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1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA
JleBetupaneram-Anuym, 250 Mr, TabIeTKH, MOKPHITHIC TIIICHOYHON 000I0YKOH.
JleBetupaneram-Amnumym, S00 Mr, TabIETKH, TOKPHITHIC TIIICHOUYHON 000JI0YKOH.

Jleretuparnietam-Anuym, 1000 Mr, TabJIeTKH, TOKPHITHIC TUICHOYHON 000JIOUKOH.

2. KAUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JelicTBytolliee BEIIECTBO: JIEBETUPALICTAM.

JleBetupaneram-AnnyMm, 250 mr, TaOJIETKH, ITOKPBITHIE INIEHOYHON 000J0YKOU

Kaxxnas Tabnerka copepxut 250 Mr aeBeTupalerama.

JleBetuparteram-AnnyM, 500 Mr, TaOJIETKH, ITIOKPHITHIE INIEHOYHON 000J0YKOH

Kaxxnas tabnerka conepxut 500 Mr neBeTupaierama.

JleBetuparteram-AnnyM, 1000 mMr, TaOJIETKH, ITIOKPHITHIE INIEHOYHON 000JI0YKON

Kaxxnas tabnerka comepxut 1000 mMr neBeTuparerama.

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHASA ®OPMA
TabyeTku, MOKPHITHIEC TNIEHOYHONW 000TOUKOMN.

Jlesetuparieram-Aanym, 250 mr, TaOJIETKH, HOKPBITHIE IIIEHOYHOU 000JI0UYKOM

Ta6HeTKI/I, IOKPBITHIC IJICHOYHOH 000JI0YKOM CBCTJ’IO'FOJ’IY6OFO OBCTa, JABOSKOBBLIIIYKIIBIC,
npoz[ontaToﬁ (I)OpMBI CO CKpPYTJICHHBIMU KOHIIAMH, C pHCKOfI.

Jlesetuparieram-Aanym, 500 mr, TaOJIETKH, HOKPBITHIE IJIEHOYHOU 000JI0UYKOM

TabyeTku, TOKPHITBIE TUICHOYHOW OOO0JIOYKON CBETJIO-XKEITOrO IIBETAa, JJABOSIKOBBIYKJIBIC,
MPOJIOATOBATOM (POPMBI CO CKPYTIICHHBIMHU KOHIIAMHU, C PUCKOM.

JleBetuparteram-AnnyM, 1000 mMr, TaOJIETKH, IIOKPHITHIE INIEHOYHON 000JI0YKOH

TabneTku, TOKPHITHIE IUIEHOYHOW O0O0OJOYKOW Oenoro WiaM TOoYTH Oeyioro  IIBeTa,
JIBOSIKOBBIITYKJIbIE, OBAJIbHOM (OpMBI, O€3 PUCKH.

Ha MOMEPCUHOM pa3pe3¢ AApPO TabJIETOK BCexX AO3UPOBOK 0eJI0ro MM moYTH 0eJIoro OBCTA.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO
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B kadecTBe MOHOTEpAIIMH IIPH JICUCHNM .

— MaplIHaJbHBIX MPHUITAJKOB C BTOPUYHOHN TeHepanu3anueil wim 0e3 TaKoBOH Y B3pOCIBIX
MOJIPOCTKOB C 16 JIeT ¢ BIiEpBbIE TMAarHOCTUPOBAHHOM SIUIIETICUEH.

B cocragse I[OHOHHHTGHBHOﬁ TCpallny Ipy JICYCHUN .

— MapIyaIbHBIX MPUITAJIKOB C BTOPUYHON reHepan3aueid ninm 0e3 TaKOBOH y B3POCIBIX U
JIETeH ¢ 6 JeT C SIMICIICUEN;

— MHOKJIIOHHYECKHUX CYJOPOT y B3POCIBIX W MOAPOCTKOB crapiie 12 JeT ¢ IOBEHUJIBLHOMN
MHOKJIOHHYECKOM AIIHUIICIICUCH;

— TEePBUYHO-TCHEPATM30BAHHBIX  CYJOPOXHBIX TOHUKO-KIOHUYECKUX TMPHUMIAJAKOB Yy
B3POCIBIX M TMOAPOCTKOB cTapmie 12 JeT ¢ WIMONAaTUYECKOW TeHepaTn30BaHHON
SIUJIETICUCH.

4.2. PesxuMm 103MPOBaHMS U CTIOCO0 MPUMEHEHUsI

B cBs3u ¢ oTCyTCTBHMEM HYXHOM JO3UMPOBKM TAOJIETKH HE MPETHA3HAUEHBI ISl JICUCHUS JCTEH
BECOM MeHee 25 Kr, IIpu Ha3HauyeHUHW 703kl MeHee 250 MT, a TakKe NI MAlMeHTOB, UMEIOIINX
TPYIHOCTHU IPU TJIOTAHHH.

B sTux cnyuasx pekoMeHAyeTcsi HAUMHATH JIeUeHUe ¢ prueMa mpernapara B popMe pactBopa Ajs
npueMa BHYTpb.

PexxuM 103upoBanus

Hapuuaﬂbele npucniynbsl

PGKOMGHI[yCMBIe JA03bl IJIs1 MOHOTCpAaIlun (C 16 J'ICT) U B COCTaBC I[OHOHHHTCHLHOﬁ TCpalinu
COBIMTaAaOT U COOTBCTCTBYIOT YKAa3aHHBIM HUIKEC.

Bce nokaszanus NPpUMEHEHUIO

Bzpocuoim (18 nem u cmapwe) u noopocmkam (om 12 0o 17 nem) ¢ maccou mena boaee 50 k2

JeYeHHe cieyeT HauMHaTh ¢ cyTouHoi 10361 1000 mr, paznenenHoi Ha 2 npuema (o 500 mr
2 pa3a B cyTku). OHAKO 1O PEHICHUIO Bpada, UCXOAS M3 TpeOyeMOoro MpOTHBOCYIOPOKHOTO
s¢¢deKTa 1 NOTEHIIUAIBHOTO MOOOYHOTO NEHCTBHS, HaualbHYIO 103y MOKHO CHU3UTH 710 250 mMr
JIBa pa3a B CyTKHU. Uepes 1Be HEAEIU 103y MOXKHO NMOBBICUTH A0 500 Mr 1Ba pa3a B CyTKH.

B 3aBHCHMOCTH OT KJIMHHMYECKOHN peakLUU U NMEPEHOCUMOCTH IIpenapaTa CyTOYHas 1038 MOXKET
OBITH yBeNMUYEeHa 10 MakcuMalnbHOM — 1500 Mr 2 pasa B cyTku. M3menenue 10361 Ha 250 Mr uinun
500 Mr 2 pasza B CyTKH MOXET OCYIIECTBISATHCS KaXable 2—4 HElleIu.

Oco0bIe I'pynnbl DaMCHTOB

HauueHmbl NnOJ2HCUSI0C0 s03pacma u nayuermasl ¢ HapyuteHuem ¢yHK1/;MM novyex
HOCKOJ’IBKy JICBETUPALICTAM BBIBOAUTCA M3 OpraHu3Ma IMOYKaMH, IMPU Ha3HAUYCHUUW IIpC€riapara

MalMeHTaM ¢ MOYEYHON HEJOCTATOYHOCTBIO M ITallMEHTaM ITOXKHJIOIO BO3pacTa OO3y CICAYCT
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ijpeHc Kp€aTMHMHA i1 MYKYAH MOXHO pacCHUTaTb, HUCXOAd H3 KOHICHTpaUWUH

CBIBOPOTOYHOT'O KpeaTHHUHA, [0 cieayrouei Gopmye:

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

KK (mn/Mun) =
72 x KKetsopor (mr/ 1)

Knupenc kpeaTuHuHa A7 KCHIIUH MOKHO PAacCUMTaTh, YMHOXHUB IMOJyUYEHHOE 3HAYCHHE Ha
koadurment 0,85.

3atem KK koppektupyercst ¢ yuderom momanu noBepxHoctu tena (IIIIT) mo cnenmyromeit
dbopmye:

KK (mn/mun)
KK (ma/mMun/1,73 m?) = x 1,73
IIIIT o6bekTa (M)

KoppekTupoBka 10361 17151 B3pOCIIBIX

Iloueunaa nedocmamounocms KK (ma/mun) Pesrcum oo3upoeanusn
Hopma >80 ot 500 1o 1500 mr 2 pa3a B cyTkH
Jlerkasa 50-79 ot 500 1o 1000 mr 2 pa3a B cyTkH
YMmepenHas 30-49 ot 250 1o 750 mr 2 pa3a B CyTKH
Tsoxenas <30 ot 250 o 500 mr 2 pasa B CyTKu
TepmuHanbHas cragus (MALUEHTH, - ot 500 0 1000 mr 1 pas B cyTkn**
HaXOJAIIMecs Ha auann3e™)

* B nepBblif IeHb JIeUeHUs PEKOMEH1yeTCsl IpUeM Hachlaromei 10361 750 mr.

** Tlocne quanu3a peKOMEHIyeTcs TpHeM AONOIHUTENbHOM 10361 250—500 Mmr.

Tayuenmsi ¢ HapyweHuem QyuKyuy neueHu 1e2koul U cpeoHell crmeneHu msxicecmu
Koppeknus pexuma 103UpoBaHus HE TpeOyeTcs.
Ilayuenmor ¢  O0eKOMNEHCUPOBAHHLIM — HApYWeHUeM  (YHKYuu nedeHu U  NOYEeHHOU
He0oCmamo4yHoCmbio
CreneHb CHW)XEHHMS KIUPEHCa KpeaTMHWHA MOXKET HE B IOJHOW Mepe OTpaxaTb CTENeHb
TSOKECTH TMOYCYHOW HEJIOCTATOYHOCTH. B Takux ciydasx npu KIUpeHce KpearmHuHa < 60
mi1/mMuH/1,73 M2 PEKOMEHTyEeTCsl COKpaIlleHre CyTOYHOU 103kl Ha 50 %.

eTH
Bpau nomxeH BbIOpaTh HauOolee MOAXOIANIYIO (OpMy BBHITYCKAa M JO3MPOBKY MperapaTra B
3aBUCUMOCTH OT HEOOXOIMMOM J103bI, MAaCCHI T€JIa M BO3pacTa MaIlieHTa.
[Ipenapar B TabneTkax HE MpeIHA3HAYCH JJIsl IPUMEHEHHUS Y MJIQJICHIIEB U IeTel 710 6 JeT.

