COOTBETCTEYET 3IKCNEFPTHOMY OTYETY
ot 27.05.2025 N2 13416
I/IHCTPVKLH/I}E[: NOCNEOCBATENEHOCTE 0001)

I[10 MEJUIIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

Houerakcea-®apm-Cunres
PerucrpanuoHHbIii HOMep:
Toprosoe naumenoBanue: Jlonerakcen-dapm-Cunres
MexayHapoaHOe HeNATEeHTOBAHHOE WJIH I'PYNIIIHPOBOYHOE HAMMEHOBAHME: JOIETAKCET
JlekapcTBeHHasi popMa: KOHIIGHTPAT AJISl IPUTOTOBJICHUS PacTBOpa Ui HHPY3UH
Cocras Ha 1 mur:
eticmeyrowee sewjecmeo:
Jlonerakcen (0e3BOHBIN) 20,0 mr

Bcnomozcamenvhoie seulecmea.

DtaHoun (crupT 3TUNOBBIN) 95 % 427,0 mr
JIuMoHHas KuciaoTa 6e3BOaHAs 5,0 MT
[Tonmucopbar 80 500,0 mr

Onucanue: Mpo3payHblii MACISIHUCTBIN PaCTBOP OT CBETJIO-’KEITOrO JO KOPUUHEBATO-KEITOTO
L[BETA.

dapmakoTepaneBTHYeCKasi  IPyNna:  IPOTHBOOIYXOJEBbIE  CPEACTBA;  AJKAJOMJIBI
PaCTUTEIBHOTO MPOUCXOKIEHUS U IPYTHE IPUPOAHBIE BEIIECTBA; TAKCAHBI.

Kox ATX: LO1CDO2.

®apMaKoJIOrHYecKue CBOMCTBA

Dapmaxoounamuka

Jlouerakcen — NPOTHBOOIYXOJIEBBIM IpenapaT PacTUTENbHOIO IPOUCXOXKACHUS (M3 TPYIIIBI
takcousoB). Crabunmmsupyer TyOylIMH B MHKpPOTPYOOUKax, HPEMATCTBYET MX pachajy, 4To
HapyllaeT MPOLEcC AEJNEHUs OIyXOJIEBBIX KIJIETOK. JloIleTakcen JOoJroe BpeMsl COXpaHSETCsS B
KJIETKaX, I/leé KOHILIEHTpalMs €ro JOCTHraeT BBICOKMX 3HaueHui. Kpome Toro, moueraxcen
IIPOSBIISIET AKTUBHOCTh B OTHOLIEHUM HEKOTOPBIX, XOTSA U HE BCEX, KIETOK, MPOAYLHPYIOIIUX B
M30BITOYHOM KonuuecTBe P-rmukonporenn (P-gP), koaupyemblii T€HOM MHOKECTBEHHOU
PE3UCTEHTHOCTH K XMMMOTEPANIEBTUUECKUM IIpenaparaM. /n vivo NOLETAKCel MMEET IUPOKUMN
CIEKTP AaKTUBHOCTH B OTHOILEHUM OIIYXOJIE€H MBIIIEH M IEPEBUBAEMBIX OIYyXOJEBBIX KIIETOK
4eJI0BEKA.

D¢ dexTUBHOCTh JOLETaKcena Obula J0Ka3aHa B KIMHUYECKMX MCCIIECJOBAHHUIX IIPH pake
MOJIOYHOM K€JI€3bl, HEMEIKOKIETOUYHOM paKe JIETKOT0, PAKEe SIMYHUKOB, TOPMOHOPE3UCTEHTHOM

pake npeAcTaTeIbHOM JKENe3bl, PaKke )KeNyKa, paKe FOJOBbI U LIEH.



ot 27.05.2025 N2 13416
(MOCNEOCBATENEHOCTE 0001)

(Dapmalcmcuuemuka

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

DapmakoKuHemuKka y 63poCabix

dapMaKOKMHETHKA JIOLIETAaKCeNla HE 3aBUCHUT OT JI03bI W COOTBETCTBYET TpexdazHoit
(apMaKOKMHETHUECKOW MOJIENU C TIEPHOAaMU TOTyBbIBEACHUS ISt o, B 1 ¥ pa3 — 4 muH, 36 MuH
u 11,1 9, COOTBETCTBEHHO.

IMocne oxHOYacoBOM MHY3UM HoleTakcena B o3¢ 100 Mr/M? cpejiHue 3HAYEHHs MAKCUMAJILHOM
KOHIEHTPAINH (Crax) AOIETAKCENA B IJIa3Me KPOBU COCTABIISUTH 3,7 MKI/MJI C COOTBETCTBYIOIIEH
TUIOMIA/IBbI0 TIOJT KpuBO «KoHIeHTparus — BpeMs» (AUC) 4,6 mxrew/miu. Cpennue 3HAUYCHUS s
00ILIero KIMpeHca u 00beMa pacipese/eHus B PABHOBECHOM COCTOSIHMHU cocTaBsiu 21 i/u/m? u
113 75, coorBeTcTBeHHO. 3Ha4yeHHUs OOIIEro KIMpEHCa JOoLETaKcela y pa3HBIX IalMeHTOB
paznuyanich npubau3uTenabHo Ha 50 %.

Hornerakcen 6osee ueM Ha 95 % cBsi3pIBaeTCs ¢ O€NKaMU I1a3Mbl KPOBU.

Jlorierakcen Mocie OKUCIEHUS TPeT-OyTHIIOBOW 3(DMPHOM TPYyNIbl ¢ MOMOIIBI0 M30(EepMEHTOB
uuroxpoma P450 B Teuenue 7 qHE BHIBOJUTCS uepe3 MOYKU ¢ MOUOM (6 % BBEIEHHO J103bl) U
4yepe3 KENIyIOYHO-KUIIEYHbIH TpakT ¢ KanoMm (75 % BBeneHHod pa03b1). Okomno 80 % ot
BBEJICHHOW J103Bl JIOIIETaKcena B TeyeHHe 48 4 BBIBOAUTCS C KaJIOM B BUAE METabOJIUTOB
(OCHOBHOT'O HEAKTUBHOTO META0OJIUTa U TPEX MEHEee 3HAYMMbIX HEAKTUBHBIX METaOOJHMTOB) U B
OUYCHb HE3HAUUTEIHHOM KOJINYECTBE — B HEU3MEHEHHOM BU/JIE.

dapmMaKOKMHETHKA JAOIETaKCeNla He 3aBUCHT OT BO3pacTa M IoJjia MalueHTa.

IIpu cmabo W yMEPEHHO BBIPAKEHHBIX HApPYIICHUAX (YHKIMM TI€UYeHH (AKTUBHOCTh
anannHamuHoTpancdepassl (AJIT) u acmapratamuHoTpancdepassl (ACT) > 1,5 ux BepxHHX
rpanui HopMbl (BI'H) B coueranuu ¢ akTUBHOCTBIO mIenoyHOM ¢ocdarassl > 2,5 BI'H) oOmuit
KIIMPEHC J0LETaKCeNIa CHUYKAeTCsl B cpeiHeM Ha 27 %.

[Tpu cnaboit wim yMepeHHOU 3aJepiKKE KUAKOCTH KIHPEHC J0IeTaKceNla He MEHSETCs; CBEACHUI
O €ro KIHUPEHCE TMpH BBIPAKEHHON 3aiepiKKe >KUAKOCTH HeT. Ilpm KoMOMHHMpPOBaHHOM
NPUMEHEHUH JIOLETaKcel He BIMAECT Ha KIUPEHC JOKCOPYOMIIMHA U  KOHIICHTPALUIO
JIOKCcOpyOHIMHONA (METaboIMTa TOKCOPYOHIIMHA) B TUIa3Me KPOBH.

dapMaKOKMHETUYECKUE TMOKa3aTeln JoleTaKcena, MoKcopyoununHa u Iukiodochammuma He
M3MEHSUTUCH NP UX OJJTHOBPEMEHHOM NPUMEHEHHUU.

Kanenurabun He BiusieT Ha papmakokuHeTuKy nouerakcena (Cmax, AUC), a nouerakcen, B CBOIO
ouepesib, HE BIHMSAET Ha (apMaKOKMHETHKY KamenutabuHa M HauboJiee BaXHOTO MeTabosuTa
kaneruradbuna (5'-DFUR).

Knupenc JOLeTaKcena MpH  KOMOMHUPOBAaHHOM  Tepamuu C IUCIUIATUHOM  HE
MEHSIETCS IO CPABHEHHIO C €r0 KIMPEHCOM MPH MOHOTepanuu. @apMakOKUHETUIECKUI TPODHITH
IUCIIATHHA, BBOAMMOTO BCKOPE MOCIE MH(Y3UH JI0IETaKceNna, He OTJIMYAJICS OT TaKOBOTO MPH
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COOTBETCTBYET 3KCINEPTHOMY OTYETY
L 27 ':IE:E':IEE Nz 13416 )
BBEJICHUU OJJHOTO LIACIUIATHHA. (MOCNENOBATENEHOCTE 0001)

[Ipenuu3oH He BiIMseT Ha (PapMAKOKHMHETHKY JOLETaKcela, BBOAMMOIO IOCJIE CTaHIApTHOU
IIpEMETMKALIUH IEKCaMETa30HOM.

KomOunnpoBaHHas Tepanusi AOIETAKCEIOM, IUCIUIATUHOM U (TOPYpalMioM HE M3MEHSET MX
(apMaKOKMHETUUECKUX TIOKa3aTeNeH.

Dapmaxokunemura y oemeti

VY nerell (apMakOKMHETHYECKHE IOKa3aTeId MPU MOHOTEPANMM JOLETAKCEJIOM U Teparnuu
JOLIETAKCEIOM B KOMOMHAIIMU C LIUCIUIATUHOM M (PTOPYpaIMioM ObLIH aHAaJOTMYHBIMH TaKOBBIM

Y B3pOCIIBIX.

IToxka3zaHus K NPUMEHEHHIO

Pax monounoiui sncenesvt (PMIK)

Aovioganmuas u HeoaodvIO8AHMHAA MePanus

Aovioganmuas mepanus

Onepabenvuoiti PMJPK  (mpenapar morieTakcen B KOMOHMHAIMKM € JOKCOPYOHUIIMHOM U
ukinodochamuaom):

- onepabenbHBIE PMIK ¢ mopaskeHreM pernoHapHbIX JIUM(OY3IIOB;

- omepabenpHbli PMXK 6e3 mopaxeHus: peruoHapHBIX JTUM(OY3JI0B Yy MAlMEHTOK, KOTOPHIM
MOKa3aHO MPOBEJCHUE XUMHOTEPAIUU COTIACHO YCTAaHOBJICHHBIM MEXKIYHAPOIHBIM KPUTEPHUSIM
oTbopa JUIs MepBUYHON XMMHUOTEpanuy paHHUX ctaauii PMOK [mpu Hamuumu oxHoro mim Oosee
(akTOpPOB BBICOKOTO PHCKa Pa3BUTHS PELUAMBA: pa3Mep OMyXoJH Oosee 2 cM, OTpULIATEIbHBIN
CTaTyC 3CTPOTEHOBBIX M MPOTECTEPOHOBBIX PEIETITOPOB, BBHICOKAsS THUCTOJIOTHYECKAsh CTENECHb
3JI0KaY€CTBEHHOCTH OIMyX0Jiu (cTeneHs 2—3), Bo3pact MeHee 35 jer].

OmnepaGenbupiii  PMJK ¢ omyxomeBoit rumepskcnpeccueit HER2  (mokcopyOumma u
mukiopochamMu ¢ TMOCIEAYIOIUM TNPUMEHEHHEM Ipernapara JOoLeTakced B KOMOMHAILMH C
Tpactyzymabom (cxema AC TH)).

Heoaoviosanmuas mepanus

Onepabenvubiti u mecmuo-pacnpocmpanennvii. PMJK (nokcopybuiina u 1mukinodochamun c
MOCTIeTYIOIIMM PUMEHEHUEM TperapaTa JOHETaKceN).

Memacmamuueckuii u/unu mecmuo-pacnpocmpanenuviti.  PMIK

- MecTHo-pacnpocTpaHeHHbI Win Meractatuueckuii PMOK (mpenapar porerakcen B
KOMOWHAIIMU C JOKCOPYOULIMHOM, Tepamnusi 1-o¥ TuHUN).

- Mertacratuueckuit PMK ¢ onyxoneBoii runepakcnpeccueit HER2 (mpenapar nouerakcen
B KOMOMHAILIMY ¢ TpacTy3ymabom, Tepanus 1-oif TMHUN).

- MectHo-pacnpocTpaHeHHbI wim  Mmeractatnueckuit PMOXK mpu  HeaddexruBHOCTH
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 27.05.2025 N2 13416

MIPEALIECTBYIONIENH XUMHUOTEPAIINY, BKIOYaBIISH aHTpaﬁQ&%ﬂg%@ﬂﬁﬂhlﬁW& '%%Ig,&éTBa

(mpenapar goueTakces B MOHOTEpAIHH).

- MectHo-pacnpocTpaHeHHbIE wim  Mmeractatnueckuit PMOXK mpu  meaddextuBHOCTH
IIPENLIECTBYIOIIEN XUMHUOTEpAlNY, BKIIIOYABIIEH aHTPALMKIMHBI (IIpernapar JOoLETakcel B
KOMOWHAIIUY C KalleUTaOuHOM).

Hemenkoknemounwlii pak 1e2Kozo

- MecTHO-pacpoCTpaHEHHBIN UIIM METACTATUYECKUIA HEMEJIKOKIIETOUHBIN PaK JIErKOro IIPH
Hed(p(PEeKTUBHOCTH MpeIIIECTBYIONIEH XUMHOTEepanuu (IpenapaT J0LeTaKce]I B MOHOTEPAITUH).

- HepesekrabenbHblii MECTHO-PaCIIPOCTPaHEHHBIN 15M0%1 METaCcTaTU4ECKUN
HEMEJIKOKJIETOYHBIM pakK Jierkoro (mpemnapar AoleTakcell B KOMOMHAIMU C LUCIUIATHHOM,
Ipernapar JIoLeTaKces B KOMOWHAIMY ¢ KapOOIIATUHOM MPECTaBIISIET allbTepPHATUBHBIN BapHaHT
JIEYEHUs 1JI11 OCHOBAaHHOM Ha IUCIUIATUHE TE€paIuy, Tepanus 1-oi JMHUY).

Pak auunuxos

- MeracTaTudeckuil pak SSMYHUKOB IpU HE3()(HEKTUBHOCTH MpeAIIECTBYONIEH Tepanuu 1-
Ol TMHMH (Tpenapar J0LETaKCeNl B MOHOTEpAIIUH, TepaNusl 2-01 JINHUH).

Pak npeocmamenwnoi scenesnl

- MeracTaTU4eCKUil ~ KAaCTPAlMOHHO-PE3UCTCHTHBIM  paK  NPEIACTATCIbHOM  JKeJe3bl
(mpemapar go1ieTakcesl B KOMOMHAIMH C IPEIHU30HOM WM TPETHU30JIOHOM).

- MertacTtaTudeckuii rOpMOHOYYBCTBUTENIBHBIM pak IMpPEACTAaTENbHOM jKene3bl (IpernapaT
JOLeTaKcel B KOMOHMHALMM C aHTHaHAporeHHoW tepamueir (AAT) ¢ nOpeaHHM30HOM HIH
MPEHU30JI0HOM MM Oe3 MpeTHU30Ha WU IPEIHNU30JI0HA).

Pax yncenyoka (adenokapyunoma)

- Meractatudeckas aJeHOKAapIMHOMA JKEIyAKa, BKIIOYas aJCHOKAapLUHOMY 30HBI
MUILEBOTHO-KETYI0OUHOTO TiepexoJa (mpenapar JoIeTakcel B KOMOMHAIMKM C LUCIUIATHHOM M
¢bTopypamuiiom, Tepanus 1-oi IMHUN).

Pak 2ono6wt u wmeu

- MecTHO-pacIpoCTpaHEHHbIN  IJIOCKOKJIETOYHBIM pak TOJOBBI M IIeW (mpenapar

J0LeTaKce B KOMOMHALIMY € IIUCIUIATHHOM U (PTOPYPALMIIOM, MHIYKIIMOHHAS T€paItus).

IIporuBonoka3anus

- Tspkenble peakiuy TUIepuYyBCTBUTENILHOCTH K JIOIIETaKcely WiK nojucopdary 80 B anaMHese.
- KonnuectBo Heitpopunos B nepudepuueckoit kposu < 1500/MkI1.

- BoipaxxenHble HapymeHUs! QYHKIIMH IEUCHH.

- bepeMeHHOCTH 1 IEpHOA KOPMIIEHUS TPY/IBIO.

- Jlerckwii Bo3pact no 18 jer.



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 27052025 N 13416
[Ipu npumeHeHuM mnpenapara AOLETAKceNl B KomGuHalliy :-01%1_%5&@%;@3 tHéﬁyeT

TAKXKC YUUTBIBATh MPOTHUBOIIOKA3aHUS K UX ITPUMCHCHUIO.

C 0CTOPOKHOCTHIO

. [Tpu oHOBpEeMEHHOM MPUMEHEHHH C CHIBHBIMH MHruouropamu mzodepmenta CYP3A4
(HarmpuMmep, KETOKOHA30JI0M, UTPAKOHA30JI0M, KIIApUTPOMHUIIMTHOM, HHAWHABUPOM, HE(a30J0HOM,
HeJI(UHABUPOM, PUTOHABUPOM, CAKBHHABUPOM, TEIUTPOMHUIIMHOM, BOPUKOHA30JIOM) (CM. pasfel
«B3aumoieiicTBUE ¢ APYrUMU JIEKAPCTBEHHBIMU CPEJICTBAMMY).

. [Tpu oTHOBpEeMEHHOM NMPUMEHEHHUH MPEenapaToB, MHAYLUPYIOIUX WM HHTHOUPYIOIINX
nzopepmentsl CYP3A, uiu MeTabonu3upyromuxcst ¢ momoirsio nzopepmentoB CYP3A, takux
KaKk [UKIOCIOPHUH, TeppeHaJAWH, DHPUTPOMUIMH U  TPOJCAHAOMHUIMH (CM.  pasnen

«B3aumoieiicTBUE ¢ APYrUMU JIEKAPCTBEHHBIMU CPEJICTBAMMY).

IIpumenenne npu 6epeMeHHOCTH M B IEPHOJ IPYAHOI0 BCKAPMJIMBaHUS

Kenugunvl ¢ 0emopoOonbvim nomenyuaniom (KORMPAUEenyus y MyMHcuut u HeeHujuH)
JKeHmuHaM penpoIyKTHUBHOIO BO3pacTa M MYyKUMHAM, IMOJIyYalOIIUM JIEYEHUE JIOLIETAKCEIIOM,
peKOMeHayeTcsl U30eraTh HaCTYIICHHUsI OEPEMEHHOCTH U 3a4aTusi peOeHKa, a TaKkKe HeMeJIEHHO
MH(GOPMHUPOBATH JICUAILIET0 Bpaya, €CJIM 3TO MIPOU30UIET.

