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CYCITPTH®
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Cknao:

ditoua peuosuna: oHTaHCETPoH (ondansetron);

S M pO3YMHY MICTUTh OHJAHCETPOHY TIAPOXJOPHAY HWTIApaTy y TMepepaxyBaHHI Ha
OHJIAaHCETPOH 4 MT;

O0ONOMIJHCHI peyosuHU: KUCIIOTa JIUMOHHA, MOHOT1ApaT; Hatpito 6ensoar (E 211); natpiro mutpar;
copOiTy po3umH, mo He kpucramizyerbes (E 420); cmakoBa mob6aBka «[lomyHwmirs»; Boma
OUHIIICHA.

Jlikapcbka ¢popma. Po3unH 1151 OpalibHOTO 3aCTOCYBaHHS.
OcHosHi ¢hizuko-ximiyHi eracmugocmi: IPO30pa PiAMHA 3 XapaKTEPHUM 3aIIaXOM.

®apmakoTepaneBTHYHA rpyna. [[poTn6oBoTHI 3ac00M Ta mpenapary, o yCyBalOTh HYJIOTY.
Amntaronictu perientopiB cepotoHiny (SHT3). Kog ATX A04A AO1.

Dapmakono2iuni eracmueocmi.

Dapmaxoounamixa.
MexaHni3m aii
OHaHCeTPOH — CHJIBHOJIIOYMKA BUCOKOCENEKTHBHHNA aHTAroHICT pPELEeNnTOpiB CEepOTOHIHY

(5HT3). Mexanizm nii OHAAHCETpPOHY MPU HYAOTI Ta ONIOBaHHI N0 KiHIA HE 3’ SICOBAaHUMU.
[IpomeneBa Tepamis Ta XiMioTepanis MOXKyTh OyTH MPUYMHOIO BUBUIbHEHHS cepoToHiHy (SHT) y
TOHKOMY KHIIIEYHUKY 1 30yPKeHHS 3aKiHYeHb a)epEeHTHUX BOJIOKOH OJIYKar04Oro HEpBa MIITXOM
aktuBaiii SHT3-penenrtopis, mo 3amyckae nepupepuyHuil MexaHi3M peaiizalii OJr0BaIBHOTO
pednekcy. OHmanceTpoH OJIOKYE iHIMiaIio IHOTO pediekcy. AKTuBallis ahepeHTHUX 3aKiHUYCHb
Onykatouoro HepBa Moxe Bukiukatu Bukun SHT y area postrema 1, BIZNOBIAHO, iHIIIAIIIO
[EHTPAITHHOTO MeXaHi3My OmroBasibHOTO pediiekcy. TakuMmM YMHOM, OHJIAHCETPOH MPUTHIYYE
HYZIOTYy 1 ONIOBaHHSA, 00 BUHUKAIOTH BHACHIZOK XiMiOo- Ta pajioTeparii, 3aBIsIK{
aHTaroHiCTUYHOMY BIUTMBY Ha SHT3-penenTopu HelpoHiB, po3TanioBaHuX y nepudepuyHii ta
LIEHTpaJIbHIil HEPBOBIN CHCTEMI.

MexaHi3M fii OHJAHCEPTOHY MpH MICISIONEpaIiiHUX HYJIOTI Ta OJIOBaHHI OCTAaTOYHO HE
3’sICOBaHUM.

OHJaHCeTPOH HE BIUIMBAE HA KOHIICHTPAIIIIO TPOJAKTUHY Y IJIa3Mi KPOBI.

Posib onanceTpoHy npu OII0BaHHI, CHPUYMHEHOMY OIiaTaMu, 10 KiHILIA HE 3’ICOBaHa.



Dapmakokinemuxa.

[Ticna mepopanbHOTO MPHITOMY OHJAHCETPOH MACHBHO 1 MOBHICTIO aOCOPOYETHCS 31 IUTYHKOBO-
KHIIIKOBOTO TPAKTY 1 MIIAAETHCS MPECUCTEMHOMY MeTaboJi3My. MakcumaabHa KOHIIEHTpAIlis B
1a3Mi KpoBi (pubmusno 30 Hr/Min) nocsraerbest NpuOIM3HO yepe3 1,5 roauHu micns npuiiomy
o3, mo ckiaagae 8 mr. [Ipu 3acTocyBaHHI y J03aX MOHAA 8 MI BMICT OHAAHCETPOHY B KPOBI
301IBIIY€ETHCSL  HEMPOMOPIIAHO, OCKUIBKM B TaKOMy pa3i MOXXE 3MEHIIYBaTHUCS HOro
npecucteMHuid mMetabomism. CepemaHsi 010J0CTYHHICTH Y 3A0POBUX JOOPOBOJBIIB YOJOBIYOT
CTaTi MICNA MEPOPaTbHOTO MPUHOMY O/HI€T TaONETKH 8§ MI' CTaHOBUTH NpuOIM3HO 55-60 %.
biogocTynHICTh Aemo 30UTbITYEThCS TIPH OJHOYACHOMY IMPUHOMI Mpenapary 3 iKero, ajie He
3MIHIOETBCSL TIpU TpUiioMi 3 aHTanugamMu. Po3monin OHJAHCETPOHY OJHAKOBUH IpH
3aCTOCYBaHHI BHYTPIIIHBO, BHYTPIITHEOM SI30BO Ta BHYTPIIIHBOBEHHO Y JIOPOCIHUX, MOIIOHUHN 10
nepioly HamiBBHBEJICHHS y KiHLEBid (a3l 3 roauHu i 00’eMy po3MOJIily B CTaHI PiBHOBaru
140 n. EkBiBaJIeHTHa CHCTEMHa EKCIIO3MINiS JOCSITAETHCS TICIAS BHYTPIIIHBOM SI30BOTO Ta
BHYTPIIIHFOBEHHOT'O BBEJICHHS OH/IAHCETPOHY.

