IHCTPYKIIA

IJIs1 METUIHOT O 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aCO0y

CYCIIPIH®

(SUSPRIN®)

Ckiaanm:
miloya pedoBHHA: OHJAHCETPOH (ondansetron);

5 MJI pO3YKHY MiCTUTh OHJAHCETPOHY TiAPOXJIOPUAY OUTIOPaTy y IepepaxyBaHHI Ha OHOAHCETPOH 4
MT;

OOTIOMIiXKHI PEYOBUHHU: KUCIIOTA TUMOHHA, MOHOTigpaT; HaTpito 6ex3oar (E 211); HaTpito 1MTpar;
copOiTy po3uuH, 1o He KpucTanidyeTscs (E 420); cMmakoBa gobaBka «IlonyHHULS»; Boga O4YUIleHa.

JIikapcbKa ¢opMa. Po3urH [i71s1 OpalbHOTO 3aCTOCYBaHHS.

OcHOBHI (pi3MKO-XiMiYHi BTaCTUBOCTI: ITP0O30pa pifuHa 3 XapaKTePHUM 3allaXoM.

dapMmakoTepaneBTHYHA rpyna. [IpotubmoBOTHI 3ac00M Ta IpemaparTy, 10 YCyBalOTh HYIOTY.
AHTaronictu penenTopis cepoToHiny (5HT;). Kog ATX A04A A01.

dapmakono2iuHi e racmusocmi

dapmakoguHaMika

MexaHi3M mii

OHOaHCETPOH - CUIbHOLIIOUNY BUCOKOCEIEKTUBHIY aHTAarOHICT pelenTopiB cepoToHiny (5HT;).
MexaHi3M [il OHTaHCETPOHY IIPU HYHAOTi Ta G/Mt0BaHHi 0 KiHIA He 3’scoBaHui. [I[poMeHeBa Teparnis
Ta XiMioTepanis MOXKyTb OyTH IPUYKMHOIO BUBiITbHEHHS cepoTOoHiHY (DHT) y TOHKOMY KUIIEYHUKY i
30ymKeHHS 3aKiHUeHb ap)ePEeHTHUX BOJIOKOH OJIyKal0yoro HepBa IIIgxoM akTuBamii SHT;-
pelenTopiB, 110 3amyckae nepudepuyHUN MexaHi3M peasnizaillii 671t0BaIbHOTO pediekcy.
OnpaHceTpoH 6710Kye iHilialriio 11boro pedekcy. AKTuBalis apepeHTHUX 3aKiHuyeHb 6JTyKardoro
HepBa Moxe BUKIUKaTU BUukup SHT y area postrema i, BinnoBifHO, iHiianio 1[eHTPaILHOT0
MexaHi3My 6itoBabHOTrO0 pediekcy. OTKe, OHIAaHCETPOH MPUTHIYYE HYOOTY i O/I10BaHHS, III0
BMHUKAIOTh BHACJIINOK XiMio- Ta pafioTeparil, 3aBAsSKY aHTarOHiICTUYHOMY BIuBYy Ha SHT,-
pelenTopy HEMPOHiB, pO3TalllOBaHUX Y IepudepryHill Ta LieHTpaIbHii HEPBOBIiM CUCTEMI.



MexaHi3M fil OHIaHCETPOHY IIPHU IiCAsAOoNepaliiHuX HyAO0Ti Ta O/II0BaHHI OCTaTOYHO He
3’s1COBaHUN.

OH[aHCETPOH He BIIJIUBA€ Ha KOHI[EHTPALIil0 IPOJIaKTUHY Y I1JIa3Mi KPOBI.
Ponb OHOaHCETPOHY IIpHU O/II0BaHHI, CIPUYMHEHOMY OIliaTaMH, 10 KiHIIA He 3’siCOoBaHa.
dapMakOKiHETHKA

[Ticns mepopasibHOTO IPUMOMY OHIAHCETPOH ITAaCUBHO i MOBHICTIO abcopOyeThCs 3i
IIJTYHKOBO-KMIIIKOBOTO TPAKTY i Migma€eThCst mpecucTeMHOMY MeTabomizMy. MakcuMasbHa
KOHIIEHTpAallid B Ia3Mi KPOoBi (mpubnu3no 30 HI/MIT) JOCATAa€ThCS TPUOIN3HO Yepe3 1,5 roguHu
IIiCJISl IPUMOMY [O3H, 1110 CTaHOBUTH 8 Mr. [Ipu 3acToCyBaHHI y [03axX MOoHAM 8 MI BMICT
OHJIAHCETPOHY B KPOBi 30ilbIIyETHCS HEMIPOIIOPIIINHO, OCKIIbKY B TAKOMY Pa3i MOXkKe 3MeHIITyBaTUCS
10T0 IIpecrucTeMHuit MeTabomiaM. CepenHs 0i0gOCTYIIHICTh V 3[OPOBUX OOPOBOIBIIIB YOJIOBIYOI CTATi
TIiCIIsE TepopanbHOro IPUHOMY OfHi€l TabIeTKH 8 MI CTaHOBUTHL MpubIH3HO 55-60 %.
BiogocTymnHicTh memnio 36iNmbIIyeThCS IPH OMHOYACHOMY IIPUMOMI ITpenaparty 3 1kelo, aje He
3MIHIOETHCA IIPU IIPUOMI 3 aHTalMgaMu. Po3nonin OHTaHCEeTPOHY OGHAKOBUY IIPU
3aCTOCYBaHHI BHYTPILIHbO, BHYTPIIIHROM 130BO Ta BHYTPIIIHLOBEHHO Y JOPOCIIUX, OMiOHUN
o Tiepioy HaIMiBBUBENEHHS y KiHIEBi# ¢a3i 3 roguHu i 06’eMy po3mofiiny B CTaHi piBHOBaru
140 n. ExBiBaJIeHTHa CHCTEMHA €KCIIO3UINS NOCATAETHCS MiCiIs BHYTPITHEOM S30BOTO Ta
BHYTPIIIHLOBEHHOI'0 BBE[JeHHS OHIaHCETPOHY.

