IHCTPYKIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

JJIAKO3AM®
(LACOSAM)

Cknao:

oitoua peuosuna: lacosamide;

1 Tabnerka MmicTuThb Jakocaminy 50 mr a6o 100 mr;

OONOMIJICHT PEeuoBUHU TEJTF0JI03a MIKpOKPHCTAJIIYHA, T1IPOKCUIIPOTIUIIIEITIOI03a
HU3bKO3aMIIlleHa, KPOCIMOBIIOH, TIAPOKCUIIPOIUIIEI0N03a, KPEMHIIO0 MTIOKCHI KOJIOIIHUN
0e3BOTHHIA, MarHiro creapar;

060/10HKa: CIUPT NOJIBIHUIOBUH, THTany niokeun (E 171), makporon 3350, Tanbk, 3ai3a OKCUL
yepBonuil (E 172), 3aniza oxcua dopuuii (E 172), FD&C cuniit #2/1HAMrokapMiH aatOMIHIEBHMA
nak (E 132) (nnia nosyBanus 50 mr);

060/10HKa: CIUPT MONIBIHLIOBUM, TuTany aiokeun (E 171), makporon 3350, Tanbk, 3aiiza OKCHI
xoBtuil (E 172), 3aniza okcun yopauit (E 172) (uist no3ysanns 100 mr).

Jlikapcbka dopma. TabneTku, BKpUTI TUTIBKOBOIO 000JIOHKOIO.

OcHo8HI Pi3UKO-XIMIYHI 81ACMUBOCI:

Tabsetku o 50 Mr: poxeBl MPOJOBIyBaTi ABOOIMYKII TaOleTKU, BKPUTI TUIIBKOIO 0O0JIOHKOIO, 3
TUCHEHHAM «50» 3 07yHOrO OOKY Ta IMIaJAeHBKI 3 IHIIIOTO OOKY;

tabnerku 1o 100 Mr: >kOBT1 MPOJIOBTYBATI ABOOIYKII TaOMETKH, BKPUTI IUTIBKOIO 000JIOHKOIO, 3
tucHeHHSIM «100» 3 0HOTO OOKY Ta IIaJACHBKI 3 IHIIIOTO OOKY.

dapmakoTepaneBTHYHA rpyna. [Hin npoTueniienTuyHi 3aco0u.
Ko ATX NO3A X18.

Dapmakonoiuni enacmueocmi.

MexaHi3M Aii
Hitoua peuoBuHa nakocamin (R-2-ameramino-N-GeH3mi-3-MeTOKCHIIpOTIOHaMin) — 1€
(dyHKITIOHATI30BaHA aMiHOKHCIIOTA.

Tounnii  MexaHI3M  NPOTHENMUICTITUYHOI  Jii  JIakocamigy HE  BCTaHOBJICHWH. B
eNekTpo(Di3ioMOriYHUX JOCITIMKEHHIX N VItro Oy10 Moka3aHo, MO JaKOCaMil CEIEKTHBHO
MMOCHUJTIOE TIOBUIBHY 1HAKTHBAIIIIO BOJBTAK3AICKHUX HATPIEBUX KaHATIB, IO MPU3BOAUTH JO
craburizartii rinep30y1IMBUX MeMOpaH HEHPOHIB.

Dapmaxoounamixa.

[IpoTrcynomMHa €(EeKTUBHICTh JIAKOCaMiAy BCTAaHOBIEHA Yy PI3HMX JOCHTiIaX Ha TBapHHAX 3
napliaIbHUMU 1 IEPBUHHUMHU T€HEPAIi30BAaHUMHU CYJIOMaMHU Ta 3aTPUMKOIO PO3BUTKY KiHIJTIHTY
(enimenrtoreHHUH €(EKT B EKCICPUMCHTAIBHUX TBapUH). Y XOJi AOKITIHIYHHMX JOCIHIKCHb
JaKocaMill MaB CUHEPriYHy a00 aJuTHUBHY MPOTUCYIOMHY 10 Y KOMOIHAIli 3 IeBeTUPALIETaMOM,
kapOamazermHoM,  (PeHITOTHOM,  BaJbIIPOATOM,  JAMOTPHJDKMHOM,  TomipamaroM  abo
ra0areHTHHOM.

KniniuyHa eeKTUBHICTb Ta Oe3mneka

EdexruBHicTh akocaminy K J0AATKOBOi Teparii y pekoMeHaoBaHuX J03ax (200 mr Ha 1100y,

400 mr Ha 100y) Oyna BCTAHOBJIEHA y XOJI TPhOX 0araTOLEHTPOBUX PaHIOMI30BaHMX IuIane0o-

KOHTPOJIbOBAaHMX KIIIHIYHUX JOCIIDKEHb 3 MATPUMYIOUUM nepiogoM 12 TwxkHIB. EQekTuBHICTH

600 mMr nakocaminy Ha a00y Takok Oyfa BCTAHOBIIEHA y XOJA1 KOHTPOJILOBAHUX JOCIIKEHb

JI0AaTKOBOI Tepartii, Xxo4ya e(peKTUBHICTh IIi€l A03u Oyna Takow X, sk 1 400 mr Ha 100y, Ta
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MAI[iEHTH Kpalle MEepeHOCHIM MEHIIy 03y, OCKUIbKM mpu 3actocyBaHHi 600 Mr Ha 100y
BUHUKAIM T0OIuHI peakuii 3 6oky [THC Ta nuryHKOBO-KHIIKOBOTO TpakTy. TakuM 4MHOM, HE
pexoMeH0BaHO mpu3Hadatu 103y 600 mr Ha no0y. MakcumanbHa pEKOMEHJ0BaHa J103a
cranoBuTh 400 Mr Ha 100y. MeTOr0 IUX JOCTIKECHbB, Y SKUX Opanu ydacth 1308 marieHTiB, 1mo
MaJ B aHaMHe31 y cepeHboMY 23 POKH MapiiadbHUX HamajiB, Oylo OMiHUTH €(EeKTUBHICTh Ta
0e3meKy JakocaMminy MpU OJHOYACHOMY 3acTOCYBaHHI 3 1—3 IHIIMMH TPOTHENUICTITUYHUMU
JIKapChKUMHU 3ac00aMM y TAIi€HTIB i3 HEKOHTPOJIhOBAaHUMH MApIliaIbHUMH HalmagamMH sK i3
BTOPHHHOIO TeHepai3aiiero, Tak i 06e3 Hei. 3arajsoM BifCOTOK mamieHTiB, y skux Ha 50 %
3MEHIIUIIACS YacTOTa MOSBU HamaiB, ctaHoBHB 23 %, 34 % ta 40 % mpu 3acTocyBaHHI 1u1aeoo,
200 mr Ta 400 Mr makocaminy Ha 0Oy BIAIOBITHO.

JlocTaTHIX JaHUX IOMO BIAMIHM CYNYTHBOTO TPOTHEMUICITUYHOTO MEJHUKAMEHTO3HOTO
JKYBaHHS 3 METOIO IOCSITHEHHS YCIIXY 3aB/SIKH MOHOTEPAIIi] JAKOCaMiZIoM HEMAE.
dapMakoKIHETUKY Ta O€3MeKy 3aCTOCYBaHHS OJJHOPA30BOi HABaHTa)KYBAJIbHOI JI03M JIAaKOCAMIly
BHYTPIITHOBEHHO OyJl0 BU3HAYEHO Yy 0araTolleHTPOBOMY BIIKPUTOMY IOCIIKEHHI 3 METOIO
OIIHKK O€3MEeKH 1 MEPEHOCHUMOCT] PaTOBOTO MOYaTKy 3aCTOCYBAHHS JIAKOCAMIy 3a JOTIOMOTOIO
OJIHIE] HaBaHTa)KYBaJbHOI /103U BHYTPIIHHOBEHHO (200 MI BKJIIOYHO), a Aajii 2 pa3u Ha 100y
BHYTPIIIHBO (110 €KBIBaJEHTHO BHYTPIIIHBOBEHHIM 1031) SIK JOJATKOBOI Teparii y JA0pPOCIuX
MarieHTiB BikoM Bi 16 10 60 poKiB 13 mapiiadbHUMH CYJJOMaMHu.

