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 CIIOCTepiraaocs.

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 KOHCYJBbTAIIEI0 N0 IXHBOTO JIiKaps y pasi 3arocTpeHHs erminencii. Hampukmnapm, mpo
HEJOCTaTHIO e(eKTHUBHICTH JTiKyBaHHS a00 PO 3arOCTPEHHS HamafdiB IOBIIOMIISIY Y MAIli€HTIiB 3
elliJierIcielo, acollifioBaHO0 3 MyTalliIMHU anb(a-cCyOOmUHUII TOTeHITian3aTekKHUX HaTPiEBUX KaHaiB.

ITodoesacenHsa inmepsany QT Ha eaekmpokapdioepami (EKT).

[IpoTSroM mMoCTMapKETUHIOBOTO CIIOCTEPEKEHHS ITOBIJOMIISIIN IIPO PiAKi BUNIAAKU ITOAOBXKEHHS
intepBany QT na EKT'. JIeBeTupalietaMm CIIifl 3aCTOCOBYBaTH 3 00€peKHICTIO MaIlieHTaM 3
nofioBKeHHAM iHTepBany QT, maiienTam, siKi 0qHOYaCHO IPUMMAIOTh JIiKapchKi 3aco0u, 1110
BII/IMBAIOTH Ha iHTepBasn QT, Ta malieHTaM 3 BigIOBiMHMMM HAasIBHUMHU 3aXBOPIOBAaHHSIMU CepIlst a0o
€JIEKTPOJIITHUM qucOaaHCOM.

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

HasBHi maHi CTOCOBHO [iTel He CBigYaTh PO iICHYBaHHS BIIJIMBY Ha PO3BUTOK i CTaTeBe NO3PiBaHHA.
OpHak gOBTOCTPOKOBUY BIIJIMB Ha 3[ATHICTh N0 HaBYAHHS, iHTEIEKT, PO3BUTOK, eHIOKPUHHI (QYHKIII,
CTaTeBe [03PiBaHHA 1 PENIPOAYKTUBHY (DYHKIIIIO y AiTel 3aIUIIAa€ThCSI HEBIIOMUM.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyd0to.

KIHKY PenpoOnyKTUBHOIO BiKY.

CnenianbHi peKOMeHpallii clig HagaT KiHKaM pelIpooyKTUBHOTO BiKy. JIiKyBaHHS JIeBeTHpalleTaMoM
CJIiT TIEePeryIgHyTHU, AKINO XKIHKa IIJIaHYE BariTHICTE. fAK i IpK 3aCTOCYBaHHI BCIX IPOTUEIIIEIITUYHUX
3aco0iB CITii yHUKATH PalTOBOI BiTMiHYM JIeBeTUpAlleTaMy, OCKIiIbKH I1e MOXKe ITPU3BECTHU OO HaIlady
CyZoM, II[0 MOXKe MaTH CEPUO3Hi HACMIgKU Oy XKiHKM Ta HEHapPOJXKEHOI OUTUHY. 3a MOXKJIMBOCTI CIIif
BiiaBaTH 1epeBary MOHOTepaIllii, OCKiJIbKY JTiKyBaHHS OeKiTbKOMa MPOTUEIIIEITUYHUMU 3aCc00aMu
Moxke OyTH IOB’sI3aHe 3 BUIIUM PU3UKOM BPOIKEHUX Bafl, HiK IIPU 3aCTOCYBaHHI MOHOTepaITii,
3aJIeKHO Bim KoMOiHaIii mpemaparis.

BariTHiCTB.

