Ckian

Oitouya peuosuHa: nepetupaiietam (levetiracetam);

1 TabreTka, BKpUTa IJIiBKOBOIO 000JIOHKOIO, MiCTUTh JieBeTupanetramy 250 mr a6o 500
MT;

OONOMIJCHI peuo8uHU: KpoxXMallb KYKypPyO3sdHUM, IIOBiAOH, HATPil0 KPOCKapMeso3a,
KPEeMHiIo JioKCU[ KOJIoimHuM 0e3BOOHUM, MarHilo cTeapar;

n/ieKkose noKpumms:

tabneTku 1mo 250 mr: Opadry (II) 85G68918 6inuii (ciupT NOiBiHIIOBUM, TUTAHY
miokcupn (E 171), Tanbk, NOJieTUIIEHTIIIKOJIb, JICIIUTHUH);

tabneTku mo 500 mr: Opadry (II) 85G52482 xxoBTUM (CIIUPT MOIiBiHiIOBUM, TAbBK,
tuTany miokcurn (E 171), monmieTuneHrmikone, TEUTHH, 3ajliza okcup XKoBtuu (E 172)).

JIikapcbKa ¢dpopMma
TabreTKu, BKPUTI IJIIBKOBOIO 000JIOHKOIO.

OcHOBHI (pi3uKo-xiMiuHI 81aCcMuBoCMmi:

tabmeTku mo 250 Mr: oBabHi TabIeTKH, BKPUTI IIJIIBKOBOIO 000JIOHKOIO Bif 6istoro 1o
Malike 0iJIoro KOIbopy, 3 PO3IOMiIbY0I0 PUCKOI0 3 OOHOTO OOKY;

tabsmeTku 1mo 500 Mr: oBasbHi TabGIeTKH, BKPUTI MITiIBKOBOIO 000JIOHKOIO XKOBTOT'O
KOJIbOPY, 3 PO3MOiThY0I0 PUCKOI0 3 OJHOTO OOKY.

®apMakKoTepalneBTHYHA Irpyna

[MpoTueninenTu4Hi 3acobu. JIeBeTupaleTam.

Koo ATX NO3A X14.
®apMaKoOJIOridyHi BJIaCTHBOCTI

dapmaKkoduHamika.

JleBeTupaneTaM € NOXiDHUM MipOJTiAOHY (S-eHaHTioMep anbda-eTumn-2-0kKco-1-
niponiguH-alieTaMify), 3a XiMi9HOIO CTPYKTYPOIO BiIPi3HAETHCS Bifl BimoMUx
MPOTHUENIIENITUYHUX JTiIKapChKUX 3aC00iB.

MexaHi3M [Iil




MexaHi3M [il 1eBeTHUpaleTaMy HeOCTaTHRO BUBYEeHHNM. Ha migcTaBi mpoBegeHuX
OOCJIAXKeHb in vitro Ta in vivo IPUIIyCKalOTh, 110 JieBeTUpalieTaM He 3MiHIOE OCHOBHI
XapaKTEePUCTUKU HEPBOBOI KIIiITUHY 1 HOpMaJIbHY HEMPOTPaAHCMIiciio. [loCHigKeHHs in
Vilro moka3sasy, 10 JieBeTUpalleTaM BIIJIMBAa€E Ha BHYTPIIIHbOHENPOHAJIbHI PiBHI Ca2*t
IIJITXOM YaCTKOBOT'O IIPUTHIUYEHHS TOKY 4Yepe3 Ca2*-kanamu N-Ttuny Ta 3HUXKEHHA
BuBinbHeHHs CaZ™t 3 IHTpaHelpoOHaJIbHUX Oeno. BiH TaKOXK 4aCTKOBO HiBeJIO€
npurHideHHss [ AMK- Ta rmilnH-peryaib0BaHOro CTPyMy, 3yMOBJI€HE Ai€l0 IIUHKY Ta -
KapOominamu. Kpim Toro, y mmpoiieci mocmiaKeHsb in vitro jeBeTupalieTaM 3B’ si3yBaBCs
3i cnenupivyHUMM OiISHKAMU Y TKAHWHAX MO3KY I'pU3yHiB. MiciieM 3B’I3yBaHHS €
0iNTOK CHMHAINITUYHUX BE3UKYJI 2A, 1110 6epe y4acThb y 37IMTTi BE3UKYJI Ta BUBITbHEHHI
HeupoTpaHcMiTepiB. CIIOpigHEHICTh (y paHrOBOMY IIOPSAOKY) JieBeTHpalieTaMy Ta
BiATIOBigHMX aHAJIOTiB 3 OiJTKOM CHHAIITUYHUX BE3UKYJI 2A KOpeJroBasa i3 IOTyXKHiCTIO
IX IPOTUCYAOMHOI] il Y MOZeNsaX ayaioreHHol eninencil y mumeu. 1i pe3ynbrat
Oa0Th 3MOT'Y IIPUIYCTUTH, 1110 B3AEMOisI MiXK JIeBeTHUpaleTaMoM Ta OilTkoM
CUHAIITUYHUX BE3UKYJT 2A MOXKe YaCTKOBO MOSICHIOBATH MeXaHi3M ITPOTUENINIeNTUYHO1
mil mperapary.

dapMakKoguHaMiuHi edeKTHu

JleBeTupaleTaM 3abe3redye 3aXUCT Bifl CyIOM y IIMPOKOMY CIIEKTPi Momesnen
napljiaJbHUX Ta IIepBUHHOr'eHepasli30BaHUX Halla[iB Y TBAPUH, He CIIPUYUHSAIOYU
nmpocynomMHoro epekty. OCHOBHUYM MeTaboJIiT HeaKTUBHUM.

Y nroguHM aKTUBHICTH IIpelapaTty OiATBepAKeHa sK 040 (poKanbHUX, TakK i II0J0
reHepasli3oBaHUX eIliIeNTUYHUX HallamiB (eminenTtudopMHi
IposiB1/pOoTONapoKCH3MalibHA pPeakllisi), 10 CBIIYUTh PO IMUPOKUM CIIEKTP
(apmakonorigHoro mpo@inaio jreBeTupaleTaMy.

dapmakoKiHemuKa.

JleBeTupaneTaM XapaKTepPU3yETHCA BUCOKOIO PO3YUHHICTIO Ta IPOHUKHICTIO.
dapMakKOKiHETHKa HOCUTH JIIHIMHUYM XapaKTep, He 3aJIeKUTh Bif 4acy Ta
XapaKTepU3YETHCSA HU3bKOIO MiXK- Ta iHTpacyd’€eKTHOIO MiHJIMBICTIO. [Ticisi MOBTOPHOTO
3aCTOCYBaHHS{ IIpenapary KJlipeHC He 3MiHI0eThCsa. O3HaK BIIJIMBY CTaTi, pacu 4u
IMPKAJHOTO PUTMY Ha (papMaKOKiHETHKY He Bim3Hadanocs. [Ipodinb
dbapmakokiHeTuKu OyB MOAIOHUM Yy 3TOPOBUX AOOPOBOJIBIIIB Ta XBOPUX Ha eIliJierciio.

3aBOsKU ITOBHOMY Ta JIIHIMHOMY BCMOKTYBaHHIO PiBeHb IIpenapary y mjia3Mi KpoBi
MOKHa Iepeg0aYynTH, BUXOOSAYHU 3 TepopabHOl J03HU JiIeBeTHupalleTaMy, BUPaXKeHOol1 y
Minirpamax (Mr) Ha Kitorpam (Kr) Macu Tina. ToMy BifCTeXKyBaTH I1J1a3MOBUU PiBEHb
jieBeTHUpPAalleTaMy HeMa€e ImoTpeou.



Y popocnux Ta OiTeu Big3Haydaslacs 3Ha4YHa KOPeJdllisa MiK KOHIIEHTPAalli€r
npenapaTy y CJIHHI Ta IIJla3Mi KPOBi (CIIiBBIJHOIIIEHHS KOHIIEHTPAIlill y CIIUHI/IIIa3Mi
KpOBi KonuBasocs Bim 1 mo 1,7 micns npuiioMmy TabJIeTOK [ IepopaaibHOTO
3aCTOCyBaHHA Ta 4yepe3 4 TOOUHMU IIiCJId IPUNOMY OPajlbHOTO PO3YHUHY).

ITopocai ma nioaimku

BcMOKTYyBaHHS

JleBeTupalneTaM MIBUOKO BCMOKTYETHCS ITiC/IS IEPOPAJIbHOTO 3aCTOCYBaHHS.
AGcomroTHa nepopanbHa 6iogmocTynHicTh 611u3bKa g0 100 %. MakcuMasbHa
KOHIIeHTpalida y mjga3Mi KpoBi (Cmax) mocsAraeTbCcsa yepe3 1,3 roOOuHU OiCcasa IPUUOMY
npenapaty. PiBHOBaXKHUY CTaH O0CATAaEThHCS yepe3 2 OHiI 3aCTOCYBaHHSA IIpelapary 2
pa3u Ha mooy. Cmax 3a3BU4Yau CTaHOBUTH 31 MKr/mi Ta 43 MKI/MII Tic/isg pa30Bol 0O3U
1000 mr Ta moBTOpHOI 03U 1000 Mr 2 pa3u Ha moOy BignmoBimHO. CTyIIiHb
BCMOKTYBaHHS He 3aJIe’KUTh Bif JO3U Ta He 3MIiHIOETHCS Mif Oi€I0 1XKi.

