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Tlosieaerue npomueoonyxoaeavix nPpenapanos CO8EPULULO PeBOIOUUIO 8 NeUeHUU 310KA1eCMEEHHbIX HOB000PA308aHULL, NO360AUE 000UNb-
€S U3NeHeHUS NAUUECHMO8 ¢ PAOOM PaHee (PamanbHbiX 3a001e8aHULL UAU NPOONCHUS JCUZHU Y OOALHBIX C HEUNCUUMBIMU ONYX0AAMU. B Ha-
cmosiuee epems 3apeucmpuposaro yce 6oaee 100 npomueoonyxoneswix npenapamos, MHo2ue U3 KOmopoix paspadbomarsl 6 HOCAeOHUEe
200bl ¢ UCNOAb30BAHUEM CAMbBIX COBPEMEHHBIX 00CMUNCEHUL 6 00nacmu MOAeKYAApHOU Ouoroeuu onyxonei. OOHOBPEMEHHO UeHA HOBbIX
NPOMUBOONYXO0AEEbIX NPENAPAMOE PACHEN MEMRAMU, 3HAYUMO ONEPeNCAOUUMU YeeauteHue dPHeKmueHoCmU NPOMUEOONYX0A€60l me-
panuu. I[Todoonas cumyayus HabAOAeMCs 60 MHO20OM U3-34 MO0, YO CAONCUBULASCS CUCEMA HEOPEHUsL HOBbIX NPOMUBOONYX0NEEbIX
npenapamog He 8biNOAHAEM UCXOOHO 80310JCCHHbIX HA Hee 3a0aH.
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Basic and clinical research in oncology: is there background for a breakthrough?
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The appearance of anticancer drugs dramatically changed cancer treatment, allowing patients with a number of previously fatal diseases to
achieve cure and prolong life in patients with incurable tumors. More than 100 anticancer drugs registered to date, many of which have been
developed in recent years using the latest advances in tumors molecular biology. At the same time the price of new anticancer drugs increases
much faster than efficacy of anticancer therapy. The situation is due largely to the fact that the current system of introduction of new anticancer

drugs not performing initial tasks.
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Beepnexue

IMocnennne 30—40 et MPONCXOAUT aKTUBHOE COBEP-
LIEHCTBOBaHME JIEKAPCTBEHHO TepaItiy OIyXOJIEi, KO-
TOpasi, 0e3 COMHEHMIA, OCTAHETCSI OCHOBHBIM JpaiiBepoM
porpecca OHKOJOTMM B O0O3PUMOI ITEPCIIEKTHBE.
XUpypruyeckuii 1 Jy4eBOi METOIbI, JOMUHUPOBABIIIE
B OHKOJIOTUH ellle B cepenrHe XX BeKa, ¥ B HACTOSIIIEE
BpPEMSI OCTAIOTCSI BaXKHOM COCTaBJISTIOIIEH PYTUHHOTIO JIe-
4yeOHOTO Ipoliecca (JIOKaJbHbI KOHTPOJIb), OAHAKO MO-
TEHIMAI UX Pa3BUTHsI OTpaHUYEH JINIIb TEXHOJOTMYECKM -
MM YCOBEPIIEHCTBOBAHUSIMUA.

B GosbIIMHCTBE CilydaeB MPOTHO3 OHKOJIOTHYECKUX
MaLXEeHTOB (JaXe IPK UCXOAHO JOKATU30BAHHOM OITyXO-
JIEBOM IIPOLIECCE) ONPENEISETCSI CUCTEMHBIM XapaKTEPOM
3a00J1eBaHs, TPEOYIOIIMM CUCTEMHOTO JIEKAPCTBEHHOTO
BoszeiicTBus. biraromapst pasBUTHIO JIEKAPCTBEHHOTO JIe-

YeHHS TTOJIYYWIM PEajbHBIM IIIAaHC Ha BBI3IOPOBIICHUE
MHOTHE OOJIbHBIE, CTPaIaBIINe paHee abCOMIOTHO (haTaib-
HBIMM OITyXOJISIMU. 3a CUET JICKapCTBEHHOTO JICUCHUS yIa-
JIOCh B TOUM MJIM MHOM Mepe YBEJIWYUTh BBDKMBAEMOCTh
MMAIlCHTOB C HEM3JICYMMBIMHM ITHCCEMUHUPOBAHHBIMU
OITyXOJISIMM, a 33 CUCT BHEAPEHMS albIOBAHTHOM JIEKApCT-
BEHHOU TepaItiu — JO0JTI0 U3JICYCHHBIX OOTbHBIX C pAHHU-
MM CTagusIMH OOJIE3HM.

3a MmocjemHue TOAbI CITUCOK JOCTYITHBIX IIPOTUBOOITY-
XOJICBBIX TIPEITapaToB 3HAYNMO PACIIMPWIICS (B HACTOSI-
1ee BpeMsl nX HacuuThiBaeTcs 6osee 100) m mpomgoirkaeT
ITOTIOJTHAITBCSI CO BCE BO3PACTAIONICHT CKOPOCTBIO: €CIU
Ha 3ape pa3BUTHSI XUMHUOTEPAIIUM TOSIBIICHUE KaXKIOTO
LIMTOCTaTUKA SBJISUIOCH 3HAKOBBIM COOBITHEM, TO B HACTO-
sITee BpeMs €XKEeTrOTHO PETUCTPUPYETCs 3—5 HOBBIX TTPO-
THBOOIYXOJICBHIX ITpernaparoB. [Ipm 3Tom ceifuac 00b-
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Pe3zyabmamul pecucmpayuonHbix uccaedo8anuil 3¢gekmueHocmu HeKOmopbix COBPEMeHHbIX NPOMUBOONYX0€8bIX NPENapamos

IIpenapar (cpaBHUBaeMble Pe;KUMbI)
TemuuTadbuH (reMuuTabuH vs S-hTop-
ypauun) [1]

OpnoTuHUO (reMIUTaOUH +/ — 3piio-
TUHUO) [2]

Besaumszymad (FOLFOX +/ — GeBa-
uu3ymao) [3]

LleTykcuma6 (tietykcumad +/ —
FOLFIRI) [4]

BeBanm3ymab (6eBarmzymad +/ —
nouetakcen) [5]

DpubynuH (3pUOYIUH VS JIeYeHUe
BbIOOpA) [6]

JlamaTuHm6 (KameuuTabuH +/ — nana-
TUHUO) [7]

Tpacty3ymab (axbroBaHTHast XMMUOTE-
panust +/ — Tpactyzymao) [8]

3aboaeBanue

Pak MOKETyJOYHOM >Kese3bl

Pak nomxenyno4Hoi Kene3bl

KonopekranbHblit pak, 1-5 au-
HUST

KonopekranbHblii pak, 1-s au-
Husl, 6e3 yuera cratyca KRAS

Pax monouHoii xxene3sl (PMK),
1-s1 TUHUS

PMX, > 2 nunuit

PMXK, nociie Tepanuu Tpac-
Ty3yMabom

PMXK, agbloBaHTHas Tepanus

A0COJIIOTHOE PA3/INYMe B BbIKH-

BbrkuBaemocts (Mec)*
BaEMOCTH

5,65vs4,1 6 Hex
6,24 vs 5,91 11 nHeit
8vs 8,4 1,4 mec**
8,9 vs 8,0 27 nHeir**
8vs 8,8 24 mHa**
13,1vs 10,6 2,5 mec
6,2vs 4,3 1,9 mec**
2-JIeTHSIS1 BBDKMBAEMOCTb 2.7%

92,4 % vs 89,7 %

* — gce pasautus Cmamucmu4ecKu 3Hauumbl; ** — pazauvus 6 ooweli sviicusaemocmu (OB) HedocmogepHbl, npugedeHbl OaHHbLe BbINCUBAEMOCU

0e3 npoepeccupoganus.

IIWHCTBO M3 HHUX CO3JAeTCSd YK€ TOoJA KOHKPETHYIO
MMUIIICHB (T. €. CHHTE3UpYyeTcs TIperapaT ¢ 3apaHee OXumaa-
€MBIMH CBOMCTBAMM), YTO PE3KO OTIINYAETCS OT SMITUPU-
YeCKOTO ITOMCKA IMMPOTUBOOMYXOJIEBLIX CYOCTAHIIMIA B HE-
IaBHEM TIPOILIJIOM, KOTJa CHadaja OOHapyKuBajach
aKTMBHOCTH TIpernapaTa, a JIMIIb 3aTeM M3ydajcs MeXa-
HU3M €To AeUCTBUS. 3HAUMMO U3MEHUJIach ¥ METOIOJIO-
TUs aganTalui HOBBIX ITPEapaToB, MpeaycMaTprUBaroast
ceflyac MHOTOYPOBHEBYIO CHUCTEMY JTOKJIIMHUYECKUX
W KJIMHUYECKNX UCTTBITAHUIA.

OnHaKo yXe O4eBUIHBIM SIBJISIETCS M TO, YTO HECMO-
TpsI Ha BCE TEOPETUYECKUE TTPEATNIOCHLIKH 17151 HOBOTO MTPO-
phIBa B OHKOJIOTUM, aOCOMIOTHBIN BBIMTPHIII OT BHEIpE-
HUS IIPOTUBOOITYXOJIEBBIX ITPETIApaTOB € TOAaMU 3HAYUMO
He HapacTaeT: IpubaBKa B MeIMaHe BBIKUBAEMOCTH,
KaK 1 B 3II0XY SMIVPUUECKON XMMUOTEPAITUU, U3MEPSIET-
cs HeIeJISIMU 1 MecsitiaMu (Tabuia).

W3-3a 4ero ke OTpOMHBIC BJIOXKEHUS B (pyHIAMEH-
TaJIbHYIO OHKOJIOTHIO, TIPUBEAIINE K Topa3no boee Ty~
OOKOMY MOHMMAHUIO OMOJOTMM OITYXOJIM, OTKPBLITHUIO
HOBBIX MUIIEHEH IS TIPOTUBOOITYXOJIEBOM Teparuu,
CO3JIaHMIO JIECSITKOB HOBBIX IIperiapaToB, He NPUBEIN
K JOCTMIKEHMIO CTOJIb XXe 3HAaYMMBIX ycriexoB? Kak Ham
KaxeTcsl, HabJrogaeMblil qucbanaHc sSIBISIETCSI HE CIIef-
CTBHEM HemocTaTtka 3(P@PEKTUBHBIX METOAOB M3y4eHUS
OnyxoJiel Mian HU3KOU 3(p(HEKTUBHOCTU COBPEMEHHBIX
MMPOTUBOOIMYXOJIEBBIX ITPEIapaToB, a CJIEACTBUEM HEI0-
craToyHO 3(G(PEKTUBHOrO IMOIXoAa K WX ajanTaluu
1 BHeIpeHUIo. M coBpeMeHHasT KOHLETIUS «I0Ka3a-
TeIbHOM MEAWUIINHBI», KIMHWUYECKUX WCCIIeTOBaHUA,
CTaHJAPTOB JICYEHUS U T. 1. INIIb YCYTYOJIIeT CUTYalHIo,
a He CITOCOOCTBYET ee pa3pelIeHUIO.

s TIOHMMaHUS CIIOKUBIIECHCS CUTYyallMU IIEJIeCOo-
00pa3HO Pa30UTH IPOIIECC COBEPIIICHCTBOBAHUS IIPOTUBO-
OITyXOJICBOTO JICUCHNSI Ha 2 COCTaBHBIC YACTH.

1. HayuHn1ii nipouiecc — n3ydeHUe OMOJIOTUMU 3J10Ka-
YECTBEHHBIX OITyXOJICH, ITOMCK MUIIIEHEH I TTPOTUBO-
OITyXOJICBOI TepaItnu, MOIBITKA BBISIBICHUSI HOBBIX IIpe-
IMapaToB M METOIOB TIPOTUBOOIYXOJICBOTO JICUCHMUS
((bopmmpoBaHHe M TeCTUPOBAHNE HAYUYHBIX TUIIOTE3).

2. PerynstopHbie n (popMausyrolie HOpMbI — 00eC-
TIeYCHUE TOCTOBEPHOCTH TTOJYICHHBIX TaHHBIX, PETYIISI-
LIS TIpOIIecca CO3MaHMS TIPeTIapaToB, X alipodaIiiy 1 pe-
TUCTpaLIAU.

BesycnoBHO, I7151 TOCTUKEHUSI ONITUMAJIBHBIX PEe3yIhb-
TaTOB BaXKHBI 00€ COCTABIISIONINE, HO «CO3MIATCIHHON»
SIBJIICTCS JIMIITB TIepBasi 4acTh IIpoliecca, MTO3BOJISIONIast
HaWTH 9TO-TO HOBOE. PeryisiTopHBIC XK€ HOPMBI CITyKaT
JINIITB «OOCITY>KUBAOIIEI» COCTABIISIONICH, TTO3BOISIOIICH
(TTOTEHIIMAIbHO) ONTUMM3UPOBATh MPOIIECC BHEAPCHUS
MTOJTYYCHHBIX HAyYHBIX pe3yIbraToB. K coxkaneHmio, CoB-
peMEHHasI CHCTEMA «I0Ka3aTeTbHOI MEAUIIMHBI», CO3IaH-
Hasl Ij1s 00JIeTYeHUsI HAydHOTO IMMOMCKA M ONTUMU3ALINT
HCTIOJIb30BAHUSI €r0 Pe3yJIBTaTOB, HEPEIKO IIpeBpaIiacTcs
B TOPMO3 TIpoTpecca.

H3yyexue Guonoruu onyxoneii u MexaHu3ma feiicmsus

NPOMUBOONYXONEBbIX NPenapamos

JaHHasi Kareropusi MCCIENOBaHWI, OTHOCSIIASICS
B OoJIbLLIEl CTEIIeHH K (yHIaMEHTaIbHOM HayKe, SIBJISIET-
cs1 HanboJiee «TBOPUECKO» U HaMEHee 3aperyIMpOBaH-
HOI COCTAaBJISIIOLIEH HAyYHOI'O MOKCKA.

