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KPATKA XAPAKTEPHCTHUKA HA ITPOJAYKTA,
JAHHU BBPXY OITAKOBKATA H THCTOBKA
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Angpokyp deno 100 mg/m! HEDKEKLHOHEH Pa3TBOP
Androcur Depot 100 mg/ml solution for injection
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2. KAYECTBEH H KOJIMMECTBEH CHCTAB

AxTHBHO BelllecTro: Beska amnyna ot 3 ml csaspka 300 mg UHNIPOTEPOHOB ANETAT (cypmterone acetate) B
MAacCJIeH pasTBop.

3a IBIHUS CITHCHK HA NOMOI{HHTE BELUESCTBA, BHXKTE Touka 6.1

3. JIEKAPCTBEHA ®OPMA

HrxeknoHeH pasTBOp.
Yuct pasTBop, O3 BHAMMH YaCTHLIM.

4, KJINHUYHH JAHHHU
4.1 TepanepTHYHH IOKA3AHHA

[Torckane Ha THOKAOTO MPH CEKCYATHH OTKJIIOHEHHS Y MBIKE.
3a noTHcKade Ha MHOHIOTO [IpH CEKCYANHH OTKJIOHEHHA NMPH Mbxe, LunporepoHoB anerat 100 mg/ml moxe
J13. C€ W3TI0NI3BA, KOTaTO NPYTH UHTEPBEHIMM CE CHUTAT 33 HOMIOIXOASLIMN.

AHTHaHJpOreHHa TEparus [IpH HeonepaOUIICH KAPpLIMHOM Ha NPOCTATATA.

4.2 Jlo3HpOBKA H HAYHH HA OPHIOMKEHHE

HauuH Ha DpuaoxkeHUS
Mipkexunure TpaOBa a ce npunarat MHOTO 0aBHO. AHApoKyp Jerno ce npuiara caMo HHTpaMyCKYJTHO.

HeobxoauMo € cnelHaJHO BHUMAHHKE, 3a Ja ce u3berHe HHTpaBa3ajiHOTO HIDKEKTHpaHe.
o308 pescum
Homuckarne na 1ubuoomo npu cexcyanHy OMIOHEeH s Y MbiiCe

O06H4aifHO upe3 AbJ00K0 HHTPAMYCKYJIHO HH)KEKTHPaHe ce nmocTaps 1 amMnyna AHRpokyp Jlerno Ha BCEKH
10-14 nuy. Ao no M3KITIOYEHHE Ce OKAKe, Ye eeKTET € He3aIOBOJINTENeH, Ha BeekH 10-14 nau ce
[pHiaraT 2 aMITyJiy, o €AHa B JIABaTa H ASICHA 4acT Ha CeOaULIETO.

ITpoABIKHTETHOCTTA HA JIEYSHHETO C LIMTIPOTEPOHOB aleTaT TPAORA fia ce onpenend HHOHeuayanHo, Koraro
€ TIOCTHI'HAT 3aJI0BOJIATENICH PE3YJITAT, TEPANeRTUMHUAT edekt TpabBa aa ce noaILpXa ¢ Hai-HACKaTa
BB3MOXKHA A03a. Korato ce mpoOMeHa 034 MJIH KOraTo NpUeMEBT Ha LIUNPOTEPOHOB alleTaT ce
MpeyCcTAHOBABRA, TOBA TPA0BA 13 C& H3BLPILIRA [IOCTEIICHHO.

3a na ce crabunuznpa neueGHIAT edexT € Heo6XOMHMO NPOARLKHUTEHO NMpHJIaraHe Ha AHIOpokyp Jleno u
IO Bb3MOMHOCT eJHOBPEMEHHO NICUXOTEPAITEBTHYHO JIGUEeHHE,

Arnmuanopozenna mepanua npu Heonepabunen KApYUHOM HA NPOCMAamama
ITo 1 aMmys1a ceIMHYHO, pUIOKEHA ABIOOKO HHTPaMYCKYTHO.

JleuenueTo He TpaGBA Aa Ce CMHpA H 1034Ta HE TpAOBa J1a ce HamandBa cnel noxod
PEMUCHS.




Honwnuumenna undropmauua npu CREYUATIHE ZPYRHE RAHERTU

AHApPOKYP He ¢¢ mpenopbyRa NMpy MOMYETa U Maafexy noA 18-roguiuHa eu3pacT, NopaaH JIHMNca Ha JaHHU
3a ehHKAcHOCTTa M De30nmacHoCTTa MY,

Aunapokyp Jleno ue TpaGBa fa ce U3N0M3Ba Npe/d Kpasd Ha mydepTeTa, Thif KATO HE MOJKE J1a € H3KJIKOYH
HeOIArOIPHATHOTO MY BIIHSAHUE BBPXY PACcTEKa U BbPXY HecTaDUHUTE B3aHMOIEHCTEHA HA CHIOKPHHHHUTE
HKITE3H.

Hayuenmu & cmapyuecxka sv3pacm
Hsma ganH#, KOHTO Ja MOKa3aBaT HeoOXOAHMOCTTA OT KOPEeKIKA Ha J03aTa NPH MAaLMEHTH B CTapyecKa
BB3pacT.

