IHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y

JIAKO3AM"®

(LACOSAM)

CKnao:
ditoua pevosuHa: lacosamide;
1 Tabnetka mMicTuTh nakocaminy 50 mr a6o 100 mr;

00ONOMIdCHI peuoBUHU: LIEJTI0JI03a MiKPOKPUCTAaIiuyHa, TiIPOKCUIIPOIIINIEeN0I03a HU3bK03aMillleHa,
KPOCTIOBi[IOH, TiZPOKCHUIIPOIIiNIEN0I03a, KPEMHI0 TiOKCUA KOJOImHUYM 0e3BOOHUIM, MarHiio cTeapar;

06010HKa: cupT MOMiBiHimOBYH, TUTaHy miokcup (E 171), makporon 3350, Tanbk, 3ami3a OKCHUL
yepBoHui (E 172), 3aniza okcup yopHuii (E 172), FD&C cunin #2/iHourokapMin antoMinieBun nak (E
132) (ansa mo3yBaHHA 50 Mr);

000/10HKa: CIUPT MOMiBiHiNOBUM, TUTaHy miokcup (E 171), makporon 3350, TanmbK, 3aji3a OKCHI
xkoBtuii (E 172), 3aniza okcup yopuwuit (E 172) (gng qo3yBaHHsa 100 mr).

JIikapcbka ¢opma. TabmeTKH, BKPUTI IIJTiIBKOBOIO 000JIOHKOIO.
OcHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

tabneTku mo 50 Mr: poxeBi MPOMOBryBaTi ABOOMIYKIIi TaOneTKH, BKPUTI IJTiBKOIO 000JIOHKOIO, 3
TUCHEHHAM «50» 3 ogHOT0 00Ky Ta I'TafleHbKi 3 iHII0T0 OOKY;

tabneTku mo 100 Mr: KOBTi IPOJOBTYBATi ABOOIYKJIi TabIeTKM, BKPUTI IIJIiBKOI0 060JI0HKOIO, 3
TuCHeHHAM «100» 3 omHOTro OOKY Ta I'TafieHbKi 3 iHII0T0 GOKY.

®apMakoTepaneBTHYHA rpymna. [Him npotuemninenTuyni 3acodu.

Kom ATX NO3A X18.

PapmakonoziuHi e1acmueocmi.

MexaHi3M gil

Hiroua pedosuHa Jakocamifn (R-2-anetaMigo-N-O0eH31I-3-MeTOKCUIIPOIIioHaMin) - e



GbyHKITIOHaTi30BaHa aMiHOKHCIIOTa.

Tounui MexaHi3M NPOTUENINIENITUYHOI [il JaKocaMifly He BCTAHOBIEHUU. B enekTpodizionorivamx
MOCTiAKEHHSX in vitro 6yyo moKa3aHo, 1110 JTJaKoCaMifl CeJIEKTHBHO IIOCHUITIOE TIOBINTbHY iHAKTUBAIIi0
BOJIbTa’K3a/Ie?KHUX HAaTPieBUX KaHAaJIiB, 110 IPU3BOAUTE [0 cTabinizallil rinep3bynnuBux MmeMOpaH
HEUPOHIB.

®apmakoduHamika.

[IpoTucynoMHa e(peKTUBHICTh TaKOCAMily BCTAaHOBJIeHA Y Pi3HUX [OCTigax Ha TBApUHAaX 3
napliaJbHUMY | IePBUHHUMY ['eHepalli30BaHUMU CYyAOMaMU Ta 3aTPUMKOI0 PO3BUTKY KIHIJIIHTY
(emimenTorenHu# ePeKT B eKCIIePUMEHTAIbHUX TBAPUH). Y XOMi MOKIIHIYHUX MOCIIIXKEHb JIaKOCaMifl
MaB CHHEepPriuyHy a0 aguTHBHY IPOTUCYOOMHY [it0 y KoMOiHaIlil 3 IeBeTUpAIeTaMOM,
KapOaMasemninoM, peHiTOIHOM, BaJbIIPOATOM, JAMOTPUIKUHOM, TOITipaMaToM a60 rabaneHTHHOM.

KrigiyHa eeKTUBHICTE Ta Oe3meka

EdekTuBHICTH TaKOCaMifly SIK HOOATKOBOI Tepalil y peKoMeHgoBaHUX fo03ax (200 Mr Ha goby, 400 mr
Ha go0y) Oyia BCTaHOBJIEHA Y XOZi TPHOX OaraTolleHTPOBUX paHIOMi30BaHUX Ilaledo-
KOHTPOJIbOBaHUX K/TIHIYHUX JOCTIAXKEHb 3 MiATPUMYI0UnM IepiogoM 12 TuxHiB. EQeKTUBHICTH

600 Mr nakocaminy Ha o0y Takox OyJla BCTAHOBJIEHA Y XOOi KOHTPOJIbOBAHUX IOCIIiIXKEHb
MOoOaTKOBOI Teparil, xouya eeKTUBHICTS I1i€l mo3u Oyna Takoio X, K i 400 Mr Ha mo0y, Ta mallieHTu
Kpallle IepeHOCUIIM MEHIY 03y, OCKiJIbKY IpHu 3acTocyBaHHi 600 Mr Ha 000y BUHUKaNIK MO0iYHi
peaktii 3 6oky ITHC Ta mITyHKOBO-KHIIIKOBOTO TPAKTy. TaKMM YMHOM, HE PEKOMEHI0BAHO
npu3HavaTy 703y 600 Mr Ha go0y. MakcuManbHa peKOMeHI0BaHa J03a cTaHoBuTh 400 Mr Ha 100y .
MeTo10 1¥X OOCTiXKeHb, V sKuX Opanu ydyacTs 1308 mauieHTiB, 1110 MaIu B aHaMHe3i y CepeIHbOMY
23 poKu MapIiiaabHUX HanafiB, 6ya0 omiHUTY epeKTUBHICTh Ta 6€3MeKy JaKkocaMiny Mmpu
OJHOYAaCHOMY 3aCTOCYBaHHi 3 1—3 iHIIMMU IPOTUENINENTUYHUME JTiKapChKUMU 3aco0aMu y
IallleHTIB i3 HEKOHTPOJILOBAHUMU ITapliiaJIbHUMU HallaflaMy gK 13 BTOPUHHOIO IeHeparli3ali€lo, Tak i
0e3 Hel. 3arajyioM BiICOTOK IaIli€HTiB, y SkuX Ha 50 % 3MeHIMIacsS YaCcTOTa MOSIBY HamafiB,
cranoBuB 23 %, 34 % Ta 40 % mpu 3actocyBauHi mwrare6o, 200 mr ta 400 mr makocaminy Ha mo0y
BiIIIOBiOHO.

locTaTHIX JaHUX LIOA0 BIAMIHU CYIyTHHOT'O IIPOTUEMIIENTUYHOI0 MEIUKAaMEHTO3HOI0 JIIKyBaHHA 3
METOI0 JOCATHEHHS YCIiXy 3aBOsKK MOHOTepaIllil JaKkocaMifoM HeMae.

dapmakoKkiHeTHKY Ta 0e3MeKy 3aCTOCyBaHHS OLHOPa30BOl HaBaHTaXKyBaJIbHOI JO3HU JTaKocaMify
BHYTPIIIHEOBEHHO 0yJI0 BU3HAUEHO Y 6araTolleHTPOBOMY BiIKPUTOMY HOCIiAKEHHI 3 METO0 OLIIHKI
Oe3neky i IepeHOCUMOCTI PANiTOBOI0 IT0YATKy 3aCTOCYBaHHS JIaKOCaMifly 3a LOIIOMOTO0I0 OfHi€l
HaBaHTaXXyBaJIbHOI 103U BHYTPilIHEOBeHHO (200 Mr BKIIIOYHO), a fali 2 pa3u Ha fo0y BHYTPIilIHLO
(110 exBiBaI€HTHO BHYTPIIIHBOBEHHIN [[031) K JOZATKOBOI Teparil y JOPOCIUX MAalli€HTiB BiKOM Bif 16
1o 60 pokiB i3 mapuiaJbHUMU CyAOMaMu.

dapmMaxkoKiHemuxka.

