IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

JleBeTupaneram Acino

(Levetiracetam Acino)

Cknao:
0itoua pevosuHa: eBeTUPaIeTaM;
1 TabmeTka MiCTUTB neBetuparieramy 250 Mr a6o 500 Mmr;

0ONOMIdCHI peuosuHU: 1IeJTI0NI03a MiKpoKpucTaniyHa tum 101, HaTpito KpocKapMeso3a, KpeMHiio
mioKcup KonoigHui 6e3BOMHUM, MTOBIMOH, 11eJT110103a MiKpokpucTasiyHa tun 102, MarHito cTeapar;

000/10HKa:

Ta6GIeTKY, BKPUTI IITiIBKOBOI 060I0HKOW0, 10 250 Mr: pedoBrHa i nokputTa Opadry® II Blue
[cnupT MONiBiHIIOBUM, ITOMi€TUIIEHTJIIKOIb, TalbK, TUTaHy giokcup (E 171), ingurokapmin
(E 132)].

TabJIeTKY, BKPUTI IITiBKOBOIO 000JIOHKOI0, 110 500 Mr: pedoBrHa it HokpuTTa Opadry® II White
[ciupT NOMiBiHINOBUY, TOMIETUIIEHTIIKOIb, TaNbK, TUTaHY miokcup (E 171)].

JIikapcbka popma. TabneTky, BKPUTI IIiBKOBOIO 000JIOHKOIO.

OcHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

Ta6neTky, BKPUTI IIiBKOBOK 000JIOHKOI0, 110 250 Mr: TabIeTKY, BKPUTI IIJTiIBKOBOI 000JIOHKOIO
0JIAKUTHOTO KOJIbOPY, 3 ABOOITYKJIOIO ITIOBEPXHEIO, prTJ'IOi (I)OpMI/I, 3 PUCKOIO 3 OOHOTO 60Ky

TabneTKy, BKPUTI IIiBKOBOI 06010HKOI0, 110 500 Mr: TabmeTKH, BKPUTI IIiBKOBOIO

000J10HKO10 6i7T0T0 KONTEOPY, 3 MBOOIMYKIIOK ITOBEPXHEI0, KPYTI0i (OPMHU, 3 PUCKOI0 3 OTHOTO
O0KYy.

dapMakoTepaneBTHYHA rpymna. [IpoTtueninentuyni 3acobu. JleBeTupaueTam.

Kom ATX NO3A X14.

Papmakono2iuHi e1acmueocmi.



®apmakoOuHamika.

AKTVBHa pe4YOBHHA JIeBeTHpaleTaM — IOXifHa HipoJifoHy (S-eHaHTioMep anbda-eTumn-2-0Kco-1-
mipomifuH-aneTaMiny), o 3a XiMiYHOI0 CTPYKTYPOIO BiIPi3HSAETHCS Bifl BiTOMUX MPOTUEMIIENITUYHUX
JiKapChKUX 3aco0biB.

MexaHi3M gil

MexaHi3M [il TeBeTUpalleTaMy HelOCTaTHLO BUBYEHUI. Ha mifcTaBi mpoBegeHUxX [OCHIXKEHb in Vitro
i in vivo IpUIyCKalOTh, II0 JIeBeTUpalleTaM He 3MiHIOE OCHOBHI XapaKTepHUCTUKU HEPBOBOIL KITITUHM i
HOpMaJIbHYy HeMpoTpaHcMicito. [JocaiaxKeHHd in vitro okKa3say, 0 JieBeTUpalleTaM BIJINBA€E Ha
BHYTPIilTHLOHEHPOHANbHI piBHi Ca’ MISX0M YaCTKOBOTO IPUTHIYeHHS TOKY Yyepe3 Ca’-KaHanu N-Tumy
Ta 3HMXEHHS BuBiNbHeHHs Ca’3 iHTpaHelpoHaNbHUX Jemo. BiH TaK0K YaCTKOBO HiBeJ0e
npurHidyenHss TAMK- Ta riiluH-perynb0BaHOr0 TOKY, 3yMOBJIEHE [Ii€l0 IMHKY Ta B-kapOomninamu. Kpim
TOTO, Y XO[Ii HOCTigKeHb in vitro 6yno BUSIBIIEHO, III0 JIeBeTHpalleTaM 3B’ si3yBaBCS 3i crieludpiyHuMU
[ingHKaMM Y TKaHWHAX MO3KY I'PU3YHIB. MicueM 3B’s3yBaHHS € OiTIOK CHHANTUYHUX BE3UKYII 2A, 110
Oepe y4acTb y 3UTTi BE3UKYJI Ta BUBIIbHEHHI HeMpoTpaHcMiTepiB. CropigHEHICTE (Y paHTOBOMY
TIOPSZIKY) JIeBeTUpalleTaMy Ta BiMOBIIHMUX aHaOriB 3 6iIKOM CHHANITUYHUX BE3UKYJ 2A KOpeoBaia
i3 MOTYKHICTIO 1X IPOTHUCYAOMHOI il y MOJeNsAX aymioreHHol eminencii y mumei. 1li pe3ynbratu
Mal0Th 3MOTY IIPUIYCTUTH, 1110 B3aEMOMIs MiXK JieBeTUpalleTaMOM i OiTKOM CHHANITUYHUX BE3UKYTT 2A
MO2K€ YaCTKOBO IIOSICHUTH MeXaHi3M IIPOTHUEMiIENITUYHOI Ail ITpenapary.

dapmakomrHaMiyHi ePeKTH

JleBeTupalleTaM IepemKoiKae BUHUKHEHHIO CyMIOM, 1110 6yJI0 IPOIeMOHCTPOBAHO Ha IIXPOKOMY
CIIEKTPi Mofesiell maplialbHUX Ta IEPBUHHOTEHePasli30BaHUX HallafAiB y TBAPUH, HE CIPUUUHAIOYU
IpocynoMHOro epekTy. OCHOBHUM MeTaboIiT TeBeTUpaleTaMy € HeaKTHBHUM.

Y mopuHM aKTUBHICTH IIpelapaTy MifTBepAXKeHa dK LI0A0 IapliajbHUX, TakK 1 I0A0
reHepaTi30BaHUX eMNiJIEeNTAYHNX HanafiB (eminenTudopMHi IposBu / poTomapokcu3MasbHa
peaxiris), 110 CBIMYUTH PO IIUPOKUH CIEKTP (hapMaKOJIOTiYHOTO IPOQIiTio TeBeTHpaLeTaMy.

dapmakoKiHemuxka.

JleBeTupaleTaM XapaKTepU3y€eTbCS BUCOKOI0 PO3UYUHHICTIO Ta IPOHUKHICTIO. PapMaKOKiHETHKA Mae
TMiHIAHUY XapaKTep Ta XapaKTepH3yeThCs HU3bKOIO MiXK- Ta iHTpacy6 eKTHOI MiHNuBicTIO. ITicms
IIOBTOPHOTO 3aCTOCYBaHHS IIpenapaTy, Uoro KJlipeHC He 3MiHIOeThCSA. O3HaK BIJIUBY CTaTi, pacu 4u
[IIPKaJHOr0 PUTMY Ha (papMaKOKiHETUKY JieBeTUpalleTaMy He Big3Hadasnocs. [Ipodins 1oro
(dbapMakokiHeTuKY OyB MOAIOHKUM y 3MOPOBUX HOOPOBOJIBIIIB i XBOPUX HAa EIiNIEenciio.

3aBASKY ITOBHOMY Ta JIiHINHOMY BCMOKTYBaHHIO, PiBHI ITpemapary y Ijaa3Mi MoxKHa Iepef0adyuTH 3a
IIepOPAJIbHOIO N03010 JIeBeTUpalleTaMy, BUPaXKeHOI y MrI' / KT MacHu Tijla. ToMy BiiCTeXyBaTH
T71a3MOBi PiBHi JIeBeTHpaleTaMy HEMa€e MOTPeoH.

Y mopocnux Ta giTel BiA3Hadasacd 3HayHa KOpeJAlis MixK KOHIIeHTpallielo IpenapaTy y CIuHi i
na3Mi (CHiBBiIHOIIEHHSI KOHLEHTpAll y CIMHI/Ta3Mi Konusanocs Bifg 1 go 1,7 micng npuniomy
TabIEeTOK [JIs IIEPOPATIBHOT0 3aCTOCYBAHHS Ta Yepe3 4 TOOWHU IIiC/Is IPUIOMY OpalIbHOT'0 PO3YUHY).

[Topocai ma nidaimku

BcMOKTYBaHHSA



JleBeTupalleTaM IIBUAKO BCMOKTYETHCS ITiCIIs II€POPabHOTO 3aCTOCYBaHHS. AGCOIOTHA

nepopanbHa OiogocTymHicTh — 611u3bK0 100 %. ITikoBa KOHIEHTpalis y mma3mi Kposi (C,,.)
HOoCATaEeThCA yepe3 1,3 roguHu micis NpurioMy npenapaTy. PiBHOBaXHUM CTaH AOCATAETHCA yepes 2
[Hi 3aCTOCyBaHHA IpemapaTy ABidi Ha mo0y. ITikoBi KoHeHTpaiii (C,,,,), 3a3BU4aii, CTaHOBIATH 31 Ta
43 mkr/Mi micis pa3oBoi go3u 1000 mr Ta moBTopHOI mo3u 1000 Mr aBivi Ha HoOy BigmoBigHO.
CrymiHb BCMOKTYBaHHS He 3aJI€2KUTh Bifl 1034 i He 3MIHIOETLCS IIPU IIPUHOMI IxXi.

