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OBILAST XAPAKTEPHCTHKA JIEKAPCTBEHIFOPOTIPEITAPATA U002

V [Jaunbii nexapcTBeHHBIH Hpemapar MOUIEKUT JOTNONHUTENLHOMY MOHHUTOPUHTY. DTO
MO3BOJIUT OBICTPO BBISIBUTH HOBYIO HHGpopMainuio mo Oe3omacHocTd. Mbl oOpamiaemcsi K
pabOTHUKAM CHUCTEMBI 3PaBOOXpPAHEHHs] C MPOCHOOM coOOImIaTh O JIOOBIX IMOJO03PEBAEMBIX
HE)KeJaTeNIbHbIX peakuusax. [lopsanok cooOlieHns o HeXeNnaTeabHbIX peaklUsX MPEACTaBICH B

paznene 4.8.

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA
Hedepazupoxc-AMEJIAPT, 90 mr, TabneTKH, MOKPBITHIEC MIICHOYHOW 000JIOYKOM.
Hedepazupoxc-AMEJIAPT, 180 mr, TabiieTku, MOKPHIThIC TUICHOYHON 000JI0YKOH.

Hedepazupoxkc-AMEJIAPT, 360 mr, TaGaeTKH, TOKPHITHIE TIICHOYHOH 000JI0YKOH.

2. KAYECTBEHHBIA 1 KOJTMYECTBEHHBIN COCTAB
JeticTBytoliee BemecTBo: aedepasupokc.

Jledepazupokc-AMEJIAPT, 90 mr, Ta0JIeTKH, IIOKPBITHIE INIEHOYHON 000JI0YKOH

Kaxxnas tabnerka conepxut 90 mr nedepazupokca.

Jledepazupokc-AMEJIAPT, 180 mr, TabJIeTKH, ITOKPBITHIE IUNIEHOYHOU 000JIOYKON

Kaxxnas tabnerka copepxut 180 mr nedepasupokca.

Jedepazupokc-AMEJIAPT, 360 mr, TaOJIETKH, IIOKPLITHIE INIEHOYHON 000JI0YKOH

Kaxnas Tabnerka cogepxut 360 Mr nedepasupokca.
BcrmomorarenbHbpie BemecTBa, HAIMYHE KOTOPHIX HAJ0 YYHTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npernapara: HaTpuil, MaHHUTOI (cM. pasnen 4.4).

ITomupIit MEPCUCHb BCIIOMOT'aTCIIbHBIX BCIICCTB IIPUBEACH B pa3ICiic 6.1.

3. JJEKAPCTBEHHASA ®OPMA
TabyeTku, MOKPHITHIC TNIEHOYHOU 000TOUKOM.

Jledepazupokc-AMEJIAPT, 90 mr, TaOJIETKH, IIOKPBITHIE INIEHOYHON 000JI0OYKOH

prTJIHC ABOSKOBBIITYKJIBIC TaOJIeTKU OEJI0T0 WU ITOYTH OSI0ro OBCTA.

Jedbepazuporkc-AMEIAPT, 180 Mr, TabJIETKH, TIOKPBITHIE INIEHOYHOMH 000JI0YKOM

Kpyrible 1BOSKOBBITYKIIbIE TA0IETKH O€JI0r0 Wil MOYTH OEsIoTo 1BeTa.

Jedepazupokc-AMEJIAPT, 360 mr, TabJIETKH, IIOKPBITHIE INIEHOYHON 000JIOYKOU

OBajnbHbIC ABOSKOBBIITYKJIBIC TaOJIeTKU OEJI0r0 MU ITOYTH OCIOro OBCTA.

4. KJIMHUYECKHUE JTAHHBIE
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4.1. Tloka3aHusi K NpMMeHEHUIO

[Tpenapat dedepazupokc-AMEIAPT npeanaznayeH:

o JUIs JIEYEHMs] B3pOCIBIX M JETe B Bo3pacTe 2 JIET U CTaplie € XPOHUYECKOU
HOCTTPAaHC(PY3UOHHOH MEPETPy3KOil KEeIe30M.

o IUI JIeYEHUs B3pOCIBIX M Jeredl B Bo3pacte 10 jer M crapiie ¢ XpOHHYECKOH

HETpaHC(]Y3UOHHOM MEPErpy3KOi Kere30M.

4.2.  PexxuM 103MpPOBaHHS U CIIOCOO MPUMEHEHMSI

Tepanuto npenaparom Jledepaszupokc-AMEIAPT nomkeH mpoBOAUTh Bpad, UMEIOIIUNA OMBIT
JICYCHUsSI XPOHHUYECKON MOCTTPaHC(HY3UOHHON TMEpPEerpy3Kd >KEIe30M, TOJBKO TOCE OIEHKU
BO3MO>KHOT'O PUCKA U TOJIb3bI XEJIaTOPHOHN Teparuu.

Pexxum 103upoBaHus

XpoHnuueckas nocmmpaHncpy3uoHHas nepespy3Ka dcene3om

Tepamnuto npemapatom Jledepazupokc-AMEJIAPT pekoMeHayeTcss HAaUMHATH 1MOCe TpaHchy3un
npubimsutensho 20 exuautl (0kosto 100 MIT/KT) SpUTPOLIUTHON Macchl ¥ OoJiee, WiIH PH HATHIAN
KIIMHUYECKUX JaHHBIX, CBUJETEIbCTBYIOIIUX O PA3BUTUU XPOHUYECKOU IMEPETrpy3KH Kele30M
(Hampumep, TpH KOHLEHTpauuu (epputuHa B CHIBOPOTKE KpoBu Oomee 1000 mkr/m). o3y
(B MI/KT) CIIeIyeT pacCYUTHIBATh U OKPYIIISATH MAKCHMAJIBHO JI0 IO3UPOBKH 1IEJI0H TaOIEeTKH.
[lenbto Tepamuu XejlaToOpaMu JKeJe3a SBISIETCS BbIBEJACHHUE JKee3a, IOCTYIUBIIETO C
TpaHCcPy3UsIMH SPUTPOLIMTHON MacChl, U MPU HEOOXOAUMOCTH YMEHBIICHHE COACPKAHMSI JKere3a
B OpTraHU3Me.

Pemenne o0 BBIBEZICHMHM HAKOIUIGHHOTO JKelle3a CJeayeT MpHHUMAaTh WHIWBUAYAIBHO,
OCHOBBIBASICh Ha OIIEHKE OKUJIaeMOW TMOJIb3bI U BO3MOXKHBIX PUCKOB XEIaTOPHOW Tepamuu (CM.
paznen 4.4).

Jledepasupokc B iekapcTBeHHON (popme TabaeTKH, MOKPBIThIE MIEHOUYHOM 000JI0UKOH, SABIsAETCS
JIeKapCcTBEHHOU (hopmoit nedepazupokca ¢ 60aee BHICOKOW OMOAOCTYIMHOCTHIO IO CPABHEHUIO C
nedepasrupoKcoM B JIEKapCTBEHHOUN ¢dopme mucneprupyembie Tadietku (cm. pasaen 5.2). [pu
3aMeHe Tepanuu JedepasupoKcoM B JIEKapCTBEHHOW (hopMe aucneprupyemble TaOJeTKU Ha
Tepanuio JedepasupokcoM, B BHAE TaOJIETOK, IMOKPBITHIX IUIEHOYHOH 000JI0YKOM, 103y
HeoOxonumMo cHM3UTh Ha 30 % W OKpPYIIMTh 10 JO3UPOBKHM IENOM TalJeTKH, MOKPBITOU
MJICHOYHON 000JIOUKOH.

PexoMenaoBaHHbIe 036l 1ehepazupokca B 3aBUCUMOCTH OT JIEKAPCTBEHHON (JOPMBI y MAIIUEHTOB
C MoCTTpaHCc(y3NOHHON TIeperpy3Koi skeae30M NpeaAcTaBiIeHbl B Tabaume 1.

Ta6auna 1. PekomenaoBanHble 103bI Aeepa3supoKca B 3aBUCHMOCTH OT JIEKAPCTBEHHOM

(¢opMBbI y NaMEHTOB ¢ NOCTTPAHCPY3MOHHOM MePerpy3Koi xejie3oM
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Rormenrpanms
Ta0JIeTKH,
Oo6bem (eppurnna B
TalJIeTKH MOKpPbIThIE
.. . TpaHchy3un CHIBOPOTKE
AUCTIeprupyemMbie IUIEHOYH O
N KPOBH
000J104K0i
[Tociie Tpanchy3umn
20 eJIMHI
CraproBasn AL
032 20 MT/KT B CyTKH | 14 MI/KT B CYyTKH | SpUTPOIMTHOM >1000 MKr/™MT
MaccChl (okomo
100 mur/kr)
> 14 ma/kr
SPUTPOLUTHOM
Maccel B Mecd
30 mr/kr B cyTku | 21 MI/KT B CyTKH H
(oxo10 > 4 euHUI B
MecsII TSt
AnbTepHa-
THBHAS B3pPOCJIBIX)
< 7 MII/KT
cTapTroBasi .
038 SPUTPOLIUTHON
A Macchl B MecCHIl
10 MI/KT B CyTKH 7 Mr/KT B cyTKH | (OKOJIO <2 eIMHHIL
PUTPOLIUTHON
Macchl B MECSAI JUIs
B3POCIIBIX)
Hoza TS
MaIHUeHTOB, Y
KOTOPBIX yna-
JIOCh JTOCTUYh [TomoBuHa oT Opna TpeTb OT
aJIeKBaTHOTO BEJIMYMHBI JI03bI BEJIMYUHBI 03B
KOHTpOJIS TIpH | AedepokcamMuHa | AedepokcamuHa
MTOMOIIH
nedepokca-
MUHA
Yacrora BBINOJHEHHS KOHTPOJbHBIX AHAJH30B
ExemecsuHo
KPOBH
eJleBOil HANa30H KOHIEHTpauuu ¢QeppuTHHa B
1 A fenTpan (bepp 500-1000 mkr/mi
jia3Me KpoBHu
Koppekuus 103t
YBenauueHue 103bl
5-10 wmr/kr B | 35-7 MI/Kr B
CYTKH (mo | cyTkmn (mo > 2500 MKr/n
40 mr/kr B cyTkH) | 28 MI/KT B CYTKH)
YMeHbllIeHHEe 03Bl
5-10 wmr/kr B
Hlar ISl | CYTKHU mo | 3,5-7 wmr/kr B
KOpPpeKIHU TOCTHKECHHUSI TIETTH | CYTKH
(kaxmele  3-6 | Tepanuu
MECSIIEB) Y MMalMeHTOoB, | Y MHalMEHTOB,
MOJTyYaIOLINX MOJTYYaIOLIUX
yHarom yHator < 2500 MKr/m
J03b1 > 30 MI/kr B | 10361 > 21 MI/KT B
CYTKH CYTKH
IIpn OCTVKEHUH eJIeBOr
K(FHHGHT aHI/II/I ¢e I/ITI/IHI; B 500-1000
pall pp MKT/JT
CBIBOPOTKE KPOBH
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MakcHMAaIb- A JTEQUEETEITER L TD UUUL]
40 Mr/KT B CYyTKH | 28 MI/KT BCYTKA
Hasf 1032
IIpepbiBanue
pep < 500 MKT M1

Tepanuu

Hauanvnas 0oza

Pexomenayemass HadanbHas cyTouHas jao3a npemnapara [ledepasupoxkc-AMEJIAPT, tabnetkw,
HOKPBITBIE 000JI0YKOM, cocTaBisieT 14 MI/KT Macchl Tena.

JIJis ManMeHToB, MOYYaIIUX TPaHCHY3UU IPUTPOIUTHON Macchl B 00beMe Oonee 14 Mi/kr B
Mecs1 (MpUOIN3UTENbHO OoJiee 4-X eIMHULL KPOBH B MECSIIL JJI B3POCIBIX) C IIEJIbI0 YMEHbBILICHUS
CoJIep>KaHus JKee3a B OpraHu3Me BO3MOXKHO IPUMEHEHHUE albTepHATUBHON HaYallbHOM CyTOUYHOM
103bI 21 MT/KT.

JUis MarMeHToB, MOMYyYaloInX MeHee 7 MII/KT B MECSIl 3PUTPOLUTHON Macchl (PUOIU3UTEIHHO
MeHee 2-X eIUHHI] KPOBH B MeECAIl AJS B3POCHBIX), C ILENbI0 MOJAepPKaHUS HOPMAIbHOTO
COJlep’KaHusl Kelle3a B OpPraHU3Me MOXKET ObITh PACCMOTPEHO NMPHUMEHEHHE allbTepPHATHBHOMN
HAYaIbHOM CYyTOYHOM 710361 7 MI/Kr. Cremyer KOHTPOJIMPOBaTh OTBET Ha JICUCHUE Y MAIMEeHTa U
paccmaTpuBaTh BONPOC 00 YBEJIWYEHUH J103bl, €CIM He OyAeT AOCTUTHyTa JOCTaTOuYHas
s dexTuBHOCTD (CM. pazzaen 5.1).

Jlis manueHToB € XOpOIIMM KIMHWYecKuM 3¢ dekToM nedepokcaMMHa HayalbHas /1032
npenapata Jledepasupoxc-AMEJIAPT, TabneTku, MOKPBITHIE IJICHOYHOW OOOJIOYKOM, TOJIKHA
COCTaBIIATh TPETh OT paHee MPHUMEHsSEeMOW 03Bl AedepokcamMuHa (HAIpUMep, y TMalueHTa,
nonyuaniiero 40 Mr/kr B cyTku nedepokcaMrHa B TeUEHHUE S5 THEl B HEAEI0 WM YKBUBAJICHTHOE
KoJIn4ecTBO, Tepanuto npenapatom Jledepasupokc-AMEJIAPT moxxHO HauuHath ¢ 14 Mr/kr B
cyTku). Ecnu mociie BBIIEONMUCAaHHOTO pacueTa CyTOYHas J03a COCTaBIsAeT MeHbIe 14 Mr/kr
Macchl Tejla, He0OXOJUMO BECTH MOHHMTOPHHI OTBETa MalM€HTa Ha JICUEHUE U PacCMOTPETh
BO3MOXXHOCTh MOBBIIIEHUS J03bl, €CIM HE YJAeTcs IOCTUYb JOCTAaTOUYHOM >PPEeKTUBHOCTH
(cm. pasmen 5.1).

Iloob6op 0o3b1

PexomMenyercst exxeMecasuyHO KOHTPOIMPOBATh KOHLIEHTPALMIO (peppUTHHA B CBIBOPOTKE KPOBH U
Ipy HEOOXOIUMOCTH NPOBOAUTH KOppeKuMio 103kl mpenapara Jledepasupoxc-AMEJIAPT
Kax/ple 3—6 MecsIeB, UCXOJI U3 M3MEHEHUs] KOHLEHTpAlK (eppUTHHA B CHIBOPOTKE KPOBH.
Koppekuuto 10361 ciaeayeT MNpPOBOAUTH MOITAmHO ¢ Imarom 3,5-7 MI/KT Macchl Tela B
COOTBETCTBUU C MHJIMBUYaJbHBIM OTBETOM Ha TEPAIUIO U B 3aBUCUMOCTHU OT LI€TTH MPOBOJIUMOI
Tepanuu (moJepKaHue Uil YMEHbIIEHHE COIeP)KaHUs Kele3a).

[Tpu HeapdexkTuBHOCTH JeueHHs IpenapaToM B go3e 21 MI/Kr Macchl Tena (KOHIEHTpalus
(deppuTHHA B CHIBOPOTKE KPOBH COXpaHseTcs Ha ypoBHE > 2500 MKI/J), cleayeT pacCMOTpPeTh

BO3MOXXHOCTh YBEITUYCHHS JT03bI 10 28 MI/KT Macchl Tella. B HacTosmee BpeMs J0JTOCPOYHBIC
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

JCTIEPTUPYEMBIX TabJIETOK B 03ax cBbiiie 30 MI/Kr orpaHndeHsl (HabmroaeHue 264 nanueHToB
B CPEIHEM B TEUEHUE I'0/1a IOCIIE YBEIUYEHHUS JJ03BI).

IIpy HemocTaTOYHOM KOHTpPOJIE I'eMOCHIepo3a NpH NpUMEHEeHUM Ipenapara Jledepazupokc-
AMEJIAPT, TabneTku, MOKPHIThIC TUICHOYHON 00OJOYKOM, B J03aX, MPEeBbIMAOMMUX 21 MI/Kr
Macchl Tella JabHEeHIee yBeIMYeHne 036l (MAaKCUMAIbHO /10 28 MI/KI Macchl Tejla) MOXKET He
IPUBECTH K aJ€KBAaTHOMY KOHTPOJIIO; CJEAYET pacCMOTPETb BO3MOXHOCTh IPHUMEHEHUS
QJIbTEPHATUBHBIX METOJOB JeueHHs. IIpu OTCyTCTBUM YIOBIETBOPUTEIBHOTO KOHTPOJS IPH
IPUMEHEHUH J103 CBbIIIE 21 MI/KI Macchl Tela, He CleyeT MOIepKUBATh TEPAIINIO B YKa3aHHBIX
J103ax, HE00X0IUMO PACCMOTPETH BO3MOXKHOCTD IIEPEX0/1a Ha alIbTePHATUBHBIE METO/IbI TEPATTHH.
He pexomennyercs npumenenue npemnapara Jledepazupokc-AMEJIAPT, TabneTku, MOKPHITHIC
IUIEHOYHOH 000J104KOH B 103€ Oosiee 28 MI/KT, TIOCKOJIBKY OINBIT IPUMEHEHUs IIpenapata B 6oiee
BBICOKHUX J103aX OrpaHuyeH (cM. paznen 5.1).

