COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 25.11.2022 N2 27467

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOIO APEHAPATA 2 Y515 0003)

V JlaHHblii TeKapCTBEHHBIN NTpenapar MoJIeKUT JOTOTHUTEILHOMY MOHUTOPUHTY. DTO
MO3BOJIUT OBICTPO BBISIBUTH HOBYIO HHpOpMaIIo o 6e3onacHocTH. MbI oOparaemcs K
paboTHUKAM CHCTEMBI 3[JpaBOOXPAHEHUS C TPOCKOON COOOIIATh O JIFOOBIX MOJ03PEBAEMBIX
HEeXKeIaTeNIbHBIX peakiusaX. [Topsmok cooOmeHns 0 HeKenaTeIbHBIX PEaKIUsIX MPEICTABIICH B

paznene 4.8.

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA
Hedepazupoxc I1ICK, 90 Mr, TabieTku, MOKPHITHIC TIICHOYHONW 000JI0UKON
Hedepaszupoxc I1ICK, 180 mr, TabneTKH, MOKPHITHIEC MIICHOYHOU 000I0YKOMA

Hedepaszupoxc I1ICK, 360 mr, TabneTKu, MOKPHITHIE MICHOYHONW 000JI0UYKOM

2. KAYECTBEHHBIA 1 KOJTMYECTBEHHBIN COCTAB
JleiicTByro1Iee BEMIECTBO: AedepasupoKc

Jledepaszupoxc [ICK, 90 mr, TabJIETKH, IOKPHITHIE ILICHOYHON 000JI0YKON

Kaxxnas tabnerka comepxut 90 mr nedepazupokca.

Jledbepaszupokc [ICK, 180 mMr, TaOJIETKH, ITOKPBITHIE INIEHOYHON 000JI0YKON

Kaxxnas tabnerka conepxut 180 mr nedepazupokca.

Jedepaszupokc [ICK, 360 Mr, TabiaeTKH, DOKPBITHIE IIEHOYHONH 000JI0YKOMI

Kaxxnas tabnerka copepxut 360 mr nedepasupokca.

[TonHbBIN TEpevYeHbh BCTOMOTATEIBHBIX BEIIECTB MPUBEJIEH B pazene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
Ta0neTku, NOKPBIThIE TNICHOYHOH 000104KOM

Jledbepaszupokc [ICK, 90 mr, TabJIeTKH, HOKPHITHIE INIEHOYHOU 000JI0UKOM

KarncynoBuansie TabaeTKH, MOKPHITHIE MIIEHOYHOW 00010YKOM KPaCHO-KOPUYHEBOIO 1IBETA,
IIakue ¢ 00enx CTOpoH. S apo TabieTku 6e10ro Uik mouTu 0enoro 1Bera.

Jedepaszupokc [ICK, 180 mr, TabiaeTKH, DOKPBITHIE IIIEHOYHOU 000JI0UYKOMI

KarncynoBuaasie TabaeTKH, MOKPHITHIE MIIEHOYHOW 000I0YKOM KPaCHO-KOPUYHEBOIO 1IBETA,
rJ1ajikue ¢ 00enx cTopoH. Aapo TabieTku 6eI0To WK MOYTH O€JI0TOo IBeTa.

Jedepaszupokc [ICK, 360 mr, TabiaeTKi, DOKPBITHIE IIIEHOYHONU 000JI0UYKOMI

KaHCYJ'IOBI/II[HLIC Ta6HeTKI/I, IOKPLITBIC IJICHOYHOMH 000JIOUKOM KpaCHO-KOPUYHCBOTO IIBCTA,

rajikue ¢ 00enx CTopoH. Aapo TabieTku 6eI0To WK MOYTH O€JI0TOo IBeTa.
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4. KJIUHUYECKHUE JAHHBIE (MNOCNEOCBATENEHOCTE 0003)

4.1. IToka3aHus1 K NPUMEHEHHUIO

[Tpenapat [edepazupoke I[ICK npennaznaueH uist JeueHHst B3pOCIBIX U A€TEH B Bo3pacTte 2 JIeT
U CTapIle ¢ XPOHUYECKOM MOCTTpaHC(Hy3MOHHOMN Meperpy3Kon xKele30oM.

[Ipenapar [Hdedepazupokc [ICK npennazHadeH 1ist iedeHUs: B3pOCIbIX U JAETEH B BO3pacTe

10 neT u crapie ¢ XpOHUYIECKOM HeTPaHC()Y3HOHHOU MTEPETPY3KOH KEITE30M.

4.2. Pexxum 103MpOBaHNs U C1IOCO0 NPUMEHEHUs!

Tepanuto nmpenaparom edepaszupokce [ICK momkeH mpoBoaUTh Bpad, HMEIOITUH OIBIT JICUCHUS
XPOHUYECKON MEePErpy3KH JKeIe30M, TOJIBKO MOCie OLEHKHA BO3MOKHOT'O PUCKA U MOJIb3bI
XEJAaTOPHOM Tepallnu.

PexxuM 103UpOBaHusd:

XpoHnuueckas nocmmpancy3uoHHas nepespy3Ka JHcene3om

Tepanuto npenapatom edepazupokc [ICK pekomenayercs HauuHaTh mocie Tpanchysuu
npubr3uTebHO 20 enuHuUI (0K0s1o 100 MII/KT) SpUTPOLIUTHON MACChI U OOJIee, WK MPU
HATMYUU KJIMHAYECKUX JTAHHBIX, CBUICTEIHCTBYIOMINX O PA3BUTHH XPOHUICCKOU MEPETPy3KU
JKeJe30M (HampuMmep, pH KOHLIeHTpanuu hepputuHa B 1iazme kpoBu 6osee 1000 mkr/m). o3y
(B MI/KT) clielyeT pacCYUTHIBATh U OKPYTJIATH 10 TO3UPOBKH IIEJI0H TaOJIeTKHU.

Llenbio Tepanuu XeIaTOpaMu JKeje3a sSBISETCs BIBEICHHUE Kelle3a, MOCTYIHBILETO C
TpaHChy3USIMH SPUTPOIMTHON MACCHI, U, IPH HEOOXOAUMOCTH, CHUKEHUE CO/ICPIKaHUS JKele3a
B OpraHu3Me.

Perenrie o BbIBeIEHUN HAKOILJIEHHOTO XKeJje3a claeayeT MPUHUMATh HHIUBUIYaIbHO,
OCHOBBIBASICh Ha OIICHKE 0’KMJIa€MOM TOJIb3bI U PUCKOB XEIaTOPHOM Tepanuu (cM. pazzaen 4.4).
[Ipenapar Hedepazupokc [ICK, TabneTkn, MOKPHITHIE TNIEHOYHOW 000JIOUKOM, SIBISICTCS
JekapcTBeHHOH (popmoil nedepasupokca ¢ 601ee BEICOKOW OMOAOCTYTHOCTBIO 110 CPAaBHEHHUIO C
npenapatamu aedepasupokca B BUIE TUCTIEPTUPYEMBIX TabJIETOK (CM. pasnen 5.2).

J71st marueHToRB, MOMyYalouX Tepanuio aedepasupokcoM B JIEKapCTBEHHON (hopme
JICTIEPTUPYEMBIe TaOJIETKH, TIPH NIEPEBOJIE Ha TpUeM JedepasupoKca B BIIE TaOJIETOK,
MOKPBITHIX TIEHOUYHON 00071049K0#, 103y HeoOxoaumMo cHU3UTh Ha 30 % U OKPYTJIUTH 10
JIO3UPOBKH 11eJI0M TabIeTKH (1 Ha000pOT).

PexoMeHnoBaHHbIE 10361 Aedepasupokca B 3aBUCUMOCTH OT JIEKAPCTBEHHOU (hOPMBI Y
MAIMEHTOB C TTOCTTPaHC(PY3NOHHOU MEPErPy3KOM KEJIE30M IPEICTABICHBI B Ta0wIle 1.
Tabnuna 1. PekomennoBaHHbIe 10361 AeepasupoKca B 3aBUCUMOCTH OT JIEKAPCTBEHHOUN (hOPMBI

y MaIMEeHTOB C MOCTTPAHCPY3MOHHOM Meperpy3Koil Jkene3om
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Tledbepazupore, TP =/ IEHUBATERBHUL TE 00U
Hedepasupoxc, TaOJIeTKH, Konnenrpanus
O0bem
Ta0JIETKH MTOKPBITHIC dbepputrHa B
. TpaHchy3un
JMCTIEPTUPYEMBIC | TTICHOYHOM T1a3Me KpOBH
000JI0YKOM
CraproBas n103a ITocne
Tpanchysuu 20
CIIMHUII
20 Mr/kr B cyTKH | 14 MI/KT B CyTKH > 1000 MKr/™ma
SPUTPOLIUTHOM

Macchl (0KOJIO

100 mn/kr)
AJbTepHaTUBHAS >14 mur/kr
craproBas J103a SPUTPOLUTHOMN

30 MI/KT B CyTKH

21 MI/KT B CyTKH

MacChI B MECSII]
(okomo >4
CIIMHUI] B MECSIII

JUTS B3POCIIBIX )

10 Mr/kr B cyTKH

7 MI/KT B CYyTKH

<7 mur/kr
SPUTPOIUTHOMN
Macchl B MECSI]
(oxomo <2
€AMHUI] B MECSIT

JUISL B3pOCIIBIX)

Jo3a s
IMaIMCHTOB, Y
KOTOPBIX
yAJI0Ch
JOCTHYb
aJICKBaTHOTO
KOHTPOJISI TIPH
IIOMOIITH

nedepoxkcaMuHa

IlonoBuHa oT
BEJIMYUHBI 1036l

nedepoxcaMuHa

Opna TpeTs oT
BEJIMYHHBI J103bI

nedepoxcaMuHa

YacToTa BRIIOITHECHUS KOHTPOJIbHBIX aHAJIN30B KPOBH

CIKEMECAYIHO

IleneBoii quana3oH KOHUEHTpalMs GeppuTHHA B IIIa3Me KPOBU

500-1000 mMkr/mi
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(MOCHEQOEATENBHOC T 0003]

Koppexkuust 10361

«ar» gist VYBenuueHus 1035l

KOPPEKIINH 5-10 mr/kr B 3,5-7 mr/kr B

(xaxxmpic 3-6 CYTKH J10 CYTKH 110 >2500 MKr/i
MECSIICB) 40 mr/kr B cyTKH | 28 MI/KT CyTKH

VYMeHblIeHNE T035I

5-10 mr/kr B
CYTKH JI0 3,5-7 mr/kr B
TOCTUKCHHUS CYTKH

eI Tepalnun

V manueHTos, V manueHTos,
MTOJTYYAFOTINUX TTOJTY9AFOIINX
<2500 MKr/i
>3(0 MI/KT B >21 MI/KT B
CYTKH CYTKH
[Ipu nocTrkeHnH 1eIeBO
500-1000
KOHIIEHTpaluu GeppuTHHA B IIa3Me
MKI/1
KpOBH
MakcumanpHas
40 Mr/Kr B CyTKU | 28 MI/KT B CyTKHU
o3a
IIpepsiBanue
<500 MKr/mi
Tepanuu

Hauanvnas 0oza

Pexomenyemas HauanpHasi cyTouHas fo3a npenapara Jledepasupokce [ICK, Tabnerku,
MOKPBITHIE 000JI0YKON, COCTABIISIET 14 MI/KT Macchl Tena.

JIj1s manueHToB, MOTyYaloUIX TpaHC(y3Un S3pUTPOLIUTHON Macchl B o0beMe Oostee 14 mMir/kr B
Mecs1 (MpUOIU3UTENBHO Oosee 4-X eIMHUL] KPOBH B MECSI] [T B3POCIBIX) C LIENbIO
YMEHBILIEHUS COJIepKaHus Kelle3a B OpraHu3Me BO3MOKHO IPUMEHEHHE aJIbTepPHATUBHOM
HaYaJIbHOW CYyTOYHOM 10361 21 MI/KT.

Jljs manyeHToB, MOTyYaroLUMX MeHee 7 MII/KT B MeCA1l 3pUTPOLIMTHON Macchl (IPUOIN3UTENBHO
MEHEE 2-X €AUHMI] KPOBU B MECSII] JUIsl B3POCIBIX), C LEJIBIO MOAIEPKaHNs HOPMAJIbHOIO
CoJIepKaHus Kelle3a B OpraHu3Me MOKeT ObITh pACCMOTPEHO IPUMEHEHNE AJIbTepPHATUBHON
HavyaJIbHOM CyTOYHOMU 7036l 7 MI/KT. CliefyeT KOHTPOJIUPOBATh OTBET HA JICUEHUE Y NAl[MeHTa U
paccMaTpuBaTh BOIIPOC 00 yBETUUYEHUH JI03bI, €CIM HEe OyIeT TOCTUTHYTA JOCTaTOYHAs

s dekTuBHOCTH (cM. pazaen 5.1).
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J171s manMeHToB ¢ XOPOILINM KIMHUYECKUM 3G (HEKTOM ne‘&ﬂ&&%&ﬂ%#ﬁ;'n&a' 003)

npenapata [ledepazupokc [ICK, Tabnerku, MOKpHIThIEC TUICHOYHON 000JIOUKOM, JOKHA
COCTaBIIATh TPETh OT paHee MPUMEHIEMOH 0356l AeepoKkcaMiHa (HalpuMep, y MaIlenTa,
nosry4agniero 40 Mr/kr B cyTku JepepokcaMuHa B TEUCHUE S5 THEH B HEIEIIO WIIN
SKBUBAJIEHTHOE KOJIMYECTBO, Tepanuio npenaparom Jledepaszupokce [ICK MoxHO HaunHath ¢ 14
MTI/KT B CyTKH). Eciiu mocrie BBIIIEONCaHHOTO pacyeTa CyTOYHas /1033 COCTABISIET MEHbIIIE

14 mr/kr maccel Tena, He00X0IMMO BECTH MOHUTOPHHT OTBETA MAIEHTA HA JICYCHUE U
pPaccMOTPETh BO3MOKHOCTh TOBBIIICHUS 1O3bI, €CIIM HE YJAeTCs JOCTUYb I0CTATOYHON
s¢dextuBHOCTH (CM. pazaern 5.1).

Iloobop 00361

Pexkomenyercs exxeMecsyHO KOHTPOJIMPOBATh KOHIIEHTPALUIO (peppUTHHA B IJIa3Me KPOBH U
pu HEOOXOIMMOCTH MTPOBOAUTH KOPPEKIHIO 103kl npenapara Jledepasupokc [ICK kaxasie 3-6
MECSIEB, HCXO/I U3 U3MEHEHUS KOHIIEHTpaluu GeppuTHHA B 11a3Me KpoBU. Koppekiuio 103561
CJIEZyeT MPOBOAUTH TOATAITHO, C mAaroM 3,5-7 MI/KT Macchl Tella, B COOTBETCTBUU C
WHAUBUAYaJIbHBIM OTBETOM Ha TEPAIUIO U B 3aBUCUMOCTH OT LI€JIM IPOBOJAUMOM Tepanuu
(moaep>kaHue WM YMEHbBIIIEHUE COJEPKaHUs JKeTe3a).

[Tpu HeadhekTUBHOCTH JIeUeHHs penapaToM B J103¢ 21 MI/Kr Macchl Tena (KOHIEHTpaIus
deppuTHHA B IJIa3Me KPOBHU COXpaHsIeTCs Ha ypoBHE >2500 MKI/i), ClIeayeT pacCMOTPETh
BO3MOYKHOCTh YBEJIIMYCHHUS 0361 10 28 MI/KT MacChl Tela.

[Tpu HeOCTaTOUHOM KOHTPOJIE TeMOCHIEpO3a MPH MpuMeHeHNH npenapara Jledepaszupokc
[1CK, TabneTku, NOKpBIThIE INIEHOYHON 000I0UKOH, B 103aX, MPEBBIIIAIOMUX 21 MI/KT Macchl
TeNa JalbHelIee yBeIMUeHUeE 103bl (MAaKCUMAIIBHO 10 28 MI/KT MaccChl TeJla) MOXKET He
IIPUBECTHU K aJIEKBATHOMY KOHTPOJIIO; CJIEAYET PACCMOTPETh BO3MOKHOCTh IPUMEHEHUS
aIbTEpHATUBHBIX METOAOB JieueHus. [Ipu oTcyTCTBUM yAOBIETBOPUTEIBHOTO KOHTPOJIS IIPH
IPUMEHEHMH /103 CBbIIE 21 MI/KT Macchl Tena, He ClIeAyeT MOAAepKHUBATh TEePAIHIO B
YKa3aHHBIX J103aX, HEOOXOAMMO PaCCMOTPETh BO3MOKHOCTb IEPEX0/a Ha AIbTepHATUBHbBIE
MmeTo/ bl Tepanuu. He pekomenayercs npuMenenue npenapara Jledepazupoxc IICK, Tabnerku,
HOKPBITBIE TUIEHOYHON 000104KOH B 103€ Oosiee 28 MI/KT, TOCKOJIBKY OIBIT IPUMEHEHUS
npenapara B 6ojiee BBICOKHX J103aX OrpaHuueH (cM. pa3zaen S.1).

VY nanueHToB, NOJyYaronuX A03bI CBBIIIE 21 MI/KT Macchl Tela, M0 JOCTUKEHUH KOHTPOJISI
(HarpuMmep, KOHIEHTpalus GeppuTHHA B IJIa3Me KPOBU YCTOMUMBO COXpPAHSAETCS Ha YPOBHE
meHee 2500 MKI/J1 ¢ TeHAeHIMEeN K CHUKEHUIO Ha MPOTSHKEHUU BPEMEHH) CIIEAYEeT PacCMOTPETh
BO3MOXKHOCTh YMEHBIIICHUS J03bI Npenapara ¢ marom 3,5-7 MI/KT Macchl Tena.

[Tpu mocTrKEeHUH 11eNIeBOM KOHLIEHTpauuu (GeppuTHHA B Tu1a3Me KpoBU (00b19HO oT 500 MKr/n

10 1000 MKr/11) HE00X0IUMO TTPETYCMOTPETh MOCTENeHHOE (C marom 3,5-7 MI/KT) CHUKEHUE
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IEJIEBOM JIMara3oHe U JJIsi MUHUMH3AIMK PUCKA N30BITOYHOTO XEIaTUPOBAHMS.

