COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 07.05.2026 N= 9270
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10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITIPEITAPATA

JleBeTHpaneraMm-AJmym

PerucrpanvoHHbIi HOMeP:

Toprosoe HaumeHoBaHue: JleBeTupaneram-Annym

Me:xkayHapoaHoe HeIATEHTOBAHHOEe HAaMMeHoBaHue: JlepeTupareram

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.

Bcnomozcamenvuvie sewecmea 0715 00010YKU.

- 0212 0o3uposku 250 me: TOTOBasi CMECh ISl TUICHOYHON OOOJIOUKH roiry0as [[OJMBUHUIIOBBIN
CIUPT, Makporoi, Tanbk, TuTaHa auokcun (E171), amoMuHHEBBI JaKk Ha OCHOBE KpacHTeNs
unurokapmuna (E132), kpacurens xene3a okcun sxentsiii (E172)];

- 0ns 0o3uposku 500 me: TOTOBasi CMECh /ISl TUICHOYHOW OOOJOYKH KeyTas [MOJWBUHIIIOBBIN
CIUPT, Makporoi, Taibk, TuTaHa auokcun (E171), amoMuHHMEBBIN JTak Ha OCHOBE KpacHUTENs
xuHonuHOBoro xkenroro (E104), amroMuHHEBBIH JaKk HAa OCHOBE KpacHTENs WHAMTOKapMHUHA
(E132)];

- ons 0o3uposku 1000 me: ToTOBasi CMECh ISl TUIGHOYHOUM 000I0YKM Oeliast [IOJIMBUHUIOBBIN
CIHUPT, MAKPOTOJI, TAIbK, TUTaHa auokcus (E171)].

Onucanue

Joszuposxa 250 me: TaONETKH, TOKPHITHIE IIEHOYHOM OOOJOUYKOW CBETIIO-TOYyOOTO IIBETA,
JTBOSIKOBBIITYKJIBIE, ITPOOJITOBATOM (DOPMBI CO CKPYTIICHHBIMH KOHIIAMH, C PHCKOH.

Hosuposxka 500 me: TabIeTKH, TMOKPBITHIE IUIEHOYHON OOOJOYKOW CBETJIO-XKEJITOrO IIBETa,
JBOSIKOBBIITYKJITBIE, TIPOAOATOBATON (DOPMBI CO CKPYTJICHHBIMH KOHIIAMH, C PUCKOH.

Joszuposxa 1000 me: TabNETKH, MOKPHITHIE TIICHOYHON 00O0JIOYKON O€lI0ro MM MOYTH OerIoro
I[BETA, JIBOSIKOBBIMYKJIbIE, OBAIbHON (POPMBI, 6€3 PUCKH.

Ha MOMEPCUHOM pa3pe3C AApO Ta0JIETOK BCEX AO3UPOBOK 0€JI0ro MM moYTH OEJIoro OBCTA.
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COOTBETCTBYET ZKCNEPTHOMY OTY ETr

(I)apMaKOTepaneBanecxaﬂ rpyrma: MPOTHUBOSTIMIICTITHTICCKOT CPTACTBO.

Kon ATX: NO3AX14

dapmakoJIornyecKue CBoiicTBa

Dapmakoounamuka

JleBeTHparietaM SBISIETCS TMPOM3BOAHBIM MUPPONHIOHA (S-3HAHTHOMED O-dTHII-2-0KCO-1-
NUPPOJIMANH-alleTaMUAa), 1O XHUMHUYECKOHM CTPYKType OTJIMYaeTcsi OT  HM3BECTHBIX
MIPOTUBO3MUIICITUYECKUX JIEKAPCTBEHHBIX CPEACTB.

Mexanunsm neiicTBus

MexaHu3M JeCTBHS JIEBETUpalleTaMa JO0 KOHLIA HE U3YYEH.

DkcrepuMeHTHl IN VItro u IN VIVO mokKa3aid, 4TO JIEBETHpAICTaM HE BIHUSACT HA OCHOBHBIE
XapaKTEPUCTHKH KICTOK M HOPMaJIbHYIO HelpoTpaHcMuccuio. MccnenoBanus in Vitro mokasaim,
YTO JIeBeTHpaleTaM BIMSET HA BHYTPUHEHPOHAIBHYIO KOHIEHTpamuio noHoB Ca®*, wactudHo
topmo3st Tok Ca?* wyepes kamamsl N-TMTIA M CHIKAs BBICBOOOJKIEHHE KAIbLUS U3
BHYTpUHEHPOHAIBHBIX Jerno. Kpome Toro, jeBeTHpaneraM 4YaCTHYHO BOCCTAHABJIMBAET TOKHU
yepe3 raMMa-amMuHomacistnyio Kuciaoty (FAMK) u riuiuH-3aBUCHMbIC KaHAJbl, CHUKEHHBIC
HMHKOM © [-kapOosmHamu. Takke B HCCIeOBaHUAX (N VItr0 OBUIO ONpEAEICHO, 4YTO
JICBETUPALIETAM CBSI3BIBACTCS CO CHENM(PUYSCKHM Y4aCTKOM B TKaHM T'OJIOBHOTO Mo3ra. Mecto
CBSA3BIBAHUS TMpEACTaBIseT coOoi  Oenmok 2A  CHHANTUYECKUX  BE3UKYJ, KOTOPBIA
MPENOJIIOKUTETIFHO YYacTBYeT B CIMSHHM BE3UKYJT M SK30LMTO3€ HEHPOTPAHCMUTTEPOB.
JleBeTupanieraM M CBsI3aHHBIE AHAJOTH PA3IUYAOTCS CPOJICTBOM CBSI3BIBAHMS C OElKOM 2A
CHHANITUYECKAX BE3UKYJ, KOTOPOE KOPPEIHPYeT CO CTENEHBI0 MPOTHBOAIHMICITHUECKON
3alIUTHl B ayJJUOTEHHOW MOJENH SMUJICTICUN Y MBbIIIeH. ITOT (GaKT MO3BOJISET MPEANONIOKHUTD,
YTO B3aUMOJICHCTBUE MEXAYy JIEBETUpalleTaMOM U OenkoM 2A CHHANTUYECKUX BE3HUKYI
OYEBHUIHO BHOCHT BKJIa/I B IPOTUBOCYAOPOKHBIN MEXaHU3M JICHCTBHS Mperapara.

dapmakoauaammueckre dYOHEKThI

JleBeTupaneraM MHAYLHUPYET MPOTUBOAMUIIETITUYECKYIO 3AIIUTY B Pa3sHOOOPA3HBIX KMBOTHBIX
MOJIEISIX MapUUalbHBIX M NEPBUYHO-TEHEPATN30BAHHBIX IPUMAJKOB, HE MPOSBIAS MPU ITOM
MPO-KOHBYJILCUBHOTO JielicTBUsA. OCHOBHON METa0O0JIUT JIeBeTUpaLleTaMa HE aKTUBEH.

VY nropel aKTUBHOCTH JIEBETHpAalleTaMa B OTHOUIEHMM SIWIENICUM W C MapUUalIbHBIMU, U C
reHepaIM30BaHHBIMU TMpUNAAKaMU (ANIIENTU(GOPMHBIX pPa3panoB / (oTomapokcuzMaibHOU
peaKIMu) MOATBEPKIAAET ero HIMPOKHUH (hapMaKoIOruyecKuii mpopub.

Kinuanueckas 3¢ dekTUBHOCTL U 0€3011aCHOCTh

Jononnumenvnaa  mepanus  npu  JedeHUU  NAPYUATbHLIX — NPUNAOKO8 C  BMOPUYHOU
2eHepanuzayuel unu 6e3 makosou y 83poCivlX, NOOPOCMKO8 U Oemeli ¢ 4 1em ¢ snunencuei

S(I)CI)CKTI/IBHOCTL JICBCTHUpALCTaMa y B3POCIIbIX OblLIa IMOATBCPIKACHA B TPEX JBOMHEIX CIIEIBIX
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COOTBETCTBYET ZKCNEPTHOMY OTY ETr

HJIaLIe60-KOHTp0JII/IpyeMHX HUCCIICAOBAHUAX IO MTPUMCHCHNIO B~ JO3T OO0t , 2000—vr—11
3000 mr B CyTKH, pa3cICHHOW Ha JIBa MPUEMa, C MPOAOKUTEIHHOCTHIO JIeueHus 10 18 Hemenb.
bbpL10 MoOKa3aHo, YTO COOTHOIICHHUE MAIIMEHTOB, KOTOphIe MpoaeMoHcTpupoBanu 50 % u Oonee
CHUYKEHHUE YaCTOThI NMaPIHAIbHBIX MPHUIIAJKOB B HEACIIO OTHOCUTEIBHO UCXOJHOTO YPOBHS MPHU
npreMe mocTosiHHOM 036l (12/14 Henens), cocrasmiio 27,7 %, 31,6 % u 41,3 % y nanueHTos,
npuHuMaBmux Jiepetupaneram B ao3e 1000, 2000 unu 3000 Mr cootBeTcTBeHHO, U 12,6 %
y HaIMEeHTOB, IPUHUMABIIUX I11a11e00.

HCI[I/IaTDI/I‘IeCKaSI TIONYJIAINA

OddexTuBHOCTH JNeBeTHpaIieTamMa y aerel (B Bozpacte oT 4 10 16 ner) Obuta yCTaHOBJICHA B
JIBOMHOM CJIENIOM IIA1[e00-KOHTPOJIUPYEMOM HCCIIEIOBAaHUM JUINTENIBHOCThIO 14 Henens,
BKJItoyaBmeM 198 nanuenTtos. [lanueHTsl 1aHHOTO UCCIEI0BaHUs IPUHUMAIIH JIEBETHpAlleTaM B
MOCTOSTHHOM 1103¢ 60 Mr/Kr/cyT (B ABa mpuema).

