IHCTPYKIISA
AJIS1 MEIUYHOI0 32CTOCYBAHHS Npenapary

AHJIPOKYP® JIEITIO
(ANDROCUR® DEPOT)

Cknao:

diloya pewosuna: cyproterone;

1 Mt mpenapary mictuth 100 Mr TUIpoTEpOHY arerary B OJIHHOMY PO3YHHI;

1 amnyna (3 mu) npenapaty mMictuTh 300 Mr IUIIPOTEPOHY aleTaTy B OJMIHHOMY PO3UMHI;
donomixchi pewosunu: OCH3MIOSH30AaT, OJIisl PUITUHOBA JTSI 1H €KIIIH.

Jlikapcbka popma. Po3unH omifiHUMIA U151 1H €KITIH.

dapmakoTepaneBTHYHA rpyna. [ OpMOHM CTaTEeBUX 3aJ103 Ta MpernapaTH, siKi 3aCTOCOBYIOTh ITPH MATOJIOTIT
crateBoi cepu. AHTHAHAPOTEHHU.
Kox ATC GO3H AO1.

Kainiuni xapakTepucTukm.
Iloxazanns.
Anapokyp®-Jlerno npu3HauYeHUN IS 3aCTOCYBAaHHS BUKJIFOUYHO YOJIOBIKAM.

3aCTOCOBY€ETBHCS:
- JUISl 3HUKEHHS CTaTeBOrO MOTATY MPHU CTaTEeBUX BIAXWICHHSIX,
- JUTS TIAJIIaTUBHOI Tepamii MeTacTa3yrdoro ado JIOKAIbHO MPOrpecytoyoro HeonepabeabHOTro paKy
MepeaAMIXypOBOI 3aJI03H, AKIIO JiKyBaHHS aHAJIOTaMH JIFOTEIHI3y104uoro pensuHr-ropmony (JIPT') abo onepatuBhe
BTPYYaHHS BUSBHIUCS HEAOCTATHIMU a00 MPOTUIIOKA3aHUMU;
- MOYaTKOBO ISl 3SMEHIIICHHS TIPUTUIMEBIB JKapy, sIKL MOXKYTh OYTH CIIPUYMHEHI 3pOCTaHHSIM PiBHS
TECTOCTEpPOHY B CUPOBATIIl Ha MOYATKY JIKyBaHHA aro”icramu JIPT.

Ilpomunokazanns.
[Tpu 3acTocyBaHHI SIK MAJIIATUBHOI Teparii MPOrpecyrvoro paKy nepeaMixypoBoi 3aJ1031 Ta MOYaTKOBO AJIs
3MEHIIICHHS PUILIUBIB Kapy:
e 3aXBOPIOBAHHS TE€YIHKH;
o cunsipoM Jly6ina-J[>xoHcona, cunapom Potopa;
e ITyXJIMHU TIEYIHKY HUHI a00 B aHaMHe31 (JIMIIE Y BUIAKY, KOJIM MMyXJIMHA HE 3yMOBJIEHA METaCTa3aMu
paKky mepeaMiXypoBoi 3a103H);
e MEHIHTIOMAa HHHI a00 B aHAMHE31;
e BCTAHOBJICHI 3JI0SIKICHI 3aXBOPIOBAHHS a00 1M 103pa Ha iX HAsSBHICTH (32 BUHATKOM MIPOTPECYIOUOT0 paKy
nepeaIMiXypoBoi 3a103H);
e TSDKKA XpOHIYHA JETIpecis;
e TpOMOOEMOOTIYHI sIBUITIA HUHI 200 B aHaAMHE31,
e ITIJIBUIIICHA YYTIUBICTh 10 AIFOY0i pEYOBUHU a00 10 OyAb-IKOT0 3 KOMIIOHEHTB Mpenapary;
o JTUTSYUI Ta ITIUTITKOBUH BIK JI0 3aBEPIICHHS IMyOepTaTHOTO Nepioxy (nuB. po3ain «Crocid 3acTocyBaHHS
Ta J103M).
[Tpu 3acToCyBaHHI 3 METOIO 3HIDKEHHSI CEKCYaJIbHOTO MOTATY MPH MATOJIONYHKUX BIAXMICHHX Y cTaTeBiil chepi
Y YOJIOBUKIB:
¢ 3aXBOPIOBAHHS NIEYiHKH,
o cuaapom Jly6ina-J/[xoHcoHa, cuaapoM Poropa;
e MYXJIMHY TICYIHKK HUHI 200 B aHaMHE31,
e MEHIHTIOMA HHMHI a00 B aHaMHE31;
e BCTAQHOBJICHI 3JIOSKICHI 3aXBOPIOBAaHH: a00 Ti103pa Ha iX HAsBHICTH,
e TSDKKA XpOHIYHA JICTIPECIS;
e TPOMOOEMOOITIYHI CTaHN HUHI a00 B aHAMHE31;
e TSDKKI (POPMU I[yKPOBOTO J11a0eTy 13 CyJUHHUMH YCKJIaJHEHHSIMU;
e CEpHONO/AiOHOKTI THHHA aHEMIS;



e MJIBUIIICHA YyTJIMBICTH JI0 JIIF0UO0i PEUOBUHHU a00 110 OYIb-SKOT0 3 KOMIIOHEHTB Mpernapary;
e TUTSYMI Ta MiJUTITKOBUH BIK JI0 3aBEpILEHHS MyOepTaTHOrO Nepioy Ta JTH (AuB. po3aii «Crnocid
3aCTOCYBaHHS Ta J1031).

Cnocio 3acmocyeanns ma 003u.
In’exuii i pobutu ayxe nosuibHO. [IpenapaT npu3HayeHU TUIBKYU 711 BHYTPIIIHBOM'SI30BHUX 1H €KIIH.
HeoO0xiiHO peTenbHO CTEKUTH 3a THM, 100 peYOBHHA, SIKY BBOJASTH, HE TOTPANKIIA Y CyIUHY.

o J1J1s1 3HMKEHHS CEKCYyaJIbHOTO TIOTATY TPH MATOJONYHUX BIAXWICHHX Y CTaTeBill chepiy HOIOBIKIB.
BinxuneHHs y ceKCyallbHIN MOBEIIHIT MTOTPEOYIOTH JIKYBaHHSI JIUIIE Y BUMAAKY 3HAYHOI BUPA)KEHOCTI CUMIITOMIB
JTAHOTO 3aXBOpIoBaHHs. [leperyMOBOIO /I MPOBEACHHS JIKYBaHHA € Oa)KaHHs Nalli€eHTa JTIKYBaTHUCS.

