[HCTPYKIIIA

711 MEOUYHOTO 3aCTOCYBaHHS JIIKapChKOT0 3aco0y

OHOPOTE3IK®

(DUROGESIC®)

Ckian:
miroya pedoBuHa: fentanyl;

1 mnactup MicTuth deHTaniny 4,2 mr (25 mkr/ron) abo 8,4 mr (50 mkr/ron), abo 12,6 mr (75 MKr/rox),
a060 16,8 mr (100 Mkr/rom);

IOIOMIiXKHi pe40OBUHU: afAre3uBHuil map: nomaxkpunar (Duro-Tak® 87-4287); migknanka: comosiMep
nmoJrieTuneHTepedTanaTy i eTUIeHBiHiIaleTaTy; 3aXUCHa IJliBKa: CUJIIKOHI30BaHUNU
moyieTunenTepedTanar.

Jlikapcbka dopwma. ITnactup TpaHCcoepMaabHUM.

OcHOBHI (hi3uko-XimMiuHi 81acMUB0OCMI: TPSAMOKYTHHIA IINACTUp mwiomero 10,5 cM® (aist 25 MKT/Tof),
21,0 cm® (gms 50 Mkr/rom), 31,5 cM’ (mnst 75 MKr/ron), 42 cM” (ana 100 MKT/rof), i3 3a0KpyTIeHUMHU
KpasMHU, IPO30pKi 3 HAaHECEHUMH YiTKMMM HalucaM{ Ha3BU MPOXYKTY, CUIIM [il Ta KpalB Y4ePBOHUM
(mms 25 mkr/ropm), 3emenuM (ans 50 MKr/ron), cuHiM (mns 75 MKr/ron), cipum (ans 100 MKr/rom)
YOPHUIIOM, i3 MiHIMyMOM BUOMMUX HEOTHOPIAHOCTEH i JedopMariii popMu.

dapmakoTepaneBTrYHa Ipyna. AHaneretuku. Omioinu. IToxigHi GeHinminepunuHy.

Kom ATX NO2A BO03.

®apmako102i4HI 8racmusocmi.
dapmakoguHaMika.
MexaHni3M mil.

DeHTaHIN - CHHTETUYHUM OIMiOIMHUY aHa/IbT€THK, 10 IIEPEBAaXKHO B3aEMOIE 3 [1-0IiOITHUMU
petientopaMu. OCHOBHUMHY TepaneBTUUYHUMHU [isIMU IIperapaTy € 3He00oBaIbHa i CelaTUBHA.

®apMakKoOKiHEeTHKaA.

Abcopbuis.



Ioporesik” 3a6e3nedye Ge3nepepBHe CUCTEMHE BUBIILHEHHS (PeHTaHiTy IPOTATOM 72 FOAMH Hics
HaKJICIOBaHHs IIacTUpy. Ilicas HakleroBaHHA miacTupy Joporesik® GeHTaHiI BCMOKTYETLCS depe3
MIKipy, a feno (eHTaHiTy KOHIIEHTPYETHCSA Y BEPXHIiX IIapax MKipu. 3rogoM (peHTaHil MOTpamise oo
CHUCTEMHOTO0 KpoB0ooOiry. ITosiMepHa MaTpulls Ta PO3MOBCIONXKEHHS (HeHTaHiTy Kpi3b IIapy MKipu
3a0e3MeuyoTh BiTHOCHO MOCTiNHY IIBUOKICTL BUBiITbHEHHS. Pi3HUIIS MiXK KOHIIEHTpalisiMu QpeHTaHiny
y IJIaCTUpi Ta y WKipi IPU3BOOUTE OO BUBIIbHEHHS JTiKapchKoro 3aco0y. CepenHs 6i000CTyIHICTD
(beHTaHiTy Ipy TpaHCAEPMaJIbHOMY 3aCTOCYBaHHi CTAHOBUTH 92 %.

ITicna nepimoi anmikarnii mnacTupy Joporesik”® KoHIEHTpalisd GeHTaHiy B CHPOBATI KPOBi
IIOCTYIIOBO 30iMbIIyETHCS, 3a3BUYall BUPIBHIOETHCS Yepe3 12-24 ToOuHYU Ta 3aIUIIaEThCS BifTHOCHO
IIOCTIMHOI NPOTATOM PELITH 72-TOAUHHOIO0 epiofy 3acTOCyBaHHS. [0 KiHIA Opyroro 72-roguHHOTO
nepiony amJikallil JOCATaeThCs piBHOBaXKHA KOHIIEHTpAllis B CHPOBATILi KPOBi, IKa MiATPUMYETHCS 3a
IOIIOMOT 010 HaCTYIIHUX allliKallill IIacTUPy TOTrO X H03yBaHHA. BHacminok kymynaumil 3HaverHs AUC
i C,,., TPOTATOM iHTepBaly MiXK 3aCTOCYBaHHSM B PiBHOBazKHOMY CTaHi mpubnu3Ho Ha 40 % BuIi, HixX
ITiCJIsT OMHOPA30BOTO 3aCTOCYBaHHSA. [OCATHEHHS Ta MiATPUMaHHS ITOCTIMHOI KOHI[EHTpalil B
CHPOBATI]i KPOBi BU3HAYAETHCS IHOUBINYaIbHO IPOHUKHICTIO LIKIPY Y NAllieHTa Ta KJIIPpeHCOM
deHTaHiny B oprauiami. Croctepiranaacsi BuUCokKa Mixkcy0’ eKTHa BapiaOenbHICTh KOHIIEHTpPAIIil
(deHTaHiNy B M1a3Mi KpPOBI.

dapmakokiHeTHYHE MOMENIOBaHHs nepegdayae, 110 KOHIIEHTpalis GeHTaHiTy B CHPOBATII MOXKe
36inpmuTuca Ha 14 % (B Mexkax 0-26 %), K110 HOBUM IJIaCTUP 3aCTOCOBYETHCS Uepes 24 TOOuHHY, a
He TIiCJIg PEKOMEHI0BAaHOT0 72-TOAUHHOIO NEePiofy 3aCTOCYBaHHS MONEPEIHbOr0 IIaCTUPY.

[TinBuIleHHS TeMIIepaTypu LIKipu MoxKe 30imbuTi abcopOi1iito peHTaHiNy Ipy TpaHCAepMalbHOMY
3acTocyBaHHI (ouB. po3min «OcobnuBOCTi 3acToCcyBaHHA»). [IiIBUIIEeHHS TeMIIepaTypH IIKipX yepe3
3aCTOCYBaHHS eJIeKTPUYHOI TPiJIKM, HaJIallITOBAHOI Ha HU3bKY TEMIIEPATYPY, B MiClli HAHECEHHS
nnactupy Joporesik” mpoTsaroM nepmux 10 TOOMH 0OGHOPA30BOr0 HAHECEHHS IIACTUPY
migBuIyBasno cepenHe 3HaueHHS AUC deHTaHiny B 2,2 pa3a, a CepegHIo KOHIEHTPallilo B KiHI
mepiony 3aCTOCYBaHHA I'pifiku - Ha 61 %.

Posnodi.

DeHTaHIN MIBUIKO PO3MOMiNAEThCS B PI3HUX TKAHWHAX Ta OpraHax, Ha II0 BKa3ye BeJIUKUM 00’eM
po3nopiny (3-10 51/Kr micns BHyTPIIIHBOBEHHOTO 3aCTOCYBaHHA). OPeHTaHiI HAKOMUYYETHCS Y
CKeJIeTHUX M’g3axX Ta KHPOBil TKaHWHI i TOBIIbHO BUBIJILHAETHCS Y KPOB.

Y xomi gocmigKeHHd y NalleHTiB 3 OHKOJIOTIYHUMHU 3aXBOPIOBAHHIMHU, SKi OTPUMYBaJIU
TpaHCHAepMaabHuM HeHTaHisN, 3B’93yBaHHs IpenapaTy 3 OilKkaMu Ij1a3Mu KpOBi CTAHOBHUIIO B
cepenHboMy 95 % (miamazon 77-100 %). ®eHTaHin /1eTKO fonae reMaToeHedanigynuit 6ap’ep,
IIPOHUKAE Yepes MJaleHTy Ta BUMINSIETLCS Y TPyAHE MOJIOKO.

Memaboaaism.

deHTaHIN Ma€ BUCOKMH KJTipEHC i IIBUOKO Ta iIHTEHCUBHO MeTa0O0JIi3yeThCsI B OCHOBHOMY 3a y4acTio
CYP3A4 B neuintii. OcHOBHUI MeTa0oIIiT HOpdeHTaHin Ta iHiI MeTaboniTu € HeakTuBHUMHU. [lIKipa
He 0Oepe y4acTi y lepeTBOPeHHI (eHTaHiNy, 10 3aCTOCOBYETHCS TpaHCAepMambHO. Lle Oyno
BCTAHOBJIEHO 3a pe3yJbTaTaMU aHalli3y KepaTUHOLUTIB KJIITUH JIIOOUHYU Mif Yac KIIiHIYHUX
LOCIiIXeHb, fe 92 % [mo3y, 110 HaAXOOUTS i3 IIJTaCTUPY, BU3HAYAJIOCS Y BUTTISAAI He3MIHEHOT 0
(beHTaHiNTy y CUCTEMHOMY KPOBOOOIry.

BuseOeHHs:.



[Ticns 3acTocyBaHHSA IJIACTUPY MPOTATOM 72-TOOUHHOTO IIepiofy Nepiof HaliBBUBeeHHS (GeHTaHiLy
3HaXOOUThCA B Mexkax 20-27 ropuH. Y pe3ynbraTi TpuBasoi abcopbitii henTaniny 3i mkipu micns
BUJa/lIeHHS IJIaCTUPY NePiofl HalliBBUBEeAEHHS (PeHTaHiy IPU TpaHCAePMalbHOMY 3aCTOCYBaHHI
npubNIu3HO y 2-3 pa3u [OBIINH, HiXK IMicJg BHYTPIITHbOBEHHOTO 3aCTOCYBaHHS.

[Ticns BHYTPIIHBOBEHHOT O 3aCTOCYBaHHS CEePeNHi 3HaYeHHS 3arajbHOr0 KJipeHCcy GeHTaHimy y X0mni
OOCIiAXKEeHb 3HaXOAUJIUCE Y Aiana3oHi Bif 34 go 66 n/ron.

[TpoTsiroMm 72 TOguH IicJig BHYTPIITHEOBEHHOTO 3aCTOCYyBaHHS (peHTaHiny 6;1u3bK0 75 % mo3u
BHUBOIUTHCS i3 ceyeto i mpubnu3Ho 9 % mo3u BUAINSETHCS 3 KajloM. BuBeneHHs BinOyBaeTbCs
nepeBaxkKHO y BUTIISAAI MeTabomiTiB, mpu nboMy MeHIIe 10 % mpemnapaty BUBOOUTHCS B HE3MiHEHOMY
BUTJISL.

JIiHilIHicmyb/HeaiHilHICMD.

BenuuuHa KOHIIEHTpallil peHTaHilIy Y CUpOBaTIi KPOBi IIPOMOpIIiiHa 10 PO3Mipy IJIaCTUPY.
dapMmakoKiHeTHKa TpaHCHepMaabHOT0o (eHTaHiTy He 3MIHIOEThCS ITPU 6araTopa3oBOMY 3aCTOCYBaHHI.

CnigBiOHOWEHHA (hapMaKOKiHemuKu/(hapmMakoOuHaMiku.

dapMakoKiHeTHKa (eHTaHily, CIIiBBIgHOIIEHHS MiXK KOHIIEHTpalLliIMU (GeHTaHiNy i TepalleBTUUHUMU
Ta nMo6iuHuMYU epeKTaMHu, a TaKOXK TOJIEPAHTHICTIO O OIiOifiB MalOTh BEJIUKY MiKCYy0'€KTHY
BapiabenbHiCTh. MiHiManbHa epeKTHUBHA KOHIIEHTpallis (eHTaHily 3aeKuTh Bii IHTEHCHBHOCTI 00JTI0
Ta NONEePefHbOr0 3aCTOCYBAHHS OMiOIfiB. 3 TOJIEPAHTHICTIO MiABUIIYETLCS K MiHiManbHa eeKTHBHA
KOHIIEHTpAllisd, TakK i TOKCHUYHA KOHIIeHTpalisd. TaKuM 4YMHOM, HeMOXKJIMBO BCTAHOBUTU ONTUMAaJIbHUAN
TepalleBTUYHUY Jianla30H KOHIleHTpalil peHTaHiny. KopuryBaHHs iHAUBIAyanbHOL 103U HeHTaHiTy
Mae I'pPyHTYBaTUCS Ha BigmoBifi maijieHTa Ta piBHi TomepanTHOCTI. Crig TakoXk 6paTu A0 yBaru nepiof
YTIOBiJIbHEHOI [ii, 1110 CTaHOBUTH 12-24 TOAMHM MiCs aIlTiKallil IepIioro miactTupy abo micns
IMiOBUIIIEHHS JO3H.

Ocobausi kameeopii nauieHmis.

ITayieHmu AiMHbO20 BIK)Y.