[Tpu yMeHbIIEHUN KOHIIEHTpauu GeppUTHHA B IJIa3Me KPOBH cTabuibHO HIKe 500 MKr/,
CIIe/TyeT pacCMOTPETh BOIPOC O IpephIBaHNH JiedeHus npenaparom ledepaszupoxc [ICK (cm.
paznen 4.4).

XpoHHYECKas HeTDaHCd)VBI/IOHHaSI Ieperpy3Ka »KeIe30M Y HallMeHTOB ¢ TalacCeMHEH

Xenaropuas tepanus npenaparom Jedepasupokc [ICK y manueHToB JaHHON KaTeropun
BO3MO>KHA TOJIbKO IIPU JJOKa3aHHOW Meperpys3Ke xene3oM (conepskanue sxenesa B neuenu (CXKII)
>5 mr Fe/r cyxoro BemniecTBa eYeHH WIH MPU KOHIIEHTpaIuu GeppuTHHA B Tu1azMe kpoBu >800
mkr/i). Onpenenenne CXKII sBisercs npeanouTUTEIBHBIM CITIOCOOOM OLEHKH TSKECTH
Heperpy3Ku jkene3oM. Y nanueHToB ¢ HeusBecTHoU BennunHoi CXKII xenaropHyto Tepanuio
HE00XO0IUMO MTPOBOJUTH C OCTOPOKHOCTBIO JUISI MUHUMHU3AIUU PUCKA H30BITOYHOTO
XenaTupoBaHus (cM. pasaen 4.4).

[Tpemapat [dedepasupokce [ICK, TabreTKu, MOKPHITHIC MIICHOYHOW 000JIOYKOM, SIBISETCS
JeKapcTBeHHOH (popmoii nedepasupokca ¢ 601ee BEICOKOW OMOAOCTYITHOCTBIO 10 CPAaBHEHHUIO C
npenapatamu aedepasupokca a popme AucreprupyeMoix tabnetok. /s nanueHTos,
MOJTyYaroIUX Tepanuio nehepasupoKkcoM B JIEKApCTBEHHOU Gopme TucneprupyeMbix TabIeToOK
IpY TIepeBO/Ie Ha IpUeM Jiedepa3upoKca B BHIE TAOIETOK, MOKPHITHIX TNIEHOYHON 000I0YKOH,
1103y He00X01UMO CHU3HUTH Ha 30 % W OKPYIJIUTH 10 TO3UPOBKH 1I€JION TaOJIECTKH.
CoOTBETCTBYIOILIUE 103bI ISl PA3JIUYHBIX JIEKAPCTBEHHBIX (hOPM MpeICTaBICHbI B TA0IHIIE 2.
Tabnuua 2. PekoMeHg0BaHHBIE J103bI Aeepasupokca B 3aBUCUMOCTH OT JICKApCTBEHHON (OPMBI

IIPU JICYEHNUHU HETpaHC(Y3MOHHOM Meperpy3KH Kejle30M y MalueHTOB ¢ TanacceMuei

Hedepasupoxc,
Hedepasupoxc, TabJIeTKH, Konuentpauus
JUCTIEPrUpyEMbIE MIOKPBITBIE CXKIT* (depputnHa B
TabJIeTKU IJICHOYHOMN 1a3Me KpoBU
000104KOi
CraproBas g03a >5 mr Fe/r
7 MI/KT B CyXOro
10 Mr/kr B cyTKH win | >800 MKr/n
CYTKH BelIeCTBa
MeYeHU
MonuTopuHT OpnuH pa3 B Mecs1]
Koppekuust 10361
VBeanueHne 10361
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KOPPEKLUH 5-10 mr/kr B 3,5-7 Mr/kr B CyXOro
1580071 >2000 MKr/11
(xaxbie 3-6 CYTKH CYTKH BEIIECTBA
MECSIICB) [IEYEHN
VYMeHbIIEHHE 035
<7 mr Fe/r
5-10 mr/kr B 3,5-7 Mr/kr B CyXO0ro
A <2000 MKr/n
CYTKH CYTKH BellleCTBa
[eYeHn
MaxkcumannsHas 14 mr/xr B
20 MI/KT B CyTKH
o3a CYTKH
7 MI/KT B
10 Mr/kr B CyTKH
CYTKH
Jlms B3pocibix He
. 5 <2000 MKr/n
s nerei OTIpeIeTICHO
[IpepriBanue <3 mr Fe/r
Teparnuu CyXOro
A <300 MKr/n
BellleCTBa
[I€YECHHU
Bo3obnosienue
He pexomenioBano
Tepanuu

[Tpumeuanue. *— uzmepenue CXKII — 310 npeAnOUTUTENBHBINA METOI ONIPEICIIEHUS TTEPETPY3KH
KEIJIE30M.

Hauanvnas 0o3za

Pexomentyemast HauanpHas cyTo4Has go3a npenapata Jledepasupokc IICK cocraBnser 7 mr/kr
Macchl Tela.

11o060p 00301

Pexomennyercs exeMecsuHO KOHTPOJIUPOBATh KOHIIEHTPALMIO (eppUTHHA B IJIa3ME KPOBH C
LIEJIbI0 OLIEHKH PEAKIMH MTAlIUEHTa HAa TPOBOJUMYIO TEPAINIO U JUIsl MUHUMU3ALUK PUCKa
U30BITOYHOM Xenanuu (cM. pazzaen 4.4). Kaxnapie 3-6 MecsieB BO3MOXKHO MOIIaroBoe
yBeJIMUYEHHUE J103bI Npenapara Ha 3,5-7 mr/kr. Koppekius 10361 BO3MOKHA IPU COXPAaHEHUN
CXKII na yposue >7 mr Fe/r cyxoro BemiecTBa eueH WK CoXpaHstoencs (0e3 TeHISHIINN K
CHIDKEHHIO) KOHIIEHTpaluu GpepputiHa B riazme kposu >2000 MKI/1 v IpU XOpoIuei

nepeHocumocTH Tepanuu. [Ipumenenue npenapara Jlepepasupoxc [ICK y manmeHToB ¢
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110 3G PEKTUBHOCTH U 6€30IaCHOCTH IPUMEHEHHUS B YKa3aHHOM 7103¢€).

Y nanueHToB ¢ KoHIeHTpanuen Gpepputruna B mazme kpou <2000 MKkr/n 6e3 onpeaeneHus
CXKII noza npemnapara Jlepepasupokc [ICK He qomkHa npeBsIaTh 7 MI/KT Macchl Teja.

VY nanueHToB, MoIy4yarolluX Tepanuio B 03e 0ojiee 7 MI/KT Macchl Tea, pEeKOMEH/I0BaHO
cHIKaTh 103y npenapata [ledepasupokc IICK no nocrmxenus CXKII <7 mr Fe/r cyxoro
BEIIIECTBA MMEYCHH WU KOHIIeHTparu Gepputraa <2000 MKr/m.

Ilpexpawenue neuenus

Tepanus npenaparom Jledepasupoke [ICK nomkHa ObITh OKOHYeHA TipH JocTrkeHH CHKIT
<3 mr Fe/r cyxoro BemiecTBa neyenu win KoHueHTpanuu pepputuna <300 Mkr/n. Het qaHHbIX 0
BO300HOBJICHUH TEPAIHH y MAI[IEHTOB C TOBTOPHBIM HAKOIIJICHUEM JKeJe3a MOoCye JOCTIKEHUS
YAOBJIETBOPUTEIILHOTO YPOBHSI COICPIKAHMUSI JKeJle3a B OPraHu3Me, B CBS3H C YEM [TIOBTOPHOE
BO300HOBJICHHE TEPAIMU HE MOXKET ObITh PEKOMEHI0BAHO.

Oco0Bble IPVIIILI MAIKEHTOB

Tlayuenmur noscunoeo 6ospacma (=65 1em)
Jl71s manmeHToB TaHHOW KaTeropuu He TpeOyeTcst KOPPEKINH pekuMa J03upoBaHus. [lockonbKy
B KIIMHUYECKHUX UCCIICIOBAHMSIX y MallMEHTOB B BO3pacTe >65 €T 0TMEYaIOCh MOBBIIICHUE
YacTOTHI HeXKENATEIbHBIX PEAKIUI TI0 CPAaBHEHHIO C TTAIIMEHTaMH B BO3pacTe MeHee 65 1eT, y
NAIMEeHTOB JJAHHOM KaTEeropuu CIIEAyeT MPOBOIUTH THIATEIBHBIN KOHTPOJIb HEXKENATSIbHBIX
peaxiuil ¥ npu He0OXOAMMOCTH CHIKATh /103y Mpernapara.
Tayuenmsi ¢ HapyweHuaMU YHKYUU NOYEK
DddexTsl npenapara Jedepazupokc IICK He rccnenoBanuch y NalueHTOB ¢ HAPYIIEHUSIMHU
(GYHKINU TIOYEK, TOITOMY NPUMEHEHHE Mperapara MPOTUBOIIOKA3aHO y MAI[HEHTOB C
pacyeTHbIM KJIMPEHCOM KpeaTHHHHA Hike 60 Mi/MUH (cM. pasnenst 4.3 u 4.4).
Tayuenmsi ¢ HapyweHuasMU QYHKYUU NedeHU
[Tpumenenne nedepa3rporca y MaMeHToB ¢ HapymIeHHeM (QYHKIIMH TIeYeHH OBbIJI0 U3yYeHO B
KJIMHUYECKHUX MCCIIEOBAHUAX. Y MAMEHTOB C HApYIIEHUSAMH (QYHKIMH TIEYEHH CPeTHEH
crenenu (kinacc B no knaccudukannm Yaiina-I1st0) HayanbHast 103a JOKHA ObITh YMEHBIIIEHA
npubimsutensHo Ha 50 %. [Ipenapat He cieayeT NpUMEHATh y MAalMeHTOB C HapyIIeHUSIMU
byHKIMM neyeHu Tsokeso crenenu (kinace C no knaccudukanuu Yaitna—IIsio).
KoHTponb QpyHKITNM MTEYeHH CIIeAyeT MPOBOIUTH MEePe]] HAYalOM JICUSHHSI, KaXIble 2 HeIeTH BO
BpEMsI IIEPBOTO MECsIIIa JEUEHU U Aajiee exxeMecsauHo (cM. pasaen 4.4).

eTu

Jlemu u noopocmku 6 so3pacme om 2 0o 17 nem
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Tpedyertcs (cM. paznen 4.2). PekoMeHIyeTcs eXKeMECIIHO KOHTPOJIUPOBATH KOHIIEHTPAIIUIO
(deppuTHHa B I1a3Me KPOBH C IIETBIO OLIEHKU PEaKIUH MAeHTa Ha IPOBOIUMYIO TEPANUIO U
JUISI MUHUMU3AIUY pUCKa U30BITOUHOM xenanuu (cM. pazzaen 4.4). Ilpu pacuere 10361 1715
MAIMEHTOB 3TOW KaTErOpHH CIeAyeT YUYUThIBaTh U3MEHEHUE MACChl TeJla C TEYCHHEM BpEMEHHU.
Xponuueckas nocmmpanc@)y3uonHnas nepespy3Ka Heeie3om

VY nereit B Bo3pacte oT 2 10 5 JIET ¢ Ieperpy3Ko KeJIe30M MpU MepeIuBaHuN KPOBU IKCIIO3UIIUS
ObLIa HUKE, YeM Y B3pOCIBIX (cM. pasaen 5.2). [ToaTomy B TaHHON BO3pACTHOM IPyMIie MOKET
noTpeboBaThCs MPUMEHEHUE IIpernapara B 0oJiee BBICOKUX J103aX, YEM Y B3POCIBIX MAIlHeHTOB.
OpnnHako HayalibHas J103a JOJIKHA ObITh TAKOM )K€, KaK y B3pOCIBIX, C ITOCIEAYIOIIUM
WHJUBUTyaIbHBIM TUTPOBAHUEM.

XpoHnuueckasn Hempancghy3uonHasn nepezpysKa Hceie3om y nayueHmos ¢ maiaccemuen

VY npereili ¢ cuHIpOMaMu TpaHC()Y3MOHHO HE3aBUCUMOM TalaCCEMHHU 1032 HE JTOJIKHA MPEBBINIATh
7 mr/Kkr. JlaHHO# KaTeropuu NareHToB HeoOxoauM Oostee TiiarenbHblii MoHUTOPUHT CXKIT 1
ypOoBHs (peppUTHHA B TUIa3ME KPOBU BO M30EKaHUE YPE3MEPHOTO XEeIATHPOBAHUS (CM. pasel
4.4). B nononHeHHe K e:KEMECIYHBIM OlIEHKaM ypoBHs (epputrHa B 1uiazme kposu, CXKII
ClelyeT KOHTPOJIUPOBATh KaX/Ible TPU MECSIIa, €CIU YPOBEHb (heppUTHHA B IJIa3Me KPOBU
cocrasisieT <800 mr/m.

Llemu om poscoenus 0o 23 mecsayes

bezonacHocTh 1 3¢ (eKTUBHOCTH MpUMEHEHUS Aedepazupokca y MalleHToB B BO3pacTe B
BO3pacTe Miajiie 23 MecsIeB HEe YCTaHOBIICHA. JlaHHbIE OTCYTCTBYIOT.

Criocob nnpuMeHeHus

s npuema BHYTpb.

Tabnerku npenapata [lepepazupokc IICK, mokpbIThIe MIIEHOYHOH 000JI0UKOH, ciieayeT
IPOTJIaThIBATh LEJINKOM, 3alIMBasi HEOOJIBIINM KOJTMUECTBOM BOJbL. J{JIs MaliueHToB, KOTOphIE HE
MOTYT MPOTJIOTUTH TA0NETKY LEIUKOM, PEKOMEHJOBAHO Pa3ApoOUTh TaOJIETKY U MOJyUHBIIUNCS
MOPOILIOK CMEMIATh C MATKOM MUIIeH, HapuMep, HOrypToM WM A0JI0YHBIM ITIOPE.
ITomy4uBiyrocs cMech CIEAYET IPUHATH IIOJTHOCTBIO U CPa3y, He MOABEPras XpaHEHUIO IS
MIOCJIEIYIOILIErO IPUMEHEHHUS.

[Tpenapat [dedepasupokce [ICK crnenyer npuHuMaTh BHYTpb | pa3 B CyTKH HATOILAK UITU C
Jerkoi (HeKUpHOMN ) MUILEeH, MPEANOYTUTEIHLHO B OJTHO U TO K€ BpeMms (cM. paznen 4.5 u 5.2).
4.3. IlpoTuBONOKA3aHNUSA

. ['unepyyBCTBUTENBHOCTD K IEHCTBYIOLIEMY BELIECTBY MJIH K JIIOOOMY U3

BCIIOMOT'aTCIIbHBIX BCUICCTB, ICPCUUCIICHHBIX B pa3JICjIC 6.1.
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. Knupenc kpeatunnna <60 MJI/MUH WU K OHLEHTPAIIA Kgé%;I/IEI—II;IE Q%ﬁéﬁmg KIDI'Cl)BII'?II'IB 2u
OoJiee pa3a BbIIIC BEpXHEH IPaHMIIBI BO3PACTHONH HOPMBI.
° HaHI/IeHTBI C MUCIIOAUCIINIATUICCKUM CUHAPOMOM BBICOKOI'O PUCKA WJIN JPYTrUMHU

reMo0JIacTo3aM1 M HEreMaToJIOTMYeCKUMH 3JI0Ka4eCTBEHHBIMU HOBOOOPA30BAHUSMH, Y
KOTOPBIX XeJaTopHas Tepanus Oyaet mano3ddexkTuBHa BeieacTBrue ObICTPOro

HpOrpeccupoBaHus 3a00JICBaHUSI.

. Hapymenust pynkiuu nedenu tsoxenoi crenenu (kiaace C mo kinaccudukaruu Yanma—
[1610).

o bepemenHoOCTh U TIEprO TPYAHOTO BCKaPMIIUBAHHUS.

o OpHoBpeMEHHOE TPUMEHEHHUE C IPYTUMH KOMILIEKCOOOPa3yIOIUMU CPEICTBAMH,

MPUMEHSIEMBIMU JIJIS JICUCHHSI TIEPETPY3KHU Kelle30M (0e30macHOCTh KOMOMHHPOBAHHOW Teparuu
HE YCTaHOBIIEHA, CM. pazzen 4.5).

4.4. OcoOble ykazaHHus U Mepbl NPeI0CTOPOKHOCTH NIPH PUMEHEHUH

[Tpumensts npenapar edepazupoxc [ICK cremyer ¢ 0ocTOpoKHOCTBIO:

. MalKueHTaM B Bo3pacte >65 Jer;

o P KOHIICHTPAIIMY KPEaTHHWHA B IJIa3Me KPOBH BHIIIC BO3PACTHONH HOPMBI (OCOOCHHO
IIPY HAJIMYWU JOTOJIHUTEIBHBIX (DAKTOPOB PHCKA, TAKMX KaK OJJHOBPEMEHHOE TPUMCHECHUE
MperapaToB, CIOCOOHBIX BBI3BIBATH HAPYIICHUS (DYHKIIMU TIOYEK, JCTHAPATAIVS HITU TSDKEIIbIC
WH(DEKINHN);

o MIpU HApyILIEHUN (PYHKINU NTedeHH (MpUMeHeHne Aedepazupokca y NalleHToB JaHHON
KaTeropuu He N3Y4eHO),

o MIpU OJHOBPEMEHHOM MPUMEHEHUH C AaHTUKOATYJITHTAMH U JPYTUMU JI€KapCTBEHHBIMH
CpeICTBaMU, 00JIaJAIOIIIMH YIbIIEPOTEHHBIM JEHCTBHEM (HECTEPOUTHBIMU
MIPOTUBOBOCTIATTUTENILHBIMHU MIpeNapaTaMu, TIIOKOKOPTUKOCTEpouaaMu, orcdochonaTamu st
IpUeMa BHYTpb);

° MalMEeHTaM CO CHUKEHHBIM KOJIMY€CTBOM TPOMOOIIUTOB <50 10%1.

