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3AKIIOYEHHUE

®I'AOY BO Ileperiit MocKoBCKHil rocy/apeTBeHHbIH MeTHIHHCKHI
yuusepcurer uMenu .M. CeyenoBa Munsapasa Poccuun
(CeuenoBcekmii YHuBepcuTeT)
Ha ~ OCHOBaHWH  pelICHMs  3acefaHus  Kabdeapsl  (GapMalleBTHIECKOW  u
TOKCHKOJIOTHYeCKoH xumun umenn Al Apsamacuesa Hucruryra bapmaruu
umern AL Hemobura ®I'AOY BO Ilepsoiiit MIMY  wumenu .M. Cedenopa
Munsnpasa Poccun (Cedenosekuii YruBepcuter).

Huccepramms «Pazpabortka MeTOOMK OIpemesneHus TpacTy3ymaba W aHTH-
JICKapCTBCHHBIX AHTHTEN K TPacTy3yMaly B OHONIOTHYECKHMX OOBEKTAX METOIOM
NDA» Ha couckaHWe ydYeHOH CTEIIeHH KaHIHIATa (apmarieBTHUECKHX HayK
BBIIIOJIHeHA Ha Kadenpe (apMarieBTHYeCKod ¥ TOKCHKOJIOTHYECKOM XHMHH HMEHH
A.IL Apsamacniera HMucturyra @apmaruu umenu A1 Hemobuua ®TAOY BO
ITepserit MI'MVY  wumeru W.M. Cevenosa MunzapaBa Poccun  (CeueHOBCKwHiA
YHuBepcurer).

Konranosa Mapus AnekceeBHa, 1996 roma POXIEHUs, TPaKIaHCTBO
Poccmiickot ®enepariun, okoHumma deneparsHOe rOCyIapCTBEHHOE aBTOHOMHOE
YUPEKICHUE BBICIIETO 0Opa3oBaHus IlepBbli MOCKOBCKHIA rOCYy1apCTBEHHBIN

MEIUITUHCKHUH YHUBEPCUTET HMEHU N.M. Ceuenona MunucrepcTBa
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3npaBooxpanenus  Poccmiickod  ®enepanmu  (CedeHoBckuit  VHHBepcHTeT) B
2018 romy mo crenuansrocTH «DapMarizs.

B 2023 romy mpukpemnena i IONTOTOBKH MHACCEPTALlMA Ha COUCKAHHE
YHEHOM CTeNCHU KaHIMIaTa HayK 0e3 OCBOEHHS MPOTPaMM IIOATOTOBKH HAy4YHBIX U
Hay4YHO-IIeJarOTHIECKHUX KaZpOB B aCIIUPAHTYpE.

CopaBka o craue KaHAUITATCKUX sK3aMeHoB Ne 037/11/23 or 18 OKTSAOpPS
2023 rona Belnana B hefepaibHOM rOCyIapCTBEHHOM GIOMKETHOM o0pazoBaTeIbHOM
YHpexAeHUn BhICIIEro obpasosanus «CaHKT-IleTepOyprekuii TocymapCTBEHHBIH
XUMHKO-(QapMaleBTHIeCKUuil  yHUBEpCUTET»  MUHHCTEpCTBa 31paBOOXPaHEHHS
Poccniickoit ®eneparum (PI'BOY BO CIIX®Y Munsnpasa Poccun).

C 01.02.2023 rona paGoTaeT B JOKHOCTH 3aBELYIOLIETO naboparopueii B
O0IIeCTBe ¢ OrPaHMYEHHON OTBETCTBEHHOCTHIO «MabCKeHiT» Mo HACTOSIIIee BpEMsL.

Hay4nbie pykoBoauTen:

Pamenckas I'anmuea Bragucnasosma, ToKTOp dapManeBTHYECKUX HAYK,
npodeccop, 3aBefyromuil kabeapoit (hapManeBTHUECKOH ¥ TOKCHKOIOIHUYECKO
xumul uMeHd A.IL ApzamacrieBa Mucturyra dapmaruu wmenu A.I1 Hemobumua
OI'AOY BO Ilepseit MIMY umenun WM. CeueHoBa Munznpasa Poccun
(CeuenoBckuii VHuBEpCHTET).

