COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 07.07.2025 N2 16850

(NOCNELOBATENBHOCTE 0002)

OBHIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Houerakcen-IIpomomen, 10 Mr/mi1, KOHIIEHTPAT YISl IPUTOTOBIICHUS PACTBOPA ISl HH(Y3HIA.
Honerakcen-IIpomomen, 20 mr/mi, KOHIEHTPAT IJIsl IPUTOTOBJICHUS PAcTBOpA IS HHPY3HA.

Honerakcen-IIpomomen, 40 mr/mi, KOHIEHTPAT IJIsl IPUTOTOBJICHUS PACTBOPA IS HHPY3HA.

2. KAMECTBEHHBIN U KOJIMYECTBEHHBII COCTAB
JleiicTBytO1IIEE BEMIECTBO: AOIETAKCET OE3BOIHBIN.

Jlouerakcen-ITpomomen, 10 Mr/mi1, KOHIIEHTPAT JiJIsl IPUTOTOBJICHUS PACTBOPA JUIsl UHQY3Ui

1 MJI KOHIIEHTpaTa JUlsl IPUTOTOBJICHUST pacTBopa s uHDy3ui conepxut 10 Mr momerakcena
0€3BOIHOTO.

Jlouerakcen-ITpomomen, 20 Mr/mi1, KOHIIEHTPAT JiJIsl IPUTOTOBJICHUS PACTBODA JUIsl UHQY3Ui

1 M KOHILIEHTpaTa JUIsl MPUTOTOBJICHUS pacTBopa s uH(y3uit cogepxut 20 Mr rouerakcena
0€3BOIHOTO.

Jlouerakcen-IIpomomen, 40 MF/MJ'I, KOHICHTPAT AJId IPUTOTOBJICHHNA paCTBOpa I I/IHd)VSI/Iﬁ

1 M KOHIEHTpaTa Ui IPUTOTOBICHHUS pacTBopa Juisi uHPY3Mid comepxut 40 Mr morerakcena
0€3BOIHOTO.
BcnomorarensHoe BelecTBo, HaTMUKue KOTOPOTo HAJ0 YUUTHIBATh B COCTaBE JICKAPCTBEHHOTO

mpernaparta: 3TaHoll 6e3BOAHBIN (cM. pazzaen 4.4).

[TonHBIN TIEpevYeHb BCIIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHASA ®OPMA
KoH1eHTpar a1t mpuroToBiIeHUs pacTBOpa Iyl HHDY3HiA.

IIpo3padHbIil MAaCISHUCTBIN PaCTBOP CBETIIO-KEITOrO WM KOPUIHEBATO-KEITOTO I[BETA.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

Pax monounoii rncenesvt (PMK)
Aovrosanmuas u HeoaovO8aAHMHASL MEPANUSL

Aovrosanmuast mepanus

Onepabenvuwiii PMJK (npenapar onerakcen-IIpomomen B KOMOMHAIUK € IOKCOPYOUIIMHOM U
nukiodochamMuiom):

- onepabenbHbiii PMIK ¢ nopakeHneM pernoHapHbIX JTUM(OY3II0B;
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MOKAa3aHO MPOBEJICHNE XUMUOTEPAIIUU COTJIACHO YCTAHOBJIEHHBIM MEXIYHAPOJAHBIM KPUTEPHUSIM
otOopa 7151 NepBUYHOM XuMuoTepanuu panHux craauii PMXK [mpu Hanmuumu oxHoro uinu 6onee
(aKTOpPOB BHICOKOTO PHCKA PA3BUTHUSA PELUAMBA: pa3Mep OMyXoiH Oojee 2 cM, OTpULATEIbHBIN
CTaTyC ACTPOTEHOBBIX U IPOreCTEPOHOBBIX PELENTOPOB, BHICOKAs THUCTOJOTHYECKasl CTENEHb
3JI0KaYE€CTBEHHOCTH OMyX0JiH (cTeneHb 2—3), Bo3pacT MeHee 35 Jet].

Onepabenvuviit PMJK ¢ onyxonesoti cunepaxkcnpeccueti HER2 (nokcopyOunus u mukinodochamug
C TMocleAylIuM mnpuMeHeHueMm mpenapata Jlouerakcen-Ilpomomen B KkomMOuHauuu ¢
Tpacty3ymabom (cxema AC TH)).

Heoaovrosanmnas mepanu:

Onepabenvuviii u mecmuo-pacnpocmpanenuviti. PMJK (nokcopyOunma u mukiodochamuy ¢
MOCJICIYIOIIUM MTPUMEHeHHeM npernapata J{omnerakcen-IIpomomen).

Memacmamuueckuii u/unu mecmuo-pacnpocmpanertoiii PVMIK

— MecTHO-pacnipocTpaHeHHbIl uinu  Mmetactatuueckuit PMOK (mpemapar [ouerakcern-
[IpoMomen B KOMOMHALIMH C JOKCOPYOUIIMHOM, Tepanus 1-oil TuHuN).

- Mertacratnueckuiit PMJXX ¢ omnyxoneBoii rumepskcrpeccueii HER2  (mpemapar
JHouerakcen-IIpomomMes B koMOUHALIMU C TpAacTy3yMaOoM, Tepamnusi 1-0il TuHUN).

— MecTHO-pacnipocTpaHeHHbI WM MeTtactatuyeckuit PMOK npu  nHesddexTuBHOCTH
IIPEIUIECTBYIOIEN XUMHOTEPANINH, BKIFOYABIIEH aHTPALMKIMHBI WIHM AIKUJIUPYIOLIUE CPEACTBA
(npemapat Jlouerakcen-IIpomomen B MOHOTEpAMum).

- MecTHo-pacnipocTpaHeHHbI uian  Metactatnyeckudt PMOK npu  HesddexTuBHOCTH
IpeIIIecTBYIOEH XUMHOTEPANUK, BKIIOYABLIEH aHTpauukiauHbl (mpenapar Jlonerakcen-
[Ipomomenr B KOMOMHAIIMY € KallEUTAOMHOM).

Hemenxoknemounulii pak 1e2K020

- MecTHO-pacpoCTpaHEHHbIN NI METACTAaTUYECKUI HEMEIKOKIIETOUHBIN paK JIETKOTo IIpu
Hea(ppeKTUBHOCTH mpenuecTByomeil xumuorepanuu (mpenapar Jlonerakcen-Ilpomomen B
MOHOTEpAIUN).

- HepesekrabenbHblii MECTHO-PACIIPOCTPAHECHHBIN W METaCcTaTUYECKUI
HEMEJIKOKJIETOYHBI pak Jerkoro (mpemapar Jlouerakcen-Ilpomomen B KOMOMHaLuu ¢
nucruiatuHoM, mpemapat  [louerakcen-Ilpomomen B koMOMHanuMu ¢ KapOOIMJIaTHHOM
MpEJICTaB/IsIeT ajJbTEePHATUBHBIN BapuaHT JIEYEHHs JAJIs OCHOBAaHHOM Ha LUCIUIATHHE Tepariuw,
Tepanust 1-oi THHUN).

Pax auunukos

- Mertactatuyeckuil pak SUYHUKOB IpU HEIDPEKTUBHOCTH, MpPEIUIECTBYIOLIEH Teparuu

1-oi1 muanm (mpenapar Jomerakcen-IIpomomen B MoOHOTEpaniuu, Tepanus 2-0 JIMHIH).
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Pax npeocmamenvnoii ycenesl

- MertacTtatnyeckuil KacTpallMOHHO-PE3UCTEHTHBIN PaK IPeICTaTENbHOM JKele3bl (mpenapar
Honerakcen-IIpomomes; B KOMOMHALIMY ¢ IPEIHU30HOM WM TIPEAHU30JI0HOM).

- MertacTtatnyeckuii TOPMOHOUYBCTBUTENIBHBIN pak IpelCcTaTeNIbHOM Jkene3sl (mpemnapar
JHouerakcen-IIlpomoMen B koMOMHanuu ¢ aHTuaHaporeHHoil tepanueiit (AAT) ¢ npegHU30HOM
WY TIPEAHU30JI0HOM WU 0€3 MPeJHU30HA UITH MTPETHU30JI0HA).

Pak scenyoka (adenokapyunoma)

- Meracratuyeckass aJeHOKapLUHOMA JKEIyJKa, BKJIOYas aJCHOKApLUUHOMY 30HBI
NUINEBOIHO-KETyJouyHOro Tnepexona (mpemapar J[louerakcen-Ilpomomen B KOMOMHAIuu ¢
[UCIUTATUHOM U (PTOpypanuiaoM, Tepamnus 1-oit TuHun).

Pak 2010661 u weu

- MecTHO-paclpOCTpaHEHHbIM IIOCKOKJIETOYHBI pak ToJOBbl W mier (mpemapar
Houerakcen-IIpoMmomey B KOMOMHALMK C LUCIUIATUHOM M (DTOpYpanmiaoM, HHIYKIMOHHAs

Tepanus).

4.2. Pexxum 103MpOBaHNs U C1IOCO0 NPUMEHEHUs!

Jleuenue npenaparom Jlonerakcen-IIpomomes ciemyer MpOBOAUTE TOIBKO O] HAOTIOACHHEM
Bpaya, HMMEIOIIET0 ONBIT MPOBEICHUS IPOTUBOOIYXOJIEBOM XUMHUOTEPANHMH B YCIOBHUAX
CIIELUATIM3UPOBAHHOIO CTAllMOHApA.

Jns npenynpexaeHuss pa3BUTUS PEAKLUM TUIEPUYBCTBUTEIBHOCTH, a TaKXKe C LEJbI0
YMEHbBIIEHUS 33J€pKKU JKUIKOCTH BCEM MalMeHTaM, Mojy4arouum mpenapaT Jlouerakcen-
[Ipomomen (kpoMme TAalMEHTOB C PAKOM MPEJICTaTelIbHON JKele3bl, PEeKOMEHIAlMU IO
IpeMeINKALUU JUIsl KOTOPhIX CM. HUXE), B ClIydae OTCYTCTBUS MPOTUBONOKA3aHUN MPOBOAUTCS
IpeMeIUKallsg TIIOKOKOPTUKOCTEPOUJOM, HAlpUMep, JIeKCaMEeTa30HOM BHYTPb B J103€
16 mr/cytku (1o 8 Mr jBa pa3a B CyTKH) B TEUSHHUE 3-X JTHEH, HAUMHAS 32 | JIeHb 10 BBEIACHUS
npenapara [Jonerakcen-IIpomomen.

PexxuM 103upOBaHus

Y mnanuMeHToB C METACTaTHUYECKHUM KaCTPAIlMOHHO-PE3MCTCHTHBIM DPAKOM MPEACTATETHHOM
JKeJe3bl, TIONYyYAIINX COMYTCTBYIONIEE JICYCHHE NPEAHU30HOM WJIH TPETHU30JI0OHOM,
MPOBOJIUTCA MPEMEANKALIUS TEKCAMETa30HOM BHYTpPh B 103€ 8§ Mr 3a 12 4, 3 y u | u 10 Havana
BBeeHUs npenapara Jlouerakcen-Ilpomomen.

VYV manMeHToB ¢ METAaCTaTUYECKHUM TOPMOHOYYBCTBUTEIBHBIM PAKOM TPECTATEIHHON KeNe3bl
HE3aBUCHUMO OT OJTHOBPEMEHHOTO MCIOJb30BaHUS MPEIHU30HA WM MPETHU30JI0HA, TIPOBOTUTCS
npeMeAnKalus JeKCaMeTa30HOM BHYTpPb B J103¢ 8 Mr 3a 12 4, 3 u u 1 4 g0 Hayana BBEACHUS

npenapara [Jonerakcen-IIpomomen.
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Jns  cHWKeHusT pucKa  Pa3BUTHS reMaionomqe&I(oI/r Il %KCII:Z"HI%H 'DB]IO'MEHI[VéTCH

npo(QUIAKTHYECKOEe  BBEJICHUE TPAHYJIOLUTAPHOTO  KOJIOHUECTHUMYJHpYIOMEro  Qaxropa
(I'-KCD).

[Tpenapar Jomerakcen-IIpomMmomes BBOAUTCS MyTeM OAHOYACOBOM BHYTpUBEHHOM HH(DY3uu 1 pa3
B 3 HEIEIH.

Pax monounoi seeneszvt (PMZK)

Aovrosanmuasi mepanu:

[Ipu agproBaHTHOMU Tepanuu ornepadenbHoro PMXK ¢ mopakenrem pernoHapHbIX TUM(OY3JI0B U
onepabensHoro PMJXK 06e3 mnopakeHus pervoHapHbIX JUM(OY310B peKkoMeHayemas [103a
npenapara Jlouerakcen-Ilpomomen cocraBaser 75 Mr/mM? uepes 1 u Tmocnme BBeIeHHUS
nokcopyourmaa (50 Mr/m?) n muknodochamua (500 mr/m?) kaxasie Tpu Heaemu (cxema TAC).
Bcero 6 uukioB (cM. Takxke nanee «Koppekuus 103 npu XUMUOTEPATTUNY).

[Ipy anbpIOBaHTHON Tepanuy TMAalUEHTOB C ONepadeNbHbIM pPAaKOM MOJOYHOU JKEIe3bl C
ormyxoiieBoil rumnepakcnpeccueir HER2 pexkomennyrorcs ykasaHHble HHMKE O3Bl IIperapara
Houerakcen-ITpomomen.

Xumuomepanus no cxeme AC TH

— AC (muxasl 1-4): pokcopyburme (A) 60 Mr/M? ¢ TOCHEIYIOIIMM BBEIEHHEM

nuknodochamuaa (C) 600 Mr/m? kaxasie 3 Heenu, 4 MUKIIA.

—  TH (umxmsr 5-8): noreraxcen (T) 100 mr/m? 1 pa3 B 3 Hemenu, 4 mukna u Tpactyzyma6 (H),
BBOJIUMBIN €XKEHEIEIbHO B COOTBETCTBUHU CO CJIEAYIOLIEH CXeMOIA:

UK 5 (HaunHaeTcs yepe3 3 Heaenu noce nociensero nukia AC):

Oenwb [: TpacTty3ymMal 4 Mr/kr (Harpy3o4Has 703a),

Oenp 2. nomerakcen 100 mr/m?,

Oenv 8 u 15: Tpacty3ymad 2 MI/KT;

LIUKJIBL 6-8:

denv 1: nouerakcen 100 mr/m? u TpacTy3ymab 2 MI/kr,

Oenv 8 u 15: Tpactyzymad 2 MI/KT.

UYepes tpu Henenu nocie aas 1 nukiia 8: Tpacty3yMmad 6 MI/KT Kaxaple 3 Hellemu.
Tpacty3zymal BBOIUTCS B 00IIIel CI0XKHOCTH B TeueHHe | roja.

Heoaovwosaumnas mepanu:

Jns mpoBeneHWs HEOAAbIOBAHTHOM TEpamWM IMAIMEHTOB ¢ OmNepadelbHBIM M MECTHO-
pacpoCTpaHEHHBIM PAKOM MOJIOYHOM JKeNIe3bl PEKOMEHIYIOTCS YKa3aHHBIE HIDKE JI03bI

npenapara [Jonerakcen-IIpomomen:

— AC (muknbl  1-4):  pokcopyourma (A) 60 Mr/mM? ¢ MOCJIEAYIOIIUM BBEJICHUEM

nuknodochammma (C) 600 Mr/m? kaxsie 3 Heeny, 4 MUKIIA.
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— T (uuxunsr 5-8): nouerakcen (T) 100 mr/mil-pas 8. nprmrm 4 uukna
Mecmmuo-pacnpocmpanennvii unu memacmamudeckuii PMIK

IIpu MmecTHO-pactpocTpaHeHHOM Hiu MeracratndeckoM PMOK B kadecTBe Tepamuu IepBOd
JMHUM JONeTaKcend 75 Mr/M? mpuMeHseTcs B KOMOMHAIMM C JOKCOpyOHImHOM 50 Mr/m%; B
KayecTBEe Tepanuu 2 JIMHUM PEKOMEHIOBAaHHAs /1032 JIOIETaKCesla B MOHOTEpAUH COCTaBIsET
100 mr/m?.

Js komOuHamu mipernapara [onerakcen-IIlpomomMen ¢ Tpacty3ymabom pekoMeHayeMasi 1032
npenapara Jlouerakcen-IIpomomen cocrasnsier 100 MI/M? KaKJIble 3 HEIENH ¢ eXKeHeIeIbHbIM
BBeJIcHUEM TpacTy3yMada. [lepBoHauanbHasi BHyTpUBeHHasi UH(Y3Us JolieTakceaa MPOBOIUTCS
Ha CIICYIOIUNA JCHb IOCJIE BBEICHHUS MEpBOM 03kl TpacTy3ymada. [locienyrommue 0361
JOIIeTaKcella BBOJSTCS  HEMOCPEJICTBEHHO TIOCI€ OKOHYaHWS BHYTPUBCHHOH WH(DY3UH
Tpacty3ymaba (Impu XOpollell MepeHOCHMOCTH MpeAlIecTBYIOmEeH A03bl TpacTy3ymabda). s
nonydyeHuss MHGOpMaIMU O J03aX M CHocoOe BBEACHHUS TpacTy3ymaba CM. MHCTPYKIUIO TIO
MEIUIIMHCKOMY ITPUMEHEHHUIO TpacTy3ymaoa.

[Ipy KOMOMHAIIMK C KaNelUTaOMHOM peKOMEHyeMas 1033 JOIETaKCeNna COCTaBIsAeT 75 Mr/m>
KaKaple 3 Heaenau, a Karnenuradbuna — 1250 MI/M? BHYTpb JIBa pa3a B CyTkH (B TeueHue 30 MuH
nocine e/ipl) B TeYeHHE 2-X Hellelb C MOCIEAYIOIUM OJHOHEAETbHBIM MEePHOIOM OTAbIXa. J[is
pacyeTa 1036l KanenuTabuHa B COOTBETCTBHH C ILUIOIIAIbIO TOBEPXHOCTHU TEJIa CM. HHCTPYKITUIO
M0 MEJIUIIMHCKOMY TIPUMEHEHHIO KareuTabuHa.

Hemenxoknemounulii pak 1e2K020

VYV naunueHToB, HE MOJY4YaBIIMX pPAaHEE XUMUOTEPANHUIO, PEKOMEHIYETCs Cleayrouas cxema
JNIedeH s : IoneTakcen 75 MI/M2, cpasy 1ociie Hero BBeIeHHe IICIIaThHa 75 Mr/M2 B Tedenue 30—
60 mun wm kapoomatuaa (AUC 6 mr/mur/muH) B Tedenue 30—-60 MuH.

Jns neuenuss mocie HedIPHEKTUBHOCTH XWMHOTEpANMM Ha OCHOBE MpENapaToB IUIATHHBI
pEKOMEHTyeTCsl MOHOTEPAIHUS JOIIETAaKCeIoM B J103€ 75 Mr/m2.

MemacmamuyecKkuil pak AUYHUKOB

Jlnist 2-0if TMHUY Tepaliy paKa SHIHIKOB PEKOMEHTyeTCs /103a jonerakcena 100 Mr/m? Kaxple
3 Helenau B MOHOTEpaIuHu.

