3ATBEPIKEHO
Haxa3 MinicrepcTBa
OXOPOHH 3710POB’sl YKpaiHu
17.09.2020 Ne 2119
PeecTpaniiine mocBigueHHst
Ne UA/18325/01/01

IHCTPYKUIA
JUISI METUYHOT 0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

CYCIIPTH®
(SUSPRIN®)

Cknao:

ditoua peyosuna: oHIaHCETpoH (ondansetron);

5 M pO3UMHY MICTUTh OHJAHCETPOHY TiAPOXJIOPUAY IUTiApaTy Yy TIepepaxyBaHHI Ha
OHJAHCETPOH 4 MT;

OONOMICHI peyosuHy: KACIOTa TMMOHHA, MOHOTiIpat; Hatpito 6en3oar (E 211); natpito murpar;
copOity po3umH, mo He Kpucramizyerbcs (E 420); cmakoBa mob6aBka «llomyHurpn»; Boma
OYHILIEHA.

Jlikapcbka ¢opma. Po3uuH a1 opanbHOIO 3aCTOCYBaHHS.
OcHosHi Qi3uKo-XiMiuHi é1acmugocmi. TIPO30pa PiIMHA 3 XapaKTEPHUM 3aI1axoM.

dapmakoTepaneBTHYHA rpyna. [[poTu6ir0BOTHI 3ac00M Ta mpemnapaTy, o0 YCyBaloTh HYIOTY.
AmnTtaronictu penenrtopis ceporoniny (SHT3). Koxg ATX A04A AO1.

Dapmaxonoziuni enacmugocmi.

Dapmaroounamika.
MexaHi3m jii
OHJaHCETPOH — CHJIBHOMIIOYMN BHCOKOCEICKTUBHUM aHTAroHICT PEIENTOpPIB CEPOTOHIHY

(5HT3). MexaHni3m aii OHJAHCETPOHY NpPH HYIOTI Ta ONIOBaHHI /0 KIiHLSA HE 3’SICOBaHMIA.
[IpomeneBa Teparist Ta XiMioTeparlisi MOXKYTh OyTH TPUYMHOIO BUBUIbHEHHS cepoToHiHy (SHT) y
TOHKOMY KHMILICUHUKY 1 30y UKEHHS 3aKiHYeHb a)epEHTHUX BOJIOKOH OJyKalo4yoro HepBa ILISIXOM
aktuBaiii SHT3-penentopis, mo 3amyckae nepudepudHUi MeXaHi3M peaizalii OJI0BaIbHOTO
peduiekcy. OnnanceTpoH OJ0Kye iHiniamio uporo peduekcy. AKTuBauis ahepeHTHUX 3aKiHUCHb
Osykaroyoro HepBa Moxe BHUKIMKatu Bukua SHT y area postrema 1, BiINOBIIHO, IHIIIAIIIO
[EHTPAJILHOTO MeXaHi3My OJIoBaJIbHOTO peduiekcy. TakuM UYMHOM, OHIAHCETPOH MPHUTHIUYyeE
HYyJAOTy 1 OJIIOBaHHS, 10 BHWHUKAIOTh BHACHIJIOK XIMIO- Ta pajioTeparii, 3aBasSKd
aHTaroHicTuuHoMy BIUIMBY Ha SHT3-penientopu HeWpoHiB, po3TalioBaHuX y nepudepuyHiii ta
[EHTPaIbHIN HEPBOBIN CUCTEMI.

MexaHi3M i OHOAHCEPTOHY MpHU MiCIsONEepaIlifiHuX HYJOTI Ta OJIOBAaHHI OCTaTOYHO HE
3’ICOBaHMM.

Ony1aHCeTPOH He BIJIMBA€E Ha KOHIICHTPALIiIO MIPOJIAKTUHY Y IJ1a3Mi KpOBi.

Ponw oHnanceTpoHy mpu OJ10BaHHI, CIPUYMHEHOMY OITiaTaMU, JI0 KIHIISI HE 3’ sCOBaHa.
Dapmaxokinemuxa.

[Ticns mepopaabHOTO MPUHOMY OHAAHCETPOH MACHUBHO 1 TTOBHICTIO aOCOPOYETHCS 31 MITYHKOBO-
KUIIKOBOTO TPAKTY 1 MiJJIa€ThCS MPECUCTEMHOMY MeTaboui3My. MakcumalibHa KOHIEHTpAIlisl B
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ma3Mi KpoBi (mpubau3Ho 30 HI/MIT) HOCATAETHCSA TPUOIU3HO Yepe3 1,5 ToauHu micis npuiiomy
no3u, mo ckiagae 8 mr. Ilpu 3acrocyBaHHI y 703axX MOHaA § MI' BMICT OHAAHCETPOHY B KPOBI
30UTBITYETHCS  HEMPOIOPIIHO, OCKUIBKM B TaKOMY pa3l MOXE 3MEHIIYyBaTHUCS HOTO
npecucreMHuil merabonizm. CepenHs Gi0JOCTYIHICTh Y 3I0POBHUX J0OPOBOJIBLIB YOJIOBIYOi
CTaTl Miclid MepOopaibHOTO NpuUiioMy OAHi€l TabieTku 8 Mr CTaHOBUTH NpuOIM3HO 55-60 %.
BiogocTynHicTh femo 30iIbIIy€eThCS MPU OJHOYACHOMY MPUHOMI Ipemapaty 3 DKelo, ale He
3MIHIOETBCS TIpU  TpUHOMI 3 aHTanuaaMu. Po3moiin OHJAHCETPOHY OJHAKOBHH TpH
3aCTOCYBaHHI BHYTPIIIHBO, BHYTPIIIHEOM S30BO Ta BHYTPIITHHOBEHHO Y JOPOCIUX, HOJIOHUH /10
nepioly HaMmiBBUBEACHHS y KIHIEBIA (a3l 3 roguHu 1 00’eMy pO3MOJiLTY B CTaHI pIBHOBAaru
140 n. ExBiBaJeHTHa CHCTEMHA EKCIIO3UIlis JOCATAETHCS TMICIs BHYTPIIIHBOM SI30BOTO Ta
BHYTPIIIHLOBEHHOT'O BBEJICHHS! OHJJAHCETPOHY.

