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OBILASI XAPAKTEPUCTHUKA JEKAPCTBEHHOPO TIPEITAPATA “00°)

V JlauHblii JI€KapCTBEHHBIN MpernapaT MOJJICKUT JOMOJHUTEILHOMY MOHHUTOPUHTY. OTO
MO3BOJUT OBICTPO BBISIBUTH HOBYIO HMH(pOpMANHIO 1O Oe3omacHOCTH. Mbl oOparaemcs K
pabOTHHKAaM CHCTEMBI 3JPaBOOXPAaHECHHsS] C TPOCHOOH coo0marh O JHOOBIX T0/I03PEBAEMBIX
HCIKCJIATCIIbHBIX PCAKIUAX. HOp}II[OK COOGH_IGHI/IH 0 HCXKCIIATCIIbHBIX PCAaKIUAX IMPCIACTABJIICH B

pasnene 4.8.

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

JED®EPA3NPOKC BEJI®APM, 90 mr, TabneTKu, MOKPHITHIE TIIEHOYHOW 000T0YKOMA.
JEDEPA3NPOKC BEJI®APM, 180 mr, TabeTKH, MOKPHITHIE MIICHOYHONH 000IOUKOM.
JED®EPA3NPOKC BEJI®APM, 360 mr, TaOIeTKH, TOKPBITHIE TUICHOYHOW 000JIOUKOA.

2. KAUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JleiicTBytoliee BemecTBo: aedepasupoxc.

JEDEPA3NPOKC BEJI®APM., 90 mr, TaOJIETKH, ITOKPLITHIE INLIEHOYHOH 000JI0YKON

Kaxxnas Tabnerka, moKphITas MIEHOYHONU 0007109KOM, cogepkuT 90 Mr nedepasupokca.

JEDEPA3UNPOKC BEJI®APM., 180 mMr, TabJIEeTKH, HOKPHITHIE IJIEHOYHOM 000JI0YKON

Kaxxnas Tabnerka, mokpeiTas IEHOYHON 0005104KOM, conepkuT 180 Mr nedepasupokca.

JEDEPA3NPOKC BEJI®APM., 360 mr, TabJIETKH, HOKPHITEHIE IIEHOYHONH 000JI0YKOMI

Kaxxnas Tabnerka, MOKpbITas MIEHOYHONU 0007109KOM, comepxkuT 360 mr nedepazupoxca.

[TonHbIif mepedeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabyeTku, MOKPHITHIC TNIEHOYHOU 000JTIOYKOM.

JEDEPA3NPOKC BEJI®APM., 90 mr, TabJIETKH, MOKPHITHIE ILICHOYHON 000J10YKON

Kpyriibie 1BOSIKOBBINTYKIIBIE TAOJIETKH, TOKPHITHIE IJICHOYHOM 000J104KO0ii Oestoro 1sera.

JEDEPA3HNPOKC BEJI®APM., 180 mr, TabJIETKH, HOKPHITHIE IJIEHOYHONH 000I0YKOMI

Kpyrible 1BOSKOBBITYKIIbIE TA0IETKH, TOKPHITHIE IJICHOYHOU 000JI04KOM O€sI0ro 11BeTa.

JEDEPA3UPOKC BEJI®APM., 360 Mr, TabJIEeTKH, HOKPHITHIE [JIEHOYHOM 000JI0YKON

OBaJibHBIE ABOSKOBBITYKJIbIE TAOJIETKH, MOKPHITHIE IICHOUYHOM 000I0YKOM CHHETO 1IBETA.

4. KIMHUYECKHUE JAHHBIE
4.1 IloxazaHusl K NPUMEHEHUIO

[Ipenapatr JEOEPA3NPOKC BEJIOAPM noka3zaH juist JieueHUs:
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— XPOHHYECKOU MOCTTPAHCPY3UOHHOU MEPETPY3KH KEICIOM

JIET U CTapIue;

— XpOHHMYECKOH HeTpaHC()Y3MOHHON Ieperpy3ku >KeJIe30M Y IalUeHTOB C TallacCeMuel B
Bo3pacte 10 jet u crapiie.

4.2 PeskxuM 103MPOBaHUS U CIIOCO0 NPHUMEHEeHHU

Tepanuto npenaparom JEDEPA3UPOKC BEJI®APM nomxkeH mNpoBOAUTH Bpad, UMEIOLIUN
OTIBIT JICUYCHMSI XPOHUUYECKON MOCTTPAaHC()Y3NOHHOM MEeperpy3Ku Keae30M, TOIBKO MOCIE OLIEHKU
BO3MO>KHOT'O PHCKa U MOJIb3bI XEJIaTOPHOU TEPAIUH.

PexxuM 103upoBaHus

Xponuueckas nocmmpanc@)y3uoHHas nepespy3Ka Heeie3om

Tepanuto npenapatom JEDPEPA3MPOKC BEJI®APM pekomeHayeTcs HayuMHATH IOCIE
tpanchy3un npubnusuTeasHo 20 enunauil (0kono 100 MII/KT) SpUTPOLIUTHON Macchl U OoJiee, Uiu
[PY HATMYUH KIMHUYECKUX JJAHHBIX, CBUIETENIbCTBYIONINX O Pa3BUTHU XPOHHUUECKOM eperpy3Ku
&Kene3oM (HampuMmep, MpU KOHIEHTpaluu (GeppuTHHa B ChIBOpOTKE KpoBH Oosee 1000 mMKr/m).
o3y (B MI/KT) clieayeT pacCUMTHIBATh U OKPYTJISATH JI0 JTO3UPOBKH IIEJION TaOJIETKH.

[lenpto Tepamuu XelaTopaMu JKejie3a SBJSETCS BBIBEJACHHME Kelle3a, IOCTYNHBILETO C
TpaHCy3USIMUA SPUTPOILIMTHON MAaCChI, U, P HEOOXOAMMOCTH, CHHKEHHE COACPIKaHUs JKele3a B
OpraHu3Me.

Pemenrie o0 BbIBeIEHWH HAaKOIUJIEHHOTO JKelie3a CJIEAyeT MPUHHUMATh WHIWBUIYaJIbHO,
OCHOBBIBASICh Ha OIICHKE 0’KHMIa€MOM TOJIH3bI M PUCKOB XeJIaTOPHOM Tepanuu (cM. pasaen 4.4).
[Mpenapatr JAEDEPA3MPOKC BEJI®APM, TabneTku, MOKPHITHIC IJICHOYHOW O0O00JIO0YKOM,
SBIISICTCS JIEKApCTBEHHOM (opmoi aedepasupokca ¢ Oosiee BBHICOKOH OHMOIOCTYIHOCTBIO IO
CPaBHEHHIO C MpernaparaMmu aedepaszupokca B JieKapcTBEHHOM (hopme TabJIeTKu Tucneprupyembie
(cm. pasmen 5.2). Ilpm 3ameHe Tepamuu TpenaparoM B JIEKapCTBEHHOW ¢opme TabieTKu
mucrieprupyemsie Ha Tepanuio npenapatoM JJEOEPA3ZNPOKC BEJI®APM, 103y He00X0AUMO
cHU3UTH Ha 30 % U OKPYTIUTH 10 JO3UPOBKHU LIETI0H TaOJIETKH, ITOKPHITOM INIEHOYHON 000JI0UKOIA.
PexomeHtoBaHHBIE 10361 1e(hepa3upoKca B 3aBUCUMOCTH OT JIEKAPCTBEHHOM ()OPMBI Y TAIIHEHTOB

¢ moCcTTpaHCc(Py3MOHHOU TTEPETrPy3KOM JKEJIE30M MIPEICTABICHBI B TaOHIIe 1.
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Tadoauua 1. PexomengoBanHbie 10361 nedepa3suporca B @%EM%PGM?&E@%&ER&%&%MH

y MAIMEHTOB C MOCTTPAaHC(PY3MOHHOH Meperpy3Koil xKene3om

JAE®EPA3UPOKC
Mucnepra- BEJI®APM, Konuentpanus
pyeMbIe Ta0JIeTKH, Oo0bem ¢eppuruna B
TaGaeTIH NOKpBIThIE TpaHncdy3uun CHIBOPOTKE
IJICHOYH O KPOBH
000J104K0i1
CraproBasn 103a ITocie
TpaHchy3uu
20 MI/KT B 14 Mr/kr B 20 equHUILL | >1000 mxr/vn
CYTKH CYTKHU SPUTPOLUTHOMN
Macchl (OKOJI0
100 ma/kr)
AJlbTepHATHBHAS >14 mu/kr
craproBas 103a IPUTPOLUTHOU
30 mr/kr B 21 mr/kr B MACCRI B MECAIL
CYTKH CYTKHU (oxom0 >4
€/IMHUII B
MECSIIL JJIs1
B3pOCJIbIX)
<7 mi/kr
3PUTPOLIUTHOMN
MAacchl B MECSII]
10 mr/kT B 7 Mr/KT B (okomo <2
CYTKH CYTKHU eIMHUII
3PUTPOLIUTHOMN
Macchl B MECSII]
JUISL B3POCJIBIX)
Hoza nnst
MallUEeHTOB, y
KOTOPBIX yHanoch 1/2 ot 1/3 oT BenmuUMHBI
JOCTHYb
BEJINYHMHBI JI03bI JI03b1
aJIeKBaTHOTO
nedepokcaMruHa nedepokcaMruHa
KOHTpPOJISI ITpU
MIOMOIIN
nedhepokcaMuHa

YacToTa BHIOJIHESHUS KOHTPOJIbHBIX aHAJIN30B KPOBU

CXKCMCCAYIHO

[leneBoit Aana3zoH KOHIEHTpAIMU GeppuTHHA B TUIa3Me

500-1000 Mxr/Mn

KpOBHU
Koppekuust 10361
HIar mia VBennyeHue no3bl
KOPPEKIUU 5—-10 mr/kr B
(xaxmabie 3—6 CYTKH JI0 3,5-7 MI/KT B CyTKH 59500 MK/
MECSIICB) 40 MI/KT B JI0 28 MT/KT B CyTKH
CYTKH

VYMeHblIIeHNUE N035]

5—-10 mMr/kr B
CYTKH JI0
IOCTHOKEHUS
1[CJTH TePAITHH

3,5—7 MI/KT B CyTKH
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V NalHeHTos, (HOCEQOBATERBHOCT 5 0005
MOTYYarOIIUX V manueHTos,
J103bI MOJTYYarOUIUX J03bI <2500 MKr/n
>30 Mr/KT B >21 MI/KT B CyTKH
CYTKH
[Ipu nocTrkeHnu 1EeneBou
KOHIIEHTpaluu GeppuTHHA B 500—-1000 MKr/n
CBIBOPOTKE KPOBH
MakcumanbHas 40 Mr/kT B
28 MI/KT B CYyTKH
703a CYTKH
Hpepeipatine <500 MKr/mi
Tepanuu

Hauanvuas 0osa

PexoMmennyemass HauvanbHasi cytouHas pgo3a mnpenapata JEDOEPA3UPOKC BEJI®APM
cocrtaBisieT 14 MI/Kr mMacchl Tena.

Jis  manmueHToB, TONYYarolMX TpaHCY3UU OSPUTPOIMTHON Macckl B oObeMe Ooiee
14 mur/kr/mecsn (mpubau3uTenbHo Oosiee 4-X €TUHUI] KPOBH B MECSIl JIJISI B3POCIBIX) C LEIBIO
YMEHbBILIEHUSI COJEpXKaHUS >Kejle3a B OpraHu3Me BO3MOXKHO IPUMEHEHHE albTepHATUBHOMN
HaYaJIbHOM CYTOYHOM 710361 21 MI/KT.

JInst manueHToB, MOJIYYaroNIuX MeHee 7 MII/KI/MEeCSIl SPUTPOIMTHON Macchl (MPUOIM3UTEIHHO
MeHee 2-X eIUHUI] KPOBH B MECAIl JJsi B3POCHBIX), C IEIbI0 TOJACPKAHUS HOPMATHHOTO
COJIep’KaHUsl Kelie3a B OpPTaHU3ME MOXKET OBITh PACCMOTPEHO NMPHUMEHEHHE AlbTePHATHUBHON
Ha4YaJIbHOW CYTOYHOM 70361 7 MI/Kr. ClenyeT KOHTPOIMPOBATh OTBET HA JICUCHUE Yy MAIlUEHTa U
paccMmaTpuBaTh BOMPOC 00 YBEIMYEHUH [03bl, €ciu He OyAeT JOCTUrHyTa JIOCTaTOYHas
s dekTuBHOCTS (cM. pazaen 5.1).

JUiss manMeHToOB C XOpOWIMM KJIMHUYECKUM 3¢ ¢dekTom nedepokcaMrHa HavajbHas J103a
npenapara JJE@EPA3ZNPOKC BEJI®APM pomxkHa COCTaBIsATh TPETh OT paHEe MPUMEHAEMOM
1036l nedepokcaMuHa (HampuMmep, y mamueHTa, nomydasiiero 40 mr/kr/cyt nedepokcamuHa B
TEYCHHE S5 JHEW B HEACNI0 WM OSKBUBAICHTHOE KOJIMYECTBO, TEPAMUIO IPEenapaToM
JE®EPA3SNPOKC BEJI®APM wmoxHO HauumHaTh ¢ 14 wMr/kr B cyTtku). Ecim mocne
BBIILICONMCAHHOTO pacyeTa CYTOYHAas J03a COCTaBisieT MeHbIne 14 MI/Kr Macchl Tena,
HE0OXOUMO BECTH MOHHUTOPHHI OTBETa IMallME€HTa Ha JICYEHHE U PACCMOTPETh BO3MOXHOCTH
MOBBIIICHUS 103bI, €CITH HE yIAeTCs TOCTHYb JocTaTouHOM A dexTuBHOCTH (cM. pazaen 5.1).
110060p 003061

PexomMenayetcs exxeMecsYHO KOHTPOJIUPOBATh KOHLIEHTPALKIO (peppUTHHA B CHIBOPOTKE KPOBU U
IpU HEOOXOAMMOCTH TPOBOAUTEL Koppekiuto n03bl npemnapata [JEOEPA3VPOKC BEJI®GAPM
Kaxaple 3—6 MecsleB, HCXOM M3 U3MEHEHHsI KOHIICHTpAIuu (heppuTHHA B CHIBOPOTKE KPOBHU.

Koppeknuro 103l cieayeT MPOBOAWTH MO3TANMHO, C ImaroM 3,5—7 MI/KT Macchl Tena, B
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COOTBETCTBUU C WHIUBUIYAIbHBIM OTBETOM Ha repanmd Q‘%;MEIEJ&LFE&% -1[136%:6%{;1:'1\40171

Tepanuu (IoJepKaHUe UM YMEHBIICHUE COIEP)KAHUS KEJe3a).

[Ipu HesddexkTrBHOCTH NeueHUs mpemnaparoM B o3¢ 21 MI/Kr Macchl Tena (KOHIEHTpalus
dbeppuTHHA CBHIBOPOTKH COXpaHseTcss Ha ypoBHe >2500 wMKr/m), cieayer paccMOTpeTh
BO3MOXXHOCTh YBEJIMUEHHUS J103bI 10 28 MI/KT Macchl Tena. B HacTosiee BpeMs J0JroCpoyHbIe
MaHHbIe 1O Oe3omacHOCTH U A(G(EKTHUBHOCTH TpUMEHeHus nedepasupokca B (dopme
JHUCTIEPTUPYEMBIX TabJETOK B J03ax cBbiIe 30 MI/KI orpaHuyeHbl (HabmoaeHne 264 naneHToB
B CpelHEM B Te4YeHHe TojAa Iocie YBelIuueHus [103bl). Ilpu HemocTaTouHOM KOHTpOJIE
reMocusiepoza npu npuMeHeHun mnpenapata JEDOEPA3UPOKC BEJI®APM B gno3ax,
IpeBbIMAOMKX 21 MI/KT Macchl Tena JanbHenIIee yBeInueHHe J03bl (MaKCUMAaIbHO 10 28 MI/KT
Macchl TeJla) MOKET HE IIPUBECTHU K aIEKBATHOMY KOHTPOJIIO; CIIEIYET pACCMOTPETH BO3MOXHOCTh
NPUMEHEHUS albTePHATUBHBIX METOAOB JiedeHHs. [Ipu OTCYTCTBUU YAOBIETBOPUTEIHHOIO
KOHTpPOJISI TPU NPUMEHEHUHU 103 cBbllle 21 MI/Kr Macchl Tena, HE CleAyeT MOAJIEp>KUBATh
TEpanui0 B YyKa3aHHBIX /103aX, HEOOXOJMMO paccMOTpPeTh BO3MOXHOCTh IEepexoia Ha
aIbTEepHATHUBHBIE METOIbI Tepanuu. He pekoMeHayercs mpuMEHEHHE 1103kl Oonee 28 MIV/KT,
MOCKOJIBKY OIBIT IPUMEHEHHUs ITpenapara B 60s1ee BHICOKUX [103aX orpaHuyeH (cM. pazzaen 5.1).
VY mnanueHToB, MOJYyYarolmMX O03bl CBbIIIE 21 MI/KI Macchl Teda, MO JOCTHKEHUH KOHTPOJIS
(HampuMep, KOHIEHTpalus (GeppuTHHA CHIBOPOTKH KPOBU YCTOMUMBO COXpaHSETCS Ha ypOBHE
meHee 2500 MKI/J ¢ TeHIEHIMEN K CHIDKEHHIO Ha MPOTSXKEHUH BPEMEHHU) CIIEIyeT PacCMOTPETh
BO3MOKHOCTh YMEHBIIICHHS J03BI ITpenapara ¢ marom 3,5—7 MI/Kr Macchl Tena.