OHpaHCETPOH Mae MOMipHUY CTYIiHb 3B’A3yBaHHA 3 OinmkaMu ma3Mu KpoBi (70-76 %). OHmaHCEeTPOH
BHUBOMIUTHCS i3 CUCTEMHOTO0 KPOBOTOKY T€pEBazKHO 3a JOTIOMOTI0I0 MeTaboJIi3My B MEYiHIli 3a y4acTio
YUCJIEHHUX (GepMeHTHUX cucTeM. MeHire 5 % abcopOoBaHOl 703U BUBOTUTHCS Y HE3MiHEHOMY
BUTIAMI i3 ceuelo. BigcyTHicTs hepmenTty CYP2D6 (monimMopdi3Mm criapTein-1e0pu30xXiHOBOTO TUITY) He
BIIJIMBA€E Ha (papMaKoOKiHETHKY OHlaHCEeTPOHY. PapMaKOKiHETUYHI TapaMeTPy OHJaHCETPOHY
3a/IMIIAIOTHCST HE3MIHEHUMU IIPU Horo 6araTopa30BOMY 3aCTOCYBaHHi.

Oco0nuBi rpynu Nali€eHTiB

Cmamb

dapMakKOKiHETHKA OHAHCETPOHY 3aJIeXKUTH Bifl CTATi IAI[l€HTIB. Y XiHOK Bii3HAYaIOThLCS
OinbIa MIBUAKICTH, CTYIiHL aOCOPOIIil i MEHIINM CUCTEeMHUN KilipeHC, 00'eM PO3MOAiNny (MOKa3HUKHU
CKOPHUTOBaHI 3a Macolo Tijla), HiX y 4YOJIOBIKiB.

Himu

BigMiHHOCTI Y papMaKoOKiHETUYHUX ITapaMeTpax YaCTKOBO IOSICHIOIOTHCS Oi/IbIll BUCOKUM
BiZICOTKOBMM BMiCTOM PiiHU B OpraHi3Mi y HOBOHAPOMAXKEHUX i TPYAHUX [iTel i Oinbll BUCOKUM
00’eMOM pO3MOMiny y miTe BikoM Bim 1 mo 4 micsiris.

Y piteit BikoM Big 3 mo 12 pokiB abCoMIOTHI 3HaUeHHS KJIipeHCY Ta 00’eMy PO3IOAiNy OHOAHCETPOHY
Oynu 3HMKEHi OPiBHSHO 3i 3HaYeHHSAMU ¥ fopocnux. O0uaBa napaMeTpy MigBUIIYBaINCS JTiHIKHO

3aJIe3KHO Bifl Macu Tifna, y mauieHTiB BikoM 10 12 pokiB 1i 3HaUYeHHS HaGIMKaIUCh 10 ITOKa3HUKIB Y
[OPOCIIUX.

[Tpu KopexKIIil MOKa3HUKIB KIipeHCy Ta 00'eMy PO3MOMiNY 3aleKHO Biff MacH Tina Iii mapameTtpu 6ynu
HaOnMuXKeHi B pi3HUX BiKOBUX Ipymnax. Po3paxyHoK 1031 3 ypaXyBaHHSIM MacH Tijla KOMIIEHCY€E BiKOBi



3MiHU i CUCTEMHY €KCIO3UIIiI0 OHIAHCETPOHY y HiTEu.

3a pe3yabTaTaMu IIPOBENEHOT0 OOCIiAKeHHs, IIJIola IIif (apMaKOKiHETUYHOK KPHUBOIO
«KOHLeHTpanisg-yac» (AUC) micns npuiioMy BHYTPILIHBO Ta BHYTPIITHBOBEHHOTO BBEE€HHS TIiTAM i
nipmiTkam Gyra momiGHOIO 10 TaKol Y JOPOC/INX, 3a BUHATKOM I'PYAHUX AiTed BikoM Bifm 1 mo 4 Micsiris.
00’em po3mnopiny 3anexas Bifi BiKy i 6yB HUKYUM Y TOPOCIHX, HiX y HiTei.

ITayieHmu AiMHbO20 BIKY

[lepenbauaeThes OinbIl BUpaxKeHuM BIIUB Ha iHTepBan QTCF y mailieHTiB BikoM moHanm 75
POKIB, HiX y ITalliEHTiB MOJIOZLIOIO BiKY.

ITauieHmu i3 nopyweHHAMU PYHKUil HUPOK

Y namieHTiB i3 TOMipHOI HUPKOBOI HENOCTATHICTIO (K/IipeHC KpeaTuHiHy 15-60 MJI/XB) CUCTEMHUI
KJIipeHC i 00'eM pO3MOMiNy 3HUXKYIOTHCS ITiCIIST BHYTPILIHbOBEHHOTO BBEIEHHS OHIAHCETPOHY, 110
IPU3BOIUTH 0 HEBEJIMKOTO, KITIHIYHO He3HAYYIIOro 30ibIIeHHs Iepiony HamiBBUBeOeHHs (5,4
roguHu). [JoCHimKeHHS 3@ y4acTIo MAIliEHTIB i3 TAKKO0I0 HUPKOBOIO HEIOCTATHICTIO, SIKi TOTPEeOyIOTh
PEeTyIApHOTO remMofianidy, He IT0Ka3alu 3MiHU (hapMaKOKIHETUKY OHIAaHCETPOHY IiC/ISA HOTO
BHYTPIITHEOBEHHOT O BBEIEHHS.

ITauieHmu 3 nopyweHHAMU (pYHKUII neviHKu

Y nami€eHTiB i3 TAKKAMU IOPYIIEHHAMEU (QYHKIIl TeYiHKY 3HAYHO 3HUXKYETHCS CUCTEMHUU KITipeHC
OHJIAaHCETPOHY 3i 30i/bIlIIeHHSIM TIepioAy HamiBBUBe#eHHS [0 15-32 ropu, 6i0OCTYIHICTE IpH
npuiiomi BHyTpimHb0 gocsirae 100 % BHACTIgOK 3HUKEHHS ITPECUCTEMHOT0 MeTabo1i3My.

KiiniuHi XxapaKTepuCTHKH
Iloka3zannsn
Ilopocai

JIikyBaHHS Hy[OTHU Ta O/MI0OBaHHS, CIPHYNHEHUX IIUTOTOKCUYHOIO XiMiOTepallie Ta
IIPOMEHEBOIO TEPAIII€L0.