44,6 % manuMeHTOB, NPUHUMABIIMX JeBeTHpaneram, W 19,6 % MaNMEeHTOB, MOTYYaBIIMX
iane6o, npogemMoHcTpupoBanu 50% u Gojiee CHUKEHUE YacTOThl MApLUUAIBHBIX MPUIAIKOB B
HEJIeNI0 OTHOCHUTENBHO HCXOJIHOro YypoBHsA. Ha ¢one mnponmomkaromerocs I0iArocpoyHOro
nedenus 11,4 % manueHTOB HE MMEJIM NMPHUIAJKOB B TEUEHHE IO KpailHell mepe 6 mecsleB u
7,2 % — B TeueHme 1Mo KpaitHel mepe 1 rona.

B nnane6o-KOHTpOIMpPYyEMbIX KIMHUYECKMX MCCIEIOBAaHUAX NPUHUMAIM ydactue 35 nerei
witagme | roga ¢ mapuuadbHBIMHE MPUIAIKAMHU, U3 KOTOPHIX TOJbKO 13 Obutn B Bo3pacte < 6
MECSIIEB.

Monomepanus npu neueHuu napyuaibHulX NPUNAOKO8 C 8MOPUUHOU 2eHepanuzayueli uiu oe3
makoeou y nayuenmos c¢ 16 nem u cmapuie ¢ 6nepgvle OUacHOCMUPOBAHHOU INUNENCUEl
OddexTuBHOCT JIeBEeTHpalleTaMa B MOHOTEpanmuu ObUla comocTaBUMa € 3¢ (EKTUBHOCTHIO
KapOama3enuHa ¢ KOHTPOJIMPYEMBIM BBICBOOOXIEHHEM B MapalIeNIbHbIX TIpymnax Mpu
IIPOBEJEHUH JIBOMHOTO CJIENIOTO UCCIIEOBaHMs Ha 576 nanuenTax ¢ 16 neT u crapuie ¢ BIepBble
WIM HEJAaBHO JIMarHOCTUPOBAaHHOM snmiiernicueil. B uccienoBanue ObUIM BKIIFOUEHBI MAllUEHTHI
TOJIbKO € HECHPOBOLMPOBAHHBIMU NapLUUATbHBIMU MPUMAJKAMA WM TeHEepaIu30BaHHBIMU
TOHUKO-KJIOHMYECKUMH TpunajakaMu. [lanuenTs! OblIM paHIOMU3UPOBAHBl B TPYIIIBI JICUEHUS
KapOamMa3enuHoOM C KOHTPOJHMPYeMbIM BbICBOOOXAeHHEeM 10 400-1200 wmr/cyr wmm
nesetupaneramom o 1000-3000 mr/cyT, mpoAOIKUTENBHOCTBIO A0 121 Heaenu B 3aBUCUMOCTH
OT OTBETA.

OTcyTcTBHE TMpHUINAAKOB B TeueHHe 6 MecsueB ObUio oTMeueHo y 73 % malMeHToB,
NPUHUMAIOIIMX JieBeTupaueram, U 72,8 % MalMeHTOB, NPUHUMAIOMMX KapOaMa3enuH ¢
KOHTPOJIUPYEMBIM  BBICBOOOXKJIEHHEM; CKOPpPEKTHpPOBaHHAs aOCOJIOTHAs pas3HULA MEeXay

Kypcamu Jneuenus cocraBmwia 0,2 % (95 % noeputenbHblii uHTepBam: -7,8 8,2). bonee
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MOJIOBUHBI TAI[MEHTOB HE HMENIU MPUIIAIKOB B TeYCHUC 12 Mecsmes (56,6 % 58;5%
MAalMeHTOB Ha JIEBEeTHpalleTaMe M Ha KapOaMas3enuHe ¢ KOHTPOJUPYEMBIM BBICBOOOXKICHUEM
COOTBETCTBEHHO).

IIpy  wW3yyeHMHM  JNAaHHBIX  PEAIBHOM  KJIMHMYECKOM  IIPAKTUKH,  COIYTCTBYIOILIUE
MPOTUBOSMUIICTITUYECKUE TIpenaparbl MOTJM OBITb OTMEHEHBl Y OINPEAEICHHOr0 Yucia
MalMEeHTOB, KOTOPBIC OTBETHJIM Ha JOTOJHUTEIBHYIO TEPAMUIO JIeBeTHpaleTaMoM (36 B3pOCIBIX
MaIMeHTOB U3 69).

Hononrnumenvhas mepanus 0/ 1edeHusi MUOKIOHUYECKUX NPUNAOKO8 ) 83POCIbIX U HOOPOCHKO8
¢ 12 nem u cmapuie ¢ 108eHUNLHOU MUOKTOHUYECKOU nuiencueti

D¢ heKTUBHOCTh JIeBeTHpalleTaMa Oblla YCTAHOBJIEHA B JIBOMHOM CJETOM Iuiaredo-
KOHTPOJIMPYEMOM HCCIIEJOBAaHUH MPOJIOJKUTENILHOCThIO 16 Henenb A manueHToB ¢ 12 net u
cTapuie ¢ UAMONATUYECKON M'eHEepaTM30BaHHOW AMUJIENICHEN ¢ MUOKIIOHUYECKUMH CyA0pOramMu
MIPU PA3IMYHBIX CUHIPOMaxX. BOJIBIIMHCTBO MAIMEHTOB UMEJIO0 FOBEHUIIBHYI0 MUOKIOHUYECKYIO
SIUIEIICHIO.

B nanHom uccrnenoBaHuu Ao3a jeerupanerama cocrasisuia 3000 mr/cyT B aBa mpuema. 58,3 %
MAalMeHTOB, MPUHUMABIINX JeBeTupameram, u 23,3 % ManueHToB, MPUHUMABIINX IUIa1e0o0,
uMenu 1o kpaitHe mepe 50% yMeHbIIIeHHE KOJIUYeCTBa JHEH ¢ MUOKIIOHMYECKUMU TPUITaIKaMu
3a HeAeno. B TedeHwe mpoJIospKaromierocs M0JATOCPOYHOro JjedeHus 28,6 % manueHToB He
MMEJM MUOKJIOHHYECKHUX CYJOpOr B TEYEHHE IO KpailHeill Mepe 6 mecsueB U 21 % naiueHToB —
B TEUECHUE IO KPAWHEN MEPE OJTHOTO TOJa.

HononnumenvHas mepanus Ol edeHuss NepeUiHO-2eHePaIU308AHHbIX MOHUKO-KIOHUYECKUX
NpUnaoko8 y 63pociaviX U noopocmkos ¢ 12 gnem u cmapwe ¢ UOUONAMUYECKOU
2eHepanu308anHHoOU Inuiencueu

OddexTuBHOCTh INeBeTHpaleTaMa Oblla YCTAaHOBJIEHAa B 24-HelelbHOM JBOHHOM CIETOM
M1a11e00-KOHTPOJIUPYEMOM  WCCIEIOBAaHUM,  BKJIIOYABIIEM  B3pPOCHBIX, TOJAPOCTKOB U
OTPAaHUYEHHOE YHCJIO JE€TeH C MAMONATUYECKON TNeHEepATM30BAHHOM SMWICTICUEH C MEPBUYHO-
reHepainu3oBaHHbIMU  TOHUKO-KJIoHMYeckuMu  (III'TK) npunaakamu, ¢ pasnuyHBIMU
CUHApOMaMH (IOBEHWJIbHAs MHOKJIOHUYECKAas SIWIETICHS, FOBEHHWJIbHAS a0CaHC-3MUIICTICHS,
JIeTcKasi aOCaHC-IMUIICTICUSI WM SIWJICTICHS C TeHEepaTn30BAaHHBIMA TOHHMKO-KIOHHYECKUMU
cyJoporaMud mpu NpoOyXkaeHuu). B 3TOM wuccriemoBaHMM CyTOYHAsl 703a JeBEeTHpareTama
coctarisuta 3000 MT/CyT J71s1 B3pOCHBIX M IOJIPOCTKOB Witk 60 MI/KT/CYyT JIsl I€TEH, pa3eneHHas
Ha JBa IpUema.

72,2 % mnanueHToB, TMPUHUMABIINX JeBeTHpaneram, U 45,2 % NanueHToB, MPUHUMABIINX
miane6o, MoKazajid yMEHBIIIEHHE YacTOThl MPHUMAAKOB B TeueHue Heaenu Ha 50 % u Ooree y

nanrentoB ¢ [II'TK npumankamu. B mpomomxaromemcs nonrocpouynom HaOmoaeHun 47,4 %
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NManuceHTOB HC UMCIIN TOHHUKO-KJIIOHUYCCKUX MPUITTAAKOB B TCUCHUT 10 npamnc: MCpPC 6 MCCAHILCB 1
31,5 % mnanueHTOB HE MMEIM TOHMKO-KJIOHMYECKHX IPHUIAIKOB B TEUYCHHE 110 KpailHE Mepe
OJIHOTO TOJa.

Dapmakokunemuka

Bcacwvisarnue

JleBetuparnieraM  0o0JlajaeT  BBICOKOM  pacTBOPUMOCTBIO W MPOHHIIAeMocThio.  Ero
dbapMakOKMHETHYECKU Tpoduib  SABIACTCA JIMHEHHBIM W XapaKTepU3yeTCsl  HHU3KOU
BHYTPUUHIUBUIYAIBHON U MEKHHIMBUAYAJIbHONM W3MEHUYMBOCTHIO. KilMpeHC seBeTupanerama
OCTaeTCsl TOCTOSIHHBIM TI0CJIE€ MHOTOKPAaTHOTO BBEACHHUS Ipenapara. Hukakux pazinuuid,
CBSI3aHHBIX C TOJIOM, Pacod WJIM IHMPKAJHBIM PUTMOM, BBISBICHO He ObLI0. JleBeTmpareram
UMEET COMNOCTAaBUMBIM (apMakOKMHETUYECKUH MpoPMib y 3A0POBBIX JOOPOBOJIBLIEB U
MMAIEHTOB C DIIHMJICIICUCH.

