THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

IUKJIOKC®

(CIKLOX®)

Cknao:
0ioya peyosuHa: eCUUTAIONPaMy OKcanart;
1 TabneTKa MiCTUTh eCUMTANIONIPaMy OKCaaTy y IepepaxyBaHHi Ha ecuuTtanonpaM 10 mr a6o 20 mr;

0onomidicHI peyoguHU: 11e/TI003a MiKPOKPHUCTATiyHa, HAaTPilo KpoCcKapMesno3a, KpeMHio TioKcumg
KOJIOIHUY, TaJbK OYMINEHUH, MarHiio cteapaT, moKpuTTa «Opadry white 03F58750» (rimpomeno3a,
tuTany piokcup (E 171), Makporon, Tanbk).

JIikapcbka ¢popma. TabneTky, BKPUTI IIiBKOBOIO 000JIOHKOIO.
OcHosHI (i3uko-xiMiuHI 81aCMUBOCMI:

OBaJIbHi, MBOOMYKIIi TabneTku 6imoro abo Maiixke 6i10r0 KOIbOPY, BKPHUTI IITiIBKOBOIO 000JIOHKOIO, 3
niHiero po3noMy 3 ogHOro 60Ky Ta TylafKi 3 iHmoro 6oky.

dapMakoTepaneBTHYHA rpyna. AutunenpecanT. CeleKTUBHi iHTi6iTOPH 3BOPOTHOTO 3aXOIIEHHS
cepotoHiny (CI33C). Kog ATX NOGA B10.

Papmakono2iuHi e1acmueocmi.
®apmakoduHamika.

Ecuuranonpam - Iie CeIeKTUBHUY iHTi0iTOpP 3BOPOTHOTO 3axomieHHs cepoToHiny (CI33C), skuit
XapaKTepPU3YETHCS BUCOKOI0 aiHHICTIO O OCHOBHOTO 3B’I3yI04Y0r0 CauTy. BiH TaK0OX 3B'S3Y€ETHCA 3
aJIOCTEPMYHUM CaWTOM TPAHCIIOPTepa CEPOTOHIHY, IPH IIboMy adiHHICTh o 1iel ginguku y 1000
pa3iB HUXKYA.

EcnuTanonpaM He Ma€ 30BCiM ab0 Ma€ AyxKe cnabKy 3[aTHICTh 3B’SI3yBaTHCS 3 HU3KOIO PEIeNTOPiB,
BK/II04al0o4Yu cepoToHiHoBi 5-HT,,-, 5-HT,-penentopu, nodaminosi D,- i D,-penentopy, a,-, a,-,
B-ampeHepriuHi penentopy, ricraminoBi H,, MyckapuHoBi xoniHepriuni, 6eH30/ia3eninoBi Ta omiaTHi
PEeLenTOPH.

[uribyBaHHS 3BOPOTHOTO 3axomnneHHs 5-HT € equHUM MOXIIMBUM MeXaHi3MOM [il, AKWil MOXKe



NIOSICHIOBATH (papMakKoJIoTiuHi Ta KiIiHiuHi edheKTH eciuTanonpamy.
®apmakoOuHamiyHi epexmu

B ogHOMYy nofBifiHO cinmoMy m1aie00-KOHTPOIbOBAHOMY HoCigKeHHi moka3HukiB EKI' y 3mopoBux
ocib mopmoBxkeHHs iHTepBany QTc (ckopurosaHoro 3a ¢popmynoio Opigepidia) Big BUXigHOTO 3HAUYEHHS
ctanoBuo 4,3 mc (90 % [I (goBipuuu iHTepBan): 2,2, 6,4) npu 3acTOCyBaHHI Ipenapaty y go3i 10
mr/mo0y ta 10,7 mc (90 % [I: 8,6, 12,8) mpu 3acTocyBaHHi 7031, BUILOI 3a TepaneBTu4Hy, - 30
Mr/mo0y (muB. po3minu «IIpoTunoka3anHs», «OcoBIUBOCTI 3aCTOCYBaHHS», «B3aeMopmist 3 iHIIUMHU
nmikapCchbKUMU 3aco0aMu Ta iHIII BUAU B3aeMofin», «[1o6iuHi peaktii», «Ilepeqo3yBaHHS»).

KnaiHiuHa epekmusHicmb
Beauki denpecugHi enizodu

EdekTuBHiCTh ecuiMTanonpamy y JiKyBaHHI BEJTMKUX JENPECUBHUX €Ii30MiB y rocTpuii mepion O6yna
1okKasaHa y 3 3 4 nonBiiHO cinux, muane6o-KOHTPOIbOBAHUX, KOPOTKOCTPOKOBUX (8-THKHEBUX)
OOCIiXKeHb. Y JOBrOCTPOKOBOMY AOCIiAKEHHI MPodiTaKTUKN pPelUAnBy 274 MallieHTH, SKi Imif yac
II04YaTKOBOI 8-THKHEBOI BiIKpuTOi pa3u mocigKeHHS BiAMOBINM Ha JIiKyBaHHS €CLKTalIONpaMoOM y
no3i 10 abo 20 mr/moby, Oynu paHmoMi30BaHi AJIS MPOOBKEHHS IPUINOMY eCLHUTAIO0NpaMy y Tii
camiit mo3i abo miaie6o TPOTATOM nepiony Ao 36 TUXKHIB. Y IbOMY [OCIIIXKEHH] yV MAIliEHTIB, SKi
IIPOOBKYBaIM OTPUMYBATH €CIIUTAIONPaM, CIIOCTEPIiraBCcsi CTaTUCTUYHO 3HAUYINO OibII TPUBAIHMA
nepiof 4acy 0O BUHUKHEHHS PELUOUBY y MeXaX HaCTYyHUX 36 TUXKHIB y IIOPIBHAHHI 3 TUMU
nalieHTaMH, SKi OTpuMYyBasu Iainebo.

CouianbHuti mpugoxcHul po3nad

Ecuuranonpam BUSBUBCS e(DeKTUBHUM 15 TiKyBaHHS COI[iaJIbHOTO TPUBOXKHOTO PO3/Iady SIK Y TPHOX
KOPOTKOCTPOKOBUX (12-THKHEBUX) JOCTIIKEHHSX, TaK i y 6-MiCIYHOMY [OCTigXXEeHHI TPOQiTaKTUKU
penunuBy. Y 24-TUKHEBOMY HOCTiAKeHHI ONTUManbHOI 7031 OyJla IPoaeMOHCTPOBaHa e(heKTUBHICTh
ecuuTanonpamy y gosax 5, 10 ta 20 mr.

I'eHepanizosaHull MpuBoMCHUU po31ad

EcnuranmonpaM y go3ax 10 Ta 20 mr/moby 6yB edheKTuBHUM Y 4 3 4 m1a1e00-KOHTPOIbOBAHUX
IOOCIIiIXEeHb.

3rigHo 3 06’€qHAHUMU NAHUMHU TPHOX MOCTIAXKEHb 3 MOAIOHUM AU3alHOM, B IKUX Y CYKYITHOCTI B35B
ydacTb 421 mallieHT, 110 OTPUMYyBaB ecliiTanonpam, Ta 419 marfieHTis, 1110 oTpUMyBanu 1mialebo, Ha
JikyBaHHS Bifnosinu 47,5 % ta 28,9 % nauieHTiB BifnoBigHO, a peMicisg Hactana 'y 37,1 % ta 20,8 %
malfieHTiB BigmoBimHO. CTiikuM epeKT CIIoCTEpIraBcs 3 MEPIIOro TUXKHS TiKyBaHHS.

[MigTpumyrounyt edekT ecuuTtanonpamy y nosi 20 mr/mo0y 0yB IpogeMoHCTpOBaHUY y 24-76-
TUKHEBOMY PaHLOMi30BaHOMY OCTIiAXKEHHI MiATPUMY0YO0ro edeKTy JIiKyBaHHS, B SKOMY B35JIU
y4acTs 373 mauieHTH, 110 BiANOBIIM Ha IIpelapar Mifi 4ac 104aTKOBOro 12-TUXKHEBOTO JIiIKyBaHHSA Y
BIIKPUTOMY PeXKHUMi.

ObcecugHO-KOMNYAbCUBHUU PO3.1a0

Y paHgoMi3oBaHOMY MOABINHO CITIIOMY KITiHIYHOMY HOCIiOKeHHi ecldTanonpam y no3i 20 Mr/moby
IIPOJIEMOHCTPYBAB BiIMiHHICTH Bifl mane6o 3a 3arajabHO0 KilnbKicTio 6asiB 3a mkasnomo Y-BOCS
(Illkana mst oliHKKY 06CECHBHO-KOMITYILCUBHOTO PO3JIafly MenbcrKoro i BpayHiBCBKOTrO
yHiBepcurteTiB, Yale-Brown Obsessive Compulsive Scale) yepe3 12 TuxHiB nikyBanHsg. Yepes 24



THUXKHI BiTMidaIuCs epeBaru 3aCTOCYBaHHS ecIiUTanonpamy K y no3si 10 mr/mo6y, Tak i y mo3i 20
Mr/mo0y y mopiBHSHHI 3 11aie6o.

EdekTuBHiCTh IpenapaTy y npodinakTulli peluauBiB Oyia IpofeMOHCTPOBaHa AJIsl eCIUTAIoNpaMy y
no3ax 10 i 20 mMr/mo6y y namieHTiB, sKi BifmoBinK Ha ecuuTanonpaM y 16-TuKHEBOMY BiIKPUTOMY
nepioni Ta 6ynu BKIOYEHi y 24-TUXKHEBUH paHJ0Mi30BaHUY NOABINHO cinui miane6o-
KOHTPOJIbOBAHUM IIepiof.

dapmakoKiHemuxka.

AGcopO11isi MpaKTUYHO MTOBHA 1 HEe 3a7IeKUTh Bifi MpuitoMy 1xki. MakcuMasbHa KOHIEHTpALlis y I1a3Mi
(T ay) BOCSATAETHCS YEPE3 4 TOOUHU IICA IPUAOMY.

4K i png pauemigHoro nuTagonpamy, abconoTHa 6i0gOCTYIHICTh ecIIUTAIONPaMy O4iKy€eThCs Ha
piBHi mpubnuzuo 80 %.

