IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

®EHTABEPA 12 MmKr/rop
®EHTABEPA 25 MKr/ron
OEHTABEPA 50 MKr/ropn
OEHTABEPA 75 MKr/ron
®EHTABEPA 100 MKr/rop,
(FENTAVERA® 12 pg/h)
(FENTAVERA® 25 pg/h)
(FENTAVERA® 50 pg/h)
(FENTAVERA® 75 pg/h)

(FENTAVERA® 100 pg/h)

Cknao:
Oitoua pevosuHa: fentanyl;
deHnTaBepa 12 MKr/ropn:

1 nyacTup TpaHCAEepPMaIbHUM po3MipoM 4,25 cM” MicTuTh GeHTaHiny 2,55 Mr 3 BUBiIbHEHHAM 12,5
MKT (heHTaHiNy 3a TONUHY;

denTaBepa 25 MKr/roq;:

1 mmacTup TpaHCAEepPMaIbHUM po3MipoM 8,5 cM” MiCTUTL GeHTaHiny 5,1 MI 3 BUBIIbHEHHAM 25 MKT
(beHTaHiNy 3a TOOUHY;

®enrtaBepa 50 MKT/TOf;:

1 nacTup TpaHCHepMaIbHUI po3mipoM 17 cM® MicTuTh GeHTaHiny 10,2 MI 3 BUBIIBHEHHSAM 50 MKT
(dbeHTaHiNy 3a TOOUHY;

®eHTaBepa 75 MKI/TOf:

1 mnacTup TpaHCOepMalbHu Po3MipoM 25,5 cM® MiCTUTh GpeHTaHiny 15,3 MI' 3 BUBiIbBHEHHAM 75 MKT
dbeHTaHiNy 3a TOOUHY;

®enTasepa 100 MKr/ropm;:

1 nacTup TpaHCAepPMaIbHUM po3MipoM 34 cM’ MicTuTh derTaniny 20,4 Mr 3 BuBiIbHEHHAM 100 MKT



(beHTaHiNTy 3a TOOUHY;
0ONOMIJCHI peUOBUHU: TIOTI (2-eTUNTEKCUI-aKPHUIIaT, BiHisaleTaT), MacaSHUN €KCTPaKT JIUCTS anoe

Bepa (o11ist coeBa, anbda-Tokodepon), edip Kaxidori rimporenizoBaHoi, momiedipHa miiBka,
nonietTunentepedranatHa ([IET) nniBka 3 HaIKCOM YOPHUIOM.

JlikapcbKa ¢opma. [Tnactup TpaHCcoepManbHUAMN.
OcCHOBHI (pi3uKo-XiMiUHI 81aCMUBOCMI:

Helpo3opuit 6e30apBHUM MPSIMOKYTHUM IJIACTUP 3 OKPYTJIUMHU KyTaMu i BinOUTKOM Ha (Honb3i
OCHOBH:

«Fentanyl 12 ng/h» gns ®enraBepu 12 MKr/rogm;
«Fentanyl 25 ng/h» gns ®enraBepu 25 MKT/TOf;
«Fentanyl 50 ng/h» gns ®enrtaBepu 50 MKr/rofm;
«Fentanyl 75 ng/h» nnst ®enTaBepu 75 MKT/TOf;

«Fentanyl 100 ng/h» nng ®entasepu 100 MKr/rog.

dapmakoTepaneBTHYHA rpyna. AHaneretuku. Omioigu. [ToxigHi dheHinminepuguny.

Kon ATX NO2A BO3.

dPapmako.102iuHi 8 1acmueocmi.
dapmakoOuHamika.
Mexanism 0ii

deHTaHIN - OmioigHUM aHANMBIEeTHK, IKUHM B3aEMOIi€ IIePEBaXKHO 3 M-OIiOITHUM PEIENITOPOM.
HaiironoBHilri TepaneBTUYHi epeKTH - aHaNTe3isd i ceparris.

dapmakoKiHemuxka.
BcmoxmyeaHHA

®enTanin 6e3mepepBHO BCMOKTYETHCS Yepe3 MIKipy IPOTSIroM 72 TOOUH ITicisd HAHECEeHHS MJIaCTUPY
dentaBepa. [licns HakneoBaHHA nuactupy OeHTaBepa (peHTaHIT BCMOKTYETHCS Yepes IIKipy, a germo
(beHTaHiTy KOHIIEHTPYETHCS V BEPXHIX 1Iapax MKipu. 3romoM (eHTaHis MOoTpaIsge 10 CHCTEMHOTO
KpoB0oo0iry. [TosiMepHa MaTpulls Ta pO3NOBCIONXKEHHS (DeHTaHiTy Kpi3b IIapy MKipy 3a0e3meqyoTh
BiIHOCHO IIOCTiMHY IMIBUAKICTh BUBUIbHEHHS. Pi3HUIIA MiXK KOHIIEHTpaUiaMu (peHTaHiy y IIacTupi Ta
y WIKipi MpU3BOAUTE [0 BUBIIbHEHHS JTiIKAPChKOTO 3aco0y. Cepenus 6iomoCcTynHICTs GheHTaHiny mpu
TpaHCAepMabHOMY 3aCTOCyBaHHI CTaHOBUTE 92 %. Ilicns mepirol annikaril miactupy PeHraBepa
CHpOBaTKOBa KOHIIEHTpallid ¢heHTaHiny 30ibIIyeThCS MMOCTYIIOBO, HOCATAIOYH CTAIlilOHAPHOTO CTaHy



Mix 12 i 24 roguHaMu MiCNIs NPUKPIMJIEHHS IJIACTUPY, 1 3aIUIIAa€ThCA BiTHOCHO IIOCTIMHOIO IPOTATOM
pelITy 72-TOOMHHOTO Nepiofy ammikaril. 1o KiHlg Apyroro 72-roguHHOTO NepioAy ammikaiii
KOHI[EHTpAallisl B CHPOBATLi KPOBi AOCATAE PIBHOBAXKHOI'0 CTaHY, SKUAU MiOTPUMYETHCSA 3a AOIOMOT 00
HaCTYIIHUX allJliKalliil IIJIaCTUPY TOTO XK A03yBaHHS. BHACIIIOK HAaKONWYEHHS 3HAUYeHH IIJIOLI i
(hapMaKOKiHEeTUYHOIO KPHUBOIO «KOHIeHTpallisg-yac» (AUC) i makcuManbHOI KoHIeHTpariil (C,,.,)
IIPOTSATOM iHTEpBasy MiXK 3aCTOCYBaHHSIMHU Y PiBHOBaXKHOMY CcTaHi mpubmu3no Ha 40 % Buli, HixX
IIiCJIsT OMHOPA30BOT0 3aCTOCYBaHHSA. [JOCATHEHHS Ta MiATPUMaHHS IIOCTIMHOI KOHI[eHTpalil B
CHUPOBATI]i KPOBi BU3HAYAETHCS IHAUBIAYaIbHOIO IIPOHUKHICTIO IIKIPY Y IallileHTa Ta KJIipeHCoM
beHTaHimy B oprauiaMi. CriocTtepiranacsi BUCOKa MiXKiHAUBifyanbHa BapiabeNbHICTh KOHIIEHTpallil
dbeHTaHiny y nna3mi Kpos.i.

dapmakoKiHeTHYHa MOOENb fa€ 3MOTY IIPUITYCTUTH, 110 CUPOBATKOBI KOHIIEHTpalii heHTaHiTy
MOXKYTh 3pocTaTil Ha 14 % (miama3on 0-26 %), K10 HOBUI IIaCTUP BUKOPUCTOBYIOTh 4epes 24
TOOUHY 3aMiCTh PeKOMEHI0BAHOTr0 iHTepBaly 72 rOgUHU.

[TigBulIleHHS TeMIepaTypH IIKipu Moxe 36inbuuT abcopOiito PeHTaHiNy IpU TpaHCAePMaIbHOMY
3aCToCyBaHHI (IuB. po3min «Oco6MMBOCTI 3aCTOCYBaHHS»). [TifBUIIEHHS TeMIIepaTypH WIKipy pu
BUKOPHUCTAHHI eJIEKTPUYHOI TPIJIKY Y Miclli HaHeceHH mactupy ®eHTaBepa npoTtsarom nepmux 10
TOIUH OJHOPA30BOr0 HAHECEHHS MJIaCTUPY MigBuilyBaso cepenHe 3HadeHHSA AUC ¢deHTaHiny B 2,2
pasa, a cepefHI0 KOHIEHTPALIil0 B KiHIIl IIepiofy BUKOPUCTAHHSA I'Piku - Ha 61 %.

Po3nodin

deHTaHIN UIBUAKO PO3MOMINISETHCS Y Pi3HUX TKAHMHAX Ta OpraHax, Ha 1110 BKa3y€e BEJIUKUHN 00’ eM
posnopiny (3-10 n/Kr micas BHYTPIITHbOBEHHOTO 3aCTOCYBaHHS nalieHTaMm). PeHTaHINn
HaKOIIUYYETHCS Y CKEJIETHUX M’f13aX Ta XKUPOBiM TKaHWHI 1 IIOBIIBHO BUBIIBHAETHCS Y KPOB.

Bigomo, 110 y mporeci JOCTigXKeHHS 3 y4acTIo Ial[leHTiB 3 OHKOJIOTIYHUMU 3aXBOPIOBAHHAMMY, SKi
BMKOPUCTOBYBAJI TpaHCAepMalbHUY (PeHTaHiN, 3B’ I3yBaHHS IIpenapary 3 OiTkaMu IJla3Mu KPOBi
CTaHOBUJIO B cepenHboMy 95 % (miamazon 77-100 %). ®eHTaHin 1erKO MPOHUKAE Yepe3
remaTtoeHnedaniyauit 6ap’ep, MIANEHTY Ta y TPyIHE MOJIOKO.

Biompaxcgpopmauis

deHTaHIN € IpenapaToM 3 BUCOKUM KJTipeHCOM, BiH IIBUAKO Ta iHTEHCUBHO MeTabO0Ii3yeThCs,
nepeBaxHo CYP3A4 B neuinti. 'onoBuuit Mmetabosit, HOpdeHTaHin, Ta iHmi MeTabosiTH €
HeaKTUBHUMH. Y MIKipi peHTaHin, mocTaBleHul TpaHCOepMalbHO, He MeTabomnidyeTbcs. Le 6ymo
BU3HAYEHO B €KCIIEPUMEHTI 3 KepaTUHOLMTaMU JIIOAVHY, a TaKOXK y KJIIHIYHUX JOCIIAXKEeHHIX, B SIKUX
92 % mo3wm, 110 oTpanuia 3 IIacTUPy TPaHCHEePMalIbHOTO, Y BUTJISAAL HE3MiHEHOT0 (peHTaHiIy
BUSBJIAJIOCS B CHCTEMHOMY KPOBOOOITy.

BusedeHHs

[Tepion HaniBBUBeeHHS (heHTaHiTy 3HaXOOUTHCS Y MexKax 20-27 ToguH micasg 72-TOQAUHHOTO
3aCTOCyBaHHS IIJIAaCTUPY. Y pe3yibTati 6e3nepepBHOl abcopbiiii peHTaHiny 3i wKipu micns
BUAJIEHHS MJIaCTUPY Iiepiof HamiBBUBeOeHHS (DeHTaHiy Ipu TpaHCOepMalbHOMY 3aCTOCYyBaHHi
npubNIU3HO y 2-3 pa3u JOBIINH, HiXK MicJg BHYTPIITHEOBEHHOTO 3aCTOCYBaHHS.

Bigomo, 110 y mporeci JOCigXKeHs IIiC/Ig BHYTPIIIHEOBEHHOI'0 3aCTOCYBaHHSA CepefHi 3HaueHH
3arajabHOrO KJIipeHCy peHTaHily 3HaXOOUIKUCh Y diana3oHi Big 34 mo 66 n/rogury. YIIpogoBx

72 TOOUH BHYTPILTHbOBEHHOI iHDY3ii henTaniny npubnmusuo 75 % mo3u heHTaHiNy BUOINAETHCS 3i
ceuero i mpubmu3Ho 9 % Mo3u BUBOOUTHLCS 3 KajloM. BuBeieHHS BiiOyBa€THCS ITePEeBaXKHO Y BUTISAMII



MeTabomiTiB, pu 11boMy MeHIe 10 % npenapaTy BUBOAUTHCS Y HE3MIHEHOMY BUTJISAMI.
JliHiliHicmb/He AiHIUHICMb

KonnenTpauis geHTaHiny B CHpOBATIi KPOBi MPOMOpLiHa 40 po3Mipy nnactupy OeHTaBepa.
dapmakoKiHeTHKa TpaHCHepMaabHOT0 (eHTaHiTy He 3MIHIOETHCS IIPU TOBTOPHOMY 3aCTOCYBaHHi.

CnigBiOHOWEHHA (hapMaKoKiHemuKu/(papmaxkoOuHamiku

dapMaKoKiHeTHKa (eHTaHily, CIiBBIgHOIIEHHS MiXK KOHIIEHTpaliaMU (eHTaHiNy i TepaleBTUYHUMU
Ta nobiuHuMYu epeKTaMu, a TAaKOXK TOJIEPAHTHICTh 4O OMiOifiB MalOTh BEJIUKY MiXKiHAWBiTyanbHY
BapiabenbHiCTh. K MiHiManbHa eeKTUBHA KOHIIEHTpALlis, TaK i TOKCUYHa KOHILIEHTpPaLlid 3p0CTaloTh
i3 MiABUIEHHSIM TONEPAaHTHOCTi. TaKMM YMHOM, HEMOXKJINBO BCTAHOBUTH ONTUMaIbHUMN
TepaneBTUYHMUY [iana30H KOHUeHTpalil ¢deHTaHiny. KopuryBanHs iHOUBinyaIbHOL 03U (DeHTaHITy
Mae I'PYHTYBaTUCS Ha BigmoBifi marieHTa Ta piBHI TomepanTHOCTI. Crig Takoxk OpaTu IO yBaru nepiop
VIIOBiJIbHEHOI Aii, 1[0 CTAHOBUTH

12-24 roguuu micns amikailii epuoro niaacTupy abo micis mifgBUIeHHS [03H1.

