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NMPAKTUYECKUE PEKOMEHAAL MU

no oMM NPUHUMNAM NPOBEAEHUA
NMPOTUBOONYXOJIEBOMN NIEKAPCTBEHHOM
TEPANUUN

Konnekrtue asropos: TpaknH A.A., becosa H.C., Bonkos H.M., Thagkos O.A., KapacesaB.B.,
CakaeBa [./4., ®apeea H.B., deganunn M.1O.

1. BBEAEHUE

MpoTrBOONYX0/N€BAA NEeKAaPCTBEHHAA TepanuA ABAAETCA CAMOCTOATE/IbHLIM pa3je/sioM
OHKOI0TMK, 06 ANHAIOLLMM XMMUOTEPaNnuIo, FOPMOHOTEPAMNNIO, aHTUAHTUOTeHHYI0, TapreT-
HYI0, UMMYHO- V1 MO/ e PIKMBAIOLLYIO TEPaNnuIo, U UTPaeT BaXKHYIO PO/b B 1e4eHNM NaLueHToB
CO 3/10Ka4eCTBEHHbIMU HOBOO6pa3oBaHMAMM. [IPOTUBOONYXONEBbIe NpenapaThl Ha3HavalTCA
B COOTBETCTBUM C NOKa3aHUAMM, yKa3aHHbLIMW B UHCTPYKLUYM K npenapaTy. lonycTUMO Ha3Ha-
YeHWe npenaparta no He3aperucTpUpoBaHHLIM NOKA3aHWUAM UM B HE3aPernCTPUPOBAHHbIX
B UHCTPYKLMM A03MPOBKAX NPU HANUYUN MHGOPMUPOBAHHOFO COFIACUA NaLMeHTa U cobt0-
AEHWUUN CNeAyIoWUX YCAOBUIA:

a) paHHas onuMA yKasaHa B KAMHWYECKUX PEKOMEHAALMNAX;
6) QAaHHanA ONUMA He yKa3aHa B KNMHWYECKUX PEKOMEHAaLnAX:
* MO XW3HEHHbIM NOKa3aHWAM MO pelleHuto BpayebHOM KOMUCCUN AN OHKONOTUYECKOro
KOHCUNYMa;
*  Ha/nuyme Hay4HbIX 060CHOBaAHWI 3G HEKTUBHOCTU AaHHOW Tepanuu (Hay4Hble ny6-
JIMKALMMW MW PErUCTPALMOHHbIE MOKA3aHWA B APYruX CTpaHax);
+  oTcyTcTBue 601ee 3PPEKTUBHbIX U (M/M) MEHEE TOKCUYHBIX METOAOB IeYEHNS.

1.1. Ll,envl /IeKapCTBEHHOro /ie4eHUA 3/10Ka4eCTBEeHHbIX onyxoneﬁ

*+  W3neyeHwne naymeHTa
+  KoHTposib 3a60/1€BaHUsA 1 yBeAUYEHNE MPOAO/IKUTENBHOCTU MU3HM
+  YcTpaHeHMe CMMNTOMOB 60/1€3HU U yNyylleHne KayeCTBa MU3HU
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1.2. Buabl npoTUBOONYX0/1€BOM /IeKapCTBEHHOM Tepanuu

AAblOBaHTHaA: Ha3Ha4YaeTCsA NoC/e PaAnKasibHOrO XMPYPruYecKoro e4eHNs AN paAnKanbHOM
NT ¢ uenbto NPoPUNAKTUKM peLnamnBa 3aboneBaHus.

HeoaabloBaHTHasA: Ha3HA4aeTCA MpW UCXOAHO OnepabesibHbIX OMyXoAX A0 PAANKAIbHOrO
XVPYPTUYECKOrO NIEYEHNS AW 40 PaAUKanbHOM /T C LieNbio yMeHbLUIEHUs 06beMa OmyXxom
1 AOCTUKEHUA NAaTOMOPHOIOrMYECKOro OTBeTa.

ne‘ie6Haﬂ/MHAyKU‘MOHHaﬂ: /ieKapCTBeHHaA Tepanua Npu MeTacTaTu4eckomMm UM MeCTHO-
pacnpocTpaHeHHOM OMNyX0/1eBOM Mpouecce, HarpaB/ieHa Ha yBe/IMYeHUE NPOAO/NKUTENBHOCTU
XW3HW NauueHTa, B OTAE/IbHbIX C/TyHanaxX MOXKeT 6bITb AOCTUTHYTO BbI3JOpOBAEHNE.

MannuaTtmueHas: npecneayert uenb yCTpaHeHNA CMMNTOMOB 3aboneBaHMA 3a cyeT yMeHbleHnA
onyxoneBoﬁ Macchbl, He npecneayer uenb yBean4eHUa npoAo/NKUTENIbHOCTU KU3HN.

MoppepxuBalolwan nekapcTBeHHaa Tepanua: HanpaB/ieHa Ha noAjepxaHue adpdekTa,
AOCTUFHYTOrO NPU Ne4ebHON/UHAYKLMOHHOW IeKapCTBEHHOM Tepanuu.

MpoTnBOOMNYyX0/€eBble JeKapCTBEHHbIE NpenapaThl MOy T 6bITb MCNO/Nb30BaHbl OTAEBHO
B BM/e MOHOTEPanuu nan B COCTaBe PeXXMMOB KOMOMHUPOBAHHON JIeKaPCTBEHHOM Tepanuu,
a TaKKe MOryT CoYeTaTbCs C APYrMMU BUAAMK Tepanuu (ny4esasn, onepauus u 4p.).

XuMuonyuyesaa Tepanua — OJHOBPeMeHHOE WAW MOCAef0BaTe/NbHOE KOMOUHMPOBAHHOE
NpUMeHeHVe NeKapCTBEHHOM Tepanuu (Bo3MoxHa XT, TapreTHas Tepanus, UMMyHOTepanus)
n NT.

XVIMI/IOI/IMMyHOTePaHVIR — OAHOBpeMeHHOe KOMGMHMPOBaHHOe npuMeHeHne XxuMmnonpenapaToB
N MMMYyHOMpenapaToB — MOHOK/IOHA/IbHbIX aHTUTenN, MHTEPq)ePOHOB.

XuMuoropMoHoTepanua — 0HOBPeMeHHOe KOM6MHUPOBaHHOE NPYMEHeHVe XMMWUONpenapaToB
1 rOPMOHa/IbHbIX NpenapaTos.

1.3. Cnoco6bi npMeHeHUA NPOTUBOONYX0/1EBbIX IeKaPCTBEHHbIX
npenapaTos

CUCTEeMHBI: paccynTaH Ha pe3op6TUBHBIA MPOTUBOONYXO/EBLIA 3PPeKT Npu npueme
NPOTMBOOMYX0/EBOrO Npenaparta BHYTPb, BBeAeHUN N/K, B/B, B/M, peKTanbHO.

PervoHapHbIN: NeKapCTBEHHbIN NpenapaT BBOAUTCA B COCYAbl, MUTalOWMe HOBOO6pa3oBaHue,
MpU 3TOM CUCTEMHOE BO3/eNCTBUE, T. €. NOCTYMN/IEHNE LUTOCTaTUKa B APYrve OpraHbl
MUHUMasbHO.

JlokanbHbI MeTOA: NpenapaThl HAHOCATCA Ha MOBEPXHOCTHbIE OYark B BUAE Maseii Un pacTBOPOB,
BBOAATCS HEMOCPEACTBEHHO B OMYX0/IEBbIA OYar, B CEPO3Hble MOA0CTU (6PIOWHY0 — C Lieblo
KYNMPOBaHMA acLMTa, rpyAHYH — C Lie/1bio KYyNPOBaHMUA NAeBpUTA), CTUHHOMO3rOBOM KaHas
(MHTpaTeKanbHO), NPUMEHAKOTCSH BHYTPUMY3bIPHO.
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2. OBLWME NPUHL UMbl NEKAPCTBEHHOW TEPANUU
3/I0KAYECTBEHHbIX HOBOOEPA3OBAHU

Bbi6Op Tepanuu OCHOBbLIBAETCA Ha JIOKaNM3aLuMn U MOppoaoruyecKoin GopMe onyxou,
ee MO/IeKy/IApHOM Npo¢usie, pacnpoCcTPaHEHHOCTU OMYX0NEBOTro npouecca, 3¢ PpeKTUBHOCTU
paHee MpOBOAMMOW Tepanum, COCTOAHNM NALMEHTA, Lie IV 1eYeHNA B KOHKPETHOW KIMHNYEeCKO M
CUTYyaL MK, COOTHOWEHUN NMOTEHLMaNbHON NONb3bl M TOKCUYHOCTU NeYeHUA.

