COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 07.07.2025 N2 16850

(NOCNELOBATENBHOCTE 0002)

NMHCTPYKLMA
[1O MEAUITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'OITIPEITAPATA

Houerakcena-Ilpomomen

PerucrpanmoHHbId HOMEP:

Toprosoe HaumenoBanue: /Jouerakcen-IIpomomen

MeskayHapoaHOe HENMMATEHTOBAHHOE UJIM IPYNIIUPOBOYHOE HAUMEHOBaHME:
Jlonerakcen

JlekapcTBeHHasi popma: KOHIEHTPAT Uil IPUTOTOBIEHUS pacTBOpa sl HHPY3U

Cocras
Ha 1 Mo
10 mr/ma 20 Mr/mJ 40 mr/ma

eticmeyiowee sewecmeo:

JloreTakcel1 0e3BOHBIN 10,0 mr 20,0 mr 40,0 mr
Bcnomozamenvhvie sewecmea:

nosmmcopoat 80 0,5 M 0,5 M 0,5 M
JIMMOHHAas KUcJIoTa 0e3BOIHA 1o pH 3,0-4,5

9TaHO0J OC3BOIHBIN mo 1,0 mn

Onucanue

[Ipo3pauHblil MACIISITHUCTBIA PACTBOP CBETIIO-KEITOTO WA KOPUUHEBATO-KEITOTO
I[BETA.

dapmakoTepaneBTUYECKAas TPYNIA: IPOTUBOOITYX0JIEBBIE CPEJICTBA; ATKATIOUIbI

PAaCTUTCIBHOT'O IPOUCXOKIACHUA U APYTUC ITPHUPOJHBIC BCIICCTBA, TAKCAHDI.

Kox ATX: LO1CDO02



dapmakoJ0ruyecKre CBoMcTBa

Dapmakoounamuka

Houerakcen-IlpoMmomen — MPOTHBOOIYXOJEBBIM MpenapaT pPACTUTEIBHOIO
NPOUCXOXKJEeHU (M3 Tpynmbel  TakcounoB). CraOunusupyer TyOyJIMH B
MUKpPOTpYOOUKax, MPEMSITCTBYET WX pachaiy, 4TO HapyllaeT MpolecC IEICHHUS
OITyXOJIEBBIX KJETOK. Jlomerakcen oiroe BpeMsli COXpaHsAETCs B KIETKaX, /e
KOHIIEHTpaIsi €ro JOCTHraeT BBICOKMX 3HadeHuil. Kpome Toro, nomerakcen
MPOSIBISIET aKTUBHOCTh B OTHOIIICHHUM HEKOTOPHIX, XOTS W HE BCEX, KIETOK,
NPOAYIHMPYIOMUX B  W30BITOYHOM  KoiuuecTBe P-rmukomporenn  (P-gP),
KOJUPYEMbIH T€HOM MHOXECTBEHHON PE3UCTEHTHOCTH K XMMHUOTEPANEBTHUECCKIM
nperapaTam. 1N Vivo roreTakcesl UMeeT NIMPOKUH CIISKTP aKTUBHOCTH B OTHOIIICHUHN
OITyXOJICH MBIIIEH U IEPEBUBAEMBIX OITyXOJIEBBIX KJIETOK YEIOBEKA.
D¢ddexTuBHOCTD IO1IETaKCENa OblIa I0Ka3aHa B KIIMHUYECKUX UCCIIEIOBAHUSIX TIPU
pake wmosouHoM xene3pl (PMJK), HEMENKOKIETOYHOM pake JErkoro, pake
SUYHUKOB, TOPMOHOPE3UCTEHTHOM pakKe IMPEACTaTEeIbHOM JKelle3bl, paKe KelyaKa,
pake TOJIOBHI U IIEH.

DapmaKkoKunemuxa

Dapmaxoxunemura y 63pocibix

dapMakOKMHETHKA JOIIETAKCeIa HE 3aBUCUT OT JI03bl U COOTBETCTBYET TpeX(azHoii
bapMaKOKMHETHUECKOW MOJIENH C TIEPHOJaMu TOyBbIBEICHU IS o, B 1 y a3,
paBHbIMHU 4 MuH, 36 MuH 1 11,1 4, COOTBETCTBEHHO.

AOGcopbius

I[Tocne ogHOYacoBOM MH(Y3HU foueTakcena B gosze 100 mr/m? cpenHue 3HaYeHHS
MakcuManbHOW KOHLEHTpauuu (Cmax) JOLETaKcesaa B MIa3Me KPOBU COCTaBIISIIU
3,7 MKT/MJI C COOTBETCTBYIOIIEH IUIONMIAIbIO TOJT KPUBOU «KOHIIEHTPAITUS-BPEMSD»
(AUC) 4,6 Mkr-u/mu.

Pacopenenenne

Cpennmne 3HaueHus Ui oOImIEro KiIMpeHca W o00beMa paclpeselieHus B

PAaBHOBECHOM COCTOSHMH cocTaBisuii 21 1/u/m? 1 113 1, COOTBETCTBEHHO. 3HAUEHUS
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o0Imero KJIMpeHca JolleTakcena Yy  pa3HbIX  MalMeHTOB  pa3iNyajucCh
npuou3utenbHo Ha 50 %.

Buorpancdopmarus

Houerakcen Oonee yem Ha 95 % cBs3pIBaeTcsl ¢ OenkamMu IUIa3Mbl KPOBH.
JloieTakcen MOABEPraeTcss OKUCICHUIO TpeT-OyTuiaoBoil 3¢upHOl rpynmel c
MOMOIIBIO H30(epMeHTOB IuToXpoma P450.

D IUMUHAINASA

[Tociie okucCIIeHUsT TOUETAKCEN B TCUCHUE 7 AHEW BBIBOAUTCS YEPE3 MOUYKH C MOYOU
(6 % BBEIEHHOW J03bI) U YEpe3 KEIYJOUHO-KUIIEYHBIN TpakT ¢ KajioMm (75 %
BBeZIcHHOH /103bI). OkoJi0 80 % OT BBEJIEHHOMW J03bI JI0IeTaKcela B TeueHue 48 4
BBEIBOJMTCS C KaJIOM B BHJIe METa0OIMTOB (OCHOBHOTO HEAKTUBHOTO META0OIHNTA U
TpeX MEHEE 3HAYMMBIX HEaKTUBHBIX META0OJUTOB) U B OYEHb HE3HAYUTEIHHOM
KOJIMYECTBE — B HEU3MEHEHHOM BHJIC.

dapmakoKWHETHKA JOIEeTaKCela He 3aBUCUT OT BO3pacTa W Imoja marueHTa. [pu
c1ab0 M yMEPEHHO BBIPAKEHHBIX HAPYHICHUSX (YHKIHUUA TMEeYEeHU (AaKTUBHOCTD
anmannHamuHoTpaHcdepassl (AJIT) u acnapratamunorpancdepassl (ACT) >1,5 ux
BepxHUX rpanuil Hopmbl (BI'H) B coueTannu ¢ akTMBHOCTBIO 1Ie104HOM (hocdaTasbi
>2,5 BI'H) ob6muii knmpeHc nonerakcenia CHUXaeTcsl B cpeiHeM Ha 27 %.

[Ipu cmaboit WM yMEpeHHOW 3aJepKKe XHUIAKOCTH KIUPEHC OoIeTaKcena He
MEHSETCS; CBEJICHUM O €ro KIMPEHCE MPHU BBIPAKEHHON 3aJIePIKKE KUJIKOCTH HET.
[Ipy KOMOWMHUPOBAHHOM TPUMEHCHHH JOIETAKCeT HE BIHSET Ha KIMPEHC
JIOKCOpPYOUITMHA u KOHIICHTPALIUIO JIOKCOPYOUITHOJIA (meTabonura
JIOKCOPYOUITMHA) B TJIa3ME KPOBH.

dapMaKOKMHETHYECKHE  TIOKa3aTelid  JIoNeTaKcela,  JIOKCOPYOWIIMHA |
nukiopochaMua HE U3MEHSUINCh TPU UX OJHOBPEMEHHOM TPHUMEHEHUH.
Kanernurabun He BiauseT Ha (apmakokuHeTuky pgorerakcena (Cmax, AUC), a
JIOLIETaKCeN, B CBOIO Ouepe/ib, HE BIUSET Ha (PapMaKOKWHETHUKY KaneuutaOuHa u
HaunboJiee BaKHOro MeTabouTa Kanerurabuna (5'-DFUR).

KnupeHnc nonerakcena mpu KOMOMHHUPOBAHHOM Tepanmuv C IHUCIUIATUHOM HE
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MEHSETCS 110 CPABHEHUIO C €r0 KIIMPEHCOM MPU MOHOTEPAITHH.
dapMaKOKMHETUYECKUM TPO(HIIb UCIIIIATHHA, BBOJMMOT'O BCKOPE MOcie UHPY3UU
JoIEeTaKceNa, He OTINYAJCs OT TAKOBOTO MPU BBEJICHUH OJTHOTO LIUCIIATHHA.
[Ipenuu3oH He BiMseT Ha (PApMaKOKMHETUKY JOIE€TaKcesa, BBOJUMOTO IOCHe
CTaHJAapTHOM MpeMeIMKaIui IeKCaMETa30HOM.

KoMOuHupoBaHHasi Tepamusi JOIETAKCEJIOM, IHUCIUIATUHOM U (pTopypanuioMm He
U3MEHSET UX (PapMaKOKMHETUYECKUX MOKa3aTeseH.

Dapmaxoxkunemuxa y demet

VY nereit hapMakOKMHETUYECKHUE MOKA3aTEIM MPU MOHOTEpAIUU JIOLETAKCEIOM U
TEepanuu JO0IETAaKCEeIOM B KOMOMHAIIMHU C IUCIIATUHOM U (DTOpypanuiaoM ObLTH
aHAJIOTUIHBIMU TaKOBBIM Y B3POCIIBIX.

Ioka3aHus K NPUMEHECHUIO

Paxk monounoii sncenezvt (PM/K)

Aovrosanmuas u HeoaodvlO8aHMHAs Mepanusi

Aoviosanmuas mepanus

Onepabenvuvii PMJK (npenapat [onerakcen-Ilpomomen B koMOMHaIuUM C
JIOKCOPYOHITUHOM U ITUKI0(pochaMuiom):

— onepabenbHbii PMXK ¢ mopaskeHneM peruoHapHbIX JUMGOY3II0B;

— onepabenbHblii PMXK 0e3 mnopaxeHUss pEruoHapHbIX JUMQPOY3JIOB Y
MAlMEHTOK, KOTOPHIM TOKAa3aHO TMPOBEJACHUE XUMHUOTEpAllUd  COTJIACHO
YCTAHOBJICHHBIM ~ MEXKIyHApOAHBIM  KPUTEpUSIM OTOOpa Il  TIEPBUYHOU
XuMuoTepanuu paHHux craguii PMIK [npu Hanuuuum ogHoro wim 6osee (HhakTopoB
BBICOKOTO PUCKA Pa3BUTHUS PEIIUINBA: pa3Mep OIyX0Ju 0oJiee 2 CM, OTPUIIATEIIbHBIN
CTaTyC 3CTPOTCHOBBIX U MPOTECTEPOHOBBIX PEIICIITOPOB, BEICOKAS TUCTOJIOTHUSCKAs
CTEIEHb 3JI0KAYECTBEHHOCTH OIMYXOJIH (CTeneHb 2—3), Bo3pacT MeHee 35 neT|.
Onepabenvuviii PMJK ¢ onyxonegoti eunepskcnpeccuert HER2 (moxcopyOuriuu u
nukiaopochaMur ¢ MOCIEIYIOMMM TMPUMEHEHHWeM Tmpernapara J[lomnerakcen-

[Ipomomen B komOuHauu ¢ Tpactyzymadom (cxema AC TH)).



Heoaovioeanmnas mepanus

Onepabenvuviii.  u  Mmecmuo-pacnpocmpanentvii  PMJK  (moxkcopyOuUIIuH H
mukiaodochaMus ¢ MOCIEAYIOIIMM TNpUMEHEeHHeM TmpemnapaTta Jlouerakcen-
[Tpomomen).

Memacmamuueckuil u/unu mecmuo-pacnpocmpanenusiii PMOK

— MecTtHo-pactipocTpaHeHHblii i  Mertactatmdeckuid PMOK  (mpenapar
Houerakcen-Ilpomomen B KoMOUHALIUY C TOKCOPYOULIMHOM, Teparus 1-0if JTUHUN).
— Meracratudeckuii PMK ¢ onmyxoneBoii runepakcnpeccueit HER2 (mpermapat
Houerakcen-Ilpomomen B KOMOMHAIIMY C TPACTy3ymMaOOM, Tepanus 1-oi JUHUH).

= MecTHO-paclipoCTpaHeHHbIl ~ wiau  Meracratuueckuin  PMOK  mpm
Hed(pheKTUBHOCTH MPEIIECTBYIOIIEH XUMHUOTEpaIuu, BKJTIOYABIIIECH
aHTPAUMKINHBI WK alKWInpytomue cpeactsa (npemnapat Jonerakcen-IIlpomomen
B MOHOTEPAIIUH).

— MecTHO-pacnipocTpaHeHHbIM WM MeTtactarmueckud  PMIJK  mpm
Hed(pheKTUBHOCTH MPEIIECTBYIOIIEH XUMHUOTEpAIuu, BKJTFOYABIIIECH
anTpammkiauHel  (mpenapar  Jlomerakcen-Ilpomomen B komMOMHamum ¢
KareruTaOuHOM).

Hemenkoxknemounulii pak 1e2K020

— MecTHO-pacpOoCTpaHEHHBIN UM METACTATUYECKUI HEMEIKOKJIETOUHBIN paK
Jerkoro mpu Hed(D(HEKTUBHOCTH TMPEANISCTBYIONICH XUMHOTEpanuu (Tmpemapar
Honerakcen-IIlpomomen B MOHOTEpAIum).

— HepezekTabenbHbli  MECTHO-PACIPOCTPAHEHHBIM WM METACTATHYECKUI
HEMEJIKOKJIETOUHbIM  pak Jierkoro (mpemapat J[ouerakcen-Ilpomomen B
KOMOMHAIMU C HUCIIaTUHOM, Tipenapat Jlouerakcen-IIpomomen B koMOMHAIIMY €
KapOOIJIATUHOM  TIPEJCTABISCT AJIbTCPHATUBHBIA  BapHaHT  JICUCHHS  JUJIS
OCHOBAaHHOM Ha LUCIUIATUHE TEpANUu, Tepanus 1-oil IUHUM).

Pak auunuxoe

— MeractaTudeckuid pak SMYHUKOB TIPU HEIPPEKTUBHOCTH MPEIIECTBYIOIICH

tepanuu 1-o¥ nuaum (npenapat Jouerakcen-IIlpomomMen B MOHOTEpauu, Tepamnus
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2-011 JINHHH).

Pak npeocmamenvnoii scene3nl

- MeractaT4ecKnii  KaCTPAaMOHHO-PE3UCTEHTHBIM PaK MPEACTaTEIbHOU
xene3bl (mpenapat Jouerakcen-IIpomoMen B KOMOMHAIIMKM C MPETHU30HOM MU
MPETHU30JIOHOM).

- MeracTaTH4eCcKuii TOPMOHOUYYBCTBUTEIBHBIN PaK MPEICTATEIBHON KEIE3bl
(npenapat Jlouerakcen-IIpomomen B KOMOMHALIMKM C aHTHAHAPOTCHHOW Tepanuei
(AAT) ¢ mnpenHU30HOM WM TPEAHU3OJIOHOM WM 0€3 MpeIHU30HA WIIU
MPEIHU30JI0HA).

Pak ycenyoka (adenokapyurnoma)

— MeractaTudeckasl aJicHOKapUMHOMA XKEyJiKa, BKIIOYas aJCHOKApLUHUHOMY
30HBI MUIIEBOAHO-KEIYyJ0UHOro Tepexona (mpenapat [lonerakcen-Ilpomomen B
KOMOUWHAIIMY C UCIUIATUHOM U (pTOpypanuiom, Tepanusi 1-oi TuHUN).

Pak 2onoewt u weu

— MecTHO-pacpOCTpaHEHHBIM IIJIOCKOKJIETOYHBIM pak TOJIOBBI W IIEU
(npemapatr  Jomerakcen-IIpomomeny B KOMOMHANMKM € IIUCIUIATHHOM U
dTopypalioM, THAYKIIMOHHAS Teparius).

IIporuBonoka3anus

— Tsokenble  peakuWd  TUIEPUYYBCTBUTENIBHOCTM K JIOLETAKCENy WU
nosmcopOary 80 B aHaMHeE3e.

— KonuyectBo HeliTpoduinos B nepudepruueckoit kpoBu <1500/Mki1.

- Bripaxkennbie HapyieHUs PYHKIUY TIEYCHHU.

— bepeMeHHOCTh U IEPHOJ] TPYAHOTO BCKAPMIIMBAHUS.

— Hetckuii Bo3pacT a0 18 jer.

[Ipn nmpumenenuun npenapata lonerakcen-Ilpomomen B KOMOMHALIMKM C JPYTUMHU
npenapaTaMy ClIeyeT TaKK€ YUYUThIBATh MPOTUBOIOKA3aHUS K UX TPUMEHEHHUIO.

C 0CTOPOKHOCTHIO

- [Ipy OAHOBpPEMEHHOM TMPUMEHEHUH C CWIbHBIMA  HMHTHOUTOpaMuU

m3opepmenta CYP3A4  (manmpumep,  KETOKOHA30JOM,  HWTPAKOHA30JIOM,
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KJIAPUTPOMULIMHOM, UHIUHABUPOM, He(a300HOM, HEN(UHABUPOM, PUTOHABUPOM,
CaKBUHABHUPOM, TEJTUTPOMHUIINHOM, BOPUKOHA30JI0M) (cMm. paszznen
«B3aumonelicTBrE C IPYTUMU JIEKAPCTBEHHBIMU CPEJICTBAMUY).

— Ilpy OHHOBPEMEHHOM TPUMEHEHUH TMPENapaToB, WHIAYIUPYIOIIUX HIIH
uHruoupyronmx uzopepmentel CYP3A, nnm MeTaboau3upyOmuUXcsi ¢ TOMOIIIBIO
uzopepmentoB CYP3A, Takux Kak HUKIOCTIOPHUH, TephEeHAANH, SPUTPOMUIIMH U
TPOJICAHIOMHUIIMH (CM. pasznen «B3ammonelcTBue C IpyruMH JIeKapCTBEHHBIMU
CpEeACTBAMU ).

IIpumeHeHne npu 6epeMEHHOCTH U B NMEPUO/I TPYIHOT0 BCKAPMJIMBAHUS

H(CHHII/IHBI PCIIPOAYKTHUBHOI'O BO3DaCTa/KOHTDaI_ICHHI/ISI Y MVYXYUH MW XCHIIINH

JKeHIMHAM penpoIyKTUBHOIO BO3pacTa W MY)KYMHAM, MOJYYalOIIUM JIEUYEHUE
JIOLIETAKCEJIOM, PEKOMEHIyeTCsl N30eraTh HaCTYIUICHUS! OEpEMEHHOCTU U 3a4aTus
pebeHka, a Takke HEMEIJICHHO WH(OPMHpOBATh JIEHAIIETO0 Bpaya, €CIU 3TO
IIPOU30MIET.