W 3pmech BMAOHBI, MOXalyil, HauOOJbIIME YCIIEXU.
[Ipou3o1u10 3HaYMMOE paCIIMPEHUE CIIEKTPA JOCTYITHBIX
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«MHCTPYMEHTOB» IUIST N3YUYCHUS OITyXOJIeii: Ha MECTO CBe-
TOBO MMKPOCKOITMY TIPUIILIA METOANKN CEKBEHUPOBA-
HUS T€HOMAa U METOJbl MOJECJIMPOBAHUST OMOJOTMYECKUX
npoieccoB in silico. boiiee Toro, GOMBITMHCTBO HOBBIX
TEXHOJIOTHI (BO MHOTOM OJ1aromapsi CHYDKCHUIO 1IEHBI MC-
CIIeIOBaHMIT) TIEPEIIO U3 Pa3psaa 3KCKITIO3MBHBIX Te-
CTOB, TOCTYITHBIX TOJIBKO IIJIST BEAYIIIUX JJA00PATOPUIA MU~
pa, B pa3psia MOYTH PYTUHHO BBITTOTHSIEMBIX MAHUITYJIS-
muii. CTOMMOCTh CEKBEHHMPOBAaHMS T'¢HOMa CHHU3WJIACH
¢ 10 Mapa moapoB (CTOJBKO CTOMII IIEPBBIN pacimidpo-
BaHHBII TEHOM) IO TIPUMEPHO | THIC. TOJJIApOB B HACTO-
sIIIee BpeMs.

M3MeHWIMCh TIpeICTaBICHUSI O OMOJIOTUN OITyXOJIe-
BOI1 TIPOTPECCH — Ha CMEHY IIPOCTOMY IIPEACTaBICHUIO
00 OTIyXOJI1 KaK O COBOKYITHOCTH OBICTPO IACIISIINXCS KIIe-
TOK MPUIILIO ropa3ao 0ojiee KOMIUIEKCHOE MpeAcTaBiie-
HHE, BKITIOYAIOIIee MHOTOYPOBHEBYIO CUCTEMY PETYIISLINHI
W B3aUMOICUCTBUS ¢ opraHu3MoM. I[loHMMaHUe TOTO,
YTO B MPOTPECCHUIO OITyXOJU BOBJICYCHO MHOXECTBO IIPO-
1IECCOB, TAKMX KaK MOCTOSTHHASI aKTUBAIIUs TIpordepa-
TUBHBIX ¥ IOJABJICHUE aHTUIIPOJIU(bEePaTUBHBIX CUTHATb-
HBIX ITyTeH, aKTUBAILIMSI MHBAa3WMU M METAacTa3MpOBaHUS,
BKJIIOUCHIE MEXaHU3MOB PEIUIMKAIIMOHHOTO «0eccMep-
THUST» Y 3aMEIJICHNE €CTeCTBEHHOM TOe N KIIETOK, aKTH -
BaIMsI aHTUOTeHEe3a, N3MEHEHHE KIIETOYHOTO METabO0IM3-
Ma, BO3MOXHOCTb u30eraTb HMMYHHOIO OTBETa,
HEeCTaOMIBHOCTh TeHOMA U T. . [9], TIprBesIo K KapAMHAIb-
HOMY M3MEHEHMIO B3IJISI0B Ha IIPOTHUBOOITYXOJIEBYIO TE-
parmmio. OT TIPOCTBIX MPEACTAaBICHU 0 HEOOXOMUMOCTH
WCIIOIB30BaHUSI BCe 0oJiee CHMIIBHBIX KJIETOUYHBIX SIIOB
(IIMTOCTATUKOB) IJIA pa3pylIeHUs] TCHETUIECKOTO allra-
pata ObICTPO NEJSIIMUXCS KJIETOK OHKOJIOTHU TepeLuIn
K CO3IIaHMIO TIpeTapaToB, 1IeJICHAIIPABICHHO BO3ICUCTBY-
IOIINX Ha YI3BUMBbIC CCTEMBI OITYXOJICBOM KJIIETKU, OTJIN-
Yyalue €e OT HOpMaJIbHBIX KJIETOK opranuama. [1pakTu-
YeCKM UISI KaXIOro OTJIMYMTEIBHOTO <«IIpU3HaKa»
OITyXOJIEBBIX KJIETOK B HACTOSIIIEE BPeMSI CO3aHbI HOBBIC
TPYMIIBE IpeTiapaToB HAaIpaBJICHHOTO ACHCTBHS: OJI0Ka-
TOPHl CUTHAJIBHBIX aKTUBHUPYIONINX IIyTeil (MMaTUHUO,
recdouTHHUO, BeMypadeHnO, TpacTy3ymMab U T.1I.), aHTUAH-
THOTeHHBIC TIperapaThl (OeBamm3ymMad, aduamOeplenT,
CYHUTHHHUO, TTa30TIaHUO U T.I.), THTUOUTOPHI CUTHAJIOB,
TOPMO3SIIINX UMMYHHBIN OTBET (MIMIJIMMyMa0, TTeMOpo-
JmM3yMa0), mpernapaTsl, BMEIIMBAIOIINAECS B METa0OIN3M
SHEPIUH OIMYXOJIEBOM KICTKH (TEMCHUPOIMMYC, SBEPOJIH-
MyC), HapyIIaloIne permapaiiio reHoMa (oanapuo).

C1CcoK HOBBIX TOTCHIIMATBHBIX MUIIICHEH TSI TIPO-
THBOOITYXOJICBOI Tepaluu OTpoMeH [9], M I KaxXmoi
U3 HUX €CTh JOCTaTOYHO OOJIBIIOE MOChE M3 TeOpeTHIC-
CKUX TIPEIITOCHIIOK, OOBSICHSIIONINX, II0YeMY BO3ICHCTBIIC
Ha JaHHYIO MUIICHb JOJIKHO MIPUBECTU K PEBOJIOIIMOH-
HBIM M3MCHEHUSIM JICKAPCTBEHHOM TepaIrmu OITyXOJCit.
YacTb U3 3TUX TEOPETUUYECKMX MPEANOCHUIOK TOATBEPK-
JIeHa TaHHBIMY TIPEIKITMHIYCCKIX U KITMHUYECKUX MCCIIe-
NOBAaHUI pa3HOM CTEIIEHU 3PEIOCTH.

OmHako, HECMOTPSI Ha TO, YTO C (POPMaJIBHOI TOUKHU
3pEHUS MBI BCE JATbIIIe OTXOANM OT SMITMPUIECKOTO ITOM-

CKa ITPOTHBOOITYX0JICBBIX IIPETIApaTOB, IIPOIIECC pa3padboT-
KU TIepecTaeT OBITh SMITUPUICCKIM JIMIITL Ha 3Tarle Co3a-
HUS caMOil MOJIEKY/Ibl. 3HAHHWE MMIICHU IJISI HOBOTO
Ipermapata ¥ ITIOATBEpXKICHUE ero 3MOGhEeKTUBHOCTH
B JOKJIMHUYCCKUX UCTIBITAHUAX JaJeKO He BCETa TPpaHC-
JINPYETCS B BBICOKYIO KITMHUYECKYIO 3(D(EeKTUBHOCTB IIpe-
mapara. Tak, HaIpuMep, TEOPETUIECCKHE ITPECAITOCHIIKI
IIJIST CO3MaHUSI MMAaTUHNOA Y aHTHAHTHUOTCHHBIX TTpeTiapa-
TOB BBITJISIIC/IM OMMHAKOBO IIPUBJICKATEIbHO (KaK OJI0Ka-
na Bcer-Abl mpu XpoOHMYECKOM MUEIOMIHOM JIeiKo3e
(XMJI), Tak 1 TIpeKpalieHne KpOBOCHAOXKEHUSI OITyXO0JIei
TEOPETHUYECKH MOTJIM Pean30BaThCs B OJICCTSIINE YCTIe-
XM), HO TIpY JATbHEUIIMX UCTIBITAHUSIX UMAaTUHUO TTOKa3as
JIECTBUTENIBHO PEBOJTIOIIMOHHBIE pe3yibraThl [10], a 6071b-
IIMHCTBO aHTMAHTHMOTCHHBIX TIPEIIapaToB TaK M OOPIOTCS
3a MecCs1Ibl BBKMBAaeMOCTU 0e3 rporpeccupoBanus [11].

C Haiieit TOYKM 3peHMSI, BHE 3aBUCHMOCTH OT TOTO,
KaKiM 00pa3oM (IIeIeHaIpaBIeHHO WU SMITMPUICCKI)
OBLT HAMJICH TIpeIiapaT, OCHOBHBIM (haKTOPOM, OITPEIeIsI-
JOIIIM €TO BO3MOXXHOCTb ITOKA3aTh ITO-HACTOSIIIIEMY KITH-
HUYECKHU 3HAYMMBIH 3((DeKT, SIBIsIeTCs IPUMEHEHNUE B T10-
MMyJISSUMK  OOJBbHBIX, OIYXOJIM KOTOPBIX K HEMY
YyBCTBUTEIbHBI. OTHAKO 10 HACTOSIIIETO BPEMEHH OTBET
Ha BOTIPOC, ¥ KOTo (B KaKOi MOMyJISIInn) OymeT padboTaTh
HOBBII TIpeTiapat v OyIeT JIM OH paboTaTh BOOOIIE, MOKHO
IMOJYYUTh JIMIIb B paMKax KIMHUYCCKUX MCIBITAaHUIA.
CoBpeMeHHasl CHUCTeMa MOOKIMHUYECKUX WCIIBITAHUI
1 MOIeIMpoBaHUS 3 (HEKTUBHOCTH COBEPIAET CIUIIKOM
MHOTO OIIMOOK MJISI TOrO, YTOOBI CIY>KUTb HaJEXKHBIM
OPUEHTUPOM IS TIPOTHO3UPOBaHUS 3(PeKTa B KIMHUKE.
Bo MHOTrOM 3TO CBSI3aHO C HECOBEPIIEHCTBOM METOIUK,
OCHOBAHHBIX Ha TECTUPOBAHMWU IIpErapaToB Ha KIIETOU-
HBIX JIMHUSX I KceHorpadrax [12]. OgHako gaxke M3-
yueHHue 00paslloB OITyXOJIei, MONyYeHHBIX Y MallMeHTOB
B IIpoLIeCCe TTPOBEACHUS KITMHUYECKHUX UCTIBITAHUI, 4aCTO
HE 1aeT BO3MOXKHOCTH TTOJIYYUTh TOCTaTOYHO MH(MOpMa-
I O MEXaHMW3MaX, OTBEYAIOIINX 332 YYBCTBUTCIHHOCTD
WA PE3UCTEHTHOCTH K TePAITHU.

RnuHuyeckue uccnepnoBanus

OT MOMEHTa BBISIBJICHMS TIEPCIIEKTUBHON CcyOCTaH-
MY, TIOKa3aBIIel TIPOTHBOOIYXOJICBYIO aKTUBHOCTD,
IO €€ KIIMHWYECKOI amanTaiuy B HACTOSIIIEee BpeMsI TIpO-
xomuT okosio 5—10 set. Bce 310 Bpemst 3aHUMAIOT KITMHM -
YeCcKHe UCCIIeI0BaHNS.

[Tpu 3TOM KIMHNYECKUE UCCICIOBAHUS COCTABIISIIOT
3HAYUTEIbHYIO (€CIM HE OCHOBHYIO) YacTh CTOMMOCTH
HOBBIX ITPOTHUBOOITYXOJIEBBIX ITpernapaToB. M Bce ycmox-
HSIOIIMECs TIpaBuiIa TIPOBEACHMS UCCICIOBAaHUMN YBEIH-
YMBAIOT €€ BCe 0OJIbIIE U OOJIbIIIE.

CortacHO 10oCTyITHBIM online maHHBIM [ 13], 3a TIepuon
¢ 2008 mo 2011 . cpemHMe 3aTpaThl Ha ydacTue | TmamyeH-
Ta B uccaenoBanuu 111 ¢assl yBemMUMInch MOYTH BIBOE —
¢ 25707 no 47095 monnapoB. B pesynbrare 3aTpaThl, He-
00XOomMMBIC IJIST BBIBEICHUS OMHOTO MperapaTa Ha phIHOK,
MOTYT COCTaBJISITh COTHM MUJUIMOHOB M JaXKe MIJITAAPIBI
JIOJIJIAPOB, YTO COITOCTABMMO C pecypcaMu, BbIIEICHHBIMU
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YBenunueHvie meAnaHbl BbDKMBaemMmocTu Ha 1 mec

BapumaHT 1
MpofoMKNTENBHOCTb XN3HW BCEX
60nbHbIX yBEenMUMnach Ha 1 mec

BozmodicHble 00ssicHerUs HeO0AbUIOL NPUOABKU 8 8bIHCUBACMOCU

Ha BCIO MOJEpHM3aLMIO (hapMalleBTUYECKOI TTPOMBIIII-
neHHocty B PO, UccregoBanns, ”THULIMMPOBaHHBIE aKa-
NEeMUYECKUMU WHCTUTYTAMU M MCCIIeJ0BATEIbCKUMU
rpyInamu, CTOSIT HECKOJILKO JIEIIEeBIIe, OJHAKO MpPHU CJIO-
KUBIIIEHCS CUCTEME U X CTOMMOCTD UCUMCIISIETCS COTHSI-
MU THICSY U MUJUTMOHAMMU JTOJIIapOB.

