IHCTPYKIOIA

IJIsI METHYIHOT 0 3aCTOCYBaHHS JIiIKapChKOI'0 3aC00y

JIOTY®EH®

(LOGUFEN®)

CKn1ao0:
Oitoua pevosuHa: nesetupalietaM (levetiracetam);
1 TabneTka, BKpHTa IUTIBKOBOIO 0007I0HKOI0, MiCTUTE 1eBeTupaleramy 250 mr a6o 500 Mr;

O0ONOMIJCHI pey0BUHU: KPOXMallb KYKypPYA3sSHUY, ITOBiIOH, HAaTPil0 KpOCKapMeso3a, KPEMHII0 JiOKCHUT
KOJIOImHMY 0e3BOIHMI, MarHilo cTeapar;

nigKoge NoKpummsi:

tabnetku o 250 mr: Opadry (II) 85G68918 6inuit (cnupT nomiBiHinoBu#, Tutany miokcup (E 171),
TaJIbK, IIOJIieTUJICHTJIIKOIIb, JICIIUTHUH);

tabnetku o 500 mr: Opadry (II) 85G52482 xkoBTUY (CIUPT MOIiBiHINIOBUH, TaNbK, TUTaHY Aiokcun (E
171), momieTUIIEHTIIIKOJIb, JICIIUTHH, 3aji3a okcup xKoBTui (E 172)).

JIikapcbka ¢opma. TabrmeTKH, BKPUTI IIJIiIBKOBOIO 000JIOHKOIO.
OcCHOBHI (i3uKo-XiMiuHI 81aCMUBOCMI:

tabmeTku mo 250 MT: oBasbHI TaONIETKH, BKPUTI IIiBKOBOIO 000JIOHKOIO Bif 6iy0ro 10 Maiixke 06iyoro
KOJIBOPY, 3 PO3IMOMiTbY0I0 PUCKOIO 3 OHOTO GOKY;

tabneTku mo 500 Mr: oBanbHi TablIeTKYU, BKPUTI IJTIBKOBOIO 000JI0HKOI0 XKOBTOT'0 KOJIHOPY, 3
PO3MOIiTbY0I0 PUCKOI0 3 OHOTO OOKY.

dapmakoTepaneBTHYHA rpyna. [Ipotuemninentuydsi 3acobu. JleBeTupaleTam.

Kom ATX NO3A X14.

Papmakono2iuHi e1acmueocmi.

®apmakoduHamika.



JleBeTupalleTaM € MOXiTHUM IipoJTinoHy (S-eHaHTiOMep anbha-eTUI-2-0KCO-1-TiponmiguH-aneTaminy),
3a XiMiYHOI0 CTPYKTYPOIO BiIpi3HSETHCS Bifl BiTOMUX MPOTHEMINIENTUYHUX JIIKaPChKUX 3aC00iB.

MexaHi3M mii

MexaHi3M [il 1eBeTUpalleTaMy HeOCTaTHLO BUBYEeHUI. Ha mifcTaBi mpoBegeHUxX JOCHIAXKEHb in Vitro
Ta in Vivo IPUIyCKaloTh, 110 JieBeTUpalleTaM He 3MiHIOE OCHOBHI XapaKTEPUCTHUKY HEPBOBOI KJIiTUHH i
HOpMaJIbHY HEMpOTpaHcMicito. [ocaiaKeHHd in vitro okKa3saiy, 0 JieBeTUpalleTaM BIJIUBA€E Ha
BHYTPIilTHLOHEHPOHANbHI piBHi Ca’ MISAX0M YaCTKOBOTO IPUTHIYeHHS TOKY Yyepe3 Ca’-KaHanu N-Tumy
Ta 3HIXEHHS BuBiNbHeHHs Ca’3 iHTpaHelpoHaNbHUX Jemo. BiH TaK0XK YaCTKOBO HiBeN0E
npurHidyenHs TAMK- Ta riiluH-perynb0BaHOr0 CTPyMy, 3yMOBJIEHE [Ii€l0 IMHKY Ta B-KapOoiHaMu.
Kpim Toro, y mporieci focmigKeHs in vitro neBeTupaneTaM 3B’s3yBaBcd 3i crieuivHuMU OiTIHKaMu
y TKaHMHaxX MO3KY I'pu3yHiB. MiciieM 3B’s13yBaHHS € OiJIOK CHHAITUYHUX Be3UKY 2A, 110 6epe y4acThb
y 3/IUTTI BEe3UKYJI Ta BUBLIIbHEHH]I HeUpoTpaHCcMiTepiB. CIIOPifHEHICTE (Y paHTOBOMY IIOPSIIKY)
JeBeTUpalleTaMy Ta BigNOBigHMX aHAJIOTIB 3 6iTKOM CMHANITUYHUX BE3UKYJ 2A KopeJoBaa i3
IOTYKHICTIO 1X IPOTHUCYAOMHOI il y MOfeNsAX ay[ioreHHol eminencii y mutnei. Lli pe3ynpTat faloTh
3MOTY IPUILYCTUTH, 1110 B3aEMOZIS MiXK JIeBeTUpalleTaMOM Ta OiIkOM CHHANTUYHUX Be3UKYI 2A MoxKe
YaCTKOBO MOSCHIOBAaTH MeXaHi3M IIPOTUEMINIENTUYHOI fil mpemapary.

dapmakomuHaMiyHi ePeKTH

JleBeTupalieTaM 3a6e3meyye 3aXUCT Bifl Cy[IOM Y IITMPOKOMY CIIEKTPi MOJiesiel mapiiiajbHUX Ta
IIepPBUHHOTeHEepaIi30BaHUX HalafliB y TBAPUH, HE CIPUYUHSAIOUN IIPOCYOOMHOT0 eheKTy. OCHOBHUMU
MeTa0oJIiT HeaKTUBHUH.

Y nopuHY aKTUBHICTE IIpenaparty HiATBepAXKeHa K Moo (GoKaIbHUX, Tak i 00 TeHepasli3oBaHuX
eMiIeNTUYHUX HanafiB (eminenTudopMHi MposiBu/(hoTonapoKcu3MaibHa peakllis), 0 CBIIYUTH IIPO
MUPOKUH CIEKTP (HapMaKOoJIOTiuHOT0 NPOodiiio IeBeTUpaleTamy.

dapmakoKiHemuxka.

JleBeTHpalieTaM XapaKTepU3yETHCSI BUCOKOIO PO3YUHHICTIO Ta IPOHUKHICTI0. PapMaKOKiHEeTHKA
HOCUTbH JIIHIMHUY XapaKTep, He 3aJIeXUTh Bif] 4acy Ta XapaKTepu3yeThCS HU3BKOK MiX- Ta
iHTpacy®’eKTHOIO MiHIUBICTIO. [Tic/Is TOBTOPHOTO 3aCTOCYBAHHS IIpernapaTy KilipeHC He 3MiHIOEThCS.
O3Hak BIJIMBY CTaTi, pacu 4¥ IUPKaJHOT0 PUTMY Ha (hapMaKOKiHETHKY He Big3Hadasnocs. [Ipodinb
dbapMakokiHeTrKU OyB MOAIOHUM y 3[OPOBUX TOOPOBOJIBIIIB Ta XBOPUX Ha eIiJiernciio.

3aBOsKY IIOBHOMY Ta JIIHIMHOMY BCMOKTYBaHHIO PiBEHb IIpenapary y IIjla3Mi KPOBi MOXHa
nepen0adyuTH, BUXOASYY 3 IepOPajIbHOI 03K JIeBeTUpalleTaMy, BUpaxKeHoi y MilirpaMax (Mr) Ha
KiniorpaM (Kr) Macu Tina. ToMy BiicTeXyBaTH I1JIa3MOBUH PiBeHb JiIeBeTHpalleTaMy HeEMa€E II0Tpebu.

Y mopocnux Ta miTel Big3Hadanacs 3HayHa KOpeslis MiXK KOHI[eHTpalli€lo IpenaparTy y CJIUHI Ta
71a3Mi KpOBi (CIiBBigHOIIEHHS KOHI[EHTPALlill y CJIMHI/IIa3Mi KpoBi KonuBanocs Big 1 go 1,7 micnsa
mpuitoMy TabIeTOK IJIs TePOpPaIbHOT0 3aCTOCYBaHHS Ta Yepe3 4 TOOUHY ITiC/s IPUUOMY OPaIbHOTO
PO3YUHY).

ITopocai ma nidaimku

BcMokTYBaHHA

JleBeTupalieTaM IIBUAKO BCMOKTYEThLCS IIiCIIs IIEPOPAIbHOT0 3aCTOCYBaHHS. AGCOMIOTHA ITepopasibHa
6iomoctynHicTs 61u3bKa 70 100 %. MakcuManbHa KOHIIEHTpalid y maa3Mi Kposi (C,,,,) DOCATaeThCS
yepe3 1,3 roguHu micns NpuroMy npenapaTty. PiBHOBaXXHUI CTaH JOCATa€ThCA Yepe3 2 OHi



3aCTOCYBaHHS IIpemapaTty 2 pa3u Ha mo0y. C,,, 3a3BuYall CTaHOBUTh 31 MKT/Mn Ta 43 MKI/MII micis
pas3oBoi go3u 1000 Mr Ta moBTOopHOI mo3u 1000 Mr 2 pa3u Ha mo6y BipmoigHO. CTymiHb
BCMOKTYBaHHS He 3aJIeXKHUTh BiJ] 03U Ta He 3MIHIOEThCS Tif fIi€t0 1XKi.

Po3mnopin

[aHux 00 PO3MOKiNY IIpenapaTy y TKaHMHAaX JIIoAuHU HeMae. Hi neBetupaneraM, Hi 10ro
OCHOBHUIM MeTab0iT 3HaYHUM YMHOM He 3B’SI3yI0ThCA 3 GimkaMu mma3mu KpoBi (< 10 %). O6’em
po3Mominy neBeTupaleraMy cTaHOBuUTE Big 0,5 mo 0,7 n/Kr, 1m0 TpubIKU3HO NOPIBHIOE 3aralbHOMY
00’eMy BOOY B OpraHi3Mmi.

Mertabomizm

MeTabo7i3aM neBeTupalieTaMy y TIOAUHN He3HayHuM. OCHOBHUM IIJITX0M MeTabomniamy (24 % mo3u) €
bepMeHTHHUY Tigposi3 alleTaMigHol rpynu. I3opopmu medinkoBoro muroxpoMy P450 He GepyTh y4dacTi
B YTBOPEHHI OCHOBHOTO MeTabomiTy - ucb LO57. igponi3 alleTaMifHOI TPy} CIIOCTEPIiraBcs y
BEJIMKi¥ KiTbKOCTI TKaHWH, BKITIOYAIOUM KITiTHHU KPoBi. MeTabomit uch LO57 dpapmakosmoriuuo
HeaKTUBHUU.

Takox Oynu BU3HAYEHi gBa APyropsgHux Metabositu. OOUH YTBOPIOBABCS BHACIIIIOK
TiAPOKCUITIOBAHHSA MipOTioHOBOTO KinbIld (1,6 % Big mo3u), OPyTUM - BHACTIIOK PO3IMKHEHHS
miposigmoroBoro Kineilg (0,9 % Bim mo3u).

[H11l HEeBM3HAYEHI KOMIIOHEHTH cTaHoBuau nuile 0,6 % Big mo3n.

B3aeMHOr0 IepeTBOPEHHS €HAHTIOMEPIB JIeBeTUPalleTaMy Y1 10ro OCHOBHOT'O MeTaboJliTy B yMOBax
in vivo He CIIOCTepiramocH.

Y npoueci gocnigxkeHs in vitro neBeTupaleTaM Ta H0ro OCHOBHUYN MeTa0oJIiT He IPUTHIYyBaIn
aKTUBHICTh OCHOBHUX i30()opM ediHKoBoro nutoxpomy P450 moguuu (CYP3A4, 2A6, 2C9, 2C19,
2D6, 2E1, 1A2), rmokyponintparchepasu (UGT1A1, UGT1A6) Ta enoKCUATigpoKCcHUIa3u. TakoXK
JeBeTUpalieTaM He IIPUTHIUYE TIIOKYPOHiAlii0 BalbIIPOEBOI KUCTIOTH in Vitro.

Y KynbTypi renaToluTiB JIIOAMHY JIeBeTupalieTaM MaB cla0Kui BIIMB a0 K 30BCiM He BIIJIMBaB Ha
kKon'toratito CYP1A1/2, SULT1E1 a6o UGT1Al. ¥V Bucokux KoHIieHTpauisx (680 MKr/mi)
JleBeTUpalleTaM CIpuuuHsB ciabky inaykuito CYP2B6 Ta CYP3A4, ogHak y KOHIEHTpAIlidX, MOAiOHUX
no C,,., micst moBTOpHOT0 3acTocyBaHHs 1500 Mr 2 pa3u Ha Ho0y, 1ei BIuB He OyB 6i010TivHO
3HauymuM. [laHi in vitro Ta gaHi in vivo m0K0 B3a€MOZIl 3 TepopalbHUMHI KOHTpaleNTHBaMHy,
OUTOKCUHOM i BappapuHOM BKa3yIOTh Ha Te, 110 B YMOBAX in vivo 3HAUYIIOl iHAYKII1 (GepMEHTIB He
ouikyeThCsl. TOMy B3a€MOZis JIeBeTHUpaleTaMy 3 iHIMUMU PeYOBUHAMU MaJIOMMOBIpHA.

BuBeneHHdA

[Tepion HaniBBUBEOEeHHS IIpenapaTy 3 IJla3Mu KPOBi ¥ JOPOC/IUX CTaHOBUB 7 = 1 roguHy i He 3anexasn
Bifl [03H, IIJIAXY BBeAeHHS a00 MOBTOPHOT0 3aCTOCyBaHHsA. CepeqHil 3arajbHUM KIIipeHC CTAHOBUB
0,96 mn/xB/KT.

OCHOBHa KiNbKiCTh Ipemnapary, B cepeguboMy 95 % mo3u, BuBoAunacs HupkaMu (mpubnusuo 93 %
1034 BUBOAMIOCS MpoTsaroM 48 rogun). 3 KanoM BuBopunocs nuue 0,3 % mo3u.

KymynsaTuBHE BUBE[IEHHS 3i ceuelo JIeBeTHupaleTaMy Ta H0Oro OCHOBHOT'O MeTaboliTy cTaHOBUIIO 66 %
Ta 24 % Bifm mo3u BigmoBigHO B nepii 48 roguH. HupKoBuy KiipeHC neBeTupaleTamy Ta ucb L0O57
ctaHoBuTh 0,6 MyT/XB/KT Ta 4,2 MJI/XB/KT BiOIIOBiJHO, 110 CBIAYUTH IIPO BUBEEHHS JIeBeTHUpalleTaMy



IIJISTXOM TJIOMePYIISpHOI GinbTpalril 3 momanbinoo peadbcopbiieio y KaHaNbLAX i 110 OCHOBHUM
MeTaboJIiT TAKOXK BUBOMUTHCS LISIXOM aKTHBHOI KAHAJIBIIEBOI CEKpellii HOOaTKOBO OO0 TII0MepPYISpPHOi
GbinbTparil. BuBemeHHs eBeTUpalleTaMy KOPETIOE i3 KJIipeHCOM KpeaTHHIHY.

ITayieHmu AiMHb0O20 BiKY

Y naifieHTiB NTHLOTO BiKy Mepion HamiBBUBeOeHHS 3pocTae mpubnu3no Ha 40 % (10-11 rogun). Le
TI0B’SI3aHO 3 MOPYIIEeHHSIMU GYHKINI HUPOK Y maHOi momynsLil (ouB. po3nin «Crocid 3acTocyBaHHS Ta
OO3U»).

IMopyweHHA pyHKUII HUPOK

Bupumuii 3aranbHUM KITipeHC JIeBeTUPAIleTaMy Ta HOro OCHOBHOTO MeTaboIiTy Kopesoe i3
KJIIpEHCOM KpeaTHHiHy. TOMy alieHTaM i3 IOMIpHUMHU Ta TIKKUMU MOPYIIEHHIMU (PYHKITI HUDOK
PEKOMEHIYEThCSI KOPUTYBATH MIATPUMYIOUY 0OOOBY 03y JIeBeTHpalleTaMy BifiITIOBIgHO [0 KITipeHCY
KpeaTuHiny (muB. po3min «Crocib 3acToCyBaHHS Ta JO3U»).

Y nanieHTiB 3 aHypi€lo y TepMiHanbHIN cTafil XBOpoOM HUPOK IMepiof HamiBBUBEOEHHS CTAHOBUB
npubnusno 25 Ta 3,1 romuHM BiANOBIAHO y mepiof Mixk ceaHcaMu [iasi3y Ta Iif Yac #OTo
npoBefeHHd. [IpoTarom TUoBoro 4-ropMHHOTO CeaHCy Aianidy BuBogunocs 51 % nesetupaleTamy.

ITopyweHHA pYyHKUiI neviHKu

KripeHc neBeTupaleTamMy He 3MiHIOBABCS Y MALi€HTIB 3 JIETKUMU Ta [IOMIPHUMU OPYLIEHHAMU
GbyHKL mediHKu. Y GiNbIIOCTI MaIlieHTiB i3 TAKKUMU MOPYIIEeHHIMU QYHKIIII TeYiHKY KITipeHC
neBeTUpaneTaMy OyB 3HUKeHUM Oinbil Hix Ha 50 % BHACMIOOK CYIyTHHOTO IOPYIIeHHS QYyHKIIi
HUPOK (muB. po3min «Croci6 3aCTOCYBaHHS Ta 03U»).

