THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

JIOTY®EH®

(LOGUFEN®)

Cknao:
ditoua pevosuHa: neBetupaieraM (levetiracetam);
1 TabneTKa, BKpUTa IIiBKOBOIO 000JIOHKOI0, MiCTUTH JieBeTupanetamy 250 mr a6o 500 mr;

0onomidcHi peyo8uHU: KpOXMalh KYKYPYA3STHUM, TOBIMOH, HAaTPilo KpOCKapMeno3a, KPEMHIIO TiOKCH[T
KOJIOITHUY 0e3BOMHUM, MarHilo cTeapar;

naigkose nokpummas:

tabnetku o 250 mr: Opadry (II) 85G68918 6inuii (cnupT nomiBiHinoBu#, Tutany miokcup (E 171),
TaJIbK, IIOJIieTUJIEHTJIIKOIIb, JIIIUTHUH);

tabnetku o 500 mr: Opadry (II) 85G52482 xoBTUY (CIUPT MOMiBiHINIOBUH, TaNbK, TUTaHY AioKcupn (E
171), monieTUNeHTTiKONL, IEUTHH, 3ajli3a okcup xxoBTui (E 172)).

JIikapcbka ¢opma. TabmeTKy, BKPUTI ITiIBKOBOIO 000I0HKOIO.
OcHosHi (pi3uko-xiMiyHi 8 1acmusocmi:

tabrmeTku mo 250 MT: oBasbHI TaOneTKH, BKPUTI IIiBKOBOI 000JIOHKOIO Bif 6itoro mo Maiixke 6inoro
KOJIbOPY, 3 PO3MOIiTbY0I0 PUCKOIO 3 OOHOTO GOKY;

tabneTku mo 500 Mr: oBanbHi TabIETKY, BKPUTI ITIBKOBOIO 000JI0HKOI0 2KOBTOT'0 KOJIHOPY, 3
PO3MOAiNIBYOI0 PUCKOIO 3 OMHOT0 OOKY.

dapMmakoTepaneBTHYHA rpyna. [Ipotueminentuyni 3acobu. JleBeTupaleTam.

Kom ATX NO3A X14.

®apmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

JleBeTupalieTaM € IOXiAHUM MipOJIifoHY (S-eHaHTiOMep anbha-eTUI-2-0KCO-1-IiponiguH-aueTaminy),



3a XiMi4YHOIO CTPYKTYPOIO BilPi3HSAETHCS Bif BifOMUX MPOTHEMiNIENTUYHUX JTIKAPChKUX 3aCO00iB.

Mexani3M mil

MexaHi3M [il 1eBeTUpalleTaMy HeOCTaTHLO BUBYEHUM. Ha mifcTaBi mpoBegeHUx [OCHIXKEHb in Vitro
Ta in Vivo IPUIyCKaloTh, 110 JieBeTUpalleTaM He 3MiHIOE OCHOBHI XapaKTEPUCTHKH HEPBOBOI KJTiTUHH i
HOPMaJIbHy HEMpOTpaHCcMicito. [locaiaKeHHd in vitro okKasaiy, 0 JieBeTUpalleTaM BIIJINBA€E Ha
BHYTPIilTHbOHEHPOHaNbHI piBHi Ca’ MISX0M YaCTKOBOTo IPUTHIYeHHS TOKy Yyepe3 Ca’-KaHanu N-Tumy
Ta 3HMKEHHS BUBiNTbHeHHA Ca’3 iHTpaHelpOHANbHUX [eno. BiH TaKoX YacTKOBO HiBeIIoe
npurHivenHs: FTAMK- Ta riiuuH-peryis0BaHOr0 CTPYMy, 3yMOBJIEHE Mi€l0 IUHKY Ta B-KapOoriHaMu.
Kpim Toro, y mporieci fociigKeHs in vitro neBeTupaneTaM 3B’ s13yBaBcA 3i crienuivHIMU OiTIHKaMu
y TKaHMHax MO3KY I'pu3yHiB. MiciieM 3B’s13yBaHHS € OiJIOK CHHANITUYHUX Be3UKYN 2A, 110 6epe y4acThb
y 3IUTTi BE3UKYJI Ta BUBLIbHEHH]I HepoTpaHCcMiTepiB. CIOPifHEHICTE (Y paHTOBOMY IIOPSIAKY)
JIieBeTHpalleTaMy Ta BigIOBIIHUX aHAJIOTIB 3 6iTKOM CMHANITUYHUX BE3UKYIT 2A KOpesoBaa i3
IOTYKHICTIO IX IPOTHUCYIOMHOI il Yy MOeNsAX aygioreHHol eminencii y mumei. 1li pe3ynpTaTtu amTh
3MOTY IPUIIYCTUTH, 1110 B3aEMOZIs MiXK JIeBeTUpPaIeTaMOM Ta OiTKOM CUHANTUYHUX BE3UKYI 2A MOXKe
YaCTKOBO TOSCHIOBAaTH MeXaHi3M IIPOTUEMINIEITUYHOI fil Ipemnapary.

dapmakomuHaMiyHi ePeKTH

JleBeTupateTaM 3a6e3meyye 3aXUCT Bifl Cy[IOM Y ITMPOKOMY CIIEKTPi MOfiesiel mapiiabHUX Ta
IIepPBUHHOTeHEepali30BaHUX HalafliB y TBAPKH, He CIIPUYUHSIIOUN IPOCYOOMHOT0 edeKTy. OCHOBHUU
MeTaboIiT HeaKTUBHUM.

Y noguHY aKTUBHICTE IIpenaparTy HiATBepAXKeHa K Moo (GoKalIbHUX, Tak i MO0 reHepasi3oBaHuX
eMienTUYHUX HamafiB (emimenTudopMHi IposaBu/GOTOMapOKCH3ManbHa Peakllisi), 10 CBiIYuTh PO
IMUPOKUH CIeKTp (hapMaKoJIOTiuHOT0 MPOdinio IeBeTUpaleTamy.

dapmMaKoKiHemuxka.

JleBeTHpalleTaM XapaKTePU3YyETHCSI BUCOKOIO PO3YUHHICTIO Ta IPOHUKHICTI0. ®apMaKOKiHEeTHKA
HOCHUTbH JIIHIMHUY XapaKTep, He 3aJIeKUTh Bi] 4acy Ta XapaKTepu3yeThCS HU3BKOK MiX- Ta
iHTpacy6’eKTHOIO MiHNUBiCcTIO. [Tic/I TOBTOPHOTO 3aCTOCYBaHHS IIpenapaTy KJIipeHC He 3MiHIOEThCS.
O3Hak BIJIMBY CTaTi, paCy 4Y¥ UMPKagHOTO PUTMY Ha (hapMaKOKiHETUKY He Big3Hadanocs. [Tpodinb
bapmakokineTrKu OyB MOOiOHUM Y 3[OPOBUX TOOPOBOJILIIIB Ta XBOPUX Ha EIiJIernciio.

3aBOgKY [TIOBHOMY Ta JIIHIHHOMY BCMOKTYBaHHIO PiBeHb IIpenapaTy y Iaa3Mi KpoBi MOXKHa
nepen6aunTy, BUXOASYY 3 IIEPOPasIbHOL I03U JIeBeTHpalleTaMy, BUPaXKeHol y Minirpamax (Mr) Ha
KinorpaM (kr) Macu Tina. ToMy BiicTexXyBaTHu I1JIa3MOBUH PiBeHb JIeBeTHpalleTaMy HeEMa€E II0Tpebu.

Y mopocnux Ta fiTei Bif3Hadasacd 3HauHa KOpeJdlisd MiK KOHIIEHTpalli€lo npenapary y CJIuHI Ta
I71a3Mi KpoBi (CIiBBigHOIIEHHS KOHI[EHTPALlill y CJIMHI/IIa3Mi KpoBi KonuBanocs Big 1 go 1,7 micnsa
IpuioMy TabJeTOK [Jig IepOopPabHOr0 3aCTOCYBaHHS Ta yepe3 4 TOAWHU IiCs IIPUIoMY OpaibHOTO
PO3YUHY).

Ilopocai ma nioaimku

BcMoOKTYBaHHSA

JleBeTupaleTaM IIBUAKO BCMOKTYETBCS IIICIIs IIEPOPAIBHOTO 3aCTOCYBaHHs. AGCOMIOTHA ITepopasibHa
6iomoctynHicTs 6mu3bKa 70 100 %. MakcrManbHa KOHIIEHTpalisd y maa3Mi Kposi (C,,,,) DOCATaeThCS
yepe3 1,3 roguHy micins NpuiioMy fipenapaTty. PIBHOBaXXHUY CTaH OOCATAEThCA Yepel 2 AHi
3aCTOCYBaHHS IIpemnapary 2 pasu Ha go0y. C,.. 3a3Bu4ai CTaHOBUTH 31 MKr/Ma Ta 43 MKI/MII micys



pa3zoroi go3u 1000 mr Ta moBTopHOoi Ho3u 1000 Mr 2 pa3u Ha 0oOy BigmoBimHO. CTYIiHb
BCMOKTYBaHHS He 3aJIe2KUTh Bifl JO3U Ta He 3MiHIOETHCS i Ai€l0 1xKi.

