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1. AME HA JEKAPCTBEHUA ITPOAYKT

Lucrin PDS Dna:l:u:rt@J 11,25 mg, lyophilized microspheres and solvent for suspension for injection
Jlykpun PDS [eno 11,25 mg, nnodunuzaT 1 pa3rsopuren 3a HIRKEKIHOHHA CYCIIEH3U.

2. KAYECTBEH 1 KOMIMYECTBEH CBCTAB
| mpeaBapuTeNHO HaIMbJIHEHA ZBYKamepHa cnpuHLioBka (PDS) cwvaspika 11,25 mg neynpopenus
auetat (leuprorelin acetate) non popMara Ha CTEPHIHH JTHOMUIHIHPAHH MEKPOCHEPH.

3a IMEJIHKUA CITUCEK HA NMTOMOIIHWTE BEIECTBA, BIDKTE TOUKa 6.1.

3. JEKAPCTBEHA ®0OPMA
Ilpax u pa3TBOpHTE’T 3a HEDKEKLIMOHHA CYCIIEH3HA.

4 KTHHUYHA TAHHHA
4.1. lloxkazanun

Pax na npocmamama: NATHATHBHO JIEYCHHE Ha HANPEeAHAT pak Ha npocrtararta. [IpogyKTsT npeajiara
ANTEPHATHBHO JICUEeHHWEe HA paKa Ha IIPOCTATaTa B CAYYAMTE, KOraTo OpPXHEKTOMHATA HIH
NPUICKEHHETO HA €CTPOreH He ca MOKa3aHH WIH ca HEMPUEMJIMBH 3a IallMEeHTA.

Endomempuoa'a: JICUCHHE HA CHAOMCTPHO3a 3a MCpHOoAd OT HICCT MOECCHA. HPDHYKTBT MOXKE [Ja CC
npuiara Kakro CaMOCTOATE/IHO, TAKa H KaTO AOCITBJIIHCHHC KbM XHPYPrUHMHOTO JICUCHHC,

Pax na a'bpdama: JCUCHHC HAa paK Ha repiara IIpH IIpe- U IICPpH-MCHOIMNAaY3aJIHH KCHH, TIPHA KOUTO €
MOKa3aHO XOPMOHATHO JICHCHHC.

Dubpoudnu obpazyeans Ha Mamkama: JNEUYCHHE Ha TeHOMHOMA Ha MaTKaTa 3a MepHoa 10 6 Mecela.
JIeueHHETO MOJXKE A MpeaxoKAa ONepaTHBHATa UHTEPBEHUMA (MHOMEKTOMHS WIH XUCTEPEKTOMMA)
uiaK Ja Ope mpeAHa3HAYeHO 33 CMMOTOMATHYHO JIeYeHHE MPH NEPUMEHONAYy3ajHU JKEHH, KOMTO HE
XeNlaaT XUpypruuHa HHTEPBEHLIHA.

4.2, Jo3npoBKAa H HAYAH HA NPHIOKEHHE
Lucrin Depot Tpga6Ba Aa ce npuiara noa Jekapcko HabMIOACHHE.

Bropeku ue cycneH3HsTa € NoKas3ana CTadWIHOCT B IPOABJDKEHHE Ha 24 yaca OT TIPHMOTBAHETO CH, THH
KATO TMPOAYKTHT HE CHABPKA KOHCEPBAHTH, B ClTydaid, ye He Oble M3MNOM3BaHAa HEMOCPEACTBEHO CIIC[
IPUIOTBAHETO, CYCNICH3UATA TPIOBa f1a Oble U3XBBPIICHA.

Kakto TpH OCTaHAIHTE MPOMAYKTH 32 MHXXEKHMOHHO NPHIIOKEHHE, MACTOTO Ha HHXKEKTHpaHe TpabBa
Ja ce CMeHA IPH BCAKA CICABALLA WHXXEKIHA.

[IpenopruBaHata ao3a € 11,25 mg neynpopenun auerat (1 ¢uakoH), MpuIoKeHa 4Ype3 €AHOKPATHO
NOAKOXHO HJIH HHTPaMYCKYJIHO HH)KEKTHPAHE Ha BCEKH TPH MeceLa.

4.3. IIpoTuBonokasaHus
- CBPBXYYBCTBUTEIHOCT KbM JIEYIIPOPENIHH, CXOJHH HOHAMENTHAW WIM ACKANEeNTHAN WIH HAKOE OT

OMOILHHTE BELIECTBA HAa MPOMYKTa;, MMa AAaHHM 3a M3OJIMpaHH Cilyvad Ha aHaduiakcHs ¢ Lucrin
Depot 33 MECEUHO IPHIOKEHHE. —
- YCTAaHOBEHA XOPMOHANHA HEYYBCTBHTCIHOCT Ha TYMOPHTE; Clek
JIEYTIPOPENIMH aneTaT HE BOAU A0 AOMBIHHMTEIHO MOHWKEHHE HHMBOTO Ha
[IpenopLUBa 32 NPHIOKEHHE,

- OpeMeHHH JKeHH WIH JKeHHW, KOUTO OMXa MOINH Ja 3a0peMeHenT (BHXK Ch
M KEPMEHE).

- MAIMEHTKH ¢ HEAWArHOCTHLMPAHO WM aTHITHYHO BATHHAJTHO KBpPBEHE,
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4.4. Cnenuanan npeaynpexiennsa H NPeAna3HH MEPKH NpK ynorpeda
Tpabsa 1a ce u3bsArBa BETPECHAOBOTO HHDKEKTHPAHE,

Pax na npocmama

Hpe3 mepBUTE CeaMHULM OT JIYEHHETO C JICYNPOPENMH ALETAT MOXKE Aa HACTBIIH BPEMEHHO
BJIOLIABAHE HA CHMITTOMUTE HITH MOABATA Ha JOITBIHUTEAHY CHMIITOMH Ha paK Ha MpOCTATATA.

