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MUHUCTEPCTBO 3/IPABOOXPAHEHM S POCCUMNCKOM ®F JIEP AL

MHCTPYKIMA 11O MEJIUIIMHCKOMY ITPUMEHEHMIO
JIEKAPCTBEHHOI'O ITPEITAPATA

KEIIIPA®

Perucrpannonnsiii Homep: JIII-000325

Toprosoe HanumeHoBanue: Kermpa®
Me:kayHapo/HOe HeATEeHTOBAHHOe HAMMEHOBaHHe: JIeBeTUpalleTaM
Xumuueckoe HazBaHue: (-)-(S)-0-3Tri-2-okco- | -uppoauaAnH-aleTaMu

JlexapcTBenHasi popMa: KOHIIEHTPAT JUISI IPUTOTOBJICHUSI paCcTBOpPa sl UHQY3UH.
Cocras:

B 5 mJ1 pacTBOpa COAEPIKUTCS:

Oeticmeyroujee seujecmeso. neBerupaneram — S00 mr;

gcnomozamenvivie geujecmea; HaTPUs alleTaT TPUTUAPAT 8,2 MI, HATPHUs XJIOPHUT
45 mr, nensHas ykcycHas kwuciora® 10 % mo moctmxkenus pH 5,5, Boma s
WHBEKIUMN 0 TTOJyYEeHUs 5 MIIL.

Onucanue: po3payHblii, OECIIBETHBIN pacTBOP.
®apmakoTepaneBTHYeCKas IPyNIa: IPOTUBOSIUIEIITUIECKOE CPECTBO.

Kox ATX: N03AX14.

dapmakoJornyecKue cBoicTBa

DapmakoOUHAMUKA

JleetnparieraM — aKTMBHOe BelllecTBO mpemapara Kenmpa® — siBisiercs
IPOM3BOHBIM NUPPONKMJOHA (S-3HAaHTHOMED  OL-OTHJI-2-OKCO-1-IUpPOJIHINH-
areTaMua), IO  XUMUYECKOM  CTPYKType  OTIMYaeTcss  OT I/IBBFCTHBIX
IIPOTUBOSITMIIETITUIECKUX JICKAPCTBEHHBIX CPEJICTB.

MexaHu3M JIeCcTBUS

MexaHu3m JICCTBUS JIE€BET paneTamMa JO KOHIIa HE U3YYCH. BKCHepI/IMeHTBI invitro
U i1 Vivo TI0Ka3ajM, 4To Jie eTHUpaneTaM HE BIUACT Ha OCHOBHBIC XapaKTCPHUCTHUKU
KJI?TOK U HOPpMAaJIbHYIO HCprOTp&HCMPICCPIIO. ‘

UccnenoBanus in  vitro TOKa3alyd, 4YTO JIeBeTHpaleTramM BIUSeT Ha
BHYTpUHEHpPOHAIBHYIO KOHIeHTpauo oo Ca’', wactuano Topmoss Tok Ca**
gepe3 KaHaiel N- THma ©, CHW)Kash BBICBOOOXIECHHE  KalblUi W3
BHYTpUHEHpOHAIBHEIX  nerno. Kpome . Toro, meserupaneraM  49acTHYHO
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BoccTaHaBiuBaeT Toku depe3 ['AMK u rmmunH-3aBUCHUMBIE KaHAJbl, CHU)KEHHBIE
UHKOM U [3- KapbonmmHamu. Takke B HCCIEOBAHUAX in Vitro OBUIO ONpeeNeHo,
YTO JIEBETHPALIETaM CBSI3BIBACTCSI CO CTIEIU(DUIECKAM yIACTKOM B TKaHHU FOJIOBHOT'O
Mo3ra. MecTo CBs3BIBaHHUS TpeAcTaBisieT co00d Oelok 2A CHHATHYSCKUX
BE3UKYyJ, KOTOPBIA IIPEAIIOJIOKUTEIIFHO YYacTBYeT B CIHSHUU BE3UKYyNl U
DK30IIUTO3€ HEUPOTPAHCMUTTEpPOB. JleBeTupaneraM U CBsI3aHHbBIE aHAJOTH
pPa3IAYarOTCsl CPOJICTBOM CBSI3BIBAHUS C OeKOM 2A CHHAITHYECKUX BE3UKYII,
KOTOPOE KOpPpEIHUpPYyeT CO CTEINEeHBIO IPOTHUBOSMUIICIITUUECKON 3aIlUThl B
ayIMOT€HHOU MOJIeNIV STUIIETICUH y MbIIIeH. TOT (akT MO3BOJISIET MPEANOI0XKHUTD,
YTO B3aUMOJIEHCTBHE MEXKJy JIeBeTHpaIleTaMOM H OelaKoM 2A CHHAITHYECKUX
BE3UKYJl OYEBHUIHO BHOCHUT BKJIQJl B IPOTHUBOCYIOPOKHBIA MEXaHU3M JIeHCTBUS
npernapara.

dapmakomuHaMudeckue dYOOEKTh

JleBeTupareTaM HHAYIUPYET IPOTHBOSMMICTITHUSCKYIO 3aIIUTy B Pa3HOOOPa3HBIX
’KUBOTHBIX MOJIETISIX TTAPITUATBHBIX U IEPBUYHO-TeHEePaTU30BaHHEIX IIPUIIATKOB, HE
IPOSIBIISISI TIPU OTOM  TPO-KOHBYJIBCHBHOTO JedicTBHs. OCHOBHOM MeTaOONHT
JeBeTrpaleTama He aKTUBEH.

VYV nmromedl aKTUBHOCTH JIeBeTHpalleTaMa B OTHOIICHWH DSIHWICICHH H C
HapUUalbHEIMKA, M C TI'€HEePalM30BaHHBIMHM IIPHIIAJKaMHU ; (SIHIENTH(OPMHBIX
pa3psiL[0B/¢>0Tonap0KCI/I3MaJILH0171 peaKIMu) MOATBEPKJaeT ero  IIHUPOKHUH
(bapmMaKoIoTUIeCcKUuil IPOPUITh. )

Knuangeckas 53phekTUBHOCTH U 0€30I1aCHOCTh

Llononnumenvnas mepanus npu neYeHuU NApYUaIbHuIX NPUNAOKO8 ¢ 8MOPUUHOLL
2eHepanuzayueu unu be3 maxogou y 63pocivlx, NOOPOCMKO8 U demell ¢ 4-x nem ¢
Snunencuen

OdPexkTUBHOCTh JieBeTHpareTaMa y B3pPOCIHBIX ObLIa MOATBEPXKICHA B Tpex
JBOMHBIX CJIETBIX IJIale00-KOHTPOJIMPYEMBIX HCCISHOBAHUAX, 110 MPUMEHEHHIO
1000 mr, 2000 Mr m 3000 Mr B CyTKH, pa3felieHHOH Ha [Ba IpHeMa, C
MPOJOJDKUTEIILHOCTRIO JIedeHus 10 18 Henmenb. brllo moka3aHo, 9TO COOTHOIIICHUE
IAIMEHTOB, KOTOphIe mpoaemMoHcTpupoBaid 50 % u Ooiiee CHIDKEHHE YaCTOTHI
NapuaibHbIX PUIIIKOB B HEJEIIO OTHOCUTEIEHO UCXOIHOTO YPOBHS IPH IIpHUEMe
noctossHHOM 10361 ((12/14 wepenb) cocraBmina 27,7 %, 31,6 % u 41,3% y
IIAIIUEHTOB, NPUHUMABIIKUX JeBeTupaneram B go3e 1000, 2000| unmu 3000 mr
COOTBETCTBEHHO, U 12,6 % y manueHToB, MPUHUMABIINAX ILIAIE00.

[TennaTpudeckas MOy SIS

OddexTrBHOCTL JIeBeTUpaneTama y AeTell (B Bospacte oT 4 mo 16 mer) Gbuia
YCTAaHOBJIEHA B [JBOWHOM CJIENOM IUIAe00-KOHTPOJIHUPYEMOM HWCCISIOBaHUN
InIuTenbHOCTRIO 14 Hemenb, BKMouaBmieM 198 mamuenTtos. llanmeHTHl TaHHOTO
YCCIIeIOBaHUS IPUHUMAIIN JIEBETHpaIieTaM B IIOCTOSTHHOU 7103 60 Mr/kr/cyT (B 1Ba
Iprema). .
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44,6 % nNaUMEHTOB, IPHUHUMABIIMX JIeBeTHpaleTaM, u 19,6 % manueHToB,
nosy4aBmux Iwrarnedo, npogemonctpupoBasit 50 % u Ooree CHIDKEHHE YaCTOTHI
IaplHalIbHBIX IIPHUIIAJIKOB B HEJEII0 OTHOCHUTENIBHO MCXOoHOro ypoBHs. Ha done
[IPOJOJDKAIOIIETOCsT  JONrocpodHoro Jeuenust 11,4 % mamueHToB HeE UMETH
IpUIIaJKOB B TeUeHHe, 10 KpaillHed Mepe, 6 MecsueB U 7,2 % - B TeyeHHe, IO
KparHeu mepe - 1 roga.

B mrane60 KOHTpOIUPYEMBIX KIMHWYSCKUX HCCIICAOBAHUSIX IPHHHAMATH yYacTHe
35 mereid muanme 1 roxa ¢ nmapuyManbHBIMU IPHUITAIKAMU, U3 KOTOPHIX TOJBKO 13
OBLTH B BO3pacTe <6 MeCsIIeB.

Monomepanus  npu  neveHuu  NAPYUANLHLIX — NPUNAOKOS € 6MOPUUHOU
2enepanuzayuel unu 6e3 maxkosou y nayuenmos ¢ 16 nem u cmapuie ¢ enepevie
OUASHOCTMUPOBAHHOTL dNULENCUCT ’

D¢ deKkTUBHOCTL JeBeTHpaleTaMa B MOHOTEpanudd OblIa CONOCTaBHMa C
3¢ (eKTUBHOCTBIO KapOaMmazenwHa ¢ KOHTPOJUPYEMBIM BBICBOOOKIEHHUEM B
[apajuleNIbHBIX IPYyIIIax IPHU MPOBEICHUH IBOMHOTO CIIETIOr0 HCCIe0BaHus Ha 576
rnanyeHTax ¢ 16 jer W crapiie C BIIEpBbIE WJIM HENaBHO AUATHOCTHPOBAHHOMN
snunencueri. B ucciepgoBanue  OBIIM  BKIIIOYEHBI IMAHEHTHI TOJBKO C
HECIIPOBOLMPOBAHHBIMYU NapIUaIbHBIMUA TMPUIAJIKAMHA WU TeHEPAIU30BaAHHBIMH
TOHMKO-KIIOHHYSCKUMH IIpunajkaMu. llarmueHTs!, ObUlM  paHIOMU3UPOBAHBLl B
IpyHIIBI IeYeHUs KapOaMa3enuHOM ¢ KOHTPOJIUPYEMBIM BEICBOOOX IeHHeM 110 400—
1200 mr/cyTt nmm neetupaneramoM 1o 1000-3000 Mr/cyT, IpOIOIHKHTETEHOCTHEO
no 121 Henmenw B 3aBHCUMOCTH OT OTBETA.

