[HCTPYKIIIA

IS MEJUYIHOT O 3aCTOCYBaHHS JIIKapCHKOT0 3aC00y

PUCTIOJIEIIT®

(RISPOLEPT®)

Cknao:
Oitoua pevosuHa: risperidone;
1 M1 po3YMHY MIiCTUTH 1 MT pUCIIEPUOOHY;

IOTIOMiXKHi PeYOBUHHU: KUCJIOTA BUHHA, KcnoTa 6eH3oiHa (E 210), HaTpito rimpokcum, Boma
ouwulIlleHa.

JIikapcbKa ¢popMa. Po3uuH opaIbHHH.

OcHogHi ¢i3uko-ximiuHi 81acmueocmi: mpo3opuii, 6e36apBHUI PO3UUH.

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

®Papmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

PucnepupnoH - 11e CeIeKTUBHAYM MOHOAMiHEPIriYHUM aHTArOHICT 3 YHIKaJIbHUMU BIaCTUBOCTAMU. BiH
BUSBIISIE BUCOKY adiHHICTE om0 cepoToHiHepriunux 5-HT, i nodpaminepriuaux D,-penientopis.
PucnepupoH 3B’'sI3y€ThCS TAKOXK 3 (,-aflpeHEPTIYHMMHU PelleITOPpaMu Ta 3 MEHIIO0I0 adiHHicTIO - 3 H;-
ricTaMiHEPriYHUMU Ta 0,-afpPEeHEPTiuHNME pelleniTopaMu. Pucrepuiod He BUSBIISE apiHHOCTI
BITHOCHO XOJIIHEPTriYHUX PELEeNTOpPiB. X04a PUCIEPULIOH € IOTYyKHUM D,-aHTaroHicToM, 1110
TOB’I3yI0Th 3 M0T0 e(heKTUBHICTIO OO0 MPOOYKTUBHOI CHMIITOMATUKY K130 PeHii, BiH He
CIIPUYMHSE 3HAYHOT0 IPUTHIYEHHS MOTOPHOI aKTUBHOCTI Ta MEHIIIOI0 MipOoI0 iHOYKY€E KaTaJelciio
MOPIBHSHO 3 KJIACHYHUMH HEeHPOoJIenTHKaMHU. 30alaHCOBAaHUM IeHTPaIbHIUKM aHTaroHi3M BiTHOCHO
CEepOoTOHiIHY Ta JodaMiHy 3MEHIIY€E CXUIIbHICTh 10 eKCTpamnipaMifHuX mo0iyHuX ePeKTiB i pPO3IIUPIOE
TepalleBTUYHUY BIJIUB IIpenapaTy 3 OXOIJIEHHSIM HeraTUBHUX Ta apeKTUBHUX CUMIITOMIB
mu3o¢peHil.

dapmMaKoKiHemuka.



Pucnonent® y ¢popmi TabIeToOK, 110 MUCIEePrylThCSA Y POTOBi MOPOXKHKHI, Ta Pucnonent” y dpopmi
TabIeTOK, BKPUTHX 0G0TIOHKOI0, € 6i0€KBiBaIeHTHUMH [0 PHCIONENnTy ", pO3YKMHy OPaabHOTO.

Pucnepunon metabomi3yeTbcs 10 9-TifpOKCUPUCTIEPUIOHY, SKUM YMHUTD MOTIOHY 70 PUCTIEPUNOHY
(bapMaKoJIoTiuHy [ilo.

BcmoxkmyeaHHA.

[Ticns mepopanbHOTO NMPUIOMY PUCIIEPUAOH MOBHICTI0O a6COPOY€ETHCSA Ta HOCITAE MIKOBUX
KOHIIEHTpAIli¥ y 11a3Mi B MexXax 1-2 roguH, y nali€eHTiB JIiTHBOTO BiKy - Y MexXax 2-3 TOfUH.
AGcomoTHa 6i0IOCTYNHICTH MiC/Is TePopaibHOT0 3aCTOCYBaHHS pUCIEPUAOHY cTaHOBUTH 70 % (CV =
25 %). [>xa He BnMBae Ha a6cop6bIiiio mpemapaTy, TOMy PHCIEPHIOH MOXKHa IPUIMaTH He3anekKHo
Bif mpuiiomy ixi. AGcontoTHa 6i0OCTYIHICTh CTaHOBUTD 66 % y mBUOKUX MeTabomizaTopiB Ta 82 % -
y IIOBUJIbHUX.

Po3nodia.

PucnepumoH MBUAKO PO3MOMiNIETLCS B opraHiami. 06’em po3nominy craHOBUTE 1-2 n/Kr. VY mna3mi
PHUCIIEPUIOH 3B’I3YETHCS 3 aIbOYMiHOM i KMCIUM «,-TJIiKompoTeinoM. Pucnepumon Ha 90 %
3B’A3y€ThCA 3 OiKaMu 1a3Mu, 9-TifpoKCUpUCcIepunoH - Ha 77 %. PiBHOBakHa KOHIIEHTpALlis
PHUCIIEPUIOHY B OPraHi3Mi y GilbIIOCTi Halli€HTIB JOCATAETHCS TPOTIroM 1 gHs. PiBHOBaxkHa
KOHIIEHTPaIlis 9-TiTpOKCHPHCIIEPUAOHY [OCATAETLCS IPOTSATOM 4-5 mil.

BiompaHcgopmauia ma susedeHHs.

Pucnepunon metabomnisyetbcs nutoxpoMom CYP2D6 mo 9-rimpoKcupuCnepumony, SKUl YUHUTD
aHaJIOTiYHy PUCTIEPUAOHY (hapMaKOIOTiuHy Hifo. PucnepunoH i 9-TifpoKcUpUCIEepUOH YTBOPIOIOTh
aKTUBHY aHTUIICUXOTHYHY ¢pakuit. [Tutoxpom CYP2D6 mifmaeTbcs reHeTHYHOMY HoJiMopdizmy. Y
mBuAaKuX MetabomnizaTopis CYP2D6 pucnepumoH MIBUIKO IEPETBOPIOETHCS Ha 9-
TiIPOKCUPHUCIIEPUOH, TOAI K y MOBiTbHUX MeTa001i3aTOpiB PUCIIEPUIOH IIEPETBOPIOETHCS HabaraTo
noBiNbHIiLIE. X04Ya ¥ MIBUAKKAX MeTa00/1i3aToOpiB KOHIIEHTpallil puCIIepupoHy Ta 9-
TiIPOKCUPUCTIEPUAOHY HUXKYI, HiXK Y MOBiIbHUX MeTab011i3aTopiB, hapMaKoKiHeTHKa PUCIIEPUIOHY Ta
9-rigpokcupucepunony y KoMmOiHalii (ToOOTO aKTUBHOI @aHTUIICUXOTHYHOI (paKiril) micis pa3oBoi Ta
OaraTopa30BUX [03 Y MIBUOKUX Ta MOBiIbHUX MeTabomizaTopis muToxpomy CYP2D6 moxibHa.

[HmuM IsixoM MeTa0o1i3aMy pucnepunony € N-me3ankinyBanss. [locmigKeHHs in vitro Ha
MIKpOCOMax IeYiHKHU JIIOAVHY II0Ka3ally, 110 PUCIIEPUOH Y KITIHIYHO 3HAUYILIUX KOHI[EHTpALliIX He
IPUTHIYy€e 3HaYHO MeTabo1i3M JTiKapChbKUX 3aco0iB, SKi MeTaboi3y0ThCs i30epMeHTaMu
utoxpomy P450, skmrogaroun CYP1A2, CYP2A6, CYP2C8/9/10, CYP2D6, CYP2E1, CYP3A4 ta
CYP3A5. Yepes TukKOeHb Mmicig 3acTocyBaHHs npemnapaTy 70 % mo3u BUBOOUTHCS 3 ceyelo, 14 % - 3
kKanoM. KoHIIeHTpanisl pucepumoRy i 9-rifpOKCUPUCIIEPUOOHY Y cedi fopiBHIOE 35-45 % mpUuHATOL
mo3u. [HIy YaCTUHY CTAHOBJIATh HeaKTUBHI MeTabomiTu. ITic/is mepopasbHOTO MPUUOMY V XBOPUX Ha
IICUXO03M Iepiof HamiBBUBEOEeHHS CTaHOBUTH MPUONMU3HO 3 roguHu. Ilepion HaliBBUBEIEHHS
9-TigpPOKCHPHUCIIEPUAOHY Ta aKTUBHOI aHTUIICUXOTUYHOI (pakKilil JocsArae 24 TOONH, a ¥ Malli€HTiB
JIITHBOTO BiKY - 34 TOOUH.

JIiHitiHiCcMb.
KoHneHnTpatii pucrepumoHy B IJla3Mi IIPOIOPIIiiiHi 031 mpemnapaTy (B MeXkax TepalneBTUYHUX [03).
ITauieHmu AiMHb020 BIKYy Ma nayieHmu 3 NnoOpyweHHAMU (YHKUIl HUPOK, NeyiHKU.

Y xoni papMaKOKiHETUYHOTO OOCHIA2KEHHS OMHOPA30BOr0 IPUKAOMY IIpenapaTy nalieHTaMy JiTHbOTO



BiKy Oy710 IPOIEMOHCTPOBAHO, IO y TaKMX NallieHTiB Ha 43 % BUILUY PiBeHb KOHIIEHTPAIlil aKTUBHOL
QHTUIICUXOTUYHOI Ppakiiil, Ha 38 % moBummi nepion HaniBBUBe#eHHS Ta Ha 30 % 3HUXKEHUU KITIipeHC
aKTUBHOI aHTUIICUXOTUYHOI (pakKiiil.

Y mopocnux mali€eHTiB 3 NOPyIIeHHAM (QYHKIIII HUPOK 3Ha4eHHS K/IPeHCY aKTUBHOI (ppakil
cTaHoBuIO ~ 48 % Bif Takoro y mopociux 0e3 mopyiieHs GyHKIIII HUPOK. Y TOPOCTHX MAIiEHTIB i3
TSIKKUM IOPYIIEHHAM (YHKII1 HUPOK 3HAUYEHHS KJlipeHCy cTaHoBUIO ~ 31 % Bif TakKoro y JOpOCIuX
0e3 nopy1eHb QyHKII HUPOK. [lepiof HamiBBUBeleHH aKTUBHOI (pakilil cTaHOBUB 16,7 ron y
MOJIOAMX [OPOCIIKX TAIli€HTIB, 24,9 rof y OPOCUX i3 TOMIpHUM MOPYIIeHHAM QYHKIIil HUPOK (abo
ooBImuM y ~ 1,5 pa3a 3a Takuy y MOJIOAUX JOPOCTIUX IallieHTiB) Ta 28,8 rog y Nali€HTiB i3 TAKKUM
nopyieHHAM QyHK1ii HUPOK (abo moBmmM y ~ 1,7 pa3a 3a Takuil y MOJIOAUX JOPOCIIMX IallieHTiB). Y
TIAIli€HTIB 3 IeYiHKOBOI HEOCTATHICTIO CIIOCTEPIranucs HopMallbHi PiBHI KOHIIEHTpaIlil
PHUCIIEPUIOHY B IJIa3Mi, ajle cepeqHe 3HaueHHd BinbHOI Qpakiiii pucrnepumony y mia3Mmi 6yuo
36inmbinese Ha 37,1 %.

[Ticns nepopasibHOTO 3aCTOCYBAaHHS 3HAUEHHS KIIIPEeHCY Ta IIepiofy HalliBBUBENEHHS PUCIIEPUL0HY
Ta aKTUBHOI @aHTUIICUXOTHYHOI GpaKIlil y MalieHTiB i3 TOMipHAM Ta TAKKUM MOPYIIEeHHIM QYHKIIil
MIeYiHKY CYTTEBO HE BigPi3HSIKCS Bifl TAKUX Y MOJIOOUX 3[I0POBUX TJOOPOBOJIBIIIB.

Himu.

dapMakoKiHeTHKA PUCIIEPUIOHY, 9-TiIpOKCUPUCIIEPUOHY Ta aKTUBHOI aHTHUIICUXOTUYHOI (pakiil y
miTey mofiOHA 4O TaKol Y JOPOCIIHX.

Cmamb, pacosa npuHanexcHicmb ma KypiHHA.

[Tonynauivany papMaKOKiHETUYHUY aHalli3 He BUSIBUB BUIUMOTO BIIJIUBY CTaTi, BIKy YU 3BUYKHU
KYPUTHU Ha (papMaKOKiHETHKY PHUCIIEPUAOHY UM aKTUBHOI aHTUIICUXOTUYHOI (pakiiii.

KininiyHi XxapaKTepHCTHKH.
Iloka3aHnHs.
- JIikyBaHHS K30 peHil;

- NiKyBaHHS MaHiaKaJabHUX €Mi30MiB Biff IOMiPHOTO 0O TSAXKKOTO CTYNEeHsI IIPU GimoIIpHUX
po3nagax;

- KOpPOTKOYacHe JIiKyBaHHA ([0 6 THKHIB) BUpaXKeHOl arpecil y MalieHTiB 3 JeMeHIIi€0
aJIbLIreMepiBCbKOT0 TUITY Biff IOMIPHOI'0 [0 TSAXKKOI'0 CTYIIEHS IIPY iICHYBaHHI 3arpo3U 3alofisiHHSA
KoK cobi uM iHIIUM Ta IIPH BiICYyTHOCTI BifMOBiAi Ha HedapMaKOIOTiYHi MeTOOY JiKyBaHHS (IUB.
po3minu «Crmoci6 3acTocyBaHHS Ta q03u» Ta «OcOOIUBOCTI 3aCTOCYBaHHSI»);

- CHMIITOMaTH4YHEe KOPOTKOCTPOKOBe JIiKyBaHHS ([0 6 TUXKHIB) BUpazKeHOl arpecii mpu po3nafax
TIOBEIiHKY y [iTel Bif 5 pOKiB Ta MiAJiTKIB 3 pO3yMOBUM PO3BUTKOM HUXKUYeE CEPEIHBOTO abo
PO3YMOBOIO BifICTaIiCTIO, AiarHOCTOBaHOW 3a KputepisiMmu DSM-IV, y IKUX TSXKKIiCTb arpecuBHOI a6o
IHITIO0] JeCTPYKTHBHOL IOBEiHKY BUMarae (papMakKOIOTiYHOTO JIikyBaHHSA. PapMaKOIOoTridyHe TiKyBaHHSI
TIOBUHHO OyTU HEBill'€MHOI0 YaCTHHOIO KOMIIJIEKCHOI IIPOTpaMH JIiKyBaHHS, 1110 BKJTIOUAE
TICHXO0JIOTiYHY MATPHMKY Ta BUXOBHi 3axonu. PeKoMeHOyeThCS, 11100 Pucnonent® npu3HavaBCcs
¢daxiBieM y ranysi fUTS401 HEBPOJIOTil, AUTSAYOI Ta MiITiITKOBOI rcuxiaTpii abo ymikapeM, IKUW Ma€
[OCBIM NTiKyBaHHS IIOBEIIHKOBUX IOPYIIEHb Y AiTeU Ta MiAJiTKiB.