[Ipn HAKOH OT NAUMEHTHTE MOXKE Ja € HATMLE BPEMEHHO YCHJIBAHE HA OONKUTE B KOCTHTE, KOETO A
Oblie IOBIIMAHO ¢ IOMOIITA HA CHMITOMATHYHO Jeuende. Kaxto n npm apyrure LHRH-anTarouucry,
uMa CHOOINEHMA 33 M30JHMPAHH ClTy4ad Ha OOCTPYKUHMH HA NMHUKOYHHMTE TETHINA M KOMIpECHA Ha
rppOHauHns CTBAO, KOATO MOXKE Ja HOBeAe [0 MOABaTA HA Napain3a, ¢ WiH 6e3 dartanHu
ycnoxkHenus, [Ipy manmeHTH ¢ puck MoXke Ja ¢ce OOMHC/IM 3alouYBaHe HA JICHCHHETO C eXEeAHEBHO
HHDKEKTUPAaHE Ha JICYNPOPENHH aleTaT Ipe3 ITbPBHUTE ABe CEAMHIH, KOCTO 1[e€ YISCHH €BEHTYATHOTO
peyCTaHOBsABAaHE Ha JieueHHeTo. IlanpenTure ¢ Meractasu B obinacrra Ha rppOHaYHNUS CTHIO WHIM
oOCTPYKUHM Ha MUKOYHHTE METHINA TPAOBA Ja OBOAT MOJ MOCTOSHHO JIEKAPCKO HabGMIOISHHEe Mpes
ITEPBUTE HAKONKO CEAMHULIM OT JICUCHHUETO.

Enoomempuoza/@ubpoudnu obpazyeanun na mamxama

[Topany PH3HONOrHYHOTO BB3JCHCTBHE Ha MPOAYKTa, Mpe3 paHHaTa dasa HAa JECYCHHETO TIONIOBHTE
CTSPOHIHM BPEMEHHO MNpeBHIAaBaT 0a30BUTE CH CTOMHOCTH. I10 Ta3u MpuuKHA NO BpeMe Ha HaYaaHaTa
¢aza moke Ja ce Habmonasa 3aCHIBaHe Ha KIMHHMHUTE MPH3HAUM H CHMIITOM, KOMTO OTIIYMSBAT B
X0Ja Ha MO-HATATBUIHOTO JICYEHHE TIPH NMPHJIOKEHHETO Ha CHOTBETHaTa Ao3a. Benpekw ToBa, npw
JeYeHHEe Ha CyOMyKO3Ha NeHoMHMOMa Ha MATKaTa ca JOKJANBAHM CAYYaud Ha TEKKO BATHHAIHO
KbpBEHE, HAaNaramy MCAUKaMEHTO3Ha WIH XHPYPrudHa HaMeca.

be30nacHOTO NpWIOKEHHE Ha JICYTIPOPEITHH M0 BpeMeé HAa OpeMEHHOCT He € JI0KAa3aHO KJIMHWYHO.
[Ipean Ha4anOTO HA JEUSHHETO C JIEYNIPOPENIMH AUETAT € NMPENOPhYHTENHO NalHeHTKaTa na Onae
M3CNe/iBaHa 3a BB3MOXKHA OpeMeHHOCT. JleympopenH HE € KOHTpPaLIeNTHB. AKO €€ HM3HCKBa
npezfna3BaHe OT 3a0peMeHsABaHe, CleABa Ja Ce NPWIAraT HEXOPMOHAIHK METOAH HA KOHTPALICITLIHA.

Kocmuo-munepanna nremuocm

[To BpeMe Ha XUNOECTPOreHHO CHLCTOAHME MOXKE AA HACTBIAT MPOMEHHM B MMHEpaJHATa IUTBTHOCTTA
Ha KOocTHTe. HamansBaHeTO Ha MHHepaJlHATa IUTBTHOCT HA KOCTHTEe MOXe aa Obme oOpatuMo chien
CIIHPAHETO HA JICYEHUETO C JICYNPOPESIAH alleTaT.

Jlabopamopuu uzcredsanus

OTroBOpPBT KbM JICUCHHETO C JICYNPOPEIUH aueTaT TpAOea Aa Obae mpocneasdBaH upe3 HIMepBaHE
CePYMHUTE HHBA Ha TECTOCTEPOHA, Haped Cb¢ CTOMHOCTUTE HA MPOCTATHO-CNICLIMPHYHHUA AHTHUTEH
(PSA). IIpu noBeye OT MALMEHTHUTE IIPe3 NBPBUTE CEIAMHLIM OT JICYEHHETO HUBATA HA TECTOCTEPOHA C€
[IOBHILABAT CIIPAMO U3XOIHUTE CTOMHOCTH, ITOC/IEABAHO OT NMOHIDKEHHE A0 TAX WIH MO-HUCKH B Kpas
Ha BTOpara ceaMHLa ot jedeHuero. Husa, nogoOHM Ha Te3W NpH KacTpauus, OOMKHOBEHO C€ MNOCTHUIraT
B paMKHTEe HAa 4 CeAMHLM M BeIHBX AOCTHTHATH C€ MOAABPXKAT MO BpPEME Ha IIeJUS NEpUHOI Ha
nedeHue.

