[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.

it

Beameky 3acTocyBaHHS TiKapChKOro 3aco0y Iioporesik® OLiHIOBAIM B 3 BiTKPUTHX HOCIIIKEHHAX 3a
ydacTio 289 miTel 3 xpoHiuHUM OoJieM BikoM Bif 2 mo 17 pokiB BKIIOYHO. BiciMmpecsT giteit Oymu



BiKOM Bif 2 o 6 poKiB BKIIOYHO. I3 289 martrieHTiB, sKi Opanu y4acTs y 1ux 3 gocuimxkenHsx, 110
pO3I0Yany JIiKyBaHHS JTiKapcbKuM 3acoboM [Troporesik® 3 go3u 12 Mkr/rop. 3 mux 110 nmamienTis 23
(20,9 %) paHille oTpuMyBaJIu €KBiBaJIEeHTHY IlepopabHy 03y Mopdiny < 30 Mr Ha geHs, 66 (60,0 %)
OTPUMYBaJIi €KBiBaJIeHTHY IepopaibHy 003y Mopdiny Big 30 mo 44 mr Ha meHb, a 12 (10,9 %)
OTPUMYBAJIi €KBiBaJIeHTHY IIepOpasibHy 003y MOpGiHy IoHaiMeHIle 45 Mr Ha IeHb (gaHi BiACyTHI
s 9 (8,2 %) mauienTiB). IToyaTKoBI m03u 25 MKI/TOf i BUIlle 3aCTOCOBYBasnu iHmuM 179 nauierTam,
174 (97,2 %) 3 iKuX NpuiiMaiy NO3Y OIMiOifliB Ha PiBHI €KBiBaJIE€HTHOI IIepOPajIbHOI 03U MOpPGiHy
IoHaMeHIIe 45 Mr Ha feHb. Cepef pellTy 5 Malli€HTiB, SKMM 3aCTOCOBYBa/IU IOYAaTKOBY JO3Y
IMOHaUMeHIIe 25 MKT/TO[, a IoNlepPefHi J03H OMiOIMiB y IKUX CTAHOBUIMN < 45 MT eKBiBaJIeHTHOL
mepopanbHol 103U Mop(diHy Ha meHb, 1 (0,6 %) mallieHT paHillle OTPUMYBaB €KBiBaJIeHTHY IIEPOPaJIbHY
no3y Mopdiny < 30 Mr Ha geHs, a 4 (2,2 %) - eKBiBaJIeHTHY IlepopaibHy 703y Mopdiny Big 30 mo 44
MT Ha JieHb (OuB. po3min «[1o6iuni peakirii»).

®apMaKoOKiHETHKA.
Abcopbuis.

Ioporesik” 3abe3neuye Ge3nepepBHe CUCTeMHe BUBIIbHEHHS (eHTaHiIy IpoTAroM 72 TONUH MiCs
HaKJICIOBAaHHS IIAacTUpy. Ilicns HakeoBaHHs miacTupy Joporesik® GeHTaHin BCMOKTYETLCS Yepes
IIKipy, a Jerno GpeHTaHily KOHIIEHTPYETHCS Y BEPXHIX IIapax WKipu. 3rogoM (heHTaHin IoTpaIisie 10
CHCTEMHOTO0 KpoB0ooOiry. ITosiMepHa MaTpulls Ta PO3NOBCIONXKEHHS (HDeHTaHiNy Kpi3b IIapy MKipu
3a0e3MeuyioTh BiTHOCHO MOCTiMHY IIBAKICTL BUBITbHEHHS. Pi3HUIIS MiXK KOHIIEHTpaLiiMu QpeHTaHiny
y IJIAaCTHUPi Ta y MKipi MPU3BOOUTE OO BUBIIbHEHHS JTiKapCchKoro 3aco0y. CepenHst 6i0qoCTyIHICTh
(beHTaHiTy IpY TpaHCAEPMaJIbHOMY 3aCTOCYBaHHI CTAHOBUTH 92 %.

ITicna nepiuoi amnmikarii mnactupy doporesik” KOHIEHTpalis GeHTaHiy B CHPOBATI KPOBi
TIOCTYTIOBO 30iNbIIYETHCS, 3a3BUYall BUPIBHIOETLCA Yepe3 12-24 TOOWHYU Ta 3aJIUIIAETHCS BiTHOCHO
IIOCTIMHOIO IPOTATOM PEIITH 72-TOOUHHOTO Mepiofy 3acToCyBaHHA. [10 KiHIS OPYyroro 72-roquHHOrO
nepiony amJikailil JocsaraeThcsl piBHOBaXKHA KOHIIEHTpALlisl B CHPOBATIIi KPOBi, SKa MiATPUMYEThCS 3a
IIOIIOMOT 010 HACTYIIHUX allJliKalliil IJIacTUPYy TOTrO X N03yBaHHSA. BHacminok Kymynanii 3HauerHss AUC
i C,,., IPOTATOM iHTepBaly MiX 3aCTOCYBaHHSAM B PiBHOBaKHOMY CTaHi pubnu3Ho Ha 40 % BuIi, HixX
IIiCJIsT OMHOPa30BOTO 3aCTOCYBaHHSA. [JOCATHEHHS Ta MiATPUMaHHS IIOCTIMHOI KOHI[EHTpalil B
CUPOBATIl KPOBi BU3HAYAETHCS IHAUBIAYaIbHOI0 IIPOHUKHICTIO IIKIPY Y ITAllileHTa Ta KJIIipeHCoOM
deHTaHimy B oprauiami. CrocTtepiranacs Bucoka MixKcy0 eKTHa BapiaOenbHICTh KOHIIEHTPAIlil
(dbeHTaHiNy B 1M1a3Mi KpPoBi.

dapmakokiHeTHYHe MOLENOBaHHS epegdadae, 1[0 KOHIeHTpalis (eHTaHiTy B CHPOBATII MOXKe
30inbimuTuCcS Ha 14 % (B Mexkax 0-26 %), SIKIIIO HOBUH IJIaCTUP 3aCTOCOBYETHCS Yepes3 24 TOOuHH, a
He IIiC/IS PEKOMEH0BaHOIr'0 72-TOAMHHOTO MEePioAy 3aCTOCYBaHHS MONEPEOHBOT0 IIJIaCTUDY.

[TinBuIIeHHS TEMIIePATypu LIKipu MoxKe 30imbImuTH abcopOIito peHTaHiny Ipu TpaHCAepPMaIbHOMY
3aCcToCyBaHHI (IuB. po3ain «Oco6nmuBOCTI 3acTOCyBaHHS»). [ligBUIIEHHS TeMIIepaTypH IIKipy Yyepes
3aCTOCYBaHHS eJIeKTPUYHOI TPiJIKK, HAJIallITOBaHOl Ha HU3bKY TEMIIEPATYPY, B MiClli HAHECEHHS
nnactupy Joporesik® npoTsaroM nepmux 10 TOIHH OGHOPA30BOT0 HAaHECEHHS MIaCTUDPY
migBuIyBasno cepenHe 3HaueHHSI AUC ¢eHTaHiny B 2,2 pa3a, a CepefHI0 KOHIEHTPaLlilo B KiHIT
nepiogy 3acToCyBaHHA I'piuiku - Ha 61 %.

Po3nodia.

deHTaHIN UIBUAKO PO3MOAINISIETHCS B Pi3HUX TKAHMHAX Ta OpraHaX, Ha II[0 BKa3y€e BeIMKUi 00’eM
po3nopiny (3-10 51/Kr micns BHYTPIIIHBOBEHHOT'0 3aCTOCYBaHH). PeHTaHINI HAKONIUYYETHCA Y
CKeJeTHUX M’si3aX Ta KUPOBiM TKaHUHI i MOBIIbHO BUBIJIBHAETHCSA Y KPOB.



Y xomi mocmimKeHHS y MaIli€HTiB 3 OHKOJIOTIYHUMY 3aXBOPIOBAHHSIMH, SIKi OTPUMYBAJIH
TpaHCOepManbHUM HeHTaHiN, 3B’93yBaHHs IpemnapaTy 3 OilKkaMu ma3Mu KPOBi CTAHOBHUIIO B
cepenuboMy 95 % (miamazon 77-100 %). ®eHTaHin nerko monae remaTtoeHmedaniyauit 6ap’ep,
IIPOHUKAE Yepes MIAIeHTy Ta BUOIISEThCS Y IPYIHE MOJIOKO.

Memaboaism.

deHTAHINT Ma€ BUCOKUH KITiPEHC i IIBUOKO Ta iIHTEHCUBHO MeTa00JIi3yeThCSI B OCHOBHOMY 3a y4aCTIO
CYP3A4 B neuintri. OcHOBHUM MeTaboIIiT HOpdeHTaHin Ta iHin MeTaboniTi € HeakTuBHUMHU. [IKipa
He Oepe y4acTi y IepeTBOpeHHi GpeHTaHiny, 1110 3aCTOCOBYEThCS TpaHCAepMasbHO. Lle Oymo
BCTAHOBJIEHO 3a pe3yJibTaTaMy aHali3y KepaTUHOLUTIB KJIITAH JIIOOUHMY ITiJl 4Yac KJIHIYHUX
OOCHigXeHb, fe 92 % 103y, 110 HagXOAUTS i3 IJIaCTUPY, BU3HAYAJI0CS Y BUTTISAL HE3MIHEHOTO
beHTaHiNy y cuCTEMHOMY KPOBOOOIry.

BuseoOenHs.

[Ticna 3acToCyBaHHS IIACTUPY NPOTATOM 72-TOAUHHOTO [Iepiofy nepiofn HamiBBUBeOeHHS (QeHTaHiLy
3HaXOOuThCA B Mexkax 20-27 roguH. Y pe3ynbTaTi TpUBasol abcopbuii peHTaHiny 3i WKipu micns
BUAJIEHHS [JIaCTUPY [Iepiof HamiBBUBEOeHHS (DeHTaHiTy IPU TPaHCOEepMaIbHOMY 3aCTOCYBaHHI
npubIU3HO Y 2-3 pa3u JOBIIHH, HiXK IiCJIg BHYTPIITHbOBEHHOTO 3aCTOCYBaHHS.

[Ticrst BHYTPIIITHBOBEHHOTO 3aCTOCYBaHHS CEPeNHi 3HaYeHHS 3arajabHOro KIipeHCcy QpeHTaHiny y xomi
OOCHIiAXKEeHb 3HaXOAUJIUCh y Aiana3oHi Bifg 34 go 66 n/ron.

[TpoTsarom 72 TropuH Micisg BHYTPIIIHLOBEHHOT'O 3aCTOCYBaHHS GQeHTaHiny 6113bK0 75 % mo3u
BHUBOIUTHCS i3 ceyeto i mpubnu3Ho 9 % mo3u BUAINSIETHCS 3 KajloM. BuBeneHHs BinOyBaeTbCs
nepeBaxkHO y BUTIISAAI MeTabomiTiB, mpu nboMy MeHIle 10 % mpemnapaTy BUBOOUTHCS B HE3MiHEHOMY
BUTJISL.

JIiHitiHicmv/He niHilHicMb.

BenuuwHa KOHLEHTpallil (eHTaHily y CUPOBATIi KPOBi MIPOMOPIIifiHa [0 PO3MIPY IJIaCTUPY
Ioporesik”®. dapMaKkoKiHETHKa TpaHCAepMaIbHOro GeHTaHiy He 3MiHIOEThCS IPK 6araTopasoBoOMY
3aCTOCYyBaHHI.

CnigBiOHOWEHHA (hapMaKOKiHeMuKu/(hapmMakoOuHaMiku.

dapMakokKiHeTHKa (eHTaHily, CIIiBBIgHOIIEHHS MiXK KOHIIEHTpaliIMU (GeHTaHiNy i TepalleBTUUHUMU
Ta nobiuHuMu epeKTaMu, a TaKOXK TOJIEPAHTHICTIO O OIiOiiB MalOTh BEIUKY MiKCYy0'€KTHY
BapiabenbHiCcTh. MiHiManbHa epeKkTHBHA KOHIIEHTpallis (eHTaHiy 3aeKuTh Bifi iHTEHCUBHOCTI 00JTI0
Ta TOMEPEeIHbOT0 3aCTOCYBAHHS OIiOIMiB. 3 TOJIEPAHTHICTIO MiIBUIYETHCS SIK MiHiManbHa e)eKTUBHA
KOHIIEHTpALllisl, TaK i TOKCMYHa KOHLIEHTPaLis. TakuM 4YMHOM, HEMOXKJINBO BCTAHOBUTH ONTUMaIbHUMN
TepalleBTUYHUY Jianla30H KOHIleHTpalil peHTaHiny. KopuryBaHHs iHAUBiAyanbHOL 703U HeHTaHiTy
Mae I'PYHTYBaTUCS Ha BigmoBifi mailieHTa Ta piBHi TomepanTHOCTI. Crig TakoXk OpaTu IO yBaru nepiof
YTIOBiJIHEHOI Aii, 1110 CTaHOBUTH 12-24 TOOMHM Tics aIiKallil mepIioro miactTupy abo micns
IMiOBUIIIEHHS TO3H.

Ocobauei kameezopii nauieHmis.
ITayieHmu AiMHbO20 BIK)Y.

IaHi gocnifKeHb BHYTPIIIHEOBEHHOTO 3aCTOCYBaHHS (PEHTaHINy CBiqYaTh IIPO Te, 110 NalliEeHTH
JIITHBOTO BiKy MOXKYTh MaTH 3HUXKEHUU KITiPEHC, TTOOBXKEHUY TTepiof HamiBBUBEOEeHHS i OyTH Oinbii



YYTIUBUMHU [0 JIiIKapChKUX 3ac00iB, Hi2K MOJIOALII MAIliEeHTH. Y XOOi MOCIiIXKeHHS 3aCTOCYBaHHS
Ioporesik”® 3MOPOBKM AOOPOBOIBIAM JIITHLOTO BiKy (papMakKOKiHeTHKa (GeHTaHiy y HUX CyTTEBO He
Bifpi3HsIacs Bifl TaKOl Y MOJIOAIINX 3MOPOBUX JOOPOBOJIBINB, OOHAK ITiK KOHIIEHTPAIIil B CHPOBATII
OyB HUKYMM, a Ilepiof HamiBpO3maAy MOMOBXKeHUN 0o 0113bK0 34 rofuH. AKIIO MaIlieHTH JIITHHOTO
BiKYy OTPUMYIOTh HmporesiK®, 3a IX CTAHOM CJIifl MUIBHO CIIOCTEPIiraTy IJis BUSIBIIEHHS 03HAK
TOKCUYHOCTI (peHTaHiNy Ta 3HUKYBATH [03Y y pa3i HeobxigHOoCTi (quB. po3min «Oco6auBOCTI
3aCTOCYBAHHS»).

ITauieHmu 3 nopyweHHAM QYHKUii HUPOK.