Pak npeocmamenwvnoii ycenesvt

Memacmamuueckuil KacmpayuoHHO-pe3UCmMeHmHublll pax nPeocmamenbHOU JHcene3vl

Jns  nedeHusT TAIMEHTOB C  METACTaTUYECKHM  KaCcTPAllMOHHO-PE3UCTEHTHBIM  PAKOM
MpeACTaTeNIbHOM JKelle3bl PEKOMEHI0BaHHasl fj03a npernapata Jlonerakcen-IIpomomen cocrapiser
75 mr/M? 1 pa3 B Tpu Henenu. IIpelHU30H MM NPEIHNU30JI0H IPHHIMAIOT JUTHTENHHO IO 5 MT

BHYTpPb 2 pa3a B CyTKH.
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Jl1s nedyenns naueHToB ¢ METaCTaTUUECKUM FOPMOHOYYBCTBUTEIbHBIM PAKOM IIPEACTATEIbHON
JKeJle3bl PeKOMEHI0BaHHas 103a npenapata Jlonerakcen-Ilpomomen cocrasnser 75 mr/m? 1 pas B
TPH HEJIEH B T€YEHHUE 6 KYpPCOB.

[IpenHn30H WK TPEIHU30JIOH IPUHUMAIOT JJIMTENBHO IO 5 MI BHYTPB 2 pa3a B CYTKH.

Paxk xcenyoka (adenokapyunoma)

i nedeHus NMAUEHTOB € aJCHOKAPLMHOMOM >KelyJlKa pEKOMEHJIOBaHHas J03a Ipernapara
Jonerakcen-TIpoMoMen coctaBisier 75 Mr/M? B BHE OJHOYACOBOI BHYTPUBEHHOH MH(Y3HH C
TIOCIIeyoleii BHYTPHBEHHON HH(Y3Hel ucaTiuHa 75 Mr/m? B Tedenne 1-3 4 (o6a npenapara
TOJIBKO B IEPBBIN JI€Hb KaX10T0 LKA XuMuoTepanun). 1o 3aBepiieHnn BBeIeHUS HUCIUIATHHA
MPOBOAAT 24-4acoBYI0 BHYTPUBEHHYI0 HH(DY3ui0 (ropyparmma 750 Mr/M%/CyTKH B TedeHMe
5 cytok. Jleuenue noBropsiercs kKaxapie 3 Hegenu. [lanneHTsl JOKHBI TOTy4YaTh NPEeMEAUKAIIIO
MIPOTUBOPBOTHBIMU TpeMapaTaMy U aJeKBAaTHYIO TUAPATALMIO MIPH BBEACHUU LUCIUIaTUHA. J[71s
YMEHBILIEHUS pUCKA TI'€MaToJIOTMYECKOM TokcuuHOCcTH (cM. nanee «Koppekuus p03 npu
XHUMHOTEPAIHUN») ¢ MPO(UITAKTHYECKOH 11eTbI0 oKkazaHo BBeaenue I-KCO.

Pak 2010661 u weu

[TarueHTHl JOMKHBI MOJyYaTh MPEMEIUKAIMI0 MPOTHBOPBOTHBIMU MpermapaTamMu, UM JIOJDKHA
IIPOBOAMTHCA aJIeKBaTHas rujpartanus (10 U nocie BBeAeHUs nuciuiatuia). Cienyer npoBoauTh
npoUIaKTUKy pa3BUTHUA HeEHTpomeHuuyeckux HHpeknuil. Bce mnanuMeHThl, y KOTOPBIX
IPUMEHSUINCh CXEMBI JIeUeHMs], coiepxamue mnpenapar Jlonerakcen-Ilpomomen, mnomywann
AHTUOMOTHUKY C MPOPUIAKTUYECKOH LIENbIO.

Hnoykyuonnas xumuomepanus ¢ nocieoyoujel 1y4eot mepanue

Jns  WHAYKIIMOHHOW  Tepamud  TpPU  MECTHO-PACIPOCTPAHEHHOM  HeolepadelbHOM
IUIOCKOKJIETOYHOM DAaKe TOJIOBBI M IIEM PEKOMEHIOBaHHas n03a mnpenapara Jlonerakcen-
T[IpomomMen cocTaBseT 75 Mr/mM? B BUJIE OHOYACOBON BHYTPUBEHHON HH(Y3UH C TIOCIELYIONHM
BBEJICHMEM IUCILIATHHA B 03¢ 75 Mr/M? B Teuenue 1 4 (06a IpenapaTa BBOAATCS TOIBKO B IIEPBHIii
JIeHb Ka)KJ0ro IMKJIa XUMUoTepanuu). Ilociae 3Toro npoBoanTCS HENpepbiBHAs BHYTPUBEHHAs
uHdy3us Ppropypauuna B goze 750 mr/m%/cyTku B TeueHue 5 cyTok. DTa cxema MOBTOpSETCS
Kaxaple 3 Hexenu B TeueHue 4-x 1ukioB. Ilocne XumuoTepanuy MalMeHTaM JOJDKHA OBITh
IpOBEJICHA JTyueBasl TEPAIus.

Hnoykyuonnas xumuomepanus ¢ nociedyiowell XuMmuoiyyesoi mepanuel

J1s1 MHAYKIMOHHOM TEpaluyu MECTHO-PACIpPOCTPAHEHHOTO IIOCKOKJIETOYHOTO paka TOJIOBBI U
11en (TEXHUYECKH Hepe3eKTa0eIbHOT0, C HU3KOM BEPOSITHOCTBIO XUPYPTrUUECKOT0 U3JICUSHHS HITH
C LeNbI0 COXpaHEHMsI OpraHa) peKOMEHJoBaHHas jao3a mnpemnapara Jlomnerakcen-Ilpomomen

coctapiseTr 75 Mr/M? B BHAE OJHOYACOBOM BHYTPHBEHHOH HH(Y3MHM C MOCHELYIOIIeH
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TOJIBKO B IIEPBBIM JI€Hb KaXKIOr0 LMKJIA XUMHOTEpalMHM) U C HOCIEAYIOLIEH HENpepbIBHON
BHYTpUBEHHOH uH(y3uel (ropypaumia B go3e 1000 mr/m*cytku ¢ 1 mo 4 nens. Dta cxema
JIeYeHUsl MOBTOpsETCS Kakable 3 Heaenu, Bcero 3 mukia. [locie xumuorepanuu marpeHTam
JOJKHA OBITh MPOBEACHAa XUMUOIy4eBas Tepanus. i moayueHus: CBeIeHUH O KOPPEKIUU 103
[UCIUTATHHA U PTOpYpaIlHia CM. HHCTPYKIIMH 110 METUITMHCKOMY TIPUMEHEHUIO 3THUX IIPETapaToB.
Koppekyua 003 npu xumuomepanuu

Obwue pexomenoayuu

[Ipenapar [ouerakcen-IIlpomomesn [nomkeH BBOAUTHCS MPU KOJUYECTBE HEUTPOPUIOB B
nepudepudeckoii kporu >1500/mki. B cnyuae pa3zsutus GpeOpriibHON HEUTPOTICHUH, CHUKEHUS
guciia HeutpodmioB <S500/MKI UIMTETLHOCTBIO 0OOJiee OJHOW HENeTH, BBIPAKCHHBIX WIN
KyMYJISITUBHBIX (YCWJIMBAIOIIMXCS TPH TMOBTOPHBIX BBEJIEHUSAX) KOXKHBIX PEAKIU, WIn
BBIpQXXEHHOU Mepudepudeckoil Helponatuu Ha (oHE Tepanuu JOLETaKCEeIOM, €ro J103a MpH
CIIEyIONINX BBEIEHUAX JOKHA OBITh CHIDKeHa co 100 Mr/m? 1o 75 mr/m? w/uma ¢ 75 mr/m? no
60 mr/m2. Ecin momo6HbIe peakIiy COXPAaHSIOTCS M IPHU 03¢ JomeTaKcena 60 Mr/M2, nedenue um
CIIeTyeT MPEeKPATUTb.

Kombunuposannas mepanus, exntouarowas npenapam Jloyemakcen-Ilpomomed 0ns neuenus:
PMK

Aovrosanmuas mepanusi paka MoaI0YHOU JHcee3vl

[TarueHTKaM ¢ paKkoM MOJIOYHOM >KeJe3bl, MONYYAIOIIUM aIbIOBAHTHYIO TEPaIUIO MpenapaTom
Houerakcen-IIpomomMen B koMOMHaIUU ¢ JoKkcopyOurmHoM u rukinodochamuaom (cxema TAC),
C IeJIbI0 IEPBUYHOM MpoduiaakTuku pekomenayercs Beenenue ['-KCO. Ilarmentkam, KoTopbie
nepeHecnn  (GeOPWIbHYI0O HEUTPONEHUIO WM HEUTPONMEHUYECKYl0 HH(EKINI0, BO BCEX
MOCTEAYIOMUX IHKJIaX HEOOXOAMMO YMEHBIIUTh 03y mpemnapara [louerakcen-Ilpomomen mo
60 Mr/M2. Y MalMeHTOoK, y KOTOPEIX Pa3BHIICA CTOMATHUT 3 I 4 CTETIeHN THXKECTH, HEOOX0UMO
CHIKEHHE JI03bI JoneTaKcesna 10 60 Mr/m2.

IIpenapam J{oyemaxcen-Ilpomomeo 8 xumuomepanesmuyeckoui cxeme AC T

[Tpu omepabGenbHOM M MECTHO-PACIPOCTPAHEHHOM paKe MOJOYHOM 3KeJe3bl MOCie 3MHU30/a
(beOpuIbHON HEUTPOIIEHUH WM MHPEKIMU Ha (oHe HeoaabloBaHTHOH Tepanuu mo cxeme AC T
HE00X0AMMO ¢ MPOPUITAKTUYECKOHN 11eTbI0 MpUMeHTh [ -KC® Ha Bcex mocneayronmx muKiax, a
no3a npemnapata Jlonerakcen-IIpomomen B cxeme AC T momkHa ObITh cHUXEHA co 100 Mr/M2 10
75 Mr/m?,

Ipenapam J{oyemaxcen-Ilpomomeod 8 xumuomepaneemuueckou cxeme AC TH

[Ipu omepabenbHOM pake MOJIOUYHOW KeJe3bl ¢ OIyXoJieBoi rumepakcnpeccueii HER2 mocie

smu30/a (HeOpUIbHON HEHTPONEHUH UM MHPEKIUU Ha (OHE abIOBAHTHOI Tepamnuu 1o cxeme



COOTBETC TEn'ET SKI

7 M2
oTu _ Shl .

AC TH HeoOxoauMo ¢ mpodhUIaKTHIECKON LENBI0 HDI/IM:I;[“ EF:LE@(DTMX ngcnez;x%ﬁmx
p

1=
1

'_EF'TH OMY OTUETY

UKiIax, go3a npemnapara [ouerakcen-IIpomomen B cxeme AC TH nomxna ObITH CHMXKEHA CO
100 mr/m? o 75 mr/m?. Tak Kak B KIMHAYECKOH TIPAKTUKE HAOIIONAT0Ch PA3BUTHE HEHTPONIEHUH
Ha TICPBOM K€ IUKJIEC XUMHOTEpPAHH, CJICAYeT YYUTHIBATh HEUTPONICHUYECKHA PHUCK U
OONICTIPUHATHIC B HACTOSIIIEE BPEMsI PEKOMEHIAIIMHU U ITPU HE00X0aUMOCTH puMeHsTh [ -KCO.
B ciiydae pa3zButus cromatuta 3 niM 4 creneHu TshkecTu 103y npenapara JJonerakcen-IIpomomen
B cxeme AC TH crnenyer causutsb co 100 Mr/m? 10 75 mr/m2. J1jist KOppeKIHH 10361 TPacTy3ymMaba
CM. HHCTPYKIIHMIO 10 MEJMIIMHCKOMY TIPUMEHEHUIO TpacTy3ymaoa.

Ipenapam Jloyemaxcen-Ilpomomeo 6 kombOuHayuu ¢ KaneyumaobuHom

Jis KOppekuuu J03bl KamenuTaOMHa NpH ero KomMOumHammu ¢ mpemnaparoMm Jlonerakcen-
[TpomMoMen cM. HHCTPYKIUIO TTI0 METUIIMHCKOMY TPUMEHEHHIO KarenuTaduna. [1pyu npumenennu
npenapata Jlornerakcen-IIpomoMen B KOMOMHAIIMK C KaleUTAOMHOM INPH NEPBOM TOSBICHUN
TOKCHYHOCTH 2 CTCICHU TSHKECTH, KOTOpas COXpaHsSETCs K Havaly CISAyIOIIero IHKIIa,
CICAYIOUIMA IMKJI JICYEHUS MOXKET OBITh OTJIOXEH /O CHIDKEHUS TOKCHYHOCTH 1O
0-1 cremnenu TsDKECTH, TIPU BO30OHOBICHNH JieueHus BBoguTcs 100 % nepBoHaYambsHON H036I.

Y NanueHToB ¢ MOBTOPHBIM Pa3BUTHEM TOKCUYHOCTH 2 CTEIICHU TSKECTHU WU IIEPBBIM Pa3BUTHEM
TOKCHYHOCTH 3 CTENCHH TSDKECTU B JIF000E BpeMsl ITUKJIA JICYCHUE OTKIIAIBIBACTCS IO CHUKCHUS
ToKkcHMYHOCTH 70 O—1 cTemeHu TsKeCTH, 3aTeM JiedeHue mnpenaparoM Jlouerakcen-Ilpomomen
BO30OHOBIAETCA B 03¢ 55 MI/M2,

[Tpu mroGoM moOCHeyIomeM pPa3BUTUM TOKCHYHOCTU MJIM Pa3BUTHM J0O00H TOKCHYHOCTU
4 cTeneHu TsDKECTH BBeJleHHe npenapaTa [lonerakcen-IIpomMomen 101KHO ObITh MPEKPAIIEHO.
Kombunuposannas  mepanus,  eéxnouaowas  npenapam  Hoyemaxcen-Ilpomomeo  npu
HeMeNKOKIeMOYHOM paKe J1e2Ko2o

Ipenapam Jloyemaxcen-Ilpomomeo 8 KomOuHAyUU ¢ YUCHAAMUHOM UTU KAPOONIAMUHOM

V HalueHToB, KOTOphle MEPBOHAYATBHO MOTyYaly I0leTaKcen B 03¢ 75 Mr/M? B KOMOMHAIUH C
[UCIUIATHHOM HJIM KapOOIJIATHHOM M Y KOTOPBIX KOJHYECTBO TPOMOOIIMTOB B MPEIBIAYIIEM
UKIIe CHUKAIOCH 10 25000/MKIT (KoMOMHAIHS ¢ ITUCTUTATHHOM) Hut 10 75000/MKI1 (KoMOMHAIUS
¢ KapOOIUTaTHHOM), WJIM Y TIAIIMEHTOB, Y KOTOPBIX pa3BUiiach (eOpuiIbHas HEUTPOIICHUS, TN Yy
MAIMEeHTOB € TSDKEIOH HEreMaToJOrMUeCKOM TOKCHYHOCTBIO, /1032 JIOIIETAKCeNa B TOCIETYOLINX
[MKJTaX TOJDKHA OBITh CHIKEHA 70 65 Mr/m?.

Jiss  KOppeKIHMH J03bl [HCIUIATHHA CM. HMHCTPYKIHIO IO MEIUIIMHCKOMY TPUMEHEHHIO
ICIUTaTHHA.

Ipenapam /loyemaxcen-IIpomomeo 6 KomOUHayuu ¢ YUCNIAMUHOM U PMopypayuiom npu paxke
JHCenyOKa Uil pake 20108bl U uieu

[TaninenTsl, momyuatontue npemnapat [omnerakcen-IlpoMmomes B kKoMOMHAIIMK C IUCIITIATHHOM U
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TO aAllnUJIOM, B COOTBECTCTBHUU C CYIICCTBYIOIIIUMHU Kﬂiﬂlg‘;eg%Ef)%g&\d%ﬁé;};[;ﬁ&lﬂg%kHH
¢ropyp , y y

[I0JIy4aTh MPOTUBOPBOTHBIE IpENapaThl U aJEKBATHYIO T'MAparanuio. [ yMEHbIIEHHUS pUCKa
OCJIO’)KHEHHOM HelTporieHuu cienyer npuMeHsats [-KCO.

Ecmu, mecmotpss Ha npumenenue [-KC®, Bo3HUKarOT »mu307bl (eOpUIBLHON HEHTPOICHUH,
MPOJODKUTEILHOM HEUTPOIIEHUHM WM HEUTpONeHWYecKod HH(EeKIun, J03y Ipenapara
Jouetakcen-IIlpomomes cremyer yMeHbIIHTS ¢ 75 10 60 mr/m2. Tlpu mocieayromeM pa3BUTHH
AMU30/10B  OCJIOKHEHHOW HEHUTPOIIEHMH pPEKOMEHJOBAaHO YMEHBUIMTH JI03y Ipemnapara
Jonerakcen-TIIpomomen ¢ 60 mMr/m? o 45 mr/m?. TIpu pasBUTHH TPOMOOIMTOIICHHN 4 CTEIICHH
TSKeCTH 103y npenapata Jonerakcen-IIpoMoMen peKOMEHIyeTcs YMEHbIIUTH ¢ 75 Mr/m? 1o
60 mr/m2. Tlocnemyromme MUK ¢ TPUMEHEHHEM JOLETAKCENa BO3MOMKHBI IIPH KOJTHMYECTBE
HehTpodminos >1500/mkr u pomborToB >100000/MK0. [Tpu coxpaHeHHH JAHHBIX TOKCHYIECKHIX
MPOSIBIICHU JIEYCHHE CIIeIyeT MPEKPATUTb.

PekoMennoBaHHas KOppEKLHsS 103 MPU PA3BUTHM TOKCUYHOCTH Y TMAIMEHTOB, MOJTYYArOIIUX
npemapat JJonerakcen-IIpomomes B KOMOMHANINY C IUCILIATHHOM U GTopypariiom (DY)

TOKCHYHOCTD Koppemmﬂ pPexKuMa 103MPOBaAHUA

[lnapes 3 crenenu [[lepBrelii snm3ox: ymeHpnTh 103y OV Ha 20 %

TSIKECTH [ToBTOpHBIN 3MM30/: YMEHBIINTH A03Yy npenapara Jlonerakcen-
[Ipomomen Ha 20 %

Jluapest 4 crenenu |[IepBblif 311M304: YMEHBIINTG A03bI IIpenapara Jlouerakcen-Ilpomomen u
TSKECTU DY na 20 %

[IoBTOpHBIN ANN30/: MPEKPATUTH JICUEHHUE

Cromatut/myko3ut [[IepBbiit anu3oa: ymeHbUTh 103y OV Ha 20 %

3 crenenu TskecTH |[IOBTOpHBIN 3MM30.1: IPEKPAaTUTh TONIbKO puemM DY Bo Beex
MOCJIEAYIOIINX IUKIIaxX

Tperuit 3nM301: yMEHBIINTH 103y Npenapara

Jlouerakcen-Ilpomomen Ha 20 %

Cromatut/mMmyko3uT [lepBblil a1IM304: IpeKpaTUTh TOIbKO IpueM PV Bo BceX MOCIEAYOUINX
4 cTeneHu TSHKECTU [IMKIIaX

[loBTOpHBIN ANM30/: YMEHBIINUTH 403y Ipenapara Jlonerakcen-
[Tpomomen Ha 20 %

Jiis mosy4eHust peKoMEeHalui o KOPPEeKLUH /103 HUCIUIaTHHA U Topypanuia cM. HHCTPYKIUU

110 MEIUIITHCKOMY ITPUMEHEHHUIO 3TUX NIPENapaToB.
VY naiueHToB ¢ IMIOCKOKJIETOUYHBIM PAaKOM TOJIOBBI U €M, Y KOTOPBIX Pa3BUIIACh OCIIOKHEHHAas
HeUTponeHus (BKJIIOYas MPOJOHTUPOBAHHYIO HEUTpOINEeHHIo, (peOpuibHyI0 HEUTPONEHUIO WITH
UHQEKIMI0), BO BCEX MOCIEAYIOUIMX LHUKIaX € MPO(UIAKTUYECKOW LENbI0 PEKOMEH]yeTCs
npumenenue [-KC® (nanpumep, ¢ 1 o 15 nenp nukia).

