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1. WME HA JIEKAPCTBEHHS IPOLYKT ?ﬂf/ﬁt 12 2ovs M ,_

Lucrin PDS Depot® / Jlyxpur PDS Jeno

2. KAYECTBEH ¥ KOJMYECTBEH CHCTAR
1 npedeapumenno nanvinena Osyramepra cnpunyoska ceoBpOICa:

AXTHBHO BemecTso: Leuprorelin acetate 11.25 mg
3a MEJHES CIHCHEK HA NOMOITHHTE BEMIECTRA, BXK. Touka 6.1,

3. JEKAPCTBEHA ®OPMA

JIopumIzaT 1 pasTEOpRTEN 32 HEPKEKIMOHEA CYCIIEHCHS,

4. KIIHHAYHEHA TAHHT

4.1. IDoxazaEun

Pax na npocmamama: CHMITOMATHYHO JieYeHHe Ha HanpenHai XOpMOHOZABHCHM PaK Ha HPOCTATATA.
IIponyKTsT Hpemnara amTepHATHEHO Nevenue Ha paka Ha NpOCT4aTaTa B CHYHYAHTE, KOI4TO
OPXHCKTOMHEA KITH NPHIIOXKEHHE Ha eCTPOreR He Ca TIOKa3aHH HH ca HEHPHEMITHBH 32 TAIMEHTA.

Endomempuoza: Cumirromariraua J1aNapOCKONHYHO I0Ka3aHa eHAOMETPHO3a B CAYUAHTe, KOTaTo e
FIpEHOPBHUTEHO NOTHCKAKE HA OBAPHATHOTO 06pasyBane Ha XOPMOHH, MOKOMKOTO zabonsiBaneTo ne
Halara Ha IEPBO MACTO XHPYPIHYHA Teparlis.

4.2. Jlo3npoxa A HAYHHA A2 NPHNOKERNE

Obuuaitna dozuposxa npu pax na Hpocmamama i eHOoMempuo3a
1 rreT Ba BeexH 3 Mecena | [IPSABAPUTENHO HAIThIHEHA IByKaMepHa CIIPHHLIOEKA oT 11.25 mg.

MsACTOTO. Ha- MIDKeKTHpaHe -TpaGBa- fa-ce- CMeHs “HIPH BCSIKE "CTICHBAllA” HEDKEKI{iTH (kopeMia THHKA,
cenamane, 6empo).

3a MIDKeKTUPAHETO Ce IPETIOPHYBA HITIA C pasMep 23 G (manp. 0.6 x 25 mm).

Pax na npocmama: Cycrnencusra Tps0Ba I1a Ce MIDKEKTHpa IIONKOKHO. [Ipanosxenuero wa Lucrin
PDS Depot® 1pa6ea aa crapa camo T0J| HaGIFOIEHHETO HA NeKap © OXIHT B JISUSHHETO HA TyMOpH. 3a
HawanHata (asa Ha JeHeHHEeTo TpabBa A Ce OOMMCTH JONbIHITETHOTO [OfaBane HAa HOIXOAAI
AHTHAHAPOreH, TakKa 4e Ja ¢e OTCA20AT BE3MOXHHTE HOCHESHMI OT HAMAIHOTO HAapacTBaHe Ha
TCCTOCTEPOHa U BIIOINABAHETO Ha KIMHMYHATA CHMIITOMATHKA.,

3a z1a ce u3TOUHN “H3THRARE(escape) HIpe3 BTOpATA MOJOBHMHA OT HHTEpBaia Ha JICYCHHETO, 0CoDEeHO
KOraTo BHAMMO HE € HOCTHIHATO OYaKBAaHOTO KIMHHYHO H OHOXHMIYHO JelicTEue (nanp. mpu
nopobpsBabe Ha HeXellaHUTe e(heKTH Ha KaCTPALAATA MWK yKazappsSTsarpecnpate Ha TyMopa),
CeNBa Ja CE [Ipeniophua NEPHONMYHO W3MepBAHE Ha HHBATED, Ml

CrieHHGWIHIA 32 IPOCTATA AHTHIEH.