Pos3nonin

IHaHUX II0O0 PO3IIOAiNY IIpenapaTty y TKaHMHaX JTI0AUHY HeMae. Hi neBeTtupaneramM, Hi
OTr0 OCHOBHUM MeTaloIiT 3HaYHUM YMHOM He 3B’S3YI0ThCS 3 OiJIKkaMu IJ1a3MU KPOBIi
(< 10 %). O6’eMm po3mnominy neBeTupaleraMy cTaHoBuTh Big 0,5 go 0,7 m/Kr, 1110
mpubOIN3HO JOPiBHIOE 3arajJbHOMY 00’€MY BOOU B OpraHisMi.

MeTabomi3m

MeTaboi3M meBeTUpalleTaMy y JTIOOUHU He3HauHul. OCHOBHUM HIJIIXOM MeTabo1iaMy
(24 % mo3u) € hepMeHTHUM TigpoJii3 aeTaMigHol rpynu. [I3opopMu Ied4iHKOBOT O
nuToxpoMmy P450 He OepyTh y4acTi B yTBOPEHHI OCHOBHOTO MeTabonity - ucb L057.
ligporni3 aleTaMigHOl TPYIIM CIIOCTEPIraBCs y BEIUKiM KiTbKOCTiI TKAHWH, BKIIOYAI04U
KJIiTUHYU KpoBi. MeTtabosit ucb L057 ¢dapmMakosoriyuHo HeaKTUBHUMH.

Takozxk Oy BU3HAY€eHi ABa APyropsagHux MeTabositTu. OguH yTBOPIOBABCS BHACIIAOK
TiAPOKCUJITIOBaHHS MipONigOHOBOrO Kinbild (1,6 % Big mo3um), APYTUM - BHACIIIOK
PO3iMKHeHHS IiponigoHoBoro Kinbeilsg (0,9 % Big mo3n).

Iumri HeBU3HAYEHI KOMIIOHEeHTU cTaHoBuiu nuile 0,6 % Bio mJo3u.

B3aeMHOro nepeTBOpeHHS eHaHTIOMEPIB JIeBeTUpaleTaMy 4Yd 100 OCHOBHOI'O
MeTaboJIiTy B YMOBAaX in vivo He CIIOCTepiranocs.

Y npormeci mocaigXKeHsb in vitro jjeBeTupalieTaM Ta MOro OCHOBHUM MeTaboJIiT He
MIPUTHIYyBajii aKTUBHICTh OCHOBHUX i30pOPM MMEYiHKOBOTO HUTOXpoMy P450 mrogmuuu
(CYP3A4, 2A6, 2C9, 2C19, 2D6, 2E1, 1A2), rmokypoHinTpascdepas3u (UGT1A1,
UGT1A6) Ta enokcuarigpokcuia3u. Takoxk jieBeTUpaleTaM He IIPUrHiyye



TJIIOKYPOHIAallilo BaJIbIIPOEBOL KUCJIOTH In Vitro.

Y KynbTypi renaToluTiB JTIOOUHU JIeBeTUPalleTaM MaB cjiaOKui BIIJIUB ab0 XK 30BCiM He
BITBaB Ha KoH'torarito CYP1A1/2, SULT1E1 a6o UGT1A1l. Y BuUCOKHX KOHIIEHTPAITisIX
(680 MKr/MIT) MeBeTUpalleTaM CIIpUYUHAB cabKy iHaykiito CYP2B6 ta CYP3A4,

OfHaK y KOHIIEHTPALisAX, MOAi6HuX fo C  TiCJIst HOBTOPHOrO 3acToCyBaHHs 1500 mr

a
2 pa3u Ha moOy, el BIIuB He OyB OionoriyHo 3HauwymuM. [aHi in vitro Ta maHi in vivo
IIIOA0 B3a€EMOil 3 IepopaJIbHUMU KOHTPAIleNITUBaMU, JUTOKCUHOM i BappapruHOM
BKa3yHTh Ha Te, III0 B yMOBAaX in Vivo 3HA4yIOl iHOAYKIil ()epMEeHTIiB HEe O4YiKy€EThHCH.

ToMy B3aemopfisa neBeTupaleTaMy 3 iHIIMMU Pe4YOBUHAMHU MaJIOMMOBIipHa.
BuBepmeHHs

Ilepion HamiBBUBEOEHHS IIpenapaTy 3 IJIa3MU KPOBi Y JOPOCINX CTaHOBUB 7 * 1
TOOUHY i1 He 3ajiexkaB Bif 03U, IJISIXY BBeOEeHHsI a00 ITOBTOPHOT'0O 3aCTOCYBaHHS.
CepepHin 3araabHUM KilipeHC cTaHOBUB 0,96 MII/XB/KT.

OcHOBHa KiJIBKIiCTh IIpenapary, B cepegHbomMy 95 % mo3u, BUBOOUsiacsa HUPKaMU
(mpubmu3HOo 93 % mo3u BUBOOUIIOCS HNPOTATroM 48 roguH). 3 KaJIoM BUBOOUIIOCS JIHIIIE
0,3 % mo3u.

KyMmynsiTuBHe BUBEeOEeHHS 3i ceuelo JieBeTHUpalieTaMy Ta Moro OCHOBHOTO MeTaboIIiTy
CTaHOBUJIO 66 % Ta 24 % Big mo3u BiAMOBIOHO B mepiii 48 roguH. HUPKOBUM KITipeHC
neBeTupaneraMy Ta ucb LO57 ctaroButs 0,6 MJ1/XB/KT Ta 4,2 MJI/XB/KT BiIIIOBIAHO, II0
CBigUYUTH PO BUBEMEHHS JIeBeTHUpPalleTaMy IIJIIXOM TJIOMepyIsipHol ¢inbTpatiil 3
MMOJaIbIlIo0 peabcopOIlielo y KaHaJbISIX i 110 OCHOBHUYM MeTabOoJIiT TaKOXK BUBOOUTHCS
IIJITXOM aKTHUBHOI KaHa/IbIleBOl CEKpeIlil JOJIaTKOBO A0 TJIOMePYISApPHOl ¢dinbTpatiil.
BuBeneHHs neBeTUpalieTaMy KOPeJIoe i3 KJIipeHCOM KpeaTuHiHY.

ITauieHmu AiMHBLO20 BIKY

Y nanieHTiB MiTHROTO BiKYy Iepion HalliBBUBeOeHHs 3pocTae mpubnausxHo Ha 40 % (10-
11 rogus). Lle moB’s13aHO0 3 NOPYyIIEHHAMU (YHKII1 HUPOK y JaHOl MOMYISaIlil (IUB.
po3min «Cnocib 3acTOCyBaHHS Ta JO3U»).

IMopyweHHsA ¢pyHKUITI HUPDOK

Bunumuit 3aranbHUM KIIipeHC JeBeTUpalleTaMy Ta HOoro OCHOBHOTO MeTaboIiTy
KOpeJIIoE i3 KIipeHCOM KpeaTuHiHy. ToMy IanieHTaM i3 TOMIpHUMU Ta TAXKKUMU
MOPYUIEeHHSAMHU QYHKIII HUPOK PEKOMEHAYEThCSA KOPUT'YBaTH MiATPUMYI04Yy T0OOBY
oo3y JIeBeTupalleTaMy BiAMIOBIMHO OO0 KiIipeHCy KpeaTuHiHY (OuB. po3min «Crocid
3aCTOCyBaHHS Ta OJO3U»).



Y nanieHTiB 3 aHypi€lo y TepMiHaNbHIN cTafil XBopoOu HUPOK mepion HaniBBUBEOEHHS
CTaHOBUB npubM3HO 25 Ta 3,1 roguHU BiOmOBigHO Y IIepiom MixK ceaHcaMu Hiasi3y Ta
[Iif 4ac Moro nposeneHHsd. [IpoTaroM TUnoBoro 4-roqguHHOIO CeaHCy Oiai3y
BuBoguiocsa 51 % meBeTupaleTamy.

ITopyweHHs ¢pyHKUil neviHKu

KrnipeHc neBeTupalieTaMy He 3MiHIOBaBCs V MALIEHTIB 3 JIETKUMHU Ta IIOMIPHUMU
MopyIlieHHAMU GYHKIII mediHKu. Y GilbIIOCTI MAIi€HTIB i3 TAXKKUMU NOPYIIEHHIMU
dyHKIIil TediHKu KilipeHc eBeTupalieTaMy OyB 3HUKeHUM Oinbi HixXK Ha 50 %
BHACJIIJOK CYIIyTHBOTO MOPYyILIeHH QYHKIII HUPOK (OuB. po3main «Crocid 3acTocyBaHHS
Ta JO3U»).