Hayuenmu ¢ yepnuoopobnu napyutenus
Ynorpebara Ha AHapokyp Jleno € nNpoTHBONOKAa3aHa MPH KEHH ¢ YepHOAPoOHH 3a00sABaHHA (HaIp. aKo
IIOKA3ATEIMTE Ha YePHOAPOOHaTa BYHKLUMS He CC BB3BbPHAT KBM HOPMATHHTE NPOABKUTEIIHO BPEME).

Hayuenmu c 6v0Opeunu Hapyuenus
Hsama gaHHH, KOMTO /1a IIOKa3BaT HEOOXOAMMOCTTA OT KOPEKLMS Ha 7103aTa [IPH nauyeHTH ¢ Ob0peynu
YBpPEKIAAHHA.

4.3 IIpoTurOonoKazanun

Homuckane na 1ubuoomo npu CEKCYAIHU OMICTOHEHILA NPU MBMHCE

3a00sABaHKa Ha YepHHS apod:;

Cunapom Ha Dubin-Johnson, cuanpom Ha Rotor;

[IpemwecTBaly Wiv HATUYHHA YEPHOAPOOHH TYMOpPU;

Hannune uny aHaMHe3a 33 MEHHUHIHOMA,

H3rowmurenny 3a00NABAHHA;

Texka XpoHHYHA aenpecus;

AHaMHe3a WIH JaHHH 33 TpoMO0oeMDONHUHHE NpoLecH;

Texuk aHadeT ¢ MPOMEHH HAa CbAOBETE,

CHpPNOBHAHO-KJIETBYHA AaHEMUS;

CBpPbXYYBCTBHTE/IHOCT KbM JIEKAPCTREHOTO BEUIECTBO MJIH HAKOE OT NMOMOLUHHTE BELIECTBA;

AHMUAHOPO2EHHA MEPARUA NPU HEOREPADUICH KAPUUHOM HA RpOCMamama

o 3aboyIsIBAHMA HA YEpHHUA ApoD;
¢ (CuHapoMm Ha Dubin-Johnson, cunapom Ha Rotor;

[lpemquiecTramiy UK HAMTHYHA HEPHOIPOOHU TYMOPH (CaMO aKO HE €a METACTa3| OT KapivHOM Ha
MPOCTATATA);

Hanwuue Win aHaMHe3a 3a MEHUHTHOMA;

Hatourennu 3adonsBaHua (C M3KIIOUYEHHE HA HeonepabwieH KapLUMHOM Ha pOCTATaTa);
Texcka XpoHHUHA AETNIPECHI,

TlanHn 3a TpomMOOeMOOTHYHY IPOLIECH;

CBPBXUYBCTBUTENHOCT KbM JIEKAPCTBEHOTO BELESCTRO MJTA HAKOE OT MOMOLIHUTE BELIECTBA;

4.4 CrhnenHajaHy npeaynpexaeHHs M IPeINasHH MEPKH IPH YOoTpeda
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3AMOYBAHE HA JICUSHHETO, HA PETYJIAPHNA HHTEPBAJIH 10 BPEME Ha JICHEHUETO H BEHATA LIIOM CC MOABAT
CHUMITTOMM MM MPU3HAIIA HA XeIIaTOTOKCHYHOCT, AKO XeMaTOTOKCHYHOCTTA C€ [OTREPIU, IPHEMBT Ha
AHapokyp TpsaOBa /1a ¢ce npekKpaTH, OCBEH B CJyYAUTEe, KOraTO NPWUYMHATA 3a YBPEXKAAHETO € ApYyra, Harmp.
MeracTasu, KaTo B T€3M cTyqau JJCUSHHETO MOKE Aa NIPOAB/IKH CaMO aKo OYaKBAHATA [10J13a € NMO-TO/IAMa OT
pHCKa.

B MHOrO penkH cny4aH JOOPOKAUSCTBEHM U B OLIE MO-PEAKU Clyuad 3JI0KAYECTREHH TYMOPH, KOHTO MOrat
J1a A0BEAAT [0 XHBOTO3aCTpAlLABALIA HHTPa-ab10OMyHaANHa XeMoparus, ca Habmonasanu ciel ynorpebdara
Ha AHAPOKYP. AKO C€ NOABAT OILU1aKBaHUS B ropHaTa abjoMHHaTHa o0NacT, YBe/THYCHHE HA HEPHUA ApoO
MM NPU3HALM HA MHTpaalioMHHAIIHA XeMOparus, B THhepeHLHAIHATA IHarHe3a TPA0Ba Aa Ce BKITIOYH H
yepHOAPODEH TyMODP.

Menunzuom

CLoOuaBa ce 3a mosBa HAa MEHWHTHOM (€IMHUYEH UITH MHOKECTBEH) BLB BPL3Ka C YNoTpebara Ha
LUMIIPOTEPOHOB ALETAT, [PEAUMHO B J03H 25 mg H O-BUCOKH. PUCKELT OT MEHHHIHOM pacTe ¢ HapacTBaHe Ha
KyMynaTUBHATA 038 LIMITPOTEPOHOB alleTaT (BK. TOUKa 5.1). BUCOKM KYMYJIAaTHBHHM IO3H MOTAT J1a ¢¢
NOCTHIHAT MPU NPOAB/DKHTE/IHA ynoTpeda (HAKOIKO roIRHH) HITH [1PH 110-KPATKAa NNPOALIKHTETHOCT Ha
BUCOKH AHEBHH A03HU. [anmenTrTe Tpadea na Obvaat Habnro aBaHU 32 10983 HAa MEHMHIHOM CBITIACHO
KJIMHHYHATA MIpakTUKA. AKO NAIIHEHT, JleKyBaH ¢ AHapokyp Heno, e qUarHoCTHUHPaH ¢ MEHHHIHOM,
ACUEHUETO ¢ Anpokyp Jeno M Apyry NPOAYKTH, ChILPIKAIIH IIMNPOTEPOH, TPADRA Aa ce TNPEyCTAHOBH
3aBHHAru (Bxx. Touka ,lIpoTnBonokazaHus™).

