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IHCTPYKIIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 3aC00y

JAKO3AM®
(LACOSAM)

Cknao:

Oioua pevosuna: lacosamide;

1 Tabnetka micTuTh Jakocamigy 50 mr a6o 100 wmr;

OONOMIDICHI ~ PeYOBUHIU. IEJTF0JI032 MIKpOKPHCTAJIIYHA, T1IPOKCUIIPONIIIEITIOI03a
HU3bKO3aMIIlIeHa, KpPOCIIOBIIOH, TIIPOKCHUIIPOIIIEI0I03a, KPEMHIIO IOKCHA KOJOITHUI
0€3BOJIHUI, MaTHIIO CTeapar;

06o10HKa: cUPT NoMiBiHiIoBHM, THTany Aiokcun (E 171), makporon 3350, tanbk, 3ami3a OKCHIL
gyepBonuil (E 172), 3amiza okcupn yopuwii (E 172), FD&C cuniii #2/iHIuroKapMiH amoMiHi€BUHA
nak (E 132) (nna nosysanns 50 mr);

000/10KKa: CTIMPT TIOMiBIHUIOBHMA, TUTaHy miokcun (E 171), makporon 3350, Tanbk, 3aii3a OKCHI
woBtuit (E 172), 3aniza okcun yopauit (E 172) (myst no3zysanns 100 mr).

Jlikapcbka ¢gopma. TaGneTku, BKpUTI TUTIBKOBOIO 000JIOHKOIO.

OcHO8HI Pi3uKO-XIMIUHI 61ACMUBOCTI:

TabaeTku 1o 50 Mr: pokeBi MPOJOBryBaTi JBOOMYKJII TaONETKH, BKPUTI IJTIBKOBOKO 000JIOHKOIO, 3
TUCHEHHSM «50» 3 0HOTO OOKY Ta IMaJAeHbKI 3 THIIOTO OOKY;

tabaeTku 1o 100 Mr: >KOBTi POJOBryBaTi JBOOMYKJI TaOJETKH, BKPUTI ITIBKOBOKO 000JIOHKOIO, 3
TucHeHHSIM «100» 3 omHOTrO OOKY Ta IIaJCHBKI 3 1HIIOTO OOKY.

dapmakoTepaneBTHYHA rpyna. [Hill TpOTHENUIENTHYHI 3aCO0H.
Kon ATX NO3A X18.

Dapmaxonoziuni enacmueocmi.

MexaHi3Mm it

Hitoua peuoBuHa nakocamin (R-2-ameramino-N-OeH3UI-3-METOKCUTIPOIIIOHAMIT) — 1€

(GyHKIIIOHaI130BaHa AMIHOKHCIIOTA.

Tounnit ~ MexaHi3M  MPOTHENJIENTHYHOI  Jii  Jakocamily He  BCTaHOBiIeHuH. B

eNeKTPOo(i310J0TIYHUX MOCTIPKEHHSIX in Vifro Oya0 TOKa3aHO, IO JIaKocaMiJ CEJIEKTHBHO

MOCUJIIOE TOBUIbHY 1HAKTHBAIIIO BOJIBTAXK3aJEKHUX HATPIEBUX KaHAJIB, 110 MPU3BOIUTH [0

crabinizauii rinep30yayinBUX MeMOpaH HEHPOHIB.

DapmaroouHamika.

[Iportucynomua e¢ekTUBHICTh JlaKOCaMilly BCTAHOBJIEHA Yy pPI3HHUX JOCHifaXx Ha TBapuHax 3

napuiaJbHUMU 1 IEpBUHHUMHU T€HEpalli30BaHUMHU CyAOMaMHU Ta 3aTPUMKOI0 PO3BUTKY KIHJUTIHTY

(emiylenToreHHU €(EeKT y eKCHepUMEHTaJIbHUX TBAapuH). Y XOAl MOKIIHIYHUX JOCIIIKEHb
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JaKoCaMiJl CHPUYHMHSIB CHUHEPreTUYHy ab0 aJWTHBHY MPOTHCYIOMHY Jit0 Yy KoMOiHamii 3
JIeBeTHpaleTaMoM, kapoamaseniHoM, PeHITOTHOM, BAJILIIPOATOM, JIAMOTPHKHHOM, TOIipaMaToOM
ab0 rabaneHTHHOM.

KniniyHa eQexkTHUBHICTh Ta Oe3meka

EdexTuBHiCTh TakocaMify sK JOAATKOBOI Tepamii y pekoMeHaoBaHuX no3ax (200 Mr Ha 100y,
400 mr Ha 100y) Oyna BCTaHOBJIEHA y XOJI TPHOX 0araroreHTPOBHX pPaHIOMI30BaHUX IuIarebo-
KOHTPOJIbOBAHUX ~KJHIYHUX JOCH/DKEHb 3 MIATPUMYBaJbHUM IepiogoM 12  THKHIB.
EdextuBnicts 600 Mr makocaminy Ha 100y TakoX Oyia BCTaHOBJIEHA Y XO/1 KOHTPOJbOBAHUX
JOCITIPKEeHB JIOIaTKOBO1 Tepartii, Xo4a e()eKTUBHICTS Ii€l 7031 Oyi1a Takor X, sk 1 400 mr Ha 100y,
Ta MallEHTU Kpalle MEepeHOCHIM MEHIYy 703y, OCKUIbKU IpH 3acTocyBaHHI 600 mr Ha 100y
BUHUKAIM MOOIYHI peakiii 3 OOKy IeHTpallbHOI HEPBOBOI CHCTEMM Ta HUTyHKOBO-KHIIIKOBOTO
Tpakty. TakuM YMHOM, HE PEKOMEHJO0BaHO mpu3Hadath Ao03y 600 mr Ha 00y, MakcumanbHa
pexoMeHioBaHa J103a cranoBUTh 400 Mr Ha 700y. MeToro UX TOCIiIKEHb, Y IKUX Opaju y4acTb
1308 marieHTiB, 3 MapuiaIbHUMK HamaJaMHu y CepeIHbOMY MPOTAToM 23 pOKiB B aHaMHe31, OyJ10
OLIHUTH €(DEeKTUBHICTH Ta OE3MEeKy JaKocamily MpH OJHOYACHOMY 3aCTOCYBaHHI 3 1—3 iHmUMH
IPOTUENUICITUYHUMHY IpenapaTaMd Yy TMAIi€HTIB 13 HEKOHTPOJIbOBAaHUMH HapliaIbHUMU
Hama/JIaMH sIK i3 BTOPHHHOIO TeHepali3allieto, Tak 1 0e3 Hei. 3arajaoM BiJICOTOK IMAII€HTIB, Y SKHX
Ha 50 % 3MeHmunIacs 4acTora MosiBM HanajiB, cTaHoBUB 23 %, 34 % Tta 40 % npu 3acTocyBaHHI
tane6o, 200 mr ta 400 Mr Jakocaminy Ha 100y BiIIOBITHO.

JlocTaTHIX JaHUX MO0 BIJAMIHM CYIYTHHOI'O HPOTHUENUICNTUYHOIO MEJUKaMEHTO3HOIO
JKyBaHHS 3 METOO IOCSTHEHHS YCIIIXy 3aBJISKA MOHOTEPAIIii JIJAKOCAMIJJOM HEMAE.
®dapMakoKIHETHKY Ta Oe3leKy 3aCTOCYBaHHS OJHOPA30BOi HAaBAaHTAXKYBaJbHOI J03U JIAKOCAMiTy
BHYTPIIIHBOBEHHO OyJI0 BH3HAUEHO y 0araroleHTPOBOMY BIAKPUTOMY IOCIIIKEHHI 3 METOIO
OLIIHKU O€3MeKH 1 MePeHOCUMOCT] PaIITOBOIO MOYaTKy 3aCTOCYBAaHHS JIAKOCaMidy 3a JI0IIOMOIOI0
OJTHIET HAaBaHTAXXYBaJILHOI O3 BHYTPIIIHEOBEHHO (200 MT BKIIFOYHO), a Hajxami 2 pasu Ha 100y
BHYTPIIIHBO (110 €KBIBaJICHTHO BHYTPIIIHBOBEHHIN 7031) SIK JOAATKOBOi Tepamii y IOpOCIHX
TMalieHTiB BIKOM Bif 16 10 60 pokiB 13 mapiiaibHUMHU CYIOMaMHU.