Benuka KinbKiCTh IOCTMAapKETUHIOBUX JAaHUX, OOePKaHUX Bifl BariTHUX XiHOK, SIKi 3aCTOCOBYBaIx
nesetupatetaMm (6inbine 1800 xkiHok, cepen skux 1500 XiHOK 3aCTOCOBYBau IIpenapaT IpoTsarom 1-



r0 TPUMECTPY), He CBITUUTH PO HiABUIEHUN PU3UK 3HAYHUX BPOAKEHUX Bal. [CHY€e TinbKU
o0MeKeHa KiJTbKiCTh JaHUX PO PO3BUTOK HEPBOBOI CUCTEMH MiTeH, sIKi 3a3HajU BIUIMBY MOHOTepatil
npenapatoM Kenmpa® in utero. OgHak icHyI0Ui emifemionoriugi gocmimxenHs (6mm3sko 100 miTeir)
He CBiflyaTh PO MiABUIIEHUN PU3UK PO37IafliB a0 3aTPUMKHU PO3BUTKY HEPBOBOI CUCTEMH.
JleBeTupalieTaM MOXKHa 3aCTOCOBYBATH IIPOTSTOM BariTHOCTI, SIKIIIO IiCJIg PETENIbHOI OLiHKY I1e
BBAXKAETHCS KIIiHIYHO HEOOXiTHUM. Y TaKOMY pa3i peKOMEHIYEThCS 3aCTOCOBYBATH HAUHUKYY
e(peKkTUBHY 03Y.

®i3io0Ti4yHI 3MiHU B [IEPIOf BariTHOCTI MOXYTh 3MIHIOBATU KOHIIEHTpALiI0 JieBeTupauetamy. [1in yac
BaTiTHOCTI CITOCTepiranocs 3HUKEHHS II7Ta3MOBOI KOHIIEHTpallil T1eBeTHpalieTaMy. Take 3HUXKEHHS

HaMbiIbII BUpaXKeHe B TpeThoMy TpuMecTpi (1o 60 % Bim BUXimHOI KOHIIEHTpaIil Ko BaritHocTi). Crifg
3a0e3MevynTy HalleXXHUM KITiIHIYHWM HATJIS] 3@ BaTiTHUMU XiHKaMu, SIKi OTPUMYIOTh JIeBEeTHPAlleTaM.

l'onyBaHHS TPYOIIO.

JleBeTHpalieTaM IIPOHUKAE ¥ TPYIHE MOJIOKO XiHKM. TOMY rogyBaHHS I'PYAOI0 HE PeKOMEHIOBAHe.
OpHak SIKINO JieBeTUpaleTaM HeoOXiqHO 3aCTOCOBYBATH B IIE€Piof] TOMYBaHHS TPYAAL0, CIifl 3BaXKUTH
KOPHUCTh Ta PU3UKY JTIKyBaHHS Ta BaXXJIUBICTh TORYyBaHHS T'PYLIO.

BronuB Ha penpoOvKTUBH HKIIIIO.

He BusIBII€HO BIIMBY Ha PENPOAYKTHBHY (DYHKIIIIO y OOCTiOKEHHSIX Ha TBapuHaX. [[0TeHIinHUN
PU3UK O JTIOOUHU HEBIIOMUY, TOMY L0 HEMa€ JOCTYIIHUX KITiHIYHUX JaHUX.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3amamu.

JleBeTupalieTaM He3HA4YHO a00 MOMipHO BIJIMBA€E Ha 3[aTHICTh KepyBaTHA aBTOTPAHCIIOPTOM Ta
IIpaloBaTy 3 IHIIMMU MeXaHi3MaMu. Yepe3 MOXIIUBY iHOUBIAyalIbHY YyTIUBICTE AesKi Malll€eHTU
MOXKYTb Bil3Ha4YaTH COHIUBICTb ab0 iHIIi CHMIITOMH, ITOB’sI3aHi i3 BIIJIUBOM Ha LIEHTPaJIbHY HEPBOBY
cucTeMy, 0cOOIMBO Ha IIOYATKY JIiKyBaHHS ab0 B mpotieci 36inmbineHHs 103U, TOMY TaKUM TallieHTaM
ciip Oyt 06epeXHUMY, 3aiMalOYUCh HisNIbHICTIO, 1110 MOTPe0ye MigBUIIEHOl KOHIIEHTpallil yBaru,
HalpUKJIaf Ipy KepyBaHHI aBToM00iieM abo po0oTi 3 iHIIMMY MexaHi3MaMu. [lanieHTaM
PEKOMEH[IYEThCSI YTPUMYBATHCS Bifl KepyBaHHS aBTOTPAHCIOPTHUMU 3aco0amMu a00 poOOTH 3 iHIIUMU
MeXaHi3MaMU [I0TH, JOKHU He Oyme BCTaHOBJIEHO, 110 iXHS 3[aTHICTh 3aMaTHUCS TaKOI0 His/IbHICTIO HE
IIOPYILIEHA.