IaHi gocnifKeHb BHYTPIIIHbOBEHHOTO 3aCTOCYBaHHS (PeHTaHINy CBiqYaTh IIPO Te, 110 NalliEeHTH
JITHBOTO BiKy MOXKYTh MaTH 3HUXKEHUU KITIiPpEHC, TTOOBXKEHUY 1Tepiof HaliBBUBEOEeHHS i OyTH OiNbii
YYTJIMBUMHU [I0 JTiKapChKUX 3ac00iB, HiK MOJIOAIII MallieHTH. Y XOMi AOCTiAKeHHS 3aCTOCYBaHHS
nnactupy Joporesik® 3M0poBUM JOOPOBOIIBIAM JIITHEOTO BiKy (hapMakOKiHeTHKa (peHTaHiIy y HUX
CYTTEBO He Bifipi3HsIacs Bif TaKol y MOJIOAIIKX 3MOPOBUX NOOPOBOJIBINB, OfHAK ITiK KOHIIEHTpAallii B
cUpoBaTIli OyB HUXKYKMM, a [Tepiof HaIiBpO3Maay MOMOBXKEeHUN 0o 0M13bK0 34 rofuH. AKIIO MallieHTH
JIITHBOTO BiKY OTPUMYIOTh Iroporesik®, 3a IX CTAaHOM CJIif] TAIBHO CIIOCTEPIraTH [ BUSBICHHS
03HaK TOKCHYHOCTI (peHTaHiNy Ta 3HUXKYBATH 03y Hoporesik” y pasi HeobxigHOCTI (quB. po3Mmin
«Oc0o0IMBOCTI 3aCTOCYBaHHS»).

ITauieHmu 3 nopyweHHAM (PYHKUiIl HUPOK.

OuikyeThCs, 110 BIUIMB HUPKOBOI HEIOCTATHOCTI Ha (hapMaKOKiHEeTHKY deHTaHiny Oyme 0OMexkeHHM,
OCKIi/TbKM BUMINIEHHS 3 Ce4el0 He3MiHeHOro peHTaHiny cTaHOBUTH MeHIIe 10 % i HeMae BigoMux
aKTUBHUX MeTa0OoJIiTiB, 1110 BUBOOATLCS HUPKaMu. OOHAK, OCKiTbKY BIIMB HUPKOBOI HEIOCTATHOCTI
Ha (papMaKoKiHeTHKY (heHTaHiNy He OlLiHIOBaIu, PEKOMEHAYETLCS MIPOSIBNIATH 00€peXHiCTh (OUB.
po3minu «Crmoci0 3acTocyBaHHS Ta g03u» Ta «OCOOIMBOCTi 3aCTOCYBAHHS»).

ITauienmu 3 nopyweHHAM QYHKUiII neyviHKU.



3a cTaHOM IaIli€HTIiB 3 IOPYIIEHHAMY (YHKI[iN eUiHKHY CJIif] BECTU PeTeIbHUN HaTJIsa] I0[0 IOSBU
O3HaK TOKCHYHOI [ii (heHTaHiNy Ta y pa3i HeoOXigHOCTI citig 3MEHIIUTH 003y (OUB. PO3Min
«Oco6uBOCTi 3aCcTOCyBaHHS»). [aHi 100 MALiEHTIB 3 TUPO30M Ta AaHi MOMIe/TIOBaHHS CBigq4aTh PO
Te, 110 ¥ MAaIli€HTiB 3 Pi3HUMU CTYIEHSIMU MOPYILIeHb QYHKIIN eYiHKY, SKi IPOXOAUIIN JTiIKyBaHHSI
TpaHCHepMaIbHUM (DeHTaHiIoM, KOHIIeHTpallil GeHTaHiny MOXKYTh 30iIbIIUTUCS, a KITipeHC
(beHTaHiTy MOXKe 3MEHIINTHUCS Y TOPiBHAHHI 3 MallieHTaMu 6e3 opylieHb QYHKIIIN IeUiHKHU.
MopenoBaHHS CBig4uTh, 1110 3Ha4eHHSA AUC y piBHOBaXKHOMY CTaHi y Malli€HTiB 3 ITOMIPHOI0
IIeYiHKOBOI HemocTaTHiCTIO (Kmac B 3a Yatnmom - I1'10, 6an = 8) Oyme mpubnusno B 1,36 pasa
OinmbIMM Yy TOPiBHSHHI 3 malieHTamMu 6e3 opyIiieHsb QYHKINN nevinky (kmac A 3a Yainmom- I1'1o0, 6an
= 5,5). V naiienTiB i3 TAXKKOI0 Ie4YiHKOBOIO HegocTaTHicTO (kiac C 3a Yannmom - I1'10, 6an = 12,5)
KOHIIEHTPallig peHTaHiNny KyMy/TI0€ThCS 3 KOKHOIO allTiKalli€lo, 10 TPU3BOAUTH 0 30iNbIIeHHS
3HaueHHd AUC (npubnusHo B 3,72 pa3a) y piBHOBaXKHOMY CTaHi.

Himu.

KonnenTpauii heHTaHiny BumipioBanu y Oinbil Hizk 250 miTedt BikoM Bif 2 o 17 pokiB, SKUM
3aCTOCOBYBaJIM IJIaCTUPi 3 heHTaHiIOM y Aiama3oHi 7o3 Big 12,5 o 300 MKr/rof. 3 momnpaBKOIO Ha
Macy Tina KiipeHc (ji/rop/kr) O0ys npubnu3Ho Ha 80 % BumKi y HiTed BikoM Bif 2 70 5 pokiB i Ha 25 %
BUILMY y AiTeH BiKOM Bif 6 10 10 pokiB IOPIiBHSAHO 3 TaKUMM Yy HAiTel BikoM Bif 11 mo 16 pokiB, y SKux
KJIipeHC mofiOHUM 0o Takoro y mopocnux. i BucHoBKY Oynu B34Ti [0 yBaru Ipu BU3HaUYeHHI

pPeKOMeHpalii Ioa0 J03yBaHHS [ AiTed (quB. po3minu «Crocib 3acTocyBaHHS Ta OO3U» Ta
«Oc0o0IMBOCTI 3aCTOCYBaHHS»).

KiiniyHi xapaKTepHUCTHKH.
ITokasaHHA.

JIikyBaHHS TSIZKKOT'0 XpPOHIYHOTO 6O0JTI0 y IOPOCTIUX TAIliEHTIB, AKi MoTpebyioTh Oe31epepBHOTO
TPUBAJIOTO 3aCTOCYBAHHS OIiOIfiB.

IoBroTprBaa Tepalis TSKKOT0 XPOHIYHOT0 00JII0 ¥ OiTe! BiKOM Biff 2 POKiB, SKi OTPUMYIOTh
JIIKyBaHHS OMiOITHUMU aHAJIbreTUKaMHU.

IIpomunoka3aHHA.
linepuyTtnusicTs 7o heHTaHiny a6o 6yab-1KOT0 KOMIIOHEHTA IJIaCTUDY .

Toctpuit abo micnsioneparifinui 6inb, yepes BigCyTHICTb MOXKIJIMBOCTI TUTPYBaHHS JO3U IIPU
KOPOTKOYAaCHOMY 3aCTOCYBaHHi Ta Yepe3 PU3UK PO3BUTKY TSXKKOI a00 3arpo3IUBOI I KUTTS
OUXaJIbHOI HEMOCTATHOCTI.

TsaXKa ouxanbHa HeMOCTATHICTE.
Yepes pU3KK JIeTalIbHOr0 IPUrHideHH AuxaHHs JJ1oporesik”® IpoTUIOKa3aHHUI:
- TallieHTaM, SKi He € OIMioigOoCTiNKUMU;

- TTAIliEHTaM 3 TOCTPOI0 ab0 TSIKKOIO aCTMOIO;



- TalliEHTaM 3 KUIIKOBOIO HerOXiJIHiCTIO,‘

- IJIs JTiKyBaHHS 00JII0 TOMIPHOTO CTYIIEHS.

B3aemo0is 3 iHwWuMu Aikapcvkumu 3acobamu ma iHwi eudu 83aemooitl.
dapmakoOuHAMIyHi 83aeMOOII.

Jlikapcuki 3acobu ueHmpaavHoi 0ii/ denpecaHmu yeHmpanvHoi Hepaoaoi cucmemu (IL[HC),
BK/1H0UYAI0YU A/NK020/1b Ma HaApKomuyuHi denpecanmu L[HC.

OnHovacHe 3aCTOCYBaHHS iHIINX JTiKapChKUX 3aco0iB, 110 mpurHiuyioTs gito ITHC (BKnouaoun
OeH3o0nia3eminy Ta iHIm cemaTyBHI 3ac0o0u/ CHOMOINMHI, omioinu, 3aco0u oI 3arajibHOI aHecTesil,
(dheHOTia3WHYU, TPAHKBITi3aTOPH, CelaTUBHI aHTUTICTaMiHHI TpenapaTy, ankorojab Ta HAPKOTUYHI
mikapchKi 3acobu, 1o nmpurHivyioTs [IHC), a TaKoK 3aCcTOCyBaHHS MiOope/laKCaHTiB MOXKe
CIIPUYMHUTH HENPONOPLiMHEe MifCUIEHHS NPUTHIYYBaJIbHOI0 BIJIUBY; MOXXE BUHUKHYTHU IPUTHIYEHHS
OUXaHHS, 3HUKEHHS apTepiaJibHOTO TUCKY, HafMipHa cefalis, KoMa, ¥ T. 4. 3 JIeTaJIbHUM HaCJIigKOM.
[Tpuitom 6yap-9KOTO 3 BKa3aHUX JiKapChKUX 3ac00iB OMHOYACHO i3 3aCTOCYBaHHSIM IIJIaCTUPY
Ioporesik” BUMarae 0COGIXBOrO JOTTIAMNY Ta CIIOCTEPEKeHHS 3a NallicHTaMy.

IH2i6imopu moHoamiHokcudasu (IMAO).

I[TnacTup Hoporesik” He peKOMEHAYEThCS 3aCTOCOBYBATH MAllieHTaM, SKUM IOTPiGHa CymyTHS
tepanis IMAO. TToBigomsinocs Ipo TSAXKKi Ta HenepenOayyBaHi B3aemopil 3 IMAO, 1m0 BKITIOYaIu
TIOCUJIEHHS Mil OmioifiB a60 CepOTOHIHEePriYHOro BIUIUBY. [II0poresik® He PEKOMEHIYEThCS
3aCTOCOBYBaTU IIPOTAroM 14 [OHIB micid NpUnrUHEHHd JIiKyBaHHA IMAO.

CepomoHiHepeiuHi niKkapcoKi 3acobu.

OpgHOYacHe 3aCTOCYyBaHHS TPaHCIEePMasbHOTO (GeHTaHiTy i3 CePOTOHIHEPTiYHUMU JIiIKapChbKUMU
3acobaMu, TAKUMHM SIK CEJIeKTHBHI iHTi6iTOpH 3BOPOTHOTO 3ax0rieHHs cepoToHiny (CI33C) Ta
CeJIeKTUBHI iHTi0iTOpU 3BOPOTHOTO 3aXOIJIEHHS CepOTOHiIHY-HOpaapeHaniny (CI33C/H), abo 3
inribiTopamu MoHOaMiHOKcHUAa3u (IMAO) Moxke 36ibIIyBaTH PU3UK PO3BUTKY CEPOTOHIHOBOTO
CHHIPOMY, III0 € 3aTPO3JIUBUM [JIs1 KUTTS.

OodHouacHe 3acmocy8aHHA i3 3MiWAHUMU a20HicCmMamu/aHmazoHicmamu onioiois.

OpHoyacHe 3acToCyBaHHS OynpeHopdiny, Hanbydiny abo meHTa301uHy He peKoMeHayeThes. LIi
3aco0u MaloTh BUCOKY CIIOPiIHEHICTh 3 OMiOIAHUMU PellelITOpaMy 3 BifHOCHO HMU3bKOIO BHYTPIIIHBOIO
aKTHBHICTIO, TOMy 4aCTKOBO IIPOTHUi0Th 3HEOOTI0BaIbHIN il PeHTaHiNy i MOXKYTb BUKITUKATU
CHMIITOMH BiMiHU y MAIiEHTIB, 3a/Ie2KHUX Bif omioimiB (quB. po3min «OcoGIUBOCTI 3aCTOCYBaHHS »).

®apmakoKiHemuuHi 83aemo0ii.
IH2ibimopu pepmenmis yumoxpomy P450 3A4 (CYP3A4).

®eHTaHIN - 11e JTiKapChKuM 3aci0 3 BUCOKOIO IIBUAKICTIO BUBIIbHEHHS, IKUH IIIBUAKO Ta iHTEHCHUBHO
MeTabo0i3yeThCs, TOJIOBHUM YHOM (hepMmeHTamMu CYP3A4.