[TpodinakTrKa micnsonepamiiiuX HyAOTH i OTIOBaHHS.

I miKyBaHHS ITicIsgonepaliiHuX HynoTH i 6710BaHHS PEKOMEHI0BAHO 3aCTOCOBYBATHU
OHAHCETPOH y BUTTISAAI PO3YUHY [AJIS iH €KIIiH.

Himu

JlikyBaHHS HYJOTH Ta OI0OBaHHS, CIPUYNHEHUX [[MTOTOKCUYHOIO XiMiOTEPAITi€lo [T miTen
> 6 MicsIiB.

BifcyTHi naHi 4OCigXKeHb 11010 3aCTOCYBaHHSA [IEpOPaIbHOT0 OHAAHCETPOHY YV HiTel BIKOM
Bim 1 Micsig ansg npodinakTuKy 4u JTiKyBaHHS IicasonepaliiftHuX HyJOTH i OII0BaHHS, TOMY



B IIbOMY pa3i PEKOMEHOOBAHO 3aCTOCOBYBATH OHOAHCETPOH Y BUTTIAML po34uny Ond 1H'€KIIiH.

IIpomunoka3aHHs
CyMiCHe 3acToCyBaHHS OHIAHCETPOHY Pa3oM 3 arloMOPGiHy TimpOXIOPULOM.

[TigBuIeHa 4yTnuUBICTh OO0 OyAb-IKOT0 KOMIIOHEHTA IIpemnapary.

B3aemodis 3 iHwumu snikapcobkumu 3acodamu ma iHwi eudu e3aemodiu

HeMmae cBimueHb TOTO, 1110 OHJI@HCETPOH MMPUCKOPIOE YU rajibMy€e MeTabo1i3M iHIIuX
IpernaparisB 1Py OQHOYACHOMY 3aCTOCyBaHHi. byyo mmoKa3aHO, 1110 OHJaHCETPOH HE B3aEMOI€
3 aJIkorojieM, TemMa3enamoM, ¢pypoceMifnoM, andeHTaHiIoM, TpaMafoioM, MOPGIHOM,
JimoKaiHOM, TiomeHTasoM abo IporIodosIoM.

OnpanceTpoH MeTabomi3yeTbes pisHUMEU pepMmeHTamu ruToxpoMy P450 meuinku: CYP3A4, CYP2D6
ta CYP1A2. 3aBOsKH Pi3HOMAHITHOCTI (hepMeHTIB MeTab0I1i3My OHOAHCETPOHY TaJIbMyBaHHS
a00 3MeHIIeHHS aKTUBHOCTI OHOT0 3 HUX (Hampuknap, renetnunui gedimur CYP2D6) y
3BUYAMHUX YMOBaX KOMIIEHCYEThLCS iHITMMU pepMeHTaMu i He Oyne MaTH BILUIMBY Ha
3arajbHUM KITipeHC OHNAHCETPOHY a00 TaKui BIUIUB Oyhe He3HAYHUM.

3 06epekHICTIO CITiJT 3aCTOCOBYBATH OHIAHCETPOH Pa30M i3 TiKapchKUMM 3aco6aMu, 1110 TTOJ0BXKYIOTh
inTepsan QT Ta/ab0 CIpUUUHSIOTH MIOPYILIEHHS €JIEKTPOIiTHOrO GanaHcy (auB. po3mdin «OcobnuBoCTi
3aCTOCYBAHHS»).

3acToCyBaHHS OHI@HCETPOHY 3 iHIIMMHU JTIKapCbKUMHU 3aco0aMu, 1110 TIOJIOBXKYIOTh iIHTEPBA
QT, MoXe COIPUYMHUTH OOAATKOBE IIOOOBXKEHHS I[bOT'0 iHTEPBay.

CyMiCHe 3aCTOCYBaHHS OHJAHCETPOHY 3 KapAiOTOKCUYHUMMU JIiIKapChKUMU 3acobaMu
(HampuKiaf, 3 aHTPalUKIiHaMu (qoKcopybinuH, mayHopybinuH) abo Tpactyymabom),
aHTNOi0TUKaMU (EPUTPOMIINH), TPOTUTPUOKOBHMMHU IIpernapaTaMu (KeTOKOHA307I),
aHTUApUTMiYHUMU 3acobamu (amiogapoH) i 6eTa-6;10KkaTopaMu (aTEHOJION YU TUMOJION)
MOXKe 30iblIyBaTH PU3UK BUHUKHEHHS apUTMill (nuB. po3min «OcoOIMBOCTI 3aCTOCYBAHHSI»).

CepomoHiHepeemuku (HANPUK/1A0, ceseKmueHi iH2ibimopu 380POMH020 3aXON/AEHHS
cepomoHiHy (CI33C) ma iH2ibimopu 380pOMHO20 3aXON/1eHHA CePOMOHIHY ma
HopaopeHaiHy (I33CH)

€ maHi Ipo BUHMKHEHHS CEPOTOHIHOBOT'O CUHAPOMY (BKJIFOYHO 31 3MIHOIO ICUXIYHOTO
cTaTycy, HecTabimbHICTIO GYHKIIIOHYBaHHS BeTeTaTUBHOI HEPBOBOI CUCTEMU i HEPBOBO-
M’SI30BUMH MOPYIIEHHSIMHU) V MAIli€HTiB, IKi OQHOYACHO 3aCTOCOBYBaJIM OHAAHCETPOH Ta iHIIi
cepoToHiHepriuHi mikapchki 3acobu, 30kpema CI33C Ta I33CH (muB. po3min «OcobnuBoCTi
3aCTOCYBaHHS»).

