB,



AKO € npOonyCcHATO NPHAGKEHHETO Ha EJIAT AP

Mo, ceobimere Ha Bawya fexap, ako CMATaTe, Y€ LWecTMeCeHHATa Bu mkexuus ¢ EJIMTAP ¢
Guna NponycHaTa.

EdexTh NpH NPEKPATABAHE HA JIEUEHHETO C EJIHTAPA

TMo npaprio TeYeHHETO Ha pak Ha npocTarata ¢ EJIMTAPJ] e npogbmxutento. Tlopaaw Tasu
TpUYMEA NeYeHHeTo He TPA0BA [a ¢ IPeKPaTABa 0P aKO UMa nonoGperne Ha CHMITOMHTE HIIH
AKO T€ HAKJIHO H39e3BAaT.

Axo neuenyero ¢ EJJMTAPJI ce nipexpaTh NpexieBPeMEHHO, MOXE 1a €O Haniogapa BACGIUABAHE
Ha CUMITTOMMTE, CBBP3aHu ¢ GonecTra.

He 6upa 1a npekpaTaBaTe Ne1CHHETO NMPEXICBPEMEHIO fe3 MpexBAPMTEIHO A CTE Ce
KOHCYATHpaau ¢ Baua Jexap.

AKOG HMATE HAKAKBH 10MbAHHTEIHN BHAPOCH, CEBP3alH ¢ YNOTpebaTa Ha TOBA JACKAPCTEO,
nonuTaiite Bamus Aexap, bapMaueBT MIH METHUHHCKa CeCTpA.

4.  Bu3MoKHH HeKelaHH PEAKIHH

Kaxro seutixy nekapersa EJTMT AP Moke 1 NPEAU3RHKR HEREIAHH PEAKIH, BBOPEKH 4e He
BCEKH TH NOTyYaBa.

HeeaHHTE peaxify, KouTo ca Gumy Hab:moaBaHH M0 BPEME Ha JISHEHUETO C EJIMTCAP/, ce
bJIKAT [MIABHO HA CIiemupIHus edekT Ha AKTHBHATA CHOTaBKa NIEYMPOPENHH alleTat, HMEHHO
OBHIIAEAHE W [IOKMKABAHE Ha KOHIEHTPALMUTE HA HIKOH XOpMoHH. Hali-4ecTo onueBaHnTe
HejKeNaHH PeakilkK ca ropelny BuinU (mpn 38% ot nANUeHTUTE), TANCHS, HEPas3oRoXKeHHE i YMOpa,
KAKTO ¥ BPEMEHHO JOKANHO APA3HEHE B MACTOTO Ha HHKCKTHPAHE.

Hexenann peakiliH B HAYaJaoT0 Ha JEeHEHHETO

[Tpe3s nbpBHTE COAMHIM HA JIEYEHHETO C EJIATAPJT, cnienaduynuTe 32 3a00nABaHETO CUMITTOMU
MOTaT Ja C& BIOLIAT, 3au0To HA [ThPBO BpeMe OOGHKHOBEHO Ce HabNMroaBa KpaTKOTPARH IIOBHILEBAHE
HA HUBOTO HA MBKHS HONOB XOPMOH TECTOCTEpOH B kKpbaTa. [Topaa Tasu NPUIHHA Bauuar jexap
MOKe 13 TIPHTOKY MOAXOMALL BHTHAHAPOTeH (BEMILCTBO, KOETO MOHIDKARA edeKTa OT TECTOCTEPOHR) B
uauanHara dasa Ha JIEYeHNETO, 33 14 HAMANH BL3MOKHNTC HEKETAHH peaxtH {Buow cvujo Paszoen 2
Mpeou da umnonseame EJTHTAPJ], Yenoscnenus npu 3anossane #a AEHeHUEmO).