Dapmakokinemuxa.

BcMokTyBanHS

JlakocamiJl IIBUAKO 1 MOBHICTIO BCMOKTYETBCS IiCIs MPUHOMY BHYTpIIHBO. biogocTymHIiCTh
JakocaMminy y Tabnerkax craHoBUTh mnpuoiausHo 100 %. Ilicns mnpuiioMy BHYTPIIIHBO
KOHLIEHTpAIIisl HE3MIHEHOr'0 JJaKOCaMiJly y T1a3Mi KpOoBi IIBUAKO 301TbIIY€THCS, Cmax JOCATAETHCS
aepes 0,5—4 roxunu. Jlikapcpki Gopmu JTakocamiy TaOIeTKH, BKPHTI IIIBKOBOKO 0OOIOHKOI, i
CHpOII OpalbHUil € 6i0eKBiBACHTHUMHU. 1%a He BIUIMBAE HA MIBUJKICTD i CTYIiHb BCMOKTYBaHHS.
Posnonin

O06’em po3noaiy cTaHOBUThH NpHOIK3HO 0,6 J/KT, CTYHiHb 3B s3yBaHHA 3 OLIKaMM IJIa3MH KPOBI
— meHie 15 %.

biorpancdopmartis

95 % mo3u BHBOIUTHCS 3 CEUEI0 Y BUIVISII JIAaKOCaMiay 1 MeTaboiTiB. MeTaboi3m Jiakocamiay
BHBYEHUI HE TIOBHICTIO.

OCHOBHI CITOJIYKH, IO BUBOASTHCS 3 CEUCH0, — 1€ HE3MIHeHHM Jakocamin (mpubmmsHo 40 % Bifg
no3M) 1 oro O-gecmerunoBuit metadomnit (menie 30 %).

Yactka nosnsipHoi (pakiii y cedi (IMOBIpHO, OX1/IHI CEpUHY) cTaHOBMIIA prbiu3Ho 20 %, mpoTe
i1 BUSIBIISUTM TUJIBKU Yy HEBETMKUX KUTbKOCTAX (0—2 %) y mia3mi KpoBi eskux namieHTiB. Hepenuka
KUTBKICTD 1HIIUX META0OJITIB, BUSBICHUX Y cedl, CTaHOBUTH 0,5—2 %.

In vitro nani noka3syworts, 1o CYP2C9, CYP2C19 ta CYP3A4 3narHi karaji3yBaTH yTBOPEHHS
O-necmeTniMeTalosiTy, ajie pojb OCHOBHOTO 33/isIHOrO 130()epMeHTy He Oyna MiATBEepKeHa
in vivo. KIiHIYHO 3HauylIMX BIMIHHOCTEW B €KCIO3HUIl JIaKOCaMiZy HpU HOpPIBHSIHHI HOTro
(hapMaKkOKIHETUKH B €KCTeHCUBHUX MeTabomi3aTopiB (EM ocib 13 pynknionansaum CYP2C19) ta
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noBUTbHUX MeTabomizaropie (PM oci6 13 HemocratHicTio dyHKIioHAnpHOr0 CYP2C19) nHe
crioctepiranocs. binpIe Toro, qocipKeHHs B3aeMoii 3 omenpasonom (iHriditopom CYP2C19)
JTOBEJTH BIICYTHICTh KJIIHIYHO 3HAYYIIIMX 3MiH IJIa3MOBOI KOHIICHTPAIII1 JJaKocaMiTy, IO BKa3ye Ha
MiHIMaJbHE 3HAYEHHS [IHOTO META0O0IIYHOTO MIISXY.

Konuentparniss O-gecMeTHIOBOro MEeTa0oMITy Yy IIa3Mi KpPOBI CTaHOBUTH Mpuobian3Ho 15 % Bix
KOHLIeHTpalii makocaminy. Lleii ocHOBHMIT MeTaboiiT He Mae BioMOl (apMaKoIOTiYHOI
AKTUBHOCTI.

Busenenns

JlakocamiJ1 TOJIOBHUM YHHOM BUBOJUTHCS 13 CUCTEMHOIO KPOBOTOKY IIIJISIXOM HUPKOBOI €KCKpeLii
i Giorpanchopmartii. [licns mepopadbHOrO Ta BHYTPINTHROBEHHOTO BBEIEHHS PadiOaKTHBHO
MIYEHOr0 JlaKocaMiry mpubnusHo 95 % paaioakTuBHOCTI Oyno BUsBIEHO y ceui Ta MeHIe 0,5 %
—y Kkaui. [lepion HamiBBUBECHHS HE3MIHEHOTO JIIKAPCHKOTO 3aCO0y CTAHOBUTH MPUOIH3HO

13 rogun. ®apmMakoKiHEeTHKA MPOIOPIiIHA O 103U, HE 3MIHIOETHCS 3 YACOM 1 XapaKTePU3y€EThCS
HU3BKOI0 MIX- Ta IHTpalHAMBiIyalbHOIO BapiabenpHicTiO. [Ipu 3acTocyBanHi 2 pa3u Ha 100y
PIBHOB&)XHI KOHIIGHTpaIlii y IIa3Mi KpOBI JOCATAlOThCA MpoTsaroM 3  aHIB. Kymyrsiis
CYIPOBOKY€ETHCS 30UTBIIEHHSM KOHIIEHTPALi y T1a3Mi KpOBi MPUOIU3HO y 2 pa3u.
3acToCyBaHHS ~ OIHOPAa30BOi HaBaHTaXyBaJbHOI 11031 200 Mr HaOnukae PpIBHOBaKHY
KOHIICHTpAIII0 JIIKAPChKOTO 3aco0y y TuIa3Mi KpPOBI [0 Takoi, SIKy MOJXKHA IOPIBHATH 13
3aCTOCYBAaHHSM JIIKapChKOTO 3aC00y BHYTPIlIHBO y 1031 100 mr 2 pa3u Ha 100y.
DapmakoKkinemura 8 0COOIUBUX 2PYNAX NAYIEHMIB

Crarp

KuiHnigyHl JOCTIDKEHHS T[OKa3ald, IO CTaTh HE Mae KIIHIYHO 3HAYyIIOTO BIUIMBY Ha
KOHIICHTpAIIIIO JIaKoCaMify y Miia3Mi KpOBi.

Hopymenss GyHKIIT HUPOK

3nauenHss AUC i nakocamiy 30u1bryBanocs npu0in3Ho Ha 30 % y nanieHTiB i3 NOpyLEeHHIM
¢byHKLIi HUPOK cIa0KOT0 Ta CEPEeAHbOTO CTymeHs, Ha 60 % y MalieHTiB i3 TSHKKUM MOPYIICHHIM
(GYHKIIIT HUPOK Ta y MAalli€HTIB Y TepMiHANbHIN CTalil HUPKOBUX 3aXBOPIOBAHb, 110 MOTPEOYIOTh
remonianizy. [Ipore 111 3aXBoproBaHHS HE BIUIMBAIOTh HA Cax.

Jlakocamil epeKTHBHO BUBOUTHCA 3 MJIa3MH KPOBI IPH MTPOBEACHHI remoianisy. Uepes 4 ronuHu
remomianizy AUC nakocaminy 3HUXKYyeTbcsl npuOmu3Ho Ha 50 %. Tomy micis mpoBeAeHHS
reMojiiaslizy peKOMEHJI0BaHO 30UIBLIMTU 103y JIIKapchkoro 3acoOy. Brmms O-necmeTninioBoro
MeTaboIITy 3pOCTa€ y KibKa Pa3iB y MAlLI€HTIB 13 CEPEAHIM Ta TSHXKKUM MOPYIICHHAM (PyHKIIT
HUPOK. SIKII0 remopiaii3 y Hali€HTIB i3 TEPMIHAIBHOIO CTAJI€I0 HUPKOBOi HEIOCTATHOCTI HE
MIPOBOJIMBCA, 111 3HAUEHHS OyJM MIABUIIEHUMH 1 0€31epepBHO 3pOCTally, 1110 BUJIHO 3 aHAJI31B, SKi
IPOBOAMIN TpoTsroM 24 ronuH. HeBimomo, yu 3017bIIE€HHS BIUIMBY METaOOJITY JiKapChbKOTo
3aco0y y Malli€HTIB 13 TEPMIHAIBHOIO CTAII€I0 HUPKOBOI HEAOCTATHOCTI MOXKE CIIPUUUHUTH MOSBY
noOIYHUX peakiiif, mpore He Oyna BUSABIEHA >XKOAHA (apMaKOJIOTiYHAa AaKTHBHICTh IIbOTO
MEeTa0oJIITY.