BcMOKTYBaHHA

JlakocaMif IIBUAKO i TOBHICTI0 BCMOKTYETHCS IiC/IS IPUKXOMY BHYTPIIIHBO. BiomOCTYIHICTD
nmakocaMiny y Tabnetkax ctaHOBUTEL Ipubnu3no 100 %. [Ticnsa npuiioMy BHYTPIIIHBO KOHIIEHTPALIis
HE3MiHEeHOTO0 JIaKoCaMify y Iyia3Mi KpoBi mBUAKO 36inburyeThes, C,,,, AOCITaeThcs yepes 0,5—4



ropguHu. JIikapchKi (OPMHU akocaminy TaOIeTKH, BKPUTI IITiBKOBOIO 0GOIOHKOIO, i CHPOII OpaIbHUM
€ 6i0eKBiBaJIeHTHUMH. [3Ka He BIJIMBA€ Ha MIBUAKICTE i CTYIiHb BCMOKTYBaHHS.

Posnmopin

O06’eM posmnopiny ctaHoBUTH npubnu3Ho 0,6 /KT, CTymiHb 3B’43yBaHHA 3 OiTKaMu I1JTa3MU KPOBI -
Menre 15 %.

BioTpaHcdopmarris

95 % mo3u BUBOOUTHLCS 3 CEUYEI0 Y BUTJISAMI TakocaMiny i meTabosiTiB. MeTa0os1i3aM makocaMigy
BHUBUYEHUU He MMOBHICTIO.

OCHOBHI CIIOJIyKH, III0 BUBOOSTLCS 3 CEYEI0, - Ile He3MiHeHu# Takocamin (mpubnusuo 40 % Big mo3u)
i ioro O-gecmetunoBuil MetadoiT (MeHIe 30 %).

YacTka monsipHoi ¢pakiiii y ceui (iMoBipHO, moxifgHi cepuny) craHoBuia npubausuo 20 %, mporTe ii
BUSIBJISJIN TUTbKH Y HEBEJTUKUX KiTbKOCTAX (0—2 %) y mma3Mi KpOBi JesKUX Malli€HTiB.
HeBenuka KifmbKiCTh iHIIMX MeTa0O0IiTiB, BUSIBIEHUX ¥ cedi, cTaHOBUTH 0,5—2 %.

In vitro gani noka3ywTs, mo CYP2C9, CYP2C19 ta CYP3A4 3paTHi KaTanilyBaTd YTBOPEHHS
O-mecmeTunMeTalboJIiTy, ajie PoJib OCHOBHOTO 3afiisTHOTO i30pepMeHTy He Oysia miATBepHAXKeHa in vivo.
KniniyHo 3Hauynmx BigMiHHOCTEX B €KCIIO3HUIIii TaKocaMify IIpU MOPiBHSAHHI H0T0 (papMaKOKiHETUKYU
B eKCTeHCHUBHUX MeTabomnizaTopiB (EM ocib i3 ¢pyukiionansaum CYP2C19) Ta noBinbHUX
MeTabomnizaTopiB (PM ocib i3 HegocTaTHicTIO pyHKIioHAanbHOr0o CYP2C19) He cniocTepiramocs.
Binbire Toro, mocmigxkeHHs B3aeMopil 3 omernpa3zosoM (iuribitopom CYP2C19) moBenu BigCyTHICTh
KJTIHIYHO 3HAUYIIUX 3MiH II71a3MOBOI KOHIIEHTpallil JakocaMify, 110 BKa3ye Ha MiHiMabHe 3HaYeHHS
ITbOTO MEeTa0O0IIYHOTO IIIAXY.

KonnenTpatnis O-mecMeTuioBoro MetabosmiTy y maa3mi KpoBi cTaHOBUTH Npubnu3Ho 15 % Bix
KOHIIeHTPallil Takocaminy. Lle#t ocHOBHUYM MeTaboJIiT He Ma€E BimoMol ¢papMaKoIOTiYHOI aKTUBHOCTI.

BuBengeHHs

JlakocaMif TOJTOBHMM YMHOM BHUBOJUTHCS i3 CHCTEMHOTO KPOBOTOKY IIJITXOM HHPKOBOI €KCKpeil i
6ioTpaHcdopMariii. [Ticyig mepopaabHOTO Ta BHYTPIIIHHOBEHHOT'0 BBEEHHS Pafi0OaKTUBHO Mi4eHOTO
nakocaminy mpubmu3so 95 % pafioaKTUBHOCTI OyJ10 BUSBIEHO y cedi Ta MeHIne 0,5 % — y kaii.
[lepion HamiBBUBENEHHS HE3MiHEHOT'O TiKapChKOro 3aco6y CTAHOBUTH IMIPUOIU3HO

13 rogun. ®apMakKoKiHeTHKa MMPOMOPIIiiiHa OO0 A03H, He 3MIHIOETLCS 3 YaCOM i XapaKTepu3yeThCI
HU3bKOI0 MiX- Ta iHTpaiHAMBimyanbHOI BapiabemnmbHicTo. [Ipu 3acTocyBaHHi 2 pa3u Ha Ho0y
PiBHOBaXKHi KOHIIEHTpAIlil y IJ1a3Mi KPOBi JOCATAIOTHCS MPOTATOM 3 OHiB. Kymynsmis
CYTIPOBOMXKYETHCS 30iNbIIIEHHSIM KOHIIEHTpAllii y 1m1a3Mi KpoBi mpubIu3Ho y 2 pasu.

3acToCcyBaHHS OOHOPA30BOl HaBaHTaXyBaabHOI 7031 200 MI HaGIMKae PiBHOBAXKHY KOHIIEHTPAIIiI0
JiKapchbKOro 3aco0y y m1a3Mi KpoBi 0 TaKoi, SKy MOXKHA IMOPIBHATH i3 3aCTOCYBaHHSIM JIiIKapChKOTO
3aco0y BHYTPILIHBO y mo3i 100 Mr 2 pa3u Ha mo0y.

dapmakokiHemuka 8 ocob.ausux 2pynax nayieHmia

Cratb



Kniniuni mocmigkeHHS MMOKa3asly, 10 CTaTh He Ma€ KITiHIYHO 3HAYYIIOTO BIIJIMBY Ha KOHIIEHTPAIIil0
JlaKocaMify y Ijia3mi KpoBi.

[TopyieHHS QYHKIIiI HUDPOK

3nauenHst AUC mns makocaminy 36inmbinyBanocs npubnu3no Ha 30 % y malieHTiB i3 mopymeHHsIM
GbyHK1il HUPOK CTabKOTO0 Ta cepegHboro cTymneHs, Ha 60 % y MaLli€HTIB i3 TIXKKUAM MOPYLIEHHAM
(GYHKIII HIPOK Ta y MallieHTiB y TepPMiHaIbHIY CTafil HUPKOBUX 3aXBOPIOBaHb, II10
noTpe0yioTh TeMopiaidy. IIpoTe 11i 3axBopioBaHHS He BINIMBAIOTh Ha C,,,.

JlakocaMiz eheKTUBHO BUBOOUTLCS 3 IIJIa3MU KPOBI IPU IPOBeeHHI reMofiani3y. Yepes 4 roguHu
remopianizy AUC makocaminy 3HMXKY€eThCs mpubau3no Ha 50 %. Tomy micns npoBefeHHs reMofiiani3y
PEKOMEHI0BaHO 36iMBIIUTH 03y TiKapCchKoro 3aco0y. Brnmue O-mecMeTumoBoro MeTaboiTy
3poCTae y KijlbKa pa3iB y MAIli€HTIB i3 CepefHiM Ta TAKKUAM MOPYIIeHHSIM (PYHKIIil HUPOK.
fAK1mo reMofiiani3 y MalfieHTiB i3 TepMiHANbHOIO CTafi€I0 HUPKOBOI HEJOCTATHOCTI He
IIPOBOJIMBCS, ITi 3HAUEHHS Oy7u MifBUIeHUMHU i 6e311epepBHO 3POCTAJIH, 1110 BUOHO 3
aHasi3iB, sIKi mpoBOAUIM IPOTATOM 24 TonuH. HeBimoMo, 4u 36ibIleHHS BIIUBY MeTa0oIIiTy
niKapCchKOro 3acofy y MallieHTiB i3 TepMiHalbHOI CTafi€l0 HUPKOBOI HEIOCTAaTHOCTI MOXKe
CIIPUYMHUTHU TIOSIBY ITOOIYHUX peakilii, mpoTe He Oysia BUSBIEeHa XK0oHa (hapMaKooTriyHa
aKTUBHICTh IIbOT'0 METaA0OJIITYy.