Po3nodin

VaBuui 00’eM posnoginy (V,,/F) micns nepopasipHOro IpuioMy Ipenapary CTaHOBUTh IPUOIN3HO Bif
12 mo 26 n/kr. BiogocTynHiCTh ecuMTanonpaMy CTaHOBUTE ITpubau3Ho 80 %. 3B’a3yBaHHS
eCLIUTAJIONpaMy Ta MOor0 OCHOBHUX MeTabomiTiB 3 6inkamu - Huxk4de 80 %.

Biompaxcgpopmauin

Metabomi3M BimOyBa€ThCs Y MEUiHIli 10 MeTa0OIIiTiB, 10 HEMETUITIOITLCS Ta AUIEMETUITIOIOTHCS.
O6unBa BoHU € (hapMaKOJIOTiYHO aKTUBHUMHU. fK anbTepHATHBA MOXKJ/IMBE OKMCIIEHHS a30Ty 3
yTBOpeHHAM N-OKCUTHOTO MeTaboiTy. SIK BUXigHa CIIONTyKa, Tak i MeTaboJIiTH 4aCTKOBO
€KCKPEeTYIOThCS V BUTJISAMI I'TIOKYPOHifiB. [Ipu 6araTokpaTHOMY IIPUIOMI ITpernapaTy cepenHi
KOHIIeHTPallil IeMeTUILOBAHOT'0 Ta AUEeMETUIILOBAHOT0 MeTabOoJIiTiB 3a3BUYail CTAaHOBIATh
BigmoBigHO 28-31 % i < 5 % Bim KoHIIEHTpalil eciuTanonpaMy. bioTpancdopMaliis ecuuTanonpamy
[0 OeMEeTUILOBAaHOI'0 MeTaboJIiTy ornocepeakoBy€eThCS mepeBaxkHo CYP2C19. MoxknuBa fiesgKa y4acTb
y npoMy mpoiieci pepmenTtiB CYP3A4 ta CYP2D6.

EnimiHayis

ITepion namisBUBeneHHA (t,,) Ipenapaty cTaHOBUTH npubnu3Ho 30 rox. Kmipenc (Cl,,,) npu
IIepopajbHOMY IIpUHoMi CTaHOBUTD Npubnu3Ho 0,6 1/xB. B ocHOBHUX MeTabo7IiTiB mepion
HalliBBUBEJeHHS MOBIIKiA. EcliiTanompaM Ta HOro OCHOBHI MeTa0oJIiTH BUBOASATHCS Yepes MediHKy
(MeTabomiyHMii UIIAX) i HUpKaMu. BinbIlla YacTuHa 003X BUBOOUTHLCS Y BUTTIAMAL MeTa0OoJIiTiB i3 ceyero.

JIiHiliHicmb

KineTuka ecuuTtanonpamy iiHiliHa. PiBHOBaXKHa KOHIIEHTPAIlisl OCATAETLCS TPUOIM3HO Yepes
1 Tuxnens. CepenHi piBHOBaXKHi KOHIIEHTpAIii, SKi CTaHOBNSATh 50 HMOJIB/I (Hiama30H:
20-125 HMOMB/M), [OCATAIOTHCS NPU 3aCTOCYBaHHi 1060B01 mo3u 10 Mr.

ITayieHmu AiMHbO20 BIKY

Y mauienTiB BIKOM Bifl 65 pOKiB eciuTasonpaM BUBOLUTHCS IIOBUIBHILIE, HIXK Yy MOJIOAUX MTalli€HTIB.
Cucremna exkcno3sutis (AUC) y 3mopoBux J0OPOBOJIBIIB TITHROTO BiKy mpubau3Ho Ha 50 % Builla 3a
TaKy y MOJIOIUX 300POBUX MOOPOBONBLIB (OuB. po3min «Crmocib 3aCTOCYBaHHS Ta JO3U»).

ITevyiHKkoBa HedocmamHicmob



Y nmatieHTiB 3 MOpyIIeHHIM (QYHKIIiI TeYiHKY JIeTKOro abo CepegHbOT0 CTYTeHs TAXKKOCTI (knacu A i
B 3a Yatingom-I1'10) yac HamiBBUBefeHHS OyB y IBa pa3u OOBIINM, a €KCIo3ullis Ha 60 % Bullla, HiX y
oci6 3 HopManbHOW (QYHKITEI0 Mevyinkyu (TuB. po3min «Crioci0 3aCToCyBaHHS Ta JO3U»).

Hupxosa HedocmamHicmb

Y nmatieHTiB 3i 3HUXKEHOI0 QyHKIi€0 HUPOK (CL, 10-53 Mi1/xB) Ipu 3aCcTOCYBaHHI paleMidHOTO
IIUTAJIONPaMy CIIOCTEPIiraBCs MOBLIMY Yac HalliBBUBEHOEHHS Ta [ello OibIla eKCIIO3UILis.
KonnenTpanis MeTaboIiTiB ¥ Iy1a3Mi KpoBi He AOCTigkKeHa, ajie Moxke OyTH MigBUIIEHO0 (OUB. PO3MiN
«Crmocib 3aCTOCyBaHHS Ta JO3U»).

ITonimop@iam

[MTauienTu 3i cnabkoi Mertabomnivynoio ¢pyHKielo CYP2C19 manu BOBiui BUIY KOHIIEHTPAIIiI0
eclIuTanonpaMy y Iijla3Mi, HiXK IalieHTy 3 HopMasbHOI (yHKIieo CYP2C19. 3Haunux 3MiH
ekcro3uilil npu 3uuxkeHiu Qyukirii CYP2D6 He Bin3Hauamocs (muB. po3min «Cmocib 3acTocyBaHHS Ta
OO3U»).

KniniyHi xapaKTepHCTHKH.

Iloka3aHnHs.

- Benuki menpecuBHi enizongu.

- [Taniuaui po3napn 3 abo 6e3 aropadoobii.

- ComianpHUHN TPUBOKHUN Po3taf (corianbHi ¢obil).
- OO6CceCcHBHO-KOMITYILCUBHUM PO3TIafl.

- ['enepasizoBaHi TPUBOXKHI pPO3JIafu.

IIpomunoka3aHHs.
- [TigBuileHa YyTNIUBICTE IO ecUKTanONpaMy abo [0 iHIIKX KOMIIOHEHTIB ITpemapary.

- OpHoYacHe NiKyBaHHS HeCeJIeKTUBHUMU, He0O0OPOTHUMHU iHTibiTOpaMu MOHOAMiHOKCHa3u
(IMAO) npoTunoka3aHe y 3B's1I3Ky 3 PU3UKOM PO3BUTKY CEPOTOHIHOBOTO CUHAPOMY 3i 30yIKEHHAIM,
TPEMOPOM, TiePTEPMIEI0 Ta IHITMMU CUMIITOMaMu (OUB. pO3Min «B3aeMofis 3 iHIIMMY JTiKapChbKUMU
3aco0aMu Ta iHIII BUOU B3aEMOMIN»).

- KombiHOBaHe 3aCTOCyBaHHS ecUUTaIoNpaMy Ta 000poTHUX iHribiTopie MAO Tumy A
(sanpukian Mokiobeminy) abo 060pOTHOTO HECeNeKTUBHOTO iHribiTopa MAO niHe3omigy
IIPOTUIIOKA3aHe y 3B'SI3Ky 3 pU3UKOM PO3BUTKY CEPOTOHIHOBOTO CUHAPOMY (OUB. Po3min «B3aeMonmis 3
iHITMMHY NTiKapCbKUMHU 3aco0aMu Ta iHII BUAYM B3aEMOii»).

- EcnuranonpaM npoTunoka3aHuy i 3aCTOCYBaHHS MallieHTaM 3 BifOMUM IIO0BXKEHHIM
inTepBany QT abo 3 BpOIKEeHUM CUHIPOMOM IIOA0BXKeHOTOo iHTepBany QT.

- ECI_II/ITaJ'[OHpaM IIPOTUIIOKA3daHO 3aCTOCOBYBATH OOHOYACHO 3 J'[iKapCbKI/IMI/I 3acobamu, sKi



3maTHi momoBxKyBaTH iHTEpBan QT (muB. po3min «B3aemomis 3 iHIIMMHU JTiIKapCbKUMM 3aco0aMu Ta
iHII BUOM B3aEMOMi»).

B3aemodin 3 inwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

®apmakoOuHAMiyHi 83aeMO0ii

[IpoTumnoka3saHi KoMbiHallii.

HecenexmugHi HeobopomHi IMAO

[ToBimomusinioCs IPO BUIIQIKK CEePHO3HUX peakilill y maiieHTis, ki mpuriManu CI33C y koMbiHatii 3
HeceleKTUBHUM HeoOopoTHUM IMAO, Ta y malli€eHTiB, AKi moiHo 3akinyuny naikyBaHHsa CI33C i
po3noyvanu npuroM IMAO (mus. po3min «IIpoTunokasaHHa»). Y OesKUX BUNIaAKaxX PO3BUHYBCS
cepoToHiHoBuY cuHApPoM (ouB. Po3pin «ITo6iyni peaknii»). Kombinarisi ecuutanonpamy 3
HeceneKTUBHUME HeobopoTHuMu IMAO nmpotunokasaHna. JIikyBaHHS eCIIMTalIONpPaMoM CJIif
nounHaTu yepe3 14 pgHiB micns Bigminu Heob6opoTHOro IMAO. JliKyBaHHS HEeCeNeKTUBHUMMU
Heob6opoTHUME IMAO ciif moYKWHATH He paHillle HiXK Yepe3 7 OHIB MiC/II IPUNHHEHHS IPUHOMY
ecluuTanonpamy.

KowmGiHariii, 1110 moTpe6yioTh 00epeKHOCTi.

ObopomHuti_cenekmusHuti IMAO muny A (Moka06emio)

YHacnmigok pu3uKy pO3BUTKY CEPOTOHIHOBOTO CHHAPOMY KoMOiHalis ecuuTanonpamy 3 IMAO tuny A
MOKJIO0EMifIoM ITPOTHUIIOKa3aHa (IuB. Po3Min «[IpoTuoka3aHHsI»). SAKIO JoBeIeH0 HeoOXimHICTh 1iel
KoMOiHallii, CltoYaTKy CJlif Ipu3HadaTy MiHiMalbHi peKOMeHI0BaHi {031 3 ITOCUJIEHUM KITiHiYHIM
MOHITOPUHTOM.

