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1. KIACCUOPUKALUNA N ONPEAENEHUE CTAANU

1.1. Onpepenexue kateropun T, N, M

[na onpegeneHna ctagnn paxka nuuiesosa () ncnonbsyetca knaccmoumkayma TNM
(UICC, 8-e u3panue). Mpu onpegenernn ctaguu PN B knaccudmkauymuax UICC u AJCC ncnonsb-
3yl0TCA MAeHTUYHbIe KpuTepun TNM (taba. 1). MaTtoMopdonormyeckme kateropum pT, pN v pM
COOTBETCTBYIOT KANHMNYECKUM XapakTepucTukam cT, cN n cM.

Ta6auua 1. Cuctema cTagnpoBaHus paka nuuesoga no TNM (UICC, 8-e nsgaHue).

MepBuyHas onyxonb

Tx MepBrYHan onyxonb He MOXKeT BbITb OLleHeHa

T0 HeT npu3Hakos nepBrYHOI Omyxonu

Tis KapuwuHoma in situ/ gncnnasuns BbICOKOI CTeneHn

T MpopacTaHue onyxonu B COBCTBEHHYIO MAACTUHKY MW MOACAU3MUCTLIN C0I
Tla Onyxo/b BOB/IeKaeT COBCTBEHHYIO MNACTUHKY UM MbILIEYHYIO NAACTUHKY CM3UCTON 060N104KM
Tib Onyxonb NnpopacTaeT NOACAU3UCTbIN CNION

T2 MNpopacTaHue Mblllie4HOro coa

T3 MpopacTaHune aaeHTMLMM

T4 MpopacTaHue npuaerarwmx CTpyKTyp
T4a Mnespa, 6plolwmnHa, nepukapa, Avadparma, BeHa azygos
T4b Mpunexauine aHaTOMUYECKMEe CTPYKTYPbI: @0PTa, MO3BOHKM WM Tpaxes
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Peruouapuble IIVIMq)aTM‘leCKVIe y3Abl

Nx PervioHapHble IMpaTUYECKIE Y3/bl He MOTYT 6biTb OLLeHeHbI
NO HeT MeTacTa3oB B perMoHapHbIX IMMdaTUHeCKnX y3nax

N1 MopaeHue 1-2 pervioHapHbIx IMMdaTUYECKX Y3108

N2 MopaxeHue 3-6 pernoHapHbIX IMMPaTUHECKUX Y3/10B

N3 MopaxeHue 7 v 60/1ee pervoHapHbIX IMMGaTUHECKNX Y3/10B

OTpaaneHHble MeTacTasbl

MO

OTAaneHHbIX MeTacTasoB HeT

M1

OTpganeHHble MeTacTasbl eCTb

1.2. PernoHapHbie nMMmpaTnyeckme y3nbi

Pel’MOHaPHbIMM ABNAKOTCA cCaejytolmne rpynnbl /WIMCI)aTI/I‘-IeCKI/IX y3nos:

npecKaneHHble;
BHYTPEHHWE APEMHbIE;

BEPXHME U HUKHME WeliHble;

WelHble OKONOMULLEBOAHbIE;

npeTtpaxeanbHole (6unatepanbHbie);

NMMaTUYeCKMe y3/bl KOPHA NIeTKOro (unatepanbHbie);

BepXHMe napassodareansHoie (Bbilue v. azygos);

6MdypKaLNOHHbIE;

HUKHUME MapassodareasnbHble (HUKe V. azygos);

3aAHne MeAnacTUHaAbHbIe;

AnadparmanbHele;

nepuractpasbHble (Mpasble v eBble KapauabHble, TMMdaTUYECKUE Y3/1bl BAONb MANOM
KPUBM3HbI, BAO/Ib 6O/bLWOM KPUBU3HbI, CyNpanuaopuieckue, UHGpanuIopuieckue,
AMMPATUYECKME Y3/1bl BAO/Ib I€BOM HeNYyAOUHON apTepun).

KaTeropua pNO MoxeT 6biTb yCTaHOB/IE€HA TO/LKO NocaAe AMMPoanccekLnm c natomoppo-

NIOrNY4eCKNM n3sy4eHnem He MeHee 7yAa/‘IeHHbIX ﬂMM¢Oy3/10B (I'IPI/I OTCYTCTBUU B HUX MeTaCTa3OB).

1.3. CteneHb gndpPepeHUNPOBKM ONyX0N

Beigensiot cnegytowme ctenenn gudpdepeHuymposku npu Pr:

Gx — cTeneHb AndpdepeHLMPOBKM ONYXOAN He MOXKET BbITb ONpejeneHa;
G1—BblcokoanddepeHLMpoBaHHanA ONYXOb;

G2 — yMepeHHO AnddepeHLMpOBaHHAA OMYXOb;

G3 — HuskognddepeHyMpoBaHHan ONyXob;

G4 — HeanddepeHUMpOBaHHAA OMYXOb.
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1.4. OTpaenbl nuweBoaa

[pun oueHKe JIOKanM3aLnmn BepxXHero noatoca onyxonum ¢ nomouwbto IMAC ncnosnbsyerca
cnepyloulee AeeHne MULWEBOAA B 3aBUCUMOCTH OT PAaCCTOAHUA OT Pe3L,0B (PacCTOSAHNE MOXKET
BapbupoBats) (Taba. 2).

Ta6nuua 2. Tonorpaduueckas kraccudukaLma paka NuLLeBoAa B COOTBETCTBUM ¢ Kogamu MKB.

Jlokanusaumsa T
. | B nMwesoge AHaTOMMYeCKMe rpaHULbI unnuHoe
AHaToMMUYecKni paccrosHue
otaen nuuwesoga | Kog ICD-O-3 HasBaHue IpaHuybl OT pesuoB, CM.
LerHbiin oTaen C15.0 BepxHas OT rnoTKM A0 APEMHOW BbIPE3KM 15-20
TpeTb rpyavHb
TpyaHoii oTaen C153 BepxHas OT ApeMHO BbIPe3KY rpyAVHbI 20-25
TpeTb 10 HWKHEro Kpas Ayrvi HenapHoit
BeHbI
C15.4 CpeaHsasa OT HVKHero Kpas Ayru HenapHow 25-30
TpeTb BEHbI /10 HKHErO Kpas HKHeN
NeroYHow BeHbl
C15.5 HwxHan OT HVKHEro Kpas HUXHeI NeroyYHo 30-40
TpeTb BeHbl /10 MNLIEBO/HOrO OTBePCTUA
Anadparmbl
A640MVHaNbHbIN C15.5 HwxkHAas OT NnwEeBoAHOro 0TBEPCTMA 40-45
otaen TpeTb Avadparmbl 40 NULLEBOAHO-KeNYA04-
HOro nepexoga
C16.0 EGJ/kapamns | Onyxonb BOBAEKaeT NULLEBOAHO- 40-45
eNyA0UHbI Nepexoy, ee aNULEHTP
He HUXKe 2 CM OT Z-MHWUK

B AnarHose yKkasblBaeTCA OTAEN, r4e pacrnonoXKeH LeHTp onyxonun. Cay4am nepBUYHO-MHO-
eCTBEHHOrO OMyX0/1eBOro MOPaXeHUa NULeBoAa caejyeT kaaccupuumposaTs kak [TM30,
CMHXPOHHOE TeyeHue: 1) pak cpegHerpyaHoro otaena C15.4, 2) pak HUKHerpyAHOro ot4ena
C15.5 c ykaszaHueM ctagum no TNM gnd KaxA0W 1oKannsaymm.

1.5. AaeHoKapuMHOMa NULLEBOAHO-XKeNyA04HOro nepexoaa

AZeHOKapLMHOMbBI NUILEBOAHO-XeNYJ04HOro nepexoja € aNULEHTPOM pocTa Bbille
Z-IVHUW, Ha YPOBHE Z-MHWUM U A0 2,0 CM HVXKe OT Z-IMHUM KAacCMPULMNPYIOTCA U CTagnpyoTca
Kak P (I-11 Tunbl no 3usepTy). ONyX0a1 MUIWEBOAHO-KEAYAOYHOMO NEPEX0Aa C IMULEHTPOM
pocTa guctanbHee 2 cM oT Z-aunuu (11l TR no 3uBepTy) KNaccuGULMPYIOTCA U CTaAUPYIOTCA
KaK paK xesyfKa BHe 3aBUCUMOCTM OT BOB/€YEHUA B ONYXO/1eBbI MPOLECC CaMOoro nuue-
BOAHO-XenyAo4Horo nepexoga. Onyxonu nuueBogHO-XenyAao4Horo nepexoga | n Il Tuna
noAnexart ie4eHUIo COrnacHo aaropmtmam, cootsetcrayowmnm Pr. Onyxonum Il Tuna noa-
NeXaT NeYEeHMNI0 COrNaCcHO arOpMTMaM, COOTBETCTBYIOWNM PaKy XenyaKa.
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1.6. FpynnupoBKa paka nuuiesopa no craguam

B tabn. 3 n 4 npeacTasneHa rpynnupoBKa Pl mo aHaTOMUYECKMM 1 MPOrHOCTUYECKNUM
KpuTepuam.

Ta6auuya 3. Knaccudukauma n1ocKoKNeTOUYHOro paka nuieBoa no CTaguam.