BwmicT oxniei ammynu niperrapaty (3 mMir) BBOAATh KOokH 10-14 qHIB y BHIIIAI TTHOOKO! BHYTPIIITHBOM  SI30BOi
1H’eKIIil. Y BUHATKOBUX BUTAIKAX, KO €QEKT BiJ JIIKYBaHHS HEIOCTaTHIM, MOKHA BBOAUTH 2 aMITyJTH KOXKH
10-14 nHiB, 6akaHo 1Mo 3 M1 (BMICT OJIHi€T aMITyJIM) B TIpaBHid Ta JIiBUH ciqHUYHUN M’ 513 (M. glutaeus maximus).
Jns crabinizanii TepaneBTUYHOro e(heKTy HeoOXIIHO 3aCTOCOBYBaTH AHAPOKYp® Jleno TpuBanuii yac i, AKIIO
MO>KJIUBO, OTHOYACHO 3 TIPOBEACHHSM IICUXOTEPANEBTUYHUX 3aXO0/IB.
[Ticnst mOCSATHEHHS 3aI0BIIBHOTO TEPANEBTUYHOTO PE3YJIbTATY JOLIJIBHO 3MEHIIUTH 103y HUISTXOM ITOCTYIIOBOTO
301JIBIIIEHHS IHTEPBATY MK 1H €KIIISIMU. 3MEHIIICHHSI 1031 a00 MPUITMHEHHS PUHOMY TIpenapaTy MOBUHHO
BiI0yBaTUCS MTOCTYIIOBO.

(] Jlusg mikyBaHHS HeONepaOeIbHOTO PaKy MepeMIXyPOBOI 3aI03H.
Bwmict onniei ammynu nipemapaTty (3 Mi1) BBOJSATH MIOTHXKHA Y BUTJISA TITHOOKOI BHYTPIITHBOM SI30BOi 1H €KIIHI.
[Tpu moninmimeHHi cTaHy abo peMicii 3aXBOPIOBAHHS HE CIIIl 3MIHIOBATH NMPU3HAYCHY J03Yy Ipernapary abo
MPUITUHATHY JTIKYyBaHHS.

7] TlouaTkoBO /JIs1 3SMEHIICHHS IPUIUIMBIB XKapy.
Bwmict onniei amnynu npenapaty Anapokyp®-/leno (= 300 Mr) BBOAATH OTHOPA30BO Y BUTJIA TTTHOOKO!
BHYTPIIIHBOM SI30BOI 1H’ €KIIii.

Hobiuni peakuii.

Haiinommpenini no6iuHi peakxiii, 110 crocTepiraincs y NaieHTiB, SKi OTpUMYBaIH mpenapat AHIpokyp® Jermo,
BKJTIOYAIOTh 3HWKEHHS JTi01 /10, epEeKTHIIbHY TUC(YHKIIIO Ta 000POTHE NPUTHIUYEHHS CIIEPMaTOTeHE3Y.

Jo Haiicepio3HIMMUX MOOIYHUX PEaKIlii, 10 CIIOCTEePIraIucs y MaIli€HTIB, KI OTPUMYBAIH MpenapaT AHAPOKyp®
Jleno, HalleKaTh MEYIHKOBA TOKCUYHICTD, JOOPOSKICHI 1 3JIOSKICHI ITyXJIMHU TIEUiHKH, IO MOXKYTh MPU3BOJAUTH J0
PO3BUTKY BHYTPIIIHOYEPEBHUX KPOBOTEY, 1 TPOMOOEMOOJIIYHI SIBUILA.

YacToTa MoGiuHMX peakiiii, Ipo sAKi MOBITOMIIANOCS i yac 3acTocyBaHHs npenapary Anapokyp® Jerno,
MiJICyMOBaHa y HIK4e3a3Ha4yeHiid Tabnuii. Yactora BU3HAYAETHCS SIK JTyske JacTi (> 1/10), gacri (> 1/100 1 <1
/10), mveuacti (> 1/1000, <1/100), mooxunoki (> 1/10000, <1/1000) 1 piakicui (<1/10000). [ToGiuni peaxiiii, 110
OyJIi BCTaHOBJICHI TUIBKM M1 4ac MOCTMAPKETUHIOBUX JOCHIKEHb 1y AKUX YaCTOTY HE MOYKHA BU3HAYHTH,
3a3HAYAIOTHCS K «4aCTOTA HEBIZIOMAY.
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MOPYILICHHS MacH Tina XBOPHUX Ha
niabet
Ieuxiyni 3HIKEHHS [purniuenuit
posnaau nm0ino, HACTpIii, cTaH
epeKTHIIbHA HECITOKOIO
JTUCHYHKITS (TUMYacoBwMiA)
Backymnsphi Jlerenera
MOPYIICHHS MiKpoeMOouTis,
CIIPHYMHEHA
BBC/ICHHSIM
OJHUX
po3uuHiB**;
Ba3oBarajibHi
peaxiii**;
TpoMOO-
eMOoIvH1
aBuma**
3axBOpIOBaH- 3amumika **
HS TUXaJTbHUX
[UIAXIB,
OpraHiB
TpyAHO!
MOPOXKHIHU Ta
CePENOCTIHHS
3axBOpIOBaH- Hynora/ Imemivna
Hsl ceplis OJIIOBaHHSI XBOpoOa ceprist
[nyHKkoBo- BHyTpimHBO-
KHIIIKOBI YepeBHUIM
po3naau KpOBO-BHIMB**
T'ematoGimiap- [MeuinkoBa
Hi po3magn TOKCHUYHICTB,
BKIIFOYAIOYH
YKOBTSIHULIIO,
renaTur,
M4 HKOBY
HEIOCTaT-HiCTh
sk
3axBOprOBaH- Bucunanus
HS IIKipH Ta
i JIIKIpHOT
KIIITKOBUHH
Ilopywmenns 3 Ocreonopo3
Ooky
KiCTKOBO-
M’5130BO1
CHCTEMH Ta
po3maay
CIOJTy4HOL
TKaHUHU
IMopymenns 3 | 3BOpoTHE INinexomacTis TakTunabHa
Ooky MIPUTHIYEHHS YYTJIUBICTh
pemponyKTUB- | crepmaTore- COCKIB
HOI CHCTEMH HE3y
Ta rpyIHAX
3aJ103
3aranabHi ITigBumena
po3many Ta BTOMITIOBA-
MicCIIeBI HICTh, MUTTEBA
peaxkii 3arajibHa
OalayXicTh,
[IPUILTHBH
xapy,
MTOCHUJICHE