Bce nokazanus NPUMEHEHRUIO
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HAuYMHATh C CyTOYHOH 1036l 20 MI/KT Macchl Tena, pasfesieHHoW Ha 2 mpuema (mo 10 mr/kr
Macchl Tena 2 pas3a B cyTKH). M3menenue 103b1 Ha 20 Mr/kr Maccsl Tena (o 10 mMr/kr macchl Tena
2 pa3a B CyTKH) MOXXET OCYIIECTBIISITHCS Ka)Able 2 HENENU A0 JOCTHXKEHUS PEKOMEHIyeMOu
cyTouHOM 1036l — 60 Mr/kr maccel Tena (mo 30 Mr/kr Maccel Tena 2 paza B cyTkH). [lpum
HENEPEHOCUMOCTH PEKOMEHJIyeMOM CyTOYHOW J103bI BO3MOXKHO ee¢ cHibkeHue. Cremyer
MPUMEHSTh MUHUMAIBbHYIO 3Q(EKTUBHYIO 103y. Bpau J0KeH Ha3HAUUTh MpernapaT B Hanbomee
HOJIXOAAIICH JIeKapcTBEHHON (hopMe M J03MPOBKE B 3aBUCHMOCTH OT BO3pacTa, Macchl Telna
nanueHTa U HeoOXOJUMON TePareBTUYECKOM TO3BI.
Hetsm ¢ maccoit Tenma 6omee 50 Kr JO3UPOBAHUE OCYHIECTBISIOT MO CXEME, MPUBEIACHHON IS
B3pOCJIBIX.
Lemu ¢ noueynotl HeO0oCmMamo4HoCcmuio
JetssM ¢ T1OYEeYHOM HEIOCTATOYHOCTHIO KOPPEKIUIO JI03bl JIeBeTHUpalleTamMa CIledyeT
MPOU3BOJUTH C YYETOM CTEIEHU MOYEYHON HEIOCTATOYHOCTH.
Kmupenc kpearwamna (Min/MuH/1,73 M?) MOXKeT OBITH OIGHEH Ha OCHOBAHHU ONpEJCICHHUS
CBIBOPOTOYHOTO KpeaTWHWHA (MI/IUT) IS TOAPOCTKOB W JETEH, HCIOIB3YS CICTYIOIIYIO
dbopmyiny (popmyna IlIBapua):

Poct (cm) x ks

KK (ma/mMun/1,73 m?) =
KKCBIBOpOT (MF/ IUI)

Ks = 0,55 nns mereit Menee 13 jeT U moApoCTKOB *eHckoro moia; kS = 0,7 maus moapocTkoB

MY’KCKOTO IOJIa.

I[O?»I/IpOBaHI/IC JJIS JeTel U IOAPOCTKOB BECOM MCHEC 50krc HapylaICHUCM (I)YHKI_[I/II/I IIOYCK.

Pesxcum oozuposanus

4
IMoueunas nedocmamounocmuv | KK (mn/mun/1,73 m?) Hemu cmapuie 4 nem u

nodpocmku maccoi mena menee

50 ke
Hopwma > 80 10-30 mr/kr 2 pa3a B CyTKH
Jlerkas 50-79 10-20 mr/kr 2 pa3za B CyTKH
YMepenHast 30-49 5—15 mr/kr 2 pa3a B CyTKH
Tsoxenas <30 5—10 mr/kr 2 pa3a B CyTKU
TepmunanbpHas cTaaus (MAUEHTHI, — 10-20 mr/kr 1 pa3 B cytku (1)(2)

HaxoasamueCsa Ha zmanme)

(1) 15 mr/kr pekoMeH10BaHHAsl HATPY304YHas J103a B MEPBbII JCHb JICUCHHUS.

(2) PexomeH10BaHHAs MOAICPIKUBAOINAS J103a MTOCIe auann3a 5—10 Mr/Kr.

4
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Ilpumenenue 6 pexcume monomepanuu

BbezonacHocts u 3(h(heKTUBHOCTH JIEKapCTBEHHOTO Mpenapara JleBerupaneram-AnuyM y aeTeil u
MOJIPOCTKOB 710 16 J1eT B peskuMe MOHOTEpaIuy He YCTaHOBJICHBI.

JlaHHbBIE OTCYTCTBYIOT.

Ilpumenenue 6 cocmase OOnOIHUMENbHOU mepanuu )y MladeHyes 6 eo3pacme om 6 00
23 mecayes, demei (om 2 0o 11 nem) u noopocmkog (om 12 0o 17 nem) ¢ maccoti menia menee
50 ke

Jis mpuMeHeHusl y MiIaJIeHIeB U JieTel 10 6 JeT mpeanouTUTENIeH Npenapar jJeBeTupanerama B
¢dopme pacTBOpa Il IpHEMa BHYTPb.

Jis mpuMeHeHus y aeTei oT 6 JeT mpu HeoOXOTUMOCTH Ipuema 103 meHee 250 wmr, 103, HE
KpaTHbix 250 Mr, B Tex ciydyasX, KOIJla PEeKOMEHIYeMyI 103y HEBO3MOXKHO MPUHATH
HECKOJIbKUMH TalJeTKaMH, a TakKe B Clydyae HECIOCOOHOCTH MAllMEeHTa MPOTJIOTUTh TaOJIETKY
ClIeZlyeT NMPHUMEHATH Iperapar JieBeTupaierama B (GopMme pacTBopa ajsl mpuema BHYTpb. llpu
BCEX MMOKA3aHUSAX CIIEITyeT HCIOb30BaTh MUHUMAIIbHYIO dQekTrBHYyI0 n03y. s pebenka win
MOJIPOCTKA C Maccoil Tena 25 Kr HauanbHas 1o3a cocrabiseT 250 mr aBa pasa B CYTKH, a
MakcuMaibHas 103a — 750 Mr Ba pa3a B CyTKH.

s neteit ¢ maccoit Tena ot 50 Kr ciieyeT UCIOoJIb30BaTh TY K€ J03Y, YTO U JJIsl B3POCIBIX, MpU
BCEX MOKA3aHMSIX.

Ilpumenenue 6 cocmage dononrHumenvbHou mepanuu y miaderyes 6 sozpacme om 1 0o 6 mecayes
PactBop nns mpuema BHYTpb SIBISIETCSI PEKOMEHIOBAHHOM JIEKapCTBEHHOM ¢opMoil ams

MNPUMCHCHUA Y MJIAJICHIICB.

Ecin Tpebyercs mpekpaTuTh NpUEM Ipernapara, TO OTMEHY JIEYEHHs PEKOMEHIyeTcs
OCYIIECTBIISITh TMOCTENEHHO, YMEHbIas pa3oBy0 n03y Ha 500 mr kaxasie 2—4 Henenu
(Y B3pOCIBIX U TIOJPOCTKOB BecoM Oodblie, yeM S50 kr). Y neredl CHIKEHHE J03bI HE JOJIKHO
npeBbimaTh 10 MI/Kr Macchl Tena 2 pas3a CyTKH, Kax/ble 2 HeAemH.

ConyTcTByIOLIME NPOTUBOIIMMWICIITUYECKUE Ipenaparsl (B NEpuoJl MEpeBojAa IMALUEHTOB Ha
TEpaIuIo JIEBETUPALIETAMOM) HKEJIATEIbHO OTMEHSATh TOCTEIIEHHO.

Hmeronuecs: cBesieHus: 0 MPUMEHEHUH TperapaTa y JeTell He CBHUJIETENbCTBYIOT O KaKOM-TTHOO0
€ro OTpPULATEIIbHOM BIMSHUM HAa pa3BUTHE U I0JIOBOE co3peBaHue. OIHAKO OTAAJICHHBIE
NOCJEACTBHS BIUSHHUS TEpaluH JEBETUPALIETAMOM Ha CIIOCOOHOCTh JeTed K OOy4YeHMIO, MX
MHTEJJIEKTyalIbHOE Pa3BUTHE, pPOCT, (DYHKIMU SHIAOKPUHHBIX KeJie3, IOJOBOE pPa3BUTHE U
(bepTUIBHOCTh OCTAIOTCSI HEN3BECTHBIMHU.

[TaumenTam ¢ 3a00JIeBaHUSMU TIOYEK H JACKOMIICHCUPOBAHHBIMHA 3a00JIeBaHUSIMHU TI€UCHHU
5
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(YHKINU TTOYEK MOKET MOTPEOOBATHCA KOPPEKIIHS JO3HI.

B cBsi3M ¢ UMEIOMMMUCS COOOLICHUSAMHU O CIy4asX CYHIHIA, CYWIUAAIbHBIX HAMEPEHUH WU
HONBITOK CyHWIU/Ja MpPU JICYCHUHU JIEBETHPALETAMOM CIEAYeT MpeaylpexkaarTh MalHeHTOB O
HEOOXOAMMOCTH HEMEIJICHHO COOOLIaTh JieyameMy Bpady O IOSBICHHH JIIOOBIX CHMIITOMOB
JETIPECCUU WU CYUIMIAIHBIX HAMEPEHUH.

Cnooco0 nnpuMeHeHus

BHyTpb, HE3aBUCHMO OT MpHEMa MUIIH.

CyTouHy!0 103y Ipenapara JelsIT Ha Ba IpUeMa B OAMHAKOBOM J03€.

TabneTku NPUHUMAIOT, 3aMMBasi TOCTATOYHBIM KOJIMYECTBOM XHUAKOCTU. [locie mpuema BHYTph
BO PTY MOXET OLIYIIaThCsl TOPbKHIA MPUBKYC JIEBETHpAIleTaMa.

4.3. IIpoTHUBONMOKA3AHHS

['mnep4yBCTBUTEIBHOCTh K JICBETUPALETaMy WM JIPYTUM TNPOU3BOJHBIM MUPPOJIUIOHA W/HITH
JTF000MY U3 BCIIOMOTATEIbHBIX BEIIECTB, IEPEUNCICHHBIX B pa3erne 6.1.

4.4. OcoOble ykazaHHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

— TlanuenTts! moXuiIoro Bo3pacra (crapiie 65 yer);
— 3a0oJeBaHUS MEUEHU B CTA/IUU JEKOMIICHCAIUH,
— TOYe4YHas HEeAOCTAaTOYHOCTb.

Oco0ble yKa3auus

Hapywenue ¢ynxyuu novex

[Taupentam c¢ 3a0ojeBaHHMEM TMOYEK U JEKOMIEHCHPOBAHHBIMH 3a00JIEBAaHUSMM IE€YEHU
peKoMeHayeTCsl Ucclie[loBaHhe (QYHKIMM MOYeK MNepel Hadajnom JiedeHus. llpu HapyumieHumn
(GYHKIIUM TOYEK MOXKET MOTPeOoBAaThCSI KOPPEKIIHS T03bI.

Konuuecmso ghopmennuix snemenmos kposu

Cnyyan  yMeHbIIEHMs  KoJudecTBa  (OPMEHHBIX  3JEMEHTOB KpOBU  (HeWTpomeHwus,
arpaHyJIOMTO3, JIEHKONEHUs, TPOMOOLUTONEHNS U MAHLUUTONEHUs) ObUIM OMUCAHBI B CBS3U C
INPUMEHEHUEM JIeBeTUpaleraMa. AHalu3 KpOBU C MOACUYETOM (OPMEHHBIX 3JEMEHTOB KPOBHU
pPEKOMEH/IOBaH MAalMeHTaM, Yy KOTOPbIX BO3HHMKAaeT CHJIbHas CJaboCTh, THMIEPTEPMHUI,
peLUIUBUPYIOIIME UH(EKINU U HapyIIEHUS CBEPTHIBAHUS KPOBH.

Cyuyuo

[Ipy nedeHMM NPOTHBOSMUICNITUYECKUMHU CpPEACTBAMH, B YACTHOCTH JIEBETHPALETAMOM,
MOCTYTAIM COOOIIEHUS O 3aBEPUICHHBIX CYMIUIAX, CYUIMIAIbHBIX MOMbITKAX, CYUIUAATILHOM
MBILIUIEHUY M TOBEEHUU. B MeTaaHanuse paHIOMHU3MPOBAHHBIX IUIAe00-KOHTPOIUPYEMBIX

I/ICCJ'Ie}IOBaHI/Iﬁ MIPOTUBOSMUIICTITUICCKHUX CPCIACTB OBLIO BBIABIEHO HEOOJIBIIOE IMPECBBINICHUC
6
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HEH3BECTEH.