Cnoci6 3acmocyeaHHss ma do3u.

TabmeTKu crlif TpuiMaT BHYTPIITHBO, 3aIMBal0YN JOCTATHHOIO KiJIbKICTIO PifMHY, pa3oM 3 1kelo abo
6e3 Hel. [1pu mepopanbHOMY 3aCTOCYBaHHI JIeBeTUPalleTaM MOXKe MaTH TipKui nmpucMak. [1060By
103y PO3MOJINIUTH Ha 2 OQHAKOBI JO3H.

[TapuianbHi Hanagu

PekxoMeHmoBaHa mo3a Oy MOHOTeparil (malieHTy BikoM Bif 16 pokiB) Ta MOOATKOBOI Teparrii €
OMHAKOBOIO Ta 3a3HadyeHa HUXKYE,

Yci nokasauug



Hopocsi (= 18 pokiB) ma nidaimxku (8ikom 8i0 12 0o 17 pokis) 3 macoro miaa 8i0 50 ke.

[TouaTKOBa TepaneBTUYHA f03a cTaHOBUTH 500 Mr 2 pa3u Ha mo0y. Lle moyaTkoBa [03a, 1110
IPHU3HAYAETHCS V MePIINH IeHb NTiKyBaHHA. OgHaK HUXKYa IMOYaTKOBa J03a 250 Mr 2 pa3u Ha mo0y
Moxke OyTH 3aCTOCOBaHa JIiKapeM Ha OCHOBi OI[iIHKM 3MEHIIEeHHS YaCTOTH CYHOM ITOPiBHSHO 3
noTeHIinHMY To0iuHuMEu edekTamu. LIs mo3a Moxke OyTtu 30inbiieHa go 500 Mr 2 pa3u Ha mo0y
yepes 2 TUXKHI.

3asiexHO Bif KJTiHIYHOl KapTUHU i TEPEHOCUMOCTI ITpernapaTy Ko60By 103y MOKHa 30iIbIINTH 10
MakcumanbHOoI 1500 Mr 2 pa3u Ha go0y. 3miHioBaTu f03y Ha 250 mr a6o 500 Mr 2 pa3u Ha mo0y
MOXKHa KOXHi 2—4 THXHi.

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

Jlikap moBUHEH ITpHU3HaYaTU HAUOINIbII BiAMOBIOHY JTiKapChbKy (GopMy, HO3yBaHHS Ta GOPMY BUIYCKY
3aJ1eXkHO Bifl Macu Tina, BiKy Ta f03u. [HpopMalio 1070 KOPeKIIii 03yBaHHS 3a7€KHO Bif Macu Tinla
OUB. y po3aimi «[IiTu».

[IpunvHeHHd JTIKYBaHHA.

Y pagzi HeoOXimHOCTI TPUNIUHEHHS IPUIOMY IIpenapaTy BiIMiHY PeKOMEHAYETLCS TPOBOOUTH
IIOCTYIIOBO (HAIPUKIIAM, OIS JOPOCIHNX Ta MifJIiTKiB 3 Macoio Tina 50 Kr Ta Oinbille - 3MeHIITyBaTH
no3y 500 mr 2 pa3u Ha 0o0y KoxHi 2—4 THXKHI; [7g AiTel Ta MigIiTKiB 3 Macoio Tila MeH1e 50 KT
-3MeHIITyBaTH Pa30By 03y ciif He Oinbile HiX Ha 10 Mr/Kr 2 pasu Ha 100y KOXKHi 2 TUXHI).