OnpaHCeTpOH Mae TMOMIpHUM CTymiHb 3B’sA3yBaHHS 3 Outkamu minasmMu kposi (70-76 %o).
OngaHCceTpOH BUBOJIUTHCS 31 CHCTEMHOT'O KPOBOTOKY B OCHOBHOMY 3a JIONIOMOT'OI0 METa00I13My
B TEYIHII 3a Y4acTI0O YHCIEHHUX (epMeHTHHX cucteM. Menme 5 % abcopOoBaHOi 103M
BHUBOJIUTHCS Y HE3MIHEHOMY BHTJISI 31 ceuero. BiacytHicts Gpepmenty CYP2D6 (momimopdizm
cnapTeiH-1eOpU30XiHOBOrO THIy) HE BIUIMBAE Ha (ApPMAKOKIHETHKY OHJIAHCETPOHY.
dapMaKOKIHETHYHI TMapaMeTPH OHJAHCETPOHY 3aJMIIAIOTHCA HE3MIHEHUMH TIpH  HOTO
6araTopa3oBOMY 3aCTOCYBaHHI.

Oco0nuBi rpyny Nari€eHTiB

Cmamp

dapMaKOKIHETHKAa OHIAHCETPOHY 3aJIKUTh BiJl CTaTi MAIi€HTIB. Y JKIHOK BiJI3HAYAIOTHCA
OiNpIIa IIBUAKICTH, CTYIiHb abcopOlii 1 MEHIIMH CHCTEMHMH KIipeHC, 00’€M pO3MOALTY
(TTOKa3HUKHU CKOPUTOBAHI 3a MacoOI0 Tijla), HIXK y YOJIOBIKIB.

imu

BiamiaHOCTI y (apMaKOKIHETUYHHX IapaMeTpax YacTKOBO TIOSCHIOIOTHCS OUIBIII BHUCOKHUM
BIJICOTKOBHUM BMICTOM piAMHH B OpraHi3Mi y HOBOHApO/UKEHUX 1 TPYAHUX HiTed 1 OUIbII
BHCOKHM 00’ €MOM pO3MOALTY y IiTeH BIKOM Bil 1 10 4 MiCSIIiB.

VY niteit BikoM Bix 3 1o 12 pokiB aOCONIOTHI 3HAYEHHS KIIpeHCYy Ta 00’eMy pO3MOALTY
OHJAHCETPOHY OyJIM 3HIDKEHI TOPIBHSHO 31 3HAYEHHsAMH Yy nopociaux. OO0uaBa mapamerpu
MiBUITYBAIUCS JTIHIHHO 3aJIe)KHO BiJ MacH TiJIa, y TAIiEHTIB BIKOM 110 12 pOKIB IIi 3HaYEHHS
HaOJIMKAIIMCh JI0 MIOKA3HUKIB Y JIOPOCIHX.

[Ipu xopexIii MoKa3HUKIB KJIIPEHCY Ta 00’ €My pO3MOILTY 3aJ€KHO Bl MacH Tijia Il mapamMeTpH
Oynu HaOMMKEHI B PI3HUX BIKOBHX Tpynax. Po3paxyHOK 103u 3 ypaxyBaHHSM MacH Tija
KOMIICHCY€ BIKOBI 3MiHH 1 CHCTEMHY €KCITO3UIIII0 OHIaHCETPOHY Y JIiTEH.

3a pesyiapTaTaMd TPOBEICHOTO AOCTI/DKCHHS, IUIoma mia (apMaKOKIHETUYHOK KPHBOIO
«xoHueHTpamnis-yac» (AUC) micns mpuiloMy BHYTPIIIHBO Ta BHYTPIIIHBOBEHHOTO BBEICHHS
JITAM 1 MATiTKaM OyJia moai0HO0 10 TaKoi y TOPOCIUX, 32 BUHATKOM T'PYJIHUX JITEH BIKOM Bif
1 o 4 micsauiB. O6’eM po3moniTy 3alexaB Bif BiKy 1 OyB HH)KYUM Yy JOPOCIHUX TOPIBHSHO 3
MOKa3HUKAMH Y JITEH.

Hayienmu nimubvo20 8iKy

[TepenbauaeTses OiabIn BUpakeHni BIuMB Ha iHTepBas QTCF y marieHTiB BikoM Big 75 pOKiB,
HIX Yy TIAI[iEHTIB MOJIOJIIIOTO BIKY.

Tayienmu i3 nopywennamu QyHkyii HUpox

VY mnamieHTIB 13 MOMIPHOIO HUPKOBOIO HEIOCTaTHICTIO (KiipeHCc KpeaTtuHiHy [15-60 mi/xB)
CHUCTEMHUM KIIIpEHC 1 00’€M pO3MOALTY 3HIKYIOTHCS IMICIs BHYTPIIIHHOBEHHOTO BBEICHHS
OHJAHCETPOHY, L0 MPU3BOAUTH JI0 HEBEJIUKOTO, KIIHIYHO HE3HAUYyIIOro 30UIbLICHHS Mepiony
HamiBBUBeNeHHs (5,4 ronuum). JloCHimKeHHS 3a ydYacTIO MAIEHTIB 13 TSHKKOI HHUPKOBOIO
HEIOCTAaTHICTIO, SKI MOTPeOYIOTh  PEryIspHOTO TeMoAiaiizy, He TMoKa3alu 3MiHH
(hapMaKOKIHETUKH OHIAHCETPOHY TICIIsI HOTO BHYTPIITHHOBEHHOT'O BBEACHHS.

