COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 17.04 2026 N= 7314

OBILASI XAPAKTEPUCTUKA JIEKAPCTBEHHOFO IPEHAPATA "

V JlanHb1ii TeKapCTBEHHBINM MpenapaT MOMJICKUT TOMOTHUTEIbHOMY MOHUTOPUHTY. DTO MO3BOJIUT
OBICTPO BBISIBUTH HOBYIO HH(poOpMammio mo 0e30macHOCTH. MbI oOpamaeMcs K CrelnuaincTaM
CUCTEMBI 37]paBOOXpaHEHHs] C MPOChOOIl coolImaTh O JIOOBIX IMOJ03PEBAEMBIX HEXKETaTeNbHBIX
peaknusx. [Topsiok cooOIIeHusT 0 HeXeNaTeNbHBIX PEaKIUIX MPEACTaBIeH B pasnene 4.8.

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

@®epaurang, 90 Mr, Ta0JIETKH, MOKPHITHIEC TUICHOYHONH 000JIOUKOH.
O®epnurang, 180 Mr, TabneTkH, MOKPHITHIC TFICHOYHON 0000YKOH.

@®epmurang, 360 mr, TAaOIETKH, TOKPBITHIE INIEHOYHOM 000T0YKOA.

2. KAUECTBEHHBIN ¥ KOJIMYECTBEHHBII COCTAB

JleiicTBytoIIee BEIIEeCTBO: Aedepasupokc.

Depauragn, 90 Mr, TabJIETKH, IOKPHITHIE INIEHOYHON 000JI0YKON

Kaxxnas rabnerka cogepxut 90 mr nedepasupokca.

Depauragn, 180 Mr, TabJIEeTKU, HOKPHITHIE IIIEHOYHONH 000JI0YKOMI

Kaxxnas rabnerka cogepxut 180 mr nedepasupokca.

Depauragn, 360 Mr, TabJIETKU, HOKPHITHIE IIIEHOYHONH 000JI0YKOMI

Kaxxnas rabnerka cogepxut 360 mr nedepasupokca.

BemecTBa, Hanmu4Me KOTOPHIX HAJO YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO Mpemnapara: JaKTo3a,
HaTpuit (cMm. paznen 4.4).

[TonHbIil mepeyeHb BCIOMOTATENIbHBIX BEIIECTB MPUBEACH B pazjeine 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE MICHOYHOU 000JIOUKOM.

Depauragn, 90 Mr, TabJIETKH, IOKPHITHIE INIEHOYHON 000JI0YKON

Kpyrnbie ABOSKOBBINYKIBIE TaOJETKH, MOKPBIThIE IMJICHOYHOW 000JO0YKOM Oenoro Wi Modtu
0eoro 1BeTa, Ha MOTIEPEYHOM pa3pese SAPO TaOJETKH OEIOro WIIM MOoYTH 0eJIoTo IBETA.

Depauragn, 180 Mr, TabIeTKU, DOKPHITHIE IIIEHOYHOM 000JI0YKOMI

Kpyribie ABOSIKOBBITYKJIBbIE TAOJIETKH, MOKPHITHIC MJICHOYHONW OO0OIOYKOW OEIoro WM MOYTH
0eIoro 1BeTa, Ha MOMEPEUYHOM pa3pe3e PO TAOIETKH OEJIOro WU TOUTH OEJIOTo IBETa.

Depauragn, 360 Mr, TabJIETKU, HOKPHITHIE IIIEHOYHONH 000JI0YKOMI

OBanbHBIE JBOSIKOBBITYKJIbIE TAOJIETKH, MOKPBITHIEC MJICHOYHOW 000JO0YKOH Oenoro Wid Mmodtu
0eyoro 1BeTa, Ha MOTIEPEYHOM pa3pese SAPO TadJETKH OEIOro WIIM MOoYTH 0eJIoTo IBETA.
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4. KINMHUYECKHUE JJAHHBIE (MOCNEOQOCBATENEHOCTE 0004)

4.1. IlokazaHusi K NPMMEHEHU IO

IIpenapar ®epauran nMoxasaH AJis JICYCHUS:

e  XpOHMUYECKOW MOCTTPaHCHY3NOHHON TMEPETPY3KH KEJIE30M y B3POCIBIX M JIETEd B BO3pPACTE
2 JIeT U cTapile.

e  XpOHMUYECKOW HETPAHCPY3MOHHOW TEPETPy3KH >KEJIe30M Yy TAIMEHTOB C TallacCCeMHEH B
Bo3pacte 10 ner u crapiue.

4.2. Pexxum 103UpOBaHNS U CIIOCO0 NMPHMMeEHEHHSI

Tepamuto mnpenapatom @epauranHg [IOHKEH MPOBOJUTH Bpad, HMEIOMIUA OMNBIT JICYEHUS
XPOHUYECKOH TOCTTPaHC(PY3MOHHOU TMEPEerpy3Ku JKeIe30M, TOJIBKO MOCHEe OLEHKH BO3MOXHOTO
pHUCKa U TMOJIb3bI XEIaTOPHOM Tepanuu.

PexxuM o3upoBaHus

XpoHuueckas nocmmpancy3uoHHAs nepespy3Ka Hcene3om

Tepanuto npenapatom Depaurana peKOMEHIyeTCsl HAUMHATH MOCIe TPaHCPY3UU MPUOIU3UTEIHHO
20 equuun (okoso 100 MII/KT) SpUTPOLMTHOM Macchl U Oosee, WIM NPU HATHYUHA KIMHUYCCKUX
JAaHHBIX, CBUJETEIbCTBYIOIIUX O Pa3BUTUU XPOHMUECKON NEPETPY3KH JKEIE30M (Halpumep, Ipu
KOHIIEHTpauuu (eppuThHa B ChIBOpOoTKe KpoBH Oomnee 1000 mkr/m). o3y (B MI/Kr) ciemyer
pacCcYUTHIBATh U OKPYIJIATH A0 JT03UPOBKH 1IETI0N TaOIETKH.

Lenbto Tepanuu XxeaTopaMu kejie3a sIBISIETCS BhIBEACHUE JKele3a, MOCTYIUBILETo C TpaHCPY3UaMu
SPUTPOLUTHOMN MACCHI, U, IPU HEOOXOTUMOCTH, CHIDKEHUE COJICPIKAHUS JKelie3a B OpraHu3Me.

Pemienue o BbIBEJIEeHUN HAKOIUIEHHOI'O Xkelle3a cielyeT NPUHUMAaTh MHIUBUAYaIbHO, OCHOBBIBASCH
Ha OLIEHKE 0’KMJIa€MOM I0JIb3bl U PUCKOB XEJIATOPHOM Tepanuu (cM. paznen 4.4).

[Ipenapar ®depaurana, TaOIETKH, TMOKPHITHIE TUICHOYHOM OOOJIOYKOM, SBJISICTCS JICKAPCTBEHHOM
dbopmoit nedepasupokca ¢ 6osiee BEICOKOH OHOIOCTYITHOCTHIO TI0 CpaBHEHUIO ¢ mpenaparom ¢ MHH
nedepasupokc, B JEKApCTBEHHOU (opme «aucreprupyembie Tabmetku» (cM. pazgen 5.2). Ilpu
3ameHe Tepanuu npenapatom ¢ MHH nedepasupokc B nexapcTBEHHON GopMe «Iuceprupyembie
TabJIeTKW» Ha Tepanuio npenaparom Depiuranj 103y He0OX0aUMO cHU3UTH HA 30 % U OKPYIIIHUTH
710 T03UPOBKHU 110N TabJIETKH, HOKPBITOM TIIEHOYHONH 00O0JI0UYKOM.

PexoMenoBaHHbIE 10361 Aedepazupokca B 3aBUCUMOCTH OT JIEKapCTBEHHOH ()OpMBbI Y AIIUEHTOB C
NOCTTpaHC(Hy3MOHHOH Meperpy3KOH jKeIe30M MpeACcTaBIeHbl B Tabmume 1.

Taoauna 1. PexkomenaoBaHHbIe 103blI Jedepasuporca B 3aBHCUMOCTH OT JIEKAPCTBEHHOM
(popMBbI y NaLMEHTOB ¢ NOCTTPAHCHY3MOHHOM NEeperpy3Kou xKeae3oM

®epiuray
IIpenapar ¢ MHH P b Konuenrpanus
Ta0JIeTKH,
nedepasupoxc, HOKpHITHIE Oo0bem ¢eppurnna B
AUCHeprupyeMbie N TpaHncdy3uun CHIBOPOTKE
prupy IVICHOYHOI pancy P
Ta0JIeTKH . KPOBH
000J104KOi

CraproBas 103a |20 mr/kr B cytku |14 mr/kr B cytku | Ilocne tpancdysuu |> 1000 Mxr/mia
20 enuHUL
SPUTPOLIUTHON
MacChl (oxomo
100 mu/kr)




L

=
1

ol

TEBETCTEYET ZKCNEPTHOMY OTYETY

ot 17.04 2026 N= 7314

Aabtepuatu |30 mr/kr B cytku |21 mMr/kr B cyrku | > 14my/ip == T H BT TR UUUR

Hasd CcTapToBas 3PUTPOLUTHOM

no3a Macchl B MecHll
(oxono >4 eauHUIl
B Meciam Ul
B3POCJIBIX)

10 Mr/kr B cyTKM |7 MT/KT B CyTKH | < 7 MJI/KT

SPUTPOLIUTHOMN
Macchl B MecHll
(oxono <2 eauHUIL
SPUTPOLUTHOM
Macchl B MECSIIL JUIs
B3POCIIBIX)

Jo3a 11 | [TonoBuna or|OnHa Tperh OT

NalUEHTOB, y|BEJIMYMHBl 03Bl |BEJIMYUHBl 03B

KOTOPBIX yIaloch |nedepokcamMuua | nedepoKcaMuHa

JOCTHYb

aJIeKBaTHOTO

KOHTPOJIS npu

MIOMOIIN

nedepokcaMuHa

YacToTa BHINOJHEHHS] KOHTPOJIBHBIX AHAJIN30B KPOBH | €KEMECIYHO

[eseBoii aMana3oH KOHUeHTpauuu ¢eppuTHHA B

JIa3Me KpoBH

500-1000 Mxr/Mn

Koppekuust no3s1

Hlar it VYBenudeHune q036l
KoppekiuH 5-10 mr/kr B cytk# | 3,5—7 MI/Kr B > 2500 MKr/n
(kaxbie 3-6

110 40 MI/KT B CYyTKH | CyTKH J10 28 MI/KT
MECSIICB)

B CYTKH
VYMeHbleHne q035I

5-10 mr/kr B cytk# | 3,5—7 MI/Kr B

1o JOCTHOKCHHS | CYTKH

[EJIA TePATun

Y MMaIEHTOB, | Y MMaIEHTOB, <2500 Mxr/n

MOJTYYAIOUTUX 1036 | TOTYYarOIIHX

> 30 MI/KT B CyTKH |703bI > 21 MI/KT B

CYTKH

[Tpu NOCTH)KEHUU (S ():10) 500-1000 Mkr/m

KOHIIEHTpaLuu bepputrHa B

CBIBOPOTKE KPOBH
MaxkcumanbHas |40 MI/KT B CyTKH |28 MI/KT B CyTKH
J03a
IIpepriBanue <500 MKr/mi
Tepanuu
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(MOCNENOBA

Hauanvnas 0osza

Pexomenayemast HavanbpHasi CyToYHas f03a npenapaTta epiurany coctasisieT 14 Mr/Kr Macchl Tena.

JUist maMeHToB, MOMyYaroIuX TpaHC(HY3UH SPUTPOLIUTHON Macchl B 00beme Oornee 14 mi/kr/mecsi
(mpubnu3utenbHO Oosiee 4-X €IUHUIL KPOBH B MECSI] IS B3POCIBIX), C IEJIBI0 YMEHBIICHUS
COJIepKaHUs XKeje3a B OPraHu3Me BO3MOKHO IIPUMEHEHUE aJbTECPHATUBHOW HAYAJIbHOM CYTOYHOU
1036l 21 MI/KT.

JUJ1st MAIMeHTOB, MOIYYaoLINX MeHee 7 MJI/KI/MecsIl SpUTPOLIUTHON MaccChl (MTPUOIM3UTEIHHO MEHEE
2-X eIUHMIl KPOBH B MECSI Ul B3pOCIBIX), C LEIbIO MOAJEPKaHUS HOPMAIBHOTO COJCpPXKaHUS
’KeJe3a B OpraHu3Me MOXKeT ObITh paCCMOTPEHO MPUMEHEHHUE AIbTEPHATUBHON HAa4aJIbHOM CyTOYHON
10361 7 Mr/kr. Cieyer KOHTPOJIMPOBATh OTBET Ha JICUEHHE Y MAllMEHTa U pacCMaTpUBATh BOIIPOC 00
YBEJIMYCHUH JI03bl, €CITH HE Oy/IET NOCTUTHYTA JOCcTaTOYHas Y3PPEKTUBHOCTH (CM. paszzen 5.1).

JIJ1sl TaIMeHToB ¢ XOPOIINM KIMHUYeCKHM 3P dekToM nedepokcaMrHa HayaabHasl J103a Mperapara
@depauran 10JKHA COCTABIATH TPETh OT paHee MPUMEHIeMO# 1036l AeepokcamMuHa (Harpumep, y
nanuenTta, mojydasmero 40 mr/kr/cytr nepepokcamMmHa B TEUCHHME S JHEW B HENCTIO WU
SKBUBAJICHTHOE KOJHMYECTBO, Tepamuio mnpernaparoM @depiuranj MOXXHO HauyuHATh C 14 MI/Kr B
cyTtku). Eciiu mociie BBIIIEOMUCAaHHOTO pacyeTa CyTOYHas /1032 COCTABISET MEHbINE 14 MI/Kr Macchl
TCIa, HCOGXO[[I/IMO BCCTU MOHUTOPUHI OTBCTA MAIMCHTA HA JICUCHHUC U PACCMOTPCTh BO3MOXKHOCTD
MTOBBIIICHUS J03bI, €CJIM HE YAAEeTCs JOCTUYh J0CTaTOYHOU d(pdekTuBHOCTH (CM. pazaen 5.1).

110060p 00301

PekoMeHnayeTcsi exxeMecsYHO KOHTPOJIUPOBATh KOHLEHTPALUIO (eppuUTHHA B CHIBOPOTKE KPOBU U
pu HEOOXOAMMOCTH MPOBOJUTH KOPPEKIMIO 103bI npenapara depiaurany Kaxaple 3—6 MecsIes,
UCXOJS U3 U3MEHEHMsI KOHIIEHTpaluuu (eppuTHHA B CHIBOPOTKE KpoBH. Koppekiuio 10361 cienyer
MIPOBOJUTH MOA3TAIHO, C HIaroM 3,5—7 MI/KI Macchl Teja, B COOTBETCTBUU C HHIUBUAYATbHBIM
OTBETOM Ha TEPanui0 U B 3aBUCHMOCTH OT LM MPOBOAUMON Tepanuu (MoAJep:kaHue WIn
YMEHBILIEHUE COJEP/KAaHUS XKee3a).

[Ipu HEdPGDEKTUBHOCTH JeYeHHs NpemapatoM B 10o3¢ 21 MI/Kr Macchbl Tena (KOHIICHTPAIIHS
(dbeppuTHHA CBIBOPOTKH COXPAHSIETCS HA ypoBHE > 2500 MKT/IT) cleayeT pacCMOTPETh BO3MOKHOCTh
yBEIMUYEHUST J03bI 0 28 MI/KT Macchl Tena. B HacTosiee BpeMsi JOITOCPOYHBIC JAHHBIE O
6e3onacHOCTH U 3(G(HEKTUBHOCTH MPUMEHEHHS nedepasupokca B HopMe TUCTIEPTUPYEMBIX Ta0JIETOK
B J103aX cBBIIIe 30 MI/KT orpaHryeHbl (Ha0IroieHre 264 MalueHTOB B CPETHEM B TEUCHHE T0/1a TOCIIE
yBenuueHus: 1o3bl). [lpu HemocTaTouHOM KOHTpOJIE reMOCHepo3a MpH MPUMEHEHUHU Mpernapara
@epaurang B J03aX, MNPEeBBIIAIOMMX 21 MI/KT Macchl Tena, NalbHEWIIee YBEIMYEHHUE O3B
(MakcUMaJIbHO 710 28 MI/KT Macchl Tejla) MOXKET He MPUBECTH K a/IeKBAaTHOMY KOHTPOJIIO; CIEIyeT
pPaccMOTpeTh BO3MOXHOCTh NMPHUMEHEHHUS aIbTEPHATHBHBIX METOAOB JeueHus. [lpu orcyrcTBUH
YIOBJIETBOPUTEILHOIO KOHTPOJISL MPH MPUMEHEHUHU 1103 CBbIlIe 21 MI/KT Macchl Tena He ClelyeT
MOIJICPKUBAThH TEPAIUIO B YKa3aHHBIX J103aX, HEOOXOAMMO paCCMOTPETh BO3MOXHOCTh TIepexo/ia Ha
anbTepHaTHBHBIE METOAbl Tepanuu. He pexkomenayercss mpumeHeHHe 103kl Ooniee 28 MI/KT,
MIOCKOJIBKY OITBIT IPUMEHEHHUs IIperapaTa B 0ojiee BEICOKUX J103aX OorpaHuyeH (cM. paszzuen S.1).

VY nanueHToB, MOJYyYarolMX MA03bl CBbIIIE 21 MI/KT Macchl Tena, MO JAOCTHKEHUU KOHTPOJIS
(Hampumep, KOHIIEHTpalus (heppUTHHA CHIBOPOTKH KPOBHU YCTOMYHMBO COXPAHSETCS HA YPOBHE MEHEE
2500 MKT/1 ¢ TEHICHIMEH K CHIIKEHHWIO Ha TMPOTSHKEHUHW BPEMEHH) CIEAYeT pPacCMOTPETh
BO3MOKHOCTh YMEHBILICHHS JIO3bI IpenapaTa ¢ marom 3,5—7 MI/Kr Macchl Tela.

