IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

KEIITIPA®
(Keppra®)
Cknaa:
ditoua pevosuHa: levetiracetam;
1 TabneTka mMicTuTh neBeTupaleramy 250 mr a6o 500 mr, a6o 1000 wmr;

0onoMmidcHi peyosuHU: HaTPil0 KpocKapMmeso3a, Makporon 6000, KpeMHi0 mioKCu KOJIOIMHUM
0e3BOOHUI, MarHilo cTeapart;

njaigKose noKpummsi:

tabnetku 250 mr: onagpait 85F20694: cupT nomiBininoBu#, Tutany miokcun (E 171), makporon
3350, tanek, ingurokapmin (E 132);

tabnetku 500 mr: onagpait 85F32004: cnupT nomniBiHinoBu#, Tutany miokcun (E 171), makporon
3350, Tanek, 3amnila okcup xoBtull (E 172);

tabnetku 1000 mr: onagpait 85F18422: cniupT nomiBiHimoBu#, Tutany miokcun (E 171), makporon
3350, Tanbk.

JIikapcbKka ¢opma. TabmeTku, BKpUTi 0007I0HKOIO.
OcHosHi (pi3uko-xiMiuHi 81acmugocmi:

mabaemxu 250 me: moBracTi TabeTKM, BKPUTI IJIiBKOBOIO 000JI0HKOIO OITaKUTHOTO KOIHOPY, 3
PHCKOI0; 3 OMHOT0 OOKY Bifl pUCKH CIIOCOOOM THCHEHHSI HaHEeCEHO «uch», 3 gpyroro - «250»;

mabaemku 500 me: noBracTi TabneTKH, BKPHUTI IIIiBKOBOI0 000JI0HKOIO JKOBTOT'0 KOJILOPY, 3 PUCKOIO; 3
ogHOTO OOKY Biff pUCKM CI0COO0M THCHEHHS HaHeceHO «ucb», 3 mpyroro - «500»;

mabaemxu 1000 me: moBracTi TabneTKH, BKPUTI IIIBKOBOIO 000JI0HKOI0 6iJT0T0 KOILOPY, 3 PUCKOI0; 3
omHOTO OOKY Bifl pCKM CIIOCOO0M THCHEHHS HaHeCceHO «uch», 3 mpyroro - «1000».

dapMakoTepaneBTHYHA rpymna. [Ipotueninentuyni 3acobu. JleBeTupaueTam.

Kom ATX NO3A X14.

dPapmakono2iuHi e1acmusocmi.



®apmakoOuHamika.

AKTVBHa pe4YOBHHA JeBeTUpalleTaM — MOXifiHa MipolifoHy (S-eHaHTiOMep anbda-eTun-2-0Kco-1-
nipoiiguH-aneTaMiny), gsKa 3a XiMiYHOI CTPYKTYPOIO BiIPi3HSAETHCS Bifl BITOMUX IPOTUENIIENITUYHUX
nmiKapchKuX 3aco0biB.

Mexani3M mii

MexaHi3M [il 1eBeTUpalleTaMy HeIOCTaTHLO BUBYeHU. Ha mifcTaBi mpoBegeHUX AOCHIAXKEHb in Vitro
i in vivo IpUIyCKaIOTh, II0 JIeBeTUpalleTaM He 3MiHIOE OCHOBHI XapaKTepHUCTUKU HEPBOBOIL KJTITUHM i
HOpMaJIbHYy HEMpOoTpaHcMicito. [ocaiaxKeHHd in vitro okKasaiy, 0 JieBeTUpalleTaM BIJINBA€E Ha
BHYTPIIIHbOHeNpOHasbHi piBHi Ca’ IIITXOM YaCTKOBOTO IIPUTHIUEHHS TOKy depe3 Ca’KaHaIH N-
TUIly Ta 3HMXXEHHS BuBiNbHeHHsa Ca’3 iHTpaHelpoHaIbHUX Hemo. BiH TaK0XK YaCTKOBO HiBeNIoe
npurHidyeHHss TAMK- Ta riiluH-peryn1b0BaHOr0 TOKY, 3yMOBJIEHE [Ii€l0 IMHKY Ta B-kapOomniHnamu. Kpim
TOTO, Yy XOfIi JOCiAXKEeHE in Vitro neBeTupaleTaM 3B'A3yBaBCA 3i CeIUpiYHUME OiNTHKAMU Y
TKaHWHAaX MO3KYy I'pu3yHiB. MiclieM 3B’s13yBaHHS € 0i7I0K CHHANITUYHUX BE3UKYT 2A, 1110 Oepe y4acTh y
3JIUTTi BE3UKYJI Ta BUBIJIbHEHHI HEMPOTPaHCMiTepiB. CIIOpiAHEHICTh (Y paHTOBOMY MOPSOKY)
JeBeTUpalleTaMy Ta BigIOBigHMX aHAJOTIB 3 G6iTKOM CHHANITUYHUX BE3UKYJ 2A KopeoBaa i3
IIOTYKHICTIO 1X IPOTUCYAOMHOI il y MOfeNsAX ay[ioreHHol eminencii y muinei. Lli pe3ynpTat faloTh
3MOTY IPUIIYCTUTH, 1110 B3aEMOZIS MiXK JieBeTUpaleTaMoM Ta OiIKOM CUHANTUYHUX Be3UKYI 2A MoxKe
YaCTKOBO TOSCHIOBAaTH MeXaHi3M IIPOTUEMINIENITUYHOI Ail Ipenapary.

dapmakomrHaMiyHi eQeKTH

JleBeTupaleTaM 3a6e3meyye 3aXUCT Bifl Cy[IOM Y IITMPOKOMY CIIEKTPi MOJiesiel mapiiiajbHUX Ta
IIepPBUHHOTeHEepaIi30BaHUX HallafliB y TBAPUH, HE CIPUYUHSIIOUN IIPOCYOOMHOTO eheKTy. OCHOBHUU
MeTa0oJIiT HeaKTUBHUH.

Y nmropvHY aKTUBHICTS IIpelnaparty HigTBepaXKeHa 1010 4K IapliaJlbHUX, TakK 1 reHepali30BaHux
eMiJIeNTUYHUX HanafiB (eminenTudopMHi MposiBu/hoTonapoKcu3MaibHa peakllis), M0 CBITYUTH IIPO
MUPOKUH CIEKTP (HapMaKoJIOTiuHOT0 NPOQiiio IeBeTUpaleTamy.

dapmakoKiHemuxka.

JleBeTHpalieTaM XapaKTepU3yEThCSI BUCOKOIO PO3YMHHICTIO Ta IPOHUKHICTIO. PapMaKOKiHETHKa Mae
TMHINHAY XapaKTep Ta XapaKTepU3yeThCs HU3bKOI0 MiXK- Ta iHTpacy0 €KTHOIO MiHnuBicTio. Ilicns
IIOBTOPHOTO 3aCTOCYBaHH IIpenaparTy KiIipeHC He 3MiHIeThCA. O3HaK BIIMBY CTaTi, pacu 4u
IIUPKAAHOTO0 PUTMY Ha papMaKoKiHETHKY He Bim3Hauasnocs. IIpodins dapMakokiHeTuku OyB
nofiOHMM Y 300pOBUX NOOPOBOJIBIIB Ta XBOPUX Ha eIIiNelncilo.

3aBAsIKY ITOBHOMY Ta JIiHIMHOMY BCMOKTYBaHHIO PiBHI ITpemaparTy y mja3Mi MoxKHa rependadyuTy 3a
IIepoPaJIbHOI0 403010 JIeBeTUpalleTaMy, BUPaXKeHOI0 y MI/KI MacH Tijla. ToMy BificTeXKyBaTH I1J1a3MOBI
piBHI TeBeTHpalleTaMy HeEMa€E IOTPeOu.

Y mopocnux Ta miTel Big3Havanacs 3HayHa KOpeJslis MiXK KOHI[eHTpalli€lo IpenaparTy y CJIMHI Ta
na3Mi (CHiBBiHOIIEHHS KOHLEHTpAlill y CIUHI/Ta3Mi Konusanocs Bifg 1 go 1,7 micns npuiiomy
TabJIeTOK /I IIepPOPaIbHOTO 3aCTOCYBaHHS Ta Yepe3 4 TOOUHY ITiC/Is MPUHXOMY OPaIbHOTO PO3YUHY).

Hopocai ma nigaimku.

BcMoKTYyBaHHA.

JleBeTupalieTaM IIBUAKO BCMOKTYETHCS IIiCIIs TIEPOPAIbHOTO 3aCTOCYBaHHsA. AGCOMIOTHA



nmepopanbHa OiomocTymHicTs — 61u3bK0 100 %. ITikoBa KOHIIEHTPalis y mna3mi Kposi (C,,,)
HOCATaEThCA yepe3 1,3 TOOMHU MiC/Is NPUKUOMY IpenapaTy. PiBHOBaXKHUU CTaH [HOCATAETLCS Yepes
2 mHi 3aCTOCyBaHHS Iipenaparty ABidi Ha moOy. [TikoBi koHuenTpatii (C,,,,) 3a3BU4aii cTaHOBNIATE 31 Ta
43 mkr/Mi micins pa3oBoi go3u 1000 mr Ta moBTOpHOI mo3u 1000 Mr aBivi Ha moOy BigmoBigHO.
CTyniHb BCMOKTYBaHHS He 3aJIe’KUTh Bif JO3U Ta HE 3MIHIOETHCS MIPU IPUKUOMI 1XKi.