Po3mnopin

[laHux OO0 PO3MOMiITY IIpenapaTy y TKaHMHAaX JTIoAuHU HeMae. Hi neBetupaneram, Hi ©Or0
OCHOBHU#M MeTab0iT 3HaYHUM YMHOM He 3B’SI3yI0ThCA 3 GimkaMu mma3mu KpoBi (< 10 %). O6’em
po3moniny neBeTupaleraMy cTaHOBUTE Bif 0,5 mo 0,7 n/Kr, 1m0 npubIKU3HO NOPIBHIOE 3aralbHOMY
00’eMy BOAM B OpraHi3Mi.

Mertaboizm

MeTabomi3aM neBeTupaleTaMy y JIOOWHU He3HauHui. OCHOBHUM IUISIXOM MeTabomizmy (24 %
no3u) € hepMeHTHUY Tifpoi3 aneTaMifgHoil rpynu. [3odopmu nedinkoBoro nuToxpomy P450 He
0epyTh y4acTi B yTBOPeHHi 0CHOBHOT0 MeTabosiTy - uch L057. T'impomni3 aneramigHol rpymu
CIIoCTepiraBcs y BeNMKilM KiTbKOCTI TKaHMH, BKIIOUAl0OuM KITiTHHYU KpoBi. MeTabomnit ucb L0O57 -
(hapMakKoI0TiYHO HEAKTUBHUM.

Takox 0yJ10 BU3HAYEHO [Ba OAPYTropsigHUX MeTabositu. OOUH YTBOPIOBABCS BHACIIIIOK
TiAPOKCUITIOBAHHSA IipOJTiOHOBOTO KinbIld (1,6 % Big mo3u), OPYTUM - BHACTIOK PO3IMKHEHHS
miposnimoroBoro Kineilg (0,9 % Bim mo3u).

[H1T HEeBM3HAYEHI KOMIIOHEHTH cTaHoBuiIu nuile 0,6 % Big Do3n.

B3aeMHOro repeTBOPEHHs eHAHTIOMEPIB JIeBeTUpaleTaMy Y¥ HOr0 OCHOBHOTO MeTaboIiTy B yMOBax
in vivo He CIIOCTepiraaocs.

Y xopi mocmimzKeHs in vitro neBeTupaleraM i #oro OCHOBHUY MeTabOJIiT He MPUTHIUYyBaI aKTUBHICTh
OCHOBHUX i30¢opMm neuinkosoro utoxpomy P450 mopuuu (CYP3A4, 2A6, 2C9, 2C19, 2D6, 2E1
ta 1A2), rmokyponinTpancdepasdu (UGT1Al ta UGT1A6) i enokcuarigpokcunasu. Takox
JeBeTUpalleTaM He MIPUTHIUYe TTIOKYPOHigalliio BalbIIPOEBOi KUCIIOTH in Vitro.

Y KynbTypi renaToIuTiB MIOOUHY JI€BETHPAlleTaM BUSBIISAB CTabKuit BIIUB a00 K 30BCiM He BIIJIMBAB
Ha CYP1A1/2, SULT1E1 a6o UGT1Al. JleBeTuparietaM cupu4uHsB caadky ingykiiiro CYP2B6 Ta
CYP3A4. [TaHi in vitro Ta maHi in vivo 1100 B3aEMOIl 3 MEPOPaIbHUMU KOHTPAIEIITHBAMY,
OUTOKCUHOM i BaphapuHOM BKa3yIOTh Ha Te, 110 B YMOBAax in vivo 3HauyImoil iHaykuii pepmMeHTiB HE
o4ikyeThCsl. TOMY B3a€MOZis IeBeTHUpaleTaMy 3 iHIMMMU PeYOBHHAMU MaJIOMMOBipHA.

BuBeneHus

[Iepion HamiBBUBEEHH IIpenapaTy 3 IJIa3MU y AOPOC/INX CTaHOBUB 7+1 rop i He 3asiexas Bif 003U,
IISIXY BBeEHHS YU ITIOBTOPHOTO 3acToCyBaHHA. CepenHil 3arajabHUM KiiipeHC ctaHoBuB 0,96
MJI/XB/KT.

OcHOBHa KiNIbKiCTb IIpemnapary, B cepefiHboMy 95 % 031, BUBOAUIIACS i3 cedeto (mpubmusHo 93 %
03U BUBOAMIIOCS MPOTATOM 48 roguH). 3 KanoMm BUBOoAuThCS nuiie 0,3 % mo3u.

KymynsiTuBHe BUBELEHHS i3 ceuelo IeBeTHpPalleTaMy Ta 0T0 OCHOBHOTO MeTaboJIiTy cTaHOBHUIO 66 %
ta 24 % Bifg go3u BigmoBimHO B mepii 48 ropguH. HUupKoBui KiipeHc neBeTupaleraMy Ta ucb L0O57



ctaHoBuTh 0,6 Ta 4,2 MJI/XB/KT BiIIOBIAHO, II[0 CBITYUTH PO BUBEOEHHS JIeBEeTUPALleTaMy LIIIX0M
TJIOMePYISIpHOi GinmbTpalii 3 momanbirow peadcopOiriero v KaHanblsgx. OCHOBHUN MeTaboIiT
JleBeTUPalleTaMy Ha fofady A0 TJIOMepPyJIspHOl (inbTpallil TaK0XK BUBOAUTHCS LIITXOM aKTUBHOI
KaHaJIblleBOl CceKkpellil. BuBegeHHs neBeTupalieTaMy KOPEJOE 3 KIIipeHCOM KpeaTHHIHY.

IlauieHmu AIMHBO20 BIKY

Y nmatieHTiB NiTHHOTO BiKY Ilepiof HamiBBUBENEHHS 3pocTae npubnu3Ho Ha 40 % (10—11 ropun). Le
II0B’513@HO 3 MOTiPIIEHHSAM (QYHKIIiM HUPOK Y i€l monymnsiil (guB. po3gin «Crocib 3acTocyBaHHS Ta
DO3U»).

INauieHmu 3 NOpyweHHAM QYHKYiI HUPOK

Bupumuii 3aranbHUM KITipeHC JIeBeTUPAIleTaMy Ta HOro OCHOBHOTO MeTaboJIiTy KOpesoe i3
KJIipeHCOM KpeaTuHiHy. TOMy MallieHTaM i3 MOMipHUMH Ta TSIXKKUMU MMOPYIIEHHSIMU QYHKI1 HUPOK
PEKOMEHIYEThCSI KOPUTYBATH IMIiATPHMYBaAJIbHY 1000BY 003y JIeBeTHPalleTaMy BifllIOBIAHO OO KIIipeHCy
KpeaTuHiny (auB. po3min «Cmocib 3acToCyBaHHS Ta JO3U»).

Y nmatuieHTiB 3 aHypi€lo y TepMiHanbHiN cTafil XBOpoOM HUPOK IMepiof HamiBBUBEOEHHS
JleBeTHpalleTaMy CTAaHOBUB NMpubIu3HO 25 Ta 3,1 roguHu BigNOBIAHO Y Iepiof MixK ceaHCaMU [iami3y
Ta IIif Yac MOTo MpoBefdeHHs. [IpOTIroM TUIIOBOT0 4-TOOMHHOTO CeaHCy miamidy BuBogunocs 51 %
JieBeTupaleTamy.

INauieHmu 3 nopyweHHAM (QYHKYiI neyviHKu

KripeHc neBetupalieTaMy He 3MIHIOBABCS Y MAL[i€HTIB 3 JIETKUMU Ta IOMIDHUMU [IOPYLIEHHIMU
GbyHK1I medinku. Y GiNbIIOCTI MaIlieHTiB i3 TAKKUMU MOPYIIEeHHIMU QYHKIIII TeYiHKY KITipeHC
neBeTupaleTaMmy OyB 3HUKeHUM Oinbin HikK Ha 50 % BHACIOOK CYyIyTHHOTO MOPYIIEHHS QYHKII
HUPOK (muB. po3ain «Crnocib 3acTOoCyBaHHS Ta [03W»).

[Tediampuy4Ha nonyaauis
Ilimu sikom 4—12 pokia

[Ticns 3acTocyBaHHS pa30Boi o3 (20 MI/KT) y AiTeid, XBOPUX Ha elinerncito (Big 6 o 12 pokis),
Iepion HamiBBUBEOEHH JIeBeTUpalLleTaMy CTAHOBUB 6 rOOVH. BUOUMUY KITipeHC, BITKOPUTOBaHUM 3
ypaxyBaHHSM MacH Tina, 6yB npubnusHo Ha 30 % BUIIMM, HiXK Y JOPOC/INX NAlli€HTIB 3 eminencieo.
[Ticns mOBTOPHOTO IEPOPaIbHOTO 3acTocyBaHHS (20—60 Mr/Kr/mo0y) y XBOpUX Ha eTiNienciio aiTeun
(4—12 pokiB) neBeTupalieTaM BCMOKTYBaBCS IMIBUAKO. [1iKOBi KOHI[eHTpAIlil y IIj1a3Mi KPOBi
nocaranucs 4epe3 0,5—1 roguny micng npuiiomy no3u. [1ikoBi KOHIIEHTpaLil Ta II0IIa i KpUBOIO
3aJIe’XKHOCTI KOHIIEHTpAIlil Bif Yacy 3poCcTaiu JIiHIKHO i 3anexanu Bif fo3u. [Iepion HamiBBUBeIeHHS
CTaHOBHUB MPUOIM3HO 5 TOOWH; BUOUMUM 3aralbHUM KiTipeHc - 1,1 MII/XB/KT.

