COOTBETCTBYET QRCHEF THOMY OT4E
ot 15.04. 2026 Ne 7687
OBHIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOUO/MTPEIIARATA (1)

Iy

V JlaHHbIif JEKapCTBEHHBIA MpemapaT MOJUICKUT AOMOIHUTEIBHOMY MOHUTOPUHTY. DTO TO3BOJHT
OBICTPO BBISIBUTH HOBYIO MH(OpMAIHIO TI0 Oe30macHoCcTH. MBI oOpamaemMcs K CIeuaIncTaM CHCTEMBI
3IpaBOOXpPAHEHUSI C MPOCKOOW C€OOOIIaTh O JIOOBIX TMOAO3PEBAEMBIX HEXKENAaTeIbHBIX PEaKIUIX.
[Topsaox coodieHust 0 HeXeNaTeNbHbIX PeaKUsaX MPeAcTaBieH B pasnene 4.8.

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Ixaneny, 90 mr, TabJIETKH, TTOKPHITHIE TNIEHOYHOW 000I0YKOM
Ixaneny, 180 mr, TabieTKH, MOKPHITHIE MIICHOYHOU 000I0UKOM
Jxaneny, 360 mr, TaGlIETKH, TOKPHITHIE TNIEHOYHOW 000JIOUKOM

2. KAUECTBEHHBIN U KOJIMYECTBEHHbBIN COCTAB

JleiicTByroIee BemecTBO: aedepasupokc.

Jbxaneny, 90 mr, TabJIETKU, MOKPHITHIE MIEHOYHOW 00010YKOM
Kaxxnas Tabnerka cogepxut 90 mr nedepazupokca.

Jbxaneny, 180 mMr, TaOAETKH, MOKPBITHIC MICHOYHOW 000I0UKOM
Kaxxnas Tabnerka cogepxut 180 mr nedepasupokca.

Jbxaneny, 360 mMr, TaOJIETKH, MOKPBITHIE MICHOYHOU 000I0UKOM
Kaxxnas Tabnerka cogepxut 360 mr nedepasupokca.

ITonnerit MEPCHUCHL BCIIOMOTAaTCIIbHBIX BECIICCTB IPHUBEACH B pa3JIciIic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE MIEHOYHOU 000I0UYKOM.

Jkaneny, 90 Mr, TaOJIETKH, ITIOKPBITHIE INIEHOYHON 000I0YKOM

OBaJibHBIE ABOSIKOBBINTYKIIbIE TAOJETKH, HOKPHITHIE IUIEHOYHON 000J04YKOH, CBETI0-T0Iy00ro 1iBeTa, co
CKOIIEHHbIMM KpasMu. Ha opHON cTOpoHE MeXIy ABYMS HM3OTHYTHIMU JIUHHUSIMH, C HEOOJBIINM
HAaKJIOHOM BBEpX HaHeceHa rpaBupoBKa «90», Ha npyroi — «NVR».

Jxaneny, 180 mr, TaOJIETKH, IIOKPBITHIE INIEHOYHOMN 000JI0YKOH

OBaJibHBIE ABOSIKOBBITYKIIbIE TAOJETKH, MOKPHITHIE UIEHOUYHONW 000JI0YKOM, T0J1y0O0ro 1BeTa, CO
CKOIIEHHbIMM KpasiMu. Ha opHON cTOpoHE MeXIy ABYMs HM3OTHYTHIMU JUHHUSMH, C HEOOJBIINM
HAaKJIOHOM BBEpX HaHeceHa rpaBupoBKa «180», Ha npyroi — «NVR».

Jbxaneny, 360 mr, TaOJIETKH, IIOKPBITHIE INIEHOYHOMN 000JI0YKOH

OBaJibHBIE IBOSIKOBBIMYKJIbIE TA0JIETKH, HOKPBITHIE IIJICHOUHOM 000JI0UKOM, TEMHO-TOIyOO0Tr0 IBETa, CO
CKOIIEHHbIMH KpasiMu. Ha opHON cTOpoHE MeXIy ABYMS HM3OTHYTHIMU JIUHHUSIMH, C HEOOJBIINM
HAaKJIOHOM BBEpX HaHeceHa rpaBupoBKa «360», Ha npyroi — «NVR».
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4. KIMHUYECKHUE JJAHHBIE (NOCNEOOBATENBHOCTE 0031)
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4.1. IToxa3zaHusi K NPUMEHEHUIO

IIpenapar [>xaneHy nokasaH JUisl JICUCHUS:

. XPpOHHUECKOH MOCTTpaHC(HY3MOHHON Meperpy3KH Kee30M Y B3pOCibIX U JeTel B BO3pacTe 2
JIET U CTapIue.
. XpOHUYECKON HeTpaHC()Y3MOHHON TEPEerpy3KH KEJIe30M Y MalMeHTOB C TallacCeMHUEH B

Bo3pacte 10 jet u crapiue.
4.2. Pexxum 103UPOBaHUS M CIIOCO0 NPUMEHEHHUSA

Tepanuto npenaparoM /[kaaeHy JOJDKEH NMPOBOAWUTH Bpad, UMEIOIIMNA ONBIT JICYEHUS XPOHUYECKOU
MOCTTPaHC(HY3MOHHON TMEperpy3Ku JKele30M, TOJIbKO IOCJIE OLEHKH BO3MOXKHOTO PHUCKAa M MOJIb3bI
XEJIATOPHOM Teparuu.

Pexxum no3upoBanus

Xponuueckas nocmmpanc@)y3uoHHas nepespy3Ka Heeie3om

Tepanuto mpenaparom J[kajeHy peKOMEHIYeTCs HA4MHATH MOcie TpaHcy3uu mpudausutenbHo 20
enuauIl (okono 100 MII/KT) SpUTPOIMTHON Macchl U OoJiee, WU MPU HAIWMYUHN KIMHUYECKUX TaHHBIX,
CBUJETENHCTBYIOMINX O PA3BUTHUU XPOHUYECKOU Meperpy3ku skene3oM (Hampumep, Ipu KOHIIEHTPaIuu
(depputuHa B chiBopoTKe KpoBu Oosiee 1000 mMxr/i). 103y (B MI/KT) CIEeIyeT pacCUUTHIBATH U OKPYTIISIThH
710 TO3UPOBKH 11€JI0M TaOJIETKH.

[enpro Tepamuu XexaTopamu kKele3a SBISICTCS BBIBEICHHUE jKelle3a, MOCTYIUBIIETO ¢ TPaHC(Y3USIMU
SPUTPOLIUTHOMN MAacChl, U, IPU HEOOXOUMOCTH, CHIKEHUE COJIEPKaHUs jKelie3a B OpraHu3Me.

Pemenue o BBIBCJICHUHN HAKOIUJICHHOI'O KCJIC3a CJIICAYCT IIPUHUMATh MHAUWBUYAJIbHO, OCHOBLIBAsACh HA
OIICHKE 0’KHMIa€MOM IOJIh3bI M PUCKOB XEJIATOPHOH Tepanuu (cM. pasaen 4.4).

[Ipenapar [[xaneHy, TabaeTKH, MOKPBITHIE MJICHOYHON 000JI0YKOM, SBIISETCS JeKapCTBEHHOH (hopMoii
nedepasupokca ¢ 0Oonee BBICOKOM OHMOIOCTYITHOCTBIO IO CPAaBHEHHMIO C TIpemapaTroM OKCHIKAI,
acrieprupyemsle TabiaeTku (cM. pazzaen 5.2). [Ipu 3ameHe Tepanuu npenapaToM DKCHDKAl Ha TEPAINI0
npenapatoM Jxazneny, 103y Heo6xoauMo cHU3UTh Ha 30% 1 OKPYTIIMTH 10 JO3UPOBKH 11101 TabIeTKHy,
MOKPBITOM MIIEHOYHON 000IOUKOM.

PexoMenoBanHbIe 103bI Aedepa3supoKca B 3aBUCUMOCTH OT JIEKAPCTBEHHOW (OPMBI y MAlUEHTOB C
MOCTTpaHC(HY3MOHHOH Meperpy3Koi jKeIe30M MpeacTaBiIeHbl B Tabmie 1.

Taoauna 1. PekomenaoBaHHbIe 1036l 1edepasuporca B 3aBUCUMOCTH OT JIEKAPCTBEHHOH (hOpMBbI
Yy HAUHMEHTOB ¢ NOCTTPAHCHY3MOHHOM Neperpy3Koi xKejre3om

IKCHIKAT, Mxkaneny, O0bem Tpancdysuu | KoHueHnTpauust
AUCIIePru- TalJIeTKH, (eppurnna B
pyembie MOKPbITHIE CHIBOPOTKeE
TabJIeTKH IVICHOYHO KPOBH

000J104K0i1

CraproBas 103a | 20 mr/kr B cytkn | 14 mr/kr B cytku | Ilocne tpancdysum | >1000 MKr/mn
20 enuHULL 3PUTPO-
UTHOU MaccChl
(oxoiso 100 mur/kr)
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AllbTepHATHB-
Has CTapTOBast
1032

30 MI/KT B CyTKH

21 mr/kr BIC}’TKI/I

v

RAEMEOBATENE

HOCTE 0031)

TPAT PO IO

MacCCBI B MCCA1]

MECAL I
B3POCIIBIX)

(oxo10 >4 enuHMUII B

10 Mr/Kr B CyTKH

7 MT/KT B CyTKH

<7 ma/kr
3PUTPOLUTHOM
Macchl B MecAI1
(oxo10 <2 enuHMUIIL
SPUTPOLIUTHON
Macchl B MeCSAL AJIs
B3pPOCJIbIX)

Jlo3a g
MAIUCHTOB, Y
KOTOPBIX y/ia-
JIOCh JJOCTUYb
aJIEKBaTHOT'O
KOHTPOJISI IPU
nomoutu nede-
pOKcCaMHHA

ITonoBuHa ot
BEJIMYMHBI JTO3BI
nedepokcaMrHa

OnHa TpeTthb OT
BEJIMYMHBI JT03BI
nedepokcaMuHa

YacToTa BbINOJIHEHUS KOHTPOJIbBHBIX AHAJHU30B KPOBH

CKEMCCAYHO

HeneBoii AMana3oH KOHUEHTpaLuK (peppuUTHHA B

jia3mMe KpoBH

500-1000 Mxr/i

Koppeknus 10361

Hlar nasa VYBenudueHune n03bl
KOppeKIuu 5-10 mr/kr B 3,5 -7 MI/Kr B >2500 MKr/n
(kaxpie 3-6 cyTk# 110 40 Mr/Kr | CyTKH 10 28 MI/KT
MECSIICB) B CYTKH B CYTKH
YMeHbIIICHUE 1035I
5-10 mMr/kr B 3,5 -7 MI/kr B
CYTKH 10 CYTKH
IOCTHIKEHMS LIETH
Tepanuu
V nmanumeHToB, Y manueHTos, <2500 MKr/n
MOJTYYaOTINX TIOJTYYaFOIIUX
10361 >30 MI/Kr B | 10361 >21 MI/KT B
CYTKH CYTKH
[Ipn OCTHOKEHUN EeJIEBOU 500-1000 Mxr/n
KOHLEHTpaluu bepputnHa B
CBIBOPOTKE KPOBH
MaxkcumaJib- 40 Mr/KT B CYTKH | 28 MI/KT B CyTKH
Hasf 1032
IIpepbiBanue <500 MKr/m
Tepanuu
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PexoMmenayemasi HauanbHas CyTO4YHas Ao3a npenapara /[xaneny coctabisieT 14 Mr/kr Macchbl Tena.

JUisi ManueHToB, MOJyYalomMX TpaHC(y3Uu SPUTPOLUTHON Macchl B oObeme Oojee 14 mi/Kr/mecsi
(mpubnu3uTenbHO 6osee 4-X eAUHUI] KPOBH B MECSIIT JIJISl B3POCIIBIX ) C IIEJIbI0 YMEHBIIICHUS COACPKAHUS
’&KeJe3a B OpraHu3Me BO3MOKHO TPUMEHEHHE aJIbTEPHATUBHON HaYalbHON CYTOYHOM 10361 21 MI/KT.

JIy1st manyeHToB, MOTYYalonuX MeHee 7 MJI/KT/MECSII] SpUTPOLIUTHON MaccChl (MMPUOIM3UTEHHO MEHEE 2-
X CAWHUIL] KPOBU B MCCAI IJIA B3pOCJ'H:IX), C [ICJIBIO MOAACPKAHUA HOPMAJIBHOTO COACPIKAHUA KECJIC3a B
OpraHu3Me MOXKET OBITh PACCMOTPEHO NMPUMEHECHHE AJbTEPHATHBHOW HAYaJbHOW CyTOYHOH H03bI 7
Mmr/kr. Crnenyer KOHTPOJIMPOBATH OTBET Ha JIEUCHHWE Yy MAIMEHTAa M paccMaTpuBaTh BOMPOC 00
YBEITUYCHUH JI03bl, €CJIH HE OyIeT TOCTUTHYTA AocTaTodHas 3GHEeKTUBHOCTH (cM. pazaen 5.1).

JUis MAIlMeHTOB C XOPOLIMM KIMHUYECKUM 3¢ ¢ekToM nedepokcaMMHa HadalbHas 103a Npernapara
JIKaseHy JOJDKHA COCTAaBIATH TPETh OT paHee NMPUMEHSEMOH H03bl JedepokcaMuHa (Hampumep, y
naruenTa, noixy4asmero 40 Mr/kr/cyT aeepokcaMruHa B TeUCHUE S5 JHEH B HEJIENIO MITM SKBUBAJICHTHOE
KOJIMYECTBO, Tepamuio mpemaparoM J»kaaeHy MOXXKHO HauMHaTh ¢ 14 Mr/kr B cytku). Eciam mocie
BBIIICONTMCAHHOTO pacyeTa CyTOYHasl 1032 COCTaBIISIET MeHbIIEe 14 MI/Kr Macchl Tea, He0OOXOAMMO BECTH
MOHHUTOPHUHT OTBETa MALMEHTA HA JICYEHHE U PACCMOTPETh BO3MOYKHOCTH MOBBIIICHUS JI03BI, €CIIN HE
yZaeTcst JOCTHYb 10CTaTouyHOU 3 dexTuBHOCTH (CM. pazaen 5.1).

110060p 00301

PexomeHyercst exeMecsYHO KOHTPOJIMPOBATh KOHIEHTPALUIO (PeppUTHHA B CHIBOPOTKE KPOBH U IPH
HE00XOAMMOCTH MPOBOAMTE KOPPEKIMIO 103bl NpenapaTa /xajgeHy kaxiasie 3-6 MecsleB, UCXOAS U3
M3MEHEHHs KOHIIEHTpaluuu (eppUTHHA B CHIBOPOTKE KpOBH. KOpPpEKIHio 03Bl CIEAyeT MPOBOIMTH
MIO3TAIHO, ¢ IaroM 3,5-7 MI/KT Macchl Tella, B COOTBETCTBUU C MHAWBUYalIbHBIM OTBETOM Ha TE€PAIHUIO
U B 3aBUCUMOCTH OT LIEJIU IIPOBOAMMOM Tepanuu (oAepKaHUE WIH YMEHBIIEHHUE COACPKAHU XKele3a).

[Ipu HerhpexTUBHOCTH JIeUeHUs MpenapaToM B 03¢ 21 MI/Kr Macchl Tena (KOHIeHTpanus GeppuTHHA
CBIBOPOTKH COXpaHsieTcsi Ha ypoBHE > 2500 MKI/), ClieayeT paccMOTPETh BO3ZMOKHOCTh YBEITUUCHHUS
70361 10 28 MI/KT Macchl Tena. B Hacrosimee Bpemsi TONTOCPOYHBIE NaHHBIE MO OE30MacHOCTH U
s dexTUBHOCTH TpUMeHeHUs nedepa3upokca B opMe TUCTIEPrUpyEMBIX TabIETOK B J03aX cBbimie 30
MT/KT OrpaHn4eHbl (HaOIoAeHIe 264 MAIeHTOB B CPETHEM B TEUCHHE T'0Ja TIOCTIC YBEITUYCHHUS JIO3HBI).
[Ipn HemocTaTOYHOM KOHTpOJE TeMOCHAepo3a NpU MpUMEHeHHH mpemnapara [[kameny B J03ax,
MPEBHIIAIONINX 21 MI/KT Macchl Tela JaibHEeHIee yBeIMIeHUE 0361 (MAKCUMAIBHO 10 28 MI/KT MacChI
TeJa) MOXKET He MPUBECTH K aJIeKBATHOMY KOHTPOIIIO; CIIEyEeT pACCMOTPETh BOBMOKHOCTH IPUMEHEHUS
albTEPHATUBHBIX METOJOB JiedeHHs. I[Ipu OTCYTCTBUM YJIOBIETBOPUTEIBHOTO KOHTPOJS IPH
MIPUMEHEHUH J103 CBbIIIE 21 MI/KT Macchl Tena, He cleAyeT MOIepKUBATh TEPANHIO B YKa3aHHBIX 103X,
HEOOXOMMO paccMOTPETh BO3MOXKHOCTh IIEpEXoJla Ha albTepHATHBHbIE MeToAbl Tepamuu. He
pEKOMEHIyeTCs MPUMEHEHUE 103kl Oosiee 28 MI/KT, TOCKOJBKY OMBIT MPUMEHEHHsI TIpenapaTa B Oonee
BBICOKHX JI03aX OrpaHuyeH (cm. pazaen 5.1).