THayiecumu 3 nopyweHuamu QyHKYii nevinku

VYV mnarfieHTiB 13 TSDKKAMH TOPYIICHHSAMH (YHKIT TMEYIHKKA 3HAYHO 3HUIKYETHCS CHUCTEMHHM
KIIPEHC OHJIAHCETPOHY 31 30UIbIIEHHSM TMepioly HamiBBHBeACHHA a0 15-32 ronauH,
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01010CTYIHICTH MU MpHiioMi BHYTpilIHBO focsirae 100 % BHACTIIOK 3HUKEHHS MPECUCTEMHOTO
MeTabomi3my.

KuiniuHi XapakTepucTHKH.

Ilokazanns.

Lopocni

JlikyBanHsT HynoTH Ta OJIOBaHHS, CHPUYMHEHUX IIUTOTOKCHYHOIO XIMIOTEpami€o Ta
IPOMEHEBOIO TEPAIi€lo.

[TpodinakTrka micisionepaniiHuX HyA0TH 1 OJTFOBaHHS.

Jns nikyBaHHS MicasONeparifiHuX HyAOTH 1 OJIOBaHHS pPEKOMEHJO0BAaHO 3aCTOCOBYBATH
OHJIAHCETPOH y BUTJISA/II PO3UHMHY JUIS 1H EKITIH.

imu

JlikyBaHHSI HYJIOTH Ta OJIFOBaHHSI, CIIPUYMHEHUX ITUTOTOKCHYHOIO XIMIOTEpaImi€ro sl IiTe > 6
MICSIIIB.

BiacyTHi naHi 10CTiHKEHB 1010 3aCTOCYBaHHS MEPOPATLHOTO OHJIAHCETPOHY Y JITEH BIKOM BiJ
1 micsaus juig npodiJaKTHUKU YM JIKYBaHHS MICISONEpAlliiHUX HYJIOTH 1 OJIIOBaHHS, TOMY Y
[[OMY BHUIIJIKy PEKOMEHI0BAaHO 3aCTOCOBYBATHU OHJAAHCETPOH Y BUIJISI/II PO3UMHY JUJIS 1H €KIIIH.

Ilpomunoxazanns.
CyMicHe 3aCTOCYBaHHSI OHJJAHCETPOHY Pa3oM 3 anoMop(diHy TipoXI0OpPUIOM.
[TinBuIieHa Yy TIUBICTh 10 OY/Ib-IKOTO KOMIIOHEHTA Mperapary.

B3aemooia 3 inwumu nikapcoKumu 3acobamu ma inuwii 6uOU 83a€Mo0iil.

Hewmae cBigueHb TOro, 110 OHJAAHCETPOH MPUCKOPIOE Y TaIbMy€e METAa0O0Ii3M HIINX Mpenaparis
IIpU OJIHOYACHOMY 3aCTOCyBaHHI. Bysio moka3aHo, 110 OHJAHCETPOH HE B3aEMOJIIE 3 aJIKOTOJIEM,
TemazenamoM,  (QypocemizoMm, andeHTaHUIOM, TpaMazoioM, MOpQIHOM, JiJOKaiHOM,
TiOMEHTaJI0M a00 MPOIodOIOM.

OnpanceTpoH Metabomi3yeTscsi pizHUMH (pepmenTamu nutoxpomy P450 meuinku: CYP3A4,
CYP2D6 Tta CYPIA2. 3aBasku pi3HOMaHITHOCTI ()epMEHTIB MeTal0oNi3My OHJIAHCETPOHY
raJibMyBaHHsI a00 3MEHIICHHS aKTUBHOCTI OJHOTO 3 HHX (HANpHUKIAA, TeHETUYHUU Aedimut
CYP2D6) y 3BU4aiiHUX yMOBax KOMIICHCYEThCS IHIIUMH (pepMEeHTaMH 1 He OyJie MaTU BIUIMBY
Ha 3araJlbHUH KJIIPEeHC OHJAceTpOoHY abo Takuii BIUIMB Oyl HE3HAUHUM.

3 00epexHICTIO CJiJ] 3aCTOCOBYBAaTH OHJAHCETPOH pa3oM 13 JIKAPCBKUMHU 3aco0aMu, IO
nooBXKy10Th iHTepBan QT Ta/abo CHpUUMHAIOTH MOPYIICHHS E€JIEKTPOJITHOrO OanaHcy (IMB.
po3in «OcoOaMBOCTI 3aCTOCYBaHHS» ).

3acTocyBaHHS OHJIAHCETPOHY 3 1HIIUMHU JIIKAPCHKUMHU 3ac00amu, 110 MOJOBXYIOTh iHTepBan QT,
MO’K€ CIIPUYUHUTH J10/IaTKOBE TIOJIOBKEHHS 1IbOTO 1HTEpBaYy.

CyMmicHe 3aCTOCYBaHHS OHJAQHCETPOHY 3 KAapAIOTOKCHUYHMMHU JIIKQpCBKUMHU  3aco0amu
(Hampukaa, 3 aHTpamuKiIiHaMu (AOKCOpyOiluMH, aayHOpyOinumH) abo TpacTy3ymadbom),
aHTUO10TUKAMU (epuTpoMiIH), OPOTUTPUOKOBUMHU  TIpernapaTaMu (KeTOKOHA301),
AHTHAPUTMIYHUMU 3acobamu (aMiofapoH) 1 GeTa-OmokaropamMu (aT€HOJION YW THUMOJION) MOXKE
3011bIIYBATH PU3MK BUHUKHEHHS apuUTMIH (TUB. po31iia « OCOOIUBOCTI 3aCTOCYBAaHHS).
Cepomoninepeemuxu (Hanpukiao, cerekmusHi iHeioimopu 360pOMHO20 3AXONIEHHS CEPOMOHIHY
(CI33C) ma ineibimopu 360pomuo2o 3axonieHus cepomoniny ma nopaopernaniny (I33CH).

