Ckian

Oitoua peuyosuHa: levetiracetam;
1 TabreTka mMicTuTh neBetupaleramy 250 mr a6o 500 mr, a6o 1000 mr;

O0ONOMIJICHI pedyoB8UHU: HaTPilo KpocKapMeino3a, Makporos 6000, KpeMHio OioKcupm
KoJIoigHuM 0e3BOOHUM, MarHilo cTeapar;

naigkoge noKkpumms:

tabneTku 250 mr: omagpai 85F20694: ciupt nomiBiHinoBui, Tutany miokcun (E 171),
Mmakporon 3350, Tanek, iHourokapMmin (E 132);

tabneTku 500 mr: onmagpay 85F32004: ciupt nomiBiHinoBuu, Tutany miokcup (E 171),
Mmakporon 3350, TanbkK, 3anisda okcup xkoBtuit (E 172);

tabnetku 1000 mr: onmagpait 85F18422: cnupT mosmiBiHinoBu#, Tutany giokcup (E
171), makporomn 3350, TanbK.

JIikapcbKa ¢opma

TabneTku, BKPUTiI 000JI0HKOIO.
OcHOBHI (pi3uKo-xiMiuHI 81aCMuBOCMI:

mabaemxku 250 me: moBracTi TabJIeTKM, BKPUTI MJIiBKOBOIO 000JIOHKOIO OJIaKMTHOTO
KOJIbOPY, 3 PHUCKOIO; 3 OOHOTO OOKY Biff pUCKH CIOCOO0OM THCHEHHSI HaHeCeHO «uch», 3
Opyroro - «250»;

mabaemxku 500 me: moBracTi TaGNIeTKH, BKPUTI IIJTiBKOBOIO 000IOHKOIO JKOBTOTO
KOJIbOPY, 3 PUCKOIO; 3 OOHOTO OOKY Biff pCKM c1ocOO0M THUCHEHHS HaHeCceHO «ucb», 3
apyroro - «500»;

mabaemxku 1000 me: goBracTi TabIeTKH, BKPUTI IIJIIBKOBOIO 000JIOHKOIO 0ij1oro
KOJIbOPY, 3 PUCKOIO; 3 OOHOTO OOKY Biff pUCKH CIOCOO0OM THCHEHHSI HaHEeCeHO «uch», 3
opyroro - «1000».

dapMaKoTepaneBTHYHA I'Pyla

[TpoTueninenTuyHi 3acobu. JIeBeTupalieTaM.

Kom ATX NO3A X14.



®apMaKoOJIOridyHi BJIaCTHBOCTI

dapmaKkoduHamika.

AKTHBHa pedyoBUHA JIeBeTHUpalleTaM — IIOXifgHa IIipoJigoHy (S-eHaHTioMep anbda-eTu-
2-0KCo-1-mmiponiguH-alnieTaMify), sika 3a XiMi4YHOIO CTPYKTYPOIO BiIpPi3HAETHCA Bif
BiOMUX IIPOTHEITNIIENTUYHUX JIiIKapChbKUX 3aco0iB.

Mexani3Mm il

MexaHi3M fil 1eBeTHUpalleTaMy HeIOCTaTHLO BUBYeHHUM. Ha mifcraBi mpoBegeHUX
OOCIIaXKeHb in vitro i in vivo IPUIyCKaloTh, 110 JIeBeTUpPalleTaM He 3MiHIOE OCHOBHI
XapaKTEePUCTUKU HEPBOBOI KIIiTUHY 1 HOpMaJIbHY HEMPOTPaHCMIiciio. [loCcaigKeHHs in
vitro 1oka3sasu, 110 JieBeTUpalieTaM BIIJINBA€ Ha BHYTPIILIHbOHENWPOHAaJIbHI pPiBHI Ca2*t
[IJIAXOM YaCTKOBOTO IIPUTHIYEHHS TOKY 4epe3 Ca2* kanamm N-Tuny Tta 3HUXKEHHS
BuBibHEHHS Cal™t 3 iHTpaHeUupOHaNbHUX Oerno. BiH TaK0XK 94aCTKOBO HiBeJIIOE
npurHideHHss [AMK- Ta riailnH-peryib0BaHOr0 TOKY, 3yMOBJI€HE Hi€l0 IIUHKY Ta [3-
KapOominamu. Kpim Toro, y xomi mocmim»keHb in vitro neBetupaletram 3B’ si3yBaBCs 3i
cuenupiyHUMU OiNsSTHKAMM Y TKaHMHaX MO3KYy I'pU3yHiB. MicuieM 3B’si13yBaHHS € 010K
CUHAINTUYHUX BE3UKYJ 2A, 10 Oepe y4acTh y 3JIUTTi BE3UKYJI Ta BUBIJIbHEHHI
HeupoTpaHcMiTepiB. CrIopigHEHICTh (y paHTOBOMY IOPSAOKY) JiIeBeTHpalleTaMy Ta
BiATIOBiAHUX aHAJIOriB 3 OITKOM CHHAIITUYHUX BE3UKYJI 2A KOopeJitoBasa i3 IOTyXKHiCTIO
IX IPOTUCYAOMHOI] il Y MOJeNsaX ayaioreHHol eninencili y mumeu. i pe3ynbTat
OAI0Th 3MOT'Y IIPUIIYCTUTH, I1I0 B3AEMOisI MiXK JIeBeTHUpaleTaMoM Ta OilTkoM
CUHANTUYHUX BE3UKYJI 2A MOKe 4aCTKOBO MOSICHIOBATH MeXaHi3M MPOTUEHIIeITUYHOL
mil mperapary.

dapmakoguHaMiuHi edeKTHn

JleBeTupaleTaM 3abe3Iedye 3aXUCT Bifl CyZIOM y IIMPOKOMY CIIEKTPi Momernen
napiliaTbHUX Ta IEPBUHHOTEHEpasli30BaHMX HAIla[iB Y TBAapUH, HE CIPUUYHUHSAIOYU
nmpocynomMHoro epekty. OCHOBHUYM MeTaboJIiT HeaKTUBHUM.

Y nroguHM aKTUBHICTH Ipenapary IIigTBepaXKeHa Ioa0 AK IapliiaJbHuX, Tak 1
reHepai30BaHUX eIliIeNTUYHUX HanafgiB (eminenTudopMHi
nmposiBu/poTornapoKCcu3MaabHa peakilis), 10 CBigYUTh PO MIUPOKUUN CIEKTP
(apmakomorigHoro nmpogisnio ieBeTupalneTaMy.

dapmaKoKiHemuKa.

JleBeTupaleTaM XapaKTEPU3y€ETHCSI BUCOKOIO PO3YMHHICTIO Ta IPOHUKHICTIO.
dapMakoOKiHETHKA Ma€ JTiHIMHUU XapaKTep Ta XapaKTepPU3yEThCSI HU3bKOIO MiXK- Ta
iHTpacy0’eKTHOIO MiHIUBICTIO. [Tic/Isi TOBTOPHOTO 3aCTOCYBaHHS IpelnaparTy KilipeHC
He 3MiHIO€eThCSA. O3HaK BIOJIMBY CTaTi, paCu Y¥ LUPKAJHOTO PUTMY Ha



dbapmMaKoKiHETHUKY He Bim3Hadanocs. [Ipodinb dapmMaKoKiHeTUKY OyB ITOOIOHUM Yy
300pOBUX JOOPOBOJILIIIB Ta XBOPUX Ha eIIiJIeIIciio.

3aBOsiKU [TIOBHOMY Ta JIIHIMHOMY BCMOKTYBAHHIO PiBHI Ipenapary y Ijia3Mi MOXHa
nepenbaduTy 3a IIepopalbHOIO A030I0 JIeBeTUpalleTaMy, BUPaXkeHO y MI/KI' Macu
Tisa. ToMy BigCcTexKyBaTH MJ1a3MOBi piBHI TeBeTUpalleTaMy HeMa€ MOTpeoOu.

Y mopocnux Ta OiTeu BiA3Havaslacsd 3Ha4YHa Kopessdlis MiXK KOHILIeHTPalli€ro
npemnapaTy y CIMHI Ta mia3Mi (CIIiBBiAHOIIIEHHS KOHIEHTPallil y CIUHI/mIa3Mi
KomnuBarsnocs Big 1 mo 1,7 micns nputioMy TabIeTOK OJisS IepopaibHOTO 3aCTOCYBaHHS
Ta 4yepe3 4 TOOWHU HiCIsA IPUUOMY OPaJbHOTO PO3YUHY).

JIopocai ma nioaimku.

BCcMOKTyBaHHS.