Posnopin

[aHuX 00 PO3MOAiTy IIpenapaTy y TKaHUHaX JIOOuHU HeMae. Hi neBeTupaneram, Hi X0T0
OCHOBHHU MeTa0O0JIiT 3HaUHUM YMHOM He 3B’SI3YIOThCS 3 OiTKaMu ma3Mu KpoBi (< 10 %). O0’em
pos3mominy neBeTupaleraMy cTaHoBuTE Bif 0,5 mo 0,7 11/Kr, 1m0 TpubIU3HO NOPIBHIOE 3aralbHOMY
00’eMy BOOM B OpraHi3Mi.

Mertabonizm

MeTabo1i3aM eBeTupaleTaMy y TIOOUHE He3HayHui. OCHOBHUM IIISX0M MeTabomiamy (24 % mo3u) €
bepMeHTHUY Tifponi3 anetamigHol rpynu. I3opopmu neyinkoBoro nutoxpomy P450 He 6epyTh y4acTi
B YTBOPEHHi 0CHOBHOTO MeTabomiTy - uch LO57. I'igponi3 arnetamifHol rpymu criocTepirascs y
BEJTMKIiH KiTbKOCTi TKaHWH, BK/II0YA04X KIiTHHY KPoBi. MeTaboit uch L057 ¢papmakonoriyuuo
HEeaKTUBHUU.

Takox Oynu BU3Ha4eHi gBa ApyropsagHux Metabositu. ONUH YTBOPIOBABCS BHACIIIOK
TiAPOKCUTIOBAHHSA HipOTiZoHOBOTO KinbIld (1,6 % Big mo3u), OPYTUil - BHACTIIOK PO3IMKHEHHS
miposigoHoBoro Kinwilg (0,9 % Big mo3u).

Iumi HeBM3HAYEHI KOMIIOHEeHTH cTaHoBuu nuile 0,6 % Bim mo3u.

B3aeMHOro 1epeTBOPEHHS €HaHTiOMEPIB JIeBeTHpalleTaMy Y¥ H0r0 OCHOBHOTO MeTaboIiTy B yMOBax
in vivo He CIIOoCTepiraaocs.

Y mpoiieci mocnifKeHs in vitro neBeTHpaleTaM Ta HOTO OCHOBHUI MeTa0oIiT He IPUTHIYyBaIn
aKTHBHICTh OCHOBHUX i30¢0pM neuinkosoro mnutoxpomy P450 miogunu (CYP3A4, 2A6, 2C9, 2C19,
2D6, 2E1, 1A2), rmokyposintpancdepasu (UGT1A1, UGT1A6) Ta enokcuarigpokcunasu. Takox
JeBeTHpaleTaM He IPUTHIYYE IIIOKYPOHIgallilo BalIbIIPOEBOI KUCIIOTH in Vitro.

Y KynbTypi remnaTouTiB TIOOWHY JIeBeTUpaleTaM MaB cla0Ku BIUIUB a00 K 30BCiM He BIIJIMBAB Ha
kor'rorarito CYP1A1/2, SULT1E1 a6o UGT1Al. ¥V Bucokux KoHIeHTpamisgx (680 MKr/mi)
neBeTupaleTaMm cipuunHaB cinabky iHpykuito CYP2B6 Ta CYP3A4, ogHak y KOHIIEHTpalligX, IomiOHUX
no C,., Ticns moBTOpHOTo 3acTocyBaHHs 1500 Mr 2 pa3u Ha #o0y, 1ei BIIUB He OyB 6i0n0TigHO
3HauymuM. [laHi in vitro Ta gaHi in vivo mOKO B3a€MOZIl 3 TePOpabHIMU KOHTpaleNTHBaMy,
OUTOKCUHOM i BapapuHOM BKa3yIOTh Ha Te, 110 B yMOBAX in vivo 3HA4yIIol iHAYKII1 (epMEHTIB He
O4iKyeThCsI. TOMY B3a€EMOZis IeBeTHpaleTaMy 3 iHIMMMU PeYOBHHAMU MaJIOMMOBipHA.

BuBenenus

[lepion HaniBBUBeOeHH IIpenapaTy 3 IJIa3MU KPOB1 Yy JOPOCNIUX CTaHOBUB 7 *+ 1 roguHy i He 3arexkasn
Bifl 103H, IIJITXY BBeeHHS a00 MOBTOPHOT0 3aCcTOCyBaHHs. CepeHil 3arabHUM KIIipeHC CTAHOBUB
0,96 MI/XB/KT.

OCHOBHa KiNbKiCTb IIpernapary, B cepefHboMy 95 % 031, BUBOAUIIACS HUPKaMu (mpubau3uo 93 %
003U BUBOAUIIOCS NMPOTsATroM 48 roguH). 3 KanoMm BuBogunocs nuiie 0,3 % go3mu.

KymynsiTuBHe BUBELEHHS 3i ceuelo JIeBeTHpalleTaMy Ta 0T0 OCHOBHOTO MeTaboJIiTy cTaHOBUIO 66 %
Ta 24 % Bifg 0o3u BigmoBigHO B nepiui 48 rogud. HupkoBuy KiipeHc neBeTupaleraMmy Ta ucb L0O57
cTaHOBUTH 0,6 MJI/XB/KT Ta 4,2 MJI/XB/KT BIiIIOBIgHO, 1110 CBIiIYUTH IIPO BUBE[EHHS JIeBeTUpaleTaMy
IIJISIXOM TJIOMEePYIISIPpHOI (GinbTpaliil 3 mogasnbInoo peabcopbiiieto y KaHabIIX i 110 OCHOBHUM



MeTaboJIiT TaK0K BUBOAUTHCS LIISIXOM aKTUBHOI KaHAJIBbIIEBOI CEKpPEllil AOOAaTKOBO A0 TIIOMEPYJIIPHOl
GbinpTpatil. BuBeneHHS meBeTHUpaleTaMy KOPEJIOE i3 KIipeHCOM KpeaTHHIHY.

ITauieHmu AimHb020 BIKY

Y nmatuieHTiB NiTHHOTO BiKy Ilepiof HamiBBUBeOeHHS 3pocTae npubnu3no Ha 40 % (10-11 rogun). e
II0B’S13aHO 3 NMOPYIIEHHSIMHU (PYHKINI HUPOK Yy AaHOl momy il (AuB. po3nin «Cmocid 3acToCcyBaHHS Ta
DO3U»).

ITopyweHHA PYHKUiIT HUPOK

Bupumuii 3arajibHUM KITipEHC JieBeTUpalleTaMy Ta Moro OCHOBHOTO MeTaboJIiTy KOpenoe i3
KJIipeHCOM KpeaTHHiHy. TOMy nallieHTaM i3 IOMIpHUMHU Ta TIXKKUMU OPYIIEHHIMU (PYHKITI HUDOK
PEKOMEH[IYEThCSI KOPUTYBATHU MiATpUMY0uy 0000BY 003y JIeBeTUpalleTaMy BilIOBigHO OO KIlipeHCY
KpeaTuHiny (muB. po3min «Crocib 3aCTOCyBaHHS Ta JO3U»).

Y nmauieHTiB 3 aHypi€io y TepMiHanbHIN cTafil XBOpoOM HUPOK Mepiof HamiBBUBEOEHHS CTAaHOBUB
npubnu3no 25 Ta 3,1 roguHM BiAMOBIAHO y mepiox Mix ceaHcaMu [iasi3y Ta Iif yac #0ro
npoBefeHHd. [IpoTarom TUmoBoro 4-ropMHHOTO CeaHCy Aianidy BuBogunocs 51 % nesBetupaleTamy.

ITopyweHHA PYHKUII neviHKu

KripeHc neBeTupaleTamMmy He 3MiHIOBABCS Y MALi€HTIB 3 JIETKUMHU Ta IOMIPHUMHU OPYLIEHHSAMU
GbyHKLi medinku. Y GiNbIIOCTI MAIlieHTiB i3 TAKKUMU MOPYIIEeHHIMU QYHKIIII TeYiHKY KITipeHC
neBeTupaleTaMmy OyB 3HUKeHUM Oinbin Hik Ha 50 % BHACIZOK CYyIyTHHOTO MOPYIIEHHS QYHKII
HUPOK (muB. po3ain «Crocib 3acTOCyBaHHS Ta [O3W»).

