COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 06.05.2025 N2 11710

(NOCNEQCBATENEHOCTE 0002)

OBIHIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

V JlaHHBIA JIEKapCTBEHHBIA Mpenapar MOJJICKUT AOMOJHUTEIBHOMY MOHUTOPHHTY. OTO
MO3BOJIUT OBICTPO BBISIBUTH HOBYIO HH(pOpManuio mo Oe3omacHocTd. Mbl oOpaiiaemcs K
pabOTHUKAM CHCTEMBI 3PAaBOOXPAHECHHsI C IMPOCHOOW COOOIIAaTh O JIOOBIX IMOJ03PEBAEMBIX
HEXKeNaTeNIbHBIX peaknusx. [Topsaok cOOOIIeHNs O HEeKENaTeIbHBIX PEAKIUIX MPEICTABICH B

pasaene 4.8.

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Hedepazupoxkce, 180 mr, TabIETKU, MTOKPHITHIE TUICHOYHON 000JI0YKO

Hedepaszupoxc, 360 Mr, TaOIETKH, TOKPBITHIE TUICHOYHOW 000JI0YKOM

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB.
JeiicTByromue BemecTsa: Aedepasupokc.

I[ed)epasnpoxc, 180 mr, Ta6J'ICTKI/I, MOKPBITHIC TNICHOYHOM 000J10YKOH

Kaxxnas tabnerka conepxut 180 mr nedepasupoxca.

Jledbepaszupokc, 360 Mr, TaOJIETKH, ITOKPBITHIE TNICHOYHON 000JI0YKON

Kaxxnas tabnerka conepxut 360 mr nedepazupoxca.

ITonnbI MNEPCUCHb BCIIOMOT'aTCIIbHBIX BCHICCTB CM. B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, NOKPHITHIE MJIEHOYHOU 000I0UYKOM.

I[ed)epa31/m01<c, 180 mr, Ta6J'IeTKI/I, TTOKPBITHIE IIJICHOYHOMN 000JI0YKOMU

OBaJibHBIE, ABOSKOBBITYKIIbIE Ta0JIETKH, IOKPBITHIE UIEHOUYHONW 000JI0UKOI OT 6es0oro 10 MouTH
0enoro 1BeTa, ¢ TpaBUPOBKON «57» Ha OJTHOU CTOpOHE U «V)» Ha IPYroil CTOPOHE.
Ha nonepeunom paspese sapo TabiaeTku oT 6es1oro 10 Mo4TH Oesoro 1BeTa.

I[ed)epa31/m01<c, 360 mr, Ta6J'IeTKI/I, TTOKPBITHIE IIJICHOYHOMN 000JI0YKOMU

OBaJibHBIE, ABOSKOBBITYKIIbIE Ta0JIETKH, IOKPBITHIE UIEHOUYHONW 000JI0UKOI OT 6es0oro 10 MouTH
Oenoro 1BeTa, ¢ TpaBUPOBKON «58» Ha OJIHOM CTOpOHE U «V» Ha IPYroi CTOpOHE.

Ha monepeunom paszpese sapo TablIeTKu OT 6€JI0T0 0 MOYTH 0eJIoro IBETA.

4. KIMHUYECKUE JAHHBIE

4.1 Iloka3anus K NIPUMEHEHHIO



ot 06.05.2025 N2 11710

(NOCNEQCBATENEHOCTE 0002)

[Ipenapar [ledhepazupokc mokazan yist JICUCHUS]

COOTBETCTBYET ZKCNEPTHOMY OTUETY

. XpOHUYECKOM MOCTTpaHC(PY3UMOHHOM TIeperpy3KH KeJIe30M Y B3pOCIIbIX U JIeTeH B BO3pacTe
2 JIeT U cTaplie.
. XpoHNUecKoi HeTpaHC(y3UOHHOW MEeperpy3KH KelIe30M y MAIMEeHTOB C TaJllacCeMUei B

Bo3pacte 10 jeT u crapuie.

4.2 Pe:xuM 103MPOBAHUSA U CIIOCOO MPUMEHEeHMsI
Tepanuto npenaparom Jledepasupokc AOMKEH MPOBOAUTH Bpay, UMEIOUIMI OMbBIT JEUYeHUs
XPOHUYECKOH MOCTTPAaHC(PY3MOHHOM MEeperpy3Ku KeJae30M, TOIBKO MOCIe OIEHKH BO3MOXKHOTO

PHUCKA U II0JIb3bI XEJIATOPHOU TEparuu.

Pexxum 103upoBaHus

Xponuueckasi nocmmpaHncghy3uOHHAs nepecpy3Ka Hcene3om

Tepamuto mpenaparom Jlepepasupokc peKOMEHIyeTcs HadyuHATh Tocle TpaHchy3un
npuom3uTeNnbHO 20 enuuuil (0ko10 100 MIT/KT) 3pUTPOLIMTHON MacChl ¥ 0oJiee, Wiy MPU HATMYUN
KIIMHUYECKUX TaHHBIX, CBHUJETEIbCTBYIOIIUX O PA3BUTUU XPOHHUYECKON MEPErpy3KH KeIe30M
(HampuMep, TpU KOHIEHTpauuu (peppuTHa B ChIBOpOTKE KpoBH Ooznee 1000 mkr/m). Ho3y (B
MT/KT) CIIeIyeT PACCUUTHIBATH M OKPYTJISATH JI0 JOSUPOBKH LIEIOH TaOJICTKH.

[lenpto Tepamuu XelaTopaMu JKeJle3a SBJSIETCS BBIBEACHHME JKelle3a, MOCTYMHBIIETO C
TpaHcPy3UsIMHU SPUTPOLIMTHON MacChl, U, IPU HEOOXOUMOCTH, CHIDKEHUE COJICPIKAHUS JKeTe3a B
OpraHu3Me.

Pemenne o0 BBIBEZICHMHM HAKOIUIGHHOTO JKelle3a CJeayeT MpPHHUMAaTh WHIWBUAYAIBHO,
OCHOBBIBAsICh Ha OLIEHKE OXKH/1a€MOH TOJIb3bl M PUCKOB XEJIAaTOPHOM Tepanuu (cM. pazzien 4.4).
[Tpenapatr [ledepasupokc, TaOJIETKH, TOKPHITHIE IUIGHOYHOW  OOOJIOUKOHM,  sIBIsETCA
JeKapcTBeHHOU (hopmoii nedepazupokca ¢ 0os1ee BRICOKOW OMOIOCTYMHOCTBIO IO CPABHEHUIO C
npenaparoM Jledepazupokc, nucneprupyembie Tadnetku (cM. pasaen 5.2). [lpu 3amene tepanuu
npenapatoM [legepasupoke, aucneprupyemble  TaOJIeTKM Ha  Tepamuio  IpernapaToM
Hedepasupoxc, TabsieTKu, HOKPHITHIE MJICHOYHOM 0007049KO0MH, 103y He00X0AUMO CHU3UTH Ha 30%
Y OKPYTJIUTH /10 T03UPOBKH 11€JI0M TaOJIETKU, TOKPHITON IJIEHOYHON 000JI0YKOH.
PexoMenaoBaHHbIe 036l 1ehepazupokca B 3aBUCUMOCTH OT JIEKAPCTBEHHON (JOPMBI Y TAIIUEHTOB

C MOCTTpaHCc(y3MOHHON TIeperpy3Koi )KeIe30M IpeAcTaBiIeHbl B Tabmuie 1.



Taoauna 1. PekomenaoBaHHble 10361 1edepa

COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 06.05.2025 N2 11710

npoxca B JABHCIOCTH of HekapErienHoli

(opMbI y NaUMEHTOB ¢ NOCTTPAHCPY3MOHHOM MePerpy3Koi xeie3o0M

Hedepasupokec, Hedepasupoxc, Oo0bem Konuenrpanus
AUCHeprupyemMblie| Ta0JIeTKHU, NOKPbITHIE |  TpaHCcPy3uu ¢eppurnna B
TaldaeTKkn IUICHOYHOI 000J104K0i1 CbIBOPOTKE
KPOBH
CraproBass  [20 MI/KT B CyTKH 14 mr/kr B cytkn  [[locne >1000 MKT/1
no3a Tpancoysuu 20
€IMHULL DPUTPO-
LIUTHOM MacChl
(oxoso 100 mir/kr)
AabTepHaTHB-| 30 MI/KT B CyTKH 21 MI/KT B CyTKH > 14 Mot/kr
Has SPUTPOIIUTHOMN
crapropasi MacChl B MECSII]
jlosa (oxoJ0 >4 enuHuUIL
B MECSII JJIs1
B3pPOCIIbIX)
10 MI/Kr B CyTKH |7 MI/KT B CyTKH <7 MII/KT
SPUTPOIUTHOMN
MacChl B MECSII]
(oxoJ10 <2 eIMHUIL
DPUTPOLIUTHON
MacChl B MECSII]
11 B3POCITBIX )
Jloza mst TlonoBuHa ot Onna TpeTh OT
[AIUEHTOB, Y [BETUYHHBI 03I BEJIMYMHBI JTO3BI
KOTOPBIX yJa- |nedepokcaMuHa nedepokcaMuHa
7I0Ch I0CTUYb
a/IeKBaTHOTO
KOHTPOJIS TIPU
oMot nede-
poKcamMHHa
YacToTa BHINOJIHEHHS] KOHTPOJIbHBIX AHAJIM30B Kpopn |O/KCMECTTHO
Lles1eBoii TMana3oH KOHUeHTPal UK eppUTHHA B 500 - 1000 mxr/n
jia3Me KpoBH

Koppekuust 10361

lar nasa
KOPPeKIUH
(xaxmpie 3-6
MECSIIEB)

VBeandueHue J0361




COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 06.05.2025 N2 11710

tHOCREROBATER E'@%%(TO"&E@?E ]

5 - 10 MI/kr B 3,5 - 7 MI/Kr B
cyTku 10 40 MI/Kr |CyTKH 10 28 MI/KT B
B CYTKH CYTKH

VYMeHblIEHUE T036I
5 - 10 mr/kr B 3,5 - 7 MI/Kr B

CYTKH 10 CYTKH
NTOCTHKEHUS LIEIIN
Tepanuu

'V manueHToB, <2500 MKr/n

MOJTYYaIOIHUX 'V manueHToB,

0361 >30 MI/KT B [HOJTYyYaromux A0361 >21

CyTKHU MT/KT B CyTKH

500 - 1000 Mkr/n
[Ipy TOCTHIKEHUH IIEJCBOM KOHIIEHTPALIUN

(deppuTHHA B CBIBOPOTKE KPOBH

Makcumajib- {40 MI/KT B CyTKH (28 MI/KT B CyTKH

Hasi 1032
IIpepbiBanue <500 MKr/n

Tepanuu

Hauanvnas 0osa

Pexomenayemass HawanmpHasi CyTo4Hasi no3a mpemapara Jledepasupokc coctaBuser 14 mr/kr
Macchl Tena. J[Jia marueHToB, MoMyJyaroluX TpaHChy3Uun S3pUTPOIIMTHOM MacCchl B 00bemMe Ooiee
14 mu/kr/mecs (MpuOIU3UTENBHO Oosiee 4-X €UHUIL KPOBU B MECSAII JIJISI B3POCIIBIX) C IENIbIO
YMEHBILIECHUS COJEPKAHUS JKejle3a B OpPraHU3ME BO3MOXKHO IIPUMEHEHHE aJbTEpHAaTUBHOU
HayalbHOM CyTOYHOM 710361 21 MI/KT.

Jls manueHToB, MOy4aroluX MeHee 7 MII/KI/MecsI] SpUTPOLUTHON Macchl (MIPUOIUZUTEIBHO
MeHee 2-X €IMHMI] KPOBM B MECALl JJISl B3POCIBIX), C LEIbI0 MOAJEPKaHUS HOPMAaJIbHOTO
COJIepKAHUs JKele3a B OpraHu3Me MOKET OBITh PacCMOTPEHO NMPHUMEHEHHE albTepPHATHUBHOMN
HayalbHOM CyTOYHOM 1036l 7 MI/Kr. CieyeT KOHTPOJIMPOBaTh OTBET Ha JICYCHHE Y MAIMEeHTa U
paccMaTpuBaTh BONpPOC 00 YBEIWYEHHHM [03bl, €clid He OyJIeT JOCTUTHyTa J0CTaTOuYHas
s dexTuBHOCTD (CM. pazzaen 5.1).

Jlis TmanMeHToOB € XOpOIIMM KIMHUYeCKUM 3¢ dekToM nedepokcaMrHa HayalbHas 1032
npenapata Jledepa3supokc JOMKHA COCTAaBIATH TPETh OT paHee MPUMEHSEMOW J103bI
nedepokcaMuHa (HarpuMep, y maruenTa, noay4dasiiero 40 Mr/kr/cyT nedepokcaMuHa B TEUCHHE
5 aHe B HeAeI0 WM SKBUBAJIEHTHOE KOJIMYECTBO, TEpANuIo npenaparom Jledepazupokc MoXHO
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HayuHaTh ¢ 14 Mr/KT B cyTKH). Eciii mociie BhIt °oanaH}Qr0'p1g%T%Fcy];%lﬁl I[O'3]c; CO'CTaBn;{eT

MeHblIIe 14 MI/KT Macchl TCJa, HCOGXOI[I/IMO BCCTU MOHUTOPUHI OTBCTA MALIUCHTA HA JICHCHUC U
paccMOTpPCTh BO3MOXHOCTL IIOBBIIICHUA 103bI, C€CJIIM HC YIOACTCA OOCTHUYb I[OCTaTO‘IHOI\/JI

s dextuBHOCTH (CM. pazaen 5.1).

Iloobop 00361

Pexomenyercs exxeMecsyHO KOHTPOIMPOBATH KOHLEHTPAIHIO (peppuTHHA B CBIBOPOTKE KPOBU H
py HEOOXOAMMOCTH MPOBOAMTH KOPPEKIUIO N103bl mpemnapara Jledepaszupokc kaxzabie 3 - 6
MECSIEB, UCXO/1 M3 U3MEHEHUS KOHILIEHTpauuu ¢eppuTHHA B CHIBOPOTKEe KpoBU. Koppekiuio
JI03BI CIIEAYET MPOBOAUTH MOATAIHO, C IIArom 3,5 - 7 MI/KI Macchl Tejia, B COOTBETCTBUU C
UH/IMBUYAIbHBIM OTBETOM Ha TEpalnvi0O M B 3aBHCHUMOCTH OT ILEJIH TNPOBOAMMON Tepanuu
(moaep>kaHue WM YMEHbBIIIEHUE COJEPKaHUs JKeTe3a).

[Tpu HeaddeKTUBHOCTH JedeHus mpenaparoM B o3¢ 21 Mr/Kr maccel Tena (KOHIIGHTpaIus
deppuTHHA CBIBOPOTKH COXpaHseTcs Ha ypoBHe > 2500 MKr/m), cleayeT paccMOTPETh
BO3MOXKHOCTh YBEJIWYEHHUsS 036l 10 28 MI/KT Macchl Tena. B HacTosmiee BpeMs JOJATOCPOYHBIE
JaHHble 10 Oe3omacHocTH ©  A((PEKTUBHOCTH mNpUMEHEHHS Jnedepasupokca B (opMme
JTUCTIEPrUpYyEMBIX TabJIEeTOK B 103ax cBbie 30 MI/Kr orpaHndensl (HabmoaeHne 264 nayeHToB
B CpelHEM B TEYEHHE TrojAa Iociie yBenuueHus 103bl). llpu HemoctaToyHOM KOHTpOJie
reMocujiepo3a Mmpu MpuMeHeHnuu npenapara [ledepasupoke B g03ax, mpeBbimarommx 21 mr/kr
Macchl Tela JajbHeiiee yBeTn4eHrue 1036l (MaKCUMaIbHO A0 28 MI/KI Macchl Tella) MOXKET He
NPUBECTH K aJeKBAaTHOMY KOHTPOJIIO; CIIEAYeT pPAaCCMOTPETh BO3MOXKHOCTh HPUMEHEHUs
QIbTEPHATUBHBIX METOJIOB JieueHHs. [Ipu OTCYyTCTBMM YIOBIETBOPHUTEIBHOTO KOHTPOJIS TpPU
NPUMEHEHHH J103 CBBIIIE 21 MI/KT Macchl Tea, He CIeIyeT MOIePKUBATh TEPAIHIO B YKa3aHHBIX
J103aX, HE00XO0IMMO PACCMOTPETh BO3MOXKHOCTD IEPEeX0/ia Ha aJbTEPHATUBHBIE METO bl TEPATIHH.
He pexoMenayeTcs npuMeHeHHe 103kl 6osiee 28 MI/KT, TOCKOJIBKY OIBIT IPUMEHEHUS Mpenapara
B 0oJiee BRICOKHUX JI03aX orpanuyeH (cm. paszaen 5.1).

VY manMeHToB, MOJYYArOMUX J03bI CBBIME 21 MI/KT Macchl Tena, MO JOCTHKEHUH KOHTPOJIS
(Hampumep, KOHIIEHTpanus (eppuTHHA CHIBOPOTKH KPOBH YCTOWYHMBO COXPAaHSETCS HAa YPOBHE
MmeHee 2500 MKI/1 ¢ TeHAeHIMEN K CHUKEHHIO Ha MPOTSKEHUU BPEMEHH) CIIeyeT PacCMOTPETh
BO3MOXXHOCTh YMEHBIIEHHUS J103bI NIpernapara ¢ marom 3,5-7 MI/Kr Macchel Tena.

