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IHCTPYKIIA
JJIS1 MEINYHOI0 32CTOCYBAHHS JIKAPCHKOr0 3aC00y

JleBeTHpaneram AciHo
(Levetiracetam Acino)

Cknao:

diloya peuoguHa: JIeBeTUPALIETaM;

1 Tabnerka MicTuTh JteBeTupaneramy 250 mr ado 500 mr;

O00ONOMIJICHT peyosuHU: TISTI0NI03a MiIKpoKpHUcTaiyHa Tun 101, HATpir0 KpocKapMeno3a, KpeMHII0
JIIOKCH/]T KOJIOTTHUM O€3BOIHUM, TIOB1OH, 11€J110JI03a MiKpoKpucTaidiuda Tun 102, Maruito creapar;,
obonoHKa:

TaBNETKM, BKPHUTI IJTiBKOBOIO 000I0HKOI0, 110 250 Mr: peuoBuHa ai1s nokputts Opadry® I Blue
[cUPT MOMNIBIHIJIOBHIA, MOMIETUIEHTIIKONb, TalbK, TUTaHy miokcun (E 171), imauroxapmin
(E 132)].

TabIeTKH, BKPUTI ITiBKOBOIO 060/10HKO10, 10 500 Mr: pedoBuHa 11 nokpurts Opadry® II White
[cTIUPT MOJIBIHIIOBHH, MOTIETUIICHTIIIKOIb, TANbK, TUTaHy niokcun (E 171)].

Jlikapcbka ¢opma. TabieTku, BKPUTI IIIIBKOBOKO 000JIOHKOIO.

OchosHi Qi3uKo-XiMiuHi 61aCMUBOCMI.

TabyieTku, BKPUTI IJTIBKOBOIO 000JIOHKOIO, 10 250 MT: TaOJIETKH, BKPUTI IUTIBKOBOK 000JIOHKOIO
0JIaKUTHOT'O KOJILOPY, 3 IBOOITYKJIOKO MIOBEPXHEI0, KPYIJI0i (POPMHU, 3 pUCKOIO 3 OJHOTO OOKY.
TabyeTku, BKPUTI IUTIBKOBOIO 000JI0HKOIO, 110 500 MT: TaOJIeTKH, BKPUTI IUTIBKOBOIO 00OJIOHKOIO

0110T0 KOJIbOPY, 3 IBOOMYKJIOI TIOBEPXHEI0, KPYTII01 (hOPMH, 3 PUCKOIO 3 OHOTO OOKY.

dapmakoTepaneBTH4YHA rpyna. [Ipotueninentuyni 3acodu. JleBetupareram.
Kon ATX NO3A X14.

Dapmakonoziuni eracmueocmi.

Dapmaroounamika.

AKTHBHA pe4OBHHA JIEBETUpALleTaM — ITOX1J{Ha MipOdiIoHY (S-eHaHTioMep ajib(a-eTHiI-2-0Kco-1-
HipoJiAMH-aleTamiay), 1[0 3a XIMIYHOK CTPYKTYpOIO  BIJIPI3HAETHCA BIJ  BITOMHX
NPOTHENIENITUYHUX JIKApPChKUX 3aC001B.

MexaHni3m aii

MexaHni3M Aii 1eBeTupaneramy HeloCTaTHHO BUBYEHU. Ha mifcTaBi mpoBeneHUX JOCHIKEHb in
Vitro 1 in vivo IIPUITyCKalOTh, 1110 JIEBETHPALIETaM HE 3MIHIOE€ OCHOBHI XapaKTEpUCTUKH HEPBOBOI
KJIITHHU 1 HOpMaJlbHy HeWpoTpaHcMmicito. JlochHiKeHHs in vitro mokas3aid, IO JeBeTUpaleTam
BITMBA€E HA BHYTPIIIHbOHEHpoHambHI piBHi Ca’" MIISXOM 4acTKOBOTO MPHUTHIYEHHS TOKY Yepes
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Ca?"-xananu N-tumy Ta 3HmxeHHs BuBiIbHeHHs Ca’' 3 inTpaneiipoHanbHux jgeno. Bin Takox
4acTKOBO HiBemtoe npurHideHHs [’ AMK- Ta rininuH-peryib0BaHOTO TOKY, 3yMOBJICHE JII€I0 IIUHKY
Ta B-xap6oninamu. KpiM TOr0, y X041 JOCTIKEHD in Vitro OyJ0 BUSBIEHO, IO JEBETHUPALIETAM
3B’s13yBaBCs 31 crienupiYHUMU JUITHKAaMH Y TKaHWHAX MO3KY TpU3yHIB. MiciieM 3B’sI3yBaHHS €
OUTOK CHHAaNTHYHUX Be3WKYyd 2A, mo Oepe ydacTb y B3JHMTTI BE3MKYJ] Ta BHBIUJIbHEHHI
HelipoTrpaHcMiTepiB. CriopiHEHICTh (Y PaHTOBOMY IOPSIIKY) JIEBETUpAIlETaMy Ta BiAMOBIIHUX
aHAJIOTIB 3 OLIKOM CHHANTHYHUX BE3UKYJ 2A KOpeoBaia i3 MOTYXKHICTIO iX MPOTUCYIOMHOT 1ii
y MOJENsX aynioreHHoi emijencii y mumeil. L{i pesynbratu naioTh 3MOry MNPUIYCTUTH, IO
B3a€MO/IISl MK JIEBETHPALIETAMOM 1 O17IKOM CHHANITUYHHUX BE3UKYJI 2A MOKE YaCTKOBO MOSICHUTU
MEXaHi3M MPOTHEMUICNTHYHOT JIii pemapary.

®PapmakoanHamiuHi edhekTu

JleBeTupaneTam NepenKokae BAHUKHEHHIO CY0M, 110 OyJI0 MPOAEMOHCTPOBAHO Ha IITUPOKOMY
CHEKTpl MoJenel MmapuialbHUX Ta MEPBUHHOICHEPAi30BaHUX HamaaiB y TBAapuH, HE
CHPUYMHSAIOYH MTPOCYTOMHOTO epekTy. OCHOBHUI META0OIT JIEBETUPALIETAMY € HEAKTHBHHM.

Y JmoauHM  aKTUBHICTH Mpernapary MiATBEepIKeHa $K 0I00 MNapuialbHUX, TaK 1 IIOAO
TeHepali30BaHUX CMUISNTUYHUX HanaaiB (emientudopMHi mposiBu / HoTOmapOKCH3MaTbHA
peaxiris), o CBIIYUTH MPO MUPOKUNA CHEKTP (PapMaKoIOriuHOro Npodiio IeBeTupaleTamy.
Dapmaxokinemuxa.

JleBeTHpalieTaM XapaKTepU3y€eThCSI BUCOKOIO PO3YMHHICTIO Ta MPOHUKHICTIO. DapmMakoKiHeTHKa
Mae JTHIHHUN XapakTep Ta XapaKTepU3yeThCs HU3BKOIO MiXK- Ta IHTPacyO’ €KTHOIO MiHIUBICTIO.
[Ticist MOBTOPHOTO 3aCTOCYBaHHS Mpenapary, HOro KIipeHc He 3MIHIOEThCs. O3HAK BIUIMBY CTaTi,
pacH 4u IUPKAJHOTO PUTMY Ha (hapMaKOKIHETHKY JIeBeTUpameTaMy He Bim3Hadanocs. [Ipodinb
foro gapMakoKiHETUKH OyB MOAIOHUM y 3J0POBHUX JTOOPOBOJIBIIIB 1 XBOPUX HA EMIETICIIO.
3aBsKM TIOBHOMY Ta JIIHIHHOMY BCMOKTYBaHHIO, PiBHI IIpenapary y 1ia3Mi MOKHa Iepe0adnTu
3a MepopaTbHOIO 103010 JIEeBETHpaIeTaMy, BUPAXKEHOIO Y MT' / KT MacH Tina. ToMy BicTexXyBaTu
IJIa3MOBI piBHI JIEBETHpaLleTaMy HEMA€e MOTpeoH.

VY nopocnux Ta JIiTeH Bi3HaYangacs 3Ha4YHA KOPEJALis MK KOHLIEHTpAIII€l0 MTpenapary y CluHi 1
m1asMi (CIiBBIAHOIICHHS KOHIIEHTpAIIiil y ClIMHI/TIIa3Mi KonuBaiocs Bif 1 o 1,7 micns npuiiomy
TabJETOK JJIi MEepOpaIbHOTO 3aCTOCYBaHHSA Ta uepe3 4 TOAUHM MICHs MPHUIOMY OpallbHOTO
pPO34MHY).