ITediampuyHa nonyaauia
Himu sikom 4-12 pokis

[Ticns 3acTocyBaHHS pa30Bol 1034 (20 MI/KT) AiTSIM, XBOPUM Ha eIiNienciio (BikoM Bifg 6 mo 12 pokiB),
nepion HalliBBUBEEHHS JeBeTUpalleTaMy CTaHOBUB 6 roguH. BuguMuil KiiipeHC, BiIKOPUTOBaHUY 3
ypaxyBaHHAM MacH Tina, OyB npubnu3Ho Ha 30 % BULUM, HiXK Yy JOPOC/INX NAIi€eHTIB 3 eMinenciero.
[Ticrst MOBTOPHOTO IEpPOPabHOr0 3acTocyBaHHs (20-60 Mr/kr/mo0y) y XBOPUX Ha eIinernciio miTei
(Bikom 4-12 pokiB) neBeTHpaleTaM BCMOKTYBaBCs WBUAKO. C, .. Y Ma3Mi KpOBi focsaranacsa yepe3
0,5-1 ropuny nicns npuromy po3u. C,.. Ta Ioila Iif papMaKOKiHETUYHOI KPUBOK «KOHILIEHTpAaIlis-
yac» (AUC) 3pocTanu NiHilHO i 3ayexkanu Bif mo3u. [lepion HamiBBUBeeHHS CTaHOBUB IPUOINU3HO 5
TOOWH, BUOUMHUM 3arajlbHUM KilipeHc - 1,1 MI/XB/KT.

KrinigHi xapaKTepHCTHKH.
IToka3zanHus.
MoHoTeparmis (mpemnapaT IepiIoro Bubopy) Ipu JIiKyBaHHi:

- TapliaJbHUX HamafiB i3 BTOPUHHOIO reHepani3alieto abo 6e3 Takol ¥ JOPOCHUX i mimIiTKiB BikoM
Bif 16 pOKiB, y SIKUX BIIepIlle AiarHOCTOBAHO eMiJIencito.

4K momaTKOBa Teparisi Ipu JIiKyBaHHi:



- TapliaJbHUX HaNafiB i3 BTOPUHHOIO reHepati3allieto abo 6e3 Takol Y JOPOCTHUX i IiTed BiKOM Bif 6
POKiB, XBOPUX Ha eIijencio;

- MIOKJIOHIYHUX CYAOM Yy LOPOCTIUX i MiAMiTKiB BiKOM Bifi 12 POKiB, XBOPUX Ha I0OBEHIJIbHY
MIOKJIOHIUHY eIiencio;

- TMEepPBUHHUX reHepani30BaHUX TOHIKO-KJIOHIYHUX HamafiB y JOPOCIUX i MiAMiTKiB BikoM Bif 12
POKiB, XBOpPUX Ha ifjionaTU4yHy reHepasi3oBaHy emierncito.

IIpomunoka3aHHs.

[TigBuIeHa YyTNIUBICTE [0 JeBeTHPalleTaMy abo [0 iHIMKMX MOXigHUX MiPOTiIOHY, a TAKOXK A0 Oy/Ib-
SIKOI 3 IOIIOMiKHUX Pe4YOBUH IIpelapary.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
IIpomuenizenmuyuHi npenapamu

KrniniyHi faHi, 0TpuMaHi 3a y4acTiO JOPOCIINX MallieHTiB, BKa3yl0Th Ha Te, ILI0 JeBeTupaleTaM He
BIIJINBA€ Ha CUPOBATKOBY KOHILIEHTPAIIIO iCHYI0YHX MPOTUEMIIENITUYHUX IIpemnapariB (PpeHiTolH,
KapOamaseIliH, BaJIbIIpOEBa KUCIOTa, peHoOapOiTasi, TaMOTPUIXKKMH, rabaeHTHH i MpuMiloH), a
BOHH, 3i cBOro 00Ky, He BIIJIUBAIOThH Ha (papMaKOKiHETHKY JieBeTHupaleTaMy.

BipcyTHi maHi momo KiniHiYHO 3HAYYIIOI B3aEMOil TiKapCchKOro 3aco0y y MallieHTiB AUTAYOTO BiKY, SIK
i y mopocnux, siki orpuMyBanu g0 60 Mr/Kr/mo0y neBeTupaleTamy.

PeTpocmekTuBHa OIliHKa ¢hapMaKOKiHETUYHOI B3aEMOIil ¥ AiTeH i miAmiTKiB 3 eminencieio (BikoM Bif 4
no 17 pokiB) migTBepAuia, 0 4OJATKOBA Tepallisd 3 IepopalbHUM 3aCTOCYBaHHSIM JIeBeTUpalleTaMy
He BIUIMBAJIa Ha PiBHOBAXKHY CHPOBATKOBY KOHIIEHTPAIIil0 KapOaMa3eIiHy Ta BaJlbIpPoary, sKi
3aCTOCOBYBaju 0gHO4YacHO. OfHaK gaHi CBiAYaTh PO Te, 110 KiIipeHC neBeTupanetamy Ha 20 %
BUIIUY Y OiTeH, aKi mpuiimMaoTh GepMeHTOBMIiCHI MpoTucymomMHi 3acobu. Kopekiris mo3u He moTpibHa.

ITpobeHeyud

[Tpo6enernun (500 Mr 4 pa3u Ha mo0y) - Ipemapar, 10 6JI0KyEe CeKpeliio HUPKOBUX KaHalIbIIiB,
IPUTHIYY€Ee HUPKOBUH KJTipeHC OCHOBHOT'O MeTaloJIiTy, ajle He caMOro jieBeTupaleramy. OmHaK
KOHIIEeHTPaIlil IIbor0 MeTaboliTy 3aIUIIal0TECS HU3bKUMH.

Memompexcam

[ToBigoMisAniocs, 110 OGHOYACHE 3aCTOCYBaHHS JIeBeTHpaleTaMy 1 MeTOTPEeKCaTy 3HUXKYE KIIpeHC
METOTPEKCaTY, III0 MPU3BOAUTH [0 30iTbIIeHHs/TO0BXKEeHHS KOHIIEHTPAllil METOTPEeKCcaTy B KPOBi 10
IIOTEHIIINHO TOKCUYHOTO PiBHS. PiBeHb MeTOTpEKCaTy i JieBeTUpaneTaMy B KPOBi CITifl peTeNlbHO
KOHTPOJIIOBATH Yy TALIEHTIB, Ki OTPUMYIOTH JIIKyBaHHSA [BOMA IIpelriapaTaMy OOHOYaCHO.

ITepopaavHi KOHMpayenmueu ma (papMakokKiHemu4yHa 83aemo0is 3 IHWUMU npenapamamu

JleBeTuparnetaM y m060Bi# mo3i 1000 Mr He 3MiHIOE papMaKOKiHETHKY ITepPOpabHUX ITPOTHU3ATUIIIHUX
3acobiB (eTuHiNEeCTpafiony i TeBOHOPrecTpeny); eHNOKPUHHI T0OKa3HUKH (piBeHb MI0TEIHi3yI040ro
TOPMOHY Ta IIPOTeCTEPOHY) He 3MiHIoBanucs. JleBeTupaneraM y fo6oBii nosi 2000 Mr He 3MiHIOE
(hapMakKoKiHEeTUKY TUTOKCUHY i BaphapuHy; 3HaUEHHS MPOTPOMOIiHOBOTO YacCy 3ajIAIIaNocs



He3MiHeHUM. [[UTOKCHH, IepopasibHi TPOTU3aIIifHI 3acobu i BapdapuH He BIJTMBAIOTH Ha
(dbapMakoKiHETHKY JeBeTUpalleTaMy IIPU OOHOYACHOMY 3aCTOCYBaHHI.

ITpoHocHi 3acobu

B okpeMux BUIagKax MOBiIOMJISIN PO 3HUXKEHHS e(EeKTUBHOCTI JIeBeTUPalleTaMy IIPU OTHOYaCHOMY
3aCTOCYBaHHI OCMOTHYHOT0 IIPOHOCHOTO 3ac00y MaKpOToJly 3 IepopajbHUM JieBeTupaleTaMoM. ToMy
He CJIif IpUiMaTi MaKporoJl IepopaibHO IPOTSATOM OfHI€l TOOUHYU [0 Ta IPOTATOM OfHi€l TONUHA
IiCJIs IPUIOMY JIeBeTUpalLleTaMy.

Irca ma anxozonb

Crymninb BCMOKTyBaHHS JiIeBeTHpalleTaMy He 3aJIeXUTh Bifl BXXWBAHHS 1XKi, ajie MBUOKICTh
BCMOKTYBaHHS [eIl0 3HMKEHA y pa3i mpuiioMy mif dac inu. HeMae gaHNX Ipo B3a€MO[i0
JieBeTHpaneTaMy 3 alKoroJeM.

Oco6.1ueocmi 3acmocyeaHHs1.
Hupkoea HedocmamHicmb

[TamieHTH i3 HUPKOBOIO HEOCTATHICTIO MOXKYTh NMOTPeOyBaTH KOPEKIIil 03K JIeBeTHpalleTaMy.
[MarienTaM i3 TAXKKUMYU NOPYLUIEHHAMYU QYHKII TeUiHKY PEKOMEHAYETHCS IPOBECTHU OLIHKY QYHKII
HUPOK IIepef TUM, SIK BU3HA4YaTH J03y Ipemnapary (ous. po3nin «Crnocib 3acToCyBaHHS Ta LO3U»).