[Tpu nocTHkeHUU 1eNeBON KOHIEHTpaluu peppuTHHA CHIBOPOTKU KpOBH (00bIYHO OT 500 MKI/I
10 1000 MKr/i1) HE0OX0IMMO TPEYCMOTPETh MOCTETIEHHOE (C MaroM 3,5-7 MI/KT) CHUKEHHE JTO3BI
mpemnapaTta ¢ LeNbI0 TMOAJEpKaHUs KOHIEHTpaluu (eppuTHHA B CHIBOPOTKE KPOBH B 3TOM
IIEJIEBOM JMaIia30He U IS MUHUMH3AIHA PUCKA N30BITOYHOTO XEIaTHPOBAHHS.

[Tpu ymeHbIlIEHUU KOHLIEHTpaluu (GeppuTHHA B CBIBOPOTKE KPOBH cTabmibHO HUke 500 MKr/m,
5
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CIIeIyeT paCCMOTPETH BOMPOC O MPEPHIBAHUU JICUCHUS ﬁgleﬁaglﬁ{;ﬂr %fé&g&li%dkc]_&:ﬁ? Iﬂaéz{en

4.4).

XpoHHYECKas HGTDaHC(bVSI/IOHHaSI Ieperpy3Ka »KelIe30M v IMallMeHTOB C TajlacceMuei

XenaropHas Tepamnus npenaparoMm [ledepasupokc y HayeHToB JaHHOW KaTeropuu BO3MOXKHA
TOJIBKO MPHU JOKA3aHHOU MIeperpy3Ke xkene3oM (coneprkanue xenesa B neuenu (CXKII) >5 mr Fe/r
CYXOr0 BEIIECTBA NEUYEHU WM MPU KOHIEHTpauuu (GeppUTHHA B CBIBOPOTKE KpoBU >800 MKI/M).
Omnpenenenne CXKII sBnsieTcs NpennOYTHTEIBHBIM CIIOCOOOM OLIEHKH TSIKECTH MEPerpys3Ku
Kene3oM. Y marueHToB ¢ HemsBecTHoW BenmunHou CXKII xemartopHyro Tepanuio HE0OX0IUMO
IPOBOAUTH C OCTOPOXHOCTBIO ISl MUHHUMHU3AIMM PUCKA U30BITOYHOTO XEJaTHPOBAHUS (CM.
paznen 4.4).

[Mpemapar  [edepasupokc, TaOJICTKH, TMOKPHITBIE IUICHOYHOW  OOOJOYKOH,  SIBJISIETCS
JIeKapcTBEHHON (QopMoii Aedepazuporca ¢ 60jaee BHICOKOM OMOJOCTYIMHOCTHIO IO CPABHEHHIO C
npernapatoM Jledepazupokc, nucneprupyempie TabneTkd. Jlns MNalveHTOB, MOIYyYarolIux
Tepanuio nedepasupoKcoM B JIEKAPCTBEHHOW (opMe IuCIeprupyeMble TaOIETKU P MEPEBO/IC
Ha ipueM e epa3upokca B BuJIe TaOIETOK, TOKPBITHIX TNIEHOYHOH 000JI0YKOH, 103y HEOOXOTUMO
cHu3uTh Ha 30% U OKPYTIUTH A0 TO3UPOBKH 11€J10i1 TaOIETKHU, MOKPHITOM MIIEHOYHON 000I0UKOH.
CoOTBETCTBYIOILIUE 103bI ISl PA3JIUYHBIX JIEKAPCTBEHHBIX (hOPM MpeICTaBICHbI B TA0IHIIE 2.
Tabnuna 2. PexkoMeH10BaHHbIe 103bI edepasupoKca B 3aBUCMMOCTH OT JIeKapPCTBEHHOM

(¢popMBI TpH JleYyeHMHM HeTPaHC(PY3MOHHOW Meperpy3KM iKejae30M Yy MalHEHTOB C

TajgacceMuen
Hedepaszupoke, | Hedepasupoke, | CXKII* Konuenrpanus
AUCHeprupyeMbie TabJIeTKH, (deppuTnna
TabdJIeTKH NMOKPBbITHIE CHIBOPOTKH
ILICHOYHON KDORU

CraproBas 10 mr/kr B cytkn 7 mr/kr B cytku 5 mr Fe/r umu  [>800 Mxr/n
n03a CyXOro

BCIICCTBA

MoununTopunr |(OnuH pa3 B MecsIl

Koppeknus 1035l

Hlar nas YBennueHne 10361
5 - 10 mr/kr B cyTkH 3,5 - 7 MI/KT B >7 mr Fe/r mmn [>2000 MKr/n
KOpPpeKUHHU
CYTKHU CYyXOro

(xaxnpie 3 - 6 y yx

BEILECTBA
MECSIIIEB) m

[IeUeHU

YMeHbIlIeHHEe 1035l
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T S

5 - 10 mr/xr B cyku3,5 - 7 mr/kr s ST vt FeAlA Y CR006 Mk D02 ]

CYTKH CyXOro

BEIECTBA

Makcumaiab- 20 Mr/kr B cyTku |14 Mr/kr B

Has 1032

10 MI/KT B CyTKH

7 MI/KT B CYTKH

J1J1 B3pOCIIBIX HE 141 <2000 MKr/n

s nerei OIpEACIICH
[IpepbiBanue <3 mr Fe/r pm <300 MKr/n
Tepanun CyXOro

BEICCTBA

BozooHoBye- [He pekomennoBaHo

HHUE TEPAITUHA

* U3mepenne CXKII- 3To nmpeanodTuTenbHblii METO ONPEIeICHUs] IEPETPY3KHU KEIe30M.

Hauanvnas 0o3za

Pexomenyemast HaganmpHasi CyTo4Has 103a npemnapara Jledepasupokc coctaBisieT 7 MI/KT MacChl
Tena.

1Ilo060p 00301

Pexkomenyercst exxeMecsgHO KOHTPOJIMPOBATH KOHIICHTPAIIUIO ()eppUTHHA B CBIBOPOTKE KPOBH C
LEeNbI0 OLIGHKM DPEaKIMM MallMeHTa Ha IMPOBOJUMYIO TEpaluio U [ MUHUMHU3ALUU pHUCKa
u30biTouHOM xemanuu (cm. pasgen 4.4). Kaxasie 3 - 6 MecseB BO3MOXHO TIOIIArOBOE
yBeJIMUYEHHUE I03bI TIpernapara Ha 3,5-7 mr/kr. Koppekuus 10361 Bo3MoxkHa rpu coxpanernn CXKIT
Ha ypoBHe >7 mr Fe/r cyxoro BemiecTBa TMEYEHH WIM COXpaHstomeics (0e3 TeHICHIHH K
CHI)KEHMIO) KOHILIEHTpalMHu (QeppUTHHA CHIBOPOTKM KpoBu >2000 MKr/m M mpu xopouiei
nepenocumoctu Tepanun. [Ipumenenue npenapara Jlegepazupokc y mainueHToB ¢ TalacCeMHEH B
no3e Oonee 14 MI/Kr Maccel Tella HE PEKOMEHIOBaHO (M3-3a HENOCTAaTKa JaHHBIX I10
3¢ (HeKTUBHOCTH M 0€30MaCHOCTH MPUMEHEHHS B YKa3aHHOMU J03¢€).

VYV manueHToB ¢ KOHIIEHTpaluend gpeppuTuHa chiIBOPOTKH KpoBU <2000 MKr/m 06e3 omnpeaesieHus
CXKII no3a npemnaparta Jledepa3zupokc He JOHKHA MPEBBIIIATh 7 MI/KT MacChl Tea.

VY nmanueHToB, MOJIyYAIOMIMX TEpanuio B 03¢ Oojee 7 MI/KI Macchl Tella, PEKOMEHIOBaHO
CHIDKaTh 103y npenapata Jledepasupokc no noctmkenuss CXKII <7 mr Fe/r cyxoro Bemiectsa
MEeYEeHU WK KoHUeHTpauuu ¢pepputuHa <2000 MKr/i.

IIpexpawenue neuenus

Tepanus npenapatoM Jledepazupoke nomkHa 6bITh okoHYeHa rpu gocTrkeHnn CXII <3 mr Fe/r
-
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CyXOro BEIIECTBA II€YECHU WU KOHIICHTpaIlMU (bept')gll"lll:ﬁ'e:l E%‘ﬂgi;ﬁmjﬁHH%rTﬁ'alﬁﬁlmk 0
y p

BO300HOBJICHUU TCpalru y MaluCHTOB C MMOBTOPHBIM HAKOIIJICHUCM JKCJIC3a MTOCIIC JOCTUKCHUA
YAOBJICTBOPUTCIILBHOI'O YPOBHA COJACPKAaHHUA KEJIC3a B OpraHu3Me, B CBA3HM C YCM IIOBTOPHOC

BO300HOBJICHHE TEpAIINU HE MOXKET OBITE PEKOMCHIOBAHO.

Oco0Bble IPVIIILI MAIUEHTOB

Jluya noowcunoeo 6ospacma (= 65 nem)

JI1s manveHToB IaHHOM KaTeropuu He TpeOyeTcs KOPPEKIUH pexuma 103upoBanus. [lockonbky
B KIIMHUYECKHX HCCIEIOBAHMIX Yy MAalMEHTOB B BO3pacTe >65 JIeT OTMEYAIOCh MOBBILIEHUE
yactoTbl HP (HexenarenbHbIX peakiuil) 1o CpaBHEHUIO C MAIMEHTaMU B BO3pacTe MeHee 605 JieT,
y INAalMEeHTOB JAHHOW KaTeropuu CleqyeT IPOBOAUTH TINATENbHBIM KOHTpoias HP u mnpum
HEOOXOJMMOCTH CHWXaTh A03y mpemapata. 9 [lanueHTsl ¢ HapylmieHUSIMH (QYHKIMHU MOYEK
OddexTrl npenapara ledepazupokc He UCCIEAOBATUCH Y MALMEHTOB C HAPYIIEHUSIMHU (DYHKINUN
[IOYEK, IOATOMY IPUMEHEHHE Ipenapara IPOTUBONOKA3aHO Yy MAalMEHTOB C pPacUYEeTHHIM
KIIMPEHCOM KpeaTnHrHA Hike 60 Mur/mMuH (cM. pasnensl 4.3 u 4.4).

THayuenmsi ¢ HapyweHuasMU GYHKYUU NedeHU

[Tpumenenue nedepasupokca y MalMeHTOB C HapylIeHHEeM (YHKIMH MeYeHU ObLJIO M3yueHO B
KJIMHUYECKHUX UCCIIEIOBAaHUAX. Y MAIMEHTOB C HAPYIICHUSAMHU (PYHKIIH TIEYCHH CPETHEH CTeTIeHN
(xmacc B mo xnaccudukamum Yainn-Ileto) HaganeHas 103a JODKHA OBITh yMEHBIIECHA
npubnusutenbHo Ha 50%. [Ipemapat He clieyeT NMPUMEHSATh Y MAlMEHTOB C HAPYIICHUSMHU
byHkun neyeHn Tsokenod creneHu (kmace C mo knaccudukanuu Yaitng—Ilsio). Kontpons
GYHKIUM TIEYEHH CJeAyeT MPOBOJUTH NEpe/ HAauyajJoM JIEUEHHUs, Kable 2 HEJIeNU BO BpeMs

MIEPBOTO MeCsIIa JCUCHHS U J1aliee exxeMecssuHo (cM. pazaen 4.4).

eTu
Jns neredt M moApOCTKOB B Bo3pacTe OT 2 10 17 JeT KOppeKUuu pexkrMa JO3UPOBaHUS HE
Tpebyercs (cMm. pasmen 4.2). PexomeHayeTcs eXeMecsdyHO KOHTPOJIMPOBATH KOHIIEHTPAIUIO
(beppHuTHHA B CBIBOPOTKE KPOBH C 11€JIbIO OLIEHKH PEAKLIMU MMalMeHTa Ha IPOBOJUMYIO TEPANuIo U
JUIs MUHMMM3ALUU pUCKa HM30bITOYHOM xemamuu (cMm. pasznen 4.4). Ilpu pacuere 103wl AJis
MAIMEHTOB ATON KaTETOPHH CIIEAYEeT YIUTHIBATH M3MEHEHUE MACCHI TeJla C TeUeHHEM BpeMeHH. Y
JIeTeil B BO3pacTe OT 2 70 S5 JIET ¢ Meperpy3Kou Kele30M NpH MepeIMBaHUN KPOBU IKCIO3UIIHS
ObUIa HIDKE, YeM y B3pOCIBIX (cM. pazzaen 5.2). [Toaromy B JaHHOI BO3pacTHOW Ipyrine MOXKET
noTpedoBaThCsl NPUMEHEHHE MpenapaTa B 0ojiee BHICOKHX J103aX, YEM y B3POCIBIX MAlMEHTOB.
Opnako HauanbHas J103a JODKHA OBITh TakoM jKe, KaK Yy B3pOCIbIX, C MOCIEAYIOIUM

HHIWBHUIYaJIbHBIM TUTPOBAHUCM.
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(o OB HOCTE 00027
Xpornuueckas Hemparcy3uoHHAsL nepepy3Ka HCeLe30M -!/-In'am]gt;tb c;l—n%glclf&lemu g wveel

VY nereii ¢ cuHAPOMaMH TpaHCPY3UOHHO HE3AaBUCUMOM TalacCeMHUU 71032 HE JOJIKHA MPEBHINIATh
7 mr/kr. JlaHHO#N KaTeropuu namueHToB HeoOxoaum Oonee TmiarenbHbIH MoHuTOpHHT KOKIT 1
YpOBHS (peppUTHHA B CHIBOPOTKE BO M30€KaHUE YPE3MEPHOTO XelaTupoBaHus (cM. pazaen 4.4).
B nomonHeHue k exxeMecsYHbIM OlleHKaM ypoBHs depputrHa B cbiBopoTke, KXKII ciemyer 10
KOHTPOJIMPOBATh Ka)Jble TPU MECAIA, €CIIM YPOBEHb (eppUTHHA B CHIBOPOTKE COCTABISIET <
800 mxr/m.

Llemu om pooicoenus 0o 23 mecsyes

be3zonacHocTh 1 3QdeKTUBHOCTH TpUMEHEHUs MpenapaTa Jledepazupokc y naieHToB B BO3pacTe

Mitajauie 23 MecsLeB He YCTaHOBIJIEHA. J[aHHbIE OTCYTCTBYIOT

Cnoco6 IIPUMCHCHUA

Jlns mpuema BHYTpb.

Tabnerku npenapata Jledepazupokc, MOKpPBITHIE INICHOYHOH 000JI0YKOH, CIeyeT MPOTrIaThiBaTh
LEJIUKOM, 3amuBas HEOOIBIIMM KOJUYECTBOM BOABL. /[l MalMeHTOB, KOTOpPhIE HE MOTYT
MPOTJIOTUTH TAOJIETKY IIETMKOM, PEKOMEHIOBAHO Pa3IpOOUTh Ta0IETKY.

[Ipenapar [edepasupokc cienyer NpUHUMATh BHYTPh | pa3 B CYyTKM HATOLIAK WJIMA C JIETKOH

MUIIEH, TPEIMOYTUTEIILHO B OJIHO U TO K€ BpeMs (cM. pazzaen 4.5 u 5.2).

4.3 IIpoTBONOKA3AHUA

['MnepyyBCTBUTENBHOCTh K Je(epasupokcy MM K JII0OOMYy M3 BCIOMOTaTENbHBIX BEIIECTB,
MepPEUYHCIICHHBIX B pazjene 6.1.

Knupenc kpeatununa (KK) <60 ma/MuH win KOHIIEHTpalusl KpeaTHHUHA B CBIBOPOTKE KPOBH B 2
u OoJiee pa3a BbIIIE BEPXHEH IpaHUIIBI BO3PACTHON HOPMBI.

[TaueHnTsl ¢  MHEIOJUCIUIATUYECKUM  CHHAPOMOM  BBICOKOIO pUCKAa WM JAPYTUMH
reMo0J1acTo3aMu ¥ HEreMaToJI0rM4eCKUMH 3JI0Ka4€CTBEHHBIMH HOBOOOPa30BaHUSIMH, Y KOTOPBIX
XenaropHasi Tepanus OyaeT Manodd@eKkTuBHA BCIEACTBUE OBICTPOTO MPOTPECCHPOBAHUS
3a00JIeBaHMU.

Hapymenust ¢pyHkimuu neuenu Tspkeno creneHu (knacc C mo kinaccupukanuu Yaina—IIsio).
bepemeHHOCTE U TEpUOJT TPYTHOTO BCKaPMIIMBAHUS.

OpnHoBpeMEHHOE  NMPUMEHEHHE C  JPYTUMH  KOMIUJIEKCOOOpPa3yIOUMMHU  CpelICTBaMH,
IPUMEHSIEMBIMH JIJIsl JISUSHUS TIePerpy3Ku xKene3oM (6e301macHOCTh KOMOMHHUPOBAHHON Teparuu

HE YCTaHOBJIEHA, CM. pa3zen 4.5).
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4.4. OcoOble yka3zaHHus U MePbl NPe0CTOPOKHOCTH n%‘%}rﬂ%ﬁﬁg EMEHOCTE 0002)

C 0CTOPOKHOCTBLIO

Bo3spact > 65 ner; koHLEHTpalusi KpeaTMHUHA ChIBOPOTKM KPOBM BBILIE BO3PACTHOM HOPMBI
OCOOCHHO MpPH HaJIMYMUU JOIOJHUTENbHBIX (PAKTOPOB pHUCKA, TaKUX KaK OJHOBPEMEHHOE
IIPUMEHEHHUE MTPEnapaToB, CIIOCOOHBIX BbI3bIBATH HAPYIICHUS (YHKIIUU TOYEK, NETUIpaTaALlUs LU
TSDKeTble MHPEKIUK; HapylieHus (QpyHKIuN neyenu (mpuMeHeHue mnpemnapara ledepasupokc y
NAIUMEHTOB JJAaHHOW KaTeropuu HE U3Y4YEHO), OJHOBPEMEHHOE IPUMEHEHUE C aHTUKOATYJITHTaMU
U JpYTMMH JIEKapCTBEHHBIMH CpPEICTBaMH, OOJIAJalONIMMK  YJIbIIEPOT€HHBIM JIeHCTBUEM
(HecTepoUHBIMUA  MPOTUBOBOCIAIUTENBHBIMU  TperaparaMu, TIIFOKOKOPTHKOCTEPOUIaMHU,

6uchocdoHaTaMu 11 HpUeMa BHYTPS); CHUKEHHE KOJTHYeCTBa TpoMOonuToB <50x10%/1.

