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OBUIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
[Tuppouet 250 mr, 500 mr, 1000 Mr TabneTKH, NOKPBITHIE IIEHOYHON 000JI0YKOH.
Mex1yHapoHOe HenmaTeHTOBaHHOe Ha3BaHue: JleseTupaneram / Levetiracetam.

2. KAYUECTBEHHBIN ¥ KOJIMYECTBEHHBIA COCTAB

Opna TabeTka, MOKphITas MJIEHOYHOH 000JI0UKOM, COIEPIKUT:

oeticmeyioujee seuyecmao. neerupaneram — 250 mr uiau 500 mr, uim 1000 mr.
Bcnomozamenvnule 6eujecmaa, Hanudue KOMopvix He0OX00UMO Y4umvléamsy.:

JlexapctBennsii npenapat [IMPPOLIET 500 Mr conepXuT KpacHTEIH TapTpa3uH allOMUHUEBBIH
nak (E102) u cancet xentoiit FCF amomunuensiit nak (E110) (CM. paz,ue.u 4 4)
[ToIHBIN CIIMCOK BCIIOMOTATEIbHBIX BEIECTB CM. B paszene 6.1. ‘

T D e

3. JEKAPCTBEHHASI ®OPMA i Z hecpBmgy Benapnc |
TabseTKH, MOKPHITHIE TUIEHOYHONH 000JI0YKOMH. L AB [ 202[’ = // ‘;&&
Hoszupoexa 250 me: oBanbHOH (DOPMBEI JIBOAKOBBINYKIIbIE TaOJETKH, MOKPBITHIE ILUIEHOYHOMH
000JI0YKOI CHHErO I[BETA, C pa3Ae/IUTEIbHON PUCKOM Ha OAHON cTopoHe. Pucka nmpenHa3HavyeHa
JIMIIG JIJISL pa3jlaMbIBaHUs C 1I€JIbI0 00JIErYeHus IPOryIaThIBaHMsl, a He JUll pa3zeleHus TabJIeTKu
Ha pPaBHBIE JO3BI.

Hoszupoexa 500 me: oBanbHOH (POpPMBI JBOSKOBBIINYKIbIE TaOJETKH, MOKPBITHIE IUIEHOYHOH
000JIOUKOM JKEJNTOro I[B€Ta, C pa3/ie/IMTE]IbHOM pHUCKOM Ha OOHOM cropoHe. Pucka
npeaHa3HaYeHa JIMIIb JJIsl pa3JaMblBaHMs C LENbI0 OOJErdeHMs NporjaTbiBaHus, a HE JUlsd
paszzeneHus TaOJIETKA Ha PaBHBIE JI03bI.

Hozupoexa 1000 me: oBanbHOH (GOpPMBI JBOSKOBBINYKJIbIE TaOJETKH, MOKPBITHIE IJIEHOYHOMH
060J104KOi1 6€eJIoro IBeTa, C pa3aeIuTeIbHOW PUCKON Ha O/IHOM cTopoHe. Pucka npenHa3zHaveHa
JIMIIG JIJIsL Pa3jiaMbIBaHUs C 1IEJIbI0 00JIer4YeHus porylaThIBaHusl, a He JUIsl pa3/ieieHus TaOJIeTKH
Ha paBHBIE JO3BI.

4. KINHUYECKHUE TAHHBIE

4.1 IOKA3AHUSA K IPUMEHEHUIO

B kauecmee monomepanuu npu ne4eHuu.

- mapIMaJbHBIX TPHUCTYIOB C BTOPUYHOM reHepainM3alued mium 0e3 TakoBOM y B3pOCIBIX H
IOAPOCTKOB cTapuie 16 JieT ¢ BIiepBble JMarHOCTUPOBAHHOM DIMIIETICHEH.

B kauecmee donoanumenvHou mepanuu npu 1e4eHuu.

- MapIHaIbHBIX TPUCTYIIOB ¢ BTOPUYHOMN reHepain3anuei mim 6e3 TakoBoi y B3pOC/IbIX U JeTei
crapiue 6 JieT, CTpaJaroluX dMHIeNcue (Ul MaJeHIeB B Bo3pacTte oT 1 Mecsna u aeteit 10 6
JIET ¢ SMMJIETICHEH CIIeyeT Ha3HayaTh pacTBOP Uil IpUeMa BHYTpb);

- MHOKJIOHHYECKUX MPHUCTYTIOB Y B3POCIBIX H MOAPOCTKOB ¢ 12 JIeT, cTpajaromuX IOBEHHIbHON
MUOKJIOHHYECKOM DITHJICTICUEH;

- MIEPBUYHO-TEHEPATM30BAHHBIX CYJOPOXKHBIX (TOHMKO-KJIOHHYECKHUX) IPUCTYIIOB Y B3POCTIBIX H
IOAPOCTKOB ¢ 12 5ieT, cTpalaloluX HAXONATHYECKOM reHepaiu30BaHHOM SIHIIETICHEH.

4.2 PEXKUM J1IO3UPOBAHUSA U CI1IOCOB IPUMEHEHMU S

PexxuM J103upoBaHus

THayuenmuol ¢ napyuanbHLIMu CyOOPOICHLIMU NPUCIIYRAMU

PexoMenjyemas J103a JUIsi MOHOTEpalMM M JOMOJHHMTEJIBHOW TEpanmuu i MalHEeHTOB B
BO3pacTe OT 16 JIeT u cTapiie OJHHAKOBA, CM. HIKE.

Jlns Bcex moka3zaHum

B3spocnwie (18 nem u cmapuie) u noopocmru (12-17 nem) ¢ maccou mena 50 ke unu 6onee
HauanpHasi TeparneBTH4eckas no3a paBHa 500 Mr aBa pasza B JieHb. MOXXHO Ha4MHATh C TOH
JI03B1 B IIEPBBIi XK€ AeHb JedeHus. OIHaKo Bpad MOXKET IPUHSTH pellieHHe O Ha3HaYeHuu Ooliee
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HU3KOM HavalmbHOM 10351 - 250 Mr aBa pa3a B IeHb, HCXO/IsSl U3 OLICHKH YMEHbBIIEHHUsI IIPUCTYIIOB,
10 CPAaBHEHHIO C BO3MOXXHBIMH HEKEJATEIbHBIMU peakuusMu. Yepe3 2 Heaenu 103y MOXKHO
yBenuuuth 10 500 Mr aBa pas3a B J€Hb.

B 3aBUCHMOCTH OT KIMHHYECKOH peakiMi U MEePeHOCHMMOCTH, €XKEIHEBHAs 1032 MOXET ObITh
yBenuueHa BIioTh 70 1500 mr 1Ba pa3za B aeHb. VI3MeHEeHHE 0361 MOYKHO BBINIOJIHATE ITyTEM €€
yBenuueHus: uiau ymenbiieHuss Ha 250 mr wim 500 Mr gBa paza B JIeHb KaXK/Ible JBE-4EThIpE
HEJEIH.

IHoopocmxu (12-17 nem) ¢ maccou mena mernee 50 ke u demu 8 sozpacme om 1 mecsiya

Bpau gomkeH HasHauuTh Inpenapar B Hauboliee TOIXOIMINEH JIeKapCTBEHHOH (Gopme u
JIO3UPOBKE, B COOTBETCTBMM C MAaccoil Tejla, BO3PaCTOM U PEKOMEHIYEMBIM PEXHMOM
JO3MPOBaHUs (CM. ITOAPA3/EI O JO3UPOBAHUH IS IETE, OCHOBAHHOM Ha Macce Telia).

Otmena npenapara

Ilpy HEOOXOAMMOCTH OTMEHBI JIEUYCHHS JIEBETHPAIETaM CJIEAYET OTMEHATh MOCTENEHHO
(Y B3pOCIIBIX M MOAPOCTKOB € Maccoit Tena Gonee 50 Kr: ymeHbInath 103y no 500 Mr jBa pasa B
AeHb KaX/Ible 2-4 HEJIeN; Y MIIaJICHIIEB cTapiie 6 MecsLeB, AeTeil U MOJPOCTKOB ¢ MAccoil Tena
meHee 50 Kr: yMeHbIIEHHUE 1035l He IOJDKHO TpeBbmaTh 10 MI/Kr B IeHb KaX/Ible 2 HEJIeIH.

Y Muaziennes miazime 6 MecsLeB yMEHbILICHHE 03l He JO/DKHO MPEBBINATE 7 MI/KT B JICHb
KaX/ble 2 HEeJIeIIH.

Ocobble TPyl ManueHToB

Hooicunvie nayuenmor (65 nem u cmapue)

Pexomentyetcst KoppeKims 10351 1Sl MOXKHIIBIX IALMEHTOB ¢ HapyIIeHueM (yHKIIHH HOYeK (CM.
HIKe MyHKT «IlanuenTs! ¢ HapymeHneM GyHKIHH OYEK» ).

Ilayuenmor ¢ napywenusmu Qynkyuu novex

Exennesnas no3a JomkHA NOAOHPAaThCS MHAMBMAYATLHO B 3aBHCHMOCTH OT COCTOSHHS
GyHkIuM novex.