Knunnyeckas (c) Matorucronoruyeckas (p)
Cragua 0 Tis NO MO | Cragmsa O Tis NO MO
Cragus | T NO, N1 MO | CragwmalA Tla NO MO
Cragua IB T1b NO MO
Cragua ll T2 NO, N1 MO | Craguslla T2 NO MO
T3 NO MO | Cragms llb T N1 MO
T3 NO MO
Cragua lll T, T2 N2 MO | Craguallla T N2 MO
T3 N1, N2 MO T2 N1 MO
Cragus Ilib T2 N2 MO
T3 N1, N2 MO
T4a NO, N1 MO
Cragwmsa IVa T4a, T4b NO, N1, N2 MO Cragmsa IVa T4a N2 MO
nobas T N3 MO T4b nobasa N MO
nobaa T N3 MO
Cragua IVb nobas T ntobas N M1 Cragus IVb nobas T nobas N M1

Tabnuua 4. Knaccudukaums ageHOKapLUMHOMBbI NULLEBOAA MO CTAANAM.

KnunHunyeckas (c) MaTorucronoruyeckas (p)
cTagus 0 Tis NO MO | ctagua O Tis NO MO
cragus | T1 NO MO | ctagua lA Tla NO MO
cTaaus IB T1b NO MO
cTagus lla T1 N1 MO | cTagwmsalla T2 NO MO
cragms lib T2 NO MO | cTagms llb T N1 MO
T3 NO MO
cragus lll T2 N1 MO | cTtagmsallla T1 N2 MO
T3, T4a NO, N1 MO T2 N1 MO
cTagusa llib T2 N2 MO
T3 N1, N2 MO
T4a NO, N1 MO
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Knunnyeckas (c) Matorucronoruyeckas (p)

cTagus [Va T1-T4b N2 MO | cTtagmsaIVa T4a N2 MO
T4b NO, N1, N2 MO T4b mobas N MO
nobas T N3 MO nmobas T N3 MO

cTagus IVb nobaa T nobas N M1 ctagus IVb nobas T nobas N M1

2. AMATHOCTUKA

JNA NoCTaHOBKW AMarHo3a, onpeAeneHns KAMHUYEeCKOW CTaAnM U BbIPaboTKN TaKTUKK
NeYyeHWs B NaaH 06CeJ0BaHNA JOJIKHBI BXOAUTb CeAytoline npoueaypsl:

+  3rACno3BosnseT NONYYUTb MaTepuan 418 MOPHONOrNYECKOrO NOATBEPKACHUA ANArHO3a,
a TaKXe OLEeHUTb PacNpoOCTPaHEHHOCTb NEPBUYHOIM OMYXOAN MO NULLEBOAY; C Lie/ibio
NOBbIWEHNA MHPOPMATUBHOCTY METO/a MOTYT MPUMEHATLCA TaKMe METOAMKN KaK XpOMO-
3H/AOCKOMNNA, 3HAO0CKOMMNA B Y3KO-CNeKTPabHOM My4Ke CBeTa, ayTopoopecleHLmns;

© MynbTMdOKanbHas 6uoncus onyxonm (He MeHee 5 GparMeHToB) C NaTOMOPHOIOTUYECKUM
nccaef0BaHMeM ONyX0AeBOM TKaHU; MPU ajleHOKapLUMHOME NMILEBOAA PEKOMeHayeTCa
onpegenexve runepakcnpeccun HERZ;

*  PEHTreHON0rMYecKoe MccnejoBaHme NULLEBOAA C KOHTPAcTMPOBaHMEM; B HacToALLee
BPEMS ero BbiMOAHEHNE PEKOMEHAYeTCA /1 OLEeHKWN pacnpoCTPaHEHHOCTHU ONyX0oiun
B C/ly4ae CTeHO3a, He MO3BOAAWEro BbiNoAHNTL [/C, a TakKe ANA ANarHOCTUKK Ony-
XO/1eBbIX CBULLEN;

+ KT opraHoB rpysHOM KJeTKM 1 6PIOLWHON NOSIOCTU C BHYTPUBEHHBIM KOHTPACTUPOBAHUEM;
BbINONHAEGTCA ANA OLEHKN COCTOAHNA PETMOHAPHbIX nvmd)amqecxmx Y310B U UCKAOYEHUA
OT/aNeHHbIX MeTacTa3oB; N0 CPaBHEHMIO C 3HA0-Y 3/ obnasaeT MeHble YyBCTBUTENLHO-
ctbio (0,5), Ho 6osblieit cneunduuHocTso (0,83) B AMArHOCTUKE permoHapHbIX MeTacTasos;
ANA OTAANEHHbIX METAaCTa30B 3TOT NOKasaTesb cocTaBnaeT 0,521 0,91 cooTBETCTBEHHO;

+ O®OBCBbINOAHAETCA NPM ONYXOAAX MWLWEBOAA A8 UCKNIOYEHNA MHBA3WMN B TPAXeto U r1aBHbie
6pOHXM; BPOHXOCKONMNA N 3HAOCKONMA BEPXHUX AblXaTeIbHbIX NMyTei TakKe no3sonaeT
NCKNOYUTb CUHXPOHHYO ONYXO/1b 061aCTV FONOBbI U WeEN Y nauneHTOB C N/IOCKOK/1eTOY -
HbIM paKoM;

+  3HAO0-Y3W aBnaetca Hanbosnee MHGOPMATMBHLIM METO/OM B OLleHKe ry6uHbI MHBa3MK
OMyXOJ/IN B CTEHKY NULEBOAA (CMMBOA T), a TAK)Ke MO3BOAET C BBICOKOM TOYHOCTbIO (4yB-
cTBUTENBHOCTL — 0,8 M cneynduyHocTb — 0,7) OLLEHNTb COCTOSIHNE PErvOHaPHBIX IMM$O-
KONNeKTOPOB; ANA 60/Nee TOYHOrO NpeAonepaLMOHHOro CTaANPOBaHNA U ONpe/eerHun
TAKTUKN ne4yeHNA BO3MOXHO BbINMO/IHEHNE I'IyHKLU/IOHHOI‘/‘I 6uoncum MeAMnaCTUHA/IbHbIX
nMmMdaTUHeCKMX Y310B;

+ M3T-KT (c 18DAT) ManonHpopMaTUBHA AR ONPeESENEeHNA COCTOSHUSA NEPBUYHOM OMyX0N
(T) v pervonapHbix anMdpaTudeckmx ysnos (N), Ho no cpasHeHuto ¢ KT geMoHCTpupyeT
6onee BbICOKYIO HYBCTBUTENBHOCTb U CNEeLMPUYHOCTE B 06HAPYKEHNUMN OTAaNeHHBIX
MeTacTa3os; MN3T-KT pekoMeHAyeTCA BbINOAHATL B TOM C/Ay4ae, eCAN Y NauMeHTa HeT
OTAa/NI€HHbIX METACTa30B Mo AaHHbIM KT;
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+  MoneKkynapHo-reHeTn4eCcKoe TeCTUpPOBaHMUe:

- TMpUOTATOWEHHOM CeMeHOM aHaMHe3e Noka3aHo onpejeseHune ctatyca MSl B ony-
Xonu;

— NPV N10KaNNM30BaHHOWM ajleHOKapLuMHOMe NuuLeBoja, Korga naaHMpyeTca nposeje-
HuWe NpeAoNepaLMOHHON XMMMOTEepanumn, peKoMeHAyeTCs onpejesieHne B ONyXoaun
skcnpeccum HERZneu, ctaTyca MSI;

- NPV NAaHUPOBAHMM NOCAEONEPALMOHHON UMMYHOTepanuu HuBoaymMabom npw li-Ill
CTaAWM (MNOCKOKIETOUHBIA paK 1 aAeHOKapLMHOMa) Nocae NpeAonepayoHHOM
XMMWUONYHeBO Tepanumn peKkoMeHAYyeTcA onpejeneHne B onyxoau skcnpeccum PD-L1
(Cps);

- NpWNAaHUpOBaHUU NanamaTnBHo XT NpM NOCKOKNETOYHOM paKe peKOMeHyeTca
onpegaenexune akcrpeccuun PD-LT (TPS u CPS), npu ajeHoKapLUHOME PEKOMeHAY-
eTcsA onpegenenue ctatyca MSI, skcnpeccun PD-L1 (CPS) u akcnpeccun HER2.
Mpn HER22 + c uenblo NoATBEPXAEHUA aMNANPUKALUN FeHa PEKOMEH/AYeTCA BbINO-
HeHune FISH.

3. IEMEHUE

OCHOBHbIM MeTOZ,0M Nlederus P ABNAETCA XUPYPruYecKkuit, 04HaKo Hey,0BNeTBOPUTE/Ib-
Hble OTAa/NleHHble pe3y/bTaThl 3aCTaBNAOT KOMOMHUPOBATbL ONepaTUBHOE BMelaTebCTBO
¢ XT van npegonepaumoHHoi X/1T.