OpHOYaCHe 3aCTOCYBaHHA JIKapchKoro 3acoby ioporesik® 3 iHriGiTopamu nuToxpomy P450 3A4
(CYP3A4) MoxXe IpU3BECTHU [I0 MMiIBUILIEHHS KOHIIEHTpalil peHTaHiNy B mi1a3Mi, 110 MOXKe ITOCUTUTH



abo MMOMOBXKUTY K TepalleBTUYHY [if0, Tak i mo0iYHi peakiil, a TAKOXK CIPUYNHUTHU TIKKE
IPUTHIYeHHS nuxaHHA. O4iKyeThCs, 1110 B3aEMOTIis i3 cunbHUMH iHTiGiTopamu CYP3A4 Oyne 6Ginbioro,
HiX 3i c;mabkumu a6o nmomipauMu iHridiTopamu CYP3A4. [ToBimoMIIsIOCS PO BUMTAAKU TSIXKKOTO
IPUTHIYEHHS OUXaHHS IIiC/Is OMHOYAaCHOTO0 3acTocyBaHH iHribiTopie CYP3A4 3 TpaHCHepMalbHUM
(dbeHTaHiNIOM, BK/II0YaK4y JIeTaJbHUM BUMALOK IiC/Is OQHOYACHOTO 3aCTOCYBaHHS 3 IIOMIPDHUM
inriitopom CYP3A4. OpgHodyacHe 3acTocyBaHH# iHTi0iTopiB CYP3A4 Ta mikapchbKoro 3acoby
Ioporesik” He peKOMEHAYETHCH, 3a BUHATKOM THX BUMA/KiB, KOK MAI[i€HT 3HaXOMUTLCS i
peTebHUM HarismoM (auB. po3min «OcobmMuBOCTI 3acTOCyBaHHS»). Taki mito4yi peyoBUHHU, SK
amMiofgapoH, UMMETHUANH, KIapUTPOMILIIMH, OUNITia3eM, epUTPOMIILIMH, PIYKOHA30JI, iTpaKOHa3011,
KEeTOKOHAa30J1, Hepa300H, pUTOHABIP, BepallaMisl Ta BOPUKOHA30I (1Iel IepeliK He € BUUEPITHUM),
MOXKYTb MiBUIIYBaTH KOHLIEHTPalil ¢peHTaHiny. [Tica ogHOYaCHOTO 3aCTOCYyBaHHS CTaOKuX,
noMipHux abo cunbHUX iHTi0iTOpiB CYP3A4 3 KOPOTKOCTPOKOBUM BHYTPIIlTHLOBEHHUM BBEIEHHSIM
(beHTaHiTy 3HUXKEHHS KJIiPeHCy 0CTaHHLOTO 3a3BUYall CTAHOBUIIO < 25 %, OmHAK IPU OGHOYACHOMY
3aCTOCYyBaHHI 3 puToHaBipoM (cunbHUM iHTiGiTopoM CYP3A4) kiipeHc GheHTaHiy 3MeHIIyBaBCs y
cepenHboMy Ha 67 %. Ctyninb B3aemopii iHri6iTopiB CYP3A4 3 qoBroTpuBaguM TPaHCOEPMaTbHUM
3acToCyBaHHSIM (DeHTaHiNy HEBiqOMUH, TPOTe BiH MoxKe OyTH OiNIbIINM, HiXK ITPKU KOPOTKOCTPOKOBOMY
BHYTPIIIHEOBEHHOMY 3aCTOCYBaHHI.

Inoykmopu ¢pepmermia yumoxpomy P450 3A4 (CYP3A4).

OpHOYaCHe 3aCTOCYBaHHS TpaHCHAepMabHOTO ¢eHTaHiny 3 iHmykTopaMu CYP3A4 MoXe MPU3BECTH
[0 3HUKEHHS KOHIIeHTpallil GeHTaHimy B MJla3Mi Ta 3MeHIIIeHHS TepaneBTUYHOrO0 edpekTy. Cin
IIPOSBIATY 00€PEeXKHICTh IPX OOHOYACHOMY 3acTocyBaHHi iHAyKTOpiB CYP3A4 Ta nnactupy
Iroporesik”. Moxe OyTd HOTpiGHe MiABHUIIEHHS [034 mpenapaTy Joporesik” a6o mepexin Ha iHImMH
3He00I0BaIbHMIM JTiIKapchKui 3aci6. [lepeq MpUNIMHEHHSIM OQHOYACHOTO 3aCTOCYBAHHS iHAYKTOPY
CYP3A4 cnig 3abe3neynTy 3MeHIIeHHS 003U GeHTaHiNy Ta peTenbHUM MOHITOPHUHT. [Ticns
IpUNUHEHHA NiKyBaHHS iHOyKTOpaMu CYP3A4 ix eheKTH MOCTYIIOBO 3HUKYIOTHCS, 1110 MOXKE
IIPU3BECTH [0 30iNbIleHHS KOHIIeHTpallil ¢heHTaHiny B mna3mi. HacmigkoM 11p0r0 € mocuneHHs abo
TIOIOBXKEHHS K TEPANeBTUYHOI Oil, TaK i MOXK/IMBUX MOOIYHUX PeakKIliii, BKIIOYal0Yy TIXKKE
IPUTHIYEHHS OUXaHHS. Y TaKWX BUMAgKaXxX 3a MallieHTOM NOTPiOHUYN 0COONMMBUY HATJIAA [0
IOCATHEeHHS cTabinbHUX ePeKTiB Big nikapcbkoro 3acoby. Taki mitoui peyoBuHHU, TK KapbaMa3erliH,
dbenobapbitan, ¢peHiTOIH Ta pudamminuH (el mepeliK € He BUYEPIHUM), MOXKYTh ITPU3BECTH [0
3MeHIIIeHHS KOHILIeHTpallil (eHTaHiIy B IJIa3Mi KPOBI.

Himu.

HocnifKeHHS B3a€EMOIii TPOBOOUINCE TiIBKU 3a Y4aCTIO JOPOC/IUX MAIli€HTIB.

Ocob.augocmi 3acmocy8aHHA.

[NalieHTH, y KUX CIIOCTepPiranucs TAXKKi mo0iuHi peakiiil, MaioTh epeOyBaTH Iif MUIHHUM HaTIAI0M
IIPOTATOM IIOHaNMeHIle 24 TOOUH MiCid BUOaleHHS 1IaCTUPY JlfoporesiK® abo JgoBIlIe y 3a71eKHOCTI

Biff KJTIHIYHWX CUMIITOMIB, OCKiJIbKM KOHIIEHTpalisa (eHTaHiNy B I1a3Mi KPOBi 3HUKYETHCS ITOCTYIIOBO
Ta gocsarae 50 % yepe3 20-27 rogus.

ITamieHTiB Ta 0cib, 9Ki HOrIAga0Th 3a NallieHTaMH, CJIif MOBifOMHUTH, 1o JIIopore3ik”® MiCTUTH Ail0dy
PEUYOBHHY B KiJTbKOCTI, 1110 MO3Ke OyTH CMepTeIbHO0, 0COOIMBO Iis miTed. ToMy IIacTUpi Cif
30epiraTé y HEIIOMITHOMY Ta HeIOCTYITHOMY [JIs [iTel MicIli SIK 0o, TaK i Mmicisg 3aCTOCYyBaHHS.

IMauieHmu, AKUM paHiwe He 3acmocosy8aAaU mepanik onioidaMu ma AKi He nepeHocsAmb 0nioiou.



3acTocyBaHHS JIIKApCHKOro 3acoby [roporesik” mamieHTaM, SKAM paHillle He 3aCTOCOBYBaM TePaIlio
omioimaMu, Ayxe pifko OyJio MOoB’si3aHe 3i 3HAUHUM IPUTHIYEHHSIM OuXaHHSA Ta/ab0 eTanibHUM
HaCJIiIKOM IIPH 3aCTOCYBaHHi miactupy Joporesik” gK MoYaTKOBOI Tepailii, 0COGIMBO y MALi€HTIB, y
SKuX 0i7b He OYB CIIPUYMHEHUH OHKOJIOTIYHMMY 3aXBOPIOBAHHSIMU. MOXKIUBICTh TSIKKO0I a0
3arpo3JIMBOl 15 KUTTS TiMOBEHTHUIALI] iCHY€E HaBiTh TOM1, KOIM 3aCTOCOBYIOTh HAUMEHIIY 03y
nikapceKoro 3acoly Joporesik® sk M0YaTKOBY Tepallilo, y Nalli€HTiB, gKi paHille He IPOXONUIIH
JIiKyBaHHS OIioifamMu, 0COOIMBO Y MAIli€HTIiB JITHLOTO BiKy Ta y MAI[iEHTIB 3 MOPYIIEeHHIMHU QYHKIIIN
nevinkyu a6o HUPOK. TeHMIeHIis PO3BUTKY TONIEPAHTHOCTI € Pi3HOI M7 Pi3HUX MalieHTiB. [Joporesik”
PEKOMEHIYEThCS 3aCTOCOBYBATHU IAI[iEHTaM, B IKHAX CIIOCTEPIra€ThCA TOJIEPAHTHICTh OO OMiOifiB (IUB.
po3min «Croci0 3aCToCyBaHHS Ta HO3U»).

[TpurHiyeHHS OUXaHHA.

Y meskuX Maui€eHTIB MOXe CIOCTEPIraTUCSA 3HaYHe MIPUTHIYEeHHS QUXAaHHS [IPU 3aCTOCYBaHHI
nnactupy Jdoporesik®. [Talli€HTiB Clif peTenbHo 06CTeXyBATH [JIsl BUSABIEHHS OAI0HIX eeKTiB.
[IpurHiYeHHs OMXaHHS MOXKE IIPOJOBKYBATHCS i MiC/Is BUAaNIeHHs miacTupy Joporesik”®. YacroTa
BUNAJKIB MPUTHIUEHHS QUXaHHS MiIBULIYETHCS 31 30iNbIIIEHHAM JO03H JiIKapChbKOT0 3aco0y
Ioporesik” (quB. po3fin «Ilepemo3yBaHH»).

3actocyBanH4 gemnpecanTiB LTHC, B ToMy 4uCIIi alIKOT0JII0 Ta HAPKOTUYHUX JenpecanTiB [THC.

OpHouacHe 3actocyBaHHA Jlioporesik” Ta JIiKapchKUX 3aco06iB, 1o npuraiuyiors LIHC, BKII049a04u
aJTKOT0JTh, @ TAKOXK HAPKOTHMYHUX JIiIKaPChKHUX 3ac00iB, 110 mpurHivyioTs LIHC, MOKe mOCUII0BATH
no6iuHi fil nikapcekoro 3aco6y ioporesik”®. Clifl yHAUKAaTH OFHOYACHOTO 3aCTOCYBAHHS IUX
nikapchbKuX 3aco0iB (ouB. po3min «B3aemogmis 3 iHIIUMYU JTiKapChbKUMHU 3aco0aMu Ta iHII BUOU
B3aeMOil»). ¥ pasi kiiHiuHOI HeoOXiMHOCTI 0QHOYACHOT'0 3aCTOCYBAHHS MIJIACTUPY Ixoporesik” Ta
nenpecanTy [IHC npusHavyaioTh HaHUXKYi epeKTUBHI 103U 000X 3ac06iB Ta MiHiMa/lbHY TPUBAJiCTh
JIIKyBaHHS, @ TaKOX BeAyTh PETEJIbHUM MOHITOPUHT CTaHy Malli€HTIiB L[0I0 O3HAK Ta CUMIITOMIB
IPUTHIYEHHS TUXaHHS Ta Cefdallil.

XpOHIiYHI 3aXBOPIOBaHHA JIETEHIB.

Ioporesik® MoxkKe CIPUYMHUTH HU3KY TSXKAX MOOIYHUX Peakilill y NallieHTiB 3 XPOHIYHUMHU
OOCTPYKTHBHUMMU Ta iHIIMMHU 3aXBOPIOBAHHSIMHU JIETEHIB. Y TaKUX MAIli€HTiB OMioigu MOXKYTh
3HUKYBaTH 30yIKEHHS AUXAJbHOTO I[EHTPY Ta IIOCUIIOBATH PE3UCTEHTHICTh BEHTUIIALII.

3amexXHiCTh Bif MiKapChKuxX 3ac00iB Ta MMOBIipHICThH 3710BXKUBAHHS.

[Tpu IOBTOPHOMY BBe[ieHHi OITi0ifliB MOXKYTh PO3BUBATUCS TOJEPAHTHICTh, @ TaKOXK (i3vyHa Ta
IICUXiYHa 3a7eXHicThb. DeHTaHIIOM MOXKHA 3JI0BXKUMBATH IIOTIOHO [0 iHIINX OMiOIMHMUX arOHiCTiB.
3/10BXHBaHHA a60 HaBMICHE HellpaBUibHe 3aCTOCYBaHHA JIIKapCchKoro 3acoby Joporesik® Moxe
IIPU3BECTH [I0 TIepeno3yBaHHs Ta/abo cMmepTi. [lalieHTH 3 HapKOTUYHOI0/aIKOT0JIbHO0 3aJIEKHICTIO B
aHaMHe3i OinbIlle CXUIbHI 10 PO3BUTKY 3aJI€2KHOCTI Ta 37I0BXKUBAHHS omioimamu. ITarieHTiB 3
MigBUIIEHNM PU3UKOM OITiOIAHOTO 3JI0BKMBAHHS BCe-TaKW MOXKHaA JIIKyBaTH OIiOlaMH 3
Mopr(iKoBaHUM BUBIIbHEHHSM HaJeXKHUM YMHOM; OJHAK IIi IalieHTH NoTpebyI0Th HaTIsAay 00
O3HaK HENpPaBUJILHOTO 3aCTOCYBaHHS, 37I0BXKUBAaHHA a00 (i3n4HOI 3a71€KHOCTI.

ITopyweHHs 3 6BOKY U eHMpaabHOi HepPe8osoi cucmemu, 8KA0YAYU Ni0BUULEHH S
8HYMPIWHbOYEPENHO20 MUCK).