JleBeTupalneTaM MIBUAKO BCMOKTYETHCS ITIiC/IS IE€POPaIbHOTO 3aCTOCYBaHHS.
AGcomroTHa nepopanbHa 6iomocTynHicTh — 671u3bK0 100 %. I[TikoBa KOHIIEHTpAllis y
ia3Mi KpoBi (Cmax) mocsaraeTbcs yepe3 1,3 rogyHu micis NpuuoMy mpemnapary.
PiBHOBaKHUM CTaH [OCATAETHCS Yepe3 2 IHi 3aCTOCYBaHHS MpeIlapaTy ABidi Ha mooy.
ITikoBi KOHIIEeHTpPAIIil (Cmax) 3a3BuYal CTaHOBIATH 31 Ta 43 MKI/MII ITicJisd pa30Boil
no3u 1000 mr ta moBTopHOI Ko3u 1000 mr aBivi Ha o0y BimmoBigHO. CTyHIiHBb
BCMOKTYBaHHS He 3aJIeKUTh Biff O3 Ta He 3MIHIOETHCS IIPU IIPUUOMI 1XKi.

Poz3nomin.

IHaHUX II0O0 PO3IOAiNY IIpenapaTry y TKaHMHaX JI0AUHU HeMae. Hi neBeTtupaneramM, Hi
MOr0 OCHOBHUM MeTaloJIiT 3HaYHUM YMHOM He 3B’SI3yI0ThCS 3 OiTKkaMu IJ1a3MU KPOBIi
(< 10 %). O6’em po3mominy neBeTupalleTaMy CTaHOBUTH ITpubnausHo Big 0,5 go 0,7
JI/KT, 1110 IPUOJIM3HO OOPiBHIOE 3araJbHOMYy 00’€MYy BOIHM B OPraHi3Mi.

MeTaboJ1i3zM.

MeTaboi3M eBeTUpalleTaMy y JTIIOOUHU He3HauHul. OCHOBHUM HIJITXOM MeTabostiaMy
(24 % mo3u) € hepMeHTHUM TigpoJti3 aleTaMigHol rpynu. [3opopMu 1med4iHKOBOT O
nuToxpoMmy P450 He OepyTh y4acTi B yTBOPEHHI OCHOBHOTO MeTabomity - ucb L057.
ligponi3 aleTaMigHOl TPYIIM CIIOCTEPIraBCs y BEIUKIiM KiTbKOCTi TKAHWH, BKIIOYal04U
KJIiTUHU KpoBi. MeTtabosit ucb L057 ¢dapmMakosoriuHo HeaKTUBHUH.

Takozxk O0yJI0 BU3HAYEHO IBa OPYropsgHuxX MeTabosniTu. OOuH YyTBOPIOBABCS BHACIIIMOK
TiApPOKCHUJITIOBAHHS MipOIigOHOBOIO Kinbild (1,6 % Big mo3u), APYTUM - BHACIIAOK
PO3iMKHeHHS IiponigoHoBoro Kinbkis (0,9 % Big mo3nu).

IunIi HeBU3HaYeHi KOMIOHEHTH cTaHoBunu nunie 0,6 % Bim mo3u.



B3aeMHOro nepeTBOpeHHSI €eHaHTIOMEPIB JIeBeTUpaleTaMy 4Yu MO0 OCHOBHOI'O
MeTaboJIiTy B YMOBAaX in vivo He CIIOCTepiranocs.

Y xopmi gocnigzkeHs in vitro neBeTupalieTaM Ta MOro OCHOBHUIM MeTaOoJIiT He
NIPUTHIYyBaJii aKTUBHICTh OCHOBHUX i30pOPM MMEYiHKOBOTO UTOXpoMy P450 mroguuu
(CYP3A4, 2A6, 2C9, 2C19, 2D6, 2E1 Ta 1A2), rmokypoHinTpaucdepa3u (UGT1A1 ta
UGT1A6) Ta enokcuarigpokcuia3u. Takoxk jieBeTUpaleTaM He IIPUrHiyye
TJIIOKYPOHIAaIio BaJIbIIPOEBOL KUCJIOTH INn Vitro.

Y KynbTypi renaToUTIB JIIOOUHY JIeBeTHUPalleTaM BUSBIISAB CJIaOKUM BIIUB ab0 XK
30BciM He BrymBaB Ha CYP1A1/2, SULT1E1 a6o UGT1A1l. JleBeTupalieTaM COPUYNHSB
cnabky ingykilito CYP2B6 Ta CYP3A4. [laHi in vitro Ta maHi in vivo 1100 B3a€EMO/il 3
ImepopajJbHUMHU KOHTPAlLleIITUBaMM, OUTOKCUHOM i BapdaprnHOM BKa3ylOTh Ha Te, 1110 B
yMOBax in vivo 3Ha4dylol iHAyKIlil ()epMEeHTIB He OUiKyeThCSA. TOMYy B3a€EMOAIs
npernapary Kennpa® 3 iHIMMMMU peyoBHHaMM a00 HaBIaKyU MaJIOMMOBIipHa.

BuBeneHHs.

[Tepion HamiBBUBeNeHHA IIpelapaTy 3 [JIa3MHU Y OOPOCIUX CTaHOBUB 7/*1 rop i He
3ajiexkaB Bif 0O3H, LIJIIXy BBEOEHHS YU OBTOPHOTO 3aCTOCyBaHHA. CepenHin
3arajibHUU KilipeHC cTaHoBUB 0,96 MII/XB/KT.

OcHOBHa KiNIBKICTh IIpenapary, B cepegHboMy 95 % mo3u, BUBOOUIacs i3 ceyero
(mpubnau3Ho 93 % mo3u BUBOOUIIOCS MPOTATroM 48 roguH). 3 KaJIOM BUBOOUTHCS JIHIIIE
0,3 % pgo3mu.

KymynsaTuBHe BUBEEHHS i3 ceuelo JieBeTupaleTaMy Ta M0oT0 OCHOBHOTO MeTabOoJIiTy
CTaHOBHUJIO 66 % Ta 24 % Bim mo3u BiOmoBigHO B mepiii 48 roguH. HUPKOBUM KIIipeHC
neBetupaneramy Ta ucb LO57 craroBuTsh 0,6 Ta 4,2 MII/XB/KT BidIOBigAHO, II0 CBiOYUTh
PO BUBEOEHHS JIeBeTUpPalleTaMy LIJIIXOM I'JIOMePYIAPHOI (pinbTpaliil 3 IIOOaIbIIOi0
peabcopOiIriero y KaHAJBISX i 10 OCHOBHUM MeTabO0JIiT TaKOXK BUBOOUTHCS IIITXOM
aKTUBHOI KaHaJIbIIEBOI ceKpellil Ha mogauy [0 riaoMepyispHoi ginbTpartiii. BuBemeHHs
JleBeTUpaleTaMy KOpPeJlto€e 3 KJIIIpeHCOM KpeaTuHIiHY.

ITauieHmu AiMHBLO20 BIKY.

Y mailieHTiB MiTHBOTO BiKYy Ilepiof HamiBBUBeOeHHS 3pocTae npubnusxo Ha 40 %
(10—11 ropun). Lle moB’a3aH0 3 NOTipIIEeHHAM (QYHKIIM HUPOK Y AaHOI monyssanil (Qus.
po3min «Cnocib 3acTOCYBaHHS Ta JO3U»).

ITopyweHHs ¢pyHKUiII HUPOK.

Bupumuii 3aranbHUM KIIipeHC IeBeTUpalleTaMy Ta MOr0 OCHOBHOT'O MeTaboIiTy
KOpEeJIIo€E 13 KJIIpeHCOM KpeaTuHiHy. ToMy nalieHTaM i3 IIOMIPHUMU Ta TAXKKUMU



MopyIieHHsIMU GYHKIII HUPOK PEKOMEHIYETHCS KOPUTYBATH ITiATPUMYyBaJIbHY TOO0OBY
OO3y Imperaparty Kermpa® BiIIIOBiOHO MO KJIipeHCy KpeaTuHiHy (OuB. po3main «Crocid
3aCTOCyBaHHS Ta JO3U»).

Y nanieHTiB 3 aHypi€lo y TepMiHaNbHiN cTafil XBOpoO1 HUPOK mepio HaliBBUBEOEHHS
CTaHOBUB nNpubaM3HO 25 Ta 3,1 roguHU BiOIOBIOHO y Iepion MiXK ceaHcaMH Hiasi3y Ta
Iig yac ¥oro npoBeneHHA. [IpoTAromM TUIIOBOTO 4-TOOWHHOI'O CEaHCy Aialily
BuBogunocsa 51 % meBetupalieTamy.

ITopyweHHA pYyHKUIT neviHKU.

KrnipeHc neBeTupalnetaMy He 3MiHIOBABCs V MALlI€EHTIB 3 JIETKUMHU Ta IOMIPHUMU
MOPYIIEeHHAMHU PYHKIII] HediHKU. Y OiNbIIOCTI MAIli€HTIB i3 TAXKKUMU NOPYIIEHHAMU
(yHKIIil TediHKu KIJIipeHC IeBeTUupalieTaMy OyB 3HUXKEeHUM Oinbir HiXK Ha 50 %
BHACJIiIMOK CYIIYTHLOTO MOPYIIeHH QYHKIIiI HUPOK (AuB. po3min «Crocib 3acTocyBaHHS
Ta JO3U»).