[Ipu nocTwkeHnH 1eIeBOM KOHIIEHTPAUK (PeppUTHHA CHIBOPOTKH KPOBH (00bI9HO OT 500 MKT/i1 10
1000 MKT/71) HEOOXOAMMO TMPETyCMOTPETh MOCTeneHHoe (¢ maroM 3,5—7 MI/KT) CHH)KEHHE J103bI
npernapara C IeJblo MoIepKaHus KOHIIEHTPAIMH ()epPUTHHA B CHIBOPOTKE KPOBH B 3TOM IIEIICBOM
JMarnazoHe U JJIs1 MUHUMHU3AIHH PUCKA N30BITOYHOTO XEIaTHPOBAHMSL

[Ipyn ymeHbIIEHUN KOHIICHTpanuu (EeppUTHHA B CHIBOPOTKE KPOBU cTaOMiIbHO HUke 500 MKr/m,
CJIEyeT PACCMOTPETh BOIIPOC O IIPEPhIBaHUM JieueHus npenapaToM Pepaurany (cM. paszaen 4.4).
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

XenatopHas Tepanus npenapatoM depiaurana y nalMeHTOB JaHHOW KaTErOPHM BO3MOXHA TOJIBKO
IpU J0Ka3aHHOU meperpyske jxene3oM (coaepskanue xkenesa B nedenu (CXKII) > 5 mr Fe/r cyxoro
BEIIECTBA IEYEHW WJIM IPU KOHLEHTpauuu (eppuUTHHA B CHIBOPOTKE KpoBHU > 800 MKr/i).
Omnpenenenne CXKII sBasieTcss NPEANOYTUTENBHBIM CIIOCOOOM OLEHKH TSDKECTH TEPerpy3Ku
xene3oM. Y marnueHToB ¢ Hew3BecTHOW BenmuuumHOM CIXKII xematopHyro Tepamuio HEOOXOIUMO
MIPOBOJIUTH C OCTOPOXKHOCTHIO /ISl MUHUMH3AIMK PUCKA N30BITOYHOM Xenanuu (cM. pazaen 4.4).

[Ipenapar ®depaurana, TaOJETKH, MOKPHITHIE TUICHOYHOM OOOJIOYKOM, SBJISICTCS JICKAPCTBEHHOM
dbopmoit nedepasupokca ¢ 6osiee BEICOKOH OMOIOCTYITHOCTHIO 10 CpaBHEHHIO ¢ mpenaparom ¢ MHH
nedepasupokc, gucreprupyembie  TabneTkw. s TAIMEHTOB, TOJYYAIOUIMX — TEParuio
nedepasupokcoM B JIEKapCTBEHHOM ¢opme nucneprupyemsle Tabnerku (mpemapar ¢ MHH
nedepasupokc), Mpu MepeBojie Ha MpueM aedepasupokca B BHE TaOJIETOK, TOKPHITHIX TICHOYHOMN
obonoukoii (mpenapart depnuranm), 103y HeoOXoauMO CHU3UTH Ha 30 % U OKPYTIUTH 10 JO3UPOBKU
1IeJI0M TabJeTKU, TOKPHITON TIJICHOYHON 000I0YKOH.

CooTBeTCTBYIOIINE 103bI JUIS PA3TUYHBIX JIEKAPCTBEHHBIX (POPM MpeCcTaBIeHbI B TabIHIIE 2.

Taoauna 2. PexkomeHaoBaHHbIe 103bI Jedepasupoxkca B 3aBHCUMOCTH OT JIEKAPCTBEHHOM
(opmbI nIpu JieyeHHH HeTPaHCHY3HOHHOM NEPerpy3KH Kej1e30M y NAIHeHTOB ¢ TajacceMuen

Depaura, KoHnuenrpa
Mpenapar ¢c MHH P A, HeHTp
ebepasupokc TadJ1eTKH, mus
A i MOKPBITHIE CXKIT* tdepputuna
JAUcHeprupyeMble N
TJIEHOYHOI CHIBOPOTKH
TabJaeTKH N
000J10YKOH KPOBH
CraproBasi jo3a | 10 MI/KT B CyTKH 7 MI/KT B CyTKH >5 mr Fe/r cyxoro | wmm | > 800 MKr/n
BEIIIECTBA [TEUYCHH
MoHuUTOpPUHT OnuH pa3 B MecsIII
Koppexuus 10351
Hlar post YBenuueHnue 10361
KOpPpeKIuu
(m?p Lll; 36 5-10 mr/kr B cytku | 3,5-7 mr/kr cytku | > 7 mr Fe/r cyxoro | mmm | > 2000 MKr/n
L BEIIECTBA MTEYCHH
MecsileB)
YMeHbLIeHUE 036l
5-10 mr/kr B cytku | 3,5-7 mr/kr cytku | <7 mr Fe/r cyxoro | wnu | < 2000 MKr/1
BEIIECTBA MTEUYCHH
Maxcumaabhasg | 20 MI/KT B CyTKH 14 Mr/Kr B CyTKH
03a
e 10 MI/KT B CyTKH 7 MI/KT B CYyTKH
st B3pOCHbIX U AeTel He onpeneneno 51 <2000 mkr/n
IIpepsiBanue <3 wmr Fe/r cyxoro | mmm | < 300 MKr/n
Tepanuu BEIIEeCTBA [TEYCHU

Bo3oonoBiaenue | He pexkomeHnoBaHO
Tepanuu

* Usmepenne CXKII — 370 MpeImOYTHTENBEHBIA METOI OTIPEICIICHUS IEPETPY3KU KEIC30M.

Hauanvnas 0osa

Pexomenayemas HauanbHasi CyTouHas Ao3a npenaparta depnurana coctaBiser 7 MI/KT Macchl Tefa.
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(MOCNEQOBATENEHOCTE 0004)
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PekomMeHnayercsi e:xeMecsYHO KOHTPOJIMPOBATh KOHIIEHTPAIMIO (eppUTHHA B CHIBOPOTKE KPOBU C
[ENbI0 OIEHKM peaklMHd TAaleHTa Ha TPOBOAMMYIO TEpamuio M IS MUHUMHU3AIUU PHUCKA
n30bITOUHON Xenmanuu (cM. pasnen 4.4). Kaxasie 3—6 mMecsiieB BO3MOXKHO TIOIIArOBOE YBEIMYCHHE
10361 Tpenapata Ha 3,57 mr/kr. Koppekius 10361 Bo3MmokHa nipu coxpanennn CXKII Ha ypoBHe
>7mr Fe/r cyxoro BemecTBa TEYEHH WIM COXpaHstomelcs (0e3 TeHACHIMH K CHIKCHHIO)
KOHIIGHTpaluu (eppuTHHa CHIBOPOTKM KpoBU > 2000 MKI/I M HpH XOpOIIeH MepeHOCUMOCTH
tepanuu. [Ipumenenue npenapara depiuran]] y ManueHTOB ¢ TajlacCeMuen B 103e Oosee 14 mr/kr
Macchl Tella He PEeKOMEHIOBaHO (WM3-3a HEIOCTAaTKa JaHHBIX MO A((HEKTHBHOCTH W OE30MACHOCTH
MIPUMEHEHHUS B YKa3aHHOU J103€).

VY manueHToB ¢ KOHIleHTpanuel Gpepputrna ceiBOpoTKH kpoBu < 2000 Mkr/n 6e3 onpenencamst CXKIT
no3a npemnapara Oepaurana He TOJHKHA MPEBIATh 7 MI/KT MacChl TeJa.

VY mainueHTOB, MOTYYAOIIUX TEPAIUIO B 103 Oojee 7 MI/KT MacChl Telna, peKOMEHI0BaHO CHUKATh
no3y mpenapara @epnurann no goctwkeHus CXII <7 mr Fe/r cyxoro BemecTBa medYeHH WU
KoHIeHTpauuu Gepputura < 2000 MKr/i.

IIpexpawenue neuenus

Tepanusa npenaparom @epiurang AowkHa ObITh okoHuUeHa mpu goctikeHnn CXKII <3 mr Fe/r
CyXOTO BeIECTBAa II€UYeHM WM KoHIeHTpammu ¢epputuHa < 300 mxr/m. Her maHHBIX O
BO300HOBJICHHM TEPANUHM Yy MAIlMEHTOB C MOBTOPHBIM HAKOIUIEHHEM JKeJie3a IMOCJe JTOCTUKECHHUS
YIOBJIETBOPUTEIILHOTO YPOBHS COJEpXaHHs »eje3a B OpraHu3Me, B CBA3M C YEM MOBTOPHOE
BO300HOBJICHHE TEPAIHH HE MOKET OBITh PEKOMEHIOBAHO.

Oco0ble T'PYIIIBI TAITMEHTOB

ﬂuua noJ2HCUsIoco sospacma

JIy1sl MaliMeHTOB JaHHOUW KaTerOpuH He TPeOyeTCs KOPPEKIIMH pexuMa 103upoBanus. [10CKoIbKy B
KJIIMHUYECKUX UCCJIEIOBAHUSX Yy MAIIMEHTOB B BO3pacTe > 65 JieT 0TMEUYanoCh MOBBIIICHUE YaCTOThI
HP (nexxenarenbHBIX peakiyii) Mo CpaBHEHUIO C TAIIMEHTaMH B BO3pacTe MEeHee 65 JIeT, y MalreHTOB
JAaHHOW KaTerOpHH CJIeIyeT MPOBOIUTH TIIATEIbHBIN KOHTPOIh HP 1 pu He0OX0IMMOCTH CHUXKATH
03y Ipenapara.

Hauueﬂmbl C NOYEYHOU HeDOCMAMOYHOCbIO

D¢ dextr npenapata GepnuraH He HCCIEIOBATIKCH Y MTANIMEHTOB C HAPYIICHUSIMHA (YHKIIUH TTOYCK,
MMO3TOMY IMPUMCHCHHUC IIpCliapaTa NPOTUBOIIOKA3aHO Yy IMAaIMCHTOB C PAaCYCTHBIM KIUPCHCOM
kpeatnanHa (KK) aHrxe 60 mu/mun (cm. pazaenst 4.3 u 4.4).

Hauueﬂmbl C NeYEeHOYHOU HeOOCMAamMOYHOCHbIO

[Ipumenenne nedepazupokca y MAlUCHTOB ¢ HapylieHHEM (YHKIHH TEeYEHU OBLJIO HM3Yy4YEHO B
KIMHUYECKUX UCCIEIOBAaHUAX. Y MALMEHTOB C HApYIIECHUSIMH (DYHKIIMU TIEUYEHH CPEeIHEH CTerneHn
(kmacc B mo xknaccubukanmum Yaitna-I1si0) HavyampHas g03a JMODKHA OBITh  YMEHBIIICHA
npubmmsutensHo Ha 50 %. [Ipenapat He cienyeT MpUMEHATh y MAIMEHTOB C HAPYIICHUAMHU (DYHKIIMN
neueHu Tsokenon crenenu (kinace C o knaccudukanuu Yanna-I1sro).

KoHTponbs (yHKIMH MEYEeHU CleayeT MPOBOIUTH Iepes HadaloM JICUEHUSs, KaX/ble 2 Helelu BO
BpeMs IIEPBOT0 MecsIla JICUSHUS U Jajee eKeMecsiaHo (cM. pazaen 4.4).

CTH

Jlyst meTeit 1 MoIPOCTKOB B BO3pacTe OT 2 10 17 JIeT KOPPEeKIUU pekumMa T03UPOBaHUs HE TpeOyeTcs
(cM. pazzen 4.2). PexoMmeHIyeTcsl €KeMeCIYHO KOHTPOJIUPOBATh KOHIICHTPALUIO (eppUTHHA B
CHIBOPOTKE KPOBU C ILEJNbIO OLEHKA pPEaKIUH MalueHTa Ha MPOBOAMMYIO TEpanuio W s
MUHUMU3AIUN PUCKa M30BITOYHON xemanuu (cm. pasnen 4.4). [Ipu pacuere m03bI AJisl MAIUEHTOB
3TOU KaTEeropuM clieAyeT YUUTHIBAaTh U3MEHEHHE MacChl Tella C TEYEHUEM BPEMEHHU.
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OblIa HWXKE, YeM y B3pocibix (cMm. pasznmen 5.2). [losromy B MaHHOW BO3PACTHOW TPYIIE MOXKET
HOTpe6OBaTBC$I IMPUMCHCHUC IIpCIiapaTa B 60.]'[66 BBICOKHX 103aX, YCM Yy B3POCJIbIX MAIIUCHTOB.

Onnako HauvajgbHasg 1032 JODKHA OBITh TakoOW K€, Kak Yy B3pPOCHBIX, C IMOCJICAYIOINUM
WHIAWUBUIYAIbHBIM THTPOBAHHEM.

XpoHuueckasn Hempaucdy3uUoHHAS nepezpy3Ka Hcele30M Yy NAYUeHmos ¢ manaccemuel

VY nereit ¢ cuHApoMaMu TPaHC(HY3MOHHO HE3aBHUCHMOM TalacCeMHUU J103a HE JOJKHA TPEBHIIAThH
7 mr/kr. JlaHHOW Karteropuw MarMeHTOB HeoOxomuM Oosee TmareabHbli MoHHTOPUHT KOKIT m
ypOBHsI (peppUTHHA B CBIBOPOTKE BO M30€KaHNE UYPE3MEPHOTO XeNaTUpoBaHus (cM. paszen 4.4).

B nmomonHeHwe k eXeMecsuHbIM OIleHKaMm YpoBHs (epputuHa B cbiBopoTtke, KOKII cnemyer
KOHTPOJHMPOBATh KaXJble TPU MeECAA, €CIM YPOBEHb (EppPUTHHA B CHIBOPOTKE COCTABIISET
<800 nr/m.

Jemu om poowcoenus 0o 23 mecsayes

bezonacuocth u 3 pexTuBHOCTD Npenapara Depiurany y AeTeil B Bo3pacTe Miaiiie 23 MecsIeB He
YCTaHOBJIEHBI. /J[aHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

Jlist mpuema BHYTpb.

Tabnerku mnpenapara depnurania, MOKPHITHIC TJICHOYHOHW O0O0OJOUYKOW, CJEAYyeT MpOrjiaThiBaTh
LEJINKOM, 3aITMBast HEOOJIBIIIUM KOJIMYECTBOM BO/BI. J{JIsl MAllMEHTOB, KOTOPBIE HE MOTYT MPOTJIOTUTh
TabJIETKY LEIUKOM, TaOJIETKy PEKOMEHI0BAHO Pa3ApOoOUTh U MOJYYUBUIMMCS OPOLIKOM MOCHINATh
MSTKYIO MUIILY, HAlpUMEp, HOTYPT WU S0JI0YHBIN coyc (1rope). [TonmydnBuimiics mopomok cieayer
MIPUHSATH MTOJHOCTHIO U Cpa3y, HE MOABEPras XpaHEHUIO JUIsl MOCIEAYOIIET0 IPUMEHEHUS.

IIpenapat depnurana ciaenyer NpuHUMATh BHYTPb | pa3 B CYTKM HAaTOLIAK WM C JIETKOW MUIIEH,
MPEATIOYTUTEIHLHO B OJTHO M TO ke Bpems (CM. pazaensl 4.5 u 5.2).

4.3. [IporuBonoOKa3aHus

I'unepuyBCTBUTENBHOCT K Je(depa3supoKcy WIM K JH00OMY M3 BCIIOMOIAaTENbHBIX BEILECTB,
IIEPEUNCIICHHBIX B pazzeine 6.1.

Kmmpenc kpeatnanna < 60 MJI/MUH WK KOHIICHTpAIMs KpeaTHHUHA B CHIBOPOTKE KPOBHU B 2 U OoJjiee
pa3a BbIIIE BEPXHEN I'PaHULIBI BO3PACTHOU HOPMBI.

[TareHThI ¢ MUETOIUCTIACTUYECKIM CHHAPOMOM BBICOKOTO PHUCKA WIIH JPYTUMH TeM0o0JIacTO3aMU
1 HETEMATOJOTHYCCKUMU 3JIOKAYECCTBECHHBIMHU HOB006p330BaHI/IHMI/I, Y KOTOPBIX XCJIAaTOpHAA TCpaIusa
Oynet manod(ekTuBHA BCIEACTBHE OBICTPOTO MPOTPEeCCUPOBaHUS 3a00ICBaHUS.

Hapymenust GpyHkun neyenu tsoxenoit crenenu (kiace C no kinaccudukanmu Yaitng-I1s1o).
bepeMeHHOCTD M TepUO TPYJHOIO BCKAPMIIMBAHMUS.

OnHOBpEMEHHOE MPUMEHEHHUE C APYTUMHU KOMILIEKCOOOPa3yOIUMH CPEICTBAMU, TPUMEHIECMBIMU
IUTS JISUCHUS TIEPErPy3KH xKelle30M (0e30macHOCTh KOMOMHUPOBAHHOW TepaNuy HE YCTaHOBIICHA, CM.
paznen 4.5).

