IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

PUCIIOJIENT®

(RISPOLEPT®)

Cknao:
Oitoua peuosuHa: risperidone;
1 TabneTka, BKpHUTa 000JIOHKOIO, MiCTUTD 2 MI' PUCIIEPULOHY;

donomidcHi peyoguHu: TAKTO3a, MOHOTIgpAT; KpOXMaJslb KyYKYPYA3SHUM; LIeI0JI03a
MiKPOKpPHCTaJIiYHa; TimpoMeo3a; MarHilo cTeapaT; KPeMHiI0 Ti0KCH[ KOJIOIGHNM Oe3BOIHM;
HaTpito naypuncynbdatr; tutany giokcup (E 171); Tanbk; IpOMineHTiKOIb; OpaHKeBO-
xoBTuu S (E 110).

JIikapcbKa ¢opma. TabneTku, BKPUTi 060TI0HKOIO.

OcHosHi (pi3uko-xiMiyHi 81acmueocmi: CBiTII0-OpaHXkKeBa, BUAOBXKEHA, IBOOINYKIIa, BKPUTA
000s10HKOI0 TabneTKa, 3 HanucaMu «Ris» i «2», po3mineHUME pPO3MOAibY0I0 PUCKOIO.

dapMakoTepaneBTHYHA rpyna. AHTUICuxoTr4Hi 3acobu. Kom ATX NO5SA X08.

dPapmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

PucrniepumoH - Lie ceeKTUBHUY MOHOAMIHEPriYHUY aHTArOHICT 3 YHIKaJbHUMU BJIaCTUBOCTIMU. Bix
BUSBIISIE BUCOKY adiHHICTE om0 cepoToHiHepriunux 5-HT, i modaminepriunux D,-perienTtopis.
PucnepupoH 3B’sI3yETHCS TAKOXK 3 (;-aflpeHEPTIUHNMHU PElleITOPaMu Ta 3 MEeHIO0I0 adinHicTiO - 3 H;-
ricTamMiHepriyHUMHU Ta A,-aJlpeHEePrivyHuMHU pelenTopamMu. Pucnepunon He BUSBIAE adiHHOCTI
BIIHOCHO XOJIiHEPTriYHUX pelenTopiB. Xo4a PUCIEPULOH € NOTYKHUM D,-aHTaroHicToM, 110
IIOB’SI3YIOTh 3 HOT0 e(heKTHUBHICTIO IIOI0 TPONYKTHBHOI CHMIITOMaTUKU KN30 PeHii, BiH He
CIIPUYMHSE 3HAYHOT0 IIPUTHIYEHHS MOTOPHOI aKTUBHOCTI Ta MEHIIIOI0 MipOoI0 iHOYKY€E KaTaJelcio
TIOPiBHSTHO 3 KJIACUYHUMM HEHpOJienTuKaMu. 30aaHCOBAaHUY IIeHTPAIbHUM aHTarOHi3M BiTHOCHO
CepOoTOHiHY Ta JodaMiHy 3MEHIIYE CXUIIbHICTh 10 eKCTpamnipaMifHux mo0iyHuX ePeKTiB i po3IupIoe
TepalleBTUYHUY BIJIMB IIpenapaTy 3 OXOIUIEHHSIM HeraTUBHUX Ta aQpeKTUBHUX CUMIITOMIB
mu30¢peHii.

dapmakokiHemuka



Pucnonent” y ¢popmi TabIeToK, 10 TUCIEPryIOTHCSA y POTOBIN MOPOXKHKHI, Ta PO3UKH IS
IIEPOPaIbHOTO 3aCTOCYBaHHS € 6i0eKBiBaleHTHUMY [0 TabIeTOK, BKPUTHX 000JI0HKOIO.

Pucnepunon metabomi3yeTbcs 10 9-TiIpOKCUPUCTIEPUAOHY, SKUM YUHUTD MOTIOHY 70 PUCTIEPULOHY
(hapMakoIoTiuHy mifo.

BcmokmyeaHHA.

[Ticnst nepopasbHOTO MPUUOMY PUCIIEPUIOH TOBHICTIO aBCOPOYETHCS Ta HOCATAE TIKOBUX
KOHI[eHTpaliil y I1a3Mi B Mexkax 1-2 roguH, y malieHTiB JIITHbOT'O BIKY - Y MeXaX 2-3 FOfuH.
AGcormoTHa 6i0IOCTYIHICTS IiCIs TepopaibHOr0 3aCTOCYBaHHS PUCIIEPUAOHY CTaHOBUTH 70 % (CV
25 %). BigHocHa 6i0mOCTYIHICTE Tic/s TepopaIbHOr0 3aCTOCYBaHHS PHCIIEPUTIOHY Y TabneTKax
ctaHoBUTb 94 % (CV = 10 %) y nopiBHSAHHI 3 3aCTOCYBaHHAM y (opMi po3dKHy. [Ka He BIIKBa€ Ha
abcopO1ito mpemnapary, TOMy PUCIIEPUIOH MOXKHa IIpU3HaYaTH He3aJeXKHO Bifl mpuiioMy ixi.
A6comoTHa 6i0MOCTYIHICTb CTAaHOBUTE 66 % y IBUAKUX MeTabomizaTopiB, Ta 82 % - Y IMOBIJIbHUX.

Po3nooi.

PucnepupmoH MIBUOKO PO3MOOiNAETLCS B opranidmi. O6’eM po3mominy cTaHOBUTE 1-2 n/Kr. V mna3mi
PHUCIIEPUIOH 3B’SI3YETHCS 3 aIbOYMiHOM i KMCIMM «,-TJIiKompoTeinoM. Pucmepumon Ha 90 %
3B’A3y€eThCA 3 OiiKamMu I1a3Mu, 9-rifpokcupucnepunon - Ha 77 %. PiBHOBazkHa KOHIIEHTpaLlis
PHUCIIEPUIOHY B OpPraHi3Mi y OilbIIOCTI IallieHTIB JOCATAEThCA ITPOTSIroM 1 gHs. PiBHOBaxkHa
KOHIIEHTPaIis 9-TigpOKCHPHUCIIEPUAOHY JOCATAETLCA ITPOTIroM 4-5 mib.

biompaHcpopmauia ma euse0eHHs.

Pucnepupmon MetabomidyeTbcs nuToxpomoM CYP2D6 mo 9-rimpokcupucnepumgoHy, SKuit YnHUTh
aHaJIoTiYHy pUCTIEPUAOHY (hapMaKOoJIOTiYHy fifo. PucrepumoH i 9-TifpoKcupucnepunoH yTBOPIOIOTh
aKTHBHY aHTUICUXOTUYHY (ppakuito. L{lutoxpom CYP2D6 minnaeTscsi reHeTUUHOMY nomiMopdizmy. V
mBUOKUX MeTabomizaTopiB CYP2D6 pucnepumoH MBUAKO IIEPETBOPIOETLCSA Ha 9-
TiIpOKCUPHUCIIEPUIOH, TOMI K Y MOBiIbHUX MeTa00J1i3aTOPiB PUCIIEPUIOH IIEPETBOPIOETHCS HabaraTo
NOBiNbHiIIIE. X0Ya ¥ MIBUAKKAX MeTab0I1i3aTopiB KOHIIEHTpallii puCIiepumoHy Ta 9-
TiIPOKCUPHUCIIEPUOHY HUXKYi, HiXK y MOBiIbHUX MeTabo1i3aTopiB, apMaKOKiHETHKA PUCIIEPUAOHY Ta
9-rigpokcHpHCIepUAOHy V¥ KoMOiHalil (TOOTO aKTUBHOI @aHTUIICUXOTHUYHOI (hpaKIlil) micyisg pa3oBoli Ta
HaraTopa3oBuX 103 y UIBUAKUX Ta MOBiNbHUX MeTabomnizaTopiB uutoxpomy CYP2D6 nopibHa.

[HmuM misixoM MeTaboJ1i3My pucnepuiony € N-me3ankinyBauHs. [locmigKeHHs in vitro Ha
MIKpOCOMax IeYiHKY JIIOOUHY [T0Ka3aJsy, 10 PUCIIePUAOH YV KJIIHIYHO 3HaYYLIUX KOHLIEHTpallifX He
IPUTHIYYy€e 3HAYHO MeTaboI1i3M JTiKapCchbKUX 3aco0iB, sKi MeTaboIi3y0ThCs i30epMeHTaMu
muroxpoMy P450, Bkmrowatouu CYP1A2, CYP2A6, CYP2C8/9/10, CYP2D6, CYP2E1, CYP3A4 ta
CYP3A5. Yepes TukKOeHs Iicng 3acTocyBaHHS npenapaTy 70 % po3u BUBOAUTLCA 3 cevelo, 14 % - 3
KajoM. KOHIIeHTpallisl puCIepuAoHy i 9-TifpOKCUPUCIIEPUNOHY y cedi fopiBHIOE 35-45 % NpUUHSATOL
MO3U. IHIy YaCTUHY CTAHOB/ISATh HEaKTUBHI MeTabomiTu. [Tic/ist mepopanbHOTO MPUOMY Y XBOPUX Ha
TICUXO03H I1epiof] HaMiBBUBEIEeHHS CTAHOBUThL MPUOIN3HO 3 roguuu. [lepion HamiBBUBENEHHS
O-TiIpOKCHUPUCTIIEPULIOHY Ta aKTHBHOI aHTUIICUXOTAYHOL Ppakiil focsirae 24 TofuH, a y Nalli€HTiB
JITHBOTO BiKY - 34 TOOUH.

JIiHitHiCMb.
KonneHnTpatii pucriepumoHy B IJla3Mi IIPOIOPIIiiiHi 031 mpemnapaTy (B MeXkax TepaleBTUYHUX [03).

ITauieHmu AiMHbO20 8iKY Mma nayieHmu 3 nopyweHHAMU GYHKUii HUPOK, neyiHKU.



Y xopi (papMaKOKiHETHYHOT0 [OCTiAKEHHS 0IHOPa30BOr0 IPUKXOMY IIpernapaTy nalieHTaMu
JIITHBOTO BiKy OyJ10 TPOOEMOHCTPOBAHO, IO Y TAKWX TallieHTiB Ha 43 % BUIIUM PiBEHb
KOHIIEHTpAIlil aKTUBHOI aHTUIICUXOTAYHOL Ppakilil, Ha 38 % moBmINii Iepiof HalliBBUBEAEHHS
Ta Ha 30 % 3HUKEHUM KIipeHC aKTHBHOI aHTUIICUXOTUYHOI (QpaKIIii.

Y mopocnux maIfieHTiB 3 TOPYIIEHHSAM (YHKIil HUPOK 3HaYeHHS KJIipEHCY aKTUBHOI PpaKiiil
cTtaHoBuiO ~ 48 % Bif Takoro y mopocnux 0e3 mnopyiieHsb QyHKIII HUPOK. Y HOPOCTUX
MAI[iEHTIB i3 TAKKUM IMOPYIIEeHHAM (QYHKIIl HUPOK 3HaYeHHS KIlipeHCYy cTaHoBuio ~ 31 %
Bif Takoro y mopocnux 0e3 mopyieHs GyHKINI HUpoK. Ilepion HamiBBUBeIeHHS aKTUBHOI
¢dpakuii ctaHoBuUB 16,7 rom y MOIOAXX IOPOCHIMX Malli€HTiB, 24,9 rof y HOPOCIuX i3
IIOMIpHUM TIOpPYIIeHHSIM QyHKIIIi HUpoK (a0o moBmwmM y ~ 1,5 pasa 3a TakKuil y MOJIOOUX
IOPOCIIUX TIAIIiEHTIB) Ta 28,8 rof y MallieHTiB i3 TAXKKUM MOPYIIeHHSIM GYHKIIII HUPOK (abo
noBIMM y ~ 1,7 pa3a 3a TaKuil y MOJIOAUX JOPOCIIUX TAIiEHTIB). Y Malli€HTIB 3 II€YiHKOBOIO
HEeOCTaTHICTIO CIIOCTepiraarucs HopMabHi piBHI KOHIIEHTpAIlil pUCIIEPUOOHY B IIJIa3Mi, ajie
cepenHe 3HaYEHHS BibHOI (pakiiii pucnepumony y mua3mi 0ymo 36inbinene Ha 37,1 %.

[licns mepopalbHOTO 3aCTOCYBaHHS 3HA4YEHHS KIIIPEHCY Ta Iepiofy HaliBBUBEOEHHS
PHUCIIEPHIOHY Ta aKTUBHOI aHTUIICUXOTUYHOI (hpaKiiii y MallieHTiB i3 TOMipHUM Ta TSXKKUM
MOPYIIEHHSAM (QYHKIIII MeYiHKKU CYTTEBO HE BigPi3HSIKCS Bifl TAKUX y MOJIOAUX 30OPOBUX
NOOPOBOJIBIIIB.

Himu.

dapMakoKiHeTHKA PUCIIEPUIOHY, 9-TiIPOKCUPUCIEPUIOHY Ta aKTUBHOI aHTUIICUXOTUYHOI (paKiii y
miTed momiOHA OO TaKol Y JOPOCIIHX.

Cmamb, pacosa npuHa/exicHicms ma KypiHHA.

[Monynsauiiitauii papMaKOKiHETUUHUM aHalli3 He BUSIBUB BUAMMOIO BIJIUBY CTaTi, BIKy UM 3BUYKH
KyPUTHU Ha (papMaKOKiHETHUKY PUCIEPUAOHY UM aKTUBHOI aHTUIICUXOTUYHOI (ppaKiiii.