Dapmakokinemuxa.

BcMokTyBaHHS

JlakocaMiJ MIBUJKO 1 MOBHICTIO BCMOKTYETHCS MICIS NMPUHOMY BHYTPIUIHBO. Bi0IOCTYMHICTB
JakocaMminy y Tabnmetkax cTaHoBUTH npuoOiausHo 100 %. Ilicns npuifoMy BHYTPILIHBO
KOHIIEHTpAIlll HE3MIHEHOTO JIaKoCaMioy Yy IUIa3Mi KpoOBl MBHUAKO 30UTBIIYETHCH, Cmax
nocsiraetbest uepe3 0,5—4 rogunu. Jlikapebki popmu nakocaMigy TaOleTKHU, BKPUTI IUTIBKOBOIO
000JIOHKOIO, 1 CHPOTI OpalbHMil € 6i0eKBiBAIEHTHUMH. [’ka He BIIMBAE HA IIBUJKICTH i CTYIiHb
BCMOKTYBaHHS.

Posznonin

0O06’eM po3noaLTy CTAaHOBUTH MPpUOIK3HO 0,6 JI/KT, CTYIIHD 3B’ SI3yBaHHS 3 OUIKaAMU IJIa3MH KPOBi
— meHie 15 %.

biorpancdopmartis

95 % 11031 BHBOJUTHLCS 3 CEUEIO Y BUIVIAAL JJakocaMiny 1 MeTabomiTiB. MeTabosi3M JlakocaMiny
BHUBYEHHI1 HE IOBHICTIO.

OCHOBHI CIIOJIYKH, II0 BUBOJATHCS 3 CEYCH0, — 1€ He3MiHeHUH akocamia (mpubdauszao 40 % Bin
no3wu) i oro O-necmeTroBuii Mmetabomit (menme 30 %).

YacTtka mossapHoi ¢pakiii y cedi (iMOBIpHO, MOXigHI CEpUHY) cTaHOBmIa NpuoauzHo 20 %,
npote i BUSBIISUIA TUIBKU Y HEBETUKUX KUIbKOCTAX (0—2 %) y mia3mi KpoBi JesSKUX MAalli€HTIB.
HeBenuka KiMbKICTh IHIIUX META0OIITIB, BUSBIEHHUX Yy cedi, CTaHOBUTH 0,5—2 %.

In vitro mani moka3syiots, mo CYP2C9, CYP2C19 ta CYP3A4 3narHi katani3yBaTd YTBOPEHHS
O-necMerunmetabolliTy, ane pojib OCHOBHOTO 3aAisiHOrO i30oepmeHTy He Oyna MmiATBepIKeHa
in vivo. KiiHIYHO 3HAYyIUX BiAMIHHOCTEH B EKCIO3MIIII JIAKOCAMIAy MPH MOPIBHSIHHI HOTO
(apMakoKiHETHKU B eKcTeHCHBHUX MeTabomnizatopiB (EM ocib i3 ¢ynkuionansaum CYP2C19)
Ta noBuTbHUX MeTaboinizatopiB (PM oci6 i3 HemocrarHicTio (yHKIioHanTEHOTO CYP2C19) He
cnioctepiranocs. binbIie Toro, nocnipkeHHs B3aeMo/iii 3 omenpasonom (iHriditopom CYP2C19)
JIOBEJIH BIJICYTHICTh KJIIHIYHO 3HAYyLIMX 3MIH IJIA3MOBOi KOHIIEHTpaIlii JIakocaMiay, 110 BKa3ye
Ha MiHIMaJIbHE 3HAYEeHHS [IbOTO METa0O0IIYHOTO HUISIXY.

Konuentparniss O-1ecMeTUIoBOro MeTaboliTy y Iia3Mi KpoBi CTaHOBUTH MpuOmu3Ho 15 % Bix
KOHLeHTpauii nakocamingy. llel ocHOBHMI MeTabomiT He Mae BiIoMoi (apMaKoJIOTT4HOT
aKTUBHOCTI.

BuBeneHHs
JlakocaMi TOJIOBHUM YMHOM BHBOJHTHCS 13 CHCTEMHOTO KPOBOTOKY IIIIXOM HHUPKOBOT €KCKpelii
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i Giorpanchopmarii. Ilicns mepopaabHOrO Ta BHYTPINITHHOBEHHOTO BBEJICHHS PaJl0aKTHBHO
MI4EHOTO JIaKocaMixy nmpuoau3Ho 95 % pamioakTuBHOCTI Oyino BUSBICHO y cedi Ta merire 0,5 %
— y kaui. [lepion HamiBBUBECHHS HE3MIHEHOTO JIIKAPCHKOTO 3aCO0Y CTAHOBUTH MPUOIH3HO

13 ronuH. @apmMakoKiHETHKA MIPOIOPIIifHA 710 TO3H, HE 3MIHIOETHCS 3 YACOM 1 XapaKTepU3Y€EThCS
HU3BKOI0O MDK- Ta IHTpalHIUBiIyalbHOIO BapiaOenbHicTio. [Ipu 3acTocyBanHi 2 pasu Ha 100y
pPIBHOBaXXHI KOHIEHTpAlil y IUIa3Mi KpOBI JOCATalOThCsl MpoTsiroM 3 jaHiB. Kymymsiis
CYIPOBO/IKYETHCS 30UIbIIEHHSIM KOHIIEHTPALIT Y IJIa3Mi KpOBi MPUOIU3HO y 2 pa3H.
3acToCyBaHHS OJHOPA30BOI HaBaHTaXyBalnbHOI jgo3u 200 Mr HaOmwkae pPIBHOBAXKHY
KOHIICHTPAI[IF0 JIIKAPChKOro 3acoly y Iuia3Mi KpoOBi JIO Takoi, SKy MOXXHA TOPIBHATH i3
3aCTOCYBaHHSM JIIKAPCHKOTO 3aco0y BHYTPIIHBO y 1031 100 mr 2 pasu Ha 100y.
DapmakoKinemuka 8 0COONUBUX 2PYNAX NAYIEHMIG

Crarb

Kiiniuni J1ocnypKeHHS TOKa3aid, W0 CTaTh HE Ma€ KIIHIYHO 3HAYYIIOro BIUIMBY Ha
KOHIIEHTPAIIIIO JJaKocaMily y Iia3Mi KpoBL.

Hopymienns QyHKITT HUPOK

3nauenHss AUC pans nakocaminy 30uibiryBaiocss npubauzHo Ha 30 % y mMamieHTiB 13
MOPYIICHHSM (PYHKI[IT HUPOK CJIA0KOTO Ta CepeaHbOro cTyrneHs, Ha 60 % y MaiieHTiB 13 TSKKUM
MopyleHHAM (QYHKI[IT HIPOK Ta Y NAIIEHTIB y TEPMIHAJIbHIN CTaAll HUPKOBUX 3aXBOPIOBaHb, 1110
noTpedyroTh reMopianizy. [Ipore 11 3axBoproBaHHs HE BIUTUBAIOTH HA Crmax.

Jlakocamin e(eKTMBHO BHWBOJWTHCA 3 IJIa3MH KPOBI IPH TPOBEAEHHI remojianizy. Yepes 4
roquan  remomianizy AUC nakocaminy 3HmWKyeTbes mnpubmmzHo Ha 50 %. Tomy micns
MIPOBEJICHHSI TeMOJlialli3y PEKOMEHJI0BAaHO 30UIBIIMTU 03y JiKapchbkoro 3acoly. Brums O-
JECMETHJIOBOTO METabodITy 3pOCTa€ y KuUlbKa pa3iB y Mall€HTIB 13 CEpeIHIM Ta TSKKUM
MOPYIICHHSM (PYHKIIIT HUPOK. SIKIIIO remMo/iaii3 y MmaIfi€eHTiB 13 TePMIHATBHOIO CTAIIEI0 HUPKOBOT
HEJOCTAaTHOCTI HE MPOBOJUBCS, 11l 3HAYCHHs Oy/IW MIJBUIEHUMU 1 OE3MEepEepPBHO 3pOCTAIH, IO
BHJIHO 3 aHAI3IB, sSKi MPOBOAWIN TpoTsroM 24 romuH. HeBimomo, 4m 30UThIIEHHS BILUIUBY
MeTaboIITy JIIKAPCHKOTO 3ac00y Y MAIE€HTIB 13 TEPMIHAIBHOIO CTAIIEI0 HUPKOBOT HEAOCTATHOCTI
MOX€ CIPUYMHUTHU TOSIBY TOOIYHUX peakiliid, mpore He Oyiia BUsBIEHA kKOJHa (apMaKoIoTidHa
AKTUBHICTH I[OTO METAOOIITY.