Hopocni ma nionimku

BcMokTyBaHHS

JleBeTupaneraM LIBUAKO BCMOKTYETHCS MICIS MEPOPAIBLHOIO 3acTOCYBaHHS. AOCOIIOTHA
nepopaibHa OlogoctynHicTh — O6mu3bko 100 %. [TikoBa koHueHTtpailis y miaa3mi KpoBi (Cmax)
JocsraeThes yepes 1,3 roauHu micis npuitomy npenapary. PIBHOBaKHU CTaH 10CATaeThCs yepes
2 nH1 3acTOCYBaHHs npenapaty Asidi Ha 700y. [TikoB1 koHueHTpaii (Cmax), 3a3BHYal, CTAHOBIIATH
31 ta 43 mxr/mn micng pazoBoi no3u 1000 mr Ta moTopHOi mo3u 1000 mMr aBiui Ha 100y
BiImMoB11HO. CTymniHb BCMOKTYBAaHHS HE 3aJICKHUTh BIJ] JI03H 1 HE 3MIHIOETHCS TIPH MPUAOMI 1KI.
Posnonin

Janux moao po3noAuly npenapary y TKaHMHaX JoAuHd Hemae. Hi nmeBeruparnieram, Hi oro
OCHOBHHUI MeTabOIIT 3HAUHUM YMHOM HE 3B’S3YI0ThCA 3 Oikamu 1uia3mu kpoBi (< 10 %). O6’em
PO3MOALTY JIeBeTHpalieTaMy cTaHOBHTH Bija 0,5 mo 0,7 n/kr, mo npuliIu3HO TOPIBHIOE 3aralbHOMY
00’eMy BOAM B OpTaHi3Mi.

Metaboutizm

Mertabomi3M neBeTHpaneramy y JIOJUHA He3HadyHWd. OCHOBHUM IUIIXOM MeTabomizmy (24 %
103M) € (hepMEHTHUH Tiapoi3 aneramMigHoi rpynu. [3o¢opmu nevinkoBoro uuroxpomy P450 e
OepyTh ydacTi B yTBOPEHHI OCHOBHOTro metabomnity — ucb LO57. T'igpomni3 aneramigHoi rpynu
criocTepiraBcs y BENMKiN KUIBKOCTI TKaHMH, BKJIIOYAIOUX KIITHHU KpoBi. Merabomit ucb LO57 -
(bapMaKoIOTiYHO HEAKTUBHUIA.

Takox Oyno BH3HA4YEHO JABa JPYropsaAHUX Merabomith. OJuH YTBOPIOBABCS BHACIIOK
TiAPOKCUITIOBAHHS MipOIiOHOBOTO Kbl (1,6 % Bim m03u), IPYTHil — BHACHIOK PO3IMKHEHHS
niposioHoBoro kKubis (0,9 % Bix mo3n).

[ HeBM3HAYEH] KOMIOHEHTH cTaHoBIIIH jHie 0,6 % BiI I03H.




B3aeMHOro mepeTBOpEeHHs €HAHTIOMEpIB JIEBETHpAIleTaMy Yd HOro OCHOBHOTO METa0oiTy B
YyMOBaxX in Vivo HE CIIOCTEpIragocs.

VY Xoai IOCHIIKEHb in Vitro JeBeTHUpaleTaM 1 WOro OCHOBHHMM METa0ONIT He HpPUTHIYYBaH
aKTHBHICTh OCHOBHHX i130(hopM medinkoBoro mutoxpomy P450 momauam (CYP3A4, 2A6, 2C9,
2C19, 2D6, 2E1 Tta 1A2), rmokyponintpancdepasu (UGTIA1 Tta UGTIA6) i
eMOKCUATIAPOKCHIa3u. TakoX JeBeTupaleTraM HE MPUTHIYY€E MNIIOKYPOHIAALII0 BaJIbIIPOEBOI
KHUCIOTH In VIIro.

Y KyabTypi renaToIMTIB JIOJUHU JICBETUpAIlETaM BUSBIISAB CJIIA0KHI BIUIUB a00 XK 30BCIM HE
BruiBaB Ha CYP1A1/2, SULTIE] a6o UGT1A1. JleBeTuparneram CIpUYUHSAB CJIA0KY 1HIYKIIIO
CYP2B6 ta CYP3A4. [ani in vitro Ta pmaHi in vivo 1OAO B3a€EMOJIl 3 TepOpalbHUMH
KOHTpAlLleNTUBAMH, TUTOKCUHOM 1 Bap(apuHOM BKa3yIOTh Ha Te, L0 B YMOBAX i1 Vivo 3HaYyLIOi
iHAYKIil GepMeHTiB He odiKyeThcs. ToMy B3aeMojis JieBETHpAleTaMy 3 IHIIMMH PEYOBHHAMU
MaJOMMOBIpHa.

Busenenns

[Tepion HamiBBMBEIEHHs Ipenapary 3 IUIa3MH y JOPOCIUX CTAaHOBUB 741 roj 1 He 3ajie)aB BiJ
JI03H, NUISXY BBEACHHS YW MOBTOPHOTO 3acTocyBaHHA. CepenHiil 3aranbHUN KIpEeHC CTAaHOBUB
0,96 M/XB/KT.

OcHOBHa KIJIBKICTh TIpenapary, B cepeanpomy 95 % 1o3u, BUBoaMIIACS i3 ceuero (mpudmmsHo 93
% 1031 BUBOAMIIOCS TPOTATOM 48 roauH). 3 KajoMm BUBOAUTHCS jauiie 0,3 % mo3u.
KyMmynsiTiBHE BUBEICHHS 13 CEUEIO JIEBETUPAIIETAMY Ta Or0 OCHOBHOT'O METa0OJIITy CTAHOBUIIO
66 % Ta 24 % Bin 103w BiAMoOBiaHO B nepii 48 roguH. HupkoBuil kiipeHc jeBeTHpaneramy Ta
ucb LO057 cranoButre 0,6 Ta 4,2 MI/XB/KT BIANOBITHO, MO CBIAYUTH TPO BHBEICHHS
JeBeTHpaleTaMy HUIIXOM TJIOMEPYIJISpHOI PiIbTpalii 3 mMogalbIor peadbcopOIlieo y KaHATBIAX.
OcHOoBHUII MeTaOoOIIT IJleBeTHpaIeTaMy Ha J0Jady [0 TJOMEpYJsipHOi (iiabTparmii Takox
BUBOJIUTHCS IUISIXOM aKTHBHOI KaHAJbIEBOI cekpelii. BuBeneHHs neBeTupaneramy KOpemroe 3
KJIIPEHCOM KpEaTUHIHY.

Hayienmu nimuvo20 6iKy

VY nanieHTiB JIITHBOTO BiKy IEepi0oj HalliBBUBEACHHA 3pocTae npuodau3Ho Ha 40 % (10—11 roaun).
Ile mow’s3aHO 3 moripuieHHAM (yHKOIH HUpok y miei momyssimii (auB. po3ain «Cmocid
3aCTOCYBaHHSI Ta JI031»).

Tayiecumu 3 nopywenusam QyHkyii HUpoK

Bunumuii 3aranbHUi KIIpEHC JIEBETHpAlleTaMy Ta WOro OCHOBHOTO METa0OMITy KOpPEIo€e 13
KJIipeHCOM KpeaTuHiHy. ToMy maimieHTam i3 MOMIPHUMH Ta TSDKKUMHU TOPYIIEHHSAMH (QYHKIIT
HUPOK PEKOMEHIYEThCSI KOPUTYBATH MIITPUMYBajibHy JOOOBY J103Y JeBETHpaleTaMy BiJIIOBIIHO
JI0 KJIipeHCY KpeaTuHiHy (AuB. po3aia «Croci0 3aCTOCyBaHHS Ta JO3M»).

VYV nmnarmieHTiB 3 aHypi€0 y TepMIHAJIbHIN cTaaii XBOpoOM HUPOK TMEpioj HaIiBBUBEICHHS
JeBeTHpaleTaMy CTaHOBUB IpuOIM3HO 25 Ta 3,1 roAvWHU BIANOBITHO Yy MEpioa MK CeaHcaMu
niamizy Ta i 4ac Woro mpoBeaeHHS. [IpoTsrom THMOBOro 4-roAMHHOTO CeaHcy Mializy
BuBouiocs 51 % nesetupaineramy.

Tlayienmu 3 nopywenHnsam QyHxyii newinku

Knipenc neBerupareraMy He 3MiHIOBAaBCS Y MALI€HTIB 3 JIGSTKUMU Ta MOMIPHUMH HOPYLICHHIMHI
GbyHKIIT meyiHKU. Y OUIBIIOCTI MAIIEHTIB 13 TSKKUMU MOPYLICHHAMH (QYHKIIT IEUIHKH KIIIPEHC
JeBeTupalneramy OyB 3HIKEHUM OibIl HixK Ha 50 % BHACHIAOK CYIyTHHOTO MOPYIIECHHS (QYHKIIIT
HUPOK (AuB. po3auT «Croci0 3aCTOCYBaHHS Ta TO3U»).

Ilediampuuna nonyaayis

Himu eéixom 4—12 poxis

[Ticns 3acTocyBaHHA pa3oBoi 103U (20 MI/KT) y JiTel, XBopHX Ha emniierncito (Big 6 10 12 pokiB),
nepioj] HaliBBUBEIEHHS JIeBETHpalleTaMy CTaHOBUB 6 rojiuH. Bunumuii kimipeHe, BIAKOpUTOBaHUN
3 ypaxyBaHHSM MacH Tina, OyB mpuOmmu3Ho Ha 30 % BHMIIMM, HDK y JOPOCIUX MAaLI€HTIB 3
eninencieto. [licns moBTopHOTrO mepopanbHOro 3actocyBanHs (20—60 mr/kr/go0y) y XBopHux Ha
eninencito aiteit (4—12 pokiB) jeBeTUpaLeTaM BCMOKTYBaBCs MIBHAKO. [1ikOoBI KOHIEHTpaIii y
mia3Mi KpoBi gocsranucs depe3 0,5—1 roguny micns npuitomy mo3u. [likoBi kKoHIIEHTpaIlii Ta
TUIOINA ITiJ] KPUBOIO 3aJIKHOCTI KOHIIEHTpALli Bi/l 4acy 3pOCTajH JiHIHHO 1 3aJieKany Bij J103U.




