IHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y

JIAKO3AM"®

(LACOSAM)

CKnao:
ditoua peuosuHa: lacosamide;
1 tabneTka MicTuTh makocamigy 50 Mr a6o 100 mr;

O0ONOMINMCHI pPeyoBUHU: 11e/II0JI03a MIKPOKPHCTaIiuyHa, TifPOKCUIIPOIIiIIeNoI03a
HU3bKO3aMillleHa, KPOCIIOBIIOH, TiZPOKCHIIPOIIIIIEI003a, KPEMHII0 HiOKCUA KOJIOITHUMN
0e3BOMHMM, MaTHilO CTeapar;

000/10HKa: CIUPT MOJiBiHiNMOBMM, TUTAHY Hiokcun (E 171), makporon 3350, TanbK, 3asisa
okcup yepBouuu (E 172), 3amiza okcupn gopuui (E 172), FD&C cuniu #2/iHourokapMin
amoMminieBuit nak (E 132) (ans go3yBanHs 50 Mr);

000/10HKa: cnupT momniBiHinoBu#, Tutany miokcun (E 171), makporon 3350, Tanek, 3amisa
okcup xoBtuii (E 172), 3aniza okcup wopHuii (E 172) (mns mo3yBanHs 100 wmr).

JIikapcbka ¢opma. TabmeTKy, BKPUTI ITiIBKOBOIO 000I0HKOIO.
OcHoe8HI (i3uko-ximiuHi 81acmugocmi:

tabneTky 1Mo 50 MT: poXKeBi TPOAOBIyBaTi ABOOMYKIIi TableTKH, BKPUTI MJIIBKOBOIO 000JIOHKOIO, 3
TUCHEHHSAM «50» 3 ogHOT0 00Ky Ta I'TafieHbKi 3 iHII0T0 OOKY;

tabneTky 1m0 100 MT: KOBTi IPOIOBTYBATI ABOOMYKJIi TaGIeTKH, BKPUTI IIIIBKOBOIO 000JIOHKOIO, 3
TUCHeHHSAM «100» 3 omHOTr0 00Ky Ta I'TafieHbKi 3 iHII0Tro OGOKY.

®apMaKoTepaneBTHYHA rpyma. [HIIi TPOTHEMiNEeNTUYHI 3aC00H.

Kom ATX NO3A X18.

®apmako.102iuHi 8 1acmueocmi.

Mexani3M mil



Miroua peyoBuHa Jakocamif (R-2-anetaMigo-N-O0eH31-3-MEeTOKCUTIPOIIiOHAMIN) - 1ie
GyHKIIOHaTi30BaHa aMiHOKHUCIIOTA.

Toynui MexaHi3M NPOTUEMNINIENITUYHOI il JTaKocaMifly He BCTaHOBJIeHU. B enekTpodizionoriuamx
MOCTiIXKEeHHSX in vitro 6yJ0 MoKa3aHo, 110 JJaKocaMif CeJIEKTUBHO MTOCHUITIOE MOBiNIbHY iHAKTHBALIil0
BOJIbTAXK3aJIe2KHUX HATPi€BUX KaHaJIiB, 1110 MPU3BOAUTE [0 cTabinmizaril rinep30yanuBux MeMOpaH
HEWPOHiB.

®apmakoduHamika.

[IpoTucymoMHa eheKTUBHICTh TaKOCAMily BCTaHOBJIeHA y Pi3HUX [OCTIigax Ha TBapUHaXx 3
napuiajJbHUMU 1 IePBUHHUMY reHepasli3oBaHUMU CyLOMaMU Ta 3aTPUMKO PO3BUTKY KiHJIIHTY
(emimenToreHHUM ePEKT y eKCIIepUMeHTaIbHUAX TBAPUH). Y X0Oi OKJIIHIYHUX OOCHiAXKEeHb JJaKocaMif
CIIPUYMHSB CUHEPTeTHYHY a00 afiuTUBHY IIPOTUCYOOMHY Aif0 ¥ KoMOiHallil 3 TeBeTUpaleTaMoM,
KapOamasemniHoM, (PeHiTOIHOM, BalIbIIPOATOM, TaMOTPUIKUHOM, TollipaMaToM abo rabaneHTHHOM.

KrniniyHa ebeKTHBHICTh Ta Oe3meka

EdekTuBHiCTh TaKOCaMify SK OO0OAaTKOBOI Tepamil y pekoMeHaoBaHux go3ax (200 mr Ha noby, 400 mr
Ha f00y) 6ya BCTAaHOBJIEHA Y X0l TPhOX 6araToLeHTPOBUX PAHOOMi30BaHUX IIane6o-
KOHTPOJIbOBaHUX KTIHIYHUX JOCTIAXKEHb 3 MiATPUMyBaIbHUM IepiogoM 12 tuxkHiB. EdexTuBHICTD
600 Mr TaKkocamifmy Ha o0y TakoxK OyJia BCTaHOBJIEHA V XO[li KOHTPOIbOBAHUX OCTiIXKEeHb
IOmaTKOBOI Teparil, xoua eeKTUBHICTS I1i€l 0o3u Oyia Takow X, 5K i 400 mr Ha go6y, Ta
TAIiEHTH Kpallle IepPeHOCHITH MEHIITY H03y, OCKiIbKHY MpH 3acTocyBaHHi 600 M Ha 100y BUHUKAIU
no6iuHi peakiii 3 60Ky IIeHTPaIbHOI HEPBOBOI CUCTEMU Ta IITyHKOBO-KUIITIKOBOTO TPAKTY.
TakuM 4YMHOM, He PeKOMEH0BaHo Npu3HadyaTt A03y 600 mr Ha moOy. MakcuMasbHa
pekoMeHOBaHa mo3a cTaHoBuTh 400 MT" Ha 00y. MeTo10 ITuX JOCiIKeHb, ¥ SKuX Opanu y4acThb
1308 mauienTis, 3 napiiaJbHUMU HallafaMyu y CEPeOHbOMY IIPOTATOM 23 POKiB B aHaMHe3li,
Oyno ouiHuTH e(eKTUBHICTD Ta O€3IeKy TaKocaMifly IpU OGHOYaCHOMY 3aCTOCyBaHHi 3 1—-3
IHIIUMU TIPOTUENIENITUYHUMY [IpellapaTaMy y IallieHTiB i3 HEKOHTPOJIbOBAaHUMU
napuiaJbHUMU HallaflaM¥ K i3 BTOPUHHOIO TeHepartisalli€io, Tak i 6e3 Hel. 3araaoM BifCOTOK
Iali€eHTIB, y AKUX Ha 50 % 3MeHIIMIACS YacToTa I0sBY Hamafis, craHoBUB 23 %, 34 % Ta 40 %
IpHu 3acTocyBaHHi mnane6o, 200 mr ta 400 MT nakocaminy Ha m00y BigmoBigHO.

IlocTaTHIX HaHWX LIOAO0 BiIMIHU CYIIYTHHOTO MPOTUEMHIIEITUYHOT0 MEQUKAMEHTO3HOI0 JTIKYBaHHS 3
METOI0 IOCSATHEHHS YCIiXy 3aBOsSK{d MOHOTepaIllil TakocaMioM HeMae.

®apMaKOKiHeTHUKY Ta 6e3eKy 3aCTOCYBaHHS OOHOPA30BOi HaBaHTAXKYyBaIbHOI 103U JIAKOCAMIiTy
BHYTPIIIHBOBEHHO 0YyJI0 BU3HAYEHO Y 6AraToreHTPOBOMY BiTKPUTOMY HOCIIiZKEHH] 3 METOIO OLiHKU
Oe3neku i MepeHOCUMOCTi ParTOBOr0 TOYATKY 3aCTOCYBAaHHS JIaKOCaMifly 3a JOIIOMOTOI0 OfHi€l
HaBaHTAXKyBaJIbHOI MO3U BHYTPiIHbOBeHHO (200 MT' BKJIIOYHO), @ Haflali 2 pa3u Ha 0o0y
BHYTPIIIHLO (III0 €KBiBaJIEHTHO BHYTPIITHBOBEHHIN [03i) K JOAATKOBOI Teparil ¥ OPOCIUuX
malfieHTiB BikoM Bif 16 mo 60 pokiB i3 mapijialbHUMU CyAOMaMHu.

dapmakokiHemuxka.