4.5. BzagMoaeiicTBHE ¢ APYrH JJeKAPCTBEHH NPOAYKTH H ApPYrm ¢opMH Ha B3arMoaeiicTBHe

He ca mposexxnaHu dpapMakOKHHETHYHH ApPOyYBAaHUA 3a B3aUMOJAEHCTBHE Ha JIEYyIIpOpesdH allerar C
IPYIH JIEKapCTBEHW TMPOAYKTH. BBNPEKH TOBa, HMAWKM MPEABUL, Y€ JCYNPOPENMH aueTraT ce
MeTabonusupa ot nenTugasara 6e3 yuacrre Ha uuroxpom P-450 eH3yMMHaTa cucreMa M ce CBBp3Ba C
[UTa3MEHUTE MPOTEUHH CaMO B OCKOJIO 46%, HE ce OYaKBa NMOABATA HA JICKAPCTBEHH B3aHMOCHCTBH,

Brusanue evpxy nabopamoprume uscie08anus
[IpunoxeHHeTO Ha JISYHPOPEIHH aleTaT MpH JKCHH BOAH A0 MOTHUCKAHE HAa OCTa
cuctema. HopMamHata ¢QyHKOHMA OOHKHOBEHO €€ BB3CTAHOBSBA B PAMKHTE H
[IPeyCTAHOBABAHE HA JIEYEHHETO C JeylpopenuH auerar. ETo 3amo, pesynrarure
BpeMe Ha ISYEHHETO JHAIHOCTUYHH TECTOBE 32 POHAJOTPOINHATA H LAIOCTHA PyH
MoraT Ja OBJaaT npoOMeHeHH (JTbKIIUBH ).




4.6. bpeMenHoCcT H KbpMeEHe

bpeMeHHOCT

HzcnensanusaTa Mpy >KMBOTHH ca NMOKa3ald HEXKeNaHW edekTd BbpXy mioaa. He ca mpopexnanu
[POYUBAHHA TIPH XOPa.

Jleynpopenus alleTaT € NpPOTHRONOKAa3aH npH OpeMeBHM U B Clydail HA BB3HMKHAIA MO BpeMe Ha
TeYEHHETO OpeMEHHOCT, MOopagH BB3MOXHOCT OT CHOHTaHeH abopr Ha IUioAa B pPe3yiTar Ha
TIPOMEHUTE B XOPMOHATTHHTE HHUBA.

IMoTeHnManHata OpeMeHHOCT TpsAbBa Ja 6bae M3KIIOYEHA MIpeiH HAYaNnoTO Ha JICYCHHETO (BK. TOYKa
4.3 IIpoTHBONIOKA3aHUSA ).

KepmMmeHe
He e u3BecTHO AaNH JIEyNpOpPENMH alleTaT NpeEMHHAaBa B KbpMara. ETo 3a1110 € HeobX0auMo NOBHIIEHO
BHHMAaHHE MPH NMPUICKESHHETO Ha NPOAYKTa IO BpeMe Ha KbpPMEHE,

4.7. EdexTH BLpPXy cnHocOOHOCTTA 32 odHpaHe A padoTa ¢ MAlIHHHE
JleynpopenuH aneTatT MOXE Ja HAMAIH pPEaKTHBHOCTTZ, KOETO Ja OrpaHH4Yd CnocobHOCTT2 3a
modupare 4 paboTa ¢ MaIMHH. TOBa BaXKH B M0-TOJIAMa CTEMEH ITPH B3aUMOEHCTBHE € aJIKOXOJL.

4.8. Hexxenanu JIeKapCcTBEHA PeakllHH

Pax na npocmamama

[Ipy# moBede OT MALMEHTHTE IIpe3 IbPBUTE CEAMHUM OT JICYCHHCTO HHBAaTa Ha TECTOCTSPOHA Ce
MIOBMIIABAT CNPAMO H3XOJHUTE CTOMHOCTH, MOCIECABAHO OT MOHMKEHHE A0 TAX WIH MO-HHCKH B Kpag
Ha BTOpaTa CeAMHLA OT JIEYEHHETO.

Ilpe3 nepBHTE HAKOJNKO CEAMHLK OT JIeYeHHETO TpAOBa Aa C€ MMa MPEABHA BB3MOXKHOCTTA OT
3aCWIBaHE Ha OIUIAKBAHHMATA NPH MAUHEHTH ¢ MeTacTasH B obnacTTa Ha rppOHavYHHA CTHAO W/HIH
OOCTpYKIIHA Ha MUKOYHUTE ITHTHIUA WIH XEMaTypHsa, KOETO B HAKOH OT CITy4auTe Ja MporpecHpa ao
MOSBATA HAa HEBPOJIOrMYHU NpoO/ieMH Karo BpeMeHHa cnaboCT WWnH mapacTesvs Ha JOJHHTE
KpaifHHUM WIH BJIOLLIABaHE HA CHMITTOMUTE OT CTPaHa Ha ITMKOYHATa cucTeMa (BXK. Cho T. 4.4).

B cpaBHHTENHO TPOYYBAHE HA JIEYHPOpENHH alleTAT 33 TPHMECEUHO MpPHJIOKEHHE H JICYNPOpeUH
alleTaT 3a EeKeMECEeYHO TIpWIOKEeHHe ca HaOmoJaBaHH CJICOHHUTE HEXETaHH peakuud TIpH

neKapcTBeHaTa GopMa 3a TPH Mecela:
CmomMauno-upegHu Hapywenus: NOBALLEHHe Ha Ternoro (26,1%), anopexcus (12,7%).

Hapywenus na endoxpurnama cucmema: OB KeHHe Ha THOUROTO (55,4%), ropemu Bbanu (51,6%),
noBrIIeHO noTeHe (42%).

Hapywenua na 6v6peyume u nuxounume nvmuwya: HUKTypus (56,1%), ausypus (24,2), nagexuny Ha
nukouHATE IHTHINA (8,9) n moBuIneHH Ha PSA (7,6%).