HecenekmusgHuti obopomHuti iHeibimop MAO (niHe304i0)

AHTHOIOTHK JTiHE30ITi[l € HeCEeIeKTUBHUM 000pOoTHUM iHTiOiTopoM MAOQO Ta He MOBHHEH NPU3HAYATUCS
nalieHTaM, IKi OTPUMYIOTh eciiuTanonpam. JAKifo Taka KoMOiHalisa € HeoOXimHOIO, CHif
3aCTOCOBYBATH MiHiMaJlbHi 031 000X IpemaparTiB Imifl peTeabHUM KITiHIYHUM HarjsmoM (IUB. PO3Min
«[IpoTUnIOKa3aHH»).

CenekmugHull HeobopomHutl iHeibimop MAO muny b (ceneainiH)

Komb6inanis 3 cemnerininom (Heobopotauit IMAO tuny B) noTpebye 00epeXHOCTi Yepe3 pu3ukK
PO3BUTKY CEPOTOHIHOBOTO CUHAPOMY.

Cenerinin y mo3ax mo 10 Mr/go0y BKII0YHO 6€3MeYHO0 3aCTOCOBYBABCS Pa30M i3 paleMiYHUM
IIATAI0IPaMOM.

ITodoeoicenna inmepaany QT

dapmakoKiHeTHYHI Ta papMaKOAMHAMIUHI JOCTigKeHHS KOMOiHOBaHOTO 3aCTOCYBaHHS
€CIIUTaNIoNpaMy 3 iHIIMMH JTiKapChbKUMHU 3aco0aMH, SIKi MOgOBKYIOTh iHTepBan QT, He MPOBOOUIIUCS.
[Ipu 3acTOCyBaHHI eclMTaI0IpaMy Pa3oM i3 TaKUMU IIpernapaTaMy He MOXXHa BUKIIIOYaTH
BUHUKHEHHS agUTUBHOTO epeKTy. Y 3B’93Ky 3 IUM OJHOYACHe 3aCTOCYBaHHS eCLUTAJIONpaMy 3
JiKapCbKUMU 3aco0aMu, SKi MogoBXKYy0Th iHTepBan QT, TaKUMU SK IPOTHApPUTMIYHi IpenapaTu



knacy IA i III, aHTUIICUXOTUKY (HaIpUKJIa[ MOoXigHi peHoTia3uHy, IiM0o3uM, ralonepumo),
TPUIUKITIYHI aHTUOETPECAHTH, JesKi TPoTUMIKpOOHi 3acobu (HampuKiag cruapdIrokcaluH,
MOKCHU(DIIOKCAIH, EPUTPOMIIINH OJ1 BHYTPIIIHROBEHHOTO BBEIEHHS, IEHTaMigUH, IPOTUMAJISIPiiHi
3acobu, 30KpeMa rajoaHTpuH), esKi aHTUTiCTaMiHHi mpenapaTy (acTeMi3oJ, TiTPOKCU3HH,
Mi30J1aCTHH), IPOTUIIOKA3aHe.

CepomoHiHep2iuHi niKkapcvki 3acobu

OpHOYacHe 3aCTOCYBaHHS 3 CEPOTOHIHEPriYHMMY 3aco0aMu (HAIIPUKIIAM 3 TPaMagosioM,
CyMaTPHUIITAHOM Ta iHIIMMU TPUIITAHAMHU) MOXKe ITPU3BECTH N0 CEPOTOHIHOBOT'O CUHIPOMY.

JlikapcuKi 3acobu, siKi 3HUMCYyomb cy0oMHUl nopi2

CI33C MOXyTb 3HUKYBATH CYAOMHUM TOpir. PeKoMeHAyETHCS 06epekKHICTh IPU 0MHOYaCHOMY
3aCTOCYBaHHI IpemnaparTiB, AKi 3[aTHI 3HUKYBaTU CYNOMHUY MOPIT (HallpUKJIaZ aHTUAEIPEeCaHTiB
(rpunukmiyni, CI33C), HeliponenTukiB (heHOTia3uHU, TiOKCaHTeHH, OyTUPOheHOHU), Me]IIOXiHY,
OynporioHy i Tpamagony).

JIimil,, mpunmocgaH

OCKiyTbKM 3apeecTpoBaHO BUIIAOKM IIOCUIIEHHS [Iii mpu crinbHOMY 3acTocyBaHHi CI33C i miTito abo
TpUNTOpaHy, PEKOMEeHAYETHCS 3 00epexkKHICTIO MpHU3HaYaTH 1ii TpernapaTi OGHOYaCHO.

38ipobiti

OmuouacHe 3actocyBaHHS CI33C Ta pocnuHHUX 3ac00iB, SKi MiCTSTh 3Bip006iit, MOXKe TPU3BECTH [0
MigBUIEHHS YaCTOTHU MOOIYHUX peaKIlii.

AHmukoazyasiHmu

MoxmnuBa 3MiHa e(peKTiB aHTUKOAry/ISHTIB YHACTIOOK OHHOYACHOT0 3aCTOCYBaHHS 3
eCLUTaIoNpaMoM. AKIIO MallieHTH MPUUMAIOTh IIepopajbHi aHTUKOATYJISTHTH, He00XiIHO TPOBECTH
peTeNbHUN MOHITOPUHT CUCTEMU 3rOPTaHHS KPOBi Iepeq i Mic/s 3aCTOCYBaHHS eCIuTanonpamy (ouB.
Po3gmin «Oco6uBOCTI 3aCTOCYBaHHS»).

OpHOYacHe 3aCTOCYBaHHS HECTEPOINHUX IpoTU3ananbHuX 3aco0iB (HII33) Moxke IOCUNTUTH
CXUTIbHICTh 00 KPOBOTeUi (OuB. po3min «Oco0MMBOCTi 3aCTOCYBaHHSA»).

AsKo2010b

EcnuTanomnpaM He BCTYIIa€ 3 aJIKoroneM y (papMakoprHaMiuyHy a60 hapMaKOKiHETUYHY B3aEMO/IIIO.
OpHak, 9K i y pa3i 3acTocyBaHHS IICUXOTPOITHUX JIiKapChKUX 3ac00iB, KOMOiHAIlisl 3 alIKOT0JIEM €
He0axKaHoIo.

Jlikapcoki 3acobu, w,0 8UKAUKAOMb 2in0KaAAieMit0/2inomazHieMi0

Cnip BusiBnaTH 00€pEeXHICTh IPU OMHOYACHOMY 3aCTOCYBaHHI JTiKapChbKUX 3aco0iB, 3MaTHUX
BUKJIMKATH TilloKalieMito/rimoMartuiemiio, OCKibKM y TAKOMY BUIIQfIKy 30ilbIIyETHCA PU3UK PO3BUTKY
3JI05IKiICHUX apuTMiit (quB. po3min «OcoOnMMBOCTI 3aCTOCYBaHHS»).

dapmakoKiHemuy4Hi 83aemo0ii

BrnnuB iHmMuMx iKapchbKKxX 3ac00iB Ha papMaKOKiHETHKY eCIIMTaIonpaMy



MeTabo7i3aM eciuTaaonpaMy rojoBHUM YnHOM onocepenkoBanuii CYP2C19. ®epmentu CYP3A4 Ta
CYP2D6 TakoXk MOXKYTh OpaTH AesIKy y4acTh y #oro MeTaboi3Mi, xoya i MEHIII00 Mipoio.
Metabomni3M ronoBHOro Metabosity S-DCT (meMeTHnIb0BaHOTO eCIUTAJIONpaMy), CyOsaun 3 YChOTO,
YaCTKOBO KaTanidyetbcsa CYP2DG6.

CyMicHe mpu3HadeHHs ecuuTanonpamy Ta omenpasony 30 mr 1 pa3 Ha moby (CYP2C19 inri6iTopa)
IPU3BOJUTH [0 MOMipHOTO (mpubiau3Ho Ha 50 %) mifBuUIlleHHS KOHIIEHTpAIlil ecIiuTanonpamy y
I1J1a3Mi KPOB.

OpHoYacHe 3aCTOCYBaHHS ecuuTasnonpamy i nuMmetununy 400 mr gBiui Ha o0y (mOMipHUM 3araibHUM
iuri6iTop PpepMeHTiB) MPU3BEIIO OO MOMipHOTO (MPUOMU3HO Ha 70 %) 36inblIeHHsS KOHIIEHTpaIlil
ecuuTanonpamy y mia3Mi Kposi. Crif BUsBNATHA 00epeXHICTh Ipu KOMOIHOBAaHOMY 3aCTOCYBaHHi
€CLIUTAJIONpaMy 3 UUMEeTUANHOM. MoXe BUHUKHYTH ITOTpeba y KOpUT'yBaHHI J03U (IUB. PO3MiN
«Oc06IUBOCTI 3aCTOCYBaHHS»).

TakuM 4YuHOM, IPU CYyMiCHOMY 3aCTOCyBaHHi eciuTanonpamy 3 inribitopamu CYP2C19 (Hanpukiap
OMeIpa30JI0M, e30MenpPa30jIoM, GIyKOHa30JI0M, (IyBOKCAaMiHOM, TAHCOIPA30JI0M, TUKJIOIIANHOM)
Ta 3 UUMETUANHOM cJlif 6yTy 00epekKHUMHU, IpU3HaYal0uUy BEPXHi FPAaHUYHI 103U eCLKTaI0NIpaMy.
3HUKEHHS 03K eCIIUTAlIoONpaMy Moxe OyTH HeoOXimHUM 3aJ1eXKHO Bifl KITiHIYHOI OIliHKH.

BnnuB ecuiutamonpaMy Ha ¢hapMaKOKiHETHKY iHIIKX JTIKapChKUX 3aC00iB

Ecnuranonpaw e inribitopom en3umy CYP2D6. PekoMeHAyeTbCSI 00€peXHICTh IPU OTHOYACHOMY
3aCTOCYBaHHi eCIMTANIONpaMy 3 JTikapCbKUMHU 3aco0aMH, siKi MeTab0JTi3yI0ThCS TOJIOBHUM YMHOM ITUM
€H3UMOM i MalOTh By3bKUU TepalleBTUYHUY iHAEKC, HapuKiap 3 ¢paeKkalHiqoM, mpornapeHoHOM i
METOIIPOJIOIOM (IIPH CepleBid HeOOCTATHOCTI), a00 3 mesIKMMH 3aco0aMu, IO BIUIUBAIOTH Ha
IIeHTPalIbHY HEPBOBY CUCTEMY Ta MeTabo01i3yi0ThCsl ronoBHUM unHOM CYP2D6, HanpuKkiag TaKuMHU
aHTHOeIpecaHTaMH, K Je3uIpaMiH, KIOMIIpaMiH i HOPTPUIITUIIIH, TAKUMU aHTUIICUXOTUKAMU, K
PUCTIEPUIIOH, TiIOPUAA3UH i ramonepunosl. MoxKinuBa KOPeKIis JO3H.