[Ipu nocTrxeHnH 1eJIeBON KOHIICHTpAMK (GeppUTHHA CBIBOPOTKH KpoBU (00bI9HO OT 500 MKT/i
no 1000 Mkr/im) HeoOXOIUMO MPEIyCMOTPETh MocTeneHHoe (¢ marom 3,5—7 MI/KT) CHUXKCHHE
JI03BI TIperapara ¢ LeNblo NOJAepKaHus KOHIICHTPAaUuu (heppUTHHA B CBIBOPOTKE KPOBU B 3TOM
IEJIEBOM JMAaIa30He U JJIi MUHUMHU3AUU prUcKa U30bITOYHOTO XeJIaTUPOBAHUS.

[Ipy yMeHbIIeHUH KOHIIEHTpaluu (heppuTHHA B CBIBOPOTKE KPOBH cTaOMIbHO HIke 500 MKr/,
CIIEyeT paccMOTPETh BONpoc O InpepeiBaHMM JedeHus npenapatom JEDEPA3UPOKC
BEJI®APM (cMm. paznen 4.4).

XpoHuueckas Hempanc@y3uoHHAs: nepecpy3Ka Hcene3oM y NayueHmos ¢ manaccemuel
XemaropHast Tepanus npenapatom JED®EPA3NPOKC BEJI®APM y mnanueHTOB AaHHOH
KaTeropuu BO3MOXHA TOJBKO TPHU JOKAa3aHHOW Meperpyske keiae3oM (CoaepikaHue xKee3a B
neuenu (CXKII) >5 mr Fe/r cyxoro BemiecTBa NMeYeHW WIM NpPU KOHLEHTpaluu (QeppuTHHa B
ceiBopoTke KpoBu >800 mkr/m). Onpenenenne CXKII sBrnsercs npeanodTUTEILHBIM CIIOCOOOM
OIICHKM TSKECTH TIEPErpy3KH JKejie30M. Y TalnMeHTOB ¢ Heu3BecTHOM BenuunHor CXKII
XeNaTOPHYIO Tepanuio HeOoOXOIUMO IMPOBOAUTH C OCTOPOXKHOCTBIO JIi MUHHUMM3ALUU PHCKA

U30BITOYHOTO XeNaTUpOBaHus (cM. pazaen 4.4).



COOTBETCTBYET 2KCNEPTHOMY OTYETY

o1 16.07.2025 N= 754

raGaeTich, HOKpHITHE TueHGAHOM | Goontotkoii,

[Tpenapar JEDPEPA3NPOKC BEJIOAPM,

SABIISICTCS JIEKApCTBEHHOM (opmoi aedepasupokca ¢ 0osee BBHICOKOH OHOIOCTYIHOCTBIO IO

CpaBHEHHMIO C Jedepa3supoKCcoM B JIEKapCTBEHHOH (opme AMcIeprupyeMbix TadneTok. Jlms

MAIMEHTOB, MOJIYYaloIUX Tepanuio nedepazupoKkcoM B JIEKapCTBEHHOHN Gopme qucrnepriupyembie

TabJIETKU TIpU TEpeBOjie Ha NpueM jaedepazupokca B BUIE TaOJIETOK, MOKPHITHIX MJICHOYHON

000J10YKO0M, 103y HEe00XonuMo cHU3UTH Ha 30% M OKPYIJIUTh A0 JO3UPOBKH LIEJON TabJeTKH,

HOKPBITOM TIIEHOYHON 00O0JI0UYKOM.

CootBeTcTBYIOLIME 103bI ISl pa3JIUYHBIX JEKaPCTBEHHBIX (DOPM MpecTaBIeHbl B Ta0IuIe 2.

Tabauua 2. PekomeH10BaHHBIE 10361 JedepazupoKca B 3aBUCUMOCTHU OT JIEKAPCTBEHHOM (DOPMBI

[P JICYCHUU HeTPaHC(y3UOHHON NEperpy3KH JKeJIe30M Y MalUeHTOB C TalacceMHuen

JAE®EPA3UPOKC KOHIeHTDA
HIIEHT
Tere .| BEI®APM, HenTpat
HCnepru us
PrHpy TabJIeTKH,
Mble CXKIT* (eppuTnHa
MOKPBITHIE
TadaeTKkn . CBIBOPOTKH
TICHOYHOM
N KPOBH
000J104K O
CraproBasn >5 mr Fe/r
a 1 K
03 0 wr/kr B 7 MI/KT B CYTKH cyxoro WIn >800 MKr/i1
CYTKH BEIIECTBA
MICYCHU
MonuTopunr | OauH pa3 B Mecsll
Koppekuust no3s1
Ilar aaa YBenuueHue 10351
KOppeKIHH >7 mr Fe/r
Kaxkabie 3—6 5-10 mr/kr B CyXoro
( 3,5-7 MI/KT B CyTKH yx wm | >2000 MKr/n
MecCs1EeB) CYTKH BEILIECTBA
MeYCHU
VYMeHblIeHHEe N035I
<7 wmr Fe/r
5-10 mr/kr B CyXoro
3,5—7 MI/KT B CyTKH X wm | <2000 mkr/n
CYTKH BEIIECTBA
MICYCHU
MaxkcumaJib- 20 Mr/kr B
14 Mr/KT B CyTKH
Hasl 103a CYTKH
10 mr/kr B
7 MI/KT B CYTKH
CYTKH
1 HE
JIs1 B3POCIIBIX
P . OmpeNeneH | U <2000 MKr/1
Jnsa nerei
0
IIpepriBanue <3 mr Fe/r
pep 158101 <300 mKr/1
Tepanuu CyXO0To
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INCYCHU

Bo3ooHoB1e-
He pexomennoBano
HHE Tepanuu

* Usmepenne CXKII — 310 mpeamnoYTUTENbHBIA METO/ ONIPEACIICHHSI TIEPETPY3KH KEJIe30M

Hauanvuas 0osa

Pexomennyemass HauvanbHasi cytouHas pgo3a npenapata JEDOEPA3UPOKC BEJI®APM
COCTaBJIsieT 7 MI/KI Macchl Tena.

110060p 003061

PexoMeHyeTcst exxeMecsuHO KOHTPOIUPOBATh KOHIICHTPAIUIO (DeppUTHHA B CHIBOPOTKE KPOBH C
LEeNbI0 OLICHKH pPEaKIMM TMalleHTa Ha MPOBOJUMYIO TEepamuio U A MUHUMHU3ALUUA pHUCKa
n30bITOUHOM Xenaruu (cM. pazzaen 4.4). Kaxpie 3-6 Mecs1ieB BO3MOXKHO MOIIAaroBO¢ yBEIMUCHUE
10361 ipenapata Ha 3,5—7 mr/kr. Koppekuus 10361 Bo3moxkHa mpu coxpanenuu CXII Ha ypoBHe
>7 mr Fe/r cyxoro BeliecTBa TMEUYEHU WIHM COXpaHsiomielcs (06e3 TeHACHIMH K CHUXCHHIO)
KOHIIGHTpanuu (GeppuTHHA CHIBOPOTKH KpoBH >2000 MKI/T W MpU XOPOIIEH MEePeHOCHMOCTH
tepanuu. [Ipumenenue npenapata JEOEPA3NPOKC BEJI®APM y naniueHTOB ¢ TajlacceMuei
B no3e Oomee 14 Mr/kr Maccel Tela HE PEKOMEHIIOBAHO (M3-3a HEAOCTaTKa JaHHBIX IIO0
3 PEKTUBHOCTH U 6€30IaCHOCTH NPUMEHEHHUS B YKa3aHHOM 7103¢€).

VYV manueHToB ¢ KOHIIEHTpaluel GeppuTtrHa ChIBOPOTKH KpoBH <2000 MKr/m 6e3 omnpenesieHus
CXII no3a mpenapara JJEOEPASUPOKC BEJI®APM He nomikHa MpeBbIMIAaTh 7 MI/KT MacChl
Tena.

VY marnueHToB, MOMy4YaloONIMX TEpamuio B 03¢ Ooiee 7 MI/KI Macchl Tela, PEeKOMEHIIOBaHO
camkath 103y npemnapata JJEDOEPA3ZMPOKC BEJI®APM no moctmwkenuss CXKII <7 mr Fe/r
CyXOTO BEIIeCTBA MMEUEHU WU KoHIeHTparuu depputraa <2000 MKT/1.

Ilpexpawenue nevenus

Tepanus npenaparom JJEOEPAZNPOKC BEJI®APM nomkHa ObITH OKOHUEHA MPU TOCTHKEHUN
CXKII <3 mr Fe/r cyxoro BemecTBa neueHu win KoHueHTpanuu depputuna <300 mkr/ia. Her
JTAHHBIX O BO30OHOBJIEHUM TEPalUU y MalMEHTOB C MOBTOPHBIM HAKOIUICHHEM Xelle3a IMoclie
JOCTHIKEHUS YIOBICTBOPUTEILHOTO YPOBHS COJAEPIKAHUS JKelie3a B OpraHW3MeE, B CBS3U C YeM
MIOBTOPHOE BO30OHOBJICHHE TEPAITMH HE MOXKET ObITh PEKOMEHI0BAHO.

Oco0nIe I'pyHOIbl TaMEHTOB

Jluya nosicunoco eo3pacma (=65 nem)

J7is manMeHToB JaHHOM KaTeropuH He TpeOyeTcs KOPPEKLUUHU pexuMa 103upoBaHus. [TockombKy
B KJIMHMYECKHMX MCCIENOBAaHUAX y IMALMEHTOB B BO3pacTe =65 JET OTMEUaNoCh MOBBIIICHHE
4acTOTHI HeXxenarenbHbIX peakiuii (HP) mo cpaBHeHMIO ¢ manmeHTamMu B BO3pacTe MeHee 65 JeT,

y MAaIMEeHTOB JAaHHOW KATErOpuUU CJEeAYyeT NPOBOAUTH THIATENbHbIM KOHTposb HP u mpum
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HEO0OXOIMMOCTH CHUXKATh JI03Yy Iperapara.

THayuenmoi ¢ HapyweHuAMU PYHKYUU NOYEK
Oddexter mpemapara JJEDPEPA3ZVPOKC BEJIGAPM He wuccrnenoBaluch y MAalHUEHTOB C
HapylIeHUAMH (QYHKIMM TIOYEeK, IOATOMY IpPHUMEHEHHE IIpernapaTta IPOTUBOIOKA3aHO Y
MalMeHTOB C PACUECTHBIM KIIMPEHCOM KpeaTHHUHA HUKe 60 Mur/MuH (cM. paznenst 4.3 u 4.4).
THayuenmoi ¢ HapywieHuaMYU PYHKYUY NeYyeHu
[Ipumenenne nedepazupokca y MalMEHTOB ¢ HapyIIEHWEM (YHKIMU MEYEHU OBbLIO M3YYEHO B
KJIMHUYECKHUX MCCIIEI0BAaHUAX. Y MAI[MEHTOB C HApyIIEHUsIMHU (QYHKIIMU TICUEHU CPEeTHEN CTEeTEeHU
(kmacc B mo wmaccudukanmm Yaiina-I1ei0) HavanmpHas g03a JOJDKHA OBITH YMEHBINEHA
npubmm3utenbHo Ha 50 %. [Ipemapat He cienyeT NPUMEHATh Y MAIMEHTOB C HapYIICHUSMU
¢ynkuuu neyenu Tsoxenou creneHu (kiaace C no kinaccugpukanun Yaina—IIsio).
KouTponb ¢pyHKIMM MeueHu cielyeT MPOBOIUTE Mepe]l HayalloM JICYSHHUs], KaX/Ible 2 HEeJIeNH BO
BpeMsI IIEPBOTO MECsIIa JICUCHUS U Jajiee exXEeMECTIHO (cM. pasnen 4.4).

eTu
Jns nereil M MOAPOCTKOB B Bo3pacTe OT 2 10 17 JeT KOppeKuuu pexumMa J03UpPOBAHUS HE
Tpebyercs (cMm. pasmen 4.2). PekomeHayeTcss €KeMeCSYHO KOHTPOJIMPOBATH KOHIICHTPAIIUIO
(beppuTHHA B CHIBOPOTKE KPOBU C LIE€JIBIO OLIEHKH PEAKIMH MalleHTa Ha TPOBOAUMYIO TEPaIuio U
JUTST. MUHUMH3AIMA pUCKa U30BITOYHON Xenmamuu (cM. pasnmen 4.4). Ilpu pacdere mo3bl aist
MAIMEHTOB TOW KaTerOPUH CIEAYeT YIYUTHIBATh U3MEHEHHE MAacChl Tella C TEUSHUEM BPEMEHHU.
V nereii B Bo3pacte OT 2 10 S JIET ¢ Meperpy3Koi Kene30M Mpu MepeuBaHud KPOBU SKCIIO3ULIMS
OblIa HUXKE, YeM Y B3pOCibIX (cM. pasnen 5.2). [ToaTomy B TaHHOW BO3pAaCTHOM TPYIMIE MOXKET
noTpeboBaThCsl MPUMEHEHHE TpernapaTa B 0ojiee BBICOKUX 033X, YeM Y B3POCIBIX MAI[MCHTOB.
Opnako HauyanbHas 1032 JODKHA OBITh TaKOM e, KaK y B3POCHBIX, C MOCIETYIOIIUM
WHAUBUAYAIbHBIM TUTPOBAHHUEM.
XpoHuueckas Hempancdy3uoHHas nepecpy3Ka Hcene3oM y NayueHmos ¢ manaccemuel
VY nmereii ¢ cuHApOMaMu TpaHC(])Y3MOHHO-HE3aBUCUMOM TalACCEMHH 1032 HE JTOJDKHA MPEBHIIIAThH
7 wmr/kr. JlaHHON KaTeropuu ManreHToB HeoOxomuMm Oosee TmatenbHblii MOHUTOPUHT KOKII 1
ypoBHsI (peppuUTHHA B CHIBOPOTKE BO M30€KaHWE YPE3MEPHOTO XelaTupoBaHus (cM. pasaen 4.4).
B nomonmHeHue k exeMecsuyHbIM OlleHKaM ypoBHs (epputuHa B cbiBopoTke, KXKII ciemyer
KOHTPOJIMPOBATh KaXJble TPU Mecsla, €CIU ypOBEHb (EPPUTHHA B CHIBOPOTKE COCTABISET
<800 mKr/m.
Jlemu om pooicoenus 0o 23 mecayes
be3onacHocth u 3dpdexkruBHOCT MpuMeneHus: npemapara JJEOEPA3ZVPOKC BEJI®APM y
MAIMEHTOB B BO3pacTe Miajiie 23 MecsIeB He YCTaHOBIeHa. [laHHbIE OTCYTCTBYIOT.

Cnooco0 rnpuMeHeHus
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BnyTtps.

Tabnerku npenaparta JJE@EPA3ZVPOKC BEJI®APM cnenyet nporiaTbiBaTh LEIUKOM, 3alBast
HEOOJIBIIIMM KOJIMYECTBOM BOJIBI.

JIy1s manueHToB, KOTOpble HE MOTYT IPOTJIOTUTH TaOJIETKY I[EIMKOM, PEKOMEHI0BAHO Pa3ApoOUTh
TabJIETKy W TMOJYYMBIIMMCSI MOPOIIKOM IIOCHINATh MSTKYIO MHUILY, Hampumep, HOTypT WU
si0nouHbIid coyc (mrope). [lomyduBIIHMiACS MOPOIIOK CIEAYeT MPUHATH MOTHOCTHIO M Cpa3y, He
MOJIBEprasi XpaHEHHUIO JUIs ITOCIIEAYIOIEro NIPUMEHEHHUS.

[Tpenapar JEPEPA3MPOKC BEJI®APM crneayer npuHUMaTh BHYTPb | pa3 B CyTKHU HATOLIAK
WJIU C JIETKOM TUIIEH, MPENOYTUTEIFHO B OJTHO U TO ke Bpems (cM. pazaen 4.5 u 5.2).

4.3 IIpoTuBONOKA3aHUSA

- ['unepuyBCTBUTENFHOCT, K JICWCTBYIOIIEMY  BEIIECTBY MJIM K JIloOOMy U3
BCIIOMOTATEJIbHBIX BEIIECTB, MEPEUNCICHHBIX B pa3nene 6.1.

- Kmupenc kpearnnauna (KK) <60 mu/MHH WM KOHIICHTpAlUsl KpEaTHHUHA B CHIBOPOTKE
KpOBHU B 2 u OoJiee pa3a BbIIIEC BEPXHEH rpaHUIIBI BOSPACTHON HOPMBI.

- [TarueHTHl C¢ MMETOIUCIUIACTUYECKUM CHHIPOMOM BBICOKOTO pHCKA WM JIPYTHMMH
remMo0JacTo3aMH U HETEMaTOJIOTHYECKUMU 37I0Ka4eCTBEHHBIMI HOBOOOPa30BaHUSAMH, Y KOTOPBIX
xenatopHasi Tepanus Oyzaer ManoddQeKkTuBHA BCIEACTBHE OBICTPOTO MPOTPECCUPOBAHUS
3a00JIeBaHU.

- Hapymenust ¢pynkunn nedeHu Tspkenoil crenenu (kiaace C mo knaccuduxanuu Yaina—
[Tp10).