KriniuyHi XxapaKTepuCTHKH
Iloka3zanus
MoHoTeparmis (mpemnapaT Iepioro BuOOpy) Ipu JIiKyBaHHi:

- TapiaJTbHUX HAIaMiB i3 BTOPHHHON reHepailalieio abo 6e3 Takol y JOPOCTHX i
MigJIiTKiB BiKOM Biff 16 POKiB, y AKUX BIepIlle OiarHOCTOBAHO EMiencito.



fAlK mopmaTkoBa Teparlisd [IPY JIIKyBaHHI:

- TapUiaJTbHUX HalaMiB i3 BTOPHHHOI reHepaizalieto abo 6e3 Takoi y JOpoCIuX, MiaiTKiB
i miTel BiKOM Bif 6 POKiB, XBOPUX Ha €IMiJIeICiio;

- MIOKJIOHIYHUX CYOOM Y OOPOCJIUX 1 MifTiTKiB BiKOM Bif 12 pOKiB, XBOpUX Ha IOBEHIUIIbHY MiOKJIOHIYHY
elinernciro;

- IePBUHHOTeHepaIi30BaHUX CYAOMHUX (TOHIKO-KJIOHIYHMX) HaMaiB y JOPOCIUX i MifJIiTKiB BiKOM Biff
12 pokiB, XBOpUX Ha ifiionaTUYHY reHepaii30BaHy eImiIencito.

IIpomunoka3aHHs

[TigBuIeHa YyTNIUBICTL [0 JeBeTUpPalleTaMy abo [0 iHIMKX MOXigHUX MiPOMTiIOHY, a TAKOXK [0 Oy/Ib-
SIKMX IOTTOMIXKHUX PEYOBUH JTIKapPChKOTO 3aco0y.

B3aemodisn 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodit
IIpomuenizenmuyHi npenapamu

[IepenpeecTpaliiiti faHi, OTpUMaHi Y X0l KJTiHIYHUX OOCIIIAXKEHb, IIPOBEAEHUX 3a y4acCTi JOPOCIIUX
TIallieHTiB, BKa3yIOTh Ha Te, III0 JIeBeTHpalleTaM He BIJIMBAE Ha CHPOBATKOBI KOHIIEHTpAIlil iCHYI0UHX
IPOTUEMINIENITUYHNX IIpernapartiB (GheHiToiH, Kap6aMa3eliH, BalblIPOEBa KKUCIIOTa, peHoOapOiTar,
JTaMOTPUAXKWH, Ta0areHTUH i TPUMIfIOH), @ BOHU B CBOIO YePTy He BIIJIMBAlOTh Ha (PapMaKOKiHETHUKY
JieBeTHpaleTaMy.

BipcyTHi maHi mogo KimiHiYHO 3HAYYIOI B3aEMOIii JTiIKapChKOT0 3aC00Y y MalliEHTIB QUTSYOTO BIKY,
K iy mopocnux, siki oTpuMyBanu 0o 60 Mr/kr/mo0y JeBeTHpaleTamy.

PeTpocnekTuBHa OlliHKa (hapMaKOKiHeTUYHOI B3a€EMOZIl ¥ miTed i migmiTKiB 3 eminerncielo (BikoMm Bin 4
0o 17 pokiB) migTBepauia, 110 AOJaTKOBa Teparisd 3 epopabHUM 3aCTOCYBaHHSAM JIeBEeTUPalLleTaMy
He BIIJIMBaJIa Ha PiBHOBaXKHi CUPOBATKOBI KOHIIEHTPAIlil 0MHOYAaCHO 3aCTOCOBAaHUX KapOaMa3eIiHy Ta
Banbnpoaty. OgHaK [aHi CBif4aTh, IO KIIipeHC JieBeTupaneTtaMy Ha 20 % BUILIKU y AiTel, AKi
IPUAMAOTh MPOTHEIIeNTHYHI 3ac0o0H, 110 iHayKyooTh pepmenTu. KOpekIiis mo3u He MoTpibHa.

ITpobeHeyuod

[Tpo6enenun (500 Mr 4 pa3u Ha mo0y) - Ipemnapar, 10 6JI0Kye CeKpelliio HUPKOBUX KaHallbIIiB,
IPUTHIYy€e HUPKOBUY KJTipeHC OCHOBHOTO MeTaloJIiTy, ajie He caMOTo jieBeTupaleraMmy. OnHaK
KOHIIeHTPaIlil IIbor0 MeTaloJIiTy 3aIUIIal0TECSI HU3bKIUMH.

Memompexcam

[ToBigomusnocs, 110 OGHOYAaCHE 3aCTOCYBaHHS JIeBeTUpaleTaMy 1 METOTPEKCaTy 3HUXKYE
KJTipeHC METOTPEKCaTy, 10 IPHU3BOOUTD OO 30iNbIIIeHHS/TI0IOBXKEHHS KOHIIeHTpallil
METOTpeKCaTy B KPOBi 10 MOTEHIIINHO TOKCUYHUX PiBHIB. PiBHI MeTOTpekcarTy i
JieBeTUpaleTaMy B KPOBI CIIi[i peTeIbHO KOHTPOJIIOBATH Y MALli€HTIB, SIKi OTPUMYIOTh
JIIKyBaHHS OBOMa IIpelapaTaMy OQHOYaCHO.

ITepopaavHi KOHMpauenmueu ma (papMakokKiHemu4Hi 83aemo0ii 3 IHWUMU npenapamamu



JleBeTupateTaM y f0060Bil 1o3i 1000 Mr He 3MiHIO€ (papMaKOKiHETHKY ITepopabHUX KOHTPAleITHURIB
(eTuHiNecTpamiony i T€BOHOPTECTPENY); eHOOKPHUHHI TOKa3HUKHU (PiBHI MIOTEIHi3yI0U0r0 TOPMOHY Ta
IIPOTeCTEPOHY) He 3MiHIoBanucs. JIeBeTupaneraM y mo6osiit go3i 2000 Mr He 3MiHIOE
(bapMaKOKiHETHKY JUTOKCUHY i BapbapuHy; 3HaUEHHS ITPOTPOMOIiHOBOTO Yacy 3aIuIaaucs
HEe3MiHEeHUMHU. [IUTOKCHH, TepopasIbHi KOHTPAIeNITUBY ¥ Bap(hapuH He BIIMBAIOTh Ha
(bapMaKOKiHETUKY JIeBeTUpalleTaMy [IpYA ONHOYaCHOMY 3aCTOCYBaHHI.

ITpoHocHi 3acobu

B okpeMux BUNafgKax MOBIIOMIISIN PO 3HUKEHHS e(EeKTUBHOCTI IeBeTUpaLeTaMy IIpu
OJHOYAaCHOMY 3aCTOCYBaHHiI OCMOTHYHOTO ITPOHOCHOTO 3aC00y MaKpOTOIy 3 IepopalIbHUM
JmeBeTUpalleTaMoM. ToMy He CITifi MpuiMaTy MakKpOroJl IepopajbHO IPOTATOM OOHIEl TOMUHU
[0 Ta MPOTATOM OfHi€l TOOWHY IIiCJII IPUIOMY JIeBETHPAIleTaMy.

Istca ma ankozo1v

CrymniHb BCMOKTyBaHHS JIeBeTHpalleTaMy He 3aJIeXXUTh Bifl IPUUOMY 1Xi, ajie MBUOKICTh
BCMOKTYBaHHS [Jelll0 3HWXKEHAa y pa3i npuiioMy mif 4dac inu. Hemae jaHuX Ipo B3a€EMOLI0
JIleBeTHpaneTaMy 3 alKoroJeM.

Oco6.1ueocmi 3acmocyeaHHs
Hupkosa HedocmamHicmb

[TamieHTH i3 HUPKOBOI HEIOCTATHICTIO MOXKYTh MOTPeOyBaTH KOPEKIIil HO3H1 JIeBeTHpaleTaMy.
[TanmieHTaM i3 TAKKUMU [IOPYIIEHHIMU [I€YiHKOBO1 (PYHKII1 PEKOMEHIYETHCS IPOBECTHU OLIHKY
GYHKIIII HUPOK Tepeq TUM, SIK BU3Ha4YaTH 03y Ipenapary (auB. po3min «Cmocid 3acTocyBaHHS Ta
DO3MU»).

I'ocmpe ypasticeHHA HUPOK

3acTocyBaHHA JieBeTUpaleTaMy AyKe PiIKO CYIPOBOLXKYBaI0CI FOCTPUM ypaxKeHHIM
HUPOK, YacC 10 BUHUKHEHHS KO0 KOJIMBABCS Bifl JHEKUIbKOX OHIB MO OEKIIbKOX MICALIB.