3a cYeT MOJIHOTO W JIMHEWHOTO BCAChIBAaHUS YPOBHU JIEBETHpalleTaMa B IUIa3ME KPOBU MOXKHO
npelcKa3aTh MO MPUHUMAEMON BHYTpPb J/103€, BBIpaXXEHHOW B MI/Kr Macchl Tena. [lostomy
HEO0OXO0MMOCTh KOHTPOJIS YPOBHEH JieBeTHpalleTaMa B I1a3Me KPOBU OTCYTCTBYET.

Jnst B3poCIbIX W JETeM ompenesieHa 3HayuMas KOPpEeNslus MEXKIy KOHIIEHTpaluen
JIeBeTHpaIeTaMa B CIIIOHE W IJIa3Me KPOBH (COOTHOIICHUE KOHIICHTPALIMM B CJIIOHE U TUIa3Me
KpPOBH BapbHpOBAJIO B Auamna3zone oT 1 mo 1,7 mpu nmpuMeHeHUH TaOJIETOK ISl MpUeMa BHYTPb
cnyctd 4 yaca mocie npremMa pactBopa Jijis mpueMa BHYTPb).

CreneHb BcachlBaHHSI HE 3aBUCUT OT 03kl M BPEMEHHU IMpHeMa MHUIIH. BHOg0oCTYNMHOCTH
cocrapisier mpumepHo 100 %. MakcumanbHas koHueHTpauus B 1wia3Me (Cmax) JOCTHraeTcs
yepe3 1,3 4 mocine nepopaiibHOrO nprema jeBerupanerama B go3e 1000 Mr v mpy 0IHOKpPAaTHOM
npueme coctaBisgeT 31 MKI/MiI, mocie MOBTOPHOro mpuema (2 pasa B CyTkHM) — 43 MKI/MIL.
PaBHOBECHOE COCTOSIHME AOCTUTAETCS Yepe3 2 CyTOK IIPH IBYKPATHOM IIPUEME ITpenapara.

Pacnpeoenenue

Cas3piBaHMe JieBeTHpalleTaMa M €ro OCHOBHOIO MeTabonuTa ¢ OelkaMu IUTa3Mbl KpOBU
coctasisieT meHee 10 %. O6nem pacnpenenenus (Vqd) coctaiset npumepro 0,5-0,7 i/kr.
Memaboauzm

JleBeTHuparieTaM HEaKTUBHO MeETA0ONM3HpYeTCsl B deloBeueckoM opraHusme. OCHOBHBIM
MeTabonuueckuM nyteM (24 % oT 103bl) sBIsieTcsl (PEpMEHTHBIM THUIAPOIM3 aleTaMuIHON
rpynmbel.  OOpa3oBanue mnepBuyHOro wmerabonuta ucb LO057 mpomcxomaut 06e3 yuacTus
uzopepmMeHToB muroxpoma P450 nedenu. Merabonut ucb L057 sBnsieTcst hapMakoIorndecKu
HEaKTUBHBIM.

Kpome Toro, Obuio ompeneneHo JBa BTOPOCTENEHHbIX MeTabonuta. [lepBriii oOpasyercst mpu

TUAPOKCHIIMPOBAHUM TUPpoSuAoHOBoro komibia (1,6 % m03bl), a BTOpOH — HpU PacKpHITUU
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MUPPOIMAOHOBOIO KOJIbLA (0,9 % IIOSBI). Ha AOIIO  Apyrux ucm,qc:ulmtpmu,mpuuannbu&
KOMITOHEHTOB TTPUXOIUTCS TOJIbKO 0,6 % 1035I.

JleBeTupametaM M €ro  OCHOBHOM  METAa0OJMT  HE  TOJBEPraroTCs  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 JICBETHpAIlETAaM OKa3blBal HE3HAYHTEIHHOE BIUSHUE HA
CYP1A2, SULTI1El u UGT1Al unu BooOIIe HE M3MEHsUI UX 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 oXuIaeTcs 3HAYMMOW MHAYKIMUA (EPMEHTOB B YCIOBHsX IN Vivo. Takum
00pa3oM, BepOATHOCTh B3aMMO/ICHCTBUS JIeBETUpalleTaMa ¢ APYyrUMU MpenaparaMd 1 Ha000poT
SIBJISICTCSI MAJIOBEPOSITHOM.

Buiseoenue

[Tepuon monyseiBeneHust (T12) neBeTHpaneramMa W3 IUIa3Mbl KPOBH B3pPOCIIOTO YEIIOBEKA
cocTtaBiageT 7 £ 1 yac M He 3aBHCUT OT J03bI, CIIOoco0a BBEIECHHS WM YacTOTHI BBEIEHUS.
Cpennsist BenmuunHa o0miero kinupenca coctanisieT 0,96 mu/mun/kr. OCHOBHOW MyTh BBIBEICHUS
noukamu B cpeaHeM 95 % ot m03b1 (okosio 93 % oT 703BI BRIBOAUTCS B TeueHHe 48 4acos).
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 cocraBnsier 0,6 u 4,2 MJI/MHUH/KT COOTBETCTBEHHO, CBUIETEIILCTBY S
0 TOM, 4YTO JIEBETHpAIleTaM BBIBOJUTCS IyTEM KIyOOUKOBOW (UIBTpAIMHM C TOCIEIyIoIen
KaHaJbIEBOW peabcopOimell, a TakKe YTO MEPBUYHBIN METa0OIUT MpernapaTa TakKe BHIBOJUTCS
NyTeM aKTUBHOW KaHAIbIIEBOW CEKpPEeIMH B JOTMOJHEHHE K KIyOOYKOBOW (HUIbTpaluy.
BriBeneHue neBeTupaneraMa KOppempyercs ¢ KIMPEHCOM KpeaTHHUHA.

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

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

YV nayuewmoeé ¢ uapyuienuem yHxyuu nouex KIUPEHC JEBETHpaIeTamMa U €ro MepBUYHOrO
MeTabonuTa KOpPpEeTupyeT C KIMPEHCOM KpeaTuHuWHA. [lodToMy mamMeHTaM ¢ MOYeYHOU
HEJI0OCTAaTOYHOCTHIO PEKOMEHYETCS TIOJI00p 03kl B 3aBUCUMOCTH OT KJIMpEHCa KpeaTWHHHA. B

TEPMHHAJIBHOM  CTAaIWM TOYEYHOM HEJOCTATOYHOCTHM y  B3pPOCHBIX MNMalMEHTOB  T1p2
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COOTBETCTBYET ZKCNEPTHOMY OTY ETr

JICBCTUPALICTaMa COCTABJIACT 25 yacoB B NepuoaA MCKAY CCTAHCAMN ANaInN3a 1 3,1 qaca BO BpPCM3I
nuanusa. B teyenue 4-yacoBoro ceanca nuanusa ygansercs 1o 51 % neBerupaierama.

Y nayuenmos ¢ napywenuem d)VHKuuu neyenu JNerkon u CpCI[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,
MPOIMOPLUOHAILHOE 03¢ YBEIWYEHHE MHUKOBOM KOHLIEHTPAlMU B IUIa3M€ M IUJIOMAAH TOJ
kpuBoil. [lepuon momyBbIBeIcHUSI COCTAaBUI OKOJIO 5 yacoB. Kaxymiuiicst oOmuid KupeHe Obia
paseH 1,1 mu/MuH/KT.

IMoka3anusi K NPUMeHEHHIO

B kauecTBe MOHOTEpanuu Npu JCUYCHUH:

- MapLUMaIbHBIX MPUNAAKOB C BTOPUYHOM reHepanu3anueil uiu 0e3 TaKOBOM y B3POCHBIX 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 cTapmie 12 JieT ¢ FOBEHWIBHON
MHOKJIOHHYSCKOM AIIHIICIICUCIH;

- TIEPBUYHO-TEHEPATH30BAHHBIX CYJIOPOKHBIX TOHUKO-KJIOHUYECKUX MPUIIATKOB Y B3POCIBIX U
MOJIPOCTKOB cTapiie 12 neT ¢ uauonaTnyecko reHeparn30BaHHON MUIETICHEH.
IIpoTuBonoka3anus

[ToBbIeHHAs] 9yBCTBUTEIBLHOCTH K JICBETHpAIIETAMY WJIH JIPYTHM IMPOU3BOHBIM MTHPPOJIAIOHA,
a TaKKe K JIIOOBIM JPYTHM KOMITOHEHTaM Ipernapara.

C 0CTOPOKHOCTHIO

- [TanmeHTHI MOKKUIIOTO BO3pacTa (cTapiie 65 neT);

- 3200JIeBaHUS TTICYCHH B CTAIMH JICKOMIICHCAIIHH;

- TIOYeYHAas HeJIOCTATOYHOCTb.