Ecan uenbto aBnseTcsa n3neveHmne, TO axe 3Ha4MTebHble NOBOYHbIe 3 deKTbl ABAAIOTCA
npuemnembiMu. Korga uenbio ne4eHns ABAAGTCA NPOATEHUE KU3HW, TO CAeAYeT TiaTeIbHO
pPaccMOTpeTb COOTHOLWEHUE OXMUAAEMOWN MO/b3bl U BbIPAXKEHHOCTU NOGOYHbIX 3P PeKTOB
Tepanuu. [pu NnananaTUBHOW Tepanuu neveHne ciegyeT Bbi6UpaTh Tak, 4TO6bl BEPOATHOCTb
BblpaXKEHHOW TOKCMYHOCTM Bbls1a He60bWOW. B 3TOM ciyyae No6oyHbIe SPPeKTbl He JO/KHbI
6bITb TAXKENEe, YeM CUMNTOMbI 3a601€BaHMA.

Mpn nevyeHnn MeTacTaTUHeCKMX GOPM ONyX0/ei MOXKeT BblTb MCMO/Ib30BAHO HECKO/IBKO
NVHWI Tepanuu. MNepexos oT OAHON IMHUK K APYTrOi NPOU3BOAUTCA NPY NPOTrpeCccUpoBaHnm
3a60/1€BaHNA UNN NPY HEMEPEHOCMMOCTYM Tepanunm U3-3a BbIpaXKeHHbIX HeXeNaTelbHbIX AB/e-
HWIA. MpU 60NbLIMHCTBE ONYX01el B C/ly4ae HEMpPepbIBHOrO MpOrpeccupoBaHns 3abonesaHus
Ha $OHe Tpex Moc/aeA0BaTe/IbHbIX IMHWI Tepanuu (Mpy pake MONOYHOM Xenesbl — 40 5)
AanbHelillee NeKapCTBEHHOE e4eHNE He UMeeT CMbIC/a.

2.1. XapaKTepUCTUKM ONYXO/U, YYUTbIBaeMble
Npy NNIaHMPOBaHUM IeKapCTBEHHOM Tepanum

Mpu NocTaHOBKe NePBMYHONO AMarHo3a NpeAnoyTUTe IbHa ero rmcToNornyecKan Bepu-
dukayma.

Mpu TAXKe10M 06LeM COCTOAHUM NaLMeHTa, TEXHUYECKUX TPYAHOCTAX UM HEBO3MOXHOCTM
npose/AeHNA 6GMOMNCUN OMYXONN, MOXKHO OCHOBbIBATLCA Ha pe3y/abTaTaxX LUTONOrMYECKOro
nccnefoBanua. B page cutyauui, HanpuMep, Npy repMUHOTEHHbIX OMYXOAX, XOPUOKapLUHoMe
MaTKW, renaToLeNNtoNAPHOM pake 40NyCKaeTCA Ha4yano Tepanuu Npu HaMYnM XapaKTepHOW
KAVHNYECKOM KapTUHBbI, aHHbIX UHCTPYMEHTa/IbHbIX MeTO0B 06CN1e10BaHNA 1 NMOBLILWEHHOTO
YPOBHA cneunpuryecKknx MapKepos.

Mpu passuTUM peuunsmea 3abonesanns (MeCTHbIN peLAMB ONYXOAU UK NOABAEHUE
MeTacTasoB) HEOBXOAUMO CTPEMUTLCA K €ro FMCTONOTMYECKOM UK LUTONOTrMYeCKO BEpU-
dUKaLumMK, ecan oHa TeXHUYeCKU BbIMONHMMA 6e3 CyLeCTBEHHOMO PUCKa Cepbe3HOro Bpesa
ANA NauueHTa, C Lebio UCKNI0YEHNA MeTaXPOHHbIX, B TOM YUCAe, MHAYLUPOBAHHBIX 3/10-
Ka4yeCTBEHHbIX HOBOO6PA30BaHUIA, U3MEHeHUA MOPPOOrUIECKO R dopMbl (TpaHcdopmMaLmm)
n/Man MoneKynapHoro npoduas onyxonn, oCO6eHHO B CAeAYIOWMNX CUTYaLUAX:

*  NpUW NO34HUX peLnAnBax;

* B CUTyaLMAX, KOrja BO3MOXHOE U3MeHeHMe MOIeKYNAPHOro Npoduaa ONyXonu Baeyet
3a 0601 KOppeKL Mo TepaneBTUYECKUX NOAXO/0B;

* B CAyYae HeTUMWYHOrO BapuaHTa MeTacTasMpoBaHNA ONyxonu;

*  MPUW HaAWYUM CONNTAPHOrO MeTacTasa Kak eAJMHCTBEHHOIO NPoABAeHNA 3a601eBaHUA.
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Mpv HeBO3MOXHOCTU BepuduMKaunm peungnea 3abonesarHuns, TakTUKa NeveHns onpe-
AENAETCA UCXOAA W3 JaHHbIX aHaMHe3a, KNNHUYECKOW KapTUHBI, 4aHHbIX 4OMOAHUTENbHbIX
MHCTPYMEeHTa/bHbIX METOA0B UCCNEA0BAHWIA, ONpeAeneHNs ONyX0/1eBbIX MapKepOB.

2.2. XapaKTepuUCTUKM NaLueHTa, y4uTbiBaeMble
Npu NN1aHMPOBaHMUM ieKapCTBEHHOMW Tepanum

1. MHeHwue nauneHTa u ero BoI6oOp.

2. Bospacr.

O6uwee cocTosHue (oueHmsaeTcs B 6annax no wkane ECOG). Mpu ctatyce ECOG=3 6annos
XT, KaK NpaBu/0, He NOKa3aHa (3a UCK/I0YeHeM B0/IbHBIX, HE MONyYaBLNX paHee Tepanuu,
C BbICOKOYYBCTBUTE/NIbHBIMU K JAHHOMY BUAY N€4EHNA ONYXONAMM, MPU KOTOPLIX BbICOKA
BEPOATHOCTb JOCTMKEHWNA BbIPAXKEHHOTO MPOTUBOONYX0/1E€BOro 3ddeKTa); pelwerue
0 Ha3Ha4YeHWMW TapreTHOW Tepanuu, FOPMOHaAbHOW M UMMYHOTepanuu NpUHNUMaeTCAa
VMHANBUAYANbHO.

4. ConyTtcTBytolmne 3aboneBanna. Heobxoanuma oleHka cnekTpa conyTCcTBYyloL e NaTo-
NOTUM, TAXKECTN M NPOrHO3a ANA KaXKAoro 3aboneBaHuA. BolpaxeHHble conyTcTByoWmMe
3a6o0neBaHNA N UX NeYeHne MOTyT ABNATLCA NMPOTUBOMNOKA3aHMEM ANA NPOBeAeHUA
NMPOTMBOOMNYXO/1IEBOW IeKapCTBEHHON Tepanuu. B cayyasx, Korga npojo/mKUTebHOCTb
XW3HW NaLMeHTa onpejenaeTca He ONYX0NeBbIM, @ COMYTCTBYOWMNM 3aboneBaHunem,
npoBe/eHne NPOTUBOOMNYXO/1EBOW IeKapCTBEHHON Tepanuu HelenecoobpasHo.

5. MpeawecTBytowuee NPOTUBOONYXONEBOE SIeHeHNe (KONNYECTBO KYPCOB NIGHEHNSA, NC-
NOoNb30BaHHbIe 1eKAPCTBEHHbIE NpenapaThl, B C/ly4ae NPUMEHEHUA aHTPaLNKANHOB —
MX CYMMapHble 03bl, AOCTUFHYThIii paHee OTBET ONYyX0u Ha Tepanuio, NepeHoCMMOCTb
Tepanuu), 0CTaTouHble MPOABAEHUA TOKCUYHOCTHU.

