NMHCTPYKIMA
10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITIPEITAPATA

JleBeTHpaneraMm-AJmym

PerucrpanvoHHbIi HOMeP:

Toprosoe HaumeHoBaHue: JleBeTupaneram-Annym

Me:xkayHapoaHoe HeIATEHTOBAHHOEe HAaMMeHoBaHue: JleBeTupareram

JlekapcTBenHasi popma: TabneTKH, OKPHITHIE TNIEHOYHON 000JI0YKOM

Cocras

1 mabdnemxa, nokpsimasn njieHo4HoU 0007104K0Il, cooepicum:

Oeticmsyrowee geugecmeo: neserupaneram 250 mr/500 mr/1000 mr;

ecnomozamenvhvle geujecmea:; 1EIUTI0I03a MUKPOKpUCTANINYecKasi, KPOCIOBUIOH, MaKpOTOJl
6000 (monuatuneHriukoib 6000), KpeMHUsT TUOKCU]T KOJUIOUIHBIN (a9pOChil), KpOoCKapMeIio3a
HaTpus, MarHus creapar.

Bcnomozamenvuvie sewecmea 07151 00010YKU.

- 0n1a 0o3uposku 250 me: TOTOBasi CMeCh Il TUIEHOYHOU 00O0JIOYKHM Toiry0asi [MOoJIMBUHUIIOBBIN
CIUPT, MAakKporoiy, TalbK, THUTaHAa AHOKCHJ, AaIOMUHUEBBI JIaK HAa OCHOBE KpacHUTEeNs
WH/INTOKapMHHA, KPACUTEIh JKeJIe3a OKCH/I )KEITHIH |;

- 0ns 0o3uposku 500 me: TOTOBasi CMECh /ISl TUICHOYHOW OOOJOYKH KeyTas [MOJWBUHIIIOBBIN
CIUPT, MAakKporoyl, TalbK, THUTaHA MAHOKCHU], AQTIOMUHHUEBBI JIaK Ha OCHOBE KpacHUTENs
XHUHOJIMHOBOT'O KEJITOT0, ATFOMUHUEBBII JJaK HA OCHOBE KPACUTENsI HHIUTOKApMUHA|;

- ons 0o3zuposku 1000 me: TOTOBas CMECh ISl TUIGHOYHOM 000I0YKM Oeast [IOJMBUHUIOBBIN
CIIHPT, MAaKpPOTOJI, TAJIbK, THTAHA TMOKCH]T .

Onucanue

Hosuposxa 250 me: TabIETKH, TOKPBITHIE IJICHOYHOM O00OJOYKOM CBETIO-TOIyOOro IBeTa,
JTBOSIKOBBIITYKJIBIE, TPOOJITOBATOM (DOPMBI CO CKPYTIICHHBIMH KOHIIAMH, C PHCKOH.

Joszuposxa 500 me: TaONETKH, TOKPHITHIE TUICHOYHON O0OOJOYKOW CBETJIO-XKEJITOTO IIBETA,
JBOSIKOBBIMTYKJITBIE, TIPOAOITOBATON (DOPMBI CO CKPYTJICHHBIMHU KOHIIAMHU, C PUCKOH.

Hozuposka 1000 me: TabneTKU, MOKPHITHIE TICHOYHONW O0OJIOYKOM OENoro WM Mmodtd 0enoro
IIBETA, TBOSIKOBBITYKJIbIE, OBAJILHON (hOPMBI, O€3 PUCKH.

Ha monepeunom paszpese s1po TabJIeTOK BCeX T03UPOBOK OEI0T0 WIIM MTOYTH O€JI0T0 IBETA.

dapmakoTepaneBTHYECKas IPYNIA . IPOTUBOAIMICITUYECKOE CPEICTBO.



Koa ATX: NO3AX14

dapmakoJIornyecKne CBoiicTBa

Dapmakoounamuxa

JleBeTupaneram SBISETCS MPOU3BOAHBIM TMHUPPOIUAOHA (S-dHAHTHOMED O-3THII-2-0KCOo-1-
NUPPOJIMANH-alleTaMUAa), MO XMMHMUYECKOHM CTPYKTYpE OTJIMYAeTCsi OT  M3BECTHBIX
IPOTUBOAMIIEITUYECKUX JIEKAPCTBEHHBIX CPEJCTB.

MexaHu3M IeHCTBUS

MexaHu3M JIeCTBHS JIEBETUpalleTaMa O KOHLIA HE U3YYEH.

DkcnepuMeHTHI IN VItro u in VIVO mokasanu, 4TO JIeBeTUpAIleTaM HE BIUSET Ha OCHOBHBIC
XapaKTePUCTHKU KJICTOK M HOPMAIbHYIO HellpoTpaHcMmuccHio. MccnenoBanust in Vitro mokasany,
YTO NeBeTHpaleTaM BIHSET HA BHYTPMHEHPOHANBbHYIO KOHIEHTpamuio uoHoB Ca®’, yacTuuHo
topmo3s Tok Ca?* wyepes kamamsl N-TMTIA M CHHKAs BBICBOOOJKIAEHHE KAIbLlUS U3
BHYTpUHEHpOHAIbHBIX Jeno. Kpome Toro, jeBeTupaneraM 4YaCTHYHO BOCCTaHABJIMBAET TOKHU
uepe3 ramma-amuHoMacisiHyo kucioty (CAMK) u riunmH-3aBUCHMbIC KaHAJbl, CHHXKCHHBIC
HMHKOM U [-kapOonuHamu. Takke B HCCIAOBaHUSIX IN VItr0 ObLIO OHpeneneHo, 4YTo
JIeBETHpalleTaM CBS3bIBAETCS CO CHELM(PUUECKUM YYacTKOM B TKaHU I'OJIOBHOIO Mo3ra. Mecro
CBSA3BIBAHUS IMpEACTaBIsieT coboi  Oenok 2A  CHHAaNTUYECKMX  BE3UKYJ, KOTOPBIH
IIPEIIIOJIOKUTEIBPHO YYacCTBYET B CIMSHMM BE3UKYJ1 M JK30LMTO3€ HEHPOTPAHCMUTTEPOB.
JleBeTupaneraM M CBSI3aHHBIE AHAJIOTM PA3JIMYAlOTCA CPOJICTBOM CBSI3bIBaHMA ¢ OenkoMm 2A
CHUHANTHUYECKUX BE3HKYJ, KOTOPOE KOPPEIUPYET C€O CTENEeHbIO MPOTHUBOSUICHTHYECKOMN
3allUThl B ayJUOT€HHOW MOJENN SMWIETICUU y MBbIIEH. DTOT (akT MO3BOJIAET MPEANONIO0KHUTD,
4TO B3aUMOJICHCTBHE MEXJy JIeBeTHpaleraMoM M OelkoM 2A CHHANTHYECKUX BE3UKYI
OUYEBHUJHO BHOCHUT BKJIaJl B IPOTUBOCYJOPOKHBIM MEXaHU3M JIECHCTBHUS ITpenapara.

dapmakoagnaammudeckue YO P EeKTol

JleBeTupanieraM HHAYLUPYET MPOTUBOAMIICIITUYECKYIO 3aIIUTY B Pa3HOOOPa3HBIX KUBOTHBIX
MOJIEISIX MapUUalbHBIX M NEPBUYHO-TEHEPATN30BAHHBIX IPHUMAJKOB, HE MPOSBIAS MPU ITOM
PO-KOHBYJILCUBHOTO JIeHCTBUsI. OCHOBHOM MeTa0OIUT JIeBeTHpalleTaMa He aKTHBEH.

VY nropei akTUBHOCTH JieBEeTHpalleTaMa B OTHOIIEHMM SIWIENICUU U C MapUualbHBIMU, U C
reHepaIM30BaHHBIMU TMpUNAAKaMU  (ANIIENTU(GOPMHBIX pPa3paroB / (oTomapokcuzMaibHON
peaxiuu) MOATBEPAKAAET €ro MUPOKHUI (papMakomoruueckuii mpoduisb.

Kinuanueckas 3¢ dekTUBHOCTL U 0€301aCHOCTh

Hononnumenvnas —mepanus npu  JeYeHUU  NAPYUALLHBIX — NPUNAOKO8 C  GMOPUYHOLL
2eHepanuzayuel unu 6e3 makosou y 83poCivlX, NOOPOCMKO8 U Oemell ¢ 4 1em ¢ snunencuei
O} dexTuBHOCTH JeBeTHpaleTaMa y B3pOCibIX Oblla MOATBEPKIACHA B TPEX IBOMHBIX CIIEMBIX

1a1e00-KOHTPOJIIMPYEMBIX HCCIEIOBAaHUAX IO HpuMeHeHHio B no3e 1000 mr, 2000 mr u
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3000 Mr B cyTKH, pa3/ie/ieHHON Ha JIBa pHUeMa, ¢ MPOAODKUTENFHOCTBIO JieueHus 10 18 Henens.
brp110 MOKa3aHo, YTO COOTHOIICHHUE MAIIMEHTOB, KOTOphIe IpoaeMoHcTpupoBanu 50 % u Oonee
CHW)KCHHE YaCTOTHI MapIHAIbHBIX IMPUIIAJKOB B HEJICII0 OTHOCUTEIBHO HCXOIHOTO YPOBHS IPH
npreMe mocTosiHHOM 036l (12/14 Henens), cocrasmiio 27,7 %, 31,6 % u 41,3 % y nanueHTos,
npuHuMaBlux jeBerupaneram B jgo3ze 1000, 2000 wiu 3000 mr coorBercTBeHHO, U 12,6 %
y MaIMEeHTOB, MPUHUMABIIKMX ILTAIEe00.

[leagmaTprdeckast IOMYJISITHS

OddexTuBHOCTH JNeBeTHpaIieTamMma y aerer (B Bozpacte oT 4 10 16 ner) Obuta yCTaHOBJICHA B
JIBOMHOM CJICTIOM I1J1ale00-KOHTPOIUPYEMOM HCCIECIOBAHUM JUTUTENBHOCThIO 14 Henens,
BKIItouaBiieM 198 manuenTtoB. [lanueHTs! JaHHOTO UCCIIeOBaHMs IPUHUMAIH JIEBETUPAILIETaM B
MOCTOSTHHOM 03¢ 60 MI/Kr/cyT (B ABa Mpuema).