Iroporesik® ciifi 3aCTOCOBYBATH 3 00EPEXKHICTIO MallieHTaM, SIKi MOXKYTh GYTH 0COGIMBO 9y TIHBAMH
no migBuieHHs BMicTy CO,, ToOTO TaKuM IallieHTaM, y IKUX CIIOCTepiranocs mifgBUIIeHHS



BHYTPIlIHbOYEPETHOTO TUCKY, TIOPYIIEHHs CBioMOCTi a60 KoMma. [roporesik” moTpiGHO
3aCTOCOBYBaTH 3 00epeXKHICTIO NallieHTaM 3 IyXJIMHOI0 MO3KY.

[TopymieHHs 3 00Ky cepIis.

deHTaHIN MOXe CIPUYUHUATY OpaguKapmiio i, TaKMM YMHOM, MOT0 CIIiJ 3aCTOCOBYBAaTH 3 00€pexkKHiCTIO
natieHTaM 3 OpafiapuTMiamu.

ApmepiaabHa 2inOmMeH3iA.

Omioigy MOXKYTb CIPHYUHUTH apTepialbHy TiloTeH3ito, 0CO6IMBO ¥ XBOPUX 3 TOCTPOIO TilIOBOIEMIETO.
[cHyI0Yy CUMIITOMATHYHY TioTeH3iio Ta/abo0 rinoBoneMiio moTpiOHO MPOIiKyBaTH [0 IOYaTKY
3aCTOCYBaHHS TPaAHCHEPMaJbHOTO IJIaCTUPY 3 (PeHTaHiIOM.

ITopyweHHA QYHKUII neviHKu.

Ockinbku GeHTaHin MeTabomi3y€eThCS N0 HeaKTUBHUX METa0O0IiTiB y IediHIli, MOPYIIeHHsS GYHKIIl
IIeYiHKU MOXKe IIPU3BECTU [0 3aTPUMKU BUBE[EHHS Ipenaparty. fKIIo Nali€HTy 3 NOPYIIeHHAM
GyHKIi] meYiHKA OTPUMYIOTh JIiKyBaHHS 3aco6oM Jloporesik®, 3a ixX CTAHOM CIIif MUILHO
CIIOCTepiraTu Ojisi BUSBIIEHHS 03HAK TOKCUYHOCTI (eHTaHiNy Ta 3HU3UTHU [03Y JiKapChKOro 3acoby
Mroporesik”y pa3i HeoOXigHOCTI (AUB. po3min «dapMaKoIOTiYHi BIaCTHBOCTI»).

ITopyweHHA PYHKUiIT HUPOK

Xo4a He 0YiKyEeThCS, 1110 IOPYIIeHHS (PYHKIII HUPOK MOXkKe MaTH K/TiHIiYHO 3HQYYIIUN BIIJIUB Ha
BUBeMleHHs (eHTaHiny, ciim 6yTu 00epe:kHUMHU, OCKITbKY (apMaKOKiHETHKY (eHTaHiny He
OLIIHIOBA/IM ¥ HAHOl KaTeropil namieHTiB (IuB. po3nin «®apMaKoJIOTriyHi BIaCTUBOCTI»). AKII0
NalieHTH 3 IOPYIIeHHAM (QYHKIII HUPOK NpUIAMaioTh [Joporesik®, 3a HUMH CIIif| peTeIbHO HarlIsagaTh
IIIOZI0 ITOSIBY O3HAK TOKCUYHOI fIil heHTaHimy Ta ¥ pa3i HeoOXimHOCTI 3MEeHIIUTH 03y IIperapary.
IomaTKOBi 06MeKeHHs CTOCYIOThCS TallieHTiB 3 MOPYILIeHHSAM (QYHKINI HUPOK, SKi paHille He
IIPOXOOMIIN JTiIKyBaHHS omioifaMu (AuB. po3ain «Crocib 3acToCyBaHHS Ta [O3W»).

[TponiacHUIISI/30BHIIIIHI AXKepesa Temna.

KonnenTpatis GeHTaHiTy MoxKe 30ibIIUTUCS IIPY MiIBUILIEHH] TEMIIepaTypu LIKipu (OUB. PO3Min
«PapMaKoIOTiuHi BIacTUBOCTI»). TAKMM YMHOM, 3a HaIliEHTaMH 3 TapsTYKOI0 MOTPiOHO PETEILHO
Harjsg[aTy OJ1s BUSIBJIEHHS OIiOIIHUX MOOIYHUX peakliii, a [o3y ,'E[Iopore3iK® CJILI CKOpUTYBATH B
pasi noTpebu. IcHye MOKIUBICTh 3a/I€3KHOTO Biff TeMIIepaTypy MifiBUIIEHHS PiBHS (QeHTaHiNy, IKAU
BUBIJIBHSIETHCS 3 IIJIaCTUPY, 110 MOXKe IIPU3BECTU [0 MePeno3yBaHHs i CMepTi.

Ycim marieHTaM HeOOXiIHO YHUKATH IIPSIMOTO BILIMBY 30BHIIIHIX AXKEPET Teljla, TAKUX K I'PITIKH,
eJIeKTPOKOBAPH, Tapsidi BOASHI JIiXKKa, HarpiBasibHI TaMIIH, COJAPil, 3acCMaralHs, IWISALIKYA 3 TapsS40i0
BOJ0I0, BAHHH 3 TapsA40I0 BOMIO, CAyHH, IKaKy3i, Ha Micls amutikamil miactupy Jioporesik®.

CepomoHiHo8ull CuHOPOM.

Crip 3 o6epexHicTI0 Ipu3HadaTy JJ1oporesik” oqHOYACHO 3 IpelapaTaMy, dKi BILIMBAIOThL Ha
CEePOTOHIHEPriYHi HeMpoMeniaTOpPHI CUCTEMH.

MoOKIUBHM PO3BUTOK MOTEHIIINHO HEOE3MEYHOT0 IJIst XKUTTS CEPOTOHIHOBOT'O CUHOPOMY Ha TITi
OJHOYACHOI'0 3aCTOCYBAHHS i3 CEPOTOHIHEPTiYHUMHU JTiIKAPCHKUMHU 3ac00aMy, TAKUMU SK CeJIeKTHBHi
inribiTopu 3BOpOoTHOTO 3axorieHHs cepoToHiny (CI33C) Ta ceneKTHBHi iHTiOITOPH 3BOPOTHOTO
3axOIIEHHS cepoToHiHy-HOpaapeHaniny (CI33C/H), a TakoxX 3 mpenapaTaMy, SKi 3HUXKYIOTh



MeTaboImi3M CepoTOHiHY (Y ToMY 4uCIIi iHribiTopamMmu MoHoaMiHOKcuna3u (IMAQO), HaBiTh 3a YMOBH
3aCTOCYBaHHSI PEKOMEHIOBaHUX [03.

CepOTOHIHOBUI CUHOPOM MOXKe BKIOYATH 3MiHM IICUXIYHOTO CTaHy (HalpUKIIaf aXkuTallilo,
rasolyHalii, KoMy), po3jagy BereTaTUBHOI HEPBOBO1 CUCTEeMHU (HaIIPUKIIaf TaXiKapAilo, KOMUBaHHS
PiBHSI apTepialbHOTO TUCKY, TillepTepMilo), HeMpoM'sI30Bi MOPYyIIeHHs (HanpuKiap rimeppediekciio,
NIOpYIIeHHs KOOpOUHallil, pUrigHicTh) Ta/ab0 IUIYHKOBO-KUIIKOBI CUMIITOMY (HallpUKIag HYOOTY,
0J1I0BaHHS, [liapero).

Crlif IPUIAHKATH 3aCTOCYBaHHA IIACTHPY JJI0poresik” Ipy Migo3pi Ha CepOTOHIHOBUMI CHHIPOM.
B3aemo0ii 3 iHwuMu Aikapcvkumu 3acobamu
IHeibimopu CYP3A4.

OpHOYacHe 3acToCyBaHHA muacTupy Hdoporesik® 3 inribiropamu muroxpomy P450 3A4 (CYP3A4)
MOXKe CIIPUYMHUTH MiABUIIEHHS KOHIEHTPaIlil GeHTaHiny B Iy1a3Mi KPOBi, 1110 MOKe IOCHIUTH abo
TIOJIOBXKUTHU SIK TePaIlleBTUYHY Aif0, TaK i moOiuHi peakilil Ta CIPUUYMHUTY CeP03He IPUTHIUeHHS
muxaHHs. ToMy ofHOYAaCHe 3aCTOCYyBaHHS JIiKapchkoro 3acofy Jmoporesik” ta inri6itopis CYP3A4 He
PEKOMEHYEThCS, 38 BUHATKOM TUX BUIIa[KiB, KOJIU O4YiKyBaHa KOPUCTH IlepeBaXkae MiABUIIEHUN
PU3UK BUHUKHEHHS MO0IYHUX PeaKIlii.

He pexoMeH[0BaHO HaK/IIOBATH MEePIIi INacTup Joporesik” mpoTAroM 2 [HIB Micasa NPUNHHEHHS
nikyBaHHS iHTi0iTopoM CYP3A4. OfHak TpUBaJIiCTh IPUTHIYEHHS OUXaHHSA MOXKe OyTH pi3HOM, i Ays
nesikux iHri6iTopis CYP3A4 3 TpuBanuM nepioqoM HamiBBUBEIEeHHS, HAPUKIIaM OIS aMiofapoHy, abo
IUIST TAKHUX 9aCO3aJIeKHUX iHTi6iTOPIB, SK epUTPOMIIMH, ifenanicu0d, HiKapguIliH Ta pUTOHABIpP, MOXKe
OyTu noTpiOHUM HOBIIKY Mepiod Yacy. ToMy mepeq HakJIeloBaHHSIM IIePIIOTOo IIacTupy [oporesik
CJIil 03HAMOMHUTHUCS 3 IHCTPYKIIi€I0 [JI MEOUYHOTO 3aCTOCYyBaHHS JIiKapChKOro 3aco0y - iHribiTopa
CYP3A4 - mopo #ioro nepiofy HamiBBUBENEHHS Ta TPUBAJIOCTI IPUTHIUYBaIbHOTO edeKTy. [IaIieHTy,
SKHI OTPUMYE JIiKyBaHHs 3aco60M [Iroporesik®, ciif 3a4eKaTy NpUHaiMHI 1 THXIEHb Micasa 3HATTSA
OCTa@HHBOT'O MJIACTUPY Iepeq moyaTkoM Teparil iHribitopom CYP3A4. K0 HEMOXKIMBO YHUKHYTH
O[HOYaCHOTO 3aCTOCyBaHHsA miacTupy Jioporesik” Ta CYP3A4, crif 3a0e3nednTy peTeNbHui
MOHITOPHHT I[0JI0 BUHUKHEHHS CUMIITOMIB IigBUIIEHUX ab0 IIOIOBXKEHUX TePaneBTHYHUX e(DeKTiB i
no0iYHUX peakiilt ¢peHTaHiny (30KpeMa IpUrHideHHS auxaHHs). Kpim Toro, y pa3i HeoOximHOCTI cif
3MEHIIUTH 003y a00 MPUIUHUTH 3aCTOCYBaHHS IIJIACTUDPY JI}Opore3iK® (muB. po3min «B3aemogmis 3
iHITMMY NTiKapCbKUMM 3aco0aMu Ta iHII BUAYM B3aEMOIiii».)

Bunadkose 3acmocysanHsa naacmupy Jiopozesik®.

BumnapkoBe HakieoBaHHS (DeHTaHIIOBOTO IIJIaCTAPY Ha WIKiPy IOAWHY, SAKil BiH He IpU3HAUYEHUU
(ocob0nMBO OUTHUHM), i 4ac CHY abo TiCHOTO (pi3MYHOr0 KOHTAKTY 3 MAIliEHTOM MOXKe IIPHU3BECTH 10
nepeno3yBaHH4 omioigaMu. Ciif HeraiHO 3HATH IJIaCTUP NIPY WOT0 BUIIAAKOBOMY HaKJelOBaHHI Ha
mKipy (guB. po3nin «Ilepeno3yBanHS»).

ITayieHmu AiMHbO20 BIKY.

IaHi gocnifKeHb BHYTPIITHBOBEHHOT 0 3aCTOCYBaHHS (PeHTaHINIy CBiqYaTh IIPO Te, LI0 NallieHTH
JITHBOTO BiKy MOXKYTh MaTH 3HUXKEHUU KJTIipEHC, TOOBXKEHUY ITepio HaliBBUBEOEeHHS i OyTH OiNbIl
YYTIMBUMH [I0 JTiKapChKHUX 3aC00iB, HiXK MaIli€HTH MOJIOMIIOrO BiKy. SIKIIO MAI[iEHTH JIITHBOTO BiKY
OTPUMYIOTh JTiKapCchKuii 3aci6 [roporesik”, 3a ix CTaHOM CIIif peTenbHO HarIafaTy [/ BUSBIEHHS
03HAaK TOKCMYHOCTI (peHTaHiNy Ta 3HU3UTH [03Y JTiKapCchKoro 3acoly [oporesik”® y pasi HeoOxigHOCTi
(muB. po3min «®apMakOKiHETHKA).



Bnaue Ha W/YHKOBO-KUWKOBY cucmemy.

