COOTBETCTEBYET JKCNEPTHOMY OTYETY
oT 25 .08 2025 Nz 21054
0003

OBILAS XAPAKTEPUCTHKA JIEKAPCTBEHHOFO APERAPATA = 7002

V JlaHHbIii TeKapCTBEHHBIN MTpenapar MoJyIeKUT JONOJIHUTEIbHOMY MOHUTOPUHTY. JTO MO3BOJIUT
OBICTPO BBIABUTH HOBYIO HH(pOpMaIMio Mo Oe3omacHOCTH. Mbl oOpamaeMcss K pabOTHHKaM
CHCTEMBI 3JIpaBOOXPAaHEHHs C MPOCHOOH cO0OMIAaTh O JIIOOBIX IMOJ03PEBAEMBIX HEKENIATEIbHBIX

peaknusax. [Topsaok cooOmIeHHs 0 HeXKeTaTeIbHBIX PEAKIUAX MPEICTaBlIeH B pasnene 4.8.

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA
Hedepazupokce Kanon, 90 Mr, TabiieTKH, TOKPHITHIE TUICHOYHOH 000JI0UKOH.
Hedepaszupokc Kanon, 180 Mr, TabaeTKH, MOKPHITHIE TUICHOYHOH 000JI0UKOM.

Hedepasupokc Kanon, 360 Mr, TabJaeTKH, MOKPHITHIE TUICHOYHOH 000JIOYKOIA.

2. KAUECTBEHHBII U1 KOJIMYECTBEHHBIN COCTAB
JleiicTBytolee BemecTBo: Aedepasupokc.

Jledbepasupokc Kanod, 90 mr, Ta0JIeTKH, IIOKPLITHIE IUIEHOYHOW 000JI0YKOMI

Kaxxnas tabnerka comepxut 90 mr nedepazupokca.

Jledepaszuporc Kanon, 180 mr, TabJIeTKH, HOKPHITHIE INIEHOYHOW 000JI0UYKON

Kaxxnas Tabnerka copepxut 180 mr nedepasupoxca.

Jedepasupokc Kanos, 360 mr, TaOJIETKH, IIOKPHITHIE INIEHOYHON 000JI0YKON

Kaxnas Tabnerka cogepxut 360 Mr nedepasupokca.
[TonHbIN TIEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBENICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, NOKPHITHIE MIIEHOYHOW 000I0UYKOM.
TabneTku Kpyriible IBOSIKOBBIIYKJIbIE, TOKPBIThIE MUIEHOUYHOW 000s10uK0il romyboro nsera. Ha

MOTIEPEYHOM pa3pese Aapo OeToro Uik MoYTH 0eIoro I[BETa.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusl K NPUMEHEHHIO

[Tpenapart [ledepazupokec Kanon nokaszas /uis JeueHHs:

e  XPOHHUYECKOW MOCTTpaHCHY3MOHHON MEeperpy3kH Kele30M Yy B3pOCIbIX M JIeTel B BO3pacTe
OT 2 JIET U CTapuIe.

e XpoHMUECKON HeTpaHC()Y3MOHHOW IMeperpy3Ku >KelIe30M y MaleHTOB C TajlacceMHel B
Bo3pacte oT 10 neT u crapuue.

4.2. Pe:kuM 103MPOBAHUA U CTIOCO0 MPUMEHEHUS
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XPOHUYECKON NMOCTTPaHC()Y3HOHHOM HEpPEerpy3Ku JKeJIe30M, TOJIBKO IMOCJE OLEHKH BO3MOXKHOTO
pPHCKA U MOJIb3bl XEJIIATOPHOM TEparuH.

PexxuM 1o3upoBaHus

Xponuueckas nocmmpancg)y3suoHHas nepezpy3Ka Hcene3om

Tepanuto mpenaparom Jledbepasupokc KaHOH pexkomMeHayeTcsi HadyMHATH Mociie TpaHchysuu
npubimzutensho 20 eaunul (okoso 100 MiI/Kr) S3pUTPOLUTHON Macchl U 0ojee, WK IPU HAJTMYUU
KIIMHUYECKUX JaHHBIX, CBHJETEIBCTBYIOUIMX O PAa3BUTUM XPOHHYECKOM IEPETPY3KU KEIC30M
(HampuMep, MpU KOHIEHTpaIuu GpeppuTrHa B CBIBOPOTKE KpoBu Oosee 1000 Mxr/i). [{o3y (B MI/Kr)
CJIEZyeT PacCCUUTHIBATh U OKPYTJIATH 0 TO3UPOBKH IETON TaOIETKH.

[lenpto Tepamuu XejgaTopamMH Kejie3a SIBJSETCS BBIBEACHME JKee3a, IIOCTYIUBIIETO ¢
TpaHCy3UsIMU SPUTPOLIUTHON MACCHI, U, TP HEOOXOIUMOCTH, CHUKECHHUE COJIEPIKAaHUs Kelle3a B
OpraHusMe.

Pemenue o BbIBEIeHMM HAKOIJIEHHOT O %KeJle3a ClielyeT IPUHUMATh UHIMBUyaIbHO, OCHOBBIBASICH
Ha OIICHKE 0’KHMaeMOM TMOJIb3bI M PUCKOB XEJIaTOPHOM Tepanuu (cM. pazaen 4.4.).

ITpenapar Jledepasupokc KaHOH, TabmeTKH, MOKPHITHIE IUIEHOYHON 000JIOYKOM, sIBIIsSETCS
JeKapcTBeHHOH (opMmoii nedepazupokca ¢ 6ojee BbICOKONH OMOJOCTYIMHOCTBIO 10 CPAaBHEHHIO C
npenapatamMu jAedepazupokca B JIEKapCTBEHHOW (opme aucrneprupyeMble TaOJIeTKu (cM.
pasaen 5.2.). Ilpu 3ameHe Tepanmuu B JIEKApCTBEHHOW (GOpMe IucCIeprupyembple TaOlIeTKH Ha
Tepanuto npenaparom [ledepazupokc KanoH, 103y Heo6xo1umMo cHU3UTH Ha 30 % U OKpYTJIMTh 10
JTIO3UPOBKH L1€JI0H TabIETKH, MOKPHITOH MIEHOYHOW 000I0YKOM.

PexomenioBaHHbIE 103bI Jepepa3sUpoKca B 3aBUCUMOCTH OT JIEKAPCTBEHHOM (POpMBI Y MAIlUEHTOB
¢ mocTTpaHc(y3nOHHON Neperpy3Koi Kee30M MpeCcTaBleHbl B Taduuie 1.

Ta6auna 1. PekomengoBanHbie 103b1 Aeepa3snpoKca B 3aBUCMMOCTH OT JICKAPCTBEHHOM

(popMBbI y NALHEHTOB € MOCTTPAHC(Y3UOHHOM NEPErpy3Kou Kej1e3oM

Hedepasupoxc, Hedepasupoxc Oo0bem Konuentpauus
JucneprupyemMsblie Kanon, TpaHchy3um ¢eppuruHa B
TabJaeTKH TabJaeTKH, CHIBOPOTKE

MOKPBITHIE KPOBH

IVICHOYHO

000J1049K0ii

CraproBasi 1o3a | 20 MI/KT B CyTKH 14 mr/kr B cytkun | Iocne > 1000 MKr/n

TpaHnchy3un
20 eguHuI
SPUTPOLUTHON
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(e EAER I EHOC TE 0003)
100 mn/kr)
AabtepuatuBHasi | 30 Mr/kr B cyTku | 21 MI/KT B cyTKH | > 14 MJI/KT
cTapToBasi 1032 SPUTPOLUTHON
Macchl B MECSIII
(okoo > 4 enuHUIL
B Mecsal Ui
B3POCIIBIX)
10 MI/KT B CYyTKH 7 MT/KT B CyTKH < 7 MJI/KT
SPUTPOLIUTHOU
Macchl B MeECHII
(oxo1m0 < 2 equHUIL
SPUTPOLUTHOU
Macchl B MeECHII
JUTSL B3POCIIBIX)
Ho3a nasa | [Tonosuna or | OgHa Tperh OT
NAlUEHTOB, y | BEIHYMHBI O3Bl | BEJIMYUHBI  JTO3BI
KOTOPBLIX yaanoch | Aedepokcamuna nedepoxcaMmuHa
A0CTHYH
aJ1eKBaTHOTO
KOHTPOJISI  TIpH
nomMomu  aede-
pokcaMHuHa
YacToTa BHINOJHEHUSI KOHTPOJIbHBIX AHAJIH30B KPOBH €XEMECSIYHO
HeneBoii fuana3oH KoHUeHTpauuu epputruna B miaasme | 500-1000 mkr/n
KPOBH
Koppexkuus 10361
Hlar st YBenudenue 10361
KOPpPeKINHA 5-10 wmr/kr B |35-7 wMmr/kr B > 2500 MKr/n
(xaxmpIe cyTku 110 40 Mr/kr | cyTku o 28 mr/kr
3—-6 mecsieB) B CYyTKH B CYyTKH
YMeHbIIEHNE 036
5-10 wmr/kr B | 35-7 wMI/kr B
CYTKH 70 | CYTKH
JNOCTIDKEHHST LeTTH
Tepanuu
Yy MaIyeHTos, | Y MalueHTOB, < 2500 MKr/n
MOy YarOIIUX MOy YAFOIIIX
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1035 > 30 MI/Kr B | 1035 > 21 [MI/KT B

CYTKH CYTKHU

[pu JOCTIKECHHN HeseBon 500-1000 mxr/n
KOHLICHTpaIMu (peppuTHHA B CHIBOPOTKE

KpOBH

MakcumanbHass | 40 MI/Kr B CyTKH | 28 MI/KT B CYyTKHU

ao3a

IIpepbiBanne < 500 MKr/m

Tepanuu

Hauanvnas 0oza

PexoMenyemas HauanmpHasi CyTouHas j03a npemnapata Jledepasupokc Kanon cocraBnsier 14 mr/kr
Macchl Tela.

J171s mareHToB, MoIy4auX TpaHc(y3un 3puTpoIUTHON Macchl B 00beMe Ooee 14 mi/kr/mecsiy
(mpubnu3urenbHo Oonee 4-X €IUHUI] KPOBU B MECSI JJIS B3POCIHBIX) C ILENbI0 YMEHbBIICHUS
COJIepKaHUs JKeJle3a B OpraHu3Me BO3MOXKHO IPUMEHEHUE AIbTEPHATUBHONW HAYAJIbHON CyTOYHOU
10361 21 MT/KT.

Jls manueHToB, MOMy4YaloUuX MeHee 7 MII/KI/MECSI] SPUTPOLUTHOM Macchl (MPUOIU3UTENHHO
MeHee 2-X eIUHUI] KPOBU B MeECSIl AN B3POCHBIX), C IENbI0 MOAAEPKaHUS HOPMAIbHOTO
COJIEp’KaHusl JKeJe3a B OpraHU3Me€ MOXKET ObITh PAaCCMOTPEHO INPUMEHEHHE albTepHATHUBHOU
HavyaJbHOM CyTOYHOM 703bl 7 MI/Kr. CienyeT KOHTPOJIUPOBAaTh OTBET HA JICUEHHUE Yy MAIMEeHTa U
paccMaTpuBaTh BONPOC 00 YBEIMYEHMM J103bl, €CIM He OyIeT JOCTUTHYyTa J0CTaTOoYHas
s¢dexTuBHOCTH (cM. pazmen 5.1.).

J71s1 marmeHToB ¢ XOPOILIUM KIMHUYECKUM 3 dekToM aedepokcaMruHa HadalbHas J103a mperapara
Hedepazupokec Kanon momkHa COCTaBIATh TPETh OT paHEe MPUMEHSIEMON N103bI AedepoKkcaMuHa
(Hampumep, y manueHTa, nomayyaniiero 40 Mr/kr/cyT nedepokcamuHa B TeueHUE 5 THEH B HEACIIO
WJIH SKBUBAJIEHTHOE KOJIMUYECTBO, Tepamnuto mpemnapatom ledepasupokc KaHoH MOKHO HAUMHATH C
14 mr/kr B cyTtku). Eciu mocsie BBIIIEONMCAHHOTO pacyeTa CyTOYHas J03a COCTaBJSeT MEHbIIEe
14 mr/kr Maccel Tenma, HEOOXOJWMO BECTH MOHHTOPHMHT OTBETa TMAIllMeHTa Ha JICUeHHWE U
paccMOTPETh BO3MOYKHOCTH IIOBBIIIEHHS JI03bl, €CIM HE YAAETCAd JOCTHYb JIOCTATOYHOMN
apdpexTuBHOCTH (CM. pasnen 5.1.).

1lo060op 0o3b1

PekoMenayeTcst exxeMecsiYHO KOHTPOJIUPOBATh KOHILIEHTpALUIO (peppUTHHA B CBIBOPOTKE KPOBH U
npyu HEOOXOJMMOCTH MPOBOAMTH KOPPEKLHUIO N03bl mpenapara Jledepasupokc KaHOH kakiablie
3—6 MecsLeB, UCXO0/Is U3 U3MEHEHHsI KOHIIEHTpaluu (heppuTHHA B CBIBOPOTKE KpoBU. Koppekuuio

O3Bl CIEAYeT MPOBOAMUTH IMOATAMHO, C IIaroMm 3,5—7 MI/KT MacChl Tela, B COOTBETCTBHH C
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(moxepKaHue WM YMEHBIICHHE COJICPKAHUS JKeme3a).

[Tpu HeappeKTUBHOCTH JieueHUs mIpenapaTtoM B o3¢ 21 Mr/kr maccel Tena (KOHIIEHTpPALUs
(deppuTHHA CBHIBOPOTKM COXpaHseTcsi Ha ypoBHe > 2500 MKr/im), cienyer paccMOTpETh
BO3MOXKHOCTh YBEJIMUYEHUS JI03bl IO 28 MI/KI Macchl Tesa. B Hacrosiee BpeMs J0JINOCPOYHBIE
naHHble 10 Oe3omacHocT U A dexTHBHOCTH TpUMEHEeHUs nedepasupokca B - Gopme
JHCTIEPTUPYEMbIX TabJIeTOK B 103aX cBbImIe 30 MI/KT orpaHu4eHsl (HaOmoneHne 264 nanueHToB B
CpeZHEM B TeUEHHE rofia [ocie yBeJIMYeHus 103bl). [Ipu HeqocTaTOuHOM KOHTpOJIE TeMOCHIepo3a
pu npuMeHeHuu npenapara Jledepasupoxc KanoH B 103ax, npeBslmaromux 21 Mr/kr Maccsl Teia
JanpHelIee yBeIMYeHne 036l (MaKCUMaIBHO 10 28 MI/KT Macchl Tejla) MOXKET He MPUBECTH K
a/ICKBaTHOMY KOHTPOJIIO; CIIEAYET PAacCMOTPETh BO3MOKHOCTh TNPHUMEHEHHS albTePHATUBHBIX
METO/10B JeueHus. [Ipy oTCyTCTBUM YIOBIETBOPUTEIBHOTO KOHTPOJISI IPU IPUMEHEHHH JI03 CBBIIIE
21 Mr/Kr maccel Teia, He CleqyeT HOJJIEP)KUBaTh TEpalHi0 B yKa3aHHbBIX J103aX, HEOOXOIUMO
paccMOTpeTh BO3MOXKHOCTH TEpeXo0/la Ha allbTepHATHBHBIE METObI Tepanuu. He pekomenmyercs
npUMEHEeHHE 710361 Oosiee 28 MI/KT, MOCKOJIBKY ONBIT MPUMEHEHHUs Mpernapara B 0oyee BHICOKUX
J03ax orpaHuyeH (cm. pasznen 5.1.).

VY nmanueHToB, MOJIy4YaroIIMX [03bl CBbINIE 21 MI/KI Macchl Tena, MO JOCTHKEHMHM KOHTPOJIS
(HampuMep, KOHIEHTpanus (peppuTHHA CHIBOPOTKM KPOBH YCTOMUYMBO COXpaHSETCS Ha yYpOBHE
MmeHee 2500 MKI/J1 ¢ TeHACHIMEH K CHUKEHHIO Ha MPOTSHKEHUU BPEMEHM) CIIENYeT pacCMOTPETh
BO3MOXKHOCTh YMEHBIIIEHHS JI03bI MIpenapara ¢ marom 3,5—7 MI/Kr Macchl Tena.

[Tpu nocTukeHUHU 1eNeBON KOHLEHTpAMK (heppUTHHA CHIBOPOTKU KpoBU (00b14HO 0T 500 MKI/I
10 1000 MKr/im) He0OX0AMMO TPEAYCMOTPETh MOCTENEHHOE (C marom 3,5—7 MI/KT) CHUYKEHUE 03Bl
npernapara ¢ mejbio MoiIep KaHusl KOHIEHTpauy peppruTHHA B CBIBOPOTKE KPOBH B 3TOM IEJIEBOM
JMaras3oHe U A MUHUMHU3AHH PUCKA U30BITOYHOTO XEIaTUPOBAHMSL.

[Tpu ymeHbIIEHMH KOHUEHTpanuu (GpeppuTHHA B CHIBOPOTKE KpOBU cTaOmibHO HIbke 500 MKr/m,
CIIeZIyeT pPacCMOTPETh BONPOC O TpepbIBaHWW JedeHus: npenapatoM J[ledepasupoke Kanon
(cMm. pasaen 4.4.).