[TopyineHHa GVHKIII TeYiHKHA

Y marrieHTiB i3 mopyuieHHSIM QYHKIIII MeYiHKU CEPEemHBOro CTymneHs (Kmac B 3a mkamow Yainma-I1'10)
Oy710 BUSIBJIEHO IiABUINIEHY KOHIIEHTpallito Takocaminy (mpubnusno Ha 50 % Bume AUC,,,..).
[TigBUIIEHWH BIIIKB JTiIKAPCHKOTO 3aC00y YACTKOBO CIIPUYMHEHUY 3HUKEHOI0 QYHKITI€I0 HUPOK Y
TaIli€HTiB, sKi Opanu y4acTh Y OOCiXKeHHi. 3HMKEeHHS HeHUPKOBOTO KITipeHCY Y Malli€HTiB,
SIKi Opaiy y4acTh Y OOCTioKeHHi, cnpu4yuHumio 30inpienns 3HayeHb AUC nmakocaminy Ha

20 %. ®apMakKOKiHETHKA JIAKOCAMINY Y TALi€HTIB i3 TSXKKUMU NOPYIIEHHIMY QYHKII] TeYiHKY He
BHBYAJIACS.

[ManieHTH DiTHHLOI'O BiKY (Bim 65 poKiB

Y xopi mocifzKeHs, 10 IPOBOAUIIYN 3 YYACTIO KIHOK Ta YO0JIOBIKIB JIITHBOTO BiKy Ta BKJIIOYAJIU

4 marrieHTiB BikoM Bifm 75 pokiB, piBerb AUC ctanoBuB npubnu3Ho Ha 30 Ta 50 % OinbIne mopiBHSIHO 3
malieHTaMy MOJIOAOTO BiKY BifillOBigHO. Takuil pe3yabTaT YaCTKOBO CIPUYMHEHUM HU3bKOI Maco0
tina. IIs pisHuis cTaHOBUTh 26 % Ta 23 % BigmoBigHO IpH 3BeMeHil pisHuIl MacHu Tila. Takox
CIIoCTepirasocs 3poCcTaHHs BapiabenbHOCTI BIKMBY JTiKapPChKOTO 3ac0o0y Ha IMallieHTa. Y Xofi
ITLOT'0 OCITifI?KeHHs 6yJI0 BCTAHOBIIEHO, III0 Y MAIliEHTIB TITHLOTO BiKy HUPKOBUM KIIipeHC
JaKocaminy OyB Nuille TPOXU 3HUKEHUM.

3arasnmpHy 03y JiIKapChKOTO 3acoby He CJIif 3MEeHIIyBaTH, OKPIM BUIA[KIiB, KOJIH e IT0Ka3aHo
yepe3 3HUXKEHHSA QYHKIII HUPOK.

KniniuHi XxapakTepHCTHKH.

IToka3auHs.



4K momomiXKHa Teparis gjis JiKyBaHHS IapliaJlbHUX CYLOM, IO CYIIPOBOAXKYIOTHCS abo He
CYIIPOBOIXYIOThCSI BTOPUHHOIO eHepasti3ali€eto, y MalieHTiB BiKoM Bifi 16 pOKiB 3 eminernciero.

IIpomunoka3aHHsi.
linepuyTnuBIiCTh O Aif040i peuyoBMHYU ab0 [I0 MOIOMIXKHUX PEUOBUH.

AtpioBenTpukynspHa 6nokaga II abo III cTymeHs B aHaMHe3i.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

JlakocaMip ciifi 3acToCOByBaTH 06epekHO MallieHTaM, SKi OTPUMYIOTh JTiKapChKi 3aco0w, 1110
CIIPUYMHSIOTH ITOMI0OBXKEeHHS iHTepBany PR (BKIoYaioun nIpoTUeNinenTuyHi 1ikapchKi 3acodu -
6710KaTOpU HATPiEBMX KaHAaJIiB), Ta NallieHTaM, IKi OTPUMYIOTh aHTHAPUTMIi4Hi TiKapchKi 3acobu

[ xnacy. IIpoTe npu aHanisi y migrpynax y Xofi KIiHIYHUX OOCigXKeHb He 0yJ10 Big3Ha4eHO
MIOaTKOBOTO MTOIOBXKEHHS iHTepBany PR y xBopux, sKi 0qHOYACHO MpUiMay TakocaMi y Kombinatii
3 KapOaMa3seniHoM ab0 TaMOTPULOKUHOM.

[MaHi in vitro

3arasbHi pe3ynabTaTi AOCIiIXKEHb CBiAYaTh IPO HU3bKY BipOTigHICTH B3a€MO[Iil TaKOCaMify 3 iHIIUMU
JiKapchKUMU 3acobamu. [JocmifzKeHHS in vitro 0Ka3yloTh, 0 JlakocaMif He iHAyKye (pepMeHTH
CYP1A2, 2B6 ta 2C9 ta He npuraiuye CYP1A1l, 1A2, 2A6, 2B6, 2C8, 2C9, 2D6 ta 2E1 npu
TaKUX KOHLIEHTPALIIAX Y IIJTa3Mi KPOBI, II[0 3aCTOCOBYBAJIX y X0l KITIHIYHUX NOCIIiIKEHE.
IocmimKkeHHs in vitro mokKasay, 1110 JIaKocaMifl He TPAHCIIOPTYEThLCS P-TIiKompoTeiHoM y
KUIIeYHUKY. In vitro gaHi ceiguats, mo CYP2C9, CYP2C19 ta CYP3A4 3pmaTHi KaTasnidyBaTu
yTBOpeHHs O-mecMeTUnMeTabomiTy.

ITaHi in vivo

In vivo MakocaMifi He IpuUTHiuye Ta He iHAyKye pepmenTr CYP2C19 ta 3A4 KITiHIYHO 3HAYYILIUM
YHUHOM.

Jlakocawmip He BrnuBaB Ha AUC mima3onamy (Metabonizyetbes 3 yuacTio CYP3A4, makocamifn
3acTocoByBanu y 0o3i 200 Mr 2 pa3u Ha go0y), ane C,,, Mifa3onaMy Oya Jemo miIBUIIIEHO0
(30 %). JTakocamin He BIIHBaB Ha (hapMaKOKiHETHKY OMenpa30y (MeTaboi3yeThCs 3 y4acTIio
CYP2C19 ta 3A4, nakocamin mpuimany y mo3i 300 Mr 2 pa3u Ha gooy).

Iuribitop CYP2C19, omenpa3zon (40 mr 1 pa3 Ha fo0y), He 3yMOBJIIOBaB KJIiHIYHO 3HAYYIIUX 3MiH
eKCno3ulil TakocaMify. TakuM YMHOM, MaJIOMMOBIpHO, 110 TOMipHO MOTYXKHi iHri6iTopu CYP2C19
BIIJIMBATUMYTh Ha CUCTEMHY €KCIIO3HIIif0 JTaKOCaMify y KIIiHIYHO 3HAYyIIOMYy 00Cs3i.

PekomeHOyeThCST 3 00ePEeKHICTIO OMHOYACHO 3aCTOCOBYBATH MOTYXHi iHribiTopu CYP2C9
(nanpukiag, ¢pnykoHa3on) ta CYP3A4 (Hanpukiaf, iTpakoHa30J, KETOKOHA30J1, pUTOHABIp,
KJIQapPUTPOMILIMH), 1110 MOK€e IIPU3BOOUTHU 10 3POCTAHHSA CHCTEMHOI €KCII03uIlil 1akocamiay. Taki
B3a€EMOJil He BCTAHOBJIEHO in Vivo, ajie IXHS iMOBipHICTh I'PYHTYETLCS Ha in Vitro maHUX.