OcCo0OIKBi TPYIIN MAITIEHTIB.

ITauieHmu aimHb020 BiKYy (8i0 65 pokis).

Kopekiiig no3u peKOMeHYETHCS MallieHTaM JIITHBOTO BiKy 3 IIOPYIIEHO0 (PYHKIIi€I0 HUPOK (OUB.
HuXK4Ye «HUpKOoBa HEIOCTATHICTH»).

Hupkxosa HedocmamHicme.

ITo6oBa mo03a mMoBMHHA OyTH iHOMBiTyaIbHO CKOPUTOBaHA BifTIOBIMHO 10 CTaHy GYHKIIIOHYBaHHS
HUPOK.

s KOPUTYBaHHA NO3U NOPOCIIMM BUKOPHUCTOBYBATH HAaBEJEHY HUXKYE T8.6J'II/II_IIO.

I71s1 KOpUryBaHHS 03U 3a Tabnuile0 HeoOXigHO BU3HAYUTU piBeHb KiipeHCY KpeatuHiny (KK) y
MJI/XB.

KK mnst mopocnux Ta migIiTKiB 3 Macoio Tina 6inmbie 50 KT MOXKHa po3paxyBaTH 3 OISOy Ha
KOHIIEHTPAIIil0 CHPOBAaTKOBOTO KpeaTHHiHY (MI/Oj1) 3a HOpMyIIoo:

[140 — Bik (poku)] X Maca Tina (xr)

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

72 X KpeaTHUHIH CUPOBATKHU KPOBi (MT/m)



[Totim KK KOpuryooTs BigmoBigHO [0 IToii nmoBepxHi tina (I1I1T), K mokKa3aHO Oarti:
KK (m11/xB)

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

[ITIT namienTta (M%)

Tabnuis 1

PexuM mo3yBaHHS OJ1s1 JOPOCIUX Ta MifJIiTKIB 3 HUPKOBOIO HEJOCTATHICTIO 3 Macoio Tina Oinbiie 50
KT.

CrymiHb TSXKKOCTi HIPKOBOI KitipeHc KpeaTuHIiHY Pexuwm mo3yBaHHA
HEeJOCTaTHOCTI (Mm/x8/1,73 M%)

HopmanrHa QyHKLIS HUPOK > 80 Bim 500 go 1500 mr 2 pa3u Ha go0y
Jlerkui CTyIiHb 50-79 Big 500 mo 1000 Mr 2 pa3u Ha o0y
CepepHiut CTyIiHb 30-49 Bim 250 go 750 Mr 2 pa3u Ha fo0y
TaXKUM CTYIIiHD < 30 Big 250 mo 500 Mr 2 pa3u Ha mo0Oy
TepMmiHanbHa cTafisa (MAIi€eHTH, AKi - Big 500 mo 1000 mr 1 pa3 Ha moGy”

nepeGyBaioTh Ha Aiamisi'")

VY nmepmmit feHb JIiKyBaHHS JIeBeTUPAIleTaMOM PeKOMEHIYETLCS IPUHOM HaBaHTaXKyBaIbHOI 003U
750 wMr.

@Micna giamisy peKOMeHAy€eThCA IPUIOM HOJaTKoBOI f03u 250—500 Mr.

IIns miTed 3 HUPKOBOIO HEOOCTATHICTIO JO3Y JIeBeTHPalleTaMy HeoOXimHO KOPUTYBATH BiIIIOBIIHO [0
HHAPKOBOI (QYHKIIi1, OCKiJIbKY KJIipEHC JeBeTHUpalleTaMy 0B’ I3aHUN 3 HUPKOBOIO QyHKIIi€0. 115
PeKoMeHpalisl I'PYHTYETHCS Ha AOCIIAKEHH] 3a Y4aCTIO JOPOC/IUX IAl[leHTIB 3 IOPYLIEHHAM
HUPKOBOI QYHKIIi.