Anomopgin



3acTocyBaHHS OHIaHCETPOHY pa3oM 3 alloMOPGiHy TiIpOoXIOPUAOM MIPOTUIIOKa3aHe,
OCKiJIbKH CIIOCTEpIiranucs BUMAAKKW apTepianbHOI rimoTeH3il Ta BTpaTU CBiMOMOCTI ITifl Yac
CyMICHOT'0 3aCTOCYBaHHS.

deHimoiH, KapbamaseniH i pugpamniyuH

Y mariieHTiB, sKi OTPUMYIOTH JIIKyBaHHS NOTeHLiMHUMY iHAyKTOpamu CYP3A4 (Hanpukiag,
deniToiHOM, KapbaMa3zerniHoM i pudaMmIiluHOM), KJTipeHC OHOAHCETPOHY (IIPU IepoparbHOMY
npuiioMi) 30iNbIIYETHCS, @ KOHIIEHTPAllisl Y KPOBi 3MEHIIYETHCS.

Tpamadon

OHOaHCETPOH MOXKe 3MeHINyBaTH aHANTeTUYHUYN eDeKT TpaMamoy.

Oco6 1ueocmi 3acmocye8aHH 1

[ToBimoMsinocst IPO BUMNAAKHU peakiliii MigBUILeHOl YyTIUBOCTI y TaIli€HTIiB, SKi Manu B
aHaMHe3l IiBUIlleHy YYTJIUBICTh [0 IHIIUX CeJIeKTUBHUX aHTaroHictiB SHT,-penenTtopis.
Po3nagu ouxaHHS MOTPIOHO JTiKyBaTH CUMIITOMATHYHO, JIIKAPSIM CJIi[l 3BePTATH Ha HUX
0Cc00IMBY yBary, OCKiJIbKM BOHU MOXYTb OyTU NepefiBiCHUKaMu peakIliil migBUIIeHO]
YyTIIUBOCTI.

OHpaHCeTpOH Yy fo303ajexHil ¢hopmi nogosxkye inTepsan QT (ous. po3gin «®apMakonoriyHi
BJIACTHBOCTI»). [ToBimoMisinocs mpo Bunagku Torsade de Pointes y malli€HTIB, SIKi 3aCTOCOBYBau
oHpaHceTpoH. CIif yHUKATH 3aCTOCYBaHHS OHOAHCETPOHY IallieHTaM i3 BPOAXKEHUM CUHAPOMOM
nopoBxkeHHs QT. OHmaHCeTPOH MOTPIOHO 3 06ePeKHICTIO 3aCTOCOBYBATH IIPH JIiKyBaHHI MAaIliEHTIB,
SKi MaloTh a0 y SKUX MOXKe PO3BUHYTHUCS MOOBXKeHHS iHTepBany QT, BKITIOYHO 3 MallieHTaMu i3
IIOPYIIeHHSAMH eJIEKTPOJIiTHOTo OamaHcy, 3acTiiiHOI CepIiieBOI0 HeOCTaTHICTI0, OpafgrapuTMieio abo
IIaIll€HTIB, AKi JIKYIOTHCS IHIIUMU IIpenapaTaMy, 1[0 MOXYTh CIIPUYUHUTY IION0BXKEHHS IHTEepBaly
QT abo nopyI1ieHHs eeKTPOJITHOrO 0ajaHCy.

[ToBimoMmsgoCsl PO BUMNAAKHY illleMil MioKappa y MallieHTiB, SKi 3aCTOCOBYBasu
OHJJAHCETPOH. Y HeIKUX NallieHTiB, 0COOIMBO y pa3i BHYTPIlTHbOBEHHOT O BBEIEHHS,
CUMIITOMHU 3'IBUJIUCS Biipa3y MiCJis BBeOEHHS OHJAHCETPOHY. [lalieHTiB CIif nonepenuT
IIPO O3HAKM i CUMIITOMH illleMil MioKappa.

[lepen mo4aTKOM 3aCTOCYBaHHS JTiKApChKOTO 3ac0o0y CIIifi CKOpeTyBaTH TilloKalieMilo Ta
rinomMarsieMimo.

€ maHi PO BUHMKHEHHS CEPOTOHIHOBOT'0 CUHAPOMY (BKJIFOYHO 31 3MIHOIO IICUXIYHOTO
cTaTycy, HecTabimbHICTIO GYHKIIIOHYBaHHS BereTaTUBHOI HEPBOBOI CUCTEMU i HEPBOBO-
M’SI30BUMH MOPYIIEHHSIMHU) V MAIli€HTIB, SIKi OHOYACHO 3aCTOCOBYBAJIM OHAAHCETPOH Ta iHIIi
cepoToHiHepriuHi mikapceki 3acobu, y Tomy uucai CI33C ta I33CH (guB. po3min «Bsaemomis 3
iHIMMUMY TiKapchKUMU 3acobaMu Ta iHIII BUAYM B3a€MOZii»). AKINO ogHOYaCHe JTiKyBaHHS
OHJIAaHCETPOHOM Ta iHIIMMH CEPOTOHIHEPTiUHUMU IIpenapaTaMy € KJIiHiYHO 00T'PYHTOBaHUM,
PEKOMEHOYETHCA BiJIHOBiJIHe CIIOCTEPEXKEHHS 3ad HaHiGHTOM.

OCKinbKY OHOAHCETPOH MOCabIi0e EPUCTATbTUKY KUIIEYHUKY, TOTPiOeH peTebHUM
HarJIsa[ 3a NalieHTaMy 3 03HaKaMU HEIIPOXiAHOCTI KUIIEeYHUKY ITiCIIs 3aCTOCYBaHHS



pemnapary.

Y mariieHTiB, IKUM IIPOBOAUTHLCA XipypridyHe BTPYYaHHS B afleHOTOH3UJIAPHIN OiIAHIT,
3aCTOCYBaHHS OHIAHCETPOHY OJIS IPOQiIaKTUKYU HYLOTU Ta OII0BaHHS MOXKE MaCKyBaTU
BUHUKHEHHST KpOBOTe4i. TOMy Taki XxBopi moTpebyioTh peTeNbHOr0 HATTISIAY Mics
3aCTOCYBaHHS OHIaHCETPOHY.

Heo0xigHO MPOBOAUTH MOCTIMHNWY MOHITOPUHT NOPYIIeHHS QYHKIIII IeYiHKY y OiTeH, AKi
IPUIMalOTh OHOAHCETPOH pPa30M i3 relaTOTOKCUYHUMHU XiMioTepaneBTUUHUMY 3aco0aMHu.