[lepion HamiBBUBEACHHS CTAHOBUB NPUONMHM3HO S5 TOAWH, BUINMHHA 3arallbHUNA KITIPEHC —
1,1 Ma/XB/KT.

Kuainiuni xapakrepuctuku

Ilokazanna

Momnortepartis (penapar mepuioro BUOOpy) npu JiKyBaHHI:

- MapliaJbHUX HAIMAJIB i3 BTOPHUHHOIO TeHepalizaliero abo 0e3 Takol y JOPOCIHX 1 MiAJITKIB
BIKOM BiJl 16 pPOKiB, y SIKHX BIIEPIIIE J1IarHOCTOBAHO CILIETICIIO.

Sk momaTtkoBa Teparis IpH JIKyBaHHI:

- MapliaJbHUX HAMaJiB 13 BTOPHHHOIO TeHepallizamiero abo 6e3 Takol y JOpOCInX, MiTITKIB 1
JIiTel BIKOM BiJ 6 POKIB, XBOPHX Ha EMIJIEICIIO;

- MIOKJIOHIYHUX CYJOM Yy JOPOCIHX 1 HiAJITKIB BiKOM Bia 12 pOKiB, XBOPHX Ha IOBEHUIbHY
MIOKJIOHIYHY €ITJICTICIFO;

- TMEPBUHHOTEHEPATI30BAHUX CYJOMHHUX (TOHIKO-KJIOHIYHUX) HamaJiB y JOPOCIHX 1 MiUTTKIB
BikOM BiJl 12 poKiB, XBOpUX HA 1I0MATUYHY T€HEPaAII30BaHy €MIETICIIO.

Ilpomunokazanusn
[TigBuIIeHa YyTOUBICTH 70 JieBeTUpaleTaMy a00 A0 IHIIUX MOXIAHUX MIPONiJIOHY, & TAaKOX J0
OyAb-SKHX JIOTIOMIKHUX PEYOBHH JIIKAPCHKOTO 3ac00y.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHuwii 6u0u 63a€mMooill

IIpomueninenmuyni npenapamu

[lepenpeecrpamiitai gaHi, OTpUMaHi y X0l KIIHIYHUX JOCHIKCHb, MPOBEACHUX 3a YyYacTi

JIOpOCIUX TAIllEHTIB, BKa3ylOTh Ha Te, IIO JIEBETUpalleTaM HE BIUIMBA€ HAa CHUPOBATKOBI

KOHIICHTpALii ICHYIOUMX MPOTHENJIENITUYHNX TpenapatiB (peHiToin, kapbamasenin, BaJbIpoeBa

KHcIoTa, (penobapOiTal, JTaMOTPUDKUH, rabaleHTUH 1 NPUMIZOH), @ BOHM B CBOIO 4epry He

BIUTMBAIOTh HA (hapMaKOKIHETHKY JICBETHPAILIETAMY.

BincyTHi gaHi o0 KIIHIYHO 3HAYYHIOi B3a€MOJIi JIKapChKOro 3aco0y y MAIiEHTIB JUTSIYOTO

BIKY, SIK 1 y IOPOCIIUX, SIK1 OTpuMYyBajH 10 60 Mr/kr/no0y jeBeTHpalneTamy.

PetpocniekTuBHa olliHKa (hapMaKOKIHETHUHOI B3aeMOJIT y AiTeH 1 MiJUTITKIB 3 eMiJIeNncielo (BIKOM

Bim 4 no 17 pokiB) miaTBepaWia, M0 JOJATKOBAa Tepamis 3 TMepopalbHUM 3aCTOCYBAHHSIM

JeBeTHpaleTaMy He BIUIMBaja Ha pPIBHOBaXHI CHPOBATKOBI KOHIEHTpaAIllli OJHOYACHO

3aCTOCOBAaHMX KapOamaseriny Ta Baibpoaty. OHak 1aHi CBIT4aTh, 0 KIIPEHC JEBETUpAIlETaMy

Ha 20 % BuIUil y AiTei, sKi IPUHMAIOTh MPOTUENUIENITUYHI 3aC00H, IO 1HAYKYIOTh (DePMEHTH.

Kopexkuist 1031 He moTpiOHa.

IIpobeneyuo

[Tpo6enenna (500 Mr 4 pa3u Ha 100y) — mpemnapar, o OJIOKY€e CEKpEIil0 HUPKOBUX KaHAJBIIIB,

NPUTHIYY€ HUPKOBUI KIIIPEHC OCHOBHOT'O METaboIiTy, aje He caMoro jeBerupaneramy. OnHak

KOHIICHTpAIlii IbOT0 METa0O0JIITy 3aJIUIIAIOTHCSI HU3bKUMHU.

Memompexcam

[ToBimoMIsITOCS, IO OTHOYACHE 3aCTOCYBAHHS JICBETUPALIETAMY 1 METOTPEKCATy 3HIKYE KIIIPpEHC

METOTpEeKCaTy, 10 MPU3BOIUTH J10 301IBIIIEHHS/TIOJJOBXKEHHS KOHIIEHTpAIil METOTPEKCaTy B KPOBi

JI0 TIOTEHIIIMHO TOKCUYHUX PiBHIB. PiBHI MeTOTpeKcaTy 1 JeBeTupaneraMmy B KpOBi CIIJI pETEIbHO

KOHTPOJIIOBATH Y MAIlI€HTIB, SIKi OTPUMYIOTh JIKyBaHHS JIBOMA MpenaparaMu 0THOYACHO.

Ilepopanvui konmpayenmusu ma hapmaxoxiHemuyHi 63aemo0ii 3 IHUUMU NPenapamamu

Jlesetupaneram y no0oBiii o031 1000 mMr He 3MiHIOE (DapMaKOKIHETHKY NepOpalbHUX

KOHTpALIENITUBIB (€TUHIIECTPAAIoNy 1 JIEBOHOPrecTpeny); EHIOKPUHHI TOKa3HUKU (piBHI

JIOTETHI3YI0OUOr0 TOPMOHY Ta MPOrecTepoHy) He 3MiHtoBaucs. JleBeTupaneram y 1000BiH 1031

2000 Mr He 3MmiHIOE (hapMaKOKIHETHKY IUTOKCHHY W BapdapuHy; 3HAYEHHS MPOTPOMOIHOBOTO

Yacy 3aJMIIaUCS HEe3MiHEHMMH. JIMTOKCHH, mepopaibHI KOHTpalenTuBH W BapdapuH He

BIUTMBAIOTh Ha (hapMaKOKIHETUKY JICBETUPAIIETaMy IIPH OJTHOYACHOMY 3aCTOCYBaHHI.

IlponocHi 3acobu

B okpemux Bumagkax MOBIIOMIISIIM PO 3HUKEHHS €QEKTUBHOCTI JIeBETHpaleTamy IpU

OJTHOYACHOMY 3aCTOCYBaHHI OCMOTHYHOTO IPOHOCHOTO 3aco0y MakKporoyly 3 MepopaIbHUM
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aeBeTupaneramoM. Tomy He i npuiiMaTi MaKporoJj MepopagbHO MPOTATOM OZHI€Tl TOTUHM 10
Ta MPOTATOM OJIHI€] TOAMHU MicCIs NMPUIOMY JeBETUPALIETaMY .

Dica ma anxozonw

CryniHb BCMOKTYBaHHS JIeBeTHpalleTaMy HE 3aJeKUTh BiA MNpHioMy iXki, ajge MBUAKICTb
BCMOKTYBAaHHsI JIeIIO 3HW)KEHA y pas3i mpuiiomy mix 4ac inu. Hemae maHux mpo B3aeMomito
JIEBETHpALETaMy 3 aJIKOTOJIEM.

Ocoobnueocmi 3acmocy8anns

Hupkoea neoocmamuicmo

[TamieHTH 13 HUPKOBOKO HEIOCTATHICTIO MOXYTh MOTPEeOyBaTH KOPEKIIii 103U JICBETHpAIlETaMy.
[TamieHTaM 13 TSHKKMMH TOPYIICHHSMHU MEYIHKOBOI (PYHKIIT pEeKOMEHIYETHCS MPOBECTH OIIHKY
(byHKLIT HIPOK Mepe] TUM, SIK BU3HAYaTH 103y npenapaty (auB. po3ain «Crnocid 3acTocyBaHHS Ta
TIO31» ).

T'ocmpe ypaoicenns Hupox

3acTocyBaHHs JIeBETHpAlLleTaMy J1y>Ke PIAKO CYIPOBOKYBAJIOCS TOCTPUM YPa)KeHHSIM HUPOK, 4ac
JI0 BUHUKHEHHS SIKOTO KOJHUBABCS B JEKIUIBKOX JHIB 10 JEKUIBKOX MICALB.

3azanvruil ananiz Kposi

Bynu onucani piki BUMIaJKH 3HMKEHHS KUTBKOCTI KITITHH KPOBi (HEUTPONEHis, arpaHyJIOLUTO3,
JIeHKOMeHisl, TPOMOOIIUTOIIEH S 1 TAaHIIUTOIEH ) y 3B’ A3KY 13 3aCTOCYBaHHSM JIEBETHpALIETaMYy, SIK
NpaBUIO Ha TOYATKY JIIKyBaHHS. PEeKOMEHIyeThCsS TPOBOIUTH PO3TOPHYTHUH aHali3 KpOBi
narieHTaM, y SKHX CIOCTEpiraeThCsi 3HA4YHA CIA0KICTh, Trapsyka, peuuauBHI 1HPeEKiii ado
NOPYUICHHS 3ropTaHHs KpoBi (po3ain «I1o6iuHi peakmii»).

