COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 20.11.2024 N= 25609

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFOTIPERAPATA 1002

v JlaHHbBIN JIEeKapCTBEHHBIM IpenapaTr MOJUIEKUT JONOJHUTEIIBHOMY MOHMTOPHUHIY. ITO
MO3BOJHUT OBICTPO BBISIBUTH HOBYIO HH(pOpManuio mo Oe3onmacHocTd. Mbl oOpamaemcs K
pabOTHHKAM CHCTEMBI 3PaBOOXPAaHEHHsI C MPOCKOOI cooOmaTh O JFOOBIX IT003PEBAEMBIX
HE)KeNaTelNbHBIX peakiuax. [lopsmgok cooOIeHns 0 HeKeNaTeNbHBIX PEaKIHsIX HPEICTaBICH B

paznene 4.8.

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Hedepaszupoke Ik, 90 Mr, TaGIETKH, TOKPHITHIE TNIEHOYHOM 000JI0YKOM
Hedepaszupoke Ik, 180 mr, TabieTku, MOKPHITHIC MJIEHOYHONH 0007I0YKOH

Hedepazupoke Ik, 360 mr, TabiieTKH, MOKPHITHIC IIJIEHOYHONH 000T0YKON

2. KAUECTBEHHBIN U KOJITMYECTBEHHBIN COCTAB
JeiicTBytoliee BemecTBo: Aedepasupoxc.

Jledepasupokc [k, 90 mMr, TaOJIETKH, IIOKPLITHIE INIEHOYHON 000JI0YKOH

Kaxxnast Tabierka, moKpbITast INICHOYHOH 000J109K0H, comepxuT 90 mr nedepasupokca.
BcnomorarenbHnie BCIICCTBA, HAJIMYUC KOTOPBLIX HAAO YUUTBIBATH B COCTABEC JICKAPCTBCHHOI'O
mpernapara: JakTo3bl MOHOTHAPAT, HaTpuil (cM. pazaen 4.4).

Jledepaszupokc [k, 180 Mr, TabJIETKH, MOKPLITHIE ILIEHOYHOM 000JI0YKON

Kaxxnas tabnerka, mOKpbITas MIEHOYHOU 0007109KOH, conepxkuT 180 mMr nedepasupoxca.
BcnomorarenbHnie BCIICCTBA, HAJIMYUC KOTOPBLIX HAAO YUUTBIBATH B COCTABE JICKAPCTBCHHOI'O
mpernapara: JakTo3bl MOHOTHAPAT, HaTpuil (cM. pazaen 4.4).

Jedepaszupoxkc Ik, 360 Mr, TaOJIETKH, MOKPLITHIE INIEHOYHON 000JI0YKOHU

Kaxxnas tabnerka, mOKpbITas MIEHOYHONU 0007109KOH, conepkuT 360 mMr nedepasupoxca.
BcnomorarenbHnie BCIICCTBA, HAJIMYUC KOTOPBLIX HAAO YUUTBIBATH B COCTABE JICKAPCTBCHHOI'O
mpernaparta: JakTo3bl MOHOTHAPAT, HATpUil (cM. pazaen 4.4).

ITonHpIit MEPCUCHb BCIIOMOTaTCIIbHBIX BCIHICCTB IPUBCACH B pa3JCiic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, MOKPHITHIE MIIEHOYHOU 0007104YKOM

Jledepaszupokc Ik, 90 mr, TabJIETKH, TOKPLITHIE INIEHOYHON 000JIOYKOM

CBetno-rony0Obie OBAJIbHBIC JBOSKOBBIMYKIIBIE TaOJETKH, TOKPHIThIE IUICHOYHON OOOIOYKOH,
TJIJIKKE C 00EHX CTOPOH.

Jledepaszupoxc [k, 180 mr, TabJIETKH, MOKPLITHIE INLIEHOYHONH 000I0YKON
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00€eHx CTOPOH.

Jledepaszupokc Ik, 360 Mr, TabJIETKU, HOKPHITHIE ILICHOYHOM 00010YKON

TCMHO'FOJ'IY6I>IC OBAJIbHBIC OBOSAKOBBIITYKJIBIC Ta6J'IeTKI/I, IIOKPLBITEIC IJICHOYHOM 060.]'[0‘11(0171,

TJIaaKue € obenx CTOpPOH.

4. KINMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

IIpenapar [dedepazupokc [[x mokazan ajst JeUCHUS:

*  XpoHHUYECKOH MOCTTpaHCHY3UOHHOM MEPETPY3KH KEIEe30M Y B3POCIbIX U JETei B BO3pacTe
2 JIeT U cTapie.

*  XpOoHHMUYECKOM HeTpaHC(Y3UOHHON MEPEerpy3KH >KEJIe30M Y MAIMEHTOB C TajacCeMHUEll B
Bo3pacte 10 jeT u crapiie.

4.2. Pe:kuMm 103MPOBAHUSA U CIOCO0 MPUMEHEHUSI

Tepanuro npenaparom Jledepasupokc [k nomkeH IpOBOIUTH Bpad, UMEIOIIUIN OMBIT JICUCHUS

XPOHUYECKON MOCTTPAaHCPY3MOHHOM MEPErpy3Ku KeJle30M, TOIbKO MOCIE OLEHKH BO3MOKHOIO

PHCKa U MOJb3bI XEJIATOPHOM TeparuH.

PexxuM 103upOoBaHus

Xponuueckas nocmmpancgy3uoHHas nepecpy3Ka Heene3om

Tepanuto mnpenaparom Jlepepasupokc [k pekoMeHayeTcs HayMHaTh IHocjie TpaHchy3uu
npubsmzutensHo 20 enunull (0kosio 100 Mi1/KT) 3pUTPOLIUTHOM Macchl U 6osiee, WK PH HATMYUN
KJIMHUYECKHX JAaHHBIX, CBUJETEIbCTBYIOIIUX O PA3BUTUH XPOHUYECKOH MEpPErpy3KH >Kele3oM
(Hampumep, NpU KOHLEHTpaluu (epputuHa B cbhIBOpoTKe KpoBu Oosnee 1000 mxr/m). o3y (B
MI/KT) CJI€JlyeT pacCUUThIBaTh U OKPYIJISATH A0 JO3UPOBKHU LEI0N TaOJIETKH.

Llenplo Tepamuu XenaTopamMM JKeje3a SBISETCS BBIBEACHUE JKelle3a, IOCTYNMBIIETO C
TpaHCPy3USIMUA SPUTPOLIMTHON MacChl, U, TP HEOOXOAUMOCTH, CHUKEHHE COJIepKaHuUs jKeJle3a B
OpraHu3Me.

Pemrenne o0 BBIBECHWM HAKOIUIEHHOTO »JKelle3a CleayeT MpHHUMATh WHIWBUAYAIBHO,
OCHOBBIBASICh Ha OLIEHKE OXKHM/1a€MOH MOJIb3bl M PUCKOB XeNAaTOPHOM Tepanuu (cM. pazzaen 4.4).
[Tpenapatr Medepasupokc JIx, TabIETKH, TMOKPBIThIE IUICHOYHOM OOOJOYKOU, SIBISETCA
JeKapcTBeHHOU (hopmoit nedepazupokca ¢ 601ee BHICOKOW OMOIOCTYITHOCTHIO IO CPABHEHHIO C
npenaparamu gedepazupokca B BUAE AUCIEPTUPYEMBIX Ta0bneTok (cM. pasnen 5.2). [Ipu 3amene
TEpanuy IMpernaparoM B JIEKAPCTBEHHOW (opme aucneprupyemble TaOMETKH Ha Teparuio
npemnapaToM B (hopme TabIETOK, MOKPHITHIX TUICHOYHON 000I0YKOM, 103y HEOOXOAUMO CHU3HUTH

Ha 30% ¥ OKpYIJIUTH 1O JO3UPOBKH L1€JI0N TaOJIETKH, TOKPHITON TJIEHOUYHOM 000JI04YKOH.
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civoct O el apdhieftrion (opmbr ytidttHenTon

¢ mOCTTpaHc(y3MOHHOI Meperpy3Koif )Kene30M MpeacTaBiIeHs! B Taduume 1.

Taﬁ.lmua 1. PexoMeHT0BaHHBIE J03bI z[e(bepmnpmcca B 3aBUCHMOCTH OT JIeKapCTBeHHOﬁ

(opMBbI y NaIMEHTOB ¢ NOCTTPAHCPY3MOHHOM MEePerpy3Koi xejie3oM

CYTKHU

MI/KT B CYTKH

Jucneprupyembie Tabuerkn, O0bem Konuenrpanus
Ta0JIeTKH NOKPbITHIE Tpanchy3un (¢epputuHa B
IJICHOYH O CBIBOPOTKE
000/104K0i1 KPOBH
CraproBasn 20 mr/kr B cytku | 14 mr/kr B cytku | [locne >1000 mKr/n
a03a tparcdysuu 20
eIMHUII
SPUTPOLUTHOMN
Macchbl
(oxoso 100 ma/kr)
AabrepuaTuBHasi| 30 Mr/kr B cyrku | 21 Mr/kr B cyTKH | > 14 Mir/Kr
CTapTOBas 1032 SPUTPOLMTHOM
Macchl B MECSI]
(okomo >4
eIMHUI] B MECSIII
JUISL B3POCIIBIX )
10 mMr/kr B cyTku | 7 MI/KT B CyTKH | <7 MII/KT
SPUTPOIUTHOMN
Macchl B MECSII]
(oK0J10 <2 eTMHUII
SPUTPOLUTHOMN
Macchl B MeCSI]
JUISI B3POCIIBIX )
Jo3a s ITonoBuHa ot Opna Tpetb oT
MAIEeHTOB, y BEJIMYHMHBI JTO3BI BEJIMYMHBI JT03BI
KOTOPBIX yJaJIoch | AedepokcamMuHa | nedepokcamMuHa
JOCTHYb
aJIeKBaTHOTO
KOHTPOJIS TIPU
MIOMOIIU
nedepoxcaMuHa
YacroTa BbINOJHEHHS] KOHTPOJIBHBIX AHAJIM30B KPOBHU | €)KEMECSIUHO
HeseBoii 1Mana3oH KOHUeHTPauuy GpeppuTHHA B 500-1000 Mkr/n
1Jja3Me KpoBH
Koppexkiust 10361
Hlar pas YBenuueHue 1036l
KOppeKuHH 5-10 mr/kr B cytku | 3,5 - 7 MI/Kr B >2500 MKr/n
(xavicbre 3-6 10 40 mr/KT B CyTKH J10 28
MECSIICB)

YMeHbllIEHUE 0361

5-10 Mr/Kr B CyTKH
710 TOCTHXKEHHS
IENTU Teparuu

3,5 -7 Mr/kr B
CYTKH
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YV manueHToB, A\ na]menTnR'I IWTEAVEATENEAY 'Jmn MK/
MOJTY4YaIOIIUX MOJTYYAOIIUX
1036l >30 MI/kr B | 1036l >21 Mr/kr
CYTKH B CYTKH
[Tpu TOCTU)KEHUHU LIEJIEBOU 500-1000 Mxr/1
KOHLEHTpaluu beppuruna B
CBIBOPOTKE KPOBH
MakcumaibHass | 40 MI/KT B CyTKH | 28 MI/KT B CyTKH
J03a
IIpepbiBanue <500 mKr/n
Tepanuu

Hauanvnas 0osa

Pexomenayemas HauanbHast cyTo4Has qo3a npenapara Jledepaszupokc [k cocraBnser 14 mr/kr
Macchl Tela.

JUis  manueHToB, TONMYYAOIUMX TpaHC(Y3WH HSPUTPOLUTHOH Maccel B o0beMe Oojee
14 mn/xr/mecsn (mpuOIM3UTENBLHO OoJiee 4-X €IUHUIL KPOBH B MECSI] IS B3POCIBIX) C IICJIBIO
YMEHBILIEHUSI COJEpXKaHHUS JKejle3a B OpPraHu3Me BO3MOXKHO IPUMEHEHHE albTepHATHBHOU
HAYaJILHOW CYTOYHON J03bI 21 MI/KT.

JUIs manuenToB, MOTYYaonX MeHee 7 MII/KI/MecsIl SPUTPOLUTHON Macchl (TPUOIU3UTETHHO
MeHee 2-X eIUHHI] KPOBH B MeECAIl IJS B3POCIBIX), C LETbI0 MOAJAEpKaHUS HOPMAlbHOTO
COJIep’KaHusl Kelle3a B OpPraHU3Me MOXKET OBITh PAacCMOTPEHO MPHUMEHEHHE albTepHATHUBHOU
HAYaJILHOW CYTOYHOU 7036l 7 Mr/Kr. ClielyeT KOHTPOJIMPOBATH OTBET Ha JICUCHUE Y TAIUCHTA U
paccmaTpuBaTh BOMNPOC 00 YBEJIWYEHUHM [103bl, €CIM HEe OyAeT JOCTUTHYTa JOCTaTOuYHas
3 PeKTUBHOCTH (CM. pazzen 5.1).

Jlns manMeHToB € XOpOIIMM KIMHUYeCKUM dddexToMm nedepokcamuHa HauyandbHas 1032
npenapata Jedepasupokc K 0IKHA COCTAaBISATH TPETh OT pPAaHEE NPUMEHSEMOM 03Bl
nedepokcaMuHa (HarpuMmep, y narueHTa, noigydasiiero 40 Mr/kr/cyt nedepokcaMuHa B TEUECHUE
5 AHEN B HENENI0 WX SKBUBAJICHTHOE KOJIMYECTBO, Tepamuio mpernaparom Jledepasupoke Jx
MOKHO Ha4MHATh ¢ 14 Mr/Kr B cyTKku). Ecnu mocie BBIICONICAHHOTO pacueTa CyTOYHas 103a
cocCTaBIsieT MeHbIe 14 MI/Kr Macchl Tena, He0OX0IUMO BECTH MOHUTOPUHT OTBETA MAIIMEHTa Ha
JICYCHUE U PACCMOTPETH BO3MOHOCTD ITOBBIIIICHUS JTO3bI, €CITU HE YAAeTCS JJOCTHYb JIOCTATOTHON
s dextuBHOCTH (CM. pazaen 5.1).

Iloob6op 00361

PexoMeHyeTcst exxeMecsYHO KOHTPOIHPOBATh KOHIIEHTPAIINIO (peppHUTHHA B CHIBOPOTKE KPOBH U
IPH HEOOXOMMOCTH TIPOBOJIUTH KOPPEKIHIO 10361 Tpenapara Jledepasupokc [k kaxasie 3-6
MECSIEB, UCXO/ U3 M3MEHEHUsS KOHILIEHTpauuu ¢eppuTHHA B CHIBOPOTKEe KpoBU. Koppekiuio

J03BI CJEyeT MPOBOAWTH IMOATAMHO, C MIaroM 3,5-7 MI/KT Macchl Tella, B COOTBETCTBHH C
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(moanep>kaHue WM YMEHbBILIEHUE COACPKAHUS JKETIe3a).

[Tpu HEed(hdexkTUBHOCTH JeUeHHs IpenapaTtoM B o3¢ 21 MI/Kr Macchl Tena (KOHIEHTpalus
(deppuTHHA CBIBOPOTKM COXpaHseTcs Ha ypoBHe > 2500 MKr/i), cieayer paccMOTpeTh
BO3MOXHOCTb YBEJIMYEHHUs A03bI 10 28 MI/KI Maccel Tena. B HacTosiiee BpeMs JOJAroCpoyHble
JaHHBIE 1O Oe3omacHOCTH U A(P(GEKTUBHOCTH TpHUMEHeHus nedepasupokca B Gdopme
JHCTIEPTUPYEMBIX TabJIETOK B 03ax cBbimie 30 MI/Kr orpaHndeHsl (HabmroaeHue 264 nanueHToB
B CpEIHEM B TeUeHHE Troja Iocie yBeauueHus 103bl). [Ipm HeZOCTaTOuHOM KOHTpOJIe
reMocHJiepo3a Ipu npumeHeHuu npenapata Jledepasupoxc [ B 103ax, npeBblaromux 21 Mr/kr
Macchl Tella JalbHEeHIIee yBeIMYeHNe 1036l (MAaKCUMAIIBHO /10 28 MI/KI Macchl T€Jia) MOKET He
IPUBECTH K aJEKBAaTHOMY KOHTPOJIIO; CJEIYET pPacCMOTPETh BO3MOKHOCTh IPUMEHEHUS
QJIbTEPHATUBHBIX METOJIOB JeuyeHMs. [Ipu OTCyTCTBUHM YAOBJIETBOPUTENIBHOTO KOHTPOJSA IpU
IPUMEHEHUH J103 CBbIIIE 21 MI/KI Macchl Teja, He ClIeAyeT O//IepKUBAaTh TEPAIUIO B YKa3aHHbIX
7103ax, HE00XOIUMO PACCMOTPETh BO3MOXKHOCTD TIEPEX0/1a Ha allbTePHATUBHBIE METO/IbI TEPATTHH.
He pexomenayetcst mpuMeHeHHEe 10361 Oojiee 28 MI/KT, TOCKOJIBKY ONBIT IPUMEHEHUS Iperapara
B 00Jiee BRICOKHX J03aX orpaHuyeH (cm. paszaen 5.1).

VY nanuMeHToB, MOJYYaroIIMX J03bl cBbIMe 21 MI/KI Macchl Teja, MO JOCTH)KEHUH KOHTPOJIS
(HarpuMmep, KOHILIEHTpauus (eppuTHHA CHIBOPOTKH KPOBH YCTONYMBO COXPAHSETCS HA YPOBHE
MeHee 2500 MKr/i ¢ TeHIeHIMel K CHIKEHUIO Ha MPOTSHKEHUH BPEMEHH) CIIelyeT PacCMOTPETh
BO3MOXKHOCTbh YMEHBIIEHHUS J03bI Npernapara ¢ marom 3,5-7 MI/KT Macchl Tena.