KniniyHi XxapakKTepHCTHKH.
Iloka3zanus.
- JlikyBaHHS mMU30(]peHi];

- JiKyBaHHSI MaHiaKa/IbHUX €Mi30[1iB Bifl IOMIPHOTO [0 TSXKKOT0 CTYIIeHSI NpHU OiMOIapHUX
po3napax;

- KOpPOTKOYacHe JIiKyBaHHA ([0 6 THMKHIB) BUpaXKeHOl arpecil y MallieHTiB 3 feMeHIi€0
aNbIreMepiBChbKOT0 TUIY Bifl MOMIPHOTO [0 TSXKKOT'O CTyIEHS IPY iCHYBaHHI 3arpo3u 3alofiTHHS
MKOAX co0i M iHIIUM Ta IIPU BiICYTHOCTI BiANOBiAi Ha HeapMaKOIOTiYHi MeTOOY JIiKyBaHHS (OUB.
po3minu «Croci0 3acTocyBaHHS Ta g03u» Ta «OCOOIMBOCTI 3aCTOCYBAHHS »);

- CUMIITOMaTH4YHe KOPOTKOCTPOKOBeE JIiKyBaHHS ([0 6 TUXKHIB) BUpaXKeHOl arpecii mpu po3nafax
TIOBENiHKY y [iTel Bif 5 pOKiB Ta MiAJiTKIB 3 PO3yMOBUM PO3BUTKOM HUXKYE CEPETHLOTO abo
PO3YMOBOIO BifICTaJIiCTIO, OiarHOCTOBAHOI0 3a KpuTepiamu DSM-IV, y 9KuX TAKKiCTb arpecuBHOi abo
iHITI01 IeCTPYKTHBHOI IOBEiHKY BUMarae (papMaKoJIOTigYHOTO JIikyBaHHS. PapMaKOoTridyHe JTiKyBaHHS



IIOBUHHO OyTU HEBifl'€MHOI0 YaCTHHOIO KOMIIJIEKCHOI IPOTrpaMu JIiKyBaHHS, 110 BKJII0Ua€
TICHXOJIOTIYHY MifTPUMKY Ta BUXOBHI 3aX0au. PeKoMeHayeThCs, o6 Pucmonent’ npu3HadaBCcs
daxiBueM y ranysi gUTS40l HEBPOJIOTil, UTAYO0I Ta MiAiTKOBOI mcuxiaTpii abo nikapeMm, siKui Mae
OOCBIf JIIKyBaHHS IOBEIIHKOBUX IOPYILIEHD V AiTe! Ta MiAJiTKiB.

IIpomunoka3aHHs.
linep4yyTnuBIiCTh IO aKTUBHOT'O KOMIIOHEHTa abo 1o 6ymb-5SKO0I JOTIOMiKHOI peUOBHMHU TIpenapary.

IeMeHnIris Ta cuMnToMu xBopobu ITapkincoHa (purimHicTh, OpaguKiHesis Ta MapKiHCOHIYHI
IOPYLIEHHS II0OCTaBy).

IeMeHIlis Ta mimo3pa Ha JeMeHITiio 3 TinblgMu JIeBi (OKpiM CUMIITOMIB IeMeHIli], IMoHaliMeHIIe OBa 3
TaKWX CUMIITOMiB: TapKiHCOHi3M, Bi3yasbHi rajioluHalii, XUTKiCTh XOOH).

B3aemodisa 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

dapMaKogWHaMi4Hi B3aEMOil.

Jlikapcuki 3acobu, w0 nodosacyrome inmepsaa QT.

4K i 3 iHIIMMU aHTUIICUXOTUKAMHU, CJIi[l JOTPUMYyBaTHUCS 00epeKHOCTI IpU pU3HaYeHH]
PUCTIIEPUMIOHY 3 TiKapChKUMU 3aco0aMu, sIKi IOOOBXKYIOTh iHTepBan QT, Hanpukiag 3
aHTUAPUTMIYHUMU IIpellapaTaMu (XiHiIMHOM, IU30IIipaMifioM, IpoKaiHaMigoM, IponageHOHOM,
aMiomapoOHOM, COTA/I0JIOM), TPUIIMKITIYHUMY aHTHUAENPeCaHTaMU (aMiTPUIITUIIIHOM),
TETPAIUKITIYHAMY aHTUENPecaHTaMy (MaIlPOIiTUHOM), MeTKMMU aHTUTiICTaMiHHMMM IIpellapaTaMu,
IHIMMMY aHTUIICUXOTUKAMU, AEeTKUMHI IPOTUMAaAPiiHIME (XiHiHOM, MedI0XiHOM) Ta 3 IIperapaTaMy,
SIKi CIpUYMHSIOTH eJeKTPOIiTHUM AucbanaHc (rimokaniemiio, rimoMaruesiemiio), Opagukapmiio, 4u
3acobaMu, SIKi IPUTHIUYIOTH Te4iHKOBU MeTaboIi3M pucnepunony. [laHui nepeik € OpiEHTOBHUM
Ta He IIOBHUM.

3acobu yeHmpanawvHoi 0ii ma anko20b.

Pucnepunon ciif 3 00epekXHiCTI0 3aCTOCOBYBaTH Y KoMOiHalii 3 iHIuMu cyOCcTaHIisIMU
IIeHTPaJIbHOI [Iii, Yy TOMY YMCIIi 3 aJIKOT0JIeM, OlliaTaM¥, aHTUTiCTaMiHHUMU 3aco0aMu Ta
OeH3omiasemiHaMy, Yepes MiIBUINIEHUH PU3UK Cepallii.

Jlegodona ma azoHicmu 0onamiHy.

Pucnonent® Moxe BUABIATH aHTarOHICTHYHI e)eKTH [0 JIEBOMONHY Ta iHIKMX aHTArOHICTIiB [OIaMiHy.
fAkmo Taka KoMOiHallis BBaXKa€ThCsI HEOOXiMHO0, 0COONMMBO y TepMiHaJbHIN cTafdii XBopobu
[TapkiHCcoHa, MOTPiIOHO MPHU3HAYATH HaiMeHII e(eKTHBHI M031 KOXKHOT0 3 IIpernapariB.

Jlikapcyvki 3acobu 3 2inomeH3uBHUM epheKkmom.

Y mocTMapKeTHHT0BUY IIEePiof CIOCTepiraaucs BUNagKy KIIiHIYHO 3HAUYIIOl TiIOTeH3il IpH
OOHOYACHOMY 3aCTOCYBaHHi PUCIIEPUIOHY Ta aHTUTINEePTEeH3UBHUX JTiIKapChKUX 3aC00iB.

ITcuxocmumyasimopu.



3aCcTOCyBaHHS PUCIEPUIOHY V KOMOiHAIlil i3 ICUXOCTUMYIATOPaMU (HallpUKiIag MeTUI(PEHITAaTOM)
MOXKe CIIPUYMHUTH 0SBy eKCTpaIipaMigHUX CUMIITOMIB ITiCJIsI KOPUTYBAHHS HO3U OOHOT0 abo 000X
mpernapariB (ouB. po3min «OcoONMMBOCTi 3aCTOCYBAHHS»).

ITaninepudoH.

OnHOYacHe 3aCTOCYBAHHS MEPOPaNbHOTO PHCIIONENTy® 3 MainepujoHOM He PEKOMEHIYEThC,
OCKiTbKY NaJIiNepUIoH € aKTUBHUM MeTa00IiTOM PUCTIIEPUIOHY i ix KoMOiHAaIlis MOXKe TPU3BECTH [0
IOOATKOBOTO BIJIMBY aKTUBHOL aHTUIICUXOTUYHOI (PpaKIil.

d®apMaKOKiHETHYHI B3aEMOIl.

[>xa He BrTMBAE Ha abcopbuio Pucronenty®.

PucnepupmoH roloBHUM YHHOM MeTabomi3yeThcs 3a yuacTio CYP2D6 i meHInoio Mipoio - CYP3A4.
PucnepupoH Ta #0ro akTUBHUN MeTa0OJIIT 9-TiIpOKCUPUCTIEPUOOH € CyOCTpaTaMu P-TIiKOIpoTeiny
(P-rm). PeuoBunw, siki MogudikyoTs aktuBHiCTE CYP2D6, a6o moTyxHi iHTiGiTOPH 41 iHOYKTOPHU
aktuBHOCTi CYP3A4 Ta/abo P-rm MOoXyTh BIIMBATU Ha (hapMaKOKiHETUKY aKTUBHOI aHTUIICUXOTUUHOI
(bpaxiiil puCIepuaoHy.

ITomyoicHi iHeibimopu CYP2D6.

IIpu omHOYACHOMY 3acToCyBaHHi Pucmosnenty” 3 moTyxHuM inriGiropom CYP2D6 Moxe
MigBUIIYBAaTUCS KOHLIEHTPALlisl PUCIIEPUAOHY B IIJTa3Mi KPOBI, ajie MeHIlle, HiXK KOHLIEHTpallis
aKTHBHOI aHTUIICUXOTUYHOI ppakiii. Buri mo3u notyxHoro iuriéitopa CYP2D6 MOXyTh HifiBUIIyBaTH
KOHIIEHTPAIlil0 aKTHBHOI aHTUIICUXOTUYHOI (Ppakiil prcrepumony (Hampukiiaj MapoKCeTUHY, OUB.
Huxk4e). OuikyeTbcs, mo inmi inridiTopu CYP2DG6, Taki K XiHigWH, MOXKYTh BIIJIUBAaTH Ha
KOHIIEHTPAIIil0 PUCIIEPUIOHY B IIJIa3Mi KpPoBi momiOHMM unHOM. Ha mo4aTKy 0qHOYaCHOTO
3aCTOCYBaHHS, a TAKOXK y pa3i BigMiHM 3aCTOCYBaHHS MMaPOKCETUHY, XiHiAMHY a00 iHIIOTO CUJIBHOTO
inriitopa CYP2D6, 0COGNHBO y BEIMKKX [03aX, JIiKap Ma€ MeperisaHyTy 103y Pucoonenty”.

IHeibimopu CYP3A4 ma P-en.

OpHOYaCHe 3aCTOCyBaHHA Pucmonenty® 3 moTyxHuMHE iHriGiTopamu CYP3A4 Ta/a6o P-rm Moxe
CYTTEBO MigBUIINTY KOHIEHTPALiI0 aKTUBHOI aHTUIICUXOTUYHOI (PpakKIlil prCIepuAoHy B IIa3Mi KPOBI.
Ha noyaTKy 0IHOYaCHOTO 3aCTOCYyBaHHS, a TAaKOXK y pasi BigMiHM iTpakoHa3051y a0o iHIKUX MOTYKHUX
inri6iropis CYP3A4 Ta/aGo P-riikompoTeidy ikap Ma€ neperiasHyTH go3y Pucmonenty®.

Inoykmopu CYP3A4 ma P-en.

OpHOYaCHe 3aCTOCYyBaHHA PucHonenty”® 3 MOTyXHUMHE iHgykTopamu CYP3A4 Ta/aGo P-rm Moxe
3HU3UTH KOHIIEHTpAlli0 aKTUBHOL aHTUIICUXOTHYHOI (paKIfil pucieprugoHy B Ija3Mi Kposi. Ha
TI0YaTKy Teparii, a TakoX y pa3i BinMiHu KapbaMa3eminy Yu iHIKUX CUIIbHUX iHAYKTOPiB

CYP3A4/ P-riikonpoTeidy ikap Ma€ nmeperiasHyTy 0oy Pucnonenty®. Epekt
3actocyBaHHS iHgykTOopiB CYP3A4 3a5exXuTh Bif Yacy, MaKCHMaIbHUY BIIJIUB MOXKe OyTH [IOCATHYTUN
IIOHaKMMeHIIIe Yyepe3 2 TUXKHI IiCg 04YaTKy JIiKyBaHHS. BigmoBigHO, MiCag IpUNUHEHHS
3acrocyBaHHA iHAYKIi CYP3A4 MoXe TpUBaTU LIOHAMMEHINE 2 THUXKHI.

Jlikapcuvki 3acobu 3 suCOKUM cmyneHem 38’ a3y8aHHs 3 binkamu.

[Tpu 3acTOCyBaHHI PUCIIEPUIOHY Pa30M 3 iHIIMUMU JTiKapChKUMU 3aco0aMu, SKi 3HaYHOI0 Mipoio
3B’A3yI0ThCS 3 O6iTKaMu 1JIa3MH, KJIiHIYHO BUPaXKeHOT'0 BUTICHEHHS OyOb-9KOro Ipenapary 3 6iTKoBol
¢dpaxkiiil He criocTepiranocs. [Ipu ogHOYaCHOMY 3aCTOCYBaHHI 3 TAaKUM JIiIKapChKUM 3aC000M CIIif



03HANUOMUTHCS 3 MOT0 iHCTPYKILEIO 71T MEJUYHOT0 3aCTOCYBAHHS LI0J0 LIIAXiB MeTabomi3My Ta
HeOOXiTHOCTI KOPUTYBaHHS [O3MU.

Himu.

HocmimKeHHS B3a€EMO/Iii TPOBOAUINCS JIUILIE 3@ YYaCTIO OPOCIUX MallieHTiB. HeBimoMo, 4 MOXKYTh
OTpUMaHi pe3ynbTaTy OyTH 3aCTOCOBaHi [0 HiTel.

OpHOYaCHe 3aCTOCYBaHHSA IICUXOCTHUMYJIATOPIB (Hanmpuknas MeTunaderifaTy) 3 Pucnonentom® y mited
He BIUIABAJIO Ha (papMaKOKiHeTHKY Ta epeKTUBHICTh Pucmonenty®.

BrnnuB iHIMKX NTiKapchbKUX 3ac00iB Ha apMaKOKiHETUKY PHUCIIEPUIOHY.

AHTHOaKTepiambHi JTiKapchKi 3aco0u

Eputpominus, nomipuuit iHribitop CYP3A4 Ta inri6itop P-rm, He 3MiHIO€ (papMaKOKIHETHKY
PUCTIIEPUIIOHY Ta aKTUBHOI aHTUIICUXOTUYHOI PpakKIril.

Pudamminus, notyxuuil ingyktTop CYP3A4 Ta iHAYKTOp P-Trm, 3HMXKY€E KOHIIEHTPAIIil0
aKTMBHOI aHTUIICUXOTHYHOI ()paKilil B IMIa3Mi KPOBi.

[uribiTopu xomniHecTepasu

IoHene3un Ta ranauTaMil, cyoctpatu CYP2D6 ta CYP3A4, He IeMOHCTPYIOTh KITiHIYHO
3HAQYYLIOTO BIJIUBY Ha ()apMaKOKIHETUKY PUCIEPUOOHY Ta aKTUBHOI aHTUIICUXOTUYHOL

dbpaxii.
[TpoTueninenTuyHi miKapchKi 3acobu

Kap6amasemniH, motyxuuil ingyktop CYP3A4 Ta iHOyKTOp P-TTI, mpomeMoHCTpyBaB BIIUB Ha
3HUKEHHS KOHILIEHTPallil aKTUBHOI aHTUIICUXOTUYHOI PpakKiil prCIepuaoHy B IJIa3Mi KPOBI.
Ananoriuauii eeKT MOXKe CIIOCTepiraTucs IpH 3aCTOCyBaHHi (eHiTOIHY Ta heHOOapbiTamy, aKi
TaKOXK € iHgykTopamu nedinkosux Gpepmentis CYP3A4 Ta P-riuikonpoTeiny.