6. TlcnxocoumnanbHbI cTaTyc naynerTa. BaxHol cocTaBastowelt ycnewHown Tepanmm aBaA-
eTCA KOMNAaeHTHOCTb NaLeHTa — CNoCo6HOCTb M FOTOBHOCTL NauueHTa cobaaaTh
BCe NpeAnvCcaHunA nNevauero Bpaya, rpaduk neveHna n obcnegosanms.

2.3.MpoTuBONOKasaHMA K NPOBEAEHUIO IeKAPCTBEHHOMW Tepanuu

MpOTMBONOKa3aHUA K NPOBEAEHWI0 1eKapCTBEHHOW Tepanu MOryT HOCUTb a6CONOTHBI
N OTHOCUTE/IbHBIN XapaKTep.

2.3.1. A6contoTHbIe NPOTUBOMNOKasaHUA

A6CONOTHBIM NPOTUBONOKA3aHWeM ABAACTCA KpaliHe TaXesnoe (cTaTyc mo wkane
ECOG 4 6anna) obljee cocToAHME NaLMEHTa.

B KaX40M KOHKPETHOM CUTYaL N JOMKHO OL,eHNBATbCA COOTHOLWEHME NOTeHLNANbHbIX
no/ib3bl U BpeAa NPOTUBOOMYXOEBOMN JeKapCTBEHHOV Tepanuu. HanpuMmep, Npu n3neynmblix
onyxonax (repMUHOreHHbIE OMYXO0/IM, XOPMOKAPLMHOMA MATKM, TMMGOMbI) MW MPU UCTOb-
30BaHUUN MAaNOTOKCUYHBIX BICOKOIEKTMBHbIX MpenapaTtos (MHrnbutopel EGFR npu pake
nerkoro, ['T) Tepanusa NepBoi AMHUM MOXKET NPOBOAUTHLCA NALMEHTAM U B KpaliHe TAXKE0M

3/IOKAYECTBEHHbBIE ONYXOAN ToM/vol. 12 Ne3s2 » 2022 MALIGNANT TUMOURS
Poccuiickoe 061ecTBO KIMHUYECKOW OHKONOT N Russian Society of Clinical Oncology



Bepcua 2022 OBLUME NPUHLUMBI NPOTUBOONYXOJIEBOW TEPANUN 31

cocToAHUN, OAHaKO ApWn 3TUX XKe onyXonAaX npoBeaeHNe Tepannu NO3a4HNX NINHURA, Koraa
waHC Ha n3ne4yeHne uam sHa4nmoe NnpogieHne XN3HM MMHUManeH, 3a,qaqe17| Tepanuu cta-
HOBUTCA KOHTPO/Ab CUMNTOMOB 3aboneBaHus npu MUHUMU3ALUWUN TOKCUYHOCTU U pPUCKaA
TAKENbIX OCNIOKHEHUN.

2.3.2. OTHOCUTeNbHbIe MPOTUBONOKa3aHUA

OTHOCUTENbHBIMU MPOTMBONOKA3aHMAMM K NPOBEAGHMNIO TepPanNun ABNAETCA aKTUBHAA
MHbeKLMA, paHee NepeHeCeHHbI UHPAPKT MMOKapAa, OCTPOe HapylleHle MO3roBOro
KpoBOOGpalleHUs aBHOCTbIO MeHee 6 MecC., oCTpbIit (B Cpok Ao 5-7 AHell) TpoME0O3
rny6oKunx BeH.

Ana MHOrMXx npenapaToB CyulecTBYOT cneynpunyeckme oTHOCMTENbHbIE MPOTUBO-
nokasaHua. [ina umcnnatuHa: coctosaHune no wkane ECOG>1 6anna; KAMpeHc KpeaTun-
HWHa<50-60 M/I/MUH.; CEHCOHeBpa/ibHaA TYroyxocTb>1cT. U nepudepuyeckan Hepo-
natna>1cT,; cepaedHan HegocTaTo4yHoCTh II-1V knaccano NYHA. ina aHTUaHTMOTeHHbIX
npenapaToB — KpoBOTeYeHMe, Hanu4yme ceua, nepdopaumm nonbix opraHos XKKT B aHa-
MHe3e, apTepuanbHbie TPOM603MbOANYECKME COBLITUA B aHaMHe3e, HEKOHTpoaupyeMasn
apTepuanbHaa runepTeHsua.

OcTpble MHPY3MOHHbIE peakuun 1-2 cTeneHn TAKECTHN, Kynupyrouwnecs BeeeHnem
AHTUIUCTaMUHHbIX NpenapaToB U cucTeMHbix [KC, He ABAAIOTCA abCONOTHLIM MPOTMBONO-
Ka3aHMeM K MOBTOPHOMY NPMMeEHEHUIO BbI3BaBLIEro UX NpenapaTa, HO TpebytoT ycuneHus
npeMeaunkaymmu: 20 Mr gekcaMeTasoHa (MW ero 3KBMBaNEHTaA) BHYTPb NPUBANIUTENBHO
3a12 1 6 yacos Ao BBeAeHUA npenapaTta u/namn 20 Mr jekcaMeTasoHa BHYTPUBEHHO MPUMEPHO
3a 30-60 MWH. Ao BBeAeHUs npenapaTa, 50 Mr gndeHrngpamuHa (Mau ero sKBMBaseHTa)
BHYTPMBEHHO M 50 Mr paHuTuauHa (uam 20 Mr ¢aMoTUAMHA) BHYTPUBEHHO 3a 30-60 Mu-
HYT 40 BBeAEHWA npenapaTa, yANNHEHNA BPEMEHN UHPY3UM NAN NPUMEHEHMNA TOTO Xe
npenapata Apyrovi GUpMbI-Npon3BOAUTENA, MPOBEAEHNA NPOTOKOAA AeceHCnbrnamnsauum
(HanpuMep, Npu NeveHMn Kap6ONNATUHOM, OKCAAUMNAATUHOM) (CM. BO3MOXHbIN BapuaHT
peceHcmbunmsaumm: TronananHa A.C., Konomuen J1.A., MopxoBs K.}O., n coaBT. [lpakTnyeckmne
peKoMeH/AaL N No NeKapCTBEHHOMY JleHeHWI0 paka AMYHUKOB, MePBUYHOrO paka 6pIoLWNHbI
1 paka MaToYHbIX TPy6. 310Ka4ecTBEHHbIe onyxou: MpakTuyeckne pekomeHaauun RUSSCO
#3s2, 2021 (Tom 11). 10).

B cnyvae pa3BUTUA KNMHUYECKM 3HAYUMbIX a/l/IePrUYeCKUX PeaKL Ui, a TaKKe Npu oTCyT-
CTBUU B MeAULMHCKOM OpraHn3aLmnm Heobxo4MMoro NpoTUBOOMYX01€BOrO 1eKapPCTBEHHOTO
npenapaTa MOXeT 6bITh NPOM3BE/eHa 3aMeHa ero Ha ApYrow, CXOXuUi no sgpeKkTUBHOCTH
npenapart, B paMKax OJHOW rpynnel: Hanpumep, Npu MenaHomMe nemb6ponnszymab moxer
6biTb 3aMeHeH Ha HNBONYMab B MOHOTepanuu; NakAMTaKkcen Ha goueTakcen U, Hao6o-
poT, — npyu 60AbLWKNHCTBE ONyX0elt; KapbonanaTuHa Ha LUCNAATUH — NPU paKe ANY-
HWKOB, paKe MO/IOYHOM }esie3bl, paKe Ne€rKOro; OKCanuniaTUHa Ha LMCNAaTUH — Npu pake
wenyaka, kaneumtabuH Ha MHQY3MOHHBIA GTOPYypaLumMn — Npu 60NbWMHCTBE ONYXONEW.
PaBHO3QPEKTUBHLIMK M B3aMMO3aMeHAEMbIMU TaKKe ABNAIOTCA MHIMOGUTOPLI apoMaTashl,
LueTykcumab u naHMTyMyMab Npu KONOpeKTaNbHOM pake, neMbponusymab u HuBosymMab
npv MenaHoMe 1 T. 4.
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2.4.TMopapepKaHne J030BOA UHTEHCUBHOCTHM
NpPOTUBOOMNYXO/IEBOM Tepanum