IopymieHHs GQyHKIIT HEYiHKU

V narieHTiB 13 nopyueHHsAM QYHKIII MeYiHKU cepeIHboro crynens (kiac B 3a mkanoro Yaiinga-
IT’to) Oyno BUSBICHO MiJABUINEHY KOHLEHTpalilo JakocaMminy (mpubmusHo Ha 50 % Buie
AUChorm). ITigBuIeHnit BIJTUB J1KapChbKOT0 3ac00y 4aCTKOBO CIIPUUMHEHUH 3HHKEHOIO (PYHKIIIEI0
HUPOK Y MAIl€HTIB, SIKI Opajy y4yacTb Yy JOCHIJUKEHHI. 3HMKEHHS HEHHPKOBOIO KIIIPEHCY Y
MAIIEHTIB, AK1 Opaiu y4acTb y AOCTIIKEHH], CIpUYMHIIIO 3011bieHHs 3HadeHb AUC nakocaminy
Ha 20 %. ®apMaKoKiHETHKa JJaKoCaMily y Hali€HTIB 13 TSHKKUMHU MOPYIIEHHAMH (QYHKIIT TeYiHKH
HE BHBYAJIACS.

IlarieHTH JITHHOTO BIKY (Bij 65 POKiB)

VY xomi A0CTIKEeHbB, IO MPOBOIMINCS 3 YUACTIO JKIHOK Ta YOJOBIKIB JITHBOTO BIKY Ta BKIIOYAIH
4 marrieHTiB BikoM Bix 75 pokiB, piBeHb AUC BianmoBigHo OyB nmpubau3no Ha 30 ta 50 % Bummm
MOPIBHSHO 3 TAKMMH TAli€HTAaMH MOJOAOTO BiKy. Takuii pesyipTar 4acTKOBO CHPUYHHEHHI
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HU3BKOIO Macoro Tina. Ll pizHuis cranoButh 26 % Ta 23 % BIANOBIIHO NPH 3BEICHINA PI3HMII
Macu Tina. Takoxk crocrepirajiocst 3pOCTaHHsI BapiaOeIbHOCTI BIUIUBY JIKapChKOTO 3aco0y Ha
namienTa. Y Xo/li Iiboro A0CTiHKEHHS OyJI0 BCTAHOBJIEHO, 110 Y MAIIEHTIB JITHHOTO BIKY HUPKOBHIA
KIIIPEHC JJaKocamMity OyB JIUIIIE TPOXH 3HIKEHUM.

3aranbHy /103y JIIKQpCHKOTO 3ac00y HE CJIijl 3MEHIIYBaTH, OKPIM BHUMAJAKIB, KOJHU II€ IMOKa3aHO
gyepe3 3HUKEHHS (PYHKIIT HUPOK.

Kuiniuni xapakTepucTuku.

Ilokazanns.

Sk pomomikHA Tepamis IS JIIKYBaHHS HapHialibHUX CyAOM, IO CYMPOBOIKYIOThCS ab0 He
CYNPOBOIKYIOTHCSI BTOPUHHOIO T€HEepaTi3alli€lo, y MaIi€HTiB BIKOM BiJ 16 POKIB 3 €MiJIETICIETO.

Ilpomunokaszanns.
l'inepuyTuBiICTh 10 Jit0401 peY4OBUHU 200 70 JOMOMIKHUX PEYOBHH.
AtpioBeHTpuKy/IsipHa Onokana Il abo III ctynens B anamHue3i.

B3aemooia 3 inwumu aikapcekumu 3acodamu ma iHwi 6uOu 63aEmMo0ill.

JlakocaMia CITii 3aCTOCOBYBard OOEPEKHO TMAIliEHTaM, SIKi OTPUMYIOTh JIHKApChKi 3acO0H, IO
CIPUYUHSIOTh TONOBXKEHHS iHTepBaly PR (BKirouaroun mpoTHENiIENTHYHI JIIKAPChKI 3acO00U —
OJIOKAaTOpH HATPiEBHX KaHAJIB), Ta MAIli€HTaM, SIKi OTPHUMYIOTh aHTHAPUTMIUHI JIKApChKi 3acOo0H
I knacy. Ilpore mpu aHami3zi y migrpymax y Xo[l KITIHIYHUX JOCHIDKEHb He OyJ0 Big3HAYEHO
JIOJTATKOBOTO TIOIOBXKEHHs iHTepBairy PR y XBopuX, sIKi OTHOYACHO MpUIMaII JIaKocaMijl y KoMOiHamil
3 KapOama3erniHoM abo JIAMOTPHIKUHOM.

JlaHi in vitro

3arajbHi pe3yJbTaTy JOCTIKEHb CB1IYaTh PO HU3bKY BIPOT1IHICTh B3a€MOIII JIAKOCaMi Ty 3 1HIIUMH
JKapChKUMU 3aco0amu. JlocmimKeHHs in vifro TIOKa3yloTh, IO JIAKocaMia He iHAYKye (epMeHTH
CYP1A2, 2B6 ta 2C9 ta ne npurniuye CYP1A1, 1A2, 2A6, 2B6, 2C8, 2C9, 2D6 ta 2E1 npu takux
KOHIIEHTpALISIX y TUIa3Mi KPOBI, 1110 3aCTOCOBYBAJIM Y X0/ KJIIHIYHUX JOCIIIKEHb. J{OCIiKEeHHS in
Vitro TIOKa3aJiy, 110 JIAKOCaMiJl He TPaHCHOPTY€eThCs P-IMIKONpPOTETHOM y KUIIEUHMKY. [n Vitro JaHi
ceimuate, mo CYP2C9, CYP2C19 Tta CYP3A4 3parni karamizyBaru yTBopeHHs O-
JIeCMETUIIMETA0OITY.

JlaHi in vivo

In vivo nakocamij He npurHiuye Ta He iHAYKye ¢pepmeHTr CYP2C19 Ta 3A4 KiIiHIYHO 3HAYYLMM
YUHOM.

Jlakocamin ne BmmBaB Ha AUC mimazonmamy (mertabomizyerbesi 3 yuactio CYP3A4, makocamif
3acTocoByBasd y 71031 200 Mr 2 pas3u Ha 100y), ane Cmax Mifazonamy Oy:a ero niiBuieHoo (30 %).
JlakocaMmijl He BIUIMBaB Ha (papMaKOKIHETHKY oMernpasoity (MeTadomnisyerses 3 yuacTio CYP2C19 ta
3A4, nakocamin npuiimanu y 1031 300 mr 2 pa3u Ha 100y).

Inri6irop CYP2C19, omenpazon (40 mr 1 pa3 Ha 100y), HE 3yMOBIIIOBAB KJIIHIYHO 3HAYYLIUX 3MiH
eKCITIO3M1I1T JJakocaMiay. TakuM YUHOM, MaJIOMMOBIPHO, 1110 OMIpHO MOTY>kH1 1HT16iTopr CYP2C19
KJTIHIYHO 3Ha4yIIe BIUTMBATUMYTh Ha CUCTEMHY €KCIO3HIIIIO JIAKOCAMITY.

Pexomenmyerscst 3 00EpeXHICTIO OJHOYACHO 3acTOCOByBaTH TMOTYXH1 iHTiOITOop CYP2C9
(nampukian, ¢umykonason) Ta CYP3A4 (mampukiaz, iTpakoHa30j, KETOKOHA30JI, PUTOHABIp,
KJIQPUTPOMIIIMH), 0 MOXKE TPU3BOAUTH 10 3POCTaHHS CHCTEMHOI €KCIO3MIIii Jiakocamimxy. Taki
B3a€EMOIii HE BCTAHOBJIEHO i1 Vivo, aJie IXHs IMOBIPHICTb IPYHTY€EThCS Ha i Vitro JaHHX.

