COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 21.06.2023 N2 11562

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 7003

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
JA3BATUHUB-XUMPAP, 20 mr, Ta0JieTKH, TOKPHITHIE TUIEHOYHOH 000JI09KOH
JA3SATHUHUB-XVUMPAP, 50 mr, TabieTKH, TOKPHITHIC TNIEHOYHOM 000JIOUKOM
JA3SATHUHUB-XNUMPAP, 70 mr, TabNeTKH, TOKPHITHIE TNIEHOYHOM 000JIOUKOM
JA3BATUHUB-XUMPAP, 100 mr, TabneTKH, MOKPBITHIE INIEHOYHOW 000T0YKOM

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JleficTBy1O1II€€ BEIIECTBO: JAa3aTUHHO

JTASATUHUB-XMMPAP, 20 mr, Ta0JI€TKH, IOKPHITHIE IIIEHOYHOU 000JI0UYKOMI

Kaxxnast Tabnerka, mOKpbITasi INIEHOYHON 000J10UKOH, cofepxkuT 20 Mr 1a3atuHuoa.
BcrmomorarenbHbie BemecTBa, HAIMYME KOTOPHIX HAMO YYUTHIBATh B COCTAaBE JIEKAPCTBEHHOTO

npenapara: Jlaktosa (cm. pasuen 4.4.).

JASATUHUB-XMMPAP, 50 mr, Ta0JIeTKH, ITOKPBITHIE INIEHOYHON 000JI0OYKOH

Kaxxnas Tabnerka, moKpbITasi INIEHOYHON 000J10UKOH, cofepxkuT 50 Mr na3zatuHuoa.
BcrmomorarennHbIe BCIICCTBA, HAJIMYUC KOTOPBLIX HAAO YYUTBIBATH B COCTABC JICKAPCTBCHHOI'O

npenapara: jlaktosa (cMm. pasuen 4.4.).

JASATUHUB-XMMPAP, 70 mr, Ta0JIeTKH, IIOKPBITHIE INIEHOYHON 000JI0OYKOM

Kaxxnast Tabnerka, moKpbITas INIEHOYHON 000J10UKOH, cofepxkuT 70 Mr na3atuHuoa.
BcrmomorarennHbIe BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YYUTBIBATH B COCTABC JICKAPCTBCHHOTI'O

npenapara: 1akrosa (cM. paszzaen 4.4.).

JASATUHUB-XVMPAP, 100 mr, Ta0JIEeTKH, ITOKPBITHIE INIEHOYHON 000JIOYKOH

Kaxxnas tabnerka, moKpbITas MIEHOYHOU 000710UKOi, coaepkuT 100 mr nazatuauba.
BcmomoratenbHbIE BElIeCcTBa, HATMYHE KOTOPBIX HAJIO YYHTHIBATH B COCTAaBE JIEKAPCTBECHHOTO
npenapara: 1akrosa (cM. paszzaen 4.4.).

ITomupIit MEPCUCHb BCIIOMOI'aTCJIbHBIX BCHICCTB IIPUBCACH B pa3JiciIiC 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE MIIEHOYHOU 0007104YKOM

JTASATUHUB-XMMPAP, 20 mr, Ta0JI€TKHU, ITOKPHITHIE IJIEHOYHOU 000JI0UYKOM

Kpyrmbie TBOSKOBBIMYKITbIE TAOIETKHU, MOKPHITHIE TNICHOYHON 000JIOUKOM OEJI0Tr0 Wi TIOYTH OeNToro
1[BeTa, ¢ TpaBupoBKoi L Ha omHOM cTopoHe. Ha momepednom paspese sapo TabieTku O6enoro mim

[104TH OEI0r0 IBETA.
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JIABATUHUB-XUMPAP. 50 Mr, TaGuerki, nokpsitsie Hiettodfon-ugonedrbi - = | o 0003)

Kpyriibie 1BOSKOBBINTYKIIbIE TAOJIETKU, OKPHITHIE TFICHOYHOU 000JI0YKOI 6€10ro MM o4TH O6e10ro

nBera. Ha momepeunom paspese sipo TabiIeTky Oes1oro Mt HouTH OeJoro 1Bera.

JTASATUHUB-XMMPAP, 70 mr, Ta0JI€TKH, ITOKPBITHIE IJIEHOYHOU 000JI0UYKOM

Kpyribie TBOSKOBBIMYKIIbIC TAOIETKHU, MOKPHITHIE TNICHOYHON 000JIOUKOM OEI0ro Wik MoYTH OesIoro
[[BETAa C PUCKON Ha OJHOH cropoHe. Ha momepednoM paspese sapo TadJIeTK OeIOoro WM MOYTH
Oernoro 1BeTa.

Jlunus paznoma (pucka) He peAHa3HaueHa JJIs pa3iaMbIBaHUs TaOJIETKH.

JASATUHUB-XVMPAP, 100 mr, Ta0JIE€TKH, ITOKPBITHIE INIEHOYHON 000JI0UYKOHI

Kpyriibie 1BOSIKOBBITYKIIbIE TAOJICTKU, OKPHITHIE TFICHOYHOW 000JI0YKO# 6€10r0 Ml OYTH Oe10ro

nBera. Ha monepeunom paspese sipo TabIeTky OesIoro Wit HouTH OeJIoro [BeTa.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO

IIpenapatr JASATHUHNUBE-XMMPAP noka3zad K IpUMEHEHUIO V B3POCIBIX:

. Bnepssie BBISIBJICHHBIN XPOHHUYECKUI MHUEJIOJIEUKO03 c ITOJIOKUTEITBHOU
unanensduiickoit xpomocomoii (XMJI Ph*) B xponunueckoii dase;

o XMJI B xponmueckoil (Haze, ¢asze axcemepanuu Wi (aze MUCIOUIAHOTO WU
muM@ouaHOr0  ONACTHOTO KpHW3a TMPH  PE3UCTEHTHOCTH WM  HENepEeHOCUMOCTH
npeabLAyIIe Tepanu, BKIoYas IMaTHHHO;

. Octpbiif 1MM(OOIACTHBIN JIEHKO3 € MOJOXKUTEIbHON (unanenbuilckoii XpoMocoMOit

OJIJI Ph™) ipu pe3uCTEHTHOCTH WJIM HETIEPEHOCUMOCTH MPEIbIAYIIEH Teparui.
pu p p p y p

IIpemapar JASATUHUB-XMUMPAP mokasad K IOpHUMEHEHHIO YV JIETed B BO3pacTe OT 3 JO

18 ser:
. XMJI Ph" B xpoHnueckoii dase;
. Buepgbie BoisiBnennsiii OJIJI Ph* B koMOMHAIMK ¢ XHMHOTEpATTHEH.

4.2. PexxuMm 103MpoOBaHNs U c1IOCO0 MPUMEHEHUs!

Tepanm[ A0JDKHA MPOBOANTHECA BpaduOM, UMCIOIIUM OIIBIT JICUCHUSA TAIUCHTOB C JIEHKO3aMH.

PexuMm mo3upoBaHus

Pexomenoyemvie nauanvnvie 0o3zvl npenapama JJA3ATHUHUB-XUMPAP y e3pocibix:
. 100 mr 1 pa3 B 1eHb (yTpOM WJIM B€UepoM) B XpoHHUUecKoi daze XMJI;

. 140 mr 1 pa3 B 1eHb (YyTPOM HIIM BEUEPOM) B OCTANIBHBIX CITydasX.



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 21.06.2023 N= 11562

Pexomenoyemvie Hauanvbhvie 0036l npenappma JASATHER B PP O TEneE! no

nokazanusm XMJI Ph" 6 xponuueckoii ¢haze unu énepevie évissnennviii OJII Ph':

Hasnauenue m03bl mpemapara OCYIIECTBISICTCS HA OCHOBaHMM Beca peOeHKa, | pa3 B JCHb
(yrpom wunu Beuepom). llepepacuer [103bl JODKEH HPOBOAMTHCA KaxAble 3 Mecsla, IMpU
HEOOXOIUMOCTH — Yallle.

Pexomenayemass nHavanbHas cyrouyHas no3a mnpernapata JASATUHUB-XUMPAP s pereit
nokaszana B Tabnuue 1.

Taoauna 1
Ho3uposka npenapara JASATUHUB-XUMPAP 111 naniueHToOB J€TCKOr0 BO3pacra ¢
XMJI Ph* B xpounueckoii ¢paze miau OJLJI Ph*

Bec Tena (kr) CyTouHas 103a (Mr)
Ot 10 1o 20 xr 40 mr
Ot 20 1o 30 kr 60 Mmr
Ot 30 no 45 xr 70 Mr
45 xr u 6onee 100 mr

[Ipenapar JASATUHUB-XUMPAP He cnenyer nmpuMeHsATh y JeTel B Bo3pacTe 10 3-X JIeT U
Maccoii Tena menee 10 kr mo nokazanusm XMJI Ph* B xponunueckoii ¢aze win OJUI Ph* s
JTAaHHOMW JIEKapCTBEHHOH (OPMBI.

bezonacHocTh ¥ 3QdeKTUBHOCTh y NeTeil B Bo3pacTe A0 18 meT mo JpyruM MOKa3aHUsSM Ha

,HaHHLIﬁ MOMCHT HC YCTaHOBJICHBI. I[aHHBIC OTCYTCTBYIOT.

Jnumenvrocms nevenus

B ximanuecknx uccnenopanusx (KW) neuenne na3atmHrOOM B3pOCibIX manuenTos ¢ XMJI Ph*
B XxpoHudeckoil ¢aze, XMJI B daze akcenepauuu, MuenobiaacTHOro Jmb6o JuMGpoOIacTHOrO
kpusa (no3auss pasa 3adonesanus) win OJIJI Ph™ u neauarpuyeckux namuenros ¢ XMJI Ph' B
XpOHHYECKOH (ha3e MPOIOIHKAIOCH JI0 MPOTPECCHPOBAHUS 3a00JIEBaHUS WM HETIEPEHOCHMOCTH
JIEKapCTBEHHOTO Tperapara.

[TocnencTBust OTMEHBI Tepanuy ¢ TOYKU 3pEHHUs JOJTOCPOYHOTO MPOTHO3a 3a00J€BaHMsS MOCIe
JOCTMDKEHUSI IIUTOT€HETHMUYECKOTO WM MOJIEKYJSIpHOTO OTBeTa (B TOM 4HCJIE IIOJHOTO
nurorenernueckoro orsera (I[1LO), 6ompioro monekynspHoro oreera (BMO)) He nzyyanuce.

B KU y neauarpuueckux namuentos ¢ OJIJT Ph™ na3atnHu6 HasHavalk B TIOCTOSHHOM PEXKHUME
B JIOTNOJIHEHUE K TOCJIEJOBATEIbHBIM IIMKJIaM OCHOBHOM XMMHOTEPANUU HA MPOTHKCHUM HE
6onee 2ner. B cimyuyae mocnemyromiei mnepecagkd CTBOJOBBIX KIETOK Ja3aTMHUO MOXHO
NIPUMEHSTH elIe B TeueHue | roja mocie TpaHCIUTaHTallHH.

VYBennyeHne WM YMEHBIICHHE JT03bI MOXKET OBITh PEKOMEHIIOBAHO C yYETOM KIMHHYECKOTO

OTBCTA U IICPECHOCUMOCTHU IpCriapara IalucHTOM.
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Iosviuienue 003bl y 63p0Ciblx (NOCNEOOBATENEHOCTE 0003)

B ciydae oTcyTCTBUS TeéMaTONIOTMYECKOTO I IIUTOT€HETHYECKOTO OTBETA MPU PEKOMEHTyeMOM
HA4aJIbHOM 103€ BO3MOKHO yBenuueHue 1036l npenapara JASATUHUB-XUMPAP no:

. 140 mr 1 pa3 B geHb (YTpOM MM BEYEPOM) IIPH XpoHUUecKoi (aze XMJI u OJIJI Ph™;

. 180 mr 1 pa3 B aeHs (yTpoMm wim Bedepom) rpu no3auux dazax XMJI (daza akcenepanun

viu OnactHoro kpusa) unu OJIJT Ph'.

Tosvluenue 0ozvl y oemetl

B cityuae oTCyTCTBHSI FeMaTOJ0TM4ECKOr0, IUTOI€HETHUECKOT0 MIIM MOJIEKYJISIPHOTO OTBETA MPU
PEKOMEHyEMOM HavanbHOM 103e y mnamueHtoB ¢ XMJI Ph™ B xponumueckoit ¢ase, mpu
IIEPEHOCUMOCTH TEpanuu BO3MOXKHO yBenuueHue 1o3bl npenapara JASATUHUB-XVUMPAP,

cM. Tabnuiy 2.

Taoauna 2
IoBeIeHne 10351 A5 NeguaTpuYecKux nauentos ¢ XMJI Ph* B xponuueckoii paze
Jo3a (MakcuMajibHas 1032 B CYTKH)
HavyaJbHas 103a ACKaAJANUA
Ta0JeTKH 40 Mr 50 mr
60 mr 70 mr
70 mr 90 mr
100 mr 120 mr

He pekoMeHayeTcs MOBBIMIEHUE J03bI alMeHTaM JeTckoro Bospacta ¢ OJIJI Ph', tak xak y

TaKuX IIalITUCHTOB )laSaTI/IHI/I6 MPUMCEHACTCA COBMCCTHO € KypCaMH XUMUOTCPAIINH.

Koppexyus 0o3v1 6cnedcmeue nexceramenbHulx peakyuil

Muenocynpeccus 3pocivie/demu

[Tpu muenocynpeccun clieAyeT YMEHBLIMTH 103y, MpepBaTh TEPaNUI0 HJIM OTMEHUTH ee. B
cllyyae  HEOOXOAMMOCTH  CIIEAyeT TPOBECTH  TPAHCPY3UIO  TPOMOOLMTAPHOW WK
APUTPOLUTAPHOM Macchl. [Ipum  yCTOWYMBON MHMEIOCYNPECCMU BO3MOXXHO TMPUMEHEHHE
reMONOATHYECKUX (PaKTOPOB POCTA.