IMediampuy4Ha nonyaauis

Ilimu sikom 4-12 pokis

[Ticns 3acTocyBaHHS pa30Boi fo3u (20 MI/KT) miTSM, XBOPUM Ha elriyienciio (BikoM Bim 6 0o 12 pokiB),
nepiof HaliBBUBEOEHHS JieBeTUpalleTaMy CTaHOBUB 6 roauH. BuguMuil KiiipeHC, BiIKOPUTOBaHUY 3
ypaxyBaHHAM MacH Tina, 6yB npu6nu3Ho Ha 30 % BUIIUM, HiXK Y JOPOC/INX NAlli€HTIB 3 eminencieo.
[Ticnst TOBTOPHOT'O EPOPAILHOTO 3acTocyBaHHA (20-60 Mr/kr/mo0y) y XBOPUX Ha €MiJencito miTe
(BikoM 4-12 pokiB) meBeTUpalieTaM BCMOKTyBaBcs MBUAKO. C, .. Y JIa3Mi KpOBi focsAranacs 4epe3
0,5-1 ropuny micng npuiiomy po3u. C, .. Ta momla mig ¢apMaKOKiHETUYHOI0 KPUBOIO «KOHIIEHTPaLlis-
yac» (AUC) 3pocTanu JiHi#HO i 3aymexkany Bifg mo3u. Ilepion HamiBBHBeOEeHHS CTAHOBUB IIPUOJIM3HO 5
TOOWH, BUOUMUM 3arajabHUU KilipeHC - 1,1 MII/XB/KT.

KrinigHi xapaKTepHCTHKH.
Iloka3aHHs.
MonoTeparis (pemapaTt mepiioro BuO60Opy) Ipu JTiKyBaHHi:

- TIapIiajJbHUX HAIAMiB i3 BTOPMHHO reHepartisalieo abo 6e3 Takoi y JOpPOCIuX i MimIiTKiB BikoM
Bif 16 pOKiB, y SKUX BIIepIlle AiarHOCTOBAHO EIiJIENCito.

4K momaTKoOBa Teparis Ipu JTiKyBaHHI:



- TapliaJbHUX HaNafiB i3 BTOPUHHOIO reHepati3allieto abo 6e3 Takol Y JOPOCTHUX i IiTed BiKOM Bif 6
POKiB, XBOPUX Ha eIijencio;

- MIOKJIOHIYHUX CYAOM Yy LOPOCTIUX i MiAMiTKiB BiKOM Bifi 12 POKiB, XBOPUX Ha I0OBEHIJIbHY
MIOKJIOHIUHY eIiencio;

- TMEepPBUHHUX reHepani30BaHUX TOHIKO-KJIOHIYHUX HamafiB y JOPOCIUX i MiAMiTKiB BikoM Bif 12
POKiB, XBOpPUX Ha ifjionaTU4yHy reHepasi3oBaHy emierncito.

IIpomunoka3aHHs.

[TigBuIeHa YyTNIUBICTE [0 JeBeTHPalleTaMy abo [0 iHIMKMX MOXigHUX MiPOTiIOHY, a TAKOXK A0 Oy/Ib-
SIKOI 3 IOIIOMiKHUX Pe4YOBUH IIpelapary.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
IIpomuenizenmuyuHi npenapamu

KrniniyHi faHi, 0TpuMaHi 3a y4acTiO JOPOCIINX MallieHTiB, BKa3yl0Th Ha Te, ILI0 JeBeTupaleTaM He
BIIJINBA€ Ha CUPOBATKOBY KOHILIEHTPAIIIO iCHYI0YHX MPOTUEMIIENITUYHUX IIpemnapariB (PpeHiTolH,
KapOamaseIliH, BaJIbIIpOEBa KUCIOTa, peHoOapOiTasi, TaMOTPUIXKKMH, rabaeHTHH i MpuMiloH), a
BOHH, 3i cBOro 00Ky, He BIIJIUBAIOThH Ha (papMaKOKiHETHKY JieBeTHupaleTaMy.

BipcyTHi maHi momo KiniHiYHO 3HAYYIIOI B3aEMOil TiKapCchKOro 3aco0y y MallieHTiB AUTAYOTO BiKY, SIK
i y mopocnux, siki orpuMyBanu g0 60 Mr/Kr/mo0y neBeTupaleTamy.

PeTpocmekTuBHa OIliHKa ¢hapMaKOKiHETUYHOI B3aEMOIil ¥ AiTeH i miAmiTKiB 3 eminencieio (BikoM Bif 4
no 17 pokiB) migTBepAuia, 0 4OJATKOBA Tepallisd 3 IepopalbHUM 3aCTOCYBaHHSIM JIeBeTUpalleTaMy
He BIUIMBAJIa Ha PiBHOBAXKHY CHPOBATKOBY KOHIIEHTPAIIil0 KapOaMa3eIiHy Ta BaJlbIpPoary, sKi
3aCTOCOBYBaju 0gHO4YacHO. OfHaK gaHi CBiAYaTh PO Te, 110 KiIipeHC neBeTupanetamy Ha 20 %
BUIIUY Y OiTeH, aKi mpuiimMaoTh GepMeHTOBMIiCHI MpoTucymomMHi 3acobu. Kopekiris mo3u He moTpibHa.

ITpobeHeyud

[Tpo6enernun (500 Mr 4 pa3u Ha mo0y) - Ipemapar, 10 6JI0KyEe CeKpeliio HUPKOBUX KaHalIbIIiB,
IPUTHIYY€Ee HUPKOBUH KJTipeHC OCHOBHOT'O MeTaloJIiTy, ajle He caMOro jieBeTupaleramy. OmHaK
KOHIIEeHTPaIlil IIbor0 MeTaboliTy 3aIUIIal0TECS HU3bKUMH.

Memompexcam

[ToBigoMisAniocs, 110 OGHOYACHE 3aCTOCYBaHHS JIeBeTHpaleTaMy 1 MeTOTPEeKCaTy 3HUXKYE KIIpeHC
METOTPEKCaTY, III0 MPU3BOAUTH [0 30iTbIIeHHs/TO0BXKEeHHS KOHIIEHTPAllil METOTPEeKCcaTy B KPOBi 10
IIOTEHIIINHO TOKCUYHOTO PiBHS. PiBeHb MeTOTpEKCaTy i JieBeTUpaneTaMy B KPOBi CITifl peTeNlbHO
KOHTPOJIIOBATH Yy TALIEHTIB, Ki OTPUMYIOTH JIIKyBaHHSA [BOMA IIpelriapaTaMy OOHOYaCHO.

ITepopaavHi KOHMpayenmueu ma (papMakokKiHemu4yHa 83aemo0is 3 IHWUMU npenapamamu

JleBeTuparnetaM y m060Bi# mo3i 1000 Mr He 3MiHIOE papMaKOKiHETHKY ITepPOpabHUX ITPOTHU3ATUIIIHUX
3acobiB (eTuHiNEeCTpafiony i TeBOHOPrecTpeny); eHNOKPUHHI T0OKa3HUKH (piBeHb MI0TEIHi3yI040ro
TOPMOHY Ta IIPOTeCTEPOHY) He 3MiHIoBanucs. JleBeTupaneraM y fo6oBii nosi 2000 Mr He 3MiHIOE
(hapMakKoKiHEeTUKY TUTOKCUHY i BaphapuHy; 3HaUEHHS MPOTPOMOIiHOBOTO YacCy 3ajIAIIaNocs



He3MiHeHUM. [[UTOKCHH, IepopasibHi TPOTU3aIIifHI 3acobu i BapdapuH He BIJTMBAIOTH Ha
(dbapMakoKiHETHKY JeBeTUpalleTaMy IIPU OOHOYACHOMY 3aCTOCYBaHHI.

ITpoHocHi 3acobu

B okpeMux BUIagKax MOBiIOMJISIN PO 3HUXKEHHS e(EeKTUBHOCTI JIeBeTUPalleTaMy IIPU OTHOYaCHOMY
3aCTOCYBaHHI OCMOTHYHOT0 IIPOHOCHOTO 3ac00y MaKpOToJly 3 IepopajbHUM JieBeTupaleTaMoM. ToMy
He CJIif IpUiMaTi MaKporoJl IepopaibHO IPOTSATOM OfHI€l TOOUHYU [0 Ta IPOTATOM OfHi€l TONUHA
IiCJIs IPUIOMY JIeBeTUpalLleTaMy.

Irca ma anxozonb

Crymninb BCMOKTyBaHHS JiIeBeTHpalleTaMy He 3aJIeXUTh Bifl BXXWBAHHS 1XKi, ajie MBUOKICTh
BCMOKTYBaHHS [eIl0 3HMKEHA y pa3i mpuiioMy mif dac inu. HeMae gaHNX Ipo B3a€MO[i0
JieBeTHpaneTaMy 3 alKoroJeM.

Oco6.1ueocmi 3acmocyeaHHs1.
Hupkoea HedocmamHicmb

[TamieHTH i3 HUPKOBOIO HEOCTATHICTIO MOXKYTh NMOTPeOyBaTH KOPEKIIil 03K JIeBeTHpalleTaMy.
[MarienTaM i3 TAXKKUMYU NOPYLUIEHHAMYU QYHKII TeUiHKY PEKOMEHAYETHCS IPOBECTHU OLIHKY QYHKII
HUPOK IIepef TUM, SIK BU3HA4YaTH J03y Ipemnapary (ous. po3nin «Crnocib 3acToCyBaHHS Ta LO3U»).

T'ocmpe ypasiceHHs HUPOK

3acToCyBaHHA JeBeTUpaleTaMy AyXKe PifKo CYyIPOBOAXKYBAIOCSA TOCTPUM YpaxKeHHSIM HUPOK, Jac Jo
BHHHKHEHHS IKOT'0 KOJIMBABCS Bil MEeKiJIbKOX OHIB 0 OEeKiIbKOX MiCSIIiB.

3azanvHull aHaai3 Kpoei

Bynu onucaHi pigKi BUagKy 3HUKEHHS KiTbKOCTI KJIITUH KPOBi (HEUTPOIIEeHis, arpaHyJIOLUTO3,
JIeUKOIIeHis, TPOMOOIIUTOIEHid 1 TAaHIIUTOIEHiq) y 3B’ 43Ky 31 3aCTOCYyBaHHSM JIeBeTHpalleTaMy,
3a3BUYall Ha [TOYATKY JiKyBaHHS. PEKOMEHOYyEThCSA IIPOBOOUTY ITIOBHUY aHaJsli3 KPOBIi IallieHTaM, y
SIKMX CIIOCTEPIraeThCsl 3HaYHa CJIabKiCTh, rapsyka, peuuauBHi iHdekii abo mopyieHHsT 3rOpTaHHS
KPOBi (muB. po3min «Ilo0iuHi peakirii»).

Cyiyuo

Y nanieHTiB, sIKi OTpUMYyBaJIH JIiKyBaHHS IPOTUENIIENTUYHUMY [IpelilapaTaMu (y T. 4.
JeBeTUpaleTaMoM), Bii3Ha4aIuCs BUMIAAKK CYIlUAY, CIIpo0 cyinuny, cyiuuaanbHUX OIyMOK Ta
oBediHKM. MeTaaHasli3 pe3ybTaTiB paHAOMi30BaHUX I1ale00-KOHTPOIbOBAHUX BUIIPOOYBaHb
IPOTUEMINIENITUYHUX JTiKapChKUX 3ac00iB MOKa3aB fiesike 30ibIIeHHS PU3UKY BUHUKHEHHS
cyluMpganbHUX JYMOK Ta MOBeHiHKM. MexaHi3M BUHMKHEHHS TaKOTO PU3UKY He BUBYEHUH. Y 3B'I3KYy 3
HasIBHICTIO TAKOT'0 PU3UKY CTaH IMAIiEHTIB CJIifi KOHTPOJIIOBATH IIOA0 O3HAK JeNpecii, CyinuaanbHIX
IYMOK Ta TIOBE[iHKM i Mpu HeoOXimHOCTI KopuryBaTu iikyBaHHs. [TauieHTiB (abo ix omikyHiB) cig
TIOTIEPeUTH ITPO HeoOXigHICTh MOBiTOMISATH PO OyIb-IKi CUMIITOMHE [elNpecii, CyiluganbHUX TyMOK
Ta IIOBEIHKY CBOEMY JIiKaplo.

He3ssuuHa abo azpecusHa nogediHKa



JleBeTHpalleTaM MOXKe CIPUYUHUTH IICUXOTUYHI CUMIITOMY Ta MOPYILIEHHS MOBEAIHKY, BKIII0Yal04yu
OPaTiBIUBICTh Ta arPECUBHICTh. 3a NallieHTaMU, gKi IPpUUMaTh JieBeTUpaleTaM, CIIif CIoCcTepiratu
IIIOI0 PO3BUTKY IICUXIYHUX O3HAK, IO CBiqYaTh PO BaXK/IUBi 3MiHK HACTPOIO Ta/abo 0COOUCTOCTI.
[Tpu nosiBi TaKol IIOBEiHKY PEKOMEHIYETLCS afalTyBaTH JIiKyBaHHS a00 IMOCTYIIOBO HOT0 BiIMiHUTH.
[Tpu HeoOximHOCTI BimMiHM NiKyBaHHS OUB. iHGopMarriio y po3mini «Crocib 3acTocyBaHHS Ta HO3U».

3azocmpeHHs Hanaois

4K i mpu 3acTOCyBaHHI iHINX IPOTHEMINIENITUYHUX JTiKapChKUX 3ac00iB, 3aCTOCYBaHHS
JIieBeTHpalleTaMy Moxe 3pifgKa 30imbIMTH 4acToTy abo TAXKKicTh Hamany. [1po 1eit mapagoKcanbHUN
eeKT HalyacTillle MOBIIOMIISAIIU IPOTATOM IIE€PILIOTr0 MiCAILS MiCd I04YaTKy 3aCTOCYBaHHSA
neBeTHpaleTamy abo mpu migBuieHHi go3u. Llet epekT OyB 000POTHUM ITiCIIST TPUITUHEHH S
3aCTOCYBaHHS JIiIKapChKOT0 3aco0y abo mpu 3MeHIleHHi 103u. I1alieHTaM CIif mopaguTyd HeranHo
3BEPHYTUCS 3a KOHCYJBTAIIEI0 N0 IXHBOTO JIiKaps y pa3i 3arocTpeHHs erninencii. Hanpuknapm,
TIOBiIOMJISINIOCS IIPO BiACYTHICTh e(heKTUBHOCTI abo MOTipIIeHHs Cy0oM y Ialli€eHTiB 3 eminerncieo,
TII0B’513aHOI0 3 MyTalligMu anbda-cyOomrHUIl 8 HaTPieBOro MoTeHIlian3anexkHoro kaHany (SCN8A).

ITodoesacenHna inmepsany QT Ha enekmpokapdioepami (EKI')

[IpoTAroM IOCTMapPKETHHTOBOTO CIIOCTEPEXKEHHS IIOBITOMIISIIM IIPO PigKi BUMAAKK IIOJOBXKEHHS
intepBany QT na EKT'. JIeBeTupaiietam ciifi 3 06epeXHiCTI0O 3aCTOCOBYBATH TallieHTaM i3
nofoBKeHHAM iHTepBany QT, maiieHTaMm, sIKi 0qHOYaCHO IPUIMAaIOTh JIiKapChKi 3acobu, 110
BIIJIMBAIOTH Ha iHTepBasn QT, Ta mallieHTaM i3 BigmoBigHMMM HAasIBHUMU 3aXBOPIOBAaHHSIMU CepIlst a0o
eJIeKTPOTITHUM [ucOaraHCoOM.

Himu.
[TpemapaTt y popMi TabneToOK He IPUAATHUN [/ 3aCTOCYBaHHS HEMOBJISATAM i HiTSM BiKOM 10 6 POKiB.

HasBHi maHi om0 fiTel He CBig4aTh IIPO iCHYBaHHS BIJIMBY Ha PO3BUTOK 1 CTaTeBe NO3PiBaHHSA.
OpHak gOBTOCTPOKOBUY BIIJIMB Ha 3[ATHICTh N0 HaBYAHHS, iHTEIEKT, PO3BUTOK, eHIOKPUHHI (QYHKIII,
CTaTeBe [03PiBaHHA 1 PENIPOAYKTUBHY (DYHKIIIIO y AiTel 3aIUIIAa€ThCSI HEBIIOMUM.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py0010.
KiHKY PenponyKTUBHOIO BiKy

CnenuianbHi peKOMeH[alil Cllifg HajaT KiHKaM peIpPOAyKTUBHOTO BiKy. JIiKyBaHHS JIeBeTHpaleTaMoM
NOTPiOHO MEePerisHyTH, SKIO XKiHKa MJIaHy€e BaTiTHICTD. fK i Mpu 3acTOCyBaHHI BCixX
IIPOTUEMINIENITUYHUX 3ac00iB, CITiJ YHUKATH PAIllTOBOI BiMiHU JIeBeTHpalleTaMy, OCKiJIbKY Ile MOXKe
IIPU3BECTH 10 Halagy CygoM, II0 MOXKe MaTé CeMpO3Hi HACiAKY AJig XKiHKYM Ta HeHapOKeHOl
OUTUHYU. Y pa3i MOXKJIMBOCTI CIlif BiffjaBaTH IepeBary MOHOTepalil, OCKiTbKY JTiKyBaHHS AeKiTbKoMa
IIPOTUEMINIENTUYHUMY 3acobamMu MoxKe OyTH IIOB’si3aHe 3 BUIIUM PU3UKOM BPOIXKEHUX Bafl, HiXK IIPH
3aCTOCYBaHHI MOHOTepaIrii, 3ajekHo0 Bif KoMOiHallii mpenapartis.

