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WHCTPYKIUS IO MEJUILMHCKOMY MPUMEHE HHOTERAPCTBEHHOTO

IPEITAPATA

JHouerakces-Pyc
PerncrpanmonHblii HOMep:
Toprosoe HanmmeHnoBanue: Jlouerakcen-Pyc
MesxaynapoaHoe HenaTteHToBaHHOe HauMeHoBanue (MHH): nouerakcen
JlekapcTBeHHas popMa: KOHIEHTPAT JUIsl IPUTOTOBIICHUS pAacTBOPA st HHPY3Uit
CocrasB Ha 1 ¢uakoH:
leticmsyrowee sewgecmao:
Jouerakcena tpurnapar (B nepecuere Ha gorerakcen) — 20,0 mr, 80 mr, 120 mr
Bcnomocamenvhvie sewecmea:
[Tomcopoar 80 — 0,5 mi, 2 M, 3 M
CocraB npuiaaraeMoro pacTBOPUTEIIS:
PactBop 3Tanona 6e3BogHOoro (06/060) 15,25 % - mo 1,5 M, no 6,0 mut, 10 9,0 mu
Onucanue

KoHI1eHTpaT Il IPUTOTOBJICHUS pacTBOPA JIJISI I/IH(bVSI/Iﬁ

[Tpo3paunblii BA3KUN pacTBOP OT JKEJITOrO JJO KOPUUHEBATO-KEITOIO 1IBETA.

PactBopurens

[Tpo3paunast GecriBeTHas! )KUJIKOCTb.

dapmakoTepaneBTHYeCKasi TPyNna

[TpoTuBOOIIyXONEBBIE CPENCTBA; AIKAIOUABI PACTUTEIBHOIO IPOUCXOKIACHUS M JIPYTHE
IPUPOJIHBIE BEILIECTBA; TAKCAHBI.

Koa ATX: LO1CDO02

DapMaKoJIOrHYecKue CBOMCTBA

Dapmaxoounamuka

Jlouierakcen — MPOTUBOOMYXOJIEBBIM IMpenapar pacTUTEIbLHOTO MPOUCXOXKIACHUS (M3 TPYHIbI
takcouioB). CrabunusupyeT TyOyJlIHH B MHUKpPOTpyOOuKaX, MPEMmsTCTBYET WX pacranxy, 4To
HapylIaeT MPOLECC JIEJIEHUS OIyXOJIEBBIX KIIETOK. JloIeTakcen A0iroe BpeMs COXpaHSETCs B
KJIETKaX, TJI€ KOHLEHTPAllUs €ro JOCTUraeT BBICOKMX 3HaueHui. Kpome Toro, mounerakcen
MPOSIBIISIET AKTUBHOCTh B OTHOLLIEHUH HEKOTOPBIX, XOTSI U HE BCEX, KJIETOK, MPOIYLUPYIOMIUX B
U30bITOUHOM KoymdecTBe P-rmkonporenH (P-gP), koaupyemblii T€HOM MHOKECTBEHHOM
PE3UCTEHTHOCTH K XUMHOTEPANIeBTUYECKUM TIpernapartaM. IN VIVO jorerakcen MMeeT MIMPOKUMA
CIEKTP AKTUBHOCTH B OTHOLUEHWM OITYyXOJEH MBIIIEH U NEPEBUBAEMBIX OIYXOJIEBBIX KIIETOK
YesloBeKa.

Knuanueckas 2¢deKkTHBHOCTE
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b dHEKTHBHOCTS /IONIETAKCENA IOKA3AHA TIPH pake MOTOMHOT KeE3hT. HomMakoKrerodHonm pake

JIETKOI'0, paKe SMYHUKOB, TOPMOHOPE3UCTEHTHOM paKe MPeJICTAaTENbHOM JKEEe3bl, paKe KelyaKa,
paKe TOJIOBBI U LIEU.

DapmakoKkunemuxa

DapmaxkokuHemuka y 83pocivix

dapMakOKMHETHKA JOIETaKceda HE 3aBHCUT OT J036l M COOTBETCTBYET Tpex(azHoit
(apMaKOKMHETUYECKON MOJICNIN C TIEPHOJaMH TIOTYBBIBEICHUS 11 0, B 1 Y pa3 — 4 muH., 36 MuH.
n 11,1 9, COOTBETCTBEHHO.

Abcopdoyus

Tocre omHOUacoBOi MH(Y3HH moneTakcena B 1o3e 100 Mr/M? cpeHue 3HAUEHNS MAKCUMAJTBHOM
KOHIIEHTpauuu nomerakcena B 1uiazmMe (Cmax) cocTaBisuin 3,7 MKI/MJI C COOTBETCTBYIOIIEH
IJIOIIAJIBIO O] KpUBOH «KOHIeHTpanus — BpeMs» (AUC) 4,6 MKr*u/mi.

Pacnpeoenenue

Cpennue 3HaUeHUS 715 00IIETro KIMpeHca u 00beMa pacrpeieieHUs] B PABHOBECHOM COCTOSIHUHU
cocraBisui 21 n/a/mM2 u 113 11, cOOTBETCTBEHHO. 3HAUYCHHUS OOIIEro KIMpPEHCa JoleTakcena y
pa3HBIX NAIlMEHTOB Pa3InyalInuch Tpuban3uTensHo Ha 50 %.

buompancgopmayus u snumunayus

Jouerakcen Oosiee uem Ha 95% cBsa3bIBaeTcs ¢ O€IKaMu M1a3Mbl KPOBH.

Jlouiletakcen mocie OKHUCIEHUS TepT-OyTUIOBOM 3(QUPHOM Tpynmbl C IMOMOIIBIO CUCTEMBI
uzopepmenToB P450 B TeueHue 7 AHEH BHIBOAUTCS Yepe3 MOUKH, ¢ MOUOi (6% BBEICHHON J03bI)
U Yepe3 JKeNlyOYHO-KUIIeYHBIH TpakT, ¢ kaioM (75% BBeneHHod no3bl). Okono 80% ot
BBEJICHHOM J103bI JIOlI€TaKcena B TeueHue 48 4acoB BBHIBOJAMUTCA C KaJOM B BHJIE€ META0OJIUTOB
(OCHOBHOI'O HEAKTUBHOT'O METabOIMTa M TPEX MEHEE 3HAUMMbIX HEAKTUBHBIX METa0OJIUTOB) U B
OUYEHb HE3HAYUTEIbHOM KOJIMYECTBE — B HEM3MEHEHHOM BH/JIE.

Boszpacm u non

dapMaKOKMHETHKA JIOLIETaKcela He 3aBUCUT OT BO3pacTa U IoJia MalueHTa.

Ileuenounas nedocmamoyrnocmo

[Ipuy cnabo W yMEpPeHHO BBIPAKEHHBIX HAPYIIEHUSAX (QYHKUUU TMe4YeHH (aKTUBHOCTb
ananuHamuHoTpancdepassl (AJIT) u acnapratamunorpancdepassl (ACT) > 1,5 ux BepXHHUX
rpaaui] Hopmbl (BI'H) B couetanuu ¢ akTuBHOCTHIO TienouHoi ocdaraser > 2,5 BI'H) oOmuit
KIIMPEHC JiolleTaKkcesa CHIKaeTes B cpeiHeM Ha 27 %.

3adepoicka sncuokocmu

[Tpu cnaboit uam yMepeHHOM 3aiepKKe KUAKOCTH KIMPEHC JO0IETaKceIa He MEHSETCS; CBEICHU I
0 €ro KJIMpeHce MPH BBIPAKEHHOM 3a/1ep)KKe KUKOCTH HET.

Kombunuposannas mepanus
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[Ipy KOMOWHHUPOBAHHOM TPUMEHEHUHU IOoIeTakcea He 'E!{;IEC}E%%ﬁB%H&EJﬁ%Eﬂﬁa u

TUTA3MEHHYIO KOHIIEHTPAIIMIO JOKCOPYOUIIMHOIa (MeTabomTa JOKCOPYOHIIMHA) B TJIa3Me KPOBH.
dapMaKOKHHETUYECKUE TIOKa3aTeNd JolleTakcena, JIOoKcopyounmHa u 1ukiodochamuga He
U3MEHSAJIUCh TpPU HMX OJHOBPEMEHHOM mpuMeHeHuH. KamenuutabuH He BIMSET Ha
dapmakokuHeTuKy aonerakcena (Cmax, AUC), a gomerakcesn, B CBOKO O4epellb, HE BIUSET Ha
(bapMaKOKUHETHKY KarnenuTabruHa 1 HanboJiee BaKHOTO MeTabosuTa Kaneruraduna (5'-DFUR).
Knupenc porerakcena mpu KOMOWHUPOBAHHOM Tepamuy C IHUCIUIATHHOM HE MEHSIETCS II0
CPaBHEHHIO C €r0 KIMPEHCOM MpU MOHOTepanuu. apMakoKUHETHYECKUI MpoduiIb HUCIIIaTHHA
BBOJMMOI'0 BCKOpE Mocie MHQY3UH AOoLeTakcena He OTIMYalCsS OT TaKOBOTO MpPHU BBEICHUU
onHOTO IMcIutatiHa. [IpenHn30H He BIUsAET Ha (HDapMAKOKWHETHKY JOIETAKCeNa, BBOJIUMOTO
1ocjae  CTaHNApTHOW  MpeMeAWKalmuud  JekcaMmeTa3oHoM. KomMOWHMpOBaHHas — Tepamus
JIOLIETAKCEeNIOM, LUCIUIATUHOM M (QTOpPYpaliiioM HE H3MEHSeT uX (apMaKOKHHETHUECKUX
MOKa3aTeeH.

DapmakokuHemuxa y oemetl

Y nereéi papMakOKMHETHYECKHE MOKA3aTeIM MPH MOHOTEPAINUU JIOICTAKCEIOM W Tepanmuu
JIOLIETaKCeJIOM B KOMOMHAIIMY C IUCIUIATUHOM U (PTOpYpaLuiaoM ObLTH aHAJIOTUYHBIMU TaKOBBIM
Y B3pPOCITIBIX.

IMoka3aHusi K NPUMeHEHHIO

Hounerakcen-Pyc nokasaH kK IpUMEHEHHIO Y B3POCIIBIX.

Pax mosmounoit xenessl (PMIK)

Aovrosanmuas u Headvr8aHmMHasl mepanus

Aovrosaumnast mepanu:

Onepabenvuwviii PMJK (npemapar Jlonerakcen-Pyc B KOMOWMHAIMM C JOKCOPYOMIIMHOM H
ukiopochaMuaom):

« onepabenbHblii PMK ¢ nopaxeHuneM pernoHapHbIX TUM(OY3II0B;

« omnepabenbHbIii PMIK 6e3 nmopaxxeHus: pernoHapHbIX JIUM(}OY3/10B y HAIUEHTOK, KOTOPbIM
MOKa3aHO IIPOBEJIEHUE XHUMHUOTEpPANUM COTJIACHO YCTAHOBJIEHHBIM MEXKIYHapOIHBIM
KpUTEPHSIM 0TOOpa JJIsi NEPBUYHON XUMHUOTEpanuy paHHuX cTaguil PMOK (npu Hanmuuun
oJlHOro WK Oojee (HakTOPOB BBICOKOTO PHCKA Pa3BUTHS PEIMIMBA: pa3Mep OMYXOJH
Oosee 2 cM, OTpULIATEIbHBIA CTAaTYC ACTPOTEHOBBIX M MPOTECTEPOHOBBIX PELENTOPOB,
BBICOKAs THCTOJIOTMYECKasi CTENEHb 3J0KAYeCTBEHHOCTH OmyXonu (cremeHp 2 — 3),
BO3pacT MeHee 35 JieT).

Onepabenvuvii  PMJK ¢ onyxonesoti  eunepskcnpeccueti HER2  (moxcopyOounmuH wu
nukiodochaMu] ¢ mociaenyouM npuMeHenueM npenapara Jlonerakcen-Pyc B koMOuHaImm ¢

Tpacty3ymabom (cxema AC TH)).
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Heoaovrosanmnas mepanu:

Onepabenvuviii u mecmuo-pacnpocmparnetuviti PMJK (nokcopyOurma u mukinodochamua ¢
MOCJICIYIOIIUM MPUMEHEHHeM penapara J{omnerakcen-Pyc).
Memacmamuueckutl u (uru) mecmuo-pacnpocmparenusiic PMIK

«  MectHo-pacnpocTpaHeHHbIN niau Meractarndeckuiit PMOK (mpenapar Jlonerakcen-Pyc B
KOMOUWHAIMH C TOKCOPYOHIIMHOM, Tepanus 1-oil TuHun).

* Meracrarnueckuii PMXK ¢ onyxoneBoil rumnepskcnpeccueir HER2  (mpemapar
Homerakcen-Pyc B koMOMHAIIMY ¢ TpacTy3yMaOoM, Tepanus 1-oi JTUHUN);

« MecTHo-pactipocTpaHeHHbIH WM MeTactatudeckuii PMOK mnpu  HeaddekTuBHOCTH
IPEIIECTBYIOLIEH XUMHOTEpANUY, BKIIOYABIIECH AHTPALMKIMHBI WM AIKWIMPYIOIINE
cpenctsa (mpemnapat Jlouerakcen-Pyc B MoHOTepanum).

» MectHo-pacnpocTpaHeHHbld uinu MeTtactatuueckuid PMOXK mnpu  HesddexkTuBHOCTH
MPEeIIIeCTBYIONIEH XMMUOTEpaly, BKIOYaBIIeld aHTpalluKiInHbI (penapat Jouerakces-
Pyc B komOuHamu ¢ KanenuTabuHoMm).

Hemenkoknemounulii pax 1e€2Kko2o

*  MecTHO-pacnpoCTpaHEHHbIN UM METACTATUYECKUI HEMEJIKOKJIETOUHBIN PaK JIErKOro npu
Hed(pEeKTUBHOCTH MpeauecTByromeil xumuorepanuu (mpemnapar Jouerakcen-Pyc B
MOHOTEPAITHH).

« HepesexkrabenbHblit MECTHO-PACIPOCTPAHEHHBIN WIN METaCTaTHYECKUI
HEMEJIKOKJIETOUHBI pak Jerkoro (mpemapar Jlonerakcen-Pyc B komOuHanuu c
nucruiatiHoM, mpemnapar  Jlouerakcen-Pyc B koMmOuHammum ¢ KapOOMJIaTHHOM
NpEJICTaBIsIeT albTEPHATUBHBIM BapUaHT JICUEHUS JJIs OCHOBAaHHOW Ha IMCIIATHHE
Tepanuu, Tepamnus 1-oil TuHuN).

Pax auunukos

» MeracraTnueckuii pak SUYHUKOB MU HEAP(HEKTUBHOCTHU MPEALIECTBYOMIEH Tepanuu |-

oif muHuM (mpenapat Jouerakcen-Pyc B MoHOTEpanuu, Tepanus 2-0i JIMHUN).
Pax npedcmamenvnoii ycenesol

* MeracTaTuueckuii  KacTPallMOHHO-PE3UCTEHTHBIM paKk  MpEACTATEIbHONW  KEJE3bl
(mpenapar Jlouerakcen-Pyc B koMOMHAIMY ¢ IPEAHU30HOM WITH MIPETHU30JIOHOM).

* MeractaTueckuii TOPMOHOUYBCTBUTENbHBIN pak MpeACTaTeNbHOM Xeye3bl (mpenapar
Jouerakcen-Pyc B komOuHanuu ¢ antuanaporenHoit tepanueit (AAT) ¢ nmpenHH30HOM
WIY TPEAHU30JI0HOM WK 0€3 MPeTHU30HA UITH MTPETHU30JI0HA).