[Tpemapat micTuTh copOiT. EHepreTuyHa 1iHHiCTL 1 T coplity - 2,6 kkan. CopOiT Moxke
YUHUTYU M’SIKY 1T0C1abioBaIbHY [it0. Y pa3i BCTaHOBIEHHS HETIEPEHOCUMOCTI AesIKuX IyKPiB
CJIil TPOKOHCYIbTYBATUCS 3 JTIKapeM, MEPII HiXK MpPUNMaTH 1ied TiKapChKuii 3acil.

3acmocyeanns y nepiod eazimHocmi abo 200yeanuHs 2pydoio

KiHKM miTOPOHOTO BiKY, 5IKi 3aCTOCOBYIOTh OHOAHCETPOH, TOBUHHI PO3TIISHYTH MUTAHHS IIPO
BUKOPHUCTAHHS KOHTPAIIEIIIi.

BaritHicTtb

Ha mifcTasi npoBeneHuX emifeMioIoTiYHuX AOCIIiAXKeHb OHOaHCETPOH, SK IiT03PIETHCS,
CIIpUYMHSE Bafiyl IIeJIETHO-IUITHOBOI OiISTHKY IIPU 3aCTOCYBaHHI ITPOTSATOM IIEPIIOTro
TPUMECTPY BariTHOCTL. B 0HOMY 3 KOTOPTHUX AOCIIIIXKEHb, 110 BK/IO4Yasno 1,8 MinbioHa
BariTHOCTEM, 3aCTOCYBaHHS OHOAHCETPOHY Y MEPIIOMY TPUMECTPi Oys10 MOB’g3aHO 3
MigBUIIEHUM PU3UKOM PO3IIEIIEHHS Y POTOBiM MOPOXKHMHI (3 gomaTKoBi Bunagku Ha 10000
JXKIHOK, IKi OTPUMYBaJId OHOAHCETPOH; CKOPUTOBAHUY BiTHOCHUU pU3UK, 1,24 (95 % CI
1,03-1,48)). ocTymnHi enifgeMionoriyHi JOCTIgXKEHHS CepLeBUX Baf MOKa3yTh CylepedsnuBi
pe3ynbTaTy. [JOCiaXKeHHd Ha TBApMHAX HE BKa3yIOTh Ha IPSIMi YU OIIOCEPeAKOBaHI WIKIJIUBI
e(eKTH I0JI0 PEIPOAYKTUBHOI TOKCUYHOCTi. OHTaHCETPOH He CIIifi 3aCTOCOBYBATHU MIPOTSATOM
[IEPIIOr0 TPUMECTPY BariTHOCTL.

[Iepion rogyBaHHS TPYOIO

B excnepuMeHTaIbHUX OOCHIIXKeHHAX OyJI0 I0Ka3aHo, 1110 OHOAHCETPOH NIPOHUKAE y TPyAHe
MOJIOKO TBapuH. Y pa3i HeoOXiHOCTi 3aCTOCyBaHHS IIpenapary KiHKaM CITif TPUIUHUTH
rOfyBaHHSA I'PYALIO.

QepTUIBLHICTE

[laHi moao BIIUBY OHAAHCETPOHY Ha GePTUIbHICTh TIOOUHY BiICYTHI.

30amuicmb enaueamu Ha weudKicmov peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu

[IcuxoMOTOPHI TECTU IIOKa3ay, 110 OHJaHCETPOH He BIIJINBA€ Ha 30aTHICTh KEpyBaTu
MeXaHi3MaM¥ i He YMHUTh CeJaTUBHOI fil. Buxoggayu 3 (apMakosorili OHGaHCETPOHY,



3ryOHOr0 BIUIMBY HA TAKY HAisJIbHICTH He mepen6adeHo.

Cnoci6 3acmocyeaHHsi ma 0o3u

HymnoTa Ta 6/110BaHHS, COPUYMHEH] XiMioTepalrieo Ta MpoMeHeBOI0 Tepamieo
opocii

EmeTorenHuii MoTeHIian Teparil paky Bapiloe 3ajie’kKHO Bif 7031 i KoMbiHallil pexXuMiB ximioTeparrii
Ta IPOMeHeBol Teparii. Bubip pexumy no3yBaHHS 3aJIeXKUTh Bif] TSAXKKOCTI EMETOTE€HHOT'O BIIJIUBY.

EmemoezeHHa XiMiomepania ma npomMeHesd mepanis

o3y 8 Mr (10 M) mpuitMaioTh 3a 1-2 ToguHM 40 MOYATKY XiMioTeparii abo mpoMeHeBoi Teparii,
noTiM 03y 8 Mr (10 M) mpuiiMaioTh Yepe3 12 rofuH i MPOJOBKYIOTE [0 5 [il.

BucokoememozeHHa xiMiomepanis

Crnipm 3aCcTOCOBYBaTH IIperapaT y BUTTISIAI OMHOPa30Bol fo3u 10 24 Mr (30 M) OHTaHCETPOHY 3
12 mr mekcaMeTa30HY HaTpioo pochaTy epopanbHo 3a 1-2 roguHu H0 XimMioTeparril.

[Ticna nepiux 24 TogUH PEKOMEHOYETHCA IIepopajibHe 3aCTOCYBaHHS IIpenaparty IpoTATroM
MaKCUMyM [10 O [HIB IiCJI KypCy JIIKyBaHHS.

PekoMeH0BaHa [03a AJIs IePOPasIbHOTO 3aCTOCYBaHHS CTAHOBUTH 8 MT 2 pa3u Ha #o0y.
imu
PospaxyHok 0o3u 015 dimetl sikom 8i0 6 micsuie ma nidaimkie gikom 0o 17 pokie

o3y mpemapaTy MOXHa po3paxyBaTH 3a IIJIOIIeI0 ITOBEPXHI Tina abo 3a Macolo Tijla IUTUHH.
fK1110 M03y PO3PaxoBYIOTh 3a MACOI0 Tijla, 3arajabHa M000Ba H03a BUIA MTOPIBHSHO 3
N03yBaHHAM 3a IUIOLIEI0 IIOBEPXHI Tijla.