BaritHicTh

Benuka KinbKiCTh IOCTMapKETUHTOBUX aHUX, OflepKaHUX Bifl BaTiTHUX XKIHOK, IKi 32aCTOCOBYBaJIu
neBetupaneTaM (6inbmie 1800 xkiHok, cepen sikux 1500 KiHOK 3aCTOCOBYBasu IIpenapar npoTsarom I



TPUMECTPY), He CBif4aTh PO MiABUILIEHNN PU3UK 3HAYHUX BPOAKEHUX Baf. I[CHye TiTbKU 0OMexKeHa
KiJIbKiCTh JAHUX PO PO3BUTOK HEPBOBOI CUCTEMH [HiTeH, SIKi 3a3Ha/IM BIIMBY MOHOTEpaIil
JeBeTupaleTaMmoM in utero. OgHaK icHyiwoui emigemionoriuni gocmigxkenus (mpubnausuo 100 mitei) He
CBig4aTh Mpo MifBUILIEHUHN PU3UK Po371afiB abo 3aTPUMKH PO3BUTKY HEPBOBOI CHCTEMH.
JleBeTupalleTaM MOXKHa 3aCTOCOBYBaTH Y IIePiof BariTHOCTI, SIKIIO IiCJIg PeTeNIbHOI OLiHKY I1e
BBaXKa€THCA KITiHIYHO HEOOXigHUM. Y TaKOMYy pa3i peKOMEeHIY€EThCS 3aCTOCOBYBATH HAaWHUXKYY
e(peKTUBHY T03y.

®i3i010Ti4HI 3MIiHU B [IEPIOf BariTHOCTI MOXYTh 3MIHIOBATU KOHIIEHTpPALiI0 JieBeTupaueTtamy. [1ig yac
BaTiTHOCTI CIIOCTepiranocs 3HUKEHHS II7Ta3MOBOI KOHIIEHTpallil 1eBeTHupalieTaMy. Take 3HUXKEHHS
HaibineIn Bupaxene y III TpumecTpi (o 60 % Bim BUXimHOI KOHIIEHTpAIlii {0 BariTHOCTI). Crin
3a0e3MevyuTy HalleXXHUM KITiHIYHWM HaTJIs] 3a BariTHUMU XiHKaMu, SIKi OTPUMYIOTh JIEBETHpAlleTaM.

[Iepion rogyBaHHSA TPYAOI0

JleBeTHpalieTaM IIPOHUKAE ¥ TPYIHE MOJIOKO XKiHKM. TOMY rOOyBaHHS I'PYAOI0 HEe PeKOMEHIOBaHe.
OmHak SIKINO JIeBeTUpalleTaM HeoOXiIHO 3aCTOCOBYBATH Y MePiofl TOOYBAHHS T'PYIOIO, CIIifl 3BaXKUTH
KOPUCTh Ta PU3UKHM JIIKYBaHHS Ta BaXK/IUBICTh TOMyBaHHS TPYIIIO.

Bronus Ha penpoOvKTUBH HKIIIIO

He BusiBNIeHO BIJIUBY Ha PENPOAYKTUBHY (DYHKIIIO ¥ TBapuH. [I0TeHIINHNYN PU3UK OJIg TIOOUHU
HEeBIIOMUH, TOMY 1LI0 HeMa€ JOCTYIIHUX KITIHIYHUX JaHUX.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizmamu.

JleBeTupaleTaM He3HAYHO a00 MOMiPHO BIIMBA€E Ha 3[ATHICTh KEPYBATH aBTOTPAHCIOPTOM abo
IIpaltoBaTy 3 IHIIMMU MeXaHi3MaMu. Yepe3 MOXIIUBY iHOUBIAyaIbHY Yy TIUBICTE AesKi MallleHTU
MOXKYTb BiJ3Ha4YaTy COHJIUBICTh, 3allaMOPOYEHHS Ta iHIII CUMIITOMH, [I0B’I3aHi i3 BIJIMBOM Ha
IIeHTpaIbHy HEPBOBY CUCTEMY, 0COOIMBO Ha MOYaTKY JIiKyBaHHS a0 y mpoiieci 30inbiIeHHs 103H1.
Tomy TakuM nalieHTaM ciif 0yt 06epeXHUMH, 3aiMal0YuCh AisNIbHICTIO, 10 MOTPe0ye MigBUIIEHOI
KOHIIEHTpAIlil yBaru, HallpuKJIafd Ipu KepyBaHHi aBTOM0OisieM ab0 poOOTi 3 iHIMMMHU MeXaHi3MaMu.
[TamieHTaM PEKOMEHOYEThCS YTPUMYBATHUCS Bil KePYBAHHS aBTOTPAHCIIOPTHUMH 3aco0aMu Ta PoOOTH
3 iHIIMMU MeXaHi3MaMH, TOKU He OyZe BCTAHOBJIEHO, 110 IXHS 3MATHICTh 3aliMaTUCS TaKOI0
OiAIBHICTIO HE NOpYILIeHa.

Cnocid 3acmocyeaHHsi ma do3u.

TabmeTKu crifg mpuiMaT BHYTPIITHbO, 3alIMBal0OYX JOCTATHHOIO KiNIbKICTIO PimuHY, pa3oM 3 ixketo abo
6e3 Hei. [Ipu mepopalIbHOMY 3aCTOCYBaHHI JieBeTHpalleTaM MOXKe MaTH TipKuM IIpHCMaK.

o60By 103y PO3MOMINMKATYA Ha 2 OOHAKOBI 103M.

[TapiianbHi Hamagu

PekxoMeHOoBaHa go3a Oy MOHOTeparil (malieHTy BiKoM Bif 16 pokiB) Ta mOOATKOBOI Teparlil €
OJHAKOBOIO Ta 3a3HaYeHa HUXKYE.



Yci nokasanug

Hopocsi (= 18 pokiB) ma nioaimku (8ikom 8i0 12 0o 17 pokis) 3 macorw miaa 8iod 50 ke

[TouaTKOBa TepamneBTUYHa f03a cTaHOBUTL 500 Mr 2 pa3u Ha mo0y. Lle moyaTkoBa [03a, 1110
IPU3HAYaAETHCS Y MEePIInii JeHb NTiKyBaHHg. OgHaK HKUXK4Ya 1moyaTkoBa go3a 250 Mr 2 pa3u Ha f00y
MoxKe OyTH 3aCTOCOBaHa JlikapeM Ha OCHOBI OI[iHKY 3MEHIIIEHHS YaCTOTH Cy[IOM ITOPiBHSIHO 3
NOTEeHIINHUMY MOOiuHNMY peakuisMu. LIg mo3a moxke 6yTu 36imbineHa qo 500 Mr 2 pa3u Ha go0y
yepes 2 THXKHI.

3asiexHO Bif KJTiHIYHOI KapTUHHU i TEPEHOCUMOCTI ITpemnapaTy K060By K03y MOKHa 30iIbIINTH 10
MakcumanbHOl 1500 Mr 2 pasu Ha mo0y. 3miHioBaTu 703y Ha 250 mMr a6o 500 Mr 2 pa3u Ha mo0y
MOXKHa KOXKHIi 2—4 TUXKHI.

[limu gikoM 8i0 6 pokie ma nidaimku (8ikom 8i0 12 0o 17 pokig) 3 Macow miaa meHwe 50 Ke

Jlikap mMOBUHEH IpPU3HaYaTH HaWOiNbI BignoBigHy niKapchky GopMy, 0O3yBaHHS Ta (GOPMY BUITYCKY
3aJIe’XHO Bifl MacH Tina, BiKy Ta fo3u. [HdopMallito mogo Kopekiil Jo3yBaHHS 3aIeKHO Biff MacH Tifla
OUB. V po3Oiii «[IiTu».

IIpunuHeHHA AIKYBAHHA

Y pagi HeoOXimHOCTI TPUIUHEHHS IPUIOMY IIperapaTy BiIMiHY PEKOMEHAYETLCS TPOBOOUTH
IIOCTYIIOBO (HAIPUKIIAM, OIS JOPOCIHNX Ta MifIiTKiB 3 Macoio Tina 50 Kr Ta Oinbile - 3MeHITyBaTH
no3y 500 mr 2 pa3u Ha 0o0y KoxHi 2—4 THXKHI; [7g [iTel Ta MiIiTKiB 3 Macoio Tina MeH1e 50 KT
-3MeHIIIyBaTH Pa30By 03y CJIif He Oinbine Hik Ha 10 Mr/Kr 2 pa3u Ha fo0y KOXKHi 2 TUXKHI).

Oco6nuBi TpyIy NallieHTIB
ITauieHmu aimHb020 BIKY (8iKoM 8i0 65 pokKie)

Kopekiiisg no3u peKOMeHYETHCS MallieHTaM JIiTHBOTO BiKy 3 IOPYIIEHHAMHU (DYHKIIil HUPOK (OUB.
po3min «HupkoBa HEIOCTATHICTH).

Hupkoesa HedocmamHicmb

ITob6oBa mo3a mMoBMHHA OyTH iHOMWBiTya/IbHO CKOPUTOBaHA BifTIOBIMHO [0 CTaHY (QYHKIIOHYBAaHHS
HUPOK.

II71s1 KOPUT'YBaHHS 03U NOPOCIIMM BUKOPHUCTOBYBATH HaBeNeHY HUKYe TaOIHITO.

I KopuryBaHHS 003U 3a Tabnuiero HeoOXiqHO BM3HAUUTU piBeHb KiipeHcy KpeaTuriny (KK) y
MJI/XB.

KK mnst mopocnux Ta migIiTKiB 3 Macoro Tina 6inmbine 50 KT MOXKHA pO3paxyBaTH, BUXOOSIYH 3
KOHIIEHTpAallil CHPOBAaTKOBOTO KpeaTHHiHY, 3a (OPMYJIOI0:

[140 — Bik (poku)] X Maca Tina (xr)

KK (M1/xB) x 0,85 (mmsa XKiHOK).

72 x KK cupoBaTKu KpPOBi (MT/mm)



[Totim KK Kopurysatu BigmoBigHO [0 mioili moBepxHi Tina (I1I1T), K moka3aHO garti:
KK (mm/xB)

KK (mm/x8/1,73M%) x 1,73.

[T nauierTa (M%)
Tabnuis 1

Pexum mo3yBaHHS IIpX HUPKOBIiM HEJOCTATHOCTI AJI JOPOCIUX Ta MifJIiTKIB 3 HUPKOBOIO
HEeIOCTaTHICTIO 3 Macoo Tijia Oinmbire 50 Kr

CrymiHb TSXKKOCTi HIPKOBOI Kinipenc PexuwMm mo3yBaHHA
HeIOOoCTATHOCTI KpeaTUuHIHY

(mn/xB/1,73 M?)
HopmanrHa QyHKLIS HUPOK > 80 500 - 1500 mr 2 pa3u Ha go0y
Jlerkui CTyIiHb 50-79 500 - 1000 mr 2 pa3u Ha {00y
CepenHiii CTymiHb 30-49 250 - 750 mr 2 pa3u Ha noby
TSIXKUM CTYIIiHD < 30 250 - 500 Mr 2 pa3u Ha mo0y
TepMiHaneHa cTafis (MAIi€HTH, SKi - 500 - 1000 mr 1 pa3 Ha go6y"

nepeGyBaioTh Ha Aiamisi'")
Y nepumit meHb NiKyBaHHS NeBeTHpPAIleTAMOM PEKOMEHIYETLCS IIPUIiOM HaBaHTaXyBaJIbHOI 1031 750
MT.

“Micns miami3y peKoMeHOy€eThCs IPUoM J0maTKoBOI fo3u 250-500 Mr.

Ins miTeld 3 HUPKOBOIO HEJOCTATHICTIO JO3Y JIeBeTHPalleTaMy HeoOXifHO KOPUTYBATH BiIIOBIIHO [0
GYHKIIIT HUPOK, OCKINIbKY KITipeHC JeBeTupalleTaMy I0B’g3aHui i3 pyHKIli€lo HUpoK. Lig
PeKOMeH[allis I'PYHTYETLCA Ha OOCIiIXKeHHi 3 y4acTIO TOPOCIIKX TAI[iEHTIB i3 mMOpyIIeHHIMU GYHKIIi1
HUPOK.

[ns mipmiTkis, giten Ta HemoBnAT KK y mn/xs/1,73 M’ MOXKHA po3paxyBaTH 3 OTJISIy Ha

KOHIIEHTPAI[il0 KpeaTUHiHy B CHPOBATILi KPOBi (MI'/{JI), BAKOPUCTOBYIOUU TaKy ¢hopmyny (popmyna
[IBapia):

3pict (cm) X ks

KK (mn/x8/1,73 M)

KK cupoBaTKu KpoBi (Mr/mm)

Y piteit BikoM 1o 13 pokiB Ta migmiTKiB-giBuaTok ks = 0,55, y migniTkiB-xnomnuis ks = 0,7.



Tabmnuig 2

PexomeHpanii oo KOpekIil 4o3u Ay giTed (BiKoM Bif 6 POKiB) Ta MifIiTKiB i3 MOPYIIEHHSIMU
GyHKII1 HUPOK 3 Macolo Tifa MeHIie 50 Kr

CTymiHb TSIKKOCTi HUPKOBOI Kiipenc [liTy BikOM Bif 6 pPOKiB Ta MiAIiTKH 3
HeIOCTaTHOCTI KpeaTUHIHY Macoro Tina Mermre 50 kr'”
(mi1/xB/1,73 M%)

HopMmanbHa QyHKIIS HUPOK > 80 10-30 mr/xr (0,10-0,30 mii/kr) 2 pa3u Ha
mo0Oy

Jlerkuil CTymiHb 50-79 10-20 mr/kr (0,10-0,20 mm/Kr) 2 pa3u Ha
100y

CepenHil CTYIiHb 30-49 5-15 mr/kr (0,05-0,15 mm/kr) 2 pa3u Ha
no6y

TSIKKWU CTYIIiHb < 30 5-10 mr/kr (0,05-0,10 mm/kr) 2 pa3u Ha
no6y

TepMiHanbHa cTafis (mamienTu, | 10-20 mr/kr (0,10-0,20 mn/kr) 1 pa3 Ha

fKi mepebOyBalOTh Ha miasmisi) no6y %

1

( )Jln;{ Oo3yBaHHS [0 250 Mr, IS 03, He KpaTHUX 250 MT, KOIM peKOMeH0BaHe [03YBaHHS HEMOKIIMBO
OTpUMAaTH MPUUOMOM JIEKiJIbKOX TaOJIeTOK, a TAKOXK MJIS NALliEHTIB, SKi HEe MOXKYTh IIPOKOBTHYTH TaOlIeTKH, CIIif
3aCTOCOBYBAaTH OpajIbHUN po34MH neBeTupateTaMy (100 mMr/mi).

(2)

Y nepimii neHb TiKyBaHHS PEKOMEHIYETHCS 3aCTOCYBATH HAaBaHTAXKYBaIbHY HO3Y JieBeTHpaleraMy 15 Mr/Kr
(0,15 mm/xr).

(3)

[Ticns giamisy peKOMeHOY€EThCS 3aCTOCyBaTH fomaTKoBy 7o3y 5—10 mr/kr (0,05-0,10 mmn/kr).

ITeuiHkosa HedocmamHicmb

[MarieHTaM 3 TeTKUMU Ta MOMiPHUMY MOPYIIEHHIMU QYHKIIII MeYiHKY KOPEKIlis 1031 He oTpibHa. ¥
MAIEHTIB i3 TAKKAMY IOPYIIEHHAMEU QYHKII TeYiHKY KIipeHC KpeaTuHiHy MOXKe He TIOBHOIO Mipoio
BimoOpazkaTu CTYIiHb TSXKKOCTI HUPKOBOI HEIOCTATHOCTi. ToOMY, SKIII0 KJTipeHC KpeaTUHiHy
CTaHOBUTH < 60 Mi/xB/1,73 M, nigTpuMyouy 1060BYy 003y PEKOMEHAYEThCS 3MeHIIUTH Ha 50 %.

Himu

Jlikap mMOBUHEH MpU3Ha4YaTH HaWOiNbII BigNOBIOHY iKapchKy ¢hopMy, Ho3yBaHHS i (HOpPMY BUIIYCKY
JIeBeTHpaleTaMy 3ajleXKHO Bifl BiKy, MacH Tija i JO3H.

JleBeTupauetaM y popMi TabIeTOK HE PEKOMEHIOBAHUM IJIsT 3aCTOCYBAHHS TiTSIM BiKOM [0 6 POKiB.
LIi#1 rpyni namienTiB 6a2kaHo 3aCTOCOBYBATH JIEBOTHpallieTaM y GOpMi OpabHOTO PO3YHHY.

Kpim Toro, HasiBHi mo3yBaHHS TabJIeTOK HE PEKOMEHI0BAHO [IJI I0OYAaTKOBOI'O JIiIKYBaHHS [iTeH 3



Macor0 Tina g0 25 KT, Ojs Nalli€HTiB, SIKi He MOXKYTh TPOKOBTHYTH TabIeTKH, ab0 [ 3aCTOCYBaHHS
no3 mo 250 mr. BikoBi 06MexkeHHs, 3yMOBJeHi (OpMOI0 3aXBOPIOBaHHS, HaflaHi y po3mini
«IToka3aHHS». Y BCiX BUILleHaBeeHUX BUIIagKaX CJIil pO3MOYNHATHU JIIKyBaHHS JIeBeTHpaLleTaMOM Y
dbopMi OpasbHOTO PO3UYUHY.

Monomepanis

Besmnexka Ta e(eKTUBHICTH 3aCTOCYBaHHS JIeBeTUPAlleTaMy K MOHOTepail JiTaM i migmiTkam BikoM
0o 16 pokiB He BCTAHOBIIEHI.

IlaHi BigCyTHi.

ITioaimku (8ikom 16-17 pokie) i3 macorw mina 8i0 50 Ke i3 napuiaabHUMu Hanadamu 3 8MOPUHHON0
2eHepasisauieto abo 6e3 makoi, y AKux enepwe 0iazHoOCMoBAaHo eniaenciio

IwuB. Buiile po3min «/lopocai (= 18 pokis) ma nioaimku (12-17 pokig) 3 macotw miaa 8id 50 Ke».

ITodamkosa mepania 045 dimeu sikom 8i0 6 pokis ma nidsimkis (8ikom 8i0 12 0o 17 pokis) 3 Macorwo
miaa meHwe 50 ke

HemoBnsiTaMm i miTsiM BikoM 10 6 POKiB 6akaHO 3aCTOCOBYBATH JeBeTHUpalleTaM y GopMi 0pabHOTO
PO3YUHY.