OTtcyTcTBHE IIPUIA/IKOB B TeUeHHE 6 MecsIeB ObUIO OTME4YeHO y 73 % MalrieHToB,
IpHHUMAIOIIUX  JeBeTupaneram, u 72,8 % manmeHToB, NPUHUMAIOIINIX
KapOaMasenmuH C KOHTPOJIHUPYEMBIM BBICBOOOXKICHHEM; CKOPPEKTHPOBAHHAS
abcoylfoTHas pa3HUIA MEXIy Kypcamu Jedenuss cocraBuima 0,2 % (95 %
JOBEPHUTENbHBIA uHTepBal: -7,8 8,2). bonee MOJOBWHBI IAIMEHTOB HE MMETIH
IpuIajKkoB B TedeHue 12 mecses (56,6 % u 58,5 % nainreHToB Ha JieBeTHpaleTame
U Ha kapOamasenrHe ¢ KOHTPOJIHUPYEMBIM BBICBOOOKICHHEM COOTBETCTBEHHO ).
IIpy wu3ydeHWM [aHHBIX peajbHOM KIMHWYECKOW MPaKTHKH, COIIYTCTBYIOLIUE
IIPOTUBOSMHUIIENITHYECKHE TIPerapaTbl MOITKA OBITh OTMEHEHBI Y OTpeAeIeHHOTO
Yyuciaa [AlMeHTOB, KOTOphle OTBEeTHIM HA ILOHOHHI}ITGJILHyfo TEePAIHO
JgeBeTHpaneTaMoM (36 B3pOCIBIX MAIMEHTOB U3 69).

Lononnumengnas mepanus Ons iedeHus MUOKIOHUYECKUX NPUNAOKO8 ) 83POCIIbIX U
noopocmkog ¢ 12 nem u cmapuie ¢ 108eHUIbHOU MUOKIOHUYEKOT DNUNENCUECT

D exTUBHOCTH JIeBeTHpaleTaMa Oblila YCTAHOBJIEHA B IBOMHOM CJIEIIOM IL1alebo-
KOHTPOJUPYEMOM HCCIIENOBAHUY IIPOIOJDKATENHHOCTRIO 16 Henlenb Ui HallueHTOB
¢ 12 nmer W cTapmie ¢ HMAMONATHYECKOW TI'eHEPaJM30BaHHOM »dIHIIEIICHeH ¢
MHUOKJIOHHYECKUMH CYJOpPOTaMHU IIpA Pa3IUYHBIX CHHIPOMax. bOJNBIIMHCTBO
MallieHTOB MMEJIO FOBEHUJIbHYIO MHOKJIOHUYECKYFO SIIHJIETICHIO.
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B nanHOM wmccrnenoBammM Ji03a JeBeTupareraM cocrasisina 3000 mr/cyt B 1Ba
Ipuema.

58,3 % manueHTOB, NpPHUHHMMAaBIIMX JeBeTupaueraMm, u 23,3 % DalMUeHTOB,
IIPUHUMABIIUX IUTanebo, UMeiH, 110 KpaitHe Mepe, 50 % yMeHbIIeHne KOJInIecTBa
JHEN ¢ MHOKIOHUYECKUMU [IPUIIAJKaMU 33 HeAENI0. B TedeHune npoJ0oInKaroIerocs
JNOJIFOCPOYHOTrO JeueHus 28,6 % nanueHToB He UMEI MUOKIIOHUYECKUX CYJIOPOT B
TE€YEeHHe, 110 KpaitHel mepe, 6 Mecsnes, U 21 % manueHToB — B Te€UEHUe, 110 KpaitHei
Mepe, OHOIO Toja.

Llononnumenvnas mepanus 01 JeYeHUs NePEUYHO-2eHEPANTUR08AHHBIX MOHUKO-
KAOHUYECKUX MPUnNAoKo8 ) 83pocivix U noopocmkos ¢ 12 nem u cmapuie ¢
UOUONAMUYECKOLL 2eHEPATIUZ08AHHOU FNUIENCUEL

DddexTuBHOCTH JeBeTHpaleTama Oblla yCTaHOBIeHa B 24-HeJeIbHOM JIBOMHOM
CJIEIIOM  IIaneb0-KOHTPOIUPYEMOM HCCISHOBaHWM, BKIFOYABIIEM B3POCIHIX,
IIOJPOCTKOB ¥ OI'PaHUYEHHOE YHUCIIO IeTel ¢ UIMOTATUYeCKON reHepaiu30BaHHON
SIWIENICUEH C IepBUYHO-IeHepaln30BaHHBIMUA ToHUKO-KiIoumdeckumu (I11'TK)
[IpUIaZKaMy, C pPa3IUYHBIMHA CHHJIpOMaMHu (IOBEHWJIbHAS MHOKIOHHUYECKAS
SNUJIENCHUS, IOBEHWIbHAs aOcaHC-3IMJIeNCHs, AeTcKas abCaHC-dIMIIETICHS WITH
DIIMJIENICUS. ¢ TEHEePaAM30BAHHBIMH TOHHKO-KJIOHUYECKHMU CYAOpPOraMu IpHU
npoOyxaeHun). B 3TOM HecaeoBaHuu CyTOYHAs J103a JIeBeTHpalleTaMma CoCTaBIsiIa
3000 mr/cyT U1 B3POCIBIX U MOPOCTKOB Mt 60 MI/KT/CyT JUis JieTeH, pa3ielieHHast
Ha JIBa IIpreMa.

72,2 % mnanueHTOB, NPUHUMABIIUX JieBeTupaneram, u 45,2 % mnarueHToB,
IIPUHUMABIIMX IUane0o, mokKa3zall yMeHbIIEHWE YacTOThI IPUIIAJKOB B TCUCHHE
Henenu Ha 50 % u Gonee y narmenToB ¢ [1I'TK npumankamu. B mipogomxaromeMest
noarocpoyHoM HaOmomeHuu 47,4 % TalMeHToB He UMETM TOHUKO-KIOHHYECKUX
IIPUII2JIKOB B TEYEHUE, 110 KpalHe Mepe, 6 Mecsites, 1 31,5 % manueHToB He UMETH
TOHUKO-KJIOHMYECKHX IIPUITAJIKOB B TEYEHUE, [0 KpaiHe Mepe, OTHOTO rofa.

DapmakoKuHemuka

PapMaKOKMHETUYECKUH TpoduIIb OIMCaH Ha OCHOBE TIepopanbHOTO prueMa. Jloza
neserupanerama 1500 Mr npu BHYTPHUBEHHOM BBEIEHMHM OMOSKBUBAJIECHTHA J03€
1500 mr, mpuHATON BHYTPH B BUJe TaOneTok. PasoBasg no3a neBetupaneramu 1500
MT, pllijeﬂeHHaﬂ B 100 M 0,9 % crepunpHOr0O HMBOTOHMYECKOTO pacTBOpa U
BBEISHHAS BHYTPUBEHHO B TeueHWe |5 MHUHYT, SKBHBaIeHTHa mo3e 1500 mr
JeBeTHpaleTama, IPUHITOro NepopaibHO B TpH mprena mo S00 mr.

bruto prieHeHO BHYTPUBEHHOE BBejeHue M03upoBKU o 4000 Mr/cyT, pa3BeneHHON
B 100 M1 0,9 % cTepuibHOTO H30TOHUYECKOTO pacTBOPa U BBeICHHOH B TeueHue 15
MHEHYT, ¥ JO3UPOBKH 10 2500 mr/cyT, passenensoit B 100 M 0,9 % crepunsHOro
U30TOHUYECKOTO pacTBOpa M BBEACHHOM B TeuyeHue S5 MUHYT. llomydenmusre
(apMaKOKHHETHUIECKUN POPIITH U TPO(UIs 6€30I1aCHOCTH HE BBISIBUIN HUKAKUX
po6iem ¢ 6e30MacHOCTHIO.
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JleBeTHparieTaM XOpOIIO PacTBOPHMOE BEIIECTBO C BBICOKOH IPOHHMKAIOLIEH
cnocoOHOCTRIO. JleBeTmparieTaM HMeeT JIMHEHHYI (PapMaKOKUHETHKY C HU3KOH
BHYTpPH- X MEXCYOBEKTHOH BapuabenbHoCThI0. KiTupeHc JeBeTnpaleraMma oCcTaeTcs
IIOCTOSIHHEIM TIOCIIe TIOBTOPHOTO BBeIECHUS mpenapara. HezaBUCUMEINA OT BpEMEHH
(bapMakOKWHETHISCKUNW TNpoQuib ObUI TakKe IOATBEPXKAECH BHYTPHUBEHHBIM
BBeJieHreM 1500 mr 2 pasza B CyTKU B TeUeHHE 4-X THEH.

He mabmomanochk 3aBUCHMOCTH (DapMaKOKHHETHKHA OT 110114, Pachl WIM BPEMEHH
cyToK. PapMaKOKHHETHYECKUNA TIPOQHUITH COMIOCTABUM Y 3I0POBBIX TOOPOBOJIBLEB U
IIAITUEHTOB C 3MHUJICIICUEH.

B3pocibie ¥ OapocTKH

Pacnpenenenue

MakcumanbHasi KoHIeHTpaust (Cpa) IIOCIE BHYTPHBEHHOI'O OJHOKPATHOIO
Beejenus 1500 Mr qocturanack depes 15 MUHYT 1 cocTaBisuia 51 + 19 Mxr/mi.

Hwm nesetuparieTam, HI ero OCHOBHOM MeTabONUT HE CBS3BIBAIOTCS B 3HAYUMOU
crereny ¢ Oenkamu twiazmel (< 10 %). O6vem pacupenenenus (Vq) cOCTaBIET
npumepHo 0,5-0,7 1/kr, 9T0 GJIU3KO0 K 00IIeMy 00BheMy XKHUAKOCTH B OpraHU3Me.
Mertabosu3m

JleBeTpanieTaM HEaKTHBHO MeTa0ONU3UpYyeTCsl B YEIIOBEUECKOM OpraHHu3Me.
OcHoBHBIM MeTabommueckuM IyTeM (24 % oOT mo3bl) sBiseTcs (epMEHTHBIA
" THAPOJIK3 aneTaMuaHol rpynnsl. O0pasoBanue riepBrHuHOro Meradonura uch L0O57
nporcxouT 0e3 ydactust uzodepMeHToB nuroxpoma P450 neuenu. Merabonut
ucb LO57 sBnsercsa GpapMakororudecku HeaKTHBHBIM.

Kpome Toro, OpuIO oOIpemeleHO [Ba BTOPOCTENEHHBIX MerabonuTa. Ilepsbli
obpazyeTcst MPU THAPOKCUIHPOBAHUH IMUPPOIUAOHOBOTO Koibla (1,6 % mo3bl), a
BTOPOIl — IpH PacKphITHH nupposnngonoBoro komnbla (0,9 % noser). Ha gomo
JIPYTHX HEUICHTU(DUITUPOBAHHBIX KOMIIOHEHTOB IPUXOANATCA TONBKO 0,6 %0 NO3EL.
JleBeTnpanieTaM W €ro OCHOBHOM MeTaOONWT HE IOABEpPraroTCs B3aUMHOMY
SHAHTHOMETPHUECKOMY MIPEeBPAILEHHUIO in ViVo.