ITediampuyHa nonyasuis.

Ilimu gikom 4—12 pokxis.

[Ticns 3acTocyBaHHS pa30Boi Ao3u (20 MT/KT) y OiTel, XBOPUX Ha elrinerncito (Big 6 mo
12 pokiB), mepion HaniBBUBEOEHHS JIeBeTUpalleTaMy CTaHOBUB 6 roquH. Bugumun
KJIipeHC, BIDKOPUTOBaHUM 3 ypaxXyBaHHSIM MacH Tina, 6yB nmpubnausuo Ha 30 % BUIIUM,
HIXK y JOPOCJIHUX Malli€HTiB 3 erinenciero. [1icasg mOBTOPHOr 0 IIepopaabHOro
3acTtocyBaHHs (20—60 mr/kr/mo0y) y XBOpuX Ha elrinercito aitei (4—12 pokiB)
jieBeTHpalleTaM BCMOKTYBaBCS IIBUAOKO. [TiKOBi KOHIIEHTpallil ¥ Ij1a3Mi KpoBi
nocsranucs yepes 0,5—1 roguny micnisg npuriomMy Ao3u. [TiKOBi KOHIIeHTpaIlil Ta mJjIolla
30HM ITifl KPHUBOIO 3aJIe?KHOCTI KOHIIEHTPAllil Biff Yacy 3poCTau JIiHINHO i 3aexanu
Bizm mo3u. Ilepion HamiBBUBEIEHHSI CTAHOBUB MPUOIN3HO 5 TOOUH; BUOUMUM 3arajibHUMN
KiipeHc - 1,1 Mi/XB/KT.

IToxa3aHHSA

MoHoTepamnis (Impenapart IepIIoro BUOOPYy) MpHU JTiKyBaHHi:

e MapliiaJTbHUX HaMa[iB i3 BTOPUHHOIO reHeparrisaliiero abo 6e3 Takol y JOPOCIIuX i
HigJIiTKiB BiKOM Bif 16 POKiB, y SKUX BIIeplile AiarHOCTOBAHO EIIiJIeICito.

Sk momaTkKoOBa Teparlis IpU JIiKyBaHHI:

e MapliiaJIbHUX HaMafiB i3 BTOPUHHOIO reHepailallielo abo 6e3 Takol Y JOPOCIIHUX,
OigIiTKiB i AiTeud BiKOM Bif 6 POKiB, XBOpPUX Ha €MiJIeICiio;



e MIOKJIOHIYHUX CYOOM y OOPOCIIUX i HifmiTKiB Big 12 poKiB, XBOPUX Ha IOBEHINIBHY
MIOKJIOHIUHY eIiJIeIcito;

e IEPBMHHOTE€HEPAJIi30BaHUX CYJOMHUX (TOHIKO-KJIOHIYHWX) HANaliB y JOPOCIUX i
OifJTiTKiB BikKOM Bif 12 poKiB, XBOpPUX Ha ifionaTU4YHYy reHepasli3oBaHy eIiJielciio.

IIporunoka3aHHs

[TigBuIlleHa YyTIUBICTH OO NeBeTUpalleTaMy ab0 [0 iHIIUX MOXiTHUX MipOoJifoHYy, a
TAaKOXK [0 OyOb-IKUX OOIOMiKHMX PEYOBUH IIpemapary.

B3aemMonisi 3 iHONIHMH JTiKapChbKHMH 3aCo00aMHu

ITpomuenisienmu4Hi npenapamu.

[TepenpeecTpalliiiHi gaHi, OTPUMaHi y X041 KIIIHIYHUX OOCIIiAXKEHb, TPOBEAEHUX 3a
y4acCTIO JOPOCJIKX MallleHTiB, BKa3ylTh Ha Te, 110 JIeBeTUpalleTaM He BIIJIUBA€ Ha
CUPOBATKOBi KOHIIEHTpPAllil iCHYI0OUMX IIPOTUEITINIEeNITUYHUX NpernapaTiB (peHiTolH,
KapOaMa3zeIliH, BaJbIIPOEBA KUCI0Ta, heHobapOiTasn, TaMOTPUOXKUH, TaballeHTUH i
MIPHUMIiIOH), @ BOHU B CBOIO YePry He BIIMBAIOTH Ha (hapMaKOKiHETUKY
JleBeTHUpaleTaMmy.

BigcyTHi maHi mjomo KiiHIiYHO 3HAYYHIIOl B3aEMOil TiKapChKOro 3aco0y y IallieHTiB
OUTSYOTO BiKY, K i Yy HOpOCuX, siKi oTpuMyBanu go 60 Mr/kr/mo0y meBeTupalieTamy.

PeTpocnekTuBHa OIlliHKa (papMaKOKiHETUYHOl B3a€EMOJIl y AiTeH i mimIiTKiB 3
emninerncieto (Bikom Big 4 mo 17 pokiB) migTBepausa, 110 JOOaTKOBa Tepamis 3
IIepopanbHUM 3aCTOCYBAHHSIM JIeBeTHpPalleTaMy He BIJIMBajia Ha PiBHOBaXKHi
CHUPOBATKOBi KOHIIEHTpPAIlil OJHOYAaCHO 3aCTOCOBAaHUX KapOaMa3emiHy Ta BaJIbIpoary.
OpHak maHi cBigyarTh, 110 KIIipeHC JieBeTupanetamMy Ha 20 % BUIIUU y OiTeH, Kl
MpuiiMaloTh GEepPMEHTIHOYKYIOUi IPOTHUEITiNIeNnTUYHI 3acobu. Kopekiiisa go3u He
nmoTpibHa.

ITpobeHeuyuo.

[Tpob6enenun (500 Mr 4 pa3u Ha goOy) - Ipenapar, 10 6JI0Ky€e CeKpellito HUPKOBUX
KaHaJIbliB, MIPUTHIYYE HUPKOBUM KJIipEHC OCHOBHOT'O MeTaboIiTy, ajle He caMOro
neBeTupaneTtamMy. OgHaK KOHIIEHTpAIlil IIboro MeTaboJIiTy 3aIUIIal0ThCSI HU3bKUMH.

Memompekcam.

IToBimomiisAsioCcs, 110 OGJHOYACHE 3aCTOCYBaHHA JIeBeTUpalleTaMy 1 MeTOTpeKcaTy
3HUKYE KIIipeHC METOTPEKCATYy, 1110 IPU3BOOUTH 0 30ibIIIEeHHS/TTONOBXEHHS
KOHIIEHTpallil METOTPEeKCaTy B KPOBi 1O MOTEHILINHO TOKCUYHUX PiBHIB. PiBHI
MeTOTpPeKcaTy 1 JIeBeTupaleTaMy B KPOBi CJIi peTeJIbHO KOHTPOJIIOBATHU Y Malli€HTIB,



sIKi OTPUMYIOTH JIIKyBaHHSA OBOMa IIpelapaTaMu OJHO4YaCHO.

ITepopasavHi KOHMpPauenmusu ma papmMakoKiHemuyHi 83aemodii 3 iHwWuMu
npenapamamu.

JleBeTupaneraM y mo6oBiit 7o3i 1000 Mr He 3MiHIOE (hapMaKOKIiHETUKY IepOpaibHUX
KOHTpPALIEIITUBIB (ETUHIIECTPaOiony i IEeBOHOPTreCcTpeiy); €eHOOKPUHHI IOKa3HUKHU
(piBHI MIOTEIHI3YI0YOT0 TOPMOHY Ta IPOTeCTEPOHY) He 3MiHIOBanucs. JleBeTupaneTaMm
y mo6oBiit mo3i 2000 Mr He 3MiHIOE hapMaKOKiHETUKY OUTOKCUHY ¥ BapdapuHy;
3HAYEeHHS MPOTPOMOIHOBOTO Yacy 3aJIUINaINCS He3MiHEeHUMH. [IUTOKCUH, ITepopalbHi
KOHTpPALIEIITUBY U BapdaprH He BIJINBAIOTh Ha (papMaKOKiHETHUKY JiIeBeTUpPalleTaMy
IIpXU OJHOYAaCHOMY 3aCTOCYBaHHI.

ITpoHocHI 3acobu.

B okpeMux BunagKax MOBiHOMIISIIIA PO 3HUKEHHS e(PEeKTUBHOCTI JIeBeTUpPalleTaMy
ITPY OMHOYACHOMY 3aCTOCYBaHHI OCMOTHYHOT'O IIPOHOCHOTO 3aCO0Y MaKpOToJjy 3
mepopasjibHUM JjieBeTupaleTramMoM. ToMy He CIIif Ipu¥MaTyA MaKpOroJl IepopaibHO
IIPOTSATOM OJHI€EI TOOUHU [0 Ta IPOTATOM O[Hi€l TOOWHU MiC/IsI IIPUNOMY
JieBeTUpaleTaMmy.

foCCI ma d/sK020/1b.