IIpomunoka3aHnus.
linep4yTnUBICTh O aKTUBHOTO KOMIIOHEHTa a00 [0 Oyab-1KO0i JOMTOMIXKHOI pEYOBUHMU MIpeTapary.

HemeH1ia Ta cuMntToMu xBopobu IlapkiHcoHa (purigHicTh, OpaguKiHesis Ta MapKiHCOHIYHI
IOPYLIEHHS II0OCTaBy).

IleMeHIIig Ta mimo3pa Ha JeMeHIliio 3 TinblgMu JIeBi (OKpiM CUMIITOMIB leMeHIIi], IIIoHalMeHIIe OBa 3
TaK{X CUMIITOMIiB: TapKiHCOHI3M, Bi3yasibHi rajioluHalil, XUTKiCTh XOOH).

B3aemo0is 3 iHwuMmu AiKapcbKuMu 3acobamu ma iHwi sudu 83aemodiil.

d®apMakomMHAMIYHiI B3aEMOIii.

Jlikapcuki 3acobu, w0 nodosacyroms inmepsaa QT.

4K i 3 iHIIMMY aHTUIICUXOTUKAMHU, CJIi[l JOTPUMYBATHCS 00epeKHOCTI Ipu MpU3HaYeHHI
PHUCIIEPUIOHY 3 JIiIKapChbKUMHU 3aco0aMu, sIKi oJoBXKYI0Th iHTepBan QT, Hanmpukiazg 3
AHTUAPUTMIYHUMU TIpellapaTaMu (XiHiTMHOM, IU30IipaMizoM, IpoKaiHaMigoM, TponageHOHOM,
amMiofmapOHOM, COTa/N0JIOM), TPULUKITIYHUMY aHTUAePecaHTaMu (aMiTPUIITUITIHOM),
TeTPaLUKIIIYHUMY aHTUAENPecaHTaMu (MaIlpOJIiTUHOM), JeTKMMU aHTUTiICTaMiHHMMHU IIpellapaTaMy,
IHIMYUMY aHTUIICUXOTUKaMU, HeIKUMHI IPOTUMAIPIMHUMY (XiHiHOM, Me(I0XiHOM), Ta 3
ImpenapaTaMu, SKi CIPUYHHSIOTh eJeKTPOIiTHUY aucOanaHc (TimokaimieMilo, rimoMarsesiemiio),
Opapukappito, yu 3acofaMu, SKi IPUTHIUYIOTE IeUiHKOBUYM MeTa0o0J1i3M pucrnepunony. [laHui
IIEePEeJIiK € OPIEHTOBHUM Ta He € OBHUM.

3acobu yenmpaavHoi 0ii ma anko20b.

Pucnepumon ciipn 3 06epekHiCTIO 3aCTOCOBYBaTH ¥ KoMOiHaii 3 iHmuMu cyOCcTaHIiIMY
IIeHTPabHOI Ail, y TOMy YHCIIi 3 aJIKOrojieM, olliaTaMi, aHTUTiCTaMiHHUMU 3acobaMu Ta
OeH30mia3eninaMu, Yepes MiIBUIIEHUHM PU3UK Cefallii.

Jlesodona ma azoHicmu donamiHy.

Pucnonent® Moxe BUSIBISATH aHTArOHICTHYHI eeKTH 0 JIeBOTONH Ta iHIIWX aHTarOHIiCTiB fonaminy.
fAxkmo Taka KoM0OiHaIlis BBaXKa€eThCsl HEOOXimHOI0, 0COONMMBO y TepMiHaJbHIN CTafil XBopobOu
[TapkiHcoHa, MOTPiOHO MPU3HaYaTH HalMeHIIi e)eKTUBHI 1031 KOKHOTO 3 IIpernaparis.

Jlikapcvki 3acobu 3 2in0OMeH3UBHUM epheKmoM.

Y nocTMapKeTUHTOBHUY IIePiof] CIIOCTEepiranucs BUMAAKK KITiHIYHO 3HAYYLIO0] TiIOTEeH3il npu
OJHOYaCHOMY 3aCTOCYBaHHI PUCIEPUOHY Ta aHTUTINEePTEeH3UBHUX JIiIKAPCHKUX 3aCO0iB.

ITcuxocmumyaamopu.

3acToCcyBaHHS PUCIEPUOOHY ¥ KOMOiHallil i3 MCUXOCTUMYIATOPAMU (HallpUKIIam MeTunheHigaToM)
MOXK€ CIIPUYMHUTH 0SBy €KCTpalipaMigHIUX CHMIITOMIB ITiC/Isi KOPUTYBaHHS NO3U OJHOT0 abo 060X
npemnaparis (AuB. po3ain «Ocob6NMMBOCTI 3aCTOCYBaHHS»).

ITaninepudoH.



OnHOYacHe 3aCTOCYBAaHHS EPOPabHOTO PHCIIONENTy® 3 MalilnepuoHOM He PEKOMEH/IYEThCS,
OCKIiJIbKY TaJIilIepUI0H € aKTUBHUM MeTab0/IiTOM pUCIIEPUAOHY i iXx KOMOiHaIlisl MOXe IPU3BECTH [0
IOOATKOBOTO BIJINBY aKTUBHOL aHTUIICUXOTUYHOI (PPaKIIil.

dapMakoKiHEeTHYHI B3aeMOil.

[>xa He BrTMBaE Ha abcopbuio Pucnonenty®.

PucnepumoH roloBHUM YHHOM MeTabomi3yeThcs 3a yuacTio CYP2D6 i men1moio Mipoio - CYP3A4.
PucnepupmoH Ta #oro akTUBHUN MeTa0OJIIT 9-TiIpOKCUPUCTIEPUOOH € CyOCTpaTaMu P-TIiKOIpoTeiny
(P-rm). PeuoBuHY, gKi MmogudikyooTs akTuBHICTE CYP2D6, abo moTyXHi iHribiTOpU 4M iHOYKTOPHU
aktuBHOCTi CYP3A4 Ta/abo P-rm MOXyTh BIIMBATH Ha (hapMaKOKiHETHKY aKTUBHOI aHTUIICUXOTUYHOI
(dbpaxiiil puCIepuaoHy.

ITomyoicHi iHeibimopu CYP2D6.

IIpu omHOYaCHOMY 3acToCyBaHHi Pucmonenty” 3 moTyxHuM iHriGiropom CYP2D6 Moxe
MigBUIIYBAaTUCS KOHLIEHTPALlil PUCIEPUAOHY B IIJTa3Mi KPOBI, ajie MeHIlle, HiXK KOHLIEHTpallis
aKTUBHOI aHTUIICUXOTUYHOI ¢pakiii. Bumi no3u nortyxuoro inribitopa CYP2D6 MOXKYTh ImigBUIYBaTH
KOHIIEHTPAIlif0 aKTUBHOI aHTUIICUXOTUYHOI (DpakKIlil pUCIIePUAOHY (HampuKiaz, TapoKCETHUHY, NUB.
Huxk4e). OuikyeTbcs, mo inmi inridiTopu CYP2DG6, Taki K XiHigWH, MOXKYTb BIIJIUBATH Ha
KOHIIEHTPAI[il0 PUCIIEPUOHY B IIJIa3Mi KpoBi nopibHuM unHOM. Ha modaTKy oqHO4YaCHOTO
3aCTOCYBAHHS, a TAKOXK y pa3i BigMiHM 3aCTOCYBaHHS MaPOKCETUHY, XiHiAMHY a00 iHIIOTO CUJIBHOTO
inriitopa CYP2D6, 0COGNHBO y BEMKKX [03aX, JIiKap Ma€ MeperisaHyTH 103y Pucoonenty”.

IHeibimopu CYP3A4 ma P-en.

OpHOYacHe 3aCTOCyBaHHA Pucmonenty® 3 moTyxHuMHE iHriGiTopamu CYP3A4 Ta/a6o P-rm Moxe
CYTTEBO MigBUIINTY KOHIIEHTPALIil0 aKTHBHOI aHTUIICUXOTUYHOI (PpakKIlil prCIepuAoHy B I1a3Mi KPOBI.
Ha noyaTKy omHOYaCHOTO 3aCTOCYyBaHHS, a TAKOXK y pasi BigMiHM iTpakoHa3051y a0o iHIIKX MOTYKHUX
inriditopie CYP3A4 ta/a6o P-riikompoTeidy mikap Mae meperisHyTy fo3y Pucnonenty”.

Inoykmopu CYP3A4 ma P-en.

OpHOYaCHe 3aCTOCYyBaHHA PucHonenty”® 3 MOTyXHUMHE iHgykTopamu CYP3A4 Ta/a6o P-rm Moxke
3HU3UTH KOHIIEHTpAllil0 aKTUBHOI aHTUIICUXOTHYHOI (paKifil pucieprugoHy B Ija3Mi Kposi. Ha
TI0YaTKy Teparii, a TakoX y pasi BinMiHu KapbaMa3eminy Yu iHIKUX CUJIbHUX iHAYKTOPiB

CYP3A4/ P-riikonporeidy jikap Ma€ nmeperiasHyTy 0oy Pucnonenty®. Epekt
3actocyBaHHS iHgyKTOpiB CYP3A4 3a5exXuTh Bif Yacy, MaKCHUMaIbHUH BIIJIUB MOXKe OyTH [IOCATHYTUN
[IOHaKMMeHIIIe Yyepe3 2 TUXKHI IIiCg 0YaTKy JiKyBaHHS. BigmoBigHO, MiCas IpUNUHEHHS
3acrocyBaHHA iHAYKIiA CYP3A4 MoXe TpUBaTU LIOHAMMEHINE 2 THUXKHI.

Jlikapcuvki 3acobu 3 sBuCOKUM cmyneHeMm 38’ s3y8aHHsA 3 biikamu.

[Tpu 3acTOCyBaHHI PUCIIEPUIOHY Pa30M 3 iHITUMU JTiKapChKUMU 3aco0aMu, SKi 3HaYHOIO Mipoio
3B’A3yI0ThCS 3 O6iKaMu 1J1a3MH, KJTiHIiYHO BUPaXKeHOT'0 BUTICHEHHS OyOb-9KOro Ipenapary 3 6iTkoBol
¢paxkiiil He criocTepiranocs. [Ipy ogHOYaCHOMY 3aCTOCYBaHHI 3 TAaKUM JIiIKapChKUM 3aC000M CIIif
03HAMOMMTHUCS 3 UOT0 iHCTPYKII€IO [AJIT MEOUYHOTO 3aCTOCYBAHHS IIOJ0 IIISIXiB MeTaboIi3My Ta
HeOOXimHOCTI KOPUTYBaHHS [O3MU.

Himu.

HocmimKeHHS B3a€EMOIii TPOBOOUINCS JIUIIIE 3@ YYaCTIO JOPOC/IUX MallieHTiB. HeBimoMo, 4 MOXKYyTh



OTpUMaHi pe3ynbTaTé OyTH 3aCTOCOBaHi [0 HiTel.

OpHOYaCHe 3aCTOCYBaHHS ICUXOCTUMYJISATOPIB (Hanmpukiag MeTundeHigaTy) 3 Pucnonentom”® y Oiteu
He BIUIABAJIO Ha (papMaKOKiHeTHKY Ta epeKTHBHICTh Pucmonenty®.

BrinuB iHImmx mikapchbKux 3aco0iB Ha apMaKOKiHETUKY PHCIIEPHIOHY.

AHTuOaKTEpianbHi TiKapChKi 3acobu

Eputpominus, momipuuit iHribiTop CYP3A4 Ta inri6itop P-rm, He 3MiHIO€ (papMaKOKIHETHKY
PUCIIEPUIIOHY Ta aKTUBHOI aHTUIICUXOTUYHOI PpakKIril.

Pudammninun, notyxuui iHgykTop CYP3A4 Ta ingykTop P-r1i, 3HWXKY€E KOHIIEHTpPAllil0 aKTUBHOI
AHTUIICUXOTUYHOI (Ppakil B mM1a3Mi KpoBi.

[uribiTopu xominecrepasu

IoHemne3un Ta ranaHTaMil, cyb6ctpatu CYP2D6 ta CYP3A4, He IeMOHCTPYIOTh KITiHIYHO
3HAUYIIOro BIJIKBY Ha (hapMaKOKiHETHKY PUCIEPUOOHY Ta aKTUBHOL aHTUIICUXOTUYHOL

dbpaxiril.
[TpoTueninenTuyHi mikapchKi 3acobu

Kap6amaazerniH, notyxHau#t ingykrop CYP3A4 Ta iHgyKTOp P-TTI, MpOAeMOHCTPYyBaB BIIJIUB Ha
3HUKEHHS KOHILIeHTPallil aKTUBHOI aHTUIICUXOTUYHOI PpakKiil prCIepuaoHy B IJIa3Mi KPOBI.
Ananoriuauii eeKT MoXKe CIIOCTepiraTucs Ipu 3aCTOCyBaHHi (eHiTOIHY Ta heHOOapbiTamy, aKi
TaKOX € iHgyKTOopaMmu nedinkoBux pepmeHTiB CYP3A4 Ta P-rnikomnporelny.

TonipaMaT oMipHO 3HUKY€E 6I0MOCTYIHICTh PUCIIEPUOHY Ta He BIIJIUBAE Ha 0i0OOCTYIHICTh
aKTHBHOI aHTUIICUXOTUYHOI PpakKiiil. MamoiMOBipHO, IO 151 B3aEMOJisd MOXKe CIPUUYNHUTHU K/TIHIYHO
3HAQYUMUM eEKT.

[TpoTurpu6bKoBi NMiKapchKi 3acobu
ITpakoHa3zo, notyxkuui iHriditop CYP3A4 Ta inrib6itTop P-rm, y go3si 200 mMr Ha mo0y migBuimye
KOHIIEHTPAI[il0 aKTUBHOI aHTUIICUXOTUYHOI ppakuii B m1a3mi Kposi mpubnusso Ha 70 % mpu

OOHOYACHOMY 3aCTOCYBaHHi 3 pUCIIEPUIOHOM Yy J03ax Bif 2 70 8 Mr Ha [00y.