ITediampuyHa nonyasuis

Iimu eikom 4-12 pokis

[Ticnst 3acTocyBaHHSA pa30Bol 403U (20 MI/KT) OiTAM, XBOPUM Ha eIlijierciio (BiKoM Bifg
6 mo 12 pokiB), mepion HamiBBUBEOEHHS JIeBeTUpPalleTaMy CTAHOBUB 6 TOOuH. Bugumuii
KJIipeHC, BiDIKOPUTOBaHUM 3 ypaxXyBaHHSIM MacHu Tina, 6yB nmpubmausHo Ha 30 % BUILIUM,
HIX y OOPOCJIUX MAli€HTIB 3 eriernciero. [1iciig moBTOPHOr 0O IIepopaaibHOro
3actocyBaHHs (20-60 Mr/kr/mo0y) y XBOopuX Ha eminerncito gitei (Bikom 4-12 pokiB)
jleBeTUpalieTaM BCMOKTYBaBCS IIIBUAKO. Cmax y I1a3Mmi KpoBi gmocsaranacsa yepes 0,5-1

TOOWHY IIiCJIsI IPUUOMY OO3H. Cm . Ta mmoa nig GapMaKOKiHETUYHOIO KPHUBOIO

a
«KOHIIeHTpallisg-4yac» (AUC) 3pocTanm JiHiNHO i 3anexanu Big go3u. [lepiox
HalliBBUBEOEHHSI CTAHOBUB MPUOJIM3HO 5 TOOWH, BUOUMUN 3arajbHUM KITipEeHC -

1,1 mn/xB/KT.
IToxka3aHHSA

MonoTepamnisa (mpenapar IIepiroro BUOOPy) IpHU JIiKyBaHHi:

e MapliiaJIbHUX HaMafiB i3 BTOPUHHOIO reHeparisaliiero abo 6e3 Takol y JOPOCIIuX i
OifJTiTKiB BiKOM Bif 16 pPOKiB, y SKUX BIEPIIe OiarHOCTOBAHO EIIiJIeICito.

fK mopmaTkKoBa Tepallis P JIiKyBaHHI:

e MapliiaJTbHUX HaMa[iB i3 BTOPUHHOIO reHeparrisaliiero abo 6e3 Takol y JOPOCIIHUX i
oiTen BIKOM Bif 6 POKiB, XBOPUX Ha EIiJIENCilo;

e MIOKJIOHIYHUX CYLOM Y OOPOCIIUX 1 HiAJIITKIB BiKOM Bifi 12 pOKiB, XBOPUX Ha
IOBEHIIBHY MIOKJIOHIYHY eIIiJIEeIICito;

e IIEPBUHHUX I'eHepaslii30BaHUX TOHIKO-KJIOHIYHUX HaNafAiB Y HJOPOCIIUX 1 MITITKIB
BikKOM Bif 12 poKiB, XBOPHUX Ha ifionaTU4YHy reHepasizoBaHy emijienciio.



IIporunnoka3aHHs

[TigBuIlleHa YyTIUBICTH OO NeBeTHpalleTaMy abo0 [0 iHIIUX MOXiTHUX MipoJifgoHYy, a
TaKOXK [0 OyOb-KOI 3 JOMOMIKHUX PEYOBUH IIpelapary.

B3aemonisi 3 iHONIHMH JTiKapChbKHMH 3aCo00aMHu

IIpomueninenmuyuHi npenapamu

KriniuHi maHi, oTprMaHi 3a y4acCTiO JOPOCJIUX MAalll€HTiB, BKa3ylTh Ha Te, 110
JleBeTHUpaleTaM He BIIJIMBA€ Ha CUPOBATKOBY KOHIIEHTpPALiI0 iICHYIOYUX
MTPOTUETIIeNTUYHUX ITpenapartiB (bheHiToiH, Kapbama3eliH, BaJlbIIPOEBA KUCJIOTA,
benobapbiTan, mTaMOTPUIOKUH, TabaeHTHUH i IPUMIIOH), @ BOHH, 3i CBOTr0 OOKY, He
BIUIMBAIOTh Ha (papMaKOKiHETUKY JieBeTupaleTaMy.

BigcyTHi maHi mjomo KiIiHIYHO 3HAYyHII0l B3aEMOil TiKapChKOro 3aco0y y IallieHTiB
OUTSYOTO BiKY, SIK 1 y OPOCHHUX, SIKi oTpuMyBasnu A0 60 Mr/kr/moby jmeBeTupaleTamy.

PetpocnekTuBHa OIliHKa (papMaKOKiHETUYHOI B3aEMOZIl y OiTe i mifJIiTKiB 3
emninemncieto (BikoMm Big 4 mo 17 pokKiB) migTBepauiIa, M0 AOJaTKOBa Teparlis 3
mepopajgbHUM 3aCTOCYBAaHHSM JIeBeTHUPalleTaMy He BIIJIMBaJjia Ha PiBHOBAXKHY
CUPOBaATKOBY KOHIIEHTpaIlil0 KapOaMa3eIliHy Ta BaJlbIpoaTy, IKi 3aCTOCOBYBaIl
opmHoudacHo. OgHakK OaHi CcBig4YaTh IIPO Te, 110 KJlipeHC neBeTupanetamy Ha 20 %
BUIIIUMY Yy OiTeM, Ki IpuiiMaioTh GepMeHTOBMICHI IpoTHUCynoMHi 3acobu. Kopekiiis
oo3u He MoTpibHa.

ITpobeHeuud

[Tpob6enenupn (500 mMr 4 pa3u Ha go0Oy) - Ipenapar, 10 6JI0Ky€e CEeKpellilo HUPKOBUX
KaHaJIbIiB, MPUTHIYYE HUPKOBUM KIIipEHC OCHOBHOTrO MeTaboIIiTy, ajie He caMOro
neBeTupanetraMy. OmHaK KOHIIEHTpPAIlil ITboro MeTaboJIiTy 3a/THUINTal0ThCSI HU3bKUMHU.

Memompekxkcam

[ToBimomiisiziocs, 110 OOJHOYACHE 3aCTOCYBaHHS JIeBeTUpalleTaMy 1 MeTOTpeKcaTy
3HUXKYE KIJIipEeHC MeTOTpPeKCaTy, 10 IPU3BOAUTH [0 30iIbIIEeHHS/TIONOBXKEHHS
KOHIIEHTpallil METOTPEeKCcaTy B KPOBi 10 MOTEHIINHO TOKCUYHOTO PiBHs. PiBeHb
MeTOTpeKcarTy 1 JieBeTupalleTaMy B KPOBi CJIi peTeJIbHO KOHTPOJIIOBATH! Y IIAlll€EHTIB,
sIK1 OTPUMYIOTH JIIKyBaHHS OBOMa IpelapaTaMyd OOHOYacCHO.

IlepopasavHi KOHMpauenmueu ma (papMaKOKIHeMuU4YHad 83aemMO0iA 3 IHWUMU
npenapamamu



JleBeTupaneTram y go6osiit mo3i 1000 Mr He 3MiHIOE PapMaKOKiHETUKY ITepopaibHUX
MMPOTU3AIITITHUX 3aCc00iB (eTUHIIECTPaAiony i IeBOHOPTECTPENY); eHOOKPUHHI
IMOKa3HUKM (PiBEHB IIOTEIHI3yI04YOr0 TOPMOHY Ta IIPOTeCTEPOHY) He 3MiHIOBAIHUCH.
JleBeTupaneTraM y mo0oBii 7o3i 2000 Mr He 3MiHIOE (hapMaKOKIiHETUKY OUTOKCUHY i
BapdapuHy; 3HaUEHHS IIPOTPOMOIHOBOTO Yacy 3aJulllanocs He3MiHeHUM. [IUTOKCHUH,
ImepopajbHi IPOTHU3AIIimHi 3acobu ¥ BapdapuH He BOIMBAIOTh Ha (PapMaKOKiHETUKY
JieBeTHUpalleTaMy IIPYU OJHOYaCHOMY 3aCTOCYBAHHI.

ITpoHocHI 3acobu

B okpemux BUlafiKax NOBIIOMJIANIY IIPO 3HUKEHHS e(PEeKTUBHOCTI JiIeBeTUpaleTaMy
[IPU OOHOYAaCHOMY 3aCTOCYyBaHHI OCMOTUYHOTO IIPOHOCHOT'O 3aCO00y MakpoOroiy 3
IIepopajbHUM JieBeTUupaneTtaMoM. TOMy He CIIif npuiMaTy MaKpOoToJl IIepopajibHO
IPOTSATOM OfHi€l TOOUHU OO0 Ta IPOTATOM OOHi€l TOOWHU MiC/Is IPUUOMY
JleBeTUpaleTamy.

Irca ma anxkozonw

CTyniHb BCMOKTYBaHHS JiIeBeTHUpalleTaMy He 3a/IeXUTh Bifl BXKMBaHHS 1Xi, ane
IIBUOKICTH BCMOKTYBaHHS [€lll0 3HM KEeHa y pa3di nmpuiiomMy Iig dac igu. Hemae maHux
IIpO B3a€EMOJII0 JieBeTUpaleTamMy 3 aJIKOr0JIeM.

Oco6/IMBOCTi 1010 3aCTOCYBaHHS

Hupxosa HeOocmamHicmb

[MamieHTH i3 HUPKOBOIO HEIOCTATHICTIO MOXKYTh ITOTPeOyBaTU KOPEKIIil H03u
jieBeTHpalieTaMy. [lallieHTaM i3 TAXKKUMU NOPYLIEHHAMU (QYHKIII] IeYiHKU
PEKOMEHOYETHCS IPOBECTHU OILIHKY (PYHKII1 HUPOK Ilepeq TUM, IK BU3Ha4YaTH OO3Y
npenapaty (ouB. po3gin «Crnocib 3acToCyBaHHS Ta HO3U»).