44,6 % manuMeHTOB, NPUHUMABIIMX JeBeTHpaneram, W 19,6 % MaNMEeHTOB, MOTYYaBIIMX
mane6o, npoaemoncrpupoBasid 50% u 0osiee CHIXKEHHE YacTOTHI MaplHMAIbHBIX MPUITAJIKOB B
HEJEN0 OTHOCUTENbHO HUCXOAHOro ypoBHS. Ha QoHe mnpomormkaromerocss I0JrocpoyHoOro
neyenust 11,4 % manueHToOB HE MMENM MPUMAAKOB B TEUEHHUE IO KpalHEW mepe 6 MmecsAleB U
7,2 % — B TeueHme 1Mo KpaitHel mepe 1 rona.

B mane60-KOHTpOIUpYEeMbIX KIMHHUYECKUX HCCIEIOBaHHUSAX MPUHUMAIHM y4yacThe 35 nereit
mitame | roga ¢ mapuuadbHBIME MPUNIAJKAMHU, U3 KOTOPBIX TOJBbKO 13 ObutH B BO3pacte < 6
MECSIIEB.

Mounomepanus npu neueHuy NApYUAILHLIX NPUNAOKOE C BMOPUYHOL 2eHepanusayuel Ul oes
maxoeou y nayueHmos ¢ 16 nem u cmapuie ¢ 6nepavie OUA2HOCMUPOBAHHOU INULencuell
OddexTuBHOCT JIEBETHpalleTaMa B MOHOTEpanuu ObUla COMOCTaBUMa C 3(PPEKTUBHOCTHIO
KapbaMmaszenuHa C KOHTPOJUPYEMBIM BBICBOOOXKIEHHEM B MapajyielbHBIX TIpyHmnax IMpu
MPOBECHUH JABOMHOrO CJIENOro UCCieI0Banus Ha 576 nmauuenTax ¢ 16 Jiet u crapuie ¢ BIepBble
WM HEAaBHO JUAarHOCTUPOBAaHHOW smumiiernicueil. B uccrnenoBanue ObUTH BKIIIOUEHBI MAI[UEHTHI
TOJIBKO C HECHPOBOIMPOBAHHBIMU TMaPIUATBHBIMU TPHUMAJAKAMHA WU TEHEPaTu30BaHHBIMU
TOHUKO-KJIIOHUYECKUMHU TpunaakamMu. [larueHTsl ObITH paHIOMU3UPOBAHBI B TPYIIIHI JICYCHUS
KapOamMa3enuHoOM C KOHTPOJHMPYeMbIM BbICBOOOXAeHHEeM 10 400-1200 wmr/cyr wmm
nesetupareramoM 1o 1000-3000 mr/cyT, MpOAOKUTENBHOCTRIO 10 121 Heaenu B 3aBUCUMOCTH
OT OTBETA.

OTcyTcTBHE TMpHUINAAKOB B TeueHHe O MecsueB ObUio oTMeueHO y 73 % malMeHToB,
NPUHUMAIOIINX JieBeTupaneram, u 72,8 % MalUeHTOB, NPUHUMAIOMIMX KapOaMas3emnmuH C
KOHTPOJIMPYEMbIM  BBICBOOOXKJIEHHEM; CKOPpPEKTHpPOBaHHAs aOCOJIOTHAs pa3HULA MEeXay
Kypcamu JneueHus coctaBmwia 0,2 % (95 % noseputenbHblii uHTepBam: -7,8 8,2). boiee

MOJIOBUHBI TAIIMEHTOB HE HMMENW MNPUNAAKOB B TeueHue 12 wmecsmeB (56,6 % u 58,5 %
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MAIMEHTOB Ha JIEBETHpAalleTaMe W Ha KapOamaszemnmuHe C KOHTPOJIHUPYEMBIM BBICBOOOKIECHUEM
COOTBETCTBEHHO).

[Ipy  u3yyeHMM  JaHHBIX  peajbHOM  KIMHUYECKOM  MPAKTUKH,  COIMYTCTBYIOIIKE
MPOTUBOSMUIICTITUYECKUE TIpenaparbl MOTJM OBITb OTMEHEHBl Y OINPEAEICHHOr0 Yucia
NAIMEHTOB, KOTOPbIE OTBETUJIM Ha JOMOJIHUTENbHYIO TEPAIUIO JeBeTHpaLeTaMoM (36 B3pOoCibIX
MaIMeHTOB U3 69).

JononnumenvHas mepanus 015 1e4eHuss MUOKIOHUYECKUX NPUNAOKO8 Y 63POCIIbIX U NOOPOCHKOS
¢ 12 nem u cmapuie ¢ 108eHUNLHOU MUOKTOHUYECKOU dnuiencueti

OddexTuBHOCTh JIeBeTHpalieTaMa ObLIa YCTAaHOBJIIEHA B JBOWHOM CJEMOM  Iwianebo-
KOHTPOJIMPYEMOM HCCIIEJOBAaHUH MPOJIOJKUTEILHOCThIO 16 Henenb A MaleHToB ¢ 12 net u
cTapuie ¢ UANONATUYECKONW TeHepaTN30BaHHOW SMUJIETNICUe ¢ MHOKIOHMYECKUMHU CYA0POraMH
MIPU PA3IMYHBIX CUHApPOMaxX. BOJIBIIMHCTBO MAIMEHTOB UMEJO0 IOBEHUIBHYI0 MUOKIOHUYECKYIO
SMUJICTICHIO.

B nmanHom uccrnenoBanuu Ao3a jeBetuparerama coctaisuia 3000 mr/cyT B aBa mpuema. 58,3 %
MAMEHTOB, MPUHUMABIIMX JeBeTHpaneram, U 23,3 % mMmauueHToB, MPUHUMABIIUX IUIalebo,
uMenu 1o kpaitHe mepe 50% yMeHbIlIeHHe KOJIUYeCTBa JHEH ¢ MUOKIIOHMYECKUMHU TPUITaIKaMu
3a Henmenmo. B TedeHme mpomoiKaromerocs I0JIrOCPOYHOro jedeHus 28,6 % MainueHToB He
MMeEM MHOKJIOHUYECKHX CYJIOpOr B TEUEHHE MO KpaitHeill Mepe 6 mecsneB U 21 % maiueHToB —
B TEUCHHE MO KPAWHEN MeEPE OJTHOTO TOJa.

HononnumenvHas mepanus Ol edeHuss NepeUiHO-2eHePaIU308AHHbIX MOHUKO-KIOHUYECKUX
NpUnaokos y G3pocablX U Noopocmkos ¢ 12 nem u cmapwe ¢ UOUONAMUYECKOU
2eHepanu308anHHoOU Inuiencueu

D¢ heKTUBHOCTh JIeBeTHpalleTaMa ObllIa YCTaHOBJIEHA B 24-HENEIHHOM JBOWHOM CJIETIOM
M1a11e00-KOHTPOJIUPYEMOM  UCCIEIOBAaHUM,  BKJIIOYABIIEM  B3pPOCHBIX, TOJAPOCTKOB U
OTPAaHUYEHHOE YHUCJIO JeTel C MAMONATUYECKOW T'eHEpaTM30BaHHOM SMUIIENICUEN C MEePBUYHO-
reHepainu3oBaHHbIMU  TOHUKO-KJIoHWyeckumu  (III'TK) mpunaakamu, ¢ pa3nuyHbIMU
CHHIpOMaMH (TOBEHIJIBHAsT MHUOKJIOHUYECKAash SIHJICTICUS, FOBEHHWJIbHAs aOCaHC-3MIIICTICHS,
JIeTcKasi aOCaHC-IMUIICTICUST WM SIWJICNCHS C TeHEepaTn30BaHHBIMH TOHUKO-KIIOHHYECKUMU
CylloporaMu Mpu TpoOyxkAeHuH). B 3TOM HccrnenoBaHWM CyTOYHas J03a JieBeTUpalerama
coctasisuta 3000 MT/CyT J71s1 B3pOCHBIX M OJIPOCTKOB Witk 60 MI/KT/CyT JJIsl I€TEH, pa3ierneHHas
Ha J[Ba IIpreMa.

72,2 % mnanueHToB, TMPUHUMABIINX JeBeTHpaneram, u 45,2 % NaueHTOB, MPUHUMABIINX
r1ane0o, MoKa3alk yMEHbBIIEHHWE YaCTOThHI MPHUITAIKOB B TeueHue Heaenu Ha 50 % u Oonee y
nanuentoB ¢ [II'TK npumankamu. B mpopomxaromemcs monrocpouynom HaOmoaeHuu 47,4 %

ManuceHTOB HEC UMECIIU TOHUKO-KIIOHUYCCKUX MMPUITIAAKOB B TCUCHHUC I10 KpaﬁHe MEpe 6 MecsI1eB U
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31,5 % mamueHTOB HE WMMENH TOHHKO-KIOHHYECKHUX TMPHUMAJKOB B TEUEHHUE IO KpallHE Mepe
OJIHOTO IoJa.

DapmakoKkunemuxa

Bcacvisanue

JleBetupaneram  oOnagaeT  BBICOKOW  pacTBOPHMMOCTBIO M INPOHHUIIAeMOCThlo.  Ero
(bapMakOKMHETHYECKMH MpoQmiIb  sBIAETCS JUHEWHBIM M XapaKTepu3yeTrcs HU3KOH
BHYTPUUHIUBUAYAIbHON U MEXHHIMBHUIYAIbHOM M3MEHUYMBOCTHIO. KilmpeHc neBerupanerama
OCTaeTCsi IOCTOSHHBIM I10CJIE MHOTOKPATHOIO BBEJEHMs mpemnapara. Hukakux pasnuuui,
CBSI3aHHBIX C TOJIOM, PAacoil WJIM LMPKAJHBIM PUTMOM, BBISBIEHO HE ObuI0. JleBeTmpameram
UMEET CONOCTaBUMbIM (papMakOKMHETHUECKUl MNpo¢uib Yy 300pPOBBIX JOOPOBOJBLEB U
NAIUEHTOB € MWJICIICUEN.

3a cueT MOJIHOTO U JIMHEHHOro BCachlBaHUS YPOBHHM JIEBETHpAllETaMa B IIa3ME€ KPOBU MOXKHO
npecKa3aTh M0 NPUHUMAEMOW BHYTpPH J03€, BBIPQXEHHOW B MI/KI Macchl Tena. [losromy
HE00XO0IMMOCTh KOHTPOJIS YPOBHEH JIeBETHpaLleTaMa B IJ1a3Me KPOBU OTCYTCTBYET.