B cBI3M ¢ TICHOTOKCHMYECKMM  JEWCTBHEM  JOLETAKCeNa  KEHUIMHAM
PENpOyKTUBHOIO BO3pacTa PEKOMEHAYETCS HMCIOJIb30BaTh HANIEKHBIE METObI
KOHTpALENUU BO BPEMS JICUCHHUS TOLIETAKCEJIOM U B TEUEHHE HE MEHEE 2 MECSAILIEB
1I0CJIE OKOHYAHMS TEPAIINU.

My>X4rnHaM pPEKOMEHJIYETCSl MCIOJIb30BaTh HAJIEAKHBIE METOJIbI KOHTPALICTIIMK BO
BpeMs JICYEHUS JOLETAKCEIIOM U B TEUEHUE HE MEHEE 4 MECALIEB MOCIE OKOHYAHMS
XUMHUOTEPAIIUH.

bepeMeHHOCTE

JlorieTakcen MpOTHBOIIOKAa3aH K MPUMEHEHUIO mpu OepeMeHHOCTH. JKEeHIMHAM B
cllyyae¢ BO3HHMKHOBEHHS OEPEMEHHOCTH BO BpEMs JICYCHHUS CIICAYET CPOYHO
COOOIIUTH 00 3TOM CBOEMY JieHallleMy Bpady.

JlakTanus

JlotieTakcen MPOTUBOMOKA3aH K MPUMEHEHHWIO B TICPUOJ JIAKTAIMU (TPyIHOTO
BCcKapmumBaHust). [lomerakcen sBiseTcss TUMOMUIBHBIM BEIIECTBOM, OJHAKO HET

JaHHBIX O BEPOATHOCTH €TI0 IIPOHHMKHOBCHHA B TIPyAHOC MOJIOKO. BBI/IJIy
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BO3MOXKHOTO Pa3BUTHsI MOOOYHBIX PEaKIU Y TPYAHBIX ACTEH, ClIeyeT IPEeKpaTUTh
I'PYAHOE BCKapMJIMBAHUE BO BPEMs JICUECHHUS TOLETAKCEIIOM.

DepTHILHOCTD

B uccrnenoBanusx Ha 5KUBOTHBIX OBLIO MTOKA3aHO, YTO JOIIETAKCET MOKET HApyIIaTh
MYKCKYI0 (EepTHIBHOCTh (CIOCOOHOCTH K 3auaTuio). [loaToMy My>kunHaM mepen
HayajoM JICUCHHS  JIOLIETAKCEJIIOM CJEAYyeT pPacCMOTPETh  BO3MOXKHOCTH
KOHCEpPBAIUU CIIEPMBI.

Cnocod npumeHeHu sl U 103bI

Jleuenne mnpemnaparom Jlonerakcen-IIpomomesn cieayeTr MpOBOAWUTH TOJBKO IO
HaOJNIOZICHUEM Bpada, HMEIONIEr0 OIBIT TMPOBEIEHUS MPOTHUBOOITYXOJIEBOM
XUMUOTEPAIUU B YCIOBUSIX CIEIIUATU3UPOBAHHOTO CTallMOHAPA.

Jns mpenynpexIeHus pa3BUTHSL PEAKIMU TUNEPUYBCTBUTEIIBHOCTH, a TaKkKe C
LEJbI0 YMEHBIICHUS 3aJ€pKKU JKUJIKOCTH BCEM IMAalMEHTaM, IMOJIy4aroluuM
npenapat [lonerakcen-IIpomomen (kpoMe ManuMeHTOB C PakoM IMpeJcTaTelbHON
JKeJe3bl, PEKOMEHAAINHN 0 MPEeMEANKAIMU JIJIT KOTOPBIX CM. HIDKE), B CIydae
OTCYTCTBUS MPOTUBOMOKA3aHU MIPOBOAUTCS npeMeuKaIus
TIIFOKOKOPTHUKOCTEPOUIOM, HAIPUMED, IEKCAMETa30HOM BHYTPb B J103€ 16 MT/CyTKH
(mo 8 Mr aBa pa3a B CyTKH) B TeueHHE 3-X JHEH, HauuHas 3a 1 JIeHb 10 BBEICHUS
npenapara Jonerakcen-IIpomomen.

Y [manmueHToB € METAaCTaTMYECKMM  KaCTPAllMOHHO-PE3HCTEHTHBIM  PaKOM
MpeACTaTeILHON KeJe3bl, MOJyYaroluX COMYTCTBYIOIIEE JECYCHUE MPEAHU30HOM
WJIU TIPETHU30JIOHOM, TPOBOAUTCS MPEeMEAUKAIIUS IEKCaMETa30HOM BHYTPb B J103€
8 mr3a 12 4, 3 9y u 1 u 1o Havana BBeneHus npemnapara Jlomerakcen-IIpomomer.

Y  manmMeHToB C  METAacTaTMYECKUM  TOPMOHOYYBCTBUTEIBHBIM  PaKkoM
MpEACTATEIbHON KeJIe3bl HE3aBUCUMO OT OJHOBPEMEHHOIO UCIIOJIb30BaHUS
NpPEAHU30HA WM TPEAHU30JI0HA, MPOBOJUTCS MNPEMEAUKALMS IEKCAMETa30HOM
BHYTpPb B 103¢ 8 Mr 3a 12 4, 3 u u 1 4 1o Hayana BBeeHUs npenapara Jonerakcen-
[Tpomomen.

JInst CHYMOKEHUSI pUCKaA Pa3BUTHUS T€MATOJIOTHUECKON TOKCUYHOCTH PEKOMEHTyEeTCs
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npo(UIAKTHYECKOE BBEJCHHE TPaHyJIOIUTAPHOTO KOJOHUECTUMYIHPYIOIIETO
daktopa (I'-KCD).

[Ipenapar [louerakcen-IIpomomen BBOAMTCS IyTE€M OJHOYACOBOM BHYTPHBEHHOMU
uHpy3uu 1 pa3 B 3 Heqenu.

Paxk monounoii sncenesvt (PM/K)

Aoviosanmuasn mepanus

[Ipu agproBanTHOM Tepanuu onepadenbHoro PMXK ¢ mopakeHnem pernoHapHbIX
muMmpoy3i0B 1 onepadensHoro PMIK 6e3 mopaxeHusi peruoHapHbIX JUM(OY3I0B
pexomeHayemas no3a mpemnapara Jonerakcen-IIpomomesn cocrasisier 75 mr/m?
uepe3 1 4 mocne BBeneHMs gokcopybommmua (50 mr/m?) um nmknopochamuaa
(500 mr/m?) xaxnapie Tpu Heaemu (cxema TAC). Beero 6 MKIIOB (CM. Takxke ganee
«Koppexkuust 103 pu XUMHOTEPATTHI).

[Ipy agbrOBaHTHOM Tepamuu MalMEHTOB C omepabenbHbiM PMXK ¢ omyxoseBoi
runepakcnpeccueii HER2 pexkomenayroTcs yka3zaHHBIE HUXKE 03Bl Tperapara
Houerakcen-IIpomomer.

— Xumuomepanus no cxeme AC TH

— AC (uuknsl 1-4): gokcopyounun (A) 60 Mr/m? ¢ IOCIENYIOIUM BBEICHUEM
muknodochamuaa (C) 600 mr/m? xkaxasle 3 Henenn, 4 UKIA.

— TH (umknsr 5-8): gouerakcen (T) 100 mr/m? 1 pas B 3 Hemenu, 4 LukiIa u
Tpacty3ymad (H), BBOIMMBIN €XEHENETbHO B COOTBETCTBUU CO CIEAYIOLIEH
CXEMOM:

— nuKa 5 (HaunHaetcs yepes 3 Henenu nocie nociennero nukina AC):

Oensb 1: TpacTy3yMad 4 Mr/kr (Harpy3o4Hasi 103a),

Oenw 2: nonerakcen 100 mr/m?,

Oenb 8 u 15: Tpactyzymal 2 MI/KT;

— IIUKJIBI 6—8:

denw 1: mouerakcen 100 mr/m? u TpacTy3ymab 2 MI/KT,

Oenb 8 u 15: Tpactyzymal 2 MI/KT.

— Yepes Tpu Henmenu mocne AHsS 1 nukia §: Tpactyzymad 6 MI/KT Kaxable
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3 HeAenu.

Tpacty3ymal BBOJIUTCS B 00I11IEH CTIOKHOCTH B TeueHHe 1 roja.

Heoaovioeanmnasa mepanus

Jlns mpoBeAeHUST HEOATbIOBAHTHOM Tepaluyd MAIMEHTOB C oOnepaldeiabHbIM U
MeCTHO-pactpocTpaHeHHbIM PMJK pekoMmeHayroTcsi yKka3aHHBIE HUXKE J103bl
npemnapara Jlonerakcen-IIpomomen:

— AC (uuxnsr 1-4): nokcopyoumun (A) 60 Mr/m? ¢ HOCIEAYIOIKUM BBEIECHAEM
nuknopochamuaa (C) 600 Mr/m? kaxple 3 Heaen, 4 IUKIIA.

- T (umkns 5-8): gouerakcen (T) 100 mr/m? 1 pas B 3 nenenu, 4 nukia.
Mecmuo-pacnpocmpanennsiu unu memacmamudeckuu PMIK

[Ipu MecTHO-pacipocTpaHEeHHOM Wi MeTactaTuueckoM PMOK B kauecTBe Tepanuu
MEpBOM JIMHUM JIoueTakcen 75 MT/M? NpUMEHSIETCSI B KOMOWHAIIUU C
nokcopyounuHoM 50 Mr/mM%; B KadecTBe Tepaluy 2 JIMHUK PEKOMEHI0BaHHAs 1032
JoleTaKceNa B MOHOTepanuu cocTasiseT 100 mr/m2,

Jns  xomOunaimuu npenapara [louerakcen-Ilpomomen ¢ Tpacty3ymadbom
pekoMeHyeMas no3a npenapara Jlonerakcen-IIpomomen cocrasmser 100 mr/m?
KaXJble 3 HENeNIU C eXEeHEeJeTbHBIM BBeJIeHHEM TpacTy3ymaba. [lepBoHavanbHas
BHYTpHUBEHHass MHQY3Us JOIeTaKcesaa MPOBOAMUTCS Ha CICAYIOMUN JCHb MOCTe
BBEJICHMSI TIEPBOI1 103bI TpacTy3ymabda. [locnenyromue 10361 go1ieTakcena BBOJIATCS
HEIMOCPEICTBEHHO MOC€ OKOHYAaHUS BHYTPUBEHHON MH(Y3UU TpacTy3zymada (mpu
XOpOIIeH TEePEeHOCHMOCTH TMPEANIeCTBYIOMIEH 703kl  TpacTy3ymaba). Jlms
noyiydeHus: uMHpopmanuu O J03aX U crnoco0e BBEAEHUS TpacTy3ymada cMm.
WHCTPYKIIUIO 110 METUIIMHCKOMY TPUMEHEHHIO TpacTy3yMaoa.

[Ipy woMOMHAIMU C KaneuuTaOMHOM pPEKOMEHAyeMmas Jo3a JoIeTaKcesna
COCTaBIISIET 75 MI/M? Kaxkable 3 Heaenu, a kaneuutaduaa — 1250 mr/m? BHYTpb JIBa
pasa B cyTkH (B TeueHue 30 MHUH MTOCJIE €/1bl) B TE€YEHUE 2-X HE/IEIIb C MOCIIEIYOIINM
OJTHOHEJCIIBbHBIM TIEpUOJIOM OTabixa. [l pacuera m03bI KamenuraOuHa B
COOTBETCTBHH C TUIOIIA/IbIO IOBEPXHOCTHU TeJIa CM. HHCTPYKIIHMIO IO METUIITHCKOMY
MPUMEHEHUIO KamneruTabuHa.
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Hemenkoxknemounulii pak 1e2ko2o

VY nanueHToB, HE MOJMy4YaBIIMX PAHEE XUMHOTEPAIIHNIO, PEKOMEHIyETCA CIEAYOast
CXeMa JIeYEHHUs: TOLETaKcea 75 MI/M2, cpasy MOcCIe HEro BBEICHHE IMCILIATUHA
75 mr/m? B Tedenne 30—-60 muH uau kapoornatuaa (AUC 6 Mr/Mi/MuH) B TedeHHE
30-60 muH.

Jns nedenus mocie Hed((HEKTUBHOCTH XMMHOTEpPANMH Ha OCHOBE MpENapaToB
IJTATHHBI PEKOMEHIYETCSI MOHOTEPAIIHS IOLETAKCENOM B 03¢ 75 Mr/m2,
MemacmamuuecKkuii pak AUYHUKOG

Jns 2-oil TUHWUM Tepanuu paka SHUYHUKOB PEKOMEHAYETCA 103a JOLETaKCeyna
100 mr/m? kaxaple 3 HeleqH B MOHOTEPAIIHH.

Pak npeocmamenvnoii scene3nl

Memacmamuueckuii.  KACMpayuoHHO-PEe3UCMEHMHbINL  PaK — NpeoCmamelbHOl
Jrcenesvl

Jl1s1 iedeHus alueHTOB ¢ METACTaTUUECKUM KacTPallMOHHO-PE3UCTECHTHBIM PAKOM
MpEACTAaTEIbHOM KEJNe3bl PEKOMEHJIOBaHHasi Jo3a Impenapata /[lonerakcen-
ITpomomen coctasiser 75 mr/m? 1 pas B Tpu Heaenu. [lpeTHU30H WK NpeJHU30I0H
MPUHUMAIOT JUIMTEIBHO MO 5 MI BHYTpPb 2 pa3a B CyTKH.

Memacmamuueckuti 20pMOHOYYECMBUMENbHBLUI PAK NPEOCMAamenbHOU Jicele3bl
st jedeHus MalMeHTOB C METAacTaTUYECKUM TOPMOHOUYYBCTBUTEIBLHBIM PaKkoM
MpeACTaTEIbHON KeJle3bl PEKOMEHJIOBaHHasi Jo3a Impenapata /[lonerakcen-
ITpomomen coctapiuseT 75 mr/m? 1 pas B TpU HeENU B TeueHUe 6 KypcoB.
[IpenHn30H MM MPEIHU30JI0H MPUHUMAIOT JUIMTENBHO IO 5 MI' BHYTPh 2 pasa B
CYTKHU.

Pak ycenyoka (adenokapyunoma)

Jns nedeHus MalMEeHTOB C aJCHOKAPUMHOMOM KeTylKa PEKOMEHJIOBaHHas J03a
npenapata Jlouerakcen-Ilpomomen coctasnser 75 mr/mM? B BHIE OIHOYACOBOM
BHYTPUBEHHON MH(Y3UH C MOCJENYIOEed BHYTPUBEHHONM MH(Y3UEH LUCIIaTHHA
75 mr/m? B Teuenue 1-3 4 (06a mpemnapara TOJNBKO B IIEPBBIA JIEHb KaXKI0r0 LUKIIA

xumuoTtepanuu). [1o 3aBepiieHnr BBEAEHUS UMCIIATHHA MPOBOJAT 24-4acoOBYIO
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BHYTPHMBEHHYI0 MH(y3ur0 (ropypammna 750 MI/M?/CyTKM B TedeHHE 5 CYTOK.
Jleuenne mnoBTOpsieTcs Kaxaple 3 Heaenw. l[lanueHTH JOJKHBI OJTY4YaTh
MpeMeIMKAIMIO TPOTUBOPBOTHBIMU TIpeNapaTaMu U aJeKBaTHYIO TUIpaTAllUIO TIPU
BBEJCHUU IUCIIATUHA. J[JI1 YMEHBIIEHUS] pUCKA IT€MaTOJIOTMYECKOM TOKCUYHOCTH
(cm. nanee «Koppekuus 103 Npyu XUMHOTEpPANUU») C NPOPUIAKTUYECKON 1IEIbIO
nokasaHo BeaeHue ['-KCO.

Pak 2010661 u weu

[TaniieHTHl JOJKHBI MOJIy4YaTh MPEeMEIUKAIIUI0 TPOTUBOPBOTHRIMU MperapaTamu,
UM JIOJDKHA TMPOBOAUTHCA aJleKBaTHas rujpartauus (10 ¢ TMOcie BBEACHUS
nucriatuHa). CienyeT npoBOAUTh MPOGUIAKTUKY Pa3BUTHS HEUTPONEHUYECKUX
nHpekuuii. Bce manueHTsl, y KOTOPBIX NPUMEHSIIUCH CXEMBI JICUEHHS, COJIepIKaIre
npenapat Jouerakcen-Ilpomomen, monydain aHTUOMOTUKHU C MPODUIAKTUYECKON
LENBIO.

HUnoykyuonnas xumuomepanusi ¢ nociedyrowell 1yyesotl mepanuetl

st MHAYKIIMOHHOW Teparuy MPU MECTHO-PACIPOCTPAHCHHOM HeolepadebHOM
IJIOCKOKJIETOYHOM paKe TOJIOBBl W IlIeM PEKOMEHJIOBaHHas Ji03a Ipernapara
Jouerakcen-Ilpomomes cocTapisieT 75 Mr/mM? B BUEe 0JJHOYACOBOM BHYTPUBEHHOM
MH(Y3UU C NOCIENYIOIUM BBEICHHEM LUCILIATHHA B 103€ 75 Mr/M% B Teuenue 1 4
(o0a mpemnaparta BBOJSATCS TOJBKO B MEPBBIN JIEHb KAXKJIOTO [UKJIa XUMUOTEPAIIUN ).
[Tocne aToro mpoBOAUTCS HEMpPEphIBHAS BHYTPUBEHHAsI MHGY3Usa (TOpypalmia B
no03e 750 Mr/M?/cyTKH B Te4eHHE 5 CyTOK. DTa cXeMa IOBTOPSETCS Kaxk/ble 3 Heeu
B TeueHue 4-x nukioB. [locne xumuoTepanuu nanydeHTam J10kHa ObITh TPOBE/IeHA
Jy4deBast Teparusl.