s nigmiTkis, giten Ta HeMoBnAT KK y min/xs/1,73 M’ MOXKHA po3paxyBaTH 3 OrJIsIAy Ha
KOHIIEHTpAIlil0 KpeaTHUHIHY Y CHPOBaTIi (MI/mi1), 3aCTOCOBYI0UM Taky ¢popmyiny (dpopmyna IllBapia):

3pict (cm) X ks

KK (mn/x8/1,73 M°)

KpeaTuHIH CHPOBAaTKM KPOBi (MT/mj)

Y pmiteit BikoM 0 13 pokiB Ta migmiTKiB-giB4aToK ks = 0,55; y migmiTkis-xnonuis 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 mn/xB/1,73 M* 06GOBY MiATPUMYBAILHY 403y PEKOMEH0BAHO 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 poxkiB 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);
yacTo (= 1/100 mo < 1/10); meuyacTo (= 1/1000 mo < 1/100); pimko (= 1/10000 mo < 1/1000) i myxe
pigko (< 1/10000).

Tab6muisa 3
Knacu cucteM ['pynu 3a 4aCTOTO
opraniB 3a MedDRA |[Oyxe yacto [JacTo HeuacTto Pigko [ly:xe pioKo
[Hdekmii Ta iHBa3il  |Hasoba-puHrit [Hdexiis
[TopyeHHs 3 60Ky [TpoMOOITUTO-TIeHis [[IaHIIUTOIeHis,
KpoBi Ta miMpaTHIHOI MeKONeHis HEeNTPOIIEeHis,
CUCTeMHU ArpaHyIOUKTO3
[MopyueHHs 3 60Ky Peaxiris Ha
iMyHHOI cucTeMu TikapceKkui 3aci6 3
eo3mHOGiTiEI0 Ta
CHCTEMHUMH
mposiBamu (DRESS),
riepYyTIUBICT
(BKITIOYAIOYH
QHTIOHEBPOTUYHUU
HaOpsIK i
aHadinakcio)
[TopymeHHS IAHOpEKCis 3uukenHd Macu [[imoHaTpieMis
[xapuyBaHHS Ta Tina, 36iNbIIeHHS
00MiHY PeUOBUH Macy Tina
[cuxivni po3nagu [lempecis, Cripobu Cylnug, po3nagu O6CeCcrBHO-KOMITYIbCU-BHUN
BOPOXKIiCTB/ caMory0OCTBa, 0COOMCTOCTI, po3mam**
arpecis, TPUBOXK-|CyiluaanbHi TOPYIIEHHS
HiCTb, 6€3COHHS, |IyMKHM, ICHXOTHYHI [MUECIEHHS, Aeipiil
HEePBO3HiCTh/ [pO3/IaaH,
MpaTiBIU-BiCTh  [aHOMaJIbHA
TOBEiHKa,
TaJIIOIMHAL, THIB,
CIIJTyTAHICTh
CBiOMOCTI,
MAaHiYHI aTaKy,
adekTUBHA
mabinbHICTh/ 3MiHU
HaCTPOIo,
BOYIKEHICTh