3azanvHull aHanis Kpoei

Bynu onucaHni pifki BUNafKy 3HUKEHHS KiTbKOCTI KJIITUH KPOBi (HEUTPOIEHIS,
arpaHyJoIUTO3, TeUKOIeHis, TPOMOOIMTOIEHis i MaHIUTOIEHIs) ¥ 3B 3Ky i3
3aCTOCYBaHHAM JieBeTUpalieTaMy, K [IpaBUJIO Ha I0YATKY JIIKyBaHHS. PEKOMEHyEeThCA
IIPOBOAUTU PO3TOPHYTUY aHasIi3 KPOBI MallieHTaM, y IKUX CIOCTePiraeTbCsa 3Ha4Ha
cnabKicTh, rapsiuka, peuuanuBHi iHdeKIlil abo mopyuieHHs 3ropTaHHs KpoBi (po3min «ITobiuwi
peaxirii»).

Cyiyuo

Y nanieHTiB, SKi OTPUMYyBaIU JIiKyBaHHS NPOTHENIIENTUYHUMY [IpellapaTaMu (y T. 4.
JIeBeTHpaleTaMoM), Bil3HaYaIKMCs BUMIAAKY CYIUAY, cIIpol cyiiuay, CyiluganbHUX OJyMOK Ta
NOBeiHKYM. MeTaaHali3 pe3yIbTaTiB paHAOMi30BaHUX I1/1ale00-KOHTPOIbOBAHUX OCTiIXKEHb
IPOTUEMINENTUYHHUX JTiKapChKUX 3ac00iB MOKa3aB fiesike 30ibIIeHHS PU3UKY BUHUKHEHHS
cylurpganbHUX OYMOK Ta MOBeHiHKM. MexaHi3M BUHMKHEHHS TaKOTO PU3UKY He BUBYEHUH. Y 3B'I3KY 3



HasIBHICTIO TAKOT'O PU3UKY CTaH IMAIiEHTIB CJIifi KOHTPOJIIOBATH IIOA0 O3HAK JeNpecii, CyinuaanbHIX
IYMOK Ta TIOBE[iHKM i Mpu HeOOXiMHOCTi KOPUTyBaTH liKyBaHHs. [1alieHTiB (Ta ix omikyHiB) ciin
TIOTIEPEIUTH PO HEOOXigHICTD MOBIIOMIATH PO OYOb-5IKi CUMIITOMHU JeTpecil, CyiluaaabHuX TYMOK
abo mmoBeiHKY CBOEMY JTiKapio.

HessuuHa abo azpecusHa nosediHka

JleBeTupaleTaM MOXKe CIPUYUHUTH [ICUXOTUYHI CUMIITOMY Ta IIOPYIIEHHS IOBEiHKYU, BKIIIOYA0YU
OPaTiBIUBICTh Ta arPECUBHICTH. 3a NallieHTaMU, IKi IPpUUMaTh JIeBeTUpaleTaM, ClIiJ CIoCcTepiratu
010 PO3BUTKY O3HAK IICUXIYHUX PO3/afiB, 110 CBifYaTh IPO BaXKJIKMBi 3MiHU HACTPOIO Ta/abo
ocobuctocTi. [Ipu mosBi Takoi MOBeiHKY PEKOMEHAYETHCS afjaliTyBaTH JiKyBaHHS ab0 MOCTYIIOBO
moro BinminuTu. [Tpu HeoOxigHOCTI BimMiHM NTiKyBaHHS OUB. Po3mdin «Crmocib 3acTOCyBaHHS Ta HO3U».

3azocmpenHAa Hanaodia

4K i Ipu 3acTOCyBaHHI iHIINX IPOTUEMIIENITUYHUX JTiKapChKUX 3aC00iB, 3aCTOCYBaHHS
JIleBeTHpalieTaMy MoxXKe 3pifgKa 30imbIIUTH 94acToTy abo TAXKKicTh Hamany. [1po 1eii mapagoKcanbHUN
eekT HaWdacTille IOBIIOMIISANY IPOTATOM IEPIIOT0 MiCANS Mic/g I04YaTKYy 3aCTOCYBaHHS
neBeTUpaneTaMy abo mpu mipBuineHHi fo3u. et edekT 6yB 000pOTHUM MiCTI MPUTHHEHHS
3aCTOCYBaHHS JIiIKapChKOTro 3aco0y abo mpu 3MeHIeHHi 103u. [lalieHTaM CIif mopaguTy HeTauHo
3BEPHYTHUCS 3a KOHCYIbTAIIEIO 0 IXHLOTO JIiKaps y pa3i 3arOCTPEHHS elisencil.

Y matieHTiB 3 eminerncieo, MOB'I3aHOI0 3 MyTalli€l0 anbda-cyooquHuIl 8 HaTPieBOTO
noTeHIlian3anexxHoro kanany (SCN8A) moBimoMsnocs Ipo BigCyTHICTh eheKTUBHOCTI abo
IIOTipIIEHHS CYLOM.

ITodosocenHna inmepsany QT Ha enekmpokapdioepami (EKI')

[TpoTATrOM IIOCTMapPKETUHTOBOTO CIIOCTEPEXKEHHS PIAKO MOBIIOMIISIIN IIPO BUIIAOKU
nopnoBxeHHs iHTepBany QT Ha EKI'. ToMy neBeTupaneraM Ciif 3aCTOCOBYBaTH 3
00€epexkHICTIO MallieHTaM 3 NMofgoBKeHHIM iHTepBany QT, nmaiieHTam, SKi OgHOYaCHO
IPUUMAaIOTh JiKapchKi 3aco0wu, 1110 BIIMBAIOThL Ha iHTepBasn QT, Ta mallieHTaM 3 BiIOBiTHUMU
3aXBOPIOBAHHSIMHU Ceplisg a00 eJIeKTPOIITHUM JucOaaHCOM.

Himu

[Ipemapat y hopMi TabrieToOK He MpUAATHUY [JIg 3aCTOCYBAHHS HEMOBISATAM i [iTSIM BiKOM 10
6 POKiB.

HasBHi maHi He CBifYaTh PO iCHYBaHHS BIIJIUBY JIeBeTUPAlleTaMy Ha PO3BUTOK [iTel Ta iX
cTaTeBe fo3piBaHHsd. OgHAK JOBIOCTPOKOBUY BIIUB IIpenapaTy Ha 30aTHICTh 10 HaBYaHHS,
iHTeNeKT, PO3BUTOK, EHOOKPUHHI (DYyHKII], CTaTeBE NO3PiBaHHS i peIPOAYKTUBHY QYHKIIIO Y
OiTey 3aJIUIIaETHCSI HEBIMOMUM.

JlikapceKuii 3acib MicTUTh MeHIIe Hixk 1 MMoJb HaTpito (23 Mr) Ha TabneTKy, TOOTO IPaKTUYHO HE
MICTUTh HaTpifo.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

KIHKY PEenpOOyKTUBHOTO BiKY



CnenianbHi peKOMeHAallil CIlig HafaTy XKiHKaM PeNpoAyKTABHOTO BiKy. JIiKyBaHHS
JIeBeTUpaleTaMOM CJIif] [IePeTIgHYTH, IKIIO0 XKIHKa IIJIaHYE BariTHICTh. fK i Ipu
3aCTOCYBaHHI BCiX MIPOTHUEMINIENTUYHUX 3ac00iB, CIIi[l yHUKATH PANTOBOI BiIMiHU
JleBeTUpalleTaMy, OCKiJIbKY 1€ MOXKe IIPU3BECTU [0 Hamnamgy CygoM, 110 MOXKe MaTu Cepiro3Hi
HACJIOKY 0719 XKIHKY Ta HEHapPOXKEeHOl IUTHHU. [10 MOXIUBOCTI CIIif HaJaBaTy IepeBary
MOHOTepaIil, OCKibKHM JTiKyBaHHS [IeKiTbKOMa IIPOTUEMiNENTUYHUME 3acobaMu Moxke OyTu
IIOB’sI3aHe 3 BUILIMM PU3UKOM BPOXKEHUX Bafl, HiXK IIPX 3aCTOCYBaHHI MOHOTepaTlil, 3aJ1e?KHO
Big KoMOiHaIril mpemaparis.

BaritHicTb

Benuka KinbKiCTh IOCTMAapPKETUHTOBUX AaHUX, OOePKaHUX Bifl BariTHUX XiHOK, SKi 3aCTOCOBYBaIx
nesetupanetam (6inbine 1800 xkiHoK, cepen skux 1500 XiHOK 3aCTOCOBYBaJIM IIpenapaT IpPoTsarom 1-
r0 TPUMECTPY), He CBITUUTH IIPO MHiABUINEHUN PU3UK 3HAUYHUX BPOAKEHUX Bal. [CHY€E TinbKu
oOMexkeHa KiJIbKiCTh aHWX IIPO PO3BUTOK HEPBOBOI CUCTEMH [iTeM, sIKi 3a3Ha/IM BIIMBY MOHOTEpaIIil
neBeTupaneTaMoM in utero. OmHaK pe3yIbTaTU IPOBeIeHNX eMifeMioIoTiYHUX JOCiXKeHb (6JIM3bKO
100 miTeit) He cBimYaTh PO MigBUIEHUN PU3UK PO37IaMiB ab0 3aTPUMKU PO3BUTKY HEPBOBOI CHCTEMH.
JleBeTupalleTaM MOXkKHa 3aCTOCOBYBATH MPOTSITOM BaTriTHOCTI, SKIIO IiCJIsT PeTENTbHOI OI[iHKY I1e
BBaXKAETHCA KIIiHIYHO HEOOXiTHUM. Y TaKOMY pa3i peKOMEHIYEThCS 3aCTOCOBYBATH HAWHUKYY
e(peKTHUBHY H03Y.

