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HHCTPYKIUS

0 MEAHIHHCKOMY NPHMEHEHH IO JICKAPCTBEHHOI 0 cpeacrsa

JleBumua (Levipil)

MHH: nesetuparieram (levetiracetam).
JlekapcTeennas gopma: TabneTKH, MOKPHITEIE 060IOYKOIA.

Cocras

B xaxriolt Tabnetwe Jlepumm 250 MI CONEPIKUTCS; AKMUSHOE 8elyecmeo; JieBeTHpaueTaM - 250 mr;

- 6cnomozamernsHbie -6eujecmea. Kpaxmar KyKypy3HbIH, rosrion (Plasdone K-29/32), kpockapmeniosa
HaTPUs, KPEMHHA IMOKCH KOJUTOMIHBLH Ge3BOIMHBIH, TANBK OUHINICHHEIH, MATHHS CTEAPAT;

obonouxa: onampait romyboit 03B50622 (rempomerosa 2910, THTana THOKCHI (E171), maxporon 400,
OprUHaHTOBBEL royboi (E133)).

B xaxnoit Tabnerxe Jlesrmun 500 MT CONEDIXHTCS: aKIMusHOe eewgecmso. nesetupaneram - 500 mr;

6cromozamensHele 6eujecmsa. Kpaxmain KyKypysHb, nosuion (Plasdone K-29/32), xpockapmeruiosa
HAaTPHs, KPEMHMS THOKCHI KOJUTOUIHBIH O3BO/THEIH, TAIBK OYHINEHHEIH, MATHHS creapar;

obonouxa. onappait xemsiit 03F52321 (Cumpomeruiosa 2910, TuTana mHOKCHN (E171), maxporom 400,
TalbK, XKee3a OKCHA JkenThiit (E172)).

B xaxno#t Tabnetxe Jlepamn 750 MI CONEPIKIUTCS: AKIMUSHOE 8eL4ecmeo: JIeBETHpareTaM - 750 mr;

6CroMo2amenbHole. eujecmsa: KpaxMarn KyKypysHsii, nosuion (Plasdone K-29/32), xpockapmerviosa
HATPH, KPEMHFS IOKCHIT KOJUTOMJTHELH Ge3BOMHBIH, TATbK OUMINCHHBIH, MATHHS CTEAPAT;

obonouka: onanpai oparmxesbiit 03B53743 (rrpomeniosa 2910, Tirana MpOKCH (E171), maxporomn 400,
anembCHHOBBI ke (E110), sxene3a okcun xpacusit (E172), uHmroxkapmuH (E132)).

B xaxpoi Tabnetwe Jlepumman 1000 M conepyKUTCs:; axmusHoe 8ewjecmeo: nesetHpareraMm - 1000 mr;

6CcromMozamenHele. ewecmsa. KpaxMan KyKypysHbm, nosunoH (Plasdone K-29/32), kpockapMerviosa
HATPHsL, KDEMHVSL IMOKCH KOJUIOH/THBIH Ge3BOHBIN, TANBK OYHMINEHHBIA, MATHHS CTEAPAT;

obonouxa: onagpaii Oembit YS-1-7003 (turama mmoxcun (E171), riumpomeruioza 2910 (3cP),
runpomesniosa 2910 (6¢P), maxporon 400, moymcop6ar 80)).

Omcanue

Jlesunun 250 me: KancynoBu/Hble TaOMeTKH, IOKPHITEIE INIEHOMHON 060109K0M roytyboro 1sera,
C MMHHEH pa3sioMa ¢ OXHON CTOPOHBL.

Jlesunun 500 me: OBanbHBIE TablIETKH, IIOKPHITHIE ILIEHOYHON 0GONOUKOM JKEITOro [BETa, C
JIMHHEN pa3oMa C OTHOMN CTOPOHEL.




COTJIACOBAHO
Jlesurun 750 me: KancynosmiHple TabneTKM, MOKpHIFMEHHCRREHBGH G1iFA BoG0meKi

. - PECIOYBJIMKIH LEJAPYCh
OpaHX€BO-PO30BOr0 IBETA, C ITHHCH pa3iioMa ¢ ONHOM CTOPOH Ry, .5 Munucrepersa 3MDAHOUX paHeH

Peenybapmn i
Jlesunun 1000 me: OBanbHBIe TableTKH, MOKPHITHIE IUIEHOYHON OBOIOIRON GENoTs BT~
THHAEH pa3zioMa ¢ OHOH CTOPOHEL J[oImycKaeTcs IepoXoBaToCTs. H ,D, PE

(dapmakoTepaneBTHIeCKAas! IPYIIA: IPOTUBOINIHIICITTHYECKHE CPELICTBA.
9036 -2021

Ko ATX: N03AX14.

({dapmaxoJioryyecKe cBoiicrsa

DapMAKOTMHAMHKA

AKTHBHOE BELIECTBO, JICBETUPALIETAM, ABISETCS MPOU3BOIHBIM ITHPPONUAOHA (S-3HAHTHOMED
0-3THJ1-2-0KCO- 1 -IUPPOTHAMH- ALETAMHIA), [0 XUMHAYECKOU CTPYKTYpe OTIHYAETCS OT
M3BECTHBIX MPOTUBOIMUIENITHYECKHX JIEKAPCTBEHHBIX CPEICTB..

MexaHu3M JeHCTBAS

MexaHn3M AeliCTBHS NeBETUpALETaMa eLile NPEACTOUT BbISICHUTB NONHOCTBIO. DKCTIEPHMEHTDI i1 Vilro W in
Vivo MOKA3bIBAIOT, YTO NEBETHPALIETAM HE HIMEHSET OCHOBHBIE XAPAKTEPUCTHKI KIETOK N HOPMANbHYIO
HEIPOTPAHCMHUCCHIO.

B uccneposanusx i vitro GbuUl0  MPOAEMOHCTPUPOBAHO, HYTO JIEBETMPALIETAM BO3JICHCTBYET _Ha

KOHIIEHTpALIMIO HOHOB Ca- B HEMPOHAX, YACTHUHO NPENATCTBYs TOKY MOHOB Ca’* uepes kananst N-Tuna 0
MOZJaBsis BBICBOOOXKIACHHME KaTblMA M3 BHYTPHHEHpOHanbHbIX nero. Kpome Toro, JieBeTHpaleTam
4aCTHYHO BOCCTaHaB/MBaeT TOK 4Yepe3 FAMK - w ranumH-3aBrucHMbIe KaHabl, NOAABNSEMBIil JelicTBHEM
LIMHKA ¥ p-KapOOJIMHOB.

Bosniee Toro, HeenenoBaHus in Vitro MoKasaty, 4To NEBETHPALIETAM CBABIBAETCA ¢ KOHKPETHBIM Y4aCTKOM
B TKaHH MO3ra IPEI3YHOB. DTOT Y4aCTOK CBA3BIBAHHS - G€IOK CHHAITTHYECKHX BE3HKY 2A, KOTOPBIif, KaK
CUMTAETCA. YHACTBYET B C/IHSAHMM BE3WKYN M OK30OLMTO3e HeHPOTPaHCMHUTTepoB. JleBeTmpaueraMm
POINCTBEHHbIC €My aHAJIOrW MMOKA3BIBAIOT PAHTOBBIH TIOPANOK CXOACTBA B OTHOIICHWH CBS3BIBAHHS C
OENKOM CHUHANTHYECKHX BE3WKYN 2A, KOTOPbIHl KOPPENUPYET ¢ aKTHBHOCTHIO HX NPOTHBOCY AOPOKHOM
3aIMTEl B MBIUTHHOH MOZEIN ayAHOTeHHOH SMWIENCHU. DTH NaHHbBIE TIO3BO/SIOT PEANOI0KHTE, 4TO
B3aHMO/JCHCTBHE MEXKAY JIEBETHPAUETAaMOM W GeJIKOM CHHANTHYECKUX BE3WKYN 2A, BHIMMO,
COCOOCTBYET MPOTHBOSTIMIETITUYECKOMY MEXAHH3MY [IEHCTBHUS OTOTO IEKAPCTBEHHOTO CpencTaa.

DapMakonHaMuueckue 3bdexTn

B IRCNIEPHMEHTAX Ha JXMUBOTHBIX Cc PasIUIHbLIMHU I MOACISIMHA napuranbHbiX 4]
NCPBUYHO-TCHEPATHIOBAHHBIX [IPHUCTYIIOB JICBETHPALCTAM TIPEITCTBOBAJI Pa3BHTHIO CYAOpOr. He
OKa3biBas NPOKOHBYJILCUBHOIO 3(})(176!(1'3. OcHOBHOM MeTaboauT HEaKTHBEH. Y 4eNoBeKa aKTUBHOCTD Kak
OpH NapUAAVIbHBIX, TaK U NPH I€HEPAJTHU30BAHHBIX AMHACITUUECKUX TIpANagKkax (BHMCHTH(pOpN!HbIC

NPOABNCHHS/(POTONAPOKCH3MANBHAS PEAKUMS) NOATBEPAHNA LIMPOKMI CHEKTp dapmakosoruyeckoro
npoduiis neseTHpaueTaMa.

Knunwueckas 3¢ ekTHBHOCTL ¥ 6€30MaCHOCTD

Honoanumereras mepanus npu aeuenu NAPYUATLHYIX NPUCTIVIOS C 6MOPUMHOL Zeneparusayiel uau
0e3 Hee ) 83p0CAbIX, NOOPOCINKOE, demet u maadenyes 6 sospacme om | vecaya. cmpadarouux nurencueti

Y B3poCHBIX 3 (PEKTHBHOCTE IeBETHPaneTaMa 6biTa MPOAEMOHCTPHPOBAaHA B TPEX ABONHBIX CEMEIX
1ae6o-KOHTPONNPYEMBIX HCCIEIOBAHMAX TIPH HA3HAYEHHH NIEBeTHpateTaMa B 103ax 1000 Mr, 2000 mr uiu
3000 mr B CyTKH. Ha3Ha4YaeMBbIX B 2 MPHEMA, C NPOLOIKHTENLHOCTHIO IeueHHs A0 18 Hepenb. B pe3ynbTate
aHaJTN3a NOMYUYEHHBIX AaHHBIX NPOLEHT MALMEHTOB, AOCTUTINX 50%- HOro MK Gonee CHIKEHUS OT
MCXOAHOW 4acTOThI MAaPUUANBLHBIX NPUITAAKOB B HEAEO npu cTabunbHOM nose (12/14 vegens), cocTasin
27.7%. 31.6 % 1 41,3% cootseTcTeHHo 1 12,6% A0S NAUKMEHTOB, NPUHUMABLINX Tauedo.
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Herckas nonynsuus MUHHUCTEPCTBOM IPAROOXPAHEHUSA

9036 -2021 PECTVEJKI SEIAFYCH

Y neteii B BospacTe 0T 4 10 16 neT 3¢ eKTUBHOCTD NeBeTHpaLeTaMA sm;aei\gyggw qggfg‘%ﬁneﬁgwwm
n1a1e60-KOHTPOIUPYEMOM HCCAEAOBAHUH, KOTOPOE BKIIOHATO 198 NBUHEHTOB-H-APOROMKHTE A
neveHus 14 Hepenb. B 3TOM HCCAEN0BAHMM NALMEHTBI NOMYHYaH NEBETUPALETaM B Buae GHKCUPOBAHHOI
no3sl 60 Mr/ kr/ cyTku, pasieneHHoOl Ha ABa IpUeMa.