B cBs3M C TEHOTOKCHYECKMM JEMCTBHEM JOLIETAKCENa S>KEHIIMHAM JETOPOJHOTO BO3pacTa
PEKOMEHIyEeTCsl MCIOJb30BaThb HAJEKHBIE METOJbl KOHTPALEHNIUM BO BpEMs JICUECHUS
JIOLIETAKCEIIOM U B TEYEHHUE HE MEHEE 2 MECSILIEB [10CIIE OKOHYAHUS TEPAIIUHU.

MyxX41HaM pEKOMEHIyeTCsl UCII0JIb30BaTh HAJIEKHBIE METOAbI KOHTPALIENIIUU BO BPEMs JICUEHUS
JIOLIETAKCEIIOM U B TEYEHHUE HE MEHEE 4 MECSIIEB N10CJIE OKOHYaHUsI XUMUOTEPAIIUH.
bepemennocmo

JlaHHBIE O PUMEHEHHH JIOLIeTaKcesa Mpu OepeMEeHHOCTH OTCYTCTBYIOT. [IpuMenenue npenapara
JoLeTaKcena npu 0epeMeHHOCTH POTUBOIIOKA3aHO.

Jlakmauusn

HewnssectHo, BBIACIACTCA M JOLETAKCEN ¢ IpyaHbIM MoJiokoM. IIpenapar [lonerakcen-dapMm-
CuHTe3 IPOTUBOIIOKA3aH B EPUOJI TPYJHOIO BCKAPMIIMBAHHUS.

Depmunvrnocms

B uccrnenoBanusx Ha *KUBOTHBIX OBLJIO MOKAa3aHO, YTO JOIETAKCEN MOXKET HAapyLIaTh MYKCKYIO
¢eprmiibHOCTh.  [lo3TOMY MyXYMHAM Tepel HayajloM JICYCHHs JOIETAKCeIOM CJeayeT

pPaccMOTPETh BO3MOXKHOCTb KOHCCPBAIIUU CIICPMBI.



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
0127052025\ 13416
Cnocod npuMeHeHnst 1 J103bl (NOCNEOOBATENEHOCTE 000T)

Jleuenne npenapatom Jlonerakcen-Papm-Cunres cienyer IpOBOAUTE TOJIBKO MO HAOII0AEHHEM
Bpaya, MMEIOIIEr0 OIBIT MPOBEACHUS NPOTHBOOIYXOJEBOH XHMHUOTEpPAlMM B YCIOBHSX
CHELMATU3UPOBAHHOTO CTAI[MOHAPA.

JUid  mpenynpexacHus pa3sBUTHS pPEaKUMd TUIEPUyBCTBUTEIBHOCTH, a TaKXKe C LEJbIO
YMEHBILIEHUS 33JCPKKU JKUJKOCTH BCEM MalMEHTaM, IOJIydarolluMm IpenapaT Jlouerakcen-
@apm-CuHTe3 (KpoMe NAalMEHTOB C PpaKkoOM  IPEACTATENbHOM JKEIe3bl, PEKOMEHJALMU 10
IIpEMEIUKALUU AJI1 KOTOPBIX CM. HMXKE), B Cllyda€ OTCYTCTBHS IPOTUBONOKA3aHUN ITPOBOAUTCS
IpeMeUKalUsi TIIIOKOKOPTUKOCTEPOUAOM, HaIlpUMeEp, [IEeKCAMETa30HOM BHYTpPb B 03¢
16 mr/cytku (1o 8 Mr 11Ba pa3a B CYTKH) B T€4eHUE 3-X THEH, HaunHas 3a | JeHb 0 BBEICHUS
npenapara Jlouerakcen-Oapm-Cunres.

VY nanueHToB C METAcTaTMYECKUM KAaCTPALMOHHO-PE3UCTEHTHBIM PpPaKOM IIPEACTaTelbHOMN
JKEJe3bl, IOJIyYAIOIIMX COIYTCTBYIOILEE JICUCHHE IPEAHU30HOM WIH IPEAHU30JIOHOM,
IIPOBOJUTCS NPEMEIUKALIMS JEKCAMETa30HOM BHYTPb B 703€ 8 Mr 3a 12 4, 3 y u | 4 0 Havana
BBezieHus npenapara Jlouerakcen-dapm-Cunres.

VY NanueHToB ¢ METACTaTMUECKUM TOPMOHOYYBCTBUTEIBHBIM PAKOM IPEICTATEIBHON KEJIE3bl
HE3aBUCUMO OT OJHOBPEMEHHOI'0 MCIOJIb30BAHMS IPEIHU30HA WU IIPEIHU30JI0HA, ITPOBOIUTCS
IIpeMeIMKalUs IEKCAMETa30HOM BHYTph B 103€ 8 Mr 3a 12 u, 3 u u | 4 10 Havana BBEIEHUS
npenapara Jlouerakcen-Oapm-Cunres.

JUis  CHW)KEHMS pHUCKa pPa3BUTHS  TI'EMATOJIOTMUECKOM  TOKCHYHOCTH  PEKOMEHIYETCS
Npo(MIAKTHUECKOE BBEACHUE TPaHYJIOIUTAPHOIO KOJIOHHECTHUMYHpyromero ¢akropa (I'-
KCD).

[Tpenapat [onerakcen-@apm-CuHTE3 BBOAUTCS ITyTEM OJHOYACOBOM BHYTpUBEHHOH nH(py3un 1
pa3 B 3 Henenu.

Paxk monounoii yncenezvt (PMIK)

Aoviosanmmuasn mepanusi

ITpu agproBanTHON Tepanuu ornepadbensHoro PMXK ¢ mopakeHneM peruoHapHbIX JTUM(OY3II0B U
orepabensHoro PMJK 0e3 mopaxeHUs perHoHapHBIX JHUM(OY3IOB peKOMEHAyeMas J103a
npenapara Jlonerakcen-®apm-Cunres cocraBnsger 75 Mr/mM® depe3 1 4 mocie BBelcHHS
nokcopybununa (50 Mr/m?) u muknodocpamuna (500 mr/m?) kaxasie Tpu Heneau (cxema TAC).
Bceero 6 nukinos (cM. Takke aanee «Koppekiys 103 IpU XUMHUOTEPATIANY).

[Ipy anxbrIOBaHTHOW TEparmuy MAalMEHTOB C OrepadeNbHbIM pPAaKOM MOJIOYHOM JKENe3bl ¢
omyxosieBoi runepakcnpeccuer HER2 pexoMenayroTcst ykasaHHBIE HMKE 03Bl IIpemnapara

Houerakcen-Oapm-Cunres.



COQOTBETCTBYET 3KCNEPTHOMY OTYETY
~ o127.052025N2 13416
Xumuomepanus no cxeme AC TH (MOCNEOCBATENEHOCTL 0001)

- AC (umkner  1-4): ngokcopyounmn (A) 60 Mr/m> ¢ MOCJIEIYIOIINM  BBEJICHUEM
uuknodochamuna (C) 600 mr/m? kaxasle 3 Henenu, 4 UKIA.
- TH (uuxisr 5-8): mouerakcen (T) 100 mr/m? 1 pas B 3 Henenu, 4 LUKIA ¥ TPACTy3ymad
(H), BBOIMMBIi1 €:k€HEIENBHO B COOTBETCTBUH CO CIIEIYIOIICH CXEMOI:
- UMK 5 (HauuHaeTcs yepe3 3 Henenu nocie nociennero nukia AC):
Oenv 1: Tpacty3ymab 4 Mr/kr (Harpy3ouHas J103a),
Oens 2: nouerakcen 100 mr/m?,
Oenv 8 u 15: Tpacty3ymad 2 MI/Kr;
- LUKJIIBL 6—8:
denw 1: noueraxcen 100 mr/m* u Tpacty3ymab 2 MI/KT,
Oenv 8 u 15: Tpacty3ymad 2 MI/KT.
- Yepe3 Tpu Henmenu mocie aHsA | nukia 8: TpacTy3ymad 6 MI/KT KaxIple 3 HeEIenu.

Tpacty3ymab BBoauTCS B 0OI1IEH CIOXKHOCTH B TedeHue 1 rona.
Heoaoviosanmuas mepanus

Jlis  mpoBeleHWS HEOAAbIOBAHTHOM Tepamuud TMAIMeHTOB C omnepadelnbHBIM ¥ MECTHO-
pacpoCTpaHEHHBIM PAKOM MOJIOYHOM KeJle3bl PEKOMEHIYIOTCS YKa3aHHbIE HIKE JI03bI
npenapara Jlouerakcen-Oapm-CunTes:

- AC (uuxnel 1-4): pokcopybunun (A) 60 Mr/M’> ¢ HOCHEIyIOLIUM BBEJCHHEM
uuknodochamuna (C) 600 mr/m? kaxaple 3 Heaenu, 4 UKIIA.

- T (uuxsst 5-8): nouerakcen (T) 100 mr/m? 1 pas B 3 nenenu, 4 nukia.
Mecmmuo-pacnpocmpanennviiiunu memacmamudeckuti PMIK

IIpu mecTHO-pacnpocTpaHeHHOM WM Metactatmueckom PMDOK B kaudecTBe Tepamuu nepBoi
JUHUU JIOLleTaKceNn 75 Mr/m’> mpuMmeHseTcs B KOMOMHALUMU C JOKCOpyOoumuHoM 50 Mmr/m?; B
Ka4yecTBE Tepaluu 2 JTUHUM PEKOMEHIOBaHHAs J03a JIOLETaKceJIa B MOHOTEPANUH COCTaBIISAET
100 mr/m>,

Jiis komOuHanmu npenapat Jlonerakcen-Oapm-CruHTe3 IUTFOC TpacTy3yMad peKoMeHayeMast 103a
npenapara Jlonerakcen-®apm-Cunres  coctapiaser 100 Mr/m?  kakasle 3 Heleon C
eKeHe/IeIbHBIM BBEJICHHEM TpacTy3ymaba. IlepBoHauyanbHas BHYTPUBEHHAs uHQY3Us
JIOLIETaKceNa MPOBOJUTCS Ha CIEOYIOIIUK JEHBb TOCIe BBEACHHS IMEpBOM J103bI TpacTy3ymada.
[Tocnemyromiye 10361 AOIETAKCENIa BBOIATCS HEMOCPEICTBEHHO MOCIe OKOHYaHUSI BHYTPUBEHHON
uH(}Y3uU TpacTy3ymabda (Ipu Xopoliel MepeHOCUMOCTH MPEIIECTBYIOIIEH 1035l TPACTY3yMada).
Jiis mosryueHuss “HGOPMAIIMK O JI03aX U CIIOCO0E BBEACHHUS TPacTy3ymada CM. HHCTPYKIIUIO IO

MEIUIIMHCKOMY ITPUMEHEHHUIO TPacTy3yMaoa.
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[Tpy KOMOMHAIMHK C KaleUTaOHHOM PEKOMEH banHas 1034 16ieraRCertal d56Tatmher 78 Vir/v?

KaXzble 3 Henmenu, a Kanenutaduna — 1250 mr/m? BHYTpb /IBa pa3a B CyTkH (B TeueHue 30 MuH
MOCJIE €/1bl) B TE€YEHHE 2-X HEJEIb C MOCIEAYIOIUM OJHOHEACIbHBIM MEPHOJIOM OTabIXa. Jlms
pacdera J103bl KarenuTabuHa B COOTBETCTBUH C IUIOMIAABIO MMOBEPXHOCTH TEIa CM. HHCTPYKIUIO

Mo NpUMCHCHUTO KaHeHI/ITaGI/IHa.

Hemenkoxknemounulii pak 1€2K020

VY nanueHroB, HE MOJIy4aBLUIMX pPaHEE XMMHOTEPAIIUIO, PEKOMEHAYETCs CIENyloIlas cxema
. 2 2

JICUSHHSI: JOLETaKceN 75 MI/M~, cpasy Mmociie Hero BBEJCHUE UCIUIaTHHA 75 Mr/M” B Teuenue 30—

60 mun nmm kap6orutatuaa (AUC 6 mr/min/muH) B TeueHue 30—60 MuH.

Jns neuenust mociie HEIHHEKTUBHOCTH XMMHOTEpANIMM HAa OCHOBE IMPEMaparoB IUIATUHBI,

PEKOMEH TyeTCs MOHOTEpPAMNHS JOLIETAKCENOM B 103€ 75 Mr/m>.

Memacmamuueckuii paKk AU4HUKOB

Jlns1 2-0ii JIMHKM TepaluK paka SMYHUKOB PEKOMEHIyeTcs 103a fonerakcena 100 Mr/m? kaxibie
3 Henen B MOHOTEpAIHH.

Pak npeocmamenwnoi scenesnl

Memacmamuueckuii KacmpayuoHHO-pe3ucmeHmublil pax npeocmamenbHoll Jceiessl

JUis  nedeHMs MAUMEeHTOB €  METAacTaTM4EeCKUMM  KaCTPALMOHHO-PE3UCTEHTHBIM — PaKOM
IIPECTATENBPHON KeNe3bl PEKOMEHJOBaHHas jo3a Impemnapara Jlouerakcen-Oapm-Cuntes
cocrasnser 75 Mr/m? 1 pa3 B Tpu Heneau. TIpeIHU30H WM TIPEJHU30I0H IPUHUMAOT JUTHTEIHHO
10 5 MI' BHYTpPb 2 pa3a B CYTKH.

Memacmamuueckuii 20pMOHOUYECMBUMENbHBIL PAK NPEOCHAMENbHOT Jicelle3bl

JUis  JedeHHMs  MAUMEHTOB € METACTATUYECKUM  TOPMOHOYYBCTBUTEIBHBIM  PaKOM
IIPECTATENBPHON KENe3bl PEKOMEHJOBaHHas po3a Ipemnapara Jlouerakcen-Oapm-Cuntes
cocrasnser 75 Mr/M* 1 pas B TpH Hezleu B TedeHue 6 KypcoB. IIpeHU30H WM NPEIHU30JI0H

IIPUHUMAIOT JJIUTENIBHO 110 5 MI' BHYTPb 2 pa3a B CyTKH.

Pax ycenyoka (adenokapyunoma)

Jlns  nedeHus ManeHToOB  C aJICHOKapIUHOMON JKely/Ka peKOMEHIOBaHHas J103a IpenapaTa
Jlouerakcen-®apm-Cunres cocTapiseT 75 Mr/M> B BHJIE 0HOYACOBOI BHYTPUBEHHON MHDY3HUH C
Tnocieyonel BHyTpHBEHHOM uH(y3ueil mucriaTiaa 75 mr/m? B Teuenue 1-3 4 (06a npemnapara
TOJIBKO B TIEPBBIN JEHB KaXKJOT0 LIMKJIa XuMuoTepanuu). [1o 3aBepiieHnn BBeIEHUs IMCIUIATHHA
IPOBOJAT 24-4acOBYI0 BHYTPHBEHHYIO MH(Yy3HI0 (ropyparmna 750 Mr/M?/CyTkM B TedeHHE
5 cyrok. Jleuenue moBTOpsieTcsa Kaxiable 3 Henmenw. [lanMeHTBl JOJDKHBI — MOJTYYaTh
MPEMEAMKALMIO MMPOTHBOPBOTHBIMH TIperapaTaMd M aJeKBaTHYIO THUIPATAIMIO TPU BBEICHUU

uucraTuHa. [ yMeHbIIeHUs] pUCKa TeMaToIoruueckoil TokcuyHoctu (cM. ganee «Koppekuust
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7103 TIPU XUMHOTEPAITHI») C TPODIIAKTHYCCKOM| IS0 1ibkdsane Bheqéthie TERED. & 000T]

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

Pak 2ono6wt u wmeu

[TareHTHl OJDKHBI TOJIy4YaTh HMPEMEAMKAIMIO MPOTHMBOPBOTHBIMHU IIperapaTraMH, MM JOJDKHA
MIPOBOJUTHCS aJieKBaTHAs THJpaTays (JI0 ¥ MOcie BBeAeHUs nuciuiaTuaa). Cienyer npoBOUTh
npoMIAKTUKY Ppa3BUTUS HEUTpoleHHMYecKuX HH(pekuuni. Bce manmeHTh, y KOTOPBIX
OPUMEHSIIUCh CXEMBI JICUEHUs], COJEpXallie JOLETaKced, IONyJyadl AaHTUOUOTUKU C
PO (UIAKTHIECKON IIEeITBIO.

Hnoykyuonnas xumuomepanus ¢ nocieoyroujell 1y4eeotl mepanueti

Jns  MHOYKIOUOHHOW — TepamMu  NPH  MECTHO-PACIPOCTPAHEHHOM  HeorepalOelbHOM
IUTOCKOKJIETOYHOM pake TOJIOBHI M ILIEM PEKOMEHAOBaHHAsA J103a mnpemnapara Jlonerakcen-Dapm-
CuHTE3 cocTapiseT 75 Mr/M> B BUJIE OJIHOYACOBOM BHYTPUBEHHOH HH(Y3MH C HOCIETYIONIUM
BBEJICHUEM IHMCIUIATHHA B 03¢ 75 mMr/m*> B Tedenue 1 u (06a mpemaparta BBOJATCSA TOJNBKO B
NEPBbI JIeHb KaXJIOro LHUKIa XuMHOTepanuu). l[locie 3Toro mnpoBOOUTCS HENpepbIBHAS
BHYTpHMBeHHas MH(y3us Qropypanuna B no3e 750 Mr/mM*/CyTku B TedeHHe 5 CyTOK. JTa cxeMa
MOBTOpsieTCA KaK7ple 3 Hexenu B TedeHue 4-x 1ukioB. llocie xumumoTepanuu manueHTam
J0JDKHA OBITH MPOBEZICHA JTy4eBasi TEPaIHsL.

Hnoykyuonnas xumuomepanus ¢ nocieoyroujeli Xumuoy4eeol mepanuetl

JIns MHIYKIMOHHOM TEpanmuu MECTHO-PAcIPOCTPAHEHHOTO IUIOCKOKIETOYHOTO paka TOJOBBI U
11eu (TEXHUYECKU Hepe3eKTa0eIbHOTO, C HU3KOHM BEPOSTHOCTHIO XUPYPTHUECKOTO U3JICUCHUS MIIN
C LIEJNIbI0O COXPAHEHHUs OpraHa) peKOMeHJOBaHHas jao3a mpemnapara lonerakcen-Oapm-Cuntes
cocTaBiseT 75 Mr/M* B BUJI€ 0JIHOYACOBON BHYTPMBEHHOH MHQY3MH C mHocinemyiomei 0,5
3-4acoBoii BHYTpHBeHHOMH MH(y3Hel nucmnatura 100 Mr/m? (06a mpenapara BBOAATCS TOJIBKO B
MEPBbII JIEHb KAXKJIOTO IIMKJIAa XUMUOTEPANNK) U C MOCIEAYIOUEeH HEeMPEPbIBHON BHYTPUBEHHOM
undysueit ¢propypauuna B goze 1000 mr/m*cyrku ¢ 1 mo 4 nenb. DTa cxema JeYeHHUS
MOBTOpsieTCA Kaxable 3 Henenu, Bcero 3 nukia. [locne XxumMuoTepanuu naudeHTam J0JDkKHa ObITh
IpoBe/ieHa XUMUOydeBas Tepanus. /i monyyeHus cBeIeHH O KOPPEKUUH 7103 IUCIIIaTHHA U

¢dTOopyparmia, cM. HHCTPYKLUH 110 IPUMEHEHUIO ITUX MPENapaToB.