®izionoriyHi 3MiHU B ITepiof BariTHOCTI MOXYTh 3MiHIOBAaTU KOHIIEHTpALli0 JieBeTupaueTamy. [1ig yac
BariTHOCTI CIIOCTepiranocs 3HUKeHH IIJ1a3MOBO1 KOHILIEHTpallil IeBeTHupaleTaMy. Take 3HUXKEHHSI

HalbinbIl BUpaXKeHe B TpeThoMy TpuMecTpi (1o 60 % Bim BuXimHOI KOHLIEHTpallil 1o BariTHOCTi). Crig
3a0e3MeynTy HalleXXHUM KITiHIYHWY HaT/Is] 3a BaTiTHUMU XiHKaMy, SKi OTPUMYIOTh JIeBEeTHpalleTaM.

['onyBaHHA IPYOOI0

JleBeTHpalieTaM IIPOHUKAE Yy TPYAHE MOJIOKO XiHKU. TOMY rogyBaHHS TPYAAI0 He PeKOMEHOBaHe IIif
yac JIiKyBaHHS JeBeTupaneTaMoM. OOHAK SKIIO JieBeTUpalleTaM HeoOXimHO 3aCTOCOBYBATH B Iepiof
roAyBaHHS PYAMI0, CIIif 3BaXKUTU KOPUCTh Ta PU3UKU JIIKYyBaHHS 1 BaXKJIUBICTh TPYIHOTO
BUATOIOBYBaHHS.

BonuB Ha penpoOvKTUBH HKIIIIO

He BusBNIEeHO BIIUBY J€BeTHpAlleTaMy Ha PENPOAYKTUBHY (PYHKIIiIO V AOCIIgXKEHHSX Ha TBApPUHAX.
[ToTeHUiHWY PU3UK [JIS JIIOOVHU HEBIMOMUM, OCKIJIbKYA HeMa€ OOCTYIIHUX KITIHIYHUX JaHUX.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHisMamu.

JleBeTupalleTaM He3HaYHO a00 ITOMIpHO BIIJIUBA€E Ha 30AaTHICTh KEPYBaTH aBTOTPAHCIIOPTOM
Ta MMpaloBaTy 3 IHIIMMU MeXaHi3aMaMu. Yepe3 MOXKIUBY iHAWBigyallbHY YyTIHUBICTb HEsKi
NalieHTH MOXKYTb Bif3HAuYaTH COHIMBICTL abo iHIIIi CUMIITOMHY, ITOB’SI3aHi i3 BIJIMBOM Ha IeHTPaIbHY
HEPBOBY CUCTEMY, 0COOJIMBO Ha MOYATKY JIiKyBaHHS a0 B mpolieci 30inbiIeHHs 03U, TOMy TaKuM
nalieHTaM ciif OyTu o0epeKHUMH, 3aliMal0YXCh OiIbHICTIO, 110 MOTPe0ye MigBUIIeHOl KOHI[eHTPaIlil
yBaru, HalpuKaf Py KepyBaHHI aBToM0o0OineM ab6o po6oTi 3 inmumu MexaHizmamu. [larieHTam
PEKOMEH[IYEThCS YTPUMYBATHUCS Bifl KepyBaHHS aBTOTPAHCIIOPTHUMHU 3aco0aMu ab0 PoOOTH 3 iHIITUMU
MexaHi3MaMu [O0TH, HOKU He Oyae BCTaHOBJIEHO, 10 IXHS 3JaTHICTh 3aMaTUCS TAKOI0 TisIbHICTIO He



TIOpYLIeHa.

Cnoci6 3acmocyeaHHss ma do3u.

TabmeTKu crifg mpuiMaTH IIepopaIbHO, 3aIMBaI0YM JOCTATHHOIO KiJIbKICTIO PimrHY, pPa3oM 3 ixet abo
6e3 Hei. [Ipu mepopabHOMY 3aCTOCYBaHHI JieBeTUpalleTaM MOXKe MaTH TipKuil npucMak. [Jo60By
[03y PO3MOIIIUTY Ha 2 OOHAKOBI JO3H.

[TapuianbHi Hanagu

PekxoMeH[I0BaHa [03a [JIsT MOHOTeparii (maifieHTy BikoM Bif 16 pokiB) Ta mogaTKOBOI Teparrii
€ OJHAKOBOIO Ta 3a3HauYeHa HUXKYe.

Yci nokasanus

[Topocai (= 18 pokiB) ma nidaimku (12 - 17 pokis) 3 macow misaa 8i0 50 ke

[ToyaTkoBa TepaleBTUYHA J03a cTaHoBUTEL 500 Mr 2 pa3u Ha go0y. Lle moyaTKoBa g03a, 110
IPU3HAYAEThCA YV IEPIIUY OeHb NiKyBaHHSA. OgHAK HUXKYa [To4aTKOBAa fo3a 250 Mr 2 pa3u Ha f00y
Moxe OyTH 3aCTOCOBaHa JIiKapeM Ha OCHOBI OITiIHKM 3MEHIIEeHHS YaCTOTH CYNOM ITOPiBHSHO 3
noTeHUinHUMY ToOiuHNUMEU epekTamu. 115 o3a Moxke OyTu 306inbiieHa go 500 Mr 2 pa3u Ha mo0y
yepe3 2 TUXKHi.

3ajIe’XHO Biff KJiHIYHOI KapTUHY i IEPEeHOCUMOCTI ITpenapaTty f060By 003y MOXKHa 30iIbLUINTH
no MmakcumanbHOl 1500 Mr 2 pa3u Ha mo6y. 3MiHioBaTH 003y Ha 250 Mr a6o 500 Mr 2 pa3u
Ha 00y MOXXHa KOXHi 2—4 TUXKHi.

[limu sikom 8i0 6 pokie ma nidaimku (12 - 17 pokig) 3 macow mina meHwe 50 k2

Jlikap mMOBMHEH ITPU3HaYaTH HAWOiNbI BignoBigHy miKapchky GopMy, 4O3yBaHHS Ta GOPMY BUITYCKY
3aJIe’XHO Bifl MacHu Tina, BiKy Ta mo3u. [HdopMallito mogo Kopekiil ;o3yBaHHS 3a/IeKHO Biff MacH Tinla
OUB. y po3aimi «[IiTtu».

H[}I/IHI/IHGHHSI J'IiKyBaHHH

Y pasi HeoOXiTHOCTI MPUNIMHEHHS IPUIOMY ITpenapaTy BiIMiHY peKOMEeHOYEThCS IPOBOIUTH
TIOCTYIIOBO (HAMpUKJIaf: AJIST HOPOCIMX Ta MiIIiTKiB 3 Macoo Tisla 50 KT Ta GifnbIe -
3MeHmIyBaTu 0o3y 500 mr 2 pa3u Ha 000y KOXHi 2—4 TUXKHI; IJId AiTeX Ta MigIiTKiB 3 Maco
Tina MeH1e 50 KT - 3MEHIIIyBaTH Pa30BY O03Y CIIif He Oinbine HikK Ha 10 MI/KT 2 pasu Ha
no0y KOXKHi 2 THXKHI).

Oco6uBi rPyny MallieHTiB
ITauieHmu AimHb020 BIKYy (8i0 65 pokis)

Kopek1is 1031 peKOMEeHAYEThCS NMallieHTaM JIiTHBOTO BiKY 3 MOPYIIEHO0 (QYHKIII€I0 HUPOK
(muB. HUXK4Ye «HUpPKOBa HEIOCTATHICTh»).

Hupxosa HedocmamHicmb



ITo6oBa no3a MoBMHHA OyTH iHAWBIAyalbHO CKOPUTOBaHA BigIIOBIAHO 0 CTaHY
(GYHKIIIOHYBaHHS HUPOK.

g KOPUTYBAHHA OJO3U OOPOCIIMM BUKOPHCTOBYBATH HABEOEHY HUXKYE TaOJIHITIO.

I KOpUryBaHHS 03U 3a Tabauieio HeoOXiMHO BU3HAUYUTHU PiBEHb KITpPEHCY KpeaTUuHiHY
(KK) y mn/xs.

KK mist mopocnux Ta HimliTKiB 3 Maco:o Tina 6inbire 50 KT MOXKHa pPO3paxyBaTH 3 OTJISIAY Ha
KOHIIEHTpAIlil0 CHPOBaTKOBOT'0 KpeaTUHiHy (Mr/m), 3a GopMynoio:

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

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

72 X KpeaTHHIH CUDOBaTKU KPOBi (MT/0j1)

[Totim KK KOpuUryoTh BifloBigHO [0 Mol noBepxHi Tina (I1T), sk moka3aHO gai:
KK (mm/xB)

KK (mn/xB/1,73M%) = x 1,73.

[T nanierTa (M°)

Tabmuns 1

PexuM no3yBaHHS OJ1s1 JOPOCINX Ta MifJIiTKIB 3 HUPKOBOIO HENOCTATHICTIO 3 Macoio Tina Oinbiie 50
KT

Cryminb TSXKKOCTI HUpKOBOl  KiipeHc PexuwMm mo3yBaHHA
HeIOCTAaTHOCTI KpeaTuHiHy

(mrt/xB/1,73 M%)
Hopmanbaa QyHKIiS HUPOK > 80 Big 500 mo 1500 Mr 2 pa3u Ha mo0y
Jlerkuii CTymiHb 50-79 Bim 500 mo 1000 mr 2 pa3u Ha go0y
CepepHiu CTyIiHb 30-49 Big 250 mo 750 Mr 2 pa3u Ha mo0Oy
TaXKKUHA CTYIIHD <30 Bim 250 go 500 Mr 2 pa3u Ha 00y
TepMiHanbHa CTafis - Big 500 mo 1000 mr 1 pa3 Ha moGy”

(mauieHTH, AKi mepeOyBaOTh
Ha mianizi”)



Wy IepIIUM IeHb JTiKyBaHHS JIEBETHpPAlleTaMOM PEeKOMEHOYEThCS IPHUOM HaBaHTaXKyBaIbHOI 103U
750 mr.