CneuiasbHi 2pynu navyieHmia

ITayieHmu AiMHbO20 BiKY

[aHi mocmifXKeHb BHYTPIIIHBOBEHHOT0 3aCTOCYBaHHS (EeHTaHITy CBif4YaTh, 10 Y NALi€HTIB JIITHHOTO
BiKy BinOyBa€eThCsl 3MeHIIIeHHS KIIipeHCY, ITOJI0BXKEeHHS I1epioly HalliBBUBENEHHS, TAK0XK BOHU
MOXKYTbh OyTH UyTIMBIII 00 MpemnapaTy, Hi’K MOJIOMII MallieHTH. Y JOCHiXKeHHi, III0 TPOBOAMUIOCS 3
TpaHCAepMalbHUMU IIJIaCTUPaMHu 3 (PeHTaHiIoM, ¥ 300POBUX NOOPOBOJIBIIIB JIITHHOTO BiKY
dbapMakoKiHeTHKa (GeHTaHiny 3HaYHO He Bipi3HSIIacs Bif TAKOl y 3MOPOBUX MOJIOAUX JOOPOBOJIBIIIB,
X04a MaKCHMaJlbHa KOHIIEHTPAIlisl Y CUPOBATII KPOBi Oyla HUXKYOI0, a CepeHil mepion
HalliBBUBEJIEeHHS ITO0BXKYBaBCS NPUOIKU3HO 10 34 roguH. 3a MallieHTaMu JiTHLOTO BiKy CIif
PEeTeNnbHO CIIOCTepiraTH 00 03HaK TOKCHYHOCTI (heHTaHiy i y pa3i moTpebu 3MeHIIyBaTU 03y
(ouB. po3min «OcoOIMBOCTI 3aCTOCYBaHHS»).

ITopyweHHA pYHKUiI HUPOK

OuikyeThCs, 1110 BIJIMB HUPKOBOI HEAOCTATHOCTI Ha (hapMaKOKiHeTHKY dheHTaHiny Oyne 0OMexXeHHM,
OCKIi/TbKM BUMINEHHS 31 ceuelo He3MiHEeHOro (peHTaHiny cTaHOBUTH MeHIIe 10 % i HeMae BigoMux
aKTUBHUX MeTa0OJIiTiB, 1110 BUBOOATLCS HUPKaMu. OOHAK, OCKiIbKY BIIMB HUPKOBOI HEIOCTATHOCTI
Ha ¢apMaKOKiHETHKY (DeHTaHiTy He OI[iHIOBAIM, PEKOMEHOYEThCS MPOSIBIATU 00ePeXHICTh (OUB.
po3minu «OcobmuBOCTi 3acToCyBaHHSI» Ta «CI0ci0 3aCTOCYBaHHS Ta JO3MU»).

IopyweHHA pyHKUII neviHKu

3a cTaHOM Ialli€eHTIB i3 MOpyIIeHHAMY (YHKIIil IeYiHKHU CJIifi BECTU PeTeIbHUN HaTJIsaL 00 I0SBU
O3HaK TOKCHYHOI [ii peHTaHiNy Ta y pa3i Heo6XigHOCTi 3MEeHIITUTH H03y (OuB. Po3mdin «OcoO0MuBOCTi
3aCcTOCyBaHHS»). [aHi II0J0 MaLli€HTIiB i3 IMPO30M Ta [AaHi MOOEIOBaHHS CBig4aTh PO Te, IO B
MAIEHTIB i3 Pi3HUM CTyIleHeM MOPYLIeHb QYHKII] IEeYiHKY, SKi IPOXOOUIIH JIiIKyBaHHS
TpaHCHepMaabHUM (DeHTaHiIoM, KOHIeHTpallisl peHTaHiny Moxe 30iNbIIMTHCS, a KITipeHC heHTaHiny
MO2K€ 3MEHIIUTUCS TOPIiBHIHO 3 MallieHTaMu 6e3 mopylieHb QyHKI1 nedinku. MopmenioBaHHS
cBiguuTs, 10 AUC y piBHOBaXXHOMY CTaHi y IAIi€HTIB 3 IOMIPHOI IE€YiHKOBOK HENOCTATHICTIO (Kj1ac
B 3a mrkanoro Yaiinpa-I1'1o0, 6an = 8) 6ynme npubnusno B 1,36 pasa GinblIIuM IOPIBHSAHO 3 MallieHTaMu
0e3 nopy1eHb QyHKINI nevinky (Kmac A 3a mkasnoio Yaitnga-I1'1o0, 6an = 5,5). ¥ maitieHTiB i3 TIKKOI0
IIe4iHKOBOI0 HepmocTaTHicTIo (Kiac C 3a mkarnoio Yannga-I1'10, 6an = 12,5) KoHIleHTpallis GpeHTaHiny
KYMYJTIOEThCST 3 KOXKHOIO aIlTiKalli€lo, o npu3BoguTh 0o 30inpienns AUC (mpubnusHo B 3,72 pa3a) y



PiBHOBaXKHOMY CTaHi.
Himu

BimoMmo, 1110 KOHIIEHTpalliio ¢heHTaHiny BuMipioBanu y 6inbi Hix 250 miTel BikoM Bif 2 [0

17 pokiB, IKUM 3aCTOCOBYBAJIX IJIaCTUPi 3 (EHTAHIIOM y Hiana3oHi 703 Bif 12,5 mo

300 MKr/ropuHy. 3 OIPaBKO Ha Macy Tijla 0yJI0 BCTAHOBJIEHO, 110 KJIipeHC (J1/TOO/KT) y
miTei BikoM Bif 2 mo 5 pokiB 6yB mpubau3Ho Ha 80 % BUINMI, a B [iTel BiKOM Bif 6 [0

10 pokiB - Ha 25 % BUIIKUY ITOPIBHSAHO 3 TaKUM y AiTeu BiKOM Bif 11 mo 16 pokiB, y AKux
KJTipeHC MOoOiOHUY 00 TaKoro y mopocnux. Lli BuCHOBKM Oynu B34Ti 4O yBaru Npu BU3HaUYeHHI
PEeKOMeHalliil 10JI0 MO3yBaHHA [AJIS miTed (muB. po3minu «OcoOnMMBOCTI 3aCTOCYBaHHSI» Ta
«Croci0 3aCTOCYBaHHS Ta [MO3U»).

KrinigHi XxapaKTepHCTHKH.
Iloka3aHnHs.
Hopocai

TpuBase MiKyBaHHS MPU TSIXKKOMY XPOHiYHOMY 00JII0, IKMM MOXKHA aJleKBaTHO KOHTPOJIIOBATH TilTbKU
IIPX 3aCTOCYyBaHHI OMiOITHUX aHAJIbI€TUKIB.

Himu

TpuBase nmikyBaHHS IIPU TSIXKKOMY XpOHiUHOMY 00JII0 y miTe! BiKOM Bif 2 POKiB, SIKi BXKe
3aCTOCOBYIOTh TEPAIiI0 OIioiTaMu.

IIpomunoka3aHHs.

[TigBuIleHa YyTNIUBICTH [0 AiI040l peuyoBUHYU ab0 10 Oyab-sIKOi 3 OMOMIKHUX PEYOBHUH JTiIKapChKOT0
3aco0y.

[IpemapaTt ®enTaBepa He CIIif 3aCTOCOBYBATU Y TAKUX BUIIaAKAX:

rocTpuit abo micmsonepauiituuii 6inb, OCKiIMbKY TUTPYBAHHS J03U HE MOXKJIMBE BIIPOOOBXK
KOPOTKOCTPOKOBOTO 3aCTOCYBaHHS, a TaKOXK MOXKe BUHUKHYTU ceplio3Ha abo Hebe3nmeuHa AJIs KUTTS
TiTOBEHTHUIIALIS;

TsKKa AuXaJbHa HEJOCTaTHICTh.
Yepes puU3uK JI€TAIbHOI0 IPUTHIYEHHS IuXaHHS npenapat OeHTaBepa MPOTUIIOKAa3aHUM:
- MalieHTaM, IKi He € OIIioimOCTiNKUMHU;
- malieHTaM i3 rocTpoio abo TSIKKOI0 aCTMOIO;
- malieHTaM i3 KUIIKOBOI HEMPOXigHICTIO;

- 71 JTiKyBaHHS OOJII0 TOMIPHOTO CTYIIEHS.



B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Buny B3aeMomiii, moB’g3aHi 3 papMaKOIUHAMIKOIO

JlixapcoKi 3acobu ueHmpaavHoi 0ii / 0enpecaHmu ueHmpasavHoi Hepeosoi cucmemu (LIHC),
8K/1104AI0YU A/1K020/4b Ma HApKomuyHi 0denpecanmu I[HC

OpHOYacHe 3aCTOCYBaHHS JiKapchbKoro 3aco0y PeHTaBepa 3 iHIIMMU JepecaHTaMy IeHTPabHOI
HEPBOBOI CHCTeMH (BKIIOYHO 3 OeH30Mia3emiHaMu Ta iHIMUMY CeaTHBHUMU/CHOMIMHUMY 3ac00aMH,
omioimamu, 3acobaMu s 3arajbHOI aHecTe3il, heHoTia3nHaMu, TPaHKBiIi3aTopaMu, CeJaTUBHUMU
AHTUTiCTaMiHHUMM TIpelapaTaMu, alKorojieM i HapKOTHYHUME 3acobamu, mo npurHiyyoTts [THC),
MiopenakcaHTaM¥u i rabameHTuHOIfaMu (rabaneHTHH i mperabatiH) Moxe IPU3BECTH [0 NMPUTHIYEHHS
OVXaHHS, apTepianbHOI rimoTeHsii, rmuboKoro cegaTuBHOTO eheKTy, KOMH a0o CMepTi.

OpHouacHe nikyBaHHS genpecanTaMu LITHC i ¢heHTaHinoM ciif mpu3HavyaTy JIUIle MallieHTaM, I
SKUX allbTePHATUBHI BapiaHTH NiKyBaHHS HEMOXJIUBI. 3aCTOCyBaHHS OyAb-SIKOTO 3 IIUX JTIKAPCHKUX
3aco6iB ogHOYaCHO 3 peHTaHiZIOM BUMara€e 0CoOIMBOTO [OTJISIAY Ta CIIOCTEPEKEHHS 3a MaIliEHTOM.
o3y i TpuBaMiCTh TAKOTO OQHOYACHOTO IIPUHOMY CJIifi 00MeXUTH (OuB. po3min «Oco6auBOCTI
3aCTOCYBAHHS»).

IH2i6imopu moHoamiHokcudasu (IMAO)

[TpemapaTr ®eHTaBepa He PEKOMEHOOBAHUM IJIs1 3aCTOCYBAHHS MallieHTaM, sIKi OTPeOyIoTh
opHo4acHoro nikyBaHHsa IMAO. IToBigoMiisny Ipo TSXKKY i HemepenOadyBaHy B3aemogiio 3 IMAO,
BKJTIOYAlOYH MMOCUJIEHHS [ii omioifmiB abo cepoToHiHepriyHoro BiauBy. Tomy npernapaTt ®OeHTaBepa He
CJIif 3aCTOCOBYBaTHU BIPOLOBXK 14 OHIB micisd NpunuHeHHs JIikyBaHHS IMAO.

CepomoHiHep2iyHi npenapamu

OpHOYaCHe 3aCTOCYBaHHS (peHTaHINy 3 iHIMMMU CEPOTOHIHEPTiUHMMU IIpeliapaTaMy, Hampukiap 3i
CeJIeKTUBHUMU iHTi6iTOpaMu 3BOPOTHOTO 3axomieHHs cepoToHiHy (CI33C) abo inribiTopamu
3BOPOTHOTO 3aXOIIJIEHHST CePOTOHiHY i HopagpeHasiny (I33CH), abo IMAO Moze HigBHUINyBaTH PU3UK
CEPOTOHIHOBOTO CUHIPOMY, MOTEHIIHO He0E3MEeYHOTO AT XKUTTS CTaHy, TOMY OIHOYaCHO
3aCTOCOBYBaTH iX Tpeba 3 06epexkHicTI0. HeoOXigHO yBazkHO CIIOCTepiraTH 3a MallieHToM, 0COOIUBO
Ha M0YaTKYy JIiKyBaHHS Ta IIifl Yac KOPUTYBaHHSA [03H (OuB. po3Min «OcoOIMBOCTI 3aCTOCYBaHHS»).

O0HouacHe 3acmocy8aHHA 3i 3MIWAHUMU d20HICMamu/aHmazoHicmamu onioiois

OnHouacHe 3acTocyBaHHA OynpeHopdiny, Hanbydiny abo neHTa301MHY He peKOMeHoBaHe. BoHu
MalOTh BUCOKY CIIOPiIHEHICTh 3 OMiOIIHUMU peleNTopaMu 3 BiTHOCHO HU3bKOI0 BHYTPIIIHBOIO
aKTHUBHICTIO, TOMY YaCTKOBO @HTArOHi3yIOTh aHAJIbIreTUYHUN e(PeKT HeHTaHiIy i MOXKYTh COPUYUHUTHU
CHMIITOMY BiIMiHM B OTioim3aneXHUX MallieHTiB (OuB. po3min «OcoGIUBOCTI 3aCTOCYBAHHS»).

Bunu B3aeMomii, moB’si3aHi 3 papMaKOKiHETUKOIO
IH2i6imopu pepmenmis yumoxpomy P450 3A4 (CYP3A4)

deHTaHIN - peY0OBUHA 3 BUCOKUM KIIipEHCOM, III0 IIBUIKO ¥ €KCTEHCHBHO MeTabo0Ii3yeThCsl, TOJIOBHUM
yuHOM 1uToxpoMoM CYP 3A4.

OpHOYacHe 3aCTOCYBaHHS TPAHCIEePMaJIbHOTO IIacTupy 3 GeHTaHinoM Ta iHribiTopiB HUTOXpOMY



P450 3A4 (CYP3A4) Mmoxe IpU3BOIUTH 10 3POCTAHHS KOHIIEHTPallii peHTaHinmy y mma3Mi Kposi, 1o
MOKe TificuiioBaTy abo MOJOBXKYBaTH SIK TEPANEBTUYHY [il0, Tak i MOOiYHi peaklii Ta CIPUYNHUTHI
TSKKe IPUTHIYeHHS TUXaHHS.

