


Hayuenmel ¢ NAPYUATLHLLMU CYOOPOHICHLIMU NPUCTIYNAMU
PexoMmenayeMas 1032 JUIss MOHOTEPAIHH U JONOTHUTEIFHON TEPAIUH /IS AlIUEHTOB B BO3pacTe
16 jieT 1 cTapiie OJMHAKOBA, CM. HHKE.

ns écex noxkazanuii

Bspocnvie (18 nem u cmapwe) u noopocmru (12-17 nem) ¢ maccoii mena 50 k2 u bonee
HavaneHas TepanesTudeckas no3a: no 500 Mr iBa pa3a B CyTKH. M0OXHO Ha4MHATh C 3TOMH
JI03b1 B IIEPBBIH e JeHb jJedeHus. OHaKO Bpad MOXKET IPUHSATh PEICHUE O Ha3HAUeHUH Ooree
HU3KOM HayaJbHOW 103kl — mo 250 Mr aBa pasza B CYTKH, UCXOJS M3 OLEHKH YMEHBIUEHUS
TMPUCTYTIOB 1O CPaBHEHHIO C BO3MOXHBIMU HEXKENATEIbHBIMU peakuusMu. Uepes 2 Hexenu
103y MOXKHO yBenuuuTh 10 500 Mr Ba pa3a B CyTKH.

B 3aBHCHMOCTH OT KIMHHYECKOH peaKkLUH U EPEHOCUMOCTH, €XEIHEBHAS 1032 MOXET OBITh
yBenuyeHa BruioTh 10 1500 Mr qBa pa3a B cyTku. i3MeHeHHe 103bI MOXKHO BBITIOJIHATH [TyTEM
ee yBenuueHus Win yMmeHblueHus Ha 250 mr unu 500 Mr gBa pasa B CYyTKH KaxIble JBe-
YeThIpEe HEENH.

Iloopocmxu (12-17 nem) c maccou mena 50 k2 u menee u Oemu 6 gozpacme om_I mecsaya
Bpau nomkeH Ha3HauuTh Npermapat B Haubonee MOAXOASAIIEH JekapcTBEHHOH (opme u
JO3UPOBKE B COOTBETCTBMH C MAacCOM Tena, BO3PAacTOM M PEKOMEHIYEMBIM DEKMMOM
J03MpOBaHUsA (CM. MoJpaszien O A03MPOBaHUM AJIS JETEH, OCHOBAHHOM Ha Macce Tena).

OtMeHa npenapara

I[Ipy HeO6XOAMMOCTH OTMEHEI JICUEHHS JICBETHPALIETAM CJIEAYET OTMEHATE MOCTENEHHO.

Y B3pOCNBIX M NMOAPOCTKOB € Maccol Tena 6onee 50 kr: ymeHbIuath 103y Ha 500 Mr aBa pasa
B CYTKH Kaxkaple 2-4 Helienu. Y MiafeHLEB cTapiie 6 MecsiueB, AeTei i MOAPOCTKOB C Maccoi
Tena meHee 50 Kr: yMEHbIUEHHE 03Bl HE JO/DKHO MpeBbImaTh 10 MI/KT B I€Hb KaxKIble 2
HeZlenu. Y MIaJIeHIeB Miia/ie 6 MecsiLieB YMEHBLIEHUE J03bl HE JOMKHO MPEBBILIATE 7 MI/KT
B CYTKH Ka)<Aible 2 HEeAemu.

Ocobkle rpynnel NanueHTOB

Jluya noacunozo sospacma (65 nem u cmapuie)
PexomeHnyeTcs KOoppeKLys J03bl 1JIs TOXKHIIBIX MALUEHTOB C HapylleHHeM (GYHKIMH TOYeK
(cM. Hike MyHKT «[TauueHTs! ¢ HapyeHHeM (QYHKLIHH MOYEK).

[layuenmvl ¢ HapyweHuem @yHkyuu nouex
CyrouHas Jo3a JomkHa NOAOUpaTbCs WHIWBUAYATbHO B 3aBUCHMOCTH OT COCTOSHHS
GyHKUMH MOYEK.

Bspocnuie

Jlns B3pOCHBIX MAalMEHTOB HYXHO CBEPATbCS C TPHUBEJEHHON HMXe Tabmuuei u
COOTBETCTBEHHO KOPPEKTHpPOBaTh A03y. YToOBl moONB30BaTeCs 3TON  Tabnuuei
J03UPOBaHHMA, HEOOXOIUMO OLEHHUTh KiIupeHc KpeaTuHWHa (CLcr) mauuenTa B MJI/MUH.
CLcr B MA/MHH 171 B3pOCTBIX M MOJPOCTKOB ¢ Maccoi Tena 50 kr uiam 6osee MOXKHO
OLEHUTh, HCXOAs W3 TMOJYYEHHOTO 3HAYEHMS KpeaTWHWHA CBIBOPOTKH (MI/mi), To
crenyowmen gopmyne: '

[140 — Bo3pacr (neT)] X Macca Tena (kr)
CLcr (Mn/mMuH) = X (0, 85 mns )KeHUIUH)
72 X KpeaTHHUH CBIBOPOTKHU (MI//LT)

3arem paenaercsi nonpaeka CLer ¢ yuetoM miowaau noeepxHoctu tena (TIIT) ciepyommm



obpa3zom:

CLcr (Mn/Mun)

CLer (Ma/mMun/1,73 M%) = x 1,73
IIT nauuenra (m?)

Koppexyus 003b1 013 63pocneix u noopocmkog ¢ maccou mena 50 k2 u 6onee ¢ Hapyweruem
@yHKYUU novex

['pynna no crenenu noyeyHoit | Knupenc Pexum no3uposauus
HEO0CTaTOYHOCTH KpeaTUHHHA
(Mn/mun/1,73 mM?)
Hopma >80 ot 500 mr 1o 1500 mr aBa pasa B cyTkH
Cnabas 50-79 ot 500 mr 1o 1000 Mr gBa pa3sa B cyTKu
VMepeHHas 30-49 ot 250 Mr 1o 750 mr 1Ba pasa B CyTKH
Taxenas <30 ot 250 mr 1o 500 Mr aBa pasa B CyTKH
[TaumMeHTel ¢ TepMHHAIBHOM ot 500 Mr o 1000 Mr oxuH pa3 B cyTku’
cTaguei
MOYEYHOH HEZ0CTaTOYHOCTH,
HaXOJLIMECs Ha Auany3e’

(') B nepBbiit 1eHs NeueHns peKOMeHIyeMas Harpy3o4Has [103a cocTtasiuser 750 mr.
(?) Mocne muammsa PEKOMEHIYETCS NOMOMHUTeNbHas 103a oT 250 mr 1o 500 mr.

[na 0emeii ¢ noueunoii Hedocmamoynocmypio Heobx00uUMa Koppekyus Jo3bl Jlegemupayemama

B 3aBUCHMOCTH OT COCTOSIHUS (YHKIHH MOYEK, TaK KakK KJIMPEHC JIeBETUpALETaMa 3aBHCHT OT
byHKIMHE [OYeK. DTa PEKOMEHJAlHs OCHOBAHA HA HCCIEJIOBAHHH B3POCIBIX IALMEHTOB C
HapylmeHueM QYHKIUH [TOYeK.

3nagenne CLcr B mu/mun/1,73 M? wis mumagmmx IIOAPOCTKOB, JIETEH U MIIAEHIIEB MOXHO
OLCHATb, HCXOJA W3 IIONYYEHHOTO 3HAYEHHs KPeaTHMHHHA CHIBOPOTKH (MI/UT), MO CleTyIomeit
popmyre (bopmyna IllBapua):

Poct (cMm) x ks
CLer (Mn/mun/1, 73 M?) =
KpEeaTHHHH CBIBOPOTKH (mr/mn)

ks = 0,45 nns TOHOMIEHHBIX MJIAJEHIEB B BO3pacTe 10 1 roa;
ks = 0,55 ms mereit B Bo3pacte meHee 13 net;
ks = 0,7 11 mOAPOCTKOB MY’ CKOr0 I0JIa.