Xponuueckas nempancgy3uonHas nepespysKa JHcene3om y NayueHmos ¢ maiaccemuetl
XenatopHast Tepanusa mnpenaparoMm Jledepasupokc KaHOH y mHanMeHTOB JaHHOM KaTeropuu
BO3MOXKHA TOJIBKO MPH JOKa3aHHOU Meperpyske sxkene3oM (coaepskanue xene3a B nedenu (CXKII)
> 5 mr Fe/r cyxoro BemiecTBa NeyeHH WIM MPU KOHLEHTpALMU (eppUTHHA B CHIBOPOTKE KPOBU
> 800 mxr/m). Onpenenenne CXKII sBnseTcs NMpeaNOYTUTENBHBIM CIOCOOOM OLEHKH TSKECTH
neperpy3ku xenezoMm. Y mnanueHToB ¢ HeusBecTHOM BenmumHOW CIXKII xemaropHyro Tepamnuio
HEOOXOAUMO MpPOBOAUTH C OCTOPOKHOCTBIO i MHHHMMHU3ALMM pHUCKa H30BITOYHOIO

xenmaTupoBanus (cM. paszen 4.4.).
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nexapcTBeHHOU (popmoii nedepasupokca ¢ 0ojee BHICOKOW OMOIOCTYIMHOCTBIO MO CPABHEHHIO C
npemnapaToM aedepazupokc B JIEKApCTBEHHOU (hopMe AucrieprupyeMbIx TabnaeTok. Jliis manueHTos,
MOJTYYAIOITUX TEepanui JeQepasupokcoM B JICKAPCTBEHHOH (opMe IUCIIeprupyeMble TabIeTKH
IIPH IIepEBO/IC Ha IpueM Jieepasupokca B BUAC TAOJIETOK, HOKPBITHIX TUICHOYHOM 000I0YKOM, 103y
Heo0xoauMo cHU3HUTH Ha 30 % 1 OKPYTIIUTH 0 T03UPOBKH LIET0H TaOIETKH, TOKPBHITON IJICHOYHOM
000JI0YKOH.

COOTBETCTBYIOIINE JIO3bI JIJIs1 PA3IUYHBIX JICKAPCTBEHHBIX (DOPM MpeICTaBICHbI B TabIUIIE 2.
Tab6auna 2. PekoMeHa0BaHHbIE 103bI Jedepa3supokca B 3aBUCHMOCTH OT JIEKAPCTBEHHOM

(opMbI NIpH JieYeHU U HEeTPAHC(PY3NOHHOI NePerpy3Ku ejie30M Y NAaMEeHTOB ¢ TajacceMuei

Hedepasupoxe, Hedepasupokc CKIT* Konuenrpauus
aucneprupyemsie | Kanon, ¢eppuruna
TalJIeTKH Ta0JIeTKH, CHIBOPOTKH
NOKPBIThIE KpPOBH
IUICHOYH O
000/104KOI
CraproBast 10 Mmr/kr BcyTkn | 7Mr/krBcytku | > 5 wmrFe/r | wmmm | > 800 Mkr/n
ao3a CYXOT0 BEIIECTBA
IICYCHHU
MoOHUTOPUHT OpuH pa3 B MecHl1l

Koppexkuus 10361

Mlar st YBenuueHue 0361

KOpPpeKIHH 5-10 wmr/kr B | 3,57 wmr/kr B|> 7 wmrFe/r| wmm | >2000 Mkr/n
(kaxpIe CYTKH CYTKH CYXOro BEILECTBa

3-6 mecs1ieB) TIeYeHU

VMmeHbIIcHHE J03bI

5-10 wmr/kr B|35-7 mr/kr B| < 7 wMmrFe/r| umm | <2000 Mkr/n

CYTKH CYTKH CYXOro BeIecTBa
revYeHu

Maxkcumanb- 20 mr/kr Bcytkn | 14 Mr/kr B

Hasl 103a CYTKH

10 Mr/Kkr B CyTKH | 7 MI/KT B CYTKH

J1g B3pocibIx HE OIPEIEICHO u <2000 MKr/n
Hns nereit
IpepsiBanue < 3 wmrFer| wm | <300 wMkr/n
Tepanuu CYXOro BeIECTBa
Me4YeHU
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(MOCHEQOEATENBHOC T 0003]

Bo3oonosaenue | He pekoMeHnnoBaHO

Tepanuu

* Uzmepenne CXKII — 3To mpeAnouTUTENLHBIN METO/T OTIPEICIICHUS TIEPETPY3KH KEIC30M.

Hauanvnas 0oza

Pexomenayemasi HayaibHas cyTouHasi no3a npenapata [ledepasupokc Kanon cocrapusier 7 Mr/kr
Macchl Tela.

11o060p 003061

PexoMeHyeTcst exxeMecsdHO KOHTPOIMPOBATh KOHIIEHTPAUIO (DeppUTHHA B CHIBOPOTKE KPOBH C
LENbI0 OLEHKM PEaKIUH IalMeHTa Ha TMPOBOJUMYIO TEpamui0 W s MUHUMH3ALUU pUCKA
n30bITOYHOM Xenanuu (cM. pazaen 4.4.). Kaxasie 3—6 MecsiieB BO3MOXKHO MOIIAroOBOE yBEINYCHHE
03Bl Tiperapara Ha 3,5—7 mr/kr. Koppekmwus 10361 Bo3mokHa ripu coxpanennu CXKII Ha yposHe
>7 mr Fe/r cyxoro BemiecTBa TIEYCHH WM COXpaHstonieics (0e3 TCHICHIMH K CHIDKCHHUIO)
KOHIIGHTpanuu (eppUTHHA CHIBOPOTKH KpoBH > 2000 MKI/T M NPH XOPOIIEH MEPEeHOCUMOCTH
tepanuu. [I[pumenenne npenapara [ledepasupokc Kanon y nanueHToB ¢ Tanaccemueii B 103e 6omnee
14 mMr/kr Macchl Tella HE PEKOMEHIOBAaHO (M3-3a HEJOCTaTKa MaHHBIX MO0 I(P(HEKTHBHOCTH U
0€30MacHOCTH MPUMEHEHHS B YKAa3aHHOU J103€).

VY manuMeHToB ¢ KOHIEHTpaluei (epputuHa chIBOPOTKH KpoBU < 2000 MKr/m 6e3 ompeneiaeHus
CXII no3a nmpenapara Jlepepazupoxc KaHoH He 10KHA IPEBHINIATE 7 MI/KT Macchl Tena.

V nanueHToB, MOJyJarInX TEPAMHIO B 103€ 0oJiee 7 MI/KT MaccChl Tella, pPeKOMEH/I0BAHO CHUXATh
no3y npenapara Jledepaszupokce Kanon no noctmwxenust CXKII < 7 mr Fe/r cyxoro BemecTBa rneueHu
win KoHueHTpaun pepputrna < 2000 MKr/m.

Ilpexpawenue nevenus

Tepanus npenaparom Jledepasupokc Kanon momkna ObITh OokoHueHa mpu poctuxeHuu CXKII
< 3 mr Fe/r cyxoro Beniecta neueHn uin KoHeHTpanuu ¢peppuruna < 300 mMxr/n. Her naHbIX 0
BO300HOBJICHUH Teparuu y MAIMEHTOB C MOBTOPHBIM HAKOIJICHHEM jKelle3a MOCie JOCTHKEHUS
YIOBJIETBOPUTENBHOTO YPOBHSI COJEpPXAHUsSI Kejle3a B OpraHu3MeE, B CBSI3M C YEM IIOBTOPHOE
BO300HOBJICHUE TEPANMHA HE MOXKET OBITh PEKOMEHIOBAHO.

Oco0ble TPVIIILI TAIUEHTOB

Tlayuenmui nodcunozo eospacma

JJ1st marmeHToB TaHHOW KaTeropuu He TpeOyeTcss KOPPEKINH peknuMa J03upoBaHus. [loCKoIbKy B
KIIMHUYCCKUX UCCIICAOBAHUAX Yy MMALIMUCHTOB B BO3PAaCTC > 65 JeT 0TMedaJsoCh HOBBIIIIEHNE YaCTOTHI
HexenarenbHpIXx peakuuid (HP) mo cpaBHeHWIo ¢ mamueHTaMd B BO3pacTe MeHee 65 JeT, y
MalMEeHTOB JIAHHOW KATEeropuu CleAyeT MPOBOAMTH THIATENbHBIM KOHTpoar HP wu npu
HEO0OXOIMMOCTH CHUXKATH JI03Y TIperapara.

Ilayuenmul ¢ Hapywenuem ynKyuu novex
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(GyHKLINYU MTOYEK, MO3TOMY IIPUMEHEHHE MpernapaTa MPOTUBOIOKA3aHO y MAMEHTOB C PACYETHBIM
KJIMPEHCOM KpeaTuHHHA Hioke 60 Mir/mMuH (cM. pasaenst 4.3. u 4.4.).
Tayuenmoi ¢ Hapywenuem gyukyuu nevexu
[Tpumenenue nedepasupokca y MalUEHTOB ¢ HapylIeHHEM (DYHKIHMU MEYeHH ObLIO M3Yy4YEHO B
KJIMHUYECKUX UCCIIEOBAaHMSIX. Y MAIEHTOB C HAPYIICHUSAMH (PYHKIIUH MIEYCHU CPEHEH CTETeHN
(xmacc B mo xnaccudpukanmu Yaina-Ilet0) HawanmpHas J03a JOMKHA OBITh YMEHBIICHA
npubnusutenbHo Ha 50 %. Ilpemapar He ciegyeT MPUMEHSTh Y MAllMEHTOB C HapyIICHUSIMU
byHKIMM 1eueHu Tspkeaon crenenu (kinace C no knaccudukanuu Yamna-I1s10).
Kontpons QyHKIMH nedeHn ciieayeT MPOBOAUTH Mepel HadyalloM JICUeHHs, KaX/Ible 2 Helelnu BO
BpEMsI IIEPBOTO MecsIla JICUCHHUS U Jajiee eKEeMeC IHo (cM. pas3zaen 4.4.).

eTH
Ilemu om 2 0o 17 nem
Jlis nereit u MoAPOCTKOB B Bo3pacTte OT 2 10 17 neT KoppeKLnu pexxuMa 103UpOBaHus He TpedyeTcst
(cM. pasgen 4.2.). PexomMeHIyeTCsl eXEeMEeCIYHO KOHTPOJIMPOBATh KOHIECHTPAIUIO (eppUTHHA B
CBIBOPOTKE KPOBU C LIEJbI0 OICHKM pPEaKIMH MalleHTa Ha MPOBOAUMYIO TEpamuio U Ui
MUHUMU3ALUN PUCKA W30BITOYHOHN Xenanuu (cM. pazaen 4.4.). [Ipu pacuere 10361 1Sl TAIIUEHTOB
ITOM KaTETOPHH CIIEIYEeT YUUTHIBATH H3MEHEHNE MACCHI Tella C TCYCHHEM BPEMEHH.
VY nereii B Bo3pacte OT 2 10 5 JIET ¢ MEePerpy3Koil *Keae30M NP MepeTuBaHUN KPOBU IKCIIO3UITUS
Obula HUXKE, YeM y B3pocibIX (cM. pazzen 5.2.). [TosTtoMy B 1aHHOW BO3pacTHOW IpyIie MOXET
noTpe0oBaThCsl MPUMEHEHHUE Ipenapara B 0ojiee BBICOKMX /103aX, YEM Y B3POCIHBIX MalMEHTOB.
Opnako HavanpHas 1032 JOJDKHA OBITh TakoM e, KaK y B3POCHbIX, C IOCIEIYIOIIUM
WHIMBUTYATEHBIM THTPOBAHHEM.

XDOHMH@CKCI}Z HempaHCdJVSMOHHaﬂ nepecpysKa Hcenesom y nauuernmaos ¢ manaccemuenl

VY nereit ¢ cunApoMaMu TpaHC(Y3MOHHO HE3aBUCHMOM TalacceMHH J03a HE JIOJDKHA MPEBBINIATh
7 mr/kr. JlaHHOW KaTerOpuu TMAIMEHTOB HEOOXoauM Oojiee TIHIATENbHBIA MOHHTOPHUHT
koHueHtpanun xene3a B nedeHn (KXKII) u ypoBHs ¢eppuTHHa B CHIBOPOTKE BO H30C)KaHHE
Ype3MEepHOTro XenaTupoBaHus (cM. pazzaen 4.4.). B gononHeHne K eXEeMECIIHBIM OLIEHKaM YPOBHS
depputuHa B ceiBopotke, KXKII ciemyer KOHTpOIHpOBaTh KaXKIble TPU MeECsIa, €ClIH YPOBEHb
dbepputrHa B CBIBOPOTKE cocTaBisieT < 800 MKr/i.

Ilemu om 0 0o 23 mecsayes

BbesomacHocth u 3 pexkTuBHOCTh MpuMeHeHus npemnapara Jledepazupokc KaHoH y manueHToB B
BO3pacTe B Bo3pacTe Miaiie 23 MecsIeB HE yCTaHOBIIEHA. [laHHbIE OTCYTCTBYIOT.

Croco0 rIpuMeHeHus

BnyTtpsb.
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IIPOIJIaThIBaTh LEJIUKOM, 3aIllMBas HEOOJIBbIIUM KOJIMYECTBOM BOABL. {1 MallMeHTOB, KOTOPHIE HE

MOTYT MPOTJIOTUTH TAOJIETKY LEIUKOM, PEKOMEHJI0BAHO Pa3ApOOUTh TaOJIETKY U MOJIYYUBLIINMCS

HOPOUIKOM IIOCHINAaTh MATKYIO MHILY, Hampumep, Horypr winm s0J04HBIA coyc (Irope).

[TosrydynBIIUICA MOPOILOK CIEAYET NMPUHATH IOJHOCTBIO U Cpa3y, HE MOJBEpras XpaHCHUIO Ul

MOCJIEAYIOLIET0 IPUMEHEHUS.

[Tpenapat dedepasupokc Kanon ciemayer npuHuMaTh BHYTpb 1 pa3 B CyTKH HATOIIAK UITH C JIETKOH

MUIIEH, TPEIMTOYTHTEIILHO B OJTHO U TO K€ BpeMs (cM. pazaeinsl 4.5. u 5.2.).

4.3. [IpoTuBONOKA3aAHUS

e [ UNepuYyBCTBUTEIBHOCTh K Ae(PepasupoKCy WM K JOOOMY W3 BCIIOMOTATEIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pazzene 6.1.

e Kimpenc kpearunnna (KK) < 60 Mi/MUH 1M KOHIEHTPALUs KPEaTHHUHA B CBIBOPOTKE KPOBH B
2 u Gonee pa3a Bblllle BEpXHEN IT'paHUIIbl BO3PACTHON HOPMBI

e [lanueHTsl ¢ MUENOAUCIUIATUYECKMM CHHJIPOMOM BBICOKOI'O pUCKAa WM JAPYTUMU
remMo0yiacTo3aMd M HEreMaTOJOTMYECKUMH 3J0KaueCTBEHHBIMH HOBOOOpPA30BAHUAMH, Yy
KOTOPBIX  XelaTopHas  Tepamust OyzmeT  Manod(pQeKTHBHA  BCIEACTBHE  OBICTPOTO
nporpeccupoBaHus 3a00J1€BaHMsL.

e Hapymenus pyHkum nedeHu tsoxenoi crenenu (kinace C no knaccupukanun Yaitna-I1so).

e bepeMeHHOCTh M NepUoJI TPYAHOI0 BCKapMiIMBaHuA (cM. pazjen 4.6.).

e OnHOBpPEMEHHOE IPUMEHEHHE C JPYIMMH  KOMIUIEKCOOOPa3yIOHNIUMH  CPEACTBAMH,
PUMEHSIEMBIMU IS JICYSHUSI IEPETPY3KH Kelie30M (6e301MacHOCTh KOMOMHUPOBAHHOMN Teparnuu
HE YCTaHOBJIEHA, CM. pa3zen 4.5.).

4.4. OcoOble yka3aHusl H MepPbI NPeJ0CTOPOKHOCTH NIPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

Bospact > 65 ner; KOHLEHTpauMsi KpeaTHHHMHA ChIBOPOTKH KpPOBHU BBIILE BO3PACTHOM HOPMBI
0COOEHHO TpU HAJIMYUHM JOMOJHHUTEIBHBIX (PAKTOPOB PHUCKA, TAaKUX KaK OJHOBPEMEHHOE
NpUMEHEHHE MPenapaToB, CIOCOOHBIX BBI3BIBATh HAPYIIEHUS (YHKIUHU MOYEK, JeTuaApaTalus Win
TshKenble MHQEeKUY; HapylmeHus (yHKUuMM nedeHu (mpuMeHeHue mnpemnapara Jledepazupokc
KaHoH y mnanueHToB [aHHOW KaTeropud HE MW3Y4YEHO), OJIHOBPEMEHHOE IPHUMEHEHHE C
AQHTUKOATYJITHTAMHU U JIPYTMMH JIEKaPCTBEHHBIMU CPEICTBAMH, OOJaJalOIIMMHU YIbLEPOr€HHBIM
NENCTBUEM (HecTepOHTHBIMU IIPOTUBOBOCIIAJIUTEILHBIMU npenapaTami,
[IIIOKOKOPTUKOCTEponiaMu, OuchocpoHatamMu [Uisi NMpUEeMa BHYTPh); CHUKEHHE KOJIMYECTBA
TpoMGonuToB < 50x10%11.

Hapymenne @yHKIMU mouex
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CBIBOPOTKE KPOBH B IIpe/iesiaX IPaHHI] BO3PACTHONW HOPMBI.