Paxk xncenyoka (adenokapyunoma)
* MeractaTnueckas aJleHOKaplIIMHOMAa JKellyjJKa, BKJIKOYas aJeHOKapIMHOMY 30HbI

MUIIEBOAHO-KETYIOUHOTO Tmepexona (mpenapar Jlonerakcen-Pyc B kxomOuHamuu ¢
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LUCIUIATUHOM U (PTOpypaLuIoM, Tepamny

Pak zonoewt u wmeu
«  MecTHO-pacnpOCTpaHEHHBIN IUIOCKOKJIETOYHBIA pak TOJIOBBI M mien (mpemapar
JHouerakcen-Pyc B xoMOMHAIMM € IUCIUIATUHOM W (TOpYpaluiIoM, HHAYKLIHOHHAS
Tepanus).
IIpoTuBONOKa3aHMSA
* BrlpaxeHHble peakUWW TOBBIIICHHOH YYBCTBUTENBHOCTH K JOLIETaKCeNy WU
nosmmcopoary 80.
« Hcxonnoe komuyecTBO HEUTpOUIIOB B niepudepudeckoit kpoBu <1500/mMKi1.
*  BrIipaxeHHBIC HapyIICHUS! PYHKINHU TTEYCHH.
» bepeMeHHOCTh U TIepuo/] TPYAHOTO BCKAPMIIMBAHHUSL.
[Tpu npumenenun npenapara Jlonerakcen-Pyc B koMOMHAIUU ¢ APYTUMU IperiapaTaMu CiIeayeT
TaK)Ke YUYUTHIBATH MPOTUBOMOKA3aHUS K UX IPUMEHEHUIO.
C 0CTOPOKHOCTHIO
« [Ipu omHOBpEMEHHOM NpPHUMEHEHHHM C CHJIbHBIMH HHrHOuTOpamm u3odepmenta CYP3A4
(Hampumep, KETOKOHA30JI0M, UTPAKOHA30JI0M, KIIAPUTPOMUIIMTHOM, UHIUHABUPOM, He(a30J0HOM,
HeN(QUHABUPOM, pUTOHABUPOM, CAKBUHABHPOM, TETUTPOMHUIIMHOM, BOPUKOHA30JI0M) (CM. pa3en
«BzaumoeicTBIE C IPYyruMH JIEKAPCTBEHHBIMU CPEACTBAMUY ),
« [Ipy OmHOBpEeMEHHOM TPUMEHEHWH TMPENapaToB, HHAYLUUPYIOMIUX WM HHTHOUPYIOIINX
uzodpepmentsl CYP3A, unn merabonusupyromuxcs ¢ nomouibio nzopepmentoB CYP3A, Takux
KaKk IMKJIOCIOPUH, Tep(eHaanH, OHPUTPOMHMLIMH U  TPOJEAHJOMUIMH (CM. pa3zaen
«B3aumozeiicTBue ¢ APYTUMH JICKAPCTBEHHBIMH CPEJICTBAMMIY).
IIpumMenenune Bo BpeMsi 0epeMeHHOCTH U B EPUO/ TPYAHOT0 BCKAPMJINBAHUS
[Tpumenenue npenapara Jlonerakcen-Pyc npoTuBonoka3ano Bo BpeMsi 0epeMEHHOCTH U B IEPUO/]
IpyIHOro BCKapMinBaHMs. JKEeHIMHAM B CiTy4yae BOSHUKHOBEHHsI y HUX OEPEMEHHOCTH BO BpeMs
JICYSHHSI CIIeyeT CPOYHO COOOUTUTH 00 ITOM CBOEMY JIeHallleMy Bpady.
Cnocod npuMeHeHHs U 103bl
Jleuenne npenaparom Jlonerakcen-Pyc cineayer mpoBOAMTH TOJMBKO MOJ HaONIOJEHUEM Bpaya,
UMEIOILIETO  OMBIT  TPOBENEHHS  IPOTUBOOIYXOJNEBOW  XUMHOTEpalmMM B  YCJIOBHSAX
CTEMATM3UPOBAHHOTO CTAIIMOHAPA.
Jns  mpenynpexaeHusT pa3BHTHS PEAKIUH TUNEPYYBCTBUTEIHHOCTH, a TaKKe C IIEIBI0
YMEHBUICHHUS 33JIepKKH JKUJAKOCTH BCEM NalMeHTaM, MojydaromuM npenapat Jouerakcen-Pyc
(KpoMe TMaIMEeHTOB C PAaKOM IpeJCTaTeIbHON >Kelle3bl, PeKOMEHJAIUU 10 MpeMeIUKaluu Y
KOTOPBIX CM. HIDKE), B CIy4ae OTCYTCTBHS MPOTHBOIIOKA3aHW IMPOBOAUTCS IpEeMeIUuKaIus

[IIIOKOKOPTUKOCTEPOHIOM, HAalIpUMeEp, IeKCAaMEeTa30HOM BHYTpb B fio3e 16 mr/cyTku (1o 8 mr aBa
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pasa B CyTKH) B T€UCHHE 3-X JHEH, HaunWHas 3a | JIeHb n%gﬁggﬂ%égﬁg#ﬁﬁ&gﬁ%c%?yc

Y MmanMeHTOB ¢ METAacTaTUYEeCKHM KAaCTPAIMOHHO-PE3UCTEHTHBIM PaKOM MpeACcTaTeIbHON
JKeNe3bl, TOJIYYaloIUX COIMYTCTBYIOIIEE JICUEHUE MPEIHU30HOM WIH IPETHU30IOHOM,
MPOBOJUTCS MPEMEIUKAIIMS JEKCAMETa30HOM BHYTPb B J103€ 8 Mr3a 12 4, 3 4 u 1 4 g0 Hayana
BBeieHUs npenaparta Jlonerakcen-Pyc.
VY NanueHToB ¢ METaCTaTUYECKUM TOPMOHOYYBCTBUTEIBLHBIM PAKOM TMPEACTATEIHHON KeIe3bl
HE3aBHCHUMO OT OJIHOBPEMEHHOT'O HCIIOJIH30BAHMSI TIPEIHU30HA UM MTPEIHU30I0HA, TPOBOIUTCS
peMeIuKalus 1eKCaMeTa30HOM BHYTPh B 03e 8 Mr 3a 12 4, 3 y u 1 u 1o Havana BBeOCHUS
npenapara [lonerakcen-Pyc.
Jiss  CHIDKEHWsST pHCKA Pa3BUTHS TI'eMATOJOTHYECKOW  TOKCHYHOCTH  PEKOMEHIYETCS
MPOPUIAKTUYECKOE BBEICHUE IPAHYJIOLMTAPHOTO KoJIoHuecTuMmyupytoiero ¢pakropa (I-KCD).
[Tpenapar Jouerakcen-Pyc BBOOUTCS MyTeM OJHOYACOBOW BHYTpHBeHHOW mH(y3uu 1 pa3z B 3
HEJIeTH.
Pax monounoii scenezvt (PMIK)
Aovioeanmnas mepanus
[Tpu anwproBanTHOI Tepanuu onepadbensHoro PMXK ¢ mopakeHueM pernoHapHbIX TUMGPOY3IOB U
onepabensHoro PMJK 0e3 mopakeHuss peruoHapHbIX JUM(OY3JI0B peKOMeHAyeMas [103a
npemnapara Jlonerakcen-Pyc cocrasmser 75 Mr/m? gepes 1 4 mocie BBeieHUs JokcopyounuHa (50
Mr/M?) 1 uknodochamuaa (500 mr/m?) kaxasie Tpu Henenu (cxema TAC). Beero 6 MuKiIoB (cm.
Takke aanee «Koppekuus 103 mpu XUMHOTEPATTANY ).
[Ipy anbplOBaHTHON Tepanuy TMAlKMEHTOB C OMNepadeNbHBIM PAKOM MOJOYHOW JKeJe3bl C
oryxoiieBoil rumnepakcnpeccueir HER2 pexomenmyrotcs ykasaHHbIE HIDKE 03Bl IIperapara
Houerakcen-Pyc
- Xumuomepanus no cxeme AC TH
» AC (uukisl 1-4): nokcopyourus (A) 60 Mr/M? ¢ MOCIEAYIONUM BBeACHHEM IuKIopochamuia
(C) 600 MI/M? KaKIple 3 Heaen, 4 UK.
« TH (muxmasr 5-8): monerakcen (T) 100 mr/m? 1 pa3 B 3 Hemenu, 4 mukna u Tpactysyma6 (H),
BBOJIMMBIN €KEHEJIEIIHbHO B COOTBETCTBHUH CO CIEAYIOIIEH CXeMOi:

- 1mWKa S (HaunHaeTcs yepes 3 Henenu nocie nocneanero nukina AC):

OeHvb [: TpacTty3ymal 4 Mr/kr (Harpy3o4Has 703a),

denv 2: nonerakcen 100 mr/m?, nens 8 u 15 — TpacTy3ymab 2 Mr/kr;

- IHKIBI 6-8:

denv 1: nonerakcen 100 Mr/m? u TpacTy3ymab 2 MI/KT,

Oenv 8 u 15: - TpacTy3ymald 2 MI/KT.

- Yepes Tpu Heaenu nocnie aHs 1 mukia 8: Tpacty3ymad 6 MI/KT Kaxble 3 HEJeH.
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Heoaovrosanmnas mepanus

Jliss  mpoBeneHUS HEOAJBIOBAHTHOM Tepanmuy MAlMeHTOB C ONepadelbHBIM H MECTHO-
pacpoCTpaHEHHBIM PAKOM MOJIOYHOM JKeNle3bl PEKOMEHAYIOTCS YKa3aHHbIE HIKE J03bl
npenapara [louerakcen-Pyc:

- AC (ks 1-4): nokcopy6burms (A) 60 Mr/mM? ¢ mocneayomuM BeeeHneM muknodochammia
(C) 600 Mr/m? Kaskple 3 Heenu, 4 UKIIa.

- T (uukasr 5-8): morerakcen (T) 100 mr/m? 1 pa3 B 3 Henenw, 4 UKIIA.
Mecmno-pacnpocmpanennwiii unu memacmamudeckuti PMIK

IIpu mecTHO-pacnpocTpaHeHHOM Hiu MeracratudeckoM PMJK B kauecTBe Tepanuum nepBoi
JMHAM JIOLETaKcen 75 Mr/mM? mpuMeHsleTcs B KOMOMHAIMM ¢ JoKcopyoummuHoM 50 mr/m?; B
KauyecTBe TEpaIuu 2 TUHUU PEKOMEHI0OBaHHas 7103 J0IeTaKcena B MoHoTepanuu coctasiseT 100
MT/M.

Hns komOunanmu mpenapara Jlouerakcen-Pyc rmmoc Tpacty3ymad pexkomeHayemas 103a
npenapara Jlonerakcen-Pyc cocraBnser 100 Mr/m? kakmsle 3 Helelnd C eKEHEIEHbHBIM
BBeJIeHUEM TpacTy3yMada. [lepBoHauanbHas BHyTpUBEHHAs MH(DY3Us AOLETAKCENa MPOBOIUTCS
Ha CJIEIYyIONIM JEeHb MOCie MepBOil 036l TpacTyzyMmaba. Ilocnenyromue 10361 AoleTakcena
BBOJIATCS HETIOCPEACTBEHHO TOCJIE OKOHYAHWs BHYTPHMBEHHOW HH(]Y3UU TpacTy3ymaba (mpu
XOpolel MepeHOCUMOCTH MpEeAIIeCTBYIOIEH J03bl  TpacTyzymaba). g mnomyyeHus
uH(pOpMaIIMK O J03aX M Croco0e BBEACHUS TpacTy3yMada CM. HHCTPYKIUIO IO MEAUIIMHCKOMY
MPUMEHEHHUIO TpacTy3ymaoa.

[Ipu koMOUHAIMK C KaneMTaOMHOM PEKOMEHI0BaHHAs 7103a JOIEeTaKceaa COCTaBIseT 75 Mr/Mm2
Kak/ple 3 HeJenu, a Karnenurabuna — 1250 Mr/mM? BHYTph [Ba pa3a B CyTKH (B TeueHue 30 MUHYT
nocine e/ibl) B TeYeHHE 2-X HeNleNb C MOCIeAYIONINM OJHOHEIEIbHBIM MepHoaoM OTAbIXa. [lns
pacueTa J03bl KaneuTaduHa B COOTBETCTBUHU C TUIOIIAIBI0 TIOBEPXHOCTH Tella CM. HHCTPYKIIHMIO
10 MPUMEHEHUIO KaneluTaduHa.

Hemenxoknemounwtii pak 1e2k02o

VYV nanueHToB, HE MOJY4YaBIIMX paHEE XUMHUOTEPANHIO, PEKOMEHIYETCSl CIEIyIolas cxema
JNIeUeHNS: ToTeTakcen 75 MIr/M2, cpasy Mocie Hero BBeICHHE IICIUIaTHHA 75 Mr/M? B TeueHne 30
— 60 munyT mu kap6ortatuaa (AUC 6 mr/ma/mun) B Tedenne 30 — 60 MUHYT.

Jns neuenuss mocine HedIP(PEKTUBHOCTH XUMHOTEpanMM Ha OCHOBE IMpernapaToB IUIATHHBI
PEKOMEH TyeTCsl MOHOTEPATIHS JOIETaKCENOM B 103€ 75 MI/M>,

Memacmamuueckuii pak AUYHUKOS

Jnst 2-011 TMHUM Tepanvy paka SSMYHUKOB PEKOMEHIAYeTCs 103a gorerakcena 100 MI/M? KaxKIbIe

3 HeleMu B MOHOTEpAIUH.
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Pax npeocmamenvnoii ycenesl

MemacmamuuecKkuii KacCmMpayuonHo-pe3uCmeHmublil pax npeocmamenbHOU Hcene3vl

Jlig  nedeHus DAUMEHTOB €  METACTaTUYECKUM  KacTPAaLlMOHHO-PE3UCTEHTHBIM  PaKOM
MpEeJCTaTeNIbHOM KeJe3bl peKOMEHI0BaHHas J103a mnpemnapara Jlonerakcen-Pyc cocrabiser 75
Mr/M? 1 pa3 B TpU HEJIENHN.

[TpeHM30H WK IPEIHU30JI0H IPUHUMAIOT AJIMTENIBHO 0 5 M BHYTPh 2 pa3a B CyTKH.
MemacmamuuecKkuti 20pMOHOUYBCMBUMENbHBLU PAK NPeOCmamenbHoU JHcee3bl

Jl1s nedeHrs naueHToB ¢ METaCTaTUYECKUM FOPMOHOYYBCTBUTEIBHBIM PAKOM IPEICTATEIbHOMN
eJe3bl PeKOMEHIOBaHHas 103a npenapara Jlonerakcen-Pyc cocraBister 75 mr/m? 1 pas B Tpu
Hezlenu B TeueHue 6 KypcoB. [IpenHN30H Wi NpeaHU30JI0H NPUHUMAIOT JUIUTENbHO 1Mo 10 Mr
BHYTPb €XKEIHEBHO.

Pax xcenyoka (adenokapyunoma)

s nedeHus MAlUMEHTOB € aJCHOKAPIMHOMOM >KeNmyJlka PEeKOMEHIOBaHHas J03a Mpernapara
Jlonetakcen-Pyc cocraBnser 75 Mr/mM? B BHE OJHOYACOBOH BHYTPHBEHHOH HH(Y3HMM C
rnocyeayomeii BHyTpUBEHHOH MH(Y3Hel mucniatuaa 75 mr/m? B Tedenue 1 — 3 4acoB (06a
mpernapara TOJIBKO B TIEPBbII JIEHb KaXI0T0 IHUKIa XuMuoTepanuu). [1o 3aBepiiieHun BBEACHUS
IICIITIATHHA TIPOBOAAT 24-4acoByI0 BHYTPUBEHHYIO HH(DY3M0 dropypammna 750 Mr/mM%/cyTku B
TeueHue 5 cyTok. Jledenuwe moBTOpsieTcss Kaxkaple 3 Henenu. [lamueHTsl JOJKHBI MOJTydYaTh
pPEMEIUKALMI0 MPOTUBOPBOTHBIMHU IIpENapaTaMM M aJeKBaTHYIO THApPATAlUI0 MPU BBEIACHHUU
[UCIUIaTUHA. J[71 yMEHbIIIEHUS prCcKa TeMaToIOTHYecKo TokcnyHocTH (cM. nanee «Koppekuus
7103 MIPU XUMUOTEPANUn») ¢ MpoUIaKTUYECKOH 11esbio mokazano BeeaeHue I-KCO.

Paxk 2010661 u weu

[TarueHTsl JOJKHBI MOJyYaTh MPEMEIMKALMI0 MPOTUBOPBOTHBIMU IIpenapaTaMy, UM JOJKHA
MPOBOAMTHCA aJIeKBaTHAs TUApaTaius (10 U mocie BBeAeHHs 1uciuiatuia). Cienyer npoBOIUTh
npoQUIaKTUKYy pa3BUTUS HEUTpomeHWyeckux uHeKkuuid. Bce manmueHTh, y KOTOPBIX
IIPUMEHSUTUCH CXeMBI JICUeHHUs, cojiepkalue npenapat Jouerakcen-Pyc, momydany aHTHOUOTHKU
¢ IpodUITAKTHUECKOH 1IEIBIO.

Hnoykyuonnas xumuomepanus ¢ nocieoyroujeli 1y4esoli mepanuetl

JUis  MHAYKUMOHHOW  Tepalud  TpU  MECTHO-PAclpOCTPaHEHHOM  HeomepabeabHOM
IUIOCKOKJIETOYHOM paKe TOJIOBbl M IlIeW peKOMEHJOBaHHas ao3a mpenapata Jlouerakcen-Pyc
cocTapysieT 75 Mr/M? B BHjie OJHOYACOBOI BHYTPUBEHHON HH(DY3UHU C TIOCETYIOIMM BBEICHHEM
IUCIUIATHHA B 03¢ 75 Mr/mM2 B TeueHue 1 yaca (06a mpenapara BBOASTCSA TOIBKO B MEPBHIi JeHb
KQXKIO0T0 [IUKIIA XUMUOTEPAIiN).

[Tocne sTtoro mpoBOAMTCS HEMpepbIBHAsS BHYTpUBEeHHas uHQy3us dropypammia B goze 750

MF/MZ/CYTKI/I B TEYEHHUE 5 CYTOK. DTa CXeMa MOBTOPSIETCA KaXK/IbI€ 3 HEIEJIN B TEUCHUE 4-X IIUKJIIOB.
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Hnoykyuonnas xumuomepanus ¢ nocieoyoujel Xumuoiyuesol mepanuei

Jns MHAYKIIMOHHOM Teparui MECTHO-PACIPOCTPAHEHHOTO IUIOCKOKJIETOYHOIO paka TOJIOBBI U
ey (TEXHUYECKH HEpe3eKTabeIbHOr0, C HU3KOW BEPOSTHOCTHIO XUPYPrUUECKOT0 U3JICUCHUS UITU
C LIEJIbIO COXpaHEHUS OpraHa) peKoMeHI0BaHHas J103a npenapara [louerakcen-Pyc cocrauser 75
Mr/M? B BHJE OJHOYACOBOH BHYTPHBEHHOH wuHQY3um c mociexytomeii 0,5-3-uacooii
BHYTpUBEHHOH nH(y3uei nucmnatuna 100 mMr/m? (06a mpemnapara BBOJAATCA TONBKO B HEPBbIi
JE€Hb KaXKJ0T0 [IMKJIa XUMUOTEPAINH) U C OCIEAYIOLIEi HenpephIBHON BHYTPUBEHHOMN HH(Yy3uei
dropyparmna B 1o3e 1000 mMr/mM%/cytku ¢ 1 1o 4 eHb. DTa cXeMa JIeUeHHs OBTOPSACTCS KX Ible
3 Hedenau, BCETO 3 IUKJIA.

[Tocre XxUMHOTEpanuu MalMeHTaM JOJDKHA OBITh TPOBEACHA XMMHOIy4deBas Tepamus. s
MOJTy4eHHUsl CBEJCHUI O KOPPEKIMH 103 LHUCIUIAaTHHA W (Topypauuia, CM. WHCTPYKLIHU IO
MPUMEHEHHUIO STUX MPErnapaToB.

