IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

JIeBimuTaMm 250

(Levicitam 250)

JIeBimuTaMm 500

(Levicitam 500)

Cknag:
0itoua peuosuHa: IeBeTUpaLeTaM;
1 TabmeTka MiCTUTB neBetuparieramy 250 Mr a6o 500 Mmr;

0ONOMIdCHI peyoBUHU: 1IEJTI0II03a MiKPOKPUCTaIidYHa, KOMIOBiIOH, KPOCIOBiOOH, KPOXMallb
KYKYPYO3gHUU IpexeaTUHi30BaHUM, MarHil0 cTeapaT, IOKPUTTS [AJis HaHeceHHs 00omoHKK Opadry
IT White (momieTuneHrmikonb, CIUPT MOMIBiHIOBUM, TanbK, TUTaHy miokcup (E 171)).

JIikapcbka ¢opma. TabmeTKy, BKPUTI ITiIBKOBOIO 000I0HKOIO.

OcHosHi (pi3uko-xiMiuHi 81acmusocmi: TabNeTKH KPyTiiol GopMHu, 3 JBOOIYKJIOI0 IIOBEPXHEI0, BKPUTI
ITiBKOBOIO 000JTIOHKOIO 6i7T10T0 KOJILOPY.

dapMakoTepaneBTHYHA rpyna. [IpotueninentuyHi 3acobu. JleBetupareram. Kog ATX NO3A X14.

dPapmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

JleBeTupalleTaM € IOXiTHUM IipOJTigoHy (S-eHaHTiOMep anbda-eTUI-2-0KCO-1-TiponiguH-aleTaminy),
3a XiMiYHOI0 CTPYKTYPOIO BiIPi3HSETHCS Bifl BiTOMUX MPOTHEMINIENTUYHUX JIIKaPChKUX 3aC00iB.

MexaHni3M mil.

MexaHi3M [il 1eBeTUpalleTaMy HeOCTaTHLO BUBYEHUM. Ha mifcTaBi mpoBegeHUX AOCHIAXKEHb in Vitro
i in vivo IpUIyCKaIOTh, II0 JIeBeTUpalleTaM He 3MiHIOE OCHOBHI XapaKTepHUCTUKU HEPBOBOL KJTITUHM i
HOpMaJIbHy HeMpOoTpaHcMicito. [ocaiaxKeHHd in vitro okasany, 0 JieBeTUpalleTaM BIJIMBA€E Ha
BHYTPIIIHbOHENpOHasbH piBHi Ca’ IIIXOM YaCTKOBOTO IIPUTHIUEHHS TOKy depe3 Ca’kaHamy N-Tumy



Ta 3HMXEHHs BUBiNbHeHHs Ca’3 iHTpaHelpoHaIbHUX [emo. BiH TaK0XK YaCTKOBO HiBENE
npurHideHHs [AMK- Ta riinuH-peryib0BaHOro TOKY, 3yMOBJIEHe [Ii€l0 IMHKY Ta B-KapOomniHamu. Kpim
TOTO0, ¥ XO[i HOCTiAKEeHb in Vitro neBeTupaneTaM 3B’ s13yBaBCH 31 CIeNU(PIYHUMY OiITHKaMU Y
TKaHWHAX MO3KYy I'puU3yHiB. MiclieM 3B’s13yBaHHS € 0i7T0OK CHHANITUYHUX BE3UKYT 2A, 1110 6epe y4acTh y
3NTUTTi BE3UKYJ Ta BUBIIbHEHHI HeipoTpaHcMiTepiB. CriopigHeHICTh (y pAHTOBOMY IOPSIAKY)
JeBeTUpalleTaMy Ta BigIOBIZHMX aHAJOTIB 3 6iTKOM CHHANITUYHUX BE3UKYJ 2A KopeoBaa i3
MOTYKHICTIO 1X IPOTHUCYAOMHOI il y MOfeNsAX ay[ioreHHol emninencii y mutnei. Lli pe3ynsTatl faloTh
3MOTY IPUIIYCTUTH, 1110 B3aEMOZIs MiXK JieBeTUpaIeTaMOM Ta OiIKOM CUHANTUYHUX Be3UKYI 2A MoxKe
YaCTKOBO MOSCHIOBAaTH MeXaHi3M IIPOTUEMINIENITUYHOI fil Ipenapary.

dapmakoguHaMiyHiI epeKTH.

JleBeTHpalleTaM MepPEIIKOXKa€e BUHUKHEHHIO CYIOM y IIMPOKOMY CIIEKTpi MOofesiel mapliaJbHUX Ta
IIepPBUHHOTeHEepaIi30BaHUX HalafliB y TBAPUH, He CIPUYUHSIIOUN IPOCYOOMHOT0 edeKTy. OCHOBHUU
MeTa0oJIiT HeaKTUBHUH.

Y nmropvHY aKTUBHICTS IIpenaparty MigTBepaXkKeHa fAK 1010 apliaJlbHUX, TakK 1 reHepali30BaHux
eMiIeNITUYHYX HanafiB (eniienTugopMHi IposBu/PpoTonapokcu3MaibHa peakllis), 10 CBiIUUTh IIPO
IIMPOKUY CIEKTP (apMaKOJIOTiYHOTO MPOodiiio meBeTUpaIeTaMy.

dapmakoKiHemuxka.

JleBeTHpalleTaM XxapaKTepU3yEThCSI BUCOKOIO PO3YMHHICTIO Ta IPOHUKHICTIO. PapMaKOKiHEeTKa Mae
THINHAY XapaKTep, He 3aJIeKUTh Bifl 4aCy Ta XapaKTePU3y€eThCsI HU3BKOIO MiXK- Ta iHTpacy6’ eKTHOIO
MiHnuBiCTHO. [1ic/Il MOBTOPHOI'0 3aCTOCYBaHH IIpenapaTty KIipeHC He 3MiHIeThCSA. O3HaK BIIJIUBY
crarti, pacu abo IIUPKagHOT0 PUTMY Ha papMaKOKiHETUKY He Bim3Hauanocs. IIpodins
bapmakokineTHKY OyB MOAIOHUM Y 3[OPOBUX HOOPOBOIIBIIIB Ta XBOPUX Ha eIiJiernciio.

3aBOsKM MOBHOMY Ta JIiHIHHOMY BCMOKTYBaHHIO PiBHi IIpemnapary y Ijia3Mi MoXHa mepef0adyuTy,
BUXOIAYH 3 IEPOPAJIbHOL JO3U JIeBeTHpalleTaMy, BUPaXKeHOl ¥ MI/KT MacH Tifa. ToMy BiiCcTeXyBaTh
TII71a3MOBi PiBHi 1eBeTUpalleTaMy HeMa€e IOTPeOH.

Y mopocnux Ta fiTei Big3Hadasacd 3HauHa KOpeJdLisd MiXK KOHIIEHTpalli€lo npenapary y CJIuHi Ta
y1a3Mi KpoBi (CIiBBIgHOIIEHHS KOHI[EHTPAlill y CNIUHI/IIa3Mi Konusasnocs Big 1 go 1,7 micns
npuioMy TabJIeTOK [Jig IepOopPaIbHOr0 3aCTOCYBaHHS Ta yepe3 4 TOAWHY IiC/s IIPUIoMY OpaibHOTO
PO34UHY).

Ilopocai ma nidaimku.

BcMoKTyBaHHA.

JleBeTupaleTaM IIBUAKO BCMOKTYEThLCS IIICTIs IIEPOPAIbHOT0 3aCTOCYBaHHsS. AGCOMIOTHA ITepopasibHa
6iomoctynHicTs 6mu3bKa 70 100 %. ITikoBi KoHIeHTpallil y nna3Mi Kposi (C,,,,) HoCIraloThCs yepe3
1,3 rogunm micns npuiioMy npenapaTty. PIBHOBaXKHUM CTaH NOCATAETHCS Yepel 2 OHi 3aCTOCyBaHHSA
npernapary [Bidi Ha mo0y. ITikoBi kouIeHTpariii (C,,,) 3a3Bu4ai cTaHOBIATh 31 Ta 43 MKT/MI micis
pa3zoBoi go3u 1000 mr Ta moTopHOi Ho3u 1000 Mr oBivi Ha moOy BigmoBigHO. CTYIIiHE BCMOKTYBaHHS
He 3a/JIeXUTh Bifl 103U Ta He 3MIiHIOEThCS il Mi€0 1XKi.

Poznmomin.

[aHuX 1000 PO3MOAiNy IIpenapaTy y TKaHUHaX JIOOUHU HeMae. Hi neBeTupaneram, Hi 100
OCHOBHMY MeTab0IiT 3HAaYHUM YMHOM He 3B’SI3YI0ThCS 3 GimkaMu mma3mu KpoBi (< 10 %). O6’em



PO3MOfIiNy neBeTUpaleTaMmy CTaHoOBUTh Bim 0,5 mo 0,7 11/Kr, 1110 mpuOIM3HO [IOPiBHIOE 3aralbHOMY
00’eMy BoOu B OpraHi3mi.