Omiolgy NifBUIIYIOTH TOHYC i 3MEHIIYIOTh IPONY/ICUBHI CKOPOUEHHS IJIagKUX M’ g3iB IIITyHKOBO-
KUIITKOBOI'0 TPAKTy. B pe3ynbTaTti Uh0ro 4ac MITyHKOBO-KUIIKOBOTO IIePEX0AY OOOBXKYETHCH, 110
Moxe OyTu MpuyuHO0 3anopy. [lalienTam ciig pekoMeHayBaTu 3acobu MpodilakTUKY 3anopy, a
TAKOXK IMOTPIOHO PO3TISHYTH HEOOXiMHICTh MpU3HAUYEeHHS IIPOHOCHUX 3ac00iB 3 TPOodiTaKTUUHOIO
MeTo10. [lyke 06epeHO CIIif npu3HayaTy Joporesik’ marieHTaM 3 XpPOHIYHHAM 3allOpPOM.
3acTocyBaHHs nnacTupy Joporesik” ciif MIPUNUHUATY IPU HASBHOCTI a60 MiZo3pi pO3BUTKY
mapasTiTUYHOI KUIKOBOI HETTPOXiTHOCTI.

Ilauienmu 3 mMiacmeHiero 2pasic.

MoxXyTh CIIOCTepiraTHCcs HeeminenTuyHi (Mio)KnoHiuHi peakirii. Ciig IposiBISTH 00epeXkHICTh pH
JIIKyBaHHI XBOPUX 3 MiaCTEHIEL0.

O0HouacHe 3acmocy8aHHA 3i 3MIWAHUMU d20Hicmamu/aHmazoHicmamu onioiois.

OpHoYacHe 3acToCcyBaHHS OympeHopdiny, Hanbydiny abo meHTa3oUuHy He PEKOMEHIYEThCS (IUB.
po3min «B3aeMomist 3 iHIMMMU JTiIKapPChKUMHU 3ac00aMu Ta iHIi BUOKW B3aEMOTIIN»).

Himu.

Ioporesik” He 3aCTOCOBYIOTh AiTSM, Ki paHille He OTPUMYBaIM JIIKyBaHHS OMioigaMu (AMB. PO3Mi
«Cmocib 3acToCyBaHHS Ta [03U»). PU3UK PO3BUTKY TSAXKKOI a0 3arpo3NuBOI A5 XKUTTS
TimoBeHTHUIALII iCHYe He3alexkHO Bif 703y miactupy Jroporesik®. He BUBYaIoCs 3aCTOCYBaHHS
nnactupy Jroporesik” miTaM BikoM [0 2 pokis. [Tnactup [Joporesik® mamieHTaM BiKOM Bif 2 POKiB
3aCTOCOBYIOThH TiJIbKY IIPY HASIBHOCTI TOJIEPAHTHOCTI [0 OMiOigHUX aHabIeTUKIB (IuB. po3nin «Crocid
3aCTOCYBaHHS Ta JO3W»).

[ nonepenKeHHs BUIAAKOBOI'0 MPOKOBTYBAHHS IIJIACTUPY AiThMHU, CIIifl 3BazKeHO 006HMpaTH Miclie
HaKJIel0BaHHA IIacTupy Joporesik® Ta KOHTPOJIOBATH afre3iio miactupy (AuB. po3fin «Croci6
3aCTOCYBaHHS Ta JO3W»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py0010.
BazimHicmo.

HeMae [oCTaTHIX [aHKX LIOA0 3aCTOCYBAHHS JIiKapchkoro 3aco0y Jroporesik”® BariTHEM.
HocrnigXeHHs Ha TBapUHAX [10Ka3ally OesKy PEeNPONYKTUBHY TOKCUYHICTh. [I0TEHUINHUY PU3UK [T
JII0fel HeBiIOMHUM, OOHAK B iHIINX JIiIKapChKuX (hopMax (heHTaHis, 30KpeMa [Jisi BHYTPIlIHLOBEHHOT O
BBE[leHH{, [IPOHMKAB Yepe3 IJIalleHTy. bynu noBimoM/IEHHS PO HOBOHAPOIXKEHUX 13 HeOHATaIbHUM
CHHAPOMOM BifMiHH, MaTepi SKMX HOCTIMHO 3aCTOCOBYBasM mpenapaT JJroporesik® y mepion
BariTHOCTI. I[Iopore3iK® He CJIiJf 3aCTOCOBYBATH IIif YaC BaTriTHOCTI, 3a BUHATKOM SIBHOI HEOOXiTHOCTI.

3acTocyBaHHs nacTupy Joporesik” mif yac moJoTiB He PEeKOMEHIYEThCSI, OCKINIBKY TiKapChKUI
3acib He MpU3HaYeHUH [Jg TiKyBaHHS rocTporo abo micnsonepartiiinoro 600, KpiM TOro ¢peHTaHin
IIPOHUKAE Yepe3 IUIAleHTy i MOXKe CIPUYUHUTY IPUTHIYEHHS OUXaHHS Y HOBOHAPOAXKEHOT0 (OUB.
po3pin «IIpoTunoka3aHHsa»).

T'odyeaHHA 2pydoo.



DeHTaHIN BUAIISAETHCA B TPYLHE MOJIOKO 1 MOXKe CIPUUYUHUTY Cefallilo/IPUTHIYEHHS QUXaHHA V
HOBOHApOAXKeHOoro. ['ogyBaHHSA rpyOaio CIIif IPUIUHUATH I YaCc 3aCTOCYBaHHS I1JIaCTUDPY
Ioporesik”® Ta MPOTAroM LMIOHAKMEHIIE 72 TONMH MiCJIs BUNATICHHS IJIaCTHUPY.

depmuabHiCMb.

KriHiyHMX gaHuX IMI0f0 BIJIMBY (DeHTaHimy Ha PepTUNbHICTE HeMae. [lesdKi HOCTigXKeHHS Ha Iypax
BUSIBUJIU 3HUXKEHY (PepPTUIIbHICTD Ta MiiBUILIEHY CMEPTHICTh eMOPiOHiIB ITpX 3aCTOCYBaHHI
JIiKapChKOT0 3aC00y V TOKCUYHUX [IJIST CAMOK [03aX.

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

JZ[Iopore3iK® MO2XKe BIIJIMBAaTH Ha PO3YMOBi Ta ICUXOTUYHI QYHKIIIl, HeoOXimHi I/ BUKOHAHHS
TIOTEHI[iIHO HeOe3meuHoi poO0TH, TaKol SK KepyBaHHS aBTOM00OineM abo po6oTa 3 iHIII0I0 TEXHIKOIO.

Cnocib 3acmocysaHHs ma 0o3u.
ITiobip do3u.

Ilo3y nikapcekoro 3aco0y Jioporesik”® migOupaoTs iHAUBiyalIbHO, 3a7IeXKHO Bifl CTaHy MaIlieHTa; 1i

NOTPiOHO PeryIsIPHO OLIHIOBATH MiCJIA HaKJIeloBaHHS MIacTupy. [10TpiGHO BUKOPUCTOBYBATH

HaMHMKYY eheKTUBHY 003y. [lnactupi po3pobieHi TakuM YUHOM, 11100 B CHCTEMHHUM KPOBOOOGIT

BUBiNbHSAI0CS 25, 50, 751 100 MKr QeHTaHiNy 3a roguHy, 10 CTAaHOBUTD mpubnu3Ho 0,6, 1,2, 1,8 i
2,4 mr Ha fo0y.

Bu6ip mo4aTKoBOI 103H.

[Ipu mepuoMy 3aCTOCYBaHHI 403y JIiKapchkoro 3aco0y Jroporesik”® migOuparTh 3al1eXHO Bifl pexKUMYy
3aCTOCYBaHHS OIiOIMHUX aHA/IbT€THKIB. PEKOMEHIYETHCS 3aCTOCOBYBATH ,]:[IOpOl“GSiK® ralieHTaM 3
IIepeHoCUMICTIO omioifiB. Takoxk ciig 6paTu [Io yBaru CTaH IMallieHTa, Macy Tina, BiK, CTYIiHb
BHCHaXXKeHHS Ta PiBeHb IEPEHOCHMOCTI OIiOifiB.

Hopocai.
ITauieHmu 3 moaepaHmHicmio 0o onioiOHUX aHA/b2emukia.

Il BU3HAYEHHS [03yBaHHA JIIKAapChKOro 3acoby [roporesik” pu IepeBeieHHi nalieHTa 3
nepopaabHuX ab0 BHYTPIITHEOBEHHHUX OMIOIiB CJIim KepyBaTucs Tabnuieio «EKBiaHaIbre THYHOI
KOHBepCil 03yBaHHA», SKa HaBeleHa HuXK4e. Y MofanbIIoMy 003y MOXKHA TUTPYBaTH, 30iblIyoun
abo 3MeHIIyI04Yy Ha 25 MKT/TOf, AJd HOCATHEHHS HalHMK401l e(eKTUBHOI J03U 3aJIeKHO Bif
BiIOBifi Ha NTiKyBaHHS Ta JONATKOBUX BUMOT 10 3HEOOIeHHS.



ITamienTH, siKi paHinle He IPpHHMa/IH OIiOITH.

fK npaBUo, BUKOPUCTAHHS TPaHCOEePMalIbHOTO (DeHTaHiIy nalieHTaM, SKi paHille He IpAiMau
omioimy, He PEKOMEHAYEThCA. Y TaKUX BUIIa[KaX, CIIiJ PO3T/ISHYTH aJbTePHATUBHI LIJIIXU BBEIEHHS
(mepopanbHUM, MapeHTepanbHuit). I 3amobirands nepego3yBaHHs MallieHTaM, sIKi paHilie He
IpHUiMany Omioiny, peKOMEeHAYEThCS MifOupaTh HAMHUKYY TI0YaTKOBY 103y OIiOifiB HEraHOTO
BUBINIbHEeHHS (MOPQiH, TimpoMopd0H, OKCUKOIOH, TPaMafoJl Ta KOfeiH) Ta TUTPYBATH ii, TOKU He Oy[e
IOCATHYTa [103a, eKBiBaJleHTHa 25 MKT/TOfl JIikapChKOT0 3ac0o0y JZ[Iopore3iK®. 3rogoM ImallieHTa MOXHa
TepeBeCTH Ha 3aCTOCYBaHHS MacTupy Joporesik” y mo3yBaHHi 25 MKT/TOZ.

Y pasi Konu Ha I0YaTKy JIiKyBaHHS HEMa€E MOXKJIMBOCTI 3aCTOCOBYBaTH IlepopasbHi OMiOIHI TiKapChKi
3aco0u Ta BUKOPUCTAHHS IIJIACTUDPY I[IoporesiK® € €IVUHUM BapiaHTOM [JId JIIKyBaHHS IIAl[l€HTIB, SIKi
paHille He MpUMaIK OMiOifY, 32CTOCOBYIOTh HAMEHITy 103y JiKapChKoro 3acofy Joporesik” -

25 MKr/rof. Y Takux BUIlagKax Ialli€HT MOBUHEH 3HAXOOUTHUCS IIif peTeNbHUM HaTrIsagoM.
IcHy€e PU3UK PO3BUTKY TSKKOI a00 3arp03/IMBOI [JIST XKUTTS TilIOBEHTUIISII, HaBiTh IPU 3aCTOCYBaHHI
HaWHMIKYOI 103U NpenapaTy IpH iHiuianbHiN Tepamii (quB. po3ain «OcoO6nMuBOCTI 3aCTOCYBaHHS» Ta
«ITobOiuHi peakirii»).

ExgiaHasibeemuyHa KoH8epcia 003YB8AHHS

Il11s1 malieHTiB, AKi B MaHWM 9ac TPUKMMAIOTh OIiOIAHI aHaJIbreTUKY, ITI0YaTKOBY AO3Y JTiKapChKOT0
3aco0y Joporesik” moTpibHO BU3HAYATH 3 OTJIAAY Ha JOOOBY MO3Y MONEpefHiX aHaIbreTuKis. s
PO3pPaxyHKY BifTIOBIAHOI MOYATKOBOI 03H JiKapchKOro 3acoby Joporesik®, moTpi6HO JOTPUMYyBATHCS
IHCTPYKIIii, HAaBEeOEeHUX HUXKYE.

1.  TIligpaxy¥#Te momepenHio J060BY HO3y aHAIBIeTHKY.

2.  TlepepaxyiiTe Ile 3HaY€HHS B €KBiaHA/IbreTUYHY 24-TOOUHHY 03y [I€POPaIbHOT0 MOPDiHY,
BUKOPUCTOBYIOUM Koe(ilieHT MHOXKeHHS i3 Tabnuii 1 gis BimmoBigHOTo criocofy BBEIEHHS.

3. Il BU3HauYeHHs NO3yBaHHA Ipenaparty Joporesik®, Mo BifIOBigae migpaxoBaHii
eKBiaHa/breTUyHiN K060BiM 24-roguHHiM 003i MOpGhiHy, BUKOPUCTOBYIOTh Tabuili 2 abo 3 Takum
YUHOM:

a) Tabnuug 2 - O BU3HaUYEHHS 03U OOPOCIIUM MallieHTaM, SKi MoTpeOyioTh 3MiHM OmioigHOT0
aHaIbIeTUKY Ta SIKi MalOTh MEHIN cTa0iNbHUM KITiHiYHUM cTaH (KoedillieHT mepepaxyHKy
nepopaabHOTo MOp(DiHY ¥ TpaHcmepManbHUM GeHTaHin npubnu3no gopisHioe 150:1);

b) tabnuis 3 - A7 BU3HAYEHHS NO3W JOPOC/IUM IallieHTaM, SKi 3HaXO[sIThCS Ha cTabiibHOMY
pexuMi niKyBaHHS, 110 [oOpe MepeHOCUThLCS (KoedillieHT IepepaxyHKy IepopaabHOTro MOpdiHy y
TpaHCcAepManbHuM heHTaHin mpudnu3no gopisHioe 100:1).