[Topymrenns 3 60ky |Connu-Bicte, [Cymomu, IAMHe3is, XopeoaTeTos,
HEePBOBOI CUCTEMU TOJIOBHUM OifTb [TOPYIIEHHS MOPYIIEHHS MUCKiHe3id,
[PiBHOBary, TTaM’sITi, rinepkixesis,
3ar1aMopO-4eHHs, [IOPYIIeHHS TOPYIIEHHS XONHU,
eTapris, [koopaouHarii/ eHIedanonaris,
TPEMOD aTaxcid, TTOCUJIEHHS CYLOM,
TapecTesis, 3JI0SIKiCHUM
[pO3/Iafy yBaru HEPOJIeITU-YHUY
cuHIpOM
[Topy1eHHS 3 60Ky [urnomnis,
OpraHiB 30py 03MHUTICTE 30py
[MopyueHHs 3 60Ky Bepturo
OpraHiB CIIyXy Ta
iBHOBaru
[TopyiieHHs 3 60Ky [TomoBXeHHS
cepist inTepBany QT Ha EKT
[Topy1eHHS 3 60Ky Kamens
OpraHiB IUXaHHS,
TPYOHOI KIIITKHU Ta
CepefoCTIHHSA
[TopyiieHHSs 3 60Ky Binb y KUBOTI, [TaHnKpeaTUT
[ITYHKOBO-KUIITKOBOT'0 miapest,
TpakTy MCIIeIcis,
0110BaHHS,
Hy[#oTa
CemaTobimiapHi BimxuneHHs Bif [leuiHKOBa
OpyLIeHHS HOPMY pPe3yJIbTaTiB[HENOCTATHICTS,
TeYiHKOBUX P06  [remaTut
[TopyueHHs 3 60Ky ['ocTpe ypaXeHHS
HUPOK i HIPOK
CEYOBUMINBHOL
CHuCTEMHU
[TopyeHHs 3 60Ky Bucunanusa Anomenis, ek3eMa, [ToKCUYHUN
mKipy Ta MigmkipHOl CBEPOiK enigepManbHuN
KITiTKOBUHU HEKDPOJIi3, CHHAPOM
CriBeHCa —
[I>KOHCOHa,
MyIbTAGOPMHA
epuTeMa
[TopyeHHs 3 60Ky M’s130Ba Pabpgomionis i
KiCTKOBO-M’SI30BO1 crabKicTh, MianTist [mimBUIIEHHS PiBHS
CHCTEMU Ta [kpeaturbOChO-KiHA3Y
CIIOJTyYHOI TKAaHUHU B KPOBi*
3araibHi MOPyLIIEHHS IAcTeHist/
MigBUIEHA
BTOMJIIOBA-HICTb
[TpaBMU, OTPYEHHS Ta [[paBMU
yCKITamgHEeHHS
npouenyp

* [TomumpeHiCTh 3HAUYIIO BUILIA y ANOHLIB IIOPIBHAHO 3 IallieHTaMU He ATOHCHKOI'0 ITOXOOXKEHHS.

** [Tig 9ac MOCTMapKeTUHTOBOT'0 HATJISIAY AyXKe PifKiCHi BUITagKKU PO3BUTKY 006CECUBHO-
KoMITyTbCcUBHUX po3nafiB (OKP) cnoctepiranu y mamienTiB 3 OKP abo ncuxiuyHUME IOPYIIEHHSIME B
aHaMHe3l.

Onuc okpemux nobivHuUX peaxu,itl.

Pu3uk aHoOpekcil 3pocTae Ipu OHHOYACHOMY 3aCTOCYBaHHI JIeBeTUpalleTaMy 3 TomipamaTtoM. [Ipu
IIpOsIBax ajonelil y AesKuX BUIIafiKaX Big3Ha4yalocs BifHOBJIEHHS BOJIOCSHOTO ITOKPUBY IiCHA
IPUNUHEHHS 3aCTOCYBaHHS JieBeTUpalleTaMy.

[Ipu nposBax MaHIUTOIEHI]l y AesKUX BUMIagKaxX CIIOCTEPIranaocs NpUrHideHHs KiCTKOBOTO MO3KY.



Bumnapnku eHuedanomnartii 3BM4aiHO CIIOCTePiraaucs Ha MO4YaTKy JiKyBaHHS (Big meKimbKOX OHIB IO
KifTbKOX Mics1iB) i 6y 000POTHUMU MiC/s MPUIUHEHHS TiKyBaHHS.

Himu.