VY manmeHToB, MOJTy4YarotX 103kl CBbILIE 21 MI/KT Macchl Tena, Mo JOCTUKEHUH KOHTPOJIA (HarpuMep,
KOHIICHTpanus (heppuUTHHA CHIBOPOTKU KPOBU YCTOHUMBO COXpaHseTcs Ha ypoBHe MeHee 2500 MKr/i ¢
TeHJICHIUEH K CHI)KEHHIO Ha MPOTSIKCHUU BPEMEHH) CIIETyeT pacCMOTPETh BO3MOKHOCTh YMEHBIICHHS
JI03BI TIperapaTa ¢ 1marom 3,5-7 MI/KT Macchl Tela.

[Ipu nocTHKeHUH L1eJIeBO KOHIIEHTpAauK (eppUTHHA CHIBOPOTKHU KpoBH (00619HO OT 500 MKr/11 10 1000
MKT/JT) HEOOXOJMMO TPEIyCMOTPETh IMOCTENIEHHOE (C ImaroMm 3,5—7 MI/KT) CHUKEHHUE JT03BI IIpernapara ¢
LIEJIBbIO TIOJI/IEP’KaHUs KOHIIEHTpaluu (peppUTHHA B CBIBOPOTKE KPOBU B 3TOM I1I€JIEBOM JAMANIa30HE U IS
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MUHUMU3ALNN PUCKA H30BITOYHOTO XEIaTUPOBAHHUS., (NMOCNEOOBATENBHOCTE 0031)
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[Ipu ymeHbIIIeHHH KOHIIEHTpauu (eppUTHHA B CBIBOPOTKE KPOBU CTAOMIBHO HIKE 00 MKI/JI, clieayeT
paccMOTpETh BOIIPOC O MpEphIBaHUM JieueHUs npenapaToM /xaneny (cMm. paznen 4.4).

Xponuueckasn nempancghy3uoHHas nepezpy3Ka xHcene3om y nayueHmos ¢ maiaccemuetl

XenaropHas Tepanus npenapatoM J[kaneHy y HalleHTOB JaHHOW KaTeropuu BO3MOXKHA TOJIBKO TPHU
JIOKa3aHHOM meperpyske xene3oM (coaepxanue xenesa B neuenu (CXKII) >5 mr Fe/r cyxoro BemecTa
TeYEHW WM TPU KOHIEHTparuu ¢GepputuHa B chiBOpoTke kpoBu >800 Mkr/m). Onpenenenune CXKII
SBIISICTCS TIPENNOYTHTEIBHBIM CIIOCOOOM OLIEHKU TSDKECTH TEpEerpy3KH >Kene3oM. Y MalUeHTOB C
HensBecTHOH BenmmunHoM CXKII xemaTopHyto Tepanuio He0OXOAMMO MPOBOIUTE C OCTOPOKHOCTHIO TSI
MUHUMU3AINN PUCKa H30BITOYHOTO XEIaTUPOBaHUS (CM. pasnen 4.4).

[Ipenapat [[xaneHy, TabJIeTKH, MOKPHITHIC TUICHOYHON 000JIOUKOM, SBIISICTCS JIEKApCTBEHHOM (hopmMOit
nedepasupokca ¢ 0onee BBICOKOW OHOIOCTYMHOCTHIO IO CPAaBHEHHIO C MpEnapaTtoM OKCHUIDKA,
nucrneprupyemble  TabnmeTku. Jlias manMeHToB, MOdyYaromux —Tepanuio  aedepasupokcoM B
JIEKapCTBEHHOM (opMe aucneprupyeMble TaOIETKH NpPU MEpeBOAE Ha MpHeM aedepa3supokca B BUAC
TabJIETOK, MOKPBITHIX TJICHOYHOH 000JIOUKON, 03y HeoOXoaumo cHu3uTh Ha 30% W OKpyTIuTh N0
JIO3UPOBKH 1L[EJI0H TaOIETKH, MOKPHITOH MJICHOYHOH 000JI0UKOIA.

CooTBeTcTBYIONIHME T03BI ISl pa3JIMUHBIX JIEKapCTBEHHBIX ()OpM IMpeicTaBIeHbI B Ta0IHIIE 2.

Tabanna 2. PekomMeHnnoBaHHBIE 103bI 1edepasHpPoOKca B 3aBHCHMOCTH OT JIEKAPCTBEHHOH (pOpMBI
MPHU JIeYeHUH HeTPAHC(PY3MOHHOM Meperpy3KM ejie30M y NANUEHTOB ¢ TajJlacceMueil

IkcumxKai, H:xaneny, CXKII* Konnenrpauus
AUCIeprupyemMble Ta0JIeTKH, (¢eppuruna
TalJIeTKH MOKPBITHIE CHIBOPOTKH
IJICHOYHOM KPOBH
000J104K0i1
CraproBasi 10 Mr/KT B CyTKH 7 mr/kr B cytku | >5 mr Fe/r umu | >800 MKr/n
n03a CyXO0ro
BElIeCTBa
NEeYCHU

MonuTtopunr | OguH pa3 B MecsI]

Koppekuus 10361

Hlar nasa VYBenudyeHue q03bl
KOppeKIuu 5-10 mr/kr B cytku | 3,5-7 Mr/kr B >7 mr Fe/r wi | >2000 MKr/i
(xaxzabie 3-6 CYTKHU CyXOoro
MECSIICB) BEIIECTBA
NEYCHU
VYMeHblIeHHE N035]
5-10 mr/kr B cyTkH | 3,5-7 MI/KT B <7 mr Fe/r wm | <2000 MKr/n
CYTKH CyXOro
BEIICCTBA
NEYCHU
Makcumaib- | 20 MI/KT B CyTKH 14 mr/kr B
Has 1032 CYTKH
10 MI/KT B CYTKH 7 MI/KT B CYTKH
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JIn1st B3pOCIIBIX HEIOCNE OB TE [HE20000MKs/M03 1)
Just nereit OIPENEIEHO
IIpepriBanne <3 mr Fe/r wm | <300 mKr/n
Tepanuu CyXOro
BEIIIECTBA
HeYeHH
Bo3ooHoBie- | He pekomennoBaHo
HHe Tepanuu

* Usmepenne CIXKII — 3TO NpeAnodYTUTENBHBIN METOT ONIPEACICHUS IEPErPy3KU KEIC30M.

Hauanvnas 0oza

PexoMenyemas HavanbHasi CyTOUHas J03a npenapara J»xageHy coctaBisieT 7 MI/KI Macchl Tena.

110060p 00301

PexoMeHnyercs exxeMecsYHO KOHTPOJIUPOBATH KOHLIEHTPALHIO (heppUTHHA B CBIBOPOTKE KPOBH C LENbIO
OLIEHKH PEaKIIMH MAIeHTa Ha TPOBOIUMYIO TEPAIUIO U I MUHUMH3AIMK pUCKA U30BITOYHOM XeIanun
(cm. paszmen 4.4). Kaxnpie 3-6 mMecsiieB BO3MOYKHO TOIIAroBOE yBEIUYCHHE JT03bI Mpernapara Ha 3,5-7
mr/kr. Koppekius 10361 Bo3moxkHa npu coxpanennun CXKII Ha ypoBHe >7 mr Fe/r cyxoro BemiecTBa
MEYEHU WJIM COXpaHSIONmEencs (0e3 TeHACHIIMN K CHIDKEHUIO) KOHIICHTpaluu (EeppUTHHA CHIBOPOTKH
kpoBu >2000 MKI/1 ¥ mpu XOpoliel nepeHocuMoctu Tepanuu. [lpumenenue npenapara /xaneny y
MAIMEeHTOB C TajacceMuer B fo3e Oosee 14 MI/Kr Macchl Tella He peKOMEHA0BaHO (M3-3a HEJIOCTaTKa
JAHHBIX 0 3 PEeKTUBHOCTH U 0€30MACHOCTH MPUMEHEHUS B YKa3aHHOMU /103¢€).

VY manmeHToB ¢ KOHIeHTparuel GepputuHa chiBOpoTkH KpoBH <2000 mkr/nm 6e3 onpeaenenus: CXKII
no3a npenapara J[>xageHy He T0JDKHA MPEBHINIATh 7 MI/KT MaccChl Tela.

VY manueHToB, NOMyyaroluX Teparuio B 103¢ 0osiee 7 MI/KT Macchl Tela, PEKOMEHJOBAaHO CHUXKATh 103y
npemnapata Jxaneny no noctmxenus CXKII <7 mr Fe/r cyxoro BemiecTBa nmeueHu WM KOHIICHTPAITUN
dbepputuna <2000 MK/,

Ilpexkpawerue neuenus

Tepanus npenapatom J[xaneny momkaa ObITh okoHueHa npu noctmwxkeHun CXKII <3 mr Fe/r cyxoro
BEIIECTBA MEYCHN WK KoHLeHTpanuu ¢pepputrna <300 mkr/in. Het naHHBIX 0 BO30OHOBICHUH TepaNHH
y MalMEeHTOB C MOBTOPHBIM HAKOIUICHHEM KeJjle3a MOCie JTOCTHKEHUS yIOBIETBOPUTEIBLHOTO YPOBHS
COJIEpKaHUs JKeje3a B OpraHu3Me, B CBSI3U C UYeM MOBTOPHOE BO30OOHOBIICHUE TEPANUU HE MOXKET OBbIThH
PEKOMEH/I0BaHO.

Oco0ble rpyInsl MalueHTOB

Jluya noocunoco eo3pacma (> 65 nem)

Jlis manueHToB JaHHOM KaTeropuu He TpedyeTcs KOPPEeKIHH pexnMma jao3upoBaHus. [1ockonbky B
KJIMHUYECKUX HCCIIEIOBAaHUSAX Yy MAlMEHTOB B BO3pacTe >65 JIeT OTMEYalOCh MOBBILIEHHE YACTOTHI
HexenaTenbHbIX peakiuii (HP) mo cpaBHeHuIo ¢ manueHTaMu B BO3pacTe MeHee 65 JeT, y MalueHToB
JAHHOM KaTerOpHH CJIEAYeT MPOBOAUTH TIHIATENbHBIA KOHTPOJAhr HP u mpu HEoOX0IMMOCTH CHIKATH
1103y Mpernapara.

Hauuenmbz C NOYEYHOU HeOOCMAMmoO4YHOCHIbIO

D¢ddexTrl mpenaparta J>kageHy HE UCCIEIOBAIUCH y MAIMEHTOB C HApYHICHUSAMH (DYHKIIMU TOYEK,
MO3TOMY MPUMEHEHUE TIperapaTa IPOTHBOIIOKA3aHO Y MAIUESHTOB C pPACYCTHBIM KIIMPSCHCOM KpeaTHHUHA
ke 60 mi/MuH (cM. pazaenst 4.3 u 4.4).
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[Mpumenenne nedepazupokca y MAIMEHTOB C HApyIICHUEM (QYHKIUH IIE€YCHH OBbLIO H3yYeHO B
KIIMHUYCCKHUX HCCIICOO0BAHUAX. Y ManureHTOB C HAPYICHHUAMHA (bYHKI_II/II/I IICYCHU CpGI[HGfI CTCIICHU
(xmacc B mo knaccudukanun Yaitna-11s10) HavanbHast 103a J0KHA OBITH YMEHBIIICHA TPUOIU3UTEIIHHO
Ha 50%. IIpenapat He ciieyeT NMPUMEHATh Y MALMEHTOB C HAPYIICHUSAMH (DYHKIIMH MEUYEHHU TKEIIOH
crenenu (knacc C o knaccuduxarnuu Yana—I1s10).

KOHTpOHB (I)YHKI_II/II/I MEYCHU CJIICAYCT MPOBOAUTL NCPC] HAYAJIOM JICUCHUS, KaXKbIC 2 HCACIIN BO BPCM:L
TIEPBOTO MecsIla JICUYSHUS U Jajiee eKeMecsiaHo (cM. paznaen 4.4).

CTH

Jlnst merel U OJIPOCTKOB B BO3pacTe OT 2 70 17 JeT KOppeKIuu pexuMa J03UPOBaHUsS HE TpeOyeTcst
(cm. paszmen 4.2). PexoMmeHAyeTcst €XeMECSYHO KOHTPOJMPOBATh KOHLEHTpaluio (eppuTHHa B
CBIBOPOTKE KPOBH C LIEJIBIO OLIEHKH PEAKIIMY NAllMEeHTa Ha IPOBOJUMYIO TEPAIUIO U ISl MUHUMM3ALUN
pucka n30bITOuHON Xenauuu (cM. pasaen 4.4). Ilpu pacdere 103blI A MALMEHTOB 3TOW KaTErOpUHU
ClIeZlyeT YUUThIBaTh U3MEHEHUE MACChI TeJla C TCUEHUEM BPEMEHHU.

VY gereii B Bo3pacTe OT 2 10 5 JIeT ¢ meperpy3Koil Keae30M Mpu NepeTuBaHUN KPOBH SKCIIO3UIINS ObLIa
HIKE, YeM y B3pocibIX (cM. pasnen 5.2). [ToaroMy B TaHHON BO3pacCTHOM IPYyIIIe MOXKET MOTPEOOBATHCS
NIPpUMCHCHUC MIpCTiapara B 60.]'[66 BBICOKHUX N03aX, 4YE€M Yy B3POCJIbIX IMAIIUCHTOB. OI[HaKO Ha4dyaJIbHas J03a
JOJKHA OBITH TaKOM ke, KaK y B3POCIbIX, C TOCIEAYIOUUM HHANBUYyaTbHBIM TUTPOBAHUEM.

Xponuueckasn nempancghy3uoHHas nepezpy3Ka xHcene3om y nayueHmos ¢ maiaccemuel

VY nereit ¢ cuHApoMaMu TpaHCHY3MOHHO HE3aBHCHUMOW TallaCCEMHMH 1032 HE JOJDKHA IPEBBIIIATH
7 mr/kr. JIaHHO# KaTeropuu manueHToB HeoOxoauM Oosnee TmarenbHblid MOHUTOpUHT KOKIT 1 ypoBHS
dbeppuTHA B CBIBOPOTKE BO U30eXKaHWE YPE3MEPHOrO0 XeJaTUpoBaHWs (cM. pasumen 4.4).
B nomonHeHume K exeMmecsyHBIM OIGHKaM YpoBHS ¢epputnHa B cwiBopotke, KOKII cremyer
KOHTPOJIMPOBAaTh KaxJAble TPU Mecsla, €ClId YpOBeHb (eppuTHHA B CHIBOPOTKE COCTaBISET
< 800 MKr/11.

Jlemu om pootcoenus 0o 23 mecayes

bezomacHocTh 1 3¢ hekTHBHOCTH MpUMEHeHUs ipenapara /[>kaieHy y MaiyueHToB B BO3pAacTe B BO3PAcTe
Miajame 23 Mecs1eB He yCTaHOBJIEHA. J[aHHbIE OTCYTCTBYIOT.

Cnocob IIPUMCHCHUA

s npuema BHYTpBb.

Tabnerku npenapata J[)xazeHy, NOKPHIThIE TNIEHOYHONH 000JI0YKOH, CIelyeT MpOriaThiBaTh LETUKOM,
3anuBasi HEOOJIBIIUM KOJIMYECTBOM BOJBL. /ISl MallMeHTOB, KOTOPbIE HE MOTYT MPOTJIOTUTh TabJIETKy
LIEJIMKOM, PEKOMEHJIOBAaHO pa3ApoOUTh TaOJETKy M MOJTYYMBIIMMCS HMOPOIIKOM IOCHIIATh MSTKYIO
MUIIy, HAPUMEP, HOTYpT WiH sI0J04HBIN coyc (mope). [TomyunBIIMiicss MOPOIIOK ClieayeT MPUHSTH
IIOJIHOCTBIO U Cpa3y, HE NOJIBEPras XpaHEHUIO IS MTOCJIEAYOIIEro IPUMEHEHNUS.

[Ipenapar [[>xaneHy cineayeT mpuHHMAaTh BHYTPb | pa3 B CYTKM HATOLIAK WJIM C JIETKOW MHILEH,
MPEANOYTUTENHHO B OJTHO U TO ke BpeMs (cM. pazaen 4.5 u 5.2).

4.3. [IpoTnBONOKA3aHUSA

['MnepuyBCTBUTENILHOCT, K JeepasupoKcy WM K JIIOOOMYy U3 BCIIOMOTAaTelIbHBIX BEINECTB,
TIepEYHNCICHHBIX B pazzeine 6.1.
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Knupenc kpeatunnna (KK) <60 mu/mMuH unu koHIEHTpaius| KpearyHHAKHA B CHBOPOIKS KDOBII B! 2| 1
OoJiee pa3a BbIIIE BEPXHEH IPAHMIIBI BO3PACTHON HOPMHE: '

[TaneHTsl ¢ MUETOAMCIUIATUYECKUM CHHAPOMOM BBICOKOTO PHCKa WM JPYTUMHU TeMo01acTo3aMH U
HETeMAaTOJOrMYECKUMH 3JI0KAYECTBCHHBIMH HOBOOOPA30BAHUSAMH, y KOTOPBIX XeJaTOpHas Tepamnus
Oyzaet Mano3(dexkTuBHA BClIeACTBUE OBICTPOTrO MPOrPECCUPOBAHUS 3200ICBAHHS.

Hapymienns ¢pynknuu neuenu Tsoxenon crenenu (kinace C mo knaccudukanuu Yana—IIsto).
bepeMeHHOCTD U ITEpUOA IPYIHOTO BCKapMJIMBAHUS.

OpnHoBpeMEHHOE MPUMEHEHHE C APYTUMU KOMILJIEKCOOOPa3yIOIUMHU CPEICTBAMU, IPUMEHSEMBIMH IS

JICYCHHSI Ieperpy3KH xKene30oM (0e30macHOCTh KOMOMHUPOBAHHOW Tepanuy He YCTAaHOBJICHA, CM. Pa3Jiel
4.5).