[Tpu noCTHXKEHUM 11e1€BOM KOHLEHTpAMK (peppUTHHA CBIBOPOTKH KPOBH (00bIYHO OT 500 MKI/n
1o 1000 Mxr/im) HEoOX0IUMO MPENTyCMOTPETh TocTeneHHoe (¢ maroM 3,5—7 MI/KT) CHUKEHHUE
JI03BI TIpernapara ¢ IeNIbl0 MOAAepKaHusl KOHLIEHTPAalUU (peppUTHHA B CHIBOPOTKE KPOBU B 3TOM
LIEJIEBOM JIMara3oHe U JJIs1 MUHUMH3AIMK PUCKA N30BITOYHOTO XEIaTUPOBAHMSL.

[Tpu ymeHbIIEHHH KOHLEHTpAuu (eppUTHHA B CBIBOPOTKE KPOBM CTaOMIIbHO HIKe 500 MKI/i,
ClIelyeT pacCMOTpPETh BOIPOC O MpepblBaHUU JieueHus mpenaparoM Jledepasupokc JIx (cM.
paznen 4.4).

XpoHHYECKas HCTDaHCd)V3I/IOHHa}I Ieperpy3Ka »Kelae30M Y MalMeHTOB ¢ TalacCeMUE

Xenaropnas Tepanus npenapatom Jledepazupoxc [k y manneHToB JAHHON KATETOPUU BOZMOKHA
TOJIBKO TPU JOKA3aHHOU TIEpeTpy3Ke xKene3oM (coaepkanue xenesa B neuenu (CXKIT) >5 mr Fe/r
CYXOro BEIIEeCTBA MEYEHHU WIN NPU KOHIEHTpalul (GeppuTHHA B CHIBOPOTKE KpoBH >800 MKI/1).
Omnpenenenne CXKII sBrnseTcs MpeANnoOYTUTENHHBIM CIIOCOOOM OILIGHKH TSDKECTH MEperpy3Ku
xKene3oM. Y manueHToB ¢ HewsBecTHOW BenuunHOoW CXKII xemaTopHyro Teparvio HEOOXOAHMMO
IPOBOJUTH C OCTOPOXXHOCTBIO IS MUHUMH3AIMU PUCKA H30BITOYHOTO XEJIaTHPOBAHUS (CM.

paznen 4.4).
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[Ipenapar [edepasupokc [k, TabneTku, IOKpBITBIiEICII%FI%EGL{‘;I%EI'/I:"T%%%Q%E? Uiifabres

JIeKapCTBEHHOU (opmoii aedepazuporca ¢ 601ee BRICOKOW OHOIOCTYITHOCTHIO IO CPABHEHHIO C
npemapatamu  Aedepasupokca B (opMe JUCTEPTUPYEMBbIX Ta0neTrok. Jlns manueHToB,
MOJTYYAIOIIUX Tepanuio JedepasupokcoM B JICKAPCTBEHHOW (opMe TUCIIepPrupyeMble TaOJIeTKH
IpU TIepeBoJie Ha mpueM jAedepasupokca B BHJE TaOJIETOK, MOKPHITHIX TUIEHOYHOH 000JIOUKOM,
03y HeoOxonuMo cHU3UTh Ha 30% W OKPYTIUTH 10 JTO3UPOBKH IIENOW TAaOJIETKH, MOKPHITON
TJICHOYHON 000JIOUKOH.

COOTBETCTBYIOIINE JI03bI [Tl PA3JIUNYHBIX JIEKAPCTBEHHBIX (DOPM MpeicTaBIeHbI B TAOIHIIE 2.
Tabauna 2. PekoMeH10BaHHbIE 103bI JdedepasupoKca B 3aBUCUMOCTH OT JIEKAPCTBEHHOM

(popMBI TpH JledyeHMH HeTPaHC(PY3MOHHOW meperpy3KM Kejae30M Yy MAIHEHTOB C

TajJlacceMuen
JAucneprupyembie Taoaerku, CXKII* Konuenrpauus
Ta0JeTKH NMOKPBbITHIE ¢eppuTuna
IJICHOYHOM CHIBOPOTKH
000J10YKO KPOBH
CraproBas 10 MI/Kr B cyTKM | 7 MI/KT B >5wmr Fe/r | wiu | >800 MKkr/n
03a CYTKH CyXO0TO
BELIECTBA
IIEYECHU

Monutopudr | OnuH pa3 B Mecsll

Koppekuus no3sl

Hlar pas VBeanueHue 10361
KOppeKnuu 5-10 mr/kr B cyTkH | 3,5-7 MI/KT B >7 mr Fe/r win | >2000 MKr/n
(xaxxapie 3-6 CYTKH cyXoro
MecsIIeB) BeIeCTBA
HeUYeHu

YMeHbIIeHUE 10361

5-10 mr/kr B cyTkH | 3,5-7 MI/KT B <7 mr Fe/r i | <2000 MKkr/n
CYTKH CyXO0ro
BEIIECTBA
NIeYEeHHU

MaxkcumaibHas 20 MI/KT B CyTKU 14 mr/kr B

no03a CYTKH
10 Mr/kr B cyTKH | 7 MI/KT B
CYTKH
Jls B3pocibIx HE " <2000 MKr/n
[ns nereit ONPENIETEHO
IIpepbiBanue <3 wmr Fe/r | wmm | <300 Mkr/n
Tepanuu CyXO0ro
BEIIIECTBA
MICYCHU

Bo3oonoBnenne| He pekomenaoBaHo
Tepanuu
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* Usmepenne CXKII — 5To MpeAnOYTHTEIBHBIA METOT od&&&%@l@ﬁ%ﬁ%ﬁ Serlesoh 02!

Hauanvuas ooza

Pexomennyemast HauanbHasi cyTouHasi o3a npemapata edepasupoke [k cocraBuser 7 Mr/Kr
Macchl Tela.

Iloo6op 00301

Pexomenyercs exxeMecsyHO KOHTPOIMPOBATH KOHLIEHTPAILIMIO ()eppUTHHA B CBIBOPOTKE KPOBH C
LEbI0 OLIGHKM DPEaKIMM MalMeHTa Ha IMPOBOJUMYIO TEPAlUI0 U JJIsi MUHUMHU3ALUU PHUCKA
n30bITOUHOM Xenaruu (cM. pazzaen 4.4). Kaxpie 3-6 MecsiieB BO3MOXKHO MOIIAroBO¢ YBEIMUCHUE
n03bI TIpenapara Ha 3,5-7 mr/kr. Koppekuus 10361 Bo3MoxkHa mipu coxpanenun CXKII Ha ypoBHe
>7 mr Fe/r cyxoro BemecTBa NMEYEHU WM COXpaHstoniercs (0e3 TEeHACHIUH K CHIDKEHHIO)
KOHIIGHTpauu (eppuTuHa CHIBOPOTKHA KpoBH >2000 MKI/N M MpH XOpOIIeH MEPEeHOCHMOCTH
tepanuu. [Ipumenenue npenapata Jledepaszupokc [k y manueHToB ¢ TanacceMuei B 1o3e Oonee
14 Mr/kr maccel Tena HE PEKOMEHIIOBaHO (M3-3a HENOCTAaTKa JAHHBIX MO 3(P(PEKTUBHOCTH U
0€30MacHOCTH MPUMEHEHHS B YKAa3aHHOU J103€).

VY manueHTOB ¢ KOHIICHTpamuen GeppuTHHA CHIBOPOTKH KpoBH <2000 MK/ 6e3 ompeneincHus
CXII no3a npenapara Jledepazupoxc [ He qoKHA MPEBBIIATH 7 MI/KT MacChl Teja.

VY nanueHToB, MONy4alolIuX TEepanvio B go3¢ Oosiee 7 MI/KT Macchl Tella, PeKOMEHIOBAaHO
CHUXaTh 703y npenapara ledepazupoxc Jx no nocruxenuss CXKII <7 mr Fe/r cyxoro BemiectBa
MEYEeHU WM KOoHUEeHTpauuu ¢pepputuHa <2000 MKr/i.

Ipexpawenue nevenus

Tepanus npenaparom ledepazupokc Jx n1omkHa Ob1Th OKOHUeHA pu gocTikernu CXKIT <3 mr
Fe/r cyxoro BemecTtBa meueHuW uiau KoHUeHTpauuu ¢epputuHa <300 mxr/n. Her naHHbIX O
BO300HOBJICHUM TEpANUU y MAIlMEHTOB C MOBTOPHBIM HAKOIIJICHHEM eJle3a MOCIIe TOCTHKEHUS
YZIOBJIETBOPUTEIBHOTO YPOBHS COJEpPKaHUsA JKelle3a B OPraHU3ME, B CBSI3M C YEM IIOBTOPHOE
BO300HOBJICHHE TEPAIM HE MOXKET ObITh PEKOMEH/I0BaHO.

Oco0ble TPVIIILI TAIUEHTOB

Jluya nosxcunoeo éospacma (=65 nem)

Jl1s maneHToB JaHHOM KaTeropuu He TpeOyeTcs KOPPEeKIUH pexxumMa 103upoBanus. [Tockonbky
B KJIMHMYECKHUX MHCCJIEIOBAaHUAX y NALMEHTOB B BO3pacTe >65 JIET OTMEYaJIOCh IOBBIILIEHUE
yacToTel HP (HexxenaTenbHBIX peakiuii) Mo CpaBHEHUIO ¢ MAI[MEHTaMU B BO3pacTe MeHee 65 JieT,
y TALIKAEHTOB JaHHOW KaTeropuH CIIeAyeT NPOBOJAWTH TINATEIbHBbIM KOHTpoabs HP w mnpu
HEOOXO0/IMMOCTH CHUXATh /103y Iperapara.

Tayuenmoi ¢ HapyweHuAMU PYHKYUU NOYEK
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DddexTsl aedepazupokca HE HCCICIOBATUCH nauneﬂ_llg%:c_] %%éﬁ%é}'}ﬂkﬂﬁrh ';'T-f'i'lleK,

[I03TOMY IPUMEHEHHUE Ipernapara MPOTUBONOKA3aHO y IMAlMEHTOB C PACUYETHBIM KIHPEHCOM
KpeaTuHUHA HUXKE 60 Mi/MuH (cM. paznenst 4.3 u 4.4).
THayuenmsi ¢ HapyweHuaMU GYyHKYUU NeveHU
[Ipumenenue nedepasupokca y MalMeHTOB C HapylleHHeM (PYHKIHMU MEeYeHU ObLJIO M3Yy4eHO B
KJIMHUYECKUX UCCIIE0OBAHUAX. Y MAIMEHTOB C HAPYIICHUSAMHU (PYHKIINH [IEYEHU CPEIHEH CTECHH
(xmacc B mo xnaccudukamum Yaiina-Ilpl0) HavanbHas 1n03a JOKHA OBITH yYMEHBIIIEHA
npubnusutenbHo Ha 50%. Ilpemapat He cieayeT NMpUMEHSTh Yy MAMEHTOB C HapYHICHUSMHU
byHKIMH 1eueHu Tspkeson crenenu (kiace C no knaccudukanuu Yana—I1ero).
KoHnTponb QpyHKIMY NeUeHu clieyeT MPOBOJUTH IEPe]] HauajaoM JICUEHHUs, KaKple 2 HeJeIu BO
BpEMs IEPBOT0 Mecsila JEUEeHU U Aajiee exxeMecssyHo (cM. pazzen 4.4).

eTH
Jns neredt m MOAPOCTKOB B Bo3pacTe OT 2 10 17 JeT KOppeKUuu pekuMa JO3UPOBaHUS HE
TpeOyercs (cMm. pasznen 4.2). PekomeHayeTcsi €XEMECSYHO KOHTPOJIMPOBATh KOHLEHTPALUIO
(deppuTHHA B CBIBOPOTKE KPOBU C LIEIbIO OLIEHKH PEAKIIMK MTALMEHTa Ha IPOBOIUMYIO TEPAIUIO U
JUIST MUHUMM3AIMM pUCKa U30BITOUHON Xenammu (cM. pasnen 4.4). Ilpu pacuere mo3bl s
MAIMEHTOB 3TOW KaTeropuH CIeAyeT YUYUTHIBATh U3MEHEHHE MacChl Tella C TEUEHUEM BPEMEHHU.
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 JaHHON BO3pacCTHOM TpyIe MOXKET
noTpe0oBaThCsl NPUMEHEHHE MpenapaTa B 0ojiee BBICOKHMX 033X, YEM Y B3POCIHbIX MAIlMEHTOB.
OpnHako HayalbHas J03a JOJDKHA OBITh TaKOM »Ke, KaK Yy B3POCIBIX, C MOCIEIYIOIUM
MHAUBUAYaJIbHBIM TUTPOBAHUEM.
XpoHuueckas Hempanc@y3uoHHas nepecpy3Ka Hcene3om y NayueHmos ¢ manaccemuer
VY nereil ¢ cunapoMamu TpaHC()y3MOHHO HE3aBUCUMOMN TaJlaCCEMUU /1032 HE JIOJKHA MPEBBIIATh
7 mr/kr. JlaHHOHN KaTeropuu nanueHToB HeoOxoaum Oosee TuiarenbHbI MoHUTOpHHT KOKIT n
ypoBHsI (peppuTHHA B CHIBOPOTKE BO M30€kKAHUE YPE3MEPHOTO XeTaTUPOBaHUS (CM. pazjaen 4.4).
B nomonHeHue k exeMecsYHbIM OlLlEHKaM YypoBHS ¢epputhHa B chiBopoTke, KXKII crnemyer
KOHTPOJIMPOBATh KaXJble TPU MECALA, €CIM YPOBEHb (eppUTHHA B CHIBOPOTKE COCTABISET <
800 mxkr/m.
Jlemu om poscoenus 0o 23 mecsyes
bezonacHocth U 3 PexkTUBHOCTH NpHUMEHEHUs Aedepasupokca y MalMEeHTOB B BO3pacTe B
BO3pacTe Miajaue 23 Mecs1eB He yCTaHOBJIEHA. JlaHHbIE OTCYTCTBYIOT.

Cnooco0 nmpuMeHeHus

Jns mpuema BHYTPb.
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Tabnerku mpenapata Jledepasupoxe [k, |moxporrtit- mhiEudumioh —ooonodx

gﬁ', U 'é'a"le'}f[yeT

IIPOIJIaThIBATh LIEJIMKOM, 3aIIMBasi HEOOJIBIIUM KOJIMYECTBOM BOJIbI. [/l maneHToB, KOTOpbIE HE
MOTYT MPOTJIOTUTH TAOJETKY LIETUKOM, PEKOMEH/I0BAaHO Pa3IpoOUTh TaOIETKY U MOTyYHBIIUMCS
MOPOIIKOM TIOCBINIAaTh MATKYIO MHUILY, HampuMmep, HOrypT WM SOJOYHBIM coyc (mrope).
[TomryunBIIUICS OPOLIOK CIEAYET MPUHATH MOJTHOCTBIO U Cpa3y, HE MOABEpras XpaHSHUIO IS
MOCJIEAYIOLIETO IPUMEHEHUS.

[Tpemapat Jledepasupokc Jx ciemyer mpuHUMaTh BHYTPh | pa3 B CYTKH HATOINAK WU C JIETKON
MUIIEH, MPEIITOYTHTEIILHO B OJTHO U TO K€ BpeMs (cM. pazzaen 4.5 u 5.2).

4.3. [IpoTuBONOKA3aAHUS

['MnepuyBCTBUTENBHOCTh K JIEHCTBYIOIIEMY BEILECTBY WM K JIIOOOMY M3 BCIOMOIATEIbHBIX
BEIIECTB, [IEPEUNCIIEHHBIX B pa3jene 6.1.

Kmupenc kpearnnnna (KK) <60 Ma/MUH WM KOHIIEHTpAIUs KpEaTHHUHA B CHIBOPOTKE KPOBH B 2
u OoJiee pa3za BBILIE BEPXHEH IPaHUIIbI BO3PACTHOM HOPMBI.

[TarueHTsl €  MUHEIOJUCIUIATUYECKUM  CHUHAPOMOM  BBICOKOIO pHCKAa WIM  JAPYTUMHU
reMo0J1acTo3aMu U HEreMaToJI0rM4€CKUMH 3JI0Ka4€CTBEHHBIMU HOBOOOPA30BaHUSIMH, Y KOTOPBIX
xenaropHas Tepanus OyneT ManodddeKTHBHA BCIEACTBUE OBICTPOTO MPOrPECCHUPOBAHUS
3a00JIeBaHu.

Hapymenus pynkuuu nedenu tsxennoi crenenu (knace C no knaccupukanun Yainna—I1s10).
bepemMeHHOCTD U IEpUOJT TPYTHOTO BCKaPMIIUBAHMUSI.

OnHOBpeMEHHOE  HPUMEHEHHE C  JPYIMMU  KOMIUIEKCOOOPa3yloLMMU  CPEICTBAMH,
MPUMEHSIEMBIMU IS JISYCHUsI TIeperpy3KH kee30M (0e30macHOCTh KOMOMHUPOBAHHOM Tepanuu
HE YCTaHOBJIEHA, CM. pazfein 4.5).