OHnpaHCceTpOH Mae TOMIpPHUN CTymiHb 3B’S3yBaHHSA 3 Outkamu miaazMu KpoBi (70-76 %).
OHp1aHCeTPOH BUBOAMTHCS 31 CHCTEMHOT'O KPOBOTOKY B OCHOBHOMY 32 JONIOMOTOI0 METa0oi3My
B TEYIHIl 3a y4YacTI0 4YUCIeHHUX (GepMeHTHUX cucteM. Menme 5 % abcopboBaHoi 103U
BUBOJIUTHCS Y HE3MIHEHOMY BUIJIAMI 31 cevero. BincytHicts pepmenty CYP2D6 (monimopdizm
CrapTeiH-1eOpU30XiHOBOTO THUINYy) HE BIUIMBaE Ha (apMaKOKIHETHKY OHJJIAHCETPOHY.
dapMaKOKIiHETHYHI TMapaMeTPU OHJAHCETPOHY 3AIMIIAIOTbCA HE3MIHEHUMH TIpU  HOTO
Oararopa3zoBOMY 3aCTOCYBaHHI.

Oco0nuBi Tpyny NaIieHTiB

Cmamo

dapMaKoKiHETHKAa OHJAHCETPOHY 3aJEKUTh BiJ CTaTi Mali€HTIB. Y JKIHOK BiJ3HAYAIOTHCA
OlnbIIa IIBUAKICTH, CTYIHB a0OCOpOIii 1 MEHIIMA CHCTEMHHUH KIIIPEHC, 00’€M pO3MOILTy
(MTOKa3HUKU CKOPUTOBAaHI 32 Macolo TiJ1a), HI)K Y YOJIOBIKiB.

Limu

BinMminHOCTI y (apMakOKIHETHYHHX IapamMeTpax YacTKOBO MOSCHIOIOTHCS OibII BHUCOKHM
BIJICOTKOBMM BMICTOM DIiIMHA B OpraHi3Mi y HOBOHApO/DKEHUX 1 TPYIHUX IITeH 1 OLIBII
BUCOKHMM 00’€MOM pO3MOALTY y AiTei BikoM Bia 1 10 4 MicsIiB.

VYV ngiteét BikoMm Big 3 g0 12 pokiB aOCOJIOTHI 3HAYEHHS KIIPEHCY Ta 00’€My PpO3MOILTY
OHJAHCETPOHY OyNIM 3HMXKEHI MOPIBHAHO 31 3HAUEHHAMH y jaopocinux. OOuaBa mapamerpu
MIIBUIIYBAJIUCS JIIHIMHO 3aJICKHO BiJ Macu TiJIa, y TMAIE€HTIB BIKOM 10 12 pOKIB IIi 3HAYEHHS
HAOIMKAIIMCh 0 TOKa3HUKIB Y JOPOCIHX.

[Tpu KopekIIii MOKa3HUKIB KIIPEHCY Ta 00’ €My pO3IOALTY 3aJeKHO BiJ MAaCcH Tijia Il MapaMeTpu
Oynu HaOmKeHI B PI3HUX BIKOBHX Ipymax. Po3paXxyHOK J03u 3 ypaxyBaHHSM MacH Tijla
KOMITCHCY€ BIKOBI 3MIHH 1 CHCTEMHY €KCIIO3HIIIF0 OHJIAHCETPOHY y MITEH.

3a pe3ynpTaTaMu IPOBEACHOTO MJOCHIDKEHHS, Iuloma miJ (apMaKOKIHETUYHOIO KPHBOIO
«xoHneHtparis-gacy (AUC) micns mpuiloMy BHYTPIITHBO Ta BHYTPIIIHBOBEHHOTO BBEICHHS
TITSM 1 miamiTkaM OyJia MoAiOHOI0 IO TaKoi y TOPOCIHX, 32 BUHSATKOM TPYIHUX JITEH BIKOM Bij
1 no 4 micsmiB. O6’eM po3moalTy 3aJ€KaB BiJ BIKY 1 OyB HIKYUM Yy JOPOCIHX TOPIBHSHO 3
NOKa3HUKAMH y JITEH.

llayienmu nimnvo20 8iKy

Ilepenbavaerscs Ounbin BupakeHuil BB Ha iHTepBas QTCF y marmientiB Bikom Bix 75 pokiB,
HDK y MAIiEHTIB MOJIOIIIOTO BIKY.

THayicumu i3 nopyweHuaMU YHKYTT HUPOK

VYV mnamieHTiB i3 MOMIpPHOIO HHUPKOBOIO HEAOCTATHICTIO (KJIipeHC KpeaTuHiHy 15-60 Mi/XB)
CHUCTEMHHI KJIIpeHC 1 00’€M pO3MOALTY 3HIKYIOThCA MiCIs BHYTPIIIHBOBEHHOTO BBEICHHS
OHJAHCETPOHY, IO MPHU3BOJUTH IO HEBEJIMKOTO, KIIHIYHO HE3HAUYIIOTO 301IBIICHHS MEepPioxy
HamiBBUBeeHHsL (5,4 romuum). JlOCHiDKEHHS 3a YYacTIO MAIi€HTIB 13 TSKKOK HHUPKOBOIO
HEJOCTATHICTIO, SKI TOTpeOyIOTh PETyIsIpHOrO TeMoianidzy, He TOKa3aIh 3MIHH
(apMaKOKiHETUKH OHJIAHCETPOHY MiCJIs HOro BHYTPIIIHEOBEHHOTO BBEICHH.




Tlayienmu 3 nopywennamu yHkyii neuinku

VY paimieHTiB i3 THKKAMH TOPYHICHHSMH (QYHKLII NMEYIHKK 3HAYHO 3HIDKYETHCS CHCTEMHHMA
KIIIPEHC OHJAHCETPOHY 31 3O0UIBIICHHSIM TMeEpioAy HamiBBUBEACHHS 10 15-32 ronauH,
01040CTYIHICTD MPH MpHIOMI BHYTPIlIHbO gocsirae 100 % BHACTIIOK 3HUKEHHS IPECUCTEMHOTO
MeTaboI1i3My.

KuainiuHi xapakTepucTukm.

Ilokazannusa.

llopocni

JIikyBaHHS HYJIOTH Ta OJIOBaHHS, CHOPUYMHEHUX LUTOTOKCHYHOIO XIMIOTEpaIi€lo Ta
MIPOMEHEBOIO TEPAIIETO.