MecTHH HOXKEIAHH PeaKUHH

MecTHuTE HeXeNaHH peaKUHH, KOUTO ¢a UM OMUCAHH CIIEA MIDKeKTHPAHE Ha EJUTAPI ca
OGHKHOBEHO Te3H, KOHTO UeCTO Ce CBBP3BAT ¢ NONO0HH, NOIKMKHO HHKEKTHPAHH POAYyKTH
(FIPOIYKTH, HIKEKTHPAHU B THKAHTA MO K0Kata). MHOro YeCTo CPeillaHo & IEKOTO napeHe
HEMOCPEICTREHO CIIEK HHKeKTHPaHeTo, JlpasHeHe 1 GOJIKA €A YeCTH HekeNatH peakiyt, KakTo ¥
HATEPTBAHE B MACTOTO Ha MHIKEKTHpaHe. YecTo ce ¢cbOOLIARE 38 3a4epBARAHE Ha KOXKaTa,
VIUreTHABAHS Ha ThKAHTA ¥ PazpadsBaHe Ca HeUeCTH.

Te3u MECTHU HEXKENAHH PEAKLHH Cliel NOAKOXKHA HHKEKLMA ca fekH 1 kparkorpaitau. Te He ce
MOABABAT OTHOBO MENKIY OTASIHHTE HHXEKIMH.

. Topeliy BbIHU




. CrOHTAHHO KBPBEHE OT KOXKATa WITH JIMTaBALITE, 3a96PBABAHE Ha KOXaTa
. YMOpa, HeXeNaHH Peakilii, CEBP3aHHU ¢ HHKCKUAATA (guoic CblyO MECTIHY HEHCERARY
peakyuu no- 20pe}

YeoTH HemeNalA peakuun (Moxe fa 3acersar 1o 1 Ha 10 nymu)

. Haszodapurrur (cuMIrTomy Ha 00UXHOBEHA HACTHHKA)
TafeHe, Hepa3NoAOKeHHE, IHapHs, Bh3MATCHAE HA CTOMAXA K YepBaTa
(racTPOEHTEPHT/KOIUT)
Copbex, HOLHO H3MOTABAHE
Bonky B cTaBUTE
VpuHEpaHe Tpe3 PasIuuky HHTEPBAH (CHULO 1 TIPe3 HOWITA), 32TPyIHEHO HA4all0 Ha
ypuHupare, G01e3HCHO YPUHUPAHE, HAMATCH obeM Ha OTAeNena YpHHA

. YyBOTRUTENHOCT Ha MICUHHTE 3JIe3¥, HADACTBAHE HA MIEUHUTE HUIe3H, CMATBAHE Ha
‘recTHCHTE, GONKH B TeCTHCHTE, Ge3NIonHe, epeKTHITHA AMChYHKLMA, HaMAIICH PasMep Ha
neHuca

. TpBIKH (EMTH30AH C YBENAUECHO TPeNepeHe W NOBRINICHA TeMITepaTypa), cnaboct

Y Ib/PKEHO BpEME HA KbPBEHE, IPOMEHH B CTOMHOCTHTE Ha KPBBHATE NIOKA3ATENH, HaMa/leH
6pott Ha uepBEHMTE KPBBHH KIETKW/ HHCHK GPOH Ha YEPBEHHTE KPHBHM KIETKH

HewecTH HexXe1any peakinnu (Moxe 1a 3acervat o 1 ua 100 aymu)

Mudexnui Ha OTASUTEHATa CUCTEMA, MECTHH ROKHH HHEKUHH

Broiasane Ha 3aXapHHA qHaber

AGHOPMEY CHHMLIE, AENPECUS, TOHMKEHO THOHAO

3aMasaHoCT, r1asoGoKe, MOHMKEHa KOMKHA Hy BCTBHTEIHOCT, GescpHEe, HapyUeHHd Ha
BKyca M 000HAHHETO

XHrepToHHS (NOBHILEH0 KPBBHO HaATafe), XUNoTOHUA (TOHIXEHO KPRBHO HANITAHE)
Henoctur Ha BB3AYX

. 3anek, cyXoTa B yCTaTa, AuCIencys (HapyLIeHO XpaHOCMHUNTAHE, ChC CHMIITOMH Ha TBJIEH
cTOMax, GOJIKH B CTOMAXA, OpHIBaNe, FaleHe, OBPbINaHe, 4yBCTBO 34 MAPEHE B cToMaxa),
HOBPBIIAHE

BraxcHa H JienKapa KOXKa, TOBHIIEHO NOTOOTAETAHS

Bonkh B rbpba, MyCKYIHH KpaMIiK

Xematypus (KPbB B ypuHaTa)