B xozxe xiIMHUYECKHUX HCCIeAOBAaHUM mpuMepHO y 36 % manneHTOB HAOJI0NANIOCh MOBHIIICHUE
YPOBHS KpEaTHHHHA B CHIBOPOTKE KPoBU OoJiee ueM Ha 33 % B AByX u OoJiee U3MEPEHUIX MOAPS,
MHOT/Ia N0Ka3aTeau ObUIK BhIIIE BEPXHEro Impesena HopMbl. Habmronapiieecs: NOBBIIIIEHHE HOCHIIO
J10303aBUCUMBIN xapakrtep. [IpuOIu3uTenbHO Y IBYX TpeTeil MalueHTOB, Y KOTOPHIX BBISBISIIOCH
NOBBIIIIEHUE YPOBHS KpEaTHMHHHA B CHIBOPOTKE, JAaHHBIM MOKa3aTeslb BO3BPALIANCS HAa YPOBEHb
Huke 33 % 0e3 KOPPEeKTHPOBKM J03bl. Y OCTaBIIEHCS TPEeTH KOHUEHTpalus KpeaTHHHHA
0CTaBaJIach MOBBIIIEHHOM, HECMOTPS Ha YMEHBIIEHUE TO3bI WM MIPEKpallieHe ITpreMa mpernapara.
B HekoTophIX cilydasx Mocie CHUKEHUs JJ03bl HaOJ0Janach TOJIbKO CTa0MIM3alys okasaresiei
KpeaTHHUHa B  CBIBOpPOTKEe. [Ipm mociemyromeM TOCTPErHCTPALMOHHOM — NPHUMEHEHHUH
nedepasupokca cooOanoch 0 CIy4asx OCTpOi MOYeYHONW HeIoCTaTOuHOCTH (cM. pasnen 4.8.). B
HEKOTOPBIX CIlydasx TMOCTPETUCTPALMOHHOIO MPUMEHEHUS HapylleHne (QyHKIUU MOYeK
NPUBOAMIIO K TIOYEYHOW HENOCTATOYHOCTH, KOTOpas TpeOoBaia BPEMEHHOTO WM MOCTOSTHHOTO
Jausa.

[IpyunHBl TOBBINICHUS YPOBHS KpeaTUHHWHA B CHIBOPOTKE HE BBIICHEHBI. [losTomy ocoboe
BHUMaHUE CJEAYyeT YAENSATh MOHUTOPUHTY YpPOBHS KpEaTWHHHA B CHIBOPOTKE y MAI[UEHTOB,
OJTHOBPEMEHHO TOJIYYaIOIIHNX JIEKaPCTBEHHBIE TIPENapaThl, KOTOPbIE YTHETAIOT (YHKIUIO MOYEK, H
y MalMeHTOB, KOTOPBIE IMOJIy4al0T BBICOKHE J03bl Ae(epazupokca W/WIN peiKue MepenrBaHUs
(< 7 mut/Kr/MecsiI pUTPOLIMTAPHOI Macchl WK < 2 eIMHUI/MecsI s B3pocibix). HecMoTpst Ha
TO, UTO B KIIMHUYECKUX MCCIIEJOBAHUAX TIOCIIE YBEIMUEHHS 103bI Aedepa3supokca B JeKapCTBEHHON
dbopme nucneprupyembie Tabmetku Oosnee 30 MI/Kr He HaOMIOJANIOCh YBEIHMYEHHS YaCTOTHI
Pa3BUTHS HEKENATEILHBIX SBICHUH CO CTOPOHBI MOYEK, HENb3sI UCKIIOYUTDH MOBBIIICHHBIA PHCK
Pa3sBUTHS TaKUX SIBICHUH MpU MPUMEHEHUH TaOJIE€TOK, MOKPBITHIX MIEHOYHONW 000I0YKOH, B J103€
6onee 21 Mr/kr.

PexomeHyeTcst OleHWBaTh ypPOBEHb KpEaTHHWHA B CHIBOPOTKE TIepe] HAYalIoOM JICUCHHS
IBYKpaTHO. Y POBEHb KpEaTHHWHA B CHIBOPOTKE, KIIMPEHC KpeaTHHHHA (OIIEHUBAEMBIH 10 (hopMmyIe
Kokpodra-T'onra nmu no popmyne MDRD (Moaudukanus IueTsl npu 3a00J€BaHUAX MOYEK) Y
B3pocibIX U 1o ¢popmyse LlIBapua y nereit) u/unu ypoBenb nuctatuta C B miazme KpOBH JOIDKHBI
OTCIISKMBATHCS MIEpE]l Ha4aJIoM JIEUeHHMsI, pa3 B HEAEIIO B MEPBbI Mecsll Mocie Havajaa Teparnuu
WM KOppeKInu 10361 npenapata edepazupoke Kanon u manee pas B mecsil. [lanneHTsl ¢ panee
CYIIECTBYIOIIMMH TMATOJOTHSIMU TOYEK W TMAIMEeHTHI, MOJTy4Yalollie JIEKapCTBEHHBIE Mpernaparsl,
KOTOpbIE MOAABIAIOT (YHKIHIO IMOYEK, MOTYT HMMETh OONBIIMKA pHUCK oOclokHeHHH. Cnemyer
coOiroaaTh OCTOPOKHOCTh U MOJJEPKUBATH aI€KBATHYIO THMApATAINIO Y MAllUEHTOB, Y KOTOPHIX

BO3HHUKACT aUapes UJIn pBOTa.
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pa3BUTHS META0OIMYECKOTO aiuao3a. B OONBIIMHCTBE CIIy4aeB COCTOSHUE pPa3BHBAIOCH Y
MAIUEHTOB C HapyIieHueM (pYHKIIUU TToYeK, TUCHYHKITUEH MPOKCUMATBHBIX TOUYCYHBIX KAHAIIBIICB
(cuaapom DaHKOHW) WM JAMApeeh, a TAKKE COCTOSHUSMH, OCIIOKHEHHEM KOTOPBIX SIBIISCTCS
HapylIeHue KUCIOTHO-IIEIOYHOro OanaHca. Y TaKuX MAIMEHTOB IO KIMHHUYECKUM TOKa3aHHUIM
CJIeTyeT KOHTPOJIIUPOBATh KUCIOTHO-IIENOYHOM Oananc. [Ipu pa3BuTUn METabOIMYECKOTO alua03a
CIEAYET PACCMOTPETH BO3MOKHOCTh OTMEHBI TEPAIIUU ITPENAPATOM.

Y mnamueHToB, MNpUHUMAKIIMX JAcdepa3supoKC, B OCOOCHHOCTH y JETeH OTMEYaluCh
MMOCTMAPKETUHTOBBIE CIIydal TsDKENIbIX (OpM IMOYEYHOM TyOyjaomaTuu (Takue Kak CHHIPOM
®aHKOHN) W TIOYEeYHAs HEJOCTATOYHOCTh, CBS3aHHBIC C M3MCHCHHUSMH CO3HAHHUS B KOHTEKCTE
TUTIEPAMMOHEMHUYECKON dHIledanonatui. PeKOMeHIyeTcs YYUThIBaTh TUIIEPAMMOHEMUYECKYIO
sHIehANTONaTUI0O U YPOBHH aMMHaKa, HU3MepseMble Yy MAalleHTOB, y KOTOPBIX pPa3BUBAIOTCS
HEOOBSICHUMbIE M3MEHEHUsl MCUXUYECKOro cTaryca, MpH JedeHuu npemnaparom Jledepazupokc
Kamnomn.

Ta6auna 3. KoppekTupoBka 10361 U IPUOCTAHOBKA JIeYeHUs] P MOHUTOPHMHIe (PyHKUMHU

IO (91N

YpoBeHb KpeaTuHUHA Kuupenc

B CHIBOPOTKe KpeaTMHHUHA
Jo Hayana repanuu JBykpaTHO (2X) u OpmuoxpatHO (1x)
IIpumeHeHHMe MPOTHBOMOKA3AHO < 60 ma/mMun
MonuTopuHr
- [TepBeIii Mecs11 Tocie Havana JiedeHusa win | Pa3 B Hegenio u Pa3 B Hegemnio
Moaudukanmuy 11036l (B TOM YHCIE MOCIe
nepexojia MaIeHTa Ha TIPYTYIO
JIEKapCTBEHHYIO (OopMy TIperapara)
- B nocnenyromem Pa3 B Mec11 u Pa3 B Mecs1t

YMeHblIeHHEe CYTOYHOH 10361 Ha 7 MI/Kr/meHb (B ¢opMme TaOleTOK, HOKPBITHIX IUIEHOYHOMH
000JI0UKON), ecau credyowue noxazamenu QYHKyuu nouex Habmooaromces Ha HPOMANCEHUU 08YX

BU3UMOB NOOPAO0 U HE MO2YM OblMb 00BACHEHbI OpYeUMU NPULUHAMU

B3spocunbie manueHTs > 33 % mnpeBbIIaeTCs | U Camxaercs < HI'H*
CpeIHHIA TOKa3aTeb J10 (< 90 mu/muH)
JICYCHUS

[TanMeHTHI TETCKOTO BO3pacTa > BI'H** I | w/vnm Cumxaercs <HI'H*
COOTBETCTBYIOIIETO (< 90 mu/muH)
BO3pacra

ITocne cam:xenust A03bI, IPUOCTAHOBKH JICYCHUHA, €CJIN:
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B3pocnbie manueHTsl U 1eTu Coxpansiercst > 33 o Fitumi | F AT - - H
BBIIIIE CpEIHETO < HI'H*
[OKa3aTes 10 JeUSHHUS (< 90 mi/muR)

*HI'H: HroKHSISI TpaHULIA HOPMBI

**BI'H: BepXHsisl rpaHUIIa HOPMBI

Jleuenue MokeT OBITh HAYaTO BHOBb B 3aBUCUMOCTH OT HHIUBUAYAIbHBIX KIMHHUYECKUX
00CTOSITENTBCTB.
Crniemyet paccMOTpPETh BO3MOXHOCTh YMEHBIIEHUS 10361 MperapaTa Wi IpepbIBaHUs TEPAUU MIPU
BBISIBJICHMHM OTKJIOHCHHI OT HOPMBI IIOKa3aTeledl KaHaIbIeBOW (YHKIUM MOYEK W/WIA TIO
KJIIMHUYECKUM TIOKa3aHUSIM:
- IpoTenHypus (MOKa3aTelNb CIeAyeT OMPEeNATh epe/l HauajaoM TEpaIuy U Jajiee eKEMECIYHO);
- TJIFOKO3YpHsl Yy MallMeHTOB 0e3 caxapHoro auabera, CHUKEHHE COJEP>KaHUsl Kalus B CHIBOPOTKE
KpoBH, (pochaToB, MarHus WIM COJIEH MOYECBOWM KHCIOTHI, (ocharypus WM aMUHOAIMIYPHUS
(mokazaremnu cieyeT KOHTPOJIUPOBATH 110 HEOOXOAUMOCTH).
O peHanbHOI TyOyJIONaTHH B OCHOBHOM COOOINAJIOCh Y JIeTeH U MOJPOCTKOB ¢ OeTa-TaracceMueil,
nonyuyaBiux npenapat Jledepaszupokc Kanow.
[TateHTOB ClleyeT HAmpaBUTh K HE(QPOIOTY, U PacCMOTPETh HEOOXOAWMOCTH TPOBEICHHS
JIOTIOJTHUTEILHBIX TUarHOCTUYECKUX UCCIEOBAaHUMN (HarpuMep, OMOTICHUS TTOYEK), €CIIU, HECMOTPSI
Ha CHUKEHUE J03bl U MPEKPAIICHHUE JICUEHU S, BOSHUKAIOT CIICYIOIINE SIBJICHUS:

* YPOBEHb KPEATUHHHA B CHIBOPOTKE OCTAETCS 3HAUUTENIbHO MOBBIILICHHBIM;

* HaO/I0/1aeTcsl CTOMKOE OTKJIIOHEHHE Kakoro-nudo Apyroro mnokasareis (YHKIUU [OYEK

(Hanpumep, TpoTeuHypHsi, cuHApoM DaHKOHN).

Hapyiienue d)VHKHI/II/I ONCYCHU

VY manueHToB, MPUHHUMABIIUX JAedepasupokc, HAOIIOJANOCh MOBBINIEHHE YPOBHS MapKepOB
(GYHKIIUM TeYeHW. B TOCTPEerHCTPAllMOHHOM TIEPUOJEC NPHUMEHEHUS OTMEYAIMCh CIIydau
MIEYCHOYHOH HEJIOCTATOYHOCTH, HEKOTOPHIC M3 HUX OBLIM C JICTATHHBIM HCXOJOM. Y IalMeHTOB,
MoNy4aBIINX Jaedepasupokc, B OCOOEHHOCTH y JAeTeld MOTYT BO3HHKATh TSkKelble (OPMBI,
CBS3aHHBIE C M3MEHEHHUSMH CO3HAaHUS B KOHTEKCTE THUIEPaMMOHEMHYECKON SHIe(hanonaTu.
PekoMeHyeTcss ydUTBIBaTH THUIEPAMMOHEMHUYCCKYIO OJHICPATONATHIO W H3MEPSITh YPOBEHB
aMMHUaKa y TAIMEeHTOB, Y KOTOPBIX Pa3BHUBAIOTCS HEOOBSICHUMBIC W3MEHEHUS TICHXWYECKOTO
cTatyca npu JiedeHun npemnaparom ledepasupokc Kanon. Crnenyer nposBiate ocoboe BHUMaHUE
B OTHOIIIEHUU TOJJEP>KUBAHUS COOTBETCTBYIOIIETO YPOBHS THApATAIMH y MAIIUEHTOB, KOTOPHIC
UCHBITHIBAIOT MPOOJIEMBI ¢ 00€3BOKMBAHNEM (TaKHMe KakK JMapesi Wik pBOTa), 0OCOOEHHO y JeTel B
ocTpoit ¢aze 0ose3HH. BONBIMMHCTBO COOOIIEHUH O TMEUYEHOYHOW HEJOCTaTOYHOCTH KaCAIUCh

nanucHTOB CcO 3HAa4YUTCIIbHBIMH CONNYTCTBYHOLINMHA naToJIOrusiMu, BKJIO4Yas paHee
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

HOJIMOPraHHYI0 HEJ0CTaTOYHOCTh. OIHAKO poib AedepasupoKca KaK COIMYTCTBYIOIIETO HIIH
yeyryositomiero ¢paktopa He MOXKeET ObITh UCKITIOUeHa (CcM. pa3zaen 4.8.).

PekomeH 1yeTcst MpoBepsITh YpOBEHb TPaHCAMUHA3, OMITPYOrHa U (hocdarassl B CHIBOPOTKE MEpest
HaYaJIoOM JICUCHUS, KaXKIbIle 2 HEJICNU B IIEPBBIIl MECSILI JICYCHUSI ¥ pa3 B Mecsil] BoocieacTBun. Eciu
MMEEeT MECTO CTOHKOE M INPOrpecCHUpyIOllee yBEINYCHHE YPOBHS TPAHCAMHHA3 B CHIBOPOTKE,
KOTOPOE HE MOXKET OBITh OOBSICHEHO APYTHMMHU NMPUUMHAMH, CIETyeT NPUOCTAHOBUTH MIPHUMEHEHHE
npenapara /ledepasupoxc Kanon. Koria npiuunHa OTKIOHEHHH B MOKa3aTeNsaX (YHKIUH ITCYCHH
BBISICHEHA, WJIM TOCJIC BO3BPALICHHS YKa3aHHBIX MMOKa3aTeJeldl K HOPMaJbHOMY YPOBHIO MOYKHO
paccMaTpHBaTh OCTOPO’KHOE BO30OHOBIICHHE JICUEHHS IPU OoJiee HU3KOH J103€ M IMOCIIeIyIoIee
IIOCTETNIEHHOE YBEJINYCHUE JIO3BL.

He pexomennyercs mnpumeHnsts mnpemnapaT Jedepasupoxc KaHOH y MNallMEeHTOB C TSAXKEIBIM

HapyiieHrneM GyHkiun nedenu (kiaace C mo knaccudukanuu Yaina-I1si0) (cM. pasgen 5.2.).

Taﬁ.lmua 4. KpaTlme P€KOMEHIAIUH 11O MOHUTOPUHT'Y 0e3omacHOCTH

HccaenoBanue

YacroTa

VYpoBeHb KpeaTHHHHA B CBIBOPOTKE

JBaxxapl 10 Havana Tepanuu.

Pa3 B Heemnto B epBbIi MeCsL TEpanuu U B IEPBbIN
MecsIII TI0CIe U3MEHEHUs! 03kl (BKIIOYas Mepexos
C OIHOM JIeKapCTBEHHOH (POPMBI Ha JPYTYIO).

Paz B MECHL BIIOCJICACTBHM.

Knmpenc kpearununa u/unu ypoBeHb nucratiuaa C

[lepen Havanom Tepanuu.

B IUIa3Me€ Pa3 B Hezenro B IEPBBIN MECSL TEPAIIUU U B IIEPBLII
MecsI TI0CJIe U3MEHEHHs 036l (BKIIOYas Mepexo
C OJTHOM JICKAPCTBEHHOMN (hOPMBI Ha JIPYTYIO).
Pa3 B mecs1 BIIOCIEICTBUH.

[Iporennypust IIepen Havanom Tepanumu.

Pa3 B Mecs11 BIIOCIIEICTBUU.