CBIIIECTRYBAT JIOKA3ATENCTBA, Y€ PUCKBT OT MEHWHIMOM MOXKE [1d C€ HAMAJIH crel MpekparsaBaHe Ha
JIEYCHHETO C LIMITPOTEPOH.

Tpomboemboruunu uHyudenmu

Cho011iaraHo € 3a NosgBa Ha TPOMOOESMOOIHYHY HHLMACHTH IPH NAaUXSHTH, NpreMally AHIPOKYp, HO 33
cera NMpUYHUHHO-CIEACTRCHATA BPb3Ka HE € yeTanobBena. [ lanyenTn ¢ npeauliiny apTepranny Wik BEHO3HH
TPOMOO3HU/TPOMOOEMOOIMYHH HHUMIEHTH (BKA. OBI00KA BeHO3HA TpoMO03a, OenonpobeH eMOONH3IBM,
MHOKap/leH UHDapKT) MKW ¢ AHAMHE3a 3a Lepedpo-BACKYNapeH MHUMAEHT WK ¢ HaNpeIHAIO 3JI0Ka4eCTBEHO
3afonsaBaHe, ca ¢ NOBHILIEH pHCK oT ObaelH TpoMO0eMOOTHYHH HHUHAEHTH.

[1pn nauMeHTH ¢ HeonepabiIeH KAPUMHOM Ha MPOCTaTaTa, ¢ aHaAMHe3a 332 TPOMOOEMOOIHYHH NIPOLECH HITH
CTPAjAliU OT CBPIIOBHAHO-KIIETLYHA AHEMHS MJIM TEKbK JHADET CBC 3aCATaHE Ha ChJOBeTe, TPAOBa 14 Ce
Hanpasy BHUMATEMHA TIpelleHKa Ha ChbOTHOLIECHHETO PUCK/TION3a NP BCEKH MHAHBHAYaNEH ClTy4aH, npeau
OPEANMCBAHETO HAa AHAPOKYP.

Anemun
JIOKJIagBaHH ca CTYYad Ha aHEMHS 110 BPEME Ha JieweHHeTo ¢ AHApokyp. Eto 3auwo e HeoDXOAHMO PEIOBHO
v3cneraHe Ha OposA Ha EPUTPOLIMTHTE (10 BpeMe Ha JICUEHHETO.

Huabemuuyu

HeolGxoauM € cTpUKTSH MEAMLYHCKHM KOHTPOM TPV NAauyeHTH CTpajaiiy ot AuadeT, Thbid KaTo HyKaaTa OT
nepopaiHi aHTHAXAOETHYHH JIEKAPCTRA HIIM HHCYJIMH MOXKE 1A CE NIPOMEHH MO BPEME Ha NNIEYEHHETO C
uHcynuH (BX T. 4.3 IpoTusonokasanus ).

JampyoHeHo Ouane

Moske 1a ce MoABH YYBCTBO 33 HEJOCTUF Ha BR3AYX NPH JIeYeHUeE C BUCOKH 1031 AHApOKyp. [1pu
audepeHLManHaTa JMarHo3a B TE3H cnyvyaH TpAOBa fa ce WMa MpeIBHA CTHMYJIHPaWns €(eKT BBPXY
AUIIAHETO HIBECTEH 33 NPOrecCTEpOoH H CHHTETUYHY NPOTECTOrEHH, NPUAPYAKEH OT XHITOKATHHSA H
KOMIEHCATOPHA PECNMPATOPHA aIKAJI03a NPH KOATO CE CYHTA , Y€ He e HeOOXOIHMO CrIelIM(UUHO JeUEHHE.

Aopenokopmuxanna Qyukuun et
[lo speme Ha NeueHHETO, A/IPCHOKOPTHKANTHATA (yHKLMs TPAOBA 113 Ce H3C/IEBa NEPHOL

Anapokyp (Brk T. 5.3 IpenkIHHUYHE AaHHH 3a 563UHHCHDCT) T
€

Hpy2u cocmoanus ',.\ <
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KaxTo BCHMKY MAcTHHU pa3TBopyu, AHapokyp Jeno Tpadea na ce MHKEKTHpA CAMO HHTPAMYCKYJIHO H MHOTO
baBHo. benoapobHara MHKpoeMOONHS HAa MACTHH PAa3TBOPU MOXKE B HAKOH CiTydau [a AoBende A0 NpH3Haly
H CUMIITOMM, KATO KalWIHla, IHCcnHes v Qonka B repanTe. Moxke 1a uMa U ApYTY NIpH3HaLM U CHMIITOMH,
BKJIIOYMTEITHO BAa30BAaraTHU peakLMH, KaTO Hepa3noNoXKECHHUE, XHNEPXNW/Po3a, 3aMaiBaHe, MapecTe3Us HIIH
cuHkon. Te3u peakliMH MOraT fja ¢e TOABAT IO BPEME WM HEMTOCPEACTBEHO ClIe] HHXXCKTHPAHETO H ca
obpaTumu. JleyeHrneTo 0OMKHOBEHO € ITOALPAKALI0, HAITP. Ype3 MOJAaBaHE Ha KHCIIOpO.