Oco0ble TPVIIILI TAIMEHTOB

HauueHmbz NOJ2HCUTIOCO 803pacma

Hcxons wu3 JaHHBIX MOMyJIIMUOHHOTO (I)apMaKOKI/IHCTI/I‘-ICCKOFO aHaJIn3a, OTCYTCTBYIOT
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BO3pacrTa.
Y manumentoB 60 ner u crapmie mpu komOuHaruu mpemapata [lomerakcen-IIpomomen c
KarneuuTabMHOM PEeKOMEHAYEeTCsl CHU)KEHUE J103bl Karenutabuna Ha 25 % (cM. HHCTPYKUUIO 1O
MEAMIIMHCKOMY MPUMEHEHUIO KarenuTabuHa).
THayuenmoi ¢ HapywieHuem QYHKYuu neveHu
Hcxons u3 (apMakOKMHETHMUECKUX JaHHBIX, IIOJYYEeHHBIX JUIa mpemnapara Jlomerakcen-
IIpomomen B wmoHoTepanuu B jgo3e 100 MF/MZ, y TalUMEHTOB C aAKTUBHOCTHIO
anmanuHamuHoTpanchepassl (AJIT) w/wnu acnapratamunorpancdepassr (ACT) >1,5 BepxHux
rpanui HopMmbl (BI'H) nnn aktuBHOCTBIO 1mIen04HO# (ocdaraszsl >2,5 BI'H, pekomennoBaHHAas
no3a mpemnapata Jlonerakcen-Ilpomomen coctapiser 75 Mr/m2. Y HaleHTOB C NOBHIIEHAEM
KOHIeHTpanuu omupyouna B kposu (>1 BI'H) w/unu ¢ noseimenuem aktuBnocta AJIT u ACT
(>3,5 BI'H) B coueTanuu c MOBBIIICHHEM aKTUBHOCTH 1ie10uH0# pocdarazer (>6 BI'H) He moxer
OBITh PEKOMEH/IOBAHO CHIDKEHHE J03bI M HE cleayer 0e3 CTPOruX IOKa3aHWid NPUMEHATH
nouerakcen. KomOuHamust gonerakcena € HOUCIUIATHHOM H - (QTOPYpalMIOM TMPH JICYCHHU
MAIMEHTOB C PAKOM Kelly/IKa He MPUMEHsIach y MAIlMeHTOB ¢ MOBbIIIeHHEeM akTUBHOCTH AJIT
u/uma ACT (>1,5 BI'H) B coueraHuu ¢ MOBBIIIIEHUEM aKTUBHOCTH INeJIOUHON (ocdarassr (>2,5
BI'H) u noBeimenneM KoHIeHTpauu ommupyorHa B kposu (>1 BI'H).
VY TakuX MalMeHTOB HE MOXET OBITh PEKOMEHIOBAHO CHIIKEHHE J03bI M HE CIIEyeT 0e3 CTPOTUX
MOKAa3aHUH MPUMEHSTH JOIETAKCEN.
B mHacTosmee Bpemsi OTCYTCTBYIOT JaHHBIE OTHOCHUTENIBHO TPUMEHEHHS JOIleTakcela B
KOMOWHAIIMH C APYTUMH TIperiapaTaMy y MalueHTOB ¢ HAPYIICHUSIMH (PYHKIIMH ITCUCHH.
[Tpu npumenenun npenaparta Jlonerakcen-Ilpomomesn y manueHToB ¢ HapylleHHEeM (yHKUIHU
MEYCHUU CIeAyeT YUYUTHIBaTh HAJIM4YME TaHOJA B KA4eCTBE BCIIOMOTATEIHHOTO BEIIECTBA (CM.
paznen 4.4).
Tayuenmul ¢ napywenusmu hyHKyuu novex
OTCYTCTBYIOT TaHHBIE 10 TPUMEHEHHIO JOIETaKCeNa y MAlMEeHTOB C TSHKEIBIMU HAPYIICHUSIMHU
(GYHKINU TOYEK.

eTH
bezonacHocTh U 3 PexkTUBHOCTD AoleTaKcena y AeTed He u3ydyeHsbl. VMmeercs orpaHuyeHHBIN
OTIBIT IPUMEHEHUS JTo1leTaKcena y nere. [loka He ycTaHoBIIeHBI 9P PEeKTUBHOCTH U 0€30MMaCHOCTh
npuMeHeHus npenapata Jlonerakcen-IIpomomen npu pake HOCOTJIIOTKHU Y I€TeH U MOJIPOCTKOB OT
1 mec no 18 nert. [Ipenapar JJouerakcen-Ilpomomen He mpUMEHSIICA Y JIeTel MO MOKa3aHUsAM: paK
MOJIOYHOH KeJIe3bl, HEMEIKOKIETOUHBIN PaK JIETKOTO, PaK MPEeACTAaTeILHON KeJe3bl, PaK KeTyIKa

U pak roJIoBbl U IIEH, 3a UCKII0YeHHEeM MaonddepeHIIupoBaHHOr0 paka HOCOrnoTKH (Tum | u
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
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. (NOCMEQOBATENEHOCTL 0002)

Cnooco0 nnpuMeHeHus

[Tpemapat [Jouerakcen-IIpomome s BBOAUTCS TyTEM OJTHOYACOBOW BHYTPUBEHHOM nH(Yy3un 1 pa3

B 3 HEIEIH.

I/IHCTPYKI_[I/II/I I10 ITPUT'OTOBJICHUIO JICKAPCTBCHHOI'O IIpC€IiapaTa nepea IpuMEHCHUEM CM. B pas3iciic

6.6.

4.3. lIlpoTuBOoNOKa3aHUs

- ['MnepuyBCTBUTENBHOCTh K JIOIIETAKCENy WM JIIOOOMY K3 BCIOMOIaTeJIbHBIX BEIIECTB
npernapara, epeyrciIeHHbIX B MyHKTE 6.1

- KomnyecTtBo HelTpoduinoB B nepudepudeckoit kpopu <1500/mki

— BripaxkeHHbie HapyIIeHHus PyHKIIMU TEYSHU

— bepemMeHHOCTD U EpUOJI TPYTHOTO BCKaPMJIMBAaHUS

- Hetckuii Bo3pact 10 18 ser

[Tpu npumenennn npenapata [ouerakcen-IIpomomen B koMOMHAIMK C IPYTHMHU TIpenapaTamu

CIICAYCT TAKKEC YUUTBIBATH ITPOTHBOIIOKA3aHWA K UX IPUMCHCHHIO.

4.4. OcoOble yka3aHHus U Mepbl IPeI0CTOPOKHOCTH IIPH NPUMEHECHUH

Oco0ble yKazaHus

Heumponenus

CrnenyeT npOBOAUTD YACThIA KOHTPOJIb KIIMHUYECKOI O aHAIM3a KPOBH Y MTALIMEHTOB, MOTYYarOIINX
Tepanuio npenaparom Jonerakcen-IIlpomomen.

MakcumManabHOe CHIKEHHE KOJTMUYecTBa HEMTpO(MIIOB HACTynaeT K 7 JHI0, HO y Mallue€HTOB, paHee
MPOXOJUBUIMX MHTEHCHUBHBIN KypC XMMHUOTEpAHUH, dTOT MHTEpBaJI MOXKET ObITh Kopoue. [lpu
pa3BUTHUU BbIpakeHHOU HeWTporeHuu (<500/mMkin B TedueHue 7 JIHEH) BO BpeMs Kypca Tepanuu
npenapaTtoM Jlonerakcen-IIpoMmomen pekoMeHayeTCsl CHU3UTh 03y Npenapara Ha IOCIe Iy OIINX
LIUKJIaX WIM TPUMEHATh aJEeKBaTHbIE CHMIITOMaruueckue Mepsl. llpomomkare nedeHune
npenaparoM Jlonerakcen-IIlpomomMen BO3MOXKHO IMOCTE BOCCTAHOBJIICHUS YHCIIa HEHTPOQPHIOB
>1500/mx1.

B cnyudae BBeaenus I'-KC® manmenram, nmomywaromuMm mnpenapar [lonerakcen-IIpomomen B
KOMOMHAIIMM C WHUCIUIATHHOM U (TOpypalmioM (XuMuoTepaneBTHYeckoil cxembl TCF),
(beOpunbHas HEWTpONeHUs W/WIM HEUTpONeHWYeckue WHQEKIUH pa3BuBatoTcs pexe. [lpu
npuMeHeHnn cxeMbl TCF HeoOxomumo BBeneHne [-KC® ¢ mpodumirakTHUecKol Meabio s
YMEHBIIIEHUS pHUCKAa pa3BUTHSA OCJIOXKHEHHOM HelTponeHuun ((peOpuibHOl HeWTponeHuu,

JIINTEIIbHOM HCﬁTpOHeHHH, HeﬁTpOHeHHqCCKOﬁ HH(beKI.IHPI). CJ'IC,Z[YCT TIIATCJIBHO CJICIUTL 3a
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cxeme TCF.

VY mnanmueHToB, moiyyaromux mnepBuuHylo npopuiaktuky [-KC® (c mepBoro mukia), mnpu
npuMeHeHun npenapara J[louerakcen-Ilpomomen B KOMOMHANIMM C JOKCOPYOMIIMHOM U
nukinopochamunom (pexum  xumuoreparuu  TAC) ¢deOpunbHass HEUTPONECHHUS  W/HIK
HeHTporeHnueckass MHQEKIHs pa3BUBalOTCS pexe. [Ipu anblOBaHTHOM XUMHOTEpAamUH paka
MoJI04HOM xene3bl 1o cxeme TAC 1 yMEeHbLIEHUS pUCKa pa3BUTHS OCI0KHEHHOM HEUTPOIIEHUU
(eOpunbHON HEUTPOTICHUH, JUTUTEIILHON HEUTPOTICHUH, HEHTPOIIEHNYECKOM MH(PEKITHH) CIIeTyeT
paccMoTpeTh Bompoc o mpoduraktudeckoM BBeaeHun [-KC® ¢ mepBoro mmkia. Cremyet
THIATEJIBHO CIEAMTH 3a COCTOSIHUEM MAlMEHTOB, MOJIYYAIOUIMX XMMHOTEPANEBTUUECKYIO CXEMY
TAC.

Peaxyuu co cmoponwi scenyoouno-xuueyHo2o mpakma

Pexomenayercst cobI0/1IeHIE OCTOPOKHOCTH y TAIIIEHTOB C HEUTpOTeHHe, 0COOEHHO MPHU PUCKE
Pa3BUTUS HKEIYJIOYHO-KUIIEYHBIX OCJIOKHEHUH. Pa3BUTHE >SHTEpPOKOIMTa BO3MOXKHO Ha
IPOTSKEHUHM BCEro JIEUEHUS. DHTEPOKOJIUT MOXKET MPUBECTH K CMEPTU AK€ B NEPBbIM 1€Hb
cBoero pa3BuTusl. [lanueHTbl MOMKHBI THIATEFHO MOHUTOPUPOBATHCA HA MPEIMET PaHHHUX
HPOSIBJICHUIN CEPbE3HOM JKENTy TOYHO-KHIIEYHON TOKCUIHOCTH (CM. paszen 4.8).

Peaxyuu eunepuyecmeumenvrocmu

C 1enblo BBISBIICHUS Pa3BUTHUS PEAKLUI THIIEPUYBCTBUTEIBHOCTH NAIIMEHTOB CJIEIyeT TIATEIIbHO
Ha0Jr01aTh, 0COOEHHO BO BpeMsl IIepBOi 1 BTOpoi MH(Y3Mi. Peakuiny runepuyBCTBUTEIBHOCTH
MOTYT Pa3BUThCS B TEUEHUE CaMbIX MEPBBIX MUHYT UH(DY3uM mpenapara Jlonerakcen-IIpomomern,
MO03TOMY IIPU €r0 BBEACHUU HEOOXOANMO UMETh JIEKapCTBEHHBIE CPEJCTBA U 000PYJOBAHUE IS
JeYeHUsT ~ apTepHalbHOM  TUNOTOHMM M OpoHxocmazma.  Jlerkue — mposiBiieHus
TUIEPUYBCTBUTENBHOCTH (TIOKPACHEHUE JIMIA WM JIOKAIW30BAaHHBIE KOXKHBbIE DPEAKLUU) He
TpeOyIOT MpepbIBaHUs BBEAEHUs Inpenapara. ECTb cOOOLIEHUS O pa3BUTUHU TSKEIBbIX pPEeaKkIUun
TUIEPYYBCTBUTEIBLHOCTH, TaKMX KaK BBIPAKEHHOE CHUKEHHE apTEepHalbHOTO JaBJICHUS,
OpoHXocma3M WM TE€HEpalIM30BaHHAs CHIIB/APUTEMAa U OYEHb PEIKO — JETAIbHBIX
aHa(UIAKTHYECKUX pEaKIMii y MalMeHTOB, MOJy4aBIIMX MpeMeaukanuo. Pa3putue peakuuit
TUIEPUYBCTBUTEIBHOCTH  TpeOyeT HEMEIJICHHOTO MpEeKpalleHus BBEIEHHUs Ipernapara
Houerakcen-IIpoMmomMen n mpoBeieHNs] COOTBETCTBYIOLIEH TEPAIUU.

[TaruenTam, TMepeHeCIIUM  TsDKENble peaklUWd THIEepUyBCTBUTEIBHOCTH, HE  CIeAyeT
BO300HOBIATH JeueHue npenaparom Jlonerakcen-IIpomomen.

VY nanueHToB ¢ peakuuedl TMIEpYyBCTBUTEIBHOCTU HA MAKJIMTAKCENl B aHAMHE3€, BO3MOXKHO
pa3BUTHE TOTEHUHMAIbHO JIETAIbHOM PpEaKIMH TUINEPUYyBCTBUTEIBHOCTH IMPU BBEACHUU

JoneTakceia.
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(NOCMEQOBATENEHOCTL 0002)

Koorcnbie peakyuu

[Tpu mpuMeHeHnH JoLeTaKceaa HalIr01anach JJIOKaIu30BaHHas 3pUTeMa KOHEYHOCTe! (J1aoHei
U CTYIIHEH) C OTEKOM M IOCJIEIYIOIIUM LIENyIIeHHEM (JIaJOHHO-TIOJIOIIBEHHBIN CUHIPOM) (CM.
paszzaen 4.8).

[Tpu mpuMeHeHHH JoLeTakcenaa coo0Ianoch O Pa3BUTHH TAXKEIIbIX KOKHBIX peakluil, TAKMX Kak
cugapom CtuBeHca-/[)KOHCOHA, TOKCHUYECKHUH JMNMIEPMAJIbHBI HEKPOJIW3 U  OCTPBIH
TeHEePaTM30BAHHBIM YK3aHTEMATO3HBIN MycTye3. [laienTsl JOKHBI OBITh HH()OPMUPOBAHBI O
CHUMIITOMAaxX M MpPHU3HAKAaX 3TUX CEPbE3HBIX KOXKHBIX PEaKLUUN M HAXOAUTHCS O] HAOIIOJCHUEM
Bpada. B ciyuae pa3BUTHsA CEpbE3HBIX KOXHBIX PEAKUUH CIEAyeT PacCMOTPETb BOIPOC O
IIPEKPALEHUH TEPAIMU JIOLIETAKCEIOM.

Tayuenmoi ¢ neueHoOYHOU HEOOCMAMOYHOCHBIO

YV HalMeHTOoB, MONYYalOMMX MOHOTEPAIHIO JOIETakcenoM B jo3e 100 Mr/m?> U MMEIOIIHX
HOBBIIICHHYIO aKTUBHOCTD «IIe4eHOYHBIX» TpancamuHas (AJIT uw/uwmu ACT), 6onee yem B 1,5 pasza
npesbimaromyto BI'H, B couetannu ¢ moBpIIeHNeM aKTUBHOCTH IIEIOYHOUN (ocdarassl Oonee
4yeM B 2,5 paza Beimie BI'H, kpaiiHe BBICOK PHCK pa3BUTHS TSHKENBIX TOOOUHBIX 3()(HEKTOB, TAKUX
KaK CeICHC, >KEIyJOYHO-KHUILIEYHbIEe KpOBOTeueHUs, (eOpuibHas HEUTponeHus, UHQEKIHH,
TPOMOOILIMTONEHHUS, TSXKEJIble TOKCUYECKHE MOPAXKEHUSI KOKHU BIUIOTh J0 JIETAJIbHOIO UCX0/a, a
TaK)K€ CTOMATUTa U ACTEHUU. B CBS3M C 3TUM Yy TaKMX MMALIMEHTOB C OBBILICHHBIMU MOKA3aTENIMU
(GyHKIMOHAJIBHBIX MpoO ME4YeHH peKoMeHIyemasl Jo3a mnpemnapara J[louerakcen-IIlpomomen
cocTaBnser 75 Mr/m2. DyHKIMOHAIbHBIE MPOOI TEUEHH JOJKHBI MPOBOJUTHCA IO HAyama
JIEUYEHUS U NIEPE] KK IbIM IOCIIEYOLINM IIUKJIOM Tepanuu npenaparom lonerakcen-IIpomomen.
Y [anueHTOB C TMOBBIIIEHHBIMM KOHIEHTpAlUsAMH OWIUpYOMHA W/WIM  MOBBIILIEHHON
aktuBHOCThIO AJIT m ACT (>3,5 BI'H) B couerannu ¢ MOBBIIICEHUEM AaKTUBHOCTH MIETOYHON
docdarazsl >6 BI'H He MokeT ObITh PEKOMEHIOBAHO CHUIKEHHUE J103bl U HE ClIeyeT 0e3 CTPOTux
MOKa3aHUM IPUMEHSATH JOLETAKCE.

B Hacrosimuii MOMEHT OTCYTCTBYIOT JAaHHbIE OTHOCUTEJIBHO TPUMEHEHHs Ipernapara
Houerakcen-IIlpomomMes; B KOMOMHAIMK € JPYTMMHU IperapaTaMy y HalMeHTOB C HapyIICHUSIMU
(GYHKIMU TIEYSHH.

3adepoicka cuokocmu

HeoOxoaumo TiiaTensHoe HAOMIOASHHE 3a MAllMEHTaMU C BBIPAKEHHON 3aJIep>KKOU KUIKOCTHU: C
BBINIOTOM B IJIEBPAJIbHYIO MOJIOCTb, EPUKAP]] WIIK € aclUTOM. [Ipu NosIBIEHNN OTEKOB MTOKa3aHO
OTrpaHUUYEHUE COJIEBOTO U MUTHEBOTO PEKUMA U IPUMEHEHNE AUYPETUKOB.