MHTeHCUBHOCTb UMTOTOKCHYeCKoM XT onpesenseTca Kak 403a, BBOAMMARA B e AUHULY
BpeMeHU. OHa MOXeT 6biTb MOBbIWEHA 33 CYET YBEIMYEHUSA Pa3OBOM 403bl (BbICOKOAO3-
Hble PEXMMbI) UMM YMEHBLEHWA WHTEPBA/IOB MEXAY BBEAEHUAMM (YMNNOTHEHHbIE PEXUMbI).
Mpv NponsBOACTBEHHON HEO6XOAMMOCTU AN NPU KNAMHUYECKUX NOKa3aHWAX AoNyCcKaeTca
pa3ssenbHoe NpUMeHeHMe LUMTOCTAaTUYeCKUX NpenapaToB U NPOTUBOOMNYXONEBbIX MOHO-
KNOHa/NbHbIX aHTUTEN, UHTepBaa MeXAYy KOTOPbIMW MOXeT AoCTuraTb 7 AHel. Hanpumep,
KOM6UHaLUA AoLeTakcen+TpacTysymMab+nepTysymab (sce npenapathl B AeHb 1-I1, Kypcsl
Kamable 3 HeAenn) MoOXeT 6bITb MpUMeHeHa Kak gouetakcen (4eHb 1-i1), nepTysymab+TpacTy-
3yMab (aeHb 4-i1, Kypcbl Kaxabie 3 Hegenu). C Le/blo NoAAEpPIKAHUA A030BOW MHTEHCUBHOCTM
Tepanuu, a TakXkKe NpoPUNAKTUKM pa3BnTUA GebPUALHON HENTPOMEHUN NMOC/Ie 3aBepLIeHUA
LUMTOCTAaTUYECKOM Tepanmm BO3MOXHO npuMeHeHune -KCO, Hanbosnee pacnpocTpaHeHHbIM
npeAcTaBuTeNeM KOTOPOro ABaseTca GUArpacTUM U ero NPONOHTMpoBaHHble GpopMbl. [lo3a
M NPOAO/MKUTENbHOCTb Tepanun GUArpacTUMOM UHAMBUAYAAbHBI M ONpeAenfaloTCa ero
KNAMHNYeCKon 3P GeKTMBHOCTbLIO, OLLEHMBAEMOW MO AMHAMUKe YPOBHA HellTpodunaos. Bme-
CTO AO3bl 5 MKI/Kr 4ONYCTUMO NpUMeHeHe GUArpacTUMa B GUKCUPOBAHHBIX CYTOYHbBIX
po3ax 300 MKr uamn 480 MKr. BO3MOXKHO AOCPOYHOE NpeKpaleHne Tepanun ¢uarpacTMmMom
B CUTyauuMaAX, KOrAa nocae NepBoHayaNbHOro najeHns ypoBHa HeMTpopuIoB oTMeyaeTCs
nx poct 40=10x10°%/1 nnbo, ecam nx cHuxeHue nocne XT He Ha6NOAAN0Ch, MPU JOCTVIKEHUN
YPOBHA HeiTpopunos=40-50x10°/n.

PeXXnMbl NeyeHUA B 3aBUCUMOCTHU OT AO3bl UUTOTOKCUYECKOro NnpenapaTa

B 3aBMCMMOCTM OT MIHTEHCUMBHOCTM A03bl LUTOTOKCUYECKOTO npenapaTa BblA4eNAOT:

1)  HU3KOAO3HYIO (HU3KOMHTEHCUBHYH0) XT: 4acTO peKOMEHAYeTCA 60/bHbBIM MOXKMAOrO U CTap-
4eCcKoro Bo3pacTa, NalueHTaM C Cepbe3HO CONyTCTBYOLUEN NaTONOTrel, MPU TAKEI0M
M cpeAHeTAXeNnoM obueM cCocToAaHNM, NPV NpOBeAeHNN Tepannm C NaAANaTUBHOW Le/bIo;

2) XT cTaHZapTHOM 4030BOM MHTEHCUBHOCTHY;

3) BbICOKOAO3HYIO (BbICOKOMHTEHCHBHYIO) XT, KaK MPaBMIO, XapaKTepU3YHOLLYIOCSA BbICOKOW
MWeN0-N UMMYHOCYNPECCUBHOCTBIO, BNIOTH A0 NONHON MUenoabnaTuBHoOCTY;

4) cBepxBbICOKOAO3HY XT nan XT CBepXBbICOKON MHTEHCMBHOCTH, KOTOPas, Kak npasuo,
npegcrtaBnfeT coboil MOAUPUKALUM YIKe CYLLECTBYIOWMNX PEXNMOB BbICOKOZO3HOM XT
cpobaBneHMEM OMOSHUTENIbHBIX XUMUOTEpaneBTUYECKUX areHTOB NN C 4OMO/THUTEIb-
HOW 3CKanaumnei 403 04HOTO NN HECKONbKMX XMMUOTEpaneBTUYECKNX areHToB;

5) MeTpoHOMHYt XT — perynsipHoe Ha3sHa4yeHue LMTOCTaTUYeCKUX NpenapaTos B 403aX,
3HAYUTE/IbHO MEHbLWMNX MaKCUMaNbHO MEPEHOCUMbIX (B HU3KUX 03aX), C HeGONbIINMY
(3HaYNTENbHO MEHBLMMM, YEM B CTAHAAPTHbIX PEXMUMaX) UHTEPBAAMU BPEMEHMU;

6) PeXWM C yNAOTHEHHbIM BBEEHMEM XUMUONpPeENapaToB (J03-A€HCHbIA pexum): pac-
cMaTpuBaeTca nNpu 6bICTPO NPoANdEPUPYIOLMX ONYXONAX; XapaKTepU3yeTCA MeHbLIUM
MHTepBasoM (2 Hejenm BMECTO 3-He/e/IbHOTO UHTEPBasa) MeXAy BBeAEHUAMU LUTO-
CTaTM4YeCKUX npenapaTos v TpebyeT NpoduaaKkTUYeCKOro ncnonbsosaHus -KCo.
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MHOr1e BUAbI NPOTUBOOMYXO0NEBOM 1IeKAaPCTBEHHOM Tepanuu (Mpex e BCero, LUTOTOKCH-
yecKom) 061a4at0T Y3KUM TepaneBTUYECKUM OKHOM, B CBA3M C YeM, BAXHO NPUAEPIKUBATLCA
peKoMeH/0BaHHbIX 403 NpenapaToB, a TakXXe MHTEPBa/NOB MeX/AY UX BBEAEHUAMMU.

PacyeT A03bl ULUTOTOKCUYECKOTO CPeACTBA A1 HONbWMHCTBA MPenapaToB BbINOAHAETCA
Ha nowazb NOBEPXHOCTU Tena, ONpeAeNnTb KOTOPYI MOXHO no ¢opmyne MocTennepa,
Jobya un [llobya B MoAMUMKALUM, a TaKXKe NpU MOMOLLM HOMOTPaMM U KalbKyNATOPOB.
PekoMeHpyeTCA OKpyr/ieHne pacyeTHOW naowaAmn NOBEPXHOCTU Tena A0 NepBOro 3Haka
nocnae 3anaTon.

®opmyna Moctennepa (Mosteller, 1987):

nnT (m2) =+ Bec [kr]xpocT [cM]/3600
®opmyna Awbya u [obya (Moandukaums):
NNT (m2) = Bec [kr] ****xpocT [cM] ©7/139,2

Y 60/1bHbIX C OXXUPEHUEM MPU OTCYTCTBUM COMYTCTBYIOWEN NaTONOrUN pacyeT 403bl
npenaparta nMpou3BOANTCA UCXOAA U3 GaKTUHECKON MacChl Tena, 0COBeHHO ecnun Lenbto
Tepanuu agaseTca nsneyeHue. MpuM HaAUYMM CONYTCTBYIOLWEN NAaTONOT MM, @ TaKXKe B CAyYae
nananaTUBHBIX LieNei Tepanuu Npu NaolWasn NnoBepxXHOCTU Tena CBbille 2 M2 BO3MOXEH
pacyeT A403bl Ha NaoWaab 2 M2 Ha MepBOM Kypce Tepanuu. [1pu xopolei NepeHoCUMOoCTH
NleYeHnA Ha NoCeyOLUNX Kypcax peKoOMeHAyeTCA OfHOMOMEHTHasA AN MocneoBaTelbHan
(B TeyeHue ABYX-Tpex KypCOB Tepanuu) 3CKanauma 403 NpenapaToB C pacyeToOM Ha aKTy-
anbHble BEC M POCT.