BcMOKTYBaHHSA

JlakocaMip IIBUIKO i TOBHICTIO BCMOKTY€ETHCS IiCIIS IPUUOMY BHYTPIIIHBO. BiomoCcTynHICTh



naKocaMiny y TabieTkax cTaHoBUTb pubmu3no 100 %. [Ticnsa npuiioMy BHYTPIIIHBEO
KOHIIEHTpAllig He3MiHEHOT0 TaKocaMifly y Iyia3Mi KpoBi mBUAKO 30inbmyeThCs, C,

pnocsaraetscs yepes 0,5—4 ropunu. Jlikapchki hopMu nakocaminy TabmeTKy, BKPUTI ITiBKOBOIO
000JIOHKOI0, i CHPOTI OpanbHuM € Oi0eKBiBaIeHTHUMHU. [Ka He BIIJIUBAE HA IBUOKICTD i CTYIiHb
BCMOKTYBaHHS.

Po3mopin

06’eM po3MOAiNy CTaHOBUTH PHOIU3HO 0,6 JI/KT, CTYIIIHDb 3B’g3yBaHHA 3 OiTKaMU IIJTa3MU KPOBI
- MeH1Ie 15 %.

BioTrpaHcdopmariis

95 % mo3u BUBOOUTHLCS 3 CeUel0 Y BUTJIAMIL JakocaMiny i MeTabostiTiB. MeTabo1i3aM makocaMiny
BHBUYEHUU He IIOBHICTIO.

OCHOBHI CIIOIYKH, 1110 BUBOASITLCS 3 CEYEI0, - Ile He3MiHeHuH lakocamif (mpubmusno 40 % Bimg mo3u)
i moro O-gecmeTtunoBuil MetadboiT (MeH1e 30 %).

YacTka nonsipHoi ¢pakiiii y ceui (iMmoBipHO, moxigHi cepuny) cranoBuma npubmusso 20 %, IpoTe 11
BUSIBJISAJIN TUIBKU Y HEBEJIUKUX KiTbKOCTAX (0—2 %) y mna3Mi KpOBi OesIKUX MallieHTiB.
HeBenuka KifbKiCTh iHIIXX MeTa0O0JIiTiB, BUSIBJIEHUX Y cedi, cTaHOBUTE 0,5—2 %.

In vitro gani noka3ywoTs, o CYP2CY9, CYP2C19 ta CYP3A4 3matHi KaTani3yBaTu yTBoOpeHHs O-
necMeTUIMeTa00JIiTY, ae Pojib OCHOBHOT'O 3aisHOT0 i30epMeHTy He OyIa migTBepAKeHa in vivo.
KniniyHo 3HaUynMX BigMIHHOCTEY B €KCIO3UIIil TaKoCaMify IIpY MOPiBHSHHI HOT0 apMaKOKiHETUKYU
B eKCTeHCUBHUX MeTabomizaTopi (EM ocib i3 ¢pyukiionansauMm CYP2C19) Ta noBinbHUX
MeTabomizaTopi (PM ocib i3 HegocTaTHicTIO pyHKIioHaNbHOro CYP2C19) He cniocTepiramocs.
Binbie Toro, mocmigKeHHs B3aeMOfil 3 oMernpa3osoM (inribitopom CYP2C19) moBenu BigCyTHICTh
KJTIHIYHO 3HAQUyIIUX 3MiH IJ1a3MOBOI KOHIIEHTpallil TJakocaMify, 110 BKa3ye Ha MiHiMasIbHe 3HaYeHHS
IThOr0 MeTab0JIiYHOTO LIUISIXY.

KonrnenTpatis O-mecMeTHI0BOT0 MeTaboIiTy y ma3Mi KpoBi CTaHOBUTH Mpubau3Ho 15 % Bifg
KOHIIeHTpallil 1akocaminy. Lleit ocHOBHUY MeTa0OiT He Ma€ BioMol ¢hapMaKOIOTiYyHO1
AKTHUBHOCTI.

BuBeneHHsa

JlakocaMif TOJTOBHUM YMHOM BUBOJAUTHCS i3 CHCTEMHOTO KPOBOTOKY LIIXOM HHPKOBOI €KCKpeTil i
6ioTpaHcdopmMariii. ITicyg mepopaabHOTO Ta BHYTPIIIHHLOBEHHOT'0 BBEIEHHS PafioaKTUBHO Mi4eHOTO
nakocaminy mpubnu3so 95 % pamioakTUBHOCTI Oy10 BUSABIEHO y cedi Ta MeHIe 0,5 % — y Kai.
[Tepion HamiBBUBEIEHHS HE3MIHEHOTO JIIKaPChKOTO 3aCO0Y CTaHOBUTH MPUGIU3HO

13 ropun. ®apMakKoKiHeTHKa IPONOpPLiHA OO J03U, He 3MIHIOETHCS 3 4aCOM i XapaKTepu3yeThCA
HM3bKOIO MiX- Ta iHTpaiHAuBigyanbHOIO BapiabenbHicTio. [Ipu 3acToCcyBaHHi 2 pa3u Ha m00y
PiBHOBAXKHI KOHI[EHTpAIlil y II71a3Mi KPOBi JOCATAI0THCS NPOTATOoM 3 fHiB. KyMmynsiis
CYTIPOBOMXKYETHCS 30i/bIIIEHHSIM KOHIIEHTpAlii y 1m1a3Mi KpoBi mpubIu3Ho y 2 pasu.

3acTocyBaHHST OMHOPa30BOi HAaBaHTaXyBaabHOI 703U 200 Mr HabuKa€e PiBHOBaXkHY KOHLIEHTPAIi0
JiKapCchKOro 3acoby y Myia3Mi KPOBi 10 TaKoi, Ky MOXKHa MOPIiBHATH i3 3aCTOCYBaHHIM
JiKapCchKOro 3acoby BHyTpimHLO ¥ 0031 100 Mr 2 pa3wu Ha mo6y.



dapmakokiHemuka 8 ocob.ausux 2pynax nayieHmia
Crartp

KrniniyHi gocnifKeHHS MoKa3aJjy, 110 CTaTh He Ma€ KJIiHIYHO 3HA4yIIOT0 BIIJIUBY Ha KOHIIEHTPAIIi0
JlakocaMmify y Ijia3mi Kpoai.

[MopyineHHs GYHKII HUPOK

3navyenns AUC st nakocaminy 36inbmyBanocs mpubmu3Ho Ha 30 % y Malli€HTiB i3 TOPYyLIEeHHSAM
GyHKIIIl HUPOK €1abKoro Ta CepefHbOro CTymneHs, Ha 60 % y MallieHTiB i3 TAXKKUM
OPYIIEeHHSAM (YHKI1 HUPOK Ta y MAI[i€HTiB ¥ TepMiHa/lIbHIN CTafil HUPKOBUX 3aXBOPIOBAHE,
1110 oTPeOyIoTh reMogmianisy. ITpoTe 11i 3aXBOpiOBaHHS He BIIMBalOTh Ha C, ..

Jlakocamipn epeKTHBHO BUBOOUTLCS 3 IIJTa3MHU KPOBi IIpX NIPOBeAeHH] reMopianidy. Yepes 4 roguHu
remopianidy AUC nmakocaMiny 3HuXKyeTbCs mpubau3no Ha 50 %. ToMy micnisg npoBegeHHs
reMofiai3y peKoMeHI0BaHO 30ibIIUTH 103y TiKapCchKoro 3acoly. Brnmus O-mecMeTHIoBoro
MeTaboJIiTy 3pocTae y KiflbKa pa3iB y NallieHTiB i3 cepeHiM Ta TSKKUM MOPYLUIeHHSAM (QYHKII1 HUPOK.
fAK110 reMopiai3 y malieHTiB i3 TepMiHaIbHOIO CTai€I0 HUPKOBOI HEJOCTATHOCTI He IIPOBOAUBCS, I1i
3HauyeHHs Oynu migBUIIeHUMH i 6e31epepBHO 3POCTalIy, 10 BUHO 3 aHai3iB, SKi MIPOBOAUIIN
npotsiroM 24 rogud. HeBigomo, uu 36iNblIeHHsT BIUTUBY MeTa6oliTy JTIKapCchbKOTO 3aco0y y mallieHTiB
i3 TepMiHaIBHOIO CTaMli€}0 HUPKOBOI HEJOCTATHOCTI MOXKe CIPUYMHUTH MOSBY IOOIUHUX peaklil,
npoTe He Oysa BUSB/IeHa XKOHa (papMaKojoriyHa aKTUBHICThL IIbOTO MeTa0OJIITY.