Koppexyus 003b1 013 mnadenyes, Oemeii u nodpocmros ¢ maccoti mena menee 50 k2
C HapywieHuem GYHKyuu noyex (demsm 00 6 lem peKomeHOyemcs pacmeop OJis npuema 6HYMpb)

I'pynma o | Kmupenc Pesxxum nosupopanus (1

CTENEHH mn/mun/1,73 M* | Mnanesms: B BO3pacTe MiazeHus! B Bo3pacTe

IIOYEYHOU ot 1 o 6 mecs1eB oT 6 1m0 23 MecsIEeB, IETH U

HEJIOCTaTOYHOCTH INOAPOCTKH C Maccod Tena

menee 50 kr

Hopma >80 ot 7 no 21 mr/kr (ot 0,07 | ot 10 mo 30 mr/kr (o1 0,10 10
no 0,21 mn/kr) aBa paza B | 0,30 mu/Kkr) Ba pasa B CyTKH
CYTKH




Cnabas 50-79 ot 7 go 14 mr/kr (ot 0,07 | ot 10 no 20 mr/kr (ot 0,10 10
no 0,14 mu/kr) nBa pasa B | 0,20 Mi/Kkr) Ba pa3a B CyTKH
CYTKH

YMmepenHas 30-49 or 3,5 mo 10,5 mr/kr (ot | ot 5 mo 15 mr/kr (ot 0,05 1o
0,035 nmo 0,105 mn/xr) nea | 0,15 Mi/kr) 1Ba pa3a B CyTKH
pasa B CyTKH

Tsoxenas <30 ot 3,5 mo 7 mr/kr (ot 0,035 | ot 5 mo 10 mr/xr (ot 0,05 1m0
no 0,07 mur/kr) nBa pasa B | 0,10 mir/kr) Ba pa3a B CyTKH
CYTKH

[TaruenTHI ¢ or 7 no 14 mr/kr (ot 0,07 | ot 10 o 20 mr/kr (o1 0,10 1o

TEPMHHAIBHOH 10 0,014 mi/kr) omua pa3 B | 0,20 Mi/kr) OmMH pa3s B

craaueit cytku @@ cytku & O

[I0YEYHOH

HEJIOCTATOYHOCTH,

IIPOXOISIINE

JTIAITU3

(") TIpu no3uposke meree 250 mr; B CiTy4asiX, Korja fo3a He kpatHa 250 mr, T.e. He JOCTHKHMA C
MIOMOIIBIO ITPHEMA HECKOJIBKUX TabneTok 250 Mr, a Takke IeTsIM, He CIIOCOOHBIM

IIPOTJIOTHTE TabJIETKY, CIENYeT Ha3HAYaTh PaCTBOP JIEBETHpALETaAMa IS [IPHEMA BHYTPb.

(*) B nepBEIit neHb JIeYeHus JIEBETUPALIETAMOM PEKOMEHYETCS Harpy3o4Has qo3a 10,5 Mr/kr
(0,105 mir/kr).

(*) B mepBEIit IeHb JIeUeHHs JIEBETHPALETAMOM PEKOMEHyeTCs Harpy3o04Has 1o3a 15 Mr/kr
(0,15 M /xr).

(*) Iocrne muanusa pekoMeHIyeTcs: OMOMHATENBHAS 1038 OT 3,5 MT 110 7 MI/KT (ot 0,035 mo 0,07
MJI /KT).

(°) Hocre nuanusa peKoMeHIyeTcs JOMONTHATEIBHAS 1032 OT 5 MT 10 10 MI/kr (ot 0,05 10 0,10
MJI/KT).

Hayuenmol ¢ Hapywenuem dyHKYyuyU nevenu

Jns nanpeHTos ¢ HapymenneM GYHKIMH IedeHH cIaGoH M YMEpPEHHOH CTENeHH KOppeKIs
0351 HE HYXKHA.

JI11 IalMEHTOB C TSHKEION MeYeHOYHOM HeJOCTATOTHOCTRIO KIIMPEHC KPEATHHIHA MOYKET He
0TOOpakaTh MOIEIHYIO0 HENAOCTATOIHOCTE. [103TOMY PEKOMEHIYeTCs COKpAILCHHE €KeIHEBHOM
o IepXKUBAIOIIEH 10351 Ha 50% OT peKoMeHIyeMOoii, KOr/ia KIIHpEeHC KpeaTHHHHA

<60 mn/mun/1,73 m2.

ety ¥ moApOoCTKH B Bo3pacTe 110 18 et

Bpa4 nomxen HasHayuTh HauGoNee MPUEMIIEMYIO JIEKAPCTBEHHYIO bopMy ¥ KOHUEHTpauuo B
COOTBETCTBHH C MacCOH Tejla U PEKOMEHYEMBIMHU PEKUMaMH I03UPOBAHHS.

He pexomeHmyeTcss HCIONb30BaHHE TBEPBIX JIEKAPCTBEHHBIX bopm uts nmereit Miamme 6 Jer.
Kpome Toro, tabnerkamu 250 mr, 500 mr u 1000 Mr HEBO3MOXXHO OBECHIEUMTh ANEKBATHOE
NO3HPOBAHHUE JIEBETHpALETaMa y NETE€H C Maccod Tena MeHee 25 KT U y JeTeH, HeCIOoCOOHbIX
TJI0TaTh TAGJIETKH. B 3THX ciTydasx pekoMeHIyeTcs IpHMEHEHHe pacTBOpa JUIs IpHEMa BHYTPb.

Monomepanus
ObdexTUBHOCTE ¥ 6€30MacHOCTh JIeBEeTHpaleTaMa B KaueCTBE MOHOTEPANHH Y aeTedl
MOAPOCTKOB Myamre 16 et He ycTaHOBNeHa. Takue MaHHbIe OTCYTCTBYIOT.

Hononnumenvnas mepanus 0ns mnadenyes 6 eospacme 1-23 mecsyes u demeii (2-5 nem)
Mianenuam u neTsm 10 6 JeT JeBeTUpaleTaM ClielyeT HasHayaTs B popMe pacTBopa JUIs npueMa

BHYTDb.




[lononnumenvras mepanusi 0115 Oemeil 8 go3pacme 6-11 nem u noopocmkog 8 go3pacme 12-17
nem ¢ maccou mena menee 50 ke

JleTsiM B BO3pacTe OT 6 JIET U CTapIle CIeAyeT Ha3Ha4aTh pacTBOP Ul IPHEMA BHYTPb, €CJIM 1032
cocraBiseT Menee 250 Mr, a Takxe, eclid 103a He KpaTHa 250 MT, T.€. He JOCTHXKUMA C TIOMOIIBIO
IprieMa HeCKOJIbKUX TabaeTok 250 Mr, M ecTi MAIKEHT HE MOXKET MPOTJIOTUTh TaOJIETKY.

Crnemyer MCIONIB30BAaTh HAMMEHBINYIO J03Y JIEKapCTBEHHOTO Npemnapara. HavambHas moza s
JeTelt U MOJIPOCTKOB ¢ Maccoi Tena 25 kr cocraisieT 250 Mr Ba pa3a B cyTku. MakcumanpsHas
no3a coctapisieT 750 Mr 1Ba pa3a B CyTKH.

Jlns netedt ¢ maccoi tena 50 kr win 6osee 103MPOBKaA T0/DKHA OBITH TaKas e, Kak ISk B3POCITBIX
JUIs BCeX MoKasaHui (cM. nmoxpasnen «B3pocisie (18 net u crapme) u mogpoctku (12 - 17 ner) ¢
Maccoit Tena S0 xr unu 6oneey).

Crocob nmpuMeHeHus

Tabnerku JIeBUIIUII IPUHUMAIOT BHYTPh, HE3aBHCHMO OT MpHEMA ITHINH, 3alUBast JOCTATOUHEIM
KOJIMYECTBOM XM IAKOCTH. CyTOYHYIO 103y CIEIyeT IPUHUMATH B [IBa [IPHEMA, B JIBYX OJHUHAKOBEIX
JI03ax.

[locne mpreMa BHYTPE BO PTY MOXET OIIYIAThCsl TOPHKUI IPUBKYC JIEBETUpALIETAMA.
PazenurensHas pucka Ha IIOBEPXHOCTH TAOJIETKH HE IpeJHA3HAYEHA JUIS €€ JENeHHUs Ha J03bI.
JlanHas pucka npegHasHAYeHa 171 JeNeHHs TablIeTKU Ha JBE YaCTH C LEJBI0 yA06CTBA IpHeMa
JIEKapCTBEHHOTO CPE/ICTBA B ClIy4ae, KOra He y1aeTCst IPOTJIOTUTE TAaGIETKY [ETUKOM.

Tabnemxu Jlesunun 750 me mozym 6Gvimb HA3HAYEHbL MOALKO 63POCAbIM, MAK KAK 8 COCMAG
060n04KU 3MOUl 003UPOEKU 6X00UM Kpacumenb anenvCunogvlil sceamuiti (E110), xomoperi
3anpewen K ucnoavsosanuio y oemeil (Peuenue Cosema E8pasutickoii 95KOHOMUYECKOU KOMUCCUU
No88 om 03 nosbps 2016 200a).

4.3. [IpoTuBONOKA3aHHA

[ToBErIIEHHAS TYBCTBUTCIIPHOCTD K JIECBETHPALIETAMY HUJIU APYTUM IIPOU3BOIHBIM MHPPOIUIOHA, a
TaKKE€ K IlIO6OMy U3 BCIIOMOT'aTCJIbHBIX BEIIECTB, IIEPEUYUCIICHHBIX B pa3ciie 6.1.