Ketokona3zorn, motyxuui iHriditop CYP3A4 Ta inribitop P-rm, y mo3i 200 Mr Ha goOy migBuUIiye
KOHIIEHTPALIil0 PUCIIEPULOHY Ta 3HUXKYE KOHIIEHTPALi0 9-TifpOKCUPUCIIEPUIOHY B IJ1a3Mi KPOBI.

AHTUIICUXOTHYHI JTIKapChKi 3aco0u

deHOTIa3MHU MOXKYTH IIIBUIIYBAaTU KOHI[EHTPALIII0 PUCIIEPULOHY B IJIa3Mi KPOBi, ajie He
AKTUBHOI aHTUIICUXOTUYHOI Ppakiiil.

[TpoTuBipycHi nikapchKi 3acobu

[uribiTopu nmpoTeas3u: maHi JOCTiOXKEHb BiICYTHi; OCKiNIbKM PUTOHABIP € IMOTYXKHUM iHTiGiTOpOM
CYP3A4 Ta cmabkum inribitopom CYP2D6, puToHaBip Ta iHribiTopu nporteasu, mifcuieHi
PUTOHABIPOM, MOXKYTh MiABUIIUTY KOHIIEHTPAI[iI0 aKTUBHOI aHTUIICUXOTUYHOIL (Ppakiil puCIIePUIOHY.



Berta-0mokaTopu

Hesiki 6eTa-6710KaTOPU MOXKYTb HMiIBULIUTH KOHIIEHTPAIII0 PUCIIEPUOOHY, IPOTE He BIUIUBAIOThH
Ha KOHIIEHTpAallil0 aKTUBHOI aHTUIICUXOTHYHOI (paKiiil B Ija3Mi KPOBi.

brokaTopu KasbllieBUX KaHaJliB

Bepamnawmin, nomipHuii inri6iTop CYP3A4 Ta inribitop P-rm, mifBuilye KOHIIeHTPAIIii0
PHUCIIEPUIOHY Ta aKTUBHOI aHTUIICUXOTUYHOI (Ppakiii B m1a3mi Kpoai.

JlikapceKi 3aco0u AJist JTiKyBaHHS 3aXBOPIOBaHb IITYHKOBO-KUIIKOBOT'O TPAKTY

AHTaronictu H,-penemnTtopiB: nMMeTHOANH Ta paHiTuOwWH, cnadki inriditopu CYP2D6 i CYP3A4,
IiABUIIYIOTH 0i0OCTYIIHICTh PUCIIEPUAOHY Ta MiHiMalIbHO BIIJIUBAIOTh Ha Gi0MOCTYIHICTD
AKTUBHOI aHTUIICUXOTUYHOI (paKIIril.

CI33C Ta TpUUMKIIIYHI aHTUETIPECAHTYU

®nyokceTuH, notyxHuit iHridiTop CYP2DG6, migBuIlye KOHIIEHTPAIIil0 PUCIIEPUIOHY B Iy1a3Mi
KDOBI, ajie MeHIIe, HiK KOHIIEHTpallil0 aKTUBHOI aHTUIICUXOTAYHOL (paKiiil.

[TapokcetuH, moTyxHuM iHribitop CYP2D6, mifBuillye KOHIIEHTpAallil0 pUCIIEPUAOHY B IIa3Mi
KpOBi, arne (y mo3i mo 20 Mr Ha mo0y) MeHIlle, HiXK KOHIIEHTPAIlil0 aKTUBHOI aHTUIICUXOTUYHOI PpakKiiii.
[TpoTe BULIi f03U TAPOKCETUHY MOXKYTh MABUIIUTY KOHIIEHTPAI[II0 aKTUBHOL
AHTUIICUXOTUYHOI (ppaKiiil.

TpUnUKIIiYHI aHTUAENIPECaHTU MOXKYTh HiABUIIYBATU KOHILEHTpPALil0 PUCIIEPUOHY B I1JIa3Mi
KPOBi, ajie He aKTUBHOI aHTUIICUXOTUYHOI dpakiii. AMITPUAIITUIIIH He BIJIUBAE Ha
(dhapMaKOKiHETUKY PUCIIEPUOOHY Ta aKTUBHOI aHTUIICUXOTUYHOI PpaKIril.

CeprpaniH, cnabkuti inribitop CYP2D6, Ta dimyBokcamin, cnabkuii inribitop CYP3A4, y mo3ax
no 100 Mr Ha o6y He CIIPUYMHSIOTH KJTiHIYHO BaXKJIMBUX 3MiH KOHIIEHTPAIlil aKTUBHOI
AHTUIICUXOTUYHOI Ppakiil pucnepupony. OnHak [03u cepTpaiiny abo (yBokcaminy, 110
nepeBuiyioTs 100 Mr Ha mo0y, MOKYTh MABUIIUTY KOHIIEHTPAIIiI0 aKTUBHOI aHTUIICUXOTHYHOI
¢dpaxiiil pucnepunoHy.

Bnaue pucnepudoHy Ha papmMakokiHemuky iHwux aikapcokux 3acobis.
[TpoTueninenTuy4Hi JTiKapchKi 3acobu

PucnepunoH He Ma€ K/IiHIYHO BaXXJIMBOTO BIIJIBY Ha (papMaKOKiHETHKY BaslblIpoaty ado
TOIlipaMary.

AHTUTICHXOTHUYHI TiKapChKi 3acobu
Apumninpason, cyoctpat CYP2D6 ta CYP3A4: nepopanbHi abo iH’eKIitiHi miKapchKi popmu
PUCIEPUIOHY He BIIJIMBAIOTh Ha (papMaKOKiHETHKY apUIiNpa30y Ta HOro akTUBHOTO MeTaboJIiTy

Heriipoapuinpasony.

['1MiKo3uau HalepPCTIHKU



PucnepunoH He Ma€ K/TiHIYHO BaXKJIMBOTO BIIJIUBY Ha (hapMaKOKIiHETUKY JUTOKCUHY.
JIlitin

PucnepupmoH He Ma€ KIiHIYHO BaXKJIMBOTO BIIJIUBY Ha (hapMaKOKiHETHUKY JIiTif0.
OO0HouacHe 3acmocy8aHHA pucnepudoHy 3 pypocemioom.

IuB. po3min «OcobMMBOCTI 3aCTOCYBaHHSI» IIONO MMiABUILEHHS JIETATbHOCTI y TAIli€HTIB
JIITHBOTO BiKy 3 JeMEeHIIi€I0 TP OQHOYaCHOMY 3aCTOCYBaHHI 3 ¢pypoceMinom.

Oco06.1ueocmi 3acmocyeaHHsi.

[TaiedTy TiTHLOTO BiKY 3 IEMEHIIEI0.

ITiosuweHull pieeHb cMepmHocmi.

Cepe[ Malli€HTIB JTITHLOTO BiKY 3 IEMEHIII€I0, SIKi JTIKyBaJIKUCh aTUIIOBUMU aHTUIICUXOTUYHUMU
IpernapaTaMy, CIIOCTEPIraBCs MiABUILIEHUN PiBeHb CMEPTHOCTI IOPIBHSHO 3 TAKUM Y IAI[iE€HTIB 3
rpymnu miare6o B MeTaaHasi3di 17 KOHTPOJIbOBAHUX JOCTIIKEHb aTUIIOBUX aHTUIICUXOTUYHUX
npenaparis, BKmodawoun Pucnonent’. ¥ 171a11e60KOHTPOJILOBAHOMY [IOCIIiMI>KEHHI i3 3aCTOCYBAHHSIM
npenapaty Pucmonent® XBOpPHM Iji€l KaTeropil 4acToTa BUNaAKiB cMepTHOCTI cTaHoBuna 4,0 %
nopiBHSAHO 3 3,1 % y rpymi nnane6o. [JiarHocTUYHe BigHOIIEHHS aHCiB (95% moBipunii iHTEpBaI)
cranoBuio 1,21 (0,7; 2,1). CepepHiii Bik matji€eHTiB, ki momepiu, 6yB 86 pokis (giama3on - 67-100
POKiB).

IlaHi, omepzKaHi i Yac gBOX BeIUKUX 00CepBalliiHUX OOCiIXKEeHb, CBiTYaTh PO Te, 110 Y JIone
JIITHBOTO BIiKY 3 IEMEHIII€0, SIKi JTIKyBaKuCsA 3BUYalHUMU (TUIIOBUMHU) aHTUIICUXOTUYHUMU
IpernapaTaMy, PU3UK CMEPTHOCTI OyB [Iello BUIKH MOPiBHSIHO 3 MallieHTaMU, SKi He OTPUMYBaJA
QHTUIICUXOTUYHUX NpemnapariB. Ha migcTaBi HasBHUX JaHUX OOCIIIXKEHb TOYHUM PiBEHDb IIHOTO
PU3UKYy He MOXKHa BKa3aTH, a IpUYMHA [MiBUILIEHHS PU3UKY HeBigoMa.

OpHOYacCHe 3aCTOCYBaHHS 3 PypoceMifmoM.

Y xopi nmane60KOHTPOILOBAHOTO OOCTIIKEHHS V TAI[iEHTIB JIITHBOTO BIiKY 3 IeMEHIN€EI0 MigBUITIeHUH
piBeHb CMEPTHOCTI CIIOCTEPiraBcs Mpyu OJHOYACHOMY 3aCTOCOBYBaHHI PHUCIIEPUIOHY 3 PypoceMinoM
(7,3 %; cepeqHiii Bik - 89 pokiB, miama3oH - 75-97 pokiB) MOPiBHSIHO 3 TaKUM Y MAlli€HTIB, IKi
JiKyBanucs TinbKu pucnepuporoM (3,1 %; cepenHiit Bik - 84 poku, miama3oH - 70-96 pokis) abo
TinmbKu pypoceminoM (4,1 %; cepepHint Bik - 80 pokiB, giana3oH - 67-90 pokis). [lifBUIEHHS PiBHSA
CMEPTHOCTI cepef MallieHTiB, AKi TiKyBalIuCcs OMHOYAaCHO PUCIIEPUOOHOM Ta QpypoceMinoMm,
CIIOCTEePIrasiocs y X0zl ABOX KIIIHIYHUX NOCIIIIXKEHb 3 YOTUPLOX. Y MALi€HTIB, AKi OMHOYACHO
3aCTOCOBYBa/IM PUCIEPUIOH 3 IHIIMMH OiypeTUKaMu, MiABUIIEHOT0 PiBHS CMEPTHOCTI 3aiKCcoBaHO He
oyo.

[MTaTodizionoriuanx MexaHi3MiB [1s TOSCHEHHS UHOT0 (HaKTy He BCTaHOBJIEHO. [IpudyuHa cMepTi
TaKoXK He Oyya eguHoto. OOHAK CIIif JOTPUMYBATUCS 0CO0MMBOI 00ePEKHOCTI, TpU3HAYAI0YU
Ipemnapar y TaKUX BUIMfIKax, a TaK0Xk INOTPiOHO MPOBECTHU OLIHKY PU3UKIB Ta KOPUCTI 11iel KoMOiHaril
abo komOGiHallii 3 iIHIIMMY MTOTEHLIMHUMHY [IiypeTHKaMH, TepIl HiXK Ipu3HaydaTy mpenapar. Cepen
MAIl€HTIB, SKi pa30M 3 PUCIIEPUOOHOM IIPUKMAJIH iHIII AiypeTUKHU, He CIIOCTepiranocs MigBULIeHHS
piBHSA cMepTHOCTI. He3anexkHo Bif niKyBaHHS ferigpaTanis Oyna 3aranbHUM (HakKTOPOM PU3UKY



JIeTanbHOCTI, i ii C/Ii peTenbHO KOHTPOMIOBATH Y TAIEHTIB 3 JEMEHITEIO.
LlepebposackyasipHi nobiuri peakuii (L[BIIP).

Y xopi nnane60KOHTPOIbOBAHUX KITIHIYHUX [OCI[IKEHD Y MAI[iEHTIB 3 IeMeHIIi€I0, IKUX JIiKyBaIu
Pucnonentom®, CIIOCTEPiraBcs BUINMIA piBeHb (MIpuONIKM3HO B 3 pa3y) BUHUKHEHHS
11epebpoBacKyIIpHUX M00iYHUX ePeKTiB (IHCYIbTH Ta TPAH3UTOPHI illeMiyHi aTaku) 3
JeTalbHUM HaCIigKOM MTOPiBHSHO 3 TUMHU, XTO OTPMMYBAaB Ita1e0o (cepefHil BiK - 85 poKis;
miama3oH - 73-97 pokKiB).

Komb6iHoBaHi maHi mectu naane60KOHTPOIbOBAHUX AOCTIXKEeHb 3a Y4aCTIO NAlliEHTIB ITHHOTO BiKY 3
IeMeHIl€0 (BikoM Bif 65 pOKiB) MIPOIeMOHCTPYBald BUHUKHEHHS 11epebpoBacKyIsIpHUX PO3/afiB
(cepiio3HUX Ta Hecepro3HUX, KoMOiHOBaHUX) ¥ 3,3 % (33/1009) marrieHTiB, AKi miKyBamucs
Pucnonentom®, nopiBHSAHO 3 1,2 % (8/712) marienTiB, ki 3acTocoByBanu mane6o. CriBBigHOLIEHHS
MiX IpynaMu PchonenTy® Ta mianebo (cniBBigHOmeHHS maHciB; 95 % 1) ctanosuio 2,96 (1,34;
7,50). MexaHi3M TaKOro migBUILIEHOT0 PU3UKY HeBimoMuii. He MOXKHa BUKIIOYUATH IiABUIIEHUN PU3UK
po3BuTKy LIBIIP [/isl iHIIMX aHTUIICUXOTUYHHUX IIpenaparis abo iHIIMX rpyn namieHTis. Pucmonent”
cip 3 06epeXHiCTI0 3aCTOCOBYBATH TallieHTaM i3 pakTopaMu pU3UKy BUHUKHEHHS iHCYIBTY.

Pusuk 11epeOpoBacKyIIpHUX M00iYHUX e(eKTiB 3HaYHO BUILIKY Y TALiEHTIB 3i 3MillaHOI0 ab0
CyIUHHOIO IEMEHIIi€l0 B IIOPIBHAHHI 3 fleMeHIli€0 AnblreiiMepa. ToMy nalieHTaM 3 IHITUMU TUIIAMU
IeMeHIIil, OKpiM JeMeHIil AnblureiiMepa, He CHIif IpU3Ha4YaTy JIiKyBaHHS PUCIEPULOHOM.

