Ckian

Odiroua peyos8uHa: eClMTAIONpPaMy OKCalaT;

1 TabreTka MiCTUTBH ecuMTaJIONIPaMy OKcajlaTy y llepepaxyBaHHi Ha ecuuTanonpam 10
Mr a6o 20 Mmr;

OONOMIJHICHI pedyoBUHU: 1IeJII0JI03a MIKpOKPHUCTaJliuYHa, HaTPilo KpOCKapMesno3a,
KPEMHIiI0 JIOKCHU[ KOJIOIDHUM, TaJlbK OYMIIEHNM, MarHiio cTeapat, MOKpuTTsa «Opadry
white 03F58750» (rimpomeno3a, Tutany giokcup (E 171), Mmakporosu, Tanabk).

JIikapcbKa ¢popmMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.
OcHOBHI (pi3uKOo-xiMiuHI 81aCcMuBOCMI:

OBaJIbHi, IBOOMYKJIi TabneTku 6iytoro abo Matizke 6ilToro KOabOpy, BKPUTI IIIiBKOBOIO
000/I0HKOIO0, 3 JIiHi€I0 PO3JIOMYy 3 OOHOIr0 OOKY Ta rjIafKi 3 iHIoro 6OKY.

®dapMaKoTepalneBTHUYHA Irpyna

AuTunenpecantu. CeeKTUBHI iHTi6iTOPY 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY
(CI33C). Kom ATX NO6A B10.

®apMaKoOJIOridyHi BJIaCTHBOCTI

dapmaKkoduHamika.

EcuuranonpaM - 11e CeJIeKTUBHUM iHTi0iTOp 3BOPOTHOTO 3aXOMJIEHHS CEPOTOHIHY
(CI33C), akui xapaKTePU3YyETHCSA BUCOKOIO aiHHICTIO IO OCHOBHOTO 3B’I3yI04Y0T0
cauTy. BiH TakKOXK 3B’SI3yETHCS 3 aJIOCTEPUYHUM CaTOM TPaHCIOPTEpPa CEPOTOHIHY,
npu 1bomMy adinHicTh go 1iel minguku y 1000 pasiB HUXKYa

EcuuranonpaM He Ma€e 30BCiM ab0 Ma€ gykKe c1a0Ky 30aTHICTh 3B sI3yBaTUCH 3

HU3KOI0 PEeLeNTOopPiB, BKI04Yaluu CeEPOTOHIHOBI 5-HT 5-HT2-peueHTopH,

1A~

nodaMiHOBI Dl' 1 D2-peuenTopH, a;- ay, B-ampeHEepriyHi pelenTopu, riCTaMiHOBI Hl’

1'1
MYCKapHUHOBI X0oniHepriuHi, 6eH30ia3eniHOBI Ta omiaTHi pelenTopH.

IHri6yBaHHS 3BOPOTHOTO 3axolieHHs 5-HT € eqMHUM MOXJIMBUM MeXaHi3MOM [ii,
SIKUW MOZKe MOSICHIOBATH (papMaKOJIOTiuHi Ta KJIiHiuHi e(heKTHU ecluTarIonpaMmy.

dapmakoOuHamiuHi epekmu



B ogHOMY mopBi¥iHO ciinomy mniaiedo-KOHTPOIbOBAaHOMY MOCIiIXKEeHHI ITOKa3HUKIB
EKT y 3mopoBux ocib nmogoBxkeHHs iHTepBany QTc (ckopuroBaHoro 3a GopMyJI0io
®pipepiugia) Big BUXigHOTO 3Ha4YeHHs cTaHOBUIO 4,3 Mc (90 % I (moBipyuit iHTEpBam):
2,2, 6,4) npu 3acTocyBaHHi nmpemapaty y go3i 10 mr/moby ta 10,7 mc (90 % II: 8,6,
12,8) npu 3acTocyBaHHI 03U, BUIIOIL 3a TepaneBTU4YHYy, - 30 Mr/mo0y (ouB. po3minu
«ITpoTunokasanHusa», «OCcoOIMBOCTI 3aCTOCyBaHHsI», «B3aeMopis 3 iHImMuMu
JIiIKapChbKUMHU 3aco0aMu Ta iHII BUOM B3aeMoiti», «[1o6iuHi peakirii»,
«ITepemo3yBaHHS»).

KniHniuHa epekmusHicmb
Beauki OenpecugHi enizodu

EdexTuBHICTh ecriuTasonpaMy y JiKyBaHHI BEJIUKUX OEIPECUBHUX €Mi30[4iB Y TOCTPUU
nepion Oyina mokasaHa y 3 3 4 MOABIMHO CJINuX, miaiedo-KOHTPOIbOBAHUX,
KOPOTKOCTPOKOBUX (8-TUKHEBUX) OOCIiAXKEHb. Y JOBTOCTPOKOBOMY OOCIiAXKEHHI
npodiTakKTUKU peluanBy 274 mallieHTH, SKi IIif 9ac II049aTKOBOI 8-TU2KHEBOI1 BiTKPUTO1L
da3u mocnimKeHHS BiIMOBiMM Ha JiKyBaHHS ecluuTasomnpaMoM y go3i 10 abo 20
Mr/go0y, Oynu paHOOMi30BaHi [ MPOOOBXKEHHS IIPUMOMY eCIIUTasIoNpaMy y Tii
camiii mo3i a6o niane6o IpPoTAroM Inepiony mo 36 TUKHIB. Y IIbOMY OOCIiIKEHHi y
Mali€eHTiB, sIKi IPOJOBXKYyBajld OTPUMYBaTU eCLUTAIoNpaM, CIIoCTepirascs
CTAaTUCTUYHO 3HAUYMIO OiIbII TPUBAJINUM ITePioa Yacy MO0 BUHUKHEHHS PEIUOUBY V
MezKaxX HaCTyHUX 36 THXKHIB y IIOPIBHAHHI 3 TUMHU IallieHTaMU, IKi OTPUMYBaJiu
naneoo.

CouiaabHuUll mpuBoxcHUl po31a0

Ecmutanonpam BUsSBUBCSA e(DeKTUBHUM [JIS JIIKyBaHHS COIiaJIbHOTO TPUBOXKHOTO
po3nany siK y TPhOX KOPOTKOCTPOKOBUX (12-TUKHEBUX) OOCITIAXKEHHAX, TaK i y 6-
MiCAYHOMY OOCHIAXKEHHI MPo(iTakKTUKN PeuuguBy. Y 24-TUKHEBOMY OOCIHiAXKEHHI
OIITMMaJIbHOI J03u OyJla IPOJeMOHCTPOBaHa e(PeKTUBHICTh eCclIIUTaIoONpamMy y mo3ax b5,
10 ta 20 mr.

I'eHepasnizosaHull mpusodicHUll po31ad

EctuTtanonpam y go3ax 10 ta 20 mr/mo0y 6yB epekTuBHUM V 4 3 4 nnanebo-
KOHTPOJILOBAHUX MOCITiAXKEHb.

3rigHo 3 00’€gHAHVMMM JaHUMU TPHOX OOCIiAXKeHb 3 MOAiOHUM OAU3alHOM, B IKUX Y
CYKYIIHOCTI B34B y4acTb 421 maljiesT, 10 oTpuMyBaB ecuuTasonpam, ta 419
Malli€eHTiB, 110 OTPUMYyBasu Inanebo, Ha nikyBaHHA Bigmnoinu 47,5 % Tta 28,9 %
nalieHTiB BiANIOBiOHO, a peMicisa HacTtana 'y 37,1 % ta 20,8 % nalieHTiB BiAIIOBIOHO.
CTiikuli epeKT CIIOCTepiraBcs 3 MEePIIOTr0 TUXKHS JTiKyBaHHS.



[TigTpumytounii edekT ecruTanonpamy y go3i 20 mr/gqo0y 6yB IpOOeMOHCTPOBAHUM ¥
24-76-TUKHEBOMY PaHOOMi30BaHOMY AOCHIAKEHHI IIiATPUMYI0Y0ro e(heKTy
JIIKyBaHHS, B AKOMY B35JI4 y4acThb 373 MalLieHTH, 110 BIAMIOBLIN Ha Ipenapar IIif 4ac
IOYaTKOBOTO 12-THUKHEBOTO JIIKyBaHHS y BIIKPUTOMY PEKUMI.

ObcecuBHO-KOMNYAbCUBHULU P0O31a0

Y parmoMizoBaHOMY MOABIVMHO CIIINIOMY KIIIHIYHOMY OOCIIIOXKEHHI ecuuTaonpaM y go3i
20 mMr/mo6y mpomeMOHCTPYBaB BimMiHHICTE Bif miarebo 3a 3arajabHOI0 KiTbKicTIO OastiB
3a mkasnorw Y-BOCS (Illkana Oyist oiiHKM 00CEeCUBHO-KOMIYJILCUBHOTO PO3/Iaay
HMemnscekoro i BpayHiBcekoro yHiBepcuTeTis, Yale-Brown Obsessive Compulsive Scale)
yepe3 12 TUXKHIB NTikyBaHHA. Yepes 24 THUXKHI BigMidanucs nepeBaru 3aCTOCyYBaHHS
ecumrasnonpamMy K y go3i 10 mr/mo0y, Tak i y mo3i 20 Mr/mo0y y IopiBHSHHI 3
rane6o.

EdexkTuBHicTh nipenapaty y npodinakTuili penuauBiB Oyna IpogeMOHCTpPOBaHa A
ecuuTtasnonpamMy y mo3ax 10 i 20 mr/mo0y y mallieHTiB, sIKi BiIIOBiIX Ha eclUTAJIoNpaM
y 16-TUKHEBOMY BiIKpPUTOMY Iiepiofdi Ta OynIu BKIIO4YEHi y 24-TUXHEBUN
PaHIOOMi30BaHUM MOOBIMHO CIINMUM mIanedo-KOHTPOJILOBAaHUM IIepiof.

dapmakoKiHemukKa.

AGcopO11isi MPaKTUYHO ITIOBHA i HE 3a/JIeKUTh Bif nmpuitoMy ixki. MakcuManbHa
KOHIIeHTpalisa y nia3mi (Tmax) OOCATa€eThCA Yyepe3 4 TOOUHU MiCJId IIPUUOMY.

Ak i gnnsa pameMiyHOro mUTanonpamy, abcotoTHa 0i0OOCTYIIHICTL eCcIUTaIoNpamMy
O4iKyeThCS Ha piBHI npubnusHo 80 %.

