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IHCTPYKUIIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIKAPChKOI0 3ac00y

JIOTY®EH®
(LOGUFEN®)

Cknao:

Oitoua pevosuna: neserupareram (levetiracetam);

1 TabneTka, BKpUTA TUTIBKOBOIO 000JIOHKOIO, MiCTHTH JieBeTupaneramy 250 mr ado 500 mr;
OONOMIJICHI peqosuHu: KpOXMajlb KyKYPYA3sSHUH, MOBIAOH, HATPII0 KPOCKapMeno3a, KPEeMHiIo
JIOKCHT KOJIOTTHUN OE3BOTHUI, MarHiro cTeapar;

NIIBKO8E NOKPUMMIAL:

tabsetku 1o 250 mr: Opadry (II) 85G68918 Ginwmii (criupt mosmiBiHUIOBHH, THTaHy Hiokeun (E 171),
TaJIbK, TOJIIETUIICHTIIIKOIb, JICITUTHH);

taoseTku 1mo 500 mr: Opadry (IT) 85G52482 >xoBTHii (CIUPT MOJTIBIHIJIOBHA, TATBK, THTAHY JTIOKCHT
(E 171), momieTHICHTITIKOIb, JICLIUTHH, 3aj1i3a okcu sxoBThi (E 172)).

Jlikapcbka ¢gopma. TabiieTku, BKPUTI MITIBKOBOIO 000JIOHKOIO.

OcHo8HI i3uK0-XIMIYHI 61ACMUBOCTI:

TabneTku mo 250 Mr: oBajbHI TaOJETKH, BKPUTI IJIIBKOBOIO OOOJOHKOIO Bij O1I0r0 10 Maibke
0110T0 KOJIbOPY, 3 PO3IMOALIBUOI0 PUCKOIO 3 OJTHOTO OOKY;

tabnetku mo 500 Mr: oBajbHI TaONETKH, BKPUTI IUIIBKOBOIO OOOJIOHKOIO KOBTOTO KOJBOPY, 3
PO3MOUTHYOI0 PUCKOIO 3 OJTHOTO OOKY.

®apmakoTepaneBTHYHA rpyna. [Ipotueninentuysi 3acobu. Jleserupaneram.
Kog ATX NO3A X14.

Dapmakonoziuni e1acmueocmi.

Dapmakoounamixa.

JleBeTuparneraM € TOXIIHUM MTIpOTiAOHY (S-eHaHTiOMEp anbda-eTHII-2-0KCOo- | -mpoianH-
areraminy), 3a XIMIYHOIO CTPYKTYpPOIO BIJPI3HSAETHCA BiJA BIIOMHUX NPOTUEHUICHTHYHHX
JIKapChbKUX 3acO0iB.

MexaHi3M fii

Mexani3m mii ieBeTupaleraMy HeJ0CTaTHhO BUBYCHHUI. Ha mifcTaBi mpoBeeHUX TOCTIKEHb in
Vitro Ta in vivo MIPUITYCKalOTh, 110 JIEBETHpAIleTaM HE 3MiHIO€ OCHOBHI XapaKTePUCTUKUA HEPBOBOI
KJIITUHU 1 HOpMaJibHY HeWpoTpaHcMmicito. JlociikeHHs in vitro TOKa3alid, 10 JIeBETUpalleTaM
BIIMBAE Ha BHYTpilIHbOHeHpoHa bHi piBHi Ca’* MUIIXOM YaCTKOBOTO MPUIHiYEHHs TOKY Yepes
Ca’*-xkanamu N-Tuny Ta 3HUWKeHHs BUBinmbHeHHs Ca’" 3 iHTpaHeHpoHaIBHMX Jeno. Bin Takox
4acTKOBO HiBemoe npurHiyeHHss [AMK- Ta riinuH-peryab»oBaHoro CTpymy, 3yMOBIEHE JI€IO
HUHKY Ta B-kapooninamu. Kpim Toro, y npoiieci AOCHIIKEHb in vitro JeBeTHpaleTaM 3B’ 13yBaBcs



31 cnenu(iyHUMH AUISHKAMH Yy TKaHMHAX MO3KY Tpu3yHiB. MicueM 3B’s3yBaHHS € OLIOK
CHHAIITUYHUX BE3UKYIN 2A, 1110 Oepe ydacTh y 37UTTI BE3UKYJI Ta BUBLJILHEHHI HEHPOTPaHCMITEPIB.
CrnopinHeHicTs (y paHrOBOMY MOPSIKY) JIEBETHUpAIleTaMy Ta BiAMOBIIHUX aHAJIOTIB 3 OLIKOM
CUHANTHYHUX BE3UKYT 2A KOpeloBala 13 MOTYXKHICTIO 1X HPOTHCYAOMHOI Iii Yy MOZAENSAX
ayniorenHoi eminercii y mumei. L{i pe3ynprat Aar0Th 3MOTY MPUITYCTUTH, IO B3aEMOIS MiX
JIeBETHpaAlLlETaMOM Ta OUTKOM CHHANTUYHUX BE3UKYJ 2A MOKE 4aCTKOBO IMOSICHIOBATH MEXaHI3M
MPOTUENUICTITUYHOI Ji1 mpenapary.

®PapmakoarHaMiuHi eheKTu

JleBetupaneram 3a0e3redye 3aXUCT Bl CyJOM y ITUPOKOMY CIIEKTPl MOJEJeH MmapuialbHUX Ta
NEePBUHHOICHEPATi30BaHUX HANaAiB y TBapHH, HE CIPHUYMHSAIOYM IPOCYJOMHOIO e(eKTy.
OcHOBHHIT METa0OJIIT HEAKTUBHUI.

Y JoAvHM aKTUBHICTH MpenapaTy MiATBEp/KeHa SK [moa0 (OKadbHUX, TakK 1 MIOJ0
TeHepali30oBaHUX eMUISHTHYHUX HamaaiB (emisentudopMHi mposiBu/(oTomapoKcu3MaIbHa
peaxiisi), o CBIAYUTH MPO IMHUPOKHUHA CIIEKTP (PapMaKoJIOTiHHOTO MPOdiII0 JeBEeTHpaIETaMY .
Dapmaxokinemuxa.

JleBeTHparnieTaM XapaKTepU3YEThCsI BUCOKOK PO3YMHHICTIO Ta MPOHHUKHICTIO. DapMaKoKiHETHKA
HOCUTH JIHIMHUN XapakTep, HE 3aJICKHUTh B Yacy Ta XapaKTePU3YEThCS HU3BKOIO MIK- Ta
1HTpacy0’ekTHOIO MiHIuBICTIO. [licis TOBTOPHOrO 3acTOCyBaHHS Mpenapary KIIpeHC He
3MiHIO€ThCS. O3HaK BIUIMBY CTaTi, pacd YW IUPKATHOTO PUTMY Ha (PapMaKOKIHETHKY HeE
Big3Havanocs. [Ipodine GpapmakokineTnku OyB MOAIOHUM y 3A0POBUX TOOPOBOJIBIIIB Ta XBOPUX
Ha eIJIeTICIIO.

3aBJIJKM TMOBHOMY Ta JIIHIHHOMY BCMOKTYBaHHIO PIBEHb Ipernapary y Ijia3Mi KpoBlI MOXHa
nepeadavnTH, BUXOYM 3 IEPOPABHOI T03H JIEBETHpaleTaMy, BUPaXXeHO1 y Millirpamax (Mr) Ha
Kiorpam (kr) Macu Tina. ToMmy BiACTEXKyBaTH IIJIa3MOBHUI pIBEHb JIEBETHpAIleTaMy HEMae
noTpeodu.

VY nopocnux Ta AiTei BiA3HAYaIacs 3HauHA KOPEJSIisa MK KOHIIEHTpAIII€ro penapaTy y CIMHI Ta
m1asMi KpoBi (CHIBBIJIHOIIEHHS! KOHLEHTpallld y CIMHI/MIa3Mi KpoBi konuBaiocs Big 1 go 1,7
miciis npuiioMy TabJIeTOK AJIs MepopabHOIO 3aCTOCYBAaHHS Ta yepe3 4 TOJUHM MICIs npuiiomy
OpPaJIbLHOTO PO3YHHY).

Hopocni ma nionimku

BcMokTyBaHHS

JleBeTupaneraM UIBHJIKO BCMOKTYETHCS MICIS TEPOPAIBHOIO 3acTOCYBaHHS. AOCOIIOTHA
nepopaibHa 6ionocTynHicTh Omm3bka 10 100 %. MakcuManbHa KOHIEHTpalis y Ijia3Mi KpoBl
(Cmax) AocsiraeTbes uepes 1,3 ronuHu micis npuioMy npenapaTy. PIBHOBaXXHUH CTaH 10CATa€ThCS
yepe3 2 MHI 3aCTOCyBaHHS mpemnapary 2 pa3u Ha 100y. Cmax 3a3BUYail CTaHOBUTH 31 MKI/MI Ta
43 mxr/mi micast pa3osoi Jo3u 1000 Mr ta moropHOoi A03u 1000 mr 2 pa3u Ha 100y BIATOBIIHO.
CtyniHb BCMOKTYBaHHS HE 3aJI€KUTh BiJl 103U Ta HE 3MIHIOETHCSI ITiJT A1€10 TXKI.