Kowmbinanis 3 ge3unpaminoM abo MeTOIPOJIONIOM IIPH3BOANIIA A0 MiABUINEHHS YOBidi PiBHIB y mma3mi
X ABox cyoctpatiB CYP2D6.

Y mocnimKeHHSX in vitro 6yo TpogeMOHCTPOBAHO, 110 eCLMTATO0NpaM TaKoXk MoxkKe 00yMOBIIIOBaTH
HeBenuke iHribysanus CYP2C19.

PexomeHOyeThCSI 00€peKHICTL IIPU OJHOYACHOMY 3aCTOCYBaHHi 3 JTiKapChKAMHU 3aco0aMi, SKi
MeTtabomizyotsecs CYP2C19.

Oco6.1ueocmi 3acmocyeaHHsi.

Huxue3za3HaueHi 0COOIMBOCTI 3aCTOCYBAHHS CTOCYIOTHCSI TEPAIIEBTUYHOTO KJIaCy CEJIEKTUBHUX
inribiTopiB 3BOPOTHOTO 3axorieHHs cepoToHiny (CI33C).

ITapadokcanvHa mpugoaa

[lesKi namieHTy 3 NaHIYHUMHU PO3JIafiaMy Ha [I04YaTKy JIIKyBaHHSA aHTUAENIpecaHTaMu MOXYTh
BiguyBaTU NOCUJIEHHS TPUBOTU. LIg mapamokcabHa peakllis 3BU4alHO 3HUKA€E IPOTATOM OBOX
THXKHIB JTiKyBaHHSA. [[715 3MeHIIIeHHS UMOBIPHOCTI aHKCiOT€HHOT0 e(peKTy peKOMEHYEThCS HU3bKa
noyaTKOBa fo3a (muB. po3ain «Crnocib 3acToCyBaHHS Ta OO3U»).



Cy0domHi Hanadu

EcnuranmonpaM HeoOXiHO BifMIiHUTH, SKILO V NalliEeHTa PO3BUHYBCS Cy[IOMHUY Hamap Brepiie abo
Hamaay YacTimaloTh (Y MallieHTiB i3 BCTaHOBIEHUM [iarHO30M eminercii). Criif yHuKaTu
3actocyBaHHs CI33C manieHTaM 3 HecTabiIbHOIO EMiJIENICi€l0, a MalliEHTaM 3 KOHTPOJILOBAHOIO
eIIiyienicielo - 3a0e3neynTy NUIbHUHN HarJIAm,.

Manina

CI33C cnip 3 06epexkHICTIO 3aCTOCOBYBATH [JI JIiKyBaHHS XBOPUX 3 MaHi€l0/TiMoMaHi€l0 B aHaMHE3i.
[Ipu nosasi MaHiakanbHOro crany CI33C cnip BigMiHUTH.

Lykpoauil diabem

Y nmatieHTiB i3 IyKpoBuM aiabetom nikyBaHHS CI33C Moxke 3MiHIOBaTHA KOHTPOJL TilikeMil. [lo3a
iHCcymniHy Ta/ab0 mepopasbHOro TiMoriikeMiyHOro 3aco0y Moxke oTpeOdyBaTh KOPEKIIii.

Cyiuuo, cyiyudanvHi dymku abo KaiHiuHe nozipweHHs

Iemnpecia oB’si3aHa 3 pU3KWKOM CYil[uAadbHUX OYMOK, CaMOTPaBMyBaHHS Ta cyiuuny. Lleit pusux
iCHye aX 0O OOCSATHEHHS CTiliKoi peMicii. OCKiIbKY IOKpallleHHSI CTaHy MOXKe He BiIOyTHCS MIPOTATOM
TIepIIUX THUXKHIB JIiKyBaHHS a00 GinbIlle, CJIil pETENIbHO CIIOCTEPIraTH 3a XBOPUMH 0 IOKPAIleHHS
IXHBOTO CTaHy. BimoMo, 10 pU3UK CYIUAY MOXKe MigBUITYBaTUCS Ha PAHHIX CTaLifX OOyXKaHHS.

[HIIi CTaHM, TPH SKUX 3aCTOCOBYIOTH €CLIMTAIONPAM, TAaKOXK MOXKYTh OyTH OB’ I3aHi 3 PU3UKOM
cyiuupanbHOl moBemiHKU. KpiM Toro, Taki cTaHuM MOXYTh OyTU KOMOPOIIHUMY 3 BEJTUKUM
[enpecuBHUM Po31afoM. Ll 3acTepekeHHsI CTOCYIOThCS TaKOXK JIiIKyBaHHS XBOPUX 3 IHIITUMU
[ICUXIYHMMU PO3NafaMu.

[NanieHTH 3 aHAMHE30M CYilliAaabHOI IIOBEiHKY IIle 0 OYaTKY JIiKyBaHHS MalOTh HAaUBUIIUIN PU3UK
cylurpganbHUX OyMOK abo crpob i moTpeOyoTh MUIBHOTO CIIOCTEPEXKEHHS MIPOTATOM JIiKyBaHHS.
MeTaaHai3 OOCHiIXKeHb BUSBUB MiABUIIEHUN PU3UK CYilIMIaIbHOI ITOBEOIHKY Y MalliEHTIB BIKOM 10
25 poKiB, sIKi puiMany aHTUAENPEeCaHTH, TIOPiBHSHO 3 TUMHU, XTO NpUiMaB mane6o. [TumbHuHl
Haris[ 3a NalieHTaMy 3 BUCOKUM PU3UKOM 0CO0/IMBO HEOOXimHUI Ha 1I0YaTKY JiKyBaHHSA Ta IpU
3MiHi mo3u.

[TamieHTiB Ta iX OTOYYIOUMX CJIif TOIIEPEeIUTH PO HeOOXiMHICTh CIIOCTePEeKEHHS 100 OyIb-IKOTO
TIOTipINIEeHHS CTaHy, CyiluaanbHOl IOBediHKY a60 IyMOK i HE3BUYHHUX 3MiH y IIOBEMiHIIi Ta PO
HeoOXiIHICTh HeraHol MeJUYHOI KOHCYJIbTAllil ¥ pa3i PO3BUTKY IIUX CHMIITOMIB.

Axkamusisi/ncuxomomopHe 36y0HceHH

3actocyBanHsa CI33C/CI33CH moB’sizaHe 3 PO3BUTKOM aKaTu3il - CTaHy, IKAU XapaKTEePU3YEThCS
HETIPUEMHUM BHCHAXJIMBUM BilUyTTSIM HECIIOKOIO Ta IIOTPeBG0I0 PyXaTHUCs i 4aCTO CYIMPOBOOKYETHCS
HEe3JaTHICTIO CUAiTH a00o CTOATH Ha OMHOMY MicIli. Takuii cTaH HauOiNbII iMOBIpHUM TPOTITOM
MePIIUX KiTbKOX TUKHIB TiKyBaHHS. 30i/IbIlIeHHS 003U MOXKe 3allIKOTUTH TalliEeHTaM, Y SIKUX
PO3BUHYIUCH TaKi CUMIITOMH.

TI'inonampiemis

linoHaTpieMis, MOXKJIMBO MOB’g3aHa 3 IOPYIIEHHSM CeKpellil aHTUiypeTUYHOT0 TOPMOHY, Ha TIi
npuiiomy CI33C BUHUKAE PifKO i 3BUYaNHO 3HUKAE Micyd BigMinu Tepamil. CI33C crig npu3HadaTu 3
00epekHiCTIO MallieHTaM IPYNu PU3UKY (JIiTHIN BiK, HasBHICTh IUPO3Y MediHKU a00 ogHOYacHe



JIiKyBaHHS IpernapaTaMiy, 1[0 BUKJINKAIOTh TiMOHATPIEMIIO).
Kpososguausu

[Tpu npuniomi CI33C MoxknuBi MKipHI KpoBoTedi, ekximo3 i myprypa. CI33C/CI33CH MoXyTh
30i/TBINUTY PU3UK BUHUKHEHHS IiCIISIONIOr0BUX KPOBOTEY ([XB. PO3MiNK «3aCTOCYBaHHA Y Iepion
BariTHOCTI abo rogyBaHHs rpyanio» i «[Tobiuni peakii»). HeoOxigHO 3 00€peXHICTIO 3aCTOCOBYBATH
CI33C namieHTaM, sKi JTiKyIOTbCS OMHOYACHO aHTUKOATY/ISTHTAMH, JTiKapChbKUMHU 3aco0aMu, II10
BIIJIUBAIOTH Ha QYHKIIiI0 TPOMOOIUTIB (HaIpHKIa[ aTUIIOBUMU aHTUIICUXOTUYHUMU 3acobaMu,
(dbeHoTia3nHaAMM, TPULUKIIIYHIMY aHTUEeIPeCAaHTaMH, alleTUJICAIIUI0BOI0 KUCIOTO Ta
HECTePOigHUMU IPOTU3aNalIbHUMU 3ac00aMu, TUITIPUAAMOJIOM i TUKJIOIIAWMHOM), i malieHTam 3i
CXUJIBHICTIO 10 KPOBOTEY.

Enekmpo-cyoomHa mepanis (ECT)

Kniniynuit gocsig omHovyacHoro 3actocyBaHHs CI33C Ta ECT oOMexXeHUi, 0TKE, PEKOMEHAYETHCS
00epeXKHICTD.

PesepcusHi, ceaekmugHi IMAO muny A

Komb6inyBaTtu eciuranonpaM Ta IMAO Tumy A He peKOMEHAYEThCS Yepe3 PU3UK BUHUKHEHHS
CEpPOTOHIHOBOI'O CUHAPOMY.