MetaboIri3Mm.

MeTabo7i3aM neBeTupaleTaMy y JIOAUHN He3HayHuN. OCHOBHUM IIJITX0M MeTabomnizMy (24 % mo3n) €
(bepMeHTHUY TigpoIi3 alleTaMigHol rpynu. I3ogopmu nedinkoBoro muroxpoMy P450 He GepyTh y4dacTi
B YTBOPEHHi 0CHOBHOTO MeTabomiTy - uch LO57. I'igponi3 arnetamifHol rpymu criocTepiraBcs y
BEJIMKIiH KiJTbKOCTi TKaHWH, BK/II0YA0UHX KIiTHHYM KPoBi. MeTtaboit uch L057 ¢papmakonoriyHo
HEaKTUBHUU.

Takox Oynu BU3HaA4eHi gBa ApyropsigHux MeTtabositu. ONUH YTBOPIOBABCS BHACIIIOK
TiAPOKCUITIOBAHHSA IipOTioHOBOTO KinbIld (1,6 % Big mo3u), OPYTUM - BHACTIIOK PO3IMKHEHHS
miposigoroBoro Kinkilg (0,9 % Big mo3u).

IHIIl HEeBU3HAYEeHI KOMIIOHEeHTH cTaHoBMiIu nulle 0,6 % Big mo3n.

B3aeMHOro 1epeTBOPEHHS €HAaHTiIOMEPIB IeBeTUpaleTaMy Y¥ HOr0 OCHOBHOTO MeTaboIiTy B yMOBax
in vivo He CIIOCTepiraaocs.

Y xomi mocmimKeHs in vitro neBeTupaleTaM Ta HOro OCHOBHUYN MeTaboJIiT He IPUTHIYyBalu
aKTUBHICTh OCHOBHUX i30()opM IediHKoBoro uutoxpomy P450 mopuuu (CYP3A4, 2A6, 2C9, 2C19,
2D6, 2E1 Ta 1A2), rmokypoHinTpancepasu (UGT1A1 ta UGT1A6) Ta enoKcuATigpoKcunasu. Takox
JieBeTHpalleTaM He IIPUTHIYYE III0KYPOHifallilo BalbIIPOEBO] KUCIIOTH in Vitro.

Y KynbTypi renaToluTiB TIOAWMHY JIeBeTUpalieTaM BUSBIISIB c1a0Kuil BIIUB a00 XK 30BCiM He BIIJINBaB
Ha Kon toranio CYP1A1/2, SULT1E1 a6o UGT1Al. JleBeTupalieTaM CIpUYUHSB CIIa0Ky iHOYKIIiIO
CYP2B6 ta CYP3A4. [TaHi in vitro Ta maHi in vivo I0O0 B3a€EMO[IL 3 TepOparTbHUMU
KOHTpalleNnTHBaMy, IUTOKCUHOM 1 BaphaprHOM BKa3yITh Ha Te, III0 B YMOBAX in vivo 3Ha4yIIol
iHnyk1ii pepMeHTiB He 04iKyeThCA. TOMy B3a€MOZis JIeBeTHpalleTaMy 3 iHIIUMY PeYOBUHAMU
MaJI0MMOBipHa.

BuBeneHHs.

[Iepion HamiBBUBEEeHHS IIpenapaTy 3 IJIa3MU Y AOPOCINX CTaHOBUB 7+1 ronuHy i He 3ajeXkas Bif
[03H, WIJISXy BBeEeHHS YU IIOBTOPHOTO 3aCTOCyBaHHSA. CepenHill 3aranbHui KiipeHc ctaHOBUB 0,96
MJI/XB/KT.

OcHOBHa KiNIbKiCTb IIpernapary, B cepefHboMy 95 % 031, BUBOAUIIACs HUpPKaMu (mpubau3uo 93 %
[03W BUBOAMIIOCS MPOTATOM 48 roguH). 3 KanoMm BuBoguThcs nuiie 0,3 % mo3u.

KymynsiTuBHe BUBE[EHHS 3 Ceuelo JeBeTupalleTaMy Ta HOT0 OCHOBHOT'O MeTa0oJIiTy CTaHOBUIO 66 %
ta 24 % Big go3u BigmoBimHO B mepii 48 roguH. HupkoBuil KiipeHc neBeTupaleraMy Ta ucb L0O57
ctaHoBuTh 0,6 Ta 4,2 MJI/XB/KT BiAIOBIAHO, IIJ0 CBITYUTH IPO BUBEOEHHS JIeBeTUPALlETaMy LIIIX0M
TJIOMePYIsIpHOi GinmbTpalii 3 moganbirow peabcopOIriero v KaHaNbLSX i IIT0 OCHOBHUM MeTabomiT
TaKOXK BUBOOUTHCS LIIIXOM aKTHUBHOI KaHAJBIEBOl CEKpelil Ha Jofavy [0 IIoMepYIsSpHOl QinbTpatiil.
BuBenenHs neBeTupaneTaMy KOpeJtoe 3 KJIIpeHCOM KpeaTUHIHY.

ITauieHmu AIMHbBO20 BIKY.

Y nmaruieHTiB NiTHHOTO BiKY Ilepiof HamiBBUBeOeHHS 3pocTae npubnu3Ho Ha 40 % (10-11 rogun). e
T0B’SI3aHO 3 MOTIpIIEeHHAM (YHKIIM HUPOK Y AaHOl momynsii (auB. po3min «Cnocib
3aCTOCYBaHHS Ta JO3U»).



ITopyweHHsA pYHKUYIT HUPOK.

Bupumuii 3aranbHUi KITipeHC JIeBeTUpAlleTaMy Ta HOoro 0CHOBHOTO MeTaboIIiTy Kopesoe i3
KJIipeHCOM KpeaTHHiHy. TOMy MallieHTaM i3 MOMipHUMH Ta TSIXKKUMHU IIOPYIIEHHIMU (QYHKI1 HUPOK
PEKOMEHIYEThCSI KOPUTYBATHU IATPHMYI0OUY 0OOOBY 103y JIeBeTHpalleTaMy BifTIOBIgHO [0 KIIipeHCY
KpeaTuHiHy (auB. po3min «Crocib 3acToCyBaHHS Ta JO3U»).

Y natieHTiB 3 aHypi€lo y TepMiHanbHIN cTafiil XBOpoOM HUPOK Iepiof HamiBBUBEOEHHS CTaHOBUB
npubnu3Ho 25 Ta 3,1 roguHM BiANOBIAHO y mepiof Mix ceaHcaMu Hiasi3y Ta IIif Yac #OTo
npoBefeHHS. [IpoTsarom gppakiitHoro 4-roIMHHOTO CeaHcy Aiamidy BuBopunocs 51 %
JleBeTUpalLeTamy.

ITopyweHHsA pyHKYIT neyviHku.

Y nari€eHTiB i3 TerKuM Ta IOMIPHUAM IOPYIIEHHSAM QYHKIIII eYiHKY BiATIOBIIHMX 3MiH KITipeHCY
JieBeTHpalleTaMy He CriocTepiranocs. Y OinblIOCTi MallieHTiB i3 TIXKUMU MOPYLUIEHHAMU QYHKIII
NIeYiHKHY KJIipeHC JIeBeTHpalleTaMy 3HMKYBaBcs Ha moHaf 50 % dyepe3 CYymyTHE MOPYIIEHHS QYyHKIII
HUPOK (muB. po3ain «Crocib 3acToCyBaHHS Ta IO3W»).

IlediampuyHa nonyaAauis.
Ilimu sikom 4-12 pokis.

[Ticna 3acTocyBaHHS pa30Boil 03U (20 MI/KT) [iTSM, XBOPUM Ha elinenciio (Big 6 o 12 pokis),
nepio HalliBBUBEEHHS JieBeTUpalleTaMy CTaHOBUB 6 roguH. BuguMuil KiipeHC, BiIKOPUTOBaHUY 3
ypaxyBaHHSM MacH Tina, 6yB npubnusHo Ha 30 % BUIIKMM, HiXK Y JOPOCIHX NAlli€HTIB 3 eminencieo.
[Ticrst MOBTOPHOTO TepOpPabHOro 3acTocyBaHHs (20-60 Mr/kr/mo0y) y XBOpUX Ha eIliNiencito giTel
(4-12 pokiB) neBeTHUpalieTaM BCMOKTYBaBCS MIBUAKO. [TiKOBi KOHIIEHTpaLllil y IJIa3Mi KpOBi focAaramucs
yepe3 0,5-1 ropguny micns npuioMy mo3u. [1iKoBi KOHIIEHTpallil Ta IJI0Ila 30HH IIif KPHUBOIO
3aJIe’XHOCTI KOHIIEHTpAIlil Biff Yacy 3poCTau JIiHIKHO i 3ajexanu Bif fo3u. [lepion HamiBBUBeIeHHS
CTAHOBUB NMPUONIU3HO 5 TOOWH; BUAUMUN 3araibHUN KITipeHC -

1,1 mmn/xB/KT.