Poznoxin

JlaHux o070 po3mOoJuly IMpenapary y TKaHUHax JIOAMHKM Hemae. Hi nmeBetuparieram, Hi ioro
OCHOBHHUU METa0OJIIT 3HAUHUM YMHOM HE 3B’SI3YIOThCS 3 Oitkamu 1ia3mu Kposi (< 10 %). O6’em
PO3MOoALTY JIeBeTHpaleTaMmy cTaHoBUTH Bi 0,5 10 0,7 /KT, 1110 TpUOIN3HO AOPIBHIOE 3arajJbHOMY
00’eMy BOJIM B OpPTaHI3MI.

MeTtabomnizm

Metabouni3m neBeTupaneTamMy y JIOAUHN He3HauHWi. OCHOBHUM HUIIXOM MeTabomnizmy (24 %
1031) € (hepMEeHTHHI Tiapoi3 aneramigiHol rpynu. [3ogopmu neyinkosoro nutoxpomy P450 e
OepyTh yuyacTi B yTBOpPEHHI OCHOBHOro Mertaboimity — ucb LO057. I'iapomi3 ameramigHoi rpynu
CTHOCTepiraBcs y BEeNUKIA KUTBKOCTI TKaHUH, BKIIIOYAIOUM KJIITHHU KpoBi. Merabomit ucb LO57
(hapMakoIOTIYHO HEAKTUBHUM.




Takox Oynu BH3HA4YeHI JBa APYropsAHUX MeTabomiTH. OAMH YTBOPIOBABCS BHACHTIIOK
T1IPOKCHIIFOBAHHS TipOJTiIOHOBOTO KibIls (1,6 % Bif 103u), APYyruid — BHACTIAOK PO3IMKHEHHS
niponigonoBoro Kisis (0,9 % Big n1o3n).

[HI1i HeBUM3HAYEH]I KOMIIOHEHTH cTaHoBIM auie 0,6 % Big mo3u.

B3aemMHOro mepeTBOpeHHs €HAHTIOMEpIB JIEBETHpAIleTaMy UM HOro OCHOBHOTO METa0oJiTy B
YMOBAaxX in vivo He CIIOCTEePIraaocs.

VY mporeci AOCHiKEHb in Vitro 1eBeTHpaleTaM Ta HOro OCHOBHUN METaOoJIIT HEe MPUTHIYYBAIN
aKTHBHICTh OCHOBHHX 130(hopM mediHkoBoro mutoxpomy P450 monuam (CYP3A4, 2A6, 2C9,
2C19, 2D6, 2E1, 1A2), rmrokyponintpancdepazu (UGT1A1, UGT1A6) ta enoKCHATI IpOKCHUIIA3H.
Taxox neBeTupalneraM He IPUTHIYYE MITFOKYPOHIJALiI0 BaJIbIPOEBOT KUCIOTH in Vitro.

VY KynbTypi renaTolUTIB JIOJUHH JIEBETUPAIleTaM MaB claOKuil BIUTHB a00 K 30BCIM HE BILIUBAB
Ha xoH toraiito CYP1A1/2, SULTI1EI a6o UGTI1AI1. Y Bucokux konueHtpaisx (680 MKr/mi)
aeBetupaneraMm cnpuunHsaB ciaadky ingaykuito CYP2B6 ta CYP3A4, ogHak y KOHLIEHTpAIisX,
nomiOHUX 10 Cmax MiCIs MOBTOPHOTO 3acTocyBaHHs 1500 mr 2 pa3u Ha 100y, 1€l BIUIMB He OyB
OionoriyHo 3HawymuMm. JlaHi in vitro Ta nmaHi in vivo MOAO B3AaEMOAIl 3 TMEPOPATLHUMU
KOHTpAIleNITUBAMH, TUTOKCUHOM 1 Bap(apuHOM BKa3yIOTh Ha Te, 110 B yMOBAX in Vivo 3Ha4yLIOi
1HAYKIIT pepMeHTiB He OuiKyeThcs. TOMy B3a€MOJis JIeBETHpAIeTaMy 3 IHIIMMH PEYOBHHAMU
MaJOMMOBIpHa.

Busenenns

[Tepion HamiBBUBEAEHHS Ipenapary 3 IUIa3MU KpPOB1 Y JOPOCIHX CTaHOBHMB 7 *+ 1 roauHy i He
3aJIeKaB BiJl JJO3H, IUISAXY BBEJCHHS a00 IIOBTOPHOTO 3acTocyBaHHsA. CepenHil 3araabHIi KIIipeHc
cranoBuB 0,96 MJI/XB/KT.

OcHOBHa KUTBKICTB Ipenapary, B cepeauboMy 95 % mo3m, BUBOIMIACS HUPKaMH (TPUOIH3HO
93 % mo3u BUBOAMIIOCS NIPOTAToM 48 roauH). 3 kanom BuBoAwiocs juiie 0,3 % mo3u.
KymynsaTtuBHe BUBEACHHS 31 CeU€rO JEBETUPALIETAMY Ta 1Or0 OCHOBHOT'O METa0OJIITy CTAHOBUIIO
66 % Ta 24 % Bin no3u BiAMOBiIHO B mepini 48 roguH. HupkoBuil kiipeHc jeBeTupaneTamy Ta
ucb L057 cranoButs 0,6 mu/xB/Kr Ta 4,2 MJI/XB/KT BIANOBIIHO, IO CBITYUTH MPO BUBEICHHS
JeBeTUpaLeTaMy IIISIXOM IIIOMEpYJIpHOT GinbTpalii 3 MOAAIbIIOK peabcopOIIiero y KaHATBIIX
1 1110 OCHOBHH I METa0O0JIIT TAKOK BUBOJAUTHCS MUISIXOM aKTUBHOI KaHAIBIIEBOT CEKPEIlii 101aTKOBO
710 TIIoMepyJIApHOi GinbTpanii. BuBeaeHHs neBeTHpaneraMmy KOpemtoe 13 KIIpeHCOM KpeaTHHIHY.
llayienmu nimnvo20 8iKy

V naii€eHTIB JITHBOTO BiKYy NEpio/l HaliBBUBEAEHH: 3pocTae nmpuoian3Ho Ha 40 % (10-11 roaun).
Ile moB’s3aHO 3 MOpYIIEHHSAMH (QYHKIIT HUPOK y AaHoi momynsauii (auB. po3aun «Crocid
3aCTOCYBaHHSA Ta JI03U»).

Topywenns ¢ynxyii Hupox

Bunumuii 3aranbHui KIIPEHC JIEeBETHpAlleTaMy Ta HOro OCHOBHOTO METa0OdITy KOpENIoE 13
KJIIpeHCOM KpeaTuHiHy. ToMy naimi€HTaMm i3 MOMIPHUMH Ta TSDKKMMHU HOPYIIEHHSAMH (QYHKIIT
HUPOK PEKOMEH]IYE€ThCSl KOPUTYBAaTH MIATPUMYIOUY I000BY 103y JeBeTHpaleTaMy BIIOBIAHO 10
KJIIPEHCY KpeaTuHiHY (IuB. po3aia «Crocid 3acTOCyBaHHS Ta JI03U»).

VY martieHTiB 3 aHypi€0 Y TEPMIHAIBHIN cTalii XBOPOOH HUPOK MEPio]] HANliBBUBEACHHS CTAHOBUB
npubsmzno 25 ta 3,1 roAMHU BIANOBIAHO y MEpioA MK ceaHcaMH Jiaji3y Ta Mij yac ioro
npoBefeHHs. [lpoTsrom TunoBoro 4-roAMHHOrO ceaHcy nfiamizy BuBoawsocs S1 %
JeBeTHupaleTamy.

THopywenns ¢pynxyii neuinku

Knipenc neBerupareraMmy He 3MiHIOBAaBCS y MALIEHTIB 3 JIGSTKUMU Ta MOMIPHUMH HOPYIIEHHAMHI
GyHKIIT neyiHKu. Y OUIBIIOCTI MAIIEHTIB 13 TSHKKUMU MOPYHIEHHIMH (DYHKIIT NEUIHKU KIIIPEHC
JeBeTupaneTamy OyB 3HIXEHUM OiIbI HiXK Ha 50 % BHACIII0K CYIyTHBOT'O MOPYIIEHHS (YHKIIT
HUPOK (AUB. po3auT «Croci0 3aCTOCYBaHHS Ta JO3U).