TomipamaT moMipHO 3HUKYE 6iOMOCTYIIHICTL PUCTIEPUOHY Ta He BIIJIUBA€E Ha 0i0gOCTYIHICTD
AKTHBHOI aHTHIICUXOTHYHOI Ppakiiii. MamoiMOBipHO, 10 IIsT B3AEMOIis MOXKe CIPUYMHUTH KJTIHIYHO
3HQYUMUU e(eKT.

[TpoTurpuOKoOBi MiKapchKi 3acobu
ITpakoHa3zoj, notyxkuui iHriditop CYP3A4 Ta inribiTop P-rm, y go3si 200 mMr Ha mo0y migBuiiye
KOHIIEHTPAIIil0 aKTUBHOI aHTUIICUXOTUYHOI (PpakKiril B mma3mi KpoBi mpubnu3uo Ha 70 % mnpu

OOHOYACHOMY 3aCTOCYBaHHI 3 PUCIIEPUIOHOM y [03ax Bif 2 [0 8 MT Ha mo6y.

KetokoHa3zorn, nmoTyxuui iHriditop CYP3A4 Ta inribitTop P-rm, y mo3i 200 mMr Ha go0y migBUIIye
KOHIIEHTPAIliI0 PUCIIEPUIOHY Ta 3HUXKYE KOHIEHTpALio 9-TimpOKCUPHUCIIEPUIOHY B IJTa3Mi KPOBI.

AHTUIICUXOTHYHI JTiIKapChKi 3aco0u

®eHOTia3MHA MOXKYTh IiABUIIYBaTHA KOHLIEHTPALIiI0 PUCIIEPUAOHY B I1a3Mi KPOBi, ane He
aKTUBHOI aHTUIICUXOTHYHOI (paKIril.



[TpotusipycHi nikapceKi 3acobu

[uribiTopu npoTea3u: maHi HOCTiAKEHb BiICyTHI; OCKiJTbKM PUTOHABIP € IOTYKHUM iHTiOiTOpOM
CYP3A4 Ta cmabkum inribitopom CYP2D6, puToHaBip Ta iHribiTopu npoTteasu, mifcuieHi
PUTOHABIPOM, MOXKYTh IiABUIIUTH KOHIIEHTPAI[il0 aKTUBHOI aHTUIICUXOTUYHO!L (Ppaklil pUCIIEePUIOHY.

Berta-0nokaTopu

Hesiki 6eTa-6710KaTOPX MOXKYTh MiABUILIKATHA KOHIIEHTpPALIil0 PUCIIEPUAOHY, IPOTE He BIIMBAIOThH
Ha KOHIIEHTpAallil0 aKTUBHOI aHTUIICUXOTAYHOI ()paKiiil B Ija3Mi KpPoB.i.

briokaTOpu KanbliieBUX KaHaIIiB

Bepamnawmin, nomipHauii inri6iTop CYP3A4 Ta iuribitop P-rn, mifBuillye KOHIIeHTpAIliio
PUCIIEPUIOHY Ta aKTUBHOI aHTUIICUXOTUYHOI (ppakuii B my1a3mi KpoBi.

JlikapceKi 3aco0u Ayisi JTiKyBaHHS 3aXBOPIOBaHb IITYHKOBO-KUIIIKOBOTO TPAKTY

AnTaronictu H,-perentopis: MUMETUOVH Ta PAHITUAWH, crnabki inribitopu CYP2D6 i CYP3A4,
igBUIIYIOTH 6iI0MOCTYIIHICTh PUCIIEPUAOHY Ta MiHiMaIbHO BIIJIMBAIOTh Ha OI0OOCTYMHICTD
aKTUBHOI aHTUIICUXOTUYHOI PpaKiril.

CI33C Ta TpuiuKIidyHi aHTUOENIPECAHTH

®nyokcerun, notyxuwui inridirop CYP2D6, migBUIllye KOHLIEHTPALIiI0 PUCIIEPULOHY B
IIJTa3Mi KPOBi, ajie MeHIIle, Hi’K KOHIIEHTPaIlil0 aKTUBHOI aHTUIICUXOTUYHO1 (paKIILil.

[TapokceTuH, moTyxHuM inribitop CYP2D6, mifBuillye KOHIIEHTpAIlil0 pUCIIEPUAOHY B IJIa3Mi
KpPOBi, are (y mo3i go 20 Mr Ha go0y) MeHIIle, HiXK KOHIIEHTPallil0 aKTHUBHOI aHTUIICUXOTUYHOI QpaKiiii.
[TpoTe BUINi 03U TaPOKCETUHY MOXKYTh MiIBUIIUTY KOHIIEHTPAIIil0 aKTUBHOI aHTUIICUXOTUYHOI
dbpaxii.

TpULKKITIYHI aHTUIETTPEcaHT!H MOXKYTh ITiIBUIIYBAaTH KOHIIEHTPALli0 PUCIIEPHUIOHY B
IIJTa3Mi KPOBi, ajle He aKTUBHOI aHTUIICUXOTHUYHOI (pakKIlil. AMITPUNTHIIH He BIJIKBA€E Ha
(hapMakKOKiHETUKY PUCIIEPUIOHY Ta aKTHBHOI aHTUIICUXOTAYHOI PpaKiiil.

CeprpaniH, cnabkutt inribitop CYP2D6, Ta ¢himyBokcamin, cinabkuit inribitop CYP3A4, y mo3ax
no 100 mMr Ha o0y He CIIPUYMHSIOTH KITiHIYHO BaXKJIMBUX 3MiH KOHIIEHTPAIlil aKTUBHOI
AHTUIICUXOTUYHOI Ppakiii pucnepunony. OnHak 03U cepTpaniny abo (ryBokcaminy, 110
nepeBuiyioTs 100 Mr Ha 700y, MOXKYTh MgBUIIATHA KOHIIEHTPALiI0 aKTUBHOI aHTUIICUXOTHYIHOI
¢dpaxkiiil pucnepumgoHy.

Bnaue pucnepudoHy Ha papmMakokiHemuky iHWux Aikapcbkux 3acobia.
[TpoTueninentuyHi giKapchKi 3acobu

Pucnepunos He Ma€ K/IiHIYHO BaXXJIMBOTO BIIJIUBY Ha (papMaKOKiHETHKY Baslblpoaty ado
TOIipamary.

AHTHTICUXOTHYHI JTIKapChKi 3acobu

Apumninpason, cyoctpat CYP2D6 ta CYP3A4: nepopanbHi abo iH’eKIiliHi TiKapchKi popmu
PUCIIEPUMIOHY He BIIJIUBAIOTh HA (papMaKOKiHETHKY apUIIiNpa30y Ta HOro akTUBHOTO METabOIiTy



OerifpoapuIinpa3ony.
I'miko3ugu HanepCcTIHKY

PucnepupnoH He Ma€ K/TiHIYHO BaXKJIMBOTO BIIJIUBY Ha (hapMaKOKiHETUKY JUTOKCUHY.
JliTin

PucnepupmoH He Ma€ KIiHIYHO BaXKJIMBOTO BIIJIUBY Ha (hapMaKOKiHETHKY JIiTii0.
O0HouacHe 3acmocyB8aHHA pucnepudoHy 3 pypocemMioom.

Ius. po3nin «OcobmMUBOCTI 3aCTOCYBAHHS» IIOMO IMiABUILEHHS JI€TAIbHOCTI Y MAaIliEHTIB
JIITHBOTO BiKY 3 JE€MEHII€I0 IIPX OMHOYAaCHOMY 3aCTOCYBaHHI 3 GypoceMigom.

Oco06.1ueocmi 3acmocyeaHHs1.

[TallieHTH TITHBOTO BiKY 3 JEMEHIIEN.

ITiosuuw,eHull pisBeHb CMepmMHoOCMi.

Cepe[ naLi€HTiB JITHLOTO BIKY 3 IEMEHLII€I0, SKi JIIKyBaJIUCh aTUIIOBUMU aHTUIICUXOTUYHUMU
IIpernapaTaMy, CIIOCTEpIraBCcs MigBUILIEHUN PiBeHb CMEPTHOCTI IOPIBHAHO 3 TAKUM Y IAI[i€HTIB I'PyIH
nnanebo B MeTaaHasi3i 17 KOHTPOIbOBaHUX AOCTiAKEHb aTUIIOBUX aHTUIICHXOTUYHUX IIpenaparTis,
BKITIO4auy Pucronent”. Y maane60KOHTPONIL0BAaHOMY AOCTIIXKEHH] i3 3aCTOCYyBaHHAM IIpernapaTy
Pucnonent’ XBOpHM Iii€l KaTeropii 4acToTa neTanbHAX BUIAAKiB cTaHoBHIA 4,0 % MOPIBHSHO 3

3,1 % y rpymi mnane6o. [JiarHoCTHYHe BimHOIIEHHS IaHCiB (95% moBipuuit iHTepBas) cTaHoBuio 1,21
(0,7; 2,1). CepenHilt BiK mallieHTiB, siKi momepnu, 6yB 86 pokis (giama3oH - 67-100 pokiB).

Iani, ogepzkaHi mig 4ac ABOX BeIMKUX 00CepBalliiHUX OOCIigKeHb, CBi4aTh PO Te, 110 Y JTIofel
JIITHBOTO BiKY 3 OE€MEHIII€10, K JTIKyBalIuCs 3BUUaUHUMU (TUIIOBUMU) aHTUIICUXOTUYHUMU
npernapaTtamMy, pU3uK CMEPTHOCTI OyB [eI0 BUIIKIA TOPIBHSIHO 3 MallieHTaMU, SKi He OTPUMYBaJu
QHTUIICUXOTUYHUX IIpenaparTiB. Ha migcraBi HasgBHUX JaHUX OOCIIIOXKEHb TOYHUU PiBEHB L[LOTO
PU3UKY He MOXKHA BKa3aTH, a IPUYNHA MigBUIIEHHS PU3UKY HeBiIoMa.

OpHOYacCHe 3aCTOCYBaHHS 3 PypoceMimoM.

Y xomi nnane60KOHTPOTLOBAHOIO OOCITIIXKEeHHS V MAlliEHTiB TTHROTO BiKYy 3 JIeMEHIII€I0 MigBUIIeHUN
piBEHb CMEPTHOCTI CIIOCTEPIraBCs MpU OJHOYACHOMY 3aCTOCOBYBaHHI PUCIEPUIOHY 3 dypoceMimom
(7,3 %; cepepHiii Bik - 89 pokiB, miama3oH - 75-97 poKiB) MOPiBHSIHO 3 TaKUM Y MAaLli€HTIB, IKi
JIiKyBaJucs Tinbku pucnepunonoM (3,1 %; cepepnHiii Bik - 84 pokH, Aiama3oH - 70-96 pokiB)
abo Timpku dypoceminom (4,1 %; cepenHiii Bik - 80 pokis, miama3oH - 67-90 pokis).
[TigBuIlleHHA PIBHA CMEPTHOCTI CEper Mali€HTIB, Kl JIIKYBaJIUCA OGHOYACHO PUCIEPULOHOM
Ta QypoceMifioM, CIIOCTePIraaocs y X0i ABOX K/IIHIYHUX OOCTigXeHb 3 YOTUPHOX. Y
IIalieHTIB, IKi OMHOYACHO 3aCTOCOBYBa/IM PUCIEPUNOH 3 IHIIUMU [iypeTUKaMy, MiIBUIIEHOT 0
PiBHSI CMEPTHOCTI 3aikcoBaHO HE OyII0.

[NTaTodizionorivanx MexaHi3MiB sl OICHEHHS UbOT0 (aKTy He BCTAHOBIEHO. [IpudnHa cMepTi



TaK0XK He Oyna eguHoio. OfHaK CJIi HOTPUMYBATUCS 0COOIMBOI 00€PEKHOCTI, TPHU3HAYAI0YH
npemnapar y TaKUX BUIMAfIKax, a TaK0X NOTPiOHO MMPOBECTHU OLIHKY PU3UKIB Ta KOPHUCTI 11iel KoMOiHarii
ab6o komOGiHalli 3 iIHIIMMY MTOTEHLIIMHUMHY [iypeTHKaMH, MepPIl HiXK Ipu3HavaTy mpemnapar. Cepen
IallleHTiB, AKi pa30M 3 PUCIEPUAOHOM IIPUKMaJIH 1HIII OlypeTUKY, He CIIOCTepIiranocs MigBUIleHHS
piBHS cMepTHOCTI. He3anexkHo Bif NiKyBaHHS gerigpaTanis Oyna 3aranbHuUM (GaKTOPOM PU3UKY
JIeTalbHOCTI, i ii CJTi peTeIbHO KOHTPOJIIOBATH Y MAIli€HTIB 3 IeMEHIIi€l0.

LlepebGpoBacKynsapHi no0iyHi peaxiiii.

Y xopi mmaie60KOHTPOIbOBAHUX KITIHIYHUX OCTiAXKEHb Y MallieHTiB 3 IeMeHIIi€l0, TKUX
niKyBaIu PUCIIONEnToM®, cocTepirapcs BULIME piBeHb (IPUOIM3HO B 3 Pa3y) BUHUKHEHHS
11epe0poBacKyIIpHUX M0GiYHNUX edeKTiB (IHCY/bTH Ta TPAH3UTOPHI illleMiyHi aTaku) 3 IeTaTbHIM
HACIigKOM MIOPiBHSHO 3 TUMHU, XTO OTPUMYBaB Inaiebo (cepenHil Bik - 85 pokiB; miana3oH - 73-97
POKiB).