- bepemeHHOCTB U IEpUOA IPYIHOTO BCKapMIIMBAHMSL.

- OnHOBpeMEHHOE MpPHUMEHEHHE C JPYTUMH KOMIUIEKCOOOpa3yIUMH  CPEICTBAMH,
MPUMEHSIEMBIMU IS JICYSHUsI TIEperpy3KH kee30M (0e30macHoCcTh KOMOMHUPOBAHHOM Tepanuu
HE YCTaHOBJIEHA, CM. pa3zaen 4.5).

4.4 OcoOble yka3aHusl 1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHeHUH

C 0CTOPOKHOCTBIO

- Bo3spact >65 ner.

- Konnentpanus kpeaTHHHHA CHIBOPOTKH KPOBH BBIIIE BO3PACTHOM HOPMBI OCOOCHHO ITpH
HAJIMYUHM  JIOTIOJIHUTENBHBIX  (aKTOPOB pHUCKA, TaKUX Kak OJHOBPEMEHHOE IPHMEHEHHE
IpenaparoB, CHOCOOHBIX BBI3BIBATH HApyHICHUS (YHKIMH TOYEK, JAETUAPATAIS HIH TSKEIbIe
nH}EKIuu.

- Hapymenus ¢ynkiuu neyenu (npumenenue npenapata JEOEPA3MPOKC BEJIGAPM
y MallMEHTOB JJAHHOM KaTeropuu He U3y4YEHO ), OTHOBPEMEHHOE IIPUMEHEHUE C aHTUKOATYJISTHTaMH

U JIpYTUMH JIGKAPCTBEHHBIMU CpPEJCTBaMH, OOJIQJAIONMMH  YIBLEPOreHHBIM JICHCTBHEM
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6uchochonaTamu A MpueMa BHYTPb).
- CHU’KeHMe KOJIM4IeCTBa TpoMOOIUTOB <50 10°/11.

Hapvuienne ¢dyHKIMH ITOYEK

Jleuenue nedepazupoKcoM MPOBOJIUIIOCH TOJIBKO Y MAllMEHTOB C KOHIIEHTpAllel KpeaTUHHHA B
CBIBOPOTKE KPOBU B Ipe/IesIax TPaHUI] BO3PACTHOU HOPMBI.

B xone ximHUYECKUX HccnenoBaHuil mpumepHo y 36 % manueHToB HaOII0anoch MOBHIIICHUE
YPOBHS KpeaTUHUHA B CHIBOPOTKE KpOBU Ooiiee ueM Ha 33 % B IByX U OoJiee U3MEPEHUSX MOAPS,
MHOTJa TOKaszaTeiau OBbUIM BBINIE BEpXHEro mpezaena HopMmbl. HaGmiomaBiieecss MOBBIICHHE
HOCHUJIO J10303aBHCHUMBII Xapaktep. IIpubnusutensHo y IBYX TpeTeill MalueHTOB, Y KOTOPBIX
BBISIBJISLIOCH MTOBBILIICHUE YPOBHS KpEaTUHUHA B CHIBOPOTKE, JAHHBIHN [TOKa3aTeIh BO3BPAIIIAJICS Ha
ypoBeHb HIKe 33 % 0e3 KOPPEKTHPOBKHU JA03bI. Y OCTaBIICHCS TPETH KOHIIEHTPALHS KpeaTHHIUHA
OCTaBajach IOBBIIICHHOW, HECMOTpPsI HA YMEHbIIEHHWE J03bl WJIM TpEeKpalleHue mpuemMa
npenapata. B HEKOTOpBIX cllydasix Mocie CHUKEHHs 103bl Ha0Jto1anach TOJBKO CTaOUIn3anus
noKasareseil KpeaTuHHUHA B ChIBOpoTKe. [Ipu mocieayromneM nocTperucTpaiioHHOM MPUMEHEHNUN
nedepasupokca coodIanoch 0 Cydasx OCTPOH MOYEYHOM HeocTaTouHOCTH (CM. pasznen 4.8). B
HEKOTOPBIX CIydasiX IMOCTPETUCTPAIMOHHOTO TIPUMEHEHUs HapylleHne (QYHKIUU TO0YeK
MPUBOJMIIO K MOYEUHOM HEIOCTATOYHOCTH, KOTOpas TpeboBajga BPEMEHHOI'O MJIM MOCTOSHHOTO
JUaus3a.

[IpyurHBI TIOBBIMICHUS YPOBHS KpPEaTWHWHA B CBIBOPOTKE HE BBIICHEHBL [loaToMy ocoboe
BHUMaHUE CIIeJIyeT YyJeIsITh MOHUTOPUHTY YPOBHSI KpEeaTHHUHA B CHIBOPOTKE Yy MAIMEHTOB,
OJIHOBPEMEHHO MOJIyYalolUX JIEKapCTBEHHBIE MpenapaThbl, KOTOPbIE YTHETAIOT (PYHKIIMIO MOYEK,
U y TAI[MeHTOB, KOTOpPbIE MOIY4YaloT BHICOKUE J03bI fedepasupokca U/Uin peKue nepeauBaHus
(<7 mur/Kr/MecsI] SpUTPOLIMTAPHON MacChl WK <2 eIUHHII/MecsIl JUTsl B3pociibix). HecMoTps Ha
TO, YTO B KJIMHUYECKHX WCCIEAOBAHUAX TIOCIE YBEIMUYEHUS 03Bl nedepasupokca B
JIEKapCTBEHHOU (hopMe aucneprupyembie TadeTku 6omee 30 MI/Kr He HAOIIOAAIOCh YBEITMUCHUS
YacTOThl Pa3BUTHUSl HEXKENATeNbHBIX SBIECHUH CO CTOPOHBI IMOYEK, HENb3s HUCKIIOYHUTH
MOBBIIICHHBIN PUCK PA3BUTHS TAKUX SIBICHUHN MPU MPUMEHEHUH TaOJIETOK, TOKPHITHIX TIICHOYHON
000104KOM, B 703€ Ooitee 21 MI/KT.

PekoMenayercsi olLeHUMBAaTh ypOBEHb KpEaTWHHWHA B CBHIBOPOTKE IMEpell HadajoM JIieUeHUs
JIBYKPAaTHO. YPOBEHb KpeaTMHUHA B CHIBOPOTKE, KJIMPEHC KpeaTWHUHA (OLEHUBAEMBI IO
dopmyne Kokpodra-I'onra wim o popmyne MDRD (Mogudukanus AueTsl mpu 3a00I€BaHUIX
noueK) y B3pociibix U o popmyine llIBapua y neteit) u/mmm ypoBens nmucratuta C B mia3Me KpoBU
JOJIKHBI OTCIIKUBATHCS TIEpe] HauaioM JIeUeHus, pa3 B HEAEII0 B MEePBbIil MecsIl ociIe Hayaa

Tepanuu uinu koppekuu 10361 npenapara JEOEPA3ZMPOKC BEJI®APM u nanee pa3z B Mecsll.
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[TarueHTsl C paHee CyIIECTBYIOUIMMH matdzormaMh | HodeK i Eﬁgl%ﬁﬂgcgﬁ%ggiune

JIeKapCTBEHHBIE MPENapaThbl, KOTOPbIE MOAABISAIOT (DYHKIIHIO MTOYEK, MOT'YT HMETh OOJIBIINIA PUCK
ocnoxkHeHuit. CreayeT coOm0aaTh OCTOPOKHOCTD U MOAICPKUBATH aJICKBATHYIO THAPATAIUIO Y
MAI[MEHTOB, Y KOTOPHIX BO3HUKAET AMapesi WK PBOTA.

[Tpu npumenenun nedepazupokca B MOCTPETUCTPALMOHHOM MepHojie ObUIM OMHCAHBI Cllydau
pa3BUTHS METaOOIMYECKOTro amuao3a. B OONBIIMHCTBE CIy4aeB COCTOSIHHE Pa3BUBAIOCH Y
MAIMEHTOB C HapylieHHneM (QYHKIUM T0YeK, TUCHYHKIUEH MPOKCUMANBHBIX IMOYEUHBIX
KaHasbleB (cuHapoM PaHKOHU) WK Auapeei, a TakKe COCTOSHUSMHU, OCIOKHEHHEM KOTOPBIX
ABIISIETCS HApYyILIEHHE KHUCIOTHO-IIEIOYHOro OanmaHca. Y TakUX MalUMEHTOB MO KIMHHUYECKUM
NOKa3aHUAM CJEAyeT KOHTPOJIUPOBATh KHUCIOTHO-IIETOYHOH Oamanc. Ilpu pasButHH
METabOIMYECKOTO alK103a CIETYeT PACCMOTPETh BO3MOKHOCTh OTMEHBI TEPAITUH MTPETIapaTOM.
VY narmuenTos, npuHuMatomux npenapatr JJEOEPA3ZMPOKC BEJI®APM, B 0coOEHHOCTH y IE€TEH
OTMEYAJIUCh TOCTMApKETHUHTOBBIE ClIydau TSDKEIbIX (popM mouedHod TyOynonmaTuH (Takue Kak
CUHAPOM (DaHKOHI/I) H MImo4Yc€4yHasd HCEAOCTATOYHOCTb, CBA3AaHHBIC C HU3MCHCHHUSIMHU CO3HAHHUA B
KOHTEKCTE TUIIEPaMMOHEMUYECKON sHIIe(paTONaTHH. Pexomennyercs YYUTBIBATH
TUIEPaMMOHEMHUECKYIO JHIepalonaTHi0O U ypOBHU aMMHaKa, U3MEpsieMble y MAIMEHTOB, Yy

KOTOPBIX PAa3BUBAIOTCA HEOOBSICHUMBIE H3MEHEHHS IICHXHYECKOTO craryca, npud JICYCHHUU

npenaparoM JJEOEPA3NPOKC BEJI®APM.

Tadauua 3. KoppektupoBka 1036l 1 TPUOCTAHOBKA JICYECHUSI TPH MOHUTOPHUHTE (DYHKITUU TIOUEK.

YpoBeHb KpeaTHHUHA B
CHIBOPOTKE

o Hauasja Tepanumn JByKpatHO (2%) u OpnokpatHo (1X%)

IIpumenenne

Kaupenc kpeaTuHuHa

<60 MiI/MUH
NPOTHBOMOKA3aHO

MoHHUTOpPUHT
— [TepBerit Pa3 B Henmemnro u Pa3 B Henenro
MeCsIII IIOoCie Havaia
JICUCHUS WIH
MOAU(UKAIIIH 10361
(B TOM UHCIIEe TIOCTIe
nepexo/ia marueHTa
Ha Ipyry:o
JIEKapCTBEHHYIO
dbopmy mpenapara)
— B Pa3 B Mecsnx u Pa3 B Mecsnx

NOCIIEAYIOLIEM
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VMeHbIIeHHe CyTOMHOM 10361 Ha 7 MI/KI/IGHD (B QOPME TAOMETOK, HOKPLITBIX THICHOHOM

000JI0YKOIf), €ClIi CIeayIoIue moka3aTean (yHKIMK TMOYeK HaOIr0JaloTCs HA MPOTSHKEHUHU
JBYX BU3HTOB MOAPS U HE MOTYT OBITh OOBSCHEHBI IPYTUMU PUIMHAMHU

Bspocable manueHTsl >33 % mpeBBINIacTCS
p 5 p Camwxaercs <HI'H*
CpeHUI MMOKa3aTelb 10 u
P (<90 Ma/MuH)
JIEUEHHUS
[TarueHTH! IETCKOTO >BI'H** ma
y Cumxaercs <HI'H*
BO3pacTta COOTBETCTBYVIOIIETO A/Anm
P yio (<90 mu/mMuH)
BO3pacra

IToce cHUKeHHS A03bl, IPUOCTAHOBKH JC€YCHUSA, €CJIN:

Bspocinble manueHTsl Coxpanstercs >33 % BHIIIIE
P P Cumxaercs <HI'H*

U JIeTH CpeIHEero TmoKa3aTes J10 u/nnm
P (<90 Mn/mMuH)

JICHYCHUA

*HI'H — HiokHsIS TpaHUIIa HOPMBI

**BI'H — BepXHsist paHUIIAa HOPMBI

Jleuenue MokeT OBITh HAYyaTO BHOBb B 3aBHCHUMOCTH OT WMHJIMBHUIYaJbHBIX KIMHUYECKHX
00CTOSITETTBCTB.

CrnemyeT paccMOTpeTh BO3MOXKHOCTh YMEHBIIIEHUS J03bI MpermapaTa Wi MpephIBaHUS Teparuu
IPYU BBISIBIICHUU OTKJIOHEHUN OT HOPMBI MOKa3aTesiel KaHalblieBOM (DYHKLIMU MOYEK W/WUIH 1O
KIIMHUYECKUM TOKa3aHUIM:

- npoTeuHypusi (IoKasaTenb ClEeAyeT ONpeleNsITh Nepel HadyajloM Tepalnud U Jajee
€XKEMECSIYHO);

- TIIIOKO3ypHUsl y TMAIMEHTOB 0e3 caxapHOro auadeTa, CHUKEHHE COACpPXKAHHS Kalius B
CBIBOPOTKE KpoBH, (ocdaToB, MarHus WIM COJEH MOUYEBOW KHCIOTHI, QocdaTypus WU
aMUHOAUTYpHs (TIOKA3aTeNH ClIeyeT KOHTPOJIUPOBATh MO HEOOXOAUMOCTH).

O peHasbHOU TyOyIOTIATHH B OCHOBHOM COOOIIANIOCH Y IETEH U TIOJJPOCTKOB ¢ OeTa-TaJacceMuei,
nonydasimux npenapat JJEO@EPA3MPOKC BEJI®GAPM.

[TarueHTOB crenyer HampaBuTh K He(dpoOJOry, W paccMOTPETh HEOOXOTUMOCTH IMPOBEIEHUS
JOTIOTHUTENFHBIX TMarHOCTUYECKUX WCCIEOBaHUN (Hampumep, OWOICHUS TIOYEK), eCIIH,
HECMOTPS Ha CHIKEHUE JI03bI U MIPEKPAIlEHUE JICICHHSI, BOSHUKAIOT CIEAYIONIUE SIBIICHUS:

- YpOBEHb KpEeaTHHHHA B CHIBOPOTKE OCTAETCS 3HAUUTEIHHO MOBBIIICHHBIM U

- HaAOIII0/IaeTCs CTOMKOE OTKIOHEHUE KaKOTO-TMOO JAPYroro mokasareis (pyHKIHH MOYeK
(Hampumep, mpoTenHypusi, CHHIpOoM DaHKOHH).

Hapymenne dyHKIIMN HeYeHH

VY mnmanuMeHToB, NMPUHUMABIIUX Jedepasupokc, HaOII0AANOCh MOBBIIICHHE YPOBHS MapKepoB
¢byHKIMM TeyeHH. B mocTperucTtpalioHHOM MEpHOJE TNPUMEHEHHS OTMeualuch Clydau
MIEYCHOYHON HEJOCTaTOYHOCTH, HEKOTOPBIE U3 HUX OBLIH C JETATbHBIM HCXOJ0M. Y MAIMEHTOB,

nony4yaBmux mpenapar JEDOEPA3MPOKC BEJI®APM, B 0coOEHHOCTH y JeTei MOTyT
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BO3HUKATh TsDKeIble (OpMBI, CBA3aHHBIE | C 3MHCHIAMA - “CO3mAT - B CKOHTekeTe

TUIepaMMOHEMHUYECKON 2HIedanonatnu. PeKoMeHayeTCsl yYUTHIBATh TUIEPAMMOHEMHYECKYIO
SHIlePATONATHIO W HW3MEPATh YPOBEHb aMMHUaKa y TMAIMEHTOB, y KOTOPBIX pPa3BUBAIOTCS
HEOOBSICHUMBIC U3MEHEHHS ICUXUYECKOT0 cTaryca npu JieueHnu npernapatom JJIEGEPA3ZNPOKC
BEJI®GAPM. Crneagyer mnposBisiTh 0co00€ BHUMaHWE B OTHOIICHUH TOJAJCPKHUBAHUS
COOTBETCTBYIOIIETO YPOBHS THUApPATAIlMU Yy MAIMEHTOB, KOTOPHIE HCHBITHIBAIOT MPOOIEMBI C
00e3BO’KMBAaHUEM (TaKue KaK Jauapes WM pBOTa), 0COOEHHO y aeTeil B ocTpoit (haze OoJe3HH.
BonpmMHCTBO COOOIIEHWIT O NEYEHOYHOH HENOCTATOYHOCTH KACAJIMCh IIAIIMEHTOB CO
3HAYUTENIbHBIMU  CONYTCTBYIOIIMMHU  MATOJIOTHSIMM, BKJIIOYash paHee CYIIeCTBOBABILKE
XpOHUYECKHe 3a0oJeBaHHs Te4eHH (B TOM uwmcie Iuppo3 U renatuT C) U MOIUOPTaHHYIO
HeoCcTaTOYHOCTh. OMHAKO POJb Jedepa3supoKca Kak COMYTCTBYIOIIETO WM YCYTYOJSIOIIETO
dakTopa HE MOKET OBITh HCKITIOUEHA (CM. paznen 4.8).