4.4. OcoOble ykazaHHus U MePbl NPeI0CTOPOKHOCTH NPHU NMPUMEHEHUH

C 0CTOPO’KHOCTBIO

Bospact >65 ner; KOHUEHTpalMs KpeaTMHHMHA CHIBOPOTKHM KPOBHU BBIIIE BO3PACTHOM HOPMBI
0COOCHHO TIpHM HAJIUYMW JIOTIOJHUTEIBHBIX (PAKTOPOB pHCKA, TAaKWX KaK OJHOBPEMEHHOE
pUMEHEHHE MTPETapaToB, CIIOCOOHBIX BBI3BIBATH HAPYIIECHUS (YHKIIUU MTOYEK, ICTHIPATALINS WITH
TsDKeIble MH(EKIMY; HapyIIeHus: QYHKIUHN Me4eHn (IpuMeHeHue aedepasupokca y MarleHToB
JTAHHOM KaTeropuy He U3y4eHO), OJJHOBPEMEHHOE MPUMEHEHHE ¢ aHTHUKOATYJIIHTaMH U IpYTUMU
JICKApCTBEHHBIMH CpEICTBaMH, OOJIAaJAOIIMMHU YIBIEPOTEHHBIM JeHCTBHEM (HECTEPOUIHBIMU
MPOTHUBOBOCTIAJIMTEIILHBIMU TIpeTapaTaMu, TIOKOKOPTUKOcTepouaamu, Ouchocdonaramm mis
TIpreMa BHYTpb); CHIKEHHE KOJIMYeCTBA TPOM6ouToB <50 10%/m1.

Hapymienue d)VHKUI/II/I NOYECK

Jledenue nedepazupokcoM MPOBOIMIOCH TOJIBKO Y MAMEHTOB C KOHIIGHTpAlMed KpeaTHHUHA B

CBIBOPOTKE KPOBH B Ipe/IesIax TPaHUI] BO3PACTHOW HOPMBI.
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B xone knMHUYECKuX uccaeqoBaHu mpuMepHp y 36 %rﬁéuﬂ-@;éﬂa{ﬁgggﬁﬁfﬁﬁTﬁbésfﬁéHne

YPOBHS KPeaTHHUHA B CHIBOPOTKE KPOBU OoJiee ueM Ha 33 % B IByX U OoJiee U3MEPEHUSIX MOAPS,
MHOT/Ia TIOKa3aTeNu ObUIM BBIIIE BEPXHEro mpenena HopMbl. HaOnromaBiieecs MOBBILICHHE
HOCHUJIO /10303aBUCHUMBII Xapakrtep. [Ipubnu3urensHo y OBYX TpeTel MallMeHTOB, Y KOTOPBIX
BBISIBJISUIOCH MTOBBILICHUE YPOBHS KpeaTUHUHA B CHIBOPOTKE, JAHHBIN MTOKa3aTeNb BO3BpaIlajcs Ha
ypoBeHb HIKe 33 % 0e3 KOPPEeKTHPOBKH J03bI. Y OCTaBIICHCS TPETH KOHIICHTPAIHS KpeaTHHIUHA
OCTaBajlaCh IIOBBIIICHHOW, HECMOTpPs HA YMEHbIIEHUWE [03bl WJIM MpEKpalleHue IMpuemMa
npenapaTta. B HEKOTOPBIX cilydasix Mocie CHUKEHHsI J03bl HaOJ01anach TOJBKO CTaOMIM3aIs
MoKazareseil KpeaTuHUHA B ChIBOpOTKe. [Ipu mocieayromieM nocTperucTpaliioHHOM IPUMEH €HUN
nedepasupokca coo0Ianoch 0O cliydasx OCTPOM MOYSYHON HEJIOCTAaTOYHOCTH (CM. pasznern 4.8). B
HEKOTOPBIX CITydasX IOCTPETUCTPAIMOHHOTO TIPUMEHEHHUs HapylieHne (QYHKIUH ITOYCK
MPUBOJMIO K MOYEUHON HEOCTaTOUHOCTH, KOTOpas TpeboBaia BPEMEHHOTO WM MOCTOSHHOTO
JUan3a.

[TprunHBI TIOBBINIICHHUSI YPOBHS KpEaTMHWHA B CHIBOPOTKE HE BBIICHEHBI. [loaTomy ocoboe
BHUMaHUE CIICyeT YICSJISITh MOHUTOPHHIY YPOBHS KpEaTHHHHA B CHIBOPOTKE Y ITAIMCHTOB,
OJIHOBPEMEHHO MOJIYYaIOIUX JIEKAPCTBEHHBIE MpPEnapathbl, KOTOPbIe YTHETAIOT (PYHKIIMIO TTOYEK,
U y TAI[MEHTOB, KOTOPbIE MOIYyYaloT BBICOKUE J03bI edepasupoKca 1/Win peaKue rneperuBaHus
(<7 mi/kr/mMecsI] SpUTPOIUTAPHON MACChl MITH <2 eIWHUI/MecsI] s B3pocibix). Hecmorpst Ha
TO, YTO B KJIMHUYECKUX MCCIEIOBaHUAX IOJie YBEJIWYEHHUs J03bl Aedepasupokca B (opme
TUCTIeprupyeMbIx TabsneTok 6osnee 30 MI/Kr He HAOMIOAANOCHh YBEIWYEHHS YaCTOTHI Pa3BUTHS
HE)KeNaTeNbHBIX SBJICHHUM CO CTOPOHBI MOYEK, HENb3s1 UCKIIOYUTH MOBBIIIEHHBIA PUCK Pa3BUTHS
TaKUX SBJICHUI MPU IpUMEHEHUU TabJIETOK, MOKPBITHIX IUIEHOYHON 000JI0UKOH, B 103€ 6onee 21
MT/KT.

PekoMenayercss olleHMBaTh ypOBEHb KpEaTWHHWHA B CBHIBOPOTKE TMEpe]l HadajaoM JeueHUs
JIBYKPAaTHO. YPOBEHb KpEaTUHUHA B CHIBOPOTKE, KIMPEHC KpeaTHHUHA (OlEHUBAEMBI IO
dbopmyne Kokpodra-I'onra unu no hopmyne MDRD (Mmoaudukamus nuetsl npu 3a001eBaHUIX
Mo4eK) y B3pocibix u 1o ¢popmysie llIBapma y aeteit) u/munu ypoBers nucratuaa C B mia3me KpoBU
JOJIKHBI OTCIICKUBATHCS TIEpE]] HAYAIOM JICUEHUSs, pa3 B HEJIETIO B MEPBBI MECSIl MTOCIe Havyama
Tepanuu UiIu KOppeKIuu 10361 mpenapara Jedepasupokc [x u nanee pas B mecsil. [laimeHTs ¢
paHee CYLIECTBYIOIIMMHU MaTOJOTHSIMM TOYEK M MAlUEHTHI, MOJyJarollhe JEeKapCTBEHHBIE
npenaparbl, KOTOPhIE TOMABISIOT (YHKIIMIO MTOYEK, MOTYT UMETh OOJBIITUN PUCK OCIOKHEHUH.
Crnenyet coOmr0aaTh OCTOPOKHOCTh U MOJIEPKUBATH aJIEKBATHYIO THAPATAIUIO Y TAI[UEHTOB, Y
KOTOPBIX BO3HUKAET AUApes UK PBOTA.

[Tpu npumeHenun nedepazupokca B MOCTPETHCTPAMOHHOM MEeproje ObLIM OMUCAaHBI CIydyau

pa3BUTHSA METa0OJIMYECKOTO anuao3a. B OONBIIMHCTBE CIIy4aeB COCTOSHUE Pa3BUBAIOCH Y
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NAlMEHTOB C HapylnleHHeM (YHKIMH Touek, nncdﬂ%ﬁﬁ@rl%gﬁ&glw&ﬂgfﬁg:'r'rb'tié*'lhmx

KaHaiblieB (cuHApoM MaHKOHM) WK JMapeeH, a Tak:Ke COCTOSIHUSIMHU, OCIIOKHEHHUEM KOTOPBIX
SBJISIETCSl HAPYILIEHHE KHUCIOTHO-IIEIOYHOro OajaHca. Y TaKUX MAIMEHTOB MO KIMHUYECKUM
MOKAa3aHUsM CIeAyeT KOHTPOJIMPOBaTh KHUCIOTHO-IIeNoyHOW Oamanc. Ilpu  pasButuu
MeTabOIMUYECKOTO alK103a CIeyeT PACCMOTPETh BOZMOKHOCTh OTMEHBI T€PAIUU MTPEnapaToM.
Y manueHToB, MpHHUMAIMUX Jedepasupokc B (opme TabIETOK, MOKPBITHIX IJICHOYHOU
000JI04KOii, B OCOOEHHOCTH Y JIeTeH OTMEUYAIHNCh MMOCTMAPKETHHTOBBIC CITyYaH TSHKEIBIX (HopM
noyeyHou TyOynomatuu (Takue Kak cuHApoM DaHKOHM) M MOYEeYHas HEJAOCTaTOYHOCTH,
CBS3aHHBIC C M3MEHEHHUSIMHU CO3HAaHUS B KOHTEKCTE THIIEpaMMOHEMHYECKOW HSHIle(]anonaTuu.
PekoMeHyeTcss y4YUTHIBATH THUIEPAMMOHEMHUYCCKYIO JHIEPATONATHI0O W yPOBHU aMMHUaKa,
U3MEPSIEMbIE Y MAIMEHTOB, Y KOTOPBIX Pa3BUBAIOTCS HEOOBSICHUMBIC U3MEHEHUS IMCUXUYECKOTO
cTaryca, npu JiedeHun npenapatom [edepasupoke k.

Tadauua 3. KoppekTupoBKa 103bI H MPUOCTAHOBKA JIeYeHUs] TP MOHUTOPHHIE (PYHKIU U

MMOYCK.

YpoBeHb KpeaTHHHHA B KiaupeHnc kpeaTHHHHA
CHIBOPOTKE

o Hayaj1a Tepanuun JIBykpatHo (2X) u OpnnokpaTHoO (1x)

IIpumenenne <60 ma/MuH
NPOTHBONOKA3aHO

MonuTopuHTr
- [lepBb1i1 Mecsn mocne Pa3 B Henemro " Pa3 B Henemnto
Hayaja JICUCHUS UIU
Moau(UKaIUK 10361 (B "
TOM YHCJIE IIOCIE
nepexo/ia naueHTa Ha
JPYTYIO JIEKAPCTBEHHYIO
¢dbopmy npenaparta)

- B nocienyronem Pa3 B Mecsn Pa3 B Mecsn

YMeHbIlleHne CyTOYHOI 103bI Ha 7 MI/Kr/neHb (B popMe Ta0JIeTOK, MOKPHITHIX TUICHOYHON
000J109KOM), eciu credyroujue nokazamenu QyHKYuu nodex Habaooaromces Ha NPOMsIHCeHUU
08YX 8U3UMOB NOOPSO U He MO2ym ObiMb 00BACHEHbL OPY2UMU NPUYUHAMU

B3pocibie manueHTsl >33 % npeBblIacTCA u CHumxaercs < HI'H*
CpeaHHI TTOKa3aTesb (<90 ma/muH)
710 JIeYEHUs

TTarmeHTEI HETCKOTO > BI'H*** qna n/vunn | Camxaerca < HI'H*

BO3pacra COOTBETCTBYIOLIETO (<90 mu1/mMuH)
BO3pacTa

Ilocie cHMKeHHS A03bl, IPUOCTAHOBKH JICYCHHUSHA, CCJIU:

B3pocibie manueHTs! u Coxpansercst >33 % Bpimie | u/wu | Canxaercs < HI'H*
IETH CPEIHEero moKa3arens 10 (<90 mur/mMuH)
JICYEHHUS

*HI'H: HyokHAS TpaHUIia HOPMBI
**BI'H: BepXHss rpaHHIIa HOPMBI
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ot 20.11.2024 N2 25605

(NOCNEQCBATENEHOCTE 0002)

Jledenne MoOKeT OBITH HAYaTO BHOBb B 3aBHCHMOCTH OT WHIWBHUIYaTbHBIX KIMHUYCCKHX
00CTOSITENBCTB.

CrnenyeT paccMOTpeTh BO3MOXHOCTh YMEHBILIEHUS JI03bI MIpernapaTa Wid MpepbIBaHUsS Teparuu
IPYU BBISIBIICHUU OTKJIOHEHUN OT HOPMBI MOKa3aTeNell KaHaJdbleBOW (YHKIIMH MOYEK /I IO
KITMHUYECKUM TTOKA3aHHSIM:

- IpOTEUHYpHUsI (IIOKa3aTelb CIEAYET OIPEAEIIATh IEPE]] Ha4alOM TEPANIUU U AAJIEe EKEMECSIUHO);
- IJIIOKO3YpHsl Y MAIIMEHTOB 6€3 caxapHoro quadera, CHIKEHUE COJIepKaHus Kallusl B CBIBOPOTKE
KpoBH, ¢pocaToB, MarHus WM COJIEH MOUYEBOM KHUCIOTHI, Gocharypus UM aMUHOALUITYPHUS
(mokazaremnu cieyeT KOHTPOJIUPOBATH 110 HEOOXOAMMOCTH).

O peHaJIbHOH TyOyJIOTIATHH B OCHOBHOM COOOIIANIOCH Y IETEH M TIOJJPOCTKOB ¢ OeTa-TaJacCeMHEH,
nosyyaBInx aedepasupokc B hopme TabieToK, MOKPHITHIX IIIEHOYHON 000I0UKOH.

[TarueHTOB cienyeT HampaBuUTh K HE(POJIOTy, U PACCMOTPETh HEOOXOIMMOCTH MPOBEICHUS
JOTIOJTHUTENBHBIX JUAarHOCTUYECKHX HCCIEOBaHUN (Hampumep, OHOICHS TOYeK), eciH,
HECMOTpS Ha CHIDKEHHUE JT03BI M IPEKPAICHUE JICYEHUS], BOSHUKAIOT CIICAYIOIINE SIBICHUS:

* YPOBEHb KpEaTHHHHA B CHIBOPOTKE OCTACTCS 3HAUUTEIHHO MOBBIIICHHBIM U

* Ha0NIo/aeTcss CTOMKOE OTKJIOHEHHE KaKOoro-nudo Ipyroro mnokaszaTens (GYHKIUH IOYeK
(Hanpumep, TpoTeuHypHsl, cuHApoM DaHKoHN).

HaDVHIeHI/IG d)VHKHI/II/I IIECYCHU

VY manueHToB, MPUHUMABIIUNX Jedepa3supoKC, HAONI0NATIOCh MOBBIINIEHHE YPOBHS MapKepoB
byHKIIMM TeyeHH. B mocTperucTpalioHHOM TMEpHOje MPUMEHEHHsS] OTMEUYAIHCh Cilydau
MIEYCHOYHON HEJO0CTATOYHOCTH, HEKOTOPBIC M3 HUX OBUTH C JICTALHBIM HCXO/JI0M. Y TIAIUEHTOB,
noyy4yaBmux jAedepasupokc B ¢Gopme TabJIETOK, TMOKPHITHIX IUIGHOYHOW OO0O0JIOUKOM, B
OCOOCHHOCTH y JIeTeil MOTYT BO3HHKATh TsDKeNble (POPMBI, CBS3aHHBIE C U3MEHEHUSIMU CO3HAHUS
B KOHTEKCTE THIEpaMMOHEMUYECKON  sHIedanonatuu. PekoMeHayeTcss  y4UTHIBAaTh
TUIIEPaMMOHEMHUYECKYIO JHIEe(AIONaTHI0O W HW3MEPSITh YPOBCHb aMMHaKa y TAIUeHTOB, Y
KOTOPBIX Pa3BHBAIOTCS HEOOBSICHUMBIC HM3MEHCHHSI TICMXWYECKOTO CTaryca MpH JICUCHUH
npemapatoM Jledepasupokc J[x. Crenyer mnposBIsATh 0co00oe BHHMAaHHE B OTHOIICHUU
MOJJIEP)KUBAHUST COOTBETCTBYIOIIETO YPOBHS TUAPATALMU y TMAIIUEHTOB, KOTOPBIE UCIBITHIBAIOT
npoOJeMbl ¢ 00e3BOKMBaHUEM (TaKHE KakK JUapes Wid pBOTa), OCOOCHHO Y JeTeil B ocTpoi dasze
OoJsie3Hu. BONBIIMHCTBO COOOIIEHNH O MEUYEHOYHON HEIOCTATOUYHOCTH KAaCaauCh MAlMeHTOB CO
3HAUUTENBHBIMU  COMYTCTBYIOIIMMU  TATOJNOTHSIMH, BKIIOYas paHee CYIIECTBOBABIINE
XpOHUYECKHe 3a0oJeBaHMs TedeHHu (B TOM uucie muppo3 u renaTut C) ¥ MOJMOPTaHHYIO
HeZocTaTOYHOCTh. OgHAKO Pojib Aedepa3srpoKca Kak COMYTCTBYIOIIETO I YCYTyOJSIOIIEro

(dakTopa HE MOXKET OBITh HCKITIOUYEHA (CM. pazaen 4.8).
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Pexkomenayercsi mpoBepsTh ypOBEHb TpaHCaMMHa3, 6ﬁﬂi{5y-61§r;'%'ibg%%;1'; ThBBpOTKE
Yy pOBCp yp Tp P

nepe HadajioM JICHCHHA, KaKIAbIC 2 HEACIIU B HepBbeI MCeCALl JICUCHUA W pa3 B MCCAL
BIIOCTICICTBUHM. EcCnM MMeeT MecTo CTOHKOe M TPOrpecCHpyIoliee YBETUYECHUE YpPOBHS
TpaHCAMHHA3 B CBIBOPOTKE, KOTOPOE HE MOXET ObITh OOBSCHEHO JPYTUMH IMPUIHHAMH, CIEIYET
NPUOCTAaHOBHUTH NpHMeHeHHe npenapata edepasupokc k. Korma mpuunmHa OTKIIOHEHWH B
IIoKasaTeisax Q)YHKHI/H/I MEYCHHU BBIAACHCHA, WJIM IMOCJIC BO3BPAIICHUA YKA3aHHBIX IIOKa3aTeiied K
HOPMaJIbHOMY YPOBHIO MOXXHO PacCMaTpuBaTh OCTOPOKHOE BO3OOHOBJICHHUE JICUSHUS IIpU Oosiee
HU3KOH [103€ U MOCIIEAYIONIee TOCTETICHHOE YBEITUYCHUE JI03bI.