Po3paxyHok 0o3u 32i0HO 3 NaouLer0 N08epxHi miaa QUMuUHU

OHpaHCEeTPOH CIIif BBOAUTH 6e3mocepeqHbo Neper XiMioTeparieo IIIsIX0M OTHOPa30Bo1
BHYTPIIIHBOBEHHOI iH' €Kil y 031 5 Mr/M?, BHyTPilIHbOBEHHA [03a He IIOBUHHA [IePEBUIIYBaTH § MT.
Yepes 12 roguH MoXkKHa pO3MOYMHATU IIepopasibHe 3aCTOCYBaHHS IIpenapary, sKe MOXe TPUBaTH 1le
5 mHiB (guB. TaOmwuiro 1). 3aranbHa oO0Ba m03a (PO3MofiieHa Ha MPUHOMH) He TIOBUHHA
IIePEeBUILYBaTHU 403y AJIS HOPOCIUX 32 M.

Tabmuus 1

Po3paxyHOK [034 3TigHO 3 IIJIOIIE0 MOBEPXHI Tijla OjId AiTel BiKOM MMOHa[ 6 MiCALIB Ta
MiAIiTKiB BiKOM 00 17 pOKiB

[Mnoma rina gurwan |Hens 1¢° [mens 2-6°




<0,6 M 5 Mr/M° BHYTPIIIHLOBEHHO CHPOI y 1031 |CHPOI y [03i 2 MI KOXKHi
2 Mr 4yepe3 12 rogux 12 rogun

>0,6 M g0 <1,2M° |5 Mr/™M° BHYTPIIIHEOBEHHO CHPOI YK CHpOI 4¥ TaOJIeTKH y f03i 4 MT
TabmeTKy y 0o3i 4 Mr yepe3 12 rogun  [KOXHI 12 rogun

> 1,2 M 5 mr/M° a60 8 MI' BHYTPIllIHLOBEHHO cupon 4yu TabmeTku y mo3i 8 mr
cuporm uu TabyeTky y 4o3i 8 Mr yepe3  [KOXHi 12 rogux
12 rogun

‘Mosa IIPY BHYTPIlITHLOBEHHOMY BBEI€HHI HE TOBMHHA IIEPEBUIIYBATH 8 MT.

°3aranpHa m060OBa M03a He MOBMHHA [EPEBUINYBATH H03Y I JOPOCIHX 32 MT.

Po3paxyHok 0o3u 32i0HO 3 MACO mijsd QuMuHuU

fK1110 O3y PO3PaxoBYIOTh 3a MACOM0 Tijla, 3arajabHa M000Ba H03a BUIA MTOPIBHSIHO 3
N03yBaHHAM 3a IUIOLIEI0 IIOBEPXHI Tijla.

OHpaHCEeTPOH CJIif BBOOUTHU Oe3mocepeqHbo mepes XiMioTeparier IIsxoM OTHOPa30BOi
BHYTPIIIHEOBEHHOI iH'€Kk1il y 7031 0,15 Mr/kr. BEyTpIilTHEOBEHHA 103a He TIOBUHHA II€PEBUITyBaTH

8 Mr. Y mepiuuii [eHb MOXXHa BBECTH I1le 2 BHYTPIIIHbOBEHH] 03U 3 4-TOOUHHUM iHTepBasioM. Yepes
12 ropguH MOXKHa PO3MOYMHATH IlepopabHe 3aCTOCYBaHHS IIpenapary, SKe MOXe TPUBATHU Iie 5 [HiB
(ouB. TabmuIrio 2). 3aranbHa f060Ba f03a (po3MmofiiieHa Ha MPUoOMHK) He TIOBHHHA IIePEeBUIIYBaTH
103y AJIS JOPOCTUX 32 MT.

Taonuis 2
Po3paxyHOK [03u 3TifHO 3 Macol0 Ti/la [AJis AiTed BIKOM ITOHa[ 6 MiCSAIliB Ta IigJIiTKiB

BikoM 110 17 pokiB

Maca Tina |dens 1®° Iens 2-6°

<10 kr no 3 go3 0,15 mMr/kr KoxHi 4 roguHu |cupon y fo3i 2 Mr KoxHi 12 rogus

> 10 kr mo 3 mo3 0,15 Mr/Kr KoXKHi 4 TOMUHU |cUpON 4y TabNIeTKH y 7031 4 M KOXKHi
12 rogun

a BHyTpilIHbOBEHHA [103a HE [I0BUHHA [I€PEBUILYBATU 8 MT.

% 3arampma no6oBa [o3a He MOBHHHA IIEPEBUINYBATH J03Y [/ JOPOCIHX 32 MT.

XBOpi JITHBOTO BiKY

OnpaHCeTpoH HoOpe MEePEeHOCUTHCS MallieHTaMu BiKOM IOHaA 65 pokiB. 3MiHa Jo3yBaHHS ab0
YaCTOTH BBEIEHHS He MOTpPiOHA.

Iicasonepauitii Hydoma i 61108aHHA

Hopocai

16 Mr (20 M) 3a 1 roguHy [0 MPOBEeHHS aHEeCTe3ii.



I71s1 3yIMHKY MicAsionepaliiHuX HyoOTH Ta OII0BaHHSA 3aCTOCOBYIOTh OHAAHCETPOH y (popMi
PO34YMHY OJId iH €KIIN.

ITicasionepau,itiHi Hydoma i 6108aHHA y Oimell 8ikom noHad 1 micAyb ma nidaimkie sikom 0o 17
poOKia

He npoBoaunioch XKOOHUX OOCIIIAXKEHD LIOM0 [IePOPaIbHOI0 3aCTOCYBAaHHS OHOAHCETPOHY AJIS
npodinakTuku abo JTiKyBaHHS ITiCIs0NepaliiHuX HyAOTH i OJII0BaHHS; MIPU IIbOMY ITOKa3aHHi
PEKOMEHAYEThCS BBEIEHH IIpenaparTy IIJITXOM MOBinbHOL (He MeHIne 30 CeKyHR)
BHYTPIIIHOBEHHOI iH’€KIIil.

Hemae maHuX 1IO[0 3aCTOCYBAaHHS OHAAHCETPOHY [JI JIIKYBaHHA MIiCIS0IepaliiHuX HyOOoTH 1
O1t0BaHHS y AiTEX BIKOM IO 2 POKIiB.