Y 44.6 % nauueHToB. NMojy4aBLIMX jieBeTUPaLETaM, Uy 19,6% naunenTos, noiyyasuux mianebo. 4actora
napLxanbHbIX NPUCTYINIOB B HEAENIO CHusunach Ha 50% wwiu Gonee oT ucxoauoro yposHs. [Tpu
NOCTOAHHOM A0Ar0CpPOYHOM Neueun y 11,4% nNauueHToB MPUCTYNbI OTCYTCTBOBAIH B TEYEHUE NO Kpaiixeii

mepe 6 mecsueB 1y 7.2% - kak MUHUMYM B Teuenue 1 roza.

Y neteit u MIafEeHIEB B BO3pAcTe OT | mecaua 110 4 net adpexTMBHOCTS NieseTHpaneTaMa GbuTa YCTaHOBNEHA
B TBOHOM CJIENoM 1a1e60-KORTPOIMPYEMOM HCCIIEAOBAHMIL, KOTOPOE BKIOYAIO 116 maMenTos 1
NPOJOIDKUTENLHOCTD JIEYEHUS COCTABIIANA 5 CYTOK. B 9TOM HCClieloBaH Ik MALIMEHTaM Ha3Haualli CyTOTHYI0
Al03y TiepopansHoro pactsopa 20 Mr/ kr, 25 Mt/ kr, 40 M / kT uiti 50 MT / K B 3a8BHCHMOCTH OT

Bospacta. Jlosy ot 20 Mr/ kr 8 cyTki ¢ THTpOBaRIEM 10 40 Mr / KT B CYTK¥ Ha3Haua/ld AeTIM B BO3pacTe OT
OIHOTO 110 WECTH MECAUEB ¥ JO3Y OT 25 MT'/ KT B CYTKM C THTPOBaHMEM 10 SO M/ KT B CYTKM Ha3Haganu
MJIaIeHLaM 1 IETAM B BO3pacTe OT 6 mecALes /10 4 net. CyTouHas 103a BBOXIIACK B ABA pHeMa.
OcHoBHEM rokasatesieM (Y HEKTHBHOCTII GbITa YaCTOTa PECOHACPOR (TPOLEHT NAWERTOB ¢ Honee Yem
50% cHKeHHEM OT HCXOAHO# cpeiHelt HacTOTEl TAPUNATTBHBIX TIPUTIANKOB B CYTKH), OUEHERHAS C
HCTIONB30BaHNeM 48-9acoBol Brzeo DI, Ananus sddextrBHOCTY BRFO9an 109 NMaIIIeHTOB, y KOTOPBIX
Obla XoTs 661 24 yacoas BiAeo DD kaK B 1ICXOAHOM, TaK U B OLEHOYHOM nepronax. 43,6% naienTos,
MONy4aBIITIX JeBETHPALETaM, U 19,6% nauneHToB, MOMyYaBUINX Miaue6o, GuITH NPH3HAHE!

HETIPEPBIBHOM JeYeHuH 8,6% NMallieHToB He MMEN TIPUCTYTIOB B TEYEHIIE TIO MeHBLIEH Mepe 6 MecsieR u
7,8% - He Me IPHCTYTIOB B TeueHHe 110 MeHblueit Mepe 1 roza.

35 pmereii B Bo3pacTe A0 | roja ¢ napumanbHeiMi NPHCTYNIAMU ObiNH BbIABNEHD! B M1aUed0-KOHTPOIUPYEMBIX
KJIMHHYECKHX HCCJIC0BAHHUSAX, U3 KOTOPBIX TOAbKO 13 Obutn Maazie 6 Mecsues.

Mowomepars npu nevweruit napyuaTbHbIX NPUNAOKO8 ¢ BMOPUNHOT 2eHepan3ayueil w1l 6e3 nee y
NAyuennios 8 sospacme cimapuie 16 rem c siepavle OUATHOCMUPOBARHOT Snuiencuetl,

IPeKTHBHOCTL NieBeTUpaLieTaMa Kak MOHOTEpanni 6bina YCTAHOBAEHA B IBOHHOM CIENOM Hcenea0BaHuY
B NapaJINeNbHbIX MPYNax No A0Ka3aTeNbCTBY OTCYTCTBMS NPEBOCXOACTBA Npenapara CpaBHEHuUs
kapbamasenuHa ¢ KOHTPONUpyeMbIM BbicBoGoxkaeHneM (CR). B nccnenosanun NPUHSIH yaacTue 576
MauHeHTOB B Bo3pacTe 16 net u craplie ¢ BIiepBble Wik HEAABHO AHarHoCTHPOBAHHON 3nunencueii. B
HCCNe0BaHNE ObUTH BKITHOYEHBI TONBKO NALMEHThI C HECIPOBOLUMPOBAHHBIMH NapuKaibHbIMU NPHNAAKAMH
HJTH C TCHEPANM30BAHHBIMM TOHHKO - KIIOHWYECKNMI Npunaakamy. [TauneHTsl 6uinu pasaenensi Ha ase
rpynnbl: nonysaroutue kapbamasenun CR B g03e 400 - 1200 mr B cyTku 1 nomyuarowe NEBETHpaLeTam B
Ao3e 1000 - 3000 mr B CyTKII, IPOAOKUTENLHOCTL IEYEHHUS - 10 121 HElesH B 3aBHCHMOCTH OT OTBETA.
OtcyTeTBre NPHNAAKOB B TEUEHUE 6 MeCALIEB ObLIO OTMEUEHO Y 73,0% NaLKEHTOB,

NONy4aBLIMX ACBETUPALIETaM. U Y 72,8% naunenToB, nonyuaswux kapbamasenuu

CR; ckoppexTipoBanHas abconoTHas pasHuua coctasina 0.2% (95% I -7,8 8,2). Bosnee yem y
NI0/I0BMHBI TALMEHTOB OTCYTCTBOBAIM MPUNAAKK B TeueHue 12 mecaues (y 56,6% - s rpynne
AeseTupaleTama u y 58,5 % - B rpynne kapbamazenusa CR).

B wuccrenoBanvy, OTpakaromleM KIMHWYECKYRO NPaKTHKY. COMYTCTBYIOMIKE TMPOTHBOIHIIETITHIESCKHE
npenapathl MOrIM ObiTb OTMEHEHbl y OrPAHHYEHHOTO YMCNA [ALMEHTOB, KOTOpble OTBETHUAM
Ha JIOTIOHIITENbHYIO TEPAITHIO JICBETHPALETaMOM (36 B3pOCNBIX MALMEHTOB U3 69),

Honoanumenvuas mepanis npu ne¥eHuy MuokIOHUNECKUX NPURGOKOG ) 83POCLIX U NHOOPOCHIKOS cmaputie
12 aem ¢ 106eHUTLHOT MUQKIOHUYECKOL JNUICHCUeT

I dexTuBHOCTD NeBeTHPaLIETaMa Gbula YCTAHOBEHA B IBOMHOM CEnoM n1auedo-KOHTPOIMPYEMOM
MCCeA0BAHUIL NPOAODKUTENBHOCTBIO 16 HEAeNb Y NALMEHTOB B Bo3pacTe 12 aeT 1l cTapiue, CTpaaaoLmX
TeHEPATTH30BAHHOIT MAMOMATHYECKOIT dNHencrei ¢ MHOKIOHITYECKMMH TTPHTAAKAMIT TIPY Pa3THIHbIX
CHHApOMaX. BoNBUIMHCTBO NMANMEHTOB ¢ OBEHMILHOM MUOKJIOHHUYECKON TMIencHeit.

B aTom uccneposanuu nosa nepetipalerama ocrasisiia 3000 Mr B CyTKIL, BBOAKIACH B 2 npuema.

Y 58.3 % nauueHToB. nonyyaBLIMX NeBeTUpaLeTaM. U y 23,3% naLueHToB, npuHuMasiiix miauebo, 6uu10
KaK MUHUMYM S0% CcHiDKeHMe KOJIIMecTBa AHell B HeAe 0, KOraa Habmoaanuch MUOKIOHHYECKHEe
npunaaku. [py npoaomKUTENbHOM ANUTEALHOM JieueHnH y 28,6% naLiieHToB OTCYTCTBOBAY
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COI'TACOBAHO
. ~|‘@6 Pﬁ( VYRHCTERCTBOM BILbABOOK PAHEHUS
MMOKJOHUYECKHUE NpHNaaKu B TCUEHHE 1O KpanHeuM Aei €B,ay D V76 pECTRHSHASN DA HEN

MeEpe 1 roaa. Ipuxas MunrucTepeTsa sAPABOOXpaHEHUS

0 3 6 - 2 0 2 1 Pecniybanen Banapyves

Honoanumenonas niepanus npu Aevenuu NePeIribIX 2EHEPATU0BANIBIN MONUKO- KTOHUNECKIX npunadrkog
)" 83pocavix u noopocmixoe cmapute 12 e ¢ uouonamuieckoi zeneparusosannoi smmencei

S¢derTuBHOCTS NeBeTHPALIETAMA OblA YCTAHOBNEHA B 24-HeENbHOM ABOMHOM CJIENOM M1aueto -
KOHTPOJIMPYEMOM 1ICCIEA0BAHMH, B KOTOPOE GbUIH BIJLOUEHBI B3POCIIbIE, MOAPOCTKY H OFPaHHYEHHOE
YHCJIO AeTeH, CTPanaroLiiX MAHONATUUECKON reHepain30BaHHOM Aniencueii ¢ NEPBHYHBIMH
FEHEPAH30BAHHBIMI TOHHKO - kKnoHuseckumy (III'TK) npunankamn npu pasauusbix cunapomax
(10BEHWIbHAS MUOKIOHMUECKAs SMUIENCHS, IOBEHWIbHAS aGCAHCHAN IUNENICHs, AGCAHCHAS HTUAECHS y
Aetefl uiw snunencis ¢ Gonswumi npunankamu Grand Mal npu npo6Gysxaeninu). B stom

UCCNIEAOBAHMIL 1032 NeBeTHpaleTama cocTasnana 3000 Mr B CyTin U1s B3POCIBIX M NOAPOCTKOB 1 60 Mr/ KT
B CYTKH JUIsl AeTei U NnpuHMManacs B 2 npuema.

