COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 13.01.2025 N2 314

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFG TIPEITAPATA "0

V JlauHblii JIeKapCTBEHHBIN MpernapaT MOJUICKUT JOMOTHUTEIBHOMY MOHHMTOPUHTY. ITO
MO3BOJIUT OBICTPO BBISIBUTH HOBYIO HHpopManuio mno Oe3omacHocTd. Mpl oOpamiaeMcs K
pabOTHMKAaM CHCTEMBI 3pPaBOOXpPAHEHHUS C MPOCHOOIl coOOIIaTh O JIIOOBIX IMOA03PEBAEMBIX
HEeXeNaTelbHbIX peakuusX. [lopsanok cooOIeHHsI 0 HeXeNnaTeIbHBIX PEaKIUsIX MPEICTaBICH B

paznene 4.8.

1. HAMUMEHOBAHHUE JIJEKAPCTBEHHOI'O IIPEITAPATA
Hedesup, 90 Mr, TabJIeTKH, TOKPHITHIC MIICHOYHONH 000JIOUKOH.
Hedesup, 180 mr, TabneTKH, TOKPHITHIE TNIEHOYHOW 000I0YKOH.

Hedesup, 360 Mr, TabIETKH, TOKPHITHIC TIICHOYHON 000JI0YKOH.

2.  KAYECTBEHHBIN U KOJIJMYECTBEHHBI COCTAB
JleiicTByrolee BemecTBo: Aedepasupokc.

I[ed)GSI/ID, 90 mr, Ta6J'IeTKI/I, MOKPBITHIC TNIEHOYHOM 000JI0YKOH

Kaxxnas Tabnerka, mOKpbITas INIEHOYHOM 000n0ukol, comepxut 90 mr nedepasupokca.

Jedesup, 180 mr, TabIeTKHU, HOKPBITHIE INIEHOYHOW 000JI0UYKOM

Kaxxnas tabnerka, moKpbITas MIEHOYHONU 00070UKO, coaepkuT 180 mr nedepazupokca.

Jedesup, 360 Mr, TabJIETKU, OKPLITHIE ILIEHOYHONH 000I0YKON

Kaxxgas Tabnerka, moKpbITasi INIEHOYHOM 000710UKOH, comepkuT 360 Mr nedepasupokca.

[TonHbBIN TEepevYeHb BCIIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3.  JIEKAPCTBEHHAS ®OPMA
Ta0neTku, NOKPBIThIE TNIEHOYHOIH 000I0YKOM.

Jedesup, 90 Mr, TabIETKH, MOKPBITHIE IDIEHOYHONW 000JIOUKOM

Tabnetkn Kpyrioil (opmbl, IABOSIKOBBIYKJbIE, C PUCKOM Ha OJIHOM CTOpPOHE, MOKPBITHIE
TIEHOYHON 000JI0YKOM OT 0€JI0ro MM MOYTH Oesoro 1BeTa J10 OeJIOro C KEJITOBATHIM OTTEHKOM
LBETA.

Jledesup, 180 mr, 360 mr, TaOJIETKH, HOKPHITHIE IIIEHOYHONW 000JI0UYKOM

TabneTkn oBambHOU (OPMBI, ABOSKOBBIYKIIbIE, MOKPBIThIE TNIEHOYHON 000J704YKOil OT Gesoro
WINA TIOYTH Oenoro Impera, 70 OeJoro ¢ KEeATOBAaThIM OTTEHKOM I[BeTa, C PUCKOM Ha OJHOM
CTOpPOHE U TPAaBUPOBKOMU «f» Ha APYToil.

Jlunus paznoma (pucka) He IpeAHa3HAYEHA I pa3iaMbIBaHUS TaOJICTKU.



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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4., KJAHUYECKHUE JAHHBIE (NOCNEOOBATENEHOCTE 0003)

4.1. Tloxka3aHusi K NPUMEHEHHIO

[Tpenapat [lede3up nokaszan i JCUCHUS:

e  XPOHHUYECKOW MOCTTpaHC()Y3MOHHOM MEePEerpy3KH JKEIEe30M y B3POCIBIX H JIETEH B BO3pacTe
2 JIeT U cTaplie.

e  XpOHHMYECKOW HeTpaHC(]y3MOHHOW MEeperpy3KH >KeJae30M Y MalMeHTOB C TajlacCEeMHUEH B
Bo3pacte 10 net u crapie.

4.2. PexXuM 103UPOBAHUS U CIIOCOD NMPUMEHEHUS

Tepamuto mpemapatom Jlege3up MTOMKEH MPOBOJUTH Bpad, WMEIONMUN OIBIT JICUYCHUs

XPOHMYECKON MOCTTPAaHC(PY3MOHHOM MEperpy3Ku HKeae30M, TOIBKO MOCIE OLEHKH BO3MOYKHOTO

PHUCKa U MOJIb3bI XEJIATOPHOM Tepanuu.

Pexxum 103upoBaHus

Xponuueckas nocmmpancghy3uoOHHAas nepecpy3Ka Heene3om

Tepanuto npenaparom [lede3np pekoMeHayeTcss HAUMHATH TOCIe TpaHCPy3uH TPUOIU3UTEIHHO
20 equnaut (okoso 100 Mi/KT) 3pUTPOLIMTHON MAaccChl U OoJiee, WIIM MPU HATUYUN KIMHUYECKUX
JTAHHBIX, CBUCTEIHCTBYIOIINX O PA3BUTUU XPOHUYECKOU MEeperpy3Ku Keae3oM (Hampumep, npu
KOHIIGHTpaluu (GeppuTuHa B ChHIBOpOTKe KpoBu Ooznee 1000 mxr/m). o3y (B MI/KT) ciemyer
pacCcYMTHIBATh U OKPYTJIATH A0 JTO3UPOBKH IIeTI0N TaOIETKH.

[lenpto Tepamuu XelaTopaMu JKejie3a SBISIETCS BBIBEACHHE Kelie3a, IOCTYIHBILETO C
TpaHCcPy3USIMH SPUTPOLIMTHON MAacChl, U, MPU HEOOXOJUMOCTH, CHIXKEHUE COACPIKAHUS Kee3a
B OpTaHU3ME.

Pemenne o0 BBIBEZICHMHM HAKOIUIGHHOTO JKelle3a CJeayeT MpHHUMAaTh WHIWBUAYAIBHO,
OCHOBBIBASICh Ha OIIEHKE 0’KMaeMOM TOJB3bl M PUCKOB XeTIaTOpHOU Tepanuu (cM. pazzaen 4.4).
[Ipemapatr [edesup, TabneTKu, MOKPHITHIE TUIEHOYHONW OOOJOYKOHM, SBISETCS JEKapCTBEHHOMN
dopmoii  nedepazupokca ¢ Oosiee  BBICOKOM  OMOJOCTYIMHOCTBIO 10 CpPaBHEHHUIO C
nedepazupokcoM B GopMe TuUCIeprupyeMbix TadneTok (cMm. paszaen 5.2). Ilpu 3amene tepanuu
nedepazupokcoM B hopMe AUCTIEPTUPYEMBIX TAOJIETOK Ha Tepanwuio rnpenaparoM Jledesup, 103y
HeoOxoaumo cHU3UTh Ha 30 % W OKPYINUTh A0 JO3UPOBKU IIENIOM TaOJeTKH, MOKPHITOU
IUIEHOYHON 00O0JI0YKOM.

PekomennoBanHble 11036l Jedepasupokca B 3aBHUCHUMOCTH OT JIEKapCTBEHHON (OpMBI Yy
MAIMEHTOB C MTOCTTPAaHC(PY3MOHHON MEePErpy3KOoM KeJIe30M IPEICTaBICHBI B Ta0wmIle 1.
Tabnuna 1. PexomennoBaHHbIe 03bI fedepasupokca B 3aBUCUMOCTH OT JICKapPCTBEHHOH (OpMBI

y MAIMeHTOB C MOCTTPAaHC(PY3UMOHHOM MEPErpy3KOi Kene30oM.

Hedepasupokc, Jedepazupokc, O6bem Tpancdy3uu KonnenTtpanus
TabaeTKn TabJIeTKH, (eppurrHa B
JTIACTIEPTUPYEMBIE TIOKPBITHIE CBIBOPOTKE KPOBU
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e - IMOCREQOUBATENGHOC TE 0003]
HOYHOM
000II09KOH
CrapToBas 103a 20 MI/KT B CYyTKH 14 Mr/KT B CyTKH [Tocne Tpanchy3un > 1000 MKr/n
20 enuHUL
3PUTPOLIUTHOMN
MacchI (OKOJIO
100 mu1/kr)
AnpTepHaTHBHAS 30 MI/KT B CyTKH 21 MI/KT B CYyTKH > 14 mu/kr
CTapTOBas 103a SPUTPOLUTHOMN
Macchl B MECSIII
(oxom0 > 4 enuHUIL
B MECSIII JJIst
B3pOCIIBIX)
10 MI/KT B CyTKH 7 MI/KT B CYTKH <7 Mi/Kr
SPUTPOLUTHON
Macchl B MECSIII
(oxoJ10 < 2 eIMHUIL
3PUTPOLIUTHOMN
Macchl B MECSIIT AJIst
B3pOCITIBIX)
Jlo3a n1st marueHToB, ITomoBuHa oT Opna TpeTh OT
y KOTOPBIX yJalloCh BEJIMYNHBI JI03BI BEJINYMHBI JJO3BI
JIOCTHYb aJIeKBaTHOTO nedepoxcamuHa nedepokcamuna
KOHTPOJIS IIPU
MOMOLIN
JnedepokcaMruHa
YacToTa BBINOJIHEHUS] KOHTPOJILHBIX aHAIN30B KPOBU €KEMEeCSIIHO
[eneBoii qrana3oH KOHIICHTPAUH (peppUTHHA B TIa3Me 500—1000 MKr/1
KPOBH
Koppexyus 0o3b1
ITar nmst koppekuun YBenuueHue 1035l
(xaxnpie 3—6 5-10 mr/kr B cytku | 3,57 MI/KT B CyTKH > 2500 MKr/n
MecsIIEB) 70 40 Mr/kr B cyTKH | 110 28 MI/KT B CYTKH
YMeHblIeHHE 1035l
5-10 mr/kr B cytku | 3,57 MI/KT B CyTKH
JI0 JIOCTHKEHUS
1IeIIN Tepanuu
VY manueHTos, V nmanueHTosB, < 2500 MKr/n
MOTYYaIONMX 036l | IOJTYYaIOIIUX JI03bI
> 30 MI/KT B CyTKH > 21 MI/KT B CyTKH
[Ipn nocTKeHNH 1eNIeBOM KOHIIEHTPALIUH 500—1000 Mxr/1
(eppuTHHA B CHIBOPOTKE KPOBH
MakcumanbpHas 103a 40 MT/KT B CyTKH 28 MI/KT B CYTKH
IIpepbiBanue Tepanuu < 500 mkr/n

Hauanvnas 0oza

Pexomennyemas HawanbHas cyTo4Hasi 1o3a npenaparta Jledesup cocrtamisier 14 Mr/kr maccel
Tena. J[ns manueHToB, MOJYYalOIUX TpaHCHY3UHU SPUTPOLUTHOW Macchl B oObeme Ooee
14 mn/xr/mecst (mpuOAM3UTENBHO Oomnee 4-X eAMHHII KPOBU B MECSI] I B3POCIBIX) C IIENBIO
YMEHBIICHUST COJEp)KaHUs JKeje3a B OpraHu3Me BO3MOXXKHO NpPHUMEHEHHE ajlbTePHATUBHOW
HaYaJIbHOU CYTOYHOM 10361 21 MI/KT.

JUis manueHToB, MOJIYYaloluX MeHee 7 MII/KI/Mecsll 3pUTPOLUTHOW Macchl (MPUOIU3UTENIBHO
MeHee 2-X €AMHHUIl KPOBH B MeCALl Ui B3POCIBIX), C LEIbI0 MOJJAEpKaHUs HOPMaJIbHOIO
COJIepKaHUs JKele3a B OpPraHM3Me MOXKET OBITh PAacCMOTPEHO NPHUMEHEHHWE alTbTePHATHBHON

HA4aJIbHOM CyTOUHOM 7036l 7 MI/KT. ClieayeT KOHTPOJIMPOBATh OTBET HA JICUEHUE Y MallueHTa U
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s dekTuBHOCTH (cM. pazaen 5.1).

Jis TanMeHTOB ¢ XOpOIIMM KIMHUYeCKUM 3 dekToM nedepokcaMrHa HadalbHAs /1032
npenapata Jlede3up noMKHA COCTaBISITh TPETh OT paHee MPUMEHSIEMOM J03bl JedepoKkcaMruHa
(Hampumep, y mnanueHTa, nomydasmero 40 mr/kr/cyt aedepokcamMuHa B TeueHUE S5 IHEH B
HEJIETI0 WM SKBHUBAJICHTHOE KOJMYECTBO, Tepamnuio npenapatoM Jlede3up MOKHO HauMHATH C
14 mr/kr B cytku). Eciii mociie BBIICONMMCAHHOTO pacdyeTa CyTOYHas 1032 COCTABIISIET MEHBIIE
14 mr/kr maccel Tena, HEOOXOAMMO BECTM MOHUTOPUHI OTBETa IMAllMEHTAa Ha JICUCHHUE H
paccMOTpeTb BO3MOKHOCTbh MOBBILIICHHUS J03bl, €CIM HE YAAeTcs JOCTHYb JIOCTaTOYHOMN
s dexkruBHOCTH (CM. pazaen 5.1).

Iloobop 0o3b1

PexoMenayercst exxeMecsyHO KOHTPOJIUPOBATh KOHIEHTpalLUIO0 (heppUTHHA B CHIBOPOTKE KPOBU
U TIpU HEOOXOIMMOCTH MPOBOJUTH KOPPEKIUIO 1036l Npenapata Jedesup kaxapie 3—6 Mecsles,
UCXONs W3 W3MEHEHHs KOHIEHTpanuu (EeppUTHHA B CHIBOPOTKE KpOBU. KOppekmuro 10361
ClIeyeT TPOBOAMWTH IO3TANHO, C ImaroM 3,5-7 MI/KT Macchl Tela, B COOTBETCTBUU C
WHAUBUAYalIbHBIM OTBETOM Ha TEpamnvi0 W B 3aBUCMMOCTH OT LEJIM MIPOBOJAMMOI Teparuu
(moaep>kaHue WM YMEHbBIIEHUE COJEPKaHuUs JKele3a).

[Ipu HEdhdexkTUBHOCTH JeYeHHs NIpenapaToM B 103€¢ 21 MI/Kr macchl Tena (KOHIIEHTpPAIUs
deppuTHHA CBIBOPOTKH COXpaHseTcs Ha ypoBHe > 2500 MKr/m), cieayer paccMOTPETh
BO3MOXXHOCTh YBEITMUEHHUS 03Bl 0 28 MI/KT Macchl Tena. B Hacrosiiee BpeMsi JOJITOCPOUHbBIE
JaHHble 1O Oe3omacHOCTH U A (EKTUBHOCTH TpHUMEHeHus nedepasupokca B Gdopme
JIACTIEPTUPYEMBIX TabJIeTOK B J103ax CBBIIIIE 30 MI/KT OTPaHUYECHBI
(Habmonenne 264 manMeHTOB B CpPEJHEM B TEYEHHE TO/a IMOCie yBeIWdeHHs 103b1). [lpm
HE/I0CTaTOYHOM KOHTpOJIe TeMOCHAepo3a MpHU MpuMeHeHuH mpenapara Jledesup B go3ax,
npeBbIIaOImMX 21 MI/KT Macchl Tela AalibHEiIIee yBeNIWYeHHe M03bl (MakCUMalbHO 10 28
MTI/KT Macchl Tejla) MOKET He TNPHUBECTH K aJeKBATHOMY KOHTPOIIIO; CIEIYeT pPacCMOTpPETh
BO3MOXXHOCTh ~ TPUMEHEHHUS  aIbTEPHATHBHBIX  METOJOB  JieueHWs. [Ipm  OTCyTCTBHH
YIOBJIETBOPUTEILHOTO KOHTPOJSl TMPU MPUMEHEHWHW 103 CBbImIe 21 MI/Kr Macchl Tena, He
cileflyeT NOJIeP)KUBaTh TEPAIUIO B YKa3aHHBIX /103aX, HEOOXOAMMO PacCMOTPETh BO3MOKHOCTh
nepexo/a Ha albTepHATHBHBIE METOJBI Tepanuu. He pexoMeHayeTcs mpuMeHeHHe M03bl Ooee
28 MI/KT, TIOCKOJIBKY ONBIT MPUMEHEHUS Iperapara B 0ojiee BBHICOKHX J[03aX OrpaHWuYeH (CM.
pazgen 5.1).