Cyiyuo

VY mamieHTiB, SKi OTPUMYBAIM JIKYyBaHHS  MPOTHENUJICNTHYHAMHU TmpernaparamMu (y T. .
JIeBETUPALIETaMOM), BIJI3HAYAIUCS BUIAIKU CYIlMIy, CIIpod cyinuay, CyiluaaibHUX JAyMOK Ta
noBeniHKM. MeTaaHamni3 pe3ysbTaTiB paH/IOMI30BaHUX IUIalle00-KOHTPOIbOBAHUX JIOCIIKEHb
OPOTHENUIEITUYHUX JIKApChKUX 3ac00iB TOKa3aB Jiesike 30UTbIICHHS PHU3UKY BHHHUKHEHHS
CyilnaanpHUX JyMOK Ta MOBEIIHKK. MexaHi3M BUHHKHEHHS TaKOTO PU3WKY HE BUBYCHUH. Y
3B’A3KY 3 HAsBHICTIO TAKOI'O PU3UKY CTaH MAlli€HTIB CJiJl KOHTPOIIOBATH I10JI0 O3HAK JeNpecii,
cyiuMaanbHUX AYMOK Ta IMOBEAIHKY 1 MPU HEOOX1THOCTI KOPUTyBaTH JiikyBaHHs. [laiieHTiB (Ta ix
OMIKYHIB) CJi/1 HONEPEIUTH PO HEOOXITHICTh MOBIIOMIISATH MPO Oy/b-SKi CUMITOMHM JETpecii,
CyIUIATBHUX TyMOK 200 MOBEIIHKH CBOEMY JIIKApIO.

Hessuuna abo acpecuena nosedinka

JleBeTpaneraM MOX€ CIOPHYMHUTH TICHXOTHYHI CHMITOMH Ta TIOPYIIEHHS TOBEIIHKH,
BKJIIOYAIOUU JPATiBIMBICTh TA arpeCHBHICTh. 3a NallieHTaMHM, sKi NPUHMAIOTh JEBETUpALIETaM,
CJIIJI CIIOCTEpIraTH 11010 PO3BUTKY O3HAK IMCUXIYHUX PO3JIAJIIB, IO CBIIYATh MPO BAXKIUBI 3MIHU
HacTporo Ta/abo ocoOuctocTi. Ilpn mosBI Takoi MOBEAIHKM DPEKOMEHJYEThCS aanTyBaTu
JIKyBaHHS 200 MOCTYNoOBO Horo BigMiHUTH. [Ipy HE0OXiqHOCTI BIAMIHU JIIKYBaHHS JHUB. PO3ALT
«Crnocib 3acTocyBaHHS Ta JO3W».

3azocmpenns nanaodie

Sk 1 mpu 3acTOCyBaHHI IHIIMX TNPOTUEMUIENTHUYHHUX JIKApChKUX 3ac00iB, 3aCTOCYBaHHS
JeBeTHpaleTaMy MOXKe 3pifka 30UIBIIMTH 4YacToTy a0o TsDKKICTh Hamaxy. [lpo et
napaJoKcanbHui eekT HaiyacTille MOBIIOMIISUIM MPOTATOM IEPIIOro MICSI MICas MOYaTKy
3aCTOCYBaHHS JIeBeTUpaleTaMy abo mpu miaBumieHH] no3u. Lleit edext OyB 000pOTHUM TicTs
NPUMTMHEHHS] 3aCTOCYBaHHS JIKapchKoro 3aco0y abo mpu 3MeHmeHHi ao3u. [larientam comig
MOpPaJUTH HEralHO 3BEPHYTHUCSA 3a KOHCYJBTAIEI 0 IXHBOTO JIKaps y pa3l 3arocTpeHHs
eniyencii.

VY naiieHTiB 3 eNuIenci€ro, MOB’S3aHOK 3 MyTauli€lo anb(a-cyOoAuHMII § HATPIEBOTO
noTeHmian3ainexkHoro kanaimy (SCN8A) moBimomisiiocs Mpo BiACYTHICTH €()EeKTHBHOCTI abo
MOTIPIIEHHS CYOM.

THooosacenns inmepsany QT na erekmpoxapoioepami (EKT)

[TpoTsiroM MOCTMapKETUHIOBOI'O CIIOCTEPEXKEHHS PIKO MOBIAOMIISIM PO BUMAKU TOJOBXKEHHS
inTepBany QT na EKI'. Tomy neBeTupaneram il 3aCTOCOBYBATH 3 0OEPEKHICTIO TAalli€eHTaM 3
noAoBXKeHHsM iHTepBany QT, mamieHTam, sSKi OJJHOYACHO MPHHMAIOTh JIIKAPChKi 3acO0H, IO
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BIUIMBaOTh Ha iHTepBan QT, Ta mamieHTam 3 BiANOBIAHMMH 33aXBOPIOBAaHHSIMH cepis abo
€JICKTPOJIITHUM JTUCOATAaHCOM.

Himu

[Ipenapar y ¢popmi TabieToK HE MPUAATHUHN NI 3aCTOCYBAHHS HEMOBJIATAM 1 JITSAM BIKOM 10 6
POKIB.

HasiBHi 1aH1 He cBi14aTh MpO iICHYBaHHsI BIUIUBY JIEBETHpalleTaMy Ha pPO3BUTOK JIITEH Ta IX cTaTeBe
no3piBanHsa. OgHAK JOBrOCTPOKOBHIA BIUTUB TpemapaTy Ha 3JaTHICTH O HABYAHHS, 1HTEJIEKT,
PO3BHUTOK, C€HJOKPWHHI (YHKIlIi, cTaTeBe MO3piBaHHSA 1 PENPOAYKTUBHY (YHKIIIO Yy JiTed
3aJIUIIAE€THCS HEBIJOMUM.

Jikapcokuil 3aci6 micmumo menwe Hide 1 mmons wampiro (23 me) ma mabaemky, moomo
NPAKMUYHO He MICIMUmsb Hampiio.

3acmocysanus y nepiod sacimuocmi abo 200y8amHs 2pyooro.

JKiHKH penpoaYKTUBHOTO BIKY

CreuianpHi pekoMeHAalii Cii HaJaTh >KIHKaM penpoAyKTUBHOTrO Biky. JlikyBaHHS
JICBETUPALIETAMOM CIIiJ] IEPETIITHY TH, SIKIIO XKIHKA TUIAaHY€ BariTHICTh. SIK 1 MPH 3aCTOCYBaHH1 BCIX
MPOTUEHUISNITUYHUX 3ac001B, CIIiJ YHUKATH PanTOBOi BIJIMIHM JIEBETHUpPAlLlETaMy, OCKIJIBKU 1€
MOK€ MPHU3BECTH [0 HAmaxy CyJIOM, IO MOXXE€ MaTH CEpPHO3HI HACHIIKUA JUIsl JKIHKU Ta
HeHapokeHol AuTUHU. [lo MOXIMBOCTI CIiJ HaJaBaTH IiepeBary MOHOTepamii, OCKIJIbKU
JIKyBaHHS IEKUTbKOMA IMPOTUETIICITUHYHIME 3ac00aMU MOXe OYTH ITOB’sI3aHE 3 BUIIIUM PU3UKOM
BPOJKCHHX BaJ, HIXK MPU 3aCTOCYBaHHI MOHOTEpAIIii, 3aJIe)KHO BiJ] KOMOIHAIIT Tpenaparis.
BaritHicTb

Benmuka KiIbKICTh IMOCTMApKETUHTOBUX JAHWUX, OJCP)KAHUX BiJ BariTHUX IKIHOK, SKi
3actocoByBanu jeBerupaieram (Oiutbmre 1800 xiHOK, cepen skux 1500 KiHOK 3aCTOCOBYBAJIH
mpemnapar npoTiaroM 1-ro TpuMeCTpy), He CBIAUUTH PO MiABUILIEHUN PU3UK 3HAYHUX BPOKEHHUX
BaJl. [cHye TUIbKM 0OMeXeHa KITbKICTh IaHUX PO PO3BUTOK HEPBOBOT CUCTEMH AITEH, K1 3a3HAIIN
BIUTMBY MOHOTEpaIii JieBeTHpaIleTaMOM in utero. QOnmHaK pe3yabTaTH MPOBEIACHHUX
eniAeMIONOoriYHuX JaociikeHb (6nm3bko 100 miTed) He cBiAYaTh MPO MIABUIIEHUH PU3UK
po3naniB abo 3aTPUMKH PO3BUTKY HEPBOBOI cUCTeMH. JIeBeTHpareram MOXHa 3aCTOCOBYBATU
IPOTATOM BariTHOCTI, SIKIIO MICJIs PETENIbHOI OIIHKU 11€ BBAXKAE€THCSA KIIHIYHO HEOOXi1IHUM. Y
TaKOMYy pa3i peKOMEH]Iye€ThbCs 3aCTOCOBYBATH HAlHIKUY e(DEeKTHBHY J03Y.