Tabmuig 1

Tabmuilg KoHBepcii mo3yBaHHs: KoedillieHTH MHOXKEHHS IJIs TlepepaxyHKy no00Bol 03U MOIepeaHix
OTiOIJHUX aHAJIbIeTUKIB Ha €KBiaHA/IbIeTUUHY 24-TOOMHHY [03y IIepopalbHOro Mopdiny (mo3a y
Mr/mo0y IoTepegHbOTO aHaIbIeTUKY X Koe(illieHT ekBiaHanbreTnyHa 24-rogrHHA [103a
IepopaabHOT0 MOPDiHY)



[TonmepenHin
OITioImHUN Crocib BBegeHHS KoedilieHT MHOXKEHHS
AHaATBTeTHK
. [epopabHuU 1°
MOpDiH Pop -
MapeHTepanbHUN 3
. CyOJTiHBaJIbHUMN 75
OynpeHopdiH =
napeHTepaJlbHu 100
. [epopabHU 0,15
KomeiH - -
napeHTepaJlbHUuU 0,23
, . epopabHu 0,5
miamopdin Pop = o
rapeHTepaJIbHuI 6
. [epopabHUM -
dbeHTaHIin -
napeHTepalbHuU 300
. nepopabHul 4
rinpoMophoH "
pomopd TTapeHTepasIbHUL 20"
. epopabHu 1
KeTo0eMiIoH Pop -
[TapeHTepaIbHuN 3
[epopajbHu 7,5
meBOpdaHon Pop - -
[apeHTepaJIbHUN 15
[epopaibHUN 1,5
MeTaZoH - b
[apeHTepaIbHuI 3
[IepopanbHAN 1,5
OKCUKOMIOH =
napeHTepaIbHUN 3
PEeKTanbHUMN 3
OKCHMOPGhOH = -
napeHTepalbHUuI 30
nepopajbHu -
MeTUIUH - 5
napeHTepalbHUuU 0,4
epopajbHui 0,4
TaleHTaI0 =
napeHTepaIbHUN -
epopabHUM 0,25
TpaMazon =
[apeHTepaIbHUI 0,3

* CiBBiIHOIIIEHHS TIEPOPAILHOTO Ta BHYTPIIIHEOM sI30BOTO 103yBaHb MOP(DiHy CIMpaeThCs Ha

KJTIHiYHUH [TOCBif 3aCTOCYBaHHS IallieHTaM 3 XpOHIYHUM 00JIeM.

b Basylounce Ha JaHUX OOCHIiAKeHb OIHOPa30BOr0 3aCTOCYBaHHS BHYTPIIIHBOM s130BO1 03U KOXKHO1
PEYOBHHU MOPIBHIHO 3 MOPGIiHOM [Jig BU3HAUYEHHS BifHOCHOI cumu mil. IlepopasbHi 403yBaHHS
BiITIOBiat0OTh PEKOMEHAALIIM IIPU MEPEX0fi 3 MapeHTepaIbHOTO [0 IePOPaIbHOT0 3aCTOCYBaHHS.

PekoMeHj0BaHa II0YaTKOBA [03a JIIKapCchkoro 3acoby Jroporesik® Ha 0CHOBI J060BOI IepopasIbHOI
no3u MopdiHy (A naiieHTiB, sSKi 10TpebyI0Th 3MiHU OIMiOIIHOT0 aHANBIeTUKY a00 SKi MEeHII
KJTiHiYHO cTabinbHi: KoedillieHT IepepaxyHKy IepopanbHOro MopdiHy y TpaHCAepMalbHu HeHTaHin

npubnu3Ho mopisaioe 150 : 1)

Tabmnuig 2



[TepopainbHa 1060Ba f03a Mopdiny (Mr/moby) Ilo3a nikapchkoro 3aco6y Joporesik®
(MKT/TON)

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
1035-1124 300

' HaBeneHi mo60Bi mo3u IIepopaIbHOTr0 MOP(iHYy 3aCTOCOBYBAIUCS Y XOMi KITIHIYHUX OOCHiAXKEHb OIS
TepeBefeHHS Ha macTup JJoporesik”.

Tabmuig 3

PekoMeH[[0BaHa II0YaTKOBA [03a JIiKapCchKoro 3acoby Jroporesik® Ha 0CHOBi 060BOI IepopaIbHOl
mo3u MopdiHy (A mamieHTiB, SKi 3HAXOAATHCS Ha CTabinmbHiM omioigHilk Teparmii, o qodpe
IIEPEHOCUTHCA: KOoe(illieHT IIepepaxyHKy I1epopaibHOTr0 MOpGiHy Yy TpaHCAepMalbHUU (PeHTaHiI
npubnu3Ho gopirHioe 100 : 1).

[TepopanbHa mo6oBa mo3a Mopdiny (Mr/moby) Mo3a mkapcekoro 3aco6y droporesik”
(MKT/TOm)

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

[To4aTKOBY OIiIHKY MaKCHMaIbHOI0 3HeGOM0BANILHOr0 epeKTy muacTupy Joporesik® He MOXHa
3po0UTH MEHII HiXK Yepes3 24 TOOWHY IIiCyIs aljikalii maactupy. Lied mpomikoK Jacy 3yMOBIIeHUHN
IIOCTYIIOBUM IIiABUIIIEHHAIM KOHILEHTpallil (eHTaHiTy B CUPOBATI KPOBI MiC/Is amTiKariii.

Ins ycmimHoro nepexony 3 OOHOTO IpenapaTy Ha iHIKK monepenHio 3He00TI0BaIbHY TEPAITiio
BiIMIHSIOTH IIOCTYIIOBO TICJIS AIlTiKalil H09aTKOBOI J03H MmuacTupy Joporesik®.



[TipOip mo3wm i migTpuMyBasibHa Tepamis.
[TmacTup crifg 3aMiHIOBaTH KOXKHi 72 TOOUHU.

o3y migbupaloTs iHAUBiIAyaTIbHO Ha OCHOBI II[OJEHHOT0 BUKOPUCTAHHS JOaTKOBUX aHAJIbI€THUKIB,
oKY He Oyjie BCTAHOBJIEHUH OallaHC MiXK JOCATHEHHSIM He0oOXifHOTO 3He0O0II0BaHHS Ta
IIepeHOCUMICTIO TiKyBaHHS. 3a3BU4al 3a OAWH pa3 403y 30iIbIIyI0Th Ha 25 MKT/TO[I, OTHAK
HeoOXiTHO BpaxoOBYBaTH CTaH MallieHTa i moTpedy B momaTKOBOMY 3HeOO/II0BaHHI (TepopasbHa J03a
Mopdiry 90 Mr/moby mpubIKU3HO BifHIOBiKae f03i Nikapcekoro 3acoby Hioporesik® 25 mxr/rop). ITicis
30inbINeHHS 003K MOXKe OyTH MOTPiOHO H0 6 MHIB IS HOCSATHEHHS PiBHOBAru IMpu HOBOMY HO3yBaHHI.
Tomy micrns 36inmbIleHHS NO3U MallieHTH IIOBUHHI 3aCTOCOBYBATH IIJIACTUP 3i 30i/IbIIIEHOI0 103010
IIPOTSITOM [IBOX 72-TOOVMHHUX IIPOMIXKKiB Yacy mepef MofajbiiuM 30iTbIIeHHIM 031,

Ins gocaraenHs go3u noHaf 100 MKr/rog MoXKHa OTHOYACHO 3aCTOCOBYBATH KiflbKa IJ1aCTUPIB.
[TanieHTaM Imepiogu4YHO MOXKYThH OyTH HEeOOXigHi HOOAaTKOBI 103W aHaIbTeTHUKIB KOPOTKOYACHOI Ail pu
BUHUKHEHHI panToBoro 600. Y IesgKuX MallieHTiB MOXKe BUHUKHYTH HEOOXIIHICTD Yy IOOAaTKOBUX abo
aNbTepHATUBHUX 3HeG0II0BaIbHIX 3ac00ax IPY 3aCTOCYBaHHi O3 JIiIKapCchKoro 3acoly Jroporesik®,
mo nepesuinye 300 MKr/rog.

fKIo micys amikallil T09aTKOBOI M03U afleKBAaTHOTO 3HE00III0BaHHS HE HOCSITHYTO, IIJIAaCTHDP MOXKHA
3aMiHUTH Yepe3 48 roguH Ha IUIACTHUP 3 TAKUM CaMUM O03YBaHHSM ab0 30iNbIINTH N03y Yepe3
72 TOOWHMU.

fAKmo icHye HeoOXigHICTh 3aMiHM IIACTUPY (HAIIPHUKIIAM, IIJIaCTUP He TPUMAETHCS) M0 72 TOOUHH,
TIIJIaCTUP 3 TAKOIO CaMO CHJIOO i MOTPiOHO po3MicTUTH Ha iHIIi minsgHIi Tina. Lle B cBoio yepry
MOXKe MPU3BEeCTH Oo 30inblIeHHS KOHIIeHTpallil peHTaHiny B KpoBi (AuB. po3min «®apMaKoJIOTiuHi
BJIACTUBOCTI»), Y TAKUX BUIIa[KaX CJIif] peTeJIbHO KOHTPOJIIOBATU CTaH Ialli€HTa.

[IpunuHEHHS 3aCTOCyBaHHA mpenapaTy Joporesik®.

IIpu HeoOXiMHOCTI IPUIMHEHHS 3aCTOCYBaHHs mpenapaty Joporesik® 3aMiHa JaHOro IpemnapaTy
iHIMMMY omioifaMu ITOBUHHA BiIOyBaTUCS IIOCTYIIOBO, TOYMHAIOYM 3 HU3BKOI 03U 3 MOBITHHUM
nmigBUIIeHHAM. Takui pexKuM 3aMiHM IIpelapaTiB HeoOXifHMM Yepes MOCTYIIOBe 3HNKEHHS
KOHILIEHTpallil (peHTaHiIy mic/s BUAaneHHs miactupy Jroporesik®, 3HMAKeHHs KOHIEHTpallii
denTaniny B cupoBartii KpoBi Ha 50 % TpuBae 20 rogun abo Oinbine. BigmiHa omioigHol aHambre3ii
3aBXK[U Ma€ OyTH IOCTYIIOBOIO AJIS TOMEePeXKeHHsI PO3BUTKY CUHAPOMY BiIMiHU (IMB. PO3MiN
«ITobOiuHi peakirii»).

CuMIITOMY BigMiHU OIiOiMiB MOXKYTb 3'SIBISTHCS V [esSKUX MAIli€HTIB Mic/Isg 3aMiHu mpemapaTty abo
3MEeHIIEeHHS J03M.

Tabmuui 1, 2 Ta 3 BUKOPUCTOBYIOTH JIUIIIE 151 IepPepPaxyHKY NO3YBaHHS IIPU IePexofi 3 iHIImX
OIiOIMHKX aHANbreTHKIB Ha J[1oporesik”®, a He Py Mepexoni 3 NiKyBaHHs miacTupeM Joporesik® Ha
iHIIIl OMiOIgHI aHANBTeTUKY 3 METOI0 YHUKHEHHS HelIPaBUIbHOTO PO3PaxyHKYy AO3yBaHHS Ta
MOXKJIUBOTO IIepel03yBaHHs.

Ocob.ausi kamezopii nauieHmis.
ITayieHmu AiMHbO20 BIKY.

3a mali€eHTaMu JiTHBOTO BiKY, SIKi OTPUMYIOTh JlloporesiK®, CJIi BECTU peTebHUM HarldMd, A03Y CIif
ninOupaTy iHOUBiAyaIbHO, 3aJIE2KHO Bifl cTaHy malieHTa (quB. po3pinu «OcoONIUBOCTI 3aCTOCYBaHHSI»
Ta «PapMaKoIoriyHi BIacTUBOCTI»). [lallieHTH JITHHOTO BiKY, Kl paHillle He IPUIMaJIH OMiOIgY, He



MIOBUHHI TpUUMaTH JZ[IoporesiK®, 3a BUHATKOM BUIIaKiB, KOJIX O4YiKyBaHa KOPUCTH [IePEBUIIYE
MOTEHLIHI pU3UKHU. Y TaKUX BUMAAKaX CIIif PO3TISHYTHU [AJIS IOYATKOBOTO JIIKyBaHHS TiIbKU
no3yBaHHS 12 MKr/rom* ouB. iH}. HUXKYE.

ITauieHmu 3 nopyweHHAM PYHKUil HUPOK Ma neyviHKu.

3a malieHTaMu 3 MOpPYyIIeHHIMU (QYHKIIM HUPOK Ta IEeYiHKHU CJIiff BECTU PeTeNIbHUU HarIsal, a fo3y
ciip migGupaTy iHAUBiAyaMbHO, 3aJI€3KHO Bif cTaHy malieHTa (quB. po3ainu «OcoO6nuBocCTi
3acTocyBaHHSI» Ta «®apMaKOIOTriyHi BIaCTUBOCTI»).

