IHCTPYKIIA
JJIS1 MEAUYHOT0 32CTOCYBAHHA JIKaApPCHKOIo 3ac00y

OCETPOH®

(OSETRON)
Cknao:
oiloua pe4oguHa: OHIAHCETPOH;
1 MJI pO3YUHY MICTUTH OHAAHCETPOHY TiAPOXIOPUIY €KBIBAJICHTHO 2 MI'
OHJIAHCETPOHY;
OONOMIICHI pedo8uHU. KUCIOTAa JIMMOHHA, MOHOTIApAT; HATPIIO0 LUTPAT; HATPIIO
XJIOPHUJT; BOJIA IS 1H €KIIIH.

Jlikapcbka ¢gopma. Po3uuH 1 iH’ €KIIii.

OcnosHi ¢hizuko-ximiuni enacmueocmi: po3opuil 6e30apBHUN PO3YHH MPAKTUIHO
BUTLHUH BiJ] YaCTOK.

dapmakoTepaneBTHYHAa rpyna. [IpoTuGmroBOTHI 3acobu Ta mpemapaTH, IO
yCyBarOTh HynOTy. AHtaronictu SHT3-penienropiB ceporoniny. Kog ATX A04A

AO01.

Dapmakonoiuni enacmueocmi.

Dapmarxoounamixa. OHTAHCETPOH — MPOTHOIIOBOTHHM 3aci0 3 TPy aHTArOHICTIB
cepoToHiHy. CepoToHiHOBI 5-HT3-penentopu 3HaX0A4ThCs Ha BaryCHUX a)epeHTHUX
BOJIOKHAX nepudepruuHoi HEPBOBOI CUCTEMH, a TAKOXK Y XEMOPEIETITOpax TPUTrepHOT
30HHU area postrema.

XiMmioTeparis Ta MpoMeHeBa Teparnis cupustoTs BuBiTbHeHHI0O SHT (cepoToHiny) 3
eHTepOXpoMa(diHHUX KIITHH TOHKOI KHIIKU Ta MPOBOKYIOTH OJIOBOTHUI peduiekc
nusixoMm crumynmoBanHa S-HT3-penentopiB agepeHTHHX BOJIOKOH. OHIAHCETPOH
OJIOKy€e PpO3BUTOK LHUX peduieKciB Ta MOXe J10JaTKoBo BrumBatu Ha S5-HT3-
pelenTopy IeHTPATHHOI HEPBOBOI CHCTEMH IIISIXOM BIUIMBY Ha BAaryCHi 30HH ared
postrema. TakuM YWHOM, IPY IUTOTOKCHYHIHM XiMioTeparii Ta mpoMeHeBiil Teparmii
Iisl OHJAHCETPOHY 3yMoOBIIeHa aHTaroHismMoM S-HTj3-penenrtopiB He#poHiB

nepuepuyHoi 1 LEeHTpalbHOI HEpBOBOI cucTeMu. IlpenmapaT mae aHKCIONITHYHY
aKTHBHICTb, HE CHPUYMHSAE TOPYIIEHHS KOOpAMHALii pyXiB abo 3HUKEHHS
aKTUBHOCTI 1 Mpare3aTHOCTI.

Dapmaxokinemuxa. I1pyu BHYTpIIITHLOBEHHOMY BBEJICHHI JIIKapChKUI 3aci0 MIBUIIKO
MOLIMPIOETHCS 3 KPOBOTOKOM I10 BCIX OpraHax i TKAaHWHaX opraHizmy. MakcumainbHa
KOHIIEHTpALlisl OHIAHCETPOHY B KPOBI1 AOCATAETHCA MiCIs BHYTPIIIHBOBEHHOT 1H(Y311
4 mr yepe3 5 XBWINH Ta y Mexax 10 XBUIMH MiCJis BHYTPILIHHOM sI30BO1 1H €KIII.
3B’a3yBaHHs 3 OulkamMu 1azmMu Bucoke (70-76 %). OHOaHCETpPOH MepeBaKHO
BUBOJIUTHCSI 3 CHCTEMHOIO KPOBOTOKY ILUISXOM IE€YIHKOBOIO MeTaloii3My, He
MeHIe 5 % 1031 BUBOIUTHCS 13 ceuero y HeaMiHeHoMy BUrisiai. CepenHiit nepion
HaMiBBUBEAEHHS Yy JIOPOCIMX TMAalli€HTIB CTAaHOBUTh MpuoOau3Ho 3 roaunu. [lpu
NOpYLIeHHI (PYyHKIIT MeYiHKH BiA3HAYA€ThCs 301IbIIECHHS TIepioly HaliBBUBEICHHS
1o 15-20 rogun. B opranizmi akTUBHO MeTab0Mi13y€eThCs, METaOOMITH BUBOJSTHCS 3
KaJIoM 1 cevero.

KuiniyHI XapakTepUCTHKH.



Ilokazanna. Hynota Ta 6i1t0BaHHS, CIIPUYUHEH] IUTOTOKCUYHOIO XIMIOTEPAITi€lo Ta
IpOMeHeBOIo Teparieto. [IpodinakTuka Ta JIiKyBaHHS MiCIIONEPALliiHUX HYI0TH Ta
OJTIOBaHHS.

Ilpomunoxazanna. IligBuieHa YyTIMBICTH 1O OHJAHCETPOHY ab0 A0 IHIIUX
KOMIIOHEHTIB JIIKapChKOro 3ac00y. 3aCTOCYBaHHS OHJACETPOHY Pa3oM 3 aoMopdiny
TiIPOXJIOPUIOM MPOTHIIOKA3aHE, OCKUIBKM CIIOCTEpirajaucs BUMAIKU BHUPA3HOI
apTepiaibHOI rinoTeH3ii Ta BTpaTy CBiAOMOCTI 1] 4ac OJJHOYACHOTO 3aCTOCYBaHH.
B3aemooia 3 inwiumu nikapcokumu 3acodamu ma inuii 6uOU 63aEMo0iil.
OHzlaHCeTPOH HE MPUCKOPIOE 1 He rajbMye MeTaboJli3M IHIIMX HpenapaTiB mpu
OJTHOYAaCHOMY 3 HHUM 3acTocyBaHHI. CreuiajabHi JOCHIDKEHHS IOKa3ald, MI0
OHJAHCETPOH HE B3aEMOJIE€ 3 AJKOrojieM, TeMa3ernaMoM, (QypoceMiaoMm,
al(eHTaHIIOM, TpPaMaaoioM, MOpP(IHOM, JITHOKAiHOM, TIOMEHTaJoOM abo
nponogdonom.