Posmomin.

[MaHux 100 PO3MOMiNY MMpenapaTy y TKaHMHAaX TIoAuHU HeMae. Hi neBetuparneram, Hi ©OT0
OCHOBHMM MeTab0IiT 3HaYHUM YMHOM He 3B’sI3yI0ThCA 3 GimkaMu mma3mu KpoBi (< 10 %). O6’em
po3Mominy neBeTHpaleTaMy CTaHOBUTE mpubnu3Ho Big 0,5 go 0,7 n/kr, 1m0 npubiu3Ho NOPiBHIOE
3arasibHoMy 00’eMy BOQIX B OpraHi3Mi.

Mertabomi3m.

Metabomni3aM neBeTHpaleTaMy y JIOOUHU He3HauHuU. OCHOBHUM LUISIXOM MeTabomizmy (24 %
no3u) € pepMeHTHHY TiAPOoJIi3 aneTaMigHol rpynu. I3odhopmu nedinkoBoro uutoxpomy P450 He
OepyThb y4acTi B yTBOPEeHHI 0CHOBHOTO MeTabosiTy - uch L057. Iigpomni3 aleTraMigHoil rpynu
CIIOCTEpiraBcs y BeJIUKIil KiIbKOCTI TKaHWH, BK/II0Yal0yd KIiTHHU KpoBi. MeTaborit ucbh L057
(dhapMakoI0TiYHO HEAKTUBHUM.

Takox Oys0 BU3HAYEHO [IBa APYropsimHUX MeTabomiTu. ONUH YTBOPIOBABCS BHACIIIMOK
TiOPOKCHUITIOBaHHS HipOIig0HOBOTO Kinbils (1,6 % Big 403u), APYTUM - BHACTINOK PO3IMKHEHHS
miposimoroBoro Kineiig (0,9 % Bim mo3u).

[H1Ti HEeBM3HAYEHI KOMIIOHEHTHU cTaHoBmiIu nuile 0,6 % Big mo3u.

B3aeMHOT0 repeTBOPEHHST €HAaHTIOMEPIB IeBeTHpalleTaMy Y4 MOr0 OCHOBHOTO MeTalOoIIiTy B yMOBax
in vivo He CIocTepiranocs.

Y xopmi mocmimKeHb in vitro meBeTUpalleTaM Ta HOT0 OCHOBHHUM MeTa0OoJIiT He IPUTHIYyBaIu
aKTHBHICTh OCHOBHUX i30¢0opM neuinkosoro nutoxpomy P450 miogunu (CYP3A4, 2A6, 2C9, 2C19,
2D6, 2E1 Ta 1A2), rmokyposninTpancdepa3u (UGT1A1 ta UGT1A6) Ta emoKCUATiAPOKCHTa3u. TakoxX
JIieBeTHpalleTaM He IIPUTHIYYE TII0KYPOHifallilo BalbIIPOEBOI KUCIIOTH in Vitro.

Y KynbTypi renaToluTiB JIIOAMHY JIeBeTUpalieTaM BUSBIISIB C1a0Kuil BB ab0 XK 30BCiM He BIIJIBaB
Ha CYP1A1/2, SULT1E1 a6o UGT1Al. JleBeTupalietaM cupu4yuHsaB caadKy inaykiiito CYP2B6 Ta
CYP3A4. [TaHi in vitro Ta maHi in vivo I0O0 B3aeMOfIii 3 TepopaTbHUMHU KOHTPALlENTUBAMY,
IUTOKCUHOM i BapdapuHOM BKa3yIOTh Ha Te, 110 B YMOBAxX in vivo 3HauyIol iHAyKLil pepMeHTiB He
odikyeThCcs. ToMy B3aeMmopis npenapaty Kenmpa® 3 iHmmmu pedoBrHaMu a60 HaBIaKu
MaJIOMMOBIipHa.

BuBemeHH4.

[Tepion HamiBBUBEOEeHHS MpenapaTy 3 MJIa3MU Y AOPOCINX CTaHOBUB 7+1 rof i He 3anexkaB Bifl 03U,
IIAXY BBEeEHHS YU [TIOBTOPHOTO 3aCTOCyBaHHsA. CepenHiu 3arajabHUM KiiipeHc ctaHoBuB 0,96
MIJI/XB/KT.

OCHOBHa KiNbKiCTh Ipemnapary, B cepegusoMy 95 % mo3u, BUBoamacs i3 cevero (mpubnusuo 93 %
[03U BUBOOUIIOCS MPOTSATOM 48 romun). 3 KanoMm BuBoguThcs nuiie 0,3 % mo3u.

KymynsTuBHE BUBE[IEHHS i3 ceuelo JIeBeTUpaleTaMy Ta H0ro OCHOBHOTO MeTaboJliTy cTaHOBUIIO 66 %
Ta 24 % Bifg mo3u BigmoBigHO B nepii 48 rogud. HupKoBul KitipeHC neBeTupaleTamy Ta ucb L0O57



ctaHoBuTh 0,6 Ta 4,2 MJI/XB/KT BiIIOBIAHO, II[0 CBITYUTH PO BUBEOEHHS JIeBEeTUPALleTaMy LIIIX0M
TJIOMePYISIPHOI GinmbTpalii 3 moganbiIow peabcopOITiero v KaHaNbLSX i III0 OCHOBHUE MeTabomiT
TaAKOXK BUBOOUTHCS LIIIXOM aKTHUBHOI KaHAJbIIEBOI CEKpellil Ha Jofayvy [0 IIOMepYIsSpHOl QinbTpatiii.
BuBeneHnHs neBeTupaneTaMy KOpeJtoe 3 KJIipeHCOM KpeaTUHIHY.

ITayieHmu AiMHbO20 BIKY.

YV mauieHTiB NMiTHHOTO BiKY Iepiof HamiBBUBEOEHHS 3pocTae mpubnmu3Ho Ha 40 % (10—11 rogus). Le
IIOB’SI3aHO 3 MOTipIIeHHSAM QYHKIIM HUPOK Y gaHol nomynsnii (muB. po3min «Crocib 3acTocyBaHHS Ta
DO3U»).

ITopyweHHA PYHKUII HUPOK.

Bupumui 3aranbHUM KITipeHC JIeBeTUpalleTaMy Ta HOoro 0CHOBHOTO MeTaboIIiTy Kopesoe i3
KJIipeHCOM KpeaTHHiHy. ToMy MallieHTaM i3 MOMipHUMH Ta TSIXKKUMHU IIOPYIIEHHIMU QYHKI1 HUPOK
PEKOMEHIYEThCSI KOPUTYBATHU MiATPUMYBaJIbHY 000BY 003y IIpemnaparTy Kennpa® BimImoBigHO MO
KJIipeHCYy KpeaTuHiHy (auB. po3ain «Cnocib 3acToCyBaHHS Ta [I03U»).

Y nauieHTiB 3 aHypi€lo y TepMiHanbHiN cTafiil XBOpoOM HUPOK Iepiof HamiBBUBEOEHHS CTAaHOBUB
npubnu3Ho 25 Ta 3,1 romuHM BiANOBIAHO y mepiof Mix ceaHcaMu [iasi3y Ta Iif Yac #OT0
npoBefeHHd. [IpoTarom TUnoBoro 4-ropMHHOTO CeaHcy Hianidy BuBogunocs 51 % nesBeTupalieTamy.

ITopyweHHA pYyHKUiI neviHKu.

KiipeHc neBeTupalieTamMy He 3MiHIOBABCA Y ALli€HTIB 3 JIETKUMU Ta [IOMIPHUMU IOPYLIEHHAMU
GbyHKLI mediHku. Y GiNbIIOCTI MAIli€HTiB i3 TAKKIMU MOPYIIeHHIMU QYHKIIII TeYiHKY KITipeHC
neBeTupaneTaMmy OyB 3HUKeHUM Oinbi HikK Ha 50 % BHACMIIOOK CYIyTHHOTO MOPYIIEHHS QYHKIIl
HUPOK (muB. po3min «Croci6 3aCTOCYBaHHS Ta I03U»).

IlediampuyHa nonyasauis.

Ilimu sikom 4—12 poxis.