3.1. Craguma Tis, la (cTis-1aNOMO)

Mpu pocTe onyxoau B npegenax camsnctoi o6onoukm (Tis, TITaNOMO) pekoMeHayeTcs
BbINO/IHEHWE 3HAOCKOMUYECKOM Pe3eKL N CAN3UCTON 060N104KM NULLEBOAA MU IHAOCKONM-
4eCKOMN ANCCEKL MM NOACAU3UCTOrO CN0A. DHAOCKOMMYECKan peseKLma ABAAETCA MEeTOAOM
Bbl6opa npu Pl insitu u npu TAXenom gncnnasum. Kpome Toro, MeToz ycnewHo npuMeHaeTcs
NPV ONyXONfAX MULLEBOAA, HE BbIXOAALWMX 33 NpeAebl CIN3NCTON 060104KHN, Y 6ONbHbIX,
MMEeoLWMX 3HAYNTENbHbIA PUCK XUPYPTUYECKMX OCNOXKHEHUI. [1pn 3TOM 5-1eTHAA BbIXKMBae-
MoCTb gocTuraet 85-100%.

I'Ipm HEBO3MOXHOCTU BbINO/THEHNA SHAOCKONNYECKOro 1e4eHUA BO3MOXHbIMU BapuaH-
Tamu nedeHus npu Tis u Tla aBnstotca azodparakTomus, X/1T, 6paxutepanusa, a npu gucnaasunm
nTis—OAT.

3.2. Cragumsa clb-lla (cT1b-2NOMO)

OCHOBHbIM METOAOM /Ie4eHNA ABAARTCA XUPYPrUYECKNIA, MPOBeAeHNe JONONHUTENbHON
XT nan XNT He peKoMeHAyeTCA. JINb NpU HEBO3MOXHOCTH XUPYPruyeckoro nevenus (oTkas
nauuenTa uam GYHKLMOHaAbHbIE MPOTUBOMOKAa3aHUsA K XUPYPru4eCcKoMy Ie4eHIo) MPOBOAUTCA
X/T B caMocToATeIbHOM BapuaHTe (cM. pasgen 3.2.3.3).

Y 0TAe/IbHbIX COXpaHHbIX 60/1bHbIX PAKOM LIEeRHOro OTAeNa NULEBO/Aa NPU HAANYKUKM OCTa-
ToYHoW onyxonu nocse X/IT BO3MOXHO BbINO/HEHWE XMPYPTUYECKOT0 1eYeHUA, MaKCUMabHbIN
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06 beM KOTOPOro MOXeT COOTBETCTBOBATb 1aPUHIodpapuHroszodarsKToOMMM C pasiNiyHbIMU
BapunaHTaMu NnnaCcTUKM nuuiesoja U ro/ioCoOBbIM NpoTe3npoOBaHNEM.

OcHoBHbIM BUAOM onepauuv npu P aBnaeTca cybToTanbHan pesekyma nuwesoja C 04H0-
MOMEHTHOW BHYTPUMN/IeBPa/bHON NAaCTUKOM CTebneM xenyzAKa v CerMeHTOM TOACTOM KULWKN
c bunatepasbHOM ABYX30HabHOW MeANACTUHANBHOW IMMPOANCCEKLMEN U3 KOMOUHUPOBAH-
HOrO /1aNapoOTOMHOrO M MPaBOCTOPOHHErO TOPAKOTOMHOIO AOCTYNOB (onepauus Tuna Jiblouca)
¢ bopMmnpoBaHMeM aHaCTOMO3a B anepType NpaBoi NAeBpasAbHOM MNONOCTU Bbllle YPOBHA
v. azygos. [pun noKannsaLMm onyxonu Boile YpoBHA 6UPYpKaLUM Tpaxen peKoMeHA0BaHO
BbIMO/IHEHME 3KCTUPNaLuu nuuiesoa c GOpMMPOBaHMEM aHACTOMO3a Ha Lee.

B LeHTpax c HanMy4MeM 0CTaTOYHOr0 OCHaLLeHNA 1 06yYeHHbIX CNeLMaancToB BO3MOXHO
BbIMO/IHEHNE XUPYPIrUYECKOro e4eHUs C NPpUMeHEeHNeM MaloMHBa3MBHbIX BMellaTeNbCTB
(Topakockonua u/unu nanapockonus) Npu yCn0BUM COXPaHeHUs 06 BEMOB XMPYPrUYeCcKoro
NedveHnA. ManoVMHBa3UBHbIE TEXHOIOMUMN CMOCOBCTBYIOT CHUXKEHWNIO HAaCcTOThl U CTEMNeHN
TAXeCTM nocneonepaumoHHbIX OCNIOXHEHUN.

Bbi6op MeToza XMPYPruyecKoro 1e4eHuna Npu onyxoaun nuuLeBoAHO-XKeNyJ04HOro nepe-
X0/a onpejenfeTca ee A0KaAn3aLunen:

Mpw pake | Tuna no 3meepTy BbINOHAETCSA onepaumns Jiblonca (OTKPbITbIM AU Ma/loUHBa-
3MBHbIM AOCTYMOM). B UCKIOUNTENBHBIX CAYyHasAX (MPY HEBO3MOXHOCTM TOPAKOTOMMM) MOXKET
BbIMO/IHATLCA TPAHCXMaTabHaA pe3ekuuna nuieBoa. ObasaTebHbIM YyCNOBUEM pajuKaib-
HOCTM OnepaLun ABAAETCA BbIMOJIHEHUE BepXHel abj0oMUHaIbHON IMMOAMCCEKLUM B 06 BEME
D2 v 6unatepanbHO MegnacTMHanbHON anMboamnccekymm 2F.

Mpu pake lll Tvna no 3uBepTy C NepexooM OMyX0aun Ha NULLEBOA B Npejeax 3 CM BbINOA-
HAETCA TPaHCXMaTabHad MPOKCMMa/bHaA Pe3eKL WA KenyKa C WMPOKO AnadpparmoTomMueit,
NMMMPOANCCEKLMNEN U3 HVKHETO CPe0CTeHNA 40 YPOBHA BUPYpPKaLMM TPaxen 1 BbICOKUM aHa-
CTOMO30OM B Cpe/oCTeHMN. B KayecTBe a/ibTepHaTVBbLI BO3MOXHO UCMO/Ab30BaHNeE TOPAKOTOM-
HbIX AOCTYNOB, XOTA TaKne onepaunmn ABNAOTCA TEXHNYECKU 60/1€€ CNOMKHBIMU U conpAXeHbl
CMOBbILIEHNEM PUCKOB MOC/e0NepaLMOHHbIX OCNOXKHEeHWI. Ha CeroAHAWHNIA AeHb HeT YeTKOM
f0Ka3zaTesIbHOM 6a3bl, CBMAETENIbCTBYIOLEN O TOM, 4TO BbINO/NIHEHWE TOPAaKOTOMHbIX OnepaLuii
M paclwmpeHne NMMOAMNCCEKLUM Bbile YPOBHSA 6UdypKaL MM ynyylaeT OTA4aNeHHbIe pe3y/b-
TaTbl neveruns. Mpu pake |l TMNna no 3uBepTy C NepexoA0M ONyxo v Ha nuueBog 6onee 3,0 cm
TaKTWKa XMPYPru4eCcKoro 1e4eHna aHaNorn4Ha TakoBon npu pake | Tuna no 3mBepTy.

3.3. KauHuueckas ctagus l1-111 (cT2NOMO BbicoKoro pucka
(Hannume nuMpoBacKynapHOI MHBA3MKM, pa3Mep ONYXO/U CBbille
3 cM, G3), cT3NO0-3MO, cT1-2N1-3M0)

BapVIaHTaMVI /ile4eHUA ABNAKTCA:

+ npeponepauynoHHan X/IT + XMpypruyeckoe neyeHue;

+  npea- (nepu-) onepauunorHas XT + XUpypruyeckoe neveHue;
*  XMpYypruyeckoe nevyeHue;

+ camocToATenbHaa X/IT.
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Pe3ynbTaThl XMPYPru4ecKoro e4eHna A4aHHbIX CTaAUA OCTAOTCA HEYA0BNRTBOPUTE Ib-
HbIMK, 5 neT nepexuBatoT Anwb okoa0 20% 60NbHbIX. B Lensax ynydlweHuns pesynbtaTos
NleYeHUs UCMONb3YIOTCA pas/IniHble KOMBUHALMM NeKapCTBEHHOM U Iy4eBOVi Tepanuii (npea-
onepaunoHHas XT, npegonepaumonHas X/1T, camocToaTenbHas X/T).

3.3.1. XumunoTtepanusa
3.3.1.1. NpeponepaunoHHasn (HeoaabIOBaHTHAA) XMMUOTEepanus

Jlo HelaBHero BpeMeHU CYNTaNOCh, YTO BLIMTPLILW OT NpejonepaLoHHON XMMMoTepa-
MUY NPY NJOCKOKNETOYHOM paKe COMHUTE/IbHbIA. B paHAOMU3MPOBAHHOM NCCNe0BaHNN,
npoBeAeHHOM B AnoHWM v npeAcTaBaeHHoM B 2022 rogy, 6b110 NOKa3aHo, YTO y NaLMeHTOB
C MECTHOPACMPOCTPAHEHHbBIM MNOCKOKAETOYHbIM PAKOM NMILEBOAa NPOBeAeHMe 3 KypCoB
xuMuoTepanuu no nporpamme DCF (foueTakcesn, LucnaaTtuH, GTopypaLn, Kaxabie 3 Hedenn)
OKa3anocb He MeHee 3 PEKTMBHbLIM, YeM NpoBejeHne NpejonepaLOHHON XUMUONYYeBO
Tepanuu. Pexum DCF accoummpoBancs C BbICOKOW TOKCMYHOCTbIO 1 60bLIEeN 1eTaNbHOCThIO,
B CBA3M C YeM, y 0CNabeHHbIX NaLMeHTOB OH MOXeT 6biTb 3aMeHeH Ha koM6uHauuio mDCF
(4-6 KypcoB Kaxable 2 Hegenw).