1o OTHOLLUEHHE MOKA3aHHUETO ,,[IOTHCKAHE HA NHOHMIOTO NMPH CEKCYANTHN OTKIIOHEHUS™ TIPU MBIKE,
HaMaJIABAILHAT NHOHI0TO edieKT Ha AHJIPOKYP MOXKe Jla ObJe HaMaN€eH I1oJ1 BJWAHHE Ha TIPUEM Ha &JIKOXO.

Auopoxyp Heno codvprca enzunbenzoam

ToBa nexkapcTBO ChAbLPKa 1855.8 mg GeH3MnOEH30aT BLE BCAKA AMITYJId, KOUTO Ca CKBHBANICHTHH Ha
618,6 mg/1 ml.

4.5 BsaumopeiicTBHe C APYTH JIeKAPCTBEHH NPOIYKTH H APYTH JOPMH HA B3ANMOJCHCTBHE

BbIIpeku 4e He ca MpOoBexJaHH KITHHUHHH NPOYUBaHHUS 3a JICKAPCTBEHH B3aUMOAEHCTBHS, ¢ KaTO
nexapcTBoTo ce Merabonuzupa oT CYP3 A4, ce oyakBa ye KETOKOHA30, HTPAKOHA30/1, KIOTPHMAa3O0J,
PUTOHABHD ¥ Apyry uHxnOuTopr Ha CYP3 A4 notuckar meraGonusma Ha nUNpoTeponoR auerar. OT npyra
cTpana, HHAYKkTopu Ha CYP3 A4 kato pudaMnuuuH, GeHUTOUH W NMPOAYKTH, ChABP)KALLH HKBJIT KAHTAPHOH,
MOraT Ja HaMaJjisT HUBATa HA LMIPOTEPOHOB aLIeTaT.

OcHORaBaHKH CE Ha in vitro npoyysaHus, MoTHckane Ha udToxpoM P450 ensumure CYP2CS, 2C9, 2C19,
3A4, 2D6 € Bp3MOKHO NPH BUCOKH TepaneBTHYHH 103H o1 100 mg TpH MbTH AHEBHO LWITPOTEPOHOB aLIEeTaT.

PHCKBT OT CTaTHH-CBbP3aHa MHONIATHS WIH pab10MHONIM3a MOXKE [a C€ YBENUYH, KOTATO HHXHOUTOPH
HMGCoA (¢TaTHHH), KOHTO TbPBOHAYANIHO ¢ MeTabonusupar oT CYP 3A4, ce npunarar 3aeHO ¢ BUCOKH
TEPANEBTHYHN J03H [IMNPOTEPOHOE 2UETAT, Thi KATO MPeMUHABAT Mpe3 ChILKUI METADONTH3IBM.

4.6 DepTHIHTET, OPEMEHHOCT H KbPMEHE

Jleuenuero ¢ AHRpokyp [leno (32 ynorpeda npH MBKe) € HENPUIIOKHMO TIPH HKEHU.

4.7 EdexTH BppXy cn0cO0HOCTTA 32 IOPHPAHE H padoTa ¢ MaAITHHH

TpsaOra na ce 0O0LpHE RHUMAHUE HA MALIMEHTHTE, YHATO ACHHOCT H3HCKBA MO-roJiiMa KOHIIEHTpalus
(ranp.BogaYM HA MOTOPHH NPEBO3HH CPEACTRA, ONIEPATOPU HAa MalllMHHK), Ye AHApokyp Heno moxe na
NMpeAU3BUKa YMOPa, HaMaseHa paboTocnocobHOCT u HApYLIEHUs B KOHLEHTPALIHATA.

4.8 Hexenann JjeKapcTBeHH peaKnHu

Haii-uecTo A0KIanBaHWTe HEXKENAHU NIekapeTBeHH peakuud (HJIP) npu nanueHTH nmpHeMalik AHIPOKYp ca
HaMasIeHO TUOUI0, epeKTHIHA AUCHYHKIUA 1 00paTHMO UHXHOHPAHE HA CIIEPMATOrEHE3aTa.

Haii-ceprozuure HJIP npy naumenTy npueMaliny AHIPOKYP ¢a XeNaTOTOKCHUYHOCT, A00POKAYECTBEHH U
3NI0KAaUECTBEHN TYMOPH HA YepHAA Ipo0, KOWTO MOraT Ja JIOBEI4T A0 MHTPa-abJOMHHAIHA XEMOpPArusa H

TPOMOOEMOOAHYHH HHIIHAEHTH.

YecToTHTe HA noaea Ha goknaasaHute 3a Angpokyp HJIP ca obobuieHn B tTabiMuara no-aoiy.

MoOxe Ja Obae onpenenena ce knacuduunpat karo HJIP ,,c Heu3pecTHa wectoTa”.