[Ticns 3acTocyBaHHS pa30Boi fo3u (20 MI/KT) y [iTel, XBOpUX Ha erinenciio (Bix 6 mo 12 pokia),
nepiof HalliBBMBeIeHHS JieBeTHpalleTaMy CTaHOBUB 6 roguH. BumuMuii KiipeHc, BiTKOPUTOBaHUM 3
ypaxyBaHHAM MacH Tina, 6yB npu6nu3Ho Ha 30 % BUIIKUM, HiXK Y JOPOC/INX NallieHTIB 3 eminencie.
[Ticrst TOBTOPHOTO EPOPANIbHOTO 3acTocyBaHHs (20—60 Mr/kr/mo0y) y XBOpUX Ha eTlifiencio aiten
(4—12 pokiB) meBeTHpalLleTaM BCMOKTyBaBCs IIBUAKO. [1iKOBi KOHIIEHTpAIlil y 1a3Mi KpOBi
nocsranucs yepe3 0,5—1 roguny micnsg npuiiomy no3u. [1ikoBi KOHIIEHTpallil Ta IJIoINa 30HU IIif
KPUBOIO 3aJIe’KHOCTI KOHIIeHTPallil Bif 4acy 3pocTasu JiHilHO i 3amexanu Big mo3u. [lepion
HalliBBUBEEHHS CTAHOBUB MPUONMM3HO 5 TOOUH; BUOUMUM 3aralbHUM KilipeHc - 1,1 M/XB/KT.

KrinigHi xapaKTepHCTHKH.
IToka3zanus.
MoHoTeparmis (mpemnapaT Iepioro Bubopy) Ipu JIiKyBaHHi:

- TapliaJbHUX HamafiB i3 BTOPUHHOIO reHepani3alieio abo 6e3 Takol ¥ JOPOCUX i MiMIiTKIB BikoM
Bif 16 pOKiB, y SIKUX BIIepllle AiarHOCTOBAHO eIiJIencito.



K momaTKoBa Teparlis Ipy JIIKyBaHHI:

- TlapIjiaJbHUX HamafiB i3 BTOPUHHOIO reHeparisalieio abo 6e3 Takoi y JOPOCHUX, MIIIiTKIB i giTei
BIKOM Bifi 6 POKiB, XBOPUX Ha €IIiJIeICiko;

- MIOKJIOHIYHUX CY[OM Yy LOPOCHUX i MifiTKiB Bif 12 poKiB, XBOPUX Ha I0BEHIIbHY MiOKJIOHIYHY
elierncio;

- IePBUHHOT€Hepali30BaHUX CYAOMHUX (TOHIKO-KJIOHIYHNX) HaNaiB y JOPOCIUX i MiAJIiTKiB BiKOM Bif
12 pokiB, XxBOpUX Ha ifionaTUu4Hy reHepasi3oBaHy emiencito.

IIpomunoka3aHHs.

[TigBuIeHa YyTNIUBICTL [0 JeBeTHpPaleTaMy abo [0 iHIIKMX MOXigHUX MiPOMTiIOHY, a TAKOXK A0 OyIb-
SIKWAX OOTOMIXXKHUX PEYOBHUH IIpemnapary.

B3aemodin 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.
IIpomuenianenmuyHi npenapamu.

[TepenpeecTpaniiidi faHi, OTpHMaHi y XOAi KJTiHIYHMX OOCiAKEeHb, IPOBEEHUX 3a y4aCTIO JOPOCIUX
IallieHTiB, BKa3ylOTh Ha Te, III0 JIeBeTHpalleTaM He BIJIMBAE Ha CHPOBATKOBI KOHIIEHTpAIlil iCHYI0UUX
IPOTHUETINENTUYHUX IIpenapaTiB (GheHiToIH, KapOaMa3eIiH, BalbIIpoEBa KUCI0Ta, peHoOapOiTarl,
JTAMOTPHUOXKKH, rabalneHTHH i MPUMIOOH), @ BOHK B CBOIO Yepry He BIIMBAIOTh Ha (apMaKOKiHETHKY
JieBeTHpaleTaMmy.

BipcyTHi maHi momo KiiHiYHO 3HAUYYINOI B3aEMOil JTIKAPCHKOTO 3aco0y Y MallieHTiB AUTSYOr0 BiKY,
K 1 y mopocnux, siKi oTpuMyBanu 0o 60 Mr/kr/moby eBeTHpalieTamy.

PeTpocnekTuBHa olliHKa (hapMaKOKiHeTUYHOI B3aEMOZIl ¥ miTe i migmiTKiB 3 eminerncieio (BikoMm Bin 4
no 17 pokiB) miaTBepOuia, 0 AOJATKOBA Tepallis 3 MepopaJbHUM 3aCTOCYBaHHSIM JIEBETHpalleTaMy
He BIIJIMBaJIa Ha PiBHOBaXKHi CUPOBATKOBI KOHIIEHTPAIlil 0qHOYaCHO 3aCTOCOBaHUX KapOaMa3eIiHy Ta
Banbnpoaty. OgHaK [aHi CBif4aTh, IO KIIipeHC JieBeTupaneTaMy Ha 20 % BULIKY y AiTel, AKi
IpUKMaloTh PepMeHTIHAYKYI0Yi TpoTueninenTuydHi 3acobu. Kopekiiis qo3u He moTpidHa.

ITpobeHeyuo.

[Tpo6erenun (500 Mr 4 pa3u Ha [o6y) - Ipemnapar, 110 6JI0Kye CeKpellilo HUPKOBUX KaHallblliB,
IPUTHIYyEe HUPKOBUY KITipEHC OCHOBHOTO MeTaboJIiTy, aje He caMoro jeBetupanetramy. OgHak
KOHIIEHTPAIIil I[bOr0 MeTab0JIiTy 3aIUIIAI0ThECSI HU3bKUMH.

Memompexcam.

[ToBimoMsANIOCH, 110 OAHOYACHE 3aCTOCYBaHHS JIeBeTUpalleTaMy 1 MEeTOTPeKCaTy 3HUXKYE KIIIpEHC
MEeTOTpEeKCaTy, II0 MPU3BOAUTH [0 30iIbIIeHHs/T00BKEeHHS KOHI[eHTPallil METOTPEKCATy B KPOBi 10
IIOTEHIIINHO TOKCUYHUX PiBHIB. PiBHI MeTOTpeKcaTy i ieBeTupaneTaMy B KPOBi CIIil peTeIbHO
KOHTPOJIIOBATH y TAIlEHTIB, SKi OTPUMYIOTH JIiIKyBaHHS ABOMa IIperapaTaMy OOHOYaCHO.

ITepopanvHi KOHMpayenmueu ma papMakokiHemuuHi 83aeMo0ii 3 iHWuUMU npenapamamu.

JleBeTupateTaM y f0o60Bil 1o3i 1000 Mr He 3MiHIO€ (papMaKOKiHETHKY ITepopabHUX KOHTPAleITHUBIB
(eTuHiNECTpaniony i 1€BOHOPreCTPey); eHOOKPUHHI TOKa3HUKY (PiBHI TIOTEIHI3yI0Y0T0 TOPMOHY Ta



IIPOTECTEPOHY) He 3MiHIOBanucs. JIeBeTupaueraM y 1o6oBiit 1o3i 2000 Mr He 3MiHIOE
(bapMaKOKiHETHKY IUTOKCHHY ¥ BapdhapuHy; 3HaUYEeHHS ITPOTPOMOIHOBOTO YacCy 3ajIUIIaIUCS
He3MiHeHUMHU. [JUTOKCHH, IepopasibHi KOHTPAleNITUBY ¥ BappapuH He BIIMBAIOTh Ha
(hapMakKoOKiHETHKY JieBeTHpalleTaMy IIPU OJHOYaCHOMY 3aCTOCYBaHHi.

ITpoHocHi 3acobu.

B okpeMux BUIIagKaXx MTOBiMOMJISIM ITPO 3HUXKEHHS e(eKTUBHOCTI JIeBeTHPalleTaMy IIPU OMHOYACHOMY
3aCTOCYBaHHI OCMOTHYHOTO ITPOHOCHOTO 3aC00y MaKpOTOJIy 3 IIepOpaIbHUM JIeBeTHpaleTaMoM. Tomy
He CJIil MPUIUMaTH MaKpOToJI IePOPabHO MPOTSATOM OfHI€l TOMMHM OO Ta MPOTSITOM OHI€l TOMUHM
ITiC/IsT MPUIOMY JIeBETHpAIleTaMy.

Ica ma ankozonw.

CryniHb BCMOKTYBaHHS JIeBeTHPalleTaMy He 3a/IeKUTh Bifl IPUIOMY 1Xi, ajie IMBUAKICTh
BCMOKTYBaHHS [lelll0 3HMXKEHa Yy pa3i npuiioMy mip dac inu. Hemae gaHux Ipo B3aEMO/Ii0
JileBeTHpalleTaMy 3 aJIKOTOJIEM.

Oco06.1u8ocmi 3acmocyeaHHsi.
Hupkosa HedocmamHicmeo.

[TarienTy i3 HUPKOBOIO HEOOCTATHICTIO MOXKYTh MMOTPeOyBaTH KOPEKIIil 03K IEBETHpAlleTaMy.
[NTauieHTaM i3 TAKKUMU [IOPYIIEHHIMU [T€YiHKOBO1 (PYHKII1 PEKOMEHAYETLCS IPOBECTHU OIIHKY
GYHKIIII HUPOK Tepeq THM, SIK BU3HA4YaTH 03y Ipenapary (auB. po3min «Cmocid 3acTocyBaHHS Ta
DO3MU»).