B ycnoBusx in vitro neBeTupareTaM M €ro OCHOBHOM MeTabOJIUT HEe MOAABIAIOT
OCHOBHBIX H30QopM 1uToxpoMa P450 meuyenn dwenoseka (CYP3A4, 2A6, 2C9,
2C19, 2D6, 2E1 u 1A2), aktuBHocTH riokyponunrpancdepas (UGTIAL nu
UGT1A6) 1 STIOKCHTHOM THUIPOKCUIIA3EI. Kp(x)(qt/xe TOr0, JIEBETUpAIleTaM HE BIIHSET
Ha TTFOKYPOHU3AIINIO BabIIPOEBOM KUCIIOTEI 1N Vitro.

B KynpType remaTOIMTOB YeJOBEKa JIEBETHPAIETAM OKa3blBal HE3HAUYMTEIBHOE
pimsaHue Ha CYP1A2, SULTIEI u UGTIA1l umux BooOIme HE H3MEHSI HX
aKTUBHOCTH. JleBeTupareraM BeI3bIBaN Jerkyto maayKinuto CYP2B6 un CYP3A4. Ha
OCHOBaHHMHM  DPE3yJHTAaTOB  OLEHKA  B3aMMOICHCTBUA  C | OpaIbHBIMH
KOHTpAIIeIITUBAMH, TUTOKCHHOM M Bap(haprHOM B YCIOBHSX in Vitro U in vivo He
OJKHJIAETCS 3HAYMMOM MHAYKIMU (HEepMEHTOB B YCIOBHSX in vivo. Takum o6pazom,
BEpPOSITHOCTh B3amMOJeHcTBHs Npemnapara Kenmpa ¢ Ipyrumu Ipenaparamu, U
Ha000pOT, ABIISETCS MAIOBEPOATHOM. .




BriBenenune
Ilepuon momyseiBenenus (1) U3 mIa3Mbpl KPOBH B3POCIIOTO UEJIOBEKa COCTABIISIET

7 £ 1 4 ¥ He 3aBUCUT OT JI03bl, CIIOCO0A BBEICHUS WU 9acTOThI BBefeHUs. CpeHsis
BeIWYMHA 00Iero kimpeHca coctaBigeT 0,96 mia/mMub/kr. OCHOBHOH IIyTh
BBIBEJIEHUS ITOYKaMU B cpeiHeM 95 % oT no3sI (0k010 93 % OT 10361 BEIBOJUTCS B
tedeHue 48 gacos). Beisenenuve ¢ dhexkammsmu cocrarinset 0,3 % OT 1035L.

OO6uuii ypoBeHb BBIBEJCHHS JieBEeTHpalleTaMa M ero OCHOBHOI'O MeTabOoJIUTa C
MoO4OU B mepsble 48 yvacoB cocraBisieT 66 % u 24 % oT 03Bl COOTBETCTBEHHO.
[Toueunslii knupeHc nepetupanerama u ucb L057 cocrasnser 0,6 u 4,2 Ma/Mun/KT,
COOTBETCTBEHHO, CBUAETEIBCTBYS O TOM, UTO JIEBETHpalleTaM BBIBOJAUTCS ITyTEM
KITyOOUKOBOH (DUITBTpaIK C MOCTeAYIONIed KaHaIbIeBOH peabcopOIueit, a Takke
YTO TIEPBUYHBIA MeTabOJIUT Ipenapara TakKe BBIBOJUTCA IIyTeM aKTHBHOU
KaHaJIbLIEBOW CEKpelMH B JOIOJHEHUH K KIyOOYKOBOUM (QuibTpanni. BeiBeneHne
JeBeTHpaleTaMma KOppeupyercs ¢ KIMPEHCOM KpeaTHHUHA.

IToxuaple NalMeHTh

VY nanueHToB noxxmiioro Bo3pacta T, yBenuuuBaetcsa Ha 40 % u coctaBisiet 10-
11 4, yTo cBsI3aHO C HapylIeHUeM (QYHKIIMH ITOYEK y 9TOH KaTerOpUH JIOACeH.
IlanuenThl ¢ HapylleHueM QYHKIUH ITOYEK

Knupenc neseTmpaneraMa M €ro IEPBUYHOIO MeTabonuTa KOpPPENHpYyeT ¢C
KJIMPEHCOM KpeaTWHHUHA. [1o3ToMy manueHTaMm co cpefHed M TSDKeIoH CTEeIeHBIO
JIOYEYHOM HEJOCTATOYHOCTHIO PEKOMEHIyeTcsl MOI00p J03Bl B 3aBHCHMOCTH OT
KIMpEHCa KpeaTWHWHa. B aHypuueckod TepMHUHAIBHOM CTaIuu ITOYCYHOU
HEJIOCTaTOYHOCTH Yy B3POCIHBIX MalueHToB T, cocraBiseT 25 9acoB B TEPUO.
MEXJly ceaHcamu Juanuia 4 3,1 gaca Bo Bpems guanu3a. B Teuenme 4-dyacoBoro
ceaHca nuanusa yaansercs 51 % neBerupanerama.

IlanmuenTHl ¢ HapyIleHHeM GYHKIUY IIeYeHT

VY nmauueHTOB ¢ HapymnieHHMeM (QYHKIIHMU IeYeHU JIeTKOH W cpelHed cTeleHel
TSDKECTH 3HAUYMMBIX M3MEHEHHWH KIWpeHca JieBeTHpaleraMa He MPOUCXOIUT. Y
OOJNBIIMHCTBA TAITUCHTOB C TSDKEIBIMH HApYIIEHUSIMH (GYHKIIUU TeYeHH Mph
COIyTCTBYIOIEH  IMOYEYHOH  HEJOCTAaTOYHOCTH  KJIMPEHC  JieBeTHpaleTama
cHImKaeTcs 6oee yeM Ha 50 %. 1

Jetn oT 4 1o 12 ner '

VY nereil (apMakoKMHETHKa JieBeTHpalleTaMa, BBOAUMOTO BHYTPHUBEHHO, HE
H3ydanach. Onuako COrJIacHO dapMaKOKHHETHIECKUM IoKasaTelsiM
JeBeTHpaleTama, GapMakOKHHETHKE Y B3POCIBIX ITOC/I€ BHYTPUBEHHOIO BBEICHHS
U dapMaKkOKHHETHKEe y JeTeil mocie mepopalibHOro BBeieHus, Bemumuuna AUC
(TuToIamb oA KPWBOM) OXKHIAeTCs OBITH COMMOCTABUMOMN mociie BHYTPUBEHHOI'O ¥
[IEpOPaJIBHOTO BBEICHUS JIeBeTUpalieTaMa y JieTel B Bo3pacte ot 4 10 12 ner.
ITocne ofHOKpAaTHOTO ITepOPaATIFHOTO BBEICHHS JieBeTupalerama (B go3e 20 MI/Kr)
JeTsM ¢ snuiencued (B Bo3pacte oT 6 mo 12 5er) nepuop IOIyBBIBEICHHS




JeBeTHpaleTama cocTaBmi 6,0 u. OOmmi KiIuMpeHC —JeBeTHpalleTama,
CKOPPEKTUPOBAHHBIM 110 Becy, ObLT pumepHO Ha 30 % BhIIIE, €M y B3POCIBIX C
SIMIIEIICUEH.

Ilocie MOBTOPHOIO IEepopajbHOTO BBelNeHMS B o3¢ 20-60 MI/KI/CYyTKH AeTsIM C
snmiericuelt (B Bo3pacte oT 4 nol2 ser) neBetupareraMm OBICTpO abcopOupyercs.
MaxcumanpHas IUIa3MeHHas KOHIeHTpaluus pocturaercs gepes 0,5-1,0 gaca nocie
npuema. MaxcumanpHas IUIa3MEHHAsi KOHLIEHTpalus M IUIOMIaJb IIOJ KpUBOH
BO3pacTallM JIMHEMHO H IIponopruoHanbHO no3e. llepwon momyBeIBeEHNMS
cocTaBJIsIeT MpUMepHo S5 yacoB. OOIui KiupeHc cocrasisger 1,1 Mi1/MUAB/KT.

Iloka3zanusa k NPpUMCHCHHIO
H&HH&H JICKapCTBCHHAA @opMa MOXXET HCIIOJIB30BaATLCA B KadeCTBE BpeMeHHOfI
AJIbTCPHATHUBBL IIPHW HEBO3MOXKHOCTH IpUEMa IICPOPpaIbHBIX (I)OpM IIpCltapaTta.

B xauecTBe MOHOTEpAITUU [IPH JICUCHHUH:

- TIapUuajbHBIX IIPHUIIAJKOB C BTOPUYHON reHepanu3alieil wiu 6e3 TaKoBOU y
B3POCIBIX M IOAPOCTKOB ¢ 16 Jjer ¢ BHepBble AUArHOCTHUPOBAHHOM
BIIUJICTICUEH.

B cocTtaBe JONOIHUATENBHON Tepanuu NPy JICUSHUH:

- IaplLUalbHBIX IIPUIIAJKOB C BTOPUYHOMN reHepanu3alnuei win 6e3 TakoBoH y
B3POCJBIX U IeTel cTapliie 4 JeT ¢ dIuIercuei;

-  MUOKIIOHHYECKHX CYIOPOI' y B3POCIBIX M MOJPOCTKOB cTapine 12 mer ¢
FOBCHUJIBHOU MUOKIIOHUYECKOM 3IUIICIICUEeH;

- IIEpBUYHO-T€HEPATHU30BAHHBIX CYIOPOXKHBIX TOHHKO-KJIIOHUYECKIX
IPUIIAAKOB Y B3POCIBIX U IIOJPOCTKOB CTapiie 12 JIeT ¢ UANONaTUYeCKOMH
TFeHEePAIM30BaAHHOM SITHUIICTICHEH.