OuikyeThCs, 10 CTYIiHb B3aeMofii i3 cunbHuMY iHTiOiTOopamu CYP3A4 Gynme GinmbImui, Hixk 3i
cnabkumu abo nmomipauMu inribitopamu CYP3A4. TToBigoMIIsiiK PO BUIAAKY TSKKOTO IIPUTHIYEHHS
IUXaHHS MicIg OQHOYACHOI0 3acTocyBaHHs iHTiOiTOpiB CYP3A4 3 TpaHcHaepMalbHUM QeHTaHinIoM,
BKJ/TIOUAIOYH JIeTaJIbHUM BUIIQMIOK ITiC/IS OMHOYACHOTO 3aCTOCYBaHHS 3 moMipHUM iHribiTopom CYP3A4.
OpuoyacHe 3acTtocyBaHH iHTi6iTOpiB CYP3A4 Ta QeHTaHiNy He peKOMEHOYETHCS, 32 BUHATKOM
BHUIIQIKiB, KOJIM IAI[iEHT 3HAXOOUTHCS ITi[l peTeIbHUM HarisnoM (OuB. po3misn «OcobmuBOCTi
3acToCyBaHHS»). Taki filo4yi pe4OBUHHU SIK aMioflapOH, IIMMEeTUONH, KJTaPUTPOMIIIUH, TUIITia3eM,
epuTpoMinuH, GIyKoHa30J, iTpaKoHa30J1, KeTOKOHa30J1, Hedha30[l0H, pUTOHAaBIip, BepalaMil Ta
BOPUKOHA30JI (el MepesiiK He € BUYePIHNM) MOXKYTh ITigBUIyBaTH KOHIIEHTpallifo peHTaHimy. [Ticnsa
OHOYACHOT0 3aCTOCYBaHHS ClTabKux, moMipHuX abo cunbHUX iHribiTopis CYP3A4 3
KOPOTKOCTPOKOBUM BHYTPIIlTHLOBEHHUM BBEIEHHSAM (DeHTaHiNy 3HUKEHHS KITipeHCY OCTaHHBOTO
3a3BUYal CTaHOBUJIO < 25 %, OfHAK IPU OOHOYACHOMY 3aCTOCYBaHHI 3 PUTOHABIPOM (CUJIBHUM
inribiTopom CYP3A4) knipeHc peHTaHiNy 3MeHIITyBaBCs ¥ cepeguboMy Ha 67 %. CTymiHb B3aemopii
inri6itropie CYP3A4 3 moBroTpuBaauM TpaHCAEPMaJbHUM 3aCTOCYBaHHAM (GEeHTaHiTy HeBiiOMuUi,
IIpOTe BiH Moxke OyTH OilbIIKNM, HiXK ITPU KOPOTKOCTPOKOBOMY BHYTPIITHROBEHHOMY 3aCTOCYBaHHI.

Inoykmopu ¢pepmermis yumoxpomy P450 3A4 (CYP3A4)

OpHouacHe 3acTocyBaHHS iHAYKTOpPiB CYP3A4 MOXKe COIPUUYMHUTU 3HUKEHHS KOHILIeHTpaIlil
dbeHTaHiTy B IJIa3Mi KPOBi i 3MeHIIIEHHS TepaneBTUYHOI e(eKTUBHOCTI. PeKOMEHyeThCS
IOTpUMyBaTHUCS 00epPeKHOCTI TPK OHOYACHOMY 3acTocyBaHHi iHaykTOpiB CYP3A4 Ta mimacTupy
deHTaBepa. Moxe BUHUKHYTU TOTpe0da MigBUIlleHHS 003U GheHTaHiny abo mepexin Ha iHIuMH
3He00I0BaIbHUIM JTiKapchKUi 3aci0. [lepeq MPUNIMHEHHSIM OQHOYACHOTO 3aCTOCYBAaHHS iHIYKTOPIB
CYP3A4 cnig 3a0e3meynTy 3MEHILIEHHS 03U (QeHTaHiNy Ta peTenbHUM MOHITOPUHT. ITicis
IpUNUHEHHA NiKyBaHHS iHOyKTOpaMu CYP3A4 ix epeKT OCTYyIIOBO 3HUKYETHCS, B PE3YIbTATI YOTO
MOXKMBe 30inbllIeHHS KOHIIEHTpallil peHTaHiNy y maa3Mi KpoBi, 1110 MOKe IIPU3BECTH 10 IIOCUIEHHS
abo MMoMOBXKEHHS TepaneBTUYHOI Ail Ta MOOIYHUX peakilili, BK/II0Ual04Yy TSKKe MPUTHiYeHHS
OUXaHHS. Y TaKUX BUITaAKaX 3a Mal[iEHTOM MOTPiOHUM 0COONMUBUY HATJIAM [0 HOCATHEHHS
crabinbHOTO edeKTy Bif mikapchkoro 3aco0y. Taki fmitoui peyoBuHu K Kapbama3zernin, denobapbitan,
(beniToIH Ta pudaMIilyH (el mepeslik He € BUUEPIIHUM) MOXKYTh IIPU3BECTH 10 3MEHIIEHHS
KOHIIEHTpallil GheHTaHiTy y mIa3Mi KpoBi.

Himu.

HocnifKeHHS B3a€EMOIil TPOBOAMINCE 3@ y4aCTI0 JOPOCINX NallieHTiB.

Oco06.1ueocmi 3acmocye8aHHs1.

[NanieHTH, v IKWX BUHUKIIM CEPHO3Hi M0OiuHi peakilil, micis BUfaneHHs IIaCTUPY ITOBUHHI
nepebyBaTH IiJ HATJIIA0M IOHaMeHIIIe BIIPOAOBXK 24 roguH abo [OBIIe 3aIeXKHO Bifl KITiHIYHUX
cuMnToMiB. CupoBaTKOBa KOHILIEHTpalid (eHTaHiIy 3HUXKYEThCS MOCTYNOBO i uepes 20-27 rogun
nocsirae nmpu6au3Ho 50 % Bif MOYATKOBOTO PiBHS.

[TamienTiB Ta ocib, SKi 3a HUMM [OTIAMAI0Th, CIIifl MOBIMOMUTH, 1110 InacTup PeHTaBepa MiCTUTH
[iI04y PEeYOBUHY B KiJTbKOCTI, I1I0 MOXKe OyTH JIeTalbHOI0, 0CO6IMBO A7 miTel. ToMy IIacTUpi ciig
30epiraTé y HeIOCTYITHOMY [JIs AiTe¥ MICIli K [0, TaK i micyist BUKOPUCTaHHS.



Yepes pu3uKHU, 30KpeMa JieTalabHi HaCIiAKY, ITOB’I3aHi 3 BUIIaAKOBUM IIPUMOMOM, HEHaIeKHUM
3aCTOCYBaHHSIM Ta 3JI0BXKMBAHHSM, MaIlieHTaM i oco6aMm, siKi 3mifCHIOITh [OTJISM, CIIia
pekoMeHayBaTH 30epiratu minactup OeHraBepa y 6e3neyHOMY ¥ HafliiHOMY MiCIli, HeJOCTYITHOMY
OIS IHINIUX.

ITauieHmu, AKUM paHiwe He 3acmocosysaau mepanito onioidamu ma AKi He nepeHocsAMb onioiodu

3acTocyBaHHS (peHTaHiNy IallieHTaM, SKUM PaHillle He 3aCTOCOBYBAJIX TEPAIIilo OMioifaMu, OyXKe
pinko 6yio moB’si3aHe 3i 3HAYHUM IMIPUTHIYEHHSIM OUXaHHS Ta/abo0 neTarbHUM HaACTigKOM IIpU
3aCTOCyBaHHi (peHTaHiNy SIK M0YaTKOBOI Tepartrii, 0coO6/IMBO Yy MAIiEHTIB, Y SKuXx 6inib He OYB
CIIPUYMHEHUN OHKOJIOTiYHMMU 3aXBOPIOBAHHSIMU. MOKIIUBICTE TAKKOI a00 3arpo3IUBOI AT KUTTS
TiNOBEHTHUIAI] iCHY€ HaBiTh TOMi, KOJIM 3aCTOCOBYIOTh HaliMeHIy 703y (GeHTaHiTy IK I04YaTKOBY
Tepariio, malieHTaM, SKi paHille He TPOXOMUIIM JIiIKYBaHHS OIioimaMu, 0COOIMBO MAlliEeHTaM JIiTHBOTO
BiKy Ta nalieHTaM i3 nopyueHHamMu QyHkuii nevinku abo HUPOK. TeHOeHIIis PO3BUTKY
TOJIEPAHTHOCTI € Pi3HO0 [JIS1 Pi3HUX MalieHTiB. eHTaHiI PEKOMEHYETHCSI 3aCTOCOBYBATH
nalieHTaM, y SIKUX CIIOCTepiraeThCsl TOJIEPAHTHICTE [0 OmioifdiB (ouB. po3min «Crocib 3acTocyBaHHS
Ta MO3U»).

ITpu2HiyeHHA OuxaHHA

OckinbKY IIpU 3aCTOCYBaHHI 1acTupy PeHTaBepa y OesKUX NMalliEHTiB MOXe BUHUKATU 3HAUHE
IPUTHIYEHHS OUXaHHS, 3a MallieHTaMHU CJIifl CIIOCTepiraTy 100 BUHUKHEHHS IIbOT0 e(PeKTYy.
[TpurHiyeHHS OUXaHHS MOXKe 30epiraTucs micis BUAaJIeHHS IMIacTUpPy. YacToTa MPUTHIiYeHHS
OVXaHHS 3pOCTaE 3i 30iNbLIeHHSIM 0034 PeHTaHiny (IuB. po3min «Ilepeno3yBaHHSI»).

Omioigu MOXKYTh CIPUYMHSATU NOPYILIEHHS OUXaHHS, 0B’ g3aHi 3i CHOM, BK/IIOUAlO4H I[eHTpabHe
amHoe yBi cHi (IIAC) Ta rimokcemito, moB’si3aHy 3i CHOM. BXXuBaHHS OmioifliB 30i/IbIlIye pU3UK
po3ButTky LIAC 3aiexHo Bif fo3u. Y nanieHTiB i3 LIAC ciif po3riisiHyTA MOXKJIUBICTh 3HUXKEHHS
3arajbHOI JO3M OIIiOiMiB.

Pu3suk o0HouacHo20 3acmocysaHHA denpecaHmie LIHC, sKkatouaroyu cedamusHi npenapamu, maki Ak
6en300iazeniHu abo cnopiOHeHi npenapamu, aaK020/1b Md HAPKOMUYHI AIKapcyKi 3acobu, u,o
npueHiuyrome LIHC

OpHOYacHe 3aCTOCyBaHHS (GeHTaHINy Ta CeJaTUBHUX IIperapariB, Takux K OeH3omia3eninu abo
CIIOPifHEeHi mpemapaTy, alkoroJib, @ TaK0XK HapKOTUYHUX JIiIKapChKUX 3ac00iB, 110 TPUTHIUYIOTh
LIHC, moxe IIpH3BECTH [0 Cefallil, MpUTrHiYeHHs AUXaHHS, KOMHU Ta JIeTaJIbHOTO HacHiAKy. Yepe3s 1ei
pU3UK OOHOYACHEe NTPU3HaYeHHS TaKUX CeJaTHBHUX IIpelapaTiB MOKa3aHe JHullle TUM IallieHTaM, O
SIKUX HEMa€ aJbTepHATUBHUX BapiaHTIB JIiKyBaHHS. [IpoTe, AKI0 OOHOYACHE IIpU3HAYEHHS
(beHTaHiNy Ta ceJaTUBHUX IIpelapaTiB BBAaXKA€ThCSI HEOOXITHUM, CIIiJ] 3aCTOCOBYBATH MiHiMalbHY
eekTUBHY 703y IPOTSITOM HaUKOPOTIIOro mepiony. [amieHTr MaloTh epebyBaTH Iif] peTeIbHIM
HarjsgfoM 3 MeTOI0 BUSBIIEHHS 03HAK Ta CUMIITOMIB IIPUTHIUEHHS AUXaHHS Ta cepfallii. ¥ 3B'sI3Ky 3
IIUM HAIIOJIETTINBO PEKOMEHIYETHCS iHPOPMYBaTH PO Ili CUMIITOMH TAIli€HTiB Ta 0cib, ki
3MifCHIOIOT 3a HUMM JOTJISH (OUB. po3min «B3aemogmis 3 iHIIMMY JTiKapCbKUMHU 3aco0aMu Ta iHImi
BUIU B3aEMOIIN»).

XpoHiuHa xeopoba sezeHdb

Y marieHTiB i3 XpOHIYHOI0 06CTPYKTUBHOIO ab0 iHII0I0 XBOPOOOIO ereHb PeHTaHiI MOXKe
CIPUYMHUTH OiNbILI TAXKKI HECTIPUATINUBI peakil. Y Takux NalieHTiB omioigyu MOXYyTh 3MEHIIYBaTH
AKTUBHICTh [UXAJIbHOTO LIEHTPY Ta 30ilbLIyBaTH OIip OUXaTbHUX IIJISXIB.

Iloseompueanuti epekm niKyBaHHA Mma Mo/iepaHmMHicmby



TonepaHTHICTE 0 3HEOOIOBaIbHUX €(EKTIB, rinepanresis, (pizuyHa 3a7€KHICTh Ta IICUXOJIOTiYHa
3aJIeXKHICTh MOXYTh PO3BUHYTUCS Y BCIX MAIi€HTIB IpX TOBTOPHOMY 3aCTOCYBaHHI OMiOIAiB, TOA1 K
IpH JesKuX no6iyHuX eeKTaX, TaKUX SIK 3al0p, CIPUUYMHEHUN OmioigaMu, PO3BUBAETHCS HETIOBHA
TOJIEPAHTHICTh. 30KpeMa Y Mali€HTiB i3 XpOHIUHUM HEe3T0SKiCHUM 00JIeM IOBiIOMIISIIOCS, 1110 BOHU
He MOXKYTh BifuyBaTH 3HAYHOT'0 3MeHIIIeHHS iHTEeHCUBHOCTI 00JI(0 BHACJIIIOK IIOCTiHOTO JIiIKyBaHHS
OTIi0iaMu IIif Yac JOBTOTPHBAJIOTO JIiKyBaHHSA. PEKOMEHAYETHCS PETYISIPHO IEPEOIiHIOBATH
IOLIBHICTE OJANBIIOT0 3aCTOCYBaHHS (eHTaHITy i Yac MOBTOPHOT0 IPU3HAYEHHS Malli€eHTaM.
Konu BupinieHo, 10 KOPUCTI Biff IPOOOBXKEHHS Tepallil HeMae, CJIifi MOCTYIIOBO 3MEHIIyBaTU A03y
01 YHUKHEHHSI CUMIITOMIB BiMiHU.

[TauieHTaMm, fKi MalOTh (i3NYHY 3a7€XKHICTh Bifl OIiOIAiB, HE CIIif PAllTOBO NPUNUHATH 3aCTOCYBaHHSI
nnactupy ®enrasepa. [Ipu panToBoMy NpUNUHEHHI Teparii abo 3HUXKEHH] 031 MOXKe PO3BUHYTUCH
a0CTUHEHTHUY CUHOPOM.