OnpanceTpoH MeTabouli3yeThCs PI3HOMAHITHUMH (epMeHTaMHu IuToxpomy P450
neuinku: CYP3A4, CYP2D6 ta CYPIA2. 3aBasku pi3HOMaHITHOCTI (pepMEHTIB
MeTa0o0J113My OH/IaHCETPOHY raJIbMyBaHHS 200 3MEHILIEHHS aKTUBHOCTI O/THOTO 3 HUX
(nampukinan renetnyHui aedinut CYP2D6) y 3BHYaiiHuX yMOBaX KOMIIEHCYEThCS
1HIIUMU pepMeHTaMH 1 He OyJie MaTH BIUTUBY Ha 3arajbHUMN KIIPEHC KpeaTuHiHy abo
BIUIMB Oy/1e HE3HAYHUM.

3 00epeKHICTIO CIi/1 3aCTOCOBYBATH OHIAHCETPOH Pa3oM 3 JIIKapChbKUMHU 3aco0amu,
10 MOJ0BXKYI0Th iHTepBan QT Ta/ab0 CHpUYMHAIOTH MOPYIIEHHS €JIEKTPOIITHOTO
6anancy (auB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHSD»).

3acTocyBaHHS OHJIAHCETPOHY Pa30M 3 IpenapaTaMH, sKi HOJ0BXKY0Thb iHTepBan QT,
MOXKE€ TPHU3BECTH 1O JOAATKOBOro rmojomxeHHs iHTepBany QT. CynyTHe
3aCTOCYBaHHA OHJAHCETPOHY 3 KapAIOTOKCUYHMMHU IIpernapaTtaMu (HarpHKIa,
aHTPALMKIIIHU, Taki SK JOKCOpyOilMH,  JayHOpyOiuumH, abo TpacTy3ymal),
aHTUOIOTUKAMHU (TaKMMU SIK EpPUTPOMIIMH), MPOTUTPUOKOBUMM TMpenapaTamu
(TakuMU SIK KETOKOHA30J1), aHTUAPUTMIYHUMU MpenapaTaMu (TaKUMU K aMi0IapOH)
Ta Oera-OnokaTopamMu (TaKUMH SIK aTEHOJION ab0 THMOJION) 30UIbLIYE PU3MK
PO3BUTKY apUTMiH (IUB. po3ain «OCOOIMBOCTI 3aCTOCYBAHHS» ).
Cepotoninepreruku (Hanpukiaa, CI33C ta I33CH)

CepoTOHIHOBUH CHHIPOM (BKJIIOYAIOYM 3MIHM TCHXIYHOTO CTAaTyCy, BEr€TaTUBHY
HECTAaOUIBbHICTh 1 HEPBOBO-M’SI30B1 MOPYIIEHHS) OyB ONMUCAHUA MiCs OJHOYACHOTO
3aCTOCYBaHHS OHJAHCETPOHY Ta IHIIMX CEPOTOHIHEPTriUHUX IpernapariB, y TOMY
YHCIl CEJIeKTHBHUX 1HTI0ITOpIB 3BOpOTHOrO 3axomieHHs cepoToHiny (CI33C) Ta
1HT161TOPIB 3BOPOTHOTO 3aXOIUICHHS CepOTOHIHY Ta HopaapeHaniny (I33CH) (aus.
po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

Anomopdin

3acTocyBaHHS OH/IAHCETPOHY Pa3oM 3 alOMOP(iHY TiAPOXIOPUIOM IPOTUIIOKA3AHE,
OCKUJIBKU CIIOCTEpirajucs BUMAJAKU BUPA3HOI TIMOTEH3Ii Ta BTPaTH CBIAOMOCTI MiJ
4ac CyMICHOTO 3aCTOCYBaHHS.

®eniToiH, KapOamasemniH i pudaMOiuH

VY mnauieHTiB, AKi JIKYyIOTbCS MOTYXHUMH iHIykTOopamu CYP3A4 (mampuxian
¢denitoinoM, kapOamazemiHOM 1 pudaMIOIUHOM), KIIPEHC OHJIAHCETPOHY
30UTBILIYETHCS 1 HOTO KOHLIEHTPALlisl Y KPOBI 3MEHIIY€EThHCS.

Tpamangon




3a TaHUMU [eSKUX KIHIYHUX JOCTIKEHb, OHAAHCETPOH MOKE 3MEHIITYBaTH
aHAITETHYHUHN eEeKT TpaMaaomy.

Ocoonueocmi 3acmocyganns.

[Tpu nikyBaHHI MAIi€HTIB 13 MPOSIBAMH TIMEPUYTIUBOCTI O IHIIUX CEIEKTHBHUX
anTaronictiB SHT3-pernientopiB cnocTepiranucs peaxiii rinepyyTiauBOCTI.

Peakii, moB’si3aHl 3 JTUXAJIBHOIO CHCTEMOIO, JIKYIOTh CUMITOMAaTU4YHO. MeauyHi
MpaIliBHUKK MarOTh 3BEPTAaTH HAa HUX OCOOJMBY yBary, OCKUIbBKM BOHHM € O3HAKaMH
peaxIIiif miIBUIIEHOT YyTIMBOCTI Ha JIIKAPChKUH 3aci0.