Po3noodin

VsaBuuit 06’eM posnominy (V d B/F) IIiC/Is TepopaIbHOTO IPUNOMY IIpenapaTry
CTaHOBUTH MPUOIM3HO Bix 12 go 26 n/kr. BiomocTymHICTh ecuiuTamonpaMy CTaHOBUTD
nmpubnau3Ho 80 %. 3B’13yBaHHS eCIIUTAJIONPaMy Ta MOr0 OCHOBHUX MeTaboIiTiB 3
Oinkamu - HUxK4e 80 %.

BiompaHcpopmauisn

MeTaboi3M BigOyBaeThCS y MEYiHIll TO MeTabOoIiTiB, 110 AEMETUITIOIOTHCS Ta
oupaeMeTunooThcsa. O6uaBa BOHU € (apMaKOJIOTiYHO aKTUBHUMHU. K albTepHaTUBa
MOZKJIMBE OKHCJIEHHS a30Ty 3 YTBOPEHHSIM N-OKCUOHOTO MeTabomiTy. K BuUXimHa
CIIOJTYKa, TaK i MeTaboJIiTh YaCTKOBO eKCKPETYIOThCS Y BUTISIMI TJIIOKYPOHiiB. ITpu
OaraTokpaTHOMY NPUMOMi IIpenapaTy cepefHi KOHIleHTpallil [eMeTUIbOBaHOT 0O Ta
OUOEeMEeTHUILOBAaHOTr0 MeTa0oIIiTiB 3a3BHUYai CTAHOBIATE BigmoBinHo 28-31 % i< 5 %
BiZl KOHIIeHTpAallil ecuuTanonpaMy. bioTpaHcdopMaliis ecuuTanonpamMy oo



OeMeTUIbOBaHOTO MeTaboJIiTy onocepenKoByeThCs nmepeBaxHo CYP2C19. MoxnuBa
oesiKa y4acTh y boMy mpoiieci pepmeHTiB CYP3A4 ta CYP2D6.

EaimiHauin

Ilepion HamiBBUBeOeHHS (t, ) B) npemnaparty ctaHoBuTh npubnu3no 30 rog. Kmipenc (Cl
Ora1) IIpU IepoparibHOMY IPUUOMi CTaHOBUTH IIpuOIu3HO 0,6 11/xB. B 0CHOBHUX
MeTaboIiTiB mepion HamiBBUBEOEHHS OOBIINM. EciiuTanonpaM Ta #OTo OCHOBHI
MeTabOoJIiTH BUBOOSATHCS Yepe3 MedinkKy (MeTabomiyHuM 1iax) i HupkaMmu. binbiila
YacTUHa OO3U BUBOOUTHCS y BUTJIAALI MeTa0OIiTiB i3 cedero.

JIiHIUIHICMb

KineTuka ecuuranonpaMy JjiHiiHa. PiBHOBakHa KOHIIEHTpAaLlisl HOCATa€EThCS
npubnu3Ho yepe3 1 TuxkaeHb. CepenHi piBHOBaXKHI KOHIIEHTPAllil, IKi CTaHOBIATH 50
HMOJIL/TT (miama3oH: 20-125 HMOIB//I), HOCSATAIOTHCS MIPU 3aCTOCYBaHHI J0O0BO1 03U
10 mr.

ITauieHmu AiMHBLO20 BIKY

Y manieHTiB BiKOM Bifi 65 pPOKiB ecriuTasioipaM BUBOAUTHCA IOBUIBHIIIE, HIXK Y
MoJiogux naiieHTiB. CucteMHa ekcrno3utis (AUC) y 3mopoBuX JOOPOBOIBIIIB JIITHHOTO
Biky nmpu6mu3no Ha 50 % Bullla 3a TakKy y MOJIOOUX 3[TOPOBUX NOOPOBOJIBIIIB (OUB.
po3min «Cmocib 3acTOCYBaHHS Ta IO3U»).

ITeyiHKkoBa HedocmamHicmbw

Y nanieHTiB 3 nmopyiieHHSM QYHKIII Me4iHKU JTIerKoro abo cepeaHbOro CTyIIeHs
TS2KKOCTI (kimacu A i B 3a YHanngom-I1'10) yac HamiBBUBeeHHs OyB y Ba pa3u
OOBIINM, a eKcrno3ullisg Ha 60 % Buila, HiXK y 0ci0 3 HOpMaIbHOI QYHKIIEIO TeYiHKN
(muB. po3pin «Crocib 3acToCcyBaHHS Ta OO3U»).

Hupxosa HeOocmamHicmb

Y mairieHTiB 31 3HUKEHOIO PYHKIIEI0O HUPOK (CLCr 10-53 M1/xB) Ipu 3aCTOCyBaHHI
paneMiyHOro 1uTajaonpaMy CIIOCTEpPIraBcs OOBIIWU YaC HalliBBUBEOEHHS Ta OELI0
Oinbirra ekcro3uilig. KoHlleHTpallisi MeTaboIiTiB y I1a3Mi KpOBi He JOCITiIXKeHa, aje
MOzKe OyTU MiABUILEHO (OUB. po3ain «Crocib 3acTOoCyBaHHSA Ta OO3U»).

IToaimopgizm

[TamienTu 3i cnabkoio MeTabomniuHoio dyHKIiiero CYP2C19 manu BABigi BUlLy
KOHIIEHTPAIIil0 ecluTaJIonpaMy y Ijla3Mi, HiXK Halll€eHTH 3 HOPMaJIbHOI (PYHKIIIE€IO
CYP2C19. 3HauHux 3MiH eKcrno3ullii mpu 3HuxkeHi gynkirii CYP2D6 He Big3Haudasnocs
(muB. po3pin «Cmocib 3acToCyBaHHS Ta [MO3U»).



IToxa3zaHHA

Benuki genpecuBHi enisonu.

[ManiyHwuit posnan 3 abo 6e3 aropadoobii.

CorianbHUM TPUBOKHUYM po3naf (coiianbHi Qoobil).

O0OCeCUBHO-KOMIYJILCUBHUYM PO3JIafl.

['enepasizoBaHi TPUBOXKHI PO3Tagu.
IIporunoka3aHHA

e ITigBHUINIEHA YYTIUBICTD OO0 ecIUTaonpamMy abo o iHIIINX KOMIIOHEHTIB
mnpemnapary.

e OgHOYacHe JIiKyBaHHS HECEIeKTUBHUMHU, HEOOOPOTHUMM iHTiOiTOpaMu
MoHoaMiHokcunasu (IMAO) npoTunokasaHe y 3B's13Ky 3 PU3UKOM PO3BUTKY
CEPOTOHIHOBOTO CUHAPOMY 3i 30yAKEHHSIM, TPDEMOPOM, TillepTepMi€o Ta iHIIUMU
CUMIITOMaMH (OUB. po3/isl «B3aemopmisa 3 iHIMMMHY JTiIKapCBKUMM 3aco0aMu Ta iHImi
BHUOM B3aEMOTIN»).

e KoMbOiHOBaHEe 3aCTOCyBaHHS eCIIUTaJIoNpaMy Ta 000poTHUX iHridiTopis MAO Tumy
A (manpuxkiapg Mokio6eminy) abo 060pPOTHOTO HECEJIEKTUBHOTO iHTibiTopa MAO
JIIHEe30J1i0y IPOTUIIOKa3aHe y 3B'A3Ky 3 pPU3UKOM PO3BUTKY CEPOTOHIHOBOI O
cuHapoMy (OuB. po3min «B3aemopisa 3 iHIIUMY JTiKapCbKUMU 3aco0aMu Ta iHIIi
BUOU B3AaEMOMOIN»).

e EcuuTranonpaM NIpOTUIIOKa3aHUU [OJI 3aCTOCYBAaHHS IalliEHTaM 3 BilOMUM
nmogoBxKeHHsIM iHTepBany QT abo 3 BpOAXKEeHUM CUHOPOMOM ITOAOBXKEHOTO
iHTepBany QT.

e EcuuTasionpaM IpoTUIIOKA3aHO 3aCTOCOBYBATU OOHOYACHO 3 JIIKAPCHKUMU
3acobamu, sKi 3gaTHiI mogoBxKyBaTu iHTepBan QT (guB. po3min «Blaemomis 3
IHIIMMY JTiKapChbKUMH 3aco0aMu Ta iHIIi BUOW B3AaEMOII»).

B3aemogisi 3 iHIIMMH JTiKapChKHMH 3aco00aMH4 Ta iHIII BHIH B3a€MoOil

dapmakoOuHamidHi 83aEMOO0IT

ITpoTunoka3aHi KoMOiHaIlil.

HeceaexkmusHi HeobopomHi IMAO

[ToBigoMIIsAzIOCS IIPO BUNIaJKM CEPUO3HUX peaklii y namieHTis, aKi npuriMmanu CI33C y
KoMOiHalrii 3 HeceneKTUBHUM HeoOopoTHUM IMAO, Ta y MalieHTiB, sIKi IMI0MHO
3akingyumnm nikyBaHHs CI33C i po3noyanu npuiiom IMAO (guB. po3min
«[IpoTunokasaHHa»). Y OeIKUX BUNaJKaX PO3BUHYBCSI CEPOTOHIHOBUU CUHOPOM (OUB.
Pozpin «ITob6iuHi peaxkuii»). KombiHalia ecuuTanonpaMy 3 HeCEI€KTUBHUMU
HeoOopoTHUMU IMAO npoTurnoka3aHa. JIikyBaHHS eCLIATAJIONIPaMOM CJIifl TOYUHATH



yepe3 14 gHiB micng BimMinu HeobopoTHOro IMAO. JIiKyBaHHS HECEJIEKTUBHUMHU
HeoOopoTHUMU IMAO crim moynHaTH He paHillle HiXK yepe3 7 OHIB Micist IPUNIUHEHHS
IIpUUOMY ecLiUTasIonpamy.

Kowmo0iHarrii, 1o noTpeOyoTh 00epPe3KHOCTI.

Ob6bopomHulti cenekmuesHull IMAO muny A (Mmoxka06emio)

YHacigoK pu3uKy POo3BUTKY CEPOTOHIHOBOTO CUHAPOMY KOMOiHAIlisT ecIiUTanonpamMy 3
IMAO Tumny A Mmoknob6eMimoM IpoTUoKa3aHa (OuB. po3gin «IIpoTunoka3aHHI»).
A0 moBemeHo HeOOXimHICTH 11iel KOMOiHAallil, cIoYaTKy CIif Mpu3HadaTHU MiHiMalbHi
PEKOMEHI0BaHi 03U 3 IOCUJIEHUM KJIIHIYHUM MOHITOPUHIOM.