I'ocmpe ypasticeHHA HUPOK.

3acToCyBaHHS JieBeTUpalLleTaMy AyXkKe PiAKO CyIPOBOAXKYBaIOCSd TOCTPUM ypaxKeHHSM HUPOK, 4ac A0
BUHHUKHEHHS TKOT'0 KOJIMBABCS Bifl MEeKiIbKOX OHIB M0 OeKiJIbKOX MiCSIIiB.

3azanvHull aHanis Kpoei.

Bynu onucaHi pigki BUIagKy 3HUKEHHS KiJIbKOCTI KJIITUH KPOBi (HEUTPOIIEeHis, arpaHyJIOLUTO3,
JIeUKOIIeHisi, TPDOMOOIIUTOIEHIS 1 TAHIIUTOMNEHIS) Y 3B’I3KY i3 3aCTOCYBaHHSIM JIeBeTUPaAlleTaMy, K
IIPaBUJIO, Ha MTOYATKY JIiKyBaHHSA. PEKOMEHAY€EThCA IPOBOAUTH IIOBHUU aHaIi3 KPOBi MallieHTaM, y
SKMX CIIOCTEPIraeThCsl 3HaYHa ClIabKiCcTh, rapsgykKa, peluauBHi iHdek1ii abo MOpyIlIeHHS 3rOPTaHHS
KpoBi (po3min «ITo6iuHi peakirii»).

Cyiyuo.

Y namieHTiB, Ki OTPEMYyBaIM JIiKyBaHHS INPOTHEMNiJIENTHYHUMY IIpenapaTaMu (y T. 4.
JIleBeTHpalleTaMoM), Biil3Ha4asuCs BUMIQIKX CYIUAY, cIpol Cyiluay, CylluganbHUX JyMOK Ta
MOBeMiHKKM. MeTaaHasi3 pe3ynabTaTiB PaHIOMi30BaHUX M1ale60-KOHTPOIbOBAaHUX MOCIIIXKEHD
IPOTHEMIIeNITUYHUX JTiKapChKUX 3ac00iB MMOKA3aB fessKe 30imbIIeHHsS PU3UKY BUHUKHEHHS
CyluMpanbHUX OyMOK Ta MOBeHdiHKU. MeXxaHi3M BUHUKHEHHS TaKOT0 PU3UKY He BUBYEHUU. Y 3B’43KY 3
HAsIBHICTIO TAaKOT'0 PU3MKY CTaH IMAIiEHTIB CJIil KOHTPOJIIOBATH IIOA0 O3HAK fienpecii Ta/abo
cyluMpganbHUX JYMOK Ta MOBEMiHKY i Tpu HeoOXimHOCTI KopuryBaTu nikKyBaHHS. [TamieHTiB (Ta ix
OTIKYHiB) CJIiff TIOTIepeauTy PO HeoOXiAHICTL MOBIHOMISATH TIPO OyAb-SKi CHMIITOMH Aelpecii Ta/abo
cylurpganbHUX OyMOK a0 MOBeOiHKU CBOEMY JIiKapio.



He3sguuHa abo azpecusHa nosediHka.

JleBeTupaleTaM MOXKe CIPUUYUHUTU IICUXOTUYHI CUMIITOMY Ta IOPYIIEHHS OBEIHKYU, BKIIIOUYAI0YU
OPaTiBIUBICTh Ta arPECUBHICTh. 3a NallieHTaMU, SKi IPpUUMAaTh JieBeTUpaleTaM, CIIif ClocTepiratu
IIIOI0 PO3BUTKY IICUXiYHUX O3HAK, IO CBiqYaTh PO BaXK/IUBi 3MiHK HACTPOIO Ta/abo 0COOUCTOCT.
[Tpu mosiBi Takoi MOBENiHKY PEKOMEHYEThCS afalTyBaTH JIiKyBaHHS ab0 ITOCTYIIOBO HOT0 BiAMiHUTH.
[Tpu HeobOximHOCTI BinMiHM NiKyBaHHS OUB. iHGopMartiio y po3mini «Crocib 3acTocyBaHHS Ta HO3U».

3azocmpeHHs Hanaois.

4K i mpu 3aCcTOCYBaHHi iHIIKUX MPOTUENINENTUYHUX JTIKapChKUX 3ac00iB, 3aCTOCYBaHHS
JIieBeTHpaleTaMy Moxe 3pigKa 30imbIIMTH 4acToTy abo TAXKKicTh Hamany. [1po 1eit mapagoKcanbHUN
epeKT HalyacTillle OBIIOMIISIIN IPOTATOM II€PIIOTr0 MiCAIS MiCid I04YaTKy 3aCTOCYBaHHS
neBeTupalneTaMmy abo Ipy migBuieHHi fo3u. Lleit edhekT OyB 000POTHUM IiC/Is IPUNMHEHHS
3aCTOCYBaHHS JTiKapChKOTO 3aco0y abo rmpu 3MeHIeHHi 10o3u. [TallienTaM Citifg mopaguTy HeTalkHO
3BEPHYTUCS 3a KOHCYIbTAIIEIO N0 IXHLOTO JIiKaps y pa3i 3aTOCTPEHHS eIlifencii.

ITooosacenHs iHmepsany QT Ha enekmpokapdioepami (EKT).

[TpoTAroM mMOCTMapKETUHTOBOTO CIIOCTEPEXXKEHHS IMOBIIOMIISIIN PO PiAKi BUMAAKU ITOJ0BKEHHS
intepBany QT Ha EKT'. JIeBeTuparneTram CJifl 3aCTOCOBYBaTH 3 00€PEKHICTIO MAI[iEHTaM 3
nofoBxkeHHAM iHTepBany QT, namieHTaM, sKi 0qHOYACHO IPUIMAIOTh JTiKapChKi 3acobu, 110
BIIJINBAIOTH Ha iHTepBasn QT, Ta malieHTaM 3 BigIOBifHEMM HasiBHUMHK 3aXBOPIOBAHHSIMH CePIlst a0o
eJIEKTPOJIITHUM qucOaaHCOM.

Himu.
[Tpenapar y popmi TabneToK He MPUAATHUN 7T 3aCTOCYBaHHS HEMOBJIATAM i [iTAM BiKOM 70 6 POKIiB.

HasiBHi maHi CTOCOBHO [iTel He CBig4yaTh IIPO iCHYBaHHS BIIJIUBY Ha PO3BUTOK i CTaTeBe NO3piBaHHA.
OpHak OOBrOCTPOKOBUY BIIJIMB Ha 3[aTHICTh N0 HaBYAHHS, IHTEJIEKT, PO3BUTOK, €HAOKPUHHI (QYyHKII,
CTaTeBe J03PiBaHHA i PENIPOAYKTUBHY (YHKIIIIO V AiTEl 3aJIULIIAETHCSI HEBIJOMUM.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

KIHKY PenpoOOyKTUBHOIO BiKY.

CnenuianbHi peKOMeH[alil Cllig HagaT KiHKaM peIpPOAyKTUBHOTIO BiKy. JIiKyBaHHS JIeBeTHpalneTaMoM
CJIiT IEeperIgHyTH, AKILO XKIiHKa IIJIaHyE BariTHICTh. K i IpU 3aCTOCYBaHHI BCiX IPOTUEIIIEITUYHUX
3aco0iB cIliJy yHUKaTH ParToOBOI BiIMiHU JIeBeTHpalleTaMy, OCKiJIbKY Ile MOXKe IPU3BECTH OO0 Hamamy
CyHoM, III0 MOXKe MaTH CEPHO3Hi HaCigKU [ KiHKY Ta HeHapO[XKEeHOl IUTUHH. 3a MOXK/IMBOCTI CIIif
BigmaBaTH IepeBary MOHOTepalil, OCKiTbKM TiKyBaHHS OeKiTbKOMa IMIPOTUEMIIENTUYHUMU 3aCo0aMu
Moxe OyTH IOB’sI3aHe 3 BUIIUM PU3MKOM BPOIXKEHUX Bajl, HiK TP 3aCTOCYBaHHI MOHOTepaITii,
3aJ1eXHO Bif KoMmbiHamii mpemaparis.

BariTtHiCTB.

Benuka KinbKiCTh IOCTMAapPKETUHTOBUX AaHUX, OOePKaHUX Bifl BariTHUX XKiHOK, SKi 3aCTOCOBYBaIx
neBetupanetaM (6inbiie 1800 xiHoK, cepen sikux 1500 XKiHOK 3aCTOCOBYBasiu Ipemnapat npoTsarom 1-
r0 TPUMECTPY), He CBiTUUTh IIPO HiABUINEHUHN PU3UK 3HAUYHUX BPOAXKEHUX Bal. [CHY€E TinmbKu
oOMexkeHa KiJIbKiCTh JaHWUX IIPO PO3BUTOK HEPBOBOI CUCTEMH [iTeH, SIKi 3a3Ha/IM BIJIMBY MOHOTEpAIIil



npenapatoM Kenmpa® in utero. OgHak icHytoui emipemiosnoriuni gocnigxenHs (6au3pko 100 miTedt)
He CBigyaTh IIPO MiABUINEHUHN PU3UK PO371afiB ab0 3aTPUMKU PO3BUTKY HEPBOBOI CUCTEMHU.
JleBeTupalleTaM MOXKHa 3aCTOCOBYBATH MPOTSITOM BariTHOCTI, SKIIO IiCJIsT peTeNIbHOI OI[iHKY Iie
BBAXKA€ETHCS KITIHIYHO HEOOXimHUM. Y TaKOMY pa3i peKOMEeHIY€EThCSI 3aCTOCOBYBATH HAaWMHUXKYY
e(peKTUBHY H03Y.