TpaGBa Ia ce

Endomempuosa: CycnieHensTa TpaGea fia ce HHOKEKTHPA JI0]TK}
I HATMYHETO Ha

HANPABH TIPHONH3HTENHO Ha TPETHA AEH CeX MEHCIpya
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OpemeHHOCT. B ciyuail Ha ChMHEHHe ce Ipenophysa H3BBPIBAHETO HA TECT 34 OpeMennocT (BIDK
“Crienuany NpenynpexaeHus H OpeXrasHA Mepkd 3a ymorpeba”). IlpomsmxurenHocTra Ha
TIPEIIOXKEIHETO Cliefisa a c& OTPaBM4YH Ha IeproA oT 6 mecella. IloeTopro nevuenne Tpsbsa Az ce
[IPOBEXAA Camo CNIe BHHMATENHA MNPENEHKa Ha CHOTHOLIGHHETO [ION3a-PHCK. TOBa BKIIOWBA
OTIpELIENAHE HA KOCTHATA IBTHOCT NPEAH HAYaN0TO HA SBEHTYANHA [IOBTOPHA TePAITHS.

4.3. Iporuponokxasanus

CBpBX9YBCTBUTENHOCT KBM IEYNPOPEHNH, CXOMHH HOHAISITHIN HiH JeKatenTHIy HiKM HIKOe OT
OCTaHalluTe NOMOIMHK BEWeCTBa B NPOAYKT2. FiMa AaHHY 33 H3ONHPAHH CIlyvaH Ha aHA(QRIAKCHA C
Lucrin PDS Depot®, 2a mecewmo TPHAOKEHHE.

Ipunoscerue npu pax na npocmamama: Ilpu foxazana XOPMOHAIIBA HE3aBHCHMOCT HAa KaplHHOMA,
Lucrin PDS Depot® me ce npenoptura. Cnex xupypravsa kactpauws, Lucrin PDS Depot® me
TPERHU3BAKE2 NO-HATATHIIHO TIOHIDKABAHE Ha HUBOTO Ha TECTOCTEPOHA.

Ilpunosicenue npu endomempuosa: Lucrin PDS Depot® e TIPOTHBOMOKA3EH IIPH OpeMeHHH KeHH WK
IKESHHU, KOMTO 6uxa Moriu na 3abpemMenest (3K cpmo “BpeMeHHOCT H JlaKTatms”).

Jleynpopesus He TpabBa na Ce IpMIAra HA TAIHEHTKH C HEAHAaTHOCTHUMPAHO MMM ATHITHIHO
BaI'HHAIHO KBPBEHE.

4.4. Cnemnanud npeaynpexXenus 0 NPeANA3HHA MEPKH 3a yuoTpeda
TpaGea na ce u3GATBA BETPECHACBOTO HEKEKTHpAHE.

Ilnvmuocm na rkocmume: Io BpeME Ha XHAOSCTPOTreHHO CHCTOAHME MOMKE A HACTLIILT MpOMEHHT B
IIBPTHOCTTa Ha xocTHTe. HaMangesanero Ha INTBTHOCTTA HA KOCTHUTES MOIKE LA 6’5}3,6 oﬁpa'rmo chexn

CIHpaHeTo Ha nevennero ¢ Lucrin PDS Depot®.

Pax na npocmama: Tlpes nbpBuTe cemMuIH OT Neueruero Lucrin PDS Depot® moxe na HacTHIH
[pEeXOAHO BIIOIIABAHE HAa CHMITOMHTE WIH IOMbIHUTENHATE Gelle3k Ha paK Ha POCTaTaTa.

Hsxon mauuenTs MOraT Ha IONy9YaT 3aCHNBaHE Ha GOJNKHTE B CTABMTE, TOCHONHHTE Co NeKyBar
cuMIrTomarTiypo. Kakro u npu apyrure LHRH-anraronuery, uMa choGMeHHs 33 SOHHHUYHM CIIY9aH
Ha OOCTPYKIMH Ha IMKOYHHTE MGTHINA M KOMIODECHM Ha rphOHavHus cThAb, KOMTO MOTAT Ha
TIPCM3BUKAT TIapanusa, che ik Ges atamuu ycaoxusenns. ITallHeHTHTe ¢ PHCK OT HEBPOJOTHIHH
YCHMKHEHHA, MeTacTasyl B rpEOHaYaMA cTHI0, KakTo 1 0T 0OCTPYKIAK Aa_IHKOYHHLE, METHINA JIPes..
‘IEPBATE CEAMHLH OT JCUEHHETO TpAOBa [a Ce HAMHpAT MON IOCTOSHHO, IO Bh3MOMKHOCT
CTaUMOHAapHO Habmonenue.