CepomoHiHo8ul CUHOPOM

PexkoMeHQyeThCST 00€PEXKHICTh IIPU OOHOYACHOMY 3aCTOCYBaHHI eciuTanonpamy i3 3acobamu
CEepOTOHiIHepPriuHoi Ail, TaKUMU SK CyMaTpuITaH abo iHIIi TPUNITaHU, TPaMafoi i TpunTodaH.

[ToBimOMIISAINIOCS IPO PO3BUTOK CEPOTOHIHOBOTO CMHAPOMY V ITIOOOUHOKUX BUIMAgKaX Y XBOPUX, SKi
npuiimanu CI33C omHOYaCHO 3 CEPOTOHIHEPTiIYHUMY JTiKapChbKUMHU 3acobaMu. HeobximHo 3
00epekHICTI0 3aCTOCOBYBATH €CILUTAIONpaM ONHOYACHO 3 JIiIKapChbKUMU 3aco0aMy, 10 YUHATh
cepoToHiHepriunHy Aaito. KoMm0OiHallig TaKuX CUMIITOMIB, SIK aXKUTallis, TPEMOP, MiOKJIOHYC,
rimepTepMisi, MOXe O03Ha4YaTU PO3BUTOK I[bOTO CcTaHy. Y Takomy Bunanaky CI33C i cepoToHiHepriyHUI
3acib moTpi6bHO TePMiHOBO BiAMIHUTH i PO3MOYATH CUMITOMATUYHE JTiKYBAaHHS.

3eipobit

OpuougacHe 3actocyBaHHS CI33C Ta pocnmHHUX 3ac00iB, SKi MiCTSTh 3Bip06il, MOXKe IPU3BECTU [0
TiABHUINEHHS YaCTOTH MOGIYHUX peakiliil (quB. po3min «B3aemomis 3 iHIIMMHU JTiIKAPCHKUMHU 3aco0aMu
Ta iHII BUOU B3aEMOMIN»).

Cumnmomu e8iOmiHu

CuMIToMu BigMiHU P 3aKiHYEHHi JTiKyBaHHS, 0COOIMBO PAIITOBOMY, € MOIIUPEHUMHU. Y
IOCHimKeHHAX HeOaxkaHi peakilii Imif yac MpUNUHEHHS Teparlii BUHUKAIU Tpubau3Ho y 25 %
TAIli€HTIB, SIKi OTPUMYyBau eciuTanonpam, Ta y 15 % malfieHTis, ki mpuiiMany mnaie6o.

Pu3uk cuMnTOMIB BigMiHU MOXKe 3a7eXKaTH Bi KiIbKOX (paKTOpIB, B T. 4. TPUBAJIOCTI Ta JO3U, TEMITY
3HUKEHHS A03U. 3allaMOPOYeHHs, CEHCOPHI MOPYIIeHHS (B T. Y. TapecTesis, BITUyTTd yaapy
CTPYMOM), po37ianu CHY (B T. 4. 6€3COHHS, SICKpaBi CHOBUIHHS), 30yoKeHHs a00 TpHUBOTa, HyHOTa
ta/abo 6110BaHHS, TPEMOD, CILIYTaHICTh CBiIOMOCTI, MifiBUIIleHe TIOTOBUIINIEHHS, TOJIOBHUM Oifb,
miapesi, ToCUNIeHe cepleduTTs, eMolliliHa HeCcTalimbHICTh, APATIiBIUBICTD i TOPYILIEHHS 30DPY €
HaWyacTiIIMMU peakIisiMu. fK MpaBuio, 1ii CHMITOMHU € JIeTKUMM ab0 cepefHiMu 3a TSXKKICTIO, ane y



OesKUX TMallieHTiB MOXYTb OyTH TAXKUYMMU. BOHU 3a3BHYall BUHUKAIOThL IIPOTSATOM IEPIINX KiTbKOX Ii0
mic/Isl MPUNIMHEHHS JTiKyBaHHS, ane OyIu JyKe PigKicHI MOBimOMIIEHHS PO MOAiOHI CUMIITOME Y
Malll€HTIB, SKi BUMAOKOBO IIPOMYCTUIN IPUKAOM JO03U. 3BUYAUHO 1[I CUMIITOMH BiIMIHU MUHAIOTh
IIPOTSTOM 2 TUXKHIB, OTHAK MOXYTh OyTH OinbIn TpuBanuMu (2-3 Micsili abo HoBIIE) ¥ AeIKUX
narieHTiB. TakUM YMHOM, PEKOMEHYETHCA IIOCTYIIOBE IPUIIMHEHHS JIIKYBaHHSA eCLUTaI0IpaMoOM
IIJITXOM 3HUKEHHS 03U IPOTATOM KiJIbKOX THKHIB ab0 MicsIiB, 3a7€KHO Biff CTaHy NallieHTa (IUB.
po3nin «Crocib 3acTOCyBaHHS Ta JO3U.»).

CekcyanvHa oucyHkuis

CenexTuBHi iHribiTOpK 3BOPOTHOTO 3ax01yieHHs cepoToHiHy (CI33C) / iHribiTopu 3BOPOTHOTO
3axOIJIeHHS CepoToHiHY Ta HopeniHedpuHy (I33CH) MOXKYyTh BUKJIUKATU CUMITOMU CEKCyalbHOl
nucdynkuii (quB. po3nin «ITo6iyHi peakuii»). Bynu moBimomieHHs Mpo TpuBasi CEKCyabHi
nucOYHKIIL, fe CUMITOMY IIPOJOBXKYBAJIKCS, He3BaXkadyu Ha npunuHeHHs npuiiomy CI33C / I33CH.

TwemiyHa xeopoba cepus

Yepes oOMexkKeHHS KIiHIYHOTO IOCBiAy PEKOMEHOYEThCS 00epekKHICTh ¥ pasi 3aCTOCYyBaHHS
Ipernapary nalieHTaM 3 imeMigyHo0 XBOpo6oio ceplis.

ITodoeoicenHna inmepaany QT

BcranoBEHO, 110 ecLUTAIONPaM CIPUUUHSE N0303a/IeXXKHe MogoBXKeHH iHTepBany QT. Y
micspeecTpaliiHul Iepiof IOBIOMIIAIOCS IIPO BUMIAAKU IONOBXKeHH iHTepBany QT Ta
IIJTyHOYKOBHUX apUTMiii, y TOMY 4UCJIi IONiMOP(HOL IUTyHOUYKOBOI Taxikapzil (ftorsade de pointes),
IlepeBaXHO Y XKIHOK, y TAllieHTIB 3 rinokajieMi€elo Ta y Mali€eHTiB 3 paHille iCHYIOUYUM IOJ0BXKEHUM
inTepanoMm QT 4y iHIMMMU 3aXBOPIOBAHHIMHM ceplld (OuB. po3minu «IIpoTunoka3aHHsa», «B3aemomis
3 iHImMMUMU NTiKapchKUMM 3acobaMu Ta iHII BUAM B3aeMopii», «I[1obiyHi peakiii», «[lepemo3yBaHHS»
Ta «®dapMakoguHaMiKa»).

Crnip 3 06epeXHiCTIO 3aCTOCOBYBATH JIiKapChKHii 3acib malieHTaM 3 BUpakeHow OpaguKaphieio Ta
TalieHTaM 3 HellOAaBHO TepeHeCeHUM IOCTPUM iHGapKTOM MioKapfa 4¥ JeKOMIIEHCOBAHOI0
CEepIeBOI0 HeJOCTATHICTIO.

[TopymieHHSs €1eKTPOJIiTHOTO OanaHCy, Taki AK TiloKalieMis Ta rimoMarHieMis, 30iIbIIyI0Th PU3UK
PO3BUTKY 3/I0IKICHUX apUTMill Ta MalOTh OyTH CKOPUTOBaHi 10 ITOYATKY JIIKyBaHHS €CIUTAI0NpaMOoM.

Y maiieHTiB i3 3aXBOPIOBaHHAMU CepIs 3i cTabimbHUM ITepebiroM nepep Mo4aTkoM JIiKyBaHHS
€CLIUTaJIONpaMoM CJIiff IPOBECTU PeTeJIbHY OLIiHKY IToKa3HUKIB EKT.

fKImo mig 9ac mikyBaHHS eCIMTalIONPaMOM BUHUKAIOTh O3HAKK CEPIIeBOl apuTMii, TikapCchKu# 3acid
ciip BinMinuTH Ta 3podutu EKT.

3akpumokymosa 21aykoma

CI33C, y ToMy 4ucHni eciiTanonpaM, MOXKYTh BIIJIUBATH Ha PO3MIp 3iHUII, [0 TPHU3BOAUTD A0
Minpia3y. Lei mifgpiaTuuaui eekT MoxKe OTEHLINHO 3BY3UTH KYT OKQ, IO IPU3BOAUTH [0
HiIBUIIIEHHS BHYTPIIIHEOOYHOT'O TUCKY Ta 3aKPUTOKYTOBOI TJITAYKOMH, 0COOIMBO ¥ CXUIBHUX [0 LILOTO
naiieHTiB. ToMy ecIIMTanompam Cilif 3aCTOCOBYBAaTH 3 00€peKHiCTIO MaIliEeHTaM i3 3aKPUTOKYTOBOIO
r7IaykoMoio abo rimaykoMoio B aHaMHe3i.

IonomidxcHI peyosuHu



Lle#t mikapcbKu# 3acib MiCcTUTh MeHIIe Hik 1 MMoiIb HaTpito (23 Mr) Ha ogHy TabeTKy, ToOOTO BiH
IIPAaKTUYHO He MICTUTH HATpito.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

BazeimHicmb

Kniniyni mani momo 3acTocyBaHHS eCIUTAJIONPaMy s JTIKyBaHHS BariTHUX XKiHOK 0OMexXeHi.
HocnigKeHHs Ha TBapHWHAX II0Ka3aJii PENPOAYKTUBHY TOKCUYHICTE.

EciuranonpaM npoTunoka3aHu BaTiTHUM XKiHKaM, 3a BUHSITKOM BUIIAKiB, KOJIH IIiCJIsT peTeNbHOI
OLIiHKY CITiBBiTHOIIIEHHSI PU3UKY Ta KOPUCTi OyJia 4iTKO moBefleHa HeoOXiIHICTh MpUu3HaYeHHS
npernapaTty. PEKOMeHAYyEeThCS peTebHe 00CTeKeHHS HOBOHAPOMXKEHUX, MaTepi SKUX IpUiMau
eCLUTAIOoNpaM IPOTITOM IEePioy BariTHOCTi, 0COOIMBO B TPEThOMY TpuMecTpi. Crlifg yHUKaTH
panToBoOi BimMiHU JTiKapChKOT0 3ac0o0y ITifl Yac BaTriTHOCTI.