Ilediampuuna nonyaayis

Limu eéixom 4—12 poxkie




[Ticns 3acTocyBaHHs pa3oBoi A03u (20 MI/KT) IiTSAM, XBOPHM Ha emulencito (Bikom Bix 6 mo 12
POKIB), TIepioJ HAaIliBBUBEICHHS JIEBETHpalleTaMy CTaHOBHB 6 ToJMH. Buaumuii KiipeHc,
BIJIKOPUTOBAHMI 3 ypaxyBaHHSAM Macu Tijia, OyB npubmuzno Ha 30 % BUIIKM, HIX Yy JOPOCIHX
narieHTiB 3 emiyernciero. [licns moBTopHOTro nepopanbHOro 3actocyBanHs (20—60 mr/kr/mody) y
XBOPUX Ha CMUIENCito aiTel (BikoMm 4—12 pokiB) JeBeTHpaIieTaM BCMOKTYBABCS MBUIKO. Cmax ¥
mia3Mi KpoBi jgocsranacs 4depe3 0,5—1 romuny micis mpuiiomy m03u. Cmax Ta IUIOMIA T
(hapMaKOKIHETHYHOI KPHBOK «KOHIeHTpalisg-dyacy (AUC) 3poctanu JiHIAHO 1 3alexanu Bif
no3u. Ilepion HamiBBHUBENEHHSI CTAHOBUB MPHUOIU3HO 5 TOAMH, BUAUMHM 3arajbHUN KIIIPEHC —
1,1 M/XB/KT.

Kuiniuni xapakrepucTukm.

Iloxazannsa.

MownoTeparis (mpenapaT nepuoro BUOOpY) MpH JiKyBaHHI:

- TapmiaJbHUX HaIaJiB 13 BTOPUHHOK reHepai3aiicto abo 6e3 Takoi y JOpoCiauX 1 MiTiTKIB
BIKOM Bij 16 pOKiB, y IKUX BIEpIIE JiarHOCTOBAHO EIJIETICIIO.

Sk nomaTkoBa Teparis npu JiKyBaHHI:

- MapliaJbHHUX HAIMAJIB 13 BTOPUHHOIO TeHEepallizaiiero ado 6e3 Takoi y JOpOCIuX 1 TITeH BIKOM
BiJ1 6 pOKiB, XBOPUX Ha CIIJICTICIIO;

- MIOKJIOHIYHUX CY/IOM Y JOPOCIHX 1 MiJTITKIB BIKOM Bix 12 pOKiB, XBOPUX Ha IOBEHUIBHY
MI1OKJIOHIYHY €MiJIeTCito;

- MEePBUHHUX T'CHEPAII30BAHUX TOHIKO-KJIOHIYHUX HAMAIIB Y JOPOCIUX 1 MM UTITKIB BiIKOM Bijg 12
POKIB, XBOPHX Ha 1110NaTUYHY I'eHepati30BaHy eMilerncito.

Ilpomunoxazannus.
[TinBumieHa 4yyTAUBICTH 10 JieBeTUpalleTaMy a00 A0 IHIIUX MOXIIHUX MIPOJIJIOHY, a TaAKOX 0
Oy/Ib-5IKOT 3 JIONMMOMIXKHUX PEYOBUH TIperapary.

B3aemodia 3 inwuumu nikapcoKumu 3acovamu ma inuwii 6u0u 63a€Mooiil.

IlIpomueninenmuuni npenapamu

KniniuHi 1aHi, OTpUMaHi 3a y4acTIO I0pOCIUX Nalli€HTiB, BKa3yloTh Ha Te, 1110 JeBeTHpaleTaM He
BILJIMBA€E HA CHUPOBATKOBY KOHIIEHTPAIIIO ICHYIOUUX IMPOTUENUICITUYHUX MpenapatiB (PpeHiToiH,
KapOamaserniH, BaJbIIpoeBa KUCIOTa, penobapOiTal, JaMOTPUIKUH, TabaleHTHH 1 TPUMIJIOH), a
BOHH, 31 CBOT0 OOKY, HE BIUTMBAIOThH Ha (JapMaKOKIHETHKY JIEBETUpAIIETaMY.

BincyTHi naHi Moo KIiHIYHO 3HAYYIOi B3a€MOJIi JiKapChbKOTo 3aco0y y MAIIE€HTIB JUTSIYOTO
BIKY, SIK 1 y JOPOCIUX, K1 OTpuUMYyBaiu 10 60 Mr/Kr/ao0y jeBeTupaneTamy.

PetpocniekTuBHa olliHKa (hapMaKOKIHETHUHOI B3a€EMOJIT y AiTeH 1 MiAJITKIB 3 eMiJIeNncielo (BIKOM
Bil 4 no 17 pokiB) miATBepAWia, IO JIOJATKOBAa Tepamis 3 MEepOopalbHUM 3aCTOCYBAaHHSIM
JeBeTUpaleTaMy He BIUIMBaja Ha PIBHOB)XHY CHUPOBATKOBY KOHIIEHTpALil0 KapOamaseriHy Ta
BaJIbIIPOATy, SIKI 3aCTOCOBYBaJM oOJHouyacHO. OpHaK JaHl cCBiAYaTh MpPO Te, L0 KIIPEHC
nesetupaneramy Ha 20 % BumuMi y AiTed, ki NpuiiMaoTh (EpMEHTOBMICHI MPOTHCYAOMHI
3acobu. Kopexkiist 1031 He moTpiOHA.

Ilpobeneyuo

[Tpo6enenna (500 mr 4 pasu Ha 100y) — mpenapar, o OJIOKYE CEKPEIil0 HUPKOBUX KaHAJBIIB,
NPUTHIYY€e HUPKOBHUM KIIIPEHC OCHOBHOT'O METaboIiTy, aje He caMoro jesetupaneramy. OgHak
KOHIICHTpAIIii IbOTO0 METa0O0IITY 3aJUIIAIOTHCS HU3bKUMU.

Memompexcam

[ToBimomIsToCs, IO OTHOYACHE 3aCTOCYBAHHS JICBETUPALIETAMY 1 METOTPEKCATy 3HUKYE KITIPEHC
METOTpeKCcaTy, 10 MPU3BOJUTH J10 301JIBIIEHHS/TIO/JOBXKEHHS KOHIIEHTpAIlii METOTpEKCaTy B KPOBi
0 TOTEHLIWHO TOKCHUYHOrO piBHS. PiBeHb MeTOTpekcaTy 1 JeBeTHpaleramy B KpOBI CIiJ
peTenbHO KOHTPOJIIOBATH Yy TAI€HTIB, $KI OTPUMYIOTh JIKYBaHHS JBOMa IpernapaTamu



OJTHOYACHO.

Ilepopanvhi konmpayenmuéu ma GapmaKoKiHemuuHa 63aEMO0isl 3 IHUWUMU NPenapamamul
Jlesetupaneram y no0oBiii o031 1000 mMr He 3MiHIOE (apMAKOKIHETHKY MEpOpaTbHUX
MPOTH3AILUTIAHUX 3aco0iB (ETHMHUIECTPAIioNy 1 JIEBOHOPIeCTpeny); CHIAOKPHHHI TOKa3HUKHU
(piBEHB JIFOTEIHI3YIOUOTO0 TOPMOHY Ta IIPOT€CTEPOHY) HE 3MiHIOBaNuCs. JleBeTupaneram y 1000Biit
11031 2000 Mr He 3MiHIO€ (PapMaKOKIHETUKY JUTOKCHHY 1 Bap(daprHy; 3Ha4e€HHS TPOTPOMOIHOBOTO
qacy 3aJIMIIATIOCsA He3MiHEeHUM. JIUTOKCHH, mepopaibHi MpOTU3aILIiIHI 3aco0u i BapdapuH He
BIUTMBAIOTh Ha (DapMaKOKIHETUKY JICBETUPALIETAMY IPU OJHOYACHOMY 3aCTOCYBaHHI.

Ilponocni 3acobu

B okpemux BuNaaKax TMOBIIOMIISUTM TPO 3HWKCHHS €QEKTHUBHOCTI JIeBeTHMpaleTamy Ipu
OJTHOYACHOMY 3aCTOCYBAaHHI OCMOTHYHOTO MPOHOCHOTO 3ac00y MakKporoiy 3 HepOpalbHUM
JgeBetupaneramoM. ToMy He CITijJi IpUMaTH MaKpOToJI MEPOPaIbHO MPOTITOM OJIHIET TOAMHU 0
Ta TMPOTATOM OJHI€T TOAMHU TICIISI MPUHOMY JIEBETHUpAIIETaMY.

Dica ma ankozonv

CrymiHb BCMOKTYBAaHHS JIEBETHpAlleTaMy HE 3aJ€KHUTh BiJl BXXMBAaHHS 1XKi, ajle MIBHAKICTH
BCMOKTYBaHHsI JICHIO 3HIKEHA y pa3i mpuiiomy min 4ac inu. Hemae naHux mpo B3aeMoJiito
JIeBETHUpALIETaMy 3 aJIKOTOJIEM.

Ocoonueocmi 3acmocyganns.

Hupkoea neoocmamuicmo

[TamieHTH 13 HUPKOBOIO HEJOCTATHICTIO MOXKYTh NOTpeOyBaTH KOPEKLIi 03U JIeBeTHpaleTamy.
[TamienTam i3 TSOKKUMH TOPYIIEHHSMH (DYHKIIT MEYiHKH PEKOMEHAYETHCS TPOBECTH OIHKY
GbyHKIIT HUPOK Mepe THM, K BU3HAaYaTH 103y npenapary (auB. po3aia «Crnocid 3acTocyBaHHS Ta
TTO31»).