MOTOBHUIiJIEH-
HS, peaxmii B
micii 15’ ekl




3axBOprOBaH- TonoBHwMit OiTh

HSI HEPBOBO1

CHUCTEMH

JocmimkeHHs PiBenn PiBenn
MIPOJIAKTUHY KOPTHU30ITY
JIEI0 3HIDKECHUN
1 ABULLIEHU I

* JlonaTkoBy iH(hopMaliito 1uB. y po3aiii «[IpoTunokasanHsy».
** JlopaTkoBy iH(popMaIlifo TUB. y po3/isi « OcoOIMBOCTI 3aCTOCYBAHHS.

Jl71st onrcy KOHKPETHOI peakiiii, il CHHOHIMIYHUX Ha3B 1 OB’ SI3aHUX 3 HEIO CTaHIB BUKOPHCTaHI HalO1IbIIT
npuiiHaTHi TepMind MedDRA. Tepminu 1711 mo3HaueHHs HeOaKaHUX pPeakliid TPyHTYIOThCS Ha 8-if Bepcii
MedDRA.

IHOA1 pU 3aCTOCYBaHHI BUCOKUX 103 LIUIIPOTEPOHY AlETATy CIOCTEPIragocs He3HauHe IMiABUIIICHHS PIBHS
MIPOJIAKTHHY.

[Tpu nikyBaHHI mpenaparoM AHAPOKYp® Jlerno 3HMKY€EThCS CTaTEeBUI MOTAT 1 HOTEHIIIsl Ta IPUTHIYY€EThCs
¢byHKLisA cTaTeBUX 3a103. Lli sIBUIIa MMHAIOTH MICIsI IPUIMHEHHS TEparii.

AHapokyp® Jlerno BHACII 10K CBOET aHTHAHIPOTE€HHOI Ta aHTUTOHAJJOTPOITHOT /111 TPOTATOM KUIBKOX THKHIB
3aCTOCYBaHHS NPUTHIYYe criepMarorenes. [licis npunuHeHHs JiKyBaHHS BiH IOCTYIIOBO BiIHOBIIIOETHCS
IPOTSTOM KUJIBKOX MICSIIiB.

3acTocyBaHHs mpernapaty AHAPOKYp® Jlerno Moke MPU3BECTH 0 TiHeKoMacTi (110 1HOI TOEAHYEThCS 13
MIJBUILEHOIO YyTIUBICTIO TPYIHUX COCKIB IPHU JTOTHKY), 1110, K IIPABHJIO, MHUHAE ITICJIA BIIMIHU Mpenapary.
Sk 1 mpu 3acTOCyBaHHI 1HIIMX aHTHAHIPOT€HHUX IpenapariB, TpPUBaJIe 3HUKEHHI PIBHS aHAPOTEHIB 3a
JIOTIOMOT 010 TpenapaTty AHIpoKyp® Jlerno Mo)ke 3yMOBUTH PO3BUTOK OCTEONOPO3Y.

[ToBioMIISATIOCS PO PO3BUTOK MEHIHT1OM Yy 3B’A3KY 3 JJOBFOTPHUBAJIMM 3aCTOCYBaHHAM (YIIPOJOBXK KIJIBKOX POKIB)
npemnapary y no3ax 25 mr abo BHIIE.

Ilepeoosysanns.

PesynbpraTi gocmmakeHb rocTpoi TOKCUYHOCTI ITpenapary Miciis OJHOPA30BOT0 BBEJICHHS TOKa3ylOTh, 1110
LUIPOTEPOHY alerTaT (Jiro4a pedyoBrHa npenapary AHIpoKyp® Jlemno) - Maibke HeTOKCHYHa peuoBHHa. [licns
0JIHOPAa30BOI0 HEHAaBMHUCHOTI'O 3aCTOCYBaHHS JI03H, 110 Y KUIbKA Pa3iB IEPEBUIIY€ TEPAIIEBTUYHY, HE OUKYBaJIOCh
YKOJTHOTO PU3HKY TOCTPOI IHTOKCHUKALY].

3acmocyeannn ¢ nepioo eazimmocmi abo 200y8anus 2pyooio.
[Ipenapat He 3aCTOCOBYIOTh JKIHKAM.

imu.

AHnpokyp® Jleno He peKOMEHAYIOTh Ul 3aCTOCYBAaHHS JTAM Ta MiUTiTKaM (BIKOM 110 18 pokiB) uepes
BIJICYTHICTh JaHUX MPO Oe3neKy Ta ePeKTUBHICTb.

Anapokyp® Jlerno He MPU3HAYAIOTH JI0 3aBEPIIEHHS CTATEBOTO J03piBaHHSA, OCKIJIBKA HE MO)KHA BUKITIOUUTH
HEraTUBHMMI BIUIMB IIPENapaTy Ha picT Ta €HJAOKPUHHY CUCTEMY XBOPOTO.

Ocobaueocmi 3acmocysanus.