Y HoBOHapomxenux, matepi gkux npurManu CI33C/CI33CH Ha mi3Hix cTamisx BariTHOCTi, MOXKI/IMBE
BUHVMKHEHHS TaKUX CHMIITOMIB: pPecIlipaTOpPHUY OAUCTPEC, LiaHO3, allHOe, CYOOMH, TeMIlepaTypHa
HecTaOi/IbHICTh, TPYMHOII i Yac romyBaHHs, OII0BaHHS, TiIOTIIiKeMis, TilmepToHis, rinoToHis,
rineppedrekcisi, TpeMop, HepBoBe 30yIXKEHHS, IPATiBIUBICTD, AlATUYHICTh, TOCTIMHUM 1Y,
COHNUBICTE 1 TpyAHOII 3i cHOM. Li cHMIITOMU MOXYTh 00YMOBIIOBATUCS a0 CEPOTOHIHEPTiUHUMU
eekTamu, abo OyTH cuMITOMaMu BifMiHU. B GiNbIOCTi BUMaAKiB TakKi yCKIagHEHHS BUHUKAIOTh
oxpa3y abo He3abapoM (o 24 TOAMH) MiCIIs MOJIOTIB.

Enigemiosnoriuni gaHi 3acBigunnu Te, o 3acTocyBaHHsa CI33C BariTHUM XKiHKaM MOXe IigBULIyBaTH
PHU3UK CTiNKOI JIeTeHeBOl TinepTeH3il y HOBOHapoaXKeHux (0o 5 Bunaakis Ha 1000 BariTHUX XKiHOK, 3a
OaHUMU CIIOCTEPEXkKEeHb). Y 3aralbHill monynsuii BuHUKaE Bif 1 mo 2 BumagkiB Ha 1000 BariTHuX
XKiHOK.

I'pyoHe suzo0dos8ysaHH

OCKinbKY eCLUTAJIONpaM IPOHUKAE Y TPYAHE MOJIOKO, IIPOTSATOM JIiKyBaHHS TONYBaHHS TPYAOIO HE
PEKOMEHIYEThCH.

Pe3ynbpTaTu criocTepekeHb CBif4aTh PO MiABUIIEHNH PU3UK (Y < 2 pa3u) MiCISANI0I0r0BOI KPOBOTEUI
micns 3actocyBanHs CI33C ab6o CI33CH mpoTsroM Micsiist g0 mojoriB (ouB. po3minu «ITobiuwi
peaxtii» i «Oco6IUBOCTI 3aCTOCYBaHHS»).

depmuabHicMb

[laHi qocnifKeHb Ha TBApUHAX II0Ka3aJIy, 110 eCLUTalI0NpaM MOXKe BIUIMBATU Ha SKiCTh CIIEPMU.
[ToBimoMiieHHS 1Ipo 3acTocyBaHHs Oeskux CI33C nropsaM nmokasasny, 10 BIJIUB Ha SKICTh CIIEPMU €
o60opoTHUM. BB Ha GpepTUIBHICTD JTIOOUHY [OCI He CIIOCTepirascs.

30amHicmb enaueamu Ha weudKicms peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Xoua eclMTanoNpaM He BIJIMBAE Ha iHTeeKTyanbHe abo ICuXoMOoTopHEe QYHKITIOHYBaHHS, OyIb- KUY



IICUX0AKTHBHUY 3aci0 MoxkKe MOpPYIIyBaTH HaBUYKM a00 3[aTHICTh PO3CYIIUBOr0 MUCIeHHs. Crin
TIOTIEPEIUTH TAIliEHTiB PO MOTEHIIMHIHN PU3UK BIUIMBY Ha KePYBAHHS aBTOTPAHCIOPTOM abo
IHIIIMMM MeXaHi3MaMHU.

Cnoci6 3acmocyeaHHs1 ma do3u.

Beameka 3acTtocyBanHs o3 moHan 20 Mr Ha o0y He Oyia BCTaHOB/IEHA.

Jlikapcekuit 3aci6 LIMKmokc® 3aCTOCOBYIOTH JOPOCIXM BHYTPIIIHLO 1 pa3 Ha g00y He3aleXkHo Bif
IPUHOMY 1XKi.

Beaukuti 0enpecugHutl eni3o0

3Buy4ariHo npu3HaydaoTh 10 Mr 1 pa3 Ha moOy. 3anekHO Bif iHAUBiyaIbHOI YyTIMBOCTI MallieHTa
noOoBa [103a Moxke OyTH 36inbIleHa 40 MaKCUMaJbHOI - 20 M.

AHTHUpRenpecuBHUY eheKT 3BUYANHO HACTA€E Yyepel 2-4 TuxHi. [Ticjig 3HUKHEHHST CUMIITOMIB
HeoOXiHO ITPOMOBKYBATH JTiIKYBaHHS ITPOTSITOM IIOHaWMeHIIIe 6 MiCSIiB 3 METO0 3MilTHEHHS epEKTY.

ITaHiuHi po3aadu 3 azopagobicro abo 6e3 Hei

[TpoTsiroM MepIIoro THXKHSA PEKOMEHAYETLCA II0YaTKOBa 103a 5 MI Ha Jo0y mepef TUM, K 30i1bIIuTH
no 10 mr Ha moOy. [1o3a Moxke OyTH B IofabInoMy 30inbileHa 10 MaKCuManbHOI - 20 MT Ha go0y,
3aJ1eXKHO Bifl iHOWBiAyalbHOL YyTIUBOCTI alli€eHTa.

MaxkcumanbHUY epeKT IpU JTiKyBaHHI MaHIYHUX PO3/aiB HOCATAETHCS dyepe3 3 micsani. Tepmin
JIIKYBaHHSI CTAHOBUTH [EKiJIbKa MICALB 1 3a/Ie2KUTh Bill TSXKKOCT1 3aXBOPIOBAHHS.

CouianvHi mpueodcHi po3aadu (couiaavHa ¢obis)

3BuyaliHo npu3HavaioTh 10 Mr 1 pa3 Ha moOy. 3a3Buyaii [JIs MOJIETIIeHHS CUMIITOMIB He0OXimHO 2-4
TUXKHI Teparmii. Hapami, 3anexHo Bif iHAUBimyanbHOI BigmoBifi malfieHTa, qo3a Moxe OyTH 3HUXKEHa
mo 5 Mr abo 36inmbineHa 10 MakCcuManbHOI - 20 Mr Ha m06y. ColfiambHUY TPUBOXHUY PO37af - 1ie
3aXBOPIOBAHHS 3 XPOHIYHUM nepebiroM, i mist 3akpinneHHsT epeKTy peKOMEHI0BAHO IIPOI0BKYBATH
JIIKYBaHHS IPOTATOM 12 THXKHIB.

IoBeneHo, 1110 TpUBaJie JIIKyBaHHS IPOTATOM 6 MiCALB NONEPENXKY€E PELUAUB i MOXKe IIpU3HaYaTUCA
IHOUBIAYyasIbHO; CIIif PETYJIIPHO OLIHIOBATHU IIepeBaru JiKyBaHHS.

ComianpHuy TPUBOKHUM PO3JIA[ - II€ YiTKO BU3HAYEHUY MiarHOCTUYHUM TEPMIH [JId ITO3HAYEHHS
crienudivHOr0 PO3nagdy, SKUW He CIIif IIyTaTh 3 HaJMipHOI COpOM’ g3/IUBiCTI0. MeauKaMeHTO3Ha
Teparis moKasaHa JIMIe y TOMY pasi, SKIIOo el po3/iaf 3HaYHO 3aBaxkae mpodeciiiHiil DisIbHOCTI Ta
COIlia/IbHIM aKTUBHOCTI.

3HaYeHHS TaKOro JIiIKyBaHHS IOPIBHSHO 3 KOTHITUBHO-TIOBEIHKOBOIO TEPAIiel0 He OL[iHI0BaIOCs.
MenukaMeHTO3Ha Tepallisl € OOHi€l0 3i CKJIafOBUX 3arajibHOI CTpATeTil TiKyBaHHS Ialli€HTa.

I'eHepanizosaHi mpusodcHi po3aadu

3Buy4ariHo npu3HaydaoTh 10 Mr 1 pa3 Ha mo0y. 3anekHO Bif iHAMBIAyambHOI YYTIMBOCTI 03y MOXKHA
30inpmu Ty MakcuMyM no 20 Mr Ha go0y.



TpuBarsie niKyBaHHS BUBYAJIOCS NPUHAWMHI 6 MiCALIB y MAI[i€HTiB, SKi 0OTpuMyBanu 103y 20 Mr Ha
noGy; ciif peryysipHO OLIHIOBATH IlepeBaru JIikyBaHHS (uB. po3ain «PapMakoguHaMiKka»).

O6bcecusHo-KomnyabcusHi po3aadu (OKP)

3BUYalHO T0YaTKOBO Ipu3HaydaioTh 10 Mr 1 pa3 Ha molOy. 3anekHO Bif iHAUBIAyambHOI Yy TIUBOCTI
no3y MoxkHa 306inbmuTi go 20 Mr Ha fo0y. OKP - xpoHiuHe 3axBOpIOBaHHS, JTIKyBaHHS Ma€ TPUBATU
ImoCTaTHiN nepion oyis 3abe3nedyeHHs IIOBHOI'0 3HUKHEHHS CUMIITOMIB, SIKU# MOXKe CTAHOBUTH KiJTbKa
Mics11iB abo HaBiTh Ginmbiie. KopucTh NMiKyBaHHS Ta J03Y IperapaTy HeoOXigHO OI[iHIOBATH Yepes
PerynsapHi IPOMiXKKH 4acy (auB. po3nin «PapMakoguHaAMiKa»).

ITauieHmu aimHb020 BiKY (8iKoM 8i0 65 poKie)

[ToyaTKoOBa [03a CTAHOBUTH 5 MT Ha [00y. 3aekHOo Bifl iHAUBiMyanbHOI Yy TIUBOCTI Ta TAKKOCTI
mempecii qo6oBa mo3a Moxke O6yTu 36inbIeHa 10 MakKCHManbHOi - 10 Mr Ha mo0y (ouB. Po3min
«®apMaKOKiHETHKa»).