CrasMy HA MHKOYHHS MEXYD, YPUHMpaHE, 10-9€CTO 0T 00MKHOBEHHOTO, HEBEIMOKHOCT 33
YPHHHpPAHE

VeenudeHa MacTHa ThKad B o671acTTa Ha I'BpANTE, HMIOTEHTHOCT

Jletaprus (CBHAMBOCT), OONKa, TPECKa

VYpenungeHo Teriao

3ary6a Ha paBHOBECHE, 3aMaliBaHe

3aryGa Ha MycKyilHa Maca/3ary6a Ha MyCKYTHA THKaH Clie/l NpOABDKUTENHA ynorpeba

e & & » @

Peaxy HexeaaHH peakiu (Moxe na 3aceruar 1o 1 Ha 1000 xywin)

ABHOPMHN HEBOJCBH NBHKEHHA

BHesanna 3aryfa Ha Ch3HaHue, TIPUNaNGK
Ortaenaue Ha ra3ose, OPHTBAHE

Koconaz, kowes 06pHB (ITEIKH O KOXATA)
bonka B repodTe

VLepHpase Ha MACTOTO Ha HHKEKTHPaHe

Muoro peacs HekeIAHH PeaKuHH (MOXKeE 113 3acerHaT 10 1 ua 10000 nymn)
. Hexposa Ha MACTOTO Ha HEKEKTHpaHe




C Hem3BeCcTRA 4€CTOTA (DT HAJMMHMTE JAHHH He MoKe fa Obie HanpaBseHa OLEHKA)
o ITpomenu 8 EKT" (ympmxapane Ha QT)
¢ Brpamaneune ua Genure gpodose, Genonpobuo 3abosispage

JpyrH HeKeNaHU peaKiuy

JipyrH HexeNaHy PeaKiH , OTHCAHH B JIATEPATYPaTa BHB BPB3Ka ¢ JISHCHUCTO ¢ NeynpopesTus,
AKTHBHOTO BemecTso 2 EJIMTAP]], ca oTok (HATPYNBAHE HA TETHOCT B THKAHUTE, C NPOABH HA
noTeHe Ha phlle M Kpaka), Genonpober eMGomia3zeM (TpoABEHH KAaTO CHMITTOMH Ha 3a1yX, 3aTPyRHEHO
numane, 6oNKa B IYbAHUS KouT), chpueduere (yCeane Ha ChPICYHUTE yaapH), MycKyisa crabocT,
CTyIeHH TPBIIKY, OGPHB, HapyILeHHs Ha NaMeTTa, HapyeHus B 3pCHUETO. 3annnboyasany ce
NPU3HALY Ha HAMAJIABAHE HA KOCTHATA THKAH (OCTEONopPO3a) MOTRT 24 C¢ OMAKEAT Clell ABIroTpaitHo
nevenne ¢ EMVTCAP, [Topanu 0cTeonopo3aTa PHCKST OT HPAKTYPH € YBEIUHeH.

CepHO3HN ANEPrydHY PEAKIH, KOWTO IPHYHHABAT 34TPYAHSHHA B THUIIAHETO WITH 3aMasgHOCT, Ca
funK CHOGINABAHH PAAKO Cle/] IPHIIOXKEHHE Ha IIPONYKTH OT CHIIHA KNAC KaTO ETUTAPA.

Cien MprIOKEeHHe Ha IPOSYKTH OT CBIUIMA KNac Kato EJIMT AP ca cpobiiapany I'ePIOBE.

CrofmaBane Ha HewelaHH peaKuHn

AXO DOAYHHTE HAKAKBH HEKEJAHH JIEKAPCTBEHNA PLAKLNAH, YBEAOMETE Bawua Jexap,
GdapMauesT WM MeANIIHCKA cecTpa. ToBa BKAWURA BCHYKH BLIMOXKHH HEONHCAHM B Ta3H
NHCTOBKA HeskeNaHH peakuni. MoxeTe Chulo 12 ChoOLMTe HexeNAHN PeaKUn JHPEKTHO Hpes
HALMOHAJHATA CHCTEMA 34 Chofmasane:

HM3IMBIHATENHA ATCHIKA N0 NEKAPCTBATA, Y. ,,Jamau ['pyes” Ne 8, 1303 Codus, Ten.: +35
928903417, yeGeaiiT: www.bda.bg.