HopymenHs GYHKIIIT NEYIHKU

VY mnaiieHTiB i3 mopymeHHAM (QyHKIIIT MEUiHKK cepenHboro cryneHs (kiac B 3a mkanoro Yaiinga-
[T’t0) Oyno BUsIBIEHO MiIBUIIEHY KOHIIEHTpalilo jakocaMiny (mpubmusHo Ha 50 % Buie
AUCnorm). TlimBuineHuii BIUIMB JTKAPCHKOTO 3ac00y YaCTKOBO CIPHYHMHCHHH 3HHKEHOIO
(YHKII€I0 HUPOK y TAIli€HTIB, SKi Opajlyd y4acTh Yy JOCHIPKEHHI. 3HMKEHHS HEHHUPKOBOTO
KJIIPEHCY Y MAIli€HTIB, SKi Opalii y4acTh y JOCIIDKEHHI, CHPUYUHIIIO 30UTbIeHHS 3HaYeHs AUC
nakocaminy Ha 20 %. dapMakoKiHETHKA JIaKOCaMiAy Y TaIi€HTIB 13 TSHDKKUMH TOPYIICHHSIMH
(byHKIIIT IeYIHKY HE BUBYAJIACS.

[NamieHTH TITHHOTO BIKY (Bi 65 POKIB)

VY X0l TOCTiIXKeHb, 10 MPOBOAUIN 3 yYacTIO JKIHOK Ta YOJIOBIKIB JIITHROTO BIKY Ta BKIIOYATIU
4 manieHTiB BikoM Bix 75 pokiB, piBeHb AUC cranoBuB mpubnuszno Ha 30 ta 50 % Ouibiie
MOPIBHSHO 3 MAIliEeHTaMU MOJIOJIOTO BIKY BiAmoBigHO. Takuil pe3ynbTaT 4aCTKOBO CIIPUYMHEHUN
HU3BKOIO Macoto Tina. g pi3Hunsa craHoButh 26 % Ta 23 % BiANOBIIHO NPH 3BEICHIN PI3HHUIIL
Macu Tina. Takox crocrepirajgocst 3pOCTaHHs BapiaOeiabHOCTI BIUIMBY JIIKAPCHKOTO 3aco0y Ha
marieHTa. Y XoJAi I[bOro JOCHIKEHHs OyJ0 BCTAHOBIEHO, IO Y TMAI[IEHTIB JITHBOTO BIKY
HUPKOBHH KITIPEHC JIaKocaMiay OyB JIUIIE TPOXU 3HUKECHHM.

3arajibHy 03y JIIKapChbKOTO 3aco0y HE CIIiji 3MEHIIYBaTH, OKpIM BHIAJKIB, KOJM 1€ MOKAa3aHO
qyepe3 3HWKEHHS (QyHKIIIT HUPOK.

Kuiniuni XapakTepucTHKH.
Ilokazanns.



Sk momoMiKHA Teparis IS JIIKYBaHHS TaplliadbHUX CYIOM, IO CYMPOBOJDKYIOTHCS a00 He
CYIPOBO/IKYIOTHCSI BTOPUHHOIO TeHEepali3alli€lo, y MaieHTiB BikoM Bix 16 pokiB 3 eminenciero.

Ilpomunokazanna.
[inepyyTauBICTh 10 AiF0401 PEY4OBUHU 200 710 TOTIOMDKHUX PEYOBHH.
ArpioBenTpukyisipHa Onokaza I abo III ctynens B anamue31.

B3aemooia 3 inwiumu nikapcokumu 3acovoamu ma inuii 6uou 63a€mooiil.

Jlakocamim CITii 3aCTOCOBYBATH OOCPEKHO TMAIli€eHTaM, SKi OTPUMYIOTh JIKApChKi 3aco0W, IO
CIIPUYMHSIOTH TIOJIOBKEHHS iHTepBay PR (BKJIFOYWAIOUM MPOTHENUIEITHYHI JTKAPChKI 3ac00M —
OJIOKAaTOpM HATPi€BHX KaHATIB), Ta MAIli€HTaM, SKi OTPHUMYIOTh aHTHAPHTMIUYHI JIKApChKi 3aco0u
| kmacy. Ilpore mpu aHamizi y miArpynax y Xol KIHIYHUX JOCTIDKEHh HE OyJI0 BiI3HAYCHO
JIOIATKOBOTO MOJIOBKEHHsI 1HTepBaly PR y XBopuX, $iKI OZHOYacHO MNpHIMalM Jlakocamil y
KoMOIHallii 3 kapOama3eniHoM abo JIaMOTPUIKIUHOM.

JlaHi in vitro

3aranbHl pe3ynbTaTh JOCHIKEHb CBIUarTh MPO HU3bKY BIPOTIAHICTD B3A€EMOJIl JIaKOCaMIiAy 3
IHIIMMHU JTIKapChbKUMHU 3acobamu. JlocmipkeHHst iN VILF0 mokasyroTh, IO JlaKocamin He IHAyKYye
depmentu CYP1A2, 2B6 ta 2C9 Ta ne npurdiuye CYP1A1, 1A2, 2A6, 2B6, 2C8, 2C9, 2D6 ta 2E1
IIPU TAKUX KOHIEHTpPAllSIX Y IUIa3Ml KpOBI, 110 3aCTOCOBYBAJM y XOJ1 KIIHIYHUX JOCHTIPKEHb.
JocmimpkeHHs: in VItro mokasaim, [0 JIAKOCaMiJl HE TPAHCIOPTYEThCS P-TIiKOmpoTeiHOM Y
KuiredHuky. In vitro mami cBimuars, mo CYP2C9, CYP2C19 ta CYP3A4 3pmarHi Karami3yBaTw
yrBOpeHHs O-eCMeTHIMETa00JTITY.

JlaHi in Vivo

In vivo naxocamin He npurHiuye Ta He 1HAYKYe dhepmentd CYP2C19 ta 3A4 KIiHIYHO 3HAYYIIUM
YUHOM.

Jlakocamin He BrumBaB Ha AUC wminazomamy (Merabomizyetscs 3 ydacTio CYP3A4, makocamin
3actocoByBa y 1031 200 Mr 2 pa3u Ha A00y), ae Cmax Mimazonamy Oyjia JEHIO TMiIBHIIEHOIO
(30 %). Jlakocamin He BIUIMBAaB Ha (hapMaKOKIHETHKY OMEMpa3oiy (MeTaboJi3yeThCs 3 y4acTio
CYP2C19 Ta 3A4, nakocamin npuiimanu y 1031 300 Mr 2 pasu Ha 100Yy).

[ariditop CYP2C19, omenpaszon (40 mr 1 pa3 Ha m00y), HE 3yMOBJIIOBAB KIIHIYHO 3HAYYIIUX 3MIH
€KCITO3HI1ii JTakocaminy. Takum 4MHOM, MaJIOMMOBIPHO, 110 TIOMipHO TOTYXHi 1HTi6iTopn CYP2C19
BIUTMBATUMYTh Ha CHCTEMHY €KCITO3HUIIIIO JIAKOCAMITy Y KJITHIYHO 3HAYYIIOMY 00CSI31.
Pexomenmyerbcsi 3 0OEpEXKHICTIO OJHOYACHO 3aCTOCOBYBard mMOTYkHI 1Hrioiropu CYP2C9
(manpuknan, d¢aykonazon) ta CYP3A4 (Hanpukiam, iTpakoHa30i, KETOKOHA30J, PHUTOHABID,
KJIQPUTPOMIIIMH), 110 MOXKE TMPHU3BOAUTH JI0 3POCTAHHS CHCTEMHOI €KCHO3WIii Jakocamimny. Taki
B3a€EMO/Iii HEe BCTAHOBJIEHO IN VIVO, asie iXHst iIMOBIPHICTh IPYHTYEThCS Ha iN VItro maHux.