Bmopuie nepguunbie 310kauecmeenHble HOB00OPA308aHUSL

[Ipu  npumenenun  komOuHanuu  npemnapata  Jouerakcen-Ilpomomen ¢ apyrumu

XUMHOTCPAINICBTHYCCKUMHU ITperiapaTaMu, aCCONUMUPOBAHHBIMU C Pa3BUTHEM BTOPLIX IEPBUYHBIX
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3JI0KaYECTBEHHBIX ~ HOBOOOpA30BaHMM,  BOBMOXKHO ' (ng ;la%gpreE' Tllsr'lgjéﬁlr Tn'emeHLIx

3JI0KaY€CTBEHHBIX HOBOOOPa30BaHUIA (BKITIOYAs OCTpBIN MUEJIOUIHBIN JIENKO3,
MUENOIUCTIIACTUYECKH CHHIPOM, HEXOJDKKHMHCKYI0 JuM(poMy M pak moukH). TpeOyercs
MOHUTOPUHI TAIMEHTOB Ha MPEIMET pa3BUTHS BTOPHIX IEPBUYHBIX 3JI0KAYE€CTBEHHBIX
HOBOOOpa30BaHUi, KOTOpPbIE MOTYT BO3HHUKHYTH 4e€pe3 HECKOJIbKO MECAILIEB WM JIeT MOocie
IPUMEHEHHUS JJOLIETaKCEI-CoAepKaILel TEPAINH.

Kapouomoxcuunocmo

VY nanueHToB, nony4aBmux npemnapar Jlomnerakcen-IIpomomen B komOuHanuu ¢ Tpactyzymadbom
1o 1moBoay Meractatudeckoro PMIK ¢ omyxoneBoit runepakcnpeccueit HER2, ocobenno nocie
XUMHOTEpANNY, COACPKAIed aHTPAIMKIUHBL (JIOKCOPYOHIIMH WM SMUPYOHIMH), BO3MOXKHO
pa3BUTHE CEPIIEYHON HEJOCTATOYHOCTH, KOTOPAsi MOXKET OBITh CPEIHEH TSKECTH WM TSDKEION U
npuBOAUTH K cMepTH. Koraa nmanuenTke nokasaHo jedenue npenaparom Jlonerakcen-IIpomomen
B KOMOHMHAIIMU C TPacTy3ymMaOoM, OHa JOJDKHA MPONTH KapAHOJIOTHYECKOoe oOCiIeloBaHUE [0
Hauana tepanuu. Kaxxapie Tpu Mecsia ciaeryet KOHTPOJIUPOBaTh PYHKIUH CEPALIA, 9TO TIO3BOISIET
BBISIBUTh NAIIMEHTOK, y KOTOPbIX MOXKET pPa3BUTbCA CEpJIeYHasl HEJ0CTaTOYHOCTb. boiee
MOJPOOHO CM. MHCTPYKITUIO MO METUITMHCKOMY MIPUMEHEHHUIO TpacTy3ymaoa.

VY manueHToB, MOJYYaBIIMX JOLETaKced B KOMOMHAIMHM C JOKCOPYOHIIMHOM, (TOpypaluioM
/v 1ukiIodochaMuoM, COOOIIAIOCh O PAa3BUTHH KEIyJIOYKOBOW ApUTMHH, BKIIOUYAs
KEIY0YKOBYIO TAXHKAPAUIO (MHOT/IA C JIETaIbHBIM UCX0JI0M) (cM. pasnen 4.8).

PexomeHyeTcs olleHKa HCXOAHBIX (J10 Havasa JeueHHs ) okas3arenel (yHKIMN cepAaLa.
Hapywenus co cmoponwl opeana 3penus

VY nmanueHToB, MOMyYaBIINX JIEUYEHUE JOLETAKCEeIO0M, a TaKkKe APYTMMHU TaKCaHaMH, CO00Ianoch
0 Pa3BUTHHU KHCTO3HOTO OTE€Ka MakyJbl. [lallueHTsl, y KOTOPBIX BOSHUKAIOT HApYILIEHUS 3pEHus,
JOJDKHBI TIPOMTH CpouyHOEe U TMOoJIHOE odTanbMosiornyeckoe oobcienoBanue. B ciydae
JUarHOCTUPOBAHUS KUCTO3HOTO OTEKA MaKyJIbl JICYEHHE JOLIETAKCEJIOM CIEAYET MPEKPaTUTh, U
NaIMEeHTY J0JDKHO OBITh HAYaTO COOTBETCTBYIOIIEE JieueHue (cM. paszaen 4.8).

Iayuenmul nodxcunozo éozpacma

ITo cpaBHeHuIO ¢ manueHTamMu Mojoxke 60 yieT y mauumeHToB B Bo3pacte 60 jeT m crapiue,
HOJyYaIuX KOMOMHHPOBAHHYIO XHMHOTepanuio npenapatoM Jlomerakcen-Ilpomomen +
KareuuTabuH, HaOJI0NaIoCh YBEIMUYEHUE YacCTOThl CBA3AHHBIX C JICUEHHEM HEXKeIaTelbHBIX
peakuumii (HP) 3 u 4 cTenenu TsDKeCTH, CBA3aHHBIX C JIEYeHHEM cepbe3HbiXx HP u panHei oTMeHbI
JieueHust BeaeacTeue pazputus HP.

HmeroTcs orpaHndeHHbIe JaHHBIE O MPUMEHEHHH KOMOUHAIMY J0IETaKceNa ¢ JOKCOPYOUITMHOM
u 1ukiodochamuaoM y nanueHTos crapiie 70 ser.

VYV nanuenToB 65 JjeT W crapuie, NoJy4yaBLIMX JiedeHHe npenaparoM Jlonerakcen-IIpomomen
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pa3BUTHS aHEMUH, UH(EKIUI, aHOPEKCHH, CHUKEHHUS Macchl Tena Obiia Ha >10 % Oosbie, yeM y
HalyueHToB Oosiee Moyonoro Bo3pacta. OmHako pasnuuuii mo 3(G(GEKTUBHOCTH TEpamuy MpU
CPaBHEHMH IMOXHWJIBIX U 0oJiee MOJIOJBIX MAlMEHTOB BBIABIECHO He ObLI0. M3 545 mamueHTos,
MOJTyYaBIIUX JICYCHHE JOLETAKCeIOM KaXK]ble 3 Heleiau B Tepalmuu FOPMOHOYYBCTBUTEIHHOIO
paka npejcratenbHoi xene3sl (STAMPEDE), 296 naiuentoB (13 545) Obutu B Bo3pacte 65 et
U cTapine, a 48 manueHToB ObUTH B Bo3pacTe 75 set unu crapiie. Coodmenus o HP ¢ moBbimeHHOM
yactoToi (mo MeHwiie mepe Ha 10 %) cpenu manuMeHTOB B Bo3pacTe 65 JeT M cTapuie Io
CpaBHEHHUIO ¢ 00Jiee MOJIOIBIMU NAIlUEHTaAMU OTCYTCTBYIOT. B HeOoMbI1I0M MOArpyIIe MallueHTOB
B BO3pacTe 75 JeT U cTapiie Habojanach TeHaeHIus Kk 6osee yacteiM HP o cpaBrenuto ¢ 6omee
MOJIOJIBIMU TTAlUEHTAMHU.

CooOmraercs 0 TMOBBIMIEHHOW 4YacTOTe BO3HUKHOBeHHUsS (10 MeHblielr mepe Ha 10 %)
HEUTPONCHUH, AaHEMHUH, IUAaped, OABIIIKKA M HH(EKIHA BEpXHHUX MbIXaTENbHBIX MyTeH Yy
MAIMEeHTOB B Bo3pacTe 75 JIET U CTapllie 0 CPABHEHUIO ¢ Oosiee MOIoAbpIME anueHTamu. OneHka
MPUYHHHO-CJIEACTBEHHOM CBsI3M AaHHBIX HP ¢ neyenuem He mpoBoauiack. OqHAKO pa3aInduii mo
3¢ peKTUBHOCTH Tepanuu MpU CPAaBHEHUH MOKHUIIBIX U 00Jiee MOJIO/IBIX MAIIMEHTOB BHISIBJICHO HE
OBLI0.

[lpr nmpuMeHeHNH KOMOMHALMHU JOIETaKceda C IHUCIUIATHHOM U (PTOpypammioM clexyromue
noOOYHbIE peaklMH (BceX CTEMeHEed TSHKECTH): JieTaprus (COHJIMBOCTb, 3aTOPMOXKEHHOCTb,
OLIETICHEHHE), CTOMATUT, (eOpuiibHas HeHTponeHus/HeWTponeHnyeckass HHPEKIus, auapes y
NalMeHTOB cTapuie 65 jer orMevanuch Ha >10 % yamie, 4yeM y HalMeHToB Oosiee MOJIOI0ro
Bo3pacta. [losTomy marueHTsl ctapiie 65 JeT, moJyJarone 3Ty KOMOWHAIIMIO, HYKJAIOTCS B
THIATEIHFHOM HAOJIOICHUH.

Heobxooumocms xonmpayenyuu (cm. pazoen 4.6)

KeHmuHam J€TOPOJHOIO BO3pacTa PEKOMEHIYETCsl HCMOIb30BaTh HAAEKHBIE METOJIbI
KOHTpAIICTIIIUK BO BpEeMsl JICUCHHUS JIOIETAKCEIOM W B TEUEHHE HE MEHee 2 MECSIEB IOCIe
OKOHYaHHWsI Tepanuu. MyXYWHAM pPEKOMEHIYeTCS HCIIONb30BaTh HAJEXKHBIE METOJIbI
KOHTpAIeNIUN BO BpeMsl JICYEHHUs JIOIIETAKCEIOM W B TeueHHe He MeHee 4 MecsleB Iocie
OKOHYAHUS XUMHUOTEPaIu.

B uccnenoBaHusx Ha KUBOTHBIX OBUIO TMOKa3aHO, YTO JOLETAKCENl MOXKET HapymIaTh MY>KCKYIO
¢deprmbHOCTE.  [lo9TOMY My’KYMHaM Tepell HadajloM JIEYCHHUsS JIOIETAKCEIIOM CIIEeAyeT
paccMOTpeTh BO3MOKHOCTh KOHCEPBAIIUH CIIEPMBI.

XenmuHaMm B cilydae HACTyIUIEHUS OEPEMEHHOCTH BO BpeMs JICUEHHUS JOLETAKCEJIOM CJeIyeT

CPOYHO COOOLIUTH 00 3TOM CBOEMY JieHallleMy Bpady.
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Heupomoxcuunocmo

Pa3Butue TsKenol ceHCOpHOH HelponaTuu TpeOyeT CHMKEHHUs J03bl mpemnaparta Jlonerakcen-
[TIpomomen.

Heoaoviosanmuas xumuomepanus paka Moa0YHOU Jicee3vl

[Ipy [DOCTMKEHMM NOJHOIO WJIM YacTUYHOIO MOP(QOJIOrMYECKOro perpecca OIyXoJId Ha
HEO0AIbIOBAHTHOM XUMHOTEpAMMU IPOBOJUTCS XUPYPIUUECKOE YAAJNEHUE OIyXOJIW U IpHU
BO3MOXXHOCTH TOJMBIIIeYHast JuMpoauccekus. [IpoBenenne AONOIHUTENBHON aabIOBaHTHON
XUMHOTEpANHU MOCie JOCTHXKEHUS MOJHOTO MM YaCTUYHOI'O MOP(OJIOrMYECKOro perpecca He
yJIy4IIaeT BbDKMBAEMOCTb NAlMEHTOB. [103TOMy mpoBeneHue aablOBaHTHOW XUMHOTEPAIMH HE
000CHOBAHO IS MALIMEHTOB, JOCTUTIIMX MOJHOTO UM YaCTHYHOTO MOP(OIOTUYECKOTO perpecca
OILyXOJIM ITOCJIE HEOAIbIOBAHTHOW XUMUOTEPAIIUH.

Ecin orBer sABHfeTCS MHMHHUMAJIbHBIM IIOCIE€ HECKOJIBKHX LUKIOB HE0aJbIOBAaHTHON
XUMHOTEpanuy, Wid OOJIe3Hb IMPOrpeccupyeT, B JII0OOW MOMEHT HEOOXOJIUMO pPacCMOTPETh
QIBTEPHATUBHBIA PEXUM XHMHUOTEPANIUM W/HWIK TPEJONEPAMOHHON JIy4eBOW TEparuu C
MOCIEAYIOIUM XUPYPTUYECKUM BMEILIATEIBCTBOM B BHJI€ MAacTIKTOMUHU C IOIMBIILIEYHON
mumpoauccexuueil. [locneonepanionHas agblOBaHTHAs T€panus AJs 3TUX NALUEHTOB COCTOMUT
U3 3aBepIIEHMs 3allJJaHUPOBAHHOW XMMHUOTEpAllMM, €CJAM OHa He Oblla 3aBepuieHa J0
XUPYPrU4E€CKOr0 BMEUIATENbCTBA, C IIOCIEAYIOIIEW TOPMOHAJIBHOM Tepalueld y JKEHIIUH C
MOJIO’KUTEIBHBIM CTaTyCOM 3CTPOTE€HOBBIX U/UJIU MPOTre€CTEPOHOBBIX PELIEITOPOB. Y MAIUEHTOK C
paKoM MOJIOYHOI Xkelne3bl ¢ onyxoJeBoi runepakcnpeccueit HER2 nasnauaercs tpacty3zymad 1o
OJIHOTO Ioja.

Cunopom uzuca onyxonu

Coo01manocs o ciry4asx CHHIpOMa JIM3KCa OITyXO0JIU IIPU ITpUEME J0LeTaKcea 0ciIe NEPBOro in
BTOpOro Iukna (cM. paszaen 4.8). [lanueHTsl ¢ pUCKOM Pa3BUTHs CHHAPOMA JIU3UCA OMYXOJU
(HampuMep, MalMeHTHI ¢ HapyleHHeM (YHKINHU MT0YeK, THIIEpypUKeMueil, 00beMHOM OITyXOJIbIO,
OBICTPBIM TPOTPECCHPOBAHMEM) JIOJKHBI HAXOAWTHCA IOJ TUIATEIbHBIM HaOmtoneHueMm. Jlo
HayaJla JIEYEHUs PEKOMEHAYETCS CKOPPEKTHPOBATH JAECTHUIpATAl[MI0 M IIPOBECTH JICYECHHE,
HaIpPaBJIEHHOE HA CHI)KEHUE TIOBBILIEHHOIO YPOBHS MOYEBOW KHCIIOTHI.

C 0CTOPO’KHOCTBLIO

- [Tpu oHOBpEeMEHHOM MPUMEHEHUH C CHIBHBIMH WHTHONTOpamMu n3odepmenta CYP3A4
(HampuMep, KETOKOHA30JI0M, HTPAKOHA30JI0M, KJIApUTPOMULIMHOM, HHAWHABUPOM, HE(Da30q0HOM,
HeJI(QUHABUPOM, pUTOHABUPOM, CAKBUHABHPOM, TEIUTPOMHUIIMHOM, BOPUKOHA30JI0M) (CM. pazjien
4.5).

- IIpu ogHOBpEeMEHHOM MPUMEHEHHH MpenapaToB, HHAYLHUPYIOMUX UM UHTHOUPYIOLINX

nzopepmentsl CYP3A, mwiu Metabousupyromuxcs ¢ momornibio n3odpepmentoB CYP3A, takux
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BcrnioMmorarensHble BEeCcTBA

Cooeporcanue smanona

B kax ol 1o3upoBKe mpenapara coaepkurces He 6onee 0,5 M aTanona Ha 1 My ipenapara.

OT0 cneayeT NpPUHMMATh BO BHHMAaHHME IMPU MPUMEHEHHM IIpenapara y MalueHTOB ¢
QIKOTOJIM3MOM W TAIMEHTOB W3 TPyNIbl pucka (MAIMeHTOB ¢ 3a00JCBaHMSIMH TICUYCHHU,
MEYECHOUYHON HEJOCTATOYHOCTHIO U IMHUIICTICHEH ).

Takxe ciexyer mpUHMMAaTh BO BHHUMAaHUE BO3MOXHOE BIIMSHHME 3TAaHOJNA Ha LEHTPAJIbHYIO

HEPBHYIO CUCTEMY.

4.5. B3auMmojeiicTBMe ¢ JAPYTHMH JIEKAPCTBEHHBIMH TMpenapaTaMd W JApPyrue BH/bI
B3aUMO/eHCTBHSA

DTaHOII, COJIEeprKalHiics B JAHHOH JIEKApCTBEHHOU (QopMe, MOKET U3MEHATh ACUCTBUE IPYTHX
JIEKapCTBEHHBIX IPEIapaToB.

Bewecrsa, unayuupyoomme wid uarubupviomme usobepMmenTtsl nwmroxpoma CYP3A wium

Meradoausupyrommecs ¢ noMmoubio uzodepmenra CYP3A

UccnenoBanus in Vitro mokasainu, yto OuoTpaHcdopmaliys npernapaTa MOXKET U3MEHSTHCS MPU
OJTHOBPEMEHHOM IPUMEHEHHM BEIIECTB, MHIYLUPYIOIIHUX UM HUHIHOUPYIOIUX H30(EpMEHThHI
mutoxpomMa CYP3A, wim MeTaboNMM3UpPYIONIMXCsS C WX IMOMOIIBI0, TAKUX KaK ITUKIOCIIOPHH,
TeppeHaanH, SPUTPOMULIMH U TPOJEaHIOMHUIMH. B cBsA3M ¢ 3TUM HeoOXoauMo coOI0AaTh
OCTOPOKHOCTh HPHU OJHOBPEMEHHOM NPUMEHEHHMH MOJOOHBIX IpenapaToB, Y4YUTHIBas
BO3MOYKHOCTb BBIPaKEHHOTO B3aUMOJAEHCTBUS.

[Tpu oTHOBpEMEHHOM MTPUMEHEHHH C CHIIBHBIME HHTHONTOpamu m3opepmenta CYP3A4 gacrora
pa3zButus noOouHbIX 3(ddexToB mnpemnapata [louerakcen-IlpomoMen MoXKeT yBETUYHMBATHCS
BCJIEJICTBHE 3aMeJIEHUs ero MeTabosn3Ma. B papMakoKMHETHYECKOM HCCIIEI0BAaHUH C y4acTHEM
7 MalMEeHTOB COBMECTHOE NMPUMEHEHHE JOoLleTaKcela W CHUJIbHOIO0 MHIMOMTOpa H30(epMeHTa
CYP3A4 keTokoHa3oia MPUBOAWIO K JIOCTOBEPHOMY yMeHbIieHWIO (Ha 49 %) kimpeHca
nouerakcena. Eciiu HEBO3MOXHO M30€XaTh COBMECTHOTO NMPUMEHEHHUS CHJIbHBIX MHTHOMTOPOB
uzopepmenta CYP3A4 (Takux Kak KETOKOHA30J, UTPAKOHA30J, KIAPUTPOMMIIMH, WHIUHABUD,
Heda30/10H, HeNl(pUHABUP, pUTOHABUD, CAKBUHABHUP, TETUTPOMULIMH U BOPUKOHA30J1), TO JAaHHYIO
KOMOMHAIIMIO CIIEYeT MPUMEHSTh C OCTOPOXKHOCThIO (cM. pazzaen 4.4); mpu 3ToM Tpedyercs
THIATENIbHOE KIMHUYECKOE HaONI0/IeHHe W NpU HEOOXOAMMOCTH KOPPEKLHMs A03bl INpernapara
Houerakcen-1Ipomomen.