I'ocmpe ypasiceHHA HUPOK

3acTocyBaHHs JIeBeTHUpaleTaMy AyzKe PigKo CYyIIPOBOAXKYBAJIOCA T'OCTPUM ypaxKeHHAM
HUPOK, 4aC 40 BUHUKHEHHS SKOT0 KOJIMBaBCS Bifl HEKIJIBKOX OHIB OO0 OEKIJIBKOX
MIiCSIIIiB.

3azanvHuu aHani3 Kposi

Bynu onucaHi pigKi BUNIagKW 3HUKEHHS KiIbKOCTI KJIiTUH KPOBi (HEUTPOIIEHis,
arpaHyJIoLMTO3, JIEUKOIIEeHisA, TPOMOOLMTOIIEHIs i MaHIIUTOIIEeHis) V 3B I3KY 3i
3aCTOCyBaHHSM JieBeTHpalleTaMy, 3a3BU4al Ha IOYaTKY JIIKyBaHHS. PEKOMEHOyeThCS
IIPOBOOWTY IIOBHUM aHalIi3 KPOBI IallieHTaM, y SKHUX CIIOCTEpPIiraeThbCs 3Ha4YHa
cnalbKicTh, rapsiyka, peruauBHi iHdekIlii abo mopyiieHHs 3roOpTaHHS KPOBi (OUB.



po3min «ITobiuHi peakiii»).
Cyiuud

Y nailieHTiB, SKi OTpUMYyBaJIM JIIKyBaHHS IIPOTHENIIENTUYHUMMU IIpenapaTtamMu (y T. 4.
JieBeTHpalleTaMOM), Bif3Havanucs BUIIaAKU CyilIuay, cIpo0 cyiluay, CyilumaabHUX
OYMOK Ta MOBeOiHKM. MeTaaHasi3 pe3yJibTaTiB paHOOMi30BaHUX I1alebo-
KOHTPOJILOBAHUX BUNPOOYBaHb MPOTHEIIIIEITUYHUX JIIKapChbKHUX 3aCc00iB ITOKa3aB
nesike 30iNbIIeHHsT PU3UKY BUHUKHEHHS CyIlIUOaIbHUX TYMOK Ta ITOBEIiHKH.
MexaHi3M BUHUKHEHHS TAaKOIr0 PU3UKY HE BUBYEHHUU. Y 3B’SA3KYy 3 HASIBHICTIO TaKOTO
PU3UKY CTaH IAlli€EHTiB CIIiJi KOHTPOJIIOBATH III0[I0 O3HAK AOempecii, cyiiuaanbHuX
OYMOK Ta IOBEMiHKY i mpu HeoOXigHOCTI KOPUTYBaTH JIiKyBaHHS. [TallieHTiB (abo ix
OITiKYyHiB) CJIif TIOTIEPEOUTH IIPO HEOOXiAHICTh MOBIAOMIIATHA PO OyOb-sIKi CUMIITOMU
oermpecil, cyliiugaabHUX OYMOK Ta IMOBEHOIHKHN CBOEMY JIiKapio.

HesguuHa abo azpecusHa nosediHka

JleBeTupaneTaM MOXKe CIIPUYMHUTU IICUXOTUYHI CUMIITOMHU Ta MOPYILIEHHS IIOBEOIHKHY,
BKJIIOYAIOYHX OPaTIiBIMBICTh Ta arPECUBHICTD. 3a MalliEHTaMH, SIKi IPUUMalOTh
JleBeTUpaneTaM, CJIif CIIOCTEePIraTy 1040 PO3BUTKY IICUXIYHUX O3HAaK, 110 CBig4YaTh
ITPO BaXKJIMBi 3MiHM HACTPOIO Ta/abo ocobucTocTi. [Ipu mosiBi TaKoOl MOBEIiHKHN
PEKOMEHAYEThCS afalTyBaTH JIiKyBaHHS ab0 ITOCTYIIOBO #oro BigMiHuTH. I1pu
HeoOXigHOCTi BimMiHU NTiKyBaHHS OuB. iHpopMaliito y po3mini «Crmocib 3acTocyBaHHS Ta
DO3U».

3azocmpeHHsa Hanaois

4K i Ipu 3acTOCyBaHHi IHIIUX MPOTUEIIIENITUYHUX JTiIKapChKUX 3ac00iB, 3aCTOCyBaHHS
JieBeTHUpalleTaMy MoOKe 3pifKa 30inbIIuTH 4acToTy abo TSAXKKicTh Hamafy. I1po ek
nmapagoKcaabHUU epeKT HaWdacCTillle ITOBIHOMIISIIN IPOTATOM IEPIIOrO MiCSIlA MiCIis
IMOYaTKYy 3aCTOCYBaHHS JieBeTUpalleTaMy abo IIpu migBuilieHHi mo3u. Llei edekT OYyB
000OpPOTHUM ITiCJIsI MPUNIMHEHHS 3aCTOCYBaHHS JIiKapChKOro 3aco0y abo mpu
3MeHIIeHHi go3u. [lamieHTaM Ciig nopaguTy HerauHO 3BEPHYTHUCS 3a KOHCYJIbTAlIli€l0
[0 IXHBOTO JTiKaps y pa3i 3arocTpeHHs eninencii. Hanpuknam, MoBigoMIsiiocs Ipo
BimCyTHICTb e()eKTUBHOCTI ab0 MOTipIIeHHs CyJOM V Ialli€HTiB 3 eIlieInciero,
IOB’sI3aHOI0 3 MyTallisiMu anbda-cCyooquHMIli 8 HaTPiEBOT0 ITOTEHIian3arekHOoT0
KaHany (SCN8A).

ITodoeoceHHa iHmepsaay QT Ha eaekmporkapldioepami (EKT)

[TpoTsiroM mMOCTMapPKETUHTOBOT'0O CIIOCTEPEXKEHHS MOBIOOMIISAIN PO PiAKiI BUIIAaOgKU
nomoBxkeHHs iHTepBany QT Ha EKI'. JleBeTtupaiietam ciifg 3 00epexXkHiCTIO
3aCTOCOBYBATH MalliEeHTaM i3 MogoBXKeHHSIM iHTepBany QT, nmailieHTaMm, IKi OMHOYaCHO
MIPUNMalOTh JIiIKapChKi 3acobu, 110 BOIMBalOTh Ha iHTepBan QT, Ta malieHTaM i3



BiITTOBiOHUMU HASIBHUMM 3aXBOPIOBAHHSIMU Ceplis a00 eJTeKTPOIiTHUM nucOaIaHCOM.
Iimu.

[TpemapaTt y popmi TabneToK He IPUOATHUYM OJISI 3aCTOCYBaHHS HEMOBJISAITAM i OiTAM
BIKOM 10 6 POKIB.

HasBHi gaHi 11080 OiTel He CBig4YaTh PO iCHYBaHHSA BIJIMBY Ha PO3BUTOK i cTaTeBe
no3piBaHHsA. OgHaK JOBrOCTPOKOBUM BIIJIMB Ha 30ATHICTh IO HaBYaHHS, IHTEJIEKT,
PO3BUTOK, €HOOKPHUHHI (PYHKIIil, CTaTeBe HO3PiBaHHA i PENIPOOYKTUBHY (PYHKITIIO ¥
OiTen 3aJIMNIa€EThCSI HEBITOMUM.

3acmocysaHHsA y nepiod sazimHocmi abo 200y8aHHs 2py0010.
2KiHKY penponyKTUBHOI'O BiKy

CnenianbHi peKOMeHallil CIIif HajgaTu XKiHKaM PepPOOYKTUBHOTIO BiKy. JIiKyBaHHS
JIeBeTHUpalleTaMOM ITOTPiOHO MePerasHyTH, SIKIIO XKiHKa IJIaHy€ BariTHICTh. K i mpu
3aCTOCYBaHHI BCiX MPOTHUENINIENTUYHUX 3aC00iB, CIIil YHUKATU PaIlTOBOI BigMiHU
JleBeTHUpaleTaMy, OCKIJIIbKHU Ile MOXKe IIPU3BECTU OO0 Hamany CynoM, 110 MOoXKe MaTu
CeMpPO3Hi HACITIgKU IS XKIiHKKW Ta HeHapOaXKeHOol AUTUHU. Y Pa3i MOKINBOCTI CIIif
BijaBaTu IepeBary MOHOTepallil, OCKiTbKU JTiIKyBaHHS AeKiTbKOoMa
MMPOTUEIIIENTUYHUMY 3aco0aMu MoxKe OyTH ITOB’sI3aHe 3 BUIIUM PU3UKOM BPOOKEHUX
Baj, HiXK TP 3aCTOCYBaHHI MOHOTeparii, 3aeKH0 Big KoMOiHallil Tpenaparis.