Jis  B3pocibIX M AeTel OIpeneicHa 3HayuMas KOppesalus MeXAy KOHLIEHTpauuen
JeBeTHpaleTaMa B CIIOHE U IUIa3Me€ KPOBHU (COOTHOILIEHME KOHLIEHTPALMU B CIIOHE U IJa3Me
KpPOBH BapbHpOBaJIO B Auana3one oT 1 1o 1,7 npu npumMeHeHUH TaOJETOK JUIsl IpUeMa BHYTpb
CIycTs 4 yaca mocje npreMa pacTBopa Juis IpuemMa BHyTpb).

Crenenp BcacblBaHUS HE 3aBUCUT OT JI03bI M BpPEMEHM IIpUEMa NHIIU. BHOAOCTYNHOCTH
cocrapisier mpumepHo 100 %. MakcumanbHas koHueHTpauus B ria3Me (Cmax) JOCTHraeTcs
yepe3 1,3 4 mocie nepopajibHOTO TpueMa JieBetuparerama B 03¢ 1000 Mr u npu oJHOKpPaTHOM
npueme coctaBiseT 31 MKI/MiI, mocie MOBTOPHOro mpuema (2 pasa B CyTkHM) — 43 MKI/MIL.
PaBHOBecHOE cocTOsIHUE JOCTUTAETCs Yepe3 2 CyTOK MpHU ABYKPAaTHOM IpUEME Ipernapara.

Pacnpeoenenue

Cps3pIBaHUE JIeBETHpAlleTaMa W €ro OCHOBHOIO MeTabonura ¢ OelkaMu IJia3Mbl KpPOBH
coctapisieT meHee 10 %. O6wem pacnpenenenus (V) coctasisiet npumepro 0,5-0,7 i/kr.
Memabonusm

JleBeTupaneraM HEAKTUBHO MeTa0ONU3UpyeTcs B 4YeloBeuyecKoM opranu3me. OCHOBHBIM
MmetabonauueckuM myteM (24 % oT 103bl) sBIseTCS (PEPMEHTHBIA THUAPOIU3 aleTaMHIHOU
rpynmbel.  OOpa3oBanue mnepBuyHOro wmerabonuta ucb LO057 mpoumcxomaut 0e3 yuacTus
nzodepmentoB muroxpoma P450 neyernn. Merabonut ucb L0O57 sBnsercss ¢apmMakoIOrudecKu
HEaKTHBHBIM.

Kpome Toro, ObIIO ompeneneHo J1Ba BTOPOCTENEHHBIX Mmerabonuta. [lepBblit oOpasyercs mpu

TUAPOKCHIIMPOBAHUM TUPpoOSuAoHOBOro koibla (1,6 % m03bl), a BTOpOH — HpU PacKpHITUU
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nupposiugonoBoro koibina (0,9 % go3er). Ha pgomro napyrux  HewaeHTH(DUIIUPOBAHHBIX
KOMIIOHEHTOB Npuxoautcs Tobko 0,6 % 1035l

JleBeTupanetaM M €ro  OCHOBHOW  MeTabOJIMT  HE  MOJABEpPraloTcs  B3aUMHOMY
YHAHTHOMETPUYECKOMY MPEBPAIICHUIO IN VIVO.

B ycnoBusx In Vitro sieBeTupaineraM M €ro OCHOBHON METaOOJUT HE MOJABJISIFOT OCHOBHBIC
u3zodopmel uToxpoma Paso meuenn uvenoseka (CYP3A4, 2A6, 2C9, 2C19, 2D6, 2E1 u 1A2),
akTUBHOCTH TioKypoHuiaTpancdepad (UGT1IAl u UGT1A6) u 3MOKCUAHOW THIPOKCHIIA3BI.
Kpome Toro, jjeBeTupaiietaM He BIHSET Ha TIIIOKYPOHHU3AIMIO BaIbIIPOCBOI KKCIOTHI IN Vitro.

B KynpType remaTolMTOB YENOBEKA JICBETHpAIlETaM OKa3blBaJl HE3HAUUTEIHHOE BIIMSIHHE HA
CYP1A2, SULTI1El u UGT1AIl unu BooOIIe HE M3MEHSUI MX aKTHBHOCTH. JIeBeTupameram
Bbi3bIBasl Jierkyro uHaykiuio CYP2B6 u CYP3A4. Ha ocHOBaHWU pe3ylbTaToOB OLEHKU
B3aMMOJICHCTBUI C OPabHBIMH KOHTpAICNTHBAMH, JUTOKCHHOM U Bap()apuHOM B YCIOBHUSIX
N Vvitro u in Vivo He oXuJaeTcs 3HAYMMOW MHAYKIMU (EPMEHTOB B YCIOBHsX IN Vivo. Takum
00pa3oM, BepOATHOCTh B3aMMO/ICHCTBUS JIeBETUpalleTaMa ¢ APYyrUMU MpenaparaMd 1 Ha000poT
SBIISIETCS. MAJIOBEPOSTHOM.

Buisedenue

[Tepuon monyBeiBeneHust (T12) neBeTHpaneramMa W3 IUIa3Mbl KPOBH B3pPOCIOTO YeJIOBEKa
coctaBnsieT 7 = 1 yac W He 3aBUCUT OT JI03bl, COco0a BBEAEHHUS WMIU YACTOTHI BBEJICHUS.
Cpennsis BenmuunHa o0miero kinupenca coctanisieT 0,96 mu/mun/kr. OCHOBHOW MyTh BBIBEICHUS
noukamu B cpeaHeM 95 % ot 10361 (okosio 93 % oT 703BI BRIBOAUTCS B TeueHHe 48 4acoB).
BriBenenue ¢ dpexanusamu cocrapiuseT 0,3 % OT 10361

OO0muii ypoBeHb BBIBEICHHUS JIEBETHpAIleTaMa M €ro OCHOBHOT'O METa0O0JIMTa ¢ MOYOW B MEPBBIE
48 wyacoB cocrtaBmsier 66 % u 24 % OT A03bl COOTBETCTBEHHO. IlodeuHbIN KIMpEHC
neserupanerama u UCh LO57 cocrasnsier 0,6 u 4,2 MJI/MUH/KT COOTBETCTBEHHO, CBUIETEIILCTBY S
0 TOM, 4YTO JIEBETHUpAIleTaM BBIBOJUTCS IyTeM KIyOOUYKOBOW (UIBTpAIMHM C TOCIEIYIONmen
KaHaJBIEBOW peabcopOImeli, a TakKe UYTO TMEePBUYHBIN METa0OIUT MpernapaTa TakKe BHIBOJIUTCS
NyTeM aKTUBHOW KaHAIbIIEBOW CEKpPEeIMH B JOTMOJHEHHE K KIyOOYKOBOW (PHUIBTpaIIUU.
BriBeicHHE JIeBeTHpaIieTaMa KOpPEITUPyeTcs ¢ KIIMPEHCOM KpeaTHHHUHA.

Y nayuenmos noxcunozo sozpacma Ti2 yBenuuuaercs Ha 40 % u cocraBmsier 10—11 gacos, uto

CBs3aHO CO CHMKECHUECM (i)YHKIII/H/I IMOo4YeK y 3TOM KaTCropuu mnamnureHTOB.

Y nayuenmos c Hapyuwienuem QyHkyuu nouex KIUPEHC JEBETHUpALlETaMa M €ro MEepBUYHOTO
MeTabonuTa KOpPpEeTupyeT C KIMPEHCOM KpeaTuHuWHA. [lodToMy mamMeHTaM ¢ MOYeYHOU
HEJOCTAaTOYHOCTHIO PEKOMEHIYyeTCsl MOA00p 103kl B 3aBUCUMOCTH OT KJIMpEHca KpeaTuHuHa. B

TEPMHUHAIBHON  CTAaIWM TOYEYHOM HEJOCTATOYHOCTH Yy B3pOCHBIX THauueHToB  Tip
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JeBeTHpaleTaMa COCTaBIsAeT 25 4acoB B EPUOJ MEKIY ceaHcaMu quann3a u 3,1 daca Bo Bpems
nuanusa. B teyenue 4-yacoBoro ceanca nuanusa ygansercs 1o 51 % neBerupaierama.

Y nayuenmos ¢ napywenuem d)VHKuMM neyenu JNerkon u CpC,I[HGfI CTCIICHU TSXKECTU 3HAYUMBIX

M3MEHEHUN KIMpPEHCA JIEBETHpAalleTaMa HE HPOUCXOAUT. Y OOJBIIMHCTBA NALUEHTOB C
TSOKETIBIMU HapYLICHUSMHU (DYHKIUH MEYEHU TPU COIMYTCTBYIOUICH MOYEUHOW HEIOCTaTOYHOCTH
KJIMPEHC JIeBeTupalerama cHkaercs 6osee ueM Ha 50 %.

YV oemeu (4—12 nem) Ty mociae OTHOKPATHOIO IEPOPAIBHOTO BBEICHHS Iperapara B 103€

20 mr/kT Macchel Tena coctaBisier 6 yacoB. OOmuii KIMpeHC eBeTupamerama y nereit 4—12 ner
npumepHo Ha 30 % BbIIIe, YeM Yy B3pPOCIBIX, U HAXOAUTCA B MPSMOW 3aBHCUMOCTH OT MacChl
Tena.

[Tocne MHOTOKpaTHOTO TMepopaibHOro npuMeneHus (go3a ot 20 o 60 MI/Kr/CyTku) y AeTeii ¢
smwternicueit (ot 4 no 12 yer) neBerupanieTam OBICTPO BcachiBasics. [IMKOBass KOHIICHTpAIUS B
miasme HaOmoganace uepes 0,5-1,0 waca mocne mnpuema. HaOmromanoch nuHeHHOe,
MPOMOPLUOHAIEHOE 03¢ YBEJIWYEHHE IMUKOBOH KOHIEHTPAlMKW B IJIa3Me M IUIOUIaAU TOJ
kpuBoil. [lepuon momyBbIBeIcHUSI COCTAaBUI OKOJIO 5 yacoB. Kaxymiuiicst oOmuid KupeHe Obia
paseH 1,1 mu/MuH/KT.

IMoka3aHusi K NpPUMeHEHHIO

B kauecTBe MOHOTEpanuu Npu JCYECHUH:

- TapLUMAaIbHBIX MPUMAJAKOB C BTOPHUYHOM TreHepanu3alueil uin 0e3 TakoBOW Yy B3pPOCHBIX U
MOJIPOCTKOB ¢ 16 JIeT ¢ BriepBble TMAarHOCTUPOBAHHOM SMUIIETICUEH.