KomM0iHnoBaHi maHi mecTy maaneboKOHTPONbOBAHUX [OCTIIXKEHb 3a YYaCTIO Malli€HTiB
JIITHBOTO BiKy 3 JeMeHIIi€0 (BIKOM Biff 65 POKiB) IPOAEMOHCTPYBaI BUHUKHEHHS
11epebpoBaCKYISIPHUX PO3TaiB ( CEPHO3HUX Ta Hecepio3nux, KombiHoBauux) y 3,3 %
(33/1009) mamienTis, gki nikysBamucs PucnonentoM®, mopisHAHO 3 1,2 % (8/712) mamieHTis,
sIKi 3acTOCOByBanu Iane6o. CoiBBifHOIEHHS MiX rpynamMu Pucnonenty® Ta miane6o
(cuiBBigHOIIEHHS mIaHCiB; 95 % [I) ctanoBuno 2,96 (1,34; 7,50). MexaHi3M Takoro
IiBUILEHOr0 PU3UKY HeBimoMmuii. He MOXKHa BUKIIIOUUTHU HiABUILEHUN PU3UK PO3BUTKY
LIBTIP gns iHIIMX aHTUIICHXOTUYHUX IpernapaTiB a0o iHIMX Tpyn HalieHTiB. Pucnoment ®
ciif 3 00epeXHICTIO 3aCTOCOBYBATH IMallieHTaM i3 (paKTopaMu PU3UKY BUHUKHEHHS iHCY/IbTY.

Pusuk 11epeOpoBacKyIIpHUX M00IYHUX e(eKTiB 3HaYHO BUIIKY Y MALi€HTIB 3i 3MillTaHOI0 a0
CyIUHHOIO IEMEHIII€I0 B IIOPIBHAHHI 3 leMeHIli€0 AnblreiiMepa. ToMy nalieHTaM 3 IHITUMU TUIIAMU
IeMeHIii, OKpiM feMeHIlil AnblreiiMepa, He CIIifi MpU3HadyaTH JiKyBaHHS PUCIEPUIOHOM.

Crlifi peTenbHO 3BaXKUTH BCi PU3KMKHM Ta IepeBard Npu3HadyeHHs PUCIONenTy” malieHTaM JITHbOro
BiKy 3 IeMeHIIi€r0, 0C06IMBO PU3UK iHCYAbTY. CIIil MPOiHCTPYKTYBATH Malli€HTiB Ta ocib, sKi
IOTISIa0Th 32 HUMHU, HeTalHO IOBIJOMIISITH IIPO O3HAKKM MOXKJIMBUX I11epeOpOBacKyISIPHUX PO3JIafiB,
TaKWX SK pPaIToBa c/abKicTh, OHIMiHHS 06/1My4si, pyK a0 Hir, a TaKOXK po3jagy MOBJIEHHS Ta 30DY.
Crnip HeBifKIamHO PO3TISHYTH BCi MOXKJIMBI BapiaHTH JIiKyBaHHS, BKJII0OYal04Yy IlepepUBaHHS Teparil
Pucnonentom®.

[Tpu criliki#t arpecii maifieHTam i3 XxBopo0o0i0 AJbIreriMepa Biff TOMipHOTO OO TSIKKOTO CTyTIEHS
Pucrnonent” MIpHU3HAYAIOTH JIAIIE IJIsT KOPOTKOYACHOTO 3aCTOCYBAHHS SIK JOIIOBHEHHS [0
He(apMaKoIoriYHMX 3ax0fiB, SKi MoKa3anu o0MexkeHy a00 Hy/lbOBY e(eKTHUBHICTh, 3a YMOBHU
BiZICYTHOCTI IIOTEHIIiIHOI 3arpo3y 3aMofisTHHS IKOAK co0i UM iHIIKM.

[Tig yac nikyBaHHS HEOOXiOHO PETYNSIPHO OLIHIOBAaTH CTaH IMAIliEHTIB i MepernsgaTi HeoOXigHICTh
TIOMIaJIbINOI Teparril.

OpTocTaTUYHa TiIOTEeH3id.

Yepes «,-TiTUYHY aKTUBHICTb PUCIIEPUIOHY, 0COOIMBO Ha IIOYATKY JIiKyBaHHS, MOXKe
CIIOCTepiraTUcs OPTOCTaTHYHA TiOTeH3id. Y IOCTMapKeTUHTOBUY [1epiof KIiHIYHO 3HaYylla
rinoTeH3is crocTepiranacs IMif 4ac OMHOYAaCHOIO 3aCTOCYBaHHS PUCIIEPULIOHY Ta
QHTHUTINepTeH3WBHUX 3ac00iB. Pucnonent® ciif 3 06epeXHiCTIO 3aCTOCOBYBATH HAIliEHTaM i3



CepLeBO-CYIUHHUMY 3aXBOPIOBaHHSIMHU (TaKUMHU SIK CeplieBa HeOCTaTHICTh, iHpapKT
MioKapaa, MopyIlIeHHs IIPOBiMHOCTI, ferifmpaTaliisi, rimoBonemist abo 11epedpPoBacKyIIspHi
3aXBOPIOBaHHS). Y LMX BUIAgKaX OO3Y CIIi IOCTYIIOBO KOPUTyBaTH (OuB. po3ain «Crocid
3aCTOCYBaHHS Ta A03u»). [Ipy BUHMKHEHH] TiMOTEeH3il CITif PO3TISHYTHA MOXKIUBICTh
3MEHIIEeHHS T03U.

JleliKOIeHid, HeUTPOIEeHis, arpaHyJIOIUTO3.

[Tig yac 3aCTOCyBaHHSI aHTUIICHXOTUYHUX 3aC00iB, BKIII0YalOUM PUCIIEPUAOH, CIIOCTEPIraInCh
BUTIA[KM JIEUKOIIEHil, HEUTPOIIEHil Ta arpaHyJIOuUTO3y. Y MOCTMapKeTUHTOBUY IIepiof
arpaHyJIoLUTO3 crocTepirasca gyxe pigko (<1/10 000 mawuieHTiB).

3a mauieHTaMu 3i 3HAYHUM 3MEHIIEHHSIM KilTbKOCTi TeMKOLXTIB y aHaMHe3i abo 3
Me[uKaMeHT-IHIYKOBaHOI0 JIeMKONEHIEI0/HEUTPOIIEHIE0 CIIil PETEJIbHO HArJIsigaTy MPOTATOM
[IePILINX OEeKiIbKOX MICALIB JIIKYBaHHS Ta IPUIIMHUTH 3aCTOCYBaHHS PUCIIEPUNOHY IIPU I10SBI
O3HaK 3HQYHOI'0 3MEHIIIeHH KiJIbKOCTI JIEUKOLUTIB 1 3a BiflCYTHOCTI IHIIUX IPUYUH [JIg
TaKOIr'0 3HUKEHHS.

3a nalieHTaMu i3 KJIIHIYHO 3HAYYIIO HEUTPOIIEHI€ CIIifl CIIOCTepiraTé CTOCOBHO
BAHUKHEHHS TapsA4Ky Ta iHIINX O3HaK iHQEeKIIil Ta JTiKyBaTy BiATIOBIIHUM YWHOM IIPH
BUSIBJICHHI CUMITOMIB. Y pasi TAXKoi HeiTponeHil (<1x10°%/1) nikyBaHHS pUCIEPUIOHOM
CJIif IPUIIMHUTHU Ta CIiAKYBaTU 3a KiJIbKiCTIO JIEUKOLUTIB 0 BiTHOBIEHHS.

[li3Hsa OMCKiHe3is/ eKCTpanipaMigHi CHMITOMH.

[Tpu 3acToCyBaHHI IIpenapariB i3 BIaCTUBOCTSAMM aHTArOHICTiB [0paMiHOBUX pelenTOPiB BiIMidyanoch
BUHVKHEHHS IIi3HbO! AUCKiHE3il, 10 XapaKTepu3y€eThCS MUMOBITBHUMY PUTMIYHUME PyXaMu
(mepeBaxHO s3UKa Ta/uyu 00611MYYst). BUHUKHEHHS eKCTpalipaMigfHIuX CUMIITOMIB € HaKTOPOM PU3UKY
PO3BUTKY Ii3HBOI AUCKiHe3il. fKI0 BUHUKAIOTh 03HAKM Ta CUMIITOMH I1i3HBOI AUCKiHE3il, crif
PO3TJISHYTU IUTAHHA OO0 BiIMIHU BCIX aHTUIICUXOTUYHUX IIperaparis.

Cnig 6yTu 00epeXHUMU IIPU ONHOYACHOMY 3aCTOCYBaHHI IICUXOCTUMYJISTOPIB (HaIpUKIIaf
MeTUI(eHigaTy) Ta PUCIIEPUOOHY, OCKiTbKY IPU KOPUTYBaHHI 103U Oyab-IKOT0 abo 060X TiKapChKUX
3ac00iB MOXKYTh BUHUKATH eKCTpalnipaMifHi cuMnToMu. PeKoMeH0BaHa ITOCTYIOBa BiIMiHa
JiKYBaHHS IICUXOCTUMYJIITOPaMu (IUB. po3in «B3aemMopis 3 iHIKUMHY JTiKapChKUMM 3aco6aMu Ta iHImmi
BUIM B3AEMOIIN»).

3M0SKICHUAY HEeUPONEeNTUYHAN CUHIPOM.

[Tpu 3acTOCyBaHHI KJTaCUYHUX HEMPOJIENTUYHUX JTiKapChKUX 3aco0iB piAKo BigMi4alOThCS BUMIAIKU
BUHUKHEHHS 3JI0IKICHOT0 HEMPOJIEITUYHOI'0 CUHAPOMY, 1110 XapaKTePU3YETHCS TillepTePMIEL0,
purinHicTio M’s13iB, HecTabinbHICTIO BereTaTUBHUX QYHKIIIN, TOPYIIEHHSIM CBifOMOCTI Ta
IigBUIIEHHSM PiBHSA KpeaTHH(ochoKiHa3u. [logaTKOBI 03HAKK BKJII0YaOTh Miorno0iHypito
(pabmoMioni3) Ta TOCTPY HUPKOBY HEIOCTATHICTh. Y pa3i pO3BUTKY 370SKICHOTO HEUPOIENTHYHOTO
CHHIPOMY HeOoOXimHO BiIMIiHUTH BCi aHTUIICUXOTUYHI IIperapaTy, BKI0Yal04yu Pucnonent®.

XBopo6a [TapkiHCOHA Ta IeMeHIlid 3 TimblgMu JIeBi.

Jlikapi moBuHHI 3BaxKyBaTH HeOE3MEKy IIPU 3aCTOCYBaHHI aHTUIICHXOTUYHUX 3aC00iB, y TOMY YMCIi
PchonenTy®, marrieHTaM i3 xBopo0Ooto ITapkincoHa abo meMeHIri€lo 3 TinbusiMu JIeBi (DUB. po3min
«[IpoTnoKa3aHHS»). 3aCTOCYBaHHS PUCIIEPUNOHY MOXKe ToTipmuTu nepedir xsopobu ITapkiHcoHa.



[TarmienTy, xBopi Ha OyOb-sIKe i3 3a3HAaYEHUX BUIIE 3aXBOPIOBaHb, MOXYTb MAaTH IIiIBUIIEHUM PU3UK
HEUPOJIEIITUYHOI0 3JI0SAKICHOT0 CUHAPOMY, @ TaKOXK IigBUIIEHY YYTJIUBICTh O aHTUIICUXOTUYHUX
IpernapariB (HalpuKJiIaj CITyTaHiCTh CBiIOMOCTi, MPUTYIIEHHS 00IbOBOI YYTIMBOCTI Ta HECTIUKICTh
IIOCTaBH 3 YaCTUMHU TafiHHAMHU Ha Jofady [0 eKCTpalipaMigHUX CUMIITOMIB).

linepruikeMis Ta IYKPOBUY HiabeT.

ITig yac niKyBaHHs OpemnapaTtoM Pucronent” HOBiIOMIANIOCS PO BUIAAKK PO3BUTKY TillepriikeMii,
IIyKpOBOTO OiabeTy Ta 3ar0CTPEHHS BXKe iCHYI04Oro IIyKPOBOTO AiabeTy.

YV mestkux BUITafKax MMOBiIOMIISITIOCS IIPO IOMEepeHI0 HagMipHY Macy Tina, 110 MOTrJo 0yTu
IIPOBOKYIOYUM (PaKTOPOM. Y 3B’I3KY 3 LIUM AYZKE PiAKO MOBIJOMIIANIOCS IIPO BUNAAKH KETOAIUO03Y Ta
PifKo PO PO3BUTOK AiaOeTHYHOI KOMU. PeKOMEHIYETHCS ITPOBOAUTH BifTIOBIAHUYN KITiHIUHUN
MOHITOPUHT 3TiTHO 3 HOPMaMHU 3aCTOCYBaHHSA aHTUIICUXOTUYHUX ITpenaparis. [lalienTy, gKki
NpPUIMAaIOTh Oy/b-AKi aTUIIOBI aHTUIICKXOTHYH] IIpenapaTy, BKIIYHO 3 PucnonentoM®, IOBUHHI
nepeOyBaTH IIifl HATJIIAOM II0I0 BUHUKHEHHS Y HUX CUMIITOMIB TilepriikeMii (Takux K, HallpUKJIIaZ,
TIOJTiAMIICisT, TTOMIiypist, momidaris Ta cnabkicTh), a MalieHTH 3 IIYKPOBUM [ia0eTOM IMOBUHHI PeTyIsipHO
IIPOXOUTHU 00CTEKEHHS 00 MOTiPIIeHHS KOHTPOJIIO PiBHS TJIIOKO3MU.

30iIbIIeHHI MacH Tila.

IIpu 3acToCyBaHHi mpemnapary Pucmonent® mOBifoOMIIAIOCS IPO BANAAKK 3HAYHOTO HifBUINECHHS MaCH
Tina. PeKoMeHOOBaHMI KOHTPOJIb MacH Tifa.

lnepnponakTUHEMI.

TinepnponakTHHEMIs € YacTUM HOGIYHKM SBUINEM IIpH JiKyBaHHI Pucnonentom®. ITamieHTaM i3
HasIBHUMU IOOIYHMMH SIBHIIAMHU, 1IJ0 MOXKYTh 3ajieXKaTH Bifl PiBHA IPOJIaKTUHY B IJIa3Mi (Halpukiazn
3 riHeKOMacTi€l, MEHCTPYaIbHUMU PO3/IafaMy, aHOBYJIALIE0, TOPYLIEHHIMHU 30aTHOCTIL 0 3a4aTTs,
3HUKEHHSIM J1i0i10, epeKTUNbHOI OUCHYHKIIEI0 Ta rajlakTOPe€En), PpeKOMEeHI0BaHUM KOHTPOJIb PiBHS
IIPOJIaKTHUHY.