PekomeHnanu 1o HM3MEHEHHUIO J103bl Y B3POCIBIX TMpHUBEIEHbl B Tabmuie 3, a y Jered c
XMJIPh" B xponmueckoil (ase — B Tabmuie 4. Pexomenmanmu mis npereir ¢ OJUJI Ph',
MOJTYYalOIUX JICYeHHEe B KOMOWHAIMM C XWMHUOTEpanmuel, MpUBEACHB B OTACIHFHOM ab3are

[1ocJjie TaOJIuIL.
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(MOCNEOQBATENEHOCT I[";&;[';;iha 3

Koppexnust 103b1 IPH HEHTPONIEHNH U TPOMOOLMTONEHNH Y B3POCJIBIX

Xponuueckasn
XMIT
(nauanvhasn
100 mz 1 pa3 6 oenv)

daza

003a

[Tpu a0COIIOTHOM
gucine  HeUTpodmion
<0,5%10°/n wm

qHuciIe  TPOMOOIIMTOB

<50x10°/n

1. Cpenarp 1mepepplB B JICUEHUU
npenapatoM JJA3ATUHUB-XMMPAP no
JOCTUKEHUS a0COIOTHOTO
Heiitpopunos  >1,0x10%1
TPOMOOITUTOB >50%10%/m.

2. BO0300HOBUTH Tepamui B MPEKHEH

qucia
qucia

JIo3e.

3. Ilpu
<25%10°/n w/umu penuauBe aGCOMIOTHOTO
<0,5%10%/1,
HaOJIIOArOIINXCS 7 nHEH,
MOBTOPHTH IIar 1 ¥ BO30OHOBUTH JICUCHUE
B yMeHblIeHHOW no3e 80 mr | pa3 B JeHb
I BTOporo smm3oma. Jimsa  Tperbero
AMU30/1a TOMOJHUTEIIHO YMEHBIIUTE 03y

KOJIMYECTBE  TPOMOOIIUTOB

qucia HEUTpOUIOB
Oonee

no 50 mr 1 pa3 B neHb (1S MALUEHTOB C
BIICPBbIC BBISIBICHHBIM JIHAarHO30M) HWJIH
(mns
PE3UCTEHTHOCTHIO

IIPEKPATUTh IALEHTOB c
WIN
HEIIEPEHOCUMOCTBIO  INPEALIECTBYIOIIEH

Tepanuu, BKIIIOYast HMAaTHHHUO).

XMJI (8
akcenepayuu
onacmmnozo Kpusza) u
OJLT Ph*

(HauanvHan
140 m2 1 pa3 6 oenn)

dasze
unu

003a

[Tpu a0COJIFOTHOM
qucie  HeUTpodmion
<0,5%x10°/n wn

yucie  TPOMOOILMTOB

<10x10°/n

1.  VYcraHoBuTb,  O0yClIOBIE€HA  JH
LUTONEHUS JIEWKO30M (acmupauus WIn
OHMOIICHS KOCTHOTO MO3Ta).

2. Ecam nuTomeHuss He CBfi3aHa C
JeMKO30M, JIeUeHue cieayeT MpepBaTh 10
JOCTUKECHUS abCOoIIIOTHOTO qrcia
Heiitpopunos  >1,0x10°1  um  umcna
TPOMOOIIUTOB >20%10°/1 ¥ BO30GHOBHTH
TEpaIuIo B IIPEXKHEN J03€.

3. B cnyuae penuauBa UTONEHUH CIIEAYET
MOBTOPUTH IIar 1 ¥ BO30OHOBUTH TEPATUIO
B cHmwkeHHou mo3ze 100 mr 1 pa3 B jaeHb
(BTOpO# »nm3oxa) win 80 mr 1 pa3 B AeHb
(TpeTuii anu300).

4. Ecnu BO3HMKIIAs IIUTONEHUS CBS3aHA C
JENKO30M, CIEAYET PAcCMOTPETh BOIIPOC
00 yBenuueHuu 7036l 70 180 mr 1 pa3 B

JACHB.
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on6ouul St L B O Ta B o

XDOHUYECKOU qba3e

1. Ecnu uuTomeHust coxpansercst Oojee 3 HEAeNb, CIEAyeT YCTaHOBUTb, OOYCJIOBJIECHA JIH

OUTOIICHUA JIEKO30M (aCHI/IpaHI/IH WJIK OMOIICHS KOCTHOI'O MOSI‘a).

2. Ecmm OUTOIICHUA HE CBA3aHa C HeﬁKOSOM, CaciaTb NEPCPbIB B JICUCHHUHU IIp€riapaToM

JA3ATUHUB-XUMPAP 1o moctukenus abGCONIOTHOTO uyucaa HeiTpodumo >1,0x10%/m u

gpcIa TPOMOOIMTOB >75%10%/11 M BO30OHOBUTE TEPAIHIO B IPEKHEH MITH CHIKEHHOI J103€.

3. B ciyuae penuanBa HUTONEHUH CIIEAYET CHOBA YOUTHCS B IPUPOJIE IIUTONIEHUH (aCTIupalus

HJIM OMOIICHS KOCTHOI'O M031"a) 1 BO30OHOBHUTH TEPAIIUIO B CHMIKEHHOM J03¢€.

Taoauna 4

PexoMeH10BaHHAsI cCXeMa CHUKEHHSI MAKCUMAJILHOI CyTO4HOii 10361 mpu XMJI Ph* B

XpoHHYeCKoi (pa3e y nereit

Hcxoanas no3a [TepBuunoe cHkeHHE 10361 | [IOBTOpHOE CHMIKEHHE JT03bI
40 mr 20 mr *
60 mMr 40 mr 20 Mr
70 mr 60 mr 50 mr
100 mr 80 mr 70 Mr

* — MEHbIIIas 71032 B TaOJIETKaX HEJAOCTYITHA.

V nmereit ¢ XMJIPh" B xpouuueckoii (ase, eciu HEWTPONEHUs >3 CTENEHH WM
TPOMOOIIMTONICHUSI PEUUANBUPYIOT BO BpeMs IOJHOro remaroiorudeckoro otsera (I11°0),
neyenne npenapatom JIASATUHUB-XVMMPAP cnegyer mnpepBarh, a 3aTeM MOXHO
BO300HOBUTH B CHMKEHHOM J103e. BpeMeHHOe CHMKEeHME J03bl ITPH NMPOMEXYTOUYHBIX CTENEHSX

LUTOIEHNH U peakliiy Ha 3a00sieBaHMe CIelyeT IPOBOJUTH 110 Mepe HEOOXOJUMOCTH.

Koppexuus 00361 npu Hetimponenuu u mpombouumonenuu v demeti ¢ OJIJI Ph*

Jlis nenuarpudeckux nanuedtoB ¢ OJIJI Ph™ usMmeHenue 103b1 HE PEKOMEHIYETCS B CIydasx
reMaToJIOTHUeCKO TOKCHYHOCTH 1—4 crenenu. Ecnu HelTponeHus: W/WiyM HUTONEHUS TPUBOAST
K 3a/Iep>KKe clieAyroliero 6yioka tepanuu o6osee yem Ha 14 nHeH, 1edeHne qa3aTHHUOOM clieyeT
npepBaTh U BO3OOHOBUTH TEPAINUIO B TOH JK€ JI03€ MOCIe Havyalla CIeNYIOIero 0J0Ka JeueHHs.
Ecnu HeliTponeHuss w/uiau TPOMOOLMTONEHUS COXPAHSIOTCS, a CIEAYIOUMH OJIOK JieueHus
OTKJIa/IbIBaeTCsl elle Ha 7 JHeH, HeoO0XOAMMO MPOBECTU MCCIEIOBAHHWE KOCTHOTO MO3ra JJis
OIICHKM HAIOJHEHUs KIETKAaMH W TPOLEHTHOTO COJAEpXaHWs ONacTHBIX KIEeTOK. Ecnm
coaepxanue kietok meHee 10 %, crmenyer mpuOCTaHOBUTH JIeUCHUE Ja3aTHHUOOM 0 TEX TOp,
ToKa abCONIOTHOE YUCIIO HEHTPO(UIOB He JOCTHrHeT 3HaueHus >500/mxi (0,5%x10°/1), mocne
4ero Tepanuio BO30OHOBIAIOT B cTaHAapTHOM no3e. Eciu conmepxkanume kierok 6oixee 10 %,

MOXXHO paCcCMOTPETh BO3MOKHOCTD ITPOAOJIZKCHUA JICUCHUA )IaSaTI/IHI/I6OM.
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“

Hezcemamonoauueckue nesrcenamenvible peaky

IIpy pa3BUTUM yMEPEHHBIX HEreMaTOJIOIMUECKUX HEXKENaTelIbHbIX peakiuuil (2 creneHu)
JIEYEHUE CJEeNyeT IPUOCTAHOBUTH JI0 TEX I10P, I10KA PEaKLMs HE pa3pelInTCs UM HE BEPHETCS K
UCXOJHOMY YpOBHIO. JleueHHe BO300HOBIIAIOT B IPEKHEH 1103€, €ciau 3TO MEpBbIN ciydait
HE)KEJIATCJIIbBHOM PEAKLUM, II0CIE€ IIOBTOPHBIX CIIy4aeB PEKOMEHAYETCS CHUKCHHE J03bl
na3aTHHUOA.

[Tpu pa3sBUTHM TSAKENIBIX HETEMAaTOJIOIMUYECKMX HEXeJaTelbHbIX peakuusax (3 wim 4 creneHu)
JICYEHUE IPUOCTAHABIMBAIOT 10 MCYE3HOBEHUS CUMIITOMOB HEXEJIATEIBHON PEAKLUM WU 10
YIYUIIEHUs COCTOSHUS MalueHTa. JledeHne MO>XKHO BO30OHOBUTDH B CHHIKEHHOM J103€.

VY B3pocibix nanueHToB ¢ XMJI 103y pekomenyercsi chu3uth co 100 mr 1 pa3 B gens 10 80 mr
1 pa3 B neHs, a mpu HeoOXxoauMocTH aonoiaautenbHo ¢ 80 mr 1 pa3 B nens g0 50 mr 1 pa3 B
NeHb. Y B3pOCIbIX HalMEHTOB ¢ no3auuMu (pazamu XMJI win OJUI Ph', nonyuaromux 140 mr
l pa3 B JneHb, pekoMmeHuayeTcsi cHuwxkeHue ao03bl 10 100 mMr 1 pa3 B neHp u janee, eciu
norpedyercs, To co 100 mr 1 pa3 B nenp 10 50 Mr 1 pa3 B 1eHb.

V mauuento aerckoro Bospacra ¢ XMJI Ph' B xponudeckoii (ase ¢ HEreMaroJOrHYECKUMH
HE)KEJIATCIIbHBIMM ~ PEaKLUsAMU  CHIDKEHHE J03bl  JIOJDKHO  IIPOBOJUTHCS — AHAJOTUYHO
PEKOMEHALMsAM, NPHUBEICHHBIM BBIIIE JUISI CHIJKEHUS JO03bl IIPU I'eMaTOJIOIMYECKHX
HE)KEJIaTEeJIbHbIX PEaKIUsIX.

[Ipy MOSBIEHUM HEreMAaTONOIMYECKUX HEXeNaTeNbHbIX peakiuil y gereit ¢ OJIJI Ph' cnemyer
CHW)XKATh O3y HA OJMH yPOBEHb B COOTBETCTBUHU C PEKOMEHAALMSAMM 10 CHUKEHUIO O3Bl JUIS
reMaTOJIOTHUECKUX HEXeNaTeNbHbIX peaklui (OMUCaHbl BbIIE). 32 MCKIIOYEHUEM HapylIeHHH
(GYHKIMY NTEYEHH B CITyyae HEreMaToJIOTHYECKUX HEXKeNaTeIbHbIX peaKkluii >3 CTENeH! TSHKECTU
y nereii ¢ OJIJI Ph™ nedenue M0MKHO OBITH IPUOCTAHOBIIEHO, U MOXKET OBITh BO30OHOBIEHO B
CHI)KEHHOH J103€ IOCJIE YMEHBUICHMSI TSDKECTH HEKeNaTeNbHbIX peakiuil 1o <1 crenenu. Ecin
KOHIIEHTpalusi npsMoro OwnupyOuHa Oojiee ueM B 5 pa3 BbIlIE BEpXHEW TIpPaHUIBI HOPMBI
(BI'H), Tepanuio OTMEHSIOT 1O TE€X IOp, MOKAa 3TOT IOKa3aTelb HE BEPHETCS K HCXOAHOMY
YPOBHIO WM TSKECTh HEXKENaTeNIbHOM peakuuu He yMeHbluTcs 10 <1 crenenu. Ilpu
nosbineHnn aktuBHoctd ACT/AJIT Gonee BI'H B 15 pa3 Taxke HeoOXxoanma NPUOCTAaHOBKA
TEpanuy 10 BO3BPALLEHUS K HCXOJHBIM 3HAUEHUSM WM CHWKEHUS TSHKECTH HEKEIATeIbHOU
peakiuu a0 <l crenenu. llpu peuuguBe nom0OHBIX HapyHIeHUM (QYHKIMHM IE€YEHH IOCie

BO300HOBJICHHS TEPAIMK Ja3aTHHUOOM /103y IIpenapara cielyeT CHU3HTb.