4.4. OcoOble yka3zaHusi 1 MepbI NPEAOCTOPOKHOCTH NPH MPUMEHEHU U

IIpenapat cieayeT NpUMEHATh C OCTOPOKHOCTBIO:

e y AIMEHTOB B BO3pacTe > 65 JeT;
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®  cCIIM KOHICHTpAlUs KpeaTHHHHA CHIBOPOTKU KPABU Bblm&ogﬁlc&ﬁﬂ' HOITMin OCGGGHHO l'IDI/I

HAJIMYUU  JIONIOJTHUTEIILHBIX (AaKTOPOB pHCKAa, TaKWX KakK OJHOBPEMCHHOEC IPUMEHEHHE
MpernapaToB, CIIOCOOHBIX BBI3BIBATH HAPYIICHUS (PYHKIIMH MOYEK, ACTHUAPATAINS WIH TSKEIbIe
uHDEKINY;

e @pu HapylmeHWsIX (YHKIMHM TedeHH (MpUMEHEeHHe nedepasupokca y MAIHEHTOB JaHHOH
KaTe€ropuy HE U3Y4€HO);

® TpU OJHOBPEMEHHOM MPHMEHEHHH C AaHTUKOAryJIsSHTAaMH W JPYTHMH JIEKapCTBEHHBIMHU
CpeICTBaMH, 00JTaaroIuMHu VIBIEPOTEHHBIM nefcTBHEM (HeCTepOUTHBIMHU
IPOTUBOBOCTIAJIMTEIBHBIMU TIpETapaTaMu, TIIOKOKOPTHKOCTEponIaMu, Ouchochonaramu ams
npueMa BHYTPb);

e  IIPM CHIKEHHHU KOJIUYECTBA TPOMOOIUTOB < 50x10°/1.

Hapyinesne ¢yHKIIMY TOYEK

Jleyenue nedepa3srpoKkcoM MPOBOAUIOCH TOJBKO Y TMAIMEHTOB C KOHIIEHTpAIllMed KpeaTHMHHWHA B
CBIBOPOTKE KPOBH B MpeJiesiax IPaHHI] BO3PACTHOU HOPMBI.

B Xxonme KIMHUYECKUX HCCIENIOBaHMNA MpPUMEpHO Yy 36 % manmeHTOB HaOII0JaIOCh MOBBIIICHHE
YpOBHSI KpeaTHHHHA B CBIBOPOTKE KpoBH Oosiee ueM Ha 33 % B AByX U Ooyiee U3MEPEHUAX MOAPS,
HWHOT'a ITOKa3aTelIn 6BIJII/I BBIIIC BECPXHCTO Mpeacsia HOPMBI. Ha6JIIOI[aBH_IeeC$I IIOBBIIICHUEC HOCHUIIO
710303aBUCUMBIN XxapakTep. [Ipubnu3nurenbHO y OBYX TpeTei MalleHTOB, Y KOTOPBIX BBISBISIOCH
IMOBBIIICHUC YPOBHSA KpCaTUHUHA B CBIBOPOTKE, I[aHHBII\/JI TIOKa3aTCJIb BO3BpallaJICsd Ha YPOBCHb HUIKC
33 % 0e3 KOPPEeKTHPOBKU A03bl. Y OCTaBIIEHCS TPETH KOHLEHTPAlUs KpeaTHHHHA OCTaBajlach
MIOBBIIICHHOW, HECMOTPS HAa YMEHBIICHUE O3B WU IIPEKpalleHue IpueMa rpernapara. B HeKoTopsIx
CIIy4asix IOCJIe CHIKEHHUS J03bl HAaOII0AaNach TOJBKO CTaOMIIM3alMs MoKa3aTelleld KpeaTHHHHA B
ceiBopoTKe. [Ipu mocnemyromeM nmocTperucTpalioHHOM IpUMEHEHNH Aedepasupokrca coo0IIanoch
0 CiIyJasX OCTpOH IIOYEUYHOW HEIOCTaTOUYHOCTH (cM. paszmen 4.8). B HEKoTOphIX cCirydasx
MOCTPETHUCTPALIMOHHOTO TPUMEHEHUsI HapylleHHe (QYHKIHUU [OYEK MPHUBOIAMIO K MOYCUHOU
HEJ0CTaTOYHOCTH, KOTOpasi TpeboBaja BpEMEHHOTO HJIM IOCTOSTHHOTO THANIN3A.

[TprurHBI TOBBILIEHUS YPOBHS KPEaTHHUHA B CHIBOPOTKE HE BBIAICHEHHI. [l03TOMY 0c0O0€ BHUMaHUE
clieyeT yIelsTh MOHUTOPUHTY YPOBHSI KpEaTHHHHA B CHIBOPOTKE y MAIMEHTOB, OJHOBPEMEHHO
MOJTY4YaIOIUX JICKAPCTBEHHBIE MpemapaThl, KOTOPbIE YTHETAIOT (PYHKIMIO MOYEK, U Yy MAIUEHTOB,
KOTOPBIC TOTYYalOT BBICOKHE J103bI JedepasupoKkca W/ Win peaKue nepenuBanus (< 7 Mil/Kr/Mecsil
SPUTPOLUTAPHON MACChl WU < 2 eNUHUI/MECSI] IS B3pocibix). HecMoTps Ha TO, 4YTO B
KJIIMHUYECKUX HCCIECNOBAHUAX II0CIE YBEIWYEHUs 03Bl JIEKapCTBEHHOro mpenapara ¢ MHH
nedepasupokc B JICKAPCTBEHHOW ¢opMe «aucrneprupyeMbie TabmeTkm» Oonee 30 MI/KT He
HAOII0/1a7I0Ch YBEIMYSHUS YaCTOTHI Pa3BUTHS HEKEIATEIbHBIX SBICHUI CO CTOPOHBI MOYEK, HENb3S
WCKJIIOYUTH TOBBIIIEHHBIM PUCK Pa3BUTHUS TaKUX SBJICHUN NPU MPUMEHEHUU TaOJETOK, MOKPBITHIX
IUIEHOYHOM 000JI0YKOMH, B 03€ 0ojiee 21 MI/KT.

PexomeHyeTcs OlleHUBaTh YPOBEHb KpEaTHHUHA B CBIBOPOTKE IEPE]] HAYaJIOM JICYCHUS! IBYKPATHO.
VYpoBeHb KpeaTHHHHA B CBIBOPOTKE, KIMPEHC KpeaTuHHHA (OolleHnBaeMbli 1o ¢popmyine Kokpodra-
INonta nmm o popmyne MDRD (Moaudukanys nueTsl mpu 3a00JIEBaHHUIX MMOYEK) Y B3POCIBIX U MO
¢dopmyine IlIBapua y nereit) n/unm yposenb nucratuia C B I1a3Me KPOBH JIOJIKHBI OTCIICKHBATHCS
niepe] HayajioM JICYCHHsI, pa3 B HEACIIO B TIEPBBI MECSII ITOCIIe Hayala Teparnuy WK KOPPEKIHU
no3bl mpenapara @epnurang U ganee pa3 B Mecsl. llanmeHTHl ¢ paHee CYIIECTBYIOIIMMU
MATOJIOTUSIMU TTOYEK W MAIMEHTHI, TOyYalOIne JIEKAPCTBEHHBIC MPEMapaThl, KOTOPHIE MOIABISIOT
(GYHKIHIO TTOYEK, MOTYT UMETh OOJIBIINI PUCK OcToXHeHUH. CienyeT co0Io1aTh OCTOPOKHOCTD U
MOJIICP)KUBATH aJIEKBATHYIO THIPATAIMIO Y MAIMEHTOB, Y KOTOPBIX BOSHUKAET IUApPEest WK PBOTA.

[Ipu npumeHeHuu nedepazupokca B MOCTPETHCTPALMOHHOM MEpHoje OBLIM ONUCAHBI CIydau
pa3BUTHS METAa0OIMUYECKOro anuao3a. B OoJbIIMHCTBE CIy4aeB COCTOSHHE pa3BHUBAJIOCh Yy
MAIMEeHTOB C HapylIeHHeM (YHKINHU MMOYeK, TUCPYHKIUEH MPOKCUMAIBHBIX MTOYEYHBIX KaHAJbIIEB
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HapyleHHe KHUCIOTHO-LIEJIOYHOro OanaHca. Y TakuX MalMEHTOB MO KIMHUYECKUM IOKa3aHWIM
CIIeyeT KOHTPOJIUPOBATh KUCIOTHO-LIETOYHOM OanaHc. [Ipu pa3BUTHHM METabOINYECKOro aluma03a
CIIEAYET PaCCMOTPETh BO3MOKHOCTh OTMEHBI TEPANUU IIperapaToM.

VY mnanmeHToB, NpHHUMAarOmUX mnpenapaT deprnurana, B OCOOEHHOCTH Y JeTed, OTMEYalIHuCh
IIOCTMapKETUHIOBBIE CIydal TsDKENIbIX (OpM IMOYeyHOM TyOyjnomaTtuu (Takue KaK CHHAPOM
@DaHKOHM) M TMOYEYHAass HEJOCTATOYHOCTb, CBSA3AHHBIE C W3MEHEHHUSMU CO3HAHHUA B KOHTEKCTE
TMIIepaMMOHEMUYECKON »HuedantonaTuu. PexoMeHAyeTcs Y4WUThIBaTh T'HMIIEPAMMOHEMHYECKYIO
sHIE(ATONATHIO W YPOBHH aMMHaKa, H3MEpseMble Yy MAIMeHTOB, y KOTOPBIX pPa3BHBAIOTCA
HEOObSICHUMBIE U3MEHEHUS IICUXHUYECKOTr0 CTaTyca, IpH JiedeHnu npenapatom depaurana.

Tabamna 3. KoppekTupoBka 10361 1 NPHOCTAHOBKA JIeYeHUS] NIPH MOHUTOPHMHIe (PyHKIMHU
Mno4eK

YpoBeHb KpeaTHHHHA B
Kimpenc kpearnHuHA
CBIBOPOTKE
o Hayaja Tepanumn JIBykpatHoO (2x) " OpnnoxpatHo (1xX)
IIpumenenne < 60 Mma/MuH
NPOTHBONOKA3aHO
MonuTtopuHr
- IlepBriii mecsu mnocne | Pa3 B Hepento U Pa3 B Henemo
Hayaja JIeYEHUs WU
MoauduKauu 10361 (B
TOM yucie nocJe
nepexoja TMalleHTa Ha
JIPYTyI0 JIEKapCTBEHHYIO
dhopmy mpenapara)
- B nocieayoleM Pa3 B Mecs1x Hu Pa3 B Mecs1x

YMeHbllleHHE CYTOYHOH 103b1 HA 7 Mr/Kr/meHb (B GopMe TabGIETOK, MOKPBITHIX TICHOYHOM
000II09KOM), eciu ciedyrowue noxazamenu QYyHKYUU noyex Habaoo0aomes Ha NPOMANCEHUU 08YX
BU3UMOB NOOPSO U HE MO2YM DbIMb 00BLACHEHbL OPYSUMU NPULUHAMU

B3pocibie manueHTsl > 33 % IIPEBBIIIACTCS | U Cumxaercs < HI'H*

CPEIHHM  IOKa3aTelsb 0
pel A (< 90 mn/mun)

TICYCHUS

[TanmeHTHI IIETCKOTO n/mmmn | Camxkaerca < HI'H*
> BI'H*** IS

BO3pacTa <90 vt/
COOTBETCTBYIOLIETO BO3pacTa ( MII/MHH)

Ilocae cHUKeHUS A03bl, MPUOCTAHOBKH JC€YCHHUS, €CJIN:

Bspocnbie manumentsl u | Coxpansiercs >33 % Bwime | w/wmu | CHmkaercs < HIH*
NETH CpelIHero  TmokasaTeis 10

(< 90 mn/mMuH)
JICUCHUS

*HI'H: HIOKHSIA TpaHULIA HOPMBI

**BI'H: BepxHss TpaHUIa HOPMBI

HequHe MOXKET 6LITB HAa4YaTO BHOBL B 3aBHCHMOCTHU OT I/IH,[[I/IBI/II[yaJIBHLIX KIIMHUYCCKHUX
00CTOSITELCTB.
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BBISIBJICHMM OTKJIOHEHMH OT HOPMBI TOKa3aTelel KaHalmbleBOM (GYHKIUM TOYeK W/UIU IO
KIIMHUYECKUM TTOKA3aHUSIM:

—  mpoTeuHypus (IoKa3aTelNb CleyeT ONPeaeIsaTh epe/] HayaloM Tepaluu U 1ajiee eXKeMECIYHO);

—  TJIIOKO3YypHs y MalMEHTOB 0e3 caxapHoro AuadeTa, CHIKEHHE COJCPKaHUS KaJis B CBIBOPOTKE
KpoBH, ¢ocdhaToB, MarHus WIM COJIEH MOYEBOM KHUCIOTHI, ¢ochaTypus WM aMUHOAUTYPHUS
(mokazarenu clieyeT KOHTPOJIUPOBATh M0 HEOOXOAUMOCTH).

O peHanpHOU TYOyJONaTHH B OCHOBHOM COOOIIAJIOCH Y JETEH W MOJPOCTKOB C OETa-TalacCEeMHEH,
MOJTy4aBIIuX aedepasupokc.

[TanmeHTOB cieqyeT HampaBUTh K HEPPOJIOTy U PacCMOTPETh HEOOXOIUMOCTb IPOBEICHUS
JOMOJTHUTEIBHBIX JUArHOCTUYECKUX UCCIIEIOBaHUN (HampuMep, OMOIICHS MOYeK), €CIH, HECMOTPS
Ha CHIJKEHUE J03bI U NIPEKPAILECHUE JICYCHNS], BOSHUKAIOT CICAYIOIIUE SIBICHMUS:

- YPOBCHBb Kp€aTUHHMHA B CBIBOPOTKE OCTACTCA 3HAUYUTCIIBHO IMOBBIIICHHBIM U

—  HaOJIOJaeTcs CTOMKOE OTKJIOHEHHE KaKOro-IuOO JApyroro mokasarens (GYHKIHH TOYeK
(Hanpumep, IpOTEUHYpHsl, CHHAPOM DaHKOHM).

Hapymienne (bVHKI_[I/II/I INCYCHU

VY nanMeHToB, MPHHUMABIIUX JAedepasupokc, HaOJI0JANOCh TOBBIIICHUE YPOBHS MapKEepoOB
¢dbyHKIIUM NeyeHu. B mocTpeructpaunoHHOM nepro/ie MPUMEHEHHsI OTMEYAIIUCh CITyda eYeHOUHON
HEI0CTaTOYHOCTH, HEKOTOPBIE U3 HUX OBUIM C JIETaJbHBIM MCXOJOM. Y MAIMEHTOB, MOJTY4aBLIMX
npenapat ®epaurana, B 0COOEHHOCTH Y AETEH, MOTYT BO3HUKATH TsKeNble (JOPMBI, CBSI3aHHBIE C
M3MEHEHHUSIMU CO3HAHUS B KOHTEKCTE TMIIEPAMMOHEMUYECKOH 3HIE(aIonaTHy.

PekoMeHnayercss yduThIBaTH TUIEPAMMOHEMHUYECKYIO OHIEQAToNaTui0 M HU3MEpSITh YPOBEHb
aMMHaKa y aleHToB, Y KOTOPBIX Pa3BUBAIOTCS HEOOBSICHUMBIC M3MEHEHUS IICHXUYECKOTO CTaTyca
npu JedeHuu gAedepazupokcoMm. CreayeT MNposBASTH o0co0oe BHUMAaHME B  OTHOLICHHH
MOAJEPKUBAHUS COOTBETCTBYIOIIETO YPOBHS THUAPATAIUN Y TAIMEHTOB, KOTOPHIE HCIBITHIBAIOT
npoOeMbl ¢ 00e3BOKMBaHUEM (TaKHMe Kak JAuapes WA PBOTa), OCOOEHHO Yy JeTel B ocTpoil daze
0ose3Hu. BonbIIMHCTBO COOOIIEHUIT O TEYEHOUHON HEIOCTAaTOYHOCTH KAacallCh MAIMEHTOB CO
3HAYUTENbHBIMHU COIYTCTBYIOIIMMU MaTOJIOTUSAMHU, BKJIIOUAsi paHee CYIIECTBOBABIINE XPOHUUECKHE
3a0oneBaHus medeHu (B TOM yuciie muppo3 u renatuT C) ¥ NMOTMOPTaHHYI HEIOCTATOYHOCTD.
Onnako poib nedepa3upokca Kak COIMyTCTBYIOMIETO MIIM YCYTYOJISIONIeTo (pakTopa He MOYKET OBIThH
uckito4eHa (cM. pazaen 4.8).

Pexomenayercs mpoBepsITh YPOBEHb TpaHCAMHUHA3, OMIupyouHa u pocdaTasbl B CHIBOPOTKE MEepe
Ha4daJIOM JICUCHUSA, KaXbIC 2 HEACIN B HepBBIfI MCCALL JICUCHHA U pa3 B MECHL] BIOCJIICACTBUU. Ecmu
UMEEeT MECTO CTOMKOE M TPOTPECCUPYIONIee YBEIMYCHHUE YPOBHS TpPAaHCAMHHA3 B CBHIBOPOTKE,
KOTOpPOE HE MOXKET ObITh OOBSICHEHO APYIMMHU NPUYMHAMH, CIEAyeT MPUOCTaHOBUTH MPUMEHEHHE
npenapara @epnurana. Korna npudnHa OTKIOHEHHWH B MOKa3aTeNsaX (DYHKIUM MEYCHU BBISCHEHA,
WM TIOCJIE BO3BPAILIEHUS YKa3aHHBIX MTOKA3aTele K HOPMAJIbHOMY YPOBHIO MOXKHO paccMaTpUBaTh
OCTOpPOYKHOE BO300OHOBJICHHE JICUCHHUs MpU Ooiiee HHU3KOH [103¢ M TMOCIEIyoIee MOCTEIIEHHOEe
YBCIIMUCHUC NO3BI.

He pexomenmyercs mpuMeHsTh mpenapar Pepnurana y MamUeHTOB € TSDKEJIBIM HapylIIeHHEM
¢ynkuun neuenu (kiaace C no knaccudpukanun Yana-ITsio) (cm. paznen 5.2).