[TotyxHi iHOyKTOPU (pepMEeHTiB, Taki K pudamminus abo 3Bipobiit (Hypericum perforatum), MOXYyThb



CIPUYMHUTH IIOMipHE 3HUKEHHS CUCTEMHOI eKCIT03uIlii Takocamify. Y 3B’I3Ky 3 LM IIPH
npu3HavYeHHi noxibHuX miKapchkux 3aco6iB abo ixHil BigMiHi ciig 6yTu 06epexkHUMMU.

[TpoTHeninenTuyHi JIiKapchbKi 3aco0u

JlakocaMif He CIIpUYMHSB iCTOTHUX 3MiH KOHIIEHTpAalli# KapbaMa3eIiHy Ta BaJbIIPOEBOi KUCTIOTH Y
n1a3Mi KpoBi. Y cBOI0 uepry, Kap6aMaseliH Ta BaJbIIPOE€Ba KUCIOTA He BIJIMBAJIU Ha PiBeHb
JlaKocaMify y mia3Mi KpoBi. 3a maHUMU (papMaKOKiHETUYHOTO aHaJIi3y MOMYJIllil, CyIyTHS Tepallis
IHIMMMY TPOTHENiNeNTUYHUME 3aco0aMHu, 10 iHAYKYIOTh hepMeHTU (KapOaMa3eminoM, GeHiTOIHOM,
benoOapbiTanoM y pi3HUX 003aX), 3HUKYBaJa 3arajbHy CUCTEMHY €KCIIO3HIIi0 Takocaminy Ha 25 %.

[lepopanbHi KOHTPALIENITUBU

Y mocnigxeHHi B3a€EMOIil He BUSIBIEHO O3HAK KJIiHIYHO 3HAYYIIOl B3aEMOZI] MiX JIaKOCaMifioM i
IIepopaIbHUMK KOHTPAIleIITHBAaMU €TUHINeCTpadionioM i meBoHoprecTpenoM. KoHneHTparril
IIPOTEeCTEPOHY He 3MiHIOBAJIACS IIPU CYyMICHOMY 3aCTOCyBaHHI JIiKapChbKuX 3aco0iB.

[H1mi

JlakocaMif] He BIIJIMBaB Ha (papMaKOKiHETHKY OUTOKCHHY. KTiHiUHO 3Ha4yII0i B3a€MOil JaKocaMiny
Ta MeT(HOPMiHY He BUSIBIIEHO.

OpHoYacHe 3aCTOCyBaHHS Bap(daprHy 3 1aKocaMifoM He BUSBUIIO KITIHIYHO 3HAUYIIUX Pe3ybTaTiB Y
(dapMakokiHeTHIi Ta apMaKOAMHAMIlLi BapdpapuHy.

Xouya (papMaKOKiHETHYHI IaHi I0JI0 B3aEMOI1 TaKOCaMifly 3 aJIkoroJjieM BifICyTHi, He MOXHa
BUK/IIOUUTH (hapMaKOOUHaMidHUY e(eKT.

Crtyninb 3B's13yBaHHS JlakocaMiny 3 Oiikamu Hu3bKa i cTaHOBUTEH MeHIe 15 %. ¥ 3B’43Ky 3 IuM
KJTiHIYHO 3HA4ylla B3a€MOIisd 3 iHITMMH JTiKapChKUMH 3ac0o0aMHu, I10 3B’SI3YIOThCS 3 OiTKaMu
KPOBI, MaJIOMMOBIpHA.

Oco06.1ueocmi 3acmocyeaHHsi.

3anaMOpOYeHHS

JIikyBaHHS TaKOCAMIIOM CYIIPOBOMXKYETHCS 3aIaMOPOYEHHSIM, 1[0 MOXKe IPU3BECTH [0 30iTbIIeHHS
YaCTOTU BUNAAKOBUX YIIKOIXKEHD Ta MTafiHb. TOMY IAI[i€HTIB CIIif IOIEePEIUTH IIPO MOXKJIUBUN BIIJIUB
IpernapaTry Ta peKOMEeHOYEThCS OyTH 00epeKHUMH.

CeplieBMU PUTM Ta OPOBIOHICTh

Y xopi KIIiHIYHUX AOCIIAXKEHD Bij3HAYaJIX 10303aJIeXXHy [IPoJIoHTaLio inTepsany PR mif yac
IpuioMy j1akocaMiny. JlakocaMif CTifi 3aCTOCOBYBaTH 3 00€pekKHiCTIO MallieHTaM i3 BifoMuUMU
IIPOAPUTMIYHUMU CTaHAMM, TAKUMHU SK ITOPYIIEHHS CepLeBOl MPoBifHOCTI abo cepito3Hi cepiiesi
3aXBOPIOBaHHA (HaMpUKIag, ilmeMie/iHdhapKToM MioKapAa, CEPIEeBO0 HEOOCTATHICTIO,
CTPYKTYPHUMHU 3aXBOPIOBAHHSIME CepIls a00 MMaToJIOTie€l0 CeplieBUX HaTPieBUX KaHaiB) abo Tofi, Komu
NallieHTH IPUIMalOTh JTiKapChKi 3aco0u, 1110 BIIMBAIOTh Ha CEPIIEBY IIPOBIAHICTh, BKITIOYAIOUU
aHTHAPUTMIiYHi 3ac0o0M Ta MPOTHUEMiNIeNTUYHi 3aco0u - 6I0KaTOPU HAaTPi€BUX KaHAJIiB, & TAKOXK



malieHTaM JIiTHbOTO BiKY.

Y nnare60-KOHTPOIbOBAHUX JOCIIIXKEHHIX JJaKocaMify 3 y4acTIo MallieHTiB 3 eliJiencieio He
nmoBigomsinu mpo Gibpunsuiio abo TPIMOTiHHSA Nepefcepab, ONHAK TaKi IMOBiIOMIIEHHS HAAXOOUIIH TIif
Yac BigKPUTHUX JOCIiAXKEHb IIPU eIIiNiencii Ta ¥ X04i TOCTPEECTPAIiHOTO0 MOHITOPHHTY.

[Tig 9yac mocTpeecTpalitHoro MOHITOPHUHTY IMOOIYHUX SIBUILl HAAXOOUIIM TIOBiIOMIIEHHS TIPO
aTPiOBEHTPUKYIISIPHY 610Kamy APYroro abo BUILOTO CTYIMeHs. Y MallieHTiB 3 TPoapuTMiYHUMU
CTaHaMU ITOBIJOMIISIM IIPO IITyHOYKOBY TaXiapuTMilo. 3pifKa Ii BUTagKu IPU3BOAUIIN 10 aCUCTOIl,
3YNMUHKU cepiist abo JeTanbHOr0 HACIIKY V MallieHTiB 3 BiTOMUMU IPOAPUTMIYHUMM CTaHaMHU.

[TarienTiB HEOOXIMHO 03HANOMUTH i3 CUMIITOMAMHK CEPIIeBOl apUTMil (HallpUKJIIak, IOBiIbHUHT,
MIBUIKUY a00 HEPETYIISIPHUYN MyJIbC, IIPUCKOPEHE CeplieOUTTS, 3agulllKa, CIUTyTaHicTs abo BTpaTa
cBigomocri). [TanierTam cif HeraiiHO 3BEPHYTUCS 3a MEOUUYHOK JOIIOMOTOI0 y pa3i OSABU TaKuX
CHUMIITOMIB.