4.4. Oco0ble yka3aHusi 1 MepbI MPeI0CTOPOKHOCTH NPH NPHUMEHEeHUH

[Tpu npuMeHeHnn TpenapaTa ciaeIyeT COOI0IaTh OCTOPOKHOCTE:

BO3pacT > 65 JeT; KOHIEHTpalusl KPeaTHHUHA CBIBOPOTKH KPOBHU BBIIIE BO3PACTHOM HOPMBI OCOOEHHO
IIPY HAIMYWH JOTOJTHUTEIBHBIX (PaKTOPOB PHCKA, TAKMX KaK OJJHOBPEMEHHOE MPUMEHEHHUE IIPETIapaToB,
CMOCOOHBIX BBI3BIBATh HApyIIEHUS (YHKIMM TOYEK, ACTHIpATalUsl WIA TKENIble HWH(EKINU;
HapynieHus QyHKIUY NeYeHH (IpUMEeHeHHe npenapara JKajeHy y ManueHTOB JaHHOW KaTeropuu He
U3YyY€HO), OIHOBPEMEHHOE NPUMEHEHHWE C AaHTUKOAryJIsHTaMH U JPYTHMU JIEKapCTBEHHBIMH
CpeAcTBaMH, 00J1a/Ial0IINMH YIIbLIEPOTEHHBIM JCHCTBHEM (HECTEPOUTHBIMHI IIPOTHBOBOCIIAIUTEIBHBIMU
npernapartami, TJIIOKOKOPTUKOCTepouaaMu, Oucdochonatamu Juiss NpuUeMa BHYTPH); CHIDKCHHE
KOJIMYecTBa TpoMbonuToB <50x10%/11.

Hapyiienne ¢dyHKIMY TTOYEK

Jleuenue nedepazupoKCOM MPOBOAMIOCH TOJIBKO Yy TMAalMEHTOB C KOHIEHTpaluedl KpeaTWHHWHA B
CBIBOPOTKE KPOBU B MPE/ENIax T'PaHUL] BO3PACTHONW HOPMBI.

B xozxe xnuHMYECKUX UccleoBaHUN TpUMEpHO y 36 % manneHToB HabII0JaI0Ch MOBBILICHHE YPOBHS
KpeaTHHUHA B CHIBOPOTKE KpoBU Ooisiee yeM Ha 33 % B AByX W Oojiee M3MEPEHUSX MOAPSA, UHOTAA
moKaszaTenu ObUTM BBINIE BEPXHErOo TNpezena HOpMBL. HaOmromaBmieecs MOBBIMIEHHE HOCHIIO
J0303aBUCUMBIN xapaktep. [IpuOnu3uTensHo y OBYX TpeTei MalMeHTOB, Y KOTOPBIX BBHISBISIIOCH
MOBBILLICHUE YPOBHS KpEaTMHHHA B CHIBOPOTKE, JAHHBINA MOKa3aTesb BO3BpAIAJICS HAa YPOBEHb HUXKE
33 % 0e3 KOpPpEeKTUPOBKU J03bl. Y OCTaBIICHCS TPETH KOHILIEHTpAlMs KpeaTWHUHA OCTaBajach
MOBBILIEHHON, HECMOTPS HAa YMEHbBILIEHUE J103bl WM IpPEeKpalleHre IpueMa npenapara. B HEKOTOpbIx
ClIy4asiX TMOCIe CHW)KEHHs [03bl HaONIOAanach TOJIBKO CTaOWIM3alMs ToKa3aTelleld KpeaTHHHHA B
ceiBOpoTKe. [Ipu mocnemyromeM MmocTperucTpanuoHHOM PUMEHEHNH Jedepasruporca coodImanocs o
CIy4asiX OCTpOH TMOuYeyHOW HemoctarouHocTH (cMm. paszzmen 4.8). B HeKoTopweIX —choydasx
MOCTPErUCTPALIMIOHHOTO MPUMEHEHUsT HapylleHue (QYHKIUM T[0YeK MPUBOJWIO K TMOYEUHOM
HEJ0CTaTOYHOCTHU, KOTOpasi TpeboBajia BpeMEHHOTO WM TTOCTOSIHHOTO JUAIn3a.

[TpuauHBI MOBHIICHUS YPOBHS KpeaTHHUHA B CHIBOPOTKE HE BBIACHEHBI. [103TOMYy 0Cc000€ BHUMaHUE
CJIEZIyeT yIeNATh MOHHTOPUHTY YpPOBHSI KPEaTWHHHA B CHIBOPOTKE y MAIMEHTOB, OIHOBPEMEHHO
MOJTYYAOIINX JICKAPCTBEHHBIC TPENaparhl, KOTOPbIE YTrHETAIOT (DYHKIUIO MOYCK, U y TAIMCHTOB,
KOTOPBIC TIOJYYalOT BBICOKHE 03Bl Jedepasupokca W/WIM peakue nepenuBanus (< 7 Mil/Kr/mecsil
IPUTPOLUTAPHON MACCHI WIIK < 2 eIUHUIY/MECSI I B3pOCibIX). HecMOTpst Ha TO, UTO B KIIMHHYECKUX
WCCIIEIOBAaHUAX TI0JIe YBEIMYEHHUS JO3bl JIEKAPCTBEHHOTO TMpemapara OKcumxkaa B Qopme
TUCTICPTUPYEMBIX Ta0neTok Oonee 30 MI/Kr HE HAOIIOAATIOCH YBEIMYCHUS YacTOTHI PAa3BUTHS



COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 15.04. 2026 Ne 7687
VCKITIOHITE (TIOBBIIQHHBIN-PHCK|PAsBHILIS | TakuX

Loaurslers

HEeXeJaTeNIbHbIX SBJICHUM CO CTOPOHBI TOYEK, HETh
SBJIEHUH NPU IPUMEHEHUU TaOJIETOK, MOKPHITHIX LT

0 TV T I

PexoMeHyeTcsl oLeHMBaTh YpOBEHb KpPEaTHHMHA B CHIBOPOTKE MEpE] HA4YaJIOM JIEUEHHUS JBYKPATHO.
YpoBeHb KpeaTHHHHA B CBIBOPOTKE, KIIUPEHC KpeaTuHHHA (o1ieHnBaeMblii 1o popmyie Kokpodra-I'onra
i 1o Gopmyne MDRD (Mmoaudukanus queTsl npu 3a00IeBaHUX MOYEK) Y B3POCIBIX U 110 GopMyIIe
[IBapna y nereit) u/unu ypoens mucraruia C B r1a3Me KpoBU JOJKHBI OTCIIEKUBATHCS MEPE] Ha4alloM
JIEYEHUs, pa3 B HEJENIO B IEPBBIM MecsAll NOCIE Hayala Tepalnuyd WIM KOPPEKLHMH 03Bl IpernapaTa
Jlxaneny u najnee pa3 B Mecsiil. [laniueHTsI ¢ paHee CylecTBYIOMIMMU NAaTOJIOTUSMU MOYEK U MAIUEHTHI,
MOJTyYaroIlle JIEKAPCTBEHHBIE Mpenaparhbl, KOTOPbIE MOAABISIOT (YHKIHIO IOYEK, MOTYT HMETb
OoibpIIMKA pUCK ocliokHEeHUH. Crenyer coONoAaTh OCTOPOXKHOCTh M IMOAJAEPKUBATH aJeKBAaTHYIO
TUIpaTalMio y NallMeHTOB, Y KOTOPBIX BO3HUKAET AUapes WK PBOTA.

[Ipu npumenenun nedepaszupokca B MOCTPETUCTPAMOHHOM NEpUOi€ ObLITN OMUCAHBI CITyYau Pa3BUTHL
MeTa0OIUYeCKOro amuao3a. B OONbIIMHCTBE CIy4yaeB COCTOSIHHE pa3BUBAJIOCh y TMAIMEHTOB C
HapyluieHueM (GYHKIUU TO0YeK, MUCHYHKIUEH MPOKCHUMAaIbHBIX MOYEUHBIX KaHalbIEB (CHHAPOM
@DaHKOHM) WU Juapeei, a TaKKe COCTOSHUSIMH, OCJIOKHEHHEM KOTOPBIX SIBIISIETCS HapyIICHUE
KHCIIOTHO-IIIeJIOYHOro OanaHca. Y TakuX MAUUMEHTOB MO KIWHUYECKUM [OKa3aHUSAM CIeayeT
KOHTPOJIMPOBATh KUCIIOTHO-IIeNIouHON Oamanc. [lpu pa3BuUTHM MeTabOIMYECKOrO anuao3a Cleayer
paccMOTpeTh BO3MOXHOCTh OTMEHBI TepaIuy MpenapaToM.

VY nanMeHToB, MNpHHUMAIOMMX Tnpenapat JlkaaeHy, B OCOOCGHHOCTH Yy JeTedl OTMEYauCh
MMOCTMAPKETUHTOBBIC CITydan TSKEIBIX POPM MOUCUHOM TyOysIonaTHH (Takue Kak CHHApoM DaHKOHU) 1
[o4YeyHas  HEJOCTaTOYHOCTb,  CBSI3aHHBIE C  M3MEHEHUSMH  CO3HAaHHA B  KOHTEKCTE
rUnepaMMOHEMHUYECKON  dHIeanonatui. PekoMeHayeTcs y4MThIBaTh TMIIEPAMMOHEMUYECKYIO
sHIe(aToONaTHIO M YPOBHM aMMHaKa, H3MepsieMble Yy TAalUEHTOB, y KOTOPBIX pPa3BUBAIOTCA
HeOoOBSICHUMBIE U3MEHEHHUS ICUXUYECKOTO CTaTyca, MpH JIeUeHUH npenapaToM JlxaaeHy.

Tabanna 3. KoppekTnpoBKa 103bl M IPHOCTAHOBKA JICYeHHUs P MOHUTOPUHIe QYHKIIUH MOYeK

YpoBeHb KpeaTHHUHA B KinupeHc kpeaTHHUHA
CHIBOPOTKE
Jlo Hayas1a Tepanuu JIBykpaTHo (2X) u Opnnoxkpatso (1x)
IIpumenenne <60 Mma/MuH
NPOTHBONOKA3AaHO
MonuTtopuHr
- [lepBb1i1 Mecs1 mocie Pa3 B Henemro " Pa3 B Henemo
Hayvasa JICUYCHUS WU
MoaupUKaIK 10361 (B u
TOM YHCJIC ITOCIIe
nepexo/ia maryeHTa Ha
JPYTYIO JICKAPCTBCHHYIO
dbopmy npenapara)
- B nmocaenyromem Pa3 B Mecs1n Pa3 B Mecs1x
YMeHblIIeHHE CYyTOYHOI 10361 HA 7 MI/KI/1eHb (B popMe TaOIeTOK, MOKPHITHIX MJICHOYHOM
000JIOUKOW), eciu credyrowue nokazamenu QYHKYuu novex Habao0amces Ha NPOmsI’CeHUU
08YX 8U3UMOB NOOPSLO U He MOo2Ym OblmMb 00BACHEHbI OpYUMU NPUYUHAMU
B3pocinblie nanyeHTsl > 33 % npeBblLIaeTCs u Cumxaetcst < HI'H*
CpenHui mokas3aTelb A0 (< 90 ma/MuH)
JICUCHUS
u/unu
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[TareHTHI AETCKOTO > BI'H*** s (NOC CHrRaerca BIFHSCTE 0021)
BO3pacra COOTBETCTBYIOIIETO (< 90 mn/mun)
BO3pacTa
IMocse cHUKEHUsI 103bl, IPHOCTAHOBKH JIeYEHHSI, €CJIN:
B3pocnbie manueHTs 1 Coxpansiercst > 33 % poime | w/minu | CHmxkaetcst < HITH*
IETH CpeIlHEero moka3aTens 10 (< 90 ma/MuH)
JICUCHHUS

*HI'H: HioKHSS TpaHUIIa HOPMBI
**BI'H: BepxHsisi paHHIIa HOPMBbI

Jleyenune MokeT OBITH HAYaTO BHOBL B 3aBUCHMOCTH OT HHIAWBUAYAJIbHBIX KIMHUYICCKHUX 00CTOSITENLCTB.

CnenyeT pacCMOTPETh BO3MOKHOCTb YMCHBIICHUS O3Bl IPCIiIapaTa W IMPEPbIBAHUA TCPAIIUU IIPU
BBISBJICHUH OTKJIIOHCHHUH OT HOPMBEI MOKa3aTeseH KaHaHLHCBOfI (bYHKIII/II/I MMOYEK W/WIIH 110 KIMHUYECKUM
ITIOKa3aHUAM:

- IpoTenHypus (IOKa3aTeNb CIEAYET ONPEAEISITh NIEPel HauajloM Teparuy U Jajiee eXKEMECIYHO);

- TJIIOKO3ypusl y MAIMEHTOB 0e3 caxapHoro 1uadera, CHIKEHUE COJCpKaHUs Kalus B CBIBOPOTKE KPOBH,
¢docharoB, MarHusT WK COJIe MOYEBOW KHCIOTHI, (ocdaTypus Wi aMUHOAIMIYpHUs (TIOKa3aTenn
cllelyeT KOHTPOJIUPOBATh [0 HEOOXOAUMOCTH).

O peHanpHOW TyOyJIOmaTHH B OCHOBHOM COOOIIANIOCH Y JETeH W TOJIPOCTKOB C OeTa-TalacCeMHUeH,
MoJTy4aBIuX npemnapar Jxaneny.

[TanmeHTOB cneayer HampaBuUTh K Hedposory, W paccMOTPETh HEOOXOIUMOCTh MPOBEACHHS
JIOTIOJTHUTEBHBIX TUAarHOCTUYECKUX HCCIEeIOBaHUI (Harpumep, OMOICUS TTOYeK), €ClId, HECMOTpPS Ha
CHIKEHME J03bI M IPEKPAILCHHE JICUCHUS, BOSHUKAIOT CICIYIOIINE SIBICHHUS:

®* YPOBCHBb Kp€aTUHNHA B CBIBOPOTKE OCTACTCA 3HAUYUTCIIbHO IMOBBIIICHHBIM U

* HaOIIOaeTCSl CTOMKOE OTKJIIOHEHHE KaKOTro-JIMOO JPYroro mokaszaTtess (GYHKIMH MOYeK (Hampumep,
npoTeuHypusi, cuHapoM DaHKOHM).

HaDVHICHI/Ie d)VHKIII/II/I IICYCHU

VY nmauueHTOB, NPUHUMABIINX Ae(epasupokc, HaOII0JaI0Ch MOBBIIIEHUE YPOBHS MapKepoB (QyHKIMH
rneyeHu. B mocTperncTpallMoOHHOM NEPUOJAE IPUMEHEHUs OTMEYAINCh Cllydau IIE€4EHOYHOU
HEI0CTaTOYHOCTH, HEKOTOpPble M3 HUX OBUIM C JIETaJbHBIM HCXOJOM. Y MAIMEeHTOB, MOJIyYaBIIUX
npenapar /kaneHy, B OCOOCHHOCTH Yy JETel MOTYT BO3HHKATh TsDKENble (OPMBI, CBSI3aHHBIE C
M3MCHEHUSIMA CO3HAaHHMS B KOHTEKCTE THIIEPAMMOHEMHUYECKOH »sHuedanonatuu. PekomeHayeTcs
YUUTHIBaTh TMUIIEPAMMOHEMHUYECKYIO FHIEPATIONaTHIO U U3MEPATh YPOBEHb aMMHUAaKa y MAIlMEHTOB, y
KOTOPBIX Pa3BUBAIOTCS HEOOBSICHHUMbIE NU3MEHEHHS MCHXHMYECKOTO CTaTyca MpH JICYEHHH TPEenapaToM
Jxaneny. Cnemyer mposiBIATE 0c000€ BHUMaHHE B OTHOLICHUH TOJICPKUBAHUS COOTBETCTBYIOIIETO
YPOBHS TUApATAllH y MAIMEHTOB, KOTOPHIE HUCTBITHIBAIOT MPOOIEMBI ¢ 00€3BOKMBAHHEM (TaKHe Kak
Iuapesi WM pBOTa), 0COOEHHO Yy aereil B ocTpod (aze Oone3HH. BonbmmHCTBO coOOmEHHH O
MEYCHOYHOW HEJOCTaTOYHOCTH KacaliCh NAalUeHTOB CO 3HAYUTEIBHBIMH  COITYyTCTBYIOIIUMH
MaToOJIOrusIMH, BKJIIOYAsd paHCC CYHICCTBOBABIIMC XPOHUYCCKHE 3a00JIEBaHUs TI€YEHHU (B TOM 4YHUCIIC
muppo3 U rematut C) W MOJMOPraHHy0 HenocTaToyHocTh. OpHako ponb aedepasupokca Kak
COITyTCTBYIOILIETO HJIH YCYTYOJISIoIero (hakTopa He MOXKET OBITh HCKITIOUEHa (cM. paszen 4.8).

PexomeHnyercss mpoBepsATh YpOBEHb TpaHCaMHUHA3, OmnupyOuHa u (ocdara3bl B ChIBOPOTKE Iepes
HayaJioM JICUEHHUs], KaXK]Ible 2 HeAeIu B MEpBBIA Mecsll JEUEHUsI U pa3 B Mecsll BIOCIeACTBUU. Ecaun

HMEET MECTO CTONKOE U mporpecCupyromce yBCJINYCHNUEC YPOBHS TpaHCAMUHA3 B ChIBOPOTKE, KOTOPOC
10
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HE MOXET OBbITb OOBACHEHO APYIMMHU IpPUYMHAMY, |CIEAyeT | [pRnOCTaHOBMEL, IPYY e HERNE] IpEiaphTa
Hxaneny. Korga npuunHa OTKJIOHEHUW B IOKa3 :
BO3BpAIlICHHs YKa3aHHBIX MOKa3zaTejel K HOPMaJIbHOMY YPOBHIO MOKHO PacCMaTpUBaTh OCTOPOKHOE
BO300HOBJICHHUE JICUCHHUS MPH 00JIee HU3KOM J103€ U MOCIIeAYIONIee MOCTENEHHOE YBEIINUEHUE 03I,

He pexomenayercst mpuMeHsATh npemnapar JkaneHy y MalnueHToB C TSHKEIbIM HapylleHHeM (QyHKIHH
neuenu (kmacc C no knaccuduxanuu Yaiina-I1sio0) (cm. pazaen 5.2).