HUnoykyuonnasa xumuomepanus ¢ nociedyroujeti XUuMuoLy4eou mepanueu

Jns MHIyKIWMOHHOW Tepanmuu MECTHO-PACIPOCTPAHEHHOTO ILIOCKOKJIETOYHOIO
paka TOJIOBBI M IIeU (TEXHUYECKH HEPE3eKTaOEIbHOTr0, C HU3KOW BEPOSTHOCTHIO
XUPYPrUYECKOro U3JICUCHUS WIH C IEJIbI0 COXPAHEHMs OpTraHa) PEKOMEH 10 BaHHasI
no3a npenapara Jlonerakcen-IlpoMomen cocrasisier 75 Mr/M? B BHJIe 0JJHOYACOBOM
BHYTpUBEHHOU nH(Dy3uu ¢ nocienyroueit 0,5-3-4acoBoil BHyTPUBEHHON HH(Y3UEH
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nucrnatuaa 100 mr/m? (06a mpenapara BBOAATCS TOJNBKO B IEPBBIH JA€Hb KaXkKIOTO
[MKJIa XUMUOTEpAIin) U C MOCIEAYIONIEeH HePEePbIBHOW BHYTPUBEHHON UH(Y3uei
¢gropypanmna B moze 1000 mr/m%cytku ¢ 1 mo 4 meHb. DTa cxema JI€UEHUS
MOBTOpSAETCS Kaxable 3 Heenu, Bcero 3 mukia. [lociie xuMmuoTepanuu nayeHTam
JOJDKHA OBITH MPOBEJEHA XUMHUOJIydeBas Tepanus. s monxydeHus: CBeIeHUN O
KOPPEKITMHU 703 MUCIUIATUHA U (pTopyparuia cM. HHCTPYKIIUUA TT0 METUITMHCKOMY
MPUMEHEHUIO ATUX MPErapaToB.

Koppexuusa 003 npu xumuomepanuu

Obwue pekomenoayuu

[Ipenapar [louerakcen-Ilpomomen MOMKEH BBOJUTHCA TMPU  KOJIUYECTBE
HeltpodusoB B mnepudepuueckot kpou >1500/mMkn. B ciaydae paszBuTus
beOpriIbHOM  HEWTPONEHHH, CHIDKEHHMS 4ucia HeutpoduioB  <500/mxn
JUIMTEIIbHOCTBIO 00Jiee OJHOW HENENH, BBIPAKEHHBIX WIM KyMYJISTUBHBIX
(YCUTUBAIOMUXCSA TPU TIOBTOPHBIX BBEJACHHUSAX) KOXKHBIX pPEAKIUH, WU
BBIPOKEHHOU nepudeprudeckoit Heliponatuu Ha (hOHE Tepanuu JOIETaKCEIOM, €T0
71034 IIPY CIIEAYIOMINX BBEIEHHUAX JOJKHA OBbITh cHIKeHA co 100 mr/m? 1o 75 Mr/m?
n/mmm ¢ 75 mr/m? 1o 60 mr/m2. Ecan oio0HbIE peakIuy COXPAHSAIOTCA M IIPH JI03€
nouerakcena 60 Mr/mM?, 1e4eHre UM CIEAy€eT IPEKPATHT.

Kombunuposannas mepanus, exmouarowas npenapam loyemarxcen-Ilpomomeo ons
neuenus PMPK

Aoviosaumuas mepanus PMIK

[Taimentkam ¢ PMIK, mnonyyarommM aJIbIOBAaHTHYIO TEPANUIO MPENapaToM
Homnerakcen-IIlpomomen B KoMOMHAIINY C TOKCOPYOUITMHOM U UKI0(ochamumom
(cxema TAC), ¢ nenpio NepBUYHON MPOPUIAKTUKA peKOMEHAyeTcs BBeaeHue I -
KC®. Ilanuentkam, KOTOpble mepeHecnn (eOpHIbHYI0 HEHUTPOICHUIO WITH
HEUTPONCHUYECKYI0 HMH(PEKINI0, BO BCEX TMOCIEAYIOMMX IUKIAX HEOO0XO0IUMO
YMEHBIINTE 103y npenapata Jonerakcen-Ilpomomen 1o 60 Mr/m2. Y NalueHTok, y
KOTOPBIX Pa3BUJICS CTOMATHUT 3 WU 4 CTENECHH TSHKECTH, HEOOXOIUMO CHIKCHHE

03Bl Jo1eTakcesa 10 60 mMr/m2.
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IIpenapam /{oyemaxcen-IIpomomeo 6 xumuomepanesmuueckou cxeme AC T

[Ipu omnepabenbHOM U MecTHO-pacnpocTpaneHHoM PMJXK mnocne »smmzona
¢bebpuabHON HEHTpOoNIeHUH WK HPEKINU Ha (POHE HEOaAbIOBAaHTHON TEpaInu IO
cxeme AC T HeoOxouMo ¢ mpoduutakTuaeckoit uensto npumeHsiTs [-KC® Ha Bcex
MOCJHEAYIOIIUX LUKIaX, a f03a npemnapara [Jouerakcen-Ilpomomen B cxeme AC T
JOIKHA OBITH CHIKEHA co 100 Mr/m? 10 75 Mr/m2,

Ipenapam {oyemaxcen-IIpomomeo 6 xumuomepanesmuueckoti cxeme AC TH

[Tpu onepabensnom PMXK ¢ omyxoneBoii runepakcipeccuert HER2 mocne snuzona
(GeOprIIbHOM HEUTPONEHUH WIM MHPEKIUH Ha (OHE aAbIOBAHTHOM Tepamuu 0
cxeme AC TH neoOxonumo ¢ npodunaktuyeckor nenpto npuMmensts ['-KCO na
BCEX MOCJIEAYIOIINX HUKIAax, A03a npenapara Jomnerakcen-IIpomomen B cxeme AC
TH nomkHa ObITH cHIKeHa co 100 mr/M2 1o 75 mr/m2. Tak Kak B KIMHHYECKOW
MpaKTUKEe HAONIOMANOCh pa3BUTHE HEUTPONIGHUM Ha TIEPBOM K€ IUKIIE
XUMUOTEPAIUU, CICAYET YUUTHIBATH HEUTPONICHUUECKUN PUCK U OOIIETIPUHSTHIC B
HACTOSIIEe BpeMsl pEKOMEHIAlUU U TIPU HE00X01uMOCTH npuMeHsTh [-KCO.

B cnyuyae pasButus cromatuta 3 wid 4 CTENEHW TSHKECTH J03y IIpenapara
Houerakcen-Ilpomomen B cxeme AC TH cunexyer camsuth co 100 mr/m? no
75 Mr/m?. J{jist KOppeKLMH 035 TPACTY3yMada CM. HHCTPYKIIUIO 110 MEAULUHCKOMY
MPUMEHEHUIO TpacTy3ymada.

IIpenapam J{oyemaxcen-Ilpomomeo 6 kombunayuu ¢ kaneyumabuHom

Jns KoppeKiuu 103bl KaneuutaOuHa TpU €ro KOMOWHAIIMU C MpernapaToM
Houerakcen-Ilpomomen cMm. HHCTPYKUHMIO MO MEIUIMHCKOMY TNPUMEHECHUIO
kanenutabuna. Ilpu mnpumenenun mnpenapata [omerakcen-Ilpomomen B
KOMOMHAIIMU C KanelnuTaOWuHOM IMPU MEPBOM MOSIBIEHUU TOKCUYHOCTH 2 CTETICHU
TSYKECTH, KOTOPAsi COXPAHAETCS K HaYally CIEAYIOUIEro LMKIA, CIASAYIOIIUN UK
JICYCHHUSI MOXET OBITh OTJIOXKEH [0 CHIDKEHUS Tokcu4yHoctu g0 0—1 cremenu
TSOKECTH, PU BO300HOBICHUH JeueHus: BBoauTcs 100 % mepBoHavYaIbHOM J1036I.
VY nanueHToB C MOBTOPHBIM Pa3BUTHEM TOKCHYHOCTH 2 CTENEHH TKECTH WIIU

INCPBBIM PA3BUTHEM TOKCHYHOCTH 3 CTeNeHW TSKECTH B JIH000E BpEMs LHUKIIA
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JICYEHUE OTKJIAJIBIBACTCSl JI0 CHIKEHHUS TOKCMYHOCTH A0 O—1 cTemeHu TKecTH,
3areM JedeHue mpenaparoMm Jlouerakcen-Ilpomomen BO30OHOBISIETCS B J103€
55 mr/m2.

[Ipu nr00oM mMOCHEAYIOMIEM pPa3BUTHM TOKCHUYHOCTH WM Pa3BUTUU JIHOOOU
TOKCUYHOCTH 4 CTENEHU TSKECTU BBeAcHUE mpenapara Jlouerakcen-lIpomomen
JOJDKHO OBITH TIPEKPAIICHO.

Kombunuposannaa mepanus, exmouarowas npenapam Joyemarxcen-Ilpomomeo
npu HEMEeIKOKIeMOUYHOM PaKe J1e2Ko20

llpenapam [loyemaxcen-Ilpomomed 6 KomMOuHayuu ¢ YUCHIAMUHOM UTU
KapboniamuHom

Y NalueHTOB, KOTOpPBIE IIEPBOHAYAILHO MOIyYaIn JOLETAKCeNl B 03¢ 75 Mr/M? B
KOMOHWHAIIMM C IUCIUIATUHOM WM KapOOIUIATUHOM U Y KOTOPBIX KOJIMYECTBO
TPOMOOIIMTOB B MPEAbIAYIIEM MUKIE CHIKaIOCh 10 25000/mMkn (komMOuHAIUS C
nucriatuHoM) win o 75000/mMkn  (komMOuHanusi ¢ KapOOIUIATHHOM), WU Y
MAIMEHTOB, Y KOTOPBIX pa3BmwiIach (heOpuiibHasi HEUTPOTICHUS, WU Y TAlIMEHTOB C
TSDKEJION HEreMaTOJI0rM4eCKOM TOKCUMYHOCTBIO, 1032 I0LETaKCeNa B TTOCIEe Y FOIINX
IUKJIaX JOJDKHA OBITh CHIDKEHA 10 65 MT/M?.

Jns KoppeKuuu [03bl IUCIUIATUHA CM. HHCTPYKIUIO 10 MEAUIMHCKOMY
MPUMEHEHUIO IUCIUIaTHUHA.

Illpenapam  Jloyemaxcen-Ilpomomeo 6 kombumayuu ¢ YUCNIAMUHOM U
@dmopypayunom npu paxe dxceayoka Uiy pake 20108l U ueu

[Tanuentsl, momyvatomue npenapar Jounerakcen-IIpomomen B kKoMOMHauuu ¢
MUCIJIATUHOM ¥ (TOpypamioM, B COOTBETCTBUU C  CYIICCTBYIOIIUMHU
KIIMHUYECKUMH PEKOMEHIAUSIMU JOJKHBI TTOJIy4aTh TPOTUBOPBOTHBIC MpenapaThl
Y aJICKBAaTHYIO TuApaTanuto. Jisi yMEHbIIEHUs] PUCKA OCIIOKHEHHON HEUTPOIIEHUHN
cinenyet npuMmeHsTh ['-KCO.

Ecnu, necmotpss Ha mnpumenenune [-KC®, BosznukaroT smnu301b1 (HeOpriibHON
HEUTPONEHNUH, NPOJOJDKUTEIBHOM  HEUTPOIICHUM WIM  HEUTPONEHUYECKOU

uHdexuuun, no3y mpenapata Jlounerakcen-IlpomomMen crieayer yMEHBIIUTH C
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75 Mr/m? 10 60 mr/m2. TIpu HOCHENYIOIIEM Pa3BUTUM SIU30I0B OCIOKHEHHOM
HEUTPONIEHUH PEKOMEHJOBAaHO YMEHBIIUTh J03y Tnpenapara [lomerakcen-
[Ipomomen ¢ 60 mr/m? 1o 45 mr/m2. Ilpu pa3BUTHH TPOMOOLMTONEHUH 4 CTEIEHH
TSDKECTH 103y npenapata Jonerakcen-IIlpomomesn pekoMeHyeTcst yMEHbIIUTH € 75
mr/m? 10 60 mr/m?. Tlocneayromye MUKIIbI C TPUMEHEHHEM JIOLETAKCEIa BO3SMOKHBI
npu KonuyectBe HehTpodpuminoB >1500/mxn u tpombouuToB >100000/mki. [pu
COXpaHEHUH JAHHBIX TOKCHUECKHUX MPOSIBJICHUH JIEUEHUE CIIeNYyEeT NIPEKPATUTD.

PekoMeHoBaHHAs KOPPEKIUs 103 MPU Pa3BUTHH TOKCHYHOCTH y TMAIMEHTOB,
noiyvaronumx npenapat Jonerakcen-Ilpomomen B koMOMHAIMK C IUCIUIATUHOM U

bropypatmiom (OVY)

TOKCHYHOCTD Koppekuus pexuma 103upoBaHUs

Jluapes 3 crenenn  ([IepBsiii anm3o4: ymeHbnTh 103y PV Ha 20 %
TSKECTU [[OBTOpHBIN ANIU30/: YMEHBIIUTH JI03y Npenapara

Jlouerakcen-IIpomomen Ha 20 %

Jluapes 4 crenenn  [[IepBbIii 31130/ YMEHBIINTH 1036l IIpenapata onerakcen-
TSOKECTU [Ipomomen u @Y Ha 20 %

[IOBTOPHBIN ANIN30/1: MPEKPATUTH JICUEHUE

Cromatut/myko3ut [[lepBbiii 1tu30/: yMEeHbIIUTH 103y DY Ha 20 %

3 cTeneHu TSOKECTH  [ToBTOPHBIH SMU30/1; IPEKPATUTh TOJIbKO mprueM DY Bo Beex
NOCHEAYIOIINX [IUKIIAX

Tpernii 5n130/1: YMEHBLINTH J03Yy penapara

Jlouerakcen-IIlpomomen Ha 20 %

Cromatut/mMyko3ut ([IepBbiii STTU30: TPEKPATUTH TOIBKO TiprieM DY Bo Bcex
4 cTEeNEeHU TIKECTH MMOCIECAYIOINX [TUKIIaxX
[[OBTOPHBIN AIIU30/1: YMEHBIIUTH J03Y Ipernapara

Jlonierakcen-Ilpomomen Ha 20 %

Jlst momy4deHus peKOMEH Al TI0 KOPPEKIMHU 103 ITUCIUIaTHHA U (TOopypalmiia

CM. HHCTPYKIHUHU 110 MCAUIMHCKOMY ITPUMCHCHHUIO 3TUX IIPLCIIapaTOB.
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VY marmeHToB ¢ MIOCKOKJIETOYHBIM PAKOM TOJIOBBI U IIEH, Y KOTOPBIX pa3BUIach
OCIIO)KHEHHasi HeWTpomneHusi (BKJIOYas MPOJIOHTHMPOBAHHYIO HEHUTPOIEHUIO,
(beOpIbHYI0 HEUTPOTICHUIO WJIM MH(EKIIUIO), BO BCEX MOCICAYIONNX IUKIAX C
npoduiiakTHaeckoi 1enbo pekomenayerca npumenenue [-KC® (mampumep, ¢ 1
o 15 geHp nuKna).

Ocoovie cpynnol nayuenmoes

Jlemu

besonacHocth u 3¢G()EKTUBHOCTL JOIETaKCeNa y JeTe He uizyudeHbl. Mmeercs
OTPAaHWYCHHBIM ONBIT MPUMEHEHHUs JoleTakcena y aerer. [loka He yCTaHOBIEHBI
s dexTUBHOCTH M 0e30MacHOCTh puMeHeHus npemnaparta Jlonerakcen-IIpomomen
IIPU pake HOCOIJIOTKH y IETEU U MOAPOCTKOB OT 1 mecsana no 18 mer.

[Ipenapat Honerakcen-IIpomomesn He TpUMEHSIICS Y JIeTel 1o noka3zanusiMm: PMOK,
HEMEJIKOKJIETOUHBIN pakK JIETKOTO, PaK MPeACTaTENbHOM KEIE3bl, PAK KEITYIKA U PaK
TOJIOBBI M IIEH, 3a UCKIIOUYEHUEM MallogudPpepeHIIMPOBAHHOIO paka HOCOTJIOTKHU
(tam | u 11).

Ilayuenmul nodwcunozo o3pacma

Hcxons w3 JaHHBIX TOMYJSIMOHHOTO  (PApMAaKOKWHETUYECKOTO  aHAIM3a,
OTCYTCTBYIOT CHEIMalbHbIE yKa3aHUs MO MPUMEHEHMIO mpemnapara Jlomerakcen-
[IpoMomes y JvIl MOXKUIIOTO BO3pacTa.

Y mnamuentoB 60 ner u crapmie npu KomMOWHanuMM Tpenapara [lorerakcern-
[Ipomomen ¢ kanmenuTaOMHOM PEKOMEHIYETCsS CHUKEHHUE J103bl KanmeuutabuHa Ha
25 % (CcM. HHCTPYKIIMIO IO MEAUIIMHCKOMY MPUMEHEHHIO KaleluTadrHa).
Ilayuenmul ¢ neueHouHOU HEOOCMAMOYHOCIBIO

Ucxonss w3 (papMakOKMHETUYECKUX JaHHBIX, TOJYYEHHBIX JUIs Iperapara
Jouerakcen-Ilpomomen B MoHOTepanuu B po3e 100 Mr/mM?, y NanMEeHTOB C
akTuBHOCTHIO AJIT w/mmu ACT >1,5 BI'H nnu akTHBHOCTBIO 1IesI09HOM (pocdaTasbl
>2,5 BI'H, pekomenioBanHas ao3a npenapara Jlouerakcen-IIpomomMen coctapisieT
75 mr/m2. Y NanyeHTOB ¢ MOBBILEHHEM KOHLEHTpAMU OunmupyouHa B Kposu (>1

BI'H) n/unu ¢ noseiiennem aktusHoctu AJIT u ACT (>3,5 BI'H) B coueranuu ¢
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MOBBIIIICHHEM aKTUBHOCTH IienouHoil ¢ocdatasel (>6 BI'H) He MoxeT OBITH
PEKOMEHIOBAHO CHIKEHHE JI03bI M HE CIIeyeT 0e3 CTPOTruX MOKa3aHUil MPUMEHSITh
nouerakcen. KomOuHamms gouerakcena ¢ MUCIUIATHHOM M (QTOpypaluiIoM Mpu
JICYCHUHM TMAIMeHTOB C pPaKoOM JKeJlyJKa HE MpPUMEHsIach Yy TMalUeHTOB C
noBbiieneM aktuBHoct AJIT w/mmm ACT (>1,5 BI'H) B coueranum c¢
MOBBIIICHHEM aKTUBHOCTH MIeno4HOM (ocdaTasel (>2,5 BI'H) u moBbiiennem
KOHIICHTpaIuu ounupyorHa B kpou (>1 BI'H).

VY Takux MalMeHTOB HE MOKET ObITh PEKOMEHI0BAHO CHUKEHHE 036l M HE CIICYET
0€e3 cTporux MoKa3aHui MPUMEHATH JOLEeTaKCe.

B HacTosmee BpeMs OTCYTCTBYIOT JaHHbIE OTHOCHUTEIBHO MPUMEHEHUS
JolieTakcena B KOMOMHAIIMY C IPYTUMHU MIpernapaTamMy y MalMeHTOB C HApyIICHUIMA
GyHKINUU TTEYEHHU.

[Tpu npumenennu npenapata Jlonerakcen-IIpoMmomen y naiueHToB ¢ HapyILIEHUEM
GYHKIIMM TEYeHUH CIeAyeT YYUTHhIBaTh HAJIWYUE DSTaHOla B  KayecTBE
BCIIOMOTaTeNIbHOTO BelecTBa (cM. pazaen «Ocobble yKazaHusm»).