Koppekuus 003 npu xumuomepanuu

Obwue pexomenoayuu

[Ipenapar [louerakcen-Papm-CuHTE3 JOJKEH BBOAUTHCS IMPHU KOJIMYECTBE HEHUTpOPUIOB B
nepudepudeckoit kposu > 1500/mki1. B ciyuae pazsutus ¢peOpuiabHON HEUTPONICHUHN, CHHKECHUS
gucna HeurpoduimoB < 500/MKI AIUTENHHOCTBIO 0OOJiee OJHON HENENH, BBIPAKECHHBIX WU
KYMYJIATUBHBIX (YCHJIMBAIOIIMXCS TIPU TOBTOPHBIX BBEJICHHSX) KOXXHBIX pEaKLUUH, WIn

BBIp@)XEHHON mnepudepruyeckoil HeliponaTuu Ha (OHE Tepamuu JOIETAKCeNIOM, €ro J03a Mpu



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
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CIICTYIOIINX BBEACHUSX J0JKHA ObITh CHIKEHd co 100 Wik Ho 7S it e Havmstn 175 MeFe? o

60 mr/m?. Eciiu 1o06HbIe Peakiuy COXPaHAIOTCS M IIPH 103€ JolieTakcena 60 Mr/m%, neueHue um
clIelyeT IPEKPaTUTb.

Kombunupoeannas mepanus, exnouarowjas npenapam JJoyemaxcen-Dapm-Cunmes, 015 1edenus
PMOK

Aoviosanmuasn mepanus paka MOJIOYHOU Jicele3bl

[TarieHTKaM ¢ pakoM MOJIOYHOM >KeJNe3bl, MOJIyJarollUM abIOBAHTHYIO TEPANHUIO IMpernapaToM
Honerakcen-®apm-Cunte3 B KOMOMHALMM € JOKCOPYOMIIMHOM M IUKiIopochamuaoMm (cxema
TAC), ¢ uenpto mepBuuHO TpodmnakTuku pekomenayercs BBeneHne [-KCD. IlanmenTtkam,
KOTOpbIE MepeHecnn (peOpHiIbHYI0 HEMTPONICHNUIO WIIM HEUTPOIIEHHMUYECKYI0 MH(EKIIHIO, BO BCEX
MOCTEIYIOMMX UKIaX He00X0MMO YMEHBIINTD 103y npenapara [onerakcen-Oapm-Cunres3 10
60 Mr/M>. Y TalMeHTOK, y KOTOPBIX Pa3BHIICA CTOMATHMT 3 MM 4 CTENEHHU TSHKECTH, HEOOXO0UMO
CHUIKEHHE JI03b1 JloLieTakcena 10 60 mr/m>.

IIpenapam Jloyemaxkcen-@Papm-Cunmes 6 xumuomepanesmuueckou cxeme AC T

[Ipu omepabenbHOM M MECTHO-PACHPOCTPAHEHHOM pake MOJIOYHOM JKeJe3bl IMOoCcie 3MU30/a
(beOpunpHON HelTponeHN: WM HHGEKIMKU Ha (oHe HeoaaploBaHTHOM Tepanuu no cxeme AC T
HE00XouMO ¢ npodunakTHyecko 1enbio npuMeHsaTs [-KC® Ha Bcex mocienyommx Mukiax, a
no3a npenapara Jlonerakcen-@apm-Cuntes B cxeme AC T gomkHa ObITh cHUKeHA co 100 Mr/m?
10 75 Mr/m>,

IIpenapam J{oyemaxcen-@apm-Cunmes 6 xumuomepanesmudeckoti cxeme AC TH

IIpu omepabenbHOM pake MOJOYHOM »Kejle3bl C omyxosieBoi rumepakcnpeccueii HER2 mocne
smu3oa (GpeOpuiIbHONW HEUTpONeHUH WM MHPEKIMU Ha (OHE aIbIOBAHTHOM Tepanuu MO CXeMme
AC TH nHeob6xoaumo ¢ mpodunakTudeckoil nensio npumeHsTh [-KCD Ha Bcex MoCIeayrommx
UKIIax, no3a npenapata Jlonerakcen-dapm-Cunres B cxeme AC TH nomkHa ObITh CHIDKEHA CO
100 mr/m? 1o 75 mr/m>,

Tak kak B KIMHUYECKON MPAKTHKE HAOJIOJAOCh pa3BUTHE HEHTPOIIEHHM Ha MEPBOM K€ IMKIIE
XUMHUOTEPAIUH, CIIEAYET YUUTHIBaTh HEUTPOIICHUYECKUH PUCK M OOLIEPUHSATHIE B HACTOSIIEE
BpeMs PEeKOMEHIAIMU U ITpU HeoOxommMocTu mpuMeHsTs [-KCO.

B cnyuae pa3Butus ctomatuTa 3 WM 4 CTENEHM TSDKECTH 103y mpenapara [lonerakcen-Papm-
Cunres B cxeme AC TH cnenyer causuth co 100 mr/m? 1o 75 Mr/m?.

Jlnsi KOppeKUMH [03bl TpacTy3ymaba cM. HMHGOPMAIMIO B HHCTPYKIHUH IO TPUMEHEHUIO
TpacTyzymada.

IIpenapam Jloyemaxcen-Dapm-Cunmes 6 KoMOUHAYUYU ¢ KAneyumaobuHom

JInst KOppeKIMy 1036l KarenuTabuHa mpu ero KomOuHanuu ¢ npenaparom Jonerakcen-®apm-
CuHTE3 CM. HHCTPYKIUIO 10 MEIUIIMHCKOMY MTPUMEHEHHIO KareluTabruHa.
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IIpn npuMmeHeHuu npenapara ILoueraKceJI-CDapM-CHHTeQE'I'eB%%ﬁﬁiI %%h@&ﬁia%%ﬂ :'HpI/I

IIEPBOM TMOSIBJIEHUM TOKCHUYHOCTH 2 CTENEHU TSKECTH, KOTOPas COXPAHAETCsl K Haudaly
CIICAYIOIIET0 IMKJIA, CIEAYIOUIMH LUKI JICYCHUS MOXKeT ObIThb OTJO0XKEH /O CHIDKEHUS
TOKCHYHOCTH 110 0—1 cremeHu TSHKECTH, NMPH BO300OHOBIEHMM JieueHUs BBoauTcs 100 %
MEPBOHAYAIILHOM JO3BI.

VY nauuMeHTOB € NOBTOPHBIM pAa3BUTUEM TOKCUYHOCTH 2 CTENEHM TSXKECTH WM IEPBBIM
Pa3BUTHEM TOKCUYHOCTHU 3 CTENEHH TSHKECTH B JII0O0E BpeMs IIUKIIA, JICYEHUE OTKIIaIbIBACTCS 110
CHWKEHUSI TOKCMYHOCTH 110 0—1 cremeHu TspkecTH, 3aTeM JieueHue mnpenaparom Jlonerakcen-
®apM-CHHTE3 BO30OHOBIISETCS B 103€ 55 MI/M>.

[Ipu m060OM MOCHENyIOEeM Pa3BUTHH TOKCUYHOCTH WM Pa3BUTHU JIIOOOM TOKCHYHOCTH 4
CTEIeHH TsDKecTH BBeaeHue mpenapara Jlonerakcen-Oapm-CruHTe3 T0HKHO OBITH MPEKpaIeHo.
Kombunupoeannasa  mepanus, exmouaowas npenapam [oyemaxcen-Papm-Cunmes, npu
HeMeNKOKIemo4HoM pake neekozo. IIpenapam [loyemakcen-@apm-Cunmes 6 KomOunayuu c
YUCNIAMUHOM UTU KapOONIAMUHOM

Y nanueHToB, KOTOpble HePBOHAYANLHO HOIyJaay JOIETakceNl B Jo3e 75 Mr/M> B KOMOUHALIMY C
IUCIUIATUHOM WJIM KapOOIUIATUHOM M Y KOTOPBIX KOJHYECTBO TPOMOOLMTOB B MPEIBIAYIIEM
nuKiIe cHwkanoch o 25000/mxn  (koMOMHAIUS ¢ [OHCIUIaTHHOM) Wik jgo  75000/MKi
(koMOMHaIMst ¢ KapOOIUIAaTMHOM), WMJM Yy TMAalMeHTOB, Y KOTOPBIX pa3Buiack (edpuibHas
HEWUTPOIICHUs, WM Y MAalUEHTOB C TSDKEJIOM HEreMaroJIorH4eCKOM TOKCHUYHOCTBIO, 1032
JIOIIETAKCENA B TOCIEAYIOMUX UKIAX JOJKHA ObITh CHIKEHA 10 65 MI/M2.,

JUj1 KOppeKLUy 103bl HUCIUIATUHA CM. MHCTPYKLIMIO [0 IPUMEHEHUIO LIUCIUIATHHA.

IIpenapam [loyemaxkcen-@apm-Cunmes 6 KOMOUHAYUY C YUCNIAMUHOM U DMOPYPAYULOM NpU
pake dcenyoKa Ui pake 207108bl U uieu

[MTarenTsl, nosyyaromue npenapar Jlonerakcen-Oapm-CruHTe3 B KOMOMHAIMY € IUCIUIATHHOM U
(bTOpYpaIiIOM, B COOTBETCTBHHU C CYIIECTBYIOIIMMHU KIMHUYECKUMH PEKOMEHIALUSAMHE JI0JIKHBI
[I0JIyyaTh MPOTHUBOPBOTHBIE IpEMapaThl U aJ€KBaTHYIO ruaparanuio. (i yMEHbIIEHHs pUCKa
OCJIO)KHEHHOU HeWTporneHuu cienyer npumensars ['-KCO.

Ecmu, necmorpst Ha mpumenenue ['-KC®, BO3HUKAIOT 3Mu30/bl (eOpUIBHON HEHTPOIICHUH,
MPOJOJDKUTEIBHOM HEWTPONEHWH WM HEUTPONEeHWYeCKOM WHQEeKIuu, 03y Ipernapara
Jlonerakcen-®apm-CuHTe3 cieyeT yMeHbIIHTS ¢ 75 10 60 mr/m%. TIpu nocieyomeM pa3BUTHH
SMMU30/10B  OCJIO)KHEHHOW HEWTPONIEHHMM pPEKOMEHJOBAHO YMEHBIIMTh JI03y Ipernapara
Jonerakcen-Papm-Cuntes ¢ 60 mr/m? 10 45 mr/m?. Tlpu pa3BUTHHI TPOMOOIIUTOTIEHHH
4 crenenu TshkecTH 103y npenapara Jlonerakcen-dapm-CUHTE3 peKOMEHYeTCS YMEHBIIUTH C
75 mr/M* 1o 60 mr/m?. Tlocieyrolmye HUKIBI ¢ OPUMEHEHHEM JOLETAKCeNa BO3MOYKHBI TIPH
Kom4ecTBe HeUTpoduiaoB > 1500/mkn u TpomOormToB > 100000/MKi1. [Ipu coxpaHeHHH TaHHBIX
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TOKCHUECKHX NIpOsiBIeHHit neuenne creayer npekparuts! U CTEAUBATENEHOCTS 00OT)

Tabmuma 1. PekomeHnoBaHHass KOPPEKIMsS 103 TPU Pa3BUTHH TOKCUYHOCTU Y IAlUEHTOB,

nonyyarormux npenapar J[lonerakcen-®apM-CuHTe3 B KOMOHWHAIMK C  IMCIJIATHHOM U

¢dropypariom (DY)
TokcnyHOCTH Koppexuus peskxuma 103UpoBaHus
Huapes IlepBslii anu301: yMeHbIINTD 103y PV Ha 20 %.

3 crenenu Tsoxkectu | [loBTOpHBIM 3nM304: yMEHbIIMTH 103y mpemnapara Jlonerakcen-dapm-

Cuures Ha 20 %.

Huapest IlepBblii 2n1M304: YMEHBIINTH 1036l Ipenapara [lounerakcen-Oapm-Cunres
4 crenenu Tsoxectu | 1 @V Ha 20 %.

IToBTOpPHBIN 3MU304: IPEKPATUTH JICUEHUE.

Cromatut/myko3ut | IlepBeiii ann3oa: ymeHbIUTH 103y OV Ha 20 %.

3 crenenu Tsokectu | [loBTOpHBIM — 2MM304: TpeKkpaTUTh Tolbko mpueM @Y Bo  Beex
MOCJIEAYIOIIUX [IUKIIAX.

Tperuit snu3ox: ymMeHbINTH 103y npenapara [lonerakcen-Oapm-Cunres

Ha 20 %.

Cromatut/myko3ut | IlepBblii 3MM30/4: MPEKpaTHTh TOJNBKO mpreM DY Bo Bcex MOCIETYIOMIHUX
4 creneHu TSHKECTU | LIUKIIAX.
IToBTOpHBIN 30M304: yMEHbIIUTH 103y Ipenapara J[louerakcen-Papm-

Cuures Ha 20 %.

JUist o TydeHus] pEeKOMEHAINH 110 KOPPEKIMH 103 HUCIUIaTHHA U Topypanuia cM. HHCTPYKLIUN
10 UX IIPUMEHEHMUIO.

VY NmanMeHTOB ¢ IJIOCKOKJIETOYHBIM PAaKOM TOJIOBBI U LIEH, Y KOTOPBIX Pa3BWJIACh OCJIOKHEHHAs
HelTporneHus (BKIIIOYas MPOJOHTUPOBAHHYIO HEUTPONEHHIO, (HeOPMIIbHYIO HEHTPOIIEHUIO WU
MH(EKIMIO), BO BCEX MOCIEAYIONINX IIUKIAX C MPO(UIAKTHIECKON IENBI0 PEKOMEHyeTCs

npuMmenenue ['-KC® (manpumep, ¢ 1 o 15 nens nukia).

Ocoovie zpynnot nayuenmoes

Jlemu

bezonacHocts U 3ddextuBHOCTh npenapara Jlouerakcen-Oapm-Cunres y gereil He U3ydeHa.
NMeercss orpaHMYeHHBI OIBIT IPUMEHEHHUs JoLerakcena y ngered. [loka He ycraHOBIIEHa
3 PeKTUBHOCT U Oe30macHOCTh NpuMeHeHus npenapata Jlouerakcen-Papm-Cunre3 npu pake
HOCOTJIOTKH y JIeTel U moApocTKoB OT 1 Mec no 18 ner. Jlouerakcen He MpUMEHSIICS y IeTel 1o

MOKa3aHUAM: pak MOJIOYHOM KCJIC3hI, HEMEJIKOKICTOUYHBIN pak JICTKOro, pak HpeHCTaTeHBHOﬁ
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JKEJIE3bl, PaK KEJy/IKa U paK roJIoBbI U IIIEH, 3a 11cmmqe@éﬂ-ﬂ%§%@@gﬁ%g&%ﬁ1I-5a1<a

Hocornotku (turn [ u II).

Tayuenmuvr nodtcuno2o 6ozpacma

Hcxons w3 JaHHBIX TOMYSIIMOHHOTO — (PAPMAKOKWHETHYECKOTO aHalIM3a, OTCYTCTBYIOT
CHelMalbHble YKa3aHWs 10 IpuMeHeHuto npenapara J[lonerakcen-dapm-Cunres y nun
II0>KUJIOr0 BO3pacra.

VY naumentoB 60 ner m crapimie npu komOuHanuu npemnapata Jlonerakcen-Papm-Cunres c
KarneruTabMHOM PEKOMEH]IyeTCsl CHIDKEHHE J03bl KarenuradnHa Ha 25 % (CM. HHCTPYKIUIO 110
NPUMEHEHUIO KaneuuTabuHa).

Ilayuenmyl ¢ neueHOUHOU HeOOCMAamMOYHOCHbIO

Hcxons u3 papMakOKMHETUUECKUX IAHHBIX, MOTYYEHHBIX JJIS JOLETaKceJIa B MOHOTEpalHuu B
nose 100 mr/m?, y mauuentos ¢ aktuBHOCThIO AJIT w/unu ACT > 1,5 BI'H uiu akTHUBHOCTBIO
menoyHoit ¢ocdarazer > 2,5 BI'H, pexomennoBanHas po3a mpemnapara Jonerakcen-dapm-
CunTes cocTapiseT 75 Mr/mM%. V NAallMEHTOB ¢ MOBBIIIEHUEM KOHIEHTPALMU OMIMpYOMHA B
kpoBu (> 1 BI'H) w/mm ¢ nmoBeimennem aktuBHOCcTH AJIT u ACT (> 3,5 BI'H) B coueranuu c
MOBBIIIICHUEM aKTHBHOCTH Ieno4yHoi docdaraszsl (> 6 BI'H), He MoxkeT ObITh PEKOMEHOBAHO
CHIDKEHHUE JI03bI U HE CIIelyeT 0€3 CTPOruX IMOKa3aHUH MPUMEHSATH JIOLIETaKCeIl.

KomOuHnanus ponerakcena ¢ MUCIUIATUHOM U (DTOPYPALIMIIOM TIPU JICYSHUH MAIIMEHTOB C PaKoM
KenyaKa He MPUMEHSUIach y MauueHToB ¢ moBbimeHneM aktuBHocTH AJIT w/mm ACT (> 1,5
BI'H) B coderaHuu C TMOBBINIEHUEM AaKTUBHOCTH Ielo4HoM ¢ocdarazer (> 2,5 BI'H) u
MOBBIIICHHEM KOHIIGHTpaluu Ounupyouna B kposu (> 1 BI'H).

VY TakMX MalMEeHTOB HE MOXET OBbITh PEKOMEHJJOBAHO CHM)KEHHE JI03BI U HE CIIeAyeT 0e3 CTPOruX
MIOKa3aHUH IPUMEHATD JOLIETAKCEIL

B Hacrosiee BpeMsi OTCYTCTBYIOT JAaHHBIE OTHOCHTEIbHO IIPUMEHEHHS JOLIETaKceNna B
KOMOWHAIIMY C PYrUMHU IIpenapaTaMu y MalueHTOB ¢ HApYIICHUAMH (PYHKIIUU TICYSHH.