BaritHiCcTb

Benuka KiJIBKICTh IOCTMapKETUHIOBUX JaHUX, OfepzKaHUX Bif BariTHUX XKIiHOK, SKi
3acTocoByBanu jieBeTupaleraM (Oinbine 1800 xkiHok, cepen sskux 1500 xKiHOK
3aCTOCOBYBAJIU IIpenapar IpoTAroM I TpumMecTpy), He CBim4YaTh PO HiABUIIEHUNU
PU3UK 3HAYHUX BPOMXKEHUX Baf. ICHye TinbKu oOMekeHa KiNbKiCTh JaHUX PO
PO3BUTOK HEPBOBO1 CUCTEMHU [AiTEH, SIKi 3a3HaJIM BIINBY MOHOTeEpaIil
JleBeTHUpaneTaMoM in utero. OgHaK iCHYI0Ui eliieMioJIOTi4Hi JOCIIiIXKeHHA
(mpu6nu3Ho 100 miTei) He cBimYaTh MPO MiABUIIEHUMN PU3UK PO3JIamiB abo 3aTPUMKHU
PO3BUTKY HEPBOBOI cucTeMu. JleBeTupalietaM MOXKHa 3aCTOCOBYBaTH y Ilepiof
BaTiTHOCTI, SIKIIIO IiCJIg PETEJIbHOI OL[iIHKM Ile BBaXKa€ThCA KIiHIYHO HEOOXigHUM. Y
TaKOMY pPa3i peKOMEHOYEThCS 3aCTOCOBYBaTH HaWHUKYY €e(DeKTUBHY HO3Y.

®iziosnoriyHi 3MiHU B IIepiof BariTHOCTI MOXKYTh 3MiHIOBAaTU KOHIIEHTPAIIil0
neBetupanertamy. [1ig 9ac BariTHOCTI CIIOCTepiragocs 3HNKEHHS J1a3MOBO1
KOHIIEHTpallil TeBeTupalleTaMy. Take 3HUKEeHHS Haubinbin BupaxeHe y III TpuMecTpi
(mo 60 % Bim BUXimHOI KOHIIEHTpAaIllil Mo BariTHocTi). Ciig 3a0e3rmeun T HalexKHUMN
KJIIHIYHUU HarJsa[ 3a BariTHUMU XIiHKaMU, sKi OTPUMYIOTh JIeBeTUupaleTaM.



[Tepion rogyBaHHS I'PYOOI0

JleBeTupaleTaM IIPOHUKAE Y TPYAHE MOJIOKO XKiHKH. TOMy rogyBaHHS I'PyOOoi0 He
pekoMeHgoBaHe. OmHaK SKIIO JIeBeTUpalleTaM HeoOXiTHO 3aCTOCOBYBATH Y IIepion
rogyBaHHS I'PYAMIO0, CJIif 3BaXXKUTU KOPUCTh Ta PU3UKU JIIKYBaHHS Ta BaXKJIUBICTh
rogyBaHHS I'PyOQIo.

BniuB Ha penpomyKTHUBHY QYHKIIIO

He BUsBIE€HO BOIMBY Ha PENPOAYKTUBHY (DYHKIIIO ¥ TBApUH. [TIOTeHIINHUY PU3UK OIS
JIIOOWHU HEBIIOMUU, TOMY 110 HEMAa€ OOCTYIIHUX KIIIHIYHUX OaHUX.

30amHicmb 8nausamu Ha weuodKicMb pedakuii npu kepye8aHHi asmompaHcnopmom abo
[HWUMU MexaHi3mMamu.

JleBeTupalieTaM He3Ha4YHO ab0 MOMIpHO BIJIMBAE Ha 30aTHICTb KepyBaTHU
aBTOTPaHCIIOPTOM abo ITpallloBaTH 3 iHIIMMU MexaHizMamu. Yepe3 MOKIIUBY
IHOUBiAyaIbHY YYTJIUBICTh AEKI MalllEHTU MOXKYTh BifJ3HaYaTHU COHJIUBICTD,
3alaMOpPOYEeHHs Ta iHII CUMIITOMHY, II0B s13aHi i3 BIIJIUBOM Ha LIeHTpPaJIbHY HEPBOBY
cucTeMy, 0COOIMBO Ha IMOYAaTKY JIiKyBaHHS ab0 y mpoiieci 30inbIlIeHHSA 003u. ToMy
TaKUM TalliEHTaM cJiifg 0yTyu 00epeXXHUMU, 3aiMal0OvrCh OisiIbHICTIO, 1110 TOTpebye
MMiOBUINIEHOI KOHIIEHTpPAIlil yBaru, HalrpuKJiag OIpu KepyBaHHI aBToM00ineM a6o po6oTi
3 iHmuMu MexaHi3aMaMu. [laltieHTaM peKOMEHOY€EThCSA YTPUMYBATHUCS Bil KEpyBaHHS
ABTOTPAHCIIOPTHUMH 3aco0aMu Ta poOOTH 3 iHIIUMU MeXaHi3MaMHU, ITOKHU He Oy[e
BCTAHOBJIEHO, 110 1XHS 30aTHICTh 3aliMaTHUCS TaKOIO OisIIbHICTIO HE MOpPYIIEeHa.

Cmocid 3acTocyBaHHsS Ta I03H

TabneTKu ciig mpuiiMaTH BHYTPIIIHBO, 3allMBal0uYX JOCTATHHOIO KiTbKICTIO PimuHY,
pa3oM 3 ixkeio abo 6e3 Hel. [Ipu nepopanbHOMY 3aCTOCYBaHHi JieBeTHUpalleTaM MOXKe
MaTU IripKuiu nIpucMak.

[1o60By mO3y PO3MOMIIUTA HA 2 OOHAKOBi [O3H.

IlapiianbHi Haoagu

PekomeHnpoBaHa fmo3a [Jid MOHOTeparlil (rmaiieHTu BikoM Bif 16 pokiB) Ta mogaTKOBO1L
Teparlril € OJHaKOBOIO Ta 3a3HaYeHa HUXKYe.

Yci mokazanusa

JTopocai (= 18 pokiB) ma nioaimku (8ikom 8i0 12 0o 17 pokig) 3 macoro miaa 8i0 50 ke

[TouaTkOBa TepameBTUYHAa Ho3a cTaHOBUTH 500 Mr 2 pa3u Ha moOy. Lle moyaTKkoBa
o03a, III0 IMTPU3HAYa€EThCS y MEePIINM AeHb TiKyBaHHs. OgHaK HMK4Ya IoOYaTKOBa J03a



250 Mr 2 pa3u Ha mo0y Moxke OyTH 3aCTOCOBaHa JIiKkapeM Ha OCHOBI OIliHKHU
3MEHIIIeHHS YaCTOTH CYIOM MOPiBHSHO 3 IMMOTEHIIMHUMU ITOOIYHUMHU peakiliamu. Lls
mo3a Moxke O0yTu 36inmbiieHa mo 500 Mr 2 pa3u Ha 0oOy yepes 2 THUXKHI.

3anekHO Bif KITiHIiYHOI KapTHUHY i IEPEeHOCUMOCTIi IpemnapaTy 4o00BYy H03y MOXKHa
30inpmuTH A0 MakcuMaiibHol 1500 Mr 2 pa3u Ha moOy. 3MmiHoBaTu m03y Ha 250 mMr abo
500 mr 2 pa3u Ha mo0y MOXKHAa KOXKHi 2—4 TUXKHI.

Iimu 8ikom 8i0 6 pokie ma nidaimku (8ikom 8i0 12 do 17 pokie) 3 Macorw miia MeHwe
50 Ke

Jlikap MOBMHEH MpU3HaYaTU HauOiIbII BiAMIOBiAHY JTiKapCchKy GopMy, HO3yBaHHS Ta
¢bopMy BUITyCKYy 3a/iezKHO Bifl Macu Tijna, BikKy Ta mo3u. [HpopMaliito om0 KopekKiiii
MO3yBaHHS 3aJIeXKHO BI MaCH Tijla AUB. Y PO3Oiil «IiTm».

IlpunuHeHHA AIKYy8AHHA

Y pa3i HeoOXimHOCTI IPUNUHEHHS IPUKOMY IIpenapaTy BigMiHy peKOMeHOYEThCSI
MIPOBOOUTH MOCTYIOBO (HAIIPUKJIAI, A/ JOPOCIIHX Ta IIOIiTKIB 3 Macoro Tijla 50 KT Ta
Oinbirre - 3meHIryBaTu mo3y 500 Mr 2 pa3u Ha go0y KOXKHi 2—4 TUXKHIi; O/ OiTei Ta
MiIiTKIB 3 Macoio Tina MeHIle 50 KT -3MeHIIyBaTH Pa30BY A03y CJIiA He OinbIlle Hixk
Ha 10 Mr/Kr 2 pa3u Ha go0y KOXKHi 2 TUXKHI).

Oco6uBi rpynu MalieHTiB

ITauieHmu nimHvo020 BiKy (8iKoM 8i0 65 pokias)

Kopeknis mo3u peKOMeHAOYEThCA NallieHTaM JIITHBOTO BiKy 3 HOPYLUIEHHAMU (DYHKIIi1
HUPOK (OuB. po3Oin «HUpKOBa HEAOCTATHICTH»).

Hupxosa HeOocmamHicmb

IloGoBa mo3a mMoBUHHA OyTH iHAWBiAya/lbHO CKOPUT'OBaHa BiAMIOBIMHO O CTaHY
byHKIIIOHYBaHHS HUPOK.

