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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Honerakcen-Pyc, 20 mr/0,5 mi1, KOHIEHTpAT i HPUTOTOBIICHUS PACTBOpA [T HHPY3HMA.
Homerakcen-Pyc, 80 mMr/2 My, KOHIIEHTPAT ISl IPUTOTOBJICHHS pacTBOpa i HHPY3Hil.
Houerakcen-Pyc, 120 Mr/3 mu1, KOHIIEHTpAT AJI PUTOTOBIIEHUS PACTBOPA JJIsT HHDY3HIA.
2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JleiicTByro11I€E BEIIECTBO: AOLETAKCEN.

Jonerakcen-Pyc, 20 mr/0,5 MiI, KOHIIEHTPAT UL OPUTOTOBJIEHNS pacTBOpa JULst HHMY3UH

Kaxxnprit M1 KOHIIEHTpaTa IJisi NPUTOTOBJIEHUS pacTBopa misi MHPY3ud coaepxkut 40 wmr
JolieTakcena (B BUJIEe TPUTHApaTa).

Kaxnapiii dakon cogepxkut 20 Mr orerakcena (B BUAC TPUTHIPATA).

BcnomoratenbHble BelecTBa, HaJM4Ue KOTOPBIX HAIO YUUTHIBATh B COCTAaBE JIEKAPCTBEHHOIO
npenapara: 3taHon (cM. pasaen 4.4.).

Jlouerakcen-Pyc, 80 Mr/2 M1, KOHIEHTPAT UL OPUTOTOBJICHUS pacTBOPA JUist nHbBY3UM

Kaxxaplii M1 KOHIIGHTpaTa Ui MPUTOTOBICHUS pacTBopa s uHy3wid coxepxutr 40 wmr
JorieTakcena (B BUAE TPUTHIPATA).

Kaxxnprit ¢pakon comepxut 80 Mr morerakcesna (B BUIE TPUTHIpaTa)

BcnomoratenbHbie BelecTBa, HaTUYUE KOTOPBIX HAJAO0 YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: 3TaHon (cM. pasaen 4.4.).

Houerakcen-Pyc, 120 mr/3 MJI, KOHIICHTPAT JJIA OPUTrOTOBJICHHUA paCTBOpA AJIA PIHd)V3HI>i

Kaxnplii M1 KOHIEHTpaTa Jjsl NPUTOTOBJIEHUS pacTBopa uis UHOY3uid comepxkur 40 wmr
JorieTakcena (B BUIE TPUTHUIPATA).

Kaxnprit ¢pnakon conepxut 120 mMr qorerakcena (B BUAE TPUTHIPATA).

BcnomoratenbHble BelecTBa, HAJMYME KOTOPBIX HA/J0 YYHUTHIBATh B COCTaBE JICKAPCTBEHHOI'O
npenapara: 3TaHo’ (cM. paszzen 4.4.).

[TonHBIN NepeueHb BCIOMOTaTeIbHbIX BEIIECTB IPUBEAEH B paszzene 6.1.

3. JEKAPCTBEHHAS ®OPMA

KoHIIeHTpaT 1j1d OpUTOTOBACHMS PacTBOPA JJIs PIHd)V3PIfI

ITpo3paunblii BA3KUI pacTBOP OT KEJITOTO 10 KOPUIHEBATO-)KEITOTO LIBETA.
PactBopurens

[Ipo3paunast OecuiBeTHAS KUIKOCTb.

4. KIMHUYECKHUE JJAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

Hounerakcen-Pyc noka3aH kK NpUMEHEHHIO Y B3POCIIBIX.

Pax momougnoii xxenessl (PMXK)
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AOvI08aHMHAA U HEOAOBIOBANMHAS MEPANUSL (NOCNEOOQBATENBHOCT

MY OTYETY

e
& 0001)

Aovrosanmuasi mepanu:

Onepabenvuoviti  PMJK (nouerakcen B~ KOMOMHAUMM € JIOKCOPYOMIIMHOM |
nukiopochamMuiom):

e omnepabenpHBI PMX ¢ mopakeHrem peruoHapHbIX TUM(OY3II0B;

e onepabenbHpli PMO)K 06e3 mopakeHHs pervoHapHbIX JUM(OY3JIOB y TAIMEHTOK,
KOTOPHIM TIOKa3aHO TMPOBEJCHHE XUMHOTEpAllMd COIJIACHO YCTaHOBJIEHHBIM
MEXIyHApOAHBIM KPUTEPUSIM O0TOOpA Uil IEPBUYHON XUMHOTEPANIUY PAHHUX CTaul
PMX [npu Hamuuuu ofHOTO MM Ooyiee (aKTOPOB BBICOKOTO PHCKA PA3BUTHA
peuuauBa: pasmep omyxoiu Oosiee 2 CM, OTPULIATEIBHBIN CTAaTyC 3CTPOTCHOBBIX U
MIPOreCTEPOHOBBIX PELenTopOB, BBICOKAs THCTOJIOTHYECKas CTETEHb
3JI0Ka4€CTBEHHOCTH OMyXOJH (cTerneHs 2 — 3), Bo3pacT MeHee 35 nert).

Onepabenvuviii. PMJK ¢ onyxoneeou eunepsxcnpeccuei HER2  (mokcopyOuima u
mukiopochaMu ¢ MOCIHEAYIOIIMM NPUMEHEHHEM JOIeTackcena B KOMOMHALMU C
Tpactyzymabom (cxema AC TH)).

Heoaovosanmnas mepanus

Onepabenvuviii u mecmuo-pacnpocmpanenuviii PMJK (noxcopyOuniva u nmukiiodochamu ¢
HOCJICAYIOIIUM TPUMEHEHHEM JIOLIETaKCea).
Memacmamuueckuii u/unu mecmuo-pacnpocmpanennviii PMJK

e MecTHo-pacnpocTpaHeHHbIH win meractarndeckuit PMOK (mpenapar [louerakcen-Pyc B
KOMOUHAIMU C TIOKCOPYOULIMHOM, Tepanus 1-oif TMHuN);

e Meracratnuecknit PMJK ¢ omyxoneBoit runepskcnpeccueir HER2  (mpemapar
Houerakcen-Pyc B koMOuHauu ¢ Tpactyzymadom, Tepanus 1-oit muHun);

e MecTHo-paclipocTpaHeHHbI uiau  Mmetactatndeckuit PMOXK mnpu  HesddexkTuBHOCTH
IPEIUIECTBYIOIEH XUMHUOTEpANK, BKIIOYABIIEH aHTPALMKINHBI WIN AJIKWINPYIOLIUE
cpenctsa (npemnapat Jlonerakcen-Pyc B MoHOTEpanun);

e MecTtHo-pacnipocTpaHeHHbIH uiau  Meractatnueckuit PMOK mnpu HeapdexTuBHOCTH
MpeIeCTBYIOLIEH XUMUOTEpaNH, BKIIOYaBIIelH aHTpaluKIUHBI (penapat Jlomnerakcern-
Pyc B koMOuHaImm ¢ KanenuTabuHOM).

HeMenKOoKIETOUHBIN paK JIETKOT'O

e MecTHO-pacIpOCTPAHEHHBIM WM METACTaTUYECKMM HEMEJIKOKJIETOYHBI pak
Jerkoro npu Hed()(HEeKTUBHOCTH MpeAlIecTBYIOMEH XHUMHOTEpanuu (mpenapar
Houerakcen-Pyc B MOHOTepanum).

e HepesexkrabenbHbIN MECTHO-PACTIPOCTPAHEHHBIN WM METacTaTU4EeCKUI
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HEMEJIKOKJICTOYHBIM paK Jerkoro (mpemnapar 'ﬁMEPyEEE %i&ﬁJ}F&ﬁlﬂﬁ'u

nucraTuHoM, mpemnapart Jonerakcen-Pyc B komMOuHammu ¢ KapOOIIaTHHOM
MIPEACTABIISIET AIbTCPHATUBHBIM BaApUAHT JICYCHUS 11 OCHOBAHHOM HA IIUCIUIATHHE
Tepanuu, Tepanus 1-oit TuHUN).
Pak smyHuKOB
e MeracTaTHUeCKUl paK SUYHUKOB MpH HEIY(HEKTUBHOCTH MPEIIICCTBYIOLICH
Tepanuu 1-oif nuHuMM (mpenapar Jlouerakcen-Pyc B MoHOTepanuu, Tepanusi 2-oi
JIMHUN).

Pax npencrareanHOM JKele3bl

e MeracTtaTuueckuii KacTPaLMOHHO-PE3UCTEHTHBI DPAK IPEACTATEIBHOM JKEJE3bl
(mpenapar Jlouerakcen-Pyc B koMOuMHanuu ¢ NpeqHU30HOM WM IPETHU30JI0HOM).

e MeracTaTuueckuii rOpMOHOYYBCTBUTEIbHBIN paKk IpeaCTaTEIbHOM jKene3bl (mpenapar
JHouerakcen-Pyc B koMOwHamwmm C aHTHaHAporeHHouW tepanumeit (AAT) ¢
IPEIHU30HOM UJIU MPEAHU30JIOHOM WIN 0€3 IpeTHN30HA WU NPEIHU30JI0HA).

Pax xenynka (aeHOKapuuHOMa)

e MeracTaTuueckas aJeHOKapIMHOMA >ENIyAKa, BKIOYas aJeHOKAPIUHOMY 30HBI
MUIIEBOTHO-KEIYyA0YHOro nepexona (mpemnapar [ouerakcen-Pyc B komOuHaImu ¢
LUCIUIATUHOM U (pTOpypauuiom, Tepanus 1-oi 1uHun).

Pak rosoBsl U 111eu

e MecTHO-pacnipoCTpaHEHHbIN IUIOCKOKJIETOYHBIM pak ToJIOBbl M Ieu (mpemapar
Houerakcen-Pyc B koMOMHAIIMY C IIUCIUIATUHOM M (QTOPYpPaLlMIOM, HHIYKIIMOHHAS
Tepamnus).

4.2. PexxuMm 103MpOBaHNs U CIIOCO0 NPUMEHEHUS

Jleuenue npenaparom Jlonerakcen-Pyc cieayer mpoBoAMTh TOJIBKO IOJ HaOJIOJEHUEM Bpaya,
MMEIOLIETO OIBIT IPOBEICHUS MIPOTUBOOITYX0JIEBOH XUMHUOTEPATHH B YCIIOBUSX
CHELUAIN3UPOBAHHOTO CTALIMOHAPA.

Jlng npenynpexaeHus pa3BUTHUs pEakUUi TUIEPYYBCTBUTEIBHOCTH, a TAKXKE C LEJbIO
YMEHBILIEHUS 3aJEPKKHU S>KUJIKOCTH BCEM MallMEeHTaM, IOJy4arollMM JoueTakcen (Kpome
MAIMEHTOB C PAKOM IPeJICTaTeNbHOI XKele3bl, PeKOMEHIAlMH 110 TPEMEIUKAIINH JJIs1 KOTOPBIX
CM. HHXE), B CcIydyae OTCYTCTBUSl IPOTMBOIOKA3aHUN MPOBOIAUTCS MpEeMEAUKAIUSI
[JIFOKOKOPTUKOCTEPOUIaMH, HAIIpUMEp, IeKCaMeTa30HOM BHYTPb B J103€ 16 Mr/cyTku (110 8 Mr
JIBapasa B CyTKHM) B TeUeHUE 3-X JIHEel, HaunHas 3a | IeHb 10 BBEJICHUS J0leTaKCea.

VYV nanueHToB ¢ METacTaTUYECKUM KacTPallMOHHO-PE3UCTEHTHBIM DPAKOM IpeAcTaTeIbHON
JKeJe3bl, MOJYYarollUX COMYTCTBYIOLIEE JIEUYCHHE IPEJHU30HOM MWIIM IPEIHU30JI0OHOM,

MPOBOJIUTCS MpPEMEIUKaIUs AeKCaMeTa30HOM B 03¢ 8 Mr 3a 12 4y, 3 v u 1 4y 10 Hayana
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LAY

BBEICHHUS JOLIETaKcena.yY MaIlUEeHTOB C METACT

arieckNophroHowbErRTE B mIM Pakdm

HpeI[CTaTeHBHOﬁ JKCJIC3bI HE3aBUCUMO OT OJHOBPEMCHHOI'O UCIIOJIB30BaHUS MMPCAHU30HA U

MPEAHU30JIOHA, TPOBOIUTCS TPEMEANKALIUS JIEKCAMETa30HOM BHYTPb B J103€¢ 8 Mr3a 12 4, 3 u

u 1 4 10 Havana BBEACHUS JOLIETAKCEIA.

s CHWXEHMs puUCKa pa3BUTHUSA

reMaToJIOTHYECKON TOKCHUYHOCTH PECKOMCHAYCTCA

npo(UIAKTUYECKOE BBEAECHHE I'PAaHYJIONUTApHOIO KOJOHHEeCTHMYyHupyromiero ¢akropa (I'-

KCD).

PexxuM 1o3upoBaHus

Pax monounou scenesvl (PMIK)

Aovrosanmuas mepanus

[Tpu anwproBaHTHOI Tepanuu onepabensHoro PMIK ¢ mopaxkeHrneM pernoHapHbIX TUMQOY3TI0B U

onepabensHoro PMJK 0e3 mopaskeHuss peruoHapHBIX JUMQOY3JIOB, PEKOMEHIyemas [103a

JloleTaKcena cocTaBuser 75 mr/m? depes 1 u

Tmocie BBeJEeHUs AokcopyoumuHa (50 Mr/m?) u

nuktodpochamuaa (500 mMr/m?) xaxmsie Tpu Henenn (cxema TAC). Beero 6 muKIoB (cM. Takxke

nanee «Koppekius 103 pU XUMUOTEPITUNY).

HpI/I aHBIOBaHTHOﬁ TCpalliyi IIallUCHTOB C

OHepa6eJ'ILHLIM PaKoOM MOJIOYHOM JKeJIe3bl C

omyxoineBoil skcnpeccueii HER2 pekomeHmyroTcst yka3zaHHBIE HH)KE JI03BI JIOIIETaKCena:

Xumuomepanus no cxeme AC TH:

- AC (mxisl 1-4): moxcopy6urma (A) 60 mr/m?

(C) 600 mr/m? kaxaple 3 Hemenu, 4 IUKIIA.

- TH (uuknsr 5-8): momerakcen (T) 100 mr/m?

C TIOCJIEYIOLINM BBeIeHUeM LUKIodochamuia

1 pa3 B 3 nHegenu, 4 nukia u tpacty3symad (H),

BBOJIMMBIH €KEHEJIETbHO B COOTBETCTBUU CO CIICIYIOIIEH CXEMOM:

UK 5 (HaunHaeTcs uepes 3 Hepenu nocie nociueasero mukina AC):

o
e Oeub 2: morerakcen 100 mr/m?,
e Oenb 8 u 15: Tpacty3ymabd 2 mr/xr;
ITUKJITBI 6-8:
o
e Oenb 8 u l5: TpacTy3ymab 2 MI/KT.

Oendb 1: Tpacty3yma0b 4 Mr/kr (Harpy3ouHas 7103a),

Oenn 1: noneraxcen 100 mMr/m? u TpacTy3ymad 2 MI/KT,

Yepez 3 memenmu mocie aHsA 1 nukima 8: Tpacty3ymad 6 MI/Kr Kaxaple 3 HEICIH.

Tpacty3ymal BBOAMTCS B 0011l CIIOKHOCTH B TeueHue 1 rona.

Heoaowvrosanmuas mepanus
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Jlnsg mpoBeleHMs HEOadbIOBAHTHOM Tepar naud&';&jgl'%ﬁébg%gﬁﬁgl{;Tﬁ':l bo-

pacnpoCTpaHEHHBIM PAKOM MOJIOYHOM JKeJie3bl PEKOMEHIYIOTCS YKa3aHHbIE HIXKE J03bl
npemnapara Jlouerakcen-Pyc:

- AC (umkisl 1-4): moxcopy6unus (A) 60 Mr/M? ¢ moceay oMM BBeicHIeM IuKIodochamua
(C) 600 Mr/M? Kaxzple 3 Hemend, 4 1uKia.

- T (ks 5-8): monerakcen (T) 100 mr/m? 1 pas B 3 Henenu, 4 uuKIa.
Mecmmuo-pacnpocmpanennviil unu memacmamuyeckuti PMK

IIpu mecTHO-pacnpocTpaHeHHOM WM MeTactatndeckoM PMJK B kadecTBe Tepamuu mnepBoOi
JIMHUHM JIONETaKcen 75 MI/M2 BBOAUTCS B KOMOMHAILIMH C JOKCOPYOHITMHOM 50 MI/M?; B KauecTBe
Tepanuy 2 TMHAN PEKOMEHI0BaHHAs /103 JIOIETaKCeNa B MOHOTepanuu coctapiser 100 mr/m2,
Jist KOMOMHAIIUY JIOIETaKCe TUTFOC TPACTy3yMal peKOMEHayeMast 103 IOIETaKCela COCTAaBIISeT
100 mr/m? xaxaple 3 Helelu C eXeHeeNbHBIM BBEJEHHEM TpacTysyMmaba. IlepBoHauanpHas
BHYTpUBEHHas WH(Y3Us AOLETaKCeNa MPOBOAUTCS Ha CIEAYIOIINUN JeHb ITOCJIe BBEICHUS TIEPBOI
103l TpacTy3symaba. [locnenyromme m03bl JIOIETaKceNla BBOAATCA HEMOCPEICTBEHHO I10CIIE
OKOHYAHUS BHYTPUBEHHOM MHQY3uM TpacTy3ymMaba (IIpy XOpoIIed MEepeHOCUMOCTU
MpeIIecTBYIONEH 036l TpacTy3ymada). s momydenuss uHGOpMaIMK O J03aX U crocobe
MPUMEHEHHUS TpacTy3ymMalda CM. HHCTPYKIIUIO 110 MEIULIMHCKOMY TPUMEHEHHUIO TpacTy3yMaoa.
IIpy KOMOMHAINY C KanenuTabrHOM PeKOMEHI0BAaHHAs [03a JOIETaKCea COCTaBIseT 75 Mr/m?
Kakple 3 Hefenu, a Karnenurabuaa — 1250 Mr/mM? BHyTph 1Ba pa3a B CyTKH (B TeueHue 30 MUHYT
1ocje epl) B TeYeHUe 2-X HeJeNb ¢ MOCIEAYIOIUM OJHOHEAEIbHBIM MepHoAOM oTabixa. s
pacuera J103bl KarneuuTaduHa B COOTBETCTBUU C IUIOIIAAbIO IOBEPXHOCTH TeNla CM. MHCTPYKLIUIO
[0 MPUMEHEHMIO KaneuTaduHa.

Hemenxoxnemounnlil pak 1e2K020

VY nanueHToB, HE MOJYy4yaBIIMX paHee XUMHOTEpalHio, PEKOMEHJIYeTCs CIeayrolas cxema
: 2 2

JIeYSHMS: JoLeTaKcel /5 MI/M~, cpa3y Mocje Hero BBeieHue HUCIuIaTHHa /5 Mr/M~ B Teuenue 30-

60 munyT wim kapoornaruaa (AUC 6 mr/mn/mus) B Tedenne 30-60 MuHyT.