T'ocmpe ypaoicenns nupok

3acTocyBaHHS JIEBETHpAIETaMy YK€ PIAKO CYIPOBOKYBAIOCS TOCTPUM YPaKEHHSIM HHUPOK, 4ac
10 BUHUKHEHHS SKOT0 KOJIMBABCA BiJ AE€KIJIBKOX IHIB 10 AEKUIBKOX MICALIIB.

3azanvrutl ananiz kposi

Bynu onmcani piaki BUNAJKKU 3HMKEHHS KIJIBKOCTI KJIITUH KpOB1 (HEUTPOMEHis, arpaHyIo0LUTO3,
JefiKoneHisi, TPOMOOLIMTONEHIs 1 MAaHIUTONEHIs) Y 3B 3Ky 31 3aCTOCYBAaHHSM JI€BETHpaleTamy,
3a3BUYall Ha MOYATKY JIKyBaHHS. PekoMeHayeThCs MPOBOANTH MIOBHUHM aHaJIi3 KPOBI Malli€eHTaM,
y SKHX CIIOCTEpPIra€ThCcsl 3HAayHa ClaOKICTh, Tapsiuka, peuMJIuBHI 1HQeKuli ado MopylieHHs
3roptaHHs KpoBi (quB. po3ain «[1o6iuHi peakiii»).

Cyiyuo

VY nmamieHTiB, sSKi OTPUMYBQJIM JIKyBaHHA NPOTHENUICNTHYHUMM THpenapatamMu (y T. 4.
JIEBETUPALIETAMOM), BiJI3HAYATNCS BUMAIKU CyiHIy, Cpol cyilmumy, CyilMIaIbHUX JYMOK Ta
NOBEJIHKU. MeTaaHaii3 pe3ysnbTaTiB paHAOMI30BaHUX IJ1a1ie00-KOHTPOJIBLOBAHUX BUIIPOOYBaHb
IPOTUENUIEITUYHUX JIKAPChbKUX 3aco0iB IOKa3aB JAesike 30UIbIICHHS PU3UKY BHHUKHEHHS
CyilMAaIbHUX JYMOK Ta MOBEIIHKM. MexaHi3M BHHMKHEHHS TaKOrO PU3UKY HE BHBUEHHH. Y
3B’SI3KY 3 HASBHICTIO TAaKOT'O PU3HMKY CTaH MAI[I€HTIB CJiJ] KOHTPOJIFOBATH MO0 O3HAK JIETIPECii,
cyllMIanbHUX TyMOK Ta MOBEIIHKH 1 TPU HEOOXITHOCTI KOpUTYBaTH JiKyBaHHs. [lamienTis (abo
X OMIKYHIB) CJIi1 TOMEPEAUTH PO HEOOX1THICTh MOBIIOMIISTH PO OYAb-5IKI CAMITOMH JIETIPECi,
CyiMAaIBHUX TYMOK Ta MOBEIIHKN CBOEMY JIIKapIo.

Heszsuuna abo acpecuena nosedinka

JleBeTupaneraM MOX€ CIPHYMHUTH TICUXOTHYHI CHMIITOMHM Ta TMOPYLIEHHS IOBEIIHKH,
BKJIIOYAIOYHU JIPATIBIMBICTh Ta arpeCUBHICTh. 3a MAI[lEHTaMH, SIKI MPUHAMAIOThH JIEBETUPALIETaM,
CJIiJ] CIIOCTEPIraTH 11010 PO3BUTKY MCUXIYHUX O3HAK, 1[0 CBITYATh MPO BAKJIMBI 3MiHU HACTPOIO
Ta/abo ocobuctocti. [Ipy MosiBI Takoi MOBEIIHKKM PEKOMEHIYEThCS alalTyBaTH JIIKyBaHHS abo
MOCTYMOBO Horo BigMiHUTH. [Ipr HEOOXIAHOCTI BIAMIHM JIIKYBaHHS JAMB. 1HPOPMALIIO Y pO3aiii
«Crmoci0 3acToCcyBaHHS Ta JI03M.

3acocmpenns nanadis



SIk 1 mpu 3acTOCYBaHHI IHIIMX TPOTHUEMUICNTHUYHHUX JIKApChKUX 3ac00iB, 3aCTOCYBaHHS
JeBeTHUpaIeTaMy MOXKE 3pigka 30UIBIIMTH YacTOTy a0 TsDKKICTh Hamany. [Ipo uei
napaJoKCanbHUi eeKT HaiyacTilne MOBIIOMIISUIM MPOTATOM IEPIIOTO MICSIS MICHs MOYaTKy
3aCTOCYBaHHS JIeBeTHpalieTamy abo mpH miaBuineHHi 1o3u. Lleit epext OyB o0opoTHUM Ticis
NPUMTMHEHHS 3aCTOCYBaHHS JIKapchKoro 3aco0y abo mpu 3MmeHmeHHi ao3u. Ilamientam ciig
MOPAIUTH HETAaHO 3BEPHYTHCS 32 KOHCYJBTAIEI0 JIO IXHBOTO JIIKApS y pasi 3arocTpeHHs
eninencii. Hanpukiaza, TOBIZOMIISIIOCS PO BiICYTHICTh €PEKTHUBHOCTI 200 MOTIPIICHHS CYA0M Y
MaIi€HTIB 3 EMUICTICIE0, IIOB’SA3aHOK 3 MyTamisiMu  anbda-cyOoauHUIl 8 HATPiEBOTO
noTeHmian3anexxHoro kanary (SCNSA).

Tlooosoucenns inmepsany QT na erekmpokapoioepami (EKT')

[TpoTsiroM MOCTMapKETUHIOBOT'O CIIOCTEPEIKEHHS MOBIAOMIISIIN PO PiAKi BUMIAJKH MTOI0BXKEHHS
intepBany QT na EKI'. JleBetupameram ciig 3 00€peX)HICTIO 3aCTOCOBYBATH IAIlIEHTaM 13
nonoBxkeHHsM iHTepBany QT, marieHTam, sSKi OJHOYACHO MPUHMAIOTH JIKAapChKi 3acO0M, IO
BIUTMBAOTh Ha iHTepBai QT, Ta mamieHTaMm i3 BiINOBITHIMH HAassBHUMH 3aXBOPIOBAHHSIMHU CEPIIs
a00 CJICKTPOIIITHUM JAUCOATAHCOM.

Jimu.

[Ipenapat y gopmi TabneTok He MPUAATHUHN AJI 3aCTOCYBaHHS HEMOBIIATAM 1 JIITSAM BIKOM JI0
6 pOKiB.

HasiBHI naHi 1010 aiTeil He cBiAYaTh MPO iICHYBaHHS BILUIMBY HAa PO3BUTOK 1 CTAaTEBE 03PiBaHHS.
OpnHak JOBrOCTPOKOBHWH BIUIMB Ha 3JAaTHICTH JI0 HABYAHHS, IHTEJIEKT, PO3BUTOK, CHIOKPUHHI
¢byHKIIi1, cTaTeBe A03pIBaHHS 1 PEIPOAYKTUBHY (PYHKIIIO y JITeH 3a/IMIIA€THCS HEBIIOMHM.

3acmocysanns y nepiod eazimnocmi abo 200y6ants epyooo.

JKiHKH penpoayKTUBHOIO BIKY

CreniasibHi  peKOMeHAAmii  Cig  HamaTH JKIHKaM PENpORyKTHBHOTO BiKy. JIiKyBaHHS
JeBeTHpALleTaMOM TMOTPIOHO TMEperiasHyTH, SKIIO0 J>KIHKa IUJIaHye BariTHICTb. Sk 1 mpu
3aCTOCYBaHHI BCIX TPOTHENUIENTUYHMX 3aco0iB, CJIil yYHUKAaTH panToBOi  BiAMIHM
JIeBETUpALlETaMy, OCKUIBKH 11€ MOXKE€ MPU3BECTH JI0 HAmaxy CyJOM, IO MOKE MaTH CEeHpO3Hi
HACIIAKY JJIS KIHKM Ta HEHapO/KEHOI JUTHHU. Y pPa3i MOXIMBOCTI CJIiJ BiJJJaBaTu MepeBary
MOHOTEpaii, OCKUIbKM JIIKYBaHHS JI€KUIbKOMa MPOTHUENIJIENTUYHUMHU 3aco0amMu Moxe OyTu
OB’ s13aHe 3 BUIIMM PU3MKOM BPOPKEHUX BaJl, HIX IPHU 3aCTOCYBaHHI MOHOTEpAIlii, 3aIeKHO BiJ
KOMO1HaIlil mpenaparis.