Tlpu wspazsenu peaximy: Ha MACTOTO Ha MEDKEKTHPAHE, MOYKe &a Ce HORJHIS Ha OCBODOXKIABAHETO Ha
JCYNpOpenuy  oT jeno-opmara. IIpu Takes cayuall TpaGBa 1a ce ONpeNeNH MNa3MeHATa

KOHNEHTPAIHA Ha TeCTOCTSPOH.

Endomempuosa: Be3onacHoTo NPWIOKEHHE Ha JISYTIPOPEIIHE 110 BpeMe Ha OPeMEeHHOCT He € JoKa3aHo
KaHHYHO. IIpean HawanoTo Ha seueHpero ¢ Lucrin PDS Depot® € NIPEeNOPBUNTENHO TAIMEHTKATA 2
0wz M3cHenpana 3a BB3MOXNKHA GpeMennocT. Jleynmpopenus He e KOHTpauenTie. AKO ce HM3HCKBA
TIpefrassane OT 3abpeMeHsBane, CiieiBa Ja Cé NIPUAATAT HEXOPMOHAIHY METOMM Ha KOHTpauennus.
Ilo Bpeme Ha TepamusTa ce HaboNaBa MOHMKABaHEe HA HHBOTO Ha HONOBHTE XOPMOHH, Taka Ue He
MOXKE 2 c& 0YaKBa 10-KBECHO HACTBIIBaHE Ha GpeMeHHOCT.

Bg3 ocHOBAa Ha (HIMONOPMMHOTO EB3ACHCTEBHE HA YIPOEYKTA, npes ; % JISYEHHUETO
TIOJIOBHTE CTEPOHIOH BPEMEHHO HAIXBHPIAT OCHOBHMTE CTONHOCTH éﬁ ¢

HauanHata (asa Moxe Ha ce HabloaBa HapacTBaHe Ha KIIMHHIHMIT gp

Ha [0-HATaTHUIHOTO JEYEHHE, IIPH aJeKBarHA NO3MPOBKA, TE {15
CyOMyKo3Ha nefioMuoMa Ha MaTKaTa ca OTOEMA3aHH CIYUaH ¢ Te
MEIUKaMeHTO3HA M XUPYpPridHa HaMeca,




4.5. BzaamopeiicTBHE ¢ APYTH JIEKAPCTEEHE IIPOAYKTH A ApYyrA hopMa HA B3aAMoAcHCTBHE
Jlocera He ca H3BECTHM.

4.6. BpemenrHOCT M XAKTANHE

Mscneasanus BBPXY JKHBOTHH Ca DOKA3ayiH HeXeNaHH edexTd pppXy (eryca. He ca mpopexmasu
H3CIEOBaHIA BEPXY XOpa.

Lucrin PDS Depot® € HPOTHBOIIOKA?aH IIpH OpeMEHHH M JKeHH, KOHTO 3a0peMeHABaT 1O BpeMe Ha
neYeHHeTo, IOpaay BEpOATHOCTTa, NPOMEHHTE B XOPMOHAlIHATE HMBA Ja NPEAH3BHMKAT CIIOHTAHEH
abopt Ha wioxa.

TloTeHumanuata OpeMeHHOCT TpabBa Na OBIe MIKMOYEHA Npedy HaYajJoTO Ha JedyeHHere (BEOK
“TIpormeontokazauud™).

Ilo Bpeme ma maxramms Lucrin PDS Depot® Tpa6B2 Ja ce DpHAara BHHMAaTeNHO, THH XaTo He €
H3BECTHO AalH JACYIIPDOPENRHHEBT CC OTOCIA B MaHYHHOTO MIEIKO.