VY manueHToB, MOMYYarOIIMX 03I CBBINIE 21 MI/KT Macchl Tena, MO JOCTHUKEHHH KOHTPOIS

(HampuMmep, KOHILIEHTpalus (eppuTHHA CHIBOPOTKH KPOBHU YCTOMYMBO COXpPAHSAETCS HA YPOBHE
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BO3MOXXHOCTh YMEHBIIICHHS J03bI Mpernapara ¢ marom 3,5—7 MIr/Kr Macchl Tena.

[Tpu HOCTHKEHUH LIENEeBOM KOHLIEHTpAMK (peppUTHHA CBIBOPOTKH KPOBH (00bI4HO OT 500 MKI/n
10 1000 MKr/im) HEoOX0IUMO TPEITYCMOTPETh MOCcTeneHHoe (C maroM 3,5—7 MI/KT) CHHUKCHHUE
JI03BI TIperiapaTa C Iebi0 MOoAAep KaHHsI KOHIICHTPAIlMH (ePPUTHHA B CBIBOPOTKE KPOBU B 3TOM
IEJIEBOM JIMara3oHe U JJIsi MUHUMH3AIMK PUCKA N30BITOYHOTO XEIaTUPOBAHHMS.

[Tpu ymeHbIIEHHH KOHLIEHTpAH (eppUTHHA B CBIBOPOTKE KPOBH CTaOMIIbHO HIKE 500 MKr/im,
CIIE/TyeT pacCMOTPETh BOIPOC O MpephIBaHNH JiedeHus mpenaparom [ledesnp (cm. pasnen 4.4).

XpoHHYecKas HCTDaHC(bVSI/IOHHaH Neperpyska Keiae30M Y MaMEHTOB C TaJIacCEMHEH

XenaropHast Tepanus npenaparom Jledesup y nanueHToB JaHHOW KaTeropuu BO3MOKHA TOJBKO
Ipy JIOKa3aHHOHM meperpyske jkene3oM (conepxanue xeneza B neueHu (CXKII) > 5 mr Fe/r
CYXOro BeIleCTBa eYeHU WK IPU KOHLEHTpaluK (peppuTHHA B CBIBOPOTKE KpOoBH > 800 MKI/1).
Onpenenenne CXKII sBnsercs NpennoYTUTEIbHBIM CIIOCOOOM OLIEHKH TSKECTH IEperpy3ku
xKene3oM. Y manueHToB ¢ Hens3BecTHOM BenmunHoi COXKII xemaTopHyro Teparnio HEOOXOAMMO
IPOBOJUTH C OCTOPOXKHOCTBIO IS MUHUMH3AIMU PHUCKAa W30BITOYHOTO XENaTUPOBAHHSA (CM.
pasnen 4.4).

[Tpenapat [ede3up, TabaeTKH, MOKPHITHIE IIEHOUYHOW OOOJOYKOH, SBISETCS JIEKapCTBEHHOU
dopmoii nedpepasuporca ¢ 6osiee BEICOKOH OMOAOCTYITHOCTBIO 110 CPAaBHEHHUIO JehepasupoKCcoM
B (hopMe nucneprupyeMbIx TadneTok. [ manueHToB, Moy4ariuX Tepanuio 1edepa3zupokcom
B JIEKapCTBEHHOI (popMe nucneprupyemble TaOIEeTKU MPU NEPEeBOEC Ha IpUeM Jedepazupokca B
Buje TaOJETOK, MOKPBITHIX IJICHOYHOH 0005I0uKO#, 103y Heob6xoaumo cHU3UTh Ha 30 % wu
OKPYTJIUTH 10 JO3UPOBKH 1I€JI0H TaOIETKH, TOKPHITON MIEHOYHONU 000JIOUKOH.
CooTBeTCTBYIOLIME J103bI ISl pa3JIMYHbIX JEKApPCTBEHHBIX (JOPM MpE/ICTaBICHbI B TAOIHIIE 2.
Tabnuua 2. PekoMeHioBaHHbIE 103b1 Ieepa3supoKca B 3aBUCHMOCTH OT JICKApPCTBEHHOH (POPMBI

IpY JIEYEHUU HETPaHC(Y3NOHHON Meperpy3Ku kKele30M y MalUeHTOB C TalacCeMHEH.

Hedepasupokc, Hedepazupokc, CXKIT* KoHnnenTpanus
TabneTkn TalJIeTKH, (deppuTHHa B
JICTICPTUPYEMEIE MTOKPHITHIC CBIBOPOTKE KPOBH
MJIEHOYHOU
000J10YKOMH
CraproBas no3a 10 MI/KT B CYTKH 7 MI/KT B CyTKA > 5 mr Fe/r WA > 800 MK/
CyXOTO BEIeCTBa
MICYCHU
MoHuTOpHUHT OpnuH pa3 B MecsI]
Koppexyusa 0o3vt
ar mmst YBenuueHue 1035l
KOppEeKLUUU 5-10 Mr/kr B CyTKH 3,5-7 mr/kr B > 7 wmr Fe/r Wi > 2000 MKr/1
(xaxpie 3—6 CYTKH CYXOTO BeIlleCTBA
MECSIIEB) MeYeHU
‘YMeHblIeHUE 1036l
5-10 Mr/kr B CyTKH 3,5-7 MI/kr B <7 wmr Fe/r ITH <2000 MKr/1
JI0 TOCTHIKCHHS CYTKH CyXOro BEIIECTBA
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Lie/IU Tepanuy M e S Ba TENERLAL TD UULUS]
MaxkcumanbHas 20 MI/KT B CyTKH 14 MI/KT B CyTKH
J03a 10 MI/KT B CyTKH 7 MI/KT B CYTKH
Jns B3pocnbix HE OIPEEIICHO u <2000 MKr/n
Jlsa mereit
[IpepriBanue <3 mr Fe/r WA < 300 mkr/n
Tepanuu CYXOTO BeIleCTBA
MICYCHU
Bozob6HoBICHNE He pexomennoBano
Tepanuu

MEpEHH — 9TO NPEAIIOYTUTENILHEIA METO/ OLIPEAEIICHHS IIEPETPY3KH JKETE30M.
*Usmepenne CXKII — sto npexamo e €TOJI OIIpeee eperpys €JIe30

Hauanvnas 0oza

Pexomennyemass HadanmpHas cyTouyHas no3a npemnapara Jledesup cocraBnser 7 MI/Kr macchl
Tena.

Iloo60op 00301

PexomeHyeTcst exeMecsYHO KOHTPOJIMPOBATh KOHLIEHTPALMIO (PeppUTHHA B CBIBOPOTKE KPOBH €
LENbI0 OLIGHKM DPEaKIMM MallMeHTa Ha IMPOBOJUMYIO TEpAaNUI0 U JJIi MUHUMHU3ALUU PHUCKa
n30biTouHOM xenmauuu (cM. pasnen 4.4). Kaxnple 3—6 MecsleB BO3MOXKHO IIOIIaroBO€
yBeJIMYEHUe 103kl npenapara Ha 3,5—7 mr/kr. Koppekuus m03bl BO3MOXKHA IPU COXPaHEHHU
CXKII na yposHe > 7 mr Fe/r cyxoro BeliecTBa Ie4eHU WIKM coXpaHstomeiics (0e3 TeHAeHIH K
CHIDKEHUIO )KOHIICHTpauu (eppuUTHHA CBIBOPOTKH KpoBH > 2000 MKI/M M TpH XOpOIIEH
nepeHocuMocTH Tepanuu. [Ipumenenue npenapara Jlede3nup y manneHToB ¢ TagacceMHei B 03¢
6osee 14 Mr/kr maccel Tena He peKOMEHJO0BAaHO (M3-3a HEJOCTAaTKa JaHHBIX MO 3(eKTUBHOCTH
u 0€30MacHOCTU NPUMEHEHUs B YKa3aHHOM 7103€).

VY manueHToB ¢ KOHIIEHTpaluen dhepputrHa ChIBOPOTKH KpoBU < 2000 MKr/n 0e3 omnpeaesieHus
CXKII no3a npenapara Jlede3up He AOHKHA MIPEBBILIATh 7 MI/KT Macchl Tea.

VY nmaunueHToB, MOJIyYalOIIMX TEpanuio B j103€ Oojiee 7 MI/KI Macchl Tejla, PEKOMEHIOBaHO
CHIDKaTh 103y npenapara [ledesup no noctmwxkenus CXKII < 7 mr Fe/r cyxoro BemiecTa rnedeHu
win KoHueHTpaun pepputrna < 2000 MKr/m.

Ipexpawenue nevenus

Tepanus npenaparom [ledesup nomxHa ObITh okoH4YeHa npu aoctikennn CXII < 3 mr Fe/r
CyXOro BellecTBa IEeUeHU WM KoHUeHTpauun ¢epputuHa < 300 mkr/a. Her maHHBIX ©
BO300HOBJICHUH Teparnuy y MalMEeHTOB C MOBTOPHBIM HAKOIUICHUEM JKelle3a MOcie TOCTUKEHUS
YIIOBJIETBOPUTEILHOTO YPOBHS COJEp>KaHUs elie3a B OPraHHU3MeE, B CBSI3M C YEM IOBTOPHOE
BO300HOBJICHHE TE€PAIMU HE MOXKET ObITh PEKOMEH/I0BAHO.

Oco0bIe I'pynnbl DaMCHTOB

Jluya noosicunoeo ozpacma (= 65 nem)
JIJ1sl TaliMeHTOB JTAHHOM KaTerOpHuH He TPeOyeTcss KOPPEKITHH pexnuma JTI03upoBaHus. [1oCKoIbKy

B KIIMHUYCCKHX HCCICAOBAHHAX Y IMAIIMCHTOB B BO3PACTEC > 65 1eT oTMEYaJoCh MOBBIIICHHUE
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4acTOTHI HexkenaTeNnbHbIX peakuuii (HP) mo cpapHenuio %ﬁnﬁ%ﬁﬁ‘ﬁ%@ﬁéﬂ%ﬂeﬁé&&? :!TICT,

y IAlUMEHTOB [AaHHOW KaTeropuu cleAyeT MpPOBOAUTH THIATENbHBIM KOHTpoiasr HP u mnpum
HE0OXOIMMOCTH CHUXKATh JI03y IIperapara.
Tayuenmoi ¢ HapyweHnuaMU YHKYUU NOYEK
Oddextrl nmpenapata Jledesup He HCCIENOBAINUCH Yy MALMEHTOB C HAPYUICHUSMHU (YHKIUU
[IOYEK, I[O0ITOMY HPUMEHEHHE IIpenapara I[POTUBOIIOKA3aHO Yy IHAIMEHTOB C pPACYETHBIM
KJIMPEHCOM KpeaTuHHHa Hike 60 Mir/mMuH (cM. pasaenst 4.3 u 4.4).
THayuenmsi ¢ HapyweHuaMU GYyHKYUY NeveHU
[Tpumenenue nedepasupokca y MalMEHTOB C HapylIeHWEeM (YHKIMHM NEYeHU ObLIO U3YYeHO B
KJIMHUYECKHX HCCIICAOBAaHUAX. Y TAIMEHTOB C HAPYHICHUSMH (YHKIMHM TI€YCHH CpeIHEH
crenenn (kinacc B mo kmaccudpukanmu Yaina-I1er0) HadanpHas 103a JT0JDKHA OBITH YMEHBIIICHA
npubnusutenbHo Ha 50 %. Ilpenapar He cienyeT MPUMEHSTh y MAlMEHTOB C HAPYHICHUSIMHU
dbyHkuyn neueHu Tsokenon crenenu (kinace C no knaccudukanuu Yaina-I1s10).
KoHnTponb ¢pyHKIMM NeueHu ciielyeT MPOBOAUTH NEPE]] HAauajJoM JICUEHHUs], KaXK]Ible 2 HEeln BO
BpeMsI IIEPBOTO MeCsAIIa JICYCHUS U Jajiee exeMecsauHo (cM. pasnen 4.4).

eTu
Jns nereil 1 MOAPOCTKOB B Bo3pacTe OoT 2 10 17 5eT KOppeKIuu pexuma JO3UpPOBaHUs HE
Tpedyercsa (cm. pasmen 4.2). PexomeHayeTcs €xeMecsdyHO KOHTPOJMPOBATH KOHIEHTPAIUIO
(deppuTHHA B CHIBOPOTKE KPOBH C LIENBIO OLIEHKU PEAKIIMU MAlMEHTa Ha TIPOBOJAUMYIO TEPAITHIO
U U1 MUHUMHU3alUU prcKa U30bIToOuHOM xemauuu (cMm. pasnen 4.4). Ilpu pacuere no3bl Juist
MAIMEHTOB 9TOW KaTErOpHH CIEAYET YUUTHIBATh M3MEHEHUE MACCHI TeJla C TECYEHUEM BPEMEHH.
VY nereit B Bo3pacTe oT 2 70 5 JIeT ¢ eperpy3Koi )Keae30M PH MepeTuBaHUN KPOBH SKCIIO3UTIUS
ObLIa HUXKE, YeM Y B3poCibIX (cM. pasaen 5.2). [loatomy B 1aHHON BO3pacCTHOM TpyIe MOXKET
noTpedoBaThCsl NPUMEHEHUE MpenapaTa B 0ojiee BHICOKHMX /103aX, YEM Y B3POCIBIX MAallMEHTOB.
OpHako HayalpHas J03a JOJDKHAa OBITh TaKOM »Ke, KaK y B3POCIBIX, C MOCIEIYIOIUM
MHAUBUAYaJIbHBIM TUTPOBAHUEM.
XpoHuueckas Hempanc@y3uoHHas nepecpy3Ka Hcene3om y NayueHmos ¢ manaccemuen
V nereil ¢ cuHapoMamu TpaHC(Y3MOHHO HE3aBUCHUMOM TajJacCeMHH J103a HE JOJKHA MPEBBIIATh
7 mr/kr. JlanHO#M KaTeropuu nanueHToB HeoOxoaum Oojee TuiarenbHbIl MoHUTOpUHT CXKII 1
ypoBHsI (peppuUTHHA B CHIBOPOTKE BO M30€kKAHUE YPE3MEPHOTO XeTaTUPOBaHUS (CM. pazaen 4.4).
B nomonHeHue K exxeMecsyHBbIM OLlEHKaM ypoBHS ¢epputhHa B cbhiBopoTke, CXKII cnemyer
KOHTPOJIMPOBATh KaXJble TP MECAIA, €CIM YPOBEHb (PeppUTHHA B CHIBOPOTKE COCTABISIET <
800 mxr/m.

Jemu om poswcoenus 0o 23 mecsayes
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CMEPTHOMY OTYETY

Mmiajiie 23 MecsIeB He yCTaHOBJIeHA. JlaHHbBIE OTCYTCTBYIOT.

Cnooco0 nnpuMeHeHus

Jlns npuema BHYTpb.

Tabnetkun npenapara Jledesup, MOKpBITHIE IMIEHOYHONW OOO0JIOUKOW, CIEAYyeT MPOriaThiBaTh
LEJIUKOM, 3amnuBas HEOOJIbIIMM KOJIMYECTBOM BOJbL. JIIsl manueHToB, KOTOpbIE HE MOIYT
OPOTJIOTUTHh TaOJIETKY ILEJIHMKOM, PEKOMEHIOBAHO pPa3IpOOHUTh TAONETKy W IMOJYyYHBIIUMCS
MOPOILIKOM TIIOCBINIAaTh MATKYIO IMHILY, Hampumep, HOTypT WU sAO0JOYHBIA coyc (Iope).
[TosmmyuuBIIUICS OPOLIOK CIEAYET MPUHATH MOJTHOCTBHIO U Cpasy, He MOoJBEpras XpaHEeHUIO AJis
MOCJIEAYIOLIET0 IPUMEHEHUS.

[Tpemapar [dedesup cneayeT npuHUMATh BHYTPh | pa3 B CYTKH HATOIIAK WM C JISTKOW MUIIICH,
MPEOYTUTENBHO B OJTHO U TO ke BpeMs (cM. pasnen 4.5 u 5.2).

4.3. TIIporuBomoka3zaHus

['MnepuyBCTBUTENBHOCTh K JIEHCTBYIOIIEMY BEIIECTBY WM K JIIOOOMY M3 BCIOMOIATEIbHBIX
BELIECTB, [IEPEUNCIICHHBIX B pa3jene 6.1.

Kmupenc kpearnanna (KK) < 60 Mi/MHUH WM KOHIIGHTpAIUs KpeaTHHUHA B CBIBOPOTKE KPOBH B
2 u Gonee paza Bblllle BEpXHEW IPaHUIbI BO3PACTHON HOPMBIL.

[TarueHTsl €  MHEIOAMCIIACTUUECKUM CHHJIPOMOM  BBICOKOTO pHCKAa WIM JAPYTUMHU
remMo0iacro3aMd M HEreMaTOJOIMYE€CKMMM  3J0KaueCTBEHHBIMH HOBOOOPA30BaHMSIMH, Y
KOTOpPBIX  XeJaTopHass  Tepamust  OymeT  Manodp¢eKTHBHA  BCJIEJICTBUE  OBICTPOTO
nporpeccupoBaHus 3a00J1€BaHMS.