OuikyeThCs, 1110 BIUIMB HUPKOBOI HEOCTATHOCTI Ha (hapMaKOKiHeTHKY GeHTaHiny Oyne 00MexkeHHM,
OCKIi/IbKM BUMINIEHHS 3 CeUel0 He3MiHEeHOro (peHTaHiny cTaHOBUTH MeHIIe 10 % i HeMae BifoMux
aKTUBHUX MeTa0OJIiTiB, 1110 BUBOOATLCS HUPKaMu. OOHAK, OCKiTbKY BIIMB HUPKOBOI HEIOCTATHOCTI
Ha (apMakoKiHeTHUKY HEeHTaHiNTy He OLiHIOBAIH, PEKOMEHAYETHCS MPOSIBIIITH 00€PeXHICTh (IUB.
po3minu «Crmoci6 3acTocyBaHHS Ta g03u» Ta «OCOOIMBOCTI 3aCTOCYBAaHHS»).

ITauieHmu 3 nopyweHHAM PYHKUiI neviHKU.

3a CTaHOM ITAIiEHTIB 3 MOPYIIEHHAMYU QYHKIIIY MTEYiHKU CIIiJ] BECTU PETEIbHUYN HATJISA[ 1I0MI0 MTOSBU
O3HaK TOKCHYHOI fii (heHTaHiNy Ta y pa3i HeoOXigHOCTI CITig 3MEHIIUTH O03Y IIaCTUPY
TpaHcaepMasnbHoro Joporesik® (nus. po3main «Oco6IMBOCTI 3acTOoCyBaHHA»). [laHi 00 HaLi€HTIB 3
[MPO30M Ta [JaHi MOJeJII0BaHHS CBiA4YaTh IIPO Te, LI0 y NAlli€HTIB 3 Pi3HUMU CTYNIEHSMU OPYLIEHb
GYHKIIY ediHKY, SIKi TPOXOAWIN JTiIKyBaHHS TPaHCOepMalbHUM (HeHTaHiIoM, KOHIIEHTpaIlil
(beHTaHiTy MOXYTh 30iIBIIUTHCS, a KJTipeHC (GeHTaHiIy MoXKe 3MEHIINTUCS ¥ TOPiBHAHHI 3
nanieHTaMu 0e3 mopyiieHsb QyHKIIY eYiHku. MofenioBaHHS CBi4YuTh, M0 3HadYeHHd AUC y
PIBHOBaXXHOMY CTaHI y NAli€HTIB 3 IOMIpPHO I€YiHKOBOK He[OCTaTHICTIO (kyac B 3a YaingoM -
[T'10, 6an = 8) Oyne mpuOnu3Ho B 1,36 pa3a OinbuIuM y MopiBHSHHI 3 nalieHTaMu 0e3 IMOpyIIeHb
byHKLIiY mevinku (knac A 3a YanmoMm- I1'10, 6anm = 5,5). ¥ marieHTiB i3 TSXKKOI0 [Te4iHKOBOIO
HegocTaTHiCTIO (Knac C 3a YannmoM - I1'10, 6anm = 12,5) KoHIIEHTpalis GeHTaHiTy KyMyJTIOETbCS 3
KOXKHOIO allTiKalli€to, 1[0 MPU3BOAUTE [0 30inbineHHs 3HaueHHSI AUC (nmpu6nusHo B 3,72 pasza) y
PiBHOBaKHOMY CTaHi.

Himu.

KonnenTpatuii heHTaHiny BumipioBanu y 6inbir Hizk 250 mitedt BikoM Bifg 2 mo 17 pokiB, SKUM
3aCTOCOBYBaJIH IIJIaCTUPI 3 peHTaHiIoM y Aiama3oHi o3 Bifg 12,5 o 300 MKr/rof. 3 mompaBKOO Ha
Macy Tina KiipeHc (yi/rop/kr) O6ys npubnu3Ho Ha 80 % Bumui y miTed BikoM Bif 2 1o 5 pokiB i Ha 25 %
BULLIUY y AiTel BikoM Bif 6 7o 10 poKiB MOPIiBHAHO 3 TaKUMU y AiTel BikoM Big 11 1o 16 pokis, y SKUX
KJIipeHC mofiOHUM 0o Takoro y mopocnux. L{i BucHoBKY Oynu B34Ti [0 yBaru Ipu BU3HAUYEHHI
PEeKOMeHallii M0a0 JO3YBaHHS [y miTed (quB. po3minu «Croci0 3acToCcyBaHHS Ta OO3U» Ta
«Oc06IUBOCTI 3aCTOCYBaHHS»).

Kniniuni xapakKTepuCTHKH.
IToxa3aHHA.

JIiKyBaHHS TSIZKKOT'0 XPOHIYHOTO 6OJTI0 y TIOPOCTTUX TMAIEHTIB, IKi MOTPeOyoTh Oe31mepepBHOTO



TPUBAJIOr0 3aCTOCYBAHHS OIiOIfiB.

IoBroTprBaa Teparis TSKKOT0 XPOHIYHOT0 0O0JII0 ¥ OiTeX BiKOM Biff 2 POKiB, IKi OTPUMYIOTh
JIIKyBaHHS OMiOITHUMHU aHaJIbreTUKaMHU.

IIpomunokasaHHA.
linepuyTnuBicTk Ko heHTaHITy abo O6ymb-IKOTO KOMIIOHEHTA IIJIaCTUPY .

TocTpuit abo micnsonepauiiHuii 6inb, Yepes3 BiCyTHICTh MOXKIMBOCTI TUTPYBAHHS JO3U IIPU
KOPOTKO4YaCHOMY 3aCTOCYBaHHi Ta Uepe3 PU3UK PO3BUTKY TSXKKOI a00 3arpo3/IUBOI [JI KUTTS
OAXAJIbHOI HeIOCTATHOCTI.

TsxKa ouxanbHa HeJOCTAaTHICTb.

Yepes pU3KK JI€TaNIbHOr0 IPUTHiYeHH AuXaHHs JJIoporesik” IpoTUIOKa3aHHUI:
- IalliEHTaM, sIKi He € OMioigOCTiNKUMU;

- TTAI[iEHTaM 3 TOCTPOIO ab0 TSIKKOI0 aCTMOIO;

- MaljieHTaM 3 KHAIIKOBOI HEIPOXiAHICTIO;

- 71 JTiKyBaHHS 00JII0 TOMIPHOTO CTYIIEHS.

B3aemo0is 3 iHwWuMu Aikapcvkumu 3acobamu ma iHwi eudu 83aemooitl.
®apmakoOuHamiuHi 83aemo0il.

Jlikapcuki 3acobu ueHmpaavHoi 0ii/ denpecaHmu yeHmpanvHoi Hepgoaoi cucmemu (IL[HC),
BK/110YAI0YU A/NK020/1b Ma HapkomuyuHi denpecaHmu I[HC.

OpHoYacHe 3aCTOCYBaHHS i3 ITaCTUPOM TPaHCAEPMalbHAM JZ[}opore3iK® iHmIMX NMiKapchKuX 3acobiB,
o npurHiuyoTh gito IIHC (Bkmiovyatouu OeH30Mmia3eminy Ta iHII cemaTHBHI 3aco0u/ CHOMiMHI,
omioigu, 3acobu {7 3arajbHOI aHecTe3ii, PeHoTia3uHK, TPAHKBINTi3aTOPH, CeJaTHBHI aHTUTiCTaMiHHi
IperapaTy, aJKorojIb Ta HaPKOTUYHI JIiKapchKi 3acobu, 1o npurHivyioTs LIIHC), a Takoxk
3aCTOCyBaHHS MiopejaKkCcaHTiB i rabaneHTUHOIAIB (rabaneHTUH Ta Iperabaii) MoXe CIPUYNHUTH
MPUTHIYEHHS OUXaHHS, 3HUKEHHS apTepiajJbHOT0 TUCKY, HAAMIPHY cefalliio, KoMy, y T. 4. 3
neTanbHUM HacigkoM. OfHOYacHe MPU3HAYeHHS JTiKapChKux 3aco0iB, 1m0 npurHiuyioTs gito LTHC, i
NiKapchKOro 3acoby Joporesik® ciif 00MeXUTH BUMagKaMy, KO albTepHaTHBHE JIiKyBaHHS
HeMoxkJuBe. [TpuiioM Oyab-IKOT0 3 BKa3aHUX JIIKAPChKUX 3aC00iB OTHOYACHO i3 3aCTOCYBaHHIM
IIJIaCTUPY Ioporesik® BUMarae 0CoOJIMBOTO OOTJISIY Ta CIIOCTepeXeHH 3a NallieHTaMu. [[03y Ta
TPUBAJICTH JIiIKyBaHHS IIPX OJHOYACHOMY 3aCTOCYBaHHi cifi 06MexyBaTu (AuB. po3min «OcobnuBoCTi
3aCTOCYBAHHS»).

IH2i6imopu moHoamiHokcudasu (IMAO).

Ioporesik” He PEKOMEHAYEThCS 3aCTOCOBYBATH HAllieHTaM, IKAM IOTpiOHa cymyTHs Tepamis IMAO.
[ToBimomusinocs IPo TSAXKKi Ta HenepeaOaydyBaHi B3aeMofii 3 IMAO, 1110 BKII0Yasy TOCUIEHHS Oil
omioifis a6o cepoToHiHepriynoro BmnuBy. [Joporesik” He peKOMEHAYETHCA 3aCTOCOBYBATH IPOTATOM



14 guiB micns npunuHeHHS JnikyBaHHA IMAO.
CepomoHiHepeiuHi nikapcoki 3acobu.

OpHoYacHe 3aCTOCyBaHHS (DeHTaHINy i3 CepOTOHIHEPriYHUMHU JTiIKApChKAMHU 3ac00aMu, TaKUMHU SK
CeJIeKTUBHI iHTi0iTOpU 3BOPOTHOTO 3axorieHHs cepoToHiny (CI33C) Ta cenekTuBHi iHribiTopu
3BOPOTHOTO 3aXOIJIEHHST cepoTOHiHy-HOpagpeHaniny (CI33C/H), abo 3 inribiTopamu
MoHoaMiHoKcugasu (IMAQO) moxe 30ilbIIyBaTH PU3UK PO3BUTKY CEPOTOHIHOBOTO CHHOPOMY, IIIO €
3arpo3/IUBUM [IJIS XKUTTS. 3aCTOCOBYBATH OJHOYACHO 3 00€pexkHiCTI0. YBAXKHO CIIOCTepPiraTu 3a
CTaQHOM TIallieHTiB, 0COONIMBO Ha IOYATKY JKyBaHHS Ta P KOPEKIIil 103U (quB. po3min «Ocob6auBOCTi
3aCTOCYBaHHS»).

OdHouacHe 3acmocy8aHHs i3 3MiWAHUMU a20Hicmamu/aHmazoHicmamu onioiois.

OpHoYacHe 3acToCyBaHHS OynpeHopdiny, Hanbydiny abo meHTa301uHy He peKoMeHayeThes. Lli
3aco0u MaloTh BUCOKY CIIOPiIHEHICTh 3 OIMiOIAHUMU PelleITOpaMy 3 BifHOCHO HMU3bKOIO BHYTPIIIHBOIO
aKTUBHICTIO, TOMY 4aCTKOBO IIPOTUAIOTH 3HEO0II0BaIbHIN Oil peHTaHiny i MOXKYTh BUKIUKATH
CHMIITOMY BiIMiHM V TAIli€HTIB, 3aJIe3KHUX Bif omioifiB (OuB. po3min «OcoOIMBOCTI 3aCTOCYBAHHSI»).

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

deHTaHIN - 11e JTiKapChKui 3aci0 3 BUCOKOIO IIBUAKICTIO BUBIIbHEHHS, IKUH IITBUAKO Ta iHTEHCHUBHO
MeTaboi3yeThCs, roIoBHUM YHOM (hepMmeHTamMu CYP3A4.

OpHOYacHe 3aCTOCYBaHHA JIKapChKOro 3acoly Hoporesik® 3 inribiropamu muroxpomy P450 3A4
(CYP3A4) MoxKe IpPU3BECTHU [I0 MiIBUILIEHHS KOHIIEHTpalil peHTaHiNy B m1a3Mi, 110 MOXKe ITOCUTUTH
abo MOMOBXKUTY K TepalleBTUYHY [if0, Tak i mo0iyHi peakiii, @ TaKOXK CIPUYNHUTHU TIKKE
IpUTHIYeHHS guxaHHsA. OUiKy€eThCS, 110 B3aeMofis i3 cunbHuMH iHTibiTopamu CYP3A4 Oyne GinbImoro,
HiX 3i cmabkumu ab6o nomipaumu inribitopamu CYP3A4. TToBigoMIsnocs Mpo BUMAAKHU TSIKKOTO
IPUTHIYEHHS TUXaHHS ITiC/IsT OMHOYACHOTO 3acTocyBaHH iHribiTopis CYP3A4 3 TpaHCHepManbHUM
(dbeHTaHiNOM, BK/II0Ya4y JIeTaJbHUM BAMALOK IIiC/Is OQHOYACHOTO 3aCTOCYBaHHS 3 IIOMIPHUM
inriitopom CYP3A4. OpgHouyacHe 3acTocyBaHH# iHTi0iTopiB CYP3A4 Ta mikapchbKoro 3acoby
Jlfopore3iK® He PeKOMEHMYETHCS, 38 BUHATKOM TUX BUIIAIKIB, KOJIA NALi€EHT 3HaXOOUTHCA i
PeTeNbHUM HarnsmoM (ouB. po3min «Ocob6IUBOCTI 3aCTOCYBaHH»). Taki mitoui peuoBUHH, K
amMiogapoH, UMMETHUANH, KIapUTPOMILIH, OUNITia3eM, epUTPOMIIIAH, PIYKOHA30JI, iTpaKOHAa3011,
KEeTOKOHAa30JI, Hepa300H, pUTOHABIP, BepallaMisl Ta BOPUKOHA30I (1Iel Iepelik He € BUUEPITHUM),
MOXKYTb MiBUIIYBATH KOHLIEHTPaIlil ¢heHTaHiny. [Ticis ogHOYaCHOTO 3aCTOCYyBaHHS ClTabKuX,
noMipHux abo cunbHUX iHTi0iTOpiB CYP3A4 3 KOPOTKOCTPOKOBUM BHYTPIIlTHLOBEHHUM BBEEHHSIM
(beHTaHiTy 3HUXKEHHS KJIipeHCy 0CTaHHbOTO 3a3BUYall CTAHOBUIIO < 25 %, omHaK IPU OGHOYACHOMY
3aCTOCYBaHHI 3 puToHaBipoM (cunbHUM iHTiGiTopoM CYP3A4) kiipeHC GheHTaHiNy 3MeHIIyBaBCs y
cepegHboMy Ha 67 %. Ctyminb B3aemopii inribiTopie CYP3A4 3 mOBroTpuBaauM TpaHCAEePMalbHUM
3aCTOCyBaHHSIM (peHTaHiNy HEBimOMUH, TPOTe BiH MoxKe OyTH OiNbLUINM, HiXK TPY KOPOTKOCTPOKOBOMY
BHYTPIIIHLOBEHHOMY 3aCTOCYBaHHI.

Indykmopu ¢pepmermia yumoxpomy P450 3A4 (CYP3A4).