Ilpeonuszonon

q)apMaKOKI/IHeTI/IKa A0LCTAaKCEIa B MPUCYTCTBUU IMPCIHU30JIOHA ObLIa HN3y4YCHA y MAlUCHTOB C
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MeTabomm3upyetcs ¢ momoibio nzohepmernra CYP3A4, a npeTHU30I0H ABISIETCS UHAYKTOPOM
uzodpepmenta CYP3A4, ne HaO01aJI0Ch CTATUCTHYECKHU TOCTOBEPHOTO BIMSHUS MPEIHU30JI0OHA
Ha (hapMaKOKMHETHKY JIOLETAaKCea.

JlekapCcTBEHHBIC IpEeNapaThl, IPOYHO CBSI3LIBAIOIIHAECS C OeJIKaMHM 111a3MBbl KpPOBHU

JlotieTakcen UMeeT BBICOKYIO CBsI3b ¢ Oekamu 1mia3mMbl KpoBu (>95 %). In Vitro gekapcTBeHHbIC
mpernaparsl, MPOYHO CBS3BIBAIOIIUECS C OENKaMU ITUIa3Mbl KPOBH, TaKHE€ KAaK IPUTPOMUIIUH,
TU(EHTUAPAMKH, TPOMPAHOIION, TpornadeHoH, (EHUTONH, CAUIWIATHI, CyJIb(paMeToKca3on u
HATpUsSl BaJbIIPOAT, HE HAPYIIAIOT CBS3BIBAHUS JOIIETAKCENa C OEIKaMH IUIa3Mbl KpPOBH.
JlexcameTa30H Tak)Ke HE BIHSICT HA CTEIIEHb CBSA3bIBAHMS JJOIIETaKcea ¢ OeTKaMu TU1a3Mbl KPOBH.
Jlotierakcesn HE BIUSET HAa CBSI3bIBAHUE JUTUTOKCHHA C OSJIKaMU IIa3MbI KPOBH.

Hokcopybuyun u yuxknogocghamuo

dapmMakOKHHETHKA JOIETaKcesa, JOKCOPyOUulHa U mukiiopochamuia He U3MEHSIACh MPH HX
COBMECTHOM TIPUMEHEHUH.

Kapo6onnramun

HmeroTcst cBelICHUsT O B3aMMOJICHCTBHM JIOLIETaKceda M KapOoruiaTtuHa. [lpu mnpuMeHeHUU
KOMOHMHAIMK KapOoIIaTHHA U JOIETaKcella KIMpeHe kapOomnaTtuHa ypenuduBaercs Ha 50 % 1o

CPaBHEHUIO C MOHOTEpAIKei KapOOoIIaTHHOM.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JIAKTALMS

JKEHIMHEI ¢ ICTOPOAHBIM TOTSHITHAIOM (KOHTDaHCHHI/IH Y MYKYMH U )KCHIHI/IH)

JKenmuuam OeTOpOJHOrO BO3pacTa M MY)KUMHAM, IOJIYYaIOIIUM JIEYEHHE JOLIETAKCEIOM,
pexkomeHayeTcsl u30eraTh HaCTyIUIeHUs OEPEMEHHOCTH U 3a4aTHs peOeHKa, a TaKKe HEMEIJICHHO
MH(OPMUPOBATH JIEUAIeTro Bpaya, €CIU 3TO MPOU30MUIET.

B cBsI3M ¢ TEHOTOKCHMYECKMM JEHCTBHEM JIOLIETAKCENA MXEHIIMHAM JETOPOJHOrO BO3pacTa
PEKOMEHIYETCSl UCIOJB30BaTh HAJEKHBIE METOAbl KOHTpALENIIMM BO BpEMS JICUEHHUS
JIOLIETAKCEJIOM U B TEUEHHE HE MEHEEe 2 MECALIEB [10CJIe OKOHYAHUS TepaIuy.

My>K4rHaM peKOMEHTyeTCs MCIIOJIb30BaTh HA/IEKHbIE METOAbl KOHTPALEIIINK BO BpEMS JICUEHU S
JIOLIETAKCEJIOM U B TEUEHUE HE MEHEE 4 MECALIEB 110CIIE OKOHYaHUS! XUMUOTEpaIny.
bepemenHocTh

Jloulerakcen MpOTHMBOINOKAa3aH K TNPUMEHEHUIO INpu OepeMeHHOCTH. JKeHIIMHaM B cilydae
BO3HUKHOBEHHUS OEPEMEHHOCTU BO BpeMs JIEUEHHsI CIeAyeT CPOYHO COOOMIUTH 00 ITOM CBOEMY
JedanieMy Bpauy.

JlakTanus

JlolieTakcen MpOTUBOIIOKA3aH K MPUMEHEHHIO B MIEPUO/T JIAKTallUK (TPYIHOTO BCKapMIIUBAHU).
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INPOHUKHOBEHHUS B TPYIHOE MOJIOKO. BBHIY BO3MOXKHOTO pa3BUTUSI MOOOYHBIX pPEAKUUN Y
TPYIAHBIX IE€TEH, CIEYET IPEKPATUTh IPYIHOE BCKaPMIIMBAHUE BO BPEMsI JICUEHMS JJOLIETAKCEIIOM.

DepTUILHOCTE

B HCCICOOBAHUAX HA XMBOTHBIX OBLIO IIOKa3aHO, 4TO JOLETAKCECI MOXKCET HapyllaTb MY>XKCKYIO
(bepTI/IJ'IBHOCTB. HOBTOMy MYyX4YHHaM II€pEa HadaJloM JICYHCHHA JOLCTaKCCIOM CICAYET

paccMOTPECTh BO3MOKHOCTh KOHCCPBAIIMU CIICPMBI.

4.7. Baiusinde HAa CHOCOOHOCTH YNPABJSTHL TPAHCHOPTHHIMHU CPeICTBAMH H PadoTaTh €
MeXaHU3MaMH

He mnpoBommioch Kakux-TMOO HCCIIEIOBaHUI 1O BIMSHUIO HA CIIOCOOHOCTH YIPABJIATH
TPAHCIIOPTHBIMU CPEACTBAMH M HCIIOJIb30BaTh MeXaHW3Mbl. OJHAKO pa3BUTHE MOOOYHBIX
peaKuuii CoO CTOPOHBI HEPBHOM CHCTEMBI, OpraHa 3peHus, )KeIyJ0YHO-KUIIIEYHOTO TPaKTa U Jp., &
TakKe HaJMYhe B COCTAaBE IIperapara 3TaHOJ[a MOTYT IPUBECTH K CHIDKEHHIO CKOPOCTH
MICUXOMOTOPHBIX peakuuid U BHUMaHUA (cM. pazzaensl 4.4 u 4.8). [lo3ToMy manueHThl T0JKHBI
OBITh TMPEIYNPEKICHBI O BO3MOXHOCTH IMOTCHIMAIBHOTO BJIMSHUS MOOOYHBIX 3(P(PEKTOB Ha
CIIOCOOHOCTh YIIPABJISITh TPAHCIIOPTHBIMU CPEACTBAMH W HWCIOJIB30BAaTh MEXaHWU3MBI, H UM
PEKOMEH/TyeTCSl BO BpEeMsI JICUCHHUSI, €CITH Y HUX MOSBISIOTCS MOO00YHBIE AP (EKTHI, HE YIPABIIAThH
TPAHCIOPTHBIMH CPEICTBAMH WJIU M0JIb30BaThCSl MEXaHM3MaMH, a TAK)KE HE 3aHUMAThCS IPYTHMHA

MNOTCHIMAJIbHO OINIAaCHBIMU BUJaMU ACATCIbHOCTHU.

4.8. HexxenaresibHbIEe peakuu

TabnmuHoe PE3I0OME HEXKENATCIILHBIX PeaKIINi

HexxenaTtenbHble peakiuu KIAacCU(PUIIMPOBAHBI B COOTBETCTBUM C HMX YaCTOTON pa3BUTHUSA
crenyrommuM obpasoM: odeHb yacto (>1/10); gacto (>1/100, o <1/10); Heuacto (>1/1000, HO
<1/100); penko (=>1/10000, o <1/1000); ouensr peaxo (<1/10000); gacrora Hem3BecTHa (Ha
OCHOBAHHWH UMEIOIIUXCS TAHHBIX OIEHUTh HEBO3MOYKHO).

Monomepanus npenapamom Joyemaxcen-Ilpomomeo (75 me/m? u 100 me/m?)

OueHb yacTo \ Yacro ’ Heuacro \ Peaxo
Hapywenus co cmopoHul Kposu u tum@amuyeckou cucmembl
Obpatumas u | Tsokenvle uH@exkuuu, | Tsokenas
HEKYMYJISITUBHAs (He | coueraromuecs CO | TpPOMOOIIUTOTIEHU
YCHJTUBAIOTIIASICS P | CHIKEHUEM S
MTOBTOPHBIX BBEJICHUSX) | KOJTMYECTBA
HEUTPOTIEHMUS, HelTpouIoB B
HaOmonasmasics y 96,6 % | mepudepuueckoit
MAIMEHTOB, HE MOJIYYaBIINX | KPOBH <500/mK1;

I'-KCo. KonudaectBo | Tspkenbie  vH(EKINH,
HEUTPO(HUIOB CHUIKAETCS JI0 | BKJIIOYAsl  CETCHC |
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Ou4eHpb YacTo

Yacto

MOGTEARE"

Icl

MUHUMAaJIbHBIX 3HAYEHUU B
cpennem yepe3 7 aHeut (y
MAlMEHTOB C HMHTEHCUBHOM
MpEeIECTBYOLIEN
XUMHOTEpAuen
nepuos MOXKET OBITH
Kopoue), cpemHss
MIPOJIOJIKUTEILHOCTD
BBIPQKCHHOW HEUTPONEHUU
(<500 KIEeTOK/MKI) TaKxke
COCTaBJISIET 7/ THEM.
@®eOpuiibHasE HEUTPOIEHMS,
nHpeKuu, aHEeMUs
(remorioOuH

<11 r/nmn)

9TOT

MTHEBMOHHUIO, B TOM
YHUCIIC U C JICTaJIbHBIM
HCXOJIOM;
TPOMOOIIUTOTICHUS
<100000/mx1;
KPOBOTCUYCHHSI,
COYCTAIOIIHECS c
TPOMOOIMTONICHUEH
<50000/mk11, TsKETIas
aHeMus (reMorjioOHH
<8 r/m)

Hapywenus co cmoponvl umMmynHou cucmembl

Aneprudyeckue  peaxkuuu,
OOBIYHO BO3HHUKAIOIIUE B
TCYCHHUEC HCCKOJIbKUX MUHYT
nocie Havana
BHYTPUBEHHOU UHOY3UH
npenapara Joneraxcen-
[Ipomomen, OBIBAIOT JIETKO
17011 yMEpEeHHO
BBIPAKECHHBIMU («IIPHIIUBBI
KPOBH K KOXKHBIM ITOKPOBaM;
CBIIlb B COYCTAHWUH C 3YJIOM U
6e3 HEro; qyBCTBO
CTECHEHHUS B Ipyau; 00Jb B
CIMHE; OJIBIIIKA;
JIeKapCTBEHHAsI JIMXOpaJKa
WU 03HO0)

Tsxenbie
aJiepru4ecKue
peaxuuu,
XapaKkTepHu3yroIIecs
CHUYKEHUEM
apTepHaIbHOTO
JIaBJICHUS u/unm
OpOHXOCTa3MOM  WJIH
reHepaaIn30BaHHOM
CBINbIO/APUTEMO
(pa3pemainucy  mocie
MpeKpanieHus
BHYTPUBEHHOMN
uHOpY3Un "
IIPOBEACHUS
COOTBETCTBYIOLLIEH
Tepanuu)

Hapywenus co cmopoHbl HepeHOU cucmembl

Jlerko 1500051
BBIpOKCHHAS
nepudepruyeckas CCHCOpHas
HEWpomaTus:  IapecTes3us,
J3ecTe3us, 00U, BKIIOYAs
YYBCTBO JKIKCHUS,
HEUPOMOTOPHBIE PEAKIIUU,
TJIaBHBIM oOpazom,
MPOSIBIISOIIAECS
MBIIIEYHOM c71a00CThIO;
HapylIieHue BKYCOBBIX
OIIYILIEHU I

YMEPEHHO

Tsxenas
nepudepudeckas
CEHCOpHas
HelponaTus "
nepugepuyeckast
MOTOpHAasi HEMPOIIATHS
(34 CTETICHU
TSKECTH), B
HEKOTOPBIX  CIIydasx
(2 %) TpeOyromniue
IIPEKPALLEHUS
JIe4YeHUs

Tsxenoe
HapyuieHue
BKYCOBBIX
0113%11(S507178

[Ipu
BO3HUKHOBEHUH
3THUX
HEBPOJIOTUYECKUX
CUMIITOMOB
clenyeT NIpPOBECTH
KOPPEKLHUIO
pexuma
JIO3UPOBAHUA.
Ecou  cumnromsl
HEHUpONaThu
COXpPAHSITCH, TO
JICYCHHE  CIIEIYET
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ot 07.07.2025 N2 168

R0

OueHb 4aCTO Yacro T eggere” BB P_g'glllc"'o'"""
MIPEKPATHUTb.
Cpennee Bpemst 10
CIIOHTAHHOTO
paspenieHus
HEHPOTOKCUYECKUX
peakuuii
COCTaBJISIIO 81
JICHb OT MX HaJajia
(ot 1 mo 741 nus)
Hapywenus co cmoponul cepoya
Hapymenus Cepneunas
CEpJICUHOTO pUTMa HEAOCTATOYHOCTh
Hapywenus co cmoponwl cocyoos
IToBrITIIEHHE U
CHHIKEHHE
apTepUaIbLHOTO
JIaBJICHUS

Hapywenus co cmoponul dvixamenvHoti cucmembsl, Op2aHo8 2pyOHOU KIemKU U cCpedoCcmeHus

Opplmka

‘ Tsbxenast oJpIlKa

JKenyoouno-Kuuieunvie HapyuleHus

TomHoTa, pBOTA, AUaApes,
AHOPEKCHS, CTOMATUT

Tsoxemas
TsOKeIIast
TSDKEIIast
3arop;
CTOMATHT;
oomnu B
BKJIIOYas
KEITYyAOYHO-
KHUILIEYHBIE
KPOBOTEUYCHHSI

TOIIHOTA;
pBOTa;
napest;
TSKENBIN
930(arur;
JKHBOTE,
CUJILHBIE;

Tsoxennpre
KEITYJTOYHO-
KHIIEYHBIE
KPOBOTEUCHMUS,
TSDKEJIBIE 3aIophl,
TSKENBIN
330(arut

Hapywenus co cmoponul neuenu u cenyesblgooauux nymeti

IToBbIlIeHHE
AKTHBHOCTH
AJIT,
docdarazbl
KOHIIEHTpaluU
omnpyouHa B
CBIBOPOTKE KpOBH,
6onee uem B 2,5 pasza
npesbimaroniee BI'H

ACT,
IEJIOYHON
nu

HapymeHu}z CO CIMOPOHbL KOJMHCU U NOOKONCHLIX MKAHEl

B HEKOTOpBIX cilydasX JONOJHUTEIBHOE BIMSHUE HA BOSHUKHOBEHUE ITUX PEAKIUil OKa3bIBaJIO
COUYeTaHHE HECKOJbKHMX (PAKTOPOB, TAKMX KaK COMYTCTBYIOLIME MHGEKINH, CONMYTCTBYIOLIAS
Tepanusi U OCHOBHOE 3a00JIeBaHHE.

Oobpatumbie KOJKHBIE
peakmuu, OOBIYHO c1abo
HIIA YMEPEHHO
BBIpa)KeHHBIeI
JIOKAJIM30BaHHBIC
BBICBIITAHHUA, TJIaBHBIM
o0pa3oM, Ha KHCTAX W©

Tspxennie KO>KHEIS
peaKiuu, TaKhe Kak
BBICBHITIAHHS c
MOCTEAYOIIEH
JeCKBaMalluen,
KOTOpBIC MOTYT
noTpeOoBaTh

Tsaxkenas
aJoNenus
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R0

Ly

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Ou4eHpb YacTo

Yacto

(OGRERGSATER

EHOT

cTomax (BKJIIOYAsl TSOKEIbIN
JIaJIOHHO-TIOTOTITBEHHBIH
CHHIPOM), a TaKXke Ha
pyKax, Juue H TpyAHOHU
KJIETKE, KOTOpbhIE YacTo
CONIPOBOXKAAKOTCS  3YJIOM.
Briceimanus 0OBIYHO
BO3HHUKAJIM B TCUCHHE OJTHOM
HEJeIIN rocie
BHYTPUBEHHOMU nHpy3un
JorieTakcena.

Hapymenuss co cropossl
HOITEH, XapaKTEepPU3YIOTCA
TUII0- u
TUTIEPIIUTMEHTALIUEH,
0O0JIBI0 M  OHHUXOJU3UCOM
(oTcnoeHremM HOT'TEBOM
IUIACTUHKH OT HOI'TEBOI'O
JI0%ka). Anorenust

MIpEepHIBAHUS
IIPEKPALLECHUS
Je4eHus
JIOLIETaKCEJIOM

U

Hapywenus co cmoponul mvlueyHoul, ckeiemHuoul U coeOuHUmenbHot mKanu

‘ Aptpanrus

Obwue napywenus u peakyuu 8 mecme 86e0eHusl

Muanrus

Acrenus, BKJIFOYAs
TSDKEITY IO aCTECHHIO;
reHepaaIn30BaHHbIN u

JIOKAJIU30BaHHEIA  00JIeBOI
CUHJPOM, BKJIOYas 0OiH B
rpyAHOI KJIETKE oe3
BOBJICUCHHUSI Ceplla WIH
JBIXaTEeIbHBIX MyTEH.