Cepep namieHTiB BikoM Bif 1 Micsns go 4 pokis 3aranoM 190 maifieHTiB OTpUMYyBaJsId JIiKyBaHHS
JIeBETUPALleTaMOM Y XOfi 11aie60-KOHTPOIbOBAHUX Ta BiIKPUTUX OOMATKOBUX MOCHimKeHb. 60 i3 1ux
TAIiEHTIB OTPHMYBAJIU JIIKYBaHHS JIEBETUPAIIETAMOM Y XOfi I11a1e60-KOHTPOIbOBAHUX [OCTiIKEHb.
Cepepn nanienTiB BikoM 4—16 pokiB 3arajoM 645 malieHTiB OTPUMYBAJIX JIIKyBaHHS
JIeBeTHpalleTaMoOM Y XOfi Miale00-KOHTPOIbOBAHUX i BITKPUTUX NOOATKOBUX AOCTiAKeHb. 233 3 IUX
TIalliEHTiB OTPHMYBAJIHU JIiIKyBaHHS JIeBeTUPAIleTaMOM y X0fi I1ane60-KOHTPOJIbOBAHUX [OCTiIXKeHb. B
000X 3a3Ha4YeHUX BiKOBUX I'PyIlax IIi laHi [OMOBHEHI JaHUMHU 1IOJI0 3aCTOCYBaHHS JIeBeTHUpaleTaMy y
nicnspeecTpaliiHuii Iepiof.

Kpim Toro, y xomi micnsgpeecTpaniitHoro gocmimxxeHHs 6e3MeKu TiKyBaHHS IIpernapaToM OTPHUMYBaIo
101 memoBns BikoM mo 12 micsni. HoBux maHux 3 6€3MeKu 3aCTOCYBaHHS JIeBeTupaleTaMy
HEMOBJISITAM 3 eIlijiencieto BikoM {0 12 MicsIiB oTpuMaHo He 0yio.

[Tpodins mobiyHMX peakililt TeBeTUPaIeTaMy 3arajaoM CX0XKUHM Y Pi3HUX BIKOBUX I'PyIax Ta IIPU BCiX
3aTBEPAXKEHUX ITOKA3aHHAX erierncii. Pe3ynbTraTu mono 0e3meky 3aCTOCYBaHHS IIPenapaTy OiTsaM,
OTpUMaHi y xofi miare00-KOHTPOIbOBaHUX KITIHIYHUX JOCIigKeHb, BifmnoBiganu mpodino 6e3mneku
JIieBeTHpaleTaMy Y JOPOCIINX, OKPiM Mo0iYHUX peakiiiil 3 00Ky IMOBEMiHKY Ta ICUXIKH, SKi y miTei
Oynu GinbII YaCTHUMH, HiXK Y OPOCNIUX. Y OiTel Ta MifAmiTKiB BikoM Bif 4 [0 16 pokiB OiioBaHHS (IyxKe
yacTto, 11,2 %), 36ymxkenicts (wacto, 3,4 %), 3MiHa HacTpoio (4acto, 2,1 %), adekTuBHa MabiNBHICT
(dacro, 1,7 %), arpecis (gacro, 8,2 %), aHoManbHa IIOBefiHKa (4acTo, 5,6 %) i nerapris (gacro, 3,9
%) criocTepiranucs 3 OiNbIIOI0 YaCTOTO, HiXK B iHIIKX BIKOBUX I'pymax a0o y 3arajabHOMY Ipodii 3
Oe3neku. Y HEMOBJIAT i fgiTeit BikoM Bim 1 Micsitig o 4 poKiB ApaTiBAuBIiCTh (Hyxke dacTo, 11,7 %) Ta
nopylleHHs KoopauHatii (gacto, 3,3 %) cnoctepiranucs 3 GisbII00 YacTOTOI0, HiXK B iHIINX BiKOBUX
rpymax abo y 3arajabHOMY IIpodini 3 Oe3neku.