B cocTaBe TOTOTHUTEIEHOM Tepariy Py JICICHHUH

- MapIABHBIX MIPHUITAJIKOB C BTOPUYHON TeHepanu3aluei uim 6e3 TakoBOH y B3pOCTBIX U JIeTel
¢ 6 JIeT ¢ SMUIIeTNICHeil;

- MHOKIIOHHYECKHX CYyJOpOT Yy B3pOCIBIX W TOJPOCTKOB crapmie 12 JIeT ¢ FOBEHWIBHON
MHOKJIOHHYSCKOM DITHIICIICHCIH;

- TIEPBUYHO-TEHEPATH30BAHHBIX CYJIOPOKHBIX TOHUKO-KJIOHUYECKUX MPUIIATKOB Y B3POCIBIX U
MOJIPOCTKOB cTapiie 12 neT ¢ uauonaTnyecKo reHeparn30BaHHON MTUIIETICHEH.
IIporuBonokasanus

[ToBbIeHHAs] 9yBCTBUTEIBLHOCTD K JICBETHpAIlETAaMy WJIH JPYTHM IMPOU3BOIHBIM MTHPPOJIAIOHA,
a TaKKe K JIIOOBIM JPYTHM KOMITOHEHTaM Ipernapara.

C 0CTOPOKHOCTHIO

- [TanmeHTHI MOKKUIIOTO BO3pacTa (cTapiie 65 neT);

- 3a00JIeBaHUA [TE€YEHH B CTAJANH JEKOMIICHCAILIUH;

- IOYeYHasi HeIOCTATOYHOCTb.

IIpumeHeHnne npu 0epeMEHHOCTH M B NIEPHO/ I'PYAHOI0 BCKAPMJIMBAHUSA



Kenwunor oemopoonozo eozpacma

JKeHnuHbBI AETOPOAHOrO BO3pacTa JOJDKHBI IIOJYyYNTh KOHCYJBTALMIO CIienManucTa. B ciyudae,
KOIJa >KEHIIMHA IUIAHUpYyeT 3abepeMeHeTb, 11eJIecO00pa3HOCTh NMPUMEHEHUs JeBeTHupaleTama
CleyeT pacCMOTpeTh MOBTOPHO. Kak U B cirydae NpUMEHEHMS APYTUX IPOTUBOSIHIICIITUYECKUX
Ipernaparos, cleayeT u30eraTb BHE3AHOIO MIPEKPALIECHUS IIpUeMa JeBeTHpaleTaMa, IOCKOIbKY
3TO MOXKET IPUBECTH K OIUICNTUYECKUM IPUIIaJKaM, KOTOPbIE MOI'YT HMMETh CEPbE3HbIE
HOCJIEICTBHS [Vl )KEHIIMHBI U HEpOXAeHHOro pedeHka. I1o Mepe BO3MOXXHOCTH IpPEANOYTEeHHE
clenyeT OTJaBaTh MOHOTEPAIINH, IIOTOMY 4TO Tepanus HECKOJIbKUMU
IPOTHBOAMIICNITUYECKUMU TIpenapaTaMu, B CPABHEHUH ¢ MOHOTEPAITUEH, MOXKET OBbITh CBsS3aHA
C IIOBBILIEHHBIM PUCKOM BPOKIEHHBIX IIOPOKOB Pa3BUTHUSA.

bepemennocmo

AHanu3 3HaYUTEIHLHOT0 00bEMa JAHHBIX MOCTPErHCTPALIMOHHBIX MCCIEA0BAHUN y OEpEMEHHBIX
JKEHIIUH, TTOJIyYaBIINX MOHOTEpanuto JieetupaieramoM (6osee 1800 xeHIUH, Cpein KOTOPBIX
6onee 1500 momywanu mpernapar B Te€deHHE 1-TO TpuMecTpa OEpeMEHHOCTH), HE MOATBEPAMII
YBEJIMUEHUE PUCKA TSDKETBIX aHOMAalui pa3BuUTHUS. IMEIOTCS TONBKO OrpaHUYEHHBIE JaHHBIE O
HEBPOJIOTUYECKOM Pa3BUTHUU JAETEH, YbM MaTEpH IOJIy4Yald MOHOTEPAIHUIO JIEBETUPALIETAMOM BO
BpemMsi OepeMeHHOCTH. TeM He MeHee TeKyllde OSIHJIEMUOJIOTHYECKHE HCCIIeI0BaHus
(c yuactuem 100 nereif) He mpenmojararOT MOBBIIIEHHOIO PUCKA HAPYIIEHUS WIH 3aJlepiKeK
HEPBHO-TICUXUYECKOT'O PA3BUTHSI.

JleBeTuparieraM MOXHO MPUMEHSTHh BO BpeMs OEpEMEHHOCTH, €CIIU TOCie THIATENbHON OLEHKU
€ro NpUMEHEHHE MPU3HACTCS KIMHUYECKHM HEOOXOOuMBIM. B 3TOM ciyuyae pexkoMeHJyeTcs
OPUMEHATh MUHUMAJIbHYIO 3P PEKTUBHYIO 103y .

®u3M0I0ruYecKkre N3MEHEHNs B OpraHU3Me JKEHIIMHBI BO BpeMsi OEpEMEHHOCTH MOTYT BIIHATh
Ha KOHLIEHTpAllMI0O B IUIa3Me JIeBeTHpaleTama, Kak M JAPYTUX MPOTUBOAMMIECHTHYECKUX
JIEKapCTBEHHBIX IpernapaToB. Bo Bpemsi GepeMeHHOCTH OTMEUYEHO CHM)KEHHME KOHLEHTpPalUu
JeBeTupaleTaMa B IJIa3Me KPOBU. DTO CHIDKEHHE Oojiee BBIPAXEHO B TPEThEM TPHUMECTpE
(10 60 % ot 6a30BO¥ KOHIIEHTPAILIMH B TEUEHUE TPETHEr0 TPUMECTPA).

Jledyenue neBetupaleTraMoM OepeMEHHBIX CIEAYEeT MPOBOAUTE MOJI 0COOBIM KOHTPOJIEM.

Ilepuoo 2pyono2o eckapmausanus

HeBeTI/IpaHeTaM BBIACIIACTCA C TPyAHBIM MOJIOKOM, IIO3TOMY TI'PYAHOC BCKapMJIMBAaHUEC IIpH
JICUCHUU TIpenapaToM HE PCEKOMCHAYCTCH. OI[HE[KO, €CJIn  JICUCHUC JICBECTHUPALCTAMOM
HCO6XO,Z[I/IMO B NIepruoa rpyaAHoOro BCKapMJjanuBaHHA, COOTHOICHUC pI/ICK/HOHB3a JCUYCHUA OOJIKHO
OBITH TIIATCJIbHO B3BCIICHO OTHOCUTCIBbHO BaX)KHOCTHU KOPMJICHUA.

Depmunvrocmo
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B wuccnenoBaHusX Ha >KMBOTHBIX HE OOHApy)KEHO BJIMSHUS Ha (epTibHOCTh. KinHudeckue
JIAHHBIC BJIMSHUS Ha (EPTHIBHOCTh OTCYTCTBYIOT, INOTCHIMAIBHBIA PHCK IS YeJOBeKa
HEH3BECTCH.

Cnocod npuMeHeHus U 103bl

BHyTpb, HE3aBUCUMO OT ITpUEMA ITULIH.

CyTouHyI0 103y IIperapara JIeJAT Ha J[Ba MprueMa B OJJMHAKOBOM J103¢€.

TabneTku MPUHUMAIOT, 3aMMBasi IOCTATOYHBIM KOJIMYECTBOM XKHUIKOCTU. [locne mpuema BHYTph
BO PTY MOXKET OLIYIATbCA TOPbKUI IIPUBKYC JIEBETUpALETaMa.

HaDL[I/IaJIBHBIe IIPUCTYIIBI

PeKOMeHI[yeMBIe JA03bl IJI1 MOHOTCpaIlun (C 16 J'IGT) U B COCTaBe HOIMOJIHUTEILHOMU TCpallunu
COBIIAAAOT U COOTBCTCTBYIOT YKAa3aHHBIM HUIKC.

Bce nokasanus K IpuMeEHEHHIO

B3pocnvim (18 nem u cmapwe) u noopocmxkam (om 12 oo 17 nem) ¢ maccou mena 6onee 50 ke
JieYeHue clieyeT HauuHaTh ¢ cyTouHoi no3el 1000 mr, paznenenHoit Ha 2 npuema (o 500 mr
2 pa3a B cyTku). OJHAKO MO PELICHUIO Bpaya, UCXOAS U3 TpeOyeMOoro HmpOTHBOCYJOPOMKHOIO
s deKTa 1 TOTCHIUATBHOTO TTOO0YHOTO JACHCTBHSI, HAYAIBHYIO 103y MOKHO CHH3HTH 710 250 MT
JIBa pa3a B CyTkH. Uepes Be Helenu 103y MOXKHO MOBBICUTH 10 500 Mr 1Ba pa3a B CyTKH.

B 3aBHCHMOCTH OT KJIMHHMYECKOHN peakLUU U NMEPEHOCUMOCTH IIpenapaTa CyTOYHas 10338 MOXKET
OBITH YBENMUYEHA 10 MakcuManbHOM — 1500 mr 2 paza B cyTtku. M3mMeHnenue 10361 Ha 250 Mr uiu
500 mr 2 pa3za B CyTKH MOET OCYILIECTBIATHCS Kaxable 2—4 Henemnu.

Hemsam ¢ 6 nem u noopocmxam (om 12 0o 17 nem) ¢ maccou mena menee 50 ke Ne4eHUE CIEAyET
HAuMHaTh C CyTOYHOM 1036l 20 MI/KI Macchl Tena, pasjeseHHod Ha 2 mpuema (mo 10 mr/kr
Macchl Tena 2 pasa B cyTku). 3menenue 1o03s1 Ha 20 mMr/kr maccsl Tena (o 10 Mr/kr maccel Tena
2 pa3a B CyTKH) MOXXET OCYIIECTBISTHCS KaXK/ble 2 HENENU 10 JOCTH)KEHUS PEKOMEHIyeMOi
cyrouHod n03bl — 60 mr/kr maccel Tena (mo 30 Mr/kr maccel Tena 2 pasza B cyTkH). [lpum
HEIIEPEHOCUMOCTH PEKOMEHAYEMOW CYTOYHOW J03bI BO3MOXKHO €€ cHukeHune. Cruemyer
IPUMEHATh MUHUMAIIbHYIO 3 QeKkTuBHYyIO 103y. Bpad nomkeH Ha3HAauUTh Ipenapar B Haubosee
HNOJIXOAAIIEeH JIeKapcTBEHHON (opMe M J03UPOBKE B 3aBUCHUMOCTH OT BO3pacTa, Macchl Telna
MalyeHTa 1 He0OXOAMMOM TePaneBTUUECKON JTO3BI.