Illoxun Urops EBrenbesid, mokTOp (hapMarieBTHUECKHX HayK, T€HEepaJIbHBIH
JTUPEKTOP obmectea ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO «entp
(bapMmarieBTUYeCKOW aHATUTHKI.

Texer nuccepraiuu GbLT IPOBEPEH B CHCTEMe «AHTHUILIATHATY U HE COZIEPIKUT
3aMMCTBOBaHHOT'O Marepuaia 0e3 CCBUIKH Ha aBTOPOB.

ITo wroram oOCYXIEHHSI IUCCEPTALMOHHOTO HCCIIEIOBAHMUS «PazpaboTka
MCTOAWK ONPENENCHUS TpacTysymaba U  aHTH-IEKAPCTBEHHBIX AaHTHUTEN K
TpacTy3ymaly B OHOJOrHYecKnx 00beKTax Meromom MDAy, IIPEJCTaBICHHOIO Ha
COMCKaHWE  y9eHOH  CTCIeHHM KaHaugaTa (GapMaleBTHYeCKHX HAyK IO
CIIEIUAIIBHOCTSIM 3.4.2. ®apmarieBTHYECKAs XUAMUS, (bapMakoraosus u
3.3.6. ®apmakonorus,  KiIMHAYECKas — (HapMaKOIOTHS, NPUHATO  CIEAYIoIIee

3aKIIIO4YCHUE:



. OueHka BINOIHEHHOI CoMCKaTeeM paGoThI

HAuccepranvonnas pabora Komranosoit Mapuu AmekceeBHE Ha TeMy:
«Pa3paboTka METOIUK OIpeneseHns TpacTy3ymada u AHTH-JIEKAPCTBEHHBIX aHTHTE
K TpacTy3ymaly B Guonorndeckux o6bekTax MetTomnoM MDAy Ha COMCKAHHe YUEeHOU
CTCIICHH  KaHaumara  ()apMaleBTHYECKHX  HAyK 110 CIIELMATIEHOCTIM
3.4.2. ®apmaneBTHyecKas  XHMUS, (bapMakorHo3us, 3.3.6. ®apmakoorus,
KIMHIYECKast (papMaKoNOrysl MPEACTABISEeT cob0i 3aKOHUEHHOE, CAMOCTOSTEIHHOS
HCCIIC/IOBAaHNE, IIONHOCTBIO COOTBETCTBYET TPeOOBAaHWSAM, MPENbIBIIEMbIM K
KaHIMIATCKUM IUCCEPTALMSIM, M MOXXET OBITh IIPECTABICHA K 3alllUTE.

B nucceprammonHoi#f paGoTe mpoBemeHa paspaboTKa W BaTHIAIMS
OMOAHATUTHIECKUX METONMK OIPENeIICHHs TpacTysymaba U aHTH-JIEKApCTBEHHBIX
aHTHUTENl K TpPacTy3ymMaly MeTOAOM MMMYHO(GEPMEHTHOTO aHANH3a, & TaKkKe, C
UCTIONIb30BaHAEM  PaspabOTaHHBIX METOIMK, W3ydeHa (APMAKOKUHETHKA U
MMMYHOT€HHOCTS NpenapaTa-0noaHaiora 0Te4eCTBEHHOTO IPOU3BOICTBA HA OCHOBE
MOJICKyIIBI ~ TpacTysymaba M  IpOBENEHA  CpaBHUTENbHAs  OIEHKA  ero
01OaHaNOrMIHOCTH B paMKax KIMHUUECKUX HCCIEN0BAHMI | ¢ba3sr.