Mpun ageHOKapUNHOME HUKHErPY/AHOrO OTAeNa NULEBOAA NV MULLEBOAHO-KENYA0HHOTO
nepexoAa onTUMasbHbLIM ABAAETCA NpoBeAeHNe 6 Kypcos (18 Hea.) nepuonepaymoHHoit XT,
npu koTopoit 4 kypca XT Ha3Ha4aloTCcA 40 onepaumm, a 4 Kypca —nocae Hee. B paHgomusnpo-
BaHHOM MCCNEA0BAHUM MEpPUONEepaLMOHHasn Tepanus B pexume FLOT (5-¢pTopypauu + Kaabuus
GOMHAT + OKCAMNAATUH + A0LLeTaKCes) TPOAEMOHCTPUPOBANA 3HAYUTE/ILHO GO/IbLUYIO YACTOTY
MONHbIX NATOMOPPONOrNYECKMX PErPeCcCuili ONYXONN 1 yBeNNYEHNE NPOAOIKUTENBHOCTY
MW3HU (3-N1eTHARA 061an BbIKMBAEMOCTb 57 % nNpoTue 48 % COOTBETCTBEHHO) MO CPABHEHMIO
c koM6uHauwuein ECF (anupy6uumH + uncnaatuH + 5-gpropypaumun). Mpu NpAMOM cpaBHeHUM
nepuonepaunoHHoit XT FLOT u XJIT no nporpamMme CROSS (exeHeAenbHbI NnakAnTak-
cen+KapbonnaTuH) B uccnegosanum Neo-AEGIS He 66110 MOKa3aHO PasAMymii B MoKasaTenax
obujelt BbKMBaEeMoCTH, xoTa XJ/IT accoLnnpoBanach C Nyylieii NepeHoCUMOCTbIO U YacTOTOM
neyebHbIX NaToMOppO30B. Y NaLneHTOB, He CMOCO6HbIX MepeHecTu pexunM FLOT, BO3MOXHO
NpUMeHeHe ABOViHbIX KOMBUHALMIA Ha OCHOBE NPOM3BOAHBIX NNATUHLI U GTOPMUPUMUANHOB
(umcnnaTvH n pTopnupuMuanHel, FOLFOX nan XELOX).

Mpun ageHoKapuMHOMe NuULEBOAA UV NULLEBOAHO-XENYA04HOr0 Nnepexoaa C runep-
skcnpeccuent HER2neu k nepuonepaunonHort Tepanun pexmmamu FLOT, FOLFOX naun XELOX
MOXeT 6bITb A06aB/IeH TpPacTy3yMab B CTaHAapPTHbBIX 403aX.

Mpn ageHoKapuMHOMe NUUEeBoAa AV NUILEBOAHO-XeNyA04HOro NepexoAa C BbiICOKMNM
YPOBHEM MUKPOCATENNNTHOM HECTabNALHOCTU K peXnMaM neprmonepaunoHHoin Tepanuu
FOLFOX nan XELOX MoxeT 6biTb fo6aBneH HUBOAYMab nav nemM6poansymatd (mpu nonoxu-
TeNbHON MHaMMNKe BECb 06BEM XMMUOUMMYHOTEpanunm — 8 KypcoB — MOXeT BbITb NpoBejeH
HeOoaAbOBAHTHO), @y 0C/1aBNEHHbIX NALMEHTOB — He KaHAWAATOB 419 XUMUOTEPANUM — NPej-
onepalMoHHOe NpUMeHeHWe H1UBoNyMaba v nemMbponnsymaba Ha NPOTAXKEHNM 40 6 MecALEeB
B OTCYTCTBUM NPOrpeccMpoBaHuns.

PekoMeHgyeMble pexunMbl xuMmnoTepanuu PN npeactaBaeHsl B Tab. 5.
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3.3.1.2. NocneonepaymoHHas (agboBaHTHaRA) XuMHUoTepanus

Mpu nnockoknetoyHom Pl agboBaHTHaA XT He nokasaHa. Y NaLMeHTOB C aZeHOKapLMHOMO
VAW NJI0CKOKeTO4HbIM Pl ¢ skcnpeccuenn PD-L1 CPS =5, nonyumBwmnx npejonepaynoHHyto
XNT v He gocTurwmx nocsne RO-pesekunn noaHoro nevebrHoro natamopdosa, nposegerHmne
a/AbIOBAHTHON Tepanun HUBONYyMaboM Ha npoTaxeHnn 1 roga nocae onepauyum npuBoANT
K CTaTUCTUYECKM 3HAYUMOMY YBENINYEHMIO BbIXKMBAEMOCTHM 0 NPOrpecCMpoOBaHmA.

Mpun ageHOKapLMHOME HVXKHETPYAHOro OTAe A NuLeBoa NnocaeonepayorHas XT peko-
MEHAYETCA TO/IbKO B COCTaBe nepuonepaunoHHoi XT (cM. pasgen 3.2.1.1), TaK KaK B paH4OMM-
3 POBaHHbIX UCCNe0BaHNAX agbloBaHTHaA XTy 3TUX NaLMeHTOB He U3yyanack. Y 60/bHbIX
a/jeHOKapLVHOMOM NWLLEBOAHO-XENYA04HOMO Nepexoa CTagnm Pl ,.6.,N1-3MO0 nan pT3-4NOMO
BO3MOXHO NpoBejeHne agbloBaHTHOM XT No NpuHUMNaM, NPUMEHAEMBIM NPU paKe KenyaKa.

3.3.2. J/lyyeBas Tepanus

MposeaeHue JIT B caMmocToATebHOM BuAe (63 XT) He NOKa3aHO HU 40, HU MOC/E XMUPYP-
rMYeCKOro 1€YEHMNA B CBA3M C Mano 3G PeKTUBHOCTbLIO.

3.3.3. OaHoBpeMeHHaAa XUMHony4yesana Tepanus
3.3.3.1. NpeponepaymoHHas xuMuony4esas Tepanusa

MpoBepaeHune npegonepaynorHoi X/1T npv pesekTabensHoM P npMBOAUT K CTaTUCTUYECKM
3Ha4Y¥MOMY MOBbIWEHWIO 4aCTOThl PaANKa/AbHbIX PE3eKLNI 1 yBEANYEHWNIO NPOAO/IKNTEIbHO-
CTW XU3HWU KaK NpU NNOCKOKNETOYHOM PI1, Tak M Npu ageHoKapuMHoMe. HeT faHHbIX O TOM,
4TO NpoBegeHue nepey HavanoMm XJ/IT HeoagbloBaHTHOM XT yBeIM4MBaeT NPOAO/KUTEILHOCTD
XKU3HM 60/IbHBIX M MO3TOMY He pekoMeHAyeTcA. OfHAKO Y OTAeNbHbIX NaLUEHTOB (0cnabaeH-
Hbl€, 3HaYNTE/IbHAA PAaCNPOCTPAHEHHOCTb, HEBO3MOXHOCTb B 6nXKaliwee BpeMs HavaTb XJIT)
BO3MOXHO NpOBeAEeHUE ABYX TPEXHeeNbHbIX (Hanpumep, nakantakcen 175 mr/m? + kap6o-
naatun AUCS (MeHee NpegnoyTUTeNbHO) A nakautakcen 175 Mr/mM2 + yucnnatvi 75 Mr/m?
NP NI0CKOKAETOYHOM paKe y 0CNabNeHHbIX NaLNEHTOB) MW TPeX-HeTblpeXx ABYXHE A bHbIX
umknoe FOLFOX uan FLOT (npegnoyTuTensHo npu ageHokapuuHome), mDCF (npeanoytu-
TeNbHbIN PEXKUM MPU NJTOCKOKNETOYHOM pake) XT, 4To No3BoNAET Y 60/IbWIUHCTBA 60MbHbIX
YMeHbWNTbL Ancdaruio n 3apaHee cnaanmposats JIT.

OnTtumanbHoM aBnfaetca 3D-koHPOpMHaa AucTaHuMoHHaa JIT Ha IHENHbIX YCKOPU-
TenAx ¢ sHepruen 6-18 M3B ¢ PO/} 1,8-2 p n CO/Jl — po 44-45 p. OgHoBpemerHo ¢ JIT
nposoanTca XT Ha OCHOBe LMCNAATUHA UAK KapBonaaTHa (NPeANOYTUTENbHO BBEAEHME
nakauTakcena 50 Mr/m? v kap6onnatuHa AUC21 pa3 B HeAeNto B Te4eHUe 5 HeeNb Kak nyylle
MepeHOCUMMOM ONLUMM MO CPABHEHMIO C PEXUMAMK Ha OCHOBe GTOPNMPUMUANHOB) (Taba. 5).
Mpun BbipaXeHHON Ancarum nepes Ha4yanoM Kypca AUCTaHUNOHHONM JIT BbINONHAIOT 3HAO-
CKOMMYECKYI0 3/1eKTPOpeKaHann3aLmio, aproHHO-N1asMeHHYo peKaHam3aunio nuuLeso a
VIV MYHKUMOHHYO FaCTPOCTOMMIO.