B3pocnvie

JUIst B3pOCIBIX TAIMEHTOB HYXKHO CBEPATHCS ¢ TIPUBEIEHHOMN HIDKE TaOJMIEH B COOTBETCTBEHHO
KOPPEKTUpOBaTh [03y. YUTOOBI moOb30BaThCs 3TOM Tabiuuel J03upoBaHHs, HEOOXOIMMO
OueHuTh KaupeHc kpearuHuHa (CLer) mamuenta B mu/MuH. CLer B MJI/MHUH ISt B3pOCIIBIX H
MOAPOCTKOB ¢ Maccoi Tena 50 Kr wiam Goiee MOXKHO OLCHHTB, HCXOJs M3 MOIyYEHHOTO
3HAa4Y€HHUS KPEaTHHUHA CHIBOPOTKH (MI/I1), 110 cleytomieit hopmye:

[140 — BozpacT (net)] - Macca Tena (kr)
-0, 5
72+ KpeaTHHMH CLIBOPOTKH (Mr /) (@ns xenuus - 0,85)

CLer (mn/vun) =

3arem nmenaercs nonpaska CLcr ¢ yd4eTom MIIOMIAAM TOBEPXHOCTH Teja (IIIT) cnemyrommm
obpazom:

CLer (Mn/vun)

CLer (ma/mun/1,73M2) = 1,73

INT nausenTa (r12) .

KOppCKHI/Iﬂ A03bI 11 B3POCJIBIX MTALIMEHTOB C HAPYLIEHUEM q)YHKL[HI/I ITOYCK:

I'pynma no crenenu noveunoit | Kimpenc kpeatnnuna Jl03a ¥ NepuoANYHOCTD IpueMa
HEJ0CTaTOYHOCTH (Mi/mun/1,73 m?)

Hopma >80 ot 500 mr o 1500 mr nBa pasa B neHb
Crnabas 50-79 ot 500 Mr o 1000 mr 1Ba pasa B aeHb
YMepeHHast 30-49 ot 250 mr 1o 750 mr 1Ba pasa B jeHb
Tsokenas <30 ot 250 mr 10 500 mr 1Ba pasa B JIeHb
[TaumeHTsI ¢ KOHEYHOM cTanueit ot 500 mr g0 1000 mr oaun pa3 B geHsn @
NOYE€YHON HEJOCTATOUYHOCTH,
npoxozasmue quanu3 (1
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()' B nepBblit AeHb J€YEHHs JIEBETHPALETAMOM PEKOMEH/yeMasi Harpy304Has J103a COCTaBJIsieT

750 mr.
@ TTocne auanusa peKOMEHYeTCs JOMOIHUTEbHAsE 103a 0T 250 Mr 10 500 Mmr.

Jlemu u noopocmxu

Jlis neteil ¢ MOYEYHOM HEIOCTATOYHOCTHIO HEOOXOAMMAa KOPPEKIMs J103bl JIEBETHpAlLleTaMa B
3aBHCHMOCTH OT COCTOSIHHS (DYHKIIMM IOYE€K, TaK KaK KIMPEHC JIEBETHUpalleTaMa 3aBMCHUT OT
GYHKIMHM TIOYeK. DTa PEKOMEHJALMs OCHOBAaHA Ha MCCJIECJIOBAHMM B3POCIBIX MAIMEHTOB C
HapymeHueM QyHKIHUU TOYeK.

3uayenne CLcr B mi/mun/1,73 M? mis Mutajmux MOJPOCTKOB, JAETeH W MIIAJIEHLEB MOXKHO
OLIEHUTD, UCXOMS M3 IMOJIyYEHHOTO 3HAYCHHWS] KpeaTHHHHA CBHIBOPOTKH (MI/IT), MO Cleayromei
dbopmyne (popmyina [lIBapua /Schwartz/):

ocT {cM) - ks
Cler (MJ‘I/MHH/L73M2) = P fen)

KpeaTHHHH CBIBOPOTKH (MC/4/1)

ks = 0,45 U1 JOHOIIEHHBIX MJIAZICHIIEB B BO3pacTe /10 1 roja;
ks = 0,55 nnsa nereii B Bo3pacte Menee 13 ner;
ks = 0,7 115t mOIPOCTKOB MY)KCKOTO IM0JIa.

Koppekuust mo3bl a1 MiaJeHIEB, JeTeil W MOAPOCTKOB € Maccoi Tena Menee 50 kr c
HapyleHHeM (QyHKIMHU oYeK (IeTsIM JI0 6 JIeT peKOMEH/IyeTCsl pacTBOP JUls IIPUEMA BHYTPb):

['pynma no Knupenc, Jlo3a u yacrora'!
CTEIIEHU wir/mun/1,73 m? MoazneHusl MnaneH1psl
IMOYEYHOMN ot 1 10 6 mecsLeB oT 6 10 23 MecsIeB,
HEI0CTAaTOYHOCT JIETH U MOJIPOCTKH
n ¢ maccoit Tena menee S0 kr

Hopma >80 ot 7 no 21 mr/kr (ot 0,07 no  |ot 10 g0 30 mr/kr (ot 0,10 10
0,21 miu/kr) nBa pasa B iens  |0,30 Mi/Kr) j1Ba pasa B JI€Hb

Cnabas 50-79 ot 7 no 14 mr/kr (ot 0,07 o |ot 10 mo 20 mr/kr (ot 0,10 10
0,14 ma/kr) nBa pa3a B 1ens 0,20 Mi/kr) iBa pasa B JieHb

YmepenHas 30-49 or 3,5 no 10,5 mr/kr (ot 0,035 |oT 5 mo 15 mr/kr (ot 0,05 10
10 0,105 mn/kr) nBa pa3za B 0,15 mur/kr) 1Ba pa3za B JIcHb
JICHb

Tsokenas <30 ot 3,5 go 7 mr/xr (ot 0,035 mo |ot 5 mo 10 mr/kr (ot 0,05 10
0,07 mi/kr) 1Ba pa3a B genb  |0,10 Mi/kr) /1Ba pasa B J1€Hb

[TarenTs! ¢ or 7 no 14 mr/kr (ot 0,07 no  |ot 10 g0 20 mr/kr (o1 0,10 10

KOHEYHOM 0,014 mu/kr) opus pa3s B genb  |0,20 MIV/KT) OIMH pa3 B J€Hb

craaueit (2) 4 (3) (5

IOYEYHOH

HEI0CTaTOYHOCT

H, IPOXOJISIIIHE

AN’

() TIpu nosupoBke mMenee 250 mr; B Cilyvasix, Korja /103a He kpatHa 250 Mr, T.e. He JOCTHXKHMA C
MOMOMIBIO MPHEMa HECKOJIBKUX TabseToK 250 Mr, a Takke AeTSM, He CIOCOOHBIM IPOrJIOTHTh
TaIIETKy, ClIeyeT Ha3HAYaTh PACTBOP JIEBETHpPALIETaMa JUIs IPHEMa BHYTPb.

@) B nepsbiii feHb edeHus JICBETHpAIIETAMOM PEKOMEHJyeTcsl Harpy3ouHas jgo3a 10,5 mr/kr
(0,105 mur/kr).

©) B nepsblit Jenb NTeueHHs JNEBETHPALETAMOM pEKOMeH/IyeTCsl Harpy3o4Hasi jo03a 15 Mr/kr
(0,15 mu/kr).

@ Tlocne auanusa pekoMeHIyeTCst JOMOIHATENbHAS 1033 OT 3,5 M 10 7 MI/KT (ot 0,035 o 0,07
MJI/KT).
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B oueHp pemKux Ciydasx [pUMEHEHHEe JIEBETHpaleTaMa BBI3BIBAIO OCTPYIO MOYECYHYIO
HEJIOCTATOYHOCTh, KOTOpasi pa3BHBAIACh Yepe3 HECKOJBKO JHEH WM Yepe3 HECKOJBKO MECSLEB
TOCJIe Havasia IpuemMa npernapara.

Knemounwiii cocmae kposu

B pemkux ciydasx TOCTYNaqd COOOIIEHHS O TOHWKEHHH KICTOYHOro COCTaBa KpPOBH
(HEHTpONIeHHs], arpaHyJIOLMTO3, JICHKONEeH!s, TPOMOOLMTONEHHs, M TAaHUMTONEHUs) Ha (oHe
JIedeHus JIeBEeTHpaLeTaMoM, 0co0eHHO B Havale JiedeHus. [lanmentam ¢ jxanobamu Ha ciabocTb,
JIMXOPAJIKY, PELMANBUPYIONINE MHPEKINY MM HapyLIEHUs! CBEPTHIBAEMOCTH KPOBH PEKOMEH/TY €TCs
TIOJTHBIN aHAJIU3 KJIETOYHOTO COCTaBa KPOBH

Cyuyuo

Coobmanoch 0 ciy4asx camMOyOMMCTB, IONBITOK CaMOYyOHHCTB, CyMLHJAIbHBIX MBICIEH Y
MAlMEHTOB, NMPUHAMABIIMX [POTHBOSMIIEITHYECCKUE JICKAPCTBEHHBIE IIpernaparbl (B TOM YHCIIE
neBeTupaneram). MeTaaHaIM3 PaHIOMHM3UPOBAHHBIX IU1Ae00-KOHTPOIMPYEMBIX — MCIBITAHHM
IIPOTHUBODITHJIENITHYECKUX CPEACTB MOKa3ajl HEOONBbIIOE YBEIMYEHUE PUCKA CYHIMIAILHBIX MBICTICH
¥ noBezieHHst. MexaHu3M 3TOro pHcKa HEU3BECTEH.