Ileuinka

VY xBopux, siki 3acTocoByBaiu AHApokyp®Jlerno, 3apeecTpoBaHi BUMAAKH PO3BUTKY I'€TaTOTOKCUYHOCTI, Y TOMY
YUCII1 )KOBTSHHIIL, TETIATUTY Ta TIEYIHKOBOI HepocTaTHOCTI. [1pu 3acTocyBanHi mpemapaty B 1031 100 mr 1 Buie
TaKOX MOBITOMIISIIIOCS TIPO JIETadbH 1 BUMAAKU. BIbIIICTh JETaTbHUX BUMAJIKIB CTIOCTEPIralvcs PH JTiKyBaHH1
YOJIOBIKIB 3 PO3MOBCIOPKEHUM PAKOM IEePEIMIXypPOBOi 3a71031. TOKCUYHICTh Mpenapary 3aJIeKUTh BiJ] 103U i
PO3BHUBAETHCS 3a3BUYAN MICIISI IEKITBKOX MICSIIB JIiKyBaHHs. [Iepe mouyaTkoM JiKyBaHHS, PETYIISIPHO MPOTITOM
yCBOT'0 MEPIOJy JIKyBaHHS Ta y pa3i, AKIIO CHOCTEPiraloThesl Oyab-sSK CUMITOMU T'€aTOTOKCUYHOCT, CJIij
IIPOBECTH JOCHIKEHHS QYHKIIT NEUIHKHU. SKI0 remaToTOKCUYHICTh M1ATBEPIKYEThCS 3a BIICYyTHOCTI 1HIIOT
NPUYMHU 11 BUHUKHEHHS (HAaIlPUKJIaJ 32 HasIBHOCTI METAacTa31B), 3aCTOCYBaHHS LUIIPOTEPOHY alleTaTy
PEKOMEHIY€eThCS BiAMIHUTHU. JIIKyBaHHS MOKHA MPOJOBKYBATH TUIBKH Y pa3i, SKIIO KOPHUCTH Bif Tepartii
IIEPEBAXKAE MOKIUBUN PU3HK.

ITicns 3acTocyBaHHs npenapaTy AHIpoKyp® Jleno y HOOAMHOKHMX BHUIIAJKaX CIOCTEpPIraBcsi pO3BUTOK



JTOOPOSKICHUX, a IIe PiJIIIe — 370SIKICHUX MyXJIMH NeYiHKA. B OKkpeMux BHUIaikax BHYTPIIIHHOUEPEBHI KPOBOTEMI,
CHOPUYMHEH] IUMH MyXJIMHAMHM, 3arpOKyBaiii )KUTTI0. [Ipu Gouto y BepXHiif YacTHUHI )KUBOTA, 30UIbIICHH] NEUIHKU
ab0 03HaKax BHYTpPIIIHbOYEPEBHOI KPOBOTEYI IiJ] Yac JIIKyBaHHs npenapaToM AHIpokyp® [leno mpu
nudepeHITifHIi 11arHOCTHUII CJTiI BpaXOBYBaTH HMOBIPHICTh HassBHOCT1 Iy XJIMHM MEYIHKH. Y pa3l HEOOX1THOCTI
JIKyBaHHS MpenapaToM CIIiJ] BiIMiHUTH.

Meninzcioma

[ToBigoMIsIOCs PO PO3BUTOK MEHIHT10M (OAHIET 200 MHOXXUHHHUX ), aCOI[IHOBaHHI 3 IOBTOTPUBAIUM
3aCTOCYBaHHSM (YIPOJIOBXK KUITBKOX POKIB) IUIPOTEPOHY aIleTary B 031 25 MT Ha 100y abo Butie. Ko y
nalie€HTa, SKUH JIKY€eThCs penapatoM AHIpokyp® Jlerno, JiarHOCTOBaHO MEHIHTIOMY, JIKYBaHHS MpernapaToM
AHapokyp® Jlero HeOOXiTHO MPUITHHUTH.

Tpomboembomuni asuwa

[ToBimOMIISAIOCS PO PO3BUTOK TPOMOOEMOOJIIUHUX SBUII y TAIE€HTIB, 5Ki 3aCTOCOBYBaJIM AHIPOKYp® [lero.
[TamienTtu 3 aprepiaabHUMU 200 BEHO3HUMH TPOMOOTUYHUMU/TPOMOOEMOOTIYHUMU SIBUILIAMH (HATPUKIIA]T
TpOMOO030M INIHOOKUX BEH, eMOOIIEI0 JIETEHEBOI apTepii, iHhapKkToM Miokapaa) abo 1epedpoBacKyIIpHUMU
XBOopoOaMu B aHaMHE31 Ta XBOpi 3 MyXJIMHAMU Ha Mi3HIHA cTaAii HameXaTh 0 TPYIH MiABUILEHOTO PU3UKY PO3BUTKY
y MOJATBIIOMY TPOMOOEMOOTI YHUX SBHIII.

Heo0xiaHO0 3 0cO0MMBOI0 00€PEkKHICTIO MITXOIUTH J0 MTPU3HAYEHHS MpenapaTy XBOPHM Ha HeolepaOeIbHUM pak
nepeaAMIXypoBOi 31031 3 TPOMOOEMOOIIUHUMH SBUIIIAMU B aHaAMHE31, TSHKKUMHU (POpMaMH IyKpOBOTO aiadeTy 3
YpaXXCHHSIMU CyIUH a00 ceprionoAiOHOKIIITHHHOIO aHEMi€l0. B KO)KHOMY OKpeMOMY BHUIAIKy HOTPiOHO 3Ba)KyBaTH
OYiKYBaHY KOPHUCTh BiJ JIIKyBaHHS 1 MOTEHIIHHUN PHU3HK.

Anemis

[Tin yac 3acTocyBanHs npenapary AHApokyp® Jleno moBioMIIsIIOCS MPO PO3BUTOK aHEMIl. 3BaXKalouM Ha LE, I
POTATOM yCHOTO MEPIOy JIKyBaHHS HEOOXITHO PEryJIsipHO pOOUTH aHAalli3 KPOBi 3 BUBHAYCHHSIM KIJIBKOCTI
€pUTPOIIHTIB.