[IpodinakTuka micnsonepamifHux Hy10TH 1 OJIOBaHHS.

Jns iKkyBaHHS MICHSIONIEpAIliiHUX HYJAOTH 1 OJIOBaHHS PEKOMEHIOBAHO 3aCTOCOBYBATH
OHJIAHCETPOH Y BUTJISAJII PO3UUHY TSI iH €KIIIH.

Limu

JIikyBaHHS HYZOTH Ta OJIFOBaHHS, CIPUYMHEHUX IIUTOTOKCUYHOIO XiMIOTEpaIli€ero Uit JiTel > 6
MICSILIIB.

BigcyTHi gaHi 1OCHIIKEHb 100 3aCTOCYBAaHHS IMEPOPATBHOTO OHAAHCETPOHY Y MIITEH BIKOM Bij
1 micsaust it mpodTaKTUKK YW JIIKYBaHHS MICISONEpAIliiHUX HYAOTH 1 OJIFOBaHHS, TOMY Y
[[OMY BHUIIAJIKy PEKOMEHJIOBAaHO 3aCTOCOBYBATH OHJIAHCETPOH Y BUTJISI/II PO3UMHY JJIS 1H €KIIIH.

Ilpomunokaszanna.
CyMicHe 3aCTOCYBaHHS OHJIAaHCETPOHY Pa3oM 3 aroMOpQiHy TiIPOXTOPUIOM.
[TigBuIieHa Yy TAUBICTE 10 OYAb-SIKOTO KOMIIOHEHTA TMIpermapary.

B3aemooia 3 inwumu aikapcokumu 3acodamu ma inuii 6uou 83aEmooiil.

Hewmae cBiguenp TOTO, 110 OHJIAHCETPOH MPHUCKOPIOE YK TAIbMY€ METa00JIi3M 1HIIHMX MpernapaTiB
IpY OJJHOYACHOMY 3aCTOCYBaHHI. ByJo moka3aHo, 1110 OHJAHCETPOH HE B3a€MOJII€ 3 AJIKOTOJIEM,
TemazenamoMm, (QypocemizoMm, andeHTAHUIOM, TpamMazojioM, MOp(hIHOM, JIiJOKATHOM,
TIOMIEHTAJIOM 200 MPOIIOQOIOM.

OnpanceTpoH MeTabomizyeTbess pizHUMH ¢depmeHTamu 1utoxpomy P450 meuinku: CYP3A4,
CYP2D6 ta CYPlA2. 3aBnsku pi3HOMaHITHOCTI (epMEHTIB MeTalboJi3My OHJIAHCETPOHY
rajibMyBaHHS a00 3MCHIICHHS aKTUBHOCTI OAHOTO 3 HHMX (HAmpWKJIaa, TCHETHYHHH aedirmuT
CYP2D6) y 3Bu4aiiHuX yMOBaX KOMICHCYEThCS 1HIIMMHU (pepMEHTaMH 1 He OyJie MaTH BILTUBY
Ha 3arajbHUHN KJIIPEHC OHIACETPOHY a00 TaKWi BILTUB Oy/ie HE3HAYHHM.

3 00epexHICTIO CIiJI 3aCTOCOBYBATHM OHJIAHCETPOH pa3oM 13 JIKapChbKUMHU 3aco0amu, IO
noAoBXKYyI0Th 1HTepBan QT Ta/abo CHPHYMHSIOTH MOPYIICHHS EJIEKTPOJITHOTO OanaHcy (IuB.
po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

3acTocyBaHHS OHJIAHCETPOHY 3 IHIIMMH JIIKAPChKUMHU 3ac00aMH, 110 MOoA0BXKYI0Th iHTepBaT QT,
MO>KE€ CIIPUYUHUTH JT0IATKOBE TIOJIOBKECHHS IILOTO 1HTEpBaYy.

CyMicHE 3acTOCyBaHHS OHJIAHCETPOHY 3 KapAIOTOKCMYHUMH JIIKAPCBKHUMH  3aco0amMu
(HampuKJaa, 3 AaHTpaUMKIiHAMH (JOKCOpyOilMH, AayHOpyOinmH) abo TpacTy3zymabom),
aHTHUO10THKAMH (epuTpOMIITHH), MPOTUTPUOKOBUMHU npenaparaMmu (keToKOHa307),
aHTHApUTMIYHUMHU 3acobaMu (amiozapoH) i Oera-OiokaTopamMu (aTEHOJION YU TUMOJION) MOXKeE
30UTBITYBAaTH PU3WK BUHUKHEHHS apUTMiH (IUB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).
Cepomoninepeemuku (Hanpuxiao, ceieKmueHi iHei0imopu 360POMHO20 3AXONJIEHHS CePOMOHIHY
(CI33C) ma ineibimopu 360pomuo20 3axX0njieHHs cepomoniny ma Hopaopenaniny (I33CH).

€ naHi Npo BUHUKHEHHS CEPOTOHIHOBOTO CHHIPOMY (BKJIIOYAIOYU 3MiHY TCHXIYHOTO CTaTycy,
HECTaOUIbHICTh  (YHKIIIOHYBAaHHS BETETaTUBHOI HEPBOBOI CHCTEMH 1 HEPBOBO-M SI30Bi
MOpYIIEHHsI) Yy TAIli€HTIB, SKIi OJHOYAaCHO 3aCTOCOBYBAJM OHJAHCETPOH Ta  IHIII
CepOTOHIHEprivHi JiKapchki 3acobu, y Tomy uncii CI33C Tta I33CH (nuB. po3ain «OcobauBocTi
3aCTOCYBAHHS»).



Anomopgin

3acTocyBaHHS OHJAHCETPOHY pa3oM 3 arnoMop(iHy TiAPOXJIOPUIOM MPOTHUIOKA3aHE, OCKUIBKH
CIIOCTEpIrajucsl BUIAIKH apTepiayibHOI TIMOTEH31i Ta BTpPaTH CBIJOMOCTI MMiJI Yac CyMICHOTO
3aCTOCYBaHHS.