®i3ionoriyHi 3MiHU B IIEPiof BariTHOCTI MOXYTh 3MiHIOBAaTU KOHIIEHTpALli0 JieBeTupaueTtamy. [1ig yac
BariTHOCTI CIIOCTepirasocs 3HUKeHHS I1J1a3MOBOI KOHIIEHTpallii 1eBeTupaleTaMy. Take 3HUXKEHHS

HalbinbIl BUpaXKeHe B TpeThoMy TpuMecTpi (1o 60 % Bim BUXimHOI KOHLIEHTpaLlil 1o BariTHOCTI). Crifg
3a0e3neuYnTH HaJleXKHUM KITiHIYHWM HATTISa 3a BariTHUMU XKiHKaMH, SKi OTPUMYIOTh JIEBETHpAlleTaM.

logyBaHHA rPyOnio.

JleBeTupalleTaM IIPOHUKAE y TPyAHE MOJIOKO XKiHKU. TOMY rogyBaHHS I'PYAI0 He peKOMeHIOBaHe.
OmHak SIKINO JieBeTUpaleTaM HeoOXiqHO 3aCTOCOBYBATH B IEPIOf TOMYyBaHHS TPYAAL0, CIIifl 3BAXKUTH
KOPHCTh Ta PU3UKM JIIKyBaHHS Ta BaXKJIMBiCTh TOMYBAHHS TPYIIIO.

Brinus Ha penpoOyKTUBH HKIIIO.

He BusBIE€HO BIIMBY Ha PENPOAYKTHUBHY (PYHKIIIO y HOCTiAKEHHSIX Ha TBapuHax. [loTeHUiNHNI
PHU3UK [JId JOAUHYA HEBIIOMUN, TOMY 110 HEMa€ AOCTYNHUX KIiHIYHUX NaHUX.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

JleBeTupalleTaM He3Ha4yHO a00 MOMipHO BIIMBA€E Ha 3[aTHICTh KEPyBaTH aBTOTPAHCIIOPTOM Ta
[IpalfoBaTy 3 IHIIUMU MeXaHi3MaMu. Yepe3 MOXIIUBY IHAUBIAyalIbHY Yy TIUBICTE AEesKi MAll€EHTH
MOXKYTb Bil3Ha4aTH COHIUBICTh ab0 iHIIi CHMIITOMH, [TOB’SI3aHi i3 BIIJIUBOM Ha LIEHTPaIbHY HEPBOBY
cucreMy, oco0/IMBO Ha TIOYaTKYy JIiKyBaHHS a0o0 B mporieci 36inpiIeHHs 1031, ToMy TakKuM TallieHTaM
ciig 6yt 06epeKHUMY, 3aMalOYUCh HisNIbHICTIO, 1110 MOTPe0ye MigBUINeHOl KOHIIEHTPAllil yBaru,
HaIpUKJIa[ Ipy KepyBaHHI aBToM00iieM abo po0oTi 3 iHIIMMU MexaHi3MaMu. [lanieHTaM
PEKOMEHIYEThCS YTPUMYBATHUCS Bifl KePyBaHHS aBTOTPAHCIOPTHUMHU 3aco0amMu abo poOOTH 3 iHIIUMU
MexaHi3MaMu [0TH, OKU He Oyae BCTAHOBJIEHO, 10 IXHS 3JaTHICTh 3aiMaTUCS TaKOI0 TisIbHICTIO He
IOpyIIeHa.

Cnocid 3acmocyeaHHss ma do3u.

TabmeTKu crifg mpuiMaT BHYTPIITHBO, 3alIMBal0YX JOCTATHHOIO KiJIbKICTIO PiIUHY, pa3oM 3 ixketo abo
6e3 Hei. [Ipu mepopalbHOMY 3aCTOCYBaHHI JieBeTUpalleTaM MOXKe MaTH TipKuil npucMak. [Jo6oBy
[03y PO3MOIIIATY Ha 2 OOHAKOBI JO3H.

[TapiiantHi Hamagu

PekomeHnnoBaHa o3a Oy MOHOTepaIlil (IallieHTH BiKOM Bifl 16 pPOKiB) Ta IOOaTKOBOI Tepalril €
OMHAKOBOIO Ta 3a3HaueHa HUXYe.

Yci nokaszanHs

[Topocai (= 18 pokiB) ma nidaimku (8ikom 8i0 12 0o 17 pokis) 3 Macorw miaa 8id 50 ke.



[ToyaTkoBa TepaleBTUYHA J03a cTaHoBUTL 500 Mr 2 pa3u Ha go0y. Lle moyaTKoBa 103a, 110
IPU3HAYaAEThCS YV TEPIIMY OeHb NiKyBaHHSA. OgHAK HUXKYa IToYaTKOBa fo3a 250 Mr 2 pa3u Ha [00y
Moxke OyTH 3aCTOCOBaHa JIiKapeM Ha OCHOBI OITiIHKM 3MEHIIEHHS YaCTOTH CYNOM ITOPiBHSHO 3
noTeHIinHUMY To0iuHuMEU epekTamu. 115 mo3a Moxke OyTu 306inbiieHa mo 500 Mr 2 pa3u Ha [0y
yepe3 2 TUXKHi.

3asIezkHO Bif] KJTiHIYHOI KaPTUHY i TepeHOCUMOCTI ITpenapaTy go00BY 103y MOXKHAa 30iNbIITUTH [0
MakcumanbHOI 1500 Mr 2 pa3u Ha go0y. 3miHioBatu f03y Ha 250 mr a6o 500 Mr 2 pa3u Ha mo6y
MOZKHa KOXKHi 2—4 THXKHI.

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

Jlikap oBUHEH ITpH3Ha4YaTU HaUOiNbII BiAMOBIOHY JTiKapChbKy (opMy, HO3yBaHHS Ta GOPMY BUIYCKY
3aJ1eXkHO Bifl Macu Tina, BiKy Ta [03u. [HpopMaliio 11070 KOPEKIIii 03yBaHHS 3a7€KHO Bif Macu Tila
OUB. y po3gimi «JIitu».

[IpunvHeHHS JTIKYBaHHA.

Y pagzi HeoOXiMHOCTI NPUNUHEHHS IPUIOMY IIpeliapaTy BiiMiHY PEKOMEHAYETLCS TPOBOOUTHI
IIOCTYIIOBO (HAIPUKJIaf, OIS JOPOCINX Ta MITKiB 3 Macoio Tina 50 Kr Ta Oinbille - 3MeHITyBaTH
no3y 500 mr 2 pa3u Ha o0y KOxKHi 2—4 TUXKHI; O/ OiTeld Ta HmimIiTKiB 3 Macoio Tina MeHie 50 Kr
-3MEHIITyBaTH Pa30BY O3y citig He Oinbire HixX Ha 10 Mr/Kr 2 pasu Ha KO0y KOXKHi 2 TUXHI).

Oco0auBi TPYIIN MAITiEHTIB.

ITauienmu aimHb020 BiKY (8i0 65 pokis).

Kopekiiig no3u peKOMeHYETHCSA NMallieHTaM JIITHBOTO BiKy 3 IIOPYIIEHO (PYHKIIi€0 HUPOK (OUB.
HuXK4Ye «HUpKOBa HEIOCTATHICTH»).

Hupkxosa HedocmamHicme.

ob6oBa mo3a moBMHHA OyTH iHAKWBiTyaIbHO CKOPUTOBaHa BifITIOBIMHO 10 CTaHy GQYHKIIIOHYBaHHS
HUPOK.

g KOPUTYBAaHHA NO3U NOPOCIIKMM BUKOPHCTOBYBATH HABEJEHY HUXKYE T8.6J'II/II_IIO.

I KOpUTryBaHHS 03U 3a Tabnuilero HeoOXigHO BU3HAYWUTU piBeHb KilipeHCy KpeaTtuHiny (KK) y
MJI/XB.

KK mnst gopocnux Ta migIiTKiB 3 Macoio Tina 6inmbie 50 KT MOXKHa po3paxyBaTH 3 OISOy Ha
KOHIIEHTPALIif0 CUPOBAaTKOBOT0 KpeaTHHiHY (MI/Oj1) 3a HOpMyJIO0:

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

KK (mm/xB) = X 0,85 (s XKiHOK).