4.4. Oco0ble yKka3aHHs H MepPbI IPEJOCTOPOKHOCTH NPH PHMEHEHHH

Hapymienue ¢yHkImu mogek

Ilpy npuMeHeHuM jeBeTHpaleTaMa y MAl[HeHTOB C HApyIIEeHHEM (GYHKIHH MOYeK MOXET
NOTPe6OBAThCsl KOPPEKIHMs NO35L. [[aluenTaM ¢ THKeTBIM HapyleHneM QYHKUMH [e9eH: mepes
BEIOOPOM JI03UPOBKH PEKOMEHTYETCS BEIIOJHUTE OLEHKY (GyHKIHMH MOYek (cM. pasaen 4.2).

Ocrtpas noueyHas HEIOCTATOYHOCTE

B oweHp penkux ciydasx NpUMEHEHHE II€BeTHpAlleTaMa BEI3BIBAIO OCTPYIO MOYEUHYIO
HEJIOCTaTOYHOCTh, KOTOpas pa3BUBAJIACh Yepe3 HECKOJIBKO JHEHN MM Yepe3 HECKONBKO MeCSIeB
II0CJIe Hadasla IIpueMa Ipernapara.

KonuuecTBO KJIETOK KPOBH

B penxux cimydasx mocTynanu cooOIIEHHS O CHIKEHHH KOJTMYECTBA KJIETOK KPOBH
(HEHTpOTIEHHMS, arpaHyTOIHTO3, IEHKONEHHUS, TPOMOOUUTOIEHHS, U TIAHIIUTOTIEHHS) Ha (oHe
JIEUEHHS JIEBETUpaleTaMOM, OCOOCHHO B Hauasle JiedeHus. [lanuenTaMm ¢ xxanobaMu Ha ciabocTb,
JMXOPaZKy, peUAUBUPYIONIHE UHPEKITMU HITH HapyIIEeHHE CBEPTHIBAEMOCTH KPOBH
PEKOMEHIYETCsl Pa3BEPHYTHIA aHAIIU3 KPOBH.

Cynun



Coobmanoce 0 ciydasx camMOyOHHCTB, NMONMBITOK CaMOYOHHCTB, CyHLHUTAIBHBIX MBICIEH Y
IIalHEHTOB, IPUHUMABIINX POTHBOMMICTITHYECKUE JIEKAPCTBEHHbIE MpenapaTsl (B TOM 4YHCIE
neseTHpaneTaM). MeraaHanu3 paHJOMH3HPOBAaHHBIX IUIAe60-KOHTPOIMPYEMBIX HCCIIEN0BaHM
IPOTHBOSIMJIENTAYECKHUX IIPENapaToB MOKa3an HeOONbIIOe YBEIHYEHHE PUCKA CYHIMIAbHEIX
MBICIIEH U TOBeIeHUs. MeXaHu3M 3TOro pUCKa HEM3BECTEH.

[To sTO¥ MpUYKHE NaMEHTOB HEOOXOAMMO HAOIIONATh Ha PEAMET IPH3HAKOB IEIPECCHH H/HIH
CYHIMIATBHBIX MBICTIEH U MOBENEHUS M MOJOOPaTh COOTBETCTBYIOIIEE JeueHue. [lanuenTtam (1
JIHUAM, YXKHBAIOIIHM 332 HIMH) CJIE/lyeT I0COBETOBATh 00paaThCcs 3a MEIUIHMHCKOH ITOMOIIIBI0
TIPU TOSIBJIEHUH IIPU3HAKOB JICIIPECCUU H/WITH CYMIIHIAIBHEIX MBICIIEH MIIM TIOBEIEHHS.

HeHopMabHOE M arpecCHBHOE ITOBEIEHUE

JleBeTHpaneTamM MOXET BBI3BaTh ICHXOTHIECKHE CUMIITOMEI M M3MEHEHHUS TIOBE/ICHNS, BKIII0YAs
Pa3sfIpaXUTENIBHOCTE W arpeCCUBHOCTE. [lanMeHTsI, momydaromme JieBETHPALETAM, TODKHEI
HaXOOWThCA TNOJ HAOJIONEHWEM Bpadya Ha IPEAMET DPa3BUTHS I[ICHXMYECKHX IPH3HAKOB,
YKa3bIBAIOIMX HAa BAXKHBIC M3MCHEHWs HACTPOEHMS W/YIM JMYHOCTH. [IpH BEHIABICHHH TaKHX
M3MEHCHHH HEOOXONMMO U3MEHUTD JIEYEHHE H IOTYMATh O BO3MOXXHOCTH OTMEHHI TIpenapara. B
Ciydae MPUHSATHS pelIeHHs 00 OTMEHEH Ipernapara cM. pasaen 4.2.

Hapacranue BEIpaXEHHOCTH CYIOPOT

Kak u npyrue npoTHBOSHMMIENITHIECKHE MPENApaTEHL, JICBETHPAIIETaM B PEIKUX CIIydasx MOXKET
YBEMYUBATh 9ACTOTY M TSDKECTh MpHUCTYymnoB. O6 3ToM mapamoxcansHOM 3¢ dekTe dame Bcero
co0BmANoch B TeYEHNE IIEPBOT0 MECALA [IOCIIE Hadana mpremMa JIEBETHpALleTaMa UK YBEIHYEHHS
Z03b1, U OH ObLT 06paTHMEBIM ITOCIIE OTMEHBI IIpelapaTa ilH CHIKEeHHs 103561, [anuenTam clenyeT
HEMEIUIEHHO IIPOKOHCYJIBTHPOBATHCA C JI€YallMM BpadoM B CIydYae YXYIMIEHHS TeYEHHUs
3a00neBaHus.

Yuinaenue untepBana QT Ha 31eKTpoKapAHOrpaMme

B nmocTperucTpanuonHOM neprosie coobIanoch 0 peAKAX CIyqadX yITHHEH S HHTepBaa QT Ha
OKT'. VY nauwenTos ¢ yamuaeHHBM HHTepBasioM QTc, a TakkKe y JIHI, COBMECTHO IIPUHUAMAOIIIHX
TIpenaparel, KOTOPBIC BIMSIOT Ha IMTENBHOCTh HHTepBana QTc, a Takke y MalHeHTOB C
CYIIECTBYIOMHMMH M IIPEIIECTBYIOMUMH 3a00JI€BAHUAMHE CEp/La WK C HAPYIIEHHEM BOIHO -
3JIEKTPONUTHOrO OajaHca JIeBeTHpaNeTaM CIIeLYeT IPUMEHSTh ¢ OCTOPOKHOCTEIO.

ety 1 mopoCTKU B Bo3pacTe a0 18 meT

JleBetnpaneram B ¢opme TabIeTOK HE MOAXOMMT K IPHMEHEHHIO IS [eTeil Myamme 6 Jier.
VMeroruecs naHHble 110 MIPUMEHEHHIO y J€Tel He MpeoaraT BIHSHHES Ha POCT U IIOJIOBOE
cospeBanue. ONHAKO TOITOCPOYHOE BIMSHAE Ha 06Y4aeMOCTh, YMCTBEHHEIE CIIOCO6HOCTH, POCT,
SHIOKPUHHYIO QYHKIMIO, IOJIOBOE CO3PEBAHUE U PEMPOMYKTHBHEIN IOTEHIHAT y OeTel moka He
HU3YYEHBEI.

4.5 B3aumopeiictBue ¢ APYrHMH JICKaPCTBEHHbIMH NpeNapaTaMH H [pyrHe BHIbI
B3aHUMOJeHCTBHSA

HQOTI/IBOSHHJ’IGHTI/I‘ICCKHC JIEKaApCTBEHHEIEC ITpEeIapaTkl

JlaHHbIC JOPErMCTPALMOHHBIX KIMHHYECKMX WMCIIbITAHHIA, TIPOBOMMBIIUXCS Yy B3POCIEIX,
YKa3bIBAIOT HA TO, YTO JIEBETHpALETaM HE BIMSET HA KOHIEHTPALMIO CYyIIECTBYIOLIHX
MPOTHUBOSNUJIENITHYECKHX TPENapaToB B CHIBOPOTKE KpoBH (heHHTOWMH, KapHamaszerus,
BaNlbIIPOEBasi KUCIIOTa, henobapOuTan, TaMOTPHIKHH, rabaneHTHH M NMPUMHIOH) M YTO 3TH
IPOTHBOSIMHUIENTHYECKHE MPEMaparsl HE BIUAIOT Ha HapMaKOKHHETHKY JIEBETHpalleTaMa.



Kax ® y B3pOCHEIX, OTCYTCTBYIOT Kakue-THOO [OKa3aTeNbCTBA KIMHHYECKH 3HAYUMOTO
B3aHMOZIEHCTBHSI JIEKAPCTBEHHOI'O IIpenapaTa y MallMeHTOB JETCKOTO BO3pacTa, MONYYaromuX 10
60 Mr/Kr/CyTKH eBeTHpaleTama.