[To 5TOif NpUYMHE MAMEHTOB HEOOXOMMMO HAOIIONAaTh Ha MPEIMET MPH3HAKOB JCHPECCHU W/HIIHA
CYMIMIAIBHBIX MBICIICH W TIOBEAEHHs M MOA0OpaTh COOTBeTCTBYIomiee neyeHue. [lanmentam (u
JIHMLAM, YX2KHBAIOIIUM 32 HUMHU) CJIEIyeT MOCOBETOBATh 0OpAaIaThes 3a MEJAUIIMHCKON ITOMOIIBIO
TPH MOSIBJICHHH TIPU3HAKOB JEMIPECCUH W/UJIH CYMIUIAIbHBIX MBICIICH WM TTOBEACHMS.
Henopmanvrnoe acpeccusnoe noseoenue

JleBeTHpanieraM MOXET BBI3BaTh ICHXOTHYECKHE CHMITOMBI M W3MEHEHMs IOBE/ICHMs, BKIIKOYAs
Pa3paXUTEIBHOCTh M arpecCUBHOCTh. [lanMeHThl, MoNyYaromue JeBeTupaleraM, JIOJDKHBI
HAXOJUTHCS T0J HAOMIOJICHMEM Bpaya HA TMPEAMET pa3BUTHS [ICUXUYECKUX IPH3HAKOB,
yKa3bIBAIOIe HA BAXHBIC W3MEHEHHWs HACTPOCHMS W/WIM JIMYHOCTH. [IpH BBIBICHMM Takux
M3MEHEHUH HEOOXOAMMO M3MEHMTH JICYeHHE M TOAYyMaTh O BO3MOXKHOCTH OTMEHBI Iperapata. B
clly4ae MpHHATHS pelieHus 00 OTMEHEH Irpernapara cM. paszen 4.2.

Hapacmanue gvipasicennocmu cyoopoe

Kak u gpyrue nmpoTMBOSIMJIENITHYECKUE Iperaparhbl, JIEBETHpALETaM B PEAKHX CIIydasX MOXKET
YBEJIMYMBATh YacTOTY M TSDKECTh mpuctymnoB. O0 3ToM mapajokcaibHOM 3(dexre yaiie Bcero
coo0IaIoch B TEYEHHE TMIEPBOTO MeCsIa Mocje MpuemMa JIeBeTHpaleTaMa Wid yBEJIHYCHHs! 0361, U
OH ObuUl OOpaTHMBIM TIOCJIe OTMEHBI Ipenapara WM CHIDKeHHs 103bl. [lanpenTtam cremyet
HEMEJUIEHHO IPOKOHCYJIBTUPOBATECS C JICYallMM BpauoM B CjIydae YXYIUICHHS TEYCHHS
3aboseBaHusl.

Yonunenue unmepeana QT na snexmpoxapouoepamme

B noctperucTpanoHHOM nepuojie coodImanock 0 peiKux ciaydasx yuimHeHus uHrepBaia QT Ha
OKI'. ¥V naumeHtoB ¢ yuiMHeHHbIM HWHTepBajoM QTc, y I, COBMECTHO NPUHUMAIOLIHX
npenapaTbl, KOTOpbl€ BIHMSIOT Ha JUIMTENbHOCTh HHTepBaia QTc, a Takke y malMEeHTOB ¢
CYIIECTBYIOIMMH M IPEIIIECTBYIONMMH 3a00JI€BaHUAMH CEpIlla WIA C HapyUIEHHEM BOJHO-
3JIEKTPOJIMTHOTrO OaJlaHca JIeBEeTHpaLieTaM Clle/IyeT IPUMEHSTh ¢ OCTOPOXKHOCTBIO.

Hemu u noopocmxu 6 éo3pacme oo 18 nem

JleBetupaneram B ¢popme TabIETOK HE TTOIXOIUT K IPUMEHEHHIO JUIS IeTel Mitajuie 6 JieT.
MMeromuecs: AaHHbIe 110 MPUMEHEHMIO y JETell He NPEIosiararoT BIMSHHS Ha POCT U IMOJIOBOE
cospeBanre. OJHAKO JOJITOCPOYHOE BIMSIHHE HAa 00y4aeMOCTb, YMCTBEHHBIE CIIOCOOHOCTH, POCT,

SHJIOKPUHHYIO (DYHKIIHIO, TOJIOBOE CO3PEBAaHHE M PENpPOAYKTHUBHBIM MMOTEHIUAI y JIETeH MOKa HE
U3y4eHBI.

Baoicnas ungpopmayus o 6cnomozamenviuix eujecmeax

Jlexapcrennsiii npenmapar [IMPPOLIET 500 mMr comeput Kpacurtend TapTpasuH allOMHUHHEBBIN
mak (E102) wu cancer »xenteiii FCF amomunuensni jak (E110), koTopble MOryT BBI3BIBATh
aJUIepruyecKue Peaxinm.

4.5 B3BAUMOJEHCTBUE C APYI'MMH JIEKAPCTBEHHBIMH IIPEIIAPATAMI/I |
JIPYTUE BUJIbI BBAUMO/IEVCTBUS -
IIpomusosnunenmuyeckue n1ekapcmeeHHvle npenapamol
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JlaHHbIE JOPETHCTPALMOHHBIX KIMHUYECKUX HUCIBITAHUM, TPOBOJAMBIIUXCS Y B3POCIHbIX,
yKa3plBalOT Ha TO, 4YTO JIEBETHpAIETaM HE BIHUSET HAa KOHIEHTPALMIO CYLIECTBYIOMIHUX
MPOTUBOSIUIIEITUYECKUX JICKAPCTBEHHBIX IpPENapaToB B CBIBOPOTKE KpOBH ((pEeHHUTOHH,
kapOaMasernuH, BaJbIIpoeBas KUCIoTa, (heHobapOuTai, 1aMOTPUruH, rabaleHTUH ¥ IPUMHJIOH)
M YTO OSTH MNPOTHBOIIMJICNITHYECKHE JIEKAPCTBEHHBIE IpernapaTbl HE BIMSAIOT Ha
(apMaKOKHHETHKY JIEeBETHpALlETaAMA.

Kak u y B3poCibIX, OTCYTCTBYIOT Kakue-TMOO J0Ka3aTesIbCTBA KIMHUYECKH 3HAUYUMBIX
B3aMMO/ICUCTBHUH JIEKAPCTBEHHOTO MpernapaTa y MalueHToB JAeTCKOTr0 BO3pacTa, MOJyyaromuXx J10
60 Mr/kr/cyTKu JeBeTHpaleTama.

PerpocnexTuBHas oueHka (papMaKOKMHETHYECKOTO B3aUMOICUCTBHS Yy JI€TEH M MOJPOCTKOB C
snuiencueit (or 4 no 17 ner) noareepauia, YTO NPUMEHEHHE JIEBETHpalleTaMa MepopalibHO B
KQ4yeCTBE  JOINOJHMTEIBHOW Tepanuu, HE BIMAJIO Ha PABHOBECHbIE KOHIICHTpAIMU
KapOaMa3enuHa U BajJblIpoaTa B CHIBOPOTKE KpoBH. OJHAKO JIaHHBIE CBUETENILCTBYIOT O TOM,
4r0 KiupeHc Jesetupanerama Ha 20 % Bbime y Jereif, npuHUMaOMMX (pepMeHT-
HH/Iy {UPYIOIIKE TPOTUBOSIMIIENITUYECKHE IpenapaThl. Koppekius 10361 He TpeOyeTcs.
IIpobenuyuo

Boisicneno, uro mnpoGewennn (500 mr derbipe pa3a B JIEHB), CPEACTBO, OJOKHpYIOIIEE
KaHAJIBIEBYIO CEKPELMIO, 3aMesieT MOYEYHBIH KIMPEHC MEPBUYHOr0 MeTabojaMTa, HO HE
JeBeTupaleTaMa. TeM He MeHee, KOHLIEHTPALUS 3TOro MeTaboJIuTa OCTAETCs HU3KOM.
Memompexcam

[Ipx 071HOBpeMEHHOM Ha3HAYEHHH JICBETUPALIETAMA U METOTPEKCATA MOKET CHHIKATHCS KIIMPEHC
METOTpeKcaTa, 4TO HPUBOAUT K YBEJIMUYCHHIO €r0 KOHIEHTPALMH B KPOBH J0 IMOTEHIMAILHO
TOKCHYHBIX YPOBHEH. Y MalMEHTOB, NPHHUMAIOIIKAX JIaHHYI0 KOMOMHALMIO, HEOOXOAUMO
TIIATEIbHO KOHTPOJMPOBATh KOHIEHTPALMK METOTPEKcaTa U JIeBETHpaleTaMma B KPOBH.
Opanvhvie konmpayenmuenvie npenapamvl u NPoyUe PaApMaKoKuHeMmu4ecKue 63aumoeiicmeus
JleBetupaueram B cytounoit no3e 1000 Mr He oOkasbiBaeT BiMsHMS Ha (hAPMAKOKMHETHKY
OpaJIbHBIX IMPOTHBO3aYaTOYHBIX CPEACTB (3THHHIACTPAAHOIA U JICBOHOPreCTpelia); napamerphl
SH/IIOKPHHHOM CHCTEMBI (JIIOTEMHU3UPYIOUIMH TOPMOH M IPOreCTEpPOH) HE MEHSUINCE.
Jleetnpaueram B cytounoit no3e 2000 Mr He OKasbiBaeT BIMSAHHS (DPAPMAKOKHHETHKY
AWTOKCHHA U Bap(apyHa; 3HAYEHHUs IPOTPOMOHHOBOIO BPEMEHH HE MEHSIIUCH.