He pexomenayercs mpumeHsath npenapat Jledepasupokc [k y NaUEHTOB C TKEIbIM
HapymenneM ¢yHkiuu nedenu (kmace C nmo kmaccudukanym Yaiina-I1er0) (cm. pazmgen 5.2).

Taﬁ.lmua 4. KpaTlme P€KOMEHIAUH ITO MOHUTOPUHT'Y 0e3omacHOCTH

HcciaenoBanue YacrToTa

VYpoBeHb KpeaTUHHUHA B CHIBOPOTKE JIBaXKIp1 10 Havasa Teparnuu.

Pa3 B Hegento B epBbIid MECSIL] TEPaAIlUU U B
MIEPBBII MECSII TTOCIIE U3MEHEHHUS JT03bI
(BKJTFOYAsI TEPEXO/ C OJIHOM JIEKapCTBEHHOU

(bopMBI Ha APYTYIO).
Pa3 B Mecsiiy BIOCIIEACTBUM.

KnmpeHnc kpeaTnHUHA W/WIH YPOBEHb Ilepen Havanom Teparnuu.

nucratuHa C B IiazMe Pa3 B Hezelno B IEpBBIN MECAL] TEPAIlUU U B
IIEPBBII MECHL] ITOCIIE U3MEHEHUS 103bI
(BKJIIOUAs TIEPEXO/]] C OJTHOM JIEeKapCTBEHHOM

(bopMBbI Ha JPYTYIO).
Pa3 B Mecs1l BIOCIIEICTBUH.

[Iporennypus Ilepen Havanom Teparnuu.
Pa3 B Mecs1l BIOCIEACTBUMN.

Jpyrue Mapkepsl (YHKIIMH TOYEUHBIX ITo mepe HEOOXOTUMOCTH.
KaHaJbIEB (TaKue KaK TIIUKO3YPHsl Y JIHUII, HE
CTpa/IaloLINX AUa0beTOM, U HU3KUI ypOBEHb
kanusi, pocdara, Maruus UM ypaTtoB B
CBIBOPOTKE, (hochaTypHsi, aMUHOAIHTYPHS])

YpoBeHb TpaHCaMUHA3, OMITHPYOHHA, [Tepen Hauamom Tepanuu.

IeTI0YHOH (ocdaTassl Pa3 B 2 Hezienu B MepBbIi MeCsIIl TEpANTU.
Pa3 B Mecs1] BITOCIEICTBHM.

HccnenoBanue ciyxa U OpraHoB 3peHUS [lepen HauaaoOM Tepanuu.
Pa3 B roj1 BIOCTIEICTBUH.

Macca Tena, pocT U OJI0BOE pa3BUTHE Ilepen Havanom Teparnuu.
Pa3 B ros1 BIOCTECTBUM Y NEAMATPUUECKHX
IIaITUEHTOB.

Yy IalMMEHTOB C Majoun HpOFHO3I/IpyeMOI>'I NPpOAOJIDKUTCIIBHOCTBIO  JKU3HU (HaanMep,
MHUCJIIOAUCTUIACTUICCKUC CUHAPOMBI C BBICOKHMM pI/ICKOM), 0COOCHHO Koraga COIYTCTBYIOIIUC

3a00JIeBaHNUsI MOTYT OBBILIATH PUCK HEXKEIATEIbHBIX ABJIEHUH, ob3a Jledepasupokc Jx moxer
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ObITh OrpaHWYEHa, U PHUCK MOXKET TNPEBHIIIATH ﬁ&géy-lEégé:ﬁﬁgﬁgﬁbﬂb,' -I}riﬁvllm'e'ﬂléHHe

Hedepazupoxc >k HE peKOMEHIOBAHO Y TAKUX MMAIMEHTOB.

[Ipemapar crnemyer Ha3HA4YaTh C OCTOPOXKHOCTHIO TOKUJIBIM TAIIMEHTaM B CBS3H C BBICOKOM
YaCTOTOM HeXeJlaTeNbHbIX peakluuil (B 4aCTHOCTH, IUAPEH).

Jannsle y nereil ¢ TpaHCc(y3MOHHO HE3aBUCHUMOW TajlacCeMHUEil BecbMa OrpaHUYEHHBIE (CM.
pazznen 5.1). CnenoBarenbHO, pu Tepanuu npemapatoM Jledepasupokc [k ciemnyeT IpoBOAUTH
TIL[aTeHBHBIfI MOHUTOPHUHI IJId BBIABJIICHHUA HCKCIATCIbHBIX peaKuMﬁ n AJjid OTCICKUBAHUSA
KOHIIEHTpAllUU JKejie3a B OpraHu3Me y neauarpuueckod mnomymsinuu. Kpome Toro, mepen
nedeHueM npenaparom Jledepasupokc Ik gerel ¢ BHICOKOW CTENEHbIO MEPErpy3KH JKeIe30M U
TpaHC(PY3MOHHO HE3aBHCHMOM TajacceMuedl Bpad JOJDKEH IMOMHHUTh, 4YTO IIOCJICICTBUS
I[JII/ITGJH)HOfI TCpaIlMy TaKNX MalMCHTOB B HACTOAIICC BPEMs HC U3BCCTHEI.

HapyiieHust co CTOPOHBI XKETYJOUYHO-KHIIIEYHOT'O TPAKTa

VY mnanueHToB, BKJIIOYas JAeTed M TMOAPOCTKOB, MOJTY4YaBIIMX JedepasupoKc, COOOMIaNoch O
MOSIBJICHUH $I3B M KPOBOTCUCHHWM B BEPXHUX OTJCNAX IKEIYIOYHO-KHUIIEYHOTO Tpakra. Y
HEKOTOPBIX MAllMEHTOB HAOII01aICh MHOXKXECTBEHHBIE 53BHI (M. pa3zaen 4.8). beum coobuienus
0 $3BaX, OCJIOXHMBIIUXCS Tmepdopaiueii >XemyJIouHO-KUIIEYHOro TpakTa. Takke Obuin
COOOILIEHUsI O JIETANBHBIX JKENyJOYHO-KUIIEYHBIX KPOBOTEUYECHHUAX, OCOOCHHO Yy MOXKHIIBIX
MAlMEHTOB, Y KOTOPHIX OBLUIN reMaTOJIOTHYECKHUE OHKOJOTHYECKHUE 3a00JIeBaHUS W/WIIM HU3KOE
coJiepaHue TPOMOOITUTOB.

Bpaun u manueHThl JOMKHBI CIEAyeT COXPaHATh OCOOYI0 HACTOPOKEHHOCTh B OTHOIICHUU
MPU3HAKOB W CHUMITOMOB $13B M KPOBOTEUYCHHH B KENyIOYHO-KUIIIEUHOM TpPaKT€ BO BpeMs
tepanuu mipenaparoM [edepasupokc [Ix. B ciayuae pa3ButHs S3BBI WM KPOBOTCUYCHHS
YKETyTOYHO-KHIIIEYHOTO TpaKkTa MpUMeHeHue npemnapata Jedepasupokc Jx cienyeT mpekpaTuTh
M He3aMe/UINTEeNbHO HauaTh [OMOJHHUTENIbHOE oOcnegoBaHue u JsedeHue. Cremyer c
OCTOPOXHOCTBIO HazHayaTh npenapar Jledepasupokc [ mamueHTaM, KOTOpbIE MPUHUMAIOT
BEIIIECTBA, OO0JAAlOIINEe W3BECTHBIM YJBIIEPOTCHHBIM MOTeHIUamoMm, Takue kak HIIBII
(HecTepOUIHBIC TIPOTHBOBOCIAIMTEIBHBIC IpermapaThl), KOPTUKOCTEPOHIBI WIH IepOpaTbHBIC
oucdochoHaTel, AHTUKOATYJISIHTBI, W TAIlMEHTaM C COJAEpKaHHEM TPOMOOIIUTOB MEHee
50 000/mm3 (50 x 10%1) (cM. paszen 4.5).

HapyiiieHns co cTOPOHBI KOXKU

Bo Bpems nedenms mpenaparom Jledepasupokc K MOKET BO3HHMKATh KOXXHas ChIMb. B
OOJBIIMHCTBE CIy4aeB CHIMb MPOXOAUT CIIOHTaHHO. [locie BpeMeHHOTo MpephIBaHUs JeUeHUE
MOYET OBITh BO300OHOBIIEHO IOCJIE HCUE3HOBEHUS ChINU B 00Jiee HU3KOH J103€ C MOCIEAYIOIINM €€
MOCTENIEHHbIM YyBETHYEeHHEM. B TsHKenpIX ciydyasx BO30OHOBJIICHHE JICUEHHS MOXKET ObITh

MPOBE/ICHO C KOPOTKHUM IEPHOAOM MPUMEHEHHS TiepopaiibHON (popmbl creponaoB. Coolmanoch
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[ e e e
O CEPBhE3HBIX KOKHBIX HEKENATEIbHBIX PEaKIusX, BiioHas %ﬂﬁz&&ﬁ&%bﬁcgﬂﬁc&kbﬁa,

TOKCHYECKUI SMUACPMATbHBIA HEKPOJIM3 M JIEKAPCTBEHHYIO pEakIHio C 303uHO(uImen u
cucreMbiMu cumnTomamu (DRESS), koTopsie MOTyT OBITH ONMACHBIMH JUISL JKU3HU WJIH JaXKe
cMepTenbHbIMU. [Ipy MONO3peHUMM Ha pa3BUTHE KAKOM-IMOO M3 YKa3aHHBIX COCTOSIHMH
npuMeHeHue npenapata Jledepasupokc [k cieayeT HEeMeUIeHHO IPEKPaTUTh U HE NPUMEHATh
noBropHo. [Ipy HazHaueHWW mpenapaTa MAUEHTHl OJDKHBI OBITH MPOMH(POPMHPOBAHBI O
IPU3HAKAX U CUMITOMAaX TSDKEJBIX KOJKHBIX PEaKIMH U JTOJKHBI HaXOAUTHCS IOJ TIATEIbHBIM
HaOJIFOJEHUEM.

Peaknnm runepyyBCTBUTEIILHOCTH

[TonydeHbl cooOmmIEHHSI O Ppa3BUTHH PEAKIUil TUNEPUYBCTBUTEIBHOCTH K JAedepasuporcy
(BKuTrOUas aHA(DUITAKTHYECKUE PEAKIIMU U aHTHOHEBPOTHYECKUH O0TeK). B OONbIIMHCTBE ciiy4yaeB
pEaKIuu TUIEepYyBCTBUTEIHHOCTH HAOIIOIAINCh B MEPBBIC MECALBI JCUCHUs MpenapaToM (CM.
paznen 4.8). Ilpu pa3BuTuM peakiuil TUNEPUYYBCTBUTEIBLHOCTU TSKENOM CTENEHH JIeUeHUE
[IpernapaToM cjieayeT OTMEHHUTb M IPOBECTH COOTBETCTBYOIIME JieueOHble Meponpusatus. He
peKoMeHAyeTCsl BO30OHOBIISTH TEPANIUIO MIPENApaTOM Yy MAMEHTOB JIaHHOM KaTErOpUU B CBSI3U C
PHCKOM pa3BUTUS aHA(UIAKTUIECKOTO IIOKa (cM. pazaen 4.3).

3pUTEIbHBIC U CIIYXOBBLIC HApYIIICHUS

CooOmraioch 0 HapyIlIEHUSX CO CTOPOHBI OPraHOB ciyXa (CHUXKEHHE CIyXa) U OpraHOB 3pEHUS
(moMyTHEHHE XpycTaiauka; cMm. pazaen 4.8). PekoMmeHmyeTcsi MpOBEPsITh y MAIMEHTOB CIIyX H
3peHue (BKJIOYas UCCe0BaHKe ITIA3HOT0 JHA) A0 Havyalla JISYeHUs U B lajlbHEHIIIEeM POBOJUTh
peryisipHele oOcnenoBaHus Kaxable 12 wMecsneB. Ecaum Bo BpeMs JiedeHHs Y MallMeHTa
MOSIBIISTIOTCS] HAPYIICHUS CITyXa WM 3PEHHSI, MOKHO PACCMOTPETh BO3MOKHOCTh CHIDKEHUS JT03BI
npernapara Uir BpEMEHHOTO MPEKPAIICHUS JICUCHUSI.

['eMaTOJIOTMYECKHE PACCTPOMCTBA

B mepuos MmOCTperucTpalmoHHBIX HaONIONEHUN ObUIM TOJNIYyUYEHBI COOOMICHHS O CIydasx
JeHKONeHUH, TPOMOOLUTONEHUH WM NAHIUTONEHUH (WM yCYryOJIEHMH  YKa3aHHBIX
3a00yieBaHU) W OCJIOKHEHHOM aHEeMUH Yy TNalUeHTOB, NpuUHUMaBIIMNX nedepasupokc. B
OOJNBIIMHCTBE CIydyaeB Yy MAlMEHTOB HMEJIHNCh T€MAaTOJIOTMYECKHWE HApyIIEHUs B aHAMHeE3e,
KOTOpPBIE  YacTO  COIMPOBOXAANUCh  HEJAOCTATOYHOCTBIO  KOCTHOro  Mosra.  OnHako
CIOCOOCTBYIOIIYIO WJIM YCYTYOJISIFONTYIO POJIb JaHHOTO (pakTopa Helb3sl HCKItouath. [lpum
BO3HMKHOBCHHUHN Yy IALIMCHTA HEOOBICHUMON OUTOIICHUU CJIEAYCT PAaCCMOTPETh BO3MOXXHOCTH
BPEMEHHOT'O TIPEKPAIICHUS JICUCHHUS.

Jlpyrue GaxkTopsl

PekoMenayeTcsi mpoBeAeHHE €XKEMECSUHOTO MOHUTOPUHIA YpPOBHSI (peppUTHHA B CHIBOPOTKE

KpOBH C ICJIBIKO OICHKKW OTBETA IMMAallMCHTA HaA TEpalUIi0 W HIPCAOTBPAIICHUA H30BITOYHOIO
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XemaTHpoBaHus (cM. pasnen 4.2). B mepromst fleuenns ! BRitokinil-o3ant H B-ex eratisx,

KOTJ]a yPOBHU (peppUTHHA B CHIBOPOTKE KPOBH OJIM3KH K LIEJICBOMY JMANa30HY, PEKOMEHIyeTCs
CHIDKEHHE JI03bI HITH O0JIee TIIATEIbHBII MOHUTOPUHT ()YHKIIMH MTOYEK U MTEYEHH, a TAK)KE YPOBHS
CBIBOPOTOUHOTO (pepputHHa. Ecnu ypoBeHb (eppuUTHHA B CHIBOPOTKE KPOBU HE MOJIHUMAETCS
BhIime 500 MKT/n (y marMeHToB ¢ TpaHChy3UOHHOM Teperpy3Ko xene3om) uiu Boite 300 MK/
(Y manMeHToB ¢ CHHAPOMaMH TPaHC()Y3MOHHO HE3aBUCUMOMN TalIacCEeMHii), MOKHO PacCMOTPETh
BO3MOXKHOCTh BPEMEHHOTO MPEKPAIICHUS TEPATTHH.

Pe3synbrarhl uccienoBaHul ypoBHS KpeaTWHHHA, (eppUTHHA U TpaHCAMHMHA3 B CHIBOPOTKE
HEO0OXOIUMO PETUCTPUPOBATH U MIPOBOIAUTH PETYIISAPHYIO OLEHKY ISl BBISABICHUS TEHACHIIUH.

B AByX KIMHHYECKHX HMCCIEIOBAHUAX Je(epasupoKC HE OKas3all BIMSHUS Ha POCT M IOJOBOE
pa3BUTHE AETEH, OTyUYaBIIMNX JICUEHHE B TeUeHUE 10 5 jeT (cM. pazzaen 4.8). OnHako, B KauecTBe
o011eil Mepbl MPeOCTOPOKHOCTH B JICUEHUU JETel ¢ TPAaHCPY3MOHHOU MEeperpy3Ku kKeuae30M J10
Hayvaja Teparvy 1 3aTeM eKeroJHO HE0OXO0MMO U3MEPATH Y JeTel Maccy Teja, pOCT U OLIEHUBATh
MOJIOBOE pa3BUTHE (KaKble 12 MecsIeB).

HuchyHkums cepliia — U3BECTHOE OCJIOKHEHUE TSDKEJIOM CTENEeHH IEPErpy3Ku Keyne3oMm. Y
MAIUEHTOB C TSDKENOM CTENEHbI0 MEPerpy3KH >Kele30M BO BpeMs UIMTEIBHOTO JICYCHUS
npenapatoM Jledepazupokc Jx crieayer KOHTPOJIUPOBATh CEPACUHYIO (DYHKIIHIO.

BcnomorarennHble BEecTBa

[TarueHTsl € peNKO BCTpEYaroIIeWcs HacIeICTBEHHOW HENEePEeHOCHMOCTbIO —TalaKTO3bl,
NeQUIUTOM JaKTa3bl, IITIOK030-TaJaKTO3HOW ManbabcopOIueil He cienyeT MpUHUMAaTh JaHHbIHA
npenapar.

JlaHHbIN JEeKapCTBEHHBIM mpemnapar coaepXuT MeHee 1 mMmonb Hatpus (23 mr) Ha TaOJeTky,
MOKPBITYIO MJIEHOYHOU 000JI0UKOM, TO €CTh IO CYTH HE COJEPKUT HATPUSI.