IIporuBonokazanus
- TIOBBIIIEHHAs YyBCTBUTEILHOCTH K JIeBeTHpaleTaMy WIH  APYyTUM
IIPOU3BOJHBIM [TUPPOIIUIOHA, @ TaKXKe K JIFOOBIM KOMITOHSHTaM Iperiapara,
- JeTckuil Bo3pacT 10 4-x ner (OGe3omacHOCTE M 3P(EKTUBHOCTH He
yCTaHOBJICHBI) |
|
C 0CTOPOKRHOCTHIO:
- MalMeHTHl OKUIIOro Bo3pacTa (cTapiie 65 JeT);
- 3a0oyieBaHUS MIEYCHU B CTAIUH IEKOMITCHCAIUH;
- TIoYeYHas HeJOCTaTOUYHOCTD.
1 |
IIpumenenne BO BpeMs OepeMEeHHOCTH, MEPHOAa IPYAHOr0 BCKAPMJIMBAHHA,
BJIMSIHHE HA (PePTHIBHOCTH




JKeHIIMHBI IETOPOAHOTO BO3pAcTa
JXeHmuHBI ~ ETOPOAHOTO  BO3pacTa  JIOJDKHBI  IIOJNYyYHTHh  KOHCYJIBTAIIUIO
cenpanucra. B ciiydae, Korja OKEHIIWHA IUIAaHUpPYeT 3a0epeMeHeTh,
11eJ1eC000pa3HOCTh NPUMEHEHNs JIeBeThpalieTama cielyeT pacCMOTPETh IIOBTOPHO.
Kak uw B ciaydae HpuUMEHEHHUS [PYyTHX IPOTUBOIIMUIEHTHYECKUX IIPEIapaTos,
ciieryeT u30eraTh BHE3AITHOTO IIPEeKpalleHus IpruemMa JieBeTupalerama, IoCKOJIbKY
BTO MOXKET NPHBECTH K SIUJIENTUYSCKUM IpUIIaJKaM, KOTOpble€ MOIYT HMETh
cephe3HbIe TIOCIEACTBUS IS JKSHIIMHBI U HepoxaeHHoro pebenka. Ilo mepe
BO3MOXXHOCTH, IPEIIIOYTEHUE CIeAyeT OTAaBaTh MOHOTEpAIIUH, II0TOMY YTO
Tepanus HECKOJBKAMH MPOTUBOAIMICIITUYECKUMH IIpenapaTaMy, B CPaBHEHHMH C
MOHOTepaIueld, MOXET OBITh CBs3aHAa C IIOBBIIIEHHBIM PHUCKOM BpPOXKJIEHHBIX
IIOPOKOB Pa3BUTHSL.
bepeMeHHOCTH
AHanu3 3HAYUTEITHFHOT0 00beMa JTaHHBIX OCTPErUCTPALIMOHHBIX MCCIENOBaHUM Y
OepeMeHHBIX YKEHIIUH, MOJIyYaBIINX MOHOTEPAIIHIO JeBeTrpaleramoM (6omee 1800
KEHIIUH, Cpeaud KoTopbix Oomee 1500 momywanu mnpenapar B TedeHue 1-ro
TpuMecTpa OEpeMEHHOCTH), HE MOATBEPANI YBEIUUCHHE PUCKA TSDKETIBIX aHOMAaJIMH
pa3BuTHs. FIMEIOTCS TOBKO OrpaHUYEHHBIE JaHHBIE O HEBPOJIOIrUYECKOM Pa3BUTHH
JeTell, YbM MaTepu IOJIydal MOHOTepamnuio IpenaparoM Kemmpa Bo Bpewms
OepemerHocTH. TeM He MeHee, TEKyIIHe SIMUIEMHOIOTHYECKUe HCCIeNoBaHus (C
yaactreMm okoiio 100 nmereif) He MpeANoIararoT IMOBBIIIEHHOIO PUCKa HAPYIIEHHS
WK 3a/IePXKEK HEPBHO-TICUXUYECKOTO PA3BUTHS.
JleBeTHpalneTaM MOXXHO IIPHUMEHSTH BO BpeMs OEpEeMEHHOCTH, €CIH IIOCIe
TILATENEHOM OLIEHKH €ro IpUMEHEeHNe PU3HAeTCs KIMHAYeCKH HeoOXoauMbeIM. B
HTOM Cllydae peKOMEH/IyeTCs IPUMEHITh MUHUMAIbHYIO 3 (QEKTUBHYIO J103Y.
DU3HOIOrHYECKHE U3MEHEHHSI B OpraHU3Me KEHIIUHBI BO BpeMs 0epeMEeHHOCTH
MOTYT BJIHMSATH Ha KOHIIGHTpAIMIO JieBeTHpaneramMa B IutasMe. Bo Bpewms
OepeMEeHHOCTH OTMEUEHO CHI)KCHHE KOHIIEHTpallud JeBeTHpaleTama B ILIa3Me.
D10 cHKeHHe Oollee BBHIpAXEHO B TpeTheM TpuMmecTpe (1o 60 % oT 6azoBoif
KOHIIEHTpAIlMd B TEUYEeHWE TpEeThero TpumecTpa). JledeHue seBeTHpalieTaMoOM
OepeMeHHBIX CIIe/yeT MIPOBOIUTH IO/ OCOOBIM KOHTPOJIEM.
[Tepro/ rpyIHOTO BCKAPMIIMBAHMUS
JleBeTuparieraM  BBIACNSIETCSI C TIPyJHBIM  MOJIOKOM, IIO3TOMY = I'PYJHOE
BCKapMJIUBaHKE IPU JICUGHUH IIPErapaToM He pEKOMEHTy €TCsl.
OpHaKo, eciy JiedeHHe |JIeBeTHpaIleTaMoOM HEOoOXOAMMO B IEpPHOJ, KOPMIICHHS,
COOTHOIIIEHHE PHUCK/TIONB3a JIEYSHHUS JIOJDKHO OBITh TINATENBHO [B3BELICHO
THOCHUTEIIBHO BaXKHOCTH KOPMIICHHUS.
E)GDTI/IJIBHOCTB |
B uccieqoBaHusSX Ha KHBOTHBIX HE OOHApy)XEHO BIIMSHUS Ha (EPTHIIBHOCTE.
Knunudeckue aHHBIe BIUSHUS Ha (DEPTHIBHOCTh OTCYTCTBYIOT, IOTEHIMAIbHEIH
PUCK IS UeJIOBEKa HEU3BECTEH.




Cnoco6 npumMeHeHHS B 103bI

Jleuenue MoxeT OBITH HauaTO KaK C BHYTPHUBEHHOIO IIPUMEHEHHS, TaKk H C
OpPaIILHOI'O IPAMEHEHHUS.

Ilepexon OT mepopalbHOI0 K BHYTPHBEHHOMY IPHUMEHEHHIO H 00paTHO MOYKET OBIThH
OCYILIECTBIIEH C COXPAaHEHHUEM JO3bl U KPaTHOCTH BBEJECHUS.

OnuH (raKoH KOHILEHTPATa Uil MPUTOTOBICHUS pacTBOpa Il HHQPY3UH COmepKUT
500 mr neBetupanerama (100 mr/mi).

CyTouHy!0 103y [IeIAT Ha ABa [IpheMa B OJJMHAKOBOU J103€.

JlanHas JnexkapcTBeHHas (opma IpenHazHadeHa TOJBKO Ui BHYTPUBEHHOIO
IPUMEHEHUsS W Tepe]] IPHMEHEHHMEeM KOHIIeHTpaT HeoOXoauMo pa3baBUThH
pactBopuTeneM o0beMoM He MeHee 100 mir; BBOAST BHYTPHUBEHHO B TedeHHE 15
MUHYT.

I/IHCTDYKIII/IH 10 IIOATI'OTOBKE M JIO3MPOBAHHIO PACTBOPA

Hoza O6sweMm npernapara  |O6bem Bpewms Yacrora |CyTouHas
pPAcCTBODHTEIIS |BIMBAHUS |BBEJEHHUS |103a
250 mr  |2,5 M (monoBUHA 100 M [5Mur  |2pazaB |500
' ¢akona 5 mn) CYTKH MI/CYTKH
500 mr |5 Mi (1 gmakor mo 5 |100 M I5mMur  |{2pasaB |1000
MJT) CYTKH MT/CYTKH
1000 mr |10 v (2 dmaxona mmo |100 M I5vuH  |2pasas |2000
5 M) CYTKH MT/CYTKH
1500 mr |15 M (3 dbaakona mo {100 mn 15mun |2 pazas |3000
S M) CYTKH MT/CYTKH
B xadecTBe pacTBOpHTENEH MOTYT UCTIOIB30BATHCA:
- pactBop Hatpus xiopuna 0,9 % s UHBEKIUY;
- pacTBOp PuHrepa akTaTHBIN 1151 HHBEKIIH;
- pacTBOP AEKCTPO3bl 5 Yo Ik UHBEKIUH.
JlaHHBIM  JTekapCcTBEHHBIM IpermaparT TpeAHa3Ha4deH  HCKITFOYUTENBHO IS
OJJHOKDAaTHOTO HPUMEHEHHs, HeHCIOIb30BAHHBI PacTBOD | JIOKeH  ObITh
YTUIN3UPOBAH.

Ipenapar Kenmpa® xoHmeHTpaT [js IPUTOTOBIEHWS pacTBOpa A HH(Y3mit
($U3HYECKH COBMECTUM U XUMHUECKH cTabuJeH, Kak MUHUMYM, B TeueHue 24 yacoB
IIPY YCJIOBUM Pa3(aBIeHUHN YKa3aHHBIMH PacTBOPUTEISMM M XPaHCHHM B ITaKeTax
13 [TONUBUHUIXJIOPUIA IPH KOHTPOIUPYEMOM KOMHATHOM Temiiepatype 15-25°C.
He nomyckaercs HCIIONIb30BaHue HpenapéTa IIPY U3MEHEHNH OKPacKHU pacTBOpa WU
IIOSIBJIEHUM MEXaHUYECKUX BKIIOUEHUH.

HaDIII/IaJIBHI)IC IIPUCTYHBI




PexoMeHayeMble D035 AJIsd MOHOTeparuu (¢ 16 JIeT) ¥ B cocTaBe {ONOJIHUTEIbHON
TepaIrvy COBIA/IAl0T U COOTBETCTBYIOT YKa3aHHBIM HIDKE.
Bce nokazaHus K IPUMEHEHHUIO

Bspocnvim emapue 18 nem u noopocmram (om 12 0o 17 nem) ¢ maccou mena 50 ke
u bonee

Jleuenue cruemyeT HauuwHATH ¢ 7036l 500 Mr 2 paza B CyTKH. DTy H03Y MOXHO
HCIT0JIB30BaTh C TEepBOro IHs JiedeHus. OJHAKO IO pELIeHUIO0 Bpadya MCXOId U3
TpebyeMoro TPOTHBOCYAOPOXKHOIO 3ddekta M MOTESHIHAIFHOIO M0OOYHOro
JAeHCTBYS HAYANbHYIO 03y MOKHO CHW3UTD A0 250 MT Ba pa3a B cyTku. Uepes nse
HEeJeIN 03y MOXKHO IMOBBICUTH 10 500 Mr /Ba pa3za B CyTKH. B 3aBUCUMOCTH OT
KJIMHAYECKON peakiuy U NMepeHOCHMOCTH perapara CyToUHas /103a MOXET OBITh
yBenudeHa 1o MakcumanbHoi 1500 mr 2 pasa B cytku. MI3MeHeHue (yBelH4yeHne
iy cHUkeHue ) 10361 Ha 250 Mr vty 500 Mr 2 pasa B CyTKH MOXKET OCYIIECTBIATHCS
Kaxple 2-4 Hemenu.

Iloopocmxam (om 12 0o 17 nem) ¢ maccou mena menee 50 k2 u demam cmapuie
4 nem

Bpau gojukeH BHIOpaTh HanGoJIee MOAXOIIIYIO (POpMY BBIILyCKa U JO3UPOBKY IIperapara
B 3aBHCUMOCTH OT HEOOXOAMMOM 10361, MACCHI TeJIa U BO3PACTa ITAIUCHTA.
Hudopmaiiiss 0 KOPPEKTHPOBKE 03Bl HA OCHOBAHUH MaccChl Tejla IallMeHTa CM.
«IlepmaTpuyeckas MOMYJISIIUS.