VY manMeHToB, MOJyYArOIIUX J03bI CBHIME 21 MI/KT Maccel Tena, MO JOCTH)KEHHUH KOHTPOJISA
(HampuMep, KOHLEHTpalus GeppuTHHA B CHIBOPOTKE KPOBU YCTOHYMBO COXpaHSETCS Ha yPOBHE
meHee 2500 MKI/1 ¢ TeHASHIMEN K CHUKEHHIO Ha NMPOTSKEHUU BPEMEHH) CIIEYeT pacCMOTPETh
BO3MOYKHOCTh YMEHBIIEHUS JI03bI NIpenapara ¢ marom 3,5—7 MI/Kr Macchl Tela.

[Tpu mocTHKEHNH 1IEIeBOI KOHIIEHTPAIH (PEPPUTHHA B CBIBOPOTKE KPOBH (00BIYHO 0T 500 MKT/
no 1000 MKr/im) HE0OXOIUMO TPEIYCMOTPETh TOCTeNeHHOe (¢ maroM 3,5—7 MI/KT) CHUXCHHE
JI03bI IIperapara ¢ LeNblo MOoJIep/KaHus KOHIIEHTpalul (eppuUTHHA B CBIBOPOTKE KPOBU B 3TOM
LIEJIEBOM JIMaIa3oHe U JJIsi MUHUMU3AIMK PUCKA N30BITOYHOTO XEIaTHPOBAHUS.

[Tpu ymMeHbILIEHUN KOHLIEHTpalUU (GeppuUTHHA B CHIBOPOTKE KPOBU CTaOMiIbHO HMKE 500 MKr/im,
CJeyeT pacCMOTPETh BOMPOC O MpephiBaHUU JieueHus npenaparoM Jedepaszupoxc-AMEIAPT
(cM. pazzen 4.4).

XpoHHYECKas HCTDaHCd)V3I/IOHHa$I Meperpy3Ka »Keae30M Y NallMeHTOB C TalacCeMHuen

XenaropHast Tepanus npenaparom Jledepasupokc-AMEJIAPT y nanueHTOB JaHHOM KaTeropuu
BO3MOJKHA TOJILKO TP JIOKa3aHHOI meperpyske xene3oM (coaeprkanue xenesa B neuern (CXKIT)
> 5 mr Fe/r cyxoro BelecTBa Me4eHU WU MPH KOHIEHTpAaLUU (eppUTHHA B CHIBOPOTKE KPOBU
> 800 mkr/m). Ompenenenne CXKII sBIsieTCs] MPEANOYTHTENBHBIM CIIOCOOOM OLICHKU TSKECTH
Neperpy3ku keine3oM. Y mnmanueHtoB ¢ HensBecTHOM BenmunHoW COXKII xemaropHyro Tepanuro
HEOOXOJUMO TMPOBOJUTH C OCTOPOXKHOCTBIO JJIi MHUHHUMHU3ALMKA PHUCKAa H30BITOYHOTIO
XenaTupoBaHus (cM. pazaen 4.4).

Hedepasupokc B ekapcTBeHHON (popme TabaeTKH, MOKPHIThIE MIEHOUYHOW 000JI0UKOH, ABIsSETCS
JeKapcTBeHHOU (hopmoit nedepazupokca ¢ 60aee BHICOKOW OMOAOCTYITHOCTHIO IO CPABHEHHIO C

nedepasupokcoM B JICKApCTBEHHOW ¢opMe aucrneprupyeMbie TaOneTku. JlJis TaIueHToB,
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IpU TepeBoJie Ha mpueM jAedepasupokca B BHJIE TaOIETOK, MOKPHITHIX TUIEHOYHOW 00O0JIOUYKOM,

03y HeoOxoaumo cHU3UTh Ha 30 % W OKPYIIIUThH O TO3UPOBKH IEIOH TaOJETKH, MOKPHITON

IUIEHOYHOM 000JI0YKOIA.

COOTBCTCTBYI-OI_HI/IC J03bI IJIA pa3JIUYHBIX JICKAPCTBCHHBIX (bOpM MnpcaACTaBJICHLI B Ta6n1/1ue 2.

Taﬁ.lmua 2. PexoMeHT0BaHHBIE J03bI uetbepa:mpoxca B 3aBUCHUMOCTH OT HeKaPCTBeHHOﬁ

¢GopMBbI npH JleYeHMH HETPAHCPY3MOHHOUN MNEpPerpy3KM Kejae3oM Yy MNAUUEHTOB ¢
TajacceMmen
Hedepasuporc Konuenrpanus
TabJIeTKH Ta0JIeTKH, MOKPbITHIE COKIT ¢eppuTnHa
aucmnep- MJIEHOYHOI CHIBOPOTKH
rupyembie 000/104K0i1 KpOBH
> 5 mr Fe/r
Craprobast 10 wr/icr s 7 MI/KT B CYyTKH CYxOTo WIn > 800 MKr/n
no03a CYTKH BEIIECTBA
NeYeHU
Monutopunr | OauH pa3 B Mecsl
Koppexius 10361
YBenuueHue 1036l
> 7 mr Fe/r
510 wrfier s 3,5-7 Mr/Kr B CyTKH cYXOro WIH > 2000 MKr/i
Hlar xas CYTKH BellleCTBa
KOPPeKIHH NeYeHU
(xaxpie 3—6 YMEHBIICHUE 103bI
MECSIIEB) <7 wmr Fe/r
510 mr/kr s 3,5—7 MI/KT B CYyTKH cyxoro WIH <2000 MKr/n
CYTKH BEIIECTBA
Ne4YeHU
20 Mr/kr B
14 Mr/Kkr B CyTKH
CYTKH
Makcumanb- 10 mr/kr B
7 MI/KT B CyTKH
Hasi 1032 CYTKH
Hnst BSPOSJ'ILIX He . <2000 MK/t
Hns nereit ONPEAEIICHO
<3 wmr Fe/r
IIpepbiBanne CyXxoro - <300 M/
Tepanuu BEIIECTBA
MeYeHU
Bo3o0HoB-
JIeHHue He pexomennoBano
Tepanuu

* Uamepenne CIXKII — 3T0 npeAnoYTUTEIbHBIN METO T ONIPEACICHUS IEPErPy3KU HKEJIC30M.
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Hauanvnas oosa

Pexomennyemast HauanbHast cyTo4yHas no3a npenapara ledepasupoxc-AMEIAPT cocrasisier
7 MI/KT Macchl Tena.

Iloo6op 00301

PexkoMenayercs exxeMecsyHO KOHTPOIMPOBATh KOHIIEHTPAIHIO (PEpPUTHHA B CHIBOPOTKE KPOBHU C
LEIbI0 OLICHKM DPEAaKIMM MallMeHTa Ha IMPOBOJUMYIO TEPAlUI0 U JJIsi MUHUMHU3ALUU PHUCKA
n30bITOUHOM Xenaiuu (cM. pazaen 4.4). Kaxasie 3—6 MecsiiieB BO3MOKHO MOIIArOBOE YBEJIUUEHUE
1036l ipenapara Ha 3,5—7 mr/kr. Koppeknust 10361 Bo3moskHa ripu coxpanennu CXKII Ha ypoBHe
>7 mr Fe/r cyxoro BemecTBa NeYeHH WM CoxpaHstomencs (6e3 TeHISHIMH K CHHKEHUIO)
KOHIIGHTpaluuu (peppuTHHA B CHIBOPOTKE KpoBU > 2000 MKI/I M Ipu XOpOIIeH MepeHOCUMOCTH
tepanuu. [lpumenenue npenapara Jledepazupokc-AMEJIAPT y manueHTOB ¢ TajmaccemMuen B
no3e Oomee 14 Mr/kr macchl Tella HE PEKOMEHJOBAHO (M3-3a HEIOCTaTKa MJAaHHBIX IO
s dexTrBHOCTH U 0€30MACHOCTH MPUMEHEHUS B yKa3aHHOM J103€).

VY manueHToB ¢ KOHIICHTpanue GpeppuTrHa B CHIBOPOTKE KpoBH < 2000 MKTr/11 6€3 onpeaeeHus
CXII no3a npenapara ledepazupokc-AMEJIAPT He moimkHa MpeBHILATh 7 MI/KT MAacChl Tela.
VY manueHToB, MOMy4yaloUIMX Tepanvio B o3¢ Oosiee 7 MI/KT Macchl Tella, PeKOMEHIOBAaHO
cHmXathb 103y npenapara [ledepasupokc-AMEJIAPT no goctmxenust CXKII < 7 mr Fe/r cyxoro
BEIICCTBA ITEYCHH WU KOHIeHTparwu pepputrna < 2000 MKr/i.

Ilpexpawenue nevenus

Tepanus npenapatom [edepasupokc-AMEIAPT nomxkHa OBITh OKOHYEHA INMPU JTOCTHIKEHUU
CXII <3 mr Fe/r cyxoro BeniectBa neueHu uiu koHueHtpauu ¢epputuna < 300 mkr/n. Her
JAHHBIX O BO30OHOBJIEHUM TEPANUU y MAIMEHTOB C MOBTOPHBIM HAKOIUIEHHWEM jKelle3a IMocie
JIOCTHUKEHUS y/IOBJIETBOPUTEILHOTO YPOBHS COJAEP)KAHUS Kelie3a B OpraHu3Me, B CBSI3U C UeM
MOBTOPHOE BO30OHOBJICHHE TEPAIMHM HE MOXKET ObITh PEKOMEHI0BAaHO.

Oco0bIe I'pynnbl DaMCHTOB

Tayuenmwr nosicunozo sozpacma (> 65 rem)

Jl1s manveHToB 1aHHOM KaTeropuu He TpeOyeTcs KOPPEKIUH pexuma 103upoBanus. [lockonbky
B KJIMHUYECKUX HCCIEIOBAHMAX Yy NALMEHTOB B BO3pacTe > 65 JIET OTMEYajoch MOBBIIICHHE
4acTOThl HeXenaTeabHbIX peakuuii (HP) mo cpaBHeHMIO ¢ manueHTaMu B Bo3pacte MeHee 65 Jer,
y TAlIWEHTOB J[aHHOW KaTeropuu CcleAyeT NpPOBOAUTH TIIATENbHBIM KOHTpoar HP wm mnpm
HEO0OXOIMMOCTH CHUXXATh JI03y Iperapara.

Iayuenmul ¢ HapyweHuaMU GYHKYUU NOYeK

OddexTsr nedepasupokca HE UCCIEAOBAINCH Y MALUMEHTOB ¢ HAPYUICHUAMU (YHKLIHU TOYEK,
MIO3TOMY NPHMEHEHUE Ipernapara MPOTHBONOKA3aHO Yy ITAIMEHTOB C PAaCYETHBIM KIMPEHCOM

KpeaTuHHHA HUKe 60 Mi/MuH (cM. paszzenst 4.3 u 4.4).
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Tayuenmul ¢ Hapywenusmu OyHKyuu neyeHu

[Tpumenenue nedepasupokca y MalueHTOB ¢ HapylmeHHeM (YHKIUHM MeueHH ObUTO M3y4eHO B
KJIMHUYECKHUX UCCIICIOBAHUAX. Y MAIIMEHTOB C HApYIICHUAMH (DYHKIIMH TIEYSHU CpEeIHEH CTeTeHn
(xmacc B no wiaccuduxanmun Yainga-Ilbto) HavanbHas J103a JOJKHA OBITh yMEHBIIEHA
npubsmsutensHo Ha 50 %. IlpenapaTr He cienyeT NPUMEHATh y NMAIMEHTOB C HAapyLICHUSMHU
¢bynkunu neyenu Tsoxenou crenenu (kiaace C no knaccudukanun Yann-I1sio).
KoHTpoab ¢pyHKINYU TIeUeHH CIeIyeT MPOBOIUTH Mepel HauajaoM JICUCHHUs, Kax/Ible 2 Hellelnn BO
BpeMs IEPBOT0 MecsLa JICUEHUs U Janee exeMecssyto (cM. pasaen 4.4).

eTu
s neredt M mOAPOCTKOB B Bo3pacTe OT 2 10 17 neT KOppeKUuu pexuMa JO3UPOBaHUS HE
TpeOyercs (cMm. paszznen 4.2). PekomeHayeTcsi €XEMECSYHO KOHTPOJIMPOBATh KOHLEHTPALUIO
(beppuTHHA B CBIBOPOTKE KPOBH C LIE€JIbIO OLIEHKH PEAKLIMU MalMeHTa Ha IPOBOJUMYIO TEPAIUIO U
JUIT MUHMMH3allMd pUCKa W30bITOuHOM xenamuu (cM pasnmen 4.4). Ilpu pacuere m03b1 JIst
MAIMEHTOB ATON KAaTETOPHH CIIEyeT YIUTHIBATH N3MEHEHNE MACCHI TeJla C TCYEHUEM BPEMEHH.
VY nereit B Bo3pacTe oT 2 A0 5 JIET ¢ eperpy3Koi xKeae30M MpH MepeTuBaHUN KPOBH SKCIIO3UTIUS
ObuIa HIKE, YeM y B3pOcibIX (cM. pa3zaen 5.2). [Tosromy B JaHHOH BO3pacTHOM rpyrie MOXeT
noTpe0oBaThCs MPUMEHEHUE Npernapara B 00Jiee BBICOKHX /103aX, YEM Y B3POCIIbIX HAllUEHTOB.
OpHako HawanpHas 1032 JOJDKHA OBITh TaKOM JK€, KaK Yy B3POCIBIX, C MOCIEIYIOIUM
WH/IMBUyaJIbHBIM TUTPOBAHUEM.
Xponuueckasn nempancgy3suoHnas nepezpy3Ka dHcenie3om y nayueHmos ¢ maiaccemuet
V nereil ¢ cunapoMamu TpaHCc(y3MOHHO HE3aBUCHUMOM TajlacCCEMUHM J103a HE JOJKHA MPEBBIIIATh
7 mr/kr. JlaHHON KaTeropuu NnauueHTOB HeoOxoaum Oonee TuiaTenbHblii MoHuTOpUHr CXKII 1
YpOBHsI (eppHTHHA B CHIBOPOTKE KPOBH BO HM30€kKaHHWE UYPE3MEPHOTO XeNaTHPOBAHUS (CM.
paszznen 4.4). B nononHeHue K €XXeMECSUHBIM OLIEHKaM YpOBHsI ()eppUTHHA B CHIBOPOTKE KPOBH,
CXII cnenyer KOHTPOJIMPOBATh KaKIble TPU MeECsIa, €CIM YpOBeHb (DeppUTHHA B CHIBOPOTKE
kpoBu coctaBisieT < 800 MKr/.
Jlemu om poscoenus 0o 23 mecsayes
bezonacHocTe M 3 PEKTUBHOCTh NpUMEHEHHs Jedepa3upokca y MAIMEeHTOB B BO3pacTe B
BO3pacTe Miajule 23 MecsleB He ycTaHoBIJIeHa. JlaHHbIE OTCYTCTBYIOT.

Crrocob nmpruMeHeHus

[ns npuema BHYTpb.

Tabnerku npenapata Jledepasupokc-AMEJIAPT, nokpeIThie MICHOYHON 00O0JOUYKOM, cleayer
IPOTJIaThIBATh LETUKOM, 3aMBas HEOOIBIINM KOJIMYECTBOM BOJIbL. [ MAIllMeHTOB, KOTOPHIE HE
MOTYT MPOTJIOTUTH TaOJETKY LETUKOM, PEKOMEH/I0BAHO Pa3IpOOUTh TaOIETKY U MOJyYUBLIINMCS

MOPOILIKOM TIOCBINAaTh MATKYIO TMHILY, Hampumep, HOTypT uiIu sA0J0YHBIA coyc (Irope).
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MOCJIEAYIOLIETO IPUMEHEHUS.
[Tpenapat [dedepazupokc-AMEJIAPT crnexyer npuHUMaTh BHYTPh 1 pa3 B CyTKM HAaTOILAK WIIU C

JIETKOH THIIEH, MPEANOYTHTEIHLHO B OJTHO M TO e BpeMs (cM. pasnen 4.5 u 5.2).

4.3. IlporuBonoKa3aHus

. ['unepuyBCTBUTENBFHOCT K Jeepa3supoKcy WM K JIOOOMY U3 BCIIOMOTaTEIbHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pa3ene 6.1.

. Kmupenc kpeatnanna (KK) < 60 mMa/MUH WM KOHIEHTpalUus KpEeaTMHUHA B CHIBOPOTKE
KpoBH B 2 u OoJiee pa3a BbIIIE BEPXHEH IPaHUIIBI BO3PACTHON HOPMBI.