Hapymenus pynkunu nedenu tsxenoi crenenu (knace C no knaccupukanun Yaina-I1s10).
bepeMeHHOCTh U EpUOJT TPYIHOTO BCKapMJIMBAHUS.

OnHOBpeMEHHOE  HPUMEHEHHE C  JPYIMMU  KOMIUIEKCOOOPa3yloIMMU  CPEICTBAMH,
OPUMEHSAEMbBIMH ISl JICUSHUS MIePErpy3KH xKeae3oM (6e30MacHOCTh KOMOMHUPOBAHHOW Teparuu
HE YCTaHOBJIEHA, CM. pa3fein 4.5).

4.4. OcoOble yka3aHHUSl M Mepbl IPEJOCTOPOKHOCTH MO IPUMEHEHHU IO

C 0CTOPO’KHOCTBIO

Bozpact > 65 ner; KOHLEHTpauusi KpeaTHHUHA CBIBOPOTKM KPOBH BBIIIE BO3PACTHOW HOPMBI
OCOOCHHO NpHM HaJIMYMUU JOIMOJIHUTENbHBIX (PAKTOPOB pHUCKA, TaKUX Kak OJHOBPEMEHHOE
MPUMEHEHHE MPEernapaToB, CIIOCOOHBIX BBI3BIBATH HApYHICHHS (YHKIMH MOYEK, JAeruapaTanus
WIN TsDKeNble MHPEKIUH;, HapyleHus (QyHKIUM nedeHu (mpuMeHeHue npenapara [ledesup y
NaIMEeHTOB JJAHHOM KaTeropuy HEe U3Y4€HO), OJHOBPEMEHHOE MPUMEHEHHE C aHTUKOATYISTHTaMHU
U JpYTMMHU JIEKapCTBEHHBIMH CpEICTBaMH, OO0JIaJalOUMMHU  YJIbIIEPOT€HHBIM JIeHCTBUEM

(HecTepOuIHBIMU IIPOTUBOBOCHAJINTEIbHBIMU npenaparamMmu (HIIBII),
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TpomGonuToB < 50x10%1.

Hapvuienne ¢gyHKIMY TOYEK

Jleuenue nedepazupokcoM MPOBOIUIOCH TOJIBKO Y MAMEHTOB C KOHIIEHTpAlUeld KpeaTUHIHA B
CBIBOPOTKE KPOBU B Ipe/Ie/Iax TPaHUI] BO3PACTHOU HOPMBI.

B xone ximHMYECKUX HccieoBaHUi npuMepHo y 36 % manueHToB HaOII0AanoCh MOBHIIICHUE
YPOBHSI KpeaTUHUHA B CHIBOPOTKE KpoBU Oonee ueMm Ha 33 % B ABYX U Ooliee M3MEpPEHUSX
NOJpsii, WHOTJA TOKa3aTenu ObUIM BBIINIE BEpPXHEro Ipeneiaa HopMmbl. HaOmropasmieecs
MOBBILICHHE HOCHUJIO JJ0303aBUCUMBIN XapakTtep. [IpubnusuTenbHo y IByX TpeTel MalueHToB, y
KOTOPBIX BBIABJISIOCH TOBBIIICHHE YPOBHS KpeaTWHUHA B CBIBOPOTKE, JAaHHBIA IOKa3aTelb
BO3BpaIlajcs Ha ypoBeHb Huke 33 % 0e3 KOppPEeKTUPOBKH J03bl. Y OCTaBLIEHCS TpEeTU
KOHIIEHTpallusl KPeaTHHWHA OCTaBalach MOBBIIICHHON, HECMOTPS Ha yYMEHBIIEHUE 03Bl WU
IpeKpalieHne nmpruemMa mnpemnapara. B HEKOTOPBIX ciyyasx MOclie CHHKEHUS 103bl Ha0Jr0/1a1ach
TONBKO CTaOWIM3anusi TIOKa3zaTelliell KpeaTWHWHa B cbiBOpoTke. [lpm mocnemyromem
MOCTPErHUCTPALIMOHHOM PUMEHEHUH JleepasupoKca cOOOMAIOCh O CIydasX OCTPOH MOYeuHOU
HeJoCcTaTOYHOCTH (cM. pazzen 4.8). B HeKoTOphIX ciydyasX MOCTPErUCTPAIMOHHOTO IPUMEHEHUS
HapylleHne (QYHKIMH MOYeK MPUBOIMIO K MOYEYHOM HEJOCTAaTOYHOCTH, KOTOpas Tpeboama
BPEMEHHOTO WJIM TIOCTOSIHHOTO JIHAJN3a.

[TpryrHBI TOBBIIEHUS YPOBHS KpEaTHHHHA B CHIBOPOTKE HE BBIICHEHBI. [loaTomMy ocoboe
BHUMaHUE CIIe[yeT YJeNsITh MOHUTOPHHIY YPOBHS KpEaTHMHHHA B CHIBOPOTKE Y IAlMEHTOB,
OJTHOBPEMEHHO MOIYYaOILUX JeKapCTBEHHbIE MpenapaThl, KOTOpble YTHETal0T (GYHKIUIO MOYEK,
U y MalMEHTOB, KOTOPHIE TOIYYal0T BEICOKKE J036I AedepasupoKca H/Mii PeIKue TepeTnBaHus
(< 7 mu/Kkr/mMecsIr SpUTPOIIMTAPHON MacChl WK < 2 eAMHUIYMECSIT T B3pocibix). HecMoTps Ha
TO, YTO B KJIMHUYECKUX HCCIIEJOBAHUAX I0JIe YBEIMUYEHUs 103kl Jedepazupokca B (opme
ncrieprupyeMbix Tabnerok Oosee 30 MI/KT He HAOMIOJANOCh YBEIMYEHMS 4YacTOTHI Pa3BUTHS
HE)KEJIATENbHBIX SBICHUH CO CTOPOHBI TIOYEK, HENIb3sI UCKJIIOUUTH MOBBIIIEHHBI PUCK Pa3BUTHS
TaKUX SBJICHUN MPH NPUMEHEHUU TaOJETOK, MOKPBITHIX IJIEHOYHOW 000JI0UKOMN, B J03€ Oosee
21 mr/kr.

PexomeHayeTcst OLIEHHMBaTh YpPOBEHb KpeaTWHHMHA B CBHIBOPOTKE Iepes] HayajioM JICYEeHUs
JIBYKpaTHO. YPOBEHb KpEaTHMHWHA B CBIBOPOTKE, KIMPEHC KpeaTWHWHA (OIIEHWBAEMBIH I10
dbopmyne Kokpodra-I'onra unu no hopmyne MDRD (Mmoaudukamus nuetsl mpu 3a001€BaHUIX
noyeK) y B3pociblx U no (opmyne [Bapua y neteit) n/uinm ypoBeHs mucratuHa C B 1uiazme
KPOBHU JIOJI’KHBI OTCJIEKUBATHCS MEpe]] HauajaoM JIeUeHHs], pa3 B HEJIEN0 B MEPBbIM Mecsll mocie
Havaya Tepanvy WK KOPPEeKIHU 036l penapata Jedesup u nanee pasz B mecs. [lamueHTs! ¢

paHeC CYICCTBYIOIIMMH IIATOJIOTHAMHKU IIOYUCK W MAOUCHTHI, MOJTYy4daromue JICKAPCTBCHHBIC
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Crnenyer co0r0/1aTh OCTOPOKHOCTD U MOJICP)KUBATh a/IEKBATHYIO TUAPATAIMIO Y AIIMEHTOB, Y
KOTOPBIX BO3HUKACT IUAPES UIN PBOTA.

[Tpu npumeHeHun nedepasupokca B MOCTPErHUCTPAMOHHOM MEepUoje ObLIM OMUCAaHBI CIy4yau
pa3BUTHSA METa0OJIMYECKOTO anujao3a. B OONBIIMHCTBE CIIy4aeB COCTOSHHE Pa3BUBAIOCH Y
NAllMeHTOB C HapyUIeHHeM (QYHKUUU TO0YeK, AUCHYHKIHEH NPOKCHMAJIbHBIX MOYEUHBIX
KaHaibleB (cuHApoM PaHKOHU) WK JUapeeH, a TaKXKe COCTOSHUSAMM, OCII0)KHEHHEM KOTOPBIX
ABIIIETCS HApYLIEHHE KHUCIOTHO-IEIOYHOro OanaHca. Y TaKuMX MAUEHTOB MO KIMHUYECKUM
MOKAa3aHUsM CIeAyeT KOHTPOJIMPOBaTh KHUCIOTHO-IIeNoyHOW Oamanc. Ilpu  pasButuu
METa0OIMYECKOTO aIi103a CIEAYET PACCMOTPETh BO3MOXKHOCTh OTMEHBI TEPAITUH MIPETIAPaTOM.
VY mnamuentoB, mpuHHMarommx npenapat Jedesup, B 0cOOCHHOCTH y JeTell OTMEYalIuch
MOCTMApPKETUHTOBBIE CIlydyau TSKENIbIX (OpM MOYEHHON TyOynomaruu (Takue Kak CHHAPOM
DaHKOHM) U TOYEYHAas HEJOCTATOYHOCTb, CBSA3AHHBIC C M3MEHEHHSIMH CO3HAaHUS B KOHTEKCTE
THIIEPAMMOHEMUYECKOH 3HIleanonatui. PeKOMEHIyeTCsl YUUTHIBaTh THIIEPAMMOHEMHUYECKYIO
sHIIe(ATONATHIO M YPOBHH aMMHaKa, M3MEpsSeMble y IAalMEHTOB, y KOTOPBIX pPa3BHUBAIOTCS
HEOOBSICHUMbBIC U3MEHEHUS ICUXUYECKOTO cTaTyca, MpH JieueHuu npenaparom Jledesup.

Tabnuna 3. KoppekTupoBKa 1035l ¥ TPUOCTAHOBKA JICUCHUS TP MOHUTOPUHTE (QYHKIIUU TTOYEK.

YpoBeHb KpEeaTHHNHA B CBIBOPOTKE KnupeHnc kpeatuHuHa
Jlo Hayaya Tepanuu JIBykpatHoO (2x) u OpHoxkpatHo (1x)
IIpumenenue < 60 mi/MuH
MIPOTUBOIOKA3aHO
MonutopuHr
— [IlepBblii Mecsn —mocne Pa3 B Henento u Pa3 B Henemnto
Havasna JIeYCHUS I
MOIU(pHUKAIMKA JO3BI (B TOM
yucine  Iocie  Iepexoza
HanueHTa Ha IpYTyIo
JIEKapCTBEHHYIO ¢hopmy
mpernapara)
— B nocnenyromem Pa3 B mecsny u Pa3 B mecsn

YMeHbllIeHHe CYTOYHOW J103bl Ha 7 MI/Kr/IeHb (B GopMe TaONeToK, MOKPBITHIX IUICHOYHOH 000JIOYKOW), eciu
CllelyIolHe ToKa3arenn QyHKIMU MMoYeK HAOJIOAI0TCsl Ha TPOTSDKEHUU JIBYX BU3UTOB MOIPSI U HE MOTYT OBITh
00BSCHEHBI IPYTUMH IPHYUHAMH

B3pocieie nanyeHTs > 33 % npeBbILIaeTCs CPeHUM u Cuwxkaercst < HI'H*
MoKazaTesb JI0 JICUSHUs (< 90 ma/Mun)
ITanueHTs! AETCKOro BO3pacTa > BI'H** 13151 COOTBETCTBYIOIIETO W/1u Cumxkaercst < HI'H*
BO3pacra (< 90 mur/mMuH)
[Nocne cHWXEHHMS 10361, IPUOCTAHOBKH JICUCHHS, €CJIH:
B3pocible nanueHTsl U AeTu Coxpanstercs > 33 % BbIILIE CPEIHETO n/uim Cumxaercst < HI'H*
noKasarenst JO JIeUeHUs (<90 ma/MuH)

*HI'H: HYKHSS TpaHULIa HOPMBI.
**BI'H: BepXHsist paHUIa HOPMBI.

.He'—ICHI/Ie MOXET 6I)ITI) HaA4YaTO BHOBH B 3aBHUCHUMOCTHU OT I/IH)II/IBI/I,Z[yaJ'H)HBIX KIIMHUYECCKUX
00CTOATENBCTB.

CJ'IC,Z[YCT pPaCCMOTPECTL BO3MOKHOCTh YMCHBIICHUS NO3bI IPCIiapaTa WM NPCPbIBAHUA TCpAIIUU
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

KJIMHUYECKHM MOKa3aHHSIM:

— mporenHypHs (TOKa3aTenb CJlEAyeT ONpeNeNsATh Iepel HadyaJoM Teparmud U jJajee
€XKEMECSIYHO);

—  TJIIOKO3ypHsl y TMalMeHTOB 0e3 caxapHOro jauadera, CHIDKEHHE COJCP)KaHUS Kaius B
CBIBOPOTKE KpOBH, (pochaToB, MarHwsi WM COJIEH MOYEBOW KHCIOTHI, (ochaTypus wim
aMHHOAIMTYpHs (ITOKa3aTes I  CIeIyeT KOHTPOIUPOBATh 10 HEOOXOUMOCTH).

O peHanpHOW TyOyJONMAaTHM B OCHOBHOM COOOIIAIOCH y JeTed W  TOJPOCTKOB C

B-Tamaccemueii, momy4aBmmx npenapar Jledesup.

[TatimeHTOB ciieqyeT HampaBUTh K HEPPOJIOTY, U PACCMOTPETh HEOOXOAMMOCTH MPOBEACHUS

JIOTIOJTHUTEIBHBIX JMAarHOCTUYECKUX HCCIEAOBAaHUM (Hampumep, OWONCHS TOYEK), eCIH,

HECMOTPS Ha CHIDKEHUE JI03bI M IPEKPAICHUE JICUCHUS, BOBHUKAIOT CICAYIOIINE SBICHUS:

®  YPOBEHb KPEATHHUHA B CBIBOPOTKE OCTACTCS 3HAYUTEILHO MOBHIIICHHBIM H

e HaOmIOZAaeTcs CTOWKOE OTKJIOHEHHE KaKOTo-IMOO Ipyroro mokaszarens (YHKIUU MOYEK
(HanpuMep, TpoTeuHypusi, CHHAPOM DaHKOHH).

Hapymenue d)VHKHI/II/I INCYCHHU

VY nanueHToB, NMPUHUMABIIMX Aedepasupokc, HaOII01aI0Ch IMOBBIIICHHE YPOBHS MAapKEepOB
¢yHKIMM TeyeHH. B mocTperucTpallMOHHOM MEpPUOAE MPUMEHEHHS] OTMEUYalINCh Cilydau
MEYEHOYHON HEJ0CTaTOYHOCTH, HEKOTOPBIE M3 HUX OBUIH C JIETAIbHBIM UCXOJIOM. Y MAIlMEeHTOB,
nonyyaronux npenapat Jedesup, B 0cOOEHHOCTH y AeTel, MOT'YT BO3HUKATh TsDKEJIbIe (POPMBIL,
CBs3aHHBIC C USMCHCHUIMU CO3HAHUA B KOHTCKCTC FHHepaMMOHGMH‘ICCKOﬁ BHIIG(baJ'IOHaTI/II/I.
PeKOMeHI[yeTCSI YUYUTBIBATE THUIICPAMMOHCMHUYCCKYIO 3HII€(1)aJ'IOHaTI/IIO H U3BMEPATH YPOBCHb
aMMHUaKa y MalMeHTOB, Y KOTOPBIX Pa3BUBAIOTCA HEOOBSCHUMBIE M3MEHEHHUS MCHUXUYECKOTO
cTaryca mpu JeueHuH npenaparoMm J[ledesup. Cneayer mNposBIsATH 0c000€ BHUMaHHE B
OTHOIICHWU NOAACPKHUBAHUA COOTBETCTBYIOLICTO YPOBHSA TrUApaTallMH y IMALIUCHTOB, KOTOPBLIC
WCIIBITBIBAIOT MPOOJIEMBI C 00€3BOKMBAHUEM (TaKHe KaK JAuapes WK pBOTa), 0OCOOCHHO y JeTei
B OCTpo# (haze Oosie3HU. BONBIIMHCTBO COOOIIEHN O TIEYEHOYHOW HEIOCTATOUYHOCTH KacaucCh
MAlMEHTOB CO  3HAYMUTEIbHBIMU  COMYTCTBYIOIIMMH  TATOJOTHSIMH, BKJIIOUas  paHee
CYIIECTBOBABILIME XPOHUYECKUE 3a00JeBaHUs IMedyeHu (B ToM uucie uuppo3 u rematut C) u
MOJIMOPTaHHYI0 HEI0CTaTOYHOCTh. OHAKO poib Jedepasupokca Kak COIYTCTBYIOIIETO WIIH
ycyryousitoniero paktopa He MOXKET OBITh UCKIIIOUEHa (cM. pa3zen 4.8).