JUIMTEeNbHOCTE JIeYeHUs
Krnuardeckuit omblT WHQY3MOHHOTO MPUMEHEHHUS JIEBETHpaleTaMa B IIEPHUO/,
IIPEBHIIAOIIMH 4 JTHS, OTCYTCTBYET.

Ipekpalenue jedyeHus

IIppu HEoOXOAMMOCTH TMPEKpAIUEHUsI JIeYeHUs €ro MpoBOAAT IIOCTENEHHO
(HarmpuMep, Y B3POCIBIX U MOJPOCTKOB ¢ Maccoi Tena 6onee 50 KI' 103y CHMIKAIOT
Ha 500 mr 2 paza B CyTKM Kaxkible 2—4 Henenu; Ui JeTel U IIOAPOCTKOB BECOM
MmeHee 50 KT 103y cHIDKaroT He Oosiee yeMm Ha 10 MI/KT 2 pa3a B CyTKH KaXIble [Be
HeNIeNn).

Ocobple H$HVHHHHH

[Toxuble [manuenTsl (65 JeT U crapiie)
IToxxunpIM| MalFieHTaM ¢ HapylleHneM (yHKIIUM MOYeK CjieyeT KOPPEeKTUPOBaTh
103y (cM. pasnen «llanuenTsl ¢ HapyleHHeM (YHKIIUH II0YEK» ).

[MarueHTs! ¢ HapymeHneM GYHKIIUY TOYeK |
CyTOYHYIO JI03y CIeAyeT KOPPEeKTHpPOBaTh HAa OCHOBAaHWM IlOKasarTenen (byHKuﬁH
IIOYEK.

VYka3aHHUA 110 KOPPEKTUPOBKE JI03BI [T B3POCHBIX ¢ HAapyIIeHHeM (yHKIUH ITOUeK
NpUBEJEHBl B Clefyromed Ttabmuue. 03y BHIOMPAIOT HCXOIS M3 BEIUYHHBI
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kiaupenca KpeatuHuna (KK) B Mi/MuH. [{iist B3pOCIIBIX ¥ [TOIPOCTKOB C MAacCo Teja
50 xr u 6onee BenmuunHy KK B MJI/MMH MOXHO paccuuTaTh Ha OCHOBAHHU yPOBHS
KpeaTHHHMHA B CBIBOPOTKe (MI/J1) IO Clenyromme hopmyie:

[140 — Bo3pacT (rompl)] X Macca Tena (Kr)
KK (MII/MBEH) = =mmm o mm e e e e (x 0.85 mns xeHIHH)
72 x KK pmopor (MI/111)

3arem KK xoppektupyercs ¢ yderom twioiianu moBepxaoctd Tena (ITIT) mo
clietyromen popmyie:

KK (Mi/mun)
KK (m/mms/1,73 M ?) = x 1,73
[T o6bexra (M 2)

KoppekTupoBka H03bl JUIg B3pOCIBIX U MOJPOCTKOB ¢ Maccod Tema Oomee 50 kr c
HapyleHreM (QyHKIIH IT0YeK

Iloueunan KK Peostcum oo3uposanusn
HeOoCmarmouHoCHb (ma/mun/1.73 m?)
Hopwma > 80 oT 500 o 1500 mr 2 paza B
CYTKH
Jlerkas 50-79 ot 500 1o 1000 mr 2 paza B
CYTKH
YmMepenHas 30-49 oT 250 o 750 Mr 2 pasza B CYTKH
Tspxenas <30 oT 250 no 500 mr 2 pasza B CyTKHu
TepmuHanpHas cragus - ot 500 1o 1000 mr 1 pa3z B
(IALIMEHTHI, HAXOASAIIHeCs cytkn?
Ha nuanmze) M

(' B mepsrlil OeHb JedeHHS PEKOMEHAYEeT¢s IPHUEM HACHIIIAIOIEH HO3BI
750 mr.
®  Tlocme nmanmsa pekOMeHIyeTcs MHpHeM| JOIONHHTENHLHOH m03hI 250-
500 mr.

,HGTSIM C MOYECYHOH HC,Z[OCT‘&TO‘{HOCTBIO KOPPEKIIHUIO 103bI JIGBGTI/IpaHGTaME{ cjaeayer
HPOU3BOJIHUTE C YYCTOM CTCIICHHU HOYeYHOM HEAOCTAaTOYHOCTH, ITOCKOJIBKY KIIMPEHC
JIeBeTHpaneTaMa 3aBUCHT OT (]?YHKIIHH ITIOYECK. ,HaHHaSI PEKOMEHIAaIlMA OCHOBaHA Ha
pe3yJibTaTax HCCICHOBAHHUs € YHACTHCM B3POCIBLIX ITAIMEHTOB ¢ HAPYIICHHCM

11




M-000325-261021

GyHKIUU TOYEeK.

Knupenc kpeatununa (Miu/mun/1,73 M?) MoxeT OBITH OIEHEH Ha OCHOBAHUM
OIIpEZIeNICHUSI CBHIBOPOTOYHOIO KpeaTWHHHA (MI/IUT) A TOAPOCTKOB H JEeTEH,
UCIIONB3YS ClIeyrolnyto ¢popmyny (popmyia [lIsapia):

Poct (cm) X ks
KK (MI/MHH/ 1,73 M?) =~
KKesmopor (MI/1111)

ks=0.55 mus nereit meHee 13 5er M TOAPOCTKOB JKeHcKoro mnona; ks=0.7 s
MOJPOCTKOB MY>KCKOT'O oJIa.

KoppexrupoBka [103bl Uil JieTeli M TOAPOCTKOB C Maccod Teia MeHee S50 Kr ¢
HapyleHreM (QyHKIMHI TT0YeK

Iloueunasn KK Pesicum oozuposanus
HeooCmamouHoCmb (ma/mun/1.73 M%)
Jlemu cmapuie 4 nem u
HOOPOCHKI ¢ MACCOU med
menee 50 ke
Hopma > 80 10 - 30 mr/kr (0,10 - 0,30
| MJI/KT') 2 pa3a B CYTKH
Jlerkas 50-79 10 - 20 mr/kr (0,10 - 0,20
MJI/KT) 2 pasa B CyTKH
YMepenHas 30-49 5 - 15 mr/xr (0,05 - 0,15 mur/kr)
2 pa3a B CYyTKH
Tsoxemnas <30 5 -10 mr/kr (0,05 - 0,10 mi/xr)
2 pa3a B CyTKH
TepmuHanbHas cTagus ——- 10 - 20 mr/kr (0,10 - 0,20
(MalMeHThl, HaXOSIIHecs mir/kr) 1 pas B cyTtku (V@
Ha JTHaJI3e)

() B mepBblil [eHb JeYEHUS PEKOMEHIYETCS IPHEM HACHIIAMOMIEH 035l
15 mr/xr (0,15 mi/xr).

@ Tlocne nuanusa peKOMeHIy€eTCs IIPIeM TOMOMHUTENBHOM 1035l 5-10 Mr/kr
(0,05-0,10 mu/kr)

IlanyeHTr! ¢ HapylieHueM QYHKIIUH ITeYeH

[TarmmenTaM ¢ HapyieHueM GyHKITHN [eUeHH Jerkoif u CpellHEeH CTeleHeM TIKECTH
KOPPEKIUH PEeXUMA JO3UPOBAHUS HE TpeOyeTcs. Y MalMeHTPB C TSOKENbIM
HapylleHreM (QYHKIUM [I€UYeHU CTEIeHb CHIKCHMS KIIMpeHCa KpEeaTHHHHA MOXKET
HE B TOJIHOW Mepe OTpakaTh CTEMEHb TSKECTH MOYCYHON HEeIOCTaTOYHOCTH. B
TaKWUX CIyYasx IpH KiIMpeHce kpearuHuHa < 60 mu/mumn/1,73 mM? pexomeHmyeTcs
COKpalleHue cyTo4Hou 10361 Ha 50 %.

12
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[TenmraTpudeckas MOIYJISLHS

Bpau momken BbiOparh HamOoliee TMOAXOSINYIO JeKapcTBEHHYO dopMmy, Gopmy
BBIITYCKa U JIO3UPOBKY Iperiapara B 3aBUCHMOCTH OT BO3pacTa, Beca H He00X0JUMOM
JTO3bI.

Monomepanus

BesomacHocTh ¥ »ddexTuBHOCTH mpenapata Kemmpa® y  gerelt  wm
IIOIPOCTKOB MJaAme 16 JeT B PpPeXuMe MOHOTEepallud He YCTaHOBIEHBIL.
Het nocTynmHbIX JaHHBIX.

Jononnumenvnas mepanus y Oemeii om 4 0o Il nem u noopocmxos
(om 12 do 17 nem) eecom mernee 50 ke

HauanpHas TepameBTHYecKas go3a cocraBiusieT 10 Mr/kr gBa pa3a B CYTKH.
Hoza moxetr ObITh yBenudeHa 10 30 MI/KT JBa pa3a B CYTKH B 3aBUCHMOCTH OT
KIMHUYECKOr0 OTBeTa M IIepeHOCUMOCTH. Jl03y MOKHO H3MEHATH (yBeIM4HBATH
WJIH YMEHbINATE) He Oonee ueM Ha 10 MI/Kr J1Ba pa3a B CyTKH KaXX/Ible BE HEJENH.
[Tpu Becex MOKa3aHUSAX CAeAyeT UCIIONb30BaTh MUHUMAIBHYIO dQ(MEKTHBHYIO 103Y.
VY nereli ¢ maccoit Temra 50 kr u 6osee ciaemyeT UCIIOIb30BATh Ty XK€ 03y, UYTO U Y
B3POCJBIX IIPHA BCEX MOKA3AHUAK.

Jlns Bcex moKa3aHWW cM. BBIIIE paszen «B3pocnsiM crapiue 18 et u nogpocTkam
(ot 12 mo 17 net) ¢ maccoit Tena 50 xr u Gomee».

PexomMeHnyemble IeTIM B IOJPOCTKAM JO3UPOBKH:

Macca tena Hauanpuas go3a: MaxkcumasbHas J103a:
10 Mr/kr 2 pasa B CyTKH 30 Mr/kr 2 paza B CyTKH
15 xrt) 150 mr 2 pasa B CyTKH 450 mr 2 pasa B CyTKH
20 xr) 200 Mr 2 pasa B CyTKH 600 Mr 2 paza B CyTKH
25 Kr 250 mr 2 pa3a B CYTKH 750 Mr 2 pasza B CyTKH
Or 50 xr® 500 Mr 2 paza B CyTKH 1500 Mr 2 pasa B CyTKH

'V nmereit ¢ Maccoif Teaa 25 KT ¥ MeHee NpEeIIIOYTUTENbHEE HAUUHATE JEYEHHE C
npenapata Kenmpa® pactsop a1 npuema BHyTps 100 Mr/mir.