BaritHicTh

Benuka KiIBKICTh TNOCTMApKETHMHIOBUX JIaHUX, OJIEP)KaHUX BIJ BariTHUX OKIHOK, SIKI
3acTocoByBaIM JeBerupaneraM (Outbmie 1800 xiHok, cepen sikux 1500 *KiHOK 3aCTOCOBYBaJIU
npenapar npoTsarom I Tpumectpy), He CBiIYaTh PO MiABUICHUN PU3UK 3HAYHUX BPOJUKEHUX Ba/I.
IcHye TinbKM OOMEXeHa KUIBbKICTh JaHMX PO PO3BUTOK HEPBOBOI CUCTEMHM JITEH, SKi 3a3HaIU
BIUTMBY MOHOTEpAITI] JeBeTUpaleraMom in utero. OaHaAK 1CHYIOUI €MieMI10JIOTTYHI JOCIITKEHHS
(mpubamu3Ho 100 niTeil) He cBiAYaTh MPO MIABUILEHUH PU3HMK PO3JIaaiB a00 3aTPUMKH PO3BUTKY
HEpBOBOI cUCTeMH. JleBeTupalieraM MOXHA 3aCTOCOBYBATH Yy MEpPiOJ BariTHOCTI, SKILIO MicCIis
peTenbHOT OIIIHKM 1€ BBAXAETHCS KIIHIYHO HEOOXITHUM. Y TakoMy pa3l pPeKOMEHIYEThCS
3aCTOCOBYBATH HaWHIDKYY €(DEKTHBHY J103Yy.

®i3ion0TivHI 3MIHM B MEPioj BariTHOCTI MOXKYTh 3MIHIOBAaTH KOHIIEHTPALIIO JIEBETHpAILlETaMy.
[Tix wac BariTHOCTI CIIOCTEpIranocs 3HUKEHHS TUIa3MOBOT KOHIIEHTpAIliil JieBeThpaieramy. Take
3HIWKEeHHA Haiounbm Bupaxene y III tpumectpi (mo 60 % Bix BHXiAHOI KOHIEHTpaIii 10
BariTHOCT). Crig 3a0e3meunTd HaJeXHUW KIIHIYHUNA Harjisj] 3a BariTHUMH JKIHKaMH, SIKI
OTPUMYIOTb JIEBETHpALIETaM.

[lepion roagyBaHHS TPYUTIO




JleBeTHwparieraM TMPOHHMKAE Yy TPYyAHE MOJOKO OJKIHKH. TOMy TOIyBaHHS TpYIAI0 He
pexkoMeHoBaHe. OHAK SIKIIO JICBETUpAIleTaM HEOOXiTHO 3aCTOCOBYBATH Y IEPIOJ T'OyBaHHS
TPYAIIEO, CJIiJT 3BOKUTH KOPUCTH Ta PU3HUKH JIIKYBAHHS Ta BOKJIUBICTh TOAYBaHHS TPYTIO.

BrinB Ha penpoAYKTHBHY (YHKIIIIO

He BusiBIeHO BIUIMBY Ha pEeNpOAYKTHBHY (DYHKIiO y TBapHH. [OTeHIIHHUI PU3KK AT JIIOIUHH
HEB1JIOMHUI, TOMY 1[0 HEMA€ JOCTYIMHUX KJIIHIYHUX JTaHHX.

30amuicmo enausamu Ha wWEUOKICMb peakyii npu KepyeaHHi asmompancnopmom abo iHuumu
MEexXauizMamu.

JleBeTuparnieraM He3HaYHO a0O MOMIPHO BIUIMBA€E Ha 3/IaTHICTh KEPyBaTH aBTOTPAHCHIOPTOM abo
NPaIOBATH 3 IHIIMMHU MeXaHi3MaMu. Yepes MOXIIMBY IHAUBIAyaTbHY YyTIUBICTD JESIKi Mali€HTH
MO’KYTh B1JI3HA4YaTH COHJIMBICTh, 3a[IlaMOPOUYEHHS Ta 1HILI CUMOTOMH, IOB’sI3aH1 13 BIJIMBOM Ha
[EHTpaJIbHY HEPBOBY CHCTEMY, OCOOJIMBO HA MOYATKY JIIKYBaHHs 200 y mporieci 301IbIIeHHS T03H.
Tomy Takum marieHTaM ciig OyTH oOepeKHUMH, 3alMAIOUYMCh iSJIBHICTIO, IO TOTpedye
iABUIIEHOT KOHLIEHTPAIIil yBaru, HalpyHKIJIaz MpH KepyBaHHI aBToMOO1IeM abo poOOTi 3 iHIIUMHU
MexaHizmamu. [laiienTaMm peKOMeHAY€eThCSl YTPUMYBATUCS BiJl KEPYBaHHS aBTOTPAHCIOPTHUMHU
3acobamMu Ta pOOOTH 3 IHIIMMH MEXaHi3MaMH, IOKH He Oy/ie BCTAHOBJICHO, IO iXHs 3/1aTHICTbH
3aliMaTUCS TAKOIO AiSUIBHICTIO HE TIOPYIICHA.

Cnoci6 3acmocysannsa ma 0o3u.

Tabnerku ciix npuiitMaTH BHYTPIIIHBO, 3aIIMBAIOYH IOCTATHHOIO KUTBKICTIO PIAMHU, pa3oM 3 DKero
ab6o Oe3 Hei. [Ipu nepopanbHOMY 3aCTOCYBaHHI JIeBETHpALlETaM MOXKE MaTH TpKUN MPUCMAK.
J1000BY 7103y PO3MOIUIATH HA 2 OJTHAKOBI JT03H.

[apuianeHi HanaaAu

PexomenoBana mo3a Juist MOHOTeparrii (TamieHTH BikoM Big 16 pokiB) Ta J0JaTKOBOI Teparlii €
OJIHAKOBOIO Ta 3a3HAYECHA HIDKYE.

¥Yci noka3aHHs

Hopocni (> 18 pokiB) ma nionimku (s8ikom 8id 12 0o 17 pokis) 3 macoro mina id 50 ke
[TouarkoBa TepameBTHYHa 103a ctaHoBUTH 500 mr 2 pasu Ha n00y. lle mowyatkoBa m03a, 10
NPU3HAYAETHCS y TepIINA 1eHb JiKyBaHHA. OJHaK HUXK4a oyaTKoBa j03a 250 Mr 2 pa3u Ha 100y
Moke OyTH 3aCTOCOBAHA JIIKAPEM Ha OCHOBI OILIIHKM 3MEHILIEHHS YacTOTHU CYAOM IOpPIBHSHO 3
NOTEHIIMHUMU TOOIYHUMH peakiisaMu. Ll no3a mosxe OyTu 36inbi1eHa 10 500 mr 2 paszu Ha 100y
yepes 2 THXKHI.

3asekHo BiJ] KJIIHIYHOI KapTUHU 1 IEPEHOCHMOCTI IpenapaTy 1000BY 103y MOXKHA 30UIBIINTH 10
MakcumanbHOi 1500 mr 2 pasu Ha 100y. 3MmiHIOBaTH 103y Ha 250 Mr a6o 500 mr 2 pa3u Ha 100y
MO>KHA KOXHI 2—4 THXHI.

Himu eixom 6i0 6 pokie ma nionimku (gikom 6i0 12 do 17 pokie) 3 macoro mina merwe 50 ke
Jlikap MOBMHEH NpU3HAYaTH HaOLIbII BIAMOBIIHY JIKApChbKy (GopMy, A03yBaHHA Ta (GOpMY
BUITYCKY 3QJIKHO BiJl MacH TiJIa, BIKYy Ta J1034. [HopmaIrito moa0 KOpeKIlii J03yBaHHs 3aJIEKHO
BiJl MacH Tijia UB. y po3aii «JliTu».

IIpununenns 1iKy8anus

VY pasi HEeOOXITHOCTI MPUIMHEHHS MPUHOMY Ipernapary BiIMIHY PEKOMEHIYETHCS NMPOBOAUTH
MOCTYIIOBO (HAMPHUKJIIA, IJIs1 JOPOCIUX Ta MIJUTITKIB 3 Macoro Tifa 50 Kr Ta O1bIe — 3MEHIITYBaTH
103y 500 Mr 2 pa3u Ha 100y KOkHI 2—4 TV>KHI; JUTsl JITeH Ta MATITKIB 3 Macoro Tisia MeHie 50 Kr
—3MEHIIYBAaTH Pa3oBy J03Y CiJ He Ounblie Hi Ha 10 Mr/kr 2 pa3u Ha 100y KOKHI 2 THXKHI).
Oco06MBI TPYNU MAIIEHTIB

Tlayienmu nimnvoeo 6iKy (8ikom 6i0 65 pokis)

Kopexk1ist 1031 peKOMEHTy€eThCsI MAIliEHTaM JIITHBOTO BIKY 3 MOPYIIEHHAMH (QYHKIIIT HUPOK (IHB.
po3ain «HupkoBa HETOCTATHICTHY).

Hupxosa neoocmamuicmo




Jlo6oBa 1032 MOBWHHA OYTH 1HIUBIAYaJIbHO CKOPUTOBaHAa BiJIMOBIIHO /IO CTaHy (DYHKI[IOHYBaHHS
HUPOK.