ITpu npumenennu npenapara Jlonerakcen-Papm-CuHTE3 y NAIMEHTOB C HapylIeHueM (QpyHKIUN
NIEYEHUN CIIEAYET YYWUTBHIBaThb HAJIMUYME 3TAHOJA B KayeCTBE BCIIOMOIaTEIbHOIO BEIIECTBA (CM.
paznen «Ocolble yKazaHus»).

Ilayuenmyl ¢ Hapywenuamu QYHKyuu nouex

OTCyTCTBYIOT JaHHBIE IO NPUMEHEHHUIO JIOLIETAKCENA Y MALUEHTOB C TSKENBIMU HApyLIEHUSMHU
(GyHKLIUY TOYEK.

IlIpuzomoenenue pacmeopa onsa ungy3uu

Konyenmpam ons npucomoenenuss pacmeopa onn ungyzuti 20 me/mn: Ilpenapar morerakcemn
KOHIIGHTpAT Ui TPHUTOTOBIEHHUA pacTBopa aind uHQY3uid, 20 mr/l M He Hyxknaercia B
IpeBapUTEIHLHOM Pa3BEICHUN PACTBOPHUTEIEM U YK€ TOTOB JUIsl 100aBieHUs] B MH(Y3UOHHBIN
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 27.05.2025 N2 13416
pacTBop. (MOCNEOCBATENEHOCTE 0001)

Kaxnplii ¢gnakoH mpenaparta mpeiHazHaueH A OJHOKPATHOrO NMPUMEHEHHUS U JOJDKEH OBITh
Cpasy K€ UCIOJIb30BaH.

Ecnu npenapar XpaHUTCS B XOJOIMJIBHHMKE, MEPE] €ro HCHOJIb30BaHHEM JUIS MPUTOTOBICHUS
pactBopa ansi uHOY3mid, TpeOyeMoe KOIMYeCTBO (DIAaKOHOB C MpermapaTtoM HEOOXOAMMO B
TE€YEHHE 5 MUHYT BbIIEPKaTh P KOMHATHOU Temnepatype (He Boiie 25 °C).

HeoOxoumblit 00beM B COOTBETCTBUHU € TPEOyeMoOii 10301 BBOJUTCS B MEIIOK JUTst UH(Y3H WK
¢nakon, cogepxxanmii 250 ma 5 % pactBopa nexctpo3sl wiu 0,9 % pactBopa HaTpusi XJIOpUIA.
Ecmu tpebyemas moza momerakcena npesbimaer 200 mMr, To ee ciemyeT pa3BOAWTH B OOJbIIEM
oOwveme pacTBopa it HH(Y3UH, YTOOBI KOHIIEHTpAlUs JoleTaKcena He Obuia Boie 0,74 Mr/mi.
Conmepxumoe Memka Uit UHQY3UH wiM  QuakoHa cJlexyeT IepeMelaTb C  MOMOIIBIO
BpalaTeNabHbIX JBWXKEHUH. WMH(y3Hs NOJydeHHOro pacTBopa MOJDKHA OBITh NpPOBEJCHA HE
no3aHee 4 4 1ocie€ NPUrOTOBJIEHUS (BKIIouYas 1 4 BBeAEHMs) NP KOMHATHOW TeMIleparype
(amxke 25 °C) 1 0OBIYHBIX YCIOBHSIX OCBEIICHHOCTH.

[IpenBapuTenbHO CMEUIaHHBIA pacTBOp MpenapaTa JOLEeTaKced M pacTBOp JUid MHQPY3UHU, KaK U
mo0ble Apyrue mpemnaparbl s MapeHTePaJbHOTO MPUMEHEHHUs, HEOOXOJUMO  OCMAaTpUBAaTh
nepes] BBEICHUEM; IPH HAIMYMH OCa/IKa PACTBOP CIEAyeT YHUUYTOKHTb.

OcrtaTku mpenapaTa U BCE MaTepuaibl, WCHOJb30BAHHBIC JJIS €0 pa3BEACHUS M BBEICHHA,

CJICAYCT YTUIM3UPOBATH B COOTBECTCTBUU CO CTAaHAAPTHBIMU NPCAITMCAHUAMU.

IToGouHoe neiicTBHe

YacrtoTa BO3HMKHOBEHHMs HexenarenpHblX peakuuit (HP) ompenensnack B COOTBETCTBHH C
kinaccuukamperr BcemupHoit  opraHuzaiuy 3ApaBoOXpaHeHHs: oyeHb 4acto (= 1/10); gacto
(> 1/100 u < 1/10); mewacro (> 1/1000 u < 1/100); peaxo (= 1/10000 u < 1/1000); o4eHb penko
(< 1/10000); wacroTa Heu3BecTHa (HE MOXKET OBITh MOJCYATAHA HA OCHOBAHWU HMEIOIIMXCS
JAHHBIX ).

Monomepanusa npenapamom ooyemaxcena (75 m/m’ u 100 mz/m?)

Hapywenus co cmoponsl Kposu u tumghamuieckorl cucmembl

Quenwv yacmo

OOpatumasi 1 HEKYMYJISTUBHAs (HE YCHIIMBAIOIIASCS MIPU MMOBTOPHBIX BBEJCHUAX) HEHTPOIICHHS,
HabmonaBmascsa y 96,6 % mnauuenroB, He momydaBmux [-KC®. KomuuectBo HelTpoduion
CHWJKAETCS 10 MUHUMAJIbHBIX 3HAYEHUH B CpeHEM uepe3 7 nHel (y NalMeHTOB C MHTEHCUBHOM
NPEIIECTBYIOIEH  XUMUOTEparnuel 3TOT TepHoJ, MOXeT ObIThb  KOpode), CpemHss
MPOJOJIKUTENBHOCTD BRIpaXKEHHOM HelTponieHnu (< 500 KIeTOK/MKIT) TaKKe COCTaBIISICT 7 THEH.
®eOpusbHas HEUTpoTeHus!, MHPEKIMHU, aneMust (remorioOus < 11 r/mm).
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COOTBETCTBYET IKCMEPTHOMY OTUETY
ot 27.05.2025 N2 13416
Yaemo (NOCNENOBATENBHOCTE 0001)

Tsoxkenpie  WHGEKIWMH, COYETAIONIMECS] CO CHIDKEHHEM  KOJIMYeCTBa HEUTpOPHIOB B
nepudepudeckoir kpoBu < 500/MKI; TspKenble WHGEKIHUH, BKIIOYAs CETNICHC M ITHEBMOHUIO, B
TOM 4YHCIIE M C JICTAIBHBIM HucXo1oM; TpoMOonutornenus < 100000/mMKi1; KpoBOTEUCHUS,
couetaromuecs ¢ TpombonuTonenueit < 50000/Mkn, Tsoxenas aHemust (TeMoTI00uH < 8 r/111).
Heuacmo

Tspkenast TpOMOOITUTOICHUSI.

Hapywenus co cmoporvl uMMyHHOU cucmemul

Quenv yacmo

Anniepruyueckue peakiuu, 0ObIYHO BO3HHUKAIOIIME B TEUEHUE HECKOJIBKUX MHUHYT IOCIE Hadaia
BHYTPUBEHHOW MH(]Y3UU mpernapara JoleTakceN, ObIBAIOT JIETKO WJIM YMEPEHHO BBIPAKEHHBIMU
(«TpUIUBBDY KPOBU K KOXKHBIM TOKPOBaM; CBIIb B COYETAHHUU C 3YJIOM U 0€3 HEro; 4yBCTBO
CTECHEHUS B TPYH; 0O0JIb B CIIMHE; OJIBIIIKA; IEKAPCTBEHHAS JINXOPAIKa WA 03HOO).

Yacmo

Tspkenble aliepruyeckue peaklnu, XapakTepu3yIouecs CHKEHUEM apTepUaIbHOTO JaBICHUS
u/um  OpoHXO0CHmazMoM WIM  TEHEPATH30BAHHOUN CHIMBIO/IPUTEMON (pa3peniaiuch Mocie
MIPEKpAIeHNs] BHYTPUBEHHOU WH(Y3UH U TPOBEICHHSI COOTBETCTBYIOIICH Teparuu).

Hapywenus co cmoponvl HepéHoii cucmembl

Quenwv yacmo

Jlerko WM yMepeHHO BbIpaKeHHas Nepudeprueckas CEHCOpHas HeHpomaTws: MmapecTes3us,
au3ecTe3us, 00K, BKIIIOYAsh YYBCTBO JOKEHUS; HEHPOMOTOpPHBIC PEAKIMH, TIIaBHBIM 00pa3oM,
MPOSIBIIAIONINECS MBIIIEYHOH €1a00CThI0; HAPYIICHHE BKYCOBBIX OIIYIIICHUH.

Yacmo

Tspxenas nepudepuueckasi ceHCopHas Helpornatusi U nepudepudeckas MOTOpHas HeWpomatus
(3—4 crenenu TsHKECTH), B HEKOTOPBIX cliydasx (2 %) TpeOyromiie mpeKkpameHus JeUeHusI.

Peoxo

Tspxenoe HapylIeHUE BKYCOBBIX OLYLIEHUN.

IIpy BOSHUKHOBEHUH 3TUX HEBPOJOTHYECKUX CUMIITOMOB CIEAYET  IMPOBECTH  KOPPEKIUIO
pexuMa J103UPOBAHUSL.

Ecnau cumntomsl HeliponaTUM COXPaHSIOTCA, TO JICUEHUE ClIeqyeT Mnpekpatuth. CpenHee BpeMs
JI0 CTIOHTAHHOTO Pa3pelIeHUs HEHPOTOKCUUYECKUX PeaKIuil cocTaBiisiio 81 neHb OT uX Hayana (ot
1 no 741 nus).

Hapywenus co cmoponwl cepoya

Yacmo

Hapymenus cepaedsnoro purma.
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COOTBETCTBYET IKCMEPTHOMY OTUETY
ot 27.05.2025 N2 13416
Heuaemo (NOCNENOBATENBHOCTE 0001)

CepaeuHast HEIOCTaTOYHOCTb.

Hapywenus co cmoponwsl cocy0og

Yacmo

[ToBbIlIEHNE WIIM CHUKEHUE apTEPHATBHOTO JTaBJICHHUSL.

Hapywenus co cmoponsl ObixamenbHOU cucmembvl, OpeaHo8 2pyOHOU KemKu U cpeooCmeHUs
Quenwv yacmo

OplIka.

Yacmo

Tspxenas ogpIka.

Kenyoouno-xuweunvie Hapyuienus

Quenwv yacmo

TomHoTa, pBOTA, THApEst, aHOPEKCHUsI, CTOMATHT.

Yacmo

Tspkenast TOIIHOTA; TsDKEas PBOTA; TsHKeNas IWapes; 3amop; TsDKENbIM CTOMATuT; 330(arur;
001 B )KUBOTE, BKIIIOYAsI CHIIBHBIE; KEITyJOUHO-KUIIICYHbIE KPOBOTEUECHHSI.

Heuacmo

Tspkenble )KeTyI0YHO-KHUIIIeYHbIE KPOBOTEUCHHSI, TSAXKEIIbIE 3aM0PbI, TSHKETBIN 330(arur.
Hapywenus co cmoponbl nevenu u sHceniesblgoo0suux nymetl

Yacmo

[Mosbrmienne axktuBHOCTH ACT, AJIT, menouHoit ¢ocdarazbl 1 KOHIEHTpaUUu OMIUpyOHHA B
CBIBOPOTKE KpOBH, Oojiee ueM B 2,5 paza npesbimatoriee BI'H.

Hapywenus co cmoponvl Kodxtcu u NOOKOHICHbIX MKAHeLl

B HeKoTOpBIX clydasx JOMOJHUTEIBHOE BIMSHUE HA BOZHUKHOBEHHE ATHUX PEAKLUN OKa3bIBAJIO
COYETaHHE HECKOJIBKUX (aKTOPOB, TAKMX KaK COMYTCTBYIOIIHME HH(MEKIHH, COIYTCTBYOILIAs
Teparus 1 OCHOBHOE 3a00JIeBaHHE.

Quenwv yacmo

OOpaTuMble KOXHBIE PEaKInu, OOBIMHO cab0 WIIM YMEPEHHO BBIPAKEHHBIC: JIOKATM30BAHHBIC
BBICHIMIAHUS, TJIABHBIM O00pa3oM, Ha KUCTSIX M cTomax (BKJIIOYAs TSDKEJBIM JIaJlOHHO-
MOJIOLIBEHHBIA CHHIPOM), a TaKKe Ha pyKax, JUIEe M TPYAHOH KJIETKe, KOTOpble 4YacTo
COIIPOBOX/IAIOTCS 3yAOM. BBICHITaHMS OOBIYHO BO3HHMKAJIM B TEUCHHWE OJHOM HENENH IOcCIie
BHYTPHUBEHHON MH(]Y3UH JIOIIETaKCeNa.

Hapymenus co cTOpOHBI HOTTeH XapaKTEpHU3YIOTCS THUIO- M THIEPIUTMEHTalueld, OOJbio U
OHHMXOJIM30M (OTCIIOEHUEM HOTTEBOM IJIACTUHKHU OT HOTTEBOTO JIOXKA).

Anonenusi.
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COOTBETCTBYET IKCMEPTHOMY OTUETY
ot 27.05.2025 N2 13416
Yaemo (NOCNENOBATENBHOCTE 0001)

Tspkenble KOKHBIE PEAKIUHU, TAKME KaK BBICBIIAHUS C IOCIEAYIOIIEH JeCKBamMaluen, KOTOpble
MOTYT MOTpeOOBaTh MPEePbIBAaHUE WU MPEKpAIEHHE JICUCHHUS T0IIETAKCEIIOM.

Heuacmo

Tspxenas anonenus.

Hapywenus co cmoponbl Mblued O, CKelemHOU U cOeOUHUMENbHOU MKAHU

Quenwv yacmo

Muainrus.

Yacmo

Aptpanrusi.

Obwue napyuwienus u peakyuu 6 mecme 66e0eHuUs

Quenwv yacmo

ACTeHHus, BKJIIOYas TSDKEIYI0 AacTEHHUIO; TEeHEPaIM30BAaHHBIM M JIOKAJM30BAHHBIA 00J1€BOM
CHHJIPOM, BKJIFOUasi 00JIM B IPyJHOM KiIeTKe 0e3 BOBJICUCHHSI CEp/Illa WU JIbIXaTeIbHBIX ITyTEH.
3anepiKKa JKUIKOCTH: COOOIIANIOCh O PAa3BUTHH NMEpU(EepUUECKUX OTEKOB M YBETUUYEHUH MAaCChI
Tela U MEHEE 4acT0 — O DPAa3BUTUM IUIEBPAIBHOTO M IEPUKApAUAILHOTO BBINOTA, ACLUTA.
[lepudepruyeckne 0Tekn OOBIYHO HAYMHAIUCH C HWHKHUX KOHEYHOCTEH M MOTJIM MEPEXOAUThH B
reHepaJIM30BaHHbBIC C YBEJIMUECHHEM MACChl Tella Ha 3 KT U Ooiee. 3a7epikKKa KUAKOCTH SBIISCTCS
KyMYJISTUBHOU (YBEIMUMBAETCS IPU NOBTOPHBIX BBEJICHUAX IIpenapara). 3aepKKa >KUIKOCTH He
COIIPOBO’K/1aJ1ach OCTPBIMHU AMHU301aMH OJIUTYPUH WIIM CHUXKEHUS apTEPUATILHOTO JABJICHUS.
Yacmo

Peakiun B Mecte BBeICHHUS NpenapaTa OObIYHO €1a00 BBIPAKEHHBIE U IMPOSBIAIOTCS B BUIC
THIIEPIIUTMEHTALINY, BOCHAJICHHS, TOKPACHEHUSI WM CYXOCTH KOXKH, (JIeOUTOB, SKCTpaBa3alliu
WM OTEKA BEHBI.

Tspxenblie GopMbI 3a1€PIKKU JKUAKOCTH.

VY manueHToB, NOJy4yaBIIUX JEUEHHE JOIIETaKCeIoM B MOHOTepanuu B 03¢ 100 Mr/M°, MeIMaHa
CyMMapHOW J03bI 10 OKOHYAHMS JICUCHHS 10 MPUUMHE 33/EP>KKU KHJIKOCTH COCTaBIsIa Oosee
1000 Mr/m%, a MeMaHa BpeMEHH JI0 0OpPaTHOTO Pa3sBUTHS 3aI€PKKH KUIKOCTH — 16,4 Henenu (oT
0 mo 42 venenb). Y MalMEHTOB, KOTOPBHIM MPOBOJIMIIACH TIPEMETUKAIIMS, HAaOII01a1ach OTCPOUKa
Hayajla yMEpPEHHOW WM BBIPDAKEHHOW 3aJCpP)KKH KUIKOCTH (CpEeJHHE CYMMAapHbIE J03bl
JOLeTaKceNa, Py KOTOPBIX HAOIMI0AanIach 3afepikKKa *KUIKOCTH, COCTABIISIIM MPU MPOBEACHUH
npemequkanuu 818,9 Mr/m%, a Ge3 mposeieHus npeMeaukanuu — 489,7 Mr/mM?), OIHAKO B
HEKOTOPBIX CIy4asX 3aJepikKKa >KUIKOCTH Pa3BUBAIACh YK€ BO BpEMs IEPBBIX KypCOB TE€pAIHU.
Heuacmo

TspKenblii reHepan30BaHHbIA U JIOKAIN30BaHHBIA 00JIEBOM CHHAPOM; BKIItOYast 00U B TPyIHOM
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ot 27.05.2025 N2 13416

KIIeTKe 6e3 BoBIIeYeHns cepaua u apixatensubix myret, || D CTEOOBATENEHOCTE D001

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

Ilpenapam /loyemaxcen-@apm-Cunmes 6 KomOuHayuu ¢ Opy2umu npenapamamu

Ilpenapam Jloyemaxcen-Dapm-Cunmes 6 KoOMOUHAyuU ¢ 0OKCOPYOUYUHOM

B nenom HexenatenbHbIC SBJICHHUS Yy MAlMEHTOB, MOJYYaBIIMX JOLETAKCE] B KOMOWHAIMU C
JTOKCOPYOHIIMHOM, aHAJOTUYHbI TAKOBBIM IIPH IPUMEHEHUH JIOLIETaKCceNla B MOHOTEPAITUH.