. AKTyaJIbHOCTBh TEMBbI IHCCEPTAIIHOHHOTO HCC/IEI0BAHUS

OnKonorudeckre 3a60IeBaHMs 3aHAMAIOT OJHY H3 JTUIUPYIOIIUX TTO3UIUN B
CIIMCKE OCHOBHBIX INPUYMH CMEPTHOCTH BO BCeM Mupe. [10 JaHHBIM pa3NuuHEIX
MEKIyHAPOIHBIX OPraHU3allMK YUCIIO BHOBb BBIABICHHBIX CIIyYaeB paka HEYKIOHHO
pacTeT OT roma k rofy. B Poccum Takike eXeromHo OTMedaeTcs POCT BHOBb
BBIIBJICHHBIX CIIy4aeB OHK03a00IE€BaHUH, KaK CPEIU MY>KIUH, TaK ¥ CPEIH JKEHIIMH.
OIHO U3 BETyIIEX MECT B CTPYKTYpPe OHKOJIOTHYECKHX 3a60JIeBaHMH 3aHIMAeT pax
MonouHoH xeness (PMIK) — caMmeIif pacpocTpaHeHHBIN BHJ paka Y JKEHIIWH.

HER2 nomouTenbHBI MOATHMII paka MONOYHOM SKeNe3sl (HER2 -
YENIOBEUECKHUH PEIIENITOP SMMAEPMATBEHOTO (HaKTopa pocTa BTOPOTO THIIA) — OUH W3
4eThIpex noxartunos PMIK, xotopsri no mavama 2000-x TOMOB cumTajcs Hambolee
HEOIaroNpUsTHBIM 110 MPOTHO3y JUIS MarueHToK. OIHAKO CUTyallusl paJuKaIbHO
MSMCHHMJIACk  C  OTKpeITHeM mpenaparoB  HER2-HampaBineHHOW — Tepamuu.

buonorndeckue (B TOM dMCIe GHOTEXHOIOTHYECKHE) JIEKAPCTBEHHBIE IIpenaparsl



(JIT) TapretHoii Tepamuu HER2+ momrwma PMOK cramm cBoero poIa «30JI0TBIM
CTaHIApTOM» a/(bIOBAHTHOM M HEOAIBIOBAHTHON TEpaldy OIyXOJeH, ¥ IIepBBHIM
[IPEACTABUTENIEM IIOLOOHBIX MpenapaToB Ha (apMaleBTHYeCKOM pBIHKE CTallo
TYMaHU3HPOBaHHOE MOHOKIOHANbHOE anTuTeno (MKAT) Tpacrysyma6. Bmemenue
TpacTysymaba B KIMHHYECKYIO IIPAKTHKYy 3HAYUTENBHO YIYYIIAIO  OOIIyIO
BBIKHBAaCMOCTh M IPOrHO3 [ii manueHTok ¢ HER2+ momgtumom PMOK. Tem He
MEHE€, Hapsily C BRICOKOH 3(()EKTHBHOCTBIO H XOPOIIMM HPpOodHIeM 6e30MacHOCTH
TpacTy3ymada, OH, Kak X MHOTHE JPyTrde GHOIOTHUECKHIe npemnapatsl k1acca MkAT,
MMEET JOBOJIBHO BBICOKYIO CTOMMOCTH Kypca Tepallhd, YTO MOMKET OIrPaHHYIUBATDH
JOCTYTI TTAal[HEHTOB K IIpernapary.

B macrosmumit momenr B Poccwm mammentkaM ¢ PMIK JIOCTyIIeH
OPMIMHATIPHBIA  JIEKapCTBEHHBIM  mpemapar I eprentuH”® (MeXmyHapomHOe
HCIATCHTOBAaHHO® HAMMEHOBaHHUE: TPacTy3ymad), mpousBonctBa @. Xobdmann-Jla
Pomr Jltz., a Takxe nBa ero 6uoananora. IIpi 3TOM Wb OOMH W3 HUX, Ipernapar
Ieprrkan®, uMeeT mOTHbIN IIPOU3BOACTBEHHBIN UK Ha Tepputopuu Poccuu. Ctout
OTMETHUTh, YTO TPACTy3ymMad M HEKOTOPHIC IIPEMapaThl HAa €ro OCHOBE BXOIAT B
IlepedeHs CTpaTerWyecKd 3HAYMMBIX JIEKAPCTBEHHBIX CPEICTB, IPOU3BOJCTBO
KOTOPBIX NOJKHO OBITh obecrieveHo Ha Teppurtopuu Poccumiickoit ®enepanuu u B
ITepedens KU3HEHHO HEOOXOMUMBIX M BayKHEHIIHX JICKapCTBEHHBIX [IPETapaToB ISl
MEIUIMHCKOTO IPUMEHeHHS. TakuM 00pasom, IpHHMMAs BO BHUMAaHHE OOIIHil Kype
POCCHICKOW  (apMaleBTHYECKON IPOMBIILICHHOCTH  Ha HUMIIOPTO3aMeITeHIE
JICKapCTBCHHBIX TIPEIApaToB, 3ajada pa3spabOTKU U PETHCTPAlldA OTEYEeCTBEHHBIX
0MOaHATIOroB, U, B YaCTHOCTH, OMOAHAIOTOB HA OCHOBE MOJIEKYJIBI TpacTy3ymaba,
IPEACTaBIAETCS KpaifHe aKTyalbHOM.