ITo ompeneneHnI0O OCHOBHOM IIEbI0 KIMHUYECKUX
HCCIIeIOBaHMI TOJDKHO OBITH BBISIBICHUE HAMTYYIINX BU-
JIOB Teparnnu, oTcedeHre Hea(p(PEeKTUBHBIX MU Hebe3-
OIMaCHBIX METOIMK M B UTOTE MPEeAoCTaBlIeHEe OOIbHBIM
JIEUeHUS, CITOCOOHOTO MAaKCUMAJIbHO MPOJTUTh X XXMU3Hb
W YAYYIIATH €€ Ka4ecTBO. BaXkKHBIM SBISIETCS M 9KOHOMMU-
YeCKUM aCHeKT, TaK KaK CHUCTeMa JOKa3aTeJIbHOU MEou-
LIMHBI U3HAYAILHO 3aAyMbIBAJIaCh KaK BO3MOXKHOCTD IT0-
WCKa ONTHUMAJIbHBIX II0 COOTHOINCHMIO IIeHa/3(hdheKT
METOJIOB JICUYECHUS.

OIHAaKO JOCTUTAET JIM CYIIEeCTBYIOIIAs CUCTeMa MO0~
craBieHHBIX Hejeit? Cyas Mo CyIIecTBYIONMIEe MpaKTH-
Ke — HeT. Bo3MOXHO, 5TO CBSI3aHO € TeM, YTO LIeJIU OC-
HOBHBIX  YYaCTHMKOB  IIpoliecca  MCCJIETOBaHUI
He COBMAIAIOT ¢ AeKJIapupyeMbiMu. OCHOBHOM LIEIbIO
dapMaleBTUYECKNX KOMITAHU, SIBISIONINXCS TJIaBHBI-
MU pa3paboTYMKaMU TperiapaToB M CITOHCOpPaMU KJIM-
HUYECKUX UCCIIeNOBAHMI, SIBISIETCS PErMCTPpalisl HOBBIX
npenapaToB U moixydyeHue npuobuin. OCHOBHOM LIETbIO
aKageMUYeCKUX IEHTPOB U MCCIAEAOBATEIILCKUX TPYIIIT
(cmoHCOpaMU KOTOPHIX, K COXAJIEHUIO, MMPSIMO MJIA KOC-
BEHHO OCTAlOTCSI B OCHOBHOM Bce Te Xe (papMalieBThYe-
CKME KOMITAaHUM) — ITyOJIUKAIIAS B TIPECTIKHOM XypHa-
Jle M TOoJydyeHWe HOBBIX TPAaHTOB Ha HCCJIeTOBaHUE.
Lenpio perucTpupymoInx U KOHTPOJIUPYIOIIUX Opra-
HOB — KOHTPOJIb HaJl HEYKOCHUTEIbHBIM COOTIOeHUEM
TeX (popMaJIbHBIX HOPM U TIpaBUJ, KOTOPbIe OHU CaMU
n yctaHoBuiu. [ToBeIeHue XXe 6e30macHoCT U 3(Ppdek-
TUBHOCTH JIYEHUS, K COXaJIEHUIO, TTI0 CYTH, OCTAETCS

MpoAoMKUTENBHOCTb XKM3HU 6ONBHOTO
Ha «CTaHAAPTHON Tepanumn»

BbII/II'prLIJ OT HOBOI'O nevyeHmA

BapwmaHT 2
MpOoAOMKUTENBHOCTb XM3HW Y HEKOTOPbBIX 6ONbHBIX
YBENMYMAach 3HaUMMO, y OCTaJIbHbIX — He U3MeHUNacb

3a paMKaMH 3TOTO IMpollecca, XOTS U IeKJIapupyeTcs
B KaueCcTBE MPUOPUTETHOM 1] BCEMU €TI0 yUaCTHUKA-
Mu. Tak Xe 32 paMKaMM IIpoliecca KITMHUYECKUX UCIThI-
TaHWII OCTaeTCSI U «aKageMuuecKas» JacThb Ipoliecca
COBEPIICHCTBOBAHMS TIPOTUBOOITYXOJIEBOTO JICUCHUST —
OOJBIIMHCTBO M3 HHUX OTBEYACT Ha IIPOCTOM BOIIPOC
«JIydIlle WY Xy>Ke HOBBI TIperapar (MeToanKa), 4eM pa-
Hee cymecTBoBaBine?». [Tpy 5TOM BOIIPOCHI: KOMY Cpe-
I OOJIbHBIX, BKIIIOUCHHBIX B UCCIeAOBaHME, TTOMOTAeT
HOBBII TIpeTapaTt, IoYeMy OH He ITOMOTaeT OCTAIbHBIM
B paMKax PETUCTPAIlMOHHBIX UCCICI0BAHNI, HE 3aal0T-
cs. B nmyuiem ciaydyae mpoBoauTcs (popMalibHBIN Cy0-
aHaJNU3 C UCCIIEMOBAaHMEM OTPaHMYEHHOTO KOJIMYECTBA
¢axkTOpOB, MOTEHIIMAIHLHO CIIOCOOHBIX ITOBIUSIThH Ha Ce-
nexuuio 00abpHbIX. C coXxalleHueM HEOOXOIMMO OTMeE-
TUTb, YTO 3TO KacaeTCsl He TOJBKO NCCACAOBAHUMN, MHM -
IIMUPOBAHHBIX  (hapMaleBTUICCKUMHN KOMITAaHUSIMU
(c meapI0 perucTpallny mperapaTta), HO U MCCIeIoBa-
HUIA, TIPOBOAMMBIX HE3aBUCUMBIMHU (aKaZeMUICCKIMM)
HeHtpamu. Ilonyuyus Oyarogapst 6oj1ee UHTEHCUBHOMY
neyeHunio 5—10 % npubaBKy B BbLKMBAEMOCTHU y 0O0JIb-
HBIX C HEOJIATOIPUSITHBIM IIPOTHO30M, MCCIEA0BATEIN
PEKOMEHIYIOT UCITOIb30BaTh HOBBIC BAPUAHTHI TepAITNU
IIIST BCeX OOJIBHBIX TPYIIIBI, «3a0bIBas», YTO U O €TO
BBEJCHUSI, HECMOTPSI Ha HEOJArONMpPUSITHBINA ITPOTHO3,
MHOTHE MAIEeHTH U3JICUNBAINCh IIPU MCTIOIE30BaAHUHI
MpeAbIAYIIEro TToaxoaa K Tepanuu [ 14].

OueBUIHO, YTO [IJII PETUCTPALlMU IIPEIapaToB
W/ VIU IyOJIMKALIMK Pe3YJIBTaTOB B IPECTIKHOM XXKypHaJie
HCCIIeI0BAaHMS JOJKHBI CTPOTO COOTBETCTBOBATH PETYJISI-
topHBIM HOopMaM 1 nipaBwiaM (GCP, GLP, GMP, Xexns-
CHHKCKasI IeKIapamnus U T. 11.). Y1 3Ti HOpMBI B OOIBIITNH-
CTBe ciydaeB cobonaoTcst. OqHaKO OHU B OOJIBIIMHCTBE
CBOEM 3aIlIMINAIOT JIMIIb OT IBHOI HEIOOPOCOBECTHOCTHU
HCCIIemoBaTe IS TIONTACOBOK (DAKTOB U pe3yJIBTaTOB, OIIpe-
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TIeJICHHBIX BUIOB CTATUCTUYECKUX TTOTPEITHOCTEH M T. II.,
HO TIpY 9TOM HUKOWM 00pa3oM He BIMSIOT Ha CYTh UCCIIe-
OOBaHUM.

Bo3MOXHO, MMEHHO TO3TOMY TIOCJIEC IIPOBEACHMS
MIPEeKpPacHO OPraHU30BaHHBIX ¢ (POPMATLHOM TOYKU 3pe-
HUS NCCIICAOBaHNU, TTIOIBEPTAIOIINXCS aKTUBHOMY KOHTP-
OJII0 CO CTOPOHBI MHOTOUYMCICHHBIX opranm3anuii (NCI,
FDA, EMEA, HaGmtonaTe/ibHbIE COBETHI, STUYECKUE KO-
MHTETBI W T.1I.), MBI TIOCTOSIHHO ITOJIyJ9aeM IIperrapathl
1 KoMOmHamu, 3G(MEKTUBHOCTb KOTOPHIX ITPEBOCXOIUT
paHee MMEBIIMECS B HAIlleM apceHasie Ha HECKOJIbKO Me-
CSI1IeB MeIMaHbl BBDKMBACMOCTH IIPH MAJUIMAaTUBHOM JIe-
yeHnH (Wi 3—5 % 5-JeTHeil BKMBAEMOCTH IIPU Kypa-
TUBHOM Teparmu). OQHAKO IIPY aHAJIM3e, IO CYTH, 9aCTO
OKa3bIBACTCSI, UTO CTOJIb HE3HAUMTCIBHBIA BBIMTPHIIIT
CBsI3aH He ¢ TeM, 4TO 3T 1—2 Mec (uiu 3—5 %) SIBISIIOTCS
mmpeaesaoM 3(pHEKTUBHOCTH HOBBIX IIPEIIapaToB, a C TEM,
YTO TOMYJISIINSI OOTBHBIX, MOJYYUBIINX TEPAITUIO B pPaM-
Kax MCCIICIOBaHUS, TOPA3I0 OOJIBIIE, YeM TTOMYIISIIINS TEX,
KTO OT Hee peabHO BRIUTPBIBACT (pUCYHOK). M1 ocHOBHOI
MMPUYMHOW MHOTOUMCIICHHOCTH TAIIMCHTOB B KIIMHUYEC-
CKUX UCCIICIOBAHUSIX SIBJISICTCSI HE HEOOXOIUMOCTD X BbI-
COKOI{ TOCTOBEPHOCTH, 8 HEOOXOIMMOCTD BEISIBUTH BEChMa
HEOOJIBIIOe OXMIAEMOe pa3Indyue B pe3yiabrartax. DTo
MIPEeKpacHO BUIHO M3 CTATUCTUIECKMX PA3ICIIOB UCCIIEI0-
BaHWiI, BKIIIOYAIOIMIMX COTHU U THICIYM OOIBHBIX.
[Tpu aHanM3e 3TUX pa3meoB, OIMCHIBAIOIINX OKIIAEMOE
pasnuune B 3pOeKTUBHOCTH, OYCBUIHBIM CTAHOBUTCS TO,
YTO OOJIBIIME TIO KOJMYECTBY BKIIIOUCHHBIX OOJIBHBIX
(1 moporocTosIIme) UCCAeIOBaHMS BCeTIa HAIIPaBICHBI
Ha MOMCK MaJICHbKUX Pa3IMUMiA.

U Takast cutyanysi CII0KMIaCh YK€ JOCTaTOYHO TaBHO.
Tak, HarpuMep, COTIACHO METaaHAJIN3y OOJIBIIIOTO KO-
YecTBa MCCIICIOBaHUIA, aIbIOBAHTHAS TePAITHs TAMOKCH -
¢deHoM mpu scTporeH-3aBucuMoM PM2ZK yBenmmuumBaeT
10-netH0t0 OB pammkaabHO ONMEPUPOBAHHBIX OOJBHBIX
¢ 69 1077 %, 1.e. u3 100 mpoJie4eHHBIX OOJIBHBIX 8 OyIYT
>XKUBHI Ha TIpoTskeHun 10 j1eT u 6osiee MMEHHO Oraromapst
npuMeHeHMIo TamokcudeHna [15]. Ho u3 stux mudp oa-
HOBPEMEHHO MOKHO CIIeIaTh M ApYyroii BeiBog — 92 13 100
SKEHIIUH TI0JyYaloT MOAO0HOE JIeYeHUE <«BITYCTYIO»: 69
W3 HUX TIPOXKIIIN OBI 3TOT CPOK M 0€3 Ha3HAUCHUST TAMOK-
cu(eHa, a 23 — MOrMOHYT HECMOTPSI HU Ha XUpypruye-
CKOe, HU Ha JIeKapCTBeHHOe JieueHre. Korma Ha «cMeHy»
TamokcudeHy B 1990-x mpuimiu HOBBIEe (OoJiee TOPOTO-
CTOSIIIIME) TIperapaThl — MHTUOMUTOPBI apoMaTasbl, OHU
BHOBb HCIIBITBIBAICH M BHEAPSUIMCH 10 aHAJIOTUIHOMY
MIPUHIIUITY W B TOM Xe MOMYJISIIIUUA OOJIbHBIX. Pe3ymbrar
0Ka3aJIcs OXXMIAeMBIM, TaK KaK MCCIICIOBaHMS N3HAYAb-
HO TIpeAyCMaTPUBAIIN TTOUCK «MaJIbIX Pa3IN4dUii B OOJIb-
KX (TOYHEe, 0YeHD OOJIBIIINX) TPYIIIaX OOJbHBIX». B 1c-
CICIOBAaHMSIX TI0 ambIOBAHTHOMY  MCITOJIb30BaHMIO
WHTUOMTOPOB apoMaTasbl, BKIIOYABIINX OT 2 M0 8§ THIC.
MMAIleHTOB, BBISIBIISUIOCH CTATUCTUYCCKN 3HAUMMOE yBE-
JInYeHue 6e3peuaANBHOM BbKMBaeMOCTH Ha 3—5 %, a of1-
Ho3HauHbIe paznmnuns B OB B OONBIMMHCTBE M3 HUX TaK
1 He ObIIM TToKaszaHbl [16, 17]. AHajgornyHas cutyanus

HaOJomaaach W MPY BHEAPSCHUN OOJIBIIMHCTBA IPYIHUX
HOBBIX ITPeTIapaToOB MPH COJUTHBIX OITYXOJISIX.