HaDVHIeHI/Ie d)VHKHI/II/I IIOYCK

Jledenue nedepazupoKcoM MPOBOAMIOCH TOJBKO Y IMAIIMEHTOB ¢ KOHIIEHTpalnel KpeaTHHUHA B
T1a3Me KPOBHU B Tpejieax TpaHUI] BO3PACTHON HOPMEI.

B xone kmuHNYeCKHX UCCIeA0BaHUN MPUMEPHO Y 36 % manureHToB HabII0JaI0Ch MTOBHIIIICHNE
YPOBHS KpeaTHHWHA B IJIa3Me KpoBH Oosiee ueM Ha 33 % B IBYX U O0Jiee M3MEPEHUSIX TTOAPSI,
HHOraa IoKasaTeiinu OBLIM BEIIIIE BEPXHETO Mpeaciia HOPMBI. Ha6J'H-OlIaBHICeCﬂ IIOBBIIIICHUEC
HOCHJIO JT0303aBUCUMBIN XapakTep. [Ipubau3uTenbHo y %5 MallueHTOB, Y KOTOPBIX BBISBISIOCH

IMOBBIIICHUEC YPOBH KPpCaTUHNHA B IJIa3MC KPOBH, JIaHHBIHN ITOKa3aTellb BO3BpaliaJICs Ha

10
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OCTaBaJIaCh MOBBIIICHHOM, HECMOTPSI HAa YMEHbIICHHE 1035l WK MPEKpalleHne mprueMa
npenapata. B HEKOTOPBIX ciiydasix OCiIe CHIKEHUS J103bl HaOII01a1ach TOIBKO CTa0MIN3aus
rokasaresei KpeaTHHHHA B I1a3Me KpoBu. [Ipu mocnenyromeM nocTperucTpaiioHHOM
MPUMEHEHUU Aedepaznupokca coo0Ianoch O CIy4asX OCTPON MOUYEYHON HETOCTATOYHOCTH (CM.
pazzen 4.8). B HEeKOTOPBIX CiyyasiX HOCTPErHCTPALMOHHOTO MPUMEHEHHSI HapyIIeHue (QyHKINH
MOYEK MPUBOJIMIIO K MTOYEYHOM HEIOCTAaTOYHOCTH, KOTOpasi TpeOoBajia BDEMEHHOTO WJIH
MOCTOSTHHOTO THAJIN3A.

[TpyunHBI MOBBILICHUS! YPOBHS KPpeaTUHUHA B TUIa3Me KpPOBU HeE BbIsACHEHBI. [loaTomMy ocoboe
BHUMAaHHE CIICAYET yAeIATh MOHUTOPHHTY YPOBHS KpEeaTHHUHA B IIa3M€ KPOBH Yy MAIHEHTOB,
OJTHOBPEMEHHO IOJTyYaIOMINUX JIEKaPCTBEHHBIE MPETapaThl, KOTOPHIE YTHETAIOT (PYHKIHIO MOYEK,
U Y NAIUEHTOB, KOTOPBIE MOYyYal0T BEICOKHE JI03bI Ae(epasupoKca 1/ peIKUe MeperTuBaHus
(<7 MUI/KT B MECSIIT SPUTPOIIMTAPHON MACChI MM <2 €IMHUII B MECSII T B3pOCibiX). HecMoTpst
Ha TO, YTO B KIIMHUYECKUX MCCIICOBAHMSIX TI0JI€ YBEITMUEHUS JT03bI JIEKAPCTBEHHOTO Mperapara
nedepasupokca B popMe AUCIIEPTHPYEMbIX Ta0IeTok 6osee 30 MI/Kr He HA0JII01a710Ch
YBEJIMUYEHUS YaCTOTHI Pa3BUTH HEXKEIATEIbHBIX SIBJICHUN CO CTOPOHBI TIOYEK, HENb3s
WCKJTIOYUTD MOBBIIIEHHBIA PUCK Pa3BUTHS TAKUX SBICHUI MPU MPUMEHEHUH Ta0JIETOK,
MOKPBITHIX TNIEHOYHOH 000JI09KOH, B 103€ Oosee 21 mr/kr.

Pexomenyercst olieHMBaTh YPOBEHb KPEaTHHHHA B TUIa3Me KPOBU Iepe/l HAuaIoM JICUCHUS
JIBYKpaTHO. YPOBEHb KPeaTHHHMHA B IJIa3Me KPOBH, KIIMPEHC KpeaTHHHHA (OLIEHUBAEMBbIH 110
dopmyne Kokpodra-I'onra unm no popmyne MDRD (Mmogudukanus queTsl npu 3a001€BaHUIX
1oueK) y B3pocibix U 1o popmyse IlIBapua y nereit) u/unu ypoens nucraruaa C B mazme
KPOBH JOJDKHBI OTCIICKHUBATHCS TIEPE/l HAYaIOM JICYCHUS, pa3 B HEJEIIO B TIEPBBIN MECSII TTOCTIe
Hauasa Tepanuy Wik KOppeKuu 103bl npenapara Jedepazupoke IICK u nanee pas B mecsil.
[TanMeHTHI ¢ paHee CyLIECTBYIOIIMMHU MAaTOJOTHSAMU MOYEK U MAIMEeHTHI, TOTy4atolye
JIEKapCTBEHHBIE MTPETapaThl, KOTOPHIE MONABISIIOT (DYHKIIHIO ITOYEK, MOTYT HMETh OOJIBIINN PUCK
ocnoxHeHui. CrieayeT coOIr01aTh OCTOPOKHOCTD U TIOJIEPKUBATH aJICKBATHYIO THIPATAINIO Y
NalMEHTOB, Y KOTOPBIX BO3HUKAET JHapest UM pBOTA.

[Tpu npumeHeHnu aedepasupokca B HOCTPErHCTPALMOHHOM MEpro/ie ObUTH ONMUCAHBI CIy4an
pa3BUTHS METa0OIMIECKOTO alu103a. B OONBIIMHCTBE CITy4aeB COCTOSIHUE Pa3BUBAIOCH Y
MAIMEeHTOB ¢ HApYIICHHEM (YHKINH IMOYeK, TUCHYHKIEeH TPOKCUMATBHBIX TOYEYHBIX
KaHaybLeB (cuHapoM PaHKOHM) WIK AUApeeH, a TAaKXKe COCTOSHUSMH, OCIIO)KHEHHEM KOTOPbIX
SBJISICTCS HApyIIEHHE KUCIOTHO-IIEIOYHOro OanaHca. Y TakuX MaleHTOB M0 KIMHUYECKUM
MOKA3aHMSM CIIEAYEeT KOHTPOJIMUPOBATh KHCIOTHO-IIET0YHO Oananc. [Ipu pa3Butnn

METa0O0INYECKOIO anuao3a CieayeT paCCMOTPETE BO3MOXHOCTE OTMEHBI TEPAIIUK IPCIapaToM.
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MOCTMAapKETUHTOBBIE CITy4YaH TSOKEIBIX (PopM ModeyHo! TyOynonaTuu (Takue Kak CHHIPOM

(DaHKOHI/I) n 1nmodyc€yHasa HEAOCTAaTOYHOCTD, CBA3aHHBIC C UBMCHCHHUAMHU CO3HAHHA B KOHTCKCTC

FHHepaMMOHCMquCKOfI 3HHe(baJ'IOHaTI/II/I. PeKOMCHI[yeTCH YUYUTBIBATh THIIECPAMMOHEMUYCCKYTO

3Hue(ban0naTmo 1 YPOBHH aMMHaKa, U3MCPSICMBIC Y IMAIIUCHTOB, Y KOTOPBIX pa3BUBAIOTCA

HEOOBSICHUMBIC U3MEHEHUS ICUXUYECKOTO CTaTyca, MpH JiedeHnH npemapatoM Jledepazuporc

I1CK.

PexoMenaanuu mo KOppeKTUPOBKE 036l IPU MOHUTOPUHTE (PYHKIIMH [TOYEK MPEACTABICHBI B

Tabiuue 3.

Tabmuua 3. KoppekTupoBKa 1036l U IPUOCTAHOBKA JICUSHHSI TP MOHUTOPHHTE (PYHKIIUH ITOYEK

YpoBeHb KpeaTHHUHA B

IJ1a3M€ KpOBHU

Knupenc kpeatuHrHa

J1o Hauana Tepanuu

JBykpatHo (2x)

OpnnokpatHo (1x)

[IpumeHeHue

IIPOTHUBOIIOKA3aHO

<60 MuI/MUH

MoOHUTOpHUHT:

— IIEPBBIM MeCsII] I0CIIe
Havasa JCYSHHs WK
MoauUKaIIH 1036 (B TOM
qHCclie TIocye nepexoaa
MaIKeHTa Ha IPYTYIo
JIEKapCTBEHHYIO (hopmy
npemnapara)

— B IIOCJICAYIOIIIEM

Pa3 B Henemo

Pa3 B Mec11

Pa3 B Henemro

Pa3 B Mmecs1x

YMeHblIeHHe CyTOYHOM /103bI Ha 7 MI/KT B JIeHb (B (hopMe TabJIETOK, MOKPBITHIX TIEHOYHOMN
000JI04KOI), €CIH CIeyIolIHe oKa3aTean (QyHKIMH oYeK HaOIr01at0TCs Ha IPOTSHKEHUH

ABYX BU3HUTOB IOAPAA U HE MOT'YT OBITH 00BSICHEHBI APYIr'uMH NpuInHaMu

B3pocabie nanueHTsl

TTarmeHTEI HETCKOTO

BO3pacTa

>33 % mpeBbIlIaeTCA
CpenHui mokas3aTelb 10
JIedeHus

>BI'H** mist
COOTBETCTBYIOIIIETO

BO3pacTa

n

W/ VI

Cuamxaercs <HI'H*

(<90 mu1/mMuH)

Camxaercsa <HI'H*

(<90 ma/mun)

12




COOTBETCTBYET 3KCMEPTHOR
ot 25.11.2022 N2 27467

(MOCHEQOEATENBHOC T 0003]

1Y OTUETY

Ilocne cHM>XEHUS A03bI, IPUOCTAHOBKHU JICUCHUSA, CCIIN.

Bspocnbie nanuentsl u netu | Coxpansiercs >33 % u/unmu | Camxaercs <HI'H*
BBIIIIE CPETHETO (<90 mur/mMun)

mokKasareid 40 JICYCHUA

[Tpumeuanus: *HI'H — HuxHss rpanuna HopMbl, **BI'H — BepxHsis rpaHuiia HOpMbI

Jleyenue MoxeT ObITh HAYaTO BHOBH B 3aBUCUMOCTH OT UHIUBUIYaJIbHBIX KIMHUYECKUX
00CTOSITENTBCTB.

Cremyer paccMOTPETh BO3MOKHOCTh YMEHBIICHHUS I03bI MTpeTrapara Wil MpepbIBaHUs Teparnuu
IIPY BBISIBIICHUH OTKJIOHEHUW OT HOPMBI IMOKa3aTeliell KaHAIbIEBON (DYHKITUH MMOYCK H/HIIU IO
KIIMHUYECKUM TOKa3aHUSIM:

— IpoTenHYpHsl (IIOKa3aTelb CIeAyeT ONpelesaTh Mepel HadaloM Tepary U Jaiee
€XKEMECSIYHO);

— TJTFOKO3YpHsl y TTAMEHTOB 0e3 caxapHOro quadeTa, CHIKEHHE COJEPKAHUS KalHs B IJIa3Me
KpoBH, pochaToB, MarHus WK COJIEH MOYEBOM KUCTIOTHI, pochaTypus Wik aMUHOALU Y PUS
(mokazarenu cieyeT KOHTPOJIUPOBAThH IO HEOOXOAUMOCTH).

O peHasbHOM TyOyJIOMAaTHH B OCHOBHOM COOOIIATIOCH Y AETEH U MOJIPOCTKOB € OeTa-
TaJaCCEeMHEH, MOTyYaBIINX Je(dhepa3supoKc.

[TarueHTOB cieyeT HallpaBUTh K HEPPOJIOTY, U pACCMOTPETh HEOOXOIUMOCTh MPOBEICHUS
JOTIOTHUTEIBHBIX IMarHOCTUYECKHUX UCCIIEIOBaHM (HanpuMep, OUoIICcHs MOoYeK), ecliy,
HECMOTPS Ha CHIDKEHHUE JTO3BI M IPEKPAICHUE JICYEHUS, BOSHUKAIOT CIIEAYIOIINE SIBICHUS:

— YpOBEHb KpEaTHHHHA B IIa3Me KPOBH OCTAETCS 3HAYUTEIHHO TOBBIIICHHBIM

u

— Ha0JI01aeTcs CTOMKOE OTKJIIOHEHUE KaKoro-110o Apyroro rnoxkasaress QyHKLIUH TOYEK
(Hampumep, TpoTeHuHYpHsl, cuHApoM DaHKoHN).

HaDVHICHI/Ie d)VHKHI/II/I IICYCHU

VY nanueHToB, NPUHUMABLINX Jedepa3supokc, HabIr01a10Ch MOBBILIIEHUE YPOBHS MapKepoB
¢GyHKIMYU IeyeHH. B mocTperucTpalimoHHOM Nepuo/ie MPUMEHEHUS OTMEYAINCh CIIyyau
MIEYEHOYHON HEeI0CTATOYHOCTH, HEKOTOPBIE U3 HUX ObUIN C JIETAIbHBIM UCXO0/0M. Y MallMEHTOB,
nosy4aBinux npemnapat Jledgepasupoxc [ICK, B ocoOeHHOCTH y eTelt MOTYT BO3ZHUKATh
TsKeTIbIe POPMBI, CBA3aHHBIE C U3MEHEHUSIMH CO3HAHMS B KOHTEKCTE TMIIepaMMOHEMHUYECKON
sHIe(daronaTuu. PexoMenayercs yuuThIBaTh FTUIIEPAMMOHEMUYECKYIO SHIIe(ATONaTUIO U
U3MEpSATh YPOBEHb aMMHUaKa y MallUEHTOB, Y KOTOPHIX Pa3BUBAIOTCSI HEOOBSICHUMbIE H3MEHEHUS
MICUXUYECKOTO cTaryca npu Jiedenuu npenapatom [edepasupoke [ICK. Cnenyer nposBisith

0c000€ BHUMaHHUE B OTHOIICHUH NoAACPIKUBAHUA COOTBCTCTBYIOIICTO YPOBHA ruipaTaliu 'y
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MalMEeHTOB, KOTOPHIE UCTIBITHIBAIOT TIPOOIEMBI C o6e330ﬁ&%ﬁﬂ%§&ﬁ£%%bgﬂ:ﬁﬁ' 3)

pBOTa), 0COOEHHO Y JeTel B ocTpoii (haze 0ose3HU. BONBITMHCTBO COOOIICHUI O TIEYCHOYHOU
HEI0CTaTOYHOCTH KacaJlHCh MAIIMEHTOB CO 3HAYUTEIBHBIMH COITYTCTBYIOIIMMHU MTaTOJIOTHIMH,
BKJTIOYAasi paHee CYIIECTBOBABIINE XPOHUUYECKHE 3a00JICBaHUS TICUEHH (B TOM YHUCIIC IIUPPO3 U
renatuT C) U MOJIMOPTaHHYIO HEAOCTaTOUHOCTh. OTHAKO PoJIb JAedepasuporca Kak
COITyTCTBYIOILIETO HIIH YCYTYOJIsfoLIero (hakTopa He MOXKET ObITh HCKITIOYEHa (CM. pa3zen 4.8).
PexoMeHayercs mpoBepsATh YPOBEHb TpaHCAMUHA3, OminpyOuHa u pocdarasbl B miia3mMe KpOBU
niepel HavyajaoM JICYCHUs!, KaK/Ible 2 HEelleNIN B TICPBBIA MECSII JICUYCHUS U pa3 B MECSII
BITOCJICICTBUH. ECITM MMEeT MECTO CTOMKOE U MPOrpecCHpYIOIee YBEIUICHHE YPOBHS
TpaHCAMHHA3 B IUIa3M€ KPOBU, KOTOPOE HE MOXKET ObITh O0OBSICHEHO IPYTUMH NPUYNHAMH,
ClIeZlyeT MPUOCTAaHOBUTH NpuMeHeHue npenapata [ledepasupoke [ICK. Korga mpuunna
OTKJIOHCHUH B MOKa3aTelsaX (yHKIIMU TICUCHH BBISICHEHA, MJTH ITOCIIC BO3BPAIICHUS YKa3aHHBIX
nokazaresieil K HOpMaJIbHOMY YPOBHIO MOKHO PaCCMaTPUBATh OCTOPOXKHOE BO3OOHOBJICHUE
JeueHHst pH 00JIee HU3KOM JJ03€ U MOCIIEAYIOIIee OCTETICHHOE YBEITMYEHUE TO3HI.

He pexomennyercs npumensts npenapat Jledepasupokc [ICK y manueHToB ¢ TSHKEIbIM
HapymienneM ¢pyHkuuu nedenu (knace C no knaccuduxarnu Yaiing-I1si0) (cm. pazaen 5.2).

B Tabnwuiie 4 npuBeeHbI pEKOMEHIAINU 110 MOHUTOPUHTY 0€30I1aCHOCTH TIpernapara
Hedepaszupokc [ICK nepen n HemocpeACTBEHHO BO BpeMs TPOBEICHHS TEPAITHUH.

Tabmuua 4. Kpatkue pekoMeHJauy 0 MOHUTOPHHTY O€30MaCHOCTH

Hccnenosanue YacrtoTa

YpoBeHb KpeaTHHNHA B IIa3ME KPOBU JIBaxkpl 10 Ha4aIa TEpAuu.
Pa3 B Hexenro B IepBhIid MECL] TEPAIlUU U B
MIEPBBII MECAL IIOCIIE U3MEHEHUS 103bI

(BKJTFOYAsSI IEPEXO/1 C OJTHOM JIEeKapCTBEHHON

(bopMBI Ha PYTYIO).
Pa3 B mecs11] BITOCIEICTBHM.
KimpeHc kpeaTnHHHA H/WIHA YPOBEHb [lepen HaYaIOM TEpanuH.
mucratuHa C B Tua3me Pa3 B Hezenmro B EpBBIil MeCSIl Teparuy U B

NEPBBINA MECHI] MOCIE U3MEHEHUSI J103bI
(BKJIIOUAst IEPEXO]] C OTHOM JIEKapCTBEHHOM

(bopMBI Ha IPYTYIO).