IIpoBeneHyre  CpaBHUTENBHBIX  KIMHHYECKHX  HCCIEIOBAHMIL (KN)
0MOaHAIOTHYHOCTH — HEOThEMJIEMAs YacTh IpOIlecca DPETrucTpaluy X BEIBOAA
OHOAHANOTOBEIX TIPEIIApaToOB Ha PHIHOK. I103TOMY aKTyaJbHBIM TaKXX€ OCTAeTCS
BOTIPOC  Pa3pabOTKM M BaNMAALMA OHOAHATMTHYECKHX METOIHMK, [O3BOJISIONIHX
IPOBECTH AHANTUTAYECKYIO HYacTh TaKUX WCCIENOBAHMM — aHANM3 HCCIELyeMBIX

00pa3sIoB 106GPOBONBIER M TMAMEHTOB, HAKOOJIee YaCTO [IPENCTABIISIONIHX CO00M



CBIBOPOTKY KPOBH, C IIEJIBIO JJaNbHCUIIIEH CPAaBHUTEIILHON OLEHKH (apMaKOKHHETHKH
¥ IMMYHOTEHHOCTH OHOAaHATOTOBBIX JIEKapPCTBEHHBIX TIPENapaTos.
. JIu4HOe y4acTHe cOHCKATEIsl B NOJYy9eHHH Pe3yIbTATOB, H3JI0KEHHBIX B
AUCCEePTAIUH

ABTOPY NPHHAJJIEXHT Befyllas poib B IUIAHHPOBAHWH W IPOBEACHUI
SKCIIEPMMEHTAIIBHBIX MCCIIEIOBAHNUN, @ TAKKE B 000OIIECHNN U AHATU3E TIOTyYEeHHBIX
PE3yNbTaToB. ABTOPOM JIMYHO IIPOBEEHA pPaspaboTKa ¥ BAIMIAIIAS METOIUK
KOJIMIeCTBCHHOIO  OIpPEZeNCHUS  TpacTy3ymMaba ¥  IOIyKOIMYECTBEHHOTO
ONPE/IC/ICHMS aHTU-JIEKAPCTBEHHEIX aHTHTEN K TPacTy3ymaly B CBHIBOPOTKE KPOBH
UCIIOBCKA, a TAakKe BBIIOJHEH aHalh3 HCCIeTyeMBIX O0paslioB J06POBOIBIEE-
YI4CTHUKOB CPaBHUTENIPHOTO KIMHHYECKOTO HCCIENOBAaHMSA OHOAHATIOTMIHOCTH, C
laNbHeAITell  00paGOTKOM TMONYYEeHHBIX PE3YNBTATOB C ILEIBI0 YCTAHOBICHHS
61O0aHANOTHIHOCTH CPAaBHUBAEMBIX HPEIIapaTOB.
. Crenenb 10CTOBEPHOCTH Pe3y/IbTATOB NPOBeAEHHBIX HCCIeI0BAHMIA