Pexomenmyercss mpoBepsTh YpOBEHb TpaHCamMHuHa3, OmnupyomHa u QocdaTazbl B CHIBOPOTKE
nepe] HavajoM JICUCHMs, KaXIble 2 HENEIu B MEpBbIA MeECSI] JEUeHHs U pa3 B Mecsll
BIOCJEACTBUU. Ecin #MeeT MecTo CTOMKOE M MPOrpeCcCUPYIONIEe YBEIMYEHHE YPOBHS
TpaHCAMUHA3 B CHIBOPOTKE, KOTOPOE HE MOKET OBITh OOBSICHEHO IPYTMMH IPUYUHAMH, CIETYET
npuoctaHoBuTh mnpuMmeHeHnue mnpenapara JEDOEPAZUPOKC BEJI®APM. Korma npuunna
OTKJIOHEHHWH B MOKa3aTesiX (PyHKIUU MEYCHH BBICHEHA, WIM MOCJIEC BO3BPAILICHUS yKa3aHHBIX
MoKa3arenel K HOPMaJbHOMY YpPOBHIO MOXXHO paccMaTpuBaTh OCTOPOKHOE BO30OHOBIICHHE
JedeHus mpu 0oJiee HU3KOH J103€ U MOCeIyIoIIee MOCTEIEHHOE YBEIHUEHUE T03bI.

He pexomennyercss npumensate npenapatr [EDPEPA3MPOKC BEJI®APM y mnamueHTOB C
TSDKEIIBIM HapylieHneM QyHKuuu nedenu (kiacce C no knaccuduxannu Yaitna-ITsio0) (cm. pazaen

5.2).

Tabauna 4. Kpatkue pekoMeHaanuy o MOHUTOPUHTY 0€301MacHOCTH

HccaenoBanue YacrTora

YpOoBEHb KpEaTUHHUHA B CBIBOPOTKE JIBaXk1pl 10 HaYaja TEPAUH.

Pa3 B Henento B nepBbIil MecALl TEPANUU U B
HEPBBIM MeCHI] TOCIe U3MEHEHUS 103bl (BKIOYas
Mepexo/] C OJTHOM JIeKapCTBEHHOW (JOpMBI Ha

APYTYI0).
Pa3 B Mecs1] BIOCIEICTBUM.

KnupeHnc kpeaTMHUHA W/WIH YPOBEHb IIepen Havamom Tepanuu.

nucratuHa C B miazMe Pa3 B Henento B epBBIi MECAL] TEPANUU U B
HepBBIfI MECHAII ITOCJIC NBMEHCHUSA JO3bI (BK.HIO‘IEUI
Mepexo/] C OJTHOM JIeKapCTBEHHOW (JOPMBI Ha

APYTYIO).
Pa3 B Mecs11 BIOCIIEICTBUM.
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Pas B Mecs11 BIIOCI€ICTBUH.

Jlpyrue Mapkepsl (PYHKIIMH TOYEUHBIX [To mepe HEOOXOTUMOCTH
KaHaJIbIIEB (TaKue KaK TJIUKO3YPHs Y JIHII,
HE CTPaJaroIuX TuabeToM, U HU3KAN
ypoBeHb Kamnus, hocdara, MarHus UiIu
ypaToB B CBIBOPOTKE, docharypusl,

aMUHOAIUIYpHs)
YpoBeHb TpaHCaMUHA3, OMIIHPyOUHA, [Tepen nauanom Tepanuu.
IeTI0YHOH (ocaTaszpl Pa3 B 2 Henenu B nepBblil MecALl TEPANTNH.
Pa3 B mecs1 BnocineacTBuu.
HccnenoBanue cnyxa 1 OpraHoOB 3peHUS [lepen HauamoMm Tepanuu.
Pa3 B roz BmociiecTBHU.
Macca Tena, pocT U 0JI0BOE Pa3BUTHE [lepen HauanoM Tepanuu.

Pa3 B roj BrocnencTBum y neguaTpUIeCKUX
MMAlEHTOB.

Y nanmuMeHToB C Majoll MPOTHO3HPYEMOW MPOJODKHTEIBHOCTBIO KU3HH  (Hampumep,
MHENOIUCIIIIACTUYECKHE CHHAPOMBI C BBICOKMM PHCKOM), OCOOCHHO KOTJa COIYTCTBYIOIIHE
3a00JeBaHUs MOTYT TOBBIIIATh PHUCK HEXeNaTeNbHbIX sBileHHH, nonsza JJEDEPA3NPOKC
BEJI®APM MoxeT ObITh OrpaHWYEeHa, W PUCK MOXKET NPEBBIMIATh MOyb3y. CliemoBaTenbHO,
npumeHenue JJEOEPA3NPOKC BEJI®APM He pekOMEHA0BAHO y TaKUX MAIIUEHTOB.

[IpenapaTr cienyer Ha3HayaThb C OCTOPOKHOCTBIO IOXKHWJIBIM NAIMEHTaM B CBSI3U C BBICOKOM
YacTOTOM HeXeNaTeIbHbIX Peakuil (B YaCTHOCTH, TUAPEH).

JlanHble y nerei ¢ TpaHCPy3MOHHO HE3aBHCHMOHM TalacCEMHEW BechMa OTpaHUYCHHBIC (CM.
pasnen 5.1). CnenoBatenbHo, mpu Tepanuu npenaparom JJEOEPA3ZNPOKC BEJI®APM crnenyer
MPOBOJIUTh TIHIATEIIbHBIA MOHUTOPUHI [l BBISIBJICHUS HEXKEJATEeIbHBIX pEeakuu u s
OTCIIEKMBAHMSI KOHLIEHTPALIUN JKEJIE3a B OpraHu3Me y neAuarpuueckoi nomnynsauuu. Kpome toro,
nepen nedenuem npenaparom JIEPEPA3MPOKC BEJI®APM gnereil ¢ BBICOKON CTENEHBIO
Neperpy3KH jKeae30M U TpaHCPy3MOHHO-HE3aBUCUMON TalacceMuelt Bpad JOKEH TOMHUTh, YTO
MOCJIE/ICTBHS IJTUTEIBLHON Tepanuy TaKuX MalMeHTOB B HACTOSAILEE BPEMsI HE U3BECTHBI.

Hapyiienus co CTOpOHBI JKEIYI0UYHO-KUIIIEYHOI'0 TPAaKTa

VY mnanueHTOB, BKJIIOYas JAE€Ted M MOAPOCTKOB, MOJy4YaBIIMX Jedepasupokc, cOoOHIanoch O
MOSIBJICHUU $I3B M KPOBOTEUCHHM B BEPXHUX OTHENAX >KEIYJAOYHO-KUIIEYHOTO Tpakra. Y
HEKOTOPBIX MAIIMEHTOB HAOII0JaINCh MHOXKECTBEHHBIE SI3BHI (CM. pasnen 4.8). beutn coobmeHus
0 s3BaX, OCJIOXHHUBIIUXCS Tepdoparmeii KemyJIouHO-KUIIEYHOro TpakTa. Takxke ObuUTn
COOOILEHUSI O JICTAIBHBIX JKETyJOYHO-KHIIEYHBIX KPOBOTEUEHHUSAX, OCOOCHHO Yy MOXKMIIBIX
MAI[MEHTOB, Y KOTOPBIX OBUIM I'€éMaTOJIOTHYECKUE OHKOJIOTHYECKUE 3a00JIeBaHUSl W/UIIN HU3KOE

coJiepaHue TPOMOOITUTOB.
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CHUMIITOMOB $3B U KDOBOTECUCHHH B )KETYA0YHO-KUIIIEYHOM TPAKTE BO BPEMs T€pAINU MIPETapaTom
JE®EPA3NPOKC BEJI®APM. B cinydae pa3BUTHS $3Bbl WJINM KPOBOTEUYEHMS KEIYJOUYHO-
kuieyHoro Tpakrta npumeHenue npenapara JEOEPA3ZNPOKC BEJI®APM crnenyert npeKkpaTuth
U He3aMeJUIMTEeNbHO HauyaTh JIOMOJHHUTENbHOE ob0cienoBanue U JjeueHue. Crexyer c
octopoxHocThi0 HazHauaTh npenapar [JEOEPA3NPOKC BEJI®APM nauueHtaMm, KOTOpBIE
IPUHUMAIOT BEIIECTBA, O0JIAJA0ONINEe W3BECTHBIM YJIBIIEPOTCHHBIM MOTEHIHATIOM, TaKHE Kak
HIIBIT (HecTepouaHble MPOTHBOBOCIHAIUTENBHBIC TMpenapaThl), KOPTHKOCTEPOUIIBI MU
nepopaibHbie OucdocoHaThl, aHTUKOATYIISIHTEI, U TAIIMEHTaM C COJACpP)KaHWEeM TPOMOOIIUTOB
menee 50 000/mm? (50x10%/m) (eM. paszen 4.5).

HapyiueHus co CTOpoOHEI KOXKU

Bo Bpems neuenus npenapatom [JEOEPA3NPOKC BEJI®APM MokeT BO3HUKATh KOKHAS ChIIlb.
B GonbIIMHCTBE CilydaeB ChIIb MPOXOIUT CIIOHTaHHO. [lociie BpeMeHHOro npepbiBaHus JIeUeHNE
MOYET OBITh BO300OHOBIICHO IOCJIE HCYE3HOBEHUS ChIMU B 00Jiee HU3KOH J103€ C MOCIEAYIOIIUM €€
IIOCTETICHHBIM YBEJIIMYEHHEM. B TSDKeNbIX cioydyasX BO300OHOBJIGHHE JICYEHUS MOXET OBITh
MIPOBEJICHO C KOPOTKUM MEPUOIOM MPUMEHEHHS IepopaibHOi opmbl cteponoB. Coobianock
O CEpbE3HBIX KOXHBIX HEXKENaTeNIbHBIX peakUMsX, BKIo4as cuHapoMm CrtuseHca-/[»kOHCOHa,
TOKCHYECKUI SMUICpMATbHBIA HEKPOJIM3 M JIEKAPCTBEHHYIO PEAaKIHUI0 C 303MHOPHUINCH H
cucreMHbiMu cumnTomMamu (DRESS), koTopsie MOTYT OBITH OMACHBIMHU JUISL KM3HHM WIN JTaXKe
cmeprenbHbIMU. [Ipu momo3peHHH Ha pa3BUTHE KAaKOro-TMOO W3 YKa3aHHBIX COCTOSHUMN
npumenenue npenaparta JJ[EOEPA3ZMPOKC BEJI®APM cnenyeT HeMeaJIEeHHO IPEKPATUTH U HE
OpUMEHATh  MOBTOpHO. Ilpm  Ha3HaueHWMM  Tpemapara  MAIMEHThl  JOJDKHBI  OBIThH
NpOMH(GOPMUPOBAHBl O NPU3HAKAX M CHMIITOMAX TSDKENBIX KOXHBIX PEAKIHMA M JIOJKHBI
HaXOJUTHCS MO/ TUIATEIbHBIM HAa0II0ICEHUEM.

Peaknmm TMIIepIyBCTBUTEIHFHOCTH

[TomyyeHsl cOOOIIEHHS O Pa3BUTUM pPEAKUUN TUIEPUYBCTBUTEIBHOCTH K Jedepasupokcy
(BKuTIOUAs aHA(PUITAKTUUECKUE PEAKLIMU U aHTMOHEBPOTUYECKUN OTeK). B OosbIIMHCTBE citydaeB
peakuuy TUIEPYyBCTBUTEILHOCTH HAOIIOAANUCH B MEPBbIE MECSIbI JICUEHUS MpernapaTom (CMm.
pazmen 4.8). Ilpu pa3BUTHM peaklUi THUIEPUYYBCTBUTEIBHOCTU TSDKEIOW CTEIICHH JICUCHUE
IpenapaToM CJleayeT OTMEHUTh M IMPOBECTH COOTBETCTBYIOIIME JiedeOHble Meponpustus. He
PEKOMEHAYETCS BO3OOHOBIIATH TEPAIUIO MPENAapaTOM Y MAlMEHTOB JaHHON KaTeTOPHH B CBSI3U C
PHCKOM pa3BUTHs aHA(DUIAKTHIECKOTO 1I0Ka (cM. pa3aen 4.3).

3pUTEIBHEIC M CIIYXOBBIC HAPYIIICHUS

Coo01manocs 0 HapyIIEHUAX CO CTOPOHBI OPraHOB CIyXa (CHHKEHHE CIIyXa) U OPTaHOB 3PEHUS

(moMyTHEHHE XpycTanuka; cM. pazzaen 4.8). PekomeHmyercss mpoBepsATh Y MAallUEHTOB CIyX U
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perymsipHbie oOcnenoBaHus Kaxaple 12 MecsueB. Ecnum Bo Bpemsi JieUeHUs y TaIlUeHTa
MOSIBJISIFOTCS. HAPYILLIEHUS CIIyXa WM 3PEHHUS], MOKHO PaCCMOTPETh BO3MOKHOCTh CHUYKEHHS JO3bI
npenapara Uiy BpEMEHHOI'O TPEKPALICHUs JICUCHHUS.

I"'emaTogOruueckue pacCTpomncTBa

B mepwon mocTperucTpalMOHHBIX HAOMIOACHUN OBLIM IOJTYYEHBI COOOIMIEHUS O CIIydasx
JeUKONEHNH, TPOMOOLMTONIEHUH WM MAHIUTONCHUU (MM YCYIyOJeHMM YyKa3aHHBIX
3a00eBaHU) W OCJIIOKHEHHOW aHeMHHM Yy TMAalWeHTOB, NMpUHUMaBIIUX nedepasupokc. B
OOJIBIIMHCTBE CIy4aeB Yy MAIMCHTOB WMEIUCh T'eMaTOJOTHMYECKHEe HApyIICHHWs B aHaMHE3e,
KOTOpPBIE  YacTO  COMPOBOXAAIUCh  HEAOCTATOYHOCTHIO  KocTHOrO  Mmosra.  OmHako
CIIOCOOCTBYIONYIO WJIH YCYTyOJSIONIYIO pOJIb JaHHOTO (akTopa HeNb3s HCKIoYaTh. [lpu
BO3HMKHOBEHUH Yy TAIMEHTa HEOOBSICHUMOW HUTONECHUH CIEIYEeT PacCMOTPETh BO3MOXKHOCTB
BPEMEHHOT'O TIPEKPAICHHSI JICUCHHSI.

Jlpyrue daxkTopsl

PexoMeHyeTcss TIpoBEJCHUE €KEMECIYHOIO MOHHUTOPUHTA YPOBHS (heppUTHHA B CBHIBOPOTKE
KPOBH C II€JIbI0 OIICHKM OTBETa MAllMeHTa Ha TEPanui0 W MPEeJOTBPAIICHUS H30BITOYHOIO
XenatupoBaHus (cM. paszen 4.2). B nepuosl fedeHus: BBICOKUMU JI03aMH U B T€X CUTYaIUsX,
KOTJ]a YPOBHHU (peppUTHHA B CHIBOPOTKE KPOBH OJIM3KH K IIEJICBOMY JMANA30HY, PEKOMEHIYETCs
CHIDKEHHE J103bI HJTH 00JIee TIATeNbHBI MOHUTOPUHT (DYHKIIMH [TOYEK U MIEYCHHU, a TAKXKE YPOBHS
CBIBOPOTOUHOTO (epputrHa. Eciu ypoBeHb (heppUTHHA B CHIBOPOTKE KPOBU HE MOAHUMAETCS
BhImie 500 MKT/1 (y manueHToB ¢ TpaHChY3UOHHOM Neperpy3Koi xkene3oM) win Beime 300 MK/
(Y malMeHToB ¢ CHHAPOMAaMH TPaHC(PY3MOHHO-HE3aBUCUMON TaJacCeMHii), MOKHO PacCMOTPETh
BO3MO>KHOCTh BPEMEHHOTO IPEKPAIECHUS TEPANHH.

Pe3synbrarel uccienoBaHuM YpOBHSA KpeaTHMHHHA, (EeppUTHHA U TpaHCAMUHA3 B CHIBOPOTKE
HEO0OXOUMO PETUCTPUPOBATH U MMPOBOJUTH PETYISIPHYIO OLEHKY JJIsl BBISIBJICHUS TEHCHIIHH.

B AByX KIMHHUYECKHX HCCIEIOBAHUAX Aedepa3upoKCc HE OKa3all BIUSHUS HAa POCT M IOJOBOE
pa3BUTHE AETEH, OTyUaBIINX JIEUEHUE B TeUeHHE A0 5 jeT (cM. pa3zaen 4.8). OnHako, B Ka4ecTBe
o01elt Mepbl IPETOCTOPOKHOCTH B JICUCHUU JETEH ¢ TpaHC(HY3UOHHOM MEPETPY3KH KEIE30M 0
Hayaja Teparvy 1 3aTeM €XKeroJHO He00X0JMMO U3MEPATD Y JIETeH Maccy Teja, pocT U OLIEHUBATh
N0JI0BOE pa3BUTHE (Kaxple 12 Mecsies).

JuchyHKus cepana — M3BECTHOE OCIOXKHEHUE TSDKENIOW CTETEHU IEeperpy3kH Keiae3oMm. Y
NAl[MEHTOB C TSDKENIOM CTENEHbI0 MEPerpy3KH Kelle30M BO BpeMs IJIUTENbHOTO JIeUeHUs
npenaparoM [IEO@EPA3NPOKC BEJI®APM crienyeT KOHTPOIUPOBATH CEPACYHYIO () YHKIIHIO.
4.5 B3aumoneiicTBHe ¢ JAPYIMMH JIeKAPCTBEHHBIMHM IIpenaparamMM MW Jpyrue BHABI

B3auMOAeliCTBUSA
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CHG,Z[OBaTeJ'H:HO, €ro NpuMCHCHUC HCJIb3s COUYCTATh C APYIrMMHU NpcriapaTaMu JJId XCIIAaTUPOBAHUA
xenesa (cM. paznen 4.3).