Y noggitiHOMY criitomy Iyanie60-KOHTPOIbOBaHOMY AOCTiAKEeHH] 3 0e3MeKu [AJd [iTel, sKe
IIPOBOAMIIOCS 3 METOI0 IOBECTU He HUXKYY e(eKTHUBHICTh IpenapaTy, OLiHIOBaJIU BIIJIUB
JleBeTUpalleTaMy Ha KOTHITUBHI Ta HEMPOIICUXOJIOTIYHI ITOKAa3HUKY Y HiTel BiKOM Bif 4 o 16 pokis 3
napLiaabHUMHK Hamagamu. Ilpenapar Kennpa® He Bigpisusascs (de OyB MeHII e(eKTHBHUM) Bif
nane6o 11010 3MiHY Bif BUXiIHOTO PiBHS yBaru i mam’siti 3a mkasoi Leiter-R, cymapHOro
TIOKa3HUKa [TepeBipKy ImaM’gTi y MONyJsIlil BiiOBiAHO 00 MPOTOKONY. Pe3ynbTraTy, OB’ s13aHi 3
IIOBEIHKOBUMY Ta €MOLIMHUMU (PYHKI[IIMHU, BKa3yBaJli Ha TIOCUJIEHHS Y NAIli€HTIB, SKUX JIIKyBaIl
JieBeTHpalleTaMoOM, arpeCUBHOI MOBEiHKY, 110 BU3HaYaslach CTAHJAPTU30BaHO i CHCTEMaTU4HO, 3
BUKOPUCTaHHAM Banifu3oBanux 3aco6iB (CBCL - Achenbach Child Behavior Checklist -
KoHTponbHUY CIIUCOK AUTSAYO0I oBemiHKu AxeHOaxa). OfHaK y Halli€HTiB, SIKi OTpUMyBau
JleBeTUpaleTaM Y XOAi JOBrOCTPOKOBOI'O BiKPUTOT'0 AOCIIIIXKEHHS II0JaJIbIIOr0 CIIOCTePEXEHHS, Y
CepegHbOMY HE CIIOCTEpPIranocs MOTipIIeHHs OBEAiHKOBUX Ta eMOLIMHNX PYHKIIIN, 30KpeMa
IIOKa3HUKM arpeCUBHOI TOBEiHKY He OyjIu TipIIiMU 3a BUXiOHUYN PiBEHbD.

[ToBigoMIIeHHS PO Mimo3pioBaHi mo6iuHi peakirii

[ToBimomneHHs mpo 1mo6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JIiKapCchKOro 3aco0y. MeguuHUM Ta (hapMalleBTUYHUM IIpalliBHUKAM, a TaKOX IallienTaM abo ix
3aKOHHUM ITPeCTaBHUKAM CJIi[] TOBiTOMJISITH TIPO YCi BUITAAKHK MiT03PI0BAaHUX MOOIYHUX Peakilii Ta
BifmCyTHOCTI e(peKTHUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMATH30BaHy iHGOPMAIliliHy CUCTEMY 3
dbapMaKOHArIsAOy 3a mocuiaHHaM: https://aisf.dec.gov.ua».



https://aisf.dec.gov.ua

Tepmin npudamHocmi. 3 POKW.

YmoBH 30epiranns.

30epiratu B OpUriHaabHIY yIaKOBII IpU TeMnepaTypi He Buille 25 °C. 30epiratv y HEOCTYITHOMY
IJIS1 OiTed Micoi.

VYnaxoBka.

[To 10 Ttabnetox y 6mictepi; mo 3 abo 6 6icTepiB y KapTOHHIM mayri.

Kareropis Bigmycky. 3a perenTtom.

BupOOHHK.
KOCE ®apma C.A., benbris /

UCB Pharma S.A., Belgium.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCusi IPpOBaIKeHHs MOro Tis/IbHOCTI.
Yewmin mio ®opiect, B-1420 Bpaine-n’Anneyn, Benbris /

Chemin du Foriest, B-1420 Braine-I’'Alleud, Belgium.

3aaBHUK.
KOCE ®apma C.A., benbris /

UCB Pharma S.A., Belgium.

Micue3HaxogKeHHSsI 3asiBHHKA.
Anne pe nsa Pemepmr 60, B-1070 bproccens, bensris /

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