4.7. EderTs BRPXY cHOcodHOCTTA 3a modupaHe H padoTa ¢ MANIHHY

Lucrin PDS Depot® Moixe na Hamanu coocofHOCTTA 32 Peakifhs, Taka ue Ja OrpaHudy crocoBGHOCTTa
332 aKTHBHO YJ4aCTHE B YIFNWMHOTO ABIDKEHME MAHM B O0CHKY)XBAHETO HA MAIDMHH. TORA BAKW B TI0-
ronsMa cTeren IpH B3auMoIelicTRHE ¢ alIKOXOM,

4.8. Hexenann edexrn

Iipu mvoice
B wnawanoTo perynapHo ce HabmiOmapa KPAaTKOBPEMEHHO IIOKAYBAHE HAa HHUBOTO Ha CEPYMHHMA

TECTOCTEPOH, KOSTO MOKe Jla IOBENiE O BpeMEHHO 3acHIBaHe Ha ONpellelleHH CHMITOMH Ha DonecTTa
(HosfBa WK 3aCHIBAHE Ha OONKH B KOCTHTE, 0OCTPYKIMHK HA IHKOYHATE IETHINA H IOCIEACTBHA OT
THX, KOMOpechn Ha TpeOHAYHMA MO3BK, MYycKymHa cnabocT Ha Kpakara, mumboxemm). Tosa
yBelinuaBaHe Ha OIUIAKBaWMATA OGMKHOBEHO HaMaisBa crionranpo, 6e3 ma ¢ HeoOxozmmmo na ce
npekparaea Lucrin PDS Depot®

B cpasrATeIHo npoyusane Ha Lucrin PDS Depot® 2a tpuveceuno npmiokenne u Lucrin PDS
Depot® sa meceuro TpunOKeHHe cé HABMIONARAXa CHEINHTS HEKENAHH PSaKIHH TPHMECETHATA

‘topma:

Cmomawmno-upesnu napyuienus: yseanuagsare Ha TerroTo (26.1%), anopekcus (12.7%).
Hapywenus xa enOoXpUHHAMA CUCHeMA: NIOEIDKaBaHe Ha JROHAOTO (55.4%), TOpeIiy BHIHM

(51.6%), nopumeno notene (42%).
Hapyvuenun na 6vbpeyume u nuxoyrume nennnya: HIKTypus (56.1%), mMnorentroct (53.5%),
Iuzypus (24.2%), TecTHKyRHE Bapyluenus (21%). Hecro ca pabmopaBany BE3NATICHHA HA THKOUHHATE
IHTHIA ¥ YBEAHYABAHE Ha cela(UuHYs 32 IpocTaTara anTHreH (PSA).

Hapyuienus na xoscama u nodxosicnama muxan. Peaxiy Ha Mactoto Ha uibxekTHpane (14%), yecto
IIpYpHTYC.
(21.7%).

Hpyeu: Ymopa (19.7%), Mmyckymnsa cnaboet (14.6%).




IIpu ToBa He ca HaGIIONABAHH 3HAYMTEAHM PA3AHKY BB BHAJA U 4eCTOTATa Ha HEXENAHWUTE e(eKTH
mexxay Lucrin PDS Depot® 32 MECEYHO Nprioxerue ¥ Lucrin PDS Depot® 3a TPHMECEeUHO Mecera.

Hpu orcenu
JleueHneTo Ha epxomerpnoszara ¢ Lucrin PDS Depot® ce ocHOBaBa Ha MOTHCKAHE HA JKEHCKHTE

ITOAIOBH XOPMOHH. B nauanuata (1)33& Ha NeveHnero ¢e Habmonara KPaTKOBPEMEHHO HapacTBaHe Ha
CepyMHHMA ©CTpaiHOi ¢ TIOCHeABAINO INOHIKABAHE A0 CTOHHOCTH, KaGKBHTO CE& Habymogagar IpH
HOCTMCHOIIaY3a. B nosenero CHy9aM IIpes3 TEPBATE CECAMHNH Ha JICYCHHUCTO Ce Haﬁmonana KbBpBEHE.