Xa80opi 1iMHb020 BIKY

IocBif 3acTOCyBaHHSI OHOAHCETPOHY AJIS MPO(DiTaKTUKY i TiKyBaHHS MiC/IsS0IepaliiHuX
HY[OTH i O/I0BaHHSA Y JIIOOeH IITHLOTO BiKy 00MexKeHUM, OIHAK OHIaHCETPOH moOpe
IIePEHOCUTHCS XBOPUMU BiKOM IIOHAL 65 POKIB, fKi OTPUMYIOTH XiMioTepartito.

ITauieHmu 3 HUPKOBOIO HEedoCcmamHicmio

HeMae HeoOXiTHOCTI 3MiHIOBAaTH PeXKUM M03yBaHHS abo0 IUISX BBEIEHHS IIpernapary A
NIAIli€HTIB i3 MOPYIIEeHHIMHU (PYHKIIil HUPOK.

ITauieHmu 3 ne4iHK080H HedocmamHicmio

Y nanieHTiB 3 TOMIpHUMY i TIXKKUMU MOPYLIEHHAME (QYHKII] IeYiHKY KJTiDEHC OHOAHCETPOHY
3HAYHO 3HUXKYETHCS, a [Iepiof HaliBBUBEeHHA i3 CUPOBATKM KPOBi 3pocTae. [ TaKux
XBOPHUX MaKcHUMaabHa 0o00Ba f03a IpenapaTy He IOBUHHA II€PEBUIIYBATH 8 M.

ITauieHmu 3 nopyweHHAMU mMemaboai3my cnapmeity/0ebpucokeiHy

[lepion HamMiBBUBENEHHS OHOAHCETPOHY V IMAIiEHTIB i3 MOPYyIIEeHHIMHA MeTaboi3My
crapTeiny i eOpUCOKBiHY He 3MIHIOETHCS. Y TAKUX IAIi€HTIB ITiC/IsI TOBTOPHOT'O BBEIEHHS
KOHIIEHTpAIlis IperapaTy Taka X, K i y XBOPUX 3 HOpMaIbHUM MeTabomizaMoM. ToMy 3MiHa
mo3yBaHHSA ab0 4aCTOTU BBEJIeHHS He MOTpPiOHa.

Himu

Po34¥H OHIAaHCETPOHY [JId OPaJIbHOT0 3aCTOCYBaHHS NMpU3HAYEHUH I 3aCTOCYBaHHS TiTAM
BiKOM TOHa[ 6 MicAIiB 71 TiKyBaHHS HYIOTHU Ta OII0BAHHS, CIIPUUYMHEHUX XiMioTepariero.

In1st mpodiakKTUKY YU JIiIKYBaHHS ITiC/s0NepaliiHuX HyNOTH i OTI0BaHHS Y [iTel BiKOM
nmoHap 1 micsp peKOMEeHI0BaHO 3aCTOCOBYBAaTH OHOAHCETPOH Y BUTIISAMI PO3YUHY AT
iH' €eKIIin.



Ilepedo3yeanus
Cumnmomu

IaHUX PO Mepefo3yBaHHS OHOAHCETPOHOM HEIOCTATHLO. Y OiIbIIIOCTI BUIIQIKiB
nepefo3yBaHHs CUMIITOMU OynIu CX0XKi Ha mMOoGiYHi peaktiii, 1110 BUHUKAIK y Talli€HTiB IpU
3aCTOCYyBaHHI peKOMEHA0BaHuX 03 (AuB. po3xin «I1o6iuni peakuii»). [TopyiieHHS 30py, 3amop
TS2KKOTO CTYIEHs, apTepiajibHa Ti0TeH3id Ta Ba30BarajbHi IPOSBU 3 TPAH3UTOPHOIO
aTpioOBEHTPUKYIISIpHOIO 610Kanoio II ctynens 6ynu 3adikcoBaHi mpu mepeno3yBaHHi. Y {iTel BikoM
Big 12 Mics1iB [0 2 POKiB MOBIHOMIISIOCS PO CEPOTOHIHOBHM CHHAPOM, III0 BUHUKAB IIPU
Ilepeno3yBaHHi.

OHpaHCEeTPOH [0303a/1eKHO0 N00BXKYe iHTepBal QT, ToMy y BUIagKy nepefo3yBaHHS
PEeKOMeHAY€eThCS MOHITOPUHT EKI'.

JlikysaHHA

CnenudiyHOro aHTUIOTY [JIS OHJAHCETPOHY HEMAE, TOMY y pPa3i epefo3yBaHHS HEOOXiTHO
3aCTOCOBYBaTH CHUMIITOMaTAYHY Ta MiATPUMYIOUYY TEpAIIilo.

3acToCcyBaHHS ineKaKyaHu He PeKOMEHIYETHCS, OCKIIbKY KJTiHiYHA BifIMOBIgb Ha 11 BBEIEHHS
MOXK€e TaJIbMyBaTUCS BHACIIIOK aHTHEMETUYHOI Ail OHTAaHCETPOHY.

ITo6iuHi peakuii

[TobiuHi peakilii, HaBefeHi HUXK4Ye, KiTacu(diKoBaHi 3a OpraHaMu i CUCTeMaMM Ta 3a YaCTOTO0
BUHUKHEHHS. 3@ YaCTOTO BUHUKHEHHS IMOOiuHi peakiil po3momisieHo Ha TakKi KaTeropii:
nyxe gacto (=1/10), vacto (=1/100 ta <1/10), HeyacTto (=1/1000 ta <1/100), pigko
(=1/10000 Ta <1/1000), myxe pimko (<1/10000), yacToTa HEBimoMa (He MoxKe OyTHU
BHM3HaueHa Ha OCHOBi HasBHUX JaHux). [ly:Ke 4acTi, 4acTi Ta HevacTi mobiuHi peakirii Oymu
3arajaoM BUSBJIEHI ¥ KITiHIYHUX AOCTigXKeHHSX. PifKi Ta nyxKe pigki moOiyHi peakiiil B
OCHOBHOMY OyJu BUSIBJIEH] y TiC/IsipeecTpaliiHuil Tepion.