KrinigHi XxapaKTepHCTHKH.
Iloka3anus.
MoHnoTeparris (mpenapaT nepiioro Bubopy) Mpu JiKyBaHHi:

- TapliaJbHUX HalafiB i3 BTOPMHHOIO reHepanilallieto abo 6e3 Takol y JOpOCuX i miTen
BIKOM Bifl 16 pOKiB, y SKUX BIIepllle OiarHOCTOBAHO eIiJencito.

fAK momaTKoBa Tepalis Ipu JIiKyBaHHI:

- napiiaJbHUX HaIaMdiB i3 BTOPHHHOIO TeHepai3alliero abo 6e3 Takol Y JOpOCiuX i fiTelt BikoM
Bifl 6 POKiB, XBOPHUX Ha EIIiNIEMNCiio;

- MIOKJIOHIYHUX Cy[OM Yy OOPOC/IUX 1 AiTel BiKOM Bifi 12 pOKiB, XBOPUX Ha IOBEHIJIbHY
MIOKJIOHIUHY eIliJIeNcCito;



- IIePBUHHO reHepalli30BaHuX CyJJOMHUX (TOHIKO-KJIOHIYHUX) HalafAiB y JOPOCINX i OiTel BiIKOM
Bif 12 pokiB, XBOPUX Ha ifionaTUUYHY reHepali30BaHy elmliyiencio.

IIpomunoka3aHHsi.

[TigBuIleHa YyTNUBICTL [0 JeBeTUPalleTaMy abo [0 iHIMMX MOXigHUX MiPOMiIoHY, a TAKOXK [0 Oy/Ib-
KX KOMIIOHEHTIB IIpenapary.

B3aemodia 3 iHnwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.
ITpomuenisnenmuyHi npenapamu.

[TepenmpeecTpalliiiHi faHi, OTpUMaHi ¥ X0fi KITiHIYHUX OOCTiOXKeHb, IPOBEOEeHUX 3 Y4aCTIO JOPOCIIUX
Malli€HTIB, BKa3yIOTh Ha Te, 110 JIeBeTHpalleTaM He YWHUTD BINIMBY Ha CUPOBATKOBI KOHIIEHTpAIlil
iHIMMX TPOTHEeNiNeNnTUYHUX ITpemnapaTiB (peHiToiH, KapOaMas3eliH, BalTbIIPOEBA KUCIIOTA,
dbenobapbiTan, TaMOTPUAKMH, TaballeHTHH i TPUMIIOH), @ BOHM Y CBOIO YEPT'y He BIIMBAIOTh Ha
(hapMakKOKiHETUKY JieBeTUpalleTaMy.

BipcyTHi maHi momo KimiHiYHO 3HAYYIIOI B3aEMOil TiKapchKOro 3aco0y y MallieHTiB AUTAYOTO BiKY, SIK
i y mopocnux, siki orpumyBanu g0 60 Mr/Kr/moby neBeTupaleTamy.

PetpocnekTuBHa ouiHKa (hapMakKOKiHETHYHOI B3a€EMOZIl ¥ HiTeH i miAIiTKIB 3 eminencieo (Bix

4 mo 17 pokiB) miATBEpAXIa, 0 AOJATKOBa Tepallis 3 IepopaJbHUM 3aCTOCYBaHHSIM JIeBeTHpaleTaMy
He BIIJIMBaJjla Ha PiBHOBaXKHi CUPOBATKOBI KOHIIEHTPAIlil 0JHOYAaCHO 3aCTOCOBaHUX KapOaMa3eIiHy Ta
Baibnpoaty. OgHaK [aHi CBif4aTh, IO KIIipeHC JieBeTupaneTtamMy Ha 20 % BULINY y AiTel, AKi
IpUKMaloTh (epMeHTIHAYKOBaHI IpoTHeninenTuyHi 3acobu. Kopekirisi 0o3u He nOTpiOHA.

ITpobeHeuuo.

[Tpo6enernun (500 Mr 4 pa3u Ha mo0y) - Ipemapar, 10 6JI0KyEe CeKperiio HUPKOBUX KaHalIbIIiB,
IIPUTHIYyEe HUPKOBUY KJTipEHC OCHOBHOTO MeTa0oJIiTy, aje He caMoro jeBetupaneramy. OgHak
KOHIIEHTpAIlil IH0T0 MeTabOoJIiTy 3aIuIaloThCa HU3bKUMU.

Memompexcam.

[ToBigomusny, 110 ODHOYACHE 3aCTOCYBaHHS JIeBeTUpaleTaMy i METOTpeKCaTy 3HUXKYE
KJTipeHC METOTPEeKCaTy, 110 IPHU3BOOUTD OO0 30ibIIIeHHS/TOI0BXKEHHS KOHIIeHTpallil
METOTPeKCaTy B KPOBi 10 IOTEHLIIMHO TOKCUYHUX PiBHIB. PiBHI MeTOTpeKcaTy i
JleBeTUpalleTaMy B KPOBI CJIifj peTe/IbHO KOHTPOJIIOBATH y IAl[leHTIB, Ki OTPUMYIOTh
JIIKyBaHHS OBOMa IIpeliapaTaMy OOHOYAaCHO.

ITepopanvHi KOHMpavyenmuseu ma papMakokiHemuyHi 83aeMo0ii 3 iHWuUMU npenapamamu.

JleBeTupatetaM y fo60Bi# 1o3i 1000 Mr He 3MiHIOE (papMaKOKiHETHKY ITepOpaibHUX TPOTHU3ATIIIIHUX
3aco0iB (eTUHiNECTPaNioNy i IeBOHOPTeCTpeny); eHOOKPUHHI oKa3HUKY (piBHi JIT' Ta mporecTepony)
He 3MiHIOBanucs. JleBeTupareraM y go0osiit ;03i 2000 Mr He 3MiHIOE (hapMaKOKiHETHKY AUTOKCHUHY i
BapdapuHy; 3HaYEeHHS MPOTPOMOIHOBOTO YacCy 3a/IHIIaIics He3MiHeHUMU. [[TUTOKCHH, IIepopaIbHi
IIPOTU3AIIiAHI 3aco0u i BapdapHH, y CBOIO Yepry, He BIIJIUBaIOTh Ha (hapMaKOKiHETUKY



JieBeTupalneTaMy IIpu OOJHOYaCHOMY 3aCTOCYBaHHi.

ITpoHocHi 3acobu.

B okpeMux BumafgKax MOBIIOMIISIN IIPO 3HUKEHHS e(PEeKTUBHOCTI JIeBeTUpaleTaMy IIpu
OJHOYaCHOMY 3aCTOCYBaHHI OCMOTHYHOTO IIPOHOCHOTO 3aC00y MaKpOTOJIy 3 IepopalIbHUM
JieBeTUpaleTaMmoM. ToMy He CJIif IpUuiMMaTyA MakKpOroJ IIepopasbHO IPOTAToM 1 roguHu oo
Ta IPOTATroM 1 rOgUHY MICNIA IPUNOMY JIEBETUPALleTaMy.

Irca ma anxozonv.

CrymniHb BCMOKTYBaHHS JIeBeTHUpalleTaMy He 3aJIeXUTh Bifl IPUUOMY 1Xi, ajie MBUOKICTh
BCMOKTYBAHHS [EI0 3HMXKEHa Y pa3i mpuiioMy pa3oM 3 ixewo. HemMae gaHuX IIpo B3a€MO[it0
JIeBeTUpaleTaMy 3 aJIKOroIeM.

Oco6.1ueocmi 3acmocyeaHHsi.
Hupkosa HeQocmamHicmb.

[NTauieHTH i3 HUPKOBOIO HEOCTATHICTIO MOXKYTh NMOTPeO0yBaTH KOPEKIIil 03U JIeBeTHpalleTaMy.
[NTauieHTaM i3 TAKKUMU [IOPYIIEHHIMU [T€YiHKOBOI (PYHKIIl PEKOMEHAYETHCS IPOBECTHU OILIHKY
GbyHKIII HUPOK mepeq TUM, SIK BU3Ha4YaTH 03y mpemnapaTty (OuB. po3nin «Crmocib 3acTocyBaHHS Ta
[O31»).

I'ocmpe ypastceHHA HUPOK.

3acTocyBaHHS JieBeTUpalleTaMy OyXKe PiIKO CYIPOBOMOXKYBaI0CI TOCTPUM ypaKeHHIM
HUPOK, 4YacC [0 BUHUKHEHHS KO0 KOJIMBABCS Bil HEKUIbKOX OHIB M0 OEKIIbKOX MICALIB.

3azanvHul aHanis Kpoei.