. [TanmeHTsl € MMENOIUCIUIACTUYECKMM CHHAPOMOM BBICOKOIO pHUCKA WIM JIPYTMMH
remMo0JacTO3aMH U HETEMATOJIOTUIECKUMU 3I0Ka4eCTBEHHBIMA HOBOOOPA30BaHUSIMH, Y KOTOPBIX
XenmaTopHass Tepanus OyneT Maiaod(p@eKTHBHA BCJIEICTBHE OBICTPOTO IMPOTPECCHPOBAHUS
3abo0seBaHusl.

o Hapymenus ¢ynkuuu nedyenu Tsoxenoi crenenu (kiaace C no xnaccuduxanuu Yaiina-
[Tp10).

o BepeMeHHOCTD U MepUo IPYAHOrO BCKapMitiBaHus (cM. paszen 4.6).

o OnHOBpeMEHHOE MPHUMEHEHHE C JAPYrUMH KOMIUIEKCOOOpa3yloIUMH CPEICTBAMH,
IPUMEHSIEMbIMH IS JICYCHUS MIEPErpy3Ku xKeae3oM (6e301acHOCTh KOMOMHUPOBAHHON Teparuu

HE YCTaHOBIIEHA, CM. pazzen 4.5).

4.4. Oco0ble ykazaHusi U Mepbl IPeIOCTOPOKHOCTH NMPHU NPUMeEHEeHUH

C 0CTOPOKHOCTBIO

Bospact > 65 net; KOHLEHTpanus KpeaTUHWHA CHIBOPOTKM KPOBH BBIIIE€ BO3PACTHONM HOPMBI
0COOEHHO NpU HAIUYMU JIOTIOJHUTENBHBIX (PAKTOPOB pHUCKA, TAaKUX KaK OJHOBPEMEHHOE
IpUMEHEHHE MTPETapaToB, CIIOCOOHBIX BBI3BIBATH HAPYIIECHHS (YHKIIUHU TTOYEK, ICTHIPATAIIHS FITH
TsDKeNble NH(EKIUK; HapylleHusl pyHKINUY NeYeHn (MpuMeHeHue nedepasupokca y NarueHToB
JTAHHOM KaTeropuH He N3y4eHO), OJJHOBPEMEHHOE MMPUMEHEHHE ¢ aHTUKOATrYJISHTAaMH U JIpYTHUMHU
JIEKapCTBEHHBIMHM CpPEACTBaMH, OOJIaJalOIMMHU YIbLEPOreHHbIM JefcTBUEM (HeCTEpOUIHBIMU
MPOTUBOBOCTIAJIMTEILHBIMU TIpeNapaTaMu, TIOKOKOpTUKOcTepouaamu, Ouchocdonaramu st
TIpHeMa BHYTPB); CHIDKEHHE KOJIMYecTBa TpoMbomuToB < 50x10%/11.

Hapymienue d)VHKUI/II/I NOYECK

Jledenue nedepazupoKkcoM MPOBOIUIOCH TOJIBKO Y MAIMEHTOB C KOHIIEHTpAIMEH KpeaTHHUHA B
MJIa3Me KpOBH B MpeJienax TPaHuI] BO3PACTHOW HOPMBI.
B xoxe KIMHUYECKUX UCCIIENOBaHUN MPUMEPHO y 36 % ManueHToB HAOJI0aI0Ch MOBBIIIEHUE

YPOBHA KpCaTHHHWHA B IJIa3ME KPOBU oonee yeM Ha 33 % B ABYX U Ooiee HU3MCPCHUAX MMOAPALI,
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HOCWJIO JI0303aBUCHMBII Xapaktep. [IpuOIM3UTENhHO y ABYX TpeTed MAlUeHTOB, Y KOTOPBIX
BBISIBJISUIOCH IOBBIIIICHHE YPOBHS KpEaTMHMHA B IJIa3Me KPOBH, JTAHHBIN MOKA3aTeNlb BO3BPAILAJICS
Ha ypoBeHb HIKE 33 % 0e3 KOpPpEeKTUPOBKU J103bl. Y OCTaBIICWCS TPETH KOHIEHTpaus
KpeaTHHHHA OCTaBaJlaCh MOBBINICHHOW, HECMOTpPSI Ha YMEHbBIIEHHE J03bl WIHM IpEeKpalleHue
npuema mpenapara. B HEKOTOpBHIX cCllydasiX MOCJ€ CHH)KEHHUS J03bl HaOI0Janach TOJBKO
crabmwim3anusi  TOKa3zaTeneil  KpeaTuHWHa B ChIBOpoTke. llpm  mocnemyromem
MOCTPETUCTPALIMOHHOM IIPUMEHEHUH Jiehepazupokca cooOIaNoch O Caydasx OCTPOM MOoueyHON
HejocTaToyHOCTH (cM. pazzen 4.8). B HeKOTOphIX ciy4asX MOCTPErucTPAMOHHOTO IPUMEHEHUS
HapymeHne (yHKIMU MOYEeK MPHUBOAMIIO K MOYEYHOW HEJOCTAaTOYHOCTH, KOTOpas TpeboBaiia
BPEMEHHOT'O WJIM TIOCTOSIHHOTO JIMAJN3a.

[TprunHBI OBBIIIEHUS YPOBHS KpeaTHHHHA B CBIBOPOTKE KPOBU HE BbISICHEHHI. [loaTOMy 0coboe
BHUMaHUE CIIeyeT YIeNsTh MOHUTOPHUHIY YPOBHS KpEaTMHHHA B CHIBOPOTKE y MAI[MEHTOB,
OJTHOBPEMEHHO TOIYYAONINX JICKAPCTBEHHBIE TpenapaThl, KOTOPbIe YTHETAIOT (YHKIHIO MOYEK,
U y MalMEHTOB, KOTOPbIE TOIYYal0T BEICOKKE JI03bI Aedepasuporca 1/Miu peKue epeuBaHus
(< 7 MUI/KT B MECSIIT SPUTPOIIMTAPHON MACChl MK < 2 €MHUI] B MECSII IS B3pOCibix ). HecmoTpst
Ha TO, YTO B KJIMHUYECKUX MCCIICTOBAHMIX TOJIE YBEIUYEHUS JI03bI JIEKAPCTBEHHOTO Mpenapara
nedepasupokca B (opme gucneprupyembix Tabietok Oosee 30 MI/KT HE HaOIIOIAIOCh
YBEIMYEHUS YaCTOTHI Pa3BUTHSI HEXKEJIaTEIbHBIX SIBIICHUI CO CTOPOHBI IIOYEK, HEIb351 HCKIIIOYUTh
MOBBILICHHBINA PUCK PA3BUTHS TAKUX SBJICHUH MPU IPUMEHEHUU TaOJIETOK, MOKPHITHIX TUICHOYHON
000J104KOH, B 703€ Ooiiee 21 MI/KT.

Pexomenyercsi OlleHMBaTh YpPOBEHb KpEaTWHWHA B TUIa3ME€ KPOBH IEpe]] HA4ajIoM JICUCHUS
JBYKpaTHO. YPOBEHb KpeaTWHHWHA B IUIa3M€ KPOBH, KIMPEHC KpeaTWHWHA (OLIEHUBAECMBIH T10
dopmyne Kokpodra-I'onra mnu o hopmyne MDRD (Mmoaudukaius n1ueTsl mpu 3a00JI€BaHUIX
nouek) y B3pocibix u o popmyne llIBapua y neteit) u/mnu ypoens nucratuta C B miaa3Me KpoBU
JIOJDKHBI OTCIISKUBATHCS TIEPe]l HadyaloM JISYeHHs, pa3 B HEACIIO B NIEPBEIA MECSI] ITOCIe Havaa
Tepanuu WU Koppekuuu no3bl npemnapata Jledepazupokc-AMEJIAPT u nanee paz B mecsil.
[TarueHTsl C paHee CYMIECTBYIOIIMMH TMATOJOTUSAMHU TOYEK W TAIMEHTHI, MOJIyYarolue
JIEKapCTBEHHBIE MPeEnapaThl, KOTOPbIE MOAABIAIOT (DYHKIIMIO MOYEK, MOTYT UMETh OOJBIIHIA PUCK
ocnoxHeHui. Ciemyer coOIr0IaTh OCTOPOKHOCTH U TIOJICPIKUBATh a/ICKBATHYIO THAPATALUIO Y
MAIMEHTOB, Y KOTOPBIX BO3HUKAET JHapes Uik PBOTA.

[Tpu npumeHenun aedepasrporca B MOCTPETUCTPALIMOHHOM IEpHOAE OBUIM OMMCaHBI CIydyau
pasBUTHS METa0OJIMUYECKOro arujo3a. B OOJBIIMHCTBE CIIydaeB COCTOSHHE DPa3BUBAJIOCH Y
NAIMeHTOB C HapylIeHHeM (QYHKIUU TO0YeK, AUCHYHKIHEH NPOKCHMAIbHBIX MOYEUHBIX

KaHableB (cuHApoM MaHKOHW) WIW TUapeeH, a Tak)Ke COCTOSTHUSIMHU, OCIOKHEHHEM KOTOPBIX

10
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MOKa3aHUAM CJEeAyeT KOHTPOJIMPOBATh KHCJIOTHO-IIENOYHOH Oamanc. Ilpu pasButun
METa0OIMYECKOTO aIi103a CIEAYET PACCMOTPETh BO3MOXKHOCTh OTMEHBI TEPAITUH IIPETIaPaTOM.
Y  nanueHToB, NPUHMMAIOUIMX Jedepa3supoKc, B OCOOEHHOCTH Yy JieTe oOTMedaluch
HOCTPErCTPALIMOHHBIE CIIydau TsDKEJbIX (OPM MOYEHHOM TyOynomaThH (Takue Kak CHHAPOM
@®aHKOHM) U IOYEYHAas HEJOCTATOYHOCTb, CBA3AHHBIE C U3MEHEHUSMHU CO3HAHMSI B KOHTEKCTE
THIIEPAMMOHEMUYECKOH 3HIeanonatui. PeKOMEHIyeTCsl YUUThIBaTh TMIIEPAMMOHEMHUYECKYIO
SHIe(ATIONATHIO M YPOBHU aMMMaKa, HU3MEpseMble Yy MalMEHTOB, y KOTOPBIX DPa3BHBAIOTCA
HEOOBbSCHUMBIC U3MEHEHHUs IICUXUYECKOI0 CTaryca, Ipu JedeHuu npenapartom Jledepasupoxc-
AMEJIAPT.

Ta6auna 3. KoppekTupoBka 103bI 1 NPHOCTAHOBKA JIeYeHUs] TP MOHUTOPHHIe QyHKIUH

MMOoYeK

YPpoBeHb KpeaTHHHHA B CHIBOPOTKE KK

o nauana repamuu | J[BykpatHO (2X) u OnuHokpatHo (1x)

IIpumeHnenune < 60 mJa/MUH
NPOTHBOINOKA3aHO

MOHUTOpPUHT:
— Ilepsbrii  Mecsn | Pa3 B Henemo u Pa3 B Henemo
nocie Hayaja
JICYEHHS 15001
Moau(UKaKu 03I
(B TOM umcie mocie
nepexoja  IMalUeHTa
Ha ApYTYIo
JIEKapCTBEHHYIO
dbopmy npenapara)

— B nocaenyromem Pa3 B mecsn u Pa3 B mecsn

YMenbllleHHe CYTOYHOH 10361 HAa 7 MrI/Kr/menb (B ¢opMme TaOJETOK, MOKPHITHIX IUIEHOYHOMN
000II09KON), eciu credyroujue nokazamenu QYHKYuU nouex Habarooaromces Ha NPOMANCeHUU 08yX
BU3UMOB NOOPAO U He MO2ym ObiMb 00BACHEHbl OPYSUMU NPUYUHAMU

Bspocnble mauuentst | > 33 %  mpeBblIaeTCs  CpeAHMM | U CHumxaerca < HI'H*
nokasarteJb JI0 JICUYCHUS (< 90 mu/muH)
IMTaumentsr nerckoro | >BTH** ans cootBeTcTBYIomero | u/unu | Camxaercs < HI'H*
BO3pacra BO3pacra (< 90 mu/muH)

ITocae cHu:KeHUs J103bl, IPUOCTAHOBKM JIEYEHH S, €CJIM .

B3pocneie manuentsl | Coxpansiercs >33 % Bwimie cpennero | u/unu | Camxaercs < HI'H*

U IeTH TTOKA3aTeJsl 10 JICUCHUS (<90 mu/muH)

*HI'H — H1KHSIA TPaHULIA HOPMBI

**BI'H — BepXHsisl rpaHULIa HOPMBI

Jleuenne MoxeT OBITH HAYaTO BHOBb B 3aBHCHUMOCTH OT HUHAUBUAYAJIBHBIX KIIMHAYCCKUX

00CTOATENBCTB.

11
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IPY BBISIBICHUU OTKJIOHEHUH OT HOPMBI MOKa3aTeled KaHaubIeBOW (DYHKIMH MOYEK M/MIH 10
KJIMHUYECKUM MOKa3aHHSM:

— IPOTEUHYpHs (II0Ka3aTelb CIeyeT ONPEAEIATh Iepe]l HauaaoM TEpanuy 1 Jajiee eKeMECIUHO);
— IJIIOKO3YpHs y MAalMEHTOB 0e3 caxapHoro aualeTa, CHU)KEHUE COJCpXkKAaHUS Kallus B IJIa3Mme
KpoBH, (ocaToB, MarHus WIM COJICH MOYEBOH KHUCIOTHI, (GocdaTypus WM aMUHOAIUAYPHUS
(mokazaremnu cielyeT KOHTPOJIUPOBATh 10 HEOOXOAUMOCTH).

O peHanbHOH TyOynonaTuyu B OCHOBHOM COOOIIANIOCH Y J€TEl U MOAPOCTKOB C OeTa-TajJacceMuei,
HOJIy4aBIIUX Jedepasupokxc.

[TatimeHTOB ciieqyeT HampaBUTh K HEPPOJIOTY, U PACCMOTPETh HEOOXOAMMOCTH MPOBEACHUS
JIOTIOJTHUTEIBHBIX JMAarHOCTUYECKUX HCCIEAOBAaHUM (Hampumep, OWONCHS TOYEK), eCIH,
HECMOTPs Ha CHIDKEHHUE J103bl U NIPEKpallleHUe JICUEHUs], BOSHUKAIOT CJIEAYIOIINE SIBICHUS:

— YpOBEHb KpEeaTHHHHA B IJIa3Me KPOBH OCTAETCS 3HAUUTENbHO NOBBIIIEHHBIM U

— HabOmogaeTcss CTOWKOE OTKIOHEHHE KaKOro-Tu00 Apyroro mokasarens (QyHKIUH TOYeK
(Hanpumep, IpoTeUHYpHsl, cCUHAPoM DaHKOHN).

Hapymenue d)VHKHI/II/I INCYCHHU

VY manMeHToB, MPUHUMABLIMX Jedepa3supoKC, HAOINI0AJIOCh MOBBIIICHHE YPOBHS MapKepoB
¢yHKIMM TeyeHH. B mocTperucTpallMOHHOM MEpPHOJE MPUMEHEHHMS] OTMEUYaINCh Cilydau
[IEYEHOYHON HEJ0CTaTOYHOCTH, HEKOTOPBIE U3 HUX OBLIM C JIETaJbHBIM UCXOAOM. Y IMallUEHTOB,
nosyyaBmInx naedepasupokc, B OCOOCHHOCTH y JAETed, MOTYT BO3HUKATh TsDKEble (POpMBL,
CBSI3aHHBIE C M3MEHEHUSIMHM CO3HAaHUS B KOHTEKCTE TI'MIIEPAMMOHEMHYECKOH sHIedasonaTuu.
Pexomennyercss yduThIBaTh THIEPAMMOHEMHYECKYIO SHIE(PANIONaTHI0O U H3MEPSTh YPOBEHb
aMMHUakKa y MalUeHTOB, Y KOTOPBIX pPa3BUBAIOTCA HEOOBSCHUMBIE M3MEHEHHUS IMCUXHUYECKOTO
craryca npu JsedeHun npenapatom Jledepasupokc-AMEJIAPT. Craenyer mposiBisTe ocoboe
BHHUMaHUE B OTHOLLIEHUH NTOAIEP>KUBAHNSI COOTBETCTBYIOIIETO YPOBHS I'MIpaTalluy y MAallUEHTOB,
KOTOPBIE UCIIBITHIBAIOT MPOOJIEMBI C 00€3BOKMBAHUEM (TaKKe KaK Juapesi Uiu pBOTa), 0COOCHHO
y netedt B ocTpoi ¢aze 60me3HH. BoMbIIMHCTBO COOOIICHUH O MEUYEHOYHOW HETOCTATOYHOCTH
KacaJuCh NAIMEHTOB CO 3HAYUTEIbHBIMU CONYTCTBYIOIIMMM IIaTOJOTMSIMH, BKJIIOUas paHee
CYIIECTBOBABILIME XPOHUYECKHE 3a00jeBaHMs MedYeHU (B TOM yMcie uuppo3 u rematut C) u
MOJIMOPTaHHYI0 HeJAO0CTaTOuHOCTh. OMHAKO poib Jedepasupokca Kak COIYTCTBYIOIIETO WIIU
ycyryossiroriero ¢paktopa He MOXeT ObITh HCKITIOUeHa (cM. paszen 4.8).