@V nereil u mompocTKOB ¢ Maccoi Tena 50 Kr u Golee clieayeT UCIOIb30BaTh TY
e 703y, UTO U Y B3POCIIBIX.
Jononnumenvnas mepanus y 2pyoHeix Oemet U 0emell 8 gospacme 00 4 jiem
BesonacHocTs ¥ 3(GexTHBHOCTh NMpUMeHeHHs mnpenapara Kemmpa® B dopme
KOHIIEHTpAaTa IS MPUrOTOBICHHUS pacTBopa s WHGY3WH y TPyIOHBIX AeTed u
JIeTel B BO3pacTe [0 4 JIeT He yCTaHOBIICHBI.

JlocTynHbIe Ha CETONHSIIHUN JeHb NaHHbIe IpUBelNeHbl B paznenax «lloGodnoe
neiicrBue» ‘M «DapMaKOKUHETHKA», OJHAKO peKOMeHI[a"III/H/I mo BeIOOPY 103

OTCYTCTBYIOT.

ITo6ounoe geiicTBHE
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0630p poduis Ge30macHOCTH

IIpencraBinenHbId HIKe TpodUIh HEXXeNaTelbHbIX SBIIEHHN OCHOBAaH Ha aHaJW3e
pe3yabTaToOB IUIAIe00-KOHTPOIUPYEMBIX HCCIEOBAHUNA I10 BCEM H3YYEHHBIM
[OKa3aHWUsAM, a TaKKe Ha OIBITe IOCTPErHCTPallMOHHOTO  IIPUMEHEHHUS
neBerupanerama. CaMple 4acThle HeXelaTelIbHble peaklnyd ObUIM Ha30(hapHHIHT,
COHJIMBOCTb, TOJIOBHas 00Jb, YTOMIIIEMOCTH ¥ T'OJIOBOKpYyXXeHue. Ilpoduib
0€301acHOCTH JIeBeTHpalleTaMa B IIeJIOM CXOCH JIJIS Pa3IMUHBIX BO3PACTHBIX I'PYIIIT
(B3pOCIIBIX U JIeTeH) U yTBEPKICHHBIX [TOKa3aHUH K IPUMEHEHUIO TP ITUJISIICHH.
HexenarenpHble sIBICHUS TIEPEYUCICHBI HIKE TIO CHCTEMaM M OpraHaM ¥ 4acToTe
BO3HMKHOBEHHA: 04eHb yacTo (>1/10); gacro (>1/100, <1/10); meuacro (>1/1 000,
<1/100); penko (>1/10 000, <1/1 000) u ouens pejxo (<1/10 000).

HNHdeKrmonHbIe U Tapa3uTapHble 3a00J1eBaAHUS

QOuenb yacmo: Ha30(PapUHTUT

Peoro: nHpexunn

HapyIieHust co CTOPOHBI KPOBH U TUMGDATUIECKONW CHCTEMBI

Heuacmo: TpombouTONIeHUS, JIEHKOIICHUS

Peoko: arpanynonuTos, HaHIUTOIEHUS, HEUTPOIICHHUS

Hapymienus co cTopoHbl MMMYHHOW CUCTEMBI

Peoko: nexapcTBeHHas ajuIeprus ¢ 303MHOPMINEH U CUCTEMHBIMH TPOSBICHUSIME
(DRESS-cunnpom), rHIIEpIyBCTBUTEIBHOCTD (BKIIIOYAS AHTHOHEBPOTUYECKHIE OTEK
U aHa(QUITaAKCHIO )

Hapymenust co cTopoHbl 0OMeHa BEIeCTB U TUTAHMUS

Hacmo: aHOPEeKCHs

Heuacmo: yBenvueHrne Maccel Tella, CHIYKeHHE MacChl Tella

Peoko: runoHaTpueMust

Hapynienus 0CUXUKA

Yacmo: penpeccus, BpaxIeOHOCTh/arpeCCUBHOCTb, TpPEBOTa, OECCOHHUIIA,
HEPBO3HOCTL/pa3IpaKUTEIIbHOCTh

Heuacmo: TONBITKA CyuIM[a, CyWIMAAbHBIE HaMepeHHs, IICUXOTHUYECKUe
paccTpolicTBa, NOBEAEHYECKHE pPAaCcCTPOMCTBA, TaJUTIOIMHALIUNYM, THEBJIHUBOCTD,
CIlyTaHHOCTb CO3HaHWs, NJHUYECKHE aTakh, O3MOILMOHAThHAS na6nnmﬁﬁocu/
[IEPEeMEHYUBOCTh HACTPOEHHS, BO30YKICHHE

Peoko: cynuun, paccTpoHCTBY TNYHOCTH, HAPYIIICHUE MBIIUICHHS, Oper
HapyIesys co cTOpoHbI HEPBHOM CUCTEMBI:

Ouens yacmo: COHIMBOCTH, TOIIOBHAS 0OJIH

Hacmo: cyroporu, HapylleHHe paBHOBECHS, FOJIOBOKPYKEHUE, JTeTAPTUsl, TPEMOp
Heuacmo: amHe3us, yxyaAllleHWE IaMATH, HapyﬂeHHe KOOpJIMHALIUW/aTaKCus,
[apecTe3uy, CHIKEHUE KOHIIEHTPall BHUMAaHHS

Peodko: XOpeoareTo3, JUCKUHE3Ws, TUMEPKUHE3US, HapyIIEeHHE ITOXOIKH,
sHIIe(aTONIATHS, arrpaBaiyst Cya0por
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Hapy1ieHust co CTOPOHBI OpraHa 3peHHUS:

Heuacmo: guiionus, HEYeTKOCTh 3pEHUS

HapyirieHust co CTOPOHBI OpraHa cyXa U JaOUpPUHTHbIE HAPYIICHU:
Hacmo: BepTUTO

HapyiiieHus co CTOPOHBI cep/iiia

Peoko: Y nnunennsid uatepsai Q1 Ha anexTpoKapaIrorpamme

HapyiileHust ¢O CTOPOHBI JBIXaTEIbHON CHCTEMBI, OPraHOB I'DYJHOH KJIETKM W
CPEIIOCTEHHSI:

Hacmo. Kamenpb

Hapy1ieHrs co CTOPOHBI KeTyI0YHO-KHUIIEYHOT O TPAKTA:

Yacmo: 6006 B )KUBOTE, TUapest, IACTIEICHUsi, PBOTA, TOIITHOTA

Peoko: naHkpeaTuT

HapyiieHns ¢o CTOPOHBI ITIEUEHHU U JKEeTUEBBIBOASAIIMX ITYTEH:

Heuacmo: wameHeHne QyHKIMOHATIBHBIX IPOO [I€YEHU

Peoxo: meyeHovHast HEIOCTaTOYHOCTH, N'E€NATUT

HapyimeHus co CTOPOHBI ITOYeK ¥ MOYEBBIBOIAIIMNX ITyTEH:

Penko: ocTpas modedHas HeJJOCTATOYHOCTh

HapyI1meHus co CTOPOHBL KOXKU Y OJIKOKHBIX TKaHEH:

Hacmo: ChIllb

Heuacmo: anoneuus, sx3zema, 3y 11

Peoxo: TokcHYeCKHH 3IuIepMalbHbI HeKposin3, cuHapoM CtuseHca-JKOHCOHA,
MHOro(opmHas puremMa

Hapy1rieHust co CTOPOHBI CKEIeTHO-MBIIIEYHON ¥ COEAMHUTENbHOM TKAaHH:
Heuacmo: mpInednas ciiabocTh, MUAJITHS

Peoro: pabaoMuony3 1 yBeIHYeHUE YPOBHS kpeaTuH(pochoKUHA3bl B KDOBH
O01mwme paccTpoiicTBa

Yacmo: acTeHns/yCTanocThb

TpaBMBI, HHTOKCUKAIIMHU U OCJIOXKHEHUS] MaHUITYJISAIHN:

Heuacmo: ciny4yaliHble TTOBpEXISHUS

Onucanue OTAeNbHBIX HEXKeIATENbHBIX PEAKIHH

PUCK aHOPEKCHH BHINIE TIPH OJIHOBPEMEHHOM TPHMEHEHHH neBeTIJ;paueTaMa u
TOIMpaMara. |

B psje ciydaeB anomenuy HabI0aloch BOCCTAHOBIEHHE BOJOCSHOIO MOKPOBA
T10C/Ie OTMEHHI JIeBeTHpaLleTaMa.

B HEKOTOPHIX ClydasX IAHIMTONEHHH PErHCTPHPOBAIOCH YIHETEHHE KOCTHOIO
MO3ra. |

PacrpocTpaHeHHOCT pabIOMHOIK3a U yBEeIHYEHNS YPOBHS KpeaTHH(OCHOKHHAZEI
B KPOBH CYINECTBEHHO BBHIIIE y MAIMEHTOB M3 SIMOHWM, IO CPaBHEHMIO C
TIpe/ICTaBUTEIISIMH IPYTUX HALMOHAIHHOCTEH.
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Crnydan sHiledanonaruy 0OBIYHO BO3HHKAJIX B Hauaje JedeHHs (0T HEeCKOJNbKHUX
JIHel 10 HeCKOJIbKMX MeCsIIeB) ¥ OBLIN 00paTUMBIMU I1OCTIE IPEKPALLCHMS JIEYSHHSL.

[Temarpudeckas MOTYJISLHS

B marne60-KOHTPONIUPYEeMBIX U OTKPBITHIX PACIIMPEHHBIX UCCIEIOBAHMSX JICUCHHE
naeBeTupanieramMoM mnonyyanud 190 manueHToB B Bo3pacTe oT 1 Mecsaua go 4 Jer.
IllectpiecaT W3 HUX MOJIy4Yaly JIEBeTHpaleTaM B M1ale00-KOHTPOIUPYEMBIX
WCCIIeIOBaHUAK. B  mnane0o-KOHTPOIMPYEeMBIX M OTKPBITBIX —PacIIMpPeHHBIX
WCCIeA0OBAHUSX JICUCHHE JIEBETUPAIIETAMOM TIONy4IuiIn 645 NalveHToB B BO3pacTe
oT 4 o 16 met. 233 U3 HUX MOJyYald JIeBeTUpaLleTaM B IIale00-KOHTPOIUPYEMBIX
uccieoBaHusX. [lanHble [y1s 00erx BO3paCTHBIX I'PYIII JOIIOJIHEHBI pesyJibTaTamMu
[IpUMEHEHUs JieBeTUpaleraMma B OCTPEerUCTPAUOHHBIN IEPHOI.

Kpome Toro, B IOCTPErMCTPAI[MOHHOM  HCCIEJOBaHUM  OE30MacHOCTH
nesetuparneTam rmorydan 101 rpygHON pebeHok B Bozpacte muamime 12 mecsnes. He
OBLIO BBISBICHO HUKAKAX HOBBIX OMMACEHUH CO CTOPOHBI 6€3011aCHOCTH, CBSI3aHHBIX
C TpUMEeHeHHeM JeBeTHpalieTaMa y TPyIHBIX JeTed ¢ SIuiericuedl B Bo3pacTte
Miaamnie 12 mecsues.