€ nmaHl PO BUHHUKHEHHS CEPOTOHIHOBOTO CHHIPOMY (BKJIIOYAIOUW 3MIHY ICHXIYHOTO CTaTyCy,
HECTAaOUIBbHICTh  (DYHKIIIOHYBAaHHS BEreTaTMBHOI HEPBOBOI CHCTEMH 1 HEpPBOBO-M’S30Bi
MOpPYIIEHHSI) y TAIllE€HTIB, SKI OJHOYACHO 3aCTOCOBYBAJIM OHJAHCETPOH Ta  IHIII
CEpOTOHIHEPTiuHI JiKapchKi 3acobu, y Tomy uncii CI33C Tta [33CH (nuB. po3ain «Ocob6mmuBocTi
3aCTOCYBaHHS).

Anomopgin

3acToCyBaHHs OHJAHCETPOHY pa3oM 3 arnoMopdiHy TiAPOXJIOPUAOM MPOTUIIOKA3aHEe, OCKIIBKH
CTIOCTepirajgucs BUIAAKH apTepialbHOI TiNOTEH3ii Ta BTpaTH CBiAOMOCTI MiJl 4ac CyMICHOTO
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3aCTOCYBaHHSI.

Denimoin, kapbamaszenin i pughpamniyun

VY marii€HTiB, sKi OTPUMYIOTH JIIKyBaHHs TMoTeHUiHUMEU iHaykTopamu CYP3A4 (manmpukian,
¢eniToiHOM, KapOaMaseniHoM 1 pupamIilMHOM), KIIPEHC OHIAHCETPOHY (IIPH MEPOPATLHOMY
MpUOMi) 301TBITYETHCS, @ KOHIIEHTpAITisl Y KPOB1 3MEHIITYEThCS.

Tpamaoon

OH1aHCETPOH MOXE 3MEHIIYBAaTH aHAITETHYHHUHA €(EKT TpaMaIoiy.

Ocoobnueocmi 3acmocy8amnnsi.

[ToBimomisIocss MPO BUIAIKK PEAKIiil MiJIBUIIEHOI YYTIMBOCTI Yy TWAlLI€HTIB, sKi Majlu B
aHaMHe31 MJBUIICHY YyTJIHMBICTh JO IHIIMX CEJIEKTHBHUX aHTaroHicTiB SHTsz-pemenTopis.
Po3nagum nuxaHHsS TOTPIOHO JIIKYBaTH CHMOTOMATUYHO, JIKapsiM CHiJ 3BEpTaTH Ha HUX
0COOJIMBY yBary, OCKITBKM BOHH MOXYTh OyTH TMEpEIBICHUKAMU pEeaKIliid MiABUIICHOT
YyTJIUBOCTI.

OHpaHceTpoH y a0303aiexHii popmi nogosxye iHTepBan QT (muB. posmin «DapmakosoriuHi
BrIacTUBOCTI»). [loBimomisimocs mpo Bumaaku Jorsade de Pointes 'y TalieHTiB, sKi
3aCTOCOBYBaldM OHJaHceTpoH. CIliji yHMKAaTH 3aCTOCYBaHHS OHJAHCETPOHY TMAIlieHTaM 13
BpPO/UKCHUM  cuHApoMoM TmonoBxkeHHs QT. OnHpgaHceTpoH MOTPIOHO 3  00EPEKHICTIO
3aCTOCOBYBAaTH TIpW JIIKYBaHHI TAIlI€HTIB, SKI MamOTh ab0 y SKHX MOXE PO3BUHYTHUCS
nooBKeHHs iHTepBany QT, BKIIOYalOYM MAII€HTIB 13 MOPYIICHHIMHU €JEKTPOJIITHOrO OanaHcy,
3aCTIHOIO CEpIIEBOI0 HEJOCTATHICTIO, OpaguapuTMicro abo MAIi€HTIB, SKi JIKYIOThCS 1HITUMU
npenapaTtamMi, IO MOXYTh CHPUYMHUATH TOAOBXKEHHS iHTepBany QT abo mnopymieHHS
€JICKTPOJIITHOTO OaaHcy.

[ToBimomisiIocs PO BUIAAKH imIeMil MiOKap/a y MaIli€HTiB, SKi 3aCTOCOBYBAIM OHJIAHCETPOH. Y
JESKUX TAaIEHTIB, OCOOJHMBO Yy pa3i BHYTPINIHLOBEHHOT'O BBEACHHS, CHUMITOMH 3’ SBHIIACS
BiZ[pa3y Miciisg BBeIEHHS OHJaHCETpoHY. IlalieHTiB ciix momepeauTH Mpo O3HAKH 1 CUMIITOMH
imemii Miokap/a.

[lepen moyaTkoM 3acTOCYBaHHS CJIiJl CKOPETYBATH TIIIOKANIEMIIO Ta FiOMarHiemito.

€ naHl PO BUHHUKHEHHS CEPOTOHIHOBOTO CHHIPOMY (BKJIIOYAIOUW 3MIHY ICHXIYHOTO CTaTyCy,
HECTaOUIBbHICTh  (DYHKIIOHYBAaHHS BEreTaTMBHOI HEPBOBOI CHCTEMH 1 HEpPBOBO-M’S30Bi
MOpPYIIEHHSI) y TAIllE€HTIB, SKI OJHOYACHO 3aCTOCOBYBAJIM OHJAHCETPOH Ta  IHIII
CEpOTOHIHEpTiuHi Jikapchki 3acodm, y Tomy uncii CI33C ta I33CH (quB. po3ain «B3aemonis 3
IHIMAMU JTIKAPCBKUMHU 3ac00aMM Ta 1HINI BHAM B3aEMOJIM»). SIKIIO OIHOYACHE JIIKyBaHHS
OHJAHCETPOHOM Ta IHIIMMH CEPOTOHIHEPriYHMMH NpenapaTaMHu € KIiHIYHO OOIPyHTOBaHUM,
PEKOMEHIYEThCS BIIMOBIIHE CITOCTEPEKECHHSI 3a TAI[IEHTOM.