Koppexuyusa 003 npu xumuomepanuu

Obwue pekomenoayuu

[Ipemapar [louerakcen-Pyc nomkeH BBOAUTHCA TMPU  KOJIMYECTBE HEHUTpPOUIOB B
nepudepudeckoii kpou >1500/mki. B cnyuae pa3zButust GpeOpuiibHON HEUTPOIEHUN, CHUKCHHUS
yuciaa HeutpopminoB <S500/MKI IIIMTENBHOCTBIO 00Jiee OIHON HENENTH, BBIPAKCHHBIX HIIN
KYMYJISTUBHBIX (YCHJIMBAIOIIUXCSI TIPH TIOBTOPHBIX BBEJCHHSIX) KOXHBIX PEAKIUH, WIH
BBIpaXXEHHOU mepudepuyeckoil Helponmatuu Ha (poHE Tepamuu JIOIETaKCelIoOM, €ro J103a MpHU
CIEYIOIIMX BBEJCHUSIX TOJKHA ObITh CHIKeHa co 100 mr/m? o 75 mr/m? u (wm) ¢ 75 Mr/M? 110
60 Mr/m%. Ecn 1o106HbIe peakIiiuy COXPAaHSAIOTCS M IIPH 03¢ JoreTakcena 60 Mr/M2, iedeHre nM
CJeIyeT IPEKPaTUTh.

Kombunuposannas mepanus, exnouarowas npenapam Joyemakcen-Pyc ona neuenus PMIK
Aovrosanmuas mepanus paka MOoJI0YHOUL JHcele3vl

[TaniueHTKaM ¢ pakKOM MOJIOYHOMW JKEJIe3bl, MOTYUYaIONIUM aIbIOBAHTHYIO TE€PAIUI0 IpernapaTomM
Homerakcen-Pyc B komOuHammu ¢ nokcopyourmmaoMm u nmkiaodochamugom (cxema TAC), ¢
1eNbl0 TepBUYHON Npodunaktuku pekomenayercs BBeaeHue ['-KCOD. IlanumenTtkam, KoTopbie
nepeHecan (QeOpPMIbHYI0 HEUTPONCHUIO WIM HEHUTPONMEHHUYECKyl0 WHQEKIHUI0, BO BCEX
TTOCTeYFOIMX IIUKJIaX HEOOXOMMMO YMEHBIINTE 103y mpenapata Jomerakcen-Pyc mo 60 mr/m2.
VY NanueHToK, y KOTOPBIX Pa3BHJICSA CTOMATHUT 3 WIIK 4 CTETICHH TSHKECTH, HEOOXOIMMO CHIDKEHUE
J103BI JIoneTaKcena 10 60 Mr/m>,

Ilpenapam Jloyemaxcen-Pyc ¢ xumuomepanesmuyeckou cxeme AC T

[Ipu omepaGenbHOM W MECTHO-PACIPOCTPAHEHHOM paKe MOJOYHOW J>KEJe3bl IMOCie 3MU307a

bebpriibHON HEHTponeHny wiM HHGEKIuH Ha poHe HeoaaploBaHTHOM Tepanuu 1o cxeme AC T
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HE00X0AMMO ¢ TPOPUITAKTUUECKOMN TETBI0 TPUMEHSATh FW%&%&“J&H@@%&LX g{%‘l-%;ll;lix, a

no3a npenapara JJouerakcen-Pyc B cxeme AC T nomxkna 6bITh cHIKeHA co 100 Mr/m? 10 75 Mr/m2,
Ipenapam Jloyemaxcen-Pyc 6 xumuomepanesmuuecxoti cxeme AC TH

[Ipu omepabenbHOM pake MOJIOYHOM JKeJie3bl ¢ OmyxosieBou rumepakcnpeccueir HER2 mocrne
snu3oAa GeOpusIbHON HEHTpONEeHNN Ui UHPEKIUU Ha (POHE aIbIOBAHTHOM Tepamuu Mo cXxeme
AC TH neobxoanmo ¢ npodunakTruueckon nensio npuMeHaTh [-KCO Ha Bcex mocienyromux
nuKnax, 1o3a npenapara Jouerakcen-Pyc B cxeme AC TH gomkua O6bITh cHuskeHa co 100 Mr/m?
10 75 Mr/m2.

Tak kak B KIMHMYECKOHN MpPaKTUKE HAOJI0/1aJI0Ch pa3BUTHE HEHTPOICHUH HA MEPBOM K€ IHKIIE
XUMHOTEPAIHH, CIEAYeT yYUTHIBATh HEUTPONECHUYECKH PUCK U OOILIETIPUHSTHIE B HACTOSIIEE
BpeMsI PEKOMEH/IAIUH U TIPU He0OXoauMocTH puMeHsTh [ -KCO.

B cnyudae pa3Butusa cromatuta 3 unu 4 CTENEeHU THKECTH A03y mpemnapara [louerakcen-Pyc B
cxeme AC TH crnenyer cauzuts co 100 Mmr/mM2 1o 75 mr/m2. Jliis KoppeKuu 1036l TpacTyzymabda
cM. HH(GOPMAIIHIO B MHCTPYKIIMH 110 IPUMEHEHHUIO TpacTy3ymaoa.

Ilpenapam J{oyemaxcen-Pyc ¢ kombunayuu c kaneyumabumnom

Jlns koppekuuu J03bI KanenuTadruHa mpu ero komOuHanuu ¢ npemnapatoM Jlonerakcen-Pyc cm.
WHCTPYKLHIO [0 METUIIUHCKOMY ITPUMEHEHHUIO KarneuuTadnHa.

ITpu npumenenun npenapara [louerakcen-Pyc B KoMOMHAIMK C KaneuUuTaOMHOM IpU TMEPBOM
MOSIBIICHMH TOKCUYHOCTH 2 CTEMEHHW TSDKECTH, KOTOpash COXpaHSeTcs K Hadaly CIeIyroIero
LUK, CIAEeIYIOIMI UK JIEYeHUs MOXKET ObITh OTJIOKEH 10 CHWXKEHMsI TOKCHYHOCTH 10 0-1
CTETIEHU TSKECTH, PH BO30OHOBIEeHUH JeueHust BBoautcs 100 % nepBoHayambHOMN J103bI.

Y manueHToB ¢ MOBTOPHBIM Pa3BUTHEM TOKCUYHOCTH 2 CTETICHH TSHKECTH WIIN TIEPBBIM Pa3BUTHEM
TOKCHYHOCTH 3 CTETICHU TSDKECTH B JIF000E BpeMsl ITUKJIA, JICUYCHHE OTKIIQJABIBACTCS /IO CHIDKEHUS
TokcMyHOCTH 0 O0-1 cremeHM TsDKeCTH, 3aTeM JiedeHue rmpenaparoMm Jlouerakcen-Pyc
BO30GHOBIIAETCA B 7103€ 55 Mr/M2,

[Mpu nr0060M TOCHEAyOmEeM pa3BUTHH TOKCHYHOCTH WIIM PAa3BUTHH JIFOOOH TOKCHYHOCTH 4
CTETICHU TSDHKECTH BBeAeHUE TpenapaTa Jlonerakcen-Pyc momkHO OBITh TpeKpaleHo.
Kombunuposannas mepanus, BKIIOUAIOWY AL npenapam  [loyemaxkcen-Pyc, npu
HEeMEeNKOKIEeMOYHOM paKe 1e2K020

IIpenapam JJoyemaxcen-Pyc 6 kombunayuu ¢ yucniamunom unu KapooniamuHom

V MalueHToB, KOTOpPhIE MePBOHAYATBHO MOTYYaH JONeTaKcen B 103e 75 MI/M? B KOMOMHAIINH C
[UCIUTATUHOM WM KapOOIJIATHHOM U Y KOTOPBIX KOJHMYECTBO TPOMOOIIMTOB B MPEABLAYIIEM
IIUKJIe CHIKAIOCH 710 25000/MKIT (KOMOMHAIMS ¢ IIUCIUIAaTHHOM) Huth 10 75000/MKIT (KOMOMHAITUS
¢ KapOOIJIAaTUHOM), UJIM Y TALMEHTOB, Y KOTOPBIX pa3Buiiach (peOpuiibHas HEUTPONEHUS, WU Y

MAIUCHTOB C TSDKEJIOM HEreMaTOJIOrMYeCKON TOKCHYHOCTBIO, J103a JIoTeTaKcesa B MOCIEIYIOMNX
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[MKJIaX JOJKHA OBITH CHIKEHA 110 65 MIr/M>.

JIist KOppeKIMu A03bI IUCIIIATHHA WM KapOOIUTaTUHA CM. HHCTPYKIIUH 110 PUMEHEHHIO TAHHBIX
[IpEnapaToB.

Ilpenapam Jloyemaxkcen-Pyc 6 xombunayuu ¢ yucniamuHom u ¢mopypayuiom npu pake
JrcenyoKa Uil pake 20108l U uieu

[TaruenTsl, momywatomnue mnpenapar Jlonerakcen-Pyc (B KoMOWHAIMU C MHCIIATHHOM U
dTOpypanuioM, B COOTBETCTBUU C CYIIECTBYIOIUMHU KIMHUISCKUMHU PEKOMEHIAIMSIMH JIOJKHBI
MoJIy4aTh MPOTUBOPBOTHBIE IpeNaparbl U aJeKBaTHYI TujpaTtauuio. JlJis yMeHbIIEHUsI pHUCKa
OCJIO’)KHEHHON HEUTPOIEHHUH cieayeT npumeHsaTs [ -KCO.

Ecnu, Hecmotpst Ha npumenenue ['-KC®, Bo3HuKaroT 3mu301bl (eOpHIIbHON HEUTpOIEHHUH,
MPOJODKUTEIILHOM HEUTPOIICHUH WM HEHTPONCHUYECKOH wWHGEKIuH, 1103y Ipernapara
Houerakcen-Pyc cnegyer ymenbmuth ¢ 75 10 60 MI/M2. IIpu nocnenyromem pasBUTUHU SIIU3010B
OCJIOKHEHHON HEUTPOIIEHUH PEKOMEHI0BaHO YMEHBIINTH 103y Ipenapata Jlouerakcen-Pyc ¢ 60
Mr/M? o 45 mr/m?. Tlpu pasBUTHH TPOMOOLMTOIEHMH 4 CTENeHH TSKECTH H03y Mperapara
Jlonerakcen-Pyc pexoMeHayeTcs yMEHBIIHTE ¢ 75 Mr/M2 1o 60 mr/m?. Tlocnemyromue IUKIIbI ¢
NPUMEHEHHEM JIOIETaKceslia BO3MOXKHBI MpH KojaudecTBe HeurtpodmioB >1500/mMkn  u
tpomboniutoB >100000/Mkn. IIpu coXpaHEHMHM TAaHHBIX TOKCHYECKHUX IPOSBICHUN JICUCHUE
CJIeTyeT MPEKPATUTb.

PexomenoBanHasi KOpPPEKIMs 103 TPH PA3BUTHU TOKCUYHOCTH Y TAIMEHTOB, MOJTYYarOIINX

npemnapat [Jonerakcen-Pyc B koMOMHaIMK ¢ IUCIUIATUHOM U (propypanuiom (DY).

Tokcu4HOCTH Koppekuust pexxuma 103MpoBaHus
[lnapes 3 crenenu [lepBblii anu304: yMeHbIINTD 103y DY Ha 20%.
TSDKECTH [ToBTOpHBIN AMM30/: YMEHBIINTH 103y npenapara Jlouerakcen-Pyc Ha
20%.
[{uapes 4 crenenu [TepBbIii 5MM30/1: YMEHBIIUTH 1036l IIpemnapara Jonerakcen-Pyc u @Y Ha
TSOKECTU 20%. TToBTOpHBII 2MTH30/1: TPEKPATUTD JICUCHHE.

Cromatut/myko3ut 3  [[IepBblif sntn30/1: yMeHbIIUTH 103y DY Ha 20%.

CTEIEHU TSKECTU [IoBTOPHBIN SIIU30/1: IPEKPATUTH TOJIBKO ITpueM PV BoO Beex
[TOCJICAYIOIINX [IUKIIAX.

Tperuii snu301: yMEHbIINTH 103y npenapara Jlouerakcen-Pyc va 20%.
Cromatut/myko3ut 4 [[IepBblil aMH30/1: MPEKPATUTH TOJIBKO MpueM DY Bo Bcex mociaeayomux

CTEIIEHU TSKECTU LMKJIAX.
[IoBTOPHBIN 3ITM30/1: YMEHBIIUTH A03Y Npenapara Jlonerakcen-Pyc Ha
20%.

Jlis mosrydeHus peKoOMeHJaIui 1o KOppeKIMK 03 HUCIUIaTUHA U PTOpypaluia CM. UHCTPYKIUU

M0 UX MPUMCHCHHUIO.
V mamueHToB ¢ MIOCKOKIECTOYHBIM PaKoOM T'OJIOBBI U IICHU, Y KOTOPBIX PAa3BUJIACh OCJIOKHCHHAs

HEeHTporeHus (BKIOYas MPOJIOHTUPOBAHHYIO HEUTPONEHHIO, (PeOPMIIbHYIO HEHTPOIICHUIO HITH
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WH(]EKIMI0), BO BCEX MOCIEAYIONINX ITUKIIAX| C HpO&H%&M@%‘T@HEﬁI%I@M%%%}/ETCSI

npumenenue ['-KC® (nanpumep, ¢ 1 no 15 neHp nukia XuMUOTEpay).

Ilpumenenue y ocobvix cpynn nayuenmos

Jlemu

bezonacHocTh 1 3¢ (EKTUBHOCTH JOIETaKceNna y JeTeil He u3ydyeHa. ViMeeTcs: orpaHuYeHHbII
OTIBIT MPUMEHEHMS JotieTakcena y nereil. [loka He ycranoBieHa 3¢ (heKTHBHOCTh B O€30MaCHOCTb
IPUMEHEHHU JIOLIETaKCceNla IPU pake HOCOIVIOTKU y JETed M MOApOCTKOB oT 1 mec. no 18 jer.
Jouerakcen He NpUMEHSJICS Yy JeTed MO TOKa3aHUsIM: paKk MOJIOYHOM  Kelle3bl,
HEMEJIKOKJIETOUHBIN pak JIETKOro, pak MpeAcTaTeIbHON jKee3bl, paK KeJlyJKa U paK T'OJOBHI U
1IeH, 33 UCKITFoUeHHEeM ManoanuGepeHInpoBaHHOTO paka HocornoTku (tur [ u I1).

THayuenmsr nodxcunozo 6ospacma

Hcxoass w3 [AaHHBIX MOMYJSIMMOHHOTO  (PapMaKOKMHETHYECKOTO aHalnu3a, OTCYTCTBYIOT
CHelMallbHbIe YKa3aHUsI 10 MPUMEHEHHIO JOIETaKCceNa y UL TOKUIOro Bo3pacra.

V¥ nauuenrtos 60 et u crapiie Npyu KOMOWHAIIMY JI0IIETaKCcelNa ¢ KaleuTaOMHOM PEKOMEHYETCs
CHW)KCHHE JI03BI Karenutabuna Ha 25% (cM. HHCTPYKIIHIO 110 PUMEHEHUIO KaneuTaduHa).
Tlayuenmoi ¢ neueHoyHol HEOOCMAMOYHOCTBIO

Hcxons u3 dhapMakOKMHETUYECKUX AAHHBIX, MOTYYCHHBIX AJIS JIOIETaKcela B MOHOTEpANuu B
nose 100 mMr/m?, y manuentoB ¢ akTuBHOCTHI0 AJIT u (unu) ACT >1,5 BI'H uim akTHBHOCTEIO
menioyHot  ¢ocdarazsl >2,5 BI'H, pexomenmoBannas po3a mpenapara Jlouerakcen-Pyc
cocTaBnseT 75 mr/mM%. Y MallMeHTOB ¢ MOBBIIIEHMEM KOHIIEHTpAluH OuInpy6uHa B KpoBu (>1
BT'H) u (unn) ¢ noseimenuneM aktuBHoctd AJIT u ACT (>3,5 BI'H) B coueTanuu ¢ noBbIIIeHHEM
aKTHUBHOCTH IenouHoi Gocdartaszel (>6 BI'H) He MOokeT ObITh pEKOMEHI0BAaHO CHIKEHUE JIO3BI U
HE cienyeT 0e3 CTPOTUX MOKa3aHUH MPUMEHSTh TOLETaKCell.

KomOuHnanus nouerakcena ¢ LHUCIUIATHHOM M (QTOPYpALMIOM HpPU JIEUEHUH OOJIBHBIX PaKOM
KeJyaKa He MPUMEHsIach y MalUeHTOB ¢ moBbiieHueM akTuBHOCTH AJIT u (wmu) ACT (>1,5
BI'H) B coueraHuu c TOBBIIIEHHMEM aKTUBHOCTH IueidoyHou ¢ocdatasel (>2,5 BI'H) u
MOBBILIEHHEM KOHLIEHTpauuu ommpyouna B kposu (>1 BI'H).

VY TakuX NalMeHTOB HE MOXKET ObITh PEKOMEHOBAHO CHI)KEHHUE JI03bl U HE CIIeyeT 0e3 CTPOTrux
MOKa3aHUN MPUMEHSTD JO0IETaKCeN.

B HacTtosmmii Bpems OTCYTCTBYIOT JIaHHBIE OTHOCHUTEIIFHO TIPHUMEHEHHS JOleTakcena B
KOMOWHAIIMH C IPYTHMH TIpernapaTaMy y TallMeHTOB ¢ HAPYIICHUSIMHU (QYHKIIUHU TTICYCHH.

[Tpu mpumenenuu mpemnapara Jlouerakcen-Pyc y manueHTOB ¢ HapylleHHe (YHKIMU MEYEeHH
ClleflyeT Y4YMThIBaTh HaJM4YUe 3TAaHOJA B KAaueCTBE BCIOMOTaTEIbHOIO BelIecTBa (CM. pasjen
«Oco0bIe yKazaHus»).