Bynu nosimoMieHHS IO Te, 1[0 PallTOBe IPUNMHEHHSA 3aCTOCYBaHHS (DEHTaHINy y MalliEHTIB, SKi
MaioTh Pi3UYHy 3a/Ie’KHIiCTh Biff OMi0ifiB, MPU3BOAUIIA J0 PO3BUTKY TSIKKHUX CUMIITOMIB BiIMiHU Ta
HEKOHTPOJIbOBaHOT0 60510 (quB. po3minu «Crocid 3acTocyBaHHS Ta go3u» Ta «[106iuHi peakmii»).
Konu nartienT Oinbite He moTpedye Teparii, AOLINTbHO ITOCTYIIOBO 3MEHIIIYBATH A03Y, 11100
MiHIMi3yBaTy CUMIITOMHU BifMiHU. JHUIKEHHS BUCOKOL JO3U MOXKe TPUBATH BiJ] KiIbKOX TUXKHIB [0
KITbKOX MiCSIIiB.

CuHppoM BigMiHM OmioifiB XapaKTepU3yeThCA AesiKUME abo BciMa i3 HaBeoeHUX HUuXKYe
CHMIITOMIB:3aHEIIOKOEHHS, CJIb030TeYa, PHHOPEes, M03iXaHHs, MiTIUBICTb, 03H00, Miasris, Migpias Ta
IpucCKopeHe cepuebuTTs. TakoK MOXKYTh BUHMKATH iHIII CHMIITOMH, BKJTI0YAlOYU JPATiBIUBICTS,
30ymKeHHSs, TPUBOTY, TillepKiHe3, TpeMop, cnabKicTh, 6€3COHHS, aHOPEKCilo, CTla3MU B UEPEBHil
MTOPOXKHUHI, HYOOTY, O/II0BOTY, miapeto, MiIBUIIEHHS apTepialbHOI0 TUCKY, 30iIbIIIEHHS YaCTOTH
nuxaHHS abo cepreduTTs.

Po3s1a0 3acmocysaHHs onioidis (3asexcHicms ma 3/1084CUBAHHS)

[Tpu OBTOPHOMY 3aCTOCYBaHHI (peHTaHiIy MOXkKe PO3BUHYTUCS pO3/af 3acTocyBaHH4 omioifis (P30).
310oBKKUBaHHS a00 HenpaBUIbHE 3aCTOCYyBaHHS IuacTupy deHTaBepa MoxKe IPU3BOAUTH [0
nepeno3yBaHHs Ta/abo neTanbHOro HacHiaKy. ITarienTy 3 ocobuctuM abo ciMeiHUM aHaMHE30M
(6aTbku, OpaTu ab0 cecTpu) po3iany BXKUBAHHS HAPKOTHYHUX PEYOBUH, CyYaCHi CIIOXKUBAYi TIOTIOHY
abo marieHTy 3 0COOMCTUM aHaMHE30M iHIIUX PO3/afiB IICUXiYHOTO 3MOPOB’s (HAIIPHUKIIaL, BeIuKa
[lenpecisi, TPUBOXKHICTh Ta PO3JIafy 0COOMCTOCTI) MaloTh OinmbIuii pu3uk po3BuUTKy P30. ITallieHTis,
SIKi OTPUMYIOTH OIiOIAHX, CJIii KOHTPOJIIOBAaTH Ha HasABHICTh 03HaK P30, Takux SK IOBEMiHKA,
[I0B’sI3aHa 3 MOIIYKOM IIpemnaparTy (HanmpuKiiag, 3aHaATO PaHHI MPOXaHHS PO OBTOPHE
3aCTOCYBaHHS IIperapary), 0CoOIUBO MAIliEHTIB i3 MigBUIIEHUM PU3UKOM. Lle BKITI0Ua€ OTIIsN
CYTYTHIX OIMiOifiB Ta MCUX0AKTUBHUX IIperapariB (Takux sk 6eH3omia3emninu). s mallieHTiB 3
O3HaKaMu Ta cuMntoMamu P30 ciif po3ryissHyTH MOXKIMBICTh KOHCY/IbTAIlil crelianicTa 3
HapKOJIoril. KO0 MIaHy€eThCS MPUNMHEHHS IPAUOMY OmioifiB, AuB. po3min «Ocob6nMuBOCTi
3aCTOCYBaHHS».

ITopyweHnHs 3 6oky LIHC, skarouarouu nidsuleHutl BHympiwHbouepenHull muck

®enTaHin cnig 3 00epexkHICTI0 3aCTOCOBYBATH IallieHTaM, SKi MOXKYTb MaTH IiIBUILIEHY YYTJIUBIiCTh
no nipsuineHHs BMicTy CO,, Hanpukiaz y pa3i MigBULIEHOT0 BHYTPIITHEOYEPEIIHOTO TUCKY,
IOpyIIeHHs cBimoMocTi abo komu. ITarienTam i3 nmyxauHamMu MO3Ky miactup eHTaBepa ciifg
3aCTOCOBYBaTHU 3 00€PEeXkKHICTIO.

[TopymieHHs 3 60Ky CepIls



deHTaHIN MOXe CIPpUYUHUTYA OpaguKaphiio, TOMy nallieHTaM i3 Opafiaputmieio nnactup PeHTaBepa
CIlig 3aCTOCOBYBaTU 3 00€PeXKHICTIO.

ApmepiaabHa 2inomeH3siA

Omioigu MOXKYTh CIPHUYUHUTH apTepialbHy TioTeH3i0, 0COOIKMBO Y MAlliEHTIB i3 TOCTPOIO
rimoBosieMiero. BpaxoBytouu lie, iepef TUM K PO3MO0YaTH JIIKyBaHHSA TPaHCAePMaslbHUM IIJIaCTUpEeM
i3 penraninom, ciig mpoBecTH KOPEKIIil0 CUMIITOMATUYHOI rinoTeHsii i/abo rimoBonemii.

IMopyweHHA pyHKUII neviHKu

Ockinbku GeHTaHiNT MeTab0i3yeThCd N0 HeaKTUBHUX MeTa0OJIiTiB y IeYiHIl, MOpyIIeHHS QyHKII1
IeYiHKY MOXKe COIPUYMHUTH YIOBIIbHEHH 1X eJliMiHaril. K10 NaIieHTy 3 HOpyIIeHHIMU QyHKIIii
IIeYiHKM 3aCTOCOBYIOTH (DeHTaHIN, 3a HUMHU CIIif PeTeIbHO HarIAgaTy AJis BUSBIEHHS 03HAK
TOKCUYHOCTI peHTaHiNny i y pa3i moTpebu 3MeHIIyBaTH [03Y (AUB. po3ain «dapmMakoioriuni
BJIACTUBOCTI»).

ITopyweHHA PYHKUIT HUPOK

He3Baxarouu Ha Te, 1110 IOPYIIEHHS (QYHKIII HUPOK, SIK OYiKY€EThCS, HE BIJIMHE Ha BUBEIEHHS
beHTaHiNTy y KITiHIYHO 3HAYYIIKUX KiTbKOCTSIX, PEKOMEHIYEThCS JOTPUMYBATHCS 00€PEXKHOCTI,
OCKiNTbKM (hapMaKOKiHETUKY (eHTaHilIy He OI[iHIOBaJIX y flaHoi KaTeropil nalieHTiB (OUB. PO3min
«PapMaKOoJIOTiYHi BIacTUBOCTI»). JIikyBaHHS (eHTaHiIOM CIIif] PO3MOYMHATH JIUILe TOMi, KoK
KOPUCTD IIEPEBUINYE PU3UK. AKINO MAIliEHTH 3 IOPYIIEHHAMYU QYHKIII HUPOK 3aCTOCOBYIOTH IIJIACTUP
deHTaBepa, 3a HUMHU CJIil PETEIbHO HATJIsIgaTy 00 MOSIBY O3HAK TOKCUYHOI Oil heHTaHiny Ta y pasi
HeoOXiIHOCTI 3MEHIIUTH O03Yy Ipemnaparty. [logaTkoBi 00MeKeHHS CTOCYIOThCS IMallieHTiB i3
NOopylIeHHAMY GYHKIIII HUPOK, SIKi paHillle He TPOXOOUIY JiKyBaHHS omioigamu (OuB. po3min «Cmocib
3aCTOCYBaHHS Ta JO3W»).

T'apsyka/e8uKkopucmaHHA 308HIWHbBO20 Menad

[Tpu 36inmbIeHHI TeMIepaTypy IIKipu KOHIeHTPallis ¢peHTaHiny Moxe 30inpmuTucs. Tomy 3a
nalieHTaMH 3 TapsYKolo CJIif] PeTeNIbHO HarjsgfaTH Ioao mobiyHux peakiiii. [Jo3y dheHTaHiny y pasi
noTpebu Clifg CKOpUryBaTH. MOXKJIIKMBe 3ajieXKHe Biff TeMIepaTypy 30iNbIIeHHS BUBITbHEHHS
(dbeHTaHiNy 3 MIaCTUPY, 0 MOXKe CIIPUYMHUTY ITepefo3yBaHH i IeTalbHUN HACTigOoK. YCiM
malieHTaM MOTPiOHO YHUKATH BIUIMBY 30BHIITHBOTO OKepejia Telljla, HAllPUKJIIa eJIeKTPOTPijiKy,
eJIGKTPUYHOI KOBMPH, JTiZKKa 3 MAaTPAIlOM i3 rapsiu0io BOOOI0, JIAMIIH [IJIs 3irpiBaHHS a00 3arOpsHHS,
iHTEeHCUBHUX COHSYHUX BaHH, Taps40i BOASHOI T'PiJIKY, cCAayHU, TPUBAJIOI Tapsiduoi BaHHU ab0 rapsiaoro
I2KaKy3i, Ha Miclle IpUKpinieHHd miactTupy Penrasepa.

CepomoHiHoB8Ul CUHOPOM

PekoMeH0BaHO IOTPUMYBATHCS 00€peKHOCTI, AKIIO (peHTaHiI 3aCTOCOBYBaTH OMHOYACHO 3
IpernapaTaMy, sKi BIIJIMBAOTh HA CEPOTOHIHEPTiUHY HEMPOTPAHCMITEPHY CUCTEMY.

P0O3BUTOK IIOTEHLIMHO 3arPO3/IMBOr0 AJ1 XKUTTSA CEPOTOHIHOBOIO CHHAPOMY MOXKJIUBUU Y pasi
OHOYACHOI'0 3aCTOCYBaHHS CEPOTOHiIHepriyHux npemnaparis, Hanpukiazg CI33C ta CI33CH, i
IIpenaparis, gKi IOPYyIIyOTh MeTa0oi3M cepoToHiHy (30KkpeMa IMAO), y T. 4. y pa3i 3aCTOCyBaHHS B
MexKaX PeKOMEeHIOBaHOoi No3u (OuB. po3min «B3aeMomis 3 iHIMUMHU JTiKapCbKUMU 3aco0aMu Ta iHIIi
BUIM B3a€EMOJIIiM»).

CepoTOHIHOBUM CHHIPOM MOXKE XapaKTepu3yBaTUCh OMHUM ab0 KinTbKOMa 3 TaKuX MPOSBiB: 3MiHU
IICUXIYHOTO CTaHy (HalpuKIal, aXkuTallisd, TaalolrHallil, KoMa), po3/1agy BereTaTUBHOI HEPBOBOI



CHACTeMHU (HaIllpUKJIaf, Taxikaphis, nepenagy apTepiaJbHOr0 TUCKY, TinepTepMisa), HeUpoM’ s130Bi
TIOpYLIeHHS (HanpuKiIaf rineppedekcis, fUCKOOPAUHALLiS, PUTIOHICTH) Ta/abo cUMIITOMU 3 GOKY
IIJTYHKOBO-KUIKOBOT'O TPAKTY (HAIPUKIIAM, HYAOTa, O/II0BaHHS, miapes).

AKII0 Mig03pIETHCS PO3BUTOK CEPOTOHIHOBOTO CHHAPOMY, ITIOTPIOHO BUPIMIUTY MUTAHHS MIPO LIBUKE
IPUNMHEHHS 3aCTOCYBaHHS TPaHCAepMalbHOTO IacTupy ®eHTaBepa.

B3aemo0is 3 iHwumu AikapcbKumu 3acobamu
IHz2i6imopu CYP3A4

OpHoyacHe 3acTocyBaHHS mmacTupy ®enrtasepa 3 iHribiTopamu nutoxpomy P450 3A4 (CYP3A4)
MOXKe MMPU3BECTH IO MigBUIIEHHS KOHIIEHTpallii (GeHTaHimy y mIa3Mi KPoBi, 1110 MOXKe MOCUTUTH abo
TIOJOBXKUTH SIK TEPANeBTUYHY [il0, Tak i moOiYHi peakiii Ta CIPUYMHUTYU CEPHO3HE MPUTHIUEHHS
nuxaHHS. ToMy OflHOYaCcHe 3aCTOCYBaHHS TpaHCHepMasnbHol popMmu penTaHiny Ta inribiropis CYP3A4
He PeKOMEHIYEThCS, 3a BUHATKOM TUX BUIIA[KIB, KOJIU OYiKyBaHa KOPUCTh IlepeBaXae MiBULEHUN
PU3UK BUHUKHEHHS 100iuHuX peakuii. [Imactup ®eHTaBepa He peKOMEHYETLCS 3aCTOCOBYBATH
IPOTSTOM 2 JHIB Iicg IPUNUHEHHS NiKyBaHH4 iHribiTopoM CYP3A4 Ta nmepep amnikalii€io IepIioro
nnactupy ®enTaBepa. OfHaK TPUBAJICTh MIPUTHIYEHHS IUXaHHS MOXe OyTH Pi3HOIO, i AN IesTKUX
inri6itropie CYP3A4 i3 TpuBanum mnepiogoM HalliBBUBEOEHHS, HAIPUKIIAM s aMiofapony, abo mis
TAaKWX 3aJIe3KHUX Bifl Yacy iHTiOiTOpIB K epuUTpPOMillKH, inenanicub, HiKapAuIliH Ta pUTOHABIP MOXKe
OyTu noTpiOHUYM NOBLIKY Iepion Yacy. ToMy mepeq HakjIeloBaHHSM IepiIoro miactupy PeHTaBepa
CJIil 03HAMOMHUTHUCS 3 IHCTPYKII€IO /I MEOUYHOTO 3aCTOCYBaHHS JIiKapChKOro 3aco0y - iHribiTopa
CYP3A4 - mopo 110r0 nepiofly HalliBBUBEAEHHS Ta TPUBAJIOCTI IPUTHIUYyBaIbHOTO edekTy. [latieHTy,
SIKWI OTPUMYE JTiKyBaHHS (DEHTAHINIOM, CIIifl 3a4eKaTh NIPUHAWMHI 1 TUXKOEeHD Hicad 3HATTSA
OCTaHHBOTO IIJIACTUPY Iepef moyaTkoM Teparil inriditopom CYP3A4. AKI0 HEMOXKINBO VHUKHYTH
OJHOYAaCHOr0 3acTocyBaHHs peHTaHiny Ta CYP3A4, cnif 3a6e3neyuTy peTeIbHUN HaTIISAH 00
BUHUKHEHHS CUMIITOMIB IigBUIlleHUX a00 ITONOBXKEHUX TePaeBTUYHUX ePEeKTiB i MoOIiYHUX peakIii
beHTaHiTy (30KpeMa IpurHideHHs guxaHHs). KpiM Toro, y pasi HeoOXimHOCTI CJIifi 3MEHIIUTH H03y
a00 IPUIMHUTY 3aCTOCYyBaHHS QeHTaHiny (IuB. po3ain «B3aeMopis 3 iHIIMMU TiKapCbKUMM 3aco0aMu
Ta iHII BUOU B3aEMOMIN»).