Ilnespanvhblii sbinom

B CJIy4ac OUArHoCTUKU IJICBPAJIBHOI'O BBINIOTA JICUCHUC IIa3aTI/IHI/I6OM CJIeayeT npepBarb A0
06CJ'IGJIOB3HI/ISI MmanuceHTa W HWCUC3HOBCHHA CHMIITOMOB MJIM BO3BpAllCHUA CTCIICHU UWX

BBIPAXKCHHOCTH K HMCXOAHOMY YPOBHIO. Ecmm OIHN30J] HC KYINUPYCTCA B TCUCHUC IMPUMEPHO
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OJTHOW HEJIENH, TO CJIIETYET PACCMOTPETh MPUMEHEHHE nﬁ%m@' it E%&'&J@Hﬁéﬁ%ﬂﬂ

o0eux TPyII mpenaparoB OAHOBpeMeHHO (cM. paszaen 4.4 u 4.8). Ilocne pasperieHus epBoro
AMH30J[a CIEAyeT PacCMOTPETh BONPOC O BO30OHOBICHHM TEpalmuH Aa3aTHHUOOM B paHee
npuMmeHsiBielics ngoze. Ilocne paspemieHus MOCIEAYIOMUX SHU30J0B ClIeyeT MOBTOPHO
MPUMEHSTh Ja3aTUHUO B J103€, CHUKEHHON Ha OJMH YPOBEHb.

[Tocne pazpemienus Tsokenaoro (3 win 4 CTENeHn) 3MU30/1a TPU HEOOXOAUMOCTHU JICUEHHUE MOKET
OBITh BO30OHOBJIICHO B YMEHBIIICHHON /03¢ B 3aBHCHUMOCTH OT HCXOJHOHW CTENEHU TSHKECTH

HEXeJIaTeIIbHON p€aKkunu.

Koppexuus 003bl npu _conymcmeyrouem ucnojilb306aHul CuilbHblx uH2u6um0p06 u30d)epMeHma

CYP344

Crnenyer wus0eratb OJHOBPEMEHHOTO NPUMEHEHHS CHIIBHBIX WHTHOMTOPOB H30(epMeHTa
CYP3A4 u coka rpeiindpyra ¢ mazatuanOom (cm. pasnen 4.5). Ecnu Bo3MoOXHO, ciieqyer
BBIOMPATh AJIbTCPHATUBHYIO TEPAIUIO0 0€3 WM ¢ MUHUMAIBHBIM MOTEHI[MAJIOM WHTHOMPOBAHUS
mzopepmenra CYP3A4. Eciu HeoOXoAMMO OJHOBPEMEHHOE IPUMEHEHHE Ha3aTWHUOA W

cuibHbIX HHIHOUTOpOoB CYP3A4, cnenyer paccMOTPETh YMEHbBILIEHUE J103bI:

) 40 Mr npu cyTouHO# no3e nazarunuba 140 mr;
. 20 mr ipu cyTo4HOM 03¢ nazarnanba 100 mr;
o 20 Mr npu CyTO4HO# 03¢ nazatuanba 70 Mmr.

[Ipu ucnonb3oBanuu gazaruauba B n103e 60 mr unu 40 mMr ciaeayeT paccCMOTPETh BO3MOXKHOCTh
NPUOCTAHOBIICHHS JICYCHHUSI Ja3aTMHUOOM JO0 NpPEKpaIleHUs Tepanud C HCIOJIb30BaHUEM
uHrn6uropoB nzopepmenta CYP3A4. Bo3oOHOBiIEHHE Tepanuu BO3MOXKHO uepe3 | Henento
noclie MpeKpamieHus ucronb3oBanus naruoutopos CYP3A4.

[Ipenmonaraercd, 4YTO CHWXKEHHE J03bl Ja3aTMHMOA MpHUBEAYT IUIOMIAAb IO KpPUBOH
«xoHueHTpanusa-spems» (AUC) no 3Hauenuid, HaOmomaembix 0Oe3 umHTHOUTOpOB CYP3A4,
OJIHAKO KJIMHUYECKHE JaHHBbIE C TO0J00HOM KOppeKuHed 103bl OTCYTCTBYIOT Yy IallUEHTOB,
noayvaromux cuibHble HHIHOUTOpsl CYP3A4. B ciiydyae HEMepeHOCUMOCTH CHUKEHHOW J103bI
Ja3aTuHUOA CJleayeT TMpeKpaTUTh NpUMEHeHue CuibHbIX uHTHOUTOpoB CYP3A4 wmm
IPUOCTAHOBUTH HCIIOJIb30BAHME Ja3aTMHHOA 10 MpeKpalleHUuss NPUMEHEHUsS WHIHOUTOpPOB
CYP3A4. Bo3o6HOBieHHE pueMa J1Ja3aTUHUO0A BO3MOXKHO uepe3 1 Hesento rnocie npekpameHus

npuema uaruoutopo CYP3A4.

Oco0bIe I'pynnbl DaMCHTOB

HpuMeHeHuey nayuermoes noasNCujs10c0 sospacma
Knnandeckn 3HaYMMBIX pa3n1/1qm?1 B (I)apMaKOKI/IHeTI/IKC Yy HOKHWJIBIX TMMAIIUCHTOB HE BBIABJICHO,

M03TOMY KOPPEKILIUHU J03bl HE TpedyeTcsl.
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IIpumenenue npu napywenuu gyukyuu nevexu

[TatenTs! ¢ HapymeHueM (YHKIMM MEYEHHU JIETKOW, CpeAHEW WM TSHKEIOH CTETEeHU MOTYT
HOTy4aTb PEKOMEHAYEMYI0 HauyalbHyl 103y. OpHako Aa3aTMHUO ClenyeT NPUMEHSTh C

OCTOPOKHOCTBIO Y MalMEHTOB C MEYEHOYHON HEJOCTATOYHOCTRIO (CM. pa3zen 5.2).

Ilpumenenue npu napyuwienuu @GyHKyuyu nouex

KW nazatmanba y NanMEeHTOB CO CHW)KEHHOW (YHKIMEH MOo4YeK He NpoBOIWINCH. U3
UCCIICIOBAaHHUS TAIlMEHTOB C BIEPBbIE JAMArHOCTHPOBAHHOW XpoHWYeckoi ¢azoit XMJI
WCKJIIOYAJIMCh TAlMeHThl C KOHIIEHTpalluel KpeaTuHWHa B CbiBOpoTke >3 pa3 BI'H, a u3
WCCJICIOBAaHUS Y TIAIMEHTOB C XpoHWdeckod (azoit XMJI ¢ pe3UCTEHTHOCTHIO WU
HENEPEHOCUMOCTh MPEIIIECTBYIOIIEH Tepanuu HUMaTUHUOOM HCKIIOYAIM HAlUEHTOB C
KOHIIEHTpaluel KpeaTMHHHAa B cbIBOpoTKe >1,5 paza BI'H. Ilockonbky mHOY€YHBIN KIUpPEHC
na3aTuHUOA U ero MeTaboIuToB cocTapisieT <4 %, y MalleHTOB ¢ TOYEYHON HETOCTATOYHOCTHIO

HEC OXXUAACTCsA CHUKXCHUA OGH.[CFO KIIMPCHCA.

Cnoco0 nnpuMeHeHus

[Tpenapat JASATUHUB-XVIMPAP cienyer npuHUMATh TOJIBKO IEPOPATIBHO.

Tabnerku, NHOKpBITBIE OOOJOYKOM, HENIb3sl H3MebuaTh, pa3pe3aTb WINM JKEBaTh, YTOOBI
HOJ/IepKaTh MPaBUIIbHBIE JO3UPOBKM U MUHMMU3UPOBATh PUCK BO3AECHCTBHS HAa KOXY; TaOJIETKU
CJIeZlyeT MPOTJIaThIBaTh LETUKOM. TaOlIeTKH, MOKPHITEIE 000JI0UKOM, HE CIenyeT U3MeNbyarhb,
IIOCKOJIBKY CHUCTEMHAasi SKCIIO3MLIMS y MallMeHTOB, MPUHSABLIMX M3MEIbUEHHBIE TaOJETKU HUXKE
TaKOBOH, YeM y MaIlUEHTOB, IPOTJIOTUBIIHX IIETYI0 TaOJIETKY.

TabneTku MOXHO MPUHUMATh HE3aBUCHMO OT MpHEeMa MHIIM M Ha MOCTOSHHOW OCHOBE JHOO
yrpoMm, aubo BeuepoMm (cM. paznen 5.2). Ilpemapar JA3ATUHUB-XUMPAP Henw3s

OJIHOBPEMEHHO MPUHUMATh C IpeinpyTom win rpedndpyToBsIM COKOM (CM. paznen 4.5).

4.3. IlpoTuBONOKA3aHUSA
e [ umepuyyBCTBUTENBHOCTh K J1a3aTUHUOY WJIM K JIOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,

IIEPEYUCIICHHBIX B paszaene 6.1.
4.4. OcoOble yka3aHMs M Mepbl NPEI0CTOPOKHOCTH NPH NPUMEHEHUH

Muenocynpeccus

[Ipu nedyeHun na3aTUHUOOM MOTYT BO3HHMKAaTh TSDKEIble TPOMOOLUTONEHHS, aHEeMHUs U
HelTporeHus. Yamie OHM PETUCTPUPYIOTCA Yy MalMEHTOB ¢ mo3aHumu ¢dazamu XMJI wim
OJUJI Ph', 4eM y nmai@eHToB ¢ XpoHudeckoi dazoit XMJI.

[Ipu MoHOTepanmuu Aa3aTUHUOOM B3POCIBIX MNAUEHTOB C Mo3gHUMHU (aszamu XMJI wnmm
OJUI Ph" monHplii KIMHWUYECKMU aHAiM3 KPOBM HEOOXOAMMO IIPOBOIUTH EKEHENENBHO Ha

MMPOTAKCHUUN IICPBBIX 2 MCCAICB, a 1aJI€C CXKEMCCAYHO UM 110 KIMHUYCCKHUM ITOKa3aHUAM.
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aHaJIu3 KPOBHM CJEAyeT MPOBOJUTH Kaxble 2 HeAenu ImepBble 12 Henenb JeUeHUs, 3aTreM
KaXable 3 Mecslla WIM 10 KIMHWUYECKUM IOKa3aHWsM. Y B3POCIBIX NAIMEHTOB C MO3JHUMU
dazamu XMJI umu OJIJI Ph'™ npu MoHoTepanuu na3aTHHKMOOM aHaau3 KPOBH CIIEAYET IIOBTOPSThH
€XKEHEACIIbHO INIEpPBbIE 2 MeCslla JIEUEHHUs, 3aTeM — EXKEMECSYHO WIM [0 KIMHUYECKUM
nokasanusam. [lpu nedennu aereii ¢ OJUJI Ph' xomOunaumeidl nasatvau®a U XMMHOTEPAIUM
NOJHBIA KIMHUYECKHH aHalIM3 KPOBU CJEIyeT MPOBOJIUTH Iepe] HayajloM KaKIoro OJoka
XUMHUOTEPANUM U 1O KIMHUYECKUM MOKa3aHUsM. Bo BpeMsi KypcOB XMMHUOTEpanuy aHAIU3
KPOBH HEOOXOJIMMO MOBTOPATH KaKIble 2 JHS O BOCCTAHOBJICHHS IOKa3aTelel. YTHeTeHue
KOCTHOTO MO3ra 0OOBIYHO 00paTUMO W MPOXOAUT MPU BPEMEHHON OTMEHE WMJIM CHUKCHUU JI03BI

nazatuHuoa.

Kposomeuenus

VY manueHToB ¢ xpoHuueckoil (azoii XMJI, monydaBmux 1a3aTuHuO, CIy4aluch KPOBOTCUECHHUS
3 win 4 crenenu. Y manueHToB ¢ nmo3aHuMu craauaMu XMJI wim OJIJI Ph™ 6butn oTMeueHbl
CIIyYaH TSDKEJBIX KPOBOU3IUSHUN B IICHTPAIBHYIO HEPBHYIO CHCTEMY (B TOM YHCIE (paTAIBHEIC).
Tsxenble KenyI0UHO-KHUILIEYHbIE KPOBOTEUEHHUA 3 Wi 4 CTENIEHH OTMEUYEHBI Y 4 % NMalueHToB ¢
no3aaumu craausiMu XMJL. [lpu TskenbIX KemyJaoYHO-KUIIEYHBIX KPOBOTEUEHHSIX BPEMEHHO
MPUOCTAHABIMBAIOT TEPANUIO U MPUMEHSIOT TeMoTpaHcdy3uto. Jpyrue Tskenbie KpOBOTCUEHUS
3aperucTpupoBanbl y 2 % manueHToB. BONBIIMHCTBO CllydaeB KPOBOTCUECHUM CBSI3aHBI C
TsoKenol  TpombOouuTonenued. Ilpemaparsl, uHruOupytommpe QYHKIUH TPOMOOIUTOB, U

AHTHUKOATr'YJIAHTHI CJICAYCT NPUHUMATL C OCTOPOKHOCTBIO.

3aoeporcka Hcuoxkocmu

[Ipu mnpueme na3zaTuHMOa MoOKET HaOIMOAAThCs 3alepikka KuakocTh. Cpean B3pOCIHbIX
NalMEHTOB C BIEpBbIe BhIABIEHHBIM XMJI Ph' 3amepikka JKMIKOCTH TSOKEIOM CTENeHH
HaOmroanack y 5 % naiueHToB.