CoBMeCTHBI NpuUEM C JMTOKCHHOM, OpIbHBIMH [POTHBO3aYaTOYHBLIMH CPEJICTBAMH H
Bap(apuH He OKa3BIBAIOT BIMSHHS HA (PapMaKOKMHETHKY JIeBETHpAIlETAMA.

Cnabumenvhuie

Vmerotest  otaenbHble  cooOmeHHs O CHIKeHHMH OS(QEKTHBHOCTH JeBeTHpaleTaMa IpH
OMHOBPEMEHHOM  NPHUMEHEHHH OCMOTHYECKOTO CJIa0MTEIBHOTO CpEACTBA MAaKpoOroja ¢
JICBETHPALETAMOM UL IpHeMa BHYTpb. [losTOMy Makporon He ciemyer npuHEMAarh BHYTph B
TEYEHHE OJIHOTO Yaca JI0 M 10cIIe pHeMa JieBeTHpaleTama.

Huwa u arkozons

IlonHoTa BCackiBaHus JieBeTHpaleTaMa HE M3MEHSETCS 1OJ BO3AEHCTBMEM MHIIM, NPH 5TOM
CKOPOCTh BCACBIBAHUS HECKOJIBKO CHHIKAETCSI.

JIaHHBIX 1O B3aHMOEHCTBHUIO JIEBETUPALIETAMA C AJIKOTOJIEM HET.

[lemu

Tabnerku, nokpeITEe MIEHOYHON 06004KO#H [THPPOLET He HA3HAYAIOTCS JETSM MIIAJIIE 6-TH
net. Jlns 1aHHO# Ipynibl MAalHEHTOB PEKOMEHLYETCS MCIIONIb30BATH JICBETHPANETaM B (opme
pacTBopa Juls IpHeMa BHYTpb.

4.6 PEPTUJIBHOCTb, BEPEMEHHOCTD U JIAKTALIUS

Kenwguner 0emopoonozo eozpacma

JKenmuHaM  penpoayKTHBHOTO — BO3pacrta  HEOOXOAMMO  IPOKOHCYJILTHPOBATBCS €O
cnienanictom. CreyeT nepecMoTpeTh HEOOXOANMOCTD JIEYEHHUS JIEBETHPALIETAMOM Y JKEHIIHH,
IUTaHUPYIOIKUX OepeMeHHOCTh. Kak M B ciyyae Apyrux MpOTHBOSHMIIENITHYECKUX IIPENapaTos,
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cienyer u3beratb BHE3amHOW OTMEHBI Iperapara, TaK Kak 5TO MOXXET BBI3BATh MPHCTYIIBI
CYZIOpOT OTMEHBI, YTO MOXKET MOBJIeYb 3a cOO0# cepbe3HbIE MOCIIEACTBUS, KaK /Il MAaTEPH, TaK U
JUIsl He pojauBiierocsi pebenka. Bo Bcex cliiyyasix cjeayeT NPeArnoYHTaTh MOHOTEpPAIHIO, Tak
COBMECTHOE€ NpPHMEHEHHE  pPa3JIMYHbIX I[POTHBOSIMMJICHTHUYECKUX  IMPENapaToB  MOMKET
COINPOBOX/IATHCS MOBBIMIEHHBIM PHUCKOM Pa3BUTHUS BPOXKIEHHBIX AHOMAJIMNA B CPAaBHEHHM C
MOHOTEpaIuei, B 3aBUCUMOCTH OT IPUMEHSEMBIX TPOTHBOSMMICITHUECKUX MTPEIapaToB.
bepemennocmo

breu1o cobpano 60sbIIOE KOTMYECTBO NOCTMAPKETHHIOBBIX JAHHBIX O OepeMEeHHBIX JKEHIUHAX,
N0JIy4aBIIMX MOHOTepanuio JieBetupaneramom (6osiee 1800, u3 kotopeix 6osee 1500 ciydaes
BO3JCHCTBUs NPOM3OLUIM B TEUEHHE MEPBOr0 TpuUMecTpa OEepeMEHHOCTH). DTH JaHHBIE He
YKa3bIBalOT Ha YBEJIMYECHHE PUCKA CEPbE3HBIX BPOXKIACHHBIX MMOPOKOB pa3BUTHs. MIMeroTcs IUIb
OrpaHHYEHHBIE JIaHHBIE O HEBPOJIOTHYECKOM pa3BUTHH JETEH, MOABEPIIIUXCS MOHOTEPAIHU
JIEBETUPALIETAMOM  BHYTpHYyTpoOHO. OpHaKo  HMMeIOUIMecs Ha  HACTosAlIee  Bpems
smuieMHoNIornueckue aanHbie (okono 100 pmereif) He yKa3blBalOT Ha MOBBILNIEHHE pHCKA
HapyIIEeHUs WK 3a[IepXKKH Pa3BUTUSI HEPBHOM CHCTEMBI J€TEH.

JleBeTupaneTaMm MOXKHO IPHMEHSTH BO BpeMsi 6EPEMEHHOCTH TOJILKO, €CJIM 110CTIe TIATEIBHOIO
aHaJM3a ero MPUMEHEHUE CYMTAETCS KIMHHYECKM HeoOXoauMbIM. B naHHOM citydae cieayer
Ha3Ha4yaTh HauboJjee HU3KYI0 AP PEeKTUBHYIO J103Y.

Du3HONOTUYECKHE HM3MEHEHHs, IPOUCXO/AIINE * TpU OGEpeMEHHOCTH, MOTYT IOBJIHATH Ha
KOHIICHTPAIMIO JICBeTHUpAIleTaMa. bbulo 0TMeUeHO CHU)KEHHE KOHLEHTpPAIMHU JIeBETHpalleTaMa B
IJIa3Me KPOBH BO BpeMs OepeMEHHOCTH. DTO CHH)KEHHE Hambosiee BBIPOKEHO B TPETHEM
TpuMecTpe (10 60 % oT mcxoaHOW KOoHUEeHTpauuu 10 GepemenHoctH). Ciemyer obecneyuTh
HeOOX0MMOE  KIMHMYECKOe  HaOmofeHHe  OepeMEHHBIX  JKEHIIMH,  NPHMHMMAIONINX
JIEBETHpALETaM.

Jlakmayus

JleBeTnpaneram BbiieIA€TCS B TPYIHOE MOJIOKO, MO3TOMY KOPMJIEHHME TPYbIO IPH JIeYEHHH
JeKapcTBeHHBIM TpenapatoM Iluppouer He pexkomenmyercs. TeM He MeHee, eciH JIe4EHUE
JIEBETUPALETAMOM BO BpEMs TIPyJHOrO BCKapMIIMBAHUS HEOOXOIMMO, CIIEAYET B3BELIMBATH
COOTHOILEHHE 110JIb3a/PHCK JICYEHHUSI C YIETOM BOXHOCTH IPYHOrO BCKApMJIMBAHHS.
DepmunvrHocmy

ODKClepUMEHTaNbHbIE JIaHHBIE HE BBIIBHIIM BIMSHHUS JIeBETHpAleTaMa Ha (PepTHIILHOCTH (CM.
pasuen 5.3). Knunuyeckue JaHHBIE OTCYTCTBYIOT, BO3MOXKHBIN PUCK JUIS YEIOBEKA HEM3BECTEH.

47 BJHUAHHUE HA CIHOCOBHOCTb VYIPABJATH TPAHCHOPTHBIMHU
CPEJACTBAMM U PABOTATH C MEXAHU3MAMMU

JleBeTupaueraM B MHHHUMANBHOM HIIM CPEAHE CTENEHH BJIMSET HA CHOCOOHOCTH yIPABICHHS
TPaHCIIOPTHBIMM CPEJCTBAMH M pabOTy ¢ MeXaHM3MaMHM. V3-3a BO3MOXHBIX WHIWBH/IYaIbHBIX
pa3Iu4uil BOCIPHUMYMBOCTH HEKOTOPBHIC IAl[MEHTHI MOTYT HCIBITBIBATE COHJIMBOCTH WIIH
ApyTUe CUMIITOMBI, CBA3aHHBIE C LEHTPAIbHOW HEPBHOU CHCTEMOM, 0COOEHHO B HauaJle JIeYEeHUS
WM TI0CI€ YBEJIMYeHHs J103bl. [looTOMy TakuM mnammeHTaM peKoMeHjyercs coOIoaaTh
OCTOPOXXHOCTh IPH BBINOJIHEHHH 3aja4, TPeOyIOUMX ONpEIENICHHBIX HABBIKOB, HalpuMep,
BOXK/ICHUS TPAHCIIOPTHOTO CPE/CTBA Wl pabOThI ¢ MeXaHu3MaMu. [lanmenTam pekoMeHmyeTcs
BO3JEPXKATBCA OT BOXICHMS WM pabOThl € MEXaHH3MaMM [0 TeX I[Op, MOoKa He Oyjer
YCTAaHOBJICHO, 4TO MpenapaT He OKa3bIBACT BIMSHHMS HA MX CIOCOOGHOCTH BBINOJHSTH ITH
JIeHCTBUSI.

4.8 HEXKEJIATEJIBHBIE PEAKIIUA

Pesiome npogdhuna 6ezonacnocmu

HauGomnee wuacTo cooOmaeMbIMH HEOIArONPUATHBIME pEAKMUIMU ObLIM  PUHODAPHHTHT,
COHJIMBOCTB, I'OJIOBHAs 060JIb, yTOMJIIEMOCTD M FOJIOBOKPY)KEHHE.