Pexkomentyercst mpoBepsATh YpOBEHb TpaHCAaMHHA3, OMnupyOuHa U ¢ocdarassl B maa3Me KpoBH
Iepe]l HavajoM JICYEHMs, KaKJple 2 HENENU B IEPBBIM MECSL JIEUEHUS U pa3 B MECHI]
BrocieACTBUU. Eciau nMeeTr MecTo CTOWKOE W MIPOrpeccCHpyIollee YBEIMYEHUE YPOBHS

TpaHCaMHHAa3 B IJIa3M€ KPOBHU, KOTOPOE HE MOXET ObITh OOBSICHEHO IPYIMMH IMPUYUHAMHU,

12
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OTKJIOHEHHH B MOKa3aTelsax (I)YHKI_II/II/I MCYCHU BLIICHCHA, UJIM MOCJIC BO3BPAIICHUSA YKA3daHHBIX

IoKa3aTelieil K HOpMAJIbHOMY YPOBHIO MOKHO pacCMarpuBaTb OCTOPOKHOC BO300HOBJICHUE

JICYCHUA IIPpU Oosee HU3KOMH J03€ 1 IOCTIEAYIOIIEC ITOCTEIICHHOC YBECIIUUCHUEC TO36I.

He pexomennyercs npumensaTs npenapat ledepasupokc-AMEJIAPT y nanueHToB ¢ TSXKEIbIM

HapymenneM ¢pyHnkuuu neyenu (knacc C no knaccudpukanun Yaina-I1sio) (cM. pazaen 5.2).

Taﬁ.lmua 4. KpaTRne P€KOMEHAAUH IO MOHUTOPUHTI'Y 0e30macHOCTH

HcciienoBanue

YacrtoTa

YpoBeHb KpeaTHHUHA B T1a3Me KPOBU

JBaxk/1pl 10 HayaIa Teparuu.
Pa3 B Hememo B MepBBIM Mecsl Tepanuu U B

NEepBBI  Mecsl TOocCiIe HW3MEHEHHUS  JI03bl
(BKJTIOYAsi TEpexXoJi ¢ OJHOW JIeKapCTBEHHOU
¢dbopMBI Ha APYTYIO).

Pa3 B Mecs11 BnOCI€ ICTBUM.

Kmupenc  kpeaTmHMHa — W/WIK

oucTaTruHa C B mra3sme

YPOBEHb

Ilepen HauanoM Tepanuu.
Pa3 B Hezxemo B HepBbI Mecsl Tepalnuud U B
Mecsl] Iocje H3MEHEHHUs

MepBbIi JTI03BI

(BKJIIOYAsl MEpexXo] € OJHOW JIEKapCTBEHHOU

(bOpMBI Ha APYTYIO).
Pa3 B Mecs11 BmOCiIe ICTBUM.

[Iporennypus

[Tepen HavaoM Teparnuu.
Pa3 B Mecs11 BmOCIe ICTBUM.

Hpyrue  Mapkepsl  (YHKIMH  TOYEYHBIX
KaHaJbLEB (TaKue KaK TJIMKO3ypus y JMI, He
CTpajalouuXx auabeToM, W HHU3KHHM ypOBEHBb
Kanust, ¢pocharta, MarHusi WIK ypaToB B IIa3Me

KpoBH, GocdaTypusi, aMUHOAIULYPHST)

ITo Mepe HEOOXOIUMOCTH.

YpoBeHb TpaHCAMHHA3, O6unpyOuHa,

mesIouHoM (ocdarasbr

Ilepen HavanoM Tepanuu.
Pa3 B 2 Henenu B epBBIN MECSI] TEPATTHH.
Pa3 B Mecs11 BIIOCIEICTBUU.

HCCJ’IGI{OB&HI/IC CJIyXa U OpraHOB 3pCHUA

[Tepen HavaoM Tepamnuu.
Pa3 B roj BiociencTeuu.

Macca T€Jia, pOCT U IIOJIOBOC PA3BUTUC

Ilepen HavanoM Tepanuu.
Pa3 B rog BHIOCIEICTBHH Yy MNEAWATPHUYECKUX

ManreHTOB.

Y nanueHToB € Majol  MPOTHO3UPYEMOWU

MNPpOAOJIDKUTCIIBHOCTBIO  JKU3HU (HaanMep ,

MUCJIIOAUCTUIACTHYICCKUC CUHAPOMBI C BBICOKHMM pI/ICKOM), 0COOEHHO Koraga CONMyTCTBYROIIIHC

3a00JIeBaHUsI MOTYT TOBBIIIATh PUCK HEXeEJaTe

JTHHBIX SIBJICHUH, TOJIb3a nedepasupokca MOXKET

OBITH OTpaHWYCHA, U PUCK MOXKET MPEBBIMIATh MOJL3Yy. ClenoBareasHo, TPUMEHEHNE TIpernapara

Hedepasupoxc-AMEJIAPT He pekoMeH10BaHO

Y TakKux IMalucHTOB.

HpenapaT CJICAYCT Ha3HadaTb C OCTOPOXKHOCTBIO ITOKHWJIBIM IMAOUCHTAaM B CBS3U C BBICOKOM

YaCTOTOW HEXENATEeIIbHBIX PeaKIuil (B YaCTHOCTH, JHAPEH).
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Jlannbie y nereid ¢ TpaHC(PY3MOHHO HE3aBUCHMOM Taﬂgggeﬁllg%';é&mwﬁng&ﬁﬁé:(CM

pasznen 5.1). CnenoBarenbHo, mpu Tepanuu npenaparoMm Jledepasupokc-AMEJIAPT cnenyer
IPOBOAMTH TINATEIbHBIA MOHUTOPUHI JJIsi BBISBICHUS HEXKENATEIbHBIX peakuud U s
OTCIIC)KMBAHMSI KOHLIEHTPALIMH JKeJie3a B OpraHu3Me y neauarpuueckoi nonyisuuu. Kpome toro,
nepen Jjedenwem npemnapatom Jledepasupokc-AMEJIAPT nereit ¢ BBICOKOH CTENEHBIO
Heperpy3KH jKene3oM U TpaHCc()y3MOHHO HE3aBUCUMOM TaJlaCCEMHUEH Bpad JOJHKEH NOMHUTb, YTO
NOCJIEACTBUS JUTUTEIbHON TEpPANUU TaKUX MMALIUEHTOB B HACTOSIIEE BPEMS HE U3BECTHBI.

Hapynienns co cTOpOHBI JKEIYA0YHO-KMIIISYHOI'0 TPAKTa

VY manueHToB, BKJIIOYAs JE€TE€Hd W IMOAPOCTKOB, MOJYy4aBIIMX Jedepasupokc, COOOIIaIoch O
HOSIBJICHUH $I3B U KPOBOTEUEHUI B BEPXHUX OTAENaX kenynouHo-kuuieuyHoro tpakra (OKKT). V
HEKOTOPBIX MAallMEHTOB HAOII01aIMCh MHOXKECTBEHHBIE S13BbI (CM. paszen 4.8). boun coolmienus
0 s3Bax, ocioxHuBmmxcs nepdopamueir KKT. Taxke Obutr cooOLIEHHS O JETalbHBIX
KEITY0YHO-KUIIIEYHBIX KPOBOTEUEHHUSIX, OCOOCHHO y MOXKHIIBIX MAllMEHTOB, Y KOTOPHIX ObLIN
reMaToJIOTHYECKUE OHKOJIIOTHYECKHE 3a00JIeBaHUS H/UITH HU3KOE CO/IePIKaHUue TPOMOOIUTOB.
Bpauu 1 manueHTsl TOHKHBI COXPaHATh 0COOYI0 HACTOPOKEHHOCTh B OTHOIICHHH TPU3HAKOB H
cumntoMoB si3B U KpoBoTeueHudd B JKKT Bo Bpems tepanum mnpemapatom Jledepasupokc-
AMEJIAPT. B cayuae pa3Butusi sa3Bbl win kKpoBoTeueHus JKKT npumenenue mnpenapara
Hedepazupokc-AME/JIAPT crienyer npekpaTuTh U HE3aMEMJIUTEILHO HAYaTh JOMOJHUTEIHHOE
oOcienoBanue u jedeHue. CleayeT ¢ OCTOPOKHOCTHIO Ha3Ha4aTh mpemnapar Jledepasupokc-
AMEJIAPT mamweHTam, KOTOpbi€ TPUHHUMAIOT BEIIECTBA, OOJaJarONIMe HW3BECTHBIM
yABLEPOreHHbIM NoTeHuuanom, Takue kak HIIBII (HectepouiHble MpOTHBOBOCHAIUTENbHBIE
npenaparsl), KOPTUKOCTEPOUIbl WU IepopajibHble OHCPOCOHATHl, AHTUKOATYISIHTHI, U
TIAIMEHTaM ¢ cofiepkanueM TpombormTo Meree 50 000/mm® (50x10%m) (cm. pasnen 4.5).

Hapyl1iieHns co cTOpOHBI KOKH

Bo Bpems neuenus npenapatoM [ledepazupokc-AMEIAPT moxxeT BO3HMKATh KOKHas Chillb. B
OOJIBIIMHCTBE CIy4aeB ChIIb MPOXOAUT CIOHTaHHO. [locie BpeMEHHOro npepbIBaHUs JICUEHHE
MO3KET ObITh BO30OHOBIIEHO MOCIIE NCUE3HOBEHUS ChIIU B 00JI€€ HU3KOM J103€ € MOCIEIYIOINM €€
IOCTETNIEHHBIM YBEJIMYEHHEM. B TspkenbIX ciaydasx BO30OHOBJICHHE JICUEHHS MOXET OBITh
IPOBEIEHO ¢ KOPOTKUM NEPUOIOM IPUMEHEHUS IepOpaIbHOM (HOPMBI CTEPOHJIOB.

CooOmranoch 0 cepbe3HbIX KOXKHBIX HEXKETIaTeNbHBIX peaklusax, BKIoyas cuHapom CTuBeHca-
JI>KOHCOHA, TOKCHMYECKHH »HNUJCPMalbHBIA HEKPOJIM3 M JICKAPCTBEHHYID PEAKIUI0 C
so3uHOpuIMe u cucreMHbiMu cumnromamu (DRESS), koTopsie MOTyT OBITH OHMACHBIMM IS
KHU3HU WM Jake cMepTelabHbIMHU. [IpH momo3peHun Ha pa3BUTHE KaKOW-TMOO M3 yKa3zaHHBIX
coctossHM mpumeneHue mnpemnapata Jledepazupokc-AMEJIAPT cnemyer HemeieHHO

MMPEKpPaTUTh U HC IMMPHUMEHATHL ITOBTOPHO. HpI/I Ha3HA4YCHUU IIperiapara ManrueHThI JOJKHBL OLITH
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HaxXxoAUTHCA 1104 TIIATCIIbHBIM Ha6JIIOI[eHI/I€M.

PeaKI_[I/II/I TUINICPYYBCTBUTCIIbHOCTH

[Tomryuenbl CcOOOLIEHUS O PAa3BUTHH PEAKIMI TUIEPUYBCTBUTEIBHOCTH K Jedepasupokcy
(BKiTIOYAst aHA(PMIIAKTUYECKHE PEaKlM U aHTHOHEBPOTUUYECKUN OTeK). B OONBIIMHCTBE CilydaeB
pPEaKIMK THIEPUYyBCTBUTEIBHOCTH HAOIIOAATNCH B TIEPBbIE MECSIIBI JICUCHHs MpenapaTom (CM.
paznen 4.8). Ilpu pa3BUTHM peakiMil TUINEPUYYBCTBUTEIBHOCTH TSDKEJION CTENEHU JIeUueHUe
IpernapaToM cieayeT OTMEHHUTh M MPOBECTH COOTBETCTBYIOLIME JeueOHble Meporpustus. He
PEKOMEHIyeTCsl BO30OHOBIISITh TEPAIUIO MIPENapaToM Yy MAaMEHTOB JIaHHOM KaTETOPUU B CBSI3U C
PHCKOM pa3BUTHUS aHA(DUIIAKTUYECKOTO II0Ka (CM. paszzaen 4.3).

3DI/ITGJ'IBHBIG U CJIYXOBBIC HAPYIICHUA

Coo011anoch 0 HapyIIEHUSX CO CTOPOHBI OPTaHOB CllyXa (CHM)KEHHUE CyXa) U OpraHoOB 3pEHUs
(moMyTHeHHE XpycTaluka; cM. pas3zaen 4.8). PekomeHnyercs mpoBepsATh y MALUEHTOB CIyX U
3peHue (BKJIK0Yasi MCCIe0BaHueE TJIa3HOT0 JIHA) A0 Hayvaja JISYeHUs! U B JalbHENIEeM IIPOBOINUTh
peryisipHble oOcienoBaHus Kaxable 12 MecsueB. Ecam Bo BpeMsl JieueHUs y HalUMeHTa
HOSBIISIOTCS] HAPYIIEHUS CIIyXa UM 3pEHUs], MOKHO PACCMOTPETh BO3MOXKHOCTh CHUIKEHUS J103bl
npernapara Uil BpEeMEHHOTI0 MPEeKpaIleHus JICUEHU .

['emaTonornyeckue paccTpomncTBa

B mepuon moOCTperucTpanMoOHHBIX HAOMIOJCHUN OBUTH TONyYeHBI COOOIICHUS O CIydasx
JCHKOMEeHUH, TPOMOOLUTONCHUH WM TaHIUTONEHUH (MJIM YCYryOJIGHHH  YKa3aHHBIX
3a007eBaHU) U OCJOXHEHHOM aHeMUHM Yy MaIlMeHTOB, NPUHMMAaBLIIMX Jedepasupokc. B
OOJBIIMHCTBE CIIy4yaeB Yy MAallMEHTOB HMEJINCh TI'€MAaTOJIOTMYECKHE HApYyLIEHUS B aHaMHE3e,
KOTOpBIE  YacTO  COINPOBOXAAJIUCH  HENOCTAaTOYHOCTBIO  KOCTHOro  Mosra.  OjHako
CHOCOOCTBYIOUIYIO WIM YCYTYOJSIOIIYIO pOJIb JaHHOTO (akTopa Hesb3st HCKIovarh. [lpu
BO3HMKHOBEHUH Yy MAIlEHTa HEOOBSICHUMOW LUTONEHHU CIEIYeT PAcCCMOTPETh BO3MOKHOCTh
BPEMEHHOT'O IIPEKPALCHUS JICUEHHUS.

Jlpyrue daxkTopsl

PexoMenayeTcss mpoBeieHHE €XKEMECSYHOTO MOHUTOPUHTA YpOBHS (EeppUTHHA B CHIBOPOTKE
KPOBH C IIENIbI0 OIICHKM OTBETa MallMeHTa Ha TEepamuio U TMPeAOoTBpAIllleHUs H30BITOUHOTO
xenatupoBanus (cM. paszzaen 4.2). B mepuossl edeHus BRICOKUMH JI03aMH M B T€X CUTYaIHsX,
KorJia ypoBHH (heppUTHHA B CHIBOPOTKE KPOBH OJIM3KH K II€JIEBOMY JUAINA30HY, PEKOMEHIYETCS
CHI)KEHHE J103bI WK O0Jiee TIAaTeIbHBII MOHUTOPUHT (DYHKIIMHU MTOYEK U MIEYCHH, a TAKKE YPOBHS
dbeppuTHHA B CHIBOPOTKE KpoBH. Eciii ypoBeHB eppUTHHA B CHIBOPOTKE KPOBH HE TTOTHUMACTCS

BbIme 500 MKr/i (y maueHToB ¢ TpaHCPY3MOHHOM Meperpy3Koit sxene3om) win Boiie 300 Mxr/n

15



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

~ 0 WOR '.J 2790

o1 06.02_2025 P It s

(Y manueHToB ¢ CHHIPOMaMH TpaHC(])Y3MOHHO SaBI/ICI/INB& iﬂﬁ&éﬁneﬁ%%ﬁé Eaccmo €Th

BO3MO>KHOCTh BPEMEHHOT'O NPEKPAIIECHUS TEPANINH.
Pe3ynbraThl HccneoBaHUN YpOBHS KpeaTHHHHA, (eppUTHHA U TPAHCAMUHA3 B CHIBOPOTKE KPOBH
HE00XO0IMMO PErUCTPUPOBATH U MPOBOAUTH PETYJISPHYIO OLIEHKY Ul BBISIBIICHUS T€HACHLUI.

B 1ByX KIMHHMYECKHMX HCCIIeOBaHUAX JAedepa3srpoKc HE OKazal BIMSHUSA HAa POCT U IOJOBOE
pa3BUTHE J€TEH, OIYYaBIINX JIEYEHUE B TeUueHue 10 5 seT (cM. pazzaen 4.8). OnHako, B KauecTBe
o011elt Mepbl MPETOCTOPOKHOCTHU B JICUCHUH JIETEH ¢ TpaHC(HY3MOHHOM TEPErpy3KH JKEJIe30M JI0
HauaJia TepaIluy 1 3aTeM €KeroIHO HE0OX0IMMO U3MEPSITh Y JeTel Maccy Tella, pOCT U OLICHUBATh
II0JI0BOE pa3BUTHE (Kaxple 12 MecsLeB).

JuchyHKius cepana — M3BECTHOE OCIOXKHEHHE TSKEIION CTETeHU TMeperpy3KH Keine3oMm. Y
NAIUMEHTOB C TSDKEJIOM CTENEHbIO NEPErpy3KH HKEJIEe30M BO BpEMs JJIMTEIBHOIO JIEUEHUs
npenapatoM Jledepazupokc-AMEJIAPT crneayer KOHTpOIUPOBATh CEPACYHYIO (PYHKIIHIO.