72 X KpeaTHHIH CUPOBATKHU KPOBi (MT/m1)



[Totim KK KOpuUryoTh BifoBigHO [0 Mol noBepxHi Tina (I1I1T), sk moka3saHO gai:
KK (mm/xB)

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

[T nanierTa (M°)

Tab6muig 1

PexuM mo3yBaHHS IJIsT JOPOC/IUX Ta MifJIiTKIB 3 HUPKOBOIO HENOCTATHICTIO 3 Macolo Tina Oinbire 50
KT.

CrymiHb TSXKKOCTiI HUPKOBOL KnipeHC KpeaTuHiHy Pexwuwm mosysanHsA
HEeIOoCTaTHOCTI (mn/xB/1,73 M*)

HopMmanbHa QyHKIIiST HUPOK > 80 Big 500 mo 1500 Mr 2 pa3u Ha o0y
JleTKui CTyIiHb 50-79 Big 500 go 1000 Mr 2 pa3u Ha o6y
CepenHili CTyIiHb 30-49 Big 250 mo 750 Mr 2 pa3u Ha o6y
TSaXKWN CTYIiHDb < 30 Big 250 mo 500 Mr 2 pa3u Ha o6y
TepMiHanbHa cTafis (MamieHTH, SKi - Bim 500 7o 1000 mr 1 pa3 Ha Ho6y"™

nepeGyBaioTh Ha Aiamisi'’)

VY nepmmii feHs TiKyBaHHS JeBEeTHPaleTaMOM PEeKOMEHAYEThCS IPUIOM HaBaHTaXyBabHOI 03K
750 Mmr.

@Micna miamisy peKOMeHAy€eTLCA IPUIOM TOFATKOBOI 1034 250—500 Mr.

Ilnst miTed 3 HUPKOBOIO HEIOCTATHICTIO MO3Yy JI€BETHUpalleTaMy HeoOXigHO KOPUTYBATH BiIIOBIOHO [I0
HUPKOBO1 QYHKIIil, OCKITbKY KJIipEHC JIeBeTUpalieTaMy 0B I3aHUY 3 HUPKOBOIO QyHKIi€w. LIg
PeKoMeHpalisl I'PYHTYEThCS Ha AOCIIAKEHH] 3a y4aCTIO0 JOPOC/IUX IAllleHTIB 3 IOPYLIEHHSAM
HUAPKOBOI QYHKIII.

Ins migmiTkis, mitedt Ta HeMmosnaT KK y mi/xs/1,73 M° MoXkHa po3paxyBaTy 3 OISy Ha
KOHIIEHTpAIlil0 KpeaTHUHIHY Y CHPOBaTIi (MI/mi1), 3acToCcOoBy0uM Taky dhopmyiny (dopmyna IllBapia):

3picT (cm) X ks

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

KpeaTuHIH CUPOBaTKH KPOBi (MT/m)

Y piteii BikoM 0 13 pokiB Ta migmiTKiB-giB4aToK ks = 0,55; y migmiTkiB-xnonmis ks = 0,7.



Tabnuns 2

PexomeHpanii 1mono Kopekii 4o3u s fiTed Ta MigIiTKiB i3 mopyieHHIM QyHKIIl HIPOK 3 Macoio
Tina menme 50 Kr

CTymiHb TSIXKKOCTi HUPKOBOI KiipeHc kpeaTuHiHy ([liT BiKOM Bif 6 pOKiB Ta HiAJIiTKH4 3

HeIOCTaTHOCTI (mr1/xB/1,73 M%) Macoio Tina mexmie 50 kr'”

HopManbHa QyHKIIIST HUPOK > 80 10-30 mr/kr (0,10—0,30 m1n/kT) 2 pa3u
Ha 00y

Jlerkuii CTyTiHb 50-79 10—-20 mr/kr (0,10-0,20 m1n/kr) 2 pa3u
Ha 00y

CepenHili CTYIIiHb 30—-49 5—15 mr/kr (0,05-0,15 min/kr) 2 pa3u
Ha 100y

TSKKUM CTYIIiHDb < 30 5—10 mr/kr (0,05—-0,10 mn/kr) 2 pa3u
Ha 100y

TepMminanbHa cTamia (maiieHTu, f 10-20 mr/kr (0,10-0,20 mmn/kr) 1 pa3

siKi mepeGyBaoTh Ha Mmiammisi) Ha o6y

Mng no3yBaHHA [0 250 Mr, gjis 103, He KpaTHUX 250 Mr, Ko/l peKOMeH[I0BaHe [03yBaHHS
HEMOXKJIMBO OTPUMATH MIPUNOMOM [IEKiIbKOX TaONIeTOK, a TaKOXK IJIs Malli€HTiB, SIKi He MOXYThb
IIPOKOBTHYTH TaOJIETKH, CIIif 3aCTOCOBYBaTH OpasibHUI po3unH Kenmpa®.

@Y nepummii [eHs TiKyBaHHSA PEKOMEHAYEThCS 3aCTOCYBAaTH HaBaHTaKyBalbHY [03y JIeBeTHpaLeTaMy
15 mr/xr (0,15 my/kr).

“Micns giamisy peKOMeHAYEThCA 3aCTOCYBaTH AOAATKOBY 703y 5—10 mr/kr (0,05-0,10 Mi/Kr).
IleyiHKkosa HeOocmamHicme.

IIns nanieHTiB 3i cmabkuM Ta IIOMipHUM MOPYILIEHHSIM QYHKIIII MeYiHKy KOPeKIlis 103K He MoTpibHa.

Y nmaui€eHTiB i3 TIXKAMU MOPYLUIEHHAMU QYHKIII IeYiHKy KJIipeHC KpeaTUHiHy MOXke He TIOBHOIO

Mipoto BigoOpazKaTu CTyIiHb HUPKOBOI HeJOCTATHOCTI. TOMYy MJIs Malli€HTIB i3 KJIipeHCOM KpeaTuHiHy
< 60 M/x8/1,73 M° §OGOBY miATPUMYBANILHY H03Y PEKOMEHA0BAHO 3HU3UTH Ha 50 %.

Himu.

Jlikap moBUHEH IIpH3Ha4YaTU HaUOiNbII BiAOBIOHY JTiKapChbKy HopMy, HO3yBaHHS i HOpPMY BHUITYCKY
3aJ1eXKHO BifI BiKy, MacH Tina i po3paxoBaHOl [03H.

Jlikapcekuii 3aci6 y hopmi TabneTok He peKOMeHI0BaHUM [IJIs 3aCTOCYBaHHS HiTAM BikKOoM 0 6 POKiB.
ITiit rpymi namienTiB 6axkaHo 3acToCOByBaTH mpenapat Kenmpa® y ¢popMi opanbsHOro po3ursy. Kpim
TOTO, HasBHi J03yBaHHS TabJIeTOK He MigXOASTh AJIS T0YaTKOBOTO JIIKyBaHHS AiTel 3 Macolo Tija Jgo

25 KT, U1 TIALi€HTIB, SIKi HE MOXKYTh IIPOKOBTHYTHU TabneTku, abo st 3aCTOCYBaHHS 103 0 250
Mr. V BCiX BUIIleHABEIEeHNX BUNAJKaX JiKyBaHHS CJIifl PO3MOYKMHATH IpenapatoM Kemnmnpa®, opanbHui
PO3YUH.

MoHomepanis

Besneka Ta epeKTHBHICTh 3aCTOCYBaHHA IpemnapaTy Kenmpa® sk MOHOTeparii AiTaM i mifmiTkaM fo
16 pokiB He BCTAHOBJIEHI.

[laHi 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.

HemoBnsTaM i fiTsaM BikoM /10 6 pOKiB G6axkaHo 3acTOCOBYBaTH npenapat Kenmpa® y ¢popmi opanbsHOro
PO3YUHY.

Titsam BiKOM Bif 6 poKiB opanbHuil po3urH Kenmnpa® cItif 3aCTOCOBYBaTH fijid HO3yBaHHS Ipenapary
1o 250 mr, ois 003, He KpaTHUX 250 Mr, KO/ peKOMeH[I0BaHe J03yBaHHS HEMOXKJIMBO OTPUMAaTH
IPUHAOMOM IEeKiTbKOX TabJIeTOK, a TAKOXK MJIs MAI[iEHTIB, SKi He MOXYTh MPOKOBTHYTH Ta0OIETKH.

IIng ycix mokasaHb CIIifi 3aCTOCOBYBaTH HaliMeHIly eeKTHBHY m03y. [IogaTkoBa 403a AT AUTUHU
abo migmiTka 3 Macoro Tina 25 Kr moBuHHA cTaHOBUTH 250 MT [OBidi Ha mo0y, MaKCcuMasbHa go3a - 750
MT [IBiui Ha mo0Oy.

Hitssm 3 Macoto Tina 6inbire 50 KT mo3yBaHHS 7S YCiX MOKa3aHb MPU3HAYAIOTh 3a CXeMOI0,
HaBe[eHO0 OJIsT JOPOCIIUX.

Ius. Buile po3min «lopocai (= 18 pokis) ma nioaimku (12-17 pokis) 3 macotw miaa 8i0 50 Ke» gns
yCiX ITI0Ka3aHb.