OnpaHceTpoH 10303al1eKHO oAoBxKye iHTepBas QT (nauB. po3ain «PapmakoaoriyHi
BJIACTUBOCTI»). KpiM TOr0, Y mepioj micasMapKeTHHTOBOTO CIIOCTEPEKEHHS OyIH
MOBITOMJICHHS TTPO BUTIAJKU TPEMTIHHSI/MEPEXTIHHSI IIUTYHOUKIB (forsade de pointes)
IIpU 3aCTOCYBAaHHI OHJAHCETpoHY. Cii yYHMKAaTH 3aCTOCYBAHHS OHJIAHCETPOHY
MaiieHTaMm 13 BpO/DKeHMM cuHApoMoM monoBxkeHHs QT. OwnmanceTpoH ciia
3aCTOCOBYBATH 3 OOEPEKHICTIO JJIsl JIIKYBaHHS MAlll€HTIB, SIKI MalOTh ab0 y SKHUX
MOXE PO3BHHYTHUCA TIOJOBXKEHHsS 1HTepBany QT, BKIIOUarouM TAIIEHTIB 3
MOPYIIEHHSM €JeKTPOJITHOro OajaHCcy, 3acTIHHOK CEpLEBOI0 HEIOCTAaTHICTIO,
OpaaiapuTMISIMU 1 TAIIEHTIB, K1 JIKYIOTbCS IHIIMMH INpenapataMu, 10 MOXYThb
CHPUYUHATH 1To10BXkeHHs iHTepBany QT abo mopyuieHHs eJIeKTpoIITHOro OagaHcy.
[lepen moyaTKoOM 3aCTOCYBaHHS CJil CKOPETyBaTH IIIOKAIIEMIIO Ta FIIOMarHieMIo.
[Ticas ogHOYACHOTO 3aCTOCYBaHHS OHJIAHCETPOHY Ta IHLIMX CEPOTOHIHEPT1YHHX
npenapaTiB OyB ONUCaHUI CEpOTOHIHOBHI cHHIpOM (AuB. po3ain «B3aemonis 3
IHITUMU JTIKAPCBKUMU 3aco0aMy Ta 1HII BHUJM B3aEMOJIN»). SIKIIO omHOYacHe
JIKyBaHHSI OH/IAHCETPOHOM 1 IHIIMMH CEPOTOHIHEPTIYHUMH MpenapaTaMy KIIiHIYHO
OOTPYHTOBAHO, PEKOMEHYETHCSI BIATIOBIIHE CTIOCTEPEKEHHS 32 MAIIEHTOM.
OCKIJTbKM  OH/JIAHCETPOH MOCHAa00€ MEePUCTATbTUKY KHUIIEYHUKY, MOTPIOHUMN

peTenpbHUN HArjs 3a TNallileHTaMd 3 O3HAaKaMH IMJATrOCTPOi  HEMpPOXiAHOCTI

KUIIEYHHKY I/l 9ac 3aCTOCYBaHHS JTiKapchKkoro 3acody Ocerpon®.

VY mamieHTiB, SIKUM TPOBOJMTHCH XIpypriuHe BTPYYaHHS B aJCHOTOH3WISPHIN
JUJISHIT, 3aCTOCYBAHHS OHAAHCETPOHY U MPOQITAKTUKH HYAOTH Ta OJIFOBAaHHS
MO’K€ MacKyBaTH BUHUKHEHHS KpoBoTeui. ToMy Taki XBOP1 MiJIATAIOTh PETEILHOMY
HATrJISTy MICHs 3aCTOCYBAaHHS OHJAHCETPOHY.

Ieit mikapchkuid 3acid MicTuTh MeHIe 1 mmonb (23 Mr)/mo3y Hatpito, TOOTO
MPaKTUYHO BIILHUH BiJl HATPIIO.

Jimu

Y  pited, sKi OTPUMYIOTH OHJAHCETPOH PAa30oM 13 TeNaTOTOKCHYHHUMU
XiMiOoTepaneBTUUYHUMU IpernapaTaMu, IOTPIOHO PETETbHO CTEKUTH 32 MOKIMBUMU
MOPYIIEHHSAMH (PYHKITIT TEUIHKH.

Pesicumu 0o3zysanus

[Ipu po3paxyHKy /1034 3TiIHO 3 MAcCOIO Tija 1 3aCTOCYBaHHI TPHOX /103 3 4-TOJAMHHUM
1HTEpBaJIOM 3arajbHa J000Ba /103a Oy/ie BUIIO0, HIXK MPU 3aCTOCYBaHHI OJTHI€T 7031

5 mr/m? i ofHiei 1031 npemapaty nepopanbHo. ITopiBHAIbHA eEKTHBHICTS IUX IBOX
PEeXUMIB J03yBaHHsS He Oyja OI[iHEHa y KIIHIYHMX AOCHIPKeHHSX. [lopiBHAHHS
Pe3yJIbTaTIB PI3HUX JOCHIKEHb CBIAYUTH PO MOIIOHY €PeKTUBHICTH 000X PEXKHUMIB
JI03yBaHHS.

3acmocyseanna y nepioo eazimnocmi abo 200y8anns pyooro.

KiHKu DiTOpoAHOTO BIKY. SIKIIIO OHIAHCETPOH 3aCTOCOBYIOTH KIHKAM JITOPOJIHOTO
BIKY, HOTPIOHO PO3IISIHYTH MUTAHHS PO BUKOPUCTAHHS KOHTpPALIEIIIIi.




Baritnicte. Ha mizfcraBi 70cBiqy 3aCcTOCYBaHHS Yy JIIOJEH Y X0/ €miIeMiONOTYHUX
JOCHIJUKeHb € MiJI03pU Ha PO3BUTOK JE(PEKTIB IIENENHO-ITULEBOI TUISSHKH IpH
3aCTOCYBaHHI OHJAHCETPOHY MiJ Yac MEepIIOro TPUMECTPY BariTHOCTI.

B ogHOMy KOrOpTHOMY HOCTIIKEHHI, IO BKItoyano 1,8 minbiioHa BariTHOCTEH,
3aCTOCYBaHHA OHJAHCETPOHY IIiJi Yac MEepIIOro TPUMECTPY BariTHOCTI Oyio
MOB’S3aHO 3 TMIJIBUIIEHUM PH3UKOM PpO3IICIUICHHS Yy POTOBIM MOpOXHHHI [3
nonatkoBi Bunaaku Ha 10 000 iHOK, SIKi OTPUMYBAJIH JIIKYBaHHS OH/IaHCETPOHOM,;
CKOpUroBaHuii BigHOCHUH pu3uk: 1,24 (95 % nosipuwnii intepsan (1) 1,03—1,48)].
JlocTynHi  JaHi emifeMiOJIOTIYHUX JIOCTIPKEHb CEpLEBUX BaJ] IOKa3ylOTh
CylepewuBi pe3ynpTaTd. Pe3ynbTaTH AOCHIKeHb Ha TBApHMHAX HE BKa3ylOTh Ha
IpsSMi UM OTIOCEPEIKOBaH1 IIKIUIHMBI €()eKTH Ha PENPOAYKTUBHY (YHKIIIIO.
OHz1aHCETPOH HE CITiJ1 32CTOCOBYBATH MPOTATOM MEPIIOTO TPUMECTPY BariTHOCTI.
logyBanHs rpyano. B ekcniepuMeHTalbHUX JOCTIKEHHAX OyJo MOKa3aHo, IO
OHJIAHCETPOH TIPOHHMKAE Yy TPyOHE MOJOKO TBapuH. Y pasi HEOoOXiIHOCTI
3aCTOCYBaHHS JIKApPChKOT0 3ac00y CIIii MPUITMHUTH TOAYBaHHS IPYTIO.
@epTunbHicTh. [HoOpMalis 1moO10 BIJIMBY OHIAHCETPOHY Ha (DEPTUIIBHICTH Y
JIFOJAMHU BiICYTHS.