3anepkka JKHUJIKOCTH:
COO0IIAJIOCh O Pa3BUTHHU
nepudepruyecKkux OTEKOB U
YBEJIMUEHUU MACChl Tela U
MEHEeE YacTo — O Pa3BUTHH
TJICBPATLHOTO 51
MePUKAPIUATBHOTO BBINOTA,
acuurta. Ilepudepuueckue
OTEKH OOBIYHO HAYMHAJINCh
C HIKHUX KOHEYHOCTEH M
MOTJIH MePEeXOIUTh B
TeHEepaITH30BaHHbBIC c
YBEJIMYEHUEM MacChl Teia
Ha 3 Kr u Ooisee. 3amepikka

KUIKOCTU SIBJISIETCS
KYMYJISTUBHON

(yBenmuuBaercs pu
ITOBTOPHBIX BBEJICHUSIX
npernapara). 3anepxka
KUIKOCTH HE

COIMPOBOKAAJIACH OCTPBIMU

Peaxiuun B MecTe
BBEJCHUS Ipenapara,

0OBIYHO c1abo
BEIPQKCHHBIC u
MPOSBISIIOTCS B BUIE
TUTICPITATMECHTAIIAH,
BOCIIAJICHUS,
MTOKPACHECHUS WA
CyXOCTHU KOXH,
(bneduTos,
DKCTpaBa3alluu WU
OTEKa BEHBI.
Tsoxensle (bopMel
3aJICPIKKH KUIKOCTH.
v MalMEeHTOB,
MOJTyYaBIIUX JICUCHUE
JIOTIETAKCEIIOM B

MOHOTEPAIHA B J103€
100 wmr/m?, memuana
CYMMAapHOW JI03bI 10
OKOHYAHHUS  JICUCHUS
IO MPUIHMHE 3aJICPIKKU
JKUJKOCTH COCTaBJIsjIa
Gomee 1000 mr/m?, a
MeJraHa BpPEMEHHU JI0
0o0paTHOrO  pa3BUTHS
3aJIEP>KKH KUIKOCTH -
16,4 wvenemu (ot 0 mo
42 HEJICIIb). Y

TsxenpIi
reHepaIn30BaHH
BIN H
JIOKaJIM30BaHHBIN
0oJteBoit
CUHJIPOM,
BKJIIOYasg Ooiu B
ITPYJHOM  KIJIETKE

0e3  BOBJICUCHUS
cepama u
JIbIXaTENbHBIX
nyTen
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COOTBETCTBYET 3KCMEPTHOMY OTUYETY
ot 07.07.2025 Ne 16850
Ouenb uacto Yacro M Hendero” =T Peico’™

OIIN30JaMH OJIUTYPUHU WIH | IADUCHTOB, KOTOPBIM
CHMXXCHHUA  apTCPUAJIBHOIO | IPOBOANIACH

JABJICHUS peMeaNKaLus,
Ha0Jr01a1ach
OTCpOYKa Hayajia
YMEPEHHOU W
BBIPAKEHHOU

3a/ICPKKH  KUIKOCTH
(cpenHue cymMMmapHbIe
JI03bl  JIOLIETAKCEa,

pH KOTOPBIX
Ha0Jr01a1ach
3aJIep)KKa  KHJIKOCTH,
COCTaBJISUIH npu
IIPOBEICHUHU
npemenukauuu  818,9
Mr/M2, a oe3
MIPOBEICHUS
peMeIUKaIH -

489,7 Mr/m?), OIHAKO B
HEKOTOPBIX  CIIyYasix
3a7iepKKa  JKUAKOCTH
pa3BUBalach ykKe BO
BpeMsi IIEPBBIX KypCOB
Teparuu

IIpenapam [{oyemaxcen-Ilpomomeo 6 kombunayuu ¢ opy2umu npenapamamu

Ipenapam Jlouemaxcen-IIpomomeo 6 KomoOuHayuyu ¢ 00KCopyoOUYUHOM

B nenom HS y mamuenToB, monmydaBmux mnpenapat Jlonerakcen-Ilpomomen B koMOMHAIUU C
JIOKCOPYOUIIMHOM, aHAJIOTUYHBI TAKOBBIM IIPU MPUMEHEHNUH npenapara Jlouerakcen-IIpomomen B
MOHOTEPAIIHH.

[Tpu mpumenenun npenapata [louerakcen-Ilpomomen B KOMOMHAIMKM C JJOKCOPYOUIIMHOM IO
CpaBHEHHIO ¢ MoOHoTepanued mpemnaparom Jlonerakcen-Ilpomomen HaGmoganack OoJbias
yacToTa HEWUTPONEHUH, BKIIOYas TsKENYyI0 HelTponeHuto; (eOpuabHOM HEUTpPONEeHUH;
TPOMOOIIMTONIEHNH, BKJIOYas TSKEIYH0 TPOMOOLUTONEHUIO; aHEeMMU; WH(MEKUuH, BKIOYas
TsDKEJble MH(EKIIMH; TOIIHOTHI;, PBOTHI; IMAPEH, BKIIIOYast TSHKETYI0 AUapero; 3a1opa; CTOMaTUTa,
BKJIFOYAs TSDKEJIBI CTOMATHT; CEPACYHOM HEJAOCTATOYHOCTH; aJONEIMH; HO MEHbIIAas 4acToTa
AJUIEPrUYECKUX PEaKIMi; KOKHBIX PEaKIHii, B TOM YUCIIE U TSHKEIIBIX; OPaKEHUSI HOT'TEH, B TOM
YHCIIE U TSKEIBIX; 3aJ€P/KKH KUIKOCTH, B TOM YHUCIIE U TSDKENOM; aHOpeKCHH; epudeprudeckoi
CEHCOPHOM HelfponaTtuu U nepudeprueckoil MOTOPHOM HeliponaTuy, BKIItOYast Tsxkenble (OPMBI;
TUIIOTEH3WH; HAPYIIEHWM pHUTMA; IIOBBINIEHUS AKTHUBHOCTH «II€YEHOUYHBIX» TpaHCAMHUHA3,

nienouHoi gocdaraspl, KOHIEHTpAMK OMIIMPYOUHA B KPOBU; MUAITUU; ACTCHHUH.
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COOTBETLC TE vET IKCIMNEPTHOMY OTUYETY
ot 07.07.2025 N2 16850
Ipenapam Houemaxcen-Ilpomomed 6 xombOuHGuuu c bgmop%%%oﬂ E/FEMHC;O'JO'Clia%OOM

(cxema TAC)

IIpy npuMeHEHMM OTOM  XHMHOTEPAlleBTUYECKOM  CXEMbl OTMEUYAJIUCh  CIEIYyIOLue
HE)KellaTeJIbHbIE PEeaKIMKU BCEX CTENEHEH TsHKECTH: MH(PEKIUU, HEeUTpONeHNYeCKre HH(PEKIUH,
aHeMus, HelTporieHus (B ToM yucie GheOpriibHas HEUTPOIICHHS ), TPOMOOIIMTOIICHHS, PEAKITUN
TUIIEPYYBCTBUTEILHOCTH, AHOPEKCHsS, HApYIICHHWE BKYCOBBIX OIIYIIEHUH, mepudepuueckas
ceHcopHas U nepudepudeckas MOTOpHAsE HEUpOMaTus, 0OMOPOK, COHIMBOCTh, KOHHIOHKTHUBHT,
MOBBILIICHHOE CJIE30TEYCHUE, apUTMUS, IIPUIIMBBD KPOBH, apTepuaibHas rUNoTeH3us, (iaeour,
aumdaTHUecKuii oTek, nepudepudeckuii oTek, Kallelb, TOIIHOTa, CTOMAaTUT, PBOTa, TUapes,
3armop, 00Nk B KUBOTE, AJOMEIUs, TOPAKEHUE HOT'TEH, OPAKEHNE KOXKH, MUAITHS, apTpaIrus,
aMeHopes1, ACTCHHS, JINXOPAIKa MPU OTCYTCTBUH MH(EKIINHN, YBEITUYCHUE/CHIKEHIE MACcChI Tela.
[Tpodunaktuyeckoe npumeHenue ['-KCD ymeHbI1a10 4acTOTY BOSHUKHOBEHUSI HEUTPOTIEHUH (Ha
60 %) u HelitponneHnueckux uHpekuii 3—4 creneHu TsxkecTd. JJONOTHUTENEHO HAOMIOAATUCH:
KOJIUT, SHTEPUT, nepdoparus TOJICTON KUIIKU 0€3 JIETAIbHBIX UCX0JI0B (Y 2-X U3 4-X MaIMeHTOB
noTpebOBaIOCh MPEKPAIICHHUE JICUSHUS ), OCTPBIA MHEIIOHUTHBIN JICWKO3/MUEIIOIUCIIIIACTHYSCKUN
CUHPOM, apUTMHHU BCEX CTETMEHEH TsHKEeCTH, apTepraibHas THIIOTEH3Hs BCEX CTETEeHEN TSKECTH,
3acToiHasl cepieyHasi HeI0CTaTOYHOCTb.

[Tpu monrocpounom mnepuoxae Habmrogenus (10 mer u 5 MmecsueB) ObUTH OTMEUEHBI: 3 CiIydas
pa3BHUTHS 3aCTOMHOM CEpJAECYHON HEIOCTAaTOYHOCTH; | cilyyall quiIaTallMOHHOW KapIMOMHUOIIATHH
C JeTalbHBIM HCXOJOM; OCTphIM leiko3 (1 cmydait); anomenus (B TOM YHUCIE C YCHICHHEM
MPOSIBIICHUST A0 BO BpeMs HaONIO/ICHUS), aMEHOpes, acTeHHs, TUMQaTHUYECKH OTeK,
nepudepudecKkuil oTeK, nepudepuueckas ceHcopHas HeWponaTus. bonbmmHcTBO cToiikux HP
pa3pelnInch B Iepuo i HabI0IeHUS.

Hpenapam ﬂouemakceﬂ-ﬂpomomed 6 KOM6MHGZ4MM C Kaneuuma6uHOM

[Ipu npumenenun mnpenapata Jlomerakcen-Ilpomomen B KOMOMHAIMKU C KarneUTaOMHOM
oTMeuanuck cienyromue HP Bcex crenenen Ts)ecTn: CTOMAaTUT, Iuapes, TOIHOTa, PBOTA, 3a1op,
00JIb B KUBOTE, 00T B BEpXHEW YaCTH >KUBOTA, AUCIEICHUS, CYXOCTh B TMOJOCTH PTa, JIAJOHHO-
MOJOIIBEHHBIA CUHAPOM, aJONELHs, [IOPAXKEHNS HOTTEW, U3MEHEHUE LIBETA HOI'TEN, OHUXOJIU3UC,
JIEPMAaTHUT, SPUTEMATO3HAS ChIMb, ACTEHUS, JINXOPAKA, MOBHIIIEHHAsS YyTOMIISIEMOCTh, ClIa00CTh,
00JIb B KOHEYHOCTSAX, JIeTaprus, OOJEBOW CHHAPOM, HAPYIICHHE BKYCOBBIX OIIYIIECHUMH,
mapecTe3usi, TOJOBOKPYKEHHE, TOJIOBHAs 00Jb, Tepudepudeckas HEHpomaTusi, aHOPEKCHs,
CHIDKCHHUE ammeTuTa, 00e3BOKHMBAHUE, CHUKEHHE MACChl Tella, IOBBIIICHHOE CJIE30TCUCHHUE,
MUAITHUS, apTpairus, 00ib B CHOUHE, OTEKH HIDKHUX KOHEYHOCTEH, 00Jb B TOpJe, OIBIIIKA,
Kallelb, HOCOBOE KpPOBOTEUECHHE, KAHAUAO03 POTOBOM IOJOCTH, HEUTPONEHUS, aHEMHS,

TPOMOOLIUTONEHHUS, TUIEPOMIINPYOUHEMMUSI.
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COOTBETCTBYET SKCTEPTHO
07.2025 N= 163850

oT Uy _
[To cpaBHeHHWIO ¢ TAIMEHTaMH 0oJjiee MOJIOIQrO Bosﬁggra':';,% ﬁeH];gp%H I 'I/IF Eie;bme

1y OTUETY

MoJTydaBIIUX KoMmOuHamuio mpemapata Jlonerakcen-IlpoMmomen ¢ kamenuraOWHOM, 4arie
OTMEYAETCsI Pa3BUTUE TOKCUYHOCTH 3—4 CTETICHH TSXKECTH.

Ipenapam ﬂouemakceﬂ-ﬂpomwwe() 8 K0M6uHauuu C mpacmy3vMa60M

VY nanueHTosB, Nojdy4yaBIIMX KoMOMHanuio npenapara Jlouerakcen-Ilpomomes ¢ Tpacty3zymadom,
oTMevanuch cienyromue HP Bcex crenenell TsKecTH: aCTEHHs], MOBBIIMIEHHAS YTOMIISEMOCTb,
BOCTIAJICHUE CIM3UCTOW OOOJIOUKH, JINXOPaJKa, OOJIEBOM CHUHAPOM, JIeTaprus, 00Jb B TPYyIHON
KJIETKE, TPUMIONOA00HOE COCTOSIHUE, 03HOO, alomelus, MOPaKeHUsl HOTTEeH, ChIlb, APUTEMA,
nepudepudeckuii 0TeK, yBeJInueHue Macchl Tefa, TInM(paTuyeckuii 0TeK, TOLUTHOTA, Auapesi, pBOTa,
3arop, CTOMaTUT, 00JIb B )KUBOTE, JAUCIICTICHS, TAPECTE3HsI, TOJIOBHAsI 00JIb, HAPYIIEHUE BKYCOBBIX
OILlyIIEHUH, runecre3us, ¢eOpuibHas HEUTPONEHUs WIM HEUTPONEHUYECKUH  Cercuc,
Ha30(apUHTUT, MUAIITHUS, ApTPAITHUs, 00Jb B KOHEUHOCTSIX, 00JIb B CIUHE, OOJIb B KOCTAX, Kallleb,
OJIbIIIIKa, 00Nk B 00JACTH TJIOTKU U TOPTaHU, HOCOBOE KPOBOTEUCHHE, PUHOpPES, CIe30TeUeHuE,
KOHBIOHKTUBHT, aHOPEKCHs, OECCOHHUIIA, TOKCHYECKOE MOPaKEHUE HOTTEH.

[Io cpaBHeHHIO C MOHOTEpamuel JOILETAKCEJIOM HAOJI0aJ0Ch YBEJIMYEHUE YacCTOThHI
BO3HUKHOBEHUS Tsxenbix HP.

Yame ormevanucy HP 4 crenmenu TskecTu, cilydau pa3BUTUSA CEPACUYHOM HEAOCTATOYHOCTH
(ocoOeHHO 'y TAIMEHTOB, MPEIBAPUTEIHLHO TOJNYYaBIINX AHTPAIMKIMHBI B Ka4decTBE
aJbIOBAHTHOW TEpamum), OJHAKO Peke HaOI0qanach HeMTporneHus 3—4 CTeTeHH TSHKECTH.
IIpenapam J{oyemaxcen-Ilpomomeo 6 cxeme AC TH (cM. pazaen 4.2)

[IpuMeHeHue 3Tol cXeMbl, 10 CPABHEHUIO ¢ MOHOTepanuei npenaparoM Jlouerakcen-IIpomomen,
COTIPOBOXKIAIIOCH YBEJIMYECHHEM 4YacTOThl BO3HMKHOBeHUs MHorumx HP: wame nabmronmamucek
ajlonenusi, aHeMHUs, BKJIOUas aHEeMHUI0 3—4 CTENEeHM TSIKECTH, TPOMOOIUTONEHUS, BKIIOUAs
TPOMOOLIUTONIEHHIO 3—4 CTENEHH TSKECTH; TOLTHOTA, BKIIIOYask TOIMIHOTY 3—4 CTENeHH TSHKECTH,;
CTOMAaTUT/(hapuHTUT, U3MEHEHHE BKYCOBBIX OIIYIICHHH, pBOTA, TUapes, 3arop, aHopeKcus, 6omu
(B TOM 4mCII€ cracTUYecKue) B KUBOTE, mosbiieHue akTuBHOCTH ACT, AJIT u menodnoun
docdaraspl, TUNEPOUTUPYOUHEMHUS, MUAITHs, W3MEHEHHWE HOTTEH, apTpairus, WHPEKIuu c
HelTponeHueil 3—4 cTeneHu TSHKECTH, CepAeUHast HeI0CTaTOUYHOCTb.

He wnaGmromanoch yBenuyeHus 4YacTOThl (PeOpmibHON HelTponeHun. Pexke oTMedanuch
HedTporieHus: 3—4 CTENeHW TSKECTH, 3aJepKKa JKHJIKOCTH, Tnepudepudeckas CEHCOpHas |
MOTOpHasi HEUpONaTHs, CBIITb U IECKBAMAIIUs, aJUIEPTHICCKHUE PEAKIIUH.

JlononauTenpHO HAOMIOJANNCh: OECCOHHMUIIA, TIOBBIIICHNE KOHIICHTPAIIMN KPEaTHHHHA B KPOBH,
MOBBIIICHHAS] YTOMJISIEMOCTh, HEPETYJSIPHbIE MEHCTPYyallUH, «IPUIMBBD) KPOBH K KOKHBIM
MMOKPOBaM, CI€30TEUCHHE, TUCTICTICUS/U3K0Ta, TOJIOBHAs 00JIb, OJIBIIIKA, YBEIMUCHUE MACCHI TEla,

CHIDKEHHE MAacChl Teja, Juxopaaka (0e3 HehTporeHuu), 007b B KOCTSIX, OOJEBONH CHHAPOM,
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KOHBIOHKTUBUT, TOJIOBOKPYIKEHHUE, HpeHO6MDDO‘IH06'nC0C';l)€[‘Q'I/IB|,E" 'E%EHO‘-HJE(')HJBEHHHH

CUHIPOM, HOCOBOE KPOBOTEYCHHE, CyXOCTh KOXH, Kalllellb, pUHUT, O3HOO, peakius B MeCTe
BBEJICHUS TIperapara, CyXOoCTb BO PTy, Taxukapaus (B TOM YHUCIIE CHHYCOBasi), apTepuaibHas
THITIOTCH3HSI, JICHKOUTONEHHSI, HH()EKIINU ¢ HEU3BECTHBIM a0COIOTHBIM YHCIOM HEUTPO(DHUIIOB,
nHpeKImy 6e3 HEeUTPOTICHHH.

KOM61/IHGHM}Z npenapama ﬂouemakceﬂ-ﬂpomomed C YucnjiamuHom uiu Kap60nﬂamuHOM

[Ipy mpuMEHEHHH STUX CXE€M XUMHUOTEpanuu MO CPAaBHEHUIO C MOHOTEpanHueil mpenapaTrom
JHouerakcen-IIlpomomMes; yamie BO3HUKANU TPOMOOLMTONEHMS, BKIIIOYash TPOMOOIIUTOINECHUIO
3—4 crerneHu TSHKECTH (B OOJIBIIICH CTETICHU ITPU MPUMEHEHNUH KapOOoIJIaTHHA); TOIITHOTA, BKIIOYast
TOIIHOTY 3—4 cTeneHu TSKECTH; pBOTA; auapest 3—4 CTENEHU TSKECTH; aHOpeKcUs (B OOiblIen
CTENEHU TPH MPUMEHEHUH IHMCIUIATUHA), BKIIIOYas aHOPEKCHIO 3—4 CTENeHHW TsHKECTH; 3amop;
peakiuu B MecTe BBeneHus. OHaKo pexe HabI0Januch HEUTPOIICHNU S, BKIIIOYas HEUTPOIIEHUIO
3—4 cTeneHu TSHKEeCTH; aHeMUs, BKITIoUasi aHeMuto 3—4 CTENeHH THKECTH, MHPeKuu; hedpunpHas
HEUTPOTICHUS; AJUICPTUUYCCKUE PEAKIUMHU; KOXKHBIE PEaKIMHU; IMOPAKECHHE HOTTEH; 3aJepikKKa
JKUJIKOCTH, BKJIIOYAs 3aJCPKKY KUAKOCTH 3—4 CTEemeHW TspKecTH (B OOJbIIEH CTENEHU MpU
MPUMEHEHUN KapOOoIUlaTHHA); CTOMATUT, MepudepuyecKas CeHCOpHas M, B MEHBIICH CTENeHH,
nepudepuyeckas MOTOpHasi HEHpONaTHsl; aIOTELNs; ACTEHUS U MUAJITHS.

JloTIOTHUTENPHO HAONIOMANUCE: JUXOpaaKa TPU OTCYTCTBUM HH(EKIUH, B TOM YHCIIC
3—4 creneHu THKECTH; 00JIb.