4.5. B3auMmopeiicTBHe ¢ APYrMMH JIeKAPCTBEHHbIMH MNpenapaTamMu W JApyrue BH/bI
B3aMMO/JEHCTBHUA

be3zonacHocTh Aedepazupokca B COUETaHUU C APYTMMH XeJaTOpaMH >Keje3a HE yCTaHOBJICHA.
CnenoBarenbHO, €r0 MPUMEHEHNE Hellb3s COUeTaTh C APYTUMU MpenapaTaMu AJis XeJaTUPOBaHUS
xenesa (cM. paznen 4.3).

BzauMoenicTBre ¢ mumen

3navennsi Cmax Aedepazupokca B popme TabJIETOK, MOKPHITHIX IUIEHOYHOW O00OJOYKOM, OBLIH
MOBBIIIEHHBIMU (Ha 29%) Mpu ero BBEJACHUU BO BpeMs IpUeMa MUIIH C BBICOKUM COJEpKaHUEM
xupos. [Ipemapar Jledepasupokc [ MOXKHO NMPUHUMATh HATOIIAK WJIM BO BpeMs Mpuema
HEOOJIBIIIOr0 KOJMYECTBA MUILH, KeJaTeIbHO B OJJHO M TO )K€ BpeMs CYTOK (cM. pazneinsl 4.2 u
5.2).

JlekapcTBEHHBIC CPEJICTBA, CIOCOOHBIC CHUKATh CHCTEMHYIO SKCITO3UITHIO jiehepasupokca
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MeTtabonu3m aedepasuporca 3aBUCUT OT HEPMEHTOB Yﬂ&ﬁn%ﬁﬂ%ﬁé&r—eb%ﬁ fyb'n'imﬂ-

5-mudochar-rmokyponuntpanchepasa). B Xome wuccnemoBaHus C  yd9acTHEM  3JJOPOBBIX
JT0OpOBOJIBIICB OJHOBPEMEHHOE NMpuUMeHeHne aedepasupokca (ogHokparHas no3a 30 Mr/kr B
dbopMe AHCIEeprupyeMbIX TaOJIETOK) M MOIIHOTO WHAyKTOpa Y JD-rimoxypoHunrpanchepasbl
pudamnuiHa (MHOTOKpaTtHbie 10361 600 Mr/meHb) MPHBEIO K CHUKCHUIO CHUCTEMHOM
ouonocrynaoctu aedepasupokca Ha 44 % (90% HAN: 37 % — 51 %). B cBa3u c stum
COITYTCTBYIOIIAS TE€PAIUsl MOIIHBIMU HHIIyKTOpaMu Y ID-TmokypoHuiaTpancdepassl (Hapumep,
pudamMnumHOM, KapOamaszenuHoM, (EHUTOMHOM, (eHoOapOUTaIoM, PUTOHABUPOM) MOMKET
NPUBECTH K CHIDKEHHIO d(dexTuBHOCTH npenapata edepasupokc k. Bo Bpems u mocie
npreMa YKa3aHHBIX KOMOWHAIMK IMPEnapaToB y TMAIMEHTOB HEOOXOJWMO BECTH MOHHTOPHHT
yYpOBHSI peppUTHHA B CBIBOPOTKE KPOBH U, IPU HEOOXOIMMOCTH, KOPPEKTUPOBATH /103y Mperapara
Hedepazupoke k.

XoJeCTUPaMUH 3HAYUTEIBHO CHIDKAJ SKCIIO3MIINIO Jeepa3supoKca B UCCICAOBAaHINH MEXaHU3Ma
JIEUCTBUSI IO ONIPEICTICHUIO SHTEPOTENaTUYECKON PEIUPKYIIAIUH (CM. pa3aen 5.2).

B3aHMOZ[€I>'ICTBI/Ie C MHA4a30J1aMOM n APYIrUuMHn JICKapCTBCHHBIMHU CpCacTBaMHu,

MeTadomsupyronmMucs ¢ yyactueM usobepmenta CYP3A4

B xone uccnenoBaHMs ¢ ydyacTHEM 3J0POBBIX J0OpPOBOJIBLEB OAHOBPEMEHHOE NPHUMEHEHHE
nedepaszupokca B popMe nucrneprupyeMbix TabieTok U Muaaszoiama (cyoctpaTom uzodepmenta
CYP3A4) npuBoauIio K CHIPKEHHIO CUCTEMHOM OnoocTynHoCcTH Muiazonama Ha 17% (90 % JU:
8 % — 26 %). B ximHM4YecKoi nmpakTHKe 3TOT 3PPEKT MOKET ObITh OOsIee BHIPaXKEHHBIM. Takum
0o0pa3oM, B CBSI3U C BO3MOXHOCTBIO CHI)KEHHUS 3(()EKTUBHOCTH CJEIyeT C OCTOPOXKHOCTHIO
npuMeHATh npenapar [ledepazupokc [k BMecTe ¢ ImpernaparaMi, METaOONM3HPYIOUIMMHUCS C
yuactuem  u3opepmenta CYP3A4  (mampumep, UHUKJIOCIIOPUHOM,  CHMBACTaTHHOM,
TOPMOHAJIHBIMU KOHTPALENTUBAMHU, OCIPUIUIIOM, 3pTOTAMUHOM).

BzaumosaeiictBue C pe€aarjinauaomM n APYI'UMH JCKApCTBCHHBIMHU CpeaCTBAMU,

MeTadommsupvromuMicia ¢ yuactueM nsodbepmenta CYP2C8

B xome uccrnenoBaHus C ydyacTHEM 3J0pPOBBIX JOOPOBOJIBIEB OJHOBPEMEHHOE IMPUMEHEHHE
nedepasupokca B kauecTBe yMepeHHoro naruouropa CYP2C8 (B moze 30 MI/KT exeqHEeBHO, B
dbopMe nucrieprupyeMbix TabIeToK) u penarnuHuaa, cyoctpara CYP2CS8, B ogHOKpaTHOI 103€
0,5 mr ormeuanocs yBenuueHne AUC u Cmax penariavauga npuMepHo B 2,3 pasa (90% AU [2,03—
2,63]) u 1,6 paza (90 % AU [1,42—1,84]) coorBercTBeHHO. I[lOCKONBKY B3aMMOCHCTBUE
nedepasupokca ¢ penaraMHUIOM B Jo3e Bbime 0,5 Mr He u3y4yeHo, cienyeT u30erarb
OJIHOBPEMEHHOTO TpHMEHeHHUs Jnedepasupokca ¢ pemnarmuHugoMm. [lpu  HeoOXxomumocTh
OJIHOBPEMEHHOTO TpUMEHEHHs] Jedepa3supokca ¢ penariivHuIOM CIIEAyeT TIIATEebHO

KOHTPOJIMPOBATh KOHIIEHTPAIIMIO TJIIOKO3BI B KpoBH (cM. pasnen 4.4). Hemp3s wuckmouath
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BO3MOXXHOCTh JIEKAPCTBEHHOTO B3aUMOJIEUCTRUS neq{@aﬁﬂag@h—: EE;-TM%- Iﬁﬁ’én')'a-'I‘aMH

uzodpepmenta CYP2CS, nanpumep, MakIUTaKCEIOM.

B3aHMOZ[eI>'ICTBPIe C TeO(bI/IJIJII/IHOM n APYTUMH JCKApCTBCHHBIMHU CpeACTBaAMHU

MeTa0oJIu3upyonmMucs ¢ yyactueM usodepmenta CYP1A2

B xome wuccrnegoBaHus C ydacTHEM 3/I0pPOBBIX JOOpPOBOJIBLEB OJHOBPEMEHHBIH MpUEM
nedepasupokca B kadectse nHruouTopa CYP1A2 (MHOrOKparssie 10361 30 MI/KI/neHb B opme
qucreprupyembix Tadnetok) u cyocrpata CYPIA2 teodumnmnaa (omHokpatHas mgo3a 120 wmr)
npuBo I K roBbiieHn o 3HaueHHiH AUC 1 Cmax TeopusutnHa Ha 84 % (90 % JIU: ot 73 10 95 %).
OpnHoBpeMEeHHBIN MPHUEM yKa3aHHBIX IpernapaToB HE MOBIUSAT Ha 3HaYeHHE Cmax OAHOKpPATHOU
JI03bI, OJHAKO OKUAaeTcsi, 4To 3HaueHHe Cmax TEOPHIUIMHA MOBBICUTCA NPU MHOTOKPATHOM
BBeZicHHH TeoduiuimHa. CrenoBaTelibHO, OJHOBPEMEHHOE NpUMEHEHHEe nedepasupokca u
TeopmTuHa He pekomeHayetcs. [Ipu onHoBpeMeHHOM mpueMe aedepasupokca U TeopuiummHa
HEO0O0XOIUMO MPOBOJUTH MOHUTOPUHT KOHLIEHTPALUU TEOPHUIUIMHA U PACCMOTPETh BO3MOKHOCTh
CHIW)KEHMsT 1103bl TeodpuyumHa. Henp3sd  uckitoyaTh  BO3MOXKHOCTh — JIEKAPCTBEHHOI'O
B3aUMOJICHCTBHUA MEXIy nedepasupokcom u apyrumu cyocrpatamu CYP1A2. B orHomenun
BEIIECTB, KOTOPhIE IpeumMylnecTBeHHO MeTabonu3upytorcss CYP1A2 u KoTOphle UMEIOT Y3KUI
TEepaneBTUYECKUN Juama3oH (HampuMep, KIO3almuH, THU3aHHUMH), TPUMEHSIOTCS Te Ke
PEKOMEHIALUHY, YTO U B OTHOLIEHUH TEOPUILIINHA.

Jpyrue B3auMOaeCTBUSL

OnHoBpeMeHHOE TMpuUMEHEeHHe aedepazupokca W aHTAIUAOB, COJACPXKAIIUX AITIOMHHHMA, HE
uccienoBanocb. HecmoTps Ha To, 4To aAedepasupokc umeeT Ooiee HU3KOE CpPOACTBO K
ATIOMUHMIO, Ye€M K JKelledy, HE PEKOMEHIYeTCs NpUHUMAaTh TabneTku aedepasuporca
OJIHOBPEMEHHO C aHTAIlUIHBIMH MperapaTaMu, COACPKAIIMMHI ATFOMUHUH.

OpnHoBpeMeHHOE MpUMeHeHue aedepasupokca ¢ BEIIECTBAMH, KOTOPbIE 00JIaat0T U3BECTHBIM
yIbLIEpOTeHHBIM JieiicTBUeM, TakuMmu kak HIIBII (Bkirouas ameTuacaluiuiIOBYIO KHUCIOTY B
BBICOKHX J103aX), KOPTUKOCTEPOUIbI WM 6ucdochoHaThl sl IpHeMa BHYTPh MOTYT YBEJIUYUTh
PUCK pa3BUTHS HexenatenbHbIX siBeHUN co ctopoHbl JXKKT (cMm. pazaen 4.4). OnHOBpeMEHHOE
npuMeHeHue aedepazupokca W aHTHKOATYISHTOB TaKXe€ MOXKET MOBBICUTh PHUCK Pa3BUTHUS
KEIYJ0YHO-KUIIIEYHOTO KpoBoTeueHus. [Ipu Ha3HaueHuu nedepasupokca B KOMOWHAIUU C
JIAHHBIMU BEIIeCTBAMHU TPeOyeTCs BECTH TIIATEIbHBI MOHUTOPUHT YKa3aHHBIX HEXeJlaTeIbHbIX
SIBJICHUH.

CoBMecTHOE TIpUMeHEeHHE Aedepa3upokca U OycynbhaHa MPUBOAUT K YBEIMUECHUIO CUCTEMHOMN
ouonocrymaoct Oycynbhana (AUC), HoO MexaHU3M UX B3aUMOJIEHCTBHS ocTaeTcst HesCHbIM. [1o
BO3MOKHOCTH CJIETyeT MpoBecTH OIeHKY dapmakokuHeTukn (AUC, knupeHc) mpoOHOH 1036l

OycynbdaHa, YTOOBI MOXKXHO OBLIIO CKOPPEKTUPOBATH J103Y.
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(NOCNEQCBATENEHOCTE 0002)

4.6. DepTHIBLHOCTD, 0€PEMEHHOCTb U JIAKTALMS

bepemeHHOCTB

KnuHuyecknx AaHHBIX MO MPUMEHEHHIO Jedepasupokca BO BpeMs OepeMeHHOCTH HeT. B
JOKJIMHUYECKUX HCCIEAOBAHUSAX Ha JKMBOTHBIX I[I0KAa3aHAa HEKOTOpas pPEnpoAyKTHUBHAs
TOKCHYHOCTh IperapaTa B J03aX, TOKCHYHBIX ISl MAaTEpPUHCKOTO opranu3Mma (cm. pasuen 5.3).
IToTeHnManbpHbIN PUCK 171 YEJIOBEKA HEU3BECTEH.

B kadecTBe Mephl MPEIOCTOPOKHOCTH HE pEeKOMEHAyeTcs mpuMeHsTh Jledepasupokce Ik BO
BpeMsi OEpeMEHHOCTH, 32 UCKJIIOUEHHEM CllydyaeB KpailHel He0OXO0AUMOCTH.

Hedepazupokc [k MoxkeT cHUXKaTh 3()PPEKTUBHOCTH TOPMOHAIBHBIX KOHTPALIEITUBOB (CM.
pazaen 4.5). XeHmuHaM 1€TOPOIHOT0O NOTEHIIMAIA PEKOMEHAYETCSI IPUMEHSATD JIONOJIHUTEIbHBIE
WJIM aJlbTE€PHATHBHBIE HETOPMOHAIBHBIE METObI KOHTPALICTILIMU BO BpEMs ITpUEMA Ipernapara.
JlakTanuys

B noxnmHMYecKHX HCCIeIOBAaHUSX HAa KUBOTHBIX JAedepasupokc OBICTPO U B 3HAYUTEIHHOM
KOJIMYECTBE MMPOHUKAI B MOJIOKO JIAKTUPYIOIMX KUBOTHBIX. BiMsaHus npenapara Ha IOTOMCTBO
HE OoTMedanoch. HewsBecTHO, mpoHHMKaeT 1M Aedepasupokc B TPYAHOE MOJOKO Y YeJIOBEKa.
Kenmunuam, nonydaromuM jeudeHue npenaparom Jedepasupoke Ik, mpoaomxkarh rpyaHoe
BCKapMJIUBaHUE HE PEKOMEHI0BAHO.

DdepTUabHOCTD

Jlist monielt HUKAKUX JaHHBIX O (PepTHIIBHOCTH HET. Y JKUBOTHBIX HHKAKUX HEKEIaTelhbHBIX
a¢(hekToB Ha PEPTUIHLHOCTH CAMIIOB MJIM CaMOK MOKa3aHo He ObLIO0 (CM. pasnen 5.3).

4.7. Bausinde Ha CHOCOOHOCTH YNPABJSTH TPAHCHOPTHHIMHU CPeICTBAMU H PadoTaTh €
MeXaHU3MaMHu

Bmussaue mpenapara Jledepasupokc Ik Ha CrMOCOOHOCTH YIPaBISATH TPAHCIOPTHBIMU
CpeICTBAaMU M MEXaHH3MaMH He Hu3ydanoch. I[Ipu MOsBIEHMHM TaKOro HEYACTOro MOOOYHOTO
SBIIEHUS, KaK TOJIOBOKPYKEHHUE, MAIllHeHTaM CIIeIyeT COOTI0AaTh OCTOPOKHOCTD.

4.8. He:xennaTesbHbIC peaKIIUT

Pesrome mpodmnsg 6e30mmacHOCTH

VY manueHToB ¢ XpOHHUYECKOW MOCTTpaHC()y3MOHHOW Meperpy3koil xene3oMm Haubolee 4acThble
HexxenarenbHple  peakuuu  (HP), o KkoTopeix cooOmianock MNpu  UIMTENBHOW —Tepanuu
nedepasupoKcoM B BUJIE TUCIIEPTHPYEMBIX TAOJETOK y B3POCIBIX W JIETEH, BKIIOYAIOT B CEOS:
HapymeHus co ctoponbl KKT (rmaBHbIM 00pa3zom, TOIIHOTA, pBOTA, Auapes, O0Jb B )KUBOTE) U
JiepMaToJIOTHYecKre HapylleHus (KoxHasl Chllb). Juapes oTMevanach yaiie y JeTeil B Bo3pacrte
0T 2 10 5 JIeT ¥ y MOXKUJIBIX JII0JIeH. DTH peakLuu SABISIOTCS 10303aBUCUMBIMU, B OCHOBHOM CJ1a00
WIM YMEPEHHO BBIPAKEHHBIMHU, WMEIOT TPAaH3UTOPHBINH XapakTep U B OOJIBIIMHCTBE CIy4yaeB

pasp€maroTCsa CaMOCTOATECIIBHO JAXKE IIPU ITPOJODKCHHUU JICUCHUA.
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Bo Bpemsi KIIMHUYECKUX UCCIEA0BAHUM 10303aBUCUMOE g@gﬁ;ﬂé&@ %GJL%Q%E‘I‘/I’J Epgéi':izﬁinﬂa

B CBHIBOPOTKE KPOBU BO3HHMKAIO MPHOIM3UTENBHO y 36 % MaIMeHToB, XOTS y OOJBIIMHCTBA
JMAHHBIA TIOKa3aTellb OCTaBaJICS B mperenax HOpMbl. CHIDKEHUE CPEeIHEro 3HAYCHHS KIUpPEHCa
KpeaTHHUHA HAOJI0JIAIOCh KaK y JETeH, TaK W y B3POCIBIX MAIMEHTOB ¢ OeTa-TajacceMHuen U
HIepErpy3Koi JKeJIe30M B IIEPBBIH T'OJ1 JICYCHUSI, HO €CTh JaHHBIC, YTO OH HE CHIKAJICS e1e OOJIbIIe
B TIOCTeayrone rojel JiedeHus. CooOMmaNoch O TMOBBIMICEHUH YPOBHS TpaHCaMUHA3 TEYCHHU.
Pexomennyercst cobmonath rpaduk MOHHTOpPHHTA OE30MACHOCTH B OTHOIICHUH IOKa3aTeyen
(GYHKIINY TOYEK U TIeueHH. PeTko BO3HUKAIOT HApYIICHUS CiTyXa (CHIKCHHE CITyXa) U OTKIIOHCHUS
CO CTOPOHBI OpraHa 3peHust (IOMyTHEHHE XPYCTAINKa), U PEKOMEHIYETCSI TPOBOJIUTH €KETOTHOS
MCCJIEIOBAHME JIAaHHBIX CUCTEM (CM. paznen 4.4).