PerpocrnexriBHas oneHka papMaKOKHHETHIECKOTO B3aUMOJEHCTBHUS y IETEN U TIOAPOCTKOB C
snunencueit (ot 4 10 17 net) noaTBepaMIa, YTO NPHMEHEHHE JIEBETHpALETaMa TIepopaibHO B
Ka9eCTBE JIONOJHUTEIbHOH TEpaNiy, He BIIUSIIO Ha PaBHOBECHBIE KOHIIEHTPAIlMH KapOama3enuHa
W BAIBIPOATa B CHIBOPOTKE KPOBH. OJHAKO JAaHHBIE CBUJIETENBCTBYIOT O TOM, YTO KIMPEHC
nesetupaneraMa Ha 20 % Belme y geTed, NPHHMMAOMMX (GEPMEHT- HHIYIHPYIOMHE
NPOTHBOIMUICIITHYECKHE Npenapatsl. Koppexuus 10361 He TpeGyercs.

IIpo6Generua
BeuicHeno, uro mpoGemermn (500 Mr derteipe pasa B CyTKH) - CpelcTBO, OJIOKHpYIOLIEE

KaHaJbIEBYIO CEKPEIHUIO, 3aMEIJII€T ITOYECYHBIH KIIMPpEHC INEPBHYHOTO MeTaGOJII/ITa, HO HE
JIEBETHpAILlCTaMa. Tem ne MEHEE, KOHLEHTPAILUS 3TOr'0 MeTaboIMTa 0CTAETCS HU3KOH,

MetoTtpekcar
IIpu omHOBpEMEHHOM Ha3HAYEHUH JICBETUpALIETaMa I METOTPEKCATA MOXKET CHIKAThCS KIIUPEHC

METOTpeKcara, 4TO NMPUBOAUT K YBEIMYEHUIO €r0 KOHIEHTPAUUHM B KPOBH O MOTEHIHAILHO
TOKCHYHBIX YPOBHEH. VY MNaUMEeHTOB, NPUHUMAOMNX IaHHYIO KOMOHHAIMIO, HEOGXOIMMO
TIIATENTBHO KOHTPOJIMPOBATh KOHIIEHTPALMIO METOTPEKCATA | JIEBETHPALIETAMA B KPOBH.

OpaJibHBle KOHTPANENTUBb! U POYHe GapMAKOKHHETHIECKHE B3AUMOIEHCTRHS

JleseTupaneram B cyrounoii moze 1000 Mr He OKa3bIBAaeT BIMSHHS Ha dapmakokuHeTHKY
OpAILHBIX MPOTHBO3aYaTOYHBIX CPE/CTB (ITHHUIICTPA/MONA U JIEBOHOPreCTperna); mapaMeTpEl
OHIOKPUHHOM CHCTEMBI ~(JIOTEMHHM3UDYIONIMH TOPMOH M IIPOT€CTEpPOH) HE MEHSUTHCH.
JleBetupaneram B cyTouHo# f03e 2000 MT He OKa3bIBAET BIUAHUS HA papmakoxuHeTHKY
JUTOKCHHA U Bap(hapuHa; 3HAYeHHsT IPOTPOMOMHOBOTO BPEMEHH HE MEHSITHCH.

COBMECTHBIH TpHEM C TUTOKCHHOM, OPATEHEIMHE IPOTHBO3a4aTOTHBIME npenaparamMd u
Bap(apHUHOM He OKa3BIBAET BIMAHMUS HA (papMaKOKMHETHKY JIeBETHpALETAMA.

Crnabutensuele

Hmerorcss oTaensHblE COOOMIEHHS O CHHPKEHUH 3¢ dexTHBHOCTH NeBeTHpaleTamMa IIpH
OIHOBPEMEHHOM MPUMEHEHHH OCMOTHYECKOTO CNAGHTENBHOTO CPEACTBA MAKpOron ¢
JICBETHPALIETAMOM I IpHeMa BHYTpb. [103TOMy Makporon He cieayer MpHHHMATEH BHYTPb B
TEYEHHE OTHOTO Yaca 10 H II0CJIe IPHeMa JIEBETUpAaIeTaMa.

[IuiIa ¥ aJIkoross

[TonHoTa BCcackIBaHHS JeBeTHpaleTaMa HE M3MEHSETCS IO BO3JCHCTBHEM IIHIIY, IIPH 3TOM
CKOPOCTB BCaChIBaHHS HECKOJIBKO CHUKAETCS.

JIaHHEIX 110 B3aMMOIEHCTBHIO JIEBETHPAIIETAMA C AIKOrOJIEM HET.

eTH
JleBunun TabneTkH, MOKPHITHIE IIEHOYHOM 060IOUKOMN, He HA3HAYAIOTCS METSM MIAIIE 6-TH JeT.
JUIs naHHOW TpyNmBl MAaLMEHTOB DPEKOMEHAYETCS HCIOJB30BATh JIeBeTHpaLeTaM B (opme
pacTBopa 1JIsl IpHeMa BHYTPb.

4.6. ®epTHIBLHOCTH, GEPEMEHHOCTD H JAKTAHAS

JKeHIIMHBI IEeTOPOIHOTO BO3pacTa

JKeHmmHaM penpoyKTHBHOIO BO3pacTa HeOGXOAUMO IPOKOHCYIETHPOBATECS CO CIIELHATHCTOM.
Crentyet nmepecMoTpeTs HEOOXOMMMOCTD JIEYEHHs! JIEBETHPALIETAMOM Y JKEHIIHH, TLTAHHPYIOLIHX
GepemenHocTh. Kak u B ciiy4ae ApyTHX IPOTHBOSMHIENTHYECKHX PENApaToB, CIEAYET H3GeraTh
BHE3aITHON OTMEHBI NpenapaTa, Tak Kak 3TO MOXET BBI3BaTh MPHCTYIIEI CYJOPOT OTMEHBI, 4TO
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MOXET TOBJIEYB 33 COO0H CEPBE3HBIC IIOCJIEACTBHUS, KaK IJId MAaTEPH, TaK U UL HE POAHBIIErOCA
pC6CHKa. Bo Bcex clyqasgX CICAYET MNPEAINOYUTATh MOHOTEpPAIIHIO, TaK KakK COBMECTHOEC
NPpUMECHCHHUE pPa3JIMYHBIX IPOTHBOSIMUJIETITHYCCKUX TMIPEIapaTtoB MOXET COIIPOBOXAATHCA
IMOBBIMIEHHBIM PHCKOM pPa3BUTHA BPOXIACHHBIX aHOMaJIMH B CpaBHEHUHU C MOHOTCpaHI/ICﬁ, B
3aBHCHUMOCTH OT IIPUMEHIEMBIX IIPOTUBOIIUIICTITUYCCKUX ITPETIAPATOB.

BepeMeHHOCTh

Br110 nomydyeno 601b010€ KOJMHYECTBO OCTMAPKETUHTOBEIX IAHHBIX 0 OEPEMEHHBIX KEHIIMHAX,
TOJIy4aBIIMX MOHOTepanuio JeserupaneramoM (6onee 1800, u3 xoropex 6onee 1500 cimyuaes
BO3/IEMCTBHS IPOM3ONIUIM B TEYEHHE IIEPBOrO0 TpPUMECTpa OEpeMEHHOCTH). OTH [aHHBIE He
YKa3bpIBAaIOT HA YBEJIMYEHHE PHCKA CEPBE3HBIX BPOXKIECHHBIX MMOPOKOB pa3BUTHS. VIMeroTes mub
OrPaHUYCHHBIE JAHHBIE O HEBPOJIOTMYECKOM Pa3BUTHH [ETeH, MOABEPIIINXCS MOHOTEpANMH
JIEBETHPALIETAMOM  BHYTpHYyTpoOHO.  OnHako  MMeEIOIMecs B HACTOSIIEE  BpeMs
SMUAEMHOJIOTHYecKHe JaHHble (okono 100 meTeif) He ykasplBalOT Ha IMOBBIMICHHE DPHCKA
HapyIIeHHs WK 3aI€P>KKH pa3BUTHUS HEPBHOU CHCTEMEI JIETEH.

JleBeTHpanieraM MOXHO NIPHMEHSTh BO BpeMs OEpPEMEHHOCTH TOJILKO, ECIIH TIOCIIE TIIATEIEHOTO
aHaIH3a €ro NPUMEHEHHE CYMTAETCH KIMHHYECKH HEOOXOMMMBIM. B nmaHHOM ciydae ciemyer
HasHayaTh Haubonee HU3KYIO 3 HEKTUBHYIO TO3Y.