Tabanna 4. Kpatkue pekoMeHIaMM 10 MOHUTOPHHTY 0€30IaCHOCTH

UccaenoBanue Yacrora

YpoBEHBb KpEaTUHUHA B CBIBOPOTKE JIBaxk/1pl 10 HAYasa TEpPanuu.

Pa3 B Heento B MepBBI MecAL] TEpAUU U B
MIEPBBII MECSL MTOCJIe U3MEHEHUS J103bI
(BKITIOUAS TIEPEX0]1 C OTHOM JICKapCTBEHHOMN

(bopMBI Ha IPYTYIO).
Pa3 B Mecs11 BnocieICTBUM.
KiupeHce kpeaTHHWHA W/WIH YPOBEHB [Tepen HavaioM Tepanum.
nucratuHa C B mia3me Pa3 B Hexento B epBeIil MECSI TEPANUU U B

TIEPBBII MECSI] TTOCJIE U3MEHEHUS JT03bI
(BKITIOYAs Mepexoj] ¢ OJHOM JIEKapCTBEHHOM

(bopMBI Ha IPYTYIO).
Pa3 B Mecs11 BIOCIIEICTBUM.
IIporennypus Ilepen Havamom Tepanuu.
Pa3 B Mecs11 BIOCIIEICTBUM.
Jpyrue Mapkepbl QyHKIIUN TOYEIHBIX [To Mmepe HEOOXOAMMOCTH.
KaHaJbLEB (TaKue KaK IITUKO3YpHs y JIULI, HEe
CTpaJarouMX A1abeToM, U HU3KUHM ypOBEHb
Kanus, ¢pocdara, MarHus WM ypaToB B
CBIBOPOTKE, (hocdaTypusi, aMUHOAITUTYPHSI)
YpoBeHb TpaHCaMHHa3, OUIMpyOuHa, Ilepen HavyanoM Tepanuy.
IeTI0YHOH (ocdaTaszsl Pa3 B 2 Hezenu B nepBbIi MecsLl TEPANUU.
Pa3 B Mecs11 BIOCIIEICTBUM.
UccnenoBanue cinyxa 1 OpraHoB 3peHUs [Tepen HavanoM Tepanuu.
Pa3 B rox BIOCIEICTBUM.
Macca tena, pocT ¥ IOJI0BOE Pa3BUTHE Ilepen Ha4anOM Tepanuy.
Pa3 B rox BIocneacTBUM y NEAUNATPUUECKUX
MAIMEHTOB.

Y  nmanmuMeHToB € MaJlOd  NPOTHO3UPYEMOW  TMPOJOJDKUTEIBHOCTBIO  KU3HM  (HAmpumep,
MUEJIOUCIUIACTUYECKIUE CHUHAPOMBI C BBICOKUM PHCKOM), OCOOCHHO KOTJa COITyTCTBYIOIUE
3a00JIeBaHHsA MOTYT IMOBBIIIATh PHUCK HEXENaTelIbHBIX SBJICHUM, monb3a JIkKaaeHy MOXKeT ObITh
OrpaHMuY€Ha, M PHUCK MOXET HpeBbllIaTh Noab3y. CienoBarenbHO, NpuMeHeHHe JlxaneHy He
PEKOMEH/I0BAHO Y TAKUX MAIlUEHTOB.

[Ipenapat crneayer Ha3HAYATH C OCTOPOKHOCTHIO TIOKHUIIBIM TMAIIMEHTaM B CBSI3H C BBICOKOM 4acTOTOM
HEXeJaTeIbHBIX PeaKInui (B YaCTHOCTH, JTUAPEH ).

Hannple 'y geredd ¢ TpaHC(Py3MOHHO HE3aBUCHUMOW TajacceMHeld BeCbMa OTrPaHUYCHHBIC
(cm. paznen 5.1). CnenoBarenbHO, TPH Tepanuu npenaparom [xaaeHy ciieyeT IpoBOAUTh TIATEIbHBINA

MOHUTOPHHT JJIS1 BBISIBJICHUSA HCXKCIIATCIIbHBIX peaKHI/Iﬁ H U1 OTCJIC)KMBAHUA KOHICHTPALIUHU KCJIC3a B
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OpraHusMe y neMaTpuyeckoii nomynsuuu. Kpome tpro, nepeipreren aey perapatom) kaneHy merei

C BBICOKOM CTETIEHbIO MEPETPY3KH JKEIE30M U TPAHCPy3HOHHO-HOIABHESHMOH-FaaeeenVHeH-BPa Ao KO H———-
MIOMHUTB, YTO MOCJIEICTBHS ATUTEIBHON Tepanuy TaKUX MallMeHTOB B HACTOSAIIEE BPEMSI HE U3BECTHBI.

HapymeHns co CTOPOHBI JKEIYI0YHO-KHUIIECYHOI0 TPAaKTa

VY manueHToB, BKIIIOYAs IETEH U MOAPOCTKOB, MOMyYaBIIUX AedepasupoKc, COOOIIAIOCh O TOSBICHUU
3B U KPOBOTEUEHHI B BEPXHHUX OTIE]aX >KEIyIOYHO-KUIIEYHOTO TPaKTa. Y HEKOTOPBIX MAllMEHTOB
HaO0JII01aTCh MHOKECTBEHHBIC s13BBI (CM. paznen 4.8). beutn cooOIeHnust 0 A3BaX, OCIOKHHUBIIUXCS
nepdopanmeil xemyI0uHO-KUIIEYHOro TpakTa. Takxke ObUIM COOOIIEHMSI O JETANbHBIX KEITYyAOYHO-
KHIIIEYHBIX KPOBOTECUCHUSX, OCOOCHHO Y MOXKUIIBIX MAIMEHTOB, Y KOTOPHIX OBUIM reMaTOJIOTUYECKUE
OHKOJIOTHYECKHE 3a00JIeBaHUS U/UITM HU3KOE COJIEPIKaHNE TPOMOOIIUTOB.

Bpauu v manueHThl J0JKHBI CIEIYET COXPaHATh 0COOYI0 HACTOPOKEHHOCTh B OTHOUICHUH MTPU3HAKOB
U CHMIITOMOB $I3B U KpPOBOTEUEHHIl B KEJIyJOYHO-KUIIEUHOM TPaKTe€ BO BpeMs Tepamnuu Mpenapatom
xaneny. B ciryyae pa3BuTHs S3Bbl WIM KPOBOTEUYEHUS JKEIIYIOYHO-KHUILEUYHOIO TPAKTa IIPUMEHECHUE
npenapata J[xaneHy cieayer NpeKpaTUTh U He3aMeUTUTENIbHO HayaTh JOMOIHUTEIbHOE 00CIe10BaHue
u nedenue. CremyeT C OCTOPOXKHOCTHIO Ha3HauaTh mpemapar JlkajgeHy mMalnueHTaMm, KOTOpPbIE
MMPUHUMAIOT BEIIECTBA, O0JIAAIONINE M3BECTHBIM YJIBIIEPOTCHHBIM IMOTEHIIMaaoM, Takue kak HIIBII
(HecTepouHbBIE TPOTHBOBOCHAIMTEIbHBIE IpPENapaTbl), KOPTUKOCTEPOMAbI WM IEpOpalIbHbIE
6ucdocdoHATE, aHTUKOATYIAHTHI, U MAIIUEHTaM C COjepKaHMeM TpombonutoB meHee 50 000/mm’
(50 x 10%/1) (cm. pasnen 4.5).

Hapymenus co cTopoHbI KOXKU

Bo Bpems nedenus npemnaparom J[kaqeHy MOXKET BOSHHMKATh KOXKHAs ChIllb. B OONBIIMHCTBE CiIy4aeB
CBIITb MPOXOJUT CHOHTaHHO. [Tociie BpeMEHHOIO MpephIBaHUS JICYCHHUE MOXET OBITh BO30OHOBIICHO
MOCIIe MICUE3HOBEHUS CHIMIU B 0OJiee HU3KOW J03€ C TMOCIEAYIONINM €€ MOCTETICHHBIM YBeTH4YeHnEeM. B
TSOKCNIBIX CIIyYasX BO30OHOBJICHUE JICUCHUS MOXET OBITh TPOBEACHO C KOPOTKHM IIEPHOJIOM
MPUMEHEHHS TepopalibHOW GopMbl cTeporn1oB. CooOIaNIoCh 0 Cephe3HBIX KOXKHBIX HEXeNIaTeIbHbBIX
peakmusax, Bkirodas cuHapoM CruBeHca-/[PKOHCOHA, TOKCHYECKHM SIUIECPMaNbHBIA HEKPOIH3 U
JICKapCTBEHHYIO peakluio ¢ 303uHodunueid u cuctemMubiMu cumnromamu (DRESS), kotopeie MoryT
6I)ITI) OITaCHBIMU JISI X)KU3HU UIIN OAXKE CMCpTCJII)HLIMI/I. HpI/I HOI[OBpeHI/II/I Ha paSBI/ITI/Ie KaKOfI-JIPI6O n3
yKa3aHHBIX COCTOSIHUM TpPUMEHEHHWE mpernapara JIKaJeHy cielyeT HEMEUICHHO MPEKpaTHTh U HE
MPUMEHSTH MOBTOPHO. [Ipy Ha3HAaYeHHWHM TpenapaTa MaUueHTHl JODKHBI OBITh TPOMH()OPMUPOBAHBI O
MPHU3HAKAX W CHUMITOMAaX TSDKEIBIX KOXKHBIX PEaKIMid M JOJKHBI HAXOAUTHCS TOJ TIIATSIEHBIM
HaAOJIIOICHUEM.

Peakuuu runepu4yBCTBUTEIHLHOCTH

[TomyuyeHs! cOOOUIEHUS O PAa3BUTHM PEAKIMHA THIIEPUYBCTBHTEIBHOCTH K JAedepasupokcy (BKIrOYast
aHa()WIAaKTHYECKHE PEaKIMM M aHTMOHEBPOTHYECKHH OTeK). B OoNbIIMHCTBE CilydaeB peakiuu
TUNEPYYBCTBUTEILHOCTH HAOJIOIIKCh B IIEPBBIE MECSIIBI JIEUEeHUs rpenapaToM (cM. paszzaen 4.8). [Ipu
Pa3BUTUH pEaKIMii THIIEPYYBCTBUTEIFHOCTH TSDKEIIOH CTETIEHH JICYEHHE ITPErapaToM ClieIyeT OTMEHUTD
Y TIPOBECTH COOTBETCTBYIOIIHME JieueOHbIe MeponpusaTus. He pekoMeHmyercss BO30OHOBIATH TEPAIUIO
npenapaTroM y MalMeHTOB JaHHOW KaTEerOpUH B CBSI3M C PHCKOM Pa3BHTHS aHA(DMIAKTUYECKOTO IIOKa
(cm. paznmen 4.3).

3pUTEAbLHBIC M CIYXOBEIC HAPYIIICHUS

CooOmanoch 0 HapylIEHHAX CO CTOPOHBI OPraHOB CilyXa (CHM)KEHHE CiIyXa) M OpPraHOB 3PEHMUS

(moMyTHeHMe XpycTaiuka; cM. pa3zaen 4.8). PekomeHayeTcst mpoBepsATh Y MALMEHTOB CIyX U 3peHHE

(BKJIIOYAs MCCleI0OBaHUE TJIA3HOTO HA) A0 Hayaa JICYEHHs U B JaJbHEHIIEM MPOBOIUTE PETYIISIPHbIE

oOciieoBaHus Kaxzable 12 mecsueB. Eciau Bo Bpems jeueHHs y MalMeHTa MOSIBJISIOTCS HapyLICHUs
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CllyXa WM 3PCHHs, MOXXHO PACCMOTPETh BO3MOXXH(CTh CHMKCGHIL |[1O3BK HPEIapaTa Ml BpeMEHHDTO

MIPEKpaIlEeHUs JICUCHUS. '

I'emMaTosiornyeckue paccTporcTBa

B nepuop noctperucTpaiiioHHbIX HAOMIOACHUM OBLIN MOJYYEeHbI COOOIICHUS O CIy4asX JEHKOIEeHUH,
TPOMOOLIUTOTICHUH WJIM TAHIIUTONICHUH (WJIK YCYyTyOJIEHUN YKa3aHHBIX 3a00JI€BAHUI) U OCIOKHEHHON
aHEeMUH y MAlMEHTOB, MPUHUMABIINX JAedepazupokc. B OONbIIMHCTBE CcayyaeB y MalUEeHTOB UMEIHChH
reMaToJI0rM4ecKie HapylIeHUs] B aHaMHE3€, KOTOpbIE YacTO COMNPOBOXKIAIMCH HEIOCTATOYHOCTHIO
KocTHOro Mo3ra. OJHaKo CIOCOOCTBYIOIIYIO HJIM YCYTYOJNSIONIYI0 pOJib JAHHOTO (akTopa HENb3s
uckiouath. [Ipy BO3HMKHOBEHMHM Yy MAaIeHTa HEOOBSICHUMOM ITUTONEHHUU CIEAYEeT PacCMOTPETh
BO3MOKHOCTb BPEMEHHOTI'O ITPEKPALICHUS JICUCHHUS.

Jpyrue daxkTopsl

PexomeHyeTcst poBelIeHHE €KEMECSIHOIO MOHUTOPHHTA YPOBHS (PeppUTHHA B CHIBOPOTKE KPOBH C
LCJIBbIO OLCHKHW OTBCTAa MallMCHTA Ha TCpalrui0 W HOpCAOTBpAIllCHUSA I/136I>ITO‘-IHOFO XCIIaTUPOBAHUA
(cMm. paznen 4.2). B mepuoip JieueHUs: BRICOKUMU JT03aMH M B TEX CUTYAIMSIX, KOTIa YPOBHH (heppUTHHA
B CBIBOPOTKE KPOBH OJIM3KM K IIEJIEBOMY JHMANa3oHy, PEKOMEHIYETCsS CHIDKEHHE J103bl Wi Oolee
TIIATEIbHBII MOHUTOPUHT (DYHKIIMU MOYEK W TEYCHH, a TaK)KE YPOBHS CHIBOPOTOYHOTO (eppHUTHHA.
Ecnmu ypoBeHb (epputuHa B CHIBOPOTKE KpOBH He mojpHumaercst Bbimie 500 MKr/n (y MamueHToB ¢
TpaHC(hY3HMOHHON Tmeperpy3koi >kenezoM) wiu Beime 300 Mir/m (y TAnUMEeHTOB C CHHIPOMAaMH
TpaHC)Y3MOHHO HE3aBUCHUMOW TallaCCEMUil), MOXHO PacCMOTPETh BO3MOXKHOCTh BPEMEHHOTO
MpeKpaIIeHus Teparuu.

Pe3ynbraThl HCcIeI0BaHUE YPOBHS KpeaTHHUHA, (DeppUTHHA U TPaHCAMHHA3 B CBIBOPOTKE HEOOXOIMMO
PErucTpUpOBaTh U MPOBOJINUTH PETYIISPHYIO OLIEHKY ISl BBISIBJICHUS TEHCHIUN.

B 1ByX KIMHHYECKHX HCCIIENIOBaHUAX Nedepa3upoKc HE OKa3all BIUSHUS HA POCT M TMOJOBOE Pa3BUTHE
JIeTEeH, MOTyJYaBIIUX JIeYeHUE B TeueHue a0 S5 et (cMm. paszaen 4.8). OgHako, B Ka4ecTBE 0OIIECH Mephl
MIPEIOCTOPOKHOCTU B JICUCHUH ACTEH C TPaHCPY3MOHHOUW MEPETPY3KH KEIe30M 10 Hadajaa Teparuud 1
3aTeM €XKEroJHO HEOOXOIUMO M3MEpSTh y JACTeH Maccy Tejla, POCT U OIEHUBAThH ITOJIOBOC PA3BUTHE
(kaxapie 12 mecsies).

JuchyHKIus cepana — M3BECTHOE OCIIOKHEHHE TSHKEIION CTETICHN MePerpy3KH Kele30M. Y TalueHTOB
C TSDKEJOW CTENEHBIO MEeperpy3Ku >KeJIe30M BO BpeMs UIUTENBHOTO JiedeHHUs mpemnapatoMm [[xameny
CJIETyeT KOHTPOJIMPOBATh CEPACUHYIO (PYHKIIHIO.

4.5. BzaumopneiictBue ¢ JAPYrUMH JIEKAPDCTBEHHbIMHM IpenaparaMM W JApyrue BH/bI
B3auUMOJIeHCTBUA

besonacHocTh jaedepasupokca B COYCTAHWU C JAPYTUMH XeJaTopaMHu JKejie3a HEe YCTaHOBIICHA.
CrnenoBarenbHO, €r0 MPUMEHEHHE HEIb3s COYeTaTh C JIPYTHMH IperapaTaMu s XeJaTHPOBAHUS
xenesa (cM. paznen 4.3).