[TpuBen a1 Tako# MOIXO K YAYIIICHUIO Pe3yIbTaTOB
JICYCHUSI COMIHBIX ommyxoeit? besycmosHo! Tak, mo maH-
HbIM KJIMHUKA MD Anderson, mexny 1944 u 2004 rr.
10-netHsss OB 60nbHBIX paHHUM PM2K ¢ TTopaskeHHBIMU
nuMbaTHIeCcKUMU y3j1aMu yBeauduiaach ¢ 16 no 74 %,
a'y OOJIbHBIX C OTHAJIEHHBIMU MeTacTazaMu — ¢ 3 10 22 %
[18], uTO 00YCITIOBIIEHO YaCTUYHO# cyMManneil 3(pPeKToB
Pa3IMYHBIX HOBBIX IIPEIIapaTOB M PEXKMUMOB, BHEIPEHHBIX
3a 570 BpeMs1. OMHAKO TSI KaXKIOTo M3 BHEIPESHHBIX IIpe-
ITapaToB OCTABaJICS MPaKTUICCKNA HECM3MEHHBIM OOIIMI
HEIOCTaTOK — HOBBHIN mpemapaT (ITOAXO0M) OKa3bIBaJICS
0oJsiee 3(PPeKTUBHBIM JIUIIb Y HEOOJIBIIOrO YKncia 00ab-
HBIX (KOTOPBIC W TABAJIN «IIPUOaBKy» B BBLDKMBAEMOCTH ),
OCTaJIbHBIC K¢ TTAIIMEHTHI OT €T0 UCIIOIH30BaHUS HE BBI-
WUTPBIBAIM (MMEJIU POBHO TaKHe XKe Pe3yJIBTaThl JICUCHUS],
KaK M Ha Teparuu npeablaylero nokoiaeHust). [pu atom
BBISIBJICHHE TPYIIITBI OOJIBHBIX, BRIMTPHIBAIOIINX OT HOBOM
Tepanuu, MPaKTUIeCKN HUKOTIA HE SBISUIOCH TICPBUYHOMN
Leabio ucciaegoBaHuii. M ¢ kaxmoit mocnenyrolieit mo-
IBITKOM  yAYYIIUTHh paHee ITOCTUTHYTHIC pe3yJIbTaThl
B TOM XK€ caMOM IITMPOKOM (He CeIEKTUPOBAHHOIT) TpyIIIIe
MMAIleHTOB COOTHOIIICHME 3aTpaThl/3(PpdeKT cTaHOBUTCS
Bce OoJIbliIe.

AHaJIOTMYHAsI CHUTyalldsl HAYMHAeT CKJIAIbIBaThCS
1 B oHKoremarojoruu. OHKOreMaToJIoTH, elle HeTaBHO
3HAYMMO OTPaHWYEHHBIC B BEIOOPE MpernapaToB (aJIKIIHI-
pyIOIIME ITUTOCTATUKM, aHTPAIMKIMHBI, MPOKapOa3vH,
uuTapabuH, MEeTOTpeKcaT, 6-MepKanTonypuH, L-acmapa-
rMHa3a, BUHKA-aJIKaJIOMUAbl, UHTep(GEPOH U KOPTUKOCTE-
pPOMIBI), TN 110 MyTH ONTUMU3ALNN WX TTPUMCHCHHUS.
B pamMkax mpenmMyInecTBeHHO aKaIeMUYeCKUX (2 He MHIY-
LIMPOBAaHHBIX (papMaIleBTUICCKUMU KOMITAHUSIMM ) MCCIIC-
JIOBaHUI BBIACIISUIMCH TPOTHOCTUICCKIE TPYIIITHI, N3yda-
JINCh MOJICKYJISIDHBIE W KIMHUKO-MOP(OIOTMUECKIE
MMPEAUKTOPHI OTBETa Ha JICYCHME, COBEPIICHCTBOBAINCH
KOMOWHAIINH, COCTaBJIsIeMbIe U3 BeChMa CKYITHOTO Habopa
JIOCTYITHBIX LIMTOCTATUKOB. SIpKoit meMoHcTpalmeit oe-
CTSIIIMX PEe3YITaTOB ITOAOOHOTO MOIX0Ia MOKHO CUUTATh
OCTpHbI TUMPOOIACTHBIN JIeHiK03 — 3a00ieBaHKe, IPU KO-
TOPOM, UMeSI TOT K¢ HaOOp LIMTOCTAaTUKOB, 4TO 1 B 1970-x
rojiax, OHKOreMarToJioram yaaaoch YBEJIUUUTb AOJIIO U3JIe-
yeHHBIX 001bHBIX ¢ 10 10 60 % y B3pocibix 1 moutu 90 %
y IeTeil. AHAJOTUYHBIX PE3YJbTaTOB YAAJIOCh TOOWUTHCS
u ripu 1uMdome XomkkrHa u tuMdbome bepkurra. B oT-
HOIIIEHUU «MeHee YCIIEITHBIX» T10 IIaHCYy Ha M3JedYeHNe
OHKOI'€MaTOJIOTMYECKHUX 3a00JIeBaHU, TAKMX KaK OCTPHII
MMEJIOUTHBINA JICMKO3 MM HEXOMKKMHCKUEC JTUMQPOMBI,
HUCKAJIMCh ITyTH ONTUMU3ALNKN TEPaIiK, TECTUPOBAIICH
HOBBIE ITpeTapaThl M PEKUMBI, OMHAKO YBEIMUCHHE 9aCTO-
THI PEMUCCUI WJIM BEDKMBAEMOCTH 0€3 TIPOTPeCCUPOBAaHMS
B OOJIBIIIMHCTBE CIyJaeB HE SIBIISUIOCH KPUTEPUEM IS O0e3-
YCJIOBHOM aIanTalii HOBBIX «PEBOIOLIMOHHBIX> TTOIXO0-
noB. brmaromaps atomy pexkum CHOP coxpanun craryc
«30JIOTOTO CTaHAapTa» JICYCHUSI HEXOMKKIMHCKIX TUM(POM
Ha rpoTstkeHnu 6osee 30 J1eT, a He mpeoOpa3oBajics B pe-
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KM C BKITIOYCHUEM HOBBIX 1 00JIee JOPOTOCTOSIIIINX aH-
TPAlMKJIWHOB, BHHKa-aJKaJOWIOB, KOPTUKOCTEPOMIIOB
WIN aIKIJINPYIOIIUX IperapaToB. B oTHoIIeHNN ke psiaa
3a0o0seBaHMi, Takux Kak XMJI, 1uMpoMbl HU3KOI1 cTere-
HU 3JI0KQYeCTBEHHOCTH, XPOHWYECKHI ITMMQOIICIKO3,
TeMaTOJIOTH IIPOCTO MIPU3HAIKMCH, YTO TIOKA HE MOTYT CIe-
JIaTh HUYETO CYIIIECTBEHHOT'O, ¥ Ha TOJITUE TOIBI 3T 3200-
JIEBaHUSI OCTAIINCH Ha MICIIIEBOM «TepaIliy CACPKUBAHUSI».
Bo MHOroM momoOHBIN ITyTh pa3BUTHS CITCIIUATBHOCTH
OBLT OOYCJIOBJICH M TEM, UTO 10 HEIAaBHETO BPEMEHHM «OH-
KOTeMaToJIOTHS» ObIJIa He OUeHb MHTEepeCHA (hapMalleBTH -
YeCcKMM KOMITaHUSM. B Te BpeMeHa, Korna IIMTOCTaTUKU
CTOMJIM OTHOCHUTEJIBHO HEIOpOro (IeCSITKM WIM COTHHU
nostapoB CIIA), KoMMepYeCKOTO CMBICIIA B 3aMeEIlIeHNH,
HaIpuMep, OOHOTO aHTPALMKIMHA Ha IPYroi — HOBBIA
(peBocxomgmInit 3 GHEKTUBHOCTD ITPEABIIYIIETO TIperna-
paTa Ha HECKOJIBKO IIPOIICHTOB, HO ITPXA 3TOM 00JIee T0PpO-
TOif) B HEOOJIBIIIOI IO CPAaBHEHMIO C COJTUITHBIMU OITYXO-
JISIMU TIOTTYJISIITAY TEMATOJIOTMYECKUX OOTBHBIX HEe OBLIO.
JleHbrn, BIOXEHHBIC B PETUCTPALIMOHHBIC NCCICTOBAHNUS
HOBOTO OTHOCHUTEIIBHO HEIOPOTOro Iperapara UIsl UC-
MTOJIb30BaHUSI Y HECKOJIBKMX THICSY T'eMAaTOJIOTUICCKIX
OOJIBHBIX, HUKOTIA He BEpHYJINCH ObI (hapMKOMITAHUU.

IToka3zaTepHOM MOXKHO Ha3BaTh NCTOPUIO pa3padoT-
KA MMAaTUHNOA, TIOJIOKMBIIETO HA4Yajao ICUCTBUTEIHLHO
JIOPOTOCTOSIIIEH Tepanmuy B OHKoremMaToJiornu. [1pemapat
ObUT cMHTE3UPOBaH B 1992 I. (B 310Xy OTHOCUTEIBHO JIe-
IIIEBO ITPOTHUBOOITYXOJICBOI TepaIlnu), 1 yKe 9epe3 rof
ero BeICOKasT 3(p(heKTUBHOCTH ObLIA TTOKa3aHa B JOKIMHM-
YeCKMX UCTBITaHUAX. OMHAKO KITMHAYECKIE UCTTBITAaHMS
MMaTUHMOA HadaInCh JIUIIb B 1998 ., Tak Kak pa3paboT-
YUKM MperiapaTa He MOIJIM HAWTH KOMITAHUIO, KOTOPYIO
3aMHTEPECOBaII OBl ITOTEHITNATLHO BICOKO3(D(MEKTUBHBII
MperrapaT i IPUMEHEHUS Y OYeHb OTPaHMICHHOTO KOH-
TUHIEHTA 00JIbHBIX (BCETO JIMILB OKOJIO 5—6 ThIC. YeIOBEK
B CIIA 3abonesator XMJI exeromno) [19]. Pacxoabr
Ha TTIOMCK Y KITMTHUYECKIE UCTTHITAHMS HOBBIX ITPEapaToB,
ITyCTh ¥ 00JIANAIOIINX OYCHB BBICOKOH 3(h(heKTUBHOCTBIO,
HO B OYCHb MaJIOM TTOITYJISIIINN OOJIBbHBIX, OBLIIN HETIPUEM-
JIEMO BEJIMKU B BIIOXY JCIICBIX IINTOCTaTUKOB. [1pobiema
MMaTUHUOA ObLIa pellicHa 3a CUYEeT pa3pelIcHUs] KoMITa-
HUU-TIPOU3BOAUTEIIO 3HAYMMO (10 CpaBHEHUIO C cebe-
CTOMMOCTBIO IIPOM3BOICTBA) YBEJIMUUTH 1ICHY IIperrapara.
bnarogapst atomy 60bHBbIe XMJI BCe ke moaydyuiand Bo3-
MOXHOCTh JICUUTBHCSI MMATMHUOOM, YTO KapAWHAIbHO
VIIY4YIIJIO IIPOTHO3 3a00sieBaHmsl. OMHAKO OMHOBPEMEH-
HO TaKrie MTHHOBAIIMOHHBIE 1, O€3yCIIOBHO, XXM3HECIIaca-
IOIIIMe OHKOTEMAaTOJIOTUUECKIE MpeTapaThl, KaK, HalIpH-
Mep, HUMATMHHO W PUTYKCUMAaO, OTKPBUIM «SIIUK
IMTaHmopsl» B 00J1aCTH OHKOT€MAaTOJIOTHH.

Kaxmas mocaemyromnasi IMonbITKA YIyIIIUTb Pe3yib-
TaThl, Y€ TOCTUTHYTHIC STUMH TIperrapaTaMu, OyaeT CTO-
WTH €IIIe TOPOKE, TAK KaK MOMYJISILINS OOJIBHBIX, KOTOPHIM
MOHAag00UTCsI MOAO0HOE JieueHue, OyAeT elle MeHbIIIe —
3HAUMUTENIbHAS YacTh MALIMEHTOB IIOJIy4aeT MaKCUMyM
BO3MOXKHOTO OT JICUCHUS TIperapaToOM-TIpeAIIeCTBEHHU -
koM. CorjacHO JTaHHBIM aHaJIN3a, BEIKMBAEMOCTh OOJIb-

Hbix XMJI, coxpaHuBIIMX Ha (POHE Tepanuy UMaTUHUOOM
ITOJTHYIO IIMTOTEHETUIECKYIO PEMUCCHUIO Ha MIPOTSKCHUHT
2 JIeT, paBHA MPOAODKUTEIBHOCTH XXU3HHU, COTIOCTABUMOI
10 BO3PAcCTy MOMYJISIIAN JINLL, He cTpagatommx XMJI [20].
OuYeBUIHO, YTO Y 3TUX OOJIBHBIX JICUYCHNE MMATHHHUOOM
SIBJISICTCSI ONTUMAJIBHBIM M TOCTATOYHBIM. YIIyUIIICHUS
PE3YJIBTATOB JICUCHUS TPEOYIOT JINIIIb IMAIIMEHTHI, OITyX0-
JIM KOTOPBIX OKA3aJIMCh PE3NCTCHTHBIMU K MMAaTUHHUOY
(oxo110 20 % ciy4aeB). B HacTosiiee BpeMsl CO3IaHbI IIpe-
Imapathl CJICAYIONIEro MTOKOIeHUs, 3(PDeKTUBHBIC Y 00JIb-
HBIX, OITYXOJIb KOTOPBIX OKa3ajgach pe3UCTCHTHA K MMa-
TUHUOY (1a3aTUHUO 1 HIJIOTUHIO). OTHAKO eCJIN JICYNUTD
C TIOMOIIIBIO HOBBIX IIPETIapaToB TOJIbKO OOJIBHBIX, HE OT-
BETUBIIMX Ha TePaMi0 UMaTMHUOOM WJIN ITOTEPSIBIINX
OTBET Ha Hee, TO CKOJbKO M3 TeX 5—6 ThIC. MAlEHTOB
¢ XMJI B CIIA OynmyT mosy4yaTb HOBBIE IIperiapaThi?
M ckompko cTomiam OBl 3TU TIpeIaparthl, €CIM IIepel
WX BHEIPEHUEM B OYCHb HEOOJIBIIION ITOITYJISIIIUM BCE paB-
HO HYXHO OBLIIO OBI IIPOBOAUTH BECh CITEKTP COBPEMEH-
HBIX KJIMHUYCCKUX HCCAeAOBaHUI? SApKuM IIpuMepoM
BHEAPECHUST «MHHOBAIIMOHHBIX» IIPETIapaToB B JICYCHUE
KpaitHe OrpaHMYECHHOM TPYIIITHI O0JTHHBIX MOKHO Ha3BaTh
HCITOIb30BaHNE MOHOKJIOHAJIBHBIX aHTUTEN eculizumab
(Soliris) mpy MapoKCU3MaIbHON HOYHOM TeMOTJIOOMHY-
puM, BcTpevarolieiics mpuMepHo B 5—10 pas pexe, ueM,
HaIpuMep, aliacThudeckas aHemus. [on momo6Hol Tepa-
iy 111 1 TareHTa CTOMT B HacTosIee BpeMs OoJjiee
400 TeICc. monnapos CIIIA.