HeceaekxmusHutli obopomHutl iH2ibimop MAO (niHe30i0)

AHTUOIOTUK iHE30Ii[] € HeCceJIEKTUBHUM 000pOoTHHUM iHribiTopoM MAO Ta He MOBUHEH
MIpU3HaYaTHUCA IMalliEHTaM, sIKi OTPUMYIOTh ecliUTaionpaM. AKIo Taka KoMOiHallisg €
HeoOXimHOI0, CJIi 3aCTOCOBYBaTH MiHiManbHi 4031 000X ITpemnapariB IIif peTeIbHUM
KJIIHIYHUM HarasgoM (OuB. po3min «IIpoTumoka3aHHS»).

CenexkmueHull HeobopomHulti iH2ibimop MAO muny b (ceneziniH)

Kowmbinarisa 3 cenerinminoMm (HeobopoTHuii IMAO Tuny B) moTpebye 06epekHOCTi yepes
PU3UK PO3BUTKY CEPOTOHIHOBOTO CUHOPOMY.

Cenerinin y mo3ax mo 10 mr/go0y BK/IIOUHO O€3IIeYHO 3aCTOCOBYBABCSI Pa3oM i3
paneMiyHUM LUTaIolIpaMOM.

ITodoeoiceHHsa iHmepsany QT

dapMmakokiHeTHYHi Ta (papMakKoguHaMIUHi JOCIimKeHHsI KOMOiHOBAaHOTO
3aCTOCYBaHHS eCUMTaJIoNpaMy 3 iHIIMMH JIIKapChbKUMHU 3aco0aMu, SIKi ITOJOBXKYIOTh
inTepBan QT, He npoBogunucs. [Ipu 3acTocyBaHHI ecuuTaIonpaMy pa3oM i3 TaKUMU
mpenapaTaMy He MOXHa BUKJIIOUaTU BUHUKHEHHS aOUTUBHOTO e(eKTy. Y 3B’ S3KYy 3
IIUM OJHOYaCHEe 3aCTOCYyBaHHS eCIUTaJIoNpaMy 3 JIiKapChbKMMHU 3acobaMu, sKi
nopgoBXKYOTh iHTepBal QT, TakuMu K IpoTUapUTMIiUHI npenapaTtu Kiacy A i I11,
QHTUIICUXOTHUKM (HalpUKIaf MoXigHi ¢peHoTia3uHy, IiMO3HU, rajJolnepuaol),
TPULIMKITIYHI aHTUOETPEeCaHTH, OesdKi TPOTUMIKpPOOHi 3acobu (Hanmpukian
crapgoKcaluH, MOKCU(PIIOKCAIlUH, EPUTPOMILIMH [AJi BHYTPIIIHEOBEHHOTO BBEAEHHS,
MMeHTaMiIuH, IPOTUMasIpPiiiHi 3acobu, 30KpeMa ranodaHTpUH), AesKi aHTUTiCTaMiHHi
npemnapaTy (acTeMi3os1, TiTPOKCU3WH, Mi30JIaCTUH), IPOTUIIOKa3aHe.

CepomoHiHep2iuHi nikapcvKi 3acobu



OmHOYacHe 3aCTOCYBaHHS 3 CEPOTOHIHeprivHuMHY 3acobaMu (HampuKiaz 3
TpaMagoJioM, CYMaTPUIITAHOM Ta iHIIUMU TPUIITaHaMM) MOXKE ITPU3BECTHU OO0
CEepPOTOHIHOBOI'O CUHIPOMY.

Jlikapcoki 3acobu, sKi 3HUXCYIOMb CYOOMHUL nopie

CI33C MOXKyTh 3HMKYBaTU CyOOMHUU ITOPir. PeKoMeHOy€eThCsI 00epeXHICTh IPHU
OOHOYACHOMY 3aCTOCYBaHHI nIpenaparis, Kl 30aTHI 3HUXKYBaTU CYJOMHUU IIOPIT
(mammpuknapn aHTugenpecaHTiB (Tpunukiaiudi, CI33C), HeliponenTukis (peHoTia3uHHy,
TioKcaHTeHHU, OyTupodeHoHMn), MedII0XiHy, OyIPOITioOHY i TpaMamony).

JIimit, mpunmocdgaH

OCKinbKM 3ape€eCcTpPOBaHO BUNAAKU MOCUJIEHHS [il Tpu coinbHOMY 3acTtocyBanHi CI33C
i miTiro abo TpuntodaHy, peKOMEHAOYETHCA 3 00ePEeKHICTIO ITPU3HAavaTH 1ii IperapaTu
OOHOYACHO.

38ipobit

OnnouacHe 3actocyBaHHs CI33C Ta pocnuHHUX 3aco0iB, AKi MiCTSTh 3Bipo0iit, MoxKe
MIPU3BECTU OO ITiTBUINEHHS YaCTOTU MOOIYHUX peakiliii.

AHmMuKoazyaaHmu

MoxnuBa 3MiHa e(eKTiB aHTUKOATyJISSHTIB YHACIIAOK OQHOYAaCHOTO 3aCTOCyBaHHS 3
ecuuTasionpaMoM. fAKIo MalieHTU IPpUUMaloTh IlepopasibHi aHTUKOaryJisiHTH,
HeOoOXigHO MPOBECTHU PETEIbHUMN MOHITOPUHT CUCTEMU 3rOPTAHHS KPOBI Iepeq i micus
3acToCyBaHHs ecuuTasnonpaMy (ouB. Po3gin «OcobGIMBOCTI 3aCTOCYBaHHS»).

OnmHOYacHe 3aCTOCYBaHHS HECTEPOIOHUX ITpoTHU3amnaabHuxX 3acobiB (HI133) moxe
IMOCUJINTU CXUJIBHICTD A0 KPOBOTEYi (OUB. po3Min «Ocob6IMBOCTI 3aCTOCYBaHHI»).

AK0201b

EcuuranonpaM He BCTyIla€ 3 ajlKorojieM y dapMakoguHaMiduHy abo
(bapmakokiHeTH4YHY B3aeMofio. OgHaK, sIK i y pa3i 3aCTOCyBaHHS IICUXOTPOITHUX
JIiKkapchbKuX 3aco0iB, KoMOiHallisl 3 aJIKorojieM € HebaXKaHOolo.

Jlikapcvki 3acobu, w0 8UKAUKAOMb 2iNOKAAIEMIO/2iNOMA2HIEMIIO

Crnin BUSBNATUA 00€PEXKHICTh IPU OOHOYACHOMY 3aCTOCyBaHHI JIiKapChKUX 3ac00iB,
30aTHUX BUKJIMKATU TillOKaJIieMilO/TiloMarHieMito, OCKiIbKY Y TAKOMY BUIIAAKY
30iTbITYETHCS PU3UK PO3BUTKY 3JIOSKICHUX apuUTMil (OuB. po3min «OcoOmuBoCTi
3aCTOCyBaHHS»).

dapmakokiHemu4Hi 83aemMo0ii



BroiuB iHIIMX iKapchbKHX 3ac00iB Ha hhapMaKOKiHETHKY eCIIMTaJIonpamMy

MeTabo1i3M ecliuTasonpaMy roJI0OBHUM YMHOM orocepenkoBanuit CYP2C19.
®epmenTu CYP3A4 ta CYP2D6 TakoX MOXKYTh OpaTu OesIKYy y4acTh V MOT0
MeTabosi3Mi, Xo4a i MeHIII010 Mipoto. MeTaboi3dm ronoBHoro Mmetabomnity S-DCT
(meMeTuIbOBaHOTO €CLIUTAJIONpaMy), CyasadM 3 yChOI'0, YaCTKOBO KaTalli3yEThCS
CYP2D6.

CyMicHe mpu3Ha4YeHHs eclMTasomnpaMy Ta omemnpa3oiy 30 mr 1 pas3 Ha mo0y
(CYP2C19 inribiTopa) mpu3BOOUTH A0 MoMipHOTOo (Ipubnau3Ho Ha 50 %) minBuileHHS
KOHIIeHTpallil eciuTajonpaMy y Ijla3Mi KpOBi.

OnmHOYacHe 3aCTOCyBaHHS eclUTasonpamMy i muMmetuguny 400 Mr nBidi Ha moOy
(moMipHUM 3arajabHUU iHTIOITOP (DEPMEHTIB) IPU3BEIO A0 MOMIPHOTO (IPUOIU3HO Ha
70 %) 30inblIeHHs KOHIIeHTPallil ecuuTagonpaMy y maa3Mi KpoBi. Cig BUABASITH
00epeXHiCTh TpU KOMOIHOBAaHOMY 3aCTOCYBaHHi eclIUTaJIONpaMy 3 HUMETUAUHOM.
Moxe BUHUKHYTH oTpeba y KOpuryBaHHi mo3u (OuB. po3ain «OcobmuBoCTi
3aCTOCyBaHHS»).

TakyuM 4MHOM, TIPU CYMiCHOMY 3aCTOCYBaHHIi eciiuTasnonpamy 3 iHrioitopamu CYP2C19
(HammpuKiag oMeIIpa30jioM, e30Menpa3010M, GIYKOHAa307I0M, (pJIyBOKCaMiHOM,
JIaHCOITPA30JI0M, TUKJIONMITUHOM) Ta 3 HTUMETUAUHOM CJIif OyTHU 00epeKHUMY,
IIpU3HavYaly¥ BEPXHi 'paHUYHI 003U ecLiUTasIonpamy. 3HUXKEHHS 103U
ecumTasnonpaMy Moxke OyTH HeoOXimHMM 3a/1eXKHO Bifl KJIiHiYHOI OITiHKH.

BruB ecumTanonpaMy Ha dapMaKOKiHEeTHKY iHIINX JTIiIKapChKUX 3aco0iB

Ecuutanonpawm € inri6itopom ensumy CYP2D6. PekoMeHOy€eThCSI 00EPEeRKHICTh IpHU
OOHOYaCHOMY 3aCTOCYBaHHIi ecuMTasonpaMy 3 JTiKapCbKUMU 3aco0aMi, SIKi
MeTabo0i3yI0ThCSI TOJTOBHUM YUHOM ITUM €H3UMOM i MaloTh By3bKUM TE€pPaleBTUUYHUN
iHmeKkc, Hanpukiaag 3 drekaiHimoMm, nponadeHOHOM i MeTOIpPoIoIoM (IPU CcepleBin
HeIOoCTaTHOCTi), abo 3 messKUMHU 3acobaMH, III0 BIIMBAIOTh Ha IIeHTPaJIbHY HEPBOBY
cucTeMy Ta MeTaboi3yThCcs ronoBHUM YuHOM CYP2D6, Hanpukiam TaKUMU
aHTHUeIIpeCaHTaMy, K Oe3UullpaMiH, KJIOMipaMiH i HOPTPUIITUIIIH, TAaKUMU
QHTUIICUXOTUKaAMHU, K PUCIIEPUIOOH, TIOPUAA3HUH i rajonepunosi. MoxirBa KOPeKIlis
OO3MU.