Taoauna 4. Kparkue pekoMeHIauu 110 MOHUTOPUHTY 0€30M1aCHOCTH

HccaenoBanue YacrToTa

YpoBeHb KpeaTUHHHA B CHIBOPOTKE JIBaXX11bl 10 Hayana Teparuu.

Pa3z B Hexemo B NeEpBBIM MecdAll Tepalnuud U B
HEPBbIM MecsIl 10c/Ie U3MEHEHUs 103bl (BKIOYas

10
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APYIYIO).

Pa3 B Mecs1] BHOCIEICTBUM.

Knupenc kpearmnuHa w/unu  ypoBeHb | Ilepen Hauanom Tepamnuu.

muctatuga C B mIazMe "
Pa3 B Hememo B MepBBIA MecsIl TEpanmvd W B

MEPBbII MecsIl MMOCiae U3MEHEHHUsI 103bl (BKIIIOYast
MepexoJl ¢ OJHOM JIeKapCTBEHHOW ¢OpMBI Ha
JIPYTyIo).

Pa3 B Mecs11 BHOCIEICTBUM.

[Iporennypus Ilepen HayanOM Teparuu.

Pa3 B Mecs11 BHOCIEICTBUM.

Hpyrue Mapkepbl (yHKiuu mnodedssix | [lo mepe HEOOX0IUMOCTH.
KaHAJIbIIEB (TaKue KaK ITMKO3YpHs y JIUI], He
CTpa/IaloUINX AUa0eToOM, U HU3KUN ypOBEHb
Kkamus, ¢ocdara, MarHus WX ypaToB B
CBIBOPOTKE, (hochaTypust, aMUHOALHTYPHS])

YpoBeHbr  TpaHcamuHa3,  OwnupyOwHa, | [lepen HauamoMm Tepanumu.

eoyHou dhocdarazsl o
m bocd Pa3 B 2 Henenu B nepBbIil MeCSI] TEPAMHH.

Pa3 B Mecs11 BHOCIEICTBUM.

HccnenoBanue ciryxa U OpraHoB 3peHUs IIepen Hayamom Tepanuu.

Pa3 B roz Bociie iCTBHU.

Macca TCJa, pOCT U ITOJIOBOC PA3BUTHC Hepez[ Ha4yaJIOM TCpalunu.

Paz B TOm BMOCHEACTBUM Yy TEIUATPHYECKUX
MMAI[EHTOB.

Y nanuMeHToB € MOl IPOTHO3MPYEMOM  MPOJOJKUTENBHOCTBIO KM3HU  (Hampumep,
MUEJIOIUCIUIACTUYECKHE CUHAPOMBI C BBICOKUM PHUCKOM), OCOOEHHO KOrJa COIYTCTBYIOIIHE
3a00JIeBaHMsl MOTYT IOBBIIIATH PUCK HEXKENATENIbHBIX SBICHH, MOib3a npenapatra depiaurann
MOKET OBITh OTpaHHMYe€Ha, M PUCK MOXET NpeBbIIaTh NOoJb3y. ClenoBaTenbHO, NPUMEHEHHE
npenapara Gepnuran He pEKOMEHA0BAHO Y TAKUX NAIUEHTOB.

[Ipenapat cienyer Ha3HAYATh C OCTOPOKHOCTHIO TTOYKUIIBIM MALIMEHTaM B CBSI3U C BHICOKON YaCTOTOM
HEeXeJaTelIbHbIX peakiui (B 4aCTHOCTHU, JUAPEH).

JlanHbIe y neTei ¢ TpaHChy3MOHHO HE3aBUCHMOM TajacCeMuel BeChMa OrpaHHYCHHBIE (CM. pa3zen
5.1). CnenoBarenbHo, npu Tepanuu npenaparom depinurana ciaenyer MPOBOAUTH THIATEIbHBIN
MOHMTOPHHT JUJIS BBISIBJICHUS HEXKENATEIbHBIX PEAKIUHI U JJIS OTCJICKUBAHUS KOHLICHTPALMH XKelle3a
B OpraHu3Me y neauarpuueckon nonymsaiuu. Kpome toro, nepen euennem npenapatoM depnurana
JeTell ¢ BBICOKOM CTENEHBIO MEPEerpy3KU XKeJe30M M TpaHC(HY3MOHHO HE3aBUCHUMOM TanacceMHen
Bpad JOJDKEH IMOMHHUTB, YTO IOCIEACTBHS JUIMTEIBHOM TepanuM TAaKUX MAlMEHTOB B HACTOALICE
BpEMS HE U3BECTHBI.

Hapymienns co cTOpOHBI JKEIYI0YHO-KUIITEYHOI'0 TPaKTa

Y manWeHToB, BKIOYAs JETe W TOJPOCTKOB, IMONYYaBIIUX Jedepasupokc, coOOManoch o
MOSIBJICHUH $13B U KPOBOTEUEHUN B BEPXHUX OTJIEIAX KEyIOUHO-KUIIEYHOr0 TpakTa. Y HEKOTOPBIX
MAIMEHTOB HAOIIOIANCh MHOXKECTBEHHBIE s13BBI (cM. pazaen 4.8). beutn cooOmieHust o s3Bax,
OCIIOKHUBINUXCS Tiepdopanueid KeayJTOYHO-KHIIEYHOTO TpakTa. Takxke OBUIM COOOIICHHS O
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JIETANbHBIX YKEJTYI0YHO-KUIIIEYHBIX KPOBOTECUCHUSX, co6eHHb|1r rm]cngwg' HaI_lT/IeETOB -y KoprHx

OBLITM TEMATOJOTUYECKUE OHKOJIOTUUECKHE 3a00JIEBaHUSI H/WIJIH HU3KOE COJIepKaHUE TPOMOOITUTOB.

Bpauu u manueHThl JOJDKHBI COXPAHATh OCOOYI0O HACTOPOKEHHOCTh B OTHOLICHHWU TPU3HAKOB U
CHUMIITOMOB $I3B ¥ KPOBOTEUEHHUH B KEIYAOYHO-KAIICYHOM TPAKTE BO BPEMsI TE€PANUH IPENapaToM
@epaurang. B ciydyae pa3sBuTHS SI3BBI WM KPOBOTEUEHMS JKEIYAOYHO-KHMILIEYHOI'O TpaKTa
npuMeHeHne npenapata @Depiaurani ciegyeT NPEeKpaTUTh M HE3aMEUIMTEIbHO Havarb
JONIOJTHUTENbHOE OoOcieoBaHre M JiedeHue. CieayeT ¢ OCTOPOKHOCTBIO HazHayaTh Ipernapar
@epiuran] nayeHTam, KOTopble IPUHUMAIOT BELIECTBA, 00J1aJa0INe N3BECTHBIM YIIbLIEPOT€HHBIM
noreHuuanoM, Ttakue kak HIIBII (HectepouiHble NPOTHBOBOCHAIUTENBHBIE IIpENaparsl),
KOPTUKOCTEPOUABl WM IepopajbHble OuC(OCHOHATHI, AHTHUKOATYISHTBI, M MAalMEHTaM ¢
cozepxkanueM TpomoormTos Meree 50 000/mm? (50 x 10°/1) (cm. pasaen 4.5).

Hapvyiesns co cTOpoHbI KOXKU

Bo Bpemsi neuenust npenapatoM PepnuraHa MOXKET BO3HHKATh KOXKHasl Chillb. B OONbIIMHCTBE
CJly4aeB ChIIIb MPOXOAUT CIOHTAaHHO. [locie BpeMEHHOro NpephIBaHUS JIEUEHHE MOXKET OBITh
BO300HOBJICHO MOCTIE UCYE3HOBEHUS CHIIH B 00Jiee HU3KOM J103€ C MOCIEAYIOMNM €€ MIOCTETIEHHBIM
yBeJIMYEHUEM. B TsKenbIX ciydasx BO30OHOBJIEHUE JEUEHHUS MOXKET ObITh IPOBEIEHO C KOPOTKUM
NEPUOJIOM TPUMEHEHHs MEepOopaIbHOM (GopMbl cTepouoB. CooOmaioch O CEPhEe3HBIX KOMKHBIX
HEXXEJIATENIBHBIX PEAKIUX, BKIIToYas CHHApoM CtuBeHca-/[>KOHCOHA, TOKCUYECKUH AN IEPMAIIbHBIN
HEKPOJIM3 U JIEKAPCTBEHHYIO PeakLuio ¢ 303uHOGmInelt u cucreMHbiMu cumntomamu (DRESS),
KOTOpbIE MOTYT OBbITh ONACHBIMM I >KM3HHM WIN Jaxe cMepTesbHbIMU. [Ipu momo3peHuu Ha
pa3BUTHE KaKOTO-TMOO M3 YKa3aHHBIX COCTOSHMNA TNpUMEHeHue mnpenapara Depiaurasja cieayeT
HEMEJICHHO TNPEKpaTUTh W HE NPHUMEHATh NMOBTOpHO. [Ipm Ha3HaueHuM mnpenapara INalAEHTHI
JOJDKHBI ObITH TPOMH(OPMUPOBAHBI O MPHU3HAKAX U CHUMIITOMAaX TSDKEJIBIX KOXKHBIX PEAKIUN U
JOJKHBI HAXOUTBCS MOJ1 TIATEIbHBIM HAOIIOIEHUEM.

Peakinu TUIICPYYBCTBUTCIIbHOCTH

[Tomy4yeHb! cOOOLICHNS O Pa3BUTHH PEAKIIUi THIIEPYYBCTBUTEILHOCTH K Jehepa3supoKCy (BKIHOUAst
aHa(WIAKTHYECKUE PEAKIIMH W aHTHOHEBPOTHYECKHUH OTeK). B OONBIIMHCTBE CIIy4aeB peakiuu
THIIEPYYBCTBUTEILHOCTH HAOIIONAIKMCH B TIEPBBIC MECAIIBI JICUCHHsI MpernapatoM (cM. paszzaen 4.8).
IIpu pa3BuUTUM peakUil TUIIEPUYBCTBUTEIILHOCTH TSKEJION CTEIICHU JICYCHUE MIPENapaToM CIeIyeT
OTMEHHTh U TPOBECTH COOTBETCTBYIOIIME JiedeOHbIe Mepornpuatus. He pekomeHmyercs
BO300HOBIIATH TEPAIHIO MIPENAPATOM Yy MAIMEHTOB JaHHON KaTErOpUU B CBSI3U C PUCKOM Pa3BHUTHUS
aHa(UIAKTHYECKOTO 1I0Ka (CM. paszzaen 4.3).

3DI/ITGHBHI>IG X CJIYXOBBIC HAPYIICHUA

Coo01manoch 0 HapyIICHUSX CO CTOPOHBI OPTraHOB Ciyxa (CHM)KEHHUE CIyXa) U OpraHOB 3pPEHUS
(mMOMyTHEHHE XpyCTAINKa; cM. paznen 4.8). PekomeHyeTcst IpoBEPATh y MAaLUEHTOB CIIyX U 3pEHUE
(BKJIIOUAsi MCCIIEJOBAHUE IJIA3HOTO [HA) [0 Hayaja JIeYeHUs M B JalbHEHIIEM NPOBOAUTH
perynspHele obcienoBanus Kaxabie 12 mecsues. Ecian Bo BpeMs JieueHus! y HalMeHTa MOsSBISIOTCS
HapyLEeHMsl CIyXa WIK 3pEHHsI, MOKHO PACCMOTPETh BO3MOXKHOCTh CHUKEHHUS JI03bI NTpernapara win
BPEMEHHOTO MPEKpaILCHHs JICUCHHUS.

I'emaTosorunueckue pacCTponucTBa

B mepuox moCTperucTpalMOHHBIX HAOMIOACHUN OBUIM TONXYyYeHBl COOOIIEHHS O Cllydasx
JIEHKOTICHUH, TPOMOOIIMTOTICHHH WJIM TTAaHIIUTONEHUHN (MU YCYTYOJICHUH YKa3aHHBIX 3a00JI€BaHUM )
U OCJIO)KHEHHOW aHeMHH Y MalMeHTOB, MPUHUMABIINX Aedepasupokc. B GOJbIIMHCTBE CllydaeB y
MAIMEHTOB UMEJIHCh TeMaTOJIOTHIECKAE HAPYIIEHUSI B aHAMHE3€, KOTOPBIE YacTO CONPOBOXKIAIHCH
HEI0CTaTOYHOCTBIO KOCTHOTO Mo3ra. OJTHaKO CIIOCOOCTBYIOIIYIO MIIH YCYT'YOJISIOUTYIO POJIb JAHHOTO
(dakTopa Heb3sl UCKITIoUaTh. [Ipy BOSHUKHOBEHHH y MAIUeHTa HEOOBSICHUMOW ITUTONICHUH CIICTyeT
paccMOTpeTh BO3MOKHOCTh BPEMEHHOTO MPEKPALICHHUS JICUCHHUS.
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(MOCNEQOBATENEHOCTE 0004)

Jpyrue hakTopsl

PexomeHyeTcst poBeIeHUE €KEMECTIHOTO MOHUTOPUHTA YPOBHSI (PepPPUTHHA B CHIBOPOTKE KPOBU
C LIEJIBbIO OIIGHKM OTBETA MAallMeHTa Ha TEPAlHio U MPEAOTBPALICHUS U30BITOYHOTO XEJIATHPOBAHUS
(cM. pazmen 4.2). B mepuonbl JiedeHUs BBICOKMMH JI03aMH M B TE€X CHUTYallHsAX, KOTJa YPOBHHU
(beppuTHHA B CHIBOPOTKE KPOBU OJM3KU K IIEJIEBOMY JHAINa30Hy, PEKOMEHIYETCS CHIKEHHUE J103bI
i 0oJiee TIIATEIbHBI MOHUTOPHUHT (DYHKIIMU TIOYEK M MEYEHH, a TAK)KE YPOBHS CHBIBOPOTOYHOTO
¢depputuna. Eciu ypoBeHb (eppUTHHA B CHIBOPOTKE KPOBU He mogHuMaeTcs Bbimie 500 Mxr/a (y
MAlUEeHTOB ¢ TpaHC()Y3HMOHHOU Tmeperpy3koi skeme3oMm) wiau Bbime 300 Mkr/a (y MaMeHTOB C
CHUHIpPOMaMH TpPAaHC()Y3UOHHO HE3aBUCHUMOW TallaCCEMUHU), MOXKHO PacCMOTPETh BO3MOXKHOCTH
BPEMEHHOTO MIPEKpAIICHUS TePaITHH.

PesynpTaThl HMCclnenoBaHMNA YpOBHS KpeaTMHHHA, (EppUTHHA W TpPaHCAMHMHA3 B CHIBOPOTKE
HE00XOIMMO PErUCTPUPOBATH U MMPOBOJUTH PETYIISIPHYIO OLIEHKY JJIsl BBISIBJICHUS TEHICHIIHI.

B AByX KIMHHMYECKHX HCCIIEAOBAaHMSIX JAedepasupoKC HE OKa3ajl BIMSHHUS Ha POCT U IOJIOBOE
pa3BUTHE ACTEH, MOTyYaBIIUX JICUCHUE B TeueHue 1m0 S5 et (cM. pasaen 4.8). OnHako B Ka4ecTBE
o01ieil Mepbl IPEJOCTOPOKHOCTH B JICUCHUH JEeTel C TpaHC(Y3MOHHOU MEperpy3Koi Kene3oM J0
Hayasa Teparuy U 3aTeM €XErofHO He0OXO0AUMO U3MEPSATh y JeTel Maccy Tena, pOCT U OLEHUBATh
II0JIOBOE pa3BUTHE (Kaxable 12 MecALeB).

JuchyHKums cepama — HW3BECTHOE OCJIOXHEHUE TSDKENION CTEMEeHW NEeperpy3Kd jKele3oM. Y
MTALIUECHTOB C TSKEIIOU CTENEHBIO NIEPErPY3KU KEIE30M BO BPEMSI TN TEIBHOI0 JICYEHUS IIPEIapaToM
Oepauran cieayeT KOHTPOJIUPOBATH CEPACUHYIO (PYHKIIUIO.

BcrniomorarennHEIC BEIIECTBA

JIaHHBIN JIEKApCTBEHHBIA Mpernapar He clieayeT MPUHUMAaTh MalMeHTaM C PEIKO BCTpeyaroliencs
HACJEACTBEHHON HENMEPEeHOCHUMOCTBIO TallaKTO3bl, JaKTa3HOM HEIOCTATOYHOCTHIO WIIM TIJIFOKO30-
TaJIaKTO3HON MabaOCOpOITHEH.

JIaHHBINA JIEKapCTBEHHBIM Mpenapar CcoAepXUT MeHee | MMmonb (23 Mr) HaTpus Ha TalJETKY,

MOKPBITYIO IJICHOYHOM 000JI0YKOM, TO €CTh, IO CYTH, «HE COJAEPKUT HATPUS».

4.5. BzaumogeiicTBue ¢ JAPYrHMH JIeKADCTBEHHBIMH IIpenaparaMM M Jpyrue BHABI
B3aHMOJAEHCTBUSA
be3zonacHocTh nedepazupokca B COUCTAHUU C IPYTHMHU X€IaTOpaMH XKelie3a He yCTaHOBIICHA.

CrnenmoBarenbHO, €r0 MPUMEHEHHE HENb3sl COYeTaTh C IPYTMMHU IpenapaTamMu Uil XeJaTHPOBAHUS
xenesa (cM. pazzaen 4.3).

BsanMoaelicTBUE ¢ DHUIIEN

3nayenuss Cmax Jedepasupokca B (opme TaOJIETOK, MOKPBITHIX IJICHOYHOH O0OO0JOYKOW, ObLIH
MOBBIIIEHHBIMU (Ha 29 %) mpu ero BBEACHUHM BO BpeMs MpUEMa MUIIH C BBICOKUM COJAEpKaHHEM
xupoB. Ilpenapatr ®@epaurana MOXHO NPUHUMATh HATOILIAK MJIM BO BpeMs IpueMa HEOOJIbIIOro
KOJIMYECTBA THUIIH, JKEJIATEIHHO B OJTHO M TO K€ BpeMs CYyTOK (cM. pa3zaensl 4.2 u 5.2).