Iayuenmul ¢ Hapywenusamu hyHKyuu novex
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OTCyTCTBYIOT JaHHBIEC IO MPUMEHEHHIO JOIIETdKCEea y'HA%ﬁM@T‘J@EEﬁQ ";{gﬁyg;é:}'lhﬂMn

(YHKINU TTOYEK.

Hucmpykyuu no npuzomoeienuio pacmeopa 011 6HYmpueeHH020 66€0eHUA

a) Ilpuecomoenenue npedsapumenvHo cmewanHo2o pacmeopa npenapama Jloyemakcen-Pyc (c
KoHyenmpayueu ooyemaxcena 10 me/mu)

KonnenTpar mansi TpUrOTOBJICHHMSI pacTBopa nis HWHQY3Wi mnpenapata Jlomerakcen-Pyc
HE00X0UMO IPEIBAPUTENIBHO PAa3BECTU B IIPUIIAra€MOM PACTBOPUTEIIE.

Eciu ¢nakonsl ¢ mpemapaToM U pacTBOPHUTENEM XPAaHWIHCh B XOJIOAWIBHUKE, TO Iepea
pa3BeJicHUEM UX HEOOXOAMMO B T€UEHUE 5 MUH BBIJIEPKaTh IPU KOMHATHOU TeMIepaType (H1xe
25 °C).

Bce cogepxumoe (hrakoHa ¢ paCTBOPUTENIEM B aCEITUYECKHUX YCIOBHIX HAOUPACTCSI C TIOMOIIBIO
uriel B mmpui (GaakoH pa3MeniaeTcs ciaerka mnoj yrioM) U BBOIUTCS BO (PJIAaKOH C MpernapaToM
Houerakcen-Pyc.

[Tocne u3BIEUEHUS UTJIBI COJEPKUMOE (PIIAKOHA C MOTYYEHHON CMECHIO NEPEMEINBAIOT MTyTEM
nepeBopaurBaHus (hJaKoHa BBEpX M BHU3 B TeueHHUe 45 ¢ (He BCTPAXHUBATH!) U OCTABIAIOT Ha 5
MUH TpU KOMHATHOM TeMIleparype, IMOclieé 4Yero pacTBOpP IPOBEPSETCS HAa TOMOTEHHOCTb U
MPO3PAaYHOCTh (HAJIMYUE TEHBI JaXKe Yepe3 5 MHUH SBISETCS HOPMOH U3-3a COJEp>KaHUs
nosicopbara 80 B cocTaBe mpernapara).

[IpenBapuTenbHO CMENIAHHBIA PACTBOP COACPIKHUT JOLEeTaKceNl B KoHueHTpamuu 10 mr/mi u
JIOJKEH OBITh HEMEJIEHHO MCIOJIb30BaH JJIsl IPUTOTOBJICHUS pacTBOpa Uil HHPY3HH.

6) I[Ipucomoenenue pacmeopa 01 ungysuu

Heo6xomuMmerit 00beM MpeABapUTENIbHO CMENIAaHHOTO PacTBOpa B COOTBETCTBUM C TpeOyeMmou
JI030M BBOJMTCS B MEMIOK Jyisi MHQY3ud win ¢uakoH, coaepxamuit 250 mu 5 % pactBopa
nexctpo3sl uin 0,9 % pactBopa HaTpus xsopuaa. Eciu tpeGyemas 1o3a go1ieTakcena npeBbIaet
200 mMr, To ee ciexyeT pa3BOAUTH B OoyblieM oObeMe pacTBopa Uis HHQY3UH, YTOObBI
KOHIIEHTpAIUs JAoleTakcena He Obuta Bomre 0,74 mr/mi.

Copepxumoe Memka an81 uHQy3ud wunum  (rakoHa cleyeT IepeMeliath ¢ MOMOIIbBIO
BpalaTreabHbIX JBWXKEHUHA. WMHQY3Us NOIydeHHOro pacTBOpa JOJDKHA ObITh IpOBEIEHA He
no3jHee 4 4 rociie NpuroToBieHus (BKIo4as 1 4 BBeJIeHHsI) TP KOMHATHOW TeMIiepaTtype (H1xe
25 °C) 1 0OBIYHBIX YCIOBUAX OCBeUIeHHOCTH. [IpeBapuTenbHO cMelIaHHbIN pacTBOp Mpernapara
JHouerakcen-Pyc u pactBop /1 MHPY3HH, KaK U JH00bIE JpyTHe Mpenapatsl 1715 NapeHTepaibHOTO
OpUMEHEeHHs, HEe0OXOAMMO OCMaTpUBaTh Nepes] BBEACHUEM; NpPU HAJIMYUHM OCaJKa PacTBOP
CJIelyeT YHUUTOXKHUTb.

OcraTku mpemnapara W BCE MaTe€pHalbl, UCIOJIb30BAaHHbBIE NJISi €r0 pa3BeleHUs U BBEICHMS,

CIICOYCT YTUIU3UPOBATH B COOTBETCTBUU CO CTAHAAPTHBIMU IMPEATINCAHUAMMU.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
o1 15.10.2024 N= 22500
(NOCNEOCBATENEHOCTE 00071)

ITodouHoOE nelicTBHE

YacToTra BO3HUKHOBEHHS HexenarenbHbIX peakuuit (HP) ompepensnace B COOTBETCTBHH C
Knaccudukanuein BeceMupHOW opraHu3anuu 31paBOOXpaHEeHHs: O4eHb yacto (>1/10); wacro
(>1/100, no <1/10); meuacto (>1/1000, o <1/100); penko (>1/10000, nHo <1/1000); oueHp peako
(<1/10000), gactoTa Heu3BecTHa (HE MOXKET OBITh IMOJCUYMTAHA HA OCHOBAHWU HMEHOIIUXCS
JTAaHHBIX ).

Monomepanus ooyemarcenom (75 ma/m? u 100ma/m?)

Hapywenus co cmoponvl kposu u aumgpamuyueckoii cucmemul

Quens yacmo

OOpatumast 1 HEKyMYJISTUBHAS (HE YCHJIMBAIOIIASACS IIPU MIOBTOPHBIX BBEJICHUSAX ) HEUTPOIIEHUS,
HaOmromaBmasics y 96,6% mauuenTos, He mony4aBmux [-KC®. KommuyectBo HEWTpodmion
CHI)KAETCS 10 MUHUMAJIbHBIX 3HAaYCHHUI B cpeiHeM uepe3 7 qHeil (y MalueHTOB ¢ MHTEHCUBHOM
MOpEIIIeCTBYIONEH XUMHOTEpanued OSTOT MEepUuoJ MOXKET ObITh  KOpodYe), CpenHss
MPOIOJDKUTEIBHOCTD BRIpAXKEHHOH HelTponeHnn (<500 KIETOK/MKII) TaKKe COCTaBIsIeT 7 AHEH.
OeOpunbHast HEHTPOTICHUS, HHPEKIIH.

Yacmo

Tsokenple  WHGEKIHUH, COYETAIONIMECS CO CHIDKEHHEM  KOJMYeCTBA HEUTpopHUiIoB B
nepudepudeckoit kpou <S00/MKIT; TsDKeNble HH(EKINU, BKIIOYas CETICUC U THEBMOHUIO, B TOM
YUCI€ CO CMEpPTeNbHBIM HucxonoM; TpomOomuTonenus <100000/mMka; KpoBOTEUEHUS,
couetaroruecs ¢ TpomOonuronenuet <50000/Mkn u aHemueit (remoriaodbun <11 r/mm), B Tom
YHCIie U ¢ TSOKENol aneMue (reMornoOuH <8 /).

Heuacmo

Tsoxenas TpOMOOIIMTOTIEHUSI.

Hapywenus co cmoponvl uMmynHOU cucmembl

Quens uacmo

ANnepruuecKkue peakiuu, KOTOpble OOBIYHO BO3HHMKAIOT B TEUCHHWE HECKOJIBKHX MHUHYT ITOCIIE
Havajia BHYTPUBEHHOW MH(Y3WH JOIETAKCeNla U OBIBAIOT JIETKO MM YMEPEHHO BBIPAKECHHBIMH
(«IpUIMBBD) KPOBU K KOKHBIM TIOKPOBaM; CHIIb B COYETaHWU C 3y/J0M U 0e3 HEro; 4yBCTBO
CTECHEHHUS B TPpyAH; O0JIb B CIIUHE; OJIBIIIKA; IEKAPCTBEHHAS JTMXOPaIKa UIH 03HOD).

Yacmo

Tspxenple auIepruIeckKue peakiiy, XapaKTepU3YIOIINecs: CHIDKEHHEM apTepHabHOTO JTaBICHUS
U (uau) OpOHXOCHa3MOM WM TeHEPaTU30BAHHOW CBIMBIO/DPUTEMOMN, KCUE3aBIINE TOCHEe
MpeKpaleHUs] BHYTPUBEHHOM WH(Y3UU U MPOBEICHUS COOTBETCTBYIOIIEH TEPAIIUU.

Hapywenus co cmoponsl Kodtcu u nOOKOIHCHbIX MKAHell

B HEKOTOPBIX ClIydasdx AOIOJHHUTCIBHOC BIMAHNC HA BOBHUKHOBCHHUEC 3TUX peaKuHﬁ OKa3bIBAJIO
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
o1 15.10.2024 N= 22500

COYETaHHE HECKOJBKUX (haKTOPOB, TAKHX Ka comyrétyftotie bk, ebmyTcts Yioimas

TEpanus 1 OCHOBHOE 3a00JIeBaHHeE.

Ouenwv wacmo

OOpaTuMble KOKHBIE PEaKIMH, OOBIYHO C1a00 MM YMEPEHHO BbIpaKEHHbIE: JIOKAJIW30BAHHBIC
BBICBITIAHUS, TJIaBHBIM 00pa3oM, Ha pyKaxX M HOTrax, a TaK)Ke Ha JIMIE U IPYyAHON KJIETKe, KOTOpbIe
YaCTO COMPOBOKAAIOTCS 3yI0OM. BBIChITaHus 0OBIYHO BO3HUKAIIM B TEUEHUE OJTHOW HEJIENIU TTOCIIe
BHYTPUBEHHOU MH(Y3HUH AOIETAKCENA.

Hapymienust co cTOpoHBI HOTTEH XapaKTepU3YIOTCS TUIIO- U THIIEPHUTMEHTalueil, 0oipi0 U
OHMXOJIU30M (OTCIIOEHHUEM HOT'TE€BOM IUIACTUHKU OT HOTTEBOTO JIOXKA).

Anonernusi.

Yacmo

Tsikenble KOKHbIE PEAaKI[MU, TAKHE KaK BBICHIIAHUS C MOCIEAYIOIIEH JeCKBaMaluei, BKIoYas
TSDKENBIN JTaJJIOHHO-TIOIOIIBEHHBIH CHHIIPOM, KOTOPbIE MOTYT MOTpeOOBaTh NMpEPHIBAHUE WU
IPEKPALECHUE JICYEHUS JOLIETAKCEIOM.

Heuacmo

Tsxenas anoneuus.

Hapywenus co cmopoHul diceny0ouno-kuuieuno2o mpakma

QOuenwv wacmo

TomHoTa, pBOTA, TUApEst, aHOPEKCHs, CTOMATUT.

Yacmo

Tspkenast TOIIHOTA; TSOKENast pBOTA; TSHKENas AUapes; 3amop; TSAKENIbI CTOMATUT; 330(aruT; 60au
B KUBOTE, BKJIIOYAs CUJIbHBIE; KEITYJOUHO-KUIIIEYHBIE KPOBOTECUCHUSI.

Heuacmo

Tsokenple KenyA0YHO-KUIIIEYHbIE KPOBOTEUEHUS, TSKETIbIE 3aMOPbI, TSHKENbIN 330(arut.
Hapywenus co cmoponvl neuenu u stcenuedbleo0auux nymeti

Yacmo

[Toeimenue aktuBHOCTH ACT, AJIT, menouHoi ¢ocdara3bl U KOHIEHTpAMA OWIMPYyOWHA B
CBIBOPOTKE KpOBH, OoJiee ueM B 2,5 pasa npesbimatomiee BI'H.

Hapywenus co cmoponvl HepeHOll cucmembl

QOuenb yacmo

Jlerkue unm yMepeHHO BbIpaX€HHbIE HEHPOCEHCOPHBIE PEAKIINH: TAPECTEe3Us, TU3ecTe3us, 00u,
BKIIIOUasi YyBCTBO JKXKEHHS; ¥ HEHPOMOTOPHBIE PEAKIIMH, TTIABHBIM 00pa3oM MPOSBISIONIHECS
MBIIIEYHOH CIIa00CThIO; HAPYIIIEHUE BKYCOBBIX OIIYIICHUN.

Yacmo

Tspxenple HEHPOCEHCOPHBIE K HEUPOMOTOPHBIE peakiuu (3-4 CTENeHH TSHKECTH).

15



COOTBETCTBYET 3KCMNEPTHOMY OTUETY
ot 15.10.2024 N2 22500
Pedxo (NOCMEQOBATENLHOCTE 0001)

Tsxenoe HapylIEeHHE BKYCOBBIX OLYIICHUH.

[Ipy BO3HUKHOBEHUU STUX HEBPOJIOTHYECKUX CUMIITOMOB CJIEIYET MPOBECTU KOPPEKIIUIO pEKUMA
JIO3UPOBAHUS.

Ecnu cumntoMbl HeMponaTuu ynopHO COXPAHSIIOTCS, TO JICUEHUE clielyeT npekpaTtuth. CpenHee
BpeMs J0 CIIOHTAHHOTO Pa3pelICHUs] HEUPOTOKCUUYECKUX peakIuil cocTaBisio 81 neHb OT ux
Havana (ot 1 go 741 gus).

Hapywenus co cmoponwt cepoya

Yacmo

Hapymenus cepaeqnoro purma.

Heuacmo

CepaedHasi HETIOCTATOYHOCT.

Hapywenus co cmoponul cocyoos

Yacmo

[ToBbIIeHUE WM IOHWYKEHUE apTEPUATILHOTO JaBJICHUS, KPOBOTCUCHHE.

Hapywenus co cmopoHul OvlxamenvHotll cucmembl, Op2aHo8 2pyOHOU KIemKU U CPeOOCMeHUs
Ouenwv yuacmo

OpplIIka.

Yacmo

Tspkenas opIIIKa.

Hapywenus co cmoponvl ckenemuo-muludedHol U cOeOUHUmMeNbHOU MKAHU

Ouenb yacmo

Mpnanrus.

Yacmo

Aptpanrus.

Obwue paccmpoticmea u HapyuleHus 8 Mecme 66e0eHUs

Ouenwv uacmo

AcTeHus, BKJIIOYAs TSOKEIYI0 AaCTEHHUIO; TeHEPAIM30BAHHBIA U JIOKATM30BaHHBIA OO0IEBON
CUHAPOM, BKJIFOYasi OOJM B TPYTHOM KIIETKE HEKapAUaIbHOTO TeHe3a.

3amepxKKa JKUJIKOCTH: COOOIIAIOCh O Pa3BUTHH MepUPEpUUIESCKIUX OTEKOB M YBEIWUYEHUS MaCChI
TeJla U MEHEee YacTOo O TIOSIBJICHUH BBINOTA B IUIEBPATIBHYIO U MIEPUKAPIUATBHYTO TIOJIOCTh, ACIIUTA.
[Mepudepuueckue oTekr OOBIYHO HAYMHAINCH C HUKHUX KOHEYHOCTEH M MOTJIM MEPEXOJUThH B
reHepaTn30BaHHbIE C YBEIIMYECHUEM MacChl Tella Ha 3 KT U OoJee. 3aepiKKa KUIKOCTH SBISETCS
KYMYJISITUBHOH (YBEIMUMBACTCS MPU TOBTOPHBIX BBEJCHUSAX TIpemapara).

33,[[6];))1(1(3 KHUAKOCTH HE COIPOBOXKIAAIACH OCTPBIMU I3IHU30JaMH OJIMI'OYPUHU HIW CHHIKCHUA
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
o1 15.10.2024 N= 22500
(NOCNEOCBATENEHOCTE 00071)

apTepHalIbHOTO J1aBJICHUSI.

Yacmo

Peakuuu B MecTe BBeZeHHS Mpenapara, 0ObIYHO c1ab0 BbIpaKEHHBIC, U MPOSBIISABIINECS B BHJIE
TUINEPIUTMEHTAllUY, BOCTIAJICHUS, TOKPACHEHHUS UM CYXOCTU KOXKH, (h1e0UTOB, KPOBOMBIUSHUI
U3 MMyHKTUPOBAHHOM BEHbI HJIM OTE€KA BEHBI.

Pe3ko BbIpaykeHHBIN T'eHEpaIn30BaHHbIN U JIOKATM30BaHHbIN 00JIEBOM CUHAPOM; BKJIHOYast 0OJIH B
IPyIHON KJIETKEe HEeKapIUaJlbHOTO T'eHe3a.

Tsoxenbie GopMbl 3a7EP>KKH KUAKOCTH.