T'ocmpe ypasiceHHs HUPOK

3acToCyBaHHA JeBeTUpaleTaMy AyXKe PifKo CYyIPOBOAXKYBAIOCSA TOCTPUM YpaxKeHHSIM HUPOK, Jac Jo
BHHHKHEHHS IKOT'0 KOJIMBABCS Bil MEeKiJIbKOX OHIB 0 OEeKiIbKOX MiCSIIiB.

3azanvHull aHaai3 Kpoei

Bynu onucaHi pigKi BUagKy 3HUKEHHS KiTbKOCTI KJIITUH KPOBi (HEUTPOIIEeHis, arpaHyJIOLUTO3,
JIeUKOIIeHis, TPOMOOIIUTOIEHid 1 TAaHIIUTOIEHiq) y 3B’ 43Ky 31 3aCTOCYyBaHHSM JIeBeTHpalleTaMy,
3a3BUYall Ha [TOYATKY JiKyBaHHS. PEKOMEHOYyEThCSA IIPOBOOUTY ITIOBHUY aHaJsli3 KPOBIi IallieHTaM, y
SIKMX CIIOCTEPIraeThCsl 3HaYHa CJIabKiCTh, rapsyka, peuuauBHi iHdekii abo mopyieHHsT 3rOpTaHHS
KPOBi (muB. po3min «Ilo0iuHi peakirii»).

Cyiyuo

Y nanieHTiB, sIKi OTpUMYyBaJIH JIiKyBaHHS IPOTUENIIENTUYHUMY [IpelilapaTaMu (y T. 4.
JeBeTUpaleTaMoM), Bii3Ha4aIuCs BUMIAAKK CYIlUAY, CIIpo0 cyinuny, cyiuuaanbHUX OIyMOK Ta
oBediHKM. MeTaaHasli3 pe3ybTaTiB paHAOMi30BaHUX I1ale00-KOHTPOIbOBAHUX BUIIPOOYBaHb
IPOTUEMINIENITUYHUX JTiKapChKUX 3ac00iB MOKa3aB fiesike 30ibIIeHHS PU3UKY BUHUKHEHHS
cyluMpganbHUX JYMOK Ta MOBeHiHKM. MexaHi3M BUHMKHEHHS TaKOTO PU3UKY He BUBYEHUH. Y 3B'I3KYy 3
HasIBHICTIO TAKOT'0 PU3UKY CTaH IMAIiEHTIB CJIifi KOHTPOJIIOBATH IIOA0 O3HAK JeNpecii, CyinuaanbHIX
IYMOK Ta TIOBE[iHKM i Mpu HeoOXimHOCTI KopuryBaTu iikyBaHHs. [TauieHTiB (abo ix omikyHiB) cig
TIOTIEPeUTH ITPO HeoOXigHICTh MOBiTOMISATH PO OyIb-IKi CUMIITOMHE [elNpecii, CyiluganbHUX TyMOK
Ta IIOBEIHKY CBOEMY JIiKaplo.

He3ssuuHa abo azpecusHa nogediHKa



JleBeTHpalleTaM MOXKe CIPUYUHUTH IICUXOTUYHI CUMIITOMY Ta MOPYILIEHHS MOBEAIHKY, BKIII0Yal04yu
OPaTiBIUBICTh Ta arPECUBHICTh. 3a NallieHTaMU, gKi IPpUUMaTh JieBeTUpaleTaM, CIIif CIoCcTepiratu
IIIOI0 PO3BUTKY IICUXIYHUX O3HAK, IO CBiqYaTh PO BaXK/IUBi 3MiHK HACTPOIO Ta/abo 0COOUCTOCTI.
[Tpu nosiBi TaKol IIOBEiHKY PEKOMEHIYETLCS afalTyBaTH JIiKyBaHHS a00 IMOCTYIIOBO HOT0 BiIMiHUTH.
[Tpu HeoOximHOCTI BimMiHM NiKyBaHHS OUB. iHGopMarriio y po3mini «Crocib 3acTocyBaHHS Ta HO3U».

3azocmpeHHs Hanaois

4K i mpu 3acTOCyBaHHI iHINX IPOTHEMINIENITUYHUX JTiKapChKUX 3ac00iB, 3aCTOCYBaHHS
JIieBeTHpalleTaMy Moxe 3pifgKa 30imbIMTH 4acToTy abo TAXKKicTh Hamany. [1po 1eit mapagoKcanbHUN
eeKT HalyacTillle MOBIIOMIISAIIU IPOTATOM IIE€PILIOTr0 MiCAILS MiCd I04YaTKy 3aCTOCYBaHHSA
neBeTHpaleTamy abo mpu migBuieHHi go3u. Llet epekT OyB 000POTHUM ITiCIIST TPUITUHEHH S
3aCTOCYBaHHS JIiIKapChKOT0 3aco0y abo mpu 3MeHIleHHi 103u. I1alieHTaM CIif mopaguTyd HeranHo
3BEPHYTUCS 3a KOHCYJBTAIIEI0 N0 IXHBOTO JIiKaps y pa3i 3arocTpeHHs erninencii. Hanpuknapm,
TIOBiIOMJISINIOCS IIPO BiACYTHICTh e(heKTUBHOCTI abo MOTipIIeHHs Cy0oM y Ialli€eHTiB 3 eminerncieo,
TII0B’513aHOI0 3 MyTalligMu anbda-cyOomrHUIl 8 HaTPieBOro MoTeHIlian3anexkHoro kaHany (SCN8A).

ITodoesacenHna inmepsany QT Ha enekmpokapdioepami (EKI')

[IpoTAroM IOCTMapPKETHHTOBOTO CIIOCTEPEXKEHHS IIOBITOMIISIIM IIPO PigKi BUMAAKK IIOJOBXKEHHS
intepBany QT na EKT'. JIeBeTupaiietam ciifi 3 06epeXHiCTI0O 3aCTOCOBYBATH TallieHTaM i3
nofoBKeHHAM iHTepBany QT, maiieHTaMm, sIKi 0qHOYaCHO IPUIMAaIOTh JIiKapChKi 3acobu, 110
BIIJIMBAIOTH Ha iHTepBasn QT, Ta mallieHTaM i3 BigmoBigHMMM HAasIBHUMU 3aXBOPIOBAaHHSIMU CepIlst a0o
eJIeKTPOTITHUM [ucOaraHCoOM.

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

HasBHi maHi om0 fiTel He CBig4aTh IIPO iCHYBaHHS BIJIMBY Ha PO3BUTOK 1 CTaTeBe NO3PiBaHHSA.
OpHak gOBTOCTPOKOBUY BIIJIMB Ha 3[ATHICTh N0 HaBYAHHS, iHTEIEKT, PO3BUTOK, eHIOKPUHHI (QYHKIII,
CTaTeBe [03PiBaHHA 1 PENIPOAYKTUBHY (DYHKIIIIO y AiTel 3aIUIIAa€ThCSI HEBIIOMUM.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py0010.
KiHKY PenponyKTUBHOIO BiKy

CnenuianbHi peKOMeH[alil Cllifg HajaT KiHKaM peIpPOAyKTUBHOTO BiKy. JIiKyBaHHS JIeBeTHpaleTaMoM
NOTPiOHO MEePerisHyTH, SKIO XKiHKa MJIaHy€e BaTiTHICTD. fK i Mpu 3acTOCyBaHHI BCixX
IIPOTUEMINIENITUYHUX 3ac00iB, CITiJ YHUKATH PAIllTOBOI BiMiHU JIeBeTHpalleTaMy, OCKiJIbKY Ile MOXKe
IIPU3BECTH 10 Halagy CygoM, II0 MOXKe MaTé CeMpO3Hi HACiAKY AJig XKiHKYM Ta HeHapOKeHOl
OUTUHYU. Y pa3i MOXKJIMBOCTI CIlif BiffjaBaTH IepeBary MOHOTepalil, OCKiTbKY JTiKyBaHHS AeKiTbKoMa
IIPOTUEMINIENTUYHUMY 3acobamMu MoxKe OyTH IIOB’si3aHe 3 BUIIUM PU3UKOM BPOIXKEHUX Bafl, HiXK IIPH
3aCTOCYBaHHI MOHOTepaIrii, 3ajekHo0 Bif KoMOiHallii mpenapartis.