BzauMmoaericTBue ¢ mumien

3HayeHuss Cmax Jedepazupokca B ¢Gopme TabJIeTOK, MOKPHITHIX IUIEHOUYHOW 000J0YKOM, ObuN
MOBBIIEHHBIMU (Ha 29%) TIpu €ro BBEACHUU BO BPEMsI IIpHeMa MTUIIIN C BEICOKAM COAEP)KaHUEM KHPOB.
[Mpenapar /laxxeneHy MOXKHO MPUHMMATh HATOIIAK MJIM BO BpeMs MpHeMa HeOOJBIIOro KOJINYecTBa
TIUIIH, JKEeJIATeTIFHO B OJTHO M TO e BpeMs CyTOK (cM. pasnensl 4.2 u 5.2).
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JIeKapCcTBEHHBIE CPEJICTBA, CIOCOOHBIE CHUKATL CHCFEMHYI0 3KETIO3HIMIY e dHasHporcd: T (103 1)

Metabomm3m nedepazupokca 3aBUCUT OT (epmeHTOB Y J[D-rimokypoHuaTpaHchepasbl (ypHIUH-S-
mudocdaT-riokypoHuITpancdepasa). B xoxe uccienoBaHus ¢ ydacTUEM 370POBBIX JOOPOBOJIBLIEB
OJIHOBPEMEHHOE NpuMeHeHue nedepasupokca (ogHokpaTHas 103a 30 Mr/kr B popMe aucreprupyeMbIx
TabJETOK) U MOLIHOrO HHAYyKTOpa Y JD-rimokypoHunTpancdepasbl pudaMnuiuHa (MHOTOKpAaTHBIC
10361 600 MI/1eHb) IPUBENIO K CHUYKEHHUIO CUCTEMHOM 6uoaoctynHocTH nedepasupokca Ha 44 % (90%
J: 37 % — 51 %). B cBA3M ¢ 3TUM cONyTCTBYIOLIas Tepamusi MOLIHBIMU MHAYyKTOpamu Y JID-
DIIOKypoHHITpaHcdepasbl  (Hampumep,  pudaMImuiuHOM,  KapOamazenmuHoM,  (EHUTOMHOM,
(eHobapbuTanIOM, pUTOHABUPOM) MOXKET IPUBECTH K CHHKEHHUIO 3P PeKTUBHOCTH npenapaTa JxaneHy.
Bo Bpems u mocrie mpuema ykazaHHBIX KOMOWHAIUM MpernapaTtoB y MalMEHTOB HEOOXOAMMO BECTH
MOHUTOPHUHT YpOBHS (pEppUTHHA B CHIBOPOTKE KPOBU U, IPU HEOOXOIMMOCTH, KOPPEKTUPOBATH 103y
npemnapara J[>xaneny.

XoJleCTUpaMHUH 3HAYHUTEIHHO CHIDKAN SKCIO3MIMIO JAedepasupokca B HCCICIOBAHUU MEXaHH3Ma
JIEHCTBHUS 110 OTIPEICTICHUIO SHTEPOTENaTUIECKON PEIUPKYIIAIHH (CM. pa3aen 5.2).

B3aHMOHeI>'ICTBPIe C MUAA30JIaMOM U APYI'UMHU JCKAPCTBCHHBIMHU CPCACTBAMU MeTaGOHI/I?)I/IDVIOHJI/IMI/IC}I
¢ yyactueM m3odepmenta CYP3A4

B xome wucciemoBaHuWs ¢ ydYacTHEM 3OPOBBIX JOOPOBOJBIEB OJHOBPEMEHHOE MPUMEHEHUE
nedepasupokca B ¢GopMe IUCIEPTHPYEMBbIX TaOJIETOK M MHuAa3zonama (cyocTparoM u3odepMmeHTa
CYP3A4) npuBoauio K CHIDKEHUIO CHCTEMHOM OuomocTymHocTr munazoinama Ha 17% (90 % AU: 8 %
—26 %). B knmunndeckoi npakTuke 3ToT 3¢ deKT MoxkeT ObITh OoJiee BhIpaKeHHBIM. TakuM 00pazom, B
CBSI3M C BO3MOXKHOCTBIO CHIDKEHUSI dPPEKTUBHOCTH CIEIYET C OCTOPOKHOCTHIO PUMEHSATH Tperapar
JlkaneHy BMecCTe ¢ mpernapaTaMy, MeTaOonm3upyromuMmucs ¢ ydactueM wu3odpepmenta CYP3A4
(HampuMep, UUKIOCTIOPUHOM, CHMBACTaTWUHOM, TOPMOHAIBHBIMH KOHTPAIEITUBAMH, OCTIPUIMIIOM,
PrOTaMHUHOM).

B3aHMOHeI>'ICTBHe C penarJJuHnuaIoM U IpyrumMu JICKApCTBCHHBIMHU CPCACTBAMM, MeTaGOHI/I?)I/IDVIOHJI/IMI/ICSI
¢ yuactueM uzobhepmenta CYP2CS

B xome wuccnenoBaHHMs € y4acTHEM 3JI0pOBBIX JOOpPOBOJIBLEB OJHOBPEMEHHOE MPHUMEHEHHE
nedepasupokca B kadecTBe ymepennoro uaruouropa CYP2CS8 (B mo3e 30 mMr/kr exenHeBHO, B popme
JMCTIeprupyeMbIXx TalneTok) W pemnariumHuaa, cyocrpara CYP2CS, B oaHokpatHoil moze 0,5 wmr
ormeuaniock yBenuueHrne AUC u Cmax penarnunuga npumepso B 2,3 paza (90% AU [2,03-2,63]) u 1,6
paza (90 % AN [1,42-1,84]) coorBercTBeHHO. [lockonbky B3aumojeiicTBue nedepasupokca c
penarauHuaoM B ao3e Bbie 0,5 Mr He u3ydeHo, cieayeT M30eraTtb OJHOBPEMEHHOTO NMPUMEHEHUS
nedepasupokca ¢ penarauHuIoM. [Ipu HeoOX0AMMOCTH OJJHOBPEMEHHOTO PUMEHEeHHUs Aedepasuporca
C penarjauHUIOM CJIeAyeT TIIATEIbHO KOHTPOJIHUPOBATh KOHIIEHTPAIMIO IIFOKO3bI B KPOBU (CM. pa3nien
4.4). Henb3s UCKIIIOYATh BO3MOXKHOCTD JIEKAPCTBEHHOTO B3aUMOCHCTBUS Aedepa3supokca ¢ APYyTrUMH
cybcrpatamu nzodepmenta CYP2C8, nanmpumep, makiaIuTakceIoMm.

BsauMoneiictue ¢ TeoOOWIIMHOM U IPYTUMHU JIEKAPCTBEHHBIMU CPEICTBAMU, META0OIU3UPYIOLLIUMUCS
¢ yuactueM uzobhepmenta CYP1A2

B xoze nccrnenoBanus ¢ yuacTHeM 3J0POBBIX JOOPOBOJIBLIEB OJTHOBPEMEHHBIN IpueM aedepa3rupokca B
kayectBe mHTHOMTOpa CYP1A2 (MHOTOKpaTtHBIe 103b1 30 MI/Kr/IeHbP B (popMe IHCTIeprUpyeMbIX
tabnerok) u cyoctpata CYP1A2 Teodunnuna (ogHokpaTHas go3a 120 Mr) npuBOAWI K MOBBILICHUIO
3HadeHn AUC u Cmax Teopmmmuaa Ha 84 % (90 % AU: ot 73 no 95 %). OnHOBpEMEHHBIH MpHeM
yKa3aHHBIX IIPENapaToB HE IMOBIMAI Ha 3Ha4eHUE Cmax OJHOKPATHOHM JO3bI, OJHAKO OXKUAAETCS, YTO
3HaueHue Cmax T€O(QUIIMHA MOBBICUTCS IPX MHOTOKPAaTHOM BBeleHUHU TeopuiuinHa. CrenoBaTenbHo,
OJTHOBPEMEHHOE IpUMEHEeHHE ieepa3upokca U TeopuuinHa He pekoMeHayercs. [1pu oqHoBpeMeHHOM
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npueme JAedepasupokca U TeohWUIMHA HEOOXQIUMO NPOBOAMES[ | MOHUTOPHHI| (KOHLCHIpAN NN
TeOQWIIMHA U PACCMOTPETh BO3MOXKHOCTH CHH ;
BO3MOKHOCTh JIGKAPCTBEHHOT'O B3aUMOCHUCTBUS MEXIY Ne(depasupoKCcoM H ,Z[pyrI/IMI/I cyOcTtparamu
CYPIA2. B oTHOmeHHWH BEIIECTB, KOTOpBIC MNpenMmylnecTBeHHO MeTradonusupyorcs CYP1A2 u
KOTOpPbIE UMEIOT Y3KUW TepaneBTUUECKUI 1Uana3oH (HanpuMep, KJI03anuH, TA3aHUIUH ), TPUMEHSIOTCS
T€ K€ PEKOMEH/IalliH, YTO U B OTHOIICHUU TEOPUIIMHA.

Jlpyrue B3auMOJIeNCTBUA

OpHoBpeMeHHOE TMpUMEHEHHe JAedepa3supokca W aHTAUUAOB, COAEpXKAIIUX aJTIOMUHHM, He
uccienoBaiock. HecMoTps Ha To, 4T0 nedepasupokc uMeeT 0ojiee HU3KOE CPOJICTBO K AIFOMHHUIO, YEM
K JKele3y, He PEeKOMEHJIyeTcs MpUHUMAaTh TabyeTku nedepazupokca OJHOBPEMEHHO C aHTAIMJIHBIMU
npenapaTamu, CoJep KallluMH aTFOMUHUH.

OpHoBpeMeHHOE TNpUMeHeHue Jedepasupokca C BELIECTBAaMHU, KOTOpble 00JaJai0T U3BECTHBIM
yIbIEpOreHHbIM JeiicTBreM, Takumu kak HIIBIT (Bkitouast aneTuicaiuiinioBy0 KUCIOTY B BBICOKUX
1103aX), KOPTUKOCTEPOUIbI Wil OrchochoHAThI A TPUEMa BHYTPb MOTYT YBEJIIMUUTh PUCK Pa3BUTHUS
HexenaTenbHbIx siBlieHUM co cTopoHbl JKKT (cMm. pazgen 4.4). OnHOBpEeMEHHOE MPUMEHEHHE
nedepasupokca U aHTHUKOATyJIIHTOB TaKKe MOXET MOBBICUTH PUCK Pa3BUTHUS KEIYyAOYHO-KUIIEYHOTO
kpoBoTeueHus. [Ipu HazHaueHnn nedepasupokca B KOMOWHAIIMU C JAHHBIMHU BEIIECTBAMH TpPeOyeTCs
BECTH TILATEIbHBI MOHUTOPUHT YKa3aHHBIX HEXEJIaTeIbHbIX SBJICHUH.

CoBmecTHOE mpuMeHeHHe naedepasupokca u Oycynb(aHa MPUBOAUT K YBEIHMUEHHIO CHCTEMHOU
ouonoctynmHoctu Oycynbdana (AUC), HO MexaHW3M HX B3aUMOJCHCTBUSA OCTaeTcs HeEsICHBIM. [lo
BO3MOKHOCTH CIIEyeT TpOBEeCTH OLeHKY ¢apmakokuHeTuku (AUC, xnmpeHc) NpoOHOM 03Bl
Oycynb(haHa, YTOOBI MOXKHO OBIIIO CKOPPEKTUPOBATH 103Y.

4.6. DepTWIBHOCTD, 0€PEMEHHOCTb H JIAKTALUS

bepemeHHOCTh

KnuHuyeckux JaHHBIX 1O TNpPHUMEHEHHIO Jaedepa3supokca BO BpeMs OCpEeMEHHOCTH  HeT.
B noxnuHMYECKHX HMCCIEI0BAaHUSAX HA JKMBOTHBIX MOKa3aHa HEKOTOpas pernpoyKTHBHAs TOKCUYHOCTh
npernapara B J103aX, TOKCUYHBIX JUIsl MATepUHCKOTO opranusma (cM. paszaen 5.3). [loTeHuuanbHblil puck
JUIsl 4E€JI0BEKA HEU3BECTEH.

B kadecTBe Mepbl MpPEIOCTOPOKHOCTH HE PEKOMEHIyeTcsl MNpUMeHSATh JIKajeHy BO BpeMms
OepeMeHHOCTH, 33 UCKIIOYEHUEM CITydyaeB KpaiiHel HeoOX0JUMOCTH.

JlxkaneHy MOXXeT CHWXaTh 3((EKTUBHOCTh TOPMOHANBHBIX KOHTPALENTHBOB (CM. paszzaen 4.5).
XKenmunaMm JIETOPOJHOrO MOTEHIHMAla PEKOMEHJYETCS IMPUMEHSTh JONOJHHUTENIbHbIE WU
aJIbTepHATHBHbBIE HETOPMOHAJIbHBIE METO/1bl KOHTPALENIIUU BO BpeMs IIpUeMa Mpenapara.

JlakTarnms

B noxnmHuYecKuX UCCIeTOBAaHUAX Ha )KUBOTHBIX I[e(bepEBI/IPOKC 6LICTpO H B 3HAYUTCIIbHOM KOJIMYCCTBEC
IIPOHUKAJI B MOJIOKO JIAKTUPYIOIIHX KWBOTHBIX. Bansaus npemnapara Ha NOTOMCTBO HC OTMEYAJIOCh.
HeI/ISBeCTHO, ITPOHUKACT JIN z[e(bepa:mpoxc B I'pyaAHOC MOJIOKO Yy YCJIOBCKA. >K6HIJ_[I/IHaM, MOoJIy4aronum
JICYCHUC IIpCIIapaToM I[)K&I[CHY, Mpoao0JIKaTb rpyAHOC BCKapMJIMBAHWEC HC pCKOMCHAOBAHO.

DepTIbHOCTD

Jist royielt HUKaKuX JaHHBIX O (PePTHIIBHOCTH HET. Y )KMBOTHBIX HUKAKHX HEXKEIATEIbHBIX dPPEKTOB
Ha (epTUIBFHOCTH CaMIIOB MJIM CAMOK MOKa3aHo He ObL1o (cM. pazzaen 5.3).
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4.7.Biussaue Ha CHOCOOHOCTL YNPABJIATH TPAHCHOPAHEBIMMA [ CPEACEBAME, i ) (PA0OTATE] | ¢

MeXaHu3MaMu '

Bnusaue mnpenapata JIxageHy Ha CIOCOOHOCTh YHPABIATH TPAHCIOPTHBIMU CpPEACTBAMHU U
MeXaHu3MaMH He Hu3ydanocb. llpu mosABIEHMM TaKOro HEYacTOro IOOOYHOIO SBJIEHHUS, Kak
TOJIOBOKPY>KEHHUE, AIIMEHTaM CJIelyeT COOJII0JaTh OCTOPOKHOCTb.

4.8. He:xes1aTeJIbHbIE peaKkIuu

Pesrome mpoduisg 6e3onacHOCTH

VY manueHToB ¢ XPOHMYECKOW MOCTTpaHC(Y3MOHHON Meperpy3koil xene3om Haubosee yacteie HP, o
KOTOPBIX COOOIIANIOCh MPHU JUIUTENILHON Tepanuu AedepasupoKkcoM B BUJIE JUCIIEPTUPYEMBIX TaOJIETOK
y B3pOCIBbIX U JIeTel, BKIIOUatoT B ceost: HapymeHust co ctoponbl JKKT (rmaBHeIM 00pa3oM, TOIIHOTA,
pBOTa, qrapesi, 60JIb B )KUBOTE) U ACPMATOIOTHUECKHE HApYIIeHUs (KOXKHas ChInb). [lnapest oTMevanach
yamie y AeTed B Bo3pacTe OT 2 110 S JIET ¥ Y HOKWIIBIX JIIOACH. DTH PEAKIIUH ABJISIOTCS 10303aBUCUMBIMH,
B OCHOBHOM CJIa00 WJIM YMEPEHHO BBIPAKCHHBIMH, HMEIOT TPAH3UTOPHBIN XapakTep U B OOJIBIIMHCTBE
CIIy4aeB pa3peliaoTcs CaMOCTOSATENbHO Aa)Ke TPU MPOJAOHKEHUN JICUEHUSI.

Bo BpeMs KIMHMUYECKHMX MHCCIIEIOBAaHUI 0303aBUCHUMOE YBEIMYEHHE KOHILIEHTpAallMM KpeaTMHHHA B
CBIBOPOTKE KPOBU BO3HHMKAJIO MPHUOIM3UTENBbHO y 36 % mManueHToB, XOTs y OOJbUIMHCTBA JAHHBII
MI0Ka3aTeab OCTaBaJICAd B Ipefesnax HOpMbl. CHMKEHUE CPEOHEr0 3HAUEHUs KIMpPEHCa KpeaTHHUHA
HaO0II0JAI0Ch KaK y JETEH, TaK M Y B3POCIBIX MAIMEHTOB ¢ OeTa-TalacCeMHUEH 1 TIEpEerpy3KOH KeIe30M
B TNEPBBIN T'OJ] JICYCHHUS, HO €CTh JJAHHbIC, YTO OH HE CHIKAJICS eIle OOJbIle B IMOCIEIAYIOUIHE TOJIbI
nedenus. CooOlIanock O TMOBBIIMIEHUH YPOBHS TpaHCaMUHa3 IeuyeHu. Pexkomenayercss cobioaaTh
rpaduK MOHUTOPHUHIA OE30MAaCHOCTH B OTHOLIECHHM MOKa3aTeie (yHKIMH MOYeK M meueHu. Peaxo
BO3HUKAIOT HAapyLIEeHUs ciiyXxa (CHI)KEHHE CcllyXa) M OTKJIOHEHHS CO CTOpPOHBI OpraHa 3peHHs
(mOMyTHEHHE XpyCTalMKa), U pEKOMEHAYETCSl IPOBOAUTH €KETOJHOE MCCIEA0BAHNE JTAHHBIX CUCTEM
(cm. paznen 4.4).