V MalMeHToB, MOTyYaBIINX JIedeHHe JOIETaKCeIoM B MOHOTepanuu B 1o3e 100 mr/m2, MenuaHa
CYMMAapHOM JI03bI 10 OKOHYAHHS JICUYCHHS M0 MPUYMHE 3aJePKKH KUJKOCTH COCTaBIsIa Oojee
1000 Mr/M?%, a MeMaHa BpeMeHH 710 06PAaTHOTO Pa3BUTHS 3aJIEPKKH XKUAKOCTH — 16,4 Hememu (0T
0 mo 42 Henenp). Y MalMeHTOB, KOTOPHIM MPOBOIUIACH MPEMEAUKAIINS, HAOII0gaIach OTCpOUKa
Hayaja YMEPEHHOW WM BBIPAKCHHON 3aJep>KKU JKUIKOCTH (CpelHHUE CyMMAapHBIE O3Bl
JIOLIETaKceNa, Py KOTOPBIX HaONIoanach 3aepiKKa JKUAKOCTH, COCTABISUIH TPU MPOBEACHUU
npemenukamuu 818,9 mr/m?, a 6e3 mpoBeneHus npemenumkanmm — 489,7 mr/m?), omHaKo B
HEKOTOPBIX CIydasx 3aJepikKa )KUIKOCTH Pa3BUBAIACh YK€ BO BpeMs MEPBBIX KypCOB TEPAHH.
Jloyemakcen 6 KomouHnayuu ¢ opyzumu npenapamamu

Jloyemaxcen 6 kombunayuu ¢ 00KCcopyoUyuHoM

[lpy TnpuMeHEHWW [OleTaKceTa B KOMOWMHAIMK C JOKCOPYOWIIMHOM, MO CpPaBHEHHIO C
MOHOTepanuei JoLeTakceaIoM HabltoJaachk 00IbIIas YacTOTa HEUTPOIIEHUH, BKITHOYAs TSKEIYIO
HelTporieHnto;  (GeOpuinbHOM  HelTponeHHHM; TPOMOOLMTONEHUH, BKJIIOYAs  TSKEIYIO
TPOMOOIIMTONICHNIO; aHEMHUH; WHQEKINH, BKIIOYas TsDKelble WH()EKIHMU; TOIIHOTHI, PBOTHL
Maper, BKIOYAs TsDKENYI0 JUapero; 3amopa; CTOMAaTHTa, BKIIOYAs TSOKEIBIH CTOMATHUT;
CepACYHON HEJOCTaTOYHOCTH; aJIONElUH; HO MEHBbIIasg YacToTa aJIePrHYecKUX peakiuii;
KOXKHBIX PEaKLUH, B TOM YHUCIE M TKENbIX; NOpPaKeHUs] HOITEH, B TOM YHUCIE U TSHKENOro;
3aJIepKKH JKUAKOCTH, B TOM YHCJIE U TSHKEJION; aHOPEKCHH, HEMPOCEHCOPHBIX U HEHPOMOTOPHBIX
peaKIuii, BKIFOYask TsHKeIbIe (hOPMBI; THIIOTEH3MH; HAPYIIICHUIH pUTMA; TIOBBIIICHNUS aKTHBHOCTH
«TIEYEHOUHBIX» TpaHCAMMHA3, IIENOYHOM (ocdarasbl, KOHIEHTpAaUH OWIMPYOMHA B KPOBH;
MUAJITUU; aCTCHUU.

Jloyemaxcen 6 kombunayuu ¢ ooxcopyouyunom u yuxiogocpamuoom (cxema TAC)

[Ipy nprMeHEHMM STOM XUMHOTEPANEBTUYECKOM CXEMbI I0 CPAaBHEHUID C MOHOTEpANHei
JIOLIETaKCeIOM HaOJII0/laachk MEHbINAs 4YacToTa Pa3BUTUS HEUTPONEHUH, TSDKEIOH aHeMHH,
(beOpunpHON HeHTponeHNH, WH(MEKUUH, auIepru4ecKux peakuui, nepudepudyeckux OTEKOB,
HEHPOCEHCOPHBIX W HEUPOMOTOPHBIX pEaKIMil, MOpPaKEHUs HOITEW, Iuapew, apuTMHH, HO

Ha6J'IIOI[aJ'IaCI) OoJpIIasg 4acToTa pa3sBUTHA HETSDKEIION AdHEMHH, TpOM6OHI/ITOHeHI/II/I, TOIIHOTHI,
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
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o 10 BN H i 0077
PBOTBI, CTOMATHTA, HApYIIEHHIT BKyca, 3a1opa, hcrenun aptpalrint, aforrertin - — | = D00T]

[Tpodunaktuueckoe npumenenue I'-KC®D ymeHbI11am0 4acTOTY BO3HUKHOBEHUS HEUTpOIIeH!H (Ha
60%) u HeUTponeHNYeCKNX HHPEKIUN 3-4 CTETIeH! TSHKECTH.

JlononHuTeNbHO HAOMIONATNCh: KOJIUT, SHTEPOKOIUT, Nepdopanrs TOJICTOro KUIIEYHHKa Oe3
JETaNbHBIX UCXO0M0B (Y 2-X U3 4-X MaIlMeHTOB NOTPeOOBANIOCH MpEKpalleHre JIEYeHHsI), OCTPhIN
MUEJIOUIHBIN JICUKO3/MUEIIOIUCIIACTUYECKUN CUHIPOM.

[Tpu nonrocpounom mnepuojne Habmonenus (10 et u 5 mecsueB) ObUIM OTMEUEHBI: 3 ciydas
Pa3BUTHS 3aCTOMHOM CepACYHON HEOCTATOYHOCTH; 1 Ciydail AuaTaiMOHHON KapAMOMUONATUH
C JICTAJIbHBIM HCXOJO0M; ayoneuust (B T.4. C yCUJICHHEM IPOSBIEHUS aJONElUU BO BpEMs
HAOJIONIEHUs), aMEeHopes, acTeHus, JUMQaTHYecKue OTeKH, TNepudepuvecKkue OTeKH,
nepudepudeckas ceHcopHas Helpomnatus. boasmuHCcTBO cTolikux HP paspemmiice B nepuon
HaOJIFONEHUS.

Hoyemaxkcen 6 kombunayuu ¢ KaneyumaobuHom

[lpu mpuMeHeHHH [oLeTaKcesla B KOMOMHAIIMK C KalenuTabnHOM HalIogaeTcs: Ooiee yactoe
paszButue HP co cTopoHs! ey 104HO-KHIIIEYHOTO TpaKTa (CTOMATUT, AUapesi, pBOTA, 3a1op, 00JIH
B JKMBOTE, HApYUICHHs BKYCOBOTO BOCHPHUATHA); apTPAITUU; TSHKEIOM TPOMOOIMTONEHUH H
aHEMHUM; TUNepOUINpyOUHEMHUH; JIaJOHHO-TIOJOIIBEHHOTO CHHIpPOMAa (THUIEPEMHUS KOXKHU
KOHEUYHOCTEH (JIaloHEe! W CTOIl) ¢ MOCJIEAYIOMUM OTEKOM M JeCKBamalluei); Ho OoJjiee peaKoe
pa3BUTHE TSKEJIOW HEUTPOIICHWH; ANONEIUU; HApyLIEHUH CO CTOPOHBI HOITEH, BKIOYas
OHUXOJIN3; ACTEHUH; MUAJITUN; CHUKEHUS allEeTUTA U aHOPEKCHUU.

JlonomHUTENbHO HAOMIOANNCH AUCIIETNICUS, CYXOCTh BO PTy, OOJHM B ropie, KaHAWI03 MOJOCTH
pTa, JIepMaTUT, SpUTEMATO3Has Chlllb, U3MEHEHHE [[BETA HOI'TE!, MUpPEKCcHs, 001N B KOHEUHOCTSIX,
00111, 601 B CIIMHE, JIETApTHUsl (COHIUBOCTD, 3aTOPMOKEHHOCTh, OIETIEHEHUE), OJIBIIIKA, KaIlIellb,
HOCOBO€ KPOBOTEUEHME, IapecTe3usi, TI'OJOBOKPY)KEHUE, ToJioBHas 00ib, mnepudepuueckas
HelponaTHs, JerupaTanus, CJIe30TeYeHNE, CHIKEHUE MacChl Tela.

[To cpaBHeHHWIO ¢ mamMeHTamMu Oojiee MOJIOJOTO Bo3pacTa y mamueHToB 60 jeT m crapiie,
MOJy4yaBIIUX KOMOWHAIMIO [OIleTaKcela C KarneuuTaOMHOM, Yallle OTMEYaeTCsl pa3BUTHE
TOKCUYHOCTH 3-4 CTENEHU TSIKECTH.

Hoyemaxkcen ¢ kombunayuu ¢ mpacmy3ymaoom

VY nmanueHToB, MOJMy4YaBUIMX KOMOMHALIMIO JOLETAaKCesla C TpacTy3ymaOoMm (IO CpaBHEHHIO C
MOHOTEpAanuen JOoleTaKceJIOM) Yallle BBIBISUIUCH TOIIHOTA, Juapes, 3amop, O0lu B JKHUBOTE,
HapyIIeHUs BKyca, (peOpuibHasi HeUTPOIIEHUS, apTpalrus, aHOPEKCHUs, TOKCUYECKUE sIBIeHUs 4
CTETEHU TSKECTH, CIy4dal DPa3BUTHUSA CEpACYHONW HEJOCTATOYHOCTH, OCOOCHHO Y MAallMeHTOB,
IpeIBApUTENbHO MOTYYaBIIMX aHTPALUKINHBI B KAY€CTBE a/bIOBAHTHOM Tepamnuu, OJHAKO pexe

HaOIOATNCh HEUTPOTICHUS 3-4 CTENEHU TSHKECTH, aCTeHUS, cla0O0CTh, aJIONEIUs, TTOpaKEeHNE
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o ] 11
HOI'TCH, KOKHBIC BBICBIIIAHHA, pBOTA, CTOMATUT |1 MI/IaJ'IFHH.

JIOTIOJTHUTEIbHO HAOIIOJAINCh: CIIC30TCUCHHE, KOHBIOHKTUBHUT, BOCHAJICHHE CIHU3UCTBIX
00o0yiouek, Ha30(papHHTUT, OOJMM B TJIOTKE M TOPTaHH, HOCOBOE KPOBOTEYCHHUE, PHUHOpES,
rpUNnmnono00HpIe 3a00JIeBaHus, Kallleh, TUPEKCHs, 03HOO0, 0011, 00 B TPYAHOU KJIETKEe, 001
B KOHECYHOCTAX, OOJM B CIHUHE, 0OJIb B KOCTSX, JieTaprus (COHJIMBOCTh, 3aTOPMOYKEHHOCTD,
OIICTICHEHNE), OCCCOHHMIIA, OJIBIIIKA, 3pUTEMa, MAWCIICIICUS, IApECcTe3us, TOJIOBHAs OOJb,
TUIICCTE3HS.

[To cpaBHEHHI0O C MOHOTEpamMell JOLETAaKCeJIOM HaOII0JaloCh YBEIWYEHUE YacTOTHI
BO3HUKHOBEHHS TsKeabIXx HP.

Joyemaxcen 6 cxeme AC TH (cm. pazoen « Cnocob npumenenus u 003v1»)

[TpuMmeHeHrne ATOW CXEeMBbI, TI0 CPAaBHCHHIO C MOHOTEpAINUEH JIOIETaKCEIOM, COIMPOBOXKIATAChH
YBEJIMUYEHUEM YacTOThl BO3HUKHOBEHHs MHoOrux HP: wamie nHaOmronanuch amomnenus, aHeMUs,
BKJIFOYAs aHEMHUIO 3-4 CTENEHH TSHKECTH, TPOMOOILMTOIICHHUS, BKJIIOUas TpoMOoIuToneHuo 3-4
CTCTICHH TSDKECTH, TOITHOTA, BKIFOUYAsi TONTHOTY 3-4 CTCTICHH TSKECTH, CTOMATHUT, PBOTA, AHapes,
3arop, aHOPEKCHsi, 00JH B )KUBOTE, MoBbImeHne akTuBHOCTH ACT, AJIT u menounoit ¢pocdarassl,
MUAJITHS, TOPWKEHHE HOITEH, aprpainrus, WHpeknuu 3-4 CTEeNeHW TKECTH, cepedyHas
HEJIOCTATOYHOCTb.

He naGmronanocs yBennuenus peOpuiibHON HelTponeHuu. Pexe ormeuanuch HeiliTponienust 3-4
CTCTICHH TSKECTH, 3aJCPXKKa JKUIKOCTH, HEHPOCCHCOPHBIC M HEHPOMOTOPHBIE PEaKIIUU, CHITb U
JNeCKBaMallus, aJUlepruueckue peakuuu. J(OmOMHUTENbHO HAOMIOAaINCh: OECCOHHHUIIA,
MOBBIIIEHHE KOHIIEHTPAIUH KPEaTUHIHA B KPOBH.

Kombunayus ooyemaxcena ¢ yucniamuHom unu KapooniamuHom

[Tpr mpUMEHEHHH ATHX CXEM XHUMHOTEPAIWH MO0 CPABHEHHWIO C MOHOTEpAIHEH OIEeTaKCeIOM
yaie BO3HUKAIM TPOMOOILIMTOMNEHHMs], BKIIOUas TPOMOOIUTOINEHHI0 3-4 CTemeHu TshkecTd (B
OoJbIIel CTETEeH! MPU MPUMEHEHUH KapOOoIIaTHHA); TOLTHOTA, BKJIIOYAas TOIIHOTY 3-4 cTeleHu
TSOKECTH, Juapes 3-4 CTCICHH TSDKECTH; aHOpeKcHs (B OOJIbIICH CTENeHW TpH NMPUMEHESHUHU
ITUCIUTATHHA), BKITFOYasi aHOPEKCHIO 3-4 CTEIeHU TSHKECTH; PEaKkIuu B MecTe BBeaeHU. OHAKO
peke HaONIOAANUCh HEUTPONEHHs, BKIOYas HEUTpomeHuio 3-4 CTEneHW TSHKECTH; aHEeMUs,
BKIIIOYasi aHEMUIO 3-4 CTeTeHH THKECTH, UH(EKIK; peOpubHass HEUTPOIIEHUS; alNIePrUIecKue
pPCaKIu; KOXXHBIC PEaKIMW; MOpAKEHUE HOTTEH; 3aJlepiKKa >KHJIKOCTH, BKIIOYAs 3aJePKKY
KUIKOCTH 3-4 cTeneHdu TsHKeCTH (B OOJbIIEH CTENeHW TpH TNPUMEHEHHH KapOoIliaTHHA);
CTOMATHUT, HEHPOCEHCOpPHAs U, B MEHBIIEH CTENeHH, HEMPOMOTOpHAs, HEHPONaTHH; AIOTEIHS;
aCTEHUS U MUAJITHS.

JIOTIOTHATETHFHO HAOTFOIATUCE: JTMXOPAJIKa PH OTCYTCTBUHM HH(PEKIINN, B TOM YHCIIe 3-4 CTEeIIeH!

TSKECTH; 00JIb.
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Kombunayus doyemaxcena ¢ npeoHu30N0HOM iU npednisoion- LU BATENBHOCTE 0001

[Tpu nprMeHeHun AoLeTaKcena B KOMOMHALIMY € IPEAHU30JI0HOM WIIM IPEAHU30HOM JUIsl JIEUEHUS
METAcTaTUYECKOr0 KaCTPalMOHHO-PE3UCTEHTHOTO PaKa IPEICTAaTEIbHOM JKEJIE3bl, 10 CPABHEHUIO
C MOHOTEpamnuel JO0IeTaKCeJIOM 3HAYMTEIbHO YMEHbBIIANach YacToTa BO3HUKHOBeHuss HP:
aHEMHUH, B TOM YHCIIe 3-4 CTENEHHU TSHKECTH; MH(MEKIUI; HEUTPOIICHUH, B TOM YHCIIe 3-4 CTeleHU
TSDKECTH; TpoMmOouuToneHnn; GeOpuiIbHON HEUTpOoneHHH; c1a00CTH; AIEPTUIECKUX PEaKLIni;
HEUPOCEHCOPHBIX M HEHPOMOTOPHBIX pPEAKLMM; aJONEUWH; CBINHU; JAECKBAMAallMU; TOILIHOTHI,
JIUaper; CToMaTuTa/papuHruTa; pBOTHl; aHOPEKCUN; MUATITUN; apTPaTUU; 3a1€PKKH KUJIKOCTH;
HO yallle HabJIoJaniCh HapyLIeHHs BKyca U cep/iedHast HeJOCTaTOUYHOCTb.

JlomoTHUTENbHO HAOMIONANNCh: HOCOBOE KPOBOTEUYCHME, Kalllelb, OJIBIIIKA, CIaboCTh,
cinesoreyenue. [lpy npuMeHeHHMH JolLieTakcesa B KOMOMHAIMM C TNPEAHU30JOHOM WM
OPEIHU30HOM  JUIsl  JICYCHUS  Memacmamuieckoz0  20pMOHOUYBCMBUMENbHO20 — paKd
npedcmameinbHOoll Jcene3vl HAOMIOAANOCh pa3BuTHe cienyrommx HP: nelitponenus/hedpunpHas
HEUTponeHus (B TOM UUCiIe >3 CTENEHU TSKECTH ), aHEMHUSI, pEaKLUU THIIePUyBCTBUTEIBHOCTH (B
TOM YHCJIE >3 CTETIeHU TSHKECTH ), IPHIIMBBI KPOBU K KOKHBIM IIOKPOBaM (B TOM YHUCIIE >3 CTETICHU
TSDKECTH), UMIIOTCHIUSA (B TOM 4YHCIIE >3 CTENEHU TSIKECTH), aHOPEKCHs, OCCCOHHMIIA (B TOM
yrcie >3 CTEeNeHU TSKECTH ), TOJIOBHAsI 00JIb, TOJIOBOKPYKEHUE, HApYIICHUE 3pEHus, OJIbIIIKA (B
TOM YHCIIe >3 CTENEeHH TSKECTH ), Kalllesb, THPEKIIUU BEPXHUX JbIXaTEIbHbBIX IMyTeH (B TOM YHUCIIE
>3 CTEeNeHM TSHKECTH), nuapes (B TOM Yuciie >3 CTENEeHH TSKECTH), CTOMATHUT, 3alop, TOUTHOTA,
JMCTIeTiCHs], 00JIb B )KMBOTE, METEOPU3M, PBOTA (B TOM YHCIe >3 CTENEHU TSKECTH), MOBBILLICHHUE
aktuBHOCTH AJIT, n3MeHeHust HOrTel (B TOM 4ucie >3 CTEeNeHH TSKECTH), Chlllb, 00 B KOCTSX
(B TOM umncie >3 CTeNeHM TSHKECTH ), TeHepaIn30BaHHas 00Jb, apTPaITHsl, MHAITHs, YYallleHHOE
MOYEHCITyCKaHue, JIeTaprus (B TOM YuCiie >3 CTENEHU TSHKECTH), TPUMIONOJ00HbIE CHMITOMBI,
acTeHUs, OBBIIIEHUE TEMIIEPATyPhl Tella (B TOM YHCIE >3 CTENEeHU TSHKECTH ), KaH U103 MTOJIOCTH
pTa, 331epIKKa KHUJIKOCTH.