Bunadkoee 3acmocyeaHHs naacmupy

BunagkoBe HaKIelOBaHHA IIaCTUPY 3 peHTaHioM 0co0i, SKili BiH He mpu3HadYeHuu (0CoOIHUBO
OUTHHI), g 9ac cminbHOro nepedyBaHHs y ikKKy a0 y pasi TicHoro ¢ismyHOro KOHTAKTy 3 HOCiEM
IJIaCTUPY MOXKe CIPUYUHUTY IIepefo3yBaHHA OmiolgaMu. Y pa3i BUIagKOBOIO IePEHEeCEHHS
IIJIACTUPY CJIif HerallHO BUOAIUTHU MOro 3i WKipu (auB. po3pin «[Ilepemo3yBaHHS»).

ITayieHmu AiMHbO20 BIKY

HaHi mocmifKeHb BHYTPIIIHLOBEHHOT'0 3aCTOCYBaHHS (DeHTaHINY CBig4YaTh, 10 MAlli€HTH JTiTHLOTO
BiKy MOXKYTh OyTH UyTIUBIIIMMU [0 Iperapary, Hixk MOJIOAIII MalieHTH. Y Malli€eHTiB TiTHLOTO BiKy
KJIipeHC (heHTaHiTy HUXKYHWM, a [1epiofl HalliBBUBEIeHHS TPUBAJIIIIKN. AKIIO MaI[ieHTH JiTHBOTO BiKYy
3acToCOBYIOTh ItacTup deHTaBepa, Clifl peTeNlbHO HATIANATH 3a HUMU 000 O3HAK TOKCUYHOCTI
beHTaHiTy, 3a noTpeOu f03a IpenapaTy Ma€ OyTH 3HUIKEHA.

[IIayHKOBO-KUWKOBUU MpPAKM

Ormioigy MifBUIYIOTh TOHYC i 3HUAKYIOTh PONYJIbCUBHY ITEPUCTANIbTAKY T'JIagKUX M’ S3iB IITyHKOBO-

KUIITIKOBOI'0 TPakTy. HacnigkoM € MOAOBXKEeHUY Jac IacaXxy IUIYHKOBO-KUIIKOBUM TPAKTOM, III0 MOXKe
IOSICHUTY BUHUKHEHHS 3all0piB IIPU 3aCTOCyBaHHI ¢eHTaHiny. [lamieHTiB 1oTpibHO iHPOPMyBaTH PO
3axony, mo6 3anobirTu 3amnopy, i pekoMeHayBaTy IpodinakTHYHe 3aCTOCYBaHHS IIPOHOCHUX 3aC00iB.



Oco611B0i 00€pEKHOCTI CITiJ JOTPUMYBATHCh Y XBOPUX Ha XPOHIUHUY 3amop. Y pasi mimo3pu Ha
napasiTUYHy HEeMpOoXigHiCTh 3acTocyBaHHS OeHTaBEPU CITiJ TPUTUHUTH.

ITauienmu 3 miacmeHier 2pasic

MoxXyTh BUHUKATU HeemilenTUYHi MioKTOHIUHi peakiiil. [TallieHTaM Ha MiaCTeHi0 rpasic ciif
OOTPUMYBATUCH 00€PEKHOCTI.

O0HouacHe 3acmocy8aHHA 3i 3MIWAHUMU d20Hicmamu/aHmazoHicmamu onioidis

OpHoyacHe 3acTocyBaHHS OynpeHopdiny, HanOydiHy abo neHTa30luHy He PEKOMEHOYEThCS (TaK0XK
OUB. pPO30in «B3aeMopisi 3 iHIIKMMU TiKapChKUMU 3aco0aMU Ta iHIIN BUOU B3a€EMOMIIN»).

Himu

[Tnactup ®eHTaBepa He CJIiff 3aCTOCOBYBATH [iTSIM, SKMM PaHillle He 3aCTOCOBYBAJIX OMioigu (IUB.
po3min «Croci6 3acTocyBaHHS Ta 003U»). ICHyE MOXKIMBICTh Cepito3HOI a60 HeOe3MeYHOl s KUTTS
TilTOBEHTHUISAII, He3BaXkKaloYX Ha IIpU3HAYEHY 03y TPaHCOepPMaIbHOro MmiacTupy ®eHTaBepa.

He BuBuanu 3actocyBanHs nnactupy OeHTaBepa y fiTel BiKoM [0 2 pokiB. [Tnactup ®enTasepa ciif
IIpHU3HAYaTH TiJIbKU [iTSIM i3 TOJIEPAHTHICTIO [I0 OMioimiB BiKOM Bif 2 pokiB (muB. po3min «Cmoci6
3aCTOCyBaHHS Ta [03u»). [Inactup ®eHTaBepa He 3aCTOCOBYBATHU HiTSAM BiKOM 10 2 POKIB.

Ins monepenKeHHs BUMIAAKOBOTO MPOKOBTYBAHHS [iTbMHU CJIifl HOTPUMYBATUCS 00€PEKHOCTI,
o0upaloun Miclle [J1sl MPUKPINeHHs mwiactTupy OeHTaBepa, i peTeIbHO KOHTPOJIIOBATH IPUKPIMIEHHS
IIaCTUDY.

Onioi0-iHOyK0BaHa 2inepasezesis

Omioig-inmykoBaHa rinepanresis (OIT') — 1e mapagokcasibHa peakilis Ha OITioif, 3a sIKO0l
CIIOCTEPIraeThCs MOCUIIEHHST CIIPUMHSATTS 00110, TOIPH CTabinbHUM ab0 MigBUIIIEHWH BIJIMB OIMiOIMiB.
BoHa Bifipi3HS€THCS Biff TOJIEPAHTHOCTI, 3a SKOI [AJIST HOCSITHEHHS TOTO K 3HEOO0II0BAIbHOTO ePEeKTY
abo mikyBaHHS peluauBy 00710 HeoOXifHI Bullli mo3u omioifiB. OII' Moxke MPOSBISATUCS Y BUTTISAOL
mocusieHoro 607to, OinbIl reHepasnizoBanHoro 6050 (TO6TO MEHII 0CepPeKoBOro) abo 600 Bif
3BUYaHUX (TOOTO 6€300I1iCHIX) ITOAPa3HUKIB (anoauHis) 03 03HAK MPOTrpPecyBaHHS 3aXBOPIOBAHHS.
[Tpu migo3pi Ha OII" K03y omioifiB M0 MOXKIUBOCTI Cltif ogpa3y abo IOCTYIIOBO 3MEHIIUTH.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyd0to.
BazimHicmo

Hemae mocTaTHIX faHUX IIOAO 3aCTOCYyBaHHA (eHTaHINy BariTHUM XKiHKaM. [[OCNifXKeHHS Ha
TBapHHaX [I0Ka3ajlu OesKy PeNpOAYKTUBHY TOKCAYHICTD. [I0TeHIINHUN PU3UK OJ1S TIOOUHI
HeBigoMuy. PeHTaHIN NIPOHUKAE Yepes IUIALeHTy. Y HOBOHaPOIXKEHNUX, MaTepi IKUX BIPOLOBXK
TPHBAJIOTO YacCy IMPOTSATOM BaTiTHOCTI 3aCTOCOBYBAJId TPaHCAEePMalbHUY IJIaCTUP i3 heHTaHiIoM,
IIOBIAOMJISINIA IPO CUHAPOM BigMiHu. [Tnactup @eHTaBepa He CIIifi 3aCTOCOBYBATU BIIPOAOBXK
BaTiTHOCTI, 3@ BUHSITKOM BHIIAJKiB HaraJbHOI TOTPEOH.

3acrocyBaHHA miactupy OeHTaBepa IIif 9ac MOJIOriB (y TOMy YUCII ¥ pa3i KecapeBa PO3TUHY) HE
PEeKOMeH[I0BaHe, TOMY IIpenapaT He CJIi[l 3aCTOCOBYBATH [Jid JIiKyBaHHS rocTporo abo
micnsionepalinHoro 600 (IuB. Po3min «IIpOTUIIOKA3aHHS»).



ITepiod 200ysaHHs 2py0010

DeHTaHINT €KCKPETYETHCS y TPyAHE MOJIOKO i MOXKe CIPUYMHUTH Cefallifo Ta/abo MpuUrHiYeHHs
OUXaHHS Y HEMOBJISTH, IKOT0 TOAYIOTh rpyanto. OTxKe, TONyBaHHS IPYAIO CIIif IPUNUHUTH
BIIPOZOBX JIIKyBaHHS (peHTaHIJIOM IOHaNMeEHIIIe IPOTATOM 72 TOOWH MiCs BULaJIeHHS IJIaCTUDY.

depmuabHicmb

Kniniyaux gaHux 1mofo0 BIINBY peHTaHiNy Ha GepTUIbHICTL HeMa€E. Bimomo, 110 gocrigKeHHs Ha
IIypax BUSIBUNIMA 3HUXKEHY (QepPTUIIbHICTH Ta MiiBUIIEHY JleTalbHICTh eMOPiOHiB IpX 3aCTOCYBaHHI
TiKapchKOro 3aco0y y TOKCUYHUX M1 CaMOK 03ax.

30amuicmb 8niusamu Ha weudKicmb peakyii npu kepyeaHHi aamompaHcnopmom abo iHwumu
MexaHi3mamu.

[Tnactup ®eHTaBepa MoxKe IMOPYIIyBaTHA PO3yMOBi i/ab0 ¢i3uyHi 3miOHOCTI, MOTPiOHI 1T BUKOHAHHS
TOTEHIIINHO PU3NKOBAHUX 3aBaHb, TAKUX SK KePYyBaHHS aBTOMOOisieM a00 iHITMMU MeXaHi3MaMHU.

Cnoci6 3acmocyeaHHss ma do3u.
ITio6ip do3u

o3y npenapaty PeHTaBepa MOTPiOHO MigbupaTy iHOUBiOyanbHO, 3a7€3KHO Bifl CTaHY MallieHTa; i
OTPiOHO PeryiaspHO OLiHIOBATH ITiCIII HAHECEeHHS MTacTupy. [IoTpi6HO BUKOPHUCTOBYBATH HAWHUKYIY
eekTuBHy m03y. [TnacTupi po3pobiieHi TaKUM YUHOM, 11100 y CUCTEMHUIN KPOBOOOIT BUBINMBHSIOCS
12,5 mxr, 25 Mk, 50 MKT, 75 MKT i 100 MKT deHTaHiNTy 3a TOOUHY, 10 CTaHOBUTH MPubIU3HO 0,3 MT,
0,6 mr, 1,2 mr, 1,8 Mr i 2,4 mMr Ha 100y BifmOBigHO.

Bubip nouamxkosoi 0o3u

IIns BU3HA4YEeHHS BiATIOBIMHOI 03K [JIs JTiKYBaHHS XPOHiYHOTO 60110 TOTPiOHO OpaTH 0 yBaru, SKuii
aHanbreTUK (0co0IMBO OmMioifHMIt), OYB paHille Mpru3HaYeHUi. PEKOMEHIYETHCS 3aCTOCOBYBATH
(dbeHTaHiN nalieHTaM i3 mepeHOoCUMICTIO OMioifiB. IHIT YMHHUKH, SIKi BPaXOBYIOTh, - TOTOYHUM
3arajbHUN CTaH 1 MeIUYHUY CTATyC MAllleHTa, y TOMY YUCJIi PO3MIp Tijla, BiK i CTYIiHb BUCHAXKEHHS,
a TaKOX piBeHb OIMi0IAHOI TOIEPaHTHOCTI.

Hopocai
ITauienmu 3 moaepaHmuicmio 0o onioiOHUX aHa1beemukie

Ins BU3Ha4YeHHS No3yBaHHS mpenapaty eHTaBepa Npu repeBefieHHi NallieHTa 3 IepopaabHuX abo
BHYTPIIIHbOBEHHUX OIIiOIfIiB CJTif KepyBaTucs Tabnuiieio ExBiaHanbreTH4HOI KOHBEPCil HO3yBaHHS,
sKa HaBe[leHa HUX4Ye. Y MMOoJablioMy J03y MOXKHa TUTPYBaTH, 30inbiIyioun abo 3MeHInyoun Ha 12,5
MKT/Tof a060 25 MKT/Tof OJIsi JOCSTHeHHS HaWHUKY0i e(eKTUBHOI MO3HU 3aJIe’KHO Bif BiAMOBiAi Ha
JiKyBaHHS Ta HOOATKOBUX BUMOT 10 3HEOOJIEHHS.