B Xone mpoBemeHus wcClenoBaHMS OBUI BEIIONHEH IOCTATOYHENE OGDBEM
VCIIBITAHUH, — OKCIEPHMEHTATBHBIE  NaHHblE  OBUIM  IONYYEHBI  METOIOM
IMMyHOGepMeHTHOTO aHammza (MPA) ¢ wcmomb30BaHEeM COBPEMEHHOT'O
CepTUGULMPOBAHHOTO 06OPyIOBaHUsA. Bce IepBHYHBIE IaHHBIE HCCIIeIOBAHUS,
TIOJIOXCHHBIC B OCHOBY NMCCEPTAlHOHHOM pPabOTHI, SBITIOTCS AOCTOBEPHBIMH, HTO
IIOATBEPIKAAETCA aKTOM TPOBEPKM IEPBUYHOM MOKYMEHTAIWH. VCIOMB30BAHHOE B
XO{e  mHpoBeNeHHs  paboTBl  HM3MEPUTEIBHOE  OOOPYNOBAaHHE BHECEHO B
locynapcteennsiit Peectp cpencTs m3MepeHHS W WMeeT NeHCTBHUTEIHHBIN cTaTyc
NOBepKH. PaspaboTaHHEle METOIMKE KONMYECTBEHHOTO OIpPEIEIICHHUS TpacTy3ymaba
U  NOJTyKOJHWYECTBEHHOTO  ONpPENENICHUS  aHTU-JEKApCTBEHHBIX  aHTHTEN K
TpacTy3ymaly OBUIM IIOJBEPTHYTHl TIONHON BAIMIAIME B COOTBETCTBHH C
dKTyallbHBIMM =~ HOPMAaTMBHBIMU ~JOKyMEHTaMH, I[P OTOM BCE H3YUCHHbIE
BAIMIAalMOHHBIC ~ XapaKTePHCTUKH  METONMK  yJOBIETBODSAIM  KPUTEPHSIM
IPUEMIIEMOCTH  COOTBETCTBYIOIIUX  PYKOBOACTB, UYTO IIO3BONSET  CYUTATH
TIOTyqaeMBI® C MOMOIIBIO BAIMINPOBAHHBIX METOAUK IaHHBIE BOCIPOU3BOMIMEIMH,

TOYHBIMH ¥  OOCTOBEPHBIMHU. HOJ'Iy HUCHHBICE B XOI€ BBIINOJHEHUS pa6 OTBI



SKCIICPUMCHTANbHBIE J[aHHBIC OBUIM TOIBEPIHYTHL CTATHCTHYECKOH 00paboTKe ¢
VCIIOJIb30BAHUEM  OOIICTIPHHATEIX  COBPEMEHHBIX — IOAXONOB  (OIHCATEIbHBIE
CTaTUCTUKH, TUCIIEPCHOHHEIHN aHaIN3) B IPOrpaMMHOM obecriedennH Statistica®, MS
Excel 2021 u R.
. Hay4nasi HOBH3HA pe3y/IbTATOB MPOBEXEeHHBIX HCCIEI0BAHMIA