CTyniHb BCMOKTYBaHHS JiIeBeTUpalleTaMy He 3aJIeKUTh BiJl IpuoMy 1Xi, ane
IIBUOKICTh BCMOKTYBaHHS OEI0 3HMXKEHa Yy pasi npuitoMy mifg 9ac igu. Hemae ganux
IIPO B3a€EMOJII0 JIeBeTUpaleTamMmy 3 ajJIKorojIeM.

Oc006/71MBOCTi 11070 3aCTOCYBaHHS

Hupkoea HedocmamHicmb.

[MamieHTH i3 HUPKOBOIO HEJIOCTATHICTIO MOXKYThb ITOTPeOyBaTH KOPEKIIil mo3u
jieBeTupaneramy. [TamieHTaM i3 TAXKKMMHU HOPYIIEHHSAMU II€4YiHKOBOI QYHKITI1
PEKOMEHYETHCS ITPOBECTHU OIiHKY (QYHKIIII HUPOK Ilepeq TUM, IK BU3HA4YaTH OO3Y
npenapaty (guB. po3gin «Crmocib 3acToCyBaHHS Ta HO3U»).

I'ocmpe ypasiceHHs HUPOK.

3acToCcyBaHHS JIeBeTHUpPalleTaMy AyXKe PigKO CyIIPOBOAXKYBaJIOCA TOCTPUM YpaxKeHHAM
HUPOK, YaC 00 BUHUKHEHHS KO0 KOJIMBABCS Bifl MEKIIBKOX OHIB OO0 OEKITbKOX
MIiCSIIIiB.

3azaavHutli aHani3 Kpoei.



Bynu onucaHi pigKi BUNlagKy 3HUKEHHS KiJTbKOCTI KJIITUH KPOBi (HEUTPOIIEHis,
arpaHyJIOLUTO3, JIEUKOIIEeHisI, TPOMOOLIMTOIIEHIs i MaHIIUTOIIEeHisd) V 3B SI3KY i3
3aCTOCYBaHHSM JieBeTUpalleTaMy, K IIPaBUJIO, Ha I0YATKY JIIKyBaHHSI.
PekomeHOy€eThCSA IPOBOAUTH IIOBHUM aHaJli3 KPOBi MallieHTaM, y IKMUX CIIOCTEPIra€ThCs
3Ha4YHa cnabKiCTh, rapsiykKa, peluauBHi iHdeKIlil abo mopyIllieHHs 3ropTaHHS KPOBi
(po3min «IToGiuHi peakirii»).

Cyiuuo.

Y mairieHTiB, SKi OTpUMYyBaJIM JIIKyBaHHS IIPOTHENIIENTUYHUMMU IIpenapatamMu (y T. 4.
JleBeTHUpalleTaMOM), Bif3Ha4yanucs BUNAOKU CYIIUAY, CIpob Ccyiluay, CyluuaaabHUX
OYMOK Ta MOoBeOiHKM. MeTaaHari3 pe3yJibTaTiB paHOOMi30BaHUX I1aiebo-
KOHTPOJIbOBAHUX MOCJIiIKEHb IMIPOTUEITIJIENITUYHUX JTIKaPChKUX 3ac00iB ITOKa3aB OesiKe
30inbIIeHHST PU3UKY BUHUKHEHHS CyilIUOaIbHUX IYMOK Ta IMOBeOiHKU. MexaHi3M
BUHUKHEHHSI TAKOTO PU3UKY HEe BUBUYEHUU. Y 3B’SI3Ky 3 HaAsIBHICTIO TAaKOTO PU3UKY CTaH
MallieHTiB C/Ii KOHTPOJIIOBATH IIOA0 O3HAaK [eIlpecii Ta/abo cyinumanbHUX OIYMOK Ta
MTOBEIiHKY i ITpu HeOoOXimHOCTI KOpUTYyBaTH JIiKyBaHHS. [lallieHTiB (Ta iX OMiKyHIB) ciif
TONepequTHy PO HeOOXigHICTh IMTOBIHOMISATH IIPO OyOb-IKi CUMIITOMH Oemnpecii Ta/abo
cyluumanbHUX OYMOK ab0 MOBEeOiHKM CBOEMY JIiKapio.

HessuuHa abo azpecusHa nosediHKa.

JleBeTupaneTaM MOXKe CIIPUUYUHUTU IICUXOTUYHI CUMIITOMHU Ta MOPYLIEHHS IIOBEOiHKY,
BKJIIOYAIOUHY APaTiBJIUBICTh Ta arPECUBHICTD. 3a NalliEHTaMu, IKi IPUUMarTh
JjleBeTUpaleTaM, CJIil CIIOCTEePiraTy 1040 PO3BUTKY IICUXIYHUX O3HAaK, 110 CBig4YaTh
ITPO BaXKJIUBi 3MiHM HAcTpolo Ta/abo ocobucTocTi. [Ipu mosiBi TaKOl MOBEAIHKHN
PEKOMEHOYETHCS agalTyBaTH JIIKyBaHHS ab0 IMOCTYIIOBO Moro BimMiHuTHu. [1pn
HeoOximHOCTi BimMiHU JTiKyBaHHSA OUB. iHGopMalito y po3mini «Crocibé 3acTocyBaHHS Ta
oO3U».

3azocmpeHHsa Hanaois.

4K i mpu 3acTOCyBaHHi IHIIUX MPOTUEIIIENITUYHUX JTiIKapChKUX 3ac00iB, 3aCTOCyBaHHS
JieBeTHUpaleTaMy MOKe 3pifgKa 30iIbIIUTU 4acTOTy abo TSAXKKICTh Hanany. [1po neu
mapagoKcanbHUU epeKT HaWdacTillle ITOBIHOMIISIN IPOTATOM IIEPIIOrO MiCSIlA MiCIIisd
IMOYaTKY 3aCTOCYBaHHS JieBeTUpalleTaMy abo mpu migBuilieHHi mo3u. Llei edekT OYyB
000pPOTHUM ITiCJIsI MPUNTMHEHHS 3aCTOCYBaHHS JIiKapChKoro 3aco0y abo mpu
3MeHIeHHi go3u. [lamlienTaM Ciig mopaguTyd HerauHO 3BEPHYTHUCS 3a KOHCYJIbTAIII€I0
OO IXHBOTO JTiKaps Y pa3i 3aroCTpeHHs eminencii.

IToooeoceHHsa iHmepsany QT Ha eanekmpokapdioepami (EKI).

[IpoTsATOM MOCTMapPKETUHITOBOT'O CIIOCTEPEKEHHS IMOBIOOMIISAIIN PO PifgKi BUIMIaOKuU
nopgoBxeHHA iHTepBany QT Ha EKI'. JIeBeTHpaneTaM Ciif 3aCTOCOBYBaTH 3



00epexkHICTIO mallieHTaM 3 IMOOOBXKeHHsIM iHTepBany QT, mailieHTaM, siKi 0IHOYaCHO
MIPUNMAalOTh JIiIKapCchKi 3acobu, 110 BOIMBalOTh Ha iHTepBan QT, Ta naiieHTaMm 3
BiANOBIIHUMY HasABHMMMU 3aXBOPIOBAaHHSIMU CepIs a00 eIeKTPOIiTHUM AucOaIaHCOM.

Himu.

[Ipemapat y popmi TabneToOK He IpUAaTHUM OJI 3aCTOCYyBaHHS HEMOBJISATAM i OiTIM
BIKOM [0 6 pOKiB.

HasBHI gaHi CTOCOBHO [OiTel He CBifYaTh IIPO ICHYBAHHS BILJIMBY Ha PO3BUTOK i
cTaTeBe mo3piBaHHs. OgHaAK JOBrOCTPOKOBUH BIIJIMB Ha 30aTHICTh OO HaBYaHHS,
iHTeJIeKT, pO3BUTOK, EHOOKPUHHI (QYHKIIil, cTaTeBe OO3piBaHHS i peIIPOAyKTUBHY
(pyHKLIO v OiTel 3aIUlIa€eTbCsd HEBITOMUM.

3acmocysaHHsA y nepiod eazimHocmi abo 200y8aHHsA 2py0010.

2KiHKM PEenpOayKTUBHOTO BiKY.