Xnpypruyeckoe BMeLLaTe/IbCTBO 06bIYHO BbIMOHAIT Yepe3 6-8 HeA. noce 3aBeplienHns X/T.

OnTuManbHeIM pexumMom XJIT Kak ANA NIOCKOKNETOYHOIO paKa, Tak U ANA a;eHOKapLUHOMBI,
ABNIAGTCA eXeHe/e/IbHOe BBeeHMe NaKInTaKcena u KapbonaaTuHa Ha NPOTAXEHUN 5-HeeIbHOro

3/IOKAYECTBEHHbBIE ONYXOAN ToM/vol. 13 #3s2 - 2023 MALIGNANT TUMOURS
Poccuiickoe 061ecTBO KIMHUYECKOW OHKONOT N Russian Society of Clinical Oncology



Bepcwa 2023 PAK MULEBOAA 397

Kypca ANCTaHUMOHHOM JIT. B KpynHOM paHAOMU3NPOBAHHOM NCCAeA0BAHNMN, CPaBHUBABLUEM
3¢ PeKTUBHOCTE KOMOMHUPOBAHHOIO M XMPYPruyeckoro neveruna PN, 3ToT pexxum B cocTase
npegonepaunorHoit X/IT no3BoanMA 406UTHCA MOAHON NaTOMOPPONOrNYeCKO perpeccum
onyxonny 49% 60nbHbIX NJI0CKOKAETOYHBIM PakoM Uy 23 % 60bHbIX ajeHOKapLUHOMOM
M yNyYWna 061yt 5-1eTHI0 BbIXKMBAaEMOCTb 60/bHbIX C 34% 0 47 %. TOKCUYHOCTb peXxunMa
6bln1a NpueMneMoil, NocaeonepaLoHHas IeTasbHOCTb B 06enx rpynnax coctasuna 4 %.

3.3.3.2. MocneonepayMoHHas XxMuMmony4epasa repanusa

MocneonepauynoHHas X/IT MoxeT 6bITb Ha3Ha4YeHa NaluneHTaM B YOBN€TBOPUTENLHOM
obueM COCTOAHNM NPU HaMYUN MUKPO- UM MaKPOCKOMMUYECKOW pe3nayanbHON onyXonn
(nocne R1- unu R2-peseKunn). Pexunmbl v 403bl paAnMOTEpanum aHanor U4Hbl TAKOBbIM NPU CaMo-
croaTenbHoi X/T (taba. 5).

3.3.3.3. CaMocToATeNIbHaA XMMUONY4eBas Tepanusa (6e3 XMpypru4yeckoro eyeHus)

ANbTepHaTMBOW XUPYPruYeCcKOMy Sle4eHnto onepabebHbIX MECTHOPACNPOCTPaHEHHbIX
¢dopm PM saensetca X/T, koTopasa No3BosisAeT AOCTUYL CONOCTABUMOW 5-n1eTHell obuwel
BbIXKMBAEMOCTH, paBHO 20-27 %. B npAMOM CpaBHUTEIbHOM UcCef0BaHUMN 3G GEKTUBHOCTH
1 TOKcnYHOCTU XJIT Ha OCHOBe LMcnAaTUHa U MHPY3UK 5-pTopypaLmaa n X1pypruyeckoro
nederus (6e3 XJIT), MCNO/Ib30BaHHbIX B Ka4eCTBE CAMOCTOATE/IbHbIX METOAOB, Pa3NnYMNiA
B OT/a/IeHHbIX Pe3yNbTaTax Noy4eHo He 6b110, HO TOKCUYHOCTb U 1eTalbHOCTb NOC/NE KOH-
CepBaTMBHOrO NeYeHNA BbINN 3HaYNTeNbHO HUXe. X/IT ABnAeTcA MeToA0M Bbibopa y 60/1bHbIX
NI0OKaNM30BaHHbIM PaKoM WeWHOro otaena nuuesoda. OntumManbHon asaaeTca 3D-KoH-
dopMHana gncTaHumoHHan JIT Ha IMHeHbIX YCKOpUTeNax C sHepruenn 6-18 M3B, a Takxe
Ha MPOTOHHbIX KOMMAeKcax, paboTatolmnx ¢ sHepruein 70-250 M3B; PO/ cocTasnset 1,8-2 Ip,
COJ — po 50-55Tp. 3a ncknoyeHneM onyxoelt weHoro otaena, npu kotopeix CO/J] MoxeT
pocturate 60-66 Ip, ysennyerHme CO/ Bobiwe 56 [p He NPUBOAMNT K yNy4LIEHUIO Pe3yAbTaToOB,
MoBbIWAA NNWb SeTanbHOCTb. B oTaenbHbiX caydanx CO/Jl MoxeT 6biTb yBennyeHa 4o 60 p
MPU MCMNONb30BAHMM COBPEMEHHbIX TEXHONOMMI gucTaHumoHHon /1T (IMRT, VMAT). Bo Bpema
T npoeoaunTcsa XT (Taba. 5).

Mpu BbIpaXKeHHON gncharnm nepey Hayanom 061y4eHNA BLINMOAHAT 3HAOCKONNYECKYO
3/1eKTPOpeKaHaM3aLmio UM aproHHO-MAa3MeHHYH0 peKaHann3aLumio NuueBoAa Uan NyHKLmu-
OHHYI MUKPOracTpoCTOMMIO. AbTePHATUBOM BblleyKa3aHHbIM METO/MKAM NPU BbIPaXeHHON
ancharum asnsetca nposegeHue 2 kypcos XT, Ha GoHe KOTOPOWA, Kak NpaBu/io, HabaogaeTcs
ee yMeHblueHue. na Koppekuun gucdarumn nepes Havanom XJ/1IT nocTaHOBKa NULWEBOAHOMO
CTEHTa He pPeKOMeH/YyeTCA, TaK KaK 3TO MoBbllaeT pUck nepdopaynm onyxoaun Bo Bpema
1A B 6amKalime cpokun nocne okoH4aHus JIT. B 1o e Bpema X/IT HepeAKO OC/NOXHAETCA
pa3BuTUEM NyYeBbiX 330parnToB U ycuaeHnem agucharun, 4To ycyrybnaet HyTPUTUBHBIN
AedUUMT NaumneHTa v yxyalaeT NepeHoCMMOCTb eYeHna. B Taknx cuTyaumax BO3MOXeH
4aCTUYHbIV MM MOAHBIN NEepexo/ Ha napeHTepasbHOe MMTaHMe, NMOCTAHOBKA BPEMEHHOM
MYHKLMOHHON MUKPOFaCTPOCTOMBI.

Bbibop Mexay X/1T (6€3 XMpypruyeckoro ne4eHuns) v XMpypruyecknM seveHnem (B cove-
TaHuU ¢ npejonepaynoHHoit XIT unu 6e3 Hee) 3aBUCUT OT I0KaM3aLMUM NEPBUYHON OMY-
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X0NU, PYHKLMOHANLHOTO COCTOAHMA 6ONLHOIO M ONbiTa XMpypra. [lna nauneHToB B 0bueM
YA0BNETBOPUTE/ILHOM COCTOAHWUM C 10KaM3aLMel ONYyX0an B CPeAHe AN HUXKHeR TpeTn
nuueso/a NpeanoYTUTENbHO BKAOYEHME ONepaL i B N1aH Ne4eHuns.

IMpu coxpaHeHWUM XN3HeCnoCco6HOW ONyX0/nM Nocae caMmocToATeNbHOW X/IT nan npu mecT-
HOM peLuAMBe BO3MOXHO BbINO/HEHWE TaK Ha3biBaeMOW «CMAaCUTENbHOM 330parsKTOMUN».
K 3Tol1 e KaTeropuvt onepaTuBHbIX BMellaTebCTB CAeAyeT OTHECTU GpapUHTONapUHIo-
330paraKToMuIo No NOBOAY pe3nayanbHoln onyxoan nocne XJ/IT paka wWenHoro otgena
nuuwesoga.

3.4. HepesekTabeNbHbIi MECTHO-PACNpPOCTPaHEHHbIN
pPak nuwesoAa

3.4.1. Knunuyeckas ctagus IVa (T4 nnm MHoXKeCTBEHHbIe MeTacTasbl
B permoHapHbiX AMM$aTMYeCKUX y31aX CPefOCTeHMUA)

OCHOBHbIM METOA0M /leveHna ABnaeTcA camoctoaTenbHan X/1T. BoBneyeHune nepukapaa,
NAeBpbl, N1€rKOro U AnadparMbl He UCKOYAET BO3MOXHOCTU XUPYPTrUYECKOrO IeYeHNs B C1y4ae
06BbEKTUBHOrO OTBETA Ha NpeAonepaLMOHHYI0 Tepanuio.