HocnifKeHHS Ha Ky/IbTypax TKaHWH BKa3ylOTh Ha Te, L0 PICT KJITUH y NyXJIMHaX MOJIOYHOL 321031
JIIONVHYU MOXKe OyTH CTUMYIbOBAaHUY MTPOTAKTUHOM. X04a [0Ci YiTKOTO 3B’SI3KY i3 3aCTOCYBaHHSIM
AHTUIICUXOTUYHUX 3aC00iB KTIHIYHIMH Ta eIlifeMiolIoTiYHUMH OOCIiIKEeHHIMY He BCTaHOBJICHO,
PEKOMEHOYEThCS 3 00epeKHICTIO TPU3HaYaTH PUCIEPUIOH TallieHTaM 3 BifATIOBIgHOIO IATOJIOTIEI0 B
aHaMHe3i. Pucnonent® moTpi6HO 3 06epeKHICTI0 3aCTOCOBYBATH MAlliEHTaM 3 TilepIpPOIaKTHHEMIEH
Ta IPOJIAKTUHO3a/IeXKHUMU TyXIMHAMU.

[MogoBxkeHHud inTepBany QT.

Y nocTMapKeTUHT0BUY Iepiof mopoBxkeHHd iHTepBany QT crmocrepiranocs ayxe pigko. Ak i iHmmi
QHTUIICUXOTUYHI IIpellapaTy, PUCIIEPUOOH CIIil 3 00ePEXHICTIO 3aCTOCOBYBATH TallieHTaM 3
BiTOMUMHU CePIEBO-CYAUHHUMY 3aXBOPIOBAaHHAMH, IOAOBKEHHAM iHTepBany QT y cimeitHOMY
aHaMHe3i, Opagukapzieio abo MOpyIIeHHSIMU BOIHO-€JIEKTPOIITHOT0 00MiHY (Tinokasiemiero,
rinomMarsieMi€eio), OCKinbKu 11e MoxKe 30ibIINTH PU3KUK apUTMOTE€HHOI0 BIJIUBY. [Ipu 0OqHOYACHOMY
3aCTOCyBaHHI pHUCIIEPUAOHY 3 iHIIUMH JIiKapCbKUMHU 3aco0aMu, sIKi ToJoBXKYI0Th iHTepBan QT, Takox
OTPiOHO JOTPUMYBATHUCS 3aCTEPEKHUX 3aXOMiB.

Cyoomu.

Crip 3 06epexKHICTIO 3aCTOCOBYBAaTH Pucnonent® marieHTaM i3 CymoMaMy 94 iHIINMH



CTaHaMU, SIKi IOTEHI[IMHO 3HMUXKYIOTh CYAOMHUM II0PIT, B aHaMHe3i.

[Ipiami3m.

ICHy€e MOX/IMBICTh BUHUKHEHHS IIpiani3My IIif 4ac NikyBaHHs PucmonentoM® YHACIIIOK HOTO
anbda-agpeHepriyHoi 6JI0KyBaIbHOI [Iii.

Peryndaiiig TeMepaTtypu Tina.

AHTHUIICUXOTHUYHI JTiIKapChKi 3ac00U MOXKYTh IOPYIIyBaTH 3OATHICTH Tijla 10 3HUKEHHS
OCHOBHOI TEMIIEPATYPH Tila. PEKOMEHOY€ETLCS BiATIOBIOHUM AOTTISAN MallieHTaM, SKUM
NpU3HaYeHo Pucmonent®, aKio BOHK OynyTh MiAgaBaTUCS BIUIABY YMOB, II0 MOXKYTh
CIIpUYMHATH MiJBUIIEHHS OCHOBHOI TEMIIEPATYPHU Tijla, a caMe: iHTeHCUBHI (i3nydHi
TPEeHyBaHHS, BIJIUB BUCOKUX TeMIIepaTyp 30BHIIIHBOI0 CepPefoBHUIlla, CYIIPOBiTHA Teparnis
IpenapaTaMy 3 aHTUXOJIIHEPIriYHO aKTUBHICTIO YU BIIJIUB 3HEBOLHEHHS.

HQOTI/I6J'I]EOBOTHI/II7I e@eKT.

Y mokmniHiYyHOMY BMBUYEHHI BIIaCTUBOCTEN PUCIIEPUNOHY BifMidaBCs MIPOTUOMIOBOTHUYN €(hEKT.
LIs BIaCTUBICTh MOXKe MaCKyBaTH CHUMIITOMU IIepefo3yBaHHs AesKuXx JiKiB ab0 TaKuX CTaHiB,
STK 00CTPYKIIisT KUIIIEYHUKY, CHHAPOM Pest Ta MyXJIMHU MO3KY.

[MopvieHHsS GVHKINI IEYiHKK Ta HAPOK.

Y nani€eHTiB i3 mopyeHo10 GyHKIIEI0 HUPOK 3HUKEHa 3[1aTHICTh BUBOAUTH aKTUBHY aHTUIICUXOTUYHY
(dpaxiiio npenapaTy MOPiBHSHO 3 JOPOCIMMH IMallieHTaM¥ 3 HOPMaJIbHOIO (PYHKIII€I0 HUPOK. Y
TIAIlieHTIB i3 MopyuIeHHSAM (QYHKIIII MeYiHKM criocTepiraeThCs MigBUINEHHS KOHIIEHTPaIllil BibHOI
¢dpaxkiiii pucnepugoHy B IyIa3Mi KpoBi (OuB. po3gin «Crmocib 3acTocyBaHHS Ta HO3U»).

BeHo3Ha TpoMGoeMOortis.

OmucaHO BUIIAKU BeHO3HOI TpoMO0oeMOOIii Tpu 3aCTOCYBaHHI aHTUIICUXOTUYHUX JIIKaPChKUX
npernapartiB. OCKiNIbKY MallieHTH, SKi JIKYIOTbCSI aHTUIICUXOTUYHUMH JIiIKapChbKUMHU 3aco0aMu, 4acCTo
MaiTh HaOyTi (aKTOPH PU3NKY BUHUKHEHHS BEHO3HOI TpoM6G0oeM0Oo7Iii, BCi MOXKIUBI (hakKTOpH
PO3BUTKY TpoMOoeMOoJIii HeobXinHo ineHTH(IKyBaTH IIeper Ta Mif 9ac JiKyBaHHs Pucmonentom® Ta
BXKHUTH BifIMIOBITHUX IPEBEHTUBHUX 3aXO0MiB.

[HTpaonepaliiHUi CHHOIPOM aToHiIYHOI paunyxku (ICAP).

ITig yac omepauiil 3 BUJajleHHs KaTapakTy CIIOCTepiraBcs iHTpaonepaliiHuil CUHAPOM
aTOHIYHOI paliiyKKM Y MAaIli€HTIB, SKi JIIKyBaJIKUCSI aHTaroOHICTaMM a;-adpeHepriyHux
perenTopis, y T. 4. Pucnonentom®.

ICAP moxXKe mifBUIyBaTH PU3UK YCKIafHEHDb Oepallil Ha Olli MPOTATOM Ta IMiC/ls
Xipypriu"oro BTpydaHHsA. Ciif MOBIZOMUTH Xipypra-o¢pTaabMojiora mpo 3aCTOCyBaHHS
AHTUIICUXOTUYHUX JTIKapChKUX 3ac00iB B MUHYI0MY a0 y Iepio MpoBeieHHs omepalrii.
[ToTeHUilHI mepeBaru NPUIKHEHHS Tepallil mpernapaTaMu 3 a;-0710KyBaIbHOIO Hi€I0 meper
olepalli€lo He BCTAaHOBJIEHI, CJIiJl 3BaKUTU PU3UK BiIMiHU JTiKyBaHHS aHTUIICUXOTUYHUMU 3ac00aMu.

iTH.



[lepen npu3HayeHHAM PncnonenTy® OITSM 4H IIAJIITKaM 3 PO3j1agoM IIOBEIiHKH CIIif
PeTeNbHO 3BaKUTH CIIIBBIIHOLIEHHS PU3UKY i KOPUCTI, OI[IHUTH (Pi3MUHI Ta COIfiasibHi
IPUYUHY arpecrBHOI TOBEiHKY, TaKi 9K 60b0Bi Iofipa3HUKY ab0 HEBiATIOBiIHA peakIlis Ha
HaBKOJIUIIHE CEPEeNOBULIE.

3acrokiumuBui e(peKT PUCIEPUIOHY CJIil PETEIbHO KOHTPOJIIOBATH V eliaTPUYHUX ITAlliEHTIB Yepe3
MOZKJIVBi HACJIIOKY OJIg 30aTHOCTI A0 HaBYaHHS. 3MiHa YacCy BBeOeHHS PUCIEPUIOHY MOXKe
MIOKPAIIUTH BIJIUB Cefallil Ha 3TaTHICTh AiTel Ta MiIiTKiB KOHIIEHTPYBaTH yBary.

3aCcToCyBaHHS PUCIEPHUAOHY acolliioBaHe 3 HE3HAYHUMU 30i/bIIeHHIMU MacH Tila Ta
ingekcy macu Tina (IMT). [Iepen mo4aTKoM JIiKyBaHHS PEKOMEH0BAHO ITI0YaTKOBE
BUMIpPIOBaHHSA MacCH Tijla Ta PeryJIspHAU MOHITOPUHT MacCH Tijla IPOTATOM JIiIKyBaHHA. 3MiHU
POCTY V MOBTOCTPOKOBUX BiTKPUTHX POIIIUPEHUX NOCTIIXKEHHIX OYIU y MeXKaxX 04iKyBaHUX
HOPM BIJIIOBIAHO [0 BiKy. BIIMB OBrOCTPOKOBOTO JIIKYBAHHSA PUCIIEPUIOHOM Ha CTaTeBe
N03piBaHHS Ta PiCT He BUBYABCSA OOCTATHIM YHHOM.

Yepes MOTeHIINHUY BIIJIUB TPUBAJIO] TilleprpolakTUHEMil Ha PiCT Ta cTaTeBe [MO3piBaHHS y
miTeu Ta MigIiTKiB, CJTif 3BaXUTH HEOOXiMHICTb PEeTyISPHOTO KIiHIYHOT0 KOHTPOITIO
€HIOKPUHOJIOTIYHOTO CTaTyCy MallieHTa, BKII0Ualo4Yy BUMIpIOBAHHS POCTY, MacCH Tina,
KOHTPOJIb CTaTEBOI0 [O3piBaHHS, MEHCTPYaJIbHOTO LMKy Ta iHIIKX SBUIL, 3aJ1€KHUX Bif
IIPOJIaKTUHY.

PesynpTaTy Manoro nocTMapKeTUHIOBOTO OOCIIIIXKEHHSI METOLOM CIIOCTePeXKEeHHS
IIPOJIEMOHCTPYBAJIH, IO MallieHTH BikoM 8-16 pOKiB, IKi OTpUMyBasu PUCIIEPULIOH, Oynu y
cepenHboMy Ha 3,0-4,8 cM BUIIUMHU, HiXK Ti, XTO OTPUMYBaB iHIII aHTUIICUXOTUYHI JTiKapChKi 3aco0M.
[aHUX IIbOTO AOCIIIXKEeHHSI HeJOCTaTHLO [JI1 BU3HAYEHHS TOr0, YU BIJIMBAE PUCIIEPUIOH Ha
OCTATOYHUH PiCT y mopocioMy Billi abo 4u pe3ynbTaTy BUMipIOBaHb IPSIMO 3ajiexkaTh Bifl BIJIUBY
PUCIIEPUIOHY Ha PICT KICTOK, Y caMe 3aXBOPIOBAHHS Ma€ BIIJIUB Ha PICT KICTOK, YU Iie €
pe3yIbTaTOM Kpallloro KOHTPOJIIO 3aXBOPIOBAHHS Ta SIK pe3yibTarT - ¢ikcallis 6isbIIoro pocTy.

[IpoTsroM JlikyBaHHS PUCIIEPUAOHOM CJIiJI PETYISPHO KOHTPOJIIOBATH HasABHICTh eKCTpanipaMigHux
CUMIITOMIB Ta {HIIKX [IOPYIIEHb PYXY.

[ITomo pekoMeHalliii CTOCOBHO MO3YBaHHS OIS [iTed OuB. po3min «Crocib 3acToCyBaHHS Ta
O3U».

[ToTOMiKHi PEYOBUHHU.

TabneTku, BKPUTI 060JI0HKOIO, MiCTSTh JIaKTO3y. [IalliEHTH 3i CIIaJKOBOIO HEIIEPEHOCUMICTIO
rajlakTo3¥, 3arajJbHO0 JIAKTa3HO HEeJOCTATHICTI0O a00 CHHAPOMOM Maba0CcopOilii MII0K03H-
rajakTO3HM He [TOBMHHI MpUAMATH IpenapaT Pucnonent®, TaGlneTKy, BKPUTI 0G0I0HKOI.

MicTtuth 6apBHUK OpaHxkKeBo-K0oBTUH S (E 110), sKuit MOXKe BUKITMKATH alepriuyHi peakirii.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.
BariTHicTs.

KoHTpOo/IbOBAaHUX AOCIIIXKEHb 3@ YYaCTI0 BariTHUX XKIHOK He IPOBOAUIIOCS. X04a IIifi 4ac JOCIiAXKeHb



Ha TBapuHax He OyJI0 BUSIBJIEHO TEPATOT€HHOTO BIJINBY, CIIOCTEPIraucs iHIIi MposBU
PENpPOOYyKTUBHOI TOKCUYHOCTI. [I0TEeHUiMHUYN PU3UK [JIS JTI0AEeN HEBITOMUM.

Y HOBOHApPOMXKEHUX, Y1 MaTepi 3aCTOCOBYBAJIA aHTUIICUXOTHYHI 3ac00u (Y TOMY YUCJIi PUCTIEPUTOH)
IIPOTSITOM OCTAaHHBOTO TPUMECTPY BaTriTHOCTI, iCHY€ pU3UK BUHUKHEHHS 000POTHUX
eKCTparmipaMigHUX CUMIITOMIB Ta/ab0 CUHAPOMY BigMiHu mpemapary. Lli cuMOTOME BKITIOYAIOTh
aXkuTallilo, He3BUYHO IiIBUIIIeHUM a00 3HUKEHUM M’SI30BUU TOHYC, TPEMOP, COHJIUBICTh, PO3Iagu
nuxaHHS abo mpob6emu 3 rogyBaHHAM. Lli ycKnagHeHHS MOXYTh OyTH Pi3HOI TAKKOCTi. ToMy ciifg
PEeTEeNbHO CIOCTEepiraTi 3a CTAaHOM HOBOHAPOIXKEHUX.