Tayuenmui ¢ HapyweHusMU QYHKYUU NOYEK

OTCYyTCTBYIOT JaHHbIE MO MPUMEHEHHUIO JOLETAKCENa Y MAIlMEHTOB C TAKEJIbIMU
HapyLIeHUAMU (PyHKLIHU TOYEK.

Ilpuzomoenenue unghyzuonnozo pacmeopa

Konyenmpam ons npucomoenenus pacmeopa ons unghysui 10 me/mn, 20 me/ma,
40 me/mn

Houerakcen-IIlpomomen, KOHIIEHTPAT JJIs1 TPUTOTOBJIEHUS pacTBopa Juisl UHPY3U,
HE HYXXJaeTcsl B MPEIBAPUTEIHLHOM Pa3BEICHUM PACTBOPUTENIEM M YK€ FOTOB JIJIs
no0aByieHHs B UH(PY3UOHHBINA PacTBOpP.

Kaxapiit ¢pakoH mpenHa3HayeH JJIsl OJHOKPATHOTO NMPUMEHEHMSI U JOJKEH OBbITh
Cpa3sy e UCIOJIb30BaH.

Ecnu ¢iakoHs! ¢ mpenapaToM XpaHUINCh B XOJIOAUIIBHUKE, TO TIEpe]] pa3BeIeCHUEM
UX HEOOXOJMMO B TE€YEHHE 5 MHUHYT BBIAEpKaTh IMPU KOMHATHOH TemmepaType

(mmxe 25 °C). Heobxomumbli 00BeM KOHIIGHTpaTa JoIleTakcena st

18



npuUroToBieHuss MHQY3uoHHOTO pactBopa 10 mr/mum, 20 mr/ma, 40 mr/mn B
COOTBETCTBUM C TpeOyeMoW 10301 B aCENTHUYECKHX YCIOBHUSIX H3BJIEKAETCA U3
(hJ1aKOHOB C MOMOIIBIO OJJHOTO TPATYUPOBAHHOTO IIIIPHIIA, COSTUHEHHOTO C UTJIOH,
Y BBOJUTCSI B MELIOK JJis1 UHPY3uid uiu (iaakoH ¢ 5 % pacTBOPOM AEKCTPO3bI WIH
0,9 % pacTBOpOM HaTpusl XJOpUAA 10 KOHIIEHTpAIMM JOLETaKcesla He OoJee
0,74 mr/mn  (BBeneHHWE TIPOBOAMTCS IyTEM OJHOKPAaTHOTO BBEACHUA B
WH(]PY3UOHHYIO €eMKOCTh BCEl HEOOXOUMOM J03HbI).

Conepxumoe Metka aiist tH(y3uii win GiiakoHa cleAyeT MepeMeniaTh ¢ TOMOIIBIO
BpalaTeabHbIX JABMKEHUUA. WHQY3Msa MOTydeHHOTO pacTBOpa MOJKHA OBITh
IpoBeJieHa HE NOo3/Hee 4 4 1mociie MPUrOTOBIEHUs (BKIOYas | 4 BBeAECHUS) MPH
XpaHEHUHW IMpU KOMHATHON Temmeparype (Huxke 25 °C) U OOBIYHBIX YCIIOBHSX
OCBEIICHHOCTH.

KonneHnTpar uist npuroToBiaeHus pacTBopa g HHPY3uil npenapata Jouerakcen-
[Tpomomen, 10 mr/mi, 20 mr/mi, 40 Mr/mi, 1 pacTBop Juist THQY3UH, KaK U JIFOObIE
Jpyrue npenapaThsl A HapeHTEPATbHOTO IPUMEHEHH ], HEOOX0IMMO OCMaTpUBATh
nepe] BBEJCHUEM; PU HATMYHH OCaJIKa PACTBOP CIIEAYET YHUUTOKHUTh.

OcTtatku npenapara ¥ Bce MaTepualbl, HUCIOJIb30BaHHBIC AJISi €r0 pa3BelCHUs U
BBEJICHUS, CIIEAyeT YTWIW3UPOBaTh B COOTBETCTBUM CO CTaHJAPTHBIMU
PEIMTUCAHHSIMH.

IToOouHoe neiicrBue

HexenatenbHble peakuuy KiacCU(QHUIIMPOBAHBI B COOTBETCTBHM C HMX YaCTOTOMN
pa3BUTHS clieayroumM o0pa3oM: odyeHb yacto (>1/10); gacto (=1/100, nHo <1/10);
Heyacto (>1/1000, vo <1/100); penko (>1/10000, mo <1/1000); odeHr peako
(<1/10000); yacToTa Heu3BeCTHa (HA OCHOBAHMHM HMEIOIIUXCS JTAHHBIX OICHUTH
HEBO3MOJKHO).

Monomepanus npenapamom Jlouemaxcen-Ipomomeo (75 mz/m? u 100 m2/m?)
Hapywenus co cmoponst Kposu u tumgpamuueckoi cucmembl

QOuenb uacmo

OOpatuMasi 1 HEKyMYJISITUBHAS (HE YCUJIMBAIOLIASCA MIPU MOBTOPHBIX BBEJCHUSX )
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HelTponienusi, HaOmoaasmasica y 96,6 % mnamnuentos, He nonydaBmmx [-KCO.
KonuuectBo HEHTpOPHUIOB CHUXKAETCS 10 MUHUMAJIbHBIX 3HAYEHUH B CpEIHEM
yepe3 7 AHel (y MalMeHTOB C MHTEHCHBHOW NPEAIIECTBYIOIIEH XUMHUOTEpanuen
ATOT MEPUOJ MOXKET OBITh KOpOYE), CPEAHSST MPOJOJLKUTEILHOCTh BBIPAKEHHOM
HerTponeHnu (<500 KJIEeTOK/MKJT) TAaK)KE€ COCTABIISIECT 7 THEH.

®debpuiibHas HelTponeHus:, nHGeKu, anemus (remorooun <11 r/m).

Yacmo

Tsxensle HHOEKIUU, COYETAIOUIUECS CO CHUKEHUEM KOJIMYECTBA HEUTPO(DPHUIIOB B
nepudepuueckoir kpoBu <S500/MKI; TsKenable WH(PEKIHMH, BKIIOYas CENCUC M
OHEBMOHMIO, B TOM 4YMCJI€ U C JIETAIbHBIM HCXOJOM; TPOMOOIMTOIIECHUS
<100000/MK1; KpOBOTEUEHUS, codeTaromuecs: ¢ Tpomooruronenuen <50000/mk,
TsDKesasi aHeMust (TeMoryioouH <8 /).

Heuacmo

Tsxenast TpOMOOLIUTONIEHUS.

Hapywenus co cmoponst ummynnot cucmemsi

QOuenwv uacmo

Anniepruyeckue peakiuu, 0ObIYHO BO3HMKAIOIIME B TE€UEHUE HECKOJBKUX MHUHYT
nocyie Havajlia BHyTpuBeHHOW wuHQy3um mpenapara Jlomerakcen-IIpomomen,
OBIBAIOT JIETKO WJIM YMEPEHHO BBIPAKEHHBIMHU («IIPWJIMBBDY KPOBU K KOKHBIM
MOKPOBaM; ChIllb B COYETAHUU C 3yJOM U 0€3 HEero; 4yBCTBO CTECHEHHUS B IpyH;
00JIb B CLIMHE; OJBIIIKA; JIEKAPCTBEHHAS JIUXOPAJIKa WU 03HO0).

Yacmo

Tsokensle  aNIEPrUYECKUE  pPEaKLUHM,  XapaKTEpPU3YIOLIUECSd  CHUKEHUEM
apTepuaibHOrO JaBieHUsT W/MiM OpOHXOCHAa3MOM WIJIM TeHEepaIu30BaHHOM
CBINIbIO/3pUTEMON (pa3pelanuch MOCie MPEeKpalleHus BHyTPUBEHHON MHPY3UHU U
IIPOBENICHHSI COOTBETCTBYIOLIEH TEPAIIHH).

Hapywenus co cmopomst Kodtcu u NOOKONCHbIX MKAHelU

B HEKOTOpBIX Cilyyasx AOMOIHUTEIBHOE BIUSIHUE HA BOSHUKHOBEHHUE 3TUX PEaKLUN

OKa3bIBAJI0 COYETAHHUE HECKOIBKUX (PAKTOPOB, TAKUX KAK COIMYTCTBYIOIIUE
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 07.07.2025 N2 16850

(MOCNEOCBATENEHDCTE 0002)

UH(EKIINY, COMMyTCTBYIOIIAs TEpanus ¥ OCHOBHOE 3a00JIeBaHuUE.

QOuenwv yacmo

OOpaTumble KOXHBIE pEaKlUu, OOBIYHO CJIa00 WM yMEpPEHHO BBIPAKEHHBIC:
JIOKQJIN30BaHHBIE BBICHINIAHUS, TJIABHBIM 00pa3oM, Ha KHCTAX U CTONAaX (BKJIIOYas
TSKEJBIN J1aJJIOHHO-TIO/IOIIBEHHBIN CUHIPOM), a TaKXKe Ha pyKax, JMIE U TPyJHOU
KJIETKE, KOTOPBIE YaCTO COMPOBOKIAIOTCS 3yA0M. BhIChINanuss 0OBIYHO BO3HUKAIU
B TEUEHHUE OJTHOM HEJENIN NOCIie BHYTPUBEHHOU NH(Y3UH TOLETAKCENA.
Hapymenust co CTOpOHBI HOI'TEH, XapaKTEPU3YIOTCS TUIIO- U TUIIEPIIUTMEHTALUEH,
OOJIbI0 U OHUXOJIU3UCOM (OTCIIOEHUEM HOTTEBOM IUIACTHHKU OT HOTTEBOIO JIOXKA).
Anonenus.

Yacmo

Tsokenble KOXKHBIE PEaKkUMM, TAKWE KaK BBICBIIAHHWA C  IOCIEIYHOLIEN
JIeCKBaMalliel, KOTOpble MOTYT NOTpPeOOBaTh MPEPBIBAHUSA WIM IPEKpalleHus
JICYEHUS TOLUETAKCEIOM.

Heuacmo

Tsoxemas amonenus.

Hapywenus co cmoponul dtceny00ynHo-KumeuHo2o mpakma

QOuenb uacmo

TomHoTa, pBOTA, AMApPES, AHOPEKCHUSI, CTOMATHT.

Yacmo

Tsxenast TOUIHOTA; TSXKENAsk PBOTA; TSHKEask AUapes; 3amop; TSKEIbId CTOMATHT;
»30(arut; OONM B IKMBOTE, BKJIOYas CHIbHBIC;, HKEIYyJOYHO-KUIIECYHBIC
KPOBOTEUECHHSI.

Heuacmo

Tsokensle KeTyJOYHO-KUIIECYHbIE KPOBOTEUEHHUS, TSKEJIbIE 3alOpbl, TSKEIbINA
930(harur.

Hapywenus co cmoponsl neuenu u H#cenuesbleo0auux nymeti

Yacmo

[ToBbiienne aktuBHOocTH ACT, AJIT, menouHoi ¢ocdaTta3bl U KOHLEHTpALUU
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 07.07.2025 N2 16850

(NMOCNEOOBATENEHOCTE 0002)

OmmpyOnHa B CBIBOPOTKE KPOBH, OoJiee yeM B 2,5 pasza npessimatomiee BI'H.
Hapywenus co cmopomnwst nepsroti cucmemul

Ouenwv yacmo

Jlerko wiam ymepeHHO BbIpaKeHHas TMepudepudeckas CEHCOpHas HeHpomaTus:
napecre3us, AU3eCTe3us, OO0JM, BKJIIOYAs UYYBCTBO JOKCHHS; HEHMPOMOTOPHBIC
peakiuu, TIAaBHBIM 00pa30M, TIPOSBIIIOIINECS MBIIIEYHON C1a00CThI0; HAPYIIICHNE
BKYCOBBIX OITYIIICHUH.

Yacmo

Tsoxemas nepudeprueckas CEHCOpHas HelponaTtus u nepudeprudeckas MOTOpHas
Heliponatus (3—4 CTenmeHH TSHKECTH), B HEKOTOphIX ciydasx (2 %) TpeOyromiue
MIPEKPAICHUS JICUCHUS.

Peoko

Tspkenoe HapyIlIeHHe BKYCOBBIX OIMYIIEHUH.

[Ipy BO3HMKHOBEHHM STHX HEBPOJOTHYECKHX CHMIITOMOB CIIEIyeT IPOBECTH
KOPPEKIIHMIO PEKUMA JTO3UPOBAHMS.

Ecnmu cuMnToMbl HEWpONaTUU COXPAHSIOTCS, TO JICYCHHE CIIEAYET MPEKPATHUTh.
CpenHee BpeMsi 10 CIIOHTAaHHOTO pa3pelieHus HEUPOTOKCHMYECKUX PEaKIIUil
cocTaBisio 81 aeHpb oT ux Havana (ot 1 1o 741 nHs).

Hapywenus co cmoponwi cepoya

Yacmo

Hapymenus cepaeyHoro purma.

Heuacmo

CepaedHasi HE1IOCTaTOYHOCTb.

Hapywenus co cmoponwsi cocyoos

Yacmo

[ToBpIlIIeHNE WM CHIDKCHUE apTEPHATBHOTO JaBJICHUS.

Hapywenuss co cmopomnsl OvbixamenbHOU cucmembvl, 0p2aHo8 2pyOHOU KIemKU U
cpedocmeHus.

Ouenwb yacmo
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 07.07.2025 N2 16850

(MOCNEOCBATENEHDCTE 0002)

OppInIka.

Yacmo

Tspxemnmas oApIIKa.

Hapywenus co cmoponwsl cxenemuo-mululeyHol u cOeOUHUMenNbHOU MKAHU

Ouenv yvacmo

Muanrus.

Yacmo

Aprtpanrus.

Obwue paccmpoiicmea u HapyuleHUus 8 Mecme 66e0eHUs.

Ouenv yvacmo

AcCTeHHs1, BKIIIOYAs TSHKEIYH) ACTEHHIO; T€HEPATM30BAHHBIA U JIOKAJIU30BAHHBIN
00JIeBOM CHHIPOM, BKJIIOUas OOJIM B TPYAHOM KJIETKe O6€3 BOBJICUCHUS Cep/Iia UiIu
JIbIXaTEJIbHBIX IMyTEH.

3anepxKKa SKUIKOCTU: COOOIIATOCh O PAa3BUTHUH NEpUPEPUYECKHX OTEKOB H
YBEJIMYEHUH MAacChl Te€jla M MEHEEe 4YacTOo — O Pa3BUTUM IUIEBPAJIBHOTO H
NepUKapIMAIbHOTO BBINOTA, aciuTa. [lepudepuyeckue oTekn 00bIMHO HAYMHATIUCH
C HUYKHUX KOHEYHOCTEHW U MOTJIM NIEPEXOAUTh B T€HEPAIM30BaHHBIC C YBEJIUUCHUEM
Macchl Telna Ha 3 Kr u Oosee. 3aiepiKKa KUIKOCTH SIBIISCTCS KyMYJISTHBHON
(yBenuuMBaeTCs MPU MOBTOPHBIX BBEJCHUSX Ipernapara). 3aepiKKa >KUIKOCTH He
COIIPOBOXK/AJIACh OCTPHIMU AIU30JaMHU OJUTYPUH WJIM CHMXKEHUS apTepHUaTbHOIO
JTaBJICHHUS.

Yacmo

Peaknmm B MecTte BBeICHHS IIperapara, OOBIYHO c¢J1a00 BBIpaXCHHBIC U
MPOSIBIISIFOTCS B BUE TUTIIEPITUTMEHTAIIUN, BOCTIAJICHUS, TOKPACHEHUS UJIH CYXOCTH
KOXH, (1eOUTOB, IKCTpaBa3aIlK WM OTEKA BEHBI.

Tspxenbie hOpMBI 3aCPKKH KUTKOCTH.

VY mnanueHToB, MOJy4YaBIIMX JIEYEHHE JIOLIETAKCEIOM B MOHOTEpamuud B J103€
100 mMr/mM?, MeamMaHa CyMMapHOM 103bI O OKOHYAHHS JICYCHHS II0 HPHYKMHE

3aJIepKKM JKUJIKOCTH cocTaBisiua Oonee 1000 mr/m2, a MeauaHa BpEMEHHU JI0
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oOpaTHOTO pa3BUTHS 3aJePKKHU xuakoctu — 16,4 Henenu (ot 0 mo 42 Henensb). Y
NAIMEHTOB, KOTOPHIM TMPOBOJWIACH MpeMeIuKalus, Habo1asachk OTCPOYKa
Hayajga YMEPEHHOW WM BBIPAKEHHOU 3aJCPKKU KUIKOCTU (CpeaHUE CyMMapHbIE
JI03bI JIOLIETaKceNa, MPU KOTOPBIX HAOII0JaNach 3aIepkKKa KUIKOCTH, COCTABIISIIN
TIpU IIPOBEICHUH NpeMeauKanuu $18,9 mr/mM2, a 6e3 IpoBeIeHHs IPEMETUKALIUN —
489,7 mr/mM?), 0IHAKO B HEKOTOPBIX CIIydasx 3aJ€pPiKKa )KMAKOCTU Pa3BUBAIACH YIKE
BO BpeMsl IEPBBIX KypPCOB TEPAIIUU.

Heuacmo

Tskenblil TeHepaIM30BaHHBIA W JIOKAJIW30BaHHBIN OOJIEBOM CHUHJIPOM, BKJIIOYas
0071 B TPyAHOM KJIETKE 0€3 BOBJICUEHUS CEp/lla U JbIXaTeIbHBIX MyTEH.
Ilpenapam /louemaxcen-IIpomomeo 6 komounayuu c opyzumu npenapamamu
Ilpenapam oyemaxcen-IIpomomeo 8 komournayuu ¢ 00KCopyoUyUHoM

B wmenoM HexenaTenabHbIE SBICHHUS Y TNALUMEHTOB, IMOJY4YaBIIMX IMpenapar
Houerakcen-IIlpomomen B KOMOMHALIMY C TOKCOPYOUIIMHOM, aHAJIOTUYHBI TAKOBBIM
npu npuMeHeHnu npenapara Jlouerakcen-IIlpomomen B MOHOTEpauu.