Denimoin, kapbamasenin i pugamniyun

VY marieHTiB, fKi OTPUMYIOTH JIIKyBaHHSA NOTEeHUiHHMMHU iHAyKTOopamu CYP3A4 (mampuxman,
deHniToiHoOM, KapOama3emHoM 1 pudaMITIIIMHOM), KIIPEHC OHJIAaHCETPOHY (TP MEpOpPATbLHOMY
npuiiomi) 30UTBIIYETHCS, @ KOHIIGHTPALlis Y KPOB1 3MEHIITYEThCS.

Tpamaoon

OHp1aHCeTPOH MOXE 3MEHIITYBAaTH aHAITETUYHUH e(EeKT TpamMaaoiy.

Ocobueocmi 3acmocyeanns.

[ToBimoMIIsITOCS TIPO BUITAJKK PEAKIIA IMABUIICHOI YyTJIMBOCTI Yy TMAIIEHTIB, AKi Majaud B
aHaMHe31 MiJBUIIEHY YyTIWBICTh JI0 IHIIMX CEJICKTUBHUX aHTaroHictiB SHT3-penenTopis.
Posnanu nuxanHs mTOTPIOHO JIIKYBaTH CHUMITOMATUYHO, JIKapsAM CJiJl 3BepTaTH Ha HHUX
0CcOONMBY yBary, OCKUIBKM BOHH MOXYTh OYTH NepeABICHUKAMHU pEaKLild IiJBUILEHO]
Yy TIUBOCTI.

OnpanceTpoH y mo3o3anexHiit Gopmi momomxkye intepBan QT (muB. posnin «Dapmakosoriui
BiacTUBOCTI»). [loBimomisuiocst mpo Bumanku Torsade de Pointes 'y TAIl€HTIB, sKi
3acTOCOBYBalM oOHmaHceTpoH. CIii YHHMKATH 3aCTOCYBaHHS OHJAHCETPOHY TaIlieHTaM i3
BPO/DKEHUM cuHApoMoM mojoBxkeHHs QT. OnmadceTpoH nOTPiIOHO 3  00EpEKHICTIO
3aCTOCOBYBAaTH IIpH JIIKYBaHHI TMAIli€HTIB, SKi MalTh ab00 y SAKHUX MOXE PO3BHUHYTHCS
noaoBkeHHs iHTepBany QT, BKIIFOYar04M MaIi€HTIB 13 TOPYIICHHSIMH €JIEKTPOJITHOTO OajaHCy,
3aCTIHHOIO CEpIIEBOI0 HEJOCTATHICTIO, OpaguapuTMi€l0 a00 MALi€HTIB, SIKi JIKYIOTbCA 1HIIUMHU
npenapaTtamM, IO MOXYTh CHPUYMHUATH TOMOBXKeHHS iHTepBary QT abo mopymeHHS
€JIEKTPOJIITHOTO OallaHCy.

[ToBimoMIsLITOCS TIPO BUTIAIKH 11IEMil MiOKap/a y MaIli€HTiB, K1 3aCTOCOBYBAJIM OHJJAHCETPOH. Y
NIeSIKUX TAIll€HTIB, OCOOJMBO y pa3i BHYTPIIIHHOBEHHOI'O BBEACHHS, CUMOTOMH 3’ SIBHIIHUCS
BiJIpa3y Mmiciisi BBEJICHHS OHAaHCETpoHy. IlalieHTiB ciif monepeauTu Mpo O3HAKU 1 CUMIITOMH
imemii Miokapa.

[Tepen moyaTkOM 3acTOCYBaHHS CJIiJi CKOPETYBATH TIMTOKAJIIEMIIO Ta TITOMAarHieMito.

€ naHi Npo BUHUKHEHHS CEPOTOHIHOBOTO CHHIPOMY (BKJIIOYAIOYM 3MiHY IICHXIYHOTO CTaTycCy,
HECTaOUTbHICTh  (YHKIIOHYBAaHHS BETETAaTUBHOI HEPBOBOI CHCTEMH 1 HEPBOBO-M SI30Bi
MOpYIIEHHsI) Yy TAIli€HTIB, SKI OJHOYACHO 3aCTOCOBYBAJM OHJAHCETPOH Ta  IHIII
CepOoTOHIHEpriuHi Jikapchki 3acodu, y Tomy unciai CI33C ta I33CH (auB. po3nin «B3aemosis 3
IHIIMMH  JIIKapChKUMHU 3aco0aMU Ta 1HIN BUAM B3a€EMOJIi»). SIKIIO OJHOYACHE JiKyBaHHS
OHJAHCETPOHOM Ta IHIIUMH CEPOTOHIHEPTIYHUMHU TpernaparaMu € KIIHIYHO OOIPYHTOBAaHHM,
PEKOMEHAYETHCS BIAMOBITHE CIIOCTEPEIKEHHS 32 MAIIEHTOM.

OCKUTbKHA OHJIAHCETPOH TMOCIA0II0€ MEPUCTATBTHKY KHUIICUHHUKY, TOTPIOCH PETEITbHUIA HarJIsI
3a MalieHTaMy 3 O3HAKaMU HEeTPOXiTHOCTI KHIIEYHHKY MiCISA 3aCTOCYBaHHS Mpernapary.

VYV nmami€eHTiB, SKUM TPOBOAMTHECSA XIPYpriuHEe BTPYYaHHS B aJCHOTOH3WIAPHIN MUISHIII,
3aCTOCYBaHHS OHIAHCETPOHY [UIA NPO(ITAKTUKM HYIOTH Ta ONIOBaHHA MOXKE MAaCKyBaTH
BUHHKHEHHS KpoBoTeul. ToMy Taki XBOpi MOTPEOYIOTh PETEIBHOTO HATJISAY IICHISI 3aCTOCYBaHHS
OHJIAaHCETPOHY.