Y 72,2 % nauuenTos, nony4aBImX JeBeTHPALIETaM, i Y 45,2% NaLueHToB, nonyuaslnx miaue6o, yactora
II'TK npunanxos B Hepemo cHmwxanack Ha 50% unu Gonee. HIpu npoRoKUTENBHOM AMUTENLHOM NEYEH K
Yy 47,4 % NaurMeHTOoB OTCYTCTBOBANN TOHUKO - KJIOHITYECKHE TPUIAZKH B TEUeHHE He MeHee 6 MECSLEB, a 'y
31,5% - B Teuenie He Menee | rona. )

PapMaKkOKITHETHYECKHE CBOHCTBA

IleBeTnpaueTaM SABJISIETCSH XOPOLLO PACTBOPIIMBIM U ITPOHHKAIOMIMM COCANHECHHACM. d>apma1<omnemqecmﬁ

~-TIPOPITb-IBASETCAJIMHETHEIM -¢-HU3KO BapHabenbHOCTBIO BHYTpH wMexAy-cybsexTamu, [Tocae — — ot

NIOBTOPHOI'O MPUMEHEHUS KIHPEHC He u3MenseTcd. HeT Hukaxux [0Ka3aTeNbCTB KaKOM-T100 3aBUCHMOCTH
0T Nona, pacsl Uin mercannoﬁ IIBMCHYHUBOCTH. (Dapmakommemqecmﬁ HpOdJHﬂL COMOCTABUM ¥ 3I0POBRIX
,ﬂOﬁpOBOﬂBHeB W'Y NaUreHTOB C 3MIencueii.

M3-32 €ro MOMHOro ¥ NNIHEHHOTO MOrMOme s YPOBHH B Ma3Me KPOBI MOJKHO NMPOTHO3IPOBATE MO
MEPOPATLHON J03€ IEBETHPALIETAMA, BLIPAKEHHON B MT / KT Macchl Te/a. CrenoBarensHo, HET
HEOGXOIMMOCTH B MOHIITOPHHTE YPOBHS JIEBETHPAUETAMA B TINA3Me KpPOBH.

3HauHTeNbHAs KOPPENiLHWs MEXIy KOHUGHTPALMAMA B CHIOHE W B TnasMe  Kposll  Oslna
[TPOACMOHCTPHPOBAHA ¥ BIPOCITBIX U AeTel (COOTHOLIEHIIE KOHIEHTPAUMH B CITIOHE / Mia3Me HaXOTHI0Ch
B AuanasoHe oT 1 mo 1,7 mocne mepopanbHOro mpuema TabneTok N CIyCTa 4 yaca mocjie BBEASHMS
pacTsopa st NEPOPanbHOro npHeMa).

B3pocneie u MOIPOCTKH

Bcacrmanue

Tocsre mprema BHYTPB JeBeTHpaeTaM GBICTPO BeackiBaeTes. AGCOMOTHAS 6MONOCTYNHOCTH TIpH
npueMe BHyTph Onu3ka k 100%. MakcnManbuas KOHUCHTpauus B mwiasme (Cmax) nocturaercs
qepes 1,3 yaca mocne mpreMa. YCTOWIMBOE COCTOSHHE NOCTHIAeTCS yepe3 2 mHs mpy rpaduxe
npreMa JiBa pasa B CYTKH.

MaxcuManbHas KOHUEHTpalus (Cmax) o6bruHO cocraBnser 31 u 43 MKr/MI rmocjie mpuema
oaHOKpaTHOH 7036l 1000 Mr ¥ 1OCIe MHOTOKDATHOTO eXeaHEBHOTO npueMa 10361 1000 mr 8
CYTKH B JBa IIPUEMA, COOTBETCTBEHHO.

CreneHb BCacbiBaHUs HE 3aBHCHT OT 03B! ¥ IPHEMA ITHIIH,

Pacnpenenenue

ﬂaHHBIe O pacnpeacneHuu JICBETUpALICTAMA B TKAHAX YEJIOBEKA OTCYTCTBYIOT.

Hwu JIEBETUPALICTAM, HUW €r0 OCHOBHOW MeTadONHT B 3HAYATEITLHOW CTeNneHn He CBA3BIBAOTCH C Denkamu
nnasmbl (<10%). Obbem pacmipenencHus jeBeTIPALETAMA COCTABSET npuénusnTensro ot 0,5 10 0,7 1/ k.
9T0 O/M3KO K 061iemMy 00beMy BOAbI B OpraHH3Me.




HO PB COTJACOBAHO

MI/IHMCTEPCTBOM 31{PABOOXPAHEHUS
MeTabonuzm 90 3 6

ECIIVBIIMKHY BEJAPYCH
- 2 0 2 1 pukas Mnnuc'repc'ma anpayouxpanenuﬂ
Pecniybanxn Lanapyei
JleseTpaneTaM y Yea0BeKa He NOXBEPTraeTCs HHTEHCHUBHOMY Mera6onn3my OcHoBHOI nyrb Merabonusma
(24% no3bi) - pepmeHTHBLIT rHAPOAU3 aueTaMUAHOM rpynnbl. OOpa3oBaHue OCHOBHOrO MeTabonuTa, uch
L057, ne noanepxusaetcs usodopmamu uuroxpoma P450. I'uaponns anetramiHoll rpynnbi Gbut H3MEPHM
BO MHOTHX TKaHAX. BKJIIOYAs KNeTKH KpoBu. MetaboamT ucb LO57 dapmakonornuecku HeakTuBeH.

YCTaHOBNEHBI TAKKE BA BTOPOCTENEHHBIX MeTabomnTa. OmiH GBI MOTyUYeH MyTeM MMAPOKCHIIIPOBAHNSA
MUPPONHAOHOBOrO Kobua (1,6% 103b1), 2 BTOPO# - NyTeM pa3MbIKaHUs MIPPONILIOHOBOTO Koba (0,9%
n03b1). [Tpoune HEHIEHTHOHIKPOBAHHbIE KOMTIOHEHTbI COCTABIISIIA BCETO NI 0K0:10 0,6% H03bL

He BruisiBiaeHO JHAHTUOMEPHOTO B3aNMOIMpPeBpaliCHNAA in vivo kak ans neseTnpaneTama, Tak n g ero
OCHOBHOIO MeTadonura.

In vitro 66110 0GHApYKEHO, UTO IEBETHPALIETAM H Er0 OCHOBHOW MeTabOoAMT He HHIMBUPYIOT aKTHBHOCTS
H30OpPM OCHOBHOIO IUTOXpOMA 4enoBeueckoil neuenu P450 (CYP3A4, 2A6, 2C9, 2C19, 2D6, 2E1 u
[A2), rmokypounrrpatcoepasst (UGT1A1 AND UGTI1A6) u snokcuarunpokcunassl. Kpome Toro,
7leBeTUPALIETAM HE OKa3bIBAN BIMAHNMS i Vifro HA FIOKYPOHUAALMIO BAILIIPOEBOMH KHCNOTHI.

B Ky/ibTYpe 4eNOBEYECKMX TEeNATOLMTOB JICBETHPALETAM HE OKa3blBal H/H OKA3bIBaN HeGOMbINOE
BoanedicTeue Ha CYP1A2, SULTIE] n UGT1AL. Jlepetnpaueram Bbiabian cnabyro unaykumo CYP2B6
u CYP3Ad4. In vitro u in vivo nanHble 0 B3aMMOAEHCTBHH C OPANbHBIMM KOHTPALETTHBAMH, JUTOKCHHOM 1

Bap@aprHOM YKa3bIBAIOT HA TO, YTO HE CNEAYET OXHIAATH CYLLUECTBEHHOH d.)eDMEHTHOH HHAOYKLUY in vivo,
- Y.

Cnenogarenbno B'sammneucmne :IeBempaueTama c llpyl‘ HMH  BCIIECTBAMU WU HaOGO})OT
MaJOBEPOATHO.

BhoiBeneHue

Tleproa nosyBLIBEASHHS U3 [1a3Mbl Y B3POC/bIX COCTABAAET 7 £ | 4ac U He MEHAETCS B 3aBUCUMOCTH OT
A03bl, NYTH BBEAEHWA UNU NOBTOPHOTO BBeAeHHUS. Cpeanuit obuyiil knupenc coctasaser 0.96 ma / mun / r.

OcHOBHO# NyTh BbIBEAEHUA - C MO0 (B cpeaHeM 95% 03bl); NpUBAK3UTENBHO 93% N03bL BHIBOAMTCSH B
Teuenue 48 yacoB. BriBenenue ¢ xanom cocrasnser Beero 0,3% oT 40351,

CyMMapHOe BbIBECHIIE IeBETHPALIETaAMA M €0 OCHOBHOIO MeTaboauTa ¢ MOYOi COCTaBiseT 66% u 24%
Z03bl COOTBETCTBEHHO B TEUEHHUE NEPBbIX 48 yacos.

ToueuHbtii KUpeHe neBeTHpaleTama i 0CHOBHOro Metabomura uch LOS7 cocTasnser 0,6 u4,2 M/ Mun/ kr
COOTBETCTBEHHO, “TO YKA3bIBAET HA TO. YTO NEBETUPALLTAM BbIBOAUTCA MyTeM Kiy604KOBOH (BHABTPALMH C
nocsenytouei kaHaibuesoii peabcopbuneil U 4TO OCHOBHON MeTaBoAUT TaKKe BbLAENACSTCH MOCPEACTBOM
AKTMBHOIl ~ KaHalIbUEBOH CeKkpeLuW B  JONOJHEHHE K  KAyBO4KOBOii ¢unsTpauuil. Beisenerue
AeBeTUpaLeTamMa KOPPEAHPYET C KITMPEHCOM KpeaTHHHHA.

Hoxunbie

Y noXKWITBIX sH0Aeli Mepiioa nosypaciana yBeandnBaeTcs npumepHo Ha 40% (ot 10 mo 11 9acoB). D10
CBA3AHO CO CHIKEHWEM (DYHKLITH MTOYEK B 3TOW nonynsuuu (cM. pasaen “Criocod TIPUMEHEHHNS W PEXKUM
N03WpoBann’).

[Toyednas HEOCTATOYHOCTE

KnupeHc neseTupaueTama ¥ KIMPEHC €ro OCHOBHOIO MeTaboniTa KOPPETHPYIOT

C KIIMPEHCOM KpeaTHHUHA. [103TOMY peKOMEeHAYETCA KOPPEKTUPOBAT MOANEPKUBAIOLLYIO CYTOUHYIO
A03Yy NEBETMpALETAMA C YUETOM KIMPEHCA KPeaTUHHHA Y NALKMEHTOB ¢ YMEPEHHOIT U TOKeNolt noueuHoi
HEJ0CTATOYHOCTBIO (CM. pasaen “Crocob NpUMEHEHHA H PEXUM A03UPOBaHIIS").

Y B3pOC/BIX NAUHEHTOB ¢ aHYPITMECKOH TEPMHHANBHOM cTaguelt 3abonesanns TIEPHON

TONTYBBLIBEAEHIIS cOCTaBnsgeT npuban3utensyo 25 u 3,1 yaca B

TeUeHHEe MENANATM3HOTO ¥ HHTPATHANIIZHOIO HEPUOJIOB COOTBETCTBEHHO.

HactnyHoe BbIBEACHUE NEBETHPALETAMA COCTABHAO 51% BO BpeMs THIUUHOrO 4-4aCOBOrO CeaHca AUanusa.