ObMmin peuosun

VY maunieHTiB 3 IYKPOBUM J1iabeTOM I Yac 3aCTOCYyBaHHs npenapaTy AHapokyp® Jleno crocrepiranocs
MIiJIBUIICHHS PiBHS IYKPY B KPOBIi. 3 OTJISAY HA 1€, PEKOMEH/IYETHCS OCOOJIMBO PETEIHHO KOHTPOIIOBATH
BYTJICBOJIHUM OOMIH y TMAITI€HTIB 3 IIYKPOBUM J11a0€TOM, OCKIJIBKH i/ Yac JIKyBaHHS MpernapaToM AHAPOKyp®
Jlenio HeoOXiHa 1032 AJIs IepOpabHUX aHTH1a0eTHYHUX 3ac00iB 200 1HCYIIHY MOXe OyTH 3MiHEHA.

Ha mouarky nmikyBanHs npenapatoM AHAPOKYpR-Jleno Moxke 3’ IBIATUCS HETAaTUBHUM a30THUCTHI OajlaHC, SIKUA
BUPIBHIOETHCS POTSTOM HEPIOly 3aCTOCYBaHH. Y 3B’SI3KY 3 LI€I0 CTAPTOBOIO KaTaOOMIYHOIO JI1€10 HE CIiJ
npu3HavYaTu npenapat AHAPoKyp® Jleno npu BCTaHOBIECHHX 3JTOSKICHUX 3aXBOPIOBAHHAX a00 Mig03pi Ha IX
HasBHICTB (BUHSATOK - paK MepeaMIXypOBOi 3a103H).

3aouwxa

B okxpeMux BumaaKax Il 4ac 3aCTOCYBaHHS npenapaty AHIpoKyp® Jleno y BUCOKHX /103aX MOXKE CIIOCTepiraTucs
BIUYTTS 3aUILIKH.

[Tpy BUHMKHEHHI BIAUYyTTS 33AULIKH IT1]] Yac 3aCTOCYBaHHS mpenapary AHApokyp® Jleno npu audepeniiiinii
J1arHOCTHUII HEOOX1/THO BpaXxOBYBaTH RJIOMUIl CTUMYJIIOBAIBHUN BIIUB IPOT€CTEPOHY Ta CHHTETUYHHUX
IPOTecTareHiB Ha AUXaJbHY CUCTEMY, 1110 CYIPOBODKYETHCS T'IIOKAITHIEI0 Ta KOMIEHCATOPHUM PECIIPAaTOPHUM
askano3oM. BBakaeThcs, 10 Taki CTaHU HE MOTPEOYIOTh JTiKyBaHHS.

DyHKYis KOpU HAOHUPKOBUX 3AT103

[TpoTsirom ycboro nepioy JiikyBaHHS HEOOXITHO PEryJISIpHO NEPEeBipATH (QYHKIIO0 KOPU HATHUPKOBUX 321103,
OCKIJIbKH JTOKJTIHIYHI JaH1 CBITYATh PO MOKJIMBY CYIPECit0 BHACTIOK KOPTUKOIIOMOMIOHOTO e(heKTy mpernapary
Anapokyp® Jleno.

Cnepmamocenes

OOMeXeHHs CTIepMaToTeHe3y, IO MOAIBHO PO3BUBAETHCS MPOTITOM JIKYBAaHHS Ta MOXKE CYIPOBOJIKYBATHUCS
0e31uTi A/1IM, TIOCTYTIOBO BITHOBJIIOETHCS MiCIIs MPUIMHEHHS JTiKyBaHHs. [IpoTarom nekiipbKox MicsiiB, iHOAl 10 20
MiCSIIIB, ITiCI 3aKiHUEHHS TEparlii CliepMaTOreHe3 MOCTYIIOBO HOPMaTi 3yEThCS, MOBEPTAIOUUCH JI0 TOTO CTaHy,
KU OyB J10 TIOYaTKy mpuitomy npenapaty AHapokyp® leno. YomoBikam penpoayKTHBHOTO BIKY, AJIS SKUX Ma€e
3HAa4YeHHS PENPOAYKTUBHA 3/1aTHICTD MiCIs 3aKIHYEHHS JIIKYBaHHS, PEKOMEHAYEThCSL 3pOOUTH IIIOHAWMEHILIE OJTHY
KOHTPOJIbHY CIIEPMATOTpaMy JI0 MOYATKY JIKyBaHHS. TakKuM YWHOM MOXHA OyZie CIPOCTYBaTH MOKIIHE
HEOOIPYHTOBaH1 TBEPAXKEHHS 00 HACTAHHS OE€3IUTAAA Y OAABIIOMY B pe3yJIbTaTl POBEAECHHS
aHTHAHAPOTEHHOI Tepartii.

enpecis



Jit0 MUTIPOTEPOHY areTary iHOI1 OB’ A3YIOTh 3 MiJIBUIIICHOIO YaCTOTOK BUHUKHEHHS JEMPECUBHOTO HACTPOIO,
0COOJIMBO MPOTSITOM MEpIINX 6-8 THXKHIB JiKyBaHHS. [laiieHTH 3 Iempeciero B aHaMHE31 TOBUHHI 3HAXOIUTHUCS T
MWIBHAM KOHTPOJIEM.

Cepyeso-cyouHHi 3ax60pro8anHs

MoXyTb 3’ IBIATUCS HAOPSAKH Ta 30UIBLICHHS MacH Tifa. Y 3B’S3Ky 3 MM IUIIPOTEPOHY alleTaT CIij 3
00€epeKHICTIO MPU3HAYATH MallleHTaM 3 TPOMOOEMOOIIYHUMHU CEPLIEBO-CYJUHHUMHU 3aXBOPIOBAHHSIMHU.

Tnwi oani

Sk 1 Bci oniitHi po3unHU, AHAPOKYp® Jlerno BBOAATH JIMIIIE BHYTPIIIHEOM S30BO Ta JIy’Ke MOBLIEHO. Jlerenena
MIKpOeMOOTisi, CIPUYMHEHA BBEICHHSIM OJIIMHUX PO3YMHIB, MOXKE TIPU3BOAUTH JI0 PO3BUTKY TAKUX CUMIITOMIB, SIK
Kalllesb, 3aUIIKa Ta 011k y TpyasaX. Takok MOXKIIME 1HII CUMIITOMH, BKJIIOYAlOUX Ba30BarajibH peakilii, Taki K
HE3y>KaHHs, TIIepriapo3, 3a1aMOPOYCHHS, TapecTe3il Ta CHHKONaIbHUN cTaH. L{i peakiii MOKyTh BUHUKATH TIi T
yac abo Bizgpa3y micis iH’eKIii Ta € 000poTHIUMH. TakoX 3a3BHUaill 3aCTOCOBYIOTH MATPUMYIOUY TEpaIlito,
HATIPUKJIA]] BBEJCHHS KUCHIO.