B xozme BbmonHeHMS paGoTHl paspaGoTaHbl u BaJIMUPOBAHBl METOAUKHU
KOJIMIECTBCHHOIO  ONIpPEZCNCHUSI  TpacTy3yMaba ¥  IIOIyKOIMYECTBEHHOTO
OIpPCeNeNICHUS aHTH-TEKAPCTBEHHBIX aHTHTEN K TPacTy3ymaly B OHOJNOTHYECKHX
obbekTax (B CHIBOPOTKE  KPOBH 4yeloBeka)  Mmeromom MDA co
CIIEKTPO(OTOMETPHYECKIM JIETeKTHPOBAHHUEM. Hns METOZVKH
IOy KOIMECTBEHHOTO  ONPENENICHUs JIEKADCTBEHHBIX aAHTHTEN K TPacTy3yMaby
IPEJUIOXKEHA IPOOONOArOTOBKA OOPasOB  CHIBOPOTKM KPOBH C  KHECIOTHOMN
Aucconralmed W aQUHHBIM  OTJeNeHHeM UHTepPDEPUPYIONIEro —Iperapara,
TIO3BOJIAIOMAs  yBEJIUIUTh BEPOSTHOCTH JETEKTHPOBAHUS AHTHU-IEKAPCTBEHHBIX
AHTHTEN MeTofoM M®A B IpPHCYTCTBHM BEICOKMX KOHILEHTpAIMii TpacTysymaba.
PaspaGoTannble METONMKE HCIONB30BAHBI [UIS  OLDE/IETCHHS KOHIIEHTpaIuu
npenapara-Ouoananora «TpacTysymaG» W BBISBIEHWA Haludus/ OTCYTCTBHS AHTH-
JICKAapCTBCHHBIX aHTHTEN K HeMy B 00paslaX CBIBOPOTKH KpPOBH CYOBEKTOB
CPaBHUTCIIBHOTO KIMHUYECKOTO HMCCIEIOBaHUS OHOAHAIIOTUIHOCTH. Ha OCHOBaHWU
AGHHBIX O KOHLEHTPAIMU TPAcTy3yMaba, MOIYyYCHHBIX IPH aHATU3e GHONOrHYECKHIX
00pasloB, wu3yueHa (apMaKOKHHETHKA npemnapara-6uoananora «TpacTysymady»
(mpousBonCcTBa OOIIECTBE ¢ OrPAaHWYEHHOW OTBETCTBEHHOCTHIO «Mabckeitn,
Poccust), a Tarke mpoBeseHa omeHKa (apMaKOKMHETHYECKOH SKBUBAICHTHOCTH
(bmoaHanormYHOCTH) HCCIIEyeMOro Npemapara ¥ Iperapata cpaBHeHHUS. B gactu
OLICHKHM 0€30IIaCHOCTH, B XOJ€ IIPOBEINEHHS WCCIIETOBAHNS BIIEPBBIE H3yYeHA
MMMYHOTC€HHOCTB HCCIIEITyeMOro Tpenapara-6roanaora « TpacTy3ymaty.
. ITpakTHYeckasi 3HAYAMOCTH NPOBEACHHbBIX HCCIEN0BAHMI

PaspaGoTannas MeTofMKa KOIMYIECTBEHHOTO OIpeIeIeHHUs TpacTyzymaba B
CBIBOPOTKE ~ KDOBH  YeJIOBEKA XapaKTepU3yeTCs IIMPOKMM  aHATHTHYECKHM

AHUAara30HOM, TOCTATOYHOU YYBCTBUTCIBHOCTBIO, & TaAKXE HpOCTOTOﬁ BEBIIIOJIHECHUS U



BEICOKOM TIPOM3BOAUTENBHOCTBIO aHau3a. J[Ii METONMKH OIpeiesieHds AHTH-
JIEKApCTBEHHBIX AHTHUTEN] aBTOPOM IPEMIOXKEHa CIIeNUaibHas HPOOOIOArOTOBKA
Guosnormyeckux 06pasnoB, BKIIOYAIOMAS JTambl KHCIOTHON NUCCOIUAIUA U
aQGUHHOrO OTZHENeHHs WHTep(hEPUPYIOLIIEro npenapara, KOTOpas II03BOJISIET
ACTCKTUPOBATh  aHTU-ICKAPCTBEHHBIE aHTHTENa B IPUCYTCTBHH  BBICOKHX
KOHLEHTPAIMA TpacTy3yMaba. C MOMOIIBIO pa3paboTaHHBIX METOMUK OBLIA HA3ydeHa
(hapMakOKMHETMKAa M HMMYHOTEHHOCTh IIpeliapaTa-GroaHanora «TpacTyzymad»
(mpousBojcTBa O6IIECTBA C OTrPaHUYEHHON OTBETCTBEHHOCTHIO «Mabckeitny) u
YCTaHOBIICHa OMOAHATIOTHYHOCTE UCCIELYEMOTO TIpenapara u IpenapaTta CpaBHEHHUs
B paMKax KIMHAYECKOro wuccienosanvs | dasel. BHenpenwe pesymnsraTos
HCCIIC/IOBaHUS B PETHCTPAallMOHHOE Nocke mpemapata «Tpactysymab» (obmiecTa ¢
OIPaHMYEHHOM OTBETCTBEHHOCThIO «Mabckeiy, Poccus) crmocoberByer ero
PETUCTpalllK, a CICNOBATENBHO, MOBHINICHUIO agocTynHOocTH HER-2 HanpasneHHOM
TEpaIuy JJIs TalueHTOK.
. IleHHOCTHL HAYYHBIX PaGOT COMCKATEIS yYeHOl CTenenn