BsauMoaeiicTBre ¢ munien

3nauenust Cmax Aedepasupokca B popme TablIETOK, MOKPHITHIX IUIEHOYHON 000JI0UKOM, ObLIN
NOBBIIIEHHBIMU (Ha 29 %) mpu ero BBEJCHUH BO BPEeMs IIpHeMa IHILHU C BBICOKHM COJIEpKaHHEeM
xupos. IIpenapar JJEOEPAZNPOKC BEJI®APM MoXHO NMpUHUMAaTh HATOLIAK WM BO BpeMs
npremMa HeOOJIbIIOro KOJIMYECTBA MUY, KEJIATEIbHO B OJTHO U TO )K€ BPEMs CYTOK (CM. pa3zaeibl
4.2u5.2).

JIekapCTBEHHBIE CPEJICTBRA, CIIOCOOHBIC CHUYKATH CHUCTCMHYVYIO 3KCITO3UITHIO z[ed)epa:snpoxca

Mertabonusm aedepasupokxca 3aBucuT oT pepmenToB Y AD-rarokyponunTpancdepass! (ypuanH-
S-mudocdar-rmokyporuntpancdepaza). B xome wuccrmegoBaHUS € ydacTHEM  3J0POBBIX
JTOOpPOBOJIBIICB OJTHOBPEMEHHOE TMpUMEHEeHue aedepasupokca (ogHokpaTHas mo3a 30 MI/KT B
dopme aucneprupyeMbIx TaOJIETOK) M MOIIHOTO MHAYKTopa Y J®-rmoxypoHuntpanchepasbt
pudpamnuumHa (MHOTOKpaTHbIe 1036l 600 MI/A€HB) NPUBENO K CHIDKEHHIO CHCTEMHOMN
o6uonoctynHoctu aedepasupokca Ha 44 % (90 % JAU: 37-51 %). B cBsi3u ¢ 3TUM CONMyTCTBYIOLIAS
Tepanus MOLHBIMU HHAYKTOpaMu Y JID-rarokypoHunTpaHcdepassl (Hanpumep, pudaMouIimHoM,
KapOamazenuHoM, (EHUTOMHOM, (eHoOapOuTanoM, pPUTOHABUPOM) MOXET NPUBECTH K
camwkennio 3¢ ¢pexruHoctu npenapara JEOEPA3VUPOKC BEJI®APM. Bo Bpems u mocie
IpreMa YKa3aHHbIX KOMOMHAIMI NpenapaToB y MAallMEHTOB HEOOXOAMMO BECTH MOHMTOPUHT
YPOBHsI (peppUTHHA B CBIBOPOTKE KPOBU U, IIPU HEOOXOAUMOCTH, KOPPEKTUPOBATh 103y Npenapara
JE®EPA3NPOKC BEJIOAPM.

Konectupamuu 3Ha4NTENBFHO CHUKAJ HKCIO3UIIUIO JeepazupoKkca B UCCICAOBAaHIUN MEXaHH3Ma
JIEHCTBHSI IO ONIPEICTICHUIO SHTEPOTeaTUUECKON PEIUPKYIISAINH (CM. pa3nen 5.2).

BzanmoeiicTBHe C MHJ1a30J1aMOoOM n APYIrUMHU JICKAapCTBCHHBIMU cpeacTBaMi,

MeTadoausupyronmMucs ¢ vyactueM nzodbepmerra CYP3A4

B xonme uccrnemoBaHHMs C y4acTHEM 370POBBIX JOOPOBOJBIEB OJHOBPEMEHHOE INPHUMEHEHHE
nedepaszupokca B popme nucrneprupyeMbix TabieTok U Mugaszoiama (cyoctpatom nzodepmenTa
CYP3A4) npuBoausio K CHUKEHHIO CUCTEMHOM OMoj0cTyTHOCTH Mua3onama Ha 17 % (90 % JIU:
826 %). B xnuHMYeckoi mpakTuke 3TOT 3(h(eKkT MoxkeT ObITh Oosee BBIpAKEHHBIM. Takum
0o0pa3oM, B CBSI3U C BO3MOXKHOCTBIO CHMKEHHUS 3(P(PEKTHBHOCTH CIEAYyEeT C OCTOPOKHOCTBIO
npumensate  npenapat  JED®EPA3MPOKC  BEJI®APM  BMecte ¢ mpemnaparamu,
MeTabonu3upyromumucs ¢ ydactueM wuzodpepmenta CYP3A4 (mampumep, IHMKIOCTIOPHUHOM,
CUMBACTaTHHOM, TOPMOHAJILHBIMU KOHTPALIENTHBAMHU, OCIIPUIUIIOM, 3PTOTAMUHOM).

BzaumoneiictBue C peaarjinanuaoMm n APYI'UMH JICKApCTBCHHBIMU CpeACTBaAMU,
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META00IU3UPVIONINMHUCS C YYacTHEM n30dhepMe

B xozxe wuccrienoBaHusl C ydacTHEM 3JI0POBBIX JTOOPOBOJIBIIEB OAHOBPEMEHHOE MPUMEHEHHE
nedepazupokca B kauecTBe yMepeHHoro naruouropa CYP2C8 (B moze 30 MI/Kr exeqHEBHO, B
dbopme mucrieprupyeMbIX TableTok) u penarauauaa, cyocrpara CYP2CS8, B ogHOKpaTHON 103€
0,5 mr ormeuanock yBenudeHne AUC u Chax penarnuauaa npuMepHo B 2,3 paza (90 % AU: 2,03—
2,63) u 1,6 paza (90% JdU: 1,42-1,84), coorBerctBeHHo. [lockonbKy B3auMojeiiCcTBUE
nedepasupokca C penarmuHuAOM B jgo3e Bbime 0,5 Mr He H3y4deHo, cieayeT u30erarb
OJIHOBPEMEHHOTO TNpHUMEHeHus Jedepasupokca ¢ pernarmuHuaoMm. [lpu HeoOxomumocTu
OJIHOBPEMEHHOTO TpuUMeEHEeHHUs Jedepasupokca C pPENariMHUIOM CIeIyeT TIIATelIbHO
KOHTPOJIMPOBATh KOHLEHTPAILMIO TJIIOKO3bl B KpoBH (cM. pasnen 4.4). Henb3s uckimouatsb
BO3MOXXHOCTh JICKAPCTBEHHOTO B3aUMOJICUCTBUS Jedepa3supokca ¢ APYrUMU CcyOcTparaMu
nzodepmenta CYP2C8, nanpumep, MaKIMTaKCEIOM.

BzanmoseiicTBre C TCOd)I/IJ'IJ'II/IHOM n APYTrUMHU JICKAPCTBECHHBIMH CpeaCTBaMH,

MeTadoausupyronmMucs ¢ vyactueM nzobhepmenta CYP1A2

B xonme wuccrnemoBaHMs C y4yacTHEM 3J0POBBIX JTOOPOBOJIBIIEB OJHOBPEMEHHBIH IpHEM
nedepasupokca B kauectBe uHrnonTopa CYP1A2 (MmHOTOKpaTHBIE 10361 30 MI/KT/7eHb B hopme
aucreprupyemMbix Tabnetok) u cyoctpara CYP1A2 teodwmmmmnaa (omHokpatHas mo3a 120 mr)
npuBo v K nobieHnto 3HaueHud AUC u Cmax TeodmmmuHa Ha 84 % (90 % AU: 73-95 %).
OnHOBpEMEHHBIN NPUEM yKa3aHHBIX MPENapaToB He MOBIMAT Ha 3HaueHHE Cmax OJHOKPATHOM
J03bl, OJJHAKO OXHAaeTcs, uyTo 3HaueHUE€ Cmax TEOQUIUIMHA MOBBICUTCS MPH MHOTOKPATHOM
BBeJeHNN TeopmuinHa. CrenoBaTeNbHO, OJHOBPEMEHHOE IpUMEHEeHHE jaedepazupokca u
teopuinHa He pekoMeHayercs. [Ipu oqHOBpeMeHHOM IpueMe jaedepasupokca U TeohuTnHA
HE00X0IMMO MPOBOIUTH MOHUTOPUHT KOHIICHTPALUU T€OPMIIIMHA U PACCMOTPETh BO3MOXKHOCTD
CHW)KEHMsT 7103l TeodpuinHa. Henp3s  uWckiIodaTh  BO3MOXHOCTH — JIEKAPCTBEHHOIO
B3aUMOJICUCTBUSI MEXIy aedepasupokcom u apyrumu cyocrpatamu CYP1A2. B oTHomeHun
BEIIIECTB, KOTOpBIE NMpeuMyIiecTBeHHO MeTtabonu3upyorcs CYP1A2 u koTopbie UMEIOT Y3KHi
TEpaneBTHUECKUI Uamna3oH (HampuMmep, KIO03almuH, TH3aHUIUH), NPUMEHSAIOTCA Te XKe
PEKOMEHIALUHU, YTO ¥ B OTHOLICHUH T€O(pUILTHHA.

JIpyrue B3auMOJIEHCTBUS

OpHOoBpeMeHHOE TMpUMEHEeHHe aedepasupokca W aHTAIUAOB, COJICPKAIUX AIOMUHUN, HE
uccienoBanocb. Hecmotrps Ha TO, 4To aedepasupokc ummeerT Oonee HU3KOE CpPOACTBO K
ATIOMUHHUIO, YeM K JKele3y, He pEeKOMEHAyeTcsl MpUHUMaTh TabneTku nedepasupokca
OJIHOBPEMEHHO C aHTAllUAHBIMU MperapaTaMu, COAEPKaIUMU aTIOMUHUH.

OpnHOBpeMeHHOE MpUMeHeHue nedepa3supokca ¢ BEIIECTBAMH, KOTOPBIE 00JIAal0T M3BECTHBIM

yIbLIEPOTreHHBIM JeficTBueM, Takumu kak HIIBIT (Bkirodass aneTHSICAIMIMIOBYIO KHCIOTY B
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PHUCK pa3BUTHUS HexenaTenbHbIX sABlIeHUN co cTopoHbl JXKKT (cm. pasnen 4.4). OnHoBpeMeHHOE
npuMeHeHne naedepa3supokca M aHTHKOATYJISHTOB TaKXKE MOXKET IOBBICUTh PHCK Pa3BUTHSA
KEITyI0YHO-KUIIIEYHOTO KpoBoTeueHus. [Ipum Ha3HaueHuu nedepasupokca B KOMOWHAIUU C
JAaHHBIMU BeIlleCTBAaMU TpeOyeTcsl BECTH TIIATEIbHBI MOHUTOPUHT YKa3aHHBIX HEKeIaTelbHbIX
SIBJICHU.

CoBmecTHOE puMeHeHHe aedepasupokca u Oycynb(aHa IPUBOAUT K YBEIUYCHHUIO CUCTEMHOM
ouonocrymHoctu Oycynabdana (AUC), HO MeXaHHU3M MX B3aUMOJCHCTBHUSA OCcTaeTcs HesicHbIM. [1o
BO3MOKHOCTH CJIeTyeT mpoBecTu OleHKYy ¢dapmakokuHeTukn (AUC, kaupeHc) mpoOHOW 03B
Oycynbdana, 4TOObI MOXKHO OBUIO CKOPPEKTHUPOBATH J03Y.

4.6 ®epTUIBLHOCTD, 0€PEMEHHOCTDH U JIAKTALMS

bepemenHOCTD

Knunnueckux naHHBIX IO MpPUMEHEHUIo Jedepasupokca BO BpeMs OepeMeHHOCTH HeT. B
JOKJIMHUYECKUX HUCCIEIOBAaHMAX Ha JKMBOTHBIX IIOKa3aHa HEKOTOpas penpoayKTHBHAS
TOKCUYHOCTH IIperapaTa B J03aX, TOKCUYHBIX JUIsI MaTEPUHCKOIO opraHu3Ma (cm. paszen 5.3).
[ToTeHIIManbHBIN PUCK 171 YETOBEKA HEU3BECTEH.

B kawectBe Mephl NpenocTOpoKHOCTH He pekoMeHayercs npumeHars JIEDEPA3MPOKC
BEJI®APM Bo BpeMsi 66peMEHHOCTH, 32 UCKIIOYEHUEM CIydaeB KpailHel He00X0AUMOCTH.
JNE®EPA3ZNPOKC BEJI®APM  moxer cHukatb 3((EKTUBHOCTH  T'OPMOHAJIBHBIX
KOHTpanenTuBoB (cMm. pazaen 4.5). JKeHmMHAM ACTOPOJHOTO TOTEHIHAlla PEKOMEHIYETCS
IMPUMEHSITH JOMOJIHUTEIbHbBIE WU allbTEPHATUBHBIE HETOPMOHAJIBHBIE METO/IbI KOHTPALICTILIUU BO
BpeMs IIpHUeMa Irpernapara.

JlakTanus

B noxnmHMYecKHX HCCIeIOBaHUSX HAa YKUBOTHBIX JAe(epazsupokc OBICTPO U B 3HAUUTEIHHOM
KOJIMYECTBE MTPOHUKAII B MOJIOKO JIAKTUPYIOIIUX UBOTHBIX. BiusiHUs mpenapara Ha MOTOMCTBO
HE OoTMedanoch. HewsBecTHO, MpoHMKaeT N Jedepasupokc B TPYAHOE MOJOKO Y 4YeloBeKa.
Kenmunam, nonyqaromum jieuenue npenaparom AEDGEPA3ZVPOKC BEJI®APM, nponomkars
Ipy/AHOE BCKapMIIMBAHHUE HE PEKOMEHOBAHO.

DepTUILHOCTE

Jns aronedt HUKaKuX JAHHBIX O (PePTHIIBHOCTH HET. Y JKMBOTHBIX HUKAKUX HEXeJIaTeIbHBIX
3¢ eKxToB Ha PePTHILHOCTH CAaMIIOB MJIM CaMOK MOKa3aHo He ObUIo (cM. pa3zaen 5.3).

4.7 BausiHMe HA CHOCOOHOCTH YNPaBJATH TPAHCNOPTHBIMU CPeACTBAMH U PadoTarb C
MeXaHM3MaMH

Bmusane npemapara  JE®EPA3MPOKC BEJI®APM Ha crnocoOHOCTH — YHpaBIAThH

TPAHCIIOPTHBIMU CPCACTBAMU U MCXaHU3MAMHU HC N3Y4aJI0Ch. HpI/I IIOABJICHHUHM TAaKOT'O HCHYACTOTI'O
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4.8 HexennaTeabHble peakiuu

Pesrome npoduiis 0esonacHocT

YV manueHToB C XpOHUYECKOH MOCTTPaHCHy3NOHHOM Ieperpy3KoH xkene3oM Hanbosee yactoie HP,
0 KOTOPBIX COOOIIANOCH MPH IJIUTENBbHON Tepanuu AeepasupoKCOM B BUAE JUCIEPTUPYEMBIX
TabJETOK y B3pOCIBIX U JeTeH, BKIo4YaroT B cebs: HapymeHus co croponbl KKT (rmaBHbIM
0o0pa3oM, TOIIHOTA, PBOTA, Tuapesi, 00JIb B )KUBOTE) U I€PMATOJIOTHIECKUE HAPYILICHHS (KOXKHAs
ceinb). Jluapesi oTMevanach 4arie y JIeTeid B BO3pacTe OT 2 70 5 JIET M Yy MOXKHUJIBIX JIIOJACH. DTH
peaKkuuu SBISIOTCS J0303aBUCUMBIMU, B OCHOBHOM CJ1a00 UM YMEPEHHO BbIPAXKECHHBIMU, UMEIOT
TPAH3UTOPHBINA XapakTep U B OOJBIIMHCTBE CIIy4aeB Pa3pelIaloTCsi CaMOCTOSATENBHO Jaxe MpH
MPOJOHKCHUHN JICUCHUSI.

Bo BpeMst KIIMHUYECKUX UCCIIeI0BaHUM 10303aBUCUMOE YBETUUYECHNE KOHIIEHTPAllMU KpeaTHHUHA
B CHIBOPOTKE KPOBU BO3HHMKANO MPUOIU3UTENbHO Yy 36 % manueHToB, XOTS y OONbIIMHCTBA
JMaHHBIA TOKa3aTellb OCTaBajlcs B Mpenenax HOpMmbl. CHIDKEHHE CPEIHEr0 3HAYSHHS KIIMpEeHca
KpeaTHHUHA HaOII0ANoCh KaK y JeTed, TaK W y B3pOCIBIX MAalMEHTOB ¢ OeTa-TajiacceMuen u
neperpy3Koi jKeae30M B IEPBBI To/1 JIeUeHUs], HO €CTh IaHHbIE, UTO OH HE CHIKAJICS elle Ooblle
B mocienyroniye rofsl jedeHus. CooOlanoch O MOBBIIIEHWH YPOBHS TPaHCaMUHA3 MEYEHU.
Pexomennyercs cobmonath rpaduk MOHHTOPHHTA OE30MACHOCTH B OTHOIIECHUM IOKAa3aTelei
(GYHKIINY TIOYEK U eueHu. PeIko BO3HUKAIOT HAPYIICHUS CITyXa (CHUKEHHE CITyXa) U OTKJIOHEHUS
CO CTOPOHBI OpraHa 3peHusl (MOMYTHEHHE XPYCTalIUKa), 1 PEKOMEHIYETCsI IPOBOJIUTH €KErOqHOe
MCCJICIOBAHME JIAHHBIX CHCTEM (CM. paznen 4.4).