V B3pocibIX ¢ BrEpBbie BhIABIEHHBIM XMJI Ph' npu pe3ucTeHTHOCTH K MMATHMHMOY WM €ro
HENEPEHOCUMOCTBIO  3aJIep’KKa JKMJIKOCTH Tshkesnol crenmeHu (3 wim 4 cteneHu) Obuia
3aperucTpupoBana y 6 %. Y B3pocibIX ManueHToB ¢ mo3aaumu daszamu XMJT wiu OJIJI Ph*
3a/IepiKKa KUAKOCTU TSDKENOW CTemeHW HaOmroaanach B 8 % cioydyaeB, BKIIIOYAsl BBHIPAKEHHBIN
MJICBPAIBHBIA W TIEpUKApAUATbHBIA BHIMOT y 7% u 1% TanueHToB, COOTBETCTBEHHO.
BbipakeHHBI acIUT W TeHEpaJu30BaHHBIM OTEK pa3BUIUCh Yy MeHee | % MaluueHToB ¢
PE3UCTEHTHOCThIO K uMaTHHUOY. Y 1% DanueHToB C pPe3UCTEeHTHOCThIO K HMMAaTHHHOY

3apCrucTpupoOBaH TSDKEJIBINA OTEK JIETKHUX.
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PEHTICHOJIOTUYECKUN KOHTPOJb OPraHOB TPYAHON KIETKU. 3agepiKa >KUIKOCTH OOBIYHO
KYIUpPYETCsl MPU NMPUMEHEHUM TOAJIEPKUBAIOIIEH TEpallMuy C BKIIOUEHUEM JIMYPETUKOB WU
KOPOTKOTO Kypca TJIFOKOKOPTUKOCTepou10B. Ilpu BbIpaK€HHOM IUIEBPajIbHOM BBIIIOTE
TpeOOBaIMCh OKCUI€HOTEpamnus U TOPaKOLEHTe3. 3a/iepikKKa >KMIKOCTH Habirojanach yaiie y
NAUEHTOB, IPUHUMAIOIIUX ITpenapar 2 pa3a B I€Hb.

Takue HeXenaTelbHbIE PEAKIMU KaK 33JepKKa >KUAKOCTH, OJIBIIIKA, OBICTpas yTOMIISIEMOCTb,
IUIEBPaJbHBIA BBINOT, KallleJdb, KPOBOTEUYEHHUS B HIKHHUX OTJEJaX KEIYyJAOYHO-KHIIEYHOTO
tpakta (KKT), Hapymienus anmeTuTa, B3IyTHE >KMBOTA, FOJOBOKPYKEHHUE, MEepUKAPAUaIbHBIN
BBIIIOT, 3acTOMHAs cepleyHas HEJOCTaTOYHOCTb, CHU)KEHUE BeEca, 4Yallle BCTPEYaroTCs Yy
NAIMEeHTOB cTapmie 65 JeT, Mmo3ToMy cieayeT oOecneuuTh TIiaTeabHOe HaOIroaeHne 3a

nanueHTamMu ,HaHHOﬁ B03paCTHOI71 TPYIIIIBI.

Yonunenue unmepeana QT

VY nunenne QT unTepBana Habm0ga10Ch MeHee YeM y 1 % ManueHToB ¢ BIIEPBbIE BBISIBICHHBIM
XMJI Ph* B xpoHuueckoil (ase, MOMyYaBlUIMX AA3aTHHUO, IPH STOM YUIMHEHUE COCTABUIIO B
cpeaneM 3,0 mc. Yanunenue QT uHTepBaia npu JIe4eHUH Ja3aTHHUOOM Haburo1aioch y Gonee
yeM 1 % nanueHToB ¢ pe3UCTEHTHOCTHIO WK HETIEPEHOCUMOCTBIO TepAalluil UMAaTUHUOOM.
JlazaTuHu® cregyer HCIOJIb30BaTh C OCTOPOXKHOCTBIO MMauueHTaM ¢  yanuHeHHbIM QT
MHTEPBAJIOM WM C PUCKOM €ro YyJ/UIMHEHHUs (TUIIOKaIMEMHUsl, TMIOMarHUEMHUsl, BPOKICHHBIN
cunapom yaimHeHHoro QT nHTepBaia, Tepanus aHTHAPUTMUYECKUMU U IPYTMMHU [IpenapaTramy,
crnocoOHbIMU  yanuHATh QT wumHTepBas, mNpeaulecTBYIOMAs Tepanus BBICOKUMH J03aMHU
aHTpauukiuHoB). Ilepen Ha3zHaueHweMm jga3aTMHMOA  CIEAyeT MPOBECTH  KOPPEKIIHIO

THUITOKAJIMEMHUHN WJIHN T'HIIOMarHueMuu.

Hapywenus co cmoponul cepoeuno-cocyoucmoui cucmemol

VYV mnauueHToB c 3a0o0feBaHMSIMM Cepilla B aHAMHE3€ WJIM PHUCKOM HX pa3BUTHS Cpelu
HEe)KeNaTeJIbHbIX pPEaKIMi dYalle, 4eM Yy JApPYrux TIpymn, oOOHapyKHUBAJUCh HAPYLIEHHUS CO
CTOPOHBI CEpJEYHO-COCYIUCTOM CHCTEMBI (3acTOlHas cepJieuHas HEJ0CTaTOYHOCTh/CepAcuHas
TUCYHKIMS, TEepUKapIUaIbHBIA BBIIOT, APUTMUS, OIIYLIEHHE CepALeOHeHus, YyUIMHEHHUE
untepBasia QT, uHpapkT MHoKapiaa (B TOM 4YMcie ¢ JIETaJbHBIM HCX0JI0M)). BBuny storo y
JAHHOW TPYIIIbI MAIMEHTOB HEOOXOJMMO TIIATEIbHO KOHTPOJIUPOBATH MAapaMETphl CeplIedHON
NESTENIbHOCTH C LENbI0O BBIABIEHUS M, MNP HEOOXOIMMOCTH, KOPPEKLUHUH BO3MOXKHBIX
HEXKEJNATeNbHBIX PEeaKIUii CO CTOPOHBI CEPJEUYHO-COCYAUCTONH cucteMbl (060nb B Tpyad,
3aTpyAHEHHOE JbIXaHue, MoTootaeneHue). Ilpu pa3BUTHN HeKeNnaTeIbHBIX SIBIEHUN CO CTOPOHBI

CEpJICYHO-COCYIUCTOM CHUCTEMBI JISUEHHE MIPETapaToM ClIeIyeT IPUOCTaHOBUThL. Bo3o0OHOBIIEHNE
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CITa0BIX/yMEPEHHBIX HEXKENATENbHBIX peakmusx (<2 CTENeHH), CHIKEHUE 03Bl MPH THKEIbIX

HEXeJaTeJIbHBIX PeaKusixX (>3 cTeneHun).

Jlecounas apmepuanvhasn cunepmensus

Jlerounas aprepuansHas runeprensus (JIAD), moarBepIeHHas NMPHU MOMOIIM KaTeTepPH3aLUH
IpaBbIX OTIENOB CEp/Ia, MOXKET HAOMIOJAThCsA Kak B XOJAE JICYCHHS Ja3aTMHHUOOM, TaK U IO
IPOILECTBUH roja u 6ojee Mmocje ero OKOHYaHus, 4acTo Ha (JOHE COMYTCTBYIOUINX 3a00JIeBaHUI
¥ OJHOBPEMEHHOTO IpHeMa JPYTHX JIEKapCTBEHHBIX IpenaparoB. [lepen HauyamoMm siedeHUs
Na3aTHHUOOM ClIeyeT MPOBECTH O0CIENOBAaHHME IMAIEHTa C IENbI0 BBIABICHUS BO3MOXKHBIX
NPU3HAKOB U CUMOTOMOB 3a00yieBaHuil cepana u Jerkux. Eciu B Xoe JeueHus 1a3aTHHIOOM Y
NalMeHTa OTMEYAIOTCS OJBIIIKA WM YCTAIOCTh, HEOOXOIMMO HCKIIIOYUTh HanOoJee THITMYHYIO
STHOJIOTHIO, BKIIFOYAs TUICBPAJILHBIN BBINIOT, OTEK JICTKUX, AHEMHUIO M Hann4ue MHQUIbTpaTa B
aerkux. [Ipu aToM HEOOXOIMMO YYHTHIBATh PEKOMEHAALNH, JaHHBIE B pa3zene 4.2 Ui ciaydaeB
pa3BUTHS  HETEMAaTOJOTHUYECKUX HEXKENATeNbHBIX pPEAaKUWH: TPH  Pa3BUTHH  TSIKEIBIX
HETreMaTOJIOTUYECKUX HEXENATebHBIX PEaKIUi JICYCHHE MPUOCTAHABIUBAIOT IO UCUE3HOBEHUS
CHMIITOMAaTUKU HEXeJIaTeIbHON PeaKIuy WK J0 YIIy4YIIeHHs COCTOSHHS NallueHTa.

Ecau B mpomecce oOcnenoBaHusl HanyeHTa HE OBUI IOCTaBJIEH JPYrol IWarHos, cJieayer
IPUHATH K paccMoTpenuto auarHos JIAD. B ciayuyae noareepxknenus JIAI' y nanuenTa neuenue
Na3aTHHUOOM IIPEKpalaloT 0e3 MOCIEAYIOIEro BO30OHOBICHUS, OOECHEUUB MOCIEAYIOIIUHI

KOHTPOJIb COCTOSHUA IMAIUCHTA B COOTBECTCTBHUH CO CTAaHAAPTHBIMU PEKOMCHAALUAMU.

Tpombomuueckas mukpoaneuonamus (TMA)

NHrubutops THUPO3UHKUHA3BI BCR-ABL aACCOLMHUPYIOTCS c TPOMOOTHYECKON
mukpoanruonartueii (TMA), BkIOuyas OTAENbHbIE COOOIIEHUS O Clydasx [pPUMEHEHUs
nasaTuHuOa. Ecnu y manueHTa, moydaroniero 1a3aTHHUO, BO3HUKAIOT KIMHUYECKUE CUMIITOMBI
WK J1abopaTopHble U3MEHEHUs, XapakTepHble il TMA, sedeHne 1a3aTHHUOOM JJOJDKHO OBITh
MPEKpPAIIEHO W TMPOBEICHA TMOJHAas JauarHoctuka TMA, BKJrO4Yash OLIEHKY aKTHBHOCTH
ADAMTSI3 u onpenenenus aHtu-ADAMTSI13-anturen. [lpm BbICOKOM ypOBHE aHTHU-
ADAMTSI13-anTuten B coueTaHuu ¢ HU3KoW akTUBHOCTREIO ADAMTS13 nedenue nazaTuHuO0OM

HC JOJI?KHO OBITH BO30OHOBIICHO.

Peaxmusayus eupyca eenamuma B (BI'B)
Wuruburtopsl tHpo3uHknHazsl BCR-ABL cBs3biBatoT ¢ peakTuBanueil Bupyca remarura B
(BI'B), enuHnuHbIC c1y4an OMUcaHbl Ui qa3aTUHOA. B HeKoTophIxX ciydasx peaktuBaius BI'B

OpU NMPUMEHEHUM JAPYTHX MHTHOMTOpoB THUpo3uHKUHa3bl BCR-ABL npuBoamia K pa3BUTHIO
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TpaHCIUIAaHTALMK [I€YEHH UJIH JIETAIBHOMY UCXOY.
[lepen HayanoM Tepamnuu 1a3aTUHUOOM JOJIKEH MPOBOAUTHCS CKPUHUHT Ha Hanuuue BI'B. [lns
MAIMEHTOB, UMEIOUINX MOJIOKUTEIbHBIE CEPOTIOTHUECKUEe MTPOOBI, PEKOMEHYEeTCsl KOHCYIbTAaIUs
crienaincTa, uMmerolero onsIT Jieuenuss BI'B. ¥V mauuentoB-nocureneit BI'B, nyxnarommxcs B
JeyeHHMH WHTHOMTOpamMu  THpo3uHKMHA3bl BCR-ABL, Heo0X0oauMO  KOHTpPOJIUPOBATH
KJIMHUYECKHE M J1abopaTOpHbIE MOKa3aTeau akTuBauuu BI'B Ha npoTskeHuM Tepanuu u
HECKOJIBKO MECSIIEeB Iocie ee okoHuaHus. /s nanueHToB ¢ peakTuBupoBanHbiM BI'B Ha done
MPUMEHEHHUS J1a3aTHHNOA ToKa3aHa HeMeIJICHHas! KOHCYJIbTAIHs CO CTIEIMATUCTOM I10 JIEUEHUIO

BI'B.

Cunopom nuzuca onyxonu

bbby 3aperucTpupoBaHbl Clly4ad pa3sBUTHS CHHApPOMA JIM3UCA OIYXOJHM Y IAlUEHTOB C
PE3UCTEHTHOCTBIO K MPEALIECTBYIOIEH Tepanuy UMaTUHUOOM, MPEUMYILECTBEHHO Ha MO3/IHUX
cTaausax 3a0osieBaHus. BenencTBue BO3MOXKHOCTU Pa3BUTUS CHHIpPOMA JIM3HCA OIYXOJIU Mepes
HAYaJIOM JICYCHUS 1a3aTHHIOOM HEOOXOAMMO MOIIePKUBATH AICKBATHBIM YPOBEHb THIpATAIHH,
IIPOBOAMTH KOPPEKLHIO YpPOBHS MOYEBOM KHCIOTBI U KOHTPOJIMPOBATH COJEpPIKaHUE
3JIEKTPOJIMTOB B IJI1a3Me KpoBU. [lalieHThl Ha MO3AHUX CTaausIX 3a00JIeBaHUS U/UIU C BBICOKOM
OIlyXOJICBOW HAarpy3kod HaxXOJATCS B TIpPyNIE BBICOKOIO PHCKA, IO 3TOW NPHUYMHE OHU

HYX/Ial0TCsl B 00Jiee 4acToM 00CIIeI0BaHHH.