Bynu onucaHi pigKi BUnafKu 3HUKEHHS KiJIbKOCT1 KJIITUH KPOBi (HEUTPOTIEHis,
arpaHyJoLUTO3, IEMKOIeHisl, TPOMOOIUTOIEHis i MaHIUTOIEHiq) V 3B 3Ky i3
3aCTOCYBaHHSAM JieBeTUpalleTaMy - K IIPaBUJIO, Ha [I0YaTKy JIiKyBaHHSA. PeKOMeHyeThCS
IIPOBOJIMTY TIOBHUY aHali3 KPOBi MalliEHTaM, y SKUX CIIOCTEPIra€ThCs 3HayHa CabKiCTh,
rapsiuka, peuuauBHi iHpekil abo mopyieHHs 3ropTaHHs KpoBi (po3min «I1obiuHi peakirii»).

Cyiyuo.

Y nanieHTiB, SKi OTPUMYyBaJIU JIiIKyBaHHS [IPOTUENINIENTUYHUMY [IpeliapaTaMu (y T. 4.
JIeBeTHpaleTaMoM), Bil3HAYaJIMCS BUMIQAKY CYIUAY, cIpol cyiiuay, CyiluaanbHUX OIyMOK Ta
oBediHKYU. MeTa-aHali3 pe3ybTaTiB paHOOMi30BaHUX I1alle00-KOHTPOJIbOBAHUX BUIIPOOYBaHb
IPOTUEMINIENITUYHHUX JTiKapChKUX 3ac00iB MOKa3aB fiesike 30ibIIeHHS PU3UKY BUHUKHEHHS
cyluMpganbHUX JYMOK Ta MOBeHiHKM. MexaHi3M BUHMKHEHHS TaKOTO PU3UKY He BUBYEHUH. Y 3B'I3KY 3
HasIBHICTIO TAKOT'0 PU3UKY CTaH MAIi€HTIB CJIifi KOHTPOJIIOBATH IIOA0 O3HAK Jenpecii, CyinuaanbHIX
IYMOK Ta TIOBE[iHKY i Tpu HeoOXimHOCTI KopuryBaTu nikyBaHHs. [TauieHTiB (abo ix omikyHiB) cmifg
TIOTIEPEIUTH PO HEOOXigHICTD MOBIIOMIATH PO OYOb-5IKi CUMIITOMHU JeTpecil, CyiluaaabHuX TYMOK
Ta IIOBEIHKY CBOEMY JIiKaplo.

HenopmaabHa ma azpecusHa noseodiHkda.



JleBeTHpalleTaM MOXKe CIPUYUHUTH IICUXOTUYHI CUMIITOMY Ta MOPYILIEHHS MOBEAIHKY, BKIII0Yal04yu
OPaTiBIUBICTh Ta arpeCUBHICTh. [1allieHTiB, AKi OTPUMYIOTH JIIKyBaHHS JIeBeTUPalLleTaMOM, CJIif
KOHTPOJIIOBATH Ha IIpegMeT PO3BUTKY IICUXIYHUX O3HAaK, 110 CBiAYaTh IIPO BaXKJIWBI 3MiHM HACTPOIO
Ta/abo ocobucTOoCTi. AKIIO TaKa MOBeIiHKa ITOMiYeHa, CHIifl PO3TIISHYTH MOXKJIMBICTh KOPUTYBaHHS
JiKyBaHHS ab0 ITOCTYIIOBY BigMiHy JTiKyBaHHS. fAKIIO PO3TIANalOTh IUTAHHS IIPO IPUIUHEHHS, [UB.
po3min «Crocib 3acTocyBaHHS Ta JO3U».

ITocuneHHs cydom.

4K i mpu 3acTocyBaHHi OyIb-KUX IPOTUENINIENTUYHUX 3aCc00iB, IeBeTUpalieTaM MOXKe
IIPU3BOOUTH [0 ITIOCUIEHHS YaCTOTH i TSIKKOCTI cymoM. [1po 1eii mapagoKcanbHUM ePeKT
30e0ibIIOro MOBIHOMIISAIN IPOTATOM IEPIIOT0 MICSIld IiCIIg M0YaTKy 3aCTOCYBaHHS
nmeBeTupalieTamy abo 306inblIeHHS 031, Ta BiH OyB 000POTHUM IIiCjig BigMiHU mpemaparty abo
3MeHIIeHHs q03u. [TamieHTaM HeoOXigHO peKOMEeHIyBaTh HEeTalHO 3BePHYTUCS 10 CBOT'O
JIIKaps y pa3i [IOCUJIEHHS CYIOM.

ITodosocennsa inmepaany QT Ha EKT.

BigoMmo, 1110 ITif YaC IIOCTMapKEeTUHIOBOT'0 CIIOCTEPEKEeHHS ITOBIMOMIIAIINA IIPO PiOKiCHI
Bunagku noposxeHHd iHTepBany QT #a EKI'. JleBeTupaueTaMm CJiif 3aCTOCOBYBaTH 3
00epexkHICTIO IallieHTaM 3 MOfl0BXKeHHAM iHTepBany QTc, malienTaM, sIKi 0OqHO4YaCHO
OTPUMYBAJH JIiKH, 10 BIIMBaIOTh Ha iHTepBan QTc, abo naiieHTam 3 yKe HagsBHUMU
CepleBUMH 3aXBOPIOBAHHSAMU ab0 eTeKTPOJIiTHUMU MTOPYUIEHHSIMHU.

Himu.
[Ipemapat y hopMi TabrieToK He MpUAATHUY [JIg 3aCTOCYBAaHHS HEMOBIATAM i [iTSIM BiKOM 10
6 POKiB.

HasBHi faHi CTOCOBHO [iTel He CBigUaTh IIPO iCHYBaHHS BIJIMBY Ha PO3BUTOK i CTaTeBe
no3piBaHHs. OJHAK JOBrOCTPOKOBUY BIIJIUB Ha 30AaTHICTh 10 HaBYaHHS, IHTEIEKT, PO3BUTOK,
eHJIOKPUHHI (PYHKIIil, CTaTeBe NO3piBaHHS i peIPOAYKTUBHY (QYHKIIIO ¥ OiTel 3amullIaeThCs
HEBITOMUM.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00io.

ZKIHKH PEenpOnyYKTABHOIO BiKY.

CnenianpHi peKOMeHAallil i HafaTy XKiHKaM PeNpoAyKTABHOTO BiKy. JIiKyBaHHS
JIeBeTUpaleTaMOM CJIif IePerIaHyTH, AKIIO XKIHKa IJIaHy€ BariTHICTh. fAK 1 Ipu
3aCTOCYBaHHI BCiX MPOTUEIINENTUYHUX 3aC00iB, C/Iil yHUKATH PAITOBOI BiTMiHK
JleBeTUpalleTaMy, OCKIJIbKY Ile MOXKe IIPU3BECTU [0 Hallafy CyZoM, LI0 MOXe MaTh Cepuo3Hi
HACJIIKY [JIg XKiHKY Ta HEHapOIXKEeHOl AUTHUHU. Y pa3i MOXKJIMBOCTI CIIifl BifgaBaTu 1epeBary
MOHOTepaIil, OCKiJbKHY JIiKyBaHHS [eKiIbKkOMa IIPOTUEMiEeNTUYHUME 3acobaMu Moxke OyTu
II0B’sI3aHe 3 BUILIMM PU3UKOM BPOMXKEHUX Bafl, HiXK IIPX 3aCTOCYBaHHI MOHOTeparIil, 3aJIe?KHO
Big KoMOiHalril mpemaparis.

BariTHICTE.



Bigomo, 110 BenuKa KifbKiCTh IOCTMapPKETHHTOBUX JaHUX, OfepKaHUX Bifl BariTHUX XKIHOK, SKi
3acTocoByBanu JieBetuparneram (6inpire 1800 xinok, cepen sikux 1500 KiHOK 3aCTOCOBYBaIu
mpenapar IpoTIroM I TpuMecTpy), He CBigYXTH PO MiABUINEHWM PU3UK 3HAaYHUX BPOMXKEHUX Baf,.
IcHye TimbKM oOMexXKeHa KiNTbKiCTh HaHWUX PO PO3BUTOK HEPBOBOI CUCTEMH [iTeM, SIKi 3a3HaIM BILIUBY

MOHOTeparii npenaparty JleBinuTtam in utero. OmHaK iCHYIOUi elifeMioJIoTigHi OCTiXKeHHS
(6mmu3pko 100 miTeit) He cBimYaTh PO MigBUINEHKN PU3UK PO37IafiiB a60 3aTPUMKH PO3BUTKY HEPBOBOI
cucteMHu. JleBeTupaleTaM MOXKHa 3aCTOCOBYBATH IIPOTSATOM BariTHOCTI, SIKIIO IiCJIsS PETEIbHOI
OLIIHKY 1€ BBAXKAETHCS KITIHIYHO HeoOXimHUM. Y TaKOMY pa3i peKOMeHIYETLCS 3aCTOCOBYBATH
HalHNXK4Yy e)DeKTUBHY LO3Y.