EdexTuBHICTh eciuTanonpamMy Ipy COIiaIbHOMY TPHBOXKHOMY pO371afi y HallieHTiB JIiTHBOTO BiKYy HE
OlIliHIOBaJIaCH.

ITediampuyHa nonyaauyia

Jlikapcekuit 3aci6 LIukmokc® He CIif 3aCTOCOBYBATH [/ JiKyBaHHA AiTel Ta MmifIiTKiB (BikKoM 1o 18
POKiB) (muB. po3min «IIiTu»).

Hupxosa HedocmamHicmb

Y pasi HasiBHOCTI HUPKOBOI HEIOCTATHOCTI JIETKOT'0 Ta MTOMIipPHOTO CTYyIeHsI 00MeXeHb HeMa€. 3
o0epexkHiCTI0O He0OXiTHO 3aCTOCOBYBATH IIpelapar MallieHTaM 3 TSAKKO0I HUPKOBOIO HEIOCTATHICTIO
(CLcg <30 mn/xB) (muB. Po3min «®apMaKOKiHETHKA»).

ITeviHKosa HedocmamHicmb

PexomMeH0BaHa II0YaTKOBA [I03a MIPOTSATOM IEPIUINX ABOX TUXKHIB JIIKYBaHHS CTAHOBUTDH 5 MT' Ha o0y
[IJIs TIAIli€eHTIB 3 JIerKoio abo MOMipHOIO NMeYiHKOBOIO HEJOCTATHICTIO. 3ajieXkHO Bifl iHOUBigyanbHOl
peaxtii marjieHTa go3a Moxe OyTu 30inbimera no 10 mr Ha goOy. [TanieHTaM 3 TAKKOIO TeYiHKOBOIO
HEJOCTAaTHICTI0 PeKOMEHI0BAHO 3aCTOCOBYBATH IIpernapar 3 06epexkHiCTIO i gyxke 06gyMaHo
TUTPYBATHU KOT0 103y (OUB. po3ain «dapMakOKiHETHKA» ).

3HuoceHa akmugHicmb i3opepmenmy CYP2C19

Ilnst martieHTiB 3i cmabkoio akTuBHICTIO i30pepmenTy CYP2C19 pekoMeHOoBaHa ITOYaTKOBa H03a
IIPOTSITOM IEPIINX [ABOX TUXKHIB JTIKyBAHHS CTAHOBUTHL 5 MT Ha m0o0y. 3a7eKHO Bif iHAMBiMyambHOI
peaxtii marieHTa mo3y MoxHa 30inpmuTu 10 10 Mr Ha mo0y (muB. Po3min «PapMakoKiHEeTHKA»).

Cumnmomu 8i0MiHU, SKI 3'A84A0MbCA NPU NPUNUHEHHI AIKYy8AHHA

Cnip yHMKaTH pi3Kol BigMiHu npenaparty. [Ipu npunuHeHHi JTiKyBaHHSA €CLUTalI0IpaMoM 403y
He0OXiHO 3HMKYBATH IIOCTYIIOBO IPOTITOM IPUHAUMHI 1-2 THXKHIB, 11100 3MEHIIUTH PU3UK MTOSIBU
CHUMITTOMIB BigMinu (muB. po3minu «OcobmuBOCTI 3acTocyBaHHI» Ta «[100iuHi peakiii»). AKIo micis
3HUKEHHS 03U ab0 BiIMiHU IpenapaTy 3'IBIAI0ThCS HEMPUUHSITHI CUMIITOMU, MOXKe OyTH 3BakeHa
[OIIIBHICTE IOBEPHEHHS [0 paHillle Mpu3HadeHol 03U npenapaTy. Hamganti mikap MoXke MPOmOBXKUTHI
3HUIKEHHS [03H, ajie OibIl MOCTYIIOBO.



Himu.

AHTHUpENIpeCcaHTH He CJIiff 3aCTOCOBYBaTH I JIIKyBaHHS OiTel Ta MifAJiTKiB (BikoM 0o 18 pokiB).
CyiuupanbHy MOBEiHKY (CyilnMpanbHi cipobu Ta CyilupanbHi JyMKH) Ta BOPOXKICTE (IlepeBakHO
arpecio, ono3ulliiiHy IOBEAiHKY Ta T'HiB) YacTillle CIIOCTepiraau B XO4i KJTiHIYHUX BUIPOOYBaHb y
miTel Ta MigIiTKIB, AKi mpUiMany aHTUAENPECAHTH, TOPIBHSIHO 3 TUMU, XTO IpHUiMaB miamne6o. AKIo
3 KJTiHIYHUX MipKyBaHb PillleHHS PO MPU3HAYEeHHS BCE XK TaKW IPUNHSATO, HeoOXimHO 3a6e3mneynuTu
yBaxXHe CIIOCTePeXKeHHS 3a MMOSIBOI0 CYIUAATIbHIX CUMIITOMIB y Talli€HTa.

Ilepedo3yeanns.

ToxcuuHicmy. KiiHiuHI gaHi npo nepeno3yBaHHs eclidTanonpamMy oOMexeHi. baraTo Bumaakis
CIIpUYMHEHI OqHOYaCHUM Tepefo3yBaHHAM iHIIKX JIiKapChbKuX 3aco0iB. Y OinblIoCTi BUNIAgKiB
TIOBIIOMJISINIOCS TIPO JIETKi CUMITOMYU ab0 0€3CUMIITOMHICTh Tepefo3yBaHHs. [10BifoMIeHHS 1IPO
JeTabHi HAaCTigKK Mepeqo3yBaHHs eCIUTAIONPaMy € BUHSITKOBUMH, OilIbINiCTh 3 HUX BKITIOYAIOTh
OIHOYAaCHe Iepefo3yBaHHA IHIIUX MegukaMeHTiB. [lo3u ecuutanonpamy 400-800 Mr He CIPUYUHATIU
Oymb-SIKUX TSIXKKUX CUMIITOMIB.

Cumnmomu.

O3HakKM Iepemo3yBaHHs eCIUTANIONPaMy - 1ie, TOJIOBHUM YHHOM, CUMIITOMM 3 00Ky IIeHTPaTbHOI
HEPBOBOI CUCTeMHU (Bif] 3alaMOpPOYEHHS, TPEMOPY Ta aXkKMUTallil 0 PiIKiCHUX BUMAJKiB
CEpPOTOHIHOBOTO CHHIPOMY, CYIOM i KOMH), IUTYHKOBO-KUIIIKOBOI CUCTEMHU (HyHOTa, OJII0BaHHS),
CeplieBO-CYANHHOI cucTeMu (TimoTeH3is, Taxikapmis, nponoHranis intepsany QT, aputMis) Ta
nopylieHHs 6anaHCy eleKTPOJIiTiB/piguHu (TimoKasieMis, TimoHaTpiemis).

JIiKy8aHHA.

CroenudiyHOro aHTUAOTY He icHye. Crif migTpuMyBaTH HalexHe PyHKLIiIOHYBaHHS OUXAJIbHOL
cuctemu, 3a0e3MeYnTy afleKBaTHY OKCUTeHallil0. MoXKJ/IiBe 3aCTOCYBaHHS racTpajbHOTO IaBaXky Ta
aKTHBOBAHOTO BYTi/Isl. PEKOMEHIYETHCS MOHITOPUHT CEPI[EBUX Ta JKUTTEBO BaXKJIUBUX QYHKIIIN
pa3oM i3 CUMITOMAaTUYHUM IMiATPUMYIOUNM JTiIKYBaHHSIM.

Y pasi nepeno3yBaHHSA PEKOMEHAYETHCS MPOBOAUTH MOHITOPUHT EKI mailieHTaM i3 3aCTiiHOIO
CepleBO0 HeIOCTATHICTIO / OpamiapuTMisiMu, TMallieHTaM, SIKi OMHOYACHO MPUUMAIOTh JTiKapChKi
3acobwu, 110 MomoBXKY0Th iHTepBasn QT, a TakoX mallieHTaM, SKi MalOTh IOPYIIEHHS MeTabomi3My
IpelapaTy, HalpUKJiiaf alieHTaM 3 [Ie4YiHKOBOK HeOOCTaTHICTIO.

ITo6iuni peakuii.

[ToGiyHi peakiii Hal4yacTillle CIIOCTEPIiraloThCS MPOTITOM MEPIIOTo abo APYroro TUKHS JIIKYBaHHS Ta
3a3BUYay iX YacToTa 1 iHTEHCUBHICTb ITOCTYIIOBO 3MEHIIYIOTHCS IIPHU MTOaIbIIOMY JIiKyBaHHi.

[To6iuni peakii, BimoMi oyist npenapatiB kiacy CI33C Ta eciuranonpamy, siKi CIIOCTepiraauch y Xomi
n1a1e60-KOHTPOJIbOBAHUX [OCIII2KEHb Ta IIifl Yac MeJUYHOI0 3aCTOCYBaHHS, ITOflaHi 3a CUCTEMaMu
OpraHiB i 4aCcTOTOI HUXKYe. YacToTa BU3HAYAETHCA SK: AyXKe 4acTi (= 1/10), gacri (= 1/100 go <
1/10), meuacTi (= 1/1000 go < 1/100), pigkicHi (= 1/10000 go < 1/1000), myxe pigkicHi (< 1/10000)



abo yacToTa HeBioMa (HEMOXKJIMBO BCTAHOBUTH 3a HAIBHUMU JaHUMHU).
360Ky kpogi ma aim¢pamuyHoi cucmemMu: YaCTOTa HEBiIOMA - TPOMOOLUTOTIEHIS.
3 boky iMmyHHOI cucmemu: piOKicHi - aHaiMaKTUYHI peakilii.

3 60Ky eHOOKpUHHOI cucmeMu: YacToTa HeBiloMa - MOPYIIEHHS CeKpellil aHTUAIyPEeTUIHOTO
TOPMOHY.

3 60Ky 06MiHY peuoB8uUH Ma xap4y8aHHA: YacTi - 3HUKEHHS a00 MMOCUJIEHHS alleTUTY, 30iTbIIeHHS
MacCH Tijla; HeYacTi - 3MeHIIIeHHS MacCH Tijla; Y4aCcTOTa HeBiloMa - TinmoHaTpieMis, aHopeKcisf.