Pa3 B Mecsi1] BHOCIEICTBUH.

[Iporennypus Ilepen Havanom Teparnuu.

Pa3 B Mecs11] BITOCIEICTBHM.
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COOTBETCTBYET 3KCNEPTHOMY O

ot 25.11.2022 N= 27467
Jlpyrue MapKepbl pyHKIUH TTOYE€UHbIX TTo Meph Hetn FoAr bty 1D 1 5 0003]
KaHaJbLIEB (TaKue KaK IIIMKO3ypHs Y JIUII, HEe
CTpaJaroux AMadeToM, U HU3KUI ypOBEHb
kanust, pocdara, Maruus UM ypaTtoB B
ma3mMe Kposu, hocdarypus,
aMUHOALUypusl)
YpoBeHb TpaHcaMuHa3, OUIUpyOrHa, [lepen HauaaOM TEpamnuu.
IEIOYHOM (ocdaTazbl Pa3 B 2 Henenu B epBbIi MeCAL] TEpAIUU.
Pa3 B Mecs1 BOCIEACTBUN.
HccnenoBanue ciayxa U OpraHoB 3peHUs Ilepen HauaOM TEpanuu.
Pa3 B rox BrocneacTBUM.
Macca Tena, pocT U OJI0BOE pa3BUTHE Ilepen Havanom Teparnuu.
Pa3 B rox BIocneACcTBUM y eAUATPUUECKUX
MAIMEHTOB.

Y nanueHToB ¢ MOl MPOTHO3UPYEMOU MPOIOJIKUTEILHOCTHIO JKU3HH (HAIIPUMED,
MUEJIOANCIUIACTHYCCKIE CHHIPOMBI C BBICOKUM PHCKOM), 0OCOOCHHO KOTJ]a COITyTCTBYIOITHE
3a00JICBaHUsI MOT'YT IOBBIIIATh PUCK HEXKEJIATEIbHBIX SBICHUH, MOJIb3a Ae(epasupoKrca MOKET
OBITH OTPaHUYEHA, U PUCK MOXET MPEBBIIIAThH N0JIb3Yy. ClenoBaTensHO, IPUMEHEHNE
Hedepazupokc [ICK He pekOMEHI0BaHO Y TaKHX MAlUEHTOB.

[Tpemapat ciexyeT Ha3HAYATH C OCTOPOIKHOCTHIO TTOKUIIBIM TAIIICHTAM B CBSI3M C BRICOKOU
YacTOTOW HEeXeNaTeNbHbIX PeakIuil (B YaCTHOCTH, TUApEN ).

Jlannble y aeteii ¢ TpaHc()y3MOHHO HE3aBUCUMOI TaJacceMuell BeCbMa OrpaHHueHHBIE (CM.
pazznen 5.1). CnegoBarenbHo, ipu Tepanuu npemnapatoM edepasupoke I[ICK cnenyer
MMpOBOANTH TIIIaTeJ'II)HBII\/’I MOHUTOPHHT [JIA BBIABJIICHHA HEXKCIATCIbHBIX peaKHI/II\/’I " I
OTCJIC)KMBAHMS KOHLEHTPAIUY JKelle3a B OpraHu3Me y neAuaTpudecKkon nomyssanun. Kpome
TOTO, nepen jgeueHueM npemnaparom Jledepaszupokc IICK neteit ¢ BEICOKOH CTEEHbIO
MePEerpy3KH KeJIe30M U TpaHC()Yy3MOHHO HEe3aBHUCHUMOU TallacCeMHEH Bpad TOJKEH ITOMHUThH, UYTO
IIOCJICACTBU S HHHTGHLHOﬁ TEpAINU TaKUX MAOUCHTOB B HACTOAIICC BPEMA HEC U3BCCTHEI.

HaDVHIeHI/ISI CO CTOPOHBI KEITYAOYHO-KHUIIICYHOI'O TPAKTa

VY manueHToB, BKJIIOYas I€TeH U MOJPOCTKOB, MOJyYaBIIMX Jleepa3supoKc, COO0IIaIoch O
NOSIBICHUH 513B U KPOBOTEUECHUH B BEPXHUX OTJIENAX ey JOYHO-KUIIEYHOTO TpakTa. ¥
HEKOTOPBIX MAallMeHTOB HAOIIOAAINCh MHOKECTBEHHBIE 513BbI (cM. pa3zen 4.8). bouin coobiienus
0 s13Bax, OCIIO)KHUBIIUXCS TTep(opanueil xKery 109H0-KHIIeYHOTo TpakTa. Takxke ObuIH

COO6I_I_ICHI/I$I 0 JICTAJIbHBIX KCJITYJOYHO-KUIICYHBIX KPOBOTCUCHUSAX, 0COOEHHO Y MOXUJIBbIX
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COOTBETCTBYET 3KI
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ManucHTOB, Y KOTOPBIX OBLIH TeMaTOJIOTHICCKHE OHKOH(SHQG-CEE%%‘GJ;I;%MI;%E& gﬂgllgde

MY OTYETY

coJiepKaHrue TPOMOOLIUTOB.

Bpauu 1 nmanuenTsl JOHKHBI COXPaHATh 0CO0YI0 HACTOPOKEHHOCTh B OTHOIICHUH MPU3HAKOB U
CHUMIITOMOB 3B U KPOBOTE€UEHUH B JKE€JIyI0YHO-KHILIEUHOM TPAaKTE BO BpeMs TEpaluu
npenaparoM Jledepasupokc [ICK. B ciydae pa3BUTHS A3BbI WM KPOBOTCUCHHUSI JKEITy I0YHO-
KHIIEYHOT0 TpakTa npuMeHeHue npenapara Jlepepasupokce [ICK crenyer npekpatuts u
HEe3aMe/UINTEIbHO HAa4yaTh JOMOJIHUTEIbHOE 00cie1oBaHue U jJeueHue. Cnenyer ¢
OCTOPOKHOCTBIO Ha3HauatTh npemnapar Jepepasupoxc [ICK nanuenram, KoTopsle IPUHUMAOT
BEIIECTBA, 00J1a/1at0II1e U3BECTHBIM YJIbLIEPOr€HHBIM NOTEHIIMaI0M, Takue kak HITBIT
(HecTepouHbIE IPOTUBOBOCHIAIMTEIBHBIE ITPENAPaThl), KOPTUKOCTEPOUIbI UIIH NIEPOPATIbHbBIE
6uchocdOHATHI, AHTUKOATY IAHTHI, U TIALMEHTAM C COJIepKaHueM TpoMOoruTos Menee 50x10%/n
(cm. pasnen 4.5).

Hapy1mieHusi co CTOPOHBI KOXKH

Bo Bpems neuenus npenaparom edepazupokce [ICK moxeT BOZHUKATh KOXKHAas ChIlb. B
OOJIBIIMHCTBE CIy4YaeB ChITb MPOXOAUT CIIOHTAHHO. [lociie BpeMeHHOro MpephIBaHMs JICUEHUE
MO>KET OBITh BO30OHOBJICHO MOCJIE UCYE3HOBEHHS ChINH B 00Jiee HU3KOH J03€ C TOCTIeAYIOUIIM
ee MOCTENICHHBIM YBEIMYCHHEM. B TsKeNbIX ciiydasXx BO30OHOBICHHUE JIEYCHUSI MOXKET OBITh
MIPOBEJICHO C KOPOTKUM TIEPHUOIOM IPUMEHEHUS TIEPOPaTbHOM (DOPMBI CTEPOHIOB.
Coo00mIaioch 0 Cepbe3HBIX KOKHBIX HEKEIATSIbHBIX PeaKIHsIX, BKItoYas cuaipoM CTHBEHCA-
JI>koHCOHA, TOKCHYECKUI STTUACpMATbHBINA HEKPOIHU3 U JIEKAPCTBEHHYIO PEAKIUIO C
so3uHOunueit u cucremubiMu cumnToMamu (DRESS), koTopbie MOTYT OBITH ONTAaCHBIMU IS
YKU3HH WK JJaXKe cMepTelbHbIMU. [1py mo103peHnn Ha pa3BUTHE KaKON-THO0 U3 YKa3aHHBIX
cocTtosiHUi mpuMmeHenue npemnapata Jledpepasupoxc [ICK crnenyer HemeyIeHHO IPEKPATUTh U HE
MPUMEHSTh MOBTOpHO. [Ipy Ha3HaUeHUU Mpemnapara NaUeHThl JOKHBI ObITh
nporuH(GOPMUPOBAHBI O MTPU3HAKAX U CUMIITOMAX TSDKEJIBIX KOXKHBIX PEAKIHA U JOKHBI
HAXOJIUTHCS MO TIIATEILHBIM HAOIIOACHUEM.

PeaKHI/II/I TUINICPUYYBCTBUTCIIbHOCTH

[Tomy4ensl cooOIIEeHNs O Pa3BUTUH PEAKIMA TMIIEPUyBCTBUTEIBHOCTHU K AeepasupoKcy
(BKuTrOUasi aHa(MIIAKTUYECKHE PEAKIIMU M aHTMOHEBPOTUYECKUH 0TeK). B OonbInHCTBE citydaeB
peaKkIuy TUIIEPUyBCTBUTEILHOCTH HA0IIOIaIUCh B IIEPBbIE MECALIbI JIEUEHUSI TPenapaTom (CM.
pasnen 4.8). [Ipu pazBuTum peakiuii TUIEPIYBCTBUTEIHFHOCTH TSDKEIION CTETICHH JICUEHUE
IpenapaToM CleyeT OTMEHUTh M IPOBECTHU COOTBETCTBYIOLIHE JeueOHble Meponpusitus. He
peKoOMeH1yeTcs BO30OHOBIIATH TEPAIUIO IPenapaToM y NallMeHTOB JaHHOM KaTeropuu B CBSI3U C
PHCKOM pa3BUTHsI aHa(QUIAKTHUECKOTO II0Ka (cM. pazjen 4.3).

3DI/ITeJ'II)HI>Ie 1 CJIYXOBBIC HAPYIICHUA
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Coo01anocs 0 HapyLUIEHUAX CO CTOPOHBI OPraHOB cm/xa': wﬁﬁxjét%gghﬁggﬁyb}'a{o% 3'13('!,"1{'1»'1;1
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(mOMyTHEHHE XpyCTaIUKa; cM. pasaen 4.8). PekoMeHtyeTcs poBepATh y NAallUEHTOB CIyX U
3peHue (BKJIK0Yas UCCIIEI0BAaHUE IT1a3HOTO JTHA) 10 HaJyasla JICYEHUS U B ajbHEMIIEM IPOBOAUTD
peryisipHble o0cienoBaHus Kaxasle 12 Mecses. Eciu Bo BpeMs jieueHus y nanueHra
HOSBJISIOTCS] HAPYIIEHUS ClIyXa UM 3pEHHs], MO’KHO PACCMOTPETh BO3MOXKHOCTh CHU)KEHUS J103bl
npernapara Ui BPEMEHHOT'O IPEKPaIeHUs JICUEHNUS.

['emaTonornyeckue paccTpomcTBa

B nepuos nocTperucTpaiioHHBIX HAOMIOACHUH OBUTH MOTYyYEHBI COOOIIEHHS O CITydasix
JEHKOTIEHNH, TPOMOOIIUTONICHUH MM NAHIUTOIICHUH (MM yCyTyOJICHHN YKa3aHHbBIX
3a00JIeBaHNl) M OCJIOKHEHHOM aHEMHHU y TAIIMEHTOB, MPUHUMAaBIINX Aedepasupokc. B
OOJIBIIMHCTBE CITyYaeB y MAallMEHTOB UMEIUCh FeMaTOIOTHIECKUE HAPYIICHUsI B aHAMHE3E,
KOTOPBIE YacTO COMPOBOXKIAINUCH HEIOCTATOYHOCThIO KOCTHOTrO Mo3ra. OHako
CIIOCOOCTBYIOIIYIO HJIH yCYTYOJISIONIYIO POJIb JaHHOTO (DakTopa Henb3sl HCKIouaTh. [1pu
BO3HMKHOBEHUH Y MAIMEHTa HEOObICHUMOM IIUTOIIEHUH CIEIYET PACCMOTPETh BO3MOXKHOCTb
BPEMEHHOT'O IIPEKPAICHHS JICUCHHS.

Jlpyrue GaxTopsl

PexoMeHnayeTcst mpoBeeHHE eKEMECSIYHOTO MOHUTOPUHTA YPOBHS (peppUTHHA B T1a3Me KPOBU
C IICJIBIO OIICHKH OTBETA MAICHTA HA TePANUIo U MPEA0TBPAIICHUS H30BITOYHOTO
xenarupoBanus (cM. pazaen 4.2). B nepuoas! 1e4eHus] BRICOKUMU J03aMHU U B T€X CUTYalUsX,
KOrJla ypOBHH (peppHUTHHA B IJI1a3Me KPOBU OJIM3KH K I[EIE€BOMY JTMANa30Hy, PEKOMEHyeTCs
CHI)KEHHE JI03bI WK OoJiee THIaTeNbHBI MOHUTOPUHT (DYHKIIMU TIOYEK U MEUEHH, a TAaKKe
ypoBHs ¢eppUTHHA B TIa3Me KpoBU. Eciii ypoBeHb eppUTHHA B IJIa3ME KPOBHU HE
noaaumaeTtcs Boime 500 MKT/1 (y ManueHToB ¢ TpaHCHY3UOHHOM MEPErpy3KOH KEIe30M) UITn
BbIe 300 MKr/1 (y HaleHToB ¢ CHHIPOMaMu TpaHC(y3HOHHO HE3aBUCHMOI TamacceMuii),
MO>KHO PaCCMOTPETh BO3MOKHOCTh BPEMEHHOI'O MTPEKPAIEHUS TEPAITHH.

Pe3ynbrarsl ucciaenoBanuii ypoBHsl KpeaTHHHUHA, (DeppUTHHA U TPAHCAMUHA3 B TIJIa3M€ KPOBH
HE0OXOAMMO PErUCTPUPOBATH U MTPOBOJIUTH PETYIISIPHYIO OLICHKY JIJISl BBISIBJICHUS TEHICHIUH.
B nByX KITMHUYECKHX UCCIEIOBAHUAX Ae(epa3supoKc He OKa3all BIUSHUS HA POCT U MOJIOBOE
pa3BUTHE AETel, OTyUYaBIINX JIeUeHHE B TeUeHHe 10 S5 neT (cM. pazzaen 4.8). Oanako, B
KadecTBe 00IIei Mephl MPEIOCTOPOKHOCTH B JICUEHUH JETeH ¢ TpaHC()Y3MOHHON TIeperpy3Ku
JKEJIe30M JI0 Havajia Tepanuu 1 3aTeM €XEroJHO He0OXO0ANMMO U3MEPSATh Y AeTel Maccy Telna,
POCT ¥ OLIEHUBATH TIOJIOBOE Pa3BUTHUE (KaKbIe 12 MecsIeB).

JuchyHKIms MHOKapaa — M3BECTHOE OCIIOKHEHHE TSKEIION CTENEeHU Meperpy3Ku Kene3oM. Y
MAIMECHTOB C TSHKEIOW CTEMEHBIO TIEPETPY3KH JKEJIE30M BO BPEMS JUTUTEIHLHOTO JICUCHUSI

npenaparoM Jledepaszupoke [ICK crnegyer KOHTpOIUPOBATH CEPACUHYIO (DYHKITHIO.
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(MOCNEQOBATENEHOCTE 0003)

BcnoMorarebHEIC BEIISCTBA

JauHblil npenapat coaepkuT MmeHee 1 MMoJIb (23 Mr) HaTpust Ha OJIHY J03Y, TO €CTb, [10 CYyTH, HE
COJICPXKUT HATPHUSL.

4.5. BzaumopaeiicTBue ¢ IPYyruMHM JIEKAPCTBEHHBIMU NPeNapaTaMu U Apyrue BUAbI
B3aHNMOJAEeHCTBUSA

BzauMoencTBre ¢ ApYTUMHU XEJIaTOPaAMHU JKejae3a

BezonacHocTh nedepazupokca B COUCTAaHUU C IPYTHMH XEIaTOpaMHu xKele3a He ycraHosleHa. [1o
ATOW MPUYMHE €TO HEJIb3S COYETATh C IPYTUMHU MperapaTaMu JIJIsl XeIaTHPOBAHUS kKejie3a (CM.
paznen 4.3).

BzauMoeicTBue ¢ munien

3uauenust Cmax Aedepazupokca B popme TabIeTOK, TOKPHITHIX INICHOYHOM 000JI0YKOM, OBLITH
BbIIIe Ha 29 % npu ero NpuMEHEHUH BO BPEMsI MpUeMa MHIIU C BBICOKUM COJIEP>KaHUEM JKHUPOB.
[Tpenapat [Jedepazupokc [ICK MoxkHO MPpUHUMATh HATOIIAK UM BO BpeMsl prueMa HeOOJIbIIOro
KOJIMYECTBA MUIIIH, KEJIATEIHHO B OJTHO U TO K€ BpeMsi CYyTOK (cM. pazzaeinsl 4.2 u 5.2).