B ceésa3u ¢ omcymemeuem nysCcHou 003uposku mabiemku He npeOHa3Hadensl OJisl ledeHus oemetl
secom menee 25 ke, npu HazHaveHuu 003vi menee 250 me, a maxoice 0Nl NAYUEHMO8, UMEIOUJUX
MpYOHOCIU NPU 2LOMAHUU.

B smux cnyuaax pekomenoyemcs HauuHamos aedyeHue ¢ npuema npenapama 6 gopme pacmeopa
0713 npuema 6Hympb.

Hetsam ¢ maccoit Tena 6osee 50 Kr 103UpOBaHHUE OCYIIECTBIISIOT 110 CXEME, MPUBEICHHON ISt
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B3POCJIBIX.

[Tockonbky neBeTHMpaneTaM BBIBOJUTCS W3 OpraHM3Ma IOYKaMu, IIPM Ha3HAYEHUHU Iperapara
nayueHmam ¢ noYeyHol He0OCMAamMoOYHOCMbIO U NAYUEHMAM NOHCUTI020 803pAcma 03y CIEAyeT
KOPPEKTUPOBATh B 3aBUCUMOCTH OT BETMUYMHBI KinpeHca kpeatnnuna (KK).

Knupenc kpearuHuHa jis MYKYMH MOXHO pPAacCuMTarh, HMCXOAS U3 KOHLEHTpALUU
CBIBOPOTOYHOTO KPeaTUHHHA, 1O Cleayomei Gopmye:

[140 — Bo3pacT (romsr)] X macca tena (Kr)
KK (mn/Mun) =

72 x KKecppopor (MI/111)
Knupenc kpeaTuHuHa AJS KEHIIUH MOKHO PAacCUMTATh, YMHOXXUB MOJyY€HHOE 3HAUYCHHE Ha
ko3 dunument 0,85.
3atem KK koppektupyercst ¢ yuderom momanu mnoBepxHoctu tena (IIIIT) mo cnemyromeit
dbopmye:

KK (mn/mun)
KK (mn/mun/1,73 MZ) = x 1,73
IIIIT o6bekTa (M)

KoppekTupoBka 10351 17151 B3POCIBIX

Iloueunas nedocmamounocmo KK (ma/mun) Pestcum 0o3uposanusn
Hopma >80 o1 500 no 1500 mr 2 pa3a B cyTku
Jlerkas 50-79 o1 500 no 1000 mr 2 pa3a B cyTku
YMmepeHHas 30-49 oT 250 o 750 mMr 2 pasa B cyTKH
Tsoxenas <30 o1 250 o 500 mMr 2 pa3a B cyTKH
TepmunanbHas cragus (ITaUEHTHI, - ot 500 1o 1000 mr 1 pa3 B cyTku**
HaxoJsAIIrecs Ha quann3e™)

* B nepBblil 1eHb JIeUEHUS] pEKOMEHIyeTCsl TpHeM Hachlmaromnen 10361 750 mr.

** Tlocne muann3a peKOMEH]IyeTCsl PUEM JOMOIHUTENbHON 10361 250—-500 mr.
JletssM ¢ 1OYEYHOM HENOCTATOYHOCTBIO KOPPEKLUIO JI03bl JIEBETHpALlETaMa  CIEAYET
MPOU3BOJIUTH C YUETOM CTENEHU MTOYEYHON HEIOCTATOUHOCTH.
K 2
JTUpeHc kpeaTuHuHa (MiI/MuH/1,73 M“) MoOXeT ObITh OIIEHEH Ha OCHOBaHHWM OIpeAeNeHUs
CBIBOPOTOYHOTO KpeaTWHWHA (MI/[U1) JUIsl TMOJPOCTKOB W JIETeH, WCHOIb3ys CIEAYIOUIYIO
dopmyny (popmyna IIBapra):

Pocr (cm) x ks
KK (mn/mun/1,73 M%) = ,

KKCLIBOpOT (Ml"/ IUI)

ks = 0,55 mis nmereit menee 13 meT ¥ moApOCTKOB skeHCKoro mona; KS = 0,7 mis moapocTkoB

MY>KCKOT'O I10J1a.
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Jlo3upoBanue Ui JeTell 1 MoIpoCcTKOB BecoM MeHee S50 Kr ¢ HapyleHreM (YHKIHUU TOYeK.

Pescum oozuposanus

4
IMoueunas neoocmamounocmo | KK (ma/mun/1,73 m?) Hemu cmapue 4 nem u

nodpocmku Maccou mena mernee

50 ke
Hopma >80 10—-30 mr/kr 2 pa3a B CyTKH
Jlerkas 50-79 1020 mr/kr 2 pasa B CyTKH
YMmepenHas 30-49 5—15 mr/kr 2 pa3a B CyTKH
Tsoxenas <30 5—10 mr/kr 2 pasa B CyTKH
TepmuHanbpHas cTaaus (MaUEHTHI, — 10-20 mr/kr 1 pa3 B cytku (1)(2)

HaxOAIIHeCs Ha TUATH3E)

(1) 15 mr/kr pekoMeHOBaHHAsI HATPY30YHASI 1032 B MIEPBBII IEHB JICUYCHUS.

(2) PexomeHq0BaHHAs MMOAACPIKUBAOINAS 103a OCE Auanu3a 5—10 Mr/Kr.

Tayuenmam ¢ napywenuem ¢hynkyuu nevyenu 1e2kou u cpeoHell cmeneneti msadxicecmu KOppeKLnu
pexuMa J03UpoBaHUsl He TpeOyercs. ¥V nayuenmog ¢ 0eKOMNEHCUPOBAHHBIM HApyuleHuem
@dyHKyuu nevenu u NOYEYHOU HeOOCMAmMOYHOCMbIO CTENIEHb CHUKEHHS KJIMpEHCa KpeaTMHHHA
MOJKET He B IOJIHOM Mepe OTpakaTh CTENEHb TSHKECTH MOYEYHOM HEAOCTaTOYHOCTH. B Takmx
clydyasX TIpM KIHpeHce KpeaTMHMHA <60 wmia/mun/1,73 M? pekoMeHAyeTcs COKpalleHHe
cyTouHO# 10361 Ha 50 %.

Jna nereit muanme 6 JieT peKOMEHAYeMOM JeKapCTBEHHON (OpMON SIBISETCS pacTBOp AJs
npruemMa BHYTpb.

Ecnmun TtpeOyercs mnpekpaTUTh NpHUeM Ipernapara, TO OTMEHY JIEYeHHsS pPEKOMEH]yeTcs
OCYIIECTBIISITh TMOCTENEHHO, YMEHbINas pa3oByto n03y Ha 500 mr kaxasle 2—4 Heaenu
(Y B3pOCHBIX U MOAPOCTKOB BecoM Ooubliue, yeM 50 kr). ¥V nereil CHM>KEHHE J103bl HE JOHKHO
npeBbImath 10 MI/Kr Maccel Tena 2 pa3a CyTKH, KaK/bIe 2 HECNH.

ComnyTCTBYyIONIME TPOTUBOIWICTITHUECKUE MpenapaTsl (B TEpHOJ TMEepeBoja IalMeHTOB Ha
TEpPaIUIO JIEBETHPAIIETAMOM) JKEJIaTEIbHO OTMEHSTh MOCTETIEHHO.

Nmeromuecst cBeZieHHUs 0 MPUMEHEHUHU TpenapaTa y JeTeid He CBUICTEIbCTBYIOT O KaKOM-IHO0
€ro OTpHUIATENIbHOM BJIMSHUM Ha pa3BUTHE U TMOJIOBoe co3peBaHue. OJHAKO OT/ajeHHbIE
MIOCJIC/ICTBYSI BIMSIHHUSI TEpPAIMH JICBETUPAIETAMOM Ha CIIOCOOHOCTH JeTed K OOYYEeHHIO, HX
UHTEJUIEKTyallbHOE DPa3BUTHE, POCT, (YHKIMHU SHAOKPUHHBIX JKE€Je3, I0JIOBOE DPa3BUTHE U
(epTHIIBHOCTH OCTAIOTCSI HEM3BECTHBIMH.

[Taupentam c¢ 3a0ojeBaHMAMU IOYEK M JIEKOMIIEHCUPOBAaHHBIMM 3a00JI€BaHMSAMU IEYEHU

pEKOMEHIyeTCsl HcclieioBaHne (DyHKIMM TOYeK mepes] HadajaoMm JedeHus. [lpum HapymeHun
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(YHKLIHU TTOYEK MOKET MOTPeOOBATHCA KOPPEKIIHS JO3HI.

B cBs3u ¢ umeromuMucs COOOIICHUSAMU O CIIy4asX CYWLUJA, CyHIMJAIbHBIX HAMEPEHUU U
MOMBITOK CyHIMJA MPU JICUCHUU JIEBETUPALIETAMOM CIIEAYeT NpeayNpekaaTh MalUeHTOB O
HEOOXOIMMOCTH HEMEJUICHHO COOOLIaTh JieHalleMy Bpady O TOSBJICHHUU JIOOBIX CHMIITOMOB
JETIPECCUU WU CYUIHIAIBHBIX HAMEPEHUH.

Ilpumenenue y oemet

Bpau nomken BbiOpaTh HamOojee MOAXOIAIIYI0 (GOpMy BBITYCKAa W JTO3UPOBKY IMperapara B
3aBHCHUMOCTH OT HEOOXOIMMOI J103bI, MACCHI TeJla U BO3pacTa MallMeHTa.

[Ipenapat B TabieTkax He MpenHa3HA4YeH Ui MPUMEHEHHs Yy MJIaJIeHIeB U Aereit 1o 6 ner. s
NPUMEHEHUS y JeTeil MpearnouTUTEeIbHbI Mpenaparsl JeBeTupaierama B ¢popMe pacTBopa s
npuema BHYTpb. KpoMe Toro, umeromiecs: B nMpojaxe JA03UPOBKU TAOJIIETOK HE MOAXOMAAT s
HAYaJILHOI'O JICUEHMS JeTell ¢ MaccoM Tella MeHee 25 Kr, IS ITalMCHTOB, HECIIOCOOHBIX
IPOTJIOTUTH TAOJNETKy, a TaKKe JUIsi MPUMEHEHHUs mperapara B go3ax menee 250 mr. Bo Bcex
MEPEYUCIICHHBIX Cy4yasX pEeKOMEHJOBaH IMpHEeM IMpenapaTroB JeBeThpanerama B ¢dopMme
pacTBopa Uil mpuemMa BHYTPb.