IIpumeHenne npu 0epeMEHHOCTH M B NIEPHO/ I'PYAHOI0 BCKAPMJIUBAHUSA
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COOTBETCTBYET ZKCNEPTHOMY OTY ETr

Kenwunor oemopoonozo eozpacma

JKeHnuHbBI AETOPOAHOrO BO3pacTa JOJDKHBI IIOJYyYNTh KOHCYJBTALMIO CIienManucTa. B ciyudae,
KOIJa >KEHIIMHA IUIAHUpYyeT 3abepeMeHeTbh, 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
HOCJIEICTBUS [Vl )KEHIIMHBI U HEpOXAeHHOro pedeHka. I1o Mepe BO3MOXXKHOCTH HpPEANoYTEeHHE
clenyeT OTJaBaTh MOHOTEPAIINH, IIOTOMY 4TO Tepanus HECKOJIbKUMU
IPOTHBOAMIICNITUYECKUMU TIpenapaTaMu, B CPABHEHUH ¢ MOHOTEPAITUEH, MOXKET OBbITh CBsS3aHA
C IIOBBILIEHHBIM PUCKOM BPOKIECHHBIX IIOPOKOB Pa3BUTHS.

bepemennocmo

AHaIM3 3HAYUTEIBHOTO 00beMa JaHHBIX MOCTPErHCTPALMOHHBIX HCCIIEOBAHUN Y OepeMeHHBIX
JKEHIIUH, TTOJIyYaBIINX MOHOTEpanuto JieetupaieramoM (6osee 1800 xeHIUH, Cpein KOTOPBIX
6onee 1500 momyuanu mpenapaT B TedeHUe 1-ro TpumecTpa OepeMEHHOCTH), HE IMOITBEpIUII
YBEJIMYEHUE PUCKA TSDKEJIBIX aHOMAJIUM pa3BUTHS. MIMEIOTCS TOJIBKO OrpaHMYCHHbIE JTaHHBIE O
HEBPOJIOTUYECKOM PA3BUTUU JETEH, YbH MATEPH MOITYYaIH MOHOTEPAIHUIO JICBETUPALIETAMOM BO
BpeMs OepemeHHOocTH. TeM He MeHee TEKyIIHe OJIHIEMHOJIOTUYECKHE HCCIeIOBAHUS
(c yuactrem 100 nereif) He MPEAINOArarOT MOBBINICHHOIO PUCKA HAPYIICHUS WIH 3aJCpPiKeK
HEPBHO-TICUXUYECKOI'O PA3BUTHS.

JleBeTupamneramM MOKHO IPUMEHSTH BO BpeMsi OEpEMEHHOCTH, €CIH TOCIe TIIATEIbHOW OIEHKU
€ro MpHUMEHEHHE TPHU3HACTCS KIMHUYECKH HEOOXOAMMBIM. B 3TOM ciydae pekoMeHIyeTcs
OPUMEHATh MUHUMAJIbHYIO 3P PEKTUBHYIO 103y .

®u3M0I0ruYecKkre N3MEHEHNs B OpraHU3Me JKEHIIMHBI BO BpeMsi OEpEMEHHOCTH MOTYT BIIHATh
Ha KOHIIGHTPALMIO B IUIa3Me JIEBeTHpalerama, Kak ¥ JAPYTruX IMPOTHBOIIHICTITHUECKUX
JIEKapCTBEHHBIX TpenapaToB. Bo Bpems OepeMEHHOCTH OTMEUYEHO CHIKCHHE KOHIICHTpPAIUH
JeBeTupaleTamMa B IJa3Me KpPOBU. DTO CHIDKEHHE Oojiee BBIPAXEHO B TPEThEM TPHUMECTpE
(710 60 % oT 6a30BO¥ KOHLIEHTPALIMH B TEUEHUE TPETHEr0 TPUMECTPA).

JleueHwne eBeTUpALIETAMOM OEpPEMEHHBIX CIEIYET MPOBOAMUTH 0] OCOOBIM KOHTPOJIEM.

Ilepuoo epyono2o eckapmausanus

.HeBeTHpaueTaM 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/HOJIBSa JCYCHHUA OOJIXKHO
OBITE TIATCJIBHO B3BCIICHO OTHOCUTCIILHO BaXXHOCTHU KOPMJICHUA.

Depmunvrocmo
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B HCCICOAOBAHUAX Ha KUBOTHBIX HE 06Hapy)i\c:nu BIIVIHIAT HA q}cpufuu:nuuu:. Kommnraeckue
JAaHHBIC BJIMJAHHA Ha (bepTI/IJ'IBHOCTb OTCYTCTBYIOT, MMOTCHITHAILHBIN PUCK 114 4YCIOBEKA
HCU3BCCTCH.

Cnocod npuMeHeHHs U 103bl

BHyTpb, HE3aBUCUMO OT ITpUEMA ITULIH.

CYTO‘IHYIO J03Yy Ipenapara ACIAT Ha ABa IIprueMa B OJIMHAKOBOM J103€.

TabneTku IIPUHHUMAIOT, 3alliBasg JOCTATOYHBIM KOJIHYCCTBOM KHUJIKOCTH. ITocme ImpueMa BHYTPb
BO PTY MOXKET OLIYIATbCA TOPbKUI IIPUBKYC JIEBETUpALETaMa.

HaDL[I/IaJIBHBIe IOPUCTYIIBI

Pexkomenayembie 10361 111 MOHOTepanuu (¢ 16 jeT) U B cocTaBe JOMOJHUTEIBHONW TEparnuu
COBIMAJIAIOT U COOTBETCTBYIOT YKa3aHHBIM HIKE.

Bce nokasanus K IpuMeEHEHHIO

B3pocnvim (18 nem u cmapwe) u noopocmxkam (om 12 oo 17 nem) ¢ maccou mena 6onee 50 ke
JieYeHue clieyeT HauMHaTh ¢ cyTouHoil 1036l 1000 mr, paznenennoi Ha 2 npuema (o 500 mr
2 pa3a B cyTku). OHAKO MO PEIICHUIO Bpaya, UCXOJs U3 TPeOyeMoro MpOTHUBOCYIOPOKHOTO
a¢dekTa u MOTSHITMATEHOTO TOOOYHOTO JACHCTBYSI, HAYaIbHYIO JI03Y MOKHO CHU3UTH 10 250 mMr
JIBa pa3a B cyTkd. Uepes Be Helenu 103y MOXKHO MOBBICUTH 10 S00 Mr 1Ba pa3a B CyTKH.

B 3aBHCHMOCTH OT KIMHMYECKOH peakliy M MEePEeHOCHMOCTH MperapaTa CyToYHas /1032 MOXKET
OBITH yBeNMUYEHA 10 MakcuManbHOW — 1500 Mr 2 pa3a B cyTku. M3meHnenue 10361 Ha 250 mMr unu
500 mr 2 pa3a 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 Tesa 2 pasa B cyTkH). I3menenue 10361 Ha 20 mMr/kr maccsl Tena (mo 10 Mr/kr maccel Tena
2 paza B CyTKH) MOXET OCYIIECTBISATHCS KaXKIble 2 HEJSIH 0 JOCTHKEHHUS PEKOMEHIYEeMOMH
cyrouHod n103bl — 60 mr/kr maccel Tena (mo 30 Mr/kr maccel Tena 2 pasza B cyTku). Ilpu
HENEPEHOCUMOCTH PEKOMEHIyeMOM CyTOYHOW J103bI BO3MOXXHO €€ cHikeHue. Cremyer
MPUMEHSTh MUHUMAIbHYI0 3G (deKTUBHYIO 103y. Bpau nomkeH Ha3HAUUTh Mpenapat B Hanbomee
MOIXOJIAIICH JIeKapCTBEHHOW (opMe W TO3UPOBKE B 3aBHCHMOCTH OT BO3pacTa, Macchl Tema
MalyeHTa 1 He0OXOAMMOM TePaneBTUUECKON JTO3BI.

B ceés3u ¢ omcymemeuem Hys#CcHOU 003Upo6KU mabiemku He npeOHasHawyeHvl OJisl 1edeHus oemetl
secom menee 25 ke, npu HazHaveHuu 003vi menee 250 me, a maxoice 0Nl NAYUEHMO8, UMEIOUJUX
MpYOHOCIU NPU 2LOMAHUU.

B smux cnyuasax pexomenoyemcs nauunamo jeyeHue ¢ npuema npenapama 6 ghopme pacmeopa
OJis1 npuema 6Hympb.

Jletssm ¢ maccoit Tena 6osee 50 Kr 103UpOBaHUE OCYUIECTBISIOT IO CXEeMe, MPUBEAECHHON s
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B3POCIIBIX.
[Tockonbky neBeTHMpaneTaM BBIBOJUTCS W3 OpraHM3Ma IOYKaMu, IIPM Ha3HAYEHUHU Iperapara
nayueHmam ¢ noYeyHol He0OCMAamMoOYHOCMbIO U NAYUEHMAM NOHCUTI020 803pAcma 03y CIEAyeT
KOPPEKTUPOBATh B 3aBUCUMOCTH OT BETMYUHBI KinpeHca kpeatnnuHa (KK).

Knupenc kpeatmuHuHa Uit MYKYMH MOXHO pacCuMTaTh, HMCXOJS U3 KOHIEHTpaUUU

CBIBOPOTOYHOTO KPeaTUHHHA, 1O Cleayomei Gopmye:

[140 — Bo3pacT (romsr)] X macca tena (Kr)

KK (mn/Mun) =
72 x KKCbIBOpOT (MF/ I[-H)

Knupenc kpeaTuHuHa A7s KCHIIUH MOKHO PAacCUMTATh, YMHOXHUB IMOJyYEHHOE 3HAUYE€HHE Ha
kod¢purment 0,85.