[Tpu nmpu3HavenHi npenapaty AHIpokyp® Jlerno ass MiKyBaHHS NaTOJIOMYHUX BIAXUIIEHD y cTaTeBli chepi ciif
nam’sITaT, 110 alIKOToJIb MOXKE HEUTpalli3yBaTH BIUIUB MpenapaTy U010 3HIKEHHS CTATeBOTO MOTSTY.
Jooamxkosa inghopmayisn w000 okpemux epyn nayicHmis

llayienmu nimnbo20 8iKy

He icHye nanux, mo cBim4ath npo HeoOXiTHICTh KOPEKIIii J03M 7S MAll€HTIB JTITHHOTO BIKY.

Tlayienmu 3 neuinko6orw HedoCmamHicmio

3acrocyBaHHs npenapaTy AHApoKyp® Jlemo npoTuriokazane Mami€eHTaM 13 3aXBOPIOBAHHSIMU MEUIHKH (TOKU
napameTpH (pyHKIIIi IEUiHKH HE TIOBEPHYTHCS 10 HOPMU).

Ilayienmu 3 HupKo80I0 HedoCMamHicmio

He icHye ganux, 1mo cBiq4ath mpo HEOOXiTHICTh KOPEKIii JO3H ISl MALlEHTIB 3 HUPKOBOIO HEJOCTATHICTIO.

30amuicms eniueamu Ha WEUOKICMb peaKyii npu KepyeanHi a6mompancnopmom ado poooni 3 inuiumu
MexanizmMamu.

[MamieHTH, MTSUTBHICTD SKUX MOTPeOy€e MiNBUIICHOI yBaru (HaIpHKIIa ONepaTOpyu MaIlliH, BO/II TOIIO), TOBUHHI
BPaxOBYBaTH, 1110 3aCTOCYBaHHs npenapatry AHAPoKyp® Jleno Morke 3yMOBIIIOBATH BTOMJIIOBAHCTh 1 3HUKEHHS
AKTUBHOCTI Ta 37]aTHOCTI JI0 KOHLIEHTpAI]l yBaru. 3aTHICTh pearyBaTH MOKE 3MiHIOBATHCS TAaKUM YHHOM, 110
B110YBaeThCs 11 3HMXKEHHS LII0JI0 aKTUBHOI y4acT1 y JOPOKHBOMY pYCl Ta poOOTi 3 MEXaHI3MaMHu.

B3aemooia 3 inwmumu nikapcokumu 3acovamu ma inuii 6uou 63aemooiil.

Moske 3MIHUTHCH TTIOTpeda y IepopaibHUX aHTHU11a0eTHYHUX MpernapaTax ado 1HCYJIIHI.

Hespaxarouun Ha Te, 10 KIIHIYHUX JOCTIKEHb B3a€MOIiT penapaTy 3 JIKapChbKUMU 3ac00aMy He MPOBOIMIIOCH,
ajie OCKLUIbKH BiH MeTabouizyeThes 3a yuacTio hpepmenty CYP3 A4, odikyeThes, 110 KETOKOHA30J1, ITpaKOHA301,
KJIOTPUMA30JI, pUTOHABIp Ta iHII cribHI 1HTI01TOpH CYP3 A4 mpurHiuytoTh MeTab0I13M HUMPOTEPOHY areTarty. 3
iHImoro 60Ky, ingykropu CYP3A4, Taki sk pudamminuH, (EeHITOIH Ta JiKapchki 3aC00H, 110 MiCTATH 3BipOOiH,
MOXYTh 3HW)KYBaTH PiBEHb IIUIIPOTEPOHY alleTary.

bazyrounce Ha pe3ynbrarax IOCIIKEHb in Vitro, MOKHA IPUITYCTHTH, IO TPU 3aCTOCYBAaHHI BUCOKHX
TEpaneBTHYHUX /103 HUNpoTepony amneraty (100 Mr Tpudi Ha 100y) MOKJIHMBE iHTOyBaHHS TaKUX ()EPMEHTIB
cucremu nuroxpomy P 450, sk CYP2CS8, 2C9, 2C19, 3A4 1 2D6.

[Tpu ongHOwacHOMY 3actocyBanHi iHTIO1TOpiB HMGCOA (cTaTnHiIB) Ta BUCOKHMX TE€PANEBTUYHUX 7103 LIUIPOTEPOHY
aleraTy 4yepe3 OJHAKOBUU NMUISIX MEeTa00I3My IIUX PEYOBUH MOKE 3pOCTATH aCOIMOBAHUM 31 CTATUHAMHU PU3HK
Miorartii abo pabaoMioizy.

dapMaKoJIOTiYHi BJaCTHBOCTI.

DapmaxkoounaMixa.

[{unpoTepoHy areraT YNHUTHh AaHTHAHAPOTEHHY, TeCTareHHY Ta aHTUTOHAIOTPOITHY 110, 10 OyJia mITBep/pKeHa
MiJT 9ac TOCTI/PKeHb Ha TBApHWHAX Ta YYacTIO TOOPOBOJIBIIIB.