@D1310J10T14HI 3MIHH B [1€P10/] BariTHOCTI MOXKYTh 3MIHIOBaTH KOHIIEHTpaIlito JeBeTupaneramy. [1in
Yyac BariTHOCTI CIIOCTEpIraiocsi 3HUKEHHS I1a3MOBOi KOHIIEHTpaIlii JieBeTupaieramy. Take
3HIKEHHSI HaOLIbII BUpaXkeHe B TpeTboMy TpumecTpi (10 60 % BiJ BUXIAHOI KOHIIEHTpALil 10
BariTHOCTi). Crig 3a0e3MeunTH HAICKHUN KIIHIYHMA HArjas] 3a BariTHUMH >KIHKaMH, SIKi
OTPUMYIOTH JIEBETUPAIICTAM.

['ongyBaHHS TPYIIO

JleBeTHparieTaM MMPOHUKAE Y TPYIHE MOJIOKO KiHKH. TOMY TO{yBaHHSI TPYITIO HE peKOMEHI0BaHE
MiJ] 9ac JiKyBaHHS JeBeTuparneramoM. OHaK SKIIO JIeBeTUpalieTaM HeoOXiJHO 3aCTOCOBYBATH B
nepioj] roAyBaHHs IPYAIIO0, CIIiJl 3BaKUTH KOPUCTh Ta PU3MKH JIIKYBaHHS 1 BaXKJIMBICTh IPYAHOTO
BUTOJIOBYBAHHS.

BruiB Ha penpoyKTuBHY (DYHKITiO

He BusiBIeHO BIIMBY JieBeTHUpAlleTaMy Ha PENpOAYKTHBHY (YHKIIIO y JOCTIKEHHSX Ha
TBapuHax. [loTeHIIHHNN PU3HUK JIJIS JTIOJJUHU HEB1OMUM, OCKIJIBKA HEMAE JOCTYMHUX KITHIYHUAX
TaHUX.

30amuicmov enausamu Ha WEUOKICMb peakyii npu KepysaHHi asmompancnopmom abo iHuumu
MexXauizMamu.

JleBeTnpareraM He3HAYHO a00 TOMIPHO BIUIMBAE HA 3/JaTHICTh KEPyBaTH aBTOTPAHCIIOPTOM Ta
NpPAIOBATH 3 IHIIMMHU MeXaHi3MaMu. Yepe3 MOXKIIMBY 1HAUBIAyallbHY Yy TJIMBICTD JESIKI MaLi€HTH
MOXXYTh BIJI3HAYaTH COHJIMBICTh a0O I1HIII CHMIITOMH, IIOB’s3aHI 13 BIUIMBOM Ha IEHTPaIbHY
HEPBOBY CUCTEMY, OCOOJIMBO Ha MOYATKY JIIKYBaHHS a00 B Iporieci 301bIIeHHs 1031, ToMy Takum
maiieHTaMm ciig OyTH OOCpeKHUMH, 3alMMalOYUCh AISUTBHICTIO, IO TOTpeOye IMiIBHINECHOI
KOHIIGHTpalli yBard, HalpHUKIaJ TpH KEpyBaHHI aBTOMOOUIEeM abo poOoTi 3 IHIIUMH
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MexaHi3mMamu. [lamieHTaM peKOMEHIY€EThCS YTPUMYBATUCS BiJl KEPYyBaHHs aBTOTPAHCIIOPTHUMU
3acobamu abo poOOTH 3 IHIIMMH MEXaHi3MaMH JOTH, JOKH HE OyJe BCTAaHOBIICHO, IO iXHS
3/IaTHICTh 3aMaTUCS TaKOIO AISUTBHICTIO HE TOPYILEHA.

Cnoci6 3acmocyeannus ma 0o3u.

TabyeTku ciij mpuiiMaTH IepopaIbHO, 3aITUBAIOYH JOCTATHBOIO KUTBKICTIO PIIMHH, Pa30M 3 17KeI0
abo 6e3 nei. [Ipu mepopanbHOMY 3aCTOCYBaHHI JIEBETHpPAILlETAM MOXKE MATH TIpKUH MpUCMaK.
J{o60By 103y pO3MOAUIMTH HA 2 OJTHAKOBI JI03H.

[NapuianpHi HanaaAu

PexomennoBana no3a Juisi MoHOTeparrii (MarieHTH BikoM BiJl 16 poKiB) Ta JOJATKOBOI Teparrii €
OJIHAKOBOIO Ta 3a3HAYECHA HUXKYE.

¥Yci nokazanus

Hopocni (= 18 pokiB) ma nionimku (12 — 17 pokie) 3 macor mina 8id 50 ke

[TouaTkoBa TepaneBTHYHA 1032 cTaHOBUTH 500 Mr 2 pasu Ha no0y. lle mouaTkoBa m03a, 110
MPU3HAYAETHCS Y MEPIINiA AeHb JTiKyBaHHs. OHaK HI>KYA MMoYaTKoBa 103a 250 mr 2 pa3u Ha 100y
MOXKe OyTH 3aCTOCOBaHA JIIKApeM Ha OCHOBI OIIIHKM 3MEHIIEHHS YacTOTH CYAOM IOPIBHSHO 3
noTeHuiiHuMU noOiyHnMH epextamu. L{g no3a moxe Oytu 36inbiena 1o 500 mr 2 pa3u Ha 100y
yepe3 2 THXKHI.

3anexHo BiJ KIIHIYHOT KapTUHHU 1 IEPEHOCUMOCTI IpenapaTy A000BY A03Y MOKHA 301IBIIUTH 10
makcuMainbHOi 1500 mr 2 paszu Ha no0y. 3miHtoBaTu 103y Ha 250 mr a6o 500 mr 2 pasu Ha 100y
MO>KHA KOXHI 2—4 THIKHI.

Himu sixom 6i0 6 pokie ma nionimxu (12 — 17 pokie) 3 macor mina menuwe 50 ke

Jlikap TOBMHEH NMpW3HAYaTH HANOIIBII BIAMOBIIHY JIIKAPCHKY (GOpMY, HO3YBaHHS Ta (opMy
BUITYCKY 3aJIKHO BiJl Macu Tijia, BiKy Ta A03H. [H(hopMalliro 11010 KOPEKIIii 103yBaHHS 3aJI€KHO
BiJl MacH Tijia TUB. y po3aii «litm».

[TpunvHEeHHS JTiKYBaHHS

VY pa3i HEeoOXiJHOCTI MPUINHUHEHHS MPUHOMY Mpernapary BiAMIHY PEKOMEHIYETbCS MPOBOJIUTU
MOCTYTIOBO (HAMPUKIIA: JJIsI JOPOCIMX Ta MiJUTITKIB 3 Macoro Tijia 50 Kr Ta O11bIIe — 3MEHIITYBaTH
o3y 500 mr 2 pa3u Ha 100y KOxkHi 2—4 TH>KHI; JUTst JITeH Ta MATITKIB 3 Macoro Tijia MeHie 50 kr
— 3MEHUIYBaTH Pa30BYy J03Yy CiiJ He Oubiie Hi Ha 10 MI/kr 2 pa3u Ha 100y KOXKH1 2 THXKHI).
Oco0auBi Tpyny NaIi€eHTiB

Tayienmu nimnvoeo 6iky (8i0 65 pokig)

Kopexkist 1031 peKOMeHIyeThCs MallleHTaM JIITHBOTO BIKY 3 OPYIIEHOI (PYHKIIIEI0 HUPOK (MB.
HUxk4e «HupkoBa HETOCTATHICTHY).

Hupkosa neoocmamuicmo

Jlo6oBa 1032 MOBUHHA OYTH 1HIUBIAYalbHO CKOPUIOBaHA BiIMOBIIHO 10 CTaHY (PYHKIIOHYBaHHS
HUPOK.

Jlnst kopuryBaHHS 1034 TOPOCIMM BHKOPUCTOBYBATH HaBEICHY HIKYE TAOIHIIIO.

Jlns kopuryBaHHs J103M 3a TaOIUIEI0 HEOOX1AHO BHU3HAUUTH piBeHb KiipeHcy kpeatuHiny (KK)
y MII/XB.

KK mnst mopocnux Ta miitiTKiB 3 Macoro Tita Ounbmie 50 Kr MOKHA po3paxyBaTH 3 OTJISIY Ha
KOHIICHTPALI}0 CUPOBAaTKOBOT'O KpeaTuHiny (MI/11), 3a popmyiioro:

[140 — Bik (poku)] * Maca Tina (Kr)
KK (mn/xB) = -- --- -—--=---x 0,85 (7151 )K1HOK).
72 X KpeaTHHIH CUPOBATKH KPOBI1 (MI/ 1)

[Totim KK xopurytots BianoigHo 1o mionii mosepxHi Tina (III1T), sk moka3zano mai:
KK (mn/xB)

KK (ma/xB/1,73Mm%) = x1,73.
TIIIT narienta (M%)




Tabmums 1
Pexxum mo3yBaHHS 7151 AOPOCIUX Ta MJTITKIB 3 HUPKOBOIO HEAOCTATHICTIO 3 MACOIO Tijia OiybIe
50 kr

Crynisp TsDKKOCTI HEpKoBOi | Kimipenc Pexxum no3yBaHHs
HEIOCTAaTHOCTI KpeaTuHiHy
(Mn/xB/1,73 M?)