Pucnonent® He PEKOMEHAYETHCS 3aCTOCOBYBATH IIif] YaC BaTriTHOCTI, OKPiM BUIAJKIB KUTTEBOI
HeoOximHOCTI. AKI0 HeoOXiMHO MIPUIUHUTH JIiKyBaHHS Pucnonentom® I Yyac BariTHOCTI, He CIIim
pobuTH I1e pPaIToBo.

I'odysaHHA 2pydoio.

Y xopi gocigXKeHb Ha TBapUHaX PUCIEPUIOH 1 9-TiIPOKCUPUCIIEPUA0H BUNIIAIUCH Y TPYAHE MOJIOKO.
€ crocTtepexkeHHs, 110 PUCIEPUIOH 1 9-TIAPOKCUPHUCIIEPUAOH MOXKYTh TaKOXK BUAUIATUCH Y TPYAHE
MOJTOKO mronuHu. Hemae maHux 1100 mo6iuHMX peakIlii y HEMOBJIAT, IKi IepeOyBaloTh Ha
rpymHOMY rogyBaHHi. TOMy CITifi 3BaXKUTH IlepeBaru rogyBaHHS IPYOAI0 Ta MOTEHIIWHI
PU3UKYU /19 OUTUHU.

®epTUNLHICTD

9K i iHmmi miKapceKi 3aco0y, SIKi € aHTaroHictamMu godaminosux D,-penentopis, Pucnonent® migsumye
piBeHb NIPOIAKTUHY.

lineprponakTuHEMisl MOXKe IPUTHIUyBaTH BUPOOIEHHS F'OHaOTPOIIH-PUTI3UHT-TOPMOHY B
rimoTasaMyci, 10 MPU3BOAUTE N0 3HUKEHHS CEKpellii TOHaJoTPOMiHiB rimodisa. Lle Moxe MaTu
HeTaTUBHUY BIIJIUB Ha PENIPOAYKTUBHY (PYHKIIIIO SIK ¥ XKIiHOK, TaK i ¥ Y0JIOBiKiB BHACTIJOK IOPYIIEHHS
rOHAJaIbHOTO CTEPOIIOTEHESY.

Y DOKITiHIYHUX JOCTIAXKEHHSIX He CIOCTEePIraaocs XKOOHUX BiOIOBIIHUX e(eKTiB.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aeBmompaHcnopmom abo iHwumu
MexaHiamamu.

Pucnonent® Moxe MaTH HeBeIHKWi a0 IOMIpHHI BIIAB Ha 3[aTHICTh KePyBaTH aBTOTPAHCIOPTOM
YHaCJIiIOK IIOTEHI[INHOTO BIIJIUBY Ha HEPBOBY CUCTEMY Ta OpraHu 30py (ouB. po3min «I1o6iuHi
peaxtii»). Y mpotieci niKyBaHHSI pEKOMEHOYEThCS yTPUMYBaTUCh Bifi KEPyBaHHS aBTOTPAHCIIOPTOM Ta
Bim po6oTH 3 iHIIMMHU MexXaHi3MaMu, IOKKM He CTaHe BigoMOI0 iHAWBiAyanbHa YYTIUBICT MAIIEHTIB A0
npenapary.

Cnocid 3acmocyeaHHsi ma do3u.

Ins gocarHeHHs no3yBaHHs 0,25-1,5 MI BUKOPHCTOBYIOTh Pucmonent® y ¢popMi po3unHy opasbHOTO.
s mocsirHEHHS [03yBaHHS 1 Mr TaOeTKy HOilsATh MOMOJIaM.

O3YBAHHA



[In3odpeHis

Hopocai
Pucnonent® MoXHa IpU3HadYaTH OOUH abo gBa pasu Ha Ho0y.

Po3mourHaTH NpUioM ciif 3 2 Mr Pucnonenty® Ha no0y, Ha ApyTui IeHb 03y MOXHA
306inmpIuTH [0 4 Mr. [Ticns 11poro 03y MOXKHA MigTpuMyBaTH 0e3 3MiH a00, 3a HEOOXiTHOCTI,
IIPONOBXKYBaTU IHAUBINYyaJIbHY KOPEKIIiI0 TO3M.

[7ng GinbIIOCTI MallieHTiB peKOMeHI0BaHa f03a CTaHOBUTH 4-6 MTI Ha m1o0y. [Jesakum
naliesTaM Moxe OyTH ITOKa3aHe [IOCTYIIOBE IiBUINEHHS f03X a00 3HKXKeHa [I04aTKoBa Ta
IigTpUMyBaJibHa [03a.

Io3u, sKi mepeBuillyioTh 10 Mr pucrnepunony Ha 100y, He BUSBUIIM BUIIOI e()eKTUBHOCTI
IIOPIBHSHO 3 MEHIIMMHU [03aMH, ajie BOHA MOXKYTh CIPUUYMHSATHU 0SBy eKCTpalipaMigHuX
CHMIITOMIB.

Beamneka 0o3 nmoxHap 16 mr Ha 100y He BUBYanach.
ITauieHmu aimHb020 BiKYy (8i0 65 pokis).

PekomeH0BaHa MoYaTKOBa fi03a - o 0,5 MT [Ba pa3u Ha f00y. Y pa3i HeoOXimHOCTI 03y MOXKHa
30inmbImuTy 0o 1-2 Mr gBa pasu Ha o0y, migBuInyouu Ha 0,5 Mr gBa pa3u Ha mo0y.

Himu.

He pekoMeHOOBaHO 3aCTOCOBYBATH IIpemnapaT AiTaM (BikoM f0 18 pokis).
MaHiakasbHi enmizony npy OimoNIpHUX po3namax

Hopocai

PekoMeHI0BaHa [109aTKOBa 103a Pucnonenty® - 2 Mr oguH pa3 Ha f100y. o3y MoxHa
iHguBigyanbHO 30iMbIINTY JomaBaHHSIM 1 Mr/mo0y He YacTille, HiX Yepe3 KOxKHi 24 TOOUHU.
PekoMeHOBaHU fiana3oH 403 - Bil 1 0o 6 Mr Ha go0y. 3acTOCyBaHHS PUCIIEPUMIOHY Y 031
noHaf 6 Mr Ha f0o0y mallieHTaM 3 MaHiaKaJIbHUMU €I1i30laMU He BUBYAJIOCh.

4K 1 Ipu IHIIKUX BUOaX CUMIITOMATUYHOIO JIIKyBaHHS, JOBIOTpPUBAJie 3aCTOCYBaHHSA
PchonenTy® HeoOXigHO MepiomuYHO IeperisgaTy i KOPUTYBaTH MPOTIToM yCiel Tepartil.

ITauieHmu aimHb020 BiKYy (8i0 65 pokis).

PekomMeHOBaHa MoYaTKOBa fo3a - o 0,5 Mr gBa pa3u Ha mo0y. Y pa3i HeoOXimHOCTI 03y MOXKHa
36inmpimuTy 1o 1-2 MT gBa pa3u Ha Jo0y, migBuiryoud Ha 0,5 Mr aBa pa3u Ha 0o0y. OCKibKYU [HOCBif
3aCTOCYBaHHS ITallieHTaM JIiTHHOTO BiKy 00MexXeHUM, PEKOMEHAYETHCS MPOSIBIISITA 00ePeXHICTh IpH
3aCTOCYBaHHI.

Himu.

3aCcTOCOBYBaTH IIpenapaT He PeKOMEHI0BaHO AiTAM (BikoM 10 18 pokiB).



KopoTkoyacHa Tepalis BUpazKeHOl arpecii y nallieHTiB 3 JeMeHII€l0 albUreiMePiBCbKOT0 TUIY

PekoMeHpoBaHa mo4yaTKoBa fo3a - 0,25 Mr fBa pa3u Ha f[00y. Pucnonent®, po3uuH
OpalbHUM, € PEKOMEHI0OBAHOM0 JTiKapchKo0 Gopmoro s mo3u 0,25 Mr. 3a HeoOXigHOCTI D03y
MOXKHa 30iMbIIUTH IUIIXOM HmigBuIleHHs fo3u 0,25 Mr Ba pa3u Ha o0y He YacTille Hix
yepe3 OeHb. [ GiNbIIOCTI IallieHTiB ONTUMalbHOI0 003010 € 0,5 Mr Ba pa3u Ha Ho0y.
OpHak gist mesiKuX MallieHTiB eeKTUBHA [03a CTaHOBUTH 1 Mr ABiui Ha mo0y.

Pucnonent® He CIIiff 3aCTOCOBYBATH [OBIIE 6 THXKHIB NAI[icHTaM 3 BUPaXeHOI0 arpecieio mpu xBopobi
AnpureitMepa. SIK i Ipy iHIIKX BUIaX CUMIITOMaTHYHOIO JIIKYBaHHS, 3aCTOCyBaHHs Pucrnonenty”
HeoOXiTHO TIepioMYHO IeperisgaTy i KOPUTyBaTH MIPOTSATOM YCiel Teparrii.

CuMnToMaTH4YHe KOPOTKOCTPOKOBe JTiKyBaHHS ([0 6 THXKHIB) BUpaXKeHOl arpecii Ipu po3namax
[IOBEHOiHKHU

ity Ta mimmiTKXA BiKOM Bim 5 1o 18 pokiB

ITayienmu 3 macow miaa = 50 Ke

PekoMeHOBaHa 1MOYaTKOBa 403a CTaHOBUTL 0,5 MT OIUH pa3 Ha OeHb. 3a HeoOXimHOCTI D03y
CJIiI KOPUT'YBaTHU IUIAXOM fofaBaHHs 0,50 M OOVH pa3 Ha [eHb He YacCTillle HiX Yyepes [IeHb.
OnTuManbHa go3a [Jig OiMbIIOoCTi mallieHTiB - 1 Mr oguH pa3 Ha feHb. OgHaK OIS OesKuX
TIAIli€HTIB [JIg AOCSATHEHHS MO3UTUBHOTO e(PEeKTy HOCTaTHHO He Oinbine 0,5 Mr ofuH pa3 Ha
IeHb, TOAI K iHII MOXYyTh IOTpeOyBatu 1,5 MI 0OOuH pa3 Ha [eHb.

ITauienmu 3 macorw miaa < 50 k2

PekoMeH[I0BaHa [109aTKOBa 03a - 0,25 MT Ofj¥H pa3 Ha [eHb. Pucnonent’, po34yuH
OpalbHUM, € PEKOMEHI0OBAHO0 JTiKapchKo0 Gopmoro s mo3u 0,25 Mr. 3a HeoOXimHOCTI Ho3y
MOXKHa KOPUTYBaTH LIIAXOM AofaBaHHA 0,25 Mr OfMH pa3 Ha [AeHb He YacTillle HixX yepes
nenb. OnTHMAaJbHA [03a I OinbinocTi narieHTiB - 0,5 M oguH pa3 Ha geHb. OmHAK IS
IesIKUX TTalliEHTIB JOCTAaTHLO He Oinbine Hixk 0,25 MT oguH pa3 Ha go0y OIS JOCATHEHHS
TO3UTHBHOTO ePEKTY, TOMOi AK iHII MOXKYTbh noTpebyBaTtu 0,75 MI OJMH pa3 Ha [IEHb.

SIK i Ipy iHIIMX BHAAX CHMITOMaTHYHOIO JIiKyBaHHs, 3aCTOCYBaHHS Pucnonenty® HeoOXigHO
IIePiOfANYHO IIeperisagaTy i KOpUTryBaTH IPOTATOM YyCi€l Teparril.

Himu.
3acToCoByBaTH IIpernapaT He peKOMEHI0BaHO AiTSM BIKOM [0 5 POKIB.

IlauieHmu i3 3aXB0PHBAHHAMU NEYiHKU Md HUPOK.

Y nmanieHTiB 3 NOPYIIEHHIMY (DYHKIII HUPOK aKTMBHA @aHTUIICUXOTUYHA (DpaKLlis BUBOOUTHCS 3
OpraHi3My IIOBiJIbHIIIE, HiXK Y NAL€HTIB 3i 3I0POBUMYU HUPKaMU. Y NAI€HTIB i3 NOPYILIEHHIMUI
GyHKIII mediHKKM KOHIIEHTpAallis BibHOI PpakKIlil pucIepuaoHy y Ija3Mi KpoBi 30inbIIyeTHCS.

He3zanexHo Bif MOKa3aHHS, LIUM MallieHTaM IIPA3HAYa€THCS IIOJIOBAHA [TI0YATKOBOI Ta MiATPUMYY01
103, TUTPYBaHHS NO3U ITOBUHHO OyTH IOBIIbHILINM.



Pucnonent’ moTpiGHO 3aCTOCOBYBATH 3 00€PEXHICTIO I1ili KaTeropil malieHTiB.

Cnocib 3acTocyBaHHS

Pucnonent® MpU3HAYEHUH 715 TePOPATIBHOI0 3aCTOCYBAHHS. [IpuitoM iXi He BIIMBA€E Ha
BCMOKTYBaHHS Pucronenty”®.

Hampukiniyi nikyBaHHS pEKOMEHAYETHCS MTOCTYIIOBO BiIMIiHATH JliKapchbKul 3acio. ITicns
parToBOIO IPUIIKMHEHHS IIPUMOMY BUCOKHUX 03 aHTUIICUXOTUYHUX MTperapariB
CIIOCTEepirajaucs IMOOOUHOKI BUITaAKU T'OCTPUX CUMIITOMIB BiIMiHU, BKJIIOYHO 3 HYAOTOIO,
O70BaHHAM, MITAUBICTIO i 6e3COHHSAM (mUB. po3nin «I1obiuHi peakirii»). TakoX MOXYTb OyTH
PeIuOrBY IICUXOTUYHUX CUMIITOMIB, i ITOBiMOMJISITIOCS IIPO BUIIaAKW BUHUKHEHHS
MUMOBIJIBHUX PYyXiB (9K, HallpUKJIaf, akaTu3is, QUCTOHIA 1 AUCKiHE3is).