CyiHI/IﬂaﬂbHe MUCJIEHHS Ta IIOBEIiHKA

CyiuupanbHe MUCIEHHS Ta MOBeMiHKa CIOCTepiranucs y MalieHTiB, IKi OTpPUMYBaIn
IIPOTHEMINIENITUYHI JTiKapChKi 3aco0M Ipu pi3HUX 3aXBOPIOBaHHSAX. MeTaaHai3 paHoOMi30BaHUX,
m71are00-KOHTPOIbOBAHUX KITIHIYHUX OOCTIIXKEHb IPOTHEIIIENITHYHUX JTIKapChbKHUX 3aC00iB TaK0XK
IIPOIEMOHCTPYBaB He3HauHe 30i/bIIeHHs PU3UKY [IOSIBU CYil[MAaIbHOT0 MUCJIEHHS Ta IIOBEiHKHU.
MexaHi3M 1IbOTO PU3UKY HEBiIOMUY, a HasgBHi faHi He BUKJII0YAIOTh MOXKJIMBOCTI 30ibIIeHHS PUIUKY
IIpX 3aCTOCYBaHHI J1aKocaminy.

TakuM 4MHOM, CJIi KOHTPOJIIOBATH IOSIBY Y MAIliEHTIB 03HaK CYilMAATbHOTO MUCIIEHHS Ta IOBEHiHKA
Ta IpU3Ha4aTH, y pa3i HeoOXigHOCTI, BifmoBigHe nikyBaHHS. CIlig peKOMeHAYyBaTH IallieHTaM (Ta
ocobaM, sKi 3OifiCHIOIOTH HATJISA 3a HUMH) V pa3i M0osBU 03HaK CYIIUAaJbHOTO0 MUCJIEHHS Ta
IIOBEMiHKK 3BEPTATHUCA 3a IIOPA0I0 [0 IiKaps.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BariTHicTb

Pusuk, nog’sizaHultl 3 enisenciero i 3acmocysaHHAM npomuenijienmuyHux 3acobie 3a2anom: y
HOBOHaPOIXKEHUX AiTel, MaTepi SKUX OTPUMYIOThH JIIKyBaHHS Biff eIijencii, 4acToTa BPOIXKEHUX Bafl
2—3 pa3u BHUIIA, HiX y 3arajbHill monymnsiii (mpubnu3no 3 %). [oniTeparis BariTHAX XiHOK
CYIIpOBOAXKYyBasacs 30ibIIeHHSIM YaCTOTH BPOAXKEHUX BaJ Y AiTel, MpoTe 3aluilaeThCs
HEe3PO3yMINIUM, SIKOI0 MipOIo Iie TOB’sI3aH0 3 JiKyBaHHSIM Ta/a00 3 caMUM 3aXBOPIOBAHHSAM. Binbiie
TOTO0, Y IIepPiof BariTHOCTI He CJIif TepepuBaTi e(heKTUBHY IPOTUENINIENTUYHY Tepallilo, OCKiTIbKI
TIOTipIIIeHHST XBOPOOU MOXKe MaTu CepH03Hi HACTIOKY K OIS MaTepi, Tak i M mioaa.

Pu3suk, no8’sizaHutl i3 3acmocy8aHHAM AdKocaMidy: HeMa€ BilITOBIMHUX MAHUX OO0 3aCTOCYBAHHS
JlakocaMifly BariTHUM XiHKaM. [loC/IiiKeHHs Ha TBapuHax (Lypax Ta KpoJisix) He BUSBUIN
TepaTOreHHUX eheKTiB Ipemnapary, aje CIocTepiranach eMOPiOTOKCUYHICTh TPU BBEEHHI IpemnapaTy
y MaTepPUHCHKUX TOKCUYHUX [03aX. MOXKIUBICTh PUIUKY A/ TIOOUHYU HeBifoMa. Jlakocamifg He CIif
3aCTOCOBYBATH BariTHUM XKiHKaM, 3a BUHSITKOM BUITAKiB, KOJIM JIiKyBaHHS HeoOXimHe (SIKIIO KOPUCTh
IUISL MaTepi SBHO IIePEeBUILyE MOXKJIUBUY PU3UK [AJIA IIJI0fa). fAKINO XKiHKa MJIaHYE BariTHICTh, TO
HeoOXiTHO peTeNIbHO 3BaXKUTH HOLIBHICTh 3aCTOCYBAHHS 1IbOTO IIperapary.



['onyBaHHA TPYOOI0

BimoMocTel 1110710 €KCKpellil TakocaMifly y TpyiHe MOJIOKO HeMa€. PU3UK [Ji1 HOBOHAPOAKEHUX/IiTen
TPYOHOTO BiKy He MOxKe OyTH BUK/IIOUeHUH. [[OCTimKeHHS Ha TBApPUHAX MiATBEPOUIH, 1110 TaKocaMis
IIPOHUKAE ¥ TPyIHE MOJIOKO. K 3aCTepexXHUU 3axif CIifg IPpUNUHUATYA TOOYBaHHS T'PYAMI0 Ha Iepion
JIIKyBaHHA JIaKOCaMiIOM.

QepTUNLHICTD

HebaxaHi gBuina mono GepTUIbHOCTI Ta PEIPOAYKTUBHOL (PYHKIIII cCaMOK Ta CaMIIiB IIypiB He
CrocTepiranucs mpu go3ax, KOJIM BMICT PeYOBUHH Y mya3Mi KpoBi (AUC) npu6nusHo y 2 pasu
Oinpimmi, HixK AUC mma3Mu KpOBi JTIONWHY IIPU 3aCTOCYBaHHI MaKCUMAaJTbHOI PEKOMEHI0BAHOI HO3H.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

JlakocaMmin He3HaYHUM a60 MMOMipHUM YMHOM BIIJIMBAE Ha 3IaTHICTh KepyBaTu aBTOMOOimeM abo
KOPUCTYBATHUCSA CKIAAHOIO TeXHiKO010. JIiKyBaHHS IIUM IIpPerapaToM CYIIPOBOAKYBAIOCS PO3BUTKOM
3armaMopo4eHHsT abo 3aTymMaHeHHs 30py. BifmoBigHo, malieHTaM He pEKOMEHOYEThCST KEpyBaTH
aBToMOoOGineM abo mpallfoBaTH 3i CKJIafHOIO TeXHIKO0I0, IOKX He Oyfe 3’sicoBaHa iHAMBimyanbHa
peakllid nali€eHTa Ha IPUKUOM JaKocaMify.

Cnoci6 3acmocyeaHHss ma do3u.

Jlikapcekuii 3aci6 Jlako3aM” 3aCTOCOByBaTH 2 pa3u Ha fo0y (3a3Buuaii 1 pa3 BpaHmi Ta 1 pa3s
BBedepi). AKIIo J03a MponylleHa, HalieHTOB CJIif peKOMEHAyBaTy MPUUHSTH IIPONYILIEHY
[03y HEBIOKIaAHO, a Hafjasll IpuiMaTH HaCTYIIHY [03Yy JaKocaMifly y 4ac BigIOBIZHO OO
PEeXUMY 3aCTOCYBaHHS. fKIIO MALiEHT IIOMITHUB, 110 A03a IPOIYyIeHa, IPOTAroM 6 TOOUH 00
3aCTOCYBaHHS HACTYITHOI MO3M, HOMY/I{ CIIii peKOMEeHOyBaTH 3a4eKaTH i IPUUHSITH
HaCTYIHY 403y JIaKoCaMify BIAIIOBIAHO [0 PEXUMY 3aCTOCyBaHH. [lalieHTV He TOBUHHI
[IpUMMaTHU OABIUHY [03Y.

PekoMmeHmoOBaHa Io4YaTKOBa [03a CTaHOBUTH 50 Mr 2 pa3u Ha noOy. Yepe3 1 TUXKIOEHb HO3Y CIIif
301IBIIMTY [0 TOYATKOBOI TepamneBTHYHOI 7031 100 MT 2 pa3u Ha mo0y.

3ajIe’kHO Biff TepamneBTUYHOI BifITIOBii Ta MepeHOCUMOCTI MiATPUMYI0YY 003y MOXKHA J0aTKOBO
HiABUIIUTY 3 TUKHEBUM iHTepBanoM 1o 50 Mr gBiui Ha o0y (100 Mr Ha moOy) 4O MaKCHMMabHOL
pexomeHgoBaHO1 1060801 go3u 400 mr (200 Mr faBidi Ha KOOY).