BcnomorarenbHbIe BEIECTBA

Hampuu

Jauublil npemnapat coaepkuT MmeHee 1 MMmoib (23 Mr) HaTpusi Ha OJIHY 103y, TO €CTh, 110 CYTH, HE
COJICPKUT HATPHUSI.

Mannumon

JlaHHBI TpenapaT COXEPKUT MAHHHTOJ, KOTOPBIA MOXKET OKa3bIBaTh ciiaboe crabuTenbHOoe

NENCTBUE.

4.5. B3aumoneiicTBHe ¢ JAPYrMMH JIEKAPCTBEHHBIMHU IMpenapaTamMd W JApyrue BHJbI
B3aUMOAelCTBUSA

B3auMoaenicTBre ¢ ApYTUMHU XEJIATOPAMHU JKeae3a

bezonacHocTh aedepasupokca B COUETAHNHU C IPYTUMH XeJIaTOPaMH XKelie3a He ycTaHoBJeHa. [1o
ATOW MPHUUYMHE €0 HeNb3s COYeTaTh C JAPYTUMH MpenapartaMu IJisd XelIaTUPOBaHUA kKele3a (CM.
pazzaen 4.3).

BzaumoaericTBue ¢ mumien

3nadyennss Cmax (MaKCUMabHasI KOHIICHTPAIIKS TperapaTa B CBIBOPOTKE KpOBH) e epasupokca B
¢dopme TabIeTOK, MOKPBITHIX MIEHOYHOM 000J10UKO0M, ObUIH BhIIIE HA 29 % MpH €ro NpUMEHEHU!
BO BpeMs ITpHEMa MULIHU C BBICOKUM COAEPKAHUEM KUPOB.

[Ipenapar Jedepazupokc-AMEJIAPT M0XHO mnpuHMMaTh HATOLIAK HJIM BO BpeMs IMpueMa
HEOOJIBIIOT0 KOJMYECTBA MHUILH, YKEJNaTeIbHO B OJHO U TO K€ BpeMs CYTOK (CM. pazneinsl 4.2
u5.2).

JIekapCTBEHHBIE CpPEACTBA, CIIOCOOHBIC CHIIKATh CHUCTCMHYVIO OSKCITIO3HUIIUIO zled)epasnpoxca

Metabonusm aedepazupokca 3aBucut ot pepmenToB Y JID-rarokyponunrpancdepassl (ypuanH-

S-mudocdar-rmokyponunTpancdepasza). B xome wucciaegoBaHHS € y4acTHEM  3JI0POBBIX
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dopme aucneprupyeMbIX TaOJETOK) MU MOIIHOTO MHAyKTOpa Y JD-rmoxypoHuntpanchepasbl
pudamnuiHa (MHOTOKpaTHble 10361 600 Mr/meHb) NPHUBENO K CHHKCHHIO CHCTEMHOM
ouonoctynnoctu aedepasupokca Ha 44 % (90 % AU: 37-51 %). B cBsi3u ¢ 3TUM COMYyTCTBYIOIAs
Tepanus MOLHBIMU UHAYKTOpaMu Y JID-rarokypoHunaTpaHcdepassl (Hanpumep, pudaMouiuHoM,
KapOamazenuHoM, (EHUTOMHOM, (EeHOOapOUTAIIOM, PUTOHABUPOM) MOXKET TPUBECTH K
cHIkeHuo ¢ ¢extuBHocTH npenapara [ledepasupoxkc-AMEIAPT. Bo Bpems u nocie npuema
yKa3aHHbIX KOMOMHALMH IpernaparoB y MAaLMEHTOB HEOOXOAMMO BECTHM MOHHUTOPHUHI YPOBHS
(deppuTHHA B CBHIBOPOTKE KpPOBH M, IPU HEOOXOIMMOCTH, KOPPEKTHUpPOBaTh 03y Ipenapara
Hedepazupoxc-AMEJIAPT.

XoNeCTUPaMUH 3HAYUTEIBHO CHIYKAJI SKCIO3HIINIO fedepa3upoKca B UCCICAOBAaHINH MEXaHU3Ma
JIeMCTBUS TI0 OIPEJIEJIEHUIO SHTEpOrenaTuyecKol peupKyIsauuy (cM. pa3zaen 5.2).

BzanmoeiicTBre C MH1a30JI1aMOM n APYT'MMH JICKApCTBCHHBIMH CpeacCTBaMi,

MeradoausupyronmMucs ¢ vuactueM nzobepmenta CYP3A4

B xoxe wuccienoBaHusl C ydacTHEM 3JI0POBBIX JOOPOBOJBIICB OJHOBPEMEHHOE NMPHMCHECHHE
nedepasupokca B popMe TUCHEPrUpyeMbIX TabJIETOK U Muga3onama (cyocTpatom uzodepMenTa
CYP3A4) npuBoausio K CHUKEHHUIO CUCTEMHON OnMotocTynmHoCcTH Muaa3zonama Ha 17 % (90 % JIU:
8-26 %). B xnmHMYECKON TpakTHKE 3TOT 3(P(HEeKT MOXKET ObITh Ooyiee BBIPAKEHHBIM. Takum
00pa3oM, B CBSI3M C BO3MOXKHOCTBIO CHIDKEHUS 3(PPEKTUBHOCTH CIIEIYET C OCTOPOKHOCTHIO
MPUMEHSTh npenapar Hedepazupoxkc-AMEJIAPT BMeECTE c npenaparamu,
MeTabomusupytomumucs ¢ ydactueM uzopepmenta CYP3A4 (manpumep, HUKIOCTIOPHHOM,
CUMBACTaTHHOM, TOPMOHAIBHBIMU KOHTPAICTITHBAMHE, OCTIPUTUIIOM, SPTOTAMIHOM).

BSaHMOHeﬁCTBHG C penarininujaiomMm n APYTrUMHU JCKAPCTBECHHBIMHU CpeACTBaMU,

MeTa0oIu3upyommMucs ¢ yuyactueM usodpepmenrta CYP2CS

B xone uccnenoBaHMs ¢ y4acTHEM 3J0POBBIX J0OpPOBOJIBLEB OAHOBPEMEHHOE MpPHUMEHEHHE
nedepaszupokca B kauecTBe ymepenHoro uaruouropa CYP2C8 (B mo3e 30 Mr/Kr exeaHEeBHO, B
dbopme mucrieprupyeMbIX TabneTok) U penariunuaa, cyocrtpara CYP2C8, B omHOKpaTHOU 103€
0,5 mr otmeuanocs ysennueHne AUC u Cmax penarinunauga npumepHo B 2,3 pasa (90 % U [2,03—
2,63]) u 1,6 paza (90 % AN [1,42-1,84]), coorBercTBeHHO. [lockonbky B3auMomelCTBHE
nedepasupokca ¢ penariuHUAOM B jgo3e Bbime 0,5 Mr He wu3ydeHo, cienyer u30erarb
OJIHOBPEMEHHOTO TMpHMEHeHus Jedepasupokca ¢ penarmuHuaoM. Ilpu HeoOxomumocTu
OJIHOBPEMEHHOTO TMpUMEHEeHHs Jedepasupokca ¢ penarivHUIOM CIeyeT TIIATeIbHO
KOHTPOJIMPOBATh KOHIIEHTPALIMIO TIIOKO3bI B KpoBU (cM. pasznen 4.4). Henb3s uckitouyaTh
BO3MOXXHOCTh JIEKAPCTBEHHOTO B3aUMOJIEUCTBUS Jedepasupokca ¢ JAPYrUMU cyOcTpaTtaMu

uzopepmenta CYP2CS, nanprumep, NakJIUTaKCEIOM.
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BzauMoneiicTBre C TeOQMILINHOM u zxpvmlwll:':::'HQ{;%@%J}QEMGE EBé%f&QEﬁMH,

MeTadoausupyrommMucs ¢ yuactueM uzobepmenta CYP1A2

B xonme wuccrmemoBaHHMs C y4acTHEM 3[0POBBIX JOOPOBOJIBIEB OJHOBPEMEHHBIH IpUEM
nedepaszupokca B kauectBe nHrnouTopa CYP1A2 (MmHOorokpatHbie 10361 30 MI/KT B JIeHb B hopme
nucrieprupyemMeix tabnetok) u cyocrpara CYP1A2 teodrminmuna (omHokpatHas mo3a 120 mr)
npuBoana K noBeiieHnio 3HaueHuit AUC u Cmax Teoduuinna Ha 84 % (90 % JIU: 73-95 %).
OnHOBpEMEHHBIN NPUEM YKa3aHHBIX MPENapaTroB HE MOBIUsI HAa 3HaUYeHHE Cmax OJHOKPATHOM
J03bl, OJJHAKO OXHAaercs, yTo 3HaueHUE Cmax T€O(QUIIMHA TOBBICUTCS MPH MHOTOKPATHOM
BBeJeHUN TeodpmuinHa. (CrenoBaTeslbHO, OJHOBPEMEHHOE IMpUMEHeHHe naedepasupokca u
teopuinHa He pekoMeHayercs. [Ipu ogHOBpeMeHHOM mpueme Jedepasupokca U TeopHIMHA
HE00X0IMMO MTPOBOIUTH MOHUTOPUHT KOHIICHTPALUHU TEOPHIUIMHA U PACCMOTPETh BO3MOKHOCTh
CHW)KEHHMS 11036l TeoduyumHa. Henp3s  uckiIouaTh  BO3MOKHOCTH — JIEKAPCTBEHHOTO
B3aMMOJICHCTBUS MeXIy nedepasupokcom u apyrumu cyocrparamu CYP1A2. B oTHomeHuu
BEIIIECTB, KOTOPBIE MpeuMyIiecTBeHHO MeTadommsupytorcss CYP1A2 u koTOpble HMEIOT y3KUi
TEpaneBTHUECKUI Uama3oH (HampuMep, KIO3aluH, TH3aHUIWH), TNPUMEHSAIOTCS TE Ke
PEKOMEH/IallMH, YTO U B OTHOUICHUH TEOPIILINHA.

Jlpyrue B3auMoACHCTBUS

OpnHoBpeMEeHHOE TNpUMEHEHHE JAedepa3upokca M aHTAIMIOB, COJEp)KALIUX alIOMUHUN, HE
uccuenoBaniocb. HecMoTpss Ha TO, 4TOo nedepasupokc uMeeT 0ojee HH3KOE CpPOJICTBO K
QIIOMUHUIO, 4YeM K JKeJe3y, He pPEKOMEHAyeTcs IpUHMMaTh TalleTku Jedepazupokca
OJIHOBPEMEHHO C aHTallUJAHBIMU TIpENapaTaMy, COAEPKAIIMMH aTFOMUHUI.

OnHoBpeMEHHOE TIpUMEHEHUe Aedepa3upoKca ¢ BEIIECTBAMH, KOTOPbIE 001a/1al0T U3BECTHHIM
yIbLIEPOTreHHBIM JielicTBUeM, TakuMu kak HIIBII (Bkirouas aneTusacalvlMIOBYIO KHCIOTY B
BBICOKHUX /103aX), KOPTUKOCTEPOU bl Wi OuchochOHATHI 171l IpUeMa BHYTPb MOTYT YBEJIUYHUTh
pHCK pa3BUTHs HexemnarenabHbIX siBJIeHu co cropoHbl KKT (cMm. paznen 4.4). OqHoBpeMeHHOE
IpUMEHEeHHEe Jaedepa3upokca W aHTHKOAryJsSHTOB TaK)KE€ MOKET MOBBICUTb PHUCK DPAa3BUTHS
KEIIyI0YHO-KUIIEYHOTO KpoBoTeueHus. [lpum Ha3HaueHuu nedepasupokca B KOMOMHALUU C
JTAHHBIMM BEILIECTBAMU TPeOYeTCsl BECTH TUIATEIbHBIII MOHUTOPUHT YKAa3aHHBIX HEXeIaTelbHbIX
SABJICHUM.

CoBMecTHOE mpUMeHeHHe Aedepazupokca U Oycynb(aHa NPUBOAUT K YBEIUYECHUIO CHCTEMHOMN
ouonoctymHoctu Oycyibdana (AUC), HO MeXaHU3M UX B3aUMOJICHCTBUS OCTACTCSI HESICHBIM.

[To BO3MOXHOCTH ClleJlyeT MPOBECTH OLIeHKY papmakokuHeTuku (AUC, kinupeHc) npoOHO# 10361

Oycynbdana, 4TOOBI MOXKHO OBUIO CKOPPEKTUPOBATH J03Y.

4.6. DepTUIBLHOCTDH, 0€PEMEHHOCTD U JIAKTAIIUS

bepemeHHOCTD
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JOKJIMHUYECKUX MCCIENOBAHUAX HA JKUBOTHBIX II0Ka3aHa HEKOTOpas pENpoIyKTHUBHAs
TOKCUYHOCTh IIperapara B J103aX, TOKCUYHBIX JJIi MAaTEPUHCKOro opraHusMa. [loTeHunanbHbli
PUCK JJIs YeJIOBEeKa HEM3BECTEH.

B kauectBe Mepbl IPEeIOCTOPOKHOCTH HE PEKOMEHAYETCsl IPUMEHATh npenapat Jledepaszupokc-
AMEJIAPT Bo Bpemst 0epeMEHHOCTH, 3a UCKJIFOUEHUEM CIIy4aeB KpailHell HEOOXOIUMOCTH.
Hedepasupokc Moxker cHUXKAaTh S(P(EKTUBHOCTH TOPMOHAJIBHBIX KOHTPALENTHBOB (CM.
paznen 4.5). JKeHmuHam — AETOPOAHOrO  MOTEHIMAla  PEKOMEHAYeTCs  MPUMEHSTh
JOTIOTHUTENIbHbIE WM aJlbTepHATUBHBIE HErOPMOHAIbHBIE METOJbl KOHTpALEHIMU BO BpeMs
puemMa Ipernapara.

JlakTanus

B noxnmHMYecKHX HCCIeIOBAaHUSX HAa KUBOTHBIX JAedepasupokc OBICTPO U B 3HAYUTEIHHOM
KOJIMYECTBE MPOHUKAIl B MOJIOKO JIAKTUPYIOIIUX KHUBOTHBIX. BiusHus npenapara Ha MOTOMCTBO
HE oTMedanoch. HewsBecTHO, mpoHHMKaeT 1M AedepasupoKc B TPyAHOE MOJOKO y 4YeIOBEKa.
Kenmmuaam, nonydaromuMm JiedeHue npernaparoMm Jledepasupokc-AMEIAPT, mponomxkars
IpyAHOE BCKapMIIMBaHHUE HE PEKOMEHI0BAHO.

DepTUabHOCTD

I[J'ISI J'IIOZ[GfI HUKaKuUX JaHHBbIX O (1)epTI/IJ'II)HOCTI/I HEeT. Y JKHUBOTHBIX HHUKAKHX HEXeIaTeIbHBIX

3¢ (hekToB Ha PEPTUIHLHOCTH CAMIIOB MJIM CAMOK MTOKA3aHO HE OBLIO.

4.7. Baunsinne Ha cOCOOHOCTH YNPaBJIATH TPAHCHOPTHBIMH CPeICTBAMH U padoTaTh
¢ MeXaHN3MaMH

BnusHue nedepasupokca Ha CHOCOOHOCTh YIPaBIATh TPAHCHOPTHBIMU CPEICTBaMU U
MexaHu3MamMu He wu3ydaiock. [lpm npumenenum npenapara J[edepasupokc-AMEJIAPT u
HOSBJICHUM TAaKOTO HEYaCTOro MOOOYHOIO SIBJIEHUS, KaK TOJIOBOKPYXEHHE, MAallueHTaM CIeIyeT

CO6J'IIO,I[aTI> OCTOPOKHOCTD IIPH BBINIOJIHCHUH YKAa3aHHBIX BUAOB JCATCIBHOCTH.

4.8. He:xenatenbHble peakuumn

Pesrome nnpoduiast 0e30macHoCTH

VY manMeHToB ¢ XPOHMUYECKON MOCTTpaHC(Y3MOHHOM Meperpy3Koi jkene3oM Hauboliee yacThie
HEe)KeNaTeNIbHbIE PEaKIii, 0 KOTOPBIX COOOIIANOCh MPH JUTUTEIHHON Tepanuu aedepazupokcoM B
BH/IC TUCTIEPTUPYEMBIX TaOJIETOK Y B3POCIBIX U IETEH, BKIIOYAIOT B C€0s1: HAPYIICHUSI CO CTOPOHBI
KKT (rmaBHBIM 00pa3oM, TOIITHOTa, PBOTA, AWapes, O00JIb B KXWUBOTE) U JEPMATOJIOTHUYCCKHE
HapylIieHus (KoxHas Cbilib). J(napes oTMedanach Jaiie y JeTeil B Bo3pacte OT 2 10 5 JeT u y

MOXKHUJIBIX JTIOACH. Ot pCaKknuu ABJISIIOTCA 10303aBUCUMBIMH, B OCHOBHOM c1abo uau YMEPCHHO
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CaMOCTOSITENIbHO Jake MPHU MPOJAOTHKCHUH JICUEHUSI.