DU3NOIOrHYECKHE HM3MEHEHHS, MPOMCXOMSIINHE INpH OEPEMEHHOCTH, MOTYT MOBIHATH Ha
KOHLEHTPAIIUIO JIEBETHpALlETaMa. BhIIo 0TMEYEHO CHIKEHHE KOHIEHTPAIUY JIEBETUPALIETAMA B
IIasMe KpPOBH BO BpeMs O€peMEHHOCTH. OTO CHIDKEHHE HauOojee BBIPAKEHO B TPEThEM
Tpumectpe (10 60 % OT MCXOXHOM KOHIEHTpauuu a0 GepemeHHocTH). CremyeT o6ecHeduTs
HEOOXOMMOe  KIMHHYECKOe  HaOmoJeHHe  OepeMEHHBIX  JKEHINMH, IPHHUMAIONIMX
JIEBETUPALIETAM.

JlakTanms

JleBeTnpaneram BHIIENACTCS B TPYIHOE MOJIOKO, ITO3TOMY KOPMIIEHHE IPYMBIO MpH JIEUEHHH
npenapaToM JIeBUIHI HE peKOMEHAyeTcs. TeM He MeHee, ecli JIeYeHHe JIEBETUPALIETAMOM BO
BpeMs IPyIHOTO BCKApMIIUBAHHs HEOOXOIUMO, CIIeyeT B3BEIIHBATh.COOTHOMIECHHUE MI0Ih3a/pUCK
JICYCHHUS C YIETOM BKHOCTH IPYIHOTO BCKAPMIIHBAHMUS.

QepTUIBEHOCTE
OKCriepUMeHTAbHEIE TaHHBIE HE BBIABUIIM BIIMSHHS JeBeTHpanerama Ha GeprHibHocts (cm.
pasmen 5.3). KnuHndeckue JaHHBIE OTCYTCTBYIOT, BO3MOXHEIH PHCK JUIS 9eJIOBEKA HEU3BECTEH.

4.7. Binsinue Ha cOOCOOHOCTHL YNpPaBJSATH TPAHCHOPTHBIMH CPEACTBAMH M PaoTaTh ¢
MeXaHH3MaMH

JleeTnpaneramM B MEUHEMATbHON MM CpelHEil CTENEHH BIMSET HA CIOCOGHOCTH YIpPABIECHUA
TPaHCIIOPTHBIMH CPEACTBAMH M paboTy ¢ MexaHW3MaMH. M3-3a BO3MOXHBIX MHIMBHIYaTbHBIX
pa3MMIui BOCIPUUMYHBOCTH HEKOTOPBIE MAIHEHTHI MOTYT HCIIBITBIBATH COHJIMBOCTD HITH JPYTHE
CHMIITOMEI, CBSI3aHHBIE C [EHTPAJIbHON HEPBHOM CHCTEMO#, 0COOEHHO B Hadase JeYeHUs WU
OC/IE YBEIMYEHHS NO03bl. TakuM MalMeHTaM pPEKOMEHTYETCsl COOIIONaTh OCTOPOXKHOCTE IIPH
BEITIOJIHEHHUH 3a/1a4, TPeOYIOIMX ONPEEIEHHBIX HABBIKOB, HAIPUMED, BOXKIEHHS TPAHCIIOPTHOTO
CPEeACTBa WK paboTEl ¢ MeXaHH3MaMH. []alleHTaM peKOMEH/YETCs BO3AEPKATCS OT BOXKICHHS
MM paboThl C MEXaHM3MaMH 10 TeX TIOp, MOKa He Gy[AeT YCTaHOBJIEHO, YTO Hperapar He
OKa3bIBAET BIIMSAHHS HA UX CIIOCOOHOCTE BBIIONIHSTE 3TH ACHCTBHS.

4.8. HexkenatesibHbIE peaKIuM
Pe3roMe npoduis 6e3onacHoctu

Hambonee w=acto coobmaeMpIMH HEXENATEIbHBIMH pEeaKUMAMH OBUTH  pUHODAPHHIHT,
COHJIUBOCTb, TOJIOBHAs 00JIb, YTOMJISIEMOCTH U T'OJIOBOKPYKEHHE.




IIpencrasneHHbId HIDKE TPOGHITE HEXENATENEHEIX PEaKIUii OCHOBAH Ha AHAU3€ COBOKYITHOCTH
71a11€60-KOHTPOIUPYEMEIX KIMHHYECKUX HMCCICIOBAHMM [UIS BCEX M3Y4aBIIMXCS NOKA3AHMIA K
NPUMEHEHHUIO (BCero: 3416 manueHToB, MOTyYaBIINX JTeYEHUE JIEBETHPALIETAMOM).

OTH NaHHbIE NOTOJHEHE! PE3yIbTaTaMH, IOIYYEHHBIMH [P MCIIONb30BAHMY JIEBETHPALIETAMA B
COOTBETCTBYIOUIMX  OTKPHITBIX  MCCIIE[OBAaHUSX  IOCIENYIOIIEr0  HAOMIONEHHS H B
MOCTPETHCTPAIMOHHOM Tiepuone. IIpoduns 6Ge3omacHOCTH JNeBeTHpaneraMa OBUT  OGBIYHO
CXOIIHBIM B Pa3JIMIHBIX BO3PACTHBIX IPyIMax (B3pOC/IEIE U MAUHEHTHl IETCKOTO BO3pacTa) U I
Pa3THYHBIX YTBEPKACHHBIX IOKa3aHUH K IPUMEHEHHIO IIPH SITHIIENICHH.

Hesxenarenbusie peakuuu, uHGOpMamus O KOTOPHIX ObITA TOTYYeHA B XOIE KIMHHYECKHX
MCC/ICIOBAHMH (B3pOCHble, MOMAPOCTKH, [ETH, HAYWHAs CO 2-T0 MeCAla JKH3HH) U B
MOCTPETHCTPAHOHHOM TIEPHOAE MPE/CTABICHBl HHXKE B COOTBETCTBHH C CHCTEMHO-OPTaHHOM
KITacCH(UKaIHeR H YaCTOTOH BCTPeYaeMOCTH. J[JIst OIMHCAHUS JaCTOTHI HEXEaTeTbHbIX peaKIuii
HCTOJIB3YETCs ClIeNyIomas KacCHpuKanus: ouens 9acto (>1/10), gacto (ot > 1/100 no <1/10),
Hewacto (ot > 1/1000 po <1/100), penxo (ot >1/10000 no <1/1000), ouens peako (<1/10000) u
HEM3BECTHO (YACTOTa HE MOXET OBITH ONpe/ieNleHa Ha OCHOBAHMH MMEIOTIUXCS JAHHEIX).

Hnpexyuu u uneasuu: 09eHs 4acTo - puHODAPUHTHT; PEIKO - HHPEKIHS.

Hapywenus co cmopouv kposu u numpamuyeckoii cucmemsl: HeYacTo - TPOMOOLMTOIIEHH S,
JICHKOTICHHUSI; PEIIKO - MAaHIUTONEHHUSI, HEMTPOIIEHH S, arpaHyJIOLHTO3.

Hapywenus co  cmopowel uMMyHHOU —cucmembl: DEIKO - CHHIPOM JIEKapCTBEHHOM
THNCPYYBCTBUTENLHOCTH € J03MHOQMIMEH ©  cHcTeMHBIMH cummromamu  (DRESS),
THIEPYYBCTBUTEIBHOCTE (BKIIIOYAs AHTHOHEBPOTHYECKHUH OTEK M aHADUITAKCHIO).

Hapymesz Memabonuzma u numanus; 9acTo - AHOPEKCHA, HEYACTO - CHUXKEHUE MacChl T€la,
ITOBBIIMICHHE MACCHI T€JIa; PeOKO - TAIIOHATpHUEMHS.

ITcuxuyeckue Hapyw.enus: 49acTo - JENPECCHsS, BPAKAEOHOCTH/arpeccHs, TPEBOKHOCTS,
GeccoHHHLA, HEPBO3HOCTH /Pa3APaXKHTENBHOCTD; HEYACTO - MONBITKY CYHLAA | CyHIHIATbHEIE
MBICJIH, ICHXOTHYECKHE PACCTPONCTBA, HAPYIIEHMs MOBEICHHS, TA/UTFONUHALINH, THEBIUBOCTD,
CIyTaHHOE CO3HAHMUE, ITAHWYIECKAs aTaKa, SMOLUHOHAIbHAS TAOMIEHOCTD, [IEpENaibl HaCTPOCHHS,
BO30YX/EHHE; PENKO - 3aBEPIICHHbBIH CYHIHI, DPACCTPONCTBO JIMYHOCTH, MATONOTHYECKOE
MBIIIEHHE, NETUPUIL; 0YEHb PEKO - 06CECCHBHO-KOMITYJILCHBHOE PACCTPONCTBO* ¥,

Hapywenus co cmoponsl HepsHoti cucmembl: O9€Hb 9acTO - COHTMBOCTB, TOJOBHAS 6onp; gacto
- CYAOpOrd, HapyII€HHE PaBHOBECHUS, FOJIOBOKPYXKEHHE, BSIOCTh, TPEMOP; HEYACTO - aMHE3Hs,
HapylmICHUE NaMSTH, HapyIIeHWe KOOPAWHALMH /aTaKCHs, MapecTe3HH, HApYIIEHHE BHIMAHHS,
PEIKO - XOpeoaTeTo3, NMCKMHE3Ws, TMIEPKUHE3Ws, HapyIIEHHe MOXOIKH, SHIedanonaTws,
YCHIJIEHHE CYI0pOT, 3/I0Ka9€CTBEHHBIN HEHPOTENTHIECKHH CHHAPOM*,

HapymeHuﬂ CO CMOpOHbBL OpP2aHA 3perHus: He4acTo - IBOCHHUE B rjia3ax, HEYETKOE 3pEHHUeE.