[IpencraBnennbiit Hwke npoduis HEOIArONPHATHBIX SBJICHHM OCHOBAaH Ha aHaJM3€
COBOKYITHOCTH II1ale00-KOHTPOIIMPYEMbIX KIIMHUYECKHX UCCIIEOBAHUM JIISl BCEX M3Y4YaBIIUXCS
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NoKa3zaHuii Kk npuMeHeHuto (Bcero: 3416 nanueHToB, nonyanmmf’ n%qgrnQe §eBe1‘24;§]aLé1ﬁM0M).
OTH JaHHBIE JOMOJHEHbI JaHHBIMH, MOJyYE€HHBIMH IPU HCIOJIb30BAHUHU JIEBETHUpALlETaMa B
COOTBETCTBYIOI[UX  OTKPBITBIX  HMCCIEIOBAaHMAX  IOCJIEAYyIOero  HaOMIoJAeHHs M B
nocTperucTpaionioM mepuozge. Ilpopuns Oe3omacHOCTH JeBeTHpanerama OblT  OOBIYHO
CXOJHBIM B Pa3IMYHBIX BO3PACTHBIX I'PYIax (B3pOcible U NAlMEHTHI AETCKOTO BO3pacTa) U JUIs
Pa3IMYHBIX YTBEPXKIACHHBIX MOKa3aHUH K TPUMEHEHMIO MTPH SMHJICTICHH.
Chucok nesicenamenbHulx peakyuil
HexenatenpHble peakiuu, cooOL[aBIIMECs B KIMHUYECKHX MCCIIEAOBAaHUIX (B3pocCIble,
MNOAPOCTKH, JETH, HAYMHAs CO 2-T0 MecCsla JXMU3HU) U B IOCTPErHMCTPALMOHHOM IE€pPHOE
IpPEJCTAaBJIIEHBl B COOTBETCTBMM € CHCTEMHO-OpPraHHOW KiaccH(pUKal|eil M 4acTOTOM
BcTpeyaeMocTH. Kareropuu yacToThl OmpeAessitoTcest Mo CleAylomel KiacCu(pUKauu: O4eHb
gacto (>1/10); wacto (>1/100, Ho <1/10); Hewacto (>1/1 000, Ho <1/100); peaxo (>1/10 000, Ho
<1/1 000); ouens peaxo (<1/10 000).
Hugpexyuu u uneéazuu: oueHb 4acTo - pUHODAPHUHTUT; PEIKO - HHPEKIIHS.
Hapywenus co cmoponvl kpou u numgpamuyeckoil cucmemvl: He4aCTO - TPOMOOIMTONEHHS,
JIEHKONEHUS; PE/IKO - NAaHIUTONECHUS, HEHTPONEeHH s, arpaHyJIOIUTO3.
Hapywenus co cmoponvl uMMYHHOU cucmemsvl. PEIKO - CHHIPOM JIEKAPCTBEHHOM
TUIIEPYYBCTBUTEILHOCTH €  J03MHOGMIMEed u  cucreMHbiMH cumnrtoMamu  (DRESS),
THIIEPYYBCTBUTEIBHOCTD (BKJIIOYAsi aHTHOHEBPOTHYECKUI OTEK M aHA(DUIIAKCHIO).
Hapywenus memabonusma u numanusi; 9acTo - aHOPEKCHsI; HEYACTO - CHMIKEHHE MacChl Tela,
NOBBIIIEHHE MACCHI TeJa; PEAKO - THIIOHATPUEMHS.
Ilcuxuyeckue napywienus: 4YacTo - JeNpeccHs, BpaxIeOHOCTH/arpeccusi, TPEBOXKHOCTD,
OecCOHHHIA, HEPBO3HOCTH/Pa3IpaXKUTEILHOCT; HEYACTO - MOMBITKA CYHMIMAA U CYUIHIaIbHbIE
MBICJIH, TICUXOTHYECKME pAacCTPONCTBA, HApPYLIEHUS TOBEICHHs, CIYTAHHOCTh CO3HAHMS,
FaJUIIOIMHALIMY, THEBJIMBOCTh, IIAHWYECKas aTaka, Ja0MJIbHOCTh Iepenajbl HACTPOCHHS,
BO30YXK/IEHHE, PENKO - 3aBEPUICHHBIA CYMIHJ, pAacCTPOWCTBO JIMYHOCTH, HApyLIEHHE
MBIIJICHUS, JETUPUI.
Hapywenus co cmoponsl Hepenoii cucmemvl: 04€Hb 4aCTO - COHJIMBOCTD, TOJIOBHAs 00JIb; 4aCTO
- CyJIOpOTH, HApyIIEHHE PABHOBECHs, I'OJIOBOKPY)KEHUE, BSUIOCTh, TPEMOpP; HEYACTO - aMHE3Hs,
HapyIICHUE MaMsTH, HapyIIEHHE KOOpIMHAIMK/aTaKCHUsl, NapecTe3nH, HapyIlCHHE BHUMAaHHUS,
peaKo - XOpeoaTeTo3, JUCKMHE3Ms, THIEPKUHE3Hs, HapyLIeHHe NOXOJKH, dSHiedaaonarus,
YCHJICHHE CyJIOpPOT, 3JI0KaY€CTBEHHBIH HEHPOIeNITHIECKUI CHHAPOM*.
Hapywenus co cmoponvl opeana 3penusi: He4acTo - JBOCHHE B IJ1a3ax, HEUETKOE 3PEHHUE.
Hapywenus co cmopownsl opeana cnyxa u 1a6upunma: 4acto - CHCTEMHOE TIOJOBOKDYKCHHE
(Bepturo).
Hapyweenus co cmoponsl cepoya: penko - yimnenne uatepsaia QT Ha 2JeKTpOKapIMorpaMme.
Hapywenus co cmoponst Ovixamenvnoil cucmemsl, 0peanos 2pyoHoll Kiemku u cpedocmeHus:
4acTo - KalleJb.
JKenyoouno-xumweunvie napyuwienus: 49acto - abiOMHHaNbHAs OONb, AMApesi, MCIIEIICHS,
TOLIHOTA, PBOTA; PEJIKO - MTAHKPEATHT.
Hapywenus co cmoponvi neuenu u dcenueevl6o0suyux nymeil: HEYaCTO - OTKIOHEHHS
nokasarejed QyHKIMU NeYEHHU; PEIKO - IeYeHOYHash HEJOCTaATOYHOCTh, T'elaTHT.
Hapywenus co cmoponsl nouek u Moue6bl600suyux nymeii: Peako — OCTpas HOYEHHas
HEI0CTATOYHOCTb.
Hapywenus co cmoponvl kodcu u nookojiCHvlx mkaueil: 4acTo - KOXKHAS CBIIb, HEYACTO -
ajionenus, 5K3eMa, KOXKHBIH 3y/; PeAKO - TOKCHYECKHH SMUIePMalbHBIN HEKPOJIU3, CHHIAPOM
Crusenca-/xoncona, MHOroopMHas spuTema.
Hapywenus co cmoponvl muiuieunoil, ckeiemnou u coeOUHUMENbHOU MKAHU: HEYacTo -
MbllleYHas  ¢1abOCTh, MHAITUS; pEAKO - pabJAOMHONM3 ¥  NOBHINIEHHE  YPOBHS
KpeaTuH-ocokrHazsl B KpoBu*.
Obwue napywenus u peakyuu 6 mecme 66e0eHUs.: 4aCTO — aCTEHUs!/ yTOMIISEMOCT.
Tpasmbi, unmoxcuxayuu u 0C10X4CHeHUS nPOYedyp. HEJacTO~ TPaBMa.
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*BerpeuaeTcst 3HAYUTENIBHO Yallle Y STOHLEB B CPABHEHUH C HESTIOHCKUMH MallHEHTAMH.
JlaHHBIE TaK)Ke CBUACTEIBCTBYIOT O BO3MOXKHOU MPEApacionoKeHHOCTH HacelleHus SInoHuu K
3J10KaueCTBEHHOMY Heiposentuyeckomy cunapomy (3HC).
Onucanue omoenbHbIX HeNHCenamebHblX peaKyuu
Puck aHOpeKCHH BBIIIE TIPU COBMECTHOM HAa3HAYCHMHM TOIIMpPAaMarta M JeBeTHpalerama.
B HECKOJBKHX CiIy4asX pa3BUTHS aJONelHuH, HaOMIOAANoCh YIy4IIEHHE  II0CJI€ OTMEHBI
JIeBeTHpaleTama.
B HEKOTOpBIX CilyYasX MaHIMTONEHHH HAOJIOAAIOCH TMO/AaBIeHHEe (PyHKIMM KOCTHOIO MO3ra.
Cnyyau sHuedanonati 0OBIYHO HAOMIONANUCH B Havaje JiedeHUs: (OT HECKOJIbKMX JHEH JI0
HECKOJIbKUX MECSIIEB) ¥ MPOXO/IUIN TOCIIE OTMEHBI JICUSHHUS.