B cBsi3u ¢ ucnonb3oBanneM mnpemnapara J[>xaaeHy cooOmanoch TakKe O pa3BUTHH CEPbE3HBIX KOXKHBIX
HEXeJaTeNbHBIX peakiuii, BKiItovas cuHapoMm CtuBeHca—/[’KOHCOHA, TOKCUYECKUN STMHIePMaTbHBIN
HEKpOIIM3 M JIEKapCTBEHHAs pEeaKIMs, COMPOBOXKIAOMIASACS HO3MHODUIUEH UM CHCTEeMHBIMHU
nposisineHusiMu (DRESS) (cm. paznen 4.4).

PesromMe HekenaTeabHBIX peaKkIui

Jnst oueHku dYacTtoThl BcTpeuaemoctd HP  wucmonbs3oBanbl criepyromue Kputepuu  (COrjacHO
knaccupukanuu BO3 (BcemupHoit opranuszanuu 31paBoOXpaHeHus)):

oueHb vacto (>1/10);

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

Hevacto (>1/1 000, HO <1/100);

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

oueHsb peako (<1/10 000);

4acTOTa HEM3BECTHA (HA OCHOBAHUHU MMEIOLIUXCS ITaHHBIX OLICHUTh HEBO3MOJKHO).

B npenenax xaxnoi udacrotHou kareropum HP pacnpenenensl B mopsake yMEHBIICHHs 4YaCTOTHI
BCTPEYAEMOCTH.
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L L i

HapyumeHnust co CTOpOHbI KPOBH U JIMM(PATHYECKOU CHCTEMbI

[Manuuronenus', TpoMGorMTONEH s, yeyryOaenue
aHemun', HeHTponeHus'

HapymeHusi co cTOPOHBI HMMYHHOI CHCTEMBI

Peakuuy rumepuyBCTBUTEIBHOCTH (BKIIIOUAS
aHa(UIaKTUIECKHE PEAKLIME U AHTHOHEBPOTHYECKHI OTeK)!
Hapymenus MeTaGo/1M3Ma ¥ IHTAHAS

YacTtoTa HEU3BECTHA:

Yacro:

YacToTa HEU3BECTHA: Merabosrueckuii anumo3’
Icnxuyeckne HapyLIeHU S

Heuacro: TpeBora, HapylIeHUsI CHA
HapyumieHnust co CTOpOHbI HEPBHOM CHCTEMBbI

Yacro: ["onoBHas 6071b

Heuacro: l'onoBokpy:xeHue
Hapyumiennsi co CTOpOHBI OPraHa 3peHus

Heuacro: Karapakra, makynonatus
Penko: Hespur 3purensHoOro Hepsa
Hapyuiennsi co cTOPpOHBI OpraHa cjiyxa v JaOupHuHTA
Heuacro: I'myxora

HapyuieHust co CTOPOHBI ABIXATEJIbHOM CHCTEMbl, OPraHOB IPYIHOM KJIETKH U
CpenoCTeHus!
Heuacro: boub B ropranu
HapyumieHus co CTOPOHBI HKeJTYA0YHO-KHIIEYHOI0 TPAKTA

Juapest, 3amop, pBoTa, TOIHOTA, 00JIb B )KUBOTE, B3IyTHE
Yacro: ’)KMBOTA, IUCIICIICHUS

)KGJ'IYI[O‘IHO-KI/ILHGLIHBIG KpPOBOTCUYCHH, AA3Ba KCITyIKa
Heuacro: (BKJIFOYAsi MHOYKECTBEHHBIC SI3BBI), S3Ba
JBEHAILATUIIEPCTHON KUIIKH, TACTPUT

Penxo: 330¢arut

YacToTa HEHU3BECTHA:! T[epdopaiys xKemyI0UHO-KUIIEUHOTO TPaKTa', oCTphIit
naHKpeaTurt'

HapyumieHnnsi co CTOPOHBI EYEHH U KeJTYEeBbIBOIAIIMX Iy Tel

Yacro: [ToBbIIeHUE YPOBHS TpaHCAMUHA3

Heuacro: I'enatut, xonenutnas

YacToTa HEM3BeCTHA! I[TeueHOUHAs HEOCTATOYHOCTS !

Hapymeﬂnﬂ CO CTOPOHBI KOKH U IOAKOKHBIX TKaHeHl

Yacro: Celtb, 3y

Heuacro: Hapymenue nurmenranuu

Penxo: JlekapcTBEHHas CBIIb C S03MHOGMINEI U CUCTEMHBIMU
nposineHussMu (DRESS-cunnpom)

YacroTa HEU3BECTHA: Cunzpom CtuBeHca-JIKoHcOHa!, TEHKOIMTOKIACTHIECKHIA

BacKyJIHT', kpanuBHUIA', MyIbTH(OpPMHAs SpuTema’,
asnornenus', TOKCHIECKUH SHIepMaIbHbIH HeKpoaus'!
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HapyuieHnnsi o CTOPOHBI OYEK U MO4€BblBO/Is IRy Teit

Ouenb gacTo: [oBbIIeHNE KpeaTHHUHA B KPOBH

Yacro: [Iporennypust

Heuacro: HapymieHust co cTOpoHBI MOYEYHBIX KaHAIIBIIEB
(mpuoOpeTeHHbIi cuHapoM DaHKOHU), TITUKO3YpHs

YacToTa HEU3BECTHA! OcTpast oYeyHasi HeJOCTaTOYHOCTD !,

TyOyJIOMHTEPCTHIMANBHBIA HEQPHUT', MOUEUHOKAMEHHAS
0oJe3Hb !, HEKPO3 MOYEUHBIX KAHANIBIEB'

OO0mme HapylIeHUs] H peaKliu B MecTe BBeeHH s
[loBeILIEHNE TEMIIEPATYPBI TEJNA, OTEK, OLLYIIEHNE
yCTaOCTU

Heuacro:

! HexenarensHble peaKIuy, OMMCHIBAEMBIE BO BPeMs MOCTPETHCTPAOHHOTO NpUMeHeHus. MudopMamus o Hux
IMOJIy4Y€Ha U3 CIIOHTAHHBIX COO6H1€HI/II71, IJId KOTOPBIX HE BCETAa BO3MOXKHO HAJACKHO ONPCACIIUTL YaCTOTY WJIN
MIPUYUHHO-CJICJCTBCHHYIO CBSI3b C BIIMSHUEM JICKAPCTBEHHOTO Mpernapara.

2 OtMeuanuch TsKeNble (OPMBI, CBS3AHHBIE C M3MEHEHHAMM CO3HAHMS B KOHTEKCTE THMIIEPAMMOHEMHYECKOM
sHIe(amomaTum.

Onucanue OTIeILHBIX HeXKEIATEIbHBIX PEAKIINN

OO0 o0pa3zoBaHMM >KEITYHBIX KaMHEW M CBSI3aHHBIX OMJIMAPHBIX paccTpoMCTBax coodmanoch y 2 %
nanueHToB. O MOBBIIMIEHUH YPOBHS TPaHCAaMHMHA3 MEYEHHM COOOIIANIOCh B KAayeCTBE HEKENATEIbHOU
peakiu y 2 % mnauueHToB. [loBbilenue ypoBHs TpaHcamuHa3 Ooniee yeM B 10 pa3 Bblle BepxHei
TpaHUIBl HOPMBI, KOTOPOE CBUIETEIHCTBOBAJIO O renarure, 0110 HewacTsiM (0,3 %). B Teuenue nepuoaa
MOCTPETUCTPALIMOHHOTO MPUMEHEHHs Jieepa3supoKkca cooOIIaIoch 0 MeYeHOYHON HEJIO0CTaTOYHOCTH,
HWHOT/Ia CO CMEpPTEIbHBIM HUCX0A0M (cM. pasnen 4.4). B TedeHwe mepuoma MOCTPETUCTPAITMOHHOTO
HaOIOACHNST OBUIM TMOJIyYeHBI COOOLICHHUSA O ClIydasX MeTaboNMYecKoro amuao3a. Y OOJbIIMHCTBA
TaKUX MAalUMEHTOB HaOII0Aanach MOYEYHas HEJOCTAaTOYHOCTh, IOouYedHas TyOysonaTus (CHHAPOM
DaHKOHM), TMapest WK COCTOSIHUS, TPU KOTOPBIX KUCIIOTHO-IIIEIOUYHON TUCOATaHC SBISIETCS U3BECTHBIM
ociioxHeHueM (cM. pazaen 4.4). Ciydau cepbe3HOTO OCTPOTO MaHKpeaTUTa HaOJIIOAAIMCh Y TTAlIMEHTOB
0e3 moATBEepKICHHBIX 3a00JIeBaHUH KeTYHOTOo My3bIps. Kak 1 B cilydae mpuMeHEeHHs IPYTHX XeJIaTOPOB
’KeJe3a, CHIKEHUE CllyXa M IOMYyTHEHUE XPYCTaluKa (paHHAs CTalus KaTapaKThl) HAOIIOJAINCH PEAKO
y MAIMeHToB, IPUHUMABIINX Aedepazupokc (cM. pazaen 4.4).

KnupeHc kpeaTUHUHA IIpH HOCTTDaHCd)VSI/IOHHOfI NEPErpy3Ke XKEJIC30M

B perpocniektBHOM Mera-aHanmu3ze 2102  B3pociaelx M AeTedl ¢ Oera-tajacceMuend ¢
MOCTTPaHC(Y3MOHHOH TIEperpy3Koi JKeIe30M, MOTydaBInX Aedepasupokc B GopMe TUCTIEPTHPYEMBIX
TabJIETOK, B JBYX PaHIOMU3HPOBAHHBIX U YETHIPEX OTKPBITHIX HCCIEAOBAHUAX MPOIOJIKUTEIBLHOCTHIO
710 TISITH JIET HAOJTI01aJIOCh CpeIHEe CHUKEHHE KITMpeHca kpeatnauHa Ha 13,2 % y B3pocinbix (95 % JU:
ot -14,4 % no -12,1 %; n=935) 1 9,9 % (95 % AU: ot -11,1 % no -8,6 %; n=1142) y nereii B TeueHue
mepBoro roaa yeueHus. Y 250 manueHToB, 32 KOTOPBIMH BEJIOCh HAOIIOJCHHIE B TEUCHHE 0 IMATH JIET,
JaJIbHEUIIIETO CHIKEHUS CPETHETO MOoKa3aTelsl KIIMpeHca KpeaTHHUHA He HaOJIi0Jaioch.

Kinangeckne McciaeIoBaHus Y NAIMCHTOB ¢ CMHJIPOMAaMU TDaHCd)VSI/IOHHO HE3aBHCHMMOM TaJIaCCEMHH

B wuccnenoBaHMM TPOMOJDKHUTENBHOCTBIO 1 TOJ Y MAlMEHTOB C CHHAPOMAMH TpaHC(HY3UOHHO
HE3aBHCHMOM  TajacCeMHM W  Teperpy3koid ikene3oM (pacTBOpuUMble TaOJIeTKH B J103€
10 MI/Kr/CyTKH) CaMBIMU paclipoCTpaHEHHBIMH HEXXeIaTeIbHBIMU SBJICHUSAMH, CBA3aHHBIMU C IPUEMOM
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ucciexyemoro npenapata, Oemu auapes (9,1 %), eoib (9,11%6) 1) rousoral (7)31.%4)- AAHoManEHbIe

3HAYEHMS YPOBHS KPECATUHHMHA B CHIBOPOTKE KPOBH LH-IcHHPeHEa—KpPeaTHHHHA—HAOHOHAFHESb—Y—55%—H——

1,8% manueHToB cooTBeTCTBeHHO. [loBbIIEHHE ypOBHS TpaHCaMUHA3 Oojee, 4yeM B 2 pasza o
CPaBHEHHIO C UCXOJIHBIM YPOBHEM, U B 5 pa3 BbIIIE BEpXHEH IPaHULbl HOPMBI, ObLIO 3apEerHCTPUPOBAHO
y 1,8 % nanueHTos.

C€TH

B ABYX KIIMHUYCCKUX HUCCICAOBAHUAX ,Z[e(l)epaSI/IpOKC HC OKa3saJl BIUAHUA HAa POCT U MOJIOBOC PA3BUTHUC
JIeTEeH, TIOTyYaBIINX JICUCHHUE B TEUCHHE 110 S JeT (cM. pasnen 4.4).

VY nmereii B Bo3pacte OT 2 110 5 et auapes HabtoJanach yaiie, 9YeM y MOKIIIbIX TaIl[HeHTOB.

O TyOynomaruu TOYEK B OCHOBHOM COOOIIAJIIOCh y JETEH M TOJIPOCTKOB C OeTa-TallacCeMHEid,
NoJy4yaBIIUX Jedepasupokc. bBoiabmMHCTBO coolmeHuit o ciayyasx MeTa0OIMYecKoro aIuno3a,
MOJYYEHHBIX B MEPHOJ MOCTPETUCTPAIMOHHOTO HAOIIONEHHS, OTHOCHJIACH K MAalMEHTaM JETCKOTO
BO3pacTa, y KOTOPBIX pa3Buicsa CUHIpoM DaHKOHH.

bbun mosyueHsl cOOOIIEHHS O CIy4asiX OCTPOro MaHKpeaTuTa, 0COOEHHO CpeIu MAllMeHTOB JIETCKOTO 1
IIOIPOCTKOBOI'O BO3pacTa.

C006H_I€HI/IG 0 TOA03PE€BACMBIX HCXKCIATCIbHBIX PCAKIINAX

BaxxHO c000MIaTh 0 TIOJJ03pEBACMBIX HEKETATENBHBIX PEaKIUIX MOCIe PETUCTPAINU JIEKAPCTBEHHOTO
mpemapata ¢ Ielbl0 00eCNedeHUs HETMPEepPhIBHOTO MOHUTOPUHTA COOTHOIICHHS «II0Jbh3a — PHUCK»
JIEKapCTBEHHOT'O TMpemnapata. MeIUIMHCKUM pabOTHHUKAM PEKOMEHAYETCS Coo0marh O JIF0OBIX
IoAO3pPCBACMBIX HCIKCIIATCIIbHBIX PCAKIIUAX JICKAPCTBCHHOI'O MMpCTiapaTa 4€pe3 HAllUOHAJIbHBIC CUCTCMbI
COOOMICHHUS O HEXKENATENBHBIX PEaKIUsIX TOCYIapCTB — WICHOB EBpa3uiickoro 3KOHOMUYECKOTO COI03a.

Poccuiickas @edepayus

®denepanpHas ciyx0a 1Mo Haa30py B chepe 3paBoOOXpaHEHUS

Anpec: 109012, r. Mocksa, CraBsiHCKasl III0Iaab, 1. 4, cTp. 1

Temedon: +7 800 550-99-03

OnextpoHHas noura: pharm@roszdravnadzor.gov.ru uinm npr@roszdravnadzor.gov.ru
CaiiT B nH(GOPMAIIMOHHO-TEJIEKOMMYHUKAMOHHOM ceTH «HTepHeT»:
https://www.roszdravnadzor.gov.ru

Pecnybnuxa Kazaxcman

PI'TI na ITXB «HauuoHaJIbHBIN HEHTP IKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULMHCKUX U3ICITHIN)
Komurtera w™emumuHckoro u ¢apManeBTUYECKOTO KOHTPOJs MMHHCTEPCTBA 3PaBOOXPAHEHUS
Pecniy6nuku Kazaxcran

Anpec: 010000, r. Actana, yn. A. ImanoBa, 13, 4 stax

Tenedon: +7 7172 235 135

OnexrponHas noura: farm@dari.kz, pdlc@dari.kz, vigilance@dari.kz

Caiit: www.ndda.kz

Pecnybnuxa Apmenus

«HAYYHBIN LIEHTP DKCIEPTU3bI JIEKAPCTB Y MEIUIIMHCKUX TEXHOJIOTHMU VM.
AKAJZIEMUKA 3. TABPUEJISIHA»

Anpec: 0051, Epesan, np. Komuraca 49/5

Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

DnexkTpoHHas noyra: naira@pharm.am; vigilance@pharm.am
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4.9. Ilepeno3upoBka

CHUMIITOMBI

OTMeueHbI ciTyvau Mepeo3upoBKH AedepasupokcoM (IprueM B TEUCHHUE HECKOJIBKUX HENelb B 03¢, B
2-3 pa3a npeBbIIaoNIeii peKOMEeHyeMy10). B 0JHOM U3 ciyyaeB nepeo3upoBKa MpUBEIIa K Pa3BUTHIO
CYOKIMHUYECKOTO TemaTura. [Ipu TpekpameHuH Teparmuu TpenapaToM MpPOSBICHUS TelmaTHTa
KyIHpOBaJUCh 0€3 pPa3BUTUS OCJIOXKHEHHMH B OTAAJCHHOM mepuozae. llpu ogHOKpaTHOM mpueme
nedepasupokca B BUIE AUCTIEPTUPYEMBIX TabJIeTOK B 03¢ 80 MI/KT Macchl Tena (UYTO COOTBETCTBYET
no3e nedepazupokca 56 MI/Kr B BUE TaOJIETOK, MOKPHITHIX MIICHOYHOH 000JI0YKOI) y MalueHToB ¢ -
TaJlacCCeMHEHd C TIeperpy3Kod IKele30M OTMEueHa Xopomias TEePeHOCHMOCTh C  pa3BUTHEM
CJ1a00BBIPA)KEHHOW TOIIHOTHI U TMapeu. 310pOBBIE JOOPOBOJIBIIBI XOPOIIO MEPEHOCHIIN OAHOKPATHBIN
npueM Aedepazuporca B BUJE JUCTICPTUPYEMbBIX TabIETOK B 03¢ 10 40 MI/KT (4TO COOTBETCTBYET J103€
nedepasupokca 28 MI/Kr B Bujie TabJIETOK, MOKPHITHIX IUIEHOUYHONW 000JI0UYKO).