JIekapCTBEHHBIE CPEJICTBRA, CIIOCOOHBIC CHIIKATh CHUCTEMHYIO 3KCITO3UITHUIO ):[ed)epa31/1001<ca

Merabonmusm aedepasupokca 3aBUCHT OT depmeHToB Y JD-rmokyponuntpancdepasbl (ypuaIuH-5-
mudocdar-riokypoHuaTpancdepasa). B xone ucciaenoBanus ¢ yyacTueM 370pOBBIX JOOPOBOJIBLIEB
OJTHOBpEMEHHOE TpuMeHeHue pedepasupokca (omHokpatHas no3a 30 Mmr/kr B ¢opme
IUCTIEPTUPYEMbIX ~ TaOJNeTOK) MW MOIIHOTO  HMHAyKTopa Y J®-rmrokypoHuiTpancdepasst
pudamnuimHa (MHOTOKpaTHble 703kl 600 Mr/meHp) TpPUBENO K CHIDKCHHIO CHCTEMHOMN
ouonoctymHocTH nedepasupokca Ha 44 % (90 % JAU: 37 %51 %). B cBsi3u ¢ 3THM comyTCTBYIOLIAS
Tepanusi MOIIHBIMU HHAYKTOpaMu Y JID-rmokypoHunTpancdepassl (Harnpumep, pudamMnuiuHoMm,
KapOamazenuHoM, peHUTOUHOM, (peHOOapOUTATIOM, PUTOHABUPOM) MOXKET MPUBECTH K CHUKECHHUIO
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MIpernapaToB y MalleHTOB HEOOXOJUMO BECTU MOHUTOPUHT YPOBHS (eppUTHHA B CHIBOPOTKE KPOBU
, IPH He0OXOAMMOCTH, KOPPEKTUPOBATH 103y Npenapata Oepiaurani.

XoJleCTUpaMUH 3HAUYUTENBHO CHIDKAN AKCIO3UIMIO Jedepa3supoKca B UCCIEIOBAHUM MEXaHU3Ma
JEUCTBUS 110 OMPEIETCHUIO SHTEPOTeNaTUYECKON PEUPKYIALMH (CM. pa3aen 5.2).

BzauMmoneiicteue C MHIAa30JIaMOM u IPYTUMHU JIEKAPCTBEHHBIMUA CpEACTBAMU,
MmeraboymzupyvromMucs ¢ vuactuem nzodepmernra CYP3IA4

B xone wuccrnenoBaHHMs C y4acTHEM 3/I0pPOBBIX JOOPOBOJIBIIEB OJHOBPEMEHHOE IPUMEHEHHE
nedepazupokca B (hopMe TUCTIEPTHPYEMBIX TaOIETOK W MUAazoiama (cydcTtparoM uzodepMmeHTa
CYP3A4) npuBoauiio Kk CHU)KEHUIO CUCTEMHOM OMoocTynmHOCTH Muaa3onama Ha 17 % (90 % JU:
8 %—26 %). B xmumHHuYecKOW MpakTHKe 3TOT 3()(eKT MOoKeT ObITh Ooyiee BBIPAKEHHBIM. Takum
o0pa3oM, B CBS3M C BO3MOXHOCTBHIO CHIDKCHHS 3(P()EKTUBHOCTH CIEAYeT C OCTOPOKHOCTBIO
MpUMEHITh mpernapar depiurana BMecTe ¢ MpenaparaMu, METaOOIU3UPYIOMIMMHUCS C y4acTHEeM
modepmenta CYP3A4 (manpumep, UUKIOCIOPUHOM, CHMBACTaTHHOM, TOPMOHAJIbLHBIMHU
KOHTpAIIETITUBAMHU, OCTIPUAMIIOM, SPTOTAMHHOM ).

BzauMoneiicteue C pENArIMHUAOM u NPYTUMHA JIEKAPCTBEHHBIMU CDEACTBAMMU,
MeraboymsupyvrommMucs ¢ yvuactuem nzodepmenra CYP2C8

B xone wuccrnenoBaHHMs C y4dacTHEM 3/I0pPOBBIX JOOPOBOJBIEB OJHOBPEMEHHOE IPUMEHEHHE
nedepazupokca B kadectBe ymepeHHoro mHruoOutopa CYP2C8 (B mosze 30 MI/Kr eXeqHEBHO, B
dbopme mucneprupyembix TabJeToK) W penarimuauaa, cyoctpara CYP2CS, B ogHOKpaTHOM 103€
0,5 mr ormeuanoch yBenndeHne AUC u Cmax penarinuauaa npumepHo B 2,3 pasa (90 % AU [2,03—
2,63]) m 1,6 paza (90% AU [1,42-1,84]) coorBercTBeHHO. IlockonbKy B3auMoeiicTBHe
nedepasupokca ¢ pemarivHUAOM B o3¢ Bbime 0,5 Mr He u3ydeHo, ciexyer wu3berarb
OJTHOBPEMEHHOTO TMpHMEHEHUsa Jnedepasupokca ¢ penarnuHugoM. Ilpu  HeoOxomumocTu
OTHOBPEMEHHOTO MpuUMeHeHHs nedepasupokca ¢  penariuHUAOM  CIEeAyeT  TIIATeIbHO
KOHTPOJIMPOBATh KOHIICHTPAIMIO TJIOKO3bI B KpoBH (cM. pasmen 4.4). Hemb3s wuckmovaTh
BO3MOXXHOCTh JICKAPCTBEHHOTO B3aUMOJCHCTBUS JAedepasupokca ¢ APYrdMU cybcTpaTamu
m3odepmenta CYP2CS, nampumep, MakIMTaKCEIOM.

BBaHMOHeﬁCTBHe C TGOd)I/IHHI/IHOM )41 JAPYTUMH JICKAPCTBCHHBIMHA CpcacCTBaAMN,
MeTadom3upyommMucs ¢ vuactruem nzodbepmerara CYP1A2

B xome wuccremoBaHusS C y4yacTHEM 3IO0POBBIX JOOPOBOJBIIEB OJHOBPEMEHHBIH MpPHEM
nedepasupokca B kauectBe nHruoutopa CYPIA2 (mHorokpatHbie 10361 30 MI/Kr/neHs B dopme
mucneprupyembix Tabnerok) u cybcrpara CYP1A2 teodwmmnmmna (omHokpaTHas mo3a 120 mr)
npuBouia K noseimeHuto 3HadyeHnit AUC u Cmax Teodpmnna Ha 84 % (90 % IAU: ot 73 no 95 %).
OnHOBpEMEHHBIN MPUEM YKa3aHHBIX MIPEMapaToB HE MOBIHSIT Ha 3HaUeHNE Cmax OTHOKPATHOM JTO3BI,
OJTHAKO OKHJaeTcs, yTo 3HadyeHHe Cmax TEOQUIIMHA MOBBICUTCS MPU MHOTOKPATHOM BBEACHUU
teopumunHa. CrenoBaTeiabHO, OJHOBPEMEHHOE IMpHMEHEHHE Aedepasupokca W TeoPHIUIMHA He
pekomennyetcs. Ilpu omHoBpemMeHHOM mipueme aAedepasupokca W TeohuuMHA HE0OX0AUMO
MIPOBOANTH MOHUTOPHHT KOHIICHTPAIMH TeOPIILIMHA U PACCMOTPETh BO3MOKHOCTh CHUKEHHSI TO3BI
teopmwmHa. Henb3s uUCKIIOYaTh BO3MOXKHOCTH JIEKAPCTBEHHOTO B3aMMOJCHCTBHUS MEXIY
nedepazupokcom u apyrumu  cyoctparamu CYPIA2. B OTHONIIEHHMH BEIIECTB, KOTOPHIC
npeumyiiectBeHHO Metabonm3upyiotcss CYPIA2 m KOTOphIe MMEIOT Y3KHM TepaneBTHUCCKHI
auana3oH (HampuMmep, KJIO3alWH, TU3aHHWIWH), TPUMEHSIOTCS T€ K€ PEKOMEHIAIMU, YTO U B
OTHOIIIEHWHU TeOPUIUIUHA.

Jlpyrue B3anMoOAeCTBUS

OpHoBpeMeHHOE TMpUMeHeHHe nedepazupokca M aHTALKJOB, COAEpXKAIIUX ATIOMHUHHHA, He
uccienoBaiock. Hecmorps Ha To, 4TO nedepasupokc uMeeT 0oliee HU3KOE CPOJICTBO K aFOMUHUIO,
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AQHTAIUIHBIMH TIPETapaTaMu, COJIEPIKAIUMH ATFOMUHUH.

OnHOBpeMEeHHOE TpUMEHEeHHE Jedepa3upokca C BEIIeCTBAMH, KOTOpbIe 00JalaloT W3BECTHBIM
YIBIIEPOTeHHBIM fAciicTBUeM, TakumMu kak HIIBII (Bkirouas ameTwsicaauiidioBYHO KHCIOTY B
BBICOKHX /103X ), KOPTHKOCTEPOH bl MU Ouc(hHOCPOHATHI A1t IpUeMa BHYTPb MOT'YT YBEITMUUTH PUCK
pa3BUTHs HEXenaTelnbHBIX siBiIeHHH co cTopoHbl JXKT (cm. pasmen 4.4). OmHOBpeMeHHOE
npUMeHeHHe Jedepa3upokca W AHTHKOATYJISHTOB TaKKE€ MOMKET IOBBICUTH PHCK DPa3BUTHSA
KEJIyT0YHO-KUIIEYHOTO KpoBoTeueHus. [Ipu HazHaueHuM Aedepa3upokca B KOMOMHALIUU C
JaHHBIMHU BELIECTBAMHU TpeOyeTcs BECTH TIIATENbHBIH MOHUTOPHHI YKa3aHHBIX HE)KeJIaTeIbHbIX
SIBIICHUH.

CoBmecTHOE mpuMeHeHue Aedepasupokca U OycynabpaHa MPUBOAUT K YBEIMUYEHHIO CHUCTEMHOU
ouonoctynmHoctu Oycynbdana (AUC), HO MeXaHU3M WX B3aUMOJCHCTBHUS OCTaeTCsl HEsICHBIM. [lo
BO3MOYKHOCTH CIJIEAYeT MpOBecTH OIEHKY (apmakokuHeTnkn (AUC, kimpeHc) mpoOHOM 103bl
OycynbdaHa, 4TOOBI MOXHO OBIIIO CKOPPEKTUPOBATH J03Y.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

bepemeHHOCTH

KnuHnyeckux MaHHBIX 10 NPUMEHEHHUIO Jedepasupokca BO BpeMs OepeMeHHOCTH HeT. B
JOKJIMHUYECKUX UCCIEI0BaHUAX HA dKUBOTHBIX [T0OKa3aHa HEKOTOPAsl PENPOJYKTUBHAS TOKCUYHOCTh
mpernapara B 103aX, TOKCHYHBIX JUIsl MATepUHCKOTO OpraHu3Ma (cM. paszaen 5.3).

[ToTeHIManbHbINA PUCK IJI YETTOBEKA HEU3BECTEH.

B kayecTtBe Mephl NPEIOCTOPOKHOCTH HE PEKOMEHIYEeTCs NpuMeHATh Depiaurann BO BpeMms
OCpEeMEHHOCTH, 32 UCKITFOYCHUEM CITydaeB KpaliHel He0OXOUMOCTH.

®epiurang MOXeT CHUXKATh 3((EKTUBHOCTh TOPMOHAIBHBIX KOHTPALENITHBOB (CM. pazzen 4.5).

H(eHIHI/IHaM ACTOPOJHOIO IOTCHIMAIa PEKOMECHAYCTCA MPUMCHATH AOOIOJIHHUTCIBHBIC HWIIHU
AJIBTCPHATUBHBIC HCTOPMOHAJILHBIC MCTOAbI KOHTPALCIIIIUK BO BPEM: IIpUCMa IIpcriapara.

JlakTamus

B [OKIMHMYECKMX MCCIEOBAHUSAX Ha JKUBOTHBIX JAedepasrupoKc OBICTPO W B 3HAUYUTEIHHOM
KOJIMYECTBE ITPOHUKAJI B MOJIOKO JIAKTUPYIOINUX JKMBOTHBIX. BiusHus npenaparta Ha IOTOMCTBO HE
oTMedanock. HensBecTHo, MpOHUKAET Jiu eepazsupoKe B IPyAHOE MOJIOKO y yesoBeKa. JKeHIHaM,
MOJIydarolmuM JiedeHne npenaparomM @Depiurann, NpoRoOIDKaTh TPYAHOE BCKAapMIIMBAHHE HE
PEKOMEHI0BAHO.

DepTUIBHOCTE

HJ’IH JIIOI[CI‘;I HHUKAKUX JaHHBIX O (pepTI/IJ'IBHOCTI/I HeT. Y JKUBOTHBIX HHMKAKUX HEXKEJIATEIbHBIX
3¢ dexToB Ha HepTUIHLHOCTH CAMIIOB MJIM CAMOK ITOKa3aHo He ObLI0 (cM. pazaen 5.3).

4.7. BiusiHue Ha CHOCOOHOCTH YNPAaBJATH TPAHCNOPTHBIMHM CpeAcTBAaMH W padorarh c
MeXaHH3MaMH

Bnusiaue npenapata ®epnurann Ha CHOCOOHOCTH YNPABIATH TPAHCIOPTHBIMU CPEACTBAMH U
MEXaHU3MaMH He u3ydanoch. lIpu MOSABIEHHMH Takoro HEYacToro MOOOYHOIO SIBJICHUS, Kak
TOJIOBOKpPY’KEHHE, AIIMeHTaM CJIeyeT COOM0IaTh OCTOPOKHOCTb.

4.8. HexxenaTe/ibHbIe peakmumn

Pesrome mpoduiis 6e30nacHOCTH

VY manueHToB ¢ XPOHUYECKOW MOCTTpaHC(HY3UOHHOW MEperpy3Koi Kene3oM Hanmboliee 4JacThie
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HexenatenbHbie peakuu (HP), o koTopsix coo0mano¢s mpu ﬂhg%ﬁblgj% ';gbﬁggppﬁéd;;bagﬁ'p{)fc'bih

B BUJIE TUCTIEPTUPYEMBIX TaOJIETOK Y B3POCIBIX U JETEH, BKIIOYAIOT B ce0s1: HAPYIIEHUS] CO CTOPOHBI
KKT (rmaBHBIM 00pa3oMm, TOINHOTa, PBOTA, AuUapesi, OOIb B JKUBOTE) U JEPMATOJIOTHYECKHE
HapymieHus (KoKHas Chilib). Jlmapes oTMeuanach 4aiie y JeTeid B Bo3pacTe OT 2 0 5 JieT U y
MOKUJIBIX JIIOJEH. DTH peakiuu SBISIOTCS J0303aBUCHMBIMH, B OCHOBHOM CJIa00 WJIM YMEPEHHO
BBIPOKEHHBIMU, HMEIOT TPAH3UTOPHBIA XapakTep M B OOJIBIIMHCTBE CIIy4aeB pa3peliaroTcs
CaMOCTOATENIbHO JaXe MPHU MPOJIOKCHUH JICUEHUSI.

Bo BpeMsl KIMHMYECKUX MCCICNOBAHUM 10303aBUCUMOE YBEIMYCHUE KOHICHTPALUU KPEaTUHUHA B
CBIBOPOTKE KPOBH BO3ZHHUKAJIO MPUOIU3UTENBHO y 36 % ManMeHToB, XOTs Yy OONBIIMHCTBA JaHHBIN
IIOKa3aTesab OCTaBajlcs B Mpezesax HopMbl. CHIOKEHHE CPEIHEro 3HAYEHUS KIMPEHCAa KpeaTMHHHA
HaOII0aNoCh Kak y JeTel, Tak M y B3pOCIbIX MAIMeHTOB C OeTa-TanacceMHuel W Meperpys3Koi
’KEJIC30M B IIEPBBIN I'0J] JICYEHNUS], HO €CTh JAHHBIE, YTO OH HE CHIKAJICA elle O0JIbIIe B TOCIEAYIOLIHNE
rozp! ieueHusi. CooO11anock 0 MOBHIIEHUH YPOBHS TPaHCAMUHA3 IIEYCHU.

Pexomenayercs coOmromate rpadk MOHUTOPWHTA OE€30MACHOCTH B OTHOIICHUHW IIOKa3aTesei
(GYHKIIUH MOYEK U Me4YeHH. PeIko BO3HUKAIOT HAPYIIEHUS clyxa (CHIKEHHE CITyXa) U OTKJIOHEHUS
CO CTOPOHBI OpraHa 3peHHs (MIOMYTHEHHE XPYCTalIMKa), © PEKOMEHAYETCS MPOBOAMTH €XKETOTHOE
HCCIe0BaHUE JAHHBIX CUCTEM (CM. pasnen 4.4).

B cBs3u ¢ ucnonb3oBaHueM Jedepazupokca cooOIaNoch TAKKE O Pa3BUTUU CEPbE3HBIX KOMKHBIX
HE)XEeJIaTeJIbHBIX peaklni, BKiItouyas cuaapoM CtuBeHca-/[)KOHCOHA, TOKCUYECKHH 31U IepMaIbHbIN
HEKpOJIM3 U JIEKAPCTBEHHAs peaklysi, CONPOBOXKIAIOIAACS DS03MHODUIMEH M CUCTEMHBIMU
nposinenusiMmu (DRESS) (cm. paznen 4.4).