®i3iosoriyni 3MiHU y [1epiof BariTHOCTI MOXKYTh 3MIHIOBAaTH KOHIIEHTpALlil0 JieBeTHUpaleTaMy. Y
Iepiof BariTHOCTI CIIOCTepiranocs 3HUKeHH II71a3MOBOI KOHIIeHTpallil IeBeTHpaleTaMy. Take
3HMXKEeHHs Haubinbm Bupaxene B III TpumecTpi (mo 60 % Bim moyaTKOBOI KOHIIEHTPAIII 10
BaritHocTi). Crig 3a0e3me4ynTy HalleXXKHUM KITiHIYHWM HaT/Isa] 3a BaTiTHUMU XiHKaMU, SKi OTPUMYIOTh
JieBeTHpalleTaM.

['onyBaHHA IpPynamwo.

JleBeTHpalleTaM NIPOHUKAE y TPYAHE MOJIOKO, TOMY T'OlyBaHHS I'PYAI0 HE PEKOMEHI0BaHO. AKII0 XK
JeBeTHpaleTaM HeoOXiqHO 3aCTOCOBYBATH y IEPiof rOgyBaHHS I'PYAII0, He0OXiTHO 3BaXKUTH KOPUCTh
1 pU3UK JIIKyBaHHS, a TaKOXK BaXKJIUBICTh TOAYBaHHS I'PYLALIO.

Bonus Ha penpoOvKTUBH HKIIIIO.
He BUSIBIIEHO BIIMBY Ha PENPONYKTUBHY QYHKIIIIO V OOCHIAKEHHSIX Ha TBapHHAaX.

[ToTeHLiMHUY PU3UK A1 JIIOOUHU HEBIIOMUU, TOMY 1[0 HEMA€E AOCTYIIHUX KIIHIYHUX JaHUX.

30amHicmb enaueamu Ha weudKicms peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

JleBeTupalleTaM He3Ha4yHO a00 IMOMIpHO BIJIMBA€E Ha 3[aTHICTh KEPYBATH aBTOTPAHCIOPTOM abo
[IpalfoBaTy 3 IHIIUMU MeXaHi3MaMu. Yepe3 MOXIIUBY IHAWBIAyalIbHY Yy TIUBICTE AesKi MAl[l€EHTH
MOXKYTb BiJ3HA4YaTU COHJIUBICTH, 3alIaMOPOYEHHS Ta iHIIIl CUMIITOMHY, [I0B’'A3aHl 3 BIUIMBOM Ha
IIeHTpaIbHy HEPBOBY CUCTEMY, 0COOIMBO Ha MOYATKY JIiKyBaHHS a0 B IpoIleci 30iNblIeHHS JO3H.
Tomy TakuM maiieHTaM ciif 0yt o6epekHUMU IPU BUKOHAHHI POOiT, 1110 BUMaraioTh IifiBUIIEHO]
KOHIIEHTpAIlil yBaru, HallpukJIafd Ipu KepyBaHHi aBTOMO0OGinieM abo poOoTi 3 MexaHizmamu. [TarienTam
PEKOMEH[IYEThCS YTPUMYBATHUCS Bifl KepyBaHHS aBTOTPAHCIIOPTHUMM 3aco0aMu Ta poOOTH 3 iHIIUMU
MeXaHi3MaM¥, IOKU He OyIe BCTAHOBJIEHO, IO IXHS 3MATHICTL 3aliMaTUCS TaKOIO NisIbHICTIO He
IOpYyILIEHa.

Cnocid 3acmocyeaHHss ma do3u.

TabnmeTKy MpUiitMaTH BHYTPIIIHBO, 3alIMBAIOYH iX JOCTATHLOIO KiJIbKICTIO PiIMHU, He3a/lexkHO Bifl
npuiiomy ixi. [lo60By 103y PO3MOAINUTY Ha 2 OMHAKOBUX IIPHUIOMH.

[TapiiancHi Hamagu



PekxoMeHmoBaHa mo3a Oy MOHOTeparil (maiieHTy BikoM Bif 16 pokiB) Ta MOOAaTKOBOI Teparrii €
OMOHAKOBOIO Ta 3a3HadeHa HUXKYE,

Yci noka3aHHdg

Jlopocai (= 18 pokiB) ma nidaimku (8ikom 8i0 12 do 17 pokis) 3 Macorw miaa 8id 50 ke.

[TouaTKOBa TepamneBTHUYHa m03a ctaHoBUTh 500 Mr 2 pa3u Ha go0y. Lle moyaTkoBa [03a, 1110
IIpU3HAYA€ETHCSA Y MEPIINi IeHb JTiKyBaHHSA. OJHaK HUK4Ya mo4yaTkoBa go3a 250 mr 2 pa3u Ha
no0y Mozke OyTH 3aCTOCOBaHA JlikapeM Ha OCHOBI OLIIHKM 3MEHIIIeHHS YacTOTHU CyIOM
TIOPiBHSIHO 3 TOTeHIiHUMY obiuHuME edekTaMu. Lisg mo3a Mmoxke OyTu 30inbieHa go 500
MT 2 pa3u Ha J00y yepe3 2 THUXKHI.

3aekHO Bif KITiHIYHOI KapTUHY i IEPEHOCUMOCTI Ipemnapary H060By 003y MoxKHa 30iTbUIUTH
no MakcuManbHOI 1500 Mr 2 pa3u Ha mo0y. 3miHioBaTH 703y Ha 250 Mr abo 500 Mr 2 pas3u
Ha 100y MOXXHa KOXHi 2—4 TUXKHI.

[Timu gikoM 8i0 6 pokie ma nidaimku (8ikom 8i0 12 do 17 pokis) 3 Macow miasa meHwe 50 Ke.

Jlikap MOBUHEH IpU3HavYaTH HaMbibII BifIOBIAHY TiKapchKy GopMy, [03yBaHHS Ta GOPMY
BUIIYCKY 3aJIe2KHO Bifl MacH TiNla, BiKy Ta Ao3u. [HdopMallito Mmoo KOPeKIlil 403yBaHHS
3aJIe’KHO BIJl MacCH Tijla AUB. Y po3aiil «[liTu».

H[}I/IHI/IHGHHH J'IiKyBaHHf{.

Y pasi HeoOXiTHOCTI MPUNIMHEHHS IPUIOMY ITpernapaTy BiIMiHY peKOMEHOYEThCS ITPOBOIUTH
TIOCTYIIOBO (HAMPUKJIaM, AJIST AOPOCIIMX Ta MiMIiTKiB 3 Macoo Tisla 50 Kr Ta GifnbIe -
3MenmryBaTu 0o3y 500 mr 2 pa3u Ha 000y KOXHi 2—4 TUXKHI; IJId OiTeX Ta MigIiTKiB 3 Maco
Tina MeH1e 50 KT - 3MeHIIIyBaTH Pa30BY O03Y CIIif He Oinbie HikK Ha 10 Mr/KT 2 pasu Ha
no0y KOXKHi 2 THXKHI).

Oco0nuBi rpynu NallieHTiB.
ITauieHmu aimHb020 BiKYy (8i0 65 pokis).

Kopek1isi 1031 peKOMEeHAYEThCS MallieHTaM JIiTHBOTO BiKY 3 MOPYIIEHOI0 (QYHKIII€I0 HUPOK
(muB. po3pin «HUpKOBa HEOOCTATHICTH»).

Hupkosa HedocmamHicme.

ITo6oBa no3a moBMHHA OyTH iHAWBIAyalbHO CKOPUTOBaHA BigIIOBIAHO 0 CTaHY
(GYHKITIOHYBaHHS HUPOK.

g KOPUTYBaHHSA JO3W OOPOCIIMM BUKOPHCTOBYBATH HABEOEHY HUXKYE TaOJIHITIO.

I KOpUTryBaHHS 03U 3a TabuIieo HeoOXimHO BU3HAYUTH PiBEHb KIIiPEeHCY KpeaTUHIiHY
(KK) y mn/xs.

KK mist mopocnux Ta HifJliTKiB 3 Macoro Tina 6inbire 50 KT MOXXKHa PO3pPaxyBaTH, BUXOOSIYH 3
KOHIIEHTpAllil CHpOBaTKOBOT'0 KpeaTUHiHY, 3a (hOpMyIIOIO:



[140 - Bik (y pokax)] X Maca Tina (Kr)

KK (Mmmn/xB) = X 0,85 (mms XKiHOK)

72 X KpeaTUHiH CUPOBATKH KPOBi (MT/OT)

[Totim KK KOpuryBaT# BigoBifgHO [0 Iioili moBepxHi Tina (II1T), K moka3aHO gai:

KK (mm/xB)

KK (mn/xB/1,73 M%) = x 1,73
[T nanierTa (M°)
Tabnuus 1

Pexum mo3yBaHHS AJIST JOPOC/IMX Ta MiAMITKIB 3 HUPKOBOIO HEJIOCTATHICTIO 3 Maco Tina Oinbie 50
KT.