[otyxH1 iHAYKTOpHU (hepMeHTIB, Taki K pudamiiuH ado 3Bipo0iit (Hypericum perforatum), MOXyTb
CIIPUYMHHUTH TIOMIPHE 3HIDKEHHS CHUCTEMHOI eKCHO3MLii Jakocamigy. Y 3B’S3Ky 3 LUM TpH
MpU3HAYCHH1 MOIIOHMX JIIKAPCHKHUX 3aC001B 200 iX BiZIMiHI CITiJT OyTH 00EpPEIKHUMH.
[IpoTueninenTuyHi JiKapchKi 3aco0u

JlakocaMiji He CIIPUUYMHSIB ICTOTHUX 3MiH KOHIIEHTpAIliii KapOamaserniHy Ta BaJILIPOEBOI KUCIOTH Y
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a3Mi KpoBl. Y CBOIO 4epry, kapOamasemiH Ta BaJblIPOE€BAa KUCIOTa HE BIUIMBAJIM Ha PiBEHb
JlaKocamiy y Iuiasmi KpoBi. 3a qTaHUMHU (papMaKOKIHETUYHOTO aHaJIi3y MOMYJIALi, CYIyTHS Tepartis
THIIIMMY TPOTHUEMUICTITAYHUME 3aC00aMU, 1110 1HIYKYIOTh epMeHTH (KapOamazermHoM, (eHITOTHOM,
(enobapOiTaIoM y pi3HHX J103aX), 3HIKYBAJIa 3arajibHy CUCTEMHY EKCIIO3HUIIIO JJakocamiay Ha 25 %.

IlepopanbHi KOHTPALIENTHBH

VY nmocnimpkeHH] B3aeMO/IIi HE BHSBJICHO O3HAK KJIHIYHO 3HAYYIIOT B3a€MOIIl MIXK JIAKOCAMIJIOM 1
NEepOpaTbHUMHU KOHTPAIENITUBAMH ETHHUIECTpaaioaoM 1 JeBoHoprectpenoM. KoHmeHTparii
MPOTeCTEPOHY HE 3MIHIOBAJIMCS MPU CYyMICHOMY 3aCTOCYBaHHI JIIKAPCHKUX 3aCO01B.

Irmi

Jlakocamin He BIUIMBaB Ha ¢apMakoKiHETUKY nurokcuHy. KiliHiYHO 3Hauyymoi B3aeMomii
JaKocaminy Ta MeT(hopMiHy HE BHSBIICHO.

OnHoyacHe 3acTOCyBaHHS Bap(apuHy 3 JIAKOCaMiJIoM HE BHSIBIJIO KJIIHIYHO 3HAYYIIUX
pe3ynbTariB y (hapMakokiHeTHI Ta papMakoanHamii BappapuHy.

Xova (papMakOKIHETHYHI JaH1 IIOAO0 B3a€EMOJIil JIAKOCAMily 3 aJKOTOJEeM BiJICYTHI, HE MOXXHA
BUKITIOUUTH (papMaKkoAMHAMIYHUHN €(EKT.

Cryninb 3B’s3yBaHHS JJakocaMijay 3 OUIKaMM HU3bKa 1 CTAaHOBUTH MeHIIe 15 %. ¥V 3B’s3Ky 3 UM
KIIIHIYHO 3HaYyIla B3a€MOJis 3 IHIIMMH JIKAPCHKUMH 3ac00aMH, IO 3B’SI3YIOTHCS 3 OLTKaMu
KpOBi, MaJIOIMOBIpHa.

Ocoonueocmi 3acmocyganns.

3anaMopoyeHHs

JIikyBaHHSI JIaKOCaMiJIOM CYIIPOBO/UKYETbCS 3allaMOPOYEHHSM, IO MOXE IPHU3BECTH [0
301TBIICHHS YaCTOTH BUIAAKOBUX YIIKO/DKEHB Ta MaliHHs. ToOMy MaIieHTiB CITi MOTEPEIUTH PO
MOXJIMBUM BIUIMB Ipenapary, peKoMeHayBaTu OyTH OOepeXKHUMH Ta O3HaloMHTHCS 3
MOTEHIIIHHUMHU HeOakaHUMH e(eKTaMH JIKapChKOTro 3aco0y , 3a3HaueHUMH y poszini «[lobivni
peakiiin.

CepruieBuil puTM Ta NPOBLAHICTD

VY Xoai KIHIYHUX JOCHTIKEHb BiJ3HaYalld 10303aJI€KHY MpOJoHralito iHtepBamry PR mig gac
npuiioMy Jlakocaminy. Jlakocamija ciiji 3aCTOCOBYBAaTH 3 OOEPEXKHICTIO TAIll€EHTaM 13 BIJIOMUMHU
MIPOAPUTMIYHUMH CTaHAMH, TAKUMU SIK TOPYIIEHHS CepIeBOi MPOBIAHOCTI a0o cepilo3Hi ceplieBi
3aXBOPIOBaHHS (HAMpPUKIAA, 3 1MIeMi€r0/iHpapKTOM MIOKapAa, CEpILEBOK HEAOCTATHICTIO,
CTPYKTYpHUMH 3aXBOPIOBAHHSMHU ceplis a00 TMAaToNOri€l0 CEepleBHX HATPiEBUX KaHATIB), Ta
MamieHTam, Kl NpUAMaroTh JIKapchbKli 3acoOu, IO BIUIMBAIOTh Ha CEPLEBY IPOBIIHICTD,
BKJIIOYAIOYM AHTHApUTMIYHI 3aco00M Ta MNPOTHENUIENTHYHI 3aco0u — OJIOKaTopu HATPiEBUX
KaHaJiB, (B po3aut «B3aemMozis 3 IHITUMU JIKapChKUMH 3ac00aMH Ta 1HIII BUIA B3aEMOIIN»), a
TaKO MaIlieHTaM JITHHOTO BIKY.

VY nnane6o-KOHTPOIbOBaHUX JOCHIIKEHHSAX JaKocaMiqy 3 YYacTiO IMall€HTIB 3 EMiJIENCiel0 He
NOBiIOMIIsUIOCS Tpo  (GiOpmisLito abo TPIMOTIHHA MepeacepAb, OIHAK TakKi IOBIIOMIICHHS
HaJIXOMWJIW TiJ Yac BIAKPUTHUX JTOCHIDKEHb TPH EMuIerncii Ta y XoIl MOCTPEECTPaIiiHOTO
MOHITOPHUHTY.

[lin yac mocTpeecTpaliifHOrO MOHITOPUHTY MOOIYHUX SBHIL HAAXOAWJIM MOBIIOMIIEHHS IPO
aTpiOBEHTPUKYJSIPHY OJO0Kady Apyroro abo BHUIIOTO CTyHeHs. Y MaIli€HTIB 3 MPOapUTMIYHUMHU
CTaHAMHU TOBIIOMJISUIOCS TIPO MUTYHOYKOBY TaxXiapuTMir0. 3pifka Il BHUTAIKHU MPU3BOIUIN O
aCHCTOJMI1, 3yNMHKU cepIlst a00 JIETaTbHOrO HACHIAKY Y MAli€HTIB 3 BIIOMUMH IPOapUTMIUHUMHU
CTaHaMH.

[MarieHTiB HEOOX1THO O3HAWOMHTHU 13 CUMIITOMAMU CEPIIEBOi apuUTMIii (HANpHUKIaJ, MOBIIHHUMA,
MBUIKHAN a00 HEPETYISIPHUH ITyJIbC, TPUCKOPEHE CEPLIEONTTS, 3aIMIIIKA, CIUTyTaHIiCTh abo BTpara
ciomocrti). [lanienTam ciijl HeraifHO 3BEpHYTHUCS 3a MEIUYHOIO JIOTIOMOTIOI0 Y pa3i MOSIBH TaKUX
CUMIITOMIB.




CyiumnansHe MUACICHHS Ta OBEJIHKA

CyiuumpaneHe MHUCIEHHS Ta TIOBEIIHKA CIOCTEpIraJiucs Yy TAli€HTIB, $Ki OTPUMYBAJIU
MPOTUETIJICTITUYHI JIIKAPChKi 3aCO0M NP PI3HUX 3aXBOPIOBaHHAX. MeTaaHami3 paHI0Mi30BaHUX,
1a1e00-KOHTPOIBOBAHUX KIIIHIYHUX JOCTI/KEHb MPOTUEHUICHTHYHUX JIKapChKUX 3ac00iB
TaKOX TPOJEMOHCTPYBAaB HE3HAYHE 30UTBIICHHS PHU3HMKY IOSIBH CYIUJaIbHOTO MUCICHHS Ta
NoBeIiHKM. MexaHi3M IbOTO PU3MKY HEBIJOMHI, a HasBHI JiaHi HE BUKIIOYAIOTh MOXJIMBOCTI
30UJIBIIICHHS PU3HKY IPH 3aCTOCYBaHHI JIAKOCAMITY.