HeoOximHO MpoOBOAWTH TOCTIWHUNA MOHITOPUHT TMOPYIICHHS (YHKINI TEYiHKA y JITeH, sKi
NpURMaIOTh OHIAHCETPOH Pa3oOM i3 FeNaTOTOKCUYHUMU XIMIOTEpareBTUYHUMH 3ac00aMHu.
[Ipenapart mictuth cop6iT. EHepreTnyna 1miHHICTh 1 T copOiTy — 2,6 Kkain. CopOiT MOKe YHHUTH
M’SKy TOC/Ia0iouy aAil0. Y pa3l BCTAaHOBJICHHS HEMEPEHOCHMOCTI JEeSKUX I[yKpiB CIij
MIPOKOHCYJIBTYBATUCS 3 JIIKApeM, MepIl HiXK MPUMUMAaTH 1IeH JIIKapChKUi 3acio.

Leit nikapcbkuii 3aci6 MicTUTH MeHIIe 1 MMOJIb (23 Mr)/m103y HaTpit0, TOOTO MPAKTUYHO BITBHUIMA
B1JI HATPIIO.



3acmocysanns y nepioo sazimuocmi abo 200y8aHHs 2pyook0.

Xinku AITOPOAHOTO BIKY, SIKI 3aCTOCOBYIOTH OHJAHCETPOH, MOBUHHI PO3IJISHYTH HMHUTAHHS PO
BUKOPHCTAHHS KOHTPAIICIIIil.

BaritHicTb

Ha migcraBi mpoBeneHHMX €mieMIONIOTIYHUX JOCTIHKEHb OHJIAHCETPOH, SIK ITiI03PIOETHCS,
CIPUYUHSE B MIEIEMHO-TUIIHOBOI IJITHKU MPHU 3aCTOCYBAaHHI MPOTITOM MEPIIOTO TPUMECTPY
BariTHOCTi. B oIHOMY 3 KOTOPTHHX JOCII/DKEHB, IO BKIOYAIO 1,8 MuIbiiOHA BariTHOCTEH,
3aCTOCYBAaHHSI OHJIAHCETPOHY Y MEPIIOMY TPUMECTPi OYyJIO MOB’S3aHO 3 MIABUIICHUM PU3HKOM
po3IIerieHHsT y poToBi mopoxkHuHI (3 momatkosi Bumagku Ha 10000 >KiHOK, SIKI OTPUMYBATH
OHJIAHCETPOH; CKOpPUTOBaHWH BimHOCHWHA pm3uk, 1,24 (95 % CI 1,03-1,48)). [docrymHi
eMiIeMIONOTIYHl  JTOCTI/DKEHHSI  CEpPIIEBUX  BaJ  TOKa3ylOTh CYNEpPEeuwIuBI  PE3yJIbTATH.
JlocnimkeHHs: Ha TBapUHAX HE BKA3yIOTh HA MPSIMi YM OMOCEPEIKOBaHI MIKiUTHBI e(heKTH 00
PENPOIYKTHBHOT TOKCHUYHOCTI. OHOAHCETPOH HE CIiJl 3aCTOCOBYBATH IPOTATOM IIEPIIOTO
TPUMECTPY BariTHOCTI.

[lepion rogyBaHHS TPYJUTIO

B excnepuMeHTaIbHUX JOCIHIKEHHSIX OYyJO MOKAa3aHo, M0 OHJAAHCETPOH MPOHUKAE y TPYIHE
MOJIOKO TBapuH. Y pa3i HEOOXIIHOCTI 3aCTOCYBaHHS IpernapaTy >KIHKaM CIiJ TPUITHHUTH
TOTyBaHHS TPYIIO.

DepTUIIBHICTD
JlaHi 11010 BIUIMBY OH/IQHCETPOHY Ha (PePTHIILHICTD JIOAWHU BiJICYTHI.

30amuicms eniugamu Ha WUOKICMb peakyii npu Kepy8aHHi a8MOMmMpPAaHCnOpmom abo iHuumMu
MeXarnizmMamu.

[TcuxoMOTOpHI TECTH TOKa3ajaW, IO OHJAHCETPOH HE BIUIMBAE HA 3[aTHICTh KepyBaTH
MeXaHI3MaMH 1 He YMHUTh ceAaTuBHOI nii. Buxoasun 3 ¢gapmakosorii oHgaHCEeTPOHY, 3ryOHOTO
BIUIMBY Ha TaKy JiSUIbHICTH HE Tiepe10aueHo.

Cnoci6 3acmocysannsa ma 0o3u.
Hynota ta 6110BaHHs, COPUYMHEH] XIMIOTEPaIi€lo Ta IPOMEHEBOIO TEpAi€ro.
Jlopocii
EMeroreHHmii moOTeHIian Tepamii paky Bapilo€ 3ajieKHO Bil M03W 1 KOMOIHAIIl pPEeXUMIB
ximioTepanii Ta TpoMeHeBoi Tepamii. Bubip pexumy q03yBaHHS 3aJ€KUTh BiJ TSHKKOCTI
€METOTe€HHOIO BILJIUBY.
Ememocenna xinmiomepania ma npomenesa mepanis
Ho3y 8 mr (10 mi) mpuiimaroTe 3a 1-2 TOAWHU 10 TOYaTKy XiMmioTeparii abo TmpoMeHeBOi
Teparnii, moTiM 103y 8 mr (10 mui1) npuiiMatoTs yepe3 12 roauH i mpoJoBXKYIOTh A0 5 Ai0.
Bucokoememocenna ximiomepanisi
Crizx 3acTOCOBYBATH Ipenapar y BUIJISAL 0JHOPa30Boi 103U 10 24 mr (30 Mi) OHOAHCETPOHY 3
12 Mr nexcamerazony HaTpito pochary nepopanbHo, 3a 1-2 roauHM 10 XiMioTeparrii.
[Ticns mepmmx 24 ToauH PEKOMEHIYETHCS MEpOpabHE 3aCTOCYBAaHHS MperapaTy MpOTAroM
MaKCHUMYM JI0 5 JTHIB MICJIsI KypCy JIIKyBaHHS.
PexomenoBana 03a 7S IEPOPaIbLHOTO 3aCTOCYBAHHS CTAHOBUTH 8 MT 2 pa3u Ha J100Y.