Takum o0O0pa3oMm, HpU JICYEHUH JIEBETUPALETAMOM CJIEAYeT OCYHIECTBISATh KOHTPOJIb 32
npU3HaKaMu Jenpeccud U (WIM) CYMUUIAIBHOTO MBIIUICHUS U TOBENCHUS U IpHU
HEOOXOJMMOCTH MPOBOJUTH HaJexkallee jJedeHue. [lanueHToB (M UX ONMEKyHOB) HEOOXOAUMO
OpeayIpeauTh O TOM, YTO B CIy4ae MOSBJICHUS MPU3HAKOB JEMPECCUU U (MJIM) CYUIIUAATBLHOTO
MBILICHHS ¥ IOBEJICHUS UM CJIeIyeT 00OpPaTUTHCS K Bpauy.

Henopmanvhoe u acpeccugnoe noseoenue

JleBeTHparieraM MOKET BbI3BIBATh MCHUXOTHYECKHE CHUMITOMBI M TOBEIEHYECKHE HapYyIICHUS,
BKJIIOYAs Pa3JApaKUTENBHOCTh M arpeCCHBHOCTb. llanmeHTsHl, Moiydaromue JIeBEeTHpaIeTaM,
JOJDKHBI ~ PETYJISIpHO HAOMIOAAThCS Ha TPEAMET BBISBICHUS Pa3BUTUS  OINpPEICIICHHBIX
MCUXUATPUYECKUX MPU3HAKOB, YKA3bIBAIOIIMX HA BaXKHbIE W3MEHEHHUs HACTPOCHUS H/WIN
audHOCTH. Ecnmum  Takoe TmMoOBeJeHHE 3aMEYeHO, CJIeAyeT pacCMOTPETh MOTEHIUAIbHYIO
aJanTalMi0 K JICYEHUIO WJIM €ro IOCTENeHHOe mpekpameHue. Eciam paccmarpuBaercs
IIPEKpallleHUe Tepanuu JeBeTHpaleTaMoM, MoXalyicTa, oOpaturech K pasaeny «Crnocod
MPUMEHEHHUS U J03bD».

Hapacmanue evipasicennocmu cyoopoe

Kak u apyrue nmpoTHBOAMIICITUYECKHE MTPETapaThl, JIEBETUPALIETAM B PEIKUX CIIy4asxX MOXKET
YBEIMYHUBATH YaCTOTY WIIH TSDKECTh IpUCTyIoB. 00 3TOM nmapagokcanbHoM 3 dekre varie Bcero
coo0Iaiock B TEYEHHE MEPBOrO Mecslla IMOocje Hayajla MpheMa JeBeTHpalnerama WU
YBEJIMYEHUs J103bl, U OH ObUT OOpaTHMBIM IOCJE€ OTMEHBI MpenapaTa WIM CHWKEHHsS 03bI.
[TatmenTam crieayeT HEMEMIECHHO TPOKOHCYJIBTHPOBATHCS CO CBOMM BpauoM B Cllydae
YXyIIICHUs TeUCHHUS 3a00JIeBaHNS.

Yonunenue unmepeana QT na sanekmpoxapouoecpamme

B paMkax NOCTperucTpallmoOHHOro HaOMIOZeHUs HaOJIOAAIMCh pEIKUe ClIy4yau YAJUHEHUS
uaTepBana QT ma DKIT'. JleBeTuparieram ciaeayeT NPUMEHITh C OCTOPOKHOCTBIO Y MAIUEHTOB C
YIJIMHEHUEM CKOPPEKTHPOBAaHHOTO MHTepBaia QT wim ¢ y)ke UMEIOIUMCS COOTBETCTBYIOIIHM
3a00JeBaHMEM cCepAlla, a TakXke OJHOBPEMEHHO C IIpernaparaMi, BIUSAIOIIMMU Ha
CKOppEKTHpOBaHHBIN HHTEpBan QT.

DRESS-cunopom

[TpoTHBOCYIOPOXKHBIN TIpemapar JeBeTHpaleTaM MOXKET BBI3BIBATh PEAKYI0 CEPhE3HYIO
HEXKEJNATENbHYI0 PpEaKIUI0 — JIEKAPCTBEHHYIO CBIIIb C DJ03MHOGWIMEH M CHUCTEMHBIMU
cumntomamu (DRESS), xoTtopast MoxeT OBbITh OMAacHOW sl KHU3HU, €CIH €€ OBICTPO He
JMarHOCTUPOBATh U HE MPHUCTYIUTH K JiedeHnt0. OHa MOXET HAdaThCs C CBHIITU, MOXKET OBICTPO

IPOrpecCUpoBaTh, MPHUBOJAS K MOBPEKICHUIO BHYTPEHHUX OpPraHoB, 4YTO TpedyeT
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MPOSIBIISATHCS JIMXOPAIKOW, CHINMBIO, YBEIHMUYECHUEM JIMM(DATUYECKUX Y3JIOB WU TOBPEXKICHUEM
BHYTPEHHUX OPraHOB, BKJIIOYas MEYCHb, MTOYKH, JICTKHE, CEPIEC WU TOHKEITYI0YHYIO Kele3y.
Pannne cumnTompl DRESS, Takue kak yimxopajaka WM yBETWYCHHBIC JTUMQpATHYCCKUE Y3IIbI,
MOTYT MPUCYTCTBOBAThH JaXke TOTJa, KOTJA CHINb €Ie HE BUIHA. DTO OTJIMYAET €ro OT JPYIrHX
CEPhE3HBIX KOXKHBIX peakluid, Takux kak cuuapom Crtupenca-/>xoncona (CCJl) u Tokcuueckuit
snuaepMaiibibld  Hekpoiin3d  (TOH), kotopsle  MOTyT  pa3BUBAaThCs NpU  [IpUEME
AQHTUKOHBYJIbCAHTOB, MpPHU PA3BUTUU ATHX COCTOSHUI CBHIIIb MOSBIAETCS JOCTATOYHO pPaHO.
[Taruentam He cieAyeT MpekpalaTh NpuUeM JeBeTHpalerama 0e3 KOHCYJIbTAllMU C JICHaluM
BpaduoM. BHe3amHoe mpekpaiieHue mprueMa 3THX MPEenapaToB MOXKET MPUBECTH K CHUKCHHIO
KOHTPOJISI HAQJ ONWICNTHYCCKUMH TMPHCTynamMu. BaxXHO HEMEIJIeHHO OOpaTuThcs 3a
MEAMIIMHCKON MOMOIIBIO B cliydae mojao3peHus Ha passutue DRESS-cunapoma. Ilanuents, y
KOTOPBIX MOSIBISIOTCS JIOObIe HEOOBIYHBIE CHUMIITOMBI WJIM PEAKIMH, BKIOYasl ChIllb, B JI000E
BpeMs Ha TPOTSHKCHUHM TIpUeMa JIeBeTHpaleTama, JOJDKHBI HEMEIJICHHO OOpaTUThCS B
OTJeNIeHHEe HEOTIOXHOM momomu. OOpamieHne 3a MEAMIMHCKOW MOMOIIBI0 HEOOXOIMMO TPH
pa3BUTUU TaKWX CHMIITOMOB, KaK JINXOpaJKa, YBEIHMYEHHbIe NTuUM(paTHYeCKHe Y3Ibl, 0OIb B
ropyie, KOXHas Chlllb, OTEK JMIA WU TJa3, OOJE3HEHHBIC S3BbI BO PTy WIU BOKPYT IJIa3,
npoOJIeMbl C TJIOTAaHWEM WJIH JIBIXaHUEM, IMOKEITCHHE KOXXKH WM CKJIep TJa3, HEOOBIYHBIC
CUHSIKH WJIH KPOBOTEUCHHSI, CHJIbHAS yCTAJIOCTh WJIH CJIA00CTh, OJIBIIIKA WM HENEPEHOCHMOCTh
buznyecKux Harpys3ok, CHJIbHas MbIlieyHas Ooib. JIMxopajaka ¢ CHIIBIO U YBEITUYEHHBIC
auMdatudeckue y3ibl MM OTeK Juia — vactele mnposiaeHus DRESS, Ho y HekoTopbIx
MAIUEHTOB CHIITb MOXET OTCyTcTBOBaTh. DRESS-cuHIpoM 00bIYHO pa3BuBaeTcs uepe3 2-8
HeJeNb T0CTe Hadaja IMpHeMa Ipernapara, HO CHMIITOMBI MOTYT IOSBHUTHCS W PAHBIIE HITU
noxxke. MoOryT oTMeuaThCs: KOXKHas peakimus (MOXET M OTCYTCTBOBaTh) (Hampumep,
TeHepaIn30BaHHasl ChIIIb WU OKC(ONMMATUBHBIN JAEpMATUT), DSO03WHOPMINSA, IUXOPAIKA,
nuMbaZeHONaTHs, OJHO WM HECKOJbKO CHCTEMHBIX OCJIOXKHEHHWH, Takhe Kak TeraTur,
MHUOKAp/NT, TEPUKAPIUT, TaHKpeaTuT, Heppur u mnHeBMOHUT. DRESS-cuuapom Takxe
HEO00X0UMO MpaBUIbHO MU EpPEHIPOBATh C APYTUMHU CEPHE3HBIMU KOXXHBIMU PEAKIUSIMU.
MeauuuHCKUM pabOTHUKAM CJEIyeT 3HaTh, YTO OBICTpOE pacro3HaBaHUE M paHHEE JICYCHHE
DRESS BakHBI 17151 OJIAarOMPHUATHOTO UCXO/a U CHUYKCHHUSI CMEPTHOCTH.
eTH

Wmeromecs: JaHHBIE O MPUMEHEHUM JIeBEeTHpaleTaMa y JeTed YyKa3bIBalOT Ha OTCYTCTBHUE
BIIUSHUS JIAaHHOTO Tpernapara Ha pocT W TOJOBOE CO3peBaHHE. TeM He MeHee JO0ITOCPOYHBIE
ahdexThl Ha CMOCOOHOCTh K OOYYEHHIO, YMCTBEHHBIE CIOCOOHOCTH, POCT, SHIOKPHHHYIO

(GYHKIMIO, TOJIOBOE CO3PEBAaHUE U IETOPOIHBIN MOTEHIMAI JETe OCTaI0TCSI HEU3BECTHBIMHU.
8
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B3aHMO/JeHCTBUSA

IIpomueosnunenmuueckue npenapamal

JleBeTnpanetam He  BIMAE€T HA  KOHUEHTPAUMIO B IUIa3M€  KPOBH  M3BECTHBIX
IPOTUBOAMMIIENITUYECKUX IpenapaToB ((eHuTomHa, kapOamasenuHa, BaJbIIPOEBOW KHUCIOTHI,
¢denobapbuTana, 1aMOTpPUKUHA, rabarleHTHHA ¥ IPUMU/IOHA), U 3TU MPOTUBOSIUIICTITHIECKUE
Ipernaparsl HE BIMAIOT Ha KOHIEHTPALUIO JIEBETUpALIETaMA.