IIpu nepeno3upoBKe BO3ZMOKHO Pa3BUTHE CICAYIONIMX OCTPBIX CUMIITOMOB: TOUIHOTA, PBOTA, FOJIOBHAS
6omb, nuapes. OTMEUEHBI clyyau HapylleHds (DYHKIMHM TOYEK M IEeYeHH, B TOM YHUCIIE CIIy4au
MOBBIIIEHUN YPOBHS NEYEHOUHBIX ()EPMEHTOB M KpEaTHMHHMHA C UX IOCJIEAYIOIIMM BOCCTAHOBIIEHHUEM
nocje OTMeHbl Tepanuu. OmuboYHO Ha3HAYCHHBIH OJHOKpPATHBIN MpueM mpenapaTa B go3e 90 Mr/kr
IIPUBEJI K Pa3BUTHIO cuHApoMa DaHKOHU C MOCIEYIOMMM Pa3peIIeHUEM II0CIE OTMEHBI TEPAIIHH.

Crenduueckoro aHTUI0TA IS Aedepa3upoKca He CYIIeCTBYeT.
Jleuenue

I/IHHYL[I/IPOBaHI/IG PBOTHI UJIK ITPOMBIBAHHUEC KCIIYIKA, CUMIITOMATHYCCKAA TCPAIIUA.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA
5.1. ®apmakoguHAMHYECKHE CBOMCTBA

dapmakoTepareBTHUECKas TPyIa: Mpovre JedeOHbIe CPEACTBA; JKEIe30CBA3BIBAIOIINE CPE/ICTRA.
Kon ATX: VO3ACO3.

Mexanusm IelcTBUs

JHedepazupokc SBISETCS KOMIUIEKCOOOPA3ymOMUM TPOWHBIM JUTAHIOM [UIsl TpuUeMa BHYTPB,
obOnagaromuM BBICOKHM cpojcTtBoM k xkene3y (III) u cBs3piBaommM ero B cooTHOmeHWH 2:1.
Jledepasupokc yCHUIMBAET HSKCKPEIHUIO jKelle3a, MPEeUMYIIECTBEHHO depe3 KuiledHuk. Jledepasupokc
00J1ajaeT HU3KUM CPOJICTBOM K IIMHKY M MEIIM M HE BBI3BIBAET CTOMKOTO CHIKEHUS COACPIKAHUS ITHX
METaJJIOB B CHIBOPOTKE KPOBH.

(DaDMaKOI[I/IHaMI/I'-IeCKI/IG Bd)d)eKTBI

B uccnenoBanuu oOMeHa jkene3a y B3pOCIbIX MALMEHTOB ¢ [-TajiacceMueil ¢ MOCTTpaHC(y3nOHHOM
MEePETPY3KOM JKEIe30M MpH MpPUMEHEHUU nedepa3supokca B CYTOUHBIX no3ax 10 mr/kr, 20 Mr/kr u
40 Mmr/kr (B BUIE AUCTIEPTUPYEMBIX TaOIETOK) cpeaHsas 3PpPeKTUBHAS SIKCKpELs JKele3a COCTaplsiia B
cpenrem 0,119 mr Fe/kr, 0,329 mr Fe/kr u 0,445 mr Fe/kr macchl Tena B CyTKHA COOTBETCTBEHHO.
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L L

HccnenoBanuss KIMHUYECKOM 0€30MacHOCTH  MPOBOAWIMCH 1S Jedepasupokca B (Qopme
TMCTIEPTUPYEMBIX TaOJIETOK.

DddexTsl nedepazupokca uccienoBain y 411 B3pocibix manueHToB (B Bo3pacTe > 16 JIeT u cTparie) u
292 nereii (B Bo3pacte oT 2 10 16 51eT) ¢ XpOHUYECKOM NEPErpy3KOM JKEIE30M BCIEACTBUE NIEPETUBAHUI
KpoBU. 52 pebeHka Obutn B Bo3pacte OT 2 10 5 jeT. OCHOBHBIMH 3a00JIeBaHUSIMHU, TPEOOBaBIIMMH
NepeIMBaHUsl KPOBH, OBUIM O€Ta-TallacCeMusi, CEpIOBUIHO-KIETOUHYIO aHEMUS U IPYTHE BPOXKICHHBIC
U TpHOOpPETCHHBbIE aHEeMHH (MHUEIOANUCIUIACTHYECKUE CHHIPOMBI, cuHIpoMm JlaiiMmonma-bikdena,
aTIaCTMYECKYI0 aHEMHIO U IPYTHE OUYEHb PEAKHE aHEMHH).

ExenneBnoe mpumenenne aedepazupokca B no3ax 20 mr/kr u 30 MI/Kr B BUIE IHUCIIEPTHPYEMBIX
TabJETOK B TEYCHHE OJHOTO T0/1a y B3pOCIBIX U JeTell ¢ B-ranaccemueil Ha (HOHE MPOAOIDKAIOIINUXCS
reMOoTpaHC(y3uil MPUBOIIIO K YMEHBIICHHIO 3allacOB OOIIETO Kejie3a B OpPTaHU3Me; COJNEp)KaHHe
xene3a B neueHu (CXKII) camkanoch B cpemHeM coorBeTcTBeHHO noutu Ha 0,4 mr Fe/r u 8,9 mr Fe/r
CYXOr0 BeIIecTBa MMEYCHH, KOHIICHTpanusl (peppuTHHA B CHIBOPOTKE KPOBH YMEHBIIANACH B CPEIHEM
mouTH Ha 36 MKT/1 1 926 MKI/T COOTBETCTBEHHO.

[Ipu npumMeHeHnH mpenapaTa B T€X e J103aX COOTHOILIEHHE SKCKPEINH XkKee3a K MOCTYIUICHHIO JKee3a
B opranusm cocrtasisuio 1,02 (4To siBisieTcs mokasarejaeM HOpMalibHOro OanaHca xene3a) u 1,67 (uto
COOTBETCTBYET MOBBIIIICHHOMY BBIBEJICHHIO Kese3a U3 opranusma). [1ogo0HbIi TepaneBTHUECKHI OTBET
HaOJI0AaNCs IpU NPUMEHEHUH Aedepasupokca y MalMeHTOB C MEperpy3Koil jKene30M U Ipu Apyrux
tunax anemuid. [Ipumenenue nedepasupokca B CyTouyHOM Ao3e 10 MI/Kr B BHIE AUCTIIEPTUPYEMBIX
TaOJIETOK B TEUEHHE OHOTO I'0J1a O3BOJISUIO noanep:xkuBath B Hopme CXKII, koHeHTpanuto peppuTuHa
B CBIBOPOTKE KPOBH M CIIOCOOCTBOBAJIO JIOCTH)KEHHUIO OanaHca jkene3a (paBHOBECHS MEXIY
MOCTYIUICHMEM W BBIBEJCHUEM JKeJie3a) y MalMeHTOB, PEAKO MONYYaroMIMX TeMOTpaHcpy3uu Hiu
oOMeHHBbIe TmepenuBaHus KpoBHU. [loCKoNbKYy KOHIEHTpauus (eppuTuHa B CBHIBOPOTKE KpOBH,
ompezenseMas exemecsuHo, orpaxana maMeHeHuss CXII, nuHamuka KOHIEHTpaluu (GeppuTHHA B
CBIBOPOTKE KPOBU MOJKET SIBJSITHCS KpUTEpUEM ISt olleHKH 3 dexTuBHOCTH Tepanuu. OrpaHUnYeHHBIC
KIMHUYECKHe NaHHble (29 MalMeHTOB C HOPMAalbHOW (pyHKIMEW cepiia B MCXOJAHOM COCTOSIHHH) C
npumernearneM MPT moka3eiBaroT, uto jeuenue aedepazupokcoM B go3e 10-30 mr/kr/mens (B popme
TUCTIEPTUPYyEeMBbIX TabJIETOK) B TeUeHHE | rojja MOKET Tak)Ke CHUXKATh YPOBEHb kKele3za B cepale (B
cpenaem MPT T2* ypenuuuBaercs ¢ 18,3 mo 23,0 mcek).

OCHOBHOH aHa/IN3 B OTIOPHOM CPAaBHUTEIBLHOM HCCIIEZIOBAHUH C ydacTueM 586 MalueHTOB, CTPaAaloLINX
Oera-TayacceMueil U TpaHC(hy3MOHHON TIeperpy3Koi xelie3a, He TMOITBEPAI TPEIIOI0KEHHE O TOM,
470 Aedepasupokc B popMe AUCTIEPTUPYEMBIX TaOIETOK 0013 aeT He MeHbIIeH () PEeKTUBHOCTHIO, YeM
nedepokcaMuH. Pe3ynbTaThl  PEeTPOCHEKTUBHOTO aHajiHM3a, IPOBEIECHHOTO B XOAE JJIaHHOTO
UCCIIeIOBAHMSI, CBUICTEIBCTBYIOT O TOM, YTO B ITOJTPYIIIE MAIIMEHTOB C IMTOKa3aTeIsIMU KOHLCHTPALIUH
xenmeza B medeHn > 7 wmr Fe/r cyxoro BemecTBa, NpUHUMABIIUX jaedepasupokc B Qopme
TUcTeprupyemMbix Tadnetok (B mo3ax 20 u 30 mr/kr) unm nedepokcamuH (B go3ax ot 35 g0 > 50 mr/kr),
OBUIM JTOCTUTHYTHI KpUTEepHH HE MeHbIed 3ddexkrnBHOCTH. OMHAKO B TMOATPYNIE IAMEHTOB C
MOKa3aTeNIsIMH KOHIICHTPAIllMK JKene3a B medeHu < 7 mr Fe/r cyxoro BemiecTtBa, MPUHHMABIINX
nedepasupokc B hopme AuCIeprupyeMbix TabaeTok (B 1o3ax 5 u 10 Mr/kr) win aedepokcaMuH (B 103aX
ot 20 mo 35 wmr/kr), He MeHbas 3()PeKTUBHOCT HEe OblJIa yCTaHOBJEHA BBUIY AucOamaHca MEXIy
JI03aMU JBYX X€JIaTOPOB JKelie3a. BrimeonucanHelii qucOaiaHc BOSHUK B CBSI3M C TE€M, YTO MAIMEHTHI B
rpyIme npuMeHeHus aedepokcaMrHa MOTIIM IPHHUMATH TIPETapaT B TEX JKE /103aX, B KOTOPBIX OHU €T0
MPUHUMAIIM 10 BKIIFOYCHHS B MICCIIEIOBAHKE, TAXKE €CITU MX 71034 MPEBHIIaTa TAaKOBYIO, YKa3aHHYIO B
MPOTOKOJIE HCCIIEA0BaHUs. B 3TOM 0MMOpHOM HCCIIeI0BaHIH IPHHSIIN ydacTre 56 ManrueHToB B BO3PacTe
70 6 J1et, 28 U3 KOTOPBIX moydanu nedepa3supokc B opMe TUCTIEPTUPYEMBIX TaOJIETOK.
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Pe3ynpTarhl OKIMHUYECKUMX UM KIMHUYECKUX clenoBaiyli [ CHUAETENBATBORANK (0 T [BOM) 1 ¥TO
nedepasupokc B (hopmMe TUCTIEPTHPYEMBIX TalJl —
nedepokcaMuH, MPH KUCHOJIB30BAHUU /103 B cooTHomeHnH 2:1 (T. e. no3a nedepasupokca B Gopme
JTUCTIEPrUPYyeMbIX TaOJETOK COCTaBIISIET IMOJIOBUHY J103bl AedepokcamuHa). MOKHO paccMOTpeTh
BO3MOKHOCTh TMPUMEHEHUs aedepasupokca B popMe TabIeTOK, MOKPHITHIX TUIEHOUYHOW 000JI0YKOM, B
7103aX, B YUCJIIEHHOM OTHOUIEHHH B 3 pa3a MpEeBBIIAIONINX TaKOBYIO JedepoKcaMuHa, Tak Kak J103a
nedepasupokca B popme TabIETOK, MOKPHITHIX MIICHOYHOW 000JI0UKOMA, COCTABISIET OJTHY TPETh OT 03I
nedepokcamuta. OJIHAKO 3Ty PEKOMEH/IallMI0 B OTHOILIEHUH JI03UPOBKH HE OLIEHUBAJIHU MIPOCIIEKTUBHO B
paMKax KIMHUYECKHX HCCIIEeIOBAaHUN.

Kpome Toro, y manueHTOB ¢ KOHIIEHTpaIluel jkene3a B medeHn > 7 mr Fe/kr (cyxoro BemecTtBa) ¢
PasHbIMU PCAKUMHA BUIaMun aHCMHUN 1501078 CCpHOBH,Z[HO-KHCTO‘-IHOfI aHeMuen IIPUMCHCHUC
nedepazupokca B GopMe IUCIIEPTHPYEeMbIX TabaeTok B g03¢ A0 20—30 MI/KTr BBI3BIBAIHM CHIDKCHHE
KOHIICHTPALIMH KeJie3a B MIeUeHH M YPOBHS (EppUTHHA B CHIBOPOTKE, COMOCTABHMBIE CO CHIDKEHHEM
JTAHHBIX TTOKa3aTeNeH y MalMeHTOB ¢ OeTa-TalaCCeMHEH.

Cpenu 225 mauueHTOB C MHUENOAUCIUIACTHYECKUM CHHAPOMOM (HU3KUI/CpEeIHHUN YPOBEHb PUCKA) U
MOCTTPAHC(PY3NOHHOW  TEPerpy3Koil  JKele30M ObLJI0  TPOBENCHO  IIANe00-KOHTPOIHPYEMOE
PaHIOMHU3UPOBAHHOE UCCIIeI0OBaHNUE. Pe3yIbTaThl 3TOT0O UCCIIE0BAHUS MTO3BOJISIOT MPEAOIOKUTD, YTO
nedepasrpoKCc OKa3bIBAeT IOJOKUTEILHOE BIUSHHUE Ha OeccoObITHiiHYI0 BbDKHBaeMocTh (EFS,
KOMOMHHpOBaHHAs KOHEYHAas TOYKA, BKIIIOUas 3a00JIeBaHUs Ceplla WIHM MeYeHH 0e3 CMepTEeIbHOTO
HCX0/1a) ¥ YPOBEHb (eppUTHHA CHIBOPOTKH. [Ipoduias 0e30macHOCTH COOTBETCTBOBAN MPEABITYIIIMM
WCCIICIOBAaHUSM Y B3POCIIBIX IMALIMEHTOB C MUEJIOANUCIUIACTHYECKUM CUHIPOMOM.

B oOcepBaniioHHOM HCCIIEIOBAaHUM JIUTEIBLHOCTBIO 5 JIET, B KOTOpoM 267 neTreil B BO3pacTe OT
2 110 < 6 net (Ha MOMEHT BKJIFOYEHHS B MCCIIEOBAHUE) C TPAHC(HY3UOHHBIM T€MOCHIEPO30M IOJTyYan
nedepasupokc, HE OTMEUAJOCh KJIMHMYECKH 3HAYMMBIX Pa3Iuuuid B Tpoduie OE30MacHOCTH H
NepeHOCUMOCTH Tpernapara JlkajeHy y nereil B Bo3pacte oT 2 10 < 6 JIeT B CPaBHEHUHU C 0OuIei
MOMYJISAUEN B3pOCBIX MALMEHTOB U JETEH, BKIJIIOYas MOBBILIEHUS] KPEaTUHUHA CHIBOPOTKU > 33 % u
BBILIIE BEpXHEH TIpaHMIBI HOPMBI NpU 2 M Oojee mnocienoBaTenabHbIX onpeaeneHusx (3,1 %) u
yBEJIMUEHUE YPOBHs amaHuHamMuHOTpaHcdepasbl (AJIT) ¢ mpeBbllieHHEeM BepXHEH I'paHUIbl HOPMBbI
6onee uem B 5 pa3 (4,3 %). Enunnunsie siBinenus noseimieHus AJIT u acnmapratamuHoTpaHcdepassl
ormevanuch y 20,0 % u 8,3 % W ManMeHTOB COOTBETCTBEHHO M3 145 ManueHToB, 3aBEPIIMBIINX
UCCIIeIOBAaHHE.

B xome wuccnenoBanusi, MpOBENEHHOTO ISl OLIEHKH O€30MacHOCTH jAedepasupokca B TalJeTKax,
MOKPBITHIX TUICHOYHON OOOJIOUKOW, M B AMCIEPTUPYEMBbIX TabieTkax, 173 B3pOCHbIX MalueHTa
pebeHka C TpaHCPy3MOHHO 3aBHCHMOM TallaCCEMHEH WJIM MUEIOIUCIIACTUYECKUM CHHAPOMOM
MoJTy4any JieueHue B TeueHue 24 nHenenb. [Ipodunu 6e3omacHOCTH TaONIETOK, MOKPHITHIX TIEHOYHON
000JI0YKOM, U AUCTIEPTUPYEMBIX TaOJIETOK OB COTIOCTABUMBIMHU.