CrerliasbHi peKOMeHAallil CiIif HaJgaTy XXKiHKaM PeNpOAYKTUBHOTO BiKy. JIiKkyBaHHS
JleBeTHUpaneTaMoM CJIifl IIePerjIfgsHyTU, AKIO0 XKIiHKa IJIaHy€e BariTHICTh. K 1 1pu
3aCTOCYBaHHIi BCiX IPOTUENiNENTUYHUX 3aC00iB ClIif yHUKATH PalTOBOIl BimMiHU
JleBeTUpalneTaMy, OCKIJIBKY I1e MOXe [IPU3BECTHU [0 Hanagy CynoM, 110 MOXKe MaTHu
CepHo3Hi HACTigKU I XKIHKYW Ta HEeHapOoOXKeHOl IUTHUHU. 3a MOXKJIUBOCTI CIIifg
BijaBaTu IepeBary MOHOTePaIlil, OCKiIbKU JIIKyBaHHS OeKiJIbKOMa
MIPOTUENINIENTUYHUMY 3aco0aMu MOoxkKe OyTH IIOB’sI3aHe 3 BUILUM PU3UKOM BPOAKEHUX
Bafl, HiXK ITPU 3aCTOCYBaHHI MOHOTepAaIlil, 3aJ1eXH0 Big KoMOiHallil ITpemapartis.

BaritHicTb.

Benuka KiJIbKIiCTh TOCTMaApPKETUHIOBUX JaHUX, OOepPzKaHUX Bi[] BariTHUX XKIHOK, SKi
3acTocoByBasu JeBeTupaneraM (6inbine 1800 xkiHok, cepen sskux 1500 xkiHOK
3aCTOCOBYBaJIU IIpernapar IpoTaroM 1-ro TpuMecTpy), He CBiQUUTH PO MiABUIIIEHUN
PU3UK 3HAYHUX BPOOKEHUX Bafd. [CHye TinmbKu oOMexXeHa KiJIbKiCTh MaHUX IIPO
PO3BUTOK HEPBOBOI CUCTEMHU HiTEU, SIKi 3a3HaJIM BIIJINBY MOHOTEpPAIil ImTperapaToM
Kennpa® in utero. OgHaxk icHy04i emmigeMionoriuti mocnimxenHs (6mu3pko 100 miTeir)
He CBiYaTh IPO HiABUIIEHUN PU3UK PO3/1afiB abo 3aTPUMKH PO3BUTKY HEPBOBOIL
cucteMu. JleBeTupalieTaM MOXKHa 3aCTOCOBYBATH IIPOTATOM BariTHOCTI, SKIIIO HiCJIsd
PETEJILHOI OIIIHKY 1€ BBaXKa€ThCA KITIiHIYHO HeoOXimHUM. Y TaKoMy pasi
PEKOMEHOYETHCSA 3aCTOCOBYBATH HaMHUKYY e(PEKTHUBHY O03Y.

®i310/I0TiYHI 3MiHU B II€PIOL BariTHOCTI MOXYTh 3MIHIOBaTU KOHIIEHTPALIil0
jieBeTHpalieTaMy. [1if Yac BariTHOCTIi CIIOCTepiranocs 3HUXKEHHS MJIa3MOBO1
KOHIIeHTpallil IeBeTupaleTaMy. Take 3HUKEHHS HalOinblll BUpaKeHe B TPETbOMY
TpuMecTpi (mo 60 % Bim BuximHOI KOHIIEHTpAIlil Mo BariTHocTi). Cring 3abe3neuuTu



HaJle’XKHUU KIIIHIYHUM Harjs[ 3a BariTHUMHU XKiHKaMU, IKi OTPUMYIOTh JieBeThpaleTaM.

l'ogyBaHHSA I'PYyOOIO.

JleBeTupalneTaM IPOHUKAE Y TPYLHE MOJIOKO XKiHKU. TOMy rogyBaHHS I'PYOOI0 HE
pekoMeHpaoBaHe. OOHaK SKIIIO IeBeTHUpalleTaM HeoOXiTHO 3aCTOCOBYBATHU B Iepiof
TOAYBaHHS I'PYOAI0, CIIi 3Ba’KUTU KOPUCTh Ta PU3UKU JIIKyBaHHS Ta BaXKJIUBICTh
rogyBaHHS I'PYOOIO.

BniuB Ha penponyKTHUBHY QVHKITIO.

He BUsSBIEHO BOIMBY Ha PENPOOYKTUBHY (DYHKIIIIO Y OOCTiAXKEHHSAX Ha TBapHUHAaX.
[ToTeHUiVHUY PU3UK O] JIIOOUHU HEBIIOMUK, TOMY IIIO HEMAa€ OOCTYIHUX KITIHIYHUX
OaHUX.

30amHicmb 8naueamu Ha weudKicmb peakuii npu kepys8aHHi asmompaHcnopmom abo
IHWUMU MexaHiamamu.

JleBeTupalleTaM He3HaYHO ab0 MOMipHO BIIJIUBA€ Ha 30aTHICTh KepyBaTU
aBTOTPAHCIIOPTOM Ta IpalloBaTH 3 IHIIMMU MeXaHi3MaMu. Yepe3 MOXKIIUBY
iHOMBiOyaJIbHY YYTJIUBICTh OesdKi MallieHTH MOXKYTh Bifil3HaYaTH COHIUBICTHL ab0 iHIImi
CUMIITOMM, ITOB’sI3aHi i3 BIJINBOM Ha IIeHTPaJbHy HEPBOBY CUCTEMY, 0COOIMBO Ha
IMOYaTKYy JIiKyBaHHS a00 B mpolieci 30iblIeHHsT Ho3u. ToMy TaKUM MHallieHTaM CJIif
OyTu 06epeXHUMHU, 3aUMal0YMNCh OisIIbHICTIO, 110 MOTPe0ye MiaBUIlleHOI KOHIIeHTpallil
yBaru, HanpukKJag Ipu KepyBaHHI aBTOMO0OiseM abo poOoTi 3 iHIIMMU MexaHi3MaMHu.
[TamieETaM PEKOMEHOYETHCSA YTPUMYBATUCA Bl KEPYBaHHA aBTOTPaHCIOPTHUMU
3acobamu abo poOOTH 3 IHIIUMU MeXaHi3MaMu OOTHU, OKM He Oy[e BCTAaHOBIIEHO, 10
IXHS 3OaTHICTH 3a¥MaTUCS TAKOIO OisIIbHICTIO He ITOpyIIeHa.

Cnoci0 3acTrocyBaHHsS Ta J03H

TabneTku ciifg mpuiMaTU BHYTPIIIHBO, 3allMBal04YM MOCTATHHOIO KiNTbKIiCTIO PiduHY,
pa3oM 3 ixkeio abo 6e3 Hel. [Ipu nepopalbHOMY 3aCTOCYyBaHHi JIeBeTHUpaleTaM MOXKe
MaTH TipKu# nmpucMmak. [JoO0oBy 403y PO3MOAIIUTH Ha 2 OJHAKOBI JO3U.

IlapiianbHi Haoagu

PekomeHnpoBaHa mo3a [Jid MOHOTeparlil (ramieHTyd BikoM Bifg 16 pokiB) Ta 4ogaTKOBO1L
Teparil € OOJHAKOBOIO Ta 3a3HaYeHa HUXKYe.

Yci mokazanusa

HTopocai (= 18 pokiB) ma nioaimku (8ikom 8i0 12 0o 17 pokis) 3 macor miaa 8i0 50
Ke.




[TouaTKoBa TepameBTUYHA mo3a cTaHOBUTH 500 Mr 2 pa3u Ha mo0y. Lle moyaTKoBa
003a, 10 IIPU3HAYaETHCA y MIEePIINU OeHb JIiKyBaHHA. OOHaK HMXK4Ya [Io4YaTKOBa [03a
250 Mr 2 pa3u Ha mo0y Moxke OyTH 3aCTOCOBaHa JIiKkapeM Ha OCHOBI OIliHKHU
3MEHIIIEHHS YaCTOTH CY[IOM MOPiBHSHO 3 MOTEHUIMHUMU ITOOiYHUMU edpeKTamMu. LIsg
mo3a Moxke OyTu 36inmbmieHa mo 500 Mr 2 pa3u Ha o0y yepe3 2 THUXKHI.

3asiekHo Bif KJIiHIYHOI KapTUHY i TepeHOCUMOCTI IIpemnapaTy go00By 403y MOXKHa
30inbmuTH 00 MakcuMasibHol 1500 Mr 2 pa3u Ha mo0Oy. 3miHoBaTHU 103y Ha 250 Mr abo
500 mr 2 pa3u Ha moOy MOXKHa KOXKHi 2—4 TUXKHI.

Himu g8ikom 8i0 6 pokie ma nidaimku (8ikom 8i0 12 do 17 pokis) 3 Macow miaa MmeHwe
50 kKe.

Jlikap MOBMHEH NIpU3HaYaTU HaWOibII BiAMIOBIAHY JTiKapCchKy GopMy, HO3yBaHHS Ta
(dopmMy BUITYCKY 3ajiezKHO Bif MacH Tina, BiKy Ta mo3u. [HpopMallito I10g0 KOpeKilil
OO3yBaHHS 3aJIe’KHO Bif Macu Tijla OUB. y po3aimi «[IiTu».