OpHOYacCHe 3aCTOCYBaHHS TpaHCAepMabHOTO dheHTaHiny 3 iHmykTopaMu CYP3A4 Moxke MPU3BECTU
[0 3HMKEeHHS KOHI[eHTpallil PeHTaHiNy B IIJla3Mi Ta 3MEHIIeHHS TepaneBTuYHoro edekTy. Cig
IIPOSIBNIATH 00€PeXkXHiCTh IPU OMHOYACHOMY 3acTocyBaHHI iHgykTOpiB CYP3A4 Ta nmactupy
Iroporesik”. Moxe 6yTd HOTpiGHe MiABUIIEHHS [034 mpenapaTy Joporesik” a6o mepexin Ha iHIHMH



3He00TI0BaIbHIM JTiKapchKui 3aci0. [Tepen TpUNUHEHHSM OJJHOYACHOT'0 3aCTOCYBAHHS iHOYKTOPY
CYP3A4 cnig 3a6e3mne4yuTy 3MeHIIEHHS 003U GEeHTaHiNy Ta peTenbHUM MOHITOPHUHT. [Ticns
NpUNUHEHHS NiKyBaHHS iHgyKTOpaMu CYP3A4 ix eheKTH MOCTYIIOBO 3HUKYIOTHCS, 1110 MOXKE
IIPU3BECTH [0 30iNbIleHHs KOHIIeHTpallil ¢heHTaHiny B nna3mi. HacoigkoM 1160r0 € mocuneHHs abo
TIOMIOBXKEHHS K TePANeBTUYHOI Oil, TaK i MOXK/IMBUX MOOIYHUX PeakKIliii, BKIIOYAl0Yl TIXKKe
IPUTHIYEHHS TUXaHHS. Y TaKUX BUIA[KaX 3a MallieHTOM IMOTPiOHUY 0COOTUBUYN HAT A OO0
mocarHeHHS cTabinbHUX edeKTiB Bif TiKapchkoro 3acoly. Taki mitoui peuoBuHY, K KapbaMa3elliH,
dbenobapbitan, ¢peHiTOIH Ta pudamminuH (el mepesIiK € He BUYEPIHUM), MOXKYTh ITPU3BECTH [0
3MEeHIIeHHS KOHILIeHTpallil (eHTaHilIy B IJIa3Mi KPOBI.

Himu.

HocmifKeHHS B3a€EMOIii TPOBOOUINCE TiIbKU 3@ Y4acCTIO JOPOC/IUX Malli€HTiB.

Ocob.augocmi 3acmocy8aHHA.

[TalieHTH, y IKUX CIIOCTepPiranucs TAXKKi moOiuHi peakilil, MaloTh nepeOyBaTH IIif MUIBHUM HaTIAI0M
IIPOTATOM IIoHaliMeHIIe 24 TOOUH Tics BuAaneHHs JJoporesik” abo mosIme y 3aJIeKHOCTI Bifg
KJTIHIYHUX CUMIITOMIB, OCKiJIbKM KOHIIEHTPAIlif (eHTaHily B CHPOBATILi KPOBi 3HUXKYETHCS ITOCTYTIOBO
Ta gocsarae 50 % 4yepe3 20-27 roguH.

ITamienTiB Ta ocib, gKi HOTIAMAalOTh 3a IalliEHTaMH, CJIif IIOBiMOMUTH, III0 Jllopore3iK® MICTHUTH AiI0Yy
PEYOBUHY B KiTbKOCTi, 1110 MOXKe OyTH CMEPTENIbHOI0, 0COOIUBO A fmiTed. ToMy mnacTupi ciifg
30epiraTé y HEIIOMITHOMY Ta HeIOCTYITHOMY [JIs [iTeH MicIli SIK 0o, Tak i micis 3aCTOCYyBaHHS.

Yepe3 pU3UKH, BKIIIOYAIOYN MOXKJIUBI JI€TalbHiI BUTIAOKY, TI0B’s13aHi 3 BUIIAJKOBUM IIPOKOBTYBAHHSIM,
HEeINPaBUIbHUM BUKOPHUCTAHHSIM Ta 3JI0BXKUBAHHSM, MAIlieHTaM Ta oco0aM, sKi IOTIsgaiTh 3a
nalieHTaMy, CIIifj peKOMeHIyBaTH 30epiraTu ikapcekuii 3aci6 [Joporesik® y 6e3nednoMy MicIii,
HEe[OCTYIIHOMY IJId IHIIKX JIIOJEN.

IMauieHmu, AKUM paHiwe He 3aCcmocosy8aAaU mMepanik onioildaMu ma AKi He nepeHocs My 0nioiou.

3acToCyBaHHS JiKapchKoro 3acoly Jlroporesik”® maiieHTaM, SKMM paHille He 3aCTOCOBYBA/IU TEPAIIiio
omioimaMu, oyxe pifko OyJo MoB’si3aHe 3i 3HAYHUM IPUTHIYEHHSIM OuXaHHS Ta/abo0 eTanbHUM
HACJIiTKOM IIPY 3aCTOCYBaHHi SIK [TOYaTKOBOI OIMioigHOI Teparrii, 0co6/IMBO Yy MAIiEHTIB, Y SKuX Oinb He
OyB CIIpUYMHEHUN OHKOJIOTiYHUMU 3aXBOPIOBAHHSIMU. MOKIIUBICTE TAKKOI ab0 3arpo37IUBOI AT
JKUTTS TIOBEHTUIALIL iCHy€e HaBiTh TOMi, KOJIX 3aCTOCOBYIOTH HAaWMEHIITy 03y JIiKapChKOTo 3acoby
,E[Iopore3iK® K TI0YaTKOBY Tepalliio, y MaIli€HTiB, IKi paHillle He TPOXOOUIN JTiKyBaHHS OMioifaMu,
0CO0JIMBO y MAlli€eHTiB JIITHLOTO BiKY Ta y Malli€HTIB 3 IOPYLIEHHIMY QYHKIIIN MediHKU a00 HUPOK.
TeHeHIlis PO3BUTKY TOJIEPAHTHOCTI € Pi3HO [/ Pi3HKUX MalieHTiB. [roporesik” peKOMeHIYEThC
3aCTOCOBYBATH IAlliEHTaM, B SKUX CIIOCTEPIraeThCsl TOJIEPAHTHICTE [0 omioimiB (ouB. po3min «Cmocid
3aCTOCYBaHHS Ta JO3W»).

[IpurHiyeHHs OUXaHHS.

Y meskux nalieHTiB MOXKe CIIOCTepiraTucs 3HayHe NPUTHIYeHHS OUXaHHS [IPU 3aCTOCYBaHHI
nnactupy Joporesik®. [Tali€HTiB ciif 06CTeXYBaTH [JIs BUSABICHHS IOIOHUX e(peKTiB.
[IpurHiYeHHS OUXaHHS MOXE IPOOBKYBATHCS i MicIs BUmaneHHs niaactupy doporesik®. YacToTa
BUIIQIKiB IPUTHIYEHHS TUXaHHS MiIBUIIYEThCS 31 30ibIIeHHSAM 103U TiKapChKOro 3aco0y
Iioporesik” (GuB. po3Min «Ilepemo3yBaHHSA»).



Omioigy MOXKYTh CIPUYUHUTY IOPYIIEHHS JUXaHHS YBi CHi, BKII0Yal04u lleHTPaJibHe allHOe CHY
(LIAC), Ta HiyHy rinokcito. 3acTocyBaHHS 0OmioifiB 36inbiye pu3uk po3BuTky LJAC mponopiiiiHo 1o
no3u. Crim po3rnsHyTH HeoOXigHICTh 3MeHIIIeHHS 3arajbHOI 103H OmioifiB marientam i3 IIAC.

Pu3uku npu o0HO4YacHoMy 3acmocyB8aHHi 3 denpecaHmamu yeHmpaavHoi Hepaosoi cucmemu (LIHC),
8K/H0UYA0YU ce0amueHi AiKapcvki 3acobu, maki sixk 6eH3o0iazeniHu abo momibHi sikapcwKi 3acobu,
a/nK020/1b Ma HapKOMuy4Hi 3acobu, wo npuzHivytoms [[HC.

OpHOYaCHe 3aCTOCYBaHHSA JIIKapChKOro 3acoby [roporesik” Ta ceaTHBHUX IIPeNapaTiB, TAKKUX K
6ensopmiaseninu abo momibHi mikapchKi 3acobu, ankoroab abo HapKOTUYHI 3aco0H, 110 TPUTHIUYIOTh
IJHC, Moxe npu3BeCcTH 00 CEOaTUBHOIO e(heKTy, IPUTHIYeHHS AUXaHHs, KOMU Ta JIeTaIbHOT O
Hacnmigky. Yepes 1i pu3uKy ONHOYACHE 3aCTOCYBAHHS CelaTUBHUX JIIKAPChKUX 3aC00iB MTOBUHHO OyTH
oOMexKeHe BUIMTaJKaMH, KOJIM albTePHATUBHE JTIKyBaHHS HEMOXKIIUBE. AKII0 IPUUHSTO PillleHHS PO
IpU3HaYeHHs TiKapChKoro 3acoby JJoporesik® omHOYACHO i3 CefaTUBHUMH JTiKapCHKAMHU 3aC06aMy,
CJIil BAKOPUCTOBYBATH HAMHUKYY eDeKTUBHY HO3Y, @ TPUBAJIICTh JTiKyBaHHS IOBUHHA OyTH SIKOMOTa
KOPOTIIIOIO.

3a CTaHOM IIali€HTIB CIifi yBaXKHO CIIOCTEPIraT 100 O3HAK Ta CUMIITOMIB IDUTHIYEHHS OUXaHHS Ta
cemarnii. ¥ 3B’sI3Ky 3 UM HAIIOJIETIMBO PEKOMEHIYEThCS iHPOPMYyBaTH MAIiEHTIB Ta 0Ci0, sIKi 3a HUMHU
OOTIISAAIOTh, IIPO MOXKIKBICTh BUHUKHEHHSI TaKMX CUMIITOMIB (OUB. po3min «B3aemomis 3 iHIIUMU
JiKapChKUMHU 3acob0aMu Ta iHIIIi BUAKM B3aEMOIiN»).

XpOHiYHI 3aXBOPIOBAHHS JIETEHIB.

Ioporesik” MoxKe COPUYMHUATY HU3KY TSXKKHX MOOIYHMX Peaklill y MalicHTiB 3 XpOHIYHUMH
OOCTPYKTHBHUMHU Ta iHIIMMHU 3aXBOPIOBAaHHSIMHU JIETEHIB. Y TaKUX MAIli€HTiB OIioigu MOXKYTh
3HUKYBaTH 30y[IKEHHS AUXabHOTO IEHTPY Ta IIOCUIIOBATH PE3UCTEHTHICTh BEHTUIIALII.

Po3snap, moB’sg3aHuii i3 3aCTOCYBaHHSAM OITiOIfIiB (3aJIe’KHICTh Ta 37I0BXKMBAHHS)

[ToBTOpHE 3aCTOCYBaHHSA JIIKapPCHKOTo 3aco0y JIroporesik” MoxKe IPU3BECTH [0 PO3Nafy, OB I3aHOT0
i3 3actocyBauHaM omioiniB (PTI30). Binbil BCOKa H03a Ta AOBIIA TPHBAIICTh 3aCTOCYBaHHS OIiOiMiB
MOXKYTh 30iIBIINTH PU3UK Po3BUTKY PI130. 3/10BXUBaHHA NTiKapChKUM 3aco6oM Jlroporesik® abo
HaBMUCHEe HellpaBUIbHE MOT0 3aCTOCYBaHHS MOXKe IIPU3BECTHU [0 Iepefo3yBaHHs Ta/abo JIeTaabHOTO
Hachigky. Pusuk po3sutky PII30 migBUIyETHCS Y MaLi€EHTIB 3 0coOuCTUM abo ciMeitHUM (6aThKH,
OpaTu i cecTpu) aHaMHE30M PO3JIafiiB, TOB’I3aHUX 3i 37TOBXKUBAHHIM IICUXO0AKTUBHUMHU PEYOBHHAMU
(BKJTIOYAIOUM pO371ady, TOB’s13aHi 3i 37I0BXKUBAaHHSIM alIKOT0JIeM), ¥ KYpPIIiB ab0 MaIlieHTiB 3 iHIMUMU
IICHXIYHUMU PO3jIaflaMy B 0COOUCTOMY aHaMHe3i (TaKUMHU SIK BEJTUKUYU NEelIPeCUBHUN PO3JIaf,
TPUBOKHICTh a00 po31amu 0COOUCTOCTI).

Ilepen moYaTKOM 3aCTOCYBaHHS JIiKapchKoro 3acoby [oporesik” i mif yac Teparmii mini Ta ma
IPUNIMHEHHS JTiKyBaHHS MTOBUHHI Y3ro[XKyBaTUCS 3 MallieHTOM (IuB. po3fin «Crocib 3acTocyBaHHS Ta
no3u»). [lepen moyaTKOM Ta Mif Yac JTiKyBaHHS IallieHT TaKOXK IIOBUHEH OyTH MOiHGOPMOBaHUM IIPO
pu3uK po3BUTKy Ta o3Haku PIT30. [TamieHTaM ciif mopaguT 3BePHYTUCS A0 JIiKaps IPU IOSBI IIUX
O3HaK.

3a cTaHOM Mallie€HTiB, SKi OTPUMYIOTh OMiOigHi MiKapCchKi 3acobu, MOTPiOHO crocTepiraTu 10m0
HasIBHOCTI 03HaK PI130, Takux SIK mMOBEeMiHKa, IIOB’sI3aHa 3 MOIIYKOM HapKOTUYHOTO 3aco0y
(HampuKIaf, 3aHAATO PaHHi 3aMUTH Ha OTPUMAHHS HACTYIHUX [03), 0COGIMBO MAIli€HTiB 3
IiIBUINEHNM PHU3UKOM TaKUX po3nafiB. CIOCTepeKeHHS BKIII0Ya€E OI[iIHIOBAaHHS OMHOYAaCHOTO
3aCTOCyBaHHS iHIIMX OIiOIMiB Ta ICHX0AKTUBHUX JTiKapChKUX 3ac00iB (Takux 9K GeH30gia3emninn).
Crig po3rnsgHyTH HeOoOXiTHICTh HallpaBIeHHS MallieHTa 3 03HaKaMu i cumnTomamu PI130 Ha



KOHCYJIbTAIIiI0 0 HapKoJora. [HpopMaIrito om0 IpUINHEeHHS 3aCTOCYBaHHS OIiOIfliB JUB. Y PO3Misi
«JIOBrOCTPOKOBi e(heKTH JTiKyBaHHS Ta TOJIEPAHTHICTh» HUXKYE.

Ilos2ocmpoko8i epekmu AiKy8aHHS Mma moiepaHmMHiCcmb.

Y Bcix mallieHTiB IIpy IOBTOPHOMY 3aCTOCYBaHHI OIIiOiIiB MOXkKe PO3BUHYTHUCS TOJIEPAHTHICTH O
3HebomoBanbHUX e(DEeKTiB, rimepanresis, ¢piduyHa i ICUXO0NOTiYHa 3a/IeKHICTh, TOMI K IIOM0 OEeSTKUX
no0iYHMUX peaklii, TAKUX SK COPUYMHEHUH OMioifaMu 3arop, PO3BUBAETLCS HETIOBHA TOJIEPAHTHICTE.
[ToBimoMnsnocs, 10 MallieHTH MOXYTh He BiT4yBaTH iCTOTHOT'O 3MEHIIIEHHS iIHTEHCUBHOCTI 60JII0 ITpU
TIOCTitHOMY [OBI'OCTPOKOBOMY JIiKyBaHHi OIioifaMu, 0COOIMBO MAIliEHTH 3 XPOHIUHUM O0jeM, He
II0B’s13aHUM 3 pakoM. I1if yac nikyBaHHS Ma€ OyTH 4aCTHM KOHTAKT MiX JliKapeM i mallieHToM [AJis
OLIIHKY HeoOXiIHOCTi IPOIOBKEHH TiKyBaHHS (IUB. po3ain «Crnocibd 3acTocyBaHHS Ta [03u»). Konu
Oyne MpUUHSATO PillleHHS PO BiICYTHICTh KOPUCTI Bifl MPOJOBXKEHHS JTiIKYBaHHS, CJIi[l TOCTYIIOBO
3HUXKYBATU [03Y OJIs1 YCYHEHHS CUMIITOMIB BiIMiHU.