LonomixcHa mepania 045 Hemogasm 8ikom 8i0 1 0o 6 micauis.

HemoBsiTaM 3aCTOCOBYIOTH IIpemapaT y GopMi 0paTbHOTO PO3UUHY.

Himu.

Jlikapcekuit 3aci6 y hopmi TabneTok He peKOMeHIOBaHUM M1 3aCTOCYBaHHS HiTAM BikoM [0 6 POKiB.
Kennpa®, OpaJIbHUM PO34YMH, CJIif 3aCTOCOBYBAaTHA HEMOBJIATAM BiKOM Bif 1 micsald i giTam BikoM f0 6
POKIiB.

IIepedo3yeanHsi.
Cumnmomu.

IIpu nepeno3yBanHi npenapaty Kenmpa® crocTepiranucst COHIUBICTD, 36YIKEeHHs, arpecis,
[IPUTHIYEHHS OUXaHHS, IPUTHIYEHHS CBIIOMOCTI, KOMa.

JIiKyB8aHHA.

Y pazi roctporo mepeno3yBaHHs He0OXiTHO TPOMUTH IITYHOK a00 BUKITUKATH OIIOBaHHS.
CnenudiuHoro aHTHOOTA JIeBeTHPalleTaMy HeMae. [Ipu HeoOXigHOCTi MPOBOJUTH CUMIITOMATUYHE
JIIKYBaHHS, ¥ T.4. 3 BUKOPUCTAHHAM reMopianisy (BuBoguthcs 0o 60 % neBetupaneramy 1a 74 %
OCHOBHOTO MeTabomiTy).



ITobiuni peakuii.

Haityacrime noBigoMsiocs mpo Taki moOivyHi peakii, SK Ha30(papUHTIT, COHNIKUBICTD, TOJIOBHUY Oifb,
migBUINIeHA BTOMJTIOBAHICTD i 3amamMopodeHHs. [Ipodinb moOiyHUX SBUII, 1110 HABOTUTHCS,
I'PYHTYETBHCS Ha y3araJbHEHOMY aHasli3i JaHux n1ane60-KOHTPOJIbOBAHUX KITIHIYHUX BUIIPOOYBaHb 3a
yCimMa [T0OKa3aHHSAMY, V IKUX 3arajioM B3JI0 y4acTh 3416 nauieHTis, Ki OTpPUMYyBalIu JieBeTUpaleTaM.
LIi maHi OIOBHIOIOTHCSA 3aCTOCYBaHHAM JIeBeTHpalleTaMy Y BilIOBITHUX PO3LIKPEHUX BIIKPUTUX
MOCTIIXXKEeHHSX, @ TaKOXK II0OCTMapKeTUHTOBUM focBigoM. [Tpodink Ge3meku neBeTupaneTamy, K
IIPaBUJIO, CXOXKUY Y Pi3HUX BIKOBUX I'Pynax (HOPOCII i JiTH) IpX 3aCTOCYBaHHI 3a Pi3HUMU
BCTQHOBJICHUMU [TOKa3aHHSIMU.

[To6iuHi peaxiiii, mPo SKi MOBiHOMIISIJIOCS B KITiIHIYHUX JOCIIIKEHHSIX (CTOCOBHO MOPOCIHUX, MiMIJIiTKIB,
miTey i HeMOBJIAT BikoM Bif 1 Micsi1ist) i MPOTSAToM IMOCTMapKeTUHTOBOIO Iepiofy, 3a3HavyeHi B Tabnutli
3 3a KJlacaMM CHCTEM OPraHiB Ta 3a YaCTOTOI0 BUHUKHEHHs. [106iuHi peakilil mpencTaBiieHi y
TIOPSIOKY 3MEHILIEHHS CEPHO3HOCTI, a IX 4YaCcTOTa BU3HAYa€EThCS TAaKMM YMHOM: IyKe dacTo (= 1/10);
4acTo (= 1/100 mo < 1/10); Hewacto (= 1/1000 mo < 1/100); pigko (= 1/10000 mo < 1/1000) i
ayXke pigko (< 1/10000).

Tab6muisa 3
Krnacu cucteM oprasis |l DYIX 338 YaCTOTOK
3a MedDRA [lyke yacto  [Hacto Heuacto Pigko
[HdeKIil Ta iHBa3sil Ha3zodapuHrit [H}eKis
[TopyuieHHS 3 00Ky TpomOonuToneHist, |[[laHIKUTOMEHIS,
KPOBi Ta nmiM$paTuyHo1 el KOIeHisa HEUTPOIIEHIs,
CHCTEMU arpaHyJIOLUTO3
[TopyueHHS 3 60Ky Peakuisl Ha TiKapChKUU
iMyHHOI CHCTEMHU 3acib 3 eo3uHODinie0
Ta CUCTEMHUMU
nposiBamu (DRESS),
rilepyyTIuBICTh
(BK/IIOUAOun
QHTI0OHEBPOTUYHUM
HaOpsK i aHadinakciio)
[TopyieHHA AHOpeKCis 3HUXeHHA Macu  [[imoHATpieMis
Xap4yBaHHS Ta 0OMiHYy Tina, 30ibLUIEHHS
PEYOBUH MacH Tisla
[McuxiunHi po3namu Iempecis, Crpobu Cyiuup, po3nagu
BOPOXKIiCTb/ camory0CTBa, 0COOHCTOCTI,
arpecis, CyiluganbHi AYMKHY,[TOPYIIEeHHS MUCIEHHS,
TPUBOXKHICTh,  |[[ICUXOTUYHI nenipiu
Oe3CoHHS, po37nanu,
HEPBO3HICTh/ QHOMAaJbHA
OpaTiBIMBICTL  [TOBEMIHKA,
raJIIolUHAllil, THIB,
CILIyTaHiCTh
CBiOMOCTI, ITaHIYHI
aTaku, aheKTUBHA
mabinbHICTE/ 3MiHK
HaCTpPOIO,
30yIKEHICTh




OpraHiB MUXaHHS,
rPYOHOI KJTITKH Ta
CepenoCTiHHSA

[TopyueHHsi 3 60ky  |Connusicts, |Cymomy, AMHEe3i, XopeoaTteTo3s,
HEPBOBOI CUCTEMU roJIOBHUY OiNib |MOpYIIEHHS [TOPYIIEeHHS OMCKiHEe3is,
piBHOBAary, rmam’sTi, rinepkinesisd,
3aaMOpOY€eHHS, [IOPYIIeHHS [OPYLIEHHS XOMHU,
feTapris, KOOpOuHaIrii/ eHIledanonaris,
TPEMOp aTakcisg, [TOCUJIEHHS CyIOM,
[mapecTesis, 3MOSKICHUM
pO3/1agy yBaru HEeMpPOJIeITUYHUN
CHHIPOM
[TopyiuieHHS 3 60Ky Hurmormis,
OpraHiB 30py PO3MUTICTH 30PYy
[TopymieHHs 3 OOKY BepTuro
OpraHiB CIIyXy Ta
piBHOBaru
[TopyIieHHS 3 60Ky [TogoBXKEHHS
cepus inTepBany QT Ha EKT
[TopyuieHHS 3 60Ky Karenb

[TopyiuieHHs 3 60Ky binb y XKUBOTI, [lanKpeaTuT
[IJTYHKOBO-KHUIIIKOBOT O niapes,
TPaKTy MUCIIeIICis,
OJII0BaHHA,
HY[O0Ta
['emaToOinmiapHi BigxuneHHS Bif [TeyiHKOBa
[IOPYLIEHHS HOPMU pe3yJIbTaTiB [HeIOCTaTHICTh, TelaTUT
MMe4YiHKOBUX P06
[TopyueHHS 3 00Ky ['oCcTpe ypaxkeHHA
HUPOK i CE40BUITBHOL HUPOK
crCTEMU
[TopyuieHHS 3 60Ky BucumnazHus Aronenisi, ek3eMa, |[[OKCHUYHUU
MIKipy Ta MiAMIKipHOI cBepOix errimepManbHuN
KJTITKOBUHU HEKPOITi3, CUHAPOM
CrtiBeHca — JI>KOHCOHaA,
MyIbTA(DOPMHA
epuTeMa
[TopyiuieHHs 3 60Ky M’s30Ba ci1abKicTh, [Pabmomiorni3 i
KiCTKOBO-M’130BO1 Mianris [TiTBUIIEHHS PiBHS
CHCTEMHM Ta CIIOJIyYHOl KpeaTuH(ochoKiHa-31
TKaHUHU B KPOBi*
3aranbHi IOPYILIEHHS AcTeHis/
[igBUIIIeHa
BTOMJIIOBaHICTh
TpaBMU, OTPY€EHHA Ta TpaBMU
YCKJIagHEHHS
[Iponenyp

* [TomumpeHiCTh 3HAUYIIO BUILA y ANOHLIB IIOPIBHAHO 3 IallieHTaMU He ATOHCHKOI'0 ITIOXOAXKEHHS.

Onuc okpemux nobiyHUX peakuyil.