HopmanbsHa QyHKIIiS HUPOK > 80 Bix 500 mo 1500 mr 2 pa3u Ha 100y
Jlerkuii ctyninb 50—79 Bix 500 no 1000 mr 2 pa3u Ha 100y
CepenHiii cTyniHb 30—49 Bix 250 mo 750 mr 2 pasu Ha 100y
TsOKKHH CTYITIHD <30 Bix 250 no 500 mr 2 pa3u Ha 100y
TepminanbHa cTamis Bix 500 no 1000 mr 1 pa3 Ha zL06y(2)

(mamieHTy, sKi mepeOyBaroTh -
Ha L[ianisi(l))

(DY mepruuii ieHb JTiKyBaHHS JIEBETHPALIETAMOM PEKOMEH/LYEThCS PUHOM HABAHTAKYBAILHOT 1031 750 MT.
@Mlicns gianisy peKOMeHAYEThCs IPUHOM J0AaTKOBOI 4031 250—500 Mr.

Jlns niteii 3 HUPKOBOIO HEAOCTATHICTIO 103y JIEBETHUpalleTaMy He0OX1JHO KOPUTYBATH BiAMOBITHO
710 HUPKOBOI (DYHKIIi1, OCKIJIBKH KIIIPEHC JIEBETUpAIlETaMy TI0B’sI3aHU 3 HUPKOBOIO (hyHKIi€r0. L5
pEeKOMEHallisl TPYHTYEThCSI HA JOCHIKEHHI 32 y4acTi JOPOCIHX Malll€HTIB 3 MOPYIICHHSIM
HUPKOBOI (PyHKIIIT.

Jns migmitkiB, giteir ta HemoBnaT KK y mn/xs/1,73 Mm% MOJKHA po3paxyBaTu 3 OIJISAAy Ha
KOHIEHTPALII0 KpeaTHHIHY y CHpOBaTil (MI/IUI), 3aCTOCOBYIOUM Taky (opmyiny (dopmyna
[Bapma):

3pict (cm) x ks

KK (mMn/xB/1,73 M%) = .
KpeaTHUHIH CUPOBAaTKU KPOBI (MI/111)

V niteit Bikom 110 13 pokiB Ta mimiTKiB-a1BUaTok ks = 0,55; y mimmitkis-xsomniis ks = 0,7.

Taomus 2
PexoMenparii momo Kopekiii Ao3u Ay JiTe Ta MiANITKIB i3 MOpPYIIeHHSM (QYHKIIT HUPOK 3
Macoro Tina Menmre 50 kr

CryniHb TSHKKOCTI HUPKOBOT Knipenc kpeatuniny | it BiKoM Big 6 pOKiB Ta MJUTITKH 3

HEJI0CTATHOCTI (Mn1/xB/1,73 M?) Macoro Tina menme 50 kr("

HopmaneHa QyHKIIisSE HIPOK >80 10—-30 mr/kr (0,10—0,30 mi/kr) 2 paszu
Ha 100y

Jlerkwii cTymiHb 50-79 10—20 mr/kr (0,10—0,20 ma/kr) 2 pasu
Ha 100y

CepenHiii cTyniHb 30-49 5—15 mr/kr (0,05-0,15 mi/kr) 2 pa3u
Ha 100y

TsKKUH CTYTIIHB <30 5—10 mr/kr (0,05—-0,10 mi/kr) 2 pa3u
Ha 100y

TepMmiHanbHa cTafis (Mali€HTH, - 10—20 mr/kr (0,10—0,20 ma/kr) 1 pa3

sKi TIepeOyBalOTh Ha JTiaisi) Ha 106y Y

(OJTns mosyBanHs 10 250 Mr, Wi 103, He KpaTHUX 250 MT, KOJIM PEKOMEHI0BAaHE J03yBaHHS HEMOKIHBO
OTPUMATH IPUHOMOM AEKIUTBKOX TaONETOK, a TAKOK JJIs ALi€HTIB, AKi HE MOXKYTh TPOKOBTHYTH TaOJIETKH,
CJIiJ1 3aCTOCOBYBATH OpaJIbHUH po3urH JleBinuram.

@V nepumii €Uk JTiKYBaHHS PEKOMEHIYETHCS 3aCTOCYBATH HABAHTAXKYBAJIbHY 103y JIeBeTUpaneramy 15
mr/kr (0,15 mi/kr).

OTicns mianizy peKOMEHIYETHCS 3aCTOCYBATH JA0AATKOBY 103y 5—10 mr/kr (0,05-0,10 mu/kr).




Ileuinkosa neoocmammuicmo

Jis mamieHTiB 31 ClaOKUM Ta MOMIPHUM MOPYIICHHAM (YHKLII MEYiHKKM KOPEKIlsl 703U He
noTpiOHA. Y MaIi€eHTIB 13 TSHKKUMH MOPYIICHHSIMH (PYHKITIT MEYIHKH KIIIPEHC KPEaTHHIHY MOXKE
HE TIOBHOIO MIpOI0 BiIOOpakaTu CTYMiHH HUPKOBOI HENOCTATHOCTI. TOoMy HJisi TAI€HTIB i3
KIipeHcoM KpeatnHiHy < 60 Mi/xB/1,73 M? 106OBY MiATPUMYBalbHY 703y PEKOMEHIOBAHO
3Hu3uTH Ha 50 %.

Limu

Jlikap MOBMHEH NpHU3HAYATH HAWOUIBII BiAMOBIAHY JHKapchbKy (opmy, Ao3yBaHHSA 1 (opmy
BUITYCKY 3QJIEXKHO BiJ BiKy, MacH TijJia i pO3paxoBaHOi J103H.

Jlikapcbkuit 3aci0 y popmi TabeTok He PEKOMEHAOBAHHUH JIJIsi 3aCTOCYBaHHS JITSAM BIKOM JI0 6
POKIB 1 JJIS MAI€HTIB, SIKI HE MOXYTh MPOKOBTHYTH TaOnerku. Lliif rpymi namieHTiB OakaHo
3acTocoByBaTH npenapar Jlepinuram y hopmi opanbHOro po3uuny. Kpim Toro, HasiBHI J03yBaHHS
Ta0JIETOK HE MIIXOASTh IS TOYATKOBOTO JIIKYBaHHS JITeH 3 MacOlO Tija 70 25 Kr, IS MAIli€HTIB,
AKi HE MOXYTh NIPOKOBTHYTHU TabneTku, abo s 3acTocyBaHHS 103 10 250 mr. VY Bcix
BUIICHABEICHUX BHITQJKaX JIKYBaHHS CIIJI PO3MOYMHATH TpernapaTtoM JleBimuram, opambHUN
PO3YHH.

Monomepanis
besneka Ta eheKTHUBHICTH 3aCTOCYBaHHsI JIiIKapchKoro 3aco0y JleBetuparneram AciHo sk

MOHOTeparii JiTsM 1 miamiTkam 10 16 pokiB He BctaHOBIeHi. [laHi BiCyTHI.

Ilionimku (8ixom 16—17 pokie) i3 macoro mina 6i0 50 ke i3 napyianbHuMu Hanadamu 3 6MOPUHHOIO
eeHepanizayieio abo b6e3 maxoi, y AKUX enepute 0iazHOCMOB8AHO eniienciio

Jug. Bume po3nin «opocii (> 18 pokis) ta mimmitku (12—17 pokiB) 3 Macoro Tina Big 50 kr».
Hooamkosa mepanis o dimeil s8ikom 8i0 6 pokie ma niorimkie (12 — 17 pokis) 3 macorw mina
Menute 50 ke

HemoBisitaM 1 IiTAM BiKOM /10 6 pokiB OakaHO 3acTocoByBaTH mpenapat JleBinuutam y dopmi
OpaJTBHOTO PO3UUHY.

JiTsam BikoM Bif 6 pOKiB opailbHUM po3uuH JleBiruTam cCiiJl 3aCTOCOBYBAaTH ISl JO3YBaHHS
npenapary a0 250 mr, 11 103, He KpaTHuX 250 Mr, KOJIM peKOMEH/I0BaHE J03yBaHHS HEMOKIIUBO
OTpUMATH MPUHOMOM JEKITHKOX TAOIETOK, a TAKOXK JIJISl MAIIEHTIB, SIKI HE MOXYTh MPOKOBTHYTH
TaOJIETKH.

Jlns ycix moka3aHb CJIiJ1 3aCTOCOBYBATH HaliMeHITy epekTuBHY 103y. [louaTkoBa 1032 7151 AUTUHU
a0o miJIiTKa 3 Macoro Tija 25 Kr moBUHHA cTaHoBUTH 250 MT 1Bivl Ha 7100y, MakCUMallbHa J03a
— 750 mr nBiui Ha 100Y.

Hitsam 3 macoro Tina Ounemie 50 Kr J03yBaHHS JUIsl YCIX MOKa3aHb MPHU3HAYAIOTh 32 CXEMOIO,
HABEICHOIO IS TOPOCITUX.

Jus. Buie posain «Jlopocini (> 18 pokiB) Ta mianitku (12—17 pokiB) 3 Macoro Tisa Big 50 kr» uis
yCiX MTOKa3aHb.

Jlonomixcna mepanis ons Hemosaam ikom 6i0 1 0o 6 micsayis

HeMogusitam 3acTOCOBYIOTH mpenapat y (opMi OpaabHOTO PO3UHHY.