KOM6HHGI4M}I npenapania ﬂouemakceﬂ-ﬂpomomed C npeaHuf)’OJZOHOM uiu l’lpeaHMS’OHOM

[Tpu mpumenenun mpenapara Jlomnerakcen-Ilpomomen B KoMOMHAIMK C TPEAHU30JIOHOM HWIIH
NPEIHU30HOM  JUIsl  JIEYEHHUsS  METacTaTHYeCKOro  KacTpallMOHHO-PE3UCTEHTHOTO  paka
MPECTAaTENbHOM JKeJIe3bl, 0 CPAaBHEHUIO ¢ MOHOTepanuei npenaparom onerakcen-I1Ipomomen,
3HAUUTENIBHO YMEHBbIIAJIACh YacTOTa BO3HMKHOBeHUs HP: amemunu, B TOM uncie 3—4 creneHu
TSOKECTH; MH(EKUMH; HEUTpONeHUH, B TOM uucie 3—4 CTENeHU TSKECTU; TPOMOOLUTOIEHHUH;
(beOpuIbHON HEHTPONIEHUH; CIIa00CTH; aNIEPrUYECKUX peakuil; nepudepudeckoil CEHCOPHOU U
MOTOpPHOM  HeilpomaTuM;  ajJoNelMy;  ChIMM;  JIECKBAMAllUM;  TOIIHOTHI;  JHapeu;
CTOMaTHUTa/(hapUHTHUTA; PBOTHI; AHOPEKCUU; MUAJITUU; apTPAJITUH; 3a/IeP’KKHU SKUKOCTH; HO Yallle
HaOJII01aIMCh HApYIIEHHsI BKyca U cepJieuHasi HeZOCTaTOYHOCTb.

JlononHurenbHO HAOMIOATUCh: HOCOBOE KPOBOTEUYEHME, Kallellb, OJBIIIKA, IOBBIIIEHHAs
YTOMJISIEMOCTb, CIIE30T€YeHNE, U3MEHEHUS HOTTeHl.

[Tpu mpumenenun mpenapara Jlomnerakcen-Ilpomomen B KoMOMHAIMK C TPEAHU30JIOHOM WU
IPEIHU30HOM M AHTHAHJIPOICHHOM Tepamued JUIs JIEUYEHUS METacTaTM4eCKOro TIOPMOHO-
YYBCTBUTEJILHOTO paka MpeACTaTeNbHOM >Kene3bl Habmojanoch pasButve cieayroumx HP:

HerTponeHus/HeOpripbHas HEUTPOTIEHHUS (B TOM YUCIE >3 CTETCHH TSIKECTH ), aHEMHUsI, PEAKITUN
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TSKECTH ), aHOPEKCHsI, 0ECCOHHUIIA (B TOM YHUCIIE >3 CTENEHU TAKECTH), CEHCOPHAst HEHpOnaThs
(B TOM umuciie >3 CTENeHH TSHKECTH), TOJIOBHAsE OOJb, TOJOBOKPY)KEHUE, HapYIICHUE 3PEHUS,
apTepuanbHas TUIOTEH3Ms, OJbIIIKa (B TOM 4HUClIe >3 CTENEHU TAKECTH), Kallenb, UHYEeKIuu
BEPXHHX JbIXAaTEJIbHBIX MyTeH (B TOM 4Mcie >3 CTENEHU TSKECTH), papuHruT, nuapes (B ToM
quciIe >3 CTENEeHU TSHKECTH ), CTOMATHUT, 3a110p, TOIHOTA, AUCIIEIICHS, 00Jb B )KHBOTE, METEOPU3M,
pBoTa (B TOM 4Mcliie >3 CTENEHU TSHKECTH), ajomnelnus (B TOM YHUCIE >3 CTENEHU TSHKECTH),
U3MEHEHUs HOrTed (B TOM uHcie >3 CTENeHH TSHKECTH), Chblllb, MHAJIUs, TPUIIIONON00HBIE
CHUMIITOMBI, JIETaprus (B TOM 4YUCIe >3 CTENEHU TAKECTH), aCTEHUs, NTOBBIIIEHUE TeMIIepaTypbl
Tena (B TOM 4uciae >3 CTENEHHM TSKECTH), KaHAWJIO03 IOJOCTU pTa, 3aJepikKKa >KUIKOCTH,
THIOKaTbIUEMHUs, TurodochaTeMus (B TOM YHCIE >3 CTENEHH TSKECTH ), TUITOKAINEMHUSL.

KOM6HHGHUH npenapania ﬂouemakceﬂ-ﬁpomomed C yucnaiamuHom u d)mODVDGouZOM

[Tpu npumeHeHnu 3Toi KOMOMHAIIMY, 110 CPABHEHUIO C MOHOTepanuel npenapatom Jlonerakcen-
[Tpomomen, yarie HaOJI0 AN Ch HEUTpOneHMUs, aHemus, B TOM qrcie
3—4 cTemeHu TSHKECTH; TPOMOOIMTONEHHUS, B TOM 4ucie 3—4 cTemneHu TsokecTH; (heOpuinbHas
HEeUTponeHus; HeHTponeHnyecKue UHpEKIIH (naxe npu PUMEHEHUU
[-KC®); TtomHOTa; pBOTA; AaHOPEKCHs; CTOMATHUT; nauapes; 33odarut/aucdarus/0onu mnpu
[JIOTaHUH; pexe HaOmonanuch WHQEKIHUH; ATICPTUYECKHE PEaKIWu; 3aJCpiKKa KHUIKOCTH;
nepudepuyeckas CeHCOpHasi U nepudepuyeckas MOTOpPHAsi HEWPOINATUs; MUAITHUS; aJlOINeLus;
CBIlIb; 3yJ; TMOpaKEHHE HOITEeH; KOXHasg JecKBamallus; HapylleHUs pUTMa cepjua.
JlonomHUTENbHO HAOII0AANNCh: TUXOPaaKa IpU OTCYTCTBUM MH(EKINHU; JeTaprus (COHINBOCTb,
3aTOPMOXKEHHOCTD, OLIETICHEHHE); U3MEHEHHE CITyXa; FOJIOBOKPYKEHHE; CIE30TEUEHUE; CYXOCTh
KOXM; M3K0Ta; UIIEMHUs MUOKAp/a; BEHO3HbIE HapyllleHus; 001H, 00yCIOBIEHHBIE OMYXOJbIO;
KOHBIOHKTHUBUT; CHM)KEHHE MacChl Tela, 3arop, *KelyJI04yHO-KUIIeYHOe KPOBOTeUeHHe, 00b (B
TOM YMCJI€ CIacTUYeCcKas) B )KUBOTE, HAPYILIEHNUE BKYCa, OCA3aHUS U OOOHSIHMUS.
[Tpodunaktuyeckoe npumenenune I'-KCD cHmxaer yactoty pa3BuTs HeOpuIbHON HEUTPOTIEHN N
W/WITN HEUTPONICHNYECKIX MH(EKITMOHHBIX OCTIOKHEHUH.

ﬂaHHble, NoOJIy4YeHHble npu nocmpecucmpayuOHHOM NpuUMerRerHuu npenapama

Heuacro Penxo Ouenb penko YacroTa HeU3BeCTHA
Lobpokauecmeennvie, 310Kauecmeentvle U HEYMOUYHEHHbIE HOB0OOPA3Z0BANUSL (6KNIOUAS KUCTbL
U noaUNbLL)

OcTpblli MUETOWIHBIN Bropeie = mepBuuHbIE
JIEUKO3 u HOBOOOpa30BaHUs,
MHEJIOIUCIUIACTUYECKH BKJIFOYAs

1 CUHJIPOM, CBSI3aHHBIE HEXO/KKUHCKYIO

C JIOLETAKCeIoM, IpH AUMQpOMY U pak MOYKH,
€ro INpPUMEHEHUM B pu IPUMEHEHNN
COYETaHHH C JIPYTUMH JoLeTakcena B
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XUMHUOTCPAINICBTUYCCKHA
MH CpEICTBAMH H/HIIH
o0y4eHHEeM

COYETAaHUU C JIPYyTUMU
XHUMHOTEPAIIeBTUUCCKH
MU npernapaTamu,
ACCOLIMUPOBAHHBIMH  C
PasBUTUCM BTOPBIX
MEPBUYHBIX
HOBOOOpa30BaHUM

Hapywenus co cmoponvl kposu u numgamuieckou cucmemol

CooOmianoch 00 yrHETEHUH KOCTHOMO3IOBOT'O KPOBETBOPEHUS U JIPYTUX IeMaTOJIOTHYECKUX
HP.

Coo0m1anoch 0 pa3BUTUU CUHIPOMA AUCCEMUHUPOBAHHOTO BHYTPUCOCYIUCTOIO CBEPTHIBAHUS
(IBC-cunnipoma), 4aCTO B COYETAHUU C CETICUCOM WJIM MOJIMOPTAHHOU HEJOCTATOYHOCTHIO.

Hapywenus co cmopoHvl ummynHotl cucmembl

AHadunaktuyeckuit CooOmanoch 0
IIOK, UHOT A c pa3BUTUH peakuuii
JICTAJIbHBIM HCXOIOO0OM. TUIICPYYBCTBUTCIIBHOC
v HaIMEHTOB, TH C TIOTCHIHAJIBHO
MMoJIydyaBIINX JICTAJIbHBIM Hncxoaom
peMeIUKaIIHIO, Ha  JOIETakcen Yy
JaHHBIC ClIydau OYCHb IMalMCHTOB, Y KOTOPBIX
pPEOKO TIPUBOAMIH K panee OTMEYaIIUCh
JETAILHOMY HCXOMIY peaxkuuu
THIIEPYYBCTBUTEIHLHOC

TH Ha IIaKJIMTaKCCII

HapymeHu}z MemaobonuzmMa U NUMAHUsA

Coo0manoch 0 Ciy4asx pa3BUTHS HApYIICHHN AJIeKTposTHOro Oananca. CooOmaioch o
Pa3BUTUU CITy4aeB THIIOHATPUEMHUH, TTIABHBIM 00pa30M, B COUETAHHH C JETUIpaTaliei, pBoToi
n nHeBMoHHer. OrMeyannch ClIydan pa3BUTHA TUIOKAJIUCMUHU, THIIOMAarHUCMHUH U
TUMOKAIBIIUEMHUH, OOBIYHO CBSI3aHHBIE C KENyI0YHO-KUIIIEUHBIMHA HAPYIIIEHUSIMHU, B YaCTHOCTH,
¢ quapeeii. Coo0Imanock o cirydasx pa3BUTHS CHHIIPOMA JIN3HCA OIYXOJIH, HOT/IA C JIETaTbHBIM
HCXOJIOM.

Hapywenus co cmoponul HepsHoli cucmembl

Cynoporu
npexonduas  mnoreps
CO3HaHMA, UHOT 1A
pa3BUBalOIIMECS  BO
BpeMsl BHYTPHUBEHHOTO
MH(}Y3UOHHOTO
BBEJICHUS IIpenapara

nimn

Hapywenus co cmoponwl opeana 3penus

Crne3oTeucHue B
COYCTaHUH c
KOHBIOHKTUBUTOM HJIN
0c3 HEro W OYCHb
penko  —  cly4ad
OOCTPYKIIMH CJIE3HOTO
KaHalia, HpI/IBOJISIHH/Ie K
Ype3MEPHOMY

CII€30TEUYEHHIO,

[JIaBHBIM  00pa3oM y
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HAIMEHTOB,
OJIHOBPEMEHHO
[OJIy4yaBIIUX JApyTue
MIPOTUBOOITYXOJIEBbIE
IIpenapaThl.
[Ipexonsue
BU3YaJbHbIE
paccTpoicTBa
(«BCTIBILIIKM CBETa» B
riasax, MOSIBJICHUE
CKOTOM), 00BIYHO
BO3HUKAIOIIIKE BO
BpEMsI BHYTPUBEHHOI'O
MH(Y3UOHHOTO
BBEJICHUS IIpenapara u
coueTaronecs c
pa3BUTHEM  pEaKUUU
TUIEePYYBCTBUTEIHHOC
TH, KOTOpPbIE OOBIYHO
ucyesanu nocine
IPEKPALLECHUS
BHYTPUBEHHOMN
uHQy3uu.

Yy MalyeHTOB,
[OJIy4aBIIUX JICUEHUE
JIOLIETAKCETIOM, a
TaKke JIPYTHMH
TaKCaHaMH,
coo0manock 0
cIIyqasx pa3BUTHSA
KHCTO3HOTO oTeKa
MaKYyJIbI

Hapywenus co cmoponul opeana ciyxa u 1abupunma

Ciyyan
OTOTOKCHYECKOTO
JeficTBUs mpernapara ¢
HapyIIEHWSIMA ~ CITyXa
u/wim motepeil ciyxa,
BKJTIOYAs clydadu,
CBSI3aHHBIE C IPUEMOM
JPyTUX
OTOTOKCHYECKUX
npenapaToB

Hapywenus co cmoponul cepoya u cocyoos

Beno3sHrle vy MALUEHTOB,
TpOMO03IMOOTNYECKHE MOJTy4aBIIUX
OCJIOKHEHUS u JIOIIEeTaKCeN B
uH(papKT MHOKapaa KOMOMHAaIH c
JIOKCOPYOUIIHOM,
¢dbTopypanuioM u/unm
nuknodochammmom,
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CO00IIaJIOCHh
pa3BUTUHU
eIy TOYKOBOMI
aApUTMUH, BKJIIOYAs
KEITYJOUKOBYIO
TaxUKapJuIo, HHOTIA C
JICTAJIbHBIM NUCXOJ0M

0

Hapywenus co cmopoHul

ObIXAMENLHOU CUCTEMBbL,

0p2aHo8 2pyOHOU KIemKU U Cpe0oCmeHUs

Octpeiit
pecupaToOpHbINA
JTUCTPECC-CUHIIPOM,
MHTEPCTULIMAIbHAS
MTHEBMOHUSI/TTHEBMOHU
T, HWHTEPCTUIHAIbHAS
0oJ1e3Hb JIETKUX,
JIETOYHBIN ¢hubpos,
JbIXaTeIbHas
HEJAOCTAaTOYHOCTh U
(deHomeH BO3BpAaTa
MECTHOH Jy4eBOU
peaknuu B paHee
o0myueHHOU oO0nacTu,
KOTOpBIE MOTJIN
MIPUBOJIUTH K
JETaTbHOMY HCXO.Y.
[Ipy oaHOBpEMEHHOM
MIPOBEICHUHT
o0y4yeHuss — peakue
ciydan

pazuanoOHHOIO
ITHEBMOHHTA

Kenyoouno-kuweunvie napywenus
Herngparanus, — Kak Coobmanocs 0
CIEICTBUE  Pa3BUTHUA pa3BUTUN
peakuuii co CTOPOHBI SHTEPOKOJINTA,
JKEITyI0YHO- BKJIFOYAst KOJIMT,
KHMIIEYHOTO  TPAaKTa, NUIEMUYECKUN KOJIUT U
BKJIXOYasi SHTEPOKOIUT HEUTPONICHUYECKU I
" nepgoparuo SHTEPOKOJIUT c
KemyaKa 158078 BO3MOYKHBIM
KHMIIEYHHUKA;  pEIKue JETAIBHBIM UCXO0J0M
ClIy4au nieyca
(KMIIEeYHOM
HENpPOXOAUMOCTH) U
KHILIEYHON
o0CTpyKIIMH

Hapywenus co cmoponul

nevyernu u ofceﬂqeebleodﬂmux nymeﬁ

TI'ematut, mHOrIA
C JIETaJIbHBIM
HCXOJIOM,
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|
Ha

IIPEUMYILECTBEH
HO y HAIIMEHTOB C
COHYTCTByIOH_[I/IM
u
3a00/1€BaHUSIMHA
[eYeHu

HapyweHuﬂ CO CIMOPOHBL KOJHCU U NOOKOJICHLIX MKAHell

Ciyyan KOXHOM
KpacHO#
BOJTYAHKH,
OyJIJIC3HOW CBINH
(Taxoit KaK
MHOTO(OpMHas
spuTemMa),
TSKEIIbIe
KOXXHBIE peaKluu
(Takue KaK
CUHJIPOM
CruBenca-
JI>KOHCOHA,
TOKCUYECKU I
SMUIEPMATbHBIN
HEKPOJIH3,
OCTPBI
reHepaIn30BaHH
b1
9K3aHTEMAaTO3HbI
i MyCTYyJe3).
CooOmanocs o
pa3BUTUHU
H3MCHCHUMH,
MOI00HBIX
CKJIEPOJIEPMUH,
KOTOPBIM
00BIYHO
MpeAIIeCTBOBAI
nepudepuyecKkuit
auMmpocTas. B
HEKOTOPBIX
CIIyqasx B
pa3BUTHE  ITHX
COCTOSTHUI
BHOCWJIM  CBOH
BKJIJ] HECKOJIBKO
(bakTopoB, Takue
KaK
COTYTCTBYIOIIIHE
UH(pEKIHH,
OJTHOBPEMEHHO
MIPUHUMAaEeMBbIe

pyrue

Coo01manoch
ClTydasx
NI (0 (S) 005051

0

CTOUKOH
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Heuacto Peako eHL'Dk'ﬁﬁd": Yadroa H%n BeC T Ha
JICKapCTBEHHBIE
HpernapaThl u
COITyTCTBYIOIIINE
3a00J1€BaHUsA

Hapywenus co cmoponul ckenemuo-mululedHou u cOeOUHUmMenbHOU MKaHu

Coo0manoch 0 ciydasx pa3BUTHS MHO3HMTA TP MPUMEHEHUH JOI[ETaKCeNa.

Hapywenus co cmopoHbl nouex u Mo4esblg00sauux nymet

CoobOmanoch 00 yxyaumieHnd (QyHKIMHA MOYCK W PA3BUTHU TMOYCYHOW HEIOCTATOYHOCTH, B
OOJBIIMHCTBE  CIy4aeB  aCCOLMUPYIOIIMXCS  C  OJHOBPEMEHHBIM  NPUMEHEHHEM
HE(POTOKCHICCKUX MPETapaToOB.

Obwue HapyweHus U peakyuu 8 Mmecne 68e0eHus

Herugparauusi, OTEK [Tocne BBEJICHUA
JIETKUX JolleTaKkcena B JIPyroe
MECTO  HaOJII0JIAIOChH
BO3HUKHOBEHHE
peakuud B MeECTe
MIPEIIECTBYIOIIETO
BBEJICHUS
(BOSHUKHOBEHHE
KOKHOM peakuuu B
MecTe
MpEeIECTBYOIIEH
JKCTpaBa3aliu)

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxHo coo01math 0 mo103peBaeMbIX HEXKeNaTeIbHBIX PEAKIIHIX TOCTIE PETUCTPAIMY TIpernapara ¢
LEeNbl0 O0ECleueHus] HENpPEepPHIBHOTO MOHUTOPUHIA COOTHOLIEHUS «I0JIb3a — PUCK»
JIEKapCTBEHHOI'0 IMpenapara. MeIuIuHCKUM pabOTHUKAM PEKOMEHIYETCs COOOLIaTh O JIFOOBIX
MO/I03PEBAEMBIX HEXKENATEIbHBIX PEAKIUAX JeKapCcTBEHHOTO npenapara Jlonerakcen-IIpomomen
yepe3 HallMOHAJBHBIE CUCTEMBI COOOIICHHS O HEXETaTeNbHBIX PEaKIUsIX FOCyJAapCcTB — YICHOB

EBpazniickoro 5KOHOMHUYECKOr0 COK3a:

Poccniickas @enepanns

®denepanbHas ciyx0a 1Mo Ha30py B chepe 3ApaBOOXpaHeHUs

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekrponHas moura: pharm@roszdravnadzor.gov.ru

Caitt B UHGOPMAITMOHHO-TEIEKOMMYHHKAITTOHHOM CeTH «HTepHe™:

https://roszdravnadzor.gov.ru/
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4.9. Ilepeno3upoBka

CHMITOMBI

NMeercs HE3HAUMTETBbHOE KOJUMYECTBO COOOIICHHMH O Tmepenao3upoBke. (OCHOBHBIMHU
NPOSIBIICHUSIMU ~ TIEPEJIO3UPOBKH  SIBISUTUCh ~ TOJABJICHHE (PYHKIMH  KOCTHOTO  MO3Ta,
nepudepudeckas HeHPOTOKCUYHOCTh U MYKO3HT (BOCIIAJICHUE CIIM3UCTHIX 000JI0UEK).