[Ipy npumeHeHnn mnpenapara Houerakcen-Ilpomomen B KkKOMOMHauUuu ¢
JIOKCOPYOUITMHOM TIO CpPaBHEHHIO C MOHOTepamuei mpemnapatom [lomerakcern-
[Ipomomen nHabmromanach OoJblllas 4acTOTa HEUTPONEHUU, BKIIOYAS TSHKEITYIO
HEUTPOIEHUIO; PeOPUITLHON HEUTPOIIEHUH; TPOMOOIIUTOIIEHUH, BKIIFOUAS TAKETYIO
TPOMOOIMTOTICHUIO; aHEMUU; MH(PEKITUH, BKITFOYas TsKEIbIe MH(MEKIIUH; TOITHOTHI,
pPBOTBI; JAMApEH, BKIOYAs TSOKEIYI0 AUAapero; 3amopa; CTOMATUTa, BKIIOYas
TSDKEJIBIA CTOMATUT; CepACYHON HEJOCTATOUHOCTH; aJIOTICIIUHU; HO MEHbBIIIAsl 4YacTOTa
AJUIEPrUYECKUX PEaKIMil; KOKHBIX PEAKIUA, B TOM YHCIIE U TSHKENbIX; MOPaKECHHUS
HOT'TEH, B TOM YKCJIC U TSDKEJIBIX; 3aJPKKU KUIKOCTU, B TOM YHUCIIE U TSKEIOM;
aHOpeKCHH; TMepudepudecKoil CEHCOpPHOW Helpomatuu ©u  nepudepruvaecKon
MOTOPHOM HEWpOmaTHH, BKJIOYas TsOKENble (OPMBI; THIMOTCH3WH; HapyIICHUI
pUTMa; TIOBBIINICHUS AKTUBHOCTH «IEUEHOYHBIX» TpaHCAMHHA3, IIEIOYHOU
docdaraspl, KOHIIEHTpAMY OUTUPYOHHA B KPOBU; MUAJITHH; ACTCHHH.

Ilpenapam {oyemaxcen-Ilpomomed 6 KombuHayuu ¢ OOKCOPYOUYUHOM U

24



yuknogpocpamuoom (cxema TAC)

[Ipy nmpUMeEHEHUN 3TOM XMMHOTEPAIIEBTUYECKOU CXEMbl OTMEYAIUCH CIEAYIOIIUE
HEXEJIaTebHBIC PEaKIIMN BCEX CTEIICHEH TSHKEeCTU: MH(PEKIINH, HEUTPOTICHUYECKUE
uHpekuy, aHeMus, HeUTporneHus (B ToM uucie (eOpuiibHas HEHTPOICHUS),
TPOMOOIMTONICHUS, PEAKIIMU TUIEPUYYBCTBUTEIBHOCTH, AHOPEKCHS, HapYIIECHUE
BKYCOBBIX OIIYIICHUH, TepudepruiecKas CCHCOpHas U nepudeprudeckas MOTOpHAs
Helpomnatusi, 0OMOPOK, COHJIUBOCTb, KOHBIOHKTUBUT, MOBBIIIEHHOE CJI€30T€UEHUE,
apUTMUs, «IIPWIKBBD) KPOBH, apTepUaIbHas TUIIOTEH3US, (GIeOuT, TuMQpaTUIeCKU
OTeK, nepudepuyecKuil 0TeK, Kalielb, TOIHOTa, CTOMaTUT, PBOTA, Uapes, 3arop,
007b B KMBOTE, aJOMEIMs, MOpaKeHUE HOTITEH, MOpaKeHUE KOXXKH, MHAITHS,
apTpaJirusi, AaMeHOpesi, aCTeHWs, JIMXOpaJika TMpPU OTCYTCTBUU HH(QEKIUH,
yYBEJIMYCHHE/CHIKEHHE MacChl Tea.

[Ipodunaktuueckoe npumenenue [-KC®D ymeHnbinano 4acTory BO3HUKHOBEHUS
HelTponenun (Ha 60 %) 1 HEeUTponeHNYEeCKUX UHPEKUUd 3—4 CTENEeHH TSKECTU.
JlonoTHUTENBHO HAOTIOATNCh: KOJIUT, SHTEPUT, repdopalius TOJICTON KUIIKH 6e3
JeTaNbHBIX HMCXOAO0B (y 2-X W3 4-X NalMEHTOB MNOTPEOOBAIOCH MpPEKpallleHUE
JICUCHUS), OCTPHIH MHEJIOUIHBIA JIEHKO3/MHEIOINCIUIACTUUCCKUNA  CHHIPOM,
apUTMUU BCEX CTENEHEW TSHKECTH, apTepUalibHasi THUIOTEH3USI BCEX CTENEHEH
TSDKECTH, 3aCTOMHAsI CepJieuHasi HEJ0CTATOUYHOCTb.

[Ipu nonrocpounom nepuojie HadOoaeHus (10 et u 5 MecsieB) ObUTM OTMEUEHBI:
3 chaydas pasBUTHS 3aCTOMHOM  CEpIEYHOM HEIOCTATOYHOCTH; |  cirydaid
JAJIATAIMOHHOW KapJAWMOMHUOIIATUU C JIETAJbHBIM HCXOJOM; OCTPBIM JIEMKO3
(1 ciyyaif); anorenus (B TOM YUCIIE C YCHIICHHUEM MTPOSABJICHHUS aJONCIIUN BO BPEMSI
HaOJIOICHNS ), aMEHOpesl, aCTEeHUs, TMM(aTUUeCKUil 0TeK, nepudepruyeckuii oTexk,
nepudeprudeckass  ceHcopHas  Hedponatus. bompmmHCTBO  cTOoMikmX — HP
pa3penuch B epruo HaOIIOICHUS.

lIpenapam [{oyemaxcen-Ilpomomeo 6 kombunayuu ¢ kaneyumaouHom

[Ipu npumenennn mnpemnapata Jlonerakcen-Ilpomomen B KoMOWHauUU C

KaHeHI/ITa6I/IHOM OTMCYAINCH CIICAYIOMIME HEKCIIATCIIbHBIC PCAKIIMU BCCX CTeneHen
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TSOKECTH: CTOMATHUT, JAuapesi, TOIIHOTA, PBOTA, 3amop, 0O0Jib B KUBOTE, OOJb B
BEpXHEW 4YaCTH JKMUBOTA, [HUCIIENCHUS, CYXOCTb B IIOJIOCTH pPTa, JaJOHHO-
MOJOIIBEHHBIN CUHIPOM, aJIONELHS, TOPAXKEHUS HOTTEW, N3MEHECHHE 1IBETA HOT'TEM,
OHUXOJIM3UC, IEPMATUT, IPUTEMATO3HAS ChIlb, ACTCHHUS, IUXOPAJIKA, MOBBIIICHHAS
yTOMJIIEMOCTh, CJIa00CTh, OO B KOHEYHOCTSX, JieTaprusi (COHJIMBOCTS,
3aTOPMOXEHHOCTh, OIICICHEHNE), OO0JEBOM CHHAPOM, HApPYUIEHHE BKYCOBBIX
OLIYIICHWM, MapecTe3us, TOJIOBOKPY>KEHUE, TOJOBHas O0ib, nepudepuyeckas
HelponaTus, aHOPEKCHsI, CHIDKCHUE almeTuTa, 00€3BOKMBaHUE, CHUKEHHUE MaCChl
TeJa, MOBBIIIEHHOE CJIE30TCUCHUE, MUAITUs, apTpalrus, 00Jib B CIHMHE, OTEKU
HUKHUX KOHEYHOCTEW, 00JIb B ropiie, OJBIIIKA, Kalllellb, HOCOBOE KPOBOTEUCHUE,
KaHAUJ03 POTOBOM TMOJIOCTH, HEUTPONEHUS, aHEeMHUs, TPOMOOIMTOICHUS,
TUNEpOUTINPYOUHEMUSI.

[To cpaBHeHUIO ¢ MarMeHTaMu 0oJjiee MOJIOJIOTO Bo3pacTa y manueHtoB 60 yer u
cTapiie, IMOJy4yaBIIMX KoMOuHamuio mpenapara Jlouerakcen-Ilpomomen c¢
KanenuTabuHOM, Yallle 0TMEYAETCS PA3BUTHE TOKCUYHOCTU 3—4 CTENIEHU TSHKECTH.
IIpenapam [{oyemaxcen-Ilpomomeo 6 kombunayuu c mpacmy3ymabom

VY marnueHToB, moiy4yaBImuX komOuHammio mpernapata [orerakcen-Ilpomomen ¢
TpacTy3ymMaboM, OTMEHAINCh CIEAYIONINE HEXKellaTeIbHbIE PEaKIuy BCEX CTereHen
TSOKECTH: AaCTCHUS, TIOBBIIICHHAS YTOMJISIEMOCTb, BOCHAJIEHUE CIM3UCTOU
000JIOUKH, JHXOpajKa, OOJEBOM CHUHIPOM, JEeTaprus, OOJb B TPYIHOM KIIETKE,
IPUMIONOI00HOE COCTOSIHHME, O3HOO, ajomneuusi, MOPaKCHUS HOTTEH, CBhIIb,
sputTeMa, nepudepruyecKuil 0TeK, yBeJIMUYEHUE MacChl Tena, TMM(ATUIECKUA OTEK,
TOIIHOTA, JUApPEsi, PBOTA, 3aI0P, CTOMATHT, 00JIb B )KUBOTE, JUCTICTICHUS, TAPECTE3Ns,
rojioBHasi 0o0Jib, HapylIEHHE BKYCOBBIX OILYIIEHHUM, Tunecre3us, (eOpuibHas
HEUTPOTICHUSI WM HEUTPONEHUYECKUN CeNCHC, Ha30hapuHTUT, MUAITHUS,
apTpairus, 00Jb B KOHCUHOCTSIX, O0JIb B CITMHE, 00JIb B KOCTSX, Kallleb, OBIIIKA,
0oJb B 00JIaCTM TJIOTKM W TOpPTaHW, HOCOBOE KPOBOTEUCHHE, pHUHOpEH,
CJIE30T€UCHNEe, KOHBPIOHKTUBHT, aHOPEKCHsI, 0ECCOHHUIIA, TOKCUUECKOE MOPaKCHHE

HOI'TEM.
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[Io cpaBHEHMI0O C MOHOTEpaNMel OLETAKCEIOM HaOII0aI0Ch YBEIUYEHUE
4acTOThI BOBHUKHOBEHUS Tsikenbix HP.

Yame otrmeuamucs HP 4 cremeHu TsoKecTd, ciaydyan pa3BUTHUS CEPACUHOMU
HEJIOCTAaTOYHOCTU (OCOOCHHO Yy TAIMEHTOB, MPEABAPUTENILHO MOJyYaBIIUX
AHTPALMKINHBI B KaYECTBE aJbIOBAHTHOM Tepamuu), OJHAKO peXe HalIroAanach
HEUTpoIneHus 3—4 CTENEHU TAKECTH.

Ilpenapam Jloyemaxcen-Ilpomomeo 6 cxeme AC TH (cM. pazgen «Crnocod
MPUMEHEHUS U JI03b1»)

[IpumeHeHne »STOKM CXEMBI, 10 CPAaBHEHHI0O C MOHOTEpANUEHd MpenapaToM
Honerakcen-IIpomomen, conpoBOkKAANOCHh YBEIUNUEHUEM YaCTOThl BO3SHUKHOBEHUS
mHornx HP: gamie HaOmromanuch anorenusi, aHeMMs, BKJIodas aHemuro 3—4
CTETNICHU TSKECTH; TPOMOOIIMTOIECHHUS, BKIIIOYasi TPOMOOIMTONEHUIO 3—4 CTEneHu
TSDKECTH; TOLTHOTA, BKIIOYAst TOIHOTY 3—4 CTENEeHU TSHKECTH; CTOMATUT/(DapuHTUT,
M3MEHEHHE BKYCOBBIX OIIYIIEHUN, pBOTA, AUApEs, 3a10p, aHOPEKCHs, 00U (B TOM
YHCJI€ CIIACTUYECKHE) B )KUBOTE, MOBbIIeHHE akTUBHOCTH ACT, AJIT u menoynou
dbocdarazpl, runepOUIUPyOUHEMUs], MUAITHS, U3MEHEHUE HOITEH, apTpanrus,
uH(pEKIMU ¢ HeTponeHuen 3—4 CTeneHu TSHKECTH, CepieuHas HeIOCTaTOYHOCTb.
He wnaOmomanocs yBenuueHUs dYacToThl (eOpuiibHON HelTponeHuu. Pexe
OTMEUAIIUCh HEUTponeHus 3—4 CTENEHH TSIKECTH, 3aJCpKKA IKUIAKOCTH,
nepudepudeckas CEHCOpHas W MOTOpHAash HEWpOIaTvs, ChIlb U JECKBamaIus,
aJJIEPrUYECKUE PEAKIIUH.

JlonoJIHUTENBHO  HAOMIOMAMCh: OECCOHHMIIA, TMOBBIIICHUE KOHIIEHTpAIUU
KpEaTHHUHA B KPOBH, MOBBIIICHHAS YTOMJIIEMOCTh, HEPETYJISIPHBIE MEHCTPYaIluH,
(TIPWIUBBD) KPOBH K KOXHBIM TIOKpPOBaM, CJI€30TE€UEHHUE, IUCIICTICHS/HU3KOra,
rojioBHasi 0O0Jb, OJBIIIKA, YBETUYCHHE MACCHl Teja, CHUKEHHUE MacChl Tena,
auxopajaka (0e3 HeUTporeHu ), 607Ib B KOCTSIX, 00JIEBOI CUHIIPOM, KOHBIOHKTUBUT,
rOJIOBOKPYXXEHUE,  TPeJoOMOpPOYHOE  COCTOSIHHUE,  JIaJOHHO-TIOJIOIIBEHHBIN
CUHAPOM, HOCOBOE KPOBOTEUECHHE, CYXOCTh KOXKH, Kallle]h, PUHUT, 03HO0, peaKIus

B MCCTC BBCACHHA IIp€riapara, CyXOCTb BO PTY, TaxXUKapAusd (B TOM YHCIJIC
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CUHYCOBasi), apTepHaJbHas THUIOTCH3MS, JICUKOIUTONCHUS, WHPEKIHH C
HEU3BECTHBIM a0COIOTHBIM YMCIIOM HEUTPOPUIOB, MUHPEKIUU O€3 HEUTPOTICHHH.
Kombunayus  npenapama  /loyemaxcen-Ilpomomeo ¢  yucniamunom — uiu
KapboniamuHom

[Ipy NpUMEHEHUU ATUX CXEM XUMHUOTEpAINUHA MO CPABHEHUIO C MOHOTEpANUEN
npenapatoM Jlouerakcen-IIpomomen wyamie BO3HUKAIUM TPOMOOIIMTONIEHUS,
BKJIIOYAs] TPOMOOLIUTONEHUIO 3—4 CTENeHU TsKECTU (B OOJbIIEH CTENeHH IMpU
MPUMEHEHUU KapOOoIJIaTHHA); TOIIHOTA, BKJIIOYasi TOIMHOTY 3—4 CTENEHU TAKECTH;
pBoTa; nuapest 3—4 CTENEHM TSKECTH; aHOpeKcusi (B OOJbIIEH CTENeHW NpU
NPUMEHEHUHU IUCIIaTUHA), BKIIOYas aHOPEKCUIO 3—4 CTENEeHU TSHKECTH; 3amop;
peakiuu B Mecte BBeAeHUsA. OJIHAKO peke HAOMI0AaINCh HEUTPOTICHUS, BKIIIOUas
HEUTpONEHNIO 3—4 CTENEHU TSIKECTHU; aHEMUs, BKIIOYash aHEMUIO 3—4 CTENEHU
TsDKeCTH, nH(pekuu; peOpubHas HEUTPOTICHUS; AJUIEPTUUYECKUE PEAKIIMU;, KOKHBIC
peakIuy; Nopa)KeHUe HOTTEeH; 3a/IepKKa KUAKOCTH, BKIIIOUast 3aJICPKKY KUJIKOCTH
3-4 creneHu TsHKECTH (B OOJBIINEH CTENEHM NPH MPUMEHEHUWH KapOoIlIaTHHA);
CTOMATHUT, Tiepudepuueckas CEHCOpHAasi U, B MEHbIIEH CTeneHu, nepudepudeckas
MOTOpHAasi HEUpONaTHsL; AJIONEUNs]; ACTEHUS] 1 MUAJITHSL.

JIOMOTHUTENBHO HAOMIOAAINUCH: JUXOPaJKa MPH OTCYTCTBUU WH(MEKIMH, B TOM
yuciie 3—4 CTeneHu TSHKECTH; 00JIb.

Kombunayus npenapama  JJoyemakcen-IIlpomomed ¢ npeoHu30oNoHOM — Ulu
NpPeoOHU30HOM

[Ipu npumenenun npenapata Jlouerakcen-Ilpomomen B KOMOMHaUUHU €
MPEIHU30JI0HOM WM  IPEAHU30HOM Uil JICYEHUS  Memacmamuieckozo
KACMpPayuoHHO-pe3UCmMeHmH020 paKka npeocmameibHol dHcenesvl, 0 CPABHEHUIO €
MOHOTepanuen mnpenaparom Jlonerakcen-IIpomomMen, 3HaUMTENTHHO YMEHBIIAIACH
yactoTa BO3HUKHOBeHHMss HP: anemuun, B ToM umcie 3—4 CTENEHU TAKECTH;
WH(EKINiT; HeUTPOTIEHUHU, B TOM Yuclie 3—4 CTENeHU TSHKECTH; TPOMOOIIMTOTICHUY;
(beOprIIbHON HEHTPOTICHUH;, CTA00CTH; AJUIEPTUIECKUX PeaKIuii; meprudepruaecKon

CEHCOPHOW M MOTOPHOM HEWPOIATUU; AJIONEINH; ChIIH; JECKBAMAIIUU; TOITHOTHI;
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IUaper; CToMaruTa/(papuHTUTa; PBOTHI, AHOPEKCUHU; MUAITHH, apTPAJTUH;
3aJIEpKKU KUJKOCTH; HO Yallle HaOMIOAAIUCh HAPYIICHUS BKyca M CepcdHas
HEJ0CTaTOYHOCTb.

JlomoMHUTENBHO HAOMIOJANNCh: HOCOBOE KpPOBOTEYEHHE, Kalllellb, OJbIIIKA,
MOBBIIICHHAS YTOMJISIEMOCTb, CJI€30TCUCHHE, U3MEHEHHU ST HOTTEH.

[Ipu npumenennn npenapata Jlouerakcen-Ilpomomen B KOMOMHaUMM €
MPEIHU30JIOHOM WJIM MPETHU30HOM M aHTHAHJIPOTEHHOMN Teparnuen i JCUCHUs
Memacmamuiecko20 20pMOHOUYECMEUMETbHO20 PAKA NPeOCmamebHOU JHele3bl
HaOmoaanock pazputue ciaenyrommx HP: nelitponenus/dpedpuiibHas HeUTponeHus
(B TOM umcIie >3 CTENEeHU TSHKECTH), aHEMUS, PEAKIINK TUIIEPYYBCTBUTEIHLHOCTH (B
TOM YHUCJI€ >3 CTENEeHHU TSHKECTH), nuadeT (B TOM uuciie >3 CTENEHU TSHKECTH),
aHopekcusi, OeccoHHHUIla (B TOM 4YHCIE >3 CTENEHU TSHKECTH), CEHCOpHas
Helpomnartus (B TOM 4ucie >3 CTeNeHH TSXKECTH ), FTOJIOBHAs 00J1b, TOJIOBOKPYKEHUE,
HapyIlIeHUE 3pEHUs], apTepralibHasi TUIOTEH3MUSI, OJBIIIKA (B TOM YHCIE >3 CTENEHU
TSDKECTH), Kalllelb, UHPEKIUU BEPXHHUX JIbIXaTENbHBIX MyTel (B TOM uucie >3
CTENEHU TSKECTH), (papuHruT, auapes (B TOM 4YHClIe >3 CTENEeHH TSKECTH),
CTOMATHT, 3a10p, TOIIHOTA, JUCTIENICUs, 00JIb B ’KUBOTE, METEOPU3M, PBOTA (B TOM
qucie >3 CTENeHU TSHKECTH), aynomnenus (B TOM YHuCiIe >3 CTENEeHH TSHKECTH),
W3MEHEHUs HOrTed (B TOM 4YMCIIE€ >3 CTENEHU TSKECTU), Chillb, MUAITHA,
TPUIIIONOA00HBIE CUMIITOMBI, JieTaprus (B TOM 4HClie >3 CTENEHU TSHKECTH),
aCTEHUsI, TIOBBIIIICHWE TeMIIepaTyphl Teiaa (B TOM 4MCIEe >3 CTENEHU TAHKECTH),
KaHAUA03 MOJOCTH PTa, 3aJIepKKa KUJKOCTU, TUIIOKaIbIueMusi, runodocdaremust
(B TOM umcCIie >3 CTENEHU TAKECTH ), TUTTOKATUEMUSL.