He MoXHa pi3KO IPUIKMHATH 3aCTOCYBaHHS JIiIKapChKOro 3acolfy Hdoporesik” mamieHTy, GisuuHo
3aJIe2kKHOMY Bif omioimiB. CHHAPOM BigMiHM ITiKapChKOTro 3aco0y MOXKe BUHUKHYTHU IIPU Pi3KOMY
IPUNMHEHHI Teparii abo 3HuKeHHi 703u. [ToBimoMIIsIIoCs, 10 MIBUAKE 3HUKEHHS J03H JIiIKapChKOI0
3acoby Ixoporesik” y mamieHTa, (pi3uYHO 3a/1e2KHOTO Bif] OIiOIfiB, MOXKe MPU3BECTU OO CEPUO3HUX
CHMIITOMIB BifMiHU Ta HEKOHTPOIHOBaHOTO 600 (OuB. po3ainu «Crocib 3acTocyBaHHS Ta HO3W» Ta
«ITo6iuHi peakiii»). K10 naiieHT Oinbiie He TOTpebye Teparii, peKOMEeHIYEThCS IIOCTYTIOBO
3MEHIIyBaTH A03Y, 1100 MiHiMi3yBaTu CUMITOMM BigMiHuU. [T0CTYIIOBE CKOPOYEHHS 3aCTOCYBaHHS
BUCOKOI 103U MOXKe TpUBaTU THKHi a00 HaBiTh Micsui. CHHIPOM BigMiHM OMiOigHMX JTiIKaPChKUX
3ac00iB XapaKTepHU3yEThCSI TaKUMK CUMIITOMaMHu (BCiMa a00 messKMMU 3 HUX): HECIIOKil, ClTh030TeYa,
pUHOpes, 03iXaHHd, MiTIUBICTL, 03HO00, Mianris, Migpia3 i manemitamis. TakoK MOXYTh PO3BUHYTUCS
iHII cuMIITOMM, BKJTIOYalO4y [paTiBIUBICTE, 30yMKEHHS, TPUBOTY, TillepKiHe3io, TpeMop, C1abKicTs,
0e3COHHS, aHOPEKCiio, ClIa3MU B XKUBOTi, HyOTY, O/II0BaHHS, fiapelo, MiABUIIEHHS apTepialbHOTO0
TUCKY, 30ibIIIEHHS YaCTOTH OUXaHHS ab0 ceprebuTTs.

ITopyweHHsA 3 6OKY UeHMPAaabHOI HepPe8osoi cucmemu, 8KAHYAYU NI0BUW,eHHS
8HYMPIWHbOYEPENHO20 MUCK).

Iroporesik® CiIifl 3aCTOCOBYBATH 3 00€PEKHICTIO MAI[iEHTaM, SIKi MOXYTh GYTH 0COOIMBO Yy TIIHBAMHU
no migBuieHHs BMicTy CO,, TO6TO TaKuUM IallieHTaM, y IKUX CIIOCTePiranocs MmigBUIIeHHS
BHYTPIIIHbOYEPEIHOr0 THCKY, HOPYIIeHHs CBimoMocTi a6o KoMa. JJroporesik® moTpi6HO
3aCTOCOBYBaTH 3 00€peXkKHICTIO MallieHTaM 3 MyXJINHOI0 MO3KY.

[Mopy1eHHs 3 60Ky ceplis.

®eHTaHIN MOXKe CIpUYMHUTH OpaguKapmilo i, TaKMM YMHOM, MOTO CITiJ 3aCTOCOBYBaTH 3 06epeXkKHICTIO
nauiestaM 3 6pagiapuTmisamu.

ApmepiaabHa 2inomeH3sis.

Omioigu MOXKYTh CIPUYUHUTH apTepiaibHy TilnoTeH3it0, 0COOIMBO ¥ XBOPUX 3 TOCTPOIO TilIOBOIEMIEIO.
[cHyIOUy CUMIITOMaTUYHY TillOTeH3it0 Ta/abo rimoBosieMito NOoTPiOHO MPOTIKYBaTH [0 MTOYATKY
3aCTOCYBaHHS TPaHCAEPMaIbHOIO IIIACTUPY 3 GEeHTaHIIOM.

ITopyweHHA pyHKUII neviHKu.



Ockinbku GeHTaHin MeTabomi3y€eThCs 0 HeaKTUBHUX MeTa0O0IiTiB y IediHlli, MOPYIIeHHS QYHKIIl
IeYiHKY MOXKe IIPU3BECTH [0 3aTPMMKU BUBEIEHHS IIpenapary. Ko HalieHTH 3 MOPYIIeHHIM
yHKIUII meYiHKK OTPUMYIOTh JIiKyBaHHS 3aco6oM Jloporesik®, 3a ix CTaHOM CIIif] MUILHO
CIIOCTepiraTu [js BUSBIEHHS 03HAK TOKCUYHOCTI (eHTaHiTy Ta 3HU3UTHU O3y JIIKAPChKOT0 3aco0y
,'[[Iopore3iK® y pasi HeobOxigHOCTi (OuB. po3min «®apMaKoIOTiYHi BIaCTUBOCTI»).

ITopyweHHA PYHKUiII HUPOK.

Xoua He 0YiKy€eThCH, 110 NOPYIIeHHS (PYHKII1 HUPOK MOXKe MaTHé K/TiHIYHO 3HQYyIUI BIIJIUB Ha
BUBefleHHs GeHTaHiny, ciin 6yTu 00epekHUMHU, OCKINTbKY (hapMaKOKiHETUKY (eHTaHiny He
OLIiHIOBa/IM Y JaHol KaTeropil mami€eHTiB (quB. po3gin «®apMakKoIoTiyHi BI1acTUBOCTI»). JIiKyBaHHS
CJIiJ IPOBOJAUTH JIUILIE TOLI, KOJIM KOPUCTH [IEPEBUILYE PUIUKHU. HAKIIO MAl[i€eHTH 3 IIOPYLIEHHAM
¢yHKIil HUPOK NpuitMarTh JJoporesik”®, 3a HUMHU CIIi peTelIbHO HArIagaTH MO0 IOSIBH 03HAK
TOKCHUYHOI fil PpeHTaHiNy Ta y pa3i HeoOXigHOCTI 3MEHIINTHU 403y npenapaTty. [logaTkoBi 00MeXeHHS
CTOCYIOTHCS IAlliEHTIB 3 MOPYIIEHHSAM (PYHKII1 HUPOK, SIKi paHillle He IPOXOAWIN JTiKyBaHHSI
omioigamu (muB. po3min «Croci6 3aCTOCYBaHHS Ta [O3U»).

[IponacHUIIS/30BHILIHI IKepesia Tela.

KonnenTpanisi peHTaHiny Moxe 30iMbIIMTUCS IPH MiIBUIIEHHI TEMIIEPATYPHU IIKipU (IUB. PO3Min
«®apMaKoIOTiyHi BIACTUBOCTi»). TAaKUM YMHOM, 3a MAI[iEHTaMM 3 TapsuYKOoI0 IOTPiOHO PeTeIbHO
HarIAgaTy [Jis BUSBICHHS ONIOITHMX MOGIYHUX peakliil, a o3y Jroporesik® ciiij CKOpUIyBaTH B
pasi motpebu. IcHye MOXKIIUBICTh 3a/I€3KHOT0 BiJf TEMIIEPATyPH IifBUIeHHS PiBHS QeHTaHiny, KUl
BUBIJIBHAETHCA 3 IIJIACTUPY, 110 MOXKe IIPU3BECTU [0 IepEefo3yBaHHs i CMepTi.

Ycim nanieHTaM HeoOXiTHO YHUKATHU IIPSMOTO BIUIMBY 30BHIIHIX [IZKepesl Tellyla, TaKuX SK TPiNIKY,
eJIEKTPOKOBIPH, Fapsiyi BOASHI JTiKKa, HarpiBaibHi TaMITH, COMNSPii, 3acMaraHHs, IJISIIKKA 3 TapSII0I0
BOJI0I0, BAaHHHU 3 rapsiyolo BOJ0I0, CayHHU, [7KaKy3i, Ha Micllg artikKalii aacTupy JIIopore3iK®.

CepomoHiHo8ul CUHOPOM.

Crip 3 o6epexHicTI0 npu3HadaTy JJIoporesik” oqHOYACHO 3 IpernapaTaMy, sKi BILIMBAKOThL Ha
CEepOTOHIHEPriuHi HelpoMeiaTOPHi CUCTEMH.

MoXTMBU PO3BUTOK MOTEHIIIMHO HE0E3eYHOT0 AJIS JKUTTS CEPOTOHIHOBOTO CHHAPOMY Ha TIIi
OJHOYACHOT'0 3aCTOCYBaHHS i3 CEPOTOHIHEPTIYHMMHU JTiIKAPCHKUMHU 3ac00aMy, TAaKUMU K CeJeKTHBHI
inribiTopu 3BOpoTHOTO 3axomieHHs cepoToHiHy (CI33C) Ta ceneKkTHBHI iHTiOITOPH 3BOPOTHOTO
3axOIIJIeHHS CepOoTOoHiIHy-HOpaapeHaniny (CI33C/H), a Takox 3 IpellapaTaMy, SIKi 3HUXKYIOTh
MeTaboi3M cepoToHiHY (Y ToMy 4uci iHribiTopamu MoHoamiHOKcumasu (IMAO), HaBiTh 3a yMOBHU
3aCTOCYBaHHS PEKOMEHIOBAHUX 03 (OUB. Po3min «B3aemopmist 3 iHIMMU TikKapChbKUMU 3aco0aMu Ta
iHIIT BUOM B3aEMOIIN»).

CepOTOHIHOBUM CHHAPOM MOXKe BKIIOYaTH 3MiHM IICUXIYHOTO CTaHy (HalpHUKIIag aXKUTallilo,
rajonuHalil, KoMy), po3jafu BereTaTUBHOI HEPBOBOI CUCTeMU (HalpuKIaf TaXiKapmilo, KONUBaHHSI
PiBHS apTepiarbHOIO TUCKY, TiepTepMiln), HeMpoM'130Bi OPYyIIeHH (Hanpukiap rineppediekciio,
NIOpYIIeHHs KOOpAWHalil, pUTiAHICTh) Ta/ab0 MUIYHKOBO-KUIIKOBI CUMIITOMY (HallpuKiIag HYOOTY,
O0BaHHS, [iapero).

Crlifi IPUIKMHKTY 3aCTOCYBaHHA IIacTupy JJroporesik® Ipu mifo3pi Ha CePOTOHIHOBUI CHHIPOM.
B3aemo0ii 3 iHwumu Aikapcvkumu 3acobamu

IHeibimopu CYP3A4.



OpHOYacHe 3aCTOCyBaHHA muacTupy Joporesik® 3 inribiropamu muroxpomy P450 3A4 (CYP3A4)
MOXKe CIIPUYMHUTH MigBUIIEHHS KOHIIEeHTPallil GeHTaHiny B Iy1a3Mi KPOBi, 1110 MOKe ITOCUIUTH abo
TIOJIOBXKUTHU SIK TePAIleBTUYHY Mif0, TaK i moOiuHi peakilil Ta CIPUUYUHUTY Cepio3He MPUTHIUeHHS
muxaHHs. ToMy ofHOYAaCHe 3aCTOCYyBaHHS JIiKapchkoro 3acoby Jdmoporesik” ta inri6itopis CYP3A4 He
PEKOMEHAYEThCS, 3a BUHATKOM THX BUIIa[KiB, KOJIU O4YiKyBaHa KOPUCTH IlepeBaXkae MiABUIIEHUN
PU3UK BUHUKHEHHS MMOOIYHUX peakIlii.

He pexoMeH0BaHO HAK/IEIOBATH MEePIIKi INacTup Joporesik” mpoTAroM 2 [HIB MiCIsa NPUNHHEHHS
nikyBaHHS iHTi0iTopoM CYP3A4. OfHak TpUBaJIiCTh IPUTHIYEHHS OUXaHHSA MOXKe OyTH pi3HOMO, i As
nesikux iHri6iTopis CYP3A4 3 TpuBanmuM nepioqoM HamiBBUBEIEeHHS, HAPUKIIaM OIS aMiofapoHy, abo
IJIST TAKKUX Yaco3ajieXKHuX iHTibiTopiB, SIK epuTpoMiluH, inenanicu0d, HiKapauIliH Ta PUTOHABIP, MOXKe
OyTu noTpiOHUY HOBIIKY Mepiod Yacy. ToMy mepeq HaKJIel0BaHHSIM IIePIIOTOo IIacTupy [oporesik
CJIil 03HAMOMHUTHUCS 3 IHCTPYKIIi€IO [JI MEOUYHOTO 3aCTOCYBaHHS JIiKapCchKOro 3aco0y - iHribiTopa
CYP3A4 - mopo 1oro nepiofly HalliBBUBEAEHHS Ta TPUBAJIOCTI IPUTHIUYyBalbHOTO eeKkTy. [IalieHTy,
KM} OTPUMYE JIiKyBaHHs 3aco60M JIroporesik®, Cilifl 3a4eKaTd NpUHaiMHI 1 THXIEHb Micsa 3HATTSA
OCTaHHBOT'O MJIACTUPY Iepeq moYyaTkoM Teparnil iHribitopom CYP3A4. K0 HEMOXKIMBO YHUKHYTH
O[IHOYaCHOTO 3aCTOCyBaHHs macTupy Jioporesik” Ta CYP3A4, crip 3a0e3nednTy peTebHui
MOHITOPHHT I[0JI0 BUHUKHEHHS CUMIITOMIB IigBUIIEHUX ab0 IOIOBXKEHUX TePANeBTHYHUX e(DeKTiB i
no0iYHUX peakii ¢peHTaHiny (30KpeMa IpUTrHideHHS auxaHHs). Kpim Toro, y pa3i HeoOxifmHOCTI crif
3MEHIIUTH 003y a00 MPUIUHUTH 3aCTOCYBaHHS IIJIACTUPY Jllopore3iK® (muB. po3min «B3aemopmis 3
iHIITMMY NTiKapChbKUMM 3aco0aMu Ta iHIIT BUOKM B3aEMOIiii».)

Bunadkose 3acmocysanHsa naacmupy Jiopozesik”.