Himu

Jlikapcekuit 3aci0 y popmi TabeTok He PEKOMEHAOBAHUI JIJIsi 3aCTOCYBaHHS JITSAM BIKOM 10 6
pokiB. HemoBsiTam BikoM Bif | Micsiis i 1iTSM BiKOM /10 6 pOKiB CIIiJl 3acTOcOBYBaTH JIeBiuTam,
OpaJIbHUN PO3YMH.

Ilepeoo3ysanna.

Cumnmomu

[Ipu mepemo3yBaHHI JeBETHpAIleTaMy CIIOCTEPITAIUCS COHJIMBICTh, 30YyIKEHHS, arpecis,
MPUTHIYCHHSI TUXAHHS, TPUTHIYCHHSI CB1JIOMOCTI, KOMa.

Jlikysanns

VY pasi roctporo mepeno3yBaHHS HEOOXiMHO MPOMUTH NHUTYHOK a00 BHUKJIMKATH OJIIOBAaHHS.
CnernudivyHoro aHTHAOTa JeBeTuparieTamy Hemae. [Ipm HEOOXITHOCTI CiIiJg  MPOBOAUTH
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CUMIITOMAaTUYHE JIKyBaHHSA, y T. Y. 3 BHUKOPUCTaHHSAM Tremojiaiizy (BuBoauThCs a0 60 %
neBeTHpaleramy Ta 74 % OCHOBHOTO METa0OoMITY).

Hob6iuni peakuii.

HaituacTime moBiqoMsuiocst mpo Taki moOivHi peakilii, Sk Ha30()apuHTIT, COHIMBICTh, TOJIOBHUN
011b, TIIIBUIIIEHA BTOMJTFOBAHICT 1 3antaMmopodeHHs. [Ipodias moGiYHUX peakxilii, 10 HaBOIUTHCS,
IPYHTYETbCS Ha y3araJbHEHOMY aHali3l JaHUX IUIAe00-KOHTPOIbOBAHUX  KIIIHIYHUX
BUMPOOYBaHb 3a yCiMa TOKAa3aHHSAMH, Yy SIKHX 3arajloM B3sJi0 y4dacTh 3416 mamieHTiB, fKi
OTpuMyBalld JieBeTupaneraMm. Lli 1aHl JONOBHIOIOTHCS 3aCTOCYBaHHSIM JIEBETHpAllETaMy Yy
BIZIMOBITHUX PO3IIMPEHUX BIJKPUTUX JOCITIIKEHHSIX, @ TAKOX MOCTMAPKETHHTOBHM JIOCBIIOM.
[Tpodine Oe3neku JeBeTUpameTamy, K MpaBUiIo, CXOKHK y PI3HUX BIKOBHUX Ipymax (Jopocii i
JITH) TIpY 3aCTOCYBaHHI 32 Pi3HUMH BCTAaHOBJICHUMH TTOKAa3aHHSIMHU.

[To6iuni peakmii, Mpo sKI MOBIAOMIISIIOCS B KJIIHIYHUX JOCIHIDKEHHSAX (CTOCOBHO JOPOCIHX,
MiJUTITKIB, MiTeHd 1 HEMOBIAT BIKOM Bif 1 MIcCSIs) 1 MPOTATOM MOCTMAPKETUHTOBOTO TEPiOAYy,
3a3Ha4YCHI HIDKYE 3a CHCTEMaMM OpraHiB Ta 3a YacTOTOK BHHUKHEHHsS. [lo0iuHi peakirii
NPE/CTaBJICHI Y MOPSAIKY 3MEHIIECHHS CEpHO3HOCTI, a X 4acToTa BH3HAYAETHCS TAaKUM YHHOM:
nyke yacto (> 1/10); wacro (Big > 1/100 mo < 1/10); newacro (Big > 1/1000 mo < 1/100); piako
(Bim > 1/10000 mo < 1/1000) i myxe pinko (< 1/10000).

Inghexyii ma ineasii: pyxe 4acto — Ha30(hapUHTIT; PIAKO — IHPEKIIIi.

3 6oky cucmemu Kpogi: HEUACTO — TPOMOOIUTOIICHIS, JICHKOMCHIs; PIAKO — HEHUTPOICHis,
MAHIUTOIEHIs, arpaHyJIOLUTO3.

3 60Ky imyHHOI cucmemu: PiIKO — METUKAMEHTO3HA PEAKIlis 3 €03MHO(DIIIEI0 Ta CHCTEMHUMHU
cuntomamu (DRESS-cungpom), rinepudyTiuBicTh (BKIIOYAIOUM AHTIOHEBPOTHUYHUN HaOpAK 1
aHadinakciio).

THopywennsa xapuysanns ma o6MiHy peuo8uH: 4acTO — aHOPEKCIisA; HeYacTO — 301IbIICHHS Macu
TiJIa, 3MEHIIIEHHS MacH T1JIa; PiJKO — TIIOHATPIEMISI.

3 60Ky ncuxiku: 4acTo — AETpecisi, BOPOXKICTh, arpecisi, TPUBOKHICTh, O€3COHHS, IPaTiBIUBICTD,
HEPBO3HICTh, HEYACTO — CHpoOM Cyiuuay Ta CyiluuJanbHI JyMKH, [CUXOTUYHI pO3JIajaH,
aHOMaJbHA TMOBEJIHKA, TalIOIMHALIL, THIB, CIUIyTaHICTh CBIJOMOCTI, MaHIYHI aTaku, eMOIliiHa
TaOUTBHICTR/3MIHU HACTPOIO, 30YDKEHHS; PIIKO — CYIlUI, pO3Jagy OCOOMCTOCTI, aHOMAJIbHI
JTYMKH, JeTipiil; 1yKe piIKo — 00CECUBHO-KOMITYJIbCUBHUH po3nag™*.

3 00ky Hepeosoi cucmemu: JyXe 4YaCTO — COHJIMBICTB, T'OJOBHHUH Oilb; 4acTo — CYJOMH,
MOpYIIEHHST PIBHOBArd, 3allaMOPOYEHHsI, JETapris, TPeMOp; HEeYacTO — aMHe3is, MOpYyIIeHHS
nam’sTi, aTakcisi, MOPYIIEHHsS KOOPAMHALlll, MapecTesis, po3Jiagy yBaru; piko — TilepKiHe3is,
X0peoaTero3, AMCKIHE3is, MOPYLIeHHs XOIM, eHuedanonaTis, NOCHIEHHS CYJIOM, 3JIOSKICHUM
HEUPOJICTITUYHUN CUHIPOM™,

3 60Ky opeanis 30py: HEUACTO — AUILIONISA, PO3MUTICTH 30DY.

3 60Ky opeanis cryxy ma pigHo6azu: 9acTo — BEPTHTO.

3 60Ky cepya: pinko — nopoBxeHHs iHTepBainy QT na EKT.

3 b6oky opeanie OuxamHs, epyOHOI KIIMKU Ma cepe0oCmiHts: 94acTo — Kalleb.

3 60Ky WAYHKOBO-KUWIKOB020 mMpaKmy: 9acTo — OuUTb y KMBOTI, Jiapes, JUCIENCis, HyAOTa,
OJIFOBaHHSI; P1JIKO — TAHKPEATHT.

3 b6oky eenamobiniapHoi cucmemu: HEYaCTO — BIIXWICHHS BiJl HOPMHU pe3yJIbTaTiB MEYIHKOBUX
po0; PiKO — renaTUT, MEYIHKOBA HEJOCTATHICTD.

3 60Ky HUPOK i ceu08UdiNbHOI cucmemu. PiAKO — FOCTPe YpaKeHHsI HUPOK.

3 60Ky wxipu ma niOwKipHOi KIiMKOGUHU: YaCTO — BUCHIIAHHS, HEYACTO — €K3eMa, CBEpOIK,
aJlonenis; piAKo — TOKCHYHMH emiiepMaibHHi Hekpodi3, cuHiapoMm CriBeHca-/[)xoHCOHa,
MyJIbTU()OPMHA epUTEMA.

3 60Ky KicmKko80-M 430600 cucmemu ma CHOAYYHOI MKAHUHU: HEYACTO — Mialris, M’ s30Ba
C1a0OKICTh; PIIKO — pabaOMIOIi3 1 MiIBHUINECHHS piBHS KpeaTuH(Ooc(hOKiHA3U B KpOBi*.

3acanvhi posznadu: 9acTo — aCTEHisl, MiBUIIICHA BTOMJIFOBAHICTb.

Tpasemu, ompyenns ma npoyedypHi yCKIaOHeHHs: HEYacTO — TPABMHU.

* JlomupeHicTh 3HauyIO BUIIA Y STOHIIB MOPIBHIHO 3 MAllEHTAMHU HEATIOHCHKOTO ITOXOKESHHSI.
** Cnocrepiraivcs TyXe PIIKICHI BUITAJKH PO3BUTKY O0CECHBHO-KOMITYJbCUBHHX PO3JaIiB
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(OKP) y mauientiB 3 OKP abo ncuxidHMMHU po3jiajaMH B aHaMHE31 B MMOCTMapKETHHTOBOMY
CITOCTEPEIKEHHI.

Onuc oxpemux nooiuHux peaxyii

Pu3uk anopekcii 3pocTae mpu 0JHOYaCHOMY 3aCTOCYBaHHI JI€BETUPALIETAMY 3 TOIIPaMaTOM.

[Tpu nposiBax anonenii y AesiIKuX BUTMAJKaX BiI0yBajIocs BiAHOBIECHHS BOJIOCSHOTO MOKPUBY MiCIs
NPUMTMHEHHS 3aCTOCYBAHHS JIEBETHPAIETaMYy.