Hpyrue mapkepsl (pyHKIMH MMOYEUHBIX KaHAJIbIIEB
(TakMe Kak TIMKO3Yypus y JIMI, HE CTPaAarolIux
nabeToM, W HU3KUH ypoBeHb Kamus, ¢ocdara,
MarHusi WM ypaToB B CBIBOpPOTKE, (ocdarypus,

aMHHOALUAYPHSI)

ITo Mepe HEOOXOIUMOCTH.

VYpoBeHb TpaHCaMHMHA3, OWIMPYOHMHA, MIEIOYHOU

dbocdarazs

[Tepen nauanom Tepanumu.
Pa3 B 2 Henenu B mepBhIN MecsI TEpaIluu.

Pa3 B Mecs11 BITOCIEICTBHAH.

HUccnenoBanue ciiyxa U OpraHoB 3peHUS

Ilepen Hauanom Tepanumu.
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R 2 ron ITALIGHRE - T ETBHOCTE 0003)

Macca TCJIa, pOCT U IIOJIOBOC PA3BUTUC Hepe)l Ha4YaJIOM TEpaluu.
Paz B roam BHociIeACTBUH y MNOeIJUaTpUYCCKUX

TalUuCHTOB.

Y manMeHToB € Malod  MPOTHO3UPYEMOW MPOJOJDKUTEIBHOCTHIO KU3HU  (Hampumep,
MUEIOAUCIUIACTUYECKUE CHUHIPOMBI C BBICOKUM PHCKOM), OCOOCHHO KOIJIa COMYTCTBYIOIINE
3a00JIeBaHUsI MOTYT MOBBIIIATH PUCK HEXeNATEeNIbHBIX SIBICHUH, M0JIb3a npenapata Jledepazupokc
KaHoH MokeT ObITh OTpaHHYEHa, U PUCK MOXKET IMPEBBIIIATH MOJb3Yy. Clie10BaTeIbHO, IPUMEHEHHE
npenaparta [ledepazupokc KaHoH HE peKOMEHIOBAHO Y TAKUX MAIUEHTOB.

[Ipemapar crnegyeT Ha3HayaTh C OCTOPOKHOCTBIO TMOXKHIIBIM TMAIlMEHTaM B CBSI3U C BBICOKOU
YacTOTON HEeXKeNaTeNbHbIX PeakIuil (B YaCTHOCTH, TUAPEN ).

Janupie y gereil ¢ TpaHC(Py3MOHHO HE3aBHUCHUMOM TajacCeMHEll BechbMa OrpaHUYEHHBIE (CM.
pazzmen 5.1.). CnenoBatenbHO, mnpu Tepanuu mnpenapatrom Jledepasupoke Kanon cremnyer
MPOBOAMTH TIIATEIbHBII MOHMTOPUHT JUIS BBISABICHUS HEXKENATEIbHBIX pPEaKIUuil u i
OTCIIC)KMBAHMS KOHIICHTPAIMU XKejle3a B OpraHu3Me y neauarpudeckoii nomynsauuud. Kpome toro,
nepexn JedeHueMm npenaparoMm Jledepasupoxc KaHOH neTeld ¢ BBHICOKOM CTENEHBIO MEeperpy3KH
JKEJIe30M U TPaHC(PY3MOHHO HE3aBUCUMOM TaJacCEeMHEH Bpad JIOJDKEH TOMHHTD, YTO MTOCIEACTBHS
JUTUTETILHON TEpanuy TaKUX MalMEeHTOB B HACTOSIIEE BPeMs HE U3BECTHBI.

Hapyl1iieHns co CTOpOHBI XKETYA0YHO-KUIIIEYHOI'0 TPAaKTa

Y manueHToB, BKJOUas JETeH W TMOAPOCTKOB, MOJy4YaBIIUX Aedepazupokc, cooOIaioch O
TIOSIBJICHUH $I3B M KPOBOTCUCHUH B BEPXHUX OTJIENIAX KEITyTOTHO-KAIICTHOTO TPAKTa. Y HEKOTOPBIX
MAIMEHTOB HAOIIOATNCh MHOXKECTBEHHBIE 53BBI (cM. paszzaen 4.8.). beumu cooliieHus o sA3Bax,
OCIIO)KHUBIIUXCS Tepdoparueil >KemyJoYyHO-KHIIEYHOTO TpakTa. Takxke ObUIM COOOIIEHUs O
JIETATLHBIX JKETyJ0OYHO-KUIIICYHBIX KPOBOTCUCHUSAX, OCOOCHHO Y TIOXKHMIIBIX MAIUEHTOB, Y KOTOPBIX
OBLT TeMaTOJIOTHYECKHE OHKOJIOTHYECKHUE 3a00IeBaHUsI U/UITM HU3KOE COJIEp KaHNe TPOMOOITUTOB.
Bpaun u manueHTsl JOMHKHBI COXPaHATh 0COOYI0 HACTOPOKEHHOCTh B OTHOILICHUH MPU3HAKOB U
CUMITOMOB 513B M KPOBOTEUEHUH B )KEIyIOUHO-KUIIIEYHOM TPaKTe BO BpeMs TEpAIHH MpenapaTom
Hedepasupokc Kanon. B ciydae pa3BUTHS S3Bbl HJIM KPOBOTEUEHUS KEITYJOUYHO-KHIIIEUHOTO
TpakTa mpuMeHeHue npenapara Jledepazupoke KaHOH ciieqyeT mpeKpaTuTh U He3aMeTUTEIIBHO
HavaTh JOMOJHUTEIbHOE oOcienoBanue M JedeHue. ClemayeT ¢ OCTOPOKHOCThIO Ha3HAYATh
npernapat [ledepasupokc KaHoH manmeHTaM, KOTOpblE MPUHUMAIOT BEIIECTBA, OOJaTaroIiue
W3BECTHBIM YIIBIIEPOTCHHBIM ITOTSHIIMAIOM, TaKue KaK HEeCTEPOUIHBIC MPOTUBOBOCTIAUTEIHHBIC
npenapatsl (HIIBIT), kopTHKOCTEpOUABI MK MepopaibHbie OuchochoHaThI, aHTHKOATYIISTHTBI, U
TNALUEHTaM ¢ cofiepkanueM TpomboruTos menee 50 000/mm® (50 x 10%/1) (cm. paszen 4.5.).

Hapyiuenus co CTOpOHBI KOKHU
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_MNEPTHOMY OTYETY

OOJIBIIMHCTBE CIIy4aeB ChINlb MPOXOIUT CIOHTaHHO. [lociie BpeMeHHOro MpepbIBaHUS JICUCHHE
MOKET OBITh BO3OOHOBIICHO ITOCJIE HCUE3HOBEHUS CBIIK B 00JI€€ HU3KOM /103€ C MOCIEAYIONIUM e
MOCTENIEHHBIM YBEJIMYEHHEM. B TsKenbIX cilydasx BO30OHOBJICHHE JIEYCHHSI MOXKET ObITh
MIPOBEJICHO ¢ KOPOTKUM MEPUOI0M MIPUMEHEHHUS MepopaibHOM (HopMbl cTepor1oB. Coolmanoch o
CEPBhE3HBIX KOXHBIX HEXKEIATeNbHBIX peakuusx, BKIouas cuHapom CrueHca-/>KoHCOHA,
TOKCHYECKHH JMHIECPMATLHBI HEKPOIM3 M JICKAPCTBEHHYIO PEAKIMI0 C J03WHOPIINEH U
cucreMubiMu cumnTomMamu (DRESS), koTopbie MOTYT OBITH ONMACHBIMH ISl KU3HH WM JaKe
cmeprenbHbiMU. [lpu mogo3peHMH Ha pa3BUTHE KaKOTO-TMOO W3 YKa3aHHBIX COCTOSHUI
npuMeHeHue npemnapara ledepazupoke KaHoH ciiegyer HeMeIJICHHO TPEKPATUTh U HE TPUMCHSTh
noBTopHO. [lpm Ha3HaueHWW Tpenapara MalUEHTHl JOJHKHBI OBITh TPOMH(OPMUPOBAHBI O
MpU3HAKaX ¥ CUMIOTOMAX TSKENbIX KOXKHBIX PEaKIUil U JOKHBI HAXOIUTHCS MOJ TIIATETbHBIM
HaOJIFOJEHUEM.

PeaKHI/II/I TUIICPUYYBCTBUTCIIbHOCTH

[Tonmy4eHsl cOOOMIEHHS O PA3BUTUHN PEAKIMIA TUTIEPUYBCTBUTEIFHOCTH K Jedepasupokcy (BKIrOUYast
aHa(UIAKTUYECKUE PEeaKIMM M aHI'MOHEBPOTHYECKUH OTeKk). B GonbIIMHCTBE ciy4yaeB peakuuu
THIEPYYBCTBUTEIBHOCTH HAOIIOIAICH B IEPBBIC MECSIIbI JICYCHHUS IpernaparoM (cM. pasuen 4.8.).
IIpu pa3BUTHHN peakUii THIIEPYYBCTBUTEIBHOCTH TSYKEJIOU CTEIIEHHU JICYEHHE ITPENapaToM ClIeayeT
OTMEHUTh U TIIPOBECTU COOTBETCTByOIIME JeueOHble Meponpustus. He pexomenayercs
BO300HOBJIATH TEPAIUIO IPENapaToM y NAllMEHTOB JaHHOM KaTeropuy B CBS3U C PUCKOM Pa3BUTHS
aHa(UIAKTUUECKOTO II0Ka (M. pasnen 4.3.).

3DI/IT6J'II)HI>IG U CJIYXOBBIC HAP YIIICHU A

CooOmianoch 0 HapyIIEHHUSX CO CTOPOHBI OPraHOB CllyXa (CHHUXKEHHE ClIyXa) U OpPraHOB 3pEHUs
(moMyTHEeHHE XpycTaiuka; cM. paszaen 4.8.). PexomeHayeTcss MpoBepsATh y MallMEHTOB CIyX U
3peHue (BKJItoYasi MCCle0BaHKE TIa3HOTO JIHA) 10 Hayaia JIeYeHUs U B JalbHEHIIeM MPOBOANUTH
peryispabie o0caeaoBaHus Kaxapie 12 mecsies. Eciu Bo BpeMs JIeUeHHS Y MaleHTa MOsSBIISIOTCS
HapyImICcHUs Cl1yXa UJIN 3pC€HUA, MOXKHO PACCMOTPETH BO3MOKHOCTE CHUKCHH A T03bI ITpCriapata ninu
BPEMEHHOI'0 TIPEKPAILCHHs JICUCHHS.

['eMaTOJIOTMYECKHE PACCTPOMCTBA

B nepuox mnocTtperucTpalMOHHbIX HaOMIOAEHUM OBLIM IOJYY4EHbI COOOIIEHHSI O Ciydasx
JeKoneHnH, TPOMOOIIMTONEHUH WM MMAHIIUTONIEHUH (MJTH YCYT'YOJIEHNH YKa3aHHbBIX 3a00J1eBaHU )
U OCJIO)KHEHHOW aHEeMHH y TallMeHTOB, MIPUHUMABIIUX Jedepa3supokc. B GONbIIMHCTBE CliyyaeB y
NAIMEHTOB UMEJINCh T€eMaTOJOTHYECKUE HAPYIIEHHs] B aHAMHE3€, KOTOPBIE YaCTO COMPOBOXKIAIHCH

HEJOCTAaTOYHOCTHIO KOCTHOTO Mo3ra. OJHaKo CIOCOOCTBYIOIIYIO WM YCYTyOJSIOUIYIO PpOJib
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JIaHHOTO (paKkTOpa HENNb3s UCKITI0YaTh. [[pr BOSBHUKHOBEHUHU ﬂi%@l@%%éa&é@ﬁ%ﬁ Eﬁ'ﬂ)ﬂ"c‘:ﬁhﬂ

CJICOYCT paCCMOTPETh BO3BMOKHOCTbh BPEMCHHOI'O IIPCKPALICHUA JICUCHU .

Jlpyrue daxkTopsl

PexomeHyeTcst npoBeieHUE €XKEMECIYHOr0 MOHUTOPUHTA YPOBHS (peppUTHHA B CHIBOPOTKE KPOBH
C LIeJIbIO OLIEHKU OTBETA MAallMEHTa Ha TePaIHio U NIPeI0TBPAILEeHHs] U30BITOYHOIO XeJIaTUPOBaHUS
(cM. pazzmen 4.2.). B nepuonbl ne4eHNUs BBICOKMMH J103aMU M B T€X CUTYyallUsAX, KOTJa YpPOBHU
(deppuTHHa B CBIBOPOTKE KPOBU OJIM3KH K IIEJIEBOMY JIMANa30Hy, PEKOMEHIYETCsI CHIXKECHHE JT03bI
Wiy 6osee TIATeNbHbI MOHUTOPUHT (DYHKIIMH ITOYEK U MIEYSHH, a TAK)KE YPOBHS CHIBOPOTOUHOTO
¢bepputuna. Ecnu ypoBeHb GeppuTHHA B CBIBOPOTKE KPOBU HE mogHUMaeTcs Belme 500 Mkr/i (y
NAIMEeHTOB C TPaHC()Y3HMOHHOW meperpy3koi xenezom) win Beime 300 MKr/im (y mamueHToB ¢
CHHJIpOMaMH TPaHC(HY3MOHHO HE3aBUCHMOH TalacCeMHii), MOKHO PacCMOTPETh BO3MOXKHOCTb
BPEMEHHOI'0 IIPEKpaIleH s TepaIny.

Pe3ynbpTaThl uccienoBaHUM YpPOBHS KpeaTHHUHA, (eppUTHHA U TpPaHCAMHUHA3 B CBHIBOPOTKE
HE00XO0JUMO PETUCTPUPOBATH U IPOBOJAUTH PETYIIPHYIO OLEHKY ISl BBISABICHUS TEHACHIINUM.

B 1ByX KIMHMYECKMX HCCIIEAOBAaHUAX Jedepa3supoKC HE OKa3ayl BIUSHHUA HAa POCT U IOJOBOE
pasBUTHE JeTeH, OIyYaBLIMX JIeYeHHEe B TeueHue 10 5 et (cM. pa3zaen 4.8.). OqHako, B KauecTBe
o01iell Mepbl IPEAOCTOPOKHOCTH B JICUCHUU JIeTel ¢ TpaHC(y3MOHHON Neperpy3Ku *eje3oM J0
Hayaja Tepanuy U 3aTeM €KeroJHO HeoOX0IMMO U3MEpPSATh y A€Tel Maccy Tella, pOCT U OLIEHHUBATh
MOJIOBOE pa3BUTHE (Kaxkbie 12 MecsIeB).

JuchyHKus cepama — HM3BECTHOE OCIOXKHEHUE TSDKETIONW CTENEeHM IEperpy3kd JKene3oMm. Y
NAIUEHTOB C TSDKEJION CTENEHbIO IIEPErpy3KH JKEIEe30M BO BpeMs [UIMTEIBHOTO JICYEHHUS
npenaparoM Jledepazupokc KaHoH cregyeT KOHTPOJIUPOBATH CEPACUHYIO (DYHKITHIO.

4.5. B3aumopeiicTBMe ¢ JAPYrMMHM JIeKAPCTBEHHBIMH IpenaparaMM W [Jpyrue BH/bI
B3aMMO/JEHCTBHUA

bezonacHocTh nedepazupokca B COUYETAaHMM C JAPYTMMHU XelaTOpaMHU >Kelle3a He YCTaHOBJICHA.
CrnenoBarenbHO, €r0 MPUMEHEHHE HENlb3sl COueTaTh C IPYTMMHU IperapaTaMu JJsl XeJIaTHPOBAHUS
Kenesa (cm. pazaen 4.3.).

BzauMoenicTBue ¢ mumen

3HaueHUsT MaKCUMaJbHOW KOHIIEHTpanuu B ChIBOPOTKe KpoBU (Cmax) nedepasupokca B Gopme
TabJIETOK, TOKPBITHIX MJIEHOYHOM 000J0YKOH, ObUTH MOBBIILIEHHBIMU (Ha 29 %) Mpu €ro BBEICHUU
BO BpeMs ITpHeMa MUILHY ¢ BBICOKUM cojiepkanreM >kupoB. [Ipenapat Jledepazupoxc Kanon moxxno
NPUHUMATh HATOIIAK WM BO BpeMs NMpHeMa HeOOJBIIOr0 KOJNYECTBA MHILH, JKEIaTEIbHO B OJTHO
U TO K€ BpeMs CYTOK (cM. paszzensl 4.2. u 5.2.).

JlekapcTBEHHBIC CPEJICTBA, CTOCOOHBIC CHUKATh CHCTEMHYIO SKCITO3UITNIO jiehepasuporca
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Meradoimsm nedepazupokca 3aBUCUT oT '@'e:llal;/rglgl%g BA T%E-‘S%ﬁ(ﬂo%h-

rimokyponuintpancdepassl (Y AP-riarokyponuiarpancdepasa). B xoae vccienoBanus ¢ yqyactuem
3I0POBBIX JOOPOBOJIBLIEB OAHOBPEMEHHOE IpHMEHeHHe naedepasupokca (OJHOKpaTHas [103a
30 Mr/kr B ¢dopMme  OUCIEPTHPYEMBbIX TabJeTOK) ¢  MOHHOTO HHAyKTopa Y-
MIIOKYpOoHHITpaHcdepaspl  pudamMnuuuHa (MHOTOKpaTHbe J03bI 600 MI/meHb) NpUBENIO K
CHW)KCHHIO CUCTEMHOM OnomoctynHoctu nedepasupokca Ha 44 % (90 % AU: 37 %51 %). B cBs3u
C OTHM COMYTCTBYIOIIAas Tepanus MOIIHBIMUA HHAYKTOopamu Y D-riokypoHMITpanchepasbl
(manpumep, pudammumHOoM, KapbamazenuHoM, GeHUTOMHOM, (heHOOapOnuTaIOM, PUTOHABUPOM)
MOJKET MPUBECTH K CHUkeHHI0 3¢ dexTuBHOCTH npenapaTta [edepasupokc Kanon. Bo Bpems u
1ocJje MpueMa yKa3aHHBIX KOMOMHAIUH penapaToB y MallMeHTOB HEOOXOAUMO BECTH MOHUTOPHUHT
ypOBHS (heppUTHHA B CBIBOPOTKE KPOBH H, IPH HEOOXOIMMOCTH, KOPPEKTUPOBATH J03Y Tperapara
Hedepazupokc Kanos.