Hapywenua wna 6w3npouseooumensama cucmema U 2bpoama: HUMIIOTCHTHOCT (53,5%), %),
TecTHKY/THA HapyweHHs (21%);

Hapywenua na xodcama u NOOKONCHAMAQ MbKGH: PEAKLMH HA MACTOTO Ha HIDKeKTHpaHe (14%),
npyputyc (4,5%).

(21,7%).

Hpyau: ymopa (19,7%) u myckynna cnadoct (14,6%).




He ca HaOmionaBaHu 3HaYHTENHH pa3IMKA BBB BHJA U YECTOTATAa HA HEXKENAHHTE PEaKIHMHM MEXAY
NIeyNpopeanH aleTaT 3a MECEUHO MPIIOKECHUE U JIEYNPOPEIUH ALETAT 3a MPWIOKEHUE Ha BCEKH TPH
Mecella.

Ipu oicenu

JleueHHETO Ha €HAOMETPHO3Aa ¢ JNCYNPOpPEJHH alleTAT C€ OCHOBABAa HAa TOTHCKAHE HA XEHCKUTE
MOJIOBH XOpMOHH. B HavyanHata ¢asa Ha jedeHHeTo ce HabmoaaBa KpaTKOTPaWHO HApacTBaHE HA
CEPYMHHS €CTPagHOJ C TMOCAEABAINO IIOHIDKABaHE N0 CTOHHOCTH, KAKBHUTO ce€ HaOmiomaBar npu
MOCTMEHONay3a. B moBeyeTo cyyan npe3 MbpBHTE CEAMHLIM HA JISYSHHETO ce Habnonasa KbpBEHe.

[Io BpeMe Ha KWIHHHYHHMTE NpPOYYBAHMA NPU NPHUICKECHHETO HA JICYIIPOPENIMH aueTaT MpU XKEHH ¢
CHIOMETpHO3a H MaTo4uHa (pubpo3a ca HaOmoOAaBaHH CIEAHUTE HEXKEIAHH Peakifuy ¢ 4ecToTa >5%:
acTeHHs, o61ma Oonka, rnaBobonye, ropeiiy BLIHM, IOBUIIEHO NOTEHE, TIOCUT, MAJCHE, OBPBLIAHE,
CTOMAHIHO-YPEBHO HApPYLICHHAE, OTOUM, MOBHIlLIeHHe 3aryba Ha Terno, akHe, TIOBHIIEHO OKOCMSABAaHE,
CTABHM HAPYIUCHHA, MHAJIUA, TMOHWKEeHHe Ha aubugoro, IenpecHs/eMOLMOHANHA JTAOHIHOCT,
3aMasgHOCT, HEPBHOCT, HEPBHO-MYCKYJIHH HapyIleHUs, XHUNOECTEC3UA, MapacTe3v, KOXHH PEaKIHHy,
NPOMEHH OT CTpaHa Ha MbpIUTE/MYBCTBHTENHOCT/OONE3HEHOCT, MUETIOHS(PPUT, HAPYHIEHUS OT CTPaHa
Ha MHKOYHHTE ITbTHINA, BATHHUT, CYXa K0XKa, HAMAJIABaHE Ha KOCTHATa Maca (ciel mpoaBJDKHTEHO
JeYeHHe U oOpaTHMO CJie[ NPEeYCTAHOBSBAaHE Ha JICYCHHMETO), HAapYILUEeHHUA Ha MEHCTpYyallHATa,
HapacTBaHE Ha CEPYMHHUA XOJIECTEPO U IPOMEHH B UepHOAPOOHHUTE TpaHCAMHHA3H.

[To ppeme Ha apMaKOKHHETHYHO IMpOoyUBaHe npH 20 3apaBH KEHH MOIMBJIHUTEIHO ca HaOMONaBaHH
CCAHUTE HEXKCIIAHN peaKLHH: OTOK Ha JIHLIETO, TPEBOXKHOCT, JJApDMHIUT U OOJIKa B yIIHTE,

[To BpeMe Ha KIIMHUYHH NPOYYBAHHA NIPH NPUIOKECHHETO HA JICYNIPOPEIMH alleTaT MPH ’KeHU ¢ paK Ha
repaara ca HabMOAaBaHU CHIEIHUTE HEXENIAHM PEAKIMH: NOBUIIEHUES/ TIOHM)KEHHIE Ha TErJ1I0TO, Fopely
BBJIHM, MOBHIICHO MOTeHE, rnaBobonue, obma cnabocT/MOHIDKEHHEe Ha (H3UYEcCKaTa CIOCOOHOCT,
NOHKEHNUE/TIOBUIIIEHUE HA aNeTHTa, IPUIMONOA00€H CHHAPOM, HEPBHOCT, IIPOMEHH B HACTPOEHHUETO,
anoneuusa, 0onxH B repba, 60axu B 061acTTa Ha BpaTa, 0€3ChHNE, racHe, MOBPhIlade, HApHA, 3aleK,
NePMAaTHT, IHadopesa, 3aMasHOCT, OOJIKH B CTABUTE U MYCKYJIHTE, J€TIPECH, BTRBPAABAHE HA MACTOTO
Ha HIDKEKTHpaHe, 00K Ha MACTOTO HA HHDKEKTUPAHE, TPECKa, BATHHHT.

Ilo BpCMC HA MMOCT-MAPKCTHHI'OBHA IICPpHOM IIpH Ta3d H APYTIH HHAKCKIITHOHHH (1)0pMH Ha JCYINIPOPC/IHH
ca ¢hoOII[aBaHH CASCOHHUTE HEXCIIaHH JCKAPCTBCHH PCAKIIHH,

Obwu Hapyuwtenus: OQYBAHE Ha KOPEMa, aCTCHMA, BB3NAJICHHA, TEMIICPATypa, TPecKa, UH(PEKLUH,
rnmaso0onue, peakiidi Ha (OoTOUYBCTBUTENHOCT, 00Ina 6onka, oTok (B o0NacTra Ha Clenoo4yHa KocT),
BITTEHULIA.