KaTo cbofImaBate HeeIaHE PEaKIIny, MOKETE 12 1a/leTe CBOSL BPRHOC 3A NOIYuaBaHe Ha
noBede HEPOPMaLNA 0THOCHO (€30MaCHOCTTA HA TOBA JERAPCTRO.

5,  Kax na coxpannpare EJTATAPJ

CrxpanssaliTe TOBa NEKAPCTBO HE MACTO HEAOCTBITHO 33 IENIA.

He usnomspaliTe TOBA 1eKAPCTBO CNIEJ CPOKA HA MOJHOCT, 0TeNA3aH BbpXy KapTOHEHATa ONakoBKa
cnen “Toziess 10:. CPOKBT Ha TOAHOCT OTrOBapA Ha MOC/eHNA JIEH OT NOCOYCHHA MECELL.

HHCTPYKUHE 32 CHXPAHCHHE

Coxpaussaiite B xaamumHnk (2°C - 8°C).
CroxpanrspaiiTe B OPUTHHAIHATA OTIAKOBKA 33 114 peNa3nTe OT Bilara.

Tosu npoaykT Tpadsa na Gule Ha cTaliHa TeMIEPATypa Ipean HIDKeKTHpane. Ja ce u3saay oT
KNMANMIHKKA TpUGIH3IATeNHO 30 MUHYTH Npein MPHIOKCHAL. {nes kaTo BeJHBK € M3BbH
XTIANUTHHKA, TO3H TPOAYKT MOYKe Jd C€ ChXPaifRa B Her0BaTa OPHIMHAIHA OAKOBKA Ha crafina
temmeparypa (nox 25° C) Ao 4eTAPH CeOMULIM.

[lloM ronsMara anyMurKeBa o0BUBKA MY BIIOXKKATA 6biaT OTBOPEHH, HPOLYKTHT TpAGBA 1a OBIC
npuroreeH Beanara, CaMo 3a ¢IHOKPaTHa ynoTpeba.

HMHCTPYKIHA 33 H3XBHPJIAHE HA ONAKOBKY, HEH3TIOIZBAH HAH ¢ H3TEKB CROK HA roAHOCT
EJUTAPA




He w3xphpraiite NeKapcTsaTa B KaHATH3UHATE WAl B KOHTeliHepa 32 AOMAIIHH OTHANBLH.
TlomurakiTe Banys PapMalieBT Kak Ja W3XBBDAATE JIRKAPCTBATA, KOWTO BEHE HE msnonspare. Tem
MEpKH ille CHOMOTHAT 32 OTla3BaHe HA OKONHATA Cpella.

6. CoabpKaHHE HE ONAKOBKATA M JONL/IHHTEINA uagopmanus
Kakeo coabpxa EJTUCAPQ

AKTHBHOTO BEIECTEO € JIEYIPOPeNKH aleTaT.
EnHa npe/IBapHTEIHO HAIThiIHEHa CIPHHLIOBKA (CnpuHuoeka B) cbabpska 45 mg neynpopelis
aueTar.

Jpyrute cberaBky ca [lomu (I J1-nakTo-KO-TAKKONOBA KicenuHa) i H-MeTHN-2-NHpoNHaoH B
NPEIBAPUTENAO HAlTLIHEHATA CTIPHHLIOBKA C pasTBOP 3a urokexTHpane (CIpUHLOBKA A).

Karx warnekna EJUT AP v kaKB0 CHABPKA 0TTAKOBKATA
EJIUTAP/] e mipax ¥ pasTBOPUTEN 32 HHKEKUHOHEH PajTBOpP.

EJIUTAP]] ce npenjiara B CIEAHUTE BUIOBE OTIAKOBKH

. OraxoBka ¢ TepModOPMOBAHH BIOKKH, CECTOALLA CE OT ABE TEPMOGHOPMOBAHH BIOXKKY B
KapToHena KyTus. EXHATa BIOXKA, CHRbPXE IPEABAPHTENHO uansnHeHa CIIPUHLMBKA A, I'OTAMO
GyTaso 3a COPUHIIOBKA b 1 cymTenHa TopOuuka. Jipyrara BloXKa CbAbpKa e1Ha HpeNBAPHTeNHO
Hamreiena CopuHuoBka B, cTepunua wria 18 KATHOBP W CyUTMTENHA TopOHdKa.