emu
Bceero 190 nanuenToB B Bo3pacte oT 1 Mecsina 10 4 JIeT HoJIydalid JiedYeHHe JIEBETHPALETAMOM B
1a11e00-KOHTPOJIUPYEMBIX UCCIIEIOBAHUSIX M B OTKPBITBIX HCCIIEIOBAHUSAX MOCIIEAYIOMIErO
Habmonenus. Illectppecat (60) STHX NANMEHTOB NPUHUMAIX  JIEBETHpaleTaM B
11a1e00-KOHTPOIIMPYEMBIX HcClieloBaHusIX. Bceero 645 namueHtoB B Bo3pacte 4-16 et
HOJIy4YaJld JICYEHHUE JICBETHPALETAMOM B ILUIANe00-KOHTPOJIMPYEMBIX HCCIEJIOBAaHUSIX M B
OTKDBITBIX HCCIIE[IOBAHUAX Mocienytonero Habmonenus. M3 Hux 233 manmeHTa NpUHAMAIH
JIEBETUPALIETaM B IJIaLe00-KOHTPOIUPYEMBIX HccieqoBaHusIX. B 00eux JeTCKHX BO3paCTHBIX
rpynnax OSTH JIaHHblE OBUIM JIOTIOJIHEHBI OIBITOM MOCTPETHCTPAIIMOHHOTO TIPUMEHEHHUS
JIeBeTUpaleTama.
Kpome Toro, B mOCTperucTpanuoOHHOM MepHojie ObLIO IPOBEAEHO KIMHHYECKOE MCCIIEOBAHUE
Oe30macHOCTH Tpenaparta, B KoTopoM ydactBoBai 101 mauueHT ¢ snmierncueii B Bo3pacte 10 12
MmecsineB. B oToit BozpacTHON rpynne He OBUIO BBISBIEHO HOBBIX (DAKTOPOB PHCKOB C TOYKH
3peHHst 0€30MaCHOCTH.
[Ipoduns HeOGIArONMpHUATHBIX SBICHHN JIeBETHpAlleTaMa, B IIEJIOM, SIBJISIETCS CXOMHBIM JUIS
pa3JIMYHBIX BO3PACTHBIX TpPYIIl M [ pPa3JIMYHBIX 3apErMCTPUPOBAHHBIX MOKa3aHHM K
IPUMEHEHUIO TIPH SIHIIEIICUH. Pe3ynpTaTel B OTHOIEHUH 0€30MacHOCTH y MAIlMeHTOB JAETCKOTO
BO3pacTta B IUIALE00-KOHTPOJIMPYEMBIX KIMHHYECKHX HMCCIIEJOBAHUSX COOTBETCTBOBAJIM
npopumo 06e30MacHOCTH JieBeTHpaleTaMa y B3POCHBIX, 3a HCKIIOYEHHEM IICHXMYECKHX H
TIOBEJIEHYECKUX HEONIaronpusTHBIX peakluii, KOTopble Oojiee 4acTO OTMEYAIUCh y AeTei 110
CPaBHEHHIO C B3POCIBIMH. Y JIETel U MOJPOCTKOB B Bo3pacte 4-16 siet poTta (o4eHs vacto, 11,2
%), Bo30yxnenue (dacto, 3,4 %), konebauus Hactpoenus (dacto, 2,1 %), nabunbHocTh apdexra
(wacro, 1,7 %), arpeccus (dacto, 8,2 %), HapyieHus 1oBeneHus (4acto, 5,6 %) U BSAIOCTH
(4acto, 3,9 %) oTMeyanMCh yalle MO CPaBHEHHIO C APYTMMH BO3PACTHBIMH TPYIIIAMH MIIH €
obmum npodunem OesomacHocTH. Y gereii B Bo3pacte or 1 wmecsiua g0 4 er
pa3apaxXuTeNbHOCTL (04YeHb 4acto, 11,7 %) um Hapymenuss koopauHanuu (dacto, 3,3 %)
coO00IIaTKCh Halle 10 CPABHEHHIO C JIPYTHMH BO3PACTHBIME IPYIINAMH MK ¢ 00IMM Ipoduiem
6e3omacHoCTH.
B nBoiinoM cnenoM miane6o-KOHTPOIHPYEeMOM HCCIIeI0BaHMH 6€301acHOCTH Yy eTel (HyieBas
TUIIOTE3a: PAaBEHCTBO CPAaBHMBAEMBIX NPENapaToOB) OIEHMBAIU IEHUCTBHE JIEBETHpaleTaMa Ha
KOTHUTUBHBIC M IICHXOHEBPOJIOTHYECKHEe (QYHKIMM y geteit 4-16 jier ¢ mapuuaibHbIMHU
NPUCTYNaMHU. bbUT cjienan BBIBOJ, YTO JIEBETUpALETAM HE OTIMYAJICS OT mianebo (He ycTyman
€My) B OTHOLICHMH M3MEHEHHMs 0 TOKa3aTessiM BHUMAHHS W TaMsTH 1o mkasie Jleitep-P
(Leiter-R) u mo coctaBHOI OlleHKE CKPUHMHTA IAMSTH Y MALMEHTOB, MPOLIEIIIHX HCCIIeJOBAHNE
B COOTBETCTBHUHU C MPOTOKOJIOM.
Pesynbrathl aHanu3a NOBEJGHYECKOrO0 M SMOLMOHAIBHONO CTaTyca, HAa OCHOBAHHH
CTaHJIAPTU3MPOBAHHOIO M CHCTEMATHYECKOI'O H3MEPEHHs C MCIOJIb30BAHHUEM IPOIIEIIIEro
BaJMJAlMI0 HMHCTpPYMEHTa (OMpOCHUK HAOMIONEHUs 3a TMoBeJecHHEM pebeHka AxenOaxa)
YKa3pIBaJIM Ha yCHJICHHE arpPeCCUBHOIO MOBE/ICHUS Y MALMEHTOB, MOJIyYaBIINX JIEBETHPALICTAM.
OaHako y4acTHUKH, IPUHUMABIIKE JIEBETUPAIIETAM B JUIMTEJIHHOM OTKPBITOM HCCIIEJIOBAHUH C
NOCJIEIYIOIUM HAOMIOACHUEM, HE OTMEYAIM YXYIIEHHS B CPEHEM YPOBHE MOBEICHUYECKOTO U
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JleBeTHpaneTamM MPOSBISICT IPOTHBOCYJOPOXKHOE ACHCTBHE B IIMPOKOM PSAC JKMBOTHBIX
MojeNiell  MapUMaJbHBIX W II€PBHYHO-TEHEPAJIM30BAHHBIX  TIPUCTYNOB, HE  OKasblBas
npocynopoxsoro sddexra. IlepBuuHblii METAOOIUT HEAKTHBEH. Y 4EJIOBEKA aKTUBHOCTH, KaK
NIpH  Napu¥aibHBIX, TaK M Ipd  TCHEPAIM30BAHHBIX  OMHICHTAYCCKHX  COCTOAHHAX
(smmenTHOpMHBIE  TIPOSIBICHUS/(POTO-TAPOKCH3MANIbHAs  PeaKiis) MOATBEp/IuIIA IIUPOKHH
cnekTp (hapMaKoJIOrHIecKoro npoduis JeBeTHpaneTama.

Knunuyeckas s¢pexmugrnocms u b6ezonacnocms

Jlononnumensnas, mepanus.  npu  JeYeHuu  NAPYUANLHBIX — NPUCMYNOE € BMOPUYHOU
eenepanusayuetl unu 6e3 nee y 63pocivlx, NOOPOCMKOG, demetl U MIdOeHyes 6 so3pacme om )
Mmecsaya ¢ snunencue.

YV B3pocieix 3(pdeKTHBHOCTh JieBeTHpaleraMa Obiia HPOJEMOHCTPUPOBAaHA B 3 JIBOMHBIX
CIIeTIBIX MIane60-KOHTPOIMpYeMbIX uccenoBanusx B gozax 1000 mr, 2000 mr wim 3000 Mr B
JIeHb, IPUHUMAEMBIX Pa3/IeJIeHHBIMH Ha 2 PaBHBIX J03bl, IPU MPOAODKUTEILHOCTH JIEYCHHS 110
18 memens. B aHanm3e 0oOBEIMHEHHBIX JAHHBIX JOJS IALMEHTOB, JOCTUIIIMX COKpAIICHHS
YacTOTHI IapHHaIbHBIX TpUCcTYnoB Ha 50 % unm Gojiee B HEAEIO OT MCXOJHOIO YPOBHS IIPH
noctostuHo# jo3e (12/14 menmens), cocrtaBmsuia 27, 7 %, 31,6 % wn 41,3 % nns rpynm,
npuaumaBmux 1 000, 2000 u 3000 mr seBetHpaneTama COOTBETCTBEHHO, U 12,6 % pns
HanKMeHTOB, MPHHUMABIIUX IU1A1Ee0o.

Hemu u noopocmku

V nereit (B Bo3pacte ot 4 10 16 ner) a¢dekTHBHOCTD JIeBeTHpaleTama Oblila yCTaHOBJICHA B
JIBOMHOM CJIENIOM IIJ1alie60-KOHTPOJIMPYEMOM KMCCIIe0BaHUH, BKIIOYaBIeM 198 nanuenTos, npu
NPOMOJDKUTEILHOCTH JiedeHuss 14 Henenb. B 5ToM  HcciieloBaHMM MMAMEHTHI  MOJTYYalld
NeBeTUpaneTam B GUKCHpoBaHHOM 03¢ 60 MI/Kr/neHs (pa3aeNeHHOH Ha Ba IpUeMa).