ITauieHmu, AKi paHiwe He nputimanu onioiou

3a3BUYall BUKOPUCTaHHS TPaHCOepMaIbHOTO (peHTaHiTy nalieHTaM, SKi paHillle He IpUUMaIn
OIi0lM, HEe PEKOMEHAYEThCS. Y TaKUX BUMAAKaX CJIifl pO3TJISHYTH ajlbTePHATUBHI IUISIXU BBEOEHHS



(mepopanbHUM, TapeHTepanbHuil). [[71g 3anobirands nepego3yBaHHs MallieHTaM, SKi paHilie He
IpUMany Omioigy, peKOMEHAYEThCS MifOUpaTH HAMHUKYY TI0YAaTKOBY 103y OIiOifiB HEralHOTO
BUBINTbHEeHHS (MOPQiH, rimpoMopd0H, OKCUKOIOH, TPaMaoJl Ta KOeiH) Ta TUTPYBATH ii, TOKU He Oy[e
LOCATHYTa [03a, eKBiBajieHTHa 12,5 MKr/rop npemnapaTty ®eHTaBepa. 3rofoM IaljieHTa MOXKHa
IIepeBeCcTU Ha 3aCTOCyBaHHSA InacTupy OeHTaBepa y fHo3yBaHHI 12,5 MKr/rop. YV Bunapgkax, KOy Ha
IIOYaTKY JIiIKyBaHHS HEMa€E MOXK/IMBOCTI 3aCTOCOBYBATH Ie€POPaIbHi OMioifHI JIiKapchKi 3acobu Ta
BUKOPUCTaHHA ItacTupy PeHTaBepa € eAUHUM BapiaHTOM [Jis JIIKyBaHHS ITAl[l€HTIB, fKi paHille He
IpUIMay OMioifX, 3aCTOCOBYIOTh HaiMeHINy 103y Ipenapaty Oenrtasepa - 12,5 MKr/rog. Y Takux
BUIIa[IKaX MAlLi€HT TOBUHEH 3HAXOOUTUCA IIifl peTeJIbHUM HarIsgoM. ICHye PU3UK PO3BUTKY THIKKOL
ab0 3arpo3/IuBOI [JIs KUTTS TiOBEHTHUJIAIII], HaBiTh IPX 3aCTOCYBAaHHI HAaWHMUXKYOI J03U IIpenapary
npHu iHilianeHiN Tepamnil (quB. po3minu «Ocob6auBOCTI 3acToCyBaHHSI» Ta «I100i4Hi peakirii»).

ExgiaHanvbeemuuHa KoHeepcia 003y8aHHA

Il mallieHTiB, AKi B JaHUM 9ac IPUKMMAIOTh OMiOIAHI aHaJIbreTUKY, TI0YaTKOBY AO3Yy IIpernaparTy
denTaBepa noTpibHO BU3HAYATHU 3 OTJISIAY Ha 0O0BY 403y IONepenHiXx aHanbreTHKIB. ¥V pasi
mepexofy 3 OIioiny Ojis mepopaibHOro abo mapeHTepasbHOTO 3aCTOCYBaHHS Ha npemnapaT PeHTaBepa
II0YaTKOBY [0O3y MOTPiOHO po3paxyBaTH, SIK 3a3HAaYEHO HUXKYE.

1. IippaxyBaTu momepenHio HOOOBY 03y aHANbreTHUKA.

2. IlepepaxyBaTu lie 3Ha4€HHS B €KBiaHA/IbIeTUUHY 24-TOAMHHY [03y IE€POPaJbHOr0 MOPQiHy,
BUKOPUCTOBYIOUM Koe(illieHT MHOXKeHHS i3 Tabnuii 1 gis BiAmoBigHOTO ciocoby BBEJEHHS.

3. [171g BU3HAUYEeHHS 003yBaHHA npemnapaty ®eHTaBepa, 110 BiAIOBifae MifipaxoBaHii
eKBiaHabreTUUHiM [000Bil 24-TonuHHIN 1031 MOP]iHy, BUKOPUCTOBYBaTU Tabnulli 2 abo 3 TakKuM
YUHOM:

a) Tabnuis 2 - OIS MalieHTiB, SKi 1oTpe0yioTh 3MiHM OIiOIAHOTO aHANTbreTHKA Ta SKi MalOTh MEHII
cTabinbHUY KITiHIYHUY cTaH (KoedillieHT epepaxyHKy IepopaibHOro MopGiHy y TpaHCHepMaTbHUN
dbenTanin npubnau3Ho nopisHioe 150:1);

0) Tabmuisa 3 - A7 BU3HAYEHHS HO3U JOPOC/IUM IallieHTaM, SKi 3HaXOOSIThCS Ha CcTa0ilbHOMY
pexuMi TiKyBaHHS, 110 [oOPe MepeHOCUTHCS (KOoedillieHT ImepepaxyHKy IepopaabHOro MOpdiHy y
TpaHCOepManbHuM GheHTaHin mpubnu3no mopisHioe 100:1).

Tabmuust KoHBepcil mo3yBaHHS: KoedillieHTH MHOXKEHHS [J151 TepepaxyHKy Ho60BOi 103U IomepegHix
OIiOIMHUX aHAIBTETUKIB HA eKBiaHANIbreTHYHY 24-TOOUHHY [03Y IIepopanbHOro MOpdiny (Zo3a y
Mr/mo0y momepegHbOT0 aHaIbIeTUKY X Koe(illieHT ekBiaHanbreTnyHa 24-rogrHHA [03a
IIepopaIbHOT0 MOPQiHY)

TaOmuis 1
[TomepenHil omioimHMM Croci6 BBeIeHHSA KoedimieHT MHOXKEHHS
QHAJIbIeTHK
i IepopaIbHUMR E
MOpdiH pop _
[apeHTepaIbHuI 3
OymnpeHopdin CyOITiHTBAIbHUI 75
i MapeHTepaIbHUN 100
. [epopanbHuN 0.15
KOIeiH _ b
[mapeHTepaabHuU 0,23




. . [epopabHu 0,5
niamopdin - T
apeHTepaIbHuU 6
: [epopaIbHul -
(beHTaHIN -
MapeHTepaIbHuU 300
. [epopabHuM 4
rinpomophoH -
ApOMOPd apeHTepaabHU 20"
: [IepopabHUN 1
KeToOeMimoH DOD =
napeHTepaIbHIN 3
[epopanbHUMN 7,5
meBopdaHom Pop - =
[apeHTepaIbHuU 15
[epopabHul 1,5
MeTafoH " 5
[apeHTepaIbHuU 3
[epopabHul 1,5
OKCUKOJOH -
mapeHTepalbHUN 3
PEeKTaTbHUM 3
OKCUMOPGOH - T
[MapeHTepaIbHUN 30
[epopanbHUMN -
MEeTUOUH " 5
[MapeHTepaIbHUN 0,4
[epopabHul 0,4
TaleHTamol -
apeHTepaIbHuU -
[epopaIbHUN 0,25
TpaMaaol -
[apeHTepaJbHul 0,3

* CiBBiIHOIIIEHHS TIEPOPAILHOTO Ta BHYTPIIIHEOM sI30BOTO T03yBaHb MOP(DiHy CIMPAETHCS Ha
KJTiHIiYHUH [TOCBif 3aCTOCYBaHHS IallieHTaM i3 XpOHiUHUM GoeM.

b basyounce Ha JaHUX OOCHIiAKeHb OMHOPa30BOr0 3aCTOCYBaHHS BHYTPIIIHbOM S130BO1 103U KOXKHOI1
PEYOBHUHY MOPIiBHSAHO 3 MOP(iHOM [J1s1 BU3HAUYEHHS BiTHOCHOIL cuiy Ail. [lepopanbHi fo03yBaHHSA
BI[IITOBiAIOTh PEKOMEHALIAM IIPU IIepPeXxofi 3 IapeHTePaIbHOTO IO IIePOPaIbHOT0 3aCTOCYBaHHSI.

PekomeH0BaHa IMOYaTKOBA fi03a mpenapaty ®eHTaBepa Ha mifcTaBi 4o00BOI 103U MOPQiHY OIS
IIepopajbHOTO 3aCTOCYBaHHS ([JIg MallieHTiB, SIKi TOTPeOyI0Th IEPEXOMAY 3 OJHOTO IIperapary OIioify
Ha iHIMUI BHACMIIOK HECIIPUSATINBYX JIIKapChKUX Peaklliil), KoHBepciliHe cmiBBigHOmenHs 150:1".

[TepopanbHa fo3a Mop®iny (Mr/gooby) denTaBepa (MKT/Tof)
<90 12,5
90-134 25
135-224 50
225-314 75
315-404 100
405-494 125
495-584 150
585-674 175
675-764 200
765-854 225
855-944 250
945-1034 275

Tabmuia 2



[1035-1124 [300

' HasefeHi 7060Bi 1031 mepopanbHOro MopdiHy 3aCTOCOBYBaNUCS y Iporieci KIiHiYHNX TOCTigKeHb
I IepeBefeHHs Ha nactup eHTasepa.

PekomeH0BaHa IMOYaTKOBA fi03a mpenapaty ®eHTaBepa Ha mifcTaBi 4o00BOI 103U MOPPiHY OIS
TIEpOPAJIbHOTO 3aCTOCYBaHHS (IS MallieHTiB, SKi OTPUMYIOTh CTa0iNbHY i HOOpe epeHoCUMy Tepariio
omioigamMu), Koe(ilieHT epepaxyHKy epopalbHOro MopdiHy y TpaHCOepMaIbHIN HeHTaHin
npubnau3Ho gopisaioe 100:1

Tabmuis 3

[lepopanbHa fo3a Mopoiny (Mr/go0y) deHTaBepa (MKT/ron)
<44 12,5

45-89 25

90-149 50

150-209 75

210-269 100

270-329 125

330-389 150

390-449 175

450-509 200

510-569 225

570-629 250

630-689 275

690-749 300

[ToyaTKOBY OLIHKY MaKCUMaJbHOTO 3He00 0BanbHOT0 edekTy mnactupy OeHTaBepa He MOXKHa
3poOUTH MEHII HiX yepe3 24 roguHu micnis ammikarii nmactupy. Llei mpoMizKoK Yacy 3yMOBIIeHHH
IOCTYIIOBUM IIiABUIIIEHHAM KOHILIEHTpalil (eHTaHiTy B CUPOBAaTIi KPOBi micnis ammikartii. [TonepenHio
aHaJIbreTUYHY Tepallilo CIIifl MPUIKHSATH IIOCTYIIOBO 3 MOMEHTY allJliKallil IepIIoTro IJIaCTUPY A0
[NOCATHEHHS aHANIbIeTUYHOI0 edeKTy npenapaty PeHrasepa.

TumpyeaHHAa 0o3u i nidmpumyroua mepanis

[Tnactupi ®eHTaBepa Ciif 3aMiHIOBaTHA KOXKHi 72 roguHu. o3y migOupaTy iHOUBigyanbHO HA OCHOBI
IIIOIEHHOT0 3aCTOCYBaHHS NOJATKOBUX aHAJIbI€THKIB, TOKK He Oyfie BCTAHOBIEHUM GalaHC Mixk
NOCATHEHHSIM HeoOXigHOTo 3HEOO0II0BAaHHS Ta IEPeHOCUMICTIO JTiKyBaHHS. [[J1 TUTPYBaHHS NO3HU
npenapaTy OeHTaBepa OOCTYIHUY IIJIACTUD i3 HAUHUKYUM NO3YBaHHIM

12,5 Mkr/rom abo 25 MKT/rofi, ogHaK He0OXiTHO BpaXOBYBaTH CTaH Ialli€HTa i moTpedy B IOOAaTKOBOMY
3He0osmoBaHHi (mepopanbHa fo3a Mopdiny 45/90 mr/mo0y nmpubnu3Ho BifmoBigae mo3i peHTaHimy
12,5/25 MKr/rom), a Takoxk 060Ib0BUM CTATyC NalieHTa. [Ticns 30inbiIeHHs 103U MoxKe OyTH MOTPiOHO
mo 6 [HIB {14 HOCATHEHHS PiBHOBAru IIpy HOBOMY [I03yBaHHi. ToMy micys 30inblleHHs 103U NalliEHTH
TIOBUHHI 3aCTOCOBYBATH IIJIACTUP 3i 30i/bII€HOI0 N03010 IIPOTATOM OBOX 72-TONMHHHUX IIPOMIiXKKIiB 4acy
mepen MofabIIuM 30iMbIIEHHSIM 03U,

s go3, mo nepeBuinyoTs 100 MKr/rofl, MOXKHa OGHOYACHO 3aCTOCOBYBATH KijlbKa IJIaCTUPIB.
[TarienTaM mepioguyHO MOXKYTh OyTH HeoOXigHi JOIaTKOBI 1031 aHAIBIe€TUKIB KOPOTKOYACHOI Ail Tpu



BUHUKHEHHI panToBoro 6010. Y IesgKux MallieHTiB MOXKe BUHUKHYTU HEOOXIIHICTD Yy OOaTKOBUX abo
arbTepPHATUBHUX 3HEOOIIOBAIbHUX 3ac00axX IMPU 3aCTOCYBaHHI 03U ¢GeHTaHiny, mo nepesurrye 300
MKT/TOf.

3a BigCyTHOCTI afieKBaTHOT'0 3HE00JIEHHS CJlif BpaXyBaTy MOXKJIUBICThL BUHUKHEHHS Trinepanresii,
TOJIEPAHTHOCTI Ta MPOTrPeCcyBaHHS OCHOBHOI'O 3aXBOPIOBaHHS (IuB. po3min «OcobIuBOCTi
3aCTOCYBaHHS»).

fKmio micys amikallil T09aTKOBOI 03U afleKBAaTHOTO 3HE00JTI0BaHHS He NOCSITHYTO, IIJITAaCTUP MOXKHA
3aMiHUTH Yepe3 48 roguH Ha IJIaCTUP 3 TaKUM CaMUM J03YBaHHSAM ab0 30i/MbIINTH H03y Yepes 72
TONUHY.

Ao icuye HeoOXigHICTh 3aMiHM IIAaCTUPY (HAIPHUKIIAM, IIJIaCTUP He TPUMAETHCS) J0 72 TOOUHH,
IIJIaCTUP 3 TAaKOIO CaMOI0 CHJIO0 il MOTPiOHO pO3MiCTUTH Ha iHImi minsgumi Tina. e, 3i cBoro 60Ky,
MOXKe NPU3BEeCTH 1o 30iblIeHHS KOHIIeHTpalil peHTaHiny B KpoBi (AuB. po3min «®apMaKoJIOTiuHi
BJIACTUBOCTI»), Y TAKUX BUIIAKaX CJIiff peTeJIbHO KOHTPOJIIOBATU CTaH Ialli€HTa.