Kak u y B3pocibIX, JaHHbIE B I10JIb3Y KIMHUYECKHA 3HAYMMBbIX JIEKapCTBEHHBIX B3aUMOACHCTBUN
y JIeTeH, MOoIy4arolX JIeBeTHpaLeTaM B 103¢€ 10 60 MI/KI/CyT, OTCYTCTBYIOT.
PerpocniekTuBHBIM aHaMN3 (HapMaKOKUHETUYECKUX B3aMMOJACUCTBUI y JEeTel M MOJIPOCTKOB C
snwitenicuet (ot 4 no 17 neT) noATBepAMII, YTO NMPUMEHEHHE JIEBETHpAlleTaMa MepOpalbHO B
pPEKHMME TONOJHUTEIBHON TEpalMyd HE BIUSUIO Ha PAaBHOBECHYHO KOHLIEHTPALMIO B CHIBOPOTKE
kapOamasenvHa M BajbllpoaTa, NPUHUMAEMbIX OJHOBpEeMEHHO. TeM He MeHee, COIJIaCHO
UMEIOIIMMCS JTAHHBIM, KJIMPEHC JIeBETHpalerama y AeTei, MOoJydaroluX JiedeHue (pepmeHt-
MHAYLUUPYIOLIMMHU MPOTUBOAIMIECNITUYECKUMH cpejcTBaMu, Ha 20 % Bbime. KoppekTupoBku
J103bI HE TpeOyeTcsl.

Ilpobeneyuo

[Tokazano, uto mpobOeHerun, Oigokarop KaHambleBod cekperuu (mo 500 mr 4 pasa/cyTkm),
MHIHOUpYyeT MOYEYHBIH KIMPEHC OCHOBHOIO MeTafojiuTa JeBeTHpalerama, HO HE CaMoro
JeBeTupanerama. TeM He MeHee KOHIEHTpalus NepBUYHOT0 METab0JINTa OCTAETCS] HU3KOM.
Memompexcam

[Ipy ogHOBpEeMEHHOM NPHUMEHEHUHU JIeBeTHpaleTama M MeTOoTpeKcaTa ObLJIO OTMEYEHO, 4TO
KIIMPEHC METOTpeKcaTa CHHXKAeTCs, 4YTO B CBOK OYepelb MPUBOJUT K MOBBILICHUIO
KOHIIEHTpAallUM METOTpEeKcara B KPOBH N0 MOTEHIMAIBHO TOKCUYECKHMX YPOBHEH WU
NPOAJICHUIO TIepuoJa MOJAEP)KaHUS TAaKOM KOHLEHTpaluH. Y NalMeHTOB, MOJydyaroIux ola
JEKapCTBEHHBIX  IIpernapara, CJeJyeT KOHTpPOJMPOBAaTh YpPOBEHb MeETOTpeKcaTa U
JeBeTHpaleTama B Ijia3Me KpoBH.

IlepopanvHuvle konHmpayenmussl u Opyaue hapmakoKunemuiecKue 63aumooeucmeus
Jlesetupaneram B cytouHod mo3ze 1000 Mr He BiuseT Ha (apMaKOKHMHETUKY IMEpOPaTIbHBIX
KOHTPALIETITUBOB (3TUHWIIICTPAINOIIA, JIEBOHOPIeCcTpesa), a TakKe He H3MEHSeT MoKa3aTelln
SHJOKPUHHOW (QYHKINH (COMep KaHUE JIFOTEMHU3UPYIONIEro TOPMOHA U TIPOTeCTEPOHA).
Jlesetupaneram B cyTtouHoil mo3ze 2000 mMr He u3MeHseT (GapMaKOKMHETUKY IMTOKCHHA U
Bap(dapuHa; IpoTpOMOMHOBOE BpeMsI HE U3MEHSETCSI.

JluroxkcuH, mnepopajbHble IPOTHBO3aYaTOYHBIE CpeacTBa U BapdapuH He BIUSAIOT Ha

(dhapMaKOKHMHETHKY JICBETHUpaIieTama.



COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 07.05.2026 Nz 5270

A e LS . (S S

(NOCNEQCBATENEHOCTE 0006)

Crabumenvuvle cpedcmesa

B ormenpHBIX ciydasx cooOmanu O CHIKeHHH 3((EeKTHBHOCTH JeBeTHpaneraMa mpu
OJTHOBPEMEHHOM MPHUMEHEHHH OCMOTHYECKOTO CIAOWUTENBHOTO CpeACTBa MAaKporoia ¢
HepopaJIbHBIM JieBeTHpaneramoM. 1loaToMy He ciiegyeT NpUHUMAaTh Makporoi MepopajbHO B
TE4YEHHUE OIHOT0 Yaca J0 M B TEYEHUE OHOr0 yaca Iocje IpueMa JieBeTupalerama.

Tuwa u ankoeons

[Tnma HEe BAMSET Ha CTENEHb BCAChIBAHHS JIEBETHpAalleTama, HO CJIerka YMEHBIIAeT CKOPOCTh
BCAChIBaHUSL.

JIaHHBIX MO B3aUMOJIEHCTBUIO JIEBETHpALIETaMa C aJIKOT0JIEM HeT.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JIAKTALMSA

JKeHmmHbBI IETOPOAHOI'0 BO3pacTa

JKeHIMHBI AETOPOTHOIO BO3pACTa JOJDKHBI MOJyUYUTh KOHCYJbTAlMIO crenuaiucra. B cioyugae,
KOTJa >KEHIIMHA IUIAHUpYyeT 3abepeMeHeTb, 11eJecO00pa3HOCTh NMPUMEHEHUs JeBeTHupaleTama
CJIeIyeT pacCMOTpPETh MOBTOpHO. Kak u B cilydyae NpuMEHEHMsI IPYTUX MPOTUBOAMMIEITHIECKUX
[IpenapaToB, cleAyeT u30eraTb BHE3AMHOIO MPEKpallleHus IpueMa JeBeTHpalerama, IoCKOJIbKY
3TO MOJKET MNPHUBECTH K SHWICNTHYECKUM IMPUIAJKaM, KOTOpble MOTYT HMMETh CEpbE3HbIE
HOCJEICTBHS JUIsl )KEHIIMHBI U HEPOXKJIEeHHOro pedeHka. [Io Mepe BO3MOXKHOCTH MpeIOYTEHUE
cienyer OTJaBaTh MOHOTEPAINH, OTOMY 4TO Tepanus HECKOJIBKUMHU
IPOTUBOAUIIENTUYECKUMHU IIpenapaTaMy, B CPaBHEHUN C MOHOTEpaIueil, MoKeT ObITh CBsI3aHa
C MOBBILIEHHBIM PUCKOM BPO>KJCHHBIX IOPOKOB Pa3BUTHSI.

bepeMeHHOCTD

AHanu3 3HaYUTEIHLHOr0 00beMa JaHHBIX MOCTPETUCTPALIMOHHBIX MCCIEA0BaHUN Yy OepeMEHHBIX
JKEHIIMH, MOJIy4aBIINX MOHOTepanuto jJeseTupaneramoM (6onee 1800 xeHIIMH, cpen KOTOPBIX
6onee 1500 momyuanu mpenapaT B Te€4eHUe 1-ro TpumecTpa OepeMEHHOCTH), HE TMOATBEPIUII
YBEJIMYEHUE PUCKA TSDKEIIBIX aHOMAJUM pa3BUTHS. IMEIOTCS TOJBKO OrpaHMYCHHbIE JTAaHHBIE O
HEBPOJIOTUYECKOM Pa3BUTHUHU JE€TEH, YbH MaTEPU MOIy4alld MOHOTEPAIHIO JIEBETUPALIETAMOM BO
BpemMsi OepeMeHHOCTH. TeM He MeHee TeKyIlue SIUJEMHOJIOTHYECKUE HCCIIEeJOBaHUS
(c yuactuem 100 nereif) He mpenmojararOT MOBBIIIEHHOIO PHCKA HApyLICHHUS WU 3aJepKeK
HEPBHO-TICUXUYECKOTO Pa3BUTHSI.

JleBeTuparieTaM MOXHO MPUMEHSTh BO BpeMsl O€pEMEHHOCTH, €CII MOCce TIATENbHON OLEeHKU
€ro NpUMEHEHHE MPHU3HACTCS KIMHUYECKH HEeOoOXoIMMbIM. B 3TOM ciydyae pekoMmeHayercs
OPUMEHATh MUHUMAJIbHYIO AP PEKTUBHYIO 103y .

Du3MoI0rnYecKkre N3MEHEHNUs B OPTaHU3Me JKEHIIMHBI BO BpeMsi OEpEeMEHHOCTH MOTYT BIIHATh
Ha KOHILIEHTpAalMIO B IUIa3Me JeBeTHpaleramMa, Kak M JAPYTUX MPOTUBOAMHIECHTHUYECKUX

JIEKapCTBEHHBIX TpemnapatoB. Bo BpeMss OepeMEHHOCTH OTMEYEHO CHIKCHHE KOHIICHTPAIMH
10
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JeBeTUpaleTaMa B IIa3Me KPOBU. DTO CHIDKCHHC 6oe g ﬁ)‘;); OTEHII'E)IEI‘['LG'I\I Tpnmeéme

(o 60 % oT 6a30BO¥ KOHIICHTPAIMH B TCYCHUE TPETHETO TPUMECTPA).

JleueHwue JieBeTUPAIIETAMOM OCPEMEHHBIX CIICAYET MPOBOAUTH MO OCOOBIM KOHTPOJICM.
JlakTanus

JleBeTupamneraMm BBIACISETCS C TPYIHBIM MOJIOKOM, TO3TOMY TPYAHOE BCKapMJIMBAHUE IPH
JICUCHUHM TpernapaToM He pekomeHayercsa. OHako, €Ciad JICYCHHE JICBETHpAICTaMOM
HEOOXOIMMO B MIEPUO]] IPYTHOTO BCKAPMIIMBAHUS, COOTHOIIICHHE PUCK/TIOIb3a JICUCHHS JTOJIKHO
OBITh TIIATEIHHO B3BEIICHO OTHOCHTEIBHO BAKHOCTH KOPMJICHHSL.

DepTUILHOCTE

B wuccrnenoBanusx Ha JKMBOTHBIX HE OOHAPYKEHO BIUSHUS Ha (epTwibHOCTH. KimHmueckue
JMaHHBIC BIMSHUS HAa (QEPTUIBHOCTh OTCYTCTBYIOT, MOTCHIUAIBHBIA PHUCK IS 4YelIOBEKa
HEU3BECTEH.

4.7. Bausinue HAa CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHU CpeACTBAMH M padoTath ¢
MeXaHHu3MaMH

Onwiencusi BkiodeHa B llepedyeHb MEIUIIMHCKUX TPOTHUBOIOKA3aHUN K  yIPABJICHHUIO
TPaHCIIOPTHBIM CpeJCTBOM B cooTBeTcTBHM ¢ IlocranoBnenuem IlpaBurensctBa Poccuiickoii
®enepanun ot 29.12.2014 Ne 1604 «O mepeyHAX MEAMIIMHCKUX MOKAa3aHUM UM MEIUIIMHCKUX
OTPaHUYEHUH K YIIPABJICHUIO TPAHCTIOPTHBIM CPEJICTBOMY.

4.8. HexenaTejibHbIE peaKINU

Pesrome mpoduisg 6e3onacHoOCTH

HpeI[CTaBJ'ICHHHﬁ HHWXKE HpO(I)I/IJ'IL HEXellaTelIbHBIX SBJICHUNM OCHOBAH Ha aHaIW3€ PE3YJIbTATOB
HHaH€60'KOHTpOJ'II/Ipy€MHX I/ICCHGIIOBaHI/Iﬁ, a TaKXKC OIBITC MOCTMAPKETUHIOBOTO IMPUMCHCHUA
JICBCTHUpALCTaMa. CaMpIMU YacThIMU HE)KeEJIaTeJIbHBIMH pPCaKknusIMu ObLIU HaBO(l)apI/IHFI/IT,
COHJIIMBOCTD, I'OJIOBHAA 60J'IB, YTOMIISIEMOCTDB U I'OJIOBOKPYZKCHHC.