XosiecTUpaMHUH 3HAUYUTEIBHO CHUXKAII SKCIIO3UIUIO nedepasupoKca B HCCIEAOBAHUN MEXaHH3Ma
JICUCTBHS IO OMPEACICHUIO SHTEPOTreNaTHICCKON PEIMPKYIISIUU (CM. paszaer 5.2.).

B3aHMOZ[€I>'ICTBI/Ie C MH1a30JaMOM u APYIUMH JICKapCTBCHHBIMHU cpc€acTBaMu,

MeTa0oJIu3upyonmMucs ¢ yyactueM usodepmenta CYP3A4

B xone wuccnenoBaHust ¢ ydacTUeM 3J0POBBIX JOOpPOBOJIBLIEB OJHOBPEMEHHOE NPUMEHEHUE
nedepaszupokca B (opMe AUCIEPTUPYEMbIX TabJIETOK M MUAa3onama (cyocTtparoM uzodepmeHTa
CYP3A4) npuBoIniIo K CHUXKEHUIO CUCTEMHONM OMO0CTYTHOCTH Mu1a3onama Ha 17 % (90 % [AU:
8 %26 %). B knuHMUYecKOl mpakTHKe 3TOT 3PPEKT MOKET ObITh OoJyiee BhIpakeHHBIM. Takum
o0pa3oM, B CBA3M C BO3MOXHOCTBbIO CHIKEHHMS 3()()EKTHBHOCTH CIIEIyeT C OCTOPOKHOCTBIO
npuMeHsTh npenapar Jledepazupokc Kanon Bmecte ¢ mpenaparamu, MeTaOOIHU3UPYIOIIUMHUCS C
yuactuem uzopepmenta CYP3 A4 (nanmpumep, IUKIOCTIOPUHOM, CHMBACTATHHOM, TOPMOHAJIbHBIMU
KOHTpAaleNTUBAMH, OCTIPUIUIIOM, SPTOTAMUHOM).

Bzaumogaeiictrue C penarinHuaoM n APYTUMH JCKApCTBCHHBIMHU CpEACTBAMH,

MeTadommsupyromuMicia ¢ yuactueM nsodhepmenta CYP2C8

B xonme wuccienoBaHus ¢ ydacTHEM 3J0pPOBBIX JOOPOBOJIBLIEB OJHOBPEMEHHOE MPUMEHEHUE
nedepasupokca B kauectBe ymepeHnHoro uaruouropa CYP2C8 (B moze 30 MI/KT e€XeIHEBHO, B
dopme nucneprupyeMbix TabIeTOK) W pernarnuHuaa, cyoctpata CYP2CS8, B oqHOKpaTHOI 103€
0,5 Mr oT™Mevanocek yBelIn4YeHHE TUTOIIAAN IO (hapMaIleBTHYECKONH KPUBOM KOHIICHTPAIUSI-BPEMS
(AUC) u Cmax pemmarnuauaa npumepao B 2,3 pasa (90 % JAU [2,03-2,63]) u 1,6 paza (90 % AU
[1,42—1,84]) cooTBercTBeHHO. [locKONBKY B3auMojelcTBHE IedepasupoKkca C pPenarivHUIOM B
no3e Beie 0,5 Mr He U3y4eHo, cieayeT u30eratb OJJHOBPEMEHHOIO IPUMEHEHUs 1eepasupokca ¢
penarnuHuaoM. Ilpu HeoOXomuMOCTH OAHOBPEMEHHOIO MpUMEHEHHs jaedepazupokca c

penarinHuaoM CJICAYET THIATCIbHO KOHTPOJUMPOBATH KOHICHTPAIHWIO TIJHOKO3bl B KPOBHU
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(cm. pasmen  4.4.). Henb3s wuckmouaTh  BO3 mnocnﬂﬂ'%éklﬁ&%@%ﬁ@b'ﬁ%ﬁﬁoﬁem%'m

nedepazupokca ¢ npyrumu cyocrpatamu mzodpepmenta CYP2CS, Hampumep, MakIUTaKCEIOM.

B3aHMOZ[eI>'ICTBPIe C TeO(bI/IJIJII/IHOM n APYIrUMH JCKApCTBCHHBIMU Cp€aCcTBaMi,

MeTa0oJIu3upyonmmMucs ¢ yyactueM usodepmenta CYP1A2

B xome wccnemoBaHuss ¢ ydacTHEM 3JI0POBBIX JIOOPOBOJIBIEB OJHOBPEMEHHBIH IpPHEM
nedepazupokca B kauectBe uaruouropa CYP1A2 (MHOTOKpaTHBIC 10361 30 MI/Kr/neHs B Gopme
qucreprupyembix Tadsetok) u cyocrpata CYPIA2 teodwmmmna (omHOKpaTHas mqo3a 120 wr)
npuBou K noBbieHto 3HaueHU AUC u Cmax Teodmmuna Ha 84 % (90 % AU: ot 73 mo 95 %).
OnHOBpeMEeHHBIA MPHEM YKa3aHHBIX MpEnapaTroB HE MOBIUSI HA 3HauYeHUE Cmax OJHOKPATHOMN
JI03bI, OJTHAKO OXHJIAeTcs, 4YTO 3HaYeHHEe Cmax TEOPWLIMHA TOBBICUTCS TPH MHOTOKPATHOM
BBeZicHUN TeouummHa. CrenoBaTeibHO, OIHOBPEMEHHOE IpHMEHEHHe nedepasupokca Hu
TeopmITMHA HEe pekoMmeHayercs. [lpu ogHOBpeMeHHOM mpueme Aedepasupokca U TeopuuinHa
HEO0OXOUMO MPOBOAUTh MOHUTOPUHI KOHIIEHTPAIUU T€O(UIIIMHA U PACCMOTPETh BO3MOXHOCTh
CHIDKEHHUS 10361 TeopmuIHA. Henb3st HCKIToYaTh BO3MOXKHOCTD JIEKAPCTBEHHOT'O B3aMMO/ICHCTBHS
Mexay nedepasupokcom u apyrumu cyocrparamu CYP1A2. B oTHOmIEHHHM BeHIeCTB, KOTOPHIE
npeumyiiecTBeHHO Metabonus3upyoress CYPIA2 u koTOpble MMEIOT Y3KUH TepaneBTHYECKHIA
Iuana3oH (Hampumep, KIIO3alluH, TU3aHWIWH), MPUMEHSIOTCS Te XK€ PEeKOMEHAAlMH, YTO U B
OTHOIIIEHUU TeOPUIUTHHA.

Jpyrue B3auMOaeCTBUSL

OnHoBpeMeHHOE TpuUMEHeHue aedepasupokca M aHTAlMIOB, COJEpXKAIlUX AaTIOMHHUN, He
uccuenoBaiock. HecMoTps Ha T0, 4TO Jedepazupokc uMeeT 6osee HU3KOe CPOJICTBO K aIFOMUHMIO,
YyeM K JKele3y, He PEKOMEHJyeTcs NpUHUMAaTh TaOJeTKH Aedepasupokca OJHOBPEMEHHO C
aHTAIUIHBIMU NIpenapaTaMu, CoAepKalluMU aTFOMUHUIM.

OnHOBpeMeHHOE NpHUMEHEeHHe Jedepa3upokca ¢ BEUIECTBAMH, KOTOpble 00JIafai0T M3BECTHBIM
yIblieporeHHbIM JieficTBueM, TakumMu kak HIIBIT (Bkimrodas aneTuscamuiiMiIoBYI0 KHCIOTY B
BBICOKHX J103aX), KOPTUKOCTEPOUAbl WK OuchochoHaTsl i puemMa BHYTPbh MOTYT yBEIMYUTh
PHCK pa3BUTHsI HEXENATEIbHBIX SBJICHUI CO CTOPOHBI KelnymouHo-kumeuHoro tpakta (JKKT)
(cM. pazgen 4.4.). OgHOBpeMeHHOE TpUMEHeH e e epa3supoKca U aHTUKOATyJISTHTOB TaKXKe MOXKET
MOBBICUTh PUCK  DPa3BUTUSA  JKEIYJOYHO-KMIIEYHOro KpoBoTedueHMs. Ilpu  HazHaueHuM
nedepasupokca B KOMOMHAIMM C JaHHBIMU BeLIeCTBAaMHM TpeOyeTcs BECTH TIIATENbHbIN
MOHHMTOPHHT YKa3aHHBIX HEXKENATEIbHBIX SIBJICHUM.

CoBmecTHOE TpuMeHEHHe Jedepazupokca U Oycyiab(paHa MPUBOIUT K YBEITUUYEHUIO CHCTEMHOM
6uonocrynaoctu O6ycynbdana (AUC), HO MexaHU3M UX B3aUMOJEHCTBHS ocTaeTcsi HesscHbIM. 1o
BO3MOKHOCTH CJIETyeT MPOBECTH OlEeHKY (apmakokuHeTukn (AUC, KnmpeHc) mpoOHOM 1036

Oycynb(aHa, YTOOBI MOYKHO OBIJIO CKOPPEKTUPOBATH J03Y.
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(NOCNEQCBATENEHOCTE 0003)

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS

bepemeHHOCTH

KnuHnyecknx MaHHBIX 10 MPUMEHEHHIO Jedepasupokca BO Bpems OepeMeHHOCTH HeT. B
JOKIMHUYECKUX HCCIEAOBAHUAX Ha JKUBOTHBIX IIOKa3aHa HEKOTOpas penpoayKTHBHAs
TOKCHYHOCTh Ipernapara B J03aX, TOKCUYHBIX JUIsi MAaTEPUHCKOrO opranusma (cm. paszen 5.3.).
IToTeHnManbpHbIi PUCK 71 4EJIOBEKA HEU3BECTEH.

B kauecTBe Mephl MPEIOCTOPOKHOCTH HE pekoMeHayercs: npuMeHsaTh Jledepasupokc Kanon Bo
BpeMsi OEpeMEHHOCTH, 32 UCKIIIOUEHHEM CllydyaeB KpailHel He0OXO0AUMOCTH.

[Ipemapar  [Hedepasupokc Kanon wmoxer cHukarb 3(Q(EKTUBHOCTH  T'OPMOHAIBbHBIX
KOHTpanentuBoB (cMm. pazgen 4.5.). JKeHmmMHAM [IE€TOPOJHOTO TMOTEHIMAIa PEKOMEHIYETCS
MIPUMECHSTH JOTMOJHATEIBHBIE WITH aTbTCPHATUBHBIC HETOPMOHAIBHBIE METOIBI KOHTPAIICTIIIUUA BO
BpeMs pueMa mpemnapara.

JlakTanuys

B nmoximMHWYECKHX HCCIIEOBAaHUSX HA JKMBOTHBIX Je(epasupoKc OBICTPO W B 3HAYUTEIHHOM
KOJIMYECTBE MMPOHUKAI B MOJIOKO JIAKTUPYIOIIMX KUBOTHBIX. BIMsiHUS Mpemnapara Ha TOTOMCTBO HE
oTMevasnoch. HeusBecTHO, MpoHUKaeT 1M JAedepasupokC B TPYJHOE MOJOKO Yy 4YelIOBeKa.
Kenmmnam, momyuaromum sedeHue npenaparom Jledepasupokc KaHoH, mpomomkars rpyaHoe
BCKapMJIMBaHHE HE PEKOMEHIOBAHO.

DdepTUabHOCTD

Jns mroneil HUKakuX JaHHBIX O (EPTUIBHOCTH HET. Y JKUBOTHBIX HHMKAKUX HEXeNaTeIbHBIX
7¢hekToB Ha GEPTUIHLHOCTH CAMIIOB MJIM CAMOK MOKa3aHOo He ObLIo (CM. pasnen 5.3.).

4.7. Biausinme Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBLIMH CpPeACTBAMH M PpadoTaTh C
MeXaHU3MaMHu

Bnusuue mnpemnapara [edepasupokc KaHoH Ha cmocoOHOCTH YHPaBIsATh TPAHCIOPTHBIMU
CpPEeICTBAMH M MEXaHHM3MaMU He Hu3y4dajoch. [IpuW MOSBIEHUH TAaKOrO HEYACTOrO MOOOYHOTO
SIBIICHHS, KaK TOJIOBOKPYKEHHE, TAIIHEHTaM CJIEyeT COOI0AaTh OCTOPOKHOCTH.

4.8. He:xenaTesbHbIC peAKIIUT

Pesrome nipoduiist 0e3onacHoCTH

VY manueHToB C XPOHMYECKON MOCTTpaHC(Y3MOHHOW Meperpy3Koil xene3oM HauOoJee 4acThie
HexenarenbHple  peakiuu  (HP), o koTopelx coo0manoch mpu IATEIBRHON Tepanuu
nedepasupoKcoM B BHJIE AUCIEPTUPYEMBIX TaOJETOK y B3POCIBIX W JIETEH, BKIIOYAIOT B CEOS:
HapymieHus co ctoponbl JXXKT (rmaBHeIM 00pazoM, TOITHOTA, PBOTA, AUapesi, O0Ib B )KUBOTE) H
JIEpMAaTOJIOTUYECKHE HapylIeHus (KOKHas ChIlb). J[napes oTMeuanach yaiie y JeTeil B Bo3pacTe
OT 2 710 5 JIeT ¥ y TTOKIJIBIX JIIOJICH. DTH PEaKIINH SIBJISIFOTCS J0303aBUCHMBIMH, B OCHOBHOM CJ1a00

WIM YMEPEHHO BBIP@XEHHBIMU, MMEIOT TPAH3UTOPHBIA XapakTep U B OOJBUIMHCTBE CIy4acB
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([0
Pa3peIaoTCsl CAMOCTOATENBHO JaXKe TIPH IIPOIOIKECHAN e

Bo Bpemsi KTUHIYECKUX MCCIIEIOBAHUH J10303aBUCUMOE YBEIMYCHUE KOHIICHTPAIIMH KPEaTHHUHA B
CBIBOPOTKE KPOBU BO3HHKAIIO MPUOTH3UTENHHO Y 36 % MalueHTOB, XOTS y OOJBIITMHCTBA TaHHBIH
HoKa3aTesb OCTABAJICS B IpeAesax HopMbl. CHIDKEHHE CPEeTHEro 3HauUeHHs! KIUPEeHca KpeaTHHIUHA
HaOJI01aJI0Ch KaK y JeTell, Tak U y B3pOCibIX NAlMEHTOB C OeTa-TajacceMueil u neperpyskoiu
JKENe30M B TEPBBI TOJ JIEYCHHs, HO €CTh JaHHBIE, YTO OH HE CHIDKAJCS emie OoJblle B
nocienyomme roapl JjedeHus. CooOmanoch O TMOBBIIICHUHM YPOBHS TpaHCAMHHA3 ICUCHH.
Pexomenayercst cobmonars rpaduk MOHUTOpPUHra O€30IacHOCTH B OTHOILIEHHMM ITOKa3aTelei
(GyHKLMY TOYEK U NedeHu. Peko BO3ZHUKAIOT HapyIlIeHUs ciayXa (CHUKEHHE CllyXa) U OTKIOHEHHUs
CO CTOpPOHBI OpraHa 3peHus (MOMYTHEHUE XPYCTAINKa), 1 PEKOMEHIyeTCs] IPOBOIUTH €KETr0THOE
UCCIIeIOBaHKE IaHHBIX cUCTeM (cM. pasnen 4.4.).

B cBs3u ¢ ucnonp3oBaHueM Jiedepazupokca coo0IIanoch TaKKe O Pa3BUTUU CEPbE3HBIX KOXKHBIX
HEXXENaTeNbHbIX  peakuuii, Bkimouas  cuHapoM  CtuBeHca-/[PKOHCOHA,  TOKCHYECKHil
AMHJIEPMATBHBIA HEKPOJIM3 ¥ JICKAPCTBEHHAS! PEAKIIHsl, COMPOBOKAAIOMIASICS Y03MHOPHINCH |
cucteMHbIMU niposiBiieHusiMU (DRESS) (cMm. paznen 4.4.).

TabanuHoe pE3IOME HEKENATEILHBIX PEAKIUN

[IpencraBieHHbIE HUXKE JAHHBIE MO HEXENATEIbHBIM PEAKIINAM KIaCCU(PUIIUPOBAHBI IO CHCTEMHO-
opranubiM kimaccam (COK) u yactoTe BO3HUKHOBEHHS. YacTOTa BOSHUKHOBEHHS HEXKEIATeIbHBIX
peakuuii ompezensgach B COOTBETCTBHMM C Kiaccuuxanumet Bcemupnoit Opranuzanuu
3npaBooxpaHeHus: oueHb yacto (> 1/10), vacto (> 1/100, o < 1/10), Hewacto (= 1/1000, HO <
1/100), penxo (= 1/10000, o < 1/1000), ouenn penxo (< 1/10000), wacroTa HeusBecTHa (Ha
OCHOBAHMHY MMEIONIUXCS TAHHBIX OIIEHUTh YaCTOTY HEBO3MOXHO). B mpenenax Kakaoi 4acTOTHOM

kareropuu HP pacnpenenens! B OpsaKe yMEHBIIEHUS YaCTOTHI BCTPEYaEMOCTH.