Biomina npenapamy ®enmasepa

Y pagsi npunuHeHHs 3aCTOCyBaHHA IpemnapaTy PeHTaBepa OyAb-AKy 3aMiHy Ha iHIINI Omioif MOTPiOHO
IIPOBOIUTH ITOCTYIIOBO, MIOYMHAIOYY 3 HU3bKOI HO3H, IOBiMbHO 30inmblryioun ii. Lle 3yMOBIIeHO THM, III0
iCyIs BUIATEHHS MJIACTUPY 3HUKEHHS KOHIeHTPallil ¢heHTaHiny BigOyBaeThCs MOCTYIOBO. [ToTpiOHO
moHamenIe 20 roguH abo Oinbiie, 1100 CHPoBaTKOBAa KOHIIEHTPAIlis GpeHTaHiny 3MeHImuacs Ha 50
%. TIpUnuHATE 3aCTOCYBaHHS OIMiOIIHUX aHAIbTe€TUKIB IOTPiOHO MOCTYIIOBO, 11106 3amo0irTu
CHMIITOMaM BifiMiHu (OuB. po3minu «Oco0nIuBOCTI 3acTocyBaHHS» Ta «I106iuHi peakiiii»). Bynu
IIOBiIOMJIEHHS IIPO Te, 110 MIBUAKE MPUNUHEHHS IPUUOMY OMiOifHMX aHaIbIe€THKIB y MAIi€HTIB, AKi
Ghisu4HO 3ajIeXkKHi Bifl OMioifiB, TPHU3BOOUIIO 10 CEPHO3HUX CUMIITOMIB BiIMiHY Ta HEKOHTPOJIbLOBAHOTO
6omo. [Tpu moCTyIIOBOMY 3HUKEHHI 03U TOTPiOHO BpaXxOByBaTH iHAMBIAyalbHY J03Yy, TPUBAJIICTh
JMiKyBaHHS i peakilito maiieHTa Ha 0iyb Ta cuMnTomMu Bigminu. [lamienTu, sKi nepedyBaioTh Ha
TPUBAJIOMY JIiKyBaHHi, MOXKYTb TOTPEOYBaTH OiIbIII IIOCTYIIOBOT'O0 3HUXKEHHS H03U. [IJ15 MallieHTiB, AKi
OTPUMYBaJIH JIiKyBaHHS IIPOTSITOM KOPOTKOTO TIEPiofly, MOXKHA PO3TJISHYTH Oi/bII IMIBUAKY CXEMY
3HUXKEHHS JO3H.

CuMITOMH BifMiHU OIIi0ifiB MOXKIINBI ¥ AeAKUX MaLli€HTIiB Mic/is KOHBePCil abo KOpUTyBaHHS NO3U
(ouB. po3min «I1o6iuHi peakmii»). Tabnuui 1, 2 i 3 BUKOPUCTOBYBaTH JINIIE [JI I€PEPaXyHKY
[O3yBaHHS IIPU ITepeXxofi 3 iHMNX OMiOIIHUX aHa/lIbIreTUKIB Ha IIpenapaT PeHTaBepa, a He IPU 3MiHi
npenapaty ®eHTaBepa Ha iHIIKY JTiKapChbKUH 3aci0, 11100 YHUKHYTH ITePEeBUIIEHHS 03U HOBOTO
aHAJIbIreTUKY i MOTEHLIMHOT0 IIepefo3yBaHHs.

Ocob.ausi kameaopii nauieHmia
ITayieHmu AiMHb0O20 BiKY

Cnig peTenbHO HArIsAgaTH 3a MallieHTaMU JIiTHBOTO BiKY, D03y CiIif migbupaTy iHAuBigyanbHO,
3aJIeKHO Bifl cTaHy marienTa (quB. po3nin «OcobnuBOCTi 3acTOCyBaHHA»). [lallieHTH JTITHROTO BiKY,
sIKi paHillle He IPUUMaJH OIioIoY, He TTOBHHHI IpuiMaTH mpemnapaT ®PeHTaBepa, 3a BUHATKOM
BUMAOKIB, KOJIM OYiKyBaHa KOPHUCTh NIEPEBUIIY€E NOTEHUIMHNY PU3UK. Y TaKUX BUMAgKaxX CIIif
PO3TTIAHYTHU [JIsl I0YaTKOBOTI'O JIIKyBaHHS TiIbKU NO3yBaHHA 12,5 MKI/TOf.

ITopyweHHA pyHKUiI neviHKu i HUPOK

Crip peTenpHO HarnsggaTy 3a MallieHTaMy i3 MOPYLIeHHAMHU (DYHKIIil TeYiHKY i HUPOK, a 03y
nigOupaTy iHAKWBiMyanbHO, 3a/Ie3KHO Bifl CTaHy nallieHTa (OuB. po3minu «PapMaKoJIOTiuHi



BJIAaCTUBOCTI» Ta «OCOOMMBOCTI 3aCTOCYBaHHA»). [1allieHTH 3 MOPYIIEHHIMHU (PYHKITI HUPOK Ta
IeYiHKY, 9Ki paHille He IpUYMay OMiOIAM, He IOBUHHI npuiiMaTH npenapaTt eHTaBepa, 3a
BUHSITKOM BUIIA[KiB, KOJIM O4iKyBaHa KOPUCTh IIePEBUIIY€E IOTEHIIMHNUY PU3UK. Y TAaKUX BUIIafKax
CJIiTl PO3TJISHYTH [AJ1 II0YaTKOBOI'O JIIKYBaHHS TIIbKYU A03YBaHHA 12,5 MKr/rof.

Himu

ITauienmu eixom 8i0 16 pokie

ToTpUMYyBaTHCS HO3YBAaHHS IJIST JOPOC/IUX MAIli€HTIB.
Ilimu sixom 8id 2 do 16 pokis

[TpenapaT ®eHTaBepa CIif MpPU3HAYATH TiAbKYU OiTSAM i3 TOIEPaHTHICTIO M0 omioifmiB (BiKoM Bim 2 mo
16 pokiB), sIKi BxKe OTpHMYIOTh II0OHaWMeHIIe ekBiBaneHT 30 Mr Ha fo0y mpenapaty MopdiHy As
IIepOpabHOT0 3aCTOCYBaHHS.

[ITo6 3MiHUTH Omioif [Ist TepopabHOr0 a00 IapeHTePaNIbHOT0 3aCTOCYBAHHS Ha IIpemapar
denTaBepa, OUB. TAOIUINO 1, a peKOMeHallil A1 BU3HAYeHHS NO3yBaHHS JIIKapChKOT0 3aC00y
deHTaBepa Ha OCHOBI 1060BOI MepopasibHOI H03u MOPQiIHY BUKIaAeHO Y Tabmutli 4.

PekomenpnoBana mo3a npemnapaty enrtasepa gis miTeit' 3a7ekKHO Bim H060BOI MO3uU MOpPGIHY AN
IIePOPabHOTO 3aCTOCYBaHH${2

Tabmnuig 4
ITo6oBa m03a MOPdiHY [JIs TePOPaTbHOTO [lo3a npenapaty PeHTaBepa
3aCTOCYBaHHS (MT/moby) (MKT/TOm)
30-44 12,5
45-134 25

! [lepepaxyHOK Oy [03, L0 IEPEBUILYIOTh 25 MKT/Tof npenapaTy @eHTaBepa, BiAllOBiga€e TakKOMY OIS
OOPOCIHUX MaIlieHTiB (muB. TabIUITO 2).

HagBeneni mo6oBi mo3u mepopaabHOTo MOP(diHY 3aCTOCOBYBaNM Y MPOIlECi KMiHIYHUX OOCTImKEHb I
mepeBeneHHs Ha miacTup deHTaBepa.

[Tig yac memiaTpUYHUX AOCTiAKEHb HEOOXigHA CHJla TPaHCOepMaIbHOTO IIacTUpy peHTaHiny Gyna
BHpaxyBaHa KoHCcepBaTuBHO: Bifl 30 mo 44 Mr MopdiHy A5 epopajbHOr0 3aCTOCYBaHHSA Ha 000y abo
eKBiBaJIeHTHa [03a OMioigy 3aMiHioBanacs ogHuM mtactupeM ®PenrtaBepa 12,5 mkr/rom. Crig
3a3HAYUTH, IO 1151 KOHBepCiiHa TabIuIs OJ1s miTelt 3aCTOCOBHA TilMbKHU Y pasi mepexony 3 Mopdiny
IS IEpOPaIbHOT0 3aCTOCYBaHHS (YU MOr0 eKBiBajeHTa) Ha mnacTup ®eHtaBepa. KoHBepCiiiHy
TaOIUITIO He CIIifl BAKOPUCTOBYBATH, 11100 1epeiTu 3 npenapaty ®eHTaBepa Ha iHIIMH 0Omioif,
OCKiJIbKM MOXKJIMBE TTIepefo3yBaHHS.

Ananeretuynuil edekT nepioi go3u nnactupy ®eHraBepa He Oyfe ONTUMaIbHUM BIPOIOBXK IIEPIINAX
24 roguH. ToMy npoTsAroM nepimux 12 rogus micisg mepexony Ha nnactup PeHTaBepa Nalli€HT Mae
3aCTOCOBYBaTHU 3BUYalHi f03U NONEPefHIX aHaIbIeTUKIB. Y HacTynHi 12 rogux nonepenHi
aHaJIbIeTUKY CJTiJ 3aCTOCOBYBATH 3aJIeXKHO Bif KJTiHiYHOI moTpebu.



OckinbKy TiKOBi piBHI (heHTaHINy gocsAraioThCcs micns 12-24 ToguH NiKyBaHHS, PEKOMEHO0BaHUN
MOHITOPHUHT CTaHy Malli€HTa 00 HECTIPUSATIUBUX MOiN, HAalIPUKJIIaM TiMIOBEHTUIALI, IIOHANMEHIIIe
BIIPOMIOBXK 48 TofuH micys movyaTKy Teparil ¢peHTaHinoM abo TUTPYBaHHS 03U (IUB. TAKOXK PO3MiN
«Oc06IMBOCTI 3aCTOCYBaHHS»).

[TpemapaTt ®eHTaBepa He CJIil 3aCTOCOBYBATH [iTSIM BiKOM [0 2 POKiB, OCKi/ibKu Oe3meka Ta
e(eKTHUBHICTh 3aCTOCYBaHHA AJIS1 TAaKOl KaTeropil MaI[ieHTiB He BCTAHOBJIEHI.

TumpyeaHHAa 0o3u i nidompumyroua mepania 018 dimet
[ImacTup crifg 3aMiHIOBaTH KOXKHi 72 TOOUHU.

o3y migbupaTyu iHAWBiAyaaIbHO Ha OCHOBI LIIOJEHHOT'0 3aCTOCYBAHHS [OMATKOBUX aHAJIbI€THKIB,
NOTPUMYIOUMCH OajlaHCy MiXK JOCATHEHHSIM He0o0XimHOTro 3HEO0II0BaHHS Ta IIEPEHOCUMICTIO
JIiKyBaHHSA. [[03yBaHHS He MOXKHa 3MIHIOBATH Yy IIPOMIKKU 4Yacy, MeHIIi 3a 72 FOAuHU. AKII0
aHanbreTUYHUN ePekT miactupy PeHTaBepa HEOOCTATHIN, OITAM CJIif IPU3HAUYUTHU OOHaTKOBUMI
npemnapaT Mopdiny abo iHImKK omioig KOPOTKOI fii. 3a/mexKHo Biff 4OOATKOBUX MOTPe0 y aHanresil i
00JIbOBOTO CTATyCy OUTUHU MOXKHA 30ibIyBaTH [03y. KOpUTryBaHHS HO3U CIIifl TPOBOOUTHA KPOKOM
12 mkr/rop deHTaHiny.

Cmocib 3acToCcyBaHHS

s TPaHCOEPMAJIBHOT'O 3aCTOCYBAHH.

[Imactup ®enTaBepa Ciiff HAHOCUTY Ha HENOApPa3HEHY Ta HEOIIPOMiHEHY IIJIOCKY OUIAHKY LIKIipU
TynyOa ab0 BepxXHiX 4aCTHUH PYyK. Y [iTel MOJIOAIIOTO BiKy BepXHS YaCTHHa CIMHU - HaWKpalla
MinsTHKa [7151 MPUKPINIeHHS IIacTUPY, 00 MiHiMi3yBaTH MOXKIIMBICTb BUAATIEHHS IIJIAaCTUPY
OUTHHOIO.

[Tepeq ammikarliero mIacTAPy BOJIOCCS Ha MicIi amikatlii (mepeBakHO Ha 6€3BOJIOCSIHOMY MiCIli) CIIif
3icTpurtu (He roauTH). AKINO Iepen HaKJIeI0BAaHHSIM IIJIACTUPY Miclie amjlikallil HeoOXiTHO BUMHUTH,
TO 1Ie CJTifl 3pO0UTH 3a [IOIIOMOI'010 YUCTOI Bomu. He BUKOPHUCTOBYBATH MHUJIO, JIOCEHOHM, Maciia abo
iHmi 3aco0u, OCKiTbKM BOHM MOXKYTb ITOfIpa3HIOBATH IIKipy abo 3MiHIOBaTH il BmacTuBoCTi. [lepen
anJiikallieio mKipa moBuHHa 0yTH abCoMIOTHO cyXxo10. [IacTup ciif origHyTH epef BUKOPUCTaHHSIM.
He BuKOpUCTOBYBaTH IIACTUPIi, SKi Oy po3pilzaHi, po3dineHi abo MOMKOOXKeHI Oyab-IKUM YHHOM.

[Tnactup ®PeHTaBepa CIIifl HakKJIel0BaTU OfpPa3y Iic/ig BiIKpUTTS 3amnasgHoro naketa. [1[o6 gictatu
nnactup PeHTaBepa i3 3aXUCHOTO MaKeTa, MOTPiOHO Bigpi3aTy OBi MITKM 0 Kpasx akKeTHKa
(po3MimieHa mo6IM3y Kpao CTPINKK Ha SPIUKY MTakeTa) i moTiM 06epekHO Po3ipBaTé MaTepia
nakeTa. B3siTucst 3a 00MABI CTOPOHU BiIKPUTOTO MTaKeTUKa i BUMHSTH IJTAaCTUP. 3aXUCHA IJTiBKa Mae
po3pi3 nocepenuHi. [ImacTup Ciifg CKIaCTU HABILI IOCEPEANHI Ta BULATIUTUA KOXKHY [I0JIOBUHY
3axMCHOI IIJTiBKY, He TOPKAIOYHUCh MaIbIIMU [0 JINTIKOI CTOPOHY IJIaCTUPY. [IPUTUCHYTH IIIaCTHAD
JIETKUM HaTUCKAHHSM HOJIOHI M0 Micig amnikarii Ha 30 cekyHnp. Ciifm mepekKoHaTHCS, 110 TIIaCTUP
IIi7TbHO IIPUJISITAE [0 IIKipH, 0cOONMKUBO 10 Kpasix. [I0TiM BUMUTH PYKHU YUCTOIO BOMOIO.

[Tnactup ®PeHTaBepa HEOOXITHO 3aCTOCOBYBaTH Oe3MEePEPBHO IPOTAToM 72 roguH. HoBul mmacTup
noTpiOHO HaKJIeIOBATH Ha iHINYy OiMSHKY IIKIPY Mic/sg 3HATTS BUKOPUCTAHOTO miactupy. Ha omHy i Ty
caMy AiISHKY IIKipy IJIaCTUP MOXKHAa HaKJIel0BaTU JIUIIEe 3 IHTEepBaJIOM y KijbKa [HIB.