TakuM 4MHOM, CIiJi KOHTPOJIOBAaTH MOSBY y MAI[IEHTIB O3HAK CYIMIAIBHOTO MHUCIICHHS Ta
MOBEJIHKK Ta MPHU3HA4YaTH, Yy pa3i HeoOX1AHOCTI, BiAmoBiaHe jJikyBaHHsA. CiiJ peKOMEHIyBaTH
nariesTam (Ta ocobam, SKi 3AIMCHIOIOTh HAIVIST 32 HUMH) y pa3i MOSBH O3HAK CYIUAaTBLHOTO
MUCIICHHS Ta TIOBEAIHKH 3BEPTATUCS 32 MOPAJIOI0 JI0 JKaps.

3acmocyeanns y nepioo eacimnocmi abo 200y8arHs 2pyooro.

JKiHKM penpoayKTUBHOIO BIKY

JlikapssM ¢l OOTOBOPHTH IUIaHyBaHHA CiM’i Ta 3aco0M KOHTpalemiii 13 KIHKaMu
PETPOAYKTUBHOTO BiKY, SIKi IPUHMAIOTh JTakocaMif (IUB. «BariTHICTB» HIKYE).

SIK110 JKiHKA MIaHY€ 3aBariTHITH, JOULIBHICTh 3aCTOCYBAaHHS JTAKOCAMIJTY CJIiJl TOBTOPHO OI[IHUTH.
BariTtHicTh

Pusux, noé’sazanuii 3 eninencicio i 3acmocy8aHHAM NPOMUENLIENMUYHUX 3AC00i8 3a2anom: y
HOBOHAPO/DKEHUX JIITEH, MaTepi AKX OTPUMYIOTh JIIKYBaHHS BiJ| €MIJICIICi], 4aCTOTa BPOIKEHUX
BaJ y 2—3 pa3u BHILA, HIX Y 3araibHii nomynsmii (mpubnusHo 3 %). [loniTepanis BariTHUX xKiHOK
CYNpOBOKyBasiacsi 301IbIICHHSIM YacTOTH BPODKEHUX BaJl Yy JMAiTEH, MPOTe 3aJHIIAETHCS
HE3pO3yMLITUM, KOO MipOIO 1€ OB’ A3aHO 3 JIIKYBaHHSM Ta/a00 3 caMUM 3aXBOPIOBaHHSM. binbIie
TOTO, Y TEPi0j BariTHOCTI HE CJIiJ] IepepuBaTi €PEeKTUBHY MPOTHEIICTITUIHY TEPAIito, OCKIITBKH
MOTIPIIEHHS XBOPOOH MOYKE MaTH CEPUO3HI HACHIJIKH K JUIsl Marepi, Tak 1 JUIs TUIo/a.

Pusux, nog’sazanuu i3 3acmocyéanHam — jaaxkocamidy: HEMae BIANOBIAHUX JAHHUX IOJ0
3aCTOCYBaHHS JIaKOCaMily BariTHUM iHKaM. JlocnikeHHs Ha TBapHHAX (IIypax Ta KpojsaxX) He
BUSBWIN TEPAaTOTeHHUX e€(EeKTIB Mpenapary, aje crocTepiraisach eMOpiOTOKCHYHICTh HpHU
BBEJICHHI ITpenapary y TOKCHYHUX JJIs MaTepi 103aX. MOXKIMBICTh PU3MKY IS JTFOAUHH HEB1JIOMA.
Jlakocamin HE CJ1ij] 3aCTOCOBYBATH BariTHUM K1HKaM, 32 BUHSITKOM THUX BUITAJIKiB, KOJIH JIIKYBaHHSI
HEeOoOXiHEe (SIKIO KOPUCTb Ui BariTHOI SIBHO NMEPEBUIIYE MOXKIMBHHA PU3MK JUI I107a). SIKIIOo
KIHKa TUIaHY€ BariTHICTb, TO HEOOXIJHO PETEIbHO 3BaKUTHU JIOLUIBHICTh 3aCTOCYBAaHHS I[bOTO
npernapary.

T'onyBanHs rpyuiro

JlakocamiJlT €KCKpETyeThCsl Y TpyAHE MOJOKO JIOAUHHM. PU3MK JUIsi HOBOHApOJKEHUX/IITEeH
TPYAHOTO BiKy HE MOXKE OyTH BUKITIOYCHHUH. PEKOMEHIye€ThCSl IPUITMHUTH TOAYBAaHHS TPYIUIIO HA
Nepiof JIIKyBaHHS JIAKOCaMiJIOM.

DepTUNBHICTD

Hebaxani siBuma mono (GpepTuiabHOCTI Ta PeNpoayKTHUBHOI (YHKIIT CAMOK Ta CaMIliB I[ypiB He
criocTepirajgucs npu 1o3ax, Kojau BMICT pedoBuHH Y 1iasmi kpoBi (AUC) npubnuzHo y 2 pasu
oinpmmi, Hbk AUC mia3Mu KpoBi JIFOIUMHH TPU 3aCTOCYBaHHI MAaKCUMAaJIbHOI PEKOMEH0BAaHOT
J103H.

30amuicms énaueamu Ha WBUOKICMb peakyii npu Kepy8amHi a8mompaHcnopmom abo iHuuUMu
MexaHizMamu.

Jlakocamin HE3HAYHUM a00 TTOMIPHMM YHMHOM BIUTMBA€ Ha 3/IaTHICTh KEPyBaTH aBTOMOOiIeM abo
KOPUCTYBATHUCS CKIIAJHOIO TeXHIKO0. JIIKyBaHHSI IIMM MpenapaToM CypOBOKYBaIOCS PO3BUTKOM
3armaMopoueHHsl abo 3aTyMaHEHHs 30py. BianoBinHO, marieHTaM He PEKOMEHJYE€TbCsS KepyBaTu
aBTOMOOiTeM abo TMpamroBaTH 3 MOTCHIIMHO HEOEe3NMeYHMMH MeXaHi3MaMH, JOKU He Oyrie
3’scoBaHa 1H/IMB1/lyallbHa PEaKIis MallieHTa Ha IPUHOM JIaKOCaMITy.



Cnoci6 3acmocyeannsa ma 003u.

Jlikapcekuit 3aci6 Jlakoszam® 3acTocoByBatn 2 pasu Ha 700y (3a3BuMuaii 1 pa3s BpaHmi Ta 1 pa3s
BBeuepi). SKIo 103a MpoIyIeHa, NaieHToBl ClIiJl pEKOMEHTyBaTH MPUHHATH IPOMYIIECHY 103y
HEBIJIKJIQJIHO, a HaJajl MNpUHAMaTH HACTYMHY JO03y Jakocamifay BIAMOBITHO 10 PEKUMY
3aCTOCYBaHHA. SIKIIO NAami€eHT MOMITHB, MIO J03a MPOIYyINEHa, MNpOoTAroM 6 TOAWH [0
3aCTOCYBaHHSI HACTYMHOI 103U, HOMY/ii CIiJi pEeKOMEHAyBaTH 3a4€KaTu 1 MPUUHATH HACTYIIHY
703y JIaKOCaMify BiJIOBIZHO IO PEXUMY 3acTocyBaHHA. [lalieHTH HE MOBHHHI NMpHIMaTH
MOJIBIMHY J103Y.

PexomengoBana moyarkosa s103a cTaHoBUTh 50 Mr 2 pa3u Ha 100y. Yepes 1 TwxaeHs 103y ciin
30UIBIIMTH 70 MOYaTKOBOI TepaneBTu4yHOi 1031 100 Mr 2 pa3u Ha 100y.

3aneXHO BiJ TEparneBTHYHOI BIMOBIAlI Ta MEPEHOCHUMOCTI MiATPUMYBAJIbHY 03y MOXKHA
JOJTATKOBO MIABUIIMTH 3 THKHEBUM 1HTepBasioM 1o 50 mr asiui Ha A00y (100 mr mHa mo0y) o
MaKCUMAaJIbHOI peKoMeH10BaHoi 1000801 103U 400 Mr (200 mr aBivi Ha 700Y).