3atem KK koppektupyercst ¢ yuderom momanu mnoBepxHoctu tena (IIIIT) mo cnemyromeit
dbopmye:

KK (mn/mun)
KK (mn/mun/1,73 M2) = x 1,73
IIIIT o6bekTa (M)

KoppekTupoBka 10351 17151 B3POCIBIX

Hloueunaa neoocmamounocms KK (ma/mun) Peostcum oo3uposanusn
Hopma >80 ot 500 1o 1500 mr 2 pa3a B cyTku
Jlerkas 50-79 oT 500 1o 1000 Mr 2 pa3a B cyTKH
YMepenHnas 30-49 oT 250 1o 750 mr 2 pa3a B CyTKH
Tsoxenas <30 o1 250 1o 500 mMr 2 pa3a B cyTKH
TepmunanbHas cragus (alHEHTHI, - 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 ¢ MOYEYHOM HENOCTATOYHOCTBIO KOPPEKLUIO JI03bl JIEBETHpALlETaMa  CIEAYET
IPOU3BOJIUTH C YUETOM CTEIEHU ITOYEHYHON HEJIOCTATOYHOCTH.
Kmupenc kpearwnuHa (Mia/Mun/1,73 M%) MOXKeT OBITh OLEHEH HAa OCHOBAHHU OIPEeJICHHS
CBIBOPOTOYHOIO KpeaTWHWHa (MI/[U1) JUIsl TMOJPOCTKOB M JeTel, HCHOdb3ys CIEAYIOLIYIO
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 skeHCcKoro mona; KS = 0,7 mis moapocTkoB

MY’KCKOTO 0JIa.
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I[OSI/IpOBaHI/Ie JUIA neTeﬁ 1 IOAPOCTKOB BECOM MCTHCTT 50kTC HAPYHIICTHNCM (P_yum_u/ud ITOYCK.

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 pa3s B cytku (1)(2)

HaxOAIIMeCcs Ha JUATH3E)

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

(2) PexomeHq0BaHHAs MMOAICPIKUBAOIAS 1032 TIOCIE Auanu3a 5—10 Mr/kr.

Tayuenmam ¢ HapyweHuem QyHKyuu nevenu 1e2kol U cpeoHeti cmeneHeli maxjcecmuy KOpPPeKIuu
peXMMa TO3MpOBaHUS HE TpedyeTcs. V nayuenmos ¢ O0eKOMNEeHCUPOBAHHbIM HApYUleHUuem
@dyHKyuu nevenu u NOYEYHOU HeOOCMAmMOYHOCMbIO CTENIEHb CHUKEHUS KIMpEHCAa KpeaTMHHHA
MOJKET HE B TOJHOW Mepe OTpa)kaTh CTENEHb TSHKECTH MOYEYHOM HeAOCTaTOYHOCTH. B Takux
Clydasx TpH KIMpeHce KpeaTHHMHA < 60 wmiu/Mun/1,73 M? peKOMeHIyeTcs COKpalleHHe
cyTouHO# 10361 Ha 50 %.

Jna nereit mianme 6 JieT peKOMEHAYeMOM JeKapcTBEHHOM (OpMOl sBIsE€TCS pacTBOp AJs
npreMa 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 Ooubine, yeM 50 kr). ¥V nereil CHUKEHHE J103bl HE JOKHO
npeBbImath 10 MI/Kr Maccel Tena 2 pa3a CyTKH, KaK/Ible 2 HEENH.

ConyTcTByIOIME MPOTUBOAMMIENTHUECKUE MIpernaparbl (B NEpHoja MNepeBoja MalMeHTOB Ha
TEpPaIUIO JIEBETHPALIETAMOM) JKEJIaTeIbHO OTMEHSATh MOCTETEHHO.

Nmeromuecs cBeZieHHUs 0 MPUMEHEHUHU Tpenapara y J1eTeil He CBUJCTEIbCTBYIOT O KaKOM-IH00
€ro OTpHUIATENIbHOM BJIMSHUM Ha pa3BUTHE U TMOJIOBoe co3peBaHue. OJHAKO OT/ajeHHbIE
MOCNIEACTBHSI BIIMSHUSA TEpPaIlliy JIEBETUpAIlETAMOM Ha CIIOCOOHOCTh JEeTe K OOYy4YeHHIO, UX
UHTEJUIEKTyallbHOE DPa3BUTHE, POCT, (YHKIMHU SHAOKPUHHBIX JKeJe3, MOJIOBOE pa3BUTHE WU
(epTHIIBHOCTH OCTAIOTCSI HEM3BECTHBIMH.

[Taiuentam c 3a00n€BaHUAMH TIOYEK W JIEKOMIICHCHPOBAHHBIMU 3a00JIEBAaHUSIMHU TI€UEHU

pPEKOMEHIyeTCsl HcclieloBaHne (DyHKIMM TOYeK mepes HadajaoM JedeHus. [lpum Hapymenun
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(YHKLINU TTOYEK MOXKET MOTPEOOBATHCS KOPPEKLIHST TO3BI:

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 CYUIMIAIBHBIX 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 MpenHa3HAYeH Ul MPUMEHEHUs y MIIAJICHIEB U JeTel 10 6 net. Jns
NPUMEHEHUS y JeTell MpenrnouTUTeIbHbI Mpenaparsbl JieBeTupaierama 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

be3zonacHocTh 1 3¢ (EeKTUBHOCTH JIGKAPCTBEHHOTO Tpenapara JleetupamneramM-AanyM y IeTei u
MOJIPOCTKOB 710 16 J1eT B peskuMe MOHOTEpaIuu He YCTAaHOBIICHBI.

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

Jlnis mpyMeHeHusl y MJIaJIeHIIeB U IeTel 10 6 JeT mpeArnodTUuTeNeH npenapart jJeBeTupaneTamMa B
dbopMe pacTBOpa i IpHEMa BHYTPb.

Jns npuMeHeHust y neteil ot 6 yeT npu HeoOXoIMMOCTHU HpuemMa 1103 MeHnee 250 mr, 103, HE
KpaTHbIXx 250 Mr, B Tex ciyyasX, KOTJa PEKOMEHIYyEeMYyI0 /03y HEBO3MOXKHO IpPHHATH
HECKOJIbKUMH TalJIeTKaMH, a TaKkKe B Cllydyae HECIIOCOOHOCTH MalMEeHTa MPOTJIOTUTh TalOleTKy
ClleflyeT NMPHUMEHSATH Tperapar JieBeThpaleraMa B (opMe pacTBopa aJisi mpuema BHYTpb. [lpu
BCEX IMOKA3aHUSIX CIIEIYET UCIOIb30BaTh MUHUMAIBHYIO 3P deKkThBHYI0 103y. s pebenka nmum
MOAPOCTKA C MAccod Tena 25 Kr HadalbHas 1o03a cocrasisier 250 Mr aBa pas3a B CyTKH, a
MakcUMalbHast 1o3a — 750 Mr 1Ba pa3a B CyTKH.

s nereit ¢ Maccoit Tena ot 50 Kr cieyeT UCIoJIb30BaTh TY K€ /103y, YTO U JUIS B3POCIIBIX, IPH
BCEX MOKa3aHMSIX.

st Bcex moKazaHui CM. BBINIE pasnuen «B3pocavim (18 nem u cmapwe) u noopocmxam (om 12

0o 17 nem) ¢ maccoii mena donee 50 key.
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HpuMeHeHue 6 cocmage 0ONOHUMENbHOU mepanuu'y m. mucl-w;af 6 eospUCHeE Om 1006 Neciyes
PactBop 1y mpuemMa BHYTpb SIBJISIETCSI PEKOMEHIOBAHHOM JIeKapCTBEHHOH (dopMoil ams
PUMEHEHHUS y MJIAJICHIIEB.

ITob6ouHoe neiicTBHE

[IpencraBiaeHHbI HUKE TPOQPHUIL HEKENATEIbHBIX SBICHUNH OCHOBAaH Ha aHAJIM3€ PE3yJbTaTOB
1a11€00-KOHTPOJIUPYEMBIX HCCIIEOBAHHM, a TAKKE OMbITE MOCTMAPKETUHIOBOIO NMPUMEHEHUS
neBetupanerama. CaMbIMH YacTHIMU HEXEJAaTelIbHBIMU PpeaKUUsIMU ObUIM Ha30(papUHTHT,
COHJIUBOCTH, TOJIOBHAasi 0O, yTOMJISIEMOCTh U TOJIOBOKpYkeHme. [Ipodunp Oe3omacHoCTH
JeBeTUpaleTamMa B IIEJIOM CXOJEH ISl pa3JIMYHBIX BO3PACTHBIX TPYII B3POCIBIX U JETEH.
YacroTa pa3BUTHS HEXKENATEIbHBIX PEaKIUil Mpe/ICTaBlIeHa CIEAYIOIUM 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
PEaKIfH, YaCTOTY Pa3BUTHUS KOTOPBIX HE MPEACTABISIETCS BO3MOXKHBIM OLIEHUTH TI0 JTOCTYITHBIM
JAHHBIM, UMEIOT 0003HAUCHUE «4acTOTa HEU3BECTHAY.

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

Hapywenus co cmoponsl Kposu u aum@amuyeckol cucmempvl. HEYaCTO — TPOMOOIIMTONCHNS,
JICHKOTIeHUST; PEAKO — MAHIIUTOICHHUSI, arPaHyJIOIUTO3, HEUTPOIeHHUS.

Hapywenus co cmopoust umMMyHHOU cucmemvl. PEAKO — JEKapCTBEHHAs peakius C
so3uHOIINEeH M cucTeMHBIMU TposiBieHusMu (DRESS-cunapom), rumepayBCTBHTENBHOCTD
(BKJIIOYAst aHTHOHEBPOTUUYECKUN OTEK U aHa(UIAKCHIO).

Hapywenus co cmoponvl obmena eewjecmsé u numawus: 4acTO — aAHOPEKCHUS; HEYACTO —
yBEJIMYEHUE MACCHI Tella, CHUKEHUE MACChl Tella; PeAKO — FTUIOHATPUEMHUSI.