Jns nedenusst mocne Hed((EKTHUBHOCTH XUMHOTEpAMM Ha OCHOBE IpPEeNapaToB IUIATHHBI,

PEKOMEH TyeTCsl MOHOTEPAIIHS JOIETaKCENOM B 103€ 75 MI/M>,

Memacmamuyueckuil pak AUYHUKOS

Jlnist 2-0¥ IMHUM Tepaliy paka IMIHIKOB PEKOMEH/IyeTcs 103a forerakcena 100 Mr/m? kaxsie
3 He/leM B MOHOTEPAITHH.

Pak npe()cmameﬂbHozZ Hcejiesnl

Memacmamuueckuii KACMpPayuOHHO-pe3UCMEeHMHbII PAK NPeOCmMamenbHOU JHcele3vl
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JInsd JedeHWs TMALUEHTOB C  METAacTaTUYeCKUM Q%mﬁ%ﬁ%%@éﬂ%&nﬂ' I"‘[;a!KOM

TIpeICTaTebHOM Kele3bl PEeKOMEHI0BAaHHAs 1032 JOLeTaKcena cocTapuser 75 Mr/m? 1 pas B Tpu
Hezaenu. [IpeAHU30H UK PeAHU30I0H IPUHUMAIOT JUIUTEIBHO 110 5 MI' BHYTPS 2 pa3a B CyTKHU.
Memacmamuueckuii 20pMOHOYYECMBUMENbHBIU PAK NPEOCMAMENbHOU Jcene3bl

Jlis neyeHus NalMeHToB ¢ METaCTaTUYECKUM TOPMOHOYYBCTBUTEIBHBIM PAKOM IIPEICTATEIbHOM
KeJle3bl PEKOMEH I0BaHHasl 103 JIOLETAKCENa COCTABIAET 75 MI/M? 1 pa3 B TPH HeJIeNU B TEUEHHE
6 kypcoB. [IpeqHNU30H UITN MPEAHU3O0IOH IPUHUMAIOT IITUTENHHO 10 10 MI BHYTPH €KEAHEBHO.

Paxk orcenyoka (adenokapuuroma)

JUis JledeHus MaluueHToB C a/IeHOKapLUHOMON JKelyJKa PeKOMEHJOBaHHas 103a JOLeTaKkcena
coctapiser 75 Mr/M? B BHIE OJHOYACOBOM BHYTPUBEHHOW HMH(Y3MH C IOCIEmyIomeit
BHYTpPUBEHHOH MH(pYy3Hel mucrnaTuaa 75 mr/m? B Tedenue 1-3 gacoB (06a mpenapara TONBKO B
HEPBBIH AEHb KQXI0T0 IIMKIa XuMuoTepanun). [1o 3aBepiueHny BBeJeHUs HUCIIIATHHA TPOBOAST
24-4acoByl0 BHYTPUBEHHYIO MH(]Y3HI0 (ropypamuna 750 Mr/m%cyTkm B TedueHHMe 5 CyTOK.
Jleuenne moBTOpsieTcs Kaxkable 3 Hemenu. [lalMeHTsl MOMKHBI TOJIY4aTh IMPEMETHKAIHIO
IPOTHBOPBOTHBIMH TIpETapaTaMy M aJCKBaTHYIO THAPATALUIO IPU BBEACHUU HUCIUIaTHHA. J{7ist
YMEHBUICHUs pHUCKa TIe€MaTOJOrMyeckod TokcMuHocTH (cM. nanee «Koppekuus m03 mnpu
XUMHOTEpaNnun») ¢ NPOPUIAKTHUECKOW LeNbl0 II0KAa3aHO BBEJCHHE I'PaHyJIOLHUTAPHO-
MakpodaraibHOro KojJoHuecTuMyupytomero gakropa (I'-KCD).

Pax conoewt u weu

[TarueHTH! AOMKHBI MOTyYaTh MPEMEIUKAIINI0 TPOTHBOPBOTHBIMU IpETapaTaMu, UM JI0JDKHA
MIPOBOAMTHCS COOTBETCTBYIOIIAS aJleKBaTHAS THIpaTalus (10 U MOCje BBEICHUS [IUCIUIATHHA).
Crnenyet npoBOANUTh NPOPUIAKTUKY PAa3BUTHS HEUTPONEHNYECKUX UHPEKIui. Bee mannenTsl, y
KOTOPBIX MPUMEHAINCE CXEMBI JICUCHUSA, COACPKAIUC NTOUCTAKCEII, MOJTydaln AHTUONOTUKH C
pOoQUTAKTUIECKON ENbIO.

Hnoyrkyuonnas xumuomepanusi ¢ nociedyioujell 1yuegoll mepanueti

Jns  WHAYKIIMOHHOW  Tepanmud  TPH  MECTHO-PacIpOCTpaHEHHOM  HeornepadeTbHOM
TIOCKOKJIETOYHOM PaKe FOJIOBBI 1 [N PEKOMEH I0BAaHHAs 034 JI0IIETaKCeNa COCTABIIET 75 Mr/m?
B BHJIE OJIHOYACOBOW BHYTPHUBEHHOW WH(QY3UM C TOCIEAYIONIMM BBEJACHHEM IMCIUIATHHA
B 03¢ 75 Mr/m? B Teuenue 1 yaca (06a Tpemapara BBOJASTCS TOJBKO B HEPBEI JeHb KaKI0TO
nukia xuMmuotepanuu). [locie 3TOro mMpoBOAWTCS HENpepbIBHAS BHYTPUBEHHas WHQY3uUs
dropypammna B 1o3e 750 Mr/M?/CyTKu B TedeHHe 5 CyTOK. JTa cXeMa ITOBTOpSIETCS Ka/ple 3
Helenu B TeueHHe 4-x nukioB. [locrme XuMmuoOTepanuu MalyeHTaM JO0JDKHA OBITh MpOBeleHa
JTy4yeBasi Tepamnusi.

Hnoykyuonnas xumuomepanus ¢ nociedyrouett XUMuory4iesou mepanueti
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0 r1 OTYETY

(TeXHUYEeCKH Hepe3eKTabeIbHOT0, C HU3KOW BEPOATHOCTHIO XHPYPIHUYECKOTO W3JICUEHUS WIN C
11eJIbI0 COXPAHEHHs OpraHa) PEKOMEHIOBAaHHAs 71032 JOIETaKcesa cocTaBiseT 75 Mr/m? B BHjie
OJIHOYACOBOW BHYTPHBEHHONW WH(QY3un ¢ mnocuenyromieir 0,5-3-X 4YacoBoil BHYTPHUBEHHOU
nHdy3meii mucratuHa 100 Mr/m? (06a mpenapata BBOIATCSA TOJNBKO B NEPBBIH JIEHb KaXKIOTO
[UKJIa XUMUOTEPAITHH) U C TTOCIIEAYIOIIEH HeTIPEPhIBHOW BHY TPUBEHHOM NH(Y3ueH propypammia
B 03¢ 1000 mr/m%/cyTku ¢ 1 1o 4 ieHb. DTa cxeMa JleueHus IIOBTOPAETCS KAk Ible 3 HeJIeNH, BCEro
3 nukia. [Tocne xumMuoTepanuu nalyueHTaM J0JKHA ObITh IPOBEACHA XUMHUOTyueBas Tepanus. s
MOJy4YeHUsl CBEJCHUI O KOPPEKIHMH /103 LHUCIUIaTUHA U (PTropypauuia, CM. MHCTPYKIHH IO
IPUMEHEHHUIO 3TUX MIPENApaTOB.

Koppexuyus 003 npu xumuomepanuu

Obwue pekomenoayuu

[Ipemapar [ouerakcen-Pyc 1momkeH BBOOUTHCS TMpPH  KOJIMYECTBE HEUTpopuioB B
nepudepudeckoii kpoBu > 1500/mMkn. B cimyudae pasButusi (eOpMIIbHONM HEHTpPOIIEHUH,
CHW)KCHHMH YHnciIa HeHTpodmioB <500/MKI JUITETHHOCTRIO 00JIee OJTHOM HEeeH, BHIPaKEHHBIX
WIH KyMYJSTHBHBIX (YCHJIMBAIOIIMXCS TPHU TMOBTOPHBIX BBEJIEHUSAX) KOXKHBIX PEaKIUi, WU
BBIPOKCHHOU NeprudepruiecKoil HelponaTuu Ha (OHE Tepanmuu JOLETAKCEIOM, €ro J03a IpHu
CIIeyIONINX BBEICHUAX JNOIKHA OBITh CHIDKEeHa co 100 Mr/M?2 1o 75 Mr/m? n/umn ¢ 75 mMr/m? 1o 60
mr/m%. Ecn 11o/106HBIE PeakIiy COXPAaHSIOTCA U MPH 03¢ JoneTakcena 60 Mr/m?, nedeHne UM
CIIeTyeT MPEeKPaATUTh.

Kombunuposannas mepanus, sxnoyaowas ooyemaxcen 015 nevenusi PMIK

Aovrosanmuas mepanusi paka MOJOYHOU JHcene3vl

[TarueHTKaM ¢ pakOM MOJIOYHOM IKENIe3bl, IOJIYYAOIIUM aIbIOBAHTHYIO TEpaIuio
JOIIETaKCeIOM B KOMOMHAINKN ¢ JokcopyOurmHoMm u 1ukinodochamunom (cxema TAC), ¢
1EeNbI0 TepBUYHON TTpoduIakTuku pekomenayercs Beenenue [-KC®. [TanmenTkam, KoTopbie
nepeHecan (QeOPIIbHYI0 HEHTPOTICHHIO WM HEUTPOIICHUYECKYI0 HH(EKIUI0, BO BCEX
MOCJIEYIONMUX IHMKJIaX HEOOXOJUMO YMEHBIIUTh J03y Jolerakcena g0 60 mr/m?. Y
MAIUEHTOK, Y KOTOPBIX Pa3BHUIICSA CTOMATHUT 3 WK 4 CTENEHH TSHKECTH, HEOOXOIUMO CHIKEHUE
103BI loneTaKcena 10 60 Mr/m?.

IIpenapam Jloyemaxcen-Pyc 6 xumuomepanesmuuecxoii cxeme AC T

[Ipu onepabenbHOM M MECTHO-PACIPOCTPAHEHHOM pPaKe MOJOYHOM JKeJe3bl MOCie 3MU30/a
bebpunpHON HeliTporieHnH Wi nH(EKIN Ha (hOHEe HeoaIbIOBAaHTHOM Tepanuu mo cxeme AC

T Heobxoaumo ¢ mpoduiakTuueckoil nenpto npumeHsTh [-KC® Ha Bcex mocienyrommux
UKITaX, a qo3a gonerakcena B cxeme AC T mosmkHa 66T cHIDKeHA co 100 Mr/m? mo 75 mr/m2.

Ipenapam J{oyemaxcen-Pyc 6 xumuomepanesmuuecxoii cxeme AC TH
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samu30/a GeOpHIbHON HEHTPOTIEHUH WM HHPEKITNH Ha OHE aTbI0OBAHTHOM TEPAITUH 10 CXEMe
AC TH Heobxonumo ¢ npodunakTuaeckoit nensio npuMensats [ -KC® na Bcex mocienyromumx
LMKJIaX,n03a goueTtakcesa B cxeMe AC TH momxHa ObITh cHMKeHA co 100 Mr/mM2 10 75 mMr/m2.
Tak Kak B KIMHUYECKOH ITPAKTUKE HAOJII01AJI0Ch Pa3BUTHE HEUTPOIIEHNH HA IIEPBOM XK€ IIUKIIE
XUMHOTEPAINH, CIEIyeT YIUTHIBATH HEUTPOIIEHNYECKUN PUCK U OOLIETPUHSTHIE B HACTOSAIICE
BpEMsI pEKOMEHAALNHU U IpU HeoOxoaumocTu npuMeHsTh [-KCO.

B ciyuae pazButus cromaruta 3 wid 4 CTENEHU TSKECTH, 103y aouerakcena B cxeme AC TH
cienyeT cHU3HUTh co 100 MI/M? 110 75 Mr/mA.

Jis xoppekuuu A03bI TpacTy3ymMadba cM. WH(GOpPMAIMIO B WHCTPYKIMHA NO HPUMEHEHHIO
TpacTy3ymaoa.

IIpenapam [{oyemaxkcen-Pyc ¢ kombunayuu ¢ kaneyumaounom

Jl1 KoppeKuuu 1036l KanenuTabuHa Npy ero KOMOMHALNMY C JOLETAKCEIOM CM. HHCTPYKIIHIO
10 MEIUIIMHCKOMY MTPUMEHEHHIO KarleUTa0nHA.

[Ipr mpuMeHeHun JoIeTaKkcena B KOMOWHAIIMKA C KalenUTaOMHOM TPU MEPBOM MOSBICHUU
TOKCUYHOCTH 2 CTENEHM TSKECTH, KOTOpas COXpaHAETCs K Hayaly CIeIyoLIero LHUKIa,
CJICAYIOUIMH LIMKII JIEYEHUSI MOXKET OBITh OTJIOXKEH IO CHUXKEHMS TOKCU4YHOCTH 110 0-1 crenenu
TSDKECTH, TTpH BO300HOBNIeHNH JiedeHus BBoauTcs 100% nepBoHavanbHO 103BI.

VY manueHTOB C TOBTOPHBIM PA3BUTHEM TOKCHYHOCTH 2 CTENEHU TSDKECTH WIIHM TIEPBBIM
pa3sBUTHEM TOKCUYHOCTHU 3 CTETEHU TSXKECTHU B JIF000E BpeMs IIMKJIA, JICYEHUE OTKIIAbIBACTCS
JI0 CHI)KEHHA TOKCHMYHOCTH 10 0-1 CTeneHMm TsDKeCTH, 3aTeM JIEYEHHE JAOLETaKCEeIoM
BO30OHOBIAETCA B J103€ 55 Mr/m2.

[Tpu nroboM mocnenyromeM pa3BUTHH TOKCUYHOCTH WM Pa3BUTUHU JIFOOOM TOKCUYHOCTH 4
CTETIEHU TSDKECTH BBEJICHUE JI0IETaKceNa JOKHO OBITh MPEKPAIEHO.

Kombunuposannas ~ mepanus,  eéxnouarowas  npenapam  [oyemaxcen-Pyc,  npu
HEeMeNKOKIeMOYHOM pPaKe J1e2KO20.

Hoyemaxcen-Pyc ¢ kombunayuu ¢ yucChaamuHom unu KapooniamuHom

V NanueHToB, KOTOPhIE TIePBOHAYATLHO MOJTYYAH JOIETaKceN B 103€ 75 MI/M? B KOMOMHAIIUH
C IUCIIJIATHHOM HJIM KapOOIUIATUHOM M Y KOTOPBIX KOJIMYECTBO TPOMOOIIUTOB B MPEIbITyIIEM
UKJIe CHIXKanock A0 25000/mMkn (komOwHamms ¢ wuciiatuHoM) wid 1o 75000/mxor
(xoMOuHamusi ¢ KapOOIIaTUHOM), WJIM y THAIlMeHTOB, Y KOTOPBIX pa3BuiIach ¢edpuibHas
HEUTPONIEHUS, WIN Yy MALUEHTOB C TSKEIOM HEreMaToJIOrMYecKOM TOKCHYHOCTBIO, 11032
JloLleTaKceNa B OCIeyIOMHX IUKIaX I0KHA OBITh CHIKEHA 0 65 Mr/m2, JITs KOppeKIuu

A03bI HUCIINIATHHA CM. MHCTPYKIUIO 11O MPUMCHCHHIO TUCILIIaTUHA.
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JHCenyOKa unu pake 20106bl U uieu

[TarenTsl, MOMyYaromue JA0HEeTaKce B KOMOMHALMU € LUCIUIATHHOM U (TOpYypamnusioM, B
COOTBETCTBUU C CYIIECTBYIOUIMMH KIMHUYECKUMHU PEKOMEHIAIMSIMH JOJKHBI TOJIydYaTh
IPOTUBOPBOTHBIE IMpemapaThl M aJeKBaTHYIO TUApaTanuio. Jlias yMeHbIIEeHUs pHucka
OCJIO’)KHEHHOM HeWTporeHuu cienyer npuMenars [-KCO.

Ecnu, necmotps Ha npumenenue ['-KC®, Bo3HHKAIOT 31130161 (PeOPHIIBHON HEHTPOTICHUH,
MPOJOHKUTEILHON HEUTPOINEHUH WM HEUTpONeHWYecko HMHQEKUuHu, A03y IolieTakcesa
cieyeT yMeHbIHTH ¢ 75 10 60 Mr/m?. IIpu mociIe Iy oIeM pa3BUTHH SITH30/10B OCIOKHEHHON
HEHTPOIIEHHH PEKOMEH0BAHO YMEHBIINTh J03y jgolieTakcena ¢ 60 mr/m? mo 45 mr/m2. Tlpu
pa3BUTHH TPOMOOLMTONIEHHNH 4 CTENEHW TSHKECTH [03Y [OLETaKcela PEKOMEHIYeTCs
YMEHBIIUTH ¢ 75 Mr/M? 1o 60 mr/m?. Tlocnemyromme IUKIBI ¢ NPUMEHEHHEM JOLeTaKcena
BO3MOJKHBI IpU KojudecTBe HerTpodpuiaoB >1500/mkn u tpombormtoB >100000/mkit. ITpu
COXpPaHEHHUH JAHHBIX TOKCUYECKUX MPOSBICHUN JICUCHUE CIIETyeT IPEKPATHUTb.
PexoMennoBaHHas KOpPpEKLHsl 103 MPU Pa3BUTUU TOKCHUYHOCTU y MALMEHTOB, MOITYYarOIINX

JolleTaKkceNl B KOMOUHAIIMY C IUCIIIIATHHOM U pTopypatuiom (DY)

Tokcu4yHOCTH Koppeknus pexuma 103MpOBaHUs
Huapest 3 creneHn TSHKECTH [lepBsiii antn30/: ymeHbUTh 103y OV Ha 20
%.

IloBTOpHBIM  3MM304: YMEHBIIUTH 103y
nouerakcena Ha 20 %.

Huapes 4 creneHu TsHKECTH IlepBbii  5mM304:  yMEHBIIUTH  JI03bI
nouetakcena 1 @Y na 20 %.

[ToBTOpPHBIN SNIU30/1: TPEKPATUTH JICUECHUE.

CToMaTuT/MyKO3UT 3 CTETNICHN IlepBbIif sn1M30/1: yMeHbIUTH 103y PV Ha 20
TSKECTH %.

[ToBTOpHBINM 5MH304: HPEKPATUTh TOJIBKO
npuem OV Bo Bcex MOCHEAYIOMNX UKIAX.
Tpetuii 31M30/: yMEHBIIUTH 103y AOLETAKCeNa

Ha 20 %.
CromMaTUT/MyKO3HT 4 cTeneHn [IepBrlii 5M301: MPEKPATUTH TOJIBKO MPUEM
TSKECTHU @V BO BceX MOCAEAYIOMINUX UKIIAX.
[ToBTOpHBIN SIU30; YMEHBIIUTH 103y

nouerakcena Ha 20 %.

JUis mosydeHMs peKOMEHJIAIMil MO KOpPpeKUMH 103 IMCIUIaTHHA U (Topypaunuia CM.
MHCTPYKLHUHU MO UX MPUMEHEHUIO.