Kowmbinarlig 3 me3unpaminoM ab0 MeTOITPOJIONIOM ITPU3BOAMUJIA O ITiABUIIIEHHS yABidi
piBHiB y mna3Mmi nmux gBox cyocTtpatiB CYP2DG6.

Y mocnigzKeHHSX in vitro OyJio IPOOEMOHCTPOBAHO, III0 €CIIUTAJIONpaM TaKOXK MOXKe
oOyMoBoBaTH HeBesuKe iHrioyBanus CYP2C19.



PekomeHOyeThCA 00€ePEXKHICTh IIPHU OOMHOYACHOMY 3aCTOCYBaHHI 3 JIiIKapChbKUMU
3acobamu, sKi MeTabomnizyoTeca CYP2C19.

Oc006/1MBOCTi 1100 3aCTOCYBaHHSI

Huxdye3za3HaueHi 0COOIUBOCTI 3aCTOCYBaHHS CTOCYIOTHCS TEPAINeBTUYHOTO KJlacy
CeNeKTUBHUX iHTi6iTOPiB 3BOPOTHOIO 3ax0IjieHHs: cepoToHiny (CI33C).

ITapadokcaavHa mpusoaa

IesKi malieHTd 3 NaHIYHUMU po3jiafaMU Ha [I04aTKy JIIKyBaHHS aHTUOeIIpecaHTaMUu
MOXKYTh BifuyBaTU IIOCUJIEHHS TPUBOTHU. LI mapamoKkcaibHa peakiliss 3Bu4alHO
3HUKAaE IIPOTATrOM ABOX TUXKHIB JIIKyBaHHS. 1719 3MEHILIEHHS UMOBIpHOCTI
aHKCioreHHOro epeKTy peKOMeHAyEThCS HU3bKa IT0YaTKOBa o3a (auB. po3min «Cmnocid
3aCTOCyYBaHHS Ta OO3U»).

CyOomHI Hanadu

EcuuranonpaM He0oOXigHO BiIMIiHMTH, SIKIIO y MalliEHTa PO3BUHYBCS CYLOMHUU Harap
BIiepile ab0 Hamagu 4YacTilaioTh (y MallieHTiB i3 BCTaHOBIEHUM [iarHO30M eIliJIercii).
Cnig yaukaTtu 3actocyBanHsa CI33C maiienTam 3 HeCTaOiIbHOIO ETiIencieo, a
MalieHTaM 3 KOHTPOJIbOBAHOIO eITiyiercieio - 3a0e3ne4ynTy MUIbHUM HaTr s,

MaHis

CI33C cnim 3 06epekKHICTIO 3aCTOCOBYBaTH [JIs JIiKyBaHHS XBOPHUX 3
MaHi€w/rinoMaHi€w B aHaMHe3l. [Ipu nmosBi maniakanbHOro crany CI33C crig
BIOMIHUTH.

Llykposutil diabem

Y naitieHTiB i3 ykpoBuM giabetom nikyBaHHs CI33C mMoxke 3MiHIOBAaTU KOHTPOJIb
rinikeMii. [To3a iHCyJiHy Ta/ab0 mepopasibHOTO TilmoriaikeMivHOTro 3aco0y MoxKe
norpeOyBaTy KOPEKIIil.

Cyiuud, cyiyudanvHi OymKu abo KaiHi4YHe Nno2ipweHHs

[lemnpecis MoB’sg3aHa 3 PU3UKOM CYylIMOAJIbHUX OYMOK, CAMOTPaBMyBaHHS Ta CYILUOY.
Llelt pu3UK iCHY€ aX OO OOCATHEHHS CTiMKOIl peMicil. OCKiJIbKY IMOKpaIleHHs CTaHy
MOZKe He BifOyTHuCs IMPOTATOM IEPIINX TUXKHIB JTiKyBaHHS a00 OinbIlle, CIIi peTenbHO
CIIOCTEpiraTy 3a XBOPUMM [0 MOKpAIlleHHS IXHbOT0 CTaHy. BimoMo, 1110 pU3HUK CylIugy
MOXKe MiABUIIYBAaTUCA Ha PaHHIX CTadisiX OOy>KaHHS.

[HIIIi cTaHM, TPY SKKUX 3aCTOCOBYIOTh €CLIMTAJIoNpaM, TaK0oXK MOXKYTh OyTH IIOB’sI3aHi 3
PU3UKOM CyiIuAanbHOl moBediHKu. KpiM Toro, Taki cTaHU MOXKYTh OyTH



KOMOPOITHUMHU 3 BETUKUM OETPECUBHUM po3yamoM. Lli 3acTepekeHHs CTOCYIOThCSA
TAKOXK JIIKyBaHHS XBOPHUX 3 IHIIMMHU IICUXIYHUMHU PO3TagaMu.

[TanmieHTH 3 aHaMHEe30M CylIUAaIbHOlI MOBEOIHKHY IIIe 00 MOYaTKy JIIKyBaHHS MaloTh
HaAWBUIINYU PU3UK CYIIIUOAIbHUX OAYMOK abo cripo0 i moTpeOyioTh MUJIFHOTO
CIIOCTEpEeXKEeHHS IPOTATrOoM JIiKyBaHHS. MeTaaHasli3 OOCIiAXKeHb BUSIBUB iABUIIEHUN
PHU3UK CylIMOaIbHOI IOBEOIHKY Y IAlli€HTiB BiIKOM A0 25 POKIiB, SIKi IpuiiMaiu
aHTUIOENpPECAHTH, IOPIBHAHO 3 TUMH, XTO ITpuiiMas Iiane6o. [TunpbHUM Harasan 3a
nalieHTaMy 3 BUCOKUM PU3UKOM OCOOJIMBO HEOOXigHUM Ha IIOYaTKY JIiKyBaHHS Ta IIPHU
3MiHI O3MU.

[MamieHTiB Ta iX OTOYYIOYMX CJIIifl ITOTIEPEeAUTH PO HEeOOXiMHICTh CIOCTEPEKEHHS 100
OyZIOb-IKOTO IOTipIIeHHs CTaHy, CyllliAaIbHOl MOBEOiHKM ab0 AyMOK i HE3BUUYHUX 3MiH
y IOBEMiHIIi Ta IPO HeOOXimHICTh HeralHOl MegUYHOI KOHCYJIbTAallil y pa3i po3BUTKY
IIUX CUMIITOMIB.

Akamu3sis/ncuxomomopHe 36y0xHceHH s

3actocyBanHusa CI33C/CI33CH moB’si3aHe 3 PO3BUTKOM aKaTU3il - cTaHy, IKUU
XapakKTepPU3YETHCSI HEIIPUEMHUM BUCHAXKJIMBUM Bif4yTTSIM HECIIOKOIO Ta IIOTPeOOIo
pyXaTHCS i 4aCTO CYIIPOBOAXKYETHCS HE3MATHICTIO CUAITH a00 CTOSITU HAa OOHOMY MicIIi.
Takwuit cTaH HaMOiNbII iIMOBIPpHUM IIPOTSATOM IEPIINX KiTbKOX TUXKHIB JTiIKyBaHHS.
30inbplIeHHSA 003U MOXKe 3allIKOOUTH IalliEHTaM, y IKUX PO3BUHYJIMCH TaKi CUMIITOMU.

I'inonampiemis

limoHaTpieMisi, MOXKJIMBO ITOB’si3aHa 3 MOPYLUIEHHSIM CEKpellil aHTUOiypPETUYHOT O
ropMoHy, Ha Tii npuromy CI33C BUHMKaE PigKO i 3BUYalHO 3HUKAE IIiCJId BiOMiHU
teparii. CI33C crnig mpusHayaTu 3 00epekHICTIO mallieHTaM Ipynu PU3uKy (JIiTHIM BIK,
HasBHICTh IMPO3Y IedYiHKu ab0 ogHOYaCHe JIiIKyBaHHS IIperapaTaMH, III0 BUKJIUKAIOTh
rimoHaTPIiEMIIO).

Kpososuausu

ITpu npuriomi CI33C MoKnuBi HIKipHI KpoBOTedi, ekxiMo3 i nmypnypa. CI33C/CI33CH
MOXKYTh 30iIbIINTHA PU3UK BUHUKHEHHS ITiCISAIIONIOTOBUX KPOBOTEY (OUB. PO3OiIU
«3acTocyBaHHS y nepion BariTHOCTi abo rogyBaHHS rpyanio» i «I[To6iuHi peakirii»).
Heo0OxigHo 3 o6epexHicTIO 3acTocoByBaTu CI33C marieHTaMm, sIKi TiKyOThCS
OOHOYACHO aHTUKOATyJIsSHTaMH, JIiIKapChbKMMHU 3aco0aMu, 110 BIIJIMBAIOTh Ha QYHKIIiIO
TPOMOOIIMTIB (HallpUKIa[d aTUIIOBUMHM aHTUIICUXOTUYHUMU 3acobaMu, heHOoTia3uHaMu,
TPULUKIIIYHUMHU aHTUAeNIpecaHTaMu, alleTUICaJIilUIOBOI0 KMCIOTOIO Ta
HECTEePOIAHUMHU NPOTHU3alaJIbHUMU 3aco0aMu, OUITIPUAAMOJIOM i TUKJIOMMIAWHOM), i
Halli€eHTaM 3i CXHUJIbHICTIO O KPOBOTEY.



Eaexmpo-cydomHa mepanis (ECT)

Kninigyau#t gocsig omHoyacHoro 3actocyBaHHsA CI33C Tta ECT oOMexkeHUM, O0TXKe,
PEKOMEHYETHCS 00€PEKHICTh.

PegepcusHi, ceasekmugHi IMAO muny A

KombinyBaTtu ecrurtanonpam Ta IMAO tumny A He peKOMEHOYETHCS Yepe3 PU3UK
BUHUKHEHHSI CEPOTOHIHOBOTO CUHAPOMY.

CepomoHiHoB8Ul CUHOPOM

PekomeHayeThCA 00€epekKHICTh IPKU OMHOYACHOMY 3aCTOCYBaHHI ecuuTasonpaMmy i3
3acobaMu CEpPOTOHIHEPTiYHOI [il, TAKUMHU SIK CyMaTPHUIITaH abo iHIII TPUIITaHY,
TpaMapgoJl i TpurtodaH.