Hapymenue d)VHKHI/II/I IIO4YCK

Jleduenue nedepazupokcoM MPOBOAMIOCH TOIBKO Y MAIIMEHTOB C KOHLIEHTpaluel KpeaTHHUHA B
CBIBOPOTKE KPOBH B IpeJienax IPaHUL] BO3PACTHOU HOPMBI.

B xo/1e KTMHIYECKHUX UCCIIEeA0BaHUN TPUMEPHO Y 36 % MannueHTOB HAOII0AAIOCh ITOBBIIICHUE
YPOBHS KpeaTUHHHA B CHIBOPOTKE KpOBU Ooiee yeM Ha 33 % B 1ByX U OoJiee U3MEpeHUsIX MoAps,
WHOTJa TOKaszaTeldu OBUIM BBIIIE BEPXHETo Ipeaena HOpMbl. HabOmronaBiieecs: MOBBILICHUE
HOCHJIO /10303aBUCHUMBII Xapakrtep. [Ipubiu3urensHo y IBYyX TpeTedl NalUeHTOB, Y KOTOPBIX
BBIABJIAJIOCH HOBBIMICHUEC YPOBHSA Kp€aTHHHWHA B CBIBOPOTKCE, I[aHHBIﬁ IMOKa3aTCJib BO3BpallajICda Ha
ypoBeHb HIke 33 % 0e3 KOpPEeKTUPOBKH J03bI. Y OCTaBIICHCS TPETH KOHIEHTPALlMs KpeaTHHUHA
OCTaBajach TMOBBIIICHHOW, HECMOTPS Ha YMEHbBIIEHHWE [03bl WM TpEeKpalleHue IMpruemMa
npemnaparta. B HEKOTOpBIX cydasix IMOCIIe CHIKEHHS J03bI HAOI0aach TOJIBKO CTaOMIM3anus
MOKa3aTesiel KpeaTHHWHA B CHIBOPOTKE. [Ipy mociie yroIeM mocTperucTpallmoOHHOM TPUMEHEHUN
nedepasupokca coodIanoch 0 ciydasx OCTpOol MOUEYHON HeoCTaTOYHOCTH (cM. pasaen 4.8). B
HEKOTOPBIX CIydasix TMOCTPETUCTPAIMOHHOTO TIPUMEHEHHUs HapylleHne QYHKIUN TOYeK
MIPUBOJIMIIO K IMMOYCYHOW HEIOCTATOYHOCTH, KOTOpas TpeOoBaa BPEMEHHOTO WJIH ITOCTOSTHHOTO
JTIaJTH3A.

[TprunHBI MOBBINIEHUS! YPOBHS KPeaTHHHUHA B CHIBOPOTKE HE BhIACHEHHI. [1oaTOMy 0coboe
BHUMaHUE CIIeAyeT YeIsITh MOHUTOPUHTY YPOBHS KpEaTUHUHA B CHIBOPOTKE Y MAI[EHTOB,
OJIHOBPEMEHHO MOJTyYalolUX JIEKApCTBEHHBIE MpEenapaThl, KOTOPbIE YTHETAIOT (PYHKIINIO MOYEK,
¥ y TIAIUEHTOB, KOTOPBIC TIOJYJalOT BEICOKHUE J03bI JedepasupoKca W/ WU PeIKUe TIepeTnBaHUs
(< 7 Ma/Kr/MecsI] SpUTPOLIUTAPHON MacChl WK < 2 eTUHUIY/MECHI] sl B3pocibix). HecmoTpst Ha
TO, YTO B KIMHUYECKHX HCCIIECIOBAHMIX IOJIE YBEIMYEHHUs 03Bl JIEKAPCTBEHHOI'O Ipernapara
Okcumkan B GopMe IucreprupyeMbix TadieTok 6osee 30 MI/Kr He HaOIIOJANIOCh YBETUYCHUS

YaCTOTbl pPa3BUTUA HEKCIATCIbHBIX SBJIEHUN CO CTOPOHBI TIIOYCK, HEJIb3sd HUCKIOYUTH

10
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. . (nac B HOCTER Q0027 .
MOBBIIECHHBIA PUCK PA3BUTHS TAKUX SIBJICHUN MU npnMelgL:Hm-”Fa‘aJrgr'mI %Mrm; TITEHOYHOM

o0onoukoif, B nmo3e Oomee 21 wmr/kr. PexoMmeHayeTcs OIEHMBATh YpPOBEHb KpeaTHMHHWHA B
CBIBOPOTKE IIE€pe]l HAa4yajoM JICYCHHS BYKPAaTHO. YPOBEHb KpEaTHMHHWHA B CHIBOPOTKE, KIUPEHC
KpeaTuHMHa (orneHuBaeMbli 10 Qopmyne Koxpodra-I'onra wmmu mo ¢opmyne MDRD
(MomuduKanys AUEThI TP 3a00JI€BaHUAX MOYEK) Y B3pocibix U 1o Gopmyse [lIBapua y nereit)
u/wim ypoBeHb muctatuHa C B m1a3Me KpOBH JIOJDKHBI OTCIICKHUBATHCS NIEPe/l HAYaJIOM JICUCHHUS,
pa3 B HEAENIO B NEPBBIA MecsAll MOcie Hayajla TepalmuH WM KOPPEKLUWH J03bl Iperapara
Hedepasupokc u ganee pas B Mecsil. [lareHTsI ¢ paHee CyIEeCTBYIOUIMMH ITaTOJOTHSIMH ITOYEK
U TAIUEeHTBHI, TIOJTyYalolie JEKapCTBCHHbBIC PenapaThl, KOTOPbIE MOAABISIOT (QYHKIUIO ITOYEK,
MOTYT UMETh OOJIBIINIA PUCK OCIOkKHEHUH. CrieyeT co0ogaTh OCTOPOKHOCTh U MOIEP)KUBATh
QJICKBaTHYIO THpATAllMIO Yy MAIMEHTOB, Y KOTOPBIX BO3HUKAeT nauapes wiu psorta. Ilpu
NpUMEHEHHH JieepazupoKca B IOCTPETHCTPALIMOHHOM TIEPHO/Ie ObLTH ONMCAHBI CITyYau Pa3BUTHUS
METa0OIMYECKOT0 aru103a. B OOJBIIMHCTBE CIIyd4aeB COCTOSHHE Pa3BHBAJIOCH Y IAIMEHTOB C
HapylieHHeM (YHKIUHU MTOYeK, TUCPYHKIHECH TPOKCUMATBHBIX MOYCYHBIX KAHAIBIEB (CHHIPOM
DaHKOHU) WIH JHapeeii, a TaKKe COCTOSHHIMH, OCIOKHEHHUEM KOTOPBIX SIBIISIETCS HApyIICHUE
KHCJIOTHO-IIEJIOYHOr0 OajaHca. Y TakuWX MAIMCHTOB MO KIMHUYCCKHM ITOKAa3aHHUSM CIEIyeT
KOHTPOJIMPOBATh KHUCJIOTHO-IIENIOUHOM OanaHc. [lpu pa3BuTuM MeTabOJIMYECKOro anuio3a
CIIEyeT paccMOTPeTh BO3MOXKHOCTh OTMEHBI TEpaluu IpemnapaTtoM. Y  MAIMeHTOB,
npuHuMaromux — npemapatr  Jledepasupokc, B OCOOEGHHOCTH Yy J€T€Hl  OTMEYalnCh
MOCTMApKETUHTOBBIC CIIydau TsDKENbIX (OpM MouyeuHOoW TyOysomaTtuu (Takue Kak CHUHAPOM
@DaHKOHM) W TIOYEYHAs HEJOCTATOYHOCTb, CBSA3AHHBIC C M3MEHEHHSIMH CO3HAHUS B KOHTEKCTE
THIIEPAMMOHEMUYECKOH JHIlehanonatnu. PEKOMEHIyeTCsl YIUTHIBATh THIIEPAMMOHEMUYECKYIO
sHIe(aTONaTHIO W YPOBHM aMMHaKa, U3MEpsSEMbIE y TAIMEHTOB, Y KOTOPBIX Pa3BHUBAIOTCS

HEOOBSICHUMBIC U3MEHEHHS IICUXUYECKOTO CTaryca, Ipu JICUCHUHU MIPLCIIapaToM I[e(bepa31/1p01<c

Ta6auna 3. KoppekTupoBka 103bl U NIPUOCTAHOBKA JIeYeHUs] IPY MOHUTOPHUHIe QYHKIIUM

noYeK
YpoBeHb KpeaTHHHHA B Kiupenc kpeaTuHHHA
CBIBOPOTKE
/1o HayaJ1a Tepanuun JIBykpaTHO (2X) 1% OnnoxpatHo (1x)
IIpumenenune < 60 Mms1/MHUH
NPOTHBOMOKA3AHO
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(OCAEQCBATENEROCTE 0002

MOHUTOPUHT

Pa3 B menmento Paz B menemto
- IlepBeIit Mecsiy mocie
Hayaja JCUCHUS HIIH
MOAM(HUKAIIH 10361 (B TOM
qHCIIe TIOCIIE Mepexo/1a
MalyeHTa Ha APYTYIO
JIeKapCTBEHHYIO (GOpMy
npenapara)

- B nocnenyroniem

14

Pa3 B mecsnl 14! Pa3 B mecsnl
'YMeHbIlIeHHE CYTOYHOI 103bI HA 7 MI/KI/feHb (B (hopme TabIeTOK, TOKPBITHIX TNICHOYHOM
000JI0YKOM), eciu credyrowue nokazamenu QyHKYuU noyex Habaro0aromces Ha NPOMAACEHUU
08YX BU3UMOB NOOPSO U He MO2YyM ObiMb 00bACHEHbL OPYUMU NPUHUHAMU

B3pocible nanueHTb > 33 % npeBblIIaeTcs 1% Camxaercst < HI'H*
CpeIHUil ToKa3aTelb J10
JICaCHHA (< 90 mi1/MuR)

> BIH*** na

%
COOTBETCTBYIOILEro BO3pacTal , Crmxaercs < HI'H
BO3pacTa (<90 mi/mMuR)

[TaneHThl JETCKOTO

Ilociie cHUKeHus A03bl, MIPUOCTAHOBKH JICYCHUSA, €CJIN:

B3pociibie manueHTsl u Coxpansiercst > 33 % Boime [w/umn  |CHmkaercs < HIH*
CpeIHEro moKa3aTels J10

eTH p a (< 90 mn/mMunH)
nedeHus

*HI'H: HwkHss rpanuna HopMbl **BI'H: BepxHsis rpaHuiia HOpMbI

Jleuenne MokeT OBITh HAa4aTO BHOBb B 3aBHCHMOCTH OT WHAMBHUIYAIbHBIX KIMHMYECKHX
00CTOSITENBCTB.

CrnenyeTr paccMOTpeTh BO3MOKHOCTh YMEHBILIEHUS J03bl IIpernapaTa Win MpephIBaHUs Tepanuu
IPY BBISBICHUU OTKJIOHEHHH OT HOpPMBI MOKa3aTee KaHajdbleBOM (DYHKIMM MOYEK W/WUIM T10
KIIMHUYECKUM ITOKa3aHMSIM:

- IpOTeUHYpHs (IIOKa3aTelb CleAYET ONPEAENIATh IEpe]] Ha4alloM TEPANUU U JaJlee eXEMECSIUHO);
- IJIIOKO3YpHUs y TAllMeHTOB 0€3 caxapHOro quadera, CHIKEHUE COJIEpKaHus Kallusl B CBIBOPOTKE
KpoBH, (pocdaTroB, MarHusi WM COJIEH MOYEBOM KHUCIOTHI, Gocdarypusi WM aMUHOALUIYpPUS
(moka3zaTenu cieyeT KOHTPOJIMPOBATh IO HEOOXOIUMOCTH).

O peHanbHOH TyOyI0naTHy B OCHOBHOM COOOIIANIOCh Y IETEH U MOAPOCTKOB € OeTa-TajacceMuei,
noyry4aBIux npemnapat Jledepasupokc.

[TarueHTOB crienyeT HampaBUTh K He(POJIOry, U PaccCMOTPETh HEOOXOJUMOCTH IMPOBEIEHUS
JIOTIOJTHUTEIBHBIX JIMAarHOCTUYECKUX HCCIEOBaHUM (Hampumep, OWONCHS TOYEK), €CIH,
HECMOTPS Ha CHUKEHHE J103bl U IPEKPALLEHHUE JICUEHNUS], BOZHUKAIOT CIEAYIOIINE SABJICHU:

®* YPOBEHBb KPpE€aTUHUHA B CBIBOPOTKE OCTACTCA 3HAUYUTCIIBHO IMMOBBIICHHBIM U
1z
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* HaOIromaeTcs CTOMKOE OTKJIOHEHHE Kakoro-imndo %@r&pg%gﬁﬁélﬁelﬂhw;\}n};ﬁmtr E'l‘?é'%l(

(Hanpumep, IpoTenHYpHsl, cuHApoM DaHKOHN).

Hapynienue d)VHKHI/II/I INECYCHU

Y manuMeHToB, NPUHUMABLINX JAe(epasupokc, HAOIIOIANIOCh IMOBBIIIEHHE YPOBHS MapKepoB
¢yHKIMM TIedeHH. B TOCTPErucTpalliOHHOM NEepuoJie MPUMEHEHHs OTMEYAIHMCh CIydau
IEeYCHOYHOU HEAOCTATOYHOCTHU, HCKOTOPHIC U3 HUX GBIJII/I C JICTAJIbHBIM UCXOI0M. N NannucHTOB,
nonydaBmux mnpenapat [ledepasupokc, B 0COOEHHOCTH Yy JAeTeld MOTYT BO3HUKATh TsDKEIIbIC
dbopMbI, CBsI3aHHBIE C M3MEHEHHSIMH CO3HaHHUS B KOHTEKCTE TI'MIIEPAMMOHEMHUYECKOM
sHnedanonaTuu. PekoMeHIyeTcsi YYHTHIBaTh THUIEPAMMOHEMHUYECKYI0 SHIE(PAIONaTuio |
HU3MCPATH YPOBCHb aMMHUAKA Y MAUCHTOB, Y KOTOPLIX pPa3BUBAOTCA HGOGT:SICHI/IMBIC U3MCHCHU A
MICUXUYECKOT0 cTaryca mpu JiedeHnu npenaparom Jledepasupokc. CraemyeT mposBIsSTH 0codoe
BHHUMaHUE B OTHOILLICHUH MOAIEP>KUBAHUSI COOTBETCTBYIOIIETO YPOBHS TUAPATALMU Y TAI[UEHTOB,
KOTOPBIC UCIBITHIBAIOT MPOOJIEMBI C 00€3BOKUBAHUEM (TaKHE KaK JUapes WM PBOTA), 0COOCHHO
y Jeteid B ocTpoit (haze 6osie3HU. BOJBIMHCTBO COOOMICHUI O TICYEHOYHON HEIO0CTATOYHOCTH
KacaJuch MAaI[MeHTOB CO 3HAYUTEIIbHBIMH COIYTCTBYIOLIMMU MATOJOTUSIMU, BKIItoUas paHee 15
CYILIECTBOBABIINE XPOHUYECKHE 3a00JeBaHUsl Me4eHH (B TOM uyucie uuppo3 u rematut C) u
NOJMOPTaHHYI0 HEIOCTaTOYHOCTh. OMHAKO poib Jedepasupokca Kak COIMYTCTBYIOIIECTO HWIIH
yCcyryosirorero  ¢akropa He MOXKeT ObITh HcKioueHa (cMm. pasmen 4.8). Pekomenmyercs
MPOBEPATh YPOBEHb TpaHcaMuHa3, OwnnpyOuHa u (ocdaTtazbl B CHIBOPOTKE IEpe] HAYalIoM
JIeUeHus1, Kaxable 2 HeIeTu B TIEPBhI Mecsll JIeUeHUs U pa3 B Mecsll BriociencTsuu. Eciu numeer
MECTO CTOHKOE U MPOTrPECCUpPYIONIee YBETHUSHHE YPOBHS TPAaHCAMUHA3 B CBIBOPOTKE, KOTOPOE HE
MOYET OBITH OOBSICHEHO APYyruMu npuinHaMu, CICAYyCT NPUOCTAHOBUTH NPUMCHCHHUE IIpLCIiapara
Hedepazupoke. Korna npuunHa OTKIOHEHUH B MOKa3aTensx (YHKIUU MEYEeHU BBISICHEHA, WU
nocJie BO3BpAILlEHUs] YKA3aHHBIX MOKaszareje K HOpMabHOMY YPOBHIO MOKHO pacCMaTpHUBATh
OCTOpPOYKHOE BO30OHOBIJICHHE JICUCHHUS TPHU 00Jee HU3KOW /03¢ W IMOCIEAYIOee MOCTeIIeHHOe
YBEJIMUEHUE JTO3BI.