Brusanue na pocm u pazsumue demeti u NOOPOCMKO8

B KU npu sedenun JeTeil ¢ BIEpBbIE BBIABICHHON XpoHHYECKOM (aszoit XMJI Ph' wmm mpu
PE3UCTEHTHOCTU/HENEPEHOCUMOCTH HMMAaTHHUOa, N0 MEHbIIeH Mepe, uepe3 2 rojaa Mocie
OKOHUaHus JeueHus y 4,6 % malueHToB HaOJI0JaINCh HEXellaTelbHbIe SIBJICHMSI, CBSI3aHHBIE C
POCTOM U pa3BUTHEM KOCTEH (BKJItOUAs Ciyyau 3aMeJUIeHUs] HHBOJIIOLMY MU (U3a, OCTEONEHUH,
3aMeJIeHUs] pocTa, THUHEKOMAacTuH). VHTeprperamus pe3yiabTaToOB 3aTpyAHEHA B BHIY
KOHTEKCTa XPOHUYECKOro 3a0o0jieBaHUS M MOAJEXKHUT JOJITOCPOYHBIM HaOmioaeHusMm. B
VCCIEOBAHUAX IIPU JIEYEHHU Ieauatpudeckux mnanuentoB ¢ OJIJI Ph™ pasarmnuGom B
KOMOMHAIMM C XUMHOTepanued MakCUMyM 2 roja CIyCTs Iocje JeUeHHs OTMEYEH Ciydai

HCXCIIAaTCIIbHOI'O SABJICHUA, CBSI3aHHBIM C HApyICHHUEM POCTA U PA3BUTHUA KOCTEIi.

IIpouue

[Tpu moBBILIEHUN YPOBHS TpaHCaMUHA3 WM OMIMpPYOUHA clieAyeT YMEHBUIUTh 03y Ipernapara
WJIU IIPUOCTAHOBUTH €0 IIPUEM.

IIpyn pa3BUTUM TUIOKAIBIUEMUU COCTOSIHUE KOPPEKTUPYETCS IPUEMOM BHYTPb IPENapaToB

KaJbplus. Bo BpEMA JICUCHHUA W B TCUYCHHEC MHHHUMYM 3 MCCALICB IIOCJIICE W MYXYUMHaM, U
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y Y LS A — L s
JKCHIIIMHAM HEOOXOIUMO HCIIOJIb30BaTh HAJCKHBIC MéMm-WM%ﬁJ%H Behe B0 Mhems

MY OTHETY

“

JeYeHHs Aa3aTHHUOOM HacTynuja OepeMEeHHOCTb, WM €CIIM CTal0 M3BECTHO, YTO Iperapar
UCTIOJIB30BAJICS BO BpeMsi OEpEMEHHOCTH, CIIEIyeT HEMEICHHO MPOUH()OPMUPOBATh MAUECHTKY
0 BO3MOXXHOM pucke s mioga. [Ipu npueme nazatunuba ObUIM OTMEUYEHB! MHAWBUIYaJIbHBIE
CIIy4ad BO3HMKHOBEHMSI TSDKEJIBIX HEXKEIATEIbHBIX PEAKLUH, MOPAKAIOIUX KOXKY U CIU3UCTBIE
o0onouku, B ToM uncie cuaapom CrtueHca-J[oHcoHa U MHOTO(GOpMHON 3puTeMbl. B ciaydae
NOSBIICHHUSI TAKUX HEXKEJATeIbHBIX PEaKUUi NpU IpUeMe Ipernapara JICYCHHE 1a3aTHHHOOM

HEOOXOIUMO MPEKPATUTb.

Bcnomozamenvhule gewjecmea

Jlakmosza

OTOT JIEeKapCTBEHHBIM IIpenapar COAEPKUT JAaKTo3bl MoHoruzapar. Ilanuentam c¢ penko
BCTpEYAIOLIeiics HACIeICTBEHHOM HENEepeHOCUMOCThIO TaJlakTO3bl, JE(PUIUTOM JIAKTa3bl
jJonaped WIM TJIOKO30-TlaKTO3HOM ManmbaOcopOuued He cieayeT MNpUHUMATh 3TOT
JIEKapCTBEHHBIN IIpenapar.

Hampuu

JlaHHbIil npenapaT coiepKuUT MeHee | MMouib (23 Mr) HaTpusl Ha PEKOMEHAYEMYIO CYTOUYHYIO

103y, TO €CTh, 110 CYTH, HC COACPIKUT HATPUA.

4.5. B3amMmopeiicTBHMe ¢ JpPYrMMH JIEKAPCTBEHHBIMH IIpenaparamMM M JApyrue BHABI

B3auMOAelCTBUA

[IpenapaTpl, KOTOPbIE MOTYT MOBBIIIATH KOHIICHTPAIIHUIO I[aSaTI/IHI/I6a B IJ1a3M€ KPpOBH

Hneubumopwr usogpepmenma CYP3A4

Jazatunuo ssusercsa cyocrpatom uzodepmenta CYP3A4. Muruburopst nuzopepmenta CYP3A4
(HampuMmep, KETOKOHA30J, WTPAKOHA30Jl, JSPUTPOMHIMH, KIAPUTPOMHULIMH, PUTOHABHUP,
aTa3aHaBUp, WHIUHABHUP, HEI(PUHABUP, CAKBUHABUD, TEIUTPOMHIMH, TpendpyToBbIii COK)
MOTYT THOBBIIIATh KOHLEHTPAIMIO 1a3aTHHUOA B IJIa3Me KPOBH, MO3TOMY ClieayeT n3berath ux
COBMECTHOTO NpPHUMEHEHHUs ¢ Aa3aTMHUOOM. [lalMeHThl, y KOTOpBIX HE yJaeTcs H30ekaTh
CUCTEMHOI0 npuema MomHoro naruoutopa mzopepmenta CYP3 A4, nomkHbl HaXOIUTHCS MOJ

TIIATCIBbHBIM Ha6J'IIO,I[eHI/ICM AJI1 CBOCBPCMCHHOT'O BBIABJICHUS TPU3HAKOB TOKCUYHOCTH.

[IpenapaThbl, KOTOPhIE MOTYT CHUKATH KOHIICHTPAIIMIO )Ia3aTI/IHI/I6a B IJ1a3M€ KpOBH

Hnoyxkmopwt uzoghpepmenma CYP3A4

Unnykropsr nzopepmenta CYP3A4 moryr cHMKATh KOHLEHTPALMIO Jla3aTUHUOA B ILIa3Me.
Crnenyer n30eratb COBMECTHOTO MPUMEHEHUS MOIIHBIX MHIYKTOpoB n3odpepmenta CYP3A4 c
nazatuHuOoM. IlanmenTtaM, npuHuUMaromuM HHAYKTOpel n3odepmenta CYP3A4 (nanpumep,

JneKcaMeTa3oH, (eHUTOMH, KapOamaszenuH, pudamnuuuH, ¢eHoOapOuTan WiIM MpenapaTsl
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3Bepo00si TpoabIpsBiIeHHOTO (Hypericum per %ratum)ﬁnl%ﬁgg‘;':@ﬁ; E%ﬁ%ﬁ&ﬂaﬂ ;:gigﬁyeT

MY OTHETY

“

Ha3Ha4YaTh Mpcrnaparbl, HC 06naﬂafoume HIIN 06naz[afoml/1e B MHHHUMAJILHOM CTCICHHU

CHOCOOHOCTBIO MHIYLIUPOBATH 3TOT U30()EPMEHT.

Anmayuowl (npenapamwi, cooepaicawyue antoOMUHUL 2UOPOKCUO/MACHUSL 2UOPOKCUO)
Ecnu aHTanumel He0OOXOAUMBI, PEKOMEHIIYeTCSl KX MPUHUMATh HE MEHee 4eM 3a 2 yaca JI0 WIH

yepes 2 yaca 1ociie pruemMa Ja3aTuHuoa.

Bnoxkamopuvr H2-2ucmamunogvix peyenmopos u uHeubUumopsi RpOmoHHOL HOMAbL

JlnurenbHOE TOAABIIEHUE CEKPEIMHM KHUCJIOThl JKEIyAOYHOro coka Ojokatopamu H2-
TUCTAMHUHOBBIX PELENTOPOB U MHTUOMTOpPaMH MPOTOHHOW MOMIIbI (Harpumep, GaMOTUIUHOM U
OMENPA30JIOM) MOKET MIPUBOJUTH K CHUYKEHUIO KOHIICHTPALIMH J1a3aTHHUOA.

CoBMecTHOE MPUMEHEHUE ATUX TMpEenaparoB M Ja3aTMHHOAa HE peKoMeHayeTcs. B kadyecTBe ux
aNbTepHATHBBI MOKHO HCIIOJIB30BaTh aHTAUIBI (32 2 yaca 70 WM 4yepe3 2 yaca mocie npuemMa

Jla3aTHHUOA).

Bausaue Z[a33TI/IHI/I6a Ha ApYruc JCKapCTBCHHBIC MTPCIIapaThl

Cyocmpamuol uzoghpepmenma CYP3A4

Hazatunu6 sBnsercs unrubutopom wuszodepmenta CYP3A4, mosTomy ero CoBMECTHOE
npuMmeHenue ¢ cyocrpatamu uzopepmenta CYP3A4 MoxeT ycWIUTh JAelCTBUE JaHHOTO
cyocrpara. Cybcrpatsl u3odpepmenta CYP3A4 ¢ y3kuM TepaneBTHYCCKHM THANIA30HOM, TAKHE
KaK ajdeHTaHWI, acTeMu30i, Tep(eHaauH, U3aNpHa, UKIOCIOPUH, (EHTAHWUJ, TUMO3UI,
XUHUJIUH, CHPOJIUMYC, TAaKPOIUMYC M alIKaJIOUAbl CIIOPBIHBH (IPTOTAMHH, JTUTHIPOIPTOTAMIH)

clleZlyeT UCIIOIb30BaTh C OCTOPOKHOCTHIO Y MALMEHTOB, MOJIYYalOIUX J1a3aTHHUO.
4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JAKTALMA

)KGHHII/IHBI C ACTOPOAHBIM HOTGHHI/IaJ'IOM/KOHTDaIICHHI/ISI Y MYXXYUH U XXCHIIWUH

[TaupeHTKH C COXPAaHHBIM JC€TOPOAHBIM ITOTCHOHAJIOM, U CCKCYAJIbHO AKTHUBHBIC MY’KUYHHBI,
AOJIKHBI HCIIOJIB30BATH BO BpEMs JICHCHHA U B TCUYCHUC MHUHHUMYM 3 MCCALICB II0CJIC

3¢ PeKTUBHBIE METO/IBI KOHTPAIIETIIIUH.

bepemeHHOCTD

Ha ocHoBe onbiTa KIMHUYECKOTO IPUMEHEHHUS, IPEATOIaraeTcs, 4To Ja3aTHHUO Ipu IprueMe BO
BpeMsi OEpeMEHHOCTH BBI3bIBAET BPOXKJCHHbIE MOPOKH PAa3BUTHSA, BKJIIOYas JeQeKThl HEPBHOM
TpyOKH U BpelHble papmakonornyeckue 3p¢GeKTbl Ha M0,

HccnenoBanust Ha )KUBOTHBIX TIOKA3aJIM PETPOIYKTUBHYIO TOKCHYHOCTb.

JlazaTuHuO He cieayeT NPUMEHSTh BO BpeMsi OEpeMEHHOCTH, 32 UCKIIOUEHHEM CIIydaeB, Korja

KIMHHUYCCKOEC COCTOAHUC ) KCHIIUHBI Tpe6yeT JICUCHUA ,[[a3aTI/IHI/I60M.
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Ecnu  fa3aTWHMO MCIONB3yeTcss BO  BpeMs 66[)61\/&.&-%‘;'[:(;6—’1[‘5:1':{'%&;&&%5' GEOFEKQ& 085

MY OTUETY

nporH()OPMUPOBaHA O MOTEHLIUAIBHOM PHCKE JUIS TUI0A.

I'pynHOE BCckapMIUBaHUE

Wudopmannss O BBIIEICHUU Ja3aTHHUOA B TPYJHOE MOJIOKO 4YEIIOBEKAa WIJIM JKUBOTHBIX
HEJI0OCTaTOYHA/OrpaHHUYCHA.

OU3NKO-XUMHUYECKUE M JOCTYIHBIE (DapMaKoAMHAMHYECKUE/TOKCUKOIOTHYECKUE JIaHHBIE O
Ja3aTUHUOE YKA3bIBAIOT HAa JKCKPELHI0 B TPYIHOE MOJOKO M HEIb3S HCKIIOYUTH PUCK JUIS
pebeHka.

Kopwmiienue rpypio JOMKHO ObITh MPEKPAIeHO BO BpeMs JICUEHUS 1a3aTHHUOOM.

DdepTUabHOCTD

B HUCCICIOBAHUAX HA ) XUBOTHBIX JICUCHUC I[aSaTI/IHI/I6OM HC BJIMAJIO Ha q)epTI/IJII)HOCTI) CaMIIOB U
CaMOK KPBICEI. Bpaqn U Opyruc€ MCEIAULIMHCKHC pa6OTHI/IKI/I JOJI2KHBI C006I_HI/ITL MYy)XXYUHAM —
NnanueHTaM peupoOAYKTHBHOT'O BO3pacTa O BO3MOXKHBIX B(I)Q)CKTaX ,Z[a3aTI/IHI/I6a Ha (bepTI/IJ'IBHOCTB

U pacCMOTPETh BOIPOC O KPUOKOHCEPBALIUU CIIEPMBI.