BE3 OCHOBA Ha HaMaliBaHeTO Ha ITOJOBHTE XOPMOHH MOXKe fla ce Habo#aea II0ABaTa Ha HEKeIaHH
BE3OCHCTBHA: UeCTO TFOpel BBJIHM, YBEIMYEHO MOTeHe, HpoMina/monmbaBaHe Ha nudHEOTO,
HaMAagBaHe MM YBEIMYaBaHe Ha PasMEepa HA IBpPIHWTE, CyXa BarHHA, BarHHUT, BATHHAIHO TEYEHHE,
aKHe, TIPOMSIHA HA OKOCMJBAHeTO Ha TAIOTO (HaMaliBaHe, YBEIMYABAHE), CyXa KOKa, HAMABIBAHEe Ha
KOCTHATA Maca (ciel MHOTOMecedHO JeuerMe, oOpaTHMO CHeJl NPHINOYBAHETO), HApYIICHHA Ha
MEHCTpyalMATa, HAPACTBAaHE Ha CEPYMHI XOJICCTePHE.

B xmuHEuHO Dpoyusane ¢ 20 3MpABH KEHU ca HaGNIOAaBaHM CHENEMTe Hexenann epexru ¢ Lucrin
PDS Depot®: exem aa memeTo, axuTalys, TapAETHT H 60IKH B YIIIHTE.

Croumanny cvobuenusz: Thil KaTo JIEYIPOPENMH HMA4 MHOXECTBO HHIWKAIHH H CIGNOBATENHO
Pa3THE IPYHH NAUMEHTH, He BCHUKH HEKeHaHH peakiuH ca HabIoJaBany BbB BCAKA OT IPYHHTE

ManyveHTH.

TIpu Ta3u # APYTY UEKEKIMOHEHN QOPMH JISYNIPOPEIHE MA CHERHUTE CIIOHTAHHH ChOOIIEHM:

Obugu napyuenus: yBeNWdeH KODeM, ACTeHHd, BRINANCHMS, TEMIEDaTypa, Tpecka, HHQEKIHH,
rnaBoGoIHe, peakiy Ha GOTOTYBCTBHTENHOCT, 00mH 00K, IoyBaHus (CIEIO0THA KOCT).

Copdeynu u cvd06u Hapywiewus: aHTHHa, Opanmkapius, msmenenws B EKI/Hcxemud, ChpAeuHH
MyMOBe, CHPAEIHA HEOCTATHYHOCT, XMIEPTOHHSA, XHIIOTOHHS, BPEMEHHH HCXEMHYHH IPHCTEHIM,
CEPREYHH ApUTMHM, MHQADKT Ha MuOKapra, (uebut, Oenompobua emOONHA, MO3BYEH MHCYIT,
CHHKOI/3aryDa Ha Ch3HaHye, TAXMKapAus, TpoMO03a, BapHKO3HM OOJIKH.

Cmomamno-upesnu Hapywenus: NOBWINEH afleTWT, JMApH#A, XYONeHaNHa 73Ba, XK, nucdarms,
IIOBPEIIAHE, TacTPOHHTECTHHANLHO KBPBCHC, racrpCHHTECTHHATHH Hapymenid, 3aleK, aHopMaiHH
TECTOBE HAa YepHORpoOHMTE QYHKI(UH, HapymIEHHs Ha HepHoapoOHUTe (YHKLIHH, CYXOTa B YCTara,
razese, NelTHIHa A3Ba, PEKTANHHA TTOJIHITH.

Hapywenus na endoxpunnama cucmema: THabeT, ypenu9eHHe Ha [IHTOBHIHATA JKIIe3a.

Hapywienus Ha Kpb6OHOCHAMA 1 AUMDHA CUCTIEMA: ABEMHUSA, EKXUMO32, HaMaNeH WK yBenuyen Spoi
Ha JIGBKOIHTHTE, AHMpEneM, yBeJHYEHO NPOTPOMOHHOBO BpeMe H YACTHYHO TPOMOOIUIACTHHOBO

BpEMe, HaMaNeHH TPoMBOIIHTH.

Hapywienus wa memabonusma u xpaxenemo: nosumeHn BUN, nexunparpsd, NOBHINEHA IHMKOYHA
Kucenupa, Xunepiummumemus (oBm  xomectepon, LDL  xomecteporn, — TPHIIMLEDHIH),
xunepochaTeMus, XUIOTIMKEMHA, XHIIONPOTCHHEMHS, MOBHINEH KalluMH, HaMaleH KalHH,

IIOBHIIEH KpeaTHHHH, SASMH.