Crip peTenbHO 3BaXKUTH BCi pU3UKU Ta IepeBaru npu3HayeHHs Prucnonenty® malieHTaM JIiTHBOTO
BiKy 3 IeMeHIIi€r0, 0C06IMBO PU3MK iHCYAbTY. CIIifl MPOiHCTPYKTYBaTH Malli€HTiB Ta ocib, sKi
IOTISIIa0Th 32 HUMHU, HeTalHO IOBIJOMIISITH NP0 O3HAKKM MOXKJIMBUX 11epeOpOBacKyISIPHUX PO3JIafiB,
TaKWX SK pPaIToBa c/abKicTh, OHIMiHHS 06/1M4u4si, pyK a0 Hir, a TaKOXK po3jagy MOBJIEHHS Ta 30Dy .
Crnip HeBifKIamHO PO3TISHYTH BCi MOXKJIMBI BapiaHTH JIiKyBaHHS, BKJII0OYal04Yy IlepepUBaHHS Teparil
Pucnonentom®.

[Tpu crilikilt arpecii maiieHTam i3 XxBopo0o0i0 AJbIreriMepa Biff TOMipHOTO O TSIKKOTO CTyTIEHS
Pucnonent® mpu3HavyaroTh JIUlle O KOPOTKOYACHOTO 3aCTOCYBaHHS SIK NOIIOBHEHHS [0
HehapMaKOoJIOTiUHUX 3aX0MiB, SKi MoKa3anu o0MexkeHy abo HyIb0BY e(EeKTUBHICTh, 32 YMOBU
BiICYTHOCTI ITOTEHIIINHOI 3arPO3U 3aNOiTHHS MKOAX CO0i UM iHIINM.

[Tig yac nmikyBaHHS HEOOXIiIHO PeryIsipHO OLIHIOBATU CTaH IAlliEHTiB i meperiasagaTu HeoOXigHICTh
IIOMAJIBINIOI TepaIrii.

OpTocTaTHYHA TiIOTEH3id.

Yepes o,-NiTUYHY aKTUBHICTh PUCIIEPUIOHY, 0COOIMBO Ha MTOYATKY JIIKyBaHHS, MOXKe CIIOCTEPiraTucs
OpTOCTaTUYHa TinoTeH3id. Y I0CTMapKeTUHTOBUY IIePiof KIiHIYHO 3Hayyllla TinoTeH3isa
cIocTepirasnacs Imif Yac OGHOYaCHOTO 3aCTOCYBaHHS PUCIIEPUIOHY Ta aHTUTIIePTEH3WBHUX 3aC00iB.
Pucnonent” ciif 3 06epeXkHiCTIO 3aCTOCOBYBATH HALliCHTaM i3 CepleBo-CyIUHHAMHU 3aXBOPIOBAHHIMHY
(TakuMHU SIK ceplieBa HEIOCTaTHICTD, iH(hapKT MioKapaa, IOpPYyIIeHHS IPOBIAHOCTI, OeTigpaTalis,
rinoBosieMist a6o 1epeOpPoBaCKYISAPHI 3aXBOPIOBAHHS). Y IIUX BUMIAAKAX AO3Y CIIiT IIOCTYIIOBO
KopuryBaTu (muB. po3pmin «Crocib 3acTocyBaHHS Ta f03u»). [Ipu BUHUKHEHHI rimoTeHsii cif
PO3TTIIHYTYU MOXIIUBICTh 3MEHIIEHHS NO3HU.

JleKONeHisd, HeUTPOIEeHis, arpaHyJIOINTO3.

[Tig yac 3acTOCyBaHHSI @aHTUIICUXOTHYHUX 3aC00iB, BKITI0YAOYU PUCIIEPUIOH, CIIOCTEPiraauch



BUIIQ[IKU JIEUKOTIEHil, HEUTPOIIeHil Ta arpaHyIoUUTO3y. Y IOCTMapKETUHTOBUY IIepiof
arpaHyJIOLXTO3 CriocTepirasca Ayxe pigko (< 1/10 000 maiieHTiB).

3a malfieHTaMu 3i 3HAYHUM 3MEHIIeHHSIM KiTbKOCTi TEUKOIUTIB V¥ aHaMHe3i abo 3 MeuKaMeHT-
IHAYKOBaHO0 JIEUKOIIEHIE/HEUTPOIIEHIE0 CIIif peTe/IbHO HarIsigaTy NPOTATOM IePIIUX AeKiIbKOX
MICSILIIB JIIKyBaHHS Ta IPUIMHUTY 3aCTOCYBaHHS PUCIIEPUOOHY IIPU 0SB 03HAK 3HAYHOTO
3MEeHIIeHHS KiJIbKOCTi JIEMKOLUTIB i 3a BiICYTHOCTI iHIINX IPAYMH AJIS TAKOTO 3HUKEHHS.

3a nauieHTaMH i3 KJIiHIiYHO 3HA4yI[0I0 HEUTPOIIEHIE CIIif] CIIOCTEPIiraTi CTOCOBHO BUHUKHEHHS
rapsiuyky Ta iHIIKWX O3HaK iH(eKIIil Ta TiKyBaTH BigIOBIHHAM YMHOM IIpX BUSABJIEHHI CUMIITOMIB. Y pasi
TSKKOI Helitpomesii (< 1 x 10°/m) JIIKYBaHHSI PUCIIEPUAOHOM CIIi[] IPUINIMHUATH Ta CHIiIKyBaTH 3a
KIJIbKICTIO JIEMKOIIMTIB 10 BiTHOBJIEHHS.

ITi3Ha mucKiHe3id/eKCTpamipaMifHi CUMOTOMHU.

[Tpu 3acToCyBaHHi IIpenapariB i3 BIaCTUBOCTSIMHU aHTarOHIiCTiB JOpaMiHOBUX PeleNTOpPiB BiAMi4anoch
BUHUKHEHHS I1i3HbOI OUCKiHE3il, 110 XapaKTepu3y€eThCS MUMOBITbBHUMU PUTMIUYHUMU PyXaMu
(mepeBaxHO si31MKa Ta/4yu 006/1M4Y4st). BUHUKHEHHS eKCTpalipaMifHIX CUMIITOMIB € haKTOPOM PU3UKY
PO3BUTKY Mi3HbOI OAUCKiHEe3il. AKI0 BUHUKAIOTh 03HAKM Ta CUMIITOMH IIi3HbOI AUCKiHe3il, cif
PO3TJISHYTU IATAHHA I[OA0 BiAMIHU BCiX aHTUIICUXOTUYHUX IIpernaparis.

Crnipg 6yTu 06epeKHUMH IIPU OTHOYACHOMY 3aCTOCYBaHHI IICUXOCTUMYIISITOPIB (HAIIPUKIIAL
MeTwI(eHigaTy) Ta PUCTIEPUIOOHY, OCKITbKY IIPY KOPUTYBaHHI 103U Oymb-KOT0 ab0 060X TiKapChKUX
3aco06iB MOXKYTb BUHUKATH eKCTpalipaMifHi cuMnToMu. PeKoMeHIoBaHa IMOCTYIIOBa BigMiHa
JIIKyBaHHS IICUXOCTUMYJISTOpPaMu (IUB. pO3Min «B3aeMofia 3 iHIIKUMHU JTiKapChKHMU 3aco0aMu Ta iHIIi
BUIIM B3aEMOJIiN»).

3N0SKiCHYY HEeNPONENTUYHUN CUHIPOM.

[Tpu 3acToCyBaHHI KITaCUUHUX HEUPOIENTUYHUX JTIKapChKUX 3aC00iB PiAKO BimMidalOThCS BUMIAKU
BUHUKHEHHS 3J105IKiCHOI'0 HEUPOJIENTUYHOT0 CHHAPOMY, 110 XapaKTePU3y€EThCA TiepTepMiero,
PUTifHICTIO M’513iB, HeCcTalinbHICTIO BereTaTUBHUX (QYHKIIiN, TOPYIIEHHSIM CBiJOMOCTI Ta
IiABUIIEHHAM PiBHA KpeaTHH(PochoKiHa3u. [logaTKOBI 03HAKU BKIIIOYaOTh MiOTI00iHypito
(pabmoMiosni3) Ta rOCTPY HUPKOBY HEIOCTATHICTh. Y pasi PO3BUTKY 30SKICHOTO HEUPOIENTUYHOTO
CHHPOMY HeoOXigHO BifMIiHATH BCi aHTHIICUXOTHYHI IIperapaTy, BKI4Yanyd Pucoonent”.

XBopob6a [TapkiHcoHa Ta meMeHIlid 3 TinbusgMu JIesi.

Jlikapi MoBUHHI 3BaXKyBaTH HeOE3IEKY ITPU 3aCTOCYBaHHI aHTUIICUXOTUYHUX 3aC00iB, Y TOMY YHCITi
Pucnonenty®, namiesTaM i3 xBopo6oio IlapkiHcoHa a6o geMeHIi€o 3 TinbaMu JIeBi (TUB. po3min
«[IpoTumoka3aHHs»). 3aCTOCYBaHHS PUCIEPUIOHY MOXKe HoripmuTty nepedir xsopobu [TapkiHcoHa.
[MamieHTH, xBopi Ha Oyab-IKe i3 3a3HaYEHUX BUIIE 3aXBOPIOBAHb, MOXKYTh MaTH IMiBULIIEHUN PUUK
HEUPOJIEITUYHOTO 3JI0SIKiICHOTO CUHAPOMY, @ TaKOXK IigBUIIEHY YyTJIUBICTh A0 aHTUIICUXOTUYHUX
IpernapariB (HalpukKJiaf, CITyTaHiCTh CBiJOMOCTI, MPUTYIIEHHS 60IH0BO1 YYTIUBOCTI Ta HECTIUKICTh
IIOCTaBM 3 YaCTUMM IMaAiHHSAMU Ha J0Aady A0 eKCTpallipaMifHUX CUMIITOMIB).

linepruikeMisd Ta IyKPOBUY HiabeT.

[Tig yac nmikyBaHHS npenapaToM PucmnosnenT® moBiIOMIISANOCS PO BUMAAKKA PO3BUTKY Tinepriikemii,
IIyKpPOBOTO fiabeTy Ta 3arOCTPEHHS BXKe iCHYyI04Oro LIyKPOBOTO fiabeTy.

Y mesiK¥xX BUIAgKaXx MTOBiIOMIISIOCS PO MOMEepefHI0 HaAMipHy Macy Tifa, o Morio 6yTu
IIPOBOKYIOYKM (PaKTOpPOM. Y 3B’SI3KY 3 I[UM AyKe PifKO IMOBigOMIISIIIOCS NP0 BUIAAKU KETOAlUU03y Ta



PigKO PO PO3BUTOK Aia0eTUYHOI KOMU. PEKOMEHIYETHCS TPOBOMUTH BiATIOBIIHUYN KITiHIYHUN
MOHITOPUHT 3TiIHO 3 HOPMaMHU 3aCTOCYBaHHS aHTUIICUXOTUYHUX ITpenaparis. [lalieHTy, SKi
IPUHAMaIOTh OyIb-SIKi aTUIIOBI aHTUIICUXOTUYHI IIperapaTy, BKIIOYHO 3 PucnonenToM®, MOBUHHI
nepebyBaTH IiJ HATJISAOM IIION0 BUHUKHEHHS Y HUX CUMIITOMIB Tinepriikemii (Takux siK, HallpUKJIa[,
TIOJTiOUIICis, TOJIiypist, momidarist Ta cnabKicTh), a MaIlieHTH 3 I[yKPOBUM [iiabeTOM MOBHHHI PeTyIsSpPHO
IPOXOIUTHU 00CTEKEHHS IIOM0 MOTIPIIEeHHST KOHTPOJIIO PiBHS TTIOKO3M.

30iIbIIeHHS MacH Tila.

[Ipu 3acTocyBaHHI Ipenapary Pucnonent® mOBigOMIIANIOCS PO BUNAAKK 3HAYHOTO MiBHUIEHHS MacH
Tinma. PeKoMeHOOBaHK# KOHTPOIb MacCH Tifa.

l'inepnponakTHHEMIS.

TinepnponakTHHEMIs € YaCTUM HOGIYHKM SBUINEM IIPH JIiKyBaHHI PucnonentoM®. IlamieHTaM i3
HasiBHUMU NOOIYHUMHU SIBUIAMHU, 1[0 MOXKYTb 3ajIe3KaTH Bifl PiBHS MPOJIaKTHHY B IJIa3Mi (HapUKJIaz
3 riHEKOMAaCTi€0, MEHCTPYaJIbHUMU pO3jlafilaM¥, aHOBYIIALII€I0, IOPYIIEHHAMY 30AaTHOCTI 0 3a4aTTH,
3HUKEHHIM 71i6ino, epeKTUIbHOI0 OUCHYHKIIIEI0 Ta TaaKTOPEEI0), peKOMEHI0BaHUM KOHTPOJIb PiBHS
IIPOJIAaKTHHY.

HocnigXKeHHS Ha KylIbTypaxX TKaHUH BKa3yIOTh Ha Te, IO PIiCT KJIITUH y NMyXJIMHaX MOJIOYHOI 3a/103H
JIIOOUHY MOXKe OyTH CTUMYJIbOBaHUM MPOJIAaKTUHOM. X04a OOCi YiTKOTO 3B’SI3KY i3 3aCTOCYBaHHIM
AHTUIICUXOTUYHHUX 3aC00iB KITIHIYHMMU Ta eIifeMioIoTiYHUMU OOCTTiAKEeHHSIMHU He BCTAHOBJIEHO,
PEKOMEHOYEThCS 3 00ePeKHICTIO MPU3HAYaTH PUCIEPUIOH TallieHTaM 3 BifTIOBIgHOO MTATOJIOTIEI0 B
aHaMHe3i. Pucnonent’ moTpi6HO 3 00epeKHICTI0 3aCTOCOBYBATH HAIliEHTaM 3 TiIepIpoIaKTHHEeMIE0
Ta IalieHTaM 3 IPOJIAKTUHO3aIeKHUMU yXJIMHAMMU.

[TomoBxkeHH iHTepBany QT.