BaritHicTh

Benuka KinbKiCTh IOCTMapKETUHTOBUX aHUX, OflepKaHUX Bifl BaTiTHUX XKIHOK, IKi 32aCTOCOBYBaJIu
neBetupaneTaM (6inbmie 1800 xkiHok, cepen sikux 1500 KiHOK 3aCTOCOBYBasu IIpenapar npoTsarom I



TPUMECTPY), He CBif4aTh PO MiABUILIEHNN PU3UK 3HAYHUX BPOAKEHUX Baf. I[CHye TiTbKU 0OMexKeHa
KiJIbKiCTh JAHUX PO PO3BUTOK HEPBOBOI CUCTEMH [HiTeH, SIKi 3a3Ha/IM BIIMBY MOHOTEpaIil
JeBeTupaleTaMmoM in utero. OgHaK icHyiwoui emigemionoriuni gocmigxkenus (mpubnausuo 100 mitei) He
CBig4aTh Mpo MifBUILIEHUHN PU3UK Po371afiB abo 3aTPUMKH PO3BUTKY HEPBOBOI CHCTEMH.
JleBeTupalleTaM MOXKHa 3aCTOCOBYBaTH Y IIePiof BariTHOCTI, SIKIIO IiCJIg PeTeNIbHOI OLiHKY I1e
BBaXKa€THCA KITiHIYHO HEOOXigHUM. Y TaKOMYy pa3i peKOMEeHIY€EThCS 3aCTOCOBYBATH HAaWHUXKYY
e(peKTUBHY T03y.

®i3i010Ti4HI 3MIiHU B [IEPIOf BariTHOCTI MOXYTh 3MIHIOBATU KOHIIEHTpPALiI0 JieBeTupaueTtamy. [1ig yac
BaTiTHOCTI CIIOCTepiranocs 3HUKEHHS II7Ta3MOBOI KOHIIEHTpallil 1eBeTHupalieTaMy. Take 3HUXKEHHS
HaibineIn Bupaxene y III TpumecTpi (o 60 % Bim BUXimHOI KOHIIEHTpAIlii {0 BariTHOCTI). Crin
3a0e3MevyuTy HalleXXHUM KITiHIYHWM HaTJIs] 3a BariTHUMU XiHKaMu, SIKi OTPUMYIOTh JIEBETHpAlleTaM.

[Iepion rogyBaHHSA TPYAOI0

JleBeTHpalieTaM IIPOHUKAE ¥ TPYIHE MOJIOKO XKiHKM. TOMY rOOyBaHHS I'PYAOI0 HEe PeKOMEHIOBaHe.
OmHak SIKINO JIeBeTUpalleTaM HeoOXiIHO 3aCTOCOBYBATH Y MePiofl TOOYBAHHS T'PYIOIO, CIIifl 3BaXKUTH
KOPUCTh Ta PU3UKHM JIIKYBaHHS Ta BaXK/IUBICTh TOMyBaHHS TPYIIIO.

Bronus Ha penpoOvKTUBH HKIIIIO

He BusiBNIeHO BIJIUBY Ha PENPOAYKTUBHY (DYHKIIIO ¥ TBapuH. [I0TeHIINHNYN PU3UK OJIg TIOOUHU
HEeBIIOMUH, TOMY 1LI0 HeMa€ JOCTYIIHUX KITIHIYHUX JaHUX.

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

JleBeTupaleTaM He3HAYHO a00 MOMiPHO BIIMBA€E Ha 3[ATHICTh KEPYBATH aBTOTPAHCIOPTOM abo
IIpaltoBaTy 3 IHIIMMU MeXaHi3MaMu. Yepe3 MOXIIUBY iHOUBIAyaIbHY Yy TIUBICTE AesKi MallleHTU
MOXKYTb BiJ3Ha4YaTy COHJIUBICTh, 3allaMOPOYEHHS Ta iHIII CUMIITOMH, [I0B’I3aHi i3 BIJIMBOM Ha
IIeHTpaIbHy HEPBOBY CUCTEMY, 0COOIMBO Ha MOYaTKY JIiKyBaHHS a0 y mpoiieci 30inbiIeHHs 103H1.
Tomy TakuM nalieHTaM ciif 0yt 06epeXHUMH, 3aiMal0YuCh AisNIbHICTIO, 10 MOTPe0ye MigBUIIEHOI
KOHIIEHTpAIlil yBaru, HallpuKJIafd Ipu KepyBaHHi aBTOM0OisieM ab0 poOOTi 3 iHIMMMHU MeXaHi3MaMu.
[TamieHTaM PEKOMEHOYEThCS YTPUMYBATHUCS Bil KePYBAHHS aBTOTPAHCIIOPTHUMH 3aco0aMu Ta PoOOTH
3 iHIIMMU MeXaHi3MaMH, TOKU He OyZe BCTAHOBJIEHO, 110 IXHS 3MATHICTh 3aliMaTUCS TaKOI0
OiAIBHICTIO HE NOpYILIeHa.

Cnocid 3acmocyeaHHsi ma do3u.

TabmeTKu crifg mpuiMaT BHYTPIITHbO, 3alIMBal0OYX JOCTATHHOIO KiNIbKICTIO PimuHY, pa3oM 3 ixketo abo
6e3 Hei. [Ipu mepopalIbHOMY 3aCTOCYBaHHI JieBeTHpalleTaM MOXKe MaTH TipKuM IIpHCMaK.

o60By 103y PO3MOMINMKATYA Ha 2 OOHAKOBI 103M.

[TapiianbHi Hamagu

PekxoMeHOoBaHa go3a Oy MOHOTeparil (malieHTy BiKoM Bif 16 pokiB) Ta mOOATKOBOI Teparlil €
OJHAKOBOIO Ta 3a3HaYeHa HUXKYE.



Yci nokasanug

Hopocsi (= 18 pokiB) ma nioaimku (8ikom 8i0 12 0o 17 pokis) 3 macorw miaa 8iod 50 ke

[TouaTKOBa TepamneBTUYHa f03a cTaHOBUTL 500 Mr 2 pa3u Ha mo0y. Lle moyaTkoBa [03a, 1110
IPU3HAYaAETHCS Y MEePIInii JeHb NTiKyBaHHg. OgHaK HKUXK4Ya 1moyaTkoBa go3a 250 Mr 2 pa3u Ha f00y
MoxKe OyTH 3aCTOCOBaHa JlikapeM Ha OCHOBI OI[iHKY 3MEHIIIEHHS YaCTOTH Cy[IOM ITOPiBHSIHO 3
NOTEeHIINHUMY MOOiuHNMY peakuisMu. LIg mo3a moxke 6yTu 36imbineHa qo 500 Mr 2 pa3u Ha go0y
yepes 2 THXKHI.

3asiexHO Bif KJTiHIYHOI KapTUHHU i TEPEHOCUMOCTI ITpemnapaTy K060By K03y MOKHa 30iIbIINTH 10
MakcumanbHOl 1500 Mr 2 pasu Ha mo0y. 3miHioBaTu 703y Ha 250 mMr a6o 500 Mr 2 pa3u Ha mo0y
MOXKHa KOXKHIi 2—4 TUXKHI.

[limu gikoM 8i0 6 pokie ma nidaimku (8ikom 8i0 12 0o 17 pokig) 3 Macow miaa meHwe 50 Ke

Jlikap mMOBUHEH IpPU3HaYaTH HaWOiNbI BignoBigHy niKapchky GopMy, 0O3yBaHHS Ta (GOPMY BUITYCKY
3aJIe’XHO Bifl MacH Tina, BiKy Ta fo3u. [HdopMallito mogo Kopekiil Jo3yBaHHS 3aIeKHO Biff MacH Tifla
OUB. V po3Oiii «[IiTu».

IIpunuHeHHA AIKYBAHHA

Y pagi HeoOXimHOCTI TPUIUHEHHS IPUIOMY IIperapaTy BiIMiHY PEKOMEHAYETLCS TPOBOOUTH
IIOCTYIIOBO (HAIPUKIIAM, OIS JOPOCIHNX Ta MifIiTKiB 3 Macoio Tina 50 Kr Ta Oinbile - 3MeHITyBaTH
no3y 500 mr 2 pa3u Ha 0o0y KoxHi 2—4 THXKHI; [7g [iTel Ta MiIiTKiB 3 Macoio Tina MeH1e 50 KT
-3MeHIIIyBaTH Pa30By 03y CJIif He Oinbine Hik Ha 10 Mr/Kr 2 pa3u Ha fo0y KOXKHi 2 TUXKHI).

Oco6nuBi TpyIy NallieHTIB
ITauieHmu aimHb020 BIKY (8iKoM 8i0 65 pokKie)

Kopekiiisg no3u peKOMeHYETHCS MallieHTaM JIiTHBOTO BiKy 3 IOPYIIEHHAMHU (DYHKIIil HUPOK (OUB.
po3min «HupkoBa HEIOCTATHICTH).

Hupkoesa HedocmamHicmb

ITob6oBa mo3a mMoBMHHA OyTH iHOMWBiTya/IbHO CKOPUTOBaHA BifTIOBIMHO [0 CTaHY (QYHKIIOHYBAaHHS
HUPOK.