JOKIiHIYHI JOCTIDKEHHS

Anmuanopocenua 0is

[{unpoTtepoHy areraT KOHKYPEHTHO IMPUTHIUY€E BIUIMB aHAPOTEHIB, 1110 YTBOPIOIOTHCS €HJA0TEHHO Ta MOTPAIUISIOTh
€K30r€HHO, Ha opranu-mimeHi. lle mpusBoauts a0 61okaau Tpancaokauii DHT-penentop-kommiekcy B siipi
KJIITUHU. Pe3ynbTaTi eKcriepuMeHTIB KIITHHHUX KYJbTYP in Vitro, IPOBEEHI AJIs MEPEBIPKU BIUIMBY LIUIIPOTEPOHY




areraTty Ha (yHKINI pelenTopiB aHAPOTEHIB, BKa3yIOTh HA BUCOKY aHTHAHAPOTCHHY €(PEKTUBHICTh ITUITPOTEPOHY
arieraty. KpiM TOro, J1esiki TeCTOB1 CUCTEMHU in Vifro 3aCBi UMM HE3HAUHY YAaCTKOBY arOHICTHYHY 10
IIUIPOTEPOHY alleTaTy Ha perenTopy anaporeHis. L{umpoTtepony anerar nociadiroe abo mpunuHse
CTUMYJTFOBAJIbHY JIiF0 YOJIOBIUMX CTATEeBHUX TOPMOHIB Ha aHPOTE€HO3aJICKHI CTPYKTYpH Ta (QYHKIIII: 3aJI€KHO Bi
JI03M 3aCTOCYBAaHHS LIUMPOTEPOHY alleTaT Ha TBApUHAX CIPUYMHSE aTpo(ito BTOPUHHUX CTaTEBUX 3aJ103.
3IACHIOETHCS BIUIMB Ha (DYHKI[IIO S€UOK: CLIEPMATOre€He3 MPUTHIYYETHCS B 3aJIEKHOCT1 BT A03U. fIK 1Yy JIIOUHU, Y
co0ak, KpoJliB, CBUHEH Ta MaBIl MPUTHIYYETHCS J110110 BHACTIJOK 3aCTOCYBaHHS LIUIIPOTEPOHY alleTaTy.

VY mypiB Moxe BifOyBaTHCS MEPEIIKOKaHHA a00 3aTpUMKa IMOYaTKy mydepratHoro nepoay. Llumporepony anerar
MpUTHIYYE (HI310JI0TTUHE 3aKPUTTS 30HU POCTY KICTOK Ta I03piBaHHS KiCTOK.

[TopyuryeTtbest pyHKIISI pOOOTH CaldbHUX 3a7103, 3MEHIIIYETHCS TOBIIMHA €11 IepMICY .

JIikyBaHHS BariTHUX TBapHH IUIPOTEPOHY AIlETaTOM HMPU3BOAUTS JI0 MOPYIICHHS PO3BUTKY IIOJIA YOJIOBYOT CTATi.
3MiHCHIOETHCS BIUTUB HA TECTOCTEPOH3AJICHKH 1 MpoIiecH AudepeHItialii, o TPU3BOIUTh 10 BHHUKHEHHS OUTHII
a00 MEHIII BUPaXKCHUX SIBUI (peMiHizaiii.

l'ecmazenna 0is

Pesynbratu Tecty KnayGepra (kposi) 3acBiquuiy, mo e(peKTUBHICTh IUIIPOTEPOHY alleTaTy MICHsl MiAIIKIpHOTO
BBezZieHHs y 100 pasiB Oinbina, HDK e()eKTUBHICTH MporecTepoHy. B TecTax Ha recrareHHy [0 Ha IIypax
[UIIPOTEPOHY aIleTaT ITiCIs MIAMKIPHOTO BBEICHHS MPUOIM3HO TaK caMO €PEKTUBHUH, SIK 1 TIPOTECTEPOH.
Anmueonaoomponna 0isl

SIK 1 yci CHIIBHOIIIOYI T€CTAareHu, IUMIPOTEPOHY alleTaT Ma€ aHTUTOHAIOTPOITHI BIACTHBOCTI, 110 IPOSIBISIOTHCS Y
CaMIIiB MIPUTHIYCHHSIM POCTY SI€YOK, @ Y CAMOK — IPUTHIYCHHIM OBYJIAIII.

KniHiuHi 1ocaipKeHHS

Anmuanopocenua 0is

[{unpoTtepoHy areTaT KOHKYPEHTHO IPUTHIUY€ BIUIMB aHAPOT€HIB Ha OpraHU-MilleHl. Y JIofel onucaHi Taki
B32€MOIIOB’sI3aH1 CTaHU

IPUTHIYEHHS CTATEBOI0 MOTATY, 3HUKEHHS aKTUBHOCT CaJIbHUX 3aJ103, BIUIUB HA PICT BOJIOCCSA, 3aTPUMKA
aHJIPOT€HHUX IMITYJIbCIB POCTY B TKaHUHI IEPEIMIXYpOBOI 3aJ103H, IPUTHIYEHHS MepeIdacHuX MyOepTaTHUX
MPOIIECIB PO3BUTKY, TaK CaMO M y KICTKOBIM TKaHUHI.

T'ecmazenna 0is

[{unpoTrepoHy arerat — CUIbHOIIIOUYHIA TecTareH. 3rigHo 3 pesynbratamu Tecty Kaydmana 3aransHa qo3a 20- 30
MT IIpenapaty BkKe IPU3BOJIUTH A0 TpaHchopMalli eHA0MEeTpis.

Anmuzonaoomponua 0is

SIK CUITBHO/IIIOYMI TecTareH, UIPOTEPOHY alleTaT Mae MPUTHIYYBaIbHUN BIUIMB Ha LIEHTPAJIbHY HEPBOBY CUCTEMY.
UYepes Taky aHTHUTOHAJOTPOTIHY 10 HE BiIOYBA€EThCS MIABUIIICHHS CEKPEIlii 3BOPOTHBOI PETYIISIIT JIFOTETHI3yI0UOTO
TOPMOHY, X04a B pe3yJbTaT aHTHAHIPOT'€HHOI Jii HIUIPOTEPOHY alleTaTy aHAPOTeHH BUTICHAIOTHCS PELENTOpaMuU
rinoranamyca, 3 SKUIMH BOHH MalOTh HETaTUBHUI 3BOPOTHUI 3B's130K. 1le Oinbie cekperis JT0TeiHI3yI040ro Ta

(o KyJIOCTUMYJITIOI0YOI0 TOPMOHB MPUTHIUYETHCS T'€CTAreHHOIO JII€0 IUMPOTEPOHY areTaTy. BHacmaok 1poro
3MEHIIYEThCS PIBEHb TECTOCTEPOHY Ta ECTPOTeHIB Y CHPOBATII KpoBi. LI aHTUTOHAaIOTpOITHA [Iisl Y YOJIOBIKIB
nocnabyieHa, OCKUIbKY MPUTHIYYBaJIbHUM BILUTUB aHAPOTEHIB 3MEHUTY€ThCS Yepe3 aHTUAHAPOTE€HH 1 KOMIIOHEHTH
JII0Y0i PEYOBHHHU, 110 BIUIMBAIOTh Ha rIOTaJIaMycC.