JLJist KOpUTYBaHHS 103U JJOPOCITUM BUKOPHCTOBYBATH HAaBEJEHY HUKYE TAOIUITIO.

JInst KOpuryBaHHs 103H 3a TaOJIUIEI0 HEOOX1JHO BU3HAUWUTH PiBEHb KiipeHCy kpeatuHiny (KK)
y MJI/XB.

KK mns mopocnux Ta miiniTKiB 3 Macoro Tiyia Ounbine 50 Kr MOXKHA po3paxyBaTH, BUXOMSYH 3
KOHIIEHTpAIlli CHPOBAaTKOBOTO KPEaTHHIHY, 32 (popMyInoto:

[140 — Bik (poxu)] x Maca Tina (Kr)
KK (MJI/XB) = === mmmm o e oo % 0,85 (151 )KIHOK).
72 x KK cupoBatku KpoBi (Mr/1n)

[Torim KK kopurysatu BinnosigHo fo 1o noBepxHi Tina (II1T), sk mokazano nai:
KK (mi/xB)
KK (Ma/xB/1,73Mm%) = --- TR x 1,73.
IIIT nauienta (M?)

Tabmuus 1
PexxuM 1103yBaHHS TIpM HUPKOBIM HEAOCTATHOCTI JUIA JOPOCIHMX Ta MILIITKIB 3 HHUPKOBOIO
HEJIOCTATHICTIO 3 Macoro Tiia OuibIie 50 kr
CrymiHb TSHKKOCTI HUPKOBOT Knipenc Pexxum nozyBaHHs
HEJO0CTaTHOCTI KpeaTHHIHY
(m/xB/1,73 M%)

Hopmarneha QyHKITisSt HEPOK > 80 500 - 1500 mr 2 pa3u Ha 100y
Jlerkwmii CTyIiHb 50-79 500 - 1000 mr 2 pa3u Ha 700y
CepenHiii CTyIIHb 30-49 250 - 750 mr 2 pa3u Ha 100y
Tspkkuil cTyninb <30 250 - 500 mr 2 pa3u Ha 100y
TepMminanbHa cTafis (MaLi€HTH, SIKi - 500 - 1000 mr 1 pa3 Ha 106y

nepebyBaroTh Ha fianizi'V)
(Y nepmmii 1eHb TiKyBaHHS JE€BETHPALETAMOM PEKOMEHIYETHCS IPHIOM HABaHTaKyBaIbHOI 103U 750 MT.
OTicnsa Jializy peKOMEHIYEThCS IPUHOM T01aTKOBOI 1031 250-500 Mmr.

Jnist niTei 3 HUPKOBOIO HEAOCTATHICTIO JI03Y JIEBETHpalieTaMy Heo0X1/IHO KOPUTYBAaTH BiAMIOBIIHO
0 (QYHKIIT HUPOK, OCKUIBKHM KJIIPEHC JeBeTHpaleTaMy IOB’s3aHUl 13 QyHKLi€0 HUpoK. Lg
pEeKOMeHIallisl IPYHTYEThCS Ha JIOCHIJDKEHHI 3 y4acTIO JOPOCIMX MALli€HTIB 13 MOPYILIEHHIMHU
(GyHKIIT HUPOK.

Jlns mimmitkis, miteit Ta Hemosnar KK y mun/xs/1,73 M? MOXHAa po3paxyBaTW 3 OIIsdy Ha
KOHIEHTpALllI0 KpeaTHHIHY B CHPOBATLI KpOBl1 (MI/I1), BUKOPHUCTOBYIOUM TaKy (opmyiy
(popmyna IIBapra):

3pict (cm) * ks
KK (M11/XB/1,73 M?) = <ommemmmemm e .
KK cupoBaTku KpoBi (Mr/)

VY nmiteii BikoM 110 13 pokiB Ta mipmiTKiB-AiBYaTOK ks = 0,55, y miamiTkiB-xmomnuis ks = 0,7.



Tabmums 2
Pexomenmamii mo10 Kopekiii J03u 1 AiTei (BIKOM BiJ 6 POKIB) Ta IMiTITKIB 13 TOPYIICHHSIMHU
¢byHK1Ii HUPOK 3 Macoro Tijia MeH1e 50 Kr

CTymiHb TSHKKOCTI HUPKOBOT Kipenc JliTn BiKOM Bij 6 POKiB Ta MiJUTITKH 3
HEIOCTATHOCTI KpEeaTHHiHY Macoro Tina mene 50 kr)
(Mn/xB/1,73 M?)

Hopmaneha QyHKITisSt HIPOK > 80 10-30 mr/kr (0,10-0,30 ma/kr) 2 pa3u Ha
100y

Jlerkwii cTyIiHb 50-79 10-20 mr/kr (0,10-0,20 mn/kr) 2 pa3u Ha
100y

CepenHiii CTyIiHb 30-49 5-15 mr/xr (0,05-0,15 mu/kr) 2 pa3u Ha
100y

TsOKKHI CTYIIHD <30 5-10 mr/kr (0,05-0,10 mu/kr) 2 pa3u Ha
100y

TepminanbHa cTamis (MamieHTH, | - 10-20 mr/kr (0,10-0,20 ma/kr) 1 pa3 Ha

K1 mepe0yBaloTh Ha Jiaizi) no6y ®®

(DI mosyBamust 1o 250 Mr, 1uis 103, He KpaTHUX 250 MI, KOJIM PEKOMEHIOBAHE JI03YBaHHS HEMOXKIIUBO OTPUMATH
MPUHAOMOM JEKIJIbKOX TabJIETOK, a TAKOX IS MAIIEHTIB, SKi HE MOXXYTh IPOKOBTHYTH TaOJICTKH, CJIiJl 3aCTOCOBYBAaTU
opasbHUH po3unH neBerupaneramy (100 mr/mo).

@V nepmmii neHb JIIKyBaHHS PEKOMEHYEThCS 3aCTOCYBATH HABAHTAXYyBaJbHY 03y JIEBETHpaneTamy 15 Mr/kr
(0,15 mu/kr).

Olicna miamizy peKOMEHIYEThCA 3aCTOCYBATH JOAATKOBY 103y 5—10 mr/kr (0,05-0,10 mu/kr).

Ileyinkosa neoocmamuicmo

[TamieHTamM 3 JIGTKUMH Ta TIOMipHHMH MOPYUICHHAMH (YHKIT MEYiHKH KOPEKIis 103U He
noTpiOHa. Y Malli€HTIB 13 TSHKKUMH MOPYIIEHHAMU (DYHKIIIT MEUiHKH KJIIPEHC KpeaTUHIHY MOXKe
HE TIOBHOIO MIpPOI0 BiZJOOpakaTH CTYIIHb TSHKKOCTI HUPKOBOI He10CTaTHOCTI. ToMy, SIKIIO KITipeHe
KpeaTHHiHy CcTaHOBUTh < 60 Mi/xB/1,73 M% miaTpuMylody 1060BY 103y PEKOMEHIYEThCS
3meHIUTH Ha 50 %.

imu

Jlixap NMOBMHEH NpU3HA4YaTH HaMOLIBII BIAMOBIIHY JIKapchbKy (opmy, no3yBaHHS 1 (opmy
BUITYCKY JIEBETHpAlleTaMy 3aJ€KHO BiJ] BIKY, MacH Tijla i 103H.

Jleetupanietam y ¢dopmi TabJIETOK HE PEKOMEHIOBAaHUMW MJIs 3aCTOCYBaHHS JITSIM BIKOM JI0O
6 pokiB. Lliii rpymi namieHTiB OakaHO 3acCTOCOBYBAaTH JIEBOTHpaLeTaM Yy (opmi OpaabHOro
pO3UHnHY.

Kpim Toro, HasiBH1 J03yBaHHS TabJETOK HE PEKOMEHIOBAHO JIJIsl [IOYATKOBOTO JIKYBaHHS AiTeH 3
Macor Tia A0 25 Kr, I TAIl€HTIB, SKI HE MOXYTh IPOKOBTHYTH TaOleTku, abo s
3acTocyBaHHA 7103 A0 250 mr. BikoBi oOMexeHHs, 3yMOBJIeHI (JOPMOIO 3aXBOPIOBAHHS, HaJJaH1 y
po3aun «llokazanHs». VY BCIX BHIIEHABEACHUX BHIIAJKAX CI1JI PO3MNOYUHATH JIIKYBAHHS
JeBeTUpaLeTaMoM y GopMi OpaJIbHOIO pO3UHHY.

Monomepania

besneka Ta eQekTHBHICTh 3aCTOCYBaHHS JIeBeTHpalleTaMy SK MOHOTepamii AITAM 1 HiUIiTKam
BIKOM JI0 16 pOKiB HE BCTaHOBJIEHI.

Jani BiACyTHI.