30amuicmbs  énnaueamu  Ha  WEUOKICMb  peakuyii  npu  KepyeamHi
agmompancnopmom aoo inwumu mexanizmamu. IIcuxoMOTOpHI TeCTH TTOKa3aJH,
III0 OH/IAHCETPOH HE BIUIMBAE HA 3/IaTHICTb KEpPyBaTH MeXaHi3MaMH 1 HE YUHUTH
celaTHBHOI Aii. AJie ciifi BpaxoByBaTH Npo(dijib MOOIYHUX peakiiil JIKapchbKOro
3aco0y MpH BUPILIECHHI MUTAHHS PO MOXIIUBICTh KEPYBaTH aBTOTPAHCIIOPTOM a00
IHIIUMHU MEXaHI3MaMHU.

Cnoci6 3acmocysannsa ma 0o3u.

Hyooma i batosanns, cnpuyuneni Xiniomepaniero ma npomeHesor mepanicio.
Jlopocii.

Emerorennuii morteHIian Tepamii paky Bapiloe 3aleXHO BiJ 103U 1 KOMOiHaIii
peXuMIB XiMioTeparii Ta mpoMeHeBoi Teparnii. Bubip pexxumy 103yBaHHS 3aJI€KUTh
BiJl TSPKKOCTI €METOT€HHOI'O BILIUBY.

Ememocenna ximiomepanisa ma npomenesa mepanis.

PexomeH0BaHa BHYTPIIIHBOBEHHA a00 BHYTPIIIHBOM 30Ba /1032 OHAAHCETPOHY —
8 MI' y BUIJIs1i TOBUIbHOI BHYTPIIIHBOBEHHOT 1H €Ki BIPOAOBXK HEe MeHIle Hix 30
CEeKyH]] 200 BHYTpPIIIHBOM S130BOi 1H’€K11ii Oe3M0cepeHbO Mepel JIiIKyBaHHIM.

Jlns npodilakTUKK BiZICTPOYEHOTo a0o TpHUBAJOro OJIOBaHHS Michs meprmux 24
TOJMH PEKOMEHIY€EThCS MepopalibHe a00 PeKTaJIbHE 3aCTOCYBaHHS Ipenapary.

Bucokoememocenna ximiomepanisa (Hanpukiad 8UCOKL 003U UUCHIAMUHY).
®

OceTpoH™ MOXHa MPU3HAYATH Y BUTIISA OJJHOPA30BO1 103U 8§ MT, BHY TPIITHHOBEHHO
a00 BHYTPIITHHOM S130BO 0€3MM0CEPETHRO Mepe/1 XiMioTeparni€ero.

JlJis BUCOKOEMETOTeHHOI XiMioTeparmii 8§ Mr oHAaHCceTpoHy abo MEHIIy 103y He
noTpiOHO PO3BOAMTH 1 MOKHA BBOJHUTHU IIIJISIXOM MOBUIBHOI BHYTPIIIHFOBEHHOT UM
BHYTPIITHLOM s130BOi 1H’ekii (He MeHme 30 cekyHn) Oe3mocepeqHbo Mepen
XimMioTepami€ro 3  MOAAJBIIMM  JIBOPA30BUM  BHYTPIIIHHOBEHHHM  YH
BHYTPIIIHEOM SI30BUM BBEJICHHSM 8 MT uepe3 2 Ta 4 roJuHu ab0 IUIIXOM IMOCTIHHOT
iH}y3ii 1 Mr/rox npoTsirom 24 ToauH.

Ho3u monag 8 mr (mo 16 Mr) MoXHA 3aCTOCOBYBATH JIUIIE€ Y BHIJISII
BHYTpimHbOoBeHHOI 1H(Y3ii Ha 50-100 M 0,9 % po3uuHy Hatpito XJopuay adbo
IHIIIOTO BIJINOBIIHOTO PO3YMHHHMKA (IMB. HUXK4YE «3aCTOCYBaHHS PO3YUHY IS
10’ ekiiy); iHY3is Mae TpUBATU HE MEHIIE 15 XBUIIKH.



OpHopazoBy 103y Ounbmry 3a 16 Mr 3acTocOByBaTH HE MOXKHA (AMB. PO3ALI
«Oco0IMBOCTI 3aCTOCYBaHHS» ).

EdexTuBHICTh OHIAHCETPOHY NPU BHUCOKOEMETOTEHHIN XiMioTepamii Moxe OyTH
MiBUILEHA  JOJATKOBMM  OJHOPA30BHUM  BHYTPIIIHHOBEHHHM  BBEJIEHHSIM
JieKcaMeTa3oHy Hatpito gocdaty y 1031 20 Mr nepes XiMioTepamiero.

Jlns npodilakTUKK BiZICTPOYEHOTo a0o TpHUBAJoro OJIOBaHHS Michs mepmux 24
TOJMH PEKOMEHIY€EThCS MepopalibHe a00 peKTaJIbHE 3aCTOCYBaHHS Ipenapary.
Jlity BikoM BiJ 6 MicsiB 10 17 pokiB

Jlo3y JiKapchKOro 3aco0y MOXHa pO3paxyBaTH 3a IJIOICI0 MOBEPXHI Tijla 0o MacH
Tija TUTHHU.