YV ManueHToB ¢ MI0CKOKJIETOYHBIM PaKOM I'OJIOBBI U LIIEH, Y KOTOPBIX Pa3BUIIACH OCIOKHEHHAs
HEeUTporeHus (BKJIIOYasi MPOJIOHTUPOBAHHYIO HEHTporeHuto, (eOpuibHYI0 HEUTPONEHHIO

HNJIn I/IH(I)CKI_II/IIO), BO BCCX TMOCICAYHOIIUX MUKIAX C HpO(bHJI&KTH‘-ICCKOfI 11(SA18:Y10)
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Oco0Bble rpyIIIbI AINEHTOB

Tlayuenmui nodxxcunoco 6o3pacma
Hcxoas w3 NaHHBIX MONYJSIUOHHOTO (PapMakOKMHETHYECKOTO aHallu3a, OTCYTCTBYIOT
CHelHalibHbIe YKa3aHUs 110 MPUMEHEHHIO JOLETaKceNa y JIUI MOXKUIOro Bo3pacra.
Y mnamumentoB 60 5eT W crapme npd KOMOMHAIMHM JIOIETAaKceNna € KarneuuTaOuHOM
PEKOMEH/IyeTCsl CHIDKEHHE J03bI KarenuTadnHa Ha 25% (CM. HHCTPYKIIHIO 10 TPUMEHEHUIO
KanenuTabuHa).
Tlayuenmsi ¢ Hapywenuem ynKyuu neveHu
Hcxons u3 papMaKkOKHHETHYECKUX JaHHBIX, MOJyYE€HHBIX JJIS IOIIETaKCela B MOHOTEpAINH B
no3e 100 mr/m?, y manueHToB ¢ akTuBHOCTBhIO AJIT w/mmu ACT >1,5 BI'H win akTHBHOCTBIO
nienogHoidocdarassl >2,5 BI'H, pekomeH10BaHHas 1032 I0IIETaKCea COCTABISIET 75 MI/MA.
VY manueHToB ¢ MOBBIMICHHEM KOHIEHTpanuu Ownupyouna B kpou (>1 BI'H) w/wmm ¢
nosbiieHeM akTUBHOCTHAJIT u ACT (>3,5 BI'H) B coueranuu ¢ NOBBIIIIEHUEM aKTUBHOCTHU
nienouHoit gocdarazer (>6 BI'H), He MoxkeT ObITh PEKOMEHJIOBAHO CHIDKCHHE JIO3bI U HE
cienyer 6e3 CTPOTUX MOKa3aHUil MPUMEHSTh T0IETaKCell.
KoMmOunanust ponerakcena ¢ IUCIUIATUHOM M (TOPYpPalMIOM IPHU JICUEHUU IMAlUEHTOB C
paKoM JKey/Ka He IPUMEHsJIACh Y MaueHToB ¢ noBbimienneM akTuBHOCTH AJIT n/mmm ACT
(>1,5 BI'H) BcoueTanuu ¢ MOBBIIICHHEM aKTHBHOCTH mieno4dHoit docdaraszsl (>2,5 BI'H) u
NOBBIIIEHNEM KOHIIeHTpaluuu Ounnpy6una B kposu (>1 BI'H).
VY TakuX NalMeHTOB HE MOXeET ObITh PEKOMEHJOBAHO CHMKEHHE JI03bl U HE clenyer 0e3
CTPOTUX MOKa3aHUW MPUMEHSTH JOIETaKCe.
B Hacrosimuii MOMEHT OTCYTCTBYIOT IaHHBIE OTHOCHUTEIIFHO TPUMEHEHHsS JIOIETaKCella B
KOMOHMHAIIMY C IPYTUMU TIperaparaMu y OOJIbHBIX C HAPYIICHUSIMHU QYHKIHH TEYSHH.
[Tpy npumeHeHMM JOLETaKcena y MAlMEHTOB € HapylleHHeM (YHKIHMU TEYEHH CIeayeT
YUYUTHIBATHHATMYME ITAHOJIA B KAUECTBE BCIIOMOTATEIbHOTO BellecTBa (cM. paszjen 4.4.).
llayuenmul ¢ napywienuem hyHKyuu novex
OTCyTCTBYIOT JJaHHBIE [0 IPUMEHEHMIO JOLIETaKCeNa y MalUeHTOB C TSHKENIbIMU HapyIIEHUSIMU
(GYHKINU TOYEK.

eTn
be3omacHocTh 1 3G (HEKTHBHOCTH J0IETaKCeNa y JAeTe He nu3ydeHa. MimeeTcs: orpaHMYeHHbBIN
ONBIT IPUMEHEHHUs1 Jolerakcena y nereid. [loka He ycrtaHoBieHa 3()(EKTUBHOCTH H
0€30MacCHOCTh MIPUMEHEHHs J0leTaKcea MPpU pake HOCOTJIOTKH y JeTel M MOJIPOCTKOB OT 1
Mecsina a0 18 mer. Jlomerakcen HE NPUMEHSUICS Yy JE€TEW MO MOKa3aHUAM: pak MOJIOYHOH

JKeJe3bl, HEMEIKOKJIETOUHBIN pPaK JIETKOT0, paK MpeAcTaTeIbHON KeJle3bl, paK JKelIyIKa U paK
10
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TOJIOBHI | IIIeH, 32 UCKITI0UeHUEM Manoauddepe HquOBa{Mi:o_lga;\Lg: WCBEJH)E[EII}F(TEE' 't IT):!

Cnooco0 nnpuMeHeHus

[Ipenapar [onerakcen-Pyc BBOAUTCS MyTeM 0JJHOYacOBOM BHyTprUBEeHHOH nH(py3un 1 pa3 B 3
HEZeIu.
Mepuvr  npedocmopooicHocmu, npuHumaemvie nepeo NpuMeHeHuemM npenapama uiu  npu
obpawenuu ¢ HuUM
HNudopmanus no pabore ¢ TUTOTOKCUYECKUMU TpenapaTaMu IpuBeieHa B pasaene 6.6.
WMHCcTpyKInuy 10 NPUTOTOBIEHUIO JIEKAPCTBEHHOI'O IIpenapara rnepei IpUMEHEHUEM CM. B pa3iese
6.6.
4.3. lIlpoTuBONOKa3aHNUs

e ['unepuyBCTBUTEIBHOCTH K JOLETAKCETY MU K JIFOOOMY U3 BCIIOMOI'aTENIbHBIX BEILECTB,

IIEpPEYUCIICHHBIX B pa3zaene 6.1.

e HcxomHoe KOIMYeCcTBO HEUTpohUIoB B iepudepudeckoin kpou <1500/mMKi1.

e BrIpakeHHbIE HapyIIEHUs! QYHKLNHU EYECHH.

e bepeMeHHOCTh U MEPUOJI TPYIHOTO BCKaPMJIMBAHUS.
[Tpu mpumenenun npemnapara Jlomerakcen-Pyc B koMOMHAIIMY ¢ APYTUMH MIperapaTaMu CIISIyeT
TaK)K€ YUYUTHIBATH IPOTUBOINOKA3aHUS K X IPUMEHEHUIO.
4.4. OcoOble yka3aHHus U Mepbl IPeI0CTOPOKHOCTH IIPH NIPUMEHECHUH
Helitponenus
CrnenyeTr npOBOAUTD YACTHIN KOHTPOJIb KIMHUYECKOTO aHAIM3a KPOBH Y MALIMEHTOB, MOTYYarOINX
TEpanuio JoleTakceIoM. MaKkcUMalbHOE CHUKEHHE KOJMYEeCTBA HEUTpOQMIOB HAacTymaer K 7
JHIO, HO Yy NallUEHTOB, PaHEE POXOAUBIINX NHTEHCUBHBIA KypC XUMHUOTEPANINH, 3TOT UHTEPBAJI
MoXeT ObITh Kopoue. [Ipu pazButun BeipaskeHHOU HelTponenuu (<500/Mki B TeueHue 7 THei) Bo
BpeMs Kypca Tepanuu JO0LETaKCEeIOM PEKOMEHIyeTCsl CHU3HUTH 103y Mpenapara Ha MOCIe yOIINX
HUKJIAX WIM TPUMEHSITh aJeKBaTHbIE CHUMIITOMarudeckue wepol. llpomomkare JedeHue
JIOLIETAKCEIOM BO3MOXHO T0CJIe BOCCTAHOBJIEHHUs Yncia HelTpoduios > 1500/mxir.
B cnyuae BBemenuss [-KC® mnanumeHtaMm, MoJydaromuM JOLETakcel B KOMOMHALUHU C
HUCIUIATUHOM U ¢TopypammioM (xumuorepaneBtuyeckoit cxembl TCF), ¢debpunphas
HEUTpONeH!s U/ HelTponeHnyeckrue HHEKIK pa3BuBatotcs pexe. [Ipu npuMeHeHnn cxemsl
TCF neobxomumo BBeaeHue [-KC® ¢ mpodumiakTudeckoil 1enbio JUis yMEHBIICHHS pPHUCKa
Pa3BUTHSI OCIOXKHEHHOW HelTponeHnu (PpeOpuabHOl HeHTpONIeHUH, ATUTEIbHON HEUTPOIIeHUH,
HerTponeHndeckor nHdpeknun). Creayer TIAaTebHO CICIUTh 32 COCTOSTHUEM H JTA00PaTOPHBIMU
MOKa3aTeJSIMU AMEHTOB, MOMYYaMMX xumMuoTepanuto no cxeme TCF.
VY namnuMeHToB MONydaromMx nepBuuHyto mnpodumiaktuky [-KC® (c mepBoro nukia) mnpu

MPUMEHEHUU JOlleTaKcena B KOMOMHAIIMKM C JOKCOPYOUITMHOM U IuKiIodochaMugoMm (pexum
11
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pa3BuBaroTcs pexe. [Ipu anbroBaHTHON XUMHOTEpANUU paKa MOJIOYHOM kese3bl o cxeme TAC
JUIE YMEHBILIICHUSI PUCKA PA3BUTHUS OCIOKHEHHOH HeiTpornenun (¢peOpuabHONH HEHTpPOIEeHUH,
JUIUTETIbHOW HEUTPONEHUHU, HEUTPOIEHWYeCKO HH(EKINH) cleayeT paccCMOTPETh BOMPOC O
npodunaktudeckom BBegaeHUH [-KC® ¢ mepBoro mukia. CrhemyeT TIIATENBHO CIEAUTH 3a
COCTOSIHMEM MaI[MEHTOB, MOJYUYaIOIINX XUMUOTepareBTuueckyo cxemy TAC.

PeaKI_[I/II/I CO CTOPOHBI KCITYAOYHO-KHIICYHOT'O TPAKTA

Pexomenayercst coOt0/1eHIEe OCTOPOKHOCTH y TAIIMEHTOB C HEUTpOreHne, 0COOEHHO MPHU PUCKE
pa3BUTHSA JKEITYJOYHO-KHMILIEYHBIX OCJIOKHEHUH. Pa3BuTHe SHTEpPOKONHWTAa BO3MOXKHO Ha
MPOTSKEHUH BCETO JICUEHHUS. DHTEPOKOIUT MOXET MPUBECTH K CMEPTH JlaXKe B MEPBBIA JI€Hb
cBoero pa3Butus. llanueHThl AOMKHBI TIIATEIBHO MOHHUTOPUPOBATHCS HA NPEIMET PAHHHUX
MPOSIBIICHUH CEPhE3HOM JKeTyJOUHO-KHIIIEYHOW TOKCHYHOCTH (CM. pazaein 4.8.).

Peakumy runepuyyBCTBUTEIBHOCTH

C uenbio BBIABIEHUS pPa3BUTHUS PEAKIUN T'MIEPUYBCTBUTEIBLHOCTU MAllMEHTOB CIEAYeT
Ha0JI10/1aTh, 0COOEHHO BO BpeMs MEpBOil U BTOpoi MHPY3uU. Peakiuu runepuyBCTBUTEIBLHOCTH
MOTYT pa3BUThCSl B TEUEHHE CAMBIX NEPBBIX MUHYT MH(Y3UH JOLETaKcesa, M0TOMY IpU €ro
BBEJICHUU HEOOXOJMMO HMETh JIEKAPCTBEHHBIE CPEJACTBA M OOOpYyAOBaHUE s JIEUCHUS
apTepuanbHONl TUIOTOHMM W OpoHxocma3ma. Jlerkue mpOSBICHUS THIIEPYYBCTBUTEILHOCTH
(TMoKpacHEeHHe JIMIIA WIN JIOKAJIN30BaHHbIE KOXKHbIE PEAKI[MN) HE TPEOYIOT pepbIBaHUs BBEICHUS
npenapata. EcTb coOOIIeHNs O pa3BUTUH TSKEIBbIX PEaKIUil THIIepUyBCTBUTEIIBHOCTH, TAKUX KaK
BBIPQ)KEHHOE CHIDKEHHE apTepUalbHOTO MAaBICHMs, OpPOHXOCNa3M WM Te€HepaJu30BaHHAs
CBIIIB/3pUTEMA M OUYEHb PEAKO JIETAIbHBIX aHAQWIAKTUUECKUX peakuud Yy MalUueHTOB,
MOJy4yaBIIUX  NpeMequKanuioo. Pa3Butue  peakuumid  TUNEpUYyBCTBUTEIBHOCTH  Tpedyer
HEMEUICHHOT'O IPEKPALLEHNs BBEICHUS JOLIETAKCENa

U IPOBEICHMS COOTBETCTBYIOLIEH Tepanuu. llanueHTaM, NEpeHECIIMM TsKENbIE pPEeaKLuu
TUIIEPYyBCTBUTEIBHOCTH, HE CIIEAYET BO30OOHOBIIATH JICYEHUE JIOLIETAKCEIIOM.

VY nanueHToB € peakuuell THIEPYYBCTBUTEIBHOCTH HA MAKIWTAKCEJI B aHAMHE3€, BO3MOXHO
pa3BUTHE TNOTCHLUAIBHO JICTAIBHOW pEaKIUU TUIIEPUYYBCTBUTEIBHOCTU IIPU BBEICHUU
JI0LIeTaKcea.

KoxHble peakuun

[Tpu npumMeHeHnu nouerakcesia HalII01aIach JIOKAIN30BaHHAsI IpUTEMA KOHEUHOCTEH (J1ajoHei
U CTYIHEW) C OTEKOM M IMOCIEAYIOMIUM HIeTyIIeHUEM (J1aJ0HHO-TIOAOMIBEHHBIA CHHIIPOM) (CM.
pasznen 4.8.). [Ipu npuMeHeHnn Jo1eTaKcea Coo0IIaaoch O Pa3BUTUH TSHKEIBIX KOXKHBIX PEaKIHii
Takux Kak cuHApoMm CrtuBeHca-/[KOHCOHA, TOKCHUECKUN 3MUepMaIbHbIi HEKPOJIU3 U OCTPBIN

reHepaI30BaHHbINA IK3aHTEMATO3HBINM mycTyiie3. [lanuenTsl 1oMKHBl ObITh HH(OPMUPOBAHBI O
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CHMIITOMAax M MPHU3HAKaX dTUX CEPHE3HBIX KOXKHBIX pea{:ﬁi;ﬁ%-}l{Eﬂj@iﬁ: 'ﬁlggé}brﬁiﬂ I‘HEG'J'I}IOIII'IG fuem

Bpaua. B ciyuyae pa3BUTHsI CEpbE3HBIX KOXHBIX PEaKLUW CIEAYeT pacCMOTPETh BOIIPOC O
IIPEKPALEHUH TEPAIMU JIOLIETAKCEIOM.

IlanueHTHl ¢ ISYEHOYHOM HEJOCTaTOYHOCTRLIO

Y TNalueHToB, MOMyYarolMX MOHOTEpANHI0 JoleTakcenoM B fo3ze 100 Mr/mM? ¥ HMMERONIUX
MOBBIIIIEHHYIO AKTUBHOCTD «TeueHOYHbIX» TpaHcamuHa3z (AJIT u/ummn ACT), 6onee uem B 1,5 pasza
npesbimatonyto BI'H, B coyeranuu ¢ moBbIIeHHEM aKTUBHOCTH IIETOYHOH (ocdarassl, 6oiee
yeM B 2,5 pasa Beimie BI'H, kpaifHe BBICOK pHUCK pa3BUTHSI TSKENBIX TOOOYHBIX 3P(HEKTOB, TAKUX
KaK CeICHC, >KEIyJOYHO-KHUILIEYHble KpOBOTeueHMs, (eOpuibHas HEUTponeHus, HHPEKIUH,
TPOMOOIIMTONECHNUS, TSHKEIIbIE TOKCUYECKHE MOPAKEHUS KOXKHU BIUIOTH JI0 JIETAILHOTO MUCXO0/a, a
TaKXe CTOMAaTUTa M aCTCHUH. B CBS3H C 3TUM y TaKUX MMAIlUEHTOB C OBHIIIEHHBIMHU MOKA3aTEISIMH
(QyHKIMOHATBHBIX MPO6 MEYeHH PEKOMEHIyeMast 103a JOLeTaKceNna COCTaBIsaeT 75 Mr/m2,
@OyHKUMOHANIbHbIE TPOOBI IEYEHU JAOJKHBI IPOBOAUTHCS 10 Havasla JICUEHUS U Nepel] KaKIbIM
NOCEAYIOMUM  [HMKJIOM TEpamuHl  JOLETaKceNoM. Y  TMAalUeHTOB C  IOBBIIICHHBIMU
KOHIIEHTpauusiMu OunupyOuHa w/wmu nosbieHHON aktuBHOCTRIO AJIT u ACT (>3,5 BI'H) B
COYETaHUHU C IMOBBIIIEHUEM AKTUBHOCTH IIeI04HOM (ocdarassr >6 BI'H, He Moxer ObITH
PEKOMEH/I0BAaHO CHM)KEHUE J103bl U HE ClleAyeT 0e3 CTPOrux MoKa3zaHUi NPUMEHATh AOLETaKCeN.
B mHacrosimuii MOMEHT OTCYTCTBYIOT JaHHBIE OTHOCHTEIBHO HPHUMEHEHHS JOIIETaKCeNla B
KOMOWHAIMHY C IPYTHMH TIpenapaTaMy y TalMeHTOB ¢ HAPYIICHUSIMHU (QYHKIINHU TTEYCHH.

3agepKKa KUIKOCTH

HeO6XO,Z[I/IMO TIIATCIBHOC Ha6J'IIOI[eHI/IC 3a IanucHTaMu C BBIpa)KCHHOfI 3a,uep>1<1<0171 KHUAKOCTHU: C
BBITIOTOM B INICBPAJIbHYIO ITOJIOCTD, IIECPUKAPA UJIX C ACIIUTOM. HpI/I IIOABJICHHUH OTCKOB ITOKa3aHO
OrpaHUYCHHE COJICBOTO U IMMUTHEBOT'O PEKMMaAa U IPUMCHCHUC TNYPETHKOB.