Micns gianmisy peKoMeHAY€EThCS IPUItOM HOHaTKoBOI f03u 250—500 MT.

[Ins giTed 3 HUPKOBOIO HEIOCTATHICTIO 03y JIeBeTHpalleTaMy He0oOXiMHO KOPUTYBATH BilITOBIOHO
[0 HUPKOBOI (DyHKIIi1, OCKINIbKU KJTipeHC JIeBeTUpalleTaMy [I0B’I3aHUM 3 HUPKOBOK (QyHKIi€I0. LIs
PEeKOMeHallis I'PYHTYETHCSA Ha OOCIiIXKeHHi 3a y4acTi JOPOCIUX MalliEHTiB 3 MOPYIIEHHSIM HHUPKOBOI
GbyHKII.

Ins mipmiTkis, giten Ta HemoBnAT KK y mn/xs/1,73 M’ MOXKHA po3paxyBaTH 3 OrJIAAy Ha
KOHIIEHTpAIlif0 KpeaTHUHIHY Y CUPOBATLi (MI/AJ1), 3aCTOCOBYI0UM Taky ¢popmyiny (popmyna IllBapia):

3pict (cm) X ks

KK (mn/xB/1,73 M) =

KpeaTHHiH CUPOBATKU KPOBi (Mr/m1)

Y piteit BikoM fo 13 pokiB Ta migmiTkiB-miBuaTok ks = 0,55; y mipmiTkis-xmonmis ks = 0,7.

Tabmnuig 2

PekoMeHpgamii momo KOpeKIIil 403U A7 OiTeH Ta MifAJiTKIB i3 mopyIIeHHSAM QYHKII1 HIPOK 3 Macoio
Tinma meHe 50 Kr

CTymiHb TSKKOCTi HUPKOBO1 KripeHc kpeaTuHiny |[[liTy BiKOM Bif 6 POKiB Ta MifgJIiTKHU 3

HeIoCTaTHOCTI (m1/xB/1,73 M%) Macoio Tina Mexme 50 xr'”

HopwmarnbHa QyHKIIiT HUPOK > 80 10-30 mr/kr (0,10-0,30 min/kr) 2 pa3u
Ha 100y

JIerkuyl CTyIiHb 50—-79 10-20 mr/kr (0,10—-0,20 mn/kr) 2 pa3u
Ha 100y

CepefHill CTYIiHDb 30-49 5—15 mr/kr (0,05-0,15 mn/kr) 2 pa3u
Ha 100y

TSIKKWY CTYIIiHD < 30 5—10 mr/kr (0,05—-0,10 mn/kr) 2 pa3u
Ha 00y

TepMmiHanbHa cTamisa (marieHTH, f 10—-20 mr/kr (0,10-0,20 mmn/kr) 1 pa3

Ki mepeGyBaloTh Ha Hiaisi) Ha o6y

Ons no3yBaHHA 00 250 Mr, oyig 0o3, He KpaTHUX 250 MT, KOJIM PEKOMEHI0BaHE N03yBaHHS
HEMOKJIMBO OTPUMATH NIPHUMOMOM [IeKiTbKOX Tab/IeToK, a TaKOXK [JId Malli€HTiB, SKi He MOXKYTh
IIPOKOBTHYTU TaOJETKH, CIIifi 3aCTOCOBYBATH OPalbHUY PO34YUH JleBinuTam.

Y nepmmii [eHs TiKyBaHHS PEKOMEHAYEThCS 3aCTOCYBAaTH HaBaHTazKyBa/IbHY [03y JIeBeTHpaLeTaMy
15 mr/xr (0,15 mi/Kr).



OMicns Oianisy peKOMeHAYeThCS 3aCTOCYBaTU fomaTKoBy #o3y 5—10 mr/kr (0,05-0,10 m/kr).

ITeuinKosa HedocmamHicmb

Ins nanieHTiB 3i cmabKuM Ta MOMipHUM MOPYLIEHHSIM (QYHKIII MeYiHKy KOpeKIlis 103K He MoTpibHa.
Y nauieHTiB i3 TIXKUMU MOPYLUIEHHAMU QYHKII TeYiHKy KIipeHC KpeaTUuHiHy MOXke He TIOBHOIO
Mipoto BigoOpaxKaTu CTYIiHb HUPKOBOI HeJOCTATHOCTI. TOMYy MJIs Malli€HTiB i3 KJIipeHCOM KpeaTuHiHy
< 60 m/x/1,73 M no00By MiATPHMYBaJIbHY 103y PEKOMEHJ0BaHO 3HU3UTHU Ha 50 %.

Himu

Jlikap MOBMHEH NpU3HavYaTHA HaWOiIbII BiAMOBIAHY TiKapChKy (opMy, HO3yBaHHA i hopMy
BUITYCKY 3aJIeKHO Bif] BiKy, MacH Tijla i po3paxoBaHoOi 103M.

JlikapchKuii 3aci0 y popmi TabneTOK He peKOMEeHOOBaHUM AJIS 3aCTOCYBaHHS [AIiTSIM BiKOM 10
6 POKiB i o151 AIli€HTIB, AKi HEe MOXKYTb IPOKOBTHYTH TabneTKu. Llii rpyrmi mamnieHTis 6axkaHo
3aCTOCOBYBaTH mpemapar JIeBinuTaM y hopmi opanbHOTO po3uuHy. Kpim Toro, HasiBHi 103yBaHHS
TabJIeTOK HE MigXOMsATh AJIST TOYATKOBOTO JIiKyBaHHS IOiTel 3 Macoio Tina mo 25 KT, Ojs Malli€HTiB, SKi
He MOXYTb IIPOKOBTHYTHU TabneTKu, abo [1s 3acTocyBaHHS 003 o 250 MT. ¥V BCix BUllleHaBeIeHUX
BUTIA[KaX JIiIKyBaHHS CJIif pO3MOYNHATHU IpenapaTtoM JlesinuraM, opajJbHUN PO3UMH.

MoHomepanis

Besmnexka Ta e(eKTHUBHICTh 3aCTOCYBaHHS JTiIKapChKOTO 3aco0y JleBeTupalieraM ACiHO SIK MOHOTepatil
OiTaM i migmiTkaM 0o 16 pokiB He BCTaHOBNeHi. [laHi BiiCyTHi.

ITioaimku (8ikom 16-17 pokis) i3 macorw mina 8i0 50 Ke i3 napuiaabHUMu HANadamu 3 8MOPUHHOI0
2eHepasisauieto abo 6e3 makoi, y AKux enepwe 0iazHoOCMOBAHO eniaenciio

[uB. Bulle po3nin «Jopocsi (= 18 pokis) Ta migmitku (12-17 pokiB) 3 Macoio Tina Big 50 Kr».

ITodamkosa mepania 045 dimeu sikom 8i0 6 pokis ma nioaimkis (12 - 17 pokig) 3 Macorw miaa
MeHwe 50 ke

HeMmoBnsiTaM i giTsaM BikoM 0 6 pokiB 6axKaHO 3aCTOCOBYBaTH Ipemnapart JleBinutaMm y ¢hopmi
OpaJIbHOT'0 PO3YUHY.

IiTsAM BiKOM Bifi 6 POKiB OpajibHUY pPO34uH JIeBillUTaM CJIiff 3aCTOCOBYBATH [JIs JO3yBaHHS
npemnaparty go 250 Mr, ons mo3s, He KpaTtHuX 250 MT, KOJTM PeKOMEH0BaHe NO3yBAHHS HEMOKIIMBO
OTpHMaATHU HpPIfIOMOM )Z[eKiJ'IBKOX Ta6J'IeTOK, d TaKOX OJId HaI.IiSHTiB, SKi He MOXYTE IIPOKOBTHYTH
TabIeTKH.

[lns1 ycix moKa3aHb CJIiff 3aCTOCOBYBaTH HallMeHIy e(peKTuBHY f03y. [logyaTkoBa f03a Ans
OUTHHU a0o MifJTiTKa 3 Macolo Tifla 25 Kr MoBUHHA cTaHOBUTH 250 Mr [IBidi Ha Ho0y,
MaKCcHUMasbHa go3a - 750 Mr fiBiui Ha mo0y.

IiTsimM 3 Macolo Tina 6inbire 50 KT fo3yBaHHA AJIS yCiX TOKa3aHb MPU3HAYAIOTh 3@ CXEMOIO,
HaBeEeHOIO /I TOPOCIIUX.

[us. Buile po3gin «opocni (= 18 pokis) Ta nigmiTku (12-17 pokis) 3 Macoro Tina Big 50 Kr» Ans ycix



IIOKa3aHb.
IlonomiosxcHa mepanisa 0aa Hemosaam 8ikom 8i0 1 0o 6 micAuie

HemoBnsgTaM 3aCTOCOBYIOTh IIpenapar y (opMi opabHOTO PO3YUHY.