[Tpodinb mobiyHUX peakiliii y OiTel Ta MiAJiTKiB OyB TaKUM XKe, K 1 Y TOPOCIIHX.

3 6oky iMyHHOI cucmemu: PigKO - Peakilii migBUIIEHOI Yy TIMBOCTI HETAUHOTO THUITY, iIHKOTTH TSXKKi, axk
no aHadinakcii.

3 boky Hepeoeoi cucmeMu: myxkKe 4acTo - TOJIOBHUI Oifib; HEYACTO - CY[IOMHE, PYXOBi IIOPYIIEHHS
(BKITIOYAIOUM eKCTpallipaMifiHi peakilil, Taki K OKyJIOTipHUM KpX3, OUCTOHIUHI peakiiil i IuCKiHe3is)';
PigKO - 3aIaMOPOYEeHH IIifl Yac IMIBUOKOT0 BHYTPIIIHHOBEHHOTO BBEIEHH IIpernapary.

3 60Ky opaaHis 30py: PiIKO - CKOPOMHUHYII 30POBi Po37amu (MIOMYTHIHHS B 04aX), TOJIOBHUM YHHOM
IIiJ YaC BHYTPIMIHbOBEHHOT O BBEIEHH; OyK€e PIOKO - MUHYIIA CJIlI0Ta, TOJIOBHUM YMHOM IIifi Yyac
BHYTPIITHEOBEHHOT O BBEIEHHS .

3 60Ky cepus: HeYacTo - apuTMis, 6inb y rpyasax (i3 genpecieio cermenTa ST abo 6e3 Hed),
OpapuKapmis; pifko - momoBxkeHHs iHTepBany QT, BKITIOYHO 3 TPEMTIHHSIM/MEPEXTiHHIM IIIYHOUKIB
(torsade de pointes); yacToTa HeBimoMa - immemist miokapaa (guB. po3min «OcoO6IuBOCTi
3aCTOCYBaHHS»).



3 60Ky cyOuH: 94acTo - BiTuyTTs XkKapy a00 IPUIIIKBIB; HEYACTO - apTepiaiibHa TiMOTeH3is.
3 6oky OuxabHOi cucmemu ma opaaHie 2pYOHOI NOPOHCHUHU: HEYACTO - TUKABKA.
3 60Ky mpasHO20 mpakmy: 4acCTo - 3aIl0p; YaCTOTa HEBiJOMa - CyXiCThb Y POTi.

3 60Ky eenamobiniapHoi cucmemu: He4acTo - 0€3CUMIITOMHE ITIiIBUIIEHHS ITOKA3HUKIB PYHKITiI
nevinku’

3 60Ky wkipu i nidwkKipHOi KAIMKOBUHU: OyXKe PiIKO - TOKCUYHI BUCHUIIAHHS Ha IIKipi, BKIIOYHO 3
TOKCUYHHUM eIlilepMaIbHIM HEKPOJIi30M.

1 . . . . - . _
y CIIOCTEPEeXKEHHAX BIACYTHI OCTAaTOYHI AaHl IOA0 CTIMKUX KIMHIYHUX HACJIIAKIB.

Y GinprocTi BUIIAJKIB TDAaH3UTOPHA CJIIIIOTa MHHAJIa 3a 20 xBunuH. binpmiicTe maIieHTiB OTPUMYBaJIA XIM1OTE€PAIlleBTUYH1
3aC06H, SIKi MICTSTB IIUCIITIaTHH. ByJ'II/I 3ape€CTPOBaHi OesKi BUMaiku CKOpOMHHyHlOi CIIiTOTH KOPTHUKAJIBHOTO ITOXOO2KEeHHA.

3., . .
Hl BUIIAOKKN CIIOCTEPIrajIiCsAa '0OJIOBHUM YHMHOM Yy XBOPHUX, K1 OTPUMYBAJIM HUCIIJIATUH.

[ToBigoMIEHHS PO Mif03pI0BaHi M00iYHI peakiril

[ToBimomneHHs mpo mo6iuHi peakilil micis peecTpallii TikapchKoro 3aco0y Ma€ BaXKjIuBe 3HaAYEHHS.
Lle nae 3MOry IPOBOOUTH MOHITOPUHT CIiBBiIHOIIEHHS KOPUCTL/PU3UK IPU 3aCTOCYBaHHI ILOTO
niKapchKoro 3aco0y. Meou4yHuM Ta ¢papMalleBTUYHUM IIpalliBHUKAM, a TAKOX IallieHTaM a0o ixHimM
3aKOHHUM IIpeCTaBHUKAM CJIif TIOBiOMJISITH IIPO BCi BUIIQMKH ITig03pIOBaHUX MOGIYHUX peakIliii Ta
BificyTHOCTI e(peKTHUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMaTH30BaHy iHGOpPMaIliliHy cucTeEMY 3
(dapMakoHarisAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

TepmiH mpugaTHOCTI

2 POKHU.

YMoBH 30epiranas
30epiraTu npu TeMmnepaTypi He Buiie 25 °C. He 3aMOpoXyBaTy.
30epiraTy y HEJOCTYITHOMY OJIs [iTe MiCIIi.

[Ticns mepioro BigkpuTTs (rakoHa npemnapat 36epiratu He Oinbie 28 OHIB.

VYnakoBKa

[To 50 M7 y ¢makosi. [To 1 ¢pmakoHy pa3oM i3 HO3yHOUYUM IPUCTPOEM Y KaPTOHHIM yIIaKOBIIi.



Kareropis Bignmycky

3a penenToM.

Bupo06HuK

TOB «KYCYM OAPM».

Micne3HaxoaKeHHsI BUPOOHHKA Ta aJpeca Miciisi IPoOBaIXKeHHsI HOT0 JisIbHOCTi

40020, Ykpaina, Cymcbka o6macts, M. Cymu, Byn. Ckpsibina, 54.

abo

BupoOHHK.

TOB «I'JIEO®APM JITI».

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MicCIsi IPOBaIKeHHs HOro Jis/IbHOCTI.

40020, YkpaiHa, Cymcbka 061acTh, M. Cymu, By [JaBUmOBChKOTO ['puropis, 54.