II71s1 KOpUT'yBaHHS MO3U MOPOCIUM BUKOPUCTOBYBATH HaBedeHY HUXKYe TaOJIUIIIO.

Il KopuryBaHHS OO3U 3a Tabnulielo HeoOXigHO BU3HAYUTH PiBEHb KIIipeHCY
kpeaTtuHiny (KK) y min/xs.

KK gns mopocnux Ta mifamiTKiB 3 Macoro Tina 6inbuie 50 KT MOXKHa po3paxyBarTH,
BUXOIS4YM 3 KOHIIEHTPAIlil CHpOBAaTKOBOTO KpeaTHHiHY, 3a (OPMYJIOI0:

[140 — BiK (poku)] X Maca Tina (Kr)

KK (mn/xB) = -- -- -- -- -- -- --x 0,85 (mist XiHOK).



72 x KK cupoBaTKu KpOBi (Mr/mOj)
ITotim KK KopuryBaTu BigmoBimHO mo miomli moBepxHi Tinma (ITI1T), Ik moka3aHO maii:
KK (mn/xB)

KK (Mn/xB/1,73M2) = ; ; x 1,73.

IIITT namienTa (M2)
Tabmnuisa 1

PexxuM mo3yBaHHS IpU HUPKOBiM HEOOCTATHOCTI [AJIS HOPOCIIUX Ta MiOIiTKIB 3
HUPKOBOIO HEIOCTATHICTIO 3 Macolo Tiyta GinbIrie 50 Kr

CTyniHb TSKKOCTi HUPKOBOI KripeHC KpeaTuHiHy
. 9 Pexum no3syBaHHA
HeJoCTaTHOCTI (mmn/xB/1,73 M*©)
, 500 - 1500 mr 2
HopmanbHa QyHKIIiSSI HUPOK > 80
— pa3u Ha Joby
. : 500 - 1000 mr 2
Jlerkuu CcTymiHb 50-79
pa3u Ha moby
250 - 750 Mmr 2 pa3u
CepenHiu CTyHoiHb 30-49 P
Ha 100y
. . 250 - 500 Mr 2 pa3mu
TAXKUU CTYIIHD < 30
Ha 100y
TepMmiHanbHa cTagisa (MallieHTH, sIKi 500 - 1000 mr 1 pa3
rnepeOyBalOTh Ha miamizi(l)) Ha 1106y(2)

Dy MepILINY JeHb JIIKyBaHHS JiIeBeTHUpalleTaMOM PEKOMEHOYEThCS IIPUNOM
HaBaHTaXyBaJbHOl 03U 750 MT.

C)Ticna Oianidy peKOMeHOYEThCSA IPUKMOM J0oAaTKoBOl mo3u 250-500 mr.

It miTed 3 HUPKOBOIO HEIOCTATHICTIO O3y JIeBeTUpalleTaMy HeoOXimHO KOPUTyBaTU
BiATIOBiAHO 00 (DYHKIII HUPOK, OCKIJIbKY KJIIpEHC JIeBeTUpalleTaMy ITOB I3aHUM i3



¢yHK1Ii€0 HUPOK. L5 peKoMeHmalis I'PyHTYEThCS Ha OOCITIAXKEHHI 3 y4aCTI0 JOPOCIUX
MaIi€HTIB i3 NOPYIIeHHAMM QYyHKIIl HUPOK.

Ins ninmiTkis, giteu Ta HeMoBiIAT KK y mii/xs/1,73 M2 MOKHA po3paxyBaTu 3 OrJIsAny
Ha KOHIIEHTpallil0 KpeaTHHIHY B CHUPOBATILIi KPOBi (MI'/Oj1), BAKOPUCTOBYIOYH TaKy
dbopmyny (popmyna [IBapia):

3picT (cMm) X ks

KK (mn/xB/1,73 M2) = --- -- -- -.

KK cupoBaTKu KpoBi (Mr/m)

Y miteur BikoM 1o 13 pokiB Ta migmiTKiB-giB4aToK ks = 0,55, y migmiTKiB-xmonimisB ks =
0,7.

Tabnuisa 2

PexomeHnparil mono KOpeKIil 403U a4 OiTel (BiKkoM Bif 6 POKiB) Ta MiAgJIiTKIB i3
NOpPYyHIeHHAMH (PYHKIIi1 HUPOK 3 MacoIo Tijia MeHIe 50 Kr

_ . . ) ) IiTy BiKOM Bif 6 POKiB Ta
CTymiHb TAXKKOCTI HUPKOBO1 KnipeHnc kpeaTuHiny | ., | }
. 2 MiOIiTKY 3 Macoo Tijla MeHIIe
HeJoCTaTHOCTI (mn/xB/1,73 M*) (1)
50 kr
) 10-30 mr/kr (0,10-0,30 Mm/Kr)
HopmanbHa QyHKIIiS HUPOK > 80
2 pa3u Ha f00y
. ) 10-20 mr/kr (0,10-0,20 Mm/Kr)
Jlerkuu CcTymiHb 50-79
2 pa3u Ha no0y
5-15 0,05-0,15 2
CepenHiu CTyniHb 30-49 Mr/r { MI/ET)
pa3u Ha moby
. . 5-10 mr/kr (0,05-0,10 mn/kr) 2
TAXKKUU CTYHiHb < 30
pa3u Ha moby




TepMmiHanbHa cTagis (DallieHTH, 10-20 mr/kr (0,10-0,20 Mmn/Kr)
sKi mepeOyBaloTh Ha fianisi) 1 pa3 Ha moby (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
po3uuH neBetupanetramy (100 mr/mi).

Q)y IIepIINY [IeHb JIIKyBaHHS PEKOMEHOY€EThCSA 3aCTOCYBAaTU HaBaHTaXXyBaJIbHY OO3Y
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 HedocmamHicmuw

[TamieHTaM 3 JIETKUMH Ta IIOMIpHUMU IIOPYIIEHHSIMHU (PYHKITi1 IEeYiHKM KOPEKIlisd J03U
He nmoTpiOHa. Y mallieHTiB i3 TAXKKUMU MOPYIIeHHAMU (YHKIII NeYiHKU KIipeHC
KpeaTUHiHy MOXKe He ITOBHOIO MipoIo BimoOpakKaTu CTYITiHb TSI2KKOCTi HUPKOBO1
HeJoCTaTHOCTI. ToMy, SIKIIO KJIipeHC KpeaTHUHIHYy CTaHOBUTH < 60 mi/xB/1,73 M2,
migTpuMyoudy 0oOOBY D03y PEKOMEHOYEeThCS 3MeHIINTH Ha 50 %.

Iimu

JIikap IOBMHEH NTpU3Ha4YaTHU HaubibIll BiATIOBIAHY JTiKapCchKy (GOpPMYy, HO3YBaHHA i
(opmy BUITYCKY JieBeTHpalleTaMy 3aJjie’KHO Bif BiKy, MacH Tija i HO3Hu.

JleBeTupaneraM y popMi Tab1eTOK He peKOMEHOOBaHUM [JIsT 3aCTOCYBaHHS OiTAM
BiKkoM 1o 6 pokiB. Llii1 rpymi nmaiieHTiB 6aXkaHO 3aCTOCOBYBaTH JIeBOTUpAlleTaM y
(opMi opanbHOTO PO3YUHY.

Kpim Toro, HasiBHi 103yBaHHS TabJIETOK HE PEKOMEHA0BAHO OJI TO04YaTKOBOTO
JIIKyBaHHS [iTeU 3 MacCoOl0 Tijla [0 25 KT, [OJId Halll€HTIiB, IKi He MOXYTh IPOKOBTHYTU
TabneTku, abo AJisg 3acTocyBaHHSA 703 0o 250 mr. BikoBi oOMeKeHHSsI, 3yMOBJIE€Hi
(opmoro 3axBOpIOBaHHSA, HafjaHi y po3aini «I[loka3aHHS». Y BCiX BUIIIeHaBEeOEeHUX
BUIIaJKaXx CJIi PO3MOYMHATH JIiKyBaHHS JIeBeTUpalneTaMoM Yy GopMi OpabHOT 0
pO3UYUHY.

MoHomepanis

besneka Ta epeKTUBHICTh 3aCTOCYBaHHS JiIeBeTUpPalleTaMy K MOHOTepaIil miTaM i
OigIiTKaM BiKOM [0 16 pOKiB He BCTaHOBJIEHI.



IaHi BigCyTHI.

ITioaimku (s8ikom 16-17 pokis) i3 macor miaa 8i0 50 Ke i3 napuiaisbHUMu Hanadamu 3
B8MOPUHHOM0 2eHepasidauiero abo 6e3 makoi, y sikux anepuie 0iazZHoCcmosaHo
eniaenciro

IuB. Bullle po3main «/Jopocai (= 18 pokie) ma nioaimku (12-17 pokie) 3 macotw miaa
8i0 50 Ke2».

JTooamkosa mepanisa 045 dimetl 8ikoM 8i0 6 pokie ma nioaimkie (8ikom 8i0 12 0o 17

poKig) 3 macorw miasa meHwe 50 Ke

HewMmoBnsaTaMm i miTssM BikOM [0 6 pOKiB 6akaHO 3aCTOCOBYBaTH JieBeTUpalleTaM y
(opmi opanbHOTO PO3YUHY.