Ilouamoxk niKy8anHA 1aKocamioom 3 HABAHMANCYBAILHOL 003U

3acTocyBaHHS Tpenapary TakoXX MOYKHA PO3IOYaTd 3 OJHOPA30BOi HABAHTAXKYBAJIBHOI JIO3H —
200 mr, Hagauni, TpubIu3HO yepe3 12 roauH, 3aCTOCOBYBAaTH MiATPUMYBaibHYy 103y mo 100 mr
2 pasu Ha 100y (200 mr/moOy). Ilomanmpiry KOpEKIif0 JO3W CHiJ MPOBOAWUTH BiIMOBIAHO IO
1HMBIAyaTbHOI BIAMOBIAI Ta IEPEHOCUMOCTI, K ONMUCaHO BUIlle. HaBaHTa)XyBaJlbHY 103y MOXKHA
3aCTOCYBaTH TMAIIEHTaM Y BHWITAJIKaX, KOJH JIIKap BBa)Ka€, MO MIBUIKE INOCSITHEHHS CTIAKOL
KOHIIGHTpAIIil JIakocaMmiay y Iula3Mmi KpoBl Ta TepaneBTUYHHI edekT oOrpyHToBaHi. BBeneHHs
mpenapary HEOoOXiIHO 3OIMCHIOBATH IMiJ HAIBIIOM JIKaps 3 YpaxyBaHHSIM MOJJIMBOCTI
MIBUIICHHS YaCTOTH CEpHO3HUX CEPIEBUX apUTMii Ta MOOIYHUX peakuiid 3 00Ky HEeHTpaIbHOL
HepBOBOi cuctemu (nuB. po3ain «[loGiuni peakmii»). BBeneHHs HaBaHTa)KyBaJIbHOI 103U HE OyI0
BHUBYECHO IIPU FOCTPHUX CTaHAX, TAKUX SIK CMUICITUYHUNA CTaTyC.

IIpununenns 3acmocysanns

BiamoBimHO [0 cyd4acHOl KIIHIYHOT TNPaKkTUKKA BIAMIHATHA JiKapchkuil 3acid Jlakozam
PEKOMEHIYETHCS TTOCTYMOBO (3HIKYIOUH /103y Ha 200 MTr HA THXK/ICHB ).

V manieHTiB, y SKMX PO3BUBAETHCS CEpHO3HA CeplieBa apuUTMisl, CJIiJi BUKOHATH KIIIHIYHY OL[IHKY
KOPUCTI/pU3UKY Ta y pa3i HeoOX1THOCTI BIAMIHUTH JIaKOCaMIiJ.

Ocobnuei nonynayii

3acTrocyBaHHs MalicHTaM JITHBOTO BIiKY (Bix 65 pokiB)

[TamieHTaM JITHBOTO BIKYy 3HM)KEHHS /103U He MOTpiOHe. JlOCBiJ 3aCTOCYBaHHS JIAKOCAMITy
MalieHTaMm JIITHBOTO BIKY 3 €MiJerncielo ooMexkeHuid. JIJisi MmaiieHTiB JIITHBOTO BIKY HEOOX1IHO
BPaxoOBYBaTH MOXKJIMBICTh BIKOBOTO 3HMKEHHS HHMPKOBOTO KiipeHcy 1 miaBuiieHHs piBHI AUC
(muB. po3mimm  «3acTOCyBaHHS ~MAIlieHTaM 13 TOPYMIEHHAM  (QYHKIII HHPOK»  Ta
«DapMaKOKIHETHKAY ).

3acTocyBaHHs MAIiCHTaM 13 IOPYIIEHHSIM (QYHKINT HUPOK

[TamienTam 13 1€rkuM NOpymeHHsIM (QyHKIIT HUpOK a00 MOMIpHUM MOPYLIEHHAM (DYHKIIT HUPOK
(xmipeHc kpeatuHiny > 30 MJI/XB) KOPEKIIis 1031 HE MOTpiOHa.

JInist mamieHTiB i3 JerkuM abo MOMIpPHUM MOPYIIEHHSAM (QYHKIIT HUPOK MOXJIMBE 3aCTOCYBaHHS
HaBaHTaxyBajbHOI A03u (200 mMr), ame Hajgami TUTpyBaHHS no3u (> 200 mr Ha A00y) ciin
IPOBOJUTU 3 O0EpexHICTIO. J[nsg XBOpUX 13 THKKOIO HUPKOBOIO HEIOCTATHICTIO (KIipeHC
kpeaTuHiHy < 30 MJI/XB) Ta JUId NAI[l€EHTIB 13 TEPMIHAJIBHOIO CTaJi€I0 HUPKOBOI XBOpOOU
PEKOMEHIYEThCSI MakcUMalibHa 1o3a 250 mr/mo0y. TakuM mamieHTam TUTPYBaHHS JO3U CIIiJ
MIPOBOIMTH 3 00EPEKHICTIO. SIKIO MPU3HAYCHO HABAaHTAKYBAJIBHY 103y, OMHOPA30BY MOYATKOBY
no3y — 100 mr Ha 100y, 3 HACTYITHUM 3acTocyBaHHAM 110 50 Mr 2 pa3u Ha 100y CJ1iJ1 3aCTOCOBYBaTH
MPOTSATOM TIEPIIIOTO THKHSI.

[NamienTam, $Ki 3HaXOAATHCS HA TeMoOJiani3i, PEeKOMEHAYETbCS BBECTH JoAaTkoBo 10 50 %
po3moaiieHoi  1000Boi 03W Oe3nocepeHb0 y KIHIN mporeayp. JIiKyBaHHS XBOpHUX 13
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TEPMIHAJIBLHOIO XBOPOOOI HHUPOK CIiJ MPOBOAUTH OOEPEKHO, OCKUIBKM KIIHIYHHA JOCBIJ
3aCTOCYBaHHS IpenapaTy TakKUM HallieHTaM HEBEJIWKUN 1 MOXKJIMBE HAaKOMMUEHHsI METalboJIiTy, 110
HE Mae€ BiJIoMoi (papMaKoIOTiYHOT aKTUBHOCTI.

3acToCcyBaHHS MaIlli€HTaM 13 TOPYIICHHSIM (QYHKIIIT IeYiHKU

[TamienTam 13 JerkuM abo TMOMIPpHUM MOPYHIEHHAM (YHKIIT TEYiHKA PEKOMEHIYEThCS
MakcuMmaibHa 03a 300 Mr/mo0y.

TutpyBatu 103y TakuM HallieHTaMm ciiff 3 00epeKHICTIO, BPAXOBYIOUH MOXKJIUBICTh CYIyTHHOTO
nopyuieHHs: (yHKIIT HUPOK. 3acTOCYBaHHsS HaBaHTaxyBaibHOI 103 (200 Mr) MOXiIMBe, aje
Haja1l TUTpyBaHHs 1034 (> 200 Mr Ha 100y) CI1iJ1 TPOBOAUTH 3 00EpeKHICTIO. DapMaKOKIHETHKY
JIaKOCaMily He BUBYAIIM Y MAIIEHTIB 13 THXKKUMH NOPYIIEHHAME QyHKIT nedinku. Jlakocamin citif
MPU3HAYATH NAIll€EHTaM 13 TSHKKUM MOPYIISHHSAM (PYHKIT MEYiHKH JIMIIE Y pasi, SAKIIO0 O4iKyBaHA
TEpaleBTUYHA KOPUCTH MEPEBHUILYBATUME MOXJIMBI PU3UKH. MoXKe BUHUKHYTH HEOOXiIHICTH Y
KOpEKIIii J03H 3a pe3ysibTaTaMU PETEIbHOTO CIIOCTEPEKEHHS 32 aKTUBHICTIO 3aXBOPIOBAHHS Ta 3
OIVIsI/Ty Ha IOTEHLIHHI TO01UH1 e(peKTH y MaIlieHTa.

3acToCyBaHHS JITIM

[Ipemapar He PEeKOMEHIYEThCS IPU3HAYATH JITAM BIKOM 10 16 pOKIB, OCKUIBKM O€3MeKy Ta
e(eKTUBHICTD Mpernapary y uX BIKOBUX IpyIax HE BUBYAIIH.

Crocib 3acTocyBaHHS

Jlakocamin, TaOJETKH, BKPUTI IUIIBKOBOK OOOJIOHKOI, IIPU3HAYCHI ISl TEPOPabHOTO
3acTocyBaHHs. Jlakocamia MOXKHA MIPUIMAaTH HE3aJIEKHO Bifl IPHIOMY TKi.