[Ipy npUMEHEHUH JOLIETaKcela B KOMOWHAIMM C JOKCOPYOMIIMHOM, MO CpPaBHEHHMIO C
MOHOTEpanuei JoleTakceaoM, Habmoganack OoJbIas YacToTa HEUTPONEHHH, BKIIOYAs
TSOKETYI0 HEUTpomneHuto; (eOpuiIbHON HEUTPOIEHUH; TPOMOOLMTONCHUH, BKIIOUAS THKEITYIO
TPOMOOIIMTOTIEHUIO; aHEMHUM; WHQEKIMHA, BKIIOYas TsKENble WH(EKIMU; TOIIHOTHI; PBOTHI;
ayapeu, BKIIOYas TSDKEIYH0 JAMapero; 3arlopa; CTOMAaTuTa, BKIOYas TSDKEIbIM CTOMATUT;
CEpJEYHON HENOCTaTOYHOCTH; AJONEMH; HO MEHbIAsg 4YacToTa aUIEPIHUUYECKUX peakluil;
KOXHBIX PEAKIMH, B TOM YMCIE U TSDKENbIX; MOPAKEHUS HOITEH, B TOM YUCIE U TSAKEIBIX;
3aJIepKKH JKUAKOCTH, B TOM 4YHCIE M TSDKENOH; aHOPEKCHUHU; TepupeprUuecKord CEHCOPHOM
HeljporiatTin ¥ mepuepudeckoil MOTOpPHOM HeHpomaTuy, BKJIIOYas TsoKeIble (OpMBI;
TUIOTEH3UH; HAapyLIEHUH pPUTMA; IOBBIIEHUS AKTUBHOCTU «IIEUYEHOUYHBIX» TpPAaHCAMUHA3,
IeI0YHOH (pocdaraspl, KOHLEHTpAIMK OMIHPYOHA B KPOBH; MHAJITUHU; ACTCHUU.

Ipenapam Jloyemaxcen-@apm-Cunmes 8 KOMOUHAYUU ¢ OOKCOPYOUYUHOM U YUKIohochamuoom
(cxema TAC)

IIpp npumMeHeHMM HOTOM  XMMHOTEPANIEBTUYECKOM  CXEMbl  OTMEYAIUCh  CIEAYIoLue
HEXXeJIaTeNIbHbIE PEaKIMi BCEX CTENEeHEH TKeCTH: MH(EKIUH, HeUTPONeHNYeCKUe WH(EKIUH,
aHeMusi, HelTponeHus (B ToM uucie (peOpriibHas HEHTpOneHus), TPOMOOLUTONICHHUS, PEaKIUn
THIIEPYYBCTBUTEIBHOCTH, AHOPEKCHs, HapyLIICHHE BKYCOBBIX OIIYIIEHUH, mnepudepuyeckas
CeHcopHas U nepudepuyeckas MOTOpHAs HeWpomnaTus, 0OMOPOK, COHJIIMBOCTh, KOHBbIOHKTUBUT,
MOBBIIIEHHOE CJIE30T€UCHUE, APUTMUS, IPWIMBBD KPOBHU, apTepUalibHasi TUIIOTEH3Us, (HiaeOuT,
TuMQaTHIecKuil 0TeK, Nmepudepuveckuii OTeK, Kalleib, TOIIHOTA, CTOMATHT, PBOTA, JIUapes,
3arop, 0OJb B JKUBOTE, aJIOMEIHs, TOPaKeHUE HOI'TEH, MOPaKEHUE KOXKH, MUAITHS, apTparHs,
aMeHopesi, aCTeHUS, IMXOPaJIKa PU OTCYTCTBUHU MH(PEKINH, YBEIUYCHNE/CHUKEHUE MACChI Tela.
[Tpodpunaktuueckoe npumenenne [-KCP  ymeHbIIano 4yacToTy BO3HMKHOBEHMS HEHTPOIICHUU
(1a 60 %) u HelTponeHnYecKUX UH(PEKINI 3—4 CTeNeHH TSHKECTH.

JIONOJHUTENFHO HaOMIOJAUCh: KOJIUT, SHTEPUT, Nepdoparyst TOJICTOW KUIIKKA Oe3 JIeTalbHBIX
uCcX0J10B (y 2-X U3 4-X MalMeHTOB NMOTPeOOBATIOCH NMPEKPAIEHUE JICUCHHST), OCTPBIA MUETOUIHBINA
JIEMKO3/MUEIIOIUCIINIACTUYECKAN CHH/IPOM, apUTMHH BCEX CTENEHEH TSKECTH, apTepualbHas
TUIIOTEH3US BCEX CTETIEHEN TSDKECTH, 3aCTOMHAs CepieuHasi HEI0OCTaTOUYHOCTb.

[Tpu nmonrocpounom mepuone Habmoaenus (10 et m 5 mecsneB) ObUIM OTMEYEHBI: 3 CIydas
pa3BUTHUS 3aCTOMHON CEpAEUHON HENOCTaTOYHOCTH; 1 cilydail quiaTalilMOHHOW KapAMOMMOIIATHH
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ot 27.05.2025 N2 13416

C JIeTaJbHBIM HUCXOJIOM; OCTpBIN Jeiko3 (1 ciydait); aﬂd{@&};;@;h$t‘%%ﬁ%T®3;f;ﬂéﬂnﬂ

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

aJIOTIeM BO BpeMsi HAOJIIOJICHNS), aMEHOpes, aCTeHUs, TUM(paTHUECKUNA 0TeK, nepudepuyeckuit
OTeK, mepudeprueckasl ceHCopHas HeliponaTus. bonbmmHcTBO croiikux HP paspemmnuce B
Nepro T HAOIIOICHHUSI.

Ipenapam JJoyemaxcen-@apm-Cunmes 6 KOMOUHAYUU C KAneyumaouHom

[Ipy mpuMeHeHUM AOIETaKceNla B KOMOMHAIMU C KaleluTaOMHOM OTMEYAIIMCh CIIEAYIOIIne
HeXKellaTelIbHbIC PEaKIMU BCEX CTEMEHEH TSIKECTH: CTOMATHT, Iuapes, TOIIHOTa, PBOTA, 3arop,
00Jb B )KUBOTE, 0OJb B BEPXHEH YacCTH JKUBOTA, AUCIICIICUS, CYXOCTh B TIOJOCTH PTa, JIAJOHHO-
MOJOIIBEHHBIA CUHAPOM, aJONELMs, MOPAXKECHUSI HOITEN, U3MEHEHUS 1[BETA HOT'TEM, OHUXOJIN3,
JIepMaTUT, SPUTEMATO3HAs ChIllb, ACTCHUS, JTUXOPAJKa, TOBBIIICHHAS YTOMIISIEMOCTh, C1a00CTh,
0071b B KOHEYHOCTSX, JIeTaprusi, OOJEBOW CHHIPOM, HApYIIEHHE BKYCOBBIX OIIYIICHUH,
napecre3us, TOJOBOKPY)XCHHE, TOJOBHas Ooiib, mepudepudeckas HeWpomaTHsi, aHOPEKCHS,
CHIDKCHHME aIlleTuTa, 00C3BOKHMBAHHME, CHMIKCHHMEM MacChl TEla, TOBBIIICHHOE CIE30TCUCHHE,
MUANTUs, apTpairus, O00Jb B CIWHE, OTEKH HIDKHUX KOHEYHOCTEH, 0OJbh B Tropie, OJBIIIKa,
Kallleib, HOCOBOE KPOBOTEUEHHWE, KAHAWUIO03 POTOBOM TOJOCTH, HEUTPOINEHHS, AaHEeMUS,
TPOMOOIIMTOTIEHUS, TUIIEPOHITUPYOHHEMUSI.

[To cpaBHeHuio ¢ mamueHTaMu OoJiee MOJIOJIOTO Bo3pacTa y manueHToB 60 5eT u crapiie,
MOJTy4aBIINX KOMOWHAIIMIO JOLIETaKCeNa C KamenuTaOWHOM, dYalle OTMEYaJoCh pasBHTHE
TOKCUYHOCTH 3—4 CTENEHU TKECTH.

IIpenapam JJoyemaxcen-@apm-Cunmes 8 KOMOUHAYUU C MPACIY3YMAOOM

Y manweHToB, TMOJNyYaBIIUX KOMOHWHAIMIO JOLETaKcela ¢ TpacTy3yMaOOM OTMEuYanch
CIIEYIOIME HEXKENaTeIbHbIE PEaKIMM BCEX CTEMEeHEH TSDKECTH: acCTCHHUS, TIOBBIIICHHAS
YTOMJISIEMOCTh, BOCHAJIICHUE CIU3UCTONM OOOJIOUKH, JIMXOpajKa, OOJEBOH CHHIPOM, JIETapTHs,
00Jb B TPYTHOU KJIETKE, TPUMIIONOJI00HOE COCTOSIHHME, 03HOO, ajomnerus, MopaKeHue HOTTEH,
CBIllb, JpUTeMa, Tepudeprudeckuil OTEK, yBETUYEHHWE MAacChl Tena, JUMQPATHYECKUN OTeK,
TOIIHOTA, TUapes, PBOTa, 3arop, CTOMATHUT, 0OJIb B KUBOTE, TUCICIICUs, MApPEeCTe3us, TOJIOBHAs
00i1b, HapyIIeHHE BKYCOBBIX OIIYIIEHUH, rumecte3us, (eOpunbHas HEUTPONEeHUs WK
HEUTPOTICHUYECKUH CerCHC, Ha30(hapUHTHUT, MUAJTHUs, apTpairus, 00JIb B KOHEYHOCTSX, 0OJb B
cnuHe, 0OJIb B KOCTSAX, KaIllellb, OJIBIIIKA, OO0Jh B OOJACTH TJIOTKM H TOPTaHH, HOCOBOE
KPOBOTEUYECHHE, PUHOPEs, CIE30TECYCHNE, KOHBIOHKTUBUT, aHOPEKCHS, OECCOHHUIIA, TOKCUYECKOE
MIOPAKEHHUE HOI'TEH.

[Io cpaBHEHHI0O ¢ MOHOTEpamueld JOLETAKCeIOM HaONIONANOCh YBETUYCHHE YacCTOTHI
BO3HUKHOBEHUS TsDKenbix HP.

Yamre oTMeUaMch HEXeNaTeNbHbIC PEaKui 4 CTENEHU TSHKECTH, CIIydau Pa3BUTHS CEpICUHOM
HEJOCTAaTOYHOCTH (OCOOCHHO y TAIMEHTOB, MPEABAPUTEIHHO IOTYYaBIINX AHTPAIMKIMHBL B
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KaueCcTBE AaIbIOBAaHTHOM TEpaIluu), OJHAKO PEXKE Hadﬂgﬁén%'%ﬁi&ﬂéﬁi;CJA'Z'EJE'eHeHH

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

TSYKECTH.

IIpenapam J{oyemaxkcen-@apm-Cunmes 6 cxeme AC-TH

(cm. pazpen «Croco0 MPUMEHEHHUS U I03bD))

IIpuMeHeHue 3TOM CXEeMBI, 110 CPAaBHEHHIO C MOHOTEPANHEH JOLETAKCEIOM, COIPOBOKIAIOChH
YBEITMUEHUEM YacTOTHl BO3HMKHOBEHHMs MHOTMX HP: wamie HaOmronaiuch ajomenus, aHeMus,
BKJIIOYAs aHEMHIO 3—4 CTENeHU TSHKECTH, TPOMOOIMTONCHHUSI, BKIII0Uasi TpoMOoTonenuio 3—4
CTETICHH TSDKECTH, TOIIHOTA, BKIIIOYAs TOUTHOTY 3—4 CTETIEHH  TSDKECTH,  CTOMAarTuT/(apuHTHT,
M3MEHEHUE BKYCOBBIX OUIYILEHHUH, pBOTa, Iuapesi, 3amop, aHOpeKcus, Ooiau (B TOM dHCIe
cactuueckue) B xkuBoTe, mnosbimieHne akTtuBHOcTH ACT, AJIT m menounoit ¢ocdarassl,
runepOmMpyOnHeMHUs, MUANTHs, U3MEHEHUE HOTTEeH, apTpalirus, HHPEKIMU C HEUTpoIrieHHen 3—
4 creneHu TSHKECTH, CEpAEUHAs HEOCTATOUYHOCTb.

He Habmiomanoce yBenmuueHUs 4yacToThl (eOpuibHOM HelTponeHun. Pexe oTMevanuch
HeliTporiennss 3—4 CTeNeHM TSDKECTH, 3aJepikKKa KHUAKOCTH, MepudepruecKas CEHCOpHas u
MOTOpHAasl HEWpoIaTus, ChbIIIb M JECKBaMallus, aJIEprUuyeckue peakuuu. JlONOoIHUTEIBHO
Habroanuch: OECCOHHMIIA, TOBBIIICHWE KOHIEHTPALUU KpeaTHHWHA B KPOBH, IMOBBIIICHHAS
YTOMJIIEMOCTb, HEPETYJISPHBIE MEHCTPYaIlH, <«IPHJIUBBI» KPOBH K KOXXHBIM TIOKpPOBaM,
CJIe30TEUCHHUE, TUCTICTICUS/U3KOTa, TOJIOBHAsE 00JIb, OJIBIIIKA, YBETMUEHUE MACCHI TeJa, CHUKECHUE
Macchl Tema, Juxopaaka (06e3 HelTponeHun), 00JIb B KOCTSIX, 00JIEBON CHHIAPOM, KOHbIOHKTHBHT,
TOJIOBOKPYXXEHHE, MPEI0OMOPOYHOE COCTOSHHE, JIaIOHHO-TIOIOIIBEHHbBI CHHAPOM, HOCOBOE
KPOBOTEUYECHHE, CYXOCTh KOXH, Kalllellb, PUHUT, 03HOO, peaklusi B MECTE BBEJCHUS Ipenaparta,
CyXOCTb BO pTy, Taxukapaus (B TOM 4YHCIE CHHYCOBas), apTepuaibHas T'MIOTEH3U,
JICUKOLIUTONECHNUS, NH(PEKIIMH C HEU3BECTHBIM A0COJIOTHBIM YHCIOM HEHUTPO(UIOB, MHEKIHH
0e3 HelTpoIeHHH.

Kombunayus npenapama [Joyemaxcen-Papm-Cunmes ¢ yucnaamunom uiy KapooniamuHom

IIpy npuMeHEHHM 3TUX CXEM XMMHUOTEpANMM MO0 CPABHEHHIO C MOHOTEpANMEN JIOLIETAKCEIOM
qaimie BO3HUKAIM TPOMOOIIMTOINEHUS, BKIIOYAs TPOMOOLMTONEHHI0 3—4 CTeNeHu TsDKecTH (B
OoJbLIel CTENEeHU NMPH NPUMEHEHUH KapOoIIaThHA); TOIHOTA, BKIOYask TOIHOTY 3—4 CTeneHn
TSOKECTH, pPBOTA; auapes 3—4 CTENeHW TSHKECTH; aHopekcus (B Oombliell CcTeneHW Mpu
MPUMEHEHUH UCIUIaTUHA), BKJIIOYAsi aHOPEKCUIO 3—4 CTENEHU TSKECTH; 3a10p; PEaKIUU B MECTE
BBeqeHUs. ONHAKO pexe HaOMoJamich HEHTPONEeHMs, BKJIIOYAsh HEUTPONEHUI0 3—4 CTeneHH
TSOKECTH; aHeMHs, BKIIOYas aHeMHIO 3—4 CTemeHu TsKecTH, uHOeKkuy; ¢GedpuiabHas
HEUTPONIEHUS;, AJUIEPrUYECKUE PEaKLMU; KOJKHBbIE pEaKlIMM; NOpAKEHUE HOITEH; 3aJepKKa
KHUJIKOCTH, BKIIIOYAsl 3a/I€PXKKYy KHJIKOCTH 3—4 CTENmeHH TsKecTH (B OOJbILICH CTENeHH IpH
IPUMEHEHUH KapOOIUIaTHHA); CTOMATUT, nepudepryueckas CEHCOpHAs W, B MEHBILIEH CTENeHH,
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nepudeprdeckasi MOTOPHAsE HEHPOTIATHSL; aJOTCHus; acTéii ¢ Nataises. | ETTEHOCTE 0001)

JIONOJHUTENFHO HAOMIONAINCh: JMXOpajika NpU OTCYTCTBUM HHGEKIHMH, B TOM uyucie 3—4
CTCIICHH TSHKECTH; 0OJIb.

Kombunayus npenapama [oyemaxcen-Papm-Cunmes ¢ npeOHu3010HOM Ul NPeOHUIOHOM

[Ipy mpuMeHEHHH JOlLIeTaKceJa B KOMOWHAIMM C MPEIHU30JOHOM WM TPEAHU3OHOM JUIS
JICYCHUS. Memacmamuyecko20 KacmpayuoHHO-pe3UCmeHmHo20 paka npeocmamenbHou dcenesbl,
[0 CPaBHEHMIO C MOHOTEpANMed JOLETAKCEIOM, 3HAYMTEIbHO YMEHbLIAIACh 4YacToTa
BO3HUKHOBeHUs HP: anemuu, B ToM yncne 3—4 creneHu TsoKecTH; WHGEKIUid; HEHTPOTIeHnH, B
TOM umcie 3—4 CTENeHH THKECTH; TPOMOOIMTONEHUH; (PeOpUIbHON HEHUTPOINeHHH; CIaboCTH;
AJUIEPTUYECKUX pPeakUuil; nepupepudyeckoil CEeHCOPHOH W MOTOPHOM HeWpomnaTHu; aJoNeluu;
CBINIM; JECKBAMAIMH; TOIIHOTHI; JHAPEH; CTOMATUTa/(papuHIUTa; PBOTHI, aHOPEKCUH; MUAITUU;
apTparuM; 3aJepKKH JKUJIKOCTH; HO 4Yalle HaONI0JaluCh HapylIeHHEe BKyca W CeplAedHas
HEJ0CTaTOYHOCTb.

JIONOJHUTENFHO HAOMIONANNCh: HOCOBOE KpPOBOTEUEHME, Kalllelb, OJBIIIKA, MOBBIIICHHAS
YTOMJISIEMOCTb, CIE30TEUEHHNE, U3MEHEHHS HOTTEN.

[Ipy npuMeHeHMM JOlETaKcena B ~ KOMOMHALMM C TPEAHU30JOHOM WM TPEIHU30HOM H
aHTHAHJPOT€HHOM Tepanueu 1Jisl JEUEHUS Memacmamuyecko2o oOpMOHOYYECMBUMENbHO20 PaKa
npeocmamenvbHoll dcene3vl HabIMoaanock pazpurue ciaenyomux HP: Heirponenus/hedbpunbHas
HEUTPONIEHUsI (B TOM UYMCIIE > 3 CTENEHU TSDKECTH), aHEMMUSI, pEaKI[M1 TUIIEPUYBCTBUTEIBHOCTH (B
TOM 4HUClIe > 3 CTENEHH TSHKECTH), MUadeT (B TOM 4YHCie > 3 CTENEHW THKECTH), aHOPEKCHS,
OeccoHHUIIA (B TOM 4YHMCIE > 3 CTENEHU TSKECTH), CEHCOpHasi HeiporaTus (B TOM yucie > 3
CTETIEHH TSKECTH), TOJIOBHAsh OO0JIb, TOJIOBOKPYXKEHHE, HapyIICHUs 3pEHUs, apTepuaibHas
THIIOTEH3Us, OJBbIIKAa (B TOM YHClIe > 3 CTENEHM TSDKECTH), Kallellb, MH()EKIUU BEepXHUX
JBIXaTeNbHBIX TMyTeH (B TOM 4ucie > 3 CTeNneHH TSDKeCTH), (papuHruT, quapes (B TOM uyucie > 3
CTETIEHH TSDKECTH), CTOMATHUT, 3aI0p, TOIIHOTA, AUCHENcHs, 00JIb B )KUBOTE, METEOPU3M, PBOTA (B
TOM 4YHcClie > 3 CTENEHU TSHKECTH), ajlonenus (B TOM YUCIE€ > 3 CTENEHU TAKECTH), U3MEHEHUS
HOTTEeW (B TOM 4YMcie > 3 CTENEHH TSKECTH), ChIllb, MHAJITHUsS, TPUIIIONOJIOOHBIE CHMIITOMBI,
neraprus (B TOM YHCIE€ > 3 CTENEHU THKECTH), aCTCHUs, OBBIILIEHUE TEMIIEPATyphl Tena (B TOM
quciie > 3 CTENEHHU TSHKECTH), KaHIUA03 MOJIOCTH PTa, 3aJEPHKKaA KHUIKOCTH, TMIOKATIbIUEMHUSI,
runodocdareMus (B TOM 4UCIE > 3 CTEIEHU TSHKECTH ), TUIIOKATHEMHUSL.