[TeueHoyHas HEAOCTATOYHOCTD




) § 5 COTJIACOBAHO
V NaUCHTOB C AE€TKOH U }’MepeHHOM CTCHCHbLIO NEYCHOYHOI1 HEAOCTaT Mmmms&ﬂmﬁﬂmﬂﬂ

K/IMpeHca nieseTrpateTaMa. Y 0ONbLIMHCTBA NALMEHTOB C TAXEN0H CTefeHblo IREMIBME HEIAPYCE
A A g Ut & XpaHeHusa
HEJOCTATOYHOCTH KAMPEHC JieBETHpaLeTaMa 6611 CHUAKEH Gonee dem Hal SOWR %c TR

. Yo7
Nov4evHOH HeA0CTaTOUHOCTH (CM. pasaen “Cnocob npuMeHeHHs 1 pekul ROBHPOBAHUR Yo = 7 o1 1w 110 mon emcmamans

Hetckas nonynauus Hn P
9036 -2021

ITocne oaxoxparHoro nepopansHoro npuema (20 Mr / kr) y nereit ¢ snunencuei (ot 6 no 12 net) nepuox
MONyBBIBEACHIIA JIEBETHpaLeTaMa cocTaB 6,0 1acoB. Kipenc ¢ monpaskoii Ha Maccy Tena Gbi TIPUMEPHO
Ha 30% BbILIE, YEM Y B3POCIBIX C SNHUIIEHICHEH.

Lemu (om 4 0o 12 rem)

Iocne nosTopHOTO NEpopasHOro MpreMa 1o3sl (01 20 1o 60 Mr/ kr B CYTKH) y aeteit ¢ smmnencueii (ot 4 1o
12 net) nesetypauetam GpicTpo BeackiBancs. [TMKoBas KOHUEHTPALMS B TUTa3Me HabMOTANACH yepes 0,5-1,0
“aca nocnie npuema npenapara. Habmozanocs suHeiiHoe n ponopuioRansRoe YBeNHYeHHe TUKOBbIX
KOHUEHTpALW B TTa3Me W MIOWaIM Mo KpHBoit. [Tepioa MosyBEIBEAEHNS COCTARNAN TIPUMEPHO 3

yacoB. Knuperc coctapnsn 1.1 Mi / MuH / KT

Mradenypr u demu (om 1 mecaya do 4 aem)

TNocne oanokpatHoro mpremMa (20 Mr / Kr) nepopabHOro pactsopa 100 Mr/ ma y neteii ¢ snunencueit (ot |
MecAla 10 4 nieT) nieBeTHpatieTaM ObICTPO BCACHIBANCSA, IUKOBbIE KOHLEHTPALUIX B IUIa3Me HaGIIOATHCH

- TIPHOJTM3NTC/BHO Hepes-1-yac Tiocie TipueMa npenapara. GapMakOKMHETHIECKHE Pe3yNbTaThl IOKA3ATH, 4T0
mepuon nojypacnana 6su1 kopode (5,3 uaca), ueM y B3pocnbix (7,2 waca), a kaupenc 6sw1 GuicTpee (1.5 M /
MHH / KF), ueM y B3pocnsix (0,96 M / muH / kr).

B NOMYAATUOHHOM d}aphlaKOKHHeTllquKOM AHANA3C. MPOBOJWMOM Y MALHEHTOB B BO3pacTe OT | mecsua 1o
16 neT, Macca Tesia 3HAYUTENBHO KOppEINpOBaiIaA € KIIMPEHCOM (KJ'IWPCHC TIOBBIIIANICH C YBENWHYEHIIEM MACChI
Tena) 1 BUAWMbBIM 00BEMOM pacnpeacicHus. Bo3pac1* TaKoKe OKaseBaNl BIIUAHIE Ha 0fa nmapamMeTpa. ot
3(1)(1)61('!' Owia BRIPKEH [UIA AeTel Maaamero BO3pacTa 1 YMEHbLIIANCs ¢ BO3PAacTOM, CTAHOBACH
HE3HAYNTENbHBIM K 4 roaam.

B obonx nomy iMunoHRbX apMakoKMHETIGECKHX AHATI3aX HAGNIOAAIOCh YBEMIIYEHHE
KJIMPEHCA fieBeTIpateTama NpiMepHo Ha 20%, KOria ero BBOIMIM COBMECTHO C HHAYLHPYIOLIAM JH3IIMBI
MPOTUBOIMUIIENITUMECKMM TEKAPCTBEHHbBIM CPEACTBOM.

IToxasanns K npAMEHEHAIO
B xauecmee monomepanuu (npenapam nepeozo svibopa) npu neveruu

» NapUMaTbHBIX NPHUINAJKOB C BTOPHYHOM TeHepanu3auyedl wiM 6e3 TakoBOM y B3pOCHBIX H
MOAPOCTKOB CTapie 16 JieT ¢ BriepBbie AMArHOCTHPOBAHHOM SMMIIENICHEI].

B cocmage dononnumenvroi mepanuu npu nevenuu

» ' NapUMAaBHEIX TIPHIANKOB ¢ BTOPHYHOMN reHepanusaumell Wik 6e3 TakoBoi Y B3pOCIBIX H AeTei
crapiue 6 JieT, CTpafalolHX SMHIENCHeEI;

» MHOKIOHHYECKHX CYNOPOT Y B3POCIIEIX H HOAPOCTKOB crapue 12 siet, cTpagalom¥X I0BEHIIBHOMN
MHOKJIOHHYECKOH 3MMIIEeTNICHEI;

»  MepBUYHO-TEHEPATH30BAHHBIX CYIOPOXKHBIX (TOHHKO-KTOHMHECKHX) MPHIIAAKOB y B3POCIBIX H
TMOAPOCTKOB CTaplue 12 yieT, CTpajalouX HIHONATHYECKOH TeHepATH30BAHHOM SITHIeNCHEil.

IIporaBonoxasanus

» TloBblieHHas YYBCTBHTCIIBHOCTD K JIEBETHpALIeTAMy WIH APYTHM INIPOHU3BOAHBIM MHUPPOTHAOHA, a
TaKke K JITOOBIM KOMITOHEHTaM Iperapara.

C 0CTOpPOXKHOCTHLIO




COTJACOBAHO

CacwTa Y

> TTanueHTH MOXKWIOTO BO3pacTa (CTapme 65 J'ICT). MUHHACTEPCTBOM S1FAROOXPA HEHUSA
PECITYBIMKY GEJIAPYCH
> 3aboneBanus MNe4YeHU B CTaaAHH ACKOMIICHCAIIUH. § Ilpukas Munuerepes

, Peciryd.
> TlouedHass HEAOCTATOYHOCTE. 1 et

Crnioco6 npuMeHEeHHs H PeXKHM JO03HPOBAHHS
Ipunumarom mabnemxu 6Hympy, He3a8UCUMO OM KPUEMA NUWU. 9 0 3 @ - Z U 2 ‘i
Cymounyio 003y npenapama densm Ha 08a npuema 8 00UHaKo8oii doze.

Paszoenumenvnas pucka Ha nogepxrocmu mabnemxu He npeOHAZHAYEHA ONA ee JeneHus Ha 003bi. Hannas
PpucKa npedHasHaueHa O1a Oenenus mabremxu Ha 06e yacmu ¢ yevio ydobecmea npuema n1exapcmeenno2o
cpedcmaa 6 cryuae, k020a He YOaemcs nponomume mabnemxy yerukom

Tabnemxu npurumarom, 3anueas oocmamoyHbim KOAUYecCmeom HcuOKocmu,

Tabremrcu Jlesunun 750 m2 mozvin Goline HAZHAYEHBE MOALKO G3DOCTBIM, NIAK KAK 8 COCINAB 000I0YKY 5MOT
003UPOBKU BXOOUIN KPACUINETL ANeALCUHOGYIIT diceamuili (E110), KOMOpblil 3anpeuyen Kk Ucnons308anuio y
Oemeii (Pewenue Cosema ESpazuiickoit 3k0HOMUYECKOT Komuccuu No8S om 03 Hos6pa 2016 200a).

MoHoTreparus

~ BspocneiM u NOApocTKaM cTapme 16 neT nedyeHue CIICyeT Ha4yMHaThb C CYTOYHOM Jo3el 500 Mr,
pasfieneHHOH Ha 2 mpuema (1o 250 mr 2 pasa B cyTku). Uepes 2 Heenu 103a MOYKET GbITh YBeJTHYeHa [0
Ha4abHOH TepamneBTHYeckol — 1000 Mr (mo 500 Mr 2 pasa B CYTKH). MakcumalnbHas CyTouHas [03a
cocrasiser 3000 mr (no 1500 mr 2 pasa B cyTkH).

B coctaBe n0NOMHHTENBHOIR TepanuH

Hersm crapwie 6 et u moapoctkaM (o1 12 10 17 ner) ¢ maccoit Tena menee S0 kr JICYEHHE CllefTyeT
HauMHaTh C CYTOYHOH 10361 20 MI/KI Maccsl Tefa, pa3/eneHHOMN Ha 2 npuema (no 10 Mr/kr mMaccel Tena 2
pasa B cyTkH). MsmeneHue n03sl Ha 20 MI/KT MacChl Tejla MOXET OCYLIECTBJIATHCH KaXKAble 2 HENEH 10
ROCTIDKEHHS PEKOMEHTYEMO# CYTOYHON 103bI — 60 MI/Kr Macchl Tena (o 30 MI/Kr Macch! Tena 2 pasza B
CyTkH). IIpy HENEpeHOCHMOCTH PEKOMEHIYEMOH CYTOYHOM HO03BI BO3MOYXHO ee cHikeHHe. Cnenyer
MPUMEHATE MHHHMAIBHYIO 3(¢ekTuBHYI0 n03y. Bpau goskeH HasHauuTh npenapaT B Haubonee
NOAXONAMIEH JIeKapcTBeHHOH ¢opMe M [JO3HPOBKE B 3aBHCHMOCTH OT MAacchl Tena NalUeHTa H
HeoOXOMMMOM TepaneBTHIECKOH HO3BI.

Hetstm ¢ Macco Tena 20 Kr WM MeHee pEKOMEHIYETCs HAYHHATD JICYCHHE C TpreMa Ipernapara B Gopme
pacTBopa IIs IIpHeMa BHYTb.

Hetsv ¢ Maccoit Tena Gornee 50 Kr [03MpOBAHEE OCYINECTRISEOT 110 CXEME, IIPUBEICHHOM IS B3POCIBIX.

BspocibiM 1 nompoctkam (ot 12 1o 17 ner) ¢ Maccoit Tena Gonee 50 KT Jiegerme CIIEyET Ha9UHATE C
cyrouso# no3sl 1000 mr, pasnenenHoit Ha 2 npuemMa (o 500 mr 2 pasa B CyTkH). B 3aBrcHcMocTH o
KIMHAYECKOA PeaKii M INEPEHOCHMOCTH Ipelapara CYTOdYHAs 1032 MOXET GObITh YBEJIYEHA 10
MakcuMambHOK — 3000 Mr (mo 1500 mr 2 pasa B cyTxu). M3Menerse 10361 Ha 500 Mr 2 pasa B CyTKH MOXeET
OCYLIECTBILITECS KaXKable 2-4 Heemm.