4.7. Biausinde Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMH CPeACTBAMH M PadoTaTh C
MeXaHU3MaMH

[Tpenapar JA3ATHUHUB-XVIMPAP oka3piBaeT HE3HAUYMUTEIbHOE BIHUSHHE HA CIIOCOOHOCTH
YOPaBJISITh TPAHCIIOPTHBIMU CpPEICTBAMH U paboTaTh ¢ MexaHu3Mmamu. [lanimeHToB ciemyer
NpeAYNpPEANTh, YTO BO BPEMsI JICUCHHS 1a3aTUHUOOM y HUX MOTYT BO3HUKHYTHh HEKEJATEIbHBIC
peaKIuu, Takue Kak TOJIOBOKPYKEHHE WM HE4eTKOCTh 3peHus. [loaToMy criemyer coOmroaarh

OCTOPOKHOCTh MPH BOXKIEHUH aBTOMOOMJIS UITH paboTe ¢ MEXaHU3MaMHU.
4.8. HexxenarejibHbIEe peakunu

Pesrome nipoduist 0e30macHoCTH

VY GOJBIIMHCTBA B3POCIBIX MALMEHTOB HEXeIaTeIbHbIE PEaKUU ObLIM MPEXOAALINMH, JICUCHUE
Ja3aTMHUOOM OBLIO MPEKPAIIEHO M3-3a HEXKENaTeNbHbIX peakiuid y 12 % naiueHToB ¢ BIEpBbIe
BBISABJIEHHON XpoHMYecKoi (azoii XMJI Ph, a Taxxke y 15 % manueHToB B XpOHUUYECKON (hasze
XMJI ¢ pe3uCTeHTHOCThIO K WMATHHUOY WM €ro HEMEepeHOCHMOCThIo, Vv 16 % — B daze
akcenepauuu XMJL, y 15 % — B ¢aze muenouanoro 6mactHoro kpuza XMJI, a takxe y 8 %
naruenTos ¢ OJIJI Ph™.

Cpemu neteit ¢ xponudeckoit ¢azoir XMJI Ph™ B BHIY cepbe3HBIX HEXKENATENbHBIX PEaKIUii
Tepanus Ja3aTMHUOOM Oblia mpekpameHa y 1,5 % manueHTos.

[Tpopumie Oe3omacHOCTH MpUMEHEHHs JAa3aTUHHOAa B JIETCKOW MOMYJSIIMU TAlMeHTOB C

XMJI Ph* B xpoHunyeckoii (hase B LETOM COOTBETCTBOBAI MPOQPUIIKO GE30MACHOCTH Y B3POCIBIX
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BBITIOTA, IIJICBPAJIBHOI'O BBIIIOTA, OTCKA JICTKHUX.

Tabauunoe PE3IOME HEXKENATCILHBIX PEaKIUM

Crenyroniyue HeEXeNaTelbHBIE PEaKIHH,

38 HCKJIIOYECHHEM OTKJIOHCHUM J'Ia60paTOpHBIX

HOK&?)&TGJ'ICFI, ObLIU 3apCruCTpUpPOBaHbl Yy MAaMCHTOB, I10JIYy4YaBIIHUX I[aBaTI/IHI/I6 B Kad€CTBC

moHoteparui B KM u B mepwoa MOCTPEruCTPAallMOHHOTO NpUMEHeHus (tabmuua S). OTtH

pCakiun MmpeaACTaBJICHBI IO KJIaCCaM CHUCTEM OpPraHoB U IO 4YaCTOTC. OHpeI[eJICHI/IC 4acCTOThbI

HEeXeNaTeNIbHBIX peakiuii: oueHb yacto (>1/10), vacto (>1/100 no <1/10), meuacto (>1/1000 no

<1/100), penko (ot >1/10000 mo <1/1000), HEem3BeCTHO (HENB3S OIEHUTH IO HMMECIOITUMCS

IOCTPETUCTPALIMOHHBIM JaHHBIM). B pamkax Ka)aoi rpyninbsl 4acToTa HEKEIATEeNbHbIX peakui

MMpeacTaBJiCHAa B MOPAAKC YMCHBIICHUA CCPbE3HOCTHU.

Tadoauna 5

Ta0Ju4Hoe pe3loMe HeKeJNaATeJIbHbIX peaKkiuii

Hugpexyuu u unsazuu

Ouenv yacmo

nHpekuy (B ToM ynciie OaKTepuaibHble, BUPYCHBIC, TPUOKOBBIC)

Yacmo

ITHEBMOHMSI (B TOM 4ucIe OaKkTepuaabHasi, BAPYCHAsl U IpuOKOBas),
UH(EKIMY BEPXHUX JbIXaTeNIbHBIX MyTeH, reprneTuieckue nHpekuuu,
SHTEPOKOJIUT, CENICUC (B TOM YHCJIE HEYACTO — C JIETAJIbHBIM HCXOJIO0M)

Hapywenus co cmoponsl Kpoeu u 1um@pamuyeckoll cucmemol

Ouenv yacmo

Muesocymnpeccust (BKJIIoUas aHEMHUI0, HEUTPOIIEHHIO, TPOMOOLIUTONIEHHUIO)

Yacmo

(dheOprIbHAsT HEUTPONIEHUS

Hevuacmo

auMdaaeHonaTus, TMMEGOTICHUS

Peoxo

SPUTPOOTACTONICHHS

Hapymemm CO CmMOpPOHbBL llMJi'lyHHOﬁ cucmemal

Heuacmo peakLMy THIePYYBCTBUTENBHOCTH (B TOM UHMCIIE y3JI0BaTas SpUTEMA)
Peoxko aHaUIAKTHYECKUH 10K

IHOOKpUHHbIE HADYWEHUSA

Heuacmo TUIOTUPEO3

Peoko TUIEPTUPEO3, THPEOUIUT

Hapywenua memabdonusma u numanus

Yacmo HapyILIeHMs anmneTuTa (BKJIoYasi CHI)KEHUE alllleTUTa, paHHEe HachIILeHHe,
TIOBBIIIICHHUE ANTIETUTA), TUTIEPYPUKEMHUS

Heuacmo TUI0AIbOYMUHEMUS, CHHIPOM JIM3HUCA OITyX0JH, 00€3BOXKHUBAHNE,
THIIEPXOJIECTEPHUHEMUS

Peoxko caxapHblil 1uader

Hapywenusa co cmoponsl HepeHOUl cucnempl

Ouenv yacmo

roJioBHas 00JIb

Yacmo OeccoHHUIA, enpeccus, HeiiponaTus (BKiItouas nepudeprudeckyro
HEHWPOMATHIO), TOJIOBOKPY)KEHHE, M3BpaIleHNE BKYCa, COHJIIMBOCTD
Heuacmo 0eCIOKONCTBO, YMOIIMOHANIbHAS TA0UIBHOCTD, IICUX03, CHUKEHUE TUOUIO,

KPOBOU3JIMSAHUSA (TaKue KaKk BHYTPUMO3TrOBas reMaToMa, BHyTPUMO3TOBOE
KPOBOU3IIUSHUE, JIIUAypaibHas reMaToMa, BHyTPUUYEPEITHOE
KpPOBOUBJIUSHUE, TEMOPPAruyecKuil HHCYNbT, CyOapaXxHOUAAIBHOE
KPOBOM3JIUSAHUE, CyOAypabHas FeMaToMa, CyOIypajibHOe KPOBOU3IUSHUE),
TpeMOp, 0OOMOPOK, AMHE3HUs1, HAPYIIEHUE PaBHOBECUS
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Peoxko

CyJIOpOTH, HApYIIEHUE MO3TOR

TPaH3UTOPHAs MIIEMUYECKAsl aTaKa, BOCIAJIEHNE 3pUTEIBHOTO HEPBA,
napayiny VII maper uepenHo-mMo3roBeIX HEPBOB (JIMLIEBOTO HEPBA), aTaKCHUS,
JIEMEHLUS

Hapymenuﬂ CO CmOpPOHbL OpP2aHA 3PpeHUA

Yacmo 3pUTENIbHBIE PACCTPOCTBA (HEUETKOCTh, PACIUIBIBYATOCTh, CHHYKEHUE
OCTPOTHI 3pEHHUSI), CYXOCTb IJ1a3, KPOBOU3JIUSAHUS B CKIIEPY IJa3a,
KOHBIOHKTUBAJIbHBIE KPOBOU3JIUSIHUS

Heuacmo KOHBIOHKTHUBUT, HAPYILIEHUE 3pEHUs], CBETOO0S3Hb, CIIE30TCUEHHE

Hapywenusa co cmoponsl opzana ciyxa u 1adéupunma

Yacmo 1IyM B yliax

Heuacmo BEPTUIO, IIOTEPS CIIyXa

Hapywenusa co cmoponwl cepoya

Yacmo

NEepUKapIUAIbHBINA BBIIIOT, apUTMHUS (BKIIIOYAst TAXUKAPANIO), HAPYIICHUS
GyHKIMK cepana (BKI0Yast XKeIyI0UYKOBYIO AUCHYHKIHIO, CEPICUHYIO
HEJIOCTaTOYHOCTb, 3aCTOMHYIO CEPICUHYIO HE0OCTATOUHOCTb,
KapJHOMHOIIATHIO, 3aCTOMHYIO KapIMOMHONATHIO, THACTOIHYECKYIO
TUCYHKINIO, YMEHbIICHHE (PPAKIIUU BBIOPOCA, )KETYA0YKOBYIO
HEJI0OCTaTOYHOCTH), YUaIllEHHOE CepALleOneHHe, TOBBIIICHHE aKTHBHOCTH
MO3TOBOT'0 HATPUIYPETHYECKOTO MENTH 1A, TUCPYHKIUS IIPABOTO
KEITYI0YKa, JKeITyJOYKOBasi THIIOKUHE3HS

Hevuacmo

ymnunenne uareppana QT na OKI', crenokapaus, kaparnoMeraius,
NEPUKAPIUT, KETYA0UKOBAs apUTMUS (BKIIIOYAst )KETYJOUYKOBYIO
TaXMKapIUIo0), HHPAPKT MUOKapaa (B TOM YHCIIE C JIETATLHBIM HCXOJIOM),
u3MeHeHue 3youa T, moBblllIeHuEe aKTUBHOCTH TPOIIOHHUHA

Peoxo

MHUOKapJIUT, OCTPbII KOPOHAPHBIN CUHAPOM, OCTAHOBKA CEpALIA, yIUIMHEHHUE
unTepBana PR, umemuueckas 601e3Hb cep/ia, MIeBpONepUKapIUT

Hapywenus co cmoponwl cocyoos

Ouenv yacmo

KPOBOTEYCHHMS (TaKue KaK HOCOBBIE KPOBOTCUCHHUSI, KDOBOTOUMBOCTh JICCCH,
reMaTOMBI, IETEXUH, MyPIypa), KPOME JKeTyT0IHO-KUIIIETHBIX
KPOBOTEUECHUI U KPOBOU3IUSHHUM B LICHTPAJILHOW HEPBHOM CUCTEME

Yacmo «TIPUJIMBBI», TIOBBIIIEHUE APTEPUATHLHOTO JaBICHUS
Heuacmo CHIDKEHHUE apTepUalIbHOTO JAaBJeHus, TpoMOodiedur, Tpom003
Peoxo «JIETOYHOE CEePIIe», OCTPBIA KOPOHAPHBIN CHHIIPOM, «MPaMOPHOCTh KOXKH,

TpoM003 rI1y0OKHX BEH, S3MO0IIHs

Hapywenus co cmoponst 0blxamenbHoil Cucmembsl, 0p2anoe ZpYyoOHoil KiemKu u

cpedocmenus

OuyeHnb wacmo | IIEBPATbHBIN BBIMOT, OJBIIIKA

Yacmo JIErOYHbIE UH(PUIBTPATHI, OTEK JIETKUX, THEBMOHUT, JIETOYHAsI TUIIEPTEH3US,
KallleNb

Heuacmo OpoHxuanbHas acTMa, OpOHXOCMAa3M, JIErOYHasi apTepuaIbHasi TUIIEPTEH3Us,
JucoHus

Peoxko OCTPBIil pecniupaTOpHBIN AUCTPECC-CUHAPOM, JIETOUHAsE HIMOOITHUS

Kenyoouno-kuuwieunvie napyuienus

Ouenv yacmo

Auapes, TOIHOTa, pBOTa, 00JIM B )KUBOTE

Yacmo

BOCTAJIEHUE CIU3HUCTHIX 000JI0UEK (BKIIIOUAsi MYKO3UT/CTOMATHUT),
JKEITyJ0YHO-KHUILIEYHbIE KPOBOTEUEHUS, TUCIIETICUS, B3yTHE )KUBOTA,
3aIopsbl, FaCTPUT, MOPAKEHUSI MATKUX TKaHEW MOJIOCTH pTa (BKItOUYast
CYXOCTb BO PTY, XEHJINT, ITy3bIPbKOBBIE BHICHIIIAHMS HA T'y0ax, CyXOCTb I'y0,
SI3BBI HAa TY0ax, S9PO3UH CIU3UCTON 00OJIOUKH TOJIOCTH PTA), KOJTUT (BKITFOUAst
HEUTPONIEHUYECKUI KOJIUT)
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OMY OTH

ETY

Heuacmo

nucQarus, acliuT, aHaJIbHBIE T e ITIMHBI, M3ES3 BITetst BEpXHHX OTIenoB- -

KKT, mankpeaTtut, 330darut, ractpodsodareanpHas pedrrokcHas 00JIe3Hb

Peoko

KeNyTOYHO-KUIIeYHAast SHTEPOIATHs ¢ IoTepel Oenka, KueyHast
HENPOXOJUMOCTb, OCTPBIN NAHKPEATUT, AHAJIbHBIA CBUL