Hapywenus Ha MYCKYIHO-CKENCIMHAMA CUCTIEMA U CoeOUHUMENHAMA THHKAH: (udpoza Ha Tasa,

Gomky B KpaiiHunuTe, (YHKIMOHATHH HADYLICHHUA Ha KpafHHLHATS, M L W32, CIMHAHM

(paxTypH, SHKIIIO3KpALA CHOHVIIONATHS, TEHOCHHOBUTO HONOGHH &gﬁ
N

Hapywenus HG yenmpannama HEPEHA cucmema: CTpax, saMagfg®
naMeTTa, IIPOMEHH B HACTPOSHUATA, XHIeCTe3Hd, OelChHHe, JeT UE’I
HepBHOCT, HEBPOMYCKYIIHH HapyIlleHus, nepudepna HeBPOTIaTHA, DX
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CBCTOBBPTEK, M3TPRIBAHe Ha HACTH OT TANOTO, XamommHauud. MHOro psmko ce coobimaea 3a
HPHCTHIN Ba repuoBe. He e lokazana KayzanHocTTa Ha Jegennero ¢ Lucrin PDS Depot®.

Pecnupamopuy, epvOuu u MeOUaCMUNARHU HAPYWEHUST: HapyIleHHs Ha IIXATETHHTe IIHTHINE,
AWCIHeA, SIHMCTAKCHC, XEMONTH3a, KANUIHIA, 32llyliBaHe HA CHHYCKHTe, (apuHTHT, NeBpaHa
eysns, IEBPATHO TPHACHE, THEBMOHNS, Genopotua dubtposa, Geonpoben HHQMWITPAT.

Hapyuenus na xosicama u nooxoockama muxan: NepMaTHT, KOCOTIAM, PACTEX HA KOCATA, KOMCHH
0BpHBH, KOXHH YBPEXIaHWS, CYXOTa Ha KOXara, ChpOex, KapIMHOMH HA KOXaTa/YINHTe, TBLPIK
BB3€IIF€Ta B I'GPAOTO, IATMEHTALIIA, YPTUKAPHA.

Hapyutenus na oxomo, yxomo u GompewHomo yxo:: CyXOTa HA OUMYe, HapymICHMS HA BKyCa,
HapyIIeHHs Ha CHyXa, O(TAIMONOTHYHA HApYNICHHS, 3aMBIVIEHO 3peHue, oTchabeHo 3peHmne,
HapyINeHHs Ha 3peHHEeTO, THHHTYC.

Hapywenus wna  OGvbpeyume u  nuxounume nomnnya: COA3MM  Ha  HKOYHHS MEXyp,
GONKH/CBPBEXYYBCTBUTENHOCT Ha TBPAATS, THHEKOMACTHA, XEMaTypHi, YBEIHNEeHO/HACTORATETHO
OTRENAHE Ha YpHHA, MH(CKUMH HA NUKOYHWTE NBTHIN2, ofCTPYKLHM HA IMKOMHHMTE IIBTHING,
HapyIIeHUd Ha NUKOYHWTE NBTHIIA, aTpPOQHI HAa TECTHKYINTE, HaMalleH pasMep Ha TeCTHKYIHTE,
BONKE B TECTHKY/IHTE, MHKOHTHHEHIA, HapyHIeHKs Ha MEHCTPYANHATa, BIIIOYHTEIHO HIOOHIHO M
HPOABIDKHTENHO BArHHAHO KEPBEHE, NOJyBaHEe Ha lEHMCR, HAPYLIECHMA Ha NeHHCA, GONKH B
NpOCTaTaTa.

Hma crobmenna 3a n30XHpani Cliyday Ha aHa(IaKcuc.

HPma crobmenns 3a edeKTH Ha MACTOTO Ha TIPUACKEHHE, KATO Gonxu, Be3nIANeHye, cTeprien abenec,
HHIOYPAIHA 1 XEeMaToM.

CpofInenuaTa 3a CYHINAHA OMACHOCT ¥ ONATH 33 CaMoyBUiicTBO Ca MHOFO peIKi.

4.9. Iipeaczupane

0 1031 MOMEHT HIMa JaHHM 32 HHTOKCHKALIAL.