[TpunuHEeHHS TiKYBaHHS.

Y pa3i HeoOXigHOCTI NPUNIMHEHHS MPUNOMY ITpellapaTy BidMiHY PEKOMEHOYEThCSI
MIPOBOOUTHU MOCTYIOBO (HAaIlpUKJIa, OJI JOPOCIIKX Ta IMiAJIITKIB 3 Macoro Tijta 50 Kr Ta
OinbIrre - 3MeHuryBaTy 7o3y 500 Mr 2 pa3u Ha mo0y KOxKHi 2—4 TUXKHI; O1g OiTel Ta
MimTiTKiB 3 Macoio Tisa MeHiIe 50 KIr -3MeHIIyBaTU Pa30BYy 03y CIIin He GinbIlle Hix
Ha 10 Mr/Kr 2 pa3u Ha o0y KOXKHi 2 THXKHIi).

Oco0/IMBi rpynu ODalli€HTiB.

ITauienmu aimHvo020 BIiKYy (8i0 65 pokia).

Kopek1isi mo3u peKOMeHOYEThCA NalliEHTaM JIITHBOTO BiKy 3 MOPYIIEHOI0 (QYHKIIIEIO
HUPOK (ouB. HUXK4Ye «HUpKOBa HEOOCTAaTHICTH»).

Hupkoea HedocmamHicmeb.

ITo6oBa mo3a MmoBMHHA OYTU iHOWBiOyaJIbHO CKOPUTIOBaHa BiITIOBIAHO A0 CTaHY
(yHKIIIOHYBaHHS HUPOK.

HHH KOPUT'YBaAaHHSA OJO3U OJOPOCIIMM BUKOPUCTOBYBATHU HABEOEHY HUXKYE TaGHI/IHIO.

[l KopuryBaHHS OO3U 3a Tabnulielo HeoOXigHO BU3HAUYUTH PiBEHb KIIipEeHCY
kpeatuHiny (KK) y min/xs.

KK mnst mopocnux Ta ImiamiTKiB 3 Macoro Tina 6inbiie 50 KT MOXKHa po3paxyBaTH 3
OTJISIOY Ha KOHIIEHTPAaIlil0 CHPOBAaTKOBOT0 KpeaTHHIiHY (MT/OJj1) 3a GOpMyII0i0:

[140 — Bik (poku)] X Maca Tina (Kr)



KK (Mmn/xB) = -- - - - - - --X 0,85 (mmsa >KiHOK).
72 X KpeaTHHiH CUPOBATKM KPOBi (Mr/OJ)
[Torim KK KopuryoTh BiimmoBigHO A0 miomii noBepxHi Tina (ITI1T), sk noka3aHOo maiti:

KK (Mm1/xB)

KK (mM7/x8/1,73M2) = . . x 1,73.
ITIIT mamieHTa (M2)
Tabnuisa 1

PexuM mo3yBaHHA 71 OOPOCIIUX Ta IiJIITKIB 3 HUPKOBOIO HEOOCTATHICTIO 3 MacoOl0
Tista Oinbire 50 Kr.

CTyniHb TSKKOCTI HUPKOBOI KripeHCc KpeaTuHiHy
. 9 Pexum mo3yBaHHA
HEeOOCTAaTHOCTI (mn/xB/1,73 M*©)
) Big 500 mo 1500 mMr 2
HopmanbHa QyHKIIiS HUPOK > 80
pa3u Ha moby
. ) Big 500 mo 1000 mMr 2
Jlerkuu CcTymiHb 50-79
pa3u Ha moly
Big 250 go 750 mr 2
CepenHiu CTyHoiHb 30-49 A A
pa3u Ha moby
. . Big 250 go 500 mr 2
TAXKKUU CTYHiHb < 30
pa3u Ha moby
TepMmiHanbHa cTagia (MallieHTH, sIKi Big 500 mo 1000 mr 1
rmepeOyBarTh Ha miamizi(D) pa3 Ha J106y(2)

Dy IepLINM OeHb JIIKyBaHHS JIeBeTUpaleTaMOM PEKOMEHOYETHCSA IIPUNAOM
HaBaHTaXyBaJbHOl mo3u 750 MT.

Micns Oianmidy peKOMEeHOYEThCS MPUKUOM A0oOaTKoBOl go3u 250—500 mr.



It miTed 3 HUPKOBOIO HEIOCTATHICTIO O3y JIeBeTUpalleTaMy HeoOXimHO KOPUTyBaTU
BiATIOBIAHO OO0 HUPKOBO1 (PYHKIIil, OCKiJIbKU KJIiPEHC JiIeBeTUpalleTaMy II0B’I3aHUU 3
HUPKOBOIO QyHKIIi€10. LI peKOMeHOallisi IPYHTYEThCS Ha OOCIiAKEeHHI 3a y4acCTIo
OOPOCIUX TAlli€EHTIiB 3 MOPYIIEHHSIM HUPKOBOI (QYHKIIl.

s nipmmiTkis, giten Ta HeMoBiaAT KK y mii/xs/1,73 M2 MOXKHa po3paxyBaTu 3 Orjiany
Ha KOHIIEHTpallil0 KpeaTHHIiHY y CUPOBATIIi (MI/mOjI), 3aCTOCOBYIOYH TaKy (GOpPMYITy
(bopmyna IBapiia):

3picT (cm) X ks

KK (Mn/xB/1,73 M?2) = - - - -

KpeaTHHIH CUPOBAaTKU KPOBi (Mr/mi)

Y mite#t BikoM o 13 pokiB Ta mimmiTKiB-miBuaToK ks = 0,55; y migmiTkiB-xmomniiB ks =
0,7.

Tabnuisa 2

PekomeHnpgamil oo KOpeKIil 03U A1 OiTel Ta MiIJIiTKIB i3 HOpyImIeHHAM (QyHKIIi1
HUPOK 3 Macoio Tijia meHuIe 50 Kr

. . . ) ) IliTy BIKOM Biff 6 POKiB Ta
CTymiHb TSKKOCTi HUPKOBOI KmnipeHc kpeaTusiny | . . _
. 9 OiJIITKY 3 MacCoo Tijla MeHIIe
HEeJOCTAaTHOCTI (mmn/xB/1,73 M*<) (1)
50 Kr
. 10—-30 mr/xr (0,10-0,30
HopmanbHa QyHKIIiS HUPOK > 80
MJI/KT) 2 pa3u Ha o0y
. . 10—-20 mr/kr (0,10-0,20
Jlerkuu CcTymiHb 50-79
MJI/KT) 2 pa3u Ha goby
- . 5—15 mr/kr (0,05-0,15 mn/Kr)
CepepHiu CTyIIiHB 30—49
2 pa3u Ha [o0y
. ) 5—10 mr/kr (0,05—0,10 ma/Kr)
TAXKKUU CTYIIIHB < 30
2 pa3u Ha mo0y




TepMmiHanbHa cTagis (DallieHTH, 10—-20 mr/kr (0,10-0,20
siKi mepeOyBaloTh Ha Hiasisi) Mi1/KT) 1 pas Ha go6y (2)(3)

(1),]1J'I$I mo3yBaHHA no 250 Mmr, oyig po3, He KpaTHUX 250 MI, KOJIM peKOMeHJ0BaHe
OO3yBaHHS HEMOIKJIMBO OTPUMaTU IPUUOMOM [EKiTbKOX TabJIETOK, a TaKOXK I
TaIli€HTIB, sIKi HE MOXKYTh IPOKOBTHYTU TAaOJIETKH, CIIi 3aCTOCOBYBaTH OpaJIbHUM
pO34YuH Kennpa®.

Qy IIepIIUY [IeHb JIIKYyBaHHS PEKOMEHIYETHCSA 3aCTOCYBaTU HaBaHTaXXyBaJlbHYy 03y
neBetupanetramy 15 mr/kr (0,15 mn/kr).

OMTicns Oiasisy peKOMEeHOYEThCS 3aCTOCYyBaTH OOOATKOBY Ho3y 5—10 Mr/kr
(0,05-0,10 mn/kr).

ITeviHkoB8a HeOocmamHicmew.

I71s1 mauieHTiB 3i c;1abKUM Ta IOMipHUM MOPYHIEHHSAM (QYHKII] Ie4YiHKU KOPEKIlis 03U
He nmoTpiOHa. Y mallieHTiB i3 TAXKKUMU MOPYIIeHHAMU (YHKIII NeYiHKU KIipeHC
KpeaTUHiIHy MOKe He ITOBHOIO Mipoio BimoOpakaTu CTYIliHb HUPKOBOI HEJOCTATHOCTI.
ToMy [ malieHTiB i3 KilipeHcoM KpeaTuHiHy < 60 mi/xB/1,73 M2 mo0OoBy
OigTpUMyBaJIbHY 0O3Y PEKOMEHO0BaHO 3HU3UTH Ha 50 %.