OCKUTbKH OHJAHCETPOH MOCTa0II0e MePUCTATBTUKY KHIIECYHUKY, TOTPIOCH PEeTeNbHUN Harisjg
3a MaIfieHTaMy 3 03HaKaMHu HEMPOXiTHOCTI KUIIICYHHUKY ITICIISI 3aCTOCYBAaHHS Tpermapary.

VY nmnauieHTiB, SKAM TPOBOAMUTHCSA XIpypridyHe BTPY4YaHHS B aJCHOTOH3WIAPHIA AUIAHI,
3aCTOCYBAaHHSI OHJAHCETPOHY I MPO(MITAKTHKK HYJOTH Ta OJIFOBaHHS MOXKE MAacCKyBaTH
BUHUKHEHHS KpoBOTedi. ToMy Taki XBOpi MOTPeOYIOTh PETEILHOTO HATJISAY MICIs 3aCTOCYBaHHS
OHJIAaHCETPOHY.

Heo0xigHO mpoBOAMTH MOCTIHHUI MOHITOPHHI MOpPYWICHHS (QYHKLII NMEYiHKK y HJiTeH, sKi
MPUHMaIOTh OHJJAHCETPOH Pa30M 13 TeMaTOTOKCHYHUMU XIMIOTEPaIIeBTUYHIUMH 3aCO0aMH.
[Ipenapar mictuth cop6it. EHeprernuna uinHicTh 1 T copOiTy — 2,6 kkan. CopOiT MOXKe YNHUTH
M’SIKy TIOCJIa0IIovy Ait0. Y pa3l BCTAHOBJICHHS HETMEPEHOCHMOCTI ACSKHX ITyKPIB CIiJ
IPOKOHCYJIBTYBATHUCH 3 JIIKapeM, Mepll HiK MpuiMaTH 1ei JTikapcbkuii 3aci0.

Lle#t mikapchkuit 3acid MicTUTh MeHIe 1 MMouib (23 Mr)/mo3y HaTpir0, TOOTO MPAKTHYHO BUTbHUNA
BiJl HATPIIO.

3acmocysanus y nepioo eazimnocmi abo 200y8aHusA 2pyooio.
JKiHKM TITOPOTHOTO BiKY, sIKI 3aCTOCOBYIOTH OHJAHCETPOH, MOBHWHHI PO3TJISTHYTH MUTaHHS PO
BUKOPUCTAHHS KOHTPALICMIIi.



BariTtHicTh

Ha mixcraBi mpoBeACHHX €MMiIeMIONIOTIYHUX JOCTIKEHb OHIAHCETPOH, SIK ITiI03PIOETHCS,
CIPUYHHSE BaJH IIEICITHO-THIFOBOI TUISTHKH TPU 3aCTOCYBAaHHI MPOTATOM TIEPIIOTO TPUMECTPY
BariTHOCTi. B ogHOMY 3 KOTOPTHHMX JOCHIJKEHb, IO BKIOYAIO 1,8 MinbiioHa BariTHOCTEH,
3aCTOCYBAaHHSI OHJIAHCETPOHY Yy TIEPIIOMY TPUMECTpi OYyJIO MMOB’SI3aHO 3 MiJABHICHUM PHU3UKOM
pO3LICIUIEHHST y pOTOBii mopoxHUHI (3 momatkoBi Bumagku Ha 10000 XiHOK, SIKi OTPHUMYBaIU
OHJIAaHCETPOH; CKOpUTroBaHUM BimHOCHMM pusuk, 1,24 (95 % CI 1,03-1,48)). HoctymHi
€MiIEMIONIOTIYHI  JIOCTIJDKEHHST  CEpUEBUX BaJ IOKa3yIOTh CYNEPEWINBI  pe3yJbTaTH.
JocnipkeHHs Ha TBaprUHAX HE BKA3ylOTh Ha MPSIMi Y OTIOCEPEKOBaHI MIKIIMBI €PEeKTH 11010
PENPOAYKTHBHOI TOKCUYHOCTI. OHIAHCETPOH HE CIiJI 3aCTOCOBYBAaTH MPOTSATOM IIEPIIOTO
TPUMECTPY BariTHOCTI.

[epion rogyBaHHS TPYIIIO

B excnepuMeHTaIbHHUX TOCTIDKEHHSX OyJlo MOKa3aHo, M0 OHIAHCETPOH MPOHUKAE Yy TPYIHE
MOJIOKO TBapuH. Y pa3l HEOOXiJHOCTI 3aCTOCYBaHHs NpenapaTy >KIHKaM CIiJ NPUIUHUTH
TOJyBaHHS TPYIIIO.

DepTUIBLHICTD
JlaH1 1110/10 BIUIMBY OHJIAHCETPOHY Ha (hepTUIIHHICTH JIIOJUHU BIJICYTHI.

30amuicmv enausamu Ha WEUOKICMb peakyii npu Kepy8aHHi asmompaHcnopmom abo iHumumu
Mexanizmamu.

[IcuxoMOTOpHI TeCcTH TOKa3aliM, IO OHJAHCETPOH HE BIUIMBA€ Ha 3JaTHICTb KepyBaTu
MeXaHi3MaMH 1 He YHHUTH CeaTUBHOI Iii. Buxomsuu 3 ¢apmakosorii OHJaHCETPOHY, 3TyOHOTO
BIUTMBY Ha TaKy AISUIBHICTH HE TIepen0adeHo.