Pexomenyercsi mpoBepsiTh ypOBEHb TpaHCaMHUHa3, OunupyOumHa U QocdaTassl B CHIBOPOTKE
nepea HayajoM JIeYeHMs, Kaxable 2 HeJenud B TEpBBIA Mecsil JeUYeHUs U pa3 B MECHIl
BIIOCJICICTBUH. ECITM HMMEeT MeCTO CTOWKOe M TPOTPEeCcCHpYIONIee YBEIUYECHUE YpPOBHS

TpaHCaMHHA3 B CBIBOPOTKE, KOTOPOC HE MOXKET OBITH 00BACHEHO APYTrUMH IIPpUIUHAMH, CICAYET
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(I)YHKI_II/II/I MCYCHU BBISICHCHA, WJIM ITOCJIC BO3BPAILCHUA YKA3aHHBIX IoKa3areje K HOpMaJIbHOMY
YPOBHIO MOKHO PacCMaTpUBaTh OCTOPOKHOE BO3OOHOBIICHHUE JICUEHUS MPHU 0oJiee HU3KOH /103€ U
MOCJIEYIOIIEE MOCTENICHHOE YBEIIMICHUE JIO3BI.

He pexomennyercs mpuMmeHsaTh npenapat Jledbesup y HammeHTOB ¢ TSHKEIBIM HapyIICHHEM
¢bynkun neuenu (kiacc C no knaccudukanun Yaina-I1e0) (oM. pasgen 5.2).

Tabmmua 4. Kpatkue pekoMeHJauy 0 MOHUTOPHHTY 0€3011aCHOCTH.

HccaenoBanue YacrtoTa

YpoBeHb KpEaTHHNHA B CEIBOPOTKE JIBak1pI 10 HavYasa TEpammu.

Pa3 B Hemenio B mepBhIil Mecsl Tepanmuu U B NEPBBIN
MecAIl MOClie M3MEHEHMS I03bl (BKIIOYAs IEPexon ¢
OJTHOY JIeKapCTBEHHON ()OPMEI Ha IPYTYIO).

Pa3 B Mecsil1 BIOCIECTBUH.

Knupenc kpearmHunHa w/mnn yposeHb ucratuHa C B | Ilepen Hauanom Tepanu.

Ij1a3Me Pa3 B Hexemo B MeEpBBI Mecsl Tepaluud U B NEPBBIN
MeCSI] TI0CJIeé M3MEHEHHs M03bl (BKJIIOYas Mepexon ¢
OJTHOI1 JIeKapCTBEHHOU (pOpMBI Ha IPYTYIO).

Pa3 B Mecsi11 BIOCJIEICTBUMU.

IIporeunypus Ilepen HauanoM Tepanuu.
Pa3 B Mecsill BHOCIECTBHN.

Hpyrue wmapkepbl (YHKIMM ITOYECYHBIX KaHaJbleB | [lo Mepe HEOOXOAUMOCTH.
(Takue Kak TIIOKO3ypHs Y JIML, HE CTpaJarolinx
mabeToM, U HU3KWH YpOoBeHBb Kanmus, pocdara, MarHus

WIH ypaToB B CBIBOPOTKE, docoarypus,

AMUHOAIH Y PHST)

YpoBeHs  TpaHcamuHa3, OwmmpyOmHa, 1mesnouHoi | Ilepen Hadamom Tepamum.

(hocdaraszsr Pa3 B 2 Henenu B nepBhlil MecsLl TEpaIuu.
Pa3 B Mecsi11 BIOCIIEICTBUMU.

VccnenoBanue cityxa 1 OpraHOB 3peHHs Ilepen HavaoM Tepanuu.
Pa3 B rox BOCIIEICTBUM.

Macca Tena, pocT U II0J0BOE Pa3BUTUE Ilepen HauanoM Tepamnuu.

Paz B roJ{ BHOCJICACTBHUU Y NCAUATPUUICCKUX NAITUCHTOB.

Y namMeHToB € MajodM IPOTHO3UPYEMOM NPOJOJDKUTEIBHOCTBIO JKUM3HU (HampuMep,
MUENOAUCIUIACTUYECKHE CUHIPOMBI C BBICOKHM PHCKOM), OCOOEHHO KOTJa COIYTCTBYIOILIUE
3a00JIeBaHNs MOTYT IOBBIIIATh PUCK HEXEJIATENbHBIX SBJICHUM, Monb3a [ledesup Moxer ObITH
OrpaHMuY€Ha, U PUCK MOXET IpeBbllIaTh Noyb3y. CrenoBarenbHo, npuMeHeHue [ledesup He
PEKOMEHI0BAHO y TAKMX IAI[UEHTOB.

[Ipenapat cnenyer Ha3Ha4aTb C OCTOPOXKHOCTBIO IOKUJIBIM MALIMEHTaM B CBS3M C BBICOKOMU
YaCTOTOW HEXENATeNIbHBIX peaKiuil (B 4aCTHOCTH, AHAPEH).

Jlannbie y nereid ¢ TpaHC(PY3MOHHO HE3aBUCHMMOM TajlacCeMHel BechbMa OTpaHMYCHHBIE (CM.
pasnen 5.1). CnenmoBarenbHO, mHpu Tepanuu mpenaparoMm Jledesup crneayer mHpOBOIUTH
TIIATEIbHBIA MOHUTOPUHT VISl BBISABJICHMS] HEXENATENbHBIX PEaKUMi U I OTCIEKUBAHUS
KOHIEHTpAlluu >Kejie3a B OpraHu3Me y nenuvarpuueckod nomynsauuu. Kpome Ttoro, mepen
nedyeHueM npenaparoM Jledesup nerell ¢ BBICOKOW CTENEHbIO MEPETrpy3KH JKEIe30M U

TpaHC(I)y'BI/IOHHO HE3aBHUCHMOM TallacCeMHel Bpad [JOJUKCH TIOMHHUTL, 4YTO IIOCJICACTBHA
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COOTEBETCTEYET .
ot 15.0

HaDVI_HeHI/ISI CO CTOPOHBI KCITYAOYHO-KHUIIICYHOI'O TPAKTa

VY mamyeHToB, BKIIOYas JETE€H M IOJIPOCTKOB, MOJMYYaBHIMX JedepasupoKc, COOOIIANoch O
NOSIBJIGHUH SI3B M KPOBOTCUCHHWH B BEPXHHUX OT/AENAX JKEIyJOYHO-KHIIEYHOTO TpakTa. Y
HEKOTOPBIX MAallMEHTOB HAOII01aIMCh MHOXKECTBEHHBIE S13BbI (CM. paszen 4.8). boun coobmienus
0 sI3BaX, OCJOKHHUBIIMXCS Tepdopanueil KemyJoYHO-KUIIEYHOTo Tpakra. Tawke ObuH
COOOIIEHHUS O JICTAIBHBIX HKETYJIOYHO-KUIIEUYHBIX KPOBOTCUCHHSAX, OCOOCHHO Y MOMKHIIBIX
NalMEHTOB, Y KOTOPHIX OBUTM T€MaTOJOTMYECKUEe OHKOJOTHYECKHE 3a00JIeBaHUs W/MIIH HU3KOE
coJiepsKaHue TPOMOOLIUTOB.

Bpaun u manueHTHl JOJKHBI CIEAYEeT COXPaHATh 0COOYI0 HACTOPOKEHHOCTh B OTHOIICHHUH
NPU3HAKOB M CHMITOMOB $I3B M KPOBOTEUEHUH B IKETYJOYHO-KUIIEYHOM TPAKTE BO BpEMs
tepanuu npenaparoM Jledesup. B ciyuae pa3BUTHS SA3BBI WM KPOBOTEUCHHS IKETYHAOYHO-
KHAIIEYHOTO TpakTa MpuMeHeHue npenapara Jledesup ciemyer npekpaTtuTh U HE3aMEIITUTEIEHO
HauaTh JIOTIOJHUTENBbHOE oOcienoBanue u JjieueHue. Clieayer ¢ OCTOPOKHOCTHIO HA3HAYATh
npenapar /ledesup mnammeHtam, KOTOpbIE NPHHUMAIOT BELIECTBA, OOJIaJarONIHe H3BECTHHIM
yABIIEPOTeHHBIM MoTeHnuanoM, Ttakue kak HIIBII, kopTHKOCTEpOHIBI WM TEpOpaIbHBIC
ouchocoHaThl, AHTHKOATYJISHTHl, W TMAUEHTaM C COJEp)KaHHEM TPOMOOLUTOB MEHee
50 000/mm? (50 x 10%m) (cm. pasnen 4.5).

Hapy1ieHusi co CTOPOHbBI KOXKH

Bo Bpems neuenus mpemapatoM [ledesup MokeT BO3HHUKATh KOKHAs ChIlb. B OOJBIIMHCTBE
CIIy4aeB CHIIIb MPOXOTUT CIIOHTaHHO. [locie BPEeMEHHOTO TpPEpBIBAHUS JICYCHUE MOXKET OBITh
BO300HOBJICHO IIOCJIC HMCYE3HOBEHHUS CHITM B 0OOJiee HU3KOW JI03¢ C TIOCICAYIOIIMM ¢¢e
MOCTENIEHHBIM YBETHYEeHHEM. B TsKeNmbpIX ciydyasx BO300HOBJICHHE JICUYEHHS MOXKET OBbITh
MPOBEJICHO C KOPOTKUM TEPUOIOM MPUMEHEHUS TIepopaibHOi (hopMbl ctepouoB. Coobianock
(0] C€pb€3HLIX KOXXHBIX HECXKCIATCIbHBIX peaKum{x, BKJIFO4Uas CI/IH)IpOM CTI/IBGHC&'H)KOHCOH&,
TOKCHYECKUH AMHUACPMAIGHBI HEKPOJIU3 M JICKAPCTBECHHYIO PEAKIHMI0 C J03WHO(IMIMEH W
cuctemabiMu cumnromamu (DRESS), koTopble MOTYT OBITh OMACHBIMU ISl KU3HHU WM JaKe
cMepTenbHbIMU. [lpu mMOAO3peHHM Ha pa3BUTHE KaKUX-THMOO M3 YKa3aHHBIX COCTOSHUUN
npuMeHeHue npernapata Jledesup crieayeT HeMeIEHHO MPEKPATHTh M HE IPUMEHSITH TTOBTOPHO.
[Ipy Ha3zHayeHHM MpenapaTa MAUEHTbl JTOJKHBI ObITh MPOMH(DOPMHUPOBAHBI O MpPU3HAKAX U
CUMITOMAX TSKENbIX KOXXHBIX peakuuid U JOJDKHBI HAXOAWUTHCA TMOJ  TIIATEIbHBIM
HAOJIIOIEHUEM.

PeaKHI/II/I TUIIEPYYBCTBUTCIIbHOCTH

[TomydeHsl COOOIICHUST O pa3BUTHUU pEAKIM THUIEPUYYBCTBUTEIBHOCTH K JehepasupoKcy
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pPEaKIMK THIEePUYyBCTBUTEIBHOCTH HAOIIOAATNCH B TIEPBbIE MECSIIbI JICUCHHs MpenapaToM (CM.
paznen 4.8). Ilpu pa3BuUTHHM peakiMil TUINEPUYYBCTBUTEIBHOCTH TSDKEJION CTENEHU JIeUueHUe
IpernapaToM cieayeT OTMEHHUTh M MPOBECTH COOTBETCTBYIOLIME JeueOHble Meporpustus. He
PEKOMEH1yeTCsl BO30OHOBIISITh TEPAIUIO MIPEMapaToM Yy MAIMEHTOB JIaHHOM KaTEeTOPUU B CBSI3U C
PHCKOM pa3BUTHUS aHA(DUIIAKTUYECKOTO II0Ka (CM. pa3zaen 4.3).

3DI/ITGJ'IBHBIC U CJIYXOBBIC HAPYIICHUA

CooOmraoch 0 HapyIIEHUSX CO CTOPOHBI OPraHOB ciyxa (CHUXKEHHE CIyXa) U OPraHOB 3pEHUS
(moMyTHeHHE XpycTaiauka; cM. paszzaen 4.8). PekoMenayercss mpoBepsTh Y MAIUEHTOB CIyX H
3peHue (BKJII0Yasi UCCIIE0BAHKE IJIa3HOT0 JIHA) A0 Havyala JICYEHUs U B JTaJIbHEHIIIEM TPOBOIUTH
peryispHbie oOcienoBaHusi Kaxnable 12 wmecsneB. Ecim Bo BpeMs JieueHUs Yy IalMEeHTa
MOSIBJISIFOTCS] HAPYILIEHUS CIIyXa WM 3PEHHUs, MOKHO PACCMOTPETh BO3MOKHOCTh CHIDKEHHUS JI03bI
mpernapara Ui BPeMEHHOTO MPeKpaIeHHs JICUCHHUS.

['emMaTonornyeckue paccTpomncTBa

B mepuon moCTperucTpanMoHHBIX HAOMIOJCHUN OBUTH TONyYeHBI COOOIICHUS O CIydasx
JEHKOMEeHUH, TPOMOOLUTONICHUH WM TAHIUTONEHUU (WM yCYryOJIeHMH  yKa3aHHBIX
3a00/ieBaHU) W OCJIO)KHEHHOHW aHEeMUU Yy NaIlMeHTOB, NPUHUMABIIMX 1edepasupokc. B
OOJIBIIMHCTBE CIyyaeB Yy MAlMEHTOB HMEJINCh I'€MAaTOJIOTMYECKUE HApYyLIEHUS B aHAMHE3E,
KOTOpBIE ~ 4YacTO  CONPOBOXKIAJIUCh  HEJIOCTATOYHOCTbIO  KOCTHOrOo  Mo3zra. OpjHaxo,
CIOCOOCTBYIOLIYIO WM YCYTyOJSIIOIIYIO pOJib JaHHOTO (akTopa Henb3s HUCKIo4arh. [Ipu
BO3HUKHOBEHUH Yy MAIleHTa HEOOBSICHUMOW LUTONEHHUU CIEIYeT PAcCCMOTPETh BO3MOKHOCTh
BPEMEHHOT'O IIPEKPALICHUS JICUEHHUS.

JIpyrue daxkTopsl

PexkoMenayeTcss mpoBeAeHHE €XKEMECSUHOTO MOHUTOpPWHTAa YpOBHS (eppuUTHHA B CBHIBOPOTKE
KPOBH C IIENIbI0 OIICHKM OTBETa MallMeHTa Ha TEepamuio U TMPEeAOoTBpAIlleHUs H30BITOUHOTO
xenatupoBanus (cM. paszzaen 4.2). B mepuossl edeHus: BHICOKUMH J1I03aMH M B TE€X CUTYaIIHsIX,
KOrJia ypoBHH (heppUTHHA B CHIBOPOTKE KPOBU OJIM3KH K 1I€JIEBOMY JAHAIA30HY, PEKOMEHIYETCS
CHI)KEHME JO03bI UIH OoJiee THIATENbHBI MOHMTOPUHT (DYHKIIMU TIOYEK M TEYCHH, a TaKKe
YpOBHSL CBhIBOpOoTOUHOTO (epputnHa. Ecnu ypoBeHb (epputrHa B CBHIBOPOTKE KPOBH HE
noaaumaetcs Boiie S00 MKr/n (y manueHToB ¢ TpaHC()Y3MOHHOU TMEPerpy3KOH Keae30M) WUiu
Boimie 300 MKr/n (y ManueHTOB ¢ CHHAPOMAaMH TPaHC()Y3HOHHO HE3aBHCHMOW TallaCCEMHUN),
MO>KHO PaCCMOTPETh BO3MOKHOCTh BPEMEHHOI'O MTPEKPAICHUS TEPAITHH.

PesynbpTaTthl HccnenoBaHWN YpPOBHS KpeaTHHHHA, (EppUTHHA U TpaHCAMHUHA3 B CHIBOPOTKE
HEO0OXOIMMO PErUCTPUPOBATH U TTPOBOJIUTH PETYISIPHYIO OIEHKY TSl BBISIBJICHUS TEHICHITUH.

B AByX KIMHMYECKHX HCCIIEOBaHUAX Jedepa3supoKC HEe OKaszajl BIMSHUS Ha POCT U IOJIOBOE
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pa3BUTHE JETEH, MOJydYaBIIUX JICYCHHE B TEYCHHUE n'ongl%QFM'“pgg%Hig)T:Oﬁrﬁﬁé B

KauecTBe OO0IIel Mephl MPEIOCTOPOKHOCTU B JICUCHUU JETeH ¢ TpaHC(Y3MOHHOM Meperpy3koi
JKEJIe30M JI0 Havalla Teparluy U 3aTeM €KEroJHO HEOOXOAMMO M3MEPATh Yy JETeH Maccy Tena,
POCT U OLIEHUBATH MOJIOBOE Pa3BUTHE (KaxKbple 12 MecsIeB).