He pexomenayercs npumeHsaTh npenapat Jledgepazupokc y MaiueHToB ¢ TSKENIbIM HapylIeHueM

¢ynkuuun neuenu (knacc C no knaccudpukanuu Yanga-I1sio) (cM. pazaen 5.2).
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Taoauna 4. KpaTkue pekoMeHIaluM 10 MOH Topnnﬁu%;om%lx EMEHOCTE 0002)

HccaenoBanue YacTora

YPpOBEHb KPEaTUHHUHA B CHIBOPOTKE
JIBaXk1pl 10 Ha4Yaja TEPaIuHu.

Pa3 B HeeNr0 B IEPBBII MECSIII TEParuy U B
MEPBBII MECSI] TOCIC U3MEHEHUS 103bI
(BKJIFOYAsl TIEPEXOJ C OHOM JIEKapCTBEHHOM
(hopMBI Ha IPYTYIO).

Pa3 B MecsiIl BIOCIIEACTBUH.

KrnrpeHc kpeaTMHUHA W/WIH YPOBEHb

[MCTaTHHA C B mIazMe Hepez[ HadaJiIOM TCpallriu.

Pa3 B HeJIeNI0 B MEPBBIA MECSIl TEpaIliy U B
[IEPBBII MECSI] TOCIIE H3MEHEHUS 103bI
(BKJTFOYAsI IEPEXO/ C OJTHOM JIEKAPCTBEHHOU
(hopMBI Ha IPYTYIO).

Pa3 B Mecs1l BOOCIIEICTBUH.

[IpoTeunypus [lepen nauanom tepanuu. Pas B mecs
BIIOCJIE/ICTBUH.
[To Mmepe HEOOXOUMOCTH.

Jlpyrue Mapkepbl QyHKITUH TOYEIHBIX
KaHaJbIEB (TaKue KaK TITUKO3ypus y JIUI, HE
CTpaJAIONINX AUa0ETOM, U HU3KUI YPOBEHb
kanus, pocdara, Maraus UM ypaToB B
CBIBOPOTKE, (hocaTypusi, aMUHOAIMTYpPHS)

[lepen HauaIOM TEpaINUU.

'YpoBeHb TpaHCaMUHa3, OHIMpyOnHa,
Pa3 B 2 Henenu B nepBblit Mecsl Tepanuu. Pa3

1eJ109HOH (ocdaTaszsl

lccnenoBanue ciyXa 1 OpraHOB 3pEHUS Tepen HauanoM Tepanuu. Pas B rof
BIIOCJIC/ICTBUHU.
Macca Tena, pocT U IOJIOBOE pa3BUTHE [Iepen Ha4anoM Teparnum.

Pa3 B rog BnociaeacTBUU Yy NeANaTpuICCKuX

Y mauMeHToB ¢ Majod MPOTHO3UPYEMOM MNPOAOIKUTEIBHOCTBIO JKU3HM  (Hampumep,
MUENOIUCINIACTUYECKHE CUHAPOMBI C BBICOKMM PHCKOM), OCOOEHHO KOT/a COINYTCTBYIOIINE
3a00J1eBaHNs MOTYT IOBBIIIATh PUCK HEXeNaTeNbHBIX sBIEHU, nonb3a Jledepasupokc Moxer
OBITh OTpaHWYEHa, W PHUCK MOXKET TMPEBHIIATh MoNb3y. CrenoBarenbHO, NpPUMEHEHHE
Hedepasupokc HE pPEKOMEHIOBAaHO y TaKWX MalMeHToB. lIpemapar ciemyer Ha3Ha4yaTh C
OCTOPOKHOCTBIO MOKUJIBIM MAIIMEHTaM B CBSI3M C BBICOKOM 4aCTOTON HeXKeJlaTeNIbHBIX peakluii (B
Y4acTHOCTH, Tuapeu). JlaHHble y neTeil ¢ TpaHc(hy3MOHHO HE3aBUCHMOM TajacceMHuei BechbMa
orpannyeHHbsle (cM. pazaen 5.1). CrnemoBarenbHO, Mpu Teparnuu mnpenaparoM [ledepazupokc
CJIeZyeT MPOBOIUTH TIIATEIFHBI MOHUTOPUHT JIJISI BBISIBIICHUS HEKETATEIbHBIX PEAKINi 1 IS
OTCJIeKUBAHMS KOHIIEHTPAIIUH XKelle3a B OpraHu3Me y neauarpuueckoi nomysiun. Kpome toro,
nepes JiedeHueM npenaparoM Jledepasupokce nereil ¢ BRICOKOW CTENEeHbI0 Meperpy3KH Keae30M
U TpaHC()Y3UOHHO HE3aBHCHMOW TajlacCEMUEH Bpad JODKEH IMOMHHUTB, YTO IOCIEICTBUS

}IHHTeHBHOﬁ TEpaAIMU TaKUX IMAIKMCHTOB B HACTOAIICEC BPEMA HE NU3BCCTHEI.
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(MOCNEQCBATENEHOCTE 0002)

Hapynieans co cTOpOHBI JKEIYI0YHO-KMIIISYHOIO TPAKTa

VY marnueHToB, BKIOYas JeTed W TOJIPOCTKOB, MOMYYaBIIMX Ae(epasHpoKC, COOOMIAIOCH O
MOSIBJICHUH $I3B M KPOBOTCUCHHHM B BEPXHUX OTAENAX KEIyJAOYHO-KHUIIEYHOTO Tpakra. Y
HEKOTOPBIX MAlMEHTOB HAOIFOIaTMCh MHOXXECTBEHHBIE S3BbI (CM. pasjen 4.8). beun coobmieHus
0 sI3BaX, OCIOXHUBIIUXCA TMepopanueil KeayJoYHO-KUIICYHOTO Tpakra. Takxke ObuiH
COOOINEHUsSI O JETANBHBIX JKETYJOYHO-KUIICYHBIX KPOBOTCUCHHUSX, OCOOCHHO Yy MMOXKHIIBIX
MAIUEHTOB, ¥ KOTOPBIX OBUIM T'eéMAaTOJIOTUYCCKUE OHKOJIOTHYECKUE 3a00JEBAHUS W/WUIH HU3KOE
coJiepKaHne TPOMOOIIUTOB.

Bpaun u manmueHThl OJDKHBI CIEMYeT COXPaHSATh OCOOYI0 HACTOPOKEHHOCTh B OTHOUICHUHU
MPU3HAKOB W CHUMITOMOB $I3B M KPOBOTCUCHHI B KEIyIOYHO-KUIIECYHOM TPAKT€ BO BpEeMs
Tepanuu npenaparom Jledepasupokc. B cirydae pa3BuTHS S3BBI WM KPOBOTEUCHUS JKEITYJOUHO-
KHAIIEYHOTO TpakTa TMpUMEHeHHe mpenapara Jledepasupokc cieayer MNpeKpaTuTh U
HE3aMEIUIMTEIbHO HAavaTh JIONOJHHUTEIbHOE oOcienoBanue u  JjeueHwe. Ciemgyer ¢
OCTOPOXKHOCTBIO Ha3HadaTh mpemnapat [ledepa3supokc mamueHTaM, KOTOpbIC MPUHUMAIOT
BEIICCTBA, OOJIAJAIONINE W3BECTHBIM YIIBIICPOTEHHBIM IMOTEHIMATIOM, Takue kak HIIBII
(HecTepouIHBIC MPOTUBOBOCIAIUTEIbHBIC IMPEMapaThl), KOPTHKOCTEPOUIbI WIIM TEPOPaATIbHBIE
oucdochonaTel, aHTHUKOATYISHTH, W MAUEHTaM C COJAepKaHHeM TpoMOouuToB MeHee 50

000/mm3 (50 x 109 /i) (cMm. paznmen 4.5).

Hapy1mieHusi co CTOPOHBI KOXKH

Bo Bpems neuenus nmpemapatom Jledepazupokc MokeT BO3HUKATH KOKHAs ChITb. B OonbIIMHCTBE
CIIy4aeB ChIMIb MPOXOAUT crioHTaHHO. [locie BpeMeHHOTO TpephIBaHUS JIEUEHUE MOXKET OBITh
BO300HOBJICHO TIIOCJI€ HMCYE3HOBEHHS CBIIM B 0O0Jee HU3KOM J103€ C TOCIEAYIOUIMM €€
MOCTETIEHHBIM YBENUYeHHEeM. B TSKenbIX ciaydyasx BO300HOBJICHHE IIEUCHHS] MOKET OBITh
MPOBEJICHO C KOPOTKUM MEPUOJIOM MPUMEHEHUS TiepopaibHoi ¢popmbl cTeponioB. CoolIianoch
O CEpPhE3HBIX KOXKHBIX HEXEIAaTEeNbHBIX PEaKIusix, Bkirovas cuHiapoMm CrtuBeHca-/[>kKoHCOHa,
TOKCUYECKHHN SIUIECPMAIBHBIA HEKPOJIM3 W JIEKAPCTBEHHYIO PEAKIMI0 C D03MHOPUINEH U
cuctemabiMu cumntomamu (DRESS), koTopble MOTYT OBITh OMACHBIMU ISl KU3HU WK JaXKe
cMeprenbHbIMU. [lpu mMOmO3peHNM Ha pa3BUTHE KaKOH-TMOO M3 YKa3aHHBIX COCTOSHUU
npuMeHeHue mnpemnapata Jedepasupokc cieayer HEMENICHHO MPEKPaTUTh W HE MPUMEHSTH
noBTopHO. [IpyM Ha3HayeHWW mpenapara MAlMEHTHl JOJKHBI OBITh TPOUH(DOPMUPOBAHBI O
MPU3HAKAX U CUMIITOMAX TSKEJIBIX KOXKHBIX PEaKIUi U JTOJDKHBI HAXOAUTHCS MOJT TIIATEIbHBIM

HAOJIFOJEHUEM.
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(NOCNEOOBATENLHOCTL 0002)

Peaknmm TunepyyBCTBUTEIILHOCTH

[TomydeHbl COOOIIEHUST O PAa3BUTHUU PEAKIMI TUIEPUYBCTBUTEIBHOCTH K nedepasupokcy
(BKJTFOYAs aHAPWIIAKTHYECKUE PEaKIIM U AaHTHOHEBPOTHUYECKUN OTEK). B OONBIIMHCTBE CITydaeB
peaKuu TUIepYyBCTBUTEIHLHOCTH HAOJIOIAINCh B MEPBbIE MECALBI JCUCHUs MpenapaToM (CM.
paznen 4.8). Ilpu pa3BUTHM peakIMil TUIIEPUYYBCTBUTEIBHOCTH TSDKEIION CTEIICHU JICUEHUE
IpernapaToM CleAyeT OTMEHUTh U MPOBECTH COOTBETCTBYIOMIUE JieueOHbIe Meponpusitus. He 18
PEKOMEHIyeTCsI BO30OHOBIISITh TEPAITUIO MIPEMApaTOM Y MAIMEHTOB IAHHOW KATETOPHUH B CBSI3H C

PHUCKOM pa3BUTUS aHA(UIAKTHUYECKOTO IIOKa (cM. pazaen 4.3).

3DI/ITGJ'IBHBIG U CJIYXOBBIC HAPYIICHUA

Coo0manoch 0 HapyLIEHUSIX CO CTOPOHBI OPIaHOB CIyXa (CHUKEHHE CIlyXa) U OpPraHOB 3PEHUS
(momMyTHeHHE XpycTalluka; cM. paszzaen 4.8). PekomeHnyercs mpoBepsATh y HAllUEHTOB CIyX U
3peHue (BKJIIOYas Mcciel0BaHue TIa3HOro JHA) 10 Hayaja JeUYeHUs U B JajibHeHIeM IPOBOINUTh
peryisipHble oOcnenoBaHus Kaxzable 12 MecsueB. Ecaum Bo BpeMsl JieueHHs Yy HalUMeHTa
MOSIBIISIFOTCS] HAPYIICHUS CITyXa WM 3PEHHs], MOKHO PACCMOTPETh BO3MOKHOCTh CHM)KEHUS JT03BI

npceriapara Uikl BpEMCHHOI'O IIPCKpAIICHUA JICYHCHU .

['emMaTonornyeckue paccTpomcTBa

B mepuon mocTperucTpanMoHHBIX HAOMIOJCHUN OBUTH TONyYeHBI COOOMICHUS O CIydasx
JEHKOMEeHUH, TPOMOOLUTONICHUH WM TaHIUTONEHUH (MM YCYryOJIEHMH yKa3aHHBIX
3a005IeBaHU) U OCJOXXHEHHOW AaHEMHUW Yy TMalMeHTOB, NpUHUMAaBIINX naedepasupokc. B
OOJIBIIMHCTBE CIyyaeB Yy MAallMEHTOB HMMEJUCh IeMaTOoJIOrMYecKHe HapylleHUs B aHaMHese,
KOTOpBIE  YacTO  COINPOBOXAAJIUCH  HENOCTAaTOYHOCTBIO  KOCTHOro  Mosra.  OnHako
CHOCOOCTBYIOLIYIO WM YCYTIyOJSIOUIYIO pOJb JaHHOTO (akTopa Henb3sl HckiIovarb. Ilpu
BO3HUKHOBEHUH Yy MAIMEHTAa HEOOBSICHUMOW LUTONEHHM CIEIyEeT PacCMOTPETh BO3MOXHOCTb

BPEMCHHOI'O NPCKPAIICHUA JICUCHUA.

Jlpyrue gaxTopsl

PexkoMenayercss mpoBeACHHE €XKEMECSUHOTO MOHUTOPUHTA YpOBHSI (eppUTHHA B CHIBOPOTKE
KpOBU C IICJIBI0 OIICHKM OTBETAa MAlMeHTa Ha TEpamuio W TPEeJOTBpaIieHUsT H30BITOYHOTO
xenatupoBaHus (cM. paszzaen 4.2). B mepuoasl 1edeHus BRICOKUMH JI03aMH M B T€X CUTYaIlUsX,
KOrJla YpOoBHH ()eppUTHHA B CBIBOPOTKE KPOBH OJIM3KH K ILIEJICBOMY TUANA30HY, PEKOMEHIYETCS
CHI)KEHHE J103bI WK O0Jiee TIaTeIbHBII MOHUTOPUHT (DYHKIIUU IMTOYEK U MEYCHH, a TAKXKE YPOBHS
ceiBOpoTOUHOTO (hepputrHa. Ecnu ypoBeHb (deppUTHHA B CHIBOPOTKE KPOBH HE TMOAHUMAETCS

Bbime 500 MKr/i (y maiueHToB ¢ TpaHCPY3MOHHOM neperpy3Kkoil sxene3om) win Boitie 300 MK/
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(Y marueHToB ¢ CHHAPOMaMHU TPaHC(HY3UOHHO e3a3ncﬁ1@6%1:rlﬁa%ge§higg%¢ﬁb E&b@l:\:/:[g;f')eu

BO3MOXXHOCTh BPEMEHHOTO NPEKPAIICHUS TEPAITHH.
PesynbraThl HMccieqoBaHUN ypOBHS KpeaTWHUHA, (EeppuUTHHA M TPaHCAMHHA3 B CHIBOPOTKE
HE00XOIMMO PEeruCTpUpOBaTh U MIPOBOIUTH PETYJISIPHYIO OLEHKY /s BBIABICHUS TeHACHUUH. B
JBYX KJIMHUYECKUX HCCIEAOBaHMIX JAedepasupoKC HEe OKaszaj BIUSHHMS Ha POCT M I0JIOBOE
pa3BUTHE J€TEH, OIYYaBIINX JIEYEHHE B TeueHue 10 5 set (cM. pazzaen 4.8). OnHako, B KauecTBe
o011elt Mepbl MPEIOCTOPOKHOCTHU B JICUCHUH JIETEH C TPAaHC(PY3MOHHOH MEPErpy3KH JKEIe30M J10
HayaJia TepaIluy 1 3aTeM €KeroIHO He0OX0IMMO U3MEPATh Y IeTel Maccy Tella, POCT U OLIEHUBATh
nojoBoe paszButue (Kaxasle 12 MecsaneB). JlucyHKIus cepiua — HM3BECTHOE OCIIOKHEHHE
TSDKEJION CTETIEHU EPErpy3KH XKeJIe30M. Y MAalUEHTOB C TSHKEIOM CTEIEHBIO IEPErpy3KHU Kele30M
BO BpeMs JUIMTEIBHOrO JieueHus npenapatoM Jledgepasupokc cienyer KOHTPOJIHPOBATH

cepleuHyI0 (DYHKIIHUIO.

4.5 B3aumoneiicTBHe ¢ JAPYrMMH JIEKADCTBEHHBIMH IIpenapaTtaMM M Jpyrue BH/bI
B3aUMO/IeHCTBHSA

bezonacHocTh Aedepazupokca B COUETAaHUU C APYTHMHU XeJIaTOpaMH Kejie3a He YCTaHOBIIEHA.
CrenoBaTenbHO, €r0 IPUMEHEHUE HENIb3s COUETaTh C IPYTUMH MpenapaTamMmu JJis XeJIaTUPOBaHUs

enesa (cM. pazzaen 4.3).

BsauMmoaeiicTBUe ¢ OUIlei

3navyeHuss Cmax nedepasupokca B popme TabIeTOK, MOKPHITHIX MICHOYHOM 000JI04KOH, ObuIN
NOBBIIIEHHBIMU (Ha 29%) MpH ero BBEIEHUH BO BpeMs IIpHUeMa IHIIU C BEICOKUM COJIEpKAHUEM
xupoB. [Ipenapar JaxxeneHy MOKXHO PUHUMATh HATONIAK MJIM BO BpPEeMs IprueMa HeOOJIBIIOro

KOJINYECTBA MUIIH, KeJaTeIbHO B OJTHO U TO XK€ BpeMsl CyTOK (cM. paznensl 4.2 u 5.2).