B cBsI131 ¢ 3TMIM HaTIpaIIMBaeTCs BIIOJIHE IIPOCTOM OT-
BET — HOBBIC IIpeTapaThl JOJDKHBI 3aHSITh MECTO MMaTHHM-
0a, T.e. MPUMEHSIThC y Beex 6obHBIX XMJI! U cyng o To-
MYy, YTO OHHM MCITBITBIBAINCH W TIOIYIMIIM PETUCTPALINIO
B KaueCTBE TIEPBOM JIMHUU Tepariny 0e3 BCIKUX OTpaHude-
HUI, TOOOOHBIN Ipolecc yxe «molies». Kaszanoch Obl,
YTO B 3TOM ILJIOXOTO — OOJIBHBIC C PE3UCTCHTHBIMM K MMa-
TUHUOY BapuanTtaMu X MJI rojryyar 11aHC Ha M3HavallbHOE
Ha3HaYeHUE UM Oostee 3¢ (PeKTUBHBIX IIPEITapaToB, a 00Ib-
HBIE C YYBCTBUTEILHBIM K UIMaTUHUOY 3a00JIeBaHIEM, CKO-
pee Bcero, HUYETo OT TaKOil 3aMEHBI HE MOTEPSIIOT (XOTs
" He TIprobpeTyT). Takoit MoaXo MMOTCHIIMAIBHO TT03BO-
JINT TIPYA HE CTOJIb YK 3HAYMTEIIBHOM TOBBIIICHUN LIEHBI
00ecrneynTh COBPEMEHHBIM JieueHUEM BceX 00IbHbIX XMUJI.
OmHaKo ec/ 3TOT MOIXO OYIeT MPUHSIT, TO, IT0 HAIIEMy
MHCHMIO, OH HA4HET TOT MPOIIeCC, KOTOPHII YXKe TOJITHe
TOIBI TIPOMCXOIUT B JICUCHUU COJMIHBIX oImyxoneit. Oue-
BUIHBIM SIBIISICTCSI ¥ TO, YTO COBPEMEHHAs CHCTeMa K-
HUYECKUX UCITBITAHUI caMa «ITOATaJIKMBAET» KOMIIAaHUU
K HCOOXOIMMOCTH PaCIIMpPEeHUs ITOKAa3aHWI K TIpUMEHe-
HMIO, TaK KaK B IIPOTUBHOM CJIy4ae IIcHa ITperapaToB OyIeT
3a TIpeneaMy TICUXOJOTUISCKUX (M JIFOOBIX APYTUX) Tpa-
HUII TOTOBHOCTH TUTATHUT.

Ocraetcs TIpo0JIeMOil U BHEAPEHNE BHOBD ITOSIBUB-
IIUXCST TIPEITapaToB B KIMHUIECCKYIO TTpakTuKy. K coxa-
JICHUIO, TIOCIe OrecTsine (popMaaTn30BaHHBIX UCTIBITAHUIA
(c YeTKMMHU KpUTEpHSIMU OTOOpa, OIEHKH 3ddeKTa
U T.11.), HaIIpaBJICHHBIX HA TO, YTOOBI TTOJTHOCTHIO M OTHO-
3HAYHO OIPEICIUTh, B KaKUX KIMHUYCCKUX CHUTYaIlHsIX

42014



BIEM nPUrnAWEHKME K OBCYXAEHMIO

42014

IOJDKeH TIPUMEHSITBCS TOT WJIM MHOW IIperapat, Iocie
BBIXOIA B PYTMHHYIO TIPAKTUKY IIpeIiapaThl aKTUBHO HC-
monb3ytores off-lable (BHe moka3zaHWiT B MHCTPYKIIMH)
WJIA CO BCEBO3MOXHBIMU JIOMYIIICHUSIMU, YTO MOTUBUPY-
eTcsl HEOOXOMMMOCTBIO «MHINBULYAIU3ALAN JICYEHUS».
Bonpime paHmoMu3nMpoBaHHBIC MCCICIOBAHMS, TTOCBSI-
IIEHHBIC MCCIeI0BAHNIO aHTHAHTUOTCHHBIX TIPeIiapaToB
(6eBaLm3ymab, copageHuno, ma3onaHud, CYyHUTUHUO, aK-
CUTHHUO) MIpH paKe TTOYKHU, OBLIN IIPOBEICHBI Ha ITOITYJIS-
LI OOJIBHBIX C OJIaTONIPUSTHBIM 1 IIPOMEXKYTOIHBIM TTPO-
rHozoM 3aboseBanus mno 1kaare MSKCC. Opnako
U B pyTUHHOM IPaKTUKE, U B TEX K¢ PEKOMEHIAIIMSIX TIPH-
3HaHHBIX OHKOJIOTMYECKMNX COOOIIECTB IpeaycMaTprBa-
eTCsI X MCIIOJIb30BaHNUE Yy TTAIIMEHTOB ¢ HEOJIArompusT-
HBIM TIpOTHO30M. [lomydaroT IedeHMe U OOJIBHBIC,
XapaKTePUCTUKN KOTOPHIX 3HAYMMO OTJIMYAIOTCSI OT Xa-
PaKTePUCTUK, IIPEAYCMATPUBABIIMXCSI  KPUTCPUSIMU
BKJTIOUCHUS B PeTUCTPalIMOHHBIC MccienoBaHms. C BeCh-
Ma CIIOPHBIMH pe3yJIbTaTaMM: COTJIACHO MCCIICHOBAHUIO
D.Y. C. Heng et al. [21], pe3ynbTraTel IpUMEHEHUS 9THUX
IIpernapaToB B MOMYJISIIIUN OOJBHBIX, OTIIMYHBIX OT YIacT-
BOBAaBIINX B KIMHUYECKUX WCCICHOBAHUSIX, 3HAYMMO
YCTyMaJIM TAKOBBIM, TIOJIyYUCHHBIM B paMKax MCCIeI0Ba-
HUI (MearaHa BBDKMBAEMOCTH Oe3 TIPOTPECCUPOBAHUS —
5,2 vs 8,8 mec, memmana OB — 14,5 vs 28,8 Mec;
» <0,0001). bonee Toro, B OTIMYME OT PETUCTPALTMOHHBIX
WCCIIeI0BAaHNI, 3TH ITAIIMCHTHI YKe He UMEIOT KOHTPOJIb-
HOI1 TPYIIIBI, U MBI TIPUMEHSIEM TIpeIiapathl, He OyayIn
YBEPEHHBIMU B TOM, UTO OHU JEMCTBUTEIIBHO YBEJIUYHUBA-
0T BEDKMBAEMOCTh ITO CPAaBHEHMIO C paHee CYIIICCTBOBAB-
UM JIedeHrneM. TakuM ob6pa3oM, mpernapaThbl, Ha Peru-
CTPaIIMOHHBIC UCTIBITAHNS KOTOPBIX 3aTpadeHbl OTPOMHBIC
cpencTBa (BKIIOYCHHBIC B IX CTOMMOCTB), B UTOTE 0e3 BCsI-
KUX TOITOTHUTEIBPHBIX (DOPMaTN30BaHHBIX UCCICIOBAHMI
MIPUMEHSIOTCS B COBCEM IPYTOM MOMYJISIIANA OOJTbHBIX.
Ecnu xe paccMaTpuBaTh peIKre HO30JIOTUH WX TPYTIITHI
MaIMeHTOB (HampuMep, OITyXOJM JETCKOrO Bo3pacTa),
TO OYEeHb MHOTHE IIperapaThbl UCHoib3yloTcs off-lable,
HO ¢ xopommM 3pdexkTom. OTCyTCTBHE OOIBIINX PAaHI0-
MM3UPOBAHHBIX UCCIICI0BAHMI (1 TTOKa3aHUI B MHCTPYK-
IUSX) HEe MEIIAaeT C YCIeXOM NPUMEHSTh Hdocdamumn
BO 2-1i IMHUY JIeYCHUS TMMDOM, TTAKIUTAKCEI — IIPU Tep-
MHWHOTCHHBIX OITyXOJISIX, M OOJBITMHCTBO IIUTOCTATUKOB
B IETCKO1 ITpakTuKe. B 3TOM cirydae BO3MOXHOCTh MUHO-
BaTh CUCTEMY OOIIIeTIPM3HAHHBIX MCITBITAHM (OOIBITNH-
CTBO TIperapaToB M PEXMMOB MCITOIb3YyeTCsS B HaHHOM
KaTeropuu OOJIBHBIX HA OCHOBAHUU HEOOJIBIINX UCCIIEI0-
Banwuii 11 a3pl) MO3BOJISIET MOTyYaTh YIOBICTBOPUTEIIb-
HBIC pEe3YyJIbTaThl JICUeHUs 0e3 OOJbIINX (hMHAHCOBBIX
pacxooB.

Tak MOXET OBITh, CYLIECTBYIOLIASI CUCTEMA MTO3BOJISIET
MMOJACTPaxX0OBaTh MALIMEHTOB OT HEIPEABUICHHOM TOKCUI-
HOCTH HOBOTO JieueHUs? be3ycioBHO, cyliecTByromas
cucTeMa ydJeTa IMOOOYHBIX 3(D(MEKTOB sBIsSECTCS KpaifHe
HaJIe>KHOM M TIpeaycMaTPpUBAET CUCTEMATUIECKOe CO00-
IIeHME O JIIOOBIX HexXeIaTeIbHBIX SBlIeHusIX. K mpumepy,
B OTHOM W3 MCCICHOBAaHMI yKe¢ 3aperucCTPUPOBAHHOIO

Ipernapara 3a Mecsil ObL10 rmojydeHo 6osee 600 coobiie-
HUI 0 cepbe3HBIX HeXeNaTeabHbIX 3(pdekrax (SAE) [22],
a 6osee 16 % cTOMMOCTH APYroro 00CepBallMOHHOIO UC-
CJICIOBAaHMSI COCTAaBMJIM PAcCXOmbl Ha B3aMMOICUCTBUE
¢ HaOIOMATEIBHBIMU OpTaHaMU, KOHTPOJIUPYIOIITUMHU €T0
«be3omacHocTh» [23]. CornacHo BeickassiBaHuIo Dr. Greg
Koski (osBmrero mupekropa US Office for Human Re-
search Protection), coBpeMeHHasI cucTeMa KOHTPOJIS 6e3-
OITACHOCTH B OOJIBINICHT CTETICHM HaIlpaBJcHA Ha 3aIllUTy
ce0s OT MCKOB, YeM Ha 3aIlUTY ITallieHTOB OT HEIIPeaBU-
JIeHHOI ToKcMIHOCTH [24]. [IpekpacHoit uimocTpauneii
5TOT0 MOTYT CJIY>KUTh HEAAaBHO OITyOJIMKOBAaHHBIC TaHHBIC
0 (haTabHOI TOKCMYHOCTU aHTHAHTMOTCHHBIX TIperapa-
TOB. HecMOTpsT Ha TO, 9TO COTJTACHO JaHHBIM ITPEKPACcHO
OpTraHM30BaHHBIX KOHTPOJUPYEMBIX UCCICAOBAHUI TIpe-
ITapaThI SIBIISIIOTCST XOPOIIIO TIEPEHOCUMBIMH, IIPU O0BEIH-
HEHUU pe3yJIbTaTOB JieueHus: 4679 MalUeHTOB, IIPUHU-
MaBIIMX y4YacTWe B HCCICAOBAaHUAX copadeHmnoa,
CYHUTHHMOA 1 TTa30TIaHn0a, 0Ka3ajJoch, 9TO YacToTa ha-
TaJIbHBIX TTOOOYHBIX 2(P¢EeKTOB ObIa B 2 pasa BHIIIE
I10 CPaBHEHUIO ¢ KOHTpoJieM/1uiane6o (1,5 npotus 0,7 %;
p = 0,023). AHamornuHBIC Pe3yIbTaThl OB TTOJIYYCHBI
1 TIOCJIC aHAJIM3a JaHHBIX Oosee 10 ThIC. MAIlMeHTOB, IIPH-
HUMAaBLIMX YYaCTHUE B UCCIENOBAaHUAX C OeBallM3yMadoOM
(4acrota (haTanbHBIX T000YHBIX 3(PhekTOB 2,5 % npoTUB
1,7 % B rpynne koutposs; p = 0,01) [25, 26]. ITocne mpe-
KpallleHUsI aKTUBHOW IPOMOIIMA WHTUOUTOPOB apoMa-
Ta3bl B KAYECTBE aIbIOBAHTHOM TepaIuy IIPH PEIeIITOP-
no3uTMUBHOM PM2K craiim nosiBAsITbCS  MyOJIMKALMKU
0 TOM, UTO 3TH IIpeIapaThl MOTYT YBEIMUUBATh PUCK (ha-
TaJIbHBIX CEPAEUYHO-COCYIUCTBIX OCJIOKHEeHMI [27]. Xopo-
III0 BUIHO HECOBEPIICHCTBO CYIICCTBYIOIICH CHUCTEMBI
KIMHUYECKUX UCCIICAOBAHNI B OTHOIIICHUM 3asIBJICHHOM
LeJIA «0€30ITaCHOCTD JIEYEHUSI» U 10 TTIOCTOSTHHO TTOSIBIISI-
JOIIMCH y3Ke TIOCsIe perucTpanuu rmpenapaTtoB «black box
warning» (IIpeIynpeXIeHUSIM O CEPbE3HBIX ITOOOUYHBIX
s dexTax) Ha NX 3apyOeKHBIX MHCTPYKIMSIX [28].