[opyieHHsa GYHKIII TeYiHKHA

Y marrieHTiB i3 mopyuieHHIM QYHKIIII MeYiHKU CEPEeOHBOro CTyneHs (Kimac B 3a mkamoto Yainma-I1'10)
Oy710 BUSIBIIEHO MiIBUINEHY KOHIIEHTpAIIil0 TakocaMminy (mpubnusuo Ha 50 % Bume AUC,,,).
[TigBUIlleHUU BIJIUB MiKapChKOTO 3aC00Y YAaCTKOBO CIPUYNHEHUN 3HUKEHOI0 QYHKIIE€I0 HUPOK Y
TAIieHTIB, SKi Opanu y4acTh V HOCTiIKeHHi. 3HUXKEHHS HeHHPKOBOTO KITiPEHCY Yy MAaIliEHTIB, SKi
Opasnu y4acTh y JOCIiIKeHHi, COpu4YnHIIO 30inbmienHs 3HaueHb AUC nmakocaminy Ha 20 %.
dapMakOKiHeTHKA JTaKOCaMifly y Talli€HTiB i3 TSIXKKUMH MMOPYIIeHHIMHU (PYHKIIil TeYiHKY He
BUBYAaJIacA.

IMamiesTy mMiTHLOrO BiKY (Big 65 POKIB)

Y xopi mocmifgKeHs, 10 MIPOBOAUIIKCS 3 YYaCTIO XKIHOK Ta YOJIOBiKiB JIITHBOTO BiKy Ta BKJIIOYasu 4
nalieHTiB BikoM Bif 75 pokis, piers AUC BigmosigHo OyB npu6au3uo Ha 30 Ta 50 % BUIIUM
MIOPiBHSHO 3 TaKUMHU TAlliEHTaMKX MOJIOAOTO BiKy. Takuil pe3ybTaT YaCTKOBO CIIPUUYNHEHUY HU3BKOIO
Macoto Tina. Ls pisHui ctanoButh 26 % Ta 23 % BIOMNOBIAHO IIPY 3BEEHIN Pi3HUII MacCH Tinla.
TakoxXK crocTepiranocsi 3poCTaHHS BapiabelbHOCTI BIIJIMBY JTiKapChKOro 3aco6y Ha marieHTa. ¥
XO[Ii IbOTO AOCTiAKeHHs 0yJI0 BCTAHOBJIEHO, 1110 Y MAIliEHTiB JTITHHOTO BiKy HUPKOBUM KIIipeHC
JlaKocaMiny OyB JIUIIE TPOXHM 3HUKEHUM.

3aranbHy 003y TiKapchKOro 3aco0y He CIIifi 3MeHIIyBaTH, OKPiM BUIMIAAKiB, KOJU 1le TI0Ka3aHOo Yepes
3HUKEHHS QYHKIIil HUPOK.

KiniuyHi XapaKTepHUCTHKH.



Iloka3aHHus.

4K momomiXKHa Teparis ojs NTiKyBaHHS IaplialbHUX CYOOM, IO CYIIPOBOAXKYIOTHCS abo He
CYNIPOBOMXKYIOTHCS BTOPUHHOIO FeHepari3alli€lo, y HalieHTiB BikoM Bifi 16 POKIB 3 eminenciero.

IIpomunoka3aHHsi.
linepuyTnuBICTE [0 Aif040i peYOBMHHU ab0 [I0 MOIOMIXKHUX PEUOBUH.

AtpioBenTpukynsgpHa 6nokapna II abo III cTymeHs: B aHaMHe3I.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

JlakocaMip ciifi 3acToCOByBaTH 06epekHO IallieHTaM, SKi OTPUMYIOTh JTiKapChKi 3aco0u, 1110
CIIPUYMHSIOTH ITOMI0OBXKEeHHS iHTepBany PR (BKItoYaioun nIpoTHeNinenTuyHi TiKapchKi 3acodu -
6710KaTOpU HATPiEBMX KaHaJIiB), Ta NallieHTaM, IKi OTPUMYIOTh aHTHAPUTMIi4Hi TiKapchKi 3acobu

I xnacy. IIpoTe npu aHanisi y migrpynax y Xofi KIiHIYHUX OOCTigXKeHb He 0yJ10 Big3Ha4eHO
IIOaTKOBOTO MTOIOBXKEHHS iHTepBany PR y xBopux, AKi 0qHOYACHO IpUiMay TakocaMif y KombiHatii
3 KapOamasemiHoM ab0 TaMOTPUAKHUHOM.

[TaHi in vitro

3arasbHi pe3ynbTaTé OOCTiAKEHb CBifUYaTh IPO HU3bKY BiPOTiAHICTH B3a€MOZI1 IaKOCaMifly 3 iHIIUMHU
nikapchkuMH 3acob6amu. [IOCTIIKEHHS in Vitro MOKa3yIoTh, 10 JIaKocaMif He iHOYKye (hepMeHTH
CYP1A2, 2B6 ta 2C9 Ta e npurHiuye CYP1A1, 1A2, 2A6, 2B6, 2C8, 2C9, 2D6 ta 2E1 npu
TaKUX KOHILIEHTpALliAX Y IIJTa3Mi KPOBI, 1110 3aCTOCOBYBAJIX Y XOM1 KITIHIYHUX AOCIIiIXKEHD.
HocmimkeHHs in vitro moKasaiy, II0 JIaKkoCaMifi He TPAHCIIOPTYETHLCS P-TIiKONIpOTEIHOM Y
KUIIeYHUKY. In vitro gai cigyats, mo CYP2C9, CYP2C19 ta CYP3A4 3paTHi KaTasnidyBaTu
yTBOpeHHs O-IecMeTUnIMeTabomiTy.

[Tawi in vivo

In vivo makocaMip He npurHidye Ta He iHOYKye pepmerTr CYP2C19 Ta 3A4 K/TiHIYHO 3HAYYLIUM
YUHOM.

Jlakocawmip He BrnrBaB Ha AUC mima3onamy (MetabonizyeTbes 3 yuacTio CYP3A4, makocamin
3acTocoByBanu y 0o3i 200 Mr 2 pa3u Ha go0y), ane C,,,, MifazonaMy Oyia gello MifIBUAIIEHO0
(30 %). JTakocamip He BIIIMBaB Ha (papMaKOKiHETUKY OMeIpa30iy (MeTabomi3yeThCs 3 y4acTio
CYP2C19 ta 3A4, nakocamip npurMany y go3i 300 mr 2 pasu Ha mo6y).

[uriGitop CYP2C19, omenpason (40 Mr 1 pa3 Ha m0o0y), He 3yMOBIIIOBaB KJTiHIYHO 3HAYYIIUX 3MiH
eKCII03uIlii Takocaminy. TakuM YMHOM, MaJIOMMOBIPHO, 110 TIOMIpHO MOTYXKHi iHTiGiTOpH
CYP2C19 kiHiYHO 3HAYYIIE BIUIUBATUMYTh HAa CUCTEMHY €KCIIO3ULIi0 JIaKOCaMify.

PekomMeHOy€eThCST 3 00€PEKHICTIO OMHOYACHO 3aCTOCOBYBATH MOTYXKHi iHribiTopu CYP2C9
(manpukiag, ¢pnykoHa3on) ta CYP3A4 (Hanpukiaf, iTpaKoHa30J1, KETOKOHA30J1, pUTOHABIp,
KJIaPUTPOMILIMH), III0 MOXKe MTPU3BOAUTH [0 3POCTAaHHS CHCTEMHOI eKCIo3ullii 1akocaminy. Taki
B3a€MO[Iil He BCTAHOBJIEHO in Vivo, aje iXH4 iMOBIpHICTh I'PYHTY€ETHCS Ha in Vitro jaHux.