Crpoeuno-cv008u Hapyuienus. cTeHoKapamna, opaaukapausa, usmeHeHua B EKI/mcxemus, cxpacynn
INIYMOBE, 3aCTOHHAa CHpAEYHA HENOCTATHYHOCT, XUNEPTOHMA, XHIIOTOHHS, MNPEXOASH HMCXEMHYEH
NPHUCTHII, CHPACYHHU apUTMuUM, HWH(pApPKT Ha MHOKapaa, ¢aedbur, OenoapobHa emOoOnMA, MO3BUEH
WHCYJIT, CHHKOII/3aryba Ha Ch3HaHHe, TAXMKapAuA, TpoM0O03a, BADMKO3HH BEHH.

CmﬂMﬂHIHG-‘IPEBHH HAapyuwiernuwia. NMNOBHIICH ancTHT, AHApHA, AYOACHAJIHA A3Ba, JKax]a, HHC(P&FHH,
IIOBPBIIAHE, TACTPOHHTCCTHHANNHO KBPBCHE, FTACTPOMHTCCTHHANIHKM HAPYINCHHA, 34llCK, IIPOMCHH BBB

(YHKIIHOHATHHTE YEPHOAPOOHH TECTOBE, HapyllleHUs Ha YepHOAPOOHHUTE (PYHKIINH, CYXOTa B yCTaTa,
rajieHe, NeNTHYHA S3Ba, PEKTAHH TIOJIHUIIH.

Hapywenus na endoxpunnama cucmema: nuaber, yBeTiyeHHe HA IIUTOBUIHATA 5KJie3a.

Hapyuwenus na xpvema u auM@nama cucmema. aHEMHUA, €KXUMO3H, IOHIDKEH
NeBKOLUTHTE, JuMmdeneM, YIABDKAaBaAHE Ha I[IPOTPOMOHHOBOTO  BpeE
TpOoMOOIUIACTHHORO BpeMe, MOHWKEHHE Ha TpoMOoLTHTe.



Hapywenua na memaboausma u xpanenemo: nopumieHre Ha BUN, nexuapaums, OBHILIEHA MTHKOYHA
KHCEeNHHa,  Xumepaunuaemusas  (obm  xonmecrepon, LDL  xonectepon,  Tpuriavuepumu),
xuneppochaTeMus, XWHOTIIHUKEMUS, XUIOMPOTCHHEMHA, IIOBHINEH KaJUWHA, HAMaJleH KaJuii,
MOBHIIEH KPEATHHHWH, MOBUILIEHHE HA OUIupyOHHA, OTOLIH.

Hapywenua na Myckynno-cxenemuama cucmema u cvedunumensama mvrkar: Gpudposa B o0nactra Ha
Ta3a, OOJNKH B KpallHHLMTE, (PYHKLUMOHAIIHM HapylIeHHd Ha KpaliHULIMTe, MWAJIHA, Mapanu3a,
CIIMHAIHM (ppaKTypH, aHKWIO3MpAILl| CIIOHAWIWT, CHMITOMH, HanofoOsBamiM Te3W NpH TEHAO-
CUHOBUHT.

Hapywenun na nepgnama cucmema: TPEBOKHOCT, 3aMasHOCT, ASTIPECHA, HAPYIIEHHs Ha MaMeTTa,
MPOMEHH B HACTPOCHHATA, XHIecTe3ns, Oe3chbHUe, JeTaprus, NOBHINABaHE Ha JIMOHAOTO, HEPBHOCT,
HEBPOMYCKYJIHM HapyIUEHHs, NMepH(pepHA HEBPONATHA, NMAPECTE3NH, HAPYINECHHUS HA CHHA, BEPTHIO,
M3TPBIBAHE Ha YaCTH OT TAJIOTO, XamouuHanuu. MHOro pagko ce cs001aBa 3a rbp4oBe.

Pecnupamopuu, 2pvOonu U MeOuacmuHainu HApywienud: JIUXaTeJIHW HapylIeHWsA, [IUCTIHES,
eNUCTaKcUC, XeModTH3a, Kallllkla, 3anyipaHe Ha CHHycHre, (AapUHIHT, IUIEBpajJeH H3JIHB,
IUIEBpAJIHO TPHEHE, THEBMOHHMS, OenoapobHa pubposa, benoapoden nHpuTpar.

Hapywenua na xoxcama u noOKOJICHAMA MuKAH: JSPMAaTUT, KOCOMAal, YCHNEH pacTek Ha KOocara,
KOkeH OOpHB, KOXXHH YBpeKIaHH#, CYXOTa Ha KoKaTra, ChpOek, KapLIMHOMH Ha KoXKaTa/yuuure,
TBBPAN BB3EAYETA B I'bPIIOTO, IMIMEHTALIMA, YPTHKApHA.

Hapywenus na oxomo, yxomo u nabupunma: cyxoTa Ha 0YHTe, HapYIISHH Ha BKycCa, HapyLlIeHH Ha
clTyXa, 3aMBITICHO 3peHue, 0TCIabeHo 3peHue, HapylleH!s Ha 3PeHUeTO, THHUTYC.

HHPWBHHH HA 6‘&5p€3{ﬂ?ﬂ€ U RUKOYRume nvmuwia. Clla3MHA Ha IIHKOYHHA MCXYpP, XCMaTypHA,
NOBHIICHO OTACIAHC Ha YPHHA, CIICLIHHA TO3UBH 3a YpHHHPAHC, HH(i)EI(I.lHH Ha MNHKOYHHTC ITBbTHLIA,
060Tp}’KHHH Ha ITHKOYHHUTC IMBTHIINA, HApYVIICHHMA Ha IIMKOYHHTC [bTHLIA, HHKOHTHHCHLIHA Ha

ypHHara.