. TTaKeT, ChABPMALL KOMIUTEKTH 0T 2X 2 MpeABApPHTE/IHO HalTbIHEHH CTIPMHUOBKH {1X
Cripunnoska A # 1x Crpuauoska b).

He pcHYKHM BHACBE OTMIAKOBKY MOTAT Ja Ca HANKHYHY,
HIpHTeKaTe] Ha paspelieHHeTo 3a ynoTpeda

Recordati Industria Chimica e Farmaceutica S.p.A.
Via Matteo Civitali, !

1-20148 Milano

Hranus

HponspoauTen:

Astellas Pharma Europe B.V.
Sylviusweg 62

2333 BE Leiden
Hunepnauaus

Recordati Industria Chimica e Farmaceutica S.p.A.
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To3u NeKapcTBEH NPONYKT € PaspeileH 3a ynotpeba B CTPAHUTS—INICHKH Ha ENO nox crennuTe
AMEHA!

AsBcTpus Eligard Depot 45 mg
Benrua Depo-Eligard 43 mg
Bearapus Eligard 45 mg
Kumep Eligard

P Yexus Eligard

Haans Eligard

Ectonus Eligard

QUHITAHTHA Eligard

Dpanmms Eligard 45 mg
Cepmanis Eligard 45 mg
Vuraphs Eligard 45 mg
Hcnanaus Eligard

Wpnanus Eligard 45 mg
Hranus Eligard

JlatBug Eligard 45 mg
Hutea Eligard 45 mg
Thokcembypr Depo-Eligard 45 mg
XonanmiA Eligard 45 mg
Hopeerus Eligard

Tlomma Eligard 45 mg
Tloptyramas Eligard 45 mg
PympHuUA Eligard 45 mg
Cnopakus Eligard 45 mg
Crnowerus Eligard 45 mg
Ucnanus Eligard Semestral 45 mg
[Bewys Eligard

)_’Ia”ra HA NOCIeAHO Ipepasriexaane Ha NHCTOBRATA:




C.uennama'ra HHII’OpMalll!ﬂ € mpealHa3HAYI¢eHAa CAMO 32 MeJHIHHCKH CIEeHAIHCTH:

OcraBere NpoayKTa Na JOCTHIHE CTaliHA TeMmepaTypa KaTo ro H3BaJAHTe OT XJIAJHJIHHKA
npuban3aTeNHO 30 MEHYTH NpeIH NPH/IOKEHHE,

ITepBoO moAroTBETE NANKENTA 32 HHAKEKTHPAHE H CJIe/l TOBA NPHIOTBETE JIEKADCTBEHHS NPOAYKT
CHOpel MHCTPYKUHHTE MO-A0y. AKO NMPOAYKTHT HE € NPHIOTBEH HM3NO0/3BAHKH MOAXOAMIA
TeXHHKA, TOil He TPAOBa 1a ce NPHAJIATa, Thii KATO MOPAJH HENPABH/IHO NPHTOTBSIHE HA NPOAYKTA
MOZKe 12 HACTBITH JIHIICA HA KJIHHAYHA e)HKACHOCT.

Crornika 1: OTBOpeTe BETE BIOKKH (paskbcaiTe GONTMOTO OT bI'bJd, B KOWTO MMa MAITKO MeXypue) 1
H3NpasHeTe ChAbPIKAHUETO BLPXY YHCTA MOBbPXHOCT (1B BIOXKKH, ChAbpKaIM ClipHHLOBKA A
(¢urypa 1.1) u Cnpunuoska b (durypa 1.2)). Haxebpriete Top6HUKHTE ChC CYLIHTENS.

1.1 me.pmauue Ha BNOMHATA HA CNPHH LOBKA A 1.2 | ChAbLPKAHME HA BNOWKETA Ha CNPHHLOBHA B ]
s Hanauka @ pee Tywen ynlm.mu-re.n Hanauxa @

=
.. " ’ - ‘ - ‘ _ ?WAMT

TyMeH ynTbTHUTEN NPHKPENaH KM
ﬂ::::um = HbCO ByTano Ha CnpuHuosxa B Wma

Crbnka 2. H3abpnaiiTe M He OTBHBAMTE CHHBOTO, KbCO GyTano, 3ae/IHO C NPHKPENEeHHs CHB
YIUTbTHHUTEI OT CPUHLIOBKA b M rH u3xewprete (purypa 2). He npasere onut aa cmecBaTe
NPOAYKTA, I0KATO 1BATA YILIbTHHTEIA HE CA OTCTPAHEHH.