IiTaM BiKOM Biff 6 POKiB OpajlbHUYM PO3UYHUH JIeBeTUpaleTaMy CJIiZl 3aCTOCOBYBaTHU OJisd
OO3yBaHHJ IIpernaparty no 250 Mmr, ajisg go3, He KpaTHux 250 Mr, KOJIM peKOMeH0BaHe
NO03yBaHHS HEMOXKJIMBO OTPUMATHU IIPUMOMOM HOEKiTbKOX TabJIETOK, a TaKOXK s
MMalli€eHTiB, SIKi He MOXKYTb IIPOKOBTHYTHU TaOIETKMU.

II71s1 ycixX ImOKa3aHb CJIil 3aCTOCOBYBAaTU HaUMeHIIy epeKTUBHY A03y. [louaTkoBa mo3a
OJIsi OUTUHY a0o IMiajIiTKa 3 Macoio Tifa 25 Kr moBUHHA cTaHOBUTHU 250 MT 2 pa3u Ha
no0y, MakcuMaibHa fgo3a - 750 Mr 2 pa3u Ha mo0y.

IIiTssm 3 Macoto Tina 6inbire 50 Kr mo3yBaHHS OJIS YCiX ITOKa3aHb IPHU3HAYaIOTh 3a
CXeMOI0, HaBeeHO0 [JI1 OOPOCIIUX.

[uB. Bullle po3ain «JJopocai (= 18 pokis) ma nioaimku (12-17 pokis) 3 macow miaa
8i0 50 Ke» OJid yCix moKa3aHb.

ITonomisicHa mepanis 0415 Hemoea5m 8ikom 8i0 1 0o 6 micauias
HeMmoBssiTaM 3aCTOCOBYIOTH IIpenapaT y ¢GopMi opaibHOTO PO3YHHY.
Iimu.

JleBeTupaneraM y ¢popMi Tab1eTOK He peKOMEHOOBaHUM [IJIsT 3aCTOCYBAHHS OiTSIM
BIKOM [0 6 pokiB. OpaJlbHUU PO3YUH JIeBeTUpalleTaMy CJiif] 3aCTOCOBYBaTU
HeMOBIISTaM BikoM Bif 1 micsiisg i giTam BiKkOM [0 6 POKIB.

Ilepeno3yBaHHs

Cumnmomu

[Tpu mepeno3yBaHHi JieBeTUpPalleTaMy CIIOCTEPIralucs COHIUBICTh, 30yIKEHHS,
arpecis, IpurHideHHs OuXaHHS, IPUTHIYEeHHS CBIIOMOCTi, KOMa.



JIikysaHH A

Y BumagKy rocTporo rnepeno3yBaHHS HEOOXiTHO MPOMUBATH IITYHOK a00 BUKJIMKATHU
6moBanHs. CrellialbHOr0 aHTUAOTY HeMae. [Ipu HeoOXimMHOCTiI MPOBOOUTHU
CUMIITOMaTH4HeE JIIKyBaHHS, ¥ T.4. 3 BUKOPUCTaHHAM reMofiani3dy (BUBOguThECS 7o 60
% neBeTupalneTtamy Ta 74 % IepBUHHOTO MeTaboIiTy).

IToGiuni epexT

HatiuacrTiIie mmoBimoMisisiocst Mpo Taki mobiuHi peakirii sk Ha30(papUHTIT, COHJIUBICTB,
roJIOBHUM Oisib, MifgBUIlleHA BTOMJIIOBAHICTE i 3artaMmopodyeHHs . [Ipodins mobiunmx
peaxiliii, 1110 HaBOOUTHCS, I'PYHTYETHCS Ha y3araJbHIOI0YOMY aHaJli3i maHux miamnebo-
KOHTPOJILOBAHUX KJTIHIiYHMX BUIIPOOyBaHb. Lli maHi mOMOBHIOIOTLCS 3aCTOCYBAaHHSIM
JleBeTUpaleTaMy y BiOIOBIAHUX PO3MIUPEHUX BIOKPUTUX OOCIIIOXKEHHSIX, 8 TAKOX
IMOCTMAapPKETUHTOBUM focBigoM. [Ipodins 6e3mneku neBeTupalieTamMmy 3a3BUdal CXOXKUMN
Yy Pi3HUX BIKOBUX Ir'pyIlax (OOPOCIHi Ta OiTH) IpU 3aCTOCYBaHHI 3a PiSHUMU
BCTAHOBJIEHUMM ITOKA3aHHSIMU MIPU eIlijiercii.

[ToGiuHi peakiiil, Tpo SIKi ITOBiHOMIISAIOCS Y KITIHIYHUX OOCIHiIXKEHHSIX (CTOCOBHO
OOPOCHUX, MiANITKIB, OiTel i HEMOBIAT BiKOM Bifg 1 MicsIls1) i IpoTATrom
ITOCTMApPKETUHTOBOTO TIepioy, mepepaxoBaHi B Tabnuili 3 3a KjlacaMu CUCTEM OPTaHiB
3 BU3HAQUYEHHSM IXHBOl 4aCTOTH. HacTOoTa BU3SHAYAETHCS TAKUM YHHOM: OyXKe 4acTo (=
1/10), gacto (= 1/100, < 1/10), HeyacTo (= 1/1000, <1/100), pigko (= 1/10000, <
1/1000) i oyxke pigko (< 1/10000).

Tabnuisa 3
['pymniu 3a 4aCTOTO
Knacu
CHUCTEM
OpraHis 3a Hyxe
MedDRA Iy>xxe yacto |HYacTo HeyacTto Pigxo
10KO

[Hdekmil Ta ) .
] Ha3zodapuurir [HdekKIis
imBa3il




3 OOKy

Tpombormu- |[IaHIUTOIIEHIs,

KPOBI Ta TOIEeHis, HeHTpOoIeHis,

miMpaTHYHOI JeHKOIeHig |arpaHyJIoOLKUTO3

CUCTEMU
Peak1isg Ha
JIiKapchKuM 3aci6
3 e03nMHOQINTiEI0 Ta
CUCTEMHUMHU

3 OoKy IIposiBaMu

_ ) (DRESS),

iMyHHOI

CUCTEMU rinepyyTInBICTh
(BKJTIOUYarO4u
QHTIOHEBPOTUYHUU
HaOpSK i
aHadinmakciio)

[Topyumienssa 3HUKEHHS

Xap4yyBaHHS ) MacH Tina, . L

) AHOpEKCisa ) 'moHaTpieMis
Ta 0OOMiHYy 30iNbIIeHHS
PEYOBUH MacH Tila




Cripobu

caMory0CTBa,
CylumanbHi
OYMKH,
IICUXOTHUYHI
po3nanu,
Iemnpecis, aHoMaJIbHa
BOPOXKIiCTh/ IIOBeOiHKa, .
. .. |Cyiunm, posnagu
L arpecis, raJIloIMHaliil, ) O6cecuBHO-
IMTcuxiuui ) i 0COOUCTOCTI,
TPUBOXKHICTH, |THIB, KOMITYJIbCUB-
po3nanu ) MMOPYILIEeHHS )
0e3COHH4, CILJTyTaHICTh . .. |Hi po3mamu
. ] . |MHcneHHS, Oenipiu
HEPBO3HICTBH/ |CBIHOMOCTI,
OPaTiBJIUBICTH (IaHIYHI
aTakW,
adeKTHBHaA
71abinbHICTH/
3MiHU
HacCTpoIo,
30yIKEeHICTh
AMHe3i, XopeoaTeTos,
IIOPYILIEeHHA |QUCKiHe3id,
Cynowmu, . . . .
nam’sTi, rinepkinesis,
MIOPYIIEHHA
3 OOKYy ) ) MMOPYUIEHHS |IOPYIIEHHS XOOH,
. CoHNMBICTL, |[pPiBHOBArwW, .
HEPBOBO1 .. KoopauHallil/ |eHuedanonaris,
TrOJIOBHUM 0iJIb [3alTaMOpPOYEH- )
CUCTEeMHU . aTakcis, IMOCUJIEHHS CyIOM,
Hs, JIeTapris, ) . .
napecresisi, |3T0SKICHUU
TPeMOop . o
po3nanu HEUPOJIeNTUYHUNA
yBaru cuHOpom*
HOummnomnis,
3 OOKYy :
i PO3MUTICTH
OpraxiB 30py
30py
3 OoKky
OprasiB
Bepturo
CIIyXy Ta

piBHOBaru




3 60Ky cepisa

I[TomoBkKeHHSA
inTepBany QT Ha
EKT

3 OOKy
OVXaabHOL
CHUCTEMH,
oprasis Karens
rPyOHO1L
KJIITKH Ta
CepenoCTiHHA
Binb y
JKUBOTI,
3 OOKYy .
N Alapes,
TPaBHO1 ) [TaukpeaTuTt
OUCIIEIICis,
CHUCTEMHU
OJIIOBAHHS,
HyZOOoTa
BigxuneHus
'enaToOii- BiI HOPMHU [TeuinkoBa
apHi pe3ysbTaTiB |HegOCTaTHICTE,
MMOPYyILIeHHS MMeYiHKOBUX |TelaTUT
mpoo
3 OOKY HUPOK
. . ['ocTpe ypaxXeHHS
i Ce4oBUOiNEB-
. HUPOK
HOI CUCTEMHU
TokCuYHUU
enigepMabHUNU
3 OOKY IIKipu . HEKPOJIi3,
Ajornenis,
Ta CUHOIPOM
. . . Bucunanusa eK3eMa, .
HiOIIKIPHO]L . CriBeHca-
. cBepbix
KJIITKOBUHU II>XKOHCOHa,
MyJIbTU(POPMHa

epuTreMa




3 OOKy

KiCTKOBO- ) Pabmomionis i
, . M’s130Ba . .
M’s130BO1 ] MIigBUIIIEHHS PiBHSA
CcJ1a0KiCTBh, )
CUCTEMHU Ta L. KpeaTuH)OCPOKi-
. Mianris .
CIIOJIy4HOl Ha3u y KpoBi*