THwui énaueu Ha pyHKYiIO eHOOKPUHHOT cucmemu

VY pasi 3acToCcyBaHHS IUMIPOTEPOHY arleTaTy KOHIICHTPAIls TECTOCTEPOHY Ta €CTPOTCH 1B 3HIKYETHCS.

He BusiBiieHo 3Ha4HOTO BIUTUBY Ha 17-keTocTepoinu Ta 17-keroreHHi crepoinu. Cekperis KOpTH30Iy 3aIUIIaEThCs
HE3MIHHOIO 200 3HWKEHO. DYHKIIS TrinoTaniaMo-Tinodi3zapHo-HaIHUPHUKOBOI OC1 Y TOPOCIUX NEPEBAKHAM
YHUHOM 3aJTUIIAEThC He3MiHEHO0. OIliHKA yCiX pe3ybTaTiB JJa€ MOXIJIMBICTh 3pOOUTH BUCHOBOK, ITI0 PEaKIliifHa
3IaTHICTh CUCTEMH, SIK TIPABUJIO, HE YIIKOJKEHA.

Dapmaxoxinemuxa.

[Ticnist BHYTPIMIHBOM'I30BOTO BBEJICHHS LIUIPOTEPOHY alleTaT MOCTYNOBO BUBLIBHIETHCS 13 BHYTPILIHBOM'SI30BOT0
neno. Mloro MakcuManbHuit piBeHb Y cHpoBartii cTaHoButh 180 [] 54 Hr/mi i mocsraeTses depes 2-3 mmi. [licms
[[LOTO PiIBEHh TOPMOHY y CHPOBATIII 3HIKY€THCS 13 KIHIIEBUM NIEPi0IOM HarlBBUBEICHHSI, 110 JopiBHIOE 4 [ 1,1
no6u. [ToBHMI KITIPEHC MUATIPOTEPOHY alleTaTy 3 CHPOBATKH CTaHOBUTH 2,8 [ 1,4 mi/xB/kr. [{unporepony amerar
MeTa0o0JIi3ye€ThCsI PI3HUMU IUIIXaMH, BKIIFOYAI0YH TIIPOKCUITIOBAHHS Ta KOH'Torarito. OCHOBHUI METa0OoIT y
Tu1a3Mi KpoBi - 150 -rigpokcunoxigae. Merabouni3m nepiioi pas3u karanizyeTbest FOJI0BHUM YuHOM pepmernTom CYP
3A4 muroxpomy P450. He3nauna yactuHa pUTHATOL 103U BUBOJUTHCS B HE3MIHEHOMY BUTJISAN 3 )KOBUIO. binbIma
YaCTUHA PEYOBUHU EKCKPETYETHCS Yy BUIIIA META0OIITIB 13 CEUEIO Ta KOBYIO Y CITIBBIAHOIIEHHI 3:7.
[{unpoTepoHy aneraT NpakTUYHO MOBHICTIO 3B A3Y€ThCs 3 anbOymiHaMu 1uia3mu. [Ipubnauzno 3,5-4 % 3aranbHOro




PIBHS CTEPOINy 3aIHMIIAETHCA Y BiIbHOMY cTaHi. OCKIJIbKH 3B’ s13yBaHHs 3 OlIKaMu Hecrienudivuae, 3MiHa piBHS
17100y iHY, 110 3B S3y€ CTATEBl CTEPOiAN, HE BIUIMBAE Ha (papMaKOKIHETUKY LIMIIPOTEPOHY aleTary. Y 3B’ 53Ky 3
TPUBAJIMM TIEPi0I0M HAIBBUBEICHHS i3 TUTa3MHU Y KiHIEBiH (a3i Ta 7-AeHHUM IHTEPBAJIOM J03yBaHHS IPU
6araTopa3oBOMY BBEIE€HHI MOYKHA OUYIKYBaTH KyMYJIAL[IO LUIIPOTEPOHY aneTary y cuposatii. [Ipubauzno yepes 5
TH)KHIB JIOCATAE€THCS pIBHOBAra Mi>k BUBLIbHEHHSIM LIUIIPOTEPOHY alETaTy 3 MO Ta HOro eNiMiHaLIEO.
AGcomoTHa 010JOCTYTHICTh HUIPOTEPOHY alleTaTy Micisl BHYTPIIIHHOM'A30BO1 1H'€K1Iii BBaKAETHCS MOBHOIO.
[TaninHs He BIUIMBaEe Ha (GapMaKOKIHETUKY LIUIIPOTEPOHY alleTary.

dapManeBTH4YHI XapaKTePUCTHKH.
Ocnoeni gizuko-ximiuni enacmugocmi:
MPO30PUN PO3YHH, 1[0 HE MICTUTh YaCTOK.

Hecymicnicmep.
Yepes BIICYTHICTh AOCHIKEHb CyMICHOCT1 JaHUH Mpenapar He CJIiJ1 3MIIIyBaTH 3 IHILIUMHU JIIKAPCHbKUMU 3ac00aMHu.

Tepmin npuoammnocmi.
5 pOKiB.

YmoBu 30epiranns.
30epiratu B HEIOCTYITHOMY TSI IITeH Micii mpu Temnepatypi He Buie 30 °C.

Ynakoska.
[To 3 mu B ammymi. [To 3 ammynu B KapTOHHI KOpoOLIi.

Kareropist Bianycky.
3a peuenrtom.

Bupoonuk. Bayer Pharma AG, Germany/baiiep ®apma Al', Himeuunna

Micue3naxomkenns. 13353 Berlin, Mullerstrasse, 178, Germany/
13353, bepnin, Mromnepuirpacce, 178, HimeuunHa.