Kpaline HeraTUBHBIM MOCJIEACTBAEM CAMOAOCTATOY-
Hoi1 (paboTaromieil MpeuMyIICCTBEHHO Ha caMmy ceOst)
CTPYKTYPBI KIMHUYECKNX UCCICAOBAHUI SIBIISICTCS U TO,
YTO PsII ACHCTBUTEILHO BaXKHBIX U HYKHBIX MIEH HE MOTYT
OBITh peaIN30BaHbI B CBSI3M C HEBO3MOXKHOCTHIO TIPOTH
OropokpaTtndeckue 6apbepbl. MHOTHE HEOOJIbIIINE UCCTIe-
JIOBATEJIbCKHE KOMIIAHUU U aKAJAEMUYECKUE UHCTUTYTHI
naxe B CLLIA He B COCTOSTHUHU MTPEOIOJIETh Oapbep aaMU-
HUCTPATUBHOTO PETYJIMPOBaHUS, KOTIa COTJacOBaHUE
IIPOBOIMMOTO MCCIICAOBAHUS MOXKET 3aHSTh TOMIBI, IIOCIIe
Yero caMo MCCIIEIOBAaHUE YXKe IepecTacT IMPeACTaBIsATh
HHTEpEC.

[IpexpacHolt WITIOCTpalIEit «pPe3yIBTaTUBHOCTI»
COBPEMEHHBIX KIIMHUYECKNX UCCIICIOBAHUI MOXET CIIy-
KHUTh COIIOCTaBJICHUE 3apy0OexkHbIx (BemnkobpuTaHms)
WHCTPYKLHMH K TIperaparam, COAEepKallluM OTHO U TO Xe
JIEHCTBYIOIIEE BEIIECTBO — TOKCOPYOMITMHA THAPOXIOPHI,
HO B pa3HBIX hopMax [29]. CrcoK ImoKa3aHUil K «KJiac-
CHUYECKOMY» JJOKCOPYOUITMHA TUIPOXTIOPUILY, 3apETUCTPH-
poBaHHOMY B 1974 T., HAUMHAETCS CO CIIOB «BO3MOXHBIMU
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npuMepaMMu TPUMEHEHUS SBISIOTCSI», 3aKaHYMBAETCS
CJIOBaMM «IIpeIiapaT 4acTo MCIIOJIb3YeTCsI B KOMOMHAIINHI
C JIPYIMMU LUTOCTAaTUKAMHW» U COIEPXKHUT B KayecTBe
«IIPUMEPOB» TIpUMEHEeHUsI 17 pa3anyHbIX HO3010TUl. JIu-
IMOCOMAJIBHBIN XK€ BapMaHT JTOKCOPYOMIIMHA COIEPIKUT
MpeaeIbHO YeTKHWE TO0Ka3aHWs, OTpPaHNIMBAOIINC
HE TOJIbKO 3a00JIeBaHUsI, TIPX KOTOPBIX MOXET IpUMe-
HSITBCS TIpeIapart, HO M KIIMHUYEeCKUE CUTYalli, B KOTO-
PBIX 3TO BO3MOXHO. [Ipu 3TOM CIieKTp 3a00JieBaHUIA,
IIPU KOTOPBIX MOXKET IPUMEHSITHCS INTIOCOMAaJTbHAsT (hop-
Ma, OrpaHWYECH YETHIPbMsI. 3HAYUT JIM 3TO, YTO JIUTIOCO-
MaJIbHBIN TOKCOPYOUIIMH MeHee 3P (MEKTUBEH 1 HE MOXET
MIPUMEHSTHCS TIPU 3a00JIEBAaHUSX, TIPU KOTOPBIX 3apeTh-
CTPUPOBAH «KJIACCUYECKUIT» JOKCOPYOULMH? 3HAYUT JIX
9TO, YTO MHOTOKPATHO OOJIbIINIA 110 00BEMY CITMCOK BO3-
MOXHBIX TTOOOYHBIX 3((PEKTOB JIUTTOCOMATBLHOI (DOPMBI
CBUIIECTENBCTBYET O e¢ OoJbieil TokcmaHocTu? C Hamrei
TOYKH 3pEHUsI, COBpEMEHHasI CCTeMa KIIMHUYECKUX HC-
CIIeIOBaHMIT HE JaeT OTBETHI HAa 3TU BOIIPOCHI, a JIMIIb
3HAaYUMO OTPAHMYMBAECT BO3MOXHOCTH HCITOJIH30BaHUS
JIMITOCOMAJIbHOM (hOPMEI TIpeTiaparta, MMEBIIe «HecJyac-
The» MOSIBUTHCS Ha 20 JieT 1o3xe. EmmHcTBeHHOE, YTO O/I-
HO3HAYHO J00aBWIa CYIIECTBYIOIIAs CUCTeMa KIIMHNYIE-
CKMX WMCITBITAHMUI, TaK 3TO CTOMMOCTD TIperapara. Jlaxe
cpasy IocCJie perucrpalyu, Korga ITOKCOPYOMILIMH ObLT
CTOJIb K€ «PEBOJIIOLIMOHEH» , KAK COBPEMEHHBIC TApTeTHBIC
mpernapaTbl, €ro CTOMMOCTh COCTAaBJIsJIa 3HAYMUTEIHHO
MeHsIre 100 qomrapoB Ha MUKIT IedeHUs. Tepamnms xe -
ITOCOMAaJIBHOM (hOPMOI Iaske CITyCTs 15 JIeT mmocie peru-
CTpaIU COCTaBIISIET HECKOIBKO THICSY JOJUTAPOB Ha IIMKIT
JniedeHus1. Moria Obl IMTTocoManbHas (popma ToKcopyon-
IIHA MCTIOJIB30BAThHCSI IO TeM K¢ MTOKa3aHUSIM, UTO U UC-
XOIHBIM TperapaT M, BO3MOXKHO, TTOKa3aTh JYJIIe pe-
3yabTaThl? MOTI0 GBI OOJTBIIIEE YMCIIO OOJIBHBIX N30eXaTh
KapIMOTOKCHUYHOCTHU «KJIACCHUYECKOT0» TOKCOPYOMIIMHA
(6osee HM3KAsI KAPAMOTOKCUYHOCTD SIBIISICTCSI OCHOBHBIM
MPEUMYIIECTBOM JIMITOCOMAJIbHOM (popmbl)? BriostHe Bo3-
MoOxxHO. OTHAKO MBI, CKOpee BCeTo, HUKOIIa He y3HaeM
OTBETa Ha BTOT BOIIPOC, TaK KaK €ro BBICOKas IIcHa,
OOIBIIYIO YACTh U3 KOTOPOI COCTABJISIET CTOMMOCTD PETH -
CTpPalIMOHHBIX MCCJICIOBAHUI, IeJIaeT aOCOIIOTHO HEBBI-
MOJIHUMBIM TPOBEACHUE TOMOJHUTEIbHBIX HCCIEI0Ba-
HUI, HECYIIIUX YKe HayYHYIO, a HE PETYIATOPHYIO 3a1ady.

KnuHuyecKue pexoMeHaayuu, pykoBofcMBa, Cmakfapmbl

Tak MoxeT OBbITh ITPOOJIeMbl, BOZHUKAIOIIME Ha dTaIle
KJIMHUYECKUX UCITBITAHNH (MHOTHE M3 KOTOPBIX, K COXa-
JICHUIO, IMEIOT KOMMEPUECKHI TTOATEKCT), UCIIPABIISIOT-
csl Ha dTare OCMBICIIEHUS SKCIIEpTaMU, COCTABIISTIOIINMU
KIMHN4YecKue pekoMeHmaunu. K cokajeHUo, W 31ech
(dopMaNbHBII  aCTIeKT MPOJIOJKAeT JOMWHUPOBATH
Haj cMBICTOM. Be3ycioBHO, ¢ TOUKM 3peHUS JOKa3aTeb-
HOM MEIULIMHBI COBpEMEHHbIE PEeKOMEHIAIIUN BBITJISIASIT
0e3yIpeyHO — KaxKI0il N3 peKOMEHJALINIA TIPUCBANBAETCS
CTeIleHb 10Ka3aTeIbHOCTU, CTEIIEHb COIJIACUS 3KCIIEPTOB,
a «PYKOBOJICTBA IO BBIPAOOTKE PYKOBOACTB» 3aHMMAIOT
JIeCSITKYM CTPAaHUIL, IeTaJIbHO 00roBapuBasi, KakiuM oopa-

30M TpakToBath I, II wiau 111 ypoBeHb H1OKa3aTeIbHOCTH.
OmHako (hMHATBHBIN JOKYMEHT Yallle BCEro IPeACTaBIIs-
eT cobolf AepeBO pelIeHHI, COCTOsIIee M3 MHOXECTBa
BETBEU M MMeEIOllee OrPOMHOE YMCIIO «CTeNeHel CBOOO-
Ibl». PasymeeTcs, Hammume 3 BapuaHTOB JICKaPCTBEHHOTO
JICYCHMSI C YPOBHEM JOKa3aTeIbHOCTH | TIpu pacmpocTpa-
HEHHOM TTOYE€YHO-KJIETOYHOM pake (beBanm3ymad + mH-
TepdepoH, CYHUTUTUHHO, IMa30onanuo) nim 20 BapuaHTOB
aIbIOBAHTHBIX PEeXXUMOB JieueHUs: PM2K naet Bo3mMoX-
HOCTB BEIOOpa. OMHAKO 3TO HE MMeeT HUKAKOTO OTHOIIIE-
HUS K MHANBUIYaTU3alN1 JICUCHUs, TaK KaK B PYKOBOJI-
CTBaX HE TIPEAYCMOTPEHO TAaKOro K¢ KOJIMYecTBa
KPUTEPUEB «MHINBUAYATN3ALNN» — KOMY, B KaKOI CUTY-
aIMy TI0Ka3aHo TO WX MHOe JieueHue ¢ | ypoBHeM moka-
3aTeJIbHOCTU, a KoMy nogoiaet sedeHue co II1—111 ypos-
HEM ITOKa3aTeJIbHOCTHU, TaK K€ BKIIIOUECHHOC B TaHHBIC
PYKOBOJICTBA IIJIST «OTACJIBbHBIX MAlIMEHTOB». TaK, HAIIpH-
Mep, peKoMeHmaluy HalmmoHaabHOro MHCTUTYTA paka
CIIOA, NCCN u ESMO [30-32] mpemycMaTpuBaloOT
2 BapraHTa aablOBAaHTHOM SHIOKPUHOTEPATNHN Y OOJTBHBIX
PM2K, Haxogsiuxcsl B IpeMeHoIIay3e, — MOHOTEpaIinio
TaMOKCH(DEHOM ¥ KOMOMHAIINIO TAMOKCH(EHA C BHIKITIO-
yeHneM QYHKIINN SMYHUKOB. OMTHAKO HU B OMHOI U3 3THX
peKOMEHIAINiT He yKa3aHO, KaKOBBI Xe JTOJKHBI OBITh
KpUTEpUU 0TOOpa OOIBHBIX, KOTOPBIM BMECTO | ipemapa-
Ta (TaMOKCHU(EH) TOKHBI OBITh Ha3HAYCHHI 2 (TAMOKCH -
¢eH 1 To3epeNH) WIN TOTIOJTHUTEIHHO K TAMOKCHU(hEHY
IpoBelicHa XUpypruyeckas kacrpaums. boxee Toro, u3
3 MOCTYITHBIX B HACTOSIIIEEe BpeMsI paHIOMM3MPOBAHHBIX
HCCIIeIOBaHNU, TTOCBSIIICHHBIX CPAaBHEHUIO TaMOKCH(DeHa
1 KOMOMHAIMK TaMOKCH(eHa 1 BBIKITIOUCHUS (DYHKIINT
SIMYHUKOB, HU OHO HE ITOKA3aJI0 IIPEUMYIIIeCTBa KOMOM-
HUpoBaHHOTO noaxoaa [33—35]. OTBeTbI Ha 3TH BOIIPOCHI
B PEKOMEHIAIINSIX U PYKOBOICTBAX OTCYTCTBYIOT U ITOCEMY
OCTaIOTCS HAa YCMOTPEHUE JIeYalllero Bpayva.

B utore «mHaAUBUAYaIM3aIUs JCUYCHUS», TIPEAYCMO-
TpeHHass COBPEMEHHBIMH PYKOBOACTBAMM, CBOIMUTCS
K TIPEIOCTABICHUIO PaBHBIX ITPAB KOMIIAHUSIM-TIPOM3BO-
JIATEJISIM 1 TIOSIBIICHUIO TPYIIIT PAa3HOPOIHO TIPOJICYCHHBIX
MMAIIeHTOB, Pe3yIbIaT JeYCHUST KOTOPBIX HE TOMJICKUT
OIICHKE W HE TIO3BOJISIET ITOJIyYUTh OTBETHI HA KIIMHUYCCKU
BaKHBIC BOIIPOCHI O€3 TeHepallii OYePeTHOTO TOPOrOCTO-
giero uccinenobanus. Tak, B PD 3a rog PM2K 3a6oneBa-
€T OKOJIO 55 THIC. 3KCHIIIUH — BITOJTHE JOCTaTOYHAs Iudpa,
JIJISI TOTO YTOOBI P CTAaHAAPTU30BAHHOM JICYCHHUH TIPO-
BECTH HECKOJIPKO KIIMHUYECKUX UCCIICAOBAHUI Ha TIOITY-
JISUMOHHOM ocHOBe. OmHAKO 3TO HEBO3MOXHO, TakK
KaK CYIIECTBYIOIINE PEKOMEHIAIIMU MPEIyCMaTPUBAIOT
BO3MOKHOCTD IPUHSITUSI Pa3HBIX PEIICHNI B OMMHAKOBBIX
CHUTYyaIIUSIX.