[MoTyxHi iHAyKTOpH (epMeHTiB, Taki sk pudamminuHd abo 3Bipobiit (Hypericum perforatum),
MOXYTb CIPHYMHUTH MOMIPHE 3HM)KEHHS CUCTEMHO1 €KCIO3UIIIT JJakocaminy. Y 3B’SI3Ky 3 LIUM IpH
MIPU3HAYEHH1 MOJIOHKUX JIKapChbKHUX 3ac00iB a0 iXHiil BiaMiH1 ¢l OyTH 00epeKHIUMHU.
[IpoTueninenTuyHi JiKapcbki 3acobu

Jlakocamin He CIIPUYMHAB ICTOTHHUX 3MIH KOHIIEHTpalliii kapOamasemniHy Ta BaJbIIPO€BOI KUCIOTH Y
asMi KpoBi. Y CBOIO 4Yepry, kapOamasemiH Ta BaJbIPO€BA KHUCIOTa HE BIUIMBAJIM HAa PIBEHb
JIaKocaMiy y Tia3Mi KpoBi. 3a JaHMMU (DapMaKOKIHETUYHOIO aHalli3y MOMYIALIi, CYIyTHs Tepamis
HIIMMH NTPOTUETIUIENITHYHUMHU 3aC00aMH, 110 IHIYKYIOTh (hepMeHTH (kapOamaszeniHoM, (GeHITOTHOM,
(benobapOiTaoM y pi3HMX [03aX), 3HIDKYBAla 3arajibHy CHUCTEMHY EKCHO3HUIIII0 JaKocaMigy Ha
25 %.

IlepopasibHi KOHTPALIEITUBH
VY nocnimpkeHH1 B3aeMo/Iil He BUSBJICHO O3HAK KIIHIYHO 3HAYYIIOT B3a€MOIIT MK JaKOCaMifioM i
MepOopaIbHUMU KOHTpAIENTUBAMH ETUHLUIECTpaioioM 1 JeBoHoprecTpenoMm. KonmeHrtparrii
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MIPOrecTEPOHY HE 3MIHIOBAINCS MPU CyMiCHOMY 3aCTOCYBaHHI JIIKAPCHKUX 3aCO01B.

Inmmi

Jlakocamin He BIUIMBaB Ha (PAPMAKOKIHETHUKY IUTOKCHHY. KiiHIYHO 3Havymoi B3aemomii
JaKocaMiny Ta MEeTGOpPMIHY HE BUSBIICHO.

OnmHouacHe 3acTocyBaHHs Bap(hapuHy 3 JaKOCaMiqOM HE BHUSBHJIO KIIHIYHO 3HAYYIIUX
pe3ynbrariB y apMakoKiHeTHIII Ta papMaKoIMHaMilli Baphapuny.

Xoua (papMakoKiHETHYHI JaHi MIOAO B3a€EMOJI] JaKOCaMily 3 aJKOTOJeM BiJCYTHI, HE MOXHA
BUKITIOUUTH (PapMaKOJMHAMIYHUHN €(EKT.

Cryminb 3B’s13yBaHHS JIAKOCaMiny 3 OUTKaMH HU3bKa 1 CTAHOBHUTH MeHIE 15 %. VY 3B 3Ky 3 UM
KIIIHIYHO 3HAYyIla B3a€MOJIS 3 IHIIUMH JIIKAPCHKUMH 3ac00amMu, IO 3B’SA3YIOTHCS 3 OLIKaMu
KPOBI, MaJIOMOBIpHA.

Ocoonusocmi 3acmocysanns.

3arnaMopo4YeHHs

JIikyBaHHS JIAKOCaMiZIOM CYIPOBOJDKYETHCS 3allaMOPOUYCHHSAM, MO0 MOXKE TPU3BECTH O
30UIbILIEHHS YaCTOTH BUIAJKOBUX YIIKO/DKEHb Ta MaJiHb. TOMY HAI[IEHTIB CI1J MONEPETUTH PO
MO>KJTUBUH BIUTAB MPETapaTy Ta peKOMEHIYEThCS OyTH 00EPEeKHUMHU.

CeplieBUI PUTM Ta MPOBIIHICTH

VY xoni KIHIYHUX JOCTDKEHb BiI3HAYAIM JT0303aJICKHY MpOJIOHTaIlil0 HTepBary PR mig gac
npuiioMy Jakocaminy. Jlakocamim Citisl 3aCTOCOBYBAaTH 3 OOEPEKHICTIO MAIIEHTaM 13 BIIOMUMH
MPOAPUTMIYHUMU CTaHAMU, TAKUMU K MOPYILIEHHS CepLEeBOi MPOBIAHOCTI a00 cepio3Hi cepleBi
3aXBOPIOBaHHS (HANpUKIAM, imeMicro/iHGapKTOM MIOKapaa, CEPIEBOI HEIOCTATHICTIO,
CTPYKTYPHHMHU 3aXBOPIOBAHHIMU CEPIlS a00 MATOJIOTIEI0 CEPIIEBUX HATPIEBHX KaHATIB) a00 TOI,
KOJIM TAllleHTH NpUUMAlOTh JIIKapChbKi 3aco0M, IO BIUIMBAIOTh Ha CEPILEBY IPOBIIHICTS,
BKJIIOYAIOYM aHTUAPUTMIYHI 3aco0M Ta NPOTHENUICNTHYHI 3ac00M — OJIOKaTOpHW HaTPIEBUX
KaHaJIiB, a TAKOXK MAIliEHTaM JIITHBOTO BIKY.

VY mnane60-KOHTPOIbOBAHUX JIOCIIPKEHHSIX JaKOCaMidy 3 y4acTIO TAIlIEHTIB 3 CIIETICIEI0 He
noBiomysu  Tipo  GiOpriisAIito ado TPIMOTIHHSA TeEpeacepab, OJHAK Takl IOBITOMJICHHS
HaJIXOWIU TiA Yac BIAKPUTHX JOCHIKEHb TPH CMUIENCii Ta y XOJI MOCTPEECTPALIHHOTO
MOHITOPHUHTY.

[Tin yac mocTpeecTpamifHOr0O MOHITOPHHTY MOOIYHUX SBHIN HAJAXOIWIM TOBIIOMJICHHS IIPO
aTPIOBEHTPHUKYIAPHY OJIOKAIy APYroro abo BHUIIOTO CTYIEHs. Y MaIi€HTIB 3 MPOAPUTMIYHUMHU
CTaHaMH TIOBIIOMJISUTM TIPO IMIIYHOYKOBY TaxXiapuTMito0. 3pijka IIi BHUITAJKH TMPU3BOIWIH JIO
ACHUCTOJIIi, 3yIMMHKHU CepIlsl a00 JIETATILHOTO HACIHIJIKY Y MAI[IEHTIB 3 BIIOMUMHU MPOAPUTMIYHHUMHU
CTaHaMH.

[TamieHTiB HEOOXITHO O3HAMOMHUTH 13 CUMIITOMAMH CEpIIEBOi apuTMIii (HANPHUKIIAJ, MOBUILHUM,
IBUAKUN a00 HEPErYISIPHUM MYJIbC, IPUCKOPEHE CepLEeOnTTs, 3aIMIIKa, CILTyTaHICTh a00 BTpara
cBigoMocti). IlarienTam ciin HeraiiHO 3BEpHYTHCS 33 MEIWYHOIO JOTOMOIOI0 y pa3i MOsBU
TaKUX CUMITOMIB.