Ilpumenenue 6 pexcume monomepanuu

bezonacHoCTh 1 3¢ (EeKTUBHOCTH JIGKAPCTBEHHOTO Tpernapara JleeTupameramM-AanyM y IeTei u
HOJPOCTKOB 70 16 JIET B peX1MMe MOHOTEpANHUU HE YCTaHOBJICHBI.

JlaHHBIE OTCYTCTBYIOT.

Ilpumenenue 6 cocmage OONOTHUMENLHOU mepanuu y MiaoeHyes 6 eospacme om 6 00
23 mecsyes, demeui (om 2 0o 11 nem) u noopocmkos (om 12 0o 17 nem) ¢ maccoii mena menee
50 ke

Jlns mpuMeHeHusl y MiTaJIeHIeB U JIeTel 10 6 JeT mpeanoyTUTeNeH MpemnapaT JeBeTHupalerama B
dbopMe pacTBOpa i IpHEMa BHYTPb.

s npuMeHeHust y neteil ot 6 yeT npu HeoOXoIMMOCTH MpuemMa 103 meHnee 250 mr, 103, HE
KpaTHeIXx 250 Mr, B Tex ciyd4asX, KOTJa PEeKOMEHIYeMYyl0 03y HEBO3MOXHO MPHUHSTH
HECKOJIbKUMH TalJeTKaMH, a TakKe B CIydyae HECIOCOOHOCTH MAalMeHTa MPOTJIOTUTh TAaOIETKY
ClIeZlyeT NMPHUMEHSTH Tperapar JieBeThpaleraMa B (opMe pacTBopa aiisi puemMa BHYTpb. [lpu
BCEX IMOKA3aHUSIX CIIEIYET UCIOIb30BaTh MUHUMAIBHYIO 3P deKkTuBHYI0 103y. s pebenka nim
MOJPOCTKAa C Maccou Tena 25 Kr HayaiabHas no3a cocramiser 250 Mr aBa pa3a B CyTKH, a
MakcHuMaibHas 103a — 750 Mr iBa pa3a B CyTKH.

s nereit ¢ maccoit Tena ot 50 Kr ciieyeT UCIoIb30BaTh Ty XK€ 103y, YTO U Ui B3pOCIbIX, IPU
BCEX MOKA3aHMSIX.

Jlns Bcex mokazaHui CM. BbIIIE pasnen «B3pocavim (18 nem u cmapwe) u noopocmxam (om 12

0o 17 nem) ¢ maccoii mena donee 50 key.
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Ilpumenenue 6 cocmage 0ONOIHUMENLHOU Mepanuu y Maaoenyes 6 eospacme om I 0o 6 mecayes
PactBop 1y mpueMa BHYTpb SBJSIETCS PEKOMEHIOBAHHOM JIeKapCTBEHHOH (GopMoil ass
PUMEHEHHUS y MJIAJICHIIEB.

ITob6ouHoe neiicTBHE

[IpencraBiaeHHbI HUKE TPOQPHIL HEXKETATENbHBIX SBJICHUNH OCHOBAaH HA aHAIM3E PE3yJIbTaTOB
1a11€00-KOHTPOJIUPYEMBIX HCCIEOBAHHM, a TAaKKE OIBITE MOCTMAPKETUHIOBOI'O MPUMEHEHUS
neBetupanerama. CaMbIMH YacTHIMU HEXEJAaTelIbHBIMU PpeaKUUsIMU ObUIM Ha30(papUHTHT,
COHJIMBOCTb, TOJIOBHAasi 00Jb, YTOMJIIEMOCTh W TOJOBOKpYykeHue. llpodunbs OGe3omacHocTu
JeBeTUpaleTamMa B IIEJIOM CXOJEH ISl pa3JIMYHBIX BO3PACTHBIX TPYII B3POCIBIX U JETEH.
YacroTa pa3BUTHS HEXENAaTEIbHBIX PEAKIUI MpeICTaBIeHa CIECAYIOIIUM 00pa3oM: OUYeHb YacTo
(= 1/10 cmyuae), yacto (= 1/100 u < 1/10 cnyuaeB), Heuacto (= 1/1000 u < 1/100 ciyuaeB),
peako (= 1/10000 u < 1/1000 cimydaeB) u oueHb penako (< 1/10000 ciayuaeB). HexenarenpHbie
PEaKIMH, YaCTOTY Pa3BUTHS KOTOPBIX HE MPEACTABISIETCS BO3MOXKHBIM OLIEHUTH TI0 JTIOCTYITHBIM
JAHHBIM, UMEIOT 0003HAUCHUE «4acTOTa HEU3BECTHAY.

Hngpexyuonnvie u napasumaphvie 3ab0ne6aHus: OYEHb YaCTO — HA30(ApPUHTHUT, PEAKO —
MH(pEKINH.

Hapywenus co cmopomnst kposu u aumgamuueckoll cucmempvl: HEYACTO — TPOMOOLIMTONECHMUS,
JEUKOINEHMST; PeJIKO — MAaHLUTONIEHHs, arPaHyJIOLMTO3, HEUTPOTIEHUSI.

Hapywenus co cmopoHbl UMMYHHOU cucmemsl. PEAKO — JEKapCTBEHHas peakuus C
so3uHOIINEeH M cucTeMHBIMU TposiBieHusMu (DRESS-cunapom), rumepdyBCTBHTENBHOCTD
(BKJIIOYAst aHTMOHEBPOTUYECKUIN OTEK U aHa(UIIAKCHIO).

Hapywenus co cmoponvl obmena 6ewecmeé u Numauus: 4acTO — AHOPEKCHs; HEYacTo —
yBEJIMYEHUE MACCHI Tella, CHUKEHUE MACChl Tella; PeAKO — FTUIOHATPUEMHUSI.

Hapywenus ncuxuku: 9acto — AeTpeccusi, Bpaxae0HOCTh/arpecCUBHOCTh, TPEBOTa, OECCOHHMUIIA,
HEPBO3HOCTB/Pa3pakKUTEIbHOCTh; HEYACTO — MOMBITKH CYHUIIH/A, CYUIMIATbHBIC HaMEpeHUs,
NICUXOTUYECKHE PACCTPOICTBA, MOBEACHYECKHE PACCTPOICTBA, TaTIOLUHAIINM, THEBIMBOCTD,
CIIyTaHHOCTh ~ CO3HAHWs, OMOIIMOHAIbHAS  JIAOWIBHOCTH/TIEPEMEHUYMBOCTh  HACTPOCHHS,
BO30YKIIeHHE, TaHWYECKHE aTaKW, PEIKO — CYHIUI, PAacCTPOWCTBO JIMYHOCTH, HapyIICHHE
MBIIICHUS, OpeI.

Hapywenus co cmoponvl nepsHoll cucmembl: O4€Hb YacCTO — COHJIMBOCTb, I'OJIOBHasi OOJIb;
4acTO — CYyJIOpOTH, HapyllleHHE PaBHOBECHs, TOJIOBOKPYKEHHUE, JIeTaprusi, TPEMOp, HEYacTo —
aMHe3Ms, YXYALICHHE TIaMsATH, HapylIeHHe KOOpIMHALMU/aTaKChs, MapecTe3UH, CHUKEHUE
KOHIEHTPAllMd BHUMAaHUS; PEIKO — XOpEoaTero3, AUCKUHE3Us, TUIEPKUHE3Us, HapylleHue
MOXOJIKH, SHIedanonaTus, arrpaBaus cyJ10por.

Hapymenuﬂ CO CMOpPOHbL OpeaHa 3peHus. HEUACTO — AUIIIOINNA, HCYCTKOCTh 3PpCHU.
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Hapywenus co cmoponvl opeana ciyxa u 1abupunmmvle HapyuieHus  4acTo — BEpPTUTO.
Hapywenuss co cmoponwvl  cepoya: penko — yuIMHEeHHbIM uHTepBan QT  Ha
3EKTPOKapAUOrpaMmMe.
Hapywenusa co cmopomnsl OvixamenvHoll cucmemvl, OpeaHo8 epyOHOU KIemKu U CPeOOCmeHUs "
4acTo — Kallelb.
Hapywenus co cmoponvl diceny0ouHo-KumeuHo20 mpakma: 4acto — 00ib B )KMBOTE, AUapes,
JUCIIETICHSI, PBOTA, TOLITHOTA; PEIKO — MaHKPEaTHT.
Hapywenus co cmoponvr neuenu u JicenuesvloOAWUX nymeil: HEYACTO — U3MEHEHUE
(GYHKIIMOHATBHBIX P00 MEYCHH; PEAKO — IIEUCHOYHAS! HEIOCTATOYHOCTh, IeMaTHT.
Hapywenus co cmopoHvl nouek u Mouegul8o0Awux nymeui. PEIKO — OCTpas IOoYeqHas
HEJIOCTAaTOYHOCTb.
Hapywenus co cmoponvl Kodcu u NOOKOMCHbIX MKaHeU . YaCTO — Cblllb; HEYAaCTO — aJIONeLus,
9K3eMa, 3yd; PEOKO — TOKCUYECKHH SIuIepMalbHBIM HeKponau3, cuuHiapoMm CruBeHca —
Jl>xoHcoHa, MHOTOOpPMHAs pUTEMA.
Hapywenus co cmopoHbl cKenemuo-mululedHol U COeOUHUMENbHOU MKAHU. HEeYacTo —
MBIIIEYHAss  C1a00CTh, MHUAITHSA, PEIKO — pabJOMHONM3 H  YBEIWYCHHE  YPOBHS
KpeaTHH(POCHOKUHA3HI B KPOBH.
Obwue paccmpoiicmeéa. 4acTo — aCTEHHs1/yCTalOCTh.
Tpasmsi, uHmMoOKCUKAYUY U OCTONHCHEHUSL MAHUNYIAYULL HEYACTO — CITyYalHbIC TTOBPEKICHHUS.
Onucanue omoenbHbIX HedCelamenbHbIX peaKyuil
Puck anopexcuu BbIIIE MPU OJTHOBPEMEHHOM MTPUMEHEHUH JIEBETUpaIleTama 1 TolupamMara.
B psnme crnydaeB HaOm0Ianoch BOCCTAHOBJIIGHHE BOJIOCSIHOTO TIOKpPOBa TIOCTE OTMEHBI
JeBeTupaneTama.
B HEkOoTOpBIX ciydasx MaHIUTONEHUH PETUCTPUPOBAIOCH YTHETEHHE KOCTHOTO MO3Ta.
PacnpocTpaneHHOCTh pabIOMHONN3a U YBEIWYEHHs] YPOBHS KpeaTHH(POC(HOKHHA3BI B KPOBU
CYIIECTBEHHO BBIIIE y MAIMEHTOB W3 SIMOHMHM, MO CPAaBHEHHUIO C MPEACTABUTEISIMU APYTUX
HallMOHAJIIbHOCTEH.
Cnyvyan sHiedamonaTud OOBIYHO BO3HUKAJIM B Hadaje Je4eHUs (OT HECKOJBKUX THEH 10
HECKOJBKHX MECSIIEB) ¥ ObUTH OOPAaTUMBIMH MOCTIE TIPEKPAIICHUS JICUCHUSI.