Cnocio 3acmocysannus ma 003u.
Hynora ta GuiroBaHHS, CIPUYHUHEHI XIMIOTEPAITIEI0 Ta TPOMEHEBOIO TEPaIi€lo.
Jlopocii
EmeroreHHmii moTeHmian Tepamii paky Bapilo€ 3aleKHO BiA J03M 1 KOMOiHamii pexXumiB
xiMioTeparmii Ta TpoMeHeBOoi Tepamii. BuOip pexumy 1q03yBaHHS 3aJIeKUTh BIJl TSHKKOCTI
€METOTeHHOTO BILTUBY.
Ememocenna ximiomepanis ma npomenesa mepanis
Hozy 8 mr (10 mi) mpuiitmarore 3a 1-2 roguHM A0 MOYaTKy XiMmioTepamii abo NMpOMEHEeBOi
tepanii, moTim 103y 8 mr (10 M) mpuiiMaroTh yepe3 12 ToauH 1 TpoIOBKYIOTh 10 5 mi0.
Bucokoememozcenna ximiomepanis
Crizt 3acTOCOBYBATH Tpemapar y BUTJIAII OJHOPa30Boi 103U 110 24 mr (30 M) OHJAaHCETPOHY 3
12 Mr nexcamera3ony HaTpito (hocdary nepopaibHo, 3a 1-2 roquHH 10 XiMioTepartii.
[Ticns mepmmx 24 TOAWH PEKOMEHIYETHCS TEpOpalIbHE 3aCTOCYBaHHS Ipemapary MpOTATOM
MaKCHUMYM JI0 5 JTHIB TiCJIsl KypCy JIKyBaHHS.
PexomenmoBana 103a J1si IEPOPATHHOTO 3aCTOCYBaHHS CTAHOBUTH 8§ MT 2 pa3u Ha J100Y.

imu
Pospaxynok 0osu ons dimeti gikom 6i0 6 micayie ma nionimkie éikom 0o 17 poxis
Jlo3y mpemnaparty MO>KHa po3paxyBaTH 3a IUIOIICIO MOBEPXHI TiJia a00 3a Macolo TiJla TUTHUHHU.
Skmo 103y poO3paxoBYHOTh 3a Macor Tija, 3arajdbHa J000Ba 103a BHINA TOPIBHSIHO 3
JI03yBaHHSM 3a IUIOIIEI0 TOBEPXHI TiJa.
Pospaxynok 0o3u 32i0no 3 niowero nogepxui mina OumuHu
OHaHCeTPOH CIiJ BBOJUTH O€3MOCEpeHhO Mepea XiMIOTepami€ro MUISIXOM OJHOPAa30BOi
BHYTPIIITHROBEHHOT 1H €KIIIT y /1031 5 MI/M?, BHYTPIIIHBOBEHHA J103a HE TTOBUHHA TIEPEBUIIYBATH
8 mr. Yepe3 12 roguH MokHa pO3MOYMHATH NEPOPAJIbHE 3aCTOCYBaHHS Ipenaparty, sIKE MOXKE
TpuBatu 1ie 5 mHiB (AuB. Tabnuirro 1). 3aranpHa M000Ba J03a (PO3MOAUICHA HA MPUMOMU) HE
IIOBUHHA [IEPEBUIILYBATH 103y AJIs JOPOCIHX 32 MT.




Tabmms 1

Po3paxyHOK 103U 3TriIHO 3 TUIONICIO MOBEPXHI Tijla AJs AiTeH BIKOM BiJ 6 MICSIIIB Ta MiJTITKiB
BiKOM 110 17 pokiB

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

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

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

> 1,2 M 5 mr/m? a6o 8 Mr BHYTpilIHEOBEHHO + | Cupon uM TabIeTKH y J03i
cupon uu TabneTku y 1031 8 Mmr uepes | 8 mMr koxHi 12 roguH
12 rogun

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

Pospaxynox 003u 32i01H0 3 Macow miia OumuHu
Skmo 103y poO3paxoBYHOTh 3a Macor Tija, 3arajdbHa J000Ba 103a BHINA TOPIBHIHO 3
JI03yBaHHSM 3a IUIOIIEI0 OBEPXHI TiJa.
OHJaHCETPOH CIIiJI BBOAMWTH O€3MOCEPENIHBO TMepes] XIMIOTEpaIi€r NUIIXOM OIHOPa30BOi
BHYTpiIIHOBEHHOI iH’ekuii y pmo3i 0,15 w™r/kr. BHyTpimiHbOBEHHa /032 HE IIOBHHHA
MepeBUIyBaTH 8 Mr. Y TMepIIuil JeHb MOXKHAa BBECTH Ie 2 BHYTPIIIHBOBEHHI 103U 3 4-
TOMUHHUM 1HTepBasioM. Yepe3 12 roguH MOKHA PO3MOYMHATH TEPOpATbHE 3aCTOCYBAHHS
mpenapary, sSKe MOXKe€ TpuUBaTH Ime S5 AHiB (auB. Tabiummio 2). 3aragbHa 1000Ba /1032
(po3moaisieHa Ha MPUIIOMH) HE TIOBUHHA MEPEBUIILYBATH JO3Y JJIS TOPOCTHUX 32 M.

Ta0mmis 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 Jlo 3 103 0,15 mr/kr koxHi 4 roguau | Cupon 4u TaObNeTKH y 11031 4 MT KOXxHI 12
TOJINH

a. BHyTpimmHbOBeHHa 71032 He TOBHHHA IIEPEBUIIYBATH § MT.
6. 3arampHa 060Ba /1032 He TOBUHHA MIEPEBUIIYBATH 103y IS JOPOCIUX 32 MT.

XBOpi JITHBOTO BiKY

OHpaHceTpoH M00pe MEePEeHOCUTHCS MallieHTaMu BIiKOM Bia 65 pokiB. 3miHa A03yBaHHS a0o
4acTOTHU BBEJCHHS HE MOTPiOHA.