Hapywenus ncuxuku: 9acto — JIeTpeccusi, Bpaxae0HOCTh/arpecCUBHOCTh, TPEBOTa, OECCOHHMIIA,
HEPBO3HOCTB/Pa3pakKUTEIbHOCTh; HEYACTO — MOMBITKU CYHUIIH[A, CYUIMIATbHBIC HaMEpEeHUS,
IICUXOTUYECKHE PACCTPOICTBA, MOBEACHYECKHE PACCTPOICTBA, TaUTIOLMHAIINK, THEBIMBOCTD,
CIlyTAaHHOCTh ~ CO3HAHUS, OMOIMOHANbHAS  JAOMIBHOCTH/TIEPEMEHUYUBOCTE  HACTPOCHHUS,
BO30YKIIeHHE, TaHWYECKHE aTaKW, PEIKO — CYHIHW, PAacCTPOWCTBO JMYHOCTH, HapyIICHHE
MBILLUIEHUS], Ope.

Hapywenus co cmoponvl nepsHoll cucmembl: O4€Hb YacCTO — COHJIMBOCTb, I'OJIOBHasi OOJIb;
4acTO — CYyJIOpOTH, HapyllleHHE PaBHOBECHs, TOJIOBOKPYKEHHUE, JIeTaprusi, TPEMOp, HEYacTo —
aMHe3Ms, YXyALIEHHE IaMsATH, HapylIeHHe KOOpIMHALMU/aTaKChs, MapecTe3UH, CHUKEHHE
KOHIICHTPAallMd BHHUMaHUS; PEIKO — XOpPEoaTeTo3, MUCKUHE3Ws, THIIEPKHHE3Ws, HapyIIeHHEe
MOXOJIKH, SHIIe(aIONaTHs, arTpaBaIus Cya0por.

HdpyW@HUﬂ CO CMOpPOHbL OpeaHa 3peHus. HEUACTO — AUIIIOINSA, HCYECTKOCTb 3PpCHU.
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Hapymenuﬂ CO CMOPOHBL OpeaHa ciyxa u ﬂa6up URIMTHbIE RApywWeRust. 9acTo — BCPTUT 0.
Hapywenuss co cmoponwvl  cepoya: penko — yuIMHEeHHbIM uHTepBan QT  Ha
3JIEKTPOKApANOTpaAMME.
Hapywenusa co cmopomnsl OvixamenvHoll cucmemvl, OpeaHo8 epyOHOU KIemKu U CPeOOCmeHUs "
4acTO — Kallellb.
Hapywenus co cmoponvl diceny0ouHo-KumeuHo20 mpakma: 4acto — 00ib B )KMBOTE, AUapes,
JUCIIETICHS, PBOTA, TOLIHOTA; PEKO — IAaHKPEATUT.
Hapywenus co cmoponvr neuenu u JicenuesvloOAWUX nymeil: HEYACTO — U3MEHEHUE
(GYHKIIMOHATBHBIX P00 MEYCHH;, PEAKO — IIEUCHOYHAs! HEIOCTATOYHOCTD, IeMaTHT.
Hapywenus co cmopoHvl nouek u Mmouegul8o0Awux nymeti. PEIKO — OCTpas IoYeqHas
HEJOCTATOYHOCTb.
Hapywenus co cmoponvl Kodcu u NOOKOMCHbIX MKaHeU . YaCTO — Cblllb; HEYAaCTO — aJIONeLus,
9K3eMa, 3yd; PEOKO — TOKCUYECKHH SIUIepMalbHBIM HEKpoiau3, cuHapoMm CTHBeHCA —
Jl>xoHcoHa, MHOTOOpPMHAs pUTEMA.
Hapywenus co cmopoHvl cKelemHO-MblueyHOU U COeOUHUMENbHOU MKAHU: He4acTo —
MBIIIEYHAss  C1a00CTh, MHUAITHSA, PEIKO — pabJOMHONM3 H  YBEIWYCHHE  YPOBHS
KpeaTHHPOCHOKHHAZHI B KPOBH.
Obwue paccmpoticmea. 4acTo — aCTEHUs/yCTalOCTb.
Tpasmul, unmokcukayuu u OCJIOHCHEHUS MAHUNYIAYUL. HEYACTO — CIyYalHble TOBPEXKICHHUS.
Onucanue omoenbHbIX HedCelamenbHbIX peaKyuil
Puck anopexcuu BbIIIE MPU OJTHOBPEMEHHOM MTPUMEHEHUH JIEBETUpaIleTama 1 TolupamMara.
B psnme crnydaeB HaOm0Ianoch BOCCTAHOBJICHHE BOJIOCSHOTO TIOKPOBAa TIOCTE OTMEHBI
JeBeTupaneTama.
B HEkOoTOpBIX ciydasx MaHIUTONEHUH PETUCTPUPOBAIOCH YTHETEHHE KOCTHOTO MO3Ta.
PacnipoctpaneHHOCTh pabpoMuoNM3a U yBEIWYEHHUS YPOBHS KpeaTHH(OCPOKHMHA3bl B KPOBU
CYILIECTBEHHO BBILIE y MAIMEHTOB U3 SIMOHMHM, MO CPAaBHEHUIO C MPEACTABUTEISIMU APYTHX
HallMOHAIBHOCTEM.
Cnyvan sHuedamonaTuu OOBIYHO BO3HUKAJIM B Hauaje Je4eHUs (OT HECKOJIBKUX JHEH N0
HECKOJIBKMX MECSIIEB) ¥ ObUTH OOPAaTUMBIMH MOCTIE TPEKPAIICHUS JICYCHUSI.

eTH
[Tpoduns Ge3omacHOCTH Yy JeTeil B IUIale00-KOHTPOIHPYEMBIX KIMHHUUYECKUX HCCIIEOBAHUSIX
OBLT cOnmocTaBUM C TIpodueM 0€30MacCHOCTH JIEBETHpAIleTaMa y B3POCIIbIX.
VY nereld m moapocTKoB B Bo3pacte oT 4 g0 16 jer yaiie perucTpUpoBAIUCH CIEAYIOIINE
HEe)KenaTeNbHbIe peakiuu: pBota (o4eHb yacto, 11,2 %), Bo3Oyxmenue (uwacro, 3,4 %),

MIEPEMEHYUBOCTh HAcTpoeHus (dacto, 2,1 %), sMormoHaibHas J1abmibHOCTL (dacto, 1,7 %),
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arpeCCUBHOCTDb (‘-IaCTO, 8,2 %), MMOBCACHYCCKUC au,LpUyu,usa \ﬂaulu, 5,6 /U) M JICTapTsA \ﬂa\,u),
3,9 %). Y nereit B Bo3pacte orT | Mecsma g0 4 JET Yalle PErHCTPUPOBAIM CJCIYIOIINE
HEe)KeNaTeJIbHbIE pEeaKluu: pa3ApaxureabHocTh (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 3P GeKTsl JIeBeThpalnerama y aetei ot 4 g0 16 jneT ¢ mapuuagabHBIMU
npuctynamu. [lo pesynpTaTam HcciaenoBaHus ObLIO CIAECIAHO 3aKIIOUEHHUE, YTO JIEBETHPALIETaM
HE OTIHMYaicid OT mmianebdo (He ycTymajl eMy) B OTHOIIEHHWM W3MEHEHHMH CyMMBI OallIoB II0
pasnenam «Buumanue u Ilamsare» u «KomOunupoBanubli CkpuHUHT [laMsTe» IIKaJBI
Jletitep-P (Leiter-R) y manueHTOB, MPOIIEAIINX HCCIICAOBAHUE B COOTBETCTBUU C IMPOTOKOJIOM,
110 CPaBHEHUIO C UCXOJIHBIM BU3UTOM.

B pesynbraTe aHanuza noBeAeHUYECKOI0 U 3MOLMOHAIBHOIO CTaTyca IIPHU MOMOIIY MPOILEIIIEro
BAJIMIAIIMIO MHCTPYMEHTa — onpocHuka Auerbaxa (Achenbach) — 6bUTO BBISBIEHO arpecCHBHOES
MOBEJICHUE B TPYyIIe TMAlNKWEHTOB, MNPUHUMAIOMUX JeBeTupamneram. OJHAKO MAIMEeHTHI,
NPUHUMABIIIKE JIEBETUpAIleTaM B XOJE JOJTOCPOYHOTO HAOMIOACHHUS B OTKPBITOM (aze
WCCJICIOBAHMSI, HE IEMOHCTPUPOBATN YXYAIICHUS MOBEACHYECKOTO U SMOIIMOHAIBHOIO CTaTyca,
B YACTHOCTH TOKA3aTeNM arpeCCUBHOTO MOBEICHHS HE YXYAIIATUCH, TI0 CPABHEHUIO C UCXOHBIM
YPOBHEM.

Ilepeno3upoBka

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

Jleuenue: B OCTpPOM TIEPHOJIE — HCKYCCTBEHHBIH BBI30B PBOTHI W IPOMBIBAHHUE KEIYIKa C
MOCNEAYIOIUM Ha3HaYeHHUEeM AaKTUBHUPOBAHHOTO yris. Crhenuduyeckoro aHTHIOTA 7S
neBeTupalerama Her. Ilpu HeoOXOIUMOCTH TPOBOAMTCS CHUMIITOMATUYECKOE JICUEHUE B
YCIIOBUSIX CTalliOHapa C HCHOJb30BaHWEM remojauanu3a (3QGEeKTUBHOCTh JUaIn3a s
JeBeTuparerama cocraniser 60 %, 11 ero nepBUYHOr0 Metabosmta — 74 %).
B3aumoneiicTBue ¢ IPyruMu JIeKApCTBEHHBIMH CPeACTBAMU

IIpomueosnunenmuueckue npenapamaol

JleBeTuparneraM He  BAMSET HA  KOHIEHTPAIMIO B  IUIa3M€  KPOBH  HM3BECTHBIX
MPOTUBOIMMIICTITUYECKUX TpenapaToB ((peHuTonHa, KapOamasennHa, BaJbIIPOCBOW KHCIIOTHI,
(deHobapOuTaNa, TaMOTPHUKUHA, Ta0alleHTHHA U PUMH/IOHA), U 3TH MPOTUBOSUIICTITHYCCKUE
npenaparsl HE BIUSIOT Ha KOHLIEHTPALIUIO JIEBETHPALIETaMa.