B cBa3u ¢ ucnonszoBanueM mnpenapara JJEGEPAZVPOKC BEJI®APM coobmianock Takxke o
Pa3BUTHH CEPbE3HBIX KOXKHBIX HEKEIATeNbHBIX peakinuid, BKIO4as cuHapoM CTuBeHca-
JIKOHCOHA, TOKCHYECKUH HSOUAEPMAIbHBIA  HEKPOJIU3 U  JICKAPCTBEHHYID  PEAKIHIO,
COTIPOBOXKAAIONTYIOCS 203nHOGUINEH 1 cucteMHubIMu niposiBiieHusiMu (DRESS) (cMm. paznen 4.4).

PesroMe HexxenaTeabHbBIX pEeaKIIUN

Jlis olleHKH 4acTOThl BCTpedaemMocTd HP wmcrmonb30BaHbl Cleqyrolue KpUTEpHH (COTIACHO
knaccuukanmun BO3 (BcemupHON opraHuzanuu 3ApaBOOXpaHEHHUs)): o4eHb vacto (>1/10);
gacto (>1/100, <1/10); mewacto (>1/1000, <1/100); peaxo (>1/10000, <1/1000); oueHp penko
(<1/10000); wacroTa Hew3BecTHa (HE MOXXET OBITH OMpENEeTICHA MO0 UMEIOUIMMCS JaHHBIM). B
npezaenax Kaxaou yacrotHoi kareropun HJIP pacnipenenens! B OpsaKke YMEHBIIEHUS YaCTOTBI

BCTPECHACMOCTH.

Taboauuna S. HexxenarenbHble peakuuu

HapyieHnust co CTOPOHBI KPOBH H TUM(pAaTHYECKOH CHCTEMBbI
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YacToTa HEM3BECTHA: aHuAL N CHE L T OMGOT I o Te a4 ]

ycyry6ienye aneMun', HeHTpornenus'

Hapyuenus co CTOpOHbI HMMYHHOM CHCTEMBI

Yacro: Peakiuy runepuyBCTBUTENLHOCTH (BKITIOYAS
aHapUIaKTUYECKHE PEaKuu 1
AHTHOHEBPOTHUYECKHUH 0TeK)!

Hapymenus meTado1u3mMa u NUTAHUS

Yacrora Hen3BeCTHa: ‘ Merabonuueckuii anuao3!
Ilcuxuyeckne HApyLIEHUS

Heuacro: ‘ TpeBora, HapyIlIeHUSsI CHA
Hapyumenusi co CTOPOHBI HEPBHOM CHCTEMBbI

Yacro: l'onosuast 60116

Heuacro: T'onoBokpyxeHue
Hapymenns co cTopoHbI Oprana 3peHust

Heuacro: Karapakra, makynonatus
Penxo: HeBpuT 3putenbHOro HepBa
Hapyuiennsi co CTOpOHBI OPraHa cjyxa u JJaOUupPUHTA

Heuacro: ‘ I'myxora

HapyimeHuss co CTOPOHBI AbIXaTeIbHOH CHCTEMbl, OPraHOB TIPYAHOH KJIETKH H
CpeAOCTEeHUs

Heuacro: ‘ bonb B ropranu

Kesyn04HO-KHIICYHbIe HAPYIICHHUS

Yacro: Juapesi, 3amop, pBoTa, TOIIHOTA, 0OJIb B
JKHUBOTC, B3AYTHUC KUBOTA, JUCIICIICUA

Heuacro: Keny1ouHO-KHUIIIEYHbIE KPOBOTEUECHUS, A3BA
JKemyaka (BKI0Yasi MHOKECTBEHHBIC SI3BbI),
A3Ba IBEHAATUIIEPCTHON KHUILIKH, FAaCTPUT

Penxo: 230darut

Yacrora HEU3BECTHA! [epdoparus sxenya09HO-KHILIEYHOTO

TpakTa', OCTpHIif maHKpeaTuT'

Hapymennsi co cTOpOHBI NEYEHH U KeTYeBbIBOASIINX IMyTel

Yacro: [ToBblillIeHHE YPOBHS TpaHCAMHHA3

Heuacro: I'enatuT, xomenurnas

YacroTa HEU3BECTHA: I[leyeHOYHAs HENOCTATOYHOCT'

HapyieHus co CTOPOHBI KOKHM U IOAKOKHBIX TKaHel

Yacro: Ceinb, 3y

Heuacro: Hapymenue nurmeHTauuu

Penxo: JlexapcTBeHHAs! CHITIb ¢ 03UHOGUINEH U
cucteMHbIMU niposiBrieHusiMUA (DRESS-
CHUHJIPOM)

Yacrora Hens3BeCTHa: Cunyipom Ctusenca-J[xoHcoHa!,

NeHKOIUTOKIACTHYECKHi BacKy/IuT!,

KpanuBHUIA', MyTsTH(hOpPMHAs dpuTeMal,
aJionerys ', TOKCHYeCK it SNUACPMATbHBIN
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HCHEOUBATERSHOCTE 00U3)

! HGKDOJ'II.

Hapymennst co cTOpoHbI MOYeK U MOYEBBIBOASIIINX IIyTel

OueHb yacTo: [ToBbIIeHNE KpEeaTUHHUHA B KPOBU
Yacro: [IpoTennypus
Heuacro: Hapymienust co cTOpOHBI MOYEUHBIX

KaHaJIbLEB (MIPHOOPETEHHBIN CUHIPOM
DaHKOHM ), TIIUKO3ypUs

Yacrora Hen3BeCTHa: OcTpas nodyeyHas HeJO0CTATOUYHOCT !,
TyOyIOUHTEPCTHIHANLHBINA HeQpHT!,
TMOYeYHOKAMEHHAs OOJIE3Hb!, HEKPO3

MOYEYHBIX KaHATBIEB'

O01mme HApYLIEHUS U PeaKIUU B MecTe BBeleHU s

Heuacro: [ToBbllIEHHE TEMIIEPATYPHI TEIIA, OTEK,

OLL[YILIEHUE YCTAIOCTH.

! HexenarenbHble peakIMy, OMMCHIBAEMBIE BO BPEMs IOCTPETHCTPALIMOHHOTO MPUMEHEHHS.
Nudopmanus 0 HUX MogydeHa U3 CHOHTAaHHBIX COOOIIEHUM, 111 KOTOPBIX HE BCET1a BO3MOXHO
HaJeKHO OMNPEACIUTh YacTOTy WM NPUYMHHO-CICACTBEHHYIO CBSI3b C  BIHSHHEM
JIEKapCTBEHHOTO Tperapara.

2 OTmeuanuch TsKenble (OPMBI, CBSI3aHHBIE C HM3MEHEHHSAMH CO3HAHHS B KOHTEKCTE

TUIIepaMMOHEMUYECKOH HIe(aIONaTH .

Onucanue OTACILHBIX HEXKEIATEIbHEIX PEAKIINN

006 00pa3oBaHUM JKEITYHBIX KAMHEH U CBA3aHHBIX OMJIMAPHBIX pacCTpOUCTBax coolmmanocs y 2 %
narueHToB. O TOBBIIIEHUH YPOBHS TpaHCAMHHA3 TIEYEHH COOOIAloch B  KadecTBe
He)XenaTeNlbHOM peakuuu y 2 % nanuentoB. [loBeiieHue ypoBHs TpaHcamuHa3 Oosiee yeM B 10
pa3 BBILIE BEPXHEH TpaHUIbl HOPMBI, KOTOPOE CBUIECTEIHLCTBOBAJIO O TeMaTUTe, ObLI0O HEYAaCThIM
(0,3 %). B Teuenue neprosa MOCTPETUCTPALMOHHOTO MPUMEHEHHS Aedepazupokca coodIanoch
0 [IEYEHOYHON HEIOCTATOYHOCTH, MHOTJA CO CMEPTEIBHBIM UCXOA0M (cM. pa3zen 4.4). B Teuenne
nepuofa TMOCTPETUCTPAIMOHHOTO HAONIOIEHUsT OBUIM TIOMYYeHBI COOOIICHHS O CIIydasx
META00JIMUECKOr0 amumo3a. Y OOJIBIIMHCTBA TaKWX I[IAIMEHTOB HAOJIOJajiach [Oo4YedyHas
HEJOCTAaTOYHOCTh, MoYyeyHasi TyOysomnatus (cunapoM DaHKOHM), TUapesi UM COCTOSHUA, MpU
KOTOPBIX KHCIOTHO-IIEIOYHOHN JqrcOaIaHC sIBISIETCS U3BECTHBIM OCIIOKHEHUEM (CM. pasnen 4.4).
Crnyyan cepbe3HOr0 OCTPOrO MAaHKpeaTuTa HAOIIOAANUCh y MAlMEHTOB 0€3 MOATBEPIKICHHBIX
3a0onieBaHui KemyHoro my3slps. Kak M B ciayyae mpuMEHEHHUsS APYTUX XeIaTopoB Kelesa,
CHI)KEHHE CIIyXa M TIOMYTHEHHE XPYCTaluKa (paHHsIs CTalusl KaTapakThl) HAOII01aIUCh PEIKO Y
MAIMEHTOB, IPUHUMABIIUX Jedepasupokc (cm. pasaen 4.4).

Kinpenc kpearnanza nipu nocrrpadcdy3MOHHOU IEPErpy3Ke KeIe30M

B perpocnexktuBHOM MeTa-aHammze 2102 B3pochabix W gered ¢ Oera-tajmaccemMuen ¢
MOCTTPAHC(PY3MOHHOM TEPEeTrpy3KOM  JKele30M, TOoJydaBmHMX jedepasupokc B QGopme

AUCTICPIUPYCMBIX Ta6JIeTOK, B IBYX PaHAOMU3UPOBAHHBIX U YCTBIPEX OTKPBITHIX UCCICAOBAHUAX
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MIPOJIOJDKUTEIBHOCTRIO JI0 TISITH JIET HAOII0AaI0Ch cpeﬂﬁgg'&a;‘&%iﬁﬁwgrggﬁ%&ah Ha

13,2 % y B3pocnbix (95 % JAU: ot —14,4 % no —12,1 %; n=935) u 9,9 % (95 % AU: ot —-11,1 %
1o —8,6 %; n=1142) y neteil B TeueHue nepBoro rojaa jieueHus. Y 250 nanueHToB, 3a KOTOPIMHU
BEJIOCh HAOIIIOJICHHE B TEUCHHE JIO MATH JIET, JaJbHEUIIEr0 CHI)KEHUS CPEIHETO IOKa3aTells
KJIMpEHCca KpeaTHHUHA He HaOJIF01aI0Ch.

Knnnnueckue HCCIACAOBAHHUA Y TMANMWMEHTOB C CHHApPOMaMH TDaHCd)V3I/IOHHO-H€3aBI/ICI/IMOI>'I

TaJacceMuu
B uccrnenoBanuu npoaoKUTENbHOCThIO 1 TOA y MallMEHTOB ¢ CHHAPOMAaMH TPaHC(Y3HMOHHO-
HE3aBUCHMOM TallaCCEMUU U TEperpy3Koi kene3oM (pacTBOpUMbBbIE TaOJIETKU B J103€
10 MI/KT/CyTKH) CaMBIMH PaCIpPOCTPAHCHHBIMHU HEXXENATeIbHBIMH SIBICHUSIMH, CBS3aHHBIMHU C
PUEMOM HCCIIeyeMoro mpemapata, obutn auapes (9,1 %), cemb (9,1 %) u tomnoTa (7,3 %).
AHOMaJIbHbIE 3HAYEHUS YPOBHS KpeaTMHUHA B CHIBOPOTKE KPOBU M KIMpEHCa KpeaTHHHHA
Habmonanuch y 5,5 % u 1,8 % nanueHToB, cooTBeTcTBEHHO. [10BbIIIEHNE YPOBHS TpaHCaMUHA3
Oonee, yeM B 2 pasa MO CPAaBHEHHUIO C UCXOIHBIM YPOBHEM, U B 5 pa3 BBIIIE BEPXHEH TPaHUIIBI
HOPMBI, OBLIJIO 3aperucTpupoBano y 1,8 % mannueHTos.

Ipumenenue y oemei

B 1ByX KIMHMYECKHX HCCIIEIOBaHUAX Ac(epasupoKc HE OKa3ajl BIUSHHS Ha POCT U IOJIOBOE
pa3BUTHE JETEH, OJyUaBLINX JEUEHUE B TEUEHUE 10 5 J1eT (cM. pazaen 4.4).

VY nereii B Bo3pacte OT 2 10 5 neT quapesi HabioJaach Yalle, YeM Yy TOKHUIIBIX MTallUeHTOB.

O tyOynmonaTuu MOYeK B OCHOBHOM COOOINATIOCH Yy JETEH M MOJPOCTKOB C OeTa-TajacCeMHUCH,
nosy4yaBmux nedepasupokc. boabmMHCTBO COOOIIEHU O CITydasiX MEeTa0oJIHMYeCcKOro aruao3a,
MOJYYEHHBIX B IEPHOJ IIOCTPETUCTPALIIOHHOTO HAOIOICHN S, OTHOCUJIACH K MAIIMEHTaM JIETCKOTO
BO3PACTa, y KOTOPBIX pa3BUIICsA CHHIPOM DaHKOHH.

BbutH TIONTy4YeHBI COOOMICHHUST O CIy4asxX OCTPOrO IMaHKpPeaTUTa, OCOOCHHO CPeIH MalHeHTOB
JIETCKOTO | MOJIPOCTKOBOTO BO3pacTa.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo01aTh 0 mo03peBaeMbIX HEXKeNaTeIbHBIX PEAKIUIX MOCIIE PETUCTPAIINH
JIEKapCTBEHHOI'0 IIperapara ¢ 1eJIblo o0ecreueHus: HeMpepbIBHOIO MOHUTOPUHTA COOTHOIICHUS
«I10J1b3a — PUCK» JIEKaPCTBEHHOT 0 IpenapaTta. MeAUuIMHCKUM pabOTHUKAaM PEKOMEHyeTCs
CO00IIAaTh O JHOBIX MOJ03PEBAEMBIX HEXENATEIbHBIX PEAKIUAX JIEKaPCTBEHHOTO IIperapaTa
Yyepe3 HallMOHAIBHBIE CHUCTEMBI COOOIIECHUS O HEKENAaTeIbHBIX PEaKIHIX TOCYIapCTB — YICHOB
EBpa3niickoro 5KOHOMHUYECKOT0 COKO3a:

Poccuiickas ®@eoepayus

®denepanbHas Ciryx0a 1Mo Ha30py B chepe 3ApaBOOXpaHEHUS

109012, Mocksa, CnaBsHCKas IJ1011a/1b, 1. 4, cTp. 1
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4.9 Ilepeno3upoBka

CumMnTOMBI

OTMeueHb! cllyyau Mepeio3upoBKU JedepazupokcoM (IpueM B TEUCHHE HECKOJIbKHUX HEIENb B
n03e, B 2—3 pasa MpeBbIIIalonel peKkoMeHAyeMyI0). B olHOM 13 cirydaeB nepeio3upoBKa pruBesa
K Pa3BUTHIO CyOKJIMHUYECKOro renatuTa. [lpu npekpaiieHnn Tepanuu npenapaTom MposBiIeHUs
renaTuTa KynupoBaJuCh 0€3 pa3BUTHUS OCIOKHEHUH B OTAaleHHOM nepuoje. [lpu ogHokpaTHOM
npueme nedepasupokca B BHIE AUCIEPTUPYEMbIX TabIETOK B 03¢ 80 MI/Kr macchl Tena (4To
COOTBETCTBYET n03¢ nedepasupokca 56 MI/KT B BHAE TaONETOK, MOKPBHITHIX IICHOYHON
000JI0YKOI) y MAIMEHTOB ¢ OeTa-TajJjacceMUel C TMeperpy3Koil Keae3oM OTMEUeHa XOpolas
MEPEHOCUMOCTh C Pa3BUTHEM CIIa0OBBIPA)KEHHON TOIIHOTHI U AMApEH. 3A0pOBbie 1OOPOBOIBIIBI
XOPOIIO MEPEHOCHIIN OJHOKPATHBIN NpreM Aedepasupokca B BUJIE IUCIEPIUPYEMBIX TaOJIETOK B
no3e 10 40 MI/Kr (4TO COOTBETCTBYET J103€ Aedepasupokca 28 MI/Kr B BUJe TaOJIETOK, MOKPHITHIX
MJICHOYHOH 000JI0UKOH ).

[Tpu mepeno3upoBKe BO3MOXKHO PAa3BUTHE CIEAYIOLIUX OCTPHIX CHMIITOMOB: TOIIHOTA, PBOTA,
rojioBHas 60u1b, Auapest. OTMEUEHB! CiTy4an HapyIeHUs] (YHKIUU TOYeK U MIeYeHH, B TOM YHCIIe
Cllyuyau TOBBIIICHUS YPOBHSI IEYEHOYHBIX (PEPMEHTOB W KpPEAaTHHMHA C HMX IOCIEAYIOIIUM
BOCCTAHOBJICHHEM I0CJI€ OTMEeHBbl Tepanuu. OmuOOoYHO Ha3HAUYEHHBIM OJHOKPATHBIM MHpueM
npenapara B o3¢ 90 Mr/kr mpuBel K pa3BUTHIO CHHIApoMa DaHKOHH C MOCIEIYIOITUM
pa3pelieHreM 1ocie OTMEHBI TepaIrHH.