HapyieHnus co CTOpOHbI KPOBHY H JIUM(aTHYECKOH CHCTEMBI

YacToTa HEeM3BECTHA: HaHI_II/ITOHeHI/ISIl, TpOM6OI_II/ITOHeHI/I$I]' ) YCYFY6HCHI/I6

aHeMun’, HeWTponeHns’

Hapyuenus co CTOpoHbI HMMYHHOM CHCTEMBbI

Yacro: Peaknun TUNICPYYBCTBHUTCIBHOCTHU (BKJ'IIO‘IaSI

aHaHUIAKTHYECKHE PEaKIMH U AHTHOHEBPOTHYECKH it oTek)’

Hapymenust MeTa00/1u3Ma U MATAHUS

YacTtoTa HEU3BECTHA: MerabonnuecKkuit auI/m031

Ilcuxuyeckne HAPpYLICHUA

Heuacro: TpeBora, HapyIlIeHUsI CHA

HapyieHust co CTOPOHBI HEPBHOM CHCTEMBbI
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(MOCHEQOEATENBHOC T 0003]

Yacro: TosioBHAs 001

Heuacro: I'onoBokpyxeHue

Hapyuienusi co cTOpoHbI Oprana 3peHus

Heuacro: Karapakra, makysonarus

Penxo: Hesput 3purennbHOro HepBa

Hapyumenusi co cTOPOHBI OPraHa ¢Jjiyxa v JJaOMpuHTAa

Heuacro: I'myxota

Hapymenml CO CTOPOHBI JbIXaTeJbHOM CUCTEMBI, OPTaHOB prL[HOﬁ KJIETKHU U CPEAOCTCHUA

Heuacro: Bosb B ropranu

)Ice.]'lyIIO‘{HO-KI/IIHe‘{H])Ie HapyuieHust

Yacro: Huapes, 3amop, pBoTa, TOIIHOTA, 00Jb B KMBOTE, B3AYTHE

JKHUBOTAa, JUCIICIICHUA

Heuacro: KenynouHo-kuiieyHble KpPOBOTEUEHUS, f3Ba  IKEIYAKA
(BKITFOUAS MHOXECTBEHHbBIE SI3BBI), s3Ba

JIBEHAILATUIIEPCTHON KUIIKH, TACTPUT

YacToTa HEU3BECTHA: D3o¢arut, nepdopaiys KelyJI0uHO-KUIIEYHOro TpakTal,

ocTpelif nankpeatut!

Hapymeﬂml CO CTOPOHBLI IMMEYCHHU U KETUYCBLIBOASAIIINX l'lyTeﬁ

Yacro: IToBbllIEeHHE YPOBHS TpaHCAMHMHA3
Heuacro: I'emaTtut, xonenuruas
YacToTa HEU3BECTHA: [MeyeHOUHAs HEIOCTATOUHOCTH!

HapyueHnus co CTOPOHBI KOKHM M IMOAKOKHBIX TKaHeH

Yacro: CelIib, 3y
Heuacro: Hapymienue nurmenTanuu
Penxo: JlexapcTBeHHAst CHIIIb C J03MHOMUINEH WU CHUCTEMHBIMU

nposiinenusimu (DRESS-cunapom)

YacToTa HEU3BECTHA:! Cunnpom CrtueHca-/[oHCOHAY, NEHKOIMTOKIACTHYECKHI

Backynut!, kpamuBHHIA!, MymsTH(QOpMHAs ~ spuTemal,

anoneumll, TOKCHUYECKUH BHH,Z[CpMaJ'ILHHﬁ HCKpOJII/I31

Hapymenusi co cTOpOHbI MOYeK U MOYEBBIBOASIIINX IIyTel

OudeHnsb yacro: IToBbIIEHNE KpEATUHUHA B KPOBHU
Yacro: IIporeunypus
Heuacro: Hapymiennss co  CTOpOHBI  IOYEYHBIX  KAaHAJIBILICB

(mpuobpereHHbIN cHHAPOM DAHKOHHM ), TIIUKO3YPHUS

21



COOTBETC TEI g ET (CMEPTHOMY OTYETY
oT &2 '|L'.:_"_|._._ Mz 21054
Yacrora HEM3BECTHA: Ocrpas R e eal Eﬁé‘hoc’faTOQHdchl

TyOyJIOMHTEPCTHIMANBHEIH  Hepput!, MoueuHOKAMEHHAs

60J'I€3HB1, HEKPO3 ITOYCYHBIX KaHaHBHeBl

O01mme HApPYLIEHUS U PeaKIUU B MeCTe BBeleHUs

Heuacro: [loBbilieHWE  TemmepaTypbl  Tena, OTEK, OLIyIICHUE

yCTajaocTu

! HexenarenpHple peakiin, OMMCHIBAEMBIC BO BPEMsl IOCTPETHCTPALIMOHHOTO ipiMeHeHns. Mudopmaris
0 HHX MOJyYeHA M3 CIIOHTAHHBIX COOOIIEHHHM, U1 KOTOPBIX HE BCET/Ia BO3MOXHO HAJCKHO OMPEICIUTh
YacTOTY WM TPUYHHHO-CICACTBEHHYIO CBS3b C BIMSHUEM JIEKAPCTBEHHOI'O Mpermapara.

2 OTMC‘IHHI/ICB TAXKEIIbIC q)OpMI)I, CBsI3aHHBIC C UBMCHCHUAMU CO3HAHUA B KOHTCKCTEC FI/IHCpaMMOHCMH‘ICCKOﬁ
3HIIC(pAIOTIATHH.

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKIII/If/'I

006 06pa3zoBaHMHU KEITYHBIX KaMHEN U CBA3aHHBIX OMJIMApHBIX paccTporcTBax coodmanocs y 2 %
nanueHToB. O MOBBIIIEHUH YPOBHS TPAaHCAMKHA3 IIEYEHH COOOIIANIOCh B KAUECTBE HEXKENATEIbHOM
peakuuu y 2 % nauuenTtoB. [loBblieHne ypoBHs TpaHcamuHa3 Oosiee yeM B 10 pa3 Bblllie BepXHEH
IPaHULIbI HOPMBI, KOTOPOE CBUJETENILCTBOBAJIO O renarute, Obuio HewacTbiM (0,3 %). B Teuenue
nepuojia IMOCTPETUCTPALMOHHOIO HpUMEHEHHUs JAedepa3srpokca CooOIalIoch O IMEYEHOUYHOU
HE/I0CTaTOYHOCTH, MHOTJAa CO CMEpPTEeNbHBIM HCX0J0oM (cM. pasnen 4.4.). B Tedenue mepuojna
MOCTPETUCTPALIMOHHOTO HA0JI0IeHNs OBUIM MOJIyYE€Hbl COOOIIEHUS O CIydyasix MEeTabOoIM4eCcKOro
amuo3a. Y OONBIIMHCTBA TAaKUX MAIlMEHTOB HAOIIOAaIach MoYeyHasi HeJOCTaTOYHOCTD, TIOYeYHAS
TyOynonatus (cuHapoM PaHKOHM), TUapest WIN COCTOSHUSA, IPU KOTOPBIX KHCIOTHO-LIETOYHON
JHCcOaNaHC SIBISICTCS. U3BECTHBIM OCIIOXKHEHHEM (cM. paszen 4.4.).

Crny4an cephe3HOr0 OCTPOro MaHKpeaTHTa HAOIOJAMCh Yy TAIMEHTOB 0€3 MOATBEepPKIECHHBIX
3a00NeBaHUN JKEITYHOTO My3bIps. Kak W B ciiydyae TpUMEHEHHs APYIHX XelaTopoB JKelesa,
CHIDKEHHE CllyXa U MOMYTHEHHME XpycTaluKa (paHHss CTaaus KaTapakTbl) HAOII0AaIMCh PEAKO Y
NalMEeHTOB, TIPUHUMABINUX Jedepasupokc (cM. pazaen 4.4.).

KnupeHc kpeaTuHMHA IIPH TOCTTPAHCH YIMOHHOM ITEPETPY3KE KEITE30M

B perpocnexktuBHOM Mera-aHanu3e 2102 B3pociablx u jgered ¢ Oera-TanmacceMuen c
NOCTTpaHC(HY3MOHHOM  MEeperpy3koil  skene3oMm, mosydaBmMX —jaedepasupokc B (opme
JTUCTIEPTUPYEMBIX TaOJETOK, B IBYX PaHAOMHU3UPOBAHHBIX U YETHIPEX OTKPBITHIX HCCIEIOBAHUSX
MPOAOJKUTENBHOCTBIO JI0 MATH JIET HaOMI0AAOCh CpeHEe CHIDKEHNE KIMpPEHCca KpeaTHHUHA Ha
13,2 % y B3pocisix (95 % JAU: ot -14,4 % no -12,1 %; n =935)u 9,9 % (95 % AU: ot -11,1 % 0o
-8,6 %; n=1142) y gereii B TedueHue nepBoro rojaa jeueHus. ¥ 250 naiueHToB, 3a KOTOPHIMU BEJIOCH
HaOMI0ZIeHHEe B TEUCHME J10 MATH JIET, JAJbHEHIIEro CHIXKEHHS CPEIHEro IMoKa3areis KIpeHca

KpeaTuHWHA HE HaOJI0aI0Ch.
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COOTBETC TEn'ET SKCTNEPTHOMY OTYETY

TaJlaCCEMUU

B wuccnenoBaHuM MPOMOHKUTETBLHOCTRIO |1 TOA y MAallMEHTOB C CHUHAPOMAaMU TPAHC(PY3HOHHO
HE3aBHCUMON TajllaCCEMUU U Teperpy3koi xkene3oMm (pacTBOpUMBIE TaONeTKU B J03€
10 MI/Kr/cyTKH) caMbIMH PacCHpOCTPAHEHHBIMU HEXKENaTeIbHBIMU SIBICHUSMHU, CBA3aHHBIMU C
MIPUEMOM HCCeayeMoro npemnapara, oeutn auapes (9,1 %), cemb (9,1 %) u tommora (7,3 %).
AHOMaJbHBIE 3HAYCHHUS YPOBHSI KpEaTHHWHA B CBHIBOPOTKE KPOBM U KIMpPEHCA KpeaTMHUHA
Habmonamuch y 5,5 % u 1,8 % mnanueHToB coorBeTcTBeHHO. [lOBBINIEHNE YPOBHS TpaHCAMUHA3
OoJee, yeM B 2 pasza 10 CPaBHEHUIO C UCXOIHBIM YPOBHEM, U B 5 pa3 BbIIIIE BEpPXHEH I'paHUIIbl HOPMBI,
ObLT0 3apeructpupoBaHo y 1,8 % manueHTos.

I[IpuMeHeHue y neren

B 1ByX KJIMHUYECKHX HUCCICIOBAaHUAX NehepasMpoKC HE OKa3all BIMSHUS HA POCT M IOJIOBOE
pa3BUTHE JCTEH, MOTyYaBIINX JCUYCHUE B TEUCHHUE JI0 5 JeT (cM. pasnen 4.4.).

V nereit B Bo3pacte ot 2 10 5 NeT Auapes HaOIro[anack yaiie, YeM y MOKHIIbIX MallHeHTOB.

O TtyOyrmomaruu MoYeK B OCHOBHOM COOOINANOCH y AETel M IMOIPOCTKOB ¢ OeTa-TajmacceMuei,
NOJy4aBIINX Jedepasupokc. BOIbIIMHCTBO COOOIIEHUI O CiIy4asx MeTaOOJIMYEeCKOro aim03a,
MOJYYCHHBIX B TIEPUOJI IIOCTPETUCTPALMOHHOTO HAOIIOICHHSI, OTHOCHJIACH K TMAllMEHTaM JIETCKOTO
BO3pacTa, y KOTOPHIX pa3BUiICS CHHIPOM DaHKOHHU.

Bbutn moydeHsl COOOMIEHHS O CIy4asXx OCTPOrO TAaHKpPEaTuTa, OCOOCHHO Cpeid MaIMeHTOB
JETCKOTO U MOAPOCTKOBOTO BO3pACTa.

COO6H.ICHI/IC 0 TOAO3PEBACMBIX HEKCIATCIIbHBIX PCAKITNAX

BaxxHo cooOmarb 0 MOJO3pEBAEMBIX HEXKENATENbHBIX pEaKIUsAX I[0Clie PEerucTpaluu
JICKApPCTBCHHOT'O Ipfriapara C LEJIbIO oOecrieyeHus HETIPCPLIBHOI'O MOHUTOPHWHIa COOTHOIICHUA
«II0JIb3a - PHCK» JICKAPCTBCHHOI'O IIpfIiapara. Me,ZLI/II_II/IHCKI/IM pa6OTHI/IKaM PEKOMCHAYCTCA
COO6H_IaTB 0 JIFOOBIX MMOoAO3pCBACMBIX HEKCIIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOTO IIpCIIapara 4€pe3
HAIIUOHAJIBHBIC CHUCTEMBI COO6HIGHI/I5[ 0 HCXKCIATCIbHBIX PEAKIUAX TOCYdapCTB - YJICHOB
EBpazniickoro 3K0HOMHYECKOT0 CO03a.

Poccniickas @enepanvs

DdenepanbHas city:x0a 1o Hag3o0py B cdepe 3apaBooxpanenus (PoczapaBrHanzop)

Anpec: 109012, r. MockBa, CraBstHCKasl TIIOIIaab, 1. 4, cTp. 1

Ten.: +7 (800) 550-99-03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B I/IH(I)OpMaI_II/IOHHO-TCHCKOMMYHI/IKaLII/IOHHOﬁ CCTN «I/IHTCpHCT»Z
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka
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CHUMOTOMBEI

OTmeueHbl ciaydau NEepefo3UpOBKH JedepasupokcoM (MpHeM B TEUCHHE HECKOJBKUX HENelb B
no3e, B 2—3 pasa npesblaroneil pekoMeHayeMyo). B o1HOM U3 ciiydaeB rnepeo3upoBKa rpuBesa
K Pa3BUTHIO CYOKIIMHMYECKOTO remaruta. [Ipu mpekpamieHuy Tepanuy MpernapaToM MPOSBICHHS
rernaTuTa KyImupoBaIUCh 0€3 pa3BUTHUSI OCIOKHEHHUH B OTHAJICHHOM riepuoze. [Ipu oqHoKkpaTHOM
npueme aedepasupokca B BUIE AUCIEPrUpyeMbIX Ta0neTok B o3¢ 80 MI/Kr Macchl Tena (4To
COOTBETCTBYET J103¢ Niehepasupokca 56 MI/KT B BUJIE TAOIETOK, MOKPBITHIX MJICHOYHOM 000JI0UKOH )
y TAIMEHTOB ¢ B-TaJlacCeMHel C MEeperpy3Koil Kele30M OTMEYEHa XOpOoIlask MePeHOCHMOCTh C
pa3BUTHEM CIIA00BBIPAKEHHON TOIHOTHI U TUapeH. 30POBbIE JOOPOBOIBIIBI XOPOIIO MIEPEHOCHITN
OJIHOKpaTHBIN TipueM Jedepa3supoKkca B BUIC TUCTICPTUPYEMbIX TabIeToK B g03€ 10 40 MI/KT (4TO
COOTBETCTBYeT Jj03¢ jaedepasupokca 28 MI/KI B BHUAC TaOJIETOK, IOKPBITHIX IUICHOYHOM
000JI0YKOH).

[lpu mepeno3upoBKe BO3MOXKHO Pa3BUTHE CICAYIONIMX OCTPHIX CHMITOMOB: TOIIHOTA, PBOTA,
rojioBHasi 007k, Auapes. OTMEUEHBI Ciydan HapylIeHUs (QYHKIUHU MMOYEK W NIEUYEHH, B TOM YHCIC
CIIy4aW TIOBBIIICHUH YPOBHS TICUCHOUYHBIX (PEPMEHTOB M KPEATHHHHA C WX IOCJICIYIOIINM
BOCCTAaHOBJICHHEM TIOCJI€ OTMEHBbI Tepanuu. OmuOOYHO HA3HAYCHHBIM OJIHOKPATHBIN MpUEM
npenapata B g03¢ 90 MI/KT mpuBel K pa3BUTHIO cuHApoMa DaHKOHM C MOCIEAYIOINIUM
pa3penieHneM 1ociie OTMEHBI TEPaITHH.

Jleuenune

Crierpuduueckoro aHTHI0TA 11 Jedepa3upoKca He CYIIeCTBYeT.