JuchyHkuus cepana — M3BECTHOE OCIOKHEHUE TSDKEJIOW CTENEeHH IMEeperpy3ku skene3om. Y
MALMEHTOB C TSDKEIOW CTENEHBIO MEPETPY3KU HKEIE30M BO BpEMs JIMTEIBHOIO JICYEHUS
npemapatoM Jlede3up ciaeayer KOHTPOIUPOBATE CEPACUHYIO () YHKITHIO.

4.5. B3aumojeiicTBHe ¢ JAPYIrMMH JIEKAPCTBEHHbIMHU IIpenapaTaMu M JApyrue BHAbI
B3aNMOJAEeHCTBUSA

BbesomacHocTh nedepasupokca B COUETAHUU C IPYTHMMH XeJaTOpaMU JKeje3a HE yCTaHOBJICHA.
CnenoBaTeibHO, €ro TMPUMEHEHHE HEJNb3sS CcoueTaTh C JAPYrUMH Ipenaparamu  JUis
XeJIaTUPOBaHU Kenesa (cM. pazaen 4.3).

BsauMozaeiicTBue ¢ numiei

3rauenust Cmax aedepasupokca B popme TaOIETOK, MOKPHITHIX TUICHOYHOH 000JIOUKON, OBLIH
MOBBIIICHHBIMU (Ha 29 %) Tpu ero BBEICHUU BO BPEeMsI IPHUEMa IHUIIH ¢ BEICOKUM COJIEPIKaHUEM
xupoB. [Ipenapar Jledbe3up MOKHO NMPUHMUMATH HATOLIAK WJIM BO BpeMs MpHeMa HEOOJBIIOro
KOJINYECTBA ITHIIH, KEJIATSIHHO B OJTHO M TO XKE BpeMsl CYTOK (cM. pasnenbl 4.2 u 5.2).

JIekapCTBEHHBIC CPEJICTBRA, CIIOCOOHBIE CHUYKATH CUCTCMHYIO 3KCITO3UITUIO IIGd)GDBBI/IDOKC&

Metabonu3m nedepasupoxca 3aBUCUT oT (bepMeHTOB ypuauH-5-nudocdar-
rirokyponuntpanchepassl (VY D-rmokyponmwitpancdepassl). B xome ucciemoBaHus  C
y4yacTHE€M  3/I0pOBBIX  JTOOPOBOJIBIIEB  OJHOBPEMEHHOE NpUMEHeHHe Jedepasupokca
(ogHOKpaTHas no3a 30 Mr/kr B (opMe AMCIEprUpyeMbIX TaOJETOK) M MOIIHOTO HMHIYKTOpa
VA O-raokypoHunTpancdepassl pudamnuiimHa (MHOTOKpaTHbie 10361 600 MI/AeHb) MPUBENIO K
CHI)KEHHIO CHCTEeMHOM OmonoctymHoctu aedepasupokca Ha 44 % (90 % JIU: 37 % — 51 %). B
CBI3M C  O3TUM  CONYTCTBYIOIIAs  Tepamuss  MOLIHBIMH  uHAyKTOpamu  YJD-
DIIOKypoHUITpaHcdepasbl  (Hampumep, pudamMnuimHoM, KapOamazenuHoOM, (PEHUTOHMHOM,
(deHnobapOUTaIOM, PUTOHABUPOM) MOKET MPHUBECTH K CHIKEHHUIO 3(()EKTHMBHOCTH IpernapaTa
Hedesup. Bo Bpemss u mocne mpuema yka3aHHbIX KOMOMHALMM IpenapaTroB y MalMeHTOB
HEOOXO/MMO BECTH MOHHUTOPUHT YpOBHS (eppUTHHA B CHIBOPOTKE KpPOBH W, TIpHU
HEO0OXOIMMOCTH, KOPPEKTUPOBATH 03y npenapata Jledesup.

XoJsiecTUpaMHMH 3HAYUTEIBHO CHUYKAJ SKCIIO3UIINIO JlehepazupoKca B UCCIEIOBAaHUN MEXaHU3Ma

JENCTBUS O ONPEACTICHUIO YHTEPOTeNaTHUECKON PeHUpKYIAUU (cM. pa3aen 5.2).

15



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 13.01.2025 Nz 314
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MeTadoausupyrommMucs ¢ yuactueM uzobepmenta CYP3A4

B xoxe wuccienoBaHusi C ydacTHEM 3JIOPOBBIX JOOPOBOJBIEB OAHOBPEMEHHOE MPUMEHCHHE
nedepasupokca B popme nucreprupyeMbix TabIeTok U Muaaszoiama (cyocrpaTom nzodepmenta
CYP3A4) mpuBogwiio K CHWIKEHHIO CHCTEMHOW OHMOJOCTYMHOCTH Mujazojama Ha 17 %
(90 % On: 8 % — 26 %). B ximHuueckod mnpakThke ATOT 3((deKT MOoKeT ObITh Oolee
BEIpaXCHHBIM. Takum 00pa3oMm, B CBSI3H C BOBMOKHOCTBIO CHIKEHUS dP(PEKTUBHOCTH CIEAYET C
OCTOPOKHOCTBIO MIPUMEHSITD npenapar Hedesup BMeECTE c npenapaTami,
MeTabonu3upyromumucs ¢ ydactueM wuzodpepmenta CYP3A4 (mampumep, HIHUKIOCIIOPHUHOM,
CUMBACTaTHHOM, TOPMOHAIBHBIMU KOHTPAIENTHBAMHE, OCTIPUTUIIOM, 3PTOTAMHUHOM).

B3aHMOZ[eI>'ICTBHe C pearinHu oM u APYTrUMHU JCKAPCTBCHHBIMHU CpcACTBaMU,

MeTa0oIu3upyommMucs ¢ yyactueM usodpepmenta CYP2CS

B xome mccrnenoBaHus C y4acTHEM 370POBBIX JOOPOBOJIBLIEB OJHOBPEMEHHOE IPUMEHEHUE
nedepasupokca B kauecTBe yMmepeHHoro naruouropa CYP2C8 (B mo3ze 30 MI/Kr ekeqHEBHO, B
dbopme mucrieprupyeMbIX TabNeToK) U penariunuaa, cyocrtpara CYP2C8, B oqHOKpaTHOU 103€
0,5 mr ormeuanoch yBenuueHue AUC u Cmax pemarnuHuga npumepHo B 2,3 paza (90 % AU
[2,03-2,63]) u 1,6 pasa (90 % JIU [1,42—1,84]) coorBeTcTBeHHO. [T0CKOIBKY B3aUMOACHCTBHE
nedepasupokca ¢ penarauHUIOM B o3¢ Bbime 0,5 Mr He HU3ydeHo, cienyer u30erarb
OJTHOBPEMEHHOTO TpHMEHEHHs Jedepasupokca ¢ pemarmuHuaoM. [lpum  HeoOXoammocTn
OJIHOBPEMEHHOTO TMpUMEHEeHHs nedepasupokca ¢ PpemariiiHuIOM CJEAyeT TIIATEIbHO
KOHTPOJIMPOBATh KOHIIEHTPALIMIO TJIOKO3bI B KpOBU (cM. pasznen 4.4). Henb3st uckitouyaTh
BO3MOXXHOCTh JIEKAPCTBEHHOTO B3aUMOJIEUCTBUS Jedepa3supokca C JIpyruMu cyOcTpatamu
uzopepmenra CYP2CS, HanpruMmep, NaKIUTaAKCEIOM.

BzaumosaeiictBre C TeOd)I/IJ'IJ'II/IHOM u APYTruMHUu JCKApCTBCHHBIMHU CpE€ACTBAMH,

MeTa0oJIU3UpVIoNmMMucs ¢ yyactueM uszodepmenta CYP1A2

B xome wuccrmemoBaHMS C y4acTHEM 30POBBIX JTOOPOBOJIBIIEB OJHOBPEMEHHBIH IpPHEM
nedepasupokca B kauectse nuuruonropa CYP1A2 (mHorokpartssie 10361 30 MI/Kr/aeHs B popme
mucneprupyembix Tadnetok) u cyocrpata CYPIA2 teodunnuna (ogHokpaTHast no3a 120 mr)
npuBoaia K noBbimeHnio 3HaueHuit AUC u Cmax Teodmmmunaa Ha 84 % (90 % JAU: ot 73 mo
95 %). OnHOBpEMEHHBIH TPUEM YyKa3aHHBIX MpENapaToB HE MOBIHMsUT Ha 3HauYeHHE Cmax
OJTHOKPATHOM J03bI, OJHAKO OXHIAETCA, 4TO 3HaueHHe Cmax TEO(OWIUTMHA TOBBICUTCS TPH
MHOTOKpaTHOM BBeJeHMHM TeodpmuinHa. CrenoBaTeabHO, OJHOBPEMEHHOE MpPHUMEHEHHE
nedepasupokca W TeopuwuiMHA HE pekoMeHayercs. [Ipu  OJHOBpeMEHHOM IpHeMe
nedepasupokca u  TeoDWIIMHA HEOOXOAMMO TMPOBOJUTH MOHHUTOPHHI  KOHIICHTPAIUH

TeopWJUTMHA ¥ PacCMOTPETh BO3MOXHOCTh CHWKEHHS 703l TeoduiumHa. Henmb3st uckimodarh
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cyocrpatramu  CYPIA2. B OTHOUIEHMHM  BEIIECTB, KOTOpPBIE  HIPEUMYIIECTBEHHO
metabonu3upyrores CYP1A2 u KoTopble HMEIOT Y3KHI TepaneBTUYECKUA JUana3oH (Harpumep,
KJIO3aIlUH, TU3aHU/IMH ), IPUMEHSIOTCS T€ K€ PEKOMEHAIMM, YTO U B OTHOUIEHUHU TEO(PHIUIMHA.

Jlpyrue B3auMOJIEHCTBUS

OpHOBpeMeHHOE TpUMEHEeHHe JAedepasupokca M aHTALUAOB, COJCPKAIIMX ATIOMHHUN, He
uccnenoBaiocb. HecMoTpss Ha TO, 4To Jnedepasupokc uMeeT Oojee HH3KOE CpPOJICTBO K
ATIOMUHHUIO, YeM K JKelle3y, HE pPEKOMEHJyeTCsl NpUHMMAaTh TalJeTku Jedepasupokca
OJIHOBPEMEHHO C aHTAllMAHBIMU MperapaTaMu, CoAEPKaIMMH aTIOMUHUH.

OnHOBpeMeHHOE MpUMEHEHHE Je(epa3supoKca C BEIIECTBAMU, KOTOPBIE 00Ja/lal0T W3BECTHBIM
yIIbIIEpOreHHBIM JeiicTBueM, Takumu kak HIIBIT (Bkirouast aneTwsicaauluiIoOBYIO KHUCIOTY B
BBICOKHX J103aX ), KOPTUKOCTEPOU bl WK OucochoHaThl IS MpUeMa BHYTPb MOTYT YBEIHYUTH
PUCK pa3BUTHS HEXENATEIbHBIX SBICHUH CO CTOPOHBI JKENYAOYHO-KUIIEUHOTO TpakTa (CM.
paznen 4.4). OMHOBpEeMEHHOE MPUMEHEHHUE Jeepa3supoKca U aHTHKOATYJSHTOB TAKKE MOXKET
NOBBICHTH PUCK Pa3BUTHA  OKEIYJAOYHO-KHIIEYHOTO KpoBoTeueHus. [lpum HazHaueHHH
nedepasupokca B KOMOWHAIMM C JaHHBIMU BeIIECTBAMHM TpeOYyeTCs BECTH TIIATEIbHBIN
MOHHUTOPHHT YKa3aHHBIX HE)KEIATeIbHBIX SBICHUIM.

CoBmecTHOE IpuMeHeHne nedepasupokca U OycynbdaHa NPUBOIUT K YBETUYCHUIO CHCTEMHOMN
ouonocrynHoctu Oycynbdana (AUC), HO MEXaHHU3M UX B3aUMOJICHCTBUS OCTACTCS HESCHBIM.
[To BO3MOXHOCTH cienyeT IpoBecTd OIEeHKY (apmakokunetuku (AUC, kimupeHc) nmpoOHOM
10361 OycynbdaHa, YTOObI MOKHO OBIJIO CKOPPEKTUPOBATH J103Y.

4.6. @epTUIbHOCTH, 0EPEMEHHOCTH U JAKTALUS

bepeMeHHOCTB

KnuHuyeckux AaHHBIX MO NMPUMEHEHHIO Jedepa3upokca BO BpeMs OepeMeHHOcTH HeT. B
JOKJIMHUYECKUX HUCCIENOBAaHMSIX Ha JKMBOTHBIX IIOKa3aHa HEKOTOpas penpoayKTHBHAS
TOKCUYHOCTH Tpernapara B J103aX, TOKCUYHBIX JIJII MaTePUHCKOrO0 OpraHusma (cM. pasjaen 5.3).
IToTeHManbHBIN PUCK 71 YEJIOBEKA HEM3BECTEH.

B kauecTBe Mepbl MpPerOCTOPOKHOCTH HE PEKOMEHIyeTcs NmpuMeHATh Jledesup Bo Bpems
OepeMEHHOCTH, 3a UCKIIIOUEHUEM CITydaeB KpaiiHell He0OXOIMMOCTH.

Hedesnup moxer cHUkaTh 3G(HEKTUBHOCTH TOPMOHANIBHBIX KOHTpPAUENTHBOB (CM. pazzaen 4.5).
KenmyHaMm J1€TOpPOJAHOrO MOTEHIMAda PEKOMEHIYeTCS MPUMEHSTh JIONOJHUTENbHbIE WIN
JIbTEPHATUBHBIE HETOPMOHAJIbHBIE METO/IbI KOHTPALENIIMK BO BpeMs ITpreMa Ipenapara.
JlakTanus

B noxnmHMYecKHX HccieloBaHUSAX Ha KUBOTHBIX Jedepazupokc OBICTPO U B 3HAYUTEIILHOM

KOJMYCCTBE IMMPOHUKAJI B MOJIOKO JIAKTUPYIOIIUX JKUBOTHBIX. Bmsgansa npernapara Ha IOTOMCTBO
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XKenmuuam, mnoaydalomuM JedeHue mpenaparoMm  Jlegesup, NpoaomKaTh  IpyAHOE
BCKapMJIMBaHHE HE PEKOMEHI0BAHO.

DepTUILHOCTE

Jnis aroned HUKaKUX JAHHBIX O (PEPTHIBLHOCTH HET. Y JKMBOTHBIX HHKAKUX HEXeNIaTeIbHBIX
a¢(hekToB Ha PEPTUIHHOCTH CAMIIOB MJIM CaAMOK MTOKa3aHOo He ObLIo (cM. pazzaen 5.3).

4.7. BausiHHe HA CMOCOOHOCTH YNPABJATH TPAHCIHOPTHBIMHU CPeICTBAMHU U padoTaTh €
MeXaHH3MaMHU

Bnusinne npemapara Jlede3up Ha CHOCOOHOCTH YIPABISATH TPAHCHOPTHBIMH CpPEACTBAMHU U
MCXaHU3MaMH HC HU3Yy4daJIOCh. HpI/I IIOABJICHHUM TaKOI'O HEYaCTOI'o HO60‘IHOFO SIBJICHHUA, KaK
TOJIOBOKPY)KEHUE, MAIIMEHTaM CJIeyeT COOI0aTh OCTOPOKHOCTb.

4.8. HexenareJbHble peaKIul

Pesrome nmpoduis 6e3onacHoOCTH

VY ManueHToB ¢ XPOHHYECKOW MOCTTPaHC(Y3MOHHOW MEeperpy3Koi Kele3oM Hambosee JacTble
HexxenatenbHble  peakiuu  (HP), o koTopeIx cooOmiamoch MpH  UIMTEIBHOW —Tepanuu
nedepazupokcoM B BHJIE AUCIEPTHUPYEMBIX TaOJETOK y B3POCHBIX U JAETeH, BKIIOYAIOT B ceOs:
HapyLEHHUsI CO CTOPOHBI JKEJIYI04YHO-KHUILIEUYHOrO TpakTa (IVIaBHBIM 00pa3oM, TOLIHOTA, PBOTA,
nuapesi, OOJMb B JKMBOTE) M JepMATONIOTHYECKHE HapymeHus (KOokHas Cbinb). Juapes
OoTMEUaJlach yamle y JAeTeid B Bo3pacTe OT 2 0 5 JIeT U Y MOXKWJIBIX JIOJeH. DTU peakuuu
SBJISIIOTCSL  J10303aBUCUMBIMH, B OCHOBHOM CJa00 WJIM YMEPEHHO BBIPAXEHHBIMH, HMEIOT
TPAH3UTOPHBINA XapakTep U B OOJBIIMHCTBE CIY4aeB Pa3pelIatoTCs CaMOCTOATENbHO Jaxe MpH
POJOKEHUH JICUEHUS.