CTymiHb TSXKKOCTI HUPKOBOi  |K/IipeHC KpeaTuHiHy PeXVM [03yBaHHS

HEeoCTaTHOCTI (mr1/xB/1,73 M%)

HopManbHa QyHKIIIST HUPOK =80 Big 500 mo 1 500 Mr 2 pa3u Ha o0y
JIerKuil CTYIiHb 50-79 Big 500 no 1000 Mr 2 pa3u Ha 106y
CepepHil CTyIiHb 30-49 Big 250 mo 750 Mr 2 pa3u Ha o6y
TsI2KKW CTYITiHD <30 Big 250 mo 500 Mr 2 pa3u Ha mo0y
TepMmiHanbHa CTamisd Bim 500 mo 1000 mr 1 pa3 Ha goby**
(marrieHTH, 5IKi mepebyBarOThL Hal

miamizi¥)

*V nepuuid geHb TiKyBaHHS PEKOMEHOYEThCS IPUIOM HaBaHTaXKyBabHOI 1031 750 MT.

** Tlicns miamildy peKOMeHOY€EThCS IPUMOM [0AaTKoBol mo3u 250-500 mr.

[lns giTed 3 HUPKOBOIO HEIOCTATHICTIO 03y JIeBeTHpalleTaMy He00XiMHO KOPUTYBATH BilITOBIOHO
[0 HUPKOBOI QYHKIIil, OCKiTbKY KJTipEHC JIeBeTUpalleTaMy 0B A3aHK 3 HUPKOBOIO (yHKIi€w0. Is
peKOMeH[allis I'PYyHTYETHCSA Ha OOCTiAKEeHH] 3 y4acTiO JOPOCTIUX MAalli€HTiB 3 IOPYIIeHHAM HUPKOBOI
GbyHKIIl.

Ins mipmiTkis, giteu Ta HemoBnAT KK y mn/xs/1,73 M’ MOKHA pO3paxyBaTH, BUXOASUU 3 KOHIIEHTpalii
KpeaTWHiHy ¥ CUPOBATLi KPOBi (Mr/mi), 3aCTOCOBYIOUM Taky ¢popmyny (popmyna llIBapia):

3pict (cm) X ks

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

KpeaTuHiH CUPOBaTKM KPOBi (Mr/m)



Y pmiteit BikoM o0 13 pokiB Ta migmiTKiB-giBdaTok ks = 0,55; y migmiTkiB-xnonuukis ks = 0,7.
Tabmnuig 2

PekxoMeHpamii momo KOpeKIil 403U A7 OiTeH Ta MifAJiTKIB i3 mopyIIeHHSAM QYHKII1 HIPOK 3 Macoio
Tina menme 50 Kr

CTymiHb TSKKOCTI HUPKOBO1  [KiipeHC [1iTy BiKOM Bifj 6 POKIB Ta MifJIiTKU 3 Maco
HeJOCTaTHOCTI KpeaTHHIHY Tina Mexrme 50 kr'”

(mr1/xB/1,73 M%)
HopwmarnbHa QyHKIiA HUPpOK |= 80 10-30 mr/xr (0,10-0,30 min/kr) 2 pasu Ha fo0y
JIerkuyl CTyIiHb 50-79 10-20 mr/xr (0,10-0,20 mi/kr) 2 pasu Ha Ko0y
CepefHill CTYIiHb 30-49 5-15 mr/kr (0,05-0,15 mn/Kr) 2 pa3u Ha Ko0y
TSKKUY CTYIIiHD < 30 5-10 mr/kr (0,05-0,10 mn/kr) 2 pa3u Ha [0o0y
TepMminanbHa CcTafmisa - 10-20 mr/kr (0,10-0,20 mm/kr) 1 pa3 Ha
(malieHTH, MmO 3HaXOOAThCS no6y ¢
Ha [iaJii3i)

@ s go3ysarHS Ko 250 Mr, A7 703, He KpaTHUX 250 MT, KOJIX peKoMeHoBaHe N03yBaHHS
HEMOKJIMBO OTPUMATH MIPUMOMOM [IeKiTbKOX TaOJIeTOK, a TAaKOXK [IJIs MAIli€HTiB, SKi He MOXKYTh
IIPOKOBTHYTU TAOJIETKH, CJIiJ] 3aCTOCOBYBATH OPAIbHUYN PO3UUH JIeBiLuTaM.

2 o .
@y MepIIni JeHb JTiKyBaHHS PEKOMEHOYEThCS 3aCTOCYBAaTH HaBaHTaXKyBaJIbHY 03y JIeBeTupalneTamy 15 Mr/kr
(0,15 mm/kr).

® icns miamisy peKOMeHAYeThCS 3aCTOCYBATH HONATKOBY H03y 5-10 mr/xr (0,05-0,10 M/Kr).

ITeyinKkosa HedocmamHicme.

II71st maIfieHTiB 3i cmabKuUM Ta IOMIpHUM MOPYIIeHHSIM (QYHKII MediHKy KOPEKIIist 103U He
noTpibHa. Y malieHTiB i3 TIXKUMHU MMOPYIIEHHIMU QYHKIIII TeYiHKY KITipeHC KpeaTUuHiHy
MOXKe He ITOBHOI0 Mipolo BimoOpaXKaTH CTYIiHb HUPKOBOI HEOCTATHOCTI. TOMy [IJIs MAIliEHTIB
i3 knnipeHCcoM KpeaTuHiHy < 60 Mi/xB/1,73 M* 060By HiATPUMYIOYY HO3Y PEKOMEHIOBAHO
3MmeHmnTA Ha 50 %.

Himu.

Jlikap MOBUHEH IIpU3HavYaTH HaMbiNbIl BiAMOBINHY TiKapchKy GhopMy, [03yBaHHSA i popMmy
BUIIYCKY, 3aJIeKHO Bifi BiKy, MacCH Tija i fO3Hu.

[Tpemapat y hopMi TabreToK He PeKOMEHIOBaHUM [I7Is 3aCTOCYBAHHS OiTSIM BiKOM [0 6
POKiB. 1li#t rpymi marfienTiB 6akaHO 3aCTOCOBYBATH IIpemnapar JlesiruraM y ¢opMi 0paibHOTO
po3uuny. Kpim Toro, HasiBHi o3yBaHHS TabIe€TOK He MigXOASTh AJIS TOYAaTKOBOTO JIIKYBaHHS AiTel 3
Macolo Tina go 25 KT, OJ1s Malli€HTiB, IKi He MOXYTbh IPOKOBTHYTH Ta0bneTKu, abo O 3aCTOCYyBaHHS
no3 go 250 mr. Y Bcix BUllleHaBeeHUX BUNAKaX JIIKyBaHHS CJIiJ] PO3IOYMHATH [IpernapaToM
JleBinuTam, opajbHUAN PO3UYUH.

MoHoTeparmis.



Beamneka Ta e(eKTHBHICTb 3aCTOCYBaHHS Mpemapary JlesinuTam miTsawm i mipmmiTkam mo 16 pokis
SIK MOHOTEpaIlii He BCTaHOBJIEHi.

IlaHi BiiCyTHI.

ITioaimku (8ikom 16-17 pokis) i3 macoto miaa 8i0 50 Ke i3 napuiaabHuUMu HanNadamu 3 8MOPUHHOI0
2eHepasisauiero abo 6e3 makoi, y AKux enepwe 0iazHoOCMoB8AaHo eniaencio

IuB. Bue po3nin «Jopocai (= 18 pokis) ma nidaimku (12-17 pokig) 3 macor miaa 8id 50
Ke».

IModamkosa mepanisa dimam sikoMm 8i0 6 pokie ma nidaimkam (s8ikom 8i0 12 0o 17 pokis) 3 Macor
miaa meHwe 50 ke.

HeMmoBnsaTaM i giTsaM BikoM f0 6 pokiB 6azKaHO 3aCTOCOBYBaTHU Ipenapart Jlesinuram y ¢hopmi
OpaJIbHOI'O PO3YUHY.

IliTAM BiKOM Bifi 6 POKiB OpajibHMY pPO34uH JIeBillUTaM CJIiff 3aCTOCOBYBaTHU AJIS JO3yBaHHS
npemnaparty go 250 Mr, ons mo3s, He KpaTtHux 250 MT, KOJTM PeKOMEH0BaHe NO3YBAaHHS HEMOKIIMBO
OTpHMaATHu HpPIfIOMOM I[eKiJ'IBKOX Ta6J'IeTOK, a TaKOX IOJ1A HaI.IiGHTiB, SIKi He MOXYTE IIPOKOBTHYTH
TabJIeTKH.

[lng ycix moka3aHb CIifl 3aCTOCOBYBaTH HalilMeHIy eeKTHUBHY f03y. [logaTKoBa 403a AT TUTHHU
abo mipmiTka 3 Macoo Tina 25 Kr MoBUHHA CTaHOBUTHU 250 Mr ABiui Ha 100y, MakcuMasbHa 1o3a - 750
MT [IBiui Ha o0y .

Hitstm 3 Macoto Tina Ginbire 50 KT mo3yBaHHS IPU3HAYaTH 3a CXEeMOI0, HaBe[IeHO0 IJIsT JOPOCIHX.