Himu.



[IpenapaT 3aCTOCOBYBaTHU HiTSIM BIKOM Bifl 2 POKIB.

Ilepedo3yeaHHsi.

CUMITOMU Ta 03HAKHU

[TposiBamMu nepenio3yBaHHs (GEHTAHINIOM € IPOMOBXKEHHS MOT0 (hapMaKOJIOTiYHUX [il, HalbibII
cepiio3Huy epeKT - 1le TPUTHIYEHHS TUXaHHS.

JIiKyBaHHA

Y pasi npurniuyenHs guxanHs mmactup PeHTaBepa CIIif HeraHO BUJAJIUTH, a IallieHTa IOTPiOHO
BepOanbHUM ab0 Gi3MYHKUM LUISXOM 3a0X049yBaTH A0 AuxaHHs. CrenudiyHnuil aHTaroHiCT, HalpUKJIaz
HaJIOKCOH, MOXXHa 3aCTOCOBYBATH, ajie IPUTHIYEHHS TUXaHHS MOXKe 30epiraTucs mOBIIe, HiX mis
OMiOITHOTO aHTaroHicTa. [HTEPBas MiXK BHYTPIIIHLOBEHHUMU BBENEHHSIMHU 103 aHTArOHiCTa MOTPiOHO
peTenbHO BUOKMpPATH Yepe3 MOXKJIIMBICTh IIOBTOPHOI HAPKOTHU3allil MMiciis BUOATeHHs IJIaCTUPY; MOXKe
OyTu noTpibHe MOBTOPHE 3acTOCyBaHHS abo Ge3nepepBHa iHGY3is HanoKcoHy. PanToBuit 6inb i
BUBIJIbHEHHS KaTeX0IaMiHiB Moxe OyTH HacJlifKOM BBefleHHS aHTaroHiCTa.

fKI10 I1e BUNIPaBAAHO KJTiIHIYHOIO CUTYAIli€l0, TOTPiOHO BCTAHOBUTH i MiATPUMYBATH BiTbHY
IIPOXiJHICTh OUXaNbHUX IIIIXiB, MOXKJINBO, BBEJEHHSIM opodapuHreanbHoi abo eHaoTpaxeanbHOl
TpyOKu. [ToTpiOGHO NMiATPUMYyBaTH HajleXKHy TEMIIepaTypy Tijla i ClIOKMBaHHS PioUHHU.

fAKm10 BUHUKAE TsAXKKa abo MOCTiliHa TimoTeH3is, ClliJ BpaxyBaTH MOXKJ/IMBICTE TilmoBoieMii i mikyBaTu
el CTaH BigmoBigHOWO iHGY3iMHOIO Tepali€ero.

ITo6iuni peakuii.

Bimomo, 110 6e3neka ¢eHTaHiny omiHioBanacs y 1565 mopocnux ta 289 miteit, ski 6panu yyacts y 11
KJTiHIYHMX BUITPOOYBaHHSIX 3aCTOCYBAHHS MpenapaTy mJIs JIiKyBaHHS XPOHIYHOTO 00JII0, K
II0B’13@HOT0, TaK i He II0B’3aHOr0 3 OHKOJIOTIYHUMU 3aXBOPIOBaHHAMU. KOXeH y4yaCcHUK
IOCTiMKEeHHST 0OTPUMaB II0OHAaWMEeHIIIe OJHY M03Y JiKapchKoro 3aco0y. Ha mifcTaBi 06’eqHAHUX JaHUX
3 6eaneku Hanvacrime (=10 % BumaakiB) MOBimOMIISIIN PO TakKi moOiuni peakiril (3 % 4acToTH):
HymoTa (35,7 %), 6moBanHg (23,2 %), 3amop (23,1 %), counusicts (15,0 %), 3anamopouenHs (13,1
%), ronoBHuUi 6inw (11,8 %).

[To6Giuni peaktii, mpo SKi MOBIHOMIISINIM i Yac MUX KIiHIYHUX DOCIIIXKEHb Ta MPOTITOM
ITOCTMapPKETUHIOBOI'0 CIIOCTEPEXKEHHS, HaBEeIeHO HUXKYe.

[ToOiyHi peak1ii po3moAiNeHi 3a CUCTEMOIO OpraHiB Ta 3rPyIoBaHi 3a 4aCTOTO0: gyXKe dacTo (=1/10);
yacTto (=1/100, <1/10); sHewacTo (=1/1000, <1/100); pigko (=1/10000, <1/1000); gy=xe pigko (<
1/10000); yacToTa HeBigoMa (HeMOXKJIMBO BCTAHOBUTHU YaCTOTY 3 HasIBHUX JaHUX).

3 60Ky iMyHHOI cucmemu: 9acTo - TilepPYyTIUBICTh; YaCTOTAa HEBiOMa - aHa(iTaKTUYHUM 10K,
aHadinakTH4YHa peaklis, aHadiTaKTolgHa peakis.

3 60Ky eHOOKPUHHOI cucmeMu: 4acTOTa HeBifoMa - aHAPOTeHHa HEIOCTATHICTb.

3 60Ky 06MiHY peuo8uH ma aniMeHMapHi NopyweHHA: 9aCTo - aHOPEKCis.



ITcuxiyHi po3aadu: 4acTo - 6e3COHHS, NETPECisi, TPUBOXKHICTh, CIIIYTaHICTh CBiMOMOCTI, TaTolMHAllil;
HevacTo - 30ymKeHHs, Je30pieHTatis, eidopis; vacToTa HeBimoMa - memipi.

3 6oky Hepeoeoi cucmeMu: Iy*ke YacTo - COHJIUBICTb, 3alIlaMOPOYEHHSI, TOJOBHUH 6iflb; YacTo -
TPeMop, MapecTesis; HevacTo - TinecTesis, CyaoMu (BKIII0YalouM KJIOHIUHI CyIOMU Ta BETUKUU
Cy[IOMHUU Hamap), aMHe3is, IPUTrHiYeHHs CBiJOMOCTI, BTpaTa CBifOMOCTI.

3 60Ky opaaHis 30py: HEYACTO - PO3MUTICTE 30PY; PiIKO - Mio3.

3 60Ky opaaHis cayxy ma pigHO8A2u: YACTO - BEPTHUTO.

3 60Ky cepus: 4acTo - MPUCKOPEHE CepLeOduTTs, Taxikapdis; HewacTo - OpaguKapmis, iaHo3.
3 60Ky cyOuH: 4acTo - apTepiaibHa TiMepTeH3is; HeYyacTo - apTepiaibHa TiMOTeH3is.

3 60Ky duxaabHOi cucmemu, opaaHie 2pyoHoi Kaimku i cepedocmiHHA: 4acTo - 3aiUIIKa; He4acTo -
IPUTHIYEHHS OUXaHHS, PECipaTOPHUU JUCTPEC-CUHAPOM; PIAKO - allHOe, TiOBEHTUIALiA; YacToTa
HeBimoMa - OpafumHoe.

3 6oky mpasHoi cucmemu: myxe 4acTo - HygoTa, O/TI0BaHHS, 3a10p; YacTo - [giapesi, CyXiCThb ¥ POTi,
0intb v KUBOTI, Oi/Tb Y BepXHill YaCTUHI XKUBOTA, QUCIIEIICisT; HEYACTO - KUIITKOBA HEMPOXiHICTh; PigKo
- 4aCTKOBa KMINKOBA HEIPOXigHICTb.

3 6oky wkipu i niOwKipHOi KAiMKOBUHU: 9aCTO - Timeprigpos, cBepOixk, BUCUTIAHHS, EPUTEMA;
He4YacTo - eK3eMa, aJlepriuHuil [epMaTHUT, IIKipHi peakiil, JepMaTUT, KOHTaKTHUYU IepMaTHT.

3 60Ky KicmKog8o-M’ 30801 cucmemu i cnoy4HOI MKAHUHU: 9aCTO - ClTa3MHU M’s3iB; HEYaCTO - CyIOMHU
M’SI3iB.
3 60Ky HUPOK i ceuosudinbHOI cucmemu: 94acTo - 3aTPUMKa Cedi.

3 60Ky penpo0ykmugHoi cucmemu ma MoA04YHUX 3d103: HEUYacTO - epeKTUiIbHa AUCOYHKIIiA, cTaTeBa
IUCHYHKIIiS.

3azanvHi po3aadu i peakuii y Micui 88e0eHHs: 4aCTO - BTOMa, nepu@epuuHuil HaOpPsIK, aCcTeHis,
He3[yKaHHS, BiIUyTTS X0JIONY; HEYaCTO - Peakllisl y MiCIli 3aCTOCYBaHHS, TPUIIONONIOHM CTaH,
BiIUyTTS 3MiHM TeMIlepaTypH Tijla, MifABUILEHa YyTIMUBICTh ¥ MICLi 3aCTOCYBaHHS, CHHOPOM BiIMiHH,
IipeKcis*; pigKo - mepMaTuT y MiCILi 3aCTOCYBaHHS, €K3eMa Y MiCIli 3aCTOCYBaHHS.

*JacToTy (He4acTo) BU3HAUEHO Ha OCHOBI aHasi3y 3aXBOPIOBAHOCTI Y MpoIeci KIiHIYHNX OOCTigXeHb Y
OOPOCTIUX MAli€HTIiB Ta AiTeH, y AKux 6inb He OYB CIPUYUHEHUH OHKOJIOTIYHUMY 3aXBOPIOBAHHIMH.

Jlikapcbkuit 3aci6 ®eHTaBepa MiCTUTh COEBY OJIil0
Y myXe pigKiCHUX BUIIafKaX COEBa OJIisl MOXKe CIPUYMHUTH aJiepridHi peakiiil.
Himu

Beanexy ¢eHTaHiny ouinioBanyu y 289 nemiaTpuyHux naiieHTis (< 18 pokis), ki 6panu y4acTs y 3
KJTIHIYHUX BUIIPOOYBaHHSX OJ15 JIiIKyBaHHS XPOHIYHOT0 ab0 6e3mepepBHOr0 0010 37105IKiCHOTO abo
nobposikicHoro moxomxkeHnHs. 1i manieHTH oTpuMasny ImoHakMeHIIe ogHy no3y dheHTaHiny. IIpodins
HeOakaHUX SIBUIN Y miTel i migmiTKiB, sIKi 3aCTOCOBYBaIM TPaHCOEepMallbHi mIacTupi 3 heHTaHimoM,



OyB nofiOHUM TakoMy y gopocnux. He BUSIBIeHO PU3UKIB y HiTell, OKPIM TUX, SKi OUiKyBaucs y pasi
3aCTOCYBaHHS OIIOIMiB 151 3MEHIIIeHHsT 00110, TTOB’I3aHOT0 3 TSIKKOI XBOop06010. He BusBuIN
JKOJHOT'0 XapaKTEPHOT0 [JIS OiTel PU3HUKY, 10 aCOLi0ETLCI 3 (eHTaHiIoM, IIPX 3aCTOCYyBaHHI AiTAM
BiKOM Biff 2 POKiB 3a ITOKa3aHHSAMHU. [IyKe YacTUMHU HeGaKaHUMU SBUIAMH, IIPO SIKi IOBITOMIISANHN B
negiaTpUYHUX KITHIYHUX HOCTiIKeHHAX, Oyu ronoBHuk 6inb (16,3 %), 6mroBanus (33,9 %), HynmoTa
(23,5 %), 3amop (13,5 %), miapes (12,8 %) i cBepbixk (12,8 %).

[Tpu MOBTOPHOMY 3aCTOCYBaHHI (PeHTaHiTy MOXKYTh PO3BUBATUCS TOJIEPAHTHICTD, (pi3nyHa i
IICHXO0JIOTiYHa 3aIeXKHICTh (AuB. po3min «OcoBIUBOCTI 3aCTOCYBAHHS»).

CumMmToMu BigMiHM omioifiB (HymoTa, O/t0BaHHS, Aiapes, TPUBOXKHICTD i TPEMTIHHS) MOXKJIUBI ¥
OesKuX TMallieHTiB IicIs TepeBeqeHHs 3 IOIePEeaHbOT0 OMMiOIIHOT0 aHaIbreTHKa Ha (heHTaHin abo mpu
panToBOMY NMPUIUHEHHI Teparii (quB. po3minu «Croci6 3acTocyBaHHS Ta m03u» Ta «OcOOIUBOCTI
3aCTOCYBaHHS»).

Iyxe pigko Oyu IOBiTOMIEHHS ITPO HOBOHAPOXKEHUX i3 HEOHATAILHUM CHHIPOMOM BiIMiHH,
MaTepi SKUX MOCTIKNHO 3aCTOCOBYBa/IM (DEHTaHIN y epiof BariTHOCTI (OUB. PO34in «3aCTOCYBaHHS y
nepiof BariTHOCTi ab60 TogyBaHHS TPYIII0»).

[ToBigoMIISANIM PO BUNIAKU PO3BUTKY CEPOTOHIHOBOI'O CUHAPOMY IIPU OOHOYACHOMY 3aCTOCYBaHHI
(dbeHTaHiNy i3 CEPOTOHIHEPTiYHNMY IIpellapaTaMu (OUB. po3Oinu «B3aeMofia 3 iHIIMMHU TiIKapChbKUMU
3acob6aMu Ta iHIIi BUOY B3aeMofil» Ta «OCOOIUBOCTI 3aCTOCYBAHHS»).

Tepmin npudamHocmi.

2 POKH.

YMoBu 30epiraHHsi.

He noTpe0ye crenianbHux yMoB 30epiranus. 36epiratu y HemOCTYITHOMY [JIS OiTeH MicCIIi.

HecymicHicmo.

[ITo6 3amo6irTy MOTipIIeHHI0 aAre3UBHUX BIaCTUBOCTEH IIJIaCTUPY, HE CJIif 3aCTOCOBYBATH Ha
OiTSHKY IKipu, Kyau Oyae TPUKPIMISTHCS MIacTUP, KPeMH, OJIil, TochbioHu abo mynpy.

VYnaxoBka.

[To 1 mnacTupy TpaHCOepMalbHOMY Y callle 3 (YHKII€I0 3aXUCTY Bifl BIOKpUBaHHA AiThMU; 110 5 callle
y KapTOHHI# KOpoO1li 3 KOHTPOJIEM IIEePIIOTO BiIKPUTTS.



Kareropis Bigmycky.

3a peLemnToM.

BUpPOOHHK.

Acino AT.

Micue3HaxoKeHHsI BUPOOHHKA Ta ajipeca MicCIsi MPOBaIXKeHHsI HOro Tis/IbHOCTI.

Jleononsamtpacce 115, 80804 MiouxeH, HimeuyunHa.