Bo Bpems KIMHMUYECKUX HCCIe0BaHUM 10303aBUCUMOE YBEJIMUEHNE KOHIIEHTPAllMU KpeaTUHUHA
B CHIBOPOTKE KPOBM BO3HHUKAJIO MPHOIM3UTENBHO y 36 % MaIlMeHTOB, XOTA Yy OOJbIIMHCTBA
JAHHBIM TOKAa3aTellb OCTaBajlCs B Mpenesnax HOpMbl. CHMJKEHUE CPENHEro 3HA4eHMs KIMpEeHca
KpeaTMHHHA HaOJI0JAIOCh Kak y JeTed, TaKk W y B3pOCIbIX NAIlMEHTOB C [-TajacceMueil u
Neperpy3Koi >Kene30M B IEpPBbIM TOJ| JIEUEHUs, HO €CTh JaHHBbIE, YTO OH HE CHIKAJCS eIle
Oonble B mocieAyrouye rojapl jedeHus. CooOmanoch o0 MOBBIIEHUH YPOBHS TpaHCaMUHAa3
neueHn. Pexomenayercs coOmronaTh rpadMKk MOHUTOpPHHra O€30MaCHOCTH B OTHOUIEHUH
nokasarene (QyHKIMM MO4YeK M TNedyeHU. Penko BO3HMKAIOT HapylIeHHs ciiyXa (CHHKEHHE
ClIyXa) U OTKJIOHEHHUS CO CTOPOHBI OpraHa 3peHus (IOMyTHEHHE XpycTalnKa), 1 PeKOMEHIyeTCs
IPOBOJUTH €XKET0JHOE HCCIeI0BaHUE JaHHBIX CUCTEM (cM. pazjen 4.4).

B cBs3u ¢ ucnonb3oBanueM Jiedepazupokca coodIanoch TakkKe 0 pa3BUTHH CEPhE3HBIX KOKHBIX

HEXKENaTeNbHbIX  peakuuii, Bkiao4das cuHapoM  CruBeHca-/[DKOHCOHA,  TOKCHUYECKHI
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cucrteMHbiMu TiposiBieHussMu (DRESS) (cum. paznen 4.4).

Tabauunoe PE3IOME HEXKENATCILHBIX PEaKIIUI

Jns ouenku yactoTel BcTpedaemocTd HP wucrmonb3oBanbl cienyromue Kputepuu (COTJIacHO
kinaccupukanun BO3 (BceMupHO# opraHuszamnuy 3apaBoOXpaHeHus)): oueHb dacto (> 1/10);
gacto (> 1/100, < 1/10); meuacto (> 1/1000, < 1/100); peaxo (> 1/10000, < 1/1000); oucHb
penko (< 1/10000); gactoTa Hen3BecTHA (HE MOXKET OBITH OTPE/IEIICHA IO UMEIOIITUMCS TaHHBIM).
B mnpepenax kaxmod wactotHoM kateropun HJIP pacnpeneneHbl B MOpsiAKE YMEHBIICHUS
Y4acTOThI BCTPEUAEMOCTH.

Tabnuua 5. HexxenatenbHble peakiny.

Hapywenus co cmoponsi kposu u aumpamuyecko cucmembl

YacToTa HEM3BECTHA: | [annuronenus’, pombonmTonenus , ycyryoienne aneMun’, HelTponenus.,

Hapywenus co cmoponst uMmMyHnHOU cucmembl

Yacro: Peakiyu runep4yBCTBUTENBHOCTH (BKIIOYAs aHA(UIIAKTHYECKUE PEAKIHH 1
AHTHOHEBPOTHYECKHI oTek)®.

Hapywenus memabonusma u numanus

YacroTa HEM3BECTHA: | MetaGonuueckuii anumos’,

Tlcuxuueckue napywenus

Heuacro: | TpeBora, HapyIIeHuUs CHa.

Hapywenus co cmoponvl nepsHoti cucmemsl

Yacro: I'onoBHast 6071b.

Heuacro: I"'onoBokpysxeHue.

Hapywenus co cmoponvl opeana 3penus

Heuacro: Karapakra, Makynonarus.

Penko: Hespur 3putenbHOro Hepaa.

Hapywenus co cmopouvl opeana ciyxa u 1adupunma

Heuacro: | I'myxora.

Hapywenus co cmoponbl 0bixamenbHOU cucmembl, Op2anos 2pyOHOU KIemKU U CPedoCmeHUs.

Heuacro: | Bosb B ropranm.

JKenyoouno-Kuueunvie HapyuleHus

YacTo: Huapest, 3amop, pBOTa, TOIIHOTA, OO0JIb B JKMBOTE, B3IyTHE IKHBOTA,
JUCTICTICHSL.

Heuacro: KenmynouHo-kumiedHsle  KPOBOTEUEHMS,  fA3Ba  JKeIydka  (BKIrouas
MHO)KECTBEHHBIE 513BBI), 13Ba JIBEHAIIATHIICPCTHON KUILIKH, TACTPHT.

Penxo: 330¢arur.

YacToTa HEeM3BECTHA: Tepdoparus xenyI09HO-KUIIEYHOTO TpakTal, ocTphii mankpeaTut!,

Hapywenus co cmoponsi neuenu u dceniesblgoosauux nymetl

Yacro: [NoBbIeHue ypoBHsI TpaHCAMHHA3.

Heuacro: l'enarur, xonenuruas.

YacToTa HEeM3BECTHA: IlevyeHo4Has HEOCTATOYHOCTH 2,

Hapywenus co cmoponsi Kodicu u nOOKOJICHbIX MKaHel

Yacro: Ceinb, 3y1.

Heuacro: Hapymenne nurMeHTanuy.

Penko: JlekapcTBeHHAs! CBHIIb C J03WHOGWIMEH W CHCTEMHBIMH MPOSIBICHISIMU
(DRESS-cunmpom).

YacToTa Heu3BecTHA: Cungpom CruseHca-JIxoHcoHal, JIeHKOIMTOKIACTHYECKMII  BaCKYJIHT!,
kpanuBHuLa'!, MynsTHdopMHas sputemal, anoneuusl,  TokcudecKuii
SNuepMabHbIA Hekpous!,

Hapywenus co cmoponsl nouexk u Mo4esblg00sauux nymetl

OdeHsb 4acTo: [ToBrlmenue KpeaTHHUHA B KPOBH.

Yacro: IIporennypus.

Heuacro: HapytuieHust co cTOpPOHBI TIOYEYHBIX KaHAIbIEB? (IPUOOPETEHHBIN CHHIPOM
®daHKOHM), TIIIOKO3YpHSI.

YacToTa HEU3BECTHA: OcTpast oveyHas HeJOCTATOYHOCTE?, TyOyIOMHTEpCTHIIMANBHBIN HedpuT!,
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Obwue napywienus u peakyuu 8 mecme 66e0eHUs

Heuacro: | IloBermeHne TCMIICPATYPHI TCJId, OTCK, OIIYIHICHUC YCTAJIOCTH.

'HexenaTensHble peaklliM, ONUCHIBAEMBIE BO BPeMs HOCTPETHCTPALMOHHOIO HpHMeHeHHsA. MHdopMmanus o HuX
MOJydeHa U3 CIIOHTAHHBIX COOOINEHUH, ST KOTOPHIX HE BCErJa BO3MOXKHO HAJEKHO OMPEICIUTh YacTOTy HWIIH
MPUYUHHO-CJICICTBEHHYIO CBS3b C BIMSHHEM JICKAPCTBEHHOTO Mpernapara.

2OtMeuanuch Taxenble (QOPMBI, CBA3aHHBIE C H3MEHEHUSAMM CO3HAHHA B KOHTEKCTE TMIIEpaMMOHEMHYECKOH
SHIIe(aIonaTHH.

OmnmncaHue OTACIBHBIX HEXKEIATSABHBIX PEaKITAM

O6 o0pa3oBaHMM >KETYHBIX KaMHEW U CBSI3aHHBIX OMIIMAPHBIX PACCTPOICTBAX COOOMIANIOCH Y
2 % mnanuentoB. O TMOBBIIICHUHM YPOBHS TpaHCAMHMHA3 TIEYEHH COOOIIAJIOCh B KadecTBE
HEXKeNaTeNbHON peakuuu y 2 % mnanuentoB. [loBblieHne ypoBHS TpaHCcaMHHA3 0Oojee 4eM B
10 pa3 BblIIe BEepXHEW TpaHUIBI HOPMBI, KOTOPOE CBHAETEIHCTBOBAJIO O TeEMaTUTE, ObLIO
HeuyacteiM (0,3 %). B TedyeHue mneproma MocTperuCTPAllMOHHOTO MPUMEHEHUs nedepasupokca
€o00mIaIoCh O MEYCHOYHOH HEJOCTATOYHOCTH, HHOTJIA CO CMEPTEIbHBIM UCXOIO0M (CM. paszien
4.4). B Teuenue neproa MOCTPETHCTPAIIMOHHOTO HAOTIOACHMS ObUIM MOyYEHBI COOOIICHHS O
CIIy4asiX MeTab0JIMYeCcKOro anuao3a. Y OOJbIIMHCTBA TAKUX MAIIMEHTOB HAOII0Janach moyeyHas
HEJOCTAaTOYHOCTh, MoYyeuHasi TyOysomnatusi (cunapoM DaHKOHU), Tuapes WIH COCTOSHUS, MPU
KOTOPBIX KHCIIOTHO-IIEIOYHON qUCOaIaHC SIBISICTCS H3BECTHBIM OCIIOKHEHHEM (CM. pasnen 4.4).
Crny4yan cepbe3HOr0 OCTPOr0 MaHKpeaTHTa HAaONIONANKUCh y MAMEHTOB 0€3 MOATBEP)KIACHHBIX
3a0oneBaHui kemyHoro my3slps. Kak W B ciaydae NMpUMEHEHHs JIPYTHX XelaTOpOB JKeJesa,
CHI)KEHHE CIIyXa M IIOMYTHEHUE XpycTaluKka (paHHssI CTaausl KaTapakThl) HAOIIOJANNCh PEAKO Y
MAIMEHTOB, IPUHUMABIITUX Jaedepa3supokc (cM. pasaei 4.4).

KnmpeHc kpeaTuHMHA TIPH ITOCTTPAHCH YIMOHHOHN IIEPETPYIKE KEITEZ0M

B perpocnektuBHOM Merta-aHanu3e 2102 B3pocnelx W JeTed ¢ P-ramaccemuen ¢
HNOCTTPAaHC(Y3MOHHON Meperpy3koil ’kene3oM, TNOJy4aBIIMX Jedepasupokc B (opme
JUCIIEPTrUPYEMBbIX Ta0JIETOK, B IBYX PAHIOMH3UPOBAHHBIX U YETHIPEX OTKPBITHIX UCCIIETOBAHUIX
IPOJOKUTEIBLHOCTBIO JI0 ISATH JIET HaOII0JalloCh CpEeJHEE CHIKEHNE KIIMPEeHCca KpeaTHHUHA Ha
13,2 % y B3pocisix (95 % JAU: ot -14,4 % mo -12,1 %; n = 935) u 9,9 % (95 % AU: ot -11,1 %
10 -8,6 %; n = 1142) y nereii B TeueHue nepBoro roja jedyeHus. Y 250 nanueHTos, 3a KOTOPbIMH
BEJIOCh HAOJIIOJICHHE B TEUeHHE J0 MATH JIeT, JalbHEHIIEero CHIKEHHs CPEeJHEro IMmoka3aTens
KJIMpeHca KpeaTHHUHA He HaOJII01a10Ch.

Kinnangeckue HCCICAOBAHUA Y TNAaIMEHTOB C CHHAPOMaMH TDaHCd)VSI/IOHHO HE3aBUCHMOM

TaJacceMuu

B uccnenoBannu mpogoKUTEIBHOCTHIO | TOJ] y MAIMEHTOB C CHUHIAPOMaMHU TpaHC()y3HMOHHO-
HE3aBUCHMOHM TajacceMUM M Meperpy3koi xKene3oM (pacTBOPHMBIC TaOJIeTKH B J103€
10 Mr/kr/cyTku) camMbIMU paclpOCTPAaHEHHBIMU HEKENaTeIbHBIMU SIBICHUSIMH, CBSI3aHHBIMU C

PUEMOM HCCIIeAyeMoro npemnapara, ositu auapes (9,1 %), cemb (9,1 %) u tomHoTa (7,3 %).
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Habmomanuck y 5,5 % u 1,8 % nanueHToB cooTBeTCTBEHHO. [10BbIIIEHHE YPOBHS TpaHCaMUHA3
Oosee, 4eM B 2 pa3a 10 CPAaBHEHUIO C MCXOJHBIM YPOBHEM, U B 5 pa3 BbILIE BEPXHEW rpaHUILIbI
HOPMBI, OBLJIO 3apeructpupoBano y 1,8 % manueHToB.

eTu
B AByX KIMHMYECKHX HMCCIEIOBAHUAX Ae(epasupoKC HE OKa3aj BIUSHHUA Ha POCT U IOJIOBOE
pa3BUTHE AETEH, IOTyUaBIIMX JIEUEHUE B T€UEHHE 110 5 JIeT (cM. paszzen 4.4).
VY nereit B Bo3pacte OT 2 A0 5 jer auapes HaOIoAanach 4alle, YeM y MOXHIIBIX HallMeHTOB.
O tyOynomnaTuu MOYEK B OCHOBHOM COOOINATOCH Yy JE€Tel M HOJIPOCTKOB C P-TajacceMuei,
noJjy4aBmux Aedepasupokc. BonbIIMHCTBO COOOIIEHNH 0 caydasx MeTaboIMYecKoro anua03a,
NOJYYCHHBIX B TMEPHOJ TIOCTPErHCTPALMOHHOTO HAOMIONEHHsI, OTHOCHJIACh K IalUeHTaM
JIETCKOI'0 BO3pacTa, y KOTOPbIX pa3BHIICS cUHAPOM DaHKOHHU.
bbutn mosydyeHsl cOOOLIEHHs O CiIydasX OCTPOro HMaHKpeaTHTa, OCOOEHHO Cpeiu MalUueHTOB
JIETCKOT'0 U MOAPOCTKOBOIO BO3pacTa.

COO6HI€HI/IG 0 ITOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coob1iaTe 0 mojo3peBaeMbIX HeKeIaTeNbHbIX PEeaKlUIX MMOCJe PerucTpaluu npenapara
C menplo oOecredyeHHus HENmPEephIBHOTO MOHHUTOPUHIA COOTHOIIGHHUS <II0JIb3a — PHCK»
JICKApCTBEHHOTO Tpernapara. MeIumHCKIM pa0OTHUKAM PEKOMEHIYeTCs COOOIIaTh O JIHOOBIX
[I0JI03PEBAEMBIX HEXKENATEIbHBIX PEAKLMSIX JIEKApCTBEHHOrO Ipenapara 4yepe3 HalMOHaJbHbIE
CUCTEMBl COOOIIEHUS O HEXeNIaTeNbHbIX pPEeaKIHUsIX TOoCylapcTB — WieHOB EBpasuiickoro
HKOHOMHYECKOTO COI03a.

Poccniickas @enepanns

®denepanbHas cinyx0a mo Haa30py B cdepe 3npaBooxpanenus (PocsnpaBuanzop)

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomanip, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B muHGOpPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:
https://www.roszdravnadzor.gov.ru

4.9. Tlepeno3dupoBka

CHMIOTOMBI

OTMeueHBl Citydau Mepeao3upoBKH JedepasupokcoM (ITPUEM B TEUCHHE HECKOJBKUX HEENb B
no3e, B 2-3 pa3a IpeBbIIIAIOIIEH peKOMEeHIyeMmylo). B omHOM H3 cilyyaeB mepeno3upoBKa
npuBelia K Pa3BUTHIO CYOKIMHHYECKOTrOo remaTtuta. [Ipu mpekpamieHuu Tepamnud IpernapaToMm
MIPOSIBJICHUS TeTMATUTa KYyMHUPOBAIMCh 0€3 pa3BUTHUS OCIOKHEHUW B OTAaJICHHOM mepuoje. [Ipu

OJTHOKPATHOM TipueMe jaedepasupokca B BUIE IUCIEPTUPYEMBIX TabieTok B m03e¢ 80 Mr/Kr
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IUIGHOYHOU O0O0OJIOUKOI) Yy MalMEeHTOB C [-TajacceMueil ¢ meperpy3koil xene3oM OTMEYeHa
Xopoluasi MepeHOCUMOCTh C Pa3BUTHUEM CJIA0OBBIPAKEHHOW TOLIHOTHI U JHMApPEU. 310pOBBIE
JOOpOBOJIBIBI  XOPOLIO MEPEHOCHSIM  OAHOKPAaTHBIA mpueMm jAedepasupokca B BUAE
JMCIIEPrupyeMbIX TabseTok B A03e 10 40 MI/KI (YTO COOTBETCTBYET J03€ nedepasupokca
28 MI/KT B BHJIE Ta0JIETOK, MOKPHITHIX TJIEHOYHOH 000JI0UKOIN).