Hapywenun na ev3npouseodumennama cucmema u 2vpoama: OOJIKH/CBPbXYYBCTBHUTEIHOCT Ha
IbPAUTE, THHEKOMACTHA, aTPOPHA Ha TECTHCHTE, OONKH B TECTUCUTE, HAPYIICHHA HAa MEHCTPYALIMATA,
BKJIFOUHTEIHO H300MJIHO H MPOIL/DKUTEIIHO BArMHANIHO KBbpPBEHE, OTOK Ha MNEHHMCa, YBpexXIAaHe Ha
neHuca, 00JIKM B MpoOCTaTAaTa.

lMa croOmenns 3a H30JIMPaH! CIydal Ha aHA(HIAKCHS.

Hma croblneHns 3a eheKTH Ha MACTOTO Ha NIPHIIOXKEeHHe, KaTo 60Ky, Bp3naneHHe, CTepuieH abctec,
HHIYpALHUS U XeMaTOM.

Cp0o6IIEHHNATA 32 CYMLIMIHA MHCITH ¥ ONTUTH 3a cCaMOyOHMHCTBO ¢a MHOTO PEIKH.

[Togo6HO Ha OCTaHANMTE IIPEACTABHTENM OT TO3H KIac, MHOIO PSAKO C€ MOKIAZBAT ClIydad 3a
XUNodH3apHa anolUIeKCHA CIeA [bPBOHAYAAHOTO NpHAOKEHHEe NPH MNALUMEHTH ¢ aJCHOM Ha

XHUNo(pu3ara.

4.9. lipenosapane
Hsama xIHHHYEH ONHT ¢ €(PEKTHTE MPH OCTPO NMPEAO3HpaHe Ha JICYIPOPCIIMH aLeTar.

Jopu npH 034 OT NOpAABKa Ha 20 mg AeyIpopesH alleTaT JHEBHO B MPOJAB/DKCHHE HA

B npoy4YBaHHa NpH )KABOTHH A03H, NpeBHmasamy S00 mpTH npenoprYBaHUTE NPH
110 TIOSABATA Ha JUCIHER, MOHWKEHA aKTUBHOCT Y BB3MAJICHUE B MACTOTO HA MPUITO




5. PAPMAKOJIOI'HTYHHA CBORCTBA

3.1. PapmMakogAHAMHAYHH NAHHH

dapmakoTepaneBTHYHA Ipyia: aHAJIOr Ha FOHAAOTPONUH-0CBOOOXK AABAIUA XOPMOH
ATC kon: LLO2AE 02

AKTHBHOTO BELIECTBO JICYNPOPEJIMH alleTaT € CHHTETHYEH aHadol €CTECTBEHUA MOHAJOPENHH, KOUTO
KoHTpOonupa ocsoboxaaBaHeTo Ha roHaaorpornHure XxopmoHM LH u FSH ot npeaara ugact Ha
xunodu3ata. Te3H XOPMOHH CTUMYJIMPAT OT CBOS CTpaHa CHHTE3a Ha TeCTUKY/IAPHHTE U OBApHATTHUTE
CTePOHIH.

3a pazjiMKa OT (PM3HONOTHYHHUA FOHAIOPEIINH, KOHTO ce 0cBoOOKAaBa IMYJICOBO OT XUMOTANMYCa, MPH
NPOABJLUKHTENIHO TEPaleBTHYHO MNPWIOKCHHE JIEYNPOPEeNTHH aneraT Osokupa MOCTOAHHO
rOHAJJOPEJIMHOBUTE PEHENTOPH Ha XWUNO(QH3aTa H Ciell MHPBOHAYANHA KpaTKOTpaWHA CTUMYJIALHA
Nnpeau3BUKBa eceHcHOunusupanero uM (“down”-perynanus). ITpyH Bb3pacTHH, BCIEACTBHE HA TOBA,
cjiex JBe OO0 YETHPH CeAMHIM ce Ha0momaBa o0paTHMO MOTHCKaHe OCBOOOXKAABaHETO Ha
rOHaJOTPONHH OT XHNOQH3aTa ¢ SAHOBPEMEHHO MOHIDKCHUE Ha TECTOCTEPOH IO HHBO HA KacTpaitus,
CHOTBETHO HA HUBOTO Ha eCTPOreH A0 CTOMHOCTHTE Clie/l OBAPEKTOMHSA MM IIPH MOCTMeHonay3a (<30
pg/ml) U no cnupaHe HAa peAOBHATA MEHCTPYAaLH.

ToBa CHCTOSHHWE ¢ HHCKH HHMBA Ha TECTOCTEPOH, CHOTBETHO Ha €CTPOTEH, C€ 3ara3Ba Nnpe3 LIOTO
BpeMe Ha JIeHeHHETo. 10Ba BOAH A0 CIIMpaHE pacrexa Ha XOPMOHO3aBHCHUMMTE TYMOpH Karo
KApUMHOM Ha MpOoCTaTaTa, KAKTO H Ha MAaTOYHATA H eKTONMYHATA €HAOMETpHaliHa ThKaH. Ilo To3u
HAYHH B X0Ja HA JIEYSHHWETO HacThnBa noaoOpenwe Ha cuMnrTomure. Crnea NpeycTaHOBJABaHe Ha
NpenopbrYaHaTa ecTMECeyHa Tepanus [PH eHAOMETPHO3a peAOBHATA MEHCTPYaLs ¢ Bb3CTaHOBABA
CPEAHO clie[l OKOJIO TPH MeECeLa.