BumnapkoBe HakieloBaHHS (eHTaHIIOBOTO IIJIaCTAPY Ha WIKIPy TIOAWHY, SAKil BiH He IpU3HAUYEHUU
(ocob6nMBO MUTHHM), i 4ac CHY a0o TiCHOTO (pi3MYHOT0 KOHTAKTY 3 MAIliEHTOM MOXKe IIPHU3BECTH 10
nepeno3yBaHH4 omioigaMu. Cif HeraiHO 3HATH IJIaCTUP NIPX WOT0 BUMIAKOBOMY HaKJiel0oBaHHI Ha
Kipy (ouB. po3ain «Ilepemo3yBaHHS»).

ITayieHmu AiMHbO20 BIKY.

IaHi qocnifKeHb BHYTPIITHBOBEHHOT 0 3aCTOCYBaHHS (PeHTaHINy CBigqYaTh IIPO Te, 110 NallieHTH
JITHBOTO BiKy MOXKYTh MaTH 3HUXKEHUU KITipEHC, TOOBXKEHUY ITepiof HaliBBUBEOEeHHS i OyTH OiNbIil
YYTIUBHUMM [0 JIiIKapPChKUX 3ac00iB, HiXK MaIliEHTH MOJIOAIIOTO BiKy. fKIIO MaIliEHTH JIITHLOTO BiKy
OTPHMYIOTh JTiKapCchKuii 3aci6 [oporesik®, 3a ix CTaHOM CIIif peTenbHO HarIAfaTy [/ BUSABIIEHHS
03HAaK TOKCMYHOCTI (peHTaHiNy Ta 3HU3UTH [03Y JiKapChbKoro 3acoly [oporesik”® y pasi HeoOxigHOCTi
(muB. po3min «®apMakKOKiHETHKA).

Bniaue Ha WayHK0B0-KUWKOBY CUCTEMY).

Omioigu miABUIYIOTH TOHYC i 3MEHIIYIOTh IPONYILCUBHI CKOPOYEHHS TIaJKUX M A3iB IITyHKOBO-
KUIIIKOBOI'0 TPAKTy. B pe3ynbTarti Uh0ro 4ac LITyHKOBO-KUIIKOBOT'O IIePEX0AY IOO0BXKYETHCA, 110
Moxe OyTH MpUYMHOIO0 3anopy. [TamieHTam ciig peKoMeHayBaTH 3acobu mpodinakTUKYU 3amopy, a
TaKOXK IMOTPiOHO PO3TISHYTH HeOOXiIHICTh MpU3HauYeHHS IIPOHOCHUX 3ac00iB 3 TPodiaKTUYHOIO
MeTo10. Jlyke o6epexHo Cif mpu3HadaTy Joporesik” mamieHTaM 3 XpOHIYHUM 3aII0pPOM.
3acTocyBaHHs nacTupy Joporesik” ciif IPUNKUHATH IPU HASBHOCTI a60 Mimo3pi pO3BUTKY
napajliTUYHOl KUIITKOBOI HEIIPOXiAHOCTI.

ITayienmu 3 miacmeHie€r 2pasic.

MoXyTh CIIOCTEepiraTHCcs HeeminenTuyHi (Mio)KnoHiuHI peakiil. Ciig IposBaaTH 00€peXkHICTh IpH
JIIKYBaHHI XBOPHUX 3 MiaCTeHI€.



O0HouacHe 3acmocy8aHHA 3i 3MIWAHUMU d20HICMamu/aHmazoHicmamu onioiois.

OpHoYacHe 3acToCcyBaHHS OynpeHopdiny, Hanbydiny abo neHTa30LUKuHY He PEKOMEHIYEThCS (OUB.
po3nin «B3aeMopis 3 iHIIMMU JTiKapChKUMHU 3aco00aMu Ta iHIIi BUOYW B3aEMOTIN»).

Himu.

JZ[Iopore3iK® He 3aCTOCOBYIOTh [iTSIM, SIKi paHillle He OTPUMYBaIH JIiKyBaHHS OmioigaMu (OUB. PO3Min
«Crocib 3acTocyBaHHS Ta HO3W»). PU3UK PO3BUTKY TSKKOI a00 3arpO3/IUBOL AJIS KUTTS
TiNOBEHTHUIIAIII] iCHY€E He3aleKHO Biff 403X TPaHCAEPMaJbHOTO IJIaCTUPY J:[IOpOTe3iK®. He BuBuanocsa
3acTocyBaHH4 IacTupy Jioporesik® miTsam BikoM mo 2 pokis. [Tnactup JJioporesik” marieHTaM BiKOM
Bifi 2 POKiB 3aCTOCOBYIOTH TiIbKU IIPYU HAABHOCTI TOJIEPAHTHOCTI [I0 OMiOIIHUX aHa/IbTeTUKIB (OUB.
po3min «Croci6 3acToCyBaHHS Ta HO3U»).

IIns momepenKeHHs BUMAJKOBOI'0 MPOKOBTYBAHHS IIJIACTUPY HiThMH, CJIi[l 3BazKeHO 00UpaTH Miciie
HaKJIeI0OBaHHs IIacTupy Jroporesik” Ta KOHTPOJIIOBATH afresiio naacTupy (AuB. po3fin «Croci6
3aCTOCYBaHHS Ta JO3M»).

IHOyKoBaHa onioidamu 2inepasnzesis.

IapmykoBaHa omioimamu rinepanresis (IOT') - 1le mapafgoKcaabHa Peakilisi Ha Omioifu, Ipu SKik
CIIOCTePiraeThCs OCUIIEHHS CIPUMHATTS 6010, He3Baxayu Ha cTabinbHy abo migBuIneny
eKCIIO3uIIiI0 omioimiB. IIe Bigpi3HIETHCS Bifl TOJIEPAHTHOCTI, IPH SKif MOTPiOHI OiNIbII BUCOKI 703U
OTIi0IMiB [ MOCATHEHHS TOTO XK 3He60moBanbHOT0 epekTy abo NMiKyBaHHS peruauBiB 6omi0. IOT
MOXKe TPOSIBISATUCS Y BUTJISAAI IiABUIEHOTO PiBHS 0071i0, OiNbII TeHepati3oBaHoro 6010 (To0TO
MeHII (poKanbHOr0) abo 6010 Bifg 3BU4aHUX (TOOTO HEOOIHOBUX) IIOIPA3HUKIB (anoquHis) 6e3 03HaK
IIpOTrpecyBaHHs 3axBopioBaHHA. [1pu migo3pi Ha IO o3y omioifiB CITif MO MOXKIMBOCTI 3MEHIITUTH.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
Bazimuicme.

HeMmae mocTaTHiX maHWX LI00 3aCTOCYBaHHS JTiIKapChKOT0 3aco0y JlmporeaiK® BariTHUM.
HocrnigXeHHS Ha TBapHHAX II0Ka3allu JesKy PENPONYKTUBHY TOKCUYHICTh. [I0TEHUIMHUYN PU3UK [T
JIIOfle HeBiOMUM, OOHAK B iHIINX JIiKapCchKuXx hopmax (peHTaHis, 30KpeMa Ol BHYTPIIIHLOBEHHOT O
BBeIeHHS, IPOHUKAB uepe3 IlalleHTy. Bysu MoBiqoMIeHHS IIPO HOBOHAPOIXKEHUX i3 HEOHATAJIbHUM
CHHPOMOM BiMiHHM, MaTepi AKKX IIOCTIHO 3aCTOCOBYBasM IpenapaT Joporesik® y mepiop
BaritHOCTI. [[roporesik® He CIIif 3aCTOCOBYBATH IIif] YaC BariTHOCTI, 3a BUHATKOM IBHOI HEOOXiIHOCTI.

3acTocyBaHHS muactupy Joporesik® mif yac mONOriB He PeKOMEHAYETLCS, OCKIIBKY TiKapChKUi
3acib He MpU3HAYEHUH M7 TiKyBaHHS rocTporo abo micisomnepalliinoro 6010 (OUB. PO3Min
«IIpoTunoka3aHHs"»), KpiM TOro peHTaHiNI MIPOHUKAE Yepes IIAalleHTy i MOXe CIPUYUHUTHU
IIPUTHIYEHHS JUXaHHS Y HOBOHAPOIXKEHOTO.

T'odyeaHHA 2pydoio.

deHTaHII BUNINSAETHCSA B TPyAHE MOJIOKO i MOXKe CIPUYUHUTH Cefallilo/IPUrHiueHH JUXaHHI Y
HOBOHapOoAXKeHOoro. ['ogyBaHHs IPYAAI0 CIIi MIPUIIMHUTH i 4aCc 3aCTOCYBaHHS IJIaCTUPY
Izoporesik” Ta IPOTATOM IIOHAUMEHIIe 72 TONKH MiC/I BUNAIeHHS IJ1IaCTUpYy.

depmuabHiCMb.



Kniniyaux gaHux Moo BIINBY PeHTaHiny Ha GepTUIbHICTE HeMa€. [[esiKi foCigKeHHS Ha Iypax
BUSIBIIIA 3HUKEHY GEPTUIBHICTh Ta MigBUILEHY CMEPTHICTh eMOPiOHIB IPHU 3aCTOCYyBaHHI
NiKapchKOro 3aco0y Y TOKCUYHUX AJI CaMOK [03aX.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexdaHismamu.

Ioporesik® Moxe BIJIMBATH Ha PO3yMOBi Ta/a60 ¢isnuHi GyHKIII, HEOOXiAHI A1 BAKOHAHHS
TIOTEeHIIHO Hebe3meyHoi poOOTH, TaKol K KepyBaHHS aBToM0OiieM abo po6oTa 3 iHIIOK TEXHIKOIO.

Cnocib 3acmocygaHHsa ma 003u.
ITiob6ip do3u.

o3y mikapchbKoro 3acoby Ixoporesik” min6GupaoTh iHOMBiTyabHO, 3aJIe2KHO Bifl CTAHy MalliE€HTa; il
IOTPiOHO peryisipHO OLiHIOBATH IIiCJig HaKjeloBaHHS InacTupy. IIoTpibHO BUKOPUCTOBYBATH
HalHMKYy eheKTUBHY 003y. [InacTupi po3pobieHi TakuM 9YMHOM, 11100 B CHCTEMHUU KPOBOOOIT
BUBiNbHsANOCS 25, 50, 751 100 MKT ¢eHTaHiNy 3a roguHy, 10 CTaHOBUTH nmpubnusuHo 0,6, 1,2, 1,81 2,4
MT Ha g00y.

Bu6ip mo4aTKoBOI 103H.

IIpu mepIuoMy 3aCTOCyBaHHi F03Y JiKapchKoro 3acoby Jroporesik® migGupaioTh 3aleKHO Bifl pexKUMy
3aCTOCYBaHHS OMIOINHMX aHAIBI€THKIB. PEKOMEHIYEThCS 3aCTOCOBYBaTH J[10poresik” maimieHram 3
IIepeHOCUMICTIO 0mioifiB. Takox ciig OpaTu KO yBaru CTaH Malli€HTa, Macy Tina, BiK, CTYIiHb
BHCHaXKEeHHS Ta PiBeHb IEPEHOCUMOCTI OIiOIfiB.

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

Il71 BU3HaYeHHs NO3yBaHHA JIIKapChKOro 3acoly Joporesik” mpu nepeBefeHHi NalicHTa 3
nepopajbHuX ab0 BHYTPIITHLOBEHHHUX OIIOIfiB CyTim KepyBaTucs Tabnuieio «EKBiaHanbre THYHOI
KOHBepCil 103yBaHHA», SKa HaBeleHa HUXK4e. Y MofalblIoMy 003y MOXKHA TUTPYBaTH, 30iIblIyoun
abo 3MeHIIyI04YH Ha 25 MKT/TOf, AJd HOCATHEHHS HalHUK401l e(eKTUBHOI J03U 3aIeKHO Bif
BiATIOBimi Ha NTiKyBaHHS Ta OOJATKOBUX BUMOT [0 3HEOOJIEHHS.

ITamienTH, siKi paHille He IPHHEMa/IH OHiOITH.

4K npaBuUio, BUKOPUCTAaHHS TPaHCOEePMalIbHOTO (DeHTaHiIy nauieHTaMm, SKi paHille He IpAUMalu
OTIi0iM, He PEKOMEHAYEThCS. Y TaKuX BUIAIKaX, CHIi[l PO3TISHYTH albTePHATUBHI IIJIIXY BBEIEHHS
(mepopanbHU, TapeHTepanbHuit). 1115 3amobiraHHs mepeao3yBaHHs MallieHTaM, SIKi paHille He
IpHUiMany Omioigy, peKOMEHAYEThCS MifOupaTH HAMHUKYY TI0YaTKOBY 103y OIiOifiB HEraHOTO
BUBINTbHEeHHS (MOPQiH, rimpoMopd0H, OKCUKOIOOH, TPaMafoJl Ta KOfeiH) Ta TUTPYBATH ii, TOKU He Oy[e



MOCATHyTa [03a, eKBiBaJIeHTHa 25 MKI/TOJI TIiKapChKoro 3aco0y Joporesik”. 3rogoM maljieHTa MoXHa
TIepeBecTH Ha 3aCTOCYBaHHSA IIacTupy Joporesik” y mo3yBaHHi 25 MKT/TOf.

Y pasi Konu Ha MoYaTKy JTiKyBaHHS HeMa€e MOXKJIMBOCTi 3aCTOCOBYBATH IlepopasibHi OMioigHi miKapchKi
3aco0u Ta BUKOPUCTAHHS IJIaCTUDPY JZ[Iopore3iK® € €OVHUM BapiaHTOM [JIF JIIKyBaHHS IIAI[i€HTIB, IKi
paHile He MpUMaIK OMiOINY, 32CTOCOBYIOTh HAMEHIITy 103y JIIKapChKoro 3aco0y Hdoporesik”

- 25 MKr/rog. Y Takux BUINafKaX MallieHT MOBMHEH 3HaXOAUTHUCS IIifl peTeJIbHUM HaTrJISIgOM.
IcHYy€e pU3UK PO3BUTKY TSAXKKOI a00 3arpo3/IMBOI {71 KUTTS TilIOBEHTHUJISAI], HABiTh ITPX 3aCTOCYBaHHi
HaMHMKYOI 03U IIperaparTy MpHu iHilianbHilk Tepamii (nuB. po3minu «Oco0nMMBOCTi 3aCTOCYBaHHSA» Ta
«Ilepenmo3yBaHHSA»).

ExgiaHasbeemuyHa KoH8epcia 003YyB8AHHA

[l malieHTiB, AKi B JaHUM 9ac IPUKMMAIOTh OMiOIAHI aHaJbreTUKY, TI0YaTKOBY A0O3Y JiKapChKOT0
3acoby Iroporesik” moTpiGHO BU3HAYATH 3 OTJIsAy Ha HoOOBY 103y MOIEepeHiX aHaNMbreTUKiB. [I1s
PO3paxyHKy BifITIOBiAHOI MOYATKOBOI 034 MiKapCchKOro 3acoby JJioporesik®, moTpi6HO JOTPUMyBaTUCH
IHCTPYKIIii, HaBeleHUX HUXKYE.

1. [TippaxyiiTe nonepegHio fOOOBY 03y aHABI€TUKY (MT/OEHBD).

2.  TlepepaxyiTe 11e 3HaUeHHS B €KBiaHANbreTUYHY 24-TOOUHHY H03Y IIepOpaabHOr0 MOpPdiHy,
BUKOPUCTOBYIOUM Koe(illieHT MHOXKeHHS i3 Tabnuii 1 gis BifmoBigHOTo criocoby BBEJEHHS.