ITpu nepeno3upoBKe BO3MOKHO Pa3BUTHE CIEAYIOLUIMX OCTPHIX CUMITOMOB: TOILIHOTA, PBOTA,
rojoBHas 00k, Auapest. OTMeueHb! Cilydau HapyleHus (pyHKIUK T0YEK U [IEYE€HH, B TOM YUCIIe
Cllydyad IOBBIIIEHUS YPOBHS I€YEHOYHBIX (DEPMEHTOB M KpeaTHMHHHA C MX IOCIEAYIOIIUM
BOCCTaHOBJICHHEM IIOCi€ OTMEHbI Tepanuu. OmuOO0YHO Ha3HAYCHHBIH OIHOKPATHBIA IMpHEM
npermapata B jo3e 90 MI/Kr TmpuBeNl K pa3BUTHIO cHHApoMa DaHKOHM C MOCIEAYIOIIIM
pa3peleHueM 10CI€ OTMEHBI TEPAIINH.

Crienuduueckoro aHTHI0Ta U1 Jedepa3upoKca He CYLIeCTBYET.

Jleuenune

I/IHIIYIII/IpOBaHI/Ie PBOTHI UJIK ITPOMBIBAHUEC KEIIYAKA, CUMIITOMATHYCCKAA TCpalu.

5.  ®APMAKOJOI'MYECKHUE CBOVMCTBA

5.1. dapmakoanHaMH4yecKHe CBOWHCTBA

®apMakoTepaneBTUyYeCKas TIpylma: M[poune JiedeOHble CpEACTBA; IKEJIE30CBA3BIBAIOIINE
CpeiCTBa.

Kox ATX: VO3ACO03

Mexanusm ngeiicTBus

Hedepazupokc sSBISIETCS KOMILIEKCOOOPa3yIOIMUM TPOWHBIM JIMTAHJOM JJisi TIpUeMa BHYTb,
oOnamaromuM BBICOKUM cpoicTBoM Kk xkenedy (III) u cBsa3piBaromuM ero B cooTHomieHUH 2:1.
Jedepa3upokc yCHUIMBAET OKCKPELHUIO Kelle3a, MPEUMYIIECTBEHHO Yepe3 KHUIICYHHK.
Hedepazupokc 005aaeT HU3KUM CPOJCTBOM K IIMHKY U MEAM M HE BBI3BIBAET CTOMKOTO
CHMIXCHUA COACPKAHUA OTUX METAJIJIOB B CBIBOPOTKE KPOBHU.

dapmakogngamuyeckue 3P HeKToI

B wuccnemoBanmm oOMeHa Jkenme3a |y  B3pOCIBIX TMAIMEHTOB C  [-Tamaccemuend ¢
MOCTTPAHC(PY3HOHHOM TEPETPY3KOM KEIe30M MpHU MPUMEHEHUH nedepa3upokca B CYTOUHBIX
no3ax 10 mr/kr, 20 mr/kr u 40 Mr/kr (B BUI€ UCTIEPIUPYEMbIX TaOJIETOK) cpeaHss 3ppeKTuBHas
IKCKperus xkene3a coctaBisuia B cpennem 0,119 mr Fe/kr, 0,329 mr Fe/kr u 0,445 mr Fe/kr

MacCChI TCJIa B CYTKU COOTBCTCTBCHHO.
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Kimmanueckast 3 (heKTHBHOCTB M 6€30IIaCHOCTD (NOCNEQOBATENEHOCTE 0003)

HccnenoBanust KIMHUYECKOH O€30MaCHOCTH MPOBOAMIHMCH s jAedepasupokca B (opme
JCTIEPTUPYEMBbIX TaOIETOK.

DddekTsl nedepazupokca uccienoBann y 411 B3pociabix manueHToB (B Bo3pacTe > 16 yer u
crapme) u 292 ngereit (B Bo3pacte OT 2 10 16 JeT) ¢ XpOHUYECKOH IMEpPEerpy3Koi >Keae3oM
BCJIC/ICTBUE TIEpeNUBaHUN KpoBH. 52 pebeHka Obutn B Bo3zpacte OT 2 70 5 yieT. OCHOBHBIMU
3a00neBaHUAMHU, TPEOOBAaBUIMMHU TI€PETUBAHHUS KPOBH, ObUIM [-TajacceMusi, CEpPHOBUIHO-
KJIETOYHAs! aHEeMUs U JAPYyrue BPOXKJIEHHBIE M IPHUOOPETEHHBIE aHEMHUH (MHEIOAUCIIIIAaCTUYECKUE
cuHApoMmbl, cuHapoMm [laiimonna-briekdena, amnactuueckas aHeMusi U JPyrUe OUYEHb pEIKUe
AHEMUH).

ExxemneBHoe mnpumMeHeHue nedepasupokca B jgo3zax 20 wmr/kr u 30 wMr/kr B BUIE
JTUCTIEPTUPYEeMbIX TabJIETOK B T€YEHHE OAHOIO rojia Y B3POCIBIX U JIeTell ¢ -Tamaccemueil Ha
dboHe nmpoaopKaOIUXCsl TeMOTpaHCchy3uil MPUBOIUIO K YMEHBIIECHHUIO 3aI1acoB OOIIEro xKees3a
B opranusme; cojaepxanue xene3a B nedeHu (CXKII) cHmkamoch B CpeIHEM COOTBETCTBEHHO
noutn Ha 0,4 mr Fe/r u 8,9 mr Fe/r cyxoro BemiectBa me4yeHu, KOHLIEHTpaIus (eppuTrHa B
CBIBOPOTKE KPOBU YMEHBIIANIACH B CPEeIHEM MOYTH Ha 36 MKI/1 1 926 MKI/I1 COOTBETCTBEHHO.
[Tpu npuMeHeHuu mpemnapaTa B TeX )K€ J103aX COOTHOILIEHUE IKCKPEIUH Kelle3a K MOCTYIUICHUIO
kKeymesa B opranm3Mm coctaBisuio 1,02 (d4ro sBIsSeTCs TOKa3aTelieM HOpMalbHOro OaiaHca
kene3za) u 1,67 (ITO COOTBETCTBYET NOBBIIMICHHOMY BBIBEICHHIO JKEJi€3a W3 OpraHu3Ma).
[TonoOHbIN TepameBTUYECKUI OTBET HaOMIOAaics NpU NpUMEHEHHH Jedepasupokca y
NAIMEeHTOB C MEPerpy3Koi *Kele30M U MpH Ipyrux Tunax anemuil. [Ipumenenue nedepasupokca
B CcyToyHOM 03¢ 10 Mr/kr B BHJAE JUCHEPrUPYyEMbIX TaOJETOK B TEUEHHE OJHOTO roja
no3BoJsuio mojaepxkuBath B Hopme CXKII, koHmeHTpanuio (eppuTHHA B CHIBOPOTKE KPOBH U
CIOCOOCTBOBAJIO JIOCTHIXKEHHIO OajaHca kene3a (paBHOBECHUS MEXAY TIOCTYIUIEHUEM U
BBIBEJICHHEM JKejle3a) y MalMEeHTOB, PEIKO MOJy4aroIluX TeMOTpaHC(hy3uH WIM OOMEHHbIE
nepenuBaHus KpoBU. [10CKOBKY KOHIIEHTpaIHs (peppuTHHA B CBIBOPOTKE KPOBH, OIIpeeIsieMast
exemecsiaHo, oTpaxkana m3menenus: CXKII, nnHamuka KoHIeHTpanuu (eppuTHHA B CHIBOPOTKE
KPOBU MOXXET SIBISATbCA KpUTEpUeM i OLEeHKH 3(pdexkTuBHOCTH Tepanuu. OrpaHUYeHHbIE
KJIMHUYEeCKHEe JJaHHbIe (29 MalueHTOB ¢ HOpMalbHOM (QyHKIMEH cep/iia B UCXOAHOM COCTOSTHUM)
¢ npumeHenreM MPT nokasbiBatoT, uTo jeueHue aedepasupokcom B go3e 10-30 mr/kr/neHs (B
dbopme mucTieprupyeMbIX TabJIeTOK) B TeUeHHE | TO1a MOKET TaKKe CHIDKATh YPOBEHb JKele3a B
cepaue (B cpennem MPT T2* yBenumuuaercs ¢ 18,3 10 23,0 mcek).

OCHOBHOI aHalu3 B OMNOPHOM CPAaBHUTEIBHOM HCCIIEAOBAaHMHM C y4yacTheM 586 MalueHTOB,
cTpamarommx [-tamaccemMuein W TpaHChY3UOHHON TIEperpy3KOW >Kee3a, HE TMOATBEPAMI

MIPEANOIOKEHHE O TOM, 4TO Jedepasupokc B popMe NUCTIEPTUPYEMBIX TaOJIETOK 00JagacT He
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

IPOBEIEHHOIO B XOJI¢ JIAHHOTO MCCJENOBAaHUS, CBUIACTEIBCTBYIOT O TOM, YTO B IOATPYIIIE
NAIMEeHTOB C IMOKa3aTeNIMU KOHIEHTPAlMU jKene3a B medeHu > 7 mr Fe/r cyxoro BemiecTsa,
MPUHUMABIINX Aehepa3upokc B popMe aucreprupyemMbix TadneTok (B qo3ax 20 u 30 mMr/kr) uiu
nedepoxkcamuH (B go3ax oT 35 mo > 50 Mr/kr), ObUIM JOCTUTHYTHI KPUTEPHUU HE MCHBIICH
apdexTuBHOCTH. OFHAKO B MOATPYIIE MAIMEHTOB C IMOKA3aTeIsIMU KOHIIEHTPALMHU JKeje3a B
neuenu < 7 mr Fe/r cyxoro BemecTBa, MpUHUMABIINX J1eepasupokc B popMe AUCIIEPTHPYEMbIX
tabnetok (B mo3ax 5 u 10 mr/kr) unu nedepokcamus (B go3ax oT 20 g0 35 MI/Kr), HE MEHbIIIAS
s¢dexTBHOCT, HE ObUIa yCTaHOBJEHA BBUAY AucOanaHca MeXAy J03aMHU JBYX XeJIaTOpOB
xKene3a. BelmeonucanHplii aucOamaHc BO3HHMK B CBSI3M C TEM, 4YTO MAIMEHTHl B TPYIIE
npuMeHeHHs eepoKcaMHHa MOTJIM IMPUHUMATH MPernapar B TeX K€ J103aX, B KOTOPBIX OHU €ro
OPUHUMATU 10 BKJIIOYEHHUS B HCCIEIOBAHHE, Ja)Xe eCIM HMX J03a MpeBblala TaKOBYIO,
YKa3aHHYI0 B IIPOTOKOJIE HCCIeNOoBaHUS. B 3TOM OMOpHOM HCCIeIOBaHUU MPHUHSIA Y4acTue
56 mammeHTOB B BO3pacte n0 6 yer, 28 W3 KOTOpBIX Nodydanu aedepasupokc B (opme
JMCTIEPTUPYEMBIX TaOIETOK.

Pe3ynbrarhl JOKJIMHUYECKUX U KIMHUYECKHX HCCIEAOBAHUN CBHUAETEIHCTBOBAIU O TOM, YTO
nedepasupokc B (opMe TUCHEPTUPYEMBIX TaOIETOK MOXKET OBITh TaKUM K€ aKTHUBHBIM, Kak
nedepoKcaMuH, TMPH HCIONB30BaHUHM 103 B cooTHomenun 2:1 (T.e. mo3a nmedepasmpokca B
dbopMe AHMCIEPTHPYEMBIX TaOJIETOK COCTaBISET TOJOBHHY 03Bl jaedepokcamuHa). MoKHO
paccMOTpeTh BO3MOXKHOCTH NpuUMeHeHus naedepasupokca B (opme TaONETOK, MOKPHITHIX
IUIEHOYHON 000JIOYKOM, B 032X, B YMCICHHOM OTHOIIEHHUHU B 3 pa3a MPEBBIMIAIONINX TaKOBYIO
nedepokcaMuHa, Tak Kak no3a naedepasupokca B (opme TabIETOK, MOKPHITHIX TUICHOYHOM
000JI0YKOM, COCTABJISIET OJHY TPETh OT J03bl AedepokcamuHa. OgHAKO 3Ty PEKOMEHIAIHIO B
OTHOILIEHHUH JO3UPOBKH HE OIIEHUBAJIM MTPOCIEKTUBHO B paMKaX KIMHUYECKUX HCCIIeI0BaHUM.
Kpome Toro, y nmaneHToB ¢ KOHIIEHTpauuei xene3a B neyeHu > 7 Mr Fe/kr (cyxoro BeriecTsa) ¢
pasHBIMH pEIKUMH BHJAMH AaHEMHUH WJIH CEPIIOBUAHO-KICTOYHOW aHEeMHEH NpUMEHEHNE
nedepasupokca B (opme aucrieprupyemMbix TabimeTtok B go3e g0 20-30 MI/Kr BBI3bIBAIH
CHIDKEHHME KOHILIEHTPAIMH )KeJle3a B IeYeHU U YPOBHS (peppUTHHA B CBIBOPOTKE, COMOCTAaBUMBbIE
CO CHIDKEHHMEM JAaHHBIX ITOKa3aTesel y MallueHToB C -TajacceMueil.

Cpeau 225 nanMeHTOB € MHUEIOJUCIUIACTUYECKUM CHHIPOMOM (HU3KUI/CpeTHUN YpOBEHBb
pUCKa) M TOCTTpaHCHY3MOHHON Teperpy3skod jkeine3oM ObUIO TMPOBEACHO Iulaiebo-
KOHTPOJHMPYEMOE PAaHJOMU3UPOBAHHOE HCCieloBaHUEe. Pe3ynbTaThl 3TOTO  HCCIIENOBAaHUS
MO3BOJISIIOT MPEANONI0XKNUTE, YTO Je(epa3supoKC OKas3bIBaeT IOJOXKHUTEIbHOE BIHMSIHHUE Ha
OeccoObiTuiiHyt0 BbDKUBaeMocTh (EFS, kxomOuHMpoBaHHasi KOHEYHash TOYKa, BKIIOYAs

3a00J1eBaHUs CepAlla WK MIeYeHU 0€3 CMEPTEJIBHOIO NCX0/a) U YPOBEHb (DEPPUTHHA CHIBOPOTKH.
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[Tpoduns 6€30MacHOCTH COOTBETCTBOBAIT MPEIBIYIIIIM '&Eﬁeﬂgﬂ; g%ﬁc—ng&naunemos

C MUEJIOAUCIIIIACTUYECKUM CUHAPOMOM.
B o0cepBalimoHHOM HCCIIEIOBAaHUY UIUTEIBLHOCTBIO 5 JIET, B KOTOPOM 267 neTeil B BO3pacTe OT
2 10 < 6 ner (Ha MOMEHT BKJIIOYEHHs B HCCIEIOBaHHUE) C TPaHC(HY3MOHHBIM I'€MOCHIEPO30M
nojay4yanu Jedepa3supokc, He OTMEYaloch KIMHMYECKH 3HAYMMBIX pa3iuuuil B mpoduie
0€30MacHOCTH W TEPEHOCUMOCTH Jaedepazupokca y neTel B Bo3pacte oT 2 10 < 6 IeT B
CpPaBHCHHMH C OOIIEH MOmyasiuell B3pOCIBIX MMAlMEHTOB W JIETEH, BKJIIOYAs TOBBIMICHUS
KpeaTUHUHA CBIBOPOTKM > 33 % U BbIIE BEpXHEW TIpaHMULbl HOPMBI Ipu 2 U Oojee
nocjenoBarenbHbIX onpeneneHusx (3,1 %) u yBenuueHue ypoBHs aJlaHMHaAMHUHOTpaHcdepasbl
(AJIT) ¢ mpeBbIllIeHUEM BEpXHEH TpaHUIBI HOpPMEI Oosiee yeM B 5 pa3 (4,3 %). Enunuunbie
snerns nosbimeHuss AJIT u acnmapratamuuotpancdepassl ormedanuch y 20,0 % u 8,3 %
NAalMEHTOB COOTBETCTBEHHO U3 145 nanueHToB, 3aBepIIMBIINX UCCIIEI0BaHHE.