[MTotyxHi iHOyKTOPU (pepMEHTIB, Taki K pudamminuH ado 3Bipobiit (Hypericum perforatum), MOXyThb
CIPUYMHUTH IIOMipHe 3HUKEHHS CUCTEMHOI eKCIIO3UIlil TJaKocaMiny. YV 3B’sI3Ky 3 LM IIpU
Ipu3HavYeHHi MoAi0HUX JTikapchKux 3aco0iB abo ix BigMiHi cig Oyt 06epeKHUMH.

[TpoTveninenTuyHi ITiKapchKi 3aco0u

JlakocaMifi He CIpUUYMHSB iCTOTHUX 3MiH KOHIIeHTpallil KapbaMa3eTiHy Ta BaJbIIPOEBOL KUCTIOTH Y
m71a3Mi KpoBi. Y cBO0 uepry, Kap6aMaseriH Ta BaJbIIPOEBa KUCIOTA HE BIJIMBAJIU HA PiBeHb
JlaKocaMify y mia3Mi KpoBi. 3a faHUMU (papMaKOKIHETUYHOTO aHai3y MONyJAllil, CYIyTHS Tepallis
iHIMMMY TPOTHENiNeNTUYHUME 3acobaMu, 10 iHAYKYIOTh hepMeHTH (KapOaMa3zeminoM, GeHiTOIHOM,
benoOapOiTanoM y pi3HMX 003aX), 3HUKYBAJa 3arajabHy CHCTEMHY €KCIIO3HIIi0 Takocaminy Ha 25 %.

ITe po paani KOHTPAIEIITHBA

Y mocnifKeHHI B3a€EMO[Iii He BUSIBIIEHO O3HAK KIiHIYHO 3HAYYIIOl B3aEMOIii MixK JTaKkocamifioM i
epopaTIbHUMK KOHTPAIEITHBAMY eTHHIIeCTPamionoM i TeBoHOprecTpenoM. KoHueHTparrii
IIPOTEeCTEPOHY He 3MiHIOBAJIMCS IIPU CYMICHOMY 3aCTOCYBaHHI JTiKapChbKuX 3aco0iB.

[H1mi

JlakocaMmip He BIUIMBaB Ha (hapMaKOKiHETHKY JUTOKCUHY. K/TiHiYHO 3Ha4yIIol B3aEMOLI] lakocaMiny
Ta MeT)OPMiHY HE BUSBIIEHO.

OnHouacHe 3aCTOCyBaHHA BaphapuHy 3 JaKoCaMifoM He BUSIBUJIO K/TIHIYHO 3HAYYIIUX Pe3yNIbTaTiB y
(dapMakoKiHeTHIi Ta ¢papMaKOAMHAMIlli BapdpapuHy.

Xoua ¢apMaKOKiHETUYHI [laHi 1010 B3a€MOZIl TaKocaMifly 3 aJIKOr0JieM BifICyTHi, He MOXKHa
BUKJTIOUUTHU (DapMaKOOUHAMIUHUYN e(DEeKT.

Cryminb 3B's13yBaHHS JIakocaMify 3 OiTkamMu HU3bKa i cTaHOBUTE MeHIe 15 %. ¥ 3B’S3Ky 3 UM
KJTiHIYHO 3HA4yIla B3a€MOisa 3 iHITMMU JTiKapChKUMU 3ac0o0aMHu, IT10 3B’SI3YIOTHCS 3 OimKaMu
KpOBi, MaJIOMMOBipHa.

Oco6 1ueocmi 3acmocyeaHHsi.

3amnaMopo4YeHHsI

JIikyBaHHS TaKOCAMIIOM CYIIPOBOIXKYETHCS 3aIaMOPOYEHHSIM, 1[0 MOXKe IPU3BECTH [0 30iTbIIeHHS
YaCTOTH BUIIAOKOBUX YIIKOIXKEHb Ta MamiHHsA. ToMy MaIlieHTiB CIIif MOmepequTy IPO MOKITHBUM
BIIJIUB IIperaparty, peKoOMeHayBaT O6yTu 00epeKHUMHU Ta 03HAUOMUTHCS 3 IIOTEHIIHHIMU
HebOaxXaHUMM eeKTaMH JIiKapChKOTro 3aco0y , 3a3HaueHUMH y po3aini «I1o6iuHi peakirii».

CeplieBuil PUTM Ta IPOBIOHICTh

Y xomi KmiHIYHKX AOCHIAKEHb Big3HaYasIu [0303aeXKHYy IIPOJIOHTalio iHTepBany PR mig gac
IpuRoMy jakocaMiny. JlakocaMif Tl 3aCTOCOBYBaTH 3 00€peKHiCTIO MalliEeHTaM i3 BimoMUMU
IIPOAPUTMIYHMMU CTaHaMU, TAKUMH SK IIOPYIIEHHS CeplieBol MPoBigHOCTI abo cepito3Hi cepiieBi
3aXBOPIOBaHHS (HANIPUKIA[, 3 ilmeMi€eio/iHdapKToOM MioKapaa, CeplieBO0 HefOCTaTHICTIO,
CTPYKTYPHUMHU 3aXBOPIOBaHHSIMHU CepIld a0o MaToJIOTie€l0 CeplieBUX HaTPiEBUX KaHaJiB), Ta



malfieHTaM, sKi IpUMaloTh JTiKapchKi 3aco0u, 110 BIIJIMBAIOTh Ha CEPIIEBY MPOBIOHICTh, BKIIOYAIOUHN
AHTMAPUTMIiYHi 3ac00H Ta MPOTHUEMIIeNTUYHI 3aco0u - OI0KAaTOPHM HATPi€BUX KaHAJIB, (IUB PO3Mis
«B3aeMopmis 3 iHIMMH JTiKapChbKUMHK 3aC00aMHM Ta iHII BUAM B3a€EMOii»), a TAKOXK IMaIlieHTaM
JIITHBOTO BIKY.

Y nnane60-KOHTPOIbOBAHUX AOCTIIXKEHHSIX JTaKocaMifly 3 y4acTIO MallieHTiB 3 eMiJencieo He
OBiHOMIISIIIOCS PO GiOpusIliio abo TPimOTiHHS mepeacepnb, OOHAK TaKi MOBiqOMIEHHS HaTXOOUIN
IIil YacC BiDKPUTUX [OCIiIKEHb IIPHU eIIifIencii Ta y X0fi MOCTPeeCTpalliitHoro MOHITOPHUHTY.

[Tig yac mocTpeecTpalliitHOro MOHITOPUHTY MOGIYHUX SIBUIL] HAIXOMUIIN TIOBiOMIIEHHS TIPO
aTpioBeHTPUKYIIsIpHY OJI0KaAy OAPYroro abo BUILIOTO CTyIeHs. Y MallieHTiB 3 MPOapUTMiYHUMHU
CTaHaMU IIOBILOMIIAIOCS IIPO MIIYHOUYKOBY TaxiapUTMit0. 3pifKa Iii BUNaJKU IPU3BOLUIMA [0
aCHCTOii, 3yIMHKY cepIls abo eTasbHOr0 HACHigKy y NallieHTiB 3 BigoMUMU
IIPOAPUTMIYHUMU CTAHAMU.

[TarienTiB HEOOXIMHO 03HANOMUTH i3 CUMIITOMAaMHU CEPLIEBO] apUTMil (HallpuKIIaf, IOBiMbHUH,
MIBUOKUY ab0 HEPETYISIPHUN MyJIbC, IPUCKOPEHe CcepleOuTTs, 3aqulllKa, CIUTyTaHicTh abo BTpaTa
cBigomocri). [TamienTam ciif HeraliHO 3BepPHYTHUCSI 3a MEOUYHOI0 JOIIOMOTOI0 y pa3i MOSABU TaKuX
CUMIITOMIB.

CyluupanbHe MUCIIEHHS Ta OBeliHKa

CyluupanbHe MUCIEHHS Ta IIOBEMiHKa CIOCTEepiranucs y MalieHTiB, IKi OTPUMYBaIn
IPOTHEIINeNTHYHI JTIKapCchKi 3aco0u IpY Pi3HUX 3aXBOPIOBAHHSIX. MeTaaHasli3 paHIOMi30BaHUX,
m1are00-KOHTPOIbOBAHUX KITIHIYHUX OOCTIIXKEeHb IPOTHEIIIEITHYHUX JTIKapChbKUX 3aC00iB TaK0XK
IIPOJIEMOHCTPYBaB He3HauHe 30i/bIIeHHS PU3UKY MOSBY CYIMOAIbHOTO MUACIIEHHS Ta MOBEIiHKHY.
MexaHi3M 1IbOT'0 PU3UKY HEBIMOMUM, a HasIBHI MaHi HE BUKIIIOYAlOTh MOXKJIUBOCTI 30ibIIIEHHS PU3UKY
IIpU 3aCTOCYBaHHI TaKocaMifay.