TIockombKy neBeTHpaneTaM BBEIBOIMTCS U3 OPraHH3Ma TIOYKaMH, ITPY Ha3HAYCHHH TIpeTapara NalHMeHTaM ¢
TOYEYHOH HEIOCTATOYHOCTBIO M MAlHeHTaM MOXKIUIONO BO3pacTa N03y CIICAYET KOPPEKTHPOBATh B
3aBUCHUMOCTH OT BEITHYHHBI KMpeHca KpeaTHHHHA (KK).

KimpeHc KpeaTwHHHa I MYXUMH MOYKHO PACCHMTAT, HCXOMA M3 KOHIIEHTPAIMH CHIBOPOTOYHOIO
KpeaTHHUHA, 110 ciieyromeit hopmyie:

_ (140-Bospacr (roas)) - macca Tena (kr)
72 -KKcwiBopor(mr/mn)

KK (m/me)




HOPB [ coriacos TAHO
KiMpeHC KpeaTWHMHA U1 JKCHIDMH MOXHO pace ;mymm@m; «HQJYHSHHOS, ; sHAUPHHE  Ha

ko drment 0,85. q0 36 - i ngp,l, m”’

Pesicum 003UpOBAHUS NPU HADYUWEHUYU DYHKYUU NOYEK Y 63p0€ﬂblx uno@pocmkoe ¢ maccoil meng Gonee 50
K2

Crenenn HapymeHHs QyHKIMH KK Pexxv o3upoBanus
MoYeK
(MV/mua/1,73m%)
Hopma >80 Ot 500 mo 1500 Mr 2 pasa B cyTkH
Jlerxas 50-79 Ot 500 o 1000 mr 2 pasa B cyTkH
YMepeHHas 30-49 Or 250 o 750 mr 2 pasa B cyTH
Tsoxemas <30 Ot 250 o 500 mr 2 pasa B CyTKH
Tepmunanenas cramus L Ot 500 mo 1000 mr 1 pa3 B cyTku**
(MaLMeHThL, HAXOOAIIMECS Ha
Jame™)

*B nepBbIii ICHD JICYCHNS pEKOMEHYeTCS IIprUeM 10361 750 MT.
*++TTocTe AMATH3A PEKOMEHJTYETCS TPHEM JOMOTHHTEBHOM 10351 250-500 Mr.

JersM C movevHON HEeJOCTATOYHOCTHIO KOPPEKIMIO O3Bl JIEBETHpaleTaMa ClEAYeT MPOM3BOIUTH C
Y9ETOM CTENEHH MOYEIHON HEIOCTATOYHOCTH.

Krmpenc kpeaTrrmaa (M1/muE/1,73M%) MOXKeT GBITh OLEHEH Ha OCHOBAHHH OIPEICICHIs CHBOPOTOHOTO
KpeaTHHMHA (MIV/ZUT) 11 IOAPOCTKOB H JETEH, HCTIONE3YA clienyomyro dhopmyity (dopmyty sapua):

Pocr (cMm) - ks

KK (vv/me/1,73m%) =

KKcsiBopoTt(mMr/an)
ks =0,55 ona neret Mnamue 13 et ¥ MOAPOCTKOB HEHCKOTO 10JIa;
ks =0,7 11 TOAPOCTKOB MY»XCKOTO IToJIa.

Peoicum do3upoearus npu HapywieHuU QyHKyuu nodex y Oemeti U HOOPOCMKOE ¢ Maccoti mena mexee 50 k2

Crenenn HapyImeHHs KK P AO3HPO
ynsxipmH novex (Ma/man/1,73m%)| Jeru crapime 6 JieT 1 OAPOCTKH ¢ Maccoii Teia
meHee S0 kr
Hopma >80 10-30 mr/xr (0,10-0,30 Myvkr) 2 pasa B cyTKH
Jlerxas 50-79 10-20 mr/xr (0,10-0,20 myv/kr) 2 pasa B cyTxu
YMmepeHHas 30-49 5-15 mr/xr (0,05-0,15 Miv/kr) 2 pasa B cyTKH
Tspxenast <30 5-10 mr/xr (0,05-0,10 Mv/kr) 2 pasa B cyTkH
TepmumansHas cragus
(maIMeHThL, HaXOMSIIUECs _ 10-20 mr/xr (0,10 - 0,20 miv/kr) 1 pas B cyTiu (1)(2)
Ha IHajnse)

(1) PexomeHioBaHHast Harpy304Has 1032 B IEPBBIH AeHb nedeHus - 15 mr/kr (0,15 mur/kr).

(2) PexomeHoBaHHast IO/IIEpKABAIOINAs 103a Iocne uamsa - S-10 mr/ur (0,05-0,10 miv/kr).




COTJIACOBAHO
INarpierTam ¢ HapyImeHHeM (QyHKIMH TICYEHH JIETKOH 1 cpenHed]] mmmmn«mmm

J03upoBaHms He Tpebyercst. Y NalMeHTOB ¢ JEKOMIIEHCHPOBAH! %ngmmmm p&%ux Dageegg H
TI0YEYHON HEJOCTATOUHOCTHIO YPOBEHb CHIDKEHMS KIMpPEHCA KpeaTvHuRe: oM Nepe

OTpaXaTh CTENEHb TSDKECTH NMOYEYHON HEJIOCTATOUHOCTH. B TakuX cirydasx npn ce I
menee 60 Mv/Mus/1,73M> PEKOMEH/TYETCsl CHIDKEHHE CYTOYHOM 10351 Ha 50 ,g 0 3 6 _ 2 0 2 :

Ecmi naimeHT 3a0b11 IPHHATE Ta0NeTKY JleBrmmina, HeoGX0AMO MPUHATE e Kak MOXKHO CKOpee, TI0Ka He
IpHOM3HIOCE BpEMsi OUepe/HOro Mpuema. EciM mofomuio Bpems il TpHUeMa CIEYIOMEH 035l

JIEKApCTBa, HE Hy)KHO IIPHHMMATH IPOITYLICHHYIO 103y. Hereas ysanBars 03y JIeKapCTBEHHOIO CPe/CTBa
JUTsL KOMITCHCALMH TIpOrTyIeHHoH! J{arnee npenapar MpHHAMAETCS COIIACHO PEKOMEHIOBAHHOMY PEXAMY
JIO3UPOBAHHS.

Ilayuenm ne donowcen npexpawame npuem Jlesununa 6e3 npedeapumenvHoti KOHCYTMAay Uy ¢ eHauyum
gpaiom!

Oco0bie ykazaHAs 1 Mepbl NPe0CTOPOXKHOCTH

[Toueunas HEAOCTATOYHOCTH

HasHna4eHue neseTHpaneTama nalueHTaM ¢ TOYEYHON HEIOCTATOUHOCTEIO MOXKET II0TPe5oBaTh
KOPPEKTHPOBKH J03bl. Y MANHEHTOB C THKEITBIMH HAPYMIEHHAMY QYHKIINY TCICHH
PEKOMEHAYETCS OUSHHUTh (PYHKIMIO TTOYEK nepen BBI60pOM JIO3BI (CM pame*I Crroc06

TIPUMEHEHUS H PEXUM JO3UPOBAHUL "), - -

OcTpas novyeyHas HEIOCTATOYHOCTD

HpHMCHGHHB JICBETHPAIETaMa OYCHb PEIKO CBSI3aHO C Pa3sBUTHEM OCTpOﬁ OYEYHOU
HCAOCTATOIHOCTH, NIPHICM BPEMA €€ Pa3BUTHS BAPbHPYET OT HECKONBKHX OHEH 0 HECKONBKHAX
MCECAIIEB.

Koan4ecTBO KIETOK KPOBH

Peaxne ciryuan CHXXEHHUS KOJTHYECTBA KIIETOK KPOBH (HEeHTPOTIEHH, arpaHyIoOUHTO3,
JACHKOTEHNS, TPOMOOUMTONEHNS W MTAHIUTOTICHNS ) OBLLIA OTHCAHB! B CBA3A

¢ IPHEMOM JIEBETHpAlleTaMa, KaK IPaBmyio, B Hadase jieueHus. OnpenesieHre KONIN9ecTBa KiIETOK
KPOBH PEKOMEHIYETCS MAHEHTaM, HCIBITHIBAIOINM BEIPKEHHYIO CNab0CTh, THIEPTEPMHIO,
PeUnIHBAPYIOMAE HHGEKIMH UM HApYIIEHME CBEPTHIBAEMOCTH KPOBH (cM. paszen “TloGouroe
Jaeiicteue”).

Cynnuna

VIMeroTes coolmenns o cirydasx caMmoyOnifcTBa, TIOMBITOK CaMOyOUICTBa, MBICTEH 0
CaMOyOUICTBE ¥ MAlHEHTOB, NOJY9aBIINX TIPOTHBOIIUIETITHIECKHE IEKAPCTBEHHBIC CPEACTBA
(BRITFOHAs IeBeTHpaLieTaM). MeTa-aHaii3 panIoMH3HPOBaHHBIX ILIA1E60-KOHTPOIHPYEMBIX
HCCNEAOBaHUH IPOTUBOIMUIIENTUYECKMX JIEKAPCTBEHHBIX CPEACTB MOKa3ayl HeGOMbmoi
TIOBBIMEHHBIH PACK CYHIIMAAIBHBIX MBICIEH 1 IOBEAEHUS. MeXaHH3M 3TOTO PHCKA He H3BECTEH.

CrenoBaresBHO, MAUAEHTH! JOKHBI TOABEPraThCsl MOHHTOPHHTY Ha HAIHTHE TIPU3HAKOB
ACTIPECCHH U / WM CYHUHAATBHBIX MBIC/IEH U MOBENEHNS, CIEAYET PACCMOTPETh BO3MOKHOCT
COOTBETCTBYIOMIETO NeyeHMs. [laiuentam (1 onexyHaMm) clexyeT pEKOMEeHI0BaTh 06PATHTHCA K
Bpayy B CJIyuae [OSABJEHUS NIPU3HAKOB JIEIPECCHA H / HITH CYMIMAATBHBIX MBICIEH

WM TIOBEJCHUS.

Hapyinenve noBeleHUs. arpecCUBHOE MMOBEECHUE




COTJACOBAHO
HEAE PABOOXPAHEHUS
JleBeTHpaneTaM MOKET BBI3BIBATH PA3BHTHE TICH: ddde2 R cu it EE APy D

1 MOBEACHYCCKHX HapymeHm‘/‘I, BKJ’HOqaﬂéJﬁ[gag(HTeﬂb§0ﬂfbf ?ﬂ’pﬁ% Pecmﬂ‘fﬁ‘;’@m”mxpaﬂeﬂ"ﬂ

ot & W 2 s

ITauueHTH!, IpHHAMAIOLME JICBETAPALIETAM, JOIKHbL OABEPraThcsi MOHMTOPHHTY HA MpEAMET
BBISIBJICHHUS TICHXOTHYECKHX CHMITTOMOB, YKa3bIBAIOMIMX Ha BaXKHBIC H3MEHEHUS HACTPOCHHS 1 /
WM JIMYHOCTH. Eciin mMeeT MecTo n3MeHeHYe NOBENEHNS NAlHENTa, ClIeyeT PacCMOTPETh

- BO3MOXHOCTb KOPPEKTHPOBKH JJ03bI HITH MIOCTENIEHHOTO TIPEKPAleHHs IpHeMa NpenapaTta. Ecimu
MPHHAMACTCS PEIICHHE O TIPEKPALIECHNH IPHEMa JICBeTHPALIETaMa, HEOOXOIMMO CJIEI0BATh
PEKOMEHTIANAAM, YKa3aHHBIM B paszerne “Crocob IpHUMEHEHHS ¥ peXxnM J03MPOBaHHs",

Jletckast monyiasuus

Tabrerkn neBeTvpaneTamMa He MpeaHA3HAYESHBI [T IPHMEHEHHS Y MITAACHLEB 1 JIETell B
BO3pacTe A0 6 JieT.