44,6 % mnanMedTOB, NPUHAMABIIUX JieBeTHpaneram, U 19,6 % mnanueHTOB, NPUHMUMABIINX
m1ane6o, MOCTUIIM COKpAILIEHHS YacTOThl MapuuaibHBIX mpHcTynoB Ha 50 % wim Gojee B
HEJIENIO OT MCXOAHOro ypoBHs. [Ipu HenpephIBHOM JOJIrOcpouHOM Jedenun 11,4 % nauueHToB
He UMeJIU TIPUCTYIIOB, 110 KpaiHei Mepe, 6 Mecsiies, a 7 ,2 % He UMeIH IPHUCTYIIOB, 110 KpanHel
mepe, 1 roz.

Jns pereit (B Bo3pacte or 1 Mmecsua o 4 ner) s¢¢dekTHBHOCTH JeBeTHpaneTama Oblia
YCTAHOBJIEHA B JIBOWHOM CJIENOM IUIAIE00-KOHTPOIMPYEMOM HMCCIIEIOBAHHH, BKItoyaBmeM 116
NaIMEHTOB, ¢ MPOJOJDKUTEIBHOCTBIO JiedeH s 5 JHell. B 3ToM uccnejoBaHuH NanueHTam Oblia
BBINIMCAHA €XKeJIHEBHas J103a opaibHoro pactsopa 20 mr/kr, 25 mr/kr, 40 mr/kr wim 50 mr/xr,
ucxois U3 rpaduka TUTPOBAHUS COOTBETCTBEHHO MX' BO3pacTy. B JaHHOM wHccienoBaHUH
UCIIOIB30BaMCE 10361 20 Mr/kr/meHs ¢ TaTpoBaHueM a0 40 MI/Kr/aeHb Jisi MIIAJEHLEB OT
OJHOI'O 10 LIECTH MeCSIEB U 25 MI/Kr/feHb ¢ TUTpoBaHUEM J10 SO MI/KI/neHb JUls MIaJIEHLIEB U
jereit ot 6 mecsieB 10 4 ser. O0mast JHEBHAS 1032 IPUHUMAJIACh pa3/ieJIeHHas Ha JIBa IIpHeMa.
[TepuunbiM KpuTepreM 3()(eKTHBHOCTH OBLIO YMCIO OTBETHBLIMX Ha Jie4eHHE (IIPOLIEHTHAs
JIOJISl TIAI[MEHTOB, JIOCTUTIIHUX COKPAIEHHUs CPEeHEH YacTOTHl NapLUalbHBIX IPUCTYIIOB B JIEHDb
> 50 % OT MCXOJHOTO YPOBHS), KOTOPOE OLIEHHMBAJIOCH METOOM CIJIENOro LEHTPAIM30BaHHOIO
cOopa JaHHBIX HCMOJb30BaHHeM 48-yacoBoro Buueo-O0I". Ananu3 3QPEeKTHBHOCTH BKIIOYA
109 manueHTOB, MMEBIIMX, [0 KpaiiHed Mepe, 24 4aca 3anucu BHAe0-DDI 3a MCXOAHBIA H
OlleHWBaeMblii mepuoapl. 43,6 % manMeHToB, NMPUHUMABLIMX JieBeTupauetam, u 19,6 %
MAlMEHTOB, MPHHUMABIIUX IUIANE00, CYUTAIUCH OTBETHUBIIUMU Ha JICYEHHE. DTU PE3YJIbTAThI
OBUIM TOCJIeIOBATENIbHBI B TIpejiesiaX Bo3pacTHO#M rpymmbl. [Ipu monrocpounoit Tepanuu 8,6 %
MALMEHTOB HE UMEJIH MPUCTYIIOB, 10 KpaiHe# Mmepe, 6 mecsieB u 7 ,8 % He UMENN NPUCTYIIOB,
0 KpaiiHeit Mepe, Ha POTsDKEHHUH 1 roja.

B m1ane60-KOHTPOJIMPOBAHHBIX MCCIIEI0BAHUSAX Y4acTBOBAIO 35 MilaJieHIEB B Bo3pacte 10 1
rojia ¢ NaplMaibHBIMK IPUCTYTIAMH, U3 HUX TOJBKO 13 y4acTHHKOB ObLIM MJajuie 6 MecsIeB.
Monomepanus. npu nevenuu napyuaIbHLIX NPUCHIYNOE C 6MOPUYHON 2enepanusayue uiu bes
Hee y nayuenmos 6 6ospacme om 16 1em npu 6nepevle OUAZHOCMUPOBAHHOU INUNENCUMU.

i
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D¢ heKTUBHOCTH JIeBETHpAlLleTaMa B KadeCTBE MOHOTEPAIHH 61,1;3‘ c&aﬁoéleﬂazsolﬁsoﬁnom
CIeNnoM, C MapaUle/ibHBIMU TpPYNIIAaMH  HMCCJIEJOBAHMM  JIOKAa3aTelbCTBA HE MEHBIICH
> eKTHBHOCTH B CpaBHEHHH C KapOama3elHMHOM C KOHTPOJIMPYEMBIM BBICBOOOXK/ICHHEM
(controlled release, CR) ¢ y4yactreM 576 manueHTOB B BO3pacTe OT 16 JieT, IpH BHEPBEIC MM
HEJAaBHO JUATHOCTUPOBAHHOM onwierncud. [lanMeHTsl JOJDKHBI ObUIM  MMETH  TOJBKO
HECIIPOBOLMPOBAHHBIC TApIUAIbHbIE TPUCTYIBI WM FEHEPAIM30BaHHBIC TOHUKO-KIOHHYECKHE
npucTynbl. IlanuenTtsl GbUIM paHIOMH3HpOBaHBI K mpueMy kapOamasemuna CR 400-1200
mr/nens wian aesetupaneram 1000-3000 Mr/aeHb, IpOAOIDKMTENBHOCTD JICYCHHUS JIOCTUTrAIA 10
121 Henenu, B 3aBUCUMOCTH OT PEAKIUH.
OTCyTCTBHE NPUCTYIIOB B TEYEHHE IIECTH MECSLEB ObLIO JOCTHrHYTO y 73,0 % mamMeHToB,
NpUHMMABIIMX JieBeTHpaneram, ¥ y 72,8 % manueHToB, NPHHUMAaBIIMX KapOamasenuH
CR; ckoppeKTHpoBaHHas abCOMIOTHAs pa3HUIIAa MeX Ty BuaaMu jedenus coctasuia 0,2 % (95 %
JIN: -7,8 + 8,2). Bosiee yeM y MOJIOBHHBI MALMEHTOB He OBLIO MPUCTYIIOB B TedeHHE 12 Mecsles
(56,6% wu 58,5% naunWeHTOB, NPUHUMABIIMX JeBeThupaueraM U kapbamazenun CR
COOTBETCTBEHHO).
B UCCIIEZIOBaHUH, OTpaXkaroeM KIIMHUYECKYIO IPaKTHUKY, COITy TCTBYIOIIHE
IPOTHBOSIWICITAYECKHE TIpenapaTtbl MOIJIM ObITh OTMEHEHBl Yy OrPaHHYEHHOIO0 4YHCIIa
MAlMEHTOB, KOTOPbIe OTBETUJIM Ha JIOTIOJIHUTEIBHYIO Teparuio JieBeTupaneTaMoM (36 B3pociibIxX
namueHToB u3 69).
Jononnumenvras mepanus npu 1ed4eHuy MUOKIOHUYECKUX NPUCIYNOE ) 63POCIbIX U NOOPOCMKOE
6 6ozpacme om 12 nem ¢ 10HOWECKOU MUOKIOHUYECKOU SNUNENCUell.
O¢dexkTuBHOCTL JNEBeTHpalieTaMa ObUla yCTaHOBJIEHA B JIBOMHOM cienom Iuianebo-
KOHTPOJINPYEMOM HCCIIEIOBAHUH MPOIOJDKUTEIBHOCTBIO 16 Helenb y maiMeHToB B Bo3pacTe 12
JeT M CTapiie, CTPAJAIOIIMX  HMIMONATHYECKOW TIeHEepaJM30BAHHOM  OSHUJIENCUEH ¢
MHUOKJIIOHUYECKUMHU MPUCTYIIAMH [IPH PA3IMYHbIX CHHAPOMAX. BOJBIIMHCTBO MAlUEHTOB UMEIIO
IOHOILECKY0 MUOKJIIOHMYECKYIO SMUIICTICHIO.
B srom uccienoBanuu no3a neerupanerama cocraBistia 3000 Mr/menn, paszjeneHHble Ha 2
npuema. Y 58,3 % mauumeHTOB, NMpUHUMAaBIIUX JieBeThupaneram, U y 23,3 % mnauueHTos,
NpPUHUMABIIUX TUIane6o, HaOMIOAanoch Kak MHHAMYM SO-TIPOIIEHTHOE CHIDKEHHE KOJIMYECTBa
IHEeH ¢ MUOKJIOHHYECKUMHU MPHUCTyNaMH B Heaemo. [Ipi mpogonkKeHUH JJIUTEIbHOrO JICYEeHUs
28,6 % mauMeHTOB HE HMMEIM MHUOKJIOHMYECKMX CYJIOpOr B TEueHHe, N0 KpaiHeil mepe, 6
mecsies 1 21,0 % He uMenn MHOKJIOHHYECKUX CyJIOpOr B TE€YEHHE, 110 KpaiiHel mepe, 1 roja.
Hononnumenvnuas mepanus npu nedyeHuu NepeUYHO-2eHepanu308aHHbIX MOHUKO-KIOHUYECKUX
NpUCMyno8 'y 63pocivlx U NOOpPOCMKO8 6 eo3pacme om 12 nem ¢ uouonamuyeckou
2eHepanu306anHou SnNuUiencuell.
D¢ dexTHBHOCTD JeBeTHpaleTamMa ObliIa yCTaHOBJIEHA B X0/1€ 24-HeIeIbHOIO JIBOWHOIO CJIENOro
11a11e60-KOHTPOJIUPYEMOT0 HCCIIEIOBAaHUsI, B KOTOPOE OBLIN BKIIFOUEHBI B3POCIIbIE, IOPOCTKH U
OTrpaHMYEHHOE YMCJIO JIeTeH, CTpaJalouX HAMONATHYECKOM reHepaTM30BaHHON JIUJICTICHEH C
NEPBUYHO-TEHEPaIH30BaHHbIMU TOHUKO-KIIoHHYeckuMu (III'TK) mpuctynamu mpu pasimdHbIX
CHHIpPOMaXx (IOHOIIECKasi MUOKJIOHMYECKas! SIUIIETICHs, IOHOLIeCKasi abcaHC-3IUIICTICHS, JeTCKasl
abcaHC-OIMJIENICHS WIM ONWIENCHs ¢ OONBIIMMH  SIHJICNTHYECKUMHM TIPUCTYIIAMU  TIPH
npoOyxaeHun). B aToM uccnenoBanun jo3a JieBetupainerama cocrapisuia 3000 mr/aeHs s
B3POCJIBIX ¥ ITOJPOCTKOB MM 60 MI/KI/eHb Juls IeTel, pa3eeHHbIX Ha 2 IpUeMa.
Y 72,2 % naumeHToB, NONy4YaBIIMX JieBeTHpaneTam, U y 45,2 % NaluMeHToB, MOJIyYaBIIHX
wianebo, Habmozaanocs cHmwkenne yactotsl npuctynos [II'TK wa 50 % u Gonee B Hepemo. [1pu
IPOJIOJDKEHUN JUIATENIbHOrO JiedeHus: 47,4 % OoONbHBIX OBUIM CBOOOIHBI OT TOHHKO-
KJIOHMYECKHX IPUIIAaaKoB He MeHee 6 mecsieB u 31,5 % — He menee 1 roja.
[Ipu nponoymkeHuu uUTeNbHOTO JieueHus 47,4 % NanMeHTOB HE UMEM TOHUKO-KIOHHYECKUX
IPUCTYTIOB B TEUEHHE, IO KpaitHel mepe, 6 mecsueB u 31,5 % He UMeNH TOHUKO-KIOHHYECKUX
IPUCTYTIOB B TEUEHHE, 110 KpaiHei mepe, 1 roa.
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claelyeT OXHAATh CyLIeCTBeHHOW (epMeHTHON wmHAykuuu in  vivo. (Clief0BaTelbHO,
B3aMMOJIEHCTBHE JIEBETHpAlleTaMa ¢ JPYTUMHU BEIECTBAMH HIIM HA000POT MAJIOBEPOSITHO.
Buviseoenue