JIekapCTBEHHBIE CpPEACTBA, CIIOCOOHBIC CHMKATH CHUCTCMHYIO JKCITO3UIIUIO z[ed)epasnpmcca

Mertabomusm nedepazupokca 3aBUCUT OT hepMeHTOB Y ID-TmokypoHunTpancdepassl (ypuanH-
S-gudocdar-rmokypoHuaTpaHcdepasza). B Xone wucciegoBaHUS € yd4acTHEM  370pPOBBIX
JOOpOBOJIBIIEB OJJHOBPEMEHHOE NpUMeHeHue aedepasupokca (oaHOKpaTHass go3za 30 MI/Kr B
dopMe nucreprupyeMbix TaOJETOK) M MOIIHOTO HHAykTopa Y Jd-rirokypoHuITpaHcdepasbl
pudamnuiHa (MHOrokpaTHble 103bl 600 MI/A€Hb) MpPHUBEIO K CHIKEHUIO CHUCTEMHOMN
ouonoctynHoctu nedepasupokca Ha 44 % (90% AU: 37 % — 51 %). B cBsa3u ¢ atum
COITyTCTBYIOIIAs TEPAIUsl MOIIHBIMU HHIyKTOpaMu Y ID-ratokypoHunaTpancdepassl (Hapumep,
pudammumHOM, KapOamazenuHoM, (EHUTOMHOM, (eHoOapOuTaIoM, PUTOHABUPOM) MOMKET

MPUBECTU K CHIKEeHMIO 3 dexTuBHOCTH npenapara Jledepazupokc. Bo Bpems u mocine npuema
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deppuTHHA B CBHIBOPOTKE KPOBH M, IPU HEOOXOTUMOCTH, KOPPEKTHPOBATh 103y Mpenapara
Hedepazupokc. XonecTUpaMUH 3HAUUTENBHO CHUXKAJI AKCHO3MLMIO Jedepasupokca B
UCCIICIOBAaHUH MEXaHU3Ma JICHCTBUS 110 OMPEICIICHHIO SHTEPOreIaTUIeCKON PEIUPKYJIISIIHH (CM.

pasnen 5.2).

B3aHMOI[efICTBHe C MHA430J1aMOM n APYTUMH JCKApCTBCHHBIMU CpCacCTBaMHu,

MeTadoau3upyrommMucs ¢ yyactueM nsobepmenta CYP3A4

B xonme wuccnemoBaHHs C y4acTHEM 3I0POBBIX JI0OPOBOJIBIIEB OIHOBPEMEHHOE MPHUMEHEHHE
nedepasupokca B GopMe TUCTIEPTrUPYEMBIX TaOJIETOK U MUa3oiama (CyocTparom uzodepMenTa
CYP3A4) npuBoauiio K CHI>KEHHIO CUCTEMHOM OMoocTynHocTH Muiazonama Ha 17% (90 % JU:
8 % — 26 %). B knuHHYecKO# mpakTHKE 3TOT 3P PEKT MOKET ObITH OOJIEe BHIPAXKEHHBIM. TaKum
0o0pa3oM, B CBSI3U C BO3MOXHOCTBHIO CHW)KCHHUSI 3()(DEKTUBHOCTH CJEIYEeT C OCTOPOKHOCTHIO
npuMeHsaTh mnpenapar Jledepasupokc BmecTe ¢ mpemaparaMu, MeTaO0ONIHM3HPYIONUMHUCS C
yuaactueM  m3odepmenta CYP3A4  (manpumep, UIUKIOCIIOPHHOM,  CHMBaCTaTHHOM,

TOPMOHAJIbHBIMU KOHTPAaUCIITUBAMU, 66HpI/II[I/IJ'IOM, 3pFOTaMI/IHOM).

B32H/IMOI[€I710TBH€ C perarinanjaiom n APYIrumMu JICKAPCTBCHHBIMH cpeaACTBaMU,

MeradoausupyrommmMucs ¢ yuactueM nzobepmenta CYP2CS8

B xome mccrnenoBaHus C ydyacTHEM 3J0POBBIX JOOPOBOJIBIIEB OJHOBPEMEHHOE MPUMEHEHHE
nedepasupokca B kauecTBe ymepeHHoro naruouropa CYP2C8 (B moze 30 MI/KT exeHEBHO, B
dbopme nucrieprupyeMbIx TableTok) u penarauauaa, cyocrpara CYP2CS8, B ogHOKpaTHOU 103€
0,5 mr ormeuanocs yenmueHrne AUC u Cmax penarnuana npuMepHo B 2,3 pasza (90% AU [2,03
—2,63]) u 1,6 paza (90 % AU [1,42 — 1,84]) coorBercTBeHHO. [loCcKONBKY B3aMMOECTBHE
nedepasupokca C penarmuHUAOM B jgo3e Bbime (0,5 Mr He wu3ydeHo, cieayeT u30erartb
OJIHOBPEMEHHOTO TpUMEHEHHs Jedepasupokca ¢ penarmuHugoM. [lpu HeoOXomumocTu
OJIHOBPEMEHHOI'O TpUMEHEHHs Jedepa3supokca C PpEenariiHuIOM CIEeIyeT TIIATeIbHO
KOHTPOJIMPOBATh KOHIIEHTPALIMIO TIIOKO3bI B KpOBU (cM. pasznen 4.4). Henbss uckiouyaTh
BO3MOXXHOCTh JIGKAPCTBEHHOTO B3aUMOJICHCTBUS JAedepasupokca C JIPYTUMHU CyOcTpaTaMu

uzopepmenta CYP2CS, Hanpumep, NakIUTaKCEIOM.

BiauMogelictBue C TeOd)I/IJ'IJ'II/IHOM u APYTIrUMHU JICKAapCTBCHHBIMH Cpe€aACTBaAaMH

MeTradoausupyrommMucs ¢ yyactueM nzobepmenta CYP1A2

B xome wuccrmenoBaHus C ydacTHEM 3/I0pPOBBIX JI0OpOBOJIBIEB OJHOBPEMEHHBIH MpUEM

nedepasupokca B kauectse unruouropa CYP1A2 (mHorokparssie 10361 30 MI/Kr/aeHs B popme
18



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot D605 2025 N2 11710

JTUCTIEPTHPYEMBIX TabneTok) u cyoctpara CYP1A2 Te%&};hml%@ﬁ%ﬁgmlf%yﬂ&dj 156' M)

npuBoan K nosbieHu o 3HaueHnd AUC u Cmax Teopminraa Ha 84 % (90 % JIU: ot 73 10 95 %).
OnHOBpEeMEHHBIN NpUEM YKa3aHHBIX MPENapaTroB HE MOBIUsI HA 3HaUYeHHE Cmax OJJHOKPATHOM
J03bl, OJJHAKO OXHAaeTcsi, yTo 3HaueHUE Cmax T€OQUIIMHA MOBBICUTCS MPH MHOTOKPATHOM
BBeJeHUN TeodpmuinHa. CrenoBaTesNbHO, OJHOBPEMEHHOE IMpUMEHeHHe naedepasupokca u
teopuuinHa HEe pekoMeHnayercs. [lpu ogHOBpeMeHHOM mpueMe nedepa3supokca U TeoUILIMHA
HE00X0IMMO MPOBOIUTH MOHHUTOPUHT KOHIICHTPALUHU TEOPHIUIMHA U PACCMOTPETh BO3MOKHOCTD
CHW)KEeHMS 11036l TeodpuyumHa. Henp3sds  uckitoyaTh  BO3MOXKHOCTH — JIEKAPCTBEHHOTO
B3aUMOJICUCTBUS MeXay nedepasupokcom u apyrumu cyocrpatamu CYP1A2. B oTHomeHun
BEIIIECTB, KOTOPBIE MpeuMyIecTBeHHO MeTtabomu3upyrorcs CYP1A2 u KoTOpble UMEIOT y3KUN
TEpaneBTUYECKUN Juamna3oH (HampuMep, KIO3aluH, THU3aHWJUH), IPUMEHSIOTCS TE K€

PEKOMCHAAIMHU, YTO U B OTHOIICHHUHA TGO(bI/IJ'IJ'II/IHa.

JIpyrue B3auMOJIENCTBUSI

OnHoBpeMEHHOE TpUMEHEHHEe nedepasupokca W aHTAIMAOB, COJCPXKAIIMUX ATIOMHHHUH, HE
uccienoBanocb. HecmoTps Ha TO, 4yTo aedepazupokc umeerT Oonee HU3ZKOE CpPOACTBO K
ATIOMUHHUIO, YeM K JKele3y, HEe pPEKOMEHIyeTcs NpUHUMAaTh TalleTku Aedepazuporca

OIHOBPCMCHHO C aHTAllUJHBIMHU ITIpCriapaTaMu, COACPKAIIUMHU ATIOMHHUH.

OpnHoBpeMeHHOE MpUMeHeHue nedepasupokca ¢ BEIIeCTBAMH, KOTOPbIE 00JIaal0T U3BECTHBIM
yIbLIEPOTEHHBIM JelicTBUeM, Takumu kak HIIBII (Bkirodas amneTuincaluiuioByl0 KUCIOTY B
BBICOKHX J103aX), KOPTUKOCTEPOU bl WM OucdochoHaTh sl TpHEMa BHYTPh MOTYT YBEIMUUTh
PHCK pa3BUTHA HexenaTeNbHBIX siBIeHUN co cTtopoHbl JKKT (cMm. paznen 4.4). OqHoBpeMeHHOE
npuMeHeHue aedepasupokca W aHTHKOATYISHTOB TaKKe€ MOXKET TMOBBICUTH PHUCK PAa3BUTHS
KEINyA0YHO-KUIIIEYHOTO KpoBoTeueHus. [Ipu HasHaueHuwu nedepasupokca B KOMOWHAIUU C
JIAHHBIMU BEIIECTBAMHU TPeOyeTCs BECTH TIIATEIbHBI MOHUTOPUHT YKa3aHHBIX HEXeNaTeIbHbIX
SIBJICHUU.

CoBMecTHOe nedepasupokc 3upokca U OycynbhaHa TPUBOIUT K YBEIUYCHHIO CHCTEMHOM
ouonoctynHoctu O0ycynshana (AUC), Ho MexaHU3M UX B3aUMOJICHCTBUS ocTaeTcst HesaCHbIM. [1o
BO3MOKHOCTH CJIeTyeT MpoBecTH OIeHKY (hapmakokuHeTuku (AUC, knmmpeHc) mpoOHO#M 1036l

Oycynbhana, 9TOOBI MOYKHO OBIJIO CKOPPEKTUPOBATH J03Y.

4.6 ®epTHIBHOCTD, 0€PEMEHHOCTDH W JAKTALMS

bepemeHHOCTD
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KinuHnuecknx MaHHBIX MO MPUMEHEHHUIO aed epasnpo'i@gl::égEgdg IET&BEI\/II_&:I{{J&I/H :}I;Ie-'ll;l. B

JNOKJIMHUYECKUX HUCCIENIOBAaHMAX Ha JKMBOTHBIX IIOKa3aHa HEKOTOpas penpoayKTHBHAS
TOKCHUYHOCTH Ipernapara B J103aX, TOKCHYHBIX I MaTEPUHCKOr0 opraHusma (cM. pasjaein 5.3).
[ToTeHIMaTbHBIN PUCK JUTSI YETIOBEKA HEU3BECTCH.

B kadecTBe Mephl PEAOCTOPOIKHOCTH HE PEKOMEHAYETCS MPUMEHTh Jledepazupokc Bo Bpems
OepeMEeHHOCTH, 33 UCKITFOUCHHUEM CITyJYaeB KpaiiHel He00X0JMMOCTH.

Hedepaszupokc MOKeT CHIKATh 3PPEKTUBHOCTh TOPMOHAIBHBIX KOHTPALIENTHBOB (CM. pa3en
4.5). eHmuHaM ETOPOAHOTO TOTCHIMATA PEKOMEHIYETCS MPUMEHSTh JIOTIOJTHUTEIIbHBIC WK

AJIBbTCPHATUBHBIC HCTOPMOHAJIBHBIEC METOAbI KOHTPALCIIIKWK BO BPEMs IIpUEMaA IIpIiapara.

JlakTanms

B n1okIMHMYECKHX HUCCIIEJOBAHMSIX HA KUBOTHBIX JedepasupoKc ObICTPO U B 3HAUUTEIHLHOM
KOJIMUECTBE MPOHUKAIl B MOJIOKO JIAKTUPYIOIIUX KUBOTHBIX. BiusHus npenaparta Ha MOTOMCTBO
HE OoTMedaroch. HewsBecTHO, mpoHMKaeT M AedepasupoKC B TPyAHOE MOJOKO y 4YeJOBEKa.
Kenmunam, noayyarouMm JedeHue mnpenaparom J[ledepasupokc, NpoaokaTe TIpyaHOE

BCKapMJIMBAHUEC HC PCKOMCH/IOBAHO.

DdepTUabHOCTD

I[J'ISI J'IIOZ[GfI HUKAaKUX MOaHHBIX O (1)epTI/IJII>HOCTI/I HEeT. Y KMBOTHBIX HHUKAKUX HEXKEIaTSIbHBIX

3¢ dexToB Ha HepTUIHLHOCTHh CAMIIOB MJIM CAMOK ITOKa3aHOo He ObuTo (cM. paszaen 5.3).

4.7. Baiusinue HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpPeACTBAMH M padoTath ¢
MeXaHUu3MaMHu

Bnusaue npenapara Jledepa3supokc Ha ClIOCOOHOCTh YNPaBIIATh TPAHCIIOPTHBIMU CPEACTBAMU U
MEXaHU3MaMH He H3ydasoch. [Ipy MosiBIEHMM Takoil HEYAcTON HEXENIaTElNbHOW PEaKlMH, Kak

TOJIOBOKPYKCHUC, MAIUCHTAM CJICAYCT CO6J'IIOJIaTI) OCTOPOIKHOCTD.

4.8 HexennaTenbHbIe peakuuu

Pesrome mpoduis 6e3onacHOCTH

VY nmanMeHToB ¢ XpOHMYECKOHM MOCTTpaHC(HY3MOHHOM Meperpy3Koil keine3oM Hanbojiee yacTble
HexenarenbHple  peakiuu  (HP), o koTopeix cooOmiamocs TpW  IJIUTENBHOM Tepanmuu
nedepasupoKcoM B BHJIE JUCTIEPTHPYEMBIX TaOJETOK Y B3POCHBIX M JIeTeH, BKIIOUYAIOT B ceOsl:
Hapymienust co ctoponbl XKKT (rmaBHbIM 00pa3om, TOIIHOTA, pBOTA, quapes, O0Jb B )KUBOTE) U
JIepMaTOJIOTUUECKHIE HapyIIeHUs (KOXKHAsI ChIMb). J{napest oTMeuanach Jaiie y eTeid B BO3pacTe

OT 2 710 5 JIeT ¥ Y TIOXKUJIBIX JIFOJIeH. DTH PEaKIINH SBIISIOTCS 10303aBUCUMBIMHU, B OCHOBHOM €100
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WIM YMEPEHHO BBIPAKEHHBIMHU, WMEIOT TPaH3UTOPHBIIL &ap‘aﬁjf_'é%'?ﬁ T&GIEE&HHC];BC chqaeB

pa3pemaroTCsa CaMOCTOATCIIBHO JAXKE IIPU IMTPOJOJKCHHUU JICUCHU .

Bo BpeMst KIIMHUYECKUX UCCIIeI0BAaHUH 10303aBUCUMOE YBEIHMUYEHUE KOHIICHTPAI[MN KpeaTHHUHA
B CHIBOPOTKE KPOBU BO3HHMKAJIO MPUOIU3UTENBHO y 36 % ManueHToB, XOTd y OONBIIMHCTBA
JAHHBIM MOKa3aTellb OCTaBajcs B mpefesax HOpMbl. CHUYKEHUE CPEIHEro 3HA4eHUs KIUpEHca
KpeaTHHUHA HAOII0ANOCh KaK y JeTed, TaK U y B3POCIBIX MAlMEHTOB ¢ OeTa-TanacceMuen u
Neperpy3Koii keJe30M B IEPBBIi ToJ1 JIEYEeHUSs], HO €CTh IaHHbIE, UTO OH HE CHIDKAJICS elie OoJblie
B mocjenyioue rofsl jedeHus. CooOlanocs O MOBBIILIEHUH YPOBHSI TpaHCaMHUHA3 MEYEHHU.
Pexomennyercst cobmonath rpaguk MOHUTOpPHHTa O€30IaCHOCTH B OTHOIICHWH MOKa3aTeien
(YHKIMY TOYEK U IeueHH. PeTko BO3HUKAIOT HapyIICHU CIyXa (CHIDKEHHE CIyXa) U OTKJIIOHSHUS
CO CTOPOHBI OpraHa 3peHus (MIOMYTHEHUE XPYCTAINKA), 1 PEKOMEHAYETCS POBOIUTH €KErOHOE
HCCJIeIOBaHKE JaHHBIX cucTeM (cM. pazzaen 4.4).

B cBs13u ¢ ucnonp3oBanuem npenapara Jledepasupokc cooOIanock TaKKe 0 Pa3BUTHH CEPhE3HBIX
KOXKHBIX HEXEeJaTeJIbHBIX peakluil, Bkirodas cuHipoM CruBeHca-/[>KOHCOHA, TOKCHYECKUI
SMUACpMaTbHBIA HEKPOJIU3 M JIEKAPCTBEHHAs] PEakius, COMPOBOXKAAIOMIASACA d03MHODUINEH U

cuctemubiMu nposiBieHusiMu (DRESS) (cm. pazgen 4.4).