Iionimku (8ikom 16—17 pokis) i3 macoro mina 8i0 50 ke i3 napyiaibHUMu Hanadamu 3 6MOPUHHOKO
eeHepanizayieio abo b6ez maxoi, y AKUX enepute 0iazcHOCMOBAHO eniienciio

Hus. Buie po3ain «/{opocni (= 18 pokis) ma nionimxu (12—17 poxis) 3 macoro mina 6i0 50 ke».
Hodamkosa mepanisa 0na dimeii sikom 6i0 6 pokie ma nionimxig (sikom 6i0 12 do 17 pokig) 3
Macoro mina menue 50 k2

HemoBnstam 1 1iTaM BikoM 10 6 pOKIB Oa)kaHO 3acTOCOBYBATH JIEBETHpaleTaMm y Qopmi
OpAIEHOTO PO3UYUHY.




JiTsiM BikOM Bifl 6 pOKiB OpajIbHHI PO3YHMH JIEBETHpALleTaMy CIIijl 3aCTOCOBYBATHU JJIS 103yBaHHS
npenapary 10 250 mr, 115 103, He KpaTHUX 250 MT, KOJIM peKOMEH10BaHe 103yBaHHS HEMOXKJIMBO
OTPUMATH MPUHOMOM JEKITBKOX TaOJIETOK, a TAKOX VIS MAIIEHTIB, SKI HE MOXYTh IIPOKOBTHYTH
TaOJIeTKU.

Jlyist ycix moka3aHb CJ1iJ1 3aCTOCOBYBATH HaiMEHITy epekTUBHY 103y. [logaTkoBa 1032 1715 AUTHHU
a0o MiITITKA 3 MacoI0 TiJIa 25 Kr MOBMHHA CTaHOBUTHU 250 Mr 2 pa3u Ha 100y, MaKCHMaJIbHA /1032
— 750 mr 2 pa3u Ha 100y.

Hitsam 3 macoro Tina Oimpmie S0 Kr go3yBaHHS IS YCIX TOKa3aHb IMPHU3HAYAIOTh 3a CXEMOIO,
HaBEJICHOIO JUIS JOPOCIIUX.

Hus. Bute po3ain «/opocni (= 18 poxis) ma nionimxu (12—17 pokie) 3 macor mina 6i0 50 ke»
JUTSI YCiX MTOKa3aHb.

Jlonomixxcna mepanis 05 Hemosaam ikom 6i0 1 0o 6 micayis

Hemogisitam 3acTOCOBYIOTH IpernapaT y GopMi OpaabHOTO PO3UHHY.

Jimu.

JleBetupanietam y (opmi TableToK HEe PEKOMEHIOBAHUU MJSl 3aCTOCYBAHHS ITSAM BIKOM 0
6 pokiB. OpaJIbHHI PO3YHH JICBETHPAIICTAMY CJTiJl 3ACTOCOBYBATH HEMOBJISITAM BiKOM Bij 1 MicsIs
1 JITSAM BIKOM JI0 6 POKIiB.

Ilepeoo3ysanns.

Cumnmomu

[Ipu mnepemo3yBaHHI JeBeTUpAIlETaMy CIIOCTEpIraiucs COHJIUBICTh, 30y/KEHHS, arpecis,
NPUTHIYEHHS TUXaHHS, IPUTHIYEHHS CBIJOMOCTI, KOMa.

Jlikysanus

VY BUMaKy rocTporo rnepeno3yBaHHs HEOOXiAHO MPOMUBATH IUTYHOK a00 BUKJIMKATH OJFOBAaHHS.
CrnieuiansHoro aHTUIOTY HeMae. [Ipu HeO0OXiTHOCTI MPOBOIUTH CUMITOMATUYHE JIIKYBaHHS, Y T.4U.
3 BUKOPUCTaHHSIM remojianizy (BUBoguThcs 10 60 % neBerupaueramy 1a 74 % NEpBUHHOTO
METaboITY).

Ilooiuni peaxuii.
Haityacrime nmoBigoMisiiocs mpo Taki MOO14HI peakiii K Ha30(papuHTIT, COHIUBICTh, TOJTOBHUMN
01J1b, ITiABMILIEHA BTOMIIIOBAHICTH 1 3ataMopoueHHsL. [Ipodins moGiuHuX peakiiif, 10 HABOAUTHCS,
IPYHTY€ETbCS Ha y3arajpHIOIOUOMY aHali3l JaHuX IU1a1e00-KOHTPOJbOBAHUX  KIIIHIYHUX
BunpoOyBanb. lli 1aHi JONMOBHIOIOTHCS 3aCTOCYBAHHSAM JIEBETHpAlleTaMy Yy BiJIOBITHUX
PO3LIMPEHNX BIAKPUTHX JOCTIKEHHSX, a TAaKOX MOCTMAPKETHHroBUM jocBifoM. Ilpodinb
Oe3neky JieBeTHpaleTaMy 3a3BU4ail CXOXKUHM y PI3HHMX BIKOBUX Tpymnax (Jopocii Ta AITH) Hpu
3aCTOCYBaHHI 32 PI3HUMU BCTAHOBJIEHUMHU MTOKA3aHHAMM IIPU eMIencii.
[ToOiyH1 peakiii, Mpo sfKi MOBLAOMIISUIOCS Y KIIHIYHUX JOCHIIKEHHSX (CTOCOBHO JIOPOCIIHX,
MiUTITKIB, MiT€H 1 HEMOBJIAT BIiKOM Bif 1 MicCSIls) 1 MPOTATOM MOCTMAPKETHHTOBOTO MEPIOAY,
nepepaxoBaHi B TaOauIll 3 3a KJlacaMU CUCTEM OpraHiB 3 BU3HAYEHHAM iXHbOT 4acToTH. YacToTa
BU3HAYAETHCS TAKUM YMHOM: Jqyxe yacTo (> 1/10), wacto (> 1/100, < 1/10), newacro (> 1/1000,
<1/100), piaxo (= 1/10000, < 1/1000) i myxe piako (< 1/10000).

Tabmuus 3

Knacu I'pynu 3a 4acToTOIO

CHUCTEM
— Jlye gacto ) [yxe
OprasiB 3a Yacto Heuacto Pigko -

MedDRA LAKO

Indexuii ra | Hazodapunrit [ndexuis
1HBa3ii




3 Goky Tpombouu- | ITaHnuToneHis,
KpOBI Ta TOTIEHIS, HEHUTPOIICHIS,
nmimMpaTHIHOT JICUKOTICHISI arpaHyJoLNTO3
CHCTEMU
3 Ooky Peakiis Ha
IMyHHOT JiKapchKui 3acio
CUCTEMH 3 eo3uHODUTIE0
Ta CHUCTEMHUMH
MPOSIBAMH
(DRESS),
rinepuyTauBiCTh
(BKITFOYArOUH
AQHT10OHEBPOTUYHU
i HaOpsIK i
aHaQ1I1aKCiio)
[Hopymenns AHoOpekcis 3HMKCHHS INnonatpiemist
Xap4ayBaHHS Macu  Tina,
Ta OOMiHY 301IBIICHHS
pEeUOBHH MacH Tijia
INcuxiuni enpecis, Cnpobu Cyinua, posnagu | O6cecuBHO-
posnaau BOPOXKICTB/ camory0cTBa, | 0COOMCTOCTI, KOMITYJIbCHB-
arpecis, cyiuuganbHl | MOPYIICHHS HI po3aau
TPUBOXKHICTh, | JTYMKH, MUCJICHHS,
0e3CcoHHs, [ICUXOTUYHI JEeipii
HEPBO3HICTH/ | PO3IIA/H,
JpaTiBIUBICTh | aHOMaJbHA
MOBEIIHKA,
rajJrolMHanii,
THIB,
CIUTYyTaHICTh
CBI1JJOMOCTI,
MaHiI4Hi
aTaKw,
apeKTUBHA
N1a0UTBHICTE/
3MIHH
HaCTpOIO,
30yIKEHICTh
3 Ooky COHJIUBICTS, Cynomu, Amnesis, Xopeoareros,
HEpBOBOI TOJIOBHUH OU1b | MOpYIIECHHS MOpYLIeHHA | AUCKIHE3i,
CUCTEMH pIBHOBary, mam’ ST, TinmepKiHesis,
3alaMOpOYeH- | MOPYILIECHHS | MOPYIICHHS XO/IH,
Hf, JieTapris, | KoopAuHalii/ | eHiedanonaris,
TpemMop aTakcis, TTOCHJICHHS
rapecTesis, CyJZIOM,
po3naau 3MOSIKICHUH
yBaru HEUPOJIEITUYHHAN