I/IH,I[YI_[I/IpOBaHI/Ie PBOTBI UJIK ITPOMBIBAHHE KCITyAKA,; CUMIITOMATUYCCKAs TCpaIlnsl.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

®dapMakoTepaneBTUYECKas TPYIIa: MpoUune JIedeOHbIE CPEICTBA; KEIE30CBI3bIBAIOIIIE CPEICTBA.
Kox ATX: VO3ACO03

MexaHus3Mm JIENCTBUS

Hedepazupokc sBISETCS KOMIUIEKCOOOPA3YIOIUM TPOWHBIM JIUTAHAOM ISl TpUEeMa BHYTPB,
o0namaromuM BBICOKHUM cpoacTBoM Kk skene3y (II) u cBs3piBarommuM ero B cooTHomieHu# 2:1.
Hedepasupokc ycHUIMBAET OKCKPELIMIO Kele3a, MPEUMYIIECTBEHHO 4Yepe3  KHIIEYHHK.
Hedepazupokc 061agaeT HU3KUM CPOJICTBOM K IIMHKY U MEJTM U HE BBI3BIBAET CTOMKOTO CHUKCHUS
COZACPpIKAaHNA OTUX METAJIJIOB B CBIBOPOTKE KPOBH.

dapmakoauaamuyeckue d3PHeKTol

B uccrnenoBannu oOMeHa xele3a y B3pOCIbIX MAlMEHTOB C J-TallacCEMUEH ¢ MOCTTpaHCHy3HOHHOM

Meperpy3Koi jKeJIe30M MpHu IpUMeHEeHUH nedepasupokca B CyTOUHbIX q03ax 10 mr/kr, 20 Mr/kr u
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40 wmr/kr (B BHJIE IUCIEPTHPYEMBIX TaOJIETOK cpeﬂH%I:B;b%%ﬁJﬂEgk&ge'uﬁﬁ l)I(IelJ'IIéSa

cocraBnsiia B cpeadem 0,119 mr Fe/kr, 0,329 mr Fe/kr u 0,445 mr Fe/kr macchl Tena B CyTKU
COOTBETCTBEHHO.

Kinuanueckas 3¢ dekTHBHOCTE U 0€30I1aCHOCTh

HccnenoBanus KIMHUYECKOW O€30MacHOCTH MPOBOMWINCH 1 nedepasupokca B ¢dopme
JUCTIEPTUPYEMBIX TaOIETOK.

Dddexter medepaszupokca uccnenoanu y 411 B3pocnbix manueHTOB (B Bo3pacte > 16 ner u
crapme) u 292 nereit (B Bo3pacte oT 2 1m0 16 J€T) ¢ XpOHHUYECKON MEPETrpy3KOH IKEIe30M
BCJICZICTBHE TIEpEIMBaHUN KpoBH. 52 peOeHka Obuid B Bo3pacTe OT 2 10 5 yier. OCHOBHBIMH
3a00JeBaHUAMH, TPEOOBABIIMMHU TIEPEIMBAHUS KPOBH, OBbLIM OeTa-TanmacceMus, CEpIIOBHIIHO-
KJIETOYHAs] aHeMHUsI U JIPYTUe BPOKICHHBIE M MPUOOPETECHHBIE aHEMUU (MUEIIOAUCIUIACTHYECKUE
cunApombl, cuuapom Jaiimonaa-biskdena, anmacTHueckyl0 aHEMHUIO U JPYTHe€ OYEHb PElKHe
aHEMUN).

ExxemneBHOE puMeHeHue nedepasupokca B go3ax 20 mr/kr u 30 MI/Kr B BHJIE TUCTICPTUPYEMBIX
TabJIETOK B TEYCHUE OJTHOTO I'OJIa Y B3POCIBIX H JIeTel ¢ B-Tanaccemueii Ha (hOHE MPOJOIHKAIOIIIXCS
reMoTpaHc(y3uii MPUBOAUIO K YMEHBIIIEHUIO 3a11acoB OOIIEero Kelie3a B OPraHu3Me; CoAepKaHue
xenesa B neuenu (CXKII) cumxkanocs B cpenrneM coorBeTcTBeHHO outH Ha 0,4 mr Fe/r u 8,9 mr Fe/r
CyXOTO BEIIECTBA [TeYEHH!, KOHIICHTpalusl (heppUTHHA B CHIBOPOTKE KPOBH YMEHbBIIIAJIACh B CPEAHEM
NOYTH Ha 36 MKI/1 1 926 MKI/JI COOTBETCTBEHHO.

[Ipu npuMeHeHun npenapara B TeX ke J03aX COOTHOILIEHUE SKCKPEIUH Kelle3a K MOCTYIJIEHUIO
JKene3a B opraHusm coctaisuio 1,02 (4ro sBIsieTcs moKazareieM HOpMalbHOTO OanaHca jkeses3a)
u 1,67 (4TO COOTBETCTBYET IOBBIIIEHHOMY BBIBEIEHUIO Xeje3a U3 opranusma). [logoOHbIi
TepaneBTUYECKU OTBET HaOJIoJalncs MpH NpPUMEHEHUH JAedepasupokca y MAlUEHTOB C
neperpy3Koi >Keine3oM M Ipu Apyrux tumax aHemuil. [Ipumenenue aedepazupokca B CyTOUHOU
no3e 10 Mr/kr B BUAE AWUCIEPTUPYEMBIX TaOJETOK B TEYEHHE OJHOrO To/a TO3BOJISIO
noanepxuBath B HopMme CXKII, koHnenTparuio pepputuHa B CBIBOPOTKE KPOBU U CITIOCOOCTBOBAJIO
JTOCTHXKEHUIO OarnaHca »ene3a (paBHOBECUS MEX]y IMOCTYIUICHHEM M BBIBEICHHEM XKele3a) y
MAIMEHTOB, PEIKO TMONydYaloluX TeMoTpaHchy3un wWin OOMEHHBIC TepeTrBaHUs KpPOBH.
[TockonbKy KOHIIEHTpaUs GEepPUTHHA B CBIBOPOTKE KPOBH, OIIpeIessieMast eXXeMecsSuHO, OTpakana
n3meHenuss CXKII, nuHamuka KoHIEHTpanuu (EPPUTHHA B CHIBOPOTKE KPOBHU MOXKET SIBIIATHCS
KpuTepueM Juisi OUEHKH dS(PdeKTHBHOCTH Tepanuu. OrpaHUYCHHBIC KIMHWUYECKUE JTaHHbBIC
(29 manmenTOB ¢ HOpMaabHOM (YHKIMEH cepialla B UCXOJHOM COCTOSHHUH) C MPUMEHEHHEM
MarHUTHO-pe30oHaHcHOU Tomorpaduu (MPT) nmokassiBatoT, 4To jeueHue aedepasupoKCcoM B J103€
10-30 mr/kr/aens (B popMe AUCTIEPTUPYEMBIX TaOJIETOK) B TeUCHHUE | TO/Ia MOXKET TaK)KE€ CHIDKATH

ypOBeHb keie3a B cepaiie (B cpeanem MPT T2* yeennuuBaercs ¢ 18,3 10 23,0 mcek).
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OCHOBHOM aHaliM3 B OMNOPHOM CPAaBHUTEIHLHOM Hccnenéﬁﬁﬁﬁg%%gmt@é%: Ea_f'I_IIlIBIFII'I: B,

CTpajgaronmux Oera-TayiacceMueil u TpaHC)Y3MOHHOW TeEperpy3KoW jKeleza, He MOATBEPIHII
MPEIOJIOKEHUE O TOM, 4TO Jedepasupokc B GopMe IUCIEPTUPYEMBbIX TaOJIETOK OOIamaeT He
MeHbIIel 3hdexTuBHOCTRIO, YeM nedepokcamuH. Pe3ynbTaTbl peTpOCHEKTHBHOIO aHaIM3a,
MPOBEJICHHOIO B XOJie¢ JTAaHHOTO HCCIIEOBaHMs, CBUAETEILCTBYIOT O TOM, YTO B MOJATpYIIIe
NAIMEeHTOB C IMOKa3aTeNIsIMU KOHIIGHTPAllMK jkeie3a B meueHn > 7 mr Fe/r cyxoro BemiecTBa,
NpUHUMABIIUX Aedepasupokc B popMe AucnepriupyeMbix TadbneTok (B qo3ax 20 u 30 Mr/kr) wim
nedepoxkcaMuH (B go03ax oT 35 g0 > 50 Mr/kr), ObLIM JOCTHTHYTHI KPUTEPHH HE MEHBIIEH
s¢dextuBHOCTH. OHAKO B MOATPYIIE MAalMEHTOB C MOKa3aTeNIMU KOHIICHTPAIUU >Kejie3a B
neuenun < 7 mr Fe/r cyxoro BemiecTsa, MPUHUMABIIMX Jedepa3supokc B HopMe TUCTIEPTUPYEMBIX
tadseTok (B mo3ax 5 u 10 mr/kr) nimm nedepokcamur (B go3ax ot 20 g0 35 MI/KT), HE MEHBIIas
3¢ exTUBHOCTD HE ObLIa yCTaHOBJICHA BBUY AUcOanaHca MEXIy J03aMHU ABYX XEJIaTOPOB JKee3a.
Brineonucanupiii AucOanaHc BO3HUK B CBSI3M C TEM, YTO IMALMEHTHI B TPYIIE NPUMEHEHUS
nedepokcaMrHa MOTJIM IPUHUMATD TMPerapar B TeX K€ 033X, B KOTOPBIX OHU €r0 MPUHUMAIIH JI0
BKJTIOYCHHUS B UCCIIEIOBAaHME, JJAJKE €CIIM MX 1032 MPEBhIIIalia TAKOBYIO, YKa3aHHYIO B ITPOTOKOJIE
uccienoBanus. B 5 ToM onmopHOM HMcclen0BaHUU MPUHSIN y4acThe 56 MalleHTOB B BO3pacTe 10
6 ner, 28 U3 KOTOPBIX MoOdy4alu Aedepasupokc B hopMe AUCTIEPTUPYEMBIX TaOJIETOK.

Pe3ynbraThl DOKIMHHYECKMX W KIMHHYECKHX HCCIIEAOBAHUI CBHIETEIBCTBOBAIA O TOM, YTO
nedepasupokc B GopMe IAUCIEPTUPYEMBIX TaOJIETOK MOXKET OBITh TAaKUM JK€ aKTHBHBIM, KaK
nedepoKkcaMuH, MpU UCTIOJIB30BaHUM /103 B COOTHOIIEHUH 2:1 (T. e. 103a nedepaszupokca B hopme
JUCTIEPTUPYEMBIX TabJIETOK COCTABIISET MOJIOBUHY J103bl JedepokcaMuHa). MOXKHO pacCMOTPETh
BO3MOKHOCTh PUMEHEHHUsI e epazupokca B popme TabIETOK, MOKPHITHIX INIEHOYHOM 000JI0UKOH,
B 7I03aX, B YHCIEHHOM OTHOILICHHWU B 3 pa3a MPEBBINIAIONINX TAKOBYIO Ae(epoKcaMuHa, TaKk Kak
no3a nedepasupokca B popme TaOIETOK, MOKPHITHIX IUIEHOYHONH OOOJOYKOH, COCTABISET OAHY
TpeTh OT J03bl JedepokcamuHa. OAHAKO 3Ty PEKOMEHJAIMI0O B OTHOIIEHWH JO3MPOBKH HE
OIIEHUBAJIM TIPOCTIEKTUBHO B PaMKax KIMHUYECKUX UCCIICAOBAHMM.

Kpowme Toro, y naineHToB ¢ KOHIIEHTpalMe kese3a B neyeHu > 7 mr Fe/kr (cyxoro BeliecTna) ¢
pasHbBIMH pPEIKHMMHU BUJAAMH aHEMHH WM CEpPIOBUAHO-KIECTOYHOW aHeMHel NpUMEHEHHe
nedepasupokca B popMe AucreprupyeMbix TadneTok B 1o3e 10 20—30 MI/Kr BbI3bIBAJIM CHUKEHUE
KOHIICHTPAIIMH JKeJie3a B TICUCHH B YPOBHS ()EPPUTHHA B CBIBOPOTKE, COTIOCTABIUMBIE CO CHIDKEHUEM
JTAHHBIX TI0Ka3aTeNell y ManueHToB ¢ OeTa-TanacceMuen.

Cpenu 225 nanueHToB ¢ MUEJIOAUCIIIIACTUYECKUM CUHAPOMOM (HU3KHUI/CpelHUuil ypOBEHb pHCKa)
U TIOCTTpaHC(PY3MOHHOM Meperpy3koil >xene3oM ObUIO IMPOBEACHO IUIAe00-KOHTPOIUPYyeMOe
paHIOMU3UPOBAHHOE  HccleloBaHue.  Pe3ynpTaThl  3TOrO  HMCCIENOBAHMUSI  [O3BOJISIIOT

MPEIOJIOKUTh, YTO AePepasHupOKC OKa3bIBACT IOJOKHUTEIbHOE BIMSHHE Ha OECCOOBITHITHYIO
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BekuBaeMocTh (EFS, xomOmHMpOBaHHas KOHeYHAsS TOqKS, ';%IME%EEQE%'&BH}I&P 'I:I!]'II/I

NevYeHu 0e3 CMePTENBHOrO MCX0/1a) U YPOBEHb (eppuUTHHA CHIBOPOTKU. [Ipoduns Ge3omacHocTH
COOTBETCTBOBAJI MPEABIAYIIUM UCCIAEAOBAHUSAM Y B3POCIBIX MAIMEHTOB C MUEJIOAUCIIACTUYECKUM
CUHJPOMOM.

B o0GcepBaninoHHOM HCCIIEIOBAaHUY TUTEIHHOCTBIO 5 JIET, B KOTOPOM 267 JIeTel B BO3pacTe OT 2 10
< 6 neT (Ha MOMEHT BKJIFOUEHHS B UCCIICAOBAHKE) C TPAHC(HY3HOHHBIM T€MOCHIEPO30M IMOTydalIn
nedepasupokc, He OTMEYAOCh KIMHHYECKH 3HAUYMMBIX pasiuuuii B mpoduie 0e30macHOCTH U
MEePEeHOCUMOCTH Jedepa3supokca y eTell B Bo3pacTe oT 2 10 < 6 JeT B CpaBHEHUHU C OOIUIeit
MOMYJISIIIEH B3POCIIbIX MAIIMEHTOB U JETeH, BKIII0Yasi MOBBIIIEHUS! KPEaTUHUHA CHIBOPOTKHU > 33 %0
U BBIILIE BEPXHEW I'PaHULIBI HOPMBI IIpU 2 U OoJiee mocienoBaTesbHbIX onpenenenusax (3,1 %) u
yBEJIMYCHUE YPOBHS ataHnHaMUHOTpaHcepasbl (AJIT) ¢ mpeBbleHeM BepXHEH IpaHUIIBI HOPMBI
6onee yem B 5 pa3 (4,3 %). Enunnunsie sBinenus nossimenus AJIT u acnmapratamunoTtpancdepasbl
ormeuanuch y 20,0 % u 8,3 % u mauueHToB COOTBETCTBEHHO M3 145 manueHToB, 3aBEpLIMBIINX
UCCJIEJIOBAHHUE.

B xone uccienoBanusi, IpoOBEIEHHOTO Ul OLIEHKK Oe30macHOCTH Aedepasupokca B TabieTkax,
MOKPBITHIX IJIEHOYHOM 000J0YKOM, U B AUCIIEPTUPYEMBIX TabieTkax, 173 B3pocibIX MalueHTa u
pebeHka ¢ TpaHC(Py3MOHHO 3aBUCHUMON TalacceMUel WIM MHUETOJUCIIACTUYECKHM CHHIPOMOM
nojyyanu JjedeHue B TeueHue 24 Henenb. [Ipodunu Oe3omacHocTH TaOJIETOK, MOKPBITHIX
MJICHOYHON 000JIOYKOM, ¥ TUCTIEPTUPYEMBIX TaOJETOK OBLITU COMTOCTABUMBIMH.

Y manueHToB ¢ TpaHC(PY3MOHHO HE3aBUCHMBIMH CHHAPOMAMH TallaCCEMHHM U TEperpy3Koi
Kene3oM JieueHue naedepasupokcoM B (opMe AUCTIEPTHPYEMBIX TaOJIETOK OIICHHBAIOCH B
OJIHOJIETHEM PaH/I0MU3UPOBAHHOM JIBOITHOM CIIENIOM IIale00-KOHTPOIMPYEMOM HccieioBaHuu. B
XO0JI€ JTAHHOTO WCCJIEIOBaHUSI CpPaBHUBAIH J(PQPEKTHUBHOCTH JIBYX Pa3HBIX PEKHUMOB JICUCHUS
nedepasupokcoM B popMme TUCTePrUpyeMbIX TabneTok (HadaiabHbIe 1036l 5 U 10 MI/Kr/cyTKH, 1Mo
55 manueHToB B KaXJOW IpyIIe JICUEHHUs) U COOTBETCTBYIoLIero rmianebo (56 manueHton). B
uccie[oBaHue ObLIO BKIIIOUEHO 145 B3pocnbix nanueHTa u 21 pedeHok. OCHOBHBIM MapamMeTpoM
s dexTuBHOCTH OBUTIO M3MEHEHHE KOHIIEHTPAIUH Kelie3a B MEYEHU MO0 CPABHEHHIO C MCXOIHBIM
ypoBHeM nocie 12 mecsieB nedeHus. OMHUM U3 TOTOTHUTENbHBIX MapaMeTpoB 3PGEKTUBHOCTH
OBLIIO M3MEHEHUE YpOBHS (PeppUTHHA B CHIBOPOTKE KPOBU C UCXOIHOTO YPOBHS JO YETBEPTOTO
kBapTana. [Ipumenenue aedepazupokca B popme AUCIIEPTUPYEMBIX TabJETOK B HayalbHOW J03€
10 Mr/Kr/cyTKM MPUBOJMIIO K CHIDKCHHIO OOIIETO COJACpIKaHMS *Kelle3a B opranu3me. B cpemHem,
33 KOHIIEHTpaIus Kene3a B MeyeHn cHuxkanack Ha 3,80 mr Fe/r cyxoro BemecTBa y MaueHTOB,
NpUHUMABIIUX JAedepasupokc B ¢GopMe TUCHEPTUPYEMBIX TabIeToK (B HadalbHOW J03€
10 mr/xr/cyTtkn) u noseicunack Ha 0,38 mr Fe/r cyxoro BemiecTBa y ManueHTOB, MPUHUMABIITHX

mare6o (p < 0,001). B cpeanem, ypoBeHb eppUTHHA B CBIBOPOTKE KPOBU CHU3MIICS Ha 222,0 Mr/mn
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y TaIMEeHTOB, MPUHUMABIIUX Acedepasupokrc B popme ﬂncﬂgglrﬁp%gl 'ﬂé@féﬂé%’g _trlaml'f',ﬁbﬁ

no3e 10 Mr/kr/cyTku) v oBbIcuIics Ha 115 MKI/n y manueHToB, npuHuMaBiuXx miame6o (p < 0,001).