B cBs3u ¢ ucnonb3oBaHMeM jAedepazupokca B QopmMe TaONETOK, MOKPHITHIX IICHOYHOU
000JI0YKO, COOOIIATIOCh TAKXKE O Pa3BUTHUU CEPHhE3HBIX KOXKHBIX HEKEIATCIBHBIX PEaKIIHid,
BKitouass cuHiapoM CrtuBeHca — J[PKOHCOHA, TOKCHYECKHI SHUACPMANbHBIA HEKPOIU3 U
JICKapCTBCHHAST PEAKIIUs, COMPOBOKIAIOIIASICS 303MHOPUINCH W CUCTEMHBIMU IPOSIBICHUSIMU
(DRESS) (cMm. paznen 4.4).

Pe3roMe HekenaTebHBIX PeaKIUN

Jns oueHku 4yacToThl BcTpedaemocTd HP wucmonb3oBanbl crienyromme KpUTEpUH (COTIACHO
kinaccuukanuun BO3 (BcemupHO# opraHu3amnuu 31paBOOXpaHEHus1)): ouyeHb udacto (>1/10);
gacto (>1/100, <1/10); mewacto (=1/1000, <1/100); peaxo (=1/10000, <1/1000); oueHb peako
(<1/10000); wactoTa Heu3BecTHa (HE MOXKET OBITh OIpe/eleHa MO UMEIOUIUMCS JaHHBIM). B
npenenax Kaxjaou yactroTHou kateropun HJIP pacnpenenensl B mopsiake yMEHbBIIEHUS YaCTOThI
BCTPEYaEMOCTH.

Ta6auna 5. HexxenatenbHble peakuun

HapyieHnus co CTOpoOHbI KPOBH H JIUM(aTHYECKOH CHCTEMbI

YacToTa HEeM3BECTHA: HaHI_II/ITOHeHI/ISIl, TpOMGOI_II/ITOHeHI/ISI]', ycyry6J1eHHe aHeMI/II/Il,

HeHTponeHus’

HapyumeHnust co CTOpOHBI HMMYHHO CHCTEMBI

Yacro: Peakuun TUIEPYYBCTBUTEIBHOCTH (BKITIOUAs
aHa(HIAKTHYECKHE PEaKIMH U AaHTHOHEBPOTHYecKHii oTek)’

Hapymenuns meradoim3mMa ¥ NUTAHUSA

YacroTra Hen3BecTHa: MeTabomiuecKuii arumo3:

Ilcuxuyeckne HApyLIEHHUS

Heuacro: TpeBora, HapylIeHHsI CHa

Hapyumenusi co CTOPOHBI HEPBHOM CHCTEMbI

Yacro: I'osoBHas 6oib
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Heuacro: [ 010BOKpYKEHHUE (MOCNEQOBATENEHOCTE 0002

Hapyuienusi co CTOpOHBI OpraHa 3peHust

Heuacro: Karapakra, makynonatus

Penxo: HeBput 3purenbHOro HepBa

Hapyuiennsi co CTOpOHBI OPraHa cjiyxa u JaOupPUHTA

Heuacro: I'myxota

Hapyuienusi co cTOpoHbI AbIXaTeIbHON CUCTEMbl, OPraHOB I'PY/AHOI KJIETKH U CpPel0CTeHH s

Heuacro: Bbosb B ropranu

KenynouHo-KuIIeYHbIe HAPYIIEHUS

Yacro: Huapes, 3amop, pBOTa, TOIIHOTAa, 0OJb B >KMBOTE, B3IyTHE
YKUBOTA, JUCIIETICUS

Heuacro: KenynouHo-kuiieyHble  KPOBOTEYEHHMsI, s5I3Ba  JKENIyJAKa
(BKJIFOYAsi MHO>KECTBEHHBIE 5I3BbI), 513BA JIBEHAIIIATUIIEPCTHOM

KHIIKU, TaCTPUT

Penxo: O30darut
YacToTa Hen3BeCTHA: [epdopanus  Kelya04HO-KUIIEYHOTO  TPAaKTal,  OCTpBbIi
NaHKpeaTHT"

Hapymeﬂml CO CTOPOHBI ITCYCHHU U KETYCBBIBOASAIIINX nyTeﬁ

Yacro: IToBblIlIEeHHE YPOBHS TpaHCAMHMHA3
Heuacro: I'emaTtut, xonenuruas
YacToTa HEU3BECTHA: [MeueHOUHAs HEIOCTATOUYHOCTH!

Hapymemm CO CTOPOHBI KOYKH U IMOAKOKHBIX TKaHel

Yacro: CelIib, 3y
Heuacro: Hapyiienue nurmentanuu
Penxo: JlekapcTBeHHass ChIb C DSO3WHO(PMIMEH U CHUCTEMHBIMHU

nposineHusMu (DRESS-cunnpom)

YacroTa HEU3BECTHA:! Cungpom CruBenca-J[oHcoHa!, NEHKOIMTOKIACTHYECKHI
BacKymuT, KkpanuBuuual, MynsTHdoOpMHas  sputemal,
ajonenus’, TOKCUYECKUH SuiepMaTbHbIH HeKpoIu3!

HapymeHml CO CTOPOHBI IMMOYEK U MOYEBLIBOAAIIMX HyTeﬁ

Ouens yacro: [ToBbIlIEHNE KpEaTHHNHA B KPOBU
Yacro: IIporeunypus
Heuacro: Hapymenue ¢pyHKINY TOYEUHBIX KaHAJBIIEB (IPHOOPETEHHBIH

cunapoM DaHKOHU), TJINKO3YPHUS
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YacroTa HEU3BECTHA:! Octpas nouetHast Hﬁ&%%@lﬁ%&“ﬂ%ﬂ%ﬂ%ﬁ%ﬁﬂ%ﬁ

HedpuT!, MOYeUHOKAMEHHAs OOJIE3HB., HEKPO3 MOYEUHBIX
KaHasbIeB
O01mme HApPYLIEHUS U PeaKIUU B MeCTe BBeJeHUs

Heuacro: [ToBbilIEHNE TEMITEpATypPhl Tela, OTEK, OLIYIIEHUE YCTAIOCTH

! HexemarennHble pC€aKkuru, OIMCBIBACMBIC BO BpPCMs HNOCTPCTUCTPALUOHHOIO MNPUMCHCHHA.
Nudopmanyus o HUX NOTyYeHA U3 CIIOHTAHHBIX COOOIICHH, /U1 KOTOPBHIX HE BCErZla BO3MOXKHO
HAaJIS)KHO OTPENICNINTh YaCTOTY MJI IPUYMHHO-CJIEJICTBEHHYIO CBSI3b C BIMSIHUEM JICKAPCTBEHHOTO
npernapara.

2 OTMeYaauch TSKENbIE CI)OpMI)I, CBA3aHHBIE C MHN3MCHCHUSIMHU CO3HAHHUA B KOHTCKCTC

FHHepaMMOHCMquCKOﬁ SHHCQ)aHOHaTI/II/I.

OmnwncaHue OTACIBHBIX HEXKEIATSIbHBIX peaKIIHi

006 o0pa30BaHMH KETYHBIX KAMHEH U CBSI3aHHBIX OUIIMAPHBIX PACCTPOMCTBAX cOOOIIANoch y 2 %
narueHToB. O TMOBBIIIGHWW YPOBHS TpPaHCAMHHA3 TICYCHH COOOMIAJIOCh B  KAdecTBE
HeKenaTelbHOH peakiuu y 2 % mauuentoB. [loBeilieHre ypoBHs TpancamuHas O6osee yem B 10
pa3 BbIlIe BEpXHEW rPaHUIIbl HOPMBI, KOTOPOE CBUAETEIHCTBOBANIO O TEMATUTE, OBLIIO HEYACTHIM
(0,3 %). B Teuenue nepuoaa moCTpErucTpalMOHHOTO MPUMEHEHHS e epasupokca coo0Ianoch
0 MEYEHOYHON HEeIOCTATOYHOCTH, MHOTA CO CMEPTEIbHBIM UCXOA0M (CcM. pasnen 4.4). B Teuenue
nepuofa TMOCTPETUCTPALMOHHOTO HaOMIOIeHUsT OBUIM TOJY4YeHBl COOOIICHHUS O CIydasx
MeTaboNMMYecKoro amnuao3a. Y OOJBIIMHCTBA TAaKUX TMAlMEHTOB HaONoAanach MoYeyHast
HEJOCTAaTOYHOCTh, ToYeuHast TyOysonatus (cuHapoM DaHKOHM), TUapes WM COCTOSHUS, MPU
KOTOPBIX KUCIOTHO-IIEIOYHON AUCOaaHC SBJISIETCS U3BECTHBIM OCJIOKHEHHEM (CM. pazzen 4.4).
Crnyyau cepbe3HOr0 OCTPOrO MaHKpeaTUTa HAOIIOAANUCh y MAIMEHTOB 0€3 MOATBEPKIECHHBIX
3a00yeBaHUN KemyHOro My3eips. Kak M B ciyyae MpuUMEHEHHUS APYTUX XENaTOpoB Kelnesa,
CHIDKEHHUE CTyXa U MOMYTHEHHUE XpyCTAIUKA (paHHSS CTausl KaTapaKThl) HAOIIOJAINCH PEIKO Y
MAalMeHTOB, TPUHUMABIIUX nedepasupokc (cM. pasaen 4.4).

KiupeHc KpeaTUHHHA [IpH HOCTTDaHCd)VSHOHHOﬁ OEPErpy3Ke XKEJIC30M

B perpocnexktuBHOM Meta-aHanu3e 2102 B3pocneix M gereid ¢ OeTa-TasiacceMuen C
MOCTTPAaHC(PY3MOHHOM  TMeperpy3koi Keie3oM, IMOJydaBIIMX JAedepasupokc B  (opme
JUCTICPIUPYEMBIX Ta6J'IeTOK, B JIBYX paHAOMU3HUPOBAHHBIX U YCTBIPEX OTKPBITHIX UCCIICAOBAHUAX
IPOIOJDKUTEIBHOCTBIO JI0 TATH JIET HAOMII0JAJIOCh Cpe/iHee CHIDKEHHE KIIMpeHca KpeaTHHUHA Ha
13,2 % y B3pocabix (95 % AU: ot -14,4 % no -12,1 %; n=935)u 9,9 % (95 % AU: ot -11,1 %

1o -8,6 %; n = 1142) y neteil B TeueHue nepBoro roja jgeueHus. Y 250 nanueHTos, 3a KOTOPbIMH

22



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
o1 20.11.2024 N= 25605

BEJIOCh HAOIIONEHHWE B TEUCHHE J0 IISITH JIET, zxanweﬁﬂfé%@%gi%ﬁ%wé i 'rJ ﬁ(';k;ﬁya'grenﬂ

KJIMPEHCa KpeaTHHUHA HE HAOJII01aJI0Ch.

Kinuandeckue wuccaenoBaHus vV IALMEHTOB C CHHAPOMAMHU TPAaHC()V3ZMOHHO HE3aBUCUMOM

TajgacceMuu

B uccnenoBanuu mpogoKUTENBHOCTBIO | ToJl y MAallMEHTOB ¢ CHHApPOMamMH TpaHC()y3HOHHO
HE3aBUCHMOI TajacceMMHM M TEperpy3Koi jkeje3oM (pacTBopuMble TabneTku B 1o3e 10
MI/KI/CyTKM) CaMbIMH paclpOCTPAaHEHHBIMH HEKENATEIbHBIMU SIBICHUSIMH, CBSI3aHHBIMH C
IPUEMOM HCCllelyeMoro mnpemnapata, Osutu auapes (9,1 %), ceinb (9,1 %) u tomnota (7,3 %).
AHOMaJIbHbIE 3HAYEHHUS] YpPOBHS KpEaTMHMHA B CHIBOPOTKE KPOBU W KIMpEHCA KpeaTWHHHA
HaOmonanuch y 5,5% u 1,8% mnanuentoB cooTBeTcTBEHHO. [lOBBINLIEHNE YpOBHS TpaHCAMHHA3
Oosee, 4eM B 2 pasa [0 CPAaBHEHUIO C MCXOJHBIM YPOBHEM, U B 5 pa3 BbILIE BEPXHEH IpaHULIbI
HOPMBI, OBLJIO 3apeructTpupoBano y 1,8 % nmanueHToB.

HpuMeHeHue y demell

B AByX KIMHHYECKMX HMCCIEIOBAHUAX Ae(epasupoKC HE OKa3aj BIUSHHA Ha POCT U IOJIOBOE
pa3BuTHE JETEH, MOTyYaBIINX JICUEHHUE B TeUeHHUE 10 5 JieT (cM. pazzaen 4.4).

V nereii B Bo3pacte oT 2 110 5 neT Juapesi HabJroJajlach Yallle, YeM Y MOKUIIbIX MallUeHTOB.

O TyOysnonaTuu Mo4yek B OCHOBHOM COOOLIANOCh Yy AeTed U MOJIPOCTKOB ¢ OeTa-TajacceMHei,
NOJIy4yaBUINX Jedepa3supoKc. BoIbIIMHCTBO COOOIIEHUH O ciaydasiX MeTaboIMYecKoro aiui03a,
MOJTYYEHHBIX B IIEPHO/I TIOCTPETUCTPAIIIOHHOTO HAOIIOICHHS, OTHOCHJIACH K TAIIMEHTaM JIETCKOTO
BO3pPACTa, y KOTOPBIX pa3BUWIICsA CUHAPOM DaHKOHU.

bbutn mosy4eHsl cOOOIIeHHs O CiIydasX OCTPOro HMaHKpeaTHTa, OCOOCHHO Cpeiu MalueHTOB
JIETCKOTO | MOJIPOCTKOBOTO BO3pacTa.

Coo011eHne 0 moI03pEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxxHo coo0mare 0 MOA03peBaeMbIX HEXKENaTeNbHBIX pEaKIUsIX I[OCle pPerucTpanuu
JIEKapCTBEHHOTO Tpernapara ¢ 1eIbl0 00ecredeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«I0NTb3a — PHUCK» JICKAPCTBEHHOTO mpernapara. MeIuIMHCKUM paOOTHUKAM pPEKOMEHIYETCS
CO00IIaTh O JIFOOBIX TO03PEBACMBIX HEXKENIATSIBbHBIX PEAKIUAX JICKApCTBEHHOTO Iperapara
Yyepe3 HallMOHAJLHBIE CUCTEMBI COOOIICHUS O HEKEIATeNbHBIX PEAKIIMIX TOCYIapCTB — YICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr0 COI03a.

Poccutickas ®@eoepayus.

®denepanbHas ciyx0a 1Mo Haa30py B chepe 31paBOOXpaHCHHUS.

Anpec: 109012, r. MockBa, CnaBssHCKas Tuiommias, a. 4, crp. 1.

Tenedon: +7 800 550 99 03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru
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Caiit B MHPOPMAILMOHHO-TEIEKOM vaHHKaIJﬁE@fI;c;bEJ': BAd&EHEH O drdery:

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

4.9. Ilepeno3npoBka

CuMITOMBI

OTMeueHbl cllydau Mepeio3upoBKU JedepasupoKcoM (IIpUEeM B TEUEHHE HECKOJIbKUX HENENb B
n03e, B 2-3 pa3a npeBbllIaoIel pekoMeHayeMyto). B oqHoM U3 citydaeB repeo3upoBKa mpuBeia
K Pa3BUTHIO CYOKIMHUYECKOTo renatuta. [Ipu npexpaiieHnu Tepaniy npenapaTom IposiBICHUS
renaTuTa KynupoBaJuCch 0€3 pa3BUTHUS OCIOKHEHUH B OTAajIeHHOM repuoje. [Ipu ogHokpaTHOM
npueMe Jedepasupokca B BUAE AUCIEPTUPYEMbIX Ta0neTok B a03e 80 MI/Kr maccel Tena (4To
COOTBETCTBYeT n03¢ nedepasupokca 56 MI/KT B BHJAE TaOJETOK, IMOKPBITHIX IUICHOYHON
000JI0YKOH) y TAIMEeHTOB C [-TanmacceMHuel ¢ Teperpy3Kor >KeIe3oM OTMEYEHa XOpolmas
MEPEHOCUMOCTh C Pa3BUTHEM CIIa0OBBIPAKEHHOM TOIIHOTHI U IUApeH. 3I0POBbIE JOOPOBOJIBIIBI
XOPOIIIO MEPEHOCUIIN OJJTHOKPATHBIN MpreM Jedepa3upokca B BUIEe JUCIEPTUPYEMbIX Ta0JIETOK B
no3e 110 40 Mr/kr (4TO COOTBETCTBYET 03¢ nedepasupokca 28 MI/KT B BUJE TAOJIETOK, ITOKPBITHIX
IJICHOYHOM 000JIOUKOIA).