CucremMHo- Mnoro yecrd | Hectn HeuecTn Peakn Muoro peaxkn | C HeH3BECTH:
oparLHa 2 1/10 >1/100 u 21/1 000 n 21/10000u | <1/10 000 4YecToTa
KIacHpUKAI U <1/10 < 1/100 < 1/1000
MedDRA
ToGpokaye- Menunrnom®* | Jlobpoxka-
CTBEHH H YEeCTBEHH H
3JI0KAYECTBEHH 3/IOKA4YE€CTBEHH
Heol.IA3MH 4epHOAPOOHH
Tymopu*
Hapylenus Ha Anemus™
KpHBTA H
aumipHaTa
CHCTEMA
Hapymennsa Ha Peakuus Ha
HMYHHATA CBPBbXUYBCTBH-
CHCTEMA TEJTHOCT
HapyuieHHs Ha YBenu4apaHe
MeTa00aH3MA H Ha TEIJ10TO UITH
XpaHeHeTo Hamansigane
Ha TEroTo
IIcuxu9IHA Hamansasane | denpecuBHu
HAPYILLICHHS Ha THOMIOTO, | MPOMEHH B
Epexrnina HaCTPOEHHETO
JHCYHKUMA | BeanokoieTro
(IpexoaHo)
Chp0Bu benonpobna
HApPYIIEHH S MACTHA MHK]C
embonua™®
Basoparannu
peakumu™®
TpombGo-
eMOONMHYHH
AHLUMAEeHTH ™!
Pecnuparopus, 3aTpyAHEHO
TOPAKAJIHH H ouiaHe™
MequACTHHAJH
H HAPYIIEHHS
I'acTponnTe- Uutpa-
CTHHAIHHA abJoMHHAHA
HApYWIEHHH xeMoparus*
Xenato- Xenaro-
OunapHn TOKCHYHOCT,
HaAPYIIEHHA KobnareHuua,
XeIraTur,
Uepnoapobuo
yBpexjaHe*
Hapymwenus na Obpue

KOAXKA K
NMMOAKOXKHA
ThKAH




Cucremno- MHoro yvecrun | Hectn HeuecTH Peaxu Muoro peakn | C HeH3BeCTH:
OparHHA =1/10 21/100 n 21/1 000 n 21/10 000 u < 1/10 000 JeCTOTA

KIacupurkanns <1/10 <1/100 < 1/1000
MedDRA

HapyumeHHs HA Ocrteonoposa

MYCKYJIHO-
CKeJIETHATA
CHCTEMA H
CheIHHATEN-
HATA THKaH

Hapywenun Ha | O0paTtumo I'nHekoMacTa
BRLINPOH3BOAN- | HHXHOHPaHe Ha

TEJTHATA CepMaTOreHe-
CHCTCMA H 34Ta
I'bPIATA

O0mu YMopa
HAPYIIEHHA H ["opeiny BBIHU
epeKTH HA IloTrene
MSICTOTO HA

NPpHIOKCHHC

"Buxre ,,JIporHBonokazanus”

*3a noseue HHGOPMALIKS, BUkTe ,,CNELIHATHU NPEAYTIPEKAEHH M NpeLIa3sHH MEPKH NpH yroTpeda”

'He ¢ ycraHOBEHA IPHYHHUHHO-CIIEACTBEHA BPb3Ka ¢ ynorpebaTta Ha AHAPOKYP

[1py MALKEHTH, KOWTO ¢a Ha TEpanua ¢ AHAPOKYp, MMGHAOTO U IOTEHTHOCTTA Ca HaMaJleHH, a GyHKUHATA Ha
rOHaAMTE € NOTHCHaTa. Te3H NpoMEHH ca o0paTUMH CHeM TIPEYCTAHOBABAHE HA TeparuAaTa.

B npoabakeHUe Ha HAKONKO ceaMuun AHApokyp Jleno noTHeka crepMaToreHesara B pe3yJIrar Ha
AHTHAHJIPOreHHOTO H AHTUIOHAAOTPONHO AeficTBUe. CrIepMATOreHE3aTa C€ Bh3CTAHOBABA IIOCTENEHHO,
HAKOJIKO Mecelia ClTe/l TPeyCcTAaHOBABAHE HA JIEYSHUETO.

Anppokyp Hemno npeau3BuKBa FrMHEKOMACTHS {ITOHAKOra B kOMOUHALUA ¢ YYBCTBUTEJIHOCT NPH AOKOCBaHE
Ha MaMWIMTE), KOATO OOHKHOBEHO OT3BYUARA Clie]] NPeKpaTaBaHe Ha ynorpedara my.

[TopobHO Ha BCAKO aHTHAHAPOIN€HHO JIEUEHUE, ABJArOTPAHHOTO MOHWKEHHE Ha aHOPOT€HUTE MOXKE Ja
IOBEJE A0 OCTEONOPO3A.

Crofwaea ce 3a NosBa HA MEHUHTHOM (&HHWYEH HUIIM MHOXECTBEH) BbB Bpb3Ka ¢ ynorpeda Ha
IMNPOTEPOHOR aueTaT (BRx. Touka 4.4).

Hsnonssana e Hait-noaxonamara MedDRA TepmuHonorduna sepcus (B.8.0) 3a onuceaHe Ha ONpeeJIEHH
peakuuH. TexHuTe CHHOHMMH W CBBP3aHH CHCTOAHUS HE ca U30pOEHH, HO TPADBA Ja ¢€ MMAT ChUIO B

npeaegua.