Iimu.

JIikap IOBMHEH NTpU3Ha4YaTHU HaubibIll BiATIOBIAHY JTiKapCchKy (GOpPMYy, HO3YBaHHA i
(opmy BUITYCKY 3ajiezKHO Bif BiKy, MacH Tijia i po3pax0oBaHOl JO3H.

Jlikapcbkui 3acib y ¢popmi TabreToK He peKOMeHOOBaHUM [JI1 3aCTOCYBaHHS OiTAM
BiKOM 10 6 pokiB. Llii1 rpymi nmaiieHTiB 6a2kaHO 3aCTOCOBYBaTH IIpemapaT Kennpa® y
dbopmi opanbHOrO po3uuny. KpiMm Toro, HasiBHi J03yBaHHS TabJIeTOK HE MiAXOOATh OIS
II0YaTKOBOTO JIIKYBaHHS AOiTeU 3 MacCOI0 Tijla HO 25 KI, OJid IIalll€HTIB, sIKi He MOXYTh
ITPOKOBTHYTHU TabJieTKu, abo [jIs1 3aCTOCYBaHHS mo3 Ao 250 Mr. Y Bcix BuUllleHaBeJeHUX
BUNIaAKaX JIIKyBaHHS CJIiJ] pO3IOYUHATHU IperapaToM Kennpa®, OpaJIbHUM PO3YUH.

MoHomepanis

Bbe3neka Ta eeKTHUBHICTh 3aCTOCYBaHHSA MIpeIapaTy Kennpa® sIK MOHOTeparril gitam i
oigmiTkaM g0 16 poKiB He BCTAHOBIIEHI.

IaHi BigCyTHi.

ITioaimku (s8ikom 16-17 pokis) i3 macor miaa 8i0 50 Ke i3 napuiaisbHUMu Hanadamu 3
B8MOPUHHOI0 2eHepasidauiero abo 6e3 makoi, y siKkux anepuie 0iazZHoCmosaHo



enizsenciro

[us. BuIlie po3nin «Jopoci (= 18 pokis) ma nidaimku (12-17 pokig) 3 macorw miaa
8i0 50 Ke».

JIooamkosa mepanisa 045 dimel 8ikoM 8i0 6 pokie ma nidaimkis (8ikom 8i0 12 0o 17
pokie) 3 macoro miaa meHuwe 50 Ke.

HemoBssaTaMm i miTssM BikoM 0 6 poKiB OakaHO 3aCTOCOBYBATH IIpemapar KeHHpa® y
(opmi opanbHOTO PO3YUHY.

HiTsiM BiKOM Bif 6 POKiB OpajibHUU PO3UYKUH Kermpa® CJIi 3aCTOCOBYBATH [JIs
OO3yBaHHA Ipenaparty go 250 mr, anda 0o3, He KpaTHux 250 Mr, KOJIu peKOMeHI0OBaHe
OO3yBaHHS HEMOXK/IMBO OTPUMATH IIPUNOMOM IOEKINbKOX TaOIeTOK, a TaKOXK OJIs
Malli€HTIiB, SIKi HE MOXKYTb IIPOKOBTHYTHU TaOIETKMU.

II71s1 ycix ImoKa3aHb CJIil 3aCTOCOBYBAaTH HaWMeHIITy epeKTUBHY O03y. [loyaTKoBa mo3a
IS DUTUHHK a0o mimTiTKa 3 Macolo Tijla 25 KT MOBMHHA CcTaHOBUTH 250 MTI OBidi Ha
no0y, MakcuMaJsibHa mo3a - 750 Mr mBidi Ha go0y.

IIiTssm 3 Macoto Tina 6inbire 50 Kr mo3yBaHHS OJIS YCiX IMOKa3aHb IPHU3HA4YaloTh 3a
CXeMOI0, HaBeIeHOIO0 IJI HOPOCIIUX.

IuB. Bullle po3main «JJopocai (= 18 pokie) ma nioaimku (12-17 pokie) 3 macotw miaa
8i0 50 Ke» OJisa ycix moKa3aHb.

IlonomioscHa mepanis 0451 Hemoeasam 8ikom 8i0 1 0o 6 micauis.
HemoBnsiTamM 3aCTOCOBYIOTH IpenapaT y ¢opMi OpalbHOTO PO3YUHY.
Himu.

Jlikapcbkui 3acib y ¢popmi TabmeTOK He peKOMeHAOBaHUM [JI 3aCTOCYBaHHS OiTAM

®

BikoM [0 6 pokiB. Kenmpa ™, opanbHUM PO3YUH, CJIifl 3aCTOCOBYBAaTU HEMOBISITAM

BikOM Bif 1 micsud i giTaM BiKOM [0 6 POKiB.
ITlepemo3yBaHHs

Cumnmomu.

ITpu nnepemo3yBaHHI Ipenapary Kermpa® CIIOCTepiraaucs COHJIUBICTh, 30YIXKEHHS,
arpecis, IpUrHidyeHHs OUXaHHS, IPUTHIYeHHs CBIIOMOCTi, KOMa.

JIiKy8aHHA.



Y pasi rocTporo nepeno3yBaHHs HEOOXiTHO MPOMUTH IIITYHOK a00 BUKJIMKATHU
omoBanHsa. CunemnudivyHOTro aHTUOOTA JIeBeTUpalleTaMy HeMa€. [Ipu HeoOXigHOCTI
IPOBOOUTH CUMITOMATHYHE JIIKyBaHHSA, Y T.4. 3 BUKOPHUCTAHHSIM IreMOofiai3y
(BuBomuTHCA MO 60 % nmeBeTupaleramy ta 74 % OCHOBHOTO MeTaboIIiTy).

ITo0iuni edpexTH

Hattyacritie moBimoMiisiziocs PO Taki mo6iuHi peaxiiil, SK Ha30(papuHTIT, COHIUBICTB,
TOJIOBHUM Oinb, IMigBUIlleHa BTOMJIIOBAHICTh i 3amaMopodyeHHs. [Tpodins mobiunux
SIBUII], 1110 HABOOUTHLCS, TPYHTYETHCS Ha y3araJbHEHOMY aHallidi gJaHux mninaiebo-
KOHTPOJIbOBAHMX KJIIHIiYHUX BUIIPOOyBaHb 3a yCiMa MOKa3aHHSAMHU, y IKUX 3arajaoM
B35J10 y4acTh 3416 nalieHTiB, sIKi OTpUMyBaIu JeBeTupaleraM. i naHi
IOIIOBHIOIOTHCS 3aCTOCYBaHHAM JieBeTUpalleTaMy Y BiITIOBITHUX PO3ILIUPEHUX
BIIKPUTUX MOCIIAXKEHHSIX, @ TAKOXK MOCTMAapPKETUHTOBUM Ao0cBimoM. ITpodinb 6e3neku
JieBeTHUpalleTaMy, sIK IIPaBUJIO, CXOKUU Y Pi3HUX BIKOBUX rpynax (HOpPOCHi i giTu) mpu
3aCTOCYBaHHI 3a Pi3HUMU BCTaHOBJIEHMMU ITOKa3aHHIMHU.

[ToGiuHi peakilil, ITPO SKi MOBIiHOMIISIOCS B KITIHIYHUX OOCIHIIXKEHHSIX (CTOCOBHO
OOPOCHUX, MiANITKIB, OiTel i HEMOBIAT BiKOM Bifg 1 MicsIls1) i IpoTATrom
ITOCTMapPKETUHTOBOTO Nepiony, 3a3HadueHi B TabnuIli 3 3a KjlacaMU CUCTEM OpPTaHiB Ta
3a 4aCTOTOIO0 BUHMKHeHHs. [100iuHi peakiiii mpefcTaBieHi y MMOPSAAKY 3MeHIIIeHHS
CEepUMO3HOCTI, a X YacToTa BU3HAYAETHCSI TaKUM YUHOM: OyzKe dacTo (= 1/10); gacto
(= 1/100 mo < 1/10); HeyacTo (= 1/1000 mo < 1/100); pigko (= 1/10000 go < 1/1000) i
oyze pigko (< 1/10000).

Tabmnuisa 3

KJIacH CHCTEM I'pynu 3a 4aCTOTOIO

Opraxis 3a
MedDRA Oyxe gacto (Yacrto HewacTto Pigko
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IIOXOO2KEHH.




Onuc okpemux nobiyHuUXx peakuiu.

Pu3uk aHOpeKCil 3pocTae Mpu 0OJHOYaCHOMY 3aCTOCYBaHHI IeBeTHUpaleTamMy 3
TommipamaToM. [Ipu mposiBax ajoriellil y AesiKuX BUIIafKaX BiA3Ha4yayoCcs BiTHOBIEHHS
BOJIOCSTHOTO TIOKPUBY ITiCJISA IPUNNHEHHS 3aCTOCYBaHHS JiIeBeTUpalleTaMy.