(apMaKo3KOHOMUYECKUll aHanu3 yenecoobpasHocmu

mepanuu

C omHOI CTOPOHBI, HamU4uKne (apMaKO’KOHOMUYEC-
CKUX 0apbepoB (HaIpuMep, OTCeUeHMe IIperapaToB, Tpe-
oyromux 6osee 3 momymeBbix BBIT 3a QALY) cnepxuBaeT
aImneTUThl (hapMaleBTUYECKUX KOMIIAHUM U IO3BOJISIET
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BBIPA0OTaTh (hOpMaTM30BaHHBIC KPUTEPUH IS TIepepac-
MpeaesIeHUs 3aTpaT B CTOPOHY Hanbosnee 3¢ (GeKTUBHBIX
MEIUIIMHCKUX TeXHOJIOTH. OTOOP IIPOMCXOIUT 110 TIPUH-
IIMIIaM BOCHHO-TIOJICBOM MEIMIIMHBI: CHavaJla CIlaceHUe
JIETKOPAHECHBIX IICHOM MaJIbIX 3aTpPaT, 3aTeM TsDKEJIopaHe-
HBIX [ICHOW OTHOCHUTEJIBHO MaJIBIX 3aTpaT, 3aTeM — TshKe-
JIOpAaHEHBIX, TPEOYIOIINX BHICOKOTEXHOJIOTMIHOTO B TPY-
JIOEMKOTO JICUCHUSI. «ATOHUPYIOIINM» K¢ paHCHBIM (T1a-
LIMEHTaM, TPEOYIOIINM TePAITUH C TIPEBBIIICHUEM TIPUEeM-
nemoit ctommoct QALY) B IpenocTaBiICHUM JICUCHUS
oTKa3bIBaloT. C TOYKM 3peHUs YCPEOIHEHHOTO MallleHTa
U TOCYIapCTBA BBIUTPBIL OY€BUIEH: OTPAaHUYEHHBIN 0101~
JKET 3IpaBOOXPaHEHUSI PACXOAYeTCsI C MAKCUMAaJIBHOM OT-
Javyeid, YT MO3BOJISIET «BEPHYTH B CTPOiIT» MaKCUMaJIbHOE
YUCIIO TpaXnaH. M mpu Bcell BUIMMOI XKeCTOKOCTH T10-
JIOOHOTO ITOAX0/Ia C HEeTo, MOXAaIIyil, 1 CTOMJIO ObI HAYaTh
mpeodpa3oBaHUE CUCTEMBI OHKOJOTUYECKON ITOMOIIN
B HaIlleil CTpaHe: ¢ TIPU3HAHUS TOTO, UYTO IPHU TEKYIIeM
ypoBHEe (PMHAHCHPOBAHMSI MBI HE B COCTOSTHMM 0OecTIe-
yuTh 100 % GOJIbHBIX MAKCUMAJIbHO 3(h(MEKTUBHBIM Jieue-
HueM. CpemHmue pacxodbl Ha MEOUIIMHCKYIO ITOMOIIb
B CIHA cocTaBiasgioT OKOJIO 7 ThIC. JO/UIAPOB B TOJ,
Ha 1 rpaxkmanuHa, B ctpaHax EC — ot 1,5 1o 3 trIc., B Poc-
cum — okosto 500 moymapoB Ha YesroBeka B rof. I1pu aTom
maxe 3ti 500 moiapoB SIBISIIOTCS «yCpPeTHECHHBIMU»
W 3HAYMMO BapbUPYIOT OT TEPPUTOPUU K TEPPUTOPUH
(ot 100 10 1 TBHIC. IOUTAPOB).

B taxkoii cutyanmu nepepacnpenecHIe CPpeacTB acT
3HAYUMBI 3(P(PEKT, TaK KaK MPOBEACHUE «YPE3aHHOTO»
BapuaHTa jiedeHus1, Ho y 100 % GosbHBIX, OoJIee 1eIeco-
00pa3Ho, YeM IIPOBEACHNE BCETO 00heMa MEPOIIPUSITHIA,
HO JIUIITh OTPAaHMYCHHOMY KPYTY ITallieHTOB, B TO BpeMsI
KaK OCTaJIbHBIM MOXET He XBaTaTh PECYPCOB JaXke Ha MU-
HUMAaJIbHYIO Tepanuio. [10mo6HbIi TTOIX0a BO3MOXHO pe-
aJM30BaTh Yepe3 CO3MaHME KEeCTKUX, IPeaycMaTpUBao-
IIMX MaJIO CTEIIeHel cBOOOIBI, (papMaKOIKOHOMNIECCKHI
000CHOBaHHBIX CTAHIAPTOB.

OmHaKo JTaHHBIN TTOAXOM B TEKYIIIECH CUTYalINH SIBIISI-
€TCS SIBHO ITaJUTMATUBHBIM, TaK KaK KPUTEPHUU «hapMaKo-
SKOHOMUYECKON COPTUPOBKHU PAHCHBIX» ITPUMEHSIOTCS
K pe3yibraTaM, IMOJIydeHHBIM B UCCJIEIOBAHUIX, TTPOBO-
JIUBIITMXCS BBIIICOMMCAHHBIM ITyTeM. dPdapMaKo3KOHOMM--
YeCKOMY aHaJIN3y MOIBEPraloTCsI Pe3yJIBTaThI UCCIICA0BA-
HUil, paomue WHOOpMALMIO 00 «yCpeITHEHHOM»
BBIMTPHIIIIE Ha BCIO KOTOPTY OOJBHBIX. TO €CTh Te caMbIe
1—2 Mec mpubaBKM B BBDKMBaeMOCTH. OTHAKO YTO XKe 110~
TepSIOT OOJIbHBIC, OKa3aBIIMECs B TPYyMIle, TPEOYIOIICH
JICYCHUSI, TPU3HAHHOTO SKOHOMMYECKH HelleJiecooopas-
HeM? Kaszanoch 661 — 1—2 Mec BeKMBaeMocTH. OmHaKoO
5TO BEPHO JIMIITH B BECbMa PEIKON CUTyalllH, KOTIa BhI-
WUTPHIIT paBHOMEPHO pacIipeie/ieH MeXIy BCeMU OOJTbHBI-
mu. Kak yxe ObLIO ITOKa3aHO BHILIE, B OOJBIIUHCTBE CITy-
YaeB HOBOE JICUCHME TTO3BOJISICT 3HAYNMO TTPOIJIATD KU3Hb
YacTy OOJTBHBIX, HECMOTPSI Ha TO, YTO CPETHUIA BRIUTPHIIII
U3MEPSIeTCS HECKOJIBKMMU MECSIIaMM WK JTaXKe THSIMU.
W npu npuHSITHY penieHrs 00 0TKa3e B IPeI0CTaBICHIHT
IMOJOOHOTO JICYSHUST UX TTIOTEPU OYIyT 3HAYMMO OOJIBIIIE.

3akniouenue

Kak Hu ctpanHo, Poccust B OTHOIIEHUN peIIeHNUs BO-
IIpoca, TTOCBSIIEHHOTO aanTallii HOBBIX METOIOB Jicue-
HUS ¥ MCCICIOBaHUS OHKOJOTMYECKMX 3a00JIeBaHUIA,
IMOTEHIIMAJIBHO HAaXOOUTCS B 0o0Jiee BHITOTHOM ITOJIOXKE-
HUU — y Hac HET YCTOSBIICHCS CHUCTEMbl KIIMHUYECKIX
WCTIBITAaHWI, CTAHAAPTOB JICUCHUSI, T. €. HAUMHATH MOXKHO
IMPAaKTUYECKU C HYJIA.

[Tpu mpu3HAHWM HEBO3MOXHOCTU 0OCCITCUCHUS T10-
TpeOHOCTEM OHKOJIOTUYECKUX MalneHToB B PD Ha ypoB-
He, IPEeayCMOTPEHHOM 3apyOesKHBIMM CTaHIApTaMH,
W TIPMHUMAasl BO BHUMaHME HECOBEPIICHCTBO KIMHUYC-
CKMX MCCJICIOBAaHUM, Maxke MpoCTask aHaJIUTHIeCcKast pa-
00Ta B COCTOSTHUM TIPUBECTH K 3HAUNMOMY 1 3 PEKTUB-
HOMY TIepepacinpeaeacHuio cpeacTB. OQHaKo MOg00HBI
aHaIMM3 TpeOyeT MPUBJICUYCHUS CIICIIMATIMCTOB B Pa3HBIX
00JIaCTSIX — HE TOJIBKO MEIUKOB, HO U (DapMaKO3KOHOMMU-
CTOB, IOPMCTOB M OPTaHU3aTOPOB 3apaBooxpaHeHUs. Ko-
HEYHBIM pe3yJIbTaTOM MOA00HOI pabOThl MOIJIU ObI ObITh
«HACTOSILIIME» KECTKME MEOULMHCKUE OTeYECTBEHHbIE
CTaHIAPTHI, TIPEIyCMaTPUBAIOIIE MaKCUMAIIBHO 3 dek-
THUBHOE PacXOIOBaHUE CPEICTB.

AICKBaTHBIN aHAINU3 YK€ HOCTYITHBIX B HACTOSIIIEE
BpeMs JaHHBIX MOT OBl IIpM MMHHUMAJIBHBIX 3aTpaTax
(6e3 TIpoBeneHUST TOPOTOCTOSIIINX MCCICIOBAaHUI) T10-
3BOJINTH B pa3bl COKPATUTh PACXOIbI Ha JIeueHNUe (TIPY UC-
xoaHo 100 % moCcTynHOCTU Tepanuu) Wik 3Ha4uMO yBe-
JINIUTHh OCTYIMHOCTb MpernapatoB (IpU HMCXOTHO
HEeIOCTaTOYHOM oOecrieueHnn). Tak, Hampumep, IpakTH-
YeCKM BCE HOBBIC M KpaiiHE TOPOTOCTOSIIINE ITPeTIapaThl
IIJIST JICUSHUS pakKa IToYKu (obOecredeHrue KOTopsiMu B PO
najeko ot 100 %) B perucTpallMOHHbBIX UCCIIEIOBaHUSIX
IMoKa3aJIv JIMIIb YBEJIMYCHNE BBLKMBAEMOCTH 0e3 Ipo-
rpeccupoBanusi, Ho He OB. Perucrpamnus mpermapaToB
Ha OCHOBAaHWU YBEIWYCHUS JIUIIb BBIKUBAEMOCTHU
0e3 mporpeccupoBaHust (IIPUMEPHO BABOE) SIBJIIeTCS a0-
COJIIOTHO OTIPaBIaHHON B JaHHOU TpyIIre OOJBHBIX, pa-
Hee TPaKTHMIEeCKN He MMEBIIEH TepaIlleBTUUSCKUX Tep-
cnektuB. OtcyrcTBHe yBenmdyeHus OB Takke BmosHe
00BSICHUMO — BO BCEX PETUCTPAIIMOHHBIX NCCIICIOBaHN -
SIX ITOIABJISIIONIAst YacTh 00JbHBIX (10 80 %), mojy4daBiiast
KOHTPOJIBHOE JICUCHHE, ITOCIIe TIPOrPeCCUPOBaHUS IIepe-
BOIMJIACh HA HOBBIH mperapat. OMHAKO M3 3TUX XKe JaH-
HBIX MOXXHO CIeJIaTh M APYTOil BRIBOA — HAYAJIO JICUCHUS
C Teparuu cpaBHEHUs (Topasao 6oJiee eneBOro NHTep-
¢epoHa) u mepexon Ha HOBBIC TIpeTapaThl JIUIIb TTOCTIe
IIPOTPECCUPOBAHUS OOJIC3HN HE CKa3BIBAJIUCh OTPHIIA-
TEJIbHO Ha TIPOAOJIKUTECIIbHOCTH XXKU3HN 00TbHBIX. [1pu-
HSITHE TaKOTO Moaxoa (Havyajao Tepalnuu ¢ MHTepdepo-
HOB W JIMIINb 3aTeM IIepexXol Ha HOBBIC IIperapaThl)
MOTJIO OBl BBICBOOOIMTD 3HAYUTEIIBHBIC PECYPCHI, KOTO-
pbIc MOTYT OBITh HAIIPABJICHBI HA YBEIMYCHHE JOCTYITHO-
CTH HOBBIX IIPEIapaToB U IIPU 3TOM HE MPUBEAYT K I10-
Tepe 23hHEeKTUBHOCTH Tepanuu. Eiie omHUM puMepoM
MOXET CITY>KMTb UCIIOIb30BaHUE IPYTOTO KpaiiHe JOpo-
TOCTOSIIIIETO Tperapara — IeTyKcumaoa. Jis redeHust
KOJOPEKTAILHOTO pakKa IIpermapaT 3apeTHCTPUpOBaH
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Kak B 1-11, Tak 1 B TToceAyomux JuHuIX. OmHaKo maxe
IIPY €T0 UCIIOIb30BAaHUU TOJIBKO Y OOJIBHBIX C TUKUM TH-
oM TeHa KRAS yBenndeHne MeIMaHbI BBDKMBACMOCTH
cocrapysger uiib 4,5 Mec. Ho 1ipu ncnonp3oBanuu B 3-it
JIMHUAM JIeYeHUs — 3TO TpubasBka B 4,5 Mmec K 4,8 mec
Ha Tepaliiy CpaBHEHUsI, a IIPU UCTIOJIB30BaHUHU B 1-it -
HUM — K 23 Mec Ha Tepanuu cpaBHeHUSA. UTOOBI IOJTy-
YUTH OIWH U TOT K€ a0COTIOTHBIN BBIMTPHIII OT JICUCHUS,
B 1-#1 TMHUM HEOOXOAMMO IIPUMEHSTH IIPeTapaTr B CpeI-
HeM Ha TipoTskeHnu 10 Mec, a B 3-if — Ha IPOTSLKEHUH
3,5 mec. ITomoOHBIe (MM APYTHE) CUTYAIlUH CYIIECTBYIOT
IIPY OYeHb MHOTUX 3JIOKAaUeCTBEHHBIX 3a00ICBaHUSIX.
Co3maHne eNMHBIX CTAHIAPTOB JICYCHNUST, OCHOBAHHBIX
He Ha COOJIONCHWM PaBHBIX IpaB (apMalleBTUIECKIX
KOMITaHWIA Ha TOCTYII K PBIHKY, a Ha BEIMYUHE PEaTbHOTO
BBIMTPBILIA OT IPUMEHEHUS IIPOU3BOIUMbBIX UMHU IIpeIia-
paToOB, MOTJIO OBl 3HAYMMO U3MEHUTH CUTYALIMIO K JTyJIIIe-
My. OMTHOBpEMEHHO ITOTO0HBIE CTAHAAPTHI, IIPeIyCMaTPH-
BalOIIe MUHUMYM CTETICHE CBOOOIBI MPW MPUHSITUHN
PEIIeHMST O BEIOOPE TAKTUKM JICUCHUSI, MOTJIM OBI CO311aTh
TTOMYJISILINIO OTHOTUITHO MPOJICYCHHBIX OOIBHBIX, CITyXKa-
IIUX KOHTPOJIEM IS TTOCTICAYIONINX HAIIMOHAJBHBIX HC-
CJICMOBaHM, He TPEOYIOIINX CTOJIb 3HAYMMBIX BIIOKCHUIA,
Kak «kjaccmueckue» uccnenoBanus 111 ¢asel. [Tpu sTom
IIaHC Ha TO, YTO TaKO¥ MOIXO] 3HAYMMO ITPOUTPAET Cy-
IIECTBYIOIIEMY B OTHOIICHUM TOYHOCTH TIOMCKA pa3Jin-
YWii, He CTOJIb BeWK. Kak HU cTpaHHO, TTOMOOHBIN BHII
WCCIICMOBAHUI JOCTaTOYHO IIMPOKO PaCIIPOCTPaHEH B 00-
JIaCTH JIeYeHMS 3a00JIeBaHUA, Te IeHA OIMMOKI MOXKET
OBITh 3HAYMMO BBIIIE, YeM MIPU JICICHUN METacTaTHIeC-
koro PM2K, reMo01acTO30B U OITyxoJieil y AeTeil, repMu-
HOTeHHBIX omyxojieit. [Toutn 90 % GOTBHBIX STUMM TTO-
TCHIIMAIBHO BBICOKOKYPaOEIbHBIMU OITyXOJIIMU
B [epMaHNU MIPpUHUMAIOT YIacTHE B HAIIMOHAJIBHBIX HC-
CJICIOBATENIbCKMX ITPOCKTAaX, TeHEPUPYEMbIX BEAYIITUMU
HaydYHBIMU IIeHTpaMH. [1omoOHBIII MOIXOM ITO3BOJISICT
OBICTPO, OTHOCUTEJILHO JCIIeBO M BeCbhbMa 3(D(HEKTUBHO
(cymst mo pesyspTaTaM) IOJIydaTh OTBETHI Ha KIIMHUYECKH
3HAYUMBIC BOIIPOCHI — KOMY, KOTJa U C KaKOM IIeIbIO
ITOJDKHA HAa3HAYATHCS Ta WK MHas Teparusi. CTOUT, 110 Ha-