Y nmocTMapKeTHHI0BUY Iiepiof mogoBxeHHd iHTepBany QT cnocTepiranocd ayxe pigko. [k i iHmni
AHTUIICUXOTUYHI IIperapaTy, PUCIIEPHUIOH CJIifl 3 00epPeKHICTIO 3aCTOCOBYBATH TallieHTaM 3
BiJOMMMU CepLeBO-CyIUHHUMHU 3aXBOPIOBAHHAMHU, TOAOBKeHHIM iHTepBany QT y ciMertHOMY
aHaMHe3i, OpaguKapmieio abo MopyIIeHHIMU BOIHO-JIEKTPOIITHOT0 00MiHY (TimoKasieMiero,
rimoMartHieMi€0), OCKilbKY I1e MOXKe 30iJIbIUTHA PU3UK apUTMOTEHHOT0 BILIUBY. [Ipy OmHOYaCHOMY
3aCTOCYBaHHI PUCIIEPUAOHY 3 iHIIUMH JIiIKAPCHKUMHU 3aco0aMH, sIKi IOJOBXKYIOTh iHTepBan QT, Takox
OTPiOHO MOTPUMYBATHUCS 3aCTEPEKHUX 3aXOMiB.

Cynommu.

Cmig 3 00epekHICTI0O 3aCTOCOBYBaTH Pucnonent® mamienTam i3 CyAOMaMU 4¥ iHIIMMU CTaHaMH, SIKi
IIOTEHIINHO 3HUXKYIOTh CYIOMHUI II0Pir, B aHaMHe3l.

[Ipiami3m.

[cHye MOXTIUBICTh BUHUKHEHHS [Ipiani3My Iif 4ac niKyBaHHS PrucnonentoM® yHacnigok #oro anbda-
agpeHepriyHoi 6710KyBaibHOIL Mii.

Peryndaiisg TeMepaTtypu Tina.

AHTHTICUXOTUYHI JTiIKapChKi 3ac00M MOXKYTb ITOPYIIyBaTH 3[aTHICTh Tija 40 3HUXKEHHS OCHOBHOI
TeMIlepaTypu Tijla. PEKOMeHAYy€eThCS BiATIOBIIHUY OOTJIAL IallieHTaM, SKUM IPU3Ha4€HO Pucmomnent®,
SIKITI0 BOHU Oy[yTh MigHaBaTUCS BILJIUBY YMOB, 110 MOXKYTh CIIPUYUHSTH ITiIBUIIIEHHS OCHOBHOI
TeMIIepaTypH Tijla, a caMe - iIHTEeHCUBHI (Pi3NYHi TpeHyBaHHS, BIIJIUB BUCOKUX TEMIIEPATYP



30BHIIITHEOTO cepegoBuina, CyTIpOBiI[Ha Tepaniﬂ IIperrapaTaMu 3 aHTI/IXOJ'[iHepl"i‘-IHOIO AKTHBHICTIO YU
BIIJIMB 3HEBOOHEHHI.

HQOTI/IGHIOBOTHI/II;I e@eKT.

Y mokJiHiYHOMY BUBYEHHI BIaCTUBOCTEM PUCIIEPUAOHY BiIMiuaBcs nIpoTuboBOTHUM edeKT. LI
BJIACTUBICTh MOXKe MaCKyBaTH CUMIITOMU ITepefo3yBaHHS [esKUX JIiKiB a00 TaKuX CTaHiB, K
00CTPYKIig KAIIEYHUKY, CUHAPOM Pesi Ta MyXJIMHU MO3KY.

[MopyineHHs GYHKIII MEYiHKKA Ta HUPOK.

Y maii€eHTiB i3 MOPYIIEHOI0 (PYHKITEI0 HUPOK 3HMXKEHA 3[aTHICTh BUBOAUTY aKTHBHY aHTUIICUXOTUYHY
(dpaxiiito npemnapaTy MOPiBHSHO 3 JOPOCIUMH TalliEeHTaM¥ 3 HOPMAJIbHOI0 (PYHKIII€I0 HUPOK. Y
Nalli€HTIB i3 MOPYLIeHHSIM (DYHKIII1 TeYiHKN CIIOCTEPIraeThCs MigBUINEHHS KOHLIEHTPALlil BiTbHOL
dpaxkiii pucnepuaoHy B IIa3Mi KpoBi (OuB. po3min «Crmocib 3acToCyBaHHS Ta HO3U»).

Beno3sna TpombGoembortis.

OmucaHO BUIIAJKU BEHO3HOI TPoMO0eMOOIii Mpy 3aCTOCYBaHHI aHTUIICUXOTUYHUX JIIKAPChKUX
npemnapartiB. OCKiIbKY MAIli€HTH, SKi JIIKYIOTCSI aHTUIICUXOTUYHUMH JIiIKapCHKUMHU 3aco0aMu, 4acTo
MaTh HaOyTi (GaKTOPH PU3NKY BUHUKHEHHS BEHO3HOI TpoM6GoeM0Oortii, Bci MOXKTUBi hakTOpHU
PO3BUTKY TpoMGoeMOoii HeobXinHo ineHTH(dIKyBaTH Ieper Ta Hif 4ac JiKyBaHHs Pucmonentom® Ta
BXKWTH BiIMIOBIMHUX IIPEBEHTUBHUX 3aXOMiB.

[HTpaonepaliiHWi CHHIPOM aToHiYHOI paunyxkku (ICAP).

[Tig yac omepailii 3 BUaleHHSI KaTapaKTH CIOCTEPiraBcs iHTpaonepalinHui CHHOPOM aTOHIYHOL
PalfyXKKH y MaIlieHTIiB, AKi TIKyBalIuCsa aHTaroHiCTaMU &;-afipEHEePTridYHUX PELenTOopiB, ¥ T. 4.
Pucnonentom®.

ICAP mozke migBUIyBaTH PU3UK YCKIIaAHEHD ONepallii Ha OIfi IPOTSIrOM Ta IiCysd XipypriuHoro
BTpy4aHH4. CJIif MOBiIOMUTH Xipypra-odTanbMosiora Ipo 3aCTOCYBaHHS @aHTUIICUXOTUYHUX
nmikapchbKuX 3aco0iB B MuHyoMy abo y mepion nmpoBefeHHs omepaiiii. [ToTeHMiiHi mepeBaru
IPUIIMHEeHHS Teparii npenapaTaMu 3 al-610KyBaIbHOIO [Ii€l0 ITepef omepallieio He BCTaHOBIIEHi, Cif
3BaXKUTH PU3HUK BiAMiHU NiKyBaHHS aHTUIICUXOTHYHUMU 3acobaMu.

iTH.

[Iepen npusHayeHHaM Pucnonenty® miTaMm 4u mifyIiTKaM 3 po3jiafoM [IOBENIHKHU CIIif PeTeJIbHO
3BaXKUTH CIIiBBiIHOIIEHHS PU3UKY 1 KOPHUCTI, OLIHUTH (Pi3WYHi Ta COIlianbHi IPUYUHU arPECUBHOI
TIOBEHiHKH, TaKi K 00IbOBI MoApa3HUKy ab0 HEeBiAIOBigHA peakilis Ha HABKOJIUIIHE CEPEIOBHIIIE.

3acnokinnuBuil eheKT pUCIEPUAOHY CIIifl peTeIbHO KOHTPOIIOBATH y NeJiaTPUYHUX TallieHTiB 4epes
MOZKJIMBi HACIIOKY OJId 30aTHOCTI [0 HaBYaHHS. 3MiHa YacCy BBeJEeHHS PUCIIEPUIOHY MOXKe
IIOKPAIIUTH BIJIUB Cefallil Ha 30aTHICTh JiTel Ta Mi[IiTKiB KOHIIEHTPYBaTH yBary.

3acToCcyBaHHSI PUCIIEPUOOHY MTOB’sI3aHe 3 CepenHiM 30iNbIIIeHHAM MacH Tijla Ta iHAeKCy Macu Tina
(IMT). ITepeqn moyaTKOM JTiKyBaHHS PEKOMEHAOBaHO IT0YaTKOBE BUMIpPIOBAaHHS MacH Tila Ta
PEeTyIapHUY MOHITOPUHT MacCH Tijla MPOTATOM JIiIKYBaHHS. 3MiHM POCTY Y HOBTOCTPOKOBUX BiTKPUTUX
PO3MUIMPEHNX JOCTiAKeHHIX OyNIK y MexkKax 04iKyBaHUX HOPM BifNIOBifHO [0 BiKy. Brinus
IOBTOCTPOKOBOTO JIIKyBaHHS PUCIIEPUIOHOM Ha CTaTeBe NO3PiBaHHS Ta PIiCT He BUBYABCS OOCTaTHIM
YUHOM.



Yepes NOTEHIIiHI BIIJIUBY TPXBaJoOl rineprnpoaKTUHEMIl Ha 3PiCT Ta cTaTeBe NO3PiBaHHSA y HiTel Ta
TifTiTKiB, CITif 3BaXKUTH HEOOXIHICTh PETYISPHOTO KITiHIYHOT'0 KOHTPOJII0 €EHIOKPUHOJIOTi4HOT 0
CTaTyCy IallieHTa, BKJII0Yal4yy BUMipIOBaHHS POCTY, MacCH Tijla, KOHTPOJIb CTaTEBOr'0 AO3PiBaHHS,
MEHCTPYaJIbHOTO LIUKIIy Ta IHIIUX SBUII, 3a71€KHUX Bifl IPOJAKTHHY.

Pe3ynbraTy Maaoro noCTMapKeTUHIOBOTO NOCIIIAXKEHHSI METOLOM CIIOCTEPeXKeHHS
IIPOJIEMOHCTPYBAJIH, IO MallieHTH BikoM 8-16 pOKiB, SKi OTpUMyBaju PUCIIEPUIOH, Oynu y
cepenHboMy Ha 3,0-4,8 cM BUIIMMHU, HiXK Ti, XTO OTPUMYBAaB iHIII aHTUIICUXOTUYHI JTiIKapChKi 3aco0u.
[aHUX IIbOTO AOCIAXKEHHS HEJOCTATHLO AJI BU3HAYEHHS TOT0, YU BIJIMBAE PUCIIEPUIOH Ha
OCTaTOYHUY PIiCT y MOpoCioMy Billi abo uu pe3ynbTaTy BUMipIOBAHb MIPSMO 3ajIeKaTh Bifl BILIUBY
PUCIEPULIOHY Ha PICT KiCTOK, Y¥ caMe 3aXBOPIOBaHHS Mae€ BIIUB Ha PICT KICTOK, YU Lie €
Pe3yIbTaTOM KPAIloro KOHTPOJIIO 3aXBOPIOBAHHS Ta SIK pPe3yibTarT - ¢ikcallis 6ibIIoro pocTy.

[IpoTsroM NiKyBaHHS PUCIEPUOOHOM CJIifi PETYJIIPHO KOHTPOJIIOBATU HAsABHICTh eKCTpalipaMigHuX
CUMIITOMIB Ta iHIINUX MIOPYIIEHDb PYXy

[ITomo pekoMeHAOallii CTOCOBHO HO3yBaHHS IJIs iTei muB. po3min «Croci0 3aCTOCyBaHHS Ta JO3U».

[10IOMiKHi DEYOBUHH.

Pucronent”, po3YrH OpajbHUMA, MiCTUTh KUCIOTY Ger3oriny (E 210). 36inbmenns G6inipybinemii
MOKe IIPU3BECTH 10 BUHUKHEHHS HeOHATaJIbHOL JKOBTSHUI, SIKa MOXKe [1ePePOCTH B OePHY
JKOBTSIHUIIIO (BigK/TaflaHHS HEKOH'IoroBaHoro Oinipy6iHy B TKAHWHI MO3KY).

3acTocyBaHHS y Iepiof BariTHOCTI ab0o rogyBaHHS T'PYATIIO.
BariTHicTs.

KoHTpoib0BaHUX JOCIiAXKEHD 3a y4YacTI0 BariTHUX XKIHOK He IIPOBOAUIIOCA X04a IIif 4ac [OCIIiIXKEHb
Ha TBapuHax He 0ys0 BUSIBIEHO TePAaTOT€HHOTO BIIJIUBY, CIIOCTEPIraucs iHIIi IPOsBU
PENpPOIYyKTUBHOI TOKCUYHOCTI. [I0TEeHUIMHUYN PU3UK [JIS JTI0AEeN HEBITOMUM.

Y HOBOHApPOMXKEHUX, Y1 MaTepi 3aCTOCOBYBAJIA aHTUIICUXOTHYHI 3ac00H (Y TOMY YUCJIi PUCTIEPUIOH)
IIPOTSITOM OCTaHHBOTO TPUMECTPY BariTHOCTI, iCHy€ pU3UK BUHUKHEHHS 000POTHUX
eKCTpamnipaMifHUX CUMIITOMIB Ta/ab0 CHHAPOMY BiIMiHU ITpemnapaty. Lli cuMIITOMU BKJTIOYalOTh
aXXMUTallilo, He3BUYHO IiIBUIIIeHUH a00 3HUKEHUM M’ SI30BUU TOHYC, TPEMOP, COHJIUBICTh, PO3agu
nuxaHHS abo mpobnemu 3 rogyBaHHSM. Lli ycKnagHeHHST MOXKYTh OyTH Pi3HOI TSKKOCTI. ToMy crif
PEeTENbHO CIIOCTEepiraTi 3a CTAaHOM HOBOHAPOIXKEHUX.

Pucnonent® He PEKOMEHAYEThCSA 3aCTOCOBYBATH IIifl YaC BariTHOCTI, OKPiM BHIMAOKiB JKUTTEBO1
HeoOximHOCTI. AKI0 HeoOXiMHO MIPUIUHUTHU JTiKyBaHHS Pucronentom® i Yac BariTHOCTI, He CIIi
pobuTH I1e PaIToBO.

I'odyeaHHA 2pydoio.

Y xogi gocigKeHb Ha TBapUHaX PUCIEPUIOH i 9-TiIpOKCUPUCIIEPUA0H BUNIIAIUCH Y TPYAHE MOJIOKO.
€ crocTepexeHHs, 10 PUCIEPUIOH i 9-TiAPOKCUPHUCIIEPUAOH MOXKYTh TAKOXK BUAUIATUCH Y TPYAHE
MOJIOKO iofuHu. HeMae maHux mono mo6iyHuX peakiliii y HEMOBIIAT, IKi nepe0yBaioTh Ha IPyOHOMY
rogyBaHHi. ToMy CIifi 3BaKUTH epeBary rogyBaHHS I'PYOAI0 Ta MOTEHLINHI PU3UKHU [OJIS AUTHHMU.

DepTUNLHICTD



4K i inmi mikapceKi 3aco0w, sIKi € aHTaroHicTaMu gqodaminoBux D,-pelenTopis, Pucnonent® MiBUIIYE
PiBEHb IIPOJIAKTHHY.

linepnponakTuHeMis MOXKe IPUTHIUYBaTH BUPOOJIEHHS TOHAIOTPOIiH-PUITi3UHT-TOPMOHY B
rimoTanaMyci, 10 MPU3BOAUTE A0 3HUKEHHS CeKpellil TOHaJOTPOMiHiB rinmodisa. Lle Moxe MaTu
HeTaTUBHUY BIJIMB Ha PENPONYKTUBHY QYHKINIO K V XKIiHOK, TaK 1 Y YOJIOBiKiB BHACIIOK TOPYIIEHHS
TOHaaJIbHOTO CTEPOINOreHesy.