3. [ns BU3Ha4YeHHs M03yBaHHA mpemaparty Joporesik®, o BifIoBifae mimpaxoBaHii
eKBiaHaJIbreTUYHiM [060Bil 24-romuHHIN 1031 MopdiHy, BUKOPHUCTOBYIOTh Tabnulli 2 abo 3 TaKuM
YHUHOM:

a) TabnuIs 2 - [ BU3HAYEHHS NO3U JOPOCIUM IallieHTaM, SKi moTpelyioTh 3MiHM OIiOIIHOTO
aHaIbIeTUKY Ta SIKi MalOTh MEHII cTa0iNbHUM KITiHIYHNM cTaH (KoedillieHT mepepaxyHKy
IepopaabHOro MOpPGiHY y TpaHCHepManbHuM PpeHTaHin npubausHo qopiBHioe 150:1);

b) tTabnuis 3 - [719 BU3HAYEHHS N03W JOPOC/IUM IallieHTaM, IKi 3HaXOASIThCS Ha cTabibHOMY
pexuMi miKyBaHHS, 1110 70Ope mepeHoCUuThCs (KoedillieHT mepepaxyHKy IepopanbHOro Mopdiny y
TpaHcOepManbHu heHTaHin mpubnu3no gopiBHioe 100:1).

Tabnuis 1

Tabmuilg KoHBepCil J03yBaHHA: KoedillieHTH MHOXKEHHS IJIs llepepaxyHKy no00BOl 103U MOIepegHix
OTIiOIMHUX aHaIbTeTUKIB Ha eKBiaHA/IbreTU4YHY 24-TOOUHHY 03y IlepopanbHOTro MOpdiHy (mo3a y
Mr/mo0y IonepegHbOTO aHaIbTeTUKY X Koe(illieHT ekBiaHanbreTnyHa 24-rogvHHA [103a
IepopaIbHOTO MOPDiHY)

[TonmepenHin
OITioImHUN Crocib BBegeHHS KoediieHT MHOKEHHS
QHATBTeTHK
. [epopabHUU 1°
MOpDiH POp -
MapeHTepanbHUN 3
: CyOIIiHBaJIbHUMN 75
OynpeHopdin =
napeHTepaJlbHu 100




. epopabHu 0,15
KOJelH " 5
mapeHTepalbHuU 0,23
, ) epopabHUM 0,5
miamopdin DOp = v
apeHTepalbHUuU 6
. [epopanbHU -
dbeHTaHiN -
MapeHTepanbHUN 300
. [epopasibHuN 4
rinpomophoH >
pomopd TapeHTepasIbHUL 20"
: [epopasibHuM 1
KeToOeMinoH DOD =
napeHTepaJbHu 3
[epopabHUM 7,5
meBopdaHo Pop " T
napeHTepalbHUuU 15
epopajbHui 1,5
MeTaoH - 5
rapeHTepaJIbHuN 3
epopajbHu 1,5
OKCUKOJOH -
napeHTepaIbHUN 3
PEeKTanbHUMN 3
OKCHUMOPGOH - T
[apeHTepanbHUR 30
epopajbHul -
MeTUOUH " 5
apeHTepalbHuU 0,4
nepopabHu 0,4
TaleHTam0l -
napeHTepanlbHuU -
[IepopanbHAN 0,25
TpaMasion =
napeHTepaJbHu 0,3

* CiBBiIHOIIIEHHS TI€POPAIbHOTO Ta BHYTPIIIHEOM sI30BOTO I03yBaHb MOP(DiHy CIMPAETHCS Ha
KJTiHiYHMH [TOCBig 3aCTOCYBaHHS IallieHTaM 3 XpOHIYHUM 00JIeM.

* Ba3ylounch Ha JaHUX HOCIIXKEeHb OIHOPA30BOr0 3aCTOCYBAHHS BHYTPIMIHLEOM I30BOI JO3M KOXKHOI
PEYOBHUHY MOPIiBHSAHO 3 MOP(iHOM [J1s1 BU3HAUYEHHS BiTHOCHOIL cuny Ail. [lepopanbHi [03yBaHHA
BI[IIIOBiAIOTh PEKOMEHALIAM IIPU IIePeXofi 3 IapeHTePaIbHOTO IO IIePOPaIbHOT0 3aCTOCYBaHHS.

Tabmnuig 2

PekoMeHI0BaHa II0YaTKOBA [03a JIIKapchKoro 3acoby [Iroporesik”® Ha 0CHOBI 0G0BOI IepopaIbHOL
no3u MopdiHy (s mauieHTiB, AKi N0TpeOy0Th 3MiHM OIiOIAHOTO aHANIBreTUKY a00 SKi MeHII
KJTiHiYHO cTabinbHi: KoedillieHT IepepaxyHKy IepopanbHOro MOpdiHy y TpaHCAepMalbHuM HeHTaHin
npubau3Ho mopisHioe 150 : 1)

[TepopanbHa m060Ba mo3a Mopdiny (Mr/mooy) Mo3a mikapchkoro 3aco6y Joporesik”
(MKT/TOR)

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 IIepopaIbHOTro MOP(iHy 3aCTOCOBYBAIUCS Y XOMi KITIHIYHUX OOCHiAXKEHb AJIS
IepeBefleHHs Ha I1acTup Jooporesik’.

Tabmnuig 3

PekoMeH[0BaHa II0YaTKOBA [03a JIikapchKoro 3acoby Jioporesik® Ha 0CHOBi 060BOI IepopaIbHOl
mo3u MopdiHy (O malieHTiB, SKi 3HAXOAAThCS Ha CTabinmbHiN omioigHilk Teparmii, mo qobpe
IIePEeHOCUTHCS: Koe(dillieHT epepaxyHKy IIepopabHOro MOP(QiHy y TpaHCAepManbHul (eHTaHin
npubau3Ho gopiBaioe 100 : 1).

[lepopanbHa nobOoBa mo3a Mopdiny (Mr/mody) Mo3a ikapchkoro 3acoby Joporesik”®
(MKT/TOR)

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

[To4yaTKOBY OIIHKY MaKCHMaIbHOIO 3HeGOM0BANLHOr0 epeKTy macTupy Joporesik® He MOXHa
3po0UTU MEHII HiXk 4yepe3 24 roguHy Iicns anmikanii nmactupy. Llei IpoMizKOK 4acy 3yMOBIIEHHUH
IIOCTYIIOBUM IIiABUIIIEHHAIM KOHIIEHTPallil (heHTaHiTy B CUPOBATIi KPOBI MiC/Is ammikarii.

[7g ycminrHoro nepexony 3 OfHOTO IIperapaTty Ha iHIINYN monepeqHio 3He00II0BaIbHY Tepalriio
BiIMIHSIOTH IIOCTYIIOBO TIICJIS AIlTiKallil I09aTKOBOI f03u muacTupy Joporesik®.

[TinOip mo3wu i migTpuMyBasibHa Teparis.
[TmacTup crifg 3aMiHIOBaTH KOXKHi 72 TOIUHU.

o3y migbupaloTsh iHAUBiIAyaIbHO Ha OCHOBI IIOJEHHOT0 BUKOPUCTAHHS MOaTKOBUX aHAJIbI€THUKIB,



IIOKM He Oyjie BCTaHOBJIeHUY 0ajlaHC MiX OOCSATHEHHSIM HeoOXigHOTo 3HeOO II0BaHHS Ta
TIEPEHOCUMICTIO JIiIKyBaHHS. 3a3BU4al 3a OOUH Pa3 03y 30ilbIIYIOTE Ha 25 MKT/TOfI, OMHAK
HeoOXiTHO BpaxoByBaTH CTaH MallieHTa i moTpeby B momaTKOBOMY 3HeOOII0BaHHI (ITepopasbHa f03a
Mopdiry 90 Mr/noby mpubIKU3HO BifHOBigae f03i Tikapcekoro 3acody Hioporesik® 25 mxr/rop). ITicis
30inbIIIeHHS H03K MOXKe OyTH IMOTPiOHO 0o 6 MHIB IS OCSATHEHHS piBHOBAru Ipu HOBOMY HO3yBaHHI.
Tomy micrns 36inbIeHHS N03U MallieHTH IIOBUHHI 3aCTOCOBYBATH IIJIACTUD 3i 30i/IbIIIEHOI0 103010
IIPOTSATOM [IBOX 72-TOOWUHHUX IIPOMIXKKIB Yacy mepeq MofaIbIiIuM 30iIbIIeHHSIM 03U,

s gocaraenHs go3u noHaf 100 MKr/rog MoXKHa OTHOYACHO 3aCTOCOBYBATH KiflbKa IJ1aCTUPIB.
[TarienTaM mepioguyHO MOXKYTh OyTH HeoOXigHi JOJaTKOBI 03K aHAIbIe€TUKIB KOPOTKOYACHOI Ail mpu
BUHUKHEHHi PamToBoro 600, Y mesKux MalieHTiB MOXe BUHUKHYTH HEOOXigHICTh Y JOJaTKOBUX abo
allbTePHATUBHUX 3HE6O0II0BaIbHMX 3ac00ax IPX 3aCTOCYBaHHI MO3K JIiKapChKOro 3acoly oporesik®,
mo nepesuinye 300 MKr/rog.

3a BiICYTHOCTI afeKBaTHOTO 3HEOOJIEHHS CJIifi BpaXOBYBaTH MOXKJIUBICTh Tinepanresil, TOJIlepaHTHOCTL
Ta MPOTrPeCcyBaHHsS OCHOBHOI'O 3aXBOPIOBAHHS (IUB. po3in «OCOOIUBOCTI 3aCTOCYBAHHSI»).

fAK1r0 micns ammikailil T09aTKOBOI [O3U afeKBAaTHOT0 3HEOOII0OBAHHS HE MOCATHYTO, IJIAaCTUP MOXKHA
3aMiHUTH Yepe3 48 roguH Ha IUTACTHUP 3 TAKUM CaMUM OO3YBaHHSAM ab0 30iNbIINTH H03y Yepe3
72 TOOWHMU.

Akio icHye HeoOXimHICTh 3aMiHU IIACTUPY (HalpUKiaf, MIacTUpP He TPUMAEThCS) 00 72 TONUHH,
IIJIACTUP 3 TAKOIO CaMO CHJIOO [ii MOTPiOHO po3MicTUTH Ha iHImii minsgHIi Tina. Lle B cBoio yepry
MOXKe MPU3BeCTH 1o 30inblIeHHST KOHIIeHTpalil peHTaHiny B KpoBi (AuB. po3ain «®apMaKoJIOTiuHi
BJIACTUBOCTI»), Y TAaKUX BUIIa[IKaX CJIif] peTeJIbHO KOHTPOJIIOBATU CTaH Ialli€HTa.

Tpusasicmb ma yini AIKY8aAHHA.

[lepen MOYATKOM 3aCTOCYBAHHS JIIKApChKOro 3acoly [doporesik” CIlif y3rONUTH 3 MaIi€HTOM
CTpaTerito JIiKyBaHHS, 1110 BK/II0Ya€ TPUBAJIICTh Ta LiJIi JIIKyBaHHS, @ TAKOX IIJIaH NPUIIUHEHHS
JIiKyBaHHS BiIMOBIAHO 0O KEPiBHUX IMPHUHIUIIB IIof0 3HeboneHHd. [1if yac nikyBaHHS Ma€ OyTu
YacTUM KOHTAKT MiX JTiKapeM i malieHToM OJIsl OLiHKY HeoOXiZHOCTi IPOAOBXKEHHS JTiKyBaHHS,
MOLIJIbHOCTI MPUIIMHEHHS TiKyBaHHS Ta, SIKIIO0 HeoOXiqHO, KOPUTYBAHHS M0O3H. 3@ BiICyTHOCTI
ameKBaTHOTO 3HeOOJIEHHS CJIifl BpaxoBYBaTH MOXKJIUBICTH Tilepanresii, TOJIEPaHTHOCTI Ta
IIPOTPeCYBaHHS OCHOBHOTO 3aXBOPIOBAHHS (OUB. Po3in «OcoOIMBOCTI 3aCTOCYBaHHSI»).

[IpunuHEHHs 3aCTOCYyBaHHS mpemnapaTy Joporesik®.

IIpu HeoOXimHOCTI IPUIMHEHHS 3aCTOCYBaHHs Ipenapaty JJoporesik® 3aMiHa JaHOro IpemnapaTy
iHIMMMY omioimaMu IMOBUHHA BiTOyBaTUCS IOCTYIIOBO, TOYMHAIOYY 3 HU3BKOI 03U 3 MOBITBHUM
nifBuieHHaM. Takuil pekuM 3aMiHM NpenapaTiB HeoOXifHUM Yepe3 MOCTYIIOBE 3HUKEHHS
KOHIIEHTpalil (eHTaHiny Mmicas BUfaNeHHs mIacTupy Jioporesik”®, 3HUKeHHs KOHIIEHTPAaIlil
benTaHiny B cupoBatiii KpoBi Ha 50 % TpuBae 20 romgun abo Ginbine. BinMina omioigHoi aHanbresii
3aBXKAM Ma€ OyTH MTOCTYIIOBOIO [Jig IoTepeIKeHHs PO3BUTKY CUHAPOMY BigMiHHU (IUB. PO3AiNU
«OcobnmuBocTi 3acTocyBaHHs» Ta «I100iuHi peakiii»). IToBimoMIsnIoCs, 110 MBUAKE MIPUTMHEHHS
3aCTOCYBaHHS OIiOIMHUX aHAIbTeTHKIB V MAIlEHTIB, SKi (Pi3MYHO 3asieXKHi Bif OMioiAiB, MIPHU3BOOUIIO
10 CEPMO3HUX CUMIITOMIB BifMiHUM Ta HEKOHTPOJILOBAHOT'0 00/I0. 3MEHIIIEHHS 03U TOBUHHO
Oa3yBaTuCs Ha iHOUBiOYyalbHil [03i, TPUBAJIOCTI JTiKyBaHHS Ta peakilil maiieHTa Ha 6ifib, @ TAaKOXK Ha



HasIBHOCTI CUMIITOMIB BifMiHu. [TamieHTaM, gKi OTpPUMYIOTH JIiIKyBaHHS IPOTSITOM TPHUBAJIOTO 4Yacy,
Moxke 6yTu moTpibHe GiNbIll MOCTYIIOBE 3HUXKEHHS H03U. [[Jd MallieHTiB, SKi OTpUMYyBasy JTiKyBaHHS
IIPOTSITOM KOPOTKOTO Iepiofly, MoxKe OyTH PO3TISHYTUM MBUIMINH rpadik 3HUKEHHS J03H.

CuMIITOMH BiMiHU OIiOiMiB MOKYTb 3'SIBISTHCS V [esSKUX MMAIli€HTIB Mic/Isg 3aMiHu mpemapaTty abo
3MEHILEeHHS [03U.

Tabmuui 1, 2 Ta 3 BUKOPUCTOBYIOTH JIUIIIE 151 TepPePaxyHKY NO3YBaHHS IIPU IePeXofi 3 iHIImX
OIiOIOHUX aHAJbreTHKIB Ha [[roporesik®, a He IpH Iepexoni 3 JiKyBaHHs mactupeM [doporesik” Ha
iHIII OMiOigHI aHANIBTeTUKHY 3 METOI0 YHUKHEHHS HelIPpaBUIbHOTO PO3PaxXyHKYy AO3yBaHHS Ta
MOXKJIUBOTO IIepel03yBaHHs.