BTopble IepBUYHEIE 3J0KAUYE€CTBEHHBIS HOBOO6D8.30B3.HI/I$I

[Ipy npuMeHeHMHM KOMOMHALMU JIOLIETaKceNa C JPYTUMH  XUMHOTEepaneBTUYECKHUMHU
npernapaTamM, AacCOUMUPOBAHHBIMM C Pa3BUTHEM BTOPBIX MEPBUYHBIX 3JI0KAYE€CTBEHHBIX
HOBOOOpa30BaHUM,  BO3MOXHO  pa3BUTHE  BTOPBIX  IEPBUYHBIX  3JIOKAYECTBEHHBIX
HOBOOOPAa30BaHMM (BKJIIOYAsi OCTPBIA MUEIOUIHBIA JEMKO3, MUEIOIUCIUIACTUYECKHI CUHIPOM,
HEXOJDKKUHCKYI0 JTUM(OMY M pak MOUYkH). TpeOyeTcss MOHUTOPUHI MALMEHTOB HAa MpPEAMET
pa3BUTHS BTOPUYHBIX 3JI0KaUECTBEHHBIX HOBOOOpA30BaHUM, KOTOPbIE MOTYT BO3HUKHYThH 4epe3
HECKOJIbKO MECSIIEB WM JIET II0CIIe MPUMEHEHMs JOLETAKCeI-COoAepIKallel TeparyH.

KapamoToKCHYHOCTh

Yy ManuCHTOB, TIOJYYaBIINX HOOLCTAKCCII B KOM6I/IHaI_II/II/I C TpaCTy'Sy'Ma6OM o n1noBoay

Meractatudeckoro PMXX ¢ onyxoneBoit rumepakcnpeccueir HER2, ocobGenno mocrne
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S5 MbHO

pa3BUTHE CEpACYHON HEIOCTATOYHOCTH, KOTOPAask MOXKET ObITh CPEeTHEH TSHKECTH MITH TSKEIIOW U
NpUBOANUTH K cMepTH. Korna mammeHTke MOKa3aHo JIEYeHHE JOLETAKCEJIOM B KOMOMHAIMH C
TpacTy3yMaboM, OHa JOJKHA MPOWTH KapAuOJOruyeckoe oOCief0BaHME O Haydaua TepamuH.
Kaxnple Tpu Mecsna cieiyeT KOHTPOJMPOBaTh (PYHKLMHU CEpAld, 4YTO IO3BOJISET BBISBUTH
NAIMEeHTOK, Y KOTOPBIX MOXKET Pa3BUTHCS CEplleUHas HEIOCTaTOYHOCTh. boiee mompoOHO cM.
MHCTPYKIIMIO MO0 TPUMEHEHHIO TPacTy3yMaoa.

VY nauueHTOB, MOJYYaBIIMX JOLIETAKCe]l B KOMOMHALUMU C JIOKCOPYOMIIMHOM, (propypanuiom
u/wim  nukiaodochaMuaom, cooOIIAIOCh O Pa3BUTUU HKEITYJIOYKOBOW apUTMHUH, BKJIOYas
KEITyJ0YKOBYIO TaXUKapAUIO (MHOTA C JETAJIbHBIM UCX00M) (cM. pa3zaen 4.8.).

Pexomenyercs orieHKa HCXOAHBIX (10 Havaja JeueHHs ) oKa3arenel (yHKIMK CepALa.

Hapy1mienusi co CTOpOHBI OpraHa 3peHUs

VY nmanueHToB, MOTyYaBIIUX JIEUYSHUE JOIETAKCEIOM, a TaKkKe APYTMMHU TaKCaHaMH, COO0IAaIoch
0 Pa3BUTHH KUCTO3HOTO OTEKa MaKyJbl. [lalueHThl, y KOTOPBIX BOZHUKAIOT HAPYIIECHUS 3PEHUS,
JOJDKHBI TIPOHTH CPOYHOE H TMOJIHOe odTaapbMojoruieckoe oobcienoBanue. B ciydae
JTUArHOCTHPOBAHUS KUCTO3HOTO OTEKA MaKyJIbl JISYEHHUE JOLIETaKCEeNIOM CIeAyeT MPeKpaTUuTh, U
MAIUEHTY JAO0JKHO OBITh HAYaTO COOTBETCTBYIOIIEE JieueHue (CM. pasnen 4.8.).

[TanmeHThl OYKWJIOT0 BO3pacTa

[To cpaBHeHMIO ¢ mamueHTaMu MoJioke 60 JieT y manueHToB B Bo3pacte 60 yer u crapiie,
HOJYYarouX KOMOMHUPOBAHHYIO XUMHMOTEpANHIO JoLeTakceNn + KarneuuTaOuH, HalOIraanoch
YBEJIMUEHHUE YaCTOTHI CBA3aHHbIX ¢ JeueHneM HP 3 u 4 crenenu TsxecTH, CBA3aHHBIX € JICUEHUEM
cepbe3Hblx HP u panHel oTMeHs! jieueHns BeieacTeue pa3sutus HP.

HmeroTcst orpaHUyYeHHbIE JaHHbIE O TPUMEHEHNN KOMOMHALIMY AO0LETaKceNna ¢ JOKCOPYOUIIMHOM
U nukiodochamMuioM y nanueHTon crapuie 70 jer.

VY nanueHToB 65 NET W cTapile, NOJydYaBLIMX JICUYEHUE AOLETAKCEIOM KaKIple 3 HENEIH IO
MOBOJly paka NPEJCTaTeIbHOM JKele3bl, 4YacTOoTa H3MEHEHMH HOITeH, pa3BUTHUS aHEMMHH,
MH(pEKINNA, aHOPEKCUH, CHUKEHMsI Macchl Tena Obi1a Ha >10% Ooublie, yeM y nmaiueHToB Oosee
MoJ10710T0 Bo3pacTa. OiHaKo pa3nuyuii 1o 3pPeKTUBHOCTH TepAMU IPU CPABHEHUU TOXKHIIBIX U
0osiee MOJIOJIBIX MAIMEHTOB BBISIBIEHO HE Obl10. M3 545 manueHTOB, MOJyYaBIIUX JIEUEHUE
JIOLIETAKCEJIOM KaXKable 3 HeJeNU B Tepanud TOPMOHOYYBCTBUTEIBHOIO paka MpeicTaTeIbHON
xene3sl (STAMPEDE) 296 nanuentoB (M3 545) Obuium B Bo3pacTte 65 ner u crapuie, a 48
nalueHToB ObUIK B Bo3pacTe 75 neT niu crapiue. Coobienus o HP ¢ nosbIimeHHO# yacToToi (1o
MmeHblei Mepe Ha 10%) cpeau manueHToB B BO3pacTe 65 JIeT U cTapile Mo CpaBHEHHIO ¢ Oonee

MOJIOJIBIMH TTAIIMEHTaMH OTCYTCTBYIOT. B HEOOIBIIION MOATpyTINe MAIMEeHTOB B BO3pacTe 75 JeT u
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narueHTamu. CooOIaeTcs 0 MOBBIIEHHON YaCTOTE BO3HUKHOBEHUS (110 MeHbIei Mepe Ha 10%)
HEUTPONICHUH, AHEMHUH, IUApeH, OABIIIKA M HH(PEKIUHA BEPXHUX IBIXATCIBHBIX IyTEH Yy
MAIMEHTOB B Bo3pacTte 75 JIeT U cTapliie o CpaBHEHUIO ¢ Oosiee Moo IpIMH NTarueHTaMu. O1eHka
MPUYMHHO- CJICJACTBEHHOW CBsi3M naHHbIX HP ¢ nedenmem He mpoBoauinack. Paznuuuii 1o
3¢ (HEKTUBHOCTH TEpANTUK MMPU CPABHEHUH TIOKUIIBIX U 00JIE€ MOJIOABIX MMAIMEHTOB BBISIBICHO HE

Obut0. Ilpu npUMEHEHWHM KOMOWHAIIMK JIOIETAKCeNa C IHCIUIATHHOM W (TOpYyparuioM
clenyrolme TOOOYHBIE peakIuu (BCeX CTENEeHeW TSHKECTH): JeTaprus (COHJIMBOCTb,
3aTOPMOKEHHOCTh, OIICTICHEHUE), CTOMATUT, (eOpuiibHas HEUTpONeHUs/HEUTPOIIEHUYECKas
UHQEKIMs, uapes y MalueHToB crapie 65 ner orMevanuch Ha >10% vaiie, yeM y NalleHToB
6osiee Mosto10ro Bo3pacta. [loaTromy marueHTs! crapiie 65 JeT, MoTyJyaromue 3Ty KOMOUHAIUIO,
HYKJAIOTCS B TIIATEILHOM HAOIIOICHUH.

HCO6XOI[I/IMOCTI> KOHTpAaLCIinnmn

My>K4rHaM | KEHIHHAM JIETOPOJHOTO BO3PACTa BO BPEMsI JICUSHHSI JOLIETAKCEIOM HEOOXO0IMMO
IMPUMCHATH HAACIKHBIC MCTO/Ibl KOHTPALCIIIHH. Tak xak B JOKIMHHUYCCKHUX UCCICIOBAHUAX OBLIO
IIOKa3aHO, YTO JIOLETAKCEeJ MMEET T'€HOTOKCHYECKOE JCHCTBHE M MOXKET HapyIIUTh MY)KCKYIO
(GepTHIBHOCT (CIIOCOOHOCTh K 3a4aTHIO), MY)KYHWHAM, MOJYYAIOUINM JICYCHHE JIOLETAKCEIOM,
PECKOMCHAYCTCSA BO3ACPIKUBATHCA OT 3a4aTHA peGeHKa BO BpCMA JICUCHUA OOLCTAKCCIIOM U B
TeyeHue He MeHee 6 MCCAIECB IMOCJIC OKOHYaHHA XUMUOTEPANINU U CIICAYCT HOPEKOMEHAOBATL 10
Hayasa JIeYeHHs IPOU3BECTH KOHCEPBAIMIO CIIEPMBI.

JXKenmuHaMm B cilydae HacCTYIUIEHUS OEpEMEHHOCTU BO BpeMsl JICYEHHUs JIOLIETAKCEIIOM CIIeayeT
CPOYHO COOOLIUTH 00 3TOM CBOEMY JieHallleMy Bpady.

HelpoToOKCMYHOCTD

Pa3zButue Tsoxenomn CCHCOpHOfI HCI\/’IpOHaTI/II/I Tpe6yeT CHMIKCHHA JO3bI JOLICTAKCEIIA.

HeoanproBaHTHAS XMMHOTEpAINs paKa MOJIOYHOM JKEIE3hI

[Ipy AOCTMKEHMM TOJHOTO MJIM YacTHYHOTO MOP(OIOrHYEecKOro perpecca OIyXOidd Ha
HE0aJbIOBAHTHOM XHWMHOTEpAIUM, IMPOBOAMUTCS XUPYPrHUYECKOE YAAICHHE OMYXOJIW M IIpHU
BO3MOXHOCTH ToJMbIIeyHast tuMpoanccekius. [IpoBenenue NOMOTHUTEIHHON abIOBAaHTHOU
XUMHOTEpANMU MOocje TOCTHKEHHUS TOJTHOTO MM YaCTUYHOTO MOP(OJIOTHYECKOro perpecca He
yJIy4lIaeT BBDKMBAEMOCTh NMallMEHTOB. [103TOMY, IpOBEIeHNE aIbIOBAHTHOM XUMHUOTEPAIIUH HE
000CHOBAHO IS TAIIUEHTOB, JIOCTUTIINX IMOJIHOTO WJIK YaCTUYHOT0 MOP(OJIOTHYECKOTO perpecca
OITYXOJIM TOCJ€ HEOaAbIOBAaHTHON XMUMHOTEpanuu. Eciin oTBET SABISETCS MUMHUMAJIBHBIM I10CIIE
HECKOJIbKUX LIMKJIOB HEOAbIOBAHTHOW XMMUOTEpANUH, UM O0JIE3Hb MPOrpeccupyeT, B JIO00M
MOMEHT HEO0OXOJAMMO pacCMOTPETh AalbTEPHATUBHBIA PEKUM  XUMHUOTEpANUM  W/WIH

IIPEAONEPAMOHHON JIy4eBOM Teparuy C MOCIEAYIOIMM XUPYPrHYECKHMM BMENIATEIbCTBOM, B
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Tepanus JJis 3TUX MAUEHTOB COCTOUT W3 3aBEPIICHUS 3aIUIAaHUPOBAHHOM XUMHUOTEPAIIUU, ECIIH
OHa He Oblia 3aBeplleHa /10 XUPYPrUUECKOTro BMEIIATENbCTBA, ¢ MOCIEAYOIIENH TOPMOHAIbHON
Tepanuel y SKeHUIMH C TOJIOKHUTEIbHBIM CTAaTyCOM 3CTPOTEHOBBIX H/WIIM IMPOTECTEPOHOBBIX
peuenTopoB. Y MalMEHTOK C paKOM MOJIOYHOM kKeje3bl ¢ onmyxojeBor runepakcnpeccueit HER2
Ha3HAy4aeTcs TPAacTy3yMad 0 OJJHOTO Troja.

CHHIPOM JH3HCA OIYXOJIH

CooOuraniocs 0 ciyyasix pa3BUTHS CHHAPOMA JIU3KCA OMYXOJU MPHU MPUMEHEHUH JOLETaKCeNa.
[TarueHTHI ¢ pUCKOM Pa3BUTHUSI CUHAPOMA JIM3UCA OMyXOJH (T.€. ¢ HapylIeHHeM (PyHKIIHUU MOYeK,
THIEpYpPUKeMHEH, 0ObEMHOM OITyXOJIbI0) JOKHBI HAXOAUTHCS MO/ TIIATEIbHBIM HAOII0IeHUEM
JUIsL COOTBETCTBYIOLLIEIO KOHTPOJS 3TOro cuHiapomMa. [lo Hauana JiedyeHUs PEKOMEHIyeTcs
CKOPPEKTUPOBaTh JACTUAPATALMIO W IPOBECTH JIEYCHUE, HAINpPABICHHOE HA CHUXEHUE
MOBBIILIEHHOT'O YPOBHS MOUEBON KHCIIOTHI.

BcrnoMmorarensHble BellecTBa

B mpenapare Jlonerakcen-Pyc coneputcs 3TaHON B KOHIIEHTpanuu okojo 15,25% o0beMHBIX
npoueHToB (To ecTh 380 Mr 3tanona 96 % Bo ¢uakone 20 mr/mia u 365 mr Bo ¢uiakone 80 Mr/mi).
OTo cieayeT NpPUHMMATh BO BHHMMAaHUE IIpM HIPHUMEHEHMU TIpernapara y HalUeHTOB C
QJIKOTOJIM3MOM U TMAalMEHTOB U3 TPYNIbl puUCKa (MTALMEHTOB C 3a00JEBaHUSMHU IEYEHH,
MEYCHOYHON HEeJOCTAaTOYHOCThIO M snuiencueit). Taxxke cieayeT NpUHMMATh BO BHHUMaHUE
BO3MO>KHOE BIIMSIHME 3TaHOJIa HAa IEHTPAJIbHYI0 HEPBHYIO CHCTEMY.

OTaHo, coJepXKaluiicss B TaHHOM JIEKapCTBEHHOU (hopMe, MOXKET U3MEHATh IeHCcTBUE APYTruX
JIEKapCTBEHHBIX MTPENapaToB.

4.5. B3amMmopeiicTBMe ¢ IPYTHMH JIEKAPCTBEHHBIMHM MNpenapaTtaMH H JApyrue BH/IbI
B3aMMO/EHCTBUA

Bewecmea, unoyyupyiowue unu uneudbupyrowue usogepmenmor yumoxpoma CYP3A unu
Memaboauzupyrowuecs ¢ nomowvio uzogepmenmos CYP3A

Hccnenosanus in Vitro mokaszanu, 4yto OnotpaHcdopmarus npernapara MOXKET U3MEHSThCS TPH
OJTHOBPEMEHHOM IPUMEHEHHH BEIIECTB, MHAYLUPYIOIIMX WM MHTHOUPYIOMUX H30(EpMEHTHI
utoxpoma CYP3A, miu Metabonn3upyronmxcsi (KOHKypEHTHOE HHIMOMPOBAHKE) ¢ TIOMOIIBIO
nzopepmentoB nuroxpoma CYP3A, Takux Kak HMKJIOCHOPUH, TepheHaauH, SpUTPOMULIMH U
TpOJIeaHIOMHUIIMH. B CBA3M ¢ 3TUM HEOOX0IMMO COOII0aTh OCTOPOKHOCTD MTPU OJHOBPEMEHHOM
Ha3HAUYEHUH MO0I0OOHBIX MPENapaToB, yUUTHIBAs BO3MOXKHOCTb BBIPAXKEHHOTO B3aMMO/ICHCTBHSL.
[Ipy OoIHOBpEMEHHOM MPUMEHEHHM JOLETaKceNIa C CHJIBHBIMH HHTHOUTOpaMH H30(epMeHTa
CYP3A4 wyacrota pa3Butus nOOOYHBIX 3((EKTOB JolETaKcena MOXKET YBEIMYUBATHCS

BCJIE/ICTBHUE CHUKEHUS ero MeTtabonn3ma. B papMakOKMHETHYECKOM HCCIIEJOBAHUU C YYaCTUEM
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CYP3A4 xerokoHa3ojla MPUBOAWIO K 3HAYUTEIBHOMY yMeHblleHHo (Ha 49%) kimpeHca
nouerakcena. Eciau HEBO3MOXKHO M30€KaTh COBMECTHOTO NMPUMEHEHHS CHUIIBHBIX HHTHOMTOPOB
nzodepmenra CYP3A4 (Takux Kak KETOKOHA30J, UTPAKOHA30JI, KIAPUTPOMHUIIMH, WHIUHABHD,
Hehazo0H, HelNpUHABHD, PUTOHABUD, CAKBUHABHUP, TEJIUTPOMULIMH U BOPUKOHA30I), TO TAHHYIO
KOMOMHAIMIO CIIEAyeT Ha3HayaTb C OCTOPOXKHOCTBIO; TPH 3TOM TpeOyeTcs TIIATEIbHOE
KJIMHUYECKOe HAOII0IeHHE U BO3MOKHOCTh KOPPEKIMH JI03bI IOIIETaKCea.

Ilpeonusonon

dapMaKOKMHETHKA JOLEeTaKcena B MPUCYTCTBUM NPEIHU30J0HA Oblla HM3y4yeHa y OOJBHBIX
METAaCTaTUYECKUM paKOM IMPEJACTAaTeNbHOM Kkene3bl. HecmoTpst Ha TO, 4YTO JOLIETaKCel
MeTabomm3upyeTcs ¢ moMoinbeio nzohpepmernra CYP3A4, a npeTHU30JI0H SBISETCS UHAYKTOPOM
uzopepmenta CYP3 A4, ne HaOnr0aanoch CTAaTUCTUUECKU JOCTOBEPHOTO BIMSHUS ITPEIHU30I0HA
Ha (apMaKOKHHETUKY JOlleTaKcena.

Jlexapcmeennvie npenapamul, NPOYHO CE:A3bIEAIOWUECS C DEIKAMU NAA3MbI KDOBU

Jlorietakcen UMEET BBICOKYIO CBSI3b ¢ Oeikamu Iuia3Mel kpoBu (>95%). In vitro sexapcTBeHHBIC
mpenapaTsl, MPOYHO CBS3BIBAIOIIUECS C O€lIKaMu IUIa3Mbl KPOBH, TaKHE€ KaK IPUTPOMMIIMH,
muderuipaMut, MPONPaHOJo, mponadeHoH, (EHUTOUH, CATMIMIATHI, CyIb(aMeToKca3ol u
HATpUS BAJIBIIPOAT, HE HAPYIIAIOT CBS3bIBAHMS JOILETaKcesla OelKaMd TUIa3Mbl KpPOBH.
JlekcaMeTa30H TaK)Ke HE BIMSET Ha CTENICHb CBS3bIBAHMUS JIOIIETAKCeNa C OeITKaMH T1a3Mbl KPOBH.
JlonieTakcen He BIMSET Ha CBA3bIBAaHME AUTUTOKCHHA € OEJIKaMHU Ia3Mbl KPOBU.