[ToBigOMIIAANIOCS PO PO3BUTOK CEPOTOHIHOBOTO CUHAPOMY y ITIOOOWHOKUX BUIIagKax y
xBopux, sKi npunManu CI33C ogHOYACHO 3 CEPOTOHIHEPTIYHUMU JIIKAPCHKUMU
3acobamu. HeoOximHO 3 00epexKHiCTI0O 3aCTOCOBYBATU €CIIUTAIONPaM OOQHOYACHO 3
JIIKapChbKUMHU 3aco0aMu, 1110 YUHSTh CEPOTOHIHepriuHy mito. KoMmOiHallisg Takux
CHMIITOMIB, K aXXuTalli, TPeMOpP, MIOKJIOHYC, TriiepTepMis, MOXe 0O3HayaTu PO3BUTOK
1IbOTO cTaHy. ¥ TakoMmy Bunangky CI33C i cepoToHiHepriguHUM 3acid MOTPiOHO
TEPMIHOBO BIAMIHUTH 1 PO3IIOYAaTA CUMIITOMATUYHE JIIKyBaHHS.

38ipobitl

OnnouacHe 3actocyBaHHs CI33C Ta pocnuHHUX 3aco0iB, AKi MiCcTSTh 3Bipo0iit, MoxKe
ITPU3BECTH OO0 IMiABUINEHHS YaCTOTHU ITOOIYHUX peaklliit (quB. po3min «B3aemomis 3
IHIIMMY JTiKapChbKUMH 3aco0aMu Ta iHIIi BUOU B3AaEMOII»).

Cumnmomu 8iOMiHU

CuMITOMHM BigMiHM IIPU 3aKiHYEHHI JIIKyBaHHS, 0COOJIMBO PAITOBOMY, € IIOMIUPEHUMH.
Y pocrnipgkeHHax HeOaxKaHi peakilil il Yac TpUNUHEHHS Tepanil BUHUKalu
nmpubnau3Ho y 25 % mallieHTiB, SIKi OTpUMYyBalIu ecluTanonpam, Tay 15 % mallieHTis,
sIKi Tpu¥iMarnu 1iaiebo.

Pu3uk cuMIITOMIB BimMiHM MOKe 3ajiexkaTH Bifl KiTbKOX (PAaKTOpPiB, B T. Y. TPUBAJIOCTI
Ta OO3HU, TEMITY 3HUXKEHHS OO03U. 3alaMOPOY€eHHs, CEHCOPHI MOPYIIEeHH (B T. 4.
rmapecTe3is, BiguyTTs yaapy CTPYMOM), PO3/Iaau CHY (B T. 4. 0€3COHHS, ICKpPaBi
CHOBU[IiHHSI), 30ymKeHHs1 a00 TpuBOra, HymoTa Ta/abo OJII0BaHHS, TPEMOD,
CIITyTaHICTb CBiHOMOCTI, ITimBUIlleHe TOTOBUMIiJIEHHS, TOJIOBHUM Oinb, miapes,
ImocusieHe cepueOduTTs, eMolliiiHa HeCcTabilbHICTh, APATiBIUBICTD i MOPYIIEHHS 30PY €
HaM4acTIiIIMMHU peakilisiMu. fK IIpaBuso, Iii CHMITOMHU € JIETKUMU ab0 cepenHiMu 3a
TSAXKKICTIO, ajle y OesKUX NallieHTiB MOXYyTh OyTU TAXK4YUMU. BOHU 3a3BUYau



BUHUKAIOTh IIPOTATOM IIEPIINX KiJTbKOX [i0 micyisi MpUNUHEHHS JTiKyBaHHS, ajie Oynu
oyKe PimKicHi moBimoOMIEHHS PO MOAiOHI CUMIITOMHY y MAIliEHTIB, IKi BUIIATKOBO
IIPOIYCTUJIA IIPUNOM OO03U. 3BUYAUHO I CUMIITOMHU BiIMIHM MUHAIOThH IIPOTATOM 2
TUKHIB, OJHAaK MOXKYTb OyTH Oinbill TpuBanumu (2-3 micsili abo moBiIe) y AesTKUX
namieHTiB. TakKuM YMHOM, PEKOMEHOYETHCA IOCTYIIOBE IPUIIUHEHHS JIiKyBaHHS
eCIIMTAJIONPaMOM MIJITXOM 3HUKEHHS M03M IIPOTITOM KiTbKOX TUXKHIB a00 MiCsIIiB,
3aJIeXKHO Bifl cTaHy mamieHTa (QuB. po3min «Criocid 3aCcTOCyBaHHS Ta OO3U.»).

CekcyanvHa Ouc@yHKUiA

CenekTuBHI iHTi6iTOpU 3BOPOTHOTO 3axonseHHs cepoToHiny (CI33C) / iuribitopu
3BOPOTHOI'O 3aXOIlJIEHHS CEPOTOHIHY Ta HopemniHebpuHy (I33CH) MOXYyTh BUKIIMKATHA
CUMIITOMM CeKCyaJibHOl OuCyHKII1 (OuB. po3min «ITobiuHi peakiii»). Bynu
MMOBiHOMJIEHHS IIPO TPHBaJIi CEKCyallbHi MUCPYHKIIIl, Ie CUMITOMU ITPOOOBXKYBaJINCS,
He3BaxXxawuu Ha npunuHenHsda npuomy CI33C / I33CH.

TwemiuHa xe8opoba cepus

Yepes3 oOMeKeHHS KIIiHIYHOTO OCBiAy PEKOMEHOYEThCSA 00epexXHICTh y pasi
3aCTOCyBaHHS IIperaparTy malliEHTaM 3 illleMigHOoI0 XBOP00OoI0 ceplis.

ITodosoceHHsa iHmepsany QT

BcTaHOBIEHO, 110 ecIUTaIONpaM CIPUYNHSAE J0303aJIe’KHe MOAOBXKEeHHS IHTepBaly
QT. VY micngpeecTpalliiHUM IePioa HOBIOOMIISIOCS IPO BUIAOKKU IMOOOBXKEHHS
inTepBany QT Ta HITYyHOYKOBUX apUTMIilN, Y TOMY YHKCJIi ITOJIIMOP(MHOL IITYHOUYKOBOL
Taxikapmil (torsade de pointes), mepeBazKHO y XKiHOK, y ITalliEHTIB 3 rinoKaJlieMi€io Ta y
Mali€eHTiB 3 paHille iCHyIOYUM ITOJOBXKeHUM iHTepBasioM QT 4yu iHIIUMU
3axXBOPIOBaHHSAMU cepld (OuB. po3ainu «IIpoTunoka3aHHsa», «B3aeMomisa 3 iHIIUMU
JIiIKapChbKUMHU 3aco0aMm Ta iHII BUOM B3aeMoiti», «[1o6iuHi peakirii»,
«Ilepemo3yBaHHsA» Ta «®apMakKoguHaMiKa»).

Cnig 3 00epexkHiCTIO 3aCTOCOBYBATHU JIiKapChKUM 3acib mallieHTaM 3 BUPaXKeHOI0
OpaguKap[i€elo Ta MallieHTaM 3 HeNIoJaBHO IIepeHeCeHUM I'OCTPUM iH(papKTOM
MioKap[a 4¥ JeKOMIIEHCOBaHOIO CEPIIeBOI0 HEJOCTaTHICTIO.

[MopyIieHHST €IeKTPOJIITHOTO 0alaHCy, TaKi SK rinokasieMist Ta rimoMartiemis,
30iMbIIYIOTh PU3UK PO3BUTKY 3JIOSAKICHUX apUTMil Ta MaloTh OYyTH CKOPUTOBaHi A0
IIoYaTKy JIIKyBaHHS eCLUTaIoIIpaMOM.

Y nairieHTiB i3 3aXBOPIOBAHHSIMU CepIis 3i cTabimbHUM ITIepebiroM nepen moYyaTkoM
JIIKyBaHHS €CLUTAJIONIpaMOM CJIif] IPOBECTU PEeTEJIbHY OLIIHKY ITOKa3HUKIB EKI'.



Ao mig yac jiKyBaHHS €CUMTaIONpaMOM BUHUKAIOTh O3HAKM CePIeBOl apuTMil,
JiKkapcbKuM 3acib ciig BimMinuTu Ta 3pobutu EKT'.

3akpumokymosa 2s1aykoma

CI33C, y ToMmy 4yucIi ecuuTasaonpaM, MOXYTh BIIJIMBATU Ha PO3Mip 31HUIL, 1110
MPU3BOOUTH OO Mifapialdy. Lleit MmigpiaTuuHuil epeKT MOKe IMOTEHIINHO 3BY3UTH KYT
OKa, III0 IPU3BOOUTH OO0 IMiOABUIIIEHHS BHYTPIIIIHROOYHOI'0 TUCKY Ta 3aKPUTOKYTOBOIL
rJ1ayKOMH, OCOOIMBO y CXUJILHUX A0 IIbOTO MHalieHTiB. ToMy ecliyTanonpam Ciif
3aCTOCOBYBaTHU 3 00€PEkKHICTIO IMalliEHTaM i3 3aKPUTOKYTOBOIO I'JIayKOMOIO abo
rJIayKOMOIO B aHaMHe3l.

IIonomidCHI pedyo8uHU

Lleu mikapcbKui 3acib MiCTUTh MeHIIle HixkK 1 MMOIIb HaTpiio (23 Mr) Ha OgHY
TabneTKy, ToOOTO BiH IPaKTUYHO HE MiCTUTh HATPioO.

3acmocysaHHsA y nepiod sazimHocmi abo 200y8aHHA 2py0010.
BaeimHicmb

KrniniuHi maHi 100 3aCTOCYBaHHSA eCLUTaIoNpaMy i JIIKyBaHHS BariTHUX XKIHOK
oOMesKeHi.

HocmigXXeHHs Ha TBaPHHAX IIOKa3adJIn PEIIPOOYKTHUBHY TOKCUYHICTb.

EcuuTanonpaM mpoTUIIOKa3aHUM BariTHUM XKiHKaM, 3a BUHSITKOM BUIIAKiB, KOJIU
ITicJIsT peTesibHOI OLIHKM CIiBBiOHOIIIEHHS PU3UKY Ta KOPHUCTi OyJia 4iTKO moBedeHa
HeOoOXigHIiCTh MpU3HaYEeHHS nIpernapaTy. PEKOMeHIOyeThCS peTesibHe 00CTeXKEeHHS
HOBOHAPOIKEHUX, MaTepPi SKUX IpUNMaln eClUyATaaonpaM IPoTAroM mepiony
BariTHOCTi, 0COOIUBO B TpeThoMy TpuMecTpi. Ciii yHHKaTHU pPalToBOl BigMiHN
JIIKapChKOT0 3aco0y ITig Yyac BariTHOCTI.