[Tpu mposiBax MaHUMTOIEHIT y ASSIKUX BUTIAAKAX CIIOCTEPIranocs MPUrHiueHHs KICTKOBOTO MO3KY.
Bunanku enuedasnonarii, 3a3BHU4aid, CriocTepiraiucs Ha MOYATKy JIIKyBaHHA (Bl ACKIJIbKOX THIB
JI0 KIJIBKOX Mics1iB) 1 Oy 000pOTHUMU MiCIsl TPUITMHEHHS JIIKyBaHHS.

Limu

Cepen narienTiB BikoM Bix 1 micsius 1o 4 pokiB 3araiom 190 mamieHTiB OTpUMyBaJIU JTiKyBaHHS
JIeBETHPALETAMOM Y XO/l1 MJIale00-KOHTPOIbOBAHUX Ta BIAKPUTHX MPOIOBKEHHUX TOCIIKEeHb. 60
13 IMX Tali€HTIB OTPUMYBAIX JIIKYBaHHS JIEBETHPAIIETAMOM Y XOJi IUIane00-KOHTPOIbOBAHUX
nociimkenb. Cepes maiieHTiB BikoM 4—16 pokiB 3aranom 645 maiieHTiB OTPUMYBAIH JIIKYBaHHS
JICBETHPAIIETAMOM Y X0/ M1are00-KOHTPOIBOBAHMX 1 BIIKPUTHX TPOJTOBKCHHIX JTOCHIKCHB. 233
3 IUX Mali€HTIB OTPUMYBAIU JIIKYBaHHS JIEBETHPALIETAMOM Yy XOJi I1ae00-KOHTPOILOBAaHUX
JOCTiKeHb. B 000X 3a3HaueHUX BIKOBHX I'pymax Il JaH1 JOIMOBHEH] TAHUMHU IIOJI0 3aCTOCYBaHHS
JeBeTHpaleTaMy y MicIspeecTpaliifHOMy Mepioii.

Kpim TOro, y xomi micaspeecTpamiiiHOTO IOCTi/DKEHHS Oe3MeKr JIKyBaHHS NpernapaToM
orpumyBasio 101 HemoBns BikoM g0 12 wmicsmiB. HoBux nmaHux 3 0Oe3meKkd 3acTOCYBaHHS
JIeBETHUpALleTaMy HEMOBIIATAM 3 CTIJICTICIEI0 BIKOM 110 12 MicsIiB OTpuMaHo He OyI10.

[Tpodine moOIUYHUX peakiiil IeBeTUpaleTaMy 3arajioM CXO0XKHH y pi3HUX BIKOBHX Ipynax Ta Mpu
BCiX 3aTBEpKEHMX MOKa3aHHAX eriyencii. Pesynpratu momo O6e3mekn 3acTocyBaHHs IpenapaTy
TUTSAM, OTPUMAaH1 y X0/ IU1a1e00-KOHTPOIbOBAHUX KITHIYHUX JOCTIIKEHb, BIIMOBIAAIN PO P10
Oe3MeKu JIeBeTUpaleTaMmy y JOPOCIIHUX, OKPIM MOOIYHUX peakiliid 3 OOKY MOBEIIHKH Ta TICUXIKH,
AK1 y AiTei Oynu OUIbII YaCTHUMH, HIXK Y JOpOCTuX. Y JNiTel Ta miAiTKiB BikoM Bia 4 1o 16 pokiB
osroBaHHS (Myke gacto, 11,2 %), 30ymkenicts (dacto, 3,4 %), 3MiHa HacTporo (dacto, 2,1 %),
adexkTuBHA NabinbHICTh (dacto, 1,7 %), arpecis (dacto, 8,2 %), aHoMalbHa MOBEAIHKA (YacTo,
5,6 %) 1 neraprisa (yacto, 3,9 %) cnoctepiranucs 3 OUTBIIO YacCTOTOIO, HIK B 1HIIMX BIKOBHUX
rpynax abo y 3araibHoMy npodisi 3 6e3neku. Y HeMOBIIAT 1 AiTel BikoM BiJ 1 micsius 10 4 pokiB
JpaTiBIUBICTh (Ayxe yacTo, 11,7 %) Ta nopymenHs koopauHanii (yacto, 3,3 %) crocrepiranucs
3 GUIBLIOIO YaCTOTOO, HIXK B IHIIMX BIKOBHUX Ipymnax a0o y 3aranbHoMy Npodisii 3 6e3MeKH.

VY mnongiitHOMy clinoMy IUiane00-KOHTPOILOBAHOMY JOCTIIKEHH] 3 O€3MeKH NJisi IITeH, sKe
IPOBOJMIIOCS 3 METOIO JIOBECTH HE HMXKUY €QEeKTHBHICTh Mpenapary, HiK miane0o, OLiHIOBAIH
BIUJIMB JIEBETHpAlLlETaMy Ha KOTHITUBHI Ta HEWPOIICUXOJIOT1YHI MMOKa3HUKY Y AITeH BIKOM Bia 4 110
16 pokiB 3 mapIiaIbHUMU HamagaMu. 3a pe3yibTaTaMH I[bOI0 JTOCIiIKEHHs, JIEBETHpalleTaM He
BiJIpi3HsABCA (He OyB MeHII eeKTUBHUM) BiJ IJ1ane0o 111040 3MIHH BiJl BUXIJHOTO PiBHA yBaru 1
nam’sTi 3a mkasuoro Leiter-R, cymapHOro noka3zHuka nepeBipku mam’ati y MomyJisLii BiIOBITHO
110 IPOTOKOITY. Pe3ynbraTy, MoB’s3aHi 3 HOBEIIHKOBUMHU Ta €eMOLIHHUMHU (QYHKIISIMHU, BKa3yBalIH
Ha TIOCWJIGHHS Yy TMAlli€HTIB, SKUX JIKyBaJld JIEBETHUPALETAMOM, arpeCUBHOI IOBEIIHKH, IO
BH3HAUalach CTaHAApTHU30BAaHO 1 CHCTEMAaTHYHO, 3 BUKOPHUCTAaHHSIM BalliIU30BaHUX 3ac00iB
(CBCL — Achenbach Child Behavior Checklist — KoHTponbHUN CNHUCOK AUTSAYOI MOBEAIHKU
Axenbaxa). OgHak y NaIi€HTIB, SKI OTPUMYBAIM JIEBETUpALlETaM y XOJl JOBTOCTPOKOBOIO
BIJIKPUTOTO JOCHI/DKEHHS MOJAJIBLIONO CIIOCTEPEKEHHs, Yy CEepeIHbOMY HE CIOCTepiraiocs
MOTIPIIEHHS MOBEJIHKOBUX Ta EMOLIMHNUX (PyHKIIIH, 30KpeMa MOKa3HUKU arpeCUBHOT MOBEAIHKU
He OyJI TipIIMMHU 32 BUXITHUH PiBEHb.

[ToBigOMIICHHS TIPO Mi03PIOBaHI MOOIYHI peakKilii

[ToBimomiieHHsT Mpo TMOOIYHI peakiii MICHs peecTparlii JIKapChbKOTO 3aco0y Mae BaKIMBE
3HayeHHdA. lle 7ae 3Mory mNpoOBOAWTH MOHITOPUHI CITIBBITHOLICHHS KOPHCTH/PU3UK MpPU
3aCTOCYBaHHI IILOTO JIIKAPCHKOT0 3ac00y. MenuyHuM Ta (papMareBTUIHUM ITpaIliBHUKAM, a TAKOXK
narieHTaM abo iX 3aKOHHUM IMPEACTaBHUKAM CIIiJ] TIOBIIOMJISITH MIPO YCi BUMIAAKH T1A03PIOBAHUX
MOOIYHMX peakilii Ta BiICYTHOCTI €(PEKTUBHOCTI JIKApChKOTo 3aco0y depe3 ABTOMATH30BaHY
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iH(popMariiiHy cuctemy 3 GpapMakoHarasay 3a mocuiaaHasM: https://aisf.dec.gov.ua.

YV pasi eunuknenns nobiunux peakyiui abo 3anumaHb w000 Oe3neku ma eQekmueHocmi
3ACMOCYB8AHHA  JIIKAPCbKO20 3Aco0y, Npocumo 36epmamucsi 00 6i00iny Gapmakonazisidy
TOB «ACIHO YKPAIHA» 3a adpecoio: 6ynveap Baynasa I'asena, 8, m. Kuis, 03124, men/chaxc:
+38 044 281 2333.

Tepmin npuoamnocmi. 2 poku.

YMoBu 30epiranns. 36epiraté y HeIOCTYITHOMY JJIs AiTeH Miclli, B OpUTIHAIBHIN YIIAKOBII MPH
temMriepatypi He puiie 25 °C.

¥YnakoBka. [To 10 Tabnerok y 6micrepi; mo 3 abo 6 GiictepiB y madiii.
Kareropis Binnmycky. 3a penentom.
Bupoonuk. TOB «®apma Crap».

Micue3Haxo/:KeHHsI BUPOOHUKA Ta ajJipeca Micls MPOBAJIKeHHS HOTro AisIbHOCTI.
Vkpaina, 03124, m. Kuis, 0ynsBap BaiiaBa 'aBena, 8.

JlaTta octanHboro neperuasay. 05.04.2024
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