Jimu.
3acTocoByBaTu Ipenapar IiTsIM BIKOM 1O 16 poKiB HE PEKOMEHAYETbCS, OCKIIbKU Oe3MeKy Ta
e(EeKTUBHICTh Ipenapary y IMX BiKOBUX I'pyTNax HE BUBYAIIH.

Ilepedosyeanns.

CumMnromMu

CumMrnToMy, SIKI CIIOCTEPIralOThCS TMICHsS BHUIAAKOBOr0 ab0 HABMHMCHOIO I€pe03yBaHHS
JaKocaminy, B nepury uyepry nos’s3asi 3 THC Ta nuryHKOBO-KHUIIIKOBUM TPAKTOM.

e KiIiHIYHO 3HAYYUIMX BIIMIHHOCTEH MK THUIOM MOOIYHMX peakiiiif, 10 crocTepirajucs y
MaIi€HTIB Y Xoml 3acTocyBaHHs 103 moHaa 400 mr 1 go 800 mr, Ta MOOIYHMX peakuii y
HAIli€HTIB, sIKi 32CTOCOBYBAJIM TEPANIEBTUYHI JJO3H JJAKOCaMily, HE BiA3HAYAIOCH.

e Peakiii, npo sKi MoBiAOMIISIIOCS Micist npuiiomy moHaa 800 mr, — 3amaMOpOYEHHs, HY/I0Ta,
OJIOBaHHS, Cy/IOMH (T€HEepasi30BaHl TOHIKO-KJIOHIYHI CyJJOMH, €NUIENTHYHUN cTaryc). Takox
CTHOCTepiraaucsl MOPYLIEHHS CepLeBOi MPOBITHOCTI, HIOK Ta koma. I[loBimomusiocs mpo
JeTallbHl BUIAJKW Yy TMALI€HTIB MICIS TOCTPOro OJHOPA30BOr0 Iepero3yBaHHs (IIpHiioM
JEKITBKOX TPaMiB JIJAKOCAMIZTY).

JIikyBaHHS
Creun¢iyHOro aHTUAOTY IPU MEpeI03yBaHHI JakocaMiqy He icHye. JIiKkyBaHHS mepeno3yBaHHs
BKJIIOYA€E 3arajibHi MATPUMYBAJIbHI 3aX0/H 1, IKIIO HEOOX1IHO, TeMOJIiali3.

Ilo6iuni peaxuii.

3 omsiAy Ha y3arajdbHEH1 pe3yibTaTH IIare00-KOHTPOIhOBAHUX KIIHIYHUX JOCTIKEHb SIK
JIONIOMIXKHOI Teparii, B sSkuX Opanu ydacts 1308 mamieHTIB 3 mapuiaJbHUMM Haragamu, Oyno
BCTaHOBJIEHO, 110 61,9 % manieHTiB, paHOMI30BaHUX Yy IpyMy JakocaMiny, Ta 35,2 % malli€eHris,
paHAOMI30BaHUX y Tpymy Iutanebo, Maiu ImoHaiMmenme 1 mobiuny peakiito. HaitgacTimmmu
no6iuanME peakiismu (> 10 %) mpu 3acTocyBaHHI JIakocaMmiay Oysid 3ariaMOpOYECHHS, TOJTOBHUI
O171b, HyZ10Ta Ta AuIUIoNis. BoHu 3a3Buuail Oynu He3HauHUMH a00 MoMipHO BUpakeHUMH. [osiBa
JesKUX 3 HUX Oylla 10303aJIe)KHOI0 1 3MEHIICHHS I03M Iperapary MPU3BOIWIO 10 iXHBOTO
noJermenHs. Yacrtora Ta TSKKICTh MOOIUHUX peakiliid 3 00Ky HEeHTpalbHOI HEPBOBOT CUCTEMH Ta
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IIUTYHKOBO-KHUIIIKOBOTO TPAKTY 3arajioM 3MEHIITYBIIUCS Yepe3 IesIKUI Jac.

Y KIIHIYHUX JOCHIKEHHSX MpH MOsABI MOOIYHMX e(EeKTiB 3acToCyBaHHS Mpernapary Oylo
npunuHeHo y 12,2 % mnamieHTiB TpyIu JakocaMiay mopiBHsIHO 3 1,6 % maiieHTiB rpynu mianeoo.
Haifuacrime npuunHO0 NPUITMHEHHS KypCY JIIKYBaHHS JaKocamiioM OyJI0 3aaMOpOYCHHS.
Yactora nmo6iunmx peakiiit 3 6oky [IHC (Takux sk 3ariaMOpOYeHHs) MOYKE TT1IBUIILYBATHCS TTICIIS
3aCTOCYBaHHS HABAHTAXKYyBAJIbHOI JT03H.

Hwxkye naBeneHi moOiyHi peakiii, mo Oyaud BHUSBICHI y XOII KIIHIYHUX JOCIHIDKEHb Ta
MOCTPEECTPALIMHOTO MOHITOPHHTY MOOIYHUX peakiiii. YacToTy moOiYHMX peakiliil OIiHIOBAIH
TaKUM YMHOM: Ayxke vacto (> 1/10), wacto (> 1/100 go < 1/10), medacto (> 1/1000 mo < 1/100),
HEBiZIOMa yacToTa (He MOKe OyTH OIliHEHA 32 HASBHUMU JaHUMH). Y KOXKHIH rpymi moOiuHi peakiii
HaBEJICH] Y TIOPSIIKY 3MEHIICHHS TXHbOT CEPHO3HOCTI.

3 60Ky Kpo6i ma nimpamuunoi cucmemu. HeBiOMa 4aCTOTA — arpaHyJIONUTO3! .

3 60Ky iMyHHOI cucmemu: HEYacTO — MeIMKAMEHTO3Ha TilepuyTIMBIiCTh'; HeBigoMa uyacToTa —
MEIMKaMEHTO3Ha PeaKIlis 3 €03MHO(IIIEI0 Ta CUMITOMAMH YPaK€HHs Pi3HUX CHCTEM OpTraHiB,
(DRESS)!~.

3 60Ky Hep606oi cucmemu. TyXKe 4acTO — 3alaMOPOUYCHHS, TOJIOBHUHN Oi1b; 94acTO — MOPYIICHHS
piBHOBAru, MOPYIIEHHS MaM’sTi, KOTHITUBHUNA PO3JIaJ], COHJIMBICTh, TPEMOp, HICTarM, rinocresis,
JM3apTpis, IOPYIIEHHS yBarH, HapecTe3is; HeYacTo — HEMPUTOMHICTBZ, MOPYIIEHHS KOOPIMHALL1,
JUCKIHE3151; HeB1JJoMa YacTOTa — CY/IOMH.

3 60Ky ncuxiku: 4acTo — JeNpecis, CTaH CILTYTaHOI CBiZOMOCTI, 6e3coHHs'; HeuacTo — arpecis,
axuTanis', eiigopuunnii HacTpiit!, ncuxoruunuii posnan!, cnpoba camory6ersal, cyinunansue
MHUCIICHHS, TAJTFOL[IHAL] .

3 6oky opeanis 30py: Tyxe 4acTo — TUILIONIS, YaCTO — 3aTYMaHCHHS 30DYy.

3 6oky opeanis cryxy ma eecmubynapHo2o anapamy: 9acTo — BEpTUTO, IIYM Y ByXax.

3 60Ky cepys: HeUacTo — AaTPiOBEHTPHKYJIsApHAa Onokana'?, OGpamukapmia'?, Qibpunsiis
nepescepan, TPIMOTiHHS mepecep b *; HeBiJoMa 4acToTa — ILTYHOUKOBA TaXiapuTmis'.

3 00Ky WIYHKOBO-KUWKOB020 mMpaKniy: JIy)Ke YacTO — HYJAOTa;, 4acTo — OJFOBaHHs, 3arop,
METEOpU3M, IUCIIENCis, CyXICTh Y POTI, Jiapes.

3 6oky ecenamobiniapnoi cucmemu: HEYAaCTO — BIAXWIEHHS Bl HOPMHU (YHKIIOHAJIBHUX
OKA3HUKIB NEYiHKHU', TMiIBUIIIEHHs NediHKoBUX pepMmenTiB (> 2 x BMH)'.