Kombunayus ooyemaxkcena c yucnaiamunom u pmopypayuiom

[Tpu npuMeHeHUM 3TON KOMOHMHALIMM, MO CPAaBHEHUIO C MOHOTEpalHell I0IeTaKCesoM, dallle
HaOJI01aIMCh aHEMHUS, B TOM 4Hcie 3-4 CTETEeHU TSKECTH; TPOMOOIMTONICHHUS, B TOM YUCIIE U 3-
4 crenenu TsokecTH; (peOpuiIbHAsS HEHUTPOINEHUs; HeUTporeHHueckue HH(EeKuuu (maxe Mpu
IIPUMEHEHUHN I-KC®); TOLIHOTA; pBOTa; aHOpEKCHS; CTOMATHT; apes;
a30(arut/mucharus/60a1 TpU TIOTAaHUU, DPEKe HAOMOMATUCh HWHOPEKINH; auIepPrUuYecKre
peakuuu; 3aJep)KKa JKUAKOCTH; HEWPOCEHCOPHBIE W HEHPOMOTOPHBIE DPEAKIMHM; MHUAITHS;
QJIONELUs; CBIb; 3y/]I; TOPaXXEHWE HOI'Te; KOJKHAas! IECKBaMallHsl; HapyIIEHUs! pUTMa Cep/lia.
JlononHUTENbHO HAOMIOAATNCH: JIUXOPaJKa IPU OTCYTCTBUM UH(PEKIUU; JeTaprus (COHJIUBOCTD,

3aTOPMOXXEHHOCTD, OLICTICHEHHUE); U3MEHEHHUS CIIyXa; TOJIOBOKPYKEHHE; CIE30TCUCHHE; CYXOCTh
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KOKH;, U3KOTa; UIIEMHs MUOKAp/a; BEHO3HbIE Hapymekﬂfﬁ;:%-@%;%gﬂgﬁiﬂglg ?)i:fy)'('aﬂmo;

KOHBIOHKTHUBHUT; CHI)KEHHE MacChl TeJa.
[Tpodpunakruueckoe npumenenue [ -KCD cumxkaer yactory pa3Butus HeOpHIIbHON HEHTPOTIEHUN
1 (WIH) HEUTPOIICHNYECKUX HMH(PEKIIMOHHBIX OCIOKHECHUM.

/lannvle, nonyuennvie npu nPUMEHEHUU NPenapama nocie e2o pecucmpayuu
Hobpoxauecmsennvie, 310KauecmeenHble U HEYMOYHEHHbLE HOBOOOPA308AHUS (KNIOYUAS KUCHIbL U
noJunsl)

Heuacmo

OcTpblit MHETOUIHBIH JICHKO3 U MUEJIOIUCIIACTUYECKUI CUHIPOM, CBS3aHHBIE C IOLIETAKCEIOM,
IpU €ro NPUMEHEHWH B COYETAHUU C JAPYTUMH XUMHOTEPANIeBTHYECKHUMH CPEICTBAMU U (WIIN)
00JTydeHHEM.

Yacmoma neussecmna

Bropuunbie HOBOOOpa3oBaHUs, BKJIIOYas HEXO/DKKMHCKYIO JMM(OMY U pak IOYKH, NpHU
NPUMEHEHUN JOLIETaKCcella B COYETAaHHH C JPYTMMU XUMHOTEPANleBTHYECKHMH IIperapaTaMu,
ACCOIIMMPOBAHHBIMYU C Pa3BUTHEM BTOPHYHBIX HOBOOOPA30BaHUH.

Hapywenus co cmoponuvl kpogu u tumgamuueckou cucmemol

Coo61manocs 06 yrHeTeHUH KOCTHOMO3IOBOI'O KPOBETBOPEHUSI U APYTUX reMaTosnoruyeckux HP.
Coo0manoch 0 pa3BUTHH CHHAPOMA JUCCEMHHHUPOBAHHOTO BHYTPHUCOCYAWCTOTO CBEPTHIBAHUS
(ABC-cunnpoma), 4aCTO B COYETAaHUH C CEIICUCOM WJIM MOJIMOPTaHHONW HEAOCTATOYHOCTBIO.
Hapywenus co cmopoHbl uMMyHHOU cuUcmembl

Peoxo

AHapWIAKTUYECKUH IIOK, MHOTAA CO CMEpPTENBbHBIM HMCXOJOM. Y TMAIMEeHTOB, IOJYYaBIINX
PEeMEIUKAIINIO, 3TH CITyYaH 3aKaHYMBAIUCH JIETAJILHBIM HCXO0J0M OYEHb PEIIKO.

Yacmoma neussecmna

Coo0manoch 0 pPa3BUTUU peaKLHUi TUHNEPUYBCTBUTEIBHOCTH C MOTEHIHAIBHO JIETAIbHBIM
UCXOIOM Ha JOIETAaKCeN, y TAalHWeHTOB, y KOTOPBIX paHee HWMENH MECTO pPEeakIuu
THIIEPYyBCTBUTEIBHOCTH HA MAKIUTAKCE.

Hapywenus co cmoponbl HepeHOTL cucmembl

Peoxo

Cynmoporu Wiy mpexosias moTepsi CO3HAHUS, HHOTA Pa3BUBIIUECS BO BPeMsi BHYTPHBEHHOTO
nH(}Y3MOHHOTO BBEJICHUS Mpernapara.

Hapywenus co cmoponul opeana 3penus

Peoxo

Crne3oreyeHne B COUYETAHWH C KOHBIOHKTHBHTOM WM 0€3 HEro M OYEeHb PEIKO — CIydau

00CTPYKILIMHU CJIE3HOT'0 KaHala, MPUBOASIINE K Ype3MEPHOMY CIIE30TE€UEHHUIO, TTIABHBIM 00pa3oM y
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MAIIEHTOB, OHOBPEMEHHO MONYUABIINX APYTHe MpoTHBObHyXomesbie Hperaparty | = J00T]

[Tpexonsiue BU3yallbHBIE PACCTPONMCTBA («BCIBIIIKU CBETa» B IJa3aX, MOSIBICHUE CKOTOM),
OOBIYHO BO3HHUKAKIIWE BO BpEMs BHYTPUBCHHOTO WH(Y3MOHHOTO BBEACHHS INIperapara H
COYETAIONINECS C Pa3BUTHEM PEAKIUH THUIEPUYyBCTBHTEIBHOCTH, KOTOPHIE OOBIYHO HCYE3aIIH
1ocJjIe MPeKpalleHus] BHyTpUBEHHON MH(Y3UH.

Y mainueHTOB, MOJIYYaBIINX JICYCHHUE JTOI[ETAKCEIIOM, a TAK)KE IPYTUMH TaKCaHAMH, COOOIIAIOCh
0 CTy4asiX pa3BUTUS KHCTO3HOTO OTEKa MaKYJIbI.

Hapywenus co cmopoHbl opeana ciyxa u 1abupunmuvle Hapyulenus

Peoxo

Crnydan OTOTOKCHYECKOTO JACHCTBHSI IIperapara ¢ HapylIICHUSIME CiTyXa U (WIH) IMoTepei ciyxa,
BKJTIOYAs CIIy9ad, CBA3aHHBIE C PUEMOM JPYTUX OTOTOKCHUYECKUX MPENapaToB.

Hapywenus co cmoponul cepoya u cocyoos

Peoko

Benosnbie TpoMO03MO0IMYECKUE OCTIOKHEHHS ¥ HH(DAPKT MUOKap/Ia.

Yacmoma neuzsecmua

VY manueHToB, MOMy4YaBIIUX JOILIETaKceN B KOMOMHALIUU C JOKCOPYOUIIMHOM, (GTOPYpalUiIoM U
(unmu) uwmkinodpochamMuIoM, COOOIIATOCH O Pa3BUTHH IKEIYAOYKOBOM apUTMHUHU, BKIHOYAS
KEITYT0UKOBYIO TAXUKAPIHIO, HHOT/IA C JICTATHHBIM HCXOJIOM.

Hapywenus co cmopoHbl 0bixamenbHoll CUcmembl, 0peanos 2pyOHOU KIemKU U CPe0OCHenUs
Peoko

OcTpblil  pecnupaTOpHBI  TUCTPECC-CHHAPOM, HWHTEPCTUIMANIbHAS ITHEBMOHMS/THEBMOHUT,
WHTEPCTUIIMANBHAS OO0JIe3Hb JIETKUX, JIETOYHBIH (UOPO3, HbIXaTelNbHAS HEIOCTATOYHOCTH,
KOTOPBIC MOTJIU ITPUBOJIUTH K JIETAIBHOMY HCcX01y. [Ipy 0 THOBPEMEHHOM MTPOBEICHUH 00Ty ICHHS
penKue caydyau pagualiOHHOTO ITHEBMOHUTA.

Hapywenus co cmopoHbl 2#cey00uHo-KUmeyHo20 mpakma

Peoko

Jlerunparanusi, Kak CJICICTBUE PA3BUTHS PEAKIIUH CO CTOPOHBI KEITYA0THO-KHIIIEIHOTO TPAKTa,
BKIIIOYas DHTEPOKOJIUT U Mepdopaluio KemyJKka WM KUIISYHUKA; peIKHue clydad uieyca
(KUIIEYHOM HEMPOXOJUMOCTH ) M KUIIEYHOU OOCTPYKIIHH.

Yacmoma neuzsecmua

CooOmaioch 0 pPa3BUTHH DHTEPOKOJIMTA, BKIIOYAs KOJHUT, WINEMHUYCCKHH KOJIHT W
HEUTPONEHNYECKU YHTEPOKOIUT C BO3MOXKHBIM JIETaJTbHBIM UCXOJOM.

Hapywenus co cmoponuvl neuenu u scenueblo0AuUx nymei

Ouenb pedxo

FeHaTI/IT, HHOrZa C JICTAJIBbHBIM UCXO0A0M, MMPECUMYIICCTBCHHO Y MAaIMECHTOB C COIMMYTCTBYHOIMHUMHU
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3a00JI€eBaHUSIMU IIEYEHU.

Hapywenus co cmoponvl Kodtcu 1 NOOKOICHBIX MKAHEl

Ouyenwv peoko

Ciy4an KOXXHOM KpacHOM BOJYAHKH, OYJIJIC3HOHM ChIMM (Takod Kak MyJIbTH(OpMHAs dpuTeMa),
TSDKENbIe KOXHbIE peakuuu (Takue kak cuHapoM CruBeHca-/[PKOHCOHA, TOKCHYECKUN
ANUAECPMAIBHBI  HEKPOJIM3, OCTPBId TI'EHEpaIM30BaHHBIM HSK3aHTEMATO3HBIM  IyCTYJE3).
Coolmanoch 0 pa3BUTUM HM3MEHEHUH, TMOAOOHBIX CKJIEPOJCPMHH, KOTOPHIM OOBIYHO
npenauiecTBoBan nepudepuyeckuil aumdocras. B HEKOTOpBIX ciayyasx B pPa3BUTHE ATHX
COCTOSTHUI BHOCHJIM CBOM BKJIaJ HECKOJBKO (PAKTOPOB, TaKHe KaK COMYTCTBYIOLIUE HH(EKIUH,
OJIHOBPEMEHHO IPUHUMAaeMble Jpyrue JIEKapCTBEHHbIE Ipernaparbl U  COIYTCTBYIOLIUE
3a00J1€BaHUA.

Yacmoma HeuzsecmHa

Coo01m1anock o0 ciiy4asx CTOWKON aJONeIHH.

Obwue paccmpoticmea u HapyuleHus 8 Mmecme 68e0eHuUs

Peoko

@deHoMeH BO3BpaTa MECTHOW JIy4eBOW peakluu B paHee OOIy4yeHHOW o0siacTu, Aeruiparaius,
OTEK JIETKHUX.

Yacmoma neuzeecmna

[Tocne BBeeHUs JoLieTaKceNa B APyroe MeCcTo HabII01al0Ch BOSHUKHOBEHHE PEAKI[MH B MECTE
IPE/IIECTBYIOLIET0 BBEIEHUS (BOZHUKHOBEHHME KOXKHOM peakluy B MecTe IMpeJIIecTBYOLIEH
HKCTpaBa3aIum).

Hapywenus co cmoponvl nouek u mMouesvbi800awux nymeti

Coobmanocs 00 yxynamieHud (GyHKIUA TOYEK U PA3BUTHH TMOYEUHON HEIOCTATOUYHOCTH, B
OOJNBIIMHCTBE  CIIy4Yaes, aCCOLIMMPYIOIIUXCA €  OJHOBPEMEHHBIM  IPUMEHEHUEM
HE(PPOTOKCHUECKUX MPETapaToB.

Hapywenus co cmoponvl obmena eewjecme u numanus

Coo0manocr 0 ciaydasx pa3BUTHS HAPYHICHUH 3JeKTposuTHOTO OanmaHca. CooOmanoch o
pa3BUTHUU CITy4aeB TUIIOHATPUEMUH, TJIABHBIM 00pa3oM, B COUETaHUH C JAeTHApATAINeH, PBOTON U
nHeBMOHMEH. OTMeyanuch  Ciay4au  pPa3BUTHS — TUMOKAJIHMEMHH, THIOMarHUEMHH W
TUTIOKAJBITMEMHUH, OOBIYHO CBS3aHHBIE C KEITYJOUYHO-KUIICYHBIMU HAPYIICHUSIMHU, B YaCTHOCTH, C
JIapeei.

Ilepeno3upoBka

Cumnmomut

HNmeercsi He3HAUMTEIbHOE KOJMYECTBO COOOWIeHMH o mepeno3upoBke. OCHOBHBIMU

IMPOABJICHUAMU nepEea03upOBKU ABIAJINCH IIOAaBJICHUC q)YHKHI/II/I KOCTHOTI'O Mo3ra,
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neprdepHIecKas HePOTOKCHIHOCTH H MyKo3ut (Boctiafietife ¢ etk -o66moex)= J001]

Jleuenue

B Hacrosiiee Bpemst aHTUJIOT K JOLETaKCeNy He U3BECTEeH. B ciydae mepeno3upoBKU OOIBHOTO
ClielyeT TOCHUTAIU3UPOBATh B CIIEHUATM3UPOBAHHOE OTAENIEHUE U TIIATEIbHO KOHTPOJIUPOBATh
(GYHKIUIO KU3HEHHO BaXKHBIX OpraHoB. BoNbHBIM cilenyeT Kak MOXKHO ObIicTpee Ha3HauuTh I -
KC®. [Ipn He00X0AUMOCTH - CUMIITOMAaTHYECKas TEpaIusl.

B3aumopeiicTBHe ¢ APYTHMHU JIeKAPCTBEHHBIMH NpenapaTamMu

Hccnenosanus in Vitro mokasanu, 4to OMoTpaHchopMalus mpernapara MOKET U3MEHSTHCS MPH
OJIHOBPEMEHHOM MPHUMEHEHUH BEIIECTB, UHAYLUUPYIOIUX WU MHTUOMPYIOMINX HU30(EepPMEHTHI
rutoxpoma CYP3A, mwimu Metabonu3upyromuxcs (KOHKYPEHTHOS HHTUOMPOBAHKE) C TIOMOIIBIO
nzodpepmenToB muroxpoma CYP3A, Takux Kak HUKIOCIOPUH, TepPEHAINH, SPUTPOMHUIIMH U
TPOJICaHIOMUIIMH. B CBS3M ¢ 3TUM HE00X0IMMO COOII0JaTh OCTOPOKHOCTD MTPH OJTHOBPEMEHHOM
Ha3HAYCHUH TMOAOOHBIX MPENnapaToB, YYUTHIBAS BO3MOXKHOCTh BBIPQKEHHOT'O B3aMMOJEHCTBUS
(cm. paznen «C OCTOPOKHOCTHIO).

[Ipu omHOBpeMEHHOM NpUMEHEHWH ¢ cuiabHbIMH HHrHOUTOpamu CYP3A4 uactota pa3zButus
no0ouHbIX 3¢ dekToB npemnapata Jlomnerakcen-Pyc MOXeT yBeIHMUNBATHCS BCIECACTBUE CHUKCHHUS
ero merabonusma. B (apMakOKMHETHYECKOM UCCIEJOBAaHMM C YydYacTHeM 7 TMalUeHTOB,
COBMECTHOE NpPHMEHEHHE JOlleTaKcela M CHibHOro uHruouropa wuzodpepmenta CYP3A4
KETOKOHA30JIa TIPUBOAMIIO K 3HAYMUTEILHOMY yMeHbIlleHUI0 (Ha 49%) kimpeHca JoreTakcea.
Ecnu HeBO3MOXXHO M30€XaTh COBMECTHOTO NMPUMEHEHUS! CHIIBHBIX MHTHOUTOPOB M30(epMeHTa
CYP3A4 (Takux Kak KETOKOHa30J, UTPAKOHA30J, KJIApPUTPOMMIIMH, WHIAMHABUD, He(a300H,
HeNn(UHABUDP, PUTOHABUP, CAKBHHABHD, TEIUTPOMHUIMH ¥ BOPHKOHA30J1), TO JaHHYIO
KOMOWHAIIMIO CIIeyeT Ha3HAYaTh C OCTOPOKHOCTHIO (CM. pazzen «C 0CTOPOKHOCTBIO»); TIPU 3TOM
TpeOyeTcsi TIIATENbHOE KIMHUYECKOE HAOMIOCHHE W BO3MOXKHOCTh KOPPEKIHMH J103bl
nouetakcena. PapMakOKMHETHKA JOLIETaKceNla B MPUCYTCTBUM MPEIHU30JI0HA ObUla U3yuyeHa y
OOJILHBIX METACTaTUYECKUM PaKOM TIpe/CcTaTeIbHOM kene3bl. HecMoTpst Ha TO, 4TO JomeTakcesn
MeTabomm3upyeTcs ¢ moMoipio nzopepmenta CYP3A4, a nmpeTHU30JI0H SBISICTCS UHAYKTOPOM
uzopepmenta CYP3A4, He HaOII0JAJI0Ch CTATUCTHYECKH JJOCTOBEPHOTO BIIUSHUS TTPETHU30JI0HA
Ha (papMaKOKMHETHKY JIOL[E€TaKCea.