Bo BpeMst KITMHUYECKUX UCCIIEIOBAHUN 10303aBUCUMOE YBEJIMUECHUE KOHIIEHTPAIlMU KpeaTUHUHA
B CHIBOPOTKE KPOBU BO3HHMKAJIO MPUOIU3UTENbHO Yy 36 % MNanmueHTOB, XOTs y OOJBIIMHCTBA
JIAaHHBIN MOKa3aTelb OCTABAJICSA B mpenenax HOpMbl. CHUKEHHE CPEIHEro 3HA4Y€HMs KIMpPEHCa
KpeaTHHUHA HAONI0AIOCh KaK y JETeH, TaK M y B3POCIBIX MALMEHTOB ¢ OeTa-TajacceMHuen u
Neperpy3Koi >KeIe30M B IEPBBIN TO1 JICUSHUS, HO €CTh IaHHBIC, YTO OH HE CHIDKAJICS eIie 00JIbIe
B mocienytoniye rojsl jedeHus. CooOlanocs O MOBBILIEHUH YPOBHS TPaHCaMUHA3 IEYEHHU.
Pexkomenpayercsi cobmtonaTh rpadk MOHUTOPUHTA O€30MAaCHOCTH B OTHOIICHMM IMOKa3aTenei
(GYHKIIMY TIOYEK U ITeUeHU. PeIko BO3HUKAIOT HAPYIIICHHUS CITyXa (CHUKCHHE CITyXa) U OTKIIOHEHUS
CO CTOPOHBI OpraHa 3peHus (IOMyTHEHUE XPYCTAINKA), U PEKOMEHYEeTCS IPOBOJAUTH €KETOTHOE
HCCJIeIOBaHKE JaHHBIX cucTeM (cM. pazzaen 4.4).

B cBsi3u ¢ ucnionb3zoBaHueM Jedepazupokca coo0IIanoch TakKe O Pa3BUTHH CEPbE3HBIX KOXKHBIX
HEXENAaTeNbHBIX  peakuuid, Briatoyas  cuHapoMm  CruBeHca-/[PKOHCOHA,  TOKCHYECKUU
SMUICPMATBHBIN HEKPOJIM3 M JICKAPCTBEHHAS PEAKIIUS, CONMPOBOXKIAIOMIAACS 303MHOPWIHCH U
cuctremubiMu nposiBieHusiMu (DRESS) (cm. pazgen 4.4).

TabanuHoe pE3IOME HEKENATEILHBIX PeaKIUH

Hnst omenku 4dactoTel BcTpeuaemoctd HP umcrnonb3oBaHbl cieayromue KpUTEpUH (COTIACHO
knaccupukaiun BO3 (BcemupHoii opraHusaiyu 3apaBOOXpaHeHHus)): odeHb yacto (> 1/10),
gacto (> 1/100, vo < 1/10), Hewacro (> 1/1 000, no < 1/100), peaxo (> 1/10 000, no < 1/1 000),
oueHb penko (< 1/10 000), yacrota Hem3BecTHA (HA OCHOBAHUHM MMEIOIIUXCS JTAaHHBIX OIICHUTH

HEBO3MOYKHO).

Hapywenus co cmoponvl kposu u numgamuueckou cucmemol

Yacrora HaHLII/ITOHCHI/Iﬂl, TpOM6OLII/ITOHCHI/I$Il, ycyry6JIeHHe aHCMI/II/Il,

HCHU3BCCTHA HeﬁTpOHeHﬂﬂl

Hapywenus co cmoponvl uMMyHHOU cucmembl

Yacro peaxkuy TUIIEPUyBCTBUTENBHOCTH (BKJIIOUYas aHa(DUIAKTUYECKUE peaKLun
¥ aHTHOHEBPOTHYECKHIA OTeK)

Hapywenusa memabonuzma u numanus

YacrtoTta METa00JIMUECKUI aunz[o31
HEeNU3BEeCTHa

Icuxuueckue Hapywernus

Heuacto TpeBOra, HapylIeHUs CHa
Hapywenus co cmoponul nepenoii cucmemvl
Yacrto roJoBHast 00k

Heuacto TOJIOBOKPYKEHHE

Hapywenus co cmoponul opeana 3penus

Heuacto KaTapakTa, MaKyJIOnaTHs
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Penxo ‘ HEBPHUT 3PUTEIILHOTO HEPB (MOCAEACBATENSHOC T 0002

Hapywenus co cmoponul opeana ciyxa u rabupunma

Heuacto ‘ rIIyxoTa

Hapywenus co cmopoHbl ObixamenbHotl cucmemsl, opeanos 2pyOHOU KIemKU U CPeOOCHeHUs

Heudacto ‘ 00JIb B TOpTaHH

Kenyoouno-kuweunvle napyuienus

Yacto JMapesi, 3amop, pBOTa, TOIIHOTA, OOJIb B JKUBOTE, B3IyTHUE >XHBOTA,
JIMCTICTICUST

Heudacto KEIyTOYHO-KUIIICYHbIE ~ KPOBOTEYCHUS, s3Ba  JKeNynka (BKIrOYAs
MHOYKECTBEHHBIC 5I3BbI), 513Ba JIBCHAAIATUTICPCTHOMN KHUIIKU, TACTPUT

Penxo a30(arut

Yacrora nephopalus Keny109HO-KHIIEYHOTO TPAKTA', OCTpHIil TaHKPeaTHT

HEHM3BECTHA

Hapywenus co cmoponul neuenu u dcenuesbi8o0auux nymeti

Yacrto IMMOBBIIICHUEC YPOBHS TpaHCAMUHA3
Heuacrto IelaTuT, X0JCIuTHa3

Yacrora INCYCHOYHAasA HGI[OCT&ITO‘IHOCTI)1
HCHU3BCCTHA

HapymeHuﬂ CO CMOPOHBL KOJHCU U NOOKOJNCHBIX MKAHEl

Yacto CBIIIb, 3y

Heuacto HapyleHUEe MUTMEHTalun

Penxo JICKaPCTBCHHAS CHIIb C 303MHOMUINCH W CHUCTEMHBIMH IPOSIBICHUSIMU
(DRESS- cunapom)

Yacrora cunapoM CtuBeHca-/[KOHCOHA!, TeHKOIMTOKIACTHYECKHI BaCKYINT?,

HEU3BECTHA kpanuBHHIA!, MyneTHdOpMHAs dpuremal, amomenmsal, TokcHuecKmii

BHI/I,[[epMaJ'ILHHﬁ H(‘Z‘K]Z)OJ'II/IS1

Hapywenus co cmopoHuvl nouex u Mouesvbi8o0sauux nymetl

OueHnb yacto MOBBIIIIEHUE KPeaTUHUHA B KPOBH

Yacro MIPOTEUHYPUS

Heuacto HapYyIIEHUs CO CTOPOHBI TOYEYHBIX KaHAJIbLIEB (IPUOOPETEHHBIN CUHIPOM

®daHKOHMU), TIIOKO3YpHUS

Yacrora ocTpas  TIOYeYHas  HEJIOCTATOYHOCTH',  TyOyJOMHTEpCTHIMATBLHbI

HEU3BECTHA He(put’, NoueyHOKaMeHHas GOIE3Hb., HEKPO3 MOYEUHbIX KaHANbIIER:

Obwue napywenus u peakyuu 6 mecme 68e0eHUs.

Heuwacro ‘ MOBBILICHHE TEMIIEPATYPHI TeJla, OTEK, OLUIYIIEHUE YCTATIOCTH
IIpumeyanus:

- HCXKCJIATCIbHBIC PCAKIIMH, OIHNCBIBACMBIC BO BPEMS MOCTPECTUCTPALUOHHOIO IMPUMCHCHUA

(vHpOpMaIKSI O HUX TOIYyYeHA U3 CIIOHTAHHBIX COOOLICHUH, I KOTOPHIX HE BCErJa BOZMOYKHO
HaJIS)KHO OTPENICNIUTh YaCTOTY MIIM IPUYMHHO-CJICICTBEHHYIO CBSI3b C BIMSHUEM JICKAPCTBEHHOTO
npenapara);

2 OTMEUAITUCh TsDKENble (OPMBI, CBA3aHHBIC C HW3MCHEHHSIMH CO3HAHHS B KOHTEKCTE

rUrepaMMOHEMHUYECKOH 3HIIedamonaTuu.

Onucanue OTACIBHBIX HCXKCITATCIbHBIX DeaKHI/Iﬁ

006 00pa30BaHUY JKEIYHBIX KAMHEH U CBSI3aHHBIX OMIIMAPHBIX pAacCCTPOMCTBAX coo0Imanocs y 2 %
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HEXXeNaTeNbHOM peakuuu y 2 % marnuentoB. [loBbllieHne ypoBHS TpaHCaMHHAa3 0ojiee 4eM B
10 pa3 Beimie BI'H, koTOpoe cBuaeTenscTBOBaIo 0 renatute, 0pi10 HeyacteiM (0,3 %). B Teuenue
HeproAa IOCTPETUCTPALMOHHOTO IMPHUMEHEHUs nedepasupokca cooOmaIocs O IEeYeHOYHOM
HEJIOCTaTOYHOCTH, MHOTJAa CO CMEPTENbHBIM HCX0J0M (cM. paszen 4.4). B tedenue nepuona
HOCTPETUCTPALMOHHOT0 HAOMIOACH!US OBLIM HOTYYEHbI COOOLIEHUS O CIIydasxX MeTa0oIMYeCcKOro
anuao3a. Y OONBIIMHCTBA TAKUX IALMEHTOB HAOMIOAANach MOYEYHAs HEAO0CTaTOYHOCTD,
noveynasi TyOynonarus (cuaapom OaHKOHM), AUApest WM COCTOSHUS, TIPH KOTOPBIX KHCIOTHO-
IIEJIOYHOM ucOaaHC SBISETCS U3BECTHBIM OCIIOKHEHUEM (cM. paszen 4.4).

Ciydan cepbe3HOr0 OCTPOro NaHKpeaTHTa HAOIIONAIUCh y MAlMEHTOB 0€3 MOITBEP)KICHHBIX
3a0oeBaHui KeMYHOro my3bipss. Kak u B cilyuae IpUMEHEHMs APYTUX XEIaTOPOB HKenesa,
CHIDKCHHUE CITyXa U TIOMYTHEHHUE XPYCTaIMKa (pPaHHSS CTa/INs KaTapaKThl) HAOIIOAAIHUCH PEIKO Y
NalMEeHTOB, IPUHUMABIIUX Jedepasupokc (cM. paznen 4.4).

Kinupenc kpeatvHyHa 0py MOCTTPAHCHY3MOHHOM MEepErpy3Ke XKele30M

B perpocnextBHOM Mera-aHanmm3e 2102 B3pocneix M gereld ¢ OeTa-TanacceMmen
MOCTTPAaHC(PY3MOHHOM Teperpy3kod keine3oM, ModydaBmMXx Jedepasupokc B ¢dopme
JTUCTIEPTUPYEMBIX Ta0IEeTOK, B IBYX PAHIOMH3UPOBAHHBIX U YETHIPEX OTKPBITHIX UCCIIEOBAHUSIX
MPOJIOJDKUTEIBHOCTRIO JIO TISITH JIET HAOJI01alIOCh CPEeIHEE CHUKEHUE KIIMPEHCa KpeaTUHUHA Ha
13,2 % y B3pocinbix (95 % JAU: ot — 14,4 % no — 12,1 %; n = 935) 1 9,9 % (95 % AN: ot — 11,1 %
1o — 8,6 %; n=1142) y nereii B TeueHue nepBOro roja jedeHus. Y 250 mauueHToB, 3a KOTOPbIMU
BEJIOCh HAOINIO/IEHHWE B TEUEHHWE A0 MATH JIeT, JajbHEHIIero CHUXKEHHsI CPEeIHEro IMoKaszarems
KJIMpEHCa KpeaTHHHWHA HE HAOII0AaJI0Ch.

Knuanueckne WCCIeIoBaHMS V IMAIIMEHTOB C CHHIPOMAMH TpaHChHY3HOHHO HE3aBUCHUMOM

TaJacCeMUU
B uccrnenoBanuy npooKUTENBHOCTRIO | TOJl y MAlMEeHTOB C CHHAPOMaMHU TpPaHC()Y3MOHHO
HE3aBHUCHUMOM TaIACCEMHH U TMEPErPY3KOH jKelle30M (Iucneprupyembie TadneTku B 1o3e 10 Mr/kr
B CYTKH) CAMBIMHU PAaCIPOCTPAaHECHHBIMH HEXENIATeIbHBIMU SIBJICHUSMH, CBI3aHHBIMHU C TIPUEMOM
uccleayeMoro npemnapara, osutu quapes (9,1 %), ceinb (9,1 %) u TomnoTa (7,3 %).
AHOMasbHblE 3HAUEHHs] YPOBHS KpeaTHHMHAa B IUIa3Me€ KpPOBHM M KIMpEHCAa KpeaTHHHHA
Habmonanuch y 5,5 % u 1,8 % narueHToB, cooTBeTCTBEHHO. [1oBbIIIEHNE YPOBHS TpaHCAaMUHA3
Oosnee, yeM B 2 pa3a MO CPaBHEHHIO C HCXOJHBIM ypoBHeM, u B 5 pa3 Beimie BI'H, Obwi0
3aperucTpupoBaHo y 1,8 % mannueHTos.
eTu
B 1ByX KIMHHYECKHX HCCIIEIOBaHUSIX jaedepa3srpoKCc He OKasal BIHMSHUS HAa POCT M IMOJIOBOE

pa3BUTHE JICTEH, MOTYJYaBIINX JICYCHUE B TEUCHHE 110 S JeT (cM. paznen 4.4).
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O tyOynonatuu mOYeK B OCHOBHOM COOOIIANIOCH Y JIETeH M MOAPOCTKOB C OeTa-TajacceMue,
noJjy4yaBmux Aedepasupokc. BonbIMHCTBO COOOIIEHUH 0 caydasx MeTaboIMYecKoro anua03a,
MOJTYYCHHBIX B IIEPHO/I IOCTPETUCTPAIIMOHHOTO HAOJIFOACHHS, OTHOCHIIACH K TTAIIMEHTAM JIETCKOTO
BO3pPAacTa, y KOTOPBIX pa3BWIICs CHHIPOM DaHKOHH.

Boun mosryyeHsl COOOLIEHHSI O CIy4asxX OCTPOro MaHKpeaTUTa, OCOOCHHO CPeAM IMaleHTOB
JIETCKOTO | MOJIPOCTKOBOTO BO3pacTa.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxno COO6I_HaTB 0 IIOAO3PEBACMBIX HEXKCIATCIBHBIX PEAKIUAX II0CJIIC PErucTpanuu
JICKApCTBCHHOT'O IIperiapaTa C LCJIbIO obecrneueHuUs HCIMIPCPBIBHOI'O MOHUTOPHUHI'A COOTHOIICHUS
«I10JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpcriapara. MeauInHCKUM pa60THI/IKaM PECKOMCHAYCTCA
COO6H_[3.TB 0 JII00BIX IMOAO3PCBACMBIX HCIKCIIATCIIbHBIX PCAKOUAX JICKAPCTBCHHOI'O IIpCIiapara
4Cpe3 HAIIMOHAJIBbHBIC CHUCTCMbI COO6H.[€HI/IH 0 HCXKCJIATCIIbHBIX PCAKIUAX IOCYAApCTB — YJIICHOB

EBpa3niickoro 5KOHOMHU4ECKOr0 COK03a.

Poccuiickas ®@enepanus

®OenepanbHas Ciryx0a 1o Haa30py B cepe 3ApaBOOXpaHEHUs

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl III0IIaab, 1. 4, cTp. 1

Tenedon: +7 (800) 550-99-03

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

Caiit B UHGOPMAITMOHHO-TEIEKOMMyHHUKAITIOHHOM ceTu «HTEepHETY!

http://www.roszdravnadzor.gov.ru/

4.9. ITepenosupoBka

CuMOTOMBI

OTMeYeHBI CITyJan MepPeI03uPOBKU JedepasupoKcoM (IMPUEM B TEYCHHE HECKOJILKHUX HEJIeThb B
n03e, B 2—3 pasa MpeBbIIIAIIIeH pekoMeHayeMYyto0). B o1HOM 13 ciyyaeB nepeno3upoBKa mpuBeia
K Pa3BUTHIO CyOKIMHUYECKOTro renatuTa. [Ipu npekpaiieHuu Tepanuu npenaparom mposiBICHUSI
remaTuTa KymupoBaauch 0€3 pa3BUTHS OCIOKHEHUN B OTHajIeHHOM mepuoze. [Ipu ogHokpaTHOM
npueme nedepasupokca B BHJIEC JUCTIEPTUPYEMBbIX TabiieTok B jgo3e 80 MI/Kr Macchl Tena (4to
COOTBETCTBYET 03¢ nedepasupokca 56 MI/KT B BHJE TaOJETOK, MOKPBITHIX IJICHOYHON
000JI04KOIf) y MAalMEeHTOB C OeTa-TajacceMHell ¢ Meperpy3Kod >Kelne3oM OTMeYeHa XOopollas
MEPEHOCUMOCTh C Pa3BUTHEM CIIa0OBBIPAKEHHOHN TOIIHOTHI U IUApPEH. 3I0POBBIE JOOPOBOJIBIIBI
XOpOIIIO IMMEPEHOCHIIN OTHOKPATHBIN MpHeM Jieepasupokca B BHJIC AUCIIEPTHPYEMBIX Ta0JIETOK B
no3e 10 40 Mr/Kr (4To COOTBETCTBYET /103€ Jedepasupokca 28 MI/KT B BUJIe TaOJIETOK, TOKPBITHIX
MJICHOYHOH 000JI0UKOH).