Kak u y B3pocibIX, JaHHBIC B MOJB3Y KIMHAYECKH 3HAYMMBIX JIEKAPCTBEHHBIX B3aUMOCHCTBUI

y JleTel, MoTyYaroliuX JIeBeTupaleraM B o03e 10 60 MI/Kr/cyT, OTCYyTCTBYIOT.
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PeTpOCHeKTI/IBHHﬁ aHaJIn3 Q)apMaKOKI/IHeTI/IIIeC 10,9 bdal/llVIU}_LCl/lblbl/lYl Yy ,LLULCYI N TTOAPOCTKOB C
snuiencuedt (ot 4 go 17 ner) moATBepaWII, 4TO MPUMEHEHHUE JieBeTUpaleTaMa MepopaibHO B
peXUMe JTONOJIHUTENIbHON TEepalliyd HE BIIMSUIO HA PABHOBECHYIO KOHLEHTPAIMIO B ChIBOPOTKE
kKapOama3ennHa ¥ BaJbIIpoaTa, MPUHAMAEMBIX OJHOBPEMEHHO. TeM He MeHee, COIJIacHO
UMEIOIIMMCS JTAHHBIM, KJIMPEHC JIeBeTHpalerama y AeTei, MOJy4arolluxX JeYeHHe (epMeHT-
WHIYLUPYIOIKMMH [POTUBOSMMWICNITUYECKUMH cpeAacTBaMu, Ha 20 % Beime. KoppeKTupoBKU
J03bI HE TpedyeTcs.

Ilpobeneyuo

[Tokazano, uto mpoOeHenua, ONOKaTOp KaHabIEeBOW cekpeuuu (mo 500 mr 4 pasza/CyTkw),
MHTHOUpPYET MOYEYHBIH KIMPEHC OCHOBHOIO MeTaloyiMTa JeBeTHpaleramMa, HO HE CaMoro
JeBeTHpaleTama. TeM He MeHee KOHIEHTpallUs IEPBUYHOTO METa0O0IUTa OCTACTCS HU3KOM.
Memompexcam

[Ipy OJHOBpEMEHHOM NPHMEHEHUU JEBETHpaleTamMa M METOTpeKcaTa ObUIO OTMEUEHO, UTO
KJIIMPEHC METOTpEeKcaTa CHUIXKAETCA, YTO B CBOK OYepelb MPUBOAUT K IOBBIIIECHUIO
KOHLIGHTpAallUM METOTpEeKcaTa B KpPOBU JI0 TNOTEHLMAIbHO TOKCUYECKHX YpPOBHEW WIIM
IPOJUICHUIO NEpHUoa MOJJEpKaHUS TAaKOW KOHLIEHTpaluH. Y MalueHTOB, MOJyyaroumx oda
JEKapCTBEHHBIX  IIpernapara, CIEQyeT KOHTpPOJUPOBAaTh YPOBEHb  METOTpeKcaTa U
JeBeTrpaneTamMa B Iia3Me KpoBH.

IlepopanvHuvle Konmpayenmugsl u Opyaue apmaxKoKuHemuyecKue 83aumooeucmasusl
JleBetupanieram B cytouHoil no3e 1000 mr He BausieT Ha (apMAKOKUHETHKY IMEpPOPaJIbHBIX
KOHTPAICTITUBOB (3THHWIACTPAINOIIA, JICBOHOPIeCTpeia), a TAKKe HE HM3MEHSET IOKa3aTelH
SHJIOKPUHHON (YHKIMU (coniepKaHKe JTIOTEUNHU3UPYIOIIEr0 TOPMOHA U MIPOreCTEPOHA).
Jlesetupaneram B cyTouHoil mo3ze 2000 mMr He u3MeHseT (apMAaKOKMHETHUKY JUTOKCHUHA U
BapQapuHa; IpOTPOMOMHOBOE BPEMsI HE U3MEHSETCH.

JluroxcuH, mnepopajbHble TPOTUBO3aYaTOYHBIE CpEACTBA M Bap(apuH HE BIUAIOT Ha
(apMaKOKUHETHKY JIeBETHpalleTaMa.

Cnabumenvuvie cpeocmea

B otnenbHbIX ciydasx cooOmanu o CHMKEHUMM A(Q(EKTHMBHOCTH JIeBeTHpaleTama IMpu
OJIHOBPEMEHHOM TIPUMEHEHUU OCMOTHYECKOIO CJIa0UTEIBHOIO CpEJICTBAa Makporoja c
nepopajbHbIM JieBeTupaneraMoM. [losToMy He cienyeT MpUHHMAaTh MakporoJl MepopalbHO B
TE€YEHHE OJIHOTO Yaca /10 U B TEUEHUE OJHOI0 Yaca I0cIie IpUeMa JIeBeTHpaleTama.

Tuwa u ankoeons

[Tumia He BAMSIET Ha CTEMEHb BCACHIBAHUS JIEBETHpAlleTaMa, HO CJIETKa YMEHbBIIAET CKOPOCTb
BCAChIBaHMSI.

I[aHHBIX 10 B3aUMO/IEHICTBUIO JICBCTHUpalCTaMa € aJIKOT'OJICM HECT.
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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 MOXKET MOTPEOOBATHCS KOPPEKIHS TO3BI.

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 JIEMEHTOB KPOBU
PEKOMEH/IOBAaH MalMeHTaM, Y KOTOPBIX BO3HUKAeT CHJIbHAs CJ1a0OCTh, TUIMEPTEPMHUS,
pelUAUBHPYOIINE HHPEKIIUN WK HAPYIICHHUs] CBEPTHIBAHUS KPOBH.

Cyuyuo

[lpr 5edyeHUW MPOTHBOAIIJIECHTUYSCKIMHA CpPEICTBAMH, B YAaCTHOCTU JIEBETHPAIIETAMOM,
MOCTYyHaJId COOOIIEHUS O 3aBEPIICHHBIX CYULUIAX, CYUIIUAAIBHBIX MOMBITKAX, CYUIIHIATHbHOM
MBIIUICHUM M TIOBEJEHUU. B MeTaaHanu3e paHIOMH3UPOBAHHBIX I11ale00-KOHTPOIUPYEMBIX
UCCIICIOBAaHUN TMPOTHBOAIJICHTUYECKIX CPEACTB OBUIO BBISABICHO HEOOJBIIOE TMPEBBIICHUE
pUCKa pa3BUTHs CYHIUIATBHOTO MBIIUICHUS W TOBEACHUSA. MEXaHW3M TIOBBIIICHHUS PHCKa
HEU3BECTEH.

TakuM o00pa3oM, MOpu JIEYCHHH JIEBETHPALETAMOM CIIEyeT OCYIIECTBISAThH KOHTPOIb 3a
NpU3HAKaMU Jlenpeccur W (WIM) CYHIMJAIBHOTO MBIIUICHHS W TIOBEACHUS | TIpH
HEO0OXOAMMOCTH TIPOBOJUTH HajJiexaliee JieueHue. [larmeHToB (M UX OMEKyHOB) HEOOXOAMMO
OpeaynpeauTh O TOM, YTO B CiIydae MOSBJICHUS NMPU3HAKOB JEMPECCUU U (WIIM) CYHLIUAATBLHOIO
MBILICHHS ¥ IOBEJICHUS UM CJIelyeT OOpaTUThCS K Bpauy.

Henopmanvroe u acpeccuenoe noseoenue

JleBeTupaneraM MOXKET BBI3BIBATH NCUXOTHYECKHE CHMITOMBI M ITOBEIEHYECKHE HapyIICHUS,
BKJIIOYAs Pa3/IpakUTEIbHOCTh M arpecCUBHOCTH. llanmeHTsl, mosydaronye JeBeTHpaleTaM,
JOJDKHBI ~ PEryJsipHO HaAOMIOAaThCs Ha TpPEeAMET BBIABICHUS Pa3BUTUS  OIpPEJeNIEHHBIX
NICUXUATPUYECKUX TPU3HAKOB, YKa3bIBAIONIMX Ha Ba)KHbIE W3MEHEHHsS] HACTPOCHUS W/WIN
auyHocTH. Ecnum  Takoe moOBeJeHHE 3aMEyeHo, CIeAyeT pacCMOTPETh MOTEHUUAIbHYIO
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 apyrue nmpoTHBOAIIICNTHYECKHIE MPETapaThl, JIEBETUPAIIETAM B PEIKUX CIy4asxX MOXKET

YBCIIMYUBATH YaCTOTY UJIU TAKCCTb MMPUCTYIIOB. 006 sToMm nmapaJgoKCajJlbHOM S(I)(I)CKTC qgamie BCEro
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COO6H13.JIOCI> B TCUCHHUC TIMCPBOTO MCCALlA IMOCIHC Hadadla NpuUCMa JICBCTHpPAOCTaMad  WJIN
YBEJIMYEHUS J103bl, U OH ObLI OOpaTUMBIM MOCIE OTMEHBI Ipernapara WM CHUXKEHHS JIO3BL.
[Taruentam cieayeT HEMEUICHHO MPOKOHCYJIbTHPOBATHCS CO CBOMM BpayoM B cilyyae
YXyILICHUs TeYCHHUs 3a00JIeBaHNUS.