JIekapCTBEHHBIC CPEJICTBRA, CIIOCOOHBIE CHUKATH CUCTCEMHYIO 3KCITO3UITUIO IIGd)GDBBI/IDOKC&

Metabonusm nedepasupokca 3aBucut oT GpepmenToB Y JID-rinrokypoHunTpancdepasbl (ypuInH-
S5-mudochar-rmokyponunTpanchepasa). B xone uccienoBanus ¢ yaacTueM 3J0POBBIX
T0OPOBOJBIICB OJJHOBPEMEHHOE TPUMEHEHHE Acdepazupokca (oaHOKpaTHAs 103a 30 MI/KT B
dopme nucrieprupyemMpix TabJaeToK) 1 MOITHOTO HHIyKTOpa Y JP-rinrokyponnnTpanchepasst
pudamnuHa (MHOTOKpaTHbIe 10361 600 MI/eHb) MPUBEIO K CHUKEHUIO CUCTEMHOMN
ouonoctynHocTtu aedepaszupokca Ha 44 % (90 % JAU: 37-51 %). B cBsi3u ¢ aTum
COITyTCTBYIOIIAsl TEPAIHs MOITHBIMU HHAYKTOpamu Y JID-TarokypoHuaTpanchepass
(Hanpumep, pudamMnuIMHOM, KapOama3zenuHoM, (eHUTOUHOM, peHoOapOUTaIOM, PUTOHABUPOM)
MOYKET MIPUBECTH K CHIXKEHUIO 3 dexTuBHOCTH npenapara Jledepasupokc [ICK. Bo Bpems u
nocJje nmpueMa yKa3aHHbIX KOMOMHAIUI MTpenapaToB y MalueHTOB HEOOX0IMMO BECTH
MOHHUTOPHHT YPOBHS ()eppUTHHA B IJIa3Me KPOBH U, IIPH HEOOXOAUMOCTH, KOPPEKTUPOBATH JI03Y
npenapara [ledepazupokc [ICK.

XonecTupaMHH 3HAUUTENIbHO CHIDKAJ SKCIO3ULIMIO Aedepasupokca B UCCIEA0BAaHUHM MEXaHU3Ma
JIeMCTBUS TI0 OIPEJINIEHUIO SHTEPOrenaTuyecKoi pelupKyIaLuy (cM. pa3aern 5.2).

B3aI/IMOI[eI\/’ICTBI/Ie C MHUAa30J1aMOM M APYTUMH JICKAPCTBECHHBIMH CPEACTBAMU,

MeTa0oIM3uPVIoMMMHUCH ¢ yuactueM n3zodepmenta CYP3A4

B xo1¢ ncciieoBaHus ¢ yuacTHeM 370POBBIX I0OPOBOJIBIIEB OJJHOBPEMEHHOE IPUMEHEHHE
nedepasupokca B popMe AUCIEPrUPyEeMbIX Ta0JIETOK U MUIa301aMa (CyocTpaToM u3odepMenTa
CYP3A4) npuBOIHIIO K CHIKEHHIO CHCTEMHOM OHOI0CTYmHOCTH Muaa3oama Ha 17 % (90 %

JAU: 8-26 %). B xnuHnueckoil npakTuke 3ToT 3¢ (HeKT MOKET ObITh O0siee BhIpaKeHHBIM. Takum
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00paszoM, B CBSI3U C BOBMOYKHOCTBIO CHUYKEHUS 3(b(beKTI/I]|:SHg(II:”;I/;| %EXE'ET‘-E%EJEA-[I)I(—);K]I&T&HH 3)

npuMeHsTh npenapar Jedepasupokc [ICK Bmecte ¢ npenapatamu, MeTabOIU3UPYIOIIUMUCS C
yuactueM uzopepmenta CYP3A4 (Hanpumep, HUKIOCIOPUHOM, CHUMBACTaTHHOM,
TOPMOHAJIBHBIMHU KOHTPALENITUBAMH, OCTIPHINIIOM, SPTOTAMUHOM).

BzanmoeiicTBHE ¢ penarJuHuA0M B APYTUMH JICKapPCTBEHHBEIMH CPEACTBAMHU,

MeradoausupyrommMucs ¢ yyactueM nzobepmenta CYP2CS8

B xone uccnenoBanus ¢ yuacTueM 3740pOBbIX TOOPOBOJIBIEB OJHOBPEMEHHOE IPUMEHEHHE
nedepasupokca B kauecTBe ymepeHHoro naruoutopa CYP2CS8 (B mo3e 30 MI/KT €XeIHEBHO, B
dbopme nucreprupyeMbIX Ta0IeToK) U penarauaa, cyocrpata CYP2CS, B ofHOKpaTHO# 103€
0,5 mr ormeuanoch yBenuueHue AUC u Cmax penariunaua npumepHo B 2,3 paza (90% AU
[2,03-2,63]) u 1,6 pa3a (90 % AU [1,42-1,84]), cooTBeTcTBEeHHO. [10CKOIBKY B3aMMO/ICHCTBHE
nedepasupokca ¢ penariauHuAOM B f03e Bbilie 0,5 Mr He U3y4eHo, cieayeT u3derath
OJIHOBPEMEHHOTO IpUMeHeHus Aedepazupokca ¢ penarnuHuaoM. [Ipu HeoOxoaumocTu
OJIHOBPEMEHHOT'0 IIPUMEHEHUS Aedepazupokca ¢ penariuHuIoOM cleayeT TIATeIbHO
KOHTPOJIMPOBAaTh KOHLIEHTPALIMIO IIIIOKO3bI B KpoBU (cM. paszzen 4.4). Henb3s uckintovarsb
BO3MOXKHOCTb JIEKAPCTBEHHOT'O B3aUMO/ICHCTBUS Aedepazupokca ¢ ApyruMu cyocTparaMu
uzopepmenta CYP2CS, nanpumep, NakIUTaKCEIOM.

B3aHMOI[efICTBHC C TeOd)I/IJIJII/IHOM U IPYI'UMHU JICKAPCTBCHHBIMU CPCACTBAMU

MeTadoausupyrommMucs ¢ yyactueM uzobepmenta CYP1A2

B xope uccnenoBanus ¢ yyacTHEM 310POBBIX JOOPOBOJIBIIEB OJJHOBPEMEHHBIN MTPUEM
nedepazupokca B kadyectBe unruouropa CYP1A2 (MHOTOKpaTHBIE 10361 30 MI/KT B IEHb B
dbopme nucnieprupyeMbix TadneTok) u cyoctpara CYP1A2 reodununa (ognokpaTtHas qo3a 120
mr) ipuBo v K oBbimeHuto 3HaueHnH AUC 1 Cmax Teodmmuna Ha 84 % (90 % AU: 73-

95 %). OnHOBpPEMEHHBII PUEM YKa3aHHBIX MPENapaToB He MOBIUUT Ha 3HaUeHHE Cmax
OJTHOKPATHOM J103bl, OJJTHAKO OXHAeTCs, 4TO 3HaUeHUE Cmax TEOPHIUIMHA TOBBICUTCS MTPH
MHOTOKpaTHOM BBeZIeHHH TeoprnnHa. CliejoBaTeIbHO, OTHOBPEMEHHOE IPUMEHEHHE
nedepasupokca U TeopuinHa He pekoMmenayercs. [Ipu oqHOBpeMeHHOM npueme
nedepazupokca 1 TeoGUITHHA HE0OX0AUMO MTPOBOIUTH MOHUTOPUHT KOHLIEHTPAIH
Teo(UIUTMHA U PACCMOTPETh BO3MOXKHOCTD CHIKEHUS /1036l TeopminHa. Henb3s uckioyarsb
BO3MOXXHOCTb JIEKAPCTBEHHOTO B3aUMOJICHCTBUS MEXKIY edepasupoKcoM U IpYyTUMHU
cyoctparamu CYP1A2. B oTHOIIEHNH BElIECTB, KOTOPbIE MPEUMYILIECTBEHHO
metabonu3upytorcst CYP1A2 u koTopble UMEIOT y3KUil TepaneBTHUeCKUi 1uana3oH (Harpumep,
KJIO3aIH, TU3aHUIMH ), IPUMEHSIOTCS T€ K€ PEeKOMEHIAllU1, YTO U B OTHOIIEHUH TeO(PUIUINHA.

Jlpyrue B3auMOJIENCTBUS
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OnHOBpeMEHHOE MPUMEHEHHE Teepasupokca ¥ aHTaHI/I%E:'—C'(;l)EéB %J)E%H 79 'l-e: 3)

1Y OTUETY

uccnenoBaiock. HecMoTps Ha To, 4TO Aedepazupokc uMeeT 0oiee HU3K0e CPOJICTBO K
IIOMUHUIO, YEM K JKelle3y, He peKOMEHyeTCsl IPUHUMATh TabJIeTKH edepa3upokca
OJIHOBPEMEHHO C aHTAIlUJAHBIMU MperapaTaMu, COAEP>KaIuMH aTIOMUHUI.

OpnHoBpeMeHHOE TPUMEHEHHE Aeepa3supoKca ¢ BeIeCTBaMU, KOTOpbIE 00J1aJal0T U3BECTHBIM
yJIbLIEpOTE€HHBIM JeiicTBreM, TakuMu kak HIIBIT (Bkitodas aneTuicaauiioByr0 KUCIOTY B
BBICOKHX J103aX ), KOPTHKOCTEPOU I WK OUCHOCPOHATHI [Tl PHEMa BHYTPh MOTYT YBEIIUIHUTh
PHUCK pa3BUTHS HEXeNaTelbHbIX siBieHU co cTopoHbl XKKT (cM. pazaen 4.4). OnHOBpeMeHHOE
pUMEHeHHe Aeepa3supoKca U aHTUKOATYJISIHTOB TaKXKE MOXKET IMOBBICUTh PUCK Pa3BUTHS
KeIyTOYHO-KUIIEYHOT0 KpoBoTedueHus. [Ipu Ha3Hauenuu nedepasupoxkca B KOMOMHAIIMY C
JAHHBIMU BEIIECTBAMH TPEOYETCsI BECTH THIATEIbHBIM MOHUTOPHHT YKa3aHHBIX HEXKEIATeIbHBIX
SBJICHU.

CoBMecTHOE TprUMeHeHHe Aedepazuporca u OycyibgaHa NPUBOAUT K YBEIUYECHUIO CUCTEMHOMN
ounonocrynHoctu Oycynbhana (AUC), HO MeXaHU3M UX B3aUMOJICHCTBUS OCTACTCSI HESICHBIM.
[To BO3MOXHOCTH CJIeIyeT IPOBECTH OLleHKY dapmakokuHeTHku (AUC, KIIMpeHc) mpoOHOH
10361 Oycynbdana, YTOObI MOKHO OBLIIO CKOPPEKTUPOBATH J103Y.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTb U JIAKTALMS

bepeMeHHOCTB

KnuHnyecknx JaHHBIX IO MPUMEHEHHIO Jieepa3upokca BO BpeMs OepeMeHHOCTH HeT. B
JOKIMHUYECKUX MCCIIEIOBAHUSAX HA KUBOTHBIX [TOKa3aHa HEKOTOPasi penpoayKTHUBHAS
TOKCHYHOCTH Tpernapara B J03aX, TOKCHYHBIX JJI MATEPUHCKOTO Opranu3ma (cM. pasaen 5.3).
IToTeHManpHbIN PUCK 71 YEJIOBEKA HEU3BECTEH.

B kxauecTBe Mepbl MPEOCTOPOKHOCTH HE PpEKOMEHIyeTCsl MPUMEHATH npenapar Jlegepazupokc
I1CK Bo Bpems OepeMeHHOCTH, 32 UCKIIIOUEHHEM CITydaeB KpaiHel HeOOXOAUMOCTH.

[Tpenapat [Jedepazupokce [ICK moxeT cHuxkaTh 3P PEKTUBHOCTh TOPMOHATBHBIX
KOHTpPAIENTUBOB (cM. pazzen 4.5). XKeHuuaM JeTOPOHOTO MOTEHITMAa PEKOMEHIYETCS
MIPUMEHSTDH JTOTIOJHUTEIbHBIC WX aTbTEPHATUBHBIC HETOPMOHAIBHBIE METOJIBI KOHTPAIICTIIIIT
BO BpeMsi IpUeMa Ipenapara.

JlakTanus

B noxmmHUYECKHX UCCIIeNOBAaHMIX HA KUBOTHBIX Jedepa3supoKc OBICTPO U B 3HAYUTEITHHOM
KOJTMYECTBE MIPOHUKAI B MOJIOKO JIAKTUPYIOIINUX )KUBOTHBIX. BIUsHUS mpernapaTa Ha MTOTOMCTBO
He oTMevanock. CBeIeHUs 0 MPOHUKHOBEHUH JieepazupoKkca B IPyAHOE MOJIOKO YEJIOBEKA
OTCYTCTBYIOT. JKeHIrHaM, oayJaronmm edenue npemapatom ledepasupoxe I1CK,
MPOJOKATh FPYAHOE BCKapMIIMBAHHUE HE PEKOMEHIOBAHO.

DdepTUIbHOCTD
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Ha )KUBOTHBIX HUKAKOT'O HEOIArompHUsATHOTO BIMSHUA Ha (PePTUILHOCTh CAMOK U CaMIIOB
BBISIBJIICHO HE ObLIO (CM. pasnen 5.3).

4.7. Bausinue HA CMOCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMHU CPeACTBAMHU M PadoTATh C
MeXaHU3MaMHu

Bnusaue npenapara Jedepasupoxc [ICK Ha ciocoOHOCTE YIpaBIsiTh TPAHCIIOPTHBIMU
CpeACTBaMHU M MEXaHW3MaMH He u3ydanoch. [Ipu npumenennu npenapata Hedepasupoxc [ICK
U TIOSIBJIGHUHU TaKOTO HEYacTOro NOOOYHOTO SIBICHHUS, KaK TOJIOBOKPYKEHHE, MMallUEHTaM CIeAyeT
coOI0AaTh OCTOPOXKHOCTD MPH BBHITTOJIHEHUH YKa3aHHBIX BUIOB JACSTEILHOCTH.

4.8. HexenarejbHbIe peakKuuu

Pesrome npoduiist 6e3onacHocT

Y nanmeHToB ¢ XpOHUYECKOU MOCTTpaHC(hy3UOHHOM Meperpy3Koil jxeae30M Hanboliee yacTbie
He)KellaTeJIbHbIE PeaKklii, O KOTOPBIX COO0IAnoch MpH JUIUTEIbHON Tepanuu Aedepasupokcom
B BHJIC TUCTIEPTUPYEMBIX TAOJIETOK Y B3POCIBIX U IETEH, BKIIOYAIOT B ce€0s1: HapyIICHUS CO
cropons! JXXKT (rmaBHbIM 00pa3om, TOLTHOTA, PBOTA, JUapesi, 00JIb B )KUBOTE) U
JIEpPMaTOJIOTUYECKUE HapyIIeHUs (KO>KHAS ChINb). J(hapes oTMevanace Jaile y AeTeid B Bo3pacTe
OT 2 710 5 JIeT U y HOKUJIBIX JIFOACH. DTU PeaKUuu SBJIAIOTCS J0303aBUCUMBIMUA, B OCHOBHOM
C1a00 UM YMEPEHHO BBIPAKCHHBIMHU, HIMCIOT TPAH3UTOPHBIN XapaKkTep U B OOJLITHHCTBE
CIIy4aeB pa3pelialoTcs CaMOCTOSTENbHO 1aXKe MPU IPOJAOHKEHNUHN JI€UEHUS.

Bo BpeMs KIIMHUYECKUX UCCIEN0BAaHUM J0303aBUCUMOE YBEIMUYECHUE KOHIICHTPALIMY KpeaTHHIHA
B IJIa3M€ KPOBU BO3HUKAJIO MPUOIUZUTENBHO y 36 % MalMeHTOB, XOTs y OONBIIMHCTBA TAHHBIN
MoKa3aTresb OCTaBaJICs B Ipesenax HopMbl. CHU)KEHUE CPEHET0 3HaUEHUs KIIMpeHca
KpeaTMHHHA Ha0JII0/1aJI0Ch KaK y IeTel, TaK U y B3pOCIbIX MAallMEHTOB ¢ OeTa-TajacceMuen u
Meperpy3Kou Keae30M B MEPBbIi IO JIEYEHUsI, HO €CTh JJAHHBIE, UTO OH HE CHUYKAJICS €IlIe
OoJbIIe B OcHeAytonue roapl iedeHus. CooO1anocs o MOBBIIEHUH YPOBHS TPaHCAMUHA3
neyeHu. PekoMeHryeTcst co0mo1aTh rpa ik MOHUTOPUHTA O€30MACHOCTH B OTHOIIIEHUHT
nokasaTesie PyHKIMY TOYeK U MmeueHu. PeIko BOZHUKAIOT HAPYIICHHS CllyXa (CHUKEHUE
CIIyXa) ¥ OTKIIOHEHHsI CO CTOPOHBI OpraHa 3peHus (IOMyTHEHHE XPYCTalluKa), U PEKOMEH TyeTCsI
MPOBOAMTD €XKETOAHOE HCCIEA0BaHNE JAaHHBIX CUCTEM (CcM. pazjaen 4.4).

B cBs13u ¢ ncnonb3oBaHueM Aedepasupokca coodIIanoch TaKkKe 0 pa3BUTHH CEPhE3HBIX KOKHBIX
HEKeJaTeNbHBIX Peakiui, BKItodas cuHApoM CTtuBeHca-/[KOHCOHA, TOKCUYECKHI
SMUICPMAIIbHBIN HEKPOJIU3 U JISKAPCTBEHHAS PEaKIUsl, COMPOBOXKIAIOMIASCS 203uHODUINEH 1
cuctemabiMu niposiBieHusiMu (DRESS) (cm. pazgen 4.4).

Pe3roMe HexenaTteabHbBIX PeaKIni

21



COOTBETCTEYET 3KCINEPTHON
ot 25.11.2022 N= 27467

J1J1s OIIeHKHM 4acTOThI BCTPEYAEMOCTH HeKelaTefIbHbIX p'@%rh%'%ﬁﬁ)ﬁk“cﬁgﬂ%ﬁhb o 0003)
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cnenyromme kputepuu (cornacHo knaccupukanmu BO3 (Becemupnoit Opranuzanumn
3npaBooxpaHeHusi)): odeHb yacto (>1/10), wacto (>1/100, HO <1/10), HEwacto (>1/1000, HO
<1/100), peaxo (>1/10000, ro <1/1000), ouens peaxo (<1/10000), HEM3BECTHO — HCXOS K3
UMEIOINXCS JAHHBIX YACTOTY ONPENIEIIUTh HEBO3MOKHO.

Hapywenus co cmoponul Kpogu u iumg@amuyeckou cucmembl

YacToTa HEM3BECTHA: MAHIMTONEHHUS , TPOMOOIUTONEH s , ycyTyOaenue anemun’,

HEHTpOIeHHs

Hapywenus co cmopoHnbl uMMyHHOU cucmembl

Yacro: peakiuu runepIyBCTBUTEIBLHOCTH (BKIIIOYAs aHA(DUIAKTUISCKUE PEaKIIUU U
aHIMOHEBPOTUYECKHii 0Tek)!