[iTsiM BiKOM Bifi 6 POKiB OpajibHUM PO3YMH JieBeTUpalleTaMy CJIifl 3aCTOCOBYBATH [JIs JO3yBaHHSA
npenaparty fo 250 mr, s go3, He KpaTHUX 250 MT, KOJIU PeKOMeH0BaHe N03YBaHHS HEMOXKJIIUBO
OTpUMATHU NIPUNOMOM [IeKiTbKOX Tab/IeTOK, a TaKOXK MJIS MAI[iEHTIB, IKi HEe MOXYTh IPOKOBTHYTHU
TabJIeTKY.

Il ycix mokKasaHb CITifi 3aCTOCOBYBaTH HalMeHIy e(peKTUBHY f03y. [loyaTKoBa g03a Oy AUTHUHU
abo migmiTka 3 Macolo Tina 25 Kr moBMHHA CTaHOBUTH 250 Mr 2 pa3u Ha fo0y, MakcuMaJjbHa [J03a -
750 Mr 2 pa3u Ha go0y.

Hitsim 3 Macoto Tina Ginbire 50 Kr o3yBaHHS [AJIA YCiX TOKa3aHb IPU3HAYaloTh 3a CXeMOIo,
HaBe[eHO0 IS JOPOCIIHX.

uB. Bullle po3min «lopocai (= 18 pokie) ma nidaimku (12-17 pokis) 3 macorw miaa 8id 50 k2» Ons
yCiX IT0Ka3aHb.

IlonomiosxcHa mepanis 045 Hemosaam 8ikom 8i0 1 0o 6 micsauie

HemoBnsiTaM 3aCTOCOBYIOTE IIpenapaT y ¢opMi OpaIbHOTO PO3YHHY.

Himu.

JleBeTupatetaM y ¢popMi TabIeTOK HE PEKOMEHOOBAHU I 3aCTOCYBAHHS HiTSIM BiKOM [0 6 POKiB.
OpasnbHuil PO3YKH JeBeTUpaleTaMy CIifi 3aCTOCOBYBaTU HEMOBJISITaAM BiKOM Bif 1 mMicaud i giTam
BiKOM 10 6 pPOKiB.

Ilepedo3yeanHns.



Cumnmomu

[Tpu nepeno3yBaHHi TeBeTUPalleTaMy CIIOCTEePiraaucs COHIUBICTh, 30yIKEeHHS, arpecis,
IIPUTHIYEHHS OUXaHHS, IPUTHIYeHHS CBiIOMOCTIi, KOMa.

JIikysaHHA

Y BUDagKy rocTporo rnepeno3yBaHHS He0OXiIHO MPOMUBATU LINYHOK a00 BUKIMKATH OI0OBaHHS.
CnenianbHOTO @aHTUAOTY HeMa€. [1pu HeoOXigHOCTI TPOBOAUTH CUMIITOMATUYHE JIIKyBaHHS, V T.4. 3
BUKOPUCTAHHSAM reMofianisy (BuBoauthcs A0 60 % nepetupainietamy Ta 74 % MepBUHHOTO
MeTabomiTy).

ITo6iuni peakuii.

HarttyacrTime moBigoMiIsiiocs mMpo Taki mobivHi peakiii sk Ha30(papHuHTIT, COHIUBICTh, TOJIOBHUM Oifb,
migBUIIleHa BTOMITIOBAHICTD i 3anmamopoueHnHs. [Ipodinb mobiyHUX peakiiiii, 110 HaBOJUTHCS,
I'PYHTYETHCS Ha y3arajibHIOI0YOMY aHali3i JaHuX 11a1e60-KOHTPOIbOBAaHUX KITiHIYHUX BUMIPOOYBaHb.
LTi maHi JOITOBHIOIOTHCA 3aCTOCYBAaHHAM JieBeTHPalLleTaMy y BiAMOBITHUX PO3LIMPEHUX BIIKPUTUX
MOCTiMKEHHSX, @ TAKOXK ITOCTMAPKETUHTOBUM HocBimoM. [Tpodins 6e3meky TeBeTHpaleTamy
3a3BUYall CXOXKUU y Pi3HUX BIKOBUX I'pPyIax (HOPOCIIi Ta AiTH) IPHU 3aCTOCYBaHHI 3a Pi3HUMH
BCTAHOBJIEHUMHU TTOKa3aHHSIMU MIPU EIIiencii.

[ToGiyHi peakiiii, mpo sIKi MOBIMOMIIANIOCS V KITIHIYHUX [OCHTIIXKEHHSIX (CTOCOBHO NOPOCIIHUX, TiATITKIB,
[iTel i HEMOBJIAT BiKOM Biff 1 Micsls) i IPOTATOM IIOCTMapKETUHTOBOTO IIEPioAy, lepepaxoBaHi B
tTabnmuii 3 3a KlJacaMu CUCTEM OPTaHiB 3 BU3HAUEHHSIM IXHLOI 4acTOTH. YacTOoTa BU3HAYAETHCS TAKUM
YUHOM: TykKe dacTo (= 1/10), gacto (= 1/100, < 1/10), HewacTo (= 1/1000, <1/100), pigko (=
1/10000, < 1/1000) i gyxe pigko (< 1/10000).

Tabmuis 3

Kiacu cucreM ['DYIIY 3a YacCTOTOI0

W [ly2Ke 9acTo HacTo HegacTto Pinko B‘iy%g

[HdekIii Ta

iHBa3il Ha3zogapuHrirt [HpexIis

3 60Ky [TpoMOOITHM-TOIEeHis,

[KpoBi Ta lTeMKOIeHis [laHIUTOIEHIs,

miMmbaTraHol HEUTPOIIEHIf,

cucreMu ArpaHyIo0IUTO3

3 60Ky Peaxis Ha

iMyHHOI CUCTEMHU mikapchKuii 3acib 3
eo3uHO(imieo Ta
CHUCTEMHUMHU
mposiBamu (DRESS)?,
Tinep4yTIUBICTh
(BK/TI0YAlO4Yu
QHTiOHEBPOTUYHUU
HabpsK i
aHadinakciio)

[TopylieHHA IAHODeKCis 3HUKEHHS MacH Tifa, CinoHaTpieMis

Xap4YyBaHHA Ta 30inbIIeHHS MacH Tina

0OMiHy PEYOBUH




[Mcuxiugi [enpecis, Crpo6u camory6cTBa, Cyinup, po3anu OO6cecuBHO-

[pOo3MTagu BOPOXKICTBH/ CyluKMOanbHi TyMKH, 0COOUCTOCTI, KOMITYJIbCUB-HI
arpecis, IICUXOTHYHI po3yami, OPYIIEHHS posnanu®
TPHUBOXKHICTb, QHOMaJIbHa IoBeMiHKa, MUCJIEHHS, Jelipii
0e3COHHS, TaJTIONMHALI, THiB,
HEPBO3HICTH/ CILIyTaHICTE CBILOMOCTI,

MpaTiBNuUBiCTh MaHiuHi aTaky, abeKTUBHA
TabibHICTD/ 3MiHK
HACTPOIO, 30YIKEeHICTh

3 60Ky HepBOBOi |COHITUBICTH, Cymomu, IAMHE3is1, TOPYILIEeHHS XopeoarteTo3s,
cucTeMu TOJIOBHUY Oifb  [TOPYIIEHHS raM’siTi, IOPyLUIEeHHS MUCKiHe3id,
[piBHOBary, |[koopmuHartii/ aTakcis, rimepkinesig,
3alraMopOUeH-H4 [TapecTesis, po3nafu [TOPYIIEHHS XOOH,
eTaprisg, yBaru eHLledanonaTis,
TPEMOD [TOCUJIEHHS CYLOM,
37I0IKiCHUU
HEHPONENTUYHN]
curnpom”
3 60Ky opraHiB [lUTIIOoMisl, pPO3MHUTICTh
30Dy 30Dy
3 60Ky opraHiB BepTuro
CIIyXy Ta
iBHOBaru
3 60Ky cepus [TogOBKEHHS
inTepBany QT #a EKT
3 60Ky muxambHOI Karmrens

CHCTeMHU, OpraHiB
TPYOHOI KITITKH
Ta CEPeNOCTiHHSA

3 60Ky TpaBHOL Binb y XKUBOTI, [TaHKpeaTuT
ClICTEMU miapes,
MUCIeIICis,
0JII0BAHHS,
HygoTa
[ematobinmi-apHi BigxuneHHS Bifm HOpMU [leuiHKOBa
TOPYIIEeHHS [pe3yIbTaTiB NeYiHKOBUX |HEAOCTATHICTH,
mpo0 remaTuT
3 60Ky HUPOK i ['ocTpe ypaxXeHHS
Ce40BUMINb-HOI HUPOK
crucTeMu
3 60Ky LIKipH Ta BucunaxHs IAJIOTIeIisT, eK3eMa, TOKCUYHUH
TigIIKipHOi cBepOixk elifepManbHuR
KJTiTKOBUHU HEKpPOJIi3, CHHIPOM
CTtiBeHCca- I2KOHCOHa,
MynbTH(QOPMHA
epuTeMa
3 60Ky KiCTKOBO- M’s130Ba cnabKicTs, Pabmomiori3 i
IM’s130BO1 cucTeMH Imianrisa MMiIBUIEHHS PiBHSA
Ta CIIOIYYHOL KpeaTuHdochoki-Ha3u
TKaHWHY ly xpoBi®
3aranbHi AcTeHis/
TOPYILIEHHS [TigBHUIEeHA
BTOMJIIOBA-HICTh
[[paBMY, [[paBMU
OTPYEHHS Ta
YCKITamHEHHS
Iporenyp

Y ITuB. omuc OKpeMux MoBiYHNX pPeaKIliil.

2) - . e
(2) ITig 4ac MOCTMapKeTHUHTOBOI'O CIIOCTePeKeHHs 3adikcoBaHO OyxKe PifKicHi BUITagKKu PO3BUTKY 00CECHUBHO-
KoMITynbcuBHUX po3yaniB (OKP) y mamienTiB 3 OKP abo ncuxiyHuMuU po3inafaMu B aHAMHe3i.

(3)

HOH.II/IpeHiCTB 3HAYYyIIO BHUIIIA Y SITIOHITIB HOpiBHHHO 3 MalliEHTaM¥ He SIIOHCHKOT'0 ITOXOIXKEHHS.



Onuc okpeMux mo6iYHUX peakirin

MyavmuopeaHHi peakuii zinepuymaugocmi

Y matieHTiB, SIKi OTpHMyBasX JIeBeTHpaleTaM, PifKo MOBiIOMIANOCS IIPO My/IbTHOPTaHHI peakilil
rinepyyT/IMBOCTI (TaKOXK BigoMi SIK peaxliii Ha JTikapChbKui 3acib 3 e03MHOGIIIEI0 Ta CUCTEMHUMHU
nposiBamu (DRESS)). KniHiuHi IposiBU MOXKYTh PO3BUHYTUCS dyepe3 2-8 TUKHIB MiCIId T0YaTKy
nikyBauH4. Li peakiil 6yBatoTh pi3HUMHU, ajie 3a3BUYail iX IPOSIBaMU € rapsuka, BUCUIIaHHS, HAOPSIK
o6nuuus, niMmpaneHonarii Ta remMaTonoriuli nopymenHs.TakoX BOHU MOXKYTh OyTH ITOB’s13aHi 3
ypaXkKeHHSIM Pi3HUX CUCTEM OPraHiB, IPUYOMYy HaldacTille - neviHku. [Ipu mimo3pi Ha
MyJIbTUOPTaHHY PeaklI(ilo rinep4yyTIUBOCTI CJIif IPUIUHUTH IPUKOM JIeBeTUpalleTaMy.

Pu3uk aHopekcii 3pocTae mpu 0OIHOYACHOMY 3aCTOCYBaHHi JIeBeTUpalleTaMy 3 TomipamaToM. Ilpu
IIPOSIBaxX aJomellil y mesKuX BUIaiKax Bil3Hayasiocs BiIHOBIEHHS BOJIOCSHOTO TOKPUBY IiCHs
MIPUMIMHEHHS 3aCTOCYBaHHSA JIeBeTHpalleTaMy.

[Tpu nposiBax MAHUUTOIEHI] y IesAKUX BUNAagKaxX CIIOCTePiranocs NpUrHideHHs KiCTKOBOT'O MO3KY.

Bunagku eHlledaromnarTii 3a3Bu4ai CIIoCTepiraaucs Ha IO4YaTKy JIiKyBaHHS (Bif AEeKiIbKOX [HIB 0
KiJIbKOX Mics1iB) i 6yau 000pOTHUMHU MiCIig IPUIHUHEHHS JTiKyBaHHS.

Himu

[Tpodinb mobivHUX peakiliii JeBeTUpalleTaMy 3arajloM CX0XKUH y pi3HUX BIKOBUX I'PyIlax Ta IIPU BCix
3aTBePAXKEHUX II0Ka3aHHAX elierncii. Pe3ynbraTu mono 0e3meku 3aCTOCYBaHHS IIpenapaTy OiTaM,
OTpUMaHi y mpo1ieci maane60-KOHTPOIbOBaHUX KIIHIYHUX AOCTiAKEeHb, BifNoBigany npodinio
Oe3neku IeBeTUPAIETaMy y JOPOCIIUX, OKpiM IOOIYHUX peaklii 3 60Ky MOBEHiHKY Ta MCUXIKH, SIKi Y
miTe#t Oymu GiNbIN YaCTHMHU, HiXK Y HOpocnux. Y miTed Ta mimmmiTKiB BikoM Bimg 4 mo 16 pokiB G110BaHHS
(myxe gacTto, 11,2 %), 30ymxkenicts (4acto, 3,4 %), 3MiHa HacTpoio (dacto, 2,1 %), apekTuBHA
nabinbHicTh (wacTo, 1,7 %), arpecis (dacto, 8,2 %), aHoMasbHa MoBefdiHKa (4acTo, 5,6 %) i netapris
(gacto, 3,9 %) cnocrepiranucs 3 OiNIBIIO0 YaCTOTOIO, HiXK B iHIINX BIKOBUX Ipymax abo y 3araabHOMY
mpodini 3 6e3meku. Y HEMOBIIAT i miTel BikoM Bif 1 micsiisg 0o 4 poKiB ApaTiBNMMBICTh (OyXKe 4acTo,
11,7 %) Ta mopyIIeHHs KoopauHaliii (4acto, 3,3 %) crmocTepiramucs 3 O6ibIIO0 YacTOTOI0, HiX B
iHmux BikoBUX rpynax abo y 3arajbHoMy npodini 3 6e3neku.

Ouinka BIUIUBY JieBeTUpalleTaMy Ha KOTHITUBHI Ta HEUPOIICUXOJIOTIYHI IOKa3HUKY Y OiTeX BiKOM Bif
4 no 16 pokiB 3 mapIriaJTbHUMK HallaflaMy II0Ka3aja, Io JieBeTupaleTaM He BifpisHsaBcs (He OyB
MeHI e(eKTUBHKM) Bif 1tare6o 1000 3MiHK Bifi BUXiIHOTO PiBHS yBaru i mam’sTi 3a mkanoiw Leiter-
R, cymMapHOro nokasHuKa IePEeBipKY MaM sATi y IOy sLil BigmoBiIHO K0 IPOTOKOIy. Pe3ynbraTi,
TII0B’I3aHi 3 IOBEJiIHKOBUMU Ta eMOLIMHUMY (DYHKIIAMY, BKa3yBall Ha IIOCUTIEHHS Y NALi€HTIB, IKUX
JIIKyBau JieBeTUPalleTaMOM, arPeCUBHOI IIOBEIiHKY, 1[0 BU3HaYalach CTaHAapPTU30BaHO i
CHCTeMATUYHO, i3 BUKOpUCTaHHSIM Banigu3oBanux 3acobiB (CBCL - Achenbach Child Behavior
Checklist - KoHTponbHUM CIIUCOK OUTSI40]I moBefiHKY AxeHOaxa). OgHaK y Malli€HTiB, SKi OTPUMYBajIu
JIleBeTUpaleTaM y IIPOolieci JOBrOCTPOKOBOTI'O BiKPUTOTO AOCIIiAXKEHHS II0JaIBbIIOr0 CIIOCTePeXKeHHs,
y CEpefHbOMY He CIIOCTepiraaocs MOpylLIeHHs IOBENIHKOBUX Ta eMOLIMHUX (YHKIiN, 30KpeMa
IIOKa3HUKM arpeCUBHOI TOBEOiHKY He Oy TipIIMU 3a BUXiOHUYN PiBEHbD.

[ToBigoMIIeHHS MTPO Mimo3pioBaHi mo6iuHi peakirii

[ToBimomneHHs mpo 1mob6iuHi peakilil micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HaYEHHS.
Lle mae 3MOry IPOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IILOTO
JIiKapCchKOro 3aco0y. MeguuHuM Ta (apMalleBTUYHUM IIpalliBHUKAM, a TaKOX IallienTaM abo ix
3aKOHHUM IIpeACcTaBHUKAM CJIifl MOBiJOMJIATH IIPO yCi BUMAAKHY Mif03pI0BaHUX MOOIYHUX peaklii Ta



BifICYTHOCTI e(peKTUBHOCTI JTikapChbKOro 3aco0y yepe3 ABTOMATH30BaHY iHGOPMAIlifiHy CUCTEMY 3
dbapMakoHarasAmy 3a MocunaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

3 POKH.

YmMmoBH 30epiranns.
30epiraTu B OpUTiHANbHIN YIIaKOBI Tpu TeMepatypi He Buiie 25 C.

30epiratu y HegOCTYIIHOMY OJIS1 OiTeU MiCIi.

YnakoBka.

[To 10 Tabnetox y GiicTepi; mo 3 abo mo 6 GicTepiB y KAPTOHHIN yIIaKOBIIi.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHHUK.
Kycym Xentxkep IIsT JITH/

Kusum Healthcare Pvt Ltd.

Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJgpeca MicCllsi MIPOBaXKeHHsS HOro His/IbHOCTI.
CII-289 (A), PIIKO Inpactpian apea, Yomaski, bxiBani, [lict. AnBap (PagxacTtan), [Hmis/

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


https://aisf.dec.gov.ua

THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiKapChKOT0 3aco0y

JIOTY®EH"

(LOGUFEN®)



Cknao:
ditoua pevosuHa: neBetupaieraM (levetiracetam);
1 TabneTKa, BKpUTa IIiBKOBOIO 000JIOHKOI0, MiCTUTH JieBeTupanetamy 250 mr a6o 500 mr;

O0ONOMIJCHI peuosuHU: KpOXMallb KYKYyPYO3sSHUM, ITOBiMOH, HAaTPilo KpoCKapMeso3a, KPEMHII0 TiOKCH[
KOJI0igHu# 6e3BOOHUM, MarHilo cTeapar;

nsjiskoae nokKpumms#:

tabnetku no 250 mr: Opadry (1) 85G68918 6inuii (cnupT nomiBiHinoBui, Tutany miokcup (E 171),
TaJIbK, IIOJIieTUJIEHTJIIKOIIb, JIIUTHUH);

tabnetku o 500 mr: Opadry (II) 85G52482 xkoBTHi (CIUPT NMOJIBiHINOBUY, TaNbK, TUTaHY Hiokcup (E
171), monieTUNEHTTiKOMNL, IEUTHH, 3ajli3a okcup xxoBTui (E 172)).

JIikapcbka ¢opma. TabmeTKy, BKPUTI ITiIBKOBOIO 000I0HKOIO.
OcHosHi (pi3uko-xiMiyHi 8 1acmusocmi:

tabrmeTku mo 250 MT: oBasbHI TaOneTKH, BKPUTI IIiBKOBOI 000JIOHKOIO Bif 6itoro mo Maiixke 6inoro
KOJIbOPY, 3 PO3MOIiIb Y00 PUCKOIO 3 OMHOTO GOKY;

tabneTku mo 500 Mr: oBanbHi TabIETKY, BKPUTI ITIBKOBOIO 060JI0HKOI0 2KOBTOT'0 KOJIHOPY, 3
PO3MOAiNTBY0I0 PUCKOIO 3 OMHOTO OOKY.

dapMmakoTepaneBTHYHA rpyna. [Ipotueminentuyni 3acobu. JleBeTupaneTam.

Kom ATX NO3A X14.

®Papmako.102iuHi 8 1acmueocmi.
®apmakoOuHamika.

JleBeTupaleTaM € IOXiAHUM MipOJIifoHY (S-eHaHTiOMep anbha-eTUI-2-0KCO-1-IiponiguH-aueTaminy),
3a XiMi4YHOIO CTPYKTYPOIO BilPi3HAETHCS Bif BifOMUX MPOTHEMiNIENTUYHUX JTIKAPChKUX 3aC00iB.

Mexani3M mil

MexaHi3M [il meBeTUpalieTaMy HeJOCTaTHLO BUBYEeHHU. Ha migcTaBi IpoBefeHUX AOCIigXKeEHb in Vitro
Ta in Vivo IPUIyCKaloTh, 10 JiIeBeTUpalleTaM He 3MiHIOE OCHOBHiI XapaKTEePUCTHKH HEPBOBOI KITiTUHH i
HOPMaJIbHy HEMpOTpaHCcMicito. [locaiaKeHHd in vitro oKasay, 0 JieBeTUpaleTaM BIJIMBA€E Ha
BHYTPIIIHLOHEHPOHabHI piBHi Ca’ IITXOM YaCTKOBOTO IPUTHiYEHHS TOKY yepe3 Ca’-KaHanu N-Tumy
Ta 3HMKEeHHS BUBiNbHeHHA Ca’3 iHTpaHelpOHANbHUX [eHo. BiH TakoX YacTKOBO HiBeTIoe
npurHidenuss TAMK- Ta riiuuH-peryiro0BaHOro CTPYMy, 3yMOBJIEHE Mi€l0 IUHKY Ta B-KapOomiHaMu.
Kpim Toro, y mporieci focmigKeHs in vitro neBeTupaneTaM 3B’ s13yBaBCA 3i crieuivHuMU OiTTHKaMU
y TKaHMHaxX MO3KY Ipu3yHiB. MiciieM 3B’s13yBaHHS € OiJIOK CHHANITUYHUX Be3UKYN 2A, 110 6epe y4acTb



y 3/IUTTi BE3UKYJI Ta BUBLIbHEHH]I HeUpoTpaHCcMiTepiB. CIIOPifHEHICTE (Y paHTOBOMY IIOPSIIKY)
JeBeTHpaleTaMy Ta BigIOBIIHUX aHAJIOTIB 3 6iTKOM CMHANTHYHUX BE3UKYIT 2A KOpesoBaa i3
IOTY2KHICTIO 1IX IPOTUCYIOMHOI [il Yy MOeNsAX aygioTeHHol eminencii y mutuei. 1li pe3ynpTatu amTh
3MOTY IPUIIYCTUTH, 1110 B3aEMOZIS MiXK JIeBeTUpaIleTaMOM Ta OiTKOM CHHANTUYHUX Be3UKYI 2A MOXKe
YaCTKOBO TOSCHIOBAaTH MeXaHi3M IIPOTUEMINIENITUYHOI fil Ipemnapary.

dapmakomrHaMiyHi ePerTH

JleBeTupaneTaM 3a6e3meyye 3aXUCT Bifl Cy[IOM Y IITMPOKOMY CIIEKTPi MOfiesiel mapiiabHUX Ta
IIepPBUHHOTeHEepaIi30BaHUX HalafliB y TBAPUH, HE CIIPUYMHSIIOUN IPOCYOOMHOT0 edeKTy. OCHOBHUMU
MeTabOTiT HeaKTUBHUH.

Y nmopuHY aKTUBHICTE IIpenaparTy HiATBepAXKeHa K Moo (GoKalbHUX, Tak i MO0 TeHepasi3oBaHuX
eMiIeNITUYHUX HanafiB (eniienTugopMHi IposiBu/poTonapokcu3Maibia peakilis), 10 CBITYUTh IIPO
IIMPOKUH CIIEKTP (papMaKOIOTiYHOT0 ITPOdiio TeBeTHpaleTaMy.

dapmakoKiHemuxka.

JleBeTHpalieTaM XapaKTepPU3YyETHCSI BUCOKOIO PO3UYUHHICTIO Ta IPOHUKHICTI0. ®apMaKOKiHEeTHKA
HOCHUTbH JIIHIMHUY XapaKTep, He 3aJIeXUTh Bi] 4acy Ta XapaKTepu3yeThCS HU3BKOK MiX- Ta
iHTpacy6’eKTHOIO MiHNUBiCcTIO. [Tic MOBTOPHOTO 3aCTOCYBaHHS IIpenapaTy KJlipeHC He 3MiHIOETHCS.
O3Haxk BIUIMBY CTaTi, paCy 4Y¥ UMPKAagHOTO PUTMY Ha (hapMaKOKiHETUKY He Big3Hadanocs. [Ipodinb
dbapmakokineTrKu OYB MOAIOHUM y 3[OPOBUX TOOPOBOJILIIIB Ta XBOPUX Ha eIiJiernciio.

3aBIgKY [IOBHOMY Ta JIIHIHHOMY BCMOKTYBaHHIO PiBeHb IIpenapaTy y Iaa3Mi KpoBi MOXKHa
nepen0avyuTH, BUXOASYHU 3 IepPOPajIbHOI 03K JIeBeTUpalleTaMy, BUpaxKeHoi y MisirpamMax (Mr) Ha
KinorpaM (kr) Macu Tina. ToMy BiicTexXyBaTH I1JIa3MOBUH PiBeHb JIeBeTHUpalleTaMy HEMa€E IIOTpebu.

Y mopocnux Ta fiTel Big3Hadasacd 3HauHa KOpeJsdlisd MiXK KOHIIEHTpalli€lo npenapary y CJIuHi Ta
IJ1a3Mi KpOBi (CIiBBigHOIIEHHS KOHIEHTPALlill y CJIMHI/IIa3Mi KpoBi KonuBanocs Big 1 go 1,7 micnsa
IpuioMy TabJeTOK [Jig IepopPabHOr0 3aCTOCYBaHHS Ta yepe3 4 TOAWHY IiCs IIPUIOMY OpaibHOTO
PO3YUHY).

Ilopocai ma nioaimku

BcMoOKTYBaHHSA

JleBeTupalieTaM IIBUAKO BCMOKTYEThLCS IIICIIs IIEPOPATIbHOT0 3aCTOCYBaHHsS. AGCOMIOTHA ITepopasibHa
6iomoctynHicTs 6mu3bKa 70 100 %. MakcrManbHa KOHIIEHTpalid y maa3Mi Kposi (C,,,,) DOCATaeThCs
yepe3 1,3 roguHy micnsg NpuiioMy fpenapaTty. PIBHOBaXXHUY CTaH OOCATAETHCA Yepel 2 AHi
3aCTOCyBaHHS IIpenapary 2 pasu Ha go0y. C,.. 3a3Bu4ay CTaHOBUTH 31 MKT/Mi Ta 43 MKI/MJI micys
pa3oBoi fo3u 1000 mr Ta moBTopHOl Ko3u 1000 Mr 2 pa3u Ha mo6y BipmoBigHO. CTyTiHB
BCMOKTYBaHHS He 3aJIe2KUTh Bifl JO3U Ta He 3MIiHIOETHCS i Ai€l0 1XKi.

Posnopin

[aHuX 1000 PO3MOAiNy IIpenapaTy y TKaHMHaX JIOOuHU HeMae. Hi neBeTupaneram, Hi X0T0
OCHOBHMY MeTab0IiT 3HAaYHUM YMHOM He 3B’SI3YI0ThCS 3 GimkaMu mma3mu KpoBi (< 10 %). O0’em
pos3mominy neBeTupaleraMy cTaHoBuTE Bif 0,5 mo 0,7 n/Kr, 1110 TpubIU3HO NOPIBHIOE 3aralbHOMY
00’eMy BOOM B OpraHi3Mi.

Mertabonizm



MeTabomi3M TeBeTUpAlleTaMy y TIOOWMHY He3HauHui. OCHOBHUM LIIIX0M MeTabomi3my (24 % mo3u) €
bepMeHTHUY Tifponi3 anetamigHol rpynu. I3ogopmu neyinkoBoro uutoxpomy P450 He 6epyTh y4acTi
B YTBOPEHHi 0CHOBHOTO MeTabomiTy - uch LO57. I'igponi3 aretamifHol rpymu criocTepiraBcs y
BEJIMKIil KiTbKOCTi TKaHWH, BKII0YA04HX KIiTHHY KPoBi. MeTtaborit uch L057 ¢papmakonorivHo
HEaKTUBHUU.

Takox Oynu BU3Ha4eHi gBa Apyropsguux Metabositu. ONUH YTBOPIOBABCS BHACIIIOK
TiAPOKCUTIOBAHHSA HipOTioHOBOTO KinbIld (1,6 % Big go3u), OPYTUil - BHACTIOK PO3IMKHEHHS
miposigoroBoro Kinbilg (0,9 % Big mo3u).

[HmIi HeBM3HAUYEHI KOMIIOHEeHTH cTaHoBunu nuiie 0,6 % Bim mo3u.

B3aeMHOro 1epeTBOPEHHS €HaHTiIOMEPIB JIeBeTUpalleTaMy Y¥ H0r0 OCHOBHOTO MeTaboIiTy B yMOBax
in vivo He CIIOCTepiraaocs.

Y mpotieci mocnifzKeHs in vitro neBeTHpaleTaM Ta HOT0 OCHOBHUIM MeTa00IiT He IPUTHIYyBaIn
aKTUBHICTh OCHOBHUX 130()0pM IediHKoBOro nutoxpomy P450 mopunu (CYP3A4, 2A6, 2C9, 2C19,
2D6, 2E1, 1A2), rmokyposintpancdepasu (UGT1A1, UGT1A6) Ta enoKcuArigpokcunasu. Takox
JieBeTHpaleTaM He IPUTHIYYE III0KYPOHIgallilo BalbIIPOEBOI KUCIIOTH in Vitro.

Y KynbpTypi renaToLuUTiB IIOAWMHY JIeBeTupaleTaM MaB cl1a0Kui BIIUB a0 K 30BCiM He BIIJIBaB Ha
koH'toramito CYP1A1/2, SULT1E1 a6o UGT1A1l. Y BuCOKMX KOHIIEHTpaIisfxX (680 MKr/Mi1)
JeBeTupaleTaMm cipuunHsaB cinabky iHpykuito CYP2B6 Ta CYP3A4, ogHak y KOHIIEHTpalligX, IOmiOHUX
no C,., Ticns moBTOpHOTo 3acTocyBaHHs 1500 Mr 2 pa3u Ha #o0y, 1ei BIIUB He OyB 6i010TivHO
3HauymuM. [laHi in vitro Ta gaHi in vivo mOK0 B3a€MOZIl 3 TepOopabHIMU KOHTpalenTHBaMy,
OUTOKCUHOM i BapdapuHOM BKa3yIOTh Ha Te, III0 B YMOBAaX in vivo 3Hauymol iHAyKnil pepMeHTiB He
0u4ikyeTbcsl. TOMy B3a€MOfis JieBeTUpaLeTaMy 3 iHIMMMU PeYOBMHAMU MaJIOMMOBIpHA.

BuBenenusa

[Tepion HamiBBUBEOEeHHS MpenapaTy 3 IJIa3MU KPOBi y OPOCIUX CTaHOBUB 7 = 1 rOAMHY i He 3ajieXXaB
Bifl 103H, MIJITXY BBeeHHS a00 MOBTOPHOT'0 3aCcTOCyBaHHs. CepeHil 3arajbHUM KITipeHC CTAHOBUB
0,96 M/xXB/KT.

OCHOBHa KiNbKiCTb ITpernapary, B cepefHboMy 95 % 1031, BUBOOUIIACS HUPKaMu (mpubau3uo 93 %
003U BUBOAUIIOCS MPOTsAToM 48 roguH). 3 KanoMm BuBogunocs nuiile 0,3 % go3mu.

KymynaTuBHe BUBE[€HHS 3i cedelo JIeBeTHpalleTaMy Ta #0r0 OCHOBHOTO MeTaboJIiTy cTaHOBUIO 66 %
Ta 24 % Bif 0o3u BigmoBigHO B nepiui 48 rogud. HupkoBuy KiipeHC neBeTupaleraMmy Ta ucb L0O57
cTaHOBUTH 0,6 MJI/XB/KT Ta 4,2 MJI/XB/KT BiflIOBIgHO, 110 CBiIYUTH IIPO BUBE[EHHS JIeBeTUpaleTaMy
IIJISTXOM TJIOMEePYIISIpHOI GinmbTpallil 3 momanbinoo peadbcopbiieio y KaHaNbLAX i 110 OCHOBHUM
MeTaboJIiT TAKOXK BUBOMUTHCS LIISIXOM aKTMBHOI KAHAJIBIIEBOI CEKpellii JOOaTKOBO OO0 TII0MepPYISpPHOi
GbinbTparlil. BuBeeHHS eBeTUpalleTaMy KOPETIIOE i3 KJIipeHCOM KpeaTHHIHY.

ITayieHmu AiMHbO20 BIKY

Y narieHTiB NTHLOTO BiKy Mepiof HaMiBBUBeOeHHS 3pocTae mpubnu3no Ha 40 % (10-11 rogun). Le
TI0B’SI3aHO 3 MOPYIIEHHSIMU GYHKINI HUPOK Y maHOi momynsLil (ouB. po3nin «Crocid 3acTocyBaHHS Ta
OO3U»).

IMopyweHHA pYyHKUII HUPOK

Bupumuii 3aranbHUE KITipeHC JIeBeTUPAIleTaMy Ta HOro OCHOBHOTO MeTaboJIiTy KOpesoe i3



KJIipeHCOM KpeaTuHiHy. ToMy IallieHTaM i3 MOMipHUMH Ta TSIXKKUMU MMOPYIIEHHSIMU QYHKII HUPOK
PEKOMEHIYEThCSI KOPUTYBATH MIATPUMYIOUY HOOOBY 03y JIeBeTHpalleTaMy BifTIOBIgHO M0 KITipeHCY
KpeaTuHiny (muB. po3min «Cmoci0 3aCTOCyBaHHS Ta JO3U»).

V manieHTiB 3 aHypi€lo y TepMiHanbHIN cTafil XBOpoOu HUPOK Mepiof HamiBBUBEOEHHS CTAaHOBUB
npubnu3Ho 25 Ta 3,1 romuHM BiAMOBIAHO y mepiof Mix ceaHcaMu [iasi3y Ta Iif Yac #0ro
npoBefeHHsd. [IpoTarom TUIOBOTO 4-TOOUHHOIO CeaHCy Aiani3y BuBopusocs 51 % neBetupaneramy.

ITopyweHHA PYHKUII neviHKu

Kripenc neBeTupalieTaMy He 3MIHIOBABCS y MALl€HTIB 3 JIETKUMU Ta IOMIDHUMU [IOPYLIEHHIMU
byHK1il mevinku. Y GiNbIIOCTI MAIlieHTiB i3 TAKKUMU MOPYIIeHHIMU QYHKIIII TeYiHKY KITipeHC
neBeTupaleTaMmy OyB 3HUKeHUM Oinbin Hik Ha 50 % BHACIOOK CYIyTHHOTO MOPYIIEHHS GYHKII
HUPOK (muB. po3ain «Crocib 3acTOCyBaHHS Ta [I03U»).