[Ipoduns OezomacHOCTH JeBeTHpalieTaMa B ILEOM COIOCTaBUM [UISL pa3HbIX
BO3PACTHBIX TPYIIT M YTBEPKACHHBIX MOKa3aHUM K IPUMEHEHHUIO TP SIIHIICIICHH.
[Tpoduns OezomacHOCTH y JeTed B IUare0o0-KOHTPONUPYEMBIX KIMHHYECKUX
UCCIIeJIOBaHMAX OBUI COITOCTaBUM C IIpoduiieM 0e30ITacHOCTH JieBeTHpalieTama y
B3POCIIBIX, 32 UCKIIOUYCHNEM OTKJIOHEHHH MOBEACHUS U NCUXUUYECKUX HAPYIICHHH,
KOTOpBIe yallle HAOMIONATKUCE Y AeTEeN, 9eM Y B3pOCHBIX. Y AETeH U MOLPOCTKOB B
Bo3pacTe oT 4 no 16 JneT mo cpaBHEHMIO C JPYTMMH BO3PACTHBIMM I'PyNIaMH H
npoduieM 0e30IIaCHOCTH B IIEJIOM Hallle pPEerHCTPUPOBAIHCH —CIEYIOIUe
He)KeJIaTeNIbHBIE peakluu: pBoTa (04eHb dacTo, 11,2 %), Bo3OyxaeHue (dacto,
3,4 %), mepemMeHUYMBOCTH HacTpoeHus (dacro, 2,1 %), >MOLMOHAIbHAs
nabunpHOCTE ("acto, 1,7 %), arpeccuBHOcTh ("acTto, 8,2 %), HOBeleHYECKUe
paccTpoiicTBa (dacrto, 5,6 %) u neraprus (gacto, 3,9 %). V gereit B Bo3pacte ot 1
Mecama 10 4 JeT Mo CPaBHEHUIO ¢ APYTHMHU BO3PACTHRIMU IpyHIamMu ¥ Ipoduiem
0e30MacHOCTH B IEJIOM dallle PEerucTpUpOBAIM CISAYyIOIIre HeXelaTelbHble
peakIu: pa3IpakKuTeIbHOCT (04eHb yacto, 11,7 %) u HapyI#eHHe KOOp AMHALINH
(dacro, 3,3 %).

B npoitHOM ¢ienmoM TIanie00-KOHTPONUPYEMOM HMCCIENOBaHUHU, 10 OLEHKE
npodmis  Oe3omacHOCTH Yy JeTed  OLEHUBAIMCH | KOTHWUTUBHBIE U
Heifponcuxonorndeckue >(dexrrl npenapara Kenmpa® y nereit B Bospacte or 4 j10
16 mer ¢ mapumansHbIME TpucTylamu. llo pezym)TaTaM ucclie/IoBaHus ObLIO
clleNaHO 3aKiioueHue, uro npemapar Kermnpa® He oTmmuancs or mianebo (He
YCTyNall eMy) B OTHOIIICHUM M3MEHEHUH CyMMBI 0ailioB 10 pazzenam «BHumanue
u [Tamsate» u «KomOuampoBanusid Cxpunuar [Tamsati» mxansr Jledtep—P (Leiter-
R) y marueHTOB, IpOIIEANINX UCCIIEIOBAaHUE B COOTBETCTBUHU C TTPOTOKOJIOM.
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B pesynprare aHanu3a MOBEAEYECKOr0 M SMOLMOHAIBHOTO CTaTyca IIpU IIOMOIIH
IPOLIE/IIero BATHMIALNI0 HHCTPYMEHTA - onpocHuka Auenbaxa (Achenbach) 6s110
BBISIBJICHO arpecCUBHOE IIOBEIeHUE B IPYIIIIe NAalMeHTOB, IPUHUMAIOIIUX IIperapar
Kenmpa®. Oppako, TaldeHTh, HpHHMMAaBIIMe npermapar Kemmpa® B xone
JONTOCPOYHOro  HAONIOZEHHWS] B OTKPHITOX  ¢aze  HCCIefoBaHUs, He
JIEMOHCTPHUPOBAIN YXYJILIEHUA ITOBEAEHYECKOTO M SMOLMOHAIBHOIO CTaryca, B
JaCTHOCTH, IIOKa3aTeNIH arpeCCUBHOTO IIOBEJICHHSI HE yXYIIIAIUCh II0 CPABHEHHIO C
MCXOJIHBIM YPOBHEM.

Ilepeno3upoBka

Cumnmombi. COHJIWBOCTH, QXUTAIW, arpecCUBHOCTH, YTHETEHUWE CO3HaAHUL,
YTHETCHHE JIBIXaHUsI, KOMa.

Jlevenue: cnenmuduyeckoro aHTUOOTa JJid JieBeTHpaleraMa HeT. JleyeHue
MePeIO3UPOBKH  CUMIITOMATMYECKOE M  MOXET  BKIIOYaTh  I'eMOJUalIu3.
DdbheKkTUBHOCTh BBIBEICHUS TIPU T'eMOJUaIu3e s JeBeThpalneraMa COCTaBIIgeT
60 %, s ero nepBudHOTO MeTabonuta — 74 %.

B3aumopelicTBHE ¢ APYTHMH JIEKAPCTBEHHBIMH CpeCcTBAMHU

IpoTUBOSIMIENTHYECKHE IPENIAPATHI

Pe3ynpTaThl JOpEerucTpallMOHHBIX KIMHUYECKUX MCCIIENOBaHUM, NPOBEACHHBIX Y
B3POCJBIX, ITOKAa3aJIM, YTO JeBeTHpaleTaM He BJIMSIEeT Ha KOHUEHTPAILUIO B IIIa3Me
U3BECTHBIX IIPOTHBOAIMICIITHYECKIX TMpernapaToB ((QpeHuTouHa, KapbaMaseluHa,
BANBIIPOEBOM  KMCIOTH, (eHoOapOuTaa, JaMOTPUIKMHA, TIabaleHTHHA H
MPUMHUAOHA) H OTH MNPOTUBOAIWICIITUYECKHE IIpenaparbl He BIUAIOT Ha
(apMaKOKMHETHKY JIeBeTHpaleTaMa.

Kak u y B3poCibIX, JaHHBbIE B IOJB3Y KIMHUYECKH 3HAYMMBIX JIEKAPCTBEHHBIX
B3aMMOEHCTBHH y JeTell, Moydarolux JIeBeTupaleram B 1o3e 10 60 Mr/kr/cyr,
OTCYTCTBYIOT.

PeTpocrieKTUBHBIA aHamu3 (apMaKOKMHETHYECKUX B3aWMMOJEHCTBHH y JeTed H
MOJIPOCTKOB ¢ Anwiencued (or 4 mo 17 Jer) HOATBEpAWI, YTO [PUMEHEHHE
JeBeTHpaleTaMma nepopaibHO B PEXUME AONOIHUTENIBHON TEpaluy He BIMANO Ha
paBHOBe}CHyfo KOHIISHTPAIIUI0O B CHIBOPOTKE KapOaMazelMHa W BajblpoaTa,
NPUHIMAEMEIX OJHOBPEMEHHO. TeM He MeHee, COMIACHO MMEIOIIHAMCS JaHHbIM,
KIUPEeH¢ JieBeTHparleraMa y JieTed, [OoJydaloIjux JedeHue (epMeHT-
AHAYIUPYIONMMH  ITPOTHBOAIIIICITHISCKUME  cpefcrBaMy, Ha 20 % Bele.
KoppexTupoBkH 10361 He Tpebyercs.

IIpoGenennn l 1

ITokaszano, yto mnpodeHelny, ONOKaTOp KaHanblieBod cekperuu (o 500 mr 4
pa3a/cyTku), WHIMOMpYyeT TOYEYHBIM KIUPEHC OCHOBHOIO  MeTaboJNHTa
jeBeTHpalieTamMa, HO He caMOro JieBeTupalerama. TeM He MeHee, KOHIEHTpaLusI
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JIAHHOT'O MeTa00IMTa OCTAETCST HU3KOM.

MeTtoTpekcart

Ilpy ogHOBpeMEHHOM NpPUMEHEHHH JIeBeTHpaleTaMa M MeTOTpeKcara ObLIo
OTMEUYEHO, YTO CHIKAeTCs KIHUPEHC METOTpeKcara, IPUBOASINEe K ITOBBIIICHHUIO
KOHI[EHTpAIlud METOTpeKcaTa B KpOBH [0 IOTEHIMAJBHO TOKCHYECKHX YPOBHEHR
UM TPOJICHHUIO IIEpHONa NOAAECP)KAHHUSA TAaKOW KOHIEHTpauuu. Y IallMeHTOB,
IIOJIy4aroUUX 00a JeKapCTBEHHBIX MTPErapaToB, CIeLyeT KOHTPOJIMPOBATH YPOBEHb
METOTpeKcaTa 1 JeBeTHupaleraMa B IjiasMe KpoBH.

IlepopanbHble KOHTPALECNTUBEL U Ipyrue papMaKkOKHHETUYeCKIe B3auMOISHCTBYS
Jlesetmpaneram B cyrouyHod noze 1000 mr He BnmseTr Ha (QapMaKOKMHETHKY
IepOpaNbHBIX KOHTPALETITUBOB (STHHIIIICTPAINOIIA U JIGBOHOPIecTpeNia); a TaKkxkKe
He U3MEHseT II0Ka3aTelu SHI0KPUHHON QYHKUUY (JTIOTEHMHU3UPYIONIEr0o FOPMOHA A
IIPOTECTEPOHA).

Jlepetmpaneram B cytoyHod pmo3e 2000 Mr He H3MeHseT (apMaKOKHHETHKY
JUTOKCHHA U BappapHuHa; ¥ He MEHIET MPOTPOMONHOBOE BpEMSI.

JIuroxcuH, 1iepopalibHble KOHTpaleNTHBbI ¥ BaphapuH He BIUAIOT Ha
(hapMaKOKWHETHKY JIeBeTHpaleTama.

AIKOroip

JIaHHBIX 110 B3aMMOAEUCTBHUIO JIEBETHpAlleTaMa C alKOoIrojieM HeT.

Oco0bIe ykazanus

Hapymenue QyHKIIMY IToYeK

ITamentaM ¢ 3a0oeBaHMSIMU IOYEK M JICKOMIIEHCUPOBAHHBIMU 3a00JIeBAHUSIMA
IIE4eHHA PEKOMEHIyeTCsl UcciaeloBaHue (YHKIMH MOYeK Iepel HadalioM JICUSHHS.
IIpu HapyIIeHUU QyHKIIUU ITO9eK MOXET ITOTPeOOBATHCS KOPPEKIINS HO3bI.

KomnudecTtBo d)ODMGHHBIX SJICMCHTOB KPOBH

Crnydyam yMeHBIIEHUs KoJndecTBa (POPMEHHBIX AJIEMEHTOB KpOBH (HEHTpOIICHHS,

arpaHyJIOLXTO3, JIEUKONEeHHs, TPOMOOLIUTOIICHUS U TAaHLIUTOTIEHHS ) ObLITH OTTUCAHBI

B CBSI3M C IIpUMEHEHHEM JIeBeTHpauuTama. AHaIM3 KpPOBH, C IIOJICUETOM
?OPMGHHHX DJIEMEHTOB, PEKOMEHJO0BAaH I[allieHTaM, Y KOTOPBIX BO3HHUKAET
WIIBbHAS €1a00CTh, MHIIEPTEPMUS], PEIMIUBUPYIONIHE HHGEKIUN WM HapyIIeHUS
BEPTHIBAHUSI KPOBH.