ITepexid 3 mepanii iHWUMU dHMUNCUXOMUYHUMU 3dcobamu.

SIK10 e KIIiHIYHO BUIpPaBAaHo, Iif 9ac Tepalii mpenapaTtoM PucmonenTt” peKOMeHAyeThCs
IIOCTYIIOBO IPUIIMHUTY MIONEPEHIO Tepallilo IHIIUMY ITpenapaTaMu. [Ipy poMy, SKIIO MaLi€HT
IIePeBOAUTLCS 3 Tepallil aHTUIICUXOTUYHUMU IIpenapaTaMy y GopMi «[Iemno», JTiKyBaHHS IIpernapaToM
Pucnonent® peKOMeHAY€ETHCS PO3MOYATH i3 3aCTOCYBAaHHS 3aMiCTh HACTYIIHOI 3aIlIaHOBaHO]I il €KIIil.
[TepioguuHO CITif OIiHIOBAaTH HEOOXiMHICTL IPOIOBXKEHHS IIOTOYHOI Teparil aHTUIapPKiHCOHIYHUMU
npenapaTaMu.

IiTu.

PucnepungoH 3aCTOCOBYIOTH [J1S1 TIKyBaHHSA BUPaXKEHO1 arpecil Ipu po3yiafax MOBEOiHKY Y
OiTed BIKOM Bif] 5 POKiB.

Ilepedo3yeanHs.

Cumnmomu.

O3HakKM Ta CUMIITOMHU TIepeqo3yBaHHs, 10 CIIOCTePiraauck, - e Bimomi mobiuHi peakiril Ha Impernapar,
110 NIPOSBIISIOTHCS Y IOCUJIEHIN (hOPMi: COHNIUBICTS i cefallis, TaXikapfia Ta apTepiasiibHa TiloTeH3is,
a TaKOXK eKcTpalipaMifHi cumntoMu. [Ipu nepeno3yBaHHI IOBIHOMIIAIOCS IIPO IOTOBXEHHS
inTepBany QT Ta cygomu. [1oBifoMIIAIOCS IIPO TPIIOTIHHA-MEPEXTiHHSA, acoliioBaHe 3
nepefo3yBaHHAM IIpernapaToM Pucmonent® y KoMOiHalil 3 TapOKCETHHOM.

Y pasi roctporo nepeno3yBaHHS CJIifi PO3TISHYTH MOXKJIUBICTh IPUUOMY HEKiTbKOX JTIKapChKUX
3aco0iB.

JIiky8aHHA.

Cnig 3a6e3neyuTy Ta NiATPUMYBATH BiIbHY NPOXiAHICTh AUXaNTbHUX LIUISXIB A1 3a0e3MeYeHHs
afleKBaTHOI BEHTUIALII Ta OKcureHatil. Ciifg po3rIsSHyTH NTPU3HaYeHHI aKTUBOBAHOT'O BYTiJJII Pa3oM
i3 mpoHOCHKM 3aco00M He Mi3Hille HiXK 3a TOAUHY Iicig IpuiioMy npenapary. I[lokazaHui
MOHITOPHHT CeplieBO-CYAUHHOI TisNIbHOCTI, 110 BKIIo4ae Oe3nepepBHy peectpatito EKT ms
BUSIBJIEHHSI MOXKJIMBUX apUTMil. PucrniepupnoH He Mae crenu(piyHOro aHTUAOTY. ToMy, CIIif BXKUBaTH



BIAIIOBIIHUX MiATPUMYIOYUX 3aXO0A1B. Y pa3i roCcTporo nepeno3yBaHHsA CIIif [IpoaHali3yBaTu
MOXKJIMBICTD JIIKaPChKO1 B3a€EMO[Iil KiTbKOX IIpelapaTiB. ApTepiaibHy TiIOTeH3ii0 Ta CyIUHHUN
KOJIATIC CJIif JTiKyBaTH TaKUMHU 3aXOJaMH, SIK BHYTPILTHEOBEHHI BIUBaHHS Ta/ab0 cCUMIIaTOMiMETUYHi
IpernapaTy. Y pasi po3BUTKY I'OCTPUX €KCTpallipaMifHUX CUMIITOMIB CJIif IpU3HadaTu
aHTUXOJIiHepriuHi mpenapaTt. HeoOXigHO POIOBXKYBATH IIOCTiiHE METUYHE CIIOCTEPEKEHHS [0
IIOBHOT'O OAy2KaHHS Talli€HTa.

ITobiuni peakuii.

HaitvacTimumy no6iYHUMY peakIlisiMu, PO SKi MoBigoMisgeTbCs (4acToTa = 10 %), € MapKiHCOHI3M,
ce[ailisy/COHIUBICTE, TOJIOBHME 0iyib Ta 0e3COHHS. ITapKiHCOHI3M Ta aKaTH3isd € M0303a/IeKHUMHU
mOOIYHUMHU peakIisiMH.

[To6iuni peakriii, HaBefeHi HUXK4Ye, BKITIOYAIOTh Ti, PO SKi MOBIOMIISIIOCS i Yac KITiHIYHUX
BUIIPOOyBaHb Ta Y IOCTMAapPKETUHTOBUY nepion. YacToTa BUHMKHEHHS MOOIYHUX peakllili: my»Ke 4acTo
(=1/10), gacto (=1/100 go <1/10), mHewacto (=1/1000 mo <1/100), pigko (=1/10000 mo <1/1000),
nyxe pigko (<1/10000) Ta HeBimoMO (4aCTOTy He MOXKHA BCTAHOBUTH 3 [JOCTYIIHUX OAHUX).

Y KoXHiii rpymi mo6iuHi peakilil IpeAcTaBieHi ¥ MOPSAOKY 3MeHIIeHHS CTYIIeHS TSIKKOCTI.

[HpeKuil ma iHeasil

HacTo MTHEBMOHis, OpPOHXIT, iH(MEeKIIil BEPXHIX AUXalbHUX IIISIXiB, CUHYCUT, iH(eKil
CEYOBMBIOHUX IIJIAXiB, iHQEKIIil ByXa, TPUI

HeuacTo indexkiIril puxanpHUX LMIISXiB, IUCTUT, iIHPEKIIii 0Ka, TOH3UIIIT, OHIXOMiK03,
3alajieHHs MiAKIipHOI KIITKOBUHY, JIOKali30BaHa iH(deK1is, BipycHa iHGeKIis,
aKapogepMaTHUT

Pimko iHpeKIis

3 60Ky Kpoei ma aiMpamuyHoi cucmemu

HeuacTo HEeUTPOIIEeHisT, 3MEeHIIIeHHS KiJIbKOCTi JIEUKOIIUTIB, TPOMOOIIUTOIIEHisI, aHeMis,
3HMKEHHS TeMaTOKPUTY, 30iIbIIeHHS KiIbKOCTi €03uHOGINIB

Pinko arpaHyJIoNKUTO3"

3 60Ky iMyHHOI cucmemu

Heuacto rinepyyTIuBICTh

Pinko aHadinaKTUYHA peakilis’

3 60Ky eHOOKPUHHOI cucmemu

JacTo rineprnpoakTHHeMis"

Pigko MOPYIIEHHS CeKpellil aHTUIiyPeTUYHOT0 TOPMOHY, IPUCYTHICTh TJIIOKO3U B Cedi

3 boky memaboaiamy ma mpasneHHs

JacTto 30iNIbIIIEHHS MAcCH TiNla, MiIBUILIEHHS alleTUTY, 3HUKEHHS alleTUTy

Heuacto [YKPOBUU miabet”, rimepriikeMis, MOMIOXIICIS, 3MEHIIIEHHS MacCH Tifa,
QHOPEKCisl, MiABUILEHHS PiBHS XONECTEPUHY

Pigko BOJHA iHTOKCHKAIIiS®, TiMOTTiKeMist, TimepiHCymiHeMis®, MigBUIIeHHS PiBHS
TPUTTILEPUAIB Y KPOBI

[lyxKe pigKo niabeTHYHUH KEeTOAIUI03

3 6oky ncuxiku

[lyxKe 9acTo Ge3conHs"

Yacto pO3Nafgy CHY, aXXuTallid, Jemnpecis, TpuBora

HeuacTo MaHisl, CIJTyTaHiCTh CBiJOMOCTI, 3HMKEHHS JT1i6iff0, 3HEPBOBAaHICTh, HiUHI XKaxXu

Pinko KaTaTOHisl, COMHaMOYyJTi3aM, po3/iafii Xxap4uyBaHHs, TI0B’s13aHi 31 CHOM,
NPUTYIIJIEHUY adeKT, aHopra3Mis




3 60Ky Hepeosoi cucmemu

[lyxke 4acTo Cefallisi/CORNMBICTD, TAPKiHCOHI3M', TOIOBHMI 6ib

JacTo akaTu3ia’, IuCcToHIA, 3amaMopoYeHHs, AUCKiHe3ia’, TpeMop

Heuacto mi3Hs OUCKiHe3is, 1epebpasibHa imemist, BifCyTHICTL peakilii Ha MOIPA3HUKY,
BTpaTa CBiOMOCTI, IPUTHiUEHHIt piBeHb CBiOMOCTI, CyIOMH’, CHHKOIIE,
[ICUXOMOTOpHA TillepaKTHUBHICTh, pPO3/Iafyl PiBHOBATH, MOPYIIEHHS KOOPAMHALI,
[IOCTypasibHe 3allaMOpPOY€eHHs, IOPYIIEeHHS yBaru, Au3apTpis, po3nanu
CMaKOBUX BITUYTTiB, TillecTesid, napecresis

Pinko 3I0SKiCHUYM HEUPONENTUUYHUN CUHAPOM, Ilepe6poBacKyIsIpHi po3ay,

miabeTHYHa KOMa, pUTMiUHE TOXUTYBaHHS T'OJIOBH

3 60Ky opaaHis 30

py

YacTto

PO3MUTICTE 30PY, KOH IOHKTUBIT

Heuacto CBiT/1000513Hb, CyXiCTh O4Uel, 30ibIIeHHs CIhO30BUAINIEHHS, IOYePBOHIHHS
ouen
Pigko r7IaykKoMa, ITOPYIIeHHS PyXy OYHUX SI0/IYK, POTAaTOPHUM HiCTarMm, YTBOPEHHS

KipKU Ha Kpalo MMOBiKM, iHTpaonepaliiHuil CHHIPOM aTOHIYHOI PafyKKHI'

3 60Ky opaaHis c

yxy

HeuacTo

|BepTHro, THHIT, 6i/Ib y ByXax

3 60Ky cepuesoi disabHocmi

HacTo Taxikapmis

HeuacTo (hibpunsiia nepeacepab, aTPiOBEHTPUKYIsIpHa 010Kafa, MOPYyLIIeHHS
MIPOBIAHOCTI cepiisl, MOoHoBXKeHHS iHTepBany QT Ha enekTpokapaiorpami,
OpapuKappis, BiAxXuIeHHS Ha eleKTpoKaphiorpami, BifuyTTs cepreduTTs

Pinko CAHYCOBa apUTMisd

3 60Ky cyOuHHOI cucmemu

HacTo apTepiasibHa rinepTeH3sis
Heuacto riOTEeH3id, OPTOCTaTUYHA TI0TEeH3isd, IPUIIJIUBU
Pinko mereHeBa eM00ITisI, TPOMO03 BEH

3 60Ky OuxaavHoi

cucmemu

YacTto

mucnHOe, hapUHTOIapHUHTea bHuM Oi/lb, Kalllesb, emiCTaKCUC, 3aKIageHiCTh
HOCa

Heuacto acmipalliiHa THEBMOHIS, JIeTeHeBUH 3aCTil, MOTIPIIeHHS NPOXiqHOCTI
IVXaNbHUX IIIAXIB, XPHUIM, CBUCTSYe OUXaHHS, IUCQOHIS, pO3/Iafiy JUXaHHSA
Pinko CUHIPOM HI9HOTO aIllHOe, TillepBEeHTUIAIIA

3 60Ky mpasHoi cucmemu

HacTo 6in1b y KUBOTIi, IUCKOMGOPT y KUBOTi, 6II0BaHHS, HYIOTA, 3a1I0p, diapes,
mUCIencist, CyxicTh y poTi, 3yOHU# 6inb

HeuacTto HeTpPUMaHHS Kaly, ekamoMa, raCTpOEHTEePUT, Arucdaris, 3MyTTs KUBOTa

Pinko MaHKpeaTUT, 0OCTPYKIIis IMITYHKOBO-KMIIKOBOT'O TPAKTy, HAOPSK s3UKa, XeUIIT

[lyxe pigko KHIITKOBA HEIIPOXigHICTh

3 60Ky 2enamobisiapHoi cucmemu

Heuacto MiIBUIEHHS PIBHA TpaHCaMiHa3, [MiABUIeHHS PIBHA raMMa-TIyTaMis-
TpaHcQepasu, MiBUIEHHS PiBHS MEeYiHKOBUX (DEePMEHTIB
Pinko PKOBTSIHUIIS

3 60Ky wkipu ma

niOWKIpHOI KAIMKOBUHU

YacTo

BUCHUIIAHHSA, epUTEMa

Heuacto KPOIIKB’sTHKa, CBepOiXK, ajomellis, rimepkepaTos, eK3eMa, CyXiCThb IMIKipH, 3MiHa
KOJIbOPY IIKipH, akHe, ceO0peliHNil [epMaTHUT, 3aXBOPIOBaHHS IIKipH,
[OIKOAKEHHS LIKIpU

Pinko MeOVKaMeHTO3Hi BUCUIIaHHS, JIyIa

[lyxe pigko QHTiOHEBPOTUYHUY HaOPSK

Hesigomo CunppoMm CriBeHca - J[?KOHCOHA/ TOKCUYHUM elifilepMaTbHUR HeKPOoJIi3"©




3 60Ky KicmKkoeo-M’ 30801 cucmemu
JacTto M’sI30Bi ClTa3MH, M'130B0O-CKeJieTHUM 6inb, 6ifib y CIMHI, apTpanris

Heuacto MiABUIIEHHS PiBHS KpeaTUH(POC(HOKiHA3Y, TOPYIIEHHS I0CTaBU, CKYTiCTh
cyrno06iB, HaOpsikaHHs cyrnao0iB, M's130Ba cnabKicTh, Oinb y mui