ITediampuyHa nonyaauia
Himu sikom 4-12 pokis

[Ticns 3acTocyBaHHS pa30Bol 103U (20 MI/KT) miTSIM, XBOPUM Ha eIiNienciio (BikoM Bifg 6 mo 12 pokiB),
1epion HamiBBUBENEHH JIeBeTUPalleTaMy CTAHOBUB 6 rOOUH. BUOUMMY KJlipeHC, BiTKOPUTOBaHUM 3
ypaxyBaHHSM MacH Tina, 6yB npubnusHo Ha 30 % BUIIKMM, HiXK Y JOPOC/IHNX NAlli€HTIB 3 eminencieo.
[Ticns mOBTOPHOTO TEpOpanIbHOro 3acTocyBaHHA (20-60 Mr/Kr/mo6y) y XBOpUX Ha eIiJiernciio mitei
(Bikom 4-12 pokiB) neBeTupaleTaM BCMOKTYBaBCs WBUAKO. C, .. y Ma3Mi KpOBi focsaranacs yepe3
0,5-1 ropuny nicns npuromy po3u. C,.. Ta Iolla Iif GapMaKOKiHETUYHOI KPUBOIO «KOHILIEHTpAaIlis-
yac» (AUC) 3pocTanu miHi#HO i 3anmexanu Bif mo3u. [lepio HamiBBUBeIeHHS CTAHOBUB MPUOIH3HO 5
TOAVIH, BUOUMUY 3arajbHUU KilipeHC - 1,1 MJI/XB/KT.

KriniuHi xapaKTepHCTHKH.
Iloka3annus.
MonoTeparmis (mpenapat nepiioro Bub0py) Ipu TiKyBaHHi:

- TlapIjiaJibHUX HamafiB i3 BTOPUHHOIO reHeparisalieio abo 6e3 Takol y JOPOCUX i MigIiTKiB BiKOM
Bif 16 pOKiB, y SIKUX BIIepIlle AiarHOCTOBAHO eMiJIencito.

fAK momaTKoBa Tepallis IpY JIIKyBaHHI:

- TlapIjiajbHUX HaIafiB i3 BTOPUHHOIO reHeparisalieio abo 6e3 Takoi y IOpPOCuX i miTer BiKoM Bif 6
POKIiB, XBOPUX Ha eIiJIerncio;

- MIOKJIOHIYHUX CYAOM Yy OOPOCTIHUX i MiAMiTKiB BiKOM Bifi 12 POKiB, XBOPUX Ha IOBEHIJIbHY
MIOKJIOHIYHY eIliJIelCito;

- IepPBUHHUX 'eHepaIi30BaHUX TOHIKO-KJIOHIYHUX HalafiB y AOPOCIIUX i MiAJiTKiB BikoM Bifg 12
POKiB, XBOPUX Ha ifjionaTU4yHy reHepasi3oBaHy emierncito.

IIpomunoka3zanus.

[TigBuIeHa YyTNIUBICTh [0 JIeBeTHPalleTaMy abo [0 iHIIKMX MOXigHUX MiPOTiIOHY, a TAKOXK M0 Oy/Ib-



SIKOl 3 MOMOMIKHUX PEYOBHH IIPemapary.

B3aemodisn 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.
IIpomuenizenmuyHi npenapamu

KriniuHi faHi, oTpUMaHi 3a y4acTIO JOPOCIIUX Malli€HTIB, BKa3yl0Th Ha Te, L0 JieBeTHupaleTaM He
BIIJIUBA€ HAa CUPOBATKOBY KOHIIEHTPALIil0 iCHYI0UNX IPOTUEMIIENTUYHNX IIpenaparis ((heHiToiH,
kKap6aMa3zeliH, BalabIIPOEBA KUCI0Ta, heHobapOiTan, 1aMOTPUAXKMH, raballeHTUH i TPUMIIOH), a
BOHH, 3i cBOro OOKY, He BIIMBAIOThL Ha (hapMaKOKiHETUKY JIeBeTUpalleTaMy.

BipcyTHi maHi momo KimiHiYHO 3HAYYIIOI B3aEMOil TiKapchKOro 3aco0y y MaIliEHTiB QUTSYOr0 BiKY, K
i y mopocnux, siki orpumyBanu g0 60 Mr/Kr/moby neBeTHpaleTamy.

PeTpocnekTuBHa olliHKa (hapMaKOKiHEeTUYHOI B3a€EMOZIl ¥ miTel i migmiTKiB 3 eminerncieio (BikoMm Bix 4
no 17 pokiB) miaTBepOuia, 0 AOJATKOBa Tepallis 3 MepopaJbHUM 3aCTOCYBaHHSIM JIeBeTHpalleTaMy
He BIJIMBaJIa Ha PiBHOBaXKHY CHPOBATKOBY KOHIIEHTPaIlil0 Kap6aMa3emiHny Ta BajblIpoary, sKi
3aCcTOCOBYBaIu OfHOYacHO. OfHaK [aHi CBig4YaTh IIPo Te, L0 KilipeHC JeBeTupanetamy Ha 20 %
BUIINY Y OiTeH, IKi npuitMaioTh GepMeHTOBMIiCHI MpOTUCyAoMHi 3acobu. Kopekiris fo3u He moTpiOHa.

ITpobexeyud

[Tpo6erenun (500 Mr 4 pa3u Ha [o6y) - Ipemnapar, 110 6JI0Kye CeKpellilo HUPKOBUX KaHallblliB,
IPUTHIYyEe HUPKOBUY KITiDEHC OCHOBHOTO MeTaboJIiTy, aje He caMoro jeBeTupanetramy. OgHak
KOHIIEeHTPAIlil ITbOr0 MeTaboJIiTy 3aIUIIA0ThECS HU3bKUMH.

Memompexcam

[ToBimoMIIsANIOCH, 110 OAHOYACHE 3aCTOCYBaHHA JIeBeTUpalleTaMy 1 MEeTOTPeKCaTy 3HUXKYE KIIIpEHC
MEeTOTpEeKCaTy, II0 IPU3BOAUTH [0 30iIbIIeHH/I00BKEeHHS KOHI[eHTpallil METOTPEKCAaTy B KPOBi 10
MIOTEHLIMHO TOKCUYHOTO PiBHSA. PiBeHb METOTPEKCATY i JieBeTUpalleTaMy B KPOBi CJIif] peTeIbHO
KOHTPOJIIOBATH y TAIlEHTIB, IKi OTPUMYIOTH JIiIKyBaHHS ABOMa IIperapaTaMy OOHOYaCHO.

ITepopaabHi KOHMpayenmueu ma papMaxkoKiHemuyHa 83aemMo0is 3 iIHWUMU npenapamamu

JleBeTupatietaM y 70608i# mo3i 1000 Mr He 3MiHIO€ (papMaKOKiHETHKY ITepOpaJbHUX TPOTHA3ATIIIIHUX
3aco0iB (eTHHiIECTPaioNy i TEBOHOPTECTPENY); €HIOKPUHHI ITOKa3HUKY (PiBEHD MIOTEIHI3yI040T0
TOPMOHY Ta IIPOTeCTEPOHY) He 3MiHoBanucs. JIeBeTupaneraM y mo6osiit osi 2000 Mr He 3MiHIOE
(dbapMaKOKiHETUKY IUTOKCHUHY i BappapuHy; 3HaUeHHS ITPOTPOMOIHOBOTO Yacy 3ajIUIIanocs
He3MiHeHUM. [IUTOKCHUH, TepopasbHi MPOTU3aIlIigHI 3aco0u ¥ BapdapuH He BIJIMBAIOTh Ha
(bapMaKOKiHETUKY JIeBeTUpalleTaMy [IpYA ONHOYaCHOMY 3aCTOCYBaHHI.

ITpoHocHi 3acobu

B okpeMux BUIagKax MOBIIOMIIAIN IPO 3HUXKEHHS e(EKTUBHOCTI JIeBeTUpaleTaMy [IPU OTHOYaCHOMY
3aCTOCYBaHHI OCMOTHYHOT0 IIPOHOCHOTO 3ac00y MaKpOT0JIy 3 IepopaIbHUM JieBeTupaleTaMoM. ToMy
He CJIif IpuiMaTi MaKporoJl IepopajbHO IPOTSATOM OOHI€l TOOUHYU [0 Ta IMPOTIATOM OfHi€l TONUHA
IiCJIs IPUIOMY JIeBeTUpalleTamy.

Irca ma ankozonb



CTyminb BCMOKTYBaHHS JIeBeTUpAlleTaMy He 3aJIeXKUTh Bifl BXXUBaHHS iXKi, aye MBUOKICT
BCMOKTYBaHHS [eIl0 3HMKEHa Y pa3i npuitomy mif yac igu. Hemae maHUX Ipo B3aEMOII0
JieBeTHpaleTaMy 3 alKorojeM.

Oco6.1ueocmi 3acmocyeaHHsi.
Hupkoea HedocmamHicmb

[TamieHTH i3 HUPKOBOIO HEOCTATHICTIO MOXKYTh MOTPeOyBaTH KOPEKIIil 03U JIeBeTHpalleTaMy.
[TamieHTaM i3 TAKKUMU MOPYIIEHHIMHU QYHKIIII TeYiHKM PEKOMEHAYETLCS IIPOBECTH OIIHKY QYHKII1
HUPOK IIepef TUM, SIK BU3HA4YaTU 03y Ipenapary (ouB. po3nin «Crnocib 3acToCyBaHHS Ta LO3U»).

TI'ocmpe ypastceHHA HUPOK

3acToCyBaHH JIeBeTUpaLleTaMy AyXkKe PiAKO CYyIIPOBOAXKYBaIOCSd T'OCTPUM YpaKeHHAM HUPOK, 4Yac A0
BHHHKHEHHS IKOT'0 KOJIMBABCS Bifl MeKiJIbKOX OHIB 0 OeKiIbKOX MiCSIIiB.

3azanvHull aHaai3 Kposi

Bynu onucaHi pigKi BUlagKy 3HUKEHHS KiTbKOCTI KJIiITMH KPOBi (HEUTPOIIEeHis, arpaHyJIOLUTO3,
JIeUKOTIEHisI, TPOMOOLIMTOIIEeHis i MaHIUTONEHiq) V 3B’A3KY 3i 3aCTOCYBaHHSAM JIeBeTHpalleTaMy,
3a3BMYall Ha II0YATKY JIiKyBaHHS. PEKOMEHIyeThCS IPOBOAUTH ITIOBHUM aHasli3 KPOBi IallieHTaM, y
SIKUX CIIOCTEPIra€eTbCS 3HaUHa CNTabKiCTh, TapsgyKa, peluauBHi iHpekil abo MopylieHHs 3ropTaHHs
KpoBi (muB. po3min «ITo0iuHi peakirii»).

Cyiyuo

Y nanieHTiB, sIKi OTPUMYyBaJIM JIiKyBaHHS POTUENIIENTUYHUMY [IpellapaTaMu (y T. 4.
JIeBeTHpalleTaMoOM), Bil3HAYaJIMCs BUMTAAKU CYIUAY, CIIpo0 Ccyiluay, CyiiuganbHUX OJyMOK Ta
NoBe[liHKYM. MeTaaHai3 pe3y/ibTaTiB paHA0Mi30BaHUX I1ale00-KOHTPOILOBaHUX BUIIPOOyBaHb
IPOTHUEMINENITUYHHUX JTiKapChKUX 3ac00iB MOKa3aB fesike 30iIbIIeHHS PU3UKY BUHUKHEHHS
cylurpganbHUX JYMOK Ta MOBeiHKM. MexaHi3M BUHUKHEHHS TaKOTO PU3UKY He BUBYEHUH. Y 3B'SI3KYy 3
HasIBHICTIO TAKOT'O PU3UKY CTaH IAI[iEHTIB CJIifi KOHTPOJIIOBATH IIOA0 O3HaK JIeNpecii, CyinuaanbHuX
OYMOK Ta TOBEMIHKY i Mpu He0OXimHOCTI KOpUTryBaTH IiKyBaHHS. [TalieHTiB (a0o ix OmiKyHIB) Ciif
TIOTIEPEIUTH PO HEeOOXigHICTD MOBIMOMIATH PO OYOb-IKi CHMIITOMHU [EeTpecii, CyilugaabHUX TYMOK
Ta IIOBEiHKK CBOEMY JIiKapIo.

HessuuHa abo azpecusHa nosediHka

JleBeTHpalleTaM MOXKe CIPUYMHUTH IICUXOTUYHI CUMIITOMY Ta MOPYLIEHHS MOBEAIHKY, BKIII0Yal4uu
OPaTiBIUBICTh Ta arPECUBHICTh. 3a NallieHTaMU, SKi IPUUMa0Th JIeBeTUpaleTaM, CIIif CIocTepiratu
III0I0 PO3BUTKY IICUXIYHUX O3HAK, IO CBiqYaTh PO BaXK/IUBi 3MiHK HAcTPOIO Ta/abo 0COOUCTOCTI.
[Tpu mosiBi TaKol IOBEiHKY PEKOMEHIYETLCA afalTyBaTH JIiKyBaHHS a00 IMOCTYIIOBO HOT0 BiIMiHUTH.
[Tpu HeoOxigHOCTI BimMiHM NiKyBaHHS OUB. iHGopMalriio y po3mini «Crocib 3acTocyBaHHS Ta HO3U».

3azocmpeHHs Hanaois

4K i Ipu 3acTOCyBaHHI iHITNX IPOTUEMIIENITUYHUX JTiKapChKUX 3ac00iB, 3aCTOCYBaHHS
JieBeTHpalieTaMy MoxXKe 3pifgKa 30imbIMUTH 94acToTy abo TAXKKicTh Hamany. [1po 1eii mapagoKcanbHUN
edeKT HaWyacTille TOBIIOMIIS/IM IPOTATOM IIEPIIOro MiCAIS MiC/IA T0YaTKy 3aCTOCYBaHHS
nmeBeTUpaleTamy abo mpu migBuIeHHi go3u. Lleit epekT OyB 000POTHUM ITiCIIST TPUITUHEHH S



3aCTOCYBaHHS JTiKapChKOTO 3aco0y abo rmpu 3MeHIeHHi 103u. [TallieHTaM CIlifg mopaguTy HeralkHO
3BEPHYTUCS 3a KOHCYJbTAIIEI0 N0 IXHBOTO JIiKaps y pasi 3arocTpeHHs erminencii. Hampukmnapm,
TIOBiIOMIISIIIOCS IIPO BiACYTHICTh e(heKTUBHOCTI ab0 MOTipIIeHHs Cy0M y IAalli€HTIB 3 emminerncieo,
TI0B’513aHOI0 3 MyTalligMu anbda-cybomuHUIl 8 HAaTPieBOro MoTeHIlian3anexkHoro kaxHany (SCN8A).

ITodosocenHnsa inmepsany QT Ha eaekmpokapdioepami (EKI')

[TpoTSroM mMOCTMapKETUHIOBOTO CIIOCTEPEKEHHS ITOBIJOMIISIIN IIPO PiAKi BUNIAAKU ITOAOBXKEHHSI
intepBany QT na EKT'. JIeBeTuparetam ciif 3 06epeXHiCTI0O 3aCTOCOBYBATH IalIliEeHTaM i3
nofoBKeHHAM iHTepBany QT, maiienTaMm, siKi 0qHOYaCHO IPUIMAaIOTh JTiKapchKi 3aco0wu, 1110
BII/IMBAOTH Ha iHTepBasn QT, Ta malieHTaMm i3 BigmoBigHMMY HAasIBHUMU 3aXBOPIOBAaHHSIMU CepIlst a0o
€JIEKTPOJIITHUM qucOaraHCOM.

Himu.
[TpemapaTt y GopMi TabneToOK He IPUAATHUY [JI 3aCTOCYBaHHS HEMOBJISATAM i HiTSM BiKOM 10 6 POKiB.

HasBHi maHi momo aiTel He CBig4aTh IIPO iCHYBaHHS BIJIMBY Ha PO3BUTOK 1 CTaTeBe NO3PiBaHHS.
OpHakK HOBTOCTPOKOBUY BIUIMB Ha 3MATHICTh 0O HaBUYaHHS, iHTEJIEKT, PO3BUTOK, EHJOKPUHHI (PYHKII],
CTaTeBe J03PiBaHHA i PENPOAYKTUBHY (PYHKIIIIO V AiTEl 3aIULIIAETHCSI HEBIJOMUM.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
KiHKY PenponyKTUBHOIO BiKy

CrerrianbHi peKOMeH[allil CiIif HajaTy XKiHKaM PelpoayKTHBHOTO BiKy. JIiKyBaHHS IeBeTHpalleTaMOM
nOTpiOHO MEePerNIsIHYTH, SKIIO XKiHKa IJIaHy€e BaTiTHICTD. K i Mpu 3acTOCyBaHHi BCixX
IPOTHEMINEeNTUYHUX 3ac00iB, CITiJ YHUKATH PAINTOBOI BiTMiHU JIeBeTHpalleTaMy, OCKiTbKY Il MOXKe
IIPU3BECTH [I0 HalaAy Cy[oM, II0 MOXKe MaTH CeMpPO3Hi HaCligKu [AJg KiHKU Ta HeHapoaXKeHOol
IUTUHYU. Y pa3i MOXKJIMBOCTI CIIif BiffjaBaTH IepeBary MOHOTepaIlil, OCKiTbKY JTiKyBaHHS AeKinbKoMa
MPOTUETINENTUYHUMY 3acobaMy MOxKe OyTH IOB’sI3aHe 3 BUIIMM PU3UKOM BPOMKEHUX Ball, HiXK Ipu
3aCTOCYBaHHI MOHOTeparii, 3a7ekHo Bif KoMOiHallii mpemnapartis.

BariTHICTD

Benuka KiTbKiCTh IOCTMApKETUHTOBUX JAHUX, OfepPKaHUX Bifl BariTHUX XKiHOK, fKi 3aCTOCOBYBaIu
nesetupauetaM (6inbine 1800 xinok, cepen skux 1500 XiHOK 3aCTOCOByBaM IpenapaT IPOTIroMm I
TPUMECTPY), He CBigyaTh PO MifBUILIEHUN PU3UK 3HAUYHUX BPOMKEHUX Baf. IcHYye TinbKu oOMexkeHa
KiTbKiCTh JaHUX IIPO PO3BUTOK HEPBOBOL CUCTEMM [AiTEH, SIKi 3a3Ha/IM BIIJIUBY MOHOTEpAIil
JeBeTupaleTaMmoM in utero. OgHak icHyioui emifemionoriuni gocnigxenus (nmpubnusno 100 mitei) He
CBig4aTh Mpo MifBUILIEHNH PU3UK Po371afiB abo 3aTPUMKH PO3BUTKY HEPBOBOI CHCTEMH.
JleBeTupalleTaM MOXkKHa 3aCTOCOBYBATH y IIePiof BariTHOCTI, SKIIO ITiCIIsT PeTENbHOI OI[iHKY I1e
BBAXKAETHCA KITiHIUHO HEOOXimHUM. Y TaKOMY pa3i peKOMEHIYETbCS 3aCTOCOBYBATH HAaWHUKYY
e(peKTUBHY H03Y.