IToyamok aiky8aHHA AAKOCAMIOOM 3 HABAHMANCYBAAbHOI 003U

3acToCyBaHHS IIpenapaTy TakKOXK MOXKHA PO3NIOYaTH 3 OJHOPA30BOi HABAHTAXKYBaIbHOI 103U -

200 Mr, Hapani, npubnIu3Ho Yepe3 12 romuH, 3aCTOCOBYBATH MigTpuMyoouy mo3y 1mo 100 mr
2 pa3u Ha 0oy (200 mr/moby). [Tomanbiry KOpeKIlito o3u CITif TPOBOAUTH BifMOBIAHO 0O
iHOMBigyanbHOI BifTIOBiMi Ta TePEHOCHMOCTI, SIK OIMCcaHo Bullle. HaBaHTaxXyBalbHY H0O3Y
MOXKHa 3aCTOCYBaTH ITallieHTaM y BUIIa[KaX, KOJIU JIiKap BBaXKae, 110 IIBUKE NOCATHEHHS
CTiKOl KOHIIEHTpAllil TaKocaMifly y IiJla3Mi KpPOBi Ta TepaneBTUYHUN e(heKT rapaHTOBaHi.



BBegeHHs npenapaTy HeoOXigHO 3AiMCHIOBATH IIifl HATIAMOM JIiKaps 3 ypaxyBaHHIM
MOXKJIMBOCTI MiIBUIIIEHHS YaCTOTH CEPHO3HUX CEPLIEBUX apUTMiil Ta MOOIYHUX peakiiil 3
00Ky LIeHTpaIbHOI HEPBOBOI cucTeMu (OuB. po3Mmin «ITobiuHi peakiiii»). BRegeHHs
HaBaHTaXKyBaJIbHOI 031 He 0yJI0 BUBUEHO IIPU TOCTPUX CTaHaX, TaKUX AK €MiIeNITUYHUN
craryc.

IIpunuHeHHA 3aCcMOCYBAHHA

BipmoBigHO 0O cy4yacHOI KITiHiYHOI MPaKTUKY BiIMiHSATH NTiKapChbKuM 3acib JTako3am® PEKOMEHAYETHCSA
TIOCTYTIOBO (3HMKYI0UM 03y Ha 200 MT Ha TUXKAEHD).

[l71s mallieHTiB, y IKUX PO3BUBAETHCS CePHO3HA CeplieBa apUTMis, C/Iil BUKOHATHU KJIiHIYHY OL[IHKY
KOPHCTIi/pU3UKY Ta IPU HeOOXiMHOCTI BiAMiHUTH IaKocaMi,.

Ocobaugi nonyasauii

3acTOCYBAHHS OAIliEHTAM JIiTHLOT'O BIKV (Big 65 POKiB

[TanieHTaM JiTHLOTO BiKy 3HUKEHHS 03U He NMOTPiOHe. [[0CBiA 3acTOCyBaHHA JIaKOCaMifly nalieHTaM
TITHBOTO BiKY 3 eminernciero o6MexeHui. [[1s malieHTiB JTiTHROTO BiKy HEOOXiTHO BpaXOByBaTH
MOXKJIUBICTb BIKOBOT'O 3HUKEHHSI HUPKOBOI'0 KJlipeHcy 1 nigsuiiieHHs pisHga AUC (guB. po3ninu
«3acToCyBaHHS MallieHTaM i3 mopylIeHHAM (QyHKIIl HUPOK» Ta «DapMaKOKiHETHKa»).

3aCTOCYBaHH IAIliEHTaM i3 DOpPVIIEeHHIM QVHKITI HUPOK

[TamieHTaM i3 TerKuM IOpPyIIeHHAM QYHKIII HUPOK ab0 MOMipHUM MOPYIIEeHHSIM QYHKIII HUPOK
(xkmipeHc kpeaTuHiny > 30 MJI/XB) KOPEKIIisl 031 He MOTPiOHA.

IIns mamieHTiB i3 merkuM abo IOMipHUM MOPYIIEHHSM (QYHKITI HIPOK MOXK/IMBE 3aCTOCYBAHHS
HaBaHTaXyBa/bHOI 03u (200 MT), aje Hafgami TUTpyBaHHS go3u (> 200 Mr Ha moby) ciin
IIPOBOAUTH 3 00epexkKHiCcTI0. [[J1s1 XBOPUX i3 TAKKOI0 HUPKOBOIO HEIOCTATHICTIO (K/IipeHC KpeaTUHIiHY
< 30 mMn/xB) Ta OJ1s MAli€HTIB i3 TepMiHaIbHOIO CTafli€l0 HUPKOBOI XBOPOOU PEKOMEHAYETHCS
MakcHMaJbHa f03a 250 Mr/mo0y. TakuM malfieHTaM TUTPYBaHHS OO3U CJIifl TPOBOOUTH 3
o0epexkHicTI0. AKII0 TPU3HAYeHO HaBaHTaXyBaJIbHY 003y, OMHOPA30BY ITOYATKOBY MO3Y -
100 Mr uHa mo0y, 3 HAaCTYIMHUM 3aCTOCYBaHHSM 110 50 Mr 2 pasu Ha J06y CJIif 3aCTOCOBYBATH
IIPOTATOM MEPIIOTr0 TUXKHS.

[TamienTam, gKi 3HAXOOATHCA Ha FeMOfiali3i, peKOMEeHIYEThCS BBECTU JOAATKOBO 10 50 %
posmnopineHoi qo6oBoi fo3u 6e3mocepenHbO ¥ KiHIl mpolenypu. JIiKyBaHHS XBOPHUX i3 TepMiHAIbHOIO
XBOP000I0 HUPOK CJIif] IPOBOAUTH 00€peKHO, OCKIIbKY KITIHIYHKN JOCBIMl 3aCTOCYBaHHS IIpenaparTy
TAKHM TAI[iEHTaM HEeBEIMKUM i MOXKITMBe HAaKOMMYEHHS MeTaloJIiTy, 1110 He Ma€ BimoMoi
(hapMaKoI0TiYHOl aKTHBHOCTI.

3acTOCyBaHHA IAllicHTaM i3 DOPVIIEeHHIM (QVHKIII IeYiHKU

[TamieHTaM i3 nerkum abo MOMIipHUM MOPYIIeHHSM GYHKIIIl Ie4YiHKY PeKOMEHIYEThCS MaKCUMallbHa
mo3a 300 Mr/mo0y.

TuTpyBaTi 703y TaKUM MalliEHTaM CJIif 3 06epeXKHICTI0, BpAXOBYIOYH MOKIIMBICTb CYITyTHHOTO
TIOPYIIEeHHS QYHKINI HUPOK. 3aCTOCYBaHHS HaBaHTaXKyBaJsibHOI mo3u (200 MI') MOXKJIMBE, ajie Hafalli
TATPYBaHHA 034 (> 200 mr Ha moOy) cniim mpoBoauTH 3 00epekHiICTI0. PapMaKOKiHETHKY



JlaKocaMify He BUBYaJIM y TALi€HTIB i3 TIXKKUMU MOPYLUIEeHHAMU QYHKIN1 nevyinku. Jlakocawmin ciif
IpU3HayvaTH MallieHTaM i3 TIXKKAM NOPYLIIeHHIM (DYHKIII TeYiHKY uile y pa3i, K10 09iKyBaHa
TepaneBTUYHA KOPUCTH IIePEBUIIyBaTUME MOXKIIUBI pU3UKKU. MoXKe BUHUKHYTU HEOOXigHICTh ¥
KOPEKIIil 03U 3a pe3yIbTaTaMyé PETEIbHOI0 CIIOCTEPEXXKEHHS 3a aKTUBHICTIO 3aXBOPIOBaHHSA Ta 3
OTJIAMAY Ha MOTEeHIilHI Mo6iuHi edeKTH y malieHTa.

3aCTOCYBaHHA OITAM

[TpemapaT He peKOMEHAYETLCS IPU3HAYaTH AiTAM BiKOM [0 16 poKiB, OCKinbKu O€3MeEKy Ta
e(peKTUBHICTh IIpenapary y LUX BiKOBUX I'Pylax He BUBYAH.