VY nmanueHToB ¢ TpaHC(Y3MOHHO HE3aBUCHUMBIMHU CHHIPOMAaMHU TaJacCeMHUH U IMEperpys3Koil jxeiae3oM
nedeHue paedepasupokcoM B (opMmMe ANUCIEPTUPYEMBIX TaOJIETOK OIEHMBAJIOCh B OJHOJETHEM
PaHIOMH3MPOBAHHOM IBOHHOM CIJIETIOM IUIane00-KOHTPOIUPYEMOM HCCIIEAOBaHUU. B Xo1e mAaHHOTO
WCCIIeIOBAaHMsI CPaBHUBAIH 3(PPEKTUBHOCTD IBYX Pa3HBIX PEKUMOB JICUCHHUS 1eepasupoKcoM B popme
JMCHIEPTUPYEMBIX TaOJIETOK (HadanbHbIe 103b1 5 U 10 MI/KI/CYTKH, 10 55 MallMeHTOB B KaXI0W TPYyIIIIe
JIeYSHHs) ¥ COOTBETCTBYIOIIEro rmiamnedo (56 mammentoB). B mccnenoBanme Obiio BKIOUEHO 145
B3pocibIX manueHta U 21 pebenka. OCHOBHBIM mapamMeTpoM 3(PQGEKTUBHOCTH OBLJIO HW3MEHEHHE
KOHICHTpAMK XKCJI€3a B IMCYCHU IO CPABHCHUIO C UCXOAHBIM YPOBHEM IIOCJIC 12 MECALICB JICUCHU.
OnHUM U3 JIOTMOJHUTENBHBIX NapaMeTpoB 3(PPEKTUBHOCTH ObUIO M3MEHEHHE YpPOBHs (eppUTHHA B
CBIBOPOTKE KPOBH C ICXOAHOTO YPOBHS JI0 U€TBEPTOro KBapTaina. [Ipumenenue nepepaszupoxca B popme
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JIUCHEPTUPYEMBIX TaOJIETOK B HaudaJbHOM 103e 10 Mr/Kr/cy KW MPUBONMANO| K [PHHIKSRNHO, (OOLIETO
coJiepKaHus KeJe3a B opranusme. B cpenHem, KoH '
Fe/r cyxoro BeiecTBa y NalueHTOB, MPUHUMABIIHNX Jie(epazupokc B popme qucrneprupyeMbix TabIeToK
(B HauanpHOM mo3e 10 mr/kr/cyTkn) u moBbicunack Ha 0,38 mr Fe/r cyxoro BemiecTBa y MamueHTOB,
npuHuMaBIuX mwianedo (p < 0,001). B cpeanem, ypoBeHb GpeppuUTHHA B CBIBOPOTKE KPOBH CHU3MIICS HA
222,0 Mr/m y manuMeHTOB, NPUHUMABIINX jaedepasupokc B (GopMe TUCHEPTHPYEMBIX TaOIeTOK
(B HauanpHOM 1103e 10 MI/Kr/CyTKM) M OBbICHIICS Ha 115 MKI/N y manueHToB, NPUHUMABIIUX IJ1a11e00

(p <0,001).
5.2. ®apmakoKkuHeTHYECKHE CBOMCTBA

TabeTku, MOKPHITHIC TUICHOYHOM 0005104K0i# (TTpenapat [[kaneny), siBIsoTCs JeKapCTBEHHON hopMoi
nedepasupokca ¢ Oonpiiell OMOJOCTYITHOCTBIO 10 CPABHEHUIO € Je(epa3supoOKCOM B JIEKaPCTBEHHOU
dhopme nucnieprupyembie TadseTku (penapat Ixcumkan). Jledepasupokc B nozuposke 360 mr B popme
TaOJIETOK, TMOKPBITHIX IUICHOYHON o0onoukoi (mpemapar JkaaeHy), SKBHUBAJICHTEH JIO3UPOBKE
nedepaszupokca S00 Mr B popMe TUCTIEPrUpPyeMbIX Ta0JIeTOK (mpernapaT Dkcumxan) B oTHomennn AUC,
onpenensieMoit Hatomak. Cmax yBenuuuBaiack Ha 30 % (90 % JAU: 20,3 %—40,0%), oqHaKO KIMHUYECKU
3HAYUMBIX 3P (HEKTOB BBISIBJICHO HE OBLIO.

AOGcopbuus

Hedepasupokc B BHIE AUCHEPTHPYEMBIX TaOJETOK XOPOIIO BCACBHIBAETCS IIOCIE IMpHEMa BHYTPb,
cpenHee BpeMs JOCTHKEHHUS MaKCUMAJIBHON KOHIIGHTPAIMH B IJ1a3Me KPOBH (tmax) COCTABIISIET OKOJIO
1,5-4 4. A6comtotnas 6nonoctymHocTh o AUC aedepazupokca B BUJIE TUCIIEPTUPYEMBIX TaOJIETOK MpH
npueMe BHYTPbh COCTaBIsieT 0kojio 70% IO CpaBHEHUIO C BHYTPUBEHHBIM BBEICHHEM. AOCOIIOTHAs
OMOIOCTYMMHOCTD Aedepa3upokca B BUE TaOJETOK, MOKPHITHIX TUICHOYHON 000JIOUKOM, HE U3ydaslach.
buonoctynnocts nedepasupokca B Buae TabIETOK, HOKPHITHIX IIEHOYHOW 000JI0YKOH, BbIlIe HA 36%
10 CPaBHEHUIO C Jeepa3supoOKCOM B BUE AUCIIEPTUPYEMBIX TaOJIETOK.

IIpu npumeneHun nedepasupokrca, TAOJIETKH, TMOKPHITHIE IUICHOYHOH OO0OJOYKOW, Yy 3I0pOBBIX
JTOOPOBOJIBIIEB HATOIIAK BMECTE C MUIIEH C HU3KUM COJIEpKaHUEM KUPOB (coneprkanue xupoB < 10 %
kanopuit), AUC u Cmax He3HauuTeIbHO cHUkamuch (Ha 11% u 16% COOTBETCTBEHHO); ¢ MHILEH C
BBICOKUM COJIEP’KaHHEM KUPOB (coneprkanue xupoB > 50 % xamopuii), AUC u Cmax BO3pacTanu (Ha
18 % u 29 % cootBeTcTBEHHO). D deKT noBbImeHUs Cmax BCIEICTBUE CMEHBI JEKAPCTBEHHON (POPMBI
Y TPUMEHEHHs C TUINEH, CoAeprKalield BBHICOKMN MPOIECHT >KUPa, MOKET CYMMHPOBATHCS, TOITOMY
npenapar J>aneHy cieayer NPUMEHSTh HATOIAK WU C JICTKOH MUIICH.

Pacnopenenenne

Jledepa3supokc B BBICOKOH CTENEHM CBsA3bIBaeTcs C OenkaMu Iua3Mbl KpoBu (99%), moutu
UCKJTIOUUTENIFHO C albOyMHHOM; HWMeEeT HeOONbIIOW KaXyIIUics O0bEeM paclpeleneHus —
MpUOIU3UTENBHO 14 11y B3pOCIHbIX.

buorpaucdopmarims

I'maBHBIM myTeM MeTabonu3Mma jaedepasupokca sBISETCS TIIOKYPOHHPOBAHUE C TOCIEIYIOLIEeH
JKCKpenuen ¢ kemdbro. Jledepasupokc MOABEpPraeTcsi AHTEPOreNaTHUECKOW PpelUpKYJIALUU.
IIpoucxonuT AEKOHBIOTALUS TIJIIOKYPOHATOB B KHUIIEYHHMKE U MOcJexyromas ux peadcopOuus. Y
3JI0POBBIX 10OPOBOJIBLEB, MOMYUYaBIINX KOJIECTHPAMHH II0C/IE€ OJHOKPATHOrO Ipuema Jedepasupokca,
AUC nedepasupoxca cHmxanzach Ha 45%.
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Hedepazupokc moaBepraercst IOKYPOHUPOBAHUIO| IIIaBHBIN [00OPAIOM [pfnpmqammrq [OGTIALVLT

cemerictBa 1, monmunentun Al) v B MEHbIIICH cTere

In vitro He Ha6moz[an001> UHTUOMpOBaHUS MeTaboIu3Ma Jedepazupokca ruipOKCUKApOaAMUIOM.

OIMMUHAIMS

Jedepa3upokc U ero MeTadOIUTHI BBIBOASTCS MPEUMYIIECTBEHHO uepe3 KumedHuk (84% mo3bI).
[Toueuynas skckpeuus Aedepasupokca U ero MeTaboauToB MuHuManbHa (8% 103b1). CpeaHuil nepuos
nonyBbiBeieHus (T12) Bapbupyet or 8 10 16 4. B skckpenun nedepasupokca ¢ Kemdblo Y4acTBYIOT
tpancnoptHbie 6enku MRP2 u MXR (BCRP).

JInHelHOCTh (HETMHEHHOCTD)

Cmax 1 AUCo-24 v tehepazupokca yBEIMYUBAIOTCA MPUOIU3UTENLHO JTUHEIHO C MOBBIIIEHUEM J103bI B
pPaBHOBECHOM  COCTOSIHUU. [IpM  MHOTOKpaTHOM BBEIEHMM OSKCIO3ULUS  YBEJIMYMUBACTCS C
kod(purmentom kymyssituu 1,3-2,3.

Oco0ble rpyInel MalueHTOB

Ilon

VY KEHUIMH Kaxyluiics KiupeHc nedepasupokca ymepeHHO Hke (Ha 17,5%), yeM y MyK4uuH.
[TockonbKy 103UMpOBaHUE KOPPEKTUPYETCS UHAUBUYaIbHO B 3aBUCUMOCTH OT OTBETA, 0’KUAAETCS, UTO
3TO HE JI0JKHO UMETh KIIMHUYECKUX MOCIEACTBUM.

Jluya noscunoco 6o3pacma (> 65 nem)
dapMakoKHHETHKA Jedepa3supoKkca y MalMeHTOB B BO3pacTe > 65 JeT He U3y4eHa.
Toueunas unu neyeHoOUHAs1 HEOOCMAMOYHOCTb

VY ManueHToB ¢ HapyUIeHUAMH (QYHKUIUHM TMOYeK (papMaKOKMHETHKa Jaedepa3supokca He H3yueHa.
[ToBeImIeHNe ypOBHS TpaHCAMUHA3 MEUYEHH /10 S-KPAaTHOTO MPEBBIIICHUS BEPXHEH IPaHHUIEI HOPMBI HE
BIUSUIO Ha (JapMaKOKHHETUKY Aedepasuporca.

B Xone KIMHUYECKHUX HCCIEeIOBAHUM C MCIIOJIb30BaHHEM OJHOKPATHBIX 1103 Aedepasupokca B Gopme
JHCTIeprUpyeMbIX TabneTok 20 MI/Kr cpeiHsis BeIMYMHA SKCIIO3UIIMY TpenapaTa noBbIcHiIach Ha 16% y
MAlMEHTOB C HE3HAYUTENIbHBIM HapyllleHneM (QyHKUUU nedeHu (kjaacc A mo kinaccudukauuu Yaina-
[1p10) 1 Ha 76% y NalIMEHTOB ¢ yMEPEHHBIM HapyllIeHHeM (QyHKIMHU NeyeHu (knacc B mo knaccuduxanmu
Yaitnna-I1p10) OTHOCUTENBHO MOKa3aTeNel MaIMEHTOB ¢ HOPMAJIbHOU (DYHKIIMEH MeueHu. Y MalueHTOB C
HE3HAUUTENIbHBIM WJIM YMEPEHHbIM HapylleHHeM (QYHKUMM TIe4eHH cpeaHee 3HadeHHe Cmax
nedepaszupokca NOBBICHIOCH Ha 22%. Y 0JHOTO MaIMeHTa ¢ TSHKEIBIM HapymieHHeM (pyHKITUH TeYeHH
(xmacc C no kiaccuduxanun Yaitna-I1e0) BenuunHa 3KCIO3UIMK IpenapaTa MoBbICHIIACh B 2,8 pasa
(cm. paznenel 4.2 u 4.4).

CTH

O6mass GmomoctynmHoOCTh Aedepazupokca y monapoctkoB (ot 12 mo <17 ner) u gereit (ot 2 g0
<12 ner) nocne OJHOKPAaTHOTO U MHOTOKPAaTHOTO NMPUEMOB ObLIa HIKE, YEM Y B3pOCIBIX MAI[MEHTOB.
VY nereit mmaame 6 ser OuonoctynHocTh Hike Ha 50%, yeM y B3pOCHbIX, OJHAKO 3TO HE HUMEET
KIIMHUYECKOTO 3HaUEHHsI, IOCKOJIBbKY PEXHUM J03UpOBaHMs MpenapaTa yCTaHABIUBAIOT HHANBUIYAIBHO.
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6. PAPMALHEBTUYECKHUE CBOUCTBA (NOCNEOCBATENEHOCTE 0031)

6.1. IlepeyeHnb BCcrioMorareJbHbIX BellECTB

Jxaneny, 90 mr, TaOJIETKH, ITOKPBITHIE INIEHOYHON 000JI0YKOU

Aopo mabremku

[emmono3a MUKPOKPUCTAILTHIECKAS

Kpocnosunon

[ToBunon-K30

Marnus creapar

KpeMHuust quokcu KOJIIOUTHBIN

ITonokcamep 188

Inenounas obonouxka Onadpaii 2onyoou 00F105007:
IN'unpomeniosa

Turana nquokcun (E 171)

Makporona-4000

Tanpk

Nunuroxapmusn (E 132)

Ixaneny, 180 mr, TaGIETKH, MOKPBITHIC MICHOYHOU 000JI0UKOMA

Aopo mabremku

[emmono3a MUKPOKPUCTAILTHIECKAS
Kpocnosunon

[MoBunon-K30

Maruus creapar

KpeMHuust quokcu KOJIOUTHBIN
ITonokcamep 188

Inenounas obonouxka Onadpaii 2onyoou 00F105009:
I'mnpomennosa

Turana nuokcun (E 171)
Makxkporoin-4000

Tanpk

WNunurokapmus (E 132)

Jxageny, 360 mr, Ta6J'IeTKI/I, MOKPBITHIC MIICHOYHOM 000JI0YKOH

Lemtono3a MUKpOKpUCTAIITNYECKast
Kpocnosunon

IToBumon-K30

Maruus creapar

KpemHuust 1MOoKCH]T KOJITTOMIHBII
[Tonokcamep 188

Inenounas obonouka Onaodpati conyooti 00F105003:
[unpomenosa

Turana quokeun (E 171)
Makporon-4000

Tanpk

Nunurokapmud (E 132)
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6.2. HecoBmecTUMOCTH (NCCNEOOBATENEHOCTE 0031)

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHus1)

3 roxa.

6.4. OcoObie Mepbl NPEJOCTOPOKHOCTH NPH XPAHECHUHU

XpauuTth nipu Temneparype He Baiiie 30 °C.
XpaHUTh B OPUTMHAIBHOM yrakoBke (OJUCTep) AJIs 3aIIUTHI OT BJIArH.

6.5. Xapakrep u conep:kaHue YIAKOBKH

ITo 10 tabnetok B Oxucrep u3 I[IBX/IIBJIX u amomunueBoit ¢onbsru. [1o 3 nnm 9 6arcrepoB BMecTe ¢
JIMCTKOM-BKJIQJIBIIIEM B KAPTOHHYIO TTAUKYy.

JlomyckaeTcst Halu4ue KOHTPOJI IIEPBUYHOIO BCKPBITUS Ha KAPTOHHOM MauKe.

6.6. OcoOble Mepbl NMPENOCTOPOKHOCTH NMPHU YTWINM3AUMUA HMCIOJIb30BAHHOIO JIEKAPCTBEHHOIO
npenapara wjim 0TX0J0B, NOJY4YeHHBbIX MI0CJIe IPUMEHEHHsI JIeKAPCTBEHHOTI 0 Mpenapara, u ipyrue
MAHMIYJISILMH € MpenapaTom

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHUSA

HlIseitiapus / Switzerland
Hosaptuc ®apma Al / Novartis Pharma AG JluxTmrpacce 35, 4056
Bazens / Lichtstrasse 35, 4056 Basel

7.1. [IpencraBuTe b Aep:KaTesisi PErHCTPAIIMOHHOTO YA0CTOBEPEeHUSA

[Iperen3un noTpeduTeneil HAPABIATH 110 ATPECY:

Poccuiickas Penepanns

00O «HoBaptuc @apmar»

Anpec: 125315, r. MockBa, JIeHUHTpaaCKuil pOCHeKT, a. 70
Ten.: +7 (495) 967 12 70

®axc: +7 (495) 967 12 68

OnextpoHHas noura: drug.safety russia@novartis.com

PeCHV6J'II/IKa Kazaxcran

Ounnan Komnanuu «Hoaptuc @apma Cepaucasz Al'» B PecriyOnuke Kazaxcran
Anpec: 050022, r. Anmarsl, yi. Kypmanrasel, 95

Ten.: +7 727 258-24-47

OnextpoHHas noura: drugsafety.cis@novartis.com
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PecryGiuka Apmenns (NMOCNEOOBATENBHOCTE 0031)

000 «ACTEPUA»

Anpec: 0051, r. EpeBan, yn. Haupu 3apsu, 72/3
Ten: +374 115 190 70

DnektponHas mouta: drugsafety.cis@novartis.com

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOT'O YIOCTOBEPEHMSI
JITI-Ne(000251)-(PT-RU)
JITI-Ne000251-T'TI-KZ

9. KATEI'OPHUsA OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEHHBIH Mpenapat OTHOCUTCS K KaTETOpUU OTITyCKa MO PelenTy.

OOmas xapakTepuCTUKa JICKapCTBEHHOro mnpenapata JIkajeHy J[AOCTyllHA B €AWHOM peecTpe
3apEerHCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB EBpasuiickoro 3IKOHOMHYECKOTO COr03a W Ha
ounmansHOM caiire YIIOJTHOMOYEHHOTO oprana (9KcTIepTHOM OpTaHU3aIIH)
(https://Ik.regmed.ru/Register/EAEU_SmPC).

27