imu
Pospaxynox 0o3u ons dimeti gixom 8i0 6 micsayie ma nionimkie gikom 0o 17 pokie
o3y mpenapaTy MOKHa PO3paxyBaTH 3a IUIOIICIO TMOBEPXHI TiMa ad0 3a Macor TiIa AWTHHHU.
SIkmo 103y po3paxoBYIOTh 3a MAacolo Tijla, 3arajbHa JJ00oBa J103a BHINA TOPIBHAHO 3
JIO3YBaHHSIM 3a TUIOIICIO MOBEPXHI Tija.
Pospaxynox 0o3zu 32i0H0 3 niowero nogepxui mina oumuHu
OHJaHCEeTPOH CJIiJI BBOAWTH O€3MOCEPENIHBO TMepes] XIMIOTEpaImi€r NUIIXOM OIHOPa30BOi
BHYTPIIIHROBEHHOI 1H €Ki Y 1031 5 MI/M?, BHYTPIIIIHbOBEHHA /1032 HE TIOBUHHA MEPEBUIILYBATH
8 mr. Uepe3 12 ronguH MOKHA PO3MOYMHATH MEpPOpabHE 3aCTOCYBAHHS Ipernapary, siKke MOxke
TpuBaTH Ie 5 AHIB (AuB. Tabmuio 1). 3aranpHa H000Ba H03a (pO3MOAiICHA HA MPUHOMH) HE
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MOBHHHA MEPEBUIILYBATH J03Y ISl JOPOCTUX 32 M.

Ta0mms 1

Po3paxyHOK /103U 3TiIHO 3 MJIOIICIO MOBEPXHI Tijla AJs MiTed BIKOM BiJ 6 MICSIIIB Ta MiTITKIB
BiKOM 110 17 pokiB

ITnoma Tina qutuau | Jlews 1 @6) Jenn 2-6 ©

<0,6 M? 5 Mr/m? BHYTpilIHBOBEHHO + cupon y | Cuponm y 1031 2 Mr KOXHi
1031 2 mr uepe3 12 roguu 12 ronun

>0,6 > 10<1,2M> |5 mr/m? BHYTpilIHBOBeHHO + cupon un | Cupon uu TabneTkn y ma03i
TabyeTku y 103i 4 mr uepe3 12 rogun 4 mr xoxHi 12 rogun

> 1,2 m? 5 mr/m> a6o 8 Mr BHYTpilIHEOBEHHO + | CHpon uM TabIeTKH y J03i
cupon uu TabneTku y mo3i 8 Mmr uepes | 8 mMr koxHi 12 roauH
12 rogun

2 Jlo3a ipu BHYTPIIIHHOBEHHOMY BBECHHI HE TIOBUHHA TIEPEBUIITYBATH 8 MT.
® 3aranpHa 1060Ba 1032 HE TIOBUHHA NIEPEBUIIYBATH 03y JJIS JOPOCIHX 32 MT.

Pospaxynox 003u 32i010 3 MAcow miia OumuHu
Skmo 703y poO3paxoBYHOTh 3a Macor Tija, 3arajdbHa J000Ba J103a BHINA TOPIBHSIHO 3
JI03yBaHHSM 3a IUIOIICI0 OBEPXHI TiJa.
OHJaHCEeTPOH CJIiJI BBOAWTH O€3MOCEPENIHBbO TMepes] XIMIOTEpaImi€r MUIIXOM OIHOPa30BOi
BHYTpiIIHBOBEHHOI iH’ekuii y pmo3i 0,15 w™r/kr. BHyTpillHbOBEHHa /032 HE IIOBHHHA
MepeBUIyBaTH 8 Mr. Y TMepIuil JeHb MOXKHAa BBECTH I¢ 2 BHYTPIIIHBOBEHHI 103U 3 4-
rOMUHHUM iHTepBasioM. Yepe3 12 roguH MOKHAa PO3MOYMHATH TEPOpaTbHE 3aCTOCYBAHHS
mpenapary, sSKe MOXKe€ TpuBaTH 1me S5 aAHiB (guB. Tabmummio 2). 3aragbHa 1000Ba /1032
(po3moaisnieHa Ha MPUIIOMH) HE TIOBUHHA MEPEBUIILYBATH JO3Y JJIS TOPOCTHX 32 M.

Tabmus 2
Po3paxyHOK 103H 3TiJHO 3 Macoro Tija i AiTel BIKOM BiJ 6 MiCAIiB Ta MiJIITKIB BikoM a0 17
POKIB

Maca tina | Jlens 1 @9 Jens 2—6 ©

<10 kr J1o 3 n03 0,15 mr/kr koxHi 4 roquau | Cupon y 1031 2 Mr koxHi 12 ronux

> 10 xr J1o 3 103 0,15 mr/kr koxHi 4 roguau | Cupon 4u TaObNeTKH y 11031 4 MT KOXxHI 12
TOJINH

a. BHyTpimHbOBeHHa 71032 He OBHHHA IIEPEBHUIIYBATH § MT.
6. 3arampHa 060Ba /1032 HE TOBUHHA MIEPEBUIIYBATH 103y ISl JOPOCIUX 32 MT.

XBOpi JITHBOTO BiKY

OHpaHceTpoH M00pe MEepPEHOCUTHCS MallieHTaMu BIKOM Bia 65 pokiB. 3miHa A03yBaHHS abo
4acTOTHU BBEJCHHS HE MOTPiOHA.

Licnaonepauitini nyooma i 61106aHHsA

Lopocni

16 mr (20 mut) 3a 1 roguHy 10 TPOBEICHHS aHECTE3il.

JUis 3ynuHKHM TicnsonepaniiHoi HyZOTH Ta OJIIOBaHHS 3aCTOCOBYIOTH OHJIAHCETPOH y (opmi
pPO3YUHY IS 1H €KIIIH.

Iicnsonepayiiini Hyooma i oarosanns y oimetl 8ikom 6i0 1 micays ma nioaimkie ikom 0o 17
POKig

He nmpoBoauiock >KOAHUX JOCTIIKEHB 1010 MEePOPAIbHOTO 3aCTOCYBAHHS OHJIAHCETPOHY AJIS
npodinakTuku abo JIIKyBaHHS MicIsONEpalifHuX HyAOTH Ta OJMIOBaHHS; MPHU IbOMY MOKa3aHHI
PEKOMEHIYEThCS BBEICHHsS TMpemapary nuisixoM mnoBUtbHOI (He wmeHme 30 cekyHn)
BHYTPIIIHPOBEHHO] 1H €KIIII.