Pusuk aHopekcii 3pocTae Ipu 0HHOYACHOMY 3aCTOCYBaHHI JIeBeTUpalleTaMy 3 TomipamaToM. [Ipu



IIposiBax anoneui'l' Y OedKHX BHUIIaKaX Bil3HAYaJIoCsI BiMHOBJIEHHS BOJIOCSHOTO IIOKPUBY micns
IIPpUIIMHEHHS 3daCTOCYBAaHHSA JIEBETHPALleTaMy.

HpI/I IIposiBax HaHLII/ITOHeHﬁ Y OeAKHX BAIIaOKaX Cl'IOCTepil"aJ'IOCH HpI/Il"Hi‘-IeHHH KiCTKOBOTO MO3KY.

Bunagku eHlledaromnaTii 3BUYailiHO CIIOCTepiraaucs Ha Mo4aTKy JIiKyBaHHS (Bif AEKibKOX [HIB [0
KiJIbKOX Mics1iB) i Oyu 000POTHUMHU MiCII NPUNUHEHHS JTiKyBaHHS.

Himu.

Cepepn namieHTiB BikoM Bif 1 Micsans go 4 pokis 3aranoM 190 maIfieHTiB OTpUMYyBaJsIu JIiKyBaHHS
JIeBeTHpaleTaMoOM Yy XOfi Miale00-KOHTPOIbOBAaHUX Ta BiIKPUTUX JOMATKOBUX AOCHIAXKeHb. 60 i3 nux
TAIiEHTIB OTPHMYBAJIHU JIIKYBAaHHS JIEBETUPAIIETAMOM Y XOi I1a1e60-KOHTPOIbOBAHUX [OCTiIXKEHb.
Cepepn nanienTiB BikoM 4—16 pokiB 3arajoM 645 malieHTiB OTPUMYBAJIU JIIKyBaHHS
JIeBeTHpalleTaMoM Y XOfi M1are00-KOHTPOIbOBAHUX i BITKPUTUX NOOATKOBUX MOCTiAXKEeHb. 233 3 IUX
TalliEHTiB OTPHMYBAJIHU JIIKyBaHHS JIeBETUPAIeTaMOM y XOfi Iane60-KOHTPOJIbOBAHUX [OCTiIXKeHb. B
000X 3a3HaUYeHUX BiKOBUX I'PyIlax Ii flaHi [ONOBHEHI faHWMHU 1IOJI0 3aCTOCYBaHHS JIeBeTHUpaleTaMy y
micnsgpeecTpaliiHuii Iepiof.

Kpim Toro, y xofi micisgpeecTpalliitHoro fJoCHifKeHHS 0e3MeKy JIiKyBaHHS ITperapaToM OTPHMYBasio
101 memoBns BikoM mo 12 micsui. HoBux maHux 3 6e31eKu 3aCTOCYBaHHS JIeBeTUpalleTaMy
HEMOBJISITAM 3 eIlijierncieto BikoM {0 12 MicsIiiB oTpuMaHo He 0yiIo0.

[Tpodins mobiyHUX peakifiii JeBeTUpalleTaMy 3arajloM CX0XKHUM y Pi3HUX BiKOBUX I'PyIlax Ta IIPU BCix
3aTBePAXKEHUX ITOKA3aHHSX elierncii. Pe3ynbraTu mono 0e3meky 3aCTOCYBaHHS IIPemnapaTy OiTsaM,
OTpUMaHi y Xofi miane00-KOHTPOIbOBAaHUX KITIHIYHUX JOCIiIXKeHb, BifmoBiganu mpodino 6e3mneku
JIleBeTUpaleTaMy y HOPOCIINX, OKPiM mo0iYHUX peakiiiit 3 00Ky MMOBEiHKY Ta IICUXIKH, SKi y miTei
Oynu GinbII YaCTHUMH, HiXK Y HOpPOCNIUX. Y OiTel Ta MifAmiTKiB BikoM Bif 4 mo 16 pokiB OiioBaHHS (myxKe
yacto, 11,2 %), 30ymxeHicts (4acto, 3,4 %), 3MiHa HacTpoio (4acto, 2,1 %), apekTrBHA TabiNbHICTD
(acto, 1,7 %), arpecis (4acTo, 8,2 %), aHOMasibHa MOBefiHKa (4acTo, 5,6 %) i netaprisa (4acro, 3,9
%) cnocTepiranmucs 3 OiNbIIO YaCTOTOIO, HiXK B iHIINMX BiKOBUX rpymax abo y 3aranbHoMy mpodini 3
Oe3neku. Y HEMOBJIAT i miTelt BikoM Bim 1 Micsitig o 4 pokiB mpaTiBauBicTh (myxke dacTo, 11,7 %) Ta
NopylIeHHs KoopauHatii (4acto, 3,3 %) croctepiranucs 3 GisbIIo0 YacTOTO0, HiXK B iHIINX BiKOBUX
rpynax abo y 3aranbHOMy Ipodini 3 6e3neku.

Y nopggititHOMY criiomy miane60-KOHTPOIbOBaHOMY AOCTiAXKEeHH] 3 0e3MeKu g [iTel, Ke
IIPOBOAMIIOCS 3 METOI0 IOBECTH He HUXKYY e(eKTHBHICTh IIpenapaTy, OLiHIOBaJIu BIIJIUB
JleBeTUpalleTaMy Ha KOTHITUBHI Ta HEMPOIICUXOJIOTIYHI TOKA3HUKY Y IiTel BiKOoM Bif 4 1o 16 pokis 3
napLianbHUMHK Hamafgamu. Ilpenapar Kennpa® He BigpisHsascs (He OyB MeHII e(eKTHBHUM) Bifl
n1ane6o 00 3MiHU Bifi BUXigHOTO piBHSA yBaru i mam’siTi 3a mkano Leiter-R, cymapHoro
ITOKa3HMKAa [TepPeBipKU maM’sITi y MOMyIALil BiAOBIAHO 40 MPOTOKOIY. Pe3ynbTaTy, OB’ s13aHi 3
IIOBEIHKOBUMY Ta €MOLIMHUMU (QYHKIIIIMHU, BKa3yBaJid Ha IOCUJIEHHS Y NAIli€HTIB, SKUX JIIKyBall
JieBeTHpaleTaMoM, arpeCUBHOI MOBEMiHKY, 110 BU3HaYasach CTAHAAPTU30BaHO i CHCTEMaTU4HO, 3
BUKOPUCTAHHSM Basnigu3oBaHux 3aco6iB (CBCL - Achenbach Child Behavior Checklist -
KoHTponbHUYM CIUCOK AUTSYOI moBemiHKY AxeHOaxa). OfHaK y Malli€eHTiB, SKi OTpUMYyBau
JieBeTHpaneTaM y X0l JOBIOCTPOKOBOI'O BITKPUTOI'0 JOCIIKEHHS IOJaIbIIOr0 CIIOCTEPEXKEHHS, Y
CcepegHbOMY He CIIOCTEPIrasocs MOTipIIeHHs IOBeOiHKOBUX Ta eMOLIMHNX (PYHKIIIN, 30KpeMa
IIOKa3HUKM arpeCUBHOI ITOBEiHKY He Oy/Iu TipIIuMU 3a BUXiOHUYN PiBEHbD.

3BiTHICTH 1100 MiITO3PIOBAHUX MOOIYHUX PEaAKITiT

3BiTHICTH 1IOMI0 MiMO3pIOBAHMUX MOOIYHUX peakKIliil micis 3aTBEpAKEHHS JTIKapChKOTO 3acoby



BaxJuBa. Lle mae 3MOry IpOJOBXKUTHA MOHITOPUHT CIIBBITHOIIEHHS KOPUCTH/PU3UK 3aCTOCYBaHHS
niKapchKoro 3aco0y. Meou4HUX MPaliBHUKIB ITPOCATH MOBIIOMIISTH PO Oyab-gKi migo3pioBaHi
no0OiuHi peak1ii yepe3 HalliOHaIbHY CUCTEMY 3BiTHOCTI.

Tepmin npudamHocmi. 3 POKHU.
YmMmoBH 30epiranns.

30epiraTtu B OpuriHanabHiY yIaKOBIi IpU TeMIepaTypi He Buille 25 °C. 30epiratv y HEAOCTYITHOMY
IJIS1 OiTed Micoi.

VYnaxoBka.

[To 10 TabneTtoxk y 6micTepi; mo 3 abo 6 6icTepiB y KapTOHHIM maytyi.

Kareropis Bigmycky. 3a perenTtom.

BupoOHUK.
KOCE ®apwma, Benbris /

UCB Pharma, Belgium.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs HOro Jis/IbHOCTI.
Yewmin [I10 ®opiect 1, bpaine-JI'anneyn, 1420, bensris /

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

3aaBHUK.
KOCE ®apma C.A., benbris /

UCB Pharma S.A., Belgium.

Micne3HaxoaKeHHs 3asiBHUKA.
Anne ge ns Pemepi 60, B-1070 Bproccens, benbris /

Allee de la Recherche 60, B-1070 Bruxelles, Belgium.