CUHAPOM™




3 Ooky Jumiomnis,
OprasiB 30py PO3MHTICTh
30py
3 Ooky Bepruro
OpraHiB
CIIyXy Ta
piBHOBaru
3 6oky cepis TTonoBxeHHA
inTepBairy QT Ha
EKT
3 Ooky Kamens
UXanbHOI
CHCTEMH,
OprasiB
IpyAHOI
KIIITKU Ta
CepeJIOCTIHHS
3 6oky binb y xuBOTI, [TankpeaTut
TpaBHOL niapes,
CUCTEMH JTUCTIETICis,
OI0BaHHS,
HyJI0Ta
I'emratoOini- Bigxunenus | IleuinkoBa
apHi BiT  HOPMH | HEJJOCTAaTHICTb,
MOPYILIEHHS pe3ynbTaTiB | FeHaTut
MIEYiHKOBHX
poo
3 OOKy HUPOK l'octpe ypaxkeHHs
1 CEUOBHU1ITb- HUPOK
HOI CUCTEMU
3 OOKy HIKipU Bucunanus Adnormertis, Tokcuunuit
Ta eK3eMa, eniepManbHUM
T IIKI PHOT cBepOiK HEKpPOJIi3,
KJIITKOBUHU CHUHJIPOM
CriBeHca—
JlxoHCcOHa,
MyJabTH(OpMHA
epuTemMa
3 Ooky M’s30Ba Pa6bnomiomnis 1
KICTKOBO- CJ1a0KICTh, HIIBUIEHHS
M’S130BO1 Mianris piBHA
CUCTEMHU Ta KkpeaTuHpoCcPOoKi-
CIIOJTyYHOI Ha3u y KpoBi*
TKaHWHH
3aranpHi AcreHis/
MMOPYLIEHHS M1JBUIIECHA
BTOMIIIOBa-

HICTH




Tpasmu, TpaBmu
OTPY€HHS Ta
YCKIIaAHEHHS

Ipoucayp

*[lommpeHiCTh 3HAYYIO BHIIA Y AMOHIIIB TOPIBHAHO 3 MALli€HTAMH HE STOHCHKOTO MOXOKEHHS.
**[lig dac MOCTMApKETHHIOBOTO CHOCTEpEKEHHS 3a(iKCOBAaHO IyXE PIAKICHI BHUIAJKH PO3BUTKY OOCECHBHO-
kommynbcuBHUX po3naniB (OKP) y mamientis 3 OKP abo ncuxigHUME po3namaMu B aHAMHE31.

Onuc oxpemux nooiuHux peaxyii

Pusuk anopekcii 3pocTae mpu 0JHOYaCHOMY 3aCTOCYBaHHI JieBeTHpaleramy 3 Tomipamarom. [Ipu
MposIBax ajomewii y AesKUX BUIMAJKaX Bi3HAYANIOCS BITHOBIIEHHS BOJOCSHOTO MOKPHUBY MicCIs
NPUITMHEHHS 3aCTOCYBAHHS JIEBETUPALIETAMY.

[Tpu mposiBax MaHUUTOIEHIT y IEIKNX BUMAJAKAX CIIOCTEPIranocs MpUrHiueHHs KiCTKOBOTO MO3KY.
Bumanku ennedanonarii 3a3Bu4aid CriocTepiraincs Ha MOYaTKy JIIKYBaHHS (Bl JEKUTBKOX JTHIB
JI0 KUTBKOX MICSIIIB) 1 Oy 0OOPOTHUMH MICIs MPUITUHEHHS JIIKYBaHHSI.

Limu

[Tpodine mobiuHUX peakiiiil IeBeTUpaleTaMy 3arajioM CX0XXKHUH Y Pi3HUX BIKOBHUX TpyIax Ta MpH
BCIX 3aTBEP/KEHUX MOKa3aHHAX eminencii. Pe3ynpTatu momo 6e3neku 3acToCyBaHHsI Ipernapary
JITSIM, OTPUMaHI y TIpoleci IuIanedo-KOHTPOIBOBAHUX KITIHIYHUX JOCHIPKEHb, BiAMOBiaIH
npodino Oe3meKu JeBeTHpaneTamy y J0poCciux, OKpiM MOOIYHUX peakiliil 3 00Ky MOBEAIHKHU Ta
NICUXIKH, SIKi Y iTeil Oyau OLIbII YaCTHMU, HIXK y OpociuX. Y HiTel Ta MiJTiTKIB BIKOM Bijx 4 10
16 pokiB GmroBanHS (myxe dacto, 11,2 %), 30ymxeHicTh (dacto, 3,4 %), 3MiHa HACTPOIO (YacTo,
2,1 %), adexTuBHa nabLIBHICTE (Yacto, 1,7 %), arpecis (dacto, 8,2 %), aHOMaJIbHA MOBEIIHKA
(uacto, 5,6 %) 1 netapris (4acrto, 3,9 %) cnocrtepiranucs 3 OUIBIIOK YaCTOTOI, HIK B 1HIIHX
BIKOBHUX Tpymnax abo y 3aranpHoMY mpo¢isi 3 6e3nexu. Y HeMOBIAT i AiTeil BikoM Bijx 1 micsis 1o
4 pokiB napaTiBnmuBICTH (qyxe uvacto, 11,7 %) Ta mopymenns koopauHamii (dacto, 3,3 %)
CHoCTepiraiucs 3 OUIBIION YaCTOTO0, HK B IHIIMX BIKOBUX Ipymnax ado y 3araibHOMY mpodii 3
Oe3neKH.

OriHKa BIUIMBY JIEBETUpALlETaMy Ha KOTHITHUBHI Ta HEMPOIICUXOJIOTIYHI TOKA3HUKH Y ITEH BIKOM
BiZ 4 mo 16 pokiB 3 mapiiaJlbHUMHU HamagaMH MoKasala, [0 JIEBeTUpalleTaM He Bipi3HsABCA (He
OyB MeHII e(peKTHBHMM) BiJ IUIane0o0 1100 3MIHM BiJ BUXIJHOTO PIBHS YyBaru 1 mam’sTi 3a
mkanoro Leiter-R, cymapHoro mnoka3HMKa MEpeBIpKM MaM’sATi Yy MOMyJsALii BiJHNOBITHO A0
npoTtokoiy. Pe3ynbpTaTy, MoB’s13aH1 3 MOBEJIHKOBUMH Ta €eMOLIHHUMU (YHKIISIMU, BKa3yBaJId Ha
NOCWIEHHSl y TAlll€HTIB, SKUX JIKYBaJIM JICBETHPAIlETaMOM, arpecHBHOI MOBEIIHKH, IO
BH3HAUalach CTaHJAPTHU30BAHO 1 CHCTEMATHYHO, 13 BUKOPHUCTAaHHSIM BaJiAM30BaHMUX 3aco0iB
(CBCL — Achenbach Child Behavior Checklist — KoHTponbHuii cucOK AUTSIYOT MOBEAIHKU
Axenbaxa). OJlHaK y Malli€HTIB, SIKI OTPUMYBAJIU JIEBETUpALIETaM Y IMPOIlECl JOBIOCTPOKOBOIO
BIJIKPUTOTO JOCHIDKEHHS MOJAJIBIIONO CIIOCTEPEKEHHs, Yy CEepeJHbOMY HE CIOCTepiraiocs
MOPYIIEHHS MOBEIIHKOBUX Ta eMOLINHUX (DYHKIIN, 30KpeMa MOKa3HUKH arpeCUBHOI OBEIIHKHI
He OyJIM TipLIIMMHU 332 BUXITHUH PiBEHb.

[ToBiAOMJIEHHS IPO MiI03PIOBaH1 NOOIYHI peakitii

[ToBimoMineHHss TIpo MOOIYHI peakilii Mmicis peecTparii JTIKapchbKOTO 3aco0y Mae BaKIHBE
3HaueHHs. lle 1ae 3Mory nNpoOBOJWTH MOHITOPUHT CIIBBIJIHOIIEHHS KOPUCTBH/PU3UK TPU
3aCTOCYBaHHI IIOTO JIIKAPCHKOTO 3ac00y. MennyHuM Ta apMalieBTUYHUM MpalliBHUKaM, a TAKOK
namieHTaMm abo iX 3aKOHHUM IpeICTaBHUKAM CJIiJ] MOBIIOMJIATH PO yC1 BUMAAKH M1103PIOBAHUX
noOIYHUX peakIliii Ta BiACYTHOCTI e(hEeKTHBHOCTI JIKapChbKOTo 3aco0y uepe3 ABTOMATH30BaHY
iH(hopMmaliifHy cucteMy 3 papMaKoHarJIAy 3a nocuwianuaM: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi.
3 poku.


https://aisf.dec.gov.ua/

YmoBu 30epiranns.
306epiraTu B OpUTiHAIBHIN YIIAKOBIII MPU TeMIiepaTypi He Buiie 25 C.
30epiratu y HEIOCTYITHOMY JJIS TiTEH MicIii.

Ynakoska.
ITo 10 Tabnmerox y Gmictepi; mo 3 abo 1mo 6 GicTepiB y KAPTOHHIM YIAKOBIII.

Kareropis Bigmycky.
3a peuienTom.

BupooOnuk.
KYCYM XEJITXKEP IIBT JITH/
KUSUM HEALTHCARE PVT LTD.

Micue3naxoa:keHHs1 BAPOOHMKA Ta ajpeca Miclsi NIPOBA/KeHHs Oro AisIbHOCTI.
CII-289 (A), PIIKO Inmactpian apea, Yonanki, bxiBaxi, [ict. AnBap (Pamkacran), [nais/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

JlaTta octannboro neperasay. 13.08.2024
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