Po3spaxyrox 003u 3210H0 3 NAOWEI) NOBEPXHI MINA OUMUHU
®

OcetpoH™ crif BBOAMTH O€3MOCEPEAHBO IEpe]l XIMIOTEpamielo MUITXOM pa3oBOi
BHYTPIIIHFOBEHHOI 1H €KIIT y 1031 5 Mr/mM?, BHYTpIIIHbOBEHHA 1032 HE Ma€
nepepuiyBatd 8 Mr.  Yepes 12 roamH MOXXHAa PpO3MOYMHATH IE€pOpalibHE
3aCTOCYBaHHA Ipernapary, sike MOXe TpuBaTu e 5 AHiB. He mepeBumryBatu 103y
IS TOPOCITUX.

Pospaxynox 003u 32i0H0 3 Macoio mina oumuHu

Ocerpor® ciiyy BBOAHTH Ge3mOcCepeiHbO mepe)] XiMiOTepamico MUBsIXOM Pa30Boi
BHYTpPIIIHROBEHHOI iH’ekuii y m03i 0,15 mr/kr. BHyTpimHBOBEHHa /1032 HE Mae
NepeBUIIYBaTH 8 MI. Y MepIiuii IeHb MO’KHA BBECTH IlIe 2 BHYTPIIIHROBEHHI JTO3H
3 4-romuHHUM iHTepBajoM. Yepe3 12 roguH MOXHA PO3IMOYMHATH TEPOPATIHHE
3aCTOCYBaHHA Tpernapary, sike MOXe TpuBaTu e 5 AaHiB. He mepeBumryBatu 103y
IS JOPOCIIHUX.

XBOpI JIITHBOTO BIKY

[TamienTam BikOM Bifg 65 POKIB BCI O3 IS BHYTPINTHLOBCHHHX 1H EKIIH CIIiJT
PO3UMHATH Ta BBOAWUTH TPOTATOM 15 XBWIMH, MPU TOBTOPHOMY 3aCTOCYBaHHI
1HTEepBaJI MK iH’ €KIIIsIMA TOBUHEH OyTH HEe MEHIIe 4 TOHH.

JIist matieHTiB BIKOM BiJ 65 110 74 pOKiB MOYATKOBA 71032 OHJAHCETPOHY CTAHOBUTH
8 Mr abo 16 mr, i citig BBOAUTH IIJISIXOM BHYTPIITHBOBEHHOI 1H(]Y3ii nmpoTsirom 15
XBHWJIMH, Ky MOXHA MTPOJOBXKHUTH BBEACHHSM 2 7103 IO 8 M IPOTATOM 15 XBUIIHH 3
iHTEepBAJIOM MiX 1H(]Y3iIMHU HE MeHIIIE 4 TOAWH.

JI71st marfieHTiB BiKOM Bif] 75 pOKiB MOYaTKOBA BHYTPIIIHBOBEHHA /1033 OH/IaHCETPOHY
HE Ma€ TIEepeBHILYBaTH 8 M 3 iH(]y3ier0 BIpoaoBk He MeHme 15 xBumuH. [licus
MOYATKOBOT JIO3H Y 8 MI' MOJKHA MPOJIOBKHUTH 3aCTOCYBaHHS 2 JI03aMH 110 § MT, SIKi
CJIiJ] BBOAWUTH NUIAXOM iH(Y3i1 MpOTAToM 15 XBUIIMH 3 iHTEpBAIIOM MK 1HQY3isIMu
HE MEeHIlE 4 TOJIUH.

[NamieHTH 3 HUPKOBOIO HEOCTATHICTIO

Hemae HeoOXiqHOCTI 3MiHIOBATH PEXXHUM JI03yBaHHS a00 IUIAX BBEICHHS MIperapary
MalieHTam 3 MopymeHHsIM (QyHKIiT HUPOK.

[NamieHTH 3 MEYiHKOBOIO HEIOCTATHICTIO

VY mamieHTIB 3 TOMIPpHUMHU 1 TSDKKHUMH MOPYIICHHAMH (YHKINI TMEYiHKH KITipeHC
OHJIAHCETPOHY 3HAYHO 3HIDKYETHCS, a MEPioj HAIBBUBEICHHS 13 CHPOBATKH KPOBI
— 3pocTae. [l TakMX XBOpPHX MaKCHMajbHa JOOOBa [03a Iperapary He Mae
MIEPEBUILYBATH 8 MT.

[NamieHTH 3 MOPYIIEHHAM METab0JIi3My CIIapTeiHy/IeOpUCOKBIHY

[lepion HamiBBUBEACHHS OHJAHCETPOHY y TAILI€HTIB 3 MOPYUICHHAM METa0OIi3My
cniapTeiny 1 1eOpUCOKBIHY HE 3MIHIOETBCA. Y TaKHX TAILi€HTIB MicCIs TTOBTOPHOTO




BBEJICHHSA KOHIEHTpallisl MpernapaTry Taka K, K 1 y XBOPHUX 13 HENOpYyIIEHUM
MmeTabomnizMoM. ToMy 3MiHa 103yBaHHS 00 YaCTOTH BBEJICHHS HE MOTpiOHA.
Iiciaonepayitini Hyooma i O1108aHHA.

Lopocni.

Jlnst poiMaKTUKK MicasSonepalifHuX HyIOTH 1 OJIOBaHHS PEKOMEHJIOBaHA J103a
OHJIAHCETPOHY CTaHOBUTH 4 MI' y BUIJISAI OJHOPA30BOi BHYTPILIHBOM S130BOi 200
MOBUIFHOI BHYTPIIIHROBEHHO] 1H €KIIIT i1 4ac BBEIEHHS B HAPKO3.

Jlnst 1iKyBaHHS MicasionepaliiHuX Hy10TH 1 OJTI0BaHHS peKOMEHJOBaHa pa30Ba J103a
OHJIAHCETPOHY CTAHOBHUTh 4 MI' y BHUIVIAJI BHYTPILUIHbOM s30BOi a00 MOBUIBHOI
BHYTPIIIHBOBEHHO] 1H €KIIII.

Himu sixom 6i0 1 micays 0o 17 pokis

Jlnst mpoinakTUKK 1 JIKYBaHHS MiCIsONEepaliiiHuX HyJIOTH 1 OJIOBaHHS y HiTei,
SKHMX ONEPYIOTh i/l 3arajIbHOI0 aHECTE31€10, OHTAHCETPOH MOYKHA BBOJUTH Yy 1031 0, 1
MI/KT MacH Tijia (MaKCUMaJbHO — 10 4 MT) HUIAXOM MOBUIBHOI BHYTPIIIHEOBEHHOT
i’ exii (He menme 30 cekyHA) 10, MiJ Yac, Micias BBEAEHHS y HApKO3 a0o micis
orepartii.