CyiuunanbHe MUCIEHHS Ta MOBEIIHKA

CyiuunanpbHe MHCIEHHS Ta TOBEIIHKA CIOCTepiraiucs Yy TAIli€HTiB, $Ki OTPUMYBaIH
MPOTHETUICTITUYHI JIKAPChKi 3aCO0M NP PI3HUX 3aXBOPIOBaHHAX. MeTaaHalli3 paH 0MI30BaHUX,
1a1e00-KOHTPOJIbOBAHUX KIIHIYHUX JOCHIDKeHb MPOTHUEMUIENTHYHUX JIKAPCHKUX 3aco0iB
TaKOXX TMPOJIEMOHCTPYBAaB HE3HAYHE 30UTBIICHHS PU3UKY MOSBU CYIMIATBHOTO MHCIEHHS Ta
MOBEIHKK. MexXaHi3M I[bOTO PU3MKY HEBIIOMHI{, a HasBHI JlaHI HE BUKIIOYAIOTh MOXJIMBOCTI
30UTBILIEHHS PU3HUKY NP 3aCTOCYBaHHI JIAKOCaMiJy.

Takum 4MHOM, CJiI KOHTPOJIOBATH TOSBY Y TAIIEHTIB O3HAK CYiUAATbHOTO MHCJICHHS Ta
MOBEJIHKM Ta MpHU3HA4YaTH, y pazi HEOOX1THOCTI, BiAMOBiAHE JiKyBaHHS. CIiJi peKOMEHIyBaTu
namieHTam (Ta ocobam, sKi 3[1MCHIOIOTh HAIVISIT 32 HUMH) y pasi MOSBH O3HAK CYillMIAIBHOTO
MUCJICHHSI Ta TTOBEIIHKU 3BEPTATHCS 32 MOPATOF0 JIO JIKapSL.




3acmocyeannus y nepioo eacimuocmi abo 200y8anis 2pyooio.

BariTHicTb

Puzux, no&’szanuiti 3 eninenciero i 3acmocy8aHHAM NPOMUENIIENMUYHUX 3AC00I8 3a2aloM: Y
HOBOHAPOJDKEHUX JIITeH, MaTepi SIKUX OTPUMYIOTh JIIKYBaHHS BiJ €MUIETICIi, YaCTOTa BPOHKEHUX
Baj y 2—3 pasu BUINA, HDK Yy 3araibHii momymsmii (mpubmuszao 3 %). Ilomiteparis BariTHUX
KIHOK CYNPOBOJDKYBajacs 30UIBIIEHHSIM YaCTOTH BPOKEHHUX BAaJl Y JITEH, MPOTE 3aJUIIAETHCS
HE3PO3yMUINM, SKOIO MIpOIO IIe TOB’S3aHO 3 JIKYBaHHSAM Ta/a00 3 cCaMUM 3aXBOPIOBAHHSM.
Binpie Toro, y mepioj BarirHOCTI He Cllif nepepuBaTH e(eKTHBHY MPOTHENUICITHYHY TEPaIlito,
OCKUIBbKY TOTIPIICHHSI XBOPOOU MOXKE MaTh CEpHO3HI HACTIAKY SIK U MaTepi, Tak 1 JUIs II0Aa.
Pusux, nog’azanuui i3 3acmocyeanusam — jgaxkocamidy: HEMae€ BIANMOBIAHUX ITaHUX MIOAO
3aCTOCYBaHHS JIAKOCAMiy BariTHUM XiHKaM. JloCIipKeHHS Ha TBapuHax (IIypax Ta Kpoysix) He
BUSIBWJIM TEpaTOreHHUX e(eKTIB Ipemnapary, aje crocrepirajiacbh eMOpIOTOKCHYHICTh MpuU
BBEJICHHI TpernapaTry y MaTepUHCHKUX TOKCHYHHX J/03aX. MOXKIUBICTD PHU3UKY Ui JIOTUHH
HeBizoMma. Jlakocamin He CITiJl 3aCTOCOBYBAaTH BariTHUM KIHKaM, 32 BHHSTKOM BHUIIAJKIB, KOJIH
JIKyBaHHS HeoOXigHe (SKII0 KOPUCTb AJIi Marepl SIBHO NEPEBMINYE MOXIWBUNW PU3MK IS
miona). SKmo KiHKa TJIaHye€ BariTHICTb, TO HEOOXIHO PETENhHO 3BAXKUTH JOULUIBHICTH
3aCTOCYBaHHS IIHOTO MPETIapary.

lonyBaHHS Tpy/UIIO

Bigomocrteit 1miom0  eKckperiii  JakocaMminmy |y TpyaHE MOJIOKO Hemae. Pumsuk s
HOBOHAPO/HKCHUX/IITEN TPYIHOTO BIKY HE MOXe OyTH BUKIIOYeHUH. JloCTi/PKeHHS Ha TBaprHaAX
MATBEPAWIIN, M0 JIAKOCaMi TPOHUKAE Yy TPYyIHE MOJOKO. SK 3acTepekHUM 3axima CIif
MPUIMMHUTY TOAYBaHHS IPYAJII0 HA MEPIoJ JIIKYBaHHS JIaKOCaM1JIOM.

DepTUIIBLHICT

Heb6axani sBuima moao0 GepTUiIbHOCTI Ta PENPOAYKTUBHOI (PYHKIIIT caMOK Ta CaMIliB IIypiB HE
CIIOCTEpIrajucs Mpu J03aX, KOJIU BMICT pedyoBUHHU y mia3Mi kpoBi (AUC) npubmmsHo y 2 pa3u
ourpmuid, HKk AUC mia3Mu KpoBi JIOMMHU TIPH 3aCTOCYBaHHI MaKCHMaJIbHOI pEKOMEHI0BAHOT
JI03M1.

30amuicms énaueamu Ha WEUOKICMb peakyii npu Kepy8awHi asmompaHcnopmom abo iHuumu
MEXAHIZMaAMU.

Jlakocamig He3HAYHUM a00 MOMIPHMM YHWHOM BIUIMBA€E Ha 3/1aTHICTh KEPYBaTH aBTOMOOUIEM abo
KOPUCTYBaTHCSl CKJIAJHOIO TeXHiKowo. JIiKyBaHHS IIMM MpenapaToM CYyNPOBOLKYBAJIOCS
PO3BUTKOM 3alaMOpOYeHHsI a00 3aTyMaHeHHs 30py. BinmoBigHo, namieHTaM He PEKOMEHIY€EThCS
KepyBaTH aBTOMOOLIEM abo0 mMpalroBaTH 31 CKJIAJHOK TEXHIKOI, IMOKH He Oyae 3’scoBaHa
IHAMBITyaJIbHA peaKIis MalieHTa Ha PUHOM JIaKOCaM iy.

Cnocio 3acmocysanna ma 003u.

Jlikapcbkuii 3aci6 Jlakozam® 3acTocoByBatu 2 pasu Ha 100y (3a3Buuyaii 1 pa3 Bpanui Ta 1 pas

BBeuepi). SKIo A03a MpomyllieHa, NaieHTOBI CIIil PEKOMEHIYBaTH MPUUHATH MPOIYLIEHY 103y

HEBIJKJIaJHO, a Hajallli IpUWMATH HACTYIHY J103y JIAKOCAMily Yy 4Yac BIAMOBIAHO 0 PEKUMY

3aCTOCYBaHHS. SIKIIO MAaIlieHT TOMITHB, IO J03a MPOMylIeHa, MPOTIroM 6 TOAWH JI0

3aCTOCYBAaHHS HACTYMHOI JI03H, HOMY/iil CIliJi peKOMEHyBaTu 3a4eKaTH 1 NPUUHATH HACTYIHY

703y JIaKOCaMiay BIAMOBITHO A0 PEXUMY 3acTocyBaHHs. [lallieHTH He TOBHHHI mpuUAMaTH

MOJIBIHY J103Y.

PexoMenjoBaHa movarkoBa A03a cTaHOBUTH 50 Mr 2 pas3u Ha 100y. Uepes 1 TikIeHb 103y CIif

30UTBIIUTH A0 MOYaTKOBO1 TepaneBTHYHOI 1031 100 Mr 2 pa3u Ha 1006y.