Y mokmiHIYHUX JOCIiIXKEeHHSIX He CIIOCTEPIranocs XKOOHUX BiOMOBiIHUX e(EKTIB.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

Pucnonent® Moxe MaTé HeBeIUKH ab0 MOMipHHMI BIIWB Ha 3[aTHICTh KepyBaTH aBTOTPAHCIOPTOM
YHaCJIiIOK IIOTEHIIINHOTO BIIJIUBY Ha HEPBOBY CUCTEMY i opraHu 30py (muB. po3min «ITo6iuni
peaxtii»). Y npotieci nikyBaHHS peKOMEHIYEThCS YTPUMYBATHUCS Bifi KepyBaHHS aBTOTPAHCIIOPTOM Ta
Bif po6oTH 3 iHIMMMHU MexaHi3MaMy, [OKHM He CTaHe BigoMOIo iHAMBiAyanbHa YyTIUBICTh MAI[iEHTIB 0
mpemnapary.

Cnoci6 3acmocyeaHHss ma do3u.

Ilo3yBaHHS

[In3odpeHis

Hopocai

Pucnonent® MoXkHa Ipu3HadaT ONUH abo [gBa pa3u Ha f00y.

Po3moyrHaTH IPUIOM CItif 3 2 Mr Pucnonenty® Ha mo0y, Ha APYTyUi OeHb 103y MOXHA 30UILIIATH [0
4 wr. [licns 1poro o3y MoxkHa migTpuMyBaTy 6e3 3MiH a0, 3a He0OXigHOCTI, TPOOBKYBaTH
IHOUBiAYyaIbHY KOPEKIi0 AO3M.

Insg GinbIIOCTi MallieHTiB peKOMeHA0BaHa J03a CTAHOBUTH 4-6 MT Ha m00y. [JesIKUM MallieHTaM MOXKe
OyTu 1MoKa3aHe MOCTYIOBE IIBUINEHHS M03U ab0 3HMXKEHa IMoYaTKOBa Ta IMigTpHMyBajbHa [103a.

o3y, sKi mepeBuinyoTh 10 Mr pucnepunoHy Ha 0o0y, He BUSBUIM BUIOI e(eKTUBHOCTI ITIOPIBHSHO 3
MEHIIMMU J03aMH, ajie BOHU MOXKYTh CIPUYHHSATH MOSIBY eKCTpalipaMifHUX CUMIITOMIB.

Beamneka 03 noHap 16 Mr Ha go0y He BUBYalack.
[TamienTH MiTHLOTO BIKY (Bif 65 POKiB).

PexomeH0oBaHa MoYaTKOBa fio3a - o 0,5 MT [iBa pa3u Ha f00y. Y pa3i HeoOXimHOCTI 03y MOXKHa
30inmpImuTy 0o 1-2 Mr gBa pasu Ha o0y, migBuimyiouu Ha 0,5 Mr gBa pa3u Ha mo0y.

Himu.

He pekomeHI0BaHO 3aCTOCOBYBATH Iipenapar OiTaM (BikoM mo 18 pokis).



MaHiakasbHi emizony npy OimoNSpPHUX po3aamax
Iopoci

PexoMeHpoBaHa IoyaTKoOBa I03a PncnonenTy® - 2 Mr ofivH pa3 Ha 0o0y. [Jo3y MOXHa iHAUBiAyaIbHO
306inmbInuTy fogaBaHHAM 1 Mr/mo0y He YacTille, HiX 4epe3 KOXKHi 24 roguHu. PeKOMeHI0BaHUM
miama3oH 103 - Bif 1 mo 6 Mr Ha go0y. 3aCTOCyBaHHS PUCIEPUOHY Y 4031 MoHan 6 Mr Ha go0y
IallieHTaM 3 MaHiaKaJIbHUMH €MIi30JaMHi He BHBYAIOCh.

SIK i mpy iHIKX BUJaX CUMITOMaTHYHOTO JTiKyBaHHS, MOBrOTPHBAe 3aCTOCyBaHHs Pucmonenty”
HeoOXiIHO TepiofWYHO NeperisifaTh i KOPUTyBaTH MIPOTATOM YCi€el Tepartii.

ITauienmu aimHb020 BiKY (8i0 65 pokis).

PexomeH0BaHa MoYyaTKOBa fio3a - o 0,5 MT [iBa pa3u Ha fo0y. Y pa3i HeoOXimHOCTI 03y MOXKHa
36inpmuTy 1o 1-2 Mr oBa pa3u Ha moby, migsumyioouu Ha 0,5 Mr aBa pa3u Ha fo6y. OCKinbKM JOCBig
3aCTOCYBaHHS ITallieHTaM JIiTHbOTO BiKy 00MexXeHUM, PEKOMEHAYETHCS MPOSBIISITA 00ePEeXHICTh IpH
3aCTOCYBaHHI.

Himu.

3aCTOCOBYBaTH IIpenapaT He PEKOMEHI0BaHO AiTAM (BikoM 70 18 pokiB).

KopoTkouacHa Tepalisa BUpaXxeHol arpecii v malieHTiB 3 IeMeHITi€I0 alblreiMepiBChbKOTr0 THIIY

PexomeHpoBaHa modaTKoBa fo3a - 0,25 Mr fBa pa3u Ha 1o0y. 3a He0OXiIHOCTI O3y MOXKHA
30iMTBIIUTY IIJIIXOM TifBuINeHHs 103U 0,25 MI Ba pasu Ha mo0y He 4JacTille Hix yepe3 meHb. [I1s
OiNBIIOCTI MAlieHTiB ONITUMaIbHOIO 103010 € 0,5 Mr oBa pa3u Ha #o0y. OfnHaK 115 OesKUX MallieHTiB
eekTHBHA 03a CTAHOBUTH 1 Mr ABiui Ha HOOY.

Pucnonent® He CIIif 3aCTOCOBYBATH [OBIIE 6 THXKHIB NaIlicHTaM 3 BUPaXeHOI0 arpecieio mpu XxBopobi
AnbureitMepa. SIK i Ipy iHIIKX BUIAX CUMIITOMaTHYHOIO JIIKYBaHHs, 3aCTOCYBaHHs Pucrnonenty”
HeoOXiTHO TIepiofMYHO IeperisgaTy i KOPUTyBaTH MIPOTSATOM YCiel Teparrii.

CuMnToMaTHYHe KOPOTKOCTPOKOBE JTiKyBaHHA (0 6 THXKHIB) BUpaXKeHOl arpecii Ipu po3nanax
IIOBeOiHKU

ity Ta mimmiTKXA BiKOM Bim 5 1o 18 pokiB

ITayienmu 3 macow miaa = 50 ke

PekoMeHgOBaHa IIOYATKOBA [103a CTaHOBUTHL 0,5 MI OIMH pa3 Ha OeHb. 3a HeoOXimHOCTi mo3y Ciia
KOpPUTYBaTH LUIAXOM JopaBaHHA 0,50 MI OOUH pa3 Ha [JeHb He YacTillle HiX 4yepe3 feHb. ONTUManibHa
mo3a mIst OinbInoCTi mamieHTiB - 1 Mr omuH pa3 Ha geHb. OgHaK [ OesIKUX Malli€HTIiB s
INOCSATHEHHS MTO3UTHUBHOTO eeKTy OJOoCTaTHHO He Oinbie 0,5 MT oguH pa3 Ha [ieHb, TOmi K iHImi
MOXKYTb noTpedyBaTu 1,5 MI ofuH pa3 Ha JeHb.

Ilauienmu 3 Macow miaa < 50 K2

PekomeH0BaHa MoYaTKOBa f103a - 0,25 MI ouH pa3 Ha [eHb. 3a He0OXiMHOCTI O3y MOXKHa
KOPUTYBaTH LUIAXOM fofaBaHHs 0,25 MI OOuH pa3 Ha [eHb He YacTille HiX 4epe3 geHb. OnTuManibHa



mo3a [is OinmbInocTi manienTis - 0,5 MT oguH pa3 Ha AeHb. OgHAK AJIS OeIKUX NallieHTiB JOCTaTHhO He
6inbie Hixk 0,25 Mr oguH pa3 Ha [00Y /IS HOCATHEHHS TO3UTUBHOTO e(DeKTy, TOMi AK iHII MOXYTh
notpebyBatu 0,75 MI ooUH pa3 Ha [IeHb.

SIK i Ipy iHIKX BUJaX CUMITOMaTHYHOTO JTiKyBaHHS, 3aCTOCYBaHHA Pucmonenty® HeoOXimHO
IepPiONUYHO MeperIsifaT i KOPDUTYBaTU IPOTATOM yCi€l Teparil.

Himu.
3aCcTOCOBYBaTH MpenapaT He PpEKOMEHI0BaHO HiTSM BIKOM OO 5 POKIiB.

ITalieHTH i3 3aXBOPIOBAHHAMU NEYiHKY Ta HUPOK.

Y natieHTiB 3 mopyIeHHSIMU (QYHKINI HUPOK aKTMBHA aHTUIICUXOTUYHA (DpakKilisi BUBOOUTHCS 3
OpraHi3My IIOBIUIbHIIIE, HIX Yy AL€HTIB 31 3I0POBUMYU HUPKaMU. Y MAL€HTIB i3 OPYILIEHHIMUA
GyHKIIII Te4iHKY KOHIIEHTpallis BiTbHOI (PpaKIlil pUCIepUAOHY y IIJ1a3Mi KPOoBi 30iIbIIyETHCS.

He3amexHo Bif mOKa3aHHS, [IUM MalliEHTaM IIPU3HAYAETHCSA ITIOJIOBUHA II0YaTKOBOI Ta HiJITpI/IMYIO‘-IOi
003, TUTPYBAHHA JO3X IIOBUHHO 6YTI/I TIOBITIBHIIITHM.

Pucnonent” moTpiGHO 3aCTOCOBYBATH 3 00€PEXHICTIO I1ili KaTeropil Mal[i€HTiB.

Cnocib 3acTocyBaHHS

Pucnonent® npu3HadyeHHi 171 IEPOPAILHOrO 3aCTOCYBaHHS. IIpuiioM IXi He BIIKBac Ha
BCMOKTYBaHHs Pucmonenty”.

Hampukinui miKyBaHHSI peKOMEHYETHCS ITOCTYIIOBO BiIMiHATH JliKapchKuii 3aci6. ITicys panToBoro
IIPUNIMHEHHS [IPUMOMY BUCOKMX 103 aHTUIICUXOTUYHUX IIpelapaTiB CIOCTEPIraaucs N00guHOKI
BUIIQ[IK T'OCTPUX CUMIITOMIB BilMiH}, BKJIIOUHO 3 HY[OTOI0, OJII0BaHHSAM, IiTIUBICTIO i 6€3COHHSAM
(ouB. po3min «I1o6iuHi peakii»). TakoX MOXKYTb OyTH pPeLUANBU IICUXOTUYHUX CHMIITOMIB, i
MIOBIIOMIISINIOCS IPO BUAMAAKYU BUHUKHEHHSI MUMOBIJIbHUX PYXiB (K, HAIPUKIIaM, akaTU3isg, QUCTOHIA i
OUCKiHe3iqa).

[epexin 3 Teparii iHIMUMY aHTUTICUXOTUYHUMHU 3aC006aMu.

fK110 e KiiHiYHO BUIIPaBIaHo, IIifl Yac Teparil mpemapaTom Pucnonent® PEKOMEHNYETLCA
IIOCTYIIOBO IIPUIIMHUTY IIONIEPENHIO Tepallilo IHIMUMY ITpenapaTaMu. [Ipyu poMy, AKINO MALi€EHT
IIepeBOOUTLCS 3 Tepallil aHTUIICUXOTUYHUMY IIpenapaTtaMu y GpopMi «eno», NiKyBaHHS IpernapaToM
Pucnonent’ peKOMeHAY€EThCS PO3IOYATH i3 3aCTOCYBAaHHS 3aMiCTh HACTYIIHOI 3aIlJlaHOBaHOI iH’eKIIil.
[TepioguyuHo cif ouiHOBATA HEOOXiOHICTH MPOOBKEHHS IIOTOYHOI Tepallil aHTUIIapKiHCOHIYHUMU
npernapaTamu.

Pucnonent®, po34nH HECYMICHH i3 GiIBIIICTIO BUAIB Yak, BKIOYHO 3 YOPHAM JaeM.

IHCcmpykuisa 0454 camocmiliHo20 8i0kpumms ¢pAaKoHd Mmd BUKOPUCMAHHSA Ninemku-0o3amopda

daaxox 30 ma

Ins BigkpuTTs dakoHa Ta BUKOPHUCTAHHS MiMeTKU HeOoOXiHO BUKOHATH Taki fii (quB. puc. 1-4):



Puc. 1. ®akoH Ma€ KPUIIEUKY i3 3aXMCTOM Bif AiTen i [x]
BiDKPUBAETHCS Yy TaKUM CIIOCiO: HATUCHITH MIaCTUKOBY KPUIIKY
BHU3 [I0 YIIOPY i MOBEPHITh MPOTH TOOMHHUKOBOI CTPIJIKHU.
3HIMITh KPUIIEUKY.

Puc. 2. BuiimiTh nineTKy-mo3aTop 3 QyTiasapa i BcTasTe il y
dbnakon. [IpuTpuMytoun HUXKHIN 00i10K mineTKu-mo3aTopa,
BUTSTHITH IIOPIIEHD MTiMTeTKHU-I03aTopa A0 BigmoBimHO HEOOXigHOI
II03HAYKY B MininiTpax abo Minmirpamax.

Puc. 3. [IpuTpuMyoun HUKHiA 00iq0K, BUUMITh MIMETKY-003aTOP
i3 ¢hnakoHa. BunuiiTe BMiCT mineTku-go3aTopa y 6yab-saKui
0e3aIKOr0JIbHUY HaIlil, OKPiM Yalo, IIJITXOM HaTHCKAHHS
MIOPIITHS MIeTKU-I03aTopa. 3akpuiite (HIaKoH i MPOMUKTE
MINEeTKy-403aTop Bo#ow. [1okIamgiTe HmineTKy-103aTop B
IpHU3HayYeHe [JId Hel Miclie.

Puc. 4. 3BinpHITE TpUMau Bif nanepy. [Ipukpimite TpuMad oo
¢dbnakoHa, Tak 1100 S3U40K OyB CIIPSIMOBaHUM BHU3.