Xeopi nimubo20 8iKy

JIOCBiZT ~ 3aCTOCYBaHHS OHAAHCETPOHY Ui MNPO(UIAKTUKK 1  JIKyBaHHS
MiCIsIONIepaIifHIX HYIOTH 1 OJIOBaHHS y JIOJIeH JTITHHOTO BiKy OOMEKEHHUH, OTHAK
OHJIAHCETPOH J100pe MEePEeHOCUTHCS XBOPUMH BIKOM Bif 65 POKIB, IKi OTPUMYIOThH
XiMioTeparnito.

Tlayienmu 3 HUPKOBOIO HEOOCMAMHICIIO

Hemae HeoOXiAHOCTI y 3MiHI peXUMY 103yBaHHS a00 LUIAXY BBEACHHS Ipernapary
nalieHTam 3 MopyImeHHsIM (QyHKIIT HUPOK.

Tayienmu 3 nevinkoB800 HEOOCMAMHICMIO

VY nauieHTIB 3 NOMIPHUMHU 1 TSHDKKHMMH MOPYLIIEHHAMU (YHKIII MEYIHKU KIipeHC
OHJIAHCETPOHY 3HAYHO 3HIKYETHCS, a MEPioj HaliBBUBEIEHHS 13 CUPOBATKHU KPOBI
3pocrae. [lng Takux XBOpPMX MakcUMalbHa J000Ba J103a Ipernapary He Mae
NEPEBUIILYBATH § M.

Tayienmu 3 nopyuennsam memabonizmy cnapmeiny/0edpucoxeiny

Ilepion HamiBBUBEACHHS OHJAHCETPOHY y MALI€HTIB 3 MOPYLICHHAM METal0oIi3My
criapTeiny i JeOpUCOKBIHY HE 3MIHIOEThCA. Y TaKHX Malli€HTIB MOBTOPHE BBEICHHS
CIPUYMHSE TAaKy * KOHLEHTpAII0 Ipenapaty, Mo i y XBOPHX 3 HEYIIKOKEHUM
MmeTabomnizMoM. ToMy 3MiHa 103yBaHHS 200 YaCTOTH BBEJICHHS HE MOTpiOHA.
3acmocysannsa po3uuny ona iH’exyitl

Jlikapcbkuii 3aci0 He MICTUTh KOHCEPBAHTIB 1 PO3UMH HEOOX1THO BUKOPHCTOBYBATH
HEeraiHO MiCJIs BIAKPUTTS aMITyJIU; PO3UMH, 110 3aJIMIIUBCS, NOTPIOHO 3HUIIMTH.
AMITyJIH 3 TIpernapaToM He MOXHA aBTOKJIaBYBAaTH.

CyMICHICTb 3 IHIIMMU PiIMHAMU JJIs BHYTPIITHHOBEHHUX 1H €KIIIH

Po3unHu 1711 BHYTPIIIHPOBEHHOTO BJIMBAHHS MOTPIOHO roTyBaTu Oe3moceperHbo
nepen iH¢ysieo. Ilpore BCTaHOBIEHO, IO PO3YMH OHAAHCETPOHY 30epirae
CTaOUTBHICTB MPOTATOM 7 JIHIB MPHU KIMHATHIM Temnepatypi (10 25 °C) npu AecHHOMY
CBITJII 00 B XOJOJWJIBHUKY NPH PO3YMHEHHI B Takux cepenoBumiax: 0,9 % po3unx
HATPII0 XJOPUILY, PO3UUH TITIOKO3U 5 %, po3unH maHiTony 10 %, po3uun Pinrepa,
0,3 % pozuu kamnito xaopunay i 0,9 % pozuun HaTpiro xsopuay, 0,3 % po3duH Kajito
XJIOPUY 1 PO3UUH TIIOKO3H 5 %o.

BcTaHoBiieHo, 1m0 oHAaHCETPOH 30epirae cTabUIBHICTh TaKOXK MPH BUKOPHUCTAHHI
MOIETHWICHOBUX 1 CKJISHUX (uiakoHiB. bBylio mokazaHo, IO OHJAHCETPOH,




posBeaenuii 0,9 % xmopuaom Hatpito abo 5 % riaroK03010, 30epirae CTabUIBHICTD y
MOJIMPOMIEHOBUX  Immpuiax. JloBeneHo  TakoX, M0  CTaOUIBHICTH Y
MOJIIPONIJICHOBUX LIMPHUIIaX 30epiraeThCst MpH pO3BEIECHHI OHAAHCETPOHY 1HIIUMHU
PEKOMEHI0BAaHUMH PO3UYUHAMHU.

V pazi HeoOXiIHOCTI TPUBAIOro 30epiraHHs Mpenapary po3unHEHHS CIIi TPOBOIUTH
y BIJIOBITHUX aCENITUYHUX YMOBaX.

CyMICHICTB 3 IHIIMMY OpernaparaMu
®

OceTpoH™ MOXHA IPU3HAYATH Y BUTJISAL BHYTPIIIHBOBEHHOT 1H(Y3ii 31 IBUIKICTIO

1 mr/ron. Yepe3 Y-moaiOHMII iH’€KTOp pa3oM i3 MpernapaTroM IMpH KOHIEHTpaLii

oHnmanceTpony Bin 16 no 160 mxr/mn (10610 8 Mr / 500 mi abo 8 mr / 50 mn

BIJIMIOB1JTHO) MOKHA BBOJIUTH:

- yucnaamun 'y KoHueHtparii 1o 0,48 mr/mu, nmpotsrom 1—8 ronus;

- S-¢pmopypayun y xonuentpamii 1o 0,8 mr/mn (Hanpuknag 2,4 vy 3 1 abo 400
Mr y 500 mi) 31 mBHAKICTIO He Oitbine 20 Mi1/Toa. BitkIl BUCOKAa KOHIIEHTPALIIS
5-bropypanuiny MoKe CIIPUYMHUTH MPEIUTITAIII0 OHAAHCETPOHY. Po3unH jyis
1HYy31i S-propyparmry moxe mictuta 110 0,045 % xs10puay MarHito Ha JOAATOK
710 IHITMX HATIOBHIOBAYIB, 110 € CYyMiCHHMH;