II71s1 KOPUT'YBaHHS 03U NOPOCIIMM BUKOPHUCTOBYBATH HaBeNeHY HUKYe TaOIHITO.

I KopuryBaHHS 003U 3a Tabnuiero HeoOXiqHO BM3HAUUTU piBeHb KiipeHcy KpeaTuriny (KK) y
MJI/XB.

KK mnst mopocnux Ta migIiTKiB 3 Macoro Tina 6inmbine 50 KT MOXKHA pO3paxyBaTH, BUXOOSIYH 3
KOHIIEHTpAallil CHPOBAaTKOBOTO KpeaTHHiHY, 3a (OPMYJIOI0:

[140 — Bik (poku)] X Maca Tina (xr)

KK (M1/xB) x 0,85 (mmsa XKiHOK).

72 x KK cupoBaTKu KpPOBi (MT/mm)



[Totim KK Kopurysatu BigmoBigHO [0 mioili moBepxHi Tina (I1I1T), K moka3aHO garti:
KK (mm/xB)

KK (mm/x8/1,73M%) x 1,73.

[T nauierTa (M%)
Tabnuis 1

Pexum mo3yBaHHS IIpX HUPKOBIiM HEJOCTATHOCTI AJI JOPOCIUX Ta MifJIiTKIB 3 HUPKOBOIO
HEeIOCTaTHICTIO 3 Macoo Tijia Oinmbire 50 Kr

CrymiHb TSXKKOCTi HIPKOBOI Kinipenc PexuwMm mo3yBaHHA
HeIOOoCTATHOCTI KpeaTUuHIHY

(mn/xB/1,73 M?)
HopmanbHa GQYHKIIS HUPOK >80 500 - 1500 mr 2 pa3u Ha go0y
Jlerkui CTyIiHb 50-79 500 - 1000 mr 2 pa3u Ha {00y
CepenHiii CTymiHb 30-49 250 - 750 mr 2 pa3u Ha noby
TSIXKUM CTYIIiHD < 30 250 - 500 Mr 2 pa3u Ha mo0y
TepMiHaneHa cTafis (MAIi€HTH, SKi - 500 - 1000 mr 1 pa3 Ha go6y"

nepeGyBaioTh Ha Aiamisi'")
Wy IePIINUM IeHb JIiKyBaHHS JIeBeTHpalleTaMOM PeKOMEHOY€EThCS IPHIOM HaBaHTaXKyBaIbHOl 03U
750 mr.

@Micna giamisy peKoMeHAy€eThCS IPUIOM HOAaTKoBoi [o3u 250-500 Mr.

IIns miTe# 3 HUPKOBOIO HEOOCTATHICTIO MO3Y JIeBeTHPalleTaMy HeoO0XimHO KOPUTYBATH BiIIIOBIIHO [0
GYHKIII HUPOK, OCKINIBKY KITIpEHC JIeBeTupaleTaMy II0B’93aHUM i3 QPyHKITi€0 HUPOK. Llga
PEeKOMeHpalis I'PYHTYEThCS Ha AOCIIXKEHH] 3 y4acCTIO JOPOC/INX MAliEHTIB i3 IOPYIIEHHAMN (YHKII1
HUPOK.

s nigmiTkis, giten Ta HeMoBnAT KK y min/xs/1,73 M’ MOXKHA po3paxyBaTH 3 OrJIsIgy Ha

KOHIIEHTpAIlil0 KpeaTHHIHY B CUPOBATII KPOBi (MI/Oj1), BAKOPUCTOBYIOUH Taky ¢popMyiny (popmysa
[IBapia):

3pict (cm) X ks

KK (mn/x8/1,73 M?)

KK cupoBaTku KpoBi (Mr/mn)

Y piteit BikoM 10 13 pokiB Ta migmiTKiB-giBuaTok ks = 0,55, y mignitkis-xnomnuis ks = 0,7.



Tabmnuig 2

PexomeHpanii oo KOpekIil 4o3u Ay giTed (BiKoM Bif 6 POKiB) Ta MifIiTKiB i3 MOPYIIEHHSIMU
GyHKII1 HUPOK 3 Macolo Tifa MeHIie 50 Kr

CTymiHb TSIKKOCTi HUPKOBOI Kiipenc [liTy BikOM Bif 6 pPOKiB Ta MiAIiTKH 3
HeIOCTaTHOCTI KpeaTUHIHY Macoro Tina Mermre 50 kr'”
(mi1/xB/1,73 M%)

HopMmanbHa QyHKIIS HUPOK > 80 10-30 mr/xr (0,10-0,30 mii/kr) 2 pa3u Ha
mo0Oy

Jlerkuil CTymiHb 50-79 10-20 mr/kr (0,10-0,20 mm/Kr) 2 pa3u Ha
100y

CepenHil CTYIiHb 30-49 5-15 mr/kr (0,05-0,15 mm/kr) 2 pa3u Ha
no6y

TSIKKWU CTYIIiHb < 30 5-10 mr/kr (0,05-0,10 mm/kr) 2 pa3u Ha
no6y

TepMiHanbHa cTafis (mamienTu, | 10-20 mr/kr (0,10-0,20 mn/kr) 1 pa3 Ha

fKi mepebOyBalOTh Ha miasmisi) no6y %

Onsa mosyBaHHs fo 250 Mr, A/ 03, He KpaTHUX 250 MT, KONM PeKOMeHj0BaHe J03yBaHHI
HEMOKJIMBO OTPUMATH MIPUMOMOM [IeKiTbKOX TaO/IeToK, a TaKOXK [/ Malli€HTiB, SKi He MOXKYTh
IIPOKOBTHYTU TaOJIETKH, CIIiJ] 3aCTOCOBYBATH OpalbHUM Po3uuH eBeTupaneramy (100 mMr/m).

@Y nepmmii meHb NiKyBaHHS PEKOMEHIYEThCS 3aCTOCYBATH HaBaHTaXKyBaJlbHY 03y JIeBeTHPaIeTaMy
15 mr/xkr (0,15 mu/Kr).

“Micns giamisy peKOMeHAY€EThCA 3aCTOCYBaTH AOAATKOBY 703y 5—10 Mr/kr (0,05-0,10 Mi/KT).

ITeuiHkosa HedocmamHicmb

[TamieHTaM 3 JIETKUMU Ta MIOMipHUMH MOPYIIEHHIMU (PYHKIIII MeYiHKM KOPEeKIlis 103U He MoTpibHa. ¥
NAIiE€HTIB i3 TAXKKUMU IOPYIIEHHAME (YHKIIil IeYiHKU KJIipeHC KpeaTUuHiHy MOXKe He ITOBHOI Mipoio
BimoOpazkaTu CTYIiHb TSXKKOCTI HUPKOBOI HEIOCTAaTHOCTI. ToMy, SIKIIIO KJIipeHC KpeaTUHIHY
CTaHOBUTL < 60 My1/xB/1,73 M’, MiATPUMYyI04y f060BY 03y PEKOMEHYEThCS 3MeHIIUTH Ha 50 %.

Himu

Jlikap MOBUHEH MPU3Ha4YaTH HaMOiNbII BiITOBIgHY MiKAapChKY (GOPMY, 0O3YBaHHS i POPMYy BUIIYCKY
JieBeTHpalleTaMy 3aJeXKHO Bif BiKy, MacH Tifna i [O3u.

JleBeTupatieTaM y popMi TabIEeTOK HE PEKOMEHIOBAHUY IJI 3aCTOCYBAHHS HiTSIM BiKOM 10 6 POKiB.
LIi#1 rpymi nanieHTiB 6a2kaHO 3aCTOCOBYBATH JIEBOTHpAlLeTaM y (GOpMi OPaIbHOTO PO3YHHY.

Kle TOT'0, HasIBHI OO3YBAaHHA TabJIeTOK He PEKOMEHOOBAHO OJIsA IIOYATKOBOT'O J'IiKYBaHHH )IiTefI 3



Macor0 Tina g0 25 KT, Ojs Nalli€HTiB, SIKi He MOXKYTh TPOKOBTHYTH TabIeTKH, ab0 [ 3aCTOCYBaHHS
no3 mo 250 mr. BikoBi 06MexkeHHs, 3yMOBJeHi (OpMOI0 3aXBOPIOBaHHS, HaflaHi y po3mini
«IToka3aHHS». Y BCiX BUILleHaBeeHUX BUIIagKaX CJIil pO3MOYNHATHU JIIKyBaHHS JIeBeTHpaLleTaMOM Y
dbopMi OpasbHOTO PO3UYUHY.

Monomepanis

Besmnexka Ta e(eKTUBHICTH 3aCTOCYBaHHS JIeBeTUPAlleTaMy K MOHOTepail JiTaM i migmiTkam BikoM
0o 16 pokiB He BCTAHOBIIEHI.

IlaHi BigCyTHi.