Tabnemxu Jlegunu 750 a1z Mo2ym Golmb HA3HAUEHB! TNOABKO B3POCLIM, MAK KAK 8 COCMAB 060I0YKY 30T
003UPOBKU 6X00UM Kpacumens anersCuHoswiil sceamoti (E110), KOMOpbLTi 3anpeujer K UCROAb30BANIO Y
oemeit (Pewenue Cosema Espazuiickoti sxonomuuecxoli komuccuu Ne88 om 03 Hoabps 2016 200a).

I/IMC.IOLIII/IEC}I JaHHBIC O ACTAX HE MIPEANoNararoT BIUAHUS Ha POCT U IOJIOBOC CO3PEBAHHUE. TeM He
MEHCC, AOJIFOCPOYHBIC NNOCAEACTBUS BIIUSIHUS JIEBETHpALIeTaMa Ha OOY‘{CHHC HMHTCJUIEKT, POCT, .

BH}IOKpI/IHHbIe (tlyHKL[HH nomBoe COBpCBaHPIC Y CIOCODHOCTD K ACTOPOKIOECHHUIO ¥ JeTen
OCTAKOTCA HEU3BECTHBIMHU.

BiamvoneiicTere ¢ ApyruvH JIeKaPCTBEHHBIMI CPEICTBAMIT U APYTHe BAIbI B3ANMONEH CTBHS

[poTuBO3NMIENTHYECKHE JICKAPCTBCHHBIC CPEACTRA

[IpenBapuTe bHEIE MAPKETHRTOBBIE NaHHbIE KITMHHIECKHX HCCIEOBARMH, TIPOBENCHHBIX YV
B3POCIIBIX, IOKA3BIBAIOT, YTO JIEBETHPAIICTAM HE BIHSI HA CHIBOPOTOYHEIE KOHIIEHTPALIMH
CYMECTBYIOMMX TPOTHBOSIHICIITHIECKUX JIEKAPCTBEHHBIX CPEACTB ((DEHUTOHH,

KapbaMasenH, BallblpoeBas KHCIOTa, (GeHOBapOHTAN, TaMOTPU/KUH, FA6ATEHTHH i MIPUMUOH)
¥ 4YTO 5T IPOTUBOSIUIENTHIECKHE IEKAPCTBEHHBIE CPECTRA HE BIMSUIY Ha

(bapMaKOKHHETHKY J€BeTHpaLleTaMa.

Kak 1 y B3pOCIIBIX, HET JaHHBIX 0 KIMHUIECKH 3HATMMOM B3aHMONEHCTRHH
IPOTHBOSIHIETITIHYECKIX ICKAPCTBEHHBIX CPECTB Y AETEH, [TOMYYAIOMMX JIEBETHPALETAM B
no3e 1o 60 Mr/ KT B CyTKH.

PeTpocnexTrBHas oleHKa (hapMaKOKHHETHYECKOTO B3aUMOICHCTBUS Y J€TEH U MOAPOCTKOB C
smIernicuei (B Bospacte oT 4 1o 17 neT) noATBepauia, YTo AOMONHATEIbHASL

Tepanus ICBeTUPALETAMOM, TPHHAMAEMbIM IIEPOPANIbHO, He BIMANA HA YCTAHOBHBIIAECS
KOHIEHTPAIHH B CHIBOPOTKE KPOBH OJHOBPEMEHHO IPUHUMAEMOT0 KapbaMasemiHa Wik
Banbrpoara. Tem He MeHee, JaHHble CBUNETENLCTBYIOT O TOM, YTO KIIMPEHC JAEBETHpAlleTaMa Ha
20% Bolwie y aeTei, IPUHUMAOIIEX TPOTUBOSIAIENTHYECKHE JICKapCTBEHHEBIE CPEACTBA,
MHIYLMpYyIolmue 3H3uMbl. Koppexuus 10361 He Tpebyercs.

[IpoGenenna

Bhu10 mpoaeMoHcTpHpoBaHo, uTo npobeHenua (B a03e SO0 mr YeTHIPE pa3a B CYTKH),
OJIOKHPYIOMUH CEKPELHMIO MOUEYHBIX KAHAIBIEB, HHIMGHPYET MOYeUHbIH KIMPEHC OCHOBHOTO
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WMetoTest coobILeH s O TOM, YTO OAHOBPEMEHHBIN IPUEM JIEBETHpPALIETAMA U METOTPEKCATa
CHHXKAET KJIMPEHC METOTPEKCATa, YTO MIPHBOJUT K YBEJIHUCHUIO KOHICHTPALHH METOTpEKcaTa B
KPOBH 10 TTOTEHHHAIBHO TOKCHYHBIX YPOBHEH. Y POBHYM METOTpEKCaTa U JICBETHpANETaMa

B KPOBH CJIETYET TINATENBHO KOHTPOIMPOBATE Y NALHEHTOB, ITOTYYaOUIHX 3TH MPENaparsl
OJTHOBPEMEHHO.

OpanpHble KOHTPAICNTHRE B JIPYTHE HapMaKOKMHETHYECKHE B3aUMOJCHCTBUS

JleBetupaneram B goze 1000 Mr B CyTKH He OKa3bIBa/ BAMAHUS Ha (hapMAKOKHHETUKY
[I€POpPaNbHBIX KOHTPALENTHBOB (3THHIII3CTPAXHONA H JICBOHOPrecTpeia); SHAOKPUHHBIE i
MMOKa3aTe/H (JTOTEHHHU3NPYIOLIUH rOPMOH ¥ TIPOTECTEPOH) He ObINM N3MEHEHBI. |

JleBetupaueram B nose 2000 Mr B cyTKH He OKa3bIBAJI BIAHAHUA HA (PAPMAKOKMHETHKY AMTOKCHHA
¥ Bapdapuna; npoTpoMOUHOBOE BpeMs He 6bLI0 H3MeHEeHO. COBMECTHOE IIPHMEHEHHE C
AWTOKCHHOM, OpPaTbHBIMH KOHTPaleNTHBaMH H BappapuHOM He BIIHANO Ha

(apMAaKOKMHETHKY JEBETHPALETAMA. - oo

CnabuTeabuble

HmeroTest oTaenbHbIE COOOUEHUS 0 CHUMKEHHH 3D (eKTUBHOCTH NIeBETUPALIETAMA B CITYUAsiX,
KOTrZla OCMOTHYECKOE CIa0UTENBHOE CPEICTBO MAKPOTr0Jl HA3HAYATIOCH OJHOBPEMEHHO C
TabreTkaMu NeBeTHpateTama. [103ToMy Makporon He clieyeT NIPHHUMATE BHYTPh B TEUECHHE
OJTHOrO 9aca 0 W B TEYEHHE OJIHOTO Yaca MOCHe TIpHeMa JieBeTHpaleTaMa.

Huina ¥ ankorone

Crenens aGcopbuuu NeBeTUPALIETAMA HE H3MEHSIACh B 3aBUCKMOCTH OT NPUEMa MULIH, HO
CKOPOCTb abcopOunu Obl1a clerka CHUXXEHA.

I[aHHbIe O B3aUMOJACHCTBUH JCBCTHpAlCTaMa C allKOroJIEM OTCYTCTBYIOT.

Tabaemxu Jlegimun 750 e amo2ym Go1ms HAZHAUEHBI NIOALKO 63POCABIM, INAK KAK 8 COCMAE 060A0YKYU MOl
003UpoBKYL 6X00UM Kpacumeny aneavcunosuiil sceamviii (E110), komopuwlii 3anpewjen k ucnons308aHuio v
Oemeti (Pewenue Cosema Egpasuiickoil sxonomuveckol komuccuu Ne88 om 03 noabdpa 2016 200a).

bepeMeHHOCTD M NMEePHOI KOPM/IEHUS IPYAbIO

XKeHmuHbI ACTOPOAHOIO BO3pacTta

HeobxoaHMO faTh COBET CHENHANKCTA JKEHITMHAM JeTOPOJHOTO Bo3pacTa. Jleuenue
NIEBETUPAETAMOM JOJIKHO OBITH IEPECMOTPEHO, KOT/1a XKeHIUMHA [IaHupYyeT 3abepemenets. Kak
1 B Cl1yu4ae NPUMEHEHUs BCEX MPOTHBOINMIENTHYECKUX NIPENapaTos, CaeayeT uzberars
BHE3AMHOTO [PEKPALIECHHs NPUEMa JeBETHPALIETaMa, OCKOIbKY 3TO MOXET IPUBECTH K
[POPLIBHBIM [IPUCTYIAM, KOTOPbIE MOTYT UMETh CEPbE3HbIE NOCIEACTBHSA /15 KEHIIUHbL U IJI0AA.
MownoTeparnus 10KHa ObITh TPEANOUTHTENBHEE, KOT/IA 3TO BO3MOXHO, TaK KaK TpHem
HECKOIBKHX MPOTUBOBIUIENITHUECKUX JIEKAPCTBEHHBIX CPEIICTB MOKET OBITH CBS3aH ¢ Hosee
BBICOKHM PHCKOM Pa3BHTHS BPOXICHHBIX TOPOKOB Y TUIOJA, YeM MOHOTEDANHUS, B 3aBHCHMOCTH
OT KOMOWHALMH MPOTHBOSMHIIETITHYECKUX CPENICTB.



H‘m COTJIACOBAHO
bepeMeHHOCTR MUHUCTEPCTBOM 31{PABOOXPAHEHUS
g 0 3 6 - 2 0 2 1 PECIIYBIMKH BEJAPYCh
Tipukas Munucreperna sapay X |
BonpLIoe KOMHYECTBO NOCTMAPKETHHIOBBIX JJAHHBIX O BGepeMeHHBIX X . ﬁﬁ?ﬁg‘@vf%ﬁi‘ﬁ;

AeseTupaueraM B Buae MoHoTepanuu (6onee 1800, cpenu koTopsix - Gonee 1500 KeHUHH
TIPHHHMAJTH JICBETHPALIETaM B TCUCHHE 1-ro TpUMeCTpa OepeMEHHOCTH), HE YKa3bIBAIOT HA
YBEJTHUCHHE PHCKA BO3HUKHOBEHHS CEPhE3HBIX BPOXKIEHHBIX MOPOKOB PA3BHTHS y

mtona. MIMeroTest IMILE orpaHvHeHHble JAHHEIE O Pa3BATHN HEPBHOW CHCTEMBI y feTeil, MaTtepu
KOTOPBIX NPUHAMAITH JICBETHPALETaM B BHAE MOHOTEpanu B nepuox Gepemennoctn. Texymme
SMHASMUONIOTHYCCKHE HecnenoBanua (okono 100 neteit) He naroT ocHOBaHMH MONAraTh O
TIOBBIMIEHHOM PHCKE HAPYIIEHHs. HIIH 3aA€PXKKU PA3BUTHS HEPBHOM CHCTEMBI ¥ eTeif.