[nA HeKOTOPbIX XMMUOTEpaneBTUYECKMUX NpenapaToB YCTaHOBAEHbI NpeAenbHO A0MY-
CTUMble pa3oBble J03bl (HAaNpuUMep, ANA BUHKPUCTUHA — 2 Mr, AnsA 61eoMuymHa — 30 Mr,
Ans kap6onnatuHa — 1000 Mr B KoMBUHaLMsAX 1 1200 Mr — B MOHOTepanuu). lnsa npenapaTos,
obnaAaolwmnx 4030/ IMMUTUPYIOLLEN KYMYNATUBHON TOKCUYHOCTbIO, YCTAHOB/IEHBI MPeAe/IbHO
AONYCTUMbIE KYMYAATUBHbIE 403bl: HAMPUMeEP, C Y4eTOM KYMYNATUBHOM KapANOTOKCUYHOCTH
aHTPaLMKAMHOB, KYMYNATWBHAA A03a ANA AOKCOPYBULMHaA cocTaBaneT 550 Mr/m2, gna anu-
py6uumHa —1000 Mr/m?; ans 61€0MULMHA C Yy4eTOM NOTEHLMAIbHOM BO3MOXHOCTU Pa3BUTUA
$nbpo3sa nerknx KyMynaTuBHasa gosa coctasaseT 360 Mr. B oTaenbHbIX CUTyaumax, Koraa
OTCYTCTBYIOT Apyrue 6onee 3¢pdeKTUBHbIE ONLMUM NeHEHUA U NPU YCNOBUM TLLATEbHOTO
MOHWUTOPUHIa KapAMOTOKCUYHOCTU Ha GOoHe NpOPUAaKTUYECKON KapANOTPONHOW Tepanmm
BO3MOXHO MpeBbllIeHNe KYMYAATUBHbIX 403 aHTPaLVKANHOB.

JlonycTnMO OKpyraeHune peanbHO BBOANMOWM 03bl MPOTUBOOMYXO/1€BOr0O 1@KAPCTBEHHOIO
npenapara B AnanasoHe g0 10% oT pacyeTHO. [lepepacyeT pa3oBOi1 403bl Ha NOCAEAYIOLWNX
Kypcax Npou3BOAMTCA NO aKTyabHbIM MOKa3aTeNAM poCcTa M Beca B TOM Cyyae, eC/v U3Me-
HeHue Macchl Tena naymeHTa npesblcnno 10%.

JlonyckaeTca ncxoAHan pegyKuuna pa3oBoW A03bl MpenapaTa B CAy4Yanax, Korga npu-
MeHeHue peKOMeHAYyeMbIX 403 NpeAcTaBafAeT ANA NayMeHTa NOBbILEHHbIA PUCK Pa3BUTUA
0CNOXKHEHUN. K Nog06HBIM CUTYaUUAM OTHOCATCA 0bWwmniA cTaTyc no wkase ECOG 2-3, cTap-
YyecKkuin buosornyecknii BospacT, 60/bWwon 06beM 061yHeHUA NAOCKMUX KOCTel B aHaMHe3se,
Hey/l0BNeTBOPUTE IbHbIe MOKa3aTe M GYHKLMM KOCTHOTO MO3ra, noYek, nevyeHu. [pu xopowen
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NepeHoCHMOCTY PeAYyLUNPOBAHHBIX 403 AONYCKAeTCA MX 3CKanauua, BNaA0Tb 40 NOAHBIX 403,
Ha nocaeaylWmx Kypcax. KAMHMYeCKn 3Ha4MMan TOKCMYHOCTbL PaHee NPOBEeAEHHOr0 Kypca
Tepanuu Take ABAeTCA OCHOBaHWEM ANA PeAlYKL MM Da3O0BbLIX 03 NpenapaTos, pesckanaymsa
A03bl Ha NOCNeAYOWNX KYypcax, Kak NpaBn1o, He MponU3BOAMTCA.

XT yacTo HOCUT UuMKAoBOW xapakTep. Linkn XT — nepuog BpeMeHu, ncyncasembliii c nep-
BOrO AHA MePBOro BBEAEHMUA UMTOCTAaTNKOB 40 MNAHMPYEMOro NepBoro AHA CAeAylouero
Kypca, BKNtoYaeT B cebs HM BBeAeHWA NPenapaToB 1 NNaHOBbLIV MepepbiB MeXAY Kypcamu.
Mpumepom 21-aHeBHOTO LMKNa ABNAeTCA pexum XELOX: npogomkuTensHocTb Kypca 14 gHei,
nepepbiB MeXAy Kypcamu 7 gHell; npuMepoM 14-AHEBHOro LKA ABNAIOTCA PeXMUMbI TUMNA
FOLFOX uan FLOT, nosTOpHOE BBEAEHME NpenapaToB B KOTOPbIX 3aN1aHUPOBAHO Ha 15 feHb,
cynTan c 1-ro gHA BBeAeHMA NpenapaToB npeabiayuiero Kypca. [lpumepom 6-HegenbHOroO
UMK/a ABNAIOTCA PEXNMbI, COAEPXKaline HEKOTOPbIe MPON3BOAHbIE HUTPO30OMETUIMOYEBUHbI
Uan MutomMmmumnHa C.

JonyckaeTca cMelleHne AaTbl Havyana caejytollero 1e4e6HOro UMKAa Ha 3 AHA B MeHb-
WYt 1 60/1bLIYI0 CTOPOHBI OT 3aNN1aHNPOBAHHON AaThl 6€3 NPUYNH MeAULMHCKOrO XapaKTepa
(npousBoaCcTBEHHAA HEOBXOANMOCTb, FOCYAapPCTBEHHbIE MPA3AHUKY, CEMEHbIe 06CTOATE Ib-
CTBa U T.M.). Hayano o4epesHOro LnKaa MOXKET 6bITb OT/IOHKEHO MO MEAULMHCKUM MOKa3aHUAM
B CNeAY0WNX CUTYaLNAX:

+  noboyHble 3¢pPeKTbl NeyeHus, He paspelunslumnecs 4o ctenenn 0-1K Havany caeaytouero
LMKAa (3a UCKAOYeHMEM anoneLun);

+ obocTpeHue conyTcTBYOLWMX 3aboneBaHN;

+  nwboe 3abonesaHune B 0CTpoit pase.

Ana 6onbwMHCTBa pexnMoB XT cTaHAapPTHBIMU TpebOBaHMAMM K MOKasaTe 1AM remMo-
rpaMMbl, MO3BONAIOIWMM HayaTb ouepeaHon Kypc XT, apaatotca A4H=1,5%10°/1 n konnye-
cTBO TPOM6OUNTOB=100%10%/ 1. AnA OTAENbHBIX KOMBUHALMI U KAUHUYECKUX CUTYaL I
(neyeHune oHKkoremMaTonornyeckux 3a6oneBaHuil, eXXeHejebHOE BBEACHUE NaKAUTAK-
cena, reMumTabuHa, KoMbuHauua remymTabuHa ¢ Hab-nakaMTakcesoM, pexum BEP nam EP
NPV FePMUHOTEHHBIX OMYXO0/IAX) MPUMEHAIOTCA 0CO6bIE KPUTEPWU TEMOTPAMMbI, 4OCTATOY-
Hble 418 HaYasNa Kypca/BBeAEHMUA XMMMUONpenapaTa v y4nTbiBaeMble Npu peAYKLUM 403
npenapaTtoB Ha 8-t u 15-1 gHu.

YpoBeHb reMorn06uHa He A0/KeH CYXUTb MOBOAOM K OTCPOYKe LKA Tepanuu; B Cy-
4anx BblpaXXeHHOW aHeMun TpebyeTcsA NpoBeJeHNe reMoTpaHcdy3nm € NocaeyoWmM npo-
AO/KEHNEM NleveHns.