eTH
[Tpoduns Ge3omacHOCTH y JeTeil B IIane00-KOHTPOIUPYEMBIX KIMHHUYECKUX HUCCIICOBAHMSIX
OBLT cOnmocTaBUM C TIpodueM 0€30MacCHOCTH JIEBETHpAIleTaMa y B3POCIIbIX.
VY neredt W MOAPOCTKOB B Bo3pacTe oT 4 g0 16 5er wyamie perucTpUpOBAIUCH CICAYIOIIHE
HE)KeMaTeNIbHbIe peakiuu: pBota (o4eHb yacto, 11,2 %), Bo3Oyxmenue (uwacro, 3,4 %),

MEPEMEHYUBOCTh HAcTpoeHus (dacto, 2,1 %), sMormoHanbHas 1abmibHOCTL (dacto, 1,7 %),
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arpeccHBHOCTS (4acto, 8,2 %), moBeAeHYECKUE paccTpoiicTBa (4acTo, 5,6 %) u neraprus (4acto,
3,9 %). Y nereit B Bo3pacte orT | Mecsma g0 4 JET Yalle PErHCTPUPOBAIM CJCIYIOIINE
HEe)KeNaTeJIbHbIE pEeaKluu: pa3ipaxureabHocTh (oyeHb wyacto, 11,7 %) u Hapyuienue
KoopauHaiuu (dacto, 3,3 %).

B nBoitHOM cnenoMm miane00-KOHTPOJIUPYEMOM HCCIEIOBAHUHU, IEIbI0 KOTOPOro ObLIO
MOKa3aTh, YTO Mpenapar no 0e30MacHOCTU HE YCTYMaeT mianedo, OleHUBAINChH KOTHUTUBHBIEC U
Helporcuxoiorudeckue dPpGeKTsl JIeBeTupanerama y aetei or 4 g0 16 net ¢ mapuuagabHBIMU
npuctynamu. [lo pesynpTaTam HcciaenoBaHus ObLIO CIAECIAHO 3aKIIOUEHHUE, YTO JIEBETHPALIETaM
HE OTIHMYaicid OT mmianebdo (He ycTymajl eMy) B OTHOIIEHHWM W3MEHEHHMH CyMMBI OallIoB II0
paznenam «Buumanne u Ilamare» u «KomOunupoBanubiii Cxpununr Ilamaru» mkamsli
Jletitep-P (Leiter-R) y manueHTOB, MPOIIEAIINX HCCIICAOBAHUE B COOTBETCTBUU C IMPOTOKOJIOM,
10 CPAaBHEHUIO C UCXOJIHBIM BU3UTOM.

B pesynbraTe aHanuza noBeAeHUYECKOI0 U 3MOLMOHAIBHOIO CTaTyca IIPHU MOMOIIY MPOILEIIIEro
BaJIMJIAIIMIO MHCTPYMEHTa — onpocHuka Auerbaxa (Achenbach) — 6bUTO BBISBIEHO arpecCHBHOE
NOBEJICHWE B TIpYIIE NalMeHTOB, NpPUHUMAIOIMX JieBetupaneraM. OaHAKO NaIUMEHTBHI,
NPUHUMABIIIKE JIEBETUpAIleTaM B XOJE JOJTOCPOYHOTO HAOMIOACHHUS B OTKPBITOM (aze
VCCJIEIOBAHMSI, HE IEMOHCTPUPOBAIIN yXYALIEHUS NOBEACHYECKOTO U SMOIIMOHAIBHOIO CTaTyca,
B YaCTHOCTH 1OKa3aTeNld arpeCCUBHOIO MOBEACHUS HE YXYALIAINCH, 10 CPABHEHUIO C UCXOJHBIM
YPOBHEM.

Ilepeno3upoBka

Cumnmomsi: COHIIUBOCTb, @XHUTAIUsl, TPEBOXKHOCTb, arpeCCUBHOCTb, YIHETEHHE CO3HaHUA,
YIHETCHHE JIBIXaHUs, KOMa.

Jleuenue: B OCTpOM TEpUOJE — HCKYCCTBEHHBIN BBI30B PBOTHI U TPOMBIBAHHUE JKEIYIKa C
MOCNEAYIOIUM Ha3HaYeHHUEeM AaKTUBHUPOBAHHOTO yris. Crhenuduyeckoro aHTHIOTA 7S
aesetupanerama Her. llpu HEOOXOJMMOCTM TPOBOJUTCS CHMITOMATHYECKOE JIEYCHHE B
YCIIOBUSIX CTalliOHapa C UCIHOJb30BaHWEM remonuanu3a (3¢GEeKTUBHOCTh JUaIn3a s
JeBeTuparerama coctasister 60 %, 11 ero mepBUYHOr0 MeTabouTa — 74 %).
B3aumoneiicTBue ¢ IPyruMu JIeKApCTBEHHBIMH CPeACTBAMU

IIpomueosnunenmuueckue npenapamaol

JleBeTupanieram He  BIMSET Ha  KOHUEHTPAMI0O B  IJJa3M€  KPOBU  H3BECTHBIX
MPOTUBORUIIENTHUECKUX MpenapaToB ((peHUTonMHa, KapOamas3enuHa, BaJbIIPOEBON KHUCIIOTHI,
(deHobapOuTaNa, TaMOTPHUKUHA, Ta0alleHTHHA U PUMH/IOHA), U 3TH MPOTUBOSUIICTITHYCCKUE
npenaparsl He BIUSIOT Ha KOHIICHTPALIUIO JIEBETHPALIETaMa.

Kak u y B3pocibIX, JaHHBIE B MOJIb3Y KIMHUYECKH 3HAUMMBIX JIEKAPCTBEHHBIX B3aWMOAECHCTBUI

y JIETEH, MOTyYaloInX JICBETHPAIIETaM B J103€ 10 60 MI/KI/CyT, OTCyTCTBYIOT.
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PerpocniekTuBHBIN aHaMU3 (apMaKOKMHETUYECKUX B3aMMOJACUCTBHMA y JeTell M MOJIPOCTKOB C
snwiencuert (ot 4 po 17 ner) moAaTBepAMI, YTO NMPUMEHEHHE JeBeTHpaleTrama MepopalbHO B
peKuUMe JONOJIHUTENbHOM Tepanuy He BJIMSAJIO HAa PAaBHOBECHYIO KOHLIEHTPALMIO B CHIBOPOTKE
kKapOama3ennHa ¥ BaJbIIpoaTa, MPUHAMAEMBIX OJHOBPEMEHHO. TeM He MeHee, COIJIacHO
UMEIOIIMMCS JTAHHBIM, KJIMPEHC JIeBeTHpalerama y AeTei, MOodydaroluX JiedeHue (epmeHt-
UHAYLMPYIOIMMH POTUBO3NMWIENITHYECKUMHU cpenacTBaMu, Ha 20 % Bbime. KoppekTupoBku
J103bl HE TpeOyeTcsl.

Ilpobeneyuo

[Tokazano, uto mpoOeHenua, ONOKaTOp KaHabIEeBOW cekpeuuu (mo 500 mr 4 pasza/CyTkw),
UHTUOMPYET NOYEUHBbI KIUPEHC OCHOBHOIO MeTaboiMTa JeBEeTUpaleTamMa, HO HE CaMoro
JeBeTupanerama. TeM He MeHee KOHIEHTpalMs NEPBUYHOI0 META00INTa OCTAETCS HU3KOM.
Memompexcam

[Ipy OJHOBpEMEHHOM NPHMEHEHUU JEBETHpaleTamMa M METOTpeKcaTa ObUIO OTMEUEHO, UTO
KJIMPEHC METOTpeKcaTa CHHXKAeTCs, YTO B CBOIO OYepelb MPUBOJUT K IOBBIIIEHUIO
KOHIIGHTPAallUM METOTpeKcaTa B KPOBHU /IO IOTEHUHUAIbHO TOKCHYECKUX YpPOBHEW WU
IPOJUICHUIO NEpHUoa MOJJEpKaHUS TAaKOW KOHLIEHTpaluH. Y MalueHTOB, MOJyyaroumx oda
JIEKapCTBEHHBIX  IIpernapara, CleJyeT KOHTPOJMPOBAaTh  YPOBEHb  METOTpeKcaTa U
JeBeTHpaleTama B IJIa3Me KpPOBH.

IlepopanvHuvle konHmpayenmussl u Opyaue hapmakoKunemuiecKue 63aumooeucmeus
JleBetupanieram B cytouHoil no3e 1000 mr He BausieT Ha (apMAKOKUHETHKY IMEpPOPaJIbHBIX
KOHTPAICTITUBOB (3THHWIACTPAINOIIA, JICBOHOPIeCTpeia), a TAKKe HE HM3MEHSET IOKa3aTelH
SHJIOKPUHHON (YHKLNU (CconepKaHKe JTIOTEHHU3UPYIOIIEr0 TOPMOHA U IIPOreCTEPOHA).
Jlesetupaneram B cyTouHoil mo3ze 2000 mMr He u3MeHseT (apMAaKOKMHETHUKY JUTOKCHUHA U
BapQapuHa; IpOTPOMOMHOBOE BPEMsI HE U3MEHSETCH.

JlurokcuH, mnepopajbHble IPOTHBO3aYaTOYHBIE CpeacTBa U BapdapuH HE BIUSAIOT Ha
(apMaKOKMHETHKY JIeBETHpalleTaMa.