Ius. Buille po3min «/[opocai (= 18 pokis) ma nioaimku (12-17 pokis) 3 macotw miaa 8i0 50 Ke» gns
yCiX IIOKa3aHb.

LonomixcHa mepania Hemosaamam eikom 8i0 1 0o 6 micauis.

HeMoBisiTaM 3aCTOCOBYBATH IIpemnapaT y GopMi OpallbHOTO PO3YHHY.

Himu.

[Tpenapar y popmi Tab1eTOK He PEKOMEHIOBAaHUY [IJIT 3aCTOCYBAaHHS [iTSIM BiKOM [0 6 POKIB.
[Ipemnapart JleBiluTam, opajbHUN PO3YHUH, CJIif 3aCTOCOBYBAaTH HEMOBIISATAM BiKOM Bif 1 micsans i
OiTSM BiKOM 110 6 POKiB.

Ilepedo3yeanHns.
Cumnmomu.

[Tpu mepemo3yBaHHi mpernapaToM CIoCTepiranucs COHNIUBICTh, 30yIXKEHHS, arpecis,
IIPUTHIYEHHS OUXaHHS, CIUIyTaHICTh CBIOMOCTI, KOMa.

JIiky8aHHA.



Y BUnagKy rocTporo nepeno3yBaHHS HeOOXiIHO IPOMUTH LIIYHOK ab0 BUK/IMKATU
6moBaHHsA. CrielialbHOTO aHTUAOTY HeMae. Ko HeoOXifHO, IPOBOAUTLCA CUMITOMATUYHE
JIIKyBaHHSA

y T. 4. 3 BUKOPUCTaAHHAM reMofiani3y (BuBoguthcs 1o 60 % neBetupanetramy Ta 74 %
TIEPBUHHOTO0 METab0IIiTy).

ITo6iuni peakuii.

Hattuacrime moBigoMsiu Ipo Taki moOiyHi peakiril Sk Ha30(apUHTIT, COHIUBICTD, TOJIOBHUM OiNb,
IiABHUINEHY BTOMJIIOBAHICTS i 3aramopodeHHs. [Tpodinb moGiyHUX SBUIL, 10 HABOOUTHCS,
I'PYHTYETHCS Ha y3araJbHIOI0YOMY aHali3i faHuX M1a1eb0-KOHTPOIhOBAaHUX KITIHIYHUX BUIIPOOYBaHb,
y SIKUX 3arajaoM B3s10 y4acTb 3416 nariieHTiB, SKi OTpUMyBau jeBeTupatetaM. Lli gani
LOTIOBHIOIOTHCSI BUKOPUCTAHHAM JIeBeTUpalleTaMy Y BiIIOBIAHUX PO3IINPEHUX BITKPUTUX
MOCTiAKEHHSX, @ TAKOXK ITOCTMAapKETUHTOBUM HocBifoM. [Tpodines 6e3neky IeBeTHpaleTamy, K
IIPABUJIO, CXOKUM Y Pi3HUX BiKOBUX Ipynax (HOPOCHi i fiTu) pu 3aCTOCYBaHHI 3a Pi3HUMHU
BCTAHOBJIEHUMH II0Ka3aHHSIMHU.

[To6iuni peakiii, mpo SKi MOBIHOMIISAIM B KITIHIYHUX MOCITIIXKEHHSIX (CTOCOBHO MOPOCIIMX, MimIiTKIB,
OiTey i HEMOBMAAT BiKOM Bif 1 Mics1s1) i IPOTATrOM IMOCTMapKEeTHHTOBOTO MTEPiofAy, 3a3Ha4YeHi B
HACTYMHi# TabnuIi mo cuctemi Kimacudikarii opraHis i cucTeM 3 BU3HaYeHHAM iX 4acToTH. HacToTa
BHM3HAYAETHCS TAaKUM YMHOM: Oyxke dacTo (= 1/10); wacto (= 1/100 mo < 1/10); Hewacto (= 1/1000 mo
< 1/100); pigxo (= 1/10000 go < 1/1000) i myxe pigko (< 1/10000).

Tabnums 3
Kiacu cucrem ['pyny 3a 4aCTOTOI0
opranis 3a MedDRA |[Tyxe yacto YacTo Heuacto Pigko
[Hdexkil Ta iHBa3il  |[Ha3odapuurit [HbekLisa
3 60Ky KpOBi Ta Tpomboruronenis [[laHIUTONEHIs,
miMGbaTUYHOI CHCTEMHU el KoIeHis HEUTPOIEHid,
arpaHyJIOLKTO3
3 60Ky iMyHHOI Peaxi1ig Ha miKapChbKAMN
CHCTEMHU 3acib 3 eo3uHOGITIEID
Ta CUCTEMHUMU
nposieamu (DRESS),
rirep4yyTIuBICTh
(BKJTIOUAQIOYH
AHTiIOHEBPOTUYHUYI
HaOpsK i aHadinakciio)
3 60Ky MeTaboi3aMy AHOpEKCis 3HUXKEHHS Macu [inoHaTpieMis
Tina, 30iIbIIeHHS
Macu Tina




Kiacu cucreM

['pyIy 3a 4aCTOTOI0

NUXaHHS, TPYTHOL

opraniB 3a MedDRA |[MTysxe wacro  [Hacro HeuacTo Pinko
[IcuxiuHi po3magu Ilempecis, Crpobu Cyiuug, po3nagu
BOPOXKIiCTh/ caMory0CTBa, 0COOUCTOCTI,
arpecis, cyilupanbHi OyMKY, [IOpYyLIEHHS MUCIIEHHS,
TPUBOXKHICTE, [ICUXOTHYHI menipii
0e3COHHS, pO3/1agy, aHOMaJlbHa
HEPBO3HICTH/ [TOBEeMiHKa,
OpaTiBIUBICTh raJTIolMHAllil, THIB,
CILTYyTaHIiCTb
CBIMOMOCTI, ITaHiIYHi
aTaku, aheKTUBHA
mabinbHICTE/3MiHK
HaCcTpPOIo,
30yIKEHICTh
3 60Ky HEPBOBOI COHJIUBICTD, Cymomu, IAMHe3i, XopeoaTeTo3s,
CUCTEMU rOJIOBHUM Oifib  [mOpyIIeHHS [IOPYLIEHHS IIaM’ATi, [TuCcKiHe3id,
piBHOBary, [MOPYLIEHHS rinepkinesis,
3aIlaMOpPOYeH-Hs,[KOOpArHaIrii/ MOPYLIEHHS XOOH,
eTapris, aTakcis, mapecresid, |eHLedanomnaris,
TpEMOp pO3J1aay yBaru TIOCUJIEHHS CYLOM,
37I05IKiCHUY
HEeWPONENTUIYHUN
CHHIPOM
3 00Ky OpraHiB 30py [lurmomnis,
[DO3MUTICTh 30Dy
3 00Ky OpraHiB CITyXy BepTuro
Ta piBHOBaru
3 00Ky cepis [TomoBXKEHHSA
inTepBany QT Ha EKT
3 00Ky opraHiB Karens

KJIITKY Ta
CepemoCTiHHSI
3 00Ky LIITYHKOBO- Binb y XKUBOTI, [laHKpeaTUT
KUIITKOBOT'O TPAKTy niapes,

MM CIIeIICis,

0I10BaHHS,

HY[IOTa
[emaTobimiapHi BinxuneHHs Bifg [TegyiHKOBa
[IOPYLIEHHS HOPMU pe3yJIbTaTiB [HeJOCTaTHICTh, TeaTUT

MeYiHKOBUX P00

3 00Ky HUPOK i ['ocTpe ypaxkeHHS
CeYOBUIIILHOI HUPOK
CHCTEMHU
3 00Ky IIKipu Ta BucunanHsa Anomenis, ek3eMa, [TokcuuHUM
MiAIIKipHOl cBepOixK elnifepMalbHUuU
KJTiTKOBUHU HEKpPOJIi3, CHHAPOM

CriBeHCa — [I3KOHCOHA,
MyJIbTU(OPMHA
epuTemMa

3 60Ky KiCTKOBO-
M’s1I30BO1 CUCTEMH Ta
CIIOTy4YHOI TKaHUHU

M’s130Ba C1a0KiCTh,
MiaTis

PabmoMioi3 i
MMiABUIEHHS PiBHA
KpeaTuHGOCHOKiHA-3U

B KPOBi*




Knacu cucrtem ['pyIy 3a 4aCTOTOI0
oprais 3a MedDRA [lyXe 4acTo YacTo HeuacTo Pinko
3arasbHi IOPYIIEHHS AcTeHnis/
i peakiil y micii MMimBUIEeHA
BBEIEHHS BTOMJIIOBaHi
CThb
TpaBMU, OTPYEHHS Ta [TpaBMU
YCKIagHEeHHS
[IpOTenyp

* [lomupeHiCTh 3HAQYHO BUILA Y SMIOHLIB IIOPIBHAHO 3 IAlllEHTaMU He SIOHCHKOI'0 II0XOIXKEHHS.