B xone uccnenoBanus, NpoBEJEHHOTO Ul OLIEHKU Oe30macHOCTU Aedepa3upokca B TableTKax,
HOKPBITBIX IUIEHOYHON 000JI0UKOMH, U B TUCHIEPTrUPYyEMbIX TabaeTKax, 173 B3pocCibIX MalnueHTa u
pebenka ¢ TpaHc(y3MOHHO 3aBHCUMOW TalacCeMHEW WIIM MHUENIOIUCIUIACTUYECKIM CHHAPOMOM
HoJy4yanu JiedueHue B TedeHue 24 Henenb. IIpodunm GezomacHOCTH TabJETOK, MOKPBITHIX
IUIEHOYHON 000JI0YKON, M JUCTIEPTUPYEMbIX TabJIETOK ObUIM COOCTaBUMBIMH.

VY nauuMeHToB ¢ TpaHC(Y3MOHHO HE3ABUCUMBIMU CHHJIPOMAaMHU TaJlaACCEMHHM U IEperpy3Kon
KeNe3oM JiedeHue nedepasupokcoM B (opme AmcreprupyeMbix TaOleTOK OLEHHBAJIOCH B
OJIHOJIETHEM PaHIOMHU3UPOBAHHOM JIBOMHOM CJIEHIOM ILIaLe00-KOHTPOIUPYEMOM HCCIIEAOBAHUH.
B xone maHHOro MccienoBaHUs CpaBHUBAIU 3(P(PEKTUBHOCTD ABYX Pa3HBIX PEKUMOB JICUECHUS
nedepazupokcoM B (popme aucneprupyemMbix TabaeTok (HadaiubHbIE 10361 5 U 10 Mr/Kr/cyTKH,
1o 55 ManMeHToB B KaXKAOW IpyMIie JIEYeHHsI) U COOTBETCTBYOIIEro manedo (56 nauuenton). B
uccieioBaHue Obulo BKIIOUEHO 145 B3pocabix nanmueHToB U 21 pedeHok. OCHOBHBIM
napameTpoM 3¢ (HEeKTUBHOCTH ObUIO U3MEHEHNE KOHIIEHTPALIUH JKejle3a B IeUeHH 0 CPABHEHUIO
C MCXOJHBIM ypoBHeM mocie 12 mecsneB jedeHus. OJHUM U3 JTONOJTHUTEIbHBIX MapaMeTpoB
3¢ (HEeKTUBHOCTH OBLIIO U3MEHEHHE YPOBHSI (PEPPUTHHA B CHIBOPOTKE KPOBHU C UCXOJHOTO YPOBHS
710 4eTBepToro kpaprana. [Ipumenenue nedepazupokca B popMe TUCIEPTUPYEMBIX TAOJIETOK B
HavanbHOM 03¢ 10 MI/KI/CyTKM NPHUBOJWIO K CHIDKEHHIO OOIIEro cojepKaHHs jkene3a B
opranusMme. B cpenHem, KoHIEHTpalus skene3a B nedyeHu cHmkanach Ha 3,80 mr Fe/r cyxoro
BEleCTBa Yy MAlleHTOB, MPUHUMABLINX Jedepa3supoKkc B popMe AUCTIEPTUPYEMBIX TabIETOK (B
HavanbHOU no3e 10 Mr/kr/cytku) u noBsicuiach Ha 0,38 mr Fe/r cyxoro BemiecTBa y MaueHTOB,
npunuMaBInux 1ianedo (p < 0,001). B cpeanem, ypoBeHb (eppUTHHA B CHIBOPOTKE KPOBU

cHu3uics Ha 222,0 MI/n y nalueHToB, IPUHUMABIINX Aepepasupokc B (hopMe TUCTIEPrUPyEeMbIX
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npuHUMaBIIUX rmiamnedo (p < 0,001).

5.2. d®apMakOKHHeTHYeCKHE CBOWCTBA

TabyeTku, TIOKPBITHIC IJICHOYHOW  OOOJIOYKOHM, SBISIOTCA  JIGKQPCTBEHHOW  (hopMoid
nedepasupokca ¢ Oonblieil OMOJOCTYNHOCTBIO IO CpaBHEHHIO ¢ JedepasupoKcoM B
JeKapcTBeHHOU (hopme nucneprupyembie Tabnerku. Jledepasupokc B ngo3upoBke 360 mMr B
¢dopme TabIEeTOK, MOKPHITHIX MJICHOYHOW 000JI0YKOM, SKBUBAJICHTEH JI03UPOBKE Jedepazupokca
500 mr B hopme aucneprupyembix Tadsetok B oTHomeHnn AUC, onpeaensemoii Hatomak. Cmax
yBenanumBaigace Ha 30 % (90 % JU: 20,3 % — 40,0 %), ogHAKO KIMHHYECKH 3HAYMMBIX
3¢ PEeKTOB BBISIBIEHO HE OBLIO.

AOGcopouus

Hedepazupokc B BUE TUCHEPTUPYEMBIX TaOJIETOK XOPOIIO BCACHIBAETCS MOCIE MTpHeMa BHYTPb,
cpenHee BpeMs JOCTH)KEHHUS MAaKCHUMAalIbHOM KOHIIEHTpAIMH B IUIa3Me KPOBH (tmax) COCTaBIISET
okoino 1,54 4. AbGcomortHas OuomoctymHocte 1o AUC nmedepasmpokca B BHIE
JCTIEPTUPYEMBIX TaOJIETOK IMpHU TPUEME BHYTPh COCTaBisieT okojio 70 % MO CpaBHEHHIO C
BHYTPUBEHHBIM BBeJCHHEM. AOCOIIOTHAs OMOIOCTYMHOCTH Aedepa3upokca B BHAE TaOJETOK,
MOKPBITHIX TUIEHOYHOH 000J04YKOl, HE W3ydanack. buomoctymHocTh nedepasupokca B BUIE
TabJIETOK, TOKPBITHIX TUNIEHOYHON 000JI04YKOM, BhIme HAa 36 % 10 CpaBHEHHIO C JedepazsupoKCcoM
B BUJIC AUCIIEPTHPYEMBIX Ta0JIETOK.

[Tpu mpumenenuu nedepaszupokca, TabOIETKH, MOKPHIThIE TICHOYHONH O0O0JOYKOH, Y 30pOBBIX
JOOPOBOJIBIIEB HATOIIAK BMECTE C MUIIEH C HU3KUM COJEpKAHUEM KUPOB (COJepKaHHUE )KUPOB
< 10 % xanopwuii), AUC u Cmax He3HAUUTEIIBHO CHIKATUCH (Ha 11 % m 16 %, COOTBETCTBEHHO);
C TIUIICH C BBICOKMM COJIEpyKaHUEM KHUPOB (comepikanue kupoB > 50 % kamopuii), AUC 1 Cmax
Bo3pactanu (Ha 18 % u 29 %, coorBeTcTBEHHO). DPPeKT noBbImeHUsT Cmax BCIEACTBUE CMEHBI
JIeKapCTBEHHOH (hOpMBI U IPUMEHEHUS C MUILEH, CoAeprKallel BBICOKHI MPOLIEHT KHUpa, MOXKET
CyMMHpOBAThCsl, MOATOMYy mpemnapar Jledesup cieayeT NpUMEHSTh HATOIIAK MM C JIETKOU
105011(S78

Pacnpenenenue

Jedepa3upokc B BBHICOKOM CTENEHM CBS3bIBaeTCS ¢ OenkaMu miuasMmbl kKpoBu (99 %), mourtu
HCKIIIOUUTENIEHO C aJbOYMHWHOM; HWMEET HEOOJIBIION KaKYIIMICS OOBEM paclpeseieHus] —
MPUOIM3UTENBHO 14 71y B3pOCTBIX.

Buorpancdopmarnus

['maBHBIM TyTeM MeTabonu3Ma aedepasupoKkca SBISETCS TIIIOKYPOHHPOBAHHUE C MOCIEAYIOIIEH
sKcKpenuen ¢ xemubto. Jledepasupokc moaBepraercs SHTEPOreNnaTUUYECKOW pPEeUUPKYIIALNH.

[TpoucxoauT AeKOHBIOTAIUs [NIIOKYPOHATOB B KMILIEYHHUKE U MOCIEayolas ux peabcopOuus. ¥
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3I0POBBIX  JTOOPOBOJIBIEB, TIOJYYaBIINX K necmpe{m:—%gé“g)ﬁw&m:ﬂ{&ﬂ L :ﬂ:b-:ﬂeMa

nedepazupokca, AUC nedepasupokca cHmkanach Ha 45 %.

Hedepazupokc moaBepraeTcsi TIIIOKYPOHHPOBAHHUIO TIaBHBIM oOpazoM ¢ momoripio UGTIAL
(YI'T cemeiictBa 1, mommunentua Al) u B menbmei creneHn — UGT1A3 (YI'T cemeiictBa 1,
noaunentua A3). In vitro He Habmoganoch MHrHOMpOBaHHMS MeTabonm3Mma aedepasupokca
THJIPOKCUKApOaMUIOM.

DJIMMHUHALMS

Jledepasupokc U €ro MeTabOIMTHI BBIBOAATCSA IPEUMYIICCTBEHHO uepe3 kuinednuk (84 %
no3bl). [loueunast sxckperus aedepasupokca U ero MeradoauToB MUHUMaibHA (8 % 103bI).
Cpennuii nepuon nonyssiBeaenus (T12) Bappupyet ot 8 1o 16 4. B skckpennu nedepasupokca
C J)KeT4bi0 y4acTBYIOT TpancnopTHeie 0enkn MRP2 1 MXR (BCRP).

JIn"elHoCTh (HEIUMHENHOCTS)

Cmax 1 AUCo 244 Jedepazupokca yBEIMUUBAIOTCS NMPUOIM3UTEIBHO JIMHEMHO C MOBBILICHUEM
JI03bI B PABHOBECHOM COCTOSTHHH. [Ipn MHOTOKpAaTHOM BBEJACHUU SKCIIO3UIIHS YBEIHMUMUBACTCS C
ko3 unmenTom kymysinuu 1,3-2,3.

Oco0ble rpynnbl NalueHTOB

Iemu

OO6mast 6MoOCTYTHOCT Aedepasupokrca y moapoctkoB (ot 12 mo < 17 ner) u aereit (ot 2 10

< 12 ner) mocie OJHOKPATHOTO W MHOTOKPAaTHOTO NPUEMOB ObUIa HUXKE, Y€M Yy B3POCIBIX
nalnuveHToB. Y nerell miuanuie 6 et OuoxocTynHocTh Hke Ha 50 %, 4eM y B3poCibIX, OJJHAKO
3TO HE HMEET KIMHUYECKOIO 3HAY€HHUs, IIOCKOJIBKY PEXHUM JO3UPOBaHUs Ipernapara
YCTaHABIMBAIOT UHIUBUAYAJIBHO.

Ilon

VY KeHIUH KaXyIIUics KIUpeHe aedepasupokca ymMepeHHo Hike (Ha 17,5 %), ueM y MyK4uuH.
[TockonpKy [O3MpPOBAaHHME KOPPEKTUPYETCS HHIUBUAYAIbHO B 3aBUCUMOCTH OT OTBETA,
0KHUJAETCSI, YTO 3TO HE JIOJKHO UMETh KIMHUYECKUX MOCIEICTBUM.

Jluya noorcunoeo eospacma (= 65 1em)

dapmakoKHHETHKA e epa3upoKca y MaleHTOB B BO3pacTe > 65 JIeT He n3ydeHa.

Hapywenue ¢ynxkyuu nouex unu neuenu

VY nmanueHToB ¢ HapylIeHUsMU (YHKIMH NoYeK papMaKOKHMHETHKa Jedepa3upokca He U3ydeHa.
[ToBbilIeHHE YpPOBHS TpaHCaMUHA3 MEUYEHU JO S5-KpaTHOTO MPEBBIINIEHHS BEpXHEH TIpaHUIIbI
HOPMBI HE BIHSUIIO HA JapMaKOKHMHETUKY Jedepazupokca.

B xoxe KIMHMYECKMX HMCCIEJOBAHUN C UCIOJIBb30BaHUEM OJIHOKPATHBIX 103 Aedepasupoxca B
dopme naucneprupyeMbix TabneTok 20 MI/KT cpeqHsis BeIMYMHA OSKCHO3UIMM Ipernapara

MOBBICHIIACh Ha 16 % y ManueHToB C HE3HAUNTEIBLHBIM HapylieHueM (yHKIUU nedeHu (kimacc A
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neyeHu (knacc B mo knmaccudukanuu Yaina-I1p10) OTHOCHTENBHO TOKa3aTeNel MaIleHTOB C
HOpMalnbHOW (yHKIMEH TiedeHH. Y TAUEHTOB C HE3HAYUTENBHBIM WJIH YMEPEHHBIM
HapylieHneM (QyHKIUU TieyeHu cpeaHee 3HaueHne Cmax Jedepa3upokca NoBbICHIOCH Ha 22 %. Y
OJIHOTO TMalMeHTa C TSKENIbIM HapylieHueM QyHkiuu nedeHu (kiacc C mo kiaccupukaluu

Yainna-I1p10) BemMurHa SKCMO3UIMU TIpenapara noBeicuiiach B 2,8 pasza (cM. pasnensl 4.2 u 4.4).

6. ®APMALIEBTUYECKUE CBOMCTBA
6.1. IlepeyeHb BcmoMoraTejbHBIX BelIECTB

Jedesup, 90 mr, 180 mr, 360 Mr, TaGaeTKU, NOKPHITHIE IJIEHOYHOU 000JI0UYKOMI

[emmromn03a MEKPOKPUCTAILTHIECKAS

Komnosunon

Hatpus kpockapmesuiosa

Hatpus creapundymapar

[Tonokcamep 188

Komnosuyus ons obonouxu:

[ToMMBUHUIIOBBINA CITUPT

Turana quoxcun (E171)

Maxporoun 3350

Tanbk

6.2. HecoBmecTUMOCTH

He npumennmo.

6.3. Cpok rognocTu (CpoK XpaHeHuUs )

2 roja.

6.4. OcoOble Mepbl MPeI0CTOPOKHOCTH PH XPAHEHUH

[Tpu Temneparype He Boime 30 °C.

6.5. XapakTep u coaep:kaHHe MEPBUYHOI YIAKOBKH

[To 10 TabmeTok, MOKPBHITHIX IUICHOYHON O0OO0JOYKOW, B KOHTYPHYIO SYEUKOBYIO YIAKOBKY,
COCTOSIIIYI0 U3 TUIEHKHU TMOJHMBUHWIXJIOPU/ TOTUBUHUIHACHXIOPU U (DONBIU altOMHUHHUEBON
MEeYaTHOW JJAKUPOBAHHOM.

ITo 2, 3, 4 unu 9 KOHTYPHBIX TYEUKOBBIX YITAKOBOK BMECTE C JIMCTKOM-BKJIQJIBIIIIEM ITOMEIIAIOT B
MavYKy KapTOHHYIO.

Ha PBIHKEC MOT'YT OBITH MMpEACTaBJICHBI HC BCC 00BEMBI YIIaKOBOK.
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MQCHENOBATENEHOC TE 0003
6.6. OcoOble Mepbl MNPEIOCTOPOKHOCT npu 1 vanehmr“ CIOIL30BAHHOIO

JICKAPCTBCHHOI'0 mpemapara ujan 0TxXoa0B, MOJYYCHHBIX IOC/JI€ NPUMECHCHUA IpenapaTta u
APyYrue€ MaHuMnyJsiiuu ¢ nmpemnaparomMm

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7.  JEPXATEJIb PETUCTPAIHUMOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanys

000 «M3Bapuno Papmar

Anpec: 108817, r. MockBa, km BHyKkoBckoe mocce 5-i (1. BHykoBckoe), asia. 1, ctp. 1
Tenedon: +7 (495) 232-56-55

dakc: +7 (495) 232-56-54

OnekrponHas moura: info@izvarino-pharma.ru

7.1. TlpencraBuTe/ib JAep:KaTessi perucTPAllMOHHOIO YI0CTOBEPEHH s

[Iperen3un norpedbuTENEH HAIPABIATE 110 aIPECY:

Poccniickas @enepanys

000 «M3Bapuno dapmar

Anpec: 108817, r. MockBa, kM BHykoBcKkoe mocce 5-if (. BuykoBckoe), nna. 1, ctp. 1
Tenedon: +7 (495) 232-56-55

daxkc: +7 (495) 232-56-54

Onekrponnas modra: info@izvarino-pharma.ru

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUSA

9. JATA NEPBUYHOM PETUCTPAIIUA (MOATBEPXKIEHUS PETUCTPAILIMN,
HNEPEPEI'MCTPALINN)

[lata nmepBoii peructpanuu:

10. JATA NEPECMOTPA TEKCTA

OO6mmas xapakTepuCTHKa JIeKapcTBEHHOro mnpenapaTa Jlede3up nocrtynHa Ha HHGOPMAIMOHHOM
noptane EBpazuiickoro 3KOHOMHYECKOTO CO103a B MH(OPMAIIMOHHO-KOMMYHHKAIIMOHHON CETH

«uTepuet» http://eec.eaeunion.org.
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