- kapbonaamun 'y xonueHrpamii Bix 0,18 mr/mia 1o 9,9 mr/mn (Hanpuknazn Big 90
mr B 500 mut 10 990 mr B 100 M) npotsirom 10—-60 xBuuH;

- emono3ud y xoHneHnrtparii Big 0,14 mr/mia no 0,25 mr/ma (Hanpukia Big 72 mMr
B 500 mu1 no 250 mr B 1 ;1) mpotsarom 30—60 xBuuH;

- yegpbmazuoum y no3i Big 250 mr mo 2 r, po3BeACHUN y BOAL AN iH €KIIH
(mampuknax 2,5 mu Ha 250 mr a6o 10 mu Ha 2 T unedTazsuaAuMy) y BHUIIIAIL
BHYTPIIIHFOBEHHOI OOJIIOCHO1 1H’ €Ki IPOTATOM 5 XBHIIUH;

- yuknoghocghamio y no3i Big 100 mr 1o 1 r, po3BeaeHuit y Boai uist iH’ ek (5 mit
Ha 100 Mr mukiodocdaminy), y BUTIsII BHYTPIIIHBOBEHHOT O0JIIOCHOT 1H €KIIiT
IIPOTSATOM 5 XBHIIUH;

- ookcopydiyun 'y no3i Big 10 mr mo 100 mr, po3BeneHuid y Boi uist iH’ €Ki (5
w1 Ha 10 Mr jokcopyOilnHy), y BUTIISAL BHYTPIIIHBOBEHHOT OOIIOCHOT 1H €KITiT
IIPOTSATOM 5 XBHIIUH;

- Oexcamema3son 'y 1031 20 MT, y BUIJISLII TOBUIBHOI BHYTPIIIHBOBEHHOT 1H’ €KIIii
IIPOTATOM 2-5 xBwiauH (IpU OJHOYACHOMY BBeAEHHI 8 mr abo 16 wmr
OHJIAHCETPOHY, po3unHeHoroy  50—100 M1 iH’ €KIIIHOTO PO3YHHY ), IPOTATOM
npubin3HO 15 xBrunnH. OCKUIBKH 111 IPEnapaTy € CyMiCHUMH, iX MOXHA BBOJUTH
gyepe3 OJHY KpamneJIbHHIII0, IPU IbOMY B PO3YHMHI KOHIICHTpALlii IeKCaMeTa30Hy
dochary (y ¢opmi HaTpieBoi coni) OyayTh cTaHOBHUTH Bijg 32 MKT 10 2,5 MT B 1
MJI, @ OH/IAHCETPOHY — Bi 8 MKT 10 1 mMr B 1 mit.

Jlimu. 3acTocOByBaTH AITSIM BIKOM BiJ 6 MicsIliB (MPU XiMioTeparrii) Ta BikoM BiJ 1

Micsns (U1 TpoQiIaKTUKY 1 JIIKyBaHHS MICISONepalliftHUX HYyI0TH 1 OJIFOBaHHS).

Ilepeoo3yeanna. Jlanux mnpo MNepel0o3yBaHHS OHJAHCETPOHY HEIOCTATHBHO. Y
OUIBIIOCTI BUMA/IKIB CHMIITOMH CXO31 Ha Ti, 1110 OTIMCAHI Y MAIli€HTIB, SKUM BBOIIIIN
pexomennoBaHi 103u (auB. po3ai «I1o6idHI peakiiin).

[ToBimoMIIsUIOCH TPO Taki MPOSIBU TEpeNo3yBaHHS, SK 30pOBI pO3JIaAH, 3arop
TSOKKOTO ~ CTYIEHs, TilIOTEH3id, Ba30BarajlibHi MPOSBH 13 TPAH3UTOPHOIO
aTPiOBEHTPUKYISIPHOIO O510Ka0k0 11 cTymeHs. Y BCiX BHITAKaX IIi SBUIIA TOBHICTIO
MUHAJIH.



Onnancerpon mnopoBxkye iHTepBan QT 3amexxHo Bix 103U. Y  BHUIAAKY
nepeo3yBaHHs pekoMeHayeTbes mpoBeneHHs: EKT -MoniTOpUHTY.

CrnenudiuHoro aHTUAOTY HE ICHYe, TOMY Yy pa3l INepeao3yBaHHS HEOOXiTHO
3aCTOCOBYBAaTH CUMIITOMATHYHY Ta MiATPUMYIOUY Teparito.

3acTocyBaHHs 1MEKaKyaHH JUIs JIKyBaHHA MEpeO3yBaHHS OHAACETPOHY He
PEKOMEHAYEThCS, OCKIIBKY 11 Jisl HE MOXKE BUSIBUTHCS Ye€pe3 aHTUEMETUYHUH BILTUB
npemnapary.

JUiTH: TOBIIOMIISIOCS MPO CEPOTOHIHOBUM CHHIPOM y HEMOBJIAT Ta AT BIKOM
Bix 12 MicsamiB A0 2 pOKiB Miclisi BUIMAIKOBOTO IMepeAo3yBaHHS Mpemapary Ijs
NEPOPaTLHOrO 3aCTOCYBaHHS ([J03M NEPEBMIYBad PEKOMEHIOBaHUI piBeHb 4
MT/KT).

Ilo6iuni peakuyii. I1o6GiuHa aist knacugikoBaHa 3a OpraHaMy 1 CHCTEMaMH Ta 3a
94acTOTOO ii BUHUKHEHHA. 3a 4acTOTOI0 BUHUKHEHHS MOOIYHI peakilii po3moAiieHi
Ha Taki Kareropii: agyxe gacto (>1/10), gacto (>1/100 ta <1/10), Hedacto (>1/1000
ta <1/100), piako (>1/10 000 ta <1/1000), myxe piako (<1/10000).

3 6oky imyHHoi cucmemu

Pinxo: peakuii rinepuyTJIMBOCTI HETAHOTO THITY, 1HKOJIH TSKKI, X 10 aHadimakcii.
3 6oxky nepsosoi cucmemu

Jly»ke 9acTo: roJOBHUH Oifb.