Hapymenuﬂ CO CmOpOHbL nevernu u cheﬂ‘leebIBO()ﬂmux nymeﬂ

Heuacmo

XO0JieCras, XOJICHUCTUT, I'CIIaTUT

Hapymenuﬂ CO CmMOPOHbBL KOMCU U HOOKOJICHBIX MKAHEIl

Ouenv yacmo

KOKHasl ChIMb (BKJIIOYas JIEKAPCTBEHHYIO ChIIlb, )PUTEMY, MYIbTU(HOPMHYIO
SPUTEMY, SIPUTPO3, MAIYJIE3HYIO ChIIb, SITHUCTO-MAIMYJIE3HYIO ChIIb,
MyCTYJIE3HYIO CHIlb, HIENYIIEHNUE KOKU, BE3UKYJISIPHYIO CHIIb,
MaKyJIONyCTYJIE3HYIO ChIIb, SKC(OIHMATUBHYIO CBINb, TCHEPATU30BAHHYIO
SpUTEMY, TEHUTAJIbHYIO ChlIlb, TETIOBYIO ChIIb, O€Jble YIPU, TOTHHUILY,
MyCTYJIC3HBIN TICOPUA3, ChITb, IPUTEMATO3HYIO ChIIb, (DOJLTUKYISIPHYIO
CBIIb, TEHEPAIIU30BAHHYIO ChIb, MAKYJIAPHYIO ChIIb, 3yISLIYIO ChIIb,
pasJipaxkeHUe KOXH, TOKCUUECKYIO KOXKHYIO ChlIb, BE3UKYJIE3HYIO
YPTUKAPHYIO ChIllb, BACKYJIUTHYIO ChIIIb)

Yacmo

3y1l, yrpeBasi Chlllb, AJIONEIHNs, CYXOCTh KOXKH, TUIICPTHIPO3, KPAITUBHUIIA,
JEPMaTHUT (BKJIIOYAs DK3EMY)

Heuacmo

KO>KHBI€ 513Bbl, OYJIe3HBIN JepMaTo3, HapyIIEHUs] TUTMEHTalUH,
NOpaXeHUsI HOI'Tel, GOoToCeHCUONIN3ausl, TAaHHUKYJIUT, CHHAPOM
JIaJIOHHO-TTOIOIIBEHHOM 3pUTPOAU3ECTEIUN, U3MEHEHMSI BOJIOCIHOTO
MOKPOBa, HEUTPODUIIBHBIN JepMaTo3

Peoxko

JCHKOIMTOKIACTHYECKUN BaCKYIHT, (UOPO3 KOKH

Hapywenusa co cmoponsl mpluieunol, CKeJ1emHoll U COeOUHUMENbHOU MKAHU

Ouenv yacmo

KOCTHO-MBIIIEYHas 00JIb

Yacmo apTpayIrusi, MblIIeYHas cJ1ad0CTh, MUAJITHS, KOCTHO-MBbIIIEYHAs
CKOBAHHOCTb, MbIIIEYHbIEC CIIA3MBI

Heuacmo pab10MHOJIN3, MUO3UT, TEHAUHUT, OCTEOHEKPO3, ApTPUT

Peoxo 3aMeJICHHAas MHBOJIIOLUS d1U(pU3a, 3aJIepkKKa pocTa (4acToTa JaHHBIX

HCXCIIATCIIbHBIX peaKI_[I/Iﬁ B UCCIICAOBAHHUAX Y JIeTe OTMEUYEHA KakK ((‘laCTO»)

Hapywenusa co cmoponsl nouex u mouegple00auiux nymeil

Heuacmo [oYeyHasi HeJJOCTaTOYHOCTh, YYallIeHHOE MOYEUCITYCKaHHEe, IPOTEUHYPHS,
reMaTypust
Peoko HapyleHue QyHKIUU T0YeK

Eepemermocmb, nocnepodoebu? nepuod U nepuHamaibliovleé COCmMoAnRuA

Peoxko

| camMonpom3BONBHEIH a60pT

Hapywenusa co cmoponst penpoOyKmugHoll CucCHemMbl U MOJOUHBIX JHcele3

Hevuacmo

TUHCKOMACTHUS, HAPYIICHWA MCHCTPYAJIbHOI'O IIUKJIA, BArMHAJIbHBIC
KPOBOTCUYCHUS, MATOYHBIC KPOBOTCUYCHU A

Ilpouue

Ouenv yacmo

nepudeprudeckue OTeKu (BKI0Yas TOKATU30BAHHBIE OTEKU MOIKOXKHOU
KJIETYATKU PA3IMYHON JIOKATU3aIlK, TPAaBUTALIMOHHBIE OTEKH ), OTEK JIUIa
(BKJTFOYAsI OTEK S3bIKA, OTEK I'y0, OTEeK 007IacTH pTa, OTEK KOHBIOHKTUBHI,
OTEK B 00JIaCTH TJ1a3a U BEK, OTEK OpOUTATLHOM KJIETUYATKH,
nepuopOUTaATbHBIE OTEKU, MaKyJISIPHbIE OTEKH, OTEUHOCTh JUIIA),
MOBBINICHHAS] YTOMJISIEMOCTb, TIOBBIIIIEHNWE TEMITEPATyphI TeJla

Yacmo

reHepaIn30BaHHbIE OTEKH (BKIIIOUAs 3aJE€pKKY )KUIKOCTH, oTek JKKT,
reHepaIn30BaHHbIN OTEK, Nepudeprudeckuii OTeK, OTeK, OTEK,
00yCJIOBJICHHBIN CepeUHOM HEOCTaTOUHOCTHIO, MapaHedpaabHbIN BBIIOT,
MOCTIPOLIETYPHBIN OTEK, BUCIIEPAIBHBIN OTEK), aCTEHUs, 00Jb, OOJb B
IpyJid, 03H00, CHUKEHUE WITH YBEJIWYESHHUE MACCHI TeJIa, CIIYTaHHOCTh
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CO3HaHHUA " JUU3)

Heuacmo HEJIOMOI'aHHUE, NTOBBIIIEHNE AKTUBHOCTU eraTan)OC(i)OKHHasbI, MOBBIIICHUE
AKTUBHOCTHU IraMMa-TIJIIOTaMUJITPAHCIICIITUAA3bI, ITPOYNC ITIOBECPXHOCTHLIC
OTEKH (BKJIFOYAsi OTEUHOCTh IMOJIOBBIX OPTaHOB, OTEK B MECTE pa3pe3a KOXKH,
OTEK IOJIOBBIX OPIaHOB, OTEYHOCTH MIOJIOBOI0O YWIEHA, OTEK I10JIOBOrO 4JICHA,
OTEK MOILLIOHKH, OT€YHOCTb KOXKH, OTEUHOCTh SIMUEK, BYIbBOBArMHAIbHYIO
OTEYHOCTb)

Peoko HapYyIICHHUE OXOIKH

Kpome TOro, mpu mpUMEHEHHMH Mpernapara HojydeHa WHpopMauus O CICAYIOIIUX SBICHUSX,

4acTOTa KOTOPhIX HE YCTAHOBJIEHA, U/WJIN CBSI3b X C IPUMEHEHHEM Ja3aTHHNOA HE JI0Ka3aHa:

Hngpexyuu u unsasuu: peaktupaius supyca remnarura B (BI'B).

Hapywenus co cmoponul cepoya: GpuOpuianus npeacepauil/TpeneTanue npeicepami.

Hapywenus co cmoponwvl cocyoos: TpomboTrueckast Mukpoanruonatusi (TMA).

Hapywenusa co cmoponvl Ovixamenvhoti cucmemyl, 0p2aHo8 2pyOHOU KIemKu U CpeOOCHmeHUs.:

UHTEPCTULMANIbHBIE 3a00JI€BAHNUS JIETKUX, THEBMOHMSL.

Kenyoouno-kuweynvle HapywieHus: SKEIYyJI0YHO-KMIIEYHOE KpPOBOTEUYEHUE C JIETaJIbHBIM

HCXOIOM.

Hapywenus co cmoponwl kodcu u nookodcnvix mxareti: cuaapom CtuBeHca-/[oHcoHa.

Hapywenus co cmoponvl nouex u mouesbigoosauux nymeti. HeGpOTUUECKUI CUHAPOM.

Jlabopamopnvie u uncmpymenmanbHvle OAHHbIE:

— TpOMOOLMTOIIEHHUS, aHEMHUSI U HEUTpoleHus 3 winu 4 CTeNEeHHU, OCOOEHHO Yy NAIMEHTOB C
no3auumu pazamu XMJT winm octpeim OJIJT Ph;

— THUINOKaJMEeMUsl, TUIIOKaJIbIIeMusi, Tunodocharemus;

— TIOBBIIIEHHE aKTHMBHOCTU II€YEHOYHBIX TpaHcaMHMHa3 (amaHuHamuHOTpaHchepasbl (AJIT),
acrapraramMmuHoTpaHcdepassl (ACT));

— TIOBBIIIEHHE KOHUEHTpAlUU OUIUpYOHHA U/UITN KPEaTHHUHA B CHIBOPOTKE KPOBH.

Haunbonee yacTeiMM HexenaTeabHbIMU PEAKLUIMU MIPU IPUMEHEHUH J1a3aTHHNOA Y AI[UEHTOB C
BIIEpBbIe BhIABICHHBIM XMJI Ph™ B XxpoHuueckoi (ase SBIAIOTCA 3alepiKKa KUIKOCTH H
Japesi, a y MallueHTOB C Pe3UCTEHTHOCTHIO MJIM HENEePeHOCHMOCTbI0 MMAaTHHUOA — 3a/1epiKKa
XKHUJIKOCTH M JMapes, rojIoBHas OO0Jb, OJBIIIKA, CBIMb, YCTAJOCTh, TOIIHOTA, KPOBOM3IUSHUS
(Takue Kak KeTyJ0YHO-KHUIIEYHbIE KPOBOTEUEHHS U APYTHE).

W3meHeHus mabopaTOpHBIX TIOKa3aTeleld y JAeTed COOTBETCTBOBAJIM HW3MEHEHHUSAM JTHX

MOKa3aTeyie y B3pOCIIbIX MalMEHTOB.

Jemu ¢ OJIJI Ph™ npu ucnomwzoeanuu Oazamunuba 6 KOMOUHQUUU C XUMUOMEPANUEN:
HexenatenbHble sIBIICEHUS, OMUCaHHbIE B 2-X NEAMATPUUECKUX HCCIEIOBAHUSAX, B KOTOPBIX

}IaSaTI/IHI/I6 OPpUMEHAJIICA B COYCTAaHUU C XHMHOTepaHHeﬁ, COOTBCTCTBOBAJIM H3BECTHOMY
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npoduIo 6e30MacHOCTH Ja3aTUHUOA Y B3POCIbIX M oﬂ%&m—@&%ﬁﬂq‘)g}g@t&g&&ﬁ&eﬁa{hnn,

3a MCKIIOYEHUEM MEHBIIEN BCTPEYAEMOCTH IJIEBPAIBHOIO BBINOTA Y JIETEM IO CPAaBHEHUIO CO
B3POCIIBIMH.

B nerckom wuccrnemoBanuu octporo JuMpoOIacTHOro Jeiiko3a IOKazaTelnu JabopaTOPHBIX
OTKJIOHEHHII COOTBETCTBOBAJIM M3BECTHOMY Npoduio 0e30macHOCTH sl J1ab0paTOPHBIX
napaMeTpoB y B3POCIBIX HAIMEHTOB C OCTPHIM JUMQOOIACTHBIM JICHKO30M, IOIYyYaBIIMX

(OHOBBII KypC XMMHOTEPAITHH.

COO6H_IGHI/IC O ITOA03PEBACMBIX HCXKCJIATCIBbHBIX PECAKIINAX

Baxno coo0mare 0 MOJ03peBaeMbIX HEXKENATeNbHBIX PEaKUusX I0Clie PEeTrUcTpaluu
nekapctBenHoro npemnapara JASATHUHUB-XUMPAP ¢ nenbto obecriedeHusi HEMPEPhIBHOTO
MOHUTOPUHTA COOTHOIICHHS «I0JIb3a — PUCK» JIEKAPCTBEHHOrO IMpernapaTta. MeaulnuHCKUM
paboOTHUKAM PEKOMEHIYeTCs COOO0IIaTh O JIIOOBIX MOJ03PEBACMBIX HEKEIATEIbHBIX PEaKIHIX
JICKapCTBEHHOT'O TIperapara 4epe3 HaIlMOHAIBHBIE CUCTEMBbl COOOIIEHHUS O HEXKelaTeIbHbBIX

peakuusax rocyJapcTB-4wieHOB EBpa3uiickoro 3KOHOMMUECKOIO CO03a.

YIIOJTHOMOYEHHBIN OpPraH:

DenepaabHas cayxda mo Haazopy B chepe 3apaBooxpanenus (Poc3apaBHanzop)
Crpana: Poccuiickas denepanus

Anpec: 109012, r. MockBa, CnaBstHCKas 1I1011a1b, 1. 4, cTp. 1

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

DnekTpoHHas nouta: pharm@roszdravnadzor.gov.ru

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

4.9. Ilepeno3upoBka

[lepeno3upoBka Na3aTUHUOOM 3apETUCTPUPOBAHA y 2 MAIMEHTOB, MPHUHUMABIIUX B TEUYCHUE
1 Hegenu mo 280 Mr mpemapaTa B JIeHb, YTO MPUBENO K 3HAYUTEIHLHOMY CHIDKEHHIO YHCIIA
TpoMOOIIUTOB. B ciyuae nmepeno3upoBku TpeOyeTcs TIaTeIbHOE HAOMIOACHUE 3a TTAllMeHTaMH C
[ENbI0 KOHTPOJISI CTCTIICHH MHEIIOCYIIPECCHH, IMPU HEOOXOTUMOCTH — CHMIITOMATHYECKast

TCparungd

5. DPAPMAKOJIOTTYECKUE CBOMCTBA
5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

dapmakoTepaneBTH4YecKasi  T[PyNNa: [POTHUBOONYXOJEBbIE  CPEACTBA;  MHTUOUTOPHI
NPOTEUHKHUHA3; THTHOUTOpHI TUpo3uHKHUHa36l BCR-ABL

Kon ATX: LOIEAO2
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(NOCNEQCBATENEHOCTE 0003)

dapmakognHaMuKa

Hazarunu6 narudupyet tuposunkuHazy BCR-ABL u tupo3unkuHassl cemeiictBa SRC, a Taxxke
MHOTHE JIpyTHe OHKOTeHHbIE KiHAa3bl, BKIo4ast c-KIT, kunazy adgpunosoro (EPH) penentopa u
PDGFB-penenitop. Jla3aTHHUO SIBIASETCS MOUIHBIM CYOHAaHOMOJISIPHBIM WHTHOMTOPOM KHHA3BI
BCR-ABL c aktuBHOCTBIO TIpH KOHIeHTpauuu 0,6—0,8 HM. OH cBsI3bIBa€TCS KaK ¢ HEAKTUBHOM,

TaK ¥ ¢ akTUBHOU KoH(popmarmeii pepmenta BCR-ABL.