TakuM 4MHOM, CITif KOHTPOJIIOBATH IOSIBY Y MAIli€HTIB 0O3HAK CYIUAATbHOTO MUCTIEHHS Ta OBEHiHKA
Ta IPU3HAYaTH, y pasi HeoOXigHOCTI, BifmoBigHe nmikyBauHs. CIlif peKOMeHAyBaTH NalieHTaM (Ta
ocobaM, gKi 3OifiCHIOIOTH HArJIsA 3a HUMH) V pa3i 0sSBU 03HaK CYIIUAaTbHOTO0 MUCJIEHHS Ta
IIOBEMIiHKY 3BEPTATHUCA 3a IOPao0 [0 JiKaps.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2pyodoto.

KIHKY PenponyKTUBHOIO BiKY

Jlikapsim cif 06roBOPUTH IIJTAaHYBAHHS CiM’I Ta 3aco0u KOHTpALIeMIlii i3 XKiHKaMU PenpoayKTUBHOTO
BiKy, SIKi IpUIMAaIOTh JaKocaMif (quB. «BariTHiCTh» HUXKYE).

fAK110 XKiHKa IIJIaHy€ 3aBariTHITH, JOLIIBHICTh 3aCTOCYBaHHSA JIaKOCaMify CJIif IOBTOPHO OLIiHUTH.
Barirtnicts

Pusuk, noe’si3aHull 3 enizencier i 3acmocysaHHsAM npomuenizenmuyHux 3acobie 3az2anom: y
HOBOHAPOMXKEHUX [iTel, MaTepi AIKUX OTPUMYIOTh JIiKyBaHHS Bifl eIinerncil, 4acToTa BPOAKEHUX Baf y
2—3 pasu BUIIa, HiX y 3aranbHii momymnsamii (mpubnusuo 3 %). [TomiTeparnis BariTHAX XKiHOK
CYIIPOBOIKYBaiacs 30iIbIIeHHSIM YaCTOTH BPOIXKEHUX Bafl Y [iTel, MPOTe 3aTUIIAETHCS
HE3PO3yMiTuM, STKOI0 MipoIo Iie ITOB’g3aH0 3 JIiKyBaHHSM Ta/a00 3 caMUM 3aXBOPIOBAHHSIM.



Binbiie TOTO, ¥ Iepiof] BariTHOCTI He CIIif mepepuBaT e(PeKTHBHY NPOTHEIINENTUYHY
Tepallito, OCKiJIbKY IOTipIlIeHHsS XBOPOOX MOXKe MaTH CEePHO3Hi HACTIIKU K O MaTepi, Tak i
[J1s1 TI0JA.

Pu3suk, nog’Aa3aHull i3 3acmocy8aHHAM /AAKOcamioy: HEMa€ BiJIIOBIDHUX JaHUX IIOA0 3aCTOCYyBaHHS
JlakocaMifly BariTHUM XiHKaM. [loC/IiiKeHHs Ha TBapuHaXx (Llypax Ta KpoJisix) He BUSBUIN
TepaTOreHHUX eheKTiB Ipenapary, aje CIocTepirasach eMOPiOTOKCUYHICTh ITPU BBEEHHI IpemnapaTy
y TOKCHYHUX AJI MaTepi fo3ax. MOXKIUBICTh PU3UKY OJId JIOOUHU HEBimoMa. JIakocaMig He Crif
3aCTOCOBYBATH BariTHUM XKiHKaM, 3a BUHSITKOM THUX BUIIAIKIB, KOIH JIIKyBaHHS HeoOXimHe (SIKIIO
KOPHUCTBD [JIS1 BariTHOIL IBHO NTEePEBUIY€E MOXK/IMBUAYM PU3UK IJIS II0Ha). AKINO XKiHKa IIJTaHye
BariTHICTh, TO HEOOXiTHO PETENIbHO 3BaXKUTH HOLIIbHICTh 3aCTOCYBAHHS 1IbOTO IIperapary.

TogyBaHHA TPYANI0

Jlakocamifi EKCKPETYETHCS Y TPyIHE MOJIOKO JIIOAUHU. PU3UK 711 HOBOHAPOAXKEHUX/OITe! T'PyAHOT0
BiKy He MoxKe OyTU BUK/IIOUEHU. PEKOMEHIYEThCS IPUIIMHUTY TONYBAHHS TPYAOIO Ha Iepion
JIIKyBaHHA JIaKOCaMiIOM.

®epTUNLHICTD

HebaxaHi sBuIma mono GepTUIbHOCTI Ta PEIPOAYKTUBHOI QPYHKIII caMOK Ta caMIliB IIypiB He
CIIOCTEpiranucs Mpy Ho3aX, KOIU BMICT peduoBHHHU Y 11a3Mi KpoBi (AUC) npubau3Ho y 2 pa3u
6inpimmi, HiK AUC mma3Mu KpOBi JTIOAUHY IIPU 3aCTOCYBaHHI MaKCUMaJIbHOI PpEKOMEHI0BaHOl NO3H.

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

JlakocaMin He3HaYHUM ab0 MOMipHMM YMHOM BIIJIMBA€ Ha 3[IaTHICTh KepyBaTu aBToMOobieM ab6o
KODPUCTYBATUCS CKJIQMHOI0 TeXHIKO0I0. JIiKyBaHHS I[UM IIperapaToM CYIPOBOAXKYBaIOCSA PO3BUTKOM
3armaMopo4eHHs abo 3aTymMaHeHHS 30py. BiAmoBigHo, malieHTaM He PEKOMEHOYEThCS KepyBaTu
aBToMOoOineM ab0 IpalfoBaTH 3 IOTEHIINHO HeOe3eUHNMH MexXaHi3MaMy, TOKU He Oyze 3'sacoBaHa
iHAMBinyabHa peaklis nalieHTa Ha IPUIUOM JlaKocaMiny.

Cnocio 3acmocyeaHHs1 ma 0o3u.

Jlikapcekuii 3aci6 Jlako3aM® 3acTOCOByBaTH 2 pa3u Ha no0y (3a3Budaii 1 pa3 BpaHmi Ta 1 pa3s
BBeuepi). AKIIo f03a NpomnylleHa, Nali€HTOoBl CJIi peKOMEHAYBaTU NIPUUHSATU IPONYLIEHY
[03y HEBIOKIaAHO, a HafaJli IpuiiMaTy HACTYIHY 03y JJaKOCaMify BiilIOBIIHO [0 PeXUMY
3aCTOCYBaHHA. fKIIO Nali€HT IOMITHUB, 1110 f03a IPONyIleHa, IPOTAroM 6 TOOUH 10
3aCTOCYBaHHS HACTYIIHOI O34, KOMY/i CJlig peKOMEeHyBaTH 3a4eKaTy i MpUUHATI
HaCTYIHY 003y JlaKocaMify BIfIIOBIAHO [0 PEXUMY 3aCTOCyBaHH. [lallieHTH He TOBUHHI
IIpUMMaTHU MOABIWHY [03Y.

PekoMeHIOBaHa IM04YaTKOBA f103a CTaHOBUTHL 50 MT 2 pa3u Ha mo0y. Yepes 1 TuXOeHb 03y
cyim 30iMbIIMTH 10 TOYATKOBOI TepaneBTHYHOI fo3u 100 mr 2 pasu Ha mo0y.

3aexkHO Bif TepalleBTUYHOI BiTIOBifli Ta IEPEHOCUMOCTI IiATPUMYBaIbHY J03y MOXKHa JOAATKOBO
IiABUIIUTY 3 TUKHEBUM iHTepBanoM 1o 50 Mr gBiui Ha o6y (100 Mr Ha moOy) 40 MaKCUMalbHOI



pekoMeHaoBaHOI mo6oBoi mo3u 400 Mr (200 MT ABivi Ha mO0Y).