CTPOC IMOPAXKECHUE ITOYCK

O4YCHb pEAKHX ClIydasaX NPUMCHCHUEC JICBECTUPALCTaMa COIIPOBOXIAJIOCE OCTPBIM
ITIOpa’>XcHUEeM IOYCK, pa$BI/IBaIOlHa§IC5I Ha4yWHas OT HECKOJBKUX JHEH 10 HGCKOHBKHX
MCCAIICB.

Cywuiun
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an/I JICYCHUUN IPOTHUBOIMICIITHICCKUMHU cpeacreamMu, B HJaCTHOCTH
JCBCTHPANCTAMOM, NOCTYyITaJIN COO6IIIGHI/I$I O 3aBCPIICHHBIX Cyuuaax,
CYHIMIOAIbHBIX  IIOIBITKAX, CyHIHJAJIbHOM MBIIUICHHKM W IIOBCACHHUMH. B
MCTddaHAJIM3C PaHAOMHU3HUPOBAHHBIX HH&HC60-KOHTpOHI/Ipy€MBIX I/ICCJIC,D;OBaHI/Iﬁ
HPOTHUBOSIMHIICITHYICCKUX CPEICTB OBLIO BBISIBJIIEHO HEOOJIBIIOE ITOBLIIIEHUE pHUCKa
Pa3sBUTH CYHIMIATIBHOI'O MBIIIJICHHS U ITOBEICHHS. MexaHW3M ITOBBIILICHHS pPHUCKa
HC U3BECTCH.

TakuM 0b6pazom, IpH JIeUeHUH JIeBETHPALIETAMOM CJIeyeT OCYIIECTBISITh KOHTPOJIb
3a IPU3HAKaMU JCTIPECCHH 1 (MK ) CyHITUIaTIbHOTO MBIIIIICHHS U TIOBE/ICHUS M IIPH
HeoOXOJUMOCTH NPOBOJUTH Hailexarrnee jJeueHue. [lameHToB (M X OIEeKyHOB)
Heo0XOUMO IIPeIyNPEAUTH O TOM, YTO B CIydae IMOSBICHIS TPU3HAKOB JICIIPECCHN
U (MIM) CYyMIIMJAJbHOIO MBIIUICHUS WIH TOBEICHUS, UM ClIeIyeT oOpaTUThCs K

Bpady.
HeHopmanbHOE U arpeccUBHOE IMOBE/IEHUE

JIeBeTupanieTaM MOXET BBI3BIBATH IICUXOTUYECKHE CHUMIITOMBI U ITOBEJ[CHUYECKHE
HapylIeHUs, BKJIOYas pa3JpaXUTe]IbHOCTh W  arpecCUBHOCTH. [lallueHThl,
IIOTy4alolIUe JeBeTHpalleTaM, MOJDKHBI PeryJjiipHO HaO0AThCsd HA IIPEeIMeET
BEISIBJICHUS Pa3BUTHS OIIPEACIICHHBIX IICUXHATPUUIECKHX ITPU3HAKOB, YKA3bIBAFOIIIX
Ha Ba)XHBIE W3MEHEHHUs HACTPOEHUs W/HIKM JTUYHOCTH. BEcnmu Takoe moBeieHwme
3aMe4YeHo, CIeAyeT PacCCMOTPETh NOTSHIIMAIBHYIO aallTaI|io K JICYeHUIO WITH ero
IIOCTEeIIeHHOe IpeKpalleHue. Eciin paccMaTpwBaeTcss MpeKpallieHue Teparuy
JeBeTHpaleTaMoM, Moxaiyiicta, odpaTuTtech K pasnerny «Crocob NmpuMeHeHUs |
JIO3bI».

Hapacranue BeIpaXKEeHHOCTH CYI0POT

Kak u fmpyrue OpoTHBOINWIEIITUYECKHE IIperapaThl, JIeBEeTUpalleTaM B PEIKHX
CIy4asx MOXET YBEIWYMBATh 4YacTOTy WM TsDKeCTh HpHCTymoB. OO0 »ToM
napaJoKcalbHOM d(dexTe yarie Bcero coodbIanoch B TEUEHHE MEPBOTO Mecsia
rocje Hayalga IpueMa JeBeTHparieramMa MM YBEIWYCHHS O3B, M OH OBLI
oOpaTUMBIM IIOCJIE OTMEHBI IperapaTa Wi CHKEHHUsS N03bl. [lanuentam ciemyer
HEMEJIEHHO MPOKOHCYIBTUPOBATHCS ccT CBOMM BpauoOM B clydae yXyJIICHUS
TeUeHHs 3a00JIeBaHMs.

Y nimmaenye paTepBaia QT Ha piexTpokapauorpaMme

B pamkax HOCTperucTpaloOHHOTO H&6J]IOI[€HI/IH HaOJIOIaNuCh pEeIKUe CIydau
yumaHenns untepsara QT wa OKI'. JleBeTwpaneraM cieiyeT NPUMEHATH C
OCTOPOXKHOCTBIO Y MALIMEHTOB € yUIMHEHUEM CKOPpeKTUpOoBaHHOTo nHTepBana QT
WIA C yXe€ HMEIOHNIMMCS COOTBETCTBYIOLIMM 3a00JeBaHHeM Ccepila, a TakKxke
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OIHOBPEMEHHO C IIpf€rapaTraMu, BJIUAIOIIMMM Ha CKOppeKTHpOBaHHBIﬁ HWHTEPBAJIL
o1,

eTH
Wwmeromyecss 1aHHble O NpUMEHEHWH JIeBeTHpaleramMa y JeTed yka3bplBaloT Ha
OTCYTCTBHE BIUSHUS JaHHOI'O IperapaTa Ha pocT U IOJI0OBOE co3peBaHue. TeM He
MeHee, JONrocpouHble d(PQeKThl Ha CIOCOOHOCTh K OOy4EeHHIO, YMCTBEHHBIE
CIIOCOOHOCTH, POCT, SHIOKPUHHYIO (DyHKIIHIO, IT0JIOBOE CO3pEBaHUE U JE€TOPOIHBIN
TIOTEHITHAT JIETe OCTAIOTCSI HEM3BECTHBIMH.

BcrnomorarenbHbIe BelllecTBa
[Ipenapat comepxut 0,83 MMos (wm 19 Mr) HaTpus Ha OJTHY aMITyJLy. DTO CleIyeT
YYHUTHIBATh MAIIMEHTAM, HAXO/ISIIIMMCS Ha IUE€Te C OTPaHUICHUEM HaTpPHSL.

Bausinne Ha cHOCOOHOCTH YHPaABJAATH TPAHCHOPTHBIMH CpeICTBaMH,
MeXaHH3MaMH

JleBeTuparieTaMm OKa3blBaeT MHHUMAJIbHOE WM YMEPEHHOE BIUSHHE Ha
CITIOCOOHOCTH K BOXKJIEHUIO aBTOTPAHCIIOPTA U YIIPABICHUIO MeXaHU3MaMu. B cBs3n
C BO3MOXXHBIMH Pa3IUYMsIMU WHIUBUIYAIBHON TyBCTBUTEIBHOCTH y HEKOTOPBIX
NallMeHTOB Ha (OHE JIEUeHMs] MOXET pa3BUBATHCS COHJIMBOCTh WU JApyrHe
CUMIITOMBI CO CTOPOHBI LIEHTPAJIBbHOM HEPBHOM CHUCTEMBI, OCOOCHHO B Hauaje
JIEUEeHMSI WITH [TOCIIE TIOBBIIIEHHUS 10361, [ [0aTOMY TakuM mareHTaM peKOMEeH 1y eTCsI
COOJIIOJIaTh OCTOPOXKHOCTH IPU BBITIONIHEHUU 3a/iad, TPeOyIOIUX OTpabOTaHHBIX
HABBIKOB, HAaIllpUMep, NPU YMpPaBIeHHH aBTOTPAHCIIOPTOM WKW IpU pabore ¢
MexaHm3Mamu. [laruentam ciemyeT BO3epKaThCsl OT yIIpaBIE€HUsT aBTOMOOUIIEM
WA paboThI ¢ MEXaHU3MaMu JI0 TeX IOp, TI0Ka OHU He OyIyT yBEpeHBbI B TOM, UTO
UX CIIOCOOHOCTH K BBIITOJHEHUIO IIEPEUMCIICHHBIX 3a/]a4 He HapyIIeHa.

®opmMa BBIyCKA

KoHueHTpar /i npurotoBieHus: pactsopa it uady3uid 100 mr/mi.
I[To 5 mun npenapara B crekisHHoM (Tum [) drmakone Bmectumocthio 10 mi,
YKYyTIOPEHHOM pPEe3MHOBOM IPOOKOH, 3akaTaHHON aIIOMUHHUEBBIM KOJIIIAYKOM,
CBEPXY IOKPBITHIM IMOJUIPONMIEHOBON KPBIIIKOM, OOecreduBaromeil KOHTPOJIb
IEPBOrO BCKPHITHSL. 5 (PIIakoHOB j‘IOMeH_IaIOT B KOHTYPHYIO SYEHKOBYIO yl‘IaKOB]ij’
[To 2 KOHTYpHBIX STYEHKOBBIX YIIAKOBKH BMECTE C MHCTPYKIUEHN 10 IPUMEHEHHUIO
IIOMEIIAI0T B KAPTOHHYIO MMauKy.

Cpoxk rognoctu 3 roja.
He HpHMEH;ITb 10 UCTEUEHUU CPOKa FOJTHOCTH.

YciaoBus XxpaHeHust
[Ipu remnepatype He Bbiie 25°C.
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XpaHUTh B HEJIOCTYITHOM JISl IETEH MecCTe.

YecaoBus ormycka
OTmycKaroT 1o perenty.

Baageaen PY

111-000325-261021

IOCB ®apma C.A., Annee e na Pemepin 60, B-1070 Bproccens - BEJIBI'MA.

IIpousBoauTesn

ITateon Uramua C.m.A.,

Buans I'.b. Ctyuyun, 110-20052,
Monna (Mb), Utanus

Beinmyckaonmuid KOHTPOJIb KayecTBa
Oricuka @apmacsrotukans C.p.i.,

Bua I[Ipanss 15,

10044 Iesuernma (Typun), Utanus

Opranuszanusg, NPUHAMAIOIAs PeTeH3HU NOTpeduTeIeli:

000 «¥OCh ®apmar», Mocksa, 1-s1if KpacHorBappetickuii mpoesj, ctp.15, buznec-1ieHtp

«Mepkypuit Carm»
Temn.: (495) 644 - 3322; daxkc: (495) 644 —3329.

Menemxep 1o pemwpaﬁﬁn ‘ @% [TaBnosckas O. 11
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