Himu

Jlikapcekuii 3aci6 y hopmi TabneTok He peKOMeHI0OBaHUM M1 3aCTOCYBaHHS HiTAM BikoM [0 6 POKiB.
HemosnsiTam BikoM Bif 1 MicsAns i giTsM BIKOM 0 6 POKIB CIif 3aCTOCOBYBaTHU JIeBilluTaM, opajibHUI
PO3YHH.

Ilepedo3yeanHsi.
Cumnmomu

[Tpu nepeno3yBaHHi IeBeTUPalleTaMy CIIOCTEePiraaucs COHIUBICTh, 30yIKEeHHs, arpecis,
MIPUTHIYEHHS OUXaHHS, IPUTHIYEHHS CBIIOMOCTI, KOMa.

JIikysaHHA

Y pagzi roctporo nepeno3yBaHHs He0OXiTHO TPOMUTH IITYHOK a00 BUKIUKATH OII0OBaHHS.
CneuudiuHoro aHTAOOTa JeBeTUpalleTaMy HeMae. [Ipu HeoOXigHOCTI CIlif TPOBOOUTH
CHMIITOMATUYHe JTiKyBaHHS, Y T. 4. 3 BUKOPUCTAHHIM reMofiiamnidy (BuBoguThCs [0 60 %
neBeTupaneTamy ta 74 % OCHOBHOTO MeTaboMiTy).

ITo6iuni peakuii.

HattuacrTime moBiqoMIsiIocs Mpo Taki mobivHi peakiii, K Ha30(papUHTIT, COHIUBICTh, TOJIOBHUM Oifb,
migBHINIeHA BTOMITIOBAHICTD i 3anmamopoueHnHs. [Ipodinb mobiyHUX peakiliii, 110 HaBOJUTHCS,
I'PYHTYETBHCS Ha y3arajJbHEeHOMY aHasli3i JaHuXx n1aneb0-KOHTPOIbOBAHUX KITIHIYHUX BUIIPOOYBaHb 3a
yciMa MOKa3aHHSIMU, V IKUX 3arajoM B3sj10 y4acTh 3416 malli€HTiB, Ki OTpUMYyBasiu JIeBeTUpaleTaM.
LIi maHi mOMOBHIOIOTHCSA 3aCTOCYBAaHHSM JIEBETHpAlleTaMy Y BiiMIOBIiTHUX PO3IIMPEHUX BiIKPUTUX
MOCTiAXKEHHSX, @ TAKOXK ITOCTMAapPKETUHTOBUM HocBifoM. [Tpodink 6e3nmeky TeBeTHpaleTamy, K
IIPaBUJIO, CXOKUM ¥ Pi3HUX BiKOBUX Ipynax (HOPOCHi i JiTH) mpu 3aCTOCYBaHHI 3a Pi3HUMHU
BCTAHOBJICHUMH IIOKA3aHHIMH.

[To6iuni peaxtii, TPo SKi MOBiHOMIISIIIOCS B KITiIHIYHUX OOCHIIXKEHHSIX (CTOCOBHO MOPOCHUX, MiMTiTKIB,
[iTel i HEMOBJIAT BiKOM Biff 1 Micsls1) i IPOTATOM MOCTMapKETUHTOBOTO NePiofy, 3a3HauyeHl HUXK4Ye
3a CUCTeMaMu OpraHiB Ta 3a 4aCTOTOX0 BUHUKHeHH. [100i4Hi peakiiil npefcTaBieHi y MOPSAOKY
3MEHIIEHHSI CEPUO3HOCTI, a 1X YaCTOTa BU3HAYAETLCS TaKUM YMHOM: AyxKe 4acTo (= 1/10); gyacTo (Bix
= 1/100 go < 1/10); HewacTo (Big = 1/1000 mo < 1/100); pigko (Bim = 1/10000 mo < 1/1000) i gyxe
pioko (< 1/10000).

IHpeKuil ma iHeasii: gyXke 4acTo - Ha30()apUHTIT; PifKo - iH(eKIIil.

3 60Ky cucmemu Kposi: He4acTo - TPOMOOILIUTOIIEHis, TeUKOIEeHis; PiIKo - HeUTPOIIeHis,



TAHIUTOIIEeHis, arPaHyJIOIUTO3,

3 boky imyHHOI cucmemu: pigKo - MEOWKaMEHTO3Ha peakllis 3 e03uHOPIITi€I0 Ta CUCTEMHUMHU
cuntomamu (DRESS-cuHApOM), Tinep4yTAuBiCTh (BK/II0UAIOYX aHTIOHEBPOTAYHUM HAOPSK i
aHainakciio).

ITopyweHHs xap4ysaHHA ma 0OMiHY Peyo8uH: YacTO - aHOPEKCisi; HeyacTo - 30iblIeHHST MacH Tina,
3MEeHIIIeHHSI MaCH Tila; PifKo - rinoHaTpieMid.

3 60Ky ncuxiku: 4acCTo - [eTIpecisi, BOPOXKICTh, arpecisi, TPUBOKHICTb, 6€3COHHS, APATiBIUBICTS,
HEPBO3HICTh; HEYACTO - CIIPOOU CYIIIUAY Ta CYII[UAaIbHI IYMKH, IICUXOTHUYHI PO3jIagy, aHOMalbHa
TIOBeMiHKa, TajIolHallii, THiB, CIITyTaHICTh CBiMOMOCTI, TaHi4YHi aTaku, eMolliiHa 1abibHICTE/3MiHN
HACTPOIo, 30yMKEeHHS; PidKo - CYIUA, po3/i1afu 0COOUCTOCTi, aHOMalIbHI IyMKH, [eJlipiit; oyxKe pigko
- 06CeCHBHO-KOMITYILCUBHUM pO3mMam**.

3 6oky Hepeoeoi cucmeMu: IyxkKe YacTo - COHJIUBICTb, TOJOBHUY 0iib; YACTO - CYHOMH, IIOPYIIEHHS
piBHOBary, 3alraMOpPOY€eHH, JIeTaprisd, TPeMOop; HeYacTo - aMHe3is, IOPYIIeHH [1aM AT, aTakcis,
MOPYIIEHHS KOOPAMHALIil, TapecTe3is, po3/lafy yBary; PigKo - TilepKiHesis, XopeoaTeTos,
OUCKiHe3is, OpPYIIeHHS X0Ou, eHIledarnonaTis, IOCUIEeHHS CyIoM, 3JI0SIKiCHUN HEUPONENTUYHUM
CUHAPOM*,

3 60Ky opaaHis 30py: HEYACTO - TUILIONIS, PO3MUTICTE 30DY.

3 60Ky opaaHis cayxy ma pigHO8A2u: YACTO - BEPTHUTO.

3 boky cepus: pigko - momoBxkeHHs inTepBany QT Ha EKT.

3 60Ky opaaHie OuxaHHA, 2pyOHOI KAimKUu ma cepedoCmiHHA: 4aCTO - KallleJIb.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: 9acTo - Oilb Y XKUBOTI, miapes, MUCIENCis, HymoTa,
O71t0BaHHS; PiIKO - TAHKPEaTHT.

3 60Ky eenamobisiapHoi cucmeMu: He4aCTO - BiOXUJIEHHS Bif HOPMU Pe3yJIbTaTiB IeYiHKOBUX IPO0;
PIOKO - TEMaTUT, MeYiHKOBa HEJOCTATHICTh.

3 60Ky HUPOK i ceuosudinbHOI cucmemu: PigKo - TOCTPE YpakeHHs HUPOK.

3 60Ky wkipu ma nidwKipHOi KAiMKOBUHU: YaCTO - BUCUIIAHHS; HEYACTO - eK3eMa, CBepOix,
aJiomelis;; pigkKo - TOKCUYHUY elifepManbHUI HeKpPOoi3, cuHapoM CriBeHCa-IIKOHCOHA,
MynbTU()OPMHA epUTEMA.

3 60Ky KicmKkogo-M’ 30801 cucmemu ma Cnoay4Hoi MKAHUHU: HEYaCcTO - Mianris, M’'si30Ba C/1abKicTs;
pimko - pabmomioni3 i migBuINeHHS PiBHS KpeaTuH(ocoKiHa3u B KPoBi*.

3azanvHi po3aadu: 4acCTo - aCTEHis, MigBUIlleHa BTOMIIOBAHICTh.
Tpasmu, ompyeHHA Mma npouedypHi YCKAAOHEHHA: He4acTo - TPaBMHU.

* [lommpeHiCTh 3HAYYILO BUINA Y ANOHIIIB IOPiBHAHO 3 MalliEHTaMU HESATIOHCHKOTO
IIOXOKEHHS.

** CriocTepiranucs AyxKe pifiKicHi BUMTaAKX PO3BUTKY 00CECUBHO-KOMITYTbCUBHUX PO371afiB
(OKP) y martienTiB 3 OKP abo ncuxiuyHUMHY po3jagaMy B aHaMHe3i B IOCTMapKeTHUHT OBOMY



CIIOCTEPEKEHHI.

Onuc okpemMux nobivHUX peaku,it
Pusuk aHOpeEKCil 3pocTae Mpu 0OQHOYACHOMY 3aCTOCYBaHHI JIeBeTUPalleTaMy 3 TOIlipaMaTOM.