2.4.1. O6ecnevyeHne BeHO3HOro gocTyna

Tak Kak 60/1bWNHCTBO MPOTMBOOMYXO/1€BbIX JIeKAPCTBEHHbIX MpenapaTos BBOAUTCA B/B,
HeobxoaMMo obecneyeHne MakcMManbHOro yao6cTea n kompopTa naymeHTam. Mpu xopouwem
COCTOAHMUU NepUPEpPUIECKUX BEH U KOPOTKUX (MeHee 12 4acoB) B/B MHY3UAX BO3MOXKHO Npo-
Be/leHne neveHns Yyepes nepudepnyeckne BeHo3Hble kaTeTepsl. 18 NPOBeAEHUA PeXNMOB
NPV 3aTPyAHEHHOM NepudeprnyecKoM BEHO3HOM AOCTYNE, a TAKIKe NPU ANUTeNbHbIX (>12 Yacos)
MHPy3nax npenaparta Heobxo4MMo obecrneyeHne LLeHTPaIbHOro BEHO3HOrO 40CTYNa, YTO MOXeT
6bITb 4OCTUMHYTO Pa3INYHBIMU NYTAMU:
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*  YCTaQHOBKOW NepudepuyecKkn MMNAaHTUPYEMOro LeHTPaAbHOrO BEHO3HOrO KaTeTepa
(MWK-kaTeTep), KOTOPLIA MOAXOANT AR KPATKOCPOHHOIO M CPEAHENO MO AANTENBHOCTU
(oT 6 gHeit 40 6 Mec.) MCNONb30BAHUS;

*  YCTaHOBKOM MOAHOCTbIO UMNAAHTMPYEMOI BEHO3HOW NOPT CUCTEMBI, A8 NOCAeAYOlLeN
paboTbl C KOTOPOW UCNONb3yeTCA CcneynanbHas urna lybepa; ABNACTCA ONTUMA/bHBIM
BapMaHTOM Mpu ANUTENbHbIX (OT 3 MeC.) Kypcax neyeHns;

+  KaTeTepu3auMel LeHTPaNbHOM BeHbI Ha KaXA0M Kypce ledeHus (MeHee npesnodTUTe b-
HbIA MOAXOA).

lpoBeseHMe CyTOUHbIX U MHOTOCYTOUHBIX UHY3UI TpebyeT cneuunansHoro obopyaosa-
HWA, Hanbosiee MONYNAPHBIM ABNAETCA 3/1aCTOMEPHOE MHPY3MOHHOE YCTPONCTBO O4HOPa30-
BOIO MPUMEHEHUA, CrelynanbHo pa3paboTaHHOe 417 NNAHOBOTO BBeAEHNA eKapCTBEHHbIX
npenapartoB € 3aA@HHOW CKOPOCTbIO U B OMPejeNneHHbI NPOMeXyTOK BpeMeHu. [na paja
npenapaTos (Hanpumep, $pTOpypaLmnia) He06XOAMMO 3alnLaTh OT pas3pyLieHUs CBETOM
MHPY3MOHHbIE CUCTEMbI U IMHUN.

2.5. OueHka 3¢ppeKTUBHOCTU leYeHUs

MnaHoBas oueHka 3bdeKTUBHOCTM XT BbINONHAETCA KaxAble 6-12 Heaenb (B 3aBUCUMOCTU
OT BUAA OMYXO/U U 3aa4 Tepanum), SHAOKPUHHON U UMMYHOTEpanun — Kaxable 8-16 Hegenb,
BHEM/NaHOBaA OLLeHKa MPOBOAMTCA MO NOKa3aHMAM, B YaCTHOCTU NPKU NOA03PEHMMN Ha Npo-
rpeccupoBaHue 60se3Hn. MHTepBan B oueHKe 3GPEeKTUBHOCTU SIeHYEHNA NPY NPOBEAEHUN
A/ blOBAHTHOW Tepanuu paHHero paka Mo/I0YHOM Xee3bl MOXKeT OCTUraTb 6 MecsALeB B CBA3MU
C HU3KUM PUCKOM Pa3BUTUA peLungmea.

OpueHTNPOM ANA OLEHKN 3PpPeKTa NeYeHNs MOTYT CAYXUTb MeXyHapoaHble KpuTe-
PUM OLLEHKM OTBETa CONMAHBIX OMyxonei Ha Tepanuto (Response Evaluation Criteria in Solid
Tumors (RECIST) nocneansas sepcus 1.1 2016 uaum iRECIST npu ncnonb3oBaHUu MMMYHO-
TepaneBTUYECKUX NpenapaTtos), pazpaboTaHHble UCXOAHO ANA KANHUYECKUX NCCAeA0BaHNIA
M OCHOBaHHble Ha OMpeAeNeHNU pa3Mepa ONyXoan MeToAamu ny4yesoit gnarvoctuku (KT,
MPT). Ha npakTuke 415 OLeHKN 3G GEKTUBHOCTM N1e4eHUA 4ONYCTUMO NPUMEHEHWE METOA0B
YNbTPa3BYKOBOW ANArHOCTUKK, NaHapHOM peHTreHorpadum, 3HA0CKONUN N 06BHEKTUBHOTO
dusnkanbHoro obcnegoBaHmA. N NONyYeHUA AOCTOBEPHBIX aHHbIX O AUHAMUKe npoLecca
Heo6X04MMO NCNO/Ib30BaTb OAMH U TOT e ANarHoCTUYeCKN MeTo A, BbIGpaHHbIN 40 Havana
Tepanuu M No3BONAKLLMNIA Ka4eCTBEHHO BU3YaN3MPOBaThk OMYXO/1eBble 04aru, C NoApo6HbLIM
OMMCaHNEM BbIABAEHHbIX U3MEHEHUI B npouecce ne4eHnAa.

2.5.1. Kputepuu RECIST 1.1

CoBpeMeHHbIMY KPUTEPUAMK OTBETa ONYXOAN Ha Tepanuio ABNAKTCA KpUTepumn
RECIST 1.107 2009 1. OCHOBY OLLeHKM COCTaBAAET oNnpejeieHne pasMepa Onyxoan C MoMOLLbIO
MEeTOAO0B /Iy4eBON AnarHocTuku (peHtreHorpadum, KT, MPT) (cM. «MeToguyecKne pekoMeH-
Aaunn Mo NPYMEHEHNIO KPUTEpUEB OTBETA CONMAHBIX OMYXONel Ha XMMUOTepaneBTUYeCcKoe
neverue (RECIST 1.1). MpaButenbcTeo MockBsl, /lenapTaMeHT 34paBooxpaHeHus r. MOCKBbl,
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[BY3 «Hay4HO-NpaKTUYeCKUA LLeHTp MeANLMHCKON paagnonorum [lenaptamMmeHTa 34paso-
oxpaHeHus r. MockBbi», Mocksa 2018 r.).

Onyxonesblie oyaru

B cooTeTcTBuM c KpuTepuammn RECIST onyxonesble o4arv noapasfenatoTca Ha jBa Tmna:

1. M3mepsieMble o4aru — oy4aru, BbiAB/fAeMble U COCTaB/ALME MO HAaNbBObLIEMY AMaMeETPY:

+ =10 MM npu cnupanbHoi KT npu peKOHCTPYKL MU CPe30B TONWMNHOMN B 5 MM;

+ 220 MM npu warosoit KT ¢ TonwmnHow cpesa 10 mm;

+ 220 MM npu peHTreHorpadum rpyaHomn KneTku;

*  uMdaTuyeckue y3abl>15 MM B U3MepeHUU, MepneHANKYNAPHOM MaKCUMaNbHOMY
AvaMeTpy (T.e. Mo KOPOTKOI ocH).

2. HeusMepseMble o4arm — oyaru, BbiAB/aseMble U COCTaBAAOWME NO HanbonbleMy Ana-
MeTpy npu warosom KT<20 MM, a npu cnnpanbHoin KT<10 MM. K HensmepaeMbIM o4aram
OTHOCATCA: Me/ZIKNe o4yarm (<10 MM), NeNTOMEHMHreaNbHble MeTacTasbl, NIEBPUT, aCLUT,
NepUKapANT, KUCTbl, NTMMPOTreHHbI KaHL,ePOMaTOo3 KOXMN AW NerKnX, MeTacTasbl B KOCTAX,
BOCMa/NNTE/IbHbIE U3MEHEHWSA MOMOYHbIX XKe/e3, 04aru C KUCTO3HON U HEKPOTUYECKON
TpaHchopMaumeil, yBeMyeHme pasMepoB OpraHos (renatocnieHoMeranus), nepuToHe-
aNbHble UMMNIAHTbI.