3.4.2. Knunuveckas cragusa IVb (M1 3a cuet nopaxeHus
HaAKAOYUYHBIX TMM$OY310B)

OCHOBHbIM METOAOM NedeHus aBnaeTca XT (PeXXUM aHaNoOrnyeH NpUMeHAeMOoMY Npu one-
pabenbHbIX 0MyX0/iAX) 6€3 XMPYPruyeckoro BMelwartenscTea. Mpu Moppoaornyeckm sepudm-
LMPOBaAHHbIX MeTacTasax B HaAKNOYNYHbIX TMMdaTUYECKNX Y31aX MeTOA0M Bbibopa Takxe
agnsetca camoctoaTensHan XJ/IT (cM. pasgen 3.3.3.3). Y OTAe/bHbIX NALUEHTOB AaHHOMN Fpynmbl
MOXeT BbITb PACCMOTPEH BOMPOC O XMPYPruYeCKOM e4eHun nocsie npegonepaymorHoi XJT
C BK/IlOYeHWeM B 06beM onepaLun 6unatepasibHOW WeHOW AnMpoamnccekuymm. MopaxeHne
YpeBHbIX AMMPATUHECKNX Y3N10B TaKXKe He ABNAETCA NPOTMBOMOKAa3aHMEM K NPOBe/AEHUIO
XNT cnocneaytowmM pelweHreM Bonpoca o6 onepaTMBHOM edeHUN. Mpun 310KaveCcTBeHHOWM
nuiLeBoAHOMN GUCTyNe (MULEBOAHO-MeANACTUHANBHbIE, MULLEBOAHO-NEMOYHbIE U MULLEBOAHO-
6pOHXMabHblE CBULLM), AeNAtOWEN HEBO3MOXKHBIM NpoBejeHue XJ1T, 4O0NyCTUMO BbINOAHEHWE
KOMOGWHMPOBaHHbIX ONepaLuii nan npoeegeHne nananaTusHon XT.

Ta6nuua 5. PekoMeHzyeMble peXuMbl XMMUOTEpanuu paka N1ILeBoAa, NpYMeHAeMble
B CAMOCTOATE/IbHOM BU/E U/IM COBMECTHO C /Iy4eBO Tepanueit.

MosTopsAeMocTb
Cxema PasoBas gosa [AHu BBefeHUA (umKAnyHOCTB)
AfblOBaHTHaA MMMyHOTepanus
HuviBonymat' 3 Mr/kr nam 240 Mr 1-1 AeHb Kaxgple 2 Heagenn
nnan 480 mr 1-i AeHb Kaxable 4 Hegenw,
A/MTENIbHOCTb
Tepanun — 12 Mecaues
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Cxema

PasoBas gosa

AHv BBeageHUA

MosTopsaeMocTb
(umKAnYHOCTB)

OAHOBpeMeHHaH XUMnonydesad Tepanua

LincnaatuH 75 mMr/m? 1-7 AeHb Kaxable 3—4 Hea.
dTopypauun 750 Mr/m?/cyT. 1-4-i1 aHu (96-4acoBan MHPy3us)
MakanTakcen 50 mMr/m? 1- AeHb ExxeHegenbHO
Kap6onnatuH AUC2 1-7 geHb
OKcanunnatuH 85 mr/m? 1-1, 15-1, 29-% aeHb
Kaneumntabux 1300 Mr/m? B cyT 1-5-7 AHWU KaXKAoM Hegenu
FOLFOX: Kaxable 2 Hegenn
OkcanmnnaTuH 85 mr/m? 1-11 AeHb
Kanbumsa donmuat | 400 mr/m? 1-11 AeHb
dTopypauun 400 mr/m? B/B cTpyiHO | 1-i1 AeHb
®Topypauun 1600-2000 mr/m? 1-2-11 AHw (48-4acosas
nHdy3ws)
MakanTakcen 45-50 mr/m? 1-1 AeHb, eXeHeebHO
dTopypaunn 300 Mr/m? B cyT. 1-4-i1 aHu (96-vacoBas UHPy3ms),

exeHeeNbHO

I'Ipep,- WX nepuonepaunoHHas XxuMmoTepanua

FLOT: Kaxable 2 Hea.

[JoueTtakcen 50 mMr/m? 1-1 AeHb (no 4 ymkna

OKcanmnnatuH 85 mMr/m? 1-1 AeHb A0 M NOCNe onepauuu,

Kanbuua donuHat | 200 mr/m? 1-1 AeHb NpeAnoYTUTENbHbIN

®ropypauyn 8 2600 mr/m? -1 peHb, 24-4acosas MHY3NA PEXWM NpU ageHo-

Kapuu1HoMe)

DCF: Kawable 3 Heaenn

[JloueTakcen 75 Mr/m? 1-11 geHb (3 umkna go onepavum

Lncnnatun 75 Mr/m? 1-1 AeHb npv nogaepxke N-KCo,

®ropypauun’ 750 Mr/m?/cyT. 1-ro no 5-i AHu (cymMMapHo NPeANOYTUTE IbHBIN
3750 Mr/m2, 120-4acoBas UHGY31A) | PeXWUM Npu NAOCKo-

K/IETOYHOM paKe)

mDCF: Kaxable 2 Hegenn

[JoueTtakcen 40 mr/m? 1-11 AeHb (4-6 umknoB Ao

Lincnnatux 40 mr/m? 1-11 AeHb onepauuu, npeano-

Kanbuua ponnnHat | 400 mr/m? 1- aeHb YTUTE/IbHBIN PEXIM

®Topypaunn 2000 mr/m? 1-2-11 peHb, 46-4acosas MHOY3MA NP NJI0CKOKNETOYHOM

dropypaunn’ (mo 1000 Mr/m? B cyT.) -t peHb pake)

400 Mr/M? B/B CTpYitHO

Lincnnatux 75 mMr/m? 1-% aeHb Kawgple 3 Hea.

dTopypauun 1000 mr/m?/cyT. 1-4-1 gHu (96-4acoBas Hpy3us)

LincnnatuH 75 mMr/m? 1-7 AeHb Kaxable 3 Hea,.

Kaneyutabux 2000 Mr/m?/cyT. 1-14-i1 gH®

[JoueTtakcen 60-75 mr/m? 1-1 AeHb Kawaple 3 Hea.

Lucnaatuu 60-75 mr/m? 1-1 peHb

Kaneuntabu’ 1650 mr/m?/cyT. 1-14- gHn

OkcanunaaTuH 130 mr/m? 1 AeHb Kaxgble 3 Heg,.

KaneuunTabun® 2000 Mr/m? B cyT. 1-14- gHn
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400 Mr/M? B/B CTPYitHO

MosTopaeMocTb

CxeMa PasoBas go3a [lHv BBefeHnA (umkanuHoCTB)
OkcanmnnatuH 85 mr/m? 1-11 AeHb Kaxgple 2 Heaenn
Kanbumsa donmuat | 400 mr/m? 1-11 AeHb
dTopypauun 2400 mr/m? 1- peHb, 46-4acoBas UHPY3UA
dropypauwn ® 400 mr/M? B/B cTpyitHO | 1-11 feHb
PeXxnMbl NanaMaTUBHOM XMMUOTEpanum
Husonymab 360 mMr 1- aeHb Kawgple 3 Hea.
OkcanmnnatuH 130 mr/m? 1-1 AeHb
KaneuunTabun? 2000 Mr/m? B cyT. 1-14- gHn
HviBonymab 240 mr 1-1 aeHb Kaxable 2 Hegenn
OKcanmnnatuH 85 mr/m? 1-% aeHb
Kanbuma donvmat | 400 mMr/m? 1-% aeHb
®Topypauun 2400 mr/m? 1- aeHb, 46-4acosas UHPy3mna
®ropypauyn ? 400 mMr/™? B/B CTPYiiHO | 1-1 AeHb
Mem6ponusymab 200 mMr 1-7 AeHb Kawaple 3 Hea.
OkcanunaatuH 130 Mr/m? 1-11 AeHb
KaneunTabuh® 2000 Mr/m? B cyT. 1-14-11 gHu
Mem6ponnsymab 200 mMr 1- AeHb Kawaple 3 Hea.
Lincnnatun 75-80 mr/m? 1-1 AeHb
®ropypauyn ? 750-800 mr/m2 B cyT. 1-5-11 axw (120-vacosas nHdy3us)
HviBonymab 360 mMr 1-% feHb Kawgple 3 Hea.
Lucnnatun 75-80 mr/m? 1-1 AeHb
®Topypauyn © 750-800 mr/m?/cyT. 1-5-1 g (120-yacosas nHPy3us)
[JoueTtakcen 75 Mr/m? 1-1 AeHb Kawaple 3 Hea.
LucnaatuH 75 Mr/m? 1-1 AeHb
®ropypaunn’ 750 Mr/m?/cyT. ¢ 1-ro no 5-11 gxu (120-4acosas
duarpactum 5 MKr/kr UH$y3us)