®aaxkox no 100 ma
Inst BinKpUTTS llakoHA Ta BUKOPHUCTAHHS MiNeTKW HeoOXigHO BUKOHATH Taki mil (muB. puc. 1-3):

Puc. 1. ®akoH Ma€ KpUIIEYKY i3 3aXUCTOM Bif miTeH i (2]
BiIKPUBAETLCS Y TaKUM CIOCI0: HATUCHITE IIJITACTUKOBY KPUIIKY
BHU3 [I0 YIIOPY i IOBEPHITh IPOTU TOOUHHUKOBOL CTPi/IKH.
3HIMITE KPULIEYKY.

Puc. 2. BunMiTth mineTky-go3aTop 3 ¢yTasapa i BCTaBTe i1y
bnakoH. [IpuTpuMyoYr HUXKHIN 00if0K MiNeTKH-703aTOpPa,
BUTSATHITH IIOPIIIEHD IIMETKU-003aTopPa I0 BidIIOBiIHOI
HeoOXigHOI TO3HAYKM B MijiiTpax abo Mimirpamax.

Puc. 3. [IputpuMyioun HUKHi 00iq0K, BUUMITh MiMETKY-
mo3atop i3 ¢pnakoHa. BunuiitTe BMiCT mineTku-go3aTopa B 6y[b-
SIKUY 0€3aJIKOTONIbHUM HAaITil, OKPiM Yalo, MIISXOM HaTUCKaHHS
IIOPIIHA MIMEeTKH-T03aTopa.

3akpuiTe (HJIaKOH i MPOMUUITE MINEeTKY-003aTOP BOAOIO.
[ToknapiTe mineTKy-mo3aTop B IpU3HaYeHe [Jid Hel Miclie.

Himu.

PucnepupmoH 3aCTOCOBYIOTH 151 JIKyBaHHS BHpaxXKeHOl arpecii npu po3nafax MOBeiHKY Y OiTen
BIKOM Bif] 5 POKiB.

Ilepedo3yeanHns.
CumInTomu.

O3Haky Ta CUMIITOMU IIepPefo3yBaHHs, 1110 CIIOCTEPiraauch, - e Bifomi mobiuHi peakiiii npemapary,
II0 NIPOSBIISIOTHCS V OCUJIeHIN (HOPMi: COHNUBICTS i cefallis, TaXikapfis Ta apTepiajibHa TillOTeH3is,
a TaKOX eKcTpalipaMifHi cumntoMmu. [Ipu nepeno3yBaHHI IOBIOMIIAIIOCS IIPO IOJOBXKEHHS
inTepBany QT Ta cymomu. [1oBimOMIANIOCS PO TPINOTIHHSA/MEPEXTIHHSA, acOLil0BaHe 3
nepeno3yBaHHAM IpenapaToM Pucnonent® y KombiHalil 3 HTapOKCETHHOM.



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

JIikyBaHHS.

Cnip 3a6e3meynTy Ta NiATPUMYBaTH BilbHY MPOXiAHICTh AWXaIbHUX HUISAXIB Oy1s 3a0e3nedueHHs
ameKBaTHOI BEHTHUJIALI Ta okcureHatlil. Ciif po3ragHyTU NpU3HaYeHHS aKTUBOBAHOTO BYTiJIISA Pa3oM
i3 mpoHOCHUM 3ac000M He Ti3Hille HiX 3a TOAUHY Iic/sa npuiioMy mpenapaty. [lokasaHun
MOHITOPHHT CepleBO-CYAMHHOI TisIbHOCTI, 110 BKII04Yae Oe3nepepBHy peectpatito EKT ms
BUSIBIIEHHSI MOXKJIMBUX apUTMill. PucriepupioH He Ma€ crienudiqyHOro aHTUAO0TY. TOMy CIIifi BXKUBATH
BI[ITOBIIHUX MiATPUMYIOYHUX 3aXOAiB. Y pa3i rocTporo mnepeno3yBaHHSA CIIif [IpoaHali3yBaTu
MOXKJIUBICTD JIiIKapChKOI B3a€MO[Iii KiIbKOX IIpelapaTiB. ApTepiaibHy TiOTeH3ii0 Ta CyIUHHUN
KOJIAIC CIif JTiKyBaTH TaKMMU 3aX0aMH, K BHYTPIIlIHbOBEHHI BIMBaHHS Ta/a00 cUMIAaTOMiMeTUYHi
npenaparTy. Y pa3i po3BUTKY I'OCTPUX eKCTpalipaMifHUX CUMIITOMIB CJIifi IpU3HaYaTh
AHTUXOJIiHePriuHi mpenapat. HeoOXigHO MPOIOBXKYBATH IIOCTiHE METUYHE CIIOCTEPEKEHHS [0
IIOBHOI'O Oy>KaHHS Ialli€eHTa.

ITobiuni peakuii.

HavtyacTimumuy nmob0iYHUME peakIlisgMu, Ipo SKi moBimoMiseTscs (dactota = 10 %), € mapKiHCOHI3M,
cenallisi/COHNIUBICTh, TOJTOBHMI Oinb Ta 6e3coHHS. [TapKiHCOHI3M Ta aKaTU3is € 00303aIeXKHUMU
mOOIYHUMM PeakKIisiMH.

[To6iuHi peaxiiil, HaBefeHi HUKYe, BKJIIOYAIOTh Ti, ITPO SIKi IOBIAOMIISAIOCS il Yac KITiHIYHUX
BUIIPOOyBaHb Ta Y IOCTMAaPKETUHTOBUY mepion. YacToTa BUHMKHEHHS MOGIYHUX peakIliii: my>Ke 4acTo
(= 1/10), gacto (= 1/100 mo < 1/10), meyacto (= 1/1000 go < 1/100), pigko (= 1/10000 go < 1/1000),
nyxe pigko (< 1/10000) Ta HeBimOMO (4aCTOTY He MOKHA BCTAHOBUTH 3 NOCTYIIHUX JaHUX).

Y KoxXHiii rpymi mo6iuHi peakilil mpeAcTaBlieHIiC ¥ MOPSAAKY 3MeHIIeHHS CTYIIeHs TSKKOCTI.

[H(exuii ma iHeasii

HacTo [THEBMOHisI, OPOHXIT, iH(deK1ii BepXHiX guXalbHUX IUISXiB, CHHYCUT, iHGEKIIil
CeYOBUBIIHUX IIJIXiB, iH(EKIIil ByXa, TpUl

HeuacTo indeKIlil uXambHUX IUISXIB, IUCTUT, iHGEKIIil 0Ka, TOH3UJIIT, OHIXOMiK03,
3alajieHHs MigMmKipHOI KJIITKOBUHH, JIOKali3oBaHa iH(eK1isd, BipycHa
indeKIlisg, akapomepMaTHUT

Pigko iH(peKIis

3 6oky kposi ma aimpamuuHoi cucmemu

HeuacTto HEeHTPOIIeHis, 3MEeHIIIeHHS KiTbKOCTi JIEMKOIUTIB, TPOMOOITUTOIIEHisI, aHeMis,
3HUKEHHS TeMaTOKPUTY, 30iMbIIeHHS KiTbKOCTi e03uHO}iTiB

Pigko ArpaHyIIOIUTO3’

3 60Ky iMyHHOI cucmemu

HeuacTto rilepyyTIuBICTh

Pimko aHadinakTHYHa peakuisa’

3 60Ky eHOOKPpUHHOI cucmemu

Jacto rimepnpoakKTHHEeMis"

Pinko [TOPYIIEHHS CEeKpellil aHTUIiyPEeTUYHOT'0 TOPMOHY, IPUCYTHICTD I'TIOKO3HU B
ceul

3 6oky memaboaizaMy ma mpasaeHHs
HacTto |361nbmeHH5I MacCH Tijla, MiIBUIIIEHHS QlIETUTY, 3HUKEHHS alleTUTY




HeuacTto [IYKPOBUM miabet’, TinmepriikeMis, MOJTgXATICISA, 3MEHIIeHHS MacCH Tifa,
QHOPEKCis, MiBUILEHHS PiBHS X0JI€CTEPUHY

Pinko BOJIHA iHTOKCHKAIIis', TimornikeMis, Tinepincyninemis®, migBUILIeHHS PiBHS
TPUTJIILIEPULIB Y KPOBi

[yke pigKo niabeTHYHUN KeTOoalluI03

3 60Ky ncuxiku

Ily:Ke 9acTo Ge3COHHST"

HacTo pO3Mafgy CHy, aXXUTallid, Jenpecis, TpUBora

Heuacto MaHisi, CIUTyTaHiCTh CBiHOMOCTI, 3HUXKeHHS NT1i0il0, 3HePBOBAHICTh, HiUHi
bKaxu

Pigko KaTaTOHisz, COMHAMOYJIi3M, po3/afy XapuyBaHHS, [TOB’sI3aHi 31 CHOM,

IPUTYIITIeHUH adeKT, aHOpra3Mist

3 60Ky Hepeosoi cucmem

u

[lye 4acTo Ceqaliss/COHMMBICTD, MAPKiHCOHI3M', T0N0BHMI 6iNb

JacTo axkaTu3ia’, qucToHiA", 3amaMopoyeHHs, AUCKiHe3ia, TpeMop

Heuacto Mi3Hs AHCKiHe3is, nepebpasnbHa imeMis, BifCyTHICTh peakllii Ha MOIpa3HUKHY,
BTpaTa CBi[OMOCTI, IPUTHiYeHHH PiBeHb CBiJOMOCTI, CyIOMH’, CHHKOIIE,
[ICUXOMOTOPHA TiepaKTUBHICTH, pO3JIafy PIBHOBAry, OPYIIEHHS
KOOPAMHALlil, TOCTypabHEe 3allaMOPOYEHHS, TOPYIIEHHS yBaru, Ou3apTpid,
[pO371ai¥ CMaKOBUX BIIUYTTIB, rinecTesis, napecresis

Pigko 3JI0SIKICHUY HEUPOJIENTUYHUM CUHIPOM, Llepe0poBacKyIIpHi po3naau,

niabeTrdHa KOMa, pUTMidHe TOXUTYBAHHS T'OJIOBH

3 60Ky opeaHis 30py

YacTo

[PO3MUTICTD 30Dy, KOH IOHKTUBIT

Heuacto CBiTII0005I3Hb, CYXiCTh O4eit, 30i/bIIIEHHS CITbO30BUiNIEHHS, TI0YE€PBOHIHHS
ouei
Pinko r7IayKoMa, TIOPYIIeHHS PyXy OUHUX SI0JIYK, POTATOPHUN HicTarM, yTBOPEHHS

KipKM Ha Kpalo IOBiKHM, iHTpaonepaliiHuii CHHIPOM aTOHIYHOI palgyKKH'

3 60Ky opeaHis cayxy

Heuacto

|BepTI/IFO, THHIT, 6i7b ¥ Byxax

3 6oky cepu,esoi 0isinbHO

cmi

YacTto Taxikappmis

Heuacto Gbibpunsanisa nepencepnb, aTPiOBEHTPUKYIIAPHA O10Kafa, IOPYIIeHHS
[IPOBINHOCTI ceplis, nogoBxKeHHs iHTepBany QT Ha eneKTpoKapaiorpami,
OpaguKappis, BigxuieHHs Ha eJleKTPOKapAiorpami, BifuyTTs cepleOuTTs

Pigko CAHYCOBa apuTMis

Hesigomo CHHIPOM IIOCTYPAaJIbHOl OPTOCTaTUYHOI TaxiKapmil

3 60Ky cyOuHHOI cucmemu

HacTto apTepianbHa rinepTeHsis

HeuacTto TinoTeH3iss, OPTOCTATUYHA TiNOTEH3is, TPUIJIUBU

Pinko mereHeBa eM00Tisi, TPOMOO3 BEH

3 60Ky OuxasnvHoOi cucmemu

HacTo mucnHoe, hapuHTOTapUHTeabHUH 0ilb, Kalllellb, eIiCTaKCKUC, 3aKIageHiCTh
HOCa

HeuacTto acripaliiHa THEBMOHIf, JIeTeHeBUY 3aCTid, MOTipUIeHHs [IPOXiTHOCTL
IVXaNbHUX IIJIIXiB, XPUIIH, CBUCTSIYe OUXaHHS, IUCHOHIA, po37agy OUXaHHA

Pigxo CUHOPOM HIYHOTO allHOe, TiMepBEeHTUNALIS

3 60Ky mpasHoi cucmemu

HacTo Oir1b y KUBOTI, AIUCKOMMOPT y KUBOTI, O/TI0BaHHS, HYI0Ta, 3a10p, Oiapes,
[UCIencis, cyxXicThb y poTi, 3yOHM#H 6inb

HeuacTo HeTpUMaHHS Kaly, GekaloMa, TaCTPOEHTEPUT, oucoaris, 3qyTTs XKUBOTa

Pigko [MaHKpeaTUT, 00CTPYKIisd MITYHKOBO-KUIIKOBOTO TPAKTYy, HaOPSK sI3UKa,

XEUTiT




[lyxe pigKo

[kumkosa HempoxigHicTh

3 60Ky 2enamobiniapHoi cucmemu

Heuacto [MiIBUILEHHS PiBHSA TpaHCaMiHa3, MiABUILEHHS PiBHA raMMa-TIyTaMis-
TpaHcdepasy, NiABUIIEHHS PiBHA NEYiHKOBUX (PEPMEHTIB

Pigko PKOBTSIHHUIA

3 60Ky WKipu ma niOwKipHOi KAIMKOBUHU

YacTo BHUCHUIIQHHS, epUTEMA

HeuacTto KpOnuB'THKa, CBepOixkK, ajlonellis, rimepkepaTos, eK3eMa, CyXiCTh LIKipH,
3MiHa KOJIbOPY LIKipH, akHe, ce0opeiHuM JepMaTUT, 3aXBOPIOBAHHS ILIKipH,
MOIITKOXKEHHS IIKipu

Pigko Me[IUKaMEeHTO3Hi BUCUIIaHHS, JIyla

[lyxe pigko AHTI0HEBPOTUYHUYN HAOPSK

Hesigomo Cunppom CriBeHca - JI)KOHCOHA/TOKCUYHUY eMigepMabHUN HEKPOJTi3®

3 60Ky Kicmkoso-M’ 5130801 cucmemu

YacTo M’s130Bi Cla3Mu, M’s130BO-CKeJIeTHUM Oinb, Oinb y CIIMHI, apTpanris

HeuacTto MigBUIIEHHS PiBHA KpeaTHH(OC()OKiHA3H, TOPYIIEHHS IOCTaBU, CKYTiCTh
cyrno0iB, HabpsskaHHs cyrnobis, M's30Ba ciabKicTs, 6inb y mui