Kombunayus npenapama [oyemaxcen-Papm-Cunmes ¢ yucniamunom u hmopypayuiom

[Ipu npuMeHeHHM 3TOW KOMOWHAIMHM, MO CPAaBHEHHUIO C MOHOTEpAmHMel JOLIETaKCeJIoM, dalle
HaOJI01aMMCh HEUTPOTIEHUS, aHEMUS, B TOM uHcie 3—4 CTENeHH TsDKECTH; TPOMOOIUTONEHUS, B
TOM umcie u 3—4 creneHu TsbkecTH; (eOpriibHasE HEHTPOIIEHHs; HEUTPOTIEHMUECKIE HH(PEKITUH
(maxxe npu npumeHenuun [-KC®); TomHOoTa; pBOTa; aHOpPEKCHUs; CTOMATUT;, JUapes;
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a30¢arut/aucharus/60u TPH TIIOTAHUH; PEXKE HaGHMQH%;':é@E%M':&EQpQ;IQQdKHe

peaknuu; 3a7epikKa KHUAKOCTH; Tepudepudeckas CEHCOpHas U mnepudepudeckas MOTOpHas
HEHponaTHs; MUAITHS; aJollelus; Cblllb, 3y[A; INOPaXEHWE HOITEW; KOXKHAas JIeCKBAMaLUs;
HapyILIEHUs PUTMa CEpLa.

JIONOJHUTENIFHO HAOMIOANINCH: JIMXOPaJIKa MPH OTCYTCTBUHM MHQEKIMU; JIeTaprus (COHIUBOCTD,
3aTOPMO’KEHHOCTb, OLIETIEHEHNE); U3MEHEHUS CIIyXa; FOJIOBOKPY)KEHHE; CIIE30TEUEHHUE; CyXOCTh
KOXKM; UKOTA; MIIEMHs MHOKap/a; BEHO3HbIC HapyIIeHHs; 00J1M, 00YyCIOBIIEHHbBIE OITyXOJIBIO;
KOHBIOHKTUBUT; CHWKEHHE MAacCChl Tela, 3arop, >KeIyI0YHO-KUIIEYHOE KPOBOTEUYEeHUE, 00Jb (B
TOM YHCJIE CIIACTUYECKasi) B )KUBOTE, HapyILlIEHHE BKYyCa, OCA3aHUS U OOOHSIHHUS.
[Tpopunaktuueckoe mnpumeHenne [-KCO cHmwxkaer dYactoTy pa3BuTHS — (PeOpUIIbHOM
HEUTPONIEHNN W/MIM HEUTPONIEHUYECKUX NH(EKIIMOHHBIX OCTI0KHEHHM.

/lannvie, noayuennvie npu nOCMPeSUCMPAyUOHHOM NPUMEHEHUU 00U emaKcena
Hobpokauecmsennule, 310KkauecmseenHvle U HEYMOYHEHHbLE HOBO0OPA308AHU (8KNIOYASL KUCTIbL U
noaunvl)

Heuacmo

OcTpblif MUEIOUIHBIN JIEUKO3 U MUEJIOAUCIIACTUYECKUN CUHIPOM, CBSI3aHHBIE C JIOIIETAKCEIIOM,
IpPU €ro MPUMEHEHHH B COYETAaHHHM C JAPYTUMHU XMMHOTEPANEBTHUYECKUMM CPEICTBAMH H/WUIIH
00Iy4eHHEM.

Yacmoma Heuszsecmua

Bropeie nmepBudHbIE HOBOOOPa30BaHUS, BKIIFOYAs HEXOHKKUHCKYIO TUM(OMY M paK MOYKU, TPU
MPUMEHEHUHU JOLIETaKCella B COYETAaHUM C JIPYTUMHU XUMHUOTEPANEBTUUECKUMH IpenapaTami,
aCCOIMUPOBAHHBIMU C PA3BUTHEM BTOPBIX MTEPBUYHBIX HOBOOOPA30BaHUH.

Hapywenus co cmoponvl kposu u aumgpamuseckotl cucmemol

Coo0mranock 06 yrHETEHUH KOCTHOMO3TOBOT'O KPOBETBOPEHHUS U APYTUX TreMarosiorndecknx HP.
Coo0Omranock 0 pa3BUTUM CHHIPOMA IUCCEMUHUPOBAHHOTO BHYTPHUCOCYIWCTOTO CBEPTHIBAHUS
kpoBu (/[IBC-cunapoma), uacto B COYETAaHMM C CEINCHCOM WM  TOJHMOPraHHON
HEJI0CTaTOYHOCTHIO.

Hapywenus co cmoponvl ummyHHoU cucmemsl

Peoko

AHauIaKTUYEeCKUH IIIOK, WHOTJA C JETAJbHBIM HCXOJOM. Y TMAIMEHTOB, MOJIy4aBIIUX
MpeMEUKAIIMIO, TaHHBIEC CIy4ar OYEHb PEJIKO MPUBOJIUIIH K JIETATILHOMY UCXOTY.

Yacmoma Heuszsecmua

COOGH.I&HO Cb O pa3BUTHUH peaKI_[Hﬁ THIICPUIYBCTBUTCIIBHOCTH C MNOTCHIHUAJIBHO JICTAJIbHBIM
HCXO0JOM Ha JAOLCTAKCCI, Yy MNaUCHTOB, Y KOTOPBIX paHCC OTMCHAIMChL PCAKIUU
TUncpYyBCTBUTCIIBHOCTH HA IMAKIIUTAKCCIL.
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Hapywienus memabonusma u numanus (MOCNEQOBATENEHOCTE 0001)

Coolmasioch 0 cioydasx pas3BUTHS HapylIeHUH sJekTpoiauTHoro Oamanca. Coolmanochk o
Pa3BUTUHU CIIy4aeB TUIMIOHATPUEMHUH, TTIABHBIM 00pa3oM, B COUETAHHUU C JIETUApaATALlUeH, pBOTOM U
nHeBMOHMEH.  OTMeyanuch  Clydad  pa3BUTHS  TUIMOKAJUEMUH, TUIOMAarHUEMHH H
THITOKAJIBIIUEMUH, OOBIYHO CBS3aHHBIE C JKEITYJOYHO-KUIIEYHBIMU HAPYIICHUSIMH, B YACTHOCTH, C
muapeeid. CooOmanoch O ciaydasx pa3BUTHsS CHHIpPOMA JIU3UCA OIMYXOJIM, WHOT/A C JICTaIbHBIM
HCXOJIOM.

Hapywenus co cmoponvl HepeHoll Cucmembl

Peoxko

Cynmopors WM Tpexojsmias MOoTeps CO3HAHWS, UWHOT/A pa3BUBAIOIIMECS BO BpeMs
BHYTPHUBEHHOT'O MH(]Y3MOHHOTO BBEACHUS IIpernapara.

Hapywenus co cmoponvl opeana 3penus

Peoxko

Cne3oTeueHre B COYETAHUM C KOHBIOHKTUBHUTOM WIM 0€3 HEro M OYEeHb PEAKO — Cilydau
OOCTPYKITUH CIIE3HOTO KaHasla, MPUBOASAIINE K YpE3MEPHOMY CIIE30TEUCHHUIO, TIIaBHBIM 00pa3oM y
MAIMEHTOB, OJJHOBPEMEHHO MOJIyYaBIIUX APYrHe MPOTUBOOIYXO0JIEBbIEC IPEHapaThl.

[Ipexopsme BHU3yalbHBIE PACCTPOWCTBA («BCIIBIIIKM CBETa» B TIJla3aX, MOSBJICHUE CKOTOM),
OOBIYHO BO3HHUKAIOIIME BO BpeMs BHYTPMBEHHOTO WH(Y3MOHHOTO BBEACHHUS IIperapara M
COYETAIOIIMECS] C PA3BUTHEM pPEAKIUN TUIMEPUYBCTBUTEIBHOCTH, KOTOpPBhIE OOBIYHO HCUE3AIN
rocJje npeKpalieHus BHyTpUBEHHOH HH(DY3UH.

VY ManueHToB, MOJIyYaBIINX JICYEHUE JOIETAKCEIIOM, a TaKXKe JPYrMMH TaKCaHAMH, COOOIIAIOCh
0 CITy4asiX pa3BHUTHUS KHCTO3HOTO OTEKa MaKyJIbl.

Hapywenus co cmoponwvl opeana ciyxa u 1abupunma

Peoxko

Ciydan OTOTOKCHYECKOTo NEHCTBHS IpenapaTa ¢ HapyLICHHsAMHU CIyXa W/HIU MOTeped ciyxa,
BKJIIOYAs CIIy4au, CBSI3aHHbIE C IIPHEMOM JPYrUX OTOTOKCHYECKHX MPEraparoB.

Hapywenus co cmoponst cepoya u cocyoos

Peoxko

Beno3snslie TpoM003MO0IHYeCcKrEe OCIOKHEHUS M HHPAPKT MUOKap/a.

Yacmoma Heuszsecmua

VY MaueHToB, MOJyYaBIIMX JOIETAKCe] B KOMOMHAIMU C JOKCOPYOHIIMHOM, (TOPYpaIfioMm
u/mm  KiIogochamMuIoM  COOOIIAOCh O Pa3BUTHU  KETYJIOYKOBOM apUTMHUM, BKIIOYAs

KCITYAOYKOBYIO TaXUKApAHUIO, MHOr Ia C JICTAJIbHBIM UCXOJ0M.
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Hapywenus co cmoponbl OvixamenbHOU cucmempl, opea}iglé—éﬁy_bﬁ%%%ﬂb-'5}5250'[&1%};} }

Peoxko

OcCTpblii  pecrupaTOpHBI JAUCTPECC-CUHIPOM, WHTEPCTHIMANbHAS THEBMOHHS/TTHEBMOHUT,
MHTEPCTUIMATIbHAs OOJe3Hb JIETKUX, JIETOYHbIH (GuOpo3, AbIxaTelbHas HEJOCTATOYHOCTh H
(eHOMEH BO3BpaTa MECTHOU JIy4eBOW peakLuu B paHee 00JydeHHOM 00JacTh, KOTOpbIE MOTIIN
MPUBOJIUTH K JeTaTbHOMY HUcxoay. [Ipu o THOBpeMEHHOM MPOBEACHUH OOTyUEHUS — penkue
cllyyad paJiialliOHHOTO THEBMOHHMTA.

Kenyoouno-xuweunvie Hapyuienus

Peoxko

Jleruaparaiys, Kak CJIeICTBHE Pa3BUTUS PEAKLUH CO CTOPOHBI JKEITYIOYHO-KUIIIEYHOTO TPAKTa,
BKJIIOYAs. SHTEPOKOJIUT U TMepPOpaluio >KeIyIKa WIM KHUIIECYHUKA; pEeAKHe Cllydau uieyca
(KUIIEYHON HETIPOXOAUMOCTH) U KHIIIEUHON OOCTPYKIHH.

Yacmoma Heuszsecmua

Coofmaioch O pa3BUTHM DHTEPOKOJIMTA, BKJIIOYas KOJMT, WIIEMUYECKUH KOJUT U
HEHUTPOIIEHUUYECKUI SHTEPOKOJIUT C BOZMOXKHBIM JIETAIBHBIM HCXOJIOM.

Hapywenus co cmoponbl nevenu u sHceniesblgoo0suux nymetl

Quenb pedko

['emaTut, MHOTAA C JIETAIbHBIM UCXOJIOM, PEHUMYIIIECTBEHHO Y MAlIUEHTOB C  COITYTCTBYIOIIMMHU
3a00JIeBaHUSAMH TICUYCHH.

Hapywenus co cmoponsl Kodcu u NOOKOICHbIX MKaAHel

Quenb pedko

Crnydaum KOKHOW KpacHOM BOJYAHKH, OYJIJIe3HOH CHIMHM (TakoW Kak MHOTO(OPMHAs 3pUTEMA),
TSOKETble KOXHble peakuuu (Takue Kak cuuapoM CruBeHca-/[KOHCOHA, TOKCHUYECKHA
SNUAECPMAIIBHBIM  HEKPOJM3, OCTPbIi T'€HEPAIN30BAHHBIM  HK3aHTEMATO3HBIM  IyCTYIE3).
Coolmaiocb 0 pa3BUTUM HW3MEHEHMH, NOJOOHBIX CKJICPOJIEPMHUH, KOTOPHIM OOBIYHO
IpeIecTBoBal nepudepuueckuii umdocras. B HEKOTOPHIX ciydasx B pa3BUTHE 3TUX
COCTOSIHMI BHOCHJIM CBOM BKJIaJl HECKOJBKO (PAKTOPOB, TaKME KAK COMYTCTBYIOIIME WH(DEKIUH,
OJTHOBPEMEHHO IpPHUHUMAaeMble Jpyrue JIeKapCTBEHHbIE Tpemnaparbl M COMYTCTBYIOIIUE
3a00JIeBaHusl.

Yacmoma Heuszsecmua

Coo0mranock o ciydasx CTOHKOM alorneruu.

Hapywenus co cmoponsl MbluieuHoll, CKelemHOoU U COeOUHUMENbHOU MKAHU

Coo06mranock o ciryyastX pa3BUTHS MUO3HUTA IPU IPUMEHEHHUH J0IIETaKCeNa.

Hapywenusi co cmoponsl nouex u mouegbigo0suux nymei

CooOmranoce 00 yxymumieHHH (YHKIIMM TOYEK W PAa3BUTHUH IMOYEYHONW HENOCTATOYHOCTH, B
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GONBIIMHCTBE  CIydaeB,  ACCOLMUPYIOMHKCH Mo Eyﬂl%%géreﬁﬁﬂ% 0 [;IEEMEhGM

HE(POTOKCHYECKUX MPENapaToOB.

Obwue nHapyuienus u peakyuu 8 mecme 66€0eHUs.
Peoxo

Jeruaparanus, OTEK JETKUX.

Yacmoma Heuszsecmua

[Tocne BBenmeHMs OIETaKceNa B IPyroe MECTO HAOI0Ian0Ch BOZHUKHOBEHHE PEAKIIUH B MECTE
NpeAbIAYIIero BBeACHUS (BO3HMKHOBEHHME KOXHOM peakuud B MECTe Mpeablayliein

AKCTpaBa3allum).

Ilepeno3upoBka

Cumnmomwi

NmeeTcs HE3HAUUTENHEHOE KOJIMUYECTBO COOOIIEHHIA O TTePEeI03UPOBKE.

OCHOBHBIMU TIPOSIBIICHUSIMH TIEPEIO3UPOBKH SBIISUTMCH TOJaBICHUE (YHKIIMA KOCTHOTO MO3Ta,
nepudepuieckast HEHPOTOKCHYHOCTh M MYKO3UT (BOCHAJIEHUE CITU3UCTBIX 000JI0UEK).

Jleuenue

B HacTosiiee BpeMst aHTHIOT K JIOIIETaKceTy He M3BECTeH. B ciydae mepeqo3upoBKU MaIlMeHTa
ClIeTyeT TOCHUTATU3NPOBATh B CIICIUATH3UPOBAHHOE OTJCIICHUE U TIIATEIHHO KOHTPOIUPOBATH
(GYHKIMIO )KU3HEHHO BaKHBIX opraHoB. [lammeHTtaM criemyer, Kak MOKHO ObICTpee, Ha3HAYUThH

[-KC®. IIpu HE0OXOIUMOCTH — CUMITTOMATHYECKast TePaITusl.

B3anmopneiicTBue ¢ IpyruMH J1eKapCTBEHHBIMH CPeICTBaMH

DTaHoI, coJepKalHiics B TAaHHOM JIEKapCTBEHHOH (opMe, MOKET U3MEHATh IEHCTBUE APYTHUX
JIEKapCTBEHHBIX NPENaparos.

HccnenoBanus in vitro TOKa3aid, 4yTo OMOTpaHC(OpMAaIMs IpenapaTa MOXKET U3MEHAThCS MpH
OJTHOBPEMEHHOM IPHUMEHEHUHU BEIIECTB, MHIYIUPYIOIUX WM MHTHOUPYIOIIUX H30(epMEeHTHI
muToxpoma P450-3A, mwim MeTaGoIM3UPYIOMIMXCS C MX MOMOINBIO, TAKUX KaK IMKJIOCIIOPHH,
TeppeHaInH, SPUTPOMUIIMH U TPOJCAHIOMHUIIMH. B CBs3M C 3TUM HEOOXOAMMO COOIIOATh
OCTOpPOXKHOCTh HPU  OJHOBPEMEHHOM NPHUMEHEHHUH TMOJOOHBIX MpEnapaToB, YYUTHIBas
BO3MOKHOCTb BBIPAKEHHOI'O B3aUMOAEHCTBUS.