Pinko pabmomioris
3 6oky ceuosudinbHOi cucmemu

HacTto HeTpUMaHHS Ceyi

Heuacto [10J1aKiypisl, 3aTpUMKa ceyi, Au3ypisa

[BazimHicmb, nicasano010208utll nepio0 ma HEOHAMAAbHIi CMAHU

[lyxe pigko |CI/IHJ:[pOM BiIMiHM TIpenapaTy Y HOBOHAPOIKEHUX'

3 60Ky penpodykmueHoi cucmemu ma MOAOYHUX 3d/103

HeuacTto epeKTHIbHA AUChYHKIIIS, TOPYIIeHHS eIKyIIAllil, aMeHopesl, TOPyIIeHHS

MEHCTPYaJIbHOT O I.[I/IKJ'Iyd, riHeKoMacTisl, rajlakTopes, cTareBa quCyHKIis, 6inb
Yy MOJIOYHUX 3aJ103aX, BariHaJbHi BULIJIEHHS

Pinko mpiami3M®, 3aTpUMKa MEeHCTpYyallii, Harpy0aHHS MOJIOYHUX 347103, 30iTbIIeHHS
MOJIOYHMX 3aJI03, BUAiIEHHS 3 MOJIOYHUX 3aJ103

3a2avbHi po3aadu

YacTo HaﬁpﬂKd, JIUXOMaHKa, 0inb y TPyAHiM KIIiTI, acTeHisd, BToMa, 6inb

Heuacto HaOpsAK 0671MYYsi, 03HOO, MiIBUILIEHHST TEMIIEPATYPH Tifla, OPYIIEHHS X0,
crpara, JUCKOMDOPT y TPYAAX, rapsiyka, HE3BUYHI BIIUYTTs, UCKOMDOPT

Pigko rioTepMisi, 3HUKEHHS TeMIlepaTypHu Tijla, BITUYyTTS X004y Y KiHIlIBKaX,

CUH[IPOM BigMiHM Npemnapary, yulinbHeHHS
YwKo0xceHHA ma ompyeHHA

JacTto agiHHS

Heuacto 6inb micns XipypriyHux BTpydYaHb

‘TimepnponakTUHEMIs y OeSIKUX BUMTAJKaX MOXKe TPU3BOOUTH [0 TiHEKOMACTil, po3afiB
MEHCTPYaJIbHOTO IIUKIIY, aMeHOopel, aHOBYJIALlil, rajlakTopel, MOPYIIeHHS 3AaTHOCTI 0 3a4aTTH,
3HUKEHHA 1i0if0, epeKTUIbHOI AUCHYHKIIIL.

b . . . o . . . .

[Tig yac mmane60KOHTPOTbOBAHUX MOCIIMXKEHb MOBITOMIISIIOCS PO IyKpoBui miabet y 0,18 % marieHTis, ski
OTPUMYBAIM PUCHEPUIOH, mopiBHSIHO 3 0,11 % y rpymi mnane6o. 3araabHa 4acToTa y BCiX KITiHIYHUX
BunpoOyBaHHAX cTaHoBuia 0,43 % y malfienTiB, SKi mpuiiManyu PUCIEPHUIOH.

° He BigMiuanocs y KTiHIYHUX DOCTiIKEHHIX PncnonenTy®, ofHaK Oy710 BUSBJIEHO IIPOTSTOM
ITIOCTMapPKETUHIOBOI'0 CIIOCTEPEXKEHHS.

‘ExcTpamipaMifHi po3nafu BKI0OYaoTh: HAPKIHCOHI3M (TinepceKpelis CIMHM, PUTIAHICTE M’g3iB,
napKiHCOHI3M, CIMHOTEeYa, PeHOMEH «3y04aToro Kojeca», OpaguKiHesis, TinokiHesis, MacKomomioHe
00IMyYs, HAallPyKEeHiCTh M’SI3iB, aKiHe3is, pUTigHICTh MOTHUNIMYHUX M’I3iB, PUTITHICTH M’53iB,
napKiHCOHIYHA X0fa, MOpYyIIeHH TlabensipHOTo pedriekcy, TapKiHCOHIYHUYN TPEMOP), aKaTH3ii0
(akaTu3is, HECIIOKIiH, rinepkiHesis, CHHIPOM HECIIOKIMHUX HiT'), TpeMOop, TUCKiHe3i1o (OuckiHesis,
IIOCMUKYBaHHS M’g3iB, XOpeoaTeT03, aTeT03, MiOKJIOHYC), HUCTOHIIO.

IUCTOHisI BKII0Ya€ QUCTOHIIO, TiMEPTOHII0, KPUBOILKI0, MUMOBINIbHI M'30Bi CKOPOYEHHS, MiOT€HHi
KOHTPaKTypH, 61edapocnasm, pyx O4HOro sI0yKa, mapasiy si3uKa, TUK (B OiMSHIN 00Iuyys),
JIapUHT0CIa3M, MiOTOHII0, OIICTOTOHYC, POTOTJIOTKOBUY CIla3M, IIJIEBPOTOHYC, Clla3M sI3UKa, TPU3M.
BxnroueHo OinbImmii mepestik CUMIITOMIB, 110 He 000B’sI3K0BO MAalOTh eKCTpallipaMigHe MOXOIXKeHHS.
Be3CoHHs BKJII0Ua€ NOPYIIEHH 3aCUHAHHSA, IHTPAaCOMHIYHUY po3ian. CyaoMu BKIIIOYAOTh
BEJIUKUY eliNienTHYHNUM Hamafl. MeHCTpya/IbHi po3/1agy BK/II04YalOTh HePerysapHi MeHCTpyallil,
orniromeHopelo. HaGpsIk BK/II0Ya€e reHepanizoBaHuil HaOPsK, nepudepuyHuil HabpsK, «TOUKOBUM»
HaOpSK.



ITobiuHi peakuii nasinepudoHy

[ManinmepumoH € aKkTHBHUM MeTab0IiTOM PUCIIEPUAOHY, TOMY Mpodini mobiyHNX peakiil WX peYoBUH
(BKJTIOYAOUM TIepopasibHi Ta iH eKIilHI popMu BUmycky) nomioui. Ha momaTok g0 3a3HaueHUX BUIIE
no0iYHUX peakllili, TPy 3aCTOCYBaHHi MaliNepuaoHy MOBIJOMIISIOCS PO CUHAPOM IIOCTYpaibHOL
OPTOCTATHYHOI TaxiKapii, IKui, iMOBIDHO, MOXKe CIIOCTepPIraTCs i IpK 3aCTOCyBaHHi Pucmonenty®.

ITobiuHi peakuii, 8aacmuei GHMUNCUXOMUYHUM AiKAPCbKUM 3acobam
ITodoeoicenHs inmepsany QT

4K i mpu 3aCTOCYyBaHHI iHIIMX @aHTUIICUXOTHKIB, Y ITOCTMAapKETUHTOBUY NEPIOf MOBIIOMIISAIOCS IIPO
nonoBxkeHH iHTepBany QT npu 3acToCyBaHHI pUCIepuaoHy. TakoX IpU 3aCTOCyBaHHI
QHTUIICUXOTUYHUX ITperapaTiB MOBITOMIISAIOCS PO iHMIi moOiyHi peakiril 3 60Ky ceplis, II10
nofoBXKyI0Th iHTepBan QT, Taki SK BEeHTPUKYJIIPHA apuTMist, GiOpUmsIis MIyHOUKiB, BEeHTPUKYISPHA
TaxiKapAis, panToBa CMepPTh, 3yIIMHKA CePIis, TPINOTiHHSA-MEePEXTiHHSA.

BeHo3Ha mpomboembois

Ha T1i 3acTOCyBaHHST aHTHIICUXOTHYHUX 3aC00iB Oy 3apeecTpPOBaHi BUMIAJKK PO3BUTKY BEHO3HOI
TpoM6GoeMOoIii, BKI/II0OUal0O4yu jereHeBy eM0O0Ii0 Ta TpoM003 rITUOOKUX BEH.

36inbWeHHA macu miaa

TTopiBHSAHHSA KiNbKOCTI HAILli€HTIB, SKi 3aCTOCOBYBaIy Pucronent®, Ta HalLli€HTiB, SKi 3aCTOCOBYBAJIH
nyanedo Ta Manu 30inblIeHHS MacHu Tina Ha 7 % y mane00KOHTPOIbOBAHUX OOCTIIXKEHHSIX
TPUBAJIICTIO Bif 6 40 8 TUXKHIB, ITOKa3ali CTAaTUCTUYHO 3HAUYIY Pi3HUII0 Y YaACTOTi BUIIaAKIB
30i/IbIIIeHHST MaCH Tijla y IPyIIi NalieHTiB, aKi npuiManu Pucnonent® (18 %), MOPIBHSAHO 3 TAKOK y
TIAIliE€HTIB, 110 3aCTOCOBYBasu manebo (9 %). Y xomi 3-TuKHEBUX M1alle00KOHTPOIOBAHUX
IOCTiAKEeHb V TOPOCIIKX TAI[iEHTIB 3 TOCTPOIO MaHi€l0 YacToTa 30i/blIeHHST MacH Tina Ha =7 % Gyrna
MOPiBHAHHOIO 3 TAKOI0 y TPy, o npuiiMana Pucnonent® (2,5 %), Ta y rpymi, 1o npuiiMana
nnatebo (2,4 %), Ta Oyna gemo BUIOI0 Y TPYIi aKTUBHOTO KOHTPOIO (3,5 %).

Y nonynsuii giTe# 3 MOPyIIeHHIMY MOBEOIHKY IIPOTITOM JOBTOTPUBAJIUX JOCIIXKEHb Maca Tia
nalieHTiB 30ibIIyBagachk y cepefHboMy Ha 7,3 KT mmicig 12 Micsui mikyBaHHsA. OdikyBaHe
36inbIIeHHST MACH Tina AJid [iTel 3 HOPMaJIbHOIO Macolo Tina y Bili 5-12 pokiB - Bix 3 o 5 Kr Ha pik.
[TounHatouy 3 12 pokiB 30i/bIIEHHS MaCH Tijla IJIs MiBYAT 3aJHIIAETHCS Bif 3 MO 5 KT Ha PiK, TOMi K
XJIOTII HaOUPaloTh Y CepeqHbOMY 5 KT Ha piK.

HomaTkoBa iHGOpPMAIIis om0 0COGIMBUX KATErOPil HaIli€HTiB

[To6iuHi peaxiiil y maIieHTiB TiTHLOTO BiKYy 3 IeMeHIli€l0 abo y fiTeil, mpo SKi MOBiMOMIISIOCE 3
OinTbIII0I0, HiXK Y IOPOCIIMX, YaCTOTOIO, OMKMCaHi HUXKYeE.

ITauieHmu AiMHb020 BiKYy 3 OeMeHUie

TpaH3uTOpHa imeMiyHa aTaka Ta 11epeOpoBacKyIspHi po3naau - mo0iuHi peakiii, mpo sKi
MIOBIIOMIISANIOCS IPOTATOM KJTiHIYHUX AOCHiAXKEeHb 3 4acToTo 1,4 % Ta 1,5 % BiANOBIAHO y Malli€HTIB
JTHBOTO BiKy 3 meMeHIie0. OKpiM 11bOT0, PO TakKi moOiuHi peakilil IOBiMOMIISAIOCS 3 YaCTOTOIO

= 5 % y mauieHTiB JITHBOTO BiKY 3 JEeMEHIII€I0 Ta 3 IOHaMeHINe 3 yABidi BUI0I0 YaCTOTOIO0, HiX Y
iHIIMX KaTeropiil JOpoCauX MallieHTiB: iHdeKIlii CeHOBUBITHUX LINAXIB, TepudepuIHul HaOPSK,



JieTaprig Ta Kalleb.
Himu

3aranoM ouikyBaHi mo0iuHi peakiiii y miTe# cX0xi 3 TAKMMHU Y JOPOCIHX ION0 YaCTOTH BUHUKHEHHS,
TUIY Ta CTyIeHs TSAXKKOCTI.

[To6iuHi peaxiiii, 110 crocTepiranucs y mited (BikoM Bim 5 mo 17 pokiB) 3 yacToToio = 5 % Ta 3i
[IJOHAMMeHIIIe YABi4i BUIIIOI0 YaCTOTOIO, HiXK Yy AOPOC/IUX Malll€eHTiB: COHIMBICTh/Cefallis, BTOMa,

roJIOBHUY OiNb, MigBUINEHHS aeTUTy, O110BaHHS, iHQeKIl BepXHiX AUXalbHUX IIJIAXiB, 3aKIageHiCTh
Hoca, Oinb y XKMBOTI, 3allaMOpPOYEHHS, Kallleslb, MIipeKcis, TpeMOD, Aiapes Ta eHypes.

BnnuB TpuBanoro nikyBaHHS PHUCIEPHIOHOM Ha CTATEBE NO3PiBaHHS i PiCT BUBUYEHI HEJOCTATHBLO
(muB. po3min «OcoBGIUBOCTI 3aCTOCYBAHHS»).

Bmicm 0onoMmidxcHUX peuosuH

MicTtuth opaHxkeBo-k0BTHH S (E 110), 1110 MOXKe BUKIMKATH aJIePridyHi peakiril.

Tepmin npudamuocmi. 3 poku.

YMoBu 30epiraHHsi.

30epiratu B opuriHanbHil ymakoBui npu Temnepatypi He Buille 30 °C y HEJOCTYIIHOMY OIS TiTei
Micti.

YnakoBkKa.

[To 10 TabneToK, BKpUTUX 060710HKOI0, Y OmicTepi i3 [IBX/ITE/TIBIIX/anmtominieBoi pombru, mo 2 abo no
6 GicTepiB y KapTOHHIN Mayiri.

KaTteropis Bigmycky.

3a perenTom.

BuUpOOHHK.

Auccen-Cinar C.n.A./ Janssen Cilag S.p.A.



Micie3HaxoIKeHHsI BUPOOHHKA Ta MOr'0 aJpeca MicCIlsi IPOBaiKeHHsI Tis/IbHOCTI.
Bia C.4duccen, 04100 bopro Can Mimens, JlaTiHa, ITamis/

Via C. Janssen, 04100 Borgo S. Michele, Latina, Italy.