Zlopx nipy o3u OT mopanska Ha 20 mg NeYNpopeNyH aUeTaT AHEBHO B HPOABIDKEHHE HA [BE FOIIHHH,
H3TO/3BAHN NIPH PAHHHTE KIMHWYHE M3IMIBAHMS, HE Ca YCTAHOBEHM HOBH HekenaHu edextH. B

Citysali Ha Upejjo3upane NallMeHTHT Tpabea Fa Gbae mabmonapad. EBEHATYANHO ce NpenopsYBa
OPEANPHEMAHETO HA CHMITTOMATHYHE M TIOZUIBPIKAIA MEPKH.

5. DPAPMAKOJOIMYHH CBOMCTBA.

5.1. PapmMakoAHHAMMYNHA ARAHH

{apMakoTepaneBTHYHA IPyIa: AHANOT Ha TOHAZIOTPONUH-0CBODOKAARAMUS XOPMOH
ATC xom: LOZAE 02

AKTHBHOTO BEIIECTBO JISYTIPODENHH € CHHTSTHYEH AaHANOr ECTECTBEHHS TIOHANOPEiIRH, KOHTO
KOHTponupa ocBoOOXKIaBaHeTo Ha FoHamoTponHMTe xopmomm LH u FSH or npeasara wact Ha
xumopusara. Tesu XOpMOMM CTHMYIHPAT OT CBOS CIPAHA CHHTE3R.He

OBapHATTHHTE CTEPOHIIH.

3a pasnuKa OT (H3HOIOrHYHKA FOHAROPENHH, KOHTO ce ocroboiarafl
OPORBIKUTENHO TEPATIEBTHYHO NPIIOKEHHE JeYNpPOPeNuH arneraf
PELICHTOPH Ba XunodusaTa HEIPeKBCHATO M CHEN IIHPBOHARAN
HpeAU3BHKEA [eceHCHOMmTu3HpaneTo uM (“down”-perynamys). Ipu Begy
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CIEA ABe KO “ETHPM CeIMIy ce Habmonasa obparuma XMOOQHIHO CYNPECHT Ha 0cBOGOMIABAHETO
Ha IOHaZIOTPOIH C €AHOBPEMEHHO CHafiade Ha TeCTOCTEPOHA A0 HHMBO Ha KacTpanusd, ChOTBETHO Ha
HHBOTO H2 €CTPOreH A0 CTOMHOCTHTE CHeJl OBApeKTOMHIS KIIH OpH noctMmeHonaysa (<30 pg/ml) u mo

CIipaHe Ha PECAOBHATE MEHCTpYALpdd.

Toea crCTORHPE C HHUCKH HUBA Ha TECTOCTSPOHA, CROTBETHO HA CCTPOreHa CE 3ana3ea MIpe3s LAIoTo
BPEMETPACHE Ha HEUCHMETO. Toga goBexna no CIIpaHe Ha pacTeixa Ha KOpMOHd3ﬁBI’IGHNH/ITE TYMOPH,
Karo KapljHHOM HAa IIpocTarara, KaKTO M Ha MaTodHATAa H eKTONHIHATa eHOOMETpHanHa Tekaw. Ilo
TO3| HAa4YHH B XOMa Ha JISYCHHETO HACThIBA HO,I{OGPGHHC Ha cuMIToMaTHKara. Crnen [IpEKpaTaBaHeTO
Ha HIpenophbiaHars. IecTMeceyda TEpalnud Ha SHAOMETPHO34aTa PEeAOBHATZ MCHCTpPYallHd 3anodea
OTHOBO CpCOHO CHEN TPH Mecela.

5.2. @apMaKOKHHETHIHN CROHCTEA
Abcopbyus

Caep moxexipure Lucrin PDS Depot®, TeYHpopeuH & 0cBob03IABA HEMIPEKBCHATO 1Ipe3 Meprox
OT TPM Mecela OT CRIIOJNNMEpa Ha MileqHaTa KucelnHa. IIpH ToBa CEIIONMMEpET ce pe3opbupa KaTo

XUPYpruyeH IEBCH MaTepHaJL.
B pamkuTe Ha TpH 4Haca ciefl TIOAKOKHOTO HipkextHpake Ha Lucrin PDS Depot®, 3 mecena ce
H3MepBaT CPEeHHH BBPXOBHM cepyMHH HuBa or 21.82 (£ 11.24) ng/ml. PaBHo HHBO Cce IOCTUFa B
paMxure Ha 7 g0 14 num cnex MIDKeKUEATa. 4 CEAMHLH Gl MIDKGKUMATa € M3MEpeHa cpemHa