Mexanuszm geiicTBus

B ycnoBusix in vitro na3aTuHUO NpOSBISET aKTUBHOCTh HA KJIETOYHBIX MOJENSAX JieiiK03a, KaK B
OTHOIIEHUH YYBCTBUTENBHBIX, TaK U PE3UCTEHTHBIX K HMMAaTUHUOY KieTok. JlazatuHu®
IPEOJI0JIEBACT PE3UCTEHTHOCTh K WMAaTHHUOY, CBs3aHHYIO c rumnepakcrpeccueit BCR-ABL,
mytanusiMa  jomeHa BCR-ABL  kuHa3pl, akTUBalMed aJIbTEPHATUBHBIX MEXaHU3MOB,
unaynupyrommx kuHasel cemeiictBa SRC (LYN, HCK), a takxke c rumepakcmpeccueil reHa
MHOKECTBEHHOM JICKAPCTBEHHOMN PE3UCTEHTHOCTH.

IIpu wuccnenoBanun mytauuit gomeHa BCR-ABL B xome KM y mnanueHToB ¢ BIEpBbIe
BbIsIBIICHHBIM XMJI B XpoHHUeCcKOi (a3e, MPeKpaTHBIINX MPUEM Ja3aTHHNOA, ObUTH BBISBICHBI
mytauud T3151, F317/L u V299L. Ha ocHOBaHUU SKCIIEPUMEHTOB in Vitro Na3aTUHUO, MO-

BUIUMOMY, HC IIPOABJIACT AKTUBHOCTU B OTHOIICHUH MYTAallUA T3151.

5.2. ®apmakoknHeTHYECKHE CBOIiCTBA

AOGcopouus

Abcopbiust  ObicTpas. MakcumanbHas KOHLEHTpalMs Ja3aTHHMOa Iocie IpueMa BHYTpPb
HaOmronaetrcst depe3 0,5-3 yaca y B3pocnbix U uepe3 0,5-6 4acoB y JeTeil Bcex BO3PACTHBIX
rpynn. Ilnomane mon kpuBoil «xoHueHTpauus-BpeMsi» (AUC) u BbIBeA€HHE SBISIOTCS
JI0303aBUCUMBIMU B Jana3zoHe 703 oT 25 no 120 wmr 2 pasa B aeHb. CpenHuil oOmumi
TEPMUHAJIBHBIA TEePHOJ MOJYBbIBEIEHUS Ja3aTMHUOA Yy MAalMEHTOB COCTaBIsEeT 5—6 4acoB, y
neTen 2—5 Jacos.

[Tpu mpueme ogHokpaTHO 10361 100 Mr mazaTunuOa y B3pocibix yepe3 30 MUHYT TIOCIIe TprueMa
IUIIM C BBICOKUM COJIep’KaHueM kupa otmedaercs yBenuueHue cpeneit AUC Ha 14 %; mocne
npueMa NHIMM C HHU3KUM cojepkaHueMm sxupa — Ha 21 %. IlpueM numm He oOKa3bIBaeT
CYIIECTBEHHOTO BIMSHUSA Ha BcachiBaHue. [Ipy mNpUMEHEHHMM HATOIIAaK BapHaOeNbHOCTh
CHCTEMHOTO BO3JIeHUCTBHS na3aTuHuOa (kod(duiment Bapuanuu 47 %) okazanach BBIIIE, YeM
pu npueMe ¢ HexupHoH (kordduurent Bapuanuu 39 %) u xupHOU (K03 PuIeHT Bapranuu
32 %) numiei.

Hcxons u3 pe3ynbTaToB MOMYISIUOHHOTO (hapMaKOKMHETHYECKOT'O aHajn3a, BapuabeIbHOCTb

CHUCTEMHOI'O BO3JEMCTBHSI Ja3aTHUHHOA B OCHOBHOM OOYCIIOBJI€HA BHYTPUUHAMBUAYAIbHON
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BapraleIbHOCThI0O OMOJOCTYMHOCTH (KO3 duLueHT g{ﬁ%&ﬁﬁ%%ﬂﬁ@tﬁ%h&éﬁ' creterm

MY OTHETY

“

MEKUHAMBUIYaIbHOH BapHaOEeNbHOCTBIO OWMOJOCTYITHOCTH M KJIHpeHca (KO3 HUIHEHT
Bapuauuu  32% u 30 %, coorBercTBeHHO). CilydaiiHas  BHYTPUMHJMBHIyaJlbHas
BapualeIbHOCTh TPEIIONIOKUTEIBHO HE BIMSET Ha CyMMapHOE CHUCTEMHOE BO3JCHCTBHE H

3 PeKTUBHOCTD MM OE30TIaCHOCTbD.

Pacnopenenenne

Kaxymuiics o0beM pacnpeneneHus Aa3aTuHuUOa y ManumeHToB coctaBuser 2505 i1, dro
CBHJICTEJIBCTBYET O 3HAYMTEIBHOM pACIpelelIeHHH BO BHECOCYIUCTOM IpocTpaHcTBe. [lpu
UCTIONIB3YEMBIX B KIIMHMYECKOH MPAaKTHKE KOHIIEHTPALUIX, CBA3bIBAHUE Ja3aTUHHOA ¢ OeKkamu

Ia3Mbl coctaBirsieT 96 %.

Buorpancdhopmariusa

Nzodepment CYP3A4 saBnsercs OCHOBHBIM (EPMEHTOM, OTBETCTBEHHBIM 32 METa0OIU3M
nasatunu6a. Ilocine npuema BHyTph 100 mr ['*C]-masatunn6a 310pOBBIME 10OPOBOJIBLAMH,
29 % panroaKTUBHOCTH B IUIa3ME IMPUXOJUIOCH Ha J0JIK0 HEM3MEHEHHOro nasarunuba. Cyns no
KOHIICHTPALlMU B TUIa3M€ M aKTHBHOCTHU i Vitro MOXHO TPEIIOI0XKUATh, YTO METaOOIUTH HE

UTparoT OOJIBIION posin B (hapMaKOJIOTUYECKOM JIEHCTBUU Aa3aTHHUOA.

OIUMUHALKA

[Ipenapar BBIBOAMWTCS, TJIaBHBIM 0O0Opa3oM, KHIIEYHUKOM, TIPEHMYIIECTBEHHO B BHJIE
MmerabonuTos. Ilocine ofHokpatHoro mnpuema BHYTph [*C]l-mazatuamba 4% u 85 %
PaAOAKTUBHOCTH BBIBOAUTCS MOYKAMU M KHUIIIEYHUKOM, COOTBETCTBEHHO, B TeueHue 10 cyTok.
Hewmsmenennniii ma3zatuan® cocraBiseT 0,1 % u 19 % 10361, BBIBOAMMOH IIOYKAMU U
KHUIIIEYHUKOM, COOTBETCTBEHHO, OCTaJIbHasl YacCTh J03bI MPEACTaBICHa META0OIUTAMHU.
dapMaKOKMHETHKY Ja3aTHHHOA W3ydain Yy 8§ MAlMeHTOB C YMEPEHHBIMH HapyHICHUSMU
GYHKIIMM TeUeHU TOocTe OJHOKPATHOTO Mpuema mpemnapara B go3e 50 Mr U y 5 mamueHToB ¢
TSDKEJBIM HapylIeHneM (pyHKIHY MeYeHH MOocie OJHOKPAaTHOTO MpreMa mpemnapata B go3e 20 mr
B CpPaBHEHHH C (hapMaKOKHHETHKOHN y 3JJ0POBBIX I0OPOBOJIBIIEB MTOCIIE MMPUEMa MpernapaTa B 03¢
70 mr. 3HaueHHs] MakcUMaabHOW KOHIEHTpAauH (Cmax) 1 AUC s nazaTuHrOa ObUIM HUXKE Ha
47 % u 8 %, COOTBETCTBEHHO, NMPU YMEPEHHOM IOBPEKJIECHUU NEYEHH, MO CPABHEHHUIO CO
3HAUEHUSMHU Yy 3JIOPOBBIX AOOPOBOJIBIIEB. Y TAIMEHTOB C TSHKENBIM HapylleHHeM (QyHKIUU
neyeHun curmkeHue 3HaueHUH Cmax U AUC mns masatuamba gocturamo 43 % u 28 %,
COOTBETCTBEHHO.

YV maiueHToB ¢ HapyImCeHUsAMU (I)YHKI_II/II/I IMIOYCK (I)apMaKOKI/IHCTI/IKa ,Z[aSaTI/IHI/I6a HC U3MCHACTCA.
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B xome wuccnemoBanus (HhapMaKOKHHETHUKH |C yqac'ilﬁg{\h::-@ é&l‘ggﬂﬁéﬁlcko o phCTa

peryaupyemoe no3upoBkoi neiictBue aa3aThHHOA (Cavg, Cmin U Cmax) OBUIO CXOXHM JUIS
nanuenToB ¢ XMJI B xpornueckoi ¢ase u namuentos ¢ OJIJI Ph',
CyIleCTBEHHBIX ~pa3iuyiii B (apMaKOKUHETHKE MEXKAY JEThbMH U IOAPOCTKAMH HE

HaOJIFOJAJIOCh.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeueHb BCIOMOraTe/IbHBIX BelIECTB

S npo TabieTkn

JlakT0o3BI MOHOTHPAT

Lemono3a Mmukpokpuctainyeckas 102
Kpockapmenno3a Harpus

l'unpomnoza

Marnus cteapar

[Inenounas o6on04ka: Onaapain® YS-1-18177-A Genbrid

I'mnpomennosa
Turtana guokcun (E171)
Makporo:n-400

6.2. HecoBMecTHUMOCTD

He npumennmo

6.3. Cpok rogHocTu (CPOK XpaHeHHUs )

2 roxma

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUH

[Tpu Temnieparype He Boite 30 °C
6.5. Xapakrep u coaepkaHue NEPBUYHONH YIIAKOBKH

Jns nosupoBok 20 mr, 50 mr, 70 mr: Ilo 60 TabneTok B MOIMATUIIEHOBBIN (DJIaKOH BBICOKOM

IUIOTHOCTH, YKYITOPEHHBI IOJMIIPONMICHOBOW KPBIIIKOM C BIJIArONOINIOTHTENIEM, KOHTPOJIEM
IIEPBOTO BCKPBITHS U 3AIUTON OT JIETEM.

Io 1 q)HaKOHy BMCCTC C JINCTKOM-BKJIaABbIIICM ITOMCIIAIOT B IMAYKY U3 KAPTOHA.

Jns nozupoBku 100 mr: ITo 30 TabieTok B MOMMATUIICHOBBIM (DIaKOH BBICOKOW IUIOTHOCTH,

YKYIIOPEHHBIM  TTOJIAIIPOIIMJICEHOBOM  KPBIIIKOM C  BJIArOMNOITIOTUTENIEM, KOHTPOJEM IIEPBOTO
BCKPBITHSI U 3aLIUTON OT JETEH.

IIo 1 (pJ'IaKOHy BMCCTC C JINCTKOM-BKJIQABIIICM IMTOMCIIAIOT B I[MAYKY U3 KAPTOHA.
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6.6. OcoOble Mepbl NPETOCTOPOKHOCT npn':nr&ﬁﬂ&%@@ﬁ&gﬂI:ijflfﬁggb%(';gipﬂj!ﬁoro

JIEKAPCTBECHHOI'O npemapara HJIHA 0TX010B, MOJYYECHHBIX mocJje NPpUMCHECHUSA
JICKAPCTBCHHOI'0 IIpemapara, 1 APyrue MaHMNyJsluu € nmpemnapaTom
Becw ocraBmmiics J'IeKapCTBCHHHﬁ mnmpenapar U OTXO0AbI CIECAYECT YHUUTOXHUTEL B COOTBETCTBUU C

YCTAaHOBJICHHBIMU HAITMOHAJIbHBIM 3aKOHOJATCJILCTBOM Tpe6OBaHI/I${MI/I.

7. AEPKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUS
000 «MUXP», Poccus

141401, MockoBckas 00i1., T.0. XUMKH, . XUMKH, yiI. Padouas, 1. 2A, ctp. 1

Ten. daxc: +7 (495) 995-49-41

7.1. llpeacraBuTe/Ib AepPKATE/sl PErHCTPALMOHHOIO Y10CTOBEPEHU
[Iperen3uu norpeduTene HAIPaBIATh 10 aAAPECY:

000 «MUXP», Poccus

141401, MockoBckast 0011., 1.0. XuUMKH, T. XUMKH, yi. PaGouas, 1. 2A, ctp. 1
Ten.: +7 (495) 995-49-41

OnexTponHas noyra: ithr@iihr.ru

8. HOMEP PEIT'UCTPAIMOHHOI'O YIOCTOBEPEHMUSA

9. JATA NEPBUYHOM PETUCTPAIIMA (IIOATBEPXJIEHUS PETMCTPAIINMN,
INEPEPETUCTPALIMN)

JlaTa epBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

O6mas xapaktepuctuka JekapctBeHHoro mnpenapara JASATUHUB-XUMPAP noctynna nHa
uH(popManmoHHOM TopTasie EBpa3uiickoro SKOHOMHUYECKOTO COr03a B HWH(OpPMAIMOHHO-

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