Ocob.ausi kamezopii nauieHmis.

ITayieHmu AiMHbO20 BIKY.

3a malieHTaMH JITHBOTO BiKy, sIKi OTpUMYIOTh [J0poresik”, CIIif BECTH PeTeNbHUN HATTIA[, 103y CIIif
ninOupaTy iHOUBiAyaIbHO, 3aJIE2KHO Bifl cTaHy malieHTa (quB. po3ainu «OcoOnIuBOCTI 3aCTOCYBaHHI»
Ta «PapMaKoIoriuyHi BIacTUBOCTI»). [lallieHTH JITHBOTO BiKY, SIKi paHillle He IPUIMaJIH OIMiOIgY, He
IIOBUHHI TpUUMaTH JZ[Iopore3iK®, 3a BUHATKOM BUIIaKiB, KOJIX OYiKyBaHa KOPUCTH [IEPEBUILYE
MOTEHIIINHI PU3UKU. Y TaKUX BUIAAKaX CJIif PO3TJISHYTHU [JIgd I0YATKOBOIO JIIKyBaHHS TiJIbKU
mo3yBaHHS 12 MKr/rop* nuB. iH}. HUXKUE.

ITauieHmu 3 nopyweHHAM PYHKUIlU HUPOK Mda neyviHKU.

3a malieHTaMu 3 OPYIIeHHSAME QYHKIIIM HAPOK Ta MEYiHKU CIIifl BECTH PETEIbHUM Harjsah, a o3y
ciip migbupaTy iHAMBiAyaNbHO, 3a7IeXKHO Bif CTaHy MallieHTa (IuB. po3pinu «OcobnuBoCTi
3acTocyBaHHSA» Ta «®apMaKOJIOTi4Hi BIaCTUBOCTI»).

[NTauieHTH 3 MOPyILIEeHHSAMU (QYHKIIIM HUPOK Ta MeYiHKY, SKi paHille He IpUMay omioigu, He
TOBMHHI npuiiMaTu [roporesik®, 3a BUHATKOM BUIIAMIKiB, KOJIK O4YiKyBaHa KOPUCTh [IEPEBUIIyE
MOTEHLIHI pU3UKHU. Y TaKUX BUMAAKaX CIIif PO3TISHYTH [AJIS IOYATKOBOTO JIIKyBaHHS TiIbKU
no3yBaHHS 12 MKr/rom* ouB. iH}. HUXKYE.

Himu.

ITauienmu g8ikom 8i0 16 pokis.

Crig kepyBaTuCsa peKOMEeHAalliIMU 100 OO03YBaHHS IJI HOPOCIIUX MallieHTiB.
ITauienmu s8ikom 8i0 2 do 16 pokis.

[Tnactup [Joporesik® 3aCTOCOBYIOTH NAI[i€HTaM BiKOM Biff 2 0 16 POKIB TiNbKH IPH HASBHOCTI y HUX
TOJIEPAHTHOCTI 0 OIiOiMHMX aHaIbIe€TUKIB Ta MPU MONEPEeIHHOMY 3aCTOCYBaHHi aHaIbT€TUKIB ¥ HO3i,
eKBiBaJIeHTHi# IoHaliMeHIIe 30 MT iepopaibHOro MopdiHy Ha noOy. Y pa3i nepeBeneHHS Malli€HTIB
MUTSYOTO BiKY 3 MepopasbHKX a0o0 MapeHTepaabHuX Omioinis Ha [roporesik® [ BU3HAYCHHS
M03yBaHHA CIIifl KepyBaTucs Tabnuiern 1, a peKoMeHpallii A/ BU3HAUYeHHs [03yBaHHsA [Joporesik”
Ha OCHOBI 1060BOI IepopasbHOi 03U MopGhiHy BUKIafieHO Y Tabmui 4.

Tabnuus 4

PekoMeHIOBaHa [103a JiKapchKoro 3acofy Joporesik® A mited' 3amexHo Bif [060BOI IepopaIbHOi
no3u Mopdiny’.



[lepopanbHa noboBa mo3a Mopdiny (Mr/mody) Io3a nikapcekoro 3aco0y Jioporesik® (MKr/rox)
30-44 12* nus. iH(. HUXKUYE
45-134 25

1 TlepepaxyHOK [JIst {103, 1[0 [EPEBUILYIOTh 25 MKI/TOf TiKapchkoro 3acofy [roporesik®, mis mitei
BifIOBifla€ mepepaxyHKy OJIs1 HOPOCUX TAIliEHTIB (OuB. Tab. 2).

2 HaBepneni mo6oBi mo3u mepopanbHOro MOPQiHy 3aCTOCOBYBAIUCS Y XOi KITiHIYHUX OOCITigXKeHb I
TnepeBefeH s Ha miacTup Joporesik”.

[Tig yac OBOX MefiaTPUYHUX OOCTigXKeHb He0OXiIHY H03y TpaHCHepPMabHOTO IacTUupy GeHTaHiTy
po3paxoByBasiid KOHCepBaTUBHO: Bif 30 o 44 Mr nepopanbHOro Mopdiny Ha fieHb ab0 eKBiBaJIeHTHY
03y OMioIAiB 3aMiHIOBaNIX OFHUM ITacTupeM Joporesik® y o3yBaHHi 12 MKr/rog* ous. iH. HUXYe.
Criig 3a3HAUUTH, 110 TaKUM IlepepaxyHOK MOXKHa BUKOPUCTOBYBATHU JIMIIe IIPY IIepeBefeHH] Nali€HTiB
3 mepopaibHOro Mopiny (a6o ekBiBameHTHOro 3aco0y) Ha mnactup Joporesik”. He MoxHa
BMKOPUCTOBYBATU JaHUM CII0Ci0 AJIs TepepaxyHKy AO3yBaHHS IIPU IIepexofli 3 TpaHCAepMalbHOTO
(beHTaHiTy Ha iHII OMiOigHI aHa/TPTE€TUKY Yepe3 MOKIIUBICTh Iepef03yBaHHS.

AHanpreTHyHMH epeKT Iepuol fo3u miactupy Joporesik® Moxe He OyTH ONTHMAILHUM IPOTATOM
nepmux 24 roguH. ToMy IpoTATroM nepiux 12 rongus miciid mepexony Ha 3aCTOCyBaHHS IIaCTUPY
Iroporesik” marieHT Mae OTPUMYBATH MOIepeHI0 3BUYaiHy 03y 3HeO0III0BaNILHOr0. Y HaCTYIHI
12 ropuH 11i 3HE60M0BaNbHI 3aC06M MOXKHa 3aCTOCOBYBATH 3a KJIiHIYHO0 MOTPeboio.

PexoMeHIy€eThCS CIOCTEpPiraTé 3a MalieHTOM IPOTIroM L[oHalMeHIle 48 TOAWH MiC/Is MOYaTKy
Tepamii mnactupem [Jroporesik® aGo 4o migbopy MO3K 0[O0 PO3BUTKY HebakaHuUX peakilii, sKi
MOXKYTh BKJIIOYATH TiOBEHTUNIALIO (IUB. Po3Ain «OcoO6MMBOCTI 3aCTOCYBaHHT»).

Iroporesik” He CIIif 3aCTOCOBYBATH AiTAM BiKOM [I0 2 POKiB, OCKiNbKHU Ge3neka Ta epeKTHBHICTD
3aCTOCyBaHHS [JIS1 TaKOl KaTeropil mallieHTiB He BCTAaHOBJIEHi.

[TinOip mo3wm i migTpuMyBanbHa Teparmis 014 dimetl.
[TmacTup crifg 3aMiHIOBaTH KOXKHi 72 TOOUHU.

o3y migbupalioTs iHAUBIAyaIbHO, JOTPUMYIOUYKCH OalaHCy MiXK JOCATHEHHIM He0oOXiIHOTo
3He0O0/II0BaHHS Ta IEPEHOCUMICTIO JIiIKyBaHHS.

IJo3yBaHHS He MOXKHa 3MiHIOBaTH Y IPOMiXKKM 4acy, MeHIII 3a 72 roguHu. fAKIIo 3HE00II0BAIbHOTO
epeKTy He JOCATHYTO, CIIiJl BBOOUTH [ONATKOBi 3HeOO0 I0BaIbHI 3ac00u, Taki sk Mopdin abo omioigu
KOPOTKOCTPOKOBOI [iil. 3ayiexkHo Bif mogaTKoBux noTped y 3He60si0BaHHi i 60IbOBOT'0 CTAHY IUTHHH,
MOXKHa IPUMHSATH pillleHHs npo 306inmbiieHHs 0o3u. o3y noTpibHo 30inbmyBaTy Ha 12 MKr/rog* nus.
iHnd. HUXKYeE.

* [Ins1 mOCATHEHHSI HeoOXigHOTO NO3yBaHHS CJIifl 3aCTOCOBYBATH BifITIOBIAHY JTiKapCHKY GopMy 3
BiZITOBiIHMM BMiCTOM [if040l PEYOBUHHU.



Cnocib 3acmocy8aHHs.
Iroporesik” mpu3HavyeHuH A9 TPAHCAEPMAIbHOTO 3aCTOCYBAHHS.

Iroporesik” Ciif HAHOCHTH Ha HEHOpa3HeHy Ta HeopPOMiHeHY IJIOCKY MiISHKY IIKipu TynyOa a6o
BEPXHIX YaCTHUH PYK.

MarneHbKUM OiTSM 718 HaKJeloBaHHS IJIaCTUPY CIIif 00MpaTH OiITHKY BEPXHbOI YaCTUHY CIUHU OIS
MiHiMi3alil pu3uKy 3HATTS MJIACTUPY OAUTUHOIO.

Ins anmikailii peKoMeHOyeThCsl BUOMpPATH Miclie 3 MiHiMallbHUM BOJIOCSTHUM IIOKpHBOM. [lepen
arTiKalliero BOJIOCCsS Ha Micli ammikarii cmip 3icTpurtu (He 306puBaTH). JAKINO mepeqn HaKJIeI0BaHHIM
IJIaCTUPY MicIle artiKallii HeoOXiZHO BUMMTH, TO 1ie CJIif 3p00UTH 3a JOIIOMOT0I0 YucTol Bogu. He
CJIil BAKOPUCTOBYBATH MUJIO, JIOCBHOHHM, Macya abo iHIi 3aco0u, OCKiTbKM BOHM MOXKYTh
nopa3HIOBaTH IMIKipy a0o 3MiHIOBaTH 1i BMacTUBOCTI. [lepen amikalli€io mKipa moBuHHA OyTH
abcommoTHO cyxoto. [TnacTup ciif orasgHyTH Iepeq 3acTocyBaHHSIM. Po3pisani, posipBani abo
IOIIKOIKeHi OyIb-IKUM YHHOM IIJITaCTUPi He 3aCTOCOBYIOTHCS.

Ioporesik” Ciif HaKIEBATH Ofpa3y IiC/Is BiGKPUTTS 3anasHoro nakera. 11106 gicTaTu miacTup
Izoporesik” i3 3aXUCHOTO NaKeTa, CIIif 3irHyTH MOr0 IO MITIIi YIIPOAOBXK HaApi3y (po3mimieHa
o013y KiHYKMKa CTPIJIKM Ha SIPIUKY IakeTa) i moTiM 06epekHO Po3ipBaTH MaTepiaj nakeTa.
Po3sipBanuii makeT NOTPiOHO BiIKPUTH Tak, IK BiIKPUBAETLCA KHUTa. 3aXMCHa IIJIiBKa Ma€ po3pis
nmocepenuHi. [ImacTUp CIifl CKTaCTX HABIIiJI TOCEPEINHI Ta BUNATUTH KOXKHY ITOJIOBUHY 3aXUCHOI
ITiBKY, HE TOPKAIOYHCh HAJBLSIMHU [0 JIUIKOI CTOPOHM ITACTUPY. Ilicis BugameHHs: 000X YaCTHUH
3aXMCHOI IJTiBKY IJIACTUP TPaHCOePMabHUHM HEOOXiTHO IIiTbHO MPUTUCHYTH JOJIOHEI0 J0 MicIst
amikanii Ha 30 cexyHa. Crif mepeKoHaTUCh, 1[0 CUCTEMaA IIiJIbHO IIPUJISTa€e A0 IKipH, 0COBIHUBO I10
Kpasx. [licisg npoBefeHHs NPOLEenypPy BUMUTH PYKU YUCTO BOJOIO.

Ioporesik”® po3paxoBaHuil Ha Ge3nepepBHE 3aCTOCYBaHHs IPOTAroM 72 rogud. HoBuii miacTup
OTPiOHO HaK/IeIOBaTH Ha iHINY AiNITHKY LIKipU IMicIis 3HATTS BUKOPHCTAHOTO IIacTupy. Ha oguy i Ty
caMy [UIAHKY IIKipY IJIaCTUP MOXKHA HAKJIel0BaTHU JIUIle 3 IHTEPBaJIOM y KiJIbKa [HIB.

Himu.

I[Tnactup [doporesik” 3acTOCOBYBATH AJIS JOBIOTPUBAJIOL TepaIliil TAKKOr0 XPOHIYHOr0 GO0 MiTIM
BiKOM Bif] 2 POKiB, sIKi OTPUMYIOTb JIiIKyBaHHS OIiOIAHUMY aHaJIbreTUKaMH.

ITepedo3ysaHHA.

Cumnromu. [TposiBoM nepero3yBaHHS (GEHTaHIIOM € IOAOBXKEHHS WOT0 (hapMaKOJIOTidHOIl Ail,
HaM6iTbII cepilo3HM HACTINOK - MPUTHIYeHHS AuxaHHs. [Ipu mepemo3yBaHHi GeHTaHiIy TaKoXK
CIlocTepiranacs TOKCUYHa JelKoeHIedanonaTis.