Cnabumenvubie cpedcmsa

B orgenbHbIX chayyasx cooOwmand O CHWKEHUM H(PQGEKTUBHOCTH JIeBETUpaleTaMa Ipu
OJIHOBPEMEHHOM TPUMEHEHUU OCMOTHYECKOrO CJIa0UTENBHOIO CpEeJICTBA Makporojia c
nepopajbHbIM JieBeTupaneraMoM. [losToMy He cienyeT mpuHUMaTh MakporoJsl MepopaibHO B
TE€YEHHE OJIHOTO Yaca /10 U B TEUEHUE OJHOI0 Yaca I0cIie IpUeMa JIeBeTHpaleTama.

Tluwa u ankozonw

[Tnima He BAMsIET Ha CTENEHb BCAchIBaHMsS JIEBETHpAlLleTaMa, HO CJIerka YMEHBILIAET CKOPOCTh
BCACbIBaHUS.

JlaHHBIX 10 B3aMMOJICHCTBUIO JIEBETUpALIETaAMA C AJIKOr'0JIEM HET.
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Oco0ble ykazanus

Hapywenue ¢pynkyuu novex

[Taruentam ¢ 3aboneBaHMEeM IOYEK M JIEKOMIIEHCUPOBAHHBIMHM 3a00JICBAaHUSIMH TI€UYEHU
pPEKOMEH/IyeTCsl MCClIeIoBaHUEe (YHKUIMHU TOYEK Iepen HadaioMm JiedeHus. llpu HapymeHun
(YHKINU TTOYEK MOKET MOTPEOOBATHCA KOPPEKIIHS JO3HI.

Konuuecmeo ghopmennvix snemenmos kposu

Cnyyam  yMeHbIIEHHMsS KOJIMYECTBA (POPMEHHBIX JJIEMEHTOB KpOBU  (HEUTpOIeHus,
arpaHyJIOIMTO3, JEUKONEHHUs, TPOMOOLUUTONCHHS M MAHIMTOICHUS) ObUIM OMHCAHBI B CBSI3U C
NpUMEHEHHEM JIeBeTHpaleTamMa. AHAJINW3 KPOBU C IMOJCYETOM (POPMEHHBIX 3JIEMEHTOB KPOBU
PEKOMEH/IOBAaH TMAalMeHTaM, Y KOTOPBIX BO3HUKAeT CHIIbHAS CJIa0OCTh, TUIEPTEPMHUS,
pelUAUBHPYOIINE HHPEKIIUN WK HAPYIICHHUs] CBEPTHIBAHUS KPOBH.

Cyuyuo

[lpr 5edyeHUW MPOTHBOAIIJIECHTUYSCKIMHA CpPEICTBAMH, B YAaCTHOCTU JIEBETHPAIIETAMOM,
MOCTYyHaJIA COOOIIEHUS O 3aBEPIICHHBIX CYUIUIAX, CYUIIUAAIBHBIX MOMBITKAX, CYUIIHIATHbHOM
MBIIUICHUM M TIOBEJEHUU. B MeTaaHanu3e paHIOMH3UPOBAHHBIX I11ale00-KOHTPOIUPYEMBIX
UCCIICIOBAaHUN TMPOTHBOAIJICHTUYECKIX CPEACTB OBUIO BBISABICHO HEOOJBIIOE TMPEBBIICHUE
pUCKa pa3BUTHS CYHMIUIAIBFHOTO MBIIUICHUS W TOBEACHUS. MeXaHU3M IIOBBIIICHUS PHCKa
HEH3BECTEH.

Takum oOpa3oM, HpU JIEYEHUHW JIEBETUPALETAMOM CIEQYeT OCYIIECTBIATh KOHTPOJIb 3a
NpU3HAKaMU Jlenpeccur W (WIM) CYHIMJAIBHOTO MBIIUICHHS W TIOBEACHUS | TIpH
HEO0OXOAMMOCTH TIPOBOJIUTH HajJexkaliee jeueHue. [1aimeHToB (M uX OMEKyHOB) HEOOXOAMMO
OpeaynpeauTh O TOM, YTO B cilydae MOSBICHHUS NMPU3HAKOB JIEIPECCUM U (WIN) CyMLIUIATBHOTO
MBILICHHS ¥ IOBEJICHUS UM CJIelyeT OOpaTUThCS K Bpauy.

Henopmanvroe u acpeccuenoe noseoenue

JleBeTnpameTaM MOXKET BBI3BIBATH MCUXOTHYECKHE CHMITOMBI M ITOBEICHYECKHE HAPYIICHHS,
BKJIIOYAs Pa3IpakKUTENbHOCTh M arpecCHBHOCTH. llanmeHThl, Moiydaronue JeBeTHpaleTaM,
JOJDKHBI ~ PEryJsipHO HAOMIOAaThCs Ha TPEAMET BBISBICHUS Pa3BUTUS  OIpPEesIEHHBIX
NICUXUATPUYECKUX TPHU3HAKOB, YKa3bIBAIONIMX Ha Ba)KHbIE W3MEHEHHsS] HACTPOCHHUS W/WIH
auyHocTH. Ecnmum  Takoe TMoBeleHHE 3aMeyeHo, CleAyeT pacCMOTPETh MOTEHUIUATbHYIO
aJanTalyio K JIEYEHUI0 WM €ro IOCTeNeHHoe MpekpamieHue. Eciam paccMmarpuBaeTcs
IpeKpalleHle Tepanuy JIeBEeTHUpaleTaMoM, Moxalyilcra, oOpatuTech K pasaeny «Crocob
IPUMEHEHUS U J103bD».

Hapacmanue evipasicennocmu cyoopoe

Kak u npyrue npoTHUBOSIMIENITUYECKUE MPENapaThl, JEBETUPALIETaM B PEIKUX CIydasX MOKET

YBEJIUYMUBATH YaCTOTY WM TSKECTh MpUCTyIoB. O6 3ToM nmapagokcanbHoM 3¢ dekre varie Bcero
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coo0Imanock B TEYECHHWE TIEPBOrO Mecsla TOcCjie Hadala mpheMa JeBeTHpanerama Wiu
YBEJIMYEHHUS J103bl, U OH ObUI OOpaTUMBIM MOCIE OTMEHBI Ipernapara WM CHUXKEHHS JIO3BL.
[Taruentam cieayeT HEMEUICHHO MPOKOHCYJIbTHPOBATHCS CO CBOMM BpayoM B cilyyae
YXYAIICHUS TeUCHUs 3a00JICBaHUSI.

Yonunenue unmepesana QT na sanekmpoxapouocpamme

B pamkax mnocTperucTpallMOHHOTO HaOIIOEeHUs HaONIONaINCh pPEOKHUe Ciydau YUIMHEHUs
untepBana QT na DKI'. JleBeTupaneram ciaeayeT NPUMEHITh C OCTOPOKHOCTBIO Y MAlUEHTOB C
YVJIMHEHUEM CKOPPEKTHpOBaHHOTO MHTepBaia QT mim ¢ yke MMEIOIUMCSI COOTBETCTBYIOIIUM
3a00yieBaHMEeM Cepllla, a TakkKe OJHOBPEMEHHO C TMpernapaTtaMu, BIHSIONIMMH Ha
CKOppeKTHpoBaHHBIN nHTEpBai QT.

Ileouampuueckas nonynayus

Wmerommuecs: AaHHBIE O NMPUMCHEHHUHU JIEBETHpAIlleTaMa y JCTeH YKa3bIBalOT HA OTCYTCTBHUE
BJIMSIHMSL JTAHHOTO TperapaTa Ha pOCT U IOJIOBOE CO3peBaHHE. TeM He MEHee JOJITOCPOYHBIC
3¢ dexTsl Ha CcmocOOHOCTh K OOYYEHHMIO, YMCTBEHHBIE CIHOCOOHOCTH, POCT, 3HJIOKPHUHHYIO
(GYHKIUIO, TOJIOBOE CO3pEBaHUE U IETOPOIHBIIN MOTEHIINAI AeTel OCTaI0TCA HEU3BECTHBIMHU.
Binsinue Ha CIOCOOHOCTH YIPABJISITH TPAHCTIOPTHBIMHU CPEACTBAMH M MEXaHU3MaMH
Onunencus BKIodeHa B [lepedeHh METUIIMHCKAX TIPOTHUBOMOKA3AHWA K  yIPABIICHUIO
TPAHCIIOPTHBIM CPeACTBOM B cooTBeTcTBUHU ¢ [loctanoBnenuem IIpaButennbctBa Poccuiickoit
®enepaunn ot 29.12.2014 Ne 1604 «O nepedHsx MEAMIIMHCKUX MOKa3aHUN M MEAUIUHCKHX
OTPaHWYCHUH K YIPABICHUIO TPAHCTIOPTHBIM CPEJICTBOMY.

dopma BbIITYCKa

TabneTku, MOKPHITHIE MIIEHOYHOU 0060710uK0ii, 250 Mr, 500 Mr, 1000 mr.

I[To 10, 15, 25, 30 Tabmetok B KOHTYPHOM SYEHKOBOW yNaKOBKE U3 IUIEHKU
MOJIMBUHUJIXJIOPUAHOMN U (POJIBIY aTIOMUHUEBOM M€YaTHOM JIAKMPOBAaHHOM.

ITo 1, 2, 3, 4, 5, 6 KOHTYPHBIX STYEUKOBBIX YIIAaKOBOK BMECTE C MHCTPYKIHEH 1O MPUMEHEHUIO
MOMEIIAIOT B MAYKy U3 KapTOHA.

YciaoBus XxpaHeHUs

ITpu Temneparype He Bbime 25 °C.

XpaHUTh B HEIOCTYITHOM JJISI ICTSH MecTe.

Cpoxk rognocTu

3 rona. He mpuMeHSTh MO NCTE€UEHUH CPOKA TOJTHOCTH.

YcaoBus ornycka

OTnyckaroT 1o perenTy.

Baajesnen perucTpaiMOHHOIO0 yA10CTOBEPEHUsI

AO «AJIMYM», Poccus.
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142279, MockoBckast 0011., r. CepmyxoB, 1. O6oseHck, Tep. KBapran A, a. 2.
Ten.: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

IIpousBoauTeib/ OpraHu3anus, NPUHUMAIOIIAS NPeTeH3UI

AO «AJINYM», Poccus.

MockoBckas 001., r.0. CepmyxoB, . O6osneHck, Tep. Kpapran A, x. 2.
Buinyckarowuti konmpons kauecmesa

MockoBckas 00:1., T.0. Ceprryxos, . O6oneHck, Tep. Kapran A, 1. 2, ctp. 1.
Ten.: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru
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