ITioaimku (8ikom 16-17 pokie) i3 macorw mina 8i0 50 Ke i3 napuiaabHUMu Hanadamu 3 8MOPUHHON0
2eHepasisauieto abo 6e3 makoi, y AKux enepwe 0iazHoOCMoBAaHo eniaenciio

IwuB. Buiile po3min «/lopocai (= 18 pokis) ma nioaimku (12-17 pokig) 3 macotw miaa 8id 50 Ke».

ITodamkosa mepania 045 dimeu sikom 8i0 6 pokis ma nidsimkis (8ikom 8i0 12 0o 17 pokis) 3 Macorwo
miaa meHwe 50 ke

HemoBnsiTaMm i miTsiM BikoM 10 6 POKiB 6akaHO 3aCTOCOBYBATH JeBeTHUpalleTaM y GopMi 0pabHOTO
PO3YUHY.

[iTsiM BiKOM Bifi 6 POKiB OpajibHUM PO3YMH JieBeTUpalleTaMy CJIifl 3aCTOCOBYBATH [JIs JO3yBaHHSA
npenaparty fo 250 mr, s go3, He KpaTHUX 250 MT, KOJIU PeKOMeH0BaHe N03YBaHHS HEMOXKJIIUBO
OTpUMATHU NIPUNOMOM [IeKiTbKOX Tab/IeTOK, a TaKOXK MJIS MAI[iEHTIB, IKi HEe MOXYTh IPOKOBTHYTHU
TabJIeTKY.

Il ycix mokKasaHb CITifi 3aCTOCOBYBaTH HalMeHIy e(peKTUBHY f03y. [loyaTKoBa g03a Oy AUTHUHU
abo migmiTka 3 Macolo Tina 25 Kr moBMHHA CTaHOBUTH 250 Mr 2 pa3u Ha fo0y, MakcuMaJjbHa [J03a -
750 Mr 2 pa3u Ha go0y.

Hitsim 3 Macoto Tina Ginbire 50 Kr o3yBaHHS [AJIA YCiX TOKa3aHb IPU3HAYaloTh 3a CXeMOIo,
HaBe[eHO0 IS JOPOCIIHX.

uB. Bullle po3min «lopocai (= 18 pokie) ma nidaimku (12-17 pokis) 3 macorw miaa 8id 50 k2» Ons
yCiX IT0Ka3aHb.

IlonomiosxcHa mepanis 045 Hemosaam 8ikom 8i0 1 0o 6 micsauie

HemoBnsiTaM 3aCTOCOBYIOTE IIpenapaT y ¢opMi OpaIbHOTO PO3YHHY.

Himu.

JleBeTupatetaM y ¢popMi TabIeTOK HE PEKOMEHOOBAHU I 3aCTOCYBAHHS HiTSIM BiKOM [0 6 POKiB.
OpasnbHuil PO3YKH JeBeTUpaleTaMy CIifi 3aCTOCOBYBaTU HEMOBJISITaAM BiKOM Bif 1 mMicaud i giTam
BiKOM 10 6 pPOKiB.

Ilepedo3yeanHns.



Cumnmomu

[Tpu nepeno3yBaHHi TeBeTUPalleTaMy CIIOCTEePiraaucs COHIUBICTh, 30yIKEeHHS, arpecis,
IIPUTHIYEHHS OUXaHHS, IPUTHIYeHHS CBiIOMOCTIi, KOMa.

JIikysaHHA

Y BUDagKy rocTporo rnepeno3yBaHHS He0OXiIHO MPOMUBATU LINYHOK a00 BUKIMKATH OI0OBaHHS.
CnenianbHOTO @aHTUAOTY HeMa€. [1pu HeoOXigHOCTI TPOBOAUTH CUMIITOMATUYHE JIIKyBaHHS, V T.4. 3
BUKOPUCTAHHSAM reMofianisy (BuBoauthcs A0 60 % nepetupainietamy Ta 74 % MepBUHHOTO
MeTabomiTy).

ITo6iuni peakuii.

HarttyacrTime moBigoMiIsiiocs mMpo Taki mobivHi peakiii sk Ha30(papHuHTIT, COHIUBICTh, TOJIOBHUM Oifb,
migBUIIleHa BTOMITIOBAHICTD i 3anmamopoueHnHs. [Ipodinb mobiyHUX peakiiiii, 110 HaBOJUTHCS,
I'PYHTYETHCS Ha y3arajibHIOI0YOMY aHali3i JaHuX 11a1e60-KOHTPOIbOBAaHUX KITiHIYHUX BUMIPOOYBaHb.
LTi maHi JOITOBHIOIOTHCA 3aCTOCYBAaHHAM JieBeTHPalLleTaMy y BiAMOBITHUX PO3LIMPEHUX BIIKPUTUX
MOCTiMKEHHSX, @ TAKOXK ITOCTMAPKETUHTOBUM HocBimoM. [Tpodins 6e3meky TeBeTHpaleTamy
3a3BUYall CXOXKUU y Pi3HUX BIKOBUX I'pPyIax (HOPOCIIi Ta AiTH) IPHU 3aCTOCYBaHHI 3a Pi3HUMH
BCTAHOBJIEHUMHU TTOKa3aHHSIMU MIPU EIIiencii.

[ToGiyHi peakiiii, mpo sIKi MOBIMOMIIANIOCS V KITIHIYHUX [OCHTIIXKEHHSIX (CTOCOBHO NOPOCIIHUX, TiATITKIB,
[iTel i HEMOBJIAT BiKOM Biff 1 Micsls) i IPOTATOM IIOCTMapKETUHTOBOTO IIEPioAy, lepepaxoBaHi B
tTabnmuii 3 3a KlJacaMu CUCTEM OPTaHiB 3 BU3HAUEHHSIM IXHLOI 4acTOTH. YacTOoTa BU3HAYAETHCS TAKUM
YUHOM: TykKe dacTo (= 1/10), gacto (= 1/100, < 1/10), HewacTo (= 1/1000, <1/100), pigko (=
1/10000, < 1/1000) i gyxe pigko (< 1/10000).

Tabmuis 3

Kiacu cucreM ['DYIIY 3a YacCTOTOI0

W [ly2Ke 9acTo HacTo HegacTto Pigko ﬂi}%

[HdekIii Ta

iHBa3il Ha3zogapuHrirt [Hdexis

3 60Ky [TpoMOOITHM-TOIEeHis,

[KpoBi Ta lTeMKOIeHis TTaHIUTOIIeHis,

miMmbaTraHol HENTPOIEHIs,

cucreMu QrpaHyIo0IUTO3

3 60Ky Peaxiiis Ha

iMyHHOI CUCTEMHU mikapchKuit 3aci6 3
eo3uHo(dimieio Ta
CHCTEMHUMHU
mposiBamu (DRESS),
rinepyYyTIuBiCTh
(BKJII0YAIOYM
QHTiIOHEeBPOTUYHUM
HaOpSIK i
aHadinakciio)

[TopylieHHA IAHOpEKCis 3HUKEHHS MacH Tifa, [inmoHaTpieMis

Xap4YyBaHHS Ta 30iTBIIIEHHST MACH TiNna

0OMiHYy peuyOBUH




CHCTEMH, OpraHiB
TPYOHOI KITITKH
Ta CEPeOCTiHHSA

[Mcuxiugi [enpecis, Crpo6u camory6cTBa, Cyiup, po3nanu (O6cecuBHO-
[pOo3MTagu BOPOXKICTBH/ CyluKMOanbHi TyMKH, 0COOHUCTOCTI, KOMITYJIbCUB-Hi
arpecis, TICUXOTUYHI Po3naaH, MOPYILIEHHS [pO3Nafu
TPHUBOXKHICTb, QHOMaJIbHa IoBeMiHKa, MUCJIEHHS, Oemipik
0e3COHHS, TaJTIONMHALI, THiB,
HEPBO3HICTH/ CILIyTaHICTE CBILOMOCTI,
MpaTiBNuUBiCTh MaHiuHi aTaky, abeKTUBHA
TabibHICTD/ 3MiHK
HACTPOIO, 30YIKEeHICTh
3 60Ky HepBOBOi |COHITUBICTH, Cymomu, IAMHE3is1, TOPYILIEeHHS XopeoaTeTo3s,
cucTeMu TOJIOBHUY Oifb  [TOPYIIEHHS raM’siTi, IOPyLUIEeHHS MUCKiHe3id,
[piBHOBary, |[koopmuHartii/ aTakcis, rinmepkiHesisd,
3amlaMopOYeH-Hs [TapecTesis, po3nanu [TOPYIIEHHS XONH,
eTaprisg, yBaru eHLIedaonaTis,
TpEMOp MTOCUJIEHHS CYHOM,
3TT0SIKiCHUY
HEeNPOJIeNTHYHUHN
cuHIpOM*
3 60Ky opraHis [TUNIOisl, PO3MUTICTD
30py 30py
3 00Ky opraHiB Bepturo
CITyXy Ta
[DiIBHOBaru
3 60Ky cepls TTogoBKEeHHS
inTepBany QT va EKI’
3 60Ky muxambHOI Karens