IToyamok aiky8aHHA AAKOCAMIOOM 3 HABAHMANMCYBAAbHOI 003U

3acTocyBaHHS IpenapaTy TaKOX MOXKHA PO3M0oYaTH 3 OGHOPa30BOl HaBaHTaXKyBaIbHOL JO3U -

200 Mr, Hapmaumi, mpubnau3HOo Yepe3 12 roguH, 3aCTOCOBYBATH MiATPUMYBabHY 703y 110 100 Mr
2 pa3u Ha o0y (200 Mr/mo6y). [Tomanblily KOPEKIIito T03H CJIif MPOBOJUTH BilMIOBIMHO /10
iHguBimyanbHOI BiAMOBIMi Ta IepPeHOCUMOCTI, SIK ONKCcaHO BUIlle. HaBaHTaxXXyBalbHY N03y MOXKHA
3aCTOCyBaTH IallieHTaM y BUIafiKax, KOJM Jlikap BBaXKae, 1110 MBUKE OOCATHEHHS CTiMKOl
KOHIIEHTPAIlil JaKocaMifly y IJla3Mi KpOBi Ta TepaneBTUYHUN e(peKT oOrpyHTOBaHi. BBeieHHS
npenaparty HeoOXiiHO 37ifiCHIOBATH IIifl HATJIAIOM JliKapsl 3 ypaxyBaHHSIM MOXKJIMBOCTI MigBUIIEHHS
YaCTOTH CEePHO3HUX CEPIEBUX apUTMill Ta MOOIYHUX peakKIlii 3 60Ky IeHTPaTbHOI HEPBOBOI CUCTEMU
(muB. po3min «I1o6iuHi peakiiii»). BBemeHHs HaBaHTaXyBabHOI 7031 He OyI0 BUBUEHO IIPU TOCTPUX
CTaHaX, TAaKUX K eNiJIENTUYHUN CTaTyC.

IIpunuHeHHA 3aCMOCYB8AHHA

BinmoBigHO MO Cy4YacHOI KITiHIYHOI MPAKTHUKHU BIIMIHSITH JTIKapChKUM 3acio Jlako3am®
PEKOMEHYETHCS MOCTYIIOBO (3HUKYIOUM 103y Ha 200 MI Ha TUXKEHD).

Y nanieHTiB, y AKX PO3BUBAETHCS CEPUO3HA CeplieBa apUTMis, CJIif BUKOHATHU KJIiHIYHY OLiHKY
KOPUCTI/pU3UKY Ta y pa3i HeoOXigHOCTI BiAMiHUTH JTaKOCaMif.

Ocob.auei nonyasuii

3acToCyBaHHA HallicHTaM JIITHLOTO BiKY (Bim 65 pOKiB

[TamieHTaM JiTHBOTO BiKy 3HUKEHHS 03U He MOoTpibHe. [JoCBix 3acTOCyBaHHA JTaKOCaMifly HallieHTaM
JITHBOTO BiKy 3 elifierncielo oOMexeHui. [1715 MaIli€HTiB JITHOTO BiKy HeOOXiIHO BpaxOByBaTH
MOKJTHBICTH BiKOBOTO 3HMKEHHS HUPKOBOTO KitipeHcy i migBunienHs piBHSI AUC (muB. po3ainu
«3acToCcyBaHHS MallieHTaM i3 opyuIeHHAM QYHKIII HUPOK» Ta «PapMaKOKiHETUKa»).

3aCTOCYBAHHY IalliEHTaM i3 MOPVIIeHHIM QVHKIII HUPOK

[TauieHTaM i3 TeTKUM NOPYIIeHHAM (YHKIIil HUPOK a00 MOMipHUM MOPYIIEeHHSIM QYHKI1 HUPOK
(kmiperc kpeatuniny > 30 MI/XB) KOPEKIIisi 03K He MOTPiOHAa.

Ins naiieHTiB i3 1erkuM abo IOMipHUM MOPYIIEHHSAM QYHKIII HIPOK MOXKJ/IMBE 3aCTOCYBaHHS
HaBaHTaXyBanabHOI 103u (200 Mr), anme Hagani TutTpyBaHHs mo3u (> 200 Mr Ha moby) cim TPoBOTUTH
3 06epexkHiCTIO. [717 XBOPUX i3 TSIKKOI0 HUPKOBOIO HEIOCTATHICTIO (KiTipeHC KpeaTuHiny < 30 Mii/xB)
Ta JJ15 MAI[iEHTIB i3 TepMiHAIBbHOIO CTai€l0 HUPKOBOI XBOPOOU pEeKOMEHIYETLCA MaKCHMalbHa [03a
250 Mr/mo0y. TakuM MallieHTaM TUTPYBAHHS 03U CJIifl MPOBOTUTH 3 00epPekHiCTI0. AKIIO0
NpU3HAYEHO HAaBaHTaXyBajbHY J03y, ODHOPA30BYy MOYATKOBY 703y - 100 MT Ha 100y, 3 HACTYITHUM
3acTocyBaHHAM 110 50 Mr 2 pa3u Ha [00y CJIif 3aCTOCOBYBATH IPOTSITOM MEPLIOTO THKHS.

[TamienTaM, gKi 3HaXOOATHCA Ha reMOfiai3i, peKOMEHAYEThCSI BBECTU J0OATKOBO [0 50 %
posmnopinenoi mo6oBoi o3u 6e3mocepenHbO ¥ KiHIl mpoienypu. JIikyBaHHS XBOPUX i3 TepMiHAIbHOIO
XBOP000I0 HUPOK CIIiJ] IPOBOAUTH 00€peKHO, OCKiIbKY KITiHIYHKM JOCBIMl 3aCTOCYBaHHS IIpenapaTy
TaK{M TallieHTaM HEeBeIMKHi i MOXKJIMBe HAKOTMYeHHS MeTaboJIiTy, 1[0 He Ma€ BifoMoi
(dhapMakKoI0TiuHOI aKTHBHOCTI.

3aCTOCYBAHHY IAlliEHTaM i3 HOPVIIeHHAM QVHKINI IeYiHKU



ITarieHTaM i3 1eTKuM a0 IIOMipHUM IOPYLIIEHHSIM (QYHKIIII IeYiHKK PeKOMEHOYETHCS MaKCUMallbHa
mo3a 300 mr/mo0y.

TuTpyBaTu 703y TaKUM MallieHTaM CJlif 3 06epexKHICTI0, BpaX0BYIOYU MOKIIUBICTb CYITyTHHOTO
NOpYyIIeHHS (YHKIIil HUPOK. 3aCTOCYBaHHSI HaBaHTaXKyBasIbHOI 7031 (200 Mr) MoXiuBe, ane Hagasmi
TuTpyBaHHs mo3u (> 200 mr Ha goby) cnig mpoBoguTH 3 00epexHicTI0. PapMaKOKIHETUKY
JlaKoCcaMifly He BUBYAJIX y MAI[i€HTIB i3 TAXKKUMU [IOPYIIEHHAMU QYHKIIl T€YiHKU.
Jlakocamip cif mpu3HayvaTH MallieHTaM i3 TSXKKUM MOpYyIIeHHIM (QYHKII TeYiHKy ulie y
pasi, SKIIOo O4YiKyBaHa TepaleBTUYHa KOPUCTH ITIEPEBUIIyBaTUME MOXKIIUBI pUu3uKu. Moxe
BAHUKHYTU HEOOXIHICTD Y KOPEKIIil 03U 3a pe3yibTaTaMHu PETEIbHOTO CIIOCTEPEKEHHS 3a
aKTHUBHICTIO 3aXBOPIOBAHHS Ta 3 OTJISIAY Ha MOTeHIIiMHI Mo6iuHi eeKTH y naiieHTa.

3aCTOCYBaHHS TiTAM

[TpemapaT He peKOMEHAYETLCS IPU3HAYaTH AiTAM BiKOM [0 16 poKiB, OCKinbKu 0€3MeKy Ta
e(peKTUBHICTD IIpenapary y IuX BiKOBUX I'Pylax He BUBYAIH.