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

TabyeTku, TMOKpHITHIC IUICHOYHOUW oOonoukor (mpenapar Jedepasupoke KaHoH), sBISrOTCS
JICKapCTBEHHOH Qopmoii nedepasupokca ¢ Ooublieid OHMOJOCTYIMHOCTBIO TIO CPABHEHHUIO C
nedepasupokcoM B JIEKapCTBEHHOW ¢opMme aucrieprupyembie Tadnetku. Jledepasupokc B
no3upoBke 360 mr B ¢dopMe TaOIETOK, MOKPBITBIX TUIGHOYHOM 00071049K0il (mpemapar
Hedepasupokc KaHOH), 5SKBHBaJIGHTeH 103upoBKe jaedepasupokca 500 mr B dopme
JIUcIieprupyemMeix Tadsietok B otHomennn AUC, onpeaensemoii Hatommak. Cmax yBeIMUMBaJIach Ha
30 % (90 % OU: 20,3 %—40,0 %), oqHaKo KIMHUYIECKU 3HAYMMBIX d(D()EKTOB BEISBICHO HE OBLIO.

AOGcopouus

JHedepasupokc B BHJIE TUCIIEPTUPYEMBIX TAOJIETOK XOPOIIO BCACHIBACTCS IMOCIIE MPUEMa BHYTPb,
CpeaHee BpeMs JOCTHKEHHS] MaKCUMAlIbHOW KOHIIGHTPALMU B IIa3ME KPOBH (tmax) COCTABIISET
okoJo 1,54 4. A6comrorHas 6uogoctynHocts o AUC nedepasupokca B BUAC TUCTIEPTUPYEMBIX
TabJIETOK TpH TpHeMe BHYTPh cocTaBisieT okojo 70 % TO CpaBHEHHIO C BHYTPHUBEHHBIM
BBEJICHUEM. AOCOJNIOTHAasE OHOJOCTYHMHOCTh Jedepasupokca B BUjae TaOJICTOK, IOKPBITHIX
IUICHOYHOW O00OJIOYKOM, HEe H3y4aiach. BHOJOCTYHMHOCTH naedepasupokca B BHJIEC TaOJICTOK,
MOKPBITHIX TUICHOYHOM 000J10uKoii, BhIie Ha 36 % 10 cpaBHEHUIO ¢ nedepa3spoOKCOM B BHJIE
JTUCTIIEPTUPYEMbIX TaOJIETOK.

[Tpu npumenenuu nedepasupokca, TaOIETKHU, MOKPHIThIE ITUIEHOYHON O0O0JOYKOM, Y 310POBBIX
JTOOPOBOJIBIIEB HATOIAK BMECTE C MUIIECH C HU3KUM COJIEP>KaHUEM KUPOB (COAEp)KaHHE JKUPOB
< 10 % xanopwuii), AUC u Cmax He3HaUUTEIIBHO CHIXAITUCH (Ha 11 % 1 16 % COOTBETCTBEHHO); C
MUIIEH C BBICOKUM COJIepKaHueM KUpOB (coaeprkanue xkupoB > 50 % xamopuii), AUC u Cmax
Bo3pactanu (Ha 18 % u 29 % coorBercTBEeHHO). D deKT moBbIIeHUs Cmax BCIEACTBUE CMEHbI
JIeKapCcTBEHHON (HOPMBI M MPUMEHEHUS C MUIIEH, CoJepsKalleil BBICOKUN MPOLEHT KHUPa, MOKET
CYMMUpOBaThcs, odToMy Tipeniapat Jledepasupokc KaHoH creayer MpuMeHSATh HATOIIAK FITH C
JIETKOU ITHIIEH.

Pacnpenenenue

Jedepa3upokc B BBICOKOW CTENEHU CBA3BIBACTCA € Oenkamu Tuia3mbl KpoBU (99 %), moutu
UCKJIIOYUTENbHO C allbOyMHHOM; HMMEeT HeOONbIION KaXyluics oO0beM paclpeieneHus —
MpUOIM3UTENBHO 14 71y B3pOCTBIX.

Buorpancdopmarus

['maBHBIM myTeM MeTabonm3ma Aedepasupokca SBISETCS TIIOKYPOHHPOBAHHE C IMOCIETYIOIIEH
JKCKpernuen ¢ xkemublo. Jledepasupokc moaBepraeTcsi SHTEPOTeNaTHYeCKOW PelUpKYISAIUU.

[TporcxoauT AEKOHBIOTAIUS TIIOKYPOHATOB B KMINIEYHUKE M TOCIEAYyIOMas ux peadcoporms. Y
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nedepazupokca, AUC nedepasupokca cHmkantach Ha 45 %.

Jedepazupokc moasepraeTcs NIIOKYPOHUPOBAHUIO r1aBHBIM 00pa3oM ¢ momornisio UGT1ATL (VI'T
cemerictBa 1, momunenTua Al) u B mensient crenienn — UGT1A3 (VI'T cemeiicTBa 1, monumnentu
A3). In vitro wHe wHabmromanoch HMHrHOMpOBaHHS  MeTaboim3Ma  Aedepasuporca
THJIPOKCUKApOaMUIOM.

DJIMMHUHALMS

Hedepazupokc u ero MeTaboIUThl BHIBOAATCSA MPEUMYIECTBEHHO uepe3 KulneyHuk (84 % 1no3bl).
[Toueunast sxckpeuust nedepazupokca U ero MeradboiauToB MuHuMaibHa (8 % mo3bl). CpenHuit
nepuoa nonysbiBeneHus (T1/2) Bappupyet ot 8 10 16 4. B akckpennn aedepazuporca ¢ Kerdbro
yuacTBYIOT TpaHcnopTHble 6enku MRP2 u MXR (BCRP).

JIn"elHoCTh (HEIUHENHOCTS)

Cmax 1 AUCo 24« Tedepaznpokca yBeInUUBaIOTCS MPUOIM3UTEIBHO JTMHEHHO C IOBBIILIEHUEM J103bI
B PaBHOBECHOM COCTOSIHMH. [IpM MHOTOKpPAaTHOM BBEACHUHU OSKCIO3UIMS YBEIUYHUBACTCS C
ko3 unmenTom kymysinuu 1,3-2,3.

Oco0ble rpynnbl NalueHTOB

Iemu

O6mas GuomocTynHOCTh Aedepazupokca y moapocTkoB (oT 12 mo < 17 ner) u nmereit (ot 2 1o

<12 ner) mocie OJHOKPATHOTO M MHOTOKPATHOTO MPHEMOB ObIIa HHXE, YeM Yy B3POCIBIX
HalMeHToB. Y neTei miajie 6 jgeT 6MoA0CTYIHOCTh HUXke Ha 50 %, yeM y B3pOCIIbIX, OJJHAKO 3TO
HE UMEET KIIMHUYECKOTO 3HAYEHHUs, ITOCKOJIBKY PEKUM J03MPOBaHUs IIpernapaTa yCTaHaBIMBAIOT
HHIUWBHUIYAJIBbHO.

Ilon

VY JKeHIIMH KaxyIIUHcs KIUpeHe nedepasupokca ymepeHHo Huwke (Ha 17,5 %), yeM y MyXuuH.
ITockonpKy 103MpPOBaHUE KOPPEKTUPYETCS MHANBUIYAJIbHO B 3aBUCUMOCTH OT OTBETA, 0>KHJIAETCH,
YTO 3TO HE JOJPKHO UMETH KIIMHNYECKHX HOCHGHCTBHﬁ.

Jluya noowcunozo eéospacma

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

Iloueunas u neueHouHaAsl HEOOCMAMOYHOCb

VY nmanueHToB ¢ HapylIeHUSMH (QYHKIHMH MoYeK (papMakoKWHETHKa Jedepasupokca He M3ydeHa.
IToBbIIIEHNE YPOBHS TPAHCAMHUHA3 ITIEYEHU JIO0 S-KPATHOTO IPEBBIIICHNS BEPXHEN IPAHUIIBI HOPMBI
HE BIUSUIO Ha (PapMaKOKHHETUKY Jedepazupokca.

B Xozme KIMHMYECKHX HMCCIEIOBAHUN C MCIIOIB30BAHMEM OJHOKPATHBIX 703 jAedepasupokca B
dopme aucneprupyeMbix TabneTtok 20 MI/KI CpeiHss BEIWYMHA SKCIO3ULIMU Ipernapara

noBbIcuiIach Ha 16 % y manueHTOB ¢ HE3HAUUTENbHBIM HapylieHHneM (yHKLIWU meueHu (Kiacc A
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no kinaccudukanuu Yanna-I1e0) u vHa 76 % y na meHTOB'U%e%%ﬁh“gm&e&%{fﬁﬁﬁhn

neyeHn (xkinacce B mo kmaccudukanuu Yaina-I1p10) OTHOCHTEIHHO TIOKa3aTelield MAIlMEHTOB C

HOpMaJIbHOU (YyHKIMEH NeueHH. Y MAIMEeHTOB C He3HAYUTEIbHBIM MM YMEPEHHBIM HapylIICHUEM

byHkun neyeHu cpeanee 3HaueHue Cmax Aedepazupokca moBbicuiioch Ha 22 %. Y omgHOro

HalUEeHTa C TSHKEJBIM HapylleHHeM (YHKIUU MedeHu (K

acc C nmo knaccudukanuu Yaina-I1sro0)

BEJIMYMHA YKCIIO3UIIMH TIperapaTa NoBbIcuiIach B 2,8 pasa (cM. paszuensi 4.2. u 4.4.).

6. PAPMAIIEBTUUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

AHopo mabremku

Kpemuus 1MOKCH KOJITTOUAHBIN

Kpockapmenno3a Harpus

Marnus cteapar

IToBunmon K-30

[Tonokcamep 188

[enmrono3a Mukpokpuctanueckas (tun 102)

Obonouka mabremxu

['oToBas miueHo4yHas 00o0uYKa royry0as, B TOM YHCIIe:
['unposno3a (ruApOKCUIPONIIILIEIITION03A)
['unpomenosa (ruIpOKCUTTPONTHIMETHIILIEIIIIOI03a)
Tanpk
Tutana auokcun (E171)
Kpacutens 6pumnantoBsiii cunuii (E133)
Kpacutens xene3a okcun yepnsiii (E172)

6.2. HecoBmecTuMOCTD

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs)

2 roza.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHCHUH

XpaHuTth nipu Temneparype He Boiie 25 °C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKHU

Jledbepaszupokc Kanon, 90 mr, TableTKH, MOKPBITHIE INIEHOYHONW 000JI0UYKOM

ITo 10, 15 nnu 30 TabeTOK B KOHTYPHYIO SIUEHKOBYIO YIIAaKOBKY U3 TUIEHKU MOJIMBUHUIXJIOPUIHON

win [IBX/TIBAX u ¢onbru amoMUHUEBO e4aTHON JTAKMPOBAHHOM.
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ITo 90 Tabnerok B OaHKY MOJUMEPHYIO IS JIEK CTBeHH%(':'é%gEQQ |1_;1"3‘ %%HBE& HU3KOTO

JIABJICHUS WIK TIOJIMATUIICHTEpedTanaTa, yKyIOpeHHYIO KPBIIIKON 13 noaustiiieHa (25 % I[IOH/
+ 75 % I19B/I niau HU3KOTO 1aBJIEHUS) UIIU TOJUIPOIINIICHA.

ITo 3, 9 KOHTYPHBIX SYEHKOBBIX YIMaKOBOK 1Mo 10 TabiaeTok miau 1o 2, 6 KOHTYPHBIX SYCHKOBBIX
YIakoBOK 1o 15 TabneTok, win no 1, 3 KOHTYPHBIX SYEHKOBBIX YIakoBKH 10 30 TaGIeTOK, WK 110
1 GaHke MoONMMEpPHOU ISl JIEKAPCTBEHHBIX CPEACTB BMECTE C JIMCTKOM-BKIJIAJIbIILIEM IOMELIAIOT B
[a4yKy U3 KapTOHA.

Jledepasupokc Kanod, 180 mr, TaOJIETKH, ITIOKPHITHIE INIEHOYHON 000JI0YKON

ITo 10 wmm 15 TaGaeTOK B KOHTYPHYIO STYCHKOBYIO YITAKOBKY U3 IUICHKH MTOJTMBUHUIXJIOPUIHON UITH
[MIBX/TIBAX u ¢oabpru amOMUHHEBOH IMEYaTHOM JTAKHPOBAHHOM.

[To 90 Tabnerox B OaHKy MOJMMEPHYIO IS JIGKAPCTBEHHBIX CPEJICTB U3 MOJIMITUIICHA HU3KOTO
JABJICHUS WIH TOJIMATUIICHTepedTaNaTa, YKYIOPEHHYIO KPBIIIKOW u3 nmoimdtuieHa (25 % IIOH/]
+ 75 % [19B/1 vy HU3KOTO JaBIEHUS ) UITU TOJUIPOIIIICHA.

ITo 3, 9 KOHTYPHBIX SYEHKOBBIX yMaKoOBOK 1Mo 10 TabieTrok wiu 1no 2, 6 KOHTYPHBIX SUYEUKOBBIX
YIIaKOBOK 1O 15 TabneTok, wiu nmo 1 6aHke MOIMMEPHOH Ui JIEKAPCTBEHHBIX CPENICTB BMECTE C
JUCTKOM-BKJIAJIBIIIIEM TIOMEUIAIOT B MaYKy U3 KapTOHA.

Jledepasupokc Kanos, 360 mr, TaOJIETKH, IIOKPLITHIE INIEHOYHON 000JI0YKON

ITo 10 nnu 15 TabiieTok B KOHTYPHYIO SIMEHKOBYIO YIAKOBKY U3 IJIEHKH MTOJIMBUHUIXJIOPUIHON UITH
[MIBX/TIBAX u ¢onbru antoMUHUEBOM NI€UaTHOM JTaKUPOBAHHOM.

ITo 90 Tabnerok B OGaHKy MOJMMEPHYIO JUIS JIEKAPCTBEHHBIX CPEJCTB U3 MOJIUITUICHA HU3KOTO
JIaBJICHUS WK TOJIMATUIIEHTepedTanara, yKyHOpeHHYIO KpBIIIKOH 13 monustuieHa (25 % [1OH/]
+ 75 % II2B/] i HU3KOTO JABJIEHUS) WIH MOJUITPOIIUIICHA.

[To 3, 9 KOHTYPHBIX STYEHKOBBIX yIMaKOBOK 1o 10 TabneTok miau mo 2, 6 KOHTYPHBIX SYEHKOBBIX
YMaKoBOK 1o 15 TtabneTok, wiu no 1 6aHke MOIMMEPHOH Ui JeKapCTBEHHBIX CPEICTB BMECTE C
JIMCTKOM-BKJIAJIBIILIEM TIOMEUIAIOT B MAYKY U3 KapTOHA.

6.6. OcoOble Mepbl MPEJOCTOPOKHOCTH NPU  YHUUYTOKEHUHM  MCIOJb30BAHHOIO
JIEKAPCTBEHHOTI0 MPenapaTra uin 0TX0A0B, OJIYYECHHBbIX I10C¢JIe IPUMEHEHUs JIEKAPCTBEHHOI 0
npenapara u Apyrue MAaHHIYJISIHH € IPenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHMUSI
Poccuiickas @enepanus

3A0 «Kanonpapma mpoIaKImH
141100, MockoBckast 0011, r.0. lI[énxoBo, T. [l{énkoBo, yu. 3apeunas, a. 105.
Tem.: +7 (495) 797-99-54.

DnexTpoHHBIH aapec: safety@canonpharma.ru
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7.1. IlpencraBuTeib Aep:KaTesisi perucTPAIMOHHOIO VHO'QG%BEQQEATEHEHG CTb 0003)

[Iperen3un HOTDC6I/ITGJICI71 HaIpasBJIATh I10 aAPECY.

Poccniickas @enepanvs

3A0 «KanoHhapma mpoIaKImH

141100, MockoBckas 00u1., T.0. [I[énkoBo, . IlénkoBo, yi. 3apeunas, a. 105.
Tem.: +7 (495) 797-99-54.

DnektpoHHbIi anpec: safety@canonpharma.ru

8. HOMEP PETUCTPAHIMOHHOI'O YAOCTOBEPEHUA

9. JTATA NEPBUYHOW PETMCTPAIIMU (IIOATBEPXKJAEHWS PEI'MCTPAIIMU,
MNEPEPETUCTPAIINN)
Jlara nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

OO0mass xapakTepuCTHKa JieKapcTBeHHOro mpenapata J[ledepasupokc Kanon npoctymHa Ha
MH(pOpPMallMOHHOM mopTaje EBpa3suiickoro SKOHOMHYECKOIO cO03a B HH(POPMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «MHTepHe™ https://eec.eaeunion.org/
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