Onuc okpemux nobiyHUX peakuyitl.

Pu3uk aHopekcii 3pocTae Ipu 0HHOYACHOMY 3aCTOCYBaHHI JIeBeTUpalleTaMy 3 TomipamaToM. [Ipu
IIPOsIBaX aJIomellil y AesKNX BUMIafKaX Bil3Ha4Yasiocs BiTHOBIEHHS BOJIOCSHOTO TOKPUBY MiCHA
IPUIIMHEHHS 3aCTOCYBaHHA JIeBeTHpalleTaMy.

[Tpu nposiBax NIAHUUTOIEHI] y JesKUX BUNAgKaxX CIIOCTePirajocs IPUrHideHHS KiCTKOBOT'O MO3KY.

Bumnapku eHuedanomnarii, 3a3BU4al, CIIOCTEPIranucs Ha MOo4YaTKy TiKyBaHHS (Bif JeKinbKOX OHIB 0
KifTbKOX Mics1iB) i 6y 000POTHUMU MiC/Isl MIPUNIUHEHHS TiKyBaHHS.

Himu.

Bigomo, 1110 cepep mallieHTiB BikoM Bif 1 Micsirg oo 4 pokis 3aranom 190 naifieHTiB
OTPUMYBAJIY JIiKyBaHHS JIeBeTUPALIETaMOM Y XOfi 11a1eb0-KOHTPOJIbOBAHUX Ta BITKPUTUX
NOOaTKOBUX OOCIiAXKeHb. 60 i3 UX MalieHTiB OTPUMYyBaJIu JIIKyBaHHS JIeBeTHUpalleTaMoM y
Xomi mare60-KOHTPOJIbOBAaHUX HOCHimXKeHb. Cepen mallieHTiB BikoM 4—16 pokiB 3aramom 645
TAITiEHTIB OTPUMYBAJIH JIiKyBaHHS JIeBeTUPAlleTaMOM Y XOfIi M1aie00-KOHTPOIbOBAHUX i
BIIKPUTHUX JOOATKOBUX OOCIiAXKeHb. 233 i3 I[UX Malli€HTiB OTPUMYBaJIX TiKyBaHHS
JeBeTUPalleTaMOM y XOfii MmTale00-KOHTPOIbOBAHUX NOCIiXKeHb. B 000X 3a3HaYeHUX
BIKOBMX I'pylnax Li faHi JOTIOBHEHI JaHUMHU 1000 3aCTOCYBaHHS JIeBeTUpaLeTamy y
HiCcNIsIpeecTpaliiHui Iepiof.

Kpim Toro, y xomi micnsipeecTpaliiHOTO HOCTiAXKeHHS Oe3MeKu JTiKyBaHHS JIeBeTUpaleTaMOM
orpumyBasio 101 Hemosng BikoM 1o 12 micanis. HoBux ganux 3 6e3mneKu 3aCTOCyBaHHS
JeBeTUpalleTaMy HeMOBJISITaM 3 ellijienicielo BikoM 0o 12 MicsiiiB oTpuMaHo He Oyi10.

I[Tpodine no0iYHUX peakliil ieBeTUpaleTaMy 3arajoM CX0XKHUY y Pi3HUX BIKOBUX I'pyIax Ta
IIPY BCiX 3aTBEPAKEHUX II0Ka3aHHAX elinencil. Pe3ynbraTy mopo 6e3neKky 3aCTOCYyBaHHS
Ipernapary OiTsSM, OTPHMaHi y X0ofi m1are00-KOHTPOIbOBAHUX KITIHIYHUX TOCTTiIXKEHb,
BigmoBimanu npodinio Oe3neku JeBeTUpaleTaMy y JOPOCIINX, OKpiM MOOIYHUX peakiii 3
00Ky IIOBEiHKY Ta IICUXIKH, AKi y AiTel OyNIX 4acTiIUMHU, HiXK Yy JOPOCIUX. Y OiTed Ta
mimTiTKiB BikoM Bim 4 mo 16 pokiB OmroBaHHS (myxke 4acTo, 11,2 %), 30ymxkeHicTh (4acTo, 3,4
%), 3miHa HacTpolo (YacTo, 2,1 %), abekTuBHa NMabinbHiCTE (WacTo, 1,7 %), arpecis (4acro,
8,2 %), anoManbHa OBEAiHKA (9acTo,



5,6 %) i nmetapris (dacto, 3,9 %) cnocTtepiranucs 3 OiNIbII0I0 YaCTOTOI, HiXK B iHITHAX BiKOBUX
rpymnax abo y 3araapHOMY Ipodini 3 6e3neku. Y HEMOBIIAT i fgiTed BikoM Bif 1 Mmicans mo 4
POKIiB IpaTiBNIUBICTE (HyxKe 4acTo, 11,7 %) Ta mopyuierHsa KoopauHauil (dacto, 3,3 %)
crocTepiranaucs 3 OiNbIIOI YaCTOTOIO, HiXK B iHIINX BiKOBUX I'pymax abo y 3araJibHOMY
npodini 3 6e3mexu.

BimoMmo, 1110 B mocmigKeHHi 3 0e3MeKu [JIs [IiTei, SIKe MIPOBOIUIIOCS 3 METOI0 IOBECTHU HE
HUXK4Yy e(eKTUBHICTh IpenapaTy MOPiBHAHO 3 aKTUBHMM KOHTPOJIEM, OLIiHIOBABCS BILJIUB
JieBeTUpalleTaMy Ha KOTHITHBHI Ta HEMPOIICUXOJIOTiYHI MOKa3HUKM y AiTer BIKOM Bif 4 1o

16 pokiB 3 mapiiaTbHUMM HanagaMHu. JIleBeTupalieTaM He Bifpis3HsBcs (He OyB MeHII e(eKTUBHUM)
Bif mtare0o I0q0 3MiHK Bifl TOYATKOBOTO PiBHS yBaru i mam’siTi 3a mkasnoo Leiter-R, cymapHoro
IIOKa3HMKAa MePeBipKU maM’sITi y MOMyIsALil BiAOBIAHO 00 MPOTOKOIY. Pe3ynbTaTy, OB’ si3aHi 3
IIOBE[IHKOBUMHY Ta €MOLIIMHUMHU (QYHKIIIIMHU, BKa3yBaJid Ha TIOCUJIEHHS Y NAIli€HTIB, IKUX JIIKyBall
JIeBETHPAlleTaMOM, arPECUBHOI ITOBEIiHKH, 1110 BU3HAYaIacsl CTAaHIAaPTU30BaHO i CHCTEMATHUYHO, 3
BUKOPUCTAHHSIM Basnigu3oBanux 3aco0iB (CBCL - Achenbach Child Behavior Checklist -
KoHTpobHUM CIIMCOK AUTSAYO0I moBemiHKu AxernOaxa). [ToBimoMIIsiIn, 110 y MAIiEHTIB, SIKi OTPUMYBaJIH
JieBeTHpaleTaM y X0l AOCHIiAKEHHS ITOAaJIbIIOr0 CIIOCTEPEXKEHHS, Y CepefHbOMY He CIIOCTepiraaocs
MOTipIIeHHS [TOBEIiHKOBUX Ta €MOIIIMHUX (QYHKIIIN; 30KpeMa ITIOKa3HUKY arpeCHUBHOI TIOBEiHKY He
Oy/u TipIIMMU 3a MOYaTKOBUY PiBEHbD.

3BITHICTB IIIOMIO ITiO3PIOBAHKX N0OIYHUX PeaKITii

3BiTHICTP 1IOMIO MigO3PIOBAHUX MOOIYHUX peaKIlidl MicIs 3aTBepAKeHHs JTiKapChKOro 3acoby
BaXJuBa. lle jae 3MOry IpOAOBXKUTY MOHITOPUHT CIIBBIJHOLIEHHS KOPUCTH/PU3UK
3aCTOCYBaHHS JIiIKApChKOTr0 3aco00y. MeOuYHUX IPaliBHUKIB IIPOCSTh MOBIJOMIISATH PO OyIb-
sIKi migo3pioBaHi Mo0iyHi peakilii yepe3 HalliOHATbHY CUCTEMY 3BiTHOCTI.

Tepmin npudamHocmi. 3 POKH.

YmMmoBH 30epiranns. 30epiraté y HELOCTYIIHOMY 7S HiTel MiCIli, B OPUTiHANIbHIN YIIaKOBIIi TpU
TeMIiepaTypi He Buie 25 °C.

YnakoBka. [To 10 TabmeTok y 6mictepi; mo 3 abo 6 6yicTepiB y KApTOHHIN mayIli.

Kareropis Bigmycky. 3a perenTtom.

Bupo6uuk. TOB «®apma CTtapT».



Micue3HaxoIKeHHsI BHPOOHHKA Ta aipeca MicCIsi IPpoOBaIXKeHHs HOro Tis/IbHOCTI.

Vkpaina, 03124, m. Kuis, 6ynsBap Baumasa I'aBena, 8.