Chof11iapaHe Ha IONO3UPAHY HEewKelTaHH peakUHH
CroblapaHeTo Ha NOAO3MPAHH HEKCEIIAHH PEAKLIMH Clie/l pa3pellaBane 3a ynorpeda Ha IEKapCTBEHHS
NPOAYKT € Ba)kHO, TOBA MO3B0JIsABA Aa APOIBIKH HAOMIOIEHHETO HAa ChOTHOLIEHHETO 110JI38/PHCK 32
neKkapceTBeHus npoaykt. OT MEAHIIMHCKHTE CIEHANIUCTH Ce U3UCKBa 1d ChO0OLIaBaT BCAKA MOA03HpaHa
HEXKENaHa peakiivs upes

M3nbwnHuTENHA arenuys no neKapcreara
yi. ,,Jaman I'pyes” Ne 8

1303 Copmus

Tea.: +359 2 8903417

yebcalT: www.bda.bg

4.9 TIlpemozupamne




[TpoyuBaHUATA 33 OCTPA TOKCHYHOCT Cjle] NMpHIaraHe Ha €TMHUYHA 1034 LHNPOTePOHOB aLIETAT,
TEKapCTBEHOTO BEIIECTBO HA AHApoKyp Jleno, nokasear, Ye TOH € MPAKTHYECKH HETOKCHYEH. He ce ouaka
PUCK OT OCTPO OTpaBfAHE cJiell eAMHHYEH MHLIMASHTEH MTpHeM Ha 1034, MHOTOKPATHO I[IPEBULIABALIA
npenopwuaHaTa aeuebHa n1o3a.

5. @®APMAKOJIOTWYHU CBOMCTBA

5.1 <®apMaKkoJHHAMHYHH CBOHCTBA

dapmakoTepanesTyiHa rpyna: Autuangporenu, ATC kon: GO3HAOI
Anpapokyp Jeno e aHTHaHIpOreHEH XOPMOHAJIEH NIPOAYKT.

Ipu neuenue ¢ AHIPOKYp, HaManaBa JHOUAOTO M MMOTEHTHOCTT], @ FTOHAHATA PYHKUHS € YaCTHYHO
uHxubupara. Te3n npoMeHH ca 00paTHMHU Clle] CMpaHe Ha JISYEHHUETO.

L{MpOTEepOHOBHUAT aUeTaT KOHKYPEHTHO NOTHCKA eeKTa Ha aHAPOTCHUTE B TAPr€THHTE OpTaHH, Hamp. UMa
3alMTEH ePEKT BEPXY NPOCTaTaTa OT ASHCTBHETO HA AHAPOT€HHMTE, NPOUIM3AILH OT FOHAANUTE H/WIH OT
KopaTa Ha HaaOBLOpeUHUTE KITE3H,

HHpoTEpOHOBHAT aUETAT MMa LEHTpANeH HHXHOHpall edekT. AHTHMOHAAOTPOMHUAT eeKT BOAH IO
HAMAJTSIBAHE HA TeCTOCTEPOHOBATA CHHTE3a B TECTUCUTE U CbOTBETHO IO PEAYKIIHA HA CEPyMHATa
KOHLUEHTPALMS HA TECTOCTEPOHA.

[Ipu ynoTtpeba Ha BUCOKH JI03H LIMNPOTEPOHOB AlleTaT ce Hab/io1aBa BpeMEHHA TEHICHLMS KbM clabo
MOKa4YBAHE HA APOJAKTHHOBUTE HHBA.

MeHHHIrHOM

Bb3 0CHOBA Ha Pe3yNTATH OT KOXOPTHO CIHASMHUONOMHYHO NPOy4BaHe, IIPOBEIEHO BEB DpaHUHs, Ce
HabJ/110/1aBa BPb3Ka MEXIY LIMNPOTEPOHOB ALETAT U CIYYad HA MEHMHIHOM, KOATO € B 3aBHCHMOCT OT
KyMyJIaTHBHATa 103a. ToBa mpoy4BaHe € 0a3UpaHo Ha AaHHH OT (GPeHCKHA 3APaBHOOCUHTYPHTENEH (POHA
(CNAM) u Brmo4Ba nomnynawms ot 253 777 xeHu, uanohzpaiiu 50 — 100 mg TabneTky UUNpoTEPOH.
CnyuauTe Ha MEHHHIHOM, JIEKYBAHHU XUPYPTHYHO HWIIH Ype3 JIbHENCHEHHE, Ca CPABHEHH MEXKTY JKEHH C
eKCTTO3HIIWA HA BUCOKH HO3H LIMIIPOTEPOHOB alETaT { KyMYJATHBHA 4034 >3 g) H JKEHH, KOUTO ¢a UMAJTH
HHCKA eKCMO3ULHA HA LIMNPOTEPOHOB aleTaT (KyMylaTMBHA 003a<3 g). JleMOHCTpUpaHa € BpBL3Ka MEXIy
KyMYJIATHBHATA 1034 M OTrOBOpA.