Cnocib 3acTocyBaHHSA

Jlakocamip, TabmeTKu, BKPUTI ITiIBKOBOIO 000I0HKOI0, IIPU3HAY€EHi [ TepopalbHOro 3aCTOCYBaHHS.
JlakocaMig MOXKHa IIpUUMaTH He3aJlexKHO Biff IPUMOMY 1XKi.

Himu.

3acTOCOBYBATH ITpemnapaT AiTSM BikoM 70 16 poKiB He peKOMEHYEThCS, OCKiMbKY Oe3MeKY Ta
e(eKTHUBHICTh Ipenapary y I1X BiKOBUX rpyIax He BUBYAJIH.

Ilepedo3yeanns.

CumMnToMu

CuUMITOMH, SIKi CIIOCTEPIraloThCS MiCIg BUMAAKOBOr0 a0 3yMHUCHOT0 ITepefo3yBaHHs
JlakocaMifly, B mepiiy 4epry nos’s3aHi 3 LIJHC Ta LiyTyHKOBO-KUIIIKOBUM TPaAKTOM.

KniniyHo 3HaUyIIMX BigMiHHOCTE! MiXK THIIOM MMOOIYHUX Peaklli, 0 CIIOCTEPIraaucs y MallieHTiB
y xopi 3actocyBaHHs 103 noHan 400 mr i mo 800 mr, Ta mobiyHuX peakiiiyl y malieHTis, sSKi
3aCTOCOBYBaJIU TepalleBTUYHI N03U JlaKocaMifly, He Bii3Ha4asiocs.

Peaxuii, mpo siki moBigomnsnu micns mputiomy moHan 800 Mr, - 3amaMopoyYeHHs, HYO0Ta,
OmtoBaHHS, CyOOMHU (TeHepali3oBaHi TOHIKO-KJIOHIYHI CyooMHU, elieNTUYHUM cTaTyc). Takox
CIIOCTEpIiraaucs MOPYILIeHHS CEPIeBOl MIPOBIAHOCTI, IIIOK Ta KoMa. [ToBiZoMIsIIu Ipo
JleTajibHi BUIIAAKU Y MALi€HTIB MiCJIs TOCTPOr0 OOHOPA30BOr0 IIepefo3yBaHHs (IpUoM
IOEeKITbKOX TpaMiB JaKocaMify).

JIiKkyBaHHA

Crnenudivnoro aHTUOOTY IIPU Ilepeo3yBaHHi JakocaMiny He icHye. JIikyBaHHS ITepefo3yBaHHS
BKJ/II0UA€ 3arajibHi MiATpUMYI0di 3aX0[1 i Ipu HEOOXiAHOCTI remMopiaria.

ITobiuni peakuii.

Basyioounch Ha aHaJi3i y3araapbHEeHUX pPe3yIbTaTiB IIale00-KOHTPOIbOBAHUX KITIHIYHUX JOCITIIXKEeHb
SIK JOIOMikHOI Teparii, B sKuX 6panu yuyacts 1308 malrieHTiB 3 maplianbHUMM Hamagamu, 6yio



BCTAHOBJIEHO, 110 61,9 % mallieHTiB, paHOOMi30BaHUX y TPYIy JakKocaminy, Ta 35,2 %
NallieHTiB, paHIOMi30BaHUX y TPYyNy Ianebo, Maay moHaliMeHIne 1 no0iyHy peakiiiio.
HaitvacTtimumu nobivauMy peakitismu (= 10 %) mpu 3acToCyBaHHI Takocaminy Oymu
3araMOpOYeHHS, FOJIOBHUY 0ifib, Hy[lOTa Ta AUIIONis. BoHU 3a3Bru4all Oyiu HE3HAaUHUMU
abo momipHO BupaxeHuMH. [1osiBa IesKUX 3 HUX OyJia [0303a/Ie3KHOI0 i 3MEHIIIEHHS N03U
npernapaTy MPU3BOAUIO [0 iXHBOTO MOJermenHs. YacToTa Ta TIXKKIiCTh MOOIYHUX peakilii 3
00Ky LieHTpaIbHOI HEPBOBOI CUCTEMH Ta IIIYHKOBO-KUIIKOBOTO TPAKTY 3araaiom
3MEHIIYBaJIUCs Yepe3 OesKUU Yac.

3acTocyBaHHS Mpemnaparty y KIiHIYHAX JOCTiIXKEeHHIX P M0sBi Mo6iuHux edekTiB Oy0 ITpUIUHEHO
y 12,2 % Bunagkis nopiBHSHO 3 1,6 % mpu 3acTocyBaHHi mnane6o. HaliyacTiie TpuanHO0
IPUIMHEHHS KYPCY JIIKyBaHHS JlakocaMigoM 6yJio 3aiaMOpOYeHHs.

YacroTa nobiuaux peakiii 3 00ky LIHC (Takux SIK 3allaMOPOYEHHS) MOXKE ITigBUIITYBATUCS ITiCIIsS
3aCTOCYBaHHST HaBaHTaXKyBaIbHOI TO3H.

Huxue HaBemeHi mobiuHi peaxiiii, 1o Oyu BUSBIIEHI Y XOMi KITIHIYHUX [OCTIIXKEHb Ta
IIOCTPEECTPAIiHOT0 MOHITOPUHTY MOGIYHUX peakiriii. YacToTy moOiYHMX peakilii OIiHIOBAIA TAKUM
YyuHOM: myxKe 4acTto (= 1/10), gacto (= 1/100 mo < 1/10), HewacTo (= 1/1000 mo < 1/100), HeBigoma
yacToTa (He Moxe OyTH OlliHeHa 3a HasBHUMM [laHUMH). Y KOXKHil rpymni nobiuHi peakilii HaBegeHi y
TIOPSIOKY 3MEHIIEeHHS IXHiX IPOSBIB.

3 6oky kposi ma aimpamuyHoi cucmemu: HeBijoMa 9acTOTa - arpaHyJIOLHUTO3 .

3 6oky iMyHHOT cucmemu: HEYACTO - MeJUKaMeHTO3Ha TilepyYyT/IMBICTh ; HeBiToMa 4acToTa -
MeJUKaMeHTO3Ha peakllis 3 e03MHOQITiE€I0 Ta CHMIITOMaMy YpaXkeHHS Pi3HUX CUCTEM OPTaHiB,
(DRESS)"

3 6oky Hepeosoi cucmemu: [IyKe 4acTo - 3allaMOPOYEHHS, TOJIOBHUMU 0iJlb; 4aCTO - MOPYIIEHHS
piBHOBaru, MOPyILIeHHS MaM’sATi, KOTHITUBHUAU PO37af, COHIUBICTh, TPEMOD, HiCTarM,
TirnocTe3sis, IU3apTpif, IOPYIIEeHHS YBary, lapecresis; HedacTo - HerI/ITOMHiCTBZ,
TIOPYILIEHHs KOOPAMHAIIIl; HeBiJoMa 9acToTa - CyJIOMH .

ITcuxiuHi nopyweHHA: 9acTo - Jelpecis, CTaH CIIyTaHOl CBiIOMOCTI, 6e3COHHS'; HEYACTO - arpecis,

1

aXkuTalis', edpopuIHU HaCTpiﬁl, IICUXOTUYHHI Po3af, copoba caMory6cTsa’, cylnuaaabae

MPCJIEHHS, TaJTIONMHALIl .
3 60Ky opzaHis 30py: myKe 4acTO - TUIIJIONIS; YacTO - 3aTYMaHEeHHS 30py.

3 60Ky opeaHia cayxy ma eecmubyA5pHO20 anapamy: 4aCTO - BEPTUTO, IIIyM y ByXax.

3 60Ky cepus: HEYACTO - aTPiIOBEHTPHUKYISIPHA 6H0Kana1'2, 6panukapmia"’, Gibpunsmnia
nepencepab”’, TPIMOTIHAA Hepefcepas ’; HeBioMa YacToTa - IUTYHOYKOBa TaxiapuTMis .