Hokcopybouyun u yuxknogocghamuo

®apMaKOKMHETHKA JIOLETaKCelNa, JOKCOPYOUIMHa 1 1uKkiIopochamMuia He U3MEHATIACh IPU UX
COBMECTHOM TPUMEHEHUH.

Kapb6onnamun

HmeroTcs cBefeHHs O B3aMMOJACHCTBMM JoLleTakcena M kapOorutatuHa. Ilpu mpumeHeHun
KOMOHWHAIUK KapOOoIUTaTHHA U JTOIETaKcea KIUpeHe KkapooraTuHa yBenunuubaetcs Ha 50% 1o
CpaBHEHHIO C MOHOTEpanuel KapOoIIaTHHOM.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD W JIAKTALMS

bepemeHnHoCTH

[Mpumenenne mpenapara Jlomerakcen-Pyc mpoTmBomokaszaHo BO BpeMsi OepeMEHHOCTH (CM.
paznen 4.3.). KenmpHam B ciiydae BO3SHUKHOBEHHS y HMX OCPEMEHHOCTH BO BpEMs JICUCHHSI
CJIeZlyeT CPOYHO COOOIIUTH 00 3TOM CBOEMY JieyallleMy Bpauy.

JlakTanus

[Tpumenenne npenapara Jlonerakcen-Pyc mpoTHBOMIOKa3aHO B IEPHO]T TPYIHOTO BCKAPMITHBAHUS

(cm. paznmen 4.3.).
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My>KunuHaMm M KEHIIMHaM JETOPOAHOI0 BO3pacTa BO BpeMs JeueHus npenaparoM Jlonerakcen-
Pyc HEoOX0aMMO NpPUMEHSTh HAAEKHBIE METOAbl KOHTpaUenuu. Tak Kak B JTOKIMHHUYECKUX
UCCJIEIOBAaHMIX ObUIO MOKA3aHO, YTO JOLIETAKCEN MMEET MeHOTOKCHYECKOE JEHCTBUE U MOXKET
HapyLIUTh MYKCKYIO (epTUIBHOCTh (CIOCOOHOCTh K 3a4aTHIO), MY>KYMHAM, IOJY4arOIIUM
JICYCHHE JIOIIETAKCEIOM, PEKOMEH IyeTCSl BO3JICPKHUBATHCS OT 3a4aThsi peOeHKa BO BpeMs JICUCHHS
JIOLIETAKCEJIOM U B TEYEHME HE MeHee O MECsleB IM0CiI€ OKOHYAHHWS XUMHOTEpalnuu u
MIOCOBETOBATH JI0 JICUECHHUS TPOU3BECTH KOHCEPBAIMIO CIIEPMBI.

4.7. BausiHue HAa CMOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CPeJACTBAMH M PadoTaTh C
MeXaHU3MaMH

He mnpoBoamioce Kakux-muOO WCCIETOBAaHUN 10 BIUSHUIO Ha CHOCOOHOCTH YIPABISAThH
TPAHCIIOPTHBIMU CPEACTBAMH M HCIIOJIb30BaTh MeXaHM3Mbl. OJHAKO pa3BUTHE MOOOYHBIX
peaxiuii Co CTOPOHBI HEPBHOM CUCTEMBI, OpraHa 3peHusl, )KeIyJOYHO-KUIIIEYHOTO TPaKTa U Jp., a
TaK)K€ HaJM4Me B COCTAaBE Iperapara 3TaHOJia MOTYT IPUBECTH K CHHXKEHUIO CKOpPOCTHU
IICUXOMOTOPHBIX peakuuidl U BHUMaHUS (cM. pazznen 4.4. u 4.8.). IloaToMy nanueHTsl JOJIKHbBI
OBITH TPEIyNpPEeXJACHBI O BO3MOXXHOCTH TMOTEHIUAIBHOTO BIUSHHUS MOOOYHBIX 3 (HEeKTOB Ha
CIIOCOOHOCThH YINPaBJISITh TPAHCIIOPTHBIMH CPEACTBAMH U HCIOJB30BAaTh MEXaHU3Mbl, U UM
PEKOMEHIYETCSI BO BpeMs JICUSHHs, €CIIA Y HUX TOSBIISIOTCS M0O00YHBIE (D (EKThI, HE YIPABIATH
TPaHCIIOPTHBIMU CPEJICTBAMU UJIH [10JIb30BAThCSl MEXaHU3MAMH, a TAKXKE HE 3aHUMAaTbhCs APYTUMU
MOTEHLIUAIBHO OMACHBIMY BUIAMHU JESITEIBHOCTH.

4.8. He:xesnaTesibHbIEC peaKIUU

TabnmuHoe PE3I0ME HEKENATCIILHBIX PeaKIINl

Heowcenamenvnvle peakyuu, oOHapydscenHble 8 X00e KIUHUYECKUX UCCIe008aHUll U Nepuooda
HOCMPe2UCPAYUOHHO20 HAONI0OEHUs.

YacrtoTa BO3HMKHOBEHMS HexenaTenbHbIX peakuuit (HP) ompenensmack B COOTBETCTBHH C
kiaccudukanueir BecemupHOW opraHuzaiu 3ApaBooXpaHeHus: oudeHb 4dacto (>1/10); wacto
(>1/100, Ho <1/10); HEuacto (> 1/1 000, Ho <1/100); penko (>1/10 000, Ho <1/1 000); oueHb peaKO
(<1/10 000); yacToTa HeM3BECTHA (HAa OCHOBAaHMU UMECIOIIUXCS JAHHBIX OICHUTh HEBO3MOJXKHO).

Ta6auna 2 MonoTepanus npenapartom gouerakcen (75 mr/m? u 100 mr/m?)
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CucremHo- Yacrora (MOCTEQUBATENBHOUCTE T0UT)

» HexenaTeabHbI€ peaKIIMHU
OPraHHbBIA KJIACC | BOSHUKHOBEHHS

Hapymenus co O4eHb yacTo OOpatuMasi 1 HEKyMYJIITUBHAs (HE yCHIIMBAIOIIASICS
CTOPOHBI KPOBU U pu IIOBTOPHBIX  BBEJCHUSIX) HEUTpONEeHUS,
miMdaTnaeckoit HaOroaBasics y 96,6% nanueHToB, He MOdyYaBIINX
CHCTEMBI [-KC®. KonmdecTtBO HEUTPODUIOB CHUXKACTCS IO

MUHHMAJIbHBIX 3HaUY€HUH B cpeaHeM uepe3 7 aHed (y
MAlMEHTOB C  MHTCHCUBHOW  MpEALIECTBYIOIIEH
XUMHUOTEpanue 3TOT MEpUo MOKET OBITh Kopoue),
cpenHsis MIPOJOJIKHUTEINEHOCTD BBIpaXCHHON
HeriTpornieHHH (<500 KJIETOK/MKIT) TaKKe COCTaBISAET 7

TTHEH. DebOpunbHas HEUTPOIICHUS, aHeMus
(remornobuH < 11 r/mn).
W pexkunn

Yacto Tsoxenple MH(EKINY, COYETAIONIMECS CO CHUKCHHUEM

KOJINYECTBA HEUTPOPWIOB B nepuepuyeckoil KpoBU
<500/mxm; TsoKenble MH(EKIUH, BKIIOYas CENCUc U
[MHEBMOHHIO, B TOM YHCJIE€ U C JIETAJIIbHBIM HCXOJO0M;
tpombonuronenus  <100000/mMki;  KpOBOTEUYCHUS,
coueraromuecss ¢ TpoMmOoruroneHuein <50000/mkit,
TsDKEJast aHeMUs TeMOTII0O0nH <8 T/111)

Heuacto Tspxenas TpOMOOIUTONIEHUS
Hapymenus co O4eHb yacTo AJUIeprUyecKue peakluu, OObIYHO BO3HHUKAIOLIUE B
CTOPOHBI T€YEHHE  HECKOJbKMX MMHYT IIOCJIe€  Hayaial
MMMYHHO! BHYTPUBEHHOM MH(Y3UU J0leTaKcena, ObIBAIOT JIETKO
CHUCTEMBI WIH YMEPEHHO BBIPAXEHHBIMU («IIPUIMBBDY KPOBH K

KOKHBIM TTOKPOBaM; CHIIb B COUYETAHUU C 3yJIOM U 0e3
HEro; 4YyBCTBO CTECHEHHUS B TpyaH; OONb B CIIMHE;
0JIBITITKA; IEKAPCTBEHHAS JINXOPAJIKa HIIA 03HOO)

Yacto Tsoxensle AJUIEPrUYECKue peakuuu,
XapaKTepU3YIOUIeCs] CHUKEHHUEM  apTepuaIbHOIro
TaBJICHUS u/nnm OpoHXOCTa3MOM WIn
reHEePaIM30BAHHON CHINBIO/3pUTEMON  (pa3peraiuch
rocjae TNpeKpaleHuss BHYTPUBEHHOW WHQY3UM WU
[IPOBEJCHUS COOTBETCTBYIOLEH TEPAIINN)

Hapymienus co Ouenb yacto Jlerko miaM yMepeHHO BbIpakKeHHas nepudepuyeckas
CTOPOHBI HEPBHOU CEHCOpHAsl HeWponaTus: IapecTe3ns, JU3ecTe3us,
CUCTEMEI

0onH, BKJIIOYAs YYBCTBO MOKCHHs, HEHPOMOTOPHBIE
peakiuu, TIAaBHBIM  00pa3oM  MPOSIBISIFOIIHUECS
MBIIIEYHONH  CIIA0OCThIO,  HAPYIIEHHE  BKYCOBBIX
OLIYILIEHU I
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

CucremHo- Yacrora
OPraHHbIN KJIACC | BOSBHUKHOBEHUS HEKEIATEILHLIC peaKkini
Yacto Tsoxenas nepudepuyeckas ceHCOpHas Hedpomatus U
nepudeprueckass MoTopHas Hediponartus (3 — 4
CTEMEHU TSXKECTH), B HEKOTOpBIX ciydasx (2%)
TpeOyIONIHe MPEKPAIICHUS JICUCHUS
Penko TspKenoe HapylleHHue BKYCOBBIX ouymeHud. Ilpu
BO3SHUKHOBEHUHM ATHX HEBPOJOTMUYECKHX CUMIITOMOB
cienyer MIPOBECTH KOPPEKIIHIO pexuma
no3upoBaHusa.  Ecim  cuMnToMel  HeliponaTuu
COXpaHAIOTCS, TO JIEYEHUE CIEAYeT IPEKPaTUTh.
CpenHee BpeMs 10 CIOHTaHHOTO  pa3pelieHHs
HEUPOTOKCUYECKUX PEAKIMI COCTABIAI0 81 JeHb OT UX
Havana (ot 1 7o 741 gus)
Hapymenus co Yacto Hapyuenus cepaeqHoro purMa
CTOpPOHBI cepAla
HeuacTto CepaeuHasi HEJOCTaTOYHOCTh
Hapymenus co Uacto [[OBBILICHHE WJIN CHUKEHHUE apTEPUAIBHOTO JABJICHUS

CTOPOHBI COCYZI0B

Hapymenus co
CTOPOHBI
BIXaTeIbHON
CHCTEMBI, OPTaHOB
CPYJIHOM KJIETKU U

OueHb 4acTo

OpIKa

Yacto

TsoKenas OabIlIKa

CpenoCTeHUS

Kemynouno- OueHb 9acTo TomHOTa, pBOTA, AUAPES], AHOPEKCHUS, CTOMATUT

KUILICUHBIC

Hapy IS Yacto Tspxenmass TOIIHOTA; TsDKENas pBOTA; TSKENas quapes;
3arop; TSHKEIbIM CTOMATUT; 330(aruT; 00U B )KUBOTE,
BKJTFOYast CUJIBHBIC; YK€y I0YHO-KHUIIIEUHbIE
KPOBOTEUECHHUS

Heuacto Tsokenble  KEITyJOYHO-KHUILIEYHbIE  KPOBOTEUYEHUS,

TSDKEITBIC 3aTI0PhI, TSHKEIBIN 330 arut

Hapymenus co Yacto [ToBeimenue aktuBHoctTh ACT, AJIT, menoynoi

CTOPOHBI IIEYEHU U
PKEITYEBBIBOISAIINX
yTei

docdarazsl U
CBIBOPOTKE

KOHIIGHTpaHI/II/I
Ooitee

OwmpyonHa B

KpOBH, yeM B 2,5 pa3a

npesbimaronme BI'H
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ot 15.10.2024 N2 22500

CucreMHo-
OpPraHHbIi KJace

Yacrora
BO3HUKHOBEHHSA

(MOCHEOOBATENEROCTE U0UT)

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

HexkeaaTe/IbHbIE peaKIIMHU

Hapymenus co
CTOPOHBI KOXXHU U
OAKOKHBIX TKaHEN

OueHb 4acTo

OOpaTuMbIe KOXHBIE PEaKIUU, OOBIYHO CIIab0 WK

YMEpPEHHO BBIPAYKECHHBIE: JIOKaJIM30BaHHbIC
BEHICHITIAHUS, TJIABHBIM 00pa3oM, Ha KUCTSIX M CTOIMAX
(BKITFOUAs TSIKEIbIN JIaJIOHHO-TIOJIOIIIBEHHbIN
CHHJIIPOM), & TAaK)K€ Ha pyKax, JIUIE U TPYAHOU KIIETKE,
KOTOPBIE YaCTO COMPOBOXKIAIOTCS 3yJ0M. BbIChIanus
00OBIYHO BO3HUKAJIM B TCUCHHE OJHON HEACIIH IOCIE
BHYTPUBEHHOHN MH(]Y3uM aouerakcena. Hapymenus co
CTOPOHBI ~ HOTTE€H  XapaKTePHU3YIOTCA

TAIo- Hu

TUIEPIUTMEHTAMe, ©OO0JIbI0 ¥ OHUXOJIU3UCOM

(OTCIIOEHMEM HOTTEBOW IUTACTUHKH OT HOTTEBOTO
noxa). Anonenus

Hapymenus co
CTOPOHBI
MBIIIICYHOM,
CKEJICTHOU U
CO€TUHUTEILHOMN
TKaHU

Yacto TspKenble KOKHBIC PEaKIMHU, TAaKUE KaK BBICBHIITAHMS C
MOCNEeAyIOlel  JIeCKBaMaluel, KOTOpble  MOTYT
MOTpeOOBaTh MPEPHIBAHUS WU MIPEKPAIICHUS JICUCHHS
TTOLIETAKCETIOM

HeuacTo Tspoxemas amonenus

OuyeHb 4acTo Muanrus

Yacto ApTpanrus

OO01re HapyIIeHUs
U peaKIiy B MECTE
BBEICHUS

OueHb 4acTo

AcTeHus!, BKII0Yast TSA¥KEITyI0aCTeHHIO;
reHepaIu30BaHHBIH M JIOKAJIM30BAaHHBIM  0oJeBOM
CHHJpPOM, BKJIOYass OOMM B TPYyIJHOM KIeTke Oe3
cepaua
KHUJIKOCTH:

BOBJICUCHUS WIA  JIBIXaTeNbHBIX — ITyTeH.
3anepkka coo0IIaIoch O  pa3BUTHH
nepupepuyecKrX OTEKOB U YBEIMUEHUH MacChl Tesla 1
MEHEee 4YacTo O Pa3BUTUM  IUJIEBPAIbHOTO U
[EepUKAPIUAIBHOTO BHINOTA, ACIIUTA.

[lepudepuyeckue OTEKHM OOBIYHO HAYUHAIUCH C
HIDKHUX KOHEYHOCTEH W MOIVIM TIepeXOIUTh B
reHepaIl30BaHHbIE C YBETMUYEHUEM MACChI TeJla Ha 3 KT
1 Oostee. 3a7iepiKKa )KAKOCTH SBISIETCS KyMYJISITHBHOM
(yBeqiMuMBaeTcsi  HpU  TOBTOPHBIX  BBEACHUSX
npemnapara). 3aJiepKa )KHJIKOCTH He COMPOBOXK/IAIACH

OCTPBIMU  3MU30JaMU  OJIUTOYpUHU W CHUIKCHHUA

APTCPHUAIIBHOT'O JaBJICHUA
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» HexenaTeabHbI€ peaKIIMHU
OPraHHbBIA KJIACC | BOSHUKHOBEHHS

Yacro Peakinu B MecTe BBEICHHUS Mpemnapara, OObIYHO CJIado
BEIPAKCHHBIE, " MIPOSIBIISIOTCS B BUJIE
TUTICPIIMTMEHTAIUN, BOCHAJIICHUS, MOKPACHCHHS WA
CYXOCTH KOXH, (JIeOUTOB, IKCTpaBa3allMi WIA OTEKa
BEHBI.

Tsoxenbie GopMBbI 3aEP>KKH )KUJIKOCTH. Y MalUEHTOB,
[0JTy4aBIIUX JICYCHHE IOI[ETAKCEIIOM B MOHOTEpAIIUH B
noze 100 MF/MZ, MeIraHa CyMMapHOW J03bl [0
OKOHYAHUS JICUCHUS 110 IPUYUHE 3aJCPKKU KUAKOCTU
cocrapisina 6osee 1000 Mr/m2, a MenMaHa BpeMeHH JI0
00paTHOrO pa3BUTHS 33ACPKKH JKkuAkoctd - 16,4
Henenu (ot 0 1o 42 Hexens). Y NalMEHTOB, KOTOPHIM
[POBOAMIIACH TIPEMENKAIUs, HAOII0AaIach OTCPOUKa
Hayajla yMEpPEHHOW WM BBIPAKEHHOM 3aJepiKKU
PKUAKOCTU (CpellHHe CyMMapHBbI€ J03bI JoLieTakcena,
py KOTOPBIX HAOIIOJanach 3aJepkKKa >KUIKOCTH,
COCTaBJISUIM TMPU TMPOBEACHUU TpeMenukauuu 818,9
Mr/M2 | a 6e3 IpoBeIeH s peMeauKanyy 489,7 Mr/m?),
OJIHAKO B HEKOTOPBIX CIIyYasX 3aJepiKKa KUIKOCTH
pa3BHUBAJIACh YXKE BO BPEMsI IICPBBIX KYPCOB TEPAITHH

Heuacrto TspoKenbld  TeHEepaIM30BaHHBIM W JIOKAJIM30BAHHBIN
0oeBOM CUHIPOM; BKJIIOYast OONM B TPYAHON KIETKE

0c3 BOBJICUCHUS cepala U AbIXaTCIIbHBIX HYTCﬁ

ouemaxcen 6 Komounayuu c opyzumu npenapamamu

Jloyemaxcen 6 kombunayuu ¢ 00KcopyoUyuHoM

B nenom HexenaTenbHbIE SBICHHUS Yy MAIlMEHTOB, MOTYYaBIIMX JOIl€TaKced B KOMOMHALIUU C
JIOKCOPYOHUIIMHOM, aHATIOTMYHBI TAKOBBIM MPU MPUMEHEHUH JIOI[ETaKCENla B MOHOTEPAIIUH.