JleBeTnpatieTaM MOXHO TIPHMEHSATE BO BpeMs GEPEMEHHOCTH, €CIIH TIOC/IE TIMATENbHON OLEHKH
OH CYHTACTCS KIIHHAYECKH HEOOXOAUMBIM. B TakoM ciydae pekoMeHAyeTcs camast HU3Kas
3¢ dexTHBHAL H03a.

Du3HONOTHYECKHE H3MEHEHHUS BO BpeMsi 6ePEMEHHOCTH MOTYT BITHATE

Ha KOHUCHTPAUHIO JIeBeTHpaLeTaMa. CHIDKEHME KOHIIGHTPALWY JTEBETHPALIETAMA B [I/1a3Me

KpOBH HaOMONaeTCs BO BpeMs GepeMeHHOCTH. DT0 CHIKeHHeE G0JIee BHIPaXKEeHO B TEUEHHE 3-ro

TprUMecTpa (10 60% oT KoHIeHTparuK 10 6epeMeHHOCTH). Hatexkalee KIHIIecKoe BEIEHUE
_OepeMEHHBIX JKEHUIMH, IOy YABIIKX JICBETUPALIETAM, IOIDKHO OBITh O0ecIeueno,

Kopmitenue rpvasio

JlereTnpaneTam BBIIENAETCA C MATEPHHCKAM MOJIOKOM. IToaTomy KOpMJIEHHE TPYABIO HE
pexomeryetcst. OHAKO, eCITU JeUeHne JIEBETHPALeTaMOM HeoGX0IUMO BO BpEMS TPYIHOTO
BCKapMITUBAaHUS. COOTHOTIEHHE TONB3a / PUCK JOJDKHEI GBITH B3BEUIEHEI C YIETOM BAKHOCTH
KOPMJICHHS TPYABIO.

DepTHIBHOCTD

B HCCNCAOBAHNAX Ha JXKNBOTHBIX BO3/ICHCTBUS HA (bCpTHHLHOCTB 06Hap}"}KCHO He ObLTO.
KnuHngecknx JaHHBIX HET, MOTCHIMATHLHBIA PHCK I YEJTOBEKA HEH3BCCTEH.

BiausgHnae Ha cioco6HOCTD YOPaB.JIATH ABTOMOGH/IEM H IBILKYIIAMHACT MeXaHH3MaMU

JleBeTHpaneraM OKa3bIBaeT HE3HAUMTENIBHOS HAITH YMEPEHHOE BIIMSIHUE HA CTIOCOOHOCTD
YTIPaBJIATh aBTOMOOHJIEM U JBVIKYIITHMHECSA MEXaHH3MaMA. M3-3a BO3MOKHOM pasnnyHOH
WHIHBATyalbHON YyBCTBHTC/IBHOCTH HEKOTOPBIE MALMEHTE! MOTYT HCIIBITHIBATD CORTHBOCTD HITH
APYTHE CHMIITOMBI, CBSA3aHHBIE C EHTPAIILHON HEPBHOU CHCTEMOR, OCOOEHHO B Hauasle TeueHns
UIIH TIOCIIC YBEMHICHAS 103kl [109TOMY PEKOMERITYeTCS COBITIOAATE OCTOPOKHOCT Y TaKUX
TTAITHEHTOB MPY BBITOMHEHUY KBATH(HIMPOBAHHBIX 3a1aHAN, HATPAMED, TIPH YIIPaBICHAR
TPaHCIOPTHBIMH CPEACTBAMK WM IBIKYIIMMHCS MeXaHu3MaMH. [TanrenTam He pexoMeHayeTcs
YIPAB/IATE aBTOMOOHIIEM, I10Ka He GYIET YCTAHOBIIEHO, YTO UX CHOCOGHOCTD BBITOIHATE TAKMe
ACUCTBHA He mocTpagana.

Ilobounoe nelicrBue

Kpatkoe onncanue npoduns 6e300acHOCTH

Hanbosiee wacto BeTpedarommumMucs noGOTHBIMH PeaKUsMK GBUTH OTMEUeHbI: Ha30(apHHIUT,
COHJIMBOCTE, FOJIOBHAS GONIb, YCTAIOCTH 1 TONOBOKpPYXeHHe. [IpencTaBneHnEI ke MPodHITH
MOGOYHBIX PEaKIyi OCHOBAH Ha aHATK3E INTALE60-KOHTPONIIPYEMbIX KITHHHYECKHX
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COTJIACOBAHO

' o ANEHIS
PCTBOM 31PABOOXPAHEHY
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: AROUX PAHECHUH
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MaWEHTOB YYaCTBOBANO B ITHX UCCIIEHOBAHUAX. DT lmfﬂgzgmﬁ%"?aﬂ HHBIM
R ke
TONTYYEHHBIMH B OTKPBITHIX KITHHUYECKHX UCCIIENIOB

HUCCJIEQOBAHHMH 1T0 BCEM H3YYCHHBIM IMOKa3aHUAM 1o

AHHBIMH, TOJTYYEHHBIMH B
TMOCTMAPKETHHIOBOM NEPHOIE TIPMMEHEHHS JieBeThpaterama. [Tpodums

6e30MacHOCTH eBETHpALETaMA B 11EJIOM OJHHAKOB JULS BCeX BO3PACTHBIX TPYILIL ﬁn QCIIBIX

¥ JeTeil) | 11 BceX YTBEPXKACHHbIX NIOKA3aHMI IS JIEYeHUS STUNIETICHH. =

s C

Tabanna moGoyHEIX peakuuii 90 3 5 - 2 U 2 'I

[ToGouHbIEe peakmnm, 0 KOTOPBIX COOBUIANOCH B KIIMHIHUECKHUX HCCIE0BAHMSIX (B3pocbie,
TIOAPOCTKH. ACTH W MIIAZIEHIEI CTapine 1 Mecsila) ¥ B IEPHOT TOCTMAaPKETHHIOBOTO PHMEHEHHs
JCBCTUPALICTAMA, MEPEUHCIIEHB] B HUXKECASAYIOEH Tabnule U KaXKI0TO KJ1acca CHCTEMBI

- OpTaHoB H YaCTOThI BOSHUKHOBEHHA. [10609HbIC peaKiMu MpeNCTaBIeHE! B IOPAIKE YOBIBAHHSA
BRIPXKCHHOCTH, & UX YacTOTa ONPENeNseTcss CleAYIOmuM 06pa3oM: oueHs acto (>1/10);

gacto (ot > 1/100 go <1/10); He gacto (ot > 1/1000 no <1/100); pexako (ot

>1/10000 mo <1/1000) i ouens peaxo (<1/10000).

CucremHo - acrora
opranubie Ouenb yacto Yacto He uacro Peaxo
KIacehl
(Bepcusi Med RA) .
m[’lﬁdféf(ﬁifflﬁf i Ha*.mcbapimrm o — e HHdJeKIlm{ -
HHBa3 M1l
Kposb u Tpombouuronesiis, Mauuuroneuus,
numMbaruueckas UTEHKOMEHHAA. HeHTponeHus,
cucrema arpaHyJsoLMTO3.
HUmMyHHas JlekapcTBentan peakuus ¢
cucTemMa : J03HHOQWINEN H
CHCTEMHBIMII CLIMATOMAaMM
(DRESS),
rnnepqyecmmenbﬂocu
(Bxmouas
aHTHOHEBPOTHYECKHI OTEK
Y aHadHIaKCHIO).
OOMeH BewEeCTs U AHOpCKCHSA CHukenne U vBeasienme| | WIOHATPHEMILA
MATAHIC MAacCCh! Tena.
Tenxumeckne Henpeccus, CyHumaansHbie 3aBEpLISHHbII CYHLIL,
paccTpoiicTsa Bpax1e6HOCTD/ TOMLITKH, CYHLIMIANEHBIE|PACCTPOHCTBO IMTHOCTH,
arpecciis, MEICITH, MICHXO3, HapYLUEHUE MbILLLICHIIS,
Tpesora, HapyleHne nosenenns, [Open.
Gecconnuua, rLTIOLMHAINY,
HEPBO3HOCTE/ HEB, CITYTAHAOCTD
Pa3IAPAKHTENLHOCTb.  |cO3HAHMS, IPHCTYT
MaHAKH, apeKTHBHAS
MaGHITBHOCTS / fiepenann!
HACTPOSHNUA,
BO30OVKIEHHE.
Hepsuas cucremal Connusocts, Cynopory, Hapyiuenne [AmHe3ns, HapylueHue XopeoareTos, AUCKUHE3NA,
rosnosHas 6onb. [paBHOBECHS, NaMsaTH, HapylleHue TUNEPKIIHE3NA, HApYLIEHUE
rOJIOBOKPYKEHHE, KOOpANHAUNY /aTakeus, | MOXoakH, sHuedanonaTus.
BAJOCTH, TPEMOP. napecTe3Hs, HapyLeHue
BHHMaH#uS,
Opranbt 3peHus JIMTnomnis. HeueTkoe
3peuite.
OpraHbl ciyxa 1t Tonosokpyxenne
BeCTHOY AP HBIH
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Kemynouno- bous B o0nmactyn IManxpearnt
KHIIEYHBIN TPakT JKHBOTA, 1uapes,
JNUCHETICHA, PBOTA,
TOHIHOTA.
[leueHp U OTtknonenns [TeueHounas
cHcreMa nokasarened GpyHkUHMKM | HEAOCTATOUHOCTD, FEMATHT.

KEIUECBLIACICHUA

i

NECYEHH,

ITouku u opraHb!

Octpas noueynas

MOUEBbIACNEHIIA HEAOCTATOUHOCTb.

Koxa u KosxkHbie BoICBITAHMSA. Anoneuns, 3k3ema, 3ys, [ToKcHuecKui

NONKOMKHas BITHACPMATbHLIN

KAeT4aTKa HEKPOJTN3, CHHAPOM
CriBeHca-JKOHCOHa,
MYITTHGOPMHAs pHITEMa.

OnopHo-

-ABUTATCHABHBIR -~ | -

Meimetnas cnabocts,

PabaomMuon13 1 NoBLILEHKE

“F-MHaZrug.

~lypoBra—

anmnapar w KpeaTuHQoCchOoKknHa3L! B
COeANHNTEAbLHANA rasMe KpoBu.*

TKaHh

Obwmue ActeHns/

pacctpoiicTBa YTOMIAEMOCTB.