3 60Ky W/IYHK0BO-KUWKO0B020 mMpakmy: OyXKe 4acTo - Hy4oTa; 4acTo - OJII0BaHHS, 3a1op,
MeTeOopHU3M, AUCIIENCis, CyXiCTh y POTIi, Aiapes.

3 6oky eenamobiniapHoi cucmemu: He4aCTO - BIAXUJIEHHS Biff HOPMHU (QYHKITIOHATBHUAX
1

IIOKA3HUKIB IEYiHKK -, miBUINEeHHS Ne4uiHKOoBUX GepMeHTiB (> 2 X BMH)'.



3 60Ky wWKipu i niOWKipHUX MKAHUH: YACTO - CBEPOiXK, BUCUIIAHHS ; HEYACTO - AHTiIOHEBPOTUYHUM

Ha6pHK1, KpOl‘II/IB'HHKal; HeBijoMa YacTOTa - CHHIPOM CriBeHca-I3KOHCOHA', TOKCHYHUI
elifepMaibHKI HEKPOTIi3'.

3 60Ky ckesemHo-M’ 30801 cucmemu ma cnoAYyYHOi MKAHUHU: 9aCTO - M'SI30BUM CITa3M.

3azanbHi nopyweHHA: 9acTo - MOPYLUIEHHS XOO¥, acTeHis, MiABUILIEHA BTOM/TIOBAHICTb,
OPaTiBIUBICTh, BIQUYTTA CII'IHIHHA.

Tpasmu, ompyeHHA Ma YCKAAOHEHHA npouedyp: 4acTo - MafiHHsA, TPIIWHYU IIKipH, KOHTY3id.
[TpumiTku:

' mo6iuHi peakuii, mpo SKi MOBIMOMIIANHN y IOCTMapPKETUHTOBUI Iepiof;

* puB. OImKUC OKpeMuX MOOIYHUX PeaKiiii;

’ moBimOMIISITTH V BIIKPUTUX JOCIiIKEHHIX.

OxpeMi mobivHi peakiii.

3acTocyBaHHS JTaKOCaMigy CyIPOBOAXKYETHCS H0303aleKHUM MOOOBXKEeHHIM iHTepBany PR. MoxnuBsi
HebaxkaHi peakllii, MOB’sI3aHi 3 TOIOBXKEHHSIM I[bOTO iHTEPBaNy (aTPioBeHTPUKYISIPHa OI0Kama,
HEIIPUTOMHICTE, OpaguKapmis).

Y momaTKOBUX KITIHIYHUX JOCITIIXKEHHSX MAIlieHTiB 3 eliylencieio aTpioBeHTPpUKYIsSpHa 610Kaga

I ctynens cnocrepiraetbcst Heyacto —y 0,7 % Tta 0,5 % npu go3i nakocaminy 200 mr ta 600 mMr
BiITIOBigHO Ta He CIOCTepiraeTbcs mpu mo3i nakocaminy 400 Mr Ta nnaiebo, y MallieHTiB, SKi
IpuiMau JlakocaMifi, aTpioBeHTPUKyNIsipHa 6110kazma II abo BUIIOTO CTYIEHS He CIoCcTepiranacs.
OpHak mpo BUNAAKYU aTpioBeHTPUKynsapHol 61okanu II ta III cTyneHis, acorifioBaHux 3 JIiKyBaHHAM
JlaKoCcaMifioM, ITOBiIOMIISINIM IIif YaC MOCTPEECTPALIMHOT0 HarIaAy.

Y kniHIYHYX DOCTigXXEHHSIX BTPaTa CBiIOMOCTiI BUHHKAala HEYacTo, a ii YacToTa He Biipi3HsANach y
MAIl€HTIB 3 eminencieo (n = 944), ski orpuMyBanu nakocamip (0,1 %), Ta y malieHTiB 3 eminencieio
(n = 364), siki orpumyBanu miare6o (0,3 %).

[Tifg yac KOPOTKOYACHUX KJTIHIYHUX [OCTigKeHb po Gibpunsiiio abo TpinoTiHHS Iepencepnb He
TIOBiIOMJISININ; OOHAK 00MMABA SBHUIIA CIIOCTEPIraaucs y BiIKPUTHX OOCITIIXKEHHSIX IIPH eliierncii Ta y
XOfi IiCIgpeecTpaniiHoro MOHITOPHHTY.

BimxumeHHs Binm HOpMU J1a00PAaTOPHMUX ITOKA3HHUKIB.

BimxuneHHs Bif HOpMU ITOKa3HUKIB IIe4iHKOBOI QYHKIIII criocTepiranucs mif vac mnaiebo-
KOHTPOIbOBAaHUX OOCIIAXKEeHb JaKOCaMifly 3 y4acCTIO AOPOCIIUX MallieHTiB 3 HanafaMy napliajJlbHUX
CymoM, SIKi OMHOYACHO ImpuiMan# Bifl 1 mo 3 TpoTHeminenTUYHUX TiKapchKux 3acobiB. ITigBUIeHHS
piBag AJIT go = 3 x BMH (Bepxus Mexka HopMu) po3BuHyIocsa y 0,7 % (7/935) mamieHTis, AKi
npuiiManu jtakocamin, Ta y 0 % (0/356) nauieHTis rpynu mnaie6o.

[TomiopraHHi peakilil rinepYyTAXBOCTI.



[ToBimoMISANIK NIPO TOJIiOPTaHHi peakiiil rinepyyTIUBOCTi (TAaKOXK BiIOMi IK MeAMKaMeHTO3Hi peakiiil 3
eo3uHO(Dii€0 Ta CUMIITOMaMy ypaxeHHs pisHux cuctem opranis, DRESS) y naifieHTiB, ki
IpUMMany OesiKi MpoTHemiIenTUYHi JTiKkapchKi 3aco0u. 1i peakiril pisHUINCS 3a MPOSIBaMH,
azie y TUIIOBUX BUIAAKaX CyIPOBOAXKYBaJIUCS rapsg4yKOol Ta BUCUIIaHHSMHU Ta acOL[if0OBalIuCs 3
ypaXeHHSIM Pi3HUX CUCTeM OpraHiB. fKINo iCHye mifo3pa Ha MOoJIiopraHHy peakliio
Tinep4YyTaXBOCTI, IPUIOM JIaKOCAMIify CIIifl IPUIUHUTH.

iTH.

YacToTa, TUI Ta TSAXKKICTh MOOIYHUX peaklliil y miTed BikoM Bif 16 pokiB 04iKyOThCS MOOIOHUMU [0
TaKUX y Jopocnux. besneky npemnapaty y AiTed BikoM 0o 16 pokiB He BUBYasHU. [laHNX He iCHYE.

[ToBigoMIEHHS IIOMO MiT03PIOBAHUX MOOIYHUX PEAKITIH.

[ToBimoMIIEHHS IIOMO IMiHO3PIOBAaHUX MOGIYHUX peakIlill micas OTPpUMaHHS PeECTPALiHHOTO0
IIOCBIIYEHHS € OyXKe BaXIuBUM. Lle mae 3MOry OCTIHO CIIOCTEPIiraTy 3a CIiBBIJHOLIEHHSIM
KOPHUCTH/PU3UK IIpenapaTy. MefUyHUX IPAIliBHUKIB ITPOCSATH IMOBIOMIISITH IIPO Iil03pI0BaHi Mob6iuHi
peaxirii.

Tepmin npudamuocmi.

4 poKw.

YMoBu 30epiranHsi.

30epiraTtu B OpuriHanbHi¥ yIaKOBIi y HEOOCTYIHOMY IS miTei micui. He moTtpe6ye 0co6IMBUX YMOB
30epiraHHs.

VnaxoBka.

I[To 14 TabneTok y OmicTepi; mo 4 GmicTepyu y KAapTOHHIN Haylii.

Kareropis Bigmycky.

3a perenTom.

BupoOHUK.

Ixenedapm CA.

Micue3HaxoKeHHsI BUPOOHHKA Ta afipeca Micls MpoBaIXKeHHS HOr0 Tis/TbHOCTI.
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