[Ipu npumeHeHWU JAOlLIETaKCeNa B KOMOHWHAIMU C JIOKCOPYOMIIMHOM, TIO CpPaBHEHHUIO C
MOHOTEpaIue JOIeTaKceJIoM, HabMoManack OOoJbInas YacToTa HEWUTPOTNCHUH, BKIIOYAs
TSOKENYI0 HEUTpOIeHuto; (eOpuIbHOW HEUTPONEeHUHU; TPOMOOIIMTONEHUH, BKIIOUYAs TSKEIYIO
TPOMOOILIMUTONICHUIO; aHEMHUHW; WHQEKIUN, BKIIOYAs TsKeNble WHMEKIMU, TOIIHOTHI; PBOTHI;
IUapeu; BKJIIOYAs TSOKEIYI JIUapero; 3amopa; CTOMAaTWTa, BKIIOYAs TSDKEIBIM CTOMATHT;
CepIeYHON HEIOCTATOYHOCTH; aJOMeIHH; HO MEHBIIAas YacToTa aUIEPTHYECKUX PpPEeaKIluil;
KOXKHBIX DPEaKIMi{, B TOM YHCJIE€ M TSDKENBIX; MOPAKEHUS HOTTEW, B TOM YHUCIE U TSKEIBIX;
3a/IEP)KKU JKUJKOCTH, B TOM UHCJIE€ M TSDKEJION; aHOPEKCHH, TepudepruuecKkoil CEeHCOPHOMH

HeliponaTUM U Mepudepruyeckol MOTOPHON HeHpomaTHH, BKIOYas TsXKeylble (HOPMBI;
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TUIOTEH3MU; HAPYLICHWH pPUTMa; ITOBBILIECHNS AKTHBHICTH = e G Ry “Tparttamitias,

niesouHoi gocdaraspl, KOHIIEHTPAMH OMIIMPYOHHA B KPOBU; MUAJITUHN; ACTCHHH.

HHoyemaxkcen 8 kombunayuu ¢ 0oxcopyouyurnom u yuxiogocghamuoom (cxema TAC)

[Ipy npuMeHeHHWH OSTOM  XUMHOTEPANeBTUYECKOW CXEMbl OTMEUalHCh  CIEQYIOIINe
HE)KellaTeJIbHbIE PEaKIMU BCEX CTENEHeW TKECTH: MH(GEKIHUU, HEUTPOIeHHnYecKue MH(GEKINH,
aHemusi, HeUTponeHus (B TOM 4ucie GpeOpuibHass HEUTPOIICHHsI), TPOMOOIIUTOTICHHS, PEAKIINU
TUIEPYYBCTBUTEILHOCTH, AHOPEKCHUS, HApyIICHHWE BKYCOBBIX OIIYIIEHUH, mepudepudeckas
ceHcopHas U nepudepuyeckas MOTOpHas HeWpomaTus, 0OMOPOK, COHJIMBOCTh, KOHBIOHKTUBHT,
MOBBILICHHOE CJIE30TEYCHUE, apUTMUS, IIPUJIMBBD) KPOBH, apTepUaabHas TUIOTEeH3Us, (predur,
nuMaTHIeCKUii O0TeK, Tepudepuveckrii OTeK, Kallellb, TOIIHOTa, CTOMATUT, PBOTA, AUapes,
3amnop, 00Jb B )KHBOTE, aJOMEIHs, MOPAKEHUE HOI'TEH, MOpaXEHUE KOXKHU, MUAIITUS, apTparus,
aMeHopesi, aCTeHUs, INXOpaiKa MPU OTCYTCTBUU MH(EKIINH, YBETHUYCHNE/CHUKEHHE MACCHI Tella.
[Tpodunaktuyeckoe npumeHenue [ '-KCD ymeHbI1a510 4aCTOTY BOSHUKHOBEHUSI HEUTPOTIEHUH (Ha
60%) 1 HeUTpOIIeHNIeCKNX HPEKIHA 3 — 4 CTENICHH TSHKECTH.

JlonomHUTENbHO HAOIIONANHNCh: KOJHT, SHTEPHUT, Nepdopaus TOICTON KUIIKH Oe3 JIeTaabHBIX
ucxo0B (y 2-X 13 4-X MalueHToB MOTPedOBaIOCh MPEKPAIEHUE JICUSHHUS ), OCTPbII MUETIOUTHBIN
JIEMK03/MUETOJUCTINIACTUYECKUI CUHIPOM, apUTMUU BCEX CTENEHEeH TSHKEeCTH, apTepHalibHas
TUTIOTEH3UsI BCEX CTENEHeH TSHKECTH, 3acTOMHAas cepJedHas HeJAOCTaTO4YHOCTh. [lpum
JOArocpoyHoM nepuoze Haomoaenus (10 net u 5 MecsieB) ObIIM OTMEUEHBI: 3 cilydasi pa3BUTHUS
3aCTOMHON CEepJeYHOM HEAOCTATOYHOCTH; | ciaydail AWJIaTallMOHHOM KapJIMOMHUONATHH C
JeTaNbHBIM HUCXOAOM; OCTpbIi neiko3 (1 cmyuait); anomernuss (B TOM 4YHCIE C YCHUJICHHEM
MIPOSIBJIICHUST AJIONIEIIMM BO BpeMs HAOIOJIEHUsI), aMEHOpes, acTeHHs, JIUM(PATUISCKUNU OTEK,
nepudepudecKkuil 0TeK, nepudepudeckas ceHCopHas HeuponaTtus. bonpmmHacTBO croiikux HP
pa3peninch B Mepuo 1 HabI0IeHUS.

Hoyemaxkcen 6 kombunayuu ¢ KaneyumaouHom

[Ipu mpumeHeHUH moIeTaKcela B KOMOMHAIIMM C KarnelUTaOMHOM OTMEYAIHCh CIIEIYIOIIne
HEXeJaTeNIbHbIE PEaKIIMU BCEX CTETEHEH TSKECTH: CTOMATHUT, AWapes, TOIIHOTa, PBOTA, 3arop,
007b B )KMBOTE, OOJb B BEpXHEHW YacTH KUBOTA, AUCIIETICUS, CYXOCTh B TIOJIOCTH PTa, JAJOHHO-
MOJOLIBEHHBI CUHAPOM, aJIONEIHs, TOPAKEHUS HOI'TeH, N3MEHEHUs 1IBETa HOTTE€, OHUXOJIU3HUC,
JIEpMaTHUT, SPUTEMATO3HAsI ChIlb, ACTCHUsI, INXOPAJIKA, MOBBIIIIEHHAS YTOMIIIEMOCTb, CI1a00CTh,
00JIb B KOHEYHOCTSAX, JIeTaprusi, OOJEBOW CHHAPOM, HApPYIIEHHE BKYCOBBIX OIIYIICHHH,
napecresusi, TOJIOBOKPY>KEHHE, TOJIOBHas 0oib, mepudepuueckas HelpomaTHs, aHOPEKCHs,
CHI)KCHHE alllleTuTa, 00e3BOKMBAHHE, CHIDKEHHE MAacChl Tela, MOBBIIMIEHHOE CIIE30TEUYCHUE,

MHAJITUA, apTparusd, 001b B CIITMHC, OTCKH HMXKXHHX KOHe‘IHOCTeﬁ, 0oL B TopJjec, OJbIIIKA,
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Kaleiab, HOCOBOE KPOBOTEUYCHHE, KaHIUIO3 pOTOB%I:I:ﬁJ,E(%%E;'Lg%H%ﬁ ST, ( ;1'1:'1%{41/1;1,

TPOMOOIMTONECHNUS, TUIIEPOUTHPYOMHEMUS.

[To cpaBHeHHMIO C ManMeHTaMH Oojiee MOJIOJOTO Bo3pacTa y mamueHtoB 60 yer u crapuie,
NOJYyYaBIIMX KOMOMHAIMIO JOLETaKceda € KaleuuTaOMHOM, dYalle OTMEYaeTcs pa3BUTHE
TOKCHUYHOCTH 3-4 CTENIEHU TSIKECTH.

Hoyemaxcen 6 kombunayuu ¢ mpacmy3ymaoom

Y mnauMeHToB, MOJIy4aBIIMX KOMOMHALMIO JOLETaKceaa € TpacTy3ymMaOOM OTMEUalIuCh
CIEIYIOIIME HEXKENaTelIbHblE PEAKUUU BCEX CTENECHEHW TKECTH: aCTCHMs, IIOBBIIICHHAS
YTOMJIIEMOCTD, BOCIIAJICHHUE CIM3MCTOW O0OOJIOUKM, JMXOpajka, 00JeBOW CHHAPOM, JeTaprus,
00J1b B TPYIHOH KIIETKE, TPUIIONOJ00HOE COCTOSHHE, 03HOO, ajomenus, MOpakeHUs] HOTTeH,
CBIIIb, dpUTEMa, MepudepuyecKrii OTeK, yBEIUYEHHE MacChl Telna, JUM(pATHUYECKUH OTeK,
TOLIHOTA, JUapesi, pBOTa, 3alop, CTOMATUT, 00JIb B JKUBOTE, UCIEICHS, ITapecTe3ns, TOJIOBHAS
00/1b, HapylICHHE BKYCOBBIX OLIyIIEHUH, runecte3us, (eOpuiabHas HEUTPONEHUS WU
HEUTPOIIEHNYECKUI Cerncuc, Ha30(hapuHTHT, MUAJTHUs, apTPAITHs, 00Jb B KOHEUYHOCTSX, OOJIb B
cnuHe, O0Nb B KOCTSX, Kallelb, OJBIIIKA, OOJb B OOJACTH TJIOTKM W TOPTAaHU, HOCOBOE
KPOBOTEUCHHE, PUHOPES, CIe30T€YeHUE, KOHBIOHKTUBUT, aHOPEKCHsI, OECCOHHUIIA, TOKCUYECKOE
NIOpaKCHUE HOT'TEH.

[Io cpaBHEHMIO C MOHOTEpamueill JOLETaKCeNIOM HaOJII0JaloCh YBEIMYEHHUE YaCTOThI
BO3HUKHOBEHHUS Tskenbix HP.

Yame oTMeqanuch HeKenaTelbHble peakuuu 4 CTENEHU TSKECTH, CIydau Pa3BUTHs CEpAECUHOU
HEI0CTaTOYHOCTH (0COOEHHO Y MAalMEeHTOB, MPEIBAPUTENBHO IOJyYaBIIMX AaHTPALUKIMHBI B
KauecTBE aJbIOBAHTHOW Teparvu), OJHAKO pexe HaOyrojanach HEUTporeHuss 3 — 4 CTeneHd
TSKECTH.

HHoyemaxcen 6 cxeme AC-TH (cm. pazoen 4.2.)

[IpuMeHeHne 3TOH CXEMBbl, 0 CPABHEHHMIO C MOHOTEpANMEN JOLETAKCEIOM, COIPOBOXKIAIOCH
YBEJIMYEHUEM 4YacTOThl BO3HHMKHOBEeHHs MHorux HP: wame naOmromanucek anonenusi, aHemus,
BKJItOYasi aHEMUIO 3-4 cTeneHu TSHKECTH, TPOMOOLUTONEHHUS, BKIIO4asi TPOMOOIUTONEeHUIo 3-4
CTENEHU TSKECTH, TOIIHOTA, BKIIIOYAs TOUIHOTY 3-4 CTEMEHU TSXKECTH, CTOMATHUT/(papHHTHT,
U3MEHEHHE BKYCOBBIX OUIYIICHUH, PBOTa, auapes, 3amop, aHOpeKkcHs, Ooiu (B TOM dHCIe
cnactuueckue) B JkuBoTe, noBbimieHue aktuBHOocTH ACT, AJIT u menounoit docdarassl,
rUnepomIupyOuHeMus, MUAIITHS, U3MEHEHHE HOI'Te!, apTpairus, HEKIu ¢ HeuTporenuen 3-
4 cremeHW TSDKECTH, CEp/edHas HEJOCTaTo4YHOCTh. He Habmonanoch yBEIMUYEHHsS YacTOTHI
¢beOpunpHON HelTporneHuu. Pexxe oTMeuanucs HeHTponeHus 3-4 CTENeHM TSDKECTH, 3a/lepiKKa
KUAKOCTH, Tepudepuyeckas CEHCOpHas M MOTOpHas HeWpomaTtusi, Chillb W JeCKBaMallus,

ajyiepruyeckiue  peaknuu. JlomogHUTEeNnbHO — HaOMIONaNMCh:  OECCOHHMIIA,  IOBBIIIEHHE
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|
KOHIICHTpAIlUY KpeaTHHUHA B KPOBH, TTOBBIIIICHHAS yTOM:JgI';K/;bEEE:,L b E%Eﬂfk;e'mf_eﬁé{'p'y'/ahnn,

«TPUIIUBBI» KPOBH K KOXKHBIM IIOKPOBaM, CJIE€30TEUYEHHUE, NAMUCIEIICHUI/U3KO0ra, TOJOBHAs 0OOJIb,
OJIBIIIIKA, YBEIMYEHUE MACCHI TeJla, CHIPKEHUE MAcChl Teja, Tuxopaaka (0e3 Heirponenun), 6076
B KOCT$X, 00JI€BOM CHHAPOM, KOHBIOHKTUBUT, TOJIOBOKPYKEHUE, MPEeI0OMOPOYHOE COCTOSHUE,
JIaJIOHHO-TIO/IONIBEHHBIN CHUHAPOM, HOCOBOE KpPOBOTEUEHHE, CYXOCThb KOXH, Kallleslb, PUHUT,
03HOO, peakliis B MECTE€ BBEIEHHUS Ipenapara, CyXoCTb BO PTy, TaXxUKapaus (B TOM 4YHCIIE
CHHYCOBasi), apTepHajbHas THIOTCH3Us, JICHKOIMTONEHUS, WHQPEKIUH C HEU3BECTHBIM
a0COJIFOTHBIM YHCJIOM HEUTPODUIOB, HHPEKIINHA 0€3 HEUTPOTICHUH.

Kombunayus ooyemaxkcena ¢ yucniamunom uiu KapooniamuHom

[Tpy nmpUMEHEHUH 3THX CXEM XMMHOTEpalMH [0 CPAaBHEHUIO C MOHOTEpANUEll JOLETAKCEIOM
yalle BO3HUKaIM TPOMOOLMTOINEHHUS, BKIKOYasi TPOMOOLUTONEHNIO 3 — 4 CTeNeHH TsDKeCTU (B
OoJbIICH CTENeHH TPHU MPUMEHEHUU KapOoIUIaTiHA); TOIHOTA, BKIII0Yasi TOIIHOTY 3 — 4 CTeneHu
TSOKECTH; pBOTa; nuapes 3 — 4 CTeNneHW TSDKECTH; aHOpeKcus (B Ooubllied CTerneHdu mpu
IIPUMEHEHUH LIUCIIJIaTUHA), BKJIIOUYasi aHOPEKCHIO 3 — 4 CTENEHU TAKECTH; 3aI110p; PEaKLUU B MECTE
BBeneHus. OHAKO pexe HaOMIOJaINCh HEUTPOINEHHUs, BKIIOYAs HEUTPONEHUIO0 3-4 CTereHH
TSOKECTH;,; aHeMHs, BKJIIOYass aHeMuto 3 — 4 cremeHu TsbkecTd, uHpexnuu; QedpuiibHas
HEUTPONEHHS; a/NIeprUYecKhe peakKIMK;, KOXKHbIE DPEaKIMH; MOpakKeHHE HOITeH; 3aJepiKka
KUAKOCTH, BKIIIOYAs 3aJCPKKY KUAKOCTU 3 — 4 CTENeHU TsKecTU (B OOnblled CTENEHU IpU
INPUMEHEHUN KapOOoIUIaTMHA); CTOMATHUT, Nepudepuyeckas CEHCOpPHas U, B MEHbIIEH CTENEHH,
nepugepuyeckas MOTOpHasi HeUpOIaTHsL; aloNelys; aCTEHUS U MUAJITHSL.

JlonomHUTENbHO HAOIIOAAIMCh: JTUXOpaJKa MPU OTCYTCTBUM MHGEKIUH, B TOM uyucie 3 — 4
CTEIEHH TIKECTH; O0JIb.

Kombunayuu ooyemaxcena ¢ npeOHu3010H0M Uiy npeoHU30HOM

[Tpu mpuMeHeHnH JolieTaKcena B KOMOMHAIMY C TPEIHU30JI0HOM WM IPEJHU30HOM JUIS JIEUEHUS
METACTaTUYECKOT0 KaCTPALlMOHHO-PE3UCTEHTHOIO paKa IMPeACTaTEIbHON KeEe3bl, 10 CPABHEHUIO
C MOHOTepamueil JOIeTaKCeIOM, 3HAuMTEeNIbHO yMEHbIIANach 4acToTa Bo3HHUKHOBeHHs HP:
aHEMHUHU, B TOM YHUCIE U 3 — 4 cTeneHu TshKecT; MHMEKIU; HeUTpOoneHnu, B ToM duciie u 3 — 4
CTETEHU TSHKECTH; TpoMmOouuToneHuu; GpeOpuabHOi HEHTPONeHnH; cnabocTh; alIepruyecKux
peakiuii; mnepudepudecKkoil CEHCOPHONM W MOTOPHOW HeHpomaTHH;, aJOTEelHH; ChHIY;
J€CKBaMalliy; TOIIHOTHI; JHWapeH; CTOMaTUTa/(papUHTUT; PBOTHI; AHOPEKCUHU; MHUAITUU;
apTpaJIruy; 3aJ€pPKKU JKUJIKOCTH; HO 4alle HaOJIoJaluch HapylleHUs BKyca W cepjedHas
HEJ0CTaTOYHOCTb.

JlonoTHUTENbHO HAOMIOAATNCH: HOCOBOE KpPOBOTEUEHHE, Kallledb, OJbIIIKA, IOBbIIICHHAS

YTOMIIAEMOCTD, CIIE30TCUCHUC, U3MCHCHHC HOTTEH.

25



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 15.10.2024 N= 22500

RBA

[Ipy TnpuUMeHEeHHMM JOLETakceNna B KOMOMHAlMM C HBL(;'I[;H—/II%'F Shd Bl i

AQHTHAHAPOTEHHON Tepanueid AJs JIeYeHUS MEeTacTaTUYeCKOro TOPMOHOYYBCTBHTEIBHOTO paKa
IpeCTaTeNIbHON JKeJe3bl HaOmonanock pa3sutue cieayronmx HP: nelirponenus/gpedpuibpHas
HeHTporeHus (B TOM 4ucie > 3 CTeNEHH TAKECTH ), aHEMUS, pEeaKI[M THIIepUyBCTBUTEILHOCTH (B
TOM 4Mci€e > 3 CTENEHHU TSKECTH), auabeT (B TOM 4ucie > 3 CTENEHH TAKECTU) aHOPEKCHs,
OeccoHHuna (B TOM 4MciIe > 3 CTENEHU TKECTH), CEHCOpHas Hedponarus (B TOM yucie > 3
CTETIEHU TSKECTH), TOJIOBHAsA OO0JIb, TOJOBOKPY)KEHHE, HApyIICHHE 3pEHUs, apTepHabHas
TUIIOTEH3MsI, OABbIIMIKA (B TOM 4Hciae > 3 CTENEHU TSDKECTH), Kallelb, MH(PEKIMH BEPXHUX
JIBIXaTeIbHBIX MyTeH (B TOM 4uciie > 3 CTENCHH THKECTH), (papuHrut, nuapes (B ToM 4ucie > 3
CTETICHU TSKECTH ), CTOMATHUT, 3a10p, TOIHOTA, TUCIICTICHS, O0JIb B )KUBOTE, METEOPU3M, PBOTA (B
TOM 4uCJle > 3 CTENEHU TSHKECTH), ajornenus (B TOM 4ucie > 3 CTEeNeHH TSKECTH), U3MEHEHUs
HOrTeH (B TOM uuciie > 3 CTENEHU TSHKECTH), Chlllb, MUAITHS, I'PUINONOJO0HBIE CUMIITOMBI,
aetaprus (B TOM 4ucie > 3 CTENEHU TSHKECTH), aCTEeHMS, TIOBBIILICHHE TEMIIEpAaTyphl Tella (B TOM
qrcie > 3 CTENeHH TSHKECTH), KaHIUI03 TOJIOCTH PTa, 3aJepKKa JKUAKOCTH, THITOKAIbIINEMUS,
runogocharemust (B TOM duciie > 3 CTENEHH TSHKECTH ), THIIOKATHEMUSI.