Pe3roMe HeXeIaTeIbHbIX PEeaKIUui

YacroTra pa3BUTHS HEKENATEIBHBIX PEAKIMNA MPEICTaBlIeHa CICAYIONIMM 00pa3oM: O4eHb 4acTo
(= 1/10 cnyuaes), yacto (> 1/100 u < 1/10 cnydaeB), neuacto (> 1/1000 u < 1/100 ciyuaes),
peako (= 1/10000 u < 1/1000 cnyuaeB) u oueHs penko (< 1/10000 cmyuaeB). HexxenarenbHbie
pEaKIuu, YacTOTy Pa3BUTHS KOTOPHIX HE MPEJICTaBISIETCS BO3ZMOXKHBIM OIEHUTH MO JOCTYITHBIM
JTAHHBIM, UMEIOT 0003HaUEHHE «JacTOTa HEU3BECTHAY.

HUngpexyuonnvie u napazumapHvie 3a601e6aHus. OYEHb YACTO — Ha30(apHHTHT; PEAKO —
UHQEKIHH.

Hapywenusa co cmoponvl kposu u aumghamuyeckoll cucmemvl: HEYaCTO — TPOMOOIIUTONCHHUS,

JIEUKOIECHHUSI; PEIKO — MaHIIUTOIICHMS], arpaHyJIOUTO3, HEUTPOIIECHHUS.

11
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Hapywenuss co cmopoHvbl UMMYHHOU CUCHEMbL: b%bjﬁlﬂé«%@ﬂ&ﬁ%ﬁ;‘r Tﬁ'elzllk'll:[lﬁf'f c

s03uHOpUINEeH M cucTeMHBbIMU TmposiBieHusMu (DRESS-cunapom), rumepuyBCTBUTENBHOCTD
(BKJIIOYAs] aHTHOHEBPOTHYECKHI OTEK U aHA(PUIIAKCHIO).

Hapywenus co cmoponvl obmena eewecme u NUmMauus: 4acTO — AHOPEKCHs; HEYacTo —
YBEJIMYEHUE MACChI TeJla, CHUKEHUE MACChl Tella; PeAKO — FTMIOHATPUEMHUS.

Hapywenusa ncuxuku: 4acto — nenpeccus, BpaKaeO0HOCTh/arpecCUBHOCTh, TPEBOTa, OECCOHHUIIA,
HEPBO3HOCTB/PAa3IPAKUTEIHHOCTh, HEYACTO — MOMNBITKA CyHMIUJA, CyHMIUIATbHbIE HaAMEPEHHS,
IICUXOTUYECKHE PACCTPOICTBA, MOBEACHYECKHE PACCTPOICTBA, TajUIIOLMHALIUM, THEBIMBOCTD,
CIYTaHHOCTb  CO3HAHMs, SMOLMOHAJbHAA  JIAOMJIBHOCTH/TIIEPEMEHYUBOCTh  HACTPOCHMS,
BO30y)KJIeHHE, TMAHWYECKHE AaTakKu; PEIKO — CYHIHJ, PACCTPOMCTBO JHYHOCTH, HApyIICHHE
MBIIUICHHS, Ope/T.

Hapywenus co cmoponsl nepgHoU cucmemsl: OY€Hb 4YaCTO — COHJIMBOCTb, FOJIOBHAs 00JIb; 4aCTO
— CYJIOpPOI'M, HapyIllleHUE PaBHOBECHUS, TOJIOBOKPYIKEHHE, JIETaprusi, TPEMOp; HEYacTo — aMHe3us,
yXyIIICHNE TaMsITH, HapyIIeHHe KOOPAMHALINH/aTaKChsl, TApECTe3UH, CHIDKEHIE KOHIEHTPAIHN
BHUMAaHUS; PpEIKO — XOpeoaTeTo3, MAUCKUHE3Us, TUIEPKUHE3Us, HapyIIeHWE MOXOJKH,
sHIIe]aonaTys, arrpaBalus cyaopor.

Hapywenus co cmoponuvl opeana 3penus: He4acToO — AUIUIONHS, HEUETKOCTh 3PEHHUS.

Hapywenus co cmopoHbl opeana ciyxa u 1a6upunmusie HapyuieHus: 9acTo — BEPTUTO.
Hapywenus co cmoponvl  cepoya: penko — ymidHeHHBIH uHTepBan QT  Ha
3JIEKTPOKAPAUOT PAMME.

Hapywenus co cmopoHvl ObixamenbHOU CUCmeMbl, OpeaHO8 2PYOHOU KIEeMKU U CPeOOCMEeHUsL:
4acTo — Kallenb.

Hapywenus co cmoponvl d#ceny0oyHo-Kumeuno2o0 mpakma: 4acto — 00ib B )KMBOTE, JUapes,
JUCIIETICHSI, PBOTA, TOLIHOTA; PEIKO — MAHKPEATHT.

Hapywenus co cmoponvl neueHu U JHcenyesbleoOsWuUx nymeil: HEYaCTO — W3MEHEHUE
(GYHKIIMOHATIBHBIX MPOO MEYEHU; PEAKO — [IEUEHOYHAs! HEI0CTATOYHOCTh, IeNaTHT.

Hapywenuss co cmoponvl nouek u Mmouegvbleo0awjux nymeui. PEIKO — OCTpas MoueyHas
HEJ0CTaTOYHOCTb.

Hapywenus co cmoponvl Kodcu U NOOKONMCHbIX MKAHell: 4aCTO — ChIllb; HEYacTO — aJIoNenus,
9K3eMa, 3yJ; PEAKO — TOKCHYECKHMW SNHACPMAIbHBIN HEKpoiau3, cuHApoMm CTHBEHca —
JxoHcoHa, MHOTO(DOpMHAs dpUTEMA.

Hapywenus co cmopoHbl ckelemHO-MblUeyHOU U COeOUHUMENbHOU MKAHU: He4acTo —
MBbIIIIEYHast ~ CJIa0OCTh, MHAITUSA; peAKO — pabJOMHUONM3 M YBEJIMYEHHE YPOBHS
KpeaTHH(POCHOKUHA3HI B KPOBH.

Obwue paccmpoticmea. 4acTo — aCTEHUs/yCTaI0CTh.
12
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COOTBETCTBYET 3KCMIEPTHOMY OTYETY

Onucanue omoenbHbIX HeXCelamenbHbIX peakyull
Puck aHOpekcHu BhIIIE MPH OJHOBPEMEHHOM MPUMEHEHUH JIEBETHpAIleTaMa U TOIMpaMaTa.
B pspe ciydaeB Ha0M01a10Ch BOCCTAHOBICHHE BOJIOCSIHOTO TIIOKpOBA TIOCJIE€ OTMEHBI
JeBeTHpaleTama.
B HEKOTOpHIX Cilydasix MaHIMTOINIEHUU PETUCTPUPOBAIOCH YTHETEHHE KOCTHOTO MO3Ta.
PacnipocTpaneHHOCTh pabIOMHONIM3a U YBEIMYCHHS YPOBHS KpeaTHH()OCPOKHHA3BI B KPOBH
CYLIECTBEHHO BBIIIE€ y MAllMEHTOB U3 SIMOHUM, MO CPAaBHEHUIO C MPEICTaBUTENIAMU JIPYTHX
HaIlMOHAJILHOCTEH.
Cnyyan sHuedanonatud OOBIYHO BO3HUKAIM B Hayayie JieueHHs (OT HECKOJbKUX IHEH 10
HECKOJIBKUX MECSIIEB) M ObLIIM 0OpaTUMBIMU NOCIE MPEKPAIICHUS JICUCHUSI.

eTH
[Tpodune Ge3omacHOCTH y AeTei B IUIale00-KOHTPOIHPYEMBIX KIMHMUYECKUX HCCIEAOBAHUIX
OBLI COMOCTAaBUM C MTpoduIeM 0€30MaCHOCTH JIEBETUPAIIETaMa Y B3POCIIBIX.
VY nerell n moapocTKoB B Bo3pacte OT 4 10 16 jer yaile perucTpupoBaAIUCH CIEAYIOIINE
HEe)KeNaTellbHble peakiuu: pBoTa (o4yeHb dvacto, 11,2 %), Bo3Oyxknenue (uacto, 3.4 %),
MepPEeMEHYMBOCTh HacTpoeHus (uyacto, 2,1 %), sMormoHanpHas idabuiabHOCTH (4acto, 1,7 %),
arpeccuBHOCTH (Yacto, 8,2 %), moBeAeHUYECKUE paccTpoicTBa (4acto, 5,6 %) u neraprus (4acro,
3,9 %). Y nmereit B Bo3pacte oT 1 Mecsma no 4 JeT dYamie PErHCTPHPOBAIN CIIEAYIOIINE
HEKeNaTeNIbHbIE PEaKluu: pa3ipaxurerabHocTh (o4eHb wyacto, 11,7 %) u HapylieHue
KoopauHanuu (acto, 3,3 %).
B nBoitHOM cnenmom TIane0o-KOHTPOIMPYEMOM HCCIEIOBAHUU, IIENBI0 KOTOPOTO OBLIO
1oKa3arh, YTO IMperapar 1mo 0e30MacHOCTH He yCTyIaeT mianedo, OleHUBANCH KOTHUTHBHBIE U
Helporicuxonorndyeckue 3¢ ¢exTrl JeBeTupanerama y aereid or 4 1o 16 ner ¢ mapuuaabHbIMU
npuctynamu. [lo pesynpTatam ucciaeoBaHus ObUIO CIENTAHO 3aKIIOUEHHE, YTO JIeBEeTHpaleTaM
HE OTIHMYaici OT Ianebo (He ycTynajl eMy) B OTHOIICHHWH W3MEHEHHH CyMMBI OajUIOB I10
paznenam «Buumanue u Ilamsare» u  «KomOunupoBanHbiii CxkpuHuHT IlamsTu» 1mIKassl
Jleiirep-P (Leiter-R) y manueHTOB, NPOIICANIAX HCCIIETOBAHUE B COOTBETCTBUH C MPOTOKOJIOM,
M0 CPAaBHEHUIO C UCXO/HBIM BU3UTOM.
B pe3ynbpTare aHanm3a MoBeIeHYECKOTO U AMOIIMOHAIBHOTO CTaTyca MPH MTOMOIIH IPOIIEIIIETO
BaJIUIAIMIO MHCTPYMEHTa — onpocHuka AdenbOaxa (Achenbach) — ObLIO BBISBIEHO arpecCUBHOE
NOBEJICHHE B TpYMIE TaldeHTOB, NPHHUMAIOMMX JeBerupaneram. OIHAKO MaIMEeHTHI,
NPUHUMABIIKE JIEBETHpAlleTaM B XOJAE JJOJTOCPOYHOTO HAONOJCHHWS B OTKPBHITOH (asze

HCCJIICAO0BAaHUA, HC JCMOHCTPUPOBAIN YXYAIICHUA ITOBECACHYCCKOI0O U SMOIIMOHAJIBHOI'O CTATYyCAa,
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B HaCTHOCTH IMOKA3aTCJIM arpeCCUBHOI'O IMMOBCACHUA HE ngg]iﬂ][ﬁa;?ﬁbdE&JEEQEETC:II/IFC'XQ:ZH{IHM

YPOBHEM.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

Baxxno coo0miate 0 MOA03peBaeMbIX HEXKENATeNIbHBIX pPEaKIUsSX I[OClie pPerucTpanuu
JIEKapCTBEHHOT'O Mperapara ¢ 1eablo0 00ecredeHHs] HePEePhIBHOIO MOHUTOPUHTA COOTHOIICHUS
«OJbh3a — PHUCK» JIEKAPCTBEHHOTO mpernapara. MeauIMHCKUM pabOTHUKAM pPEKOMEHIYETCS
co00IaTh O JIFOOBIX TOI03PEBACMBIX HEXKEIATEIBHBIX PEAKIUAX JCKAPCTBEHHOTO IMpernapara
yepe3 HallMOHAJIbHBIE CHUCTEMBI COOOIICHHS O HEXKETIATeNbHBIX PEaKIUsiX rocyAapCTB — YICHOB
EBpa3uiickoro 3KOHOMHYECKOI0 CO03a.