[NTauieHTH 3 MOPyILIEHHSIMHU (PYHKITM HUPOK Ta MEeYiHKY, SKi paHille He IpPUIMasy Omioioy, He
NOBUHHI mpuiiMaTy JIIoporesik”, 3a BUHATKOM BUIA/KIB, KOJIM 04iKyBaHa KOPHCTh IIePEBUILYE
IIOTEHLIMHI pU3UKU. Y TaKUX BUNAAKaX CJIi[ PO3TJIAHYTHU [AJIS I0YAaTKOBOTO JIIKyBaHHS TiIbKU
no3yBaHHA 12 MKr/rog* ouB. iH}. HUXKYE.

Himu.

ITauieHmu eikom 8i0 16 pokis.

Cnig KepyBaTHCS PeKOMEHOAIISIMHU IIIOA0 MO3YBAHHS AJIS HOPOC/IMX MAIli€HTiB.
ITauienmu sikom 8i0 2 0o 16 pokis.

ITnacTup Joporesik” 3aCTOCOBYIOTh HAL[i€HTaM BiKOM Biff 2 70 16 POKiB TilIbKM IIpK HAsSBHOCTI Y HUX
TOJIEPAHTHOCTI 0 OIiOiAHMX aHaNbIe€TUKIB Ta IPU MONEePefHbOMY 3aCTOCYBaHHi aHaIbT€TUKIB ¥ 03I,
eKBiBaJIeHTHiH IoHaliMeHIIe 30 MT iepopainbHOro Mopdiny Ha noOy. Y pa3i nepeBefeHHS Malli€HTIB
MUTSYOTrO BiKY 3 MepopasbHuX a0o IMapeHTepaabHuX Omioinis Ha [roporesik® mis BU3HAYeHHS
M03yBaHHA CJIifi KepyBaThcs Tabnuier 1, a peKoMeHpallii A BU3HAUYeHHs [03yBaHHsA [Joporesik”
Ha OCHOBI 1060BOI MepopasbHOi 03K MOPGiHYy BUKIAmeHO y Tabmulli 4.

Tabmuig 4

PexomeHf0BaHa [103a JIiKapChKOT0 3aco0y ,[[IOpOl"e3iK® I miTedt' 3ayiekHO Big m060BOi IIepopaIbHOI
031 MOpQiHy .

[lepopanbHa noboBa mo3a Mopdiny (Mr/mody) Io3a nikapcekoro 3aco6y Jioporesik® (MKr/rox)
30-44 12* nus. iH(. HUXKUYE
45-134 25

! [TepepaxyHOK AJIst {03, 110 TEPEBUINYIOTH 25 MKT/TO[ JTiIKapChKOT0 3aco0y JIIoporesiK®, IS miTen
BifITOBifla€ mepepaxyHKy OJIsi HOPOCIUX TAIliEHTIB (OuB. Tab. 2).

* HaBepeHi f000Bi 03K epopanbHOro Mopdidy 3aCTOCOBYBANUCS Y XOMi KIIHIYHUX AOCTIIKEHb s
TnepeBefeHHs Ha macTup JJoporesik®.

[Tig yac memiaTpUYHUX AOCTiAKEHb HEOOXiOHY 003y TPaHCAEePMalIbHOTO IJIaCTUPY PeHTaHiny
po3paxoByBaiu KoOHCepBaTUBHO: Bif 30 mo 44 Mr nepopanbHOro Mop¢iHy Ha feHb ab0 eKBiBaJIeHTHY
03y OIIIOIfiB 3aMiHIOBaIM OOHUM InacTupeM JJroporesik® y o3yBaHHi 12 MKr/rog* auB. iHQ. HUXKYE.
Crip 3a3HAYUTH, 110 TaKUY [IepepaxyHOK MOXKHa BUKOPUCTOBYBATHU JIUILE IIPY NepeBefeHH] allieHTiB



3 mepopaibHOro Mop(iHy (abo ekBiBanmeHTHOro 3aco0y) Ha mnactup Joporesik”. He MoxHa
BUKOPUCTOBYBATU JaHUM CIOCIO A TepepaxyHKy AO3yBaHHS IIPU IepeXxofi 3 TpaHCAepMaabHOTO
(beHTaHiTy Ha iHIII OMiOIAHI aHa/TPTE€TUKH Yepe3 MOKJIUBICTh IePef03yBaHHS.

AHanpreTHyHMH epeKT Iepuol fo3u miactupy Jooporesik® Moxe He GyTH ONTHMAIbHUM IPOTATOM
nepmux 24 roguH. ToMy IpOTATroM nepiux 12 rogus micis nepexony Ha 3aCTOCYyBaHHS IIaCTUPY
Ioporesik” marjieHT Ma€ OTPUMYBATH MOIEepeHI0 3BUYaiHy 03y 3HeO0III0BaNILHOr0. Y HaCTyIHI
12 roguH 11i 3HE00TI0BANIbHI 3aC00M MOXKHA 3aCTOCOBYBATH 3a KJIiHIYHOI0 OTPeOOI0.

OcCkinbKy IiK KOHIEHTpalil peHTaHiny gocaraetses micng 12-24 roguH niKyBaHHS, PEKOMEHOYEThCS
CIIOCTepiraT# 3a MallieHTOM IIPOTSATOM I[OHaWMeHIe 48 TOAWH MiCNIA MOYaTKy Teparlil IjacTupeM
Iroporesik”® a6o mo mimGopy A03H MO0 PO3BUTKY HeGarkKaHMUX peakxilil, IKi MOXYTh BKIIIOYaTH
TinOBEHTHUNIAIII0 (OuB. po37in «Oco0IMBOCTI 3aCTOCYBaHHS»).

Ixoporesik® He cif 3aCTOCOBYBATH AiTSIM BiKOM [I0 2 POKiB, OCKinbKu Oe3mneKa Ta e(eKTUBHICTh
3aCTOCyBaHHS IJIS1 TaKOl KaTeropil mailieHTiB He BCTAaHOBIIEHi.

[TinGip mo3wu i mimTpuMyBabHa Teparis 015 dimetl.
[ImacTup crifg 3aMiHIOBaTH KOXKHi 72 TOOUHU.

o3y nigbupaioTh iIHAUBIAYaIbHO Ha OCHOBI IIIOJ€HHOTO BUKOPHCTAHHS ONATKOBUX aHAIbI€THUKIB,
DOTPUMYIOUHCEH OalaHCy MiX HOCSATHEHHSIM HeoO0XigHOTo 3HE0O II0BaHHS Ta TePeHOCUMICTIO
JIIKyBaHHS.

Io3yBaHHS He MOXKHA 3MIiHIOBATH Y IPOMIXKKM Yacy, MeHIII 3a 72 roguHu. fAKIo 3He00 II0BaIbHOT0
eekTy He MOCATHYTO, CITif BBOOUTU JOJATKOBI 3He00I0BaIbHi 3aco6u, Taki ik Mopdin abo omioinu
KOPOTKOCTPOKOBOI fil. 3a/ie’kHO Bifl 1OaTKOBUX 1OTPe0 y 3HeOO0MI0BaHHI i CTaHy OUTUHU, MOXKHA
IPUUHATH pillleHHs 1po 30inblieHHs 0o3u. [[o3y noTpibHo 30inbiryBaTy Ha 12 MKr/rog* ous. iH.
HUXKYe,

* [1151 BOCATHEHHS HeoOXigHOTO N03yBaHHS CJIifl 3aCTOCOBYBATH BifITIOBIAHY JTiKapChKY GopMy 3
BiIIOBIDHMM BMiCTOM [if04Y0l PEUOBUHH.

Cnocib 3acmocy8aHHs.
Ioporesik”® Mpu3HaYeHUH N7 TPAHCIEPMAILHOr0 3aCTOCYBaHHS.

Iroporesik” ciif HAHOCUTH Ha HEHofpa3HeHy Ta HeolpPOMiHeHY IJIOCKY HiISHKY IIKipu TynyOa a6o
BEPXHIX YaCTUH PYK.

MarneHbKUM OiTSM [J18 HaKJIel0BaHHS IIACTUPY CIIig 00MpaTH OiITHKY BEPXHbOI YACTUHY CIUHU OIS
MiHiMi3allil pU3UKY 3HATTS IJIaCTUPY OUTUHOIO.

Ins annikaiii peKoMeHOyeTbCA BUOMpPATH Miclle 3 MiHiMalbHUM BOJIOCSTHUM ITOKPXBOM. Ilepen
amTiKaIlie€lo BOJIOCCS Ha MicHi amikarii cimip 3icTpurtu (He 30puBaTH). JKINO mepeqn HaKJIeIOBaHHIM
IIJIaCTUPY Miclle artikallii HeoOXiZHO BUMMTH, TO 1ie CJIiJ 3po0UTH 3a JOIIOMOT0I0 YKCTOol Bogu. He
CJIil BUKOPUCTOBYBAaTH MUJIO, JIOChHOHU, Macya abo iHii 3aco0u, OCKiTbKM BOHU MOXKYTh
ofpa3HioBaTH LIKipy abo 3MiHIOBaTH 11 BIacTUBOCTI. [lepern amikalii€io mKipa MOBUHHA OyTH



a0bCoMI0OTHO CyXx010. [TnacTup Ciif orasHyTH Iepeq 3acToCyBaHHSAM. Po3pi3aHi, po3ipBaHi abo
MOIIKOIXKeHi OyIb-TKUM YUHOM IIJIaCTUPi He 3aCTOCOBYIOTHCS.

JlfoporesiK® CJIi[l HaKJIel0BaTHU OApa3y Miclis BifKpUTTS 3amnasHoro naketa. Ilo6 mictaTu nmnacTtup
Iroporesik” i3 3aXMCHOro MaKeTa, CJIif 3irHyTH #0ro Mo MiTIi yIPO[OBX Haapisy (po3MimeHa
o613y KiHYuKa CTPiJIKM Ha SAPJIUKY IakeTa) i moTiM o0epekHO po3ipBaTH MaTepias ImakeTa.
PosipBanuil makeT MOTPiOHO BIIKPUTH TaK, SK BiIKPUBAETHCS KHUTA. 3aXHCHA IIJTiBKA Ma€ po3pis
nocepenuHi. [ImacTup Cnif CKIacTX HaBIIINI IOCEPENHI Ta BUAAIUTYA KOXKHY IIOJIOBUHY 3aXHCHO1
IUTiBKY, HE TOPKAIO4MCh NaJbLSIMU [0 JIUIIKOI CTOPOHMU ITacTUpY. [licns BugameHHs: 060X YacTUH
3axXMCHOI IIJTiBKYU IJIACTUP TPaHCAepMalbHUM HEOOXiTHO IIiTbHO MPUTUCHYTH JOJIOHEI0 J0 Micls
ammikanii Ha 30 cexyHp. Crif mepeKoHaTHUCh, 1[0 CHCTEMa IIiJIbHO IPUJISTA€E J0 IIKipPH, 0COBIHUBO TI0
Kpasx. [licnsa npoBefeHHS MPOLEOyPH BUMUATH PYKU YUCTO BOHOIO.

Iroporesik” po3paxoBaHuii Ha Ge3nepepBHE 3aCTOCYBaHHs IPOTAroM 72 rofguH. Hosuii miacTup
noTpiOHO HaKJIeI0OBATH Ha iHINY OiMSHKY IIKIpY Mic/sg 3HATTS BUKOPUCTAHOTO miacTupy. Ha omHy i Ty
caMy AiISHKY IIKipy IJIaCTUP MOXKHAa HaKJIel0BaTU JIUIIEe 3 IHTEePBaJIOM Y KijlbKa [HIB.

Himu.

ITnacTup Joporesik” 3aCTOCOBYBaTH AJIS JOBIOTPUBAJIOL Teparlii TAKKOr0 XpOHIYHOro 600 AiTAM
BIiKOM Bif] 2 POKiB, IKi OTPUMYIOTH JIiIKyBaHHS OMiOITHUMU aHaJIbreTHKaMHU.

ITepedo3y8aHHA.

Cumnromu. [IposiBoM nepeno3yBaHHS (HEHTaHIIOM € ITOAOBXKEHHS M0T0 (papMaKOJIOTriyHol Ail,
HaMOiIbII CEPHO3HUM HACITIIOK - MPUTHIYeHHS OUXaHHS.

JlikyBanHs. [I7151 MiKyBaHHS NPUTHIUEHHS AUXaHHS HeralHi 3axonu 6e3MeKu BKII0YaloTh
SKHaWIIBUAIIE BUAANIEHHS IIIacTupy, GisuyHy Ta BepOasibHy CTUMYIISIiIO NalienTa. [JaHi 3axonu
MOXKHa [JOTIOBHUTH BBEJEHHSM CIeln(}iuHOr0 aHTAaroHicTa OmioifiB - HanoKCoHY. [IpurHidveHHs
[OUXaHHS MiCIIA epefo3yBaHHs MoXKe OyTH JOBLINM, HiXK TPUBAJIiCTh Mii OMiOIIHOTO aHTaroHicTa.
Cnip peTenbHO 00UpaTH iHTEpBaa MiXK BHYTPIIIHbLOBEHHUM BBEIEHHSIM 03K aHTATrOHiCTa, MOXKe
BUHUKHYTH HEOOXiTHICTh y TOBTOPHOMY BBefleHHi a0o0 mmooBxkeHHi iH(dy3ii HaloKCOHY Yyepe3
npofoBxKeHHs abcopbuii hpeHTaHiNy 3i WIKipK Mmicnsa BUAaneHHs I1acTUPy. SHUKHEHHS
aHaIbTeTUYHOTO0 e(PEeKTy MOXKe IIPU3BECTU 10 PO3BUTKY Pi3KOro 60IHOBOTO HamaAdy i BUBITbHEHHS
KaTexoJlaMiHiB.