AlerPMTM OLeHKMHU

1. B nepByto oyepesb U3MepsaeMble 04aru OLEHMBAIOTCA KONUYECTBEHHO.

2. [lanee Hy}HO BbIGpaTh TapreTHbIe 04aru, KOTOpble B NpoLecce Tepanum 6yAyT UCMOb-
30BaTbCA A1 KOHTPO/IA; TApreTHbI 04ar COXpPaHAETCA Ha MPOTAXKEHUMN BCEX NOBTOP-
HbIX MCCNEeA0BAHUN TapreTHbIM, AaXe eC/lM pa3Mepbl o4ara yMeHblWwaTtcsa 40 npegena
NMOrpewWwHoCT MeTOAa NCCe0BaHUA.

B KayecTBe TapreTHOro peKoMeHAyeTCs BbiGMpaTh He HaMBOAbWUIA, @ Haubonee YeTKO
BU3Yya/IM3UPYEMbI M ONTUMANbHbIA ANA U3MEPEHUSA OYar.

TapreTHble M HeTapreTHble o4aru

TAPTETHBIE OYAT K

+  W3mMepsaeMble o4arm, MaKCMManbHO A0 2 04aroB Ha OpraH, B CyMMe — 20 5 04aros;
ouyaru, oTpaxatouwme NOPaXKEHHbI OpPraH, AO/KHbB COOTBETCTBOBATb KPUTEPUAM
TapreTHOro oyara;

+  BbibUpaloTCA, UCXOAA U3 UX pa3MepoB (C HAaMBONbLWMNM AMAMETPOM) U MPUTOAHOCTH
ANA TOYHOrO NOBTOPHOTO N3MEpeHUs;

+  04arv B MOABWXHbIX OpraHax (Hanpumep, B opraHax XKT, sudHMKax) MOryT 6biTb HEMOA-
XOAAWMMUN ANA OLLEHKN,;

*  YKa3blBalOTCA TONLKO aKCUa/bHble pasMepsl.
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HETAPIFETHbBIE OYATI

MoryT BK/OYaTb Kak U3MepAeMble, TaK U Hen3MepseMble odary;

K M3MepAEMbIM HEeTapreTHbIM 04araM OTHOCAT BCE M3MepseMble 04aru B AaHHOM OpraHe,
KOTOpble He BOLW/IM B YUC/I0 TapreTHbIX B CBA3M C NPEBbIEHNEM MAaKCUMaNbHO AOMYCTU-
MOrO KO/JIMYecTBa (40 2 04aros Ha opraH, Bcero — He 6osee 5);

HeTapreTHble o4arun MOryT He COOTBETCTBOBATH Kpl/lTepl/IFIM I/I3MepﬂeMb|X, T. €. 6b|Tb
HEe M3MepAEMbIMY;

B MA€aNe AO/KHBI BKAKYATh BCE 04aru, He OTHECEHHbIE K KAaTerOpuUM TapreTHbIX.

Kputepuu oyeHkn

YacTWYHbI OTBET — yMeHblIeHNe CyMMbl AMaMeTpOB TapreTHbix o4aros Ha=30%.
MoAHbIN OTBET — MCUE3HOBEHWE BCEX (TAPreTHbIX M HETapreTHbIX) 04aros; Nto6oM 13 paHee
YBEANYEHHbIX NMMPATUYECKMX Y3/10B J0/KEH nMeTb pasMep<10 MM No KOPOTKOI oCK.
MporpeccupoBaHue 3a6oneBaHna —yBennyeHne Ha=20% CyMMbl AraMeTPOB TapreTHbIX
04aros; NoAB/eHMNE OAHOIO UM HECKONbKNUX HOBbIX 04aros; 6esycnoBHas nporpeccus
HeTapreTHbIX 04aros.

Crabunnsaunsa 3aboneBaHna — NPU3HaKKW, He COOTBETCTBYIOWME KPUTEPUAM NONHOTO

NN HaCTUYHOTO OTBETA, @ TaK)e NporpeccMpoBaHnA 3a6oneBaHUA.

O6wwii oTeeT

Tapl’eTHble o4yaru

HeTapreTHbIE o4yaru

Hosblie oyaru

MonHbI oTBET TMonHbI oTBET MonHbIA oTBET Het
YacTuyHbIl 0TBET MonHbI oTBET YacTuyHeIl oTBET/CTa- Her
6unmsaums 3abonesa-
HUA
YacTuyHbIi 0TBET YacTnyHbI oTBET OTcyTcTBUe Het
nporpeccpoBaHus
3aboneBaHus
Crabuamsauus Crabuansaumsa OtcyTcTBre Het
3abosieBaHuMA 3aboneBaHuA nporpeccpoBaHus
3aboneBaHua
MporpeccmposaHne MporpeccuposaHme Joboit oTBeT EcTb nnn Het
3abosieBaHnA 3aboneBanuna
MporpeccuposaHue Joboit oTBeT MporpeccmposaHmne EcTb unun Het
3aboneBaHus 3aboneBaHua
MporpeccnposaHue Jo6olt oTBeT Jlioboit oTBET Het
3abos1eBaHMA
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2.6. O6ecneyeHne 6e30NacHOCTU IeKapCTBEHHOM
NPOTMBOOMNYXO/1€BOI Tepanuu

2.6.1. MuHuManbHble 1abopaTopHbIe U MHCTPYMEHTa/IbHble
o6cnepoBaHusA Npu NpoBegeHUM NPOTUBOOMNYXO/1€BOM
NeKapCcTBEHHOMW Tepanum

AO Ha4ana nepBoro Kypca /leKaPCTBEHHOIZ Tepannn peKoMeHAyeTcAa BbiINO/HEHNE NpO-
ueayp MMHMMabHOIO YpOBHA O6C}'IeAOBaHl/IFI, nepe4yeHb KOTOPbIX MOXeT 6bITb pacuwunpeH
No KAMHNYECKUM NOKa3aHUAM:

* KAMHWYECKUI aHanns KpoBu (c onpegeneHneM ypoBHA reMorno6uHa, SpuTpoLmUTOB,
NeNKOLMTOB C NOACYETOM IeNKOLMUTapHON GOpMYyAbl, HENTPOdUA0B, TPOMEOLUTOB);
BbINO/NHAETCA He 6osee YeM 3a 14 fHell 0 HaYana NeveHus;

* BMOXMMUYECKUI aHaNN3 KPOBM (C ONpese/ieHneM YPOBHA MIIOKO3bI, 06wero 6uanpy6uHa,
AT, ACT, o6uwero 6eska, eraTMHMHa); BbIMO/HAGTCA He 6o/1ee yeM 3a 14 AHel 40 Havana
neveHus;

+  Koarynorpamma (¢u6puHoreH, A4TB, npoTpoMEMHOBOE BpeMS); BbINOAHACTCA He 6onee
yeM 3a 30 gHen 40 Havyana nevyeHus;

+  0BWeKNAUHUYeCKUt aHanu3 Moyu (BbinonHaeTca He 6onee YeM 3a 14 gHel 40 Havana
NedeHus);

+  DKT (BbinosiHAeTca He 6osiee YyeM 3a 30 AHelt 40 HaYana NeveHus);

* MO NOKasaHMAM:

- 3xoKl c onpeaenernnemM OBk (Npy NNaHMPOBaHUM KAPAMOTOKCMYHON Tepanuu
TpacTy3yMaboM, nepTy3yMabom, TpacTy3yMaboM IMTAH3UHOM, aHTPALUKANHAMUY);

- ayauomeTpus (Npu HaAMYUK/yCyry6aeHUmn KAMHUYECKUX CUMITOMOB CHUXEHUA CAyXa
npv NAaHWpoBaHMM/NpoBeAeHUM Tepanumn LMCNAaTUHOM, HO He KapbonaaTuHoOM
WK OKCaNNMAATUHOM);

—  KOHCy/AbTauuu cneunanncToB — NO NOKa3aHWAM, ONpejenaeMbiM Ne4alluM BpayoM.
HanpuMmep, KOHCYAbTaUMUA SHAOKPUHONOTA UM KapAMOAOra — NP HEOBXOAUMOCTH
Ha3HayYeHMA UM KOPPEKL MW NPOBOANMOI Tepanun B Cayyae ee HeOCTAaTOUYHOWM
3$deKTUBHOCTH.

- nomokasaHuaM (BblpaxeHHas obwas cnabocTb, yANUHeHue nHTepsana QT) — onpe-
fe/leHvie ypPOBHA MarH1A y NaLlMeHToB, NONyYaloLWnX LeTyKCuMab nam naHnTymymab.