[Tpu mposiBax anomnelnii y essKuxX BUMagkax BimOyBasocs BiTHOBIEHHS BOJIOCSHOTO MTOKPUBY IiCTIS
IPUNIMHEHHS 3aCTOCYBaHHA JIeBeTHpalleTaMy.

[Ipu mposiBax MaHIUTOIEHIl y JesIKUX BUMIAaAKaX CIIOCTEPIranaocs MpPUTrHideHHs KiCTKOBOTO MO3KY.

Bumagku eHiedanomnarii, 3a3BA4aid, CIIOCTEPIraaucs Ha MOYaTKy JTiKyBaHHS (Bif HEKITbKOX
IHIB 10 KiTbKOX MicCAIliB) i Oyu 000POTHUMHU ITiCIIS IPUIIMHEHHS JTIiKyBaHHS.

Himu

Cepep manienTiB BikoM Bif 1 Micsans mo 4 pokis 3aranom 190 naiieHTiB OTpuMyBaiu
JiKyBaHHS JIeBeTHpaleTaMOM Yy XOfi 1a1e00-KOHTPOIb0BaHUX Ta BiIKPUTHUX IIPOIOBKEHUX
mociimkeHb. 60 i3 1IUX MallieHTiB OTPUMYBAJIK JTIKyBaHHS JIeBeTHPAIleTaMOM Y Xomi mane0o-
KOHTPOJIbOBAHUX HOCTiAXKeHb. Cepep mallieHTiB BikoM 4—16 pokiB 3aranom 645 maifieHTiB
OTPUMYBAJHY JIiKyBaHHS JIeBeTUPALleTaMOM Y XOfi 11aie60-KOHTPOILOBAHUX i BIIKPUTHUX
IIPOAOBXKEHUX NOCIIAXKEeHb. 233 3 IIUX NAll€HTiB OTPUMYBAJIU JIiIKyBaHHS JIeBeTUpaleTaMoM y
xomi mnanebo-KOHTPOJIbOBaHUX AOCTiAXKeHb. B 000X 3a3HauyeHUX BIKOBUX I'PyIlax IIi AaHi
OOIIOBHEHI JaHUMU I110J0 3aCTOCYBaHHS JIeBeTUpaleTamMy y HiclspeecTpaliiiomMy Iepiofi.

Kpim Toro, y X0fIi MiCNIspeecTpaliiHoro qOoCiiiKeHHs 6e3MeKn MiKyBaHHS ITpernapaToM
orpumyBasno 101 Hemosns BikoM o 12 micaniB. HoBux ganux 3 6e3meKu 3aCTOCyBaHHS
neBeTUpalieTaMy HEMOBIISITAM 3 eIliJIeTiciero BikoM o 12 MicsiiliB oTpuMaHo He 0yIo.

[Tpodine nobiyHMX peakKiliil IeBeTUpalleTaMy 3arajioM CX0XKHWW y Pi3HUX BiKOBUX I'pyIiax Ta
IIPH BCiX 3aTBEPIXKEHUX IMOKa3aHHIX elrinencii. Pe3ynpTatu momo 0e3neku 3aCTOCYBaHHS
Ipenapary HiTSM, OTPHMaHi y X0fi mare00-KOHTPOIbOBAHUX KITIHIYHUX OCTiIKEHb,
BigmoBimanu mpodimnio Oe3neku meBeTUpPaIeTaMy y JOPOCIINX, OKPiM MOOIiYHUX peakiiil 3
00Ky IOBEHiHKM Ta ICUXiKH, gKi y miTedt O6ynu Oinbll yacTUMU, HiXK y Jopociux. Y fiTed Ta
migTiTKiB BikoM Bim 4 mo 16 pokiB 6mioBaHHA (Tyxke 4acTo, 11,2 %), 30ymxkeHicTs (dacTo, 3,4
%), 3miHa HacTpoo (4acTo, 2,1 %), abekTuBHa adinbHicTE (9acTo, 1,7 %), arpecis (4acro,
8,2 %), aHoMarnbHa IIOBefiHKa (4acTo, 5,6 %) i netaprig (9acro, 3,9 %) crnocrepiranucs 3
Oi/IbIII0I0 YACTOTOIO, HiX B iHIIUX BiKOBUX Ipymax abo y 3arajgbHoMy npodini 3 6e3neku. Y
HEMOBJIAIT i [iTel BikoM Bif 1 Micsisg mo 4 pokiB ApaTiBIuBiCcTh (myxke dacTo, 11,7 %) Ta
OPYIIEeHHS KoopauHallii (4acto, 3,3 %) cnocTtepiranucs 3 OilbIIO YaCTOTO0, HiXK B iHIIAX
BiKOBUX rpynax abo y 3arajbHoMy npodini 3 0e3neku.

Y nopgiltHOMY crinoMy mane60-KOHTPOIbOBAaHOMY AOCTiAKeHHi 3 0e3MeKu A [OiTel, ke
IIPOBOAMIIOCS 3 METOIO TOBECTH HEe HUXKYY e(eKTUBHICTh IIpenapary, Hixk miauebo,
OLIIHIOBAJIY BIIJIUB JIeBeTUpalleTaMy Ha KOTHITUBHI Ta HEUPOIICUXOJIOTIYHI IOKA3HUKY Y OiTel
BiKOM Bif 4 10 16 poKiB 3 mapuiaJbHUMU HamnagaMu. 3a pe3yIbTaTaMU LbOI'0 AOCHIAKEHHS,
JeBeTUpalleTaM He Bimpi3HsaBcs (He OyB MeHIT eeKTUBHUM) Bifl M1aile6o 100 3MiHU Bif
BUXITHOTO PiBHA yBaru i maM’sri 3a wkanow Leiter-R, cyMapHOro noka3Huka nepeBipku



mam’sATi y MOmynstil BiAOBIZHO A0 MPOTOKOJY. Pe3ynbTaTH, 0B A3aHi 3 MOBEAiHKOBUMU Ta
eMOLIVHUMU (PYHKI[IIMU, BKa3yBaJl Ha IIOCUJIEHHA Y MAl[i€HTIB, IKUX JIIKyBa/Il
JleBeTHpalleTaMOM, arPECUBHOI MTOBEIHKH, 1110 BU3HaYalach CTaHAAPTU30BaHO i
CHCTEeMaTHU4YHO, 3 BUKOPHCTAHHSIM Basmimgu3oBaHux 3acobiB (CBCL - Achenbach Child
Behavior Checklist - KoHTponbHII CIIMCOK OUTSYO0I MOBeNiHKH AxeHOaxa). OgHaK y Malli€HTiB, sgKi
OTPUMYBAJIX JIeBETUPAIIETAM Y XO[Ii JOBrOCTPOKOBOTO BiIKPUTOTO MOCIIiAKEHHS ITOHAIbIIO0
CIIOCTEPEXKEHHS, Y CEPefHbOMY He CIIOCTEePirasocs MOTriplleHHs II0BEAiHKOBUX Ta eMOLIMHUX
GYHKIIIN, 30KpeMa ITOKa3HUKY arpeCUBHOI MMOBEiHKY He OyJY TipIIUMU 3a BUXiTHUN piBEeHb.

[ToBimomneHHs PO Migo3poBaHi mo6iYHI peakirii

[ToBimoMneHnHs npo mobiuHi peakilil micys peecTpariii 1ikapchKoro 3aco0y Ma€e BaXK/IMBe 3HAYEHHS.
Lle nae 3MOry IPOBOAUTYU MOHITOPUHT CHIBBiIHOIIEHHS KOPUCTh/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
niKapchbKoro 3aco6y. MeguyHuM Ta ¢hapMalleBTUUHUM IIpalliBHUKAM, a TaK0oX IallieHTaMm abo ix
3aKOHHUM IIpefCTaBHUKAM CJIi] IOBiOMJISITH TIPO YCi BUIIAAKHU Iif03PI0OBaHUX IMOOIYHMX Peakllii Ta
BifICyTHOCTi e(peKTHUBHOCTI TiKapCchKOro 3aco0y yepe3 ABTOMaTH30BaHy iHGOpPMaIliliHy CUCTEMY 3
dhapMakoHarnsAmy 3a nmocunaHHsAM: https://aisf.dec.gov.ua.

Y pasi suHukHeHHs nobivHUX peakuit abo 3anumaHs w,000 6e3neku ma egpekmugHocmi
3acmocye8aHHs Aikapcvkoz2o 3acoby, npocumo 3gepmamucs 00 8i00iny papmakoHaz2a50y

TOB «ACIHO YKPAIHA» 3a adpecoio: 6yaveap Bauaasa I'asena, 8, m. Kuis, 03124, men/pakc:
38 044 281 2333.

Tepmin npudamHocmi. 2 POKH.

YmMmoBH 30epirannsi. 30epiratv y HeOCTYIHOMY AJIS OiTEX MicClli, B OPUTiHAIbHIN YIIaKOBIi IpU
TeMmuepatypi He Buine 25 °C.

YnaxkoBka. [To 10 tabmeTok y 6mictepi; o 3 abo 6 6micTepiB y mayiri.

Kareropis Bigmycky. 3a perenTtom.

Bupo6nuk. TOB «®apma CtapT».

Micue3HaxoIKeHHsI BHPOOHHKA Ta afipeca Micls MpoBaIXKeHHS HOT0 Tis/IbHOCTI.

Ykpaina, 03124, m. Kuis, 6ynsBap Baumasa ['aBerna, 8.