Hapywenus co cmopons. opeana cryxa u nabupunma: €acTo - CHCTEMHOE TOIOBOKPYKEHHE
(BepTHTO).

Hapywenus co cmoponwt cepoya: penxo - yiuminenne uarepsana QT Ha SJIEKTPOKapIHOTrpamMme.

Hapywenus co cmoponvl OvixamenvHOU cucmembl, 0p2anos 2pyoHoLl KIemKu U CpedocmeHus:
9acTo - Kallellb.



Kenydouno-kuuweunvie HapyuwieHus: dacto — 6o0ib B 00MacTH XXHUBOTA, AWApes, THUCIIENCHS,
TOIIIHOTA, PBOTA; PEIKO - IIAHKPEATHT.

Hapywienus co cmoponsl neyeHu U 1cenqegel800auux nymeii: HE4acTo - OTKJIOHEHHE MOKa3aTeseH
(GYHKIMHU IEYeHH; PEAKO - Ie4eHOYHasl HE0CTaTOYHOCTh, TEIIaTUT.

Hapywenuss co cmoponbl novexk U MO4e8blBOOAWUX nymetli: PEOKO - OCTpas IodedHas
HEIOCTAaTOYHOCTb.

Hapywenus co cmoponbl K0dCU U NOOKOJCHBIX MKAHeU: YacTO - KOXHas ChIb; HEYACTO -
aJIOTeNusl, 3K3eMa, KOXHBIA 3y[; PeOKO - TOKCHYECKUH SMUACPMATbHBIH HEKPOJIHU3, CHHAPOM
CruBenca-J[>)xoHCOHA, MyTbTH()OPMHAS IpUTEMA.

Hapywenuss co cmoponbl MbluleYHOU, CKeNemHol U COeOUHUMeNbHOU MKAHU: HEeYacTo -
MBINIEYHAs  cnaboCTh, MHAITHSA; pPEOKO - pabJOMHONM3 H  TOBBIIEHHE  YPOBHS
KpeaTHH()OCHOKHHA3EI B KPOBH*.

Obwyue napywenus u peakyuu 6 mecme 66e0eHUsL: 9aCTO - ACTEHHUs/ YTOMIIIEMOCT.
Tpasmul, unmokcukayuu u OC10HCHEHUS NPoYedyp: HEYacTO - TPaBMa.

*BceTpedaeTcst 3HaYUTENBHO Yalle Y AMOHIEB B CPABHEHHH C HE ATIOHIAMH.

** B  moOCT-MapkeTHHTOBOM IIEpHOLE OYEHb pEOKHE ClIydad pa3BHTHS OOCECCHBHO-
KomiysibcuBHOTO pacctpoiictBa (OKP) 61t otMeuens! y manuerToB ¢ OKP nu60o neuxuyecKkuMu
pacCcTpONCTBaMH B aHAMHE3E.

JlaHHBIE Tak)Ke CBH/ETEIBCTBYIOT O BO3MOXHOM MpPEAPAcloIOKeHHOCTH HaceneHus SnoHuy K-
3JI0Ka4€CTBEHHOMY HelponentudeckoMmy curapomy (3HC).

OnucaHue OT/ENBHBIX HEXENATEeIbHBIX PeakIni

PrcK aHOpeKCHH BBILIE IPH COBMECTHOM Ha3HAYEHWH TOIMPAMATA ¥ JIEBETHpALIETaMa.

B HeCKONBKHX CydasX pa3BHTHS QIONElUH HaOMONANOCh YIIydIIEHHE II0CIE OTMEHEI
JIeBeTHpaleTama.

B HEKOTOPRIX ciydasx NaHIUTONCHUH HaOIIOAATIOCh MOiaBIeHHe QYHKIMH KOCTHOIO MO3Ta.

Cny4an sHnedanonatuu OOBIYHO HAGMIONATHCH B HAdale JeYeHHs (0T, HECKONBKHX IHEH 10
HECKOJIbKHUX MECSLIEB) H MPOXOIHIIH IIOCIIE OTMEHEI JICYEHHS.

eTd
Beero 190 nmamuenToB B Bo3pacte 0T 1 Mecsia 0 4 JIeT MoJIydany JI€YeHHE JT€BETHPALETAMOM B
1a1e60-KOHTPOIMPYEMBIX HCCIECIOBAHUSIX M B OTKPHITBHIX HMCCIIENOBAHUSAX II0CIIELYIOMIETO
nabmonenus. Illectbaecar (60) 3THX MAIMEHTOB NPUHMMAIM JIEBETHpAIETaM B IUTane6o-
KOHTPOJINPYEMBIX HUCCIIeN0BaHUAX. Beero 645 manueHToB B Bo3pacte 4-16 JieT rmoyyany jedeHne
JIEBETHPAIIETAMOM B IJ1alle00-KOHTPOJIMPYEMBIX HCCIIENOBAHUSIX H B OTKPBITBHIX HCCIIENOBAHMAX
nocieayromero Habmoaenus. M3 Hux 233 manueHTa MpHHUMAH JIEBETHpaIleTaM B IUIane6o-
KOHTPOJIMPYEMBIX HCCIIENOBAHUAX. B 00enXx METCKUX BO3PACTHBIX I'PYIIax 3TH AaHHBIE OLUIH
JIOTIOJIHEHBI OIIBITOM MOCTPErUCTPALMOHHOTO TPUMEHEHHUS JIEBETHpAlleTaMa.

Kpome Toro, B mocrperucTpaliluOHHOM Iepuoze OBLIO MPOBEACHO KIMHHYECKOE UCCIIEIOBAHHE
6e30MmacHOCTH mpernapara, B KoTopoM ydacTBoBai 101 manueHT ¢ snuiencuei B Bospacre 10 12
MecsitieB. B 3To# Bo3pacTHO# rpyrine He ObUIO BBISBIEHO HOBBIX ()aKTOPOB pUCKA C TOYKH 3PEHHUS
6€30MacHOCTH.
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[Tpodune HeXeNaTEeNbHBIX peakIUi JeBETHpaleTaMa, B LEJIOM, SBJSETCS CXOXHBIM JUIA
Pa3IUYHBIX BO3PACTHBIX TIpPYNN M IS PA3JIW4HBIX 3apEerHMCTPUPOBAHHBIX IIOKa3aHMH K
NPUMEHEHUIO TIPH JIHJIETICUH. Pe3ynbTaThl B OTHOMIEHHH 6€30aCHOCTH y MAI[HEHTOB JETCKOTO
BO3pacTa B IIaneb0-KOHTPOTHPYEMBIX KIMHHYECKHX HUCCIEIOBAHUSIX COOTBETCTBYIOT NMPOQUITIO
0€30IMaCHOCTH JIEBETHPAIIETAMa y B3POCJIBIX, 3a UCKITIOUEHUEM IICUXUYECKUX U MOBENEHUYECKHX
HEXXEJIaTeIbHBIX PEeakIMid, KOTOpble OOJie€ YacTO OTMEYAIUCh Y MAETEH [0 CpPaBHEHHIO C
B3POCIBIMH. Y AETEH U MOJPOCTKOB B Bo3pacte 4-16 jiet pBoTa (oueHsb yacTto, 11,2

%), Bo3OyxaeHue (dacto, 3,4 %), konebanus HacTpoeHus (4acto, 2,1 %), nabuneHocTs addekra
(gacto, 1,7 %), arpeccus (9acro, 8,2 %), HapymeHus noBeneHus (4acto, 5,6 %) U BAIOCTH (JacTo,
3,9 %) oTMeuanuch yame IO CPaBHEHHIO C JPYTMMH BO3PACTHBIMH TPYyNIAMH HIH C OOUIMM
npoduiem 6ezonacHocTH. Y JieTelt B BozpacTe OT 1 Mecsua 10 4 JIeT pas3apakKuTeIbHOCTh (0O9€Hb
qacTo, 11,7 %) u napymenus xoopauHanuu (4acto, 3,3 %) OTMeYaInch Yamie Mo CPaBHEHHIO C
JAPYTMMH BO3PacTHBIMH PYNIIAMU WIH ¢ 00LM MpoduiieM 6€30MacHOCTH.