®izionoriyxHi 3MiHK B IIepiof BariTHOCTI MOXKYTh 3MiHIOBaTHA KOHIIEHTpPAIIil0 JieBeThpaLeTaMy. [1ig yac
BaTiTHOCTI CIIOCTepiranocs 3HUKeHHS II71a3MOBOI KOHILIEHTpallil IeBeTHpaleTaMy. Take 3HUKEHHSI
Haibinbin BupaxeHe y III TpuMecTpi (o 60 % Bifm BUXimHOI KOHIIEHTpAIlii {0 BariTHOCTI). Crin
3a0e3MeynTy HalleXXHUM KITiHIYHWM HaT/Isa] 3a BaTiTHUMU XiHKaMy, SIKi OTPUMYIOTh JIeBeTHpalleTaM.



[Tepion rogyBaHHS TPYOOIO0

JleBeTupalieTaM IIPOHUKAE y TPyAHE MOJIOKO XKiHKU. TOMy rogyBaHHS I'PYAMI0 He peKOMeHI0OBaHe.
OpHak gKIIo JieBeTUpaleTaM HeoOXiIHO 3aCTOCOBYBaTH Y IIePiof TOAyBaHHS TPYAAI0, CIIif 3BaXKUTH
KOPHUCTb Ta PU3UKHU JIIKyBaHHS Ta BaXKJIUBICTh TOAYBaHHS TPYLALIO.

BrnnuB Ha PENPOOYKTHBH HKITi0

He BUSIBNIEHO BIIJIUBY Ha PENPOAYKTUBHY (YHKIIiIO ¥ TBapuH. [I0TeHIINHNYN PU3UK A7 TIOAUHU
HeBiJOMUM, TOMY 1[0 HeMa€ OJOCTYIIHUX KITIHIYHUX JaHUX.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

JleBeTupalleTaM He3Ha4yHO a00 MOMipHO BIJIMBA€ Ha 3[aTHICTh KEPyBaTH aBTOTPAHCIOPTOM abo
[IpAlOBATH 3 IHIIUMHU MeXaHi3MaMu. Yepe3 MOXKIIUBY IHOUBINyaNIbHY Yy T/IUBICTD OesAKl IaljieHTH
MOXKYThb Bil3HA4YaTH COHJIUBICTh, 3allaMOPOYEHHS Ta iHIII CUMIITOMH, ITOB’sI3aHi i3 BIJIMBOM Ha
IIeHTPaIbHY HEPBOBY CUCTEMY, 0COOTMBO Ha IMOYATKY JIiKyBaHHS ab0 y mpoiieci 36inbIlIeHHs 103H1.
Tomy TakuM mallieHTaM ciif 6yTu 06epeXHUMH, 3aiMaloYuCh AisiNTbHICTIO, 10 MOTPe0ye MigBUIIIEHOI
KOHIIEHTPallil yBaru, HallpuKJal IIpu KepyBaHHi aBToM006ineM a6o poOoTi 3 iHIMME MexaHi3MaMH.
[TanieHTaM PEKOMEHAYEThCS yTPUMYBATHUCS Bifi KepyBaHHS aBTOTPAHCIIOPTHUMU 3aco0aMu Ta poOoTH
3 iHIIMMU MeXaHi3MaMHM, IIOKU He Oy[e BCTaHOBJIEHO, 110 IXHSA 3MaTHICTh 3aliMaTUCS TaKOI0
OiAIBHICTIO HE MOPYIIeHa.

Cnoci6 3acmocyeaHHss ma do3u.

TabneTku ciif npuiMaT BHYTPILIHEO, 3alIMBaI0OYX OOCTATHBOIO KiNbKiCTIO PifuHYU, pa3oM 3 ket abo
6e3 Hei. [Ipu mepopaIbHOMY 3aCTOCYBaHHI JieBeTUpalleTaM MOXKe MaTH TipKui MpHCMaK.

0o60By m03y PO3MOMIMATH Ha 2 OOHAKOBI TO3H.

[TapuianbHi Hanmagu

PekxoMeHmoBaHa mo3a Oy MOHOTeparil (malieHTy BikoM Bif 16 pokiB) Ta MOOAaTKOBOI Teparrii €
OMOHAKOBOIO Ta 3a3HadyeHa HUXKYE.,

Yci nokasanug

Hopocsi (= 18 pokiB) ma nioaimku (8ikom 8i0 12 0o 17 pokis) 3 macorw miaa 8i0d 50 ke

[TouaTKOBa TepaneBTUYHa f03a cTaHOBUTL 500 Mr 2 pa3u Ha mo0y. Lle moyaTkoBa [03a, 1110
IPU3HAYaAETHCS Y NEePIINii JeHb NTiKyBaHHg. OgHaK HKMXK4Ya 1moyaTKoBa go3a 250 Mr 2 pa3u Ha f00y
MoxKe OyTH 3aCTOCOBaHa JlikapeM Ha OCHOBI OI[iHKY 3MEHIIIEHHS YaCTOTH Cy[IOM ITOPiBHSIHO 3
MOTEeHIINHUMHY MOOiuHNMY peakuisMu. LIg mo3a moxke 6yTu 36inmbineHa mo 500 Mr 2 pa3u Ha go0y
yepes 2 THXKHi.

3asiexHO Bif KJTIiHIYHOI KapTUHMU i TEPEHOCUMOCTI ITpemnapaTy Ko60By 103y MOXKHa 30iIbIIUTH 10
MakcumanbHOl 1500 Mr 2 pasu Ha mo0y. 3miHioBatu 703y Ha 250 mMr a6o 500 Mr 2 pa3u Ha mo0y
MOXKHa KOXKHIi 2—4 TUXKHI.



Ilimu sikoMm 8i0 6 pokis ma nidaimku (8ikom 8i0 12 do 17 pokis) 3 Macorw misa meHwe 50 ke

Jlikap MOBUHEH IIpU3Ha4YaTy HaWOiNbI BignoBigHY niKapchky GopMy, 0O3yBaHHS Ta GOPMY BUITYCKY
3aJIeKHO Bifl Macu Tina, BiKy Ta mo3u. [HdopMalrito mmoq0 KOpeKIiil ;o3yBaHHS 3a/IeKHO Biff Macu Tinla
OUB. y po3aimi «Jitu».

ITpunuHeHHA NIKYBAHHA

Y pa3si HeoOXiMHOCTI TPUNUHEHHS NPUIOMY IIpelapaTy BiIMiHY PEKOMEHAYETHCS IPOBOOUTHI
IIOCTYTOBO (HaIpUKJIaM, O JOPOCIUX Ta MigIiTKiB 3 Macoio Tisa 50 Kr Ta 6inblile - 3MEHITyBaTH
mo3y 500 mr 2 pa3u Ha 0o0y KoxHi 2—4 THXKHI; [7d miTel Ta mgIiTKiB 3 Macoio Tina MeHie 50 Kr
-3MEHIITyBaTH Pa30BY 03y citif He Oinbie HixX Ha 10 Mr/Kr 2 pasu Ha K00y KOXKHi 2 TUXHI).

Oco06nuBi TPYIIY NAlliEHTIB
ITauieHmu aimHb020 BiKYy (8ikoM 8i0 65 pokKiae)

Kopexkuist 1031 peKOMEHIY€EThCS MalliEHTaM JIiTHBOTO BiKy 3 MOPYIIEHHIMU (PYHKITI HUPOK (OUB.
po3min «HupkoBa HEIOCTATHICTE»).

Hupkosa HedocmamHicmb

o6oBa mo3a moBMHHA OyTH iHAKBigyaIbHO CKOPUTOBaHa BifITIOBITHO 10 CTaHy (QYHKIIOHYBaHHS
HUPOK.

,]:[J'If[ KOPUTYBAaHHA OO3U JOPOCIIMM BUKOPHCTOBYBATH HABEOEHY HUXKYE TaGHI/II_IIO.

I KopuryBaHHS 03U 3a Tabnuileio HeoOXigHO BU3HAYUTU piBeHb KilipeHCY KpeaTtuHiny (KK) y
MJI/XB.

KK mnst gopocnux Ta MigIiTKiB 3 Macoio Tina Ginbine 50 KT MoXkKHa po3paxyBaTH, BUXOOUH 3
KOHIIEHTPaIlil CMPOBAaTKOBOT'0 KpeaTHHiHY, 3a (POpMyJIOI0:

[140 - Bik (poku)] X Maca Tina (KT)

KK (mm/xB) x 0,85 (mnsa XiHOK).

72 x KK cupoBaTKu KpPOBi (MI/m)

[Totim KK Kopurysatu BiAmoBigHO 0 1toii moBepxHi Tina (I1I1T), K moka3aHO garti:

KK (Mn/xB)

KK (mm/x8/1,73M%) x 1,73.
[T nanierTa (M°)

Tabnuis 1



Pexum mo3yBaHHS IIPXM HUPKOBIi# HEJOCTATHOCTI OIS TOPOCIUX Ta MiIIiTKIB 3 HUPKOBOIO
HEeNOCTATHICTIO 3 Macom Tijia Oinbine 50 Kr

CrymiHb TSXKKOCTi HIPKOBOIL Knipenc Pexuwm mo3yBaHHA
HeIZOCTATHOCTI KpeaTuHIHY

(mn/xB/1,73 M*)
HopmanbHa QyHKIiS HUPOK >80 500 - 1500 mMr 2 pa3u Ha m00y
JIeTKuu CTyIiHb 50-79 500 - 1000 mr 2 pa3u Ha m06y
CepepHiu CTyIiHb 30-49 250 - 750 Mr 2 pa3u Ha o0y
TAXKKUAN CTYIIiHBb < 30 250 - 500 Mr 2 pa3u Ha o0y
TepMiHanbHA CTamis (AIieHTH, SKi - 500 - 1000 mr 1 pa3 Ha go6y"

nepeGyBaioTh Ha Aiamisi)

Y nepumit mens nikyBaHHS JT€BETHPAIlETaMOM PEKOMEHIYETLCS IPUIOM HaBaHTazKyBaIbHOI 7031 750
MT.

®IMicnsa gianisy peKOMeHIYEThCS IPUItOM TOAATKOBOI 1031 250-500 Mr.

[ns miTel 3 HUPKOBOIO HEJOCTATHICTIO JO3Y JIeBeTUPalleTaMy HeoOXifHO KOPUTYBaTH BiIIOBIIHO [0
GYHKIIII HUPOK, OCKINIbKY KJTipeHC JIeBeTupaleTaMy IOB’93aHui i3 PyHKIli€lo HUPOK. Lig
pPeKOMeHalisa I'PyHTYEThCSA Ha OOCIiAXKEeHH] 3 y4acTiO JOPOCTIUX Malli€HTiB i3 TOpymeHHAMHI (PYHKI1
HUPOK.

Inist mipmiTkis, miTeit Ta HeMoBnaT KK y mi/xs/1,73 M° MoKHa po3paxyBaTH 3 OTJIANY Ha

KOHIIEHTPAIlil0 KpeaTUHiHy B CHPOBATILi KPOBi (MI'/[JI), BAKOPUCTOBYIOUU TaKy ¢hopmyny (popmyna
[IIBapiia):

3picT (cMm) X ks

KK (Mn/x8/1,73 M)

KK cupoBaTku KpoBi (Mr/mn)

Y piteii BikoM 0 13 pokiB Ta migmiTKiB-giBuaToK ks = 0,55, y migmiTkis-xnomnuis ks = 0,7.

Tabmnuig 2

PekxoMeHpganii momo KOpeKIlil fo3u A giTed (BikKoM Bif 6 pOKiB) Ta MifJIiTKiB i3 MOPyIIEHHIMU
GYHKIIII HEPOK 3 Macolo Tisa MeHIie 50 Kr



CTymiHb TSKKOCTi HUPKOBOI Krnipenc [liTi BiKOM Bif 6 POKIiB Ta MiAJIiTKX 3
HEIOCTaTHOCTI KpeaTUHIHY Macoro Tina Merme 50 xkr'”
(mr1/xB/1,73 M%)

HopManbHa QyHKIIIST HEPOK > 80 10-30 mr/kr (0,10-0,30 m/kr) 2 pa3u Ha
100y

Jlerkuii CTyTiHb 50-79 10-20 mr/kr (0,10-0,20 mmn/kr) 2 pa3u Ha
no6y

CepenHil CTYIiHb 30-49 5-15 mr/kr (0,05-0,15 mm/kr) 2 pa3u Ha
no6y

TSKKUM CTYIIiHDb < 30 5-10 mr/kr (0,05-0,10 mn/Kr) 2 pa3u Ha
mo0Oy

TepminanbHa cTafid (TallieHTH, | 10-20 mr/kr (0,10-0,20 mn/kr) 1 pa3 Ha

ki mepeGyBaloTh Ha Aiaisi) no6y @

1

( ),[[J'IH mo3yBaHHSA 70 250 Mr, Ong mo3, He KpaTHUX 250 MT, KOJIX peKOMEeHI0BaHe NO3yBaHHSI HEMOXKJIUBO
OTpHUMAaTH MPUHAOMOM JIEKIJIbKOX TaOJIeTOK, a TAKOXK MJIS HAIiEHTIB, IKi HE MOXKYTh IIPOKOBTHYTH TAaOIETKH, CIIifl
3aCTOCOBYBATH OpaIbHUM PO34MH JieBeTupanetamy (100 mMr/mm).

(Z)Y TepIIui eHb JIIKyBaHHS PEKOMEHAYETHCS 3aCTOCYBAaTH HaBaHTaXKyBaJIbHY 103y JieBeTHpaleTamy 15
mr/kr (0,15 mn/xr).

(3)

[Ticns giamizy peKOMeHOY€EThCS 3aCTOCyBaTy HomaTKoBy go3y 5—10 mr/kr (0,05-0,10 mmn/kr).

ITeuiHkosa HedocmamHicmb

[TanieHTaM 3 JETKUMU Ta IOMipHUMH MOPYIIEHHIMU (PYHKIIII MeYiHKM KOPEKIlis 103U He MoTpibHa. ¥
NAIi€HTIB i3 TAXKKUMU IOPYIIEHHSIME (YHKIIil IeYiHKY KJIipeHC KpeaTuHiHy MOXKe He ITOBHOI Mipoio
BimoOpazkaTy CTYIiHb TSXKKOCTI HUPKOBOI HEOCTAaTHOCTi. ToMy, SIKIIIO KJTipeHC KpeaTUHIHY
CTaHOBHUTL < 60 My1/xB/1,73 M’, MiATPUMYyI04y f060BY 03y PEKOMEHMIYEThCS 3MeHIIUTH Ha 50 %.

Himu

Jlikap mOBUHEH IIpHM3Ha4YaTyU HaUOi/IbII BiAOBIAHY JTiKapChKY (HopMy, HO3yBaHHS i (HOPMY BUIIYCKY
JieBeTHpalleTaMy 3aJeXKHO Bif BiKy, MacH Tifna i [O3H.

JleBeTupatetaM y GpopMi TabIeTOK HE PEKOMEHOOBAHUM [T 3aCTOCYBAHHS TiTSIM BiKOM [0 6 POKiB.
LIi#1 rpyni nanieHTiB 6a2kaHo 3aCTOCOBYBATH JIEBOTHpAleTaM y GOpMi OPaIbHOTO PO3YHHY.

Kpim Toro, HasiBHi o3yBaHHS TabIeTOK HE PEKOMEHIOBAHO [IJIsI IOYATKOBOI'O JIiIKYBaHHS [iTeH 3
MacoI0 Tiyla 0o 25 Kr, [J1s MallieHTiB, SKi He MOXYTh TPOKOBTHYTU TabneTKu, abo [ 3aCTOCYBaHHS
no3 mo 250 mr. BikoBi 06MexkeHHSsI, 3yMOBIIeHi (OpMOI0 3aXBOPIOBAHHS, HalaHi y po3isi
«IToka3aHHA». Y BCiX BUIleHaBeleHUX BUIIa[KaX CJIil pO3II0YMHATHU JIIKYBaHHA JIeBeTHpaLleTaMOM Y
(dhopMi OpanbHOTO PO3UUHY.

Monomepanisa

besneka Ta epeKTUBHICTh 3aCTOCYBaHHS JieBeTUPalleTaMy sIK MOHOTepaIlil OiTIM i migmiTkaM BiKoM
0o 16 pokiB He BCTAHOBJIEHI.

IlaHi BigCyTHi.



ITioaimku (8ikom 16-17 pokie) i3 macorw mina 8i0 50 Ke i3 napuiaabHUMu HaNadamu 3 8MOPUHHON0
2eHepasisauiero abo 6e3 makoi, y AKux enepwe 0iazHoOCMoBAaHo eniaencio

IwuB. Buiile po3min «lopocai (= 18 pokis) ma nioaimku (12-17 pokig) 3 macoto miaa 8id 50 Ke».

ITo0damkosa mepanis 044 dimeu 8ikom 8i0 6 pokis ma nidaimkis (8ikom 8i0 12 0o 17 pokis) 3 Macor
miaa meHwe 50 ke

HeMmoBmnaTaM i giTsM BikoM m0 6 PoKiB 6a’KaHO 3aCTOCOBYBAaTHU JieBeTHpaleTaM y GopMi opaabHOTO
pO3YUHY.