HpI/I NEPpCAO3UPOBKEC BO3MOXKHO PA3BUTHC CICAYIOINHUX OCTPBIX CUMIITOMOB: TOHIHOTA, pBOTA,
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cnyqan ITIOBBIILICHHU N ypOBH)I IICYCHOYHBIX q)epMeHTOB nu eraTI/IHI/IHa C ux HOCJIGI[}/IOH_[I/IM
BOCCTaHOBJICHHEM IIOCJIE€ OTMEHBI Tepanuu. OmuO0YHO Ha3HAYCHHBIH OJXHOKPATHBIA MpHEM
npenapara B o3¢ 90 Mr/Kr mpuBed K pa3BUTHIO CHHIApoMa DaHKOHH C TOCICIYIOIIUM
pasperieHueM mociie OTMEHBI TePaITiH.

Jleuenne

Crnenuduueckoro antuaora s aedepasupokrca He cymiecTByeT. [IpoBoAsST WHIYIMpOBaHUE

PBOTBI UJIKW ITPOMBIBAHHE XKETYyAKA, CUMIITOMAaTUYCCKYIO TEPAIINIO.

S. ®APMAKOJIOTHYECKHUE CBOMCTBA

5.1. dapMaKoAUHAMHYECKHE CBOHCTBA

dapmakoTeparneBTHUECKas IpyIna: Ipodne JeueOHble CPEICTBA; )KEIE30CBA3bIBAIOIINE CPECTBA.
Kox ATX: VO3ACO03

Mexanusm ageiicTBus

Hedepazupokc s[BISIETCS KOMILIEKCOOOPA3yIOMUM TPOWHBIM JIMTAHJIOM JJIsi TIpUEMa BHYTPb,
00Ja/1a101IUM BBICOKUM CpoACTBOM K kene3y (I1) u cBs3piBaromuM ero B cooTHoeHuu 2:1.
Hedepazupokc ycuanBaeT SKCKPELHIO JKee3a, MPEUMYIIECTBEHHO Yepe3 KUILICUHHUK.
Hedepazupokc o01a1aeT HU3KUM CPOJICTBOM K IIMHKY U MEJIA M HE BBI3BIBACT CTOMKOTO CHUYKEHUS
COJICpXKAHUS STUX METAIIOB B IJIa3M€ KPOBH.

dapmakognaamuyeckue 3P HeKTol

B wuccnemoBaHnu oOMeHa JKene3a |y B3pOCHBIX MAIMEHTOB C Oera-TamacceMuel ¢
MOCTTPAHC(PY3HOHHOM TEPETPY3KOM KEIe30M MpU MPUMEHEHUU nedepa3upokca B CYTOUHBIX
no3ax 10 mr/kr, 20 mr/kr u 40 Mr/kr (B BUJIe AUCTIEPTUPYEMBIX Ta0JIETOK) cpeansist 3ppexTuBHas
IKCKpernus jxene3a coctabisia B cpequem 0,119 mr Fe/kr, 0,329 mr Fe/kr u 0,445 mr Fe/kr maccol
TeJa B CYyTKH, COOTBETCTBEHHO.

Knuanueckas 3¢ddekTuBHOCTE 1 0€30ITaCHOCTH

HccnenoBanust KIMHUYECKOW O€30MacHOCTH MNPOBOIWIMCH i jAedepasupokca B ¢opme
JTUCTIEPTUPYEMBIX TaOJIETOK.

DddexTrr nedepazupokca uccnenaoBanu y 411 B3pocnbix manueHToB (B Bo3pacte > 16 neT u
crapme) u 292 npereit (B Bo3pacte OT 2 a0 16 5eT) ¢ XpOHHUYECKON MEperpys3Koil Keae3oMm
BCIIEZICTBUE TIEpPEMBAaHUN KpOBH. 52 pebGeHka ObLIM B Bo3pacte OT 2 1m0 5 ner. OCHOBHBIMU
3a00JIeBaHUSMH, TPEOOBABIIMMH TEPEIUBAHUS KPOBU, ObUIM OeTa-TajacceMus, CEepIOBHUIHO-
KJICTOYHYIO aHeMUS U JPYTHe BPOKJIECHHBIC U TPUOOPETEHHBIC aHEMUU (MHUETIOIUCILIACTUIECKUE
CUHIpOMBI, cuHapoM [laiiMoHa-biakdena, anmmacTUYECKyr0 aHEMHUIO W JIPYTHE OYCHb PEIKHE

aAHEMUH).
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ExenneBnoe npumenenue nedepasupokca B 1o3ax 20 M'rﬂé:'ﬂgﬁfr?ﬁ'r“ér %%I;I(I’:HEBFP'ID%I{/IHX

TabJETOK B TEYEHHE OJHOrO0 TO/Aa Y B3POCIHBIX M JeTeil ¢ Oera-tamaccemueil Ha (oHe
IPOIOIDKAIOIIUXCA TeMOTpaHC(y3Uil MPUBOAMIO K YMEHBIICHHUIO 3aracoB OOIIEro jkene3a B
opranusme; CXKII cHmkanocs B cpeaHemM coorBeTcTBeHHO noutu Ha 0,4 mr Fe/r u 8,9 mr Fe/r
CyXOro BEIIeCcTBa MeUeHHU, KOHIIEHTpalus (peppuTrHa B TIa3Me KPOBH YMEHBIIAIACh B CPEAHEM
OYTH Ha 36 MKI/1 1 926 MKI/JI, COOTBETCTBEHHO.

[Tpu npuMeHeHuu mpenapaTa B TEX K€ /103aX COOTHOILEHUE IKCKPELUH Kelle3a K MOCTYIIIEHUIO
JKenesza B opranu3M coctaisuio 1,02 (4o sBsieTcs Moka3aTelieM HOpMaJIbHOTO OaaHca xKelesa)
1 1,67 (4TO COOTBETCTBYET MOBHIIIEHHOMY BBIBEJCHHIO JK€JIe3a U3 OPraHu3Ma).

[ToroOHBIH TepaneBTUYECKHI OTBET HAOIIOIANICS TP IPUMEHEHHUH Ae(epasupoKca y MalueHTOB
C TIeperpy3KoH jKeIe30M | MpH JApyrux tunax anemuit. [[pumenenue nedepasupokca B CyTOUHON
no3e 10 MI/kr B BHAE AHUCIEPTUPYEMBIX TaOIETOK B TEYEHHE OJIHOTO Tojia TO3BOJISIIO
noanepkuBath B HopMe CXKII, koHueHTpanuo GeppuTrHa B IUIa3Me KPOBU U CIIOCOOCTBOBAIIO
JOCTHKEHUIO OajlaHca jkeje3a (paBHOBECHS MEXY NOCTYIJIEHUEM U BBIBEJCHUEM JKE€le3a) Y
NAIMEeHTOB, PEAKO TMONYyYAOIIUX TeMOTpaHC)y3uu WM OOMEHHBIE IIEPEIIMBAaHUS KPOBH.
[TockonbKy KOHILIEHTpanus (heppuTruHa B IJa3Me KPOBHU, OMpeensiemMas exeMecsuHo, oTpaxana
u3menenus CXKII, nunammka KoHLEHTpauuud (eppuTHHA B IJIa3ME€ KPOBU MOXKET SIBISATHCS
KpuTepueM s OomneHkH dSpdexTuBHOCTH Tepanuu. OrpaHUYEHHBIC KIWHUYECKUE aHHBIC
(29 nmanueHTOB ¢ HOPMAILHON (YHKIHUEH cep/lia B UCXOIHOM COCTOSIHUHN) ¢ puMeHeHrneM MPT
MOKAa3bIBAIOT, 4YTO JiedeHue nedepasupokcom B npoze 10-30 mr/kr B nenp (B ¢opme
JTUCTIEPTUPYEMBIX TaOJIETOK) B TeUeHHE | rojia MOXKET Tak)Ke CHIKATh YPOBEHbB JKelie3a B Cepllie
(B cpennem MPT T2* yBennuuBaercs ¢ 18,3 10 23,0 mc).

OCHOBHOM aHajau3 B OMOPHOM CPaBHUTEIHHOM HCCIIEIOBAHUU C ydacTHeM 586 TaIlMeHTOB,
CTpajaronx OeTa-TanmacceMuell M TpaHCHY3MOHHON Meperpy3Koil skene3a, HE MOATBEPAMI
IPENONI0KEHHE O TOM, YTO Jedepasupokc B Gpopme TUCTIEPTUpYEMbIX TaOJIEeTOK o0safaeT He
MeHbIIed 3((EeKTUBHOCTRIO, YeM JedepoKcaMUH. Pe3ynbTaThl peTpOCHEKTUBHOTO aHajIu3a,
IIPOBEJEHHOIO B XOJ€ JIaHHOTO MCCJEJI0BaHUS, CBUAETEILCTBYIOT O TOM, YTO B IMOATPYIIIE
MAIMEHTOB C MOKa3aTelsIMU KOHIICHTpAIMH >Kene3a B MedeHu > 7 mr Fe/r cyxoro BemiecTsa,
MPUHUMABIIUX Aedepazupokc B popMe AUCTIeprupyeMbix TabneTok (B go3ax 20 u 30 Mr/kr) umu
nedepokcaMuH (B 1o3ax oT 35 mo > 50 Mr/kr), ObUIM JOCTUTHYTHI KPUTEPUU HE MEHBIIEH
s¢dextuBHOCTH. OHAKO B MOATPYMIE MALUEHTOB C MOKa3aTelsMU KOHIIEHTpAIH JKeje3a B
nedyeHu < 7 mr Fe/r cyxoro BemiecTBa, MPUHUMABIINX Aeepasupokc B (opMe TUCTIEPTHPYEMBIX
TabneTok (B mo3ax 5 u 10 mr/kr) unu nedepokcamut (B g03ax oT 20 g0 35 MI/Kr), HE MEHbIIAs
a2 dexTHBHOCT, HE ObUTa YCTAaHOBJICHA BBHIY JUcOalaHCca MEXIY J03aMH JBYX Xe€IaTOpPOB

Kene3a. BelmeonucanHblil qucOagaHC BO3HUK B CBS3M C TEM, YTO HAIMEHTHl B TpyIIe
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IPUHUMAIU 1O BKJIIOYEHHUS B HCCIEIOBaHHUE, JaXe €CIM MX [03a IpeBbIIIala TaKOBYIO,
YKa3aHHYI0 B IIPOTOKOJIE HCCIIEOBaHMs. B 3TOM ONOpPHOM HMCCIEN0BAaHUU IPHUHSUIA Y4acTue
56 manueHToB B BO3pacte A0 6 JeT, 28 W3 KOTOPBHIX Mojydanu aedepasupokc B (opme
JTUCTIEPTUPYEMbIX TaOJIETOK.

Pe3ynbTarhl JOKIMHMYECKUX W KJIMHUYECKUX HCCIIEJOBAHMM CBUIETEIBCTBOBAIU O TOM, YTO
nedepasupokc B (GopMe aUCTIEprUpyeMbIX TaOJIETOK MOXKET OBITh TaKHM >K€ aKTHBHBIM, Kak
nedepoKkcaMuH, MPU UCTIONIb30BaHUU 1103 B cooTHomeHuu 2:1 (T. e. 103a aedepasupokca B popme
JTUCIIEPTUPYEMbIX TaOJIETOK COCTABIISET MOJOBUHY J103bI fedepokcaMrta). MOXKHO pacCMOTpPETh
BO3MOXXHOCTh TpHMEHEHHs jaedepazupokca B Qopme TabIETOK, MOKPHITHIX IUICHOYHON
000JI0YKOM, B [J03aX, B YHMCIEHHOM OTHOIIEHHH B 3 pa3a MPEBBILIAIOUMX TaKOBYIO
nedepokcaMrHa, Tak Kak jJo3a jaedepasupokca B Gopme TaOIETOK, MOKPHITHIX IJICHOYHON
000JI0UKOIi, COCTaBIsET OJHY TPETh OT NM03bl AedeporcamuHa. OJHAKO ATy PEKOMEHIAINIO B
OTHOLIEHUHU JJO3UPOBKU HE OLIEHUBAJIM IIPOCIIEKTUBHO B paMKaX KJIMHUYECKUX UCCIIEJOBAHUM.
Kpome Toro, y manieHToB ¢ KOHIICHTpanueH xenesa B nedeHu > 7 mr Fe/kr (cyxoro BeriecTsa) ¢
pa3HbIMH PEIKMMH BUIAAMH AHEMHH WM CEPIIOBUIHO-KIETOYHOM aHEMHEHl MpHUMEHEHUE
nedepasupokca B popMe qucneprupyembix TabneTok B 103e 10 20—30 MI/Kr BbI3bIBaIN CHUKEHHE
KOHIICHTPAllMH jKejie3a B MEYCHW W YPOBHS (EppUTHHA B IUIA3ME KPOBH, COIMOCTaBHMEIE CO
CHI)KEHHMEM JJaHHbIX [10Ka3aTesIel y MalueHToB ¢ OeTa-TaJacCeMHEN.

Cpenu 225 nanueHToB ¢ MUETIOIUCIUIACTUYECKUM CUHIPOMOM (HU3KHI/CpeHHUI yPOBEHD PUCKA)
U TOCTTpaHC(y3MOHHOM Neperpy3koi xkeiae3oM ObLIO MPOBENEHO I1ale00-KOHTPOIUPYEMOe
pPaHAOMHU3MpPOBAaHHOE  HccieloBaHUE. Pe3ynbTaTbl  3TOrO  HMCCIEAOBAHUS  IO3BOJISAIOT
IPENIOJIOKUTh, YTO JAePEepasUpOKC OKA3bIBACT MOJOXKUTEIbHOE BIMSIHHUE HAa OECCOOBITUIHYIO
BeDKUBaeMocTh (EFS, komMOuHupoBaHHas KOHEUHas TOYKa, BKJIIOYas 3a00J€BaHUs cep/ua WU
neuyeHn 0e3 CMepTeIbHOro MCXoJa) M ypoBeHb (eppuUTHHA B IaasMe KpoBu. I[Ipoduib
0€30MacHOCTH COOTBETCTBOBAJl MPEABIAYLIIMM HCCIEIOBAHUSAM Y B3pOCIBIX MAlUEHTOB C
MUEIOAUCIIIACTUYECKUM CHHIPOMOM.

B oGcepBaiimoHHOM HCCIeI0BaHUM JUTUTENILHOCTBIO 5 JIET, B KOTOpoM 267 aereil B Bo3pacTte OT 2
n0 < 6 jer (Ha MOMEHT BKJIOYEHHUS B HCCIEIOBaHHE) C TPaHC()Y3MOHHBIM I'€MOCHIEPO30M
nonsyyanu Jedepasupokc, He OTMEYaloch KIMHUYECKH 3HAUYUMbIX pa3iuuuil B mpoduie
0€30MacHOCTH U TIEPEHOCUMOCTH Jie(pepasupokca y AeTeil B Bo3pacTe OT 2 110 < 6 JIeT B CpaBHEHUH
¢ o0mieit momynsAnuei B3pociblX NallMEeHTOB U IeTe, BKJI0Yas MOBBIIIEHHUS KpeaTHHIHA B TUIa3Me
kpoBu > 33 % wu Beime BI'H mpu 2 u Gonmee mocnenoBarenbHbIx ompenenenusx (3,1 %) u
yBeJIMYEHHE YpoBHS anaHnHaMuHoTpaHcepassl (AJIT) ¢ mpessienrem BI'H 6osee uem B 5 pas

(4,3 %). Enunuunsie sapnenus noseimieHuss AJIT u acnapratamuHorpancdepassl (ACT)
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UCCIIE/IOBaHHE.
B xone uiccnenoBanus, MPOBEACHHOTO /ISl OLIEHKH 0€30MacHOCTH Nedepasupokca B TabIeTKax,
HOKPBITHIX INIEHOYHON 000JI0YKOM, U B JUCIIEPrUPYyEMbIX TabjeTKax, 173 B3pocibIX MalnueHTa u
pebGeHKa ¢ TpaHC()y3MOHHO 3aBHCUMOMN TaJlacCEMUEH WM MMEIOJUCIIIIACTUYECKUM CHHIPOMOM
NoJyJyanu JieueHue B TedeHue 24 Henenb. [Ipodumm Ge3zomacHOCTH TaOJETOK, MOKPBITHIX
IUIEHOYHON 00O0J0YKON, M JUCTIEPTUPYEMBIX TaOJIETOK ObUTH COOCTABUMBIMH.