Y HoBOHapoaxkeHuXx, Mmatepi skux npuuManu CI33C/CI33CH Ha mi3HiX cTagisax
BariTHOCTI, MOXKJ/IMBE€ BUHUKHEHHS TaKUX CUMIITOMIB: peCHipaTOPHUMN OUCTPEC, I[iIaHO3,
altHoe, CYIOMHU, TeMIlepaTypHa HecTabinbHICTh, TPYOHOIII ITig Yac TOayBaHHs,
OJ1I0BaHHS, TiMOTIiKeMisi, TimepToHis, TimoToHis, rineppednekcisi, TpemMop, HEPBOBE
30yHKEeHHS, APaTiBIUBICTh, alaTUYHICTh, ITOCTIMHUY TIJIa4d, COHJIUBICTE i TPYOHOIII 3i
cHoM. LIi cuMIITOMM MOXKYTh OOYMOBJTIOBATHCSI a00 CEpOTOHIHeprivuHuMu epeKkTaMu,
a6o OyTu cuMnToMaMu BigMiHu. B GinbIIoCTi BUNanKiB Taki yCKIagHEHHS BUHUKAIOTh
ompa3y abo He3abapoMm (o 24 roOuH) IIiCJIsS MOJIOTIB.

Enipemionoriuni gaxi 3acBiguyunu Te, 1m0 3actocyBaHHsa CI33C BariTHUM XKiHKaM
MO2Ke ITiIBUITyBaTH PU3UK CTIMKOI JIeT€HEeBOl rinepTeH3il y HOBOHAPOOXKeHHUX (Oo 5
BunagkiB Ha 1000 BariTHUX XKiHOK, 3a JaHUMH CIIOCTEPEXKEHbD). Y 3arajbHill IIOMyJIsALil



BuUHUKacE Big 1 go 2 BunankiB Ha 1000 BariTHuX KiHOK.
I'pyoHe suz2o008y8aHHA

OCKinbKM eciTanonpaM IPOHUKAE Yy TPyAHE MOJIOKO, IIPOTATOM JIiKyBaHHS
rofyBaHHS I'PYOAI0 He PEKOMEHOYEThCH.

Pe3ynbTaTé criocTepekeHb CBif4YaTh IIPO HiABUILEHUN PU3HUK (y < 2 pa3u)
micnsimonoroBoi KpoBoTedi micns 3actocyBanHs CI33C ab6o CI33CH mpoTsarom Micsiis
o moJsioriB (ouB. po3minu «ITo6iuHi peakirii» i «OcoOIUBOCTI 3aCTOCYBAHHS»).

depmuabHicMb

IaHi mociiaKeHb Ha TBapHWHAaX II0Ka3aliu, III0 eCliuTaJIonpaM MOXKe BIIJIMBATH Ha
sKicTh cnepMu. [ToBimoMiieHHs Ipo 3acTocyBaHHA Aesakux CI33C mrogsaM mokalanw,
I1I0 BIJIUB Ha SIKiCTh cIepMH € 000POTHUM. BinuB Ha GepPTUNBHICTD TIOOUHU OOCi He
CIIOCTepiraBCH.

30amHicmb enausamu Ha weudkKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWuMu mMexaHiamamu.

Xoya ecuuTanonpaM He BIIJINBA€ Ha iHTeleKTyaslbHe a00 IICUXOMOTOPHE
dyHKIIiOHYBaHHSA, OyOb-IKUU ICUX0AaKTUBHUHU 3acid MOKe IOPyIIyBaTh HaBUUKU abo
30aTHICTh PO3CYyOJINBOTO MUCJIeHHs. CIIif IoIepequTU Malli€HTiB PO IOTEHIINHUNI
PU3UK BIUIUBY Ha KEPyBaHHS aBTOTPAHCIIOPTOM abo iHIIMMU MeXaHi3MaMu.

Cmocid 3acTocyBaHHsI Ta 03U

Be3neka 3acTocyBaHHS mo3 moHapg 20 Mr Ha moOy He Oysla BCTaHOBIIEHA.

®

Jlikapcbkui 3acib LIMKJIOKC ™~ 3aCTOCOBYIOTH AOPOCJIMM BHYTPIIIHLO 1 pa3 Ha goly

He3aJIe2KHO Bif IpUioMy 1XKi.
Beaukuti 0enpecusHul eni3o0

3BuyYaiiHO nmpu3HavamoTh 10 Mr 1 pa3 Ha moOy. 3ajexkHO Bif iHAUBiOyanbHOL
YyTIUBOCTI NallieHTa mob6oBa fg03a MoxKe OyTu 30inbllleHa 00 MaKcuManbHOl - 20 MT.

AHTUOenpecuBHUM eheKT 3BUYANHO HacTa€ yepe3 2-4 TuxkHi. [Ticiisa 3HUKHEeHHS
CUMIITOMIB HEOOXiqHO MPOAOBKYBATH TiKyBaHHS IIPOTSATOM IIIOHAaWMeEHIIEe 6 MiCsIIiB 3
METOI0 3MIITHEHHS e(eKTy.

ITaniuHi po3aadu 3 azopagobicro abo 6e3 Hei

[TpoTsATOM IIEPIIIOTO TUXKHSA PEKOMEHOYETHCS IT0YaTKOBa J03a 5 MT Ha mo0y mepeq
TUM, K 30inbmuTu 0o 10 Mr Ha go0Oy. [Jo3a Moxke OyTU B mofdasbIIoMy 30ilbIlleHa o0



MaKcuMaabHOl - 20 MTr Ha mo0y, 3aJIe2KHO Bifl iHAMBigyaIbHOI YyTJINBOCTI IIaIli€eHTa.

MakcuManbHUM e(eKT NpHU JIiKyBaHHI MaHIYHUX PO3JIafiB HOCATAETHCSA Yepe3 3 MiCHIli.
TepMiH JTiKyBaHHS CTAHOBUTH [€KiJIbKa MICALIB 1 3a/IeKUTh Bif] TAXKKOCTI
3axXBOPIOBaAHHS.

CouiaavHi mpusodcHi po3aadu (couianvHa ¢pobis)

3BuYarHo nmpu3HadaioTb 10 Mr 1 pa3 Ha moOy. 3a3BuyYai O MOJETIIeHHSI CUMIITOMIB
HeoOxigHo 2-4 TuxHi Tepamnii. Hapgai, 3anexxHo Bixg iHOuBimyasnbHOI BimmoBigi
MalfieHTa, 1o3a Moxe OyTH 3HMXKeHa Oo0 5 MT abo 30inbIilleHa g0 MaKCUMaJibHOI - 20 MT
Ha moOy. ColiaTbHUYM TPUBOXKHUM PO3/af - IIe 3aXBOPIOBAaHHS 3 XPOHIYHUM mnepebirom,
1 OJia 3akpinieHHsa ePeKTy peKOMEeH0BaHO IPOAOBXKYyBaTHU JIIKyBaHHA NPOTATOM 12
TUIKHIB.

IToBenmeHoO, 1110 TpUBaJie JIIKyBaHHSA NPOTATOM 6 MiCALIB IIONEepenXKye peluauB 1 MOXe
IpU3HAYaTUCS IHOWBIAYyaIbHO; CIIiO PeryJisspHO OLIIHIOBATU IlepeBaru JIiiKyBaHHS.

CoriabHUY TPUBOXKHUM PO3JIal - IIe€ YiTKO BU3HAUYEHUU OIarHOCTUYHUM TEePMIH OJIs
MO3Ha4YeHHA CIenu@igyHOoro po3nany, SKUl He CIIf IJIyTaTyd 3 HagMipHOIO
COpOM’A3/IUBiCTI0O. MeguKaMeHTO3Ha Tepallisa moKa3aHa JIMIle Y TOMY pa3i, AKIIo el
po3yiag 3HAYHO 3aBaxka€ IpodecitiHii misiIbHOCTI Ta ColliajibHIA aKTUBHOCTI.

3HayeHHs TAKOTro JIIKyBaHHS IMOPIBHAHO 3 KOTHITUBHO-IIOBELiHKOBOIO Tepalli€o He
OLliHIOBaIoCsa. MeonKaMeHTO3Ha Tepallis € OJHI€I0 31 CKIIafJoBUX 3arajlbHOl CTpaTeril
JIIKyBaHHJ Malll€HTa.

I'enepanizosaHi mpuBoiCHi po3aadu

3BuyariHo npu3HadaioTb 10 Mr 1 pa3 Ha moOy. 3ajie’KHO Bif iHOUBiOyaIbHOI
YYTJIUBOCTI 03y MOXKHA 30iMbIIUTH MakKcuMyM 10 20 Mr Ha gooy.

TpuBajie IiKyBaHHS BUBYAJIOCS IIPUHAVMHI 6 MICAIIB y IALIEHTIB, SIKi OTPUMyBalu
no3y 20 Mr Ha moOy; CiIim peryispHO OIliHIOBATH IIepeBary JIiKyBaHHS (OUB. PO3MIin
«®apMaKoOrHaMiKa»).

Ob6cecusHo-KomnyabcusHi po3aadu (OKP)

3BMYalHO MOYaTKOBO ITpu3HadawTh 10 Mr 1 pa3 Ha moOy. 3ajeXHO Bif iHAMBiOyaIbHOL
YYTJIUBOCTI 103y MoxKHa 30inmbmuTu Ao 20 Mr Ha gody. OKP - xpoHiuHe
3aXBOPIOBaHHS, JIIKYBAaHHS Ma€ TPUBATH OOCTATHIil mepion ais 3abe3nedyeHHs ITIOBHOTO
3HUKHEHHS CUMIITOMIB, SKUM MOXK€e CTaHOBUTHU KiJTbKa MicsIliB abo HaBiTh OinbIie.
KopucTsh s1ikyBaHHS Ta [03Yy IIpenapaTy HeoOXimHO OIiHIOBaTH Yepe3 peryaspHi
MIPOMIXKKHU 4acy (OuB. po3nin «PapmMakoguHaMiKa»).



ITauienmu aimHv020 BiKy (8iKoMm 8i0 65 pokias)

[TouaTKOBa A03a CTaHOBUTH 5 MT Ha [00y. 3ajexKHO Bif iHAUBiAyalbHOI YyTIMBOCTI Ta
TSIZKKOCTI menpecii mo6oBa mo3a Moxke OyTu 30iibilleHa 10 MaKCcuMaiabHOl - 10 Mr Ha
noOy (ouB. Po3pin «®apMaKoKiHETHUKA»).