Hemae maHmx momo 3acTOCyBaHHS OHJIAHCETPOHY IS JIIKyBaHHS MIiCIISONEpaliiHuX HYJIOTH 1
OJIOBaHHS y AiTel BIKOM 10 2 POKiB.

Xeopi 1imub020 8iKy




JlocBi 3acTOCYBaHHS OHJIAHCETPOHY ISl TPOQITAKTHUKH 1 JTIKYBaHHS MICISOTEPAITHIX HYTOTH
1 ONroBaHHS y JIOJEH JITHHOTO BiKYy OOMEXEHWH, OJHAK OHIAHCETPOH J0OpEe MEepPEeHOCUTHCS
XBOPHMH BIKOM Big 65 pOKiB, sIKi OTPUMYIOTh XIMIiOTEpaIrio.

Tayienmu 3 HUPKOBOIO HEOOCMAMHICIIO

Hemae HEOOXiZHOCTI 3MIHIOBAaTH PEXHM J03yBaHHA a00 MIIAX BBEACHHS TMperapary s
MAI€HTIB 13 TOPYIIEHHAMH (PYHKIIIT HUPOK.

Tlayienmu 3 nevinko6ow HedoCmamHuicmio

VY mamieHTiB 3 TOMIPHUMH 1 TSHDKKHUMHU MOPYIICHHAMHU (YHKIIT MEYiHKH KJIIPEHC OHIAHCETPOHY
3HAYHO 3HUXKYETHCS, a MEPi0j] HAIMIBBUBEICHHS 31 CHPOBAaTKH KPOBI 3pocTae. J[sl TaKux XBOPHUX
MaKkcHUMaibHa 1000Ba /1032 MpemnapaTy He TOBHHHA MIEPEBUIIYBATH 8 MT.

Tlayienmu 3 nopywenHsamu memaoonizmy cnapmeiny/0eopucokseiny

[lepion HamiBBUBEACHHS OHJAHCETPOHY Y MAIIEHTIB 13 MOPYIICHHIMU METabo0Ii3My crapTeiHy i
NeOPUCOKBIHY HE 3MIHIOETHCA. Y TaKMX MAIll€HTIB MICJS MOBTOPHOTO BBEACHHS KOHIICHTPAIIis
npenapaTty Taka K, K 1 y XBOPUX 3 HOpMaJbHUM MeTabomnismMoM. Tomy 3MiHa g03yBaHHA a0o
YaCTOTH BBEJICHHS HE MOTPiOHA.

Limu.

Po3uuH oHmaHCETpOHY HJisi OpajJbHOTO 3aCTOCYBAaHHS MPU3HAYCHHNA NJIS1 3aCTOCYBAHHS MIiTSIM
BIKOM BiJ 6 MICSIIiB JUIsl JIIKyBAaHHS HYJOTH Ta OJIFOBaHHS, CIIPUYMHEHUX XIMIOTEpaIi€lo.

Jnis mpodIakTUKK YK JIIKyBaHHS MICISONepaliiHuX HyJO0TH 1 OnroBaHHA y JiTeil BikoM Bix |
MICSIISI PeKOMEHI0BAHO 3aCTOCOBYBATH OHAAHCETPOH y BUTIISII POIYMHY IS 1H EKIIIH.

Ilepeoo3ysanns.

Cumnmomu.

Janux mpo mepemo3yBaHHS —OHIAHCETPOHOM  HEJAOCTAaTHBO. Y  OLIBIIOCTI  BUMNAJAKIB
nepeo3yBaHHs CHUMIITOMU OyJM CXOXKI Ha MOOIYHI peakiii, 0 BUHHMKAIU y MAli€HTIB MpH
3aCTOCYBaHHI PEKOMEHI0BaHUX /103 (muB. po3aun «IloGiuni peakitii»). [lopymenns 30py, 3amop
TSOKKOTO CTYIEHs, apTepiaibHa TiNOTEH3is Ta Ba3oBarajbHi MPOSBU 3 TPAH3UTOPHOIO
aTpioBeHTpHUKYJsIpHOIO Onokamoro Il crynens Oynu 3adikcoBaHi MpH mepeno3yBaHHI. Y OiTel
BiKOM BiJ] 12 MicsIiB 10 2 POKiB MOBIIOMIISIIOCS TIPO CEPOTOHIHOBHUI CHHAPOM, IO BUHUKAB
MIPH TIEPEI03yBaHHI.

OnpaHceTpoH J0303alekHO TonoBxkye iHTepBan QT, ToMy y BUNAAKy Mepemno3yBaHHS
pexkoMmenayeThest MoHITOpuHT EKT.

JlikysanHs.

CnenudiyHOTO aHTUIOTY IJIsi OHJAHCETPOHY HEMae, TOMY Yy pasi nepefo3yBaHHsS HEOOX1THO
3aCTOCOBYBAaTH CUMITOMATHYHY Ta IMATPUMYIOUY TEPAITifo.

3acTocyBaHHs IMEKaKyaHU HE PEKOMEHAYEThCS, OCKUIBKM KJIIHIYHA BiAMOBIIb HA 11 BBEICHHS
MO>KE€ TaTbMyBaTHCSI BHACIIJJOK aHTUEMETHUYHOI i1 OHAAHCETPOHY.

Il06iuni peaxuii.

[To6iuni peakinii, HaBeleHI HUXKYE, Kiacu(ikoBaHI 3a OpraHaMy 1 CHCTEMaMH Ta 3a 4acTOTOIO

BUHUKHEHHA. 32 4aCTOTOI BMHMKHEHHS MOOIUHI peakiii po3MoaijIeHO Ha Taki KaTeropii: ayxe

gacto (>1/10), wacto (>1/100 ta <1/10), Hewacto (>1/1000 Ta <1/100), pizko (>1/10000 Ta

<1/1000), ayxe pinko (<1/10000). dy>xe gacti, 4acTi Ta HeyacTi MoOIYHI peakuii Oyau 3aramom

BUSIBJICH] Y KIIHIYHMX JOCTIDKEHHAX. PiKi Ta qy’ke piaki MoOivHI peakilii B OCHOBHOMY OyJn

BUSIBJICHI y MICISIpEECTPALIHHUI TTepio.