3anexHo Bil TepaneBTUYHOI BIANOBI/I Ta NEPEHOCUMOCTI MIATPUMYIOUY /103y MOXKHA JOAATKOBO
MIABUIINTH 3 THXKHEBUM iHTEepBaioM 1o 50 mr aBivi Ha 100y (100 mr Ha 100y) 10 MakCUMaTbHOL
pexoMeH0BaHo1 1060801 1031 400 mr (200 Mr 1Bivil Ha 100Y).



Iloyamok niky8anHs 1aKkocamioom 3 HA8AHMANCYBAILHOI 003U

3acTocyBaHHSI IpenapaTy Tako MOYKHA PO3MOYaTH 3 OJHOPA30BOi HABAHTAXKYBAJIBHOI JIO3H —
200 mr, Hanmanmi, npubau3HO uYepe3 12 roawH, 3aCTOCOBYBaTH HiATpuMyrody 03y mo 100 mr
2 pasu Ha 100y (200 mMr/moOy). Ilomanpiry KOpEKIit0 MO3U CIiJ TMPOBOAMUTH BIAMOBIIHO IO
IHIMBiTyaJIbHOT BIMOBI/II Ta IEPEHOCUMOCTI, SIK OMUCaHO BHIe. HaBaHTa)KyBalbHY 103y MOKHA
3aCTOCYBaTH TAalllEHTaM y BHIAJKaX, KOJM JIKap BBaXKa€, IO IIBHUIKE JOCSATHEHHS CTIHKOi
KOHIICHTpAIIl JJaKocaMily y TUIa3Mi KpOBI Ta TepameBTHYHUN e(eKT rapaHToBaHi. BBemeHHs
npenapary HEOOXiTHO 3IIMCHIOBATH I HADIAAOM JIKapsd 3 YypaxyBaHHAM MOXJIMBOCTI
MIIBUIIEHHS YaCTOTH CEPHO3HMX CEPLEBHUX apUTMIiH Ta MOOIUHUX peakiiid 3 00Ky HEeHTpaIbHOI
HepBOBOi cucteMu (nuB. po3ain «IloGiuni peakuii»). BBeneHHs HaBaHTa)KyBaIbHO1 1031 HE Oyi10
BHBYCHO IIPH TOCTPUX CTaHAX, TAKUX K CIMUICHITHYHUN CTaTYyC.

IIpununenns 3acmocyeanus

BiamoBinHO 10 cydacHOi KIIIHIYHOT TPAKTHKKA BIAMIHATHA JIIKapChkuil 3acid Jlakozam
PEKOMEHIYETHCS TTOCTYIOBO (3HIKYIOUU 103y Ha 200 MT Ha THXKICHB ).

JUig mamieHTiB, y SKUX PO3BUBAETbCS CEpHO3HA CeplieBa apUTMis, CIIJl BUKOHATU KIIHIUHY
OIIIHKY KOPUCTI/pU3HKY Ta MpU HEOOXITHOCT1 BIIMIHUTH JIAKOCaMIJL.

Ocoonuei nonynayii

3acToCyBaHHs MAIIEHTaM JITHBOTO BIKY (B11 65 POKiB)

[TamienTamM JITHROTO BIKY 3HWKEHHS 103U HE TOTpiOHE. JlOCBiA 3acTOCYyBaHHS JIaKOCaMIiny
MalieHTaM JIITHROTO BIKY 3 €muIenciero oOMexeHwi. /[ marmieHTiB JITHBOTO BIKYy HEOOX1THO
BpPaxoBYBaTH MOYKJIMBICTh BIKOBOTO 3HMKEHHS HUPKOBOTO KiipeHCy 1 miaBuineHHs piBHA AUC
(mB. po3mimm  «3acToCyBaHHS ~MAIliEHTaM 13  TOpYyHmIeHHAM  (QYHKIII HHUPOK»  Ta
«DapMaKOKIHETHKA).

3acTOCyBaHHS MAIIEHTaM 13 TOPYIIEHHSAM (DYHKITIT HUPOK

[TamienTam 13 JIETKMM MOPYIICHHSM (YHKIIIT HUPOK a00 MOMIPHUM MOPYIICHHSAM (YHKIIIT HUPOK
(xmipenc kpearnHiny > 30 MJI/XB) KOpEKIlis 103U HE OTpiOHA.

JIst martieHTiB 13 JerkuM abo MOMIpHUM TOPYIIeHHSIM (DYHKIIT HUPOK MOXKJIMBE 3aCTOCYBaHHS
HaBaHTaXyBaabHOI 103U (200 Mr), anme nHamani tutpyBaHHs n03u (> 200 mr Ha moly) ciifg
MPOBOJUTH 3 OOepexHIicTIo. i1 XBOpUX 13 TSHKKOK HHUPKOBOIO HEIOCTATHICTIO (KIIIpEHC
kpearuHiny < 30 MJI/XB) Ta Ui TAIIEHTIB 13 TEPMIHAIBHOIO CTAIEI0 HUPKOBOI XBOpPOOH
pPEKOMEHAYEThCS MakcuManbHa A03a 250 mr/moOy. Takum maiieHTaM TUTPYBaHHS O3 CIIIT
MIPOBOAUTH 3 00EPEXKHICTIO. SIKIIO MPU3HAYEHO HAaBaHTaXYyBaJbHY J03Y, OJHOPA30BY MOYATKOBY
no3y — 100 mr ma nmoOy, 3 HAcTymHHM 3acTtocyBaHHsAM 1o 50 Mr 2 pasu Ha 100y ciia
3aCTOCOBYBATH MPOTATOM IEPIIOTO THXKHSI.

[TamienTam, sKi 3HAXOAATHCS Ha TeMoJiaii3i, PEKOMEHIYETbCS BBeCTH nonaTkoBo a0 50 %
posmnoaiieHoi 1000B0Oi 103W Oe3nocepenHbO0 y KiHII mporenypu. JIiKyBaHHS XBOpHUX I3
TePMIHAIBHOIO XBOPOOOIO HHUPOK CIiJA TPOBOJUTH OOEPEKHO, OCKUIBKM KIIIHIYHHUHA JTOCBI
3aCTOCYBaHHS Mperapary TakUM TMAallieHTaM HEBEJIMKUN 1 MOXIJIMBE HAaKOMMYEHHS METalolliTy,
10 HE Ma€ BiIoMO1 (papMaKoJIOTIYHOT aKTUBHOCTI.

3acTocyBaHHs NAIliEHTaM 13 MOPYIIEHHAM (DYHKIT HeYiHKU

[Tamienram 13 JerkuM a0 TIOMIPHUM MOPYIICHHSIM (GYHKUIl MEYiHKA PEKOMEHIYEThCS
MakcuManbHa s103a 300 Mr/mo0y.

TutpyBaT 103y TakUM TaIlieHTaM cIif 3 00EPEKHICTIO, BPAXOBYIOUM MOKJIMBICTh CYIMyTHBOTO
nopymeHHsT (GyHKIIT HUpOK. 3acTOCYBaHHS HaBaHTaXyBaJbHOI 03U (200 Mr) MoXiIHuBE, ajie
Haganmi TuTpyBaHHs no3u (>200mr Ha 100y) cHil  TOPOBOAUTH 3  OOEPEXKHICTIO.
dapMaKkOKIHETUKY JIaKOCaMily HE BUBYAIM Y MAII€HTIB 13 TSHDKKUMU MOPYLIECHHSIMM (QYHKIIT
neuiHky. Jlakocamif ciif MpU3HA4YaTH MAIlEHTaM 13 TSKKAM TMOPYIIEHHSAM (DYHKIIT HMEeYiHKU
JUIIE Y pasi, SIKIIO OYiKyBaHa TeparneBTUYHA KOPUCTH MEPEBUIIYBATUME MOXKIIMBI pU3UKU. Moxe
BUHUKHYTH HEOOXITHICTh Yy KOPEKIlii J03HM 3a pe3ylIbTaTaMu PETEeNhHOTO CIOCTEPEKECHHS 3a
aKTMBHICTIO 3aXBOPIOBAHHS Ta 3 OIVISLy Ha MOTEHLIHHI MOOIYH1 €(eKTH y MalieHTa.