Criermuduueckoro aHTHI0Ta 71 Iedepa3upoKca He CyIIeCTBYeT.

Jleuenue

WuaynupoBaHre pBOTHI UM MPOMBIBAHUE Key/1Ka; CUMIITOMATHYECKast TeParusi.

5. DPAPMAKOJIOTTYECKUE CBOMCTBA

5.1 ®apmakoauHaMH4YecKHe CBOMCTBA

®apMakoTepaneBTUYECKas rpyIna: Ipyrue jeueOHble CPeICTBA; )KENE30CBA3bIBAIOIINE CPE/ICTBA.
Kon ATX: VO3ACO3.

Mexanusm geiicTBus

Jledepasupoke SABISETCS KOMIUIEKCOOOPa3yOIUM TPOWHBIM JIUTAHJIOM JUIsl MpUeMa BHYTPb,
obyagaronmuM BhICOKUM cpoacTBoM K skenesy (III) m cBsaswpiBatonuMm ero B cooTHomeHuH 2:1.
Jedepasupokc yCHIMBACT OSKCKPELHIO JKeje3a, MPEHMYIIECTBEHHO Yepe3 KHUIICUHUK.

Hedepazupokc 061agaeT HU3KUM CPOJICTBOM K IIMHKY U MEJIA U HE BBI3BIBAET CTOMKOTO CHUKCHHUS
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COJACPpIKAaHUA 3TUX METAJIJIOB B CBIBOPOTKE KPOB

dapmakoauHamuyeckue 3P HeKTol

B wuccnenoBanmm oOMeHa kene3a |y B3pOCHBIX IAallMEHTOB ¢ Oera-TajacceMuei ¢
MOCTTPAaHC(PY3MOHHON TEperpy3Koi Kejae30oM Tpu NMPUMEHEHHH Aedepasupokca B CYTOYHBIX
no3ax 10 mr/kr, 20 mr/kr u 40 Mr/KT (B BUIIE AUCTIEPTUPYEMBIX Ta0JIETOK) cpeanss d3hdeKTuBHAs
IKCKpeIus jxene3a cocrabisiia B cpeqaeM 0,119 mr Fe/kr, 0,329 mr Fe/kr u 0,445 mr Fe/kr maccsl
Tea B CyTKH COOTBETCTBEHHO.

Kinnanueckas 2ddekTHBHOCTE U 0€30I1aCHOCTE

HccnenoBanusi KIMHUYECKON O€30MaCHOCTH TPOBOIWINCH MJisi jaedepasupokca B Qopme
JUCTIEPTUPYEMBbIX TaOJIETOK.

Dddexter nedepasupokca ucciaenoBanu y 411 B3pocnbix manueHToB (B Bo3pacte >16 ner u
crapme) u 292 npereit (B Bo3pacte oT 2 a0 16 5eT) ¢ XpOHWYECKON MEperpy3Koil Keae3oM
BCJICZICTBUE TIEpENMBAaHUN KpOoBH. 52 peOeHka ObLIM B Bo3pacte OT 2 1m0 5 yer. OCHOBHBIMU
3a00JeBaHUAMH, TPEOOBABIIMMU TEpPETUBAHUS KPOBH, ObUIM OeTa-TajacceMusi, CEpIOBUIHO-
KJICTOYHAsl aHEMUsI U JPyrue BPOXKJIECHHBIC U MPHOOPETEHHbIE aHEMUHU (MHUENOIUCTIIIACTUYECKHE
cuHIpoMbl, cuHapoM [laiiMonna-bidkdena, amiacTHUYeCKyr0 aHEMHUIO U JIPyTHe OYCHb PEIKHe
AHEMUH).

ExxenneBHoe npumeHeHue nedepasupokca B 1o3ax 20 Mr/kr u 30 MI/KT B BUJE TUCTIEPTUPYEMBIX
TabJETOK B TEYEHHUE OJHOTO TO/Aa Yy B3POCIBIX M JeTeil ¢ Oera-tamaccemueil Ha (oHe
MPOJODKAIOIINXCS TeMOTpaHCy3Uil MPUBOIUIO K YMEHBIICHHUIO 3alacoB OOIEro jeneza B
opranusme; coqepkanue xenesa B neueHu (CXKII) cHmkamochk B cpeiHEM COOTBETCTBEHHO MTOYTH
Ha 0,4 mr Fe/r u 8,9 mr Fe/r cyxoro BemiecTBa neueHu, KOHIEHTpaus GpeppuTHHA B CHIBOPOTKE
KPOBH yMEHbIIIATACh B CPEAHEM MOYTH Ha 36 MKI/JI U 926 MKI/J1, COOTBETCTBEHHO.

[Tpu npuMeHeHuH MpenapaTa B Te€X ke J03aX COOTHOIICHHE SKCKPELUH Kele3a K MOCTYIICHUIO
)Kere3a B opraHu3M cocTaBiisiio 1,02 (4To sBiseTcs moka3aTeieM HOpMaIbHOTO OajaHca jKelesa)
u 1,67 (4T0 COOTBETCTBYET MOBBIIIEHHOMY BBIBEACHHUIO Keje3a M3 opranu3ma). [1omoOHbIi
TEpaneBTHUECKUIl OTBET HaOIIofaics Npu NpUMEHEHUH Jedepasupokca y MAIHEHTOB C
Meperpy3Kou KeIe30M U MPHU APYrux Tumnax aHeMui. [Ipumenenue aedepasupokca B CyTOUHOU
no3e 10 Mr/kr B BHAE AMCIEPTUPYEMBIX TabJETOK B TEYEHHE OJHOTO Toja TMO3BOJISIIO
nognepxxuBath B HopMme COXKII, koHueHTpamuio (eppuTHHAa B CBHIBOPOTKE KPOBU H
CIOCOOCTBOBAJIO JIOCTHKEHHIO OajlaHca jkeie3a (paBHOBECHS MEXIY TOCTYIUIGHHEM U
BBIBEICHUEM 3KeJie3a) y MalUeHTOB, PEIKO IMOJIYyYaIoIUX TFeMOTpaHcPy3uu Win OOMEHHBIE
nepenuBaHus KpoBu. [1ockonbKy KOHIIEHTpalus ¢peppuTHHA B CBIBOPOTKE KPOBH, ONpezessieMast
exeMmecsiuHo, oTpaxkana u3menenus: CXKII, nuHamuka KOHLEHTpalMu (eppuUTHHA B CHIBOPOTKE

KPOBH MOXXET SIBISTHCS KpUTEpUEM Ui OleHKH 3(dexTuBHOCTH Tepanuu. OrpaHudeHHBbIE
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KJIMHUYECKUE TaHHbIe (29 MamuedToB ¢ HOPMaJILHOM d)y%']}éé%%ﬁ'ggljg;&ﬁﬁ&&- E’d%%g;f'mn)
( p

¢ npumeHenrneM MPT nokasbiBaroT, uTo Jieuenue nedepasupokcom B qo3e 10-30 mr/kr/aeHs (B
dopme nucneprupyemMbIx TabJIETOK) B TeUeHUE 1 Tojja MOXKET TaK)Ke CHI)KAaTh YPOBEHbB KeJie3a B
cepaue (B cpeaqaeM MPT T2* ysenmumBaetcs ¢ 18,3 mo 23,0 mc).

OCHOBHOM aHaJIU3 B OMOPHOM CPAaBHUTEIBHOM HCCIEIOBAHUU C ydacTHEM 586 MalUeHTOB,
CTpajaloux Oera-TamacceMueld M TpaHC(Y3MOHHOM Neperpy3kod jxeiesa, HE IOATBEPIUII
NPENOI0KEHUE O TOM, UTO Jedepasupokc B GopMe IUCHEeprupyeMbIX TaOJeToK o0iamaer He
MeHbIer 3(QPeKTUBHOCTBIO, YeM nedepokcamMuH. Pe3ynbTaThl pPETPOCIEKTHBHOIO aHAJW3a,
MPOBEJICHHOTO B XOJI€ JaHHOTO HCCIEAOBaHUSA, CBUAETEIHCTBYIOT O TOM, YTO B MOATPYIIE
NAIMEeHTOB C IMOKa3aTeNsiMH KOHILIEHTpAIMH >Kese3a B nedeHu >7 mr Fe/r cyxoro BemiecTsa,
NPUHUMABIIUX Jedepazupokc B hopMe aucneprupyeMsix Tadnerok (B 1o3ax 20 u 30 mMr/kr) wim
nedepokcamuH (B go3ax oT 35 g0 >50 wmr/kr), ObUTM JOCTUTHYTHl KPUTEPUU HE MEHBIICH
s¢dextuBHOCTH. OHAKO B MOATPYIMIE MALIMEHTOB C MOKA3aTeNsMU KOHIICHTpPAIllUU JKejie3a B
neuenun <7 mr Fe/r cyxoro BemiectBa, IpUHUMABIIKX Aedepa3supokc B hopMe qucreprupyeMbix
TabneTok (B mo3ax 5 u 10 mr/kr) wnu nedepokcamuH (B go3ax ot 20 g0 35 MI/Kr), HE MEHbINAs
3¢ exTUBHOCTh HE OBLIa YCTAHOBJEHA BBHUAY JaucOanaHca MEXIYy J03aMU JBYX XEJIaTOPOB
Kene3a. BeleonucanHblii aucOagaHc BO3HUK B CBS3M C TEM, YTO NAIMEHTHl B TpYIIe
npuMeHeHHs eepoKcaMHHa MOTJIM IPUHUMATD Mperapar B TEX K€ J103aX, B KOTOPBIX OHU €ro
OPUHUMATU J0 BKIIOYEHHS B MCCIIEJOBAaHUE, NaXe €CIAM MX J03a IpEeBbIlana TaKOBYIO,
YKa3aHHYIO B MPOTOKOJIE UCCIAEAOBaHMSA. B 3TOM OMOPHOM HCClI€OBAaHUU NMPUHSIIM ydacThe 56
MaldeHToB B Bo3pacte 10 6 jer, 28 W3 KOTOphIX Toiydanu naedepasupokc B ¢opme
JUCTIEPTUPYEMBIX TaOJIETOK.

Pe3ynbraThl JOKIMHUYECKUX M KIMHUYECKHX HCCIIEAOBAHUMI CBUAETEIHCTBOBAIM O TOM, YTO
nedepasupokc B GopMe IUCTICPTUPYEMBIX TAOJIETOK MOXKET OBITh TaKUM JK€ aKTHBHBIM, KakK
nedhepoKcaMuH, TIPH UCTIOIB30BAHKH /103 B cooTHomeHuHn 2:1 (T. €. mo3a nedepaszupokca B hopme
JUCTIEPTUPYEMBIX TaOJIETOK COCTAaBIISAET MOJIOBUHY J103bI AehepoKkcaMiHa). MOXXHO pacCMOTPETh
BO3MOXHOCTh NpPUMEHEHHUs Jedepazupokca B (opme TabIeTOK, MOKPHITHIX IUICHOYHOU
000JI04KOi, B [J03aX, B YHCIEHHOM OTHOIIEHMM B 3 pa3za MpPEeBbILANUX TaKOBYIO
nedepokcaMuHa, Tak Kak J1o03a jaedepasupokca B (popme TabIETOK, MOKPHITHIX IICHOYHOMN
000JI0YKOM, COCTAaBISET ONHY TPeTh OT A03bI AedepokcamuHa. OIHAKO 3Ty PEKOMEHIAIMIO B
OTHOILIECHHUH JO3UPOBKH HE OI[CHUBAJIH MIPOCHIEKTHBHO B paMKaX KIMHUYECKUX HUCCIIETOBAaHUM.
Kpome Toro, y mariueHTOB C KOHIIEHTpaIMel xkese3a B nedeHu >7 mr Fe/kr (cyxoro BemecTsa) ¢
pPa3HbBIMM pPEIKUMH BHJIAMH aHEMUU WM CEPHOBUAHO-KIETOYHONM aHeMued NpuMeHEeHUe
nedepasupokca B hpopMe TUCIEPTrUpyeMbIX TabIeTOK B 103€ 10 20—30 MI/KT BBI3BIBAIN CHIDKCHUE

KOHIIGHTPALlMU JKeJle3a B IEYEHW M YPOBHS (eppUTHHA B CHIBOPOTKE, COMOCTAaBUMBIE CO
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

Cpenu 225 naneHToB ¢ MUEIOAUCIUIACTUYECKAM CUHAPOMOM (HU3KUI/CpeHUN YPOBEHb PHCKA)
U TIOCTTpaHC()Y3MOHHOM Meperpy3Koi xene3oM ObLJIO0 MPOBEAEHO IUIaLed0-KOHTPOIUPYEMOe
paHAOMHU3HpPOBAaHHOE  HccieloBaHuEe.  Pe3ynabTaTbl  3TOrO  MCCIENOBAHHS  [O3BOJISIIOT
MPEIOJIOKUTh, YTO Jepepa3supoOKC OKA3bIBAET MOJOKUTENbHOE BIMSHHE HAa OECCOOBITUHHYIO
BbDKHBaeMocTh (EFS, xkomOnHMpOBaHHAs KOHEYHAs TOYKa, BKItOoUYas 3a00JieBaHUs CepAla WU
neueHn 6e3 CMepTeNbHOr0 UCX0/a) U YPOBeHb (eppuTHHA ChIBOPOTKH. [Ipoduins 6e3omacHocTH
COOTBETCTBOBAJ MpeabIIYIIUM UCCJIETOBaHUSIM y B3POCIIBIX MaIEHTOB c
MUEIOAUCIIACTUYECKUM CHUHIPOMOM.

B 00cepBalinoHHOM HCCIIEI0BaHUH JUIUTEIBHOCTBIO 5 JIeT, B KOTOpoM 267 neTeid B Bo3pacte ot 2
7m0 <6 yer (Ha MOMEHT BKJIOYEHHS B HCCIEIOBAHUE) C TPAHC(HY3MOHHBIM T'€MOCHIIEPO30M
nonyyanu Jedepasupokc, He OTMEYaloCh KIMHUYECKH 3HAUMMBIX paszIuuuii B mpoduiie
6e3onacHocT U nepenocumoctu npenapara JJEO@EPA3ZNPOKC BEJI®APM y neteit B Bo3pacre
oT 2 110 <6 JeT B CpaBHEHUM C OOLICH MOIMyJAIMel B3pOCIbIX MAlMEHTOB M JAeTel, BKIOYas
MOBBIIIEHUS] KPEaTHHHUHA CHIBOPOTKU >33 % M BBl BEpXHEH IpaHUIlbl HOPMBI IIpH 2 U Oojee
nocneaoBaTenbHbIX onpenenenusax (3,1 %) u yBenuyeHue ypoBHSI allaHWHAaMUHOTpaHCGepasbl
(AJIT) ¢ mpeBblllIeHUEM BepXHEW TIpaHUIBI HOpMBI Oosee yeM B 5 pa3 (4,3 %). Enunuunsie
seiieHus noBeimieHUss AJIT u acmapraramunoTpancdepassl otmeuanuch y 20,0 % u 8,3 % u
NAIMEHTOB COOTBETCTBEHHO U3 145 nanueHToB, 3aBEpIIMBLINX UCCIIEIOBAaHHE.

B xone nccnenoBanusi, MpOBEIEHHOTO ISl OLIEHKH Oe30macHoCTH Jedepasupokca B TaOlIeTKax,
MOKPBITHIX TJICHOYHOH 000JI0YKOM, U B TaOJIETKaX AUCTIEPTUPYEMBIX, 173 B3pOCIBIX TAIMEHTa U
pebenka ¢ TpaHc(hy3MOHHO 3aBUCHMOM TaiacceMHel WIIM MHUENIOAUCIUIACTHYECKUM CHHAPOMOM
NOJyJyanu JieueHue B TedeHue 24 Henenb. llpodumu OezomacHOCTH TaONETOK, MOKPBITHIX
MJICHOYHOH 000JI0YKOH, ¥ TUCTIEPTUPYEMBIX TaOJIETOK OBLTHA COMOCTABUMBIMH.