Poccuiickaa ®eoepayus

®denepanibHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanazop)

Anpec: 109012, r. MockBa, CnaBsiHcKasi 1jiomiaipb, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

E-mail: pharm@roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHMIITOMBI

COHIMBOCTh, QKHUTAIUs, TPEBOKHOCTh, arpeCCUBHOCTh, YTHETEHHE CO3HAHUS, YTHETCHUC
IBIXaHHUA, KoMa.

JleueHue

B ocTpom mneproie — UCKYyCCTBEHHBIN BBI30B PBOTHI M MPOMBIBAHUE KEIyIKA C MOCIEAYIOINM
Ha3HAYCHUEM aKTUBUPOBAHHOTO yrisl. Crenuudeckoro aHTHUIOTA JUIS JICBETHpAIleTaMa HeT.
[Tpy HEoOXOaUMOCTH TPOBOAUTCS CHMITOMATHYECKOE JIEUEHHE B YCJIOBHSIX CTallMOHAapa C
UCIONIb30BaHNEM Temoaunanuia (3¢(eKTUBHOCTh AMaNu3a JUis JIeBETHUpalleTaMa COCTaBISET

60 %, s ero mepBuYHOTrO Metadbonuta — 74 %).

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHuYecKue CBOiicTBa

dapMakoTepareBTHYECKas TPYyTIa; MPOTHBOIMICITHYECKOE CPEJICTBO.

Kox ATX: NO3AX14

JleBeTHparietaM SBISETCS TMPOU3BOAHBIM MUPPONUIOHA (S-d2HAaHTHOMEp O-dTHII-2-0KCO-1-
OUPPONMIANH-allETAMUIa), 1O XHMHUYECKOHM CTPYKTYype OTJIMYaeTCs OT  HU3BECTHBIX
MIPOTUBOAMHIICITHYCCKHX JICKAPCTBEHHBIX CPEJICTB.

MexaHnU3M IelCTBUS
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MexaHu3M JIeCTBUS JIEBETUpalleTaMma 10 KOHIG HE U3YY:

DkcnepuMeHTHI IN VItro u in VIVO mokasanu, 4YTo JIeBeTUpAlleTaM HE BJIHMSICT Ha OCHOBHBIC
XapaKTEPUCTHKH KJIETOK ¥ HOPMAIIbHYIO HelpoTpaHcMuccuto. MccnenoBanus in Vitro mokasanm,
YTO JIeBETHpAleTaM BJHMAeT Ha BHYTPHHEHPOHATILHYIO KOHIEHTpamuio uoHoB Ca®’, wactmuno
TopmMo3s Tok Ca?* uepes kamanmel N-TMAa M CHEKAas BBICBOOOYKIEHHE KANbLUA U3
BHYTPUHEHPOHAIBbHBIX Jeno. Kpome Toro, jeBeTHpalneraM 4YacTUYHO BOCCTAHABIMBAET TOKU
yepe3 ramma-amuHomacisinyio kucinory (ITAMK) u rimnuH-3aBUCHMBIE KaHAbl, CHU)KEHHbBIC
MHKOM U P-kapOonmHamu. Takke B HUCCIeOBaHUSX IN VItr0 ObUIO OHpeneseHo, 49To
JIEBETUPALIETaM CBSI3bIBAETCS CO CHEIM(PUUECKUM Y4aCTKOM B TKaHHM TOJIOBHOTO Mo3ra. Mecto
CBSI3bIBAHMSA NpEACTaBIsieT co0oi  Oenok 2A  CHHaNTHYECKUX  BE3UKYJ, KOTOPBIH
IPEIIOJIOKUTEIBHO YYaCTBYET B CIMSHMM BE3UKYJ M OSK30LUTO3€ HEHPOTPAHCMUTTEPOB.
JleBeTupaneraM M CBSI3aHHBbIE AHAJIOIM PA3JIMYAIOTCA CPOJCTBOM CBS3bIBaHMA € OeiakoM 2A
CHUHANTHUYECKUX BE3HKYJ, KOTOPOE KOPPEIUPYET €O CTEINEHbIO IPOTUBOSUICITHYECKON
3alllUThl B ayJUOT€HHOW MOJENN SMWIENICUU Y MbIleil. TOT QakT MO3BOJIET MPEAIOIOKUTD,
YTO B3aUMOJICUCTBUE MEXKIY JIeBETUpalleTaMOM U OelakoM 2A CHUHANTHYECKUX BE3UKYJI
OUYEBHUJHO BHOCHUT BKJIaJl B IPOTUBOCYJOPOKHBIM MEXaHU3M JIECHCTBHUS IIpenapara.

dapmakogngamuyeckue 3P HeKTol

JleBeTupaneraM MHAYLUPYET MPOTUBOAMMICIITUYECKYIO 3alUTy B Pa3HOOOPa3HBIX >KMBOTHBIX
MOJIEISIX MapUUalbHBIX U MEPBUYHO-TEHEPATN30BAaHHBIX NPUIAJKOB, HE MHPOSBIAS MPU ITOM
IPO-KOHBYJILCUBHOT'O AeHCTBUsI. OCHOBHOM MeTa0OIUT JIeBeTHpalleTaMa He aKTUBEH.

VY nropei aKTHBHOCTH JIEBETHpAllETaMa B OTHOLIEHWM DSIWIENICHM U C MAapLUUalbHBIMHU, U C
reHepaIM30BaHHBIMU TMpUIAAKaMU  (AMMWIENTU(OPMHBIX pa3psiioB / (poTonapokcu3MaabHOM
peakuun) NOATBEPKAAET €ro MUPOKUHN (papMaKoIOTHIECKUI POPUIIB.

Kinuanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

Hononnumenvnas mepanus npu  1edeHuu  NAPYUATILHLIX — HNPUNAOKO8 C  GMOPUYHOU
eeHepanuzayuel unu 6e3 makosou y 83pocivlX, NOOPOCMKO8 u Oemeli ¢ 4 1em ¢ snuiencuel

D¢ heKTUBHOCTH JIEBETHpalleTaMa y B3pPOCIBIX ObUIa MOATBEPKIIEHA B TPEX IBOWHBIX CIEMBIX
1a1e00-KOHTPOJIMPYEMBIX HCCIEeIOBaHUAX MO HpuMeHeHuto B jo3e 1000 mr, 2000 mr u
3000 Mr B cyTKH, pa3/ieIeHHON Ha JiBa IpUeMa, ¢ MPOAOKUTENLHOCTBIO JIedeHus 10 18 Henenb.
bbulo moka3zaHo, UTO COOTHOIIEHHE MallMEHTOB, KOTOpbIe MpoaeMoHcTpupoBainu 50 % u Oonee
CHM)KEHHE YacCTOTHI MaplHaIbHbIX MPUIAJKOB B HEJIETI0 OTHOCUTEIBHO UCXOJIHOTO YPOBHS MPHU
npueMe mocTossHHOM 036l (12/14 Henens), cocrasuio 27,7 %, 31,6 % u 41,3 % y nmanueHTOB,
npuHUMaBIIuX JeserupaneraMm B no3ze 1000, 2000 wimm 3000 mr coorBeTcTBeHHO, U 12,6 %
y MalMeHTOB, IPUHUMABIIMX IU1a11e€00.

€T
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D¢ heKTUBHOCTh JIeBeTHpalieTamMa y aeTeit (B 03paCTe': %IT_'IAL%JI %JFEIL!:IJI-E “ye a'HOBIIeHa B

JIBOMHOM CJICTIOM IIJIAle00-KOHTPOJIMPYEMOM HCCIIEIOBAHUM JITUTENBHOCThIO 14  Hezelnb,
BKuoyaBmieM 198 nanuentos. [lanuenTsl JAHHOTO UCCIIEIOBAHUS TPUHUMAIIH JICBETUPALIETAM B
MOCTOSTHHOM J103¢ 60 MI/KT/cyT (B ABa IpHeMa).

44,6 % manMeHTOB, TPUHUMABIIMX JieBeTHpaneraM, W 19,6 % mamueHToB, NOJyYaBIINX
iane6o, npoaeMorcTpupoBanu 50% u 06ojee CHIKEHUE YacTOTHl MaplIHUaIbHBIX MPUIIATIKOB B
HEJIEN0 OTHOCHTEILHO HWCXOAHOro ypoBHS. Ha QoHEe NpomomKarmerocs JIoJIrocpoOdYHOTO
neyeHust 11,4 % mainmeHTOB HE MMENM MPUIIAJKOB B TEYEHUE IO KpalHEeW mepe 6 MecsleB U
7,2 % — B TeueHue 1o KpaitHei mepe 1 roza.

B muane60-KOHTpOIMpyeMbIX KIMHUYECKUX HCCIIEIOBAaHUSIX MPUHUMAIM y4yacTue 35 nereit
mitame 1 roga ¢ mapuuagbHBIMU IPUINAJAKAMHU, U3 KOTOPHIX ToJbKO 13 Obutn B Bo3pacte < 6
MECSIIEB.

Monomepanus npu nedenuu napyuUaIbHLIX NPUNAOKO8 C 8MOPUYHOU 2eHepanuzayuel unu oe3
maxoeou y nayueHmos c¢ 16 nem u cmapuie ¢ 6nepavie OUA2HOCMUPOBAHHOU INULencuell
O¢ddexkTuBHOCTH JEBEeTHpaIleTaMa B MOHOTEpanuu Oblia comocTaBuMa C 3((EKTHUBHOCTBHIO
KapOamazenuHa C KOHTPOJUPYEMBIM BBICBOOOXKICHHEM B IMAPALICIBHBIX TPYMIAaX IPU
MIPOBEJICHUH JBOMHOTO CJICTIOTO UCCIIeJOBaHMs Ha 576 manueHTax ¢ 16 jer u crapiie ¢ BliepBbie
WIM HEJAAaBHO JHUAarHOCTUPOBAaHHOM smumiernicueil. B uccnenoBanue ObUTM BKIIIOUEHBI MAI[UEHTHI
TOJIKO C HECHPOBOLIMPOBAHHBIMU TMAPIUAIBHBIMA TMPUIAJIKAMU WM TEeHEPaTU30BaHHBIMU
TOHUKO-KJIIOHUYECKUMHU TpunaakamMu. [lanueHTsl ObITM paHIOMU3UPOBAHBI B TPYIIIIBI JICUCHUS
Kap0aMa3enmuHOM C KOHTPOJUPYEeMbIM BbIcBOOOXIeHHeM 1o 400-1200 wmr/cyt win
nesetupaneramom o 1000-3000 mr/cyT, NpoAOIHKUTENBHOCTHIO A0 121 Henenu B 3aBUCUMOCTH
OT OTBETA.