JleueHue

B Hacrosiee BpeMs aHTHIOT K JIOIETaKCceNy HEM3BECTeH. B ciyuae mepemno3upoBKU OOJILHOTO
cieayeT rOCIUTAIN3UPOBAaTh B CIICHUATU3UPOBAHHOE OTICJICHHUE U TIIATEIbHO KOHTPOJIUPOBAThH
(GYHKIUIO KU3HEHHO BaXKHBIX OPTraHOB. BONBHBIM CleAyeT Kak MOXXHO OBICTpee Ha3HAYUTh

[-KC®. ITpn He0OX0AMMOCTH — CUMIITOMATHYECKasl TepaIusl.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOIiCTBA

®dapmakoTepaneBTUYECKas IPYyIINa: MPOTUBOOIMYX0JIEBbIE CPEICTBA; ATKAJIOUIBI PACTUTEIHHOTO
MPOUCXOXKACHUS U APYTHE IPUPOJIHBIEC BEIIECTBA; TAKCAHBI.

Kox ATX: LO1CDO02

MexaHu3M ASHCTBUS

Jlonerakcen — MPOTHBOOITYXOJIEBBIM Ipernapar pacTUTENBHOIO IMPOUCXOXKACHUS (M3 TPYIIIbI
takcouioB). CraOunusupyeT TyOyJlIMH B MHUKpPOTpyOOukax, NMpEnsTCTBYET MX pacmaay, 4To
HapyIlaeT Mpolecc AEICHHs OIyXOJIEBBIX KJIETOK. JlomeTrakcen 10iroe BpeMsi COXpaHseTcs B
KJIETKaX, I/1€ KOHLEHTPAaLUs €r0 JOCTUTaeT BBICOKUX 3HAYEHUH.

dapmakogngamMuyeckue 3P HeKToI

Kpome Toro, nonerakcen IposIBISET aKTUBHOCTH B OTHOIIEHMM HEKOTOPBIX, XOTS M HE BCEX,
KJIETOK, MPOAYLUPYIOIIMX B W30BITOYHOM KoiuuecTBe P-rimkomnporenn (P-gP), xomupyemsrit
TEHOM MHOXXECTBCHHOM PE3UCTEHTHOCTH K XHMHOTEpPAleBTHYECKHM Mpemaparam. In Vvivo
JIOLICTAKCENl HMEET IIUPOKUM CIEKTP aKTUBHOCTH B OTHOILIEHMHM OIyXOJE€Hd MbIIIEH U
IIEPEBUBAEMBIX OITYyXOJIEBBIX KJIETOK YEJIOBEKA.

Knuanueckas 3ddeKTUBHOCTD

S(I)CPCKTI/IBHOCTL J01ETaKCEIIa ObL1a JOKa3aHa B KIMHHUYCCKUX HCCICAOBAHUAX IIPU PaKE
MOJIOYHOM JKCJIC3bI, HCMCJIKOKJICTOYHOM PAKE JICTKOI'O, paKC ANYHUKOB, TOPMOHOPEC3UCTCHTHOM

pake IpeacTaTeIbHOM Kele3bl, pake KelyAKa, paKke roJ0BbI U LIEH.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA
dapMaKkOKMHETHKA JOIETaKcena He 3aBUCUT OT J03bl U COOTBETCTBYET Tpex(azHO

(apMaKOKUHETUYECKOH MOJIENIN C IEPUOIaMH MOTYBbIBEIeHU JUId o, B 1 ¥ a3, paBHBIMU 4 MUH,
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36 MuH 1 11,1 4, COOTBETCTBEHHO.

AOGcopouus

Tocre omHOUacCOBOH MH(Y3HH JoLeTakcena B 1o3e 100 Mr/mM? cpeHue 3HaUeHNs MAKCUMAIbHOM
KoHIeHTpauH (Cmax) JOIETaKCENA B TUIa3ME KPOBU COCTABJISUIH 3,7 MKI/MII C COOTBETCTBYIOIICH
IUTOINABIO IO KPHBOM «KOHIeHTpanusa-BpeMs» (AUC) 4,6 MKr-u/Mi1.

Pacnopenenenne

Cpennue 3HaueHU A7 00ILIEro KiIMpeHca U 00beMa pactpeieieHus: B PABHOBECHOM COCTOSTHHU
cocraBis 21 m/a/M? u 113 11, COOTBETCTBEHHO. 3HAUCHMS OOIIEro KIMpPEHca JOIETaKceNna y
pa3HbIX NAIlMEHTOB pa3InyalIuch Npuban3uTesnbHo Ha 50 %.

Buorpancdopmarus

JHomerakcen Oonee dyem Ha 95 % cBs3pIBacTcs C OelkamMH TUTa3Mbl KpoBU. Jlorerakcen
MOJIBEPIraeTcsi OKUCICHHUIO TPEeT-OyTUIIOBOM S(UPHONH TpyHmbl C MOMOIIBIO H30(PEPMEHTOB
uuroxpoma P450.

DJIMMUHALHS

[Tocne okwuciieHHs] nOlLETaKCcesl B TE€UEHWE 7 JIHEW BBIBOAUTCS d4epe3 Mouku ¢ mouoit (6 %
BBEJICHHO J103b1) U Yepe3 )KeNyI0YHO-KUIIIeUHBIH TpakT ¢ KajaoM (75 % BBeaeHHOH 103b1). OKOJI0
80 % oT BBEAECHHOM 035! JOIETAKCENa B TeUeHHE 48 4 BEIBOJUTCS C KAJIOM B BUAE META00IUTOB
(OCHOBHOT'O HEAKTUBHOTO METabOIMTa ¥ TPEX MCHEE 3HAYMMBIX HEAKTHBHBIX METa0OJIMTOB) U B
OUYCHb HE3HAYNTEILHOM KOJIMYECTBE — B HEM3MEHEHHOM BHJIC.

dapMaKOKMHETHKA JIOIeTaKcella HE 3aBUCHUT OT Bo3pacTa M moja mamueHta. Ilpu cmabo u
YMEPEHHO BBIpaKEHHBIX HapylleHusx GyHkiuu neyenu (akruBHocts AJIT u ACT >1,5 ux BI'H
B COUYETAaHUHU C aKTUBHOCTHIO IMIENOYHOU (ocdaTazbl >2,5 BI'H) oOmuit kimpeHc morerakcena
CHWKaeTcs B cpeHeM Ha 27 %.

[Tpu cnaboit unmu yMepeHHOH 3a1epKKe KUKOCTH KIIMPEHC JolleTaKkcea He MEHSIETCsI; CBeJIEHU I
0 ero KIUpEeHCe TNpU BBIPAKEHHOW 3a7epkKKe >XKHUIKOCTH HeT. [lpu KOMOMHMpPOBaAaHHOM
NPUMECHEHUN JIONICTAKCeNl HE BIMSCT HA KIMPEHC JOKCOPYOWMIIMHA W KOHIICHTPAIIHIO
JIOKCOpyOuImHoIa (MeTaboInTa JOKCOPYOUIIMHA) B TUIa3Me KPOBH.

dapMaKOKMHETUYECKHE TIOKa3aTeNu JoIleTaKcena, JOKcopyOounuHa u uukiodochamuga He
U3MEHSJIUCh TP HMX OJHOBPEMEHHOM mNpuMeHeHuH. KamenmuraOuH He BIUsSET Ha
dapmakokuHeTuky gomnerakcena (Cmax, AUC), a nmomerakcen, B CBOIWO OYepe/b, HE BIUSACT Ha
(dbapMakOKMHETHUKY KarenutaduHa W Haumbojee BaXXHOrO MeTadoiHWTa KamneruTaOuHa
(5'-DFUR).

Knupenc porerakcena mpu KOMOWHHUPOBAHHON Tepamuyl C IUCIUIATHHOM HE MEHSETCS IO
CPaBHEHHIO C €TI0 KIIMPEHCOM P MOHOTEPAITHH.

dapMaKOKMHETUYECKUH MPO(UIIb IKUCIIIIaTUHA, BBOAUMOTO BCKOPE Mocie HH(Y3UH JT0IIeTaKcena,
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f
HE OTJIMYAJICA OT TaAKOBOI'O ITPU BBEACHHUUN OJHOIO _ITHUCIILII

[Ipenau3on He BaMseT Ha (HhapMAaKOKWHETHKY JIOIETaKceda, BBOJMMOIO MOCJIE CTaHIApTHOU
[IpPEMEIUKALIUN JEKCAMETa30HOM.
KomOunupoBaHHas Tepamnusi JOLIETaKCEIOM, IUCIUIATUHOM U (TOPYpaLMIOM HE U3MEHSET UX
(bapMaKOKMHETHUECKUX MOKa3aTeNeH.

eTH
VY nerell ¢papMaKOKMHETHYECKHE IOKA3aTeNd MPU MOHOTEPANUU JOLETAKCENIOM M TEparuu
JIOLIETaKCeJIOM B KOMOUWHAILIMY C MUCIUIATUHOM U (PTOPYpALHIIOM ObUIM aHAJIOTMYHBIMH TaKOBBIM

y B3pOCIIBIX.

6. PAPMAIIEBTUUYECKHE CBOMCTBA

6.1. [lepeyeHb BCIOMOTraTebHBIX BelIECTB
[Tonucopbat 80

Jlumonnas kucnora 6e3BoaHas (s koppekuuu pH)

DrtaHon 0e3BOIHBIN

6.2. HecoBMecTUMOCTH
JlaHHBI JIEKapCTBEHHBIA Mperapar He CIEAyeT CMEIIMBaTh C JPYTHMMHU JICKApPCTBCHHBIMH

npenaparamMu, 3a UCKJIKOUYCHUEM YIIOMAHYTBIX B pa3Jiciic 6.6.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

2 rona.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuth B xonoauibHuKe (2—8 °C). XpaHUTh B OpUTMHAIBHOM yIakoBKe (Mayke/KopoOke).

6.5. XapakTep u cojep:kaHHe MEPBUYHOI YTAKOBKH

Mozupoexa 10 me/mn:

[To 2 mn, 8 miu, 16 M Bo (JIakOHBI CTEKJISIHHBIE, TEPMETHYHO YKYMOpPEHHBIC PE3MHOBBIMHU
npoOKaMu, 00KaThle KOJIMaYKaMH alFOMUHUEBBIMU W KOMOMHUPOBAHHBIMHU.

Ho3zuposxa 20 me/ma:

ITo 1 mm, 2 M, 4 Mo, 5 mu, 5,5 Mo, 6 Mo, 6,25 mi, 6,5 M, 7 M, 7,5 M, 8 M BO (purakoHbI
CTEKJISTHHBIC, TEPMETHYHO YKYMOpPEHHBIE PE3WHOBBIMH MPOOKaMHU, O0XKaTble KOJIMaYKaMHu
ATIOMUHHUEBBIMU WM KOMOMHUPOBAHHBIMHU.

Ho3zuposxa 40 me/ma:

ITo 0,5 mn, 1 M, 2 mu1 Bo (JIaKoHBI CTEKJISIHHBIE, T€PMETUYHO YKYNOPEHHBbIE PE3NHOBBIMU

HpO6KaMI/I, 00’kaThIe KOJIMAaYKaMH aIFOMHHUEBBIMHU HIIH KOM6I/IHI/Ip0BaHHBIMI/I.
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ITo 1, 5 nium 10 ¢1akoHOB ¢ IpemapaToM BMECTE

MOMEIIAIOT B IAUKy U3 KapTOHA.
[To 50 ¢nakoHOB ¢ UPUIOKEHHEM PABHOTO KOJIMYECTBA HHCTPYKLUUH MO MEIUIIMHCKOMY

MPUMEHEHHUIO NTOMEIAl0T B KOPOOKY U3 KapTOHA (IS CTAlMOHAPOB).

6.6. OcoOble Mepbl NPEeIOCTOPOKHOCTH TNPH YHUYTOKEHHMH HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenaparta WJIM OTX0A0B, TMOJYYEHHBIX [OCJie NpPUMEeHEeHUs:
JIEKAPCTBEHHOTI'0 NMPenapara u Apyrue MaHUIMYJIALIHUHU ¢ PenapaToM

WHCTPpYKINS 110 TPUTOTOBICHUIO PACTBOPA JIJISI I/IHd)V3I/II71

Konyenmpam ons npueomoenenus pacmseopa ons un@ysuti 10 me/ma, 20 me/ma, 40 me/mn
Honerakcen-IIpoMomen1, KOHIIGHTPAT JUIsi IPUTOTOBIICHUS pACTBOPA ISl UHPY3UIL, HE HYKIaeTCs
B [IPE/IBAPUTEIILHOM Pa3BEACHUU PACTBOPUTENIEM U YK€ TOTOB AJis J0OaBIeHUS B HH(Y3UOHHBIN
pacTBop.

Kaxnpiii ¢uiakoH npeaHasHadeH JUIsi OJHOKPATHOTO NPUMEHEHHS M JIOJDKEH OBITh cpasy Ke
UCTIOJIb30BaH.

Eciu ¢mnakoHbl ¢ mpenaparoM XpaHUIUCh B XOJOJWIBHHUKE, TO TEpell pa3BeIeHHUEM HUX
HEOOXOJMMO B TEUEHHE 5 MHHYT BBIIEp)KaTh NMPU KOMHATHOH Temmeparype (Hmwke 25 °C).
Heob6xoauMelit 00beM KOHIIEHTpaTa JoleTaKceNa AJisi MPUroTOBICHHUS HH(PY3HOHHOTO PacTBOpa
10 mr/mu, 20 mr/mit, 40 Mr/mit B COOTBETCTBHH € TPEOyeMO# 10301 B aCENITUYECKUX YCIOBHSIX
U3BJIeKaeTcs U3 (PIAaKOHOB C MOMOIIbIO OJHOIO I'PAAyHPOBAHHOTO INIPHUIA, COESAMHEHHOIO C
UTJION, ¥ BBOJIUTCS B MELIOK /sl MHQY3uil min iakoH ¢ 5 % pactBopoM aekctpossl wiu 0,9 %
pacTBOpPOM HATpHs XJIOPHAA IO KOHIICHTpaluu jorerakcena He Oosee 0,74 mr/min (BBeneHue
MIPOBOIUTCS ITyTEM OJTHOKPATHOTO BBEJICHHSI B MHPY3MOHHYIO EMKOCTh BCE HEOOXOIMMOM JI0361).
Conmepxxumoe Memka Uit MHQY3ud wnu  (rakoHa criegyeT nepememiaTb € IOMOLIbIO
BpalaTeabHbIX JABWXKEHUHA. MH(y3Us MOTYyYyeHHOTO pacTBOpa JODKHA OBITh INPOBEICHA HE
no3aHee 4 9 Tocie MPUTOTOBJICHUs (BKItovast | 4 BBeJEHWS) NPU XpaHEHUHM NPU KOMHATHOM
temneparype (ke 25 °C) 1 0ObIUHBIX YCIOBHUSIX OCBEIIEHHOCTH.

KoHuenTpar m1s mpurotoBiieHUsl pacTBopa ais uH(py3uil npenapara Jlonerakcen-ITpomomen,
10 mr/mn, 20 mr/mi, 40 mMr/mit, u pacTBop U HH(QY3UH, KaK U JIOObIE IpyTrue mpemnaparsl i
MapeHTEepaIbHOTO TIPUMEHEHHUs, HeOOXOAMMO OCMAaTPHUBAThH IEpell BBEACHUEM; MPH HATUYAU
0cajika pacTBOp CJIEIyeT YHUUITOXKHUTh.

Obpawenue u Mmepvl nNpedOCMOPOACHOCMU npu obpaweHuu ¢ npenapamom [loyemaxcen-
Ilpomomeo

[Tpenapar Jlouerakcen-IIpomomen siBisieTcs TPOTUBOOIYXOJIEBBIM MIPENAPATOM; KaK U B CIydae
JIPYTUX TIOTEHIMATBHO TOKCHYECKHX BEUIECTB, HEOOXOAMMO COOIOIaTh OCTOPOKHOCTH TIPU €TO

MNPUMCHCHUN U TPUT'OTOBJICHHUU PACTBOPOB. PeKOMeH,Z[yeTCH MMOJIb30BATLCs TCPUYATKAMMU. Eciu
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pactBop npenaparta [Jonerakcen-ITpomomen ninu I/IHd)VgH'&{I;H;h;II E%%'ﬁ%%g‘r'a hﬂﬁgﬁ%‘;}:en-

[Ipomomen monagaeT Ha KOXY, TO €€ CJIeyeT HEMEIJICHHO TIIATEeIbHO BEIMBITH BOJIOM C MBLUIOM.
[Tpu monaganny KOHIIEHTpATa WU WHPY3UOHHOTO pacTBopa mpenapara Jlomnerakcen-IIpomomen
Ha CIIM3UCThIE 000J0YKU UX CIEAYyEeT HEMEUICHHO TIIATEIbHO IPOMBITH BOIOM.

Yrunuzanus

Bech ocraBmmiics jekapCTBEHHBIN MpenapaT U OTXOJIbI CIEAYET YHUUTOXHUTh B COOTBETCTBUU C

YCTaHOBJICHHBIMH HAIMOHAJIbHBIM 3aKOHOAATCIILCTBOM TpC6OBaHI/ISIMI/I.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas @enepanus

000 «ITPOMOMEJ PYC»

Anpec: 129090, r. MockBa, mpocriekT Mupa, mom 13, ctpoenue 1, oduc 13
Tenedon: +7 (495) 640-25-28

DnekTpoHHas modra: reception@promomed.pro

7.1. llpeacraBuTe/b JepKATENsA PETHCTPALMOHHOIO Y10CTOBEPEHHUS

[Iperen3uu norpeduTeel HaIPaBIATh 110 AAPECY:

Poccuiickas ®@enepanus

000 «ITPOMOME/] PYC»

Anpec: 129090, r. MockBa, npocnekT Mupa, 1om 13, crpoenue 1, oduc 13
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (kpyrI0CyTOUHO)

Onekrponnas modra: hot_line@promomed.pro

8. HOMEP PETUCTPAIIMOHHOTI' O YJOCTOBEPEHUS

9. TATA NEPBUYHOM PETUCTPALIMUA (IIOATBEPKJIEHHUSA PETMCTPAIIMU,
INEPEPETUCTPAIIN)

[lata nmepBoii perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

OO6mas xapakTepucTUKa JIEKAPCTBEHHOIO Mpenapara JOCTyllHa Ha MH(OPMAlMOHHOM MOpTaje
EBpasuiickoro 3KOHOMHYECKOrO CcoOo3a B HH(DOPMAMOHHO-KOMMYHHUKAIlMOHHOM  CETU

«WuTepuer» http://eec.eaeunion.org/.
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