Kymy.aTABHA 1033 YecToTa Ha 3a00aeBaeMocT (B HR,q; (95% CI) ?
NHIPOTEPOHOB AUETAT NANHEeHT-TOAHHH)
Hucka excnozuuus (<3 g) 4,5/100 000 Ref.
Excriosnuusa >3 g 23,8/100 000 6,6 [4,0-11,1]
12 036 ¢ 26/100 000 6,4 [3,6-11,5]
36 no 60 g 54.,4/100 000 11,3 15,8-22,2]
norevue 0T 60 g 129.1/100 000 21,7110,8-43,5]

? KopuryupaHa Bb3 OCHOBA HA BB3PACTTA, KATO 3aBUCHMA OT BPEMETO IMPOMEH/IMBA H HAJTMYKETO HA €CTPOTeH
MpH BKJIKOUBAHE

KyMynaTtreHa fo3a 12 g HampuMep MoKe Ja OTroBaps Ha eaHa roauHa edeHue ¢ 50 mg/nen 3a 20 aHx
BCEKH MeCelLl.

5.2 @DapMakoKHHETHYHH CBOHCTBA

AbcopOums ./ \Si’“
Cnen MHTPaMYCKYJTHO NPUIIOKEHUE LIMNPOTEPOHOB alleTaT ce OCcBODMmKAaBa HABHO H § até

i o
i

HHTPaMYCKYJIHOTO ACIO. {




AbconroTHaTa OHOHAIMYHOCT Ha LHIMPOTEPOHOB ALETAT Clie/l MHTPAMYCKY/THO NPU/IOKEHHE MOXKE [id Ce
MIPUEME 3a [Tb/IHA.

Pasnpenenenue

MaxcnmMantia cepymna xonieHTpanns 180 x 54 ng/ml ce noctura 3a okono 2-3 auu. Cnep TOBa CepyMHaTa
KOHLICHTpaLMA ce MOHIKaBa C TEPMHHANEH NMoykHBOT 4 £ 1.1 aAHKU. TOTATHUAT CEpYMEH KITHPHHC Ha
uHnpoTepoHoRB aterar € 2.8 £ 1.4 ml/min/kg.

[IunpOoTEpOHOB ALIETAT € NOYTH M0 CREP3aH ¢ mnasMeHus andyMuH. Okono 3.5-4% ocraBa HECBBpP3aH.
TBH KATO IIPOTEHHHOTO CBBP3BAHE € HECHELHQMUHO, IpoMeHNTE B KoHueHTpauuaTa Ha SHBG (rnobyiun
CBBP3BAL HOJOBHTE XOPMOHH) HE BJIMAAT BbPXY (PAPMAKOKMHETHKATA HA LIHITPOTEPOHOB aALeTar.

[Topagy ABNATHA NONYKHBOT HA TEPMKBHATHATA AMCIO3MUMOHHA da3za B 11a3MaTa {cepyMa) v 7 JHEBHMS
WHTEPBAJ] Ha A03HpaHe, NpY MOBTOPHO NMPUIIOKEHUE MOXKE Ad C€ O4AKBA aKYMYJTHPAHE Ha LIIHNIPOTEPOHOB
alerar B cepyMa. PABHOBECHO CBCTOAHHE MEXIY OCBOOOXKNABAHETO MY OT JEMOTO M SIMMHUHHPAHETO MY
MOKE 14 C€ OUaKBa clej > CeIMHLIH,

buotpaHchopmalius
| lunpOTEepOHOBUAT aLETAT c€ MeTabONH3Hpa N0 Pa3IHYHKU HAYWHH, BIJIIOYHTEIHO XHAPOKCHITUPAHE U
koniorupane. [nasHusT MetabonuT B HoBellikaTa wiasma e 153-xunpokeu cwenunenue. Ipes daza 1

LIMAPOTEPOHOBKA aLETAT NPEMHHABA 1TPe3 KaTaIuTHUeH MeTadoNH3bM C YHacTHe Ha uMToxpoM P450 ensima
CYP3A4.

EnvmuHupade
M3pecTHa YacT OT MPUAOXKEHATA 1032 CE €KCKpeTHpa HeNMpOMEHEHa B skJ/Ibukara. ITo-rofsimara 4acr ce
ekckpeTupa nox Gopma Ha MeTaboIMTH B ypHHATA U dekaniuTe.

5.3 IlpeakMHAHYHN AaHHH 3a 6€30NACHOCT

CucmeMua moKkcuUHoCcm
H3xosknalkn oT NpeaKNMHAYHH JaHHM, DasHpaHd Ha KAHHWYHH [IPOYYBAHHUA 334 TOKCHHHOCT NMPH
MHOTOKPATHO NMPHIOKEHNE, HAMA CIICUM(PHYSH PUCK TIPH XOpa.

Penpodykmusna MoKCHUHOCIN

BpeMeHHOTO noTUCKaHE PePTUANTETA Ha MBXKKH IUIBXOBE, [TIPEAU3BUKAHO OT €XeTHEBHO MEePOPATHO
TPETHPAHE B HHKAKBB CYYaH HE MOoKa3Ba, ye neueHHueTo ¢ AHAPoKyp Jdeno Moxe Ja npeIH3BHKa MPOMEHH B
COEPMATO30MAMTE, KOHTO OHXa MO Aa JOBeAAT A0 ManQopMalyy WM NOHIKABAHE HA QepTUIIUTETA B
KOTHJIOTO.