OtcyTcTBHE MPUNAAKOB B TeueHHE 6 MecsieB ObUi0o oTMedeHo Yy 73 % maiueHToB,
NPUHUMAIOIINX JieBeTupaneram, u 72,8 % MalMeHTOB, NPUHUMAIONINX KapOamaszenuH ¢
KOHTPOJIMPYEMBIM BBICBOOOXKJIEHHEM; CKOPpPEKTUpPOBaHHAs aOCONIOTHAs pa3HUILA MEXIy
kypcamu JeueHus coctaBmwia 0,2 % (95 % noBeputenbHbIi uHTEpBad: -7,8 8,2). Bonee
MOJIOBUHBI TAIMEHTOB HE HMENIW NpHUMaakoB B TeueHue 12 wmecsueB (56,6 % u 58,5 %
MAIMEHTOB Ha JIEBeTHpalleTaMe M Ha KapOamaszemuHe C KOHTPOJIHUPYEMBIM BBICBOOOXKIEHUEM
COOTBETCTBEHHO).

IIpy  wm3ydyeHMHM  [aHHBIX  pPEANBHOM  KIMHUYECKOW  TNPAKTUKH,  COIYTCTBYIOLIUE
MPOTUBOSMIICTITUYECKUE TIpenaparbl MOTJIM OBITh OTMEHEHBI Yy ONPENENIEHHOTO YHCIa
MAIMEHTOB, KOTOPbIE OTBETUIIN HA JOTOJHUTEIHHYIO TEPANUIO JIeBETUpalieTaMoM (36 B3pOCIBIX
MaIMEeHTOB U3 69).

ﬂOnOJlHumefleaﬂ mepanus 0715 IeYeHUsi MUOKTOHUYECKUX npuna()lcoey 63POCbIX U l’lOdeCl’l’lKO@
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c 12 nem u cmapuwie ¢ 108eHUNTbHOU MUOKIOHUYEGKOU enuﬂgn'ca

OddexTuBHOCTh JIeBeTHpalieTaMa ObUIa YCTAHOBJIICGHA B JBOWHOM CIENOM  IuTanebo-
KOHTPOJIMPYEMOM MCCIIEIOBAHUU MPOJAOKUTEIIBHOCTRIO 16 Henenb A MauueHToB ¢ 12 yer u
CTapuie ¢ WIMONATUYECKOW MeHepaTu30BaHHOW SMUJIETICHEH C MUOKIOHUYECKHMMH CYyIOpOraMu
IPU Pa3INYHbIX CUHAPOMAX. BOJBIIMHCTBO MAIlMEHTOB UMENO IOBEHUJIbHYIO MUOKJIOHUYECKYIO
AIWIETICHUIO.

B nanHOM mccienoBanum no3a jeseruparerama coctarisuia 3000 mr/cyTt B aBa mpuema. 58,3 %
NAIMEHTOB, NMPUHUMABIIMX JieBeTHpaueram, U 23,3 % mMmauueHToB, NPUHHUMABIIUX IUIaLEe0o,
uMenu 1o kpaitHe Mepe 50% yMeHbIlIeHHe KOJIUYeCcTBa JHEH C MUOKIOHMYECKUMHU IPUIMIAIKaMu
3a Henenmo. B TedeHue mpopoiKaromerocs I0JIrOCPOYHOro JjiedeHus 28,6 % MalueHTOB HE
MMENN MHUOKJIIOHMYECKHUX CYyA0pOr B TEUEHHUE N0 KpaiiHeill Mepe 6 mecsneB u 21 % naunueHToB —
B TEYEHUE 10 KpaliHEN Mepe OAHOTO roja.

HononnumenvHas mepanus OJisl edeHuss NepeUiHO-2eHePaIU308aAHHbIX MOHUKO-KIOHUYECKUX
NpUnaoKkos y B3poCciabiX U noopocmkos ¢ 12 nem u cmapwe ¢ uOUONaAMuUYecKou
2eHepanu308aHHOl Inuiencuet

OddexTuBHOCTh JIeBeTHpameTaMa Oblla YCTAaHOBJICHA B 24-HENEIHHOM JBOWHOM CJICTIOM
1a11€00-KOHTPOJIUPYEMOM  UCCIIEOBAaHUM,  BKJIIOYABIIEM  B3pPOCIBIX, TMOJAPOCTKOB U
OTPaHHUYEHHOE YHCIIO JeTel ¢ MAMONMATUYECKOW T'€HEepallM30BaHHOM SIUJIeTicUuel C MEepBUYHO-
reHepaiin3oBaHHbIMU  TOHHKO-KJIoHMYeckumu  (III'TK)  npumaakamu, ¢ pa3audHbIMU
CHHIpOMaMH (IOBEHWJIbHAST MHOKJIOHWYECKAas OSIHJICICHs, IOBEHWIbHAs a0caHC-dMUIICTICHS,
JeTcKas aOCaHC-3MUIICNICUSl WM SIWJIENCHUS C TeHepalu30BaHHBIMU TOHUKO-KIIOHMYECKUMU
CyIoporaMu MpH MpoOyxaeHuHu). B 3ToM uccinenoBaHMM CyTOuYHas J/103a JIeBETHpaleTaMa
coctaiisiia 3000 mMr/cyT [uis B3pOCibIX U OAPOCTKOB M 60 MI/KI/cyT U1 AeTel, pa3aeiaeHHas
Ha JIBa [IpHema.

72,2 % manueHToB, TMPUHUMABIINX JeBeTHpaneTam, u 45,2 % NanueHToB, MPHHUMABIIUX
riane6o, moka3ajaud yMEHbILIEHHE YacTOThl NMPHUIAIKOB B TedeHue Henenu Ha 50 % u Goree y
narvenToB ¢ III'TK mpunaakamu. B mpoporkatomemcst gonrocpounom HabmoneHuu 47,4 %
NAMEHTOB HE UMEJN TOHUKO-KJIOHUYECKUX MPUIIAJKOB B TEUEHUE 10 KpailHe Mepe 6 MecsIeB U
31,5 % mamueHToB HE WMENM TOHHMKO-KJIOHHMYECKHWX NPUMAJKOB B TEUEHHE MO KpalHEe Mepe
OJIHOTO rojia.

5.2. apmMaKkoKHHeTHYeCKHe CBOHCTBA

AOGcopOnus

JleBeTuparieram  0o0yiajla€T  BBICOKOM  pacTBOPUMOCTBbIO M MpoHHLaeMoctbio.  Ero
dbapMakOKMHETHUECKUH MpOQUIb  SBISETCS JWHEHHBIM H  XapaKTepu3yeTcs HHU3KOM

BHYTpHHHHHBHHyaHBHOﬁ n MCX(HHHHBHHyaHBHOﬁ HN3MCHYHBOCTBIO. KJ'II/IpeHC JICBCTHUpAaLcTrama
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CBSI3aHHBIX C TOJIOM, Pacoil WM IHMPKAJHBIM PUTMOM, BBISABIEHO HE Obu10. JleBeTmpameram
UMEET CONOCTaBUMBINM (DapMaKOKMHETHUECKUH MNpoQMiIb Yy 3IO0POBBIX JOOPOBOJBIEB U
MALKUEHTOB C AIUJIETICUEH.

3a cYeT MOJIHOTO W JIMHEHHOI'O BCAChIBaHUS YPOBHU JIEBETHpAlLlETaMa B IUIa3Me€ KPOBH MOXKHO
npezcKa3aTh M0 NPUHUMAEMOW BHYTPbH J03€, BBIPQKEHHOW B MI/KI Macchl Tena. [loaromy
HEO00X0UMOCTb KOHTPOJISI yPOBHEH JIEBETHpALIETaMa B IIJ1a3M€ KPOBU OTCYTCTBYET.

Jns B3pocibIX W JAETeM oOmnpeaesieHa 3HadyuMas KOppeisilMs MEXIy KOHIIEHTpaluueu
JeBeTHpaleTaMa B CIIOHE U IUIa3Me KPOBHU (COOTHOIIEHHE KOHLIEHTPALMU B CIIOHE U IJIa3Me
KPOBH BapbHpOBaJIO B Auana3zoHe oT 1 mo 1,7 mpu mpuMeHeHHH TaOJIETOK JJIs MpUueMa BHYTPhb
cnyctd 4 yaca 1ocie rnpruemMa pacTBopa Jiis IpueMa BHYTPb).

CreneHb BcachlBaHMS HE 3aBUCUT OT JI03bl M BPEMEHM IpuUeMa NUIIM. BHOJOCTYNHOCTH
cocraBisier mpumepHo 100 %. MakcumanbHas koHueHTpauus B mia3Me (Cmax) JOCTHraeTcst
yepe3 1,3 4 mocie nepopajibHOrO Tprema JeBerupanerama B 1o3e 1000 Mr u ipu 0AHOKPATHOM
npreMe cocTarisier 31 MKr/mi, mocie TMOBTOpPHOTO mpuema (2 paza B CyTKH) — 43 MKI/MIL
PaBHOBecHOE cOCTOsSIHUME AOCTUTAETCS Yepe3 2 CyTOK MU ABYKPAaTHOM IIpHEME IIpernapara.

Pacupenenenue

Cas3piBaHMe JIeBeTHpalleTaMa M €ro OCHOBHOrO MeTabonuta ¢ OelkaMy IUTa3Mbl KpPOBHU
cocraBisieT meree 10 %. O0beMm pacnpenenenus (Vq) cocrasiser npumepro 0,5-0,7 j/kr.

Buorpancdhopmariusa

JleBeTupaneraM HEAaKTUBHO MeTa0ONM3UpyeTCs B 4YeloBeUeCKOM opranu3me. (OCHOBHBIM
MetabonanueckuM myteM (24 % oT 103bl) sBiseTcs (PepMEHTHBIH TUAPOIU3 aleTaMHIHON
rpynnbl. OOpa3oBaHue mnepBUYHOro wmerabonura ucb L057 mnpoucxogur 06e3 yuacTus
nzodepmentoB muroxpoma P450 neyenun. Metabonut ucb LO57 siBisieTcst papmMakoIOrH4ecKu
HEaKTHUBHBIM.

Kpome Toro, OblI0 ompeneneHo gBa BTOPOCTENEHHBIX MerabosuTa. [lepBblit oOpasyercs npu
TUAPOKCHIMPOBAHUU TUPPONIHAOHOBOTO Kosbla (1,6 % m03bl), a BTOpOM — HpH PaCKpPBITHH
nupponugoHoBoro kombua (0,9 % no3sl). Ha gomio npyrux HewJIeHTU(UIIMPOBAHHBIX
KOMITOHEHTOB TIPUXOIUTCS TOJbKO 0,6 % 1035

JleBeTupaneTaM M €ro  OCHOBHOM  MeTabOJUT  HE  TOABEPraloTCsi  B3aUMHOMY
YHAaHTHOMETPUYECKOMY MPEBpPAIICHUIO iN VIVO.

B ycnoBusix in VItro nmeBeTupaieraM M €ro OCHOBHOW META0ONHUT HE TOAABJSIFOT OCHOBHBIC
u3zodopmel 1uToxpoma Paso meuenn uenoseka (CYP3A4, 2A6, 2C9, 2C19, 2D6, 2E1 u 1A2),
akTuBHOCTH TimrokypoHmnTpanchepas (UGT1Al u UGT1A6) u 3MOKCHIHOW THAPOKCHIIA3HL.