HapyHOICHHUA B
MECTC BBCICHHA

Tpasma,
OTpaBjieHue
[ApOLEAYPHBIE
OCNIOXHEHHS

Tpasma.

* PaCﬂpOCTpaHCHHOCTb 3HaYUTCABHO BBIUE Y NALHEHTOB AMOHCKONW HALIMOHAILHOCTH MO CPaBHCHHIO C
nauueHTaMH OPYTHX HallIOHAABHOCTEH.

OnucaHne OTAeBHBIX TOOOYHBIX PeAKIHH

Puck aHOPCKCHHU BBILIE IPH COBMECTHOM IPUMEHEHN U TOOUpaMara ¥ JIEBeTHpaleTama. B
HECKOJNBKUX CIIYYasdX PasBUTHA alIONEeHH HaGHIO}IaJIOCB BOCCTaHOBJICHHE POCTa BOJIOC OCE

OTMCHBI JICBETUPALICTaMa.

YTrHeTenne KOCTHOTO Mo3ra 6bUT0 3ahHKCHPOBAHO B HEKOTOPBIX ClIydasX TAaHIHTOTICHHH.
Cayyau snnedanonatuu o6bl4HO BOHUKANH B HAYANIE JEYEHUS (OT HecKONbKUX AHEH 10
HECKOIBKHX MeCsUeB) H GbUTH 0OPAaTHMBIMU IIOCTIE IPEKPALICHUS JICUCHU.

JeTtckas nonyasmnus

190 mauueHTOB B Bo3pacTe ot | Mecsna 1o 4 yeT NOTyYally IeYCHHUE IEBETUPALIETAMOM B
NTaie60-KOHTPOITHPYEMBIX MCCICIOBAHMAIX H B OTKPBITBIX HCCIEI0BAHUIX IIOC/IE AYIOUETO
Habmonenns. 60 n3 ykazanuex 190 namHeHToB TIPHHHUMATH JIEBETHpALleTaM B IU1aneo-
KOHTPOJMpPYEMBIX HeCneoBanusX. Beero 645 naunentos B Bospacte 4-16 et nosyuany neuenue
ICBETHPALETAMOM B MIALE00-KOHTPOIMPYEMBIX HCCTEIOBAHUSX H B OTKPBITBIX MCCIIENOBAHHSX
nocnexyomero Habmonenus. U3 uux 233 manuenrta npuHHManu NeBeTHpaneTaM B Iuianebo-
KOHTPOIMUPYEMBIX HCCIEAOBAHUSX. B 00€HX AETCKHX BO3PACTHBIX IPYNNAX ITH AaHHbIE GBIIHA
AOTIONTHEHBI JAHHBIMH, TOJIYYCHHBIMU B PE3YTBTATE ONLITA MOCTPErHCTPAUMOHHOTO TPAMEHEHHS
JeBeTUpaLETaMa.
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COTJACOBAHO

: {EHUA
IEPCTBOM BILFABCOXPAH
Kpowme Toro, nocne nonyuenns paspewenus, 101 |pESHEE S8 nactemon2 Mecsiies ObL

. PRAAEDASU HUA
BKITIOYEH B HCCIIENOBAHHE [0 H3yueHHUIO Ge3onac n@tmk%g%&fg% piis]
6€30MacHOCTIO TPUMEHEHHS JICBE THPALIETAMA 1T x S

HBIX €
BO3pacTe

mianine 12 Mecanes, He ObUIO BBISBJICHO.

Hpoduib no6ouHBIX peakimii NpH NPUMEHEH UK J€BETHPALIETAMA B HQIMBQJICTC; g«thnvl
AIlA pa3AHBIX BO3PACTHBIX IPYII H JULL BCEX 3aPETHCTPHPOBAHHBIX NIOKA3aHUH K IPHMEHEHUIO
UL ICUEHHS JTHITICIICHN. Pe3ysbTaTel H3yyeHUs 6e30NacHOCTH IPHMEHEHUS JIEBETHpAlETaMa Y
AeTed B N1anebo-KOHTPOITHPYEMBIX KIMHWYECKAX HCCTEMOBAHASX COOTBETCTROBANH npodrtio
0e3011aCHOCTH JIEBETUPALIETAMa Y B3POCIIBIX, 32 UCKIIOYEHUEM MOBEAEHUSCKHX M [ICHXUYECKIX
NOBOUHBIX PeaKiui, KOTOphIE Yallle BCTPEYATHCD Y JeTell, 4eM Y B3POCIHBIX. Y AeTeii
MOIPOCTKOB B BO3pacTe 4-16 sieT poTa (0dens wacto, 11,2 %), Bo36yx/eHne (uacTo, 3,4 %),
Mepenaisl HaCTpoeHus (HacTo, 2,1%), abdexTnBHAsA MabHIBHOCTS (YacTo, 1,7%), arpeccus
(uacro, 8,2%), Hapywienue noBeeHus (4acto, 5,6%) H BLIOCTD (4acto, 3,9%) oTmeuanuch vane
[10 CpaBHEHHIO ¢ APYTHMH BO3PACTHBIMU I'PYINAMH UITH ¢ OOIUM HpOodrieM Ge300acHOCTH.

Y MnazenneB u aeTelt B BospacTe oT 1 Mecsua 1o 4 et pa3ipaXxuTenbHOCTh (OYeHb 9acTo,
11,7%) u napymenue koopansanuu (uacto 3,3%) PETHCTPHPOBAJTUCE Yallle, YeM B APYTHX
BO3pACTHBIX Ipynnax uid B oduem npodune Se3onacHocTy.

B nBo#HOM crienowm, miane60-KOHTPOIAPYEMOM HCCIEI0BAHAA HE30MACHOCTH y oerelf (RyneBas
UTIOTE3a: PABCHCTBO CPABHMBAEMBIX MPETIAPATOB) ONEHHBANIM BIHSHHE JIEBETHPALIETAMA HA KO-
THUTHBHBIC U ICHXOHEBPOJIOTHYECKHE PYHKINH Y netei 4-16 neT ¢ napuuanpHbIMu IpunagKamu.
BbL1 caenaH BEIBOA, UTO JIEBETHPALIETAM HE OTIIHYANICS (B Xyaunyio cTOpoHy) oT miane6o B

-+ OTHOMICHAM N3MCHEHUS TI0 TIOKA3aTENAM-BHUMAHHS H TIaMATH (110 mkane-R Jlefitepa)y wiio— - -

COCTaBHOW OLCHKE CKPHHHMHTA NAMSTH B NIOITYSIHH O TIPOTOKOITY. Pe3ynbrartel, cBSI3aHHEIE ¢
MOBEACHUEM U IMOLMOHATLHOM C(hepoit, Ha OCHOBAHUM CTAHIAPTH3UPOBAHHOLO H
CHCTEMATHICCKOTO H3MEPEHUS C UCTIONB30BAHHEM BATMAHPOBAHHOTO MHCTpyMeHTa (JIHCT
HaGIOIeHNS 32 IOBe/IeHHEM pebeHKa Axenfaxa) yka3sIBali Ha yCHIICHHE arpeccHBHOTO
MOBCICHAS Y IALMCHTOB, MONYaBIINX NeBeTHpaueTaM. OHAKO TAUMEHTH!, PHHAMABLIHE
JICBETUPALICTAM B JUIHTEIbHOM OTKPBITOM HCCIEA0BAHUM [10CIEAYIOMETO HAGMIONEHUS, He
OTMEHANH yXYJMEHUs B CPEIHEM YPOBHE MOBENEHYECKOTO B 3MOMUOHATBHOTO
YHKIMOHUPOBAHHS. B 4aCTHOCTH, IOKA3ATENY ArpeCCHBHOTO TIOBEZICHASI OBITU He XyXe
WUCXOIHBIX YPOBHEH.

CoofmeHune 0 N0n03peBaeMbIX TOGOUHBIX PeaKIIUIX

BaxHoe 3Hauenne uMeeT coobimenne o IpeAnoNaraeMeIxX MOGOYHBIX peakUnsIX Ha GoHe
MPHMEHEHHS TIEKAPCTBEHHOTO CPEACTBA. DTO NO3BOJIAET MPOLOIIKATE MOHHTOPHHT
COOTHOIICHHUS 110/1b3a / PHCK [UTs JIEKAPCTBEHHOTO cpenctea. Meaunuuckum paboTHIKaM
PEKOMEHyeTCs cOOBIIATE O JIFOOBIX MOA03PERAEMBIX [IOGOTHEIX PCaKUHAX IPU TPUMEHEHHH
JICKapCTBEHHOTO CPEICTBA Yepe3 HAHOHANBHYIO CHCTEMY coobIueHus. B ciTydae
BO3HWKHOBEHHUS TOOOYHBIX PEAKIWif, B TOM YHCIe, HE YKAa3aHHbIX B WHCTPYKIHH 110
MCIMLUMHCKOMY IPUMEHEHHIO, TTALUEHTaM ClTeIyeT OOpaTHTHCS K Bpauy.

Ilepenosuposka

Cumrinoater: COHTUBOCTD, BO3GYKISHHE, TPEBOKHOCTS, arpecCUBHOCTD, YTHETEHUE COIHAHUS,
YTHETEHUE IBIXaHUS, KOMa.

Jleuenue: B OCTPOM IIEPHOLIE — UCKYCCTBEHHBIN BBI30B PBOTEI H IPOMEIBAHHE XKeTyAKa ¢
TOCICAYIOLINM HA3HAYCHHEM aKTHBHPOBAHHOTO yris. CrienuduyecKoro aHTUAOTA s
JeBeTrpaneTaMa HeT. IIpu Heo6X0HMOCTH IIPOBOAHTCS CHMITTOMATHYECKOE JIEYeHHE B YCJIOBHSX
CTallnoHapa ¢ HCIOIB30BAHMEM reMOUaNN3a (3G (PEKTUBHOCTS QUaNu3a I leBeTHpaLeTama
coctasnser 60 Y%. n1s ero nepsudHOro Merabosuta — 74 %).

Ynakoska

10 Tabnetok B GucTepe, 3 GKCTepa H HHCTPYKLMS O MPHMEHEHHUIO B KAPTOHHOM YNaKOBKeE.




Cpoxk rogaocTa

3 roma.

COYJACOBAHO
MUHUCTEPCTBOM SUPAGOOXVAHEHLA
PECITYBIUHKMY BEJAPYCE
TIpsixau Musneraporss 420 s00xpaHeHus

PoenyBansn Genapycs

He nprMeHSTS nocie HCTeveH s CPOKa MOHOCTH.

YcnoBns xpaHeHnst

=
9036 -2021

XpaHWTB B 3QLMITICHAOM OT CBETa MeCTe TIpH TeMIepaType He Bowe +30 °C.

XpaHVTE B HEIOCTYITHOM JUId JieTeit MecTe!
YcaoBus oTmycka us anrex

I'lo peuerrry.

ITpousBoanTenn, cTpana

«Can apmacstoThkan Uugactpus Jita.», Huaus.

SUN

PHARMA

Sun House, Plot No.201 B/1, Western Express Highway,

Goregaon (E), Mumbai — 400 063, Maharashtra, INDIA
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