Jloretakcen UMEET BBICOKYIO CBSI3b C OeJIKaMu Tuia3Mbl KpoBU (>95%). In Vitro nekapcTBeHHbIC
npernapaThl, MPOYHO CBS3BIBAIOIIMECS C OETKaMH IUIa3Mbl KPOBH, TaKHe KaK JPUTPOMHIIVH,
TUQEeHTuApaMHH, TPOINPaHOIIoN, MponadeHoH, (EHUTOMH, CAUIMIATHI, CyJIb(aMeTOKCa3ol U
HATpHs BaJIbIIPOAT, HE HAPYIIAIOT CBSI3bIBAHUS JIOIIETAaKCeNa OeIKaMH I1a3Mbl KPOBH.
JlekcaMeTa30H TaK)Ke HE BIUSET Ha CTETICHb CBS3BIBAHUS JIOTIETAKCENa ¢ OCITKaMH TUTa3Mbl KPOBH.

ﬂOHeTaKCCH HE BJIMACT HA CBA3BIBAHUEC JUI'MTOKCHUHA C OeJKaMH I1a3MBbl KpOBH.

24



COOTBETCTBYET 2KCNEPTHOMY OTYETY
o1 15.10.2024 N= 22500

dapMaKOKMHETHKA JIOIETaKcema, JOKCOPYyOHIIHHA 1 uﬁﬂ%%cﬁ&@%%ﬁﬂ@ﬁ%ﬂ@ﬁaﬁa&iﬁﬂﬁ 10,9

COBMECTHOM IPUMEHEHUH.
HmeroTcs cBeleHUsT O B3aMMOJCHCTBHM JOLeTakcena M KapOoruatuHa. llpm mpumeHeHuun
KOMOMHAIMK KapOoIUIaTHHA U J0LeTaKceaa KIMpeHe kapOoniaaTuHa yBenuunsaercs Ha 50% 1o
CPaBHEHMIO C MOHOTepanuei KapOonaaTHHOM.

Oco0ble ykazanus

Hevuimponenus

Cnengyer npOBOAWTH 4YacTbli KOHTPOJIb KJIMHMYECKOTO aHaJlM3a KPOBH Yy TIALIMECHTOB,
NOJIy4aroIuX Tepanuio npenaparom Jlounerakcen-Pyc. MakcuManbHOE CHHM)KEHHE KOJIMYECTBA
HEHTpo(UIOB HAcTynaer K 7 AHIO, HO Y HAMEHTOB, PaHee MPOXOIUBIINX MHTEHCHBHBIN KypC
XUMHOTEpanuu, 3TOT UHTEPBAJl MOKET ObITh Kopoue. [Ipu pa3Butun BoIpaK€HHOW HEUTPOIIEHUU
(<500/mxn B TeueHue 7 naHEW) BO BpeMs Kypca Tepanuu mpemnaparom Jlouerakcen-Pyc
PEKOMEHIyETCSl CHU3UTD J03Y Iperapara Ha OCIEYOIINX [IMKIAX WX IPUMEHATh aJlcKBaTHbIE
cuMmrnromarnyeckue mepsl. [Ipogomkars neyenue npenaparoM Jlonerakcen-Pyc BO3MOKHO nocie
BOCCTAHOBJICHHSI YUCIIa HeHTpoduiaoB >1500/mko.

B cniyuae BBenenus ['-KC® nanuenTtam, nonyuarouum npenapat Jlouerakcen-Pyc B komOuHanuu
¢ mucratiHoM u  (ropypariioM (xuMmuoreparneBTudeckor cxembl T1CF), debpuibHas
HEUTpONEeHUs U/UIM HEUTporeHnYecKne NH(EKINN pa3BUBAIOTCSA pexe. [Ipu npuMeHeHnH cXeMbl
TCF neobxomumo BBenenue [-KCO ¢ mpoduiakTH4ecKoil Lenblo Ui YMEHBIIEHUS pHUCKa
Pa3sBUTHSL OCTIOXKHEHHOW HeWTponeHuu ((heOpuiIbHOM HEUTPONEeHUH, JUTUTEIbHOM HEUTPONIeHUH,
HelTponeHnueckoi nHGexkuun). Cruenyer TIATeTbHO CIEANUTh 32 COCTOSHUEM U TAOOPaTOPHBIMU
MOKa3aTessIMH MAIMEHTOB, MOTYYaIIuX XuMuoTepanuto mo cxeme TCF.

VYV naunmeHToB modyvaroumx nepBuuyHyro npodmiaktuky ['-KC® (¢ mepBoro unukia) mnpu
npuMeHeHun mnpenapata Jlonerakcen-Pyc B KoMOMHanmuM € JIOKCOPYOMLIMHOM U
mukinopochamunom (pexum xumuorepanuun TAC) ¢eOpunbHas HeiTporneHuss u  (WIN)
HelTponeHnueckass MHQEKIus pa3BUBalOTCS pexe. [Ipu agbloBaHTHOW XUMHOTEpanuH paka
MoJI04HO sxene3bl o cxeme TAC 11 yMeHbIIeHHs! pUcKa pa3BUTHSI OCJI0KHEHHONW HEUTPOTIEHU U
(pebpunbHOIT HEUTPONIEHUH, ATUTETLHON HEUTPOIIEHUH, HEHTPOIIEHNYeCKOM NH(EKIINN) crenyeT
paccmaTpuBaTh Borpoc o npoduiaktuyeckoM BBereHun I'-KC® ¢ mepporo mukna. Cuemyer
TIIATENBHO CIIEIUTH 3a COCTOSHHEM MAI[MEHTOB, MOJYYAOIINX XUMHOTEPANEBTUYECKYIO CXEMY
TAC.

CuHnopom nuzuca onyxonu

Coob1manocs o ciryyasix pa3BUTHS CUHIpOMA JIM3UCA OMyXOJH MPHU MPUMEHEHHH JOLleTaKcena.
[TarueHTHI € pUCKOM pa3BUTHUS CHHIPOMA JIM3UCA OMyXOJH (T.€. ¢ HapylieHueM QyHKIUHU MOYeK,

TUTIEpYpUKEMHUEH, 00bEMHOMN OIMyXO0JIbI0) TOJDKHBI HAXOAUTHCS TIOJT TIIATEILHBIM HAOIIOCHUEM
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I8 COOTBETCTBYIOIIETO KOHTPOJIS 3TOrO € npoma. ! TIO- Haddlnr Headifs Pekomeravercs

CKOPpPEKTUPOBAaTh JAECTUAPATALMI0 M IPOBECTU JICUEHHE, HAIpPABICHHOE Ha CHUXECHHE
MOBBILIEHHOI'O YPOBHS MOUYEBOM KUCIIOTHI.

Peaxyuu co cmoponbi dceny0oyHo-Kuueuno2o mpakma

PexomenyeTcs co0It0IeHHE OCTOPOKHOCTH Y NAIIMEHTOB C HEUTpOIIEHUEN, 0COOEHHO ITPH pUCKE
pa3BUTUS JKEIYJOYHO-KMILIEYHBIX OCJIOXHEHUH. Pa3BuTHE »HHTEpOKOJMTAa BO3MOXKHO Ha
IPOTSKEHUM BCETrO JICUEHUSI. DHTEPOKOIUT MOXKET INPUBECTU K CMEPTU AK€ B NEPBBIA JCHb
cBoero pasBuTus. IlanueHTsl NOJKHBI THIATEIBHO MOHHUTOPHUPOBATHCA HA NPEAMET PAaHHUX
IPOSIBIIEHUN CEpbe3HOW JKENIyI0YHO-KMIIEYHOW TOKCHMYHOCTH, (cM. pasznen «IloGounoe
JeficTBUE)

Peaxyuu eunepuyecmeumenvnocmu

C unenbro BBIABIEHUS Pa3BUTHA PEAKLMM TI'MIIEPUYBCTBUTEIBHOCTH IIALIUEHTOB CJIENYET
TIIATEJIbHO HaOJ0JaTh, OCOOEHHO BO BpeMs IMepBoil u BTOopoill wuHQy3uil. Peakuun
THIIEPYyBCTBUTEIBHOCTH MOTYT PAa3BUTHCS B TEUEHUE CAaMbIX IIEPBBIX MUHYT HH(]Y31H mpemnapara
Hornerakcen-Pyc, moaTomy mpu ero BBEJCHUM HEOOXOIMMO MMETh JIEKAPCTBEHHBIE CPEACTBA U
o0opyI0BaHUE JUIsl JICUEHUs] apTepUalbHOM TMIOTOHUU U OpoHXocna3Ma. JIerkue nmposiBIeHUs
TUIIEPUYBCTBUTENBHOCTH (TIOKPAaCHEHUE JIMIAa WM JIOKAJIW30BaHHbIE KOXHbBIE PpEaKIUH) He
TpeOyIOT mpepbiBaHUs BBEJCHUs Ipenapara. EcTh cOOOLIEHUS O pa3BUTUU TSHKENBIX peakluit
TUIEPYYBCTBUTEIBHOCTH, TaKUX KaK BBIPA)KEHHOE CHIDKEHHE apTepuaibHOro J1aBlIEHUS,
OpoHXOocmasM WM TEHEpalu30BaHHAs  CHIIb/ApUTEMAa M  OYEHb PEAKO  JIeTAJIbHBIX
aHa(UIAKTUYECKUX peaKIMi y MalKMeHTOB, MOJy4aBIIMX HpeMeauKanuio. Pa3Butue peakuuit
TUIEPYYBCTBUTEIBHOCTH TpeOyeT HEMEJIEHHOTO TMpeKpalleHHus BBEIEHUs Ipemnapara
JHouerakcen-Pyc u mpoBeaeHus cooTBeTcTBYIOLIEH Tepanuu. [laninenTam, nepeHecium TsKenble
pEaKIMY THIepUyBCTBUTEIBHOCTH, HE CIElyeT BO30OHOBIIATH JieueHue npenaparom Jlonerakcen-
Pyc.

VY manueHToB ¢ peakuueil TMnepyyBCTBUTEIBLHOCTH Ha IMAKJIWTAaKCeI B aHAMHE3€, BO3MOKHO
pa3BUTHE TOTEHIUAIBHO JIETAIbHOM pEAaKIMU T'HIEPUYYBCTBUTEIBHOCTH TIPU BBEJIECHUU
JOLeTaKCeNa.

Koorcnvie peaxyuu

[Tpu mpuMeHeHHH JoLeTaKceaa Ha0JIt0Jallach JIOKAIM30BaHHAs! 3pUTeMa KOHEUHOCTEeH (J1ajoHel
U CTYIHEN) C OTEKOM M IMOCJIEAYIOIIUM HIeNyllIeHneM (J1IaJOHHO-TIOJOIIBEHHBIH CUHAPOM) (CM.
pazznen «Ilo6ounoe neiicTBue»).

[Tpu npuMeHeHnH JoIeTaKkceNna coO0ANoCh O Pa3BUTHH TSDKENBIX KOXKHBIX PeaKIuil TaKMX Kak
cugapoM CtuBeHca-/[)KOHCOHA, TOKCHYECKHUH OJNHMJEPMAJbHBI HEKpPOIU3 U  OCTPBII

reHepaIn30BaHHbIN 3K3aHTEMaTO3HBINA mycTyie3. [lanueHTsl JOKHBI ObITh HHPOPMHUPOBAHBI O
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Bpaua. B ciyuae pa3BUTHS CEpPbE3HBIX KOXKHBIX PEAKLUH CIEAYET PacCMOTPETh BOIPOC O
IIPEKPALEHUH TEPAIMU JIOLIETAKCEIOM.

Tlayuenmsi ¢ neueHoyHol HEOOCMAMOYHOCIBIO

V NanueHToB, TONYYAONIAX MOHOTEPANHMIO JOIETaKcenoM B go3e 100 Mr/M? M MMEIONHX
HOBBILICHHYIO aKTUBHOCTH «IeueHO4HbIX» TpancamuHasz (AJIT u (umu) ACT), Gonee yem B 1,5
pa3a npesbimaronryio BI'H, B coueTannu ¢ MOBBIIIEHHEM aKTUBHOCTH MIEIOYHON (ocdarassl
Oosiee yem B 2,5 pa3za Beiie BI'H, kpaiiHe BBICOK pHUCK pa3BUTHS TSIKEIBIX MOOOYHBIX d(DPEKTOB,
TaKHUX KaK CETCHC, KeITyJ0YHO-KHUILIEYHbIE KPOBOTEeUeHHUS, PeOpHiIbHas HEUTpOIeHus, UH(PEKIINY,
TPOMOOIIMTONCHHUS, TSKEIIbIE TOKCHYECKHE TTOPAKEHHUSI KOXKH BILIOTH JI0 JIETAJIHHOTO MCXOJa, a
TaK)Ke CTOMAaTHUTa U aCTEHUU. B CBSA3U € 3TUM Yy TaKMX [allMEHTOB C OBBILICHHBIMU [10KA3aTEISIMU
GbyHKIIMOHAIBHBIX P00 MEeYeHN peKoMeHIyeMasi qo3a mpemapata Jlonerakcen-Pyc cocraiser
75 mr/m%. @yHKIHOHATBHBIE IPOOKI TIEYEHN ODKHBI IPOBOUTHLCS 10 HAYaNa JICUCHUs U TIepeN
KaXJbIM TMOCIEAYIOIIUM LHUKIOM Tepanuu npenapatom Jlouerakcen-Pyc. Y mnanueHToB C
MOBBIIIEHHBIMU KOHIICHTPALUAMU OMinpyOunHa v (vi1i) moBbieHHON akTuBHOCTBI0O AJIT m ACT
(>3,5 BI'H) B coueranuu ¢ MOBBIIICHHEM aKTUBHOCTH IIeI0YHOM GocdaTasbl >6 BI'H, He MoxeT
OBITh PEKOMEH/JIOBAHO CHUKEHHME J03bI U HE CleAyeT 0e3 CTPOruX MOKa3aHWW MNPUMEHSThH
JIOLIETaKCel.

B HacTOAmmii MOMEHT OTCYTCTBYIOT JaHHbIE OTHOCHTEJIBHO IPUMEHEHHUs [OIeTaKcela B
KOMOHMHAIIMY C APYTUMH TperapaTaMy y MalueHTOB ¢ HapYIICHUSIMH (QYHKIIMH MTEYCHH.
3aodeporcka sHrcuoxocmu

HeobOxonumo TiiaTenbHoe HaOII0eHUE 3@ MAIMEHTaMU C BBIPAKEHHOMN 3aJIeP’KKOM KHUJIKOCTH: C
BBIIIOTOM B IIJIEBPAJIbHYIO MOJIOCTh, IEPUKAP/] WK ¢ acuuTOM. [IpH nosiBIeHNN OTEKOB TOKa3aHO
OTrpaHUUYEHUE COJIEBOTO U MUTHEBOTO PEKUMA U IPUMEHEHNE AUYPETUKOB.

Jleiiko3

[Ipu mpumeHeHWHM KOMOWHAIMM JIOIETaKCeNla C JOKCOPYOUIIMHOM U IUKIO(hochaMHuIoM IO
noBoay omepabenbHoro PMIXK B CBSI3M ¢ PHCKOM pa3BUTHS OTCPOYCHHBIX MHEIIOAUCIUIA3UN U
(M) MUETTOUTHOH JIeHKeMHUH TPeOyeTCsl reMaToIOTHYeCKU KOHTPOJIb.

Bmopuunsie 310xauecmeentvie HOB00OPA3068aHUSL

ITpn MIPUMEHEHUN KOMOMHAaINH npenapara Houerakcen-Pyc c JIpYyTUMHA
XUMHOTEPANeBTUUECKUMU IpernapaTaMi, AacCOLMUPOBAHHBIMU C Pa3BUTUEM BTOPUYHBIX
3JI0KQUYECTBEHHBIX HOBOOOpPA30BaHMM, BO3MOXHO Ppa3BUTHUE BTOPUYHBIX 3JIOKAYECTBEHHBIX
HOBOOOPA30BaHUM (BKJIIOYAs OCTPBI MHUEIIOUIHBIN JIEHKO3, MUEIOJUCIIIIACTUYECKUN CHHIIPOM,
HEXOPKKMHCKYI0 JTMM(pOMYy U pak MoukH). TpeOyercs MOHHUTOPUHI TMAlMEHTOB Ha MpEeaMeT

pa3BUTHS BTOPUYHBIX 3JI0KAYECTBEHHBIX HOBOOOPAa30BaHM, KOTOPbIE MOTYT BO3HUKHYTH Uepe3
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Kapouomoxcuunocmo

VY m[anueHToB, NOJYYaBIIMX JOIETAKCeNl B KOMOHMHALMM C TPacTy3yMaOoOM IO TOBOAY
Meracrtatuyeckoro PMXK ¢ omyxomeBoit rumepakcnpeccuerr HERZ2, ocobGenno mocie
XUMHOTEpANuy, COJEpKallel aHTPAlUKINHBI (JIOKCOPYOULIMH WM SMUPYOHIIMH), BO3MOXKHO
pa3BUTHE CEPJCUYHON HEAOCTATOUHOCTH, KOTOpasi MOXKET OBITh CPEeIHEH TSHXKECTH WM TSHKETION U
OpUBOANUTE K cMepTH. Korna manueHTKe MOKa3aHO JIeUeHHE JOLETAKCeIOM B KOMOWHAIUHU C
TpacTy3ymaboM, OHa JO0JKHA IPONTH KapInoJioThdeckoe 00cie0BaHue 10 Hauaaa Tepamnum.
Kaxzaple Tpu mecsua cieayeT KOHTPOJIUPOBATh (PYHKIIMHM CEpAlla, YTO IO3BOJSET BBIIBHUTH
MAIUEHTOK, Y KOTOPBIX MOXKET Pa3BUTHCS CepAcUHas HETOCTATOYHOCTD.