[Tpu 01HOBpEMEHHOM MPUMEHEHHUH C CHIIbHBIMU HHrHOuTOpaMu nzodepmenta CYP3A4 vacrora
pa3BuTHA MOOOUYHBIX 3(P(EKTOB Iperapara JOLETAKCel MOXET YBEITUYHMBATHCS BCIEICTBHE
3aMeieHus ero MmerabonusMa. B (apMakOKMHETHYECKOM HCCIEAOBAaHMM C Yy4acTHeM 7
MAIMEHTOB, COBMECTHOE IPHMEHEHHE JOIeTaKcela W CHIBHOrO WHruouTopa u3odepMeHTa
CYP3A4 xeToxkoHa3oyia NPUBOAWIO K JOCTOBEPHOMY yMeHblIeHMIO (Ha 49 %) kimpeHca
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nzopepmenta CYP3A4 (Takux Kak KETOKOHA30J, UTPAKOHA30JI, KIAPUTPOMHUIIMH, MHIUHABUD,
Heda3010H, Hell(UHABUDP, PUTOHABUP, CAKBUHABHD, TEIUTPOMHUIIMH U BOPUKOHA30J), TO JAHHYIO
KOMOWHAIIMIO CIIEAYET MPUMEHSITH C OCTOPOKHOCTBIO (CM. paznen «C OCTOPOKHOCTBIO»); TpHU
3TOM TpeOyeTcs TIIaTeNbHOE KIMHUYECKOEe HaOMI0IeHUE U IPU HEOOXOMMOCTH KOPPEKLIUS 03B
mpernapara JIoLeTaKce.

dapMaKOKMHETHKA JOIETaKceNa B MPUCYTCTBUU MPEAHU30JI0HA Obla M3y4YeHa Y IMalUeHTOB C
METAaCTaTUYECKUM paKOM IpeJCTaTeNIbHOW Kenme3pl. HecMmoTps Ha TO, 4YTO JOIeTaKcenl
MeTabommu3upyetcs ¢ nomoursio mopepmenta CYP3 A4, a npeaHn30I0H SBISIETCS MHIYKTOPOM
nzodpepmenra CYP3 A4, ne Hab1r01a710Ch CTATUCTHYECKH JTOCTOBEPHOTO BIMSHUS MPEIHNU30JI0OHA
Ha (apMaKOKUHETUKY JOLIeTaKcea.

JlolieTakcen uMeeT BBICOKYIO CBSI3b ¢ OelkaMu Tia3Mbl KpoBu (> 95 %). In vitro nekapcTBEHHBIS
IpernapaTsl, IPOYHO CBS3BIBAIOIIUECS C OEJIKaMH IUIa3Mbl KPOBM, TaKHe KakK SPUTPOMUIIMH,
mu(eHruapaMuH, MPOIPaHOJIoN, MponadeHoH, (EHUTOMH, CAIULIIATHI, CYylb(aMeToKcazosn H
HATpUsl BalblIpoaT, HE HApYIIAIOT CBSA3bIBAaHMS JIOLIETaKceNna OelKaMH IUIa3Mbl  KPOBH.
JlekcaMeTa30H TaKkKe He BIUSET Ha CTETEHb CBS3BbIBAHUSA JIOIIETAKCeNa ¢ OesIKaMy I1a3Mbl KPOBH.
Jlonierakcen He BIMsIET Ha CBSA3bIBAHUE TUTUTOKCHHA ¢ O€JKaMU I1a3Mbl KPOBH.
dapMaKOKMHETHKA JOIIeTaKceNa, JOKCOpyOounnHa U nukiopochamuia He U3MEHSIIACh MPU UX
COBMECTHOM IPUMEHEHUH.

HmeroTcs cBeleHHMsT O B3aUMOJCHCTBUM JOIlleTakceNla M KapOormartuHa. [Ipu mpuMeHneHHu
KOMOMHAIMM KapOoIIaThHa U JIoLeTaKcea KIUpeHe KapOomiaruHa yBennuuBaercs Ha 50 % 1o

CPaBHEHMIO C MOHOTEpanuel KapOOIIaTHHOM.

Oco0ble ykazaHus

Heumponenus

Cnenyer mnpoBOAUTH 4YacTblii KOHTPOJIb KJIMHHUYECKOIO aHajlu3a KpOBUM Yy NAIUMEHTOB,
MOJIyYaloIMX TEPANNI0 IpenapaToM JoLEeTakcen. MakcuManabHOE CHHKEHUE KOJIMYECTBA
HEUTpo(MIIOB HacTymaeT K 7 JHIO, HO y MAllMEHTOB, paHee MPOXOIUBIINX MHTEHCUBHBIA KypcC
XHMHUOTEPAITUH, 3TOT UHTEPBAI MOXKET OBbITh Kopoue. Ilpu pa3BuTun BbIpaKeHHONW HEHTPOIIEHUH
(< 500/mx11 B TeueHue 7 THEH) BO BpeMs Kypca Tepaluy penapaToM J0LeTaKcesl peKOMEHIyeTCs
CHU3UTh J03y IIpernapara Ha TMOCIEAYIOIIMX LUKIAaX WJIM IPUMEHATh aJCKBaTHbIC
cUMITOMaTHueckue Mmepbl. [IpomoinkaTh JiedeHHE NIpenapaTtoM JOLETAKCEN BO3MOYKHO IIOCIIE
BOCCTaHOBJICHUS uncIia HeHTpoduios > 1500/MkJ1.

B ciyuae BBepenus ['-KC® manumenTtam, moyry4aronumM Mpenapar JOLEeTakcel B KOMOMHAIMU C
UCIUIATUHOM U ropypanmioM (xumuorepaneBtuueckod cxembsl TCF), ¢eOpunbHas
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cxembl TCF neoOxoaumo BBeaenue [-KC®D ¢ mpodunakrudeckoil menpio A yMEHbLICHUS
pUCKa pa3BUTHS OCIOKHEHHOW HeWTporeHuu ((heOpusIbHOH HEHTPONEHHH, JIUTEIbHOU
HelTponeHnn, HeTponeHndeckoil nHpekunu). Crneayer TIIATENbHO CIEAUTHh 32 COCTOSHUEM H
1a00paTOPHBIMHU MOKA3aTENSAMH MAIIMEHTOB, MOJIyYaromux xuMuorepanuto no cxeme TCF.

VY manueHToB, MOJydarouux nepBuuHylo npodmiaktuky [-KC® (c mepBoro nukia), mnpu
MPUMEHEHUH TIperapara JIoIeTakcel B KOMOMHAIIMU ¢ TOKCOPYOHIIMHOM U HUKIodochaMuioMm
(pexxum xumuotepanuu TAC) ¢eOpunbHas HEUTPOIIEHHUS W/HIM HEHTponeHndeckas MH(EKIusI
pa3BuBarorcs pexe. IIpu agblOBaHTHONW XMMHOTEpANMK paka MOJIOYHOM *kene3bl o cxeme TAC
JUI YMEHBIIECHUSI PHCKA Pa3BUTHS OCJIOKHEHHOH HelTporeHnu (¢peOpuibHON HEHTporeHuH,
JUTUTENbHON HEUTPOTICHUH, HEUTPONCHHUECKOW WHQEKIMU) CIEeIYeT PacCMOTPETh BOIPOC O
npodmiaktuueckoM BBeaeHun ['-KC® c¢ mepBoro mukina. Criemyer TIIATENBHO CIEAUTH 32
COCTOSIHMEM NAIMEHTOB, MOJIyYaoINX XUMHOTepaneBTH4ecKyto cxemy TAC.

Peakyuu co cmoponwl sHceny0ouHo-KuueyHo20 mpaKma

Pexomenayercsi coOmroieHHEe OCTOPOKHOCTH Yy MAI[MEHTOB C HEUTpOIeHHeW, 0COOEHHO Mpu
PUCKE pa3BUTHUS KEITYyIOYHO-KUIIEYHBIX OCJIOKHEHWH. Pa3BUTHE PHTEPOKOIMTAa BO3MOXKHO Ha
MIPOTSDKEHUN BCETrO JIEUEHUS. DHTEPOKOIUT MOXKET IPHUBECTU K CMEPTHU Jake B IEPBBIN JEHb
cBOero pa3BuTHus. [lalMeHThl NOJDKHBI TIIATEIBHO MOHUTOPHUPOBATHCS Ha IMPEAMET PaHHHUX
NPOSIBIICHUI CEphEe3HOM  JKETyIOYHO-KUIIEYHOM TOKcH4HOCTH (cM. pasznmen «llobounoe
NEICTBUEY)

Peaxyuu eunepuyscmeumenvrocmu

C uenblo BBISBIEHUS PAa3BUTHS PEAKUUH TMIEPUYBCTBUTEIBHOCTH IALIMEHTOB CIEHYET
THIATeTbHO HaOMI0AaTh, OCOOEGHHO BO BpeMs TMepBOMl U BTopod wuHDYy3ui. Peakuuun
THIIEPYYBCTBUTEIBLHOCTH MOT'YT Pa3BUThCS B TEUECHHE CaMbIX NIEPBbIX MUHYT MH(Y3UU Mpernapara
JIOLETAaKCce, MO3TOMY INpPU €ro BBEICHWHM HEOOXOAMMO HMETh JICKApCTBEHHBIE CpEACTBA H
o0OopynoBaHue ISl JICUEHHs] apTepUaIbHONW TUIIOTOHMM M OpoHxocma3ma. Jlerkue mposiBiIeHus
TUIIEPYYBCTBUTENIBHOCTH (IIOKPAaCHEHUE JIMIA WIM JIOKAJM30BAaHHbIE KOXKHBIE pEAKLMU) HE
TpeOYIOT MpepbIBaHUsl BBEACHUS Ipenapara. EcTb cOOOLIEHHS O Pa3sBUTUU TSDKENBIX pPEaKIHi
TUIIEPYYBCTBUTEIIBHOCTH, TaKUX KaK BBIPA)KEHHOE CHIDKEHHE apTEPUAIbHOTO JIaBJICHMS,
OpOHXOCMa3M WIM TEHEpaIM30BaHHAs CHIIB/APUTEMA M OUYEHb PEIKO  JIETAJbHBIX
aHa(pUITAKTUYECKUX PEAKUUH y MalMeHTOB, IMOJYYaBIIMX NpeMenuKaluio. Pa3Butue peakumi
THIIEPYYBCTBUTEIBHOCTH  TpeOyeT HEMEIUIGHHOTO MpeKpalleHus BBEACHHS  Ipenapara
JIOLIETAKCEl M IMPOBEAEHUS COOTBETCTBYIOIIEH Tepanuu. [lanmeHTam, nepeHecIIMM TsDKETble
PEaKIMy THIePYYBCTBUTEIBHOCTH, HE CIIEyeT BO30OHOBIIATD JICUYSHHE MPETapaToM JIOIIETaKCEll.
VY nauMeHToB ¢ peakuMel THUIEPUyBCTBUTEIBHOCTH Ha NAKIMTAKCEI B aHAMHE3€, BO3MOXKHO

27



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 27 ':IE:E':IEE N2 13416 i
pasBUTHE MOTEHLUMATIBHO JICTAILHOM peaKluu rnﬁgﬂéﬁlgﬂgé‘mﬁgé}bﬂ" '%i;l}- o Biliernm

JOLIETAaKCeNa.

Koorcnvie peaxyuu

[Tpu npuMeHeHnH AoleTaKkcena HabmoaaIach JOKaIM30BaHHAs dpUTeMa KOHEUHOCTEeH (JlazoHen
U CTyIIHEH) C OTEKOM M IMOCIEIYIOLUIUM IIeNyleHueM (J1aJOHHO-IIOOIIBEHHBIM CUHIPOM) (CM.
pazznen «Ilobounoe nericTBre»).

[Tpu mpuMeHeHun AoIeTaKcena coo0Ianoch O Pa3BUTUH TSHKEIBIX KOXKHBIX PEAKLUI TaKUX Kak
cuaapoM CruBeHca-/[PDKOHCOHA, TOKCHYECKMH SHUACPMAIbHBI HEKPOIM3 M OCTpBII
reHEpaIM30BaHHbBIN AK3aHTEMATO3HBIN MycTyne3. [lanueHTsl J0JKHBI ObITh MH()OPMHUPOBAHBI O
CHUMIITOMaX M MPHU3HAKAX ATUX CEPhE3HBIX KOXKHBIX PEAKUUH M HAXOJUTHCS MOJ HaOII0IeHUEM
Bpaua. B ciydae pa3BUTHSI CEpbE3HBIX KOXKHBIX PpEAKLUUN CIEAYeT pPacCMOTPETH BOIPOC O
IIPEKPALIEHUH TEPAITUH JTOLIETAKCEIOM.

Ilayuenmyl ¢ neueHOUHOU HeOOCMAmMOYHOCHbIO

Y nanueHToB, HOIyYalOI[MX MOHOTEpAaNHIo JoLeTakceaoM B jao3e 100 Mr/m’> U HMMeommx
MOBBIIIEHHYIO aKTUBHOCTh «IeueHOYHbIX» TpaHcamuHaz (AJIT wumn ACT), G6onee yem B 1,5
pasza npesblmatontyto BI'H, B coyeranuu ¢ MOBBIIIEHHEM aKTUBHOCTH IIETOYHOH (ocdarasbl
6osiee yeM B 2,5 paza Boime BI'H, kpaiine BbICOK PUCK Pa3BUTHUS TSDKEIBIX MOOOYHBIX 3P HEKTOB,
TaKUX KaK CeIlCUC, JKEIyJOYHO-KUIIEYHbIE KpOBOTeueHHs, (eOpmiibHas HEUTpomeHus,
UHQEKIMH, TPOMOOIIUTOTICHUS, TSHKEIIbIE TOKCHUECKHE MOPaYKEHHSI KOKU BIUIOTH JIO JIETAIBHOTO
UCXO0Ja, a TAKKE CTOMATUTAa U aCTEHUH. B CBSA3M € 3TUM y TaKMX MaLUEHTOB C MOBBIILIEHHBIMU
nokazareimsiMi  (PyHKIIMOHAIBHBIX MPOO MEeYeHH peKOMEeHayeMmas J103a Mpernapara JOoIeTaKcel
coCTaBisieT 75 Mr/m>. OyHKIMOHALHBIE TPOOBI MEYCHH JODKHBI MPOBOJUTHCSA JI0 Hadama
JEYEeHUs M Tepel]] KaXAbIM IOCIEAYIOUIMM LUKIOM TEpaluu IMpernaparoM AoLeTakcenl. Y
MAIMEHTOB C TMOBBIIICHHBIMUA KOHLIEHTPAMAMU OWIMPYOWHA W/MIIU MOBBIIIEHHONW aKTHBHOCTBIO
AJIT u ACT (> 3,5 BI'H) B coderanuu ¢ NOBBIIIEHUEM aKTHBHOCTH IIEIOYHOUN (pocdaTassr > 6
BI'H, He MoxkeT ObITh PEKOMEHJIOBAaHO CHMKCHHE O3Bl M HE CIEeAyeT 0e3 CTPOruX MOKa3aHWi
IIPUMEHSTH AOLETAKCEIL.

B Hacrosmuii MOMEHT OTCYTCTBYIOT JaHHBIE OTHOCUTENILHO IPUMEHEHHUSI ITpenapaTa A0LETaKCel
B KOMOMHAILIMY C APYTUMH TpenapaTaMy y MalMeHTOB ¢ HAPYIIEHUSAMH (DYHKIIUHU TTIEYCHU.
3aoeporcka sncuoxocmu

Heob6xomumo TiiaTensHoe HAOMIOACHUE 32 TAIIMEHTAMU C BRIPAKEHHON 3a/IEPIKKON KUIKOCTH: C
BBITIOTOM B IUIEBPAJIbHYIO II0JIOCTb, IEPUKAP/ WK € acUTOM. [Ipy MosiBIEHUH OTEKOB MOKAa3aHO
OTpaHUYEHHE COJIEBOTO U MUTHEBOIO PEKUMA U IPUMEHEHUE TNYPETHKOB.

Bmopuie nepsuunvle 310kauecmeenHble H08000PA3068aHUs

[Ipu npuMeHeHMHM KOMOWMHAIMM TIperapara JOLETaKceNl C APYTMMHU XUMHOTEPareBTHUECKUMHU
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HOBOOOpa30BaHMM,  BO3MOXHO  pa3BUTHE  BTOPbIX  IEPBUYHBIX  3JIOKAYECTBEHHBIX
HOBOOOpa30BaHMU (BKIIOYAs OCTPHIA MHEJIOUIHBINA JICHKO3, MHETIOAUCIUIACTHYECKHNA CHHIPOM,
HEXO/DKKMHCKYIO JTUM(POMY U pak MoukH). TpeOyeTcss MOHUTOPUHI HAIMEHTOB Ha IpeIMeT
Pa3BUTHS BTOPBIX MEPBUYHBIX 3JI0KAUECTBEHHBIX HOBOOOPa30BaHMii, KOTOPbIE MOT'YT BO3HHUKHYTb
4yepe3 HECKOJIBKO MECSIIEB UIIH JIET MTOCIIE IPUMEHEHMS IOLIETAKCEeN-COAEPKAIEH TEpaInu.
Kapouomoxcuunocmpo

VY nmanueHToB, MOJYYaBIINX Mpernapar A0IeTakcesl B KOMOMHALMH C TPAacTy3yMaboM IO MOBOJLY
Meractarndeckoro PMJXK ¢ omyxoneBoit rumepakcnpeccueit HER2, ocoGenHo mocie
XMMUOTEPAIUH, COJAEpKaIlell aHTPALMKIMHBI (JIOKCOPYOMIIMH WU SMUPYOUIIMH), BO3MOXHO
pa3BUTHE CEPJICUHON HEJOCTATOYHOCTH, KOTOPas MOXKET ObITh CpeHEH TSHKECTH WIIH TSDKENION U
IpUBOIUTh K cMepTH. Korja manmeHTKe IOKa3aHO JIEYEHHME IpEnapaToM JIOLIETaKced B
KOMOMHAIIMM C TpacTy3ymMaOOM, OHa JOJDKHA TMPONTH KapJHOJIOTHYecKoe OoOCiefoBaHUE 10
Havana Tepanuu. Kaxiple Tpu Mecsma clieayeT KOHTPOJIMPOBaTh (PYHKIMM cepila, YTo
MIO3BOJIIET BBISIBUTH MALMEHTOK, y KOTOPBIX MOXET Pa3BUThCS CEpJACYHAs HENOCTATOYHOCTb.
Bonee moapo6HO cM. MHCTPYKIIMIO IO MPUMEHEHUIO TpacTy3ymaoa.

VY ManueHToB, MOJYyYaBIIMX JOIETAKCe] B KOMOMHAIMU C JOKCOPYOHIIMHOM, (TOPYpaIuioMm
u/mmn  nukinogocdamMuom, cooOIATIOCh O pa3BUTHU JKEITYIOYKOBOW apUTMUH, BKIIOYAs
KENMyIOYKOBYIO TaxXWUKapIuio (MHOT/Aa C JIeTanbHBIM HcxonoM) (cMm. pazgen «I[lobounoe
JIEHCTBUEY).

PexomeHnyercst olieHKa MCXOAHBIX ([0 Havyalia JIeueH!s) mokasaTenei GyHKInuu cepama.
Hapywenus co cmoponwvl opeana 3penus

VY ManueHToB, MOJIyYaBIINX JICYEHUE JOIETAKCEIIOM, a TaKXKe JPYrMMH TaKCaHAMH, COOOIIAIOCh
O pa3BUTUM KMCTO3HOTO OTE€Ka MaKyJbl. [[allueHTsl, y KOTOPbIX BO3HUKAIOT HAPYLIECHUS 3PEHUS,
JOJDKHBL TPOMTH CpoYHOE U TOJHOE oQTaabMoyornyeckoe obcienoBanue. B cioydae
JUArHOCTUPOBAHUS KMCTO3HOTO OTEKAa MAaKYJbl JIEUEHUE JOLIETAKCEIOM ClelyeT IPEKpaTuTh, U
NAIMEeHTy JOJDKHO OBITh HA4yaTo COOTBETCTBYyoIee JeueHue (cMm. pasgen «llobGounoe
JIEHCTBUEY).