Kombunayuss  npenapama  Joyemaxcen-Ilpomomeo ¢  yucniamunom  u
@mopypayunom

[Ipu mpuMeHeHnn 3TOM KOMOWHAIIUU, TI0O CPABHEHUIO C MOHOTEpaIuel mpemnapaTom
Homnerakcen-IIlpomomen, vaiie HaOMOAATIUCH HEUTPOTICHHS, AHEMUS, B TOM YUCIIC
3—4 cTeneHH TSHKECTH;, TPOMOOITUTONICHUS, B TOM YHCIIe 3—4 CTENEHU TSKECTH;

(bebpuiibHast HEUTPOIIEHUS; HEUTPOIIEHMUECKHE NH(PEKINH (J1aXe MPU MPUMEHEHUH
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I'-KC®D); TOILIHOTA; pBOTAa; aHOPEKCHS; CTOMATHT; JAapest;
a3oarut/aucdarus/60au  TpH  TJIOTaHUHU; PEXe HaOMAAIUCh HUHQEKIUY;
AUIEPTUUECKUE PEaKIUW; 3aJepKKa KUIAKOCTH; TMepudepudeckas CEHCOpHas H
nepudepudeckass MOTOpHAs HEUpONaTHs; MHUAITHS; aJlONelus; ChIllb; 3Y/I;
MopakeHUE HOTTeH; KOXHasg JCeCKBaMallWsl; HapyIIEHUS pHUTMa Cepla.
JlomOTHUTEHHO HAOTIOAANKCH: JIMXOPAJIKa TIPU OTCYTCTBUU MH(EKITNH; JICTapTHS;
W3MEHEHHE CJIyXa; TOJOBOKPYKEHHE; CJIE30TEUEHHE;, CYXOCTh KOXKH; H3KOra;
UIIEMUsT MHUOKap/a; BEHO3HbIE HapylIeHUs; 00y, 0OYyCIOBJIEHHBIE OITyXOJIbIO;
KOHBIOHKTUBUT, CHUXXEHHUE MAacChl Tejla, 3amop, IKEIyJAOYHO-KHUIIEUYHOE
KpOBOTEUEHHE, 00JIb (B TOM YHCJIEe CIIacTHYecKas) B JKUBOTE, HapyIlIeHHE BKYyca,
OCSI3aHUS U OOOHSIHUS.

[Tpodunaktudeckoe npumenenue ['-KC® cHmkaer yactoTy pa3Butus HeOpuibHON
HEUTPONICHUH WU/VITH HEUTPOIICHNYECKUX MH(PEKITMOHHBIX OCIOKHEHHIA.

/lannwvle, noiyuyenHvle npu nOCMpecUCMPAYUOHHOM HNPUMEHEHUU npenapama
Jlobpokauecmaennvle, 310KA4eCMBEHHble U HEYMOUYHEeHHble HOB00OPA308AHUSL
(8KIOUAS KUCBL U NOJIUNDBL)

Heuacmo

OcTpblii MUEJIOUIHBIN JEWKO3 U MHUETOAUCIUIACTUYECKUN CUHIIPOM, CBSI3aHHBIE C
JOIIETaKCeJIOM, TMpPUH  €ro MNPUMEHEHWH B  COYETAaHUU C  JAPYTUMHU
XUMHOTEPANICBTHICCKUMHU CPEACTBAMH H/UITH OOJTyICHUEM.

Yacmoma neuzsecmua

BTopekie nepBuyHbIE HOBOOOPA30BaHMS, BKJIIOUAsl HEXOHKKUHCKYIO TUM(OMY U pak
MOYKH, TPU TNPUMEHEHHH  JOIeTaKkceJda B  COYETAaHHUHM C  JAPYTUMH
XUMUOTEPANeBTUYCCKUMHU TperapaTaMmu, aCCOIMUPOBAHHBIMU C PA3BUTHEM BTOPBIX
MIEPBUYHBIX HOBOOOPA30BaHUM.

Hapywenus co cmoponwsl kposu u iumpamuuecxoii cucmemsl

CooOmanocb 00 yYrHETEHMM KOCTHOMO3TOBOTO KPOBETBOPEHUSI M JIPYTUX
remaroyioruueckux HP.

Coo0majioch 0 pa3BUTUM CHUHJPOMA JUCCEMUHUPOBAHHOTO BHYTPHUCOCYIUCTOTO
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 07.07.2025 N2 16850

(MOCNEOCBATENEHDCTE 0002)

ceepthiBanus  ([BC-cuHapoma), YacTo B COYETAaHMHM C CEICUCOM WM
HOJIMOPTaHHON HEIOCTATOYHOCTBIO.

Hapywenus co cmoponvl uMMyHHOU cucmembl

Peoko

AHa(unakTU4YEeCKUl 110K, MHOIJA C JIETaIbHBIM MCXOJIOM. Y NAIUEHTOB,
NOJIy4aBUIMX MPEMEAUKALNIO, JIaHHbIE CIIydal OYE€Hb PEAKO MPUBOJWIN K
JETAILHOMY UCXOJY.

Yacmoma neuzgecmna

CooOmanoch O pa3BUTUM PEAKUUN THUIEPUYBCTBUTEIBHOCTA C MOTEHUUAIBHO
JIETAIBHBIM MCXOJ0OM Ha JOLIETAKCEN, Y NAMEHTOB, Y KOTOPBIX PAHEE OTMEYAIUCH
pEeaKLMK TMIepUyBCTBUTEIBHOCTH HA MAKIMTAKCEIL.

Hapywenus co cmoponwl nepenoti cucmemoi

Peoko

Cygnoporu wim npexoasuiasi notepsi CO3HaHUs, MHOT/IA Pa3BUBAIOIINECS BO BpEMs
BHYTPUBEHHOTO MH(Y3HMOHHOTO BBEICHUS IIpernapara.

Hapywenus co cmoponvl opeana 3penus

Peoxko

Crne3oTeueHne B COUETaHUU C KOHBIOHKTHMBUTOM WJIM 0€3 HEro U O4YeHb PEIKO —
ciy4au OOCTPYKIIMM  CJIE3HOTO KaHajia, MPUBOASAIIME K  YPE3MEPHOMY
CJIE30TE€YECHUIO, TJIABHBIM 00pa3oM y MAalKUEHTOB, OJHOBPEMEHHO IOJIyYaBIINUX
JIpyrue IpOTUBOOIMYX0JIEBbIE TPENapaThI.

[Ipexoasuire BU3yallbHbIE pacCTPOMCTBA (BCIBIIIKK CBETA» B IJ1a3ax, MOSBICHUE
CKOTOM), OOBIYHO BO3HHUKAIOIIME BO BpPEeMs BHYTPUBEHHOTO HWH(Y3MOHHOTO
BBEJICHMS  Tpemapara M COYETalollMecs C  Pa3BUTHEM  peakuui
TUMEPYYBCTBUTEIBLHOCTH, KOTOpbIE OOBIUHO HCUE€3add TOCjie MpeKpalleHus
BHYTPUBEHHOUN HH(Y3HUU.

VY nauueHToB, MOJYYaBIINX JICUEHUE JOLIETAKCEIOM, a TaKXKe APYTUMHU TaKCaHAMU,

COO6I]_[3J'IOCB 0 CJIydadXx pa3sBUTHA KUCTO3HOI'O OTCKA MAKYJIbI.
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Hapywenus co cmoponul opeana ciyxa u 1abupunmuule HApYULeHUs.

Peoxo

Cayyanm OTOTOKCHYECKOTO JEHCTBHUS MpemapaTa ¢ HapyHICHUSAMH CIyXa W/UIH
noTepen ciryxa, BKIII0Yasi Cliydyau, CBSI3aHHbIE C IPUEMOM JIPYTUX OTOTOKCUYECKUX
npenaparos.

Hapywenus co cmoponwl cepoya u cocyoog

Peoxo

Beno3zHbie TpoMO0SIMOOIMYECKHUE OCTOKHEHUS U UH(PAPKT MUOKap/a.

Yacmoma neuzgecmmua

VY mnanuMeHToB, MONyYaBIIUX JOIETAaKCcesl B KOMOMHAIIMM C JTOKCOPYOUIIMHOM,
dropypaumwioM w/unn  uukiaopochaMuioM,  CooOIIATOCh O  Pa3BUTUU
KEITYJJOUKOBOM apUTMUHU, BKIIOYAs S>KEIYJIOYKOBYIO TaXWKapAWi0, HHOTAA C
JICTAIbHBIM UCXOJIOM.

Hapywenus co cmoponwvl OvixamenvHoul cucmemvsl, Op2aHo8 epyOHOU KIemKu U
cpedocmeHus.

Peoxo

Octpsiii peCIIUpaTOPHBIN TIUCTPECC-CUHAPOM, WHTEPCTULIAATIbHAS
ITHCBMOHUS/TTHEBMOHUT, MHTEPCTUIIMAJIBHAS OOJIC3Hb JICTKUX, JIETOYHBIA (HUOpPO3,
JpIXaTeabHas HeJOCTaTOYHOCTh U (DEHOMEH BO3BpaTa MECTHOM JTyUEBOH PEaKIIUU B
paHee o0JydeHHOW 00JacTH, KOTOPhIE MOTJIM MPUBOJUTH K JIETATHHOMY HCXOY.
[Ipyn omHOBpEMEHHOM MPOBEACHUM OOJYUCHUS — PEIKHE CIIydau PaJHalliOHHOTO
ITHEBMOHHTA.

Hapywenus co cmoponwl siceny0ouno-kuueuno2o mpakma

Peoxo

Jlerunparanusi, Kak CIEACTBHE PAa3BUTHS PEAKIUA CO CTOPOHBI JKEITyJAOYHO-
KHUIIIEYHOTO TpaKTa, BKJIIOYAs DSHTEPOKOJUT U Tepdoparuio >KelyaKa HWiu
KHIIICYHUKA, PEIKUE CIydad uieyca (KUIICUHOH HEMPOXOAUMOCTH) M KHUIIICUHOM

OOCTPYKITUH.
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ot 07.07.2025 N2 16850

(MOCNEOCBATENEHDCTE 0002)

Yacmoma neuzgecmmua

Coo011a10ch 0 pa3BUTHUU DHTEPOKOJINTA, BKIIIOYAS] KOJUT, UIIEMUYECKUN KOJUT U
HEHUTPONEHUYECKUN SHTEPOKOIUT C BO3MOKHBIM JIETAJIbHBIM UCXOOM.
Hapywenus co cmoponsl newenu u scenyesvlgoosawux nymetl

Ouens pedko

['ematuT, WHOTJAA C JIETAIbHBIM HMCXOAOM, MPEUMYIIECTBEHHO Yy MAI[MEHTOB C
COITYTCTBYIOIIMMHU 3a00JI€BaHUSMHU MTEUECHHU.

Hapywenus co cmoponsl kodtcu u noOKOINCHBIX MKAHeL

Ouenwv pedko

Cayyaun K0>XKHOM KpacHOM BOJTYaHKH, OyJIJIE3HOH ChINU (Takoil Kak MHOTO(OpMHast
IpUTEMA), TSKENbIe KOXKHBIC peakiuu (Takue kKak cuuapom CtuBeHca-/[oHCoHa,
TOKCUYECKHM  SMHUIEPMAJIbHBIM ~ HEKPOJM3, OCTPhIH  IeHEepaJIu30BaHHBIN
HK3aHTEMATO3HBIM mycTyise3). Coobmanoch 0 pa3BUTUM M3MEHEHHH, MOJ0OHBIX
CKJIEPOJEPMUH, KOTOPBIM OOBIYHO MpEIIIECTBOBAN eprudpepruueckuii tumgocras. B
HEKOTOPBIX CIy4asX B pa3BUTUE 3TUX COCTOSIHUM BHOCHJIM CBOM BKJIAJl HECKOJIBKO
(bakTOpoB, Takue Kak COMYTCTBYIOIINE MH(EKINN, OJHOBPEMEHHO MPUHUMAEMBbIE
Jpyrue JeKapCTBEHHbIE MPenapaTbl U COMYTCTBYIOIIME 3a00JI€BaAHMUS.

Yacmoma Heuzgecmua

Coo06masioch 0 ciaydasix CTOUKOM ajonenuu.

Obwue paccmpolicmea u HapyueHus: 8 Mecme 66e0eHuUs

Peoko

Jlerunparaiusi, OTEK JETKHX.

Yacmoma Heuzgecmua

[locne BBeneHHs MAOLIETaKCeNa B JIPYroe MeCTO HaOJ0J1ajJoCch BO3HMKHOBEHHUE
peaxkuy B MECTE MPEAIIECTBYIOIIETO BBeICHNS (BOZHUKHOBEHUE KOKHOM peakiuu
B MECTE MPEAIIECTBYIOICH IKCTpaBa3alum).

Hapywenus co cmopomnsl nouexk u Mouegvbi800sauux nymei

CooOmanoch 00 yxyameHuH (YHKIUM TIOY€K U Pa3BUTHU  MMOYEUHOUN

HEOOCTAaTOYHOCTH, B OOJBIINHCTBE CJIy4acB aCCOUMUPYIOIHNXCA ¢ OJHOBPCMCHHBIM
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pUMeHEHNEM He(PPOTOKCHUIECKUX MpErnapaTosB.

Hapywenus co cmoponsr obmena seuwjecme u numaHus

Coofmanoch O ciay4asx pa3BUTHA HapyLICHUH HSIEKTPOJIUTHOTO OanaHca.
CooOmanoch O pa3BUTUM CIy4aeB THUIOHATPUEMHUHU, TJaBHBIM 00pa3oM, B
COUETAaHWU C JETUApaTalve, pBOTONM U MHEeBMOHHMEW. OTMedaluch Cciydau
pPa3BUTHS THUIMOKAJIUEMHUH, THUIOMArHUEMHH W TUIOKAJIBIIUEMHUH, OOBIYHO
CBSI3aHHBIC C JKENIyJ0YHO-KUIICUHBIMU HApYIICHUSIMH, B YAaCTHOCTH, C JUApEeH.
Coo011anoch 0 citydasix pa3BUTHUSI CHHIPOMA JIN3UCA OIMYXOJIU, MHOT /1A C JIETaJIbHBIM
UCXOJIOM.

Hapywenus co cmoponsl ckenemno-mululeyHol u coeOuHUmMenbHOU MKaHu
Coo01anoch o ciry4asx pa3BUTHSI MUO3UTa IPH PUMEHEHUHU JOLIETaKcea.
Ilepeno3upoBka

Cumnmomvl

HMeeTcsa HE3HAUUTENbHOE KOJIMYECTBO COOOIIEHHI 0 iepe1o3upoBke. OCHOBHBIMU
MPOSIBIICHUSIMU TIEPEIO3UPOBKU SIBIISLTUCH MOIaBJICHUE (DYHKIIMM KOCTHOTO MO3Ta,
nepudepruueckass HEUPOTOKCUYHOCTh M MYKO3UT (BOCHAJIEHUE CIU3UCTHIX
000JI0Y€eK).

Jleuenue

B HacTosi1iee Bpemsi aHTUIOT K I0L€TaKCcelly Heu3BecTeH. B ciyuae nepeno3upoBku
OOJBLHOTO ClEAyeT TOCMUTAIM3UPOBATh B CIEHUATU3UPOBAHHOE OT/ACIICHUE H
TIIATEILHO KOHTPOJIMPOBATh (DYHKIMIO >KM3HEHHO BaXXHBIX OPraHoB. BOJbHBIM
cieayer Kak MOXHO ObicTpee HazHauuTh [-KC®. Ilpu HeoOxoaumocTH —
CUMIITOMATHYECKasl TepaIusl.

B3aumopeiicTBue ¢ APYruMu JIeKAPCTBEHHBIMH CPeICTBAMHU

DTaHON, COAEp)KAIUWCA B JAaHHOW JIEKAPCTBEHHOW (opMe, MOKET HU3MEHSThH
JEUCTBUE APYTUX JICKAPCTBEHHBIX MPENapaToB.

HccnenoBanust in Vitro mokaszanu, 4to OWOTpaHChOpMaIMs TpenapaTa MOXKET
U3MEHATHCS MPU OJHOBPEMEHHOM MPUMEHEHUHM BELIECTB, MHAYLUHUPYIOIIUX WU

uHrHOUpyromux n3opepmenTsl nutoxpoMa CYP3A, nnu MeTaboan3upyomuxcs ¢
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WX TIOMOIIBIO, TaKWX KaK MUKJIOCIIOpHUH, TepheHaauH, DSPUTPOMHIIMH W
TpoJieaHJOMUIIMH. B CBsI3M ¢ ATUM HEOOXOIUMO COOJIOJATh OCTOPOKHOCTH MPHU
OJTHOBPEMEHHOM TPUMEHECHHH TOJ00HBIX IMPENapaToB, YUYNUTHIBAS BO3MOXHOCTH
BBIPAKEHHOT'O B3aUMO/ICUCTBHUSI.