Bosee moapoOHO cM. MHCTPYKITUIO IO MPUMEHEHHIO TPacTy3yMaoa.

VY manueHToB, MOMy4YaBIIUX JOILIETaKceNl B KOMOMHALIUU C JOKCOPYOUIIMHOM, (GTOPYpaluiIioM U
(unmu) uwmkinodpocdhamMuoM, COOOIIATOCH O Pa3BUTHH IKEIYAOYKOBOM apUTMHUHU, BKIHOYAS
KEIyA0YKOBYIO TaxWKapAuio (MHOTJa C JieTalbHbIM ucxoioM) (cMm. pazaen «lloGounoe
JIEHCTBUEY ).

PexoMenayeTcs olieHKa UCXOTHBIX (10 Hayalla JIeueHus ) okas3areneil QyHKIUU cepaua.
Hapywenus co cmoponul opeana spenus

VY nmanueHToB, MOMYYaBIINX JICYEHUE JTOIIETAKCEIOM, a TAaKXKe IPYTMMHU TaKCaHaMH, COOOIIAIOCh
0 Pa3BUTHH KHCTO3HOTO OTE€Ka MakyJibl. [alueHTsl, y KOTOPHIX BOSHUKAIOT HAPYIICHUS 3pEHUS,
JTOJKHBl TIPOHTH CpPOYHOE U TONHOEe odTanbMoioruueckoe ooOcnenoBanue. B ciayuae
JTUATHOCTHPOBAHUS KUCTO3HOTO OTEKa MAKyJbl JIEUCHUE JOIETaKCeIOM CIeNyeT MPEeKpPaTuTh, U
MAIMEHTY JIOJDKHO OBITh HAYaTO COOTBETCTBYIOIIEE JieueHue (cM. pazzaen «IlobouHoe nercTBue»).
llayuenmul nodxxcunoco 6o3pacma

[To cpaBHeHuIO ¢ manmueHTamu Mojoxke 60 yeT y manueHToB B Bo3pacTe 60 neT u crapiie,
MOJTyYaloIUX KOMOMHUPOBAHHYIO XUMHOTEPANHIO JOIeTaKceNl + KameruTaOuH, HaOI0aanoch
YBEJIMUEHUE YaCTOTHI CBA3aHHBIX C JeueHneM HP 3 1 4 crereHn TsoKkecTH, CBSI3aHHBIX C JISYCHUEM
cepre3Hbix HP u panneit oTMeHs! Jieuenus BeneacTsue pa3putus HP.

HmeroTcst orpaHueHHbIC JaHHBIE O MPUMEHEHUH KOMOMHAIIMY JI0IIeTaKcena ¢ JOKCOPyOUIInHOM
U nukiodochamMuioM y manueHTon crapiie 70 yer.

VYV nmanmeHToB 65 neT M crapuie, NOJyYaBIIMX JICYEHUE JOLETAKCENIOM KaxAble 3 HEAENH I10
MOBOJIy paka TPEJCTATeILHOW JKeJe3bl, YacTOoTa W3MCHCHWW HOTTEW, pa3BUTHS aHEMUH,
uH(pEKIN, aHOPEeKCUH, CHUKEHHSI Macchl Tena Obina Ha >10% Oounbliie, 4eM y TaIeHToB 0olee
MOJI0/10TO Bo3pacTa. OHAKO paznuyuii Mo 3((HEeKTUBHOCTH Tepanuy MPU CPABHEHUU MMOKHIIBIX U
OoJiee MOJIO/IBIX IMAIIMEHTOB BBISIBIIEHO HE Obu1o. M3 545 marmumeHToB, MOMy4YaBIIUX JICYCHHUE

JIOTIETAKCETIOM KaKIble 3 HeIeIu B Tepalmuyd TOPMOHOYYBCTBHUTEIHHOTO paka MpeACTaTeIbHON
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narueHToB ObUIK B Bo3pacTe 75 net wiu crapuie. Coobmenust o HP ¢ moBeimennoit yactoroii (o
menblei Mepe Ha 10%) cpeau manueHToB B BO3pacTe 65 JIeT U cTaplie Mo CpaBHEHUIO ¢ Ooree
MOJIOJBIMU MAILIMEHTAaMH OTCYTCTBYIOT. B He0ObIIOM MOArpYyIIEe MALMEHTOB B Bo3pacTe 75 JIeT
W cTapiie HaOmroJanach TeHACHIHS K OoJjiee yacThiM HP mo cpaBHeHHIO ¢ 0o0jiee MOJIOABIMU
narueHTamu. CooOIaeTcs o MOBHIICHHON YacTOTe BOZHUKHOBEHUS (110 MeHbInel Mepe Ha 10%)
HEUTPOIICHNH, AHEMUH, AMAPEH, OABIIKH U HWHQPEKIUH BEpPXHUX MAbIXaTEeIbHBIX MyTeH Yy
NAlMEHTOB B Bo3pacTe 75 JIET U CTapllie 110 CPABHEHUIO ¢ OoJiee MOJIOABIMY TanueHTaMu. OLeHka
IPUYMHHO-CJIEICTBEHHOM cBA3M NaHHbIX HP ¢ nedennem He npoBoamiack. OAHAKO pa3aInuuil Mo
3 PEKTUBHOCTH TE€PANUU NIPU CPABHEHUH TOXKIIIBIX M 00JIee MOJIOABIX MAIIUEHTOB BBISABICHO HE
ObLI10.

[Ipy mpuMeHeHMM KOMOMHALMHU JOLETaKceda ¢ LUCIUIATUHOM U (TOpypalnmiIoM Cleayrolue
no0OYHbIE peaklUM (BCeX CTENEHEeH TsKecTu): JeTaprus (COHJIMBOCTb, 3aTOPMO>KEHHOCTD,
OLICTICHEHHE), CTOMATUT, (eOpriibHAs HEHTpOIEeHHs/HEUTpoeHnYeckas HH(EKuus, auapes y
NAaIMEeHTOB cTapuie 65 ner Bcrpeyanuch Ha >10% damie, 4eM y manuMeHTOB 0ojiee MOJIOAOro
Bo3pacta. [loaToMy mamnueHTsl crapiie 65 JieT, MoJlydaronye 3Ty KOMOMHAIMIO, HYKJIAKTCs B
TIIATEJIbHOM HAOJIOJCHUN.

Heobxooumocme konmpayenyuu

My:KuuHaM U KEHIIMHAM JIETOPOJAHOI0 BO3pacTa BO BpeMs JICUEHHS JI0L[ETAKCEIIOM HEOOX0AUMO
IPUMEHSATh HAIeKHbIE METOJIbl KOHTpALeNUH. TaK Kak B JOKIMHUYECKUX UCCIIEJOBAHUSAX OBLIO
MIOKA3aHO, YTO JOLETaKCE]I MMEET I'€HOTOKCHUYECKOE NEHCTBHUE M MOXKET HApyIIUTh MYKCKYIO
GepTHIBHOCTH (CITOCOOHOCTh K 3a4aTHIO), MYKYMHAM, MOJTYYaIOMUM JICYCHHE JIOIETAKCEIIOM,
pEeKOMEHAyeTCsl BO3JEPKUBATHCS OT 3ayarus peOEHKa BO BpEMs JICUEHMsI JIOLETAKCEIOM U B
TE€YEHHE HE MeHee 6 MeCALEB N10CJIe OKOHYAaHNS XMMHOTEPAIIUN U CIIELyeT IOPEKOMEHI0BATh J10
Hayaja JICYCHHsI IPOU3BECTH KOHCEPBALIUIO CIIEPMBI.

Kenmunam B ciayyae HacTyIUIEHHMsS] OEpEMEHHOCTH BO BpEMs JIEUEHHsI JOLETAaKCEIOM CIIeayeT
CPOYHO COOOLIUTEH 00 ITOM CBOEMY JieHallleMy Bpady.

Hetipomokcuunocmo

Pa3Butue TsKEI0M CeHCOpHOM HeliponaTuu TpeOyeT CHIKEHUS 1036l penapaTta Jlonerakcen-Pyc
Cooeporcanue smanona

B npenapare Jlonerakcen-Pyc comepxutcst 3TaHon B KoHIEHTpauuu 50 0O0beMHBIX MPOLEHTOB
(to ectb 10 0,385 mr (0,5 M) 6e3BoAHOTO 3TaHONA BO hutakone ¢ 20 mr/1,0 M 1 10 1,58 r (2 mn)
6e3BogHOrO 3TaHONa BO ¢uakoHe 80 mMr/4,0 mu. DTO cieayeT NMPUHMMATh BO BHUMAaHHUE NPHU
NPUMEHEHUU TIpenapara y MalUdeHTOB C aJKOrOJU3MOM U MAallMEeHTOB U3 TPYIIbI pHUCKa

(marueHTORB ¢ 3a00JICBaHUSIMU TICYCHH, TIEYCHOUYHON HETOCTAaTOYHOCTHIO U mmiencueii). Takxke
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cilenyeT NMPUHUMATh BO BHUMAaHHE BO3MOXKHOE B STaHond HA' E’é%@l}_ﬁ 'M?s-i{y}o

CUCTEMY.
OTaHoI, colepKAIIUIiCs B TaHHOHM JIGKAPCTBEHHOU (hopMe, MOKET M3MEHATh ACUCTBUE IPYTHX
JIEKapCTBEHHBIX IIPETIApaTOB.

Obpawenue u mepvl npedocmopodicHocmu npu obpawenuu ¢ npenapamom /foyemaxcen-Pyc
IIpenapar [lonerakcen-Pyc sBisercs NPpOTUBOOITYXO0JIEBBIM IIPENAapaToOM; KaK U B Cllydae IpyTrux
NOTEHIMAJIBHO TOKCHYECKUX BEIIECTB, HEOOXOJMMO COOJIOAAaTh OCTOPOXKHOCTH IIPH €ro
IIPUMEHEHUN U IIPUTOTOBIIEHUU PacTBOPOB. PexoMmeHIyeTcs mosb30BaThes nepyatkamu. Ecnm
pactBop npenapara [louerakcen-Pyc unu nHdy3HMoHHBINH pacTBOp mnpemnapara Jlouerakcen-Pyc
MOMAJIaeT Ha KOXY, TO €€ CJIeAyeT HEMEIJIEHHO TILATENIbHO BBIMBITH BOJOH ¢ MbuioM. [Ipu
MOTAJIaHUU  KOHIIGHTpaTa, Wi HH(Y3HMOHHOrO pacTtBopa mpemapata J[lomerakcen-Pyc Ha
CJIN3UCTBIE O0O0JIOYKH UX CJIelyeT HEMEUIEHHO TIIATEIBHO TPOMBITH BOJIOH.

Heoaoviosanmnas xumuomepanusi paka MoI0uHOU Jiceesvl

[lpy [MOCTHMXKEHWHW TIOMHOTO WJIM YaCTUYHOTO MOP(OIOTHYECKOrO perpecca OIMyXOJdd Ha
HEO0abIOBAHTHOM XMMUOTEpPANIUU, MPOBOAUTCA XHUPYPIHMUECKOE YJaJI€HHE OINyXOIH MU IpU
BO3MOXKHOCTH HoOJMblIIIeyHast tuMpoanccekus. [IpoBeneHre AONOIHUTENBHON aabOBaHTHON
XUMUOTEpANUU NOoCie JOCTHXKEHUS MOJTHOTO MM YaCTUYHOI'O MOP(OIOrHYEcKOro perpecca He
yJIyqllIaeT BBDKMBAEMOCTh NAlMeHToB. [loaToMy, poBeieHne albIOBAHTHON XUMHUOTEpanuu He
000CHOBAHO ISl OOJIBHBIX, JOCTUTTLIHX MOJIHOTO WM YaCTUYHOTO MOP(OJIIOTHYECKOr0 perpecca
OITYXOJIH ITOCJIE HE0AIbIOBAHTHON XUMHUOTEPAIINH.

Ecin oTBer sBiseTCS MHUHUMAIBHBIM II0CHE€ HECKOJBKMX IMKJIOB HEOaJbIOBAHTHOU
XUMHOTEpanuy, Wil OOJe3Hb IPOrpeccCHUpyeT, B JII0OOH MOMEHT HEOOXOJIMMO pPacCMOTPETh
albTEPHATUBHBIA PEXKUM XUMUOTEpanuu M (WIM) HpeIONepaliOHHON JIydeBOM Tepamuu C
NOCIEAYIOIUM XUPYPrHUYE€CKUM BMEIIATENbCTBOM, B BHJIE€ MACTIKTOMHMHM C IOAMBIIIEYHON
mumpoanccekuueil. [locneonepanionHas aablOBaHTHAs TE€PaIus s 3TUX NAallUEHTOB COCTOUT
U3 3aBeplLICHHUS 3alUIaHUPOBAHHOM XMMMOTEpaluy, €cld OHAa He ObUIO 3aBepuieHa [0
XUPYPrU4E€CKOr0 BMENIATENbCTBA, C IOCIEAYIOMIEHW TOPMOHAIBHOM Tepanued y >KEHIIHH C
MOJIOKHUTEIBHBIM CTaTyCOM 3CTPOTE€HOBBIX U (WJIM) MPOreCTEPOHOBBIX PELENTOPOB. ¥ OONBHBIX
paKoM MOJIOUHOM eJie3bl ¢ 0MmyxoeBoil runepakcnpeccueit HER2 naznauaercs tpacty3ymab 1o
OJIHOTO rojia.

Bunsinne Ha cIOCOOHOCTH YNPABJISTH TPAHCIIOPTHBIMHU CPEACTBAMM M MEXaHNU3MaMH
CrienmanbHBIX MCCIIEOBAaHUM He mpoBoAMiock. OIHAKO pa3BUTHE MOOOYHBIX peakuuil co
CTOPOHBI HEPBHOW CHUCTEMBI, OpraHa 3pEHMs, JKEIyJOYHO-KHIIEYHOrO0 TpakTa M Ip., a TaKkKe
HaJIMYUe B COCTaBE Mpernapara 3TaHoIa MOTYT MIPUBECTH K CHIDKEHUIO CKOPOCTH IMICUXOMOTOPHBIX

peakiuu U BHUMaHUS. B CBsA3M ¢ 3TUM HE PEKOMEHIYeTCs BO BpeMsl JICUEHHUs IpernapaToM
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 15.10.2024 N= 22500
JloneTakcen-Pyc ypaBiiaTh TpaHCTOPTHBIME clesicTaMu it saH VAT B Py tFiv moTeHiHARbHO

OIACHBIMH BUIAMHU JESATEIBHOCTH.

dopMa BbINIYCKa

KoHnnentpar mist mpurotrosiieHus pactBopa aist uadysuit 20 mr/0,5 mi, 80 mr/2 mut, 120 mr/3 mn
B IIPO3PavHbIX CTEKISHHBIX (prrakonax (tum |, @. CILIA).

I[To 1,5 M1 6, Mt 1t 9 MIT pacTBOPUTES B MPO3PAYHBIX CTEKIISTHHBIX (uiakoHax (tur |, @. CIIIA).
®nakoH ¢ mpemnaparoM M (PIAKOH ¢ PacTBOPUTENEM MOMEIIAIOT B KOHTYPHYIO IUIACTHKOBYIO
YHaKOBKY (MO/JI0OH), BMECTE C MHCTPYKIMEH MO MPUMEHEHHIO IIOMEIIAIOT B KAPTOHHYIO MaYKy.
Cpox rogHocTu

2 roja.

YciaoBus XxpaHeHust

B cyxowm, 3amuiieHHoM OT cBeTa MecTe, pu temiepatype ot 2 °C no 8 °C.

XpaHUTb B HEIOCTYITHOM JUIs1 IETEH MecTe.

YciaoBus oTnycKka u3 anrtexk

OTITyCKarOT MO perenTy.

Baagesien perucTpaliMOHHOIO YA0CTOBEPEHUS

00O «Manac Meny, Poccus, 121471, r. Mocksa, yi. Ps6unosas 43, ctp. 1

IIpousBoaurenn

«Pyc-Men Dxcnopre [paiiBut Jlumureny,

ITnor. Ne2, IIpombrnennas 3o1a AJIEAIL INajoxynapamapam, mrar Tenanrana, Maaus

IIpu pacgacosxe u/unu ynaxoske 6 ®I'BY «HMHUL] onkonoeuu um. H.H. Broxuna» Munsopasa
Poccuu oobasnsemcs:

Buinyckarowuit konmpons kauecmea

OI'bY «HMUL oukonorun um. H.H. biioxuna» Munsapasa Poccun,

Poccus, 115478, r. MockBa, Kammpckoe mocce, 1. 24, ctp. 18, punuan «Haykonpodu»

OI'bY «HMMUL] onkonorun um. H.H. bnoxuna» Munszapasa Poccun,

ten./dakc: (499) 324-14-34

Opranunsanusi, IPUHEMAIOLIAS NPEeTEeH3UU NOTpeduTe e

00O «Manac Meny, Poccusi, 121471, r. Mocksa, yn. Ps6unoBas 43, ctp. 1

Ten.: +7 495 269 77 51

On. mouta: manashmed@inbox.ru
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