JlikyBauHs. [I7151 TiKyBaHHS MPUTHIYEHHS OUXaHHS HeTalHi 3axoqu 6e3meKu BKII0YaTh
SIKHAWIIBUAIIE BUAATIEHHS IIJIacTUPYy, GisuyHy Ta BepOasibHy CTUMYIISIIIO nalienTa. [JaHi 3axonu
MOXKHa JOTIOBHUTHU BBEJEHHIM CIeLU(PigYHOTO aHTArOHIiCTa OMiOlfiB - HAaJIOKCOHY. [IpUrHideHHS
IVXaHHS TiCIg Iepefo3yBaHHs Moxke OyTH JOBIIKM, HiXK TPUBAJIICTD Mil OMiOITHOTO aHTaroHiCTa.
Cnig peTenbHO 00MpaTH iHTEPBaa MiX BHYTPIiIIHLOBEHHUM BBEIEHHSIM 03U aHTArOHICTa, MOXKe
BUHUKHYTHU HEOOXiHICTh Y TOBTOPHOMY BBefleHHi ab0 momoBKeHHi iH(y3ii HaTOKCOHY Yepe3



IIPOMOBXKEeHHs abcopOiil peHTaHiNy 3i MKipu micas BUOANeHHS IIaCTUPY. SHUKHEHHS
aHAIBTeTUYHOT0 e(PeKTy MOKe IMPU3BECTH [0 PO3BUTKY Pi3KOro 60IHOBOT0 HAMady i BUBITbHEHHS
KaTeX0JIaMiHiB.

fIKIII0 IIbOT0 BUMArae KJliHiYHa CUTYyallis, cllig 3a0e3meYnuT MOXK/IUBICTh QUXAHHS Ta KOHTPOTIOBATH
1Oro nigTpuMKy. HagxonKeHHSI KUCHIO CJIif 3[iiCHIOBATH Yepe3 POTOrJIOTKOBUY AUXaIbHUU LIJISIX
abo 3a [OIIOMOT010 eHI0TPaxeasnibHOl TPYOKH Iif MOCTiHUM KOHTPOJIEM, @ TaKOXK IIPOBOAUTH
IOIMOMIXKHY IITY4YHY BeHTUJISALI0 JIeTeHb ¥ pa3i HeoOximHocTi. HeoOxifmHO migTpuMyBaTH ageKBaTHY
TeMIIepaTypy Tijla Ta BBeJEHHS PiguHU. JKIII0 PO3BUBAETHCS TSIXKKa a00 cTabinbHa TinoTeHsis, ciif
BpPaxoByBaTH rinmoBosiemito. CTaH CJIifi peryiIioBaT apeHTepaJbHUM BBEIE€HHSIM BillIOBIIHOI PiTUHU.

ITobiuHi peakuii.

Be3smneka nikapchkoro 3aco6y [Joporesik® ominoBanacs y 1565 gopocnux Ta 289 miTel, aki Gpanu
yuacTb y 11 KmiHiuHMX BUITPOOYBaHHSIX 3aCTOCYBAHHS 3ac00y A1 JIiKyBaHHS XPOHIUHOT0 001TI0, SIK
II0B’S13@HOTO, TakK i He MOB’3aHOT0 3 OHKOJIOTIYHUMH 3aXBOpPIOBaHHAMHU. KoXKeH cy0’'eKT JOCTiIKeHHS
OTpUMaB IoHalMeHIIle ONHY 03y JIiKapChKOTo 3aco0y Ta MaB BiAnoBigHi maHi 3 6e3neku. 3a
00’emHAHUMMY JaHUMU 3 Oe3MeKHu IIUX KIiHIYHUX BUTPOOyBaHb, HeOaKaHUMHU PEaKIlisiMHU, 110
crocTepiranucs Hawvacrimre (= 10 % Bunapakis) 6ynu: HymoTa (35,7 %), 6mioBanHs (23,2 %), 3a10p
(23,1 %), cornnmuBicTth (15,0 %), 3amamopouenHs (13,1 %), ronoBuwui 6inb (11,8 %).

[To6iuHi peaxiiii, mPo SKi MOBIJOMIISJIOCS i Yac IIUX KITIHIYHUX JOCTiAKEHb Ta IPOTATOM
IIOCTMapKETUHTOBOTO CIIOCTEPEKEHHS, HaBe[eHOo Y Tabmuili 5.

He6azxaHi mo6iuHi peakilii po3nofineHi 3a CUCTEMOIO OpraHiB Ta 3rPyMoOBaHi 3a YaCTOTOIO: yxkKe
yacTto (=1/10); gacto (=1/100 mo <1/10); HewacTo (=1/1000 mo <1/100); pigko (=1/10000 mo
<1/1000); myxe pigko (< 1/10000); HeBigoMO (HEMOXKIMBO BCTAHOBUTHU YaCTOTy 3 HAsIBHUX JaHUX).
[ToOiyHi peak1ii 3rpymoBaHi 3a CUCTeMaMU OPTaHiB Ta B MOPSAKY 3MEHIIEeHHS CePUO3HOCTI B MeXkKax
KOJKHOI KaTeropil 4acToTH.

Tabmuig 5
[ToGiyHi peakiiii y JOpPOCINX Ta HiTeH.
Iyxe 9acTo [4acTo [Hewacto [Pizko [Hesigomo
3 60Ky iMYHHOI cucmemu
[inep4yyTIuBiCTh AHadinakTUUHUN
I110K,
aHa(imakTU4HI
peaxirii,
aHadinakToigHi
peaxtii
[FHOOKPUHHI po31adu
AHIpOreHHa
HeOOCTAaTHICTD
MeTab01i3M i OPYIIEHHS TPaBJIEeHHS
[AHOpEKCis |




[Icuxiuni po3nagu

- be3coHHS, ASKUTAllis, [emnipin,
mempecisi, TPUBOTA, |He3opieHTaris, 3aJIeKHICTD
CILJIyTaHICTh eiiopis
CBiOMOCTI,
TaJIIOMHAIII
3 60Ky HEPBOBOI CUCTEMH
COHIUBICTS, [Tpemop, [imecTesid, cymoMu
3allaMOpOYeHHs, [napecTesis (BKIIO4a04n
TOJIOBHUIM GiNh KJIOHIYHI CygoMu Ta
BEJTUKUHI
eIieNTHYHUN
Halazm), aMHe3sid,
IPUTHIYeHHS
CBiOMOCTI, BTpaTa
cBimoMoOCTi
3 00Ky opraHiB 30py
| [PosmurticTs 30py  [3Byx)enns sinume |
3 60Ky opeaHie cayxy ma eecmubya5pHO20 anapamy
[Bepruro | |
3 00Ky CeplieBOi CUCTEMHU
BinuyTTa bpapukapmis,
cepuebuTTs, 1iaHO3
Taxikapmisd
3 60Ky cyOuHHOI cucmemu
ApTepianbHa ApTepianpHa
rinepTeHsis rinoTeH3is
3 00Ky [IMXaIbHOI CUCTEMU
[lucoHOoe [IpurHiveHHS ATTHOE, bpapumnaoe
NVXaHHS, TiTOBEHTUIIALIS
pecnipaTopHUU
IMCTPEC-CUHOPOM
3 00Ky TpaBHOI CHCTEMU

Hynorta, 6moBanHs, |[Jiapes, cyxictpy  |KumkoBa HacTkOBa KUIIKOBA
3a11op POTi, Oinb ¥ KUBOTI, [HEITPOXiOHICTH, HEPOXiOHICTh
Oinb y BepXHiA nucoaris
JaCTUHI XXUBOTA,
MUCIIEeNnCis
3 60Ky WKipu ma niOwWKipHUX MKAHUH
['imeprigpos, Ex3eMa,
cBepOixK, BUCHII, aJileprivaun
epuTeMa mepMaTHUT, MIKipHI
peaxllii, ;epMaTuT,
KOHTAKTHUM
nepMaTUuT
3 60Ky M’513080i ma cnoay4HOi MKAHUH
Criazmu M'43iB [TocMUKyBaHHSA
M’S131B

3 60Ky ceuosudinbHOI cucmemu

[3aTpumxa ceui

3 60Ky penpodyKkmusHoOi cucmemu




= EpekTuibHa

OVCYHKIIISA,
CekcyasibHa
nuchYHKIIS
3aeanvHi po3sadu ma po3aadu 8 micui 3aCMOCYB8AHHA
BiguytTa BTOMM, |Peaxkuii B micIi [lepmatut y Micui |[TonepaHTHICTE 1O
nepupepuIHnn 3aCTOCYBaHHS, 3aCTOCYBaHHS, TTikapchKOTo 3acoby
HaOpsK, acTeHis, |rpumomomiOHMH eK3eMa y Micii
He3nyKaHHS, CTaH, BiA4yTTa 3aCTOCYBaHHS

BIIUYTTS XOJIOAY  [3MiHU TeMmIepaTypu
TiNla, peakiril
rifepyyTIuBOCTL ¥
MiCITi BBEJIEHHS,
CUHIPOM BigMiHH,
mipekcisg*

* YacToTy (He4acTo) BU3HAUEHO Ha OCHOBI aHaIi3y 3aXBOPIOBAHOCTI y XO[1 KJTIIHIYHUX OOCIIAXKEHb Y
MOPOCTUX TAI[iEHTIB Ta [iTel, y SKux Oinb He OYB CIPUYMHEHUN OHKOJIOTIYHUMY 3aXBOPIOBAHHSIMMU.

ITobiuHi peakuii y dimeti.

Besneka npemnapaty Iroporesik” omiHOBanIacs y 289 nepgiaTpuyHux namieHTiB (< 18 pokis), gki
Opanu y4acTh y 3 KJTiHiYHUX BUIIPOOYBaHHAX AJIS JTiKyBaHHS XpPOHIYHOTO abo Oe3nepepBHOTO 6010
371051KiCHOTO a0 MoOpOosIKiCHOT0 moxomKeHHs. 1li malieHTy oTpuManu IoHalMeHIIe OOHY 03y
nikapchKoro 3acoby JJroporesik® Ta MaB BifNOBifgHi faHi 3 6e3neku (IuB. Po3ais «PapMaKoIoriysi
BJIQCTHUBOCTI»).

I[Ipodins moGiYHKMX peakiiil y AiTel, SKi OTpEMyBaIy JIiKyBaHHS 3acoboM [doporesik”, 6yB Mogi0HMM
[0 TAKOTO y mopociuXx. [Tpu 3acTOCyBaHHi 3a MpU3HAYEHHSIM He 0yJ10 BUSIBIIEHO (PAaKTOPiB PU3UKY,
crenudiyHUX OIS OiTel BiKOM Bifl 2 POKIB, OKPiM THX, II[0 3a3BHYail CIIOCTEPIraloThCS MPHU
3aCTOCyBaHHi OmioifiB AJist monerieHHs 60110, TOB’I3aHOT0 3 TSIKKHUM 3aXBOPIOBAHHSIM.

3a y3arajapbHEeHUMHM JaHUMU 3 Oe3MeKy, OTPUMAaHUMU ¥ Pe3ylbTaTi IuX 3 KITiHIYHUX BUIPOOYBaHb, Y
miTey HalyacTimmMu mobivHuMM peakiiamu (= 10 % Bunapkis) 6ynu: 6moBanHs (33,9 %), HymoTa
(23,5 %), romoBHui 6inb (16,3 %), 3amop (13,5 %), oiapes (12,8 %) Ta cBepbixk (12,8 %).

ToaepanmHicmo
[Ipyu IOBTOPHOMY 3aCTOCYBaHHI MOXKe PO3BUHYTUCS TOJIEPAHTHICTD.
JIikapcvka 3a1excHicmy

[ToBTOpHEe 3aCTOCYBaHHS JIIKapChKOro 3aco0y Jlroporesik” MoxKe MPU3BECTH [0 JIiIKaPCHKOI
3aJIeKHOCTI, HaBiTh NIPX 3aCTOCYBaHHI y TepaleBTUYHUX N03aX. PU3UK PO3BUTKY JTiKapChKO1
3aJIe’KHOCTI MOKe BapiloBaTH 3aJIe’kHO Bif iHIUBiAyanbHUX (PAKTOPIB PU3UKY, HO3YBAHHS Ta
TPUBAJIOCTI JiKyBaHHS omioigamu (OuB. po3min «Oco0IMBOCTI 3aCTOCYBaHHSI»).

Cumnmomu 8iOMiHU onioidis

CumMmmToMu BigMiHu omioifiB (Taki SIK HygoTa, O61I0BaHHS, miapest, TPUBOXKHICTE i TPEMTIHHS) MOXKIIUBI
y OesKUX MallieHTiB IiCJIg IIepeBeieHHS 3 MONEePeIHbOr0 OMOITHOTO aHaIbIeTHKa Ha IIpenapaT
Ioporesik® a6o mpu panToOBOMY IPUIMHEHHI Tepail (AuB. po3ainu «Croci6 3acToCyBaHHS Ta 031>



Ta «OCcoOMMBOCTI 3aCTOCYBAHHSI»).
HeoHnamanavHuli cuHOPOM 8i0MiHU

[lye pigKo MOBIAOMIIAIOCS IIPO HOBOHAPOXKEHUX i3 HeOHATaIbHUM CAUHAPOMOM BiIMiHU, MaTepi
SKUX IIOCTiHO 3aCTOCOBYBaIM IIpemnapar JZ[foporesiK® IIiJ Yac BariTHOCTI (OUB. PO3[iNn «3aCTOCYyBaHHS
y Tepiof BariTHOCTI abo rofyBaHHS TPYAOI0»).

CepomoHiHoB8ul CUHOPOM

[ToBiZOMIIANIOCS PO BUMAAKYA PO3BUTKY CEPOTOHIHOBOIO CUHAPOMY IIPU OJHOYACHOMY 3aCTOCYBaHHI
TpaHCAEePMaJbHOI0 (peHTaHiNy i3 BUCOKOAKTUBHUMHU CEPOTOHIHEPTiYHUMHU IIpenapaTamMu (IuB.
po3minu «OcobnMMBOCTiI 3aCTOCYBaHHS» Ta «B3aeMopis 3 iHIMUMHU JTiKapChbKUMU 3aco0aMu Ta iHIIi
BUIM B3a€EMOJIIii»).

[ToBigoMIIeHHS MPO Mimo3pioBaHi m0o6ivHi peakiii

[ToBimomneHHS mpo Mo6iuHi peakiril micis peecTpallii TikapchKoro 3aco0y Ma€ BaXK/IuBe 3HaYEHHS.
Lle mae 3MOry IPOBOAUTH MOHITOPUHT CIIiBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBAHHI LIbOT'O
niKapchKoro 3aco0y. Meou4yHuM Ta ¢papMalleBTUYHUM ITpalliBHUKAM, a TAKOX IallieHTaM abo ixHimM
3aKOHHUM IIpe[CTaBHUKAM CJIif] IOBiTOMJISITH TIPO YCi BUTTAAKHU IiI03PI0OBaHUX MOOIYHMX peakilii Ta
BifcyTHOCTI e(peKTHUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpPMaIliliHy cucTeMy 3
(dhapMakoHarisAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 2 POKH.

YmoBu 30epiranss. 30epiraty B 3anasHOMY [TaKeTi Ipu TeMmnepatypi He Buire 25 °C. 36epiratu y
HeIOCTYIIHOMY [JIS OiTe’ MiCLi.

HecymicHicmo.

Ins 3ano6iraHHs HOTIpIIeHHs afire3UWBHUX BIACTHBOCTeH MIacTupy Joporesik”, He peKOMEHIYEThCS
3aCTOCOBYBATH KPEMH, OJIiKH, JIOChIOHU a00 IOPOLIKK Ha TiMSHKY IIKIpH, Ie HaK/IeleThCs
IJIaCTHD.



YmaxkoBka.

KoxeH miacTup yrakoBaHUM B TEPMiUHO 3amasgHUM ITakeT 3 KOMOiHOBaHOTO MaTepiany
(momieTunenTepedTaNaTy, MOMieTUIEHY HU3bKOI IIIJIBHOCTI, amoMiHieBo1 ¢honbru). I1o m’siTh MakeTiB y
KapTOHHIN KOpoOT1ii.

KaTteropis BiAmycKy. 3a pelenToM.

BupoOHUK.
Anccen ®apmarieBTuKa HB/

Janssen Pharmaceutica NV.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MicCIsi IPOBaIKeHHs MOro Jis/IbHOCTI.
Typuxoytceser 30, Beepce, 2340, bensbris/

Turnhoutseweg 30, Beerse, 2340, Belgium.