B nBoitHOM crieroM mnane6o-KOHTPOIMPYEMOM HCCIIeI0BaHHU 6e30MacHOCTH y feTeil (Hynesas
THIIOTE3a: PaBEHCTBO CPaBHMBAEMBIX IIPENapaTOB) OLICHHBAM JEHCTBHE JIEBETHpAlEeTaMa Ha
KOTHUTHBHBIE H TICHXOHEBPOJIOTMYECKHEe (QYHKUMH y Jereil 4-16 71eT ¢ mapuuaabHBIMH
IpUCTyIaMu. beul crenan BBIBOM, 4TO JIEBETHpAIETAaM HE OTIMYANICS OT IUtaneGo (He ycTyman
€MY) B OTHOIIECHHWH H3MEHEHHS I10 TOKa3aTelsIM BHUMaHHS U aMaTH 1o mkaie Jleitep-P (Leiter-
R) u, m0 cocTaBHOH OIEHKE, CKPHHHMHTA HaMSTH y MAlMEHTOB, NPOMIEAIINX HCCIEN0OBAHHE B
COOTBETCTBHH C IIPOTOKOJIOM. Pe3y IbTaThl aHaIM3a IIOBEICHYECKOTO H SMOIMOHALHOTO CTaTyca
Ha OCHOBaHHMHU CTaHJAPTH3MPOBAHHOIO M CHCTEMATHYECKOTO HM3MEPEHHS C HCIIOIB30BAHHUEM
NPOIIEIICTO BATUJAMIO MHCTPYMEHTa (OIPOCHUK HAONIONEHHS 3a IOBeleHHeM pebeHka
AxeH0axa) ykasplBald HAa YCHJIEHHME arpecCHBHOTO IOBEIEHHS y MAIUEHTOB, MONyYaBIIHX
neserupaneraM. ONHAKO yJaCTHHKH, IPMHHMABIINE JIEBETHPAIETAM B UTHTEIHHOM OTKPBITOM
HCCII€IOBAHUH C TOCIEIYIOIMM HAOIONEHHEM, HE OTMEYAIH YXYIIICHUS B CPEIHEM YPOBHE
MIOBEIEHYECKOT0 M OMOLMOHATBHOrO (YHKUHOHMPOBAaHMSA. B 4YacTHOCTH, IOKa3aTenH
arpecCUBHOTO MOBECHHU OBIIH HE XYK€ HCXOTHBIX YPOBHEM.

Coo01IeHHe 0 OI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIMIX

BaxxHO coobwmwars © MONO3PEBAEMBIX HEXENATETbHBIX peakIHsX I[IOCHe pPEeruCTPalyy
JIEKapCTBEHHOTO IIpernapara ¢ IeIb0 00€CIEYeHUsT HETIPEPHIBHOTO MOHUTOPUHTA COOTHOIEHUS
«TO7Ib3a — PHCK)» JIEKApCTBEHHOTO Ipenapara. MenMIMHCKHM palOTHHKaM peKOMEHIyeTcs
coobmare 0 JOOBIX IOM03PEBAEMBIX HEXKENATENBHBIX PEaKIUsX JIEKapCTBEHHOTO IIpernapata
Yepe3 HAIMOHAIBHBIE CHCTEMBI COOOIIEHHs O HEXENAaTeNbHBIX PEaKUUsX TOCYAapCTB-UIeHOB
EBpazuiickoro 3K0HOMHYECKOr0 CO03a.

Pecnybnuka benapych

Anpec: 220037, r. Munck, nep. ToBapumeckuii, 2a

VII «lleHTp 3KCHEepTH3 U UCTIBITAHHUI B 3[paBOOXPAHEHHH

Tenedon: +375 (17) 242-00-29

®axkc: +375 (17) 242-00-29

OnekTpoHHas noyra: repl@rceth.by

Caiit: httpsr://www.rceth.by

4.9. Ilepeno3npoBka

CuUMIOTOMEI
COHJNMBOCTB,  TPEBOXKHOCTH, arpecCHBHOCTH,  YTHETEHHWE  CO3HAHHWS,  JbIXaTellbHas
HEJIOCTAaTOYHOCTh, KOMa.

Jledenue
ITocne ocTpolf mnepeno3uPOBKH: HCKYCCTBEHHBIH BEI30OB PBOTHI M TIPOMEBIBAHHE JKEIYIKA.
Crnenuduueckoro aHTHOOTa MUl JieBeTHpaueramMa HeT. [IpH HeOOXOOMMOCTH IPOBOJHTCS
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CHUMIITOMATHYECKOE JIEYCHHE B YCIOBHSX CTAllMOHapa C MCIOJB30BaHHEM TEMOJHAIN3a
(>bdexTHBHOCTh MWanu3a Il JeBeTHpaneraMa cocraBiser 60 %, mId €ro nepBHYHOrO
Mmetabonura - 74 %).

5. @apmakoJiorH4ecKne CBOHCTBA
5.1. ®apmakoaHHAMHA4YeCKHe CBOHCTBA

Dapmakomepanesmuieckas epynna:
[TpoTHBOSMHIENTHYECKHE ITPENAPATEL, IPOYUE IPOTHBOIMIIIETITHYECKAE [TPETIapaThl.
Koo ATX: NO3AX14.

JleficTByIOIIEE BEMECTBO JIEBETHPALIETAM SIBIIIETCS IPOM3BOTHBIM THPPOJTHIOHA
(S-5HaHTHOMED-3TUNI-2-0KCO-  |-MUPPONMMIMH  aleTaMuza), XHMHYECKH HEpPOICTBEHHBIH
CYLIECTBYIOIUM ITPOTHBOIMHUIIEITHIECKUM JICHCTBYIOIIAM BELIECTBAM.

MexaHu3M IeidcTBUS

MexanusM neHCTBHsA JeBeTHpaleTaMa IOKa IOJHOCTBIO HE BBIACHEH. OKCIIEPUMEHTHI,
IPOBOAUBIIKECS [N Vitro W in vivo, O3BOJIIOT MPEATIONIOKHUTE, YTO JIEBETHPAIIETAM HE MEHSET
OCHOBHBIC KJICTOYHBIE XapaKTEPUCTHKH ¥ HOPMAIbHYIO HEHPOTPAaHCMHUCCHIO.

Wccnenosanus in vifro IOKa3bIBAIOT, 9TO JIEBETHPALETAM BO3IEHCTBYET Ha
BHYTPHHEHPOHAIBHYIO KOHIEHTpalHio HoHoB Ca?* IIyTEM YaCTHYHOTO MHIMOUPOBAHHS IOTOKA
oo Ca* uepes kaHamel N-tuma Ca’™ n COKpAIlleHUsI BBICBOOOXKICHUS KAaJIbIUA W3
BHYTPHHEHPOHAIBHEIX Jeno. Kpome Toro, yieBeTHpaneTaM 9acTHYHO BOCCTAHABIMBAET TOKH
gepe3 'AMK u rimuuH- 3aBUCHMBIE KaHAIE], CHIDKEHHBIE IHHKOM U GeTa-kapbominamu. Boree
TOTrO, HCCIICIOBAHUS in Vifro TOKa3aliM, YTO JIEBETHPALETaM CBS3BIBAETCS C KOHKPETHBHIM
Y4aCTKOM B TKaHH MO3Ta IPEI3YHOB. DTOT y4acTOK CBA3BIBAHUSA - OEJIOK CHHANTHYECKHX BE3HKY.I
2A, KOTOpBIH, KaK CYMTAETCS, yIaCTBYET B CIIMIHHU BE3UKYIT M 9K30IIUTO3€ HEHPOTPAHCMUTTEPOB.
JleBeTHpaneTaM U pOACTBEHHBIE €My IIpEMapaThl II0KA3BIBAIOT PAHIOBEIA MOPAIOK CXOJCTBA B
OTHOIICHUH CBS3bIBAHHS C OEIKOM CHHANTUYECKHX BE3UKYNT 2A, KOTOpPOE KOpPpPETHpyeT ¢
aKTUBHOCTBIO MX MPOTHBOCYJIOPOXKHOM 3aIMTHI B MBIIIMHONW MOIETH ayJHOTCHHOM SIHIIEIICHH.
OTH [aHHBIE MO3BOJIIOT IPEIINONOKHTh, YTO B3AUMOJEHCTBHE MEXIYy JEBETHPALETAMOM H
6enxom CHHANTHYECKUX BE3UKYIT 2A, BHJIMO, CIIOCOOCTBYET IIPOSIBIICHUIO
IPOTHBOSIHJICIITHIECKOr0 MEXaHU3Ma JEHCTBHUS 3TOTO JIEKAPCTBEHHOT'O Mperapara.