Licnaonepauitini nyooma i 61106aHHsA

Lopocni

16 mr (20 mut) 3a 1 roguHy 10 TPOBEICHHS aHECTE3i.

JUis 3ynuHKHM TichsonepaniiHoi HyJZOTH Ta OJIIOBaHHS 3aCTOCOBYIOTH OHJIAHCETPOH y (opmi
pO3YUHY IS 1H €KIIIH.

Hicnsonepayiiini Hyooma i 6n06anus y dimeti 8ikom 6i0 1 micays ma nionimxie eikom 0o 17
POKI8

He nmpoBoauiock >KOAHUX JOCTIIKEHb 11010 MEePOPAIbHOTO 3aCTOCYBAHHS OHJIAHCETPOHY AJIS
npodinakTuky abo JIIKyBaHHS MicsO0NEpalifHuX HyAOTH Ta OJIOBaHHS; MPHU IbOMY MOKa3aHHI
PEKOMEHIIYEThCS BBEICHHsS TMpemapaTy nuisixoM mnoBuUtbHOI (He wmeHme 30  cekyHn)
BHYTPIIIHPOBEHHO] 1H €KIIII.

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

Xeopi 1imub020 8iKy

JlocBij 3acTOCYBaHHS OHIAHCETPOHY JJIsl NPOQUIAKTUKY 1 JIKYBaHHS MICISONEPAliHHIX HYA0TH
1 O;mroBaHHS Yy JIFOACH JIITHBROTO BIKY OOMEXEHWH, OJHAK OHJAHCETPOH T00pe MEepEeHOCUTHCS
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XBOPHMH BIKOM Big 65 pOKiB, sIKI OTPUMYIOTh XIMiOTEpaIrito.

Tayienmu 3 HUPKOBOIO HEOOCMAMHICIIO

Hemae HEOOXiZHOCTI 3MIHIOBaTH PEXHM J03yBaHHA a00 MIIAX BBEACHHS TMperapary s
NAIi€HTIB 13 TOPYIICHHAMH (PYHKIIIT HUPOK.

Tlayienmu 3 nevinko6ow HedoCmamHuicmio

VY mamieHTiB 3 TOMIPHUMH 1 TSHDKKHUMHU MOPYIICHHAMHU (YHKIIT MEYiHKH KJIIPEHC OHJIAHCETPOHY
3HAYHO 3HUXKYETHCS, a MEPi0j] HAMMIBBUBEICHHS 31 CHPOBAaTKHA KPOBI 3pocTae. J[sl Takux XBOpHUX
MaKcHMaibHa 1000Ba /1032 MpemnapaTy He TOBHHHA MIEPEBHIIYBATH 8 MT.

Tlayienmu 3 nopywenHsamu memaoonizmy cnapmeiny/0eopucokseiny

[lepion HamiBBUBEACHHS OHJAHCETPOHY Y MAIIEHTIB 13 MOPYIICHHIMU METab0Ii3My crapTeiHy i
NeOPUCOKBIHY HE 3MIHIOETHCA. Y TaKMX MAIll€HTIB MICISA MOBTOPHOTO BBEACHHS KOHIICHTpAIIis
npenapaTry Taka K, K 1 y XBOpUX 3 HOpMaJbHUM MerabomismMoM. Tomy 3MmiHa m03yBaHHA a0o
YaCTOTH BBEJICHHS HE MOTPiOHA.

Himu.

Po3uuH oHmaHCETpOHY HAJsi OpajJbHOTO 3aCTOCYBAaHHS MPU3HAYCHHN NJIS1 3aCTOCYBAHHS MIiTSIM
BIKOM BiJ] 6 MICSIIiB JUIsl JIIKYBAaHHS HYJOTH Ta OJIFOBAaHHS, CIIPUYMHEHUX XIMIOTEpaIi€ro.

Jnis mpodIakTUKK YK JIIKyBaHHA MICISONepaliiHuX HyJOTH 1 OnroBaHHA y JiTeil BikoM Bix |
MICSIISI PeKOMEHI0BAHO 3aCTOCOBYBATH OHAAHCETPOH y BUTIISII PO3YMHY JIJIS 1H EKIIIH.

Ilepeoo3ysanns.

Cumnmomu.

Janux mpo mepemo3yBaHHS —OHIAAHCETPOHOM HEAOCTAaTHBO. Y  OLIBIIOCTI  BUMAJAKIB
Nepeo3yBaHHs CHUMIITOMU OyJMM CXOXKI Ha MOOIYHI peakiii, 0 BUHHUKAIU y TAli€HTIB MpH
3aCTOCYBaHHI PEKOMEHI0BaHUX /103 (muB. po3aun «IloGiuni peakiii»). [lopymenns 30py, 3amop
TSOKKOTO CTYIEHs, apTepiaJibHa TiNOTEH3is Ta Ba3oBarajbHi MPOSBU 3 TPAH3UTOPHOIO
aTpioBeHTpUKYIJsIpHOIO Onokamoro Il crynens Oynu 3adikcoBaHi MpH mepeno3yBaHHI. Y IiTel
BiKOM Bij] 12 MicsIiB 10 2 POKiB MOBIIOMIISLIIOCS TIPO CEPOTOHIHOBHI CHHAPOM, IO BUHUKAB
MIPH TIEPEI03yBaHHI.

OnpaHceTpoH J0303alekHO TonoBxkye iHTepBan QT, ToMy y BUNAAKy TMepeno3yBaHHS
pexkomenayeThest MoHITOpuHT EKT.

Jlikysanns.

CrnernudiyHOTO aHTUIOTY JJIsi OHJAHCETPOHY HEMae, TOMY Yy pasi mepefo3yBaHHsS HEOOX1THO
3aCTOCOBYBAaTH CUMITOMATHYHY Ta IMATPUMYIOUY TEPAITifo.