Hapywenusa memabonuzma u numanus

YacToTa HEM3BECTHA: METaOOIHUECKUit anua03?!

Tcuxuueckue napywenus

Heuacro: TpeBora, HapyIeHHs cHa

Hapywenus co cmopoHuvl HepaHOU cucmemul

Yacro: ronoBHas 60J1b

HeuacTo: ronoBokpyxeHue

Hapywenus co cmoponvl opeana 3penus

Heuacro: kaTapakTa, MakysionaTus

Penko: HEBpUT 3pUTENBHOTO HEPBA

Hapywenus co cmoponvl opeana ciyxa u nabupunma

Heuacro: I'myxora

Hapywenus co cmoponwl OvixamenbHoU cucmemsl, Op2aHos8 epyOHOU KIemKU U CPeOOCMeHUs
Heuacro: 60sb B ropTanu

Kenyoouno-kuuieunvie napyuenus

YacTo: nuapesi, 3arop, ppoTa, TOLUTHOTA, 00JIb B )KUBOTE, B3YTHUE KUBOTA, TUCTICTICHS
HeuacTo: xenmy104HO-KUIIEUHbIE KPOBOTEUEHHUS], S13BA ey IKa (BKIOYAsi MHOKECTBEHHBIE
SI3BBI), 513Ba JIBEHA/ILIATUTIEPCTHOMN KUIIKHU, TACTPUT

Penko: a30darur

YacToTa HEM3BECTHA: TIepOPAIs KeyJOUHO-KHIIIEYHOTO TPaKTal, OCTpBIi MaHKpeaTHT!
Hapywenus co cmoponuvl neuenu u scenueulo0AuUx nymei

YacTo: NOBBIIIEHUE YPOBHS TpaHCAMUHA3

Heuacro: TernaTuT, XO0JICJIINTHA3

YacToTa HEeH3BECTHA: IICYCHOTHAS HG}IOCTZLTO'—IHOCTI)1
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(NOCNEQCBATENEHOCTE 0003)

Hapymesz CO CMOPOHBL KOJHCU U NOOKONCHBIX KAHEU

Yacro: chinb, 3y

Heuwacro: HapynieHre NTUrMeHTauu

Penko: nekapcTBeHHAs! ChITb ¢ 203MHOGUINEH U cucTeMHbIMU TiposiBiieHus MU (DRESS-
CHHJIPOM)

YacroTa HEU3BECTHA: CUHAPOM CruBenca-J/[>KOHCOHA!, 1eHKOIUTOKIACTHYECKHUIT BaCKynnTl,
KpanuBHULAL, MynsTH(OpMHAs dpuTeMal, aonenus’, TOKCHYECKHit STHIepMaTbHBIA HEKpOIn3!
Hapywenus co cmoponbl nouek u Mo4esbig00auux nymet

OdeHb YacTO: MOBBILICHHE KPeaTUHUHA B KPOBU

Yacro: nporeunypus

Hewacrto: HapylIieHHs cO CTOPOHBI TOYCYHBIX KaHANBIEB (IpUOOpeTeHHBIN cHHAPOM DaHKOHM),
TIIIOKO3ypus

YacToTa HEU3BECTHA: OCTPas I0UeUHAs HEJOCTATOYHOCTD ., TyOyIOMHTEpPCTHIIMABHEI HeGpHT.,
TIOYeYHOKAMEHHas 00Ne3Hb., HEKpO3 IIOUeUHEIX KaHAIbIER’

Obwue Hapywenus u peakyuu  mecme 68e0eHUs.

Heuacro: IloBbllieHne TemnepaTypsl Teja, OTeK, OUIYIIEHHE YCTalIOCTH

[Ipumeuanus:! — HesxenaTenbHbIE PEaKIMK, ONUCHIBAEMbIE BO BPEMs IOCTPETHCTPALIUOHHOTO
npuMeHeHUs (MHGOPMAITUS O HUX MOJIYYCHA U3 CIIOHTAHHBIX COOOIIECHUH, ISl KOTOPBIX HE
BCEr/ia BO3MOXKHO HAJICKHO OTPEICIIUTh YaCTOTY WIIH IPHUYUHHO-CIICJICTBEHHYIO CBSI3b C
BIMSHHEM JIEKapPCTBEHHOTO TIPENapara); 2 — OTMEYaych TAKeNble pOPMBI, CBA3aHHBIE C

U3MCHCHHAMU CO3HAHHA B KOHTCKCTC FI/IHepaMMOHeMI/I‘ICCKOﬁ 3HLIe(I)aJIOHaTI/II/I.

Onucanue OTACIBHBIX HEXKCIIATCIbHBIX peakunﬁ

006 00pa3zoBaHNN KETYHBIX KAMHEH U CBA3aHHBIX OMJIMAPHBIX pacCTPOICTBaX co00IIAIoCh y 2
% mauueHToB. O MOBBIIIEHUU YPOBHS TpaHCaMUHA3 MEYEHHU COOOIIATOCh B KAUeCTBE
HE)XeNnaTeNbHON peakumu y 2 % nanuenTtos. [loBbiieHne ypoBHs TpaHcamMuHa3 6ojee yeM B 10
pa3 BBIIIE BEPXHEH IpaHUIBI HOPMBI, KOTOPOE CBHJIETEIBCTBOBAJIO O T€MATHTE, ObLIIO HEYACTHIM
(0,3 %). B Tedyenue neproaa moCTPErUCTPALIMOHHOTO TPUMEHEHUS edepasupokca coo011anoch
0 MEYEHOYHON HeJI0CTaTOYHOCTH, HHOTJIa CO CMEPTENbHBIM UCX0/10M (cM. pa3zien 4.4). B
TEYEHHUE MepHo/ia NOCTPErUCTPALMOHHOTO HAOMIOACHNS ObUIN MOTY4YEHbI COOOLIEHHS O CITydasx
MeTaboIMYeCcKOTro anu103a. Y OOJbIIMHCTBA TAKUX MallMeHTOB Hab0Janach moyeyHas
HEJIOCTaTOYHOCTb, MToUedHas TyOynonarus (cuaapom DaHKOHM), AUAPEs WA COCTOSHUS, TIPH
KOTOPBIX KUCIOTHO-ILEIIOUHON JHcOaIaHC SBIISETCS U3BECTHBIM OCIOKHEHUEM (CM. paszen 4.4).
Crny4an cepbe3HOro OCTpOro naHkKpeaTuTa HaOMI0ANNCh Y TAIIMEHTOB 0e3 MOATBEPKICHHBIX
3a0oJieBaHUH KeTYHOro My3bIps. Kak u B cilydae mpUMEHEHHUs JPYTUX XeIaTopoB XKele3a,

CHI)KEHHE CITyXa U MOMYTHEHHUE XpyCTalvKa (paHHssI CTaus KaTapaKThl) HAOII0AaTUCh PEIKO Y
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a3zell 4(.E|)l_:l CNEQOBATENEHOCTE 0003)

MalMeHTOB, TPUHUMABIIUX Aedepasupokc (cM.

Kinupenc kpeatvHrHa Opy IOCTTPAHCHY3UMOHHOU IIEPErPY3KE KEIE30M

B perpocnextuBHOM MeTa-ananmuse 2102 B3pocibIX U eTeil ¢ bera-TagacceMueit ¢
MOCTTPaHC(Y3UOHHOM MEPETPy3KOM JKeIe30M, TOJIydaBIIuX Aedepa3supokce B popme
JTUCIIEPTHPYEMBIX TA0JIETOK, B IBYX PaHIOMHU3UPOBAHHBIX M YETHIPEX OTKPBITHIX UCCICTOBAHUSIX
MPOJOIKUTEILHOCTBIO JIO MATH JIET HAOII0IA0Ch CpeHEe CHIKEHUE KIIMPEHCa KpeaTHHUHA Ha
13,2 % y B3pocasix (95 % AU: ot -14,4 % no -12,1 %; n=935)u 9,9 % (95 % AU: ot -11,1 %
10 -8,6 %; n = 1142) y neteit B TeueHUe nepBoro roaa jedeHus. Y 250 manueHToB, 3a KOTOPIMU
BEJIOCH HAOJIIOJICHHE B TEUCHUE JI0 MATH JIET, JATBHEHIIIETO CHIDKCHHS CPETHET0 IMoKa3aTes
KJIMPEHCa KpeaTHHUHA HE HA0II0AaJI0Ch.

KinHunueckue ucclieIoBaHus y MAUMEHTOB C CUHIPOMAMHU TPAHC(PY3MOHHO HE3aBUCUMOU

TajgacceMuu
B uccrnenoBanny npoaoKUTENBHOCTBIO 1 TOJ Yy MAIMEHTOB ¢ CHHAPOMAaMH TPaHC(Y3HOHHO
HE3aBHUCUMOM TaJIACCEMHH M TIEPETPY3KOH Kelie30M (qucneprupyembie TadiaeTku B 1o3e 10
MTI/KT B CyTKH) CaMBbIMHU PacpOCTPAHEHHBIMHU HEXeNATeIbHBIMU SIBICHUSMH, CBSI3aHHBIMH C
IPUEMOM HCCclieyeMoro npemnapara, obuin quapes (9,1 %), coinb (9,1 %) u Tomnota (7,3 %).
AHOMaJbHbIC 3HAaUY€HHUsI YPOBHS KPeaTHHHHA B TIa3Me KPOBU U KJIMPEHCa KpeaTHHHUHA
Habmonanuch y 5,5 % u 1,8 % nanueHToB, cCOOTBETCTBEHHO. [10BbIIIEHNE YPOBHS TpaHCAaMHHA3
Oosee, ueM B 2 pa3a 1o CPaBHEHHIO C UCXOIHBIM YPOBHEM, U B 5 pa3 BhIIIE BEPXHEU IPaHUIIBI
HOPMBI, OBLJIO 3aperucTpupoBaHo y 1,8 % manueHToB.

eTu
B nBYX KIMHUYECKUX HUCCIIEAOBAHMIX Je(epa3supoKC He OKa3all BIMSHUS Ha POCT U TIOJIOBOE
pa3BUTHE JETEH, MOTyUaBIINX JICUEHHUE B TeUEHUE /10 5 JeT (cM. pazaen 4.4).
V nereii B Bo3pacte oT 2 110 5 neT quapesi Habio1allach yallle, YeM Y MOKHIIbIX MaIlUeHTOB.
O tyOynonatuu nMo4yek B OCHOBHOM COOOIIANIOCh Y A€Tel U MOJPOCTKOB ¢ OeTa-TanacceMHeH,
NOJTy4aBIIUX Jedepa3supoKc. boIbIIMHCTBO COOOIIEHUH O cyyasX MeTabOoIMUecKOro alua03a,
MIOJTYYCHHBIX B TIEPHOJ MOCTPETUCTPAIIMOHHOTO HAOIIOICHHSI, OTHOCHJIACH K MAIlHEHTaM
JIETCKOT'0 BO3pacTa, y KOTOPbIX pa3BHJICS cUHAPOM DaHKOHHU.
Bbuu nmonydeHsl coOOLIeHNs O CITydasix OCTPOro NaHKpeaTHTa, 0COOCHHO CPe/in MallMeHTOB
JIETCKOTO | MOJIPOCTKOBOTO BO3pacTa.

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxxHo coo0miaTh 0 mo103peBaeMbIX HEXKENATENbHBIX PEAKIUIX MOCIIEe PETUCTPALINU TIperapaTa
C IeNbI0 00ECTIeYeHH s HETIPEPHIBHOTO MOHUTOPUHTA COOTHOIIEHUS «I10JIb3a—PUCK»
JIeKapCTBEHHOTO npemnapaTa. Ecnu y Bac Bo3HHKaIOT Kakue-Tn00 HeKeIaTeIbHBIC PEaKIInH,

MIPOKOHCYJIBTUPYUTECH C BPAauYOM HJIM METUIIMHCKOMN cecTpoil. MeUITMHCKUM paOOTHUKAM
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PEKOMEHTyeTCsl COOOIIATh O JHOOBIX MOA03PEBA¢MBIX HG%&%&EI&%EI%'EJ&HEH: CTb 0003)

JIEKapCTBEHHOTO Iperapara 4epe3 HallMOHaIbHbIE COOOLICHNS O HeXeaTeIbHbIX PEaKIUIAX
rocy1apCTB-4IeHOB EBpa3uiiCKOro 53KOHOMUYECKOTO COKO3a.

Poccuiickas @enepanus

109074, MockBa, CnaBsHCKas IUI01ab, 1. 4, cTp. 1

®denepanibHas Ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus Poccuiickoii denepanum
Tenedon: +7 (495) 698-45-38, +7 (499) 578-02-30

®akc: +7 (495) 698-15-73

DnekTpoHHas rnovra: pharm@roszdravnadzor.ru

Caitr: http://www.roszdravnadzor.ru

PecnyGiuka Apmenus

AO3T «HayuHbIi1 HEHTp SKCHEPTU3BI JIEKAPCTB U MEJAULIUHCKUX TEXHOJIOTHI UM. AKajgeMuka 3.
["abpuensua

0051, r. EpeBan, nip. Komuraca, 49/4

Ten.: +374 (10) 23-16-82/08 96/47 32/20 91

®akc.: +374 (10) 23 21 18/29 42

["opstuast muHMSA OTIIEeTIa MOHMTOPHUHTA Oe3omacHocTH jJekapcTs: +374 (10) 20 05 05, +374 (96)
22 05 05.

http://pharm.am.

Pecny6nuka benapychb

VII «LIeHTp dKCnepTU3 U UCIIBITAHUI B 3paBOOXPAHCHUN

220037, r. Munck, ToBapurieckuii niep., 2a

Ten.: +375-17-299-55-14

Tenedon otaena papmakonanzopa: + 375 (17) 242 00 29

http://www.rceth.by.

Pecniy6nuka Kazaxcran

PI'TI Ha I[IXB «HauuonaneHb1 L{eHTp 3KCNEPTHU3BI JIEKAPCTBEHHBIX CPEICTB U METUIIMHCKUX
uznenuity Komurera MeAMIIMHCKOTO U (hapMalieBTUYECKOro KOHTposIsi MUHHMCTEpCTBA
3npaBooxpanenus Pecniyonuku Kazaxcran

010000, r. Hyp-Cynran, paiton Anmatsl, nip. baysip>xana Mowmbirynsl, 2/3

Ten.: +7 (7172) 78-99-11

http://www.ndda.kz.

Keipreizckas Pecniy6iinka
JlemapTaMeHT JIeKapCTBEHHOT0 00ecIedeHHsI U MEAUIIMHCKOW TEXHUKH NP MUHKCTEPCTBE

3npaBooxpanenust Keiproizckoit Pecryonuku
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720044, r. bumikek, yi. 3-a Jlunus, 25 (MOCNEACBATENBHOCTE 0003)

Tem.: +996 (312) 21-92-78
http://pharm.kg.

4.9. [lepeno3upoBka

CuMnOTOMBI

OTMedeHBI ciyuau epejo3upoBKH aedepasupoKkcoM (IIPHEM B TEUCHHE HECKOIbKUX HEJENb B
n03e, B 2-3 pa3a IpeBbIIIAIOIICH peKOMEHIyeMyt0). B o1HOM U3 citydaeB nepeao3upoBKa
IpHBeJia K pa3BUTHUIO CyOKIIMHUYECKOro remaruta. [lpu npekpaiieHun Tepamnuu rnpenapaTom
MPOSIBIICHUS TeMaTUuTa KyIUpOoBaIMCh 0€3 pa3BUTHUS OCIIOKHEHUN B OT/IaleHHOM nepuoje. [lpu
OJIHOKpaTHOM TpueMe jaedepazupokca B BUJIC AUCIIEPTHPYEMBIX TaOJIeTOK B 03¢ 80 MI/Kr
MaccChlI TeJa (4TO COOTBETCTBYET J103¢€ Aedepasrupokrca S6 MI/KT B BUJE TaOIETOK, TOKPBITHIX
IUICHOYHOW 000JI0UKOM) y TAI[MEHTOB ¢ OeTa-TallacceMHel ¢ eperpy3Koii xKele30M oOTMeYeHa
XOpolasi IePeHOCUMOCTh C Pa3BUTHEM CI1a00BBIPAYKEHHOMN TOITHOTHI U AHApEU. 310POBbIE
J0OPOBOJIBIIBI XOPOIIIO TIEPEHOCHIIA OJTHOKPATHEIN mpueM jedepazupokca B BUIS
JUCTICPTUPYEMBIX Ta0JIETOK B J103¢€ /10 40 MI/KT (4TO COOTBETCTBYET 103¢ nedepasupokca 28
MI/KT B BHJI€ Ta0JIETOK, IIOKPBITHIX TJICHOUYHOH 000JI0UKOH ).

[Tpu nepeno3upoBKe BO3MOKHO PA3BUTHE CIEIYIOIINX OCTPBIX CUMIITOMOB: TOIIIHOTA, PBOTA,
rojioBHast 001k, Auapesi. OTMEUYeHBI CITydan HapyIIeHUS QYHKIMH [TOYCK U ITEYCHH, B TOM YHUCIIC
CJIyYad MOBBIIICHUN YPOBHS NMEYCHOYHBIX (PEPMEHTOB M KPEaTUHUHA C UX MOCIIEAYIOIINM
BOCCTAHOBJICHHEM I10CIIe OTMEHBI Tepanuy. OmmboYHO Ha3HAYEHHBIN OJHOKPATHBIN TPHEM
npemnaparta B 103 90 MI/Kr mpuBel K pa3BUTHIO cuHApoMa DaHKOHU C MOCIEAYIOMINM
pa3penieHneM ocie OTMEHBI TEPAITHH.

Jleuenune

Crneuuduueckoro antuaora 1 aedepasupokca He cymecTByeT. [I[poBoasT HHAyIIUPOBaHHE

PBOTBI UK ITPOMBIBAHHE KCITyAKA, CUMIITOMATUYICCKYIO TCPAIIUTO.