Yonunenue unmepesana QT na sanekmpoxapouocpamme

B pamkax mnocTperucTpallMOHHOTO HaOIOJCHUS HaONIONATUCh pPEOKHUe CiIydau YUIMHEHUs
untepBana QT na DKI'. JleBeTupaneram ciaeayeT NPUMEHITh C OCTOPOKHOCTBIO Y MAlUEHTOB C
YAJIMHEHUEM CKOPPEKTHPOBaHHOTO MHTepBaia QT wmim ¢ y)ke UMEIOIUMCS COOTBETCTBYIOIINM
3a00sIeBaHMEM cepila, a TakkKe OJHOBPEMEHHO C IIpenapaTaMiy, BIUSIOUMMH Ha
CKOppeKTHpoBaHHBIN nHTEpBai QT.

DRESS-cunopom

[IpoTMBOCYIOPOKHBIM mpenapar JIEBETHUPALlETaM MOMKET BbI3bIBaTh PEJIKYIO CEPHE3HYIO
HEXKEJIATENbHYI0 PEAaKIMI0 — JIEKAPCTBEHHYIO CBIIIb C HS03MHOQWINEH H CHUCTEMHBIMHU
cumnromamu (DRESS), koropasi MokeT OBITH OMACHOM [JIsi KU3HH, €CIH €€ OBICTPO He
JTUArHOCTHPOBATh M HE MPUCTYNUTH K JieueHUt0. OHa MOKET Ha4aThCsl C CHIMH, MOXKET OBICTPO
IIPOrpEeCCUpOBaTh, MPHUBOJS K MOBPEKICHUIO BHYTPEHHHUX OpPraHoB, 4TO Tpedyer
TOCHOUTAIHM3AIMA M MOXET 3aKOHYMTHCS cMepThio manueHTta. DRESS-cunapom moxer
MPOSIBISATHCS JIMXOPATAKOU, CHINbIO, YBEIHUEHUEM JIMM(ATUYECKUX Y3JI0B UJIM MOBPEXKIECHUEM
BHYTPEHHUX OPraHOB, BKJIIOYas MEYEHb, MMOYKH, JIETKHUE, CEPIe WU MOHKETYIOUHYIO Kene3y.
Pannme cumnromsl DRESS, Takue kak nmxopajaka WM YBEIHYCHHBIE TUM(ATHIECKHE Y3IIBI,
MOTYT MPUCYTCTBOBATh Jake€ TOIJa, KOI/a ChIMb €Ile HEe BUIHA. JTO OTJIMYAET €ro OT JPYIHX
Cephe3HBIX KOXKHBIX peakIuif, Takux kak cuHapom CtueHca-/xoncona (CCJl) u Tokcuyeckui
snujaepManbHbiii  Hekponu3  (TOH), koTtopble  MOryT  pa3BHBaThCs HpU  [IpHEMeE
AQHTUKOHBYJIbCAHTOB, NpPHU PA3BUTUU AITUX COCTOSHUI ChIIIb MOSIBJISETCS JOCTATOYHO PaHo.
[TaruenTam He cieayeT HpeKpalarh MpUEM JIeBeTHpaleTamMa 0e3 KOHCYJbTALUU C JIeYalluM
BpauoM. BHe3anHoe mpekpalieHue mnpuemMa 3THX IMPEnapaToB MOYKET NPHUBECTH K CHUXKECHHIO
KOHTPOJISL HaJ ONWICNTHYECKUMH TpUCTynaMu. BakHO HeMmenjgeHHO oOpaTuThCs 3a
MEIMIIMHCKON TTOMOIIBIO B ciy4ae mojo3peHust Ha pazsutue DRESS-cunapoma. IMammenTsl, y
KOTOPBIX IMOSIBJISIOTCS JHOObIE HEOOBIYHBIE CUMITOMBI MM PEAaKIMM, BKJIHOYas Chlllb, B J1I000E
BpeMs. Ha NPOTSHKEHMHM TIpueMa JieBeThpaleTama, [IOJDKHbI HEMEUIGHHO oOOpaTUTbCi B
OTJeNIeHHE HEOTIOXKHOM momomu. OOparieHre 3a MEAMIMHCKOM MOMOIIBI0 HEOOXOIUMO MpHU
pPa3sBUTHM TaKUX CHUMIITOMOB, KaK JIMXOPaJKa, yBEJIWYEHHbIE JUM(paTuueckue y3ibl, O00Jb B
ropyie, KOXHasl Chblllb, OTE€K JIMIIAa WM TJa3, OOJEe3HEHHBIE S3BbI BO PTY MU BOKPYT IJia3s,
npo0sieMbl € TJIOTAaHHUEM WIM JbIXaHWEM, IMOXKENTEeHHEe KOXH WIH CKIep IJa3, HeoObIYHbIE

CUHAKHA WK KPOBOTCUCHUS, CHJIbHAsA YCTAJIOCTh WA CJ'IEl6OCTB, OAbIIIKa WUJIN HCIICPECHOCUMOCTD
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(I)I/ISI/I‘-IGCKI/IX Harpys3okK, CHJIbHasd MbIIICYHAsA 'OO0Ib. Hmz&upaﬂ,na C ChIIIbIO 1N YBCIINYICHHBIC
auMdaTtrdeckue y3abl WIM OTEK Juila — dYacTele mposiBieHus DRESS, Ho y HekoTopbix
MAlMeHTOB CBIITb MOXKET OTcyTcTBOBaTh. DRESS-cuumpom oObriHO pa3BuBaercs depe3 2-8
HEeleNb TOCTe Hayaia IMpHeMa Ipernapara, HO CHMIITOMBI MOTYT TOSIBUTHCS W DPAHBIIE WU
no3zke. Moryr orMeuaThCs: KOXHas peakius (MOXET U OTCYTCTBOBaTh) (Hampumep,
reHepaJIn30BaHHAsl ChIIIb WM OSKC(OJUATUBHBIA JEPMATUT), DSO3MHODUIIUSA, JIMXOPAJKa,
nuMdaneHonaTus, OJHO WJIM HECKOJBKO CHCTEMHBIX OCJIOXHEHHH, TakWe KakK TelaTwur,
MHUOKAp/NT, TEPUKAPIUT, MaHKpeaTuT, Heppur u mnHeBMOHUT. DRESS-cunapom Takxe
HE00X0UMO MpaBUiIbHO TUD(EepeHITPOBATh C APYTUMU CEPHE3HBIMH KOKHBIMH PEaKIIHSIMH.
MenunuHckuM pabOTHUKAM CIIETyeT 3HaTh, YTO OBICTPOE paclio3HaBaHWE U paHHEE JICUCHHUE
DRESS BaxxHbI 1151 6J1arONPUATHOTO MCX0/1a U CHUKEHHUS CMEPTHOCTH.

Tleouampuueckas nonynsayus

Wmeromuecs: JaHHBIE O NMPUMCHCHHWU JIEBETHpAleTaMa y JETeH YKa3bIBalOT Ha OTCYTCTBHC
BIIMSIHHS JTAaHHOTO Tperapara Ha poCT M IMOJOBOE co3peBaHHE. TeM He MeHee JOJITOCPOYHbBIC
3¢ dexTsl Ha CrMOCOOHOCTh K OOYYEHHMIO, YMCTBEHHBbIE CIOCOOHOCTH, POCT, SHIOKPUHHYIO
(YHKIUIO, TIOJIOBOE CO3PEBaHUE U ICTOPOIHBIN MOTSHITNAIT JIETCH OCTAIOTCS HEM3BECTHBIMHU.
Binsinue Ha CIOCOOHOCTH YIPABJISITH TPAHCIIOPTHBIMHU CPEACTBAMH M MEXaHU3MAMH
Onunencust BkIoueHa B [lepeuyeHb METUIIMHCKUX MPOTHBONOKA3aHUA K yHPABICHHUIO
TPAHCIIOPTHBIM CpeJCTBOM B cooTBeTcTBHM ¢ IlocranoBnenuem IlpaBurensctBa Poccuiickoit
Oenepannn ot 29.12.2014 Ne 1604 «O mepedHsIX MEIUIIMHCKUAX TMOKA3aHUN M MEAUIIMHCKUX
OTpPaHWYCHUH K YIPABICHUIO TPAHCTIOPTHBIM CPEJICTBOMY.

dopMa BbINIYCKa

TabneTku, MOKPHITHIE MIIEHOYHOU 00607104K0i1, 250 Mr, 500 Mr, 1000 mr.

I[To 10, 15, 25, 30 TabmeTok B KOHTYPHOW SYEUKOBOH yIAKOBKE W3 IUICHKH
MOJIMBUHUJIXJIOPUAHOMN U (POJIBIY aTIOMUHUEBOM M€YaTHOM JIAKMPOBAaHHOM.

ITo 1, 2, 3, 4, 5, 6 KOHTYPHBIX SYEUKOBBIX YMAKOBOK BMECTE C MHCTPYKIHMEU MO MPUMEHEHHUIO
MOMEIIAIOT B MAYKy U3 KapTOHA.

YciaoBust XxpaHeHust

[Tpu Temneparype He Boiie 25 °C.

XpaHUTh B HEJIOCTYITHOM JISI IETSH MecTe.

Cpoxk rognocTu

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

YcaoBust ormycka

OTITyCKarOT 1O perenTy.

Biagesen perncTpanMoHHOIO YI0CTOBepPeHHs1/0pranu3anusi, IPUHAMAIOIIAs PeTeH3UH
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AO «AJIMYM», Poccus.
142279, MockoBckas 00i1., T. CepryxoB, . O6oneHck, Tep. KBapran A, a. 2.
Ten.: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

IIpousBoaurenn

AO «AJIMYM», Poccus.

MockoBckas 001., r.0. CepmyxoB, . O6osneHck, Tep. Kpapran A, x. 2.
Buinyckarowuii Konmpons kavecmed

MockoBckas 00:1., 1.0. Ceprryxos, . O6oneHck, Tep. Kapran A, 1. 2, ctp. 1.
Ten.: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru
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