5.2. PapMaKkOKHHETHYHHA CBOHCTBA

Abcopbuyus
Crien NPUIOKEHHETO HA WHXKEKLIMOHHATa cycnieH3us Ha Lucrin Depot neynpopenuH ce ocBobOXaBa

MOCTOSHHO Mpe3 MEPHOAa OT TPH Mecella OT CBhIOJIMMepa Ha MiedHara kucenauHa. [Ipu ToBa
CBHOOJUMEPET ce pe3opOupa KaTo XMpyprudeH IEBEH MaTepHall.

B pamxuTe Ha TpM uYaca cnel MOAKOXHOTO HIDKekTHpaHe Ha Lucrin Depot B mpoabikeHHe Ha 3
MeceLld e H3MEPBAT CpEAHH MHKOBU cepyMHH HUBA OT 21,82 (£ 11,24) ng/ml. PaBHOBECHO CHCTOAHHUE
ce MOCTHra B paMKHMTe Ha 7 10 14 AHM clieq MIDKEKTUPAaHeTo. HeTHPH CeIMHLM CIe MPUIOKCHHETO
cpenHaTa MyiasMeHa KOHLeHTpanus ¢ oT mopaaska Ha 0,26 (= 0,10) ng/ml. Tesn HuBa cramar B
npoabkenue Ha 12 ceamuuu cnen HHxekTHpanero xo 0,17 (% 0,08) ng/ml. Ilpu nepopanHo
MPIIOKESHHE IEYTIPOPE/IMH alleTaT He NposBABa €(EKT.

Pasnpedenenue

Cpenunar obeM Ha pasmnpeleneHHe Ha JIeYNIpOpe/IMH aueraT NpH PaBHOBECHO CBCTOSHHUE CiieA
HHTPABEHO3HO TPWIOKEeHWe Ha Ooilyc NpH 3ApaBH A00pOBOJLM OT MEXKKH 1ol e 27 Jurpa.
CBBP3BaHETO C TUIA3MEHUTE [IPOTEHHH € OT NopAabKa Ha 43-49%.

Memaboruzom
ITpy 3apaBH AOGPOBOMUM OT MEXKH ION HHTPABEHO3HOTO NMPHIOKEHHETO Ha bonyc oT 1 mg nokassa

CPEJICH CHCTEMEH KIMPBHC OT MOPAXBKA Ha 7,6 1/h B KpaeH €UMMHALMOHEH MOMYXHBOT OKOJO 3
yaca.

[IpoyuBaHHMsTa NPH XKHBOTHH ¢ Oend3aH “C- neynpopenun nokassar, 4e Toil ce
MeNTHAM C NMO-HUCKA aKTUBHOCT — nentanentia (Metabomur [), Tpunentuay (MeT
aunernran (MeraGoaut IV). Te3u ¢parMeHTH MOTaT AOITBIHUTENHO 14 0BT MET
Cneyuannu nonynayuu S B
dapMaKOKHHETHKATA Ha JEYNPOPENMH aleTaT IMpH MalUMeHTH ¢ 4YCPHOAPOOE p.%ﬁ RGH
YBpeKJIaHe He € YCTaHOBEHA. \\\\{?&
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5.3 HpeaxTHAHNYHA NaHHA 32 (e30NACHOCT

[IpoBenens ca NPOYYBAHHUS 3a KAPLMHOTEH ITOTEHIHAN TPH IUTBXOBE H MHIUKH € JBYTOAMIIIHA
npoanpkuTenHocT. Ha 24-ua  Mecenn € HaOmoOIaBaHO 1030-3aBHCHMO TIOBHMINEHHE Ha
noOpOKaYEeCTBEHATA XUNEPIUIa3UA Ha XUNOQH3aTa NPU IUTBXOBE Cliex MOAKOXKHOTO NMPUJIOKCHHE Ha
BUCOKH J103M (0,6 no 4 mg/kg). HabmoaaBaHo € 3HAYMTENHO, HO HE3aBHCEIIIO OT A03aTa MOBHILICHHE Ha
4yecTOTaTa Ha afleHOM Ha MaHKpeaca, 3acArary OCTPOBHHTE KJICTKH MPH )KEHCKUTe HHAWBHAH H aNeHOM
Ha TECTHCHTE INIPH MBKKUTE HHIUBUAM (C MO-BUCOKA YECTOTA B Ipymnara, MpueMaia No-HUCKa 103a).
[Ipy MHIUKK TIPWIOKEHHETO Ha JISYIIPOPENHMH aleTaT € JAOBENO [J0 nogBara Ha TYMOpH HIIH
HAapyIlleHUs OT CTpaHa Ha Xunodu3aTta Npu NPUICKEHHETO Ha BUcoku 103U (60 mg/kg) 3a nepuon or
nse roavHu. [lpy nmalMeHTH OPUNOKEHHETO Ha JICYIPOpPEIHH aueTatr B x03u oT 10 mg/aHeBHO 3a
nepyoA 10 3 roauHu M 20 mg/aHEBHO 3a NMEPHOX OT 2 rOAMHH HE € NOBENO A0 HAPYIIEHHS OT CTPAHA
Ha xHIo¢H3aTa.

[TpoBeneHH ca Mpoy4YBaHHA 3a MyTareHeH MOTEHHHA NPH JICYNPOPENH aueTaT npu 6o3alfHULM U ¢
noMomTa Ha OakrepHamHH TecToBe. Te3H mpoyuBaHHd He ca INMOKAa3aH HATMMUETO Ha MYTArcHeH
MOTEHLHA.