PesroMe HexxenaTeabHbIX PEAKIIU

Jlnst OlleHKH 4acTOThl BcTpeuaeMocTH HP ucCrosib30BaHbI ClienyrolMe KpUTEpUU (COTIIACHO
knaccudukanun BO3 (BcemupHo#l opraHuzanuu 3ApaBOOXpaHEHHUs)): odeHb 4dacto (>1/10);
gacto (>1/100); peaxo (=1/10000, <1/1000); ouens penko (<1/10000); wacrora Heu3BecTHA (HE
MOJKET OBITH OIpeJIeICHa TI0 UMEIOIUMCS JaHHBIM). B mpeaenax ka0l 9acTOTHOW KaTeropuu
HJIP pacnpeneneHsl B MOpsiIKE YMEHBIIIEHHUS YaCTOThI BCTpeuaeMocT (Tadi. 5).

Tadauua S. HexenateabHble peakuuu

Hapyule}mﬂ CO CTOPOHBI KPOBHU M JIHM(l)aTH‘leCKOﬁ CHUCTEMBbI

JacToTa HEU3BECTHA [TanuuTonEeHus®, TPOMOOIMTONEHHS , yCYTyOIeHNE aHEMUH®,
HeiiTponenus’
Hapyuenus o CTOPOHbI MMMYHHOI CHCTEMBbI
Yacrto Peakiuy TUnepuyBCTBUTENLHOCTH (BKITHOYAs aHA(DMIIAKTHIECKHE
€aKIMU ¥ aHTMOHEBPOTHYECKHUH 0TeK)*

Hapymennss MeTa001u3Ma M NUTAHUSA

YacToTa HEM3BECTHA |MeTa60J11/IquKI/1ﬁ a3t
Ilcuxnyeckue HAPYIIEHUS

Heuwacto |Tpesora, HapyILIEHUs CHa
HapyuieHnusi co CTOPOHbI HEPBHOM CHCTEMbI

Yacto ["osioBHAs 60JIb

Heuacto ["010BOKpYKEHUE
HapymeHnusi co CTOpOHBI OPraHa 3peHHs

Hewacto KarapakTa, Makyionarus
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iy e e ol ol e B B Ly

(OCAEQOBATENEROCTE 0002

Penko |HeBpI/IT 3pUTENIBHOLO HEPBA

Hapymienusi co CTOpOHBI OpraHa cJiyxa u Ja0HpHHTA

Heuacto IFJIyXOTa

Hapymienusi co CTOpPOHBI AbIXaTeJbHON CHCTEMBbI, OPTAHOB I'PYAHOI KJIETKH M CPeI0CTEeHHS

Heuacto Bbosib B ropTanu

/Keqyn04HO-KHIIeYHbIe HAPYIICHHS

Yacto Jluapest, 3a110p, pBOTA, TOITHOTA, OOJIb B )KUBOTE, B3IyTHE KUBOTA,
TUCTETICHS

Hewacto "Kery nouHO-KHUILIEUHBIE KPOBOTEUEHHS, S3Ba KTy IKa (BKIIOYast
MHOXECTBEHHBIC 513BbI), 5I3Ba IBCHAIIIATUIICPCTHOM KUIIKH, TACTPHUT

Penko D30darut

YacToTa HEU3BECTHA [Tepdopauus XKKT?, ocrpslii nankpearur!

Hapyuienusi co CTOPOHBI NeYEHH M JKeJTYeBbIBOASIIIMNX MyTeil

Yacto [loBhlIlIEHNE YPOBHSI TpaHCAMUHA3

Hedacro ["enaTuT, X0IeIUTHA3

YacToTa HEM3BECTHA [leyeHOYHAs HEJIOCTATOYHOCTh

Hapymenusi co CTOpOHBI KOKM M MOAKOKHBIX TKaHel

Yacto ChlIIb, 3y

Hewacto Hapyiienne nurMeHTanuu

Penko JlexapcTBeHHAs! peakuys ¢ Y03WHO(DHUITNEH U CUCTEMHBIMA CUMIITOMaMHU
(DRESS-cunmpom)

YacToTa Heu3BeCcTHA Cunnpom CruseHca-JI;xoHcoHa!, efKOLUTOKIaCTHYECKUIT BaCKYJII/ITl,

KpanuBHULA®, My IbTH(GOpMHAs spuTeMal, anonenus’, TOKCHIECKHi
hIuIepMalbHbIH HeKpoIn3®
HapyueHnus co CTOPOHbI M0YEK M MOYEBbIBOASIIMX IyTeil

OyeHsp yacTo [ToBbIlIEHHE KPEAaTUHHUHA B KDOBU

Yacto [Iporennypus

Heuacto HapymeHus co CTOPOHBI IIOYEYHBIX KaHAIbLEB? (IPHOOpETEHHBII
cuHpoM PaHKOHHM), TIIOKO3YPHSI

YacToTa HEU3BECTHA OcTpast moveyHasi HEIOCTATOYHOCTE 2, TyOyIOMHTEPCTUIIMATBHBII

nedput’, HepponanTnas!, HeKPO3 NOYEUHBIX KaHAIBIEB!
OO0mme HapyLIeHUA M PeaKIH B MecTe BBeJIeHHs

Heuacto |HOBI)IIHCHI/IC TEMIIEPATYPHI TEJIA, OTEK, YCTAIOCTh

! HexenatenbHble peakuu, ONMCBIBAEMBIE BO BpeMs MOCTPETHUCTPAMOHHOI'O IIPUMEHEHUS.
Wudopmarivs o HUX MONTy4YeHA U3 CIIOHTAHHBIX COOOIEHUH, A1 KOTOPBIX HE BCET/Ia BO3MOKHO
HaJIE)KHO OIIPEAEIUTh YaCTOTY WJIN IIPUUYNHHO-CIIEACTBEHHYIO CBSI3b C BIUSHUEM JIEKAPCTBEHHOI'O
npenapara.

2 OTMeYaanch TSKEIbIE (GbopMBI, CBsI3aHHBIE C WM3MEHEHHSIMHU CO3HAHUSI B KOHTEKCTE
TUIepaMMOHEMHUYECKOH dHIle(amonaTuu.

Onucanue OTACIBHBIX HEXKCIIATCIbHBIX peakunﬁ

006 00pa30BaHUY JKEIYHBIX KaMHEH U CBS3aHHBIX OMJIMAPHBIX paccTpoiCcTBax coodmmanocs y 2 %
nanveHToB. O TOBBILIEHHMM YPOBHS TpaHCaMHHA3 II€UYEHH COOOINAIOCh B  KadyecTBe
He)XenaTesbHON peakiuu y 2 % mauueHnTtoB. [loBeilieHre ypoBHS TpaHcamuHa3 Oosee yem B 10
pa3 Bblllle BepXHEN IPaHUIIbI HOPMbI, KOTOPOE CBUAETEILCTBOBAJIO O TEMATUTE, ObLIIO HEYACTHIM
(0,3 %). B Teuenue nepuoja NOCTPEruCTPALMOHHOTO MPUMEHEHUs Aedepasupokca coo0Ianoch
0 NICYEHOYHOM HEJOCTAaTOYHOCTH, MHOT/Ia CO CMEPTEIbHBIM UCX0/I0M (cM. paszen 4.4). B Teuenue

nepuoja IMOCTPETUCTPALMOHHOTO HAONIOIeHUsT OBUIM TOJY4YeHbl COOOIIEHHS O Ciydasx
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META00JIMUECKOro amumo3a. Y OOJIBIINHCTB!

HEI0CTaTOYHOCTh, MoyeyHast TyOynonatust (cuHapomM PaHKOHM), AUapes WIM COCTOSHUS, TpU
KOTOPBIX KHCIOTHO-IIEIOYHON qUCcOaIaHC SIBISICTCS M3BECTHBIM OCIIOKHEHHEM (CM. pasnen 4.4).
Crnydan Cepbe3HOro OCTPOro IMaHKpeaTuTa HaOJIIOAAIUCh Y MAlMEHTOB 0€3 MOATBEPIKICHHBIX
3a00JIeBaHUI KEITYHOro My3bIps. Kak M B ciaydae NMPUMEHCHHS JIPYTHMX XEJIATOPOB JKejiesa,
CHI)KCHHE CITyXa M TIOMYTHEHHE XPYCTaIMKA (PaHHSISI CTausl KaTapaKThl) HAOIIOAHNCH PEAKO Y

MAIUEHTOB, IPUHUMABIIUX JAedepasupoke (cm. pasaen 4.4).

KnnpeHc xpeaTHHHHA IIPU HOCTTD&HC(bV?)HOHHOﬁ IEPErpy3Ke XKCJIC30M

B perpocnexktuBHOM Mera-ananmu3e 2102 B3pocneix M gereid ¢ OeTa-TanacceMmen
NOCTTPAaHC(PY3MOHHOH Teperpy3Koi IKele3oM, NOJy4aBIIMX Jedepasupokc B (opme
TUCTIEPTUPYEMBIX TaOJETOK, B IBYX PAHIOMHU3UPOBAHHBIX U YETHIPEX OTKPBITHIX UCCIICOBAHUSIX
MPOJOHKUTEIHLHOCTHIO JI0 TISATH JIET HAOII0JalloCh CpeJHee CHIKEHUE KIIMPEeHca KpeaTHHUHA Ha
13,2 % y B3pocubix (95 % AU: ot -14,4 % no -12,1 %; n=935)u 9,9 % (95 % JAU: ot -11,1 %
10 -8,6 %; n = 1142) y nereii B TedeHue NepBOro roja jieueHus. ¥ 250 manueHToB, 3a KOTOPbIMU
BEJIOCh HAOIIO/IEHHWE B TEYEHHE IO MATH JIET, AaJbHEHIIero CHUKEHHS CPEJIHEro IMoKa3aTems

KIIMPCHCA KPCATHUHHNHA HEC Ha6n}0z[anocr,.

Knuanueckne McciieIoBaHus y MMAMEHTOB ¢ CHHIPOMaMHU TpaHCHY3MOHHO HE3aBUCUMON

TajgacceMuu
B uccrnenoBanuy mpoaoKUTENBHOCTBIO | TOJT Y TAIIMEHTOB ¢ CHHAPOMAaMHU TpaHC()Yy3MOHHO
HE3aBUCHMOH TaTacCeMHH U TIEPETPY3KOH jKeIe30M (PacTBOPUMBIE TAOJIETKU B J103€

10 Mr/Kr/cyTKH) CaMbIMU PacIpOCTPAaHEHHBIMH HEXKENATEIbHBIMU SIBICHUSMU, CBSI3aHHBIMU C
MpPUEMOM HCCclieyeMoro mnpemnapara, obutn quapes (9,1 %), coinb (9,1 %) u TomrHoTa (7,3 %).
AHOMaIbHbIE 3HaU€HHUsI YPOBHS KPEaTHHHWHA B CBIBOPOTKE KPOBH M KIIMPEHCA KpeaTHHUHA
Habmoanuch y 5,5% u 1,8% nanueHToB cOOTBETCTBEHHO. [10BBINIIEHNE YPOBHS TpaHCAMUHA3
Oosee, ueM B 2 pa3a 1o CpaBHEHHIO C UCXOIHBIM YPOBHEM, U B 5 pa3 BhIIIE BEPXHEH TPAHUIIBI

HOPMBI, OBIJIO 3aperucTprpoBaHo y 1,8 % mnannueHTos.

Ipumenenue v oemei

B AByX KIMHHYECKHX HCCIEAOBaHUSIX jaedepasrpoKCc HE OKasal BIHMSHUS HAa POCT M IMOJIOBOE
pasBUTHE JETeH, MOJyyaBIInX JeueHHe B TeueHue A0 S5 et (cM. paszaen 4.4).

V nereii B Bo3pacte oT 2 110 5 neT quapesi HabtoJanach yaie, YeM y MOXKUJIBIX MAI[eHTOB.

O tyOynonaTuy Mo4YeKk B OCHOBHOM COOOINANIOCh y JE€TEH M MOJPOCTKOB ¢ OeTa-TalacceMHen,

MoJTy4aBIIUX Jedepasupokc. boIbIIMHCTBO COOOIIEHNH O CayyasX MeTa0OJU4YecKOoro anuaosa,
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MOJTyYEHHBIX B IEPUOJI TIOCTPETUCTPALHIOHHOTO {a6nmné%i:b1ﬁt;é% 'ai‘c-lr:%ﬁlﬂgehi-rai'hlle%ﬁoro

BO3pacTa, y KOTOPbIX pa3BUiICs CUHAPOM DaHKOHH.
Boun momyuyeHsl cOOOLIEHHST O Cay4asx OCTPOrO MaHKpPeaTuTa, OCOOCHHO CPEIH MalueHTOB

JCTCKOI'O U IIOAPOCTKOBOI'O BO3pacTa.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0maTb O I0A03PEBAEMBIX HEKEJIATEIbHBIX pPEAKLUSX II0CIE€ PErucTpanuu
JIEKapCTBEHHOTO Ipernapara ¢ Lelibl0 00ecreyeHns HePepbIBHOIO MOHUTOPUHIA COOTHOLLICHUS
«I0JIb3a — PHUCK» JIEKApCTBEHHOI'O Ipenapara. MeauIuHCKUM paOOTHHKAM pPEKOMEH]yeTcs
coo0ImaTh O JIIOOBIX MOJO3PEBAEMBIX HEXENATENIbHBIX PEAKIMSIX JEKAPCTBEHHOI'O Ipernapara
Yyepe3 HallMOHAJIbHBIE CUCTEMBI COOOIIEHUS O HEKEIATEIbHBIX PEAKIMIX IOCyIapCTB — YICHOB

EBpa3HﬁCKOFO SKOHOMHYCCKOI'O COrO3a.

Poccuiickas @enepanus.

OenepanibHas ciryx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUSI.
Anpec: 109012, Mocka, CnaBsiHCKas 1101131k, 1. 4, cTp. 1.
Tenedon: +7 800 550 99 03

OnekrponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B nH(OPMaIMOHHO-TEIEKOMMYHUKAITMOHHON CeTH «HTepHeTY:

https://www.roszdravnadzor.gov.ru/

Pecny6nuka benapyce.

Pecnybnukanckoe yHuTapHoe npeanpustie «LleHTp sxcnepTH3s 1 ucnbITaHui
3/IpaBOOXpaHEHN» MUHHUCTEPCTBA 3JPAaBOOXPAHEHHUS.

Anpec: 220037, r. Munck, ToBapuiieckuii miep., 2a.

Temedon/Daxc: +375 17 242 00 29

OnexkTpoHHas noyra: repl@rceth.by

Caiit B mH()OpPMAIIMOHHO-TEIIEKOMMYHUKAITHOHHOM cetn «HTepHeT»:https://www.rceth.by/

Pecny6nuka Kazaxcran.

PI'TI na IIXB «HanuonansHelii LleHTp 3KCIIEpTU3BI JIEKAPCTBEHHBIX CPEICTB U MEAULUHCKUX
u3nenuity Komurera MeaMuumHCKOro U (apMaleBTUYECKOro KOHTpoJis MuHHCTepcTBa
3/IpaBOOXPaHEHUS.

Anpec: 010000, r. Actana, paiton baiikonsip, yi1. A. Umanosa, 13 (b1 «Hypcayner 2»). Tenedon:
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+77172 78 98 28 (NOCNEQCBATENEHOCTE 0002)

OnexTponHas noyra: farm@dari.kz

Caiit B mH)OpPMALIMOHHO-TEIEKOMMYHUKAMOHHOM cetn « HTepreT»: https:// www.ndda.kz/

Pecniybnuka Apmenust.

AO3T «HayuHbIli LIEHTp SKCIEPTU3BI JEKAPCTB U MEIUIITMHCKUX TEXHOJOTUN UMEHU aKaJieMHUKa
D. lNabpuensnay.

Anpec: 0051, r. EpeBan, ip. Komuraca 49/5.

Temn.: +374 60 83 00 73, +374 10 23 08 96, +374 10 23 16 82

INopstuas muams: +374 10 20 05 05, +374 96 22 05 05

DneKTpoHHas 1moYTa: naira@pharm.am; vigilance@pharm.am

CaiiT B nH(pOpMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHOM ceTr «HTepHeT: https://www.pharm.am/

Keipreisckas PecniyOuuika.

JlemaptaMeHT JIEKapCTBEHHBIX CPEACTB M MEIULMHCKUX U3Jenuid npu MuHucTepcTBe
311paBOOXpaHEHHUS.

Anpec: 720044, r. bumkexk, yiu. 3-g Jlunus, 25.