Pe3roMe HexemaTenbHbIX PEaKIINU

Jlnst oueHku dYactoThl BcTpeuaeMoctu HP wucmonb3oBanbl cnepyromide KpuTepud (COTJIacHO
knaccudukanmu BO3 (BcemupHoii opranu3aiuy 31paBoOXpaHeHNUs )):

oueHb vacto (>1/10);

gacto (>1/100, HO <1/10);

Heuacto (>1/1 000, Ho <1/100);

penko (>1/10 000, o <1/1 000);

oueHb peako (<1/10 000);

94acTOTa HEM3BECTHA (HA OCHOBAHUH MMEIOIIMXCS TAHHBIX OIICHUTh HEBO3MOIKHO).

B npenenax kaxnoit yactorHou kareropun HJIP pacnpeneneHsl B OPsAAKE YMEHBIIEHUS 4acTOTHI
BCTPEYAEMOCTH.

Hapywenus co cmopoHul Kpogu u tumg@amuyeckou cucmembl

YacTora HensBecTHA: [anmuronenus!, TpomGonutonenus', ycyrybnenue anemun',

HelTponenus'

Hapywenus co cmoponsl uMmyHHOU cucmembl

Yacro: Peakuuu TUIIEPYYBCTBUTEIBLHOCTH (BKITFOUAST
aHa(UIAKTHYECKHE PEAKIIUY U AaHTHOHEBPOTUYECKHI OTeK)'

Hapywenusa memabonuzma u numanus

YactoTa HEU3BECTHA: Mertabonuueckuit aupmo:;l

Tcuxuueckue Hapyuerus

Heuacro: TpeBora, HapylIeHHs CHA
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(MOCAEQOBATENEROC T 000

Hapywenus co cmoponul nepgHoii cucmemul

Yacro: T'onoBHas 00Jib

Heuacro: ["onoBokpykEHUE

Hapywenus co cmoponul opeana 3penus

Heuacro: Karapakra, makynonatus

Penko: Hespur 3purensHOro Hepsa

Hapywenus co cmoponul opeana ciyxa u 1abupunma

Heuacro: I'myxota

Hapywenus co cmopoHbl ObixamenvHoll cucmemsbl, 0peanos 2pyOHOU KIemKU U Cpe0oCmeHUs

Heuacro: bosb B ropranu

HapymeHu}z CO CmMOpPOHbL OfceﬂyOOUHO-KMWBVHOZO mpaxkma

Yacro: Huapesi, 3amop, pBOTa, TOIIHOTA, 0O B JKWBOTE, B3IYyTHE
ZKHNBOTA, JUCIICTICUA

Heuacro: KenynouHo-kuIlIeyHbIE ~ KpPOBOTEUEHUS,  s3Ba  JKeJlylKa
(BKJIIOUAsi MHOXKECTBEHHBIE SI3BbI), 513Ba JBEHAJLATUIIEPCTHOM
KMILIKH, TACTPUT

YacroTa Hen3BeCTHA: D3odarut, mneppopanus KETyJT0YHO-KMIIEYHOTO TpakTa',
OCTPBIN IIAHKPEATUT

Hapywenus co cmoponul neuenu u srcenyesvi8o0awux nymet

Yacro: IloBbI11IEHME YPOBHS TpaHCAMHUHA3
Heugacro: I'enmatut, Xonmenurnas
YacroTa HeU3BeCTHA: [TeueHOUHAS HEIOCTATOYHOCTS !

Hapymenuﬂ CO CMOPOHbL KOIHCU U NOOKONCHBIX MKAHell

Yacro: Ceinb, 3y
Heuacro: Hapymenne nurmMenranuu
Penxo: JlekapcTBeHHast ChIb C 203WHOPUIMEH W CHUCTEMHBIMHU

nposiinenusiMu (DRESS-cunapom)

YacToTa HEU3BECTHA: Cunapom CTI/IBGHC&-H)KOHCOH&I, JIEMKOIIUTOKJIACTUYECKUN
Backyaut!,  kpanuBHuna!,  MymbTHdOpMHas  dSpuTemal,
aJIomnenus ', TOKCHUEeCKHii SMUIepManbHBIH HEKPOJIH3!

Hapywenus co cmopoHuvl nouex u Mouesvi800auux nymeil

Ouenp yacro: [ToBblllIeHNE KpEaTUHUHA B KPOBHU
Yacro: [IpoTennypus
Heuacro: Hapymenus co CTOPOHBI IMOYEYHBIX KaHaJblEB

(mpuoGpeteHHsIi cuHapoM DaHKOHM), TITHKO3YPHSI

YacroTa HEU3BECTHA: Octpas IoYeyHast HEJIOCTATOUHOCTD .,
TyOyJIOMHTEpPCTHIMANBHBI  HedpuT'!,  IMOYEYHOKAMEHHAS
6OIe3Hb!, HEKPO3 MOUEUHBIX KAaHAIBIEB!
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Obwue HapyweHus u peakyuu 8 mecme 66e0eHUs (A TP L T ET TR T
Heuacro: IToBbIlIEHNE TEMIIEPATYPBI TEJIA, OTEK, OLIYIIEHUE YCTAIOCTH.

1 HexxenmarenbHble peaKkunu, OMNUCBIBACMBIC BO BPEMS MNOCTPECTHUCTPAUMOHHOTO IMPHUMCHCHUA. I/IH(l)OpMaHI/ISI O HHX
MnojiyuyeHa M3 CIIOHTAHHBIX COOGmeHHﬁ, JJIe KOTOPBIX HE BCErJga BO3MOXHO HAACKHO OIPEACIUTbL YaCTOTy WU
MPUIUHHO-CIICACTBCHHYIO CBA3b C BIMAHUEM JICKAPCTBCHHOT'O ITpeIiapara.

2 OT™Medanuch Tsokesdble (OpPMbI, CBs3aHHbIE C HM3MEHEHHSMH CO3HAaHHMS B KOHTEKCTE THUIEPAMMOHEMHUYECKON
SHIIe(aTONaTHH.

Onucanue OTACIBHBIX HEXKEIATSIbHBIX PEAKIIMH

06 00pa3oBaHMU KETUHBIX KAMHEW M CBSI3aHHBIX OMJIMAPHBIX pacCTpoicTBax coolmianoch y 2 %
narueHToB. O MOBBIIICHUH YPOBHS TPaHCAMHHA3 MEYSHH COOOINAIOCh B KAUeCTBE HEXKEIaTeIbHOM
peakuuu y 2 % nanueHToB. [loBbIiieHne ypoBHs TpaHncamuHa3s Oosiee yeM B 10 pa3 Bblle BepXHE
IpaHMIIBl HOPMBI, KOTOPOE CBUIETEILCTBOBAIO O rematute, Obuto HeuacthiM (0,3 %). B Teuenue
nepuoja MOCTPETUCTPALMOHHOTO TMPUMEHEHHUs JAedepa3supokca CoOoO0IIaIoch O IEYEHOYHOM
HEJIOCTAaTOYHOCTH, WHOTJIa CO CMEPTENbHBIM HCXoJoM (cM. pazgen 4.4). B Teuenue mnepuoma
MMOCTPETUCTPAIMOHHOTO HAOJI0ICHHsI OBUIM MOJYYEHBbI COOOIICHHS O CIydasXx MeTa00JIMYecKOro
arumo3a. Y OONBIIMHCTBA TAKUX MAIIMEHTOB HAOMIOAANACh MOYeUHAs HETOCTATOYHOCTh, MOYeUHAas
TyOynonatusi (cunapoMm MaHKOHU), IUApesl WKW COCTOSHUS, MPHU KOTOPHIX KUCIOTHO-IIETOYHOM
nucOanaHc SBISIETCS U3BECTHBIM OCIOXHEHHEM (CM. pasaen 4.4).

Ciygan cepbe3HOTO OCTPOTrO MaHKpeaTuTa HaOMIOAAINCh y TAIMEHTOB 0e3 MOATBEPKACHHBIX
3a00JeBaHUH KEITYHOTO My3bIps. Kak u B ciiyyae mpuMEHEHHUs IpYTUX XeJIaTOPOB KeJie3a, CHUKCHHUE
cllyXxa ¥ MOMYTHEHHE XpyCTajluKa (paHHSS CTaaus KaTapaKThl) HAOIIOAAINCh PEIKO y MAIMeHTOB,
NPUHUMABIIUX aedepazupokc (cM. paszaen 4.4).

Knupenc kpearnHuHA PpY MOCTTPAHCHY3MOHHON MEPETPy3Ke KeIe30M

B perpocnexktuBHOM Mera-aHanmmuze 2102 B3pocablx M geTedl ¢ Oera-tamacceMuen ¢
MOCTTPAHC(PY3MOHHOW  TMEpPerpy3Kol  >Kele3oM, ToJydaBmux  Aedepasupokc B dopme
JTUCTIEPTUPYEMBIX TaOJIETOK, B ABYX PaHIOMHU3HPOBAHHBIX U YETBIPEX OTKPBITHIX HCCIIECTOBAHUIX
MPOJOJKUTENFHOCTBIO IO TSATH JIET HAOMIOAANOCh Cpe/lHEee CHIDKEHUE KIMpEHCa KpeaTHHUHA Ha
13,2 % y B3pocasix (95 % AU: ot -14,4 % no -12,1 %; n =935) u 9,9 % (95 % AU: ot -11,1 % no
- 8,6 %;n=1142) y nereii B TeueHue neporo roja jevyeHus. Y 250 nauueHTos, 3a KOTOPIMH BEI0Ch
HaOltO/IeHWEe B TEYCHUE JIO IMATH JIET, JATbHEHIIEro CHIKCHHS CPEIHErO IMOKas3aTells KIUpeHca
KpeaTHHWHA HEe Ha0JII0/1a710Ch.

Knnnnueckue HUCCIACAOBAHUA YV TMAIMCHTOB C CHHJAPOMAaMH TDaHC(bVSI/IOHHO HE3aBHUCUMOM
TajlaCCEMUU

B wuccrnenoBaHuyM MpOJOHKUTENBLHOCTEIO | TOJ y MAalMEHTOB C CUHAPOMAaMH TpaHC()Y3MOHHO
HE3aBHUCHUMOM TaJJACCEMHH U TEPETPY3KOi xKeae30M (pacTBOpUMBbIE TabIeTKH B 03¢ 10 MI/KI/CyTKH)
CaMbIMH pacripoCTpaHCHHBIMHA HEXKCIIAaTCIbHBIMU SABJICHUAMMU, CBsI3aHHbBIMU C npucMomM
ucciexyeMoro npemnapara, osuu nuapest (9,1 %), coimb (9,1 %) u TomnoTa (7,3 %).

AHOMaJIbHBIE 3HAYEHUs YpPOBHS KpEaTMHMHAa B CBIBOPOTKE KpPOBM M KIHMpEHCAa KpeaTMHUHA
Habmonamich y 5,5 % u 1,8 % mauuentoB cooTBeTcTBeHHO. [loBBIIEHHE YpPOBHS TpaHCaMUHAa3
Oosee, yeM B 2 pa3a [0 CPaBHEHHIO C UCXOAHBIM YPOBHEM, U B 5 pa3 BhIlIEe BEPXHEW IPaHUIIbI HOPMBI,
ObL10 3aperucTpupoBaHo y 1,8 % maiueHTos.

CTH

B 1ByX KIMHMYECKHX HCCIEIOBAaHUIX JedepasHpoKC HEe OKas3aj BIMSHUS Ha POCT U TIOJIOBOE
pa3BUTHE JeTEH, MOIyYaBIIMX JICYEHUE B TeUeHue 10 5 et (cM. paznen 4.4).

VY neteit B Bo3pacTe oT 2 10 5 et Auapest HabJro1aaack vaiie, YeM y MOKUIBIX TaIlieHTOB.

18



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 17.04 2026 N= 7314

O TyOynomaTud II0YEK B OCHOBHOM COOOIIANOCH Y| JETEH IIDI;II(;):[%%QE; i LG deA T d R NTHe 1

noy4aBimux Jnedepasupokc. BoIbITUHCTBO COOOIMICHWH O Ciaydasx METabOJIMYECKOTO aIuio3a,
MOJIYYCHHBIX B MEPpUOA MOCTPCTUCTPALMOHHOT'O Ha6JHOI[eHI/I$I, OTHOCHUJIACh K IMaIIUCHTAM ACTCKOI'O
BO3pacTa, y KOTOPBIX pa3BuiIcs CHHIPOM DaHKOHH.

bbutn momydeHsl COOOLIEHHS O CiIydasX OCTPOrO NaHKPEaTHTa, OCOOCHHO Cpelu IMalueHTOB
JNETCKOI0 U MOAPOCTKOBOI'O BO3pPACTa.

COO6IJ.I€HI/IC 0 TOA03PE€BACEMBIX HEXCIIATCIbHBIX PCAKIIMAX

BaxHo coo0marh O MOJO3PEBAaEMBbIX HEKENATENIBHBIX peakIUsIX IOCJIe perucTpanuu
JICKApCTBEHHOTO Ipernapara ¢ IeNbl0 00ecleuyeHUs] HEeNpPephIBHOTO MOHHTOPHUHIA COOTHOIICHHS
«II0JIb3a — PHUCK» JIEKAPCTBEHHOTO Ipenapata. MeAMUMHCKUM pPAaOOTHUKAM pPEKOMEHIYeTCs
coo0mIaTh O JIOOBIX MM0I03PEBAEMBIX HEXKEIATENbHBIX PEaKIMIX JIEKApCTBEHHOTO IMpernapara yepes
HallMOHAJIbHBIE CHUCTEMBbl COOOILEHHMSI O HEXKEIATeNbHbIX pPEAKIUAX TOCYAAapCTB — HICHOB
EBpa3niickoro 5KOHOMUYECKOTO COHO3A.

Poccuiickas @enepanus

denepanbHas ciry:x0a 1o Haa30py B cdepe 3ApaBOOXpaHCHHUS

Anpec: 109012, r. MockBa, CnaBstHCKas TII01Iaab, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru uim npr@roszdravnadzor.gov.ru
CaiiT B nH(pOpPMaLMOHHO-TEIEKOMMYHUKAIMOHHON ceTH «MHTepHeT»:
https://www.roszdravnadzor.gov.ru/

Pecrry6nuka benapych

VII «lleHTp 3KCnepTH3 U UCIBITAHUHN B 3APaBOOXPAHCHU))

Anpec: 220037, r. Munck, ToBapunieckuii niep. 2a

Tenedon: +375-17-242-00-29

OnexrpoHHas noyra: repl@rceth.by

Caiit B HHGOPMAIIMOHHO-TEIICKOMMYHUKAMOHHOM ceTn «HTepHeT»: https://www.rceth.by/

Pecrry6nuka Kaszaxcran

«HanuoHanbHbBIN [EHTP IKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3aenuii» Komurera
MEIHUIIMHCKOTO M (hapMaleBTHUECKOTO KOHTpoJsh MuHHUCTepCTBa 3/paBooxpaHeHus PecmyOmuku
Kazaxcran

Anpec: 010000, r. Acrana, yin. A. imanosa, 13

Tenedon: 8 (7172) 78-98-28

Onexrponnas noura: pdlc@dari.kz

Caiit B nHGOPMAIIMOHHO-TEIIEKOMMYHHKAIMOHHOM ceTH «MHTepHeT»: https://www.ndda.kz/

4.9. Ilepeno3npoBka

CHUMIOTOMBI

OTMeueHsbI ci1y4an nepeio3upoBKHU AedepasupoKcoM (ITpUeM B TEUCHUE HECKOJIBKHUX HEZENb B 103€,
B 2—3 pasa mpeBbIIIAONICH PEKOMEHIyeMyi0). B ogHOM W3 ciydaeB mepeno3upoBKa MPHUBENAa K
Pa3BUTHIO CYOKIMHUYECKOTrOo rematuta. [Ipw mpekpamieHuu Tepanuu MpernapaTtoM MPOSBICHHS
rernaTtuta KynupoBaJIMCh 0€3 pa3BUTHS OCIOKHEHUH B OTHajJeHHOM mnepuojne. [Ipu ogHOKpaTHOM
npueMe aedepasupokca B BUJAE TUCIEPTUPYEMBIX TabiaeTok B go3e 80 MI/Kr macchl Tena (4To
COOTBETCTBYET J103¢ nedepazupokca S6 MI/Kr B BUI€ TaOJIETOK, MTOKPHITHIX TUICHOYHOW 000JI0UKOH)
y TAIHMEHTOB C [3-TajacceMHell ¢ Meperpy3Koi JKelle30M OTMEYeHa XOpOoIlas MEePeHOCHMOCTH C
pa3BUTHEM CJIA0OBBIPAYKEHHOM TOUTHOTHI U TUAper. 30pOBbIe TOOPOBOJIBIBI XOPOIIO MEPEHOCUIH
OJTHOKpATHBIN mpueM aedepasupokca B BUJE AUCHEPrHPYEMBIX TabeToK B 03¢ 10 40 mMr/kr (4To
COOTBETCTBYET J103¢€ Aedepasuporca 28 MI/KT B BUE TaOJETOK, TOKPHITHIX IIJICHOYHON 000JI0UKOH).
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rojoBHasi 00sb, nuapes. OTMeUeHbl ciydyau HapylleHUs (YHKIMH MOYEeK U MEeYEHH, B TOM UHCIIe
Cllyyad TIOBBIIICHUH YPOBHSA IE€YEHOUYHBIX (PEPMEHTOB M KpeaTMHHHA C HUX IOCIECAYIOIUM
BOCCTAHOBJICHHEM II0CJ€ OTMeHbl Tepanuu. OMmUOO0YHO Ha3HAYCHHBIH OJHOKPATHBIM MpHEM
npernapara B 103¢ 90 MI/Kr npuBes K pa3BUTHIO CHHIpoMa DaHKOHU ¢ MOCIEAYIOIINM pa3peiieHueM
IIOCJIE OTMEHBI TEPAIINH.