Cnocib 3acTocyBaHHS

JlakocaMip, TaOGneTKY, BKPUTI IJIiBKOBOIO 060I0HKOI0, TPU3HaY€Hi 71 IIepOPaIbHOT0 3aCTOCYBaHHS.
JlakocaMif MOoXKHa NpUUMaTH He3aleXKHO Biff IpUHUOMY ixki.

Himu.

3acTOCOBYBATH IIpemnaparT AiTsM BiKoM 10 16 pOKiB He PEKOMEHAYETLCS, OCKiTbKY 6e3MeKy Ta
e(eKTHUBHICTh IpemnapaTy y X BiKOBUX rpylax He BUBYAJIH.

ITepedo3yeanHs.
CumnTomu

CuMIITOMH, SIKi CIIOCTEPIral0ThCA IiCIs BUMAagKOBOT0 a0 HAaBMUCHOTO ITepeio3yBaHH
JlakocaMifly, B IIepIlly 4epry IoB’s3aHi 3 LIHC Ta MIIyHKOBO-KUITKOBUM TPAKTOM.

KniniyHO 3HQUyLIUX BiIMiHHOCTEH MiX THIIOM IOOIYHUMX peakIlili, 0 CIIOCTEePIiranucs y
IMallieHTiB y XoAi 3acTocyBaHHSA 03 moHam 400 mr i mo 800 mr, Ta mo6GiyHUX peakiliil y Malli€HTiB,
sIKi 3aCTOCOBYBAJIM TepamneBTAYHI O3 JTaKocaMify, He Big3Hadasocs.

Peakxitil, mpo sKi moBigomusinocs micins npuiiomy moHan 800 Mr, - 3anaMoOpoYeHHs, Hy0Ta,
OmtoBaHHS, CyooMHu (reHepasli3oBaHi TOHIKO-KJIOHIYHI Cy[TOMU, eMiIeNTHYHUM cTaTyC). Takox
CIIOCTEpIranucs MOPYIIeHHs CceplieBoi MPOBIIHOCTI, IIOK Ta KoMa. I10BiqoMIISITIOCS TIPO JIeTallbHi
BUTMAJKY Yy MAli€HTIB IMiCJIsi TOCTPOTO OAHOPA30BOT0 Ilepefo3yBaHHs (IPUIOM [EeKiIbKOX rpaMiB
JlaKocamify).

JIiKkyBaHHA

Croenu@iyHOro aHTUAOTY IIpU NIepefo3yBaHHi JakocaMiny He icHye. JIikyBaHHS Ilepefo3yBaHHS
BKJ/II0UA€ 3arajbHi MiATpUMyBasibHI 3aX0H i, AKI0 HEOOXigHO, reMOoAiarti3.



ITo6iuni peakuii.

3 ornsioy Ha y3aranbHeHi pe3ynbTaTH I1aneb0-KOHTPOIbOBaHUX KITIHIYHUX NOCTiAKEHb SIK
IOImoMiKHOI Tepartii, B skux 6panu ydacTts 1308 naiienTiB 3 mapifiafbHUMU Hamlafgamu, 6yno
BCTaHOBIIEHO, 110 61,9 % manienTiB, paHOOMi30BaHUX y IPYIy 1akocaminy, Ta 35,2 % MalieHTis,
PaHOOMi30BaHUX Yy IPYIy Ialebo, Manu moHaiMeHIle 1 mobiuny peakuito. HaltyacTimmmu
nobiunuMu peakuigmu (= 10 %) npu 3acTocyBaHHi TakocaMify 6ynu 3amaMOpPOYeHHS, TOJIOBHUN
6inb, HyOTa Ta OUIIIONis. BoHU 3a3Buyai Oynu He3HaYHUMHU ab0 ITOMipHO BupaxeHuMH. [losgBa
nessKux 3 HUX Oya m0303ajekHoi0 i 3MeHIIeHH 103U IIperapaTy IIPU3BOOUIIO0 OO0 iIXHBOTO
noJiermeHHs. YacToTa Ta TAXKKICTh MOOIYHUX peakllii 3 00Ky LleHTpaIbHOI HEPBOBOI CUCTEMU Ta
IIJTYHKOBO-KUIIIKOBOT'O TPAKTY 3arajioM 3MEHIIyBaIUCS Yepe3 OesKUM dac.

Y KJTiHIYHUX JOCHIXKEHHIX IIPHU MOsBi M00iYHMX ePEeKTiB 3aCTOCYyBaHHS IIpenapary 6yio IpUIuHeHO
y 12,2 % maliieHTiB rpynu 1akocaMminy nopiBHSHO 3 1,6 % marrieHTiB rpynu nnane6o. Haituacrime
IPUYMHOIO TPUNMHEHHS KYPCY JIiKyBaHHS JlakocaMifoM 6yJ10 3allaMOpOYeHHS.

YacroTa nobiuaux peakiriii 3 00ky LIHC (Takux SIK 3allaMOPOYEHHS) MOXKe ITigBUIITYBATUCS ITiCIIS
3aCTOCYBaHHST HaBaHTaXKyBaIbHOI TO3H.

Huxue HaBeneHi mobiuHi peakiiii, 1110 OynIu BUSBIEHi Y X0Oi KIiHIYHUX HOCIiIXEHb Ta
IIOCTPEECTPAIiHOT0 MOHITOPUHTY MOGIYHUX peakiriii. YacToTy MoOiYHMX Peakilii OIiHIOBAIA TAKUM
yrHOM: ayxKe 4yacto (= 1/10), gacTto (= 1/100 mo < 1/10), meuacro (= 1/1000 go < 1/100),
HeBifoMa yacToTa (He MoxKe OyTH OlliHeHa 3a HassBHUMHU JaHUMU). Y KOXKHii rpymi nobiusxi
peaxiril HaBe[eHi y MOPSAAKY 3MEeHIIeHHS iXHbOI CEPHO3HOCTI.

3 6oky Kpogi ma aimpamuyHoi cucmemu: HeBifoMa 4acToTa - al"paHYJIOI_II/ITO31.

3 6oky imyHHOT cucmemu: He4acTo - Me[MKaMeHTO3Ha TillepuyTIUBICTh ; HeBigoMa YacToTa -
Me[nKaMeHTO3Ha peakllis 3 e03NHO(DIMTIEI0 Ta CUMIITOMaMy ypaXKeHHS Pi3HUX CUCTEM
oprasis, (DRESS)"’.

3 60Ky Hepsosoi cucmemu: [yKe 4acTo - 3allaMOPOYEHHSI, TOJIOBHUM 0ijlb; 4aCTO - MOPYIIeHHS
piBHOBaru, MOPyILIeHHS MaM’sATi, KOTHITUBHUAU PO3/iaf, COHIMBICTh, TPEMOD, HiCTarM,
rinocresisi, AU3apTpis, IOPYLIEHHS yBary, IapecTesis; He4acTo - HeMPUTOMHICTE’,
OPYIIEHHST KOOPAXHAllil, AUCKiHe3is; HeBiloMa 4acToTa - CyJOMHU.

1 ; He4acTo - arpecis,

, ICUXOTUYHUH PO3Jaf’, crpoda caMory6CTBa1,

cylnupmanbHe MUCTIEHHS, ramouHHaui'il.

3 60Ky ncuxiku: 9acCTO - JeTPecisi, CTaH CIIJIyTaHOl CBiTOMOCTi, 6e3COHHS

1 1

aXuTamlisi -, eupopUYHUN HaCTPil

3 60Ky opeaHie 30py: MyKe YaCTO - HUIIJIONIS; YAaCTO - 3aTYMaHEHHS 30DY.

3 60Ky opeaHia cayxy ma secmubyA5pHO20 anapamy: 4aCTO - BEPTUTO, IIIyM y ByXax.

3 60Ky cepuysi: HEYACTO - ATPIOBEHTPHUKYIISIPHA 6n0Kana1'2, 6pa;11/1KapniH1'2, dhibpunsmis

1,2 1,2,

nepencepab <, TPIMOTIHHS Iepefcepab ’“; HeBioMa YacToTa - IUTYHOYKOBa TaXiapUTMis .



3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: OyKe 4acCTo - HyAOTa; YacTo - OJII0BAHHS, 3a1I0p, METEOPU3M,
OVICTIETICis, CYXiCTh y POTI, miapes.