3 60Ky TpaBHOL Binb y XKUBOTI, [TaHKpeaTuT
crCcTeMU miapest,
TUCIIeICis,
0JII0BAHHS,
HygoTa
Cematobini-apHi BimxuneHHS Bif HOPMU [leuinkoBa
TOPYIIeHHS Pe3yNbTaTiB IEeYiHKOBUX [HEIOCTATHICTh,
mpo0 TermaTuT
3 60Ky HUPOK i [ocTpe ypaxXeHHS
Ce40BHUMIiNTb-HOI HUPOK
crcTeMu
3 00Ky LIKipH Ta BucunazHs IATIONIeIlisT, eK3eMa, [TOKCUYHUN
mTigIKipHol cBepOixk enimepManbHAN
KJTITKOBUHU HEKPOJIi3, CHHAPOM
CtiBeHCa- [[2KOHCOHA,
IMynmeTHGOPMHA
epuTeMa
3 60Ky KiCTKOBO- M’s130Ba C1a0KiCTh, Pabmomioni3 i
IM’s130BO1 cucTeMu Imianris MiOBUALIEHHS PiBHSA
Ta CIIOIYYHOL KpeaTuH(pochoKi-HaA3U
TKAHUHU y KpoBi*
3arambHi AcTeHis/
TOPYIIeHHS MigBUIIEHA
BTOMJTIOBA-HiCTh
[[paBMH, [TpaBMU
OTPYEHHS Ta
VCKIagHEeHHS
[IpoLenyp

*[TomumpeHiCTh 3HAUYIIO BUILA y ANOHIIIB IIOPIBHAHO 3 IallleHTaMU He ATOHCHKOI'0 IIOXOAKEHHS.

**T1im 4ac MOCTMapKEeTUHTOBOTO CIIOCTEPeKeHHS 3a¢hiKCOBAHO AyKe PiKiCHI BUIIaAKU PO3BUTKY
o0cecuBHO-KOMITYIbCUBHUX po37afiB (OKP) y marienTiB 3 OKP abo mcuxivHUMHU po3JiafiaMu B

aHaMHe3si.




Onuc okpemux nobidHuUX peakuit

Pu3uk aHopeKcii 3pocTae mpu 0OHOYACHOMY 3aCTOCYBaHHi JIeBeTUpalleTaMy 3 TommipamMaToM. [1pu
IIPOsIBax aJomnellil y AesKNX BUIIaKax Bil3Ha4yasiocs BiTHOBIEHHS BOJIOCSHOTO TOKPUBY MiCHs
IIPUIIMHEHHS 3aCTOCYBaHHS JIeBeTUpalleTaMy.

HpI/I IIposiBax HaHLII/ITOHeHﬁ Y O€AKHX BAIIaAKaX Cl'IOCTepil"aJ'IOCH HpI/Il"Hi‘-IeHHﬂ KiCTKOBOTO MO3KY.

Bunagku eHlledaonarTii 3a3Bu4ai CIIOCTepiraaucs Ha IO4YaTKy JiKyBaHHS (Bif AEKiIbKOX [HIB 0
KiJIbKOX Mics1iB) i Oyau 000pOTHUMU MiCJg IPUNUHEHHS JTiKyBaHHS.

Himu

[Tpodinb mobiyHUX peakiliii JeBeTUpalleTaMy 3arajloM CX0XKHUH Y pi3HUX BiIKOBUX I'PyIlax Ta IIPH BCix
3aTBePAXKEHUX TOKa3aHHAX elinerncil. Pe3ynbraTu mono 0e3meku 3aCTOCYBaHHS IIpenaparTy JiTaM,
OTpUMaHi y mpotieci nane6o-KOHTPOJIbOBaHUX KITIHIYHUX NOCHTIIXKEeHb, BigmoBigany mpodinio
Oe3neku JleBeTUPAlleTaMy y JOPOCINX, OKpiM MOOIYHUX peaklii 3 60Ky MOBEMIHKY Ta IICUXIKH, SIKi y
miteyt Oynu GiNbIN YaCTHMHU, HiXK Y fOopocnux. Y miTed Ta mipmiTKiB BikoM Bif 4 mo 16 pokiB G10BaHHS
(myxe gacto, 11,2 %), 30ymxkeHicts (dacto, 3,4 %), 3MiHa HacTpoio (dacto, 2,1 %), apekTuBHa
nabinbHicTh (wacTo, 1,7 %), arpecis (dacro, 8,2 %), aHoMasbHa MoBefiHKa (4acTo, 5,6 %) i netapris
(gacro, 3,9 %) cmocTepiranucs 3 OiNBIIOI0 YaCTOTOIO, HiXK B iHIINX BiKOBUX I'pynax abo y 3araabHOMY
npodini 3 6e3neku. Y HeMOBNAT i miTeit BikoM Bif 1 Micsus mo 4 pokiB ApaTiBNUBiCTh (TyKe 4acTo,
11,7 %) Ta mopyIIeHHs KoopauHaliii (4acto, 3,3 %) crocTepiranucs 3 6ibIo0 YacTOTOI0, HiX B
iHImMX BiKOBUX rpymax abo y 3aranbHOMY mpodini 3 6e3neku.

OuiHKa BIIJIMBY JIeBeTUpalleTaMy Ha KOTHITHBHI Ta HEMPOIICUXOJIOTIYHI ITIOKA3HUKHU Y OiTeX BIKOM Bif
4 no 16 pokiB 3 mapIiaJTbHEMU HallaflaMy II0Ka3aja, Io JieBeTupalleTaM He BifpisHsaBcs (He OyB
MeHIII e()eKTUBHKM) Bif 11are0o 1oq0 3MiHM Bifi BUXiIHOTO PiBHS yBaru i maM’sTi 3a mKkanoi Leiter-
R, cymapHOro nmoka3HNKa MepeBipKy MaM STl y IOMyisLil BigIOBiIHO K0 IPOTOKOJy. Pe3ynbTaTy,
II0B’513aHi 3 TOBEAiHKOBMMH Ta €MOIIIMHUMYU (QYHKIISIMU, BKa3yBa/ll Ha IIOCUJIEHHS Yy MAIli€HTiB, SKUX
JIIKyBa/u JIeBeTUPalleTaMOM, arPeCUBHOI IIOBE[iHKY, 1110 BU3HaYanach CTaHIapPTU30BaHO i
CHCTEMATHYHO, i3 BUKOPUCTAHHIM Basigu3oBaHux 3aco6iB (CBCL - Achenbach Child Behavior
Checklist - KoHTponbHMIM CIUCOK OUTSIY0]I MoBefiHKK AxeHbOaxa). OgHak y MallieHTiB, SKi OTPUMYBajIu
JleBeTUpalleTaM y IPOoLieci JOBrOCTPOKOBOTO BiAKPUTOTO AOCIIAXKEHHS IIOJaIbIIOr0 CIIOCTEPEXKEHHS,
y CepegHbOMY He CIIOCTepiranocs MOpyIIeHHS I0BeAiHKOBUX Ta eMOIiHNX QYHKIIiN, 30KpeMa
TIOKA3HUKY arpecUBHOI MOBEiHKY He OyNy TipIIMMu 3a BUXiIHUN PiBEHb.

[ToBimoMIeHHS PO Mimo3pioBaHi mMo6iYHi peakirii

[ToBimomneHHs mpo mo6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
Lle nae 3MOry IPOBOOUTH MOHITOPUHT CIiBBiIHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI IbOTO
JiKapchbKOro 3acoby. MeguuHuM Ta ¢apMalleBTUYHUM IIpalliBHUKAM, a TAKOX MallieHTaMm abo ix
3aKOHHUM ITpeCTaBHUKAM CJIif] IOBiOMJISITH TIPO YCi BUTTAAKHU IiI03PI0OBaHUX IMOOIYHUX Peakilii Ta
BifiCyTHOCTI e(peKTUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpPMaIliliHy CUCTEMY 3
(dapMaKoHarIsany 3a nocuaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

2 POKH.


https://aisf.dec.gov.ua

YMoBu 30epiranssi.
30epiraTu B OpUTiHANbHIN YIIaKOBI Ipu TeMepaTypi He Buie 25 C.

36epiraté y HEOOCTYIIHOMY IJIST OiTeH MiCIIi.

VnaxoBka.

[To 10 Tabnetoxk y GiicTepi; mo 3 abo mo 6 61icTepiB y KAPTOHHIN yIaKOBIIi.

Kareropis Bigmycky.

3a pelLemnToM.

BupoOHUK.
Kycym Xentxkep [IBT JITH/

Kusum Healthcare Pvt Ltd.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs MOro Jis/IbHOCTI.
CII-289 (A), PIIKO Iapactpian apea, Yonanki, bxiBami, [lict. AnBap (Pagxacran), [Hmis/

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.