3 60Ky WKipu i RIOWIKIpHUX MKAHUH. 9aCTO — CBEPOIX, BUCUMAHHA'; HEYaCTO — AHTIOHEBPOTHYHUIA
HaOpsk', Kkponus’sHKa'; HeBimoma wactora — cuHapoMm CriBeHca-/[)0HCOHA!', ToKcHYHMIL
eniiepMasIbHKiA HEKpOITi3!' .

3 60Ky ckenemno-m’ 430601 cucmemu ma CROAYYHOI MKAHUHU. 9aCTO — M SI30BUH CIIa3M.

3acanvui nopywienwHs: Yacto — TIOPYIIEHHS XOJW, AacTeHis, MiJBUIICHAa BTOMIIIOBAHICTb,
JPATiBIUBICTh, BIAYYTTS CI’STHIHHS.

Tpasmu, ompyenns ma yckiaoHeHHs npoyedyp: 4acTo — NaJiHHA, TPIIIMHYU IKIPH, KOHTY3151.
[Mpumitku:

! mo6iuni peakii, Ipo SIKi MOBITOMJIANH Y TOCTMAPKETHHTOBUH MEPIOL;

2 quB. OnMC OKpeMUX MOGIYHMX PEaKIIii.

Oxpemi TO0IYHI peaKImi.

3acToCyBaHHS JlAaKOCaMidy CYMPOBOKYETHCS JI0303aJ€KHUM TOAOBKEHHAM iHTepBainy PR.
MoxnuBi HeOaxaH1 peakxiii, OB’ sA3aHl 3 MOJAOBKEHHSIM IIbOTO 1HTEpPBaTY (aTPiOBEHTPUKYIISIPHA
OnoKaia, HeMPUTOMHICTh, OpauKapist).

VY nonaTkoBHX KIIIHIYHUX JOCTIHKCHHSX TMAIIEHTIB 3 EMIJIETICIEI0 aTPIOBEHTPHUKYIIsIpHA OoKaa
I crynens cnocrepiraerbest Hewacto —y 0,7 % Ta 0,5 % npu 1031 gakocaminy 200 mr ta 600 mMr
BI/IMOBITHO Ta HE CIIOCTEpIraeThes Mpu 1031 Jakocaminy 400 mMr ta rurame0o, y TaIli€HTiB, SKi
MpUIMaly JTJakocaMifl, aTpioBeHTpUKYsipHa Omokana I abo BHIIOro CTymeHs He crocTepiranacs.
OpHak mpo BUMAAKU aTpioBeHTpUKYIsipHOI Onmokanu II Ta Il crymeniB, acouiiioBaHuX 3
TKyBaHHSM JIaKOCaMiI0M, TTOBITOMJISUTH IT1]1 9ac MOCTPEECTPALIIHOTO HATIISY.
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VY KITHIYHUX TOCTIIHKEHHIX BTpaTa CBIIOMOCTI BUHHKAJIa HEYACTO, a i YacToTa He BIAPI3HSIACH
y maimieHTiB 3 emiienciero (n=944), axi orpumyBanmu nakocamin (0,1 %), Ta y maii€eHTiB 3
eninernciero (n = 364), ski orpumyBaiu miamedo (0,3 %).
[TpoTaroM KOPOTKOYACHUX KIIHIYHUX JOCHIKEHb Mpo (GiOpuisimiro abo TPIiNoTiHHSA nepeacepab
HE TOBIIOMIIAJIOCS; OAHAK OOWABA SBHILA CHOCTEPIralucsi y BIIKPUTUX TOCHIKCHHSIX MpPH
emiJIencii Ta y X0l micspeecTpamiiiHoro MOHITOPHHTY.
BinxuieHHs BiJl HOpMH J1JaOOPATOPHUX MMOKA3HHUKIB.
BinxunenHs BiJ HOPMH TOKa3HUKIB IMEYiHKOBOI (YHKIII CrOCTepirajgucs MmiJ 4Yac Iuianedo-
KOHTPOJILOBAHUX JIOCHII/DKEHb JIaKOCaMiAy 3 Y4YacTI0 JOpOCIMX TMalle€HTIB 3 HamajaMu
napuiadbHUX CYJIOM, SKi OJHOYACHO mpuiiManu Big 1 10 3 NPOTHENIENTUYHHUX JIKApChKUX
3aco6iB. [ligBumenus piBs AJIT no >3 x BMH (Bepxus mexxa HopMu) po3Bunynocs y 0,7 %
(7/935) nmanienTiB, siKi npuitManu gakocamin, Ta'y 0 % (0/356) narieHTiB rpynu miamedo.
[oniopranHi peakilii rinepyymIHBOCTI.
[ToBimoMyIsIIM TPO TOMIOPTaHHI peakiii TimepuYyTIUBOCTI (TAKOX BiAOMI SK MEIUKAaMEHTO3HI
peakIiii 3 €03MHOPLTIE0 Ta CAMIITOMAMH YpaKeHHS Pi3HUX cucTteM opraHiB, DRESS) y mamienTis,
K1 IpUAMaIK JesiKi POTHENUISTITHYHI JIiKapchKi 3acoou. i peakiii pi3HIIIKCS 3a TPOsIBAMH, ajie
y TUIOBUX BHWIIAJIKaX CYHPOBOKYBAJIUCS TapsuKOI0 Ta BHCHUIIAHHAMU Ta AacOI[IOBAIUCS 3
YpaXKEHHSM pI3HUX CHCTEM OpraHiB. SKmio icHye mimo3pa Ha TONIOPTaHHY pPEaKIio
rinep4YyTIMBOCTI, MPUHOM JIAKOCaAMITy CIiJl MIPUIHHUTH.

iTH.
YacroTta, THI Ta TKKICTh MOOIYHUX pEaKIliil y AiTel BiKoM Bif 16 poKiB OUIKYIOTHCS MOTIOHUMHU
70 TaKUX y AOpOCIHX. be3neky 3acTocyBaHHs Mperapary AiTsSM BiKOM 10 16 poKiB HE BUBYAJIH.
JlaHux He icCHYE.

[ToBigOMIIEHHS PO Mi03PIOBaHI MOOIYHI peakKilii

[ToBimoMieHHS PO MOOIYHI peakIii micis peecTpariii JiKapchbKoTo 3ac00y Ma€ BaXKJIMBE 3HAYCHHS.
Lle nae 3Mory mpoBOJUTH MOHITOPUHT CIiBBITHOLIEHHS KOPUCTH/PU3HUK MPH 3aCTOCYBaHHI I[LOTO
JIKapchKoro 3aco0y. MennynuM Ta (apMarieBTHYHUM TIpalliBHUKAaM, a TaKOX MarieHTam abo ix
3aKOHHHUM TPEJICTaBHUKAM CJIiJI TOBIIOMIIATH TIPO YC1 BUTIAJKH Mi03PIOBAHUX MOOIUHUX peaKilin
Ta BIJCYTHOCTI €(EeKTHBHOCTI JIKapCchKOro 3aco0y uepe3 ABTOMATH30BaHy 1H(pOpMaIiiHy
cucreMy 3 (hapMakoHamIALy 3a HocuiIaHHsAM: https://aisf.dec.gov.ua.

Tepmin npuoammuocmi.
4 poxu.

YMoBu 30epiranus.
30epiraTi B OpUTiHaJIBHIN yHakoBLi Y HEIOCTyHOMY Juid aiteil micui. He morpeOye ocoOnmuBux
YMOB 30€epiraHHsi.

Ynakoska.
ITo 14 Tabnerok y Gmictepi; o 4 GiicTepy y KapTOHHIHM madiii.

Kareropis Binnmycky.
3a penenTom.

Bupoouuk.
Jlxenedapm CA.

Micue3HaxoakeHHsI BHUPOOHHKA Ta ajgpeca Micusi IPOBA/ZKeHHsI HOro AislJIbHOCTI.
18-it km Maparonoc ABerro, [Tamrini, 15351, I'peris.
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Jdara ocTaHHBLOIO Neperisay.
V pa3i sunuknenHs nobiuHux egpekmis ma 3anumans wooo be3neKu 3acmocy8aHHs NiKapcbKo20

3aco6y npocumo 36epmamucs 0o 6i0diny gapmaronaznady TOB «ACIHO YKPAIHA» 3a
adpecorw: oynveap Baynasa I'asena, 8, m. Kuis, 03124, men/paxc:+38 044 281 2333.
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