I'enomoxcuyHoC 4 KAHUEPOZERHHOCM

[TspBHTE NPU3HATH TECTOBE 33 FEHOTOKCHYHOCT, MPOREISHH C LIHIIPOTEPOHOB ALETAT, Ca OTPHHATENHH, HO
10-HATATHIIHMTE TECTOBE NTOKA3BAT, UC TOH MOXeE Ja NpeAH3BKKa paskioHeHus g JIHK (4 ysenudenne Ha
pectagpauunonHara akTHBHOCT Ha JIHK) B yepHonpoOHUTE KNETKH OT IUITBXOBE U MAHMYHH, KAKTO M B
MPACHO M3OJHpaHH YOBELUKH XeNaTOUMTH, kaTo HUBOTO Ha JIHK paswioHeHHsaTa B XEMaTOLUTH Ha KyU¢ €
MHOTO HHRCKO,

OGpaszysanero Ha oTkioneHus B JIHK ce nosyuasa npu XOHUESHTpaLMK, KOHTO MOTAT ja ce Haboaasar
[PH NPUEM Ha NpenopbYaHATa 1034 [UITPOTEpOHOB aleTar. EAHO OT nocsieAcTBUATA Ha IEYEHHETO C
LHMITPOTEPOHOB ALETAT I VIVO € YBEIUYSHATA 4eCTOTA HA N0ABA HA (OKANHH, BE3MOXKHO NPEHEOINTACTHYHH
YepHOAPOOHH JIE3HH C NPOMEHEHH KIETBYHH €H3HUMHM TMPH XEHCKH MIILX0BE H NOBHIIECHA Mwaw
YecToTa NIPU TPAHCICHHU IUTBXOBE HOCELIH OaKTepUaneH reH KaTo MUUICHA 33 MyTaLHH. . &@MP fin

KnuHUYHUTE H3NUTBAHUA J0Cera He MOTBbPIKIABAT YBEJIMUEHATA YeCTOTa Ha NOABa Ha
TYMOPH IPH XOp4, KAKTO U H3CNEABAHHATA 3a TYMOPOI'CHHOCT HA LHNPOTEPOHOB ALIET
rpy3a4y, He TIOKa3BaT NPU3HALM Ha cneldHYUeH TYMOPOTEHEH MOTEHLMAIT.
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Bce nak TpaGBa aa ce iMa rpeaRU/, Y€ NOJIOBUTE XOPMOHH MOTaT Aa NPeAH3BHKAT pa3pacTBaHE HA HAKOH
XOPMOHAJIHO 3aBUCMMU ThKAHU H TYMOPH.

KaTo uan10 HATHYHHTE TOKCHKOAOMMYHH HAXOAKH HE AaBaT OCHOBAHME 3a OTXBbPJIAHe Ha ynoTpebara Ha
AHAPOKYP NIPH XOpa, aKo e U3NON3Ba Chodpa3HO NOKA3aHMATA U B IPENOPBYAHHTE JO3H.

EkcrieprMeHTaIHUTE TECTOBE NOKA3BAT edekT, MoA00EH Ha TO3H HA KOPTHKOHNATE BLPXY HaaOBOpeynunTe
JKJ1E3M HA TTBXOBE M KYHETa C/1€ell 0-BHCOKH J03H, KOETO MOACKA3Ba Bb3MOKHOCTTA OT NOAOOHH eeKTH
ApH XOpa, TPETHPaHH ¢ MakcumanHa no3a 300 mg nHerHo.

6. GAPMAIUEBTUYHU JAHHH

6.1 CroHCEK HA MOMOIIHHTE BeUleCcTRA

PUHLUHHOBO MaCJI0 38 HHKEKLIUH
BensnnoeHzoar

6.2 HecLEBMeCTHMOCTH

[Topaau jiMnca Ha NpOyYBaHMA 34 CbBMECTHMOCT, TO3H JIEKAPCTBEH NPOAYKT He TpsadBa Na ¢ CMEeCBa ¢
APYry IEKApCTBEHH MPONYKTH.

6.3 Cpok na rogaoct

5 roguHH

6.4 CroenHaIHH YCJIOBHS HA ChXPaHEHHE

To3u nekapcTBeH NPOAYKT HE U3UCKBA CNIELMATHH YCIIOBHS HA CHXPaHEHHE
6.5 BHa H chaLPKAHHE HA ONMAKOBKATA

Angpokyp leno ce npeaoctass B aMITyJIU ¢ UBAT Ha kexnubap ot 3 ml, cTeKNO THN I, 0OnakoBaHH MO TPH
aMITyJ/IH B KAPTOHEHA Ky THsl.

6.6 CoenHajHn NpeAna3Hu MEPKH NPH H3XBLPJIAHE
Ja ce cpXxpaHaBa HA MACTO, HEOCTLIIHO 34 JeLA.

Heusrnons3saHuAT NPOAYKT WIM OTHAXBYHUTE MATEPHAITH OT HErO TpA0BA A4 C€ H3XBLPJAT B ChbOTBETCTBHE C
MECTHHTE H3HCKBAHHA.

7. MPUTEXATEJ HA PASPEINIEHUETO 3A YIIOTPEBA

Bayer AG
Kaiser-Wilhelm-Allee ]
51373 Leverkusen, I epmanus

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

Pervctpausones Homep: 20000273
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9. JIATA HA IT'bPBO PA3SPEIABAHE/IIOJHOBSIBAHE HA PARPEIIEHHUETO 3A
YIIOTPEBA

Jlara Ha nmbpeo pazpewapane; 08 oM 2000 1.
Hara Ha nocnegHo noaHopapane: 12 man 2011 r,

10. JATA HA AKTYAJIHINPAHE HA TEKCTA

08/2020
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