Knuauyaunte H (papMakOJIOrMYHH IIPOYYBAHHA INMPH BBE3PACTHH C JIEYTIPOPEIHH aleTarT H HEroBH
aHAIO3H Ca MoKa3aju MbJIHA 00paTUMOCT Ha MOTHCHATATA PEeNpPONYKTHBHOCT ClleAl NPEYCTaAaHOBABAHE
Ha MPOAB/DKUTETHOTO MPUWIOKEHNE 34 NEPHOA 10 24 CEAMHIIH.

6. PAPMANEBTHYHHA JAHHU

6.1. CnuCBK HA NOMOIIHATE BEMECTBA
[Ipax 3a MHOKEKLIMOHHA CYCIIEH3H!
- CHOOJMMEpP Ha MJICYHATA KUCEIIMHA
- MAaHHUTOJ

PazTROp 32 NPUrOTBAHE HA HHXKEKLIMOHHA CYCIICH3HA.
- HaTpHera KapOOKCHMETHILICTYJI032
- MAHMTOJI
- monucopOar 80
- BOJa 3a HHKCKLHH
- Jle[leHa OLIETHA KHUCE/IMHA

6.2. HechrBMeCTHUMOCTH
He ca u3BecTHH.

6.3. Cpok Ha roaHoeT
Jla ce M3non3Ba g0 gatara, 0bo3HaYeHa BRPXY ONaKOBKAaTa,

Jla He ce ymoTpeGsBaT NpH NMPOMSHA Ha LBETA HAa CYXOTO BEINECTBO W/HMAM MOMBTHABAHE Ha
CyCreHANpamMs pa3TBop.

[Ipax®T H Pa3TBOPEHT 32 MEKSKIIMOHHA CYCTIEH3Hd UMAT CPOK Ha FOAHOCT 36 Mecela.

6.4. CnenHAJIHA YCJIOBHSA HA CHXPAHEHHE
Ma ce cbxpaussa npy Temnepatypa nox 25 °C, Ha 3alMTEHO OT CBETJIMHA MACTO (B OpPUTMHA/IHATA

onakoBka), /la He ce 3aMpa3ssea.

6.5. lanHHA 3a oNAKOBKATA

] NpeiBapHTENHO HAITHIHEHA ABYKaMEpHA CIPHHIIOBKA ¢ Urna 23G
] 6yrano

] TaMMNOH, HAITOEH C AJIKOXOJI

JlucroBka: HHpopMaLHs 3a nmoTpedures




6.6. Cnennajnn npeana3zHa MEPKH NPH H3XBhpJIgHe H pabora
Hama crieuganen H3uckeanud (BX. CbIIO T. 4.2).

IIpuzomesine na undcexyUORHamMa CyCneHIun

ChAbp)KaHHETO Ha CHpPHHIOBKAaTa Tpab6Ba Ja OBAe pa3TBOPEHO HEMOCPEACTBEHO MpelH
MPUIOKEHHETO, KOETO C€ M3BBPIIBA YpPE3 MOAKOXHO HIH HHTPAMYCKYJIHO MHDKCKTHpaHE, BeIHEX Ha
BCEKH 3 Mecera.

1. HaBuiite O0smoT0 6yTano A0 Kpad Ha OrpaHHYHATEIIA, JOKATO HE
3aIT0YHE Ja ce BBPTHU Ha MACTO.

2. O1cTpanere IphrCcTeHa OT (HOIIHO, 3a A3 OCBOOOIUTE UIIATA.
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3. Xpanere cnpunioBkata B8 U3[IPABEHO nonoxenue (¢ urnara
Harope). Bkapaiite pa3tsopurens upes BABHO U3BYTBAHE (3a 6 no 8 cexkyuau) Ha
OyTanoTo KoKaTo He JOCTUTHE 10 CHHATA JHHUS B CpeJlaTa Ha pe3eproapa

4, 3agpexre cnpuHnoBkara B U3IIPABEHO nomoxenue (c urnara
Harope). BHuMarenno paskinarere CHPUHIOBKATa A0 ITBIHO pa3TBapsSHE Ha MHUKpoc(hepHure
(JaCTHLIMITE) M NOJIYYaBaHETO Ha €IHOPOAHA CYCIEH3HWA C© BHJA Ha MIAKO. 3afApBKIE
cnpurnoBkara B U3IIPABEHO nonoxenue (¢ urnara narope). C apyrara ppKa H3TEraere
Harope KamadeTo Ha uriara 0e3 ga ro 3apeprare. 3agpexTe cnpuHnoskara B USIIPABEHO
nonoxeHue (¢ urnara Harope). Hatuchere nexo Oyranoro, 3a ga HU3KapaTe Bb3ayxa OT
CIIPUHIIOBKATA.

5. MuxexTHpaiiTe HHTPAaMyCKYIHO WM MOAKOXHO ISUIOTO ChABPXKAHHE Ha CIPUHIIOBKATA
HENMOCPEACTBEHO ClIeN NMPUFOTBAHE Ha CycneH3uaTa, CycreH3usTa € roToBa 3a HHXKEKTHpaHe
BeJHara cliejl pa3TBapsHe Ha YaCTHIIUTE; €TO 3alll0 JICYIIPOPENUH aleTar TpsaOBa Ja ce cMecBa
C PA3TBOPHTENS HEMOCPEACTBESHO MIPEAU NPHIOKEHUETO.

3ABEJIEJKKA: Ilpu ciry4daifHO 3acArane Ha KPbBOHOCEH Chll, KPBBTA MOXE n1a ObAE BUISHA B
Mpo3padHaTa OCHOBA Ha WIJIaTa.

7TIIPUTEXKATEJI HA PASBPEINIEHHETO 3A YIIOTPEBA
Abbott Laboratories Ltd.,

Queenborough, Kent, ME11 5 EL,

Obenuneno Kpaacteo
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