[iTsimM BiKOM Bifi 6 POKiB OpasibHUM PO3YMH JieBeTUpaleTaMy CIIifl 3aCTOCOBYBATH [JIs 4O3YBaHHSA
npemnapaty mo 250 mr, ans no3, He kpaTHUX 250 Mr, KO peKOMeHO0BaHe N03YBaHHS HEMOXKIINBO
OTPUMATHU NIPUNOMOM [IeKiTbKOX TabJIeTOK, a TaKOXK MJIS TAI[iEHTIB, SIKi HEe MOXKYTh IPOKOBTHYTHU
TaOJIeTKH.

[lna ycix moka3aHb CIifl 3aCTOCOBYBaTH HallMeHIy edeKTHUBHY f03y. [logaTKoBa 103a O TUTHHU
abo migmiTKa 3 Macoro Tina 25 Kr moBMHHA cTaHOBUTH 250 MT 2 pa3u Ha fo0y, MakKcuMaJjbHa 034 -
750 Mr 2 pa3u Ha go0y.

Hitssm 3 Macoto Tina Ginbire 50 Kr [o3yBaHHS [JIg YCiX TOKa3aHb IPU3HAYal0Th 3a CXeMOIo,
HaBe[eHO0 /IS TOPOCIIHX.

IuB. Bullle po3min «lopocai (= 18 pokig) ma nidaimku (12-17 pokis) 3 macow miaa 8id 50 ke2» Ons
yCIiX IIOKa3aHb.

IlonomidxcHa mepanis 045 Hemosasam 8ikom 8i0 1 0o 6 micsuis

HemoBnsiTam 3aCTOCOBYIOTE IIpenapaT y ¢opMi OpaIbHOTO PO3YHHY.

Himu.

JleBeTupatietaM y popMi TabIeTOK HE PEKOMEHIOBAHUY IJI 3aCTOCYBAHHS HiTSIM BiKOM 10 6 POKiB.
OpasnbHU PO3YKH JeBeTUpalleTaMy CIifi 3aCTOCOBYBaTH HEMOBJISITAM BiKOM Bif 1 Micaud i giTam
BiKOM 10 6 pPOKiB.

Ilepedo3yeanHs.
Cumnmomu

[Tpu nepemo3yBaHHi IeBeTUPalleTaMy CIIOCTePiraucs COHIUBICTh, 30YIKEeHHS, arpecis,
IPUTHIYEHHS OUXaHHS, IPUTHIYEHHS CBiIOMOCTI, KOMa.

JlixysaHHA

Y BUnagKy rocTporo nepefno3yBaHHS HEOOXiAHO MPOMUBATH LIIYHOK ab0 BUKIMKATH O/TI0BaHHS.
CreniasbHOTO @aHTHUOOTY HEMaE. [Tpu HeoOXigHOCTI TPOBOAUTH CUMIITOMATHYHE JIIKYBAHHS, V T.4. 3
BUKOPUCTaAHHSM reMopianisy (BuBoauthcs 0 60 % neBetupaneramy Ta 74 % NepBUHHOTO
MeTabomiTy).



ITo6iuni peakuii.

HattuacrTime moBiqoMIsIocs Mpo Taki mobivHi peakiii sk Ha30(papHUHTIT, COHINBICTh, TOJIOBHUM Oifb,
migBUIIIeHa BTOMJTIOBAHICTD i 3anmamopodeHnHs. [Ipodink mobivyHUX peakiiiii, 110 HaBOJUTHCS,
I'PYHTYETBHCS Ha y3arajbHIOI0YOMY aHali3i JaHuX M1aneb0-KOHTPOIbOBaHUX KIiHIYHMX BUNIPOOyBaHb.
LIi maHi DOITOBHIOIOTHCSA 3aCTOCYBAaHHAM JieBeTHPalLleTaMy y BiAMOBITHUX PO3LIMPEHUX BIIKPUTUX
IOCTiIXKEeHHSX, a TaK0XK II0OCTMapKeTUHTOBUM focBigoM. [Tpodink Ge3meku neBeTupaleTaMy
3a3BUYall CXOXKUU y Pi3HUX BIKOBUX I'pPyIax (HOPOCIIi Ta [iTH) P 3aCTOCYBaHHI 3a Pi3HUMH
BCTAHOBJIEHUMM TIOKa3aHHSIMH IIPH EIIiJIeCii.

[ToGiyHi peaxiiii, mpo sIKi MOBIMOMIISANIOCS YV KITIHIYHUX JOCHTIIKEHHSIX (CTOCOBHO NOPOCIIHUX, MiATITKIB,
[iTel i HEMOBJIAT BiKOM Bif 1 Micsinis) i IPOTATOM IIOCTMapKETUHIOBOI0 IEPioAy, lepepaxoBaHi B
tabnmuili 3 3a KlacaMu CUCTEM OPTaHiB 3 BU3HAUEHHSIM IXHLOI 4acTOTH. YacToTa BU3HAYAETHCS TAKUM
YUHOM: TyXkKe 4dacTo (= 1/10), gacto (= 1/100, < 1/10), HewacTo (= 1/1000, <1/100), pigko (=
1/10000, < 1/1000) i gyxe pigko (< 1/10000).

Tabmuisa 3
Kiacu cucreM ['pymu 3a 4aCTOTOI0
m [ly>xe 9acTo HacTo HeuacTto Pigko ; }:{{g
[Hdexrii Ta
iHBasil Ha3zogapuHrit [adexis
3 60Ky [TpOMOOITH-TOTIEHIS,
KPOBi Ta TeMKOIeHisa [TaHIUTOIIeHis,
miMmbaTuaHol HENTPOIEHIs,
cucTeMu QrpaHyJIo0IUTO3
3 60Ky Peaxiis Ha
iMyHHOI CCTEMU mikapchbkuii 3aci6 3
eo3nHO(imie0 Ta
CCTeMHUMH
nposiBamu (DRESS),
rinepyYyTIUBiCTh
(BKJIIOYAIOYH
QHTiIOHEeBPOTUYHUM
HaOpSIK i
aHadinakciio)
[TopyieHHA IAHOpPEKCis SHUKEHHS MacH Tifa, lnonaTpieMis
xapuyBaHHS Ta 30iIbIIeHHs MacH Tina
0OMiHY pEYOBUH
TTcuxiuni Tempecis, Crpo6u camory6CTBa, Cyitup, po3magu O0CcecuBHO-
[po31agu BOPOXKICTB/ cylUMOanbHi IyMKH, 0COOHCTOCTI, KOMITYJIbCHB-Hi
arpecis, MICUXOTUYHI PO3iadH, MOPYIIEHHS [pO3Nanu
TPHUBOXKHICTD, QHOMaJIbHa IMOBeMiHKa, IMucnenHss, gemipiu
0e3COHHS, TaJTIOLMHALi, THiB,
HEPBO3HICTB/ CILTyTaHICTh CBIOOMOCTI,
MpaTiBNUBIiCTh MaHiuHi aTaky, aheKTUBHA
TabibHICTD/ 3MiHK
HACTPOIO, 30YKEeHiCTh
3 60Ky HepBOBOi |COHNIUBICTH, Cymomu, IAMHE3is, TOPYIIEeHHS XopeoaTeTo3s,
CHCTEMU TOJIOBHUY Oinb  [TOPYIIEHHS [aM’siTi, IOPyLUIeHHS MUCKiHe3is,
[piBHOBArH, |[koopmuHartii/ aTakcis, rinepkinesisd,
3allaMOpOoyeH-Hs jlapecTesis, po3nagu MOPYILIEHHS XONH,
eTapris, lyBaru eH1IedaonaTis,
TPEMOP [TOCUJIEHHS CYIOM,
37T0SKiCHUH
HENPOJIEITUYHII
cuHIpOM*
3 60Ky opraHiB [M1I01ist, PO3MUTICTD
30py 30py




3 60Ky opraHis Bepturo
CIIyXy Ta
iBHOBaru
3 6oKy cepls [TomoBXKEHHS
inTepBany QT Ha EKI’
3 60Ky muXambHOI Karenb
CHCTeMHU, OpraHiB
TPYIHOI KITITKY
Ta CEPEeNOCTIHHSA
3 60Ky TpaBHOL binb y XKUBOTI, [TaHKpeaTuT
CHCTEMH miapest,
MUCIIeIICis,
0JII0BaHHSA,
HyIoTa
CemaToOimi-apHi BigxuneHHs Big HOPMH [TeuiHKOBa
MOPYLIEHHS [PEe3yIbTaTiB IEUYiHKOBAX |[HELOCTaTHICTh,
mpo0 rermaTuT
3 60Ky HUPOK i [ocTpe ypaxkeHHS
CeYOBUIITB-HOI HUPOK
cucteMu
3 6oKy LIKipH Ta BucunaHHa ATionenist, eK3eMa, TOKCUYHUN
TigIKipHOl cBepOixK ermimepManbHUN
[KJTITKOBUHU HEKPOJIi3, CHHIPOM
CtiBeHCa- JI2KOHCOHA,
IMynpTHGOPMHA
epruTeMa
3 60Ky KiCTKOBO- M’s130Ba CJ1a0KiCTB, Pabmomionis i
IM’s130BO1 cucTeMu Imianris MigBUALIEHHS PiBHSA
Ta CIIOJIy4YHOL KpeaTuH(ochoki-Hazy|
TKaHUHU KpOBI*
3aranbHi IAcTeHis/
TOPYIIEeHHS [TigBHUINEHA
BTOMJIIOBA-HICTh
[TpaBmy, TpaBMUI
OTPYEHHS Ta
yCKTagHEHHS
[Iporenyp

Y IluB. onuc OKpeMux NMOGiYHNX peaKIiii.

(2) [Tig yac MOCTMapKEeTHHTOBOT'O CIIOCTEPEXKEHHS 3a(iKCOBaHO yKe PiAKiCHI BUMTagKu PO3BUTKY
o0cecuBHO-KOMITyIbcUBHUX po3nafiB (OKP) y marienTiB 3 OKP a0o mcuxivHUMU po3JiaflaMu B
aHaMHe3l.

® TlomupeHicTh 3HaYyIO BAIIA y ATOHI[B MOPIBHAHO 3 MAIiEHTAMHU He SIOHCHKOTO MOXOMKEeHH.

Omwuc oKpeMux MoOiYHUX peakilin

MyavmuopeaHHi peakuii 2inepuymaugocmi

Y maiieHTiB, SKi OTpHMyBasHu JIeBeTHpaleTaM, PifKo MOBiIOMIANOCS PO My/IbTUOPTaHHI peakilil
rinepyyTAMBOCTI (TaKOXK BigoMi SIK peaxliii Ha JTikapChbKu# 3acib 3 e03MHOGINIIEI0 Ta CUCTEMHUMHU
nposiBamu (DRESS)). KniniuHi nposiBY MOXYTh DO3BUHYTUCS Yepe3 2-8 TUXKHIB HiCIA IOYaTKy
nikyBaHHs. Lli peakirii 6yBaioTh pi3HUMHU, ajie 3a3BHYal X IPOSIBAMU € Taps4yKa, BUCUIIAHHS, HaOPsK
ob0nuyys, niMdaneHonarii Ta reMaTonoriyHi mopymeHHs.Takok BOHM MOXKYTb OyTH OB’ sI3aHi 3
ypaxKeHHSIM Pi3HUX CUCTEM OpraHiB, IPUYOMY HalydacTimle - nevidku. [Ipu migo3pi Ha
MYJIbTUOPTaHHY Peakl(ilo rinep4yyTIUBOCTI CJIif IPUIUHUTY IPUKUOM JIeBeTUpalleTaMy.

Pu3uk aHopeKcii 3pocTae mpu 0MHOYACHOMY 3aCTOCYBaHHi JIeBeTUpalleTaMy 3 TommipamMaToM. [1pu
IIPOsIBaxX ajomellil y AesKuX BUIaiKax Bil3Ha4yasiocs BiIHOBIEHHS BOJIOCSHOTO ITOKPUBY MiCA



IIPUIIMHEHHS 3aCTOCYBaHHS JIeBeTUpalleTaMy.
[Tpu nposiBax MAHUUTOIEHI] y IesAKUX BUIagKaxX CIIOCTePirasocs MpUrHideHHs KiCTKOBOT'O MO3KY.

Bunagku eHlledaromnarTii 3a3Bu4ai CIiocTepiranucs Ha IO4YaTKY JIiKyBaHHS (Bif AEeKiIbKOX [HIB [0
KiJIbKOX Mics1iB) i 6yau 000pOTHUMHU IiCIIg IPUIUHEHHS JTiKyBaHHS.

Himu

[Tpodinb mobiyHUX peakiliii JeBeTUpPalleTaMy 3arajloM CX0XKHUH y pi3HUX BIKOBUX I'PyIlax Ta IIPU BCix
3aTBePAXKEHUX II0Ka3aHHAX elierncii. Pe3ynbraTu mono 0e3meku 3aCTOCYBaHHS IIpenapaTy OiTaM,
OTpUMaHi y mpo1ieci maane6o-KOHTPOIbOBaHUX KIIHIYHUX AOCTiAKeHb, BifNoBigany npodinio
Oe3neku JIeBeTUPAIlETaMy y JOPOCINX, OKpiM IOOIYHUX peaklii 3 60Ky MOBEHiHKHY Ta MCUXIKH, SIKi Y
miTewt Oymau GinbIN YaCTHMHU, HiXK Y JOpOCHuX. Y miTed Ta mimmmiTKiB BikoM Bimg 4 mo 16 pokiB G1r0BaHHS
(myxe gacTto, 11,2 %), 30ymxkeHicts (4acto, 3,4 %), 3MiHa HacTpoio (dacto, 2,1 %), apekTuBHA
nabinbHicTh (wacTo, 1,7 %), arpecis (dacto, 8,2 %), aHoMasibHa MOBeMdiHKa (4acTo, 5,6 %) i netapris
(gacto, 3,9 %) cnocrepiranucs 3 OiNBIIOK0 YaCTOTOI0, HiXK B iHMINX BIKOBUX Ipymax abo y 3araabHOMY
mpodini 3 6e3meku. Y HEMOBIIAT i miTel BikoM Bif 1 Mmicsiig 0o 4 poKiB ApaTiBNIUBICTh (OyXKe 4acTo,
11,7 %) Ta mopyIeHHs KoopauHaliii (4acto, 3,3 %) crmocTepiranucs 3 O6ibIIO0 YacTOTOI0, HiX B
iHmux BikoBUX rpynax abo y 3aranbHoMy Ipodini 3 6e3neku.

Ouinka BIUIUBY JieBeTUpalleTaMy Ha KOTHITHBHI Ta HEUPOIICUXOJIOTIYHI IOKa3HUKY Y OiTeX BiKOM Bif
4 no 16 pokiB 3 mapIriaTbHEMU HallaflaMy II0Ka3ala, Io JieBeTupalieTaM He Bifpi3HsaBcs (He OyB
MeHII e(eKTUBHKM) Bif 11are6o 1000 3MiHM Bifl BUXiTHOTO PiBHS yBaru i mam’sTi 3a mkanoi Leiter-
R, cyMapHOTro moka3HMKa IepPeBipKy MaM’sATi y IOy sLil BigmoBiIHO 10 IPOTOKOIy. Pe3ynbTaTH,
II0B’S13aHi 3 TOBEiHKOBMMH Ta €MOIIIMHUMY (QYHKIIsIMU, BKa3yBa/il Ha ITOCUJIEHHS Y MAlli€HTIiB, SKUX
JIiKyBaJiy JIeBeTUpalleTaMOM, arpeCHUBHOI ITOBEMiHKH, 110 BU3HAYajlach CTaHOAPTU30BaHO i
CHCTeMATUYHO, i3 BUKOPUCTaHHSIM Banigu3oBanux 3acobiB (CBCL - Achenbach Child Behavior
Checklist - KoHTponbHUM CIIUCOK OUTSI40]I moBefiHKY AxeHOaxa). OgHak y MalliEHTiB, SKi OTPUMYBajIu
JIeBeTHpaleTaM y IpoLieci JOBIOCTPOKOBOI'O BiKPUTOr 0 OOCIIIAXKEHHS ITONAIbIIOr0 CIIOCTEPEeXKEHHS,
y CepefHbOMY He CIIOCTepiraaocs MOpyLIeHHS IOBEIIHKOBUX Ta eMOLIMHUX (YHKIIiN, 30KpeMa
IIOKa3HUKM arpeCUBHOI TOBEOiHKY He OyJIu TipIIKMU 3a BUXiOHUMN PiBEHbD.

[ToBigoMIIeHHS MTPO Mimo3pioBaHi mo6ivHi peakirii

[ToBimomneHHs mpo mo6iuHi peakilil micis peecTpaltlii TikapchKoro 3aco0y Ma€ BaXK/IuBe 3HaYEHHS.
Lle nae 3MOry IPOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
niKkapchKkoro 3acofy. Megu4yHuM Ta papMalleBTUYHUM IIpalliBHUKAM, a TAaKOXK MallieHTaM abo ix
3aKOHHUM IIpeACTaBHUKAM CJIi[l MOBiJOMJIATH IIPO yCi BUMAAKHY Mif03pPI0BaHUX OO0IYHUX peaklii Ta
BifcyTHOCTI epeKTHUBHOCTI TiKapchKoro 3aco0y yepe3 ABTOMATH30BaHY iHGOpPMAaIliliHy cucTeMy 3
(dbapMaKoHarIsAOy 3a nmocuiiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

3 POKH.

YMoBu 30epiranHsi.

30epiratu B OpuriHanbHiN yIAaKOBIi IpU TeMIepaTypi He Buile 25 C.


https://aisf.dec.gov.ua

30epiraTv y HeIOCTYITHOMY [JISI OiTeH MicCIii.

YnakosBka.

[To 10 Tabnetox y GiicTepi; mo 3 abo mo 6 GicTepiB y KAPTOHHIN yIIaKOBIIi.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHHUK.

TOB «['JIEOD®APM JIT».

Micue3HaxoaKeHHsI BUPOOHHKA Ta afipeca Micls MpoBaIXKeHHs HOTr0 Tis/IbHOCTI.

40020, Ykpaina, Cymcrka ob6nacts, M. Cymu, Bys. [JaBumoBchkoro I'puropis, 54.