Ten.: + 996 312 2 -92 86

Onekrponnas moura: dismi@pharm.kg

Caiit B nH()OPMAIMOHHO-TEIIEKOMMYHUKAITHOHHOM ceTn «HTepHeT»: https://www.pharm.kg/

4.9 Ilepeno3upoBka

CuMIITOMBI

OTMeueHbl cityyau Mepeio3upoBKU AedepasupokcoM (MpUeM B T€UEHHE HECKOJBbKUX HEAeTb B
7103€, B 2-3 pa3a npeBbllIaroliel pekoMeHayeMyo). B o1HOM U3 citydaeB nepeo3upoBKa IpuBea
K pa3BUTHIO CyOKJIMHUYECKOro renatuta. [lpu npekpaiieHun tepanuu npenaparom MposiBICHUS
reraTuTa KynmupOoBaJIuChb oe3 Pa3sBUTHA OCJIOKHEHU B OTAAJICHHOM IICPUOJC. HpI/I OJHOKpaTHOM
npueme nedepasupokca B BUAE JUCIEPTUPYyEMbIX TabIeToK B 03¢ 80 MI/Kr Macchl Tena (4To
COOTBETCTBYET 03¢ Jedepasupokca 56 MI/KIT B BuAe TaOJETOK, MOKPHITHIX IUIEHOYHOU
0005104KOI) y MalMeHTOB C [-TajmacceMuen ¢ Meperpy3Koil >Keine3oM OTMEYeHa XOopolas
MEPEHOCUMOCTh C Pa3BUTHEM CJIa0OBBIPA)KEHHOMN TOIIHOTHI U AUApEH. 310pOBbIe JOOPOBOIBIIBI
XOPOIIO MEPEHOCHIIN OJJHOKPATHBIH MpueM aedepasupokca B BUJEe TUCTIEPTUPYEMBIX TaOJIETOK B
no3e 10 40 MI/Kr (4TO COOTBETCTBYET 03¢ Nedepazupokca 28 MI/KT B BUJIE TAOIETOK, TOKPHITHIX

MJICHOYHOH 000JI0UKOH).
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[Tpu mepeno3upoBKe BO3MOXKHO Pa3BHUTHE CIIE menx'%&pﬁg%aﬁﬁTE%k%hLBﬁ %E'oTa,

rojoBHas 60, Auapes. OTMeueHbl Cilydau HapylmeHHus (PyHKIIUH TOYEK U MIEYEeHHU, B TOM YUCIIe
Cllydad TMOBBIIICHUH YPOBHS NEUYEHOYHBIX (PEPMEHTOB M KPEaTHHMHA C HMX IOCIEAYIOIIUM
BOCCTAHOBJICHHEM I10CJI€ OTMEHBI Tepanuu. OmmO0YHO Ha3HAYEHHBIM OJHOKPATHBINH IpHEM
npenapara B o3¢ 90 Mr/Kr mpuBenl K Pa3BUTHIO CHUHIApoMa DaHKOHH C TOCISTYHOIIUM
paspelieHueM mociie OTMEHbI TepaIui.

Crenuduyueckoro aHTUI0Ta I Aedepa3supoKca HE CYIIeCTBYET.

JleueHue

I/IH,I[YI_[I/IpOBaHI/IC PBOTEI U1K IIPOMBIBAHHE KETYyAKa, CUMIITOMAaTHYECKasd TCpalusi.

5. DPAPMAKOJIOTMYECKHE CBOVMCTBA

5.1 ®apmakoauHaMHyecKHe CBOMCTBA

®dapMakoTepaneBTUYECKas IpyIa: Mpoyue JeuyeOHbIE CPEICTBA; KEIe30CBIA3bIBAIOIINE CPEICTBA.
Kox ATX: VO3ACO03.

Mexanusm ageiicTBus

Hedepazupokc SBISETCS KOMILIEKCOOOPA3yIOIMIUM TPOWHBIM JIMTAHIOM Ui MpHEMa BHYTPb,
oOnanaromuM BeICOKUM cpoicTBoM K xkenesdy (III) u cBsa3biBaromuM ero B cooTHomieHUH 2:1.
Hedepazupokc yCUIMBAET HKCKPEIHIO Kejie3a, MPEUMYIIECTBEHHO dYepe3 KHUIICYHUK.
Hedepazupokc o01a1aeT HU3KUM CPOJICTBOM K IIMHKY U MEJIU M HE BHI3BIBACT CTOMKOTO CHU>KEHUS
COJIep’KaHUs ATUX METAIIJIOB B CHIBOPOTKE KPOBHU.

dapmakogngamMuyeckue 3P HeKToI

B uccnemoBanmm oOMeHa kene3a |y  B3pOCHBIX MallMEHTOB C  [-rajmaccemuen ¢
MOCTTPAaHC(PY3MOHHOH TEeperpy3Koi KeIe30oM TpH NMPUMEHEHHH jaedepa3supoKca B CyTOYHBIX
no3ax 10 mr/kr, 20 mr/kr u 40 Mr/kr (B BUJe JUCTIEPTUPYEMBIX TabJIETOK) cpeaHss d3PPeKTUBHAS
IKCKpernus xenes3a coctabisia B cpequem 0,119 mr Fe/kr, 0,329 mr Fe/kr u 0,445 mr Fe/kr maccol
TeJIa B CYTKH COOTBETCTBEHHO.

Knuanueckas 3¢ddekTuBHOCTE 1 0€30ITaCHOCTD

HccnenoBanusi KIMHUYECKOH O€30MacHOCTH MNpOBOAMIMCH s jAedepasupokca B (opme
ucrieprupyembix Tabnerok. D¢ dexTsl gedepasuporca ucciaenoBaiu y 411 B3pociabix HallMEHTOB
(B Bo3pacte > 16 net u crapue) u 292 nereit (B Bo3pacte oT 2 10 16 JeT) ¢ XpOHUYECKOM
Neperpy3Koi JKene30M BCIIEACTBHE MepenuBaHuil KpoBU. 52 pebeHka ObUIM B Bo3pacTe oT 2 10 5
net. OCHOBHBIMH 3a00JIeBaHUSMH, TPEOOBABIIMMHU MEPETUBAHUS KPOBHU, ObLITH OeTa-TanacceMus,
CEpIIOBUIHO-KJIETOUYHAs aHEeMHUs W JIpyr'ue BpOXXACHHbIE M NPUOOPETEHHBIE AHEMHHU
(MueNnoauCIIIaCTHYECKUE CHHAPOMBI, CHHApOoM JlaliMona-biskdena, armacTHIeCKyo aHEMUIO U

JIpyTHE OYEHb PEIKUE aHEMUH ).
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ExenneBHoe nmpuMmenenue nedepasupokca B nozax 20 MILH(I;II;QEQIII;E“HJ Elﬂll-el_llfl;lclzn-gﬁrr/lm%l{/[mx

TabJETOK B TEYEHHWE OJHOTO Troja y B3pOCHbIX M Jered ¢ [-tamaccemueir Ha (oHe
IPOIOIDKAIOIIUXCA TeMOTpaHc(hy3uil TPUBOAMIO K YMEHBIICHHUIO 3aracoB OOIIEro jkene3a B
opranusme; cogepxanue xenesa B neuenu (CXKII) cHmxanoch B cpeJHEM COOTBETCTBEHHO MOYTH
Ha 0,4 mr Fe/r u 8,9 mr Fe/r cyxoro BerecTBa rnedyeHu, KOHIEHTpaus (GeppuTHHA B CBIBOPOTKE
KPOBH YMEHbBIIIAach B CpelHeM mo4yTH Ha 36 MKr/m m 926 MKr/m coorBeTcTBeHHO. [Ipum
IPUMEHEHUU Ipenapara B TEX K€ J103aX COOTHOLIEHUE SKCKPELHHU jKejle3a K IOCTYIJICHUIO
JKenesza B opranu3M coctaisuio 1,02 (4To sBisieTcs moka3aTelieM HOpMaJIbHOTO OaaHca xelesa)
u 1,67 (4TO COOTBETCTBYET IOBHIIICHHOMY BBIBEICHHUIO jkKelie3a M3 opraHusma). [lomoOHbIH
TEpaneBTHUECKUII OTBET HaOmIonancs NpH NPUMEHEHUH jaedepa3srpoKkca y NalueHTOB C
MEePEerpy3KOoi Kelle30M U IPH Jpyrux Turnax aHnemui. [IpumeHenne aedepasupokrca B CyTOUHON
no3e 10 MI/kr B BHAE AMCIEPTUPYEMBIX TabIETOK B TEYEHHE OJHOTO Toja TIO3BOJISIIO
nonnepkuBate B HopMme CXKII, koHumeHTpanuio QeppUTHHa B CHIBOPOTKE KPOBU U
CIOCOOCTBOBAJIO JIOCTHMKEHHUIO OajlaHca kene3a (paBHOBECHS MEXKIY IOCTYIUIEHUEM U
BBIBEJICHHEM JKeJie3a) y MAIMEeHTOB, PEIKO MMOMYYaroIluX TeMOTpaHc(hy3uu WM OOMEHHBIE
nepenuBaHus KpoBH. [10CKONbKY KOHIIEHTpanus peppUTHHA B CHIBOPOTKE KPOBH, OIpeesiemast
exeMmecsauHo, oTpaxkana uameHeHuss CXKII, nuHamuka KOHUEHTpauu (HeppuTuHA B CHIBOPOTKE
KPOBH MOXET SIBISITBCA KpUTEpUeM st OneHKH d(pdexktuBHOCTH Tepanuu. OrpaHUYeHHBIC
KJIMHUYECKHE JaHHbIe (29 ManueHToB ¢ HOPMaIbHOM (PYHKIMEH cep/iiia B NCXOAHOM COCTOSTHHH)
¢ npumeHenreM MPT nokasbiBatot, uto jeueHue aedepasupokcom B goze 10-30 mr/kr/neHs (B
dbopme nucneprupyemMbix TabJIeTOK) B TeUeHUE 1 Tofa MOKET TaKkKe CHUXKATh YPOBEHb JKeje3a B

cepaue (B cpeaqaem MPT T2* yBenumunBaetcs ¢ 18,3 no 23,0 mcek).

OCHOBHOW aHalu3 B OMNOPHOM CPAaBHUTEIBHOM HCCIIEOBAaHMM C y4yacTheM 586 NalueHTOB,
cTpajaroux Oera-TanacceMued M TpaHC(hY3UOHHOW Neperpy3koi jkenes3a, He MOJITBEpPIHII
MIPEANONIOKEHHE O TOM, 4TO Jeepasupokc B popMe AUCTIEPTUPYEMBIX TaOJIETOK 00JaTaeT He
MeHbIIed 3((EeKTUBHOCTRIO, YeM JedepoKcaMHUH. Pe3ynbTaThl peTpOCHEeKTUBHOTO aHaju3a,
IIPOBEJICHHOTO B XOJ€ JIaHHOTO MCCIENO0BaHUSA, CBUAETEIBCTBYIOT O TOM, YTO B IOATPYIIIE
NalMEeHTOB C IMOKa3aTeNIIMU KOHIEHTpalMu jkene3a B meyeHn > 7 mr Fe/r cyxoro Bemiectsa,
NPUHUMABIINX Jedepazupokc B popMe aucneprupyembix Tadnerok (B 1o3ax 20 u 30 mr/kr) uiun
nedepokcaMuH (B 1o3ax oT 35 mo > 50 Mr/kr), ObUIM JOCTUTHYTHl KPUTEPUU HE MEHbIIEH
apdexTuBHOCTH. OAHAKO B MOATPYMIE NAlMEHTOB C MOKA3aTeNIIMU KOHLEHTpAIMM XKee3a B
neuenu < 7 mr Fe/r cyxoro BemiecTBa, MpUHUMABIINX J1eepa3supokc B popMe AUCTIEPTrHPYEMbIX
Tabnetok (B mo3ax 5 u 10 mr/kr) unu nedepoxcamus (B mo3ax ot 20 10 35 MI/Kr), He MEHBIIas

¢ dexTHBHOCT, HE ObUIa yCTAaHOBJICHA BBHIY AMcOalaHCa MEXIy J03aMH JBYX XEIaTOpOB
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)Kenesa. BrelmeonucanHplii aucOajiaHCc BO3HUK B CB;}Q/II‘I ¢ ,'": E'r'r”(I EI%,IEIHICHITITI:' 1'3| "'Hj{/'nne

npUMeHeHHs edepoKcaMrHa MOTJIM MPUHUMATH MIperapar B TeX e J03aX, B KOTOPBIX OHU €ro
IPUHUMAIU 10 BKJIKOYEHHUS B HCCIEJOBaHME, JAXe €CJIM MX J03a IpPEBbIIIaja TaKOBYIO,
YKa3aHHYIO B IIPOTOKOJIE MCCIIEOBaHUA. B 3TOM OMOpHOM Hccaea0BaHUU NPUHSIIA ydacTue 56
NalUeHToB B Bo3pacte 1o 6 jer, 28 M3 KOTOpBIX mnoiydanu naedepasupokc B dopme

JUCTIEPTUPYEMBIX TaOIETOK.

Pe3ynpraThl JOKIMHUYECKMX W KIMHUYECKHX HCCIECJOBAaHHH CBUAETEIBCTBOBAIM O TOM, YTO
nedepazupokc B GopMe AMCHEPIUPYEMBIX TAOJIETOK MOXET OBITh TAaKUM JK€ AKTUBHBIM, Kak
nedepokcaMuH, IPH UCIOIB30BAHUU /103 B cOOTHOMIEHUH 2:1 (T.€. 103a nedepazupokca B popme
JCTIEPTUPYEMBIX TaOJIETOK COCTABIISET MOJIOBUHY J03bI e epokcamMuHa). MOKHO pacCMOTPETh
BO3MOXKHOCTh TIpUMEHEHHUs jaedepasupokca B (opMme TaOJIETOK, IMOKPBITHIX IUICHOYHOH
000JI0YKO#, B [103aX, B YHCICHHOM OTHOUIGHMHM B 3 pa3a MPEBHIIIAIONINX TAKOBYIO
nedepokcaMrHa, Tak Kak jo3a jaedepasupokca B gopme TaOJIETOK, MOKPBITHIX ILICHOYHOM
000JIOYKOM, COCTABISIET OJHY TPeTh OT A03bI AedepokcamuHa. OIHAKO ATy PEKOMEHAALHUIO B

OTHOIICHUH JO3UPOBKH HC OLUCHUBAJIN IIPOCIICKTUBHO B PaMKaX KIIMHUYCCKUX HCCHCHOB&HHﬁ.

Kpome Toro, y manueHToB ¢ KOHIIEHTPAIMEH Kelle3a B edeHH > 7 Mr Fe/Kr (cyXoro BemecTna) ¢
Pa3HBIMH PEIKUMH BHIAMH aHEMHUU WU CEPIOBHIHO-KICTOYHONH aHEMHUEH NpUMEHEHHE
nedepasupokca B dopme aucneprupyembix Tadbmetok B go3e A0 20 — 30 Mr/Kr BbI3bIBAIH
CHI)KEHHE KOHIICHTpAIINH Kelle3a B MeYeHH U YPOBHA (eppUTHHA B CHIBOPOTKE, COMOCTABUMBIE

CO CHIDKCHHEM JIAaHHBIX TIOKa3aTeliel y MaueHToB ¢ 0eTa-TajsacceMuei.

Cpenu 225 naneHToB ¢ MUEIOAUCIUIACTUYECKUM CUHAPOMOM (HU3KUIl/CpeTHui ypOBEHb PUCKA)
U TOCTTpaHC(Py3MOHHOM MNeperpy3koi xene3oMm ObLIO MPOBEIEHO IUIaleb0-KOHTPOIUPYEMOE
pPaHAOMHU3HMPOBAaHHOE  HccieloBaHUE.  Pe3ynbTaTbl  3TOrO  UCCIEIOBAHUS  IO3BOJISAIOT
IPEIIOJIOKUTh, YTO JAePEepasupOKC OKA3bIBAET MOJIOKUTEIBHOE BIMSHHE Ha OECCOOBITUHHYIO
BeDKUBaeMocTh (EFS, komMOuHupoBaHHas KOHEUHasl TOYKa, BKJIIOYas 3a00J€BaHUs cep/ia WU
neyeHn 6e3 CMepTEeNbHOrO UCX0/1a) U YPOBEeHb (GeppuTHHa chIBOpOTKU. [Ipodus GezomacHocTi
COOTBETCTBOBAJ MpeIbLIYIINM UCCIJIETOBaHUSIM y B3pPOCIIBIX MAIMEHTOB c
MUEIOAUCIIACTUYECKUM CHUHIPOMOM.

B 00cepBalinoHHOM HCCIIEA0BAaHUH JUIUTEIBHOCTBIO 5 JIET, B KOTopoM 267 aereit B Bo3pacTte OT 2
n0 < 6 jer (Ha MOMEHT BKJIOYEHHUS B HCCIEIOBaHHE) C TPaHC()Y3MOHHBIM TI'€MOCHIEPO30M
nosydainu jaedepasupokc, HE OTMEUaloCh KIMHUYECKH 3HAUMMBIX pa3Iuuuii B mpoduie

0e30MacHOCTH M EPEHOCUMOCTH mpernapaTa Jledepasupokc y aereit B Bo3pacte oT 2 10 < 6 JeT B
28



COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 06052025 M= 11710

o o T10C —n.”: b0 HOC TR D002
CpaBHEHHUU C OOIIEH TOMyJsAIUeld B3POCIBIX nauneﬂ;lm"ﬁE‘;—JleTEn;TEzMa;r Trros'smre'Hm

KpeaTHHUHA CBIBOPOTKHM > 33 % u BbIle BepXHEH TpaHULBI HOpMBI Ipu 2 u Oonee
nocienoBarenbHbIx onpeaeneHusax (3,1 %) u yBenuueHHe ypoBHS allaHMHAMUHOTpaHC(hEpas3bl
(AJIT) ¢ mpeBblllIeHUEM BepXHEH T'paHUIBl HOpMBI Oosee yeM B 5 pa3 (4,3 %). Enunuunsie
apnenusi nosbiienuss AJIT u acnapratamuHorpancdepassl ormevanuch y 20,0 % u 8,3 % u

naluCHTOB COOTBETCTBCHHO U3 145 MMalMCHTOB, 3aBCPIIMBIINX UCCIICAOBAHUC.