6-12-11 agHn
[JoueTtakcen 50 mr/m? 1-7 AeHb Kaxable 2 Heg.
OkcannnnatuH 85 Mr/m? 1- peHb (npu ageHokapum-
Kanbumsa donvuat | 200 mr/m? 1-7 AeHb HOMax)
®ropypauun "# 2600 mr/m? 1-i1 peHb, 24-4acoBas UHY3NA
mDCF: Kawaple 2 Hea.
[JoueTtakcen 40 mr/m? 1-1 AeHb
Lincnnatun 40 mr/m? 1- AeHb
Kanbumsa donvuat | 400 mr/m? 1- AeHb
®Topypauun 2000 mr/m? (no 1-2-1 peHb, 48-yacosas MHy3nA
®ropypaunn’ 1000 mr/m? B cyT.) 1-7 geHb

TP (nnockokne-
TOYHBbIN paK):

Kaxable 3 Hea,

MaknuTakcen 175 mr/m? 1-% aeHb

Kap6onnatuh AUCS 1-% AeHb

TC (nnockokne- Kaxable 3 Heg,
TOUYHBIN paK):

MaknnTakcen 175 Mr/m? 1-1 AeHb

Uncnnatux 75 mr/m? 1-1 peHb
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MosTopsaeMocTb
CxeMa PasoBas go3a [JHun BBEACHMA (umKAnYHOCTB)
LncnnatuH 75 Mr/m? 1-1 AeHb Kawaple 3 Hea.
Kaneumntabux 2000 Mr/m?/cyT. 1-14- gHn
LincnnatuH 75-80 mr/m? 1-7 AeHb Kaxable 3 Hega,.
dropypauun 750-800 Mr/m2 B cyT. 1-5-1 AHw (120-4acosasn UHdy3us)
XELOX: Kawgple 3 Hegenmn
OkcanmnnatuH 130 mr/m? 1-1 AeHb
KaneuwnTabun® 2000 Mr/mM?B cyTkn 1-14-i gHn
JoueTtakcen 60-75 mr/m? 1-% AeHb Kawgple 3 Hea.
[JloueTakcen 75 mMr/m? 1-1 AeHb Kazable 3 Hea,
Uncnnatux 75 mr/m?
MakanTakcen 175 Mr/m? 1-1 AeHb Kawaple 3 Hea.
Lincnnatun 75 Mr/m? 1-11 AeHb
dTopypaunn 750-1000 mr/m?/cyT. 1-4-i1 aHu (96-4acoBan MHPy3us)
Membponnsymab* | 2 mr/kr, 200 Mr 1-1 AeHb Kaxable 3 Heg,.
wamn 400 mr Kaxgple 6 Hea.
Husonyma6® 3 Mr/kr nam 240 Mr 1-1 AeHb Kawgple 2 Hepa.
nnn 480 mr Kaxable 4 Heaenu

" Y nayueHmoB C NNOCKOKAEMOYHbIM PaKOM UAU adeHOKapyuHoMol nuwesoda C 3kcnpeccueli PD-
LT CPS = 5, komopbim nocne X/IT BbinOAHEHO Xupypauyeckoe BMewamenscmso B o6beme RO u He docmuzHym
nosHbIl neyebHbIli namomopghos.

2 | auHus mepanuu, nayueHmsl ¢ adeHOKapyUuHoMoli nuwjeBoda U nuweBo0HO-Keayd0yHO20 nepexoda
¢ 3kcnpeccuel PD-L1CPS = 5.

® | nuHUS mepanuu, nNayueHmsl NAOCKOKAEMOYHbIM PaKoM U adeHOKapyuHomol ¢ 3Kkcnpeccuell PD-

LTCPS=10.
4 Ilunocnedyrowue AUHUU Mepanuu, NayUeHMbl N10CKOKAEMOYHbIM pakom ¢ 3kcnpeccueli PD-LT CPS = 10.
* Ilunocnedyrowue NUHUU Mepanuu, NayueHMsbl N10CKOKAEMOYHbIM paKom ¢ 3kcnpeccueli PD-LTTPS = 1.
¢ | uHUA mepanuu, nayueHmMsl NN0CKOKAEMOYHbLIM PaKoM ¢ skcnpeccueli PD-L1 TPS = 1. [laHHas KombuHa-
yus He npedcmas/ieHa B KAUHUYECKUX peKoMeHdayusax MuHsopasa Poccuu.

7 Pexxumsl 4acmo mpeb6ytom npumeHeHus no00epxKKU uazpacmumom 8 meyeHue 3-6 oHell unu smnez-
punapacmuma n/k 00HOKpamHO unu Aunezgunzpacmum 6 Mz 0OHOKPamHo UAU ne2gunzpacmum 6 m2 00Ho-
KpamHo.

8 [lpu aunepakcnpeccuu HER2neu K pexxumam BO3MOKHO dobasaeHue mpacmy3ymaba 8 CmaHOapMHbIX

do3ax (onyus He npedycmompera 8 KP MuH3dpaga Poccuu u uHCmpyKyuel no MEQUUUHCKOMY NPUMEHEHUIO Npe-
napama mpacmy3ymat).

2 | auHUS mepanuu, nayueHmsi ¢ adeHoKapyuHoMol ¢ akcnpeccuel PD-LT CPS =10 (onyus He npedycmo-
mpera 8 KP MuH3dpasa Poccuu u uHcmpykyuell no MeQUYUHCKOMy NPUMEHEHUIO npenapama nem6ponu3ymac).

3.5. KanHnueckas cragusa IV (M1, 3a ucknoueHnem
HaAK/IOYNYHBIX NMMOY3/10B)
OCHOBHbIMK 3ajavyaMun neyeHunAa 60/bHbIX MeTacTaTn4yeckum Pl asnaoTca ynyduweHuve

KayecTBa XWU3HM NyTeM YCTPaHEHUA CUMNTOMOB, 06YC/10B/I@HHbIX POCTOM ONYXOAW, U YBE-
YeHVe NPOAO/IKNTENbHOCTM KU3HN. OLeHKa 3P PeKTUBHOCTU Pa3NnYHbIX pexnmMoB XTy 3Toi
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KaTeropuu 60/bHbLIX 3aTPy/AHEHa B CBA3M C OTCYTCTBMEM PaHAOMU3NMPOBAHHBIX MCCEA0BAHNA,
0COBEHHO NPV NNOCKOKNETOYHOM pake. [10 3TOM e NPUYNHE C/I0KHO OLEHUTb U TOT BbIUTPbILL,
KoTopblii gaeT XT no cpaBHeHMI0 C cuMnToMaTuyeckon Tepanveit. XT pekoMeHAyeTcA NayneH-
TaM B y40BAeTBOpUTEAbHOM 06LeM cocTosaHum (no wkane ECOG 0-2 6anna) npu oTCyTCTBUU
BblpaXeHHOM (IN=1V cTenenn) Ancdarum, 3aTpyjHamolLeln ajekBaTHOe NuTaHKe. B nocnegHem
C/ly4ae Ha NepBOM 3Tare NoKasaHo BOCCTAHOB/IEHWE MPOXOAUMOCTY NNLeBOAa (CTEHTUPO-
BaHwue, pekaHanusauusa). Mpu gucdarum |-11 ctenenn XT no3BonAeT 406UTLCA yMEHbWEHNA
CTeneHu ee BbIPaXKeHHOCTU Y pAja 60/IbHBIX YKe K KOHLY NepBoro Kypca.

Hanbonee sppekTnBHBIMU NpenapaTaMu NP1 060UX TMCTONOTNYECKNX BapuaHTax ABAA-
10TCA LMUCNAATUH, TOPNMPUMUANHLI, TaKcaHbl. [pn ageHoKapuMHOMax Takxe 3G GeKTUBHbI
OKCanUNAaTWH, UPUHOTEKaH, TpacTy3syMmab (npu runepaknpeccum HER2). Sleverne IV cTagum
ajeHOKapLUMHOM NULLEBOAA M MNLLEBOHO-XeNyA04HOr0 NepexoAa NpoBOAMTCA NO NpUHLMNAM
NeYeHus paKa wenyaka (CM. COOTBETCTBYIOWYIO raBy).

MepBas AnHMUA Tepanun

MpV NNOCKOKNETOYHBIX paKax CTaHAapTHbIM pexumoM XT ocTaeTca KOMBMHaLMA LKC-
nnatuHa c uudysmeit 5-pTopypaLmaa uam KaneymTabHoOM, YacToTa 06 bEKTUBHBIX 3P PeKToB
NPpM UCMOb30BaHUN NOJO6HBIX PEXMMOB COCTaBAATCA 0KO0 35%, a NPOAO/IKNTENBHOCTD
W3HM He npeBblWwaeT 6-8 Mec. KapbonnaTuH ycTynaeT LMUCNAaTUHY MO HEMOCPeACTBEHHOWM
3¢ PEeKTUBHOCTM, YTO OrpaHNYMBaET ero npuMeHeHune BHe nporpamMm X/IT.

Y 60/1bHbIX MNIOCKOKNETOYHbIM PaKoM C runepakcnpeccuein PD-L1 gobaBaeHune Kk Kom-
6uHauuu uMcnaaTuHa u dTopypaumna nembponmsymaba (npu CPS =10) nam Husonymaba
(Mpn TPS 2 1) B AMHMM NeYeHUA CTATUCTUYECKM 3HAYMMO Yy HILAET MOKa3aTe I BbKUBAEMOCTU
6e3 nporpeccnpoBaHmna 1 06l BbIKUBAEMOCTH.