Kombunayusa ooyemaxcena c yucnnamunom u pmopypayuniom

[Tpy npuMeHeHHM 3TOM KOMOMHALMU O CPAaBHEHHIO C MOHOTEpAnHel JI0LIeTaKCeIoM, yallle
HaOJI01aIMCh HEUTPOTICHHSI, aHEMUSI, B TOM YHCIIE U 3 — 4 CTENEHH TSHKECTH; TPOMOOLIUTONICHHS,
B TOM 4ucJie U 3 — 4 cTeneHu TsKecTH; (heOpubHas HEUTPONEHUS; HEUTpONIeHNYeCcKre NHPEKIUN
(naxxe mnpu mnpumeHenun [-KC®); TomHOTa; pBOTa; AHOPEKCHs; CTOMAaTHUT; Juapes;
a30(arut/nucdarus/6011 MpU TIIOTaHUU; peke HaOMoAaNMCh HHQEKIUH; ajulepruyeckue
peakimm; 3a7epkKa KHUIKOCTH; Tepudeprudeckas CeHCOopHas W Tepudepudeckas MOTOpHAs
HEHpOmaTus; MHANTUsS; AJONENHs; CHIb; 3y, MOPaXCHHE HOTTEH; KOXHAs IECKBAMAIIHS;
HapyILIeHUs] pUTMa cepALa.

JlonoTHUTENBHO HAOIIOJANIUCH: IUXOPaKa IPH OTCYTCTBUU MH(EKINH; JIeTaprysl (COHIUBOCTb,
3aTOPMOXKEHHOCTD, OLIETICHEHHE); U3MEHEHHUS CIIyXa; T0JIOBOKPYKEHHE; CIE30TEUEHHUE; CYXOCTh
KOXKM; M3K0Ta; WIIEeMHUsT MUOKap/a; BEHO3HbIE HApYIIeHHS, OO0IH, 0OYCIOBICHHBIE OIyXOJIbIO;
KOHBIOHKTHUBHUT; CHIKEHHE MaccChl Tela, 3arop, *KelyI0uyHO-KUIIeYHOe KPOBOTeUeHHe, 60Ib (B
TOM YHCJI€ CIIaCTUYECKas) B )KUBOTE, HAPYILIEHNUE BKYCa, OCA3aHUS U OOOHSIHHUS.
[Tpodunaktuyeckoe npumenenue I'-KCD cHmxkaer yactoty pa3BuTs HeOpuiIbHOM HEUTpOTIeHN N

W/WIM HEUTPONIEHNYECKUX MH(EKIIMOHHBIX OCIOXKHEHUI.
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Taoauua 3. /[laHHble, MOJTyYeHHbIE IPU MOCT emwpﬁﬂﬁ%%@%ﬁﬁnﬂ%g 'ﬁgﬁb':lL;';c'&na
Yacrora
CucTeMHO-OpraHHbIi BO3HHUKHOBEHUS
KJ1ace HesKeJIaTeJIbHbIX Hesenarenbubie peaium
peakuuii
JloOpokadecTBeHHEIE, Yacto OcTpblit MUEIIOUIHBIN JIEUKO3 u
3JI0KQUE€CTBEHHbBIE U MUEITIOIUCTIATUYECKHUI CHUHJPOM,
HEYTOYHEHHBIE CBA3aHHBIE C JIOLETAKCEIOM, IMPH  €ro
HOBOOOpa30BaHUs MPUMEHEHUH B COYETAaHUH C JAPYTUMHU
(BKJIFOYAst KUCTBI U XUMHOTEPANEeBTUYECKUMU CpeacTBaMu
MTOJTHITHI) 1/Ui 00JTydeHHEM
Yacrora Hens3BeCTHA [BTopele  MEpBUYHBIE  HOBOOOPAa30BaHMS,

BKJIFOYasA HEXOMXKKUHCKYHO J'II/IM(i)OMy, paK
[MIOUCK, IIpU IMPHUMCHCHHH [JOLICTAKCCIIa B

JpyTUMHU
npenapaTamu,

COYETaHUU c
XUMHOTEPANEBTUYECKUMU
ACCOLIMMPOBAHHBIMU C Pa3BUTHEM BTOPBIX
[IEPBUYHBIX HOBOOOPA30BaHUI

Hapymenus co cTopoHbl
KPOBH 1 TUM(paTHIECKON
CHCTEMBI

YacTtoTa HEU3BECTHA

Coo0manocn 00
KOCTHOMO3TOBOTO KPOBETBOPCHHUS U JPYTUX
HP. CooOmanocs o0
Pa3BUTUU CHUHAPOMA JTUCCEMHHHPOBAHHOIO
BHyTpucocyauctoro cseptbiBanus ([IBC -

YIrHCTCHUU

IrEMaTOJIOTHYCCKHX

CHH/POMa), YacTO B COYETAHHH C CEICHCOM
WK TTOJTMOPTAHHOW HEJIOCTATOYHOCTBIO

Hapymenust co cTopoHbI
MMMYHHOH CUCTEMBI

Penxo

AHapWIaKTHIECKUN
JETAJIBHBIM ~ HUCXOOOM. Y
[OJTyYaBILIUX

IOK, HMHOT;a  C

MaIMEHTOB,
MpEeMEMKAINI0,  JTaHHbIE
penko

NIETATbHOMY UCXOTY

ClIydan OYCHb MMPpUBOJIUIA K

YacTtoTa HEU3BECTHA

Coo0manocs 0
FI/IHepLIYBCTBI/ITCJ'II)HOCTI/I C IIOTCHIUAJIBHO

pa3BUTUM  peaKUU
JIeTalIbHBIM HCXOJIOM Ha JIOLETaKcel, Y
[MallUEHTOB, Y KOTOPBIX paHee OTMEYaluCh

pCaKknuu THICPUYYBCTBUTCIBHOCTH Ha

MMaKJIMTaKCCII
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1

CTpp— (MOCNEQOBATENBHOCTE 0001

CI/ICTeMHO-OpFaHHLIﬁ BO3BHUKHOBCHMUA

HesxkenarenbHble peakunu
KJ1ace HesKeJIaTeJIbHbIX

peakuuii

Hapymenus merabonusma |[Yactora Hem3BecTHa |[Co0OIIanoch 0 CITyqasix pa3BHUTHS
U TTUTaHUS HApYIICHW  JJIEKTPOJIUTHOrOo  OanaHca.
Coobmasiocb 0 pa3BUTHHM  CIIy4aeB
TUIIOHATPUEMHUHU, TJaBHBIM  oOpa3oMm, B
COUeTaHUM C Jerujparauved, pBOTOH U
[MHEBMOHUEH. OTtmeyanuch ciaydau
Pa3BUTHS TMIIOKAIMEMUU, TUIIOMAarHUEMHUH U
TUIOKAJBIUEMUN, OOBIYHO CBS3aHHBIE C
PKETYZ0YHO- KHIIEYHBIMU HAPYIICHUSMH, B
yacTHOoCcTH, ¢ jauapeeir. CooOmanock o
CIydasiX ~ pa3BUTUS  CUHApPOMA  JIU3HCA
OITYXOJIM, MHOTJIA C JICTAIbHBIM HCXO0JIOM

Hapymienust co ctoponsl  [Penko Cymoporn  wiM  Tpexoisimas  HoTeps
HEPBHOW CHUCTEMBbI CO3HAHUS, MHOT/Ia Pa3BUBAIOLINECS BO BPEMS

BHYTPHUBEHHOTO HH()Y3UOHHOTO BBEJCHHS

rpernapara
Hapymenuns co croponsr  [Penko Cne3oreueHue B COYETaHUU c
OpraHa 3pCHUA KOHBIOHKTUBUTOM WJIM 0O€3 HEro M O4YeHb

penko - ciydad OOCTPYKIMH CIJIE3HOTO

KaHala, [PUBOMSIIME K  UYPE3MEPHOMY
CIIE30TEUCHHIO,  TJaBHBIM  oOpa3oM Y
MAlMEHTOB, OJHOBPEMEHHO  IIOJy4YaBLIMX
pyrvue MpOTHBOOIYXOJIEBbIE IpEenaparsbl.
[Ipexonsamme BU3YalIbHBIE  pPacCTPOMCTBA
(«BCIIBIIIKM CBETa» B TIJa3aX, IMOSBIECHUE
CKOTOM), OOBIYHO BO3HHUKAIOIIME BO BpeMs
BHYTPUBEHHOTO HWH(Y3MOHHOTO BBEICHUS
[pernaparta M COYETAIOIIHECS C Pa3BUTHEM
peakuuein TUIEPYYBCTBUTEIBHOCTH,
KOTOpble ~ OOBIYHO  HWCYUe3adM  Iocje
[peKpalleHus BHYTPUBEHHOH uHOY3uH. Y
MaIMEHTOB, MOJTy4aBIINX Jie4yeHne
TOIIETAKCEJIOM, a TaKXKe IPYTUMH TaKCaHaMH,
COOOIIATIOCH O CITy4yasiX Pa3BUTHUS KUCTO3HOTO
0TEeKa MaKyJIbl

Hapymenus co ctoponsl  [Peako Crnydan OTOTOKCHYECKOTO JIEUCTBUS]
oprasa ciyxa 1 JabupuHTa penapara ¢ HApyHICHUSIMU ClIyXa W/HWId
[MOTEPEN CilyXa, BKIIFOYAs CIy4au, CBSI3aHHbIE
C [PUEMOM  JPYTMX  OTOTOKCHYECKHUX
[IpEIapaToB
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CTpp— (MOCNEQOBATENBHOCTE 0001

CI/ICTeMHO-OpFaHHLIﬁ BO3BHUKHOBCHMUA

HesxkenarenbHble peakunu
KJ1ace HesKeJIaTeJIbHbIX

peakuuii

Hapymenus co croponsl  [Penko BenosHble TpoMO0IMOOITIeCKre
cepaua OCJIOXKHEHUS U MH(APKT MHOKap1a

Yacrora Y MalnueHTOB, MOJNYyYaBIIMX JIOIETAKCeNn B
HCU3BECTHA KOMOMHAINU C JIOKCOPYOHUITMHOM,
dropypammioM u/uiau  1ukIodochaMuIoMm
CcOoO0IIAIOCh O Pa3BUTHH  JKEITYJAO0YKOBOM
apUTMUH, BKJTIOYAst KEITYT0IKOBOIO

TaXHKapJIMi0, UHOTA C JIeTalbHBIM UCXOA0M

Hapymienust co ctoponsl  [Penko OcTppiii pecCpaTOPHBIA JcTpecc-
IBIXaTEeNbHON CUCTEMBI, CUHAPOM, HWHTEpPCTULIMATbHAS THEBMOHUS/
OpPTraHOB I'PYAHON KIETKU U [MHEBMOHHUT, MHTEPCTULIMATIbHAs  OOJEe3Hb

CPEIOCTEHHUS JIeTKUX, JIETOYHBIA (QUOpO3, AbIXaTelbHasdy
HEOCTaTOYHOCTh M ()EHOMEH BO3Bpara
MECTHOM  JIydEeBOM pEakluu B  paHee
00yuyeHHOW 00J1acTH, KOTOpbIE  MOIJIU
PUBOAUTH K JeTaibHOMY Hcxony. [lpu
OJIHOBPEMEHHOM IIPOBEJCHUU OOJIy4YeHUS -
penkue ciydau pasuanoHHOI0
[THEBMOHUTA

JKenynouno-kumeunsle  [Penko Jlerunparanus, KaKk cle/ICTBUE Pa3BUTHS
HapyILICHUS [PEaKIMiA CO CTOPOHBI XKETYJOUYHOKHUIIIEYHOTO
TpaKTa, BKJIIOYasi SHTEPOKOJIUT U
nepdoparuio KenyaKa Wik KUIIeUYHNKa,;
pelkue ciyyau uieyca (KUieyHon
HENPOXOIUMOCTH ) u KHILIEYHON
00CTpYKLIMH

Uactora Coo0mianoch 0 pPa3BUTHH DHTEPOKOJIUTA,
HCU3BCCTHA BKJIIOYass KOJUT, HIIEMHYECKHMHA KOJIUT U
HEUTPOIIEHUYECKHUI SHTEPOKOJIUT c
BO3MOKHBIM JIETAIHLHBIM UCXOJA0M

Hapymenns co ctoponsl  [O4eHb pesiko [ 'enaTuT, HHOT/AA C JETAIBHBIM HCXOJIOM,
[EYECHU U [IPEUMYIIECTBEHHO Y AIlUEHTOB C
PKETYEBBIBOIAINX TyTEH COITYTCTBYIOIIMMHU 3a00JI€BaHUSMU NIEUEHU
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CTpp— (MOCNEQOBATENBHOCTE 0001

-
1

CI/ICTeMHO-OpFaHHLIﬁ BO3BHUKHOBCHMUA

HesxkenarenbHble peakunu
KJ1ace HesKeJIaTeJIbHbIX

peakuuii

Hapymuienus co croponbl  [(O4YeHb PeIKo Cnydan  KOXKHOM  KpacHOM  BOJIYAHKH,
KOXXH U I10JIKOKHBIX Oynne3Hon CBIIIU (Takoi Kak
TKaHeH MHOTO(OpPMHAS IpUTEMA), TSDKETIbIC
KOXKHBIE peakIuu (Takue Kak CHHAPOM
CtuBeHca-/>koHCOHa, TOKCHYECKHI
PITHIEPMATIbHBII HEKPOJIN3, OCTPBIi
reHEePATN30BaHHbIN 9K3aHTEMAaTO3HbIN
myctyne3). CooOmanoch 0  pa3BUTHU
W3MEHCHUN, TMOAOOHBIX  CKIIEPOJCPMUU,
KOTOPBIM 00BbIYHO IIPEAIIECTBOBAI
nepudepudeckuii aumdocTas. B HeKOTOPBIX
CITy4asix B pa3BUTHUE ITUX COCTOSTHUN BHOCHIIU
CBOI1 BKJIaJl HECKOJIbKO (DaKTOPOB, TAKUE KaK
COIYTCTBYIOIINE WH(EKIUU, OTHOBPEMEHHO
[PUHUMAEMble  JPYru€  JIEKapCTBEHHbIE
[pernapaTsl ¥ COMyTCTBYIOLIUE 3a00IeBaHU

Uactora Coo00111a710Ch 0 CiTy4yasix CTOUKOM alonenuu
HCH3BECTHA

Hapymenus co croponsl  [Hacrota Coo0mianoch 0 ciydasx pa3BUTHS MHO3UTA
MBIIIICYHOM, CKEeJIETHON 1 |HCU3BECTHA [pU MPUMEHEHUU JOLIETAKCENa
COCJIMHUTEILHOM TKaHU

Hapymenns co croponsr  [Hacrora Coobmanoch 06 yxyAueHuu GyHKIUN TOYeK
MOYCK U MOYEBBIBOIAIIIMX [HCH3BCCTHA Y PA3BUTHUM IOYEYHON HENOCTATOYHOCTH, B
MyTen OOJBIITUHCTBE CIy4aeB, aCCOIUUPYIOIINXCS C
OJHOBPEMEHHBIM MPUMEHEHUEM
HEe(PPOTOKCHYECKUX TTPENapaToB

OO0111e HapyIIeHUs U Penxo Jleruaparanus, OTeK JIETKUX
[peaKlMM B MECTE BBEACHUA HacroTa [locne BBeaeHMs JOLETaKcela B JApPyroe
HCH3BCCTHA MECTO Ha0JI10/1a710Ch BO3HUKHOBEHUE

peakiM B MECTE TMPEABIAYIIET0 BBEACHUS
(BO3HUKHOBEHUE KOXHOW PEaKIMH B MECTE
MpeAbIIYIIEN SKCTpaBa3alun)

COO6H.ICHI/I$I 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

BaxHo coo0mare 0 M0A03pPEBAEMBIX HEXKENATEIbHBIX pPEAKLUAX IOCIEe PErucTpanuu
JIEKapCTBEHHOTI'0 Tpernapara ¢ 1eabi0 00ecnedeHrs HeMpepbIBHOIO MOHUTOPUHTA COOTHOILIEHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO IMpemnapara. MenuIUMHCKUM paOOTHUKAM pPEKOMEH]yeTCs

COO6H_IaTB 0 JIFOOBIX MoAO3pCBACMBIX HECKCIIATCIBbHBIX PCAKIUAX JICKAPCTBCHHOTO IIpCIiapara
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4yepe3 HAIMOHAJIBHBIE CUCTEMBI COOOIICHUS O Hemena@};ﬁﬁag‘%&ﬁk‘ﬁﬁgﬁg?%B%@%:QH&OB

EBpa3uiickoro 3K0HOMHYECKOIr0 COI03a.

Poccniickas @enepanus

OenepanibHas ciryx0a 1o Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBuaazop)
Anpec: 109012, r. MockBa, CnaBsiHcKasi 1iiomais, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekrpoHHas nouta: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHOH ceTH «MHTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CumMnTOMBI

Mmeercss He3HAUUTENbHOE KOJUYECTBO COOOLIEHMH O mepeno3upoBke. (OCHOBHBIMU
OPOSIBICHUSIMU  [IE€PEJO3UPOBKH  SABISUIMCH  TOJaBiieHWEe  (QYyHKIMM  KOCTHOTO  MO3ra,
nepudeprudeckass HEHPOTOKCUYHOCTh M MyKO3HT (BOCHAJIEHUE CITM3UCTHIX 000JI0YEK).

Jleuenue

B Hacrosiiiee BpeMst aHTUIIOT K JIOLeTaKceNly He U3BeCTeH. B ciyuae nepeno3upoBku O00JIbHOTO
clleflyeT TOCIMTAIN3UPOBATh B CIIELUAIN3UPOBAHHOE OT/IEIEHHUE U TUIATEIbHO KOHTPOJIMPOBATH
(YHKIHIO KM3HEHHO BaXXHBIX OpPraHoB. BONBHBIM clieyeT Kak MOXHO ObICTpee Ha3HAYUTh
rpaHyJIONUTapHbIN KogoHuecTumyaupytouuit gpakrop (I'-KC®). ITpu HeodOxoagumoctu
IIPOBOAMTCSA CUMIITOMATUYECKAs TEpaAIIUS.