[Tpodine moOIYHUX peakIliil y iTel Ta MiTITKIB OyB TAaKUM K€, 5K 1 Y JOPOCIIHX.

3 6oky imyHHOI cucmemu: PIIKO — peakiii MiJBUIICHOI YyTIMBOCTI HEraiHOTO THITY, 1HKOJIU

TSDKKI, @K 10 aHadimakcii.

3 60Ky Hep6060i cucmemu: ay’Ke 4aCTO — TOJIOBHUMN O1J1b; HEYACTO — CYJIOMH, PyXOBi MOPYIICHHS

(BKJTIOUAIOUM eKCTparipaMiHi peakilii, Taki SK OKYJOTIPHUH Kpu3, JUCTOHIYHI peakiii 1

JMCKiHe3if)!; piako — 3amaMOpouYeHHs MiJ Yac MIBUAKOTO BHYTPINIHLOBEHHOTO BBEICHHS
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npernapary.
3 6oky opeanis 30py: PIIKO — CKOPOMHUHYIII 30pOB1 po3Naau (MIOMYTHIHHS B O04YaX), TOJOBHUM
YUHOM TIiJ] Yac BHYTPINTHHOBEHHOT'O BBEACHHS; YK€ PIIKO — MHHYIIA CIINOTa, TOJIOBHUM
YMHOM IIiJ 4ac BHYTPIIIHHOBEHHOTO BBEICHHS.

3 60Ky cepys: HEYacTO — apuTMis, Ok y rpynsx (i3 mempecieto cermenta ST abo 6e3 Hel),
Opaaukapaist; piako — moxoBkeHHS iHTepBainy QT, BKIIOYArOUM TPEMTIHHS/MEPEXTIHHA
NUTYHOUKIB (forsade de pointes), 4dacToTa HEBigomMa — imemis Miokapaa (IuB. PO3ALI
«Oco0IMBOCTI 3aCTOCYBAHHS).

3 60Ky cyOun: 9acToO — BIAUYTTS kKapy ad0 MPUILITUBIB; HEYACTO — apTepiaibHa T1MOTEH3Is.

3 6oxy ouxanvHoi cucmemu ma opeanie pyOHOI NOPOICHUHI: HETACTO — THKABKA.

3 6oky mpasHno2o mpakmy. 4acTo — 3arop; 4acToTa HEB1JIOMa — CYXiCTh y POTI.

3 6oky eenamobiniapnoi cucmemu: HEYaCTO — OE3CUMIITOMHE ITiJIBUIICHHS TTOKa3HUKIB (yHKIIIT

neyinku.’

3 60Ky wiKipu i NIOWKIPHOT KIIMKOBUHU.! TYKE€ PIIKO — TOKCHUYHI BUCHUTIAHHS HA IIKIPi, BKIIOYHO

3 TOKCHYHHUM €IiepMaTbHIM HEKPOIi30M.

'V crocTepesxeHHIX BiACYTHI OCTaTOYHI AaHi MIOAO CTIHKHMX KIiHIYHHX HACIIIKIB.

%YV 6inbIOCTI BUNAJAKIB TpaH3WTOpHA cCiinmora MuHama 3a 20 XBWIMH. BiIbIICTH MAI€HTIB OTPUMYBAIH
XiMiOTepaneBTHYHI 3aCO0H, SIKi MICTATh UMCIUIATHH. bynu 3apeecTpoBaHi AesKi BUNIAJKU CKOPOMHUHYIIOI CIIIIOTH
KOPTHKAJBHOT'O TIOXO/DKEHHSI.

31i BUMasK| CIOCTEPIiranmmcs FOJOBHUM YMHOM Y XBOPHX, SIKi OTPUMYBAJIN IUCTLIATHH.

[ToBigOMJIEHHS NIPO MiI03PIOBaH1 NOOIYHI peakitii

[loBimomneHHss mpo moOiIUHI peakuii Mmicias peecTparii JIKapchbKOro 3aco0y Mae BaKJIHMBE
3HaueHHs. lle gae 3Mory mNpOBOAWTH MOHITOPHHT CITIBBIJHOIICHHS KOPUCTH/PU3HK TIPU
3aCTOCYBaHHI LBOTO JIKapChKOTro 3aco0y. MeauuHuMm Ta ¢apMalleBTUYHUM IpalliBHUKAM, a
TaKOXX TalieHTaM a0o i1X 3aKOHHHUM TMPEJICTAaBHUKAM CIIiJ TOBIIOMIISTH PO YCi BUIAJIKH
IiI03pIOBaHUX MOOIYHUX peakIiii Ta BiACYTHOCTI €()EeKTUBHOCTI JIKapChKOTO 3aco0y uepes
ABTOoMatm3oBaHy  iHdopmarliiHy  cuctemy 3 (dapMakoOHarsAy 32 TOCHJIAHHSM:
https://aisf.dec.gov.ua.

Tepmin npudamnocmi.
2 pOKH.

YMmoBH 30epiranus.

30epiratu mpu Temmneparypi He Bute 25 °C. He 3amopoxyBatH.

30epiraTé y HEIOCTYITHOMY JJISI TITeH MicCIIi.

[Ticnsa nepuioro BiAKpUTTS (rakoHa mpemnapar 30epirati He Oinblie 28 nHiB.

YnakoBka.
ITo 50 mn y ¢nakoHi. [To 1 pakony pa3zom i3 103yI0UUM MPUCTPOEM y KAPTOHHIM YITaKOBIT.

Kareropis Bigmycky.
3a peuenrtom.

BupoOHuk.
TOB «KKYCYM OAPM».

Micne3Haxo/:KeHHsI BAPOOHUKA Ta ajJpeca Micls MPOBAJIKEHHSA Oro XislJIbHOCTI.
40020, Yxpaina, Cymcbka obnacts, M. Cymu, Bys. Ckpsibina, 54.

JaTa ocTaHHBOIO Neperasay.
21.06.2023 Ne 1135.
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