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

Il06iuni peaxuii.

[To61uni peakinii, HaBeIeHI HUXKYE, KiIacu(ikoBaHI 3a OpraHaMy 1 CHCTEMaMH Ta 3a 4acTOTOIO

BUHUKHEHHA. 32 4aCTOTOI BHHMKHEHHS MOOIUHI peakiii po3MoJaijIeH0 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). dyxe gacti, yacTi Ta HeyacTi MOOIYHI peakuii Oyau 3aramom

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

BUSIBJICHI y MICISIpEECTpALlIHHUN TTepio.

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

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

TSDKKI, @ 10 aHa(imakcii.

3 60Ky Hep6060i cucmemu: qy’Ke 4aCTO — TOJOBHUHN O171b; HEYACTO — CYJIOMH, PyXOBIi MOPYIICHHS

(BKJIIOUAIOUM EKCTpamipamiHi peakiii, Taki sK OKYJOTIpHUN KpH3, NUCTOHIYHI peakiii i

,I[I/ICKiHCBi?I)I; pIIKO — 3amaMOpOYCHHs IMMiJI Yac MIBUIKOTO BHYTPINIHHOBEHHOTO BBEICHHS

npernapary.

3 60Ky opeanis 30py: PIIKO — CKOPOMHUHYIII 30pOB1 po3Naau (MIOMYTHIHHS B O04aX), TOJOBHUM
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YUHOM TIiJ] Yac BHYTPINTHBOBEHHOT'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 iHTepBamy QT, BKIIOYarOUM TPEMTIHHS/MEPEXTIHHA
NUTYHOUKIB (forsade de pointes), dacToTa HEBigoMa — imemis Miokapaa (IuB. PO3ALI
«Oco0IMBOCTI 3aCTOCYBAHHS).

3 60Ky cyOun: 9acTo — BIAIYTTS kKapy ad0 MPUILITUBIB; HEYACTO — apTepiaibHa T1MOTEH3Is.

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

3 boky mpasHnoeo mpakmy. 4acTo — 3arop; 4acToTa HEB1JIOMa — CYXiCTh y POTI.

3 6oky eenamobiniapnoi cucmemu: HEIaCTO — OE3CUMIITOMHE ITiJIBUIICHHS TTOKa3HUKIB (yHKITIT

neyinku.’

3 60Ky wiKipu i NIOWKIPpHOT KIIMKOBUHU. TYKE€ PIIKO — TOKCHUYHI BUCHUTIAHHS HA IIKIpi, BKIFOYHO

3 TOKCHYHHUM €IiepMaTbHIM HEKPOIi30M.

'V crnocrepesxeHHX BiACYTHI OCTATOYHI AaHi MIOAO CTIHKMX KIiHIYHHX HACIIIKIB.

%YV 6unbIOCTI BUNAJAKIB TpaH3UTOpHA Ciinmota MuHama 3a 20 XBWIMH. BiNbIICTH MAIi€HTIB OTPUMYBAIH
XiMiOTepaneBTHYHI 3aCO0H, SIKi MICTATh UMCIUIATUH. Bynu 3apeecTpoBaHi AesKi BUNAJKU CKOPOMHUHYIIOI CIIIIOTH
KOPTHKAJBHOT'O TIOXO/DKEHHSI.

31i BUMasKK CIOCTEPIirammMest FOJOBHMM YMHOM Y XBOPHX, SKi OTPUMYBAJIN IUCTLIATHH.

[ToBigOMJIEHHS PO MiI03PIOBaH1 NOOIYHI peakitii

[ToBinomneHHss mpo mOOiIUHI peakuii Mmicias peecTparii JIKapchbKOro 3acody Mae BaKIHMBE
3HaueHHs. lle gae 3Mory mNpOBOAWTH MOHITOPHHT CIIBBIJHOIICHHS KOPUCTH/PU3HK TIPH
3aCTOCYBaHHI LBOTO JIKapChKOTro 3aco0y. MeauuHuMm Ta ¢apMalleBTUYHUM IpalliBHUKAM, a
TaKOXX TallieHTaM a0 i1X 3aKOHHHUM IMPEJACTAaBHUKAM CIiJ TOBIIOMJISTH TPO YCi BUITAJIKH
IiI03pIOBaHUX MOOIYHUX peakIiii Ta BiACYTHOCTI €(EeKTUBHOCTI JIKapChKOTO 3aco0y uepes
ABTOoMatm3oBaHy  iH(popmarliiHy  cuctemy 3 (dapMakoOHArsAy 32 TOCHJIAHHSM:
https://aisf.dec.gov.ua.

Tepmin npudamnocmi.
2 pOKH.

YMmoBH 30epiranus.

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

30epiraTé y HEIOCTYITHOMY JJISI NIT€H MiCIIi.

[Ticnsa nepuioro BiAKpUTTS (rrakoHa mpemnapart 30epirati He Oinblie 28 nHiB.

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

Kareropis Bigmycky.
3a peuenrtom.

BupoOHuk.
TOB «kKYCYM OAPM».

Micne3Haxo/:KeHHsI BAPOOHUKA Ta aJpeca Micls MPOBAJIKEHHSA HOro AislJIbHOCTI.
40020, Yxpaina, Cymcbka obnactb, M. Cymu, Bys. Ckpsibina, 54.

abo

Bupoonuk.
TOB «I'JIEADAPM JITI».



Micue3naxonxeHHsI BHPOOHUKA TAa ajgpeca Miclsi IPOBAKeHHsI HOro AislJIbHOCTI.
40020, Ykpaina, Cymcoka o6nacts, M. Cymu, By:1. [laBunoBcekoro I'puropis, 54.

Jarta ocranuboro neperasay. 30.04.2025
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