5.1. ®apmakoguHAMHYECKHE CBOHCTBA

JleBeTpaneTam nposBILeT MPOTHBOCYAOPOKHOE JEHCTBHE B MHPOKOM PsiIe XKMBOTHEIX MOZIENei
MapUMalbHBIX M IEPBHYHO-TEHEPATHU30BAHHBIX IIPUCTYNOB, HE OKa3bIBas IPO-CYIOPOKHOTO
s¢dexra. [lepBudHbI MeTaGOMHT HeaKTHBEH. Y YelIOBEKa aKTHBHOCTH KaK IPH MapIHaIbHBIX,
TaK W TOPH  TECHEPATH30BAHHBIX  ONHIENTHYECKMX  MpUCTymax  (SmuientedopMHbIE
TPOSIBIIEHUS/(DOTO-TapOKCH3MATIbHAS peaKIus) MOATBEpUIIA I POKUH CIIEKTp
¢apmakonoruueckoro mpoduis JeBeTUpaneTama.

Kinangeckas 3¢ dhexkTuBHOCTS B 6€30MaCHOCTD

[lononnumenvras mepanus npu ne4enun napYUAnLHLIX RPUCMYNOE C 6MOPULHOT 2eHepanu3ayuet
unu bes nee y 63pocnuix, NOOpOCMKO8, demeil u Maadenye6 6 6o3pacme om 1 Mecsya ¢ snunencuetl.

Y B3pocieiX 3¢ GeKTUBHOCTE JIeBeTHpaleTama OblTa IPOAEMOHCTPUPOBAHA B 3 TBOHHEIX CJIETBIX
1aneb0-KOHTPOIMPYEMBIX UcciefoBaHusX B mo3ax 1000 mr, 2000 mr umnu 3000 Mr B neHs,
TIPHHHMACMBIX pa3sAeICHHBIMU Ha 2 PaBHBIX AO3BI, TP IPOJOIDKUTEIIEHOCTH JICIEHUS [0

18 nenens. B ananu3e 06 beAMHEHHBIX JAHHBIX [0JISl MAIMEHTOB, JOCTUTITINX COKPALIECHHUS
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9aCcTOTHl NapHUaIbHBIX NpUCTYNOB Ha 50 % wmim 6osee B HENEMIO OT UCXOJHOTO YPOBHS IIPH
noctostHHOH no3e (12/14 wmenens), cocraBmsana 27, 7 %, 31, 6 % u 41 3 % nna rpymm,
npuaMMasmux 1000,

2000 u 3000 Mr neBeTHparieTaMa COOTBETCTBEHHO, ¥ 12,6 % /11 MALUEHTOB, IIPUHUMABHIHX
iauebo.

JleTH ¥ IOAPOCTKH

Y nereii (B BozpacTe oT 4 10 16 net) adbekTUBHOCTE JIeBeTHpaleTaMa Oblila YCTaHOBJIEHA B
JBOMHOM CJIENIOM I1aneb0-KOHTPOIMPYEMOM HCCIIEIOBAaHUH, BKITFOUaBmeM 198 manueHTos,

NpH MPOAOIDKUTEILHOCTH JieueHus 14 Henenb. B 3ToM HccnenoBaHMM MalMEeHTHl MOTydany
neBeTHpaneTam B GuKCHpoBaHHOH no3e 60 Mr/Kr/neHs (pasjeneHHoM Ha 1Ba IpHEMa).

44,6 % mnanMeHTOB, NPUHUMABIUKX JieBeTHpaneTaM, M 19,6 % manHeHTos, [ PUHUMAaBIIIHX
11aneb0, JOCTHITIH COKpPAIIEHHUs YaCTOTHI TAPIHAIBHBIX IIPUCTYIOB Ha S0 % i Goee B Heemo
OT UcXoAHOro ypoBHs. [Ipu HenpepsiBHOM monrocpounoM nedenud 11,4 % nanueHToB He HMENTH
IPUCTYTIOB, 110 KpaifHel Mepe, 6 MecseB, a 7,2 % NMalkeHTOB He HMeIH [PHUCTYIIOB, MO KpaiHei
Mepe 1 rog.

Hst meteit (B Bo3pacte ot 1 Mecsiua 110 4 1et) 3¢ deKTHBHOCTS NeBeTHpaneTama Gblia
YCTaHOBJIEHA B IBOMHOM CIIENOM ILTane00-KOHTPOJIHPYEMOM HCCIEIOBAaHUH, BKIIOYaBmeM 116
ITAIHEHTOB, C MPOJODKUTENIEHOCTRIO JIEYEHUS 5 AHEU. B 3TOM McciaeqoBaHUM NanueHTaM Gblla
BBINKHCAHA €XEIHEBHAA 1032 OpaJlbHOro pacTBopa 20 Mr/kr, 25 mr/kr, 40 mr/kr v 50 Mr/kr,
HCXONs W3 rpaduKka THTPOBaHMS COOTBETCTBEHHO HMX BO3pAacTy. B JaHHOM HCCleqOBAHHUH
HCTIOJIb30BAITHCE 10361 20 MI/KI/IeHb ¢ THTpOBaHuEM 10 40 MI/KTr/oeHb [y MITafeHIeB OT OJHOTO
IO MIECTH MECSIEB ¥ 25 MI/KI/IeHb C THTPOBaHHEM 10 50 MI/KI/IeHb U MIaIeHIEB U 1eTel OT
6 Mecsues 10 4 ner. O6mas AHEBHAS 1032 IPHMHAMANACH PA3JeNeHHON Ha 1Ba npuema.

[lepuanEIM KpuTepreM 3G(EKTUBHOCTH OBIIO YHCIO OTBETHBIIMX HA JIEYEHHUE (mporeHTHas
A0JIA TAMEHTOB, TOCTUITIHX COKPAIICHHsI CPEHEH 9aCTOTHI MAapUHATBHBIX TPUCTYIIOB B 1eHB 50
% OT HCXOZHOTO YPOBHS), KOTOPOE OIEHHBATIOCH METOIOM CJIENOTO NeHTPATH30BAHHOTO cbopa
MaHHBIX MCTIONB30BaHHEM 48-yacoBoro BHAE0-O3I'. Amamus sddexTuBHOCTH BKowan 109
IAIAEHTOB, HUMEBIIMX, IO KpahHed Mepe, 24 gaca 3ammcu Bumeo -ODI 3a HCXOMHBI H
OLICHUBAEMBIH ITEPHO/IEI.

43,6 % manMeHTOB, NPHHUMABIIUX JIeBeTUpameTaM, # 19,6 % MAl[MEHTOB, MPHHHUMAaBIIIHX
nanebo, CYATAIMCH OTBETHBIIUMH HA JIeYeHHE. OTH pe3yJbTaThl ObLIH IOCIENOBATEIBHbI B
npenenax Bo3pacTHOM rpymmbl. IIpu ponrocpownoit Tepanuu 8,6 % NAlHEHTOB HE HMMENH
IIPHUCTYTIOB, MO KpaifHeH Mepe, 6 Mecsues U 7,8 % NalMeHTOB He MMM IPUCTYIIOB, 110 KpaitHeil
Mepe, Ha IPOTsHKeHUH | roja.

B mane60-KoHTPOIHPOBaHHEIX HCCIIENOBAHUAX y4aCTBOBANO 35 MIAIEHIEB B BO3pacte 10 |
rojia ¢ napuHasbHBIMA IIPUCTYTIAMH, U3 HUX TOJIBKO 13 y4acTHHKOB GBIIM MiTazmIe 6 MecsIeB.

Monomepanus npu newenuu napyuanereix npucmynoe c 6mopuyHoii 2eHepanusayuen unu 6e3 Hee
Y nayuenmos 6 6o3pacme om 16 nem npu enepevle OUAZHOCMUPOBAHHOT SNUTENCUL.

O deKTHBHOCTE JIeBeTHpaNeTaMa B Ka4eCTBE MOHOTEPAHH GBUIA YCTAHOBIIEHA B IBOMHOM
CICNIOM, C TIApaJUIeJIbHBIMM TPYNIIAMH HCCJIEIOBAHHH JIOKa3aTENbCTBA HE MeHbIIei
5b(EeKTHBHOCTH B CpaBHEHWH JIeBeTHpaleTaMa ¢ KapOaMa3emHHOM TabieTkamd ¢
KOHTpOIHpyeMbIM BbicBoOOXKneHHeM (CR) ¢ ysactuem 576 manuenToB B Bo3pacte oT 16 neT, mpu
BIIEPBBIC MJIM HEITAaBHO NUArHOCTUPOBAHHOM SIHIECNICHH. [TalieHTEI OKHEI OBUTH UMETH TOTBKO
HECITPOBOIIMPOBAHHBIE NaplUUalbHbIE NPUCTYNH WIH T€HEPATH30BAHHEIE TOHUKO-KIOHHYECKUE
npucTynsl. [TanuedTs! 6BUIM paHAOMU3UMPOBAHBI JUIS TpHeMa KapOaMasemuHa TablIeToK ¢
KoHTposHpyeMbiM BeicBoSokAeHHEM (CR) 400-1200 mr/nens unu nesetupanetram 1000-3000
MTI/71eHb, TIPOIOJDKUTENIBHOCTh JIeI€H s JoCTHTrasa 10 121 Helenu, B 3aBUCMMOCTH OT PEAKIHH.
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