Crbnka 3. Buumarenno 3asuiite no-awsaroro 6s10 Gyrano Ha Cnpusioeka b kbM ocTaBamus B
Crnpunuoska b cus ynsTHHTEn (urypa 3).

4).



Crbnka 5: 3anpbire CipHUOBKA A BbB BEPTHKATHO MOJI0KEHHE, 33 1a HAMA M3THYAHE HA TEYHOCT U
OTBHHTE Npo3payHaTa Kanayka Ha CnipuHuoBka A (¢urypa 5).

Crenka 6: CheauHeTe NBeTe CIPHHIIOBKH Ype3 HATHCK M KaTo 3aBbprate CripuHuoBka B okono
CrnipuHIiioBka A 10KaTO ce 3aKkpenaT 31paso (purypa 6a u 66). He 3aTsraiite npexaieHo.

karo CnpuHuoBka b e oTnomy, 10KaTO HHXKEKTHUpATe TEYHOTO ChAbPKAHHE HA
CnpuHuoska b, chabprkaina npaxa (neynpopenuHos auetar) (Ourypa 7).



Crenxa 8: Cmecere no0pe npoaykTa 10 nonyuaBaHe Ha XOMOTEHEH, BUCKO3EH pasTBOP upe3
BHAMATe/HO W30yTBaHe HAmpe] M Ha3al Ha CHABPKAHHETO HA JBETE CIPHHILOBKH (06wmo 60 mbTH,
KOeT0 oTHeMa NpuGAH3MTENnHO 60 CeKyHAM), KaToO JAbpKUTE CIPUHUOBKMTE B XOPH3OHTAIHO
nonoxenue (Purypa 8). He orspaiite cuctemMara oT CIPHHLOBKH (MONA UMaiiTe MPEaBU, Ye TOBA MOJKe
Jla 10BeJie 10 H3THYAHE, Th KaTO MOXKE YaCTHYHO JIa CTE PA3BUIIM CIPHHIIOBKHTE).

Caen nbiHO cMecBaHe BHCKO3HHAT Pa3TBOP Ie ce ONBETH OT Ge3nBeTHO 10 6s110 WM 10 61e10
HKBIATO (MOKe 1a HMa Oesin 70 6.1e/10 XK'BJITH HIOAHCH).

Baxkuo: ciex cvecBaneTo He3aGaBHO NPOIbJKETE ChC CA€BAMATA CTHIKA Thil KATO ¢ BPeMeTo
NPOAYKTBT CTABA MO-BHCKO3eH. He chxpansiBaiiTe B X1aAHIHHK CMECEHHS NPOIYKT.

3abenesxka: JlekapcTBeHHMAT NpoayKT TPsOBa 1a Ce CMECH CMOPE yKa3aHMATA; paskiamanero HIMA
JIA ocurypu aileKBaTHOTO CMeCBaHe Ha MPOLyKTa.

Crbnka 9: 3a1pbkTe COPUHIOBKHTE BLB BEPTHKATHO MOJI0OKeHHe, kato CnpuHIoOBKa b e OTAOITY.
CnpunuoBkrTe Tps6Ba 1a OCTaHaT 37paBO NPHUKPENeHH €Ha KbM Apyra. [Ipexempiere UANOTO
KOMHYECTBO OT CMeceHHs NpoAykT B CnpuHuoBka b (IuMpoka CIpUHIIOBKA) 4Ype3 NPHUTHCKAHE HA
Gyranoro Ha CrnipunuoBka A 1 6aBHO usternsiite 6yTanoro na Cnipunioeka b (durypa 9).

NG Y




Crbnka 10: Orsbprete CnpuHlIOBKa A KaTo NpOIb/DKABATE Ja HaTHCKaTe HAA0My GyTanoto Ha
cripuHuoBka A (purypa 10). V6enete ce, ye HAMa H3THYAHE Ha TIPOMTYKTA, Thil KATO MIIIaTa HAMA /1A Ce
3aBHe JI0CTaTb4YHO A00pe MpPH NPUKPENBAHETO.