EdekTuBHICTE eciuTaonpaMy IpHU COLialbHOMY TPUBOXKHOMY PO3Jiafi y Malli€HTiB
JIITHBOT'O BiKy He OILliHIOBasacsd.

ITediampuyHa nonyaauis

®

Jlikapcekuii 3aci6 LIUKJIOKC™ He CIIii 3aCTOCOBYBaTH AJISA JIIKYBaHHS HOiTel Ta

oigIiTKiB (BikoM o 18 pokiB) (muB. po3min «IiTu»).
Hupkosa HedocmamHicmb

Y pa3si HassBHOCTi HUPKOBOl HEJOCTATHOCTI JIETKOTO Ta IIOMipPHOTO CTyIIeHs 00MeXKeHb
HeMae. 3 o6epexXkHiICTIO He0OXimHO 3aCTOCOBYBATH IIperapar MalieHTaM 3 TSAKKOIO0
HUPKOBOIO HEOOCTaTHICTIO (CLCR <30 mn/xB) (muB. Po3min «®apMaKOKiHETHKA»).

ITeyiHkoBa HedocmamHicmbw

PekxoMmeHnoBaHa rmoyaTKoBa A03a IIPOTATOM IIePIIUX ABOX TUXKHIB JIIKyBaHHSI
CTAHOBUTH 5 MT Ha OO0y [Jis Malli€HTiB 3 JTIETK0I0 ab0 ITOMipHOIO TEeYiHKOBOIO
HeOoCTaTHiCTIO. 3aJIe’XHO Bifl iHOUBigyaIbHOI peakirii mailieHTa go3a Moxe 0yTu
36inbieHa mo 10 mr Ha goOy. ITamieHTaM 3 TSXKKOIO IIe4iHKOBOIO HEIOCTaTHICTIO
PEKOMEHI0BAaHO 3aCTOCOBYBATHU ITpenapar 3 06epexXKHicTIO i AyKe 06ayMaHO
TUTPYyBaTU MO0 f03y (ouB. po3nin «®apMaKOKiHETHKA»).

3HusceHa akmusHicmy i3opepmenmy CYP2C19

IInna maieHTiB 3i cmabkoo akTuBHICTIO i30pepmenTy CYP2C19 pekoMeHOoOBaHa
IIOYaTKOBA J03a IMPOTSITOM IIEePIINX ABOX TUXKHIB JIIKyBaHHSI CTAHOBUTH 5 MT" Ha mo0y.
3anexkHOo Bim iHOMBimyanbHOI peaxiiii mmarieHTa o3y MoxHa 30inbiuTu 10 10 Mr Ha
noOy (omuB. Po3min «®apMaKoKiHETHKA»).

Cumnmomu 8i0MiHU, AKI 3’ A8/1A10MbCA NPU NPUNUHEHHI AIKYB8AHHA

Cnig yHUKaTH pi3Kol BifMiHU npemnaparty. [Ipu NpunuHEeHHI TiKyBaHHS
eCILMTaJIONPaMOM 03y HeOOXiTHO 3HMKYBaTU MOCTYIIOBO MPOTITOM IPUHAWMHI 1-2
TUKHIB, 11100 3MEHIIIUTHU PU3UK IIOSIBU CUMIOTOMIB BigMiHu (OuB. po3ginu «OcoBIUBOCTI
3acTocyBaHHsI» Ta «I[100iuHi peakIii»). AKI0 micis 3HUXKEeHHS 0031 abo BimMiHu
Impernapary 3’SIBISIOTbHCS HEITPUNHATHI CUMIITOMH, MOKe OyTH 3BaxXkKeHa [OIiIbHICTD
ITOBEPHEHHS [10 paHillle MpHU3Ha4YeHOol 03U IIpenaparty. Hapami nikap Moxe
ITPOAOBXKUTY 3HUKEHHS 03U, ajie OibIll ITOCTYIIOBO.



Iimu.

AHTHUOeNIpecaHTH He CIIif 3aCTOCOBYBATH [JIA JIiKyBaHHS OiTeU Ta HiJIiTKiB (BIKOM IO
18 pokiB). CyinupmanbHy TIOBEOiHKY (CyllluOanbHi CripoOu Ta CyiluaanbHi IyMKU) Ta
BOPOXKICTh (IepeBakKHO arpecii, ONO3uIliMHYy NOBEAIHKY Ta IHiB) YacTillle
CIIOCTepiranu B XoAi KITiHiYHUX BUIIPOOyBaHb y OiTeH Ta IiOIiTKiB, SKi IpuiiManu
AHTHUOEIIPECAaHTH, ITIOPIiBHSIHO 3 TUMHU, XTO IIpUMMaB mniaiedo. AKINo 3 KITiHiYHUX
MipKyBaHb pIlIeHHSA PO IPU3HaYEeHHs BCe XK TaKu

ITlepeno3yBaHHsA

Toxkcuunicmb. KiiHiuHi maHi Ipo mepemo3yBaHHSA eclTaIonpaMy ooMexkeHi. baraTto
BUIIQAKIB CITPUYMHEHi OOHOYAaCHUM Mepeno3yBaHHSIM iHIIUX JTiIKapChbKUX 3aco0iB. ¥
OiNTbIIOCTI BUIMTAAKIB ITOBIAOMIISATIOCS PO JIeTKi cuMnToMu ab0 6€3CUMITOMHICTh
nepeno3yBaHHA. [IoBijoOMJIeHHSA PO JieTalbHI HACJIiAKY Iepeno3yBaHHSA
eCIIMTAaJIONPaMy € BUHITKOBUMM, OiIBIITICTh 3 HUX BKJIIOYAIOTh OJHOYACHE
rnepeno3yBaHHA IHIINX MeauKaMeHTiB. [lo3u ecuuTanonpamy 400-800 Mr He
CIIPUYUHSANHN OyOb-IKUX TAXKKUX CUMIITOMIB.

Cumnmomu.

O3HakKM mepeo3yBaHHS eClUTAJIoNpaMy - Iie, TOJIOBHUM YMHOM, CUMIITOMU 3 OOKY
IIEHTPaJIbHOI HEPBOBO1 CUCTEMM (BiZl 3alTaMOPOYEHHS, TPEMOPY Ta axKuTallil 10
pPiOKiCHMX BUIIAQAKiB CEPOTOHIHOBOTO CUHOPOMY, CYZIOM i KOMM), IIITYHKOBO-KUIIIKOBOI1
cuctemu (HymoTa, O7I0BaHHS), CEPIIEBO-CyOMHHOL CUCTeMH (TimOTeH3is, TaxikKapmis,
nposioHranis iHtTepBany QT, aputMmisi) Ta nopylieHHS OaraHCy eJTeKTPOIiTiB/piguHu
(rirmokamnieMisi, rimoHaTpieMis).

JIiKy8aHHA.

CrnenudivyHOro aHTUOOTY He icHye. Clig migTpruMyBaTHU HajleKHe QYHKIIIOHyBaHHS
OUXaJabHOI CUCTEeMHU, 3a0e3MeUnuTH aJeKBaTHY OKCUTeHallilo. MoxKJIrBe 3aCTOCYBaHHS
racTpasjbHOIO JlaBaXKy Ta aKTUBOBAHOI'O ByIrijisi. PEKOMEHOYETHCSA MOHITOPUHT
CepIEeBUX Ta KUTTEBO BaXK/IUBUX (PYHKIIIM pa30M i3 CUMITOMAaTUYHUM HiATPUMYIOYUM
JIIKyBaHHSIM.

Y pasi nepeno3yBaHHS PEKOMEHOY€EThCS NPOBOOUTHU MOHITOPUHT EKI marienTtam i3
3aCTiHOIO CepIleBOI0 HegOCTaTHICTIO / OpamiapuTMisaMu, HallieHTaM, IKi OqHOYaCHO
MIPUUMAaIOTh JIiIKapChKi 3aco0H, 10 MOA0BXKYIOTh iHTepBasn QT, a TaKOXK IallieHTaM, SKi
MalOTh ITOPYIIEeHHS MeTabo/Ii3My npemnaparTy, HaopuKJiaf MallieHTaM 3 ITe4iHKOBOIO
HEeOOCTAaTHICTIO.

ITo6iuni epexkTHn



ITo6GiuHi peakIrii HaWYacTiIlle CIIOCTEPIral0ThCS IIPOTATOM IIepIIoro abo Ipyroro
THUKHS JIIKyBaHHS Ta 3a3BHWYal 1IX 4aCTOTa ¥ iHTEHCUBHICTh IIOCTYIIOBO 3MEHIIIYIOTHCS
IIpU I10JAJIbIIIOMY JIIKYBaHHI.

[ToGiuHi peakiii, BimoMmi ajist npemnapatiB kKinacy CI33C Ta ecuurtasnonpamy, sKi
CIIOCTepiranuch y xofi mnamnebo-KOHTPOJIbOBAHUX AOCTIAXKEeHb Ta ITIi Yac MegUYHOI 0
3aCTOCyBaHHs, IIOAAaHi 3a CUCTEMaMU OpraHiB 1 4aCTOTOI HUX4Ye. YacToTa
BM3HAYaA€ETHCA AK: OyzKe dacTi (= 1/10), gacti (= 1/100 go < 1/10), HeyacTi (= 1/1000
mo < 1/100), pigkichi (= 1/10000 mo < 1/1000), myxke pinkicHi (< 1/10000) a6o
4acToTa HeBimoMa (HEMOXK/IMBO BCTAHOBUTHU 3a HassBHUMHU OJAaHUMH).

360Ky Kkposi ma aimgpamuyHoi cucmemu: 9aCTOTa HEBimOMa - TPOMOOIIUTOIIEH .

3 60ky iMmyHHOI cucmemu: pigKicHi - aHadinakTUYHI peakirii.

3 60Ky eHOOKPpUHHOI cucmeMu: 4acTOTa HeBigoMa - IMOPYIIEHHS CeKpelril

QHTUIIypPETUYHOI'O TOPMOHY.

3 60Ky 06MiHY peuo8UH ma xap4y8aHHs: YacCTi - 3HNKEHHS ab0 ITOCUJIEHHS alleTUuTy,

30inIbIIIEeHHST MacCH Tijla; HeYacCTi - 3MEHIIIeHHSI MaCH Tijla; YacToTa HeBimoMa -

rimoHaTpiemis, aHopeKciﬂl.