5. PAPMAKOJIOTUYECKUE CBOHMCTBA

5.1. ®apmakoaMHaAMHYeCKHE CBOMCTBA

®apMakoTepaneBTUYECKasl TpyMIa: MPOTUBOOIYXOJIEBBIE CPEJICTBA; ANKAIOUABl PACTUTEIHHOIO
IIPOUCXOXKACHUS U APYTHE IPUPOIHBIE BELIECTBA; TAKCAHBI.

Kox ATX: LO1CDO02

Mexanusm neificTBus

Jlouierakcen — NMPOTHBOOMYXOJIEBBIM IMpenapar pPacTUTEIbHOTO MPOMCXOXKIEHUS (U3 TIpyIIbl
takcous0B). Crabunusupyer TyOyJlIMH B MHKpPOTPYOOUKaX, MPENnsTCTBYET UX pacmamy, uTo
HapylIaeT MPOLECC IEIEHUs OIyXOJIEBbIX KIETOK. Jlomerakcen A0iaroe BpeMs COXPAHSETCS B
KJIETKaX, TJI€ KOHLEHTpalusl €ro JIOCTUraeT BBICOKMX 3HadeHud. Kpome Toro, monerakcen
MIPOSIBJISIET AKTUBHOCTh B OTHOIIEHUU HEKOTOPBIX, XOTS U HE BCEX, KJIETOK, MPOAYLUPYIOIIHX B
u30bITOYHOM KoJmuecTBe P-rmukonporenn (P-gP), koaupyeMmblii Te€HOM MHO>KECTBEHHOU
PE3MCTEHTHOCTH K XUMHOTEPaNeBTUYECKUM Tipernaparam. IN Vivo mouerakcen MMeeT MIMPOKUI
CIIEKTp aKTHBHOCTH B OTHOULIEHUHM OIyXOJEH MBIIIEH W NEPEBUBAEMBIX OIYXOJIEBBIX KIIETOK

9eJI0BeKa.
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Knuanueckas 2¢dekTHBHOCTE

D¢ dexkTuBHOCTH HOLIETaKCENA JOKA3aHA IPU paKe MOJIOYHOM KeJe3bl, HEMEIKOKIETOUHOM paKe
JIETKOTO, paKe IMYHUKOB, TOPMOHOPE3UCTEHTHOM pPaKe MPeACTaTeIbHOM KeJe3bl, pake JKelyIKa,
paKe TOJIOBHI U IIEH.

5.2. DapmakoKMHeTHYECKHE CBOMCTBA

(DaDMaKOKI/IHeTI/IKa Y B3POCJIBIX

dapMaKOKMHETHKA JIOIETaKCea HE 3aBUCUT OT J03bl M COOTBETCTBYET Tpexda3Hou
(bapMaKOKMHETHYECKOI MOJIETH C IIEPUOIaMU MOTYBbIBEACHUS AJIA o, B 1 Y Ppa3 — 4 MuH., 36 MUH.
n 11,1 9, COOTBETCTBEHHO.

Abcopbyus

Tocie omHOYACOBOH MH(Y3HH JoneTakcena B 1o3e 100 Mr/mM? cpeHue 3HaUeHNs MAKCUMABHOM
KOHIeHTpanuu jgouerakcena B IasMme (Cmax) cocTaBimsid 3,7 MKI/MI C COOTBETCTBYIOIIEH
IJIOIIA B0 O] KpUBOH «KoHIeHTpanus — BpeMs» (AUC) 4,6 MKr*u/mi.

Pacnpeoenenue

Cpennue 3Ha4eHHS JUIsl OOIIETO KIMPEeHca U 00beMa pacipeesieHus] B PABHOBECHOM COCTOSTHUU
coctaBnsui 21 n/4/mM2 u 113 11, cooTBeTCTBEHHO. 3HAa4YCHHS OOIIEro KJIMpeHca JOIEeTaKcena y
pa3HbIX NAIlMEHTOB Pa3InyalInuch Tpuban3uTenbsHo Ha 50 %.

buompancghopmayus u snumunayus

Jouerakcen Oosiee uem Ha 95% cBsa3bIBaeTCs ¢ O€IKaMH I1a3Mbl KPOBH.

Jlolietakcen TMoOcCie OKHUCIEHUS TepT-OyTUIOBOM 3(HUPHON Tpynmbl C TMOMOIIBIO CHUCTEMBI
uzopepmentoB P450 B Teuenue 7 AHEH BHIBOAUTCA Yepe3 MOYKHU, C MOUOH (6% BBeIEHHOM T03bI)
U uepe3 KelyAOYHO-KUIIEUHbI TpakT, ¢ kaioMm (75% BBeaeHHoM n03bl). Oxono 80% ot
BBEJICHHOW J03BI JOII€TaKcela B TeueHne 48 4acoB BBIBOAMUTCS C KaJlOM B BHJIE METa0OJUTOB
(OCHOBHOT'O HEAKTUBHOTO METabOINTa M TPEX MEHEE 3HAYMMbIX HEAKTUBHBIX METa0OJIUTOB) U B
OYEHb HE3HAYUTEIBHOM KOJIMYECTBE — B HEU3MEHEHHOM BHJIE.

Bospacm u non

dapMaKOKMHETHKA JOIIETaKCeIa HE 3aBUCUT OT BO3pacTa M IoJjia MalueHTa.

Ileuenounas nedocmamounocms

[Ipu cnabo u yMepeHHO BBIPAKEHHBIX HAPYIIEHUSX (QYHKIUU TIe4eHU (aKTHUBHOCTH
anannHaMmuHoTpaHcgepassl (AJIT) u acnapraramunorpancdepassl (ACT) > 1,5 ux BepxHHX
rparui] Hopmbl (BI'H) B couetanuu ¢ akTuBHOCTBIO mienouHoi ¢ocdarassl > 2,5 BI'H) o6mmii
KJIMPEHC JOLIETaKCeNa CHIXKAeTCs B cpeHeM Ha 27 %.

3adepoicka cuokocmu

[Tpu cnaboit wim yMEepeHHOU 3aIepKKe KUIKOCTH KIUPEHC JOIeTaKceIa He MEHSIETCS; CBEICHUM

0 €r0 KJIMPEHCE MPU BBIPAXKCHHOU 3aJCPIKKE KUIKOCTH HET.
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Kombunuposannas mepanus

[Tpr KOMOMHUPOBAHHOM MPUMEHEHHUH JIOIETAKCE)I HE BIMSICT Ha KIUPEHC JTOKCOPYOUIIMHA U
TUTa3MEHHYIO0 KOHIIEHTPAIIUIO JOKCOPYOUIIMHOMA (MeTaboIMTa JOKCOPYOHUIINHA) B TTa3ME KPOBH.
dapmMakOKHHETHYECKHE TI0Ka3aTeNn JOleTaKcena, JOKcopyOunuHa u nukiodochamuga He
U3MEHSUIUCh TP WX OJHOBPEMEHHOM TpUMeHeHuHW. KameuutaOuH He BIUsSeT Ha
dapmakokuHeTuky nouerakcena (Cmax, AUC), a momerakcen, B CBOIO O4epenb, HE BIMACT Ha
(bapMaKOKUHETHKY KarnennTabruHa 1 HanboJiee BaKHOro MeTaboauTa Kaneruraouna (5'-DFUR).
Knupenc nomnerakcena npu KOMOWHUPOBAaHHOH Tepanmuu C IUCIUIATHHOM HE MEHSETCS II0
CPaBHEHHIO C €r0 KIIMPEHCOM IpH MOHOTepanuu. PapMaKoOKUHETHYECKHA TPOGUITh UCIUIATHHA
BBOJIMIMOTO BCKOpE Mocjie MHPY3UU JOIETaKcela HE OTIMYACS OT TaKOBOTO INPH BBEICHUU
OJHOTO IHMcIUIaTHHA. [IpeHU30H He BiMsACT Ha (HApMAKOKWHETHUKY JOLETAKCea, BBOIUMOTO
1OCJ€  CTaHJApPTHOW  MpeMeOUKaIlMu  JeKcameTa3oHoM. KoMOWMHHMpOBaHHAs — Teparus
JIOLIETAKCEJIOM, IIMCIUIATHHOM W (TOPYpallMJIOM HE U3MEHSeT uX (PapMaKOKHMHETHYECKUX
IIOKa3aTeIIeH.
eTu

Y nereil (papMaKOKMHETUYECKHUE ITOKA3aTeNd IMPH MOHOTEpAIMU JIOIIETAKCEIIOM U Teparuu
JIOLIETAKCEJIOM B KOMOMHAIMH C IUCIUIATHHOM M (P TOPYPAIIWIOM ObLTH aHAJOTMYHBIMU TAKOBBIM
y B3pPOCIIBIX.

6. PAPMAIIEBTHYECKUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BeIIECTB

KoHuenrpar
[Tomucop6at 80

PacTBOpUTENH

PactBop 3Tanona 6e3BogHoro 15,25 %.

6.2. HecoBMecTUMOCTD

JlaHHBIN JEKapCTBEHHBIM MpernapaT HE CIeAyeT CMEIIMBAaTh C JAPYTMMH JIEKapCTBEHHBIMU
npenapaTamu, 3a HCKJIFOUYEHUEM YIOMSHYTHIX B pasjene 6.6.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

2 roja.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPH XPAHEHHU U

B cyxowm, 3amuIiieHHoM oT cBeta Mecte, ipu temmeparype ot 2 °C mo 8 °C.

6.5. Xapakrep u coaepkaHue NEPBHYHOH YIIAKOBKH

[To 0,5 mu wnm 2,0 mot, wm 3,0 M mpenapara B OeCIIBETHBIE CTEKIIIHHBIE (prakoHsbl (Turl. I, .
CIIIA), BMeCcTUMOCTBIO COOTBETCTBEHHO 5 M, 10 mMi u 15 wmi, 3akpeiTbie OpOMOYTHUIIOBBIMU

poOKaMu U MPEAOXPAHUTENBHBIM KOJIMaYKOM.
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ITo 1,5 mit mii 6 M1, UM 9 M pacTBOPUTENS B 6ecuBéﬂ{'ﬁ'fc-lge%h'&ﬁl%{g%icﬂﬂlﬁ(?nﬁﬂf, .

CIA), 3akpbITbie OpOMOYTHIOBEIMU IPOOKAMU M MPEIOXPAHUTEIIEHBIM KOJITIAUYKOM.

®nakoH ¢ mpenaparoM U (pIaKoH ¢ PacTBOPUTENIEM MOMEIIAIOT B KOHTYPHYIO IUIACTHKOBYIO
YHaKOBKY (IO/JI0H), BMECTE C MHCTPYKIHEH MO MPUMEHEHHIO TOMEUIAIOT B KAPTOHHYIO MUKy .
Ilpu pacgacosxe u/unu ynaxoske 6 @®I'BY "HMUI] ouxonocuu um. H.H. Broxuna" Munzopasa
Poccuu:

ITo 0,5 mu wim 2,0 mot, wm 3,0 M mpenapata B OSCIIBETHBIC CTEKIISTHHBIC (DrakoHbl (Tuil. I, .
CIIA), BMECTUMOCTBIO COOTBETCTBEHHO 5 Mu1, 10 mur m 15 mui, 3akpeiThie OpOMOYTHIIOBBIMU
poOKaMu U MPEAOXPAHUTEIBHBIM KOJIAYKOM.

[To 1,5 mu wim 6 mut, Wi 9 M1 pacTBOpPUTENS B OeClBETHBIC CTEKISHHBIC (urakoHbl (Tut. I, .
CILA), 3akpbiTbie OpOMOYTHIOBBIMU IPOOKAMU M MTPEIOXPAHUTEIBHBIM KOJIITAYKOM.

@®nakoH ¢ npenapatoM H (IIAKOH ¢ PACTBOPUTENIEM IOMEIIAOT B KOHTYPHYIO TUIACTUKOBYIO
YHaKOBKY (IIOJJI0OH), BMECTE C MHCTPYKIHEH MO MPUMEHEHHIO IIOMEIIAIOT B KAPTOHHYIO MayKy.
6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, TMOJYYEHHBbIX IIOcjde NPHMEHEeHUus:
JIEKAPCTBEHHOT0 Mpenapara, ¥ Apyrue MaHuIyJIsIUU C PenapaToMm.

IIpuroToBacHUE I/IHd)V3I/IOHHOFO pacTBopa

a) [IpuroroBiieHue NpeABapUTEJIbHO CMEIIAHHOI0 pacTBopa npenapara Jounerakcesn-Pyc (¢
KOHLleHTpauuei aouerakcena 10 Mmr/muir)

KoHueHnTpar st mpurotoBiieHHs pacTBopa Uil uHQY3uil mnpemapara Jlouerakcen-Pyc
HE00XO0IMMO MPEBAPUTENHLHO PA3BECTU B MIPUIIAraeéMOM PACTBOPHUTEIIE.

Ecin ¢nakoHsl ¢ mpemapaToM M pacTBOPUTENIEM XPAaHUIUCh B XOJOJWIbHHMKE, TO MeEpeN
pa3BelieHueM MX He0OXO0JMMO B TEUEHHE 5 MUH BbIIEPKATh [P KOMHATHOM TeMIeparype (Hxe
25 °C).

Bce copepxumoe ¢1akoHa ¢ paCTBOPUTEIEM B aCENITUYECKUX YCIOBHUIX HAOUPAETCs ¢ TOMOILIbIO
urIIbl B mmpuil (prrakoH pa3meniaeTcst cierka moj YriioM) U BBOAUTCS BO (PJIakoH C TIpenapaTom
JoueTakcer.

[Tocne u3BneUeHUs UIJIBI COACPKUMOE (PIIaKOHA C MOJyYEHHOH CMEChIO MEePEeMELINBAIOT MTyTeM
nepeBopaurBaHus (hJaKkoHa BBEpX M BHU3 B TeueHUe 45 ¢ (He BCTpAXHUBATh!) U OCTABIAIOT Ha 5
MUH IpH KOMHATHOM TemIiepaTrype, IMOCJe€ 4Yero pacTBOp MpPOBEpsSeTCs HAa TOMOI€HHOCTh U
MPO3pAaYHOCTh (HANIM4YUe NEHBbl Jaxe 4Yepe3 5 MHH SBJISETCS HOPMOM U3-3a COJEp>KaHUs
noaucopbara 80 B cocraBe nmpemnapara).

[TpenBapuTenbHO CMEIIAHHBIM PAacTBOP COJEPKHUT JloLleTaKcesll B KOHUEHTparuu 10 mMr/ma u
JIOJI’KEeH OBITh HEMEJIEHHO HCII0JIb30BaH JUIsl IPUTOTOBIIEHUS pacTBOpa i HH(DY3UH,

0) IIpuroroB/jieHHue pacTBopa AJs1 HHPY3UHU
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JI030i BBOJUTCS B MEIIOK JJisi MHQY3W uimu ¢uiakoH, comepxkammii 250 min 5% pacTtBopa
nexctpo3bl win 0,9% pactBopa Hatpust xjopuja. Eciu TpeOyemas 103a 1o1erakcesia mpeBbIiaeT
200 Mr, To ee cleayeT pa3BOAUThL B OOJbIIEM O0BEME pacTBOpa id HHQPY3UH, YTOOBI
KOHIICHTpaIus JoreTakcena He opuia Boime 0,74 mr/mi. CoaepxuMoe Metka 11 HHQY3Ui Wid
¢1akoHa cleyeT mepeMeniaTh ¢ MOMOIILI0 BPAIIaTeIbHBIX JIBHKESHUH.

Wuby3us monydeHHOro pacTBopa J0KHA ObITh IPOBECHA HE TIO3HEE 4 U MTOCIIE IPUTOTOBIICHUS
(Bxurouass 1 4 BBeneHMs) NMpu KOMHATHOM Temmeparype (Hmwke 25 °C) u OOBIYHBIX YCIOBHSIX
OCBEILIEHHOCTH.

[IpenBapuTensHO CMEUIaHHBIN pacTBOp mpenapara JJouerakcen-Pyc u pactBop st nH}y3uu, Kak
U JTI00BIe Jpyrue MpemapaThl UIsl TapeHTEPaTbHOrO MPUMEHEHHS, HEOOXOAUMO OCMATPUBATH
nepes BBEJACHUEM; PU HATMYUH OCa/IKa PACTBOP CJIEIYET YHHUUTOXKHUTb.

Mepbl IpeJOCTOPOKHOCTH PU HNPUTOTOBICHUHN ¥ BBEACHUH

Kak u mpum oOpameHuu ¢ JIpYyrEMH TOTEHIMAIBHO TOKCHYHBIMU IPOTHBOOITYXOJICBBIMU
npenaparamu, CIeAyeT MPOSIBISAThH OCTOPOKHOCTh MPHU OOpAIllEHUH W TIPUTOTOBJICHUH PacTBOpa
1uist uHGY3UH AoleTakcena. PekoMenyeTcst HCoab30BaTh nepuaTku. Eciau pacTBop norerakcena
WK UH(Y3UMOHHBIA PAcTBOP MOMAJ Ha KOXKY, CIeAyeT HEMEAJICHHO U THIATENEHO MPOMBITH KOXKY
BOJoK ¢ MbUIoM. [Ipym momajgaHwyM KOHIEHTpaTa, WM WH(QY3MOHHOTO pacTBopa Ipernapara
Homerakcen-Pyc Ha cnmu3ucTbie 00070YKH MX CIeAyeT HEMEJICHHO TIIATEIHFHO MPOMBITH BOJIOMH.
YTunmzanus

Bech ocraBiniics 1eKapCTBEHHBIN MpernapaT U OTXO/IbI CIIETYET YHUUTOXUTh B COOTBETCTBHUHU C
YCTaHOBJICHHBIMH HAIIMOHAJIBLHBIM 3aKOHOJIATEILCTBOM TPEOOBAHUSMH.

7. IEPKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUSA

Poccuiickas ®enepanus

000 «Manac Meny»

Anpec: 121471, r. Mocksa, yi. PsOunosas 43, ctp. 1

Ten.: +7 495 269 77 51

Di1. moura: manashmed@inbox.ru

7.1. llpeacraBuTe/ib Aep:KaTessl perucTPAIMOHHOIO YA0CTOBEPEeHUs

[Mperen3un norpedUTENEH HANPABIATH 110 aAPECY:

Poccuiickas @enepanus

00O «Manac Men»

Anpec: 121471, r. MockBa, yi. Psbunosas 43, ctp. 1
Ten.: +7 495 269 77 51

On. mouta: manashmed@inbox.ru
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8. HOMEP PETUCTPAIIMOHHOTO VJIOCTOBEPEHMSEICEATENEHOCTE 0007

9. IATA IEPBUYHOM PETUCTPALIUU (IOATBEPXKIEHUA PETUCTPAIIUH,
INEPEPEI'UCTPALIUN)

JlaTa nepBoi perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OOmass xapakTepucTHKa JIeKapcTBeHHOro npemnapara [louerakcen-Pyc noctynmHa Ha
MHPOPMALIMOHHOM mopTaie EBpasuilckoro 35KOHOMHYECKOTrO co3a B HH(GOPMALMOHHO-

KOMMYHHKAIIMOHHOH cetn «HTepHEeT» http://eec.eacunion.org
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