TKaHWUHU

AcTeHis/
3arasnabHi IigBUINEHA
MOPYyILIEHHS BTOMJIIOBA-
HICTB

Tpasmuy,
OTPYEHHA Ta

Tpasmu
YCKIIagHEHHSA

IIPOIEeNyP

*IIomMpeHIiCTh 3HAUYIO BUIllA Y AMNOHIIIB IIOPIBHAHO 3 IIAlliEHTaMU He AMIOHCBKOI'O
MIOXOIKEHHS.

**TIig Yac MOCTMapKETUHTOBOTO CIIOCTepeKeHH 3adikcoBaHO OyKe PiAKiCHI BUIIagKHU
PO3BUTKY 00cecuBHO-KOMITynbcuBHUX po3namiB (OKP) y nmamienTtis 3 OKP a6o
IICUXIYHUMMU pPO3jIafjaMUu B aHaMHe3l.

Onuc okpemux nobidvHUX peakuill

Pr3uK aHOpEKCil 3pocTa€e Npu OJJHOYACHOMY 3aCTOCYBaHHI JieBeTHUpalleTaMy 3
ToIlipaMaToM. [Ipu mposiBax asoIellil y JesiKUuX BUIIafKaX Bil3Ha4YasioCcs BigHOBJIEHHS
BOJIOCSTHOTO TIOKPUBY ITiCJI IPUNNHEHHS 3aCTOCYBaHHS JieBeTHpaleTamy.

[Tpu nposiBax MaHIMTOIIEHil y AesIKNX BUIIadKaX CIIOCTepPiraaocs MpUrHideHHsS
KiCTKOBOTO MO3KY.

Bunagku eHiedarsnonarili 3a3BU4Yaul CIIOCTePIraancsa Ha MOYaTKy JIiKyBaHHS (Bif
OEeKiMbKOX MHIB MO KiTbKOX MiCAIiB) i Oy/Iu 000OPOTHUMHU MiCIIsSI IPUTUHEHHS
JIIKyBaHHS.

Himu

ITpodins mobiyHUX peakiliii JeBeTUpalleTaMy 3arajioM CXO0XHUH y Pi3HUX BiKOBUX
rpymax Ta IIPH BCiX 3aTBepHKEeHUX IMOKa3aHHAX elrisierncii. PesynbTaTu mopo 6e3meku



3aCTOCYBaHHS IIpernapary OiTsSM, OTPUMaHi y mporieci mnane60-KOHTPOJIbOBaHUX
KJTIHIYHUX [OCIiaXKeHb, BifnoBiganu npodinio 6e3neKu nepeTupaleTraMy y JOPOCIINX,
OKpiM m0oOiYHUX peakiliii 3 00Ky IMOBEAiHKM Ta ICUXIKHU, SKi ¥ AiTel Oynu OinbIi
YaCTUMM, HiXK y IOpoCaux. Y miTel Ta MimIiTKiB BikoM Bif 4 mo 16 pokiB OtoBaHHS
(myxe 4dacTto, 11,2 %), 36yaxkeHicTs (9acto, 3,4 %), 3miHa HacTpoio (dacTo, 2,1 %),
adexTuBHa nabinbHICTL (WacTo, 1,7 %), arpecisa (gacto, 8,2 %), aHOMaIbHA ITOBediHKa
(gacto, 5,6 %) i nerapris (dacto, 3,9 %) crnocrepiranucs 3 OiNIbIIIOI0 YaCTOTOIO, HiXK B
iHIIUX BiKOBUX Ipymnax abo y 3aranbHOMYy npodisi 3 6e3meku. Y HEMOBJIAT i giTen
BikOoM Bif 1 micsinsg go 4 poKiB ApaTiBIUBICTE (AyKe 4dacTto, 11,7 %) Ta mopylueHHsS
KoopauHaliiii (dacto, 3,3 %) cnocTepiranucs 3 OiNIbIIOI0 YaCTOTOIO0, HiXK B iHIIUX
BiKOBUX I'pymnax abo y 3arajsbHOMy npodisi 3 6e3neKn.

OwiHKa BIUIUBY JIeBeTUpalleTaMy Ha KOTHITUBHI Ta HEUPOIICUXOJIOTIYHI IOKa3HUKU Y
OiTeu BiKOM Bif 4 mo 16 pokKiB 3 nmapliiaIbHUMM HallafgaMu I1oKa3aja, 110
jieBeTHpalleTaM He Biipi3HsABCs (He OyB MeHIN e(eKTUBHUM) Bif miaiedo m1010 3MiHU
Bl BUXIOHOTIO PiBHA yBaru i maMm’fTi 3a 1Kasorw Leiter-R, cymapHOro rnokassuka
TepeBipKU maM’sATi y MOIYJIALil BiAIOBIAHO OO0 MPOTOKONYy. Pe3ynbTaTH, OB si3aHi 3
[IOBEOiHKOBUMU Ta €eMOLIMHUMU (PyHKIiIMU, BKa3yBalu Ha IOCUJIEHHS Y IIAIli€HTiB,
SIKUX JIIKyBaJId JiIeBeTHUpaleTaMOM, arPEeCUBHO] TOBEOIHKMY, 1110 BU3HA4Yalach
CTAaHIAPTU30BAHO i CHCTEMATUYHO, i3 BUKOPUCTAHHSIM Bastinu3oBaHux 3acobiB (CBCL
- Achenbach Child Behavior Checklist - KOHTpOnMbHUM CIIMCOK OUTSIYOl IOBEIIHKU
Axenbaxa). OpHak y MallieHTiB, IKi OTPUMYBaJIU JieBeTupaleTaM y IIpoieci
OOBTOCTPOKOBOTO BiIKPUTOI'O OOCIiAXKEHHS IOOaIbIIOr0 CIIOCTEPEXKEHHS, Y
cepemHbOMY He CIIOCTEepirasocs IIOPYyIIeHHS MOBEeOiHKOBUX Ta eMOLIIMHUX (QYHKITIH,
30KpeMa ITOKa3HUKM arpeCUBHOI ITOBENiHKYU He OyJiy TipIINMU 3a BUXiTHUN pPiBEHb.

IToBigoMJIEHHS IIPO MifM03pIOBaHi MoOiUHiI peakiril

[ToBimoMeHHs Mpo MOOiIYHI peakiril Imicjisg peecTpallil TiKkapchbKoro 3acoby Mae
BaXXJIUBe 3HaueHHd. lle mae 3MOry IpOBOOUTHA MOHITOPUHT CIiBBIIHOIIIEHHS
KOPUCTBL/PU3UK IIPU 3aCTOCYyBaHHIi IIbOTO JTiIKapChKOTro 3aco0y. MeguyHuM Ta
dbapmalieBTUYHMM IIpaIliBHUKAM, a TAKOXK MHallieHTaM abo iX 3aKOHHUM
IIpefcTaBHUKAM CJIiJl TOBIHOMJISITH IIPO yCi BUIIQAKU Iif03pI0OBaHUX MOOIYHMX peakIin
Ta BiICYTHOCTi e()eKTUBHOCTI JIiKapChKOTr0 3aco0y yepe3 ABTOMATHU30BaHY
iHpopMalLiiHy cucTteMy 3 (hapMaKOHArIsAOy 3a mocuinaHHaM: https://aisf.dec.gov.ua.

TepMmin npuagaTHOCTI
3 POKH.

VYMmoBHu 30epiranHs



36epiraTtu B opuriHajabHiM yIIaKoBIIi ITpU TeMIlepaTypi He Buile 25 C.
30epiraTty y HeIOCTYIIHOMY OJISI OiTeM MicCIti.

YnakoBka

ITo 10 TabneTok y OmicTepi; o 3 abo mo 6 6s1icTepiB y KAPTOHHIN yIIaKOBII.
KaTeropis Bignycky

3a peLenTomMm.

BupooHHK

Kycym Xentxkep IIBT JITH/
Kusum Healthcare Pvt Ltd.

Micue3HaxoIKeHHsI BHPOOHHKA Ta aJipeca MicCIIsi MIPOBaIXKeHHsI HOT' 0
IistIbHOCTI.

CII-289 (A), PIIKO IupacTtpian apea, Yomauki, bxisani, [lict. AnBap (PagzkacTtaH),
Tanmis/

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.