KpOMC TOr 0, JICBCTUPALICTAM HE BJIUACT HA INIFIOKYPOHHU3ALIUTO BaﬂLHpoeBOﬁ KHMCIIOTHI IN Vitro.
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B kynpType remaTomuTOB 4YeNOBEKa JIEBETHUPALICTAM d@%ﬁ%%%ﬁgﬂh%le TBE"IHS'IHI/'I'GI Ha

CYP1A2, SULT1El u UGT1Al unu BooOmIe HE M3MEHSUI MX aKTHBHOCTU. JleBeTwmpareram
Bb3bIBa Jierkyto uHIykimio CYP2B6 u CYP3A4. Ha ocHoBaHWMU pe3yJbTaTOB OLICHKU
B3aMMOJICHCTBHUI C OpaJbHBIMM KOHTpALENTHUBAMH, JUTOKCUHOM U Bap(apMHOM B YCIOBHUSX
invitro u in Vivo He oXMaaeTcs 3HAYMMON MHIYKIHH (EPMEHTOB B YCIOBHSX IN VIVO. Takum
00pa3oM, BepOSATHOCTh B3aMMO/ICHCTBUS JIEBETUpAlleTaMa ¢ APYTUMU TpernaparaMu U Hao00poT
SABJISIETCS MAJIOBEPOSITHOM.

OJIMMUHALNS

[lepuon mnomysbiBenenust (T12) neBeTupalerama U3 IJ1a3Mbl KPOBH B3pPOCIIOTO 4YeJIOBEKa
cocraBnsieT 7 + 1 Wac W He 3aBUCHUT OT JI03bI, CIOCO0a BBEICHUS WU YaCTOTHI BBEICHUS.
Cpennsis BenmuurHa o01iero kiupenca cocrapiseT 0,96 mn/mMun/kr. OCHOBHOW MyTh BBIBEIICHUS
nmovykaMu B cpexHeM 95 % ot mo3b1 (0ko010 93 % OT 03Bl BBIBOJUTCS B TeueHUE 48 4acoB).
BriBenenue ¢ pexanusamu coctaiseT 0,3 % oT 10361

OO0muii ypoBeHb BBIBEICHUS JICBETUpAIIETaMa M €0 OCHOBHOTO METabO0JIMTa ¢ MOYOU B TIEPBHIC
48 wyacoB cocraBiger 66 % u 24 % oT 1036l COOTBETCTBEHHO. I[lodeuHbl KiIupeHc
nesetupanerama u ucb L057 cocrasnset 0,6 u 4,2 MI/MUH/KT COOTBETCTBEHHO, CBHJIETEIbCTBYS
0 TOM, 4YTO JIeBETHpAleTaM BBIBOAUTCS IyTeM KIyOOuKoBOW (UIbTpalluu ¢ MOCHEAYIOLIEi
KaHAJIbLIEBOW peabcopOuumen, a Takke YTO NePBUYHBIN METa0OIHT Mperapara TakKe BBIBOJAUTCS
MyTeM aKTUBHOW KaHAIBIICBOW CEKPEIMH B JIOTIOJHCHHE K KIYOOYKOBOW (DHIBTpaIuy.
BriBenenue jgeBeTHpanerama KoppeaupyeTcs ¢ KIUPEHCOM KpeaTHHHHA.

IloyeyHas HEIOCTATOYHOCTh

Y ITAaITUCHTOB C HaPYHICHI/IeM q)YHKHI/II/I IIOYCK KJ'II/IpeHC neBeTHpaueTaMa n ero HepBI/ILIHOl"O
MeTabouTa KOPPETUpyeT C KIMPEHCOM KpeaTWHWHA. [lo3TOMy mMamueHTaM C TIOYeHHOMN
HEJOCTAaTOYHOCTHIO PEKOMEHIyeTCsl MOA00p 03kl B 3aBUCUMOCTH OT KJIMpPEHCa KpeaTuHuHA. B
TEPMHHANBHOM  CTaJWK TOYEYHOM HENOCTAaTOYHOCTH y  B3POCIHBIX MalueHToB T
JIeBeTHpaIleTaMa COCTaBIseT 25 9acoB B IEPUOI MKy ceaHcaMu quaiinia u 3,1 Jaca Bo Bpems
nuanusa. B reuenue 4-uacoBoro ceanca auanusa ynansercs 10 51 % neBeTupaierama.

[IeuyeHOYHAs HEAOCTATOYHOCTh

VY nmanueHToB ¢ HapylleHueM (YHKIMHU MEeYeHU JIETKON U CpeiHe CTeNEeHU TSXKECTH 3HAUYUMBIX
U3MEHEHHH KJIMpPEeHca JIeBeTHpalieTaMa He MPOMCXOJUT. Y OOJBIIMHCTBA MAIMEHTOB C
TSDKEITBIMU HapYIICHUSIMH (DYHKIIUH TTEYECHHU TP COIYTCTBYIOMIEH TMOYEYHOH HEIOCTAaTOYHOCTH
KJIMPEHC JieBeTHpaleTama cHikaercs 6osee ueM Ha 50 %.

JIniia moKMI0r0 BO3pacTa

VY nmaruenToB moxuiaoro Bozpacta Ti2 yBenuuuBaercs Ha 40 % u coctaBnsier 10—11 gacos, uto

CBs3aHO CO CHMKECHUECM (i)YHKIII/H/I IMOo4YeK y 3TOM KaTCropuu mnamnyreHTOB.
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VYV nereit (4-12 ner) Tie mociae OJHOKPATHOTO MEPOPAIHLHOTO BBEACHHS Ipernapara B J103€
20 mr/kT Macchl Tena cocTaBisier 6 gacoB. OOmuii KIMpeHC IeBeTupaierama y aereit 4—12 ner
npumepHo Ha 30 % BbIlIe, YeM Yy B3pOCIBIX, U HAXOJIUTCS B MPSIMOW 3aBUCUMOCTU OT MAacChl
Tena.

[Tocrie MHOTOKPATHOTO TIEpOpabHOTO TpuMeHeHus (103a oT 20 g0 60 MI/Kr/cyTkm) y aereit ¢
smmternicuedt (ot 4 go 12 ner) neeruparieram ObICTPO BcachiBaiicsi. [IukoBasi KOHIIGHTpaus B
mia3mMe HaOmogamach uepes 0,5-1,0 waca mocine mnpuema. HaGmrogmamock nuHElHOE,
MPOMOPLUOHAILHOE 03¢ YBEJIWYEHHE IMUKOBOM KOHLIEHTpAllMM B IUIa3Me€ M IUIOAAH TOJ
KpuBoOH. Ilepros moyBsIBEACHUST COCTaBHII OKOJO 5 yacoB. Kaxkymuiicst oOumii kimpenc Obut

paseH 1,1 Ma/MuH/Kr.

6. PAPMAIIEBTUUECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOTraTeIbHbIX BelleCTB

JleBetuparieramM-Aanym, 250 mr, TaOJIETKH, HOKPBITHIE INIEHOYHOU 000JI0UKON

Llem1r05103a MUKPOKpUCTAJUTMYECKAs]
KpocnoBunon

Makporoia 6000 (monudTriieHriukons 6000)
Kpemuust nokcua KoJIOUIHBIN (a3pOCHIT)
Kpockapmennosa HaTpus

Marnus creapar

['oToBast cMech 11 MJIEHOYHON 000JI0UKH rory0as:
ITonMBUHUIOBBINA CIIUPT

Maxkporon

Tanpk

Tutana auoxcun (E171)

ATIOMUHUEBBIN JJaK HA OCHOBE KpacuTens uHaurokapmuna (E132)
Kpacurtens xenesa okcup xentoiit (E172)

JleBetupartetam-AnnyMm, 500 Mr, TaOJIETKH, ITOKPBITHIE INIEHOYHON 000JI0YKOH

[lemtroi03a MUKPOKPUCTAIUTHYECKAS
Kpocnosunon

Makporoin 6000 (monusTrneHraukosns 6000)
KpemHus1 AMOKCUT KOJITIOUAHBIH (a3pocuit)
Kpockapmenno3za Harpus

Maruus creapat
20
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I1oNMMBUHUIOBBINA CIIUPT

Maxkporoa

Tanbk

Turtana guokcun (E171)

AJIOMUHUEBBIN JIJaK HA OCHOBE KPACUTENSI XUHOJIMHOBOIO entoro (E104)
AIOMUHUEBBIN JIJaK HA OCHOBE KpacuTenst uHaurokapmuna (E132)

JleBetuparteram-AnnyM, 1000 mMr, TaOJIETKH, ITIOKPBITHIE INIEHOYHON 000JI0YKOMH

[emro0s103a MUKpOKpUCTAJUTMYECKAS]

Kpocnosugon

Makporoin 6000 (noausTuneHriaukosis 6000)

KpemHust AMOKCHT KOJITIOUAHBIH (a3pocuit)

Kpockapmeniosa HaTpus

Maruus creapar

["oToBast cmech U1 MIIEHOYHON 000s104KH Oenast:

[TonMBUHUIOBBIN cUPT

Maxkporon

Tanbk

Tutana auoxcun (E171)

6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs)

3 roxa.

6.4. Oco0ble Mepbl NPE0CTOPOKHOCTH NPH XPAHEHUH

XpaHuTs 1pu TeMrieparype He Boime 25 °C.

6.5. XapakTep u cofep:kaHHe MEPBUYHOI YIAKOBKH

I[Io 10, 15, 25, 30 TabneTtok B KOHTYPHOM SUEHKOBOM yNaKOBKE U3 IJICHKU
HOJMBUHUIIXJIOPUIHON U (DOJIBI'H aTFOMMHUEBOM NEUaTHOM JTaKHPOBAHHOM.

ITo 1, 2, 3, 4, 5, 6 KOHTYPHBIX SYEHKOBBIX YIAKOBOK BMECTE C MHCTPYKLMEH IO NPUMEHEHHUIO
MOMEIIAIOT B TAUKy U3 KapTOHA.

6.6. Oco6ble Mepbl NPEIOCTOPOKHOCTH TNPH YHUYTOKEHHH MCIOJb30BAHHOIO
JICKAPCTBEHHOI0 Npenapara WJIM  OTX0A0B, IMOJYYECHHBIX IOCJAe TNPHUMEHEHHUs!
JICKapCTBEHHOI'0 NPenapara u Apyrue MaHUIYJISIUH C PenapaToM

OcoOble TpeOoBaHUsI OTCYTCTBYIOT.
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7. IEPJKATEJb PETMCTPALIMOHHOIO Y I0CTOBEPEHMS | =/ 1BHOLTE 0005)

Poccus

AO «AJINYM»

142279, MockoBckas 0011., r. Cepryxos, 1. O6oneHck, Tep. KBapran A, n. 2.
Ten.: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

7.1. Hpe)ICTaBI/ITe.]'[L ACPKATEIA PETUCTPALNUOHHOIO YI0CTOBEPECHUA

[Iperen3zun HOTDG6HT€J’I€ﬁ HaIpaBJISATh 10 aJIPECY.

Poccus

AO «AJINYM»

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

e-mail: info@binnopharmgroup.ru

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS
JITI-Ne(001383)-(PT-RU)

9. IATA IEPBUYHOM PETUCTPAIIMN (ITOATBEPKJIEHUS PETUCTPAILINN,
NEPEPETUCTPALIUN)

JlaTta mepBoii perucTpanuu:

03.11.2022

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepuCTUKa JIEKapCTBEHHOro mpemnaparta JleBetupaneramM-AnnyM AOCTyIIHA Ha

uH(pOPMallMOHHOM TmopTaje EBpa3suiickoro SKOHOMHYECKOTO COr03a B HH(OPMALMOHHO-

KOMMYHHKaIIMOHHOH ceTn «HTepHeT» hitp://eec.eaeunion.org.
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