3abesterkka: €IHO IOJIAMO WM HAKOJIKO MaJKH Bb3/YLUHH MEXypHYeTa MOXKE /1a OCTaHaT B Pa3TBOpa -
KOeTo € mnpuemineo. Moas, He ce omMTBaiiTe Ja NpeMaxHeTe BB3AYUIHATE MEXypHeTa OT
Cnpunuoska b na To3u eTan, Thif KaTo Moxe 1a ce 3ary6u ot npoxykra!

Crenka 11;

3aapwakre Cripunuoska b B u3npaBeHo nonoxkeHwe U 3aapbxTe 651010 GyTaso Hasaz, 3a 1a
npeaoTBpaTuTe 3aryba Ha mpoaykTa.

@ukcHpaiite oGesonacenata urina kbM CripunioBKa B, kaTo abpkuTe ¢
BHHMATE/IHO 3aBbPTATE MITIATA I10 [10COKA HA YACOBHMKOBATA CTPENIKA H
4eTBBPTH 06OPOT, 10KaTO MriaTa ce hukcupa (Gpurypa 11).



He 3aTsraiite npexaJieno, 3al0T0 TOBa MOXe /1a IPHYHHH NPOIYKBaHE HA HAKPAHHMKA HA MTJIaTa M
Aa [0Bejie JI0 H3THYaHE Ha MPOJYKTA 110 BPEMe Ha HHXKEKTHpPAHe.

AKO HaKpalHHUMKBT Ha MIJIaTa Ce MpOIyKa, H3IJIEKa MOBPE/IEH WM MMa U3THYaHE, TPOIYKTHT He
Tpsi6Ba 1a ce usnonspa. [lopenenara uria He Tps6Ba Aa ce 3aMeHs M MPOAYKTHLT He TPAOBA 1a ce
HH>KeKTHpa. LlenuaT npoaykT Tpsa6Ba a ce H3XBBPIIM 110 GE30MaceH HAUMH.

IIpu noepeza Ha HakpaiiHHKa Ha MIJ1aTa TPAOBA 1a Ce U3II0JI3Ba HOB 3aMECTBALL IPOIYKT.

Crobnka 12: [IpemecTeTe 3alIMTHHS Npena3HTes OT UIJIATA U U3AbpaiiTe Npeana3HaTa Kanayka Ha
Urjarta npeau npunoxenue (durypa 12).
Bazno: Ilpeau npuiioxkenne He 3ajeiicTBaiiTe Mexann3mMa Ha ofe3onaceHara Hria.




Cronka 14: Cnen MHXeKTHpaHe, 3aKIIOYETE 3ALIWTHHMSA TIPEANA3HTeN, M3MON3BAHKH HAKOH OT
METOIMTE 3a aKTHBUPaHE OMUCAHH MO-A0JTY:

1. 3aTBapsine BBPXY IJIOCKA HOBLPXHOCT

IIpuTHCHETE 3alUIMTHHUS TIPEANA3UTeE, C JIOCTYETO HAJ0My, KbM TLUI0CKa MOBBPXHOCT (durypa 14.1a u
6), 3a 1a ce NOKpHe UraTa M J1a Ce 3aK/I04M Npe/nasuTens.

1ase]

YBepeTe Ce B 3aKMIO4BAHETO Ype3 3BYKOBO M TAKTHIHO ,upaksaHe”. [1py 3aK/II04€HO MONOXKEHHE
BbPXBT Ha UIJIATA € HAITBIIHO MOKPUT (purypa 14.16).

2. 3aTBapsiHe ¢ naJjien

[TocraseTe nanew BbpXy 3ammuTHUA npeanasuren (purypa 14.2a), nokpuiite Bbpxa Ha HIIaTa U
3aKIII0YETE Npea3zuTens.

YBepeTe ce B 3aK/IIOYBAHETO Ype3 3BYKOBO M TAKTHIHO ,upaksaHe”. [Ipu 3aKTIOYEHO MOJIOKEHHE
BbPXBT Ha WIJIaTa € HalrbIHO NOKPHT ((urypa 14.26).
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Crnen kaTo 3alMTHUAT MpeNasuTes e 3aK/IIOYeH, He3a0aBHO H3XBBpIETE Hrﬂg'\’l‘% CIIPHHLIOBKATA B
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