[Tpu mepeno3upoBKe BO3MOXKHO Pa3BUTHE CIEAYIOUIMX OCTPHIX CHMOTOMOB: TOIIHOTA, PBOTA,
rojoBHas 60b, quapes. OTMeYeHbl CIydau HapylieHus: QYHKIUU MTOYEK U eYEHH, B TOM YHCIIe
ClIydan IIOBBIIICHWH YPOBHA IMNMCYCHOYHBIX q)epMeHTOB U KpCaTMHHWHA C HMX MOCICAYIOIIUM
BOCCTAHOBJIEHMEM I10CJI€ OTMEHBbl Tepanuu. OmMOOYHO Ha3HAYEHHBIM OJHOKPATHBIM mpuem
npernapata B jo3e 90 MI/Kr mpuBen K pa3BUTHIO cuHApoMa DaHKOHH C MOCIEAYIOUINM
paspelIeHneM 1ociie OTMEHbI TepaInu.

Crenuduyeckoro aHTUI0Ta 17151 Aedepa3zupoKkca He CyIIeCTBYeT.

Jleuenue

I/IH,I[YI_[I/IpOBaHI/Ie PBOTBI UJIU ITPOMBIBAHHE KEITyAKA, CUMIITOMATUYCCKAs TCpallnsl.

5. DPAPMAKOJIOTTYECKUE CBOMCTBA

5.1 ®apmakoaMHaMH4YecKHe CBOMCTBA

®apMakoTepaneBTUYECKas rpymmna: mpoyue JiedeOHbIe CPEICTBA; KEJIe30CBA3bIBAIOIINE CPE/ICTBA.
Kong ATX: VO3ACO03

Mexanusm geiicTBus

Jedepazupokc SBISETCS KOMILIEKCOOOPA3yIOIUM TPOWHBIM JMTAaHIOM Uil MpHEeMa BHYTPb,
oOnanaromuM BeICOKUM cpojacTBoM Kk xkenedy (III) u cBsa3biBaromuM ero B cooTHomeHuu 2:1.
Jedepasupokc ycUIMBAeT OSKCKPELHUIO JKele3a, MPEHMYILIECTBEHHO 4Yepe3 KHIIEYHHUK.
Hedepazupokc 001agaeT HU3KUM CPOJICTBOM K IIMHKY U ME/I U HE BBI3BIBAET CTOWKOTO CHIKEHHS

COACPpIKAaHUA 3TUX METAJIJIOB B CBIBOPOTKE KPOBH.
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PapmakoanHamuygeckue 3G exTol (MOCNEOOBATENBHOCTE 0002]

B wuccnemoBanmm oOMeHa Jkene3a |y B3pOCHBIX TAIMEHTOB C  [-rajmaccemMuen ¢
MOCTTPAHC(PY3HOHHOW TEPErpy3KON KENe30M IMpU MPUMEHEHUH JedepasupoKca B CYTOUHBIX
no3ax 10 mr/kr, 20 mr/kr u 40 Mr/KT (B BUIE AUCTIEPTUPYEMBIX TabJIeTOK) cpeanss rhexTuBHAs
JKCKpeIus jxkenesa coctanisuia B cpennem 0,119 mr Fe/kr, 0,329 mr Fe/kr u 0,445 mr Fe/kr maccel
TeNa B CyTKH COOTBETCTBEHHO.

Kinnanueckas 3¢ dekTUBHOCTL U 0€3011aCHOCTh

HccnenoBanus KIMHUYECKOW O€30MacCHOCTH MPOBOAWIMCH i Jaedepasupokca B Qopme
JTUCTIEPTUPYEMbIX TaOJIETOK.

DddexTer nedepazupokca uccnemaoBann y 411 B3pocibix manueHToB (B Bo3pacte > 16 jer u
crapme) u 292 npereit (B Bo3pacte OT 2 a0 16 5eT) ¢ XpOHUYECKON IMEpPErpy3Koil Keae3oMm
BCJIC/ICTBUE TEpeNuBaHui KpoBH. 52 pebeHka Obuid B Bo3pacTe OT 2 10 S5 jer. OCHOBHBIMU
3a0o0NeBaHUsMHU, TpeOOBABIIMMHU MEpeluBaHUs KpPOBHU, ObUIM OeTa-TajacceMus, CEeproOBUIHO-
KJICTOYHYIO aHEMUS U JPyrue BPOXKICHHBIE U TPUOOPETEHHBIE aHEMUH (MUEIOAUCIUIACTHYECKUE
CUHAPOMBI, cuHapoM [lalimonna-biadkdena, ariacTUYeCKyr0 aHEeMHUI0 U JPYTHe OYCHb PEAKHC
aHEMUN).

ExxenneBHoe npumeHenue nedepasupokca B g03ax 20 mr/kr u 30 MI/Kr B BUJE TUCIIEPTUPYEMBIX
Ta0JIETOK B TEUEHUE OJHOrO0 TroJla y B3pOCIbIX U JeTed ¢ P-ramaccemueil Ha (QoHe
IPOJODKAIOIINXCST TeMOTpPaHCPy3Uil MPUBOIMIO K YMEHBILIEHHIO 3allacoB OOIIEro ’kenes3a B
opranusme; cojaepskanue xenesa B neueHu (CXII) cauxkanocs B cpeiHeM COOTBETCTBEHHO MOYTH
Ha 0,4 mr Fe/r u 8,9 mr Fe/r cyxoro BelecTBa rne4eHu, KOHIEHTpaLus (eppUTHHA B CHIBOPOTKE
KpPOBH YMEHBIIIAJIACh B CPEAHEM MOYTH Ha 36 MKI/J1 U 926 MKI/J COOTBETCTBEHHO.

[Tpu nprMeHeHuu mpenapaTa B T€X K€ /103aX COOTHOILIEHUE IKCKPELUU Kelle3a K MOCTYIUIEHUIO
Kene3a B opranusm coctanisuio 1,02 (4To siBiiseTcs moKa3aTesieM HOpMaJIbHOTo OallaHca jkesesa)
u 1,67 (4T0 COOTBETCTBYET MOBBIIIEHHOMY BBIBEICHHUIO JKele3a U3 opraHusma). IlogoOHbIi
TepaneBTUYECKU OTBET HaOMoaics NpU NpUMEHEHUH JAedepasupokca y TMAalUeHTOB C
MepEerpy3KOi KEIe30M U TIPU IPYyrux Tumax aHemMuid. [Ipumenenue nedepasupokca B CyTOUHOM
noze 10 Mr/kr B BHAE JUCHEPIUpPYEMbIX TaOJETOK B TEYEHHE OJHOTO T0/a IO3BOJISIO
nognepxxuBath B HopMme CXKII, koHueHTpanuio ¢GeppuTHHAa B CBHIBOPOTKE KpOBU U
CIOCOOCTBOBAJIO JIOCTHMKEHHIO OanaHca >kene3a (paBHOBECHS] MEXAY IOCTYIUIEHHEM U
BBIBEICHUEM 3KeJie3a) y MAalUEeHTOB, PEIKO MOJy4YaloluX IeMOTpaHc(y3un WU OOMEHHbIE
nepenuBaHus KpoBU. I10cKoNbKY KOHLIEHTpaIMs (peppuTHHA B CBIBOPOTKE KPOBH, OIpeiensieMast
exeMmecsiuHo, oTpaxkana usmenenuss CXKII, nuHamuka KoHUEHTpauuu (GeppuTHHA B CHIBOPOTKE
KPOBH MOJKET SIBIATHCA KPUTEpUEM JUIsl OLEHKH 3(PGEeKTUBHOCTH Tepanuu. OrpaHudeHHbIe

KJIIMHUYECKHE TaHHbIe (29 MalueHToB ¢ HOpMaIbHOU (PYHKITMEH cepiia B MICXOTHOM COCTOSTHUMN)
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¢ npuMmenenueM MPT nokassiBaroT, 4To jeyeHke z[eq)eﬁgg;{ﬁo-ll‘%%éﬁg@]wi}dﬁﬁl&/ﬁ'eﬁb (B

dopme muceprupyemMbIx TabJIETOK) B TeUEHUE 1 TOa MOXKET TaKkKe CHIDKATh YPOBEHb JKEJIe3a B
cepaue (B cpenaem MPT T2* yBenmuuaercs ¢ 18,3 10 23,0 mcek).

OCHOBHOM aHanu3 B OINOPHOM CPABHUTEIBHOM HCCIEIOBAHUM C y4yacTueM 586 MalMeHTOB,
CTpajaronux Oera-TanacceMuell M TpaHCPY3HMOHHOM Meperpy3Koil »xenesa, He MOITBEPAUI
MPEIOJIOKEHUE O TOM, 4TO jAedepasupokc B GopMme AUCIEPTHPYEMBIX TaOJIETOK O0IamaeT He
MeHbIIEH 3((EeKTUBHOCTBIO, YeM JedepoKcaMuH. Pe3ynbTarel peTpOCHeKTHBHOTO aHAIM3a,
MIPOBEJICHHOTO B XOJI€ JaHHOTO MCCIEA0BaHUsS, CBUAETEILCTBYIOT O TOM, YTO B MOATPYIIE
NAIMEHTOB C MOKa3aTellIMU KOHIIEHTpAIlMH >keie3a B redeHu > 7 mr Fe/r cyxoro BemecTsa,
NPUHUMABIIUX Jedepazupokc B opme aucneprupyemMbix Tadetok (B qo3ax 20 u 30 mMr/kr) nimm
nedepokcamMuH (B mo3ax oT 35 mo > 50 mr/kr), ObUTM JOCTUTHYTHI KPUTEPUHM HE MEHBIICH
s dexTrBHOCTH. OHAKO B MOJATPYIIE MAlMEHTOB C IMMOKa3aTelsIMU KOHIICHTpAI[UU Kelie3a B
neueHu <7 mr Fe/r cyxoro BemiecTBa, MPUHUMABIIUX Jedepa3supoKkc B hopMe TUCTEPTUPYEMBIX
tabseTok (B mo3ax 5 u 10 mr/kr) mwiu nedepokcamuH (B g03ax ot 20 10 35 MI/KT), HE MEHbIIAs
3¢ (deKkTHBHOCTh HEe ObUIa yCTAaHOBJICHA BBHJY AHMcCOAlaHCa MEXKIY J103aMH JBYX XEIaTOPOB
Kene3a. BelmeonucanHblii aucOagaHc BO3HUK B CBS3M C TEM, YTO HAIMEHTHl B TpPYIIe
NpUMeHeHUs aedepokcaMiHa MOTJIM IPUHUMATH MpEnapaT B TeX K€ J103aX, B KOTOPBIX OHU €ro
NPUHUMAK 10 BKIIOYEHHS B HCCIEJOBaHWE, Nake €CIM WX J103a NpEeBbIIajia TaKOBYIO,
yKa3aHHYIO B MPOTOKOJIE UCCIIEAOBAaHMs. B 3TOM OIMOPHOM HCCIIEIOBAaHUH NPUHSUIA ydacTue 56
NalMeHTOB B Bo3pacTe A0 6 jer, 28 U3 KOTOphIX NOJdy4anu jaedepasupokc B (opme
JUCTIEPTUPYEMBIX TaOJIETOK.

Pe3ynbTaThl NOKIMHUYECKUX M KIMHUYECKUX HCCIEIOBAaHHWNA CBHIETEIBCTBOBAIA O TOM, YTO
nedepasupokc B GopMe IUCTIEPTUPYEMBIX TaOJIETOK MOXKET OBITh TaKMM >K€ aKTHBHBIM, Kak
nedepoKkcaMuH, PH UCTIOJIb30BaHUM 103 B cOOTHOIIeHUH 2:1 (T. e. 1o3a aedepasupoxca B popme
JMCTIEPTUPYEMBIX TabJIETOK COCTABIISET MOJOBUHY J03bI leepokcaMuHa). MOKHO pacCMOTPETh
BO3MOXKHOCTh TpUMEHEHHS nedepasupokca B ¢Gopme TalNeTOK, MOKPHITHIX IICHOYHON
000JIOYKOW, B J03aX, B YHCICHHOM OTHONICHWM B 3 pa3a NPEBHIMAIOIIAX TaKOBYIO
nedepokcaMuHa, Tak Kak Jo3a jaedepasupokca B (opMme TabIETOK, MOKPHITHIX IJICHOUYHOU
000JI0YKOM, COCTaBISET OJHY TPeTh OT A03blI AedepokcamuHa. OHAKO ATy PEKOMEHAALHUIO B
OTHOIIEHWH JO3UPOBKH HE OI[CHUBAJIH MTPOCTICKTHBHO B paMKaX KIMHHYECKUX MCCIIETOBAHHN.
Kpowme Toro, y maniueHTOB ¢ KOHLIEHTpalHe xele3a B medeHu > 7 Mr Fe/kr (cyxoro BemiecTsa) ¢
pasHbBIMH PEIKMMH BUIAMH aHEMHUH WJIM CEPIIOBUIHO-KJIETOUYHON aHEeMHUEH MpUMEHEHHE
nedepasupokca B popme qucrneprupyeMbix TadseTok B 1o3e 10 20—-30 MI/Kr BbI3bIBAIU CHIKEHUE
KOHIIEHTpAllUU jKejie3a B IEYEHHM M YPOBHS (EeppUTHHA B CHIBOPOTKE, COMOCTaBHUMbBIE CO

CHIDKEHHEM JIJaHHBIX MTOKa3aTeJIed y MaIMeHTOB ¢ OeTa-TaJacCeMUeH.
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Cpenu 225 maneHToB ¢ MUEITOAUCIINIACTUYECKAM annﬁ%ﬁa%gﬁ?&%ﬂﬁﬁ:ﬁpgﬁéﬁs IiS;I:bKa)

U TIOCTTpaHC()y3MOHHOM TEperpys3Koi Kene3oM ObLIO MPOBENEHO IUIANEeO0-KOHTPOIUPYEMOe
paH/IOMU3MPOBAHHOE  HUCCIIEOBaHHE. Pe3ynbTaTel  3TOrO0  MCCIENOBAaHUS  [O3BOJISIOT
MPEIOJIOKUTh, YTO JePepasHpOKC OKA3bIBACT MOJOXKHUTEIbHOE BIMSHHUE HA OECCOOBITUIHYIO
BbbKUBaeMocTh (EFS, xomOuHupoBaHHas KOHEUHas TOYKa, BKIIOYas 3a00JieBaHUS cepjlla WU
neyeHu 6e3 CMEepTeIhbHOI0 UCX0/1a) U YPOBeHb eppuTHHA ChIBOPOTKHU. [Ipoduns 6e3onmacHocTH
COOTBETCTBOBAJ IIPEAbIAYIIUM HCCIIEI0BAaHUSAM y B3POCJIBIX MAIEHTOB c
MUEIOAUCIIACTUYECKUM CHUHIPOMOM.

B o6cepBanimoHHOM HCCIIEIOBAaHUHU JUTUTEIBHOCTRIO 5 JIET, B KOTOPOM 267 neTeld B Bo3pacTe OT 2
no < 6 ner (Ha MOMEHT BKJIIOYEHHUS B HCCIEIOBaHHE) C TPaHC()PY3MOHHBIM T'€MOCHIECPO30M
nojy4yanu Jedepasupokc, He OTMEYaloCch KIMHMYECKH 3HAYUMBIX pa3dyuid B mTpoduie
0€30MacHOCTH U IEPEeHOCUMOCTH Jiehepazupokca y aeTeit B Bo3pacte ot 2 110 < 6 JIeT B CpPaBHEHUU
c oOmieil momynsuuMed B3pOCHBIX MMAalMEHTOB M JIeTeH, BKJIIOYas MOBBIMICHUS KpeaTMHHHA
CBIBOPOTKH >33 % u BbIlIE BEpXHEH TI'PaHMIIBI HOPMBI NMpU 2 U OOJee MOCIe0BATEIbHBIX
onpenenenusix (3,1 %) u yBenuuenue ypoBHs atannHaMuHOTpaHchepassl (AJIT) c npeBbimenneM
BEpXHEW rpaHullbl HOpMBI Oosiee yeM B 5 pa3 (4,3 %). Enunnunsie sBnenus nosbimenus AJIT u
acnapratamuHoTpancdepasbl otmeudanuch y 20,0 % u 8,3 % u nanueHToB COOTBETCTBEHHO U3 145
NAMEHTOB, 3aBEPIINUBILINX UCCIIEI0BAaHUE.

B xoxe uccnenoBanusi, MpOBEICHHOTO ISl OLIEHKU Oe3omacHoCTH Aedepa3upokca B TaOIeTKax,
MOKPBITHIX TUICHOYHON 000JIOUKOMN, U B TUCHIEPTUPYEMBIX TabneTkax, 173 B3pOCHbIX MalueHTa u
pebGeHka ¢ TpaHC(Y3MOHHO 3aBHCUMOMN TajlacCeMUEN MM MMEIOJUCIIIACTUYECKUM CHHIIPOMOM
nojiyyanu JiedeHue B TeueHue 24 Henenb. llpopunu OGezomacHocTH TaOJETOK, MOKPBITHIX
IJICHOYHON 000JI0UKOM, M TUCHIEPTUPYEMBIX Ta0JIETOK OBLIIM COMOCTaBUMbBIMHU.