KOHUCHTpalls Ha nma3Marta or 0.26 (= 0.10) ng/ml. Tesu wnwea cnammaxa 12 cemMumm cnex
mrpxeximaTa Ha 0.17 (£ 0.08) ng/ml. Ilpn nepopanso NpriIoiKeHue JeyNpopeIliH aleTaT He [IOKasBa

BB3ICHCTBHE.
Pasnpeoenenue/memabonuzom/enumunupare

Pasnpenesniennero, MeTabONHIMET H eNHMHUHHDAHETO Ha JISYHPOPENIHH aleTaT NpH J0BEeKa He ca
Iokpall n3sCHEHH.

IIpy noBTOpHO NOJABAHE CE TIOCTHra TPAHHO MOHIDKeHME Ha HHBOTO Ha TeCTOCTepoHa B ofNacTTa Ha
KacTpanmsd, 6€3 HMBOTO Ha TeCTOCTEPOH Ja [OKa3pa BPEMEHHO IIOBHIUABAHE, KaKIO NP ITEPBOTO

HIDKEKTHpaHe.
ITepuomeT Ha MONMypaznafaHe 3a HepeTapaHPaHOTO BeLIECTBO e 2.9 gaca,
Kunemura 6 ocobeny KIUHUNHY cumyaynu

Kymetuxara NPy DAHHEHTH © OTpaHEYSHE (yHKIWH Ba JepERs Apob 1 GpOpemyTe He © m3cnenBana.

6. DAPMALIEBTHUYHH JABHHA
6.1. CnHCcBK HA NOMOMHATE BeMecTsa
IIpedunama xamepa ¢ AHOGUIUIAINA 30 UHICEKYUOHHA CYCRENCUL.

- CHIONKEMED H4 MIIEHUHATA KHCEAHHA 99.3 mg
~ MaHHTON 19.45 mg

Bmapama Kamepa ¢ pasmeopumenia 3d UHNCEKYHORKRA CYCNEHCUA!

- Harpuesa KapOOKCAMEeTENLIEYIO3a 5.00 mg
- MaHUTON 10.00 mg

7




- nomacopOar 80 1.00 mg
- BOZRA 32 HEDKEKIIHH 1.00 ml
- IielieHa OIeTHa KACEeNHHA Q8.

6.2. HechbBEMECTUMOCTH

Jlocera He ca H3BeCTHH.

6.3. Cpok Ha rogaocT

Ha ce uznonssa ¢ garata, o003Hagena BEPXY OIaKOBKaTAa.

Ja me ce ymorpebiBaT IpH NpOMsSHA HAa IBeTa Ha CYXOTO BEMECTBO HW/WiM NOMBTHABAaHE Ha
CYCTICHAHpaniia pasTsop.

JIHOGWIH3aTET M PA2TBOPUTENAT HMAT CPOK Ha FofHOCT 36 Mecena Ipefiy A2 Ce CMECHT.
6.4. CrennaiHH YCJIOBES HA ChXPaHEHNe

Ja ce cexpansea npu craifHa Temmeparypa (mom 25 °C), Ha 3amuTeHO OT CBETIHHA MACTO (B
OpHTHHANHATA oNlakoBKa). Ja He ce 3aMpassBa.

6.5. Janen 3a oODaKOBKATA

1 npeBAPHTENHO HAITBIIHEHA IBYKaMepHa CTpHHNOBKa ¢ uria 23G
1 6yTavio

1 TaMIIOH, HAOEH ¢ ATKOX0MI

JicToBKa: MH(OpMAAK 32 IIOTpeOuTenI

7. HOPHTEXATEJ HA PASPETHEHMETO 3A YOOTPEBA
Abbott Laboratories Ltd.,

Queenborough,

Kent,

ME11 5EL,
Obemuneno Kpanctso.

8. HOMEP(A) HA PASPEINEHHMETO 3A YIIOTPEBA

9. JITATA HA IT6PBO PA3PEIIABAHE/TIOJNHOBABAHE HA PASPEINEHHMETO 3A
YIIOTPEBA

10. JATA HA AKTYAJIBHPAHE HA TEKCTA

Axnpun 2004 r.