[lepros MOMyBHIBEIEHHS U3 TUIA3MbI KPOBH Y B3POCIBIX COCTABIAET 7+1 Yac ¥ He 3aBUCHUT HU OT
ZI03bI, HU OT croco0a MpueMa, HU OT MOBTOPHOro mpumeHeHus. Cpenuid oOmui KIMpeHe u3
opranu3ma paset 0,96 mi/MUH/KT.

OCHOBHOW IyTh BBHIBEJEHHS — T[OYKaMH, YTO COCTaBiseT B cpeaHeM 95 % /1036l
(mpubnusutensHo 93 % 103l BRIBOAMTCS B TeueHUe 48 wacos). BuiBeseHue depe3 KHIICYHHK
cocTtasJseT TobKo 0,3 % /10351

CyMMmapHOe BBIBEJICHHE JICBETHpAlleTaMa M €ro NepBMYHOTO MeTaboJHTa IOYKaMH COCTABIISET
66 % u 24 % 1036l COOTBETCTBEHHO B TEYEHHUE MEPBHIX 48 4acoB.

[Touyeunwlii kaMpeHc JeBetupanerama W ucb LO057 cocraBaser 0,6 u 4,2 mia/Mus/Kr
COOTBETCTBEHHO, YTO YKa3bIBa€T Ha TO, YTO JIEBETHUpAIETaM BBIBOJUTCS IMyTeM KIIyOOYKOBOM
GuIBTpalK C TOCNeAyoNei KaHaIblieBOl peabcopOiiuei 1 YTO NepBUYHBIA META0OIUT TaKKe
BBIBOJMTCS IIyTeM aKTUBHOM KaHAJIBLEBOM CEKpelHH B JONOJHEHHE K KIyOOuYKOBOH
¢duipTpanuy. BeiBeeHue ieBeTUpaneTaMa KOppearpyeT ¢ KIMPEHCOM KpeaTHHHHA.

Iooicunvie nayuenmot

VY noxuIbIX J10/ied nepuo 1noiyBeiBeieHus yBeaudeH npumepHo Ha 40 % (ot 10 go 11 yacos).
OTO CBSI3aHO CO CHWKEHHUEM (DYHKIIMU MOYEK Y 3TOM IPyIIbI MaUeHTOB (CM. pasjen 4.2).
Ilayuenmul ¢ napyuenuem yHkyuu noyex

Kaxymmifcs wimpeHc Kak Ajsl JieBeTUpaleraMa, Tak M JUls ero MepBUYHOro MeraboimuTa
KOppEJIHpoBal € KIMPEHCOM KpeaTuHMHA. [looTOMy pekoMeHIyeTcsi KOppeKTHpOBaTh
€XKEHEBHYIO MOICP>KUBAIOIIYIO J103y JIEBETHpalleTaMa, OCHOBBIBAsICh Ha 3HAYEHUHU KIIMpPEHCa
KpEaTHHHHA, Y TALIMEHTOB C YMEPEHHOM U TSDKEJIOW MOYEHYHOH HEAOCTATOYHOCTHIO (CM. pa3zien
4.2).

Y B3pOCIIBIX HCIIBITYEMBIX ¢ KOHEYHOM CTaue MOYeYHON HEAOCTATOUHOCTH U aHypHEH MepHoI
IIOJIyBBIBEJIEHUSI COCTaBUI MpUMepHO 25 u 3,1 yaca B mepuoJ Mexay ceaHCaMH Juajin3a U B
NEPUOJ IMaAJIN3a COOTBETCTBEHHO.

Jlos BIBeieHUsI JieBeTHpalieTama coctasiisiia S1 % Bo BpeMst CTaHAaPTHOTO 4-4acOBOTO ceaHca
Jianusa.

Ilayuenmul ¢ napywenuem ynkyuu nevenu

VY HCHOBITYyeMBIX ¢ HapylnieHHeM (YHKIMM NeYeHH caboi M yMEPEHHOM CTENEHH TSHKECTH He
HabII0aI0Cch COOTBETCTBEHHOTO W3MEHEHHs KIMpeHca JieBeTHpalerama. Y OOJBIIMHCTBA
UCTIBITYEMBIX C TsDKEJIOH I€YEeHOYHOM HeIO0CTaTOYHOCTHIO KJIMPEHC JieBeTHpalerama ObLl
cHIKeH Oosee yeM Ha 50 % M3-3a COMYTCTBYIOMIEH MOYEYHON HEJLOCTATOYHOCTH (CM. pasiel
4.2). ey S

Hemu ; PECIIYE/THK

Hemu (om 4 0o 12 nem) j e e . i

Ilocne mpuema OfHOKpAaTHOM mepopasibHOil 10361 (20 MI/kr) y meteit ¢ smmencueii (ot 6 10
12 niet) mepuon monyBeIBeIeHHs JeBeTUpaeTamMa coctaBmi 6,0 yacoB. Kaxyuiics KiMpeHc ¢
NONpaBKOW Ha Maccy Tena Obin mpuMepHo Ha 30 % BbIle, 4eM y B3pOCIBIX OOJBHBIX
SIUJIETICUEH.

ITocie MHOrOKpaTHOTO IMpHEMa opabHO# 10361 (0T 20 10 60 MI/Kr/eHs) y AeTel ¢ snuiencuei
(ot 4 1o 12 ner) nesetupaneram ObICTPO BeachiBajicsi. MakcuMabHas KOHIEHTPAIUs B IIa3Me
Habmonanacek vepe3 0,5-1,0 yac mocne npuema. Habmonanocs nuneiiHoe ¥ MPONOPIMOHATIBHOE
J103€ yBEJIMYCHHE MAaKCHMAJIbHOM KOHLEHTpAaMM B IUla3Me M IUIONAJX 0] KPHUBOW
«KOHLIeHTpauus-BpeMs». llepuon mnomyBeiBeleHHs] COCTaBJsUI NMPUMEPHO S5 4YacoB. SIBHBIH
KIupeHc coctasisut 1,1 Mi/Mun/kr.

Mnaoenywr u 0emu (om 1 mecsiya 0o 4 nem)
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9. IATA IEPBUYHOM PETUCTPAIIUHA 2 586 b- 202 2
Jlata niepBoii peructparuu: 25.04.2018.
10. JATA IEPECMOTPA

O6mas XapakTepUCTHKa JIEKapCTBEHHOro mpenapata IIuppouer poctynHa Ha BeO-caite YII
«LleHTp SKCIEPTH3 U UCTIBITAHHIN B 37]paBOOXpaHeHUn»: wWww.rceth.by
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