S. ®APMAKOJIOTTYECKHE CBOMCTBA

5.1. ®apmakoaMHAMHYECKHE CBOCTBA

dapmakoTeparneBTHUECcKas IpyImna: npoyue jJeueOHble CPeaCTBa; )KeIe30CBA3bIBAIOIINE
cpeicTBa

Kox ATX: VO3ACO03.

Mexannsm geiicTBUs

Jedepasupoxc sBiseTcst KOMIUIEKCOOOPa3yIOIIUM TPOWHBIM JIMTAHJIOM ISl IpUeMa BHYTpb,
o0JaiaromuM BEICOKUM cpoacTBoM K kene3y (II) u cBsi3piBaromum ero B cootHomeHuu 2:1.

Jedepazupokc ycuImBaeT 3KCKPELHIO JKeje3a, IPEUMYIECTBEHHO Yepe3 KUIIEYHHK.
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Jledbepazupokc 001aaeT HU3KMM CPOICTBOM K WHMHKY U Wkl 0 R B et R Gib R 00 2)

CHUIXCHUA COACPIKAHUA 3TUX MCTAJIJIOB B IIJIa3MC KPOBH.

dapmakoauaamuyeckue d3PHeKTol

B uccnenoBannn oOMeHa keses3a y B3pOCIIbIX MAIMEHTOB ¢ OeTa-TalacceMHen ¢
HOCTTPaHC(Y3MOHHOU TEPErpy3KOH JKeJIe30M NP MPUMEHEHUH JedepasupoKkca B CyTOUHBIX
no3ax 10 mr/kr, 20 mr/kr u 40 mMr/kr (B BUAE AUCIIEPTHPYEMBIX TaOJIETOK) cpeaHsist 3 heKTuBHAs
IKCKperus xene3a cocrapisiia B cpenneM 0,119 mr Fe/kr, 0,329 mr Fe/kr u 0,445 mr Fe/xr
Macchl Teja B CyTKH, COOTBETCTBEHHO.

Kinuanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

HccnenoBanust KIMHUYECKOW O€30MAaCHOCTH MPOBOIMINCH JUTs fedepazupokca B popme
JUCTIEPTUPYEMBIX TaOIETOK.

DddexTrr nedepazupokca uccneaopanu y 411 B3pocibix MaueHToB (B Bo3pacTte >16 net u
ctapuie) u 292 neteil (B Bo3pacte oT 2 10 16 JieT) ¢ XpOHUYECKOU MEePerpy3Koii xKele30M
BCJICJICTBUE TIEpEIMBAaHUMN KPOBU. 52 pebeHka ObUIN B Bo3pacTe oT 2 10 5 jieT . OCHOBHBIMU
3a00JeBaHUAMH, TPEOOBABIIMMHY TIEPETUBAHMS KPOBH, ObUTN OeTa-TanacceMusi, CepIOBHIHO-
KJIETOYHYIO aHEMUS U APyTHe BPOXKACHHBIE U MPUOOPETEHHbIE aHEMUU (MHUEIOIUCIIACTUYECKUE
cuHApomsbl, curipoM Jaiimonaa-biskdena, armiacTuyeckyro aHeMHUIO U JApyTyue OUYeHb peaKue
AHEMUH).

EsxenneBHOe mpuMeHeHue aedepasuporca B 1o3ax 20 mr/kr u 30 Mr/kr B Buze
JTUCTIEPTUPYEMBIX Ta0JIETOK B TEUEHUE OJTHOTO r0Jia y B3POCIBIX U AeTel ¢ OeTa-TanacceMueii Ha
(doHe MpoI0KAIOIIUXCS TeMOTpaHC(hy3Uil MPUBOAMIO K YMEHBLICHHUIO 3al1acOB OOIIEro jkene3a
B opranusme; CXKII camxkanocs B cpeaem cootBercTBeHHO oyt Ha 0,4 mr Fe/r u 8,9 mr Fe/r
CYXOro BellleCTBa MIeUYeHHU, KOHIIEHTpaIus (eppUTHHA B IJIa3Me KPOBH YMEHbIIAJIACh B CPEAHEM
MOYTH Ha 36 MKI/II 1 926 MKI/J, COOTBETCTBEHHO.

ITpu npumMeHeHnH MpenapaTa B TEX K€ J03aX COOTHOLIEHHE SKCKPELHUH XKele3a K MOCTYIIIIEHUIO
JKese3a B opranusM coctarisuio 1,02 (uTo sBisieTcs ToKazaTtesieM HOpMaJIbHOTO OajaHca
xenesza) U 1,67 (4TO COOTBETCTBYET MOBBIIIEHHOMY BBIBEJCHUIO JKEJI€3a U3 OPraHu3Ma).
[TonoGHBII TepaneBTHYECKUN OTBET HAOIIIOJaJICS IPU IPUMEHEHUH Jedepazupokca y
NAIMEeHTOB ¢ Meperpy3Koi jKene30M U MpH Jpyrux tunax anemuil. [Ipumenenue nedepasupoxca
B CyTO4HOM 03¢ 10 MI/KT B BUJIe AUCTIEPTUPYEMBIX TaOJIETOK B TEUEHUE OJHOIO roja
no3BousLIo nojaepxkruBath B HopMe CXKII, koHIeHTpauio peppruTHHA B IJIa3Me KPOBU U
CHOCOOCTBOBAJIO IOCTHKEHUIO OaslaHca xkeJe3a (PaBHOBECHS MEX]Ty MOCTYTNIEHHEM U
BBIBEJICHHEM jKeJie3a) y MAIUeHTOB, PEJIKO MOIYyYaIOIIMX TeMOTpaHChy3UuH Wik 0OMEHHbIE
nepenuBaHus KpoBu. [lockonbKy KOHIIEHTpalus peppUTHHA B IJIa3Me KPOBH, ONpeaenseMas

exemecssuyHo, oTpaxkana n3meHenus CXKII, nnaamuka KoHeHTpanuu GpeppuTHHA B TIIIa3Me
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MY OTYETY

KIIMHUYECKHE JaHHBIC (29 MalMeHTOB C HOpMalbHOU (DyHKIMEH cep/ia B HICXOIHOM COCTOSIHUH )
¢ npumenenuem MPT noka3zeiBarot, uto jeueHue aedepasuporcom B go3ze 10-30 Mr/kr B aeHb (B
dbopMe aucnieprupyeMbix TabJIeTOK) B TeUeHHE | roj1a MOKET TaKkKe CHUXKATh YPOBEHbD KeJes3a B
cepaue (B cpeaqaem MPT T2* ysenmumBaetcs ¢ 18,3 mo 23,0 mc).

OCHOBHOM aHaJIM3 B ONOPHOM CPABHUTEIHLHOM HCCIICIOBAHUU C ydyacTueM 586 MalueHToB,
CTpajaronux Oera-TamacceMueii 1 TpaHCPY3UOHHOM Meperpy3Koit xxeme3a, He MOATBEP AT
MPEIIOJIOKEHHUE O TOM, YTO Aedepasrupokc B hopMe AUCTIEPTUPYEMBIX TaOJIeTOK 001a1aeT He
MeHbIIeH 3 (HEeKTUBHOCTHIO, 4eM JedepoKkcaMuH. Pe3ybTaTel peTpOCIEKTUBHOTO aHAIH3a,
MIPOBEJICHHOTO B XO/I€ JIAHHOTO MCCIIEAOBAHUS, CBUICTEIBCTBYIOT O TOM, YTO B MOJATPYIIIE
MAIMEHTOB C TIOKa3aTeJISIMA KOHIIEHTPAIIMH JKelie3a B TieueHu >7 Mr Fe/r cyxoro BeriecTsa,
MPUHUMABIINX Jedepasupokc B hopMe AucneprupyeMbix Tadetok (B no3ax 20 u 30 Mr/kr) win
nedepokcaMuH (B 103ax OT 35 10 >50 mr/kr), ObUIM JOCTUTHYTHI KpUTEPUU HE MEHbIIIEH

s dexruBHOCTH. OTHAKO B TOATPYIINE MAIUEHTOB C TIOKA3aTeIISIMA KOHIICHTPAIIUH JKeJie3a B
nevyenn <7 mr Fe/r cyxoro BemecTBa, MpUHUMABIINX Jieepa3upokc B popMe TUCTIEPrUpyeMBbIX
TabneTok (B mo3ax 5 u 10 mr/kr) uimu aedepokcamut (B go3ax ot 20 10 35 MI/KT), HE MEHBIIAs
s dexTrBHOCTH HE ObLIa yCTaHOBJIEHA BBUY JUcOaaHCca MEKIY J03aMH JIBYX XeJIaTOPOB
xkene3a. BeimeonucanHblid ArcOananc BO3HUK B CBSI3U C TEM, YTO MAIIMCHTHI B TPYIITIE
pUMEHEHHUS NedepoKcaMuHa MOTJIM TPHHUMATH IIPerapaT B TeX K€ J03aX, B KOTOPBIX OHU €0
MPUHUMAIIH 10 BKIIOYCHHSI B HCCIIEIOBAHUE, TaXKe €CIIM MX /1032 MPEBBIIIaNa TAKOBYIO,
YKa3aHHYIO B TPOTOKOJIE HCCIEA0BaHUs. B ’TOM OMOPHOM HCCIIEIOBAaHUH MPUHSIINA y4acTHe 56
MAIMEeHTOB B Bo3pacte 110 6 jieT, 28 U3 KOTOPhIX noixydainn aedepasupokc B hopme
JUCTIIEPTUPYEMBIX TaOJIETOK.

Pe3ynbpTaThl JOKIMHIUYECKUX M KIMHUYECKUX UCCIIEeIOBAaHUI CBUIETEIHCTBOBAIU O TOM, YTO
nedepasupokc B (hopMe JUCTIEPTHPYEMBIX Ta0IETOK MOKET OBITh TAKUM K€ aKTUBHBIM, KaK
nedepokcaMuH, MPU UCTIOJI30BAHUU 7103 B cooTHOIIeHHH 2:1 (T. €. 103a Aedepasupokca B
dbopme nucreprupyeMbIX TaOJIETOK COCTABIISAET MOJIOBUHY /10361 Aeepokcamuta). MoxHO
paccMOTpPeTh BO3MOKHOCTh IpUMEHEHUs Aedepazupokca B popme TabIeTOK, TOKPHITHIX
TUICHOYHON 00O0JIOUKOM, B 103aX, B YUCIIEHHOM OTHOIIEHUH B 3 pa3a MPEBBIIIAIOIIIX TAKOBYIO
nedepokcaMuHa, Tak Kak /103a aedepazupokca B popme TabeToK, MOKPHITHIX MIIEHOYHOM
000JI0YKOM, COCTABIISIET OJHY TPETH OT J03HI NedepokcamuHa. OHAKO 3Ty pEKOMEHIANNIO B
OTHOIICHHUHU JJO3UPOBKU HE OLIEHUBAJIH MPOCIIEKTUBHO B paMKaX KIMHUYECKUX HUCCIICIOBAHHA.
Kpome Toro, y maneHToOB ¢ KOHIIEHTpAIUe kee3a B edeHu >7 Mr Fe/Kr (cyxoro BeliecTna) ¢
pa3HBIMH PEJIKUMH BHIAMHA aHEMHUH WA CEPIIOBUTHO-KICTOYHONW aHEMHUEH MPUMEHEHHE

nedepasupokca B popMe TUCTIEPTUPYEMBIX Ta0JIETOK B 103€ /10 20-30 MI/KT BBI3bIBATH
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COIIOCTaBUMBIE CO CHIYKEHHEM JIaHHBIX MTOKa3aTelNell y MalueHToB ¢ OeTa-TajacceMueii.

Cpenu 225 nanueHTOB ¢ MUEIOAMCIUIACTUYECKUM CHHIPOMOM (HU3KHIA/CPeTHUI YPOBEHb
pHCKa) ¥ OCTTPAHC(y3UOHHON Ieperpy3Koi skene30M ObLI0 MPOBEAEHO I1anedo-
KOHTPOJMPYEMOE PaHJOMU3UPOBAHHOE HCCIel0BaHUE. Pe3yIbTaThl 3TOro Mcciae10BaHus
MO3BOJISIOT MPEIOIOKHTh, 4TO Je(epa3upoKC OKa3bIBACT MOJOKUTEIBLHOE BIUSIHUE HA
6eccoOpITuitHyI0 BeDKHMBaeMocTh (EFS, komOnHupoBanHas KOHEUHast TOUKa, BKIIOYAs
3a00J1eBaHUs CepAlla WK MeYeHH 03 CMepTENbHOI0 UCX0a) U YPOBEHb (DeppUTHHA B IIa3Me
kpoBH. [Ipoduis Ge3omacHOCTH COOTBETCTBOBAI MPEIBIIYLIIUM UCCIEI0BAHUSAM Y B3POCIIbIX
NAIMEHTOB ¢ MUEJIOAUCIIIIACTUUECKUM CUHAPOMOM.

B o6cepBalinoHHOM UCCIIEJOBAaHUM JUIMTEIBHOCTBIO 5 JIET, B KOTOPOM 267 NeTel B BO3pacTe OT 2
710 <6 71eT (Ha MOMEHT BKJIFOUEHHSI B HCCIIEZIOBAHUE) C TPAHC(Y3UOHHBIM T'€MOCHIEPO30M
noJyvainu edepa3upokc, He 0OTMEYAIOCh KIMHUYECKH 3HAYMMBbIX Pa3Inuuii B mpoduie
0€30MMacHOCTH U IEPEHOCUMOCTH Aedepasnuporca y AeTeld B Bo3pacte OT 2 10 <6 JeT B
CPaBHCHHH C OOIICH MOMYJISIIUEH B3POCIBIX MAIIMCHTOB ¥ JISTECH, BKIIFOYAST TOBBIIICHUS
KpeaTHHUHA B IU1a3Me KpoBU >33 % u BbllIe BepXHEH IpaHuIbl HOPMBI IIpH 2 U OoJiee
Hocjae10BaTeNNbHbIX onpeneneHusx (3,1 %) u ypenuueHue ypoBHs ajJaHHHAMHHOTpaHC(epa3bl
(AJIT) c mpeBbIllIeHHEM BEpXHEH IpaHUIIBI HOPMBI OoJiee ueM B 5 pas (4,3 %). Enqunuunsie
senerns noseimeHus AJIT u acnapratamunorpancdepasst (ACT) ormedanucs y 20,0 % u 8,3 %
U MaLUEHTOB, COOTBETCTBEHHO U3 145 ManeHToB, 3aBEPIIUBIINX UCCIIEOBAHUE.

B xoze uccnenoBanusi, IpoBEIEHHOTO AJIsl OLIEHKH 0e30MacHOCTH Aedepa3upokca B Ta0lIeTKax,
MOKPBITHIX MJIEHOUYHOM 000JI04YKOM, U B JUCTIEPIUPYEMbIX TabseTKax, 173 B3pOCbIX NallMeHTa U
pebenka ¢ TpaHc(hy3MOHHO 3aBHCUMOM TallaCCEMUEH UITH MUEJIOIUCIIIIACTUYECKUM CHHIPOMOM
NOJTy4asiy JieueHue B Teuenue 24 nenenb. [Ipodunn 6e3onacHocTr TaOIETOK, MOKPHITHIX
IUIEHOYHOU 000JI0YKON, M JUCTIEPTUPYEMBIX TaOJIETOK ObUIM COMOCTaBUMBIMH.

VY nanueHToB ¢ TpaHC()Y3MOHHO HE3aBUCUMBIMM CHUHIPOMaMH TaJaCCEMUU U NIEPErpy3Kon
JKeJe30M JieueHue nedepazupokcoM B (opMe AUCTIEPTUPYEMbIX TaOJIETOK OLIEHNBAJIOCh B
OJTHOJIETHEM PaH/IOMH3UPOBAHHOM JIBOMHOM CIJIETIOM IUIaLe00-KOHTPOIUPYEMOM HCCIIEI0BaHUH.
B xozne naHHOTrO Hcciie0BaHUs cpaBHUBAIHN 3()(HEKTUBHOCTD ABYX Pa3HbIX PEKUMOB JICUCHUS
nedepasupokcoM B popMme aucneprupyemMsbix TabieTok (HadasbHbIe 70361 5 U 10 MI/KT B CyTKH,
1o 55 manueHTOB B Ka)KJI0M rpyIIe JIeYeHHsI) U COOTBETCTBYIOIIEro 1uianebo (56 namuenTos). B
UcclieloBaHue ObUIO BKIIOUEHO 145 B3pocibix nanueHToB U 21 pedenok. OCHOBHBIM
napameTpoM 3PPEeKTUBHOCTH OBLIO M3MEHEHUE KOHIIEHTPAIIUH JKeJle3a B IIEUEHH 110 CPAaBHEHHUIO
C UCXOJIHBIM YpOBHEM mociie 12 mecsieB jiedenust. OJHUM U3 JONOJHUTENIbHBIX TapaMETPOB

3¢ (eKTUBHOCTH ObLIO U3MEHEHHE YPOBHS (heppUTHHA B TUIa3Me KPOBU C UCXOJIHOTO YPOBHSI JI0
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yeTBepTOro kBapraia. [Ipumenenue nedepasupokca B (bbgfx;lle:nm%ﬁp%uﬁﬁ '1—"2{6;8[61('13' )

HayanbHOM 103e 10 MI/Kr B CyTKH NMPUBOJMIIO K CHHYKEHHUIO OOILEro CoAep KaHus JKenes3a B
opranusMe. B cpennem, KOHIIEHTpaLus jkenes3a B eueHu cHuxkanack Ha 3,80 mr Fe/r cyxoro
BEIIECTBA y MAllMEHTOB, MPUHUMABIINX Aeepasupokc B popMe AUCIIEprupyeMbIxX TabIeTOK (B
HavyayibHOM 1103¢ 10 Mr/kr B cyTkH) 1 noBbicmiiachk Ha 0,38 mr Fe/r cyxoro BemecTBa y
NanueHToB, npuHuMaBux miaredo (p <0,001). B cpenneM, ypoBeHnb peppuTHHA B I1a3Me
KpPOBH CHM3WICS Ha 222,0 MI/1 y TAIllMeHTOB, MPUHUMABIIHNX JAeepasupokc B hopme
JTUCIIEPTHPYEMBIX TA0JIETOK (B HauabHOM 03¢ 10 MI/Kr B CyTKH) M TOBBICHIICS Ha 115 MKr/imy
MalKMeHTOB, MpUHUMAaBIUX mianedo (p <0,001).