3 6oky eenamobisiapHoi cucmemu: He4aCTO - BiXUJIeHHS Biff HOpMU (QyHKITIOHATTBHUX

1

IIOKa3HUKIB IIEeYiHKM ~, MOBUIIEHHS MeYiHKOBUX (PePMEHTIB (> 2 X BMH)'.

3 6oxy wkipu i niOWKipHUX MKAHUH: 9aCcTO - CBepOixX, BI/ICI/II‘IaHHﬂl ; HE4aCTO - aHT1I0HEBPOTUYHUM

HaOPSK', KpOHI/IB'ﬂHKal ; HeBioMa yacToTa - cuaapoM CriBeHca-JIKOHCOHA', TOKCHUHUIA
eliflepMaIbHIM HEKPOJIi3'.

3 60Ky ckesnemHo-M 130801 cucmemu ma CNOAY4YHOI MKAHUHU: 9aCTO - M'SI30BUM CIIa3M.

3azanvHi nopyweHHA: 4aCTO - IIOPYIIEeHHS XOAY, aCTeHisd, MMiABUIIEeHa BTOMJIIOBAHICTS,
OPaTiBIUBICTD, BIAUYTTS CII'AHIHHA.

Tpasmu, ompy€eHHA ma yckaa0OHeHHs npouedyp: 4acTo - MagiHH, TPIIUHY IKIpU, KOHTY3if.
[TpumiTku:
' mo6iuHi peakuii, mpo SKi MOBITOMIISIHN y IOCTMAPKETUHT OB HEPiof;

* puB. OnKC OKpeMUX NOGIYHUX peaKIliil.

OxpeMi mo6iuHi peakirii.

3acTocyBaHHS JlaKOCaMigy CyIPOBOAXKYETHCS 00303aIeKHUM MOOOBXKEeHHIM iHTepBany PR. MoxnuBsi
HeOaxkaHi peakllii, MOB’sI3aHi 3 MTOIOBXKEHHSIM I[bOTO iHTEPBaNy (aTpioBeHTPUKYIIPHa O10Kaza,
HEIIPUTOMHICTE, OpaguKapmis).

Y momaTKOBUX KITIHIYHUX JOCITIIKEHHSX MallieHTiB 3 elilencieio aTpioBeHTpUKyIspHa 610Kaa

I ctynens cnocrepiraetscst Heyacto —y 0,7 % Ta 0,5 % nipu po3i nakocaminy 200 mr ta 600 mMr
BiITIOBigHO Ta He CIOCTepiraeTbcs mpu mo3i nakocaminy 400 Mr Ta nnaiebo, y MalieHTiB, SKi
IpuiMau JlakocaMifi, aTpioBeHTPUKyIsipHa 6110kaza I abo BUIIOTO CTyIEHS He CIoCTepiranacs.
OpmHak MMpo BUIMAIKHU aTPioBeHTPUKyspHoi 6;1okanu 11 Ta III cTymeHis, acorifioBaHuX 3 JTiKyBaHHSIM
JlaKoCaMifioM, ITOBITOMIISINIM IIif YaC MOCTPEECTPALIMHOI O HarIdaay.

Y KniHIYHYX [OCTigXXEHHSIX BTpaTa CBiIOMOCTi BUHMKAala HeYacTo, a ii YacToTa He Biipi3HANach y
MAIl€HTIB 3 eminencieo (n = 944), ski orpuMyBanu nakocamip (0,1 %), Ta y malieHTiB 3 eminencieio
(n = 364), siki orpumyBanu mnaiebo (0,3 %).

[TpoTsiTOM KOPOTKOYACHUX KITIHIYHUX JOCTigKeHb mpo Gibpunsuito abo TPinmoTiHHS mepencepab He
TIOBIIOMJISINIOCS; OOHAK 00MOBa SIBUIlA CIIOCTEPiranucs y BiIKpUTUX JOCTIIXKEHHSIX [IPH elriyiencii Ta y
XOfi IicIgpeecTpaniiHoro MOHITOPHHTY.

BinxuneHnHs Big HOpMU 1a60PaTOPHUX OKA3HHUKIB.

BigxuneHHs Bif HOpMU ITOKa3HUKIB Ie4iHKOBOI QYHKIII criocTepiranucs mif vac mnaiebo-
KOHTPOJILOBaHUX NOCIIIAXKEHb JIJaKOCaMifly 3 y4acCTIO AOPOC/IUX MTAlliEHTIiB 3 HallafaMy [aplialbHUX
CymoM, siKi OMHOYaCHO ImpuiiMani Bifl 1 mo 3 mpoTueninenTUYHUX JTiKapchkux 3acobis. [ligBuIeHHS



piBas AJIT mo = 3 X BMH (BepxHs1 Mexka HOpMH) po3Bunynocsa y 0,7 % (7/935) natuieHTis, AKi
npuiiManu jtakocamin, Ta y 0 % (0/356) namieHTiB rpymnu mnaie6o.

[MomiopranHi peakiril rinepYyTIXBOCTI.

[ToBimoMIISINIK TIPO TOJIiOPTaHHi peakiiil TrinepyyTIUBOCTi (TAaKOXK BiOoMi SK MeAMKaMeHTO3Hi peakiiii 3
eo3uHO(Dini€0 Ta cUMIITOMaMu ypaxeHHs pisHux cuctem opranis, DRESS) y mamienTis, sxi
IpuiManu fesiKi IpOTHeMieNnTUYHi TiKapchKi 3aco0u. Lli peakiril pisHunucs 3a IposiBamMu, aje y
TUINOBUX BUMAAKaAX CYIPOBOAXKYBAINCSA rapsiyKOl0 Ta BUCUIIAHHSIMU Ta aCOLI0BAJIACS 3 YPaXKeHHIM
pi3HUX cHCTeM Oprasis. AKII0 iCHye Nif03pa Ha NOIi0pra’HHy peaklilo rinepyyTIuBOCTI, IPUINOM
JlakocaMifly CIIif IPUIUHUTH.

iTH.

YacToTa, TUI Ta TAXKKICTh MOOIYHUX peaklliid y AiTel BikoM Bif 16 pokiB 04iKyIOThCS MOOIOHUMU [0
TaKKX y Dopociux. Be3neKky 3aCTOCyBaHHA IIpenapaTy OiTIM BiKoM [0 16 poKiB He BUBYAIH.
IlaHuX He icHYE.

[ToBigoMIIeHHS PO Mimo3pioBaHi mo6ivHi peakiii

[ToBimomeHHs mpo Mo6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
Ile mae 3Mory IPOBOAUTH MOHITOPUHT CIIIBBIHOLIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI
IIbOTO0 JIIKAPCHKOTO 3aco0y. MeguyHUM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0X
natieHTaM abo iXx 3aKOHHUM IPeiCTaBHUKAM CIIif] MOBiIOMIISITH TIPO YCi BUTTaAKU
igo3poBaHUX MOGIYHMX peakIliil Ta BiACYTHOCTI e(eKTUBHOCTI JTiKapChKOT0 3aco0y dyepes
ABTOMaTH30BaHYy iHPOPMaLiVHY CUCTEMY 3 (hDapMaKOHATISAAY 3a IOCUJIaHHSIM:
https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

4 poxu.

YmMmoBH 30epiranssi.

30epiraTtu B OpuriHaabHi¥ yIaKOBIi y HEOOCTYIHOMY OJis OiTei Mmicui. He moTpeOye 0co6IMBHAX YMOB
30epiraHus.

YnaxoBka.

I[To 14 TtabneToxk y 61micTepi; 1mo 4 61icTepy y KapTOHHIN MayYIIi.

KaTteropis Bigmycky.



3a pelemnToM.

BupoOHHK.

Ixenedpapm CA.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MicCIsi IPOBaJIKeHHs HOro JisIbHOCTI.

18-i1 kM Mapatoroc ABe, [Tamnini AtTiki, 15351, I'petis.

Y pasi suHUKHeHHs nobiuHux epekmis ma 3anumaHsb w,000 6e3neKu 3acmocyB8aHH
AiKapcbko20 3acoby npocumo 38epmamucs 00 8id0iny papmakoHazasady TOB «ACIHO
YKPAIHA» 3a adpecoto: 6yaveap Baynaea I'asena, 8, m. Kuis, 03124, mea/pakc:

38 044 281 2333.