3 60Ky ncuxiku: 9acCTi - TPUBOra, HECIIOKil, aHOMaJIbHi CHU, 3HUXKEHHS 1i6ino,
aHopra3mis y XKiHOK; HedyacTi - OpyKCcu3M (CKperoTiHHs 3y0aMu), azKuTallist
(30ynzKeHHS$), HEPBO3HICTh, ITaHIYHiI Hanagu, CIIyTaHICTh CBIIOMOCTI; pigKicHi-
arpecis, menepcoHailallis, rajJiolnHallil; 4acToTa HEBijoMa - MaHis, CyllIUuaaabHi

OYMKHU, CylllmgaabHa HOBe)IiHKaz.

3 60Ky Hepsosoi cucmemu: Oy¥XKe 4acTi - TOMOBHUM Oinb; YacTi - 6e3COHHS,
COHJIMBICTH, 3alIaMOPOYEHHS, IIapeCcTe3isi, TPeMOpP; HeYacCTi - IOPYILIEeHHSA CMaKy,
MOPYILEHHS CHY, CHHKOIIE (HEIPUTOMHICTE); PigKICHI - CEPOTOHIHOBUY CUHOPOM;
4yacToTa HeBijoMa - JUCKiHe3is, PyXO0Bi po3nagu, CyaOMHU, IICUXOMOTOPHUU

HeCHOKiﬂ/aKaTHBiﬂl ;

3 60Ky opeaaHie 30py: HEYACTi - Migpia3 (Po3MMUpeHHs 3iHUIli), TOPYIIEHHS 30pY.
3 60Ky opeaaHie cayxy ma aabipuHmy: HeYacTi - A3BiH abo LIyM y ByXax.

3 60Ky cepus: HeYaCTi - Taxikap[is; pigKicHi - 6paguKapmisi; 4acToTa HeBimoMa -
nonoBxkeHHd iHTepBany QT Ha elekTpoKaphiorpaMi, IUIyHOYKOBaA apUTMid,

BKJIIOUalouu torsade de pointes.

3 60Ky cyOuH: 4aCTOTa HEBiloMa - OPTOCTATHUYHA TilIOTEH3is.




3 60Ky OuxasnbHOI cucmemu, opa2aHie 2pyoHOI KAimKu ma cepedoCmiHHA: YacTi -
CUHYCUTH, I031XaHH; HeYacCTi - HOCOBa KpOBOTeYa.

3 60Ky WAYHKOBO-KUWKOB020 MpAKmMy: OyKe 4acTi - HygoTa; YacCTi - miapesi, 3amop,
OJII0BaHHS, CYXiCTh y POTi; HEUaCTi - IIJTIyHKOBO-KHMIIIKOBI KPOBOTEYi (B T.4. peKTalbHi).

3 60Ky nedyiHKU ma 2#co8408UB8i0HUX W.1AXi8: 4aCTOTA HEBiOMa - TelaTUT, 3MiHU

dbyHKIIiOHATbHUX MMeYiHKOBUX TECTIB.

3 60Ky wkKipu ma niOwWKIpHOI KAIMKOBUHU: YaCTi - ITOCUJIeHEe TTOTOBU/iIeHHSs; He4acCTi
- BUCUIIAHHS, ajonellis (00/IMCiHHS), KPOIIUB’ IHKA, CBepbixK; YacToTa HeBimoMa -

eKxiM03 (CuHellb), HaOpPsSKU.
3 60Ky ckesilemHo-M’ 30801 ma CnoAy4YHOI MKAHUH: 9aCTi - apTpanris, Mianris.

3 60Ky HUPOK ma ce4o8uBiOHUX W./5Xi8: YACTOTa HEBiGOMA - 3aTPUMKa

CEe4YOBUITYCKAHH.

3 60Ky penpodyKkmueHoi cucmemu ma 2pyoOHUX 3d/103: YaCTi - YOJIOBiKM: pPO3/Iagu
esIKYJISIIil, iIMIIOTeHIIisl; He4acCTi - KiHKW: MaTKOBI KPOBOTeYi (MeTpoparis), MeHoparis;
4acCcTOTa HeBiloMa - rajlakTopes; YOJIOBIKHU: mpialli3M; XKIHKHU: HiCJISIIOI0r OBl

KpOBOTe‘{iS .

3aezanvHi nOpyweHHsA ma NOpyweHHA Yy Micui eee0eHH: 9aCTi - BTOMa, IigBUIIEHHS
TeMIepaTypH Tila (mipekcis); HeyacTi - HaOpsK.

1 Taxi BUITQOKM BimoMi mist 3aco6iB ycroro kmacy CI33C.

2 [Tpo BUmagku cyiluaaabHUX OIYMOK Ta ITOBEHiHKYU ITOBiIOMIISIJIOCS IPOTSITOM
JIIKyBaHHS eclUuTanonpaMoM abo He3abapoM ITics Moro MPUIIMHEHHS.

3 [Tpo Taki BUmagKu moBigoMisiiocs Ons TepaneBTudHoro kKinacy CI33C a6o CI33CH
(muB. po3pginu «3acToCcyBaHHS y Ilepiof BariTHOCTI abo rogyBaHHs IPyAoIO»,
«OCcOoOIUBOCTI 3aCTOCYBAHHSI»).

IToooeoiceHHa iHmepsaay QT

Y micnsgpeecTpaliiHuY IIepPiof MOBIZOMIISIIIOCS PO BUIIAOKU ITOAOBXKEHHS IHTEpBalLy
QT Ta NIJIyHOYKOBUX apUTMil, Y TOMY YUCIIi ITOJIiIMOP()HOI IIIJTyHOUYKOBOI TaxikKapmil (
torsade de pointes), mepeBaXHO y XKiHOK, y Malli€HTiB 3 TiMOKaJIiEMi€l0 Ta y Malli€HTiB
3 paHillle iCHyIOUYUM IIOA0BXKeHUM iHTepBasioM QT 4um iHIIMMHU 3aXBOPIOBAHHSIMU CePILs
(muB. po3minu «IIpoTturnokalaHHsa», «OCOOIUBOCTI 3aCTOCYBaHHsI», «B3aemomis 3
iHIMMMU JTiKapChbKUMHU 3acob0aMu Ta iHII BUAU B3aeMomiti», «[lepemo3yBaHHS» Ta
«®apMaKoOorHaMiKa»).



Edexmu kaacy

EnigemionoriuHi gociiaXKeHHs, IIPOBEOEeH] ITepeBaKHOo 3a y4acCTIO IalllEHTiB BIKOM Bif
50 POKiB, TPOAEMOHCTPYBaIU 30iIbIIIeHHST PU3UKY IIePeIoMiB KiCTOK y IaAlliEHTIB, SKi
OTPUMYIOTh CeJIEKTHUBHI iHTi0iTOpU 3BOPOTHOTO 3axonyieHHs cepoToHiny (CI33C) ta
TPUIUKITIIUHI aHTHUOenpecanTuMexaHi3M, SKUM IPU3BOOUTE 00 TAaKOTO 30i/IbIIIeHHS
PU3UKY, Hapa3i HeBiTOMUM.

Cumnmomu 8iOMiHU

[MpununenHs nikyBaHHs CI33C (0coOnmuBO panToBe) 3BUYANHO ITPU3BOOUTE M0
CHUMIITOMIB BigMiHM. 3aTaMOpPOYEHHS, CEHCOPHI po3jianu (B T. Y. ITapecTe3is Ta
BiIYyTTS yoapy CTPyYMOM), pOo3Jiafgu CHY (B T. 4. 0€3COHHS Ta SICKpaBi CHOBUMIHHS),
30ymkeHHS abo TpuBOTa, HygOoTa Ta/abo OJII0BaHHS, TPEMOP, CIJIyTaHiCTh CBiOMOCTI,
ITigBUIIIeHe TTOTOBUIIiJIEHHS, TOJIOBHUM Oinb, miapesi, TocuieHe cepueOuTTsI, eMolliiHa
HecTabinbHICTh, OPATiBIUBICTD i MOPYIIIEHHS 30PY € Hal4YaCTillIUMU PeakKIlisIMU.
3BUYANHO IIi CUMIITOMU € JIETKUMHU a00 cepemHiMu 3a TSIXKKICTIO Ta MUHYIIMMU, OTHAK
MOXKYTb OYTH TSIXKKUMU Ta/ab0 TPUBAIUMU y OeSIKUX IMallieHTiB. TaKuM YHUHOM,
PEKOMEHOYETHCA MOCTYIIOBE IPUNNHEHHS JIIKyBaHHS €CLUTAI0NIPaMOM IIIIAX0M
3HUXKEHHS 103U (ouB. Po3minu «Crocib 3acTocyBaHHs Ta 0o3u», «OCoOIUBOCTI
3aCTOCYBaHHS»).

IToBigoMJIEHHS IIPO Mif03PIOBaHi MOOiYHI peakirii.

[ToBimoMeHHs Mpo MOOiIYHI peakiril Imicsisg peecTpaliil TiKapchbKoro 3acody Mae
BaXXJIUBe 3HauyeHHs. lle mae 3MOry IpOBOOUTHA MOHITOPUHT CIiBBIIHOIIIEHHS
KOPUCTBL/PU3UK IIPU 3aCTOCYBaHHIi IIbOTO JTiKapChKOTro 3aco0y. MeguyHuM Ta
¢bapmalieBTUYHMM MpalliBHUKAM, a TAaKOX IallieHTaM abo iXHiM 3aKOHHUM
IIpefAcTaBHUKAM CJIiJl TOBIHOMJISITH PO yCi BUIIQKU Iif03PI0OBaHUX MOOIYHUX peakIin
Ta BiICYTHOCTi e()eKTUBHOCTI JIiIKapChKOT0 3aco0y uepe3 ABTOMATHU30BaHY
iHpopMaLiHy cucteMy 3 (hpapMaKOHArIAOy 3a mocuinaHHaM: https://aisf.dec.gov.ua.

TepMmin npuagaTHOCTI
3 POKH.
VYMoBHM 30epiranus

30epiraTtu B OpuTriHanbHil yIaKOBIIi ITpu TeMIrepaTypi He Buile 25 °C.

30epiraTtu y HeQOCTYIIHOMY [JIsI OiTeM Miclii.

YnakoBKa



ITo 14 TabneTok y 6sicTepi, mo 2 abo mo 4 61icTepu y KapTOHHIM yIIaKOBII.
KaTeropis Bignycky

3a penemnTomM.

BupooHHK

Kycym Xentxkep IIBT JITH/

Kusum Healthcare Pvt Ltd.