Pinko pabmoomiosi3

3 6oky ceuoaudinbHOI cucmemu

JacTo

HEeTPUMaHHA Ceyi

Heuacto

[10JIaKiypis, 3aTpUMKa cedi, Au3ypis

[BazimHicmb, nica14n0410208ull nepio0 ma HEOHAMA/AbHI CMAHU

[lyxe pigko

|CI/IHJIpOM BiIMiHU IpenapaTy Y HOBOHAPOMXKEHUX

3 60Ky penpodyKkmueHoi cucmemMu ma MO/0YHUX 30103

HeuacTto epeKTUIbHA JUCHYHKIiS, MOPYIIeHHS esIKyIAllii, aMeHopesl, IOPYLIIeHHS
MeHCTpyaIbHOTO IUKITY', TIHeKOMAcCTisl, rajakTopesi, CTaTeBa AUCHYHKIIS,
6ir1b y MOJTOYHUX 3a/103aX, BariHaabHi BUOINEHHS

Pinko mpiamiaM’, 3aTpUMKa MEHCTpYyallii, Harpy6aHHS MOJIOYHHX 3aJ103,

301/IBIIIEHHST MOJIOYHHX 3a/103, BUOUIEHHS 3 MOJIOYHUX 3aJ103

3aeanvHi po3aadu

Yacto

Ha6p${Kd, JIMXOMaHKa, 6isb Y TPYAHIN KIiTIi, acTeHis, BToMa, 6inb

Heuacto HaOpsK 001M44si, 03HO0, MiABUIIEHHS TeMIIepaTypH Tijla, MOPYIIEHHS XO[IH,
cnpara, ZUCKOMOODPT y IPYASX, rapsg4yka, HE3BUYHI BiIUyTTs, OUCKOMMOPT
Pinko rirmoTepMisi, 3HUKEHHS TeMIlepaTypH Tijla, BifYyTTS XOJIOAY Y KiHIIBKaXx,

CHHIPOM BiIMiHM TTpenaparTy, yulinbHeHHS

YwKo0x#ceHHA ma ompyeHHA

YacTo

MagiHHS

Heuacto

Oinb micns Xipypriuaux BTpy4aHb

‘TimepnponakTUHEMIs y OEeSIKUX BUMTA[KaX MOXKe TPU3BOOUTH [0 TiHEKOMACTIl, po3afiB
MEHCTPYaJIbHOTO IIUKIIy, aMeHOopel, aHOBYJIALlil, rajlakTopel, MOPyIIeHHS 30aTHOCTI 10 3a4aTTH,
3HUKEHH] 1i0if0, epeKTUIbHOI AUCHYHKIIIL.

b . o . o o

Ilig yac mIaned0KOHTPOILOBAHMUX MOCIiIKeHb MOBiTOMIISI/IOCA PO NyKpoBHu# miadeTr y 0,18 %
manieHTiB, SIKi OTPHMYBa/IN pUCHepHIOH, nopiBHAHO 3 0,11 % y rpyni mwrame6o. 3arajbHa 4acToTa y
BCiX K/IiHiYHHX BHIIPOOyBaHHsX cTaHoBHIA 0,43 % y mallieHTiB, AKi MPUAMAaIH PUCIIEPHIOH.

“He BigMivanocs y KaiHiYHHX gocaimxkenHax Pucnonenty®, ogHak 0y/10 BHSIB/IEHO NPOTSATOM
IMOCTMApPKETHHI OBOT'0 CIIOCTEPEKEeHHs.

{ExcTpanipaMinHi po3nafu BKI0OYa0Th: MAPKiHCOHI3M (Tiepcekpeltis CIMHY, PUTIAHICTD M'S3iB,
napkKiHCOHI3M, cIMHOTeYa, PeHOMeH «3y04aToro Kojeca», OpaguKiHesis, Tinmokinesis, MackomomioHe




00nMyyYs, HallpyKEeHiCTh M’513iB, aKiHe3is, pUTigHICTh NOTUINYHUX M’ 43iB, PUTITHICT M'43iB,
napkKiHCOHIYHA X0fa, MOpYIIeHHs TlabensipHOro pediiekcy, TapKiHCOHIYHUYN TPEMOP), aKaTH3i0
(akaTu3is, HECMOKIH, TiMepKiHe3iss, CAHHOPOM HECIOKIMHUX Hir), TpeMop, MUCKiHe3i10 (OucKiHesis,
IIOCMUKYBaHHS M’13iB, XOpe0aTeTO03, aTeT03, MiOKJIOHYC), HUCTOHIIO.

[IUCTOHIsAA BKTI0OYAa€ TUCTOHIIO, rinepToHio, KpHBONINIO, MUMOBiIbHI M’s130Bi CKOPOUYEeHHS],
MioreHHi KOHTpakTypH, 6;1edapocnasM, pyx 0UYHOro s10JIyKa, mapasiid si3uka, THK (B
TiJISHIIL 00/IMYYsi), TaPHHTO0CIa3M, MiOTOHiI0, OMiCTOTOHYC, POTOITIOTKOBHH CIIa3M,
IUIEBPOTOHYC, CIIa3M SI3HMKa, TPU3M. BK/II04eHo OibIIui nepeiik CHMITOMIB, 110 He
000B’SI3KOBO MalOTh €KCTpamipaMigHe moxoaKeHHsi. be3COHHs BK/II0Ya€E: MOPYIIEeHHS
3aCHHAHHSA, iIHTPACOMHIYHHE po3Jiajd. CymoMu BK/IIOYAOTh BeJIHKHH eNUIenTHYHHH Hamal.
MeHCTpya/IbHi PO3J/IaiH BKII0Yal0Th: HEPEry/IsApHi MeHcTpyamnii, oxiromenopero. HaOpsik
BK/TIOUQA€: reHepali3oBaHUH HAOPsIK, mepudepuIHUE HaOPAK, «TOYKOBHIH» HaOPSIK.

ITobiuHi peakuii naainepudoHy

[MTaninmepumoH € aKTUBHUM MeTab0IiTOM PUCIIEPUIOHY, TOMY mpodini mo6iyHuX peakiil WX peYOBUH
(BKJTIOYAOYM TIEpOpasbHi Ta iH eKIilHI popMu Bumycky) nomioni. Ha momaTok g0 3a3HaueHUX BUIIE
no0iYHUX peakllili, TPy 3aCTOCYBaHHi MaliNnepuaoHy MOBIJOMIISIOCS IIPO CUHAPOM IIOCTYpaibHOl
OpTOCTATHYHOI Taxikappii, IKuif, iMOBIDHO, MOXKe CIIOCTepiraTcs i Ipy 3aCToCyBaHHI Pucmonenty®.

ITobiuHi peakuii, 81acmugi AHMUNCUXOMUYHUM AIKAPCbKUM 3acobam
ITodosacenna inmepsany QT

4K i Ipy 3aCTOCYBaHHI IHIIMX aHTUIICUXOTUKIB, Y TIOCTMAapPKETUHIOBUU IIePiof IOBIAOMIISIOCS IIPO
nonoBxeHHd iHTepBany QT npu 3acTocyBaHHI pucnepugoHy. TakoX IIpU 3aCTOCYBaHHI
AHTUIICUXOTUYHUX TIperapaTiB MOBigOMIISIIOCS PO iHIIi Mo6GiuHi peakilii 3 00Ky ceplis, 110
nofoBXKYyI0Th iHTepBan QT, Taki AK BEeHTPUKYIAPHaA apuTMmis, GiOpunsis nIyHOUKiB, BEHTPUKYISPHA
Taxikapzis, panToBa CMePTh, 3yIIMHKA CePLd, TPIOTiHHA/MepeXTiHHS.

BeHo3Ha mpomboembois

Ha T71i 3acTOoCyBaHHSI @aHTUIICUXOTUYHUX 3aC00iB Oy/IM 3apeecTpoBaHi BUMIQIKKA PO3BUTKY BEHO3HOI
TpoMO0eMOOJTii, BKITIOYalOUu JIereHeBy eM00Iiio Ta TPOMO03 TTUOO0KUX BEH.

36iabWeHHA Macu miaa

[TopiBHAHHSA KiIBKOCTI MTALli€HTIB, K1 3aCTOCOBYBaJIU Pucmonent®, Ta TaIli€HTIB, SKi 3aCTOCOBYBaJU
nnane6o Ta Manu 30ilbIIeHHS MacH Tifla Ha 7 % y 11ane00KOHTPOIbOBAaHUX JOCITiIKEHHIX
TPHUBAJIICTIO Bifl 6 0 8 TUKHIB, TOKa3aIu CTaTUCTUYHO 3HAUYIIY Pi3HHUIIO Y YACTOTi BUMTAOKIB
30iIbIIeHHs MaCH Tifla y IPyIIi NalieHTiB, aKi npuiManu Pucnonent® (18 %), MOPIiBHSHO 3 TAKOK y
TAIE€HTIB, 110 3aCTOCOBYBasu mianebo (9 %). Y xomi 3-TuKHEBUX MT1alle00KOHTPOIbOBAHUX
MOCTiAXKEeHb V MOPOCIIKX TAI[iEHTIB 3 TOCTPOIO MaHi€l0 YacToTa 30inblIeHHST MacH Tina Ha = 7 % 6yra
IIOPIBHAHHOIO 3 TAKOW Y I'PYIIi, 110 IpuMaa Pucmonent® (2,5 %), Ta y T'pymi, 10 IpuiiMaa
nnate6o (2,4 %), Ta Oyna gemo BUILOI0 Y TPYIi aKTUBHOTO KOHTPOIO (3,5 %).

Y nonynsauil giTe# 3 TOPYLUIEHHAMH ITOBEAiHKY IPOTATOM JOBrOTPUBAINX OOCIiAKEHb Maca Tilna
nalieHTiB 30ibIIyBanack y cepefHboMy Ha 7,3 Kr micig 12 Micsui mikyBauHsA. O4yikyBaHe
30inbINIEHHST MACH Tia AJIs OiTed 3 HOpMasbHOI0 MacCoIo Tiia y Bili 5-12 pokiB - Big 3 1o 5 KT Ha pik.
[TounHatouy 3 12 pokiB 30i/IbIIEHHS MaCH Tijla IJIs MiBYAT 3aJIHIIAETHCS Bifg 3 MO 5 KT Ha PiK, TOMi SIK



XJI0M1i HaOWPaloTh Y CEPENHbOMY 5 KT Ha PiK.

[TomaTkoBa iHdopMalris 1momno 0cobnuBUX KaTEropil maltieHTiB

[ToGiyHi peakii y maIfieHTiB TiTHBOTO BiKy 3 ieMeHIIi€l0 abo y AiTel, mpo sKi IoBiJOMIISAIOCH 3
OinbIIo0, HiXK y JOPOCTIUX, YACTOTOI, OIIMCAHI HUXKYE.

ITauieHmu AimHb020 BiKYy 3 OeMeHUier

TpaH3uTOpHa illeMiyHa aTaka Ta 11epeOpoBacKyIApHi po3nanu - mobiuHi peakiril, mpo sAKi
IOBIAOMIJISINIOCS IIPOTATOM KJTIHIYHUX JOCIiAXKeHb 3 4acToToio 1,4 % Ta 1,5 % BiANOBIAHO y IAIli€HTIB
JITHBOTO BiKy 3 meMeHIie0. OKpiM LIbOTO, IIPO TakKi MOOiuHi peakilil MOBiJOMIISIOCS 3 YaCTOTOIO = 5
% y TallieHTiB JIITHLOTO BIKY 3 IEMEHIIEIO Ta 3 IIOHAWMEHIIE 3 YOBiUi BUIOI YaCTOTO0, HiX y iHIIUX
KaTeropiil JOPOCIMX MallieHTiB: iH}eK1il ceuoBUBIAHUX MINAXiB, TepudepuyHmnil HabpsK, IeTapris Ta
KallleJlb.

Himu

3aranoM ouikyBaHi mo0iuHi peakiii y giTe# cX0xi 3 TAKMMHU Y JOPOCIIHX IO[0 YaCTOTH BUHUKHEHHS,
TUIY Ta CTyIeHs TSAXKKOCTI.

[To6iuHi peaxiiii, 110 criocTepiranucs y mited (BikoM Bim 5 mo 17 pokiB) 3 yactoToo = 5 % Ta 3i
[IJOHAMMeHIIIe YABi4i BUIIIOI0 YaCTOTOIO, HiXK Y HOPOCIUX Malll€eHTiB: COHIMBICTh/Cefallis, BTOMa,
roJIOBHUY OiNb, MigBUINEHHS aeTUTy, O1I0BaHHS, iHQeKIl BepXHiX AuXalbHUX IIJIAXiB, 3aKIageHiCTh
Hoca, 6iy1b y 2KMBOTI, 3al1aMOpPOYeHHS, Kallleshb, TpeKcisi, TpeMop, Aiapes Ta eHypes.

Brinus TpuBanoro JiikKyBaHHSI PUCIIEPUAOHOM Ha CTaTeBe NO3PiBaHHSA 1 PIiCT BUBYEHI HEOCTATHHO
(ouB. po3min «OcoOIMBOCTI 3aCTOCYBaHHS»).

TepmiH npudamHocmi. 3 poku. TepMiH IPUAATHOCTI Micasg PO3KPUTTS (laKoHaA - 3 MiCsIIi.

YMoBu 36epiraHHs.

30epiraTtu B opuriHaabHi¥ yIaKoBIi pu TeMnepaTypi He Buille 30 °2C, y HEOOCTYIHOMY AJIS OiTel
Micui. He 3aMmopoxyBaTu.

Hecymicnicmub. HecymicHuit 3 GiNbIIiCTIO TUIIIB Yat0, y TOMY YHUCIi 3 YOPHUM YaEM.

YmakoBka.

Po3uun opanpaui y ¢prakoxHax mo 30 M i 100 M pa3oM 3 MineTKow-003aTopoM, BKIageHUMHU Y
KapTOHHY yIIaKOBKY.

Kareropis Bifmycky.



3a pelemnToM.

BupoOHUK.

Anccen ®apmanentuka HB/ Janssen Pharmaceutica NV

Micue3HaxomKeHHsT BUPOOHHMKA Ta MOT0 afipeca MiCllsd IPOBaiKEHHS TisIbHOCTI.
Typuxoytceser 30, Beepce, 2340, Bensris/

Turnhoutseweg 30, Beerse, 2340, Belgium.