[Ipy OMHOBPEMEHHOM MPUMEHEHUU C CHJIBHBIMA HMHTHOUTOpaMu Hu30depMeHTa
CYP3A4 w4acrota pa3Butus mo00YHBIX 3ddekToB mpemapara Jlomerakcen-
[IpomoMen MOXKET yBENTMYMBATLCA BCJIEACTBUE 3aMeJIeHUus ero mertadonusma. B
(bapMaKOKMHETHYECKOM HCCIEAOBAHUN C Y4YacTHEM 7 TAIMeHTOB COBMECTHOE
MpUMEHEHUE JoIeTaKkcela W CuiapHOTO wuHruOuTopa wu3zopepmenta CYP3A4
KETOKOHA30J1a MPUBOAWIO K JOCTOBEpPHOMY yMeHbleHuto (Ha 49 %) kimpeHca
nouerakcena. Ecnm HEBO3MOXHO M30eXaTh COBMECTHOTO MPUMEHEHHUS CHIIbHBIX
uaruoutropoB m3opepmenra CYP3A4 (Takux Kak KETOKOHA30J, HTPAKOHA30I,
KJIAPUTPOMUIIMH, UHANHABUD, He(Pa3010H, HEIPUHABUD, PUTOHABUD, CAKBUHABHUD,
TETUTPOMUIIMH U BOPUKOHA30J), TO JaHHYI0 KOMOMHAIMIO CIIEAYET MPUMEHSTH C
OCTOPOXXHOCTBIO (cM. pazaen «C OCTOPOXKHOCTBIO»); MHpPH 3TOM TpeOyeTcs
THIATETFHOE KIMHUYECKOE HAOII0JeHNEe M TIPU HEOOXOAUMOCTH KOPPEKIUS O3B
npemnapara Jlonerakcen-IIpomomen.

dapMakOKMHETHKA JOIEeTaKceIa B MPUCYTCTBUH MPEAHU30JI0HA ObUTa M3y4YeHa Y
MAIMEeHTOB C METACTaTHUYECKUM PaKOM IpeICTaTeNbHOM kene3bl. HecmoTps Ha ToO,
4YTO JIOIeTaKcen Merabonusupyercs ¢ momollpio u3odpepmernta CYP3A4, a
MPETHU30JIOH sBisieTcss MHAyKTOopoM u3odepmenta CYP3A4, ne Habmomanoch
CTaTUCTHUYECKH JOCTOBEPHOTO BIMSHUS TPEAHU30JI0OHA Ha (HapMaKOKHHETUKY
JioLieTaKcea.

JlomieTakcea MMEET BBICOKYIO CBf3b C Oclikamu Iuta3mbl KpoBu (>95 %). In vitro
JICKapCTBEHHBIE TIPenapaTthl, MPOYHO CBS3BIBAIOIIMECS C OCNKaMU TIa3Mbl KPOBH,
Takhue KaK »dOPUTPOMHUIIMH, IU(PEHTUIpPaAMUH, MPOMPAHOJION, TMpornadeHoH,
(dbeHNTONH, canuuuIaThl, CyTb()aMeTOKCa30JI U HATPHs BaJbIIpOaT, He HAPYIIAIOT
CBSI3BIBAHUS JIOTIETaKCea OeIKaMu 11a3Mbl KpoBH. JlekcaMeTa30H TakyKe HE BIUSET

Ha CTCIICHb CBA3BIBAHUA JOLCTAKCEIIa C OeJIKaMH IIa3MBI KpOBH. I[OLICT&KCCJ'I HE
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BJIMSICT Ha CBA3BIBAHUE AUTUTOKCHHA C OENKaMHU I1a3Mbl KPOBH.
dapMakoKMHETHKA JIOlETaKcena, JOoKcopyOounmHa u  mukiopochamuaa He
U3MEHSIACH P UX COBMECTHOM IPUMEHEHHUHU.

HNmMmeroTcst cBelieHMs O B3aMMOJICHCTBUU JoOlLieTakcena W kapoOoruiatuHa. [lpu
MPUMEHEHUU KOMOMHAIIMK KapOoIUIaTUHA U JIOLETaKcella KIUPEHC KapOoriaTuHa
yBemmuuBaetcs Ha 50 % 1o cpaBHEHUIO ¢ MOHOTepanueil KapOOoIIaTHHOM.
OcoOble ykazanus

Hetumponenus

Crnenyet npoBOAUTH YaCThI KOHTPOJIb KIMHUYECKOTO aHAIN3a KPOBH y AIIUEHTOB,
noJIy4Jarouux tepanuto npenaparoM [Jonerakcen-IIlpomomen.

MakcuManbHOE CHIKEHUE KOJMYECTBA HEUTpO(PUIOB HACTymaeT K 7 JHIO, HO Y
MalMEeHTOB, PAHEE MPOXOAUBIINX HWHTEHCUBHBIA KypC XUMHOTEpANHUH, 3TOT
UHTEpBal MOXKeET ObITh Kopoue. [Ipum pa3BUTHM BBIPAKEHHOW HEUTPOIICHUU
(<500/mxn B TeueHue 7 qHEN) BO BpeMsl Kypca Tepanuu npemnaparoM Jlonerakcen-
[IpomMoMeT peKOMEHTyEeTCSl CHU3UTh 03y IIpenapara Ha NOCIEAYOMIMNX [UKIaxX WIn
NPUMEHATh aJEKBaTHbIE CUMITOMaTtudyeckue Mepol. [lpomomkars JieueHue
npenaparoM Jlonerakcen-IIpoMoMer BO3MOXHO IOCJIE BOCCTAHOBJIEHHUS YHCIIA
HerTpoduiios >1500/MKi1.

B cinyuae BBenenusa ['-KC® nanuenTtam, monydarommM mpemnapar Jlomerakcen-
[Ipomomen B KOMOWHAIMM  C  IUCIUIATHHOM U (QTOpPYypalniioMm
(xumuoTtepaneBTrueckoir cxembl 1CF), ¢eOpunbHas HelTpornieHus w/wimm
HelTponeHnueckne nHPEKIuu pa3BuBaroTcs pexe. [Ipu npumenennn cxemsr TCF
Heobxomumo BBeneHue [-KC® ¢ mpodmimakTudeckoil 1enblo ISl yMEHBIICHUS
pUCKa pPa3BUTHS OCJIOXKHEHHON HelTponieHMH ((PpeOpuiabHONW HEHUTPOINEeHUH,
JUTUTEIIbHON HEUTPOTICHUH, HeHTporeHndeckorn nadpeknun). ClemyeT TIaTeIbHO
CIIEIUTh 3a COCTOSHHEM U JJaOOpPaTOpPHBIMU  MOKa3aTeIsIMH  MalEeHTOB,
MOJTy4arImx XxuMrorepanuto 1o cxeme TCF.

VY manmeHTtoB, moiydaromux mnepBudHyr mnpodumiaktuky [-KCD (¢ mepsoro
LMKJIa), Ipu npuMeHeHun npenapara Jlouerakcen-Ilpomomen B koMOMHAIMKM C
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nokcopyourmHoMm u  uukiodochamugom  (pexum  xumuotepanuun  TAC)
bebpuiibHasi HEUTPOINEHUS W/WIM HEUTpoleHWYeckass WHOEKIUs pa3BUBAIOTCS
pexe. [Ipu anproBanTHOM xumuotepanuu PMIK no cxeme TAC st yMeHbIIEHUS
pUCKa pa3BUTHS OCJIOKHEHHOM HeuTporieHnn ((PpeOpuIIbHOW HEUTPOIICHHH,
JUTUTEIIbHON HEHUTPOIEHUU, HEUTPOIIEHUYECKOU MH(MEKIUU) CIIeyeT PacCCMOTPETh
Bonpoc o mnpodunaktuueckom BBeaeHun [-KC® ¢ mepsoro mnukna. Cremgyer
TIIATEIBbHO CHEANTh 3a COCTOSIHUEM NalECHTOB, MOJTYYarO X
xuMuoTeparneBTuueckyro cxemy TAC.

Peaxyuu co cmoponwl osrcenyoouno-kuueuno2o mpakma

Pekomenayercss coOnoieHHE OCTOPOKHOCTH Y NAIMEHTOB C HEUTpONEHHUEH,
OCOOEHHO TPU PHUCKE PA3BUTHS KEITYJOUHO-KHUILEYHBIX OCIOKHEHHH. Pa3ButHe
DHTEPOKOJIUTA BO3MOXKHO Ha MPOTSIKEHUU BCETO JICUEHUS. DHTEPOKOIUT MOKET
IIPUBECTU K CMEPTHU JA)Xe B NEPBBIM JEHb CBOErO pa3BUTHUsA. llanmeHThl AOKHBI
TUIATEIbHO MOHUTOPUPOBATHCA HA MPEAMET PAaHHUX IMPOSBICHUNA CEPhE3HOU
KEJTyJ0YHO-KUIIEYHON ToKCHuYHOCTH (cM. pazzaen «IlobouHoe aeiicTBre»).
Peakyuu cunepuyscmeumenvrocmu

C wenpr0 BBIBICHUS DPa3BUTHs PEAKUUN TMIEPYYBCTBUTEIBHOCTH MAIlUEHTOB
CJIeIyeT TIIATEIHbHO HaOII0aTh, 0OCOOCHHO BO BpEMs MEPBOM M BTOPOIl MH(Y3UH.
Peakiuu runepyyBCTBUTENBHOCTH MOTYT pPa3BUTHCA B TEUEHUE CAMBIX MEPBBIX
MUHYT MH(pYy3un npenapata Jlouerakcen-Ilpomomen, mosTtoMy npu €ro BBeI€HUU
HEOOXOJAMMO HMETh JIEKAPCTBEHHbIE CPEACTBA M OOOpYyJOBaHUE ISl JICUEHUS
apTepua’ibHOM  TUMOTOHMM M OpoHxocmazMa.  Jlerkue — mposBICHUS
TUIEPYyBCTBUTEIBLHOCTH (TIOKPACHEHUE JMIA WM JIOKAJIU30BAaHHBIE KOYKHBIE
peakuuu) He TpeOyloT MpepbiBaHUs BBeAeHHs mpenapara. EcTte cooliieHust o
Pa3BUTHM TSKEBIX PEAKIUN TMIIEPUYBCTBUTEIBHOCTH, TAKUX KaK BBIPAKEHHOE
CHIDKEHHE apTepuaibHOro JaBliEHUS, OpOHXOCHmasM WM TeHepaTu30BaHHas
CBHIIIb/pUTEMAa M OYEHb PEAKO — JIETAJbHBIX aHA(pUIAKTUYECKUX PpEaAKIUil y
NAILMEHTOB, NOJTy4aBIINX IpEMENNKALHIO. PaszButne peakumii

TUIEPUYyBCTBUTEILHOCTH  TpeOyeT HEMEIJIEHHOTO TPEKpallleHus BBEICHUS
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npemnapara Jlonerakcen-IIlpomomes u mpoBeieHUsE COOTBETCTBYIOIIECH TEPAIIHH.
[TanpieHTaM, IEPEHECHINM TSKEJIBIE PEAKIINY TUIIEPYYBCTBUTEIBHOCTH, HE CIIETYET
BO300OHOBIIATH JieueHue npenaparom Jlonerakcen-IIpomomen.

VY nanueHToB C peakiued TUrepyyBCTBUTENBHOCTH HA MAKJIWTAKCENl B aHAMHE3E,
BO3MO>HO Pa3BUTHE NOTEHIUAIBHO JIETAIBHOW PEAKIIMU TUIIEPYyBCTBUTEILHOCTH
IIPU BBEJICHUU JOLIETAKCENA.

Koorcnvie peaxyuu

[Ipy mnpuMeHeHMH JOLETaKcena HaOoAalach JIOKAJIW30BaHHAs H3pUTEMaA
KOHEYHOCTEW (JJaOHEW M CTYIHEH) C OTEKOM M MOCIEIYIOUIUM HIETyHIEHUEM
(J1amOHHO-TIOAOIIBEHHBIN CUHIPOM) (cM. pazaen «IlobouHoe aeiicTBre»).

[Ipy npuMeHeHHH JolLIeTaKcena COOOANOCh O PAa3BUTHM TSKEIBIX KOXKHBIX
peakuui, Takux Kak cuHipomM CtuBeHca-/[>KOHCOHA, TOKCUYECKUH 3K IepMallbHbIHI
HEKPOJIU3 U OCTPBIM I'€HEPAIM30BAHHBINA 3K3aHTEMATO3HbINA MycTynes3. [lanuenTsl
JOJDKHBI OBITh MH(OPMHUPOBAHBI O CHUMITOMAX M MpPHU3HAKaX 3THX CEPbE3HBIX
KOXXHBIX pEaKlUid U HaXOJIUThCS TMOJ| HaOIOJeHHeM Bpada. B cimydae pa3BuTus
CEPbE3HBIX KOXHBIX PEAKUUN CIEAYEeT PacCMOTPETh BOMPOC O MpPEKpaIleHUU
Teparnuu J0LETAKCEIOM.

Iayuenmvi ¢ neuenHouHoU HEOOCMAMOYHOCIbIO

VY nanuMeHToB, MOAYyYaOMIUX MOHOTEPANHUIO JoLeTakcesloM B go3e 100 mr/m2 u
UMEIOIINX TOBBIIIEHHYI0 aKTUBHOCTh «MEYeHOUHbIX» TpancamuHa3 (AJIT w/umm
ACT), 6onee yem B 1,5 pasa npessimaroryo BI'H, B coueTanuu ¢ MOBBIIIICHHEM
aKTUBHOCTH IIENTOYHOM (pocdaTazbl Oosiee uem B 2,5 paza Beiiie BI'H kpaiine Bbicok
PUCK Pa3BUTHS TSHKENBIX MOOOYHBIX 3()(PEKTOB, TAKUX KaK CETCHUC, JKETyI0YHO-
KUIIIECYHbIC KPOBOTEUYEHUS, bebpunpHas HEUTPOIICHUS, uHpexuu,
TPOMOOLIUTOTICHHSI, TSKENIble TOKCUYECKHWE TOpPaKEHHUs KOXKHU BIUIOTH JO
JIETATBLHOIO MCXO0J/la, 4 TAKXKE CTOMATUTa M acTeHUU. B CBSI3M C ATUM Yy Takux
NAlMEHTOB C TMOBBIIICHHBIMU MOKa3aTeasiMu (YHKIHUOHAIBHBIX MPOO TEYEHH
pexomenayeMas mo3a npemapara Jlouerakcen-Ilpomomen cocrasuser 75 mr/m2,
@OyHKIIMOHAIbHBIE MPOObI NMEYEHU AOJKHBI MPOBOAMUTHCS A0 Hauyajga JEYECHUS U
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nepes KakIbIM NOCIEAYIOIMM IMKIOM Tepanuu mpenaparoM /[lonerakcen-
[Ipomomen. Y manueHToOB C MOBBIIIEHHBIMUA KOHIEHTpAIUsIMU OUITMpYOrHA W/WiH
noBeimeHHON akTUBHOCTHIO AJIT u ACT (>3,5 BI'H) B coueTanuu ¢ moBbIIIeHHEM
aKTUBHOCTH IejouHor (ocdarazel >6 BI'H, HE MOXeT OBITH pPEKOMEH]JI0BAHO
CHU)KEHHE J103bl U HE clieyeT 0e3 CTPOTUX MOKa3aHUM MPUMEHSTh JIOIETaKCel.

B HacroAmmii MOMEHT OTCYTCTBYIOT JaHHBIE OTHOCHUTEIBHO IPUMEHEHUS
npenapara [onerakcen-IlpoMmomes; B KOMOMHAIIMKM C JPYTUMHU Mpenaparamu y
NAlMEHTOB C HAPYLWIEHUSAMU (DYHKIIMH ITEYEHHU.

3aoepaicka sncuokocmu

HeoOxoaumo TiarenbHOe HaOI0JeHUE 3a MallMEHTaMU C BBIPaXECHHON 3aJIePKKOI
YKAJKOCTH: C BBIIIOTOM B IUIEBPAIBHYIO MOJOCTh, IIEpUKapA Win ¢ acuutoM. [lpu
NOSIBJIECHUM OTEKOB II0KA3aHO OTPAaHUYEHHUE COJIEBOTO M IHUTHEBOIO PEKHUMA H
IIPUMEHEHUE TUYPETUKOB.

Bmopuie nepsuunvie 310xauecmeennvle H06000PA308aHUS

[Ipn npumenenun komOuHaIMu npenaparta [omerakcen-Ilpomomen ¢ npyrumu
XUMHUOTEPANEBTUUYECKUMHU MpenapaTamMmu, aCCOLIMMPOBAHHBIMU C Pa3BUTUEM BTOPBIX
NEPBUYHBIX 3JI0KAYECTBEHHBIX HOBOOOPA30BAHUN, BO3MOXKHO DPA3BUTHE BTOPBIX
MEPBUYHBIX 3JI0KAYECTBEHHBIX HOBOOOpPA30BaHUM (BKJIIOYAsl OCTPBIM MUETOUIHBIN
JeNK03, MUETOIUCIIIIACTUYECKUNA CHUHIPOM, HEXO/KKUHCKYIO JIUMPOMY U pak
nouku). TpeOyercss MOHHTOPUHT MAIlMEHTOB Ha TIPEIMET Pa3BUTHUS BTOPBIX
NEPBUYHBIX 3J0KAYECTBEHHBIX HOBOOOPA30BAHMI, KOTOPHIE MOTYT BO3HHUKHYTb
yepe3 HECKOJIBKO MECSLEB WM JIET MOCIIE NMPUMEHEHNS JTOLETAKCEI-COAEPKAIEH
Teparum.

Kapouomokcuunocme

VY manuenTtoB, moaydaBmux mnpenapar Jlomnerakcen-IIpomomen B komOuHammu ¢
TpacTy3ymaboM 1o moBoay Metactatuueckoro PMXK ¢ omyxonesoii
runepakcnpeccueir HER2, ocobenHo mociie XuMUOTEepanuu, CoAepKaiei
AHTPAMKINHBI (JIOKCOPYOUITH WIIH YTTHUPYOUITHH ), BO3SMOXKHO Pa3BUTHE CEPICUHOM

HCAO0CTAaTOYHOCTH, KOTOpasA MOKCT OBITH CpGJIHCfI TSDKECTH MJIIM  TSHKEIOM U
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NpUBOIUTh K cMepTu. Korjga mnanMeHTKe TMOKa3aHOo JIEYEHUE IMpernapaToM
Houerakcen-Ilpomomen B koMOMHAIIMKM C TpacTy3ymMaOoM, OHa JOJHKHA MPOWUTH
KapJIMOJoTUYeckoe 00clienoBaHUEe 10 Hayana Tepanuu. Kaxaele Tpu Mecsna
clIelyeT KOHTPOJIUPOBATh (PYHKIIUU CEPJILIA, YTO MMO3BOJISET BBIIBUTDH MAIIMEHTOK, Y
KOTOPBIX MOXET Pa3BUThCS CEpJEHHas HEIOCTaTOYHOCTh. bojee moapoOHO cM.
WHCTPYKITUIO TT0 MEAUIIMHCKOMY MPUMEHEHHIO TpacTy3yMaoa.

VY mnanuMeHToB, MOJNyYaBIIMX JOIETaKcel B KOMOMHAIIMM C JIOKCOPYOUIIMHOM,
dropypaumiioM  w/uium  uumkiaopochaMusioM, COOOIMANIOCH O  Pa3BUTHHU
YKETYyJI0YKOBOM apUTMHUH, BKIIIOYAs JKEIYJOYKOBYIO TaxuKapauio (WMHOTIA C
JIeTAIbHBIM UCX0JI0M) (cM. paznen «[lobouHoe nericTBre» ).

PexoMeHTyeTcs OlleHKa MCXOJHBIX (JI0 Hauaja JIeYeHHs) mokaszarened (QyHKIuu
cepaua.