Crnenuduueckoro aHTUI0Ta IS fedepa3upoKca He CYIIeCTBYeT.
Jleuenue

I/IHI[yI_II/IpOBaHI/IC PBOTBI UJIK ITPOMBIBAHHUC KCIIyAKA; CUMIITOMATUYCCKAA TCpaIlnsl.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA
5.1. ®apmakoanHaMHYecKHe CBOCTBA

dapmakoTepaneBTHUECKas TPYIIa: MPoYHe JedyeOHbIe CPEACTBA; )KEIC30CBI3BIBAIONINE CPECTBA.
Kon ATX: VO3ACO3.

MexanusM aelcTBUS

Hledepazupokc sBIsETCS KOMILIEKCOOOPa3yIOUUM TPOMHBIM JIMTAHAOM [UIsl TpUeMa BHYTPb,
obnanmaromuM BBICOKUM cpoacTBoM K kene3y (III) u cBs3wpiBarommmM ero B cooTHomieHUH 2:1.
Jledepazupokc yCHUIIMBAET SKCKPEIHIO Kee3a, IPEenMYILeCTBEHHO Yepe3 KuleuHuk. Jledepazupokc
o01a1aeT HU3KUM CPOJICTBOM K IIMHKY U MEJTU U HE BBI3BIBAET CTOMKOTO CHIDKCHUS COJIEPIKAHUS ATHUX
METAJIJIOB B CHIBOPOTKE KPOBH.

dapmakonmuHamuyeckue 3O HEKThI

B unccrnenoBannu oOMeHa jkeses3a y B3pOCIbIX MAIMEHTOB C 3-TajlacceMueii ¢ mocTTpancdy3noHHON
MepPErpy3KOM JKeJIe30M MPU MPUMEHEHHH Jedepasupokca B CyTOUHbIX a03ax 10 mr/kr, 20 MI/kr u
40 mr/kr (B BUJE AUCTIEPTUPYEMBIX TaOJIETOK) cpenHsis 3 (HeKTUBHAS SKCKPELHs JKeIe3a COCTaBIsIIA
B cpearem 0,119 mr Fe/kr, 0,329 mr Fe/kr u 0,445 mr Fe/kr maccel Tena B CyTKH COOTBETCTBEHHO.

Kinanueckast 3 dhekTUBHOCTE U 0€30I1aCHOCTE

HccnenoBanus KIMHWYECKOW O€30MAaCHOCTH TMPOBOAWINCH A nedepasupokca B (opme
JMCTIEPTUPYEMBIX TaOJICTOK.

DddexTrr nedepazuporca uccnenoanu y 411 B3pochbix manueHToB (B Bo3pacte > 16 neT u crapiie)
u 292 nereit (B Bo3pacTe OT 2 10 16 JE€T) C XpOHWYECKON IMEpPEerpy3Koil Keae30M BCIIEIICTBHE
nepenuBaHuil KpoBU. 52 pebeHka ObuTH B Bo3pacTe oT 2 10 S neT. OCHOBHBIMU 3200JI€BaHUSIMH,
TpeOOBABIIMMH TIEPEITMBAHHUS KPOBH, ObUIM O€Ta-TajacceMusi, CEpPIIOBUIHO-KICTOYHAS aHEMUS H
JpyTHue BPOXKIEHHBIE W NMPHOOpPETEHHBbIE aHEMUU (MUEIOAMCILIACTHYECKUE CHHIPOMBI, CHHIPOM
Haitmona-bikdena, armacTudeckas aHeMUs U IPYTUE OUYCHb PEIKUE aHEMHH ).

ExxenneBHoe nmpumenenue aedepasupokca B no3ax 20 mr/kr u 30 MI/KT B BUJIE JUCTIEPTUPYEMBbIX
Ta0JIETOK B TEUCHHUE OJTHOTO T'0JIa y B3POCIBIX U JIeTe ¢ B-TamacceMueii Ha (hOHE MPOAOIIKAIOIUXCS
reMoTpaHc(y3uil IPUBOIWIO K YMEHBUICHHUIO 3aracoB OOIIETo jKejie3a B OpraHu3Me; coJepyKaHue
xenes3a B nedeHn (CXKII) camkanock B cpeHem cootBeTcTBeHHO mouth Ha 0,4 mr Fe/r u 8,9 mr Fe/r
CyXOro BEIlleCTBa NEUYCHU, KOHIIEHTpalus (heppUTHHA B CBIBOPOTKE KPOBH YMEHBIIIANACH B CPETHEM
oyt Ha 36 MKI/11 U 926 MKI/1 COOTBETCTBEHHO.

[Tpu mpuMeHEeHUH mpernapaTa B T€X e /103aX COOTHOIIEHHE AKCKPELUH XKeJe3a K MOCTYIUICHUIO
JKeje3a B opraHu3m coctaBisuio 1,02 (4to sBisieTcs mokazaTesieM HOpMaJIbHOTO OajaHca xKenes3a) U
1,67 (4TO COOTBETCTBYET IIOBBIIICHHOMY BBIBEICHHIO JKeie3a u3 opranuszma). I[lomoOHbIH
TepaneBTUYECKU OTBET HAaOII01aJICs TPU MPUMEHEHUH ieepazupoKca y MalueHTOB C eperpy3Koit

20



COOTBETCTEBY

JKEJIe30M U IIpU APYTUX TUnax aHeMmuil. IlpumeneHue ned)epakl;lb:(ﬂkgla:g'c

BUJIE TUCTIEPTUPYEMBIX TAOJIETOK B TEYEHHE OHOTO T'0/1a MO3BOJISUIO oA iep kuBaTh B Hopme CXKII,
KOHIICHTpaLUIO (PEppPUTHHA B CHIBOPOTKE KPOBU M CIIOCOOCTBOBAJIO AOCTIIKEHHUIO OanaHca jkenesa
(paBHOBECHSI MEXIy IMOCTYIUICHHEM M BBIBEICHHEM JKElle3d) y IMAaIeHTOB, PEAKO ITOIYYarolIinX
reMoTpaHc(y3uu Wiu OOMEHHBIEC IEPETUBAHUS KPOBH.

[TockonbKy KOHIEHTpanus (peppUTHHA B CHIBOPOTKE KPOBH, OIpeeisieMas eXKeMeCcIuyHo, OTpaxaia
m3menenus CXKII, nuHaMuka KOHIEHTpauuu (EeppUTHHA B CHIBOPOTKE KPOBU MOXKET SIBIATHCS
KpuTepueM s oueHku dddekTuBHOCTH Tepanuu. OrpaHuYeHHbIE KIMHUYECKUE JaHHbIE
(29 manueHTOB ¢ HOpPMAaJIbHOUM (PYHKIMEH cepilla B MUCXOJHOM COCTOSIHHH) ¢ mpuMeHeHueM MPT
MOKAa3bIBAIOT, UTO JieueHue aedepazupokcoM B 1o3e 10—30 mr/kr/nensp (B popMe aucmeprupyeMbix
Ta0JIeTOK) B TeUeHHE | ToJ1a MOXKET TaKKe CHUXKATh YPOBEHb Jkeme3a B cepaie (B cpeaqnem MPT T2*
yBenuuuBaercs ¢ 18,3 mo 23,0 mcek).

OCHOBHOI aHanM3 B OINOPHOM CpPaBHUTEIBHOM MCCIEIOBAaHMU C ydacTHeM 586 NaIMEHTOB,
CTpamammux OeTa-TaslacceMued MW TpaHC(Y3UMOHHOW TEpPEeTrpy3KOW Keme3a, He TMOATBEPIAII
NPEINOJI0KEHHE O TOM, 4TO jAedepa3supokc B (GopMe AUCHEPrHPYyEMBIX TaOJIeTOK oOnagaeT He
MeHbIIe 3(P¢PeKTHBHOCTRIO, 4YeM nedepokcaMuH. Pe3ynbTaThl PpeTPOCIEKTHBHOTO aHAJIN3a,
MIPOBEJICHHOTO B XOJ€ JAHHOT'O HCCIIEJOBaHMS, CBUACTENBCTBYIOT O TOM, YTO B IOATPYIIIE
MAIMEeHTOB C MOKa3aTelsIMH KOHIEHTpAlUu >Kene3a B meueHu >7 mr Fe/r cyxoro Bermiectsa,
NpUHUMABIIKX Jedepasupokc B GpopMe aucrneprupyeMbix tadbneTok (B go3zax 20 u 30 Mr/kr) wim
nedepokcaMuH (B go3ax oT 35 g0 >S50 mr/kr), ObUIM JOCTHTHYTBI KPUTEPHUH HE MEHBIIECH
s dexTuBHOCTH. OTHAKO B MOATPYIIIIE MAIIMEHTOB C MOKa3aTeIIMH KOHIIEHTPAINH JKeJie3a B IeYCHU
<7 wmr Fe/r cyxoro BemiecTBa, npuHUMaBIIUX nedepasupokc B popMe NUCTIEPrupyeMbIX TaOJIETOK
(B mo3ax 5 u 10 mr/kr) win aedeporcamu (B 1o3ax ot 20 10 35 Mr/kr), He MeHbIIas 3G(HEKTUBHOCTh
He ObLIa yCTaHOBJIEHA BBUY UcOaiaHca MEX 1y J03aMH ABYX XeJIaTOPOB *keJie3a. BriieonrcanHblit
aucOanaHC BOSHHMK B CBS3HM C TE€M, YTO HAIMEHTHI B TPYIIE MPUMEHEHUs JeepoKcamMuHa MOTIIN
MpPUHMMATh Tpenapar B TeX K€ [03aX, B KOTOPbIX OHM €ro MPUHUMAIU A0 BKIIOYEHHUS B
UCCIIeIOBaHMe, JTaXKe €CIM UX J103a MPEBbIIIaa TAKOBYIO, YKa3aHHYIO B IMPOTOKOJIE UCCIEIOBAHMUS.
B sTOoM omopHOM HcCClenOBaHMM NPUHSIM y4dacThe 56 MaluMeHTOB B Bo3pacte A0 6 jeT, 28 u3
KOTOPBIX MONTyvanu fedepa3supokc B hopMe TUCTIEPTUPYEMBIX TAOJIETOK.

PesynbTaThl MOKIMHUYECKHX ¥ KIMHUYECKUX HCCIEIOBaHUN CBHICTEIBCTBOBATH O TOM, YTO
nedepasupokc B (GopmMe TUCTIEPTHPYEMBIX TaOJIETOK MOXKET OBITh TaKUM K€ aKTHBHBIM, Kak
nedepoKcaMuH, TIPH UCTIOIL30BaHKUM 103 B COOTHOIIeHHH 2:1 (T. €. mo3a aedepaszuporca B popme
JTUCTIEPTUPYEMBIX TaOJIETOK COCTaBISIET MOJOBHHY J103bI JedepokcamuHa). MOXKHO paccMOTpPETh
BO3MOKHOCTh MMPUMEHEHHsI Aedepa3upokca B hopMe TaOJICTOK, MOKPHITHIX TNICHOYHOW 000JI0YKOH,
B JI03aX, B YUCJIICHHOM OTHOIICHHUH B 3 pa3a MPEBBIMIAIONINX TAKOBYIO JeepOKCaMUHA, TaK KaK /1032
nedepazupokca B hopme TabJIETOK, MOKPHITHIX MIICHOYHOW 000J0YKOM, COCTABIISIET OAHY TPETh OT
no3bl nedepokcammuaa. OAHAKO 3Ty PEKOMEHAANNWIO B OTHOIICHWW JIO3UPOBKH HE OIECHUBAJH
MPOCTIEKTHBHO B paMKaX KJIMHUYECKHX HCCIICIOBAHUN.

Kpome Toro, y maneHToB ¢ KOHIEHTpAIMen jkene3a B neueHn > 7 mMr Fe/kr (cyxoro BemiecTsa) ¢
pasHbIMM pPEIKMMHM BUAAMH aHEMHHM WJIM CEpIOBUAHO-KICTOYHON aHEeMued MpUMEHEHHE
nedepazupokca B hopMe AUCIEPrUpyeMbIX TabneTok B 03¢ 10 20—30 MI/Kr BBI3BIBATN CHUKCHHE
KOHIIEHTPALIMK jKeJie3a B ICUeHU U YPOBHS (peppUTHHA B CBIBOPOTKE, COMIOCTABUMbBIE CO CHUKEHHEM
JAHHBIX TIOKa3aTeel y MalueHTOB ¢ OeTa-TanacceMHuen.

Cpenu 225 ManueHToB ¢ MUEIOIUCIIIIACTHYSCKAM CHHAPOMOM (HU3KHI/CpeTHUI yPOBEHb pUCKa) U
MOCTTPAaHC(Y3UOHHON TMeperpy3koi jkene3oM ObUIO TPOBENCHO IIae00-KOHTPOIUPYEMOE
PaHIOMU3UPOBAHHOE HCCieloBaHNe. Pe3ynbTaThl 3TOT0 UCCIeI0OBaHUS MO3BOJIAIOT MPEAIOI0KHUTH,
910 JedepasupoKc OKa3bIBACT MOJIOKUTEIHHOE BIUSHUE HA OeccoObITHITHYIO BhKUBaeMocTh (EFS,
KOMOMHHpOBaHHAs KOHEUHas TOYKa, BKIIIOUYas 3a00JieBaHUs cepAlla WK MeYeHu 06e3 CMepTeIbHOro
MCXO0J1a) U YPOBEHb (heppUTHHa CHIBOPOTKHU. [Ipoduiib 6€30macHOCTH COOTBETCTBOBA MPEABIAYIIIUM
UCCJIETIOBAHMSIM Y B3POCIIBIX MAIIUEHTOB ¢ MUEJIOAUCIIIIACTUYECKUM CHHAPOMOM.
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< 6 et (Ha MOMEHT BKJIIOYEHHS B UCCIIEOBAHKE) C TPAHC(PY3MOHHBIM FEMOCHIEPO30M MOTyUaIH
nedepasupokc, HE OTMEYAIOCh KIMHUYECKH 3HAYUMBIX pa3iuduii B mpoduie Oe30mMacHOCTH U
MePEHOCUMOCTH Jieepasupokca y neTeid B Bo3pacTe OoT 2 70 < 6 JeT B CpaBHGHHUH C OOmIeH
MOMYJISIIIEH B3POCIBIX MAIMEHTOB M JETEH, BKIIOUAs MOBBIIICHUS KPeaTHHUHA CHIBOPOTKH > 33 %
U BBILIE BEpXHEHl rpaHUllbl HOPMBI Mpu 2 U Oosiee mocienoBaTenbHbIX onpeneneHusax (3,1 %) u
yBeIHUeHUE ypoBHS alannHaMuHoTpaHcdepassl (AJIT) ¢ mpeBbllieHreM BEpXHEH TpaHUIbl HOPMBI
6osee ueM B 5 pa3 (4,3 %). Enunnunsie sBiaenus nossiienus AJIT u acnapraraMuHoTpaHcdepasbl
ormeuanuck y 20,0 % u 8,3 % u manueHToOB COOTBETCTBEHHO U3 145 manmueHTOB, 3aBEPIIMBILINX
UCCIIEIOBaHHUE.

B xone uccnenoBaHusi, IPOBEAEHHOTO Ui OLEHKH Oe3omacHOCTH Aedepasupokca B TableTKax,
MOKPBITHIX TICHOYHOW OOO0JIOYKOH, U B JNUCTIEPTUPYEMBIX TaOneTkax, 173 B3pOCHbIX MallMeHTa U
pebeHka ¢ TpaHC(HY3HMOHHO 3aBUCHUMON TajlacCEMHEH WIM MHUENIOIUCIUIACTUYECKHM CHHAPOMOM
MoJTyJaJiv JieueHue B TeueHue 24 nenens. [Ipodunu 6e3omacHOCTH TaOJIETOK, MOKPHITHIX TICHOYHOM
000JI0YKOM, ¥ TUCTIEPTUPYEMBIX TaOJIETOK OBUIN COMOCTABUMBIMH.

VY manueHToB ¢ TpaHC()y3MOHHO HE3aBUCHUMBIME CHHAPOMAaMU TaJTaCCEMHH U TIEPErPYy3KOH jKeIe30M
nedenue aedepasupokcoM B (GopMe AUCTICPTUPYEMBIX TaOJIETOK OIEHUBAIOCH B OTHOJETHEM
PaHIOMHU3UPOBAHHOM JBOWHOM CJICTIOM TUTANe00-KOHTPOIUPYEMOM HCCIICIOBAHHH.