®




3acTocyBaHHS JITAM

[Ipenapar He pEeKOMEHIYETbCS MpPU3HAYATH JITSAM BIKOM 10 16 pOKiB, OCKUIbKM O€3leKy Ta
e(EeKTUBHICTh Ipenapary y IUX BIKOBUX I'pynax He BUBYAJIH.

Cnocib 3acTocyBaHHS

Jlakocamin, TaONMeTKH, BKPUTI IUTIBKOBOIO OOOJOHKOI, TPHU3HAYECHI IS TEepOPATBLHOTO
3acTocyBaHHs. JlakocaMig MOXKHA MPUMMAaTH HE3AIEKHO Bi MPUHOMY TXKi.

Jimu.
3acTocoByBaTd mpemnapar AiTsM BIKOM 10 16 poKiB HE PEKOMEHIYETHCS, OCKUIBKH OE3MeKy Ta
e(eKTHBHICTh Ipenapary y IuX BIKOBUX Ipynax He BUBYAIIH.

Ilepeoo3ysanns.

CumnroMu

CuMrnroMu, SIKi CHOCTEpIralOTbCsl IMICHSI BUIIAJKOBOIO a0 3yMUCHOTO MeEpeo3yBaHHS
Jakocaminy, B nepiy uepry nos’sa3asi 3 I{THC Ta nuryHKOBO-KUIIKOBUM TPaKTOM.

e KIiHIYHO 3HAUyIIUMX BIAMIHHOCTEM MDK THIOM MOOIUHUX peaklid, 110 crocTepiraiucs y
MalieHTIB Yy X0l 3actocyBaHHs 103 moHaj 400 mr i go 800 mr, Ta MOOIMHUX peakuid y
MAIIEHTIB, SIK1 3ACTOCOBYBAJIM TEPANIEBTHYHI 1031 JAKOCaMiTy, HE BiA3HAYaI0Cs.

e Peakirii, mpo siki moBimoMJyIsUTH Ticas mpuiiomy moHan 800 Mr, — 3amamMoOpodYeHHs, HYIOTa,
OroBaHHS, CyIOMHU (TeHepai30BaH1 TOHIKO-KJIOHIYHI CYIOMH, €NUIENTUYHUHN cTaryc). Takox
CIIOCTEpIrajucsl TMOPYIIEHHS CEepIeBOI NPOBIMHOCTI, MIOK Ta Koma. [loBimomMmsiam Tpo
JIeTalbH1 BUIMAJKU Yy TMAaLI€HTIB MICJIS TOCTPOro OJHOPA30BOTO IEpero3yBaHHS (IpHiioMm
JEKUTHKOX TPaMiB JIAKOCaMIay).

JlikyBaHHS

CrnenudivHOTO aHTHAOTY NIPH NEPEI03yBaHHI JIakocaminy He icHye. JIikyBaHHS Tepeno3yBaHHS

BKJIIOYAE 3arajbHi MIATPUMYIOUl 3aX0IM 1 TPH HEOOX1THOCTI TeMOTiais.

Ilo6iuni peaxuii.

basyrounce Ha aHami3i y3araJbHEHHUX PE3yIbTaTiB IIAe00-KOHTPOJbOBAHUX KIIHIYHUX
JTOCITDKEHBb SIK JIOMOMDKHOI Teparii, B sKux Opanu ydactb 1308 marieHTIB 3 mapiialbHUMH
Hamnajaamu, Oyl0 BCTaHOBJEHO, 1o 61,9 % mnarieHTiB, paHIOMI30BaHUX y TPYIy Jlakocaminy, Ta
35,2 % mnarieHTiB, paHIOMI30BaHUX y TpyIy Imanedo, Manu moHaiiMene 1 noGiuHy peakiiio.
Haityactimumu noGiunumu  peakuismu (> 10 %) mnpu  3actocyBanHi Jlakocamigy Oynu
3aItaMOPOYCHHS, TOJIOBHHUH OUTh, HyOTa Ta auIuionis. BoHu 3a3Bu4vail Oyau He3HaYHUMHU abo
MOMIpHO BUpakeHHMHU. [1osiBa JesKkux 3 HUX Oyia 10303aJISKHO0 1 3MEHIIIEHHS 03U Mpenapary
MPU3BOJIMIIO JI0 IXHBOTO TMOJETmieHHs. YactoTa Ta TKKICTP TOOIMHUX peakiid 3 OOKy
LEHTPAIBHOT HEPBOBOT CUCTEMH Ta IIUTYHKOBO-KHUIIIKOBOTO TPAKTY 3arajioM 3MEHIIYBAJIHCS Yepes
JIEIKUH Jac.

3acTocyBaHHS Hpenapary y KIIHIYHMX JOCHIDKEHHSX HpHU MosABI NoOMMHUX edekTiB Oyno
npunuHeHo y 12,2 % Bumnankis nopiBHsHO 3 1,6 % mpu 3actocyBanHi ruiane6o. Haifuacrime
MPUYMHOIO IPUITMHECHHS KYPCY JIIKyBaHHS JIAKOCAMiZIOM OyJI0 3ariaMOpPOYCHHS.

Yacrora nobiunux peakuiit 3 6oxy [JHC (Takux sik 3aaMOpOYeHHs) MOXKE MiBUIIYBATHCS MiCIs
3aCTOCYBaHHS HaBaHTAXXYBAIbHOI JO3H.

Hwxue HaBeneni moOiuHi peakiii, mo Oynu BUSBICHI y XOA1 KIIHIYHUX JOCTIIKEHb Ta
MOCTPEECTPALITHOTO MOHITOPUHTY MOOIUHUX peakiiif. YacToTy moOIYHUX peakiliil OliHIOBaIH
TaKUM YUHOM: ayxe vacto (> 1/10), vacto (>1/100 mo < 1/10), mewacto (>1/1000 mo < 1/100),
HEeBiJoMa yacToTa (He Moxe OyTH OIliHEeHa 33 HAasBHUMHU JaHUMH). Y KOKHIA rpymi moOidHi
peaxiiii HaBeIeH1 y OPSIKY 3MEHILICHHS IXHIX MPOsIBIB.

3 60Ky Kposi ma nimgpamuunoi cucmemi; HeBiloMa 4acTOTa — arpaHyIoNUTO3

3 60Ky iMyHHOI cucmemu: HE4acTO — MeIMKaMeHTO3Ha TilepuyyTIuBicThY; HeBimoMa uyacToTa —
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MEIMKAaMEHTO3Ha PEaKIis 3 €03MHO(LIIEI0 Ta CUMIITOMAMH YPa)KEHHS PI3HUX CHCTEM OpraHiB,
(DRESS)!2,

3 60Ky Hepso6oi cucmemu: y)e 4acTO — 3allaMOPOYCHHS, TOJIOBHHI OUTh; 4acTO — MOPYIICHHS
pIBHOBArH, MOPYIICHHS TIaM’sITi, KOTHITUBHUI PO3JIaJl, COHIMBICTh, TPEMOP, HICTArM, TMOCTE3is,
JM3apTpis, TOPYIIEHHS YBAaru, MAapecTe3is; HEYacTo — HENPUTOMHICTH?, IIOPYIIEHHS
KOODJIMHAIIIT; HEBiIOMA YacTOTa — CyIOMHU>.

Tlcuxiuni nopywenns: 4acTo — JIETPECis, CTaH CILTYTaHOI CBIiJOMOCTi, OC3COHHS; HEYacTo —
arpecis, axwuramis’, eiipopudnnii HacTpiii!, mcuxoTwuHmii posman’, cmpoba camorydcrsal,
CylUHaIbHE MUACIICHHS, raJTIONMHALII.

3 6oky opeanis 30py: TyKe 4acTo — IUIUIOTIS; YaCTO — 3aTyMAaHEHHS 30DY.

3 boxy opeanis cnyxy ma eecmubyiapHo20 anapamy. 4acTo — BEPTUTO, LIIyM y ByXax.