HeudacTo: cynomu, pyxoBi nopyIeHHs (BKJIIOUAIOYM eKcTparipamiiHi peakiiii, Taki
SK OKYJOTIpHHM KpH3, ITUCTOHIUHI peakiii i JUCKiHe3is 0e3 CTIMKUX KIIHIYHHUX
HACJIIIKIB).

Pinko: 3amamMOpoYeHHs NepeBaXHO IiJ dYac IIBUIKOTO BHYTPIIIHBOBEHHOTO
BBEJICHHS Ipernapary.

3 6oky opeanis 30py

Pinko: ckopoMuHYyIIi 30pOBi po31aau (HOMYTHIHHS B 04Yax), TOJIOBHUM YMHOM IiJ
4ac BHYTPIIIHbOBEHHOT'O BBEJICHHS.

Jly’ke pigKko: MUHYIIA CIINOTa, TOJOBHUM YUHOM IiJi Yac BHYTPIIIHBOBEHHOTO
3aCTOCYBaHHA. Y OIBIIOCTI BUMAJAKIB CIIMOTa MHUHAE NpoTsroMm 20 XBWIKH.
BinbiicTh MalieHTIB OTPUMYBAJIM XIMIOTEpaneBTHYHI Mpemnapary, siKi BKIHOYAIH
mucmaTu. [lpo feski BUMagKku MUHYIIOT CIIMOTH MOBIIOMIISIIOCS SIK PO CIIIIOTY
KOPTUKAJIBHOTO MOXOKEHHS.

3 6oky cepys

Heuacto: aputmii, 6inp y rpyasx (3 nempeciero cermeHta ST abo 6e3 Hei),
OpaauKapis.

Pinko: mogosxxeHus intepBaity QT, BKIr04at0uM TPEMTIHH/MEPEXTIHHS IIIITYHOUKIB
(torsade de pointes).

3 60Ky cyoun

YacTo: BiquyTTs Temia abo MPUILIHBIB.

HeudacTo: rinoTeHsis.

3 6oky ouxanvhoi cucmemu ma op2auie epyOHOi HOPOICHUHU

HeuacTo: rukaBka.

3 60ky mpasnoco mpaxmy:

Yacro: 3anop.

3 boky eenamobiniapnoi cucmemu

HeuacTo: 6e3cuMIITOMHE MiIBUIIIEHHS OKAa3HUKIB (PYHKIIIT MEYiHKH.

Ili BHUMAAKH CIOCTEPIraloThCS TOJIOBHUM UYHMHOM Y XBOPHX, SKI JIKYIOTBCS
XiMiOTepaneBTUYHUMHU IpenapaTamH, 110 MICTATh LUCIUIATHH.



3 6oky wKipu ma niOwWKIpHOi K1iMKOSUHU

Jlyke piJIko: TOKCHYHI BUCHUIIM, B TOMY YHCJIi TOKCUYHUH eMifiepMaIbHUI HEKpOTi3.
3azcanvhi posnadu

Yacro: peakuii y MiCIli BHYTPIITHbOBEHHOT'O BBEICHHSI.

Y X0l MicHApeecTPaIiifHOTO CIIOCTEPEKEHHS MOBIAOMIISUIOCS MPO Taki MOOiuHi
peaxiiii.

3 6oky cepyeso-cyounnoi cucmemu: 0i7b Ta TUCKOMPOPT y IPyAsiX, EKCTPACUCTOIIH,
Taxikapisi, BKJIIOYa0UYH IITYHOUKOBY Ta HaIITYHOUKOBY Taxikapito, Gpiopuisiio
nepezcepab, BiAUyTTs cepueOuTTs, cunkone, 3Minu EKT.

Peaxyii cinepuymaueocmi: aHadimakTHUHI peakxiii, aHTIOHEBPOTUYHUN HaOPSK,
OpoHxocna3M, aHa(pIaKTUIHUHN 10K, CBepOIX, IIKIPHI BUCUIIH, KPOITUB’ STHKA.

3 60Ky Hep606oi cucmemu. TIOPYIIEHHS XOJU, XOpesi, MIOKJIOHYC, HEBIaMOBHICTb,
BIUYTTS NEUiHHS, IPOTPY3is A3MKa, TUIUIONIS, apecTe3is.

3acanvui nopywenns ma micyesi peaxyii: TIJBUILEHHS TeMIEpaTypH Tiia, Oifb,
MTOYEPBOHIHHS, TIEYIHHS Y MICI[i BBEJICHHS.

IHwe: TinoKaniemis.

Tepmin npuoamnocmi. 3 poxu.

YMmoBu 30epiranns. 30epiratu npu Ttemneparypi He Buile 25 °C B OpUTiHATIBHIN
YIaKOoBIIl B HEAOCTYITHOMY JUIs iTel Mmicii. He 3amopoxyBaT.

®

Hecymicnicms. OceTpoH® HE MOXKHa 3aCTOCOBYBAaTH B OJHOMY IHNIpHI abo

iHQys3iitHOMy po3umHi pa3oM 3 iHmuMH JTikapchkuMu 3acodamu. Ocetpon® y dpopwmi
1H €Ki MOYKHA TIOETHYBATH JIMIIE 3 PEKOMEHIOBAHUMH PO3YMHAMH TS 1HQY3iH
(muB. po3nin «Crocio 3aCTOCyBaHHS Ta O3 ).

YnakoBka. [To 2 mi (4 mr) abo 4 mi (8 mr) B amryi, o 5 amiyn y OGmicrepi, mo
1 GnicTepy B KapTOHHIH KOpOOIIi.

Kareropis Binmycky. 3a penenrom.

Bupoouuk. JI-p Pexni’c Jlabopatopic Jlimites

Micue3naxoqkeHHs1 BHPOOHHMKA Ta §ioro aapeca Micusi TNPOBAIKEHHSI
IiS1ITILHOCTI.

Bupobunya nineamns - VI ¢. Kxon, Hamarap poan, bamni, okpyr Conan, XiMmagai
[Mpanmem, 173205, Tagis

[ToBimomutn Tmpo TMOOIYHY peakmito abo BiACYTHICTH €(EKTUBHOCTI IpH
3aCTOCYBaHHI JIIKAPCHKOTO 3aCO0y MOYKHA 32 TelePOHAMHU:

+380 44 207 51 97 a6o +380 50 414 39 39; a TakoX Ha EJIEKTPOHHY AAPECY:
DrugSafetyUa@drreddys.com (11i101060B0).
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