B xome maHHOTO MCClenoBaHus CpaBHUBAIH S()PPEKTUBHOCTH IBYX PA3HBIX PEKUMOB JICUCHUS
nedepasupokcoM B GopMe AUCTICPTUPYEMBIX TaOJIeTOK (HadaidbHbIE 10361 5 U 10 MI/Kr/CyTKH, TIO
55 manueHToB B KaXAOW TPYIIe JEUeHHUs) W COOTBETCTBYIOIIEro riarnebo (56 manuenTton). B
rccaenaoBanue ObUTo BKIIOYEHO 145 B3pocnbix manuenta u 21 pebenka. OCHOBHBIM MapaMeTpoOM
3¢ (HeKTHBHOCTH OBLIO M3MEHEHHE KOHIICHTPAIMH JKeJie3a B MEUYCHU MO CPABHEHUIO C UCXOTHBIM
ypoBHeM mocie 12 Mecdue jedeHus. OJHUM U3 JOMOJHUTENBHBIX MapaMeTpoB 3P PEKTUBHOCTH
ObUIO M3MEHEHUE YpOBHsI (DeppUTHHA B CHIBOPOTKE KPOBU C MCXOJHOT'O YPOBHS O YETBEPTOTO
kBapTana. [Ipumenenue nedepasuporca B GpopMe AUCHEPTUPYEMBIX TaOJETOK B HAYAJIbHOW J103€
10 MI/Kr/CyTKH TPUBOAMIO K CHIDKEHUIO OOINEro COoAepKaHMs Kelie3a B opraHm3Me. B cpeanem,
KOHIICHTpallUs >Kejie3a B TeueHu cHukanach Ha 3,80 Mr Fe/r cyxoro BemiecTBa y MaileHTOB,
NPUHUMABIIUX Jedepasupokc B (GopMe AUCHEPrHPYEMBIX TaOyeToK (B HayalbHOM J03€
10 mr/kr/cytkn) u noBbiciiach Ha 0,38 mr Fe/r cyxoro BemecTtBa y MalieHTOB, TPUHUMABIINX
tane6o (p < 0,001). B cpeaneM, ypoBeHb (eppUTHHA B CBIBOPOTKE KPOBU CHU3MIICS HA 222,0 Mr/i
y AllMEHTOB, MPUHUMABIIHX Je(epasupokc B popMe TUCTIePrUpyEMbIX TaOJIETOK (B HAYAJILHOM J103€
10 mr/kr/cyTkn) u noBbicuiics Ha 115 MKI/n y nmanuenToB, npuHUMaBImux ianedo (p < 0,001).

5.2. ®apmMakOKHHEeTHYECKHE CBOMCTBA

TaGnerku, MOKPHITHIE MJICHOUYHOM 000704YKOM (Tmpemapar Depnurann), sSBISAIOTCSA JIEKapCTBEHHOU
dbopmoii nedepazupokca ¢ OONbIIEH OHOMOCTYMHOCTBHIO MO CPaBHEHUIO C Jedepa3supoKCOM B
JekapcTBeHHON (Qopme aucneprupyemeie Tabnerku (nmpemapatr ¢ MHH  gedepasupoxc).
Hedepazupokc B nozupoBke 360 Mr B ¢dopme TaOIETOK, MOKPHITHIX IIJICHOYHOH OO00JIOYKOM
(nmpenapar ®epnuranm), OSKBUBAICHTEH 103upoBke aedepazupokca 500mr B  dopme
mucrnieprupyemsix Tadsietok (mpemnapat ¢ MHH nedepasupoxc) B otHomennn AUC, onpenensieMoit
HaTomak. Cmax yBemumuuBaiack Ha 30 % (90 % JAU: 20,3 %—40,0 %), on1HaKO KIMHUYECKH 3HAUHUMBIX
3¢ PeKTOB BHISBICHO HE OBLIO.

AOGcopOrmst

Jledepasupokc B BUE AUCHEPTHPYEMBIX TAOJIETOK XOPOIIO BCACHIBACTCS TOCIE MpUEMa BHYTPb,
cpenHee BpeMsi JOCTHKEHUSI MaKCUMalIbHOM KOHILIEHTPALIUU B I1J1a3M€ KPOBH (tmax) COCTABIISIET OKOJIO
1,5-4 4. A6comoTtHas ouogoctymHocts mo AUC nedepazupokca B BUIE TUCTIEPTUPYEMBIX Ta0IETOK
IIpY NpuUeMe BHYTPh cocTaBisieT OkojJo 70 % 1O CpaBHEHUIO C BHYTPUBEHHBIM BBEICHHEM.
AOGcoroTHast OMOAOCTYITHOCTH Jedepasupokca B BUIE TaOJIETOK, IMOKPHITHIX MJIEHOYHOU 000JI0YKOH,
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

000J104KOH, BbIIIE Ha 36 % 10 CpaBHEHUIO ¢ AePepasupOKCOM B BUJIE AUCTIEPTUPYEMBIX TaOJIETOK.

ITpu nmpumenenun nedepazupokca, TaONETKH, MOKPBITHIE IUICHOYHOW 00O0JIOUKOHM, Yy 370pOBBIX
NO0OPOBOJIBIIEB HATOIIAK BMECTE C MUILEH C HU3KUM COJEpKaHHEM KHUPOB (COAep)KaHHUE >KUPOB
<10 % xanopwuit), AUC u Cmax He3HAUHTETHHO cHUXAMUCH (Ha 11 % u 16 % coOTBETCTBEHHO); C
MUIIEH C BBICOKHM COJIep>KaHUuEM KHUpoB (coxepkanue xkupoB > 50 % kanopuii), AUC u Cmax
Bo3pactaym (Ha 18 % u 29 % coorBeTcTBeHHO). DPPeKT NOBHIIEHUS Cmax BCIEICTBUE CMEHBI
JIEKapCTBEHHOW (DOPMBI M TIPUMEHEHHUS C THUIIEH, COAepiKalleld BBHICOKHW IMPOIIEHT XUPa, MOXKET
CYMMHPOBAThCS, TOITOMY Ipenapat depnuran] ciaeayeT MIPUMEHITh HATOIIAK MITH C JISTKOW MUIIEH.

Pacnopenenenue

Jledepasupokc B BBICOKOH CTENMEHU CBsI3bIBacTCa ¢ Oenkamu TuiazMbl kpoBu (99 %), moutw
WCKIIFOYUTENIBHO C albOYMHUHOM; HMEET HEOONBIION KaKYIIMICS 00beM pachpeaeieHus —
NpUOINU3UTENBHO 14 11y B3pOCTBIX.

Buorpancdopmariis

I'maBHBEIM TyTeM MeTabonm3Mma aedepasupokca SBISETCS TIIOKYPOHHPOBAHHE C IMOCIEIYIOIIEH
IKCKperuer ¢ xemubto. Jledepasupokc moaBEpraeTcs SHTEPOTENaTHUYECKOW PElUpKYISIUH.
[TpoucxoauT NeKOHBIOTAIMsS TIIOKYPOHATOB B KHIIEYHHUKE W TMOCIEyromas ux peabcopOrus. Y
3I0POBBIX  J0OpPOBOJIBIEB, MOJYYaBIIMX KOJECTHPAMUH TOCJE€ OJHOKPAaTHOrOo  IpHeMa
nedepazupokca, AUC nedepazupokca cHmkanzach Ha 45 %.

Jedepazupokc monBepraercsi TIIOKYpPOHUPOBAHHUIO TiaBHBIM oOpa3zom ¢ momombpio UGT1A1
(ypunuanudocharrmokyponuntpancdepassl (YI'T) cemeiictBa 1, monunentun Al) U B MeHbIIEeH
crenenn — UGT1A3 (VI'T cemeiictBa 1, momunentun A3). In vitro He HaOI101a710Ch HHTHOMPOBAHUS
MeTaboau3Ma Jiedepazupokca TuAPOKCUKApOaMUIOM.

OIMMUHAINS

Jledepasupokc U ero MeTadOIUTHI BRIBOASTCS MPEUMYIIECTBEHHO uepe3 KuieyHuk (84 % mo3bl).
[Toueuynas skckpeuus nedepasupokca U ero MeradbonutoB MuHuManbHa (8 % mo3bl). Cpeanuii
nepuon nonysbiBeneHus (T12) Bappupyer oT 8 10 16 4. B skckpenmu nedepazupokca ¢ Keaubio
y4acTBYIOT TpaHcnopTHbie 6eku MRP2 u MXR (BCRP).

JInnerHoCcTh (HEIUHEHHOCTB)

Cmax 1 AUCo-24 « mehepazupokca yBeIMUUBAOTCS MPUOIU3UTEIHHO JTUHEHHO C TMTOBBIIICHHEM 03B
B PABHOBECHOM COCTOSIHMHU. I[Ipy MHOTOKpaTHOM BBEACHUM HKCIO3UIIUS YBEIUYUBACTCS C
koa(urmentom kymysamun 1,3-2,3.

Oco0ble rpynIibl MalueHTOB

Ilon

V JKeHIIMH KaXyIuiics KimpeHe nedepasupokca ymepenno Huxe (Ha 17,5 %), 4eM y My>K4HH.

[TockonbKy T03UpPOBAaHNE KOPPEKTUPYETCS MHIUBUAYATbHO B 3aBUCMMOCTU OT OTBETA, OKUIACTCS,
YTO 3TO HE JIOJKHO UMETh KIIMHUYECKUX MOCIIEeICTBUMH.

Jluya noswcunozo 6o3pacma

dapmakoKMHETHKA edepa3supoKca y NalMeHTOB B BO3pacTe > 65 JieT He u3yueHa.

Tloueunas unu neueHOYHAs1 HEOOCMAMOYHOCHb

VY manmeHToB ¢ HapyIeHUAMH (PYHKIIH MoYeK papMaKOKHMHETHKA Aedepasupokca He U3yUeHa.

[ToBbIlIeHNEe ypOBHS TpPAaHCAMUHA3 TIEYCHH JIO S-KPATHOTO MPEBBIIICHUS] BEPXHEH TpaHHUIBI HOPMBI
HE BIHSUIO Ha (papMaKOKWHETHKY e epa3supokca.
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aucrneprupyeMbix Tabmetok 20 MI/Kr cpeiHsisi BeJIMYKMHA 3KCIO3MIMU Mpenapara MoBbICHIACh Ha
16 % y malMeHToB ¢ HE3HAYUTEIbHBIM HapylIeHHeM (GYHKIMHU MeYeHHU (KJ1acc A 1o Kiaccu(puKamum
Yaiina-I1e10) 1 Ha 76 % y manueHToB ¢ yMEpPEHHbIM HapylleHueM (yHKuuu nedenu (kjmacc B mo
knaccupukanuu Yaitna-ITp10) OTHOCHMTENBHO MOKa3aTedel MAIMeHTOB ¢ HOPMaJbHOW (DyHKIIHEH
MeYeHU. Y MalMeHTOB ¢ He3HAYUTEIbHBIM WM YMEPEHHBIM HapylIeHHeM (DYHKIIUU TIEUEeHU CpeHee
3HaueHue Cmax feepasupokca MOBBICHIIOCH Ha 22 %. Y 0HOTr0 MaIlMeHTa ¢ TSHKEIBIM HapYIICHHEM
¢byakuun nedenun (kinacc C mo kmaccudukanuu Yaina-I1s10) BemnunHa SKCHO3UIMK TIpernapaTa
noBbICHIIACh B 2,8 pasa (cM. pasnenst 4.2 u 4.4)

€T

Obmast 6uomoctynHoOCTh nedepasupokca y moapoctkoB (oT 12 go <17 ner) m nereit (ot 2 mo
< 12 neT) nocie 0JHOKPaTHOI'O U MHOTOKPAaTHOIO TPUEMOB ObLIa HUKE, YEM Y B3POCIIBIX NAlIUEHTOB.
VY nereit maaame 6 net 6uonoctynmHocTh HUke Ha 50 %, yeM y B3pOCIBIX, OJHAKO 3TO HE UMEET
KJIMHUYECKOTO  3HAYEHUs, IMOCKOIbKY pEeXHM JIO3UPOBAaHMs Ipernapara yCTaHaBIMBAIOT
WH/IUBUYaIIbHO.

6. PAPMALIEBTUUYECKHUE CBOVICTBA
6.1. Ilepeyensb BcnoMoraTebHbIX BelIECTB

Depauragn, 90 Mr, TabJIETKH, IOKPEITHIE INIEHOYHON 000JI0YKON

AHopo

Kpaxman npexxenaTHHU3UPOBaHHbIN
Jlakto3b1 MoHOTHIpaT 200
Kpockapmennosza Hatpust
[ToBumon-K30

KpemHuust AMokcu1 KOJTOUIHBIN
Hatpus creapundymapar
[Tonokcamep 188

IInenounas obonouxa
I'umpomemnnosa ES (DS)

Turtana nuokcun E171

Makporoa 6000

[Tonucop6at 80

WIH

Tomosas nienounas obonouxa
®epaurang, 180 Mr, TabaeTKH, MOKPHITHIC IICHOYHON 000I0YKON

AHopo

Kpaxman npexxenaTHHU3UPOBaHHbIN
Jlakto3b1 MoOHOTHIpaAT 200
Kpockapmennosza Hatpust

IToBumon-K30
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Kpemuus auokcua KoJIIOUIHbIN

Hatpus creapundymapar
[Tonokcamep 188

Inenounasn obonouka:
I'unpomemnnosa ES (DS)
Twurtana muokcun E171
Maxporon 6000

[Tonmucop6at 80

WIn

T'omoeas nienounas obonouka
®Depaurang, 360 Mr, TabJIETKH, MOKPHITHIC IIICHOYHON 000109KOH
Aopo

Kpaxman npexxkenaTuHU3UPOBAHHBIN

JlakTo3b1 MOHOTHApPAT 200
Kpockapmesiosa HaTpus
IToBunmon-K30

KpemHuust AHOKCHT KOJITOUTHBIHA
Hatpus creapundymapar
[Tonokcamep 188
IInenounas obonouxa
I'unpomennosa ES (DS)
Twurana muokcun E171
Maxporon 6000
[Tonmucop6at 80

WA

I'omosas nnenounas obonouxa

6.2. HecoBMecTUMOCTH

JlaHHBIX HET.

6.3. Cpok rogHocTH (CPpOK XpaHeHus)

3 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHHUTh B 3alIMIIEHHOM OT CBETa MECTE IMpHU TemnepaType He Bbiie 25 °C.
6.5. Xapakrep u cofep:kaHue YNIaKOBKHU

[To 10 TaGaeTOK MOMENMIAIOT B KOHTYPHYIO STYEHKOBYIO YITAaKOBKY U3 TUICHKH MTOJIMBUHUIXJIOPUTHOMN
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1 GOJIBTU ATOMUHHUEBOI NEYaTHOM JTAKMPOBAHHOM.

ITo 30 TabneTok moMemniaroT B OaHKY MOJUMEPHYIO M3 MOJIMATHIICHa HU3KOTO TaBJICHUSI C KPBIITIKON
HATSATUBAEMON C KOHTPOJIEM MEPBOrO BCKpbITHA. Ha OaHKM HakKIeHBAaIOT STHKETKH W3 Oymaru
ATUKETOYHOM WM MHUCYEH, UM U3 MOJMMEPHBIX MaTepUaIoB, CAMOKIIESIIUECS.

[To 3 unu 9 KOHTYpPHBIX SYEHKOBBIX YIIAKOBOK BMECTE C JIMCTKOM-BKJIQIBIIIEM MOMELIAIOT B MAUYKy
U3 KapTOHA ISl MOTPEeOUTENbCKOM Tapbl MOATPYII XPOMOBBIM MM XPOM - 3p3all, WIH JIPYroro
aHAJIOTUYHOTrO KayecTBa. [1auku momemniaior B TpaHCIIOPTHYIO Tapy.

ITo 1 GaHke BMeCTe C JIMCTKOM-BKJIABIIIEM TOMELIAIOT B MaUKy U3 KapTOHA ISl HOTPEOUTEIHCKOM
Tapbl MOATPYNNI XPOMOBBIA WJIM XpPOM - 3p3all, WUIW JAPYroro aHaJOTHUYHOTO KayecTBa.
JIOTOJIHUTENBHO Ha MAvYKy MOTYT HakKjJIeHBaTh OJAWH WM JBa MPO3PAYHBIX (PUKCUPYIOMIMX CTHKEpa
13 MOJUMEPHBIX MaTepuanoB. [lauku moMemarT B TPAaHCIIOPTHYIO Tapy.

6.6. OcoOble MepbI NMPETOCTOPOKHOCTH MPHU YTHIU3ANMUMN MCIOJIb30BAHHOIO JEKAPCTBEHHOI0
npenapara WM OTXO0J0B, MOJYYEHHBIX MOCJe MPUMEHEHHUs] JEeKAPCTBEHHOr0 Mpenapara, u
Apyrue MAaHMIYJISIIMHU € IpenapaToM

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanns

AO «DapmacuHTE3»

664007, Upkyrckas o611, r. Upkyrck, yin. KpacnorBapneiickas, 1. 23, opuc 3
Ten.: 8 (395) 255-03-55

Anpec 31ekTpoHHOI mouThl: info@pharmasyntez.com

7.1. llpeancraBuTeib Aep:KaTesisi PerucTPAIMOHHOT0 YA0CTOBEPEHUSA

[Iperen3uu noTpeduTeneil HANPaBIATH 1O aJIPECY:

Poccuiickas @enepanus

AO «®apmacuHTes»

Wpxkyrckas 06:m1., T. UpkyTtck, ya. Po3sr JIrokcemOypr, 1. 184
Ten.: 8-800-100-15-50

Anpec 3neKTpoHHOM mouThl: info@pharmasyntez.com

Pecrry6nuka benapych

TOO «Adalan»

220131, r. MuHnck, yn. 'amapauka 30/395
Mob6. Ten. (24 gaca): +3 752 955-12-510
Anpec 37eKTpoHHOI mouTsl: pv(@adalan.kz

Pecny6onmka Kazaxcran

TOO «Adalany

050057, r. Anmartsl, yin. Tumupsizesa, 42, mas. 23, od. 202

Ten: +7 (727)-269-54-59, +7 (727)-269-54-18

Mob0. ten. (24 gaca): +7-(701)-217-24-57

Anpec 31ekTpoHHOI mouThl: pv@adalan.kz; b.satova@adalan.kz

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA
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9. KATETOPHUSI OTITYCKA JIEKAPCTBEHHOTI'O IPENAPAFA-EATENEHOCTE 0004

JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTErOpUH OTIYCKa MO PelenTy.

OOmasi XxapakTepUCTHKA JICKAPCTBEHHOrO mpernapara DepiauraHj JOCTYIHA B €IUHOM pEECTpe
3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBpaswiickoro 3KOHOMHYECKOTO COl03a M Ha
ounraTEHOM caiite YIIOJTHOMOYEHHOTO oprasa (3KcTepTHOM OpTaHH3aIIH )
https://Ik.regmed.ru/Register/EAEU_SmPC.
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