VY mnanmueHToB ¢ TpaHC(Y3MOHHO HE3aBHCHMBIMU CHHIPOMAaMH TalacCeMHMHU M Heperpy3kon
Kene3oM JieueHue JedepasupokcoM B (opMe AMCIeprupyeMbix TaOJeTOK OLIEHHWBAIOCh B
OJIHOJIETHEM PAaHJIOMH3UPOBAHHOM JIBOMHOM CIIENIOM IJ1a1[e00-KOHTPOJIMPYEMOM HCCIIEA0BAHUU.
B xozxe maHHOrO HccienoBaHusi cpaBHUBAIM 3(PGEKTUBHOCTh ABYX Pa3HbIX PEXKUMOB JICUEHHS
nedepazupokcoM B popMe TUCTIEprupyeMbIX TabJaeToK (HadaiabHble 1036l 5 U 10 MI/Kr/cyTKH, 1O
55 manueHTOB B KaXKIOW TPYIE JIEYEHUs) U COOTBETCTBYIOIIETo Iamnebo (56 manueHTtoB). B
uccienoBanue OblT0 BKIOYeHO 145 B3pocnbix nanueHTa u 21 pedenka. OCHOBHBIM MapaMeTpoOM
s dexTBHOCTH OBLIO U3MEHEHHE KOHIIEHTPAIMH jKeJie3a B TIEUEHHU 110 CPABHEHUIO C UCXOIHBIM
ypoBHeM mocie 12 mecsie nedeHust. OTHUM U3 JTOTOJHUTENbHBIX apaMeTpoB 3PPEeKTUBHOCTH
ObUIO U3MEHEHHUE YPOBHS (eppUTHHA B CHIBOPOTKE KPOBU C MCXOJHOTO YPOBHS JI0 YETBEPTOIO
kBaprtana. [I[pumenenne nedepasupokca B popMe TUCTIEPrUPYEMBIX TaOJIETOK B HAYAIBHOW J103€

10 Mr/Kr/CcyTKM IPUBOJIWIIO K CHIDKCHHIO OOIIETO COJEpKaHMs )Kelle3a B opranusme. B cpennem,
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KOHIIEHTpallUs Keie3a B MEUYECHU CHUXKalach 3,80 i B! '%%‘a’é?b“ﬁéﬂééi‘gaﬁ ﬁ%‘ro&

OpUHUMABIIUX Jedepa3upokc B (opme aucneprupyeMbix TalneTrok (B HadambHOW mo3e 10
Mmr/kr/cytku) U noBsicmiiack Ha 0,38 mr Fe/r cyxoro BemecTBa y ManueHTOB, NMPHHUMABIIMX
miane6o (p <0,001). B cpenneM, ypoBeHb (heppuTHHA B CBIBOPOTKE KPOBH CHU3WICSA Ha 222,0 M/
y HaIMeHTOB, MIPUHUMABIIUX AeepasupoKc B popMe AUCTIEPIUPYEMbIX Ta0IEeTOK (B HauYaIbHON
no3e 10 mr/kr/cyTku) u moBbicwiIcs Ha 115 MKI/a y HanueHToB, MPUHUMABIINX IUTAIE00
(p<0,001).

5.2 PapmakokuHeTHYECKHE CBOMCTBA

TabyeTku, TOKPBITHIC IJICHOYHOW  OOOJIOYKOHM, SBJISIOTCSA  JIEKAPCTBEHHOM  (opMou
nedepasupokca ¢ Oonblield OMOJOCTYMHOCTBIO MO CpPaBHEHUIO C jaedepasMpokcoM B
JICKapCTBEHHOU opme mucneprupyembie Tadnetku. [edepazupoke B no3upoBke 360 mr B hopme
TabJIETOK, MOKPBITHIX MJICHOYHON 000JI0YKO, SKBUBaJIEHTEH J03UpOBKe nedepasupokca 500 mr
B (opme mucneprupyembix Tabierok B orHomeHuH AUC, ompenensemord HaTomak. Cmax
yBenumuuBaiack Ha 30 % (90 % AW: 20,3 %—40,0%), ogHaKO KIMHHYECKH 3HAYUMBIX 3((HEKTOB
BBISIBJICHO HE OBLIO.

AGcopbuus

Hedepazupokc B BUE TUCHEPTUPYEMBIX TaOJIETOK XOPOIIO BCAChIBACTCS MOCTE pUeMa BHYTPb,
cpe/iHee BpeMsl JOCTHIKCHUSI MaKCUMAaJbHOM KOHIIGHTpAIMU B TUIa3Me KPOBHU (tmax) COCTaBIISET
okoiio 1,5-4 4. AGcomotHas 6uonoctynHocts o AUC nedepasupokca B BUJE IUCIEPTUPYEMBIX
TabJETOK MpHU MpHeMe BHYTPb cocTaBiseT okoio 70% IO CpaBHEHHIO C BHYTPUBEHHBIM
BBeZIeHHEM. AOCOIIOTHAasE OMOAOCTYHMHOCTh Jedepa3supokca B BHJE TabJIETOK, MOKPBITHIX
MJICHOYHOM 000JI0UKOM, He u3ydanach. buomocTymHocTh aedepasupokca B BHIE TabJIETOK,
MOKPBITHIX TVIEHOYHOM 000J0YKOM, BbIIe Ha 36% MO cpaBHEHHUIO C Jedepa3supoOKCOM B BUJIE
JUCTIEPTUPYEMBIX TaOJIETOK.

[Tpu nmpumenenun nedepaszupokca, TaOIETKU, MOKPHITHIE MIEHOUYHOW 000JI0YKOH, Yy 30POBBIX
JT0OpOBOJIBIIEB HATOIIAK BMECTE C MUIIEH ¢ HU3KUM COJIEp)KaHUEM KUPOB (Cofep aHUe KUPOB
<10 % xamopmii), AUC u Cmax HE3HaUNTEIHHO CHIKATUCH (Ha 11% 1 16% coOTBETCTBEHHO); C
NUIIEH C BBICOKUM COAEpkKaHUEM XKHUPOB (conepkanue xupoB >50 % xanopuii), AUC 1 Cmax
Bo3pactanu (Ha 18 % u 29 % cooTrBeTcTBEHHO). DPeKT noBbIeHNUsT Cmax BCIEACTBUE CMEHBI
JIEKapCTBEHHOU (OPMBI M IPUMEHEHUS C TIUIIEH, COAepIKaIeH BRICOKHI MPOIICHT KHUPA, MOKET
CyMMHpOBAaThCs, Mo3TOMy mnpenapar [ledepasupokc [k cieayer mpUMEHSTh HATOIIAK WK C
JIETKOW THILEH.

Pacnpenenenue
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Hedepasupokc B BBICOKON CTEMEHU CBSI3BIBAGTCS C 6@1‘1{'&M11E:nlha§1\'7nl;|5%5 ':-(59“%;5; Ueduru

UCKITIOYUTEIIFHO C albOyMHUHOM; HMMEET HEOONBIION KaXyIIUics OO0BeM pacrpeneicHus —
npUOIM3UTENBHO 14 11y B3pOCTBIX.

buotp aHC(bODMaI_[I/IH

['maBHBIM myTeM MeTaboiu3Ma aedepasupokca SBISETCS MIIOKYPOHHUPOBAHUE C MOCIEAYIOLIEH
IKCKpenuel ¢ sxemuplo. Jledepasupokc moaBepraercsi SHTEPOrenaTU4ecKoil PenUupKYIISAIHH.
[TporcxomuT AEKOHBIOTAIMS TIIOKYPOHATOB B KUIIEYHUKE U MOCenyomas ux peabcopouus. ¥
3IOPOBBIX  JTOOPOBOJIBIEB, IMOJYYaBIIUX KOJECTUPAMHH TOCIE OJHOKPATHOrO IpHeMa
nedepazupokca, AUC nedepazupokca cuukanach Ha 45%.

Hedepazupokc moaBepraercs TIIOKYPOHHPOBAHUIO TJIaBHBIM oOpazom ¢ momorisio UGTIAL
(YI'T cemeiictBa 1, nonunentun Al) u B Menbuieit crenenn - UGT1A3 (VI'T cemeiictsa 1,
noaunentun A3). In vitro He Habmoganoch MHrHOMpoOBaHHMsS MeTabonmm3Ma aedepasupokca
TUAPOKCUKAPOAMHUIOM.

DJIMMUHALHS

Hedepazupokc u ero MeTaboNIuThl BBIBOJATCS IPEUMYILIECTBEHHO uepe3 KuleuHuk (84% 103b1).
[Toueunas skckpenusi aedepasupokca u ero MerabonutoB mMuHuManbHa (8% no3el). CpenHuit
nepuop nonyseiBeneHus (T12) Bappupyet oT 8 10 16 4. B axckpernuu gedepazupoxca ¢ )Kemdbio
yuacTBYIOT TpaHcnopTHble 6enku MRP2 u MXR (BCRP).

JInHEeNHOCTh (HEMMHEHHOCTS)

Cmax 1 AUCo 24 4 Jedepazupokca yBEJINYMBAIOTCA MPUOIU3UTEIBHO JIMHEHHO C MOBBILICHUEM
JI03bl B PABHOBECHOM COCTOSIHUM. [Ipy MHOrOKpaTHOM BBEJCHUU SKCIO3UIIMS YBETUUMUBACTCS C
ko3 dunmenTom kymysinuu 1,3-2,3.

OcoOble rpynnbl NalueHToB

Jemu

O6mmas 6noaocTymHOCTh Aedepazupokca y moapocTkoB (oT 12 no <17 ner) u neteit (ot 2 go <12

JIeT) TI0CJIe OJTHOKPATHOTO ¥ MHOTOKPATHOTO MTPHEMOB ObllIa HIKE, €M Y B3POCIIBIX MAI[EHTOB.
VY nereit mnanuie 6 et OMOAOCTYHOCTh HIKE Ha 50%, 4eM y B3pOCIBIX, OJAHAKO 3TO HE UMEEeT
KJIMHUYECKOTO 3HAYeHMs, IIOCKOJbKY PpEeXHM JO3UPOBAaHMs IpenapaTa yCTaHABIUBAIOT
WH/IMBU/YaJIbHO.

Ilon

VY JKeHIIUH KaXyIIMiics KIupeHe aedepasupokca ymMepeHHo Hike (Ha 17,5%), 4eM y My»X4uH.
[TockonbKy [03MpOBaHHE KOPPEKTUPYETCS WHIUBUAYaJIbHO B 3aBUCUMOCTH OT OTBETA,
0’KU/IaETCsl, YTO 3TO HE JIOJKHO UMETh KIMHUYECKUX MOCIEACTBUH.

Jluya noowcunoeo eospacma (= 65 1em)

dapmakokrHETHKA e epa3upoKca y MaueHTOB B BO3pACTe > 65 JIeT He n3yJyeHa.
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Hapywenue ¢ynxyuu nouex unu neuenu (NOCNEOCBATENEHOCTEL 0002)

VY manueHToB ¢ HapymIeHUsMU (YHKIMH MOoYeK (apMaKOKMHETHKA nedepasupokca He U3yUCHA.
[ToBbilieHNEe ypOBHS TpaHCaMUHA3 MEYEHU [0 S-KPaTHOTO MPEBBLIINICHUS BEPXHEH TpaHUIlbI
HOPMBI HE BIUSUIIO Ha (papMakOKMHETUKY aedepazupokca.

B xone KIMHMYECKUX HCCIIEIOBAaHUM C MCIOJB30BAaHUEM OJHOKPATHBIX 103 Jedepasupokca B
dopme mucreprupyeMbix TabnmeTok 20 MI/KT CpefHss BEIMYWHA OSKCIO3WIMH IperapaTa
noBbIcKIach Ha 16% y MalyueHToB ¢ He3HAYUTEILHBIM HapylIeHneM (yHKIUU meueHu (Kjacc A
no knaccudukanuu Yaiina-I1et0) u Ha 76% y nanyMeHToB ¢ YMEPEHHBIM HapylleHHeM (YHKIUU
neyeHu (knacc B mo kimaccudukanmm Yaina-I1pt0) oTHOCHTENBRHO TOKa3aTeel MalueHTOB C
HOPMATBHOU (PYHKIIMEH IeUeHH. Y MaIMEeHTOB C HE3HAYUTEIbHBIM WIH YMEPCHHBIM HAPYIIICHHEM
(GyHkuuu nedeHu cpeaHee 3HaueHUEe Cmax Aedepasupokca HOBbICHIOCH HA 22%. Y omHOro
MaueHTa ¢ TSHKeNbIM HapyiieHueM pynkuuu nedenu (kiaace C mo knaccudukanuu Yaina-I1s1o0)
BEJIMYMHA DKCITO3UIIMHM TIperapaTa nmoBbicuiaachk B 2,8 pa3a (cM. pazaeinsl 4.2 u 4.4).

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. Ilepeuenb BcioMoOraTe/ibHbIX BellIECTB

Jledepasupokc Ik, 90 Mr, TaOJIETKH, IIOKPBITHIE INIEHOYHON 000JI0OYKOM

AHopo mabnemxku:

JlakTO3BI MOHOTHIpPAT
MukpoxkpucTainyeckas 1eJiIr103a
Kpockapmeriosa HaTpus
['npokcunponuIenoao3a

Maruus creapar

Kpemuust tuokcu KOJUTOUTHBIN O€3BOIHBIHN
[Tonokcamep 188

IInenounas obonouxa:.

['unpomeniosa, Turana auokeun (E171), makporon 4000, Tanbk, MHAUTOKapMUHA AIFOMUHHEBBIN
nak (E132)

Jledepaszupokc Ik, 180 Mr, TabJIETKHU, MOKPHITHIE ILICHOYHON 000JI0YKON

Aopo mabnemxu:

JlakT03BI MOHOTHIPAT
Muxkpoxpucraiindyeckas 1ejuIr103a
Kpockapmeriosa HaTpust
I'uppoxcunponumineuronosa
Maruus creapar

KpemHust THOKCHT KOJUTOMTHBIN OS3BOIHBIHN
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[Tonokcamep 188 (NMOCNEOOBATENEHOCTE 0002)

IInenounas obonouxa:
['unpomennosa, Turana guokenn (E171), makporon 4000, TajibK, MHAUTOKaPMHUHA ATFOMUHUEBBIN
nak (E132)

Jledepasupoxc [k, 360 mMr, TaOJIETKH, IOKPLITHIE INIEHOYHONH 000I0YKON

AHopo mabnemxku:

JlakT03BI MOHOTHIPAT

MuxkpokpucTamnyeckas LeJuIrn03a

Kpockapmesiosa HaTpus

I'MapoKCHIIPONMIILIEIITIOI03a

Maruus creapar

KpemHust THOKCH T KOJUTOMTHBIN O€3BOIHBIM

ITonokcamep 188

IInenounas obonouka:.

['unpomennosa, Turana guokeun (E171), makporoa 4000, TajibK, MHAUTOKaPMHUHA ATFOMUHUEBBIN
nak (E132)

6.2. HecoBmecTuMOCTD

He npumennmo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 roma

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH U XPaHEHUS

XpaHuTh IpHu TemnepaType He Bbie 25 °C.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIIAKOBKH

[To 10 Tabnerox Ka)kAoW IO3MPOBKU JIEKAPCTBEHHOT'O IMpenapara MOMENIAI0T B KOHTYPHYIO
STYEUKOBYIO YIIAaKOBKY n3 KOMIO3UIIMOHHOMN IUIEHKHU
HNOJMBUHUIIMIEHXI0pU I/ noau3TiiieH/noauBuHmwixinopuy (IIBAX/IIS/TIBX) ¢ moamoxkoi u3
amoMuHueBor ¢osbru uian mo 30 TalbneToK KaXIoW JO3MPOBKH JIEKAPCTBEHHOIO Iperapara
MOMEIIAIOT B OAHKY M3 MONMATUIEHA BbicOKoU ruioTHOocTH (IIDBII), 3anevyaranHyto 3alIUTHBIM
JUCKOM U3 aIIOMUHHEBOW (OJBIM C 3aBUHYMBAIONMICHCS KPBIIIKOM W3 MOJUIPONUICHA,
CHa0KEHHOM yCTPOHCTBOM JIJIsl 3aIIUTHI OT BCKPBITHUS OAHKU JETbMHU.

Ha Ganky HakJIeMBalOT STUKETKY CAaMOKJIESIYI0CS U3 OyMaru 3TUKETOUYHON MM U3 TIOJIMMEPHBIX
MaTepuasoB.

I[To 3 unu 9 KOHTYPHBIX SYEUKOBBIX YITAKOBOK UJIH 1O 1 GaHKE BMECTE C IMCTKOM-BKJIABIIIEM JIJIsI

ManucHTa NOMCHIAOT B MAYKy U3 KapTOHA KOpO60‘-IHOI‘O.
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6.6. Oco0ble Mepbl MPEIOCTOPOKHOCTH  mpH' Y romenr | GicnbmuiobattHoro

JIEKAPCTBEHHOr0 mpenapara WJIH OTX0A0B, TMOJYYeHHBIX TOCJde NPHMEHEHUs!
JIEKAPCTBEHHOT0 Mpenapara, u Jpyrue MaHUNyJsiHU ¢ penapaTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanvs

000 «/Ixxomac Dxcionm»

Poccus, 140200, MockoBckast 06:1., BockpeceHckuii p-oH, r. BockpeceHck, yin. MockoBckas,
1. 45Mm, oduc 4.

Tenedon/dpakc: +7 (499) 503 01 92

Anpec snekTpoHHO# nouThl: info@jodas.ru

7.1. IlpeacraBuTe b AepKaTesl PperuCTPAIHOHHOIO YA0CTOBEPEHH s

IIpereH3un HOTDC6HT€JI€I>1 HAaIpaBJIATH I10 aApECy.

Poccniickas @enepanys

000 «/Ixxomac Dxcionm»

Poccus, 140200, MockoBckasi 00:1., Bockpecenckuit p-on, r. BockpeceHck, yia. MockoBckas,
1. 45Mm, oduc 4.

Temedon/dakc: +7 (499) 503-01-92

Tenedon: +7 (980) 194 89 33

Anpec snexTpoHHO# mouThl: info@jodas.ru

8. HOMEP PETUCTPALHUOHHOI'O YIOCTOBEPEHUSA

9. TATA NEPBUYHOH PETMCTPAILIMUA (IIOJATBEPXJIEHHS PETUCTPALIAW/
INEPEPETUCTPALINN)

JlaTa mepBOU perucTpalmu:

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepucTHKa JieKapcTBeHHOro mnpemnapara Jledepasupokc Jx goctymHa Ha
UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHKaIMOHHOM cetu «HTepHeT» https://eec.eaeunion.org.
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