Y 60/1bHbIX a,@HOKapPLMHOMOM NNLLEBOAA U MULLEBOAHO-XE/YA0YHOI0 Nepexo/a C BbICOKUM
YPOBHEM MUKpOCaTENINTHON HecTabuabHocTh inbo c skcnpeccuent PD-L1CPS =5 gobasneHne
HUBoAyMaba Kk kKoMbUuHaumnam FOLFOX nan XELOX naun npu CPS =10 gobasneHne nembpo-
numsymaba k komMbuHauny XELOX B | AMHUKM Tepanuun NpuBOAUT K CTaTUCTUHECKN 3HAYUMOMY
YNyULEeHUIO BbKMBaeMOCTUN 6e3 nporpeccupoBaHmna 1 o61ei BbXKMBaeMOCTH.

lpvMeHeHNe TaKCaHOB BO3MOXHO B COCTaBe ABYXKOMMOHEHTHbLIX CXEM C LUCNNaTUHOM
WM TPEXKOMMOHEHTHBIX KOM6MHaL Wi (C yucnaaTuHoM n GTopnvpuMuanHamm). B nocaegrem
cnyyvae LeHoW 6osiblelt TOKCUYHOCTU YAaeTCA MOBbICUTb 06beKTUBHBIN 3pPpekT A0 48%,
OAHAKO NpUBOAUT /I 3TO K YBE/INHEHUNIO NPOJO/NKUTENBHOCTU XN3HN — HE N3BECTHO.

OnTuManbHaa npogonkuTensHocte XT nepBoit IMHUK HensBeCTHa. [pu cTabunmsayum
npouecca Ha poHe XT 06bIYHO NpOBOAATCA 4 Kypca, B CAyYae AOCTUXEHUA 06BEKTUBHOTO
3¢ dekTa — 6 KypCoB.

B'ropasl INHUA Tepanuun

CrangaptHon XT |l amHum He cywecTByeT. Ee npoBejeHne BO3MOXHO NNWb Y OTAENbHbBIX
nauneHToB B 06LieM y10B/1eTBOPUTEILHOM COCTOAHMK, OTBEYABLINX Ha paHee NPoBOAMMYI0 XT.
lMpu BbLICOKOM YPOBHE MUKPOCATENNNTHOM HeCTabuabHOCTH B onyxoau (MSI-H) moxeT
6bITb Ha3HaYeH NeM6poan3yMab, No3BonAOWMNI 0becnedYnTb JOCTUKEHNE AANTENBHON
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PeMUCCUMN Y 3HAUYNTENbHOW 4acTV 60/1bHBIX. [10 AaHHBIM PaHAOMU3NPOBAHHbLIX NCCAEA0BaHUIA
Y NaLMeHTOB C MJIOCKOKIETOYHbIM pakoM ¢ akcnpeccueit PD-L1 (CPS =10 gas nem6ponunsymaba
unn TPS = 1 4ns HUBoNYMaba) NpuMeHeHne neM6poan3yMaba u HUBOYMaba CTaTUCTUYECKM
3Ha4YMMO YNYHWMNA0 NPOAOIKNTENBHOCTb XMN3HM NO CPABHEHMIO C TaKCaHaMMU.

Apyrvmun BapuaHTamu [l "MHUM ABAAETCA MOHOTEpanuA TakcaHaMu. B HebonbwoM paHao-
MW3MPOBAHHOM NCCAEA0BAHNM eXeHeAe IbHbIA NaKIMTaKCceN MOKasaa NpenMyLLecTBo nepes
AOLETaKCeNOM Kaxble 3 HeAenn. Y COXPaHHbIX MaLMeHTOB C NN0CKOKNETOYHbIM PAKOM NMLLEBOAA,
npeanedyeHHbIX TaKCaHaMun, npenapaTtaMn NaaTUHbI U ¢Topypaumn0M, BO3MOXHO NpuUMeHeHne
PEXMMOB C BK/IOYEHMEM UPUHOTEKaHa (MOHOTepanus, KoMEMHaLUs ¢ GTOPNMPUMUANHAMMY).
PekoMeHpyeMble pexunMbl NananaTusHon XT npescraBaeHsl B Tabn. 5.

3.6. MannnaTusHoe nevyeHune

Hanbonee yacteiM cumntomom Pl asnaetca gncparna. HeobxoammMocTh ee ycTpaHeHUA
MOXeT BO3HMKaTbh Ha BCeX 3Tanax e4eHna v A0CTUraeTCa PasNnyHbIMU METOAaMMN: 3HAOCKOMM-
YeckuMu npoueypamu (6annoHHas AUNaTaLuun, 31eKTPO-, aproHHO-NAa3MeHHan UK NasepHan
Aectpykuus, ®AT), 1T (AMCTaHLUMOHHAs UM 6paxuTepanis), NOCTaHOBKOM BHY TPUMPOCBETHbIX
CTEHTOB. DHAOCKOMNMYECKMe NpoLeAYpbl 4atloT 6bICTPBINA, HO KpaTKOBPeMeHHbIN 3G deKT n noa-
XOAAT B TeX CAy4anx, Korja B 6amxalilee BpeMa 6yseT HavyaTo eveHne Cc NnpegnonaraeMomn
BbICOKOW 3G PEKTUBHOCTBIO (XUPYPrUYECKO., IeKaPCTBEHHOE, Ty4eBOE).

B Tex cnyyasx, Korga nsnevyeHne 601bHOMO HEBO3MOXHO, ONTUMA/IbHBIMW BapuaHTaMu
KoppeKkuun gncdarun apasetca 6paxmTepanusa, CTEHTUPOBaHME NULWEBOAA UAN ANCTaHLN-
oHHaa N1T. MannnatueHas XJIT He MMeeT ABHbIX NPenMyLLecTs no cpasHeHuto ¢ 1T (6e3 XT)
1 conpsxeHa ¢ 60/blWeN TOKCMYHOCTbIO. 10 pe3yabTaTaM NCCAeA0BaHNA, CTEHTMPOBaHKe
nuieso/a No3soafeT 6biCTpee 4OCTUYL KenaeMbiX 3PPeKToB, 04HaKo Npu 6o/blieM CpoKe
Hab/Il0AeHNA B CPaBHEHNM C 6paxuTepanment 4acToTa OC/I0KHeHN (MUrpauus ctenTa, 6o,
nepdopauus, Menys04HO-NNILEBOAHbLIN ped/ItOKC) OKa3anach Bbille, @ 4aCTOTa NOHOrO
KYynupoBaHua Ancdarum — HeCKObKO Huxe. Mpu pasBUTUN NULLEBOAHO-OPOHXMNANbHbIX
VAN MeAnacTUHaNbHbLIX CBULLEN NOCTAHOBKA MOKPbITbIX CTEHTOB NO3BONAET KYNMpoBaTh
AaHHble ocnoxHeHnay 70-100% 60/1bHbIX.

4. HAB/NIIOAEHUE

HabstogeHve nokazaHo 601bHBIM 418 PaHHEro BbiiBAeHWA peLnnBa B NULLeBO/e C Lie/blo
Noc/eAyIoLero BbiNONHEHUA XMPYPri4eCcKoro BMelaTeNbCTBa, IM60 peLMAnBa B CPeJOCTEHNM
cuenbto nposegenna X/T.

+  Cragual (nocne sHAOCKOMMYECKNX Pe3eKLMIA CIM3UCTOrO/NOACAUZNCTOrO CN0SA) U CTaZUN
[I-11l (nocne camocToaTenbHoW X/1T, KAHAMAATHI AN 330paraKTOMUKN B CAyvae peuu-
Al/IBa): SMAC—Kaxable 3—4 MeC. B Te4eHMe NepBbIX 4BYX N1eT, KaXKable 6 MeC. — B Te4yeHune
TpPeTberoroga, janee — exeroAHo 40 obLiel NpoAO/MKUTEBHOCTU HabntogeHna 5 eT.
KT opraHoB rpyAHO KJIeTKM 1 OpPraHoB OPIOWHOM MOI0CTN — Kaxble 6 MeC. B Te4eHUe
nepBbIX 2 N1€T, fla/iee — eXeroAHo 40 06Lei NPOAOMKUTENBHOCTU HabaogeHNA 5 neT.
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« Cragua I-1ll (nocne xMpypruyeckoro feveHus ¢ uaun 6e3 xumMmoTepanuen UM XMMmno-
nyyesoi Tepanueit): KT opraHos rpyAHOMN KAETKU 1 OPraHoB BpIOLWHOM NOAOCTY — KaX-
Able 6-12 Mec. B TeyeHue nepBbix 3 n1eT (onpeaenseTcs MHAUBUAYANbHO B 3aBUCUMOCTH
OT KNMHUYECKOW CUTYaLuUun), Aasee — BU3UTbI NPU PAa3BUTUMN KAUHUYECKUX CUMTITOMOB.

Apyrvie MeToabl 06Ce,0BaHNIN Y OCTaNbHbLIX KAaTErOpUA NaLMEHTOB peKoMeHAYyeTCA
BbIMOAHATL NPU HAMYUN KAMHUHECKUX MOKa3aHUA.

BoinonHeHue M3T-KT 1 onpesenerHne MapkepoB B CbIBOPOTKe KPOBUW A8 HabaoAeHUA
3a nauMeHTaMu He PeKOMeHAyeTCs.
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