B pganbHeliweM B npoLecce XMMMO- AN TapreTHOWM Tepanuun nepes HayanoM KaxAaoro
Kypca A0/KeH 6biTb BbINONHEH OBLWEKANHUYECKUI (BbINONHACTCA He 6oee yeM 3a 5 AHel
40 NMpOBeJeHNA 0YEPeSHOro Kypca) M BUOXUMUYECKUIA aHaN3bl KPOBU B BbileyKa3aHHOM
o6beme (BbinonHAeTCA He 6osiee YeM 3a 7 iHEeN A0 NPOBEAEHMA O4EPELHOTO KYpCa), Npu exe-
He/leIbHbIX peXxKnMax 6MOXMMUYECKINIA aHa/IM3 KPOBU MOXKET BbIMOHATLCA KaXble 3—4 Heaenw,
0CTasibHble aHaNM3bl — MO KAUHUYECKUM nokasaHuaM. Mpu npoBegeHun T, obnagatowein
MUHUMaNbHOM TOKCUYHOCTBIO (AHTUICTPOreHbl, MHIMEUTOPbLI apoMaTassl, aroHUCTbl PT)
BblleYKa3aHHbIN 1a6OPaTOPHbI MOHUTOPUHT 4OMYyCKaeTCA NPOBOANUTL pexe (40 1pasas ABa
Mecsua). He peKoMeHAYyeTCA PYTUHHO BbINOHATL KOHTPOJIbHbIN 06 EKAMHNYECKUIA aHaNn3
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KPOBM paHee, YeM yepe3 7 Hel Noc/e Havana Kypca LMToCcTaTUYeCKon Tepanmm B OTCYTCTBUMN
KNMHUYECKNX NOKa3aHWn. PekoMeHgyeMan nepuognyHocTh BhinosHeHna SKI B npouecce
XUMWO-U/UNN TapreTHoW Tepanuu cocTasaneT 3—-4 mec.

2.6.2. MOHUTOPUHr 6e30MaCHOCTM NPOTUBOOMNYXO/1€BOM
NeKapcTBeHHOI Tepanuun

OueHKa NoboYHbIX 3PPEKTOB Tepanuy BbIMOAHAETCA Ha KaXKA0M unkae. ObwenpuHsa-
TOW WKanoi apnaoTca «ObWMe TEPMUHONOTNYECKNE KPUTEPUN HewenaTe bHbIX ABNEHUR»
(Common Terminology Criteria for Adverse Events (CTCAE), Bepcusa 5, 2017 r.). Mpu passutun
KAVHWYECKM 3HAYNMbIX MTOBOYHbIX ABAEHUN (3—4 CTeMeHw, 3a UCKIOYEHUEM remMaToornye-
CKOW TOKCUMYHOCTU) BbIMOJHAGTCA PeAyKLMUA f03bl Ha 20-40%, ecau gpyroe He NpeAycMo-
TPEHO B MHCTPYKLUM NO NpUMeHeHuto npenaparta. [pyn KynnpoBaHnn KAMHNYECKN 3Ha4YNMBbIX
No6OYHBIX ABNEHNA B OTAE/bHBIX CUTYaLMAX BO3MOXHO BO306HOB/IEHUE SIeHeHUA B MO/THbIX
£03ax, eC/M APYroi NoAX0/ He npejnaraeTca B MHCTPYKLUM NO NPUMEHEHUIO Npenapara.
JNA HEKOTOPbLIX BUAOB KYMYNATUBHOW TOKCUYHOCTU, HaNnpuMep, N€roYHON, HEMPOTOKCUY-
HOCTU KNMHNYECKN 3HaYNMOW MOXET ABNATLCA=2 CTeNeHb BbipaxeHHOCTU. [pn nposegeHun
nanAnaTUBHOM XMMUOTEPaNNM Ha3HaYeHNe CXeMbl KaX /0N U3 TMHNIA N N3MEHEeHUA 403 npe-
napaToB OMpeje/iAlTCA BPa4OM-OHKOIOrOM (CMeunanmcToM no eKapCTBEHHOM Tepanuu)
6e3 npuBaeYEHUA KOHCUANYMA.

Cne,qyeT NMeTb BBUAY, 4TO ANA AO3ONNMUTUPYHOLWNUX KYMYNTATUBHBIX BUAOB TOKCUYHOCTH,
TaKUX KaK HEMPOTOKCUYHOCTb, OTOTOKCUMYHOCTb, IeFOYHAA TOKCMYHOCTb, KapANOTOKCUY-
HOCTb OTCYTCTBYIOT NPOPUNAKTUYECKME MePbl C 0Ka3aHHOW KANHNYECKOR aKTUBHOCThIO.
lMocKoNbKYy KyMynATMBHaA TOKCUYHOCTb pa3BuBaeTca B npouecce umknosoin XT no mMepe
yBe/IMYEHUA YMCNa KYPCOB, HEOOXOAMM LieneHanpaBAeHHbIN U NOAPO6HbBIN cbop wanob
nauneHTa nepej Ha4yasoM KaxAoro unkaa neveHna. Mpu BbIABAEHUN KANHNYECKMX CUM-
NTOMOB, MNO3BO/IAWNX 3aN0A03PUTL pa3BuTne KyMyﬂFITI/IBHOIZ TOKCUYHOCTHU, BO3ZMOXHO
npuBaeyeHune (Npy HaAMYUU HEOBXOAUMOCTMU) NPOGUBHBIX CMELMANNCTOB U Ha3HaYeHUe
Heob6Xx0ANMbIX MeTO/0B 06CNeJ0BaHNA N IeHEHUA C NOCAeYIOWNM MOHUTOPUHIOM Bbipa-
XEHHOCTU KANHUYECKNX CUMNTOMOB N0604HOT0 3pdeKTa M NOBTOPHEIMM 06CeA0BaAHUAMM
MPW HapaCTaHNUM NX TAXKECTH.

2.6.3. iAnuTenbHOCTb NeKapCTBEHHOW Tepanum

ANnTeNbHOCTb HE0aAbIOBAHTHOM U @A bIOBAHTHOW Tepanun yCTaHaBAMBARTCA KAUHMYe-
CKMMU peKoMeHAaLnaMn.

Mpu nannmaTneHoM n neye6HoM XT B HEKOTOPbIX CAy4Yaax TaKxe Cyl|ecTByeT 4eTKo onpe-
AeNeHHOe PEKOMEHAAUNAMM YNCAO0 LIMKIOB, MPEBbIEHNE KOTOPOro He yyyaeT OTAaNeHHbIe
pesybTaThbl 1eveHns (Harnpumep, 4—6 LMKI0B XT NMPU HEMENKOK/IETOYHOM paKe /1erkoro, 4 uukaa
XuMuoTepanuu no cxeme BEP npu repmunorerHsix onyxonsx, 16-18 Hegenb MHAYKLUOHHOM
XT nepBOM IMHNM KONOPEKTAIbHOTO paKa). B Apyrux cayyasx nevyeHne MoXeT 6biTb MPOAON-
XeHO A0 nporpeccupoBaHna 3a601eBaHNA, HeMepeHOCUMOWM TOKCUYHOCTU AN AOCTUKEHNA
MaKCMManbHO AOMNYCTUMON KYMYAATUBHOM A03bl UCNO/b3YyeMbIX NpenapaTos, obaajgatowmx
KYMYNATUBHOW TOKCUYHOCTbIO.
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Mpu nannnaTueHon XT BaXHO OLEHMBATb COOTHOWeEHME Noab3bl (3ddekTa) u Bpesa
(TokcuyHoCTH) OT NpogomKeHna Tepanuu. Mpu JoCTMKeHUN cTabuansaumnm 3abonesanun
VAN MaKCcMManbHoro s¢ppekTa 6e3 ganbHelwero yMeHblUeHWA OMyX0eBbIX 04aroB nNpu paje
onyxonei peKkoMeHAyeTcs npoeecTy ewe 2-3 uukana XT c nocnegyowmnm HabawaeHneM
Unn noaaepxveatowelt Tepanveit. TapretHas tepanus, [T M UMMyHOTepanus o6bI4HO Npy nan-
MaTUBHOM Ie4eHUUN NMPOBOAATCA A0 MPOrpeccMpoBaHnsA 3a60N1€BaHNA NN HemepeHOCUMOW
TOKCUYHOCTW.
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