Crnip 3a6e3meyn T MOKJIMBICTh AUXaHHS Ta KOHTPOJIIOBATH HOT0 MiATPUMKY. HaixooKeHHS KHCHIO
CIIif 3mifiCHIOBATH Yepe3 POTOTJIOTKOBUM AUXalIbHUM HIITX ab0 3a OIOMOT00 eHA0TpaxeanbHOl
TPYOKM Iif mocTitHUM KoHTpoJsieM. HeobxigHO mifTpuMyBaTH afleKBaTHY TEMIIepaTypy Tila Ta
BBe[IeHHS PiguHU. FAKI0 PO3BUBAETHCS TsXKKa ab0 cTabilibHA TiMOTeH3is, Cllifg BpaxoByBaTH
rinoBosiemito. CTaH CJIifl perynoBaTH TapeHTepalbHUM BBeIeHHSM BifTIOBIgHOI PiguHHU.

ITobiuHi peakuii.

Besmneka nikapcbkoro 3aco6y Joporesik”® omigoBanacs y 1565 gopocmux Ta 289 miTelt, ki 6pamu
ydacTh y 11 kniHiyHMX BUNPOOYBaHHSX 3aCTOCYBAHHS 3ac00y IJis TiKyBaHHS XpOHIUHOTO 600, K



TIOB’I3@HOT0, TaK i He MOB’I3aHOT0 3 OHKOJIOTIYHMMM 3aXBOPIOBaHHAMU. KoxKeH cy0’'€KT HOCIiIXKEHHS
OTPUMaB IIIOHAMMeHIIIe OMHY 03y JIiKapChKOTo 3aco0y. 3a 00'eMHAaHUMU JaHUMU 3 Oe3MeKHu IIUX
KJTiHiYHUX BUIIPOOyBaHb, HeOaKaHUMU PeakllisiMy, II0 CIIocTepiranucs Haivactime (= 10 %
BUIaKiB) Oynu: HymoTa (35,7 %), 6moBanHs (23,2 %), 3anop (23,1 %), cornusicts (15,0 %),
3anamopouenHs (13,1 %), romoBuuit 6inb (11,8 %).

[To6iuni peaxiii, TPo SKi MOBIHOMIISIIIOCS i Yac IIUX KITiIHIYHUX JOCIiIXKeHb Ta IPOTSATOM
IIOCTMapKETUHTOBOTO CIIOCTEPEKEHHS, HaBe[eHOo y Tabmulli 5.

HebazxaHi mo6iuHi peakilil po3nofineHi 3a CUCTEMOIO OpraHiB Ta 3rpyroBaHi 3a YacTOTOIO: yxkKe
gacTo (=1/10); gacto (=1/100 mo <1/10); HewacTo (=1/1000 mo <1/100); pigko (=1/10000 mo
<1/1000); myxe pigko (< 1/10000); HeBimOMO (HEMOXKJIMBO BCTAHOBUTU YaCTOTy 3 HaIBHUX JaHUX).
[To6iuHi peakiiil 3rpynoBaHi 3a CHCTeMaMH OPTaHiB Ta B IOPSAKY 3MEHIIIEHHS CEPHO3HOCTi B MeXKaX
KOJXXHOI KaTeropil 4aCcToTH.

Tabmuis 5

[ToOigHi peak1iii y JOPOCINX Ta HOiTeH.

ITyxe 4acTo [HacTo [HeuacTo [Pinko [Hegimomo

3 60Ky iMyHHOI cucmemu

[irep4yyTIuBICTh AHa(iTakKTUYHUT

110K,
aHadinmakTUuHI
peaxiiii,
aHadinakToigHi
peaxiril

MeTab01i3M i MOPYIIEHHS TPABJIEHHS
[AHOpEKcis | |
[TcuxiuHi po3nagu

- be3coHHS, AKUTAaIlis,
mempecisi, TPUBOTA, |me3opieHTaris,
CILJTyTaHiCTh erdopis
CBiIOMOCTI,
TaTIONMHAIT]
3 60Ky HEPBOBOI CHCTEMHU
COHIUBICTE, [Ipemop, ['imecTesis, cymoMu
3allaMOpOYeHHs, [mapecTesis (BKIIO4a04u
TOJIOBHUH Oi/Ib KJIOHIUHI CyqoMU Ta
BEIUKUN
eIiTenTUYHuN
Hallall), aMHe3id,
[IPUTHIYEeHHS
CBiOMOCTI, BTpaTa
CB1OIOMOCTI

3 00Ky OpraHiB 30py
| [PosmurticTs 30py  [3Byx*enns sinump |
3 60Ky opaaHie cayxy ma eecmubyaspHO20 anapamy

[Bepruro | | |
3 OOKy CepleBOi CUCTEMHU

BiguyTTa bpamukapmis,

cepuebuTTs, [iaHO3

Taxikapmis

3 60Ky CyOuHHOI cucmemu




MMCTPEC-CUHAPOM

ApTepianbHa ApTepianbHa
rineprensisa rinoTeH3sis
3 00Ky [MXaJIbHOI CUCTEMH
TTucrHoe [IpurHiveHHsS ATIHO®E, bpapumnaoe
MUXaHHS, TiITOBEHTUIIAIIA
pecIipaTopHUM

3 00Ky TpaBHOI CHCTEMU

Hynora, 6moBanHs, |[Jiapes, cyxictby  |Kumkosa HacTkOBa KUIIKOBA
3a1op poTi, 6i7b Y KUBOTI, [HEIIPOXiAHICTH HEIPOXigHICThb
Oinb y BepXHil
JaCTHHI XKUBOTA,
MM CIIeIICis
3 60Ky WKipu ma nidwWKipHUX MKAHUH
[imeprigpos, Ex3ema,
cBepOikK, BUCHII, anepriyHun
epureMa NepMaTuT, IKipHi
peaxllii, ;epMaTur,
KOHTaKTHUU
mepMaTuT
3 60Ky M’530801 ma cnoay4HOi MKAHUH
Criazmu M'43iB [TocMUKyBaHHS
M’s131B
3 6oky ceuosudinivHOI cucmemu
[3aTpumxa ceui |
3 60Ky penpodykmusHoi cucmemu
- EpekTunbHa
nuChYHKIIIS,
CeKcyasibHa
muchYHKIISA

3aeanvHi po3sadu ma po3aadu 8 mMicui 3aCmoCyB8aAHHA

Big4yTTs BTOMHY,
nepudepuuHu
HaOpSK, aCTeHis,
He3myKaHHS,
BiIUyTTS XOJIOQY

Peaxkiril B micIi
3aCTOCYyBaHHS,
rPUIIONONiOHMI
CTaH, BiIUyTTA
3MiHM TeMIlepaTypu
TiNla, peakiril
rinep4yyT/IuBOCTL ¥
MicIll BBeIeHHS,
CUHIPOM BiAMiHH,

mipekcis*

[lepMaTUT y MicIii
3aCTOCYBaHHS,
eK3eMa y Micri
3aCTOCYBaHHS

* HacToTy (HedacTo) BU3HAYEHO Ha OCHOBI aHaJIi3y 3aXBOPIOBAHOCTI y XOZi KITIHIYHUX JOCTIIXKEHDb y
IOPOCIIUX TIAIIiEHTIB Ta [iTel, ¥ akux 6inb He OYB CIpUUYMHEHUH OHKOJIOTIYHMMY 3aXBOPIOBAHHSAMH.

ITobiuHi peakuii y 0Oi

Besneka npenapaty Joporesik® omidoBanacs y 289 neniaTpu4HuX NaieHTis (< 18 pokis), aki
Opanu yyacTh y 3 KJIiHIYHUX BUITPOOYBAHHSX AJIS TiKyBaHHS XpOHiUHOTO abo Ge3mnepepBHOTro 600
3no0sKicHoro abo noOposKicHOro moxomxkeHHs. Li mallieHTH oTpUMay IoHANMeHIIe OfHY 03y

JiKapChKOT0 3ac00y

mell.

Izoporesik”.




[Tpodinb mobiyHUX peakiiiil y OiTei, SKi OTpHMyBasH JIiKyBaHHSA 3aC000M Ioporesik®, OyB momiOHNM
[0 TAaKOTO y mopocnux. [Ipy 3acToCyBaHHi 3a MpU3HaYeHHAM He Oy10 BUSBIEHO (PAaKTOPiB PU3UKY,
crenu(igHUX OIS OiTeX BIKOM Bif 2 POKiB, OKpIM THX, L0 3a3BUYall CIIOCTEPIral0ThCA IPU
3aCTOCYBaHHi omioifiB AJist monerieHHs 6010, TOB’I3aHOT0 3 TSIXKKHUM 3aXBOPIOBAHHSIM.

3a y3arajJbHEHUMU TaHUMU 3 0€3MeKu, OTPUMaHUMU Y pe3yJbTaTi IuX 3 KIiHiYHUX BUPOOYBaHb, Y
miTey HadvacTimmMu mobivHuMu peakiiamu (= 10 % Bumapkis) 6ymu: 6moBanHs (33,9 %), HyOoTa
(23,5 %), romoBuui 6inb (16,3 %), 3amop (13,5 %), oiapes (12,8 %) Ta cBepbixk (12,8 %).

Takox 3 4acToTo = 1 % BHUIAIKiB MOBIJOMIISIOCS PO COHMUBICTD (5,2 %) Ta 3amaMopodyeHHs (2,1
%).

4K i mpu 3acTOCyBaHHI iHIIKX OMiOIAHUX aHaIbreTUKIB. [Ipy MOBTOPHOMY 3aCTOCYyBaHHI IIpenapaTy
Iropore3ik® MOXKyTh PO3BUBATHUCS TONEPAHTHICTD, Qi3WdHA i ICHXOIOTiYHA 3aI€KHICTh (AMB. PO3MiN
«Oco0IMBOCTI 3aCTOCYBaHHS»).

CumMmnToMu BigMiHU OmioifiB (Taki K HyHgoTa, 6/1i0BaHHS, iapesi, TPUBOXKHICTE i TPEMTIHHS) MOXK/IUBI
y mesIKUX TallieHTiB Iicys mepeBefeHHs 3 I0ePegHbOT0 OMi0IIHOT0 aHaTbreTUKa Ha IIperapar
Iroporesik® a6o npu panToBOMY IPUIKHEHHI Tepail (AuB. po3fin «Croci6 3aCTOCyBaHHS Ta HO3M»).

Bynu moBioMIieHHS IIPO HOBOHAPOAKEHUX 13 HEOHATAJIbHUM CUHIPOMOM BigMiHU, MaTepl IKUX
IIOCTIMHO 3aCTOCOBYBAJIX IIpemnapar Iioporesik” mif yac BaritHOCTI (AUB. pO3Min «3acToCyBaHHS Y
mepion BariTHOCTI abo TogyBaHHS TPYONIO»).

[ToBigOoMIIANIOCS IIPO BUMAAKU PO3BUTKY CEPOTOHIHOBOTO CUHAPOMY IIPXA OAHOYACHOMY 3aCTOCYBaHHS
TpaHCOepMaIbHOT0 eHTaHiNy i3 CepOTOHIHEPTriYHUMY IIpenapaTaMu (OuB. po3ninu «OcobIUBOCTI
3aCTOCYBaHHSI» Ta «B3aeMofis 3 iHIMMMU TiKapChKUMK 3ac00aMu Ta iHIII BUOYM B3aEMOMiH»).

Tepmin npudamHocmi. 2 POKW.

YmoBu 36epiranns. 30epiraty B 3anassHOMY ITakeTi Ipu TeMmrepartypi He Buire 25 °C .36epiratu y
HEIOCTYIIHOMY AJIS JiTel MiCIi.

HecymicHicmo.

Ins 3anobiraHHs HOTIpIIeHHs afre3nBHUX BIACTHBOCTel MmacTupy Joporesik”®, He peKOMEHIYETLCS
3aCTOCOBYBATH KPEMH, OJIiHMKH, IOChHOHU ab0 IOPOIIKY Ha [AiITHKY IIKipH, e HaKIeleThCs
IJIaCTHUD.

YmakoBka.

KoxeH mmacTup yrakoBaHUM B TePMiUHO 3alassHUM ITakeT 3 KOMOiHOBaHOTO MaTepiany
(momietunenTepedTanary, nojieTuneHy HU3bKOI IibHOCTI, antoMiHieBol Gomnbru). [1o m’'sITh MaKeTIB y
KapTOHHIi# KOpoO1Ii.



KaTteropis BiAmycKy. 3a pelnenToM.

BupoOHUK.
Anccen ®apmarieBTuKa HB/

Janssen Pharmaceutica NV.

Micue3HaxoaKeHHsI BUPOOHHKA Ta ajipeca MicCIsi MpPOBaIXKeHHsI HOro Tis/IbHOCTI.
Typuxoytceser 30, Beepce, 2340, bensris/

Turnhoutseweg 30, Beerse, 2340, Belgium.