1IeMy MHEHUIO, IEPEHSTh U IPYTYI0 0COOEHHOCTD UCCJIe-
JIOBaHMIA, TTIPOBOJMMBIX OHKOJIOTAMU-TIeAUaTPaMU U, JYa-
CTUYHO, OHKOTeMaTOJIOTAMMU. OueHb MHOTHE
HCCIIeNOBAHUS, TPOBOAMMEIC B paMKaxX 3THX CIIeIINab-
HOCTEM, TTOCBSIIEHBI ITOMCKY ITpeacKa3aTebHbBIX (PaKTo-
POB OTBeTa Ha ornpeaesieHHbIe BUIbI Tepanuu. M B meau-
aTpuu, U B OHKOTEMAaTOJIOTUM OYEHb PEIKO JIeUeHUE
Ha3HAYAeTCS «I10 TMArHO3Yy M CTaIUN»: CYIIIECTBYET OOJIb-
1II0€ YKCJIO MOJIEKYJISIPHBIX, KITMHUYECKUX, MOP(HOJIOTH -
YeCKUX U IPyrux (akTopoB, HA OCHOBAHUY KOTOPBIX JIe-
YyeHUe ACWCTBUTENILHO «MHAMBUAYATU3NpyeTcss». M a10
IPY BeCbMa OTPAaHUYEHHOM KOJIWYECTBE IMTPOTUBOOITYXO-
JIEBBIX MpEIapaToB, 3apeTUCTPUPOBAHHBIX JJIS JICUSHUS
reMo0J1aCTO30B 1 IeTCKUX oryxosneit. ConmaHas e OH-
KOJIOTHSI TIOKa HE B COCTOSTHUU <«IIEPEBAPUTEL» JaXKe ykKe
CO3IaHHBIe TIpenapaThl, ¥ BEIOOP MEXIY AeCITKAMU J10-
CTYIIHBIX PEXUMOB OIpeAessieTcsI Ha OCHOBaHUM
2—3 BecbMa HETOYHBIX IIpeNCcKa3aTeNbHBIX (haKTOPOB
N «KJIMHAYECKOIO MBILIJIEHUST». BO3MOXHO, BO BCIKOM
cJIydae Ha JaHHOM 3Tarle, «B3pOCIIbIM» OHKOJIOIaM HEIIo-
X0 OBLIO OBI MPUHSITH K CBEACHUIO «IIeIMATPUICCKUI»
MOJIXOJ, KOTOpPBIii OBII METKO OXapaKTepH30BaH
C.A. Schiffer cnemyrommm o6pa3om: «...clieToBaHuE TTPO-
TOKOJIY C BOGHHOM TOUHOCTBIO, OCHOBAaHHOI Ha MPaKTH-
YeCKM PEJIMTMO3HON YOEKIEHHOCT B HEOOXOIMMOCTH
NnoaaepKaHus 3arIaHMPOBAHHOTIO... PeXXMMa JIEYeHMUS],
YTO OBl HU CIIYYMJIOCh — HABOJHEHME, IEHb POXICHMUS,
neHb B3aTust bactuaun wiam Poxnecrso...» [36]. U, 6e3-
YCJIOBHO, HACTaeT IIopa TNEepPeCMOTPETh IIPUOPUTETHI
MpH pa3paboTKe, MCCIIeTOBAaHUM U BHEIPEHNY HOBBIX TTpe-
mapaToB U ITOAXOA0B K JIEYEHUIO 3JTOKAYECTBEHHBIX OITy-
XoJieit. PerynstopHble HOpMbI, KOHEYHO, TPEACTABIISIOT
3HAYUTETBHYIO YaCTh STUX ITPOIIECCOB, OMHAKO OHU JOJIKHBI
3aHSThH CTPOTO OTBEACHHOE MECTO M HE OTTECHSTH Ha BTOPOiA
IJIaH MPOLIECC HAaydHOT'o TTOMCKAa, HAITpaBJIeHHOTO Ha COBEP-
IIEHCTBOBAHME ITPOTUBOOITYXOJICBOI TepaITnu.

bnaropapHocmu
Pa6ota nompnep:xxaHa rpaHnToM Poccuiickoro HaydHOTo
donma Ne 14-35-00 105.
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MOKA3AHWA K MIPUMEHEHWIO:
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MabTepa“SC
CKopoCTb, NpeBocxogALL.an OxuaaHme

Mab6Tepa“°SC BBoaMTCA BCEro 3a 5 MUHYT

ToproBoe HaumeHoBaHue: MabTepa’. MeayHapoAHoe HenaTeHTOBaHHOe HasBaHWe:
PutykcuMab. PeructpaumonHoe ypoctoBepenue: J1M-002575. JlekapcTtBeHHas ¢opMa:
PacTBop anA nogkorHoro BeedeHuA. Coctas: 1 dnakoH copeput 1400 Mr puTyKcrMaba.
MoKasaHUA K MpUMeHeHUIo. HexomrKKMHCKanA nuMboMa: peLmanBUpYIOLLAA UK XUMUO-
ycTonumBana B-knetouHan, CD20-nonorkuTenbHan HeXOAMKKMHCKaA NMMPoMa HU3KoM CTe-
NeHW 3710Ka4YeCTBEHHOCTU UnKM donnuKkynapHas; donnukynapHaa numdoma llI-IV cTagum
B KOMOMHALMM C XMMUOTEPanuel y paHee HeneyveHHbIX NaLneHTos; GonnmkynapHan numdomMa
B Ka4ecTBe MoadepruvBaloLLLelt Tepanum noce oTBeTa Ha MHAYKUMOHHYIo Tepanuio; CD20-
nonouTenbHaa AuddysHan B-KpynHOKNeTouHaA HEXOOHKUHCKanA NuMdoMa B KOMBUHALMK
¢ xummnoTepanmert no cxeme CHOP (umknodpocdammz, [oKCOpyOULIMH, BUHKPUCTUH, NMPeaHn-
30710H). MpoTMBONOKasaHuA. [1NepUyBCTBATENBLHOCTb K PUTYKCMMaby, nioboMy BcrioMora-
TeslbHOMy BeLLieCTBY npenapata unn K 6enkam Mbllin B aHamHese. OcTpble MHGEKLMOHHbIE
3a607eBaHWA, BbIPAHEHHbIM MEPBUYHBIN MM BTOPUYHBIA UMMyHOAedUUMT. [eTCKUM BO3-
pact go 18 net (3pderTMBHOCTb 1 6€30MacHOCTb He YCTaHOoBIeHb!). BepeMeHHOCTb 1 nepyod
rPYOHOro BcKapMnBaHuA. Cnocob npumeHeHua u Aosbl. [epes NprMeHeHWeM npenaparta
Mab6Ttepa” cnegyeT BHUMATENbHO 03HAKOMUTBLCA C MHCTPYKLUMEN U YBeauThCA, YTO NeKapcT-
BeHHaA GopMa npenaparta COOTBETCTBYET Ha3HaYeHHOM NaUMeHTy («KOHLEHTpaT ANA Npuro-
TOBMEHWA pacTBopa ANA UHPY3UI» UK «PacTBOP ANA NOAKOMKHOro BBeLeHUA»). Mpenapat
Ma6Tepa“ B nekapcTBeHHOI popMe «pacTBOP AA NOAKOXKHOro BBeAEHUA» He npeaHa-
3HaveH anA /B BBeAeHus! Mepsyio 103y npenapataMabTepa® (375 Mr/M?) NaLMeHTsl 4OMHKHbI

Maob6Tepa’SC

Pumykcumab 0518 nodKoicHo20 aeedeHuUs
BbICTPO - MPOCTO - 3OOEKTUBHO

nomny4nTb B BUAE B/B UHY3WM Npenapata B SeKapcTBeHHOM $opMe «KOHLIeHTpaT AnA npu-
rOTOBMEHWA pacTBopa Anf uHey3uit». Mepeaa BHYTpuBeHHas uHy3ua. 1A B/8 BBeAeHUA
crefyeT 1cnonb3oBaTh Npenapat MabTepa® B neKapcTBeHHOM GOpMe «KOHLIEHTPaT A npu-
rOTOBIEHA PAcTBOPa ANA MHPY3WI» (CM. COOTBETCTBYIOLLYIO MHCTPYKLMIO MO MeAMLIMHCKOMY
npUMeHeHwio). MaLmeHTsl, KOTopble He CMOrIM MONYYKTL MOJHYI0 403y npenapara MabTepa®
B /IEKAPCTBEHHOM pOPME «KOHLIEHTPAT [N1A MPUroTOBMEHUA PAcTBOPa AN1A MHPY3WI», B Mo-
credyloLLMX LMKNaX [OMHHBI MPOLO/HKaTh NonyyaTh npenapar MabTepa® B iekapcTBeHHOM
dopMe, NpeaHasHadeHHo AnA B/B BBedeHuA. Mocnenyolwme NOAKOMHbIE UHBEKLMN.
TauveHTbI, MoNy4MBLUKE NOSHYIO A03Y Npenapata MabTepa® B fiekapcTBeHHOM popMe «KOH-
LIeHTpaT AnA NPUroTOBMEHWUA pacTBopa AnA UHGY3UM», B CrIeAyIoLLMX LMKIax MoryT nomy-
yaTb npenapar Ma6Tepa” B neKapcTBeHHOM Gopme, NpeaHasHadeHHon AnA n/K BBEAEHUA.
TMoAKoMHbIe MHBEKLWM NpenapaTa MabTepa” B fleKapcTBeHHOM GopMe «PacTBOP /1A MOAKOMK-
HOrO BBEAEHUA» MPOBOAAT MPUBIM3UTENBHO B TedeHe 5 MuHyT. Mpenapar Ma6Tepa” B nexap-
CTBEHHOM BopMe «pacTBOp A/1A MOAKOHHOI0 BBEAEHUA» CiefyeT BBOAUTb N/K TONbKO Breped-
Hi0I0 OPIOLLIHYI0 CTeHKy. Mpenapar MabTepa” B leKapcTBeHHOM GpopMe «pacTBop /1A MOAKOKHOMO
BBEAEHWA» 1 Apyrite Npenapartbl, Takie npeaHasHaueHHbIe ANA M/K BBEAEHWA, MO BO3MOHO-
CTW, CriefiyeT BBOAWTb B pasHble MecTa. B cyyae npepbiBaHuA MHBEKLIMN €8 MOYKHO BO306HOBUTL
BTOM e CaMOM MECTE WK, MU HE06XOAUMOCTH, U3MEHWTb MECTO MHBeKLIMW. KoppeKLuma aosbl
B X0Ae Tepanuu. CHiaTb 403y PUTYKCMMaba He peKoMeHOyeTCA.
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