3 60Ky ncuxiku: 4acTi - TPUBOTa, HECIIOKil, aHOMAaJbHi CHU, 3HUXKEHHS JT1i0i0, aHOpra3Mis y KiHOK;
HevacTi - OpyKCH3M (CKperoTiHHS 3y6amMu), axkuTallis (30ynKeHHs), HEPBO3HICTh, IaHiUHi Hamaau,
CILTyTaHICTh CBimOMOCTI; PiKiCHi- arpecisi, JemnepcoHai3allisi, rajouurHaIllil; 4acToTa HeBigoMa -
MaHis, cyllupanbHi OyMKH, CyllufaabHa ToBeiHKa’.

3 boky Hepeogoi cucmeMu: myxkKe YacTi - TONMOBHUY 6ib; YacTi - 6€3COHHS, COHIUBICTB,
3aIlaMOpPOYEeHHs, MapecTesis, TpeMOop; HeYacTi - MOPYILIeHHS CMaKy, MOPYIIeHHS CHY, CHHKOIIe
(HETPUTOMHICTB); PIOKICHI - CEPOTOHIHOBUY CHHAPOM; YaCTOTa HEBiIoMa - AUCKiHe3is, PyXOBi
pO3Najy, CySOMH, ICUXOMOTOPHUI HeCIOKiii/akaTusis'.

3 6oky opaaHie 30py: HeYacTi - Mifpia3 (PO3IMUPEHHS 3iHUIII), TOPYIIEHHS 30DY.
3 6oky opaaHie cayxy ma nabipuHmy: He4acTi - A3BiH ab0 LIyM y ByXaX.

3 boky cepus: HeYacTi - Taxikapmis; pimkicHi - 6paguKapmis; YacToTa HEBioMa - MOIOBKEHHS
inTepBany QT Ha eNleKTpoKapAiorpaMi, MUIyHOUYKOBA apUTMisl, BKJloYaoun torsade de pointes.

3 60Ky cyOuH: 4acTOTa HEeBiOMa - OPTOCTATHYHA TiMOTEeH3i.

3 6oky OuxaabHOi cucmemu, op2aHie 2pyO0HOI KAimKu ma cepedoCMiHHA: YacCTi - CHHYCHUTH,
[I03iXaHHS; HEYacCTi - HOCOBa KPOBOTEYa.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: myKe 9acCTi - Hy[0Ta; YacTi - miapes, 3amop, 6Ir0BaHHS,
CYXiCTb y POTi; HE4acTi - IIJIyHKOBO-KUILIKOBI KPOBOTEeYl (B T.4Y. pEKTalIbHi).

3 60Ky neviHKu ma H#08408uUBIOHUX W.AAXi8: YACTOTA HEBIiIOMA - TETATUT, 3MiHKU QYHKIIIOHAIBHUX
IIe4YiHKOBHUX TECTIB.

3 6oky wkipu ma nidwKipHoi KAIMKOBUHU: YaCTi - TOCUJIEHE TIOTOBU/IIIEHHS; HEYACTi - BUCUIIAHHS,
asnormelrist (06MMCiHHS), KPONIUB THKA, CBEPOikK; YacTOTa HEBimoMa - eKXiM03 (CHHelb), HaOpSKU.

3 60Ky ckesnemHo-M’ 5130801 ma cnoAy4YHOi MKAHUH: YaCTi - apTpaIris, Mianris.

3 60Ky HUPOK ma ce4osuBiOHUX W.AAXi8: YaCTOTa HeBioMa - 3aTpUMKa CEYOBUITYCKAHHS.

3 60Ky penpodykmueHoi cucmemu ma 2pyoOHUX 3a/103: YacCTi - YOIOBIKU: PO3JIafiu esAKYIIAILi],
iMITOTEHITiS; HeYacTi - XKiHKM: MaTKOBiI KPOBOTEUi (MeTpoparis), MeHOparis; 4acToTa HeBioma -
rajjakTopesi; 40JI0BIKU: Ipiami3M; KiHKH: MiCIAI0I0roBi KpoBOTeui .

3azanvbHi nopyweHHA ma nopyweHHA y Miclyi 88e0eHHA: 4acCTi - BTOMa, IIigBUILIeHHS TeMIlepaTypu
Tina (mipekcis); HeyacTi - HaOpsK.



' Taki BUnagxu BimoMi s 3aco6iB ycworo xknacy CI33C.

2 [Tpo BUMaAKHU CYIIUAaIbHUX IYMOK Ta IIOBEMiHKU MTOBigOMIISIOCS IIPOTSATOM JIiKyBaHHS
ecuuTanonpamMoMm abo HezabapoM Micyig HOT0 IPUIUHEHHS.

3 [Tpo Taki BumagKu mopigoMisisocs gjis TepaneBTuyHoro kinacy CI33C abo CI33CH (muB. po3minu
«3acTocyBaHHS y Iepiof BariTHOCTI abo rofyBaHHS rpynai0», «OCo6IUBOCTI 3aCTOCYBaHHS»).

ITodosacenHsa inmepsany QT

Y micnsapeecTpaliiHui Iepiof MOBIAOMIISAIIOCS IIPO BUIIAOKU IOJ0BXKeHHS iHTepBany QT Ta
IIJTYHOYKOBUX apUTMiii, y TOMy 4uCJIi moiMopgHol IUTyHOUYKOBOI Taxikapil (torsade de pointes),
IIepeBaXxHO y XKIHOK, y IAl[i€HTIB 3 rinokajieMi€elo Ta y Mali€HTiB 3 paHille iCHYIOYUM [10J0BXKEHUM
inTepBanoMm QT 4u iHIIMMU 3aXBOPIOBAHHSIMHU ceplld (OuB. po3minu «IIpoTUnoKa3aHHSI»,
«Oco6IuBOCTi 3aCTOCYBaHHS», «B3aeMopmist 3 iHIMMU TiKapChbKUMU 3aco0aMH Ta iHIII BUIU
B3aeMofii», «Ilepemo3yBaHHs» Ta «OapMakKoguHaMiKa»).

Epexmu kaacy

EmigemionoriyHi JocnifxKeHHs, TPOBeeHi mepeBaxkHO 3a y4acCTIO Malli€HTiB BiKoM Bif 50 pOKis,
IIPOAEMOHCTPYBau 30i/bIIIeHHST PU3UKY TIEPEIOMIB KiCTOK y TAIliEHTIB, SIKi OTPUMYIOTh CEIeKTUBHI
iHribiTopu 3BOPOTHOTO 3axorieHHsS cepoToHiHy (CI33C) Ta TPUIMKITIYHI aHTUAENIPECAHTH. MexaHi3M,
SKWH IPU3BOAUTH OO TAaKOro 30ibIlIeHHSI PU3NKY, Hapa3i HeBimoMuUii.

Cumnmomu giOMiHU

[Mpunuuenns nikyBauHs CI33C (0co611BO panToBe) 3BUYAMHO MPU3BOAUTE 10 CUMIITOMIB BifMiHH.
3arraMOpPOYEHHS, CEHCOPHI po3yaau (B T. 4. mapecTesis Ta BiIUyTTsd ymapy CTPYMOM), PO3/1afgy CHY (B
T. 4. 0E3COHHS Ta SICKpaBi CHOBUMIHHS), 30yIKeHHsT a00 TpuBOra, Hy[oTa Ta/abo O/I10BaHHS, TPEMOD,
CIUTyTaHiCTh CBiOMOCTI, IifiBUIIleHEe TOTOBUAIIEHHS, TOJIOBHUY Oib, fiapesi, mocuieHe cepuebuTTs,
eMoIlifiHa HecTabimbHICTh, APATIBIUBICTD i MOPYIIEHHS 30Ppy € HaWYaCTIMMK peakIliaMu. 3Bu4aiiHO
IIi CHMIITOMHU € JIeETKUMU a00 cepeqHiMu 3a TSIXKKIiCTIO Ta MUHYIIMMHU, OHAK MOXKYTb OYTH TSIXKKAMU
Ta/ab0 TPUBANIUMU Y AESKUX MalieHTiB. TaKuM YMHOM, PEKOMEHYETLCS IIOCTYIIOBE IPUITUHEHHS
JIiKyBaHHST €CLMTAJIONPAMOM IIJISTXOM 3HMKEHHS 003U (muB. Po3minu «Crocib 3acToCyBaHHS Ta
mo3u», «OcoBIUBOCTiI 3aCTOCYBAHHS»).

[ToBigoMIIeHHS PO Mimo3pioBaHi m0o6ivHi peakirii.

[ToBimomneHHs mpo Mo6iuHi peakiril micis peecTpallii TikapchKoro 3aco0y Ma€ BaXK/IuBe 3HaAYEHHS.
Lle nae 3Mory IPOBOOUTH MOHITOPUHT CIiBBiIHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI LILOTO
niKapchKoro 3aco0y. MeguyHuM Ta ¢papMalleBTUYHUM IIpalliBHUKAM, a TAKOX IallieHTaM a0o ixHimM
3aKOHHUM IIpeCTaBHUKAM CJIif TIOBiTOMJISITH TIPO YCi BUITAAKHM IiI03PI0OBaHUX MOOIYHUX Peakilii Ta
BificyTHOCTI e(peKTHUBHOCTI TiKapchKoro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpMaIliliHy cucTeMy 3
(dapMakoHarIsAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

3 pPOKH.


https://aisf.dec.gov.ua

YMoBu 30epiranssi.
30epiraTu B OpUTiHANbHIN YIIaKOBI Ipu TeMIepaTypi He Buie 25 °C.

36epiraté y HEOOCTYIIHOMY IJIST OiTeH MiCIIi.

VnaxoBka.

[To 14 Tabnetok y 6micTepi, mo 2 abo mo 4 61icTepy y KapTOHHIN yIaKOBIIi.

Kareropis Bigmycky.

3a pelLemnToM.

BupoOHUK.
KYCVM XEJITXKEP IIBT JIT/

KUSUM HEALTHCARE PVT LTD.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs MOro Jis/IbHOCTI.

[Trnot Ne M-3, Inmop Cnemwen Ikonomik 3oyH, ®eus-1I, ITitamnyp, [ict. Ixap, Maaxes IIpagem, [1in
454774, Tunis/

Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh, Pin
454774, India.