Hapywenus co cmoponsl opeana 3penus

VY nmanueHToB, MOJy4aBIIUX JICUCHHUE JOLIETAKCEIIOM, a TAK)Ke IPYTMMU TaKCaHAMU,
COOOIIAIOCH, O Pa3BUTHM KHCTO3HOTO OTEKa MakyJibl. [laliMeHThl, y KOTOpBIX
BO3HUKAIOT HApYILICHUs 3pEHUS, JIODKHBI TPOUTH CPOYHOE U  TOJHOE
odTasbMONIOTHYECKOE OOcCienoBanrue. B ciydyae AHMarHOCTUPOBAHUS KHUCTO3HOTO
OTE€Ka MaKyJIbl JICUEHHUE JIOLETAKCEIOM CIIEIyET MPEKPATUTh, U MALMEHTY JOJKHO
OBITHh HAYaTO COOTBETCTBYMOIIEE JieueHue (cM. pasnen «llobouHoe neicTBue»).
Ilayuenmul nodcunoco o3pacma

[To cpaBHeHMIO ¢ manueHTaMu MoJioxke 60 JeT y manueHToB B Bo3pacte 60 jer u
cTapiie, TOJyYalolluX KOMOMHHUPOBAHHYI0 XHMHOTEpAIUI0  MpernapaToM
Homerakcen-Ilpomomen + kamenutaOuH, HAOMIOAANOCh YBEIMYCHHE YaCTOTHI
cBsi3aHHBIX C JjieueHMeM HP 3 u 4 creneHu TSDKECTH, CBA3AHHBIX C JICUCHHEM
cepbe3nbix HP 1 panHei oTMeHBI JieueHus Beaeactsue passutus HP.

HNMeroTcsi orpaHUYECHHBIC JAaHHBIE O MPUMEHEHUM KOMOWHAIIMM JIOIETaKceNa C
JTOKCOPYOUITMHOM U IuKiIo(pochamuioM y manueHToB crapiie 70 Jer.

VY manueHToB 65 JeT U cTapiile, NoJy4aBIIMX Je4eHue npenaparoM Jlouerakcen-

[IpomomMen kaxkaple 3 HeAelr MO MOBOAY paka MpeACcTaTeNIbHOM Kelle3bl, 4acToTa
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W3MCHEHUI HOTTEH, pa3BUTHS aHEMUU, WH(PEKINN, aHOPEKCUH, CHUKEHUS MacChl
tena Obla Ha >10 % GoJblie, 4eM y MmarueHToB 0oJiee MoJIoI0T0 Bo3pacTa. OHaKo
paznuauii o 3¢ HEKTUBHOCTH TEPAMH TP CPABHEHUH TTOKIIIBIX M 00JIE€ MOJIOIBIX
MalMeHTOB BBISABICHO He Obuto. M3 545 manueHTOB, MOJyYaBIIMX JICUEHUE
JIOIIETAKCEIOM KaKJble 3 HeJeIu B Tepalnud TOPMOHOYYBCTBUTEIIBHOTO paka
npenacratenbHoi xkene3sl (STAMPEDE), 296 naruenToB (13 545) O B BO3pacTte
65 5et u crapiie, a 48 malMeHTORB ObUIH B Bo3pacTe 75 jeT uiu ctapiie. CooommeHus
o HP ¢ noBsiieHHo# yactoToil (o MeHbiel mepe Ha 10 %) cpeau nanueHToB B
BO3pacTe 65 JIeT W cTapiie MO CPaBHEHUIO ¢ 0o0Jiee MOJOJABIMU TMalMeHTaMU
OTCYTCTBYIOT. B HeOOMbIION OATpyIIIe MAallMEHTOB B BO3pacTe 75 JIET U cTapiie
HaOmoanach TeHAEHIMS K Oonee yacTeiM HP 1o cpaBHEeHHIO ¢ 0oJjiee MOJIOABIMU
MalreHTaMHU.

Coo06111aeTcs 0 MOBBIIIIEHHON YacTOTe BO3HUKHOBEHUS (110 MeHbIteH Mepe Ha 10 %)
HEHUTPOIICHUH, aHEMUH, TUAPEH, OABIIIKA W WHOEKIUH BEPXHHUX IBIXATCIBHBIX
myTel y MalMeHTOB B BO3pacTe 75 JIET U cTaplie 1o CpaBHEHUIO ¢ 00J1ee MOJIOIBIMU
nanueHTamu. O1ieHKa MPUYUHHO-CIIEJCTBEHHOM CBsI3u AaHHBIX HP ¢ neueHuem He
npoBoamwiIack. OgHako paznmuuuid 1Mo A()(PEKTUBHOCTH TEpanmuyd NMPU CPaBHECHUU
MOKUJIBIX M 00JIe€ MOJIOIBIX MAIlUEHTOB BBISBICHO HE OBLIO.

[Ipy nmpuMeHeHUH KOMOWHALMM JOLIETaKceNa ¢ IUCIUIATUHOM U (PTOpypanuiom
CIeAYIOIIUEe MOOOYHBIC PeaKIMK (BCEX CTENEHEH TSHKECTH): JICTaprys, CTOMATHT,
(bebpuiibHass HEUTpONEeHUsI/HEUTporneHnuecKkass MHMEeKIus, Auapes y NalUueHTOB
crapuie 65 setr orMmeuanuch Ha >10 % wyaie, yem y manueHToB 0ojiee MOJIOAO0TO
Bo3pacta. [loaTromy marueHTsl crapiie 65 JeT, MOoJydarolue 3Ty KOMOHWHAIIHIO,
HYKJAI0TCS B TIIATEIHHOM HAOJIOICHUMU.

Heobxooumocmov xoumpayenyuu

JKenmuHaM penpoayKTUBHOTO BO3pacTa PEKOMEHIYETCS UCTI0JIb30BaTh HA/IC)KHbBIC
METOJIbI KOHTpALICTIIMK BO BpeMs JICUCHUS JIOIETAKCEJIOM U B TCUCHUE HE MEHEe
2 MECSIIIeB MOCe OKOHYaHUS Tepanui. MyK4YuHaM pPeKOMEH]IyEeTCsl HCTIOIb30BaTh

HAaJCKHBIC MCTOAbI KOHTpALCIIIIMKU BO BPEMS JICUHCHUA AOLCTAKCECIIOM U B TCUCHHUC
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HE MeHee 4 MecCsIEB NI0C/Ie OKOHYaHUSI XUMHOTEPAUy.

B uccrnenoBanusx Ha 5KUBOTHBIX OBLIO [TOKa3aHO, YTO JOIIETAKCET MOKET HApyIIaTh
MYKCKYI0 (epTUIBHOCTh (CIIOCOOHOCTH K 3adaruio). [loaToMy MykumHaMm mepen
HayajoM JICYCHHUS  JIOLIETAKCEJIIOM CJEAYET pPacCMOTPETb  BO3MOYKHOCTH
KOHCEpPBAIUU CIIEPMBI.

XKenmmnam B ciay4yae HACTyIUICHMsT OEpEeMEHHOCTH BO BpeMsi JICUECHHUS
JIOIIETAKCEJIOM CIIEyEeT CPOUYHO COOOIIUTH 00 3TOM CBOEMY JieHalleMy Bpayy.
Hetipomokcuunocmo

Pa3Butue TspKeNnoNW CEHCOPHOM HelpornaTtuu TpeOYyeT CHIDKEHHS 03bl Ipernapara
Houerakcen-IIpomomer.

Heoaoviosanmuas xumuomepanus PMIK

[Tpu 1OCTHKEHUU MTOJIHOTO WM YACTUYHOT'O MOP(OJIOTUUECKOTO perpecca OmyXoiu
Ha HEOAJbIOBAHTHOM XMMHOTEpANlMU IPOBOJUTCA XUPYPrHUYECKOE YIAJICHHUE
OIyXOJIM W MPH BO3MOXXHOCTH TNoAMbIIIeYHass JuMdoauccekuus. [IpoBeneHue
JIOTIOJIHUTEIBHON aIbIOBAHTHOM XMMHOTEPANUU TOCJIE TOCTUKEHHUS TOJHOTO WIIN
YaCTUYHOrO0  MOpP(OJIOTMYECKOT0 perpecca HE YIy4llaeT BbDKHBAEMOCTb
naiueHToB. [loaToMy mpoBeneHUe aabIOBaHTHONW XUMHOTEpanuu He 0OOCHOBAHO
JUI TAMEHTOB, JOCTUTIIUX I[IOJIHOTO WM YaCTUYHOTO MOP(OIOrHYECKOTo
perpecca ormyxoJiv MocJie He0aAblOBAHTHON XUMHOTEPAITUH.

Ecnu oTBeT ABISIETCS MUHUMAJIBHBIM MOCJIE HECKOJIBKUX IIUKIIOB HEOAIbIOBAHTHOM
XUMUOTEpANUU, WIH OOJIe3Hb MPOTrPECCUpyeT, B OO0 MOMEHT HE0OXOIUMO
pPaccMOTPETh ANbTEPHATUBHBIN PEKUM XUMHOTEPAUU W/WUIM TpelonepaliOHHON
JYy4YEBOM Tepaluy C MNOCIEAYIOIUM XUPYPIrHUYECKUM BMEIIATEIBCTBOM B BHJIE
MAacTIKTOMHUU € moaMbllieuyHod ymmdboauccekiuenn. IlocneoneparmonHas
aAblOBaHTHAsA Tepamusi [JJsi OSTUX MAIMEHTOB COCTOUT W3 3aBEPILCHUS
3allJIJaHUPOBAHHOW  XUMHOTEpanuM, €eciM OHa He Oblla 3aBeplieHa [0
XUPYPrUUECKOr0 BMENIATENIbCTBA, C TOCIEAYIOIIe TOpMOHAIBHON Tepanueun y
KEHIIUH C TOJIOXHUTEIbHBIM CTaTyCOM 3CTPOr€HOBBIX H/WJIM MPOreCTEPOHOBBIX
peuentopoB. Y mnamueHTok ¢ PMIK c¢ omyxoneBoil rumnepakcnpeccueir HER2
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Ha3Ha4yaeTcs TpacTy3ymad 10 OHOTO Tofa.

Cunopom nuzuca onyxoau

Coo0mianoch 0 Ciy4asx pa3BUTHUS CHHAPOMA JIU3HMCA OMYyXOJH TMPU MPUMEHEHUH
norerakcena. [lallueHThl ¢ PUCKOM pa3BUTHUSL CUHApPOMA JIU3UCA OMyXOdH (T.€. C
HapyleHueM (PYHKIIMU MOYEeK, TUMIEpypUKeMUEl, 00BEMHOI OMyXOJbI0) JOJKHBI
HaXOJUThCA MOJ TINATEIbHBIM HAaOIIOJEHUEM Uil COOTBETCTBYIOLIEIO KOHTPOJIA
aToro cuHapoma. Jlo Hayama Je4YeHHS PEKOMEHAYETCS CKOPPEKTUPOBATh
JETHIpaTalyIo U MPOBECTH JIEYEHUE, HAIPABICHHOE HA CHUYKEHUE MOBBILIEHHOTO
YPOBHSI MOYEBOM KUCIIOTBHI.

BcnomorarensHbI€ BEIIECTBA

Cooeporcanue smarnona

B kaxnoil no3upoBke mpemnapara coaepxkurcs He Oosee 0,5 mi staHona Ha 1 M
npemnapara.

DTO clielyeT NPUHUMATh BO BHUMaHUE IPU IPUMEHEHUH NIpenapaTa y NalueHTOB C
JIKOTOJIM3MOM U TAIMEHTOB W3 TPYMNbl PUCKA (MAllUEHTOB C 3a00JE€BaHUSIMU
NEYEHH, TIEYEHOYHON HEJOCTATOYHOCTHIO U SMUJICTICUEN ).

Takke creayeT NpUHUMATh BO BHHMAaHUE BO3MOXKHOE BIIMSHUE 3TaHOJIa Ha
LEHTPAIBHYIO HEPBHYIO CHCTEMY.

Obpawenue u mepvl NpPeoOOCMOPOHNCHOCMU NPU 00paAWeHUU ¢ HNpenapamom
Jloyemaxcen-Ilpomomeo

[Ipenapar [ouerakcen-IIlpoMmomMen SIBISIETCS NMPOTHUBOOIYXOJEBBIM IIPENAPATOM;
KaK W B clly4ae JAPYTUX MOTEHUMAIbHO TOKCHYECKMX BEIIECTB, HEOOXOIUMO
cOOJII0IaTh OCTOPOKHOCTh MPU €ro NMPUMEHEHUH M IPUTOTOBICHHHU PACTBOPOB.
PexomenyeTcs nonb3oBaThes nepuarkaMu. Eciu pactBop npenapara /lonerakcen-
[Ipomomen wimu wuHGY3UOHHBIN pacTBOp mnpemapara Jlonerakcen-Ilpomomen
NOMNaJaeT Ha KOXY, TO €€ CIEAyeT HEMEIJIEHHO TINATEIbHO BBIMBITH BOJOH C
MbuioM. [Ipyu momaganuu KOHIIEHTpaTa WM MH(Y3HMOHHOTO pacTBopa Mpernapara
Houerakcen-IlpomoMes; Ha CaM3UCTBIE OOOJIOYKM HMX CJEAYyeT HEMEIJICHHO

TIIATCJIBbHO ITPOMBITH BO}IOfI.
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Biausinue Ha CHOCOOHOCTH YHPABJIATHL TPAHCHOPTHBIMM CpPeACTBAMH,
MeXaHU3MaMHu

He mnpoBomunoch Kakux-amuO0 MCCIEIOBAHUN MO BIMSHUIO Ha CHOCOOHOCTH
yHPaBIATh TPAHCHOPTHBIMU CPEICTBAMHU M HCIOJIb30BAaTh MeXaHU3Mbl. OJHAKO
pa3BUTHE MOOOYHBIX PEAKLUH CO CTOPOHBI HEPBHOW CUCTEMBI, OpraHa 3peHHs,
KEITYJJOYHO-KUIIEYHOTO TPaKTa W Jp., a TAKKE HaJU4Khe B COCTaBe Ipernapara
3TaHOJA MOTYT NPUBECTH K CHHIKEHUIO CKOPOCTH IICHXOMOTOPHBIX pEakUuil M
BHUMaHMs (cM. pazzaeibl «Ocobble ykazanush» U «Ilobounoe neiictBue). [loaTomy
NAlMEHThl JOJDKHBI OBITh TPEAYNPEXIECHBI O BO3MOKHOCTH IMOTEHUHAIBHOIO
BIMSHUS TOOOYHBIX 3(P(PEKTOB Ha CHOCOOHOCTH YIPABIATh TPAHCIOPTHBIMU
CpEIICTBAMH U UCIOJIb30BAaTh MEXAHU3MBbI, U UM PEKOMEHIYETCS BO BpEMsI JICUEHUS,
€ClIi y HUX MOSBIAIOTCA MOOOYHBIE 3(PQPEKTHl, HE YIPaBISATh TPAHCIIOPTHHIMU
CPEICTBAMM WJIM IOJIb30BAThCS MEXAHM3MaMH, a TAK)KE HE 3aHUMATHCS APYTUMHU
NOTEHIMAIBHO ONIACHBIMH BHIAMHM JIEATEIbHOCTH.

dopma BbINyCKA

KoHueHnTpar ajis npurotoBieHus: pactBopa s uHpysuit, 10 mr/mu, 20 mr/mi,
40 mr/mi.

Jo3upoexa 10 me/mn:

[To 2 mn, 8 Mi, 16 M BO (pJIakOHBI CTEKJISIHHBIE, T€PMETUYHO YKYHNOpPEHHBIE
pPE3MHOBBIMU  MpPOOKaMu, OOXKaThle  KOJMauyKaMH  aJlOMUHHUEBBIMH WU
KOMOMHUPOBaHHBIMH.

Ho3upoeka 20 mz/mn:

ITo 1 mm, 2 mi1, 4 mn, 5 ma, 5,5 mi1, 6 mit, 6,25 mo, 6,5 mi1, 7 mit, 7,5 M, 8 MIT BO
(bIaKkoHBl CTEKJISIHHbIE, TE€PMETHUYHO YKYNOPEHHBbIE PE3MHOBBIMHU MPOOKaMH,
o0aTble KOJIMAaYKaMHU aJIlOMMHUEBBIMU HJIM KOMOMHUPOBAHHBIMHU.

Jlo3upoexka 40 me/mn:

[To 0,5 mn, 1 mi, 2 M Bo (pJIakKOHBI CTEKJISIHHBIE, TEPMETUYHO YKYINOPEHHbIE
pPE3MHOBBIMU  MpPOOKaMu, OOXKaThle  KOJMauyKaMH  aJIOMUHUEBBIMH WU

KOMOMHUPOBaHHBIMH.
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(MNOCNEQL Z:_é-.i."E,‘ EHOCTE 0002)

[To 1, 5 unu 10 ¢akoHOB ¢ IpemapaToM BMECTE C HHCTPYKIUEH 110 METUITUTHCKOMY
MPUMEHEHUIO MOMENIAIOT B MAYKy U3 KapTOHA.

[To 50 ¢nakoHOB ¢ MPUIOKEHHEM PABHOTO KOJMYECTBA HWHCTPYKLIUN IO
MEIUIIMHCKOMY TPUMEHEHHUIO T[OMENIAl0T B KOPOOKY M3 KapToHa (IS
CTaIlMOHAPOB).

YcaoBus XxpaHeHUsA

Xpanute B xonoawibHuke (2—8 °C). XpaHUTh B OpPUTHHAIBHOW YIAKOBKE
(mauke/KopoOKe).

XpaHUTh B HEJOCTYITHOM JJI IETEN MECTE.

Cpok rogaocTu

2 roja.

He npumeHsATh 0 HCTEUYEHNH CPOKA TOAHOCTH.

YcioBus oTnycka

OTnycKarT Mo penenTy.

Jlep;kaTesb pPerucTpalMOHHOIO YA0CTOBEPECHHUS

000 «ITPOMOME/] PYC»

129090, r. Mocksa, mpocnekT Mupa, nom 13, ctpoenue 1, opuc 13
IIpousBoauTeab

AO «buoxumuk», Poccuiickas @eneparnus

FOpunnaeckuii anpec: 430030, Pecriy6immka Mopaosusi, . CapaHck,

yi. Bacenko, 1. 15A

Anpec mecta npousBojcTBa: 430030, Pecriyonuka Mopaosus, r. CapaHck,

yi. Bacenko, 1. 15A

Tenedon: +7 (8342) 38-03-68

DnexTponHas moyra: biohimic@promomed.pro

Opranuszanus, NPUHUMAIOIIAA IPETEH3MH NOTPeduTe e

000 «ITPOMOME/I PYC», Poccuiickas @enepanus

Anpec: 129090, r. Mocksa, npocnekt Mupa, aom 13, ctpoenue 1, opuc 13
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (KpyriaoCyTOUHO)

45


mailto:biohimic@promomed.pro

COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 07.07.2025 N= 16850
(NMOCNEOOBATENEHOCTE 0002)

Anpec snekTponHO# moutsl: hot_line@promomed.pro
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