VY nauueHToB ¢ TpaHC()Y3MOHHO HE3aBUCHMBIMHU CHUHAPOMAMH TallaCCEMUU M MEperpy3Kon
Kene3oM JieueHue nedepasupokcoM B (GopMe IUCTEeprupyeMbIX TabJeTOK OLIEHWBAIOCH B
OJTHOJIETHEM PAaHIOMHU3UPOBAHHOM JIBOMHOM CJICTIOM I11a1le00-KOHTPOIUPYEMOM UCCIICAOBAHUH.
B xoxe manHoro uccienoBaHusi cpaBHUBaIM 3(G(HEKTUBHOCTh JIBYX Pa3HbIX PEKUMOB JICUEHUS
nedepasupokcoM B popMme AuCTIEprupyeMbIx TabIeToK (HadasibHbIC 10361 5 ¥ 10 MI/KI/CyTKH, TIO
55 manueHTOB B KaXKIOW TPYIIE JICYCHHs) U COOTBETCTBYIOMIETO Iarnedo (56 manueHTtos). B
uccienoBanye OblI0 BKIIOUEHO 145 B3pocibix nanuenToB u 21 pedbeHok. OCHOBHBIM apaMeTpoOM
s dexTBHOCTH OBLIO U3MEHEHNE KOHIICHTPAIMH KeJle3a B IEYEHU 110 CPABHEHUIO C UCXOHBIM
ypoBHeM nocie 12 mecsieB ieueHus. OMHUM U3 TOTOJHUTENbHBIX apaMeTpoB 3P PeKTUBHOCTH
ObUIO M3MEHEHHUE YPOBHS (peppUTHHA B CHIBOPOTKE KPOBU C MCXOAHOTO YPOBHS JI0 YETBEPTOTO

kBaprtaina. [Ipumenenue nedepazupokca B popme TUCIEPrupyeMbIX TaOJIETOK B HAYAJIbHOW J103€
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KOHIIGHTpAaLUs XKele3a B MeyeHu cHuxkanach Ha 3,80 mr Fe/r cyxoro BemiecTBa y HamueHTOB,
NPUHUMABIIUX Jedepasupokc B (GOpMe TUCIEPTUPYEMBIX TaOIeTOK (B HayalbHOW J03€
10 mr/kr/cyTkn) u nossicuiiack Ha 0,38 Mr Fe/r cyxoro BemiecTBa y marieHTOB, MPUHUMABIIIHX
miare6o (p <0,001). B cpenneM, ypoBeHb (heppHUTHHA B CBIBOPOTKE KPOBU CHU3UIICS HA 222,0 M/
y MalKMeHTOB, MPUHUMABIIUX Jedepa3supokc B (opMe TUCIEPrUpyeMbIX Ta0IeTOK (B HAUaIbHOM
no3e 10 mr/kr/cyTku) u moBbicWics Ha 115 MKI/m y manueHTOB, MPUHUMABIIUX IUIANE00
(p <0,001).

5.2 PapmakoKkuHeTHYECKHE CBOMCTBA

TabneTku, MOKpPBIThIC IWIeHOUHOW oOonmoukoi (mpemapar JJEDPEPA3VPOKC BEJI®APM),
SIBIISIOTCS JIEKApCTBEHHOM (hopMoii iedepaznpokca ¢ 00JbIeii 0MOA0CTYITHOCTHIO [0 CPABHEHHIO
¢ nedepasupokcoM B JIEKapCTBEHHOW ¢opme TabneTku aucneprupyemsie. Jledepazupokc B
no3upoBke 360 mr B Qopme TaOIETOK, MOKPBITHIX IUICHOYHOM 00070uYKOl (mpemapar
JED®EPA3SNPOKC BEJI®APM), skBuBaneHTeH no3upoBke aedepazupokca 500 mr B dopme
TabseTok nucneprupyembix B oTHomeHnn AUC, onpenensiemoii HaTomak. Cmax yBEINYHBAIACH
Ha 30 % (90 % AM: 20,3-40,0 %), ogHaKo KIMHUYECKH 3HAYUMBIX 3()PEKTOB BHISBICHO HE OBLIO.
AbGcopbuus

Hedepasupokc B Buje TUCHIEPTUPYEMBIX TaOJIETOK XOPOIIO BCACKIBAETCS MOCIE MPHEMa BHYTPb,
cpenHee BpeMs JOCTHKCHHSI MAaKCUMAIBHON KOHIICHTPAIIMU B IJ1a3Me KPOBH (tmax) COCTABIISET
okouo 1,54 4. A6comoTHas ouogoctynHocts mo AUC nedepazupokca B BUAE TUCTIEPTHPYEMBIX
TabJIETOK TpU HpHeMe BHYTpb cocTaBisieT okojo 70 % 1o cpaBHEHUIO C BHYTPUBEHHBIM
BBeZIcHHEM. AOCOIOTHAas OMOJOCTYIMHOCTh aAedepasupokca B BHJE TaOJETOK, MOKPBITHIX
IUICHOYHOW 000JI0YKOM, He u3ydanach. buomocTymHocTh aedepazupokca B BHAE TaOJIETOK,
MOKPBITHIX MJICHOYHOU 000J10YKOH, BbIle Ha 36 % 1Mo cpaBHEHUIO C AedepasupoKcoM B BHIE
JUCTIEPTUPYEMbIX TaOJIETOK.

[Ipu npumenennn nedepazupokca, TabIETKH, MOKPHIThIE MICHOYHOM 00O0JOYKON, Y 310pOBBIX
JTOOPOBOJIBIIEB HATOIIAK BMECTE C MUIIECH C HU3KUM COJIEpKAHHEM >KUPOB (COepIKaHUE KHUPOB
<10 % xanopuii), AUC u Cmax HE3HAUUTEIHHO CHIKANUCH (Ha 11 % u 16 %, COOTBETCTBEHHO); C
MUIIeH C BBICOKUM COAepX aHHeM XUpoB (conepkanue xkupoB >50 % kanopuii), AUC u Chax
Bo3pactanu (Ha 18 % u 29 %, coorBeTcTBeHHO). DPPeKT moBhIIEHUS Crax BCIEACTBUE CMEHBI
JIEKapCTBEHHOM ()OpMBI U PUMEHEHUS C MUIIEH, COJepKaIei BBICOKHI MPOIEHT KHPA, MOXKET
cymmupoBatbesa, nodtomy mpemnapatr JEDEPA3MPOKC BEJI®APM crnenyer npuMeHSTh
HATOIIIAK WJIM C JIETKOU ITHIIEH.

Pacnpenenenue

Jedepa3upokc B BBICOKOW CTEIMEHHM CBS3bIBaeTCsA ¢ OenkaMu Tuiasmbl KpoBu (99 %), moutu
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npuOIN3UTENBHO 14 11y B3pOCTBIX.

Buorpandopmarus

['maBHBIM myTeM MeTabonu3Ma Jedepasupokca sIBISETCS TIIOKYPOHUPOBAaHUE C MOCIETyomen
JKCKpernuen ¢ skemubto. Jledepasupokc moaBepraeTcss SHTEPOTENATHUECKOW PEIUPKYISITUY.
[TpoucxoauT NEeKOHBIOTAIMS TIIOKYPOHATOB B KHUIIIEYHHUKE U MOCIEIYIOIIast X peadbcopouus. Y
3I0POBBIX JIOOPOBOJBIIEB, TMONYYaBIIUX KOJECTHPAMUH TIOCJIE€ OJHOKPATHOTO IMpHeMa
nedepazupokca, AUC gedepasupokca cHikanzach Ha 45 %.

Hedepazupokc moaBepraeTcss TIIOKYPOHHPOBAHUIO TJIaBHBIM oOpazoM c momorisio UGTIAI
(YI'T cemeiictBa 1, momunentun Al) u B menbeit crenean — UGT1A3 (VI'T cemeiicTra 1,
nonunentun A3). In vitro He HaOmOIanoCh MHTHOMpOBaHHS MeTabonm3Mma nedepasupokca
TUAPOKCUKAPOAMUIIOM.

DJIMMUHALMS

Jedepazupokc 1 ero MeTabOIUTHI BBIBOISTCS MPEUMYIIECTBEHHO Yepe3 KuieuHuk (84 % m0361).
[Toueuynas skckperust aedepasuporca U ero MerabonuToB MuHuManbHa (8 % mo3er). CpegHwmii
nepuon nmoaysbiBeneHus (T12) BappupyeT ot 8 10 16 4. B sxckpenuu aedepazuporca ¢ Keadbio
y4acTBYyIOT TpancnopTHeie 0eku MRP2 1 MXR (BCRP).

JIu"elHoCTh (HEAUMHENHOCTB)

Cimax 1 AUCo-24 v JedepasupoKrca yBEIUUUBAIOTCS MPUOIUZUTENBHO JIMHEHHO C MOBBIIICHUEM
71036l B PABHOBECHOM COCTOSTHUH. [Ipr MHOTOKpPaTHOM BBEJCHHUU 3KCIIO3UIUS YBEIIMYMBACTCS C
koaurmentom kymysamuu 1,3-2,3.

Oco0ble rpynmbl NaMEeHTOB

Llon

VY JKEeHIIMH KaXyIuics KIupeHc aedepasupokca ymepeHHo ke (Ha 17,5 %), ueM y My»K4MH.
[TockonbKy O3MpOBaHWE KOPPEKTUPYETCS WHIMBUAYaJbHO B 3aBUCUMOCTH OT OTBETa,
OKUJACTCS, YTO ITO HE IOJDKHO UMETh KIIMHUYECKHUX TOCTIEICTBUMA.

Jluya noowcunoco 6o3pacma (=65 nem)

dapmakokrHETHKA JAedepa3upoKca y MarueHTOB B BO3pACTe >65 JIeT He U3ydeHa.

Hapywenue ¢yynxkyuu novex unu neueHu

VY nmanueHToB ¢ HapyIIeHUsAMH (QYHKIMH ToYeK (hapMaKOKWHETHKa Aedepasupokca HE U3ydeHa.
[ToBbIIeHNE ypOBHS TpaHCAMUHA3 TICUYEHU N0 S-KPATHOTO TPEBBHINICHUS BEPXHEH TpaHUIIBI
HOPMBI HE BIUSIIO Ha (papMaKOKUHETHKY Jedepasupokca.

B Xo/ie KIMHUYECKHX HCCIEOBaHUH C WCIIOJNB30BaHUEM OJHOKPATHBIX 103 Aedepasupokca B
dopme mucreprupyeMbix TabneTok 20 MI/KT cpefHsisi BeIMYMHA DKCIO3UIMH Ipernapara

noBbIcHIIach Ha 16 % y ManueHToB ¢ HE3HAYUTEIBHBIM HapyIIeHneM (yHKIUU NeUeHH (Kiacc A
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no knaccuduxanuu Yaina-I1eio) u Ha 76 % y I[aHI/IeHT(!;El 'c;' M&‘gﬁﬁi&i‘w}- EMQ&EBII ﬂn:.'upm

neueHu (kimacc B mo knmaccudukanuu Yaiina-I1610) OTHOCHTENBHO TOKa3aTeleil MalMeHTOB ¢
HOpMaTbHOU (PYHKIIMEH TIeUueHHu. Y MalUueHTOB C He3HAUYNTEIBHBIM U YMEPEHHBIM HapyIICHUEM
(GyHkuuu nedeHu cpenHee 3HaueHUE Cmax Jedepazupokca MmoBbicHiioch Ha 22 %. Y onHOro
MaIMeHTa ¢ TSHKEIBIM HapymeHneM GyHkuuu nedeHu (kiaacc C mo knaccudukanuu Yaina-I1s10)
BEJIMYMHA YKCIO3UIMH NIpenapaTa nosbicuiiack B 2,8 pasa (cM. paznensl 4.2 u 4.4).
eTu

OO6mas 6uomocTymHOCTh Aedepazupokrca y nmoapoctkoB (ot 12 mo <17 ner) m aereit (ot 2 Ao
<12 net) mocne OJHOKPAaTHOTO M MHOTOKPATHOTO NPUEMOB Oblla HIKE, YE€M Yy B3POCIBIX
MAIUEeHToB. Y AeTel miafiie 6 JieT OMoA0CTymHOCTh HUke Ha 50 %, 4eM y B3pOCIIBIX, OJJTHAKO 3TO
HE UMEET KIMHIUYECKOTO 3HAUCHUSI, TOCKOIBKY PEKUM JO3UPOBAHUS MIpermapaTa yCTaHABINBAIOT

WHIUBUTYAJIBHO.

6. PAPMAIIEBTUYECKHWE CBOMCTBA

6.1 IlepeuyeHb BcIOMOraTe/IbHbIX BelIECTB

JEDEPA3NPOKC BEJI®APM, 90 mr, TabJaeTKH, MOKPHITHIE MJIEHOYHOW 000104YKOM
JAEDEPA3NPOKC BEJI®APM, 180 Mr, TaGIeTKH, MOKPHITHIE MICHOYHONU 000JI0UKOM

Aopo mabremxu:

Hemntono3a mukpokpucrananueckas 102

Kpocnosugon

IMToBunoun K30

KpeMHuust AMOKCH]T KOJUTOUTHBIN 0€3BOTHBIN

Hatpus naypuncynsgar

Maruus creapat

Cocmas obonouxu:

Cyxas cMmech Ui TUIGHOYHOTO TMOKPBITHS Oeloro mBeTa (CMEeCh COCTOMT HW3: THUIIPOMEIUIO3a,
tutana nuokcun (E 171), makporomn)

JEDEPA3NPOKC BEJI®APM., 360 Mr, TabJIETKH, HOKPHITEHIE IJIEHOYHONH 000JI0YKOMI

AHopo mabremku.

Hemntono3a mukpokpucramnuieckas 102
Kpocnosunon

IMTosunmoun K30

KpeMHmst nTMOKCHT KOJIJIOUTHBIN O€3BOHBIN
Hatpus naypuncynsgar

Marnus creapat
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Cocmas 0bonouxu:

Cyxas cMech Mg TUICHOYHOTO TOKPBITUS TEMHO-TONIyOOro I(BeTa (CMeCh COCTOUT H3:
runpomeriosa, Turana auokeun (E 171), makporoi, Talibk, HHIUTOKApMUHA aTFOMUHHUEBBIH JIaK,
OpWJIITHAHTOBBIN TOTYOOM )

6.2 HecoBmecTUMOCTH

He npumenumo.

6.3 Cpok rogHocTH (CPOK XpPAHEHH)

2 roxa.

6.4 OcoOble MepbI NPEI0CTOPOKHOCTH MPH XPAHEHU U

XpaHuThb 1pu TEMIiepatype He Boie 25 °C.

6.5. ®opma BbIIyCKa U YIIAKOBKA

[To 10 TabneTok B KOHTYPHYIO SYCHKOBYIO YIMAKOBKY M3 IUICHKH TOJWBHHIJIXJIOPUIHOW WIIH
MTOJIMBUHUJIXJIOPUTHOM/TIOJIMBUHUTHACHXJIOPUTHOM MK (DOJTBTH QTFOMUHHUEBOW MHOTOCIIOWHON U
(donbru aIOMUHUEBON MEYaTHOM JTAaKUPOBAHHOM.

ITo 30, 90 Tabnerok B OaHKy MOJUMEPHYIO U3 MOJUIPONUICHA MM TMOJUATUICHA BBICOKOTO
JIaBJICHUS, YKYIOPECHHYI0 HATSATMBAEMON WM HABUHYMBAEMOW KPBIIIKOW MOJUMEPHON ISt
JIEKAPCTBEHHBIX CPEICTB U3 MOJUITPONMIIEHA WM ITOJIM3TUIIEHA BBICOKOTO JABJIEHUS C KOHTPOJIEM
MEPBOT0 BCKPBITHSI UK 06€3 HETO, C YIUIOTHSIONIUM 3JIEMEHTOM WIIH 0€3 Hero.

[Ipu oTCyTCTBUM YIUTOTHUTENSI KPBIIIKA CBOOOTHOE MPOCTPAHCTBO B OAHKE 3AIMOIHSIOT WU HE
3aMOJIHAIOT BATOM MEIUIIMHCKOW TUTPOCKONIUYECKON UM aMOPTU3aTOPOM.

Ha GaHKy HakjeHBalOT 3TUKETKY CAMOKJIESIIIYIOCS.

Kaxxnyro 6anky, 3 Wi 9 KOHTYPHBIX STYEHKOBBIX YIAKOBOK C JIMCTKOM-BKJIQIBIIIEM MTOMEIIAIOT B
MayKy U3 KapToHa.

6.6 OcoOble Mepbl MNPEIOCTOPOKHOCTH TPH  YHUYTOKEHHMH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  INpemapara WIH OTX0A0B, IOJYYEHHBIX [I0CJie TMPHUMEHEHUs
JIEKAPCTBEHHOI'0 Mpenapara, u Apyrue MAaHUILYJISIIHHU ¢ PenapaToM

Oco0ble TpeOOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanvs

O011ecTBO ¢ OrpaHUYECHHOM O0TBETCTBEHHOCTHIO «Bendapm-M» (OO0 «Bendapm-M»)
124460, r. MockBa, BH.T€p.I'. MyHUIUNAIbHBIN OKpYr CUIIMHO, T. 3€JI€HOrpal, MPOCIEKT
I'enepana Anekceena, 1. 50

7.1 IlpeacraBuTe b Jep:KaTeNsl PerucTPAlHOHHOIO Y10CTOBEPEeHH S

IIperen3uun norpedbuTeIel HANPABIATS I10 AJIPECY:
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Poccuiickas @enepanus

OO011ecTBO ¢ OrpaHUYCHHON OTBETCTBEHHOCTHIO «Bendapm-M» (OO0 «Bendapm-M»)
124460, . MockBa, BH.T€p.I. MyHULIMNIANBbHBINA OKpYr CUIIMHO, T. 3eJIeHOrpal, IpPOCIEKT
I'enepana Anekceesa, 1. 50.

Ten.: +7 (495) 780-00-70

e-mail: safety@velpharm-m.ru

8. HOMEP PETUCTPAIMOHHOI'O YAOCTOBEPEHHUA

9. TATA NEPBUYHOM PETUCTPAIIMUA (IIOATBEPXJIEHUSA PETMCTPAIINMN,
HEPEPETUCTPAIIUN)

JlaTa nmepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

O6mas xapakrepucrtuka jekapctBeHHoro npenapara JJE@EPA3MPOKC BEJI®APM nocrynHa
Ha HMH(OpMaLMOHHOM TopTane EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B HH(OPMAIMOHHO-

KOMMYHHKaIMOHHOH cetu «HTepHeT» http://eec.eaeunion.org/.
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