B xone mccnenoBanus, MPOBEAESHHOTO Ul OIICHKN 0€30MacHOCTH Jiedepasupokca B TabJIeTKax,
HOKPBITHIX TUIEHOYHOH 000JI0YKOH, U B AUCHEPTUPYEMBIX TabieTKax, 173 B3poCibIX NannueHTa u
pebeHKa ¢ TpaHC(Y3UOHHO 3aBUCUMOM TajacceMueil MM MHEIOAUCINIACTUYECKUM CHHIPOMOM
nojy4yanu JiedueHue B TedeHue 24 nenenb. Ilpodumm OGe3zomacHOCTH TaONIETOK, MOKPBITHIX

IUICHOYHOM 060.]'10‘11(0171, U JUCIICPIrUpPyECMBIX Ta0JIETOK OBIIIM COIIOCTABUMBIMU.

VY nauuMeHTtoB ¢ TpaHC(Y3MOHHO HE3aBUCMMBIMU CHHAPOMAMU TalaCCEMUU U NEPErpy3Koin
KeNe30M JieueHue nedepasupokcoM B (QOpMe IUCIEePrUpYyEeMBIX TabJETOK OIEHWBAIOCH B
OJIHOJIETHEM PaHIOMHU3UPOBAHHOM JIBOMHOM CJIEIIOM ILIaLe00-KOHTPOIUPYEMOM HCCIIEA0OBAaHUH.
B xone maHHOro uccienoBaHus cpaBHUBAIU 3(PQHEKTUBHOCTb ABYX Pa3HBIX PEKUMOB JICUEHUS
nedepasupokcoM B popMe TUCIIEPTUPYEMBIX TabIeTOK (HadabHbIe 1036l 5 1 10 MI/Kr/CyTKH, TIO
55 manueHTOB B KaXIOW TPYIINE JICYCHHS) H COOTBETCTBYIOMIETO Iaredo (56 manueHToB). B
uccieoBaHue 0bU10 BKIHOUYEHO 145 B3pocnbix nanuenta v 21 pedbenka. OCHOBHBIM MapamMeTpoM
3 PEKTUBHOCTH ObLIO U3MEHEHUE KOHLIEHTPAIMH KeJle3a B IEUEHH 10 CPABHEHUIO C UCXOIHBIM
ypoBHeM nocine 12 mecses neueHus. OMHUM U3 TONOJHUTENbHBIX TapaMeTpoB 3 PpeKTUBHOCTH
OBLJIO U3MEHEHHE YPOBHS (eppUTHHA B CHIBOPOTKE KPOBH C MCXOJHOTO YPOBHS 10 YETBEPTOTO
kBapTtaina. [Ipumenenue nedepazupokca B popme qucreprupyeMbIx TabJIeTOK B HAYaJIbHOW J103€
10 MI/Kr/CyTKH IPUBOAMIIO K CHHXKEHHIO OOIIEro co/iepKaHusl JKejle3a B opranusMe. B cpennenm,
KOHIICHTpaIlus kelie3a B Ne4eHu cHmkanach Ha 3,80 mr Fe/r cyxoro BemiecTBa y MaIMeHTOB,
NpUHUMABIINX JAedepazupokc B (opme nucneprupyembix TabimeTok (B HavanpHOM moze 10
Mr/kr/cyTku) u noBsicuiiack Ha 0,38 mr Fe/r cyxoro BemiecTBa y MalueHTOB, NMPUHUMABIINX
wiane6o (p < 0,001). B cpennem, ypoBeHb (eppUTHHA B CHIBOPOTKE KPOBU CHU3MICS Ha 222,0
MI/]1 Yy TalMeHTOB, MPUHUMABIIUX Jedepasupokc B (opme AMcCIeprupyeMbix TabJIeTok (B
HavyajgbHOM n03e 10 Mr/Kr/cyTku) W moBbicuics Ha 115 MKI/n y manueHToB, NMPUHUMABIIMX

miane6o (p <0,001).
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(NOCNEOOBATENLHOCTL 0002)

5.2 PapmakokuHeTHYECKHE CBOMCTBA

Hedepazupokc B (opme TaOIETOK, MOKPHITHIX IUIGHOYHON 000JI04KOM, oOnamaer Oomibliei
OMOOCTYIIHOCTBIO MO CPaBHEHMIO C AedepasupokcoM B (GopMe AUCHEPTHPYEMBIX TaOJIETOK.
Hedepazupokc B mo3upoBke 360 Mr B ¢opme TabIETOK, MOKPBHITHIX IICHOYHON 0O0OJOYKOM,
SKBUBAJICHTEH Ja03upoBKe naedepaszupokca 500 mr B ¢dopme aucneprupyembix TaOJIETOK B
otHourenun AUC, onpenensiemoii Hatormak. Cmax yBerauurBaiack Ha 30% (90% 1 20,3-40,0%),

OJTHAKO KIIMHUYECKH 3HAYUMBIX 3((EKTOB BBISBICHO HE OBLIO.

AOGcopOuus

JHedepasupokc B Bue TUCTIEPTUPYEMBIX TaOJIETOK XOPOIIO BCACBIBACTCS TOCIIE ITpUEeMa BHYTPb,
cpelHee BpeMs JOCTUKEHUSI MAKCUMAaJIbHOM KOHIIEHTpAlUy B IJIa3Me KPOBH (tmax) cocTaBisieT
okono 1,5-4 4. AGcomotHas 6nogoctynHocts o AUC nedepasupokca B BUIE TUCIEPTUPYEMBIX
TabJIETOK TpH TMpUEeMe BHYTPh cocTaBiseT okoio 70% Mo CpaBHEHHIO C BHYTPUBEHHBIM
BBeJeHUEM. AOcoioTHass OWMOAOCTYNHOCTh Jedepazupokca B BuAE TaOJIETOK, MOKPBITHIX
IUICHOYHOW O000JI0YKOM, HEe HW3ydanach. bHOMOCTYNMHOCTH jaedepasupokca B BHIE TaOJETOK,
MOKPBITHIX TJICHOYHOM 000JI04KOM, BhIlIe Ha 36% MO CpaBHEHHIO C Je(epasHpOKCOM B BUIE
nucneprupyemsbix Tabnetok. [lpu npumenennn aedepazupoxca, TabaeTKu, HOKPHITHIE MJICHOYHON
000JIOYKOH, Yy 3I0POBBIX TOOPOBOJBIEB HATOIIAK BMECTE C MHIIEH C HU3KUM COJEpKAHHEM
xupoB (conepxanue xupoB < 10 % kanopuii), AUC u Cmax He3HaAUUTETBHO CHIKANUCH (Ha 11%
1 16% COOTBETCTBEHHO); C MUIIIEH C BBICOKUM COJIEpIKAaHUEM KUPOB (coaeprkanue >kupos > 50 %
kanopuit), AUC u Cmax Bo3pactanu (Ha 18 % u 29 % cootBercTBeHHO). D ekt noBbIeHUs Cmax
BCIIEZICTBUE CMEHBI JICKAPCTBEHHOW (HOPMBI M TPUMEHEHHUs C TUIIEH, cojepiKalie BBICOKUMN
MPOILICHT XKHUpa, MOXeT 34 CyMMHpOBaThbCs, TMO3TOMYy mpemnapaT Jledepasupokc cuemgyer

MMPUMCHSATH HATOIAK UJIA C JIETKOM IHIIEH.

Pacnpenenenne

Jedepa3upokc B BBICOKOHM CTENEHU CBA3BIBAE€TCA ¢ Oenkamu miia3Mbl KpoBH (99%), mourtu
UCKJIIOUUTENIFHO C aJdbOyMHMHOM; HMMeEEeT HeOOJIbLION KaXyIIUHcs 0o0BbeM paclpeneneHuss —

npUOIN3UTENBHO 14 11y B3pOCTBIX.

buorpancdopmarms

['maBHBIM myTeM MeTaboiu3Ma jaedepasupokca sBIsSETCsS TIIIOKYPOHUPOBAHHUE C MOCIEAyIOIIen
JKCKpenuel ¢ sxkemublo. Jlegepasupokc moaBepraercs SHTEPOrenaTUdyecKoil penupKyIIsIIH.
[TpoucxoauT AeKOHBIOTAIUs [NIIOKYpPOHATOB B KMILIEYHUKE U MOCHeAyomas ux peadbcopouus. ¥

30POBEIX ,ZIO6pOBOJ'II)IIeB, MMOoJIydyaBIIMX  KOJICCTHUPAMHWH IIOCJIE€ OAJHOKPATHOTO IIpUEMa
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nedepasupokca, AUC npedepazupokca CHHUXKRIACH H'éﬂ qg‘%ﬁ%&ﬁ%&@%é'&ﬁskﬁr‘éémﬂ

TIIIOKYPOHUPOBAHUIO I1aBHBIM 00pazom ¢ momombio UGT1A1 (VI'T cemeiicTa 1, momunenTu
Al) u B Mmenbmeit crenean - UGT1A3 (VI'T cemeiictBa 1, momunentun A3). In vitro ne

HaO0JII0JAJIOCh MHTHOMPOBaHKs MeTabou3Ma nedepasupokca ruIpoKCUKapOaMUIOM.

DJIMMHUHALMS

Hedepazupokc 1 ero MeTaboIuTHl BEIBOASATCS MPEUMYIIIECTBEHHO Yepe3 KuleuyHuk (84% mo351).
[Toueunas sxckpenusi aedepasupokca u ero MerabonutoB MuHuManbHa (8% no3el). CpenHuit
nepuoa noayBeiBeaeHus (T12) BappupyeT oT 8 10 16 4. B skckpernuu aedepasuporca ¢ Keadbio

y4acTByIOT TpaHcnoptHbie 6enkn MRP2 u MXR (BCRP).

JIn"elHoCTh (HEIUMHEHHOCTS)

Cmax 1 AUCo-24 4 Aedepazupokca yBEIMYUBAIOTCA NPUOIU3UTENHHO JTUHEHHO C MOBBIIICHHEM
JI03bI B PAaBHOBECHOM COCTOSTHUU. [Ipy MHOTrOKpaTHOM BBEACHUU IKCIIO3UIIMS YBEIUYUBACTCA C

ko3 unmenTom kymyssuu 1,3-2,3.

Oco0bIe I'pYIHIIBI NAIIMCHTOB

Jlemu

Oo6mass 6uonoctymHOCTh JAedepasupokca y moapoctkoB (ot 12 mgo OOmias 0MoI0CTYIHOCTH

nedepasupokca y moapoctkon (0T 12 go < 17 net) u nereit (ot 2 g0 < 12 1et) nocie 0AHOKPATHOTO
¥ MHOTOKPAaTHOTO MPHEMOB Obllla HUXE, YeM Y B3POCIbIX MallMEeHTOB. Y JeTeill muasiie 6 JeT
O6uonocTynmHoCTh HUXKE Ha 50 %, 4eM y B3pOCIIBIX, OJTHAKO 3TO HE UMEET KIIMHUYECKOTO 3HAUCHUS,
MTOCKOJIBKY PEKUM JIO3UPOBAHHUS MPeTapaTa yCTaHABIMBAIOT HHIUBHTYJILHO.

Ilon

VY KeHIUH Kaxyuiics kiupeHc nedepasupokca ymepeHHo Hke (Ha 17,5 %), ueM y My»K4uH.
[TockonbKy JTO3UpPOBAaHWE KOPPEKTUPYETCS WHIUBUIYATbHO B 3aBUCUMOCTH OT OTBETa,
OKHJIACTCSI, UYTO ITO HE IOJDKHO UMETh KIIMHIUYECKHUX TOCIICICTBUN.

Jluya noosicunozo eozpacma (= 65 1em)

®dapMakoKkHHETHKA JedepasupoKkca y MalueHTOB B BO3pacTe > 65 JeT He U3y4eHa.

Hapywenue ¢pynkyuu novex unu nevenu

VY nanueHToB ¢ HapymeHusIMU QYHKITUH MMOYeK papMaKOKHHETHKA Jieepasupokca He U3ydeHa.
[ToBbIlIeHNE YPOBHS TPaHCAMUHA3 MEYSHH JI0 S-KPATHOTO MPEBHIIICHNUS BEPXHEN TPaHHUIIbI
HOPMBI HE BIUSUIO Ha papMaKkOKMHETUKY JAedepazupokca.

B xo/1e KIMHAYECKHUX MCCIISTOBAaHUH C HCITOIB30BAHUEM OJTHOKPATHBIX 1103 Jedepasupokca B

dbopme nucreprupyeMbix TadaeTok 20 MI/KT CpeIHssl BETHYMHA SKCIIO3UIIMH TIpernapara
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MOBBICWIIACH HA 16% y MallMEeHTOB C HE3HAYUTEI[bHBIM Hé%ﬂﬁ%&?ﬂ%%ﬁ&f&gﬁ( 1|<;Ilalclc' A

no knaccupukanun Yainn-I1st0) u Ha 76% y nanueHToB ¢ yMEpEeHHBIM HapylIeHHeM (YHKIUU
neueHu (kiaace B mo knaccupukanum Yaiina-I1p10) OTHOCHTENBHO MOKA3aTENIEH MalluEeHTOB C
HOpMaJIbHOU (pyHKIMEH neyeHu. Y NaueHToB ¢ He3HAYNTEJIbHBIM MJIM YMEPEHHBIM HapyLIeHuEM
byukun neyeHu cpeanee 3HaueHHe Cmax nedepasupokca moBbicuiock Ha 22%. Y onHOro
NaIMeHTa ¢ TSHKEIBIM HapylieHneM GyHkuuu nedenu (knacc C no knaccudukanun Yaina-11s10)

BEJIMYMHA SKCIIO3UIIMH TIpernapara noBbicuiaack B 2,8 pa3a (cM. pazzaeinsl 4.2 u 4.4).

6. DPAPMALEBTUYECKUE JAHHBIE
6.1 Ilepeyenb BcnoMoraTe/IbHbIX BelIeCTB

Sapo tadieTku

Iemrono3a mukpokpuctanyeckas (tur 101)
KpocnoBuon (Tum A)

[Tonokcamep 188

[ToBumon-K30

[emrono3za mukpokpuctamnyeckas (tur 200)
Kpemuus nuokcu KomiouHbINd

Harpus creapundymapar

ILienounast 060J104Ka (rOTOBOE IUIEHOYHOE IMOKPBITHE)

I'unpomennosa (6 cll)
Turana quoxcun (E171)
Maxkporoia 6000 (monudTriieHrIuKoIbs 6000)

Tanbk

6.2 HecoBmecTuMOCTH

He npumennmo.

6.3 Cpok rogHocTu (CPOK XpaHeHHUs)

2 roja.

6.4 Oco0Obie Mepbl MPEAOCTOPOKHOCTH NIPH XPAHCHUH

XpaHuTh pu Temneparype He oime 25 °C.

6.5. XapakTep U coaep:kaHHe MEPBUYHOI YIAKOBKH

Ilpu npouzsoocmee, gpacosxe u ynaxkoske na «Annopa @apma Ilpaiieem Jlumumeo»

ITo 10 TabmeTok B KOHTYpHOM stueiikoBoi yrakoBke u3 [IBX/TIB/IX u dhonbpru amoMuHUEBOIA.
ITo 3, 6 wim 10 KOHTYPHBIX SYEMKOBBIX YMAKOBOK BMECTE C JMCTKOM-BKIIAJIBIIIEM B MAuKy

KapTOHHYIO.
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[To 10 Tabneroxk B KOHTYpHOW s4eiikoBoil ymnakoBke u3 mieHkd [IBX/IIBJAX u ¢onbru
QJIIOMUHHMEBOM I1€YaTHOW JIAKHUPOBAHHOM WM B KOHTYPHOM SYEHMKOBOM YIIAKOBKE M3 IUICHKHU
MTOJIMBUHUJIXJIOPUTHOM M (POJIBTY aTFOMUHHUEBOM IEYaTHOM JIAKUPOBAHHOM.

ITo 3, 6 WM 9 KOHTYpPHBIX SYEHUKOBBIX YNAaKOBOK BMECTE C JIMCTKOM-BKJABIIIEM B IMAYKy
KapTOHHYIO.

6.6 OcoOble Mepbl NPEeIOCTOPOKHOCTH NPH  YHUYTOKEHHUHM  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WM OTX0A0B, TMOJYYEHHbIX TIOcje NPHMEHEeHUus
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIyJISIUM C PenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA

Nunus

Xerepo Jla6c JIumuten

«Xerepo Kopmopeiity, 7-2-A2, Uanactpuan Ocreiitc, Canat Harap, Xaiigapadan — 500018,

Tenanrana, Uaaus

7.1. IlpencraBuTelib AepAKaTe/isi peTrHCTPAIMOHHOIO YA0CTOBEPEeHUs!

[Iperen3uu norpeduTENed HAIPABIATH 10 aAAPECY:

Poccuiickas @enepanus
MockoBcko€ TpeIcTaBUTENbCTBO Komnanuu «Xetepo Jlabe Jlumuren» (Muaust)

109029, r. MockBa, ABTOMOOWIBHBIN MPoOeE3, 1. 6, cTp. 5.
Ten./daxc: +7 (495) 981-00-88

On. moura: DrugSafety-Russia@hetero.com

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. JTATA NMEPBUYHOMN PEITHCTPAIIMUA (ITIOATBEPXKJIEHUS PEI'MCTPAIIUMU,
NEPEPEI'UCTPALINN)

JlaTa niepBoii perucTpanuu:

10. JATA NEPECMOTPA TEKCTA
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OO0mass  xapakTEepUCTHKA  JICKAPCTBEHHOTO npenarSQS:-WE%QE’%EE&JBHCEOE?&H%E | 1a

UHPOPMALIMOHHOM TopTaie EBpasuiickoro SKOHOMHYECKOTO CO03a B HH(POPMALMOHHO-

KOMMYHUKaIIMOHHOM cetn «HTepHeT». hitp://eec.eaeunion.org/
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