3 60Ky cepys: HeWacTo — aTpiOBeHTpHKynsApHa Onmokanmal?, OGpamukapmial?, ¢ibpumsmis
nepesicepn?, TPIMOTIHHS epeacepab?; HeBioMa YacToTa — MUTYHOYKOBA TaXiapuTMist,

3 60Ky WIYHKOBO-KUWKOB020 mpakmy. IyXKe 4acTo — HyA0Ta; 4acTo — OJIOBaHHS, 3amop,
METEOPHU3M, AUCHEINCIs, CYXICTh Y POTI, Jiapes.

3 boky ecenamobiniapnoi cucmemu: HEYACTO — BIIXWJIEHHS BIJ HOPMH (PYHKIIOHAJTIBHUX
NOKA3HUKIB eYiHKU', MiBUIIEHHS NedinkoBuX pepmenTis (> 2 x BMH).

3 6oxky  wkipu [ RNiOWKIpHUX MKAHUM: YACTO — CBEpODK, BUCHIAHHA', HEYacTo
aHrioHeBpoTHUHHI Habpsk’, kponuB’sHka®; HeBioMa yacTora — cunapom Crisenca-Jlxonconal,
TOKCUYHMI enifiepManbHuii Hekpois®.

3 60Ky ckenemHo-m’83060i cucmemu ma CnOJAYYHOI MKAHUHU., 9aCTO — M SI30BHH Cra3M.

3acanvHi nopywenHs. YacTo — TIOPYIIEHHS XOIHW, AacTeHis, MIiJBUIIEHAa BTOMJIIOBAHICTb,
JPaTiBINUBICTb, BITUYTTS CII SHIHHS.

Tpasmu, ompyenus ma ycKiaOHeHHs npoyeodyp: 4acTo — MaiHHS, TPIIIUHA MKIPH, KOHTY3151.
IMpumiTku:

! 106i4Hi peakuii, po AKi HOBiJOMJISIM y OCTMAPKETHHIOBHIA T1EPiof;

2 nuB. Onuc OKpeMHX MOBIYHMX PEaKIIiii;
% HOBIJOMJISIM Y BIIKPUTUX JOCII JPKEHHSX.

1.
)

Oxpemi noGi1uHI peakiiii.

3acTOCyBaHHS JIaKOCaMITy CYIPOBOKYETHCA J0303JICKHUM TOJOBKEHHSIM iHTepBany PR.
MoknuBi HeOakaH1 peakilii, OB’ sA3aH1 3 MOJOBKECHHIM I[LOTO IHTEpBANy (aTpIOBEHTPHUKYIISIPHA
0J0Kaa, HEMPUTOMHICTh, OpauKapIis).

VY nonaTkoBHX KIIHIYHUX JTOCTIKCHHSX TMAIlIEHTIB 3 €MUICTICIEI0 aTpiOBEHTPUKYIIsApHA OJl0Kaaa
| crynenst cnoctepiraerscst Heyacto — y 0,7 % ta 0,5 % npu no3i nakocaminy 200 mr ta 600 mr
BIJIMTOBIIHO Ta HE CIIOCTEpIraeTbes MpH 11031 Jakocaminy 400 Mr ta mane6o, y MamieHTiB, sAKi
MpUHAMAaJIK JaKocaMij, aTploBEHTPUKYIIsIpHA Ookaaa I1 abo BUIIOro CTymeHs He criocTepiraiacs.
OpHak mpo BUMAIKUA aTpioBeHTpUKysipHoi Omokamu II ta III crtymeniB, acomiiioBaHux 3
JIKYyBaHHM JIAKOCaM1JIOM, TIOBIIOMJISUIH TTiJ] YaC MOCTPEECTPALIITHOTO HATISI Y.

VY KIHIYHHUX JOCTIPKEHHSIX BTpara CBIIOMOCTI BUHHKAJIa HEYacTo, a il 4acToTa HE BiApi3HsIACh
y manieHtiB 3 eminenciero (n = 944), ski orpumyBanu nakocamia (0,1 %), Ta y maimieHTiB 3
emienciero (n = 364), ski orpumysanu iare6o (0,3 %).

[Tix yac KOpPOTKOYACHUX KIIHIYHHUX JOCITIKEHb Mo (iOpUIIAIif0 a00 TPIMOTIHHS Mepeacepab He
MOB1JIOMJISUIM; O/IHAK OOM/IBA SIBHIIA CIIOCTEPIrajiucs Y BIIKPUTUX AOCTIKEHHAX MPH emiencii
Ta y XOJi MicIsgpeecTpaitHoro MOHITOPHUHTY.

BinxunieHHs Bi HOpMH J1a0OPaTOPHUX MOKA3HUKIB.

BigxuieHHs BiJl HOPMHU NOKa3HMKIB IMEYIHKOBOI (YHKIIIT criocTepirajiucs MmiJ yac ramnedo-
KOHTPOJIbOBAaHUX JOCHIDKEHb JlaKkocaMily 3 YYacTi0 JOpOCIMX TAIllEHTIB 3 HamajaMu
MapiiagbHUX CYIOM, fKI OJHOYACHO TpuiiManu Bif 1 10 3 MpOTHENUIENTUYHUX JIKAPCHKUX
3aco0iB. IlinBumenns pisaga AJIT no >3 X BMH (Bepxusi Mexxa Hopmu) po3Bunynocs y 0,7 %
(7/935) mauienTis, sKi npuiiManu nakocamina, Tay 0 % (0/356) mauienTtiB rpymnu iamnedo.




[MoniopranHi peakiii rinepyyTInBOCTi.
[ToBimoMyIsUIM TPO MOMIOPTaHHI peakiii TinepuyTIMBOCTI (TaKoX BiIOMI SK MEAMKaMEHTO3HI
peakiii 3 €03uHO(LIIEI0 Ta CUMOTOMAMU YypakeHHS pi3HHX cucteM opraniB, DRESS) y
MAIi€HTIB, SKI IpUAMaNU JesiKi MPOTUENUIeNTHYHI JIiKapchKi 3acobu. Lli peakuii pi3HMINCS 32
IposiBaMM, aje y TUIOBHX BHIAAKAX CYINPOBOKYBAIHCA TapsuKOI Ta BHUCHUIIAHHIMH Ta
ACOLIFOBAINCS 3 YPaKEHHSAM pI3HUX CHCTEM OprasiB. SIKII0 iCHye mino3pa Ha MOJIOpPraHHY
PEaKIIifo rinepuyTANBOCTI, MPUHOM JIAKOCaAMITy CIii TIPUTTHHUTH.

ITH.
YacroTa, TUI Ta TSHKKICTh MOOIYHUX PeaKiii y AiTell BIKOM Bif 16 POKiB OUIKYIOTHCS MOMIOHUMH
70 TaKUX y JOpociuX. besmeky mpemapary y nitedd BikoM 10 16 pokiB He BUBUAIH. J[aHUX HE
icHYE.
[oBiOMIICHHS 1010 MiAO3PIOBAHUX MOOIYHUX PEaKIIil.
[ToBinOMJIEHHS 1010 MITO3PIOBAHUX MMOOIYHUX peakiiid MICas OTPUMAaHHS PEeeCTpaliiiHOro
MOCBIAUEHHS € Jy)Ke BakJIuBUM. lle nae 3Mory mocTiiiHO crocTepiraté 3a CHiBBIJHOIIEHHSM
KOPUCTB/pU3UK Tpenapary. MeIuyHuX NpaliBHUKIB MPOCATh MOBIIOMIISATH PO MiJO3pPIOBaH1
MOOIYH1 peakIii.

Tepmin npuoamnocmi.
4 poku.

YmoBu 30epiranns.
30epiraTu B OpUTiHANBHIA YIIaKoBIl Y HEAOCTYyITHOMY st Aiteil micui. He motpebye ocobmmBux

YMOB 30€piraHHs.

YnakoBka.
ITo 14 Tabnerox y OGmictepi; o 4 GiiCTepH Y KAPTOHHIN MadvIli.

Kareropis Binnmycky.
3a penenTom.

BupooHuk.
Ilxenedapm CA.

Micue3naxoa:KeHHsI BAPOOHHUKA Ta ajpeca Micls MPOBAKeHHs Oro AislJIbHOCTI.
18-i1 xm Mapatonoc Ase, [Tamnini ATtiki, 15351, I'perris.
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