[Tpu nposiBax MaHUUTOIIEHI]l ¥ AesIKUX BUIMIAOKaX CIIOCTePiranocs NpUrHideHHs
KiCTKOBOTO MO3KY.

Bunapku ennedanonarii 3BM4aliHO CIIOCTEPIirajJncs Ha MO4YaTKYy JIiKyBaHHS (Bif
OEeKiJIbKOX MHIiB OO0 KiTbKOX MiCAIiB) i Oy/1 000OPOTHUMU MiCIIsSI IPUITUHEHHS
JIIKyBaHHS.

Himu.

Cepepn nanieHTiB BikoM Bif 1 micsisa mo 4 pokis 3arasioM 190 malieHTiB OTpUMYyBajiun
JIIKyBaHHS JIEBETUPAILleTaMOM Yy XOZAi 11aned0-KOHTPOIbOBAHUX Ta BiOKPUTUX
OOOaTKOBUX OOCHiAXeHb. 60 i3 UX HallieHTiB OTPUMYyBaIu JIiKyBaHHS
JileBeTHUpPAlleTaMOM Y XOMi I1aie00-KOHTPOJIbOBAaHUX AOCiigXKeHb. Cepeq Malli€eHTiB
BikOM 4—16 poKiB 3arajoMm 645 naii€eHTiB OTpUMYyBaJId JIIKyBaHHS JiIeBeTUpalleTaMoM Yy
xo[i 1are60-KOHTPOJIbOBAHUX i BIIKPUTHUX HOOATKOBUX OOCIHIMKeHb. 233 3 11X
MallieHTiB OTPUMYBaIU JIIKYBaHHS JIeBeTUPAIleTaMOM Yy XOi I/1alie60-KOHTPOTbOBAaHUX
mocitimkeHb. B 000X 3a3HaYeHUX BiKOBUX I'pyHax ITi JaHi JOIOBHEHI JaHUMHU MO0
3aCTOCYBaHHS{ JieBeTUpalleTaMy y IIiCIsApeeCTPaliiHUU IIePio.

KpiMm Toro, y xomi micnsipeecTpalliiHOTO OOCigXKeHHsI 0e3MeKHU JIIKyBaHHS
npemnapaTtoM orpumyBano 101 HeMoBns BikoM o 12 micsaiiB. HoBux gaHux 3 0e3neku
3aCTOCyBaHH4 JieBeTUpalleTaMy HEMOBJISATAM 3 eIijIerncieto BikoM go 12 Micsaiiis
OTpUMaHO He OyJIo.

[MTpodins mobiyHKUX peakiliii JeBeTUpPalleTaMy 3arajioM CXO0XHUH y Pi3HUX BiKOBUX
rpynax Ta IPU BCiX 3aTBePXKEHUX MOKa3aHHAX eminencii. Pe3ynbraTu momno 6e3mnekn
3aCTOCYBaHHS IIpernapary OiTsSM, OTpUMaHi y Xofi mi1amneb60-KOHTPOJIbOBAHUX
KJIiHIYHUX JOCiAXKeHb, BignoBifganu mpodinio 6e3mnekn neBeTupalleTamy y OOPOCIIUX,
OKpiM MOoOiYHUX peakiliii 3 00Ky MOBEAiHKM Ta ICUXIKY, Kl y AiTeu Oynu OiIbIi
YaCTHUMHM, HiXK y mopocnaux. Y miTel Ta mimIiTKiB BikoM Bim 4 mo 16 pokiB GIr0BaHHS
(myxe gacTto, 11,2 %), 36ymxeHicTs (9acTto, 3,4 %), 3miHa HacTpoio (4acTo, 2,1 %),
adekTrBHA nabinbHicTh (4acTto, 1,7 %), arpecis (dacro, 8,2 %), aHoMasibHa ITOBeiHKa
(guacTo, 5,6 %) i meTapris (gacto, 3,9 %) croctepiranucs 3 OilIbIIIOI0 YACTOTOIO, HiXK B
iHIIMX BiKOBUX rpymnax abo y 3aranbHOMY ITpodisi 3 6e3neku. Y HEMOBJIAT i giTen
BikoM Bif 1 micsing 7o 4 poKiB OpaTiBAUBICTE (OyxKe 4dacTto, 11,7 %) Ta nmopylueHHs
KooppauHaliii (uacto, 3,3 %) crmocTepiranucs 3 OiIbIIIOI0 YaCTOTOIO, HiXK B iHIITUX
BiKOBUX rpymnax abo y 3arajbHOMy npodisni 3 6e3meKkn.



Y nopBittHOMY citirtoMy mialeb0-KOHTPOJILOBAaHOMY AOCIiIXKeHHi 3 6e3meKu aIs OiTewu,
sIKe IIPOBOJMIIOCS 3 METOI0 JOBECTH He HUKYY e(PEeKTHUBHICTH IIpelaparTy, OLliHIOBaIu
BILJIVB JIeBeTHUpalleTaMy Ha KOTHITUBHI Ta HEUPOIICUXOJIOTIYHI TIOKa3HUKY y OiTen
BikoM Big 4 mo 16 pokiB 3 nmapiialbHUMU HanagaMu. [Ipemapart Kermpa® HE
Bimpi3HsBcs (He OyB MeHI e(peKTUBHUM) Bifl m1ame0o 1040 3MiHU Bifl BUXITHOTO PiBHSA
yBaru i maM’sTi 3a 1mkasnorw Leiter-R, cymapHOro nokasHuka NepeBipKy naM’saTi y
oMy JiALil BiAIOBIAHO MO IPOTOKONY. Pe3ynbTaTy, MOB’sI3aHi 3 MOBEIIHKOBUMHU Ta
€MOLIIMHUMHU (PYHKIIIIMH, BKa3yBajll Ha MOCUJIEHHS y MAlll€HTIB, AKUX JIIKyBaJlu
JieBeTHpaleTaMOM, arpeCUBHOI IOBEIiHKY, 1110 BU3Ha4Yajlach CTAaHAAPTU30BaHO i
CHUCTEMATUYHO, 3 BUKOPHUCTAHHAM Bajimn3oBaHux 3acob6iB (CBCL - Achenbach Child
Behavior Checklist - KoHTponbHMU COUCOK AUTAYO01 MOBeOiHKU AxeHOaxa). OgHaK y
Malli€eHTiB, IKi OTPUMYyBaJIU JIeBeTHpaleTaM y XOOi JOBITOCTPOKOBOT'O BiIKPUTOT O
OOCIIIOXKEeHHs [I0OaJIbIIIOr0 CIIOCTEPEXKEeHHs, Y CepeIHbOMY He CIIOCTepiraaocs
MOTipIIeHHS MOBEOIHKOBUX Ta EMOLIIMHUX (DYHKIIIM, 30KpeMa ITOKa3HUKHU arpeCUuBHOIL
MMOBEOiHKU He OyJiu TipIlMMU 3a BUXiOHUU PiBEeHb.

3BiTHICTH IIOO0 HigO3PIOBAHUX NOOIYHUX PeaKIlii

3BiTHICTB 1100 ITigO3PIOBAHUX MOOIYHUX peaklliii Iicast 3aTBEPAXKEHHS JIIKapChKOTO
3aco0y BaxkiuBa. Lle mae 3MOry IpPOOOBXKUTHA MOHITOPUHT CITiBBiZHOIIIEHHS
KOPUCTBL/PU3UK 3aCTOCYBAHHS JIiIKapChKOIro 3aco0y. MenqnyHUX NpPaliBHUKIB IIPOCSITh
MMOBiIOMJISATHY ITPO Oyab-sSKi Mimo3pioBaHi M00iuHI peakilili yepe3 HalliOHAJIbHY CUCTEMY
3BITHOCTI.

TepMmin npuagaTHOCTI
3 POKH.
VYMmoBHu 30epiranHs

30epiraTty B OpUTiHaAIbHIN YyIAaKOBIIi TpU TeMIiepaTypi He Buile 25 °C. 30epiratu y
HEeOOCTYyIIHOMY IJIsA OiTeu Micji.

VYnakoBka

ITo 10 TabneTok y 61icTepi; mo 3 abo 6 GicTepiB y KApTOHHIN ITaYIli.
Karteropis Bignycky

3a peLenTom.

BupoOHUK



FOCBE ®apwma, bensbris /
UCB Pharma, Belgium.

Miciie3Haxo/aKeHHsI BHPOOHHKA Ta aJpeca MiCIisi IPOBaaXKeHHsI HOT 0
IisIIHLHOCTI.

Yewmin [0 @opiect 1, bpaine-JI'anneyn, 1420, benerisa /

Chemin Du Foriest 1, Braine-L’alleud, 1420, Belgium.