Tayuenmuvr nodtcuno2o 6ozpacma

Ilo cpaBHeHuio ¢ manueHTamMu Mojoxe 60 yer y mauueHToB B Bo3pacte 60 JieT M crapiie,
MOJYYalOUIMX KOMOMHUPOBAaHHYIO XMMHOTEPANMIO Tpernapar JoleTakcen + KarneuuTaOuH,
HAOII01AIOCh YBEIMYEHHE YacTOTHI CBsA3aHHBIX ¢ JiedueHueM HP 3 u 4 cremenu TsKecTH,
CBS3aHHBIX C JIeueHUeM cepbe3HblX HP u paHHel orMeHs! iedenus BeaencTsue passutus HP.
HmeroTcs orpaHdYeHHbIC JTaHHBIE O TPUMEHEHUH KOMOMHALIMY J0IIeTaKCeNa ¢ JOKCOPYOHIIMHOM
U nukioQochaMuoM y naueHTo crapiie 70 jer.
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HEJENW M0 IOBOJY pakKa IMPEICTATEeIbHOM JKEJNEe3bl, 4acTOTa W3MEHEHHUU HOITEW, pa3BUTHUS
aHemun, WH(DEKIUHA, aHOPEKCHH, CHUXKEHHsS Macchl Tena Obuia HAa > 10 % Oombie, yem y
MaIMeHToB Oosiee Moyog0ro Bo3pacta. OpHako pa3nuuuii Mo A(PQPEKTHUBHOCTU TEPANUHU IPH
CpaBHEHHMU TOXHIBIX U 0oJiee MOJOIBIX MAllMEHTOB BBISABICHO He ObuT0. M3 545 marueHTos,
MIOJIyYaBUIMX JIEYEHHE JOLETAKCENIOM KaK/ple 3 HEAEIU B TE€paluyd T'OPMOHOUYYBCTBUTEIBHOIO
paka nipencrarenbHoit sxene3sl (STAMPEDE) 296 naruentoB (u3 545) Obuta B BO3pacTe 65 NeT u
ctapie, a 48 manuenToB ObUM B Bo3pacte 75 set wiu crapiie. Coobmenus o HP ¢ moBwimeHHOM
yacToToi (o Menbuieir Mmepe Ha 10 %) cpenu manueHToB B Bo3pacte 65 Jer u crapiie 1o
CpaBHEHHMIO ¢ 00Jiee MOJIOIBIMU MALMEHTaMH OTCYTCTBYIOT. B HEOOIbI10¥ OArpyIINe NalyeHToB
B Bo3pacte 75 ner u crapiie HaOmroganach TEHACHIUs K Oosee yacteiM HP mo cpaBHeHHIO ¢
6onee MosoapiMu TanueHTamMu. CooOmiaeTcs O TOBBIIIEHHOW YacTOTe€ BO3HUKHOBEHHS (IO
MeHbled mepe Ha 10 %) HEWTpONeHWH, aHEMHHM, AMAPEH, OJBIIIKH M HWH(OEKIUH BEpXHUX
JBIXaTeNbHBIX MyTeH y MAlMeHTOB B Bo3pacTe 75 JeT W crapiie IO CpaBHEHHIO ¢ Oojee
MOJIOJIBIMH ManueHTaMu. OleHKa MPUYUHHO-CIIEICTBEHHON CBsi3u AaHHBIX HP c nedyenunem He
npoBouiachk. OHAKO pa3nuyuii o APPEKTUBHOCTH TEpaIuy MPH CPABHEHUH MOXKHMIIBIX U Oosee
MOJIO/IBIX TIAIIIEHTOB BBISBICHO HE OBLIO.

[Ipu nmpumeHeHMM KOMOMHALIMU JIOLETaKceNIa C LUCIUIATHHOM M (PTOpYpalMiIoM cieayloline
noOOYHbIE pEaKIuU (BCEX CTETMEeHEW TSDKECTH): JieTaprus (COHJIMBOCTh, 3aTOPMOJKEHHOCTb,
OLICTICHEHHUE), CTOMATHUT, (heOpHiIbHAs HEHUTpOIEHUs/HEUTporeHnuecKass MHQEKuus, nuapes y
NaIMeHToB crapuie 65 mer ormeuanuch Ha > 10 % wyamre, 4eM y ManUeHToB 0ojiee MOJIOJIOTO
Bo3pacta. [loaToMy manmeHTsl crapuie 65 JeT, HOJdydarolue 3Ty KOMOMHAIUIO, HY)XKJIAITCS B
THIATETFHOM HAOTIOACHUN.

Heobxooumocms konmpayenyuu

JKeHmuHaM penpoayKTUBHOTO BO3pacTa pPEKOMEHIYETCS MCIOJIb30BAaTh HAJIEKHBIE METO]IbI
KOHTpALENIIMM BO BPEMs JICUEHUS JOLETAKCEIOM U B TEUEHUE HE MEHEE 2 MECSILEB I0CIe
OKOHYAHUSI Tepanuu. MyXuMHaM pPEKOMEHJIYeTCsl HCIOJIb30BaTh HAJIEKHBIE  METObI
KOHTpALENIIMM BO BPEMs JICUEHUS JOLETAKCEIOM U B TEUEHUE HE MeHee 4 MECSLEB Iociie
OKOHYAHUSI XUMUOTEPAITUH.

B uccnepoBaHusax Ha JKUBOTHBIX OBLIO MOKA3aHO, YTO JOIETAKCEN MOXKET HapyIIaTh MYXCKYIO
¢bepTHIIbHOCTh (CMOCOOHOCTh K 3audaThio). [lo3ToMy MyXuMHaM Niepe] HayaJloM JICYCHUs
JIOLIETAKCEIIOM CIEAYET PaCCMOTPETH BO3MOYKHOCTh KOHCEPBALIUH CIIEPMBI.

KenmuHaMm B ciydae HACTYIUIEHUsI OEPEMEHHOCTH BO BPEMS JICUEHHs JOIIETAKCEIOM CIeayeT

CPOYHO COOOIIUTE 00 3TOM CBOEMY JieUallieMy Bpady.
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Heiipomoxcussocms (NOCNENOBATENBHOCTE 0001)

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

PazButHe TsoKENI0H CEeHCOPHOM HelponaTuu TpedyeT CHIKEHHUS 10361 Ipenapara J01eTakcell.
Heoaoviosanmuas xumuomepanus paka MOI04YHOU dcenesvl

[Ipy [OCTMKEHUH TOJHOTO WM YaCTUYHOTO MOP(OJIOTHUECKOTO perpecca OIyXOJd Ha
HE0AJABIOBAHTHOM XUMHUOTEPANMH, IIPOBOJUTCS XUPYPrUYECKOE YIAJICHHE OIYXOJH M IIpU
BO3MOXHOCTH TOJAMBIIIeYHast Jumbouccekiys. [IpoBeneHne AOMONMHUTENBHON aJIbIOBAaHTHOM
XMMHUOTEPAIIUH TIOCNIE JOCTIKEHHSI TOJIHOTO MIIM YaCTHYHOTO MOP(OIOTHYECKOTO perpecca He
yJIy4IllIaeT BBDKMBAEMOCTh IMAlMEHTOB. [I0oTOMY, IIpOBENEHHE aBIOBAHTHOW XUMHUOTEPANIUUA HE
000CHOBAHO ISl TALIMEHTOB, TOCTUTIINX MOJHOTO MM YaCTUYHOTO MOP(OJIOTHYECKOTO perpecca
OITYXOJIY IIOCJIE HEOAABIOBAHTHON XUMHUOTEPAIUU.

Ecan otBer sBIsfEeTCd MHMHMMAIBHBIM IIOCJIE€ HECKOJIBKUX LUKIOB  HEOaJbIOBAaHTHOU
XAMUOTEPANIUK WM OO0JIE3Hb MPOrPECCHpPYET, B JI000W MOMEHT HEOOXOJIMMO PaccMOTPETh
AIbTEPHATUBHBIA PEKUM XUMHOTEpANMU W/MIM TPEJONEpAllMOHHON Jyd4eBOH Tepamuu ¢
MOCJICAYIOIIMM XUPYPTMYECKMM BMEIIATEIbCTBOM, B BHJAEC MACTIKTOMUHM C IOAMBIIICYHON
mumdoauccekiue. TlocneonepannonHas aablOBaHTHAS Tepanus JUISL 3TUX MAIUEHTOB COCTOMT
U3 3aBepIlieHHs 3alVIaHUPOBAHHOM XHMMHOTEpAlHMM, €CIM OHa He Obula 3aBeplieHa [0
XUPYPrUYECKOrO BMEIIATENILCTBA, C IIOCIECAYIOLUIEH TOPMOHAJIBHOM Tepalnued y JKEHIIUH C
MIOJIOXKHUTEIBHBIM CTAaTYCOM SCTPOT'CHOBBIX H/MIIHM IPOTECTEPOHOBBIX PELENTOPOB. Y OOJIBHBIX
paKoM MOJIOYHOH Jkene3bl ¢ ommyxoJieBoii runepakcnpeccueit HER2 naznauaercs Tpacty3symab 1o
OJIHOI'O TOJ1a.

Cunopom nuzuca onyxoau

Coobmaioch 0 ciaydasix pa3BUTHS CHHIPOMA JIM3UCA OIMYXOJH HPU MPUMEHEHUHU JOETaKCena.
[TareHTH! ¢ PUCKOM Pa3BUTHSI CUHAPOMA JIM3UCA OMYXOJH (T.€. ¢ HapyIIeHHeM (YHKIIUH MOYeK,
THIIEpYpUKEMHUEH, 00bEMHOMN OIYXO0JIbI0) JOJIKHBI HAXOAUTHCS MOJT TIIATEIBHBIM HAOII0ACHUEM
JUIsL COOTBETCTBYIOILIETO KOHTPOJISL JTOro cuHapoma. Jlo Hayama Je4eHHUs PEKOMEHIYETCs
CKOPPEKTHpPOBATh JErMApPATalUI0 M IIPOBECTU JICYCHHWE, HAIPABICHHOE HA CHUKEHUE
MOBBILIEHHOI'O YPOBHSI MOY€BOU KHUCIIOTBI.

Cooeporcanue smanona

B npenapate norerakcen COAEpPKUTCS 3TaHON B KOHIEHTparuu 50 0OBEMHBIX NMPOLEHTOB (TO
ectb oT 0,395 mr (0,5 M) 6e3BomHOrO 3TaHona Bo ¢uiakone 20 mr/l mm u go 3,16 r (4 M)
6e3BoJHOTO 3TaHosna Bo ¢uakone 160 mr/8 mu). Dto cienyeT MpUHUMATh BO BHUMaHHUE pU
IIPUMEHEHUHU IIperapara y MAalUeHTOB C aJKOTOJAM3MOM M IIAlMEHTOB W3 TIPYIIBl pUCKA
(maueHToB ¢ 3a00JIeBaHUAMU TIEYCHHU, IEYCHOYHON HEJJOCTATOUHOCTBIO U AIUJICTICHEH).

Taxke crnemyer NpUHMMAarb BO BHMMAaHUE BO3MOKHOE€ BIIMSHUE 3TAHOJA HA LEHTPAIBHYIO
HEPBHYIO CUCTEMY.
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

[IpenapaTt nouerakcen sBISETCS NMPOTUBOOITYXOJIEBBIM IIPENApaTOM; KaKk U B Cllyyae JIPYrHX
MNOTEHIIMATHHO TOKCHYECKMX BEIIECTB, HEOOXOAMMO COOJIOaTh OCTOPOKHOCTh TPH  €ro
IIPUMEHEHUU U IIPUTOTOBJIEHUU pacTBOpOB. Pekomenayercs mosb3oBaTbes mnepyatkamu. Ecim
pacTBop mpenapara JAoIeTaKkceN WM HHPY3HOHHBIN pacTBOP MpenapaTa JoLeTaKces MonajaaeT Ha
KOXY, TO €€ ClelyeT HEMEUIEHHO TILATEJbHO BBIMBITH BOJOM ¢ MbuloM. Ilpu momaganum
KOHIIEHTpaTa WX UH(PY3HOHHOTO PacTBOpa Mpenapara JAO0IETaKCeNl Ha CIM3HCThIE 000JI0UKH UX

CJICOAYCT HCMCIJICHHO THIATCIBHO IMPOMBITH BOHOﬁ.

BiansiHue Ha cOCOOHOCTH YNPABJISTH TPAHCHOPTHBIMM CPEACTBAMH, MEXaHU3MAMHU

He mnpoBoamnoch Kakux-TMOO WCCIENOBAaHUA MO BIMSHUIO HA CIIOCOOHOCTh YIPAaBIIAThH
TPAHCHOPTHBIMU CPEICTBAMH M HCIIONB30BaTh MeXaHU3Mbl. OnHAKO pa3BUTHE MOOOYHBIX
peakmuii Co CTOPOHBI HEPBHOW CHUCTEMBI, OpraHa 3peHHsl, KeTyI0YHO-KHIIIEYHOTO TPaKTa u JIp., a
TaKKe HaJMYMe B COCTaBe Iperapara d3TaHOJA MOTYT IPHUBECTH K CHIDKCHHIO CKOPOCTH
NICUXOMOTOPHBIX peakiuii W BHUMaHMA (cM. paszzpensl «OcoOble ykazanus» u «Ilobounoe
nevicteue»). IloaToMy maIMeHThl JOJDKHBI  OBITh  HPEAYNPEXICHBI O  BO3MOXHOCTH
MOTEHIMATBHOTO BIMSHHUS MOOOYHBIX 3(h(HEKTOB HAa CIOCOOHOCTH YHMPABIATH TPAHCIIOPTHBIMH
CpeACTBaMH U MCIIOIb30BATh MEXAHU3MBL, © UM PEKOMEH/IYETCsl BO BpEMs JICUCHHS, €CIH y HUX
HOSIBISIOTCS T0OOYHBIE 3()(HEKThI, HE YIPABIATh TPAHCHOPTHBIMU CPEICTBAMH WU TIOJIb30BATHCS
MEXaHU3MaM{, a TaKkKe HE 3aHUMaTbCsi JPYrMMH TOTEHLMAIbHO OINACHBIMU BHJAMU

JACATCIBHOCTH.

®opMa BbINTYCKa

KonrenTpar ais mpuroToBieHus: pacTBopa Juist uHPy3ui, 20 mMr/mir.

Io 1, 2,4,5,5,5, 6, 6,25, 7, 7,5, 8 M mpenapara moMemarmT Bo (haakoH OecBETHOTO crekia I
THJIPOJUTUYECKOTO KJlacca, YKYNMOPEHHBIH TNPOOKOM M WHBEKIHOHHBIX (IIAKOHOB U3
OpOMOYTHIIOBOTO KaydyKa, 0OKaTaHHOW aTFOMUHUEBO-TIACTUKOBBIM KOJITAYKOM.

Ha ¢nakoHbI HAKJIEUBAIOT CAMOKJICSIIIYIOCS STHKETKY.

I[lo 1 ¢nakoHy TmOMEMIAIOT B KOHTYPHYIO SYEHKOBYIO  YIIAaKOBKY W3  IUICHKH
MOJIMBUHWIXJIOPUIHON WIIN TIOJIMATHIICHTEpePTaTaTHOM.

ITo 1 xOHTYpHOH A4YEHKOBOM yNAaKOBKE BMECTE C MHCTPYKIHUEH IO NMPUMEHEHUIO NOMEIIAIOT B

MIa4YKy KapTOHHYIO.
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COOTBETCTBYET IKCMEPTHOMY OTUETY
ot 27.05.2025 N2 13416
Venopus xpaterms (NOCNENOBATENBHOCTE 0001)

[Tpu Temneparype He Bbie 8 °C B OpUTHMHAIBHOM yrakoBKe ((IakoH B Mayke).
XpaHUTh B HEIOCTYITHOM JUIs IETEH MecTe.

Cpok rogHoctu

2 rona.

He npumMeHsTh 0 UCTEYEHUN CPOKA FOJTHOCTH.

YcaoBus ornycka

OTnyckaroT 1o penenty.

Buaanesien perucTpanMoHHOr0 y10CTOBEPEeHU

000 «Papm-Cunres»

Anpec: 249010, Kanyxckast 00:1., bopoBckwuii paiion, r. boposck, yia. Mockosckas, a. 30
IIpousBoauTe/b

000 «Papm-Cunres»

Anpec: Kamyxckast o0:1., bopoBckwii paiios, r. boposck, yia. Mockosckas, a. 30
dacoBuIMK (MePBUYHASL YIIAKOBKA)

000 «Papm-Cunres»

Anpec: Kamyxckast o0:1., bopoBckwii paiios, r. boposck, yia. Mockosckas, a. 30
YnakoBumk (BTopuvHas (MOTpedUTEIbCKAs1) YIIAKOBKA)

000 «Papm-Cunres»

Anpeca: Kamyxckas o611., bopoBckuii paiion, r. bopoBck, yin. MockoBckas, a. 30, mom. 4
Kanyxckas 061., BopoBckuii paiion, r. Boposck, yn. Mockosckas, 1. 30
Beinyckamouuii KOHTPOJIb Ka4ecTBa

000 «Papm-Cunres»

Anpec: Kamyxckas o0:1., BopoBckuii paiios, r. boposck, yi. MockoBckad, a. 30, mom. 4
Opranusanus, NPUHUMAIOLIASA NPEeTeH3UH

000 «Papm-Cunres»

Anpec: 121357, Poccus, r. MockBa, yn. Bepeiickas, 1. 29, ctp. 134, BL] «Bepeiickas [1naza [11»,
oduc A403

Ten.: +7 (495) 796-94-33

e-mail: info@pharm-sintez.info; npr@pharm-sintez.ru

www.pharm-sintez.info
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	Лекарственная форма: концентрат для приготовления раствора для инфузий
	Действующее вещество:
	Доцетаксел (безводный)                                                                          20,0 мг
	Описание: прозрачный маслянистый раствор от светло-желтого до коричневато-желтого цвета.
	Фармакологические свойства
	Показания к применению
	Форма выпуска
	По 1, 2, 4, 5, 5,5, 6, 6,25, 7, 7,5, 8 мл препарата помещают во флакон бесцветного стекла I гидролитического класса, укупоренный пробкой для инъекционных флаконов из бромбутилового каучука, обкатанной алюминиево-пластиковым колпачком.
	На флаконы наклеивают самоклеящуюся этикетку.
	По 1 флакону помещают в контурную ячейковую упаковку из пленки поливинилхлоридной или полиэтилентерефталатной.
	Условия хранения
	При температуре не выше 8  С в оригинальной упаковке (флакон в пачке).
	Срок годности
	2 года.
	Условия отпуска