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

TabneTku, MOKPBITHIE TNICHOYHOH 000I0YKOH, SBIISIOTCS JIEKapCTBEHHON (POpMOit
nedepasupokca ¢ 0oblieit OMOAOCTYIMHOCTHIO IO CPABHEHHUIO € AeepasHpOKCOM B
JeKapcTBeHHOU opMe aucrieprupyemole Tadnetku. Jledepazupokc B 1o3upoBke 360 Mr B
¢dopme TabIeTOK, MOKPHITHIX IIICHOYHOW 000JI0YKOM, SKBUBAIICHTEH JJO3UPOBKE Jedepazupokca
500 mr B popme nucnieprupyeMbix Tabnetok B otHomeHnn AUC, onpenensiemoit HaTomak. Cmax
yBenmuuuBaiach Ha 30 % (90 % JAU: 20,3-40,0 %), onHaKo KIMHUYECKH 3HAYUMBIX 3PPEKTOB
BBISIBJICHO HE OBLIO.

AOGcopouus

Jedepazupokc B BUe TUCHEPrupyeMBbIX TaOJIETOK XOPOILIO BCACHIBAETCS M1OCIE IPUEMa BHYTpb,
cpenHee BpeMs JOCTHKEHHUS MAaKCUMAIbHON KOHIIEHTPAIIMH B I1J1a3Me KPOBH (tmax) COCTaBIISIET
okono 1,5-4 4. A6comoTtHas 6uonoctynHocts no AUC nedepasupoxca B Buje
JTUCTIIEPrUPYEMBIX TaOJIETOK MIPH MPUEME BHYTPb coCTaBisgeT okoiio 70 % 1o CpaBHEHHUIO ¢
BHYTPUBEHHBIM BBeJICHHEM. AOCOJIIOTHAs OMOIOCTYTHOCTH Jiehepasupokca B BUAE TaOJIETOK,
HOKPBITHIX TJIEHOYHOH 000JI04KOH, He u3yyanachk. buogocTynHocTh fedepazupokca B BUJIE
TabJIETOK, MOKPBITHIX MJIEHOUYHOW 000JI0UKOM, BhIIIE HA 36 % MO CPaBHEHUIO C JedepazupoKcoM
B BU/JIE IUCTIEPTUPYEMBIX TaOJIETOK.

[Tpu npumeHeHnn aedepasupokca, TabIeTKH, MOKPHITHIE IIEHOYHONH 000JI0UKOH, Y 310POBbIX
J0OPOBOJIBIIEB HATOIIAK BMECTE € MUILEH ¢ HU3KUM COAEP KaHUEM KHUPOB (CoJIepKaHNE )KUPOB
<10 % kanopwuit), AUC u Cmax He3HAUUTENBbHO CHIDKAIUCH (Ha 11% 1 16% COOTBETCTBEHHO); C
MUIICH ¢ BEICOKHM COJIep KaHueM KHUPOB (coaepxkanue )upoB >50 % kamopuii), AUC u Cmax
Bo3pactaiu (Ha 18 % u 29 %, coorBeTcTBeHHO). DY deKT moBbIeHUs Cmax BCIEICTBHE CMEHBI
JIeKapCTBEHHOM (pOPMBI M IPUMEHEHHUs C MUIIEH, CoIeprKalllel BEICOKHUI MPOLIEHT KHUPa, MOKET
CyMMUpoOBaThcs, osTomy npemnapat edepazupokce [ICK crenyer npuMeHsTh HATOIIAK WM C
JIETKOU ITHIIIEH.

Pacnopenenenune
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UCKJTIOUUTENIFHO C aTb,OYMHHOM; UMEET HeOOIbIION KaXKyIIUHCS 00beM pacipeeseHus —
NpUOIM3UTENBHO 14 71y B3pOCTBIX.

BI/IOTDaHC(bODMaHI/IH

['maBHBIM yTeM MeTabonu3Ma faedepasupokca SBISETCs MITIOKYPOHUPOBAHUE C MOCIEIYIOIIeH
AKCKpenuel ¢ xemubto. Jledhepasupokc moasepraercs YHTEPOrenaTHIeCKOl pelupKyJISAIHH.
[TporcxXoauT JEKOHBIOTALUS TIOKYPOHATOB B KUIIIEYHUKE U MOCTeIyomas ux peadbcopouus. Y
3JI0POBBIX JOOPOBOJIBLIEB, TOTYYaBIIMX KOJIECTUPAMUH 1OCJIE OJIHOKPATHOIO IIpUeMa
nedepasupokca, AUC nedepasupokca cHmxanach Ha 45 %. Jledepazupokc moapepraercs
TIIIOKYPOHUPOBAHUIO TNIaBHBIM 00pa3zom ¢ momomisio UGTIA1 (VI'T cemeiictBa 1, monumentu g
Al) u B menbmeii crenedn — UGT1A3 (VI'T cemeiicta 1, monunentua A3). He mHabnronanoch
UHrUOUpOBaHus MeTabosm3Ma aedepasupokca TuAPOKCHKapOaMuIoM in Vitro.

DJIMMUHALNS

Hedepasupokc u ero MeTaboIUThI BEIBOAATCS MIPEUMYIIIECTBEHHO Yepe3 KuIiedHuk (84 %
no361). [Toueunas axckperus aedepazuporca u ero MeTaboMToB MUHUMAaITbHA (8 % 10351).
Cpennuii nepuof nonyBeiBeaeHus (t1/2) BappupyeT ot 8 10 16 4. B skckpennu aedepazupoxca ¢
JKEITYBI0 y4acTBYIOT TpaHcnopTHbie 6enku MRP2 u MXR (BCRP).

JInHeHHOCTh (HEIMHEHHOCTB)

Cmax 1 AUCo 244 Tedepasupokca yBeITNIMBAIOTCS TPUOITH3UTEILHO JTUHEHHO C MOBHIIICHUEM
JI03bl B PABHOBECHOM COCTOSIHUH. [Ipr MHOTOKPATHOM BBEICHUM SKCIIO3UIIMS YBEITUUNBACTCS C
ko3 unmentom kymysuu 1,3-2,3.

Hon

V XKEeHIIH KaxXyIUics KITUpeHce nedepasupokca ymepeHHo Hrke (Ha 17,5 %), ueMm y My>K4YuH.
[TockonbKy 103UpOBaHUE KOPPEKTUPYETCS] MHANBUIYaIbHO B 3aBUCHMOCTH OT OTBETA,
OXKHJIAETCSI, 9YTO ITO HE JIOJDKHO UMETh KIMHHYECKUX MOCIIECTBHUIA.

IManmeRTHl MOXMWIOro Bo3pacTta (>65 jer)

dapmakoKHHeTHKA Aedepa3supoKca y NAlMEeHTOB B BO3pacTe >65 JeT He U3ydeHa.

IToyeyHas ¥ IeYEHOYHAs HEIOCTaTOYHOCTh

VY nanueHToB ¢ HapylIeHUsAMH (YHKIUH MToueK papMaKkOKUHETHKa Aedepa3supokca He U3yUyeHa.
[ToBbIlIeHNE YPOBHS TpaHCAMUHA3 MMEYEHH 10 S-KPaTHOTO MPEBBIIICHNS BEPXHEN IPaHUIIbI
HOPMBI HE BIUSUIIO Ha (papMakOKMHETUKY JAedepazupokca.

B xo/1e KITMHIYECKUX UCCIIEI0BaHUN C HCIIOJIb30BaHUEM OJJHOKPATHBIX 103 Aedepasupokca B
dopme nucnieprupyeMbix TabaeTok 20 MI/KT cpeHss BeTUYMHA SKCIIO3UIMU IIpenapaTa
noBbIcuiIach Ha 16 % y manueHToB ¢ HE3HAYUTENbHBIM HapyllIeHHeM (PYHKIMH Me4eHH (Kiacc A

no kiaccupukanuu Yaina-I1eo) u Ha 76 % y manMeHToB C yMEPEHHBIM HapylIeHHEeM (PYHKIMU
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nedyeHu (knacc B mo knaccudukanuum Yanna-I1ni0) OTHOEQ%EM Eazyf:egg#r;aﬁl];eﬂ‘m]; T

HOpMaJIbHOU (DyHKLIKEH MeYeHn. Y MAIMeHTOB ¢ He3HAUYUTEIbHBIM HIIH YMEPEHHBIM
HapylieHueM GYHKIUU IeueHu cpenHee 3HaueHne Cmax Aedepazupokca noBelcwiioch Ha 22 %. Y
OJIHOTO MAallMeHTa C TSHKEIbIM HapylieHueM ¢yHKiuu neuenu (kace C no kiaccupukanuu
Yaitna-I1p10) BeTMunHa SKCIIO3UITUH TIPerapaTa MoBbICHIIACh B 2,8 pasa (cM. pasnensl 4.2 u 4.4).
eTu
Hemu 6 6ospacme om 2 0o <12 nem u noopocmxu 6 gozpacme om 12 0o <17 nem
O61mas 61oa0CcTyIHOCTD Aeepazupokca y HOJPOCTKOB U IeTel Mocie OAHOKPATHOTO U
MHOTOKPAaTHOTO IPUEMOB ObLIa HUXKE, YEM Y B3POCIBIX MAIlMEHTOB. Y eTei miaaiie 6 et
O6uonoctynHocTh HIKE Ha 50 %, yeM y B3pOCIIbIX, OJJHAKO 3TO HE UMEET KIMHUYECKOTO
3HAYEeHHUS, TIOCKOJIbKY PEKUM JI03UPOBAHMS MTPErapara yCTaHABIMBAIOT UHIMBHUIYaJIbHO.
5.3. JlaHHbIe JOKJIHHHYECKO 0e30macHOCTH
B noxnuHUYECKUX TaHHBIX, MOJIYYEHHBIX M0 Pe3yJIbTaTaM CTaHJAPTHBIX UCCIIETOBAHUIMA
(dapmakoaoruyeckoi 6€30MacHOCTH, TOKCHYHOCTH IIPU MHOTOKPAaTHOM BBEICHUU,
TeHOTOKCUYHOCTH, KaHIIEPOTCHHOTO IMOTEHIIAIA H PETIPOYKTUBHOM U OHTOT€HETHIECKOM
TOKCUYHOCTH, OCOOBII Bpea [l uelnoBeKa He BblsiBieH. [loTeHManpH0e TOKCHYecKoe IelicTBHe
Ha PENPOIYKTUBHYIO (QYHKIIMIO OLEHWIN B XOJI€ UCCIIEI0BAaHUM, POBEICHHBIX C
UCTIOJIb30BaHUEM KPBIC M KPOJIMKOB. BBenenne aedepasupokca He 0Ka3bIBaIO TEPATOTEHHOTO
JEICTBHS, HO COITPOBOXK/1AJI0Ch 00JI€€ BHICOKOM YaCTOTOM CKEJIETHBIX aHOMAIMM U POKACHUS
MEPTBBIX JIETEHBIIICH Y KPBIC PU BHICOKHUX J03aX, OKa3bIBABIINX CUILHOE TOKCUYECKOE
JieiicTBUE Ha CaMOK, Y KOTOPBIX He ObLI0 Ieperpy3ku xenezoM. Jledepasupokc He oka3biBal

JPYroro TOKCM4ECKOro AeMcTBHs Ha (QepTHIIBHOCTD U PENPOLYKTUBHYIO (DYHKIIUIO.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHp BCIOMOraTeJIbHBIX BeIIECTB

Jledbepaszupokc [ICK, 90 mr, TabIeTKH, HOKPBITHIE IIJIEHOYHOU 000JI0UYKO

Llemmtono3a MukpokpucTamuimaeckas (tur 101 premium)
Kpockapmennosa HaTpus

[ToBumon K30

ITonokcamep 188

[emtrono3a mukpokpuctaumaeckas (tur Avicel 102)

Kpemuus auokcua kosutouanbli (Aspocui 200)

Marnus creapat

Obonouxa Uncmaxoam (Instacoat Universal Brown (AO5R04319)):

I'mnpomennosa
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Makporon

Hatpus naypuicynsgat
Turana quokcuy

Oxkcup xemne3a KpacHbIN
OKkcuj Kejesa KeIThId

Jedepaszupokc [ICK, 180 mr, TabieTKH, DOKPBITHIE IIICHOYHOMU 000JI0YKOI

Lemnrono3a mukpokpuctaummueckas (tum 101 premium)
Kpockapmemnnosa HaTpus

IMoBunoun K30

[Tomokcamep 188

Lemnrono3a mukpokpuctauinueckas (turn Avicel 102)
Kpemuns nuokcua kosmonaubii (Aspocui 200)
Marnus cteapar

Obonouxa Hncmakoam (Instacoat Universal Brown (AO5R04319)):
I'mnpomennosa

Maxkporon

Hatpus naypuicynbdar

Turana 1MOKCHU]T

Oxkcup xene3a KpacHbIN

Okcup kejesa KeIThIN

Jedepaszupokc [ICK, 360 Mr, Ta0JaeTKH, DOKPBITHIE [JIEHOYHOU 000JI0UYKOM

[emmono3a mukpokprctaumdeckas (tum 101 premium)
Kpockapmenno3za Hatpus,

[ToBumon K30

ITosmokcamep 188

[emmono3a mukpokpucramumdeckas (tun Avicel 102)
Kpemnus auoxcua xosmonaasiid (Aspocui 200)
Marnus creapar

Ob6onouxa Hncmarxoam (Instacoat Universal Brown (AO5R04319)):
I'mnpomennosa

Makporon

Hatpus naypuncynbdat

Turana 1MOKCHUT

Okcuj xene3a KpacHbBIN

OKcug xKesesa JKENThIH
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6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpok rognocTu (CpOK XpaHeHus1)

2 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NPU XPAHEHUU

XpaHUTh B OPUTMHAIBHOHN YIIaKOBKe (OJIMCTEp B MAa4Ke) MpU TemrepaType He Bbiie 25 °C.

6.5. XapakTep u cofep:kaHue NePBUYHOH YIIAKOBKH

ITo 10 Tabnerox B 6uctep n3 Ai/IIBX-ITBJIX.

[To 3 wnu 9 GMcTepoB B KAPTOHHYIO MAUYKY BMECTE C HHCTPYKIUEH 110 IPUMEHEHUIO (JINCTKOM-
BKJIAJIBIIIIEM).

Ha xapToHHY!0 MayKy MOXET OBITh HAHECEHA ATUKETKA KOHTPOJIS IEPBOT'O BCKPBITHSL.

6.6. Oco0ble MepbI IPEAOCTOPOKHOCTH NMPH YHHUYTOKEHUH MCIIO0JIb30BAHHOTO
JIEKAPCTBEHHOT0 MpenapaTa UM 0TX00B, MOJYYEeHHbIX N0cJ1e NPUMEeHEeHUs!
JIEKapPCTBEHHOI'0 Npenapara ujiM padoTbl ¢ HUM

Bech ocTaBiniics gekapCTBEHHBIH Npenapar U OTXO/bI CIEIyeT YHUUYTOKUTh B COOTBETCTBUU C

YCTaHOBJICHHBIMH HAIMOHAJIbHBIM 3aKOHOAATCIILCTBOM Tpe60BaHI/I5{MI/I.

7. AEPKATEJIb PETUCTPAIIMUOHHOI'O YJOCTOBEPEHUSA

Poccwuiickas @enepammst, OO0 «IICK dapmay, 141983, MockoBckas 0611., r.0. J[yOHa,
r. [lyOna, yn. [Iporpammuctos, 1. 5, ctp. 1.

Adpec mecma npouzeoocmsa.

MockoBckas 0611, r.0. lyona, r. JIyoHa, yn. [Iporpammuctos, 1. 5, ctp. 1

Ten.: 8 (800) 234-16-99

E-mail: pv@rushiopharm.ru

7.1. IlpeacraBure/ib AepKaTesss peruHCTPAlMOHHOIO YA0CTOBEPEHUS

[IpereH3un HOTDe6I/ITeJIeI71 HanpasJATH 110 aapeECy:

Poccuiickas @enepanus

00O «IICK ®apmay, 141983, MockoBckas 00:1., r.0. [lyOHa, r. Iyona, yn. [Iporpammuctos, 1.
5,ctp. 1

Ten.: 8 (800) 234-16-99

E-mail: pv@rusbiopharm.ru

Pecniy6onmka benapychb
000 «DapmAccuctency, 220131, r. Munck, 4-b1it iep. Konbiiosa, gom 51, 4 ataxk, od. 54.
Ten.: +375 29 640 42 86

e-mail: pv@pharmassistance.by
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Pecny6onuka Kazaxcran

TOO «Prime Asia», 050000, r. Anmartsl, Mkp-H Hyp Anaray, yin. Temup6ex Koxakees, mom 70.
Ten.: +7 (702) 822 50 01.

E-mail: Primeasiallckz@gmail.com.

Pecry6onmka Kupruzust
OcOO0O «Meacepsuc.KG», 720051, r. bumkek, yn. Kypmanxkan [latka, 1. 131-133.
Ten.: +996 312 36-90-39.

E-mail: medservice.kg@mail.ru.

PecriyOnnka Apmenust
00O «Pynuym Tpamunry, r. Epesan, yi. Kouapsn, 1. 18/52.
Ten.: +37495663668.

E-mail: rudiumtrading@gmail.com.

8. HOMEP PETHCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA MEPBUYHOI PETUCTPALIMM (TOATBEPKIEHUS PETUCTPALIUM,
MEPEPETUCTPALIAN)

[ara nepBoil peructpanuu

10. JATA IIEPECMOTPA TEKCTA

OO61as xapakTepuCTHKa JIEKAPCTBEHHOTO MpernapaTa 10CTyIIHa Ha UH(POPMAaLlMOHHOM MOopTaje
EBpa3suiickoro 3kOHOMHYECKOI0 COr03a B THPOPMAIIMOHHO-KOMMYHHUKAIIUOHHON CETH

«UuTepuer» https://eec.eaeunion.org.
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