VY nanueHToB ¢ TPaHC(HY3MOHHO HE3aBUCHUMBIMU CHHAPOMAaMH TaJlaACCEMUU U IEeperpy3koi
Kele3oM JieueHue nedepasupokcoM B (opme aMcreprupyeMblx TaOleTOK OLEHHBAJIOCh B
OJTHOJIETHEM PaHIOMH3UPOBAHHOM JJBOMHOM CJICTIOM IUIALe00-KOHTPOIUPYEMOM UCCIIETOBAHHH.
B xone manHoro MccnenoBaHus CpaBHUBAIN 3((EKTUBHOCTH JBYX Pa3HBIX PEKHUMOB JICUCHUS
nedepazupokcoM B popMe AUCHEPrUPyEMbIX TaOJIETOK (HadanbHble 1036l 5 U 10 MI/KT B CyTKH,
1o 55 manMeHToB B KaKIOM IpyIIe JICYEHUs) U COOTBETCTBYOIIEro mianedo (56 nanueHron). B
ucclieioBaHue ObII0 BKITFOUEHO 145 B3pocibix nanueHToB u 21 pedbeHok. OCHOBHBIM ITapaMeTpoM
3P PEKTUBHOCTH OBLIIO M3MEHEHHE KOHIEHTPAINHU JKeJle3a B MIEYCHHU 110 CPABHEHHIO C HCXOJHBIM
ypoBHeM nocie 12 mecsues JedeHust. OHUM U3 JOMOJHUTEIbHBIX TapaMeTpoB 3 PpeKTUBHOCTH
ObUIO M3MEHEHHE YPOBHS (heppUTHHA B IUIA3ME KPOBU C MCXOJHOTO YPOBHS IO YETBEPTOrO
kBaprtana. [Ipumenenue nedepazupokca B GopMe AUCIIEPrUPYEMBIX TaOJIETOK B HAYaJIHHOM 103€
10 Mr/KT B CyTKH TIPUBOIFIIO K CHFDKEHHUIO OOIIETO COJepKaHUS XKelle3a B opranusmMe. B cpenHem,
KOHIIGHTpaLus *eJe3a B MeyeHu cHuxkanach Ha 3,80 mr Fe/r cyxoro BemiecTBa y MalueHTOB,
NPUHUMABIIUX Jedepazupokc B (opMe TUCHeprupyeMbIx TabneTok (B HayaabHOM g03e 10 mr/kr
B CyTKH) U noBeIcuiach Ha 0,38 mr Fe/r cyxoro BemiecTa y naileHTOB, IPUHUMABIINX I71a11€00
(p <0,001). B cpennem, ypoBeHb (eppuTHHA B IJia3Me KpOBH CHH3WICS Ha 222,0 mMr/m y
NalMeHTOB, MPUHUMABIINX JAedepa3supokc B popMe AUCHEPrHpPYyEeMBIX TabJIeTOK (B HadyaIbHOMN
no3e 10 mMr/kr B cyTkM) M MOBBICWICA Ha 115 MKI/1 y mManueHTOB, MPUHUMABIIMX IUIAe0o0

(p < 0,001).

5.2. dapMaKOKHHETHYECKHE CBOHCTBA

TabneTku, TOKpPBITBIE TUICHOYHOM  OOOJIOUKOW, SABISAIOTCS  JIEKapCTBEHHOW  (opmoit
nedepasupokca ¢ Oonblied OMOJOCTYMHOCTBIO IO CpPaBHEHUIO C JAedepasMpokcoM B
JeKapCcTBeHHOU (hopme mucrnieprupyembie Tabnetku. Jledepasupokc B mo3uposke 360 mr B hopme
Ta0JIETOK, MMOKPHITHIX TJICHOYHON 000JIOUKOM, SKBHBAICHTEH J03UpOBKe nedepasupokca 500 mr
B (opme mucneprupyembix Tabierok B oTHomeHun AUC, ompenensemoit HaTomak. Cmax
yBemmuuBanack Ha 30 % (90 % AU: 20,3-40,0 %), ogHAKO KIMHUYECKH 3HAUYUMBIX (P (HEKTOB

BBISIBJIEHO HE OBLIO.

AOGcopOnus
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Hedepazupokc B BUIe TUCTIEPTUPYEMBIX TabIETOK Xopdiﬂ('):'ﬁ:éggb ';@ya} Iﬁgléﬂé I;I%JIJI_GR/Ial :%;'f-lylrpb,

cpenHee BpeMs JOCTH)KCHHUS MaKCUMAIIbHOM KOHIICHTPAIMH B TUTa3Me KPOBH (tmax) COCTABIISIET
okoJo 1,5-4 4. AGcontotHas 6uonocrynuocts o AUC nedepasupokca B BUJe TUCIIEPTUPYEMBIX
TabJIETOK TMpHU TMpHEMe BHYTPh cocTaBisieT okojo 70 % Mo CpaBHEHHIO C BHYTPUBEHHBIM
BBeJeHUEM. AOcomoTHas OWOAOCTYNMHOCTh Jedepazupokca B BuAe TaOJETOK, MOKPBITHIX
IUICHOYHOW 000JI0YKOM, HEe Hu3ydanach. buomoctymHocTh nedepasupokca B BHIE TaOJIETOK,
MOKPBITHIX TUICHOYHON 000JI04KOM, BBIIE Ha 36 % 1O cpaBHEHUIO ¢ nedepa3upoKCOM B BHUJC
JTUCTIEPTrUPYEMbIX TaOJIETOK.

[Tpu mpumenenuu nedepaszupokca, TabIETKH, MOKPHIThIE TICHOYHON O0OJOYKOHM, Y 310pOBBIX
JOOPOBOJIBIIEB HATOIIAK BMECTE C MUMICH C HU3KUM COJICPKAHUEM KUPOB (COIACpKAHUE KHPOB
< 10 % xanopuii), AUC u Cmax He3HauUTENbHO cHUXaUCh (Ha 11 % u 16 % cooTBeTCTBEHHO); C
MUIICH ¢ BHICOKUM COJEpKaHUEM >KUPOB (coaepxkanue kupoB > 50 % kanopuit), AUC u Cmax
Bo3pactanu (Ha 18 % u 29 %, coorBeTcTBeHHO). DPdekT noBbIeHUs] Cmax BCIEACTBUE CMEHBI
JICKapCTBEHHON (DOPMBI M TIPUMEHEHUS C MMHIIEH, COJIEPIKAIICH BEICOKHIA TPOIICHT KUPA, MOKET
CYMMUPOBAThCSA, TIOATOMY Ae(epasupokc cleayeT MPUMEHITh HATOIIAK WITH C JISTKOW MHIIEH.

Pacupenenenue

Jedepa3upokc B BBHICOKOM CTENEHHM CBS3bIBAaeTCS ¢ OenkamMu miia3mbl kpoBu (99 %), moutu
UCKJIIOYUTENIBHO C albOyMHHOM; HMMeEeT HEOOJIbIIOW KaKyliuiics oOBbeM paclpeneiaeHus] —
NpUOIM3UTENBHO 14 11y B3pOCTBIX.

BI/IOTDaHCd)ODMaHI/IH

['maBHBIM myTeM MeTaboiu3Ma redepasupokca SBIsSeTCs TIIOKYPOHUPOBAHHUE C MOCIEAyroIe
sKcKpenuei ¢ xemuslo. Jledepazupokc noasepraeTcst SHTEPOrenaTuyecKoi penupKyIsum.
[TporcxomuT AEKOHBIOTAIHS TIIOKYPOHATOB B KAIIEUYHUKE U MOCIeyomas ux peadbcopoums. ¥
3I0pOBBIX  JTOOPOBOJIBLIEB, TMOJYYaBIIMX KOJECTUPAMUH TIOCIE€ OAHOKPATHOTO IpHEeMa
nedepazupokca, AUC nedepazupokca cHmxkanach Ha 45 %. [edepasupokc monBepraercs
TIIOKYPOHUPOBaHUIO TIaBHBIM 00pazom ¢ nomotnbio UGT1A1 (YI'T cemeiictBa 1, monunentua
Al) u B mensbueii crenenn — UGT1A3 (VI'T cemeiictBa 1, nonunentun A3). He nabmtonanock
UHIHOMPOBaHUs MeTabosm3Ma Jedepasupokca ruAPOKCHKapoaMuIoM in Vitro.

OIUMUHAIMA

Jedepazupokc 1 ero MeTaboIUThI BBIBOISATCS MPEUMYILIECTBEHHO Yepe3 KUleuHUK (84 % 103bI).
[Toueunast sxckpenus nepepa3upokca 1 ero MeTaboaIuToB MUHUMAaNbHA (8 % 103bI).

Cpennuii neprop nonyssiBefieHus (t1/2) BapbupyeT oT 8 10 16 4. B skckpernun nedepazupokca ¢
KeM4bl0 y4acTBYIOT TpancnopTHble 6enku MRP2 u MXR (BCRP).

JInHEeNHOCTh (HEINMHEHHOCTS)
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Cmax 1 AUCo 244 JedpepasupoKca yBeIHUMBAIOrCs B G THREHEG < -HoBM Hemenm

J103bl B PABHOBECHOM COCTOSIHUHU. IIpr MHOTrOKpaTHOM BBEAEHHMU DKCIO3ULUS YBEIMYMUBAETCS C
ko3 unrentom kymynsinuu 1,3-2,3.

[on

VY JKEeHIIMH KaXyIIuiicsa KiupeHc nedepasupokca ymepeHHo Huxe (Ha 17,5 %), ueM y My>KuuH.
[TockonpKy [O3UpPOBAHHE KOPPEKTUPYETCS HHIUBUAYAIbHO B 3aBUCUMOCTH OT OTBETA,
0KHUJAETCS], YTO ITO HE NOJKHO UMETh KIMHUYECKUX IOCIIEICTBUM.

[ManueHTH! MOXKIWIOro Bo3pacta (365 ner)

®apMakoKHHETHKA JedepasupoKkca y MalMeHTOB B BO3pacTe > 65 JIeT He U3y4eHa.

[ToyeyHas ¥ IeUCHOYHAS HEAOCTATOYHOCTD

VY manueHToB ¢ HapyIeHUsIMH (PYHKIIUH MToueK papMaKOKUHETHKa Aedepasupokca He H3yUyeHa.
IloBblllIeHWE ypOBHS TpaHCaMHMHA3 NE€YEHU A0 S-kpaTHoro npesbiieHus BI'H He Biausuio Ha
(bapMakOKMHETHKY AedepasrupoKca.
B Xoxe KIMHMYECKMX HMCCIENOBAHUN C MCIIONB30BaHUEM OJHOKpPATHBIX 103 Aedepasupoxca B
dopMe mmcrieprupyeMbix TabimeTok 20 MI/Kr CpefHss BeJIMYWHA OSKCIO3WIMH Iperapara
noBbIcHIIach Ha 16 % y MalMeHTOB C HE3HAYUTEIbHBIM HapyIIeHHeM (PYHKIIMH MeYeHH (ki1acc A
no kiaccudukanuu Yaina-I1eto) u Ha 76 % y MaliMeHTOB C YMEPEHHBIM HapylIeHHEeM (PYHKIIMH
nevyeHn (kinacc B mo kmaccudukanmu Yaina-I1p10) OTHOCHTENBHO TOKa3aTeliel MaIMeHTOB C
HOPMATBHOU (PYHKIIMEH IIeUeHH. Y MalMeHTOB C HE3HAYNTEIIBHBIM UM YMEPEHHBIM HAPYIICHUEM
¢Gynkuuu nedeHu cpeaHee 3HaueHue Cmax Aedepasupokca moBbicuiock Ha 22 %. Y omHoro
MaIueHTa ¢ TSHKeNbIM HapylieHueM pynkuuu nedenu (kaace C mo knaccudukanuu Yaina-I1sto0)
BEJTMYMHA IKCIIO3UIIMH TIpernapara moBbIcUiIack B 2,8 pa3a (cM. pasaenst 4.2 u 4.4).

eTH
Lemu 6 6o3pacme om 2 0o <12 nem u noopocmxu 6 gozpacme om 12 0o <17 nem
OO6mass OuomocTymHOCTh aAedepasupokca y TMOAPOCTKOB U JETeH IMOCie OJHOKPATHOTO U
MHOTOKPAaTHOTO IMPHEMOB Obljla HHMXKE, YEM Y B3pPOCIHbIX MalMEHTOB. Y JeTed muazme 6 Jer
O6uonocTynmHoCTh HUXE Ha 50 %, 4eM y B3pOCIIbIX, OJTHAKO ATO HE UMEET KIIMHUYECKOTO 3HAYEHUS,

IMMOCKOJIBKY PCKUM NO3UPOBAHUS IPCIIapaTa YCTAHABINBAIOT MHAWUBUAYAJIBHO.

6. ®APMAIIEBTUUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOTraTeIbHbIX BelIECTB

Jledepazupokc-AMEJIAPT, 90 mr, TaOJIETKH, IIOKPBITHIE INIEHOYHON 000JIOYKOU

Mannurton
['unpono3a HU3KO3aMenIeHHAs

Kpemuus 1MOKCHI KOJITTOWAHBIN
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(NMOCNEOOBATENEHOCTE 0002)

ITonokcamep 188

Hatpus creapundymapar

Inenounas obonouxa (Onadpai® AMB II 6enviii 884180040)
[TomBunuoBsIA criupT (E1203)

Tanbk (ES53b)

Turana auokcun (E171)

JKUpHBIX KUCIIOT TIUICPUIbI THI |

Harpus naypuncyibdar

Jledepazupoxkc-AMEJIAPT, 180 mr, TaOJIeTKH, IIOKPLITHIE INIEHOYHON 000JI0YKOH

Mannuron

['unporno3a HU3KO3aMeIeHHAS
Kpemuust iMoKcuI KOJITOUAHBIN
ITonokcamep 188

Hatpus creapundymapar
Inenounas obonouxa (Onadpai® AMB II 6enviii 884180040)
[TormmBunmoBHIHA criupT (E1203)
Tanek (ES53b)

Tutana auoxcun (E171)

JKYpHBIX KUCIIOT MIIHIIEPHUIBI THIT 1
Hatpus naypuicynbdar

Jedepazupokc-AMEJTIAPT, 360 mr, TaOJIETKH, IIOKPLITHIE INIEHOYHON 000JI0YKOH

MannuTON

I'mnposno3a HU3K03aMeleHHas

KpemHus nuokcny KoJIouHbINn

ITosmokcamep 188

Harpus creapundymapar

Inenounas obonouxa (Onaopau® AMB II 6enviit 884180040)
[TonuBunumnossiit ciupt (E1203)

Tanbk (E5S53b)

Turana quokcun (E171)

JKMpHBIX KUCIOT IIMuepuas! Tyl |

Hatpus naypuncynsgar

6.2. HecoBMecTHMOCTE

He npumenumo.
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6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

3 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHuTh npu Temneparype He Baiie 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YIIAKOBKH

[To 30 wim 90 Tabnerok B OaHKY W3 MOJMATUIICHA BBICOKOW TUIOTHOCTU C 3aBUHYMBAOIICHCS
KPBIIIKOW U3 TOJIMATHIICHA WJIHM MOJUIPONUIICHA, C OCYIIUTENIEM MU 0e3 HEero, ¢ MpOKIaIKOH-
BKJIQIBIIIIEM HITH 0€3 Hee, C 3alIUTOl OT JeTeil i 0e3 3aluThl OT AETEH, ¢ KOHTPOJIEM IEPBOTO
BCKPBITHS MM 0€3 KOHTPOJIS IEPBOTO BCKPBITHSI.

[To 1 Ganke BMeCTE C IMCTKOM-BKJIAABIIIEM TOMEIIAIOT B MAYKy U3 KapTOHA.

6.6. Ocol0ble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUH  HMCIOJIH30BAHHOTO
JICKAPCTBEHHOI0 Npenapara WJIM  OTX0A0B, IMOJYYEHHBIX IIOCA€¢ NPHMEHEHHUs
JICKapCTBEHHOI'0 Npenapara u Apyrue MaHuIyJIsiiMU ¢ NpenapaToM

Becw ocraBmmiics JIEKapCTBEHHBIN MpenapaTr U OTXOJbI CIEAYET YHUUYTOXKHUTh B COOTBETCTBUH C

YCTAaHOBJICHHBIMH HAIMOHAJIBHBIM 3aKOHOJATCIIbCTBOM Tp€6OBaHI/I$IMI/I.

7. JAEPKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUA
Poccniickas @enepanus

000 «<-AMEJJIAPT»

109316, r. MockBa, Boarorpaackuii npocnexT, a. 42, k. 24, stax 2, koM. 11.1
Temn.: +7(495)-741-46-65

dakc: +7(495)-741-46-65

Anpec snekTponHo# mouThl: info@amedart.ru

7.1. IlpeacTaBuTeb AepiKATeJIs] PerHCTPALMOHHOIO YI0CTOBEPEHHUS

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJIATH 110 aApPECy.

Poccniickas @enepanns

000 «<AMEJIAPT»

109316, r. MockBa, Boarorpaackuit mpocnexT, 1. 42, k. 24, stax 2, kom. 11.1
Ten.: +7(495)-741-46-65

dakc: +7(495)-741-46-65

Anpec snekTponHO# mouThl: info@amedart.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA
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9. JATA  TEPBUYHON  PErMCTPAMMI"=" [RONTBEPKIEHIS

PEI'ICTPALIMU, TIEPEPEI'UCTPALIUN)

JlaTa nepBoi perucTpanuu:

10. JATA NIEPECMOTPA TEKCTA

OO0mas xapakTepucTuka jekapcTBeHHoro npenapara Jledepasupokc-AMEJIAPT nocrymna Ha

uH(pOpMallMOHHOM TMopTaje EBpasuiickoro »KOHOMHMYECKOTO COr03a B HH(OPMAIMOHHO-

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