L{eHHOCTE  BBINONHEHHOW  pabGOTHI  3aKMIOYAETCS B BO3MOIKHOCTH
MCIIONb30BAHUS  PaspabOTaHHBIX — METOJMK  KOJIMYECTBEHHOTO  OIpELE/ICHHS
TPacTy3ymaba U MOIyKONMYECTBEHHOIO OIPEENeHNs aHTH-IeKAPCTBEHHBIX AHTHTEN
K TpacTysymaly He TOIBKO /Ui aHaiu3a OOpa3lOB CyObEKTOB KIMHEYECKHX
HCCIE/0BaHuH, BKIOYas wuccnenosanms III dasel W MOCTPErHCTpaLHOHHBIE
MCCICNOBaHMA, HO W JJd TEePAIeBTHYECKOTO JIEKaPCTBEHHOIO MOHHMTOPHHIA
TpacTy3ymada NpH MHOTOKDATHOM BBENEHHHM ITALIHEHTKAM COIVIACHO KIMHHYECKAM
PeKOMCH/AIMAM, IS OUCHKA 3(QOEKTHBHOCTH U UMMYHOTE€HHOCTH (KaK COCTABHOM
YacTh OmeHKH OesomacHoctd) HER2-HampasneHHOM Tepamun TpacTy3ymMadoMm.
Kpome Toro, mpemmokeHHas B IHCCEpTAarMOHHOMN paboTre  MeTomuKa
IIPOGOIOTOTOBKY 06Pa3I0B ¢ KACIOTHOM JUCCOMAIUei 1 aQOUHHBIM OTHEIeHrEM
MHTeP(EPUPYIONIETO IIperiapata MOKET OBITh HCIIONB30BAHA JUIS BEISBICHHS AHTH-
JICKAapCTBCHHBIX aHTHTEN K JPYyruM OHOJOTMYECKAM TMpEemapaTaM Ha OCHOBE

TexHOoJIoTuu MKAT.



. BHenpenue pe3yabTaToB JMCCEPTAMOHHOIO HCCJIEA0BAHMS B NPaKTHKY

OCHOBHEIE De3yNbTAaThl, HAyYHBIC IONOYKEHWS, BBIBOXSI H PEKOMEHIAINH
KaHIUnaTcko# nuccepraun Konranosoit Mapuu AsekceeBHsl Ha TeMy «PaspaboTka
METOAWK ONIPENENCHUs TpacTy3ymMaba ¥  aHTH-JIEKAPCTBEHHBIX aHTHUTET K
TpacTy3ymaly B OHONOTHYECKHX 0OBbeKkTax MeromoM M®A» BHeIPEHH B HAYUHO-
IPaKTUIECKYI0  [EATENBHOCTh  HCCIENOBATENIbCKOTO  IEHTpa  OOIecTBA ¢
OTPaHMYEHHOH OTBETCTBEHHOCTHIO «LeHTp (hapMareBTHIECKON aHATHTUKEY (aKT 6/H
or 25.08.2023r.), wHccIenOBaTEIHCKOTO [eHTpa OOLIecTBa C OTrpPaHMYEHHON
OTBETCTBEHHOCTHIO «Caltntudux Kommaiiae» (akt 6/ ot 04.12.2023 1.), a Taxe
BHECCHBI OOLIECTBOM C OTPaHMYEHHONW OTBETCTBEHHOCTHIO «Mabckeitmy B
PeTHCTpAllHOHHOE Jocke Tpemapara «TpacTysyma®» B pamkax HOpOBENeHHUS
KIMHKIIeCcKoro uccnenosanus I dassl (axt 6/1 ot 22.09.2023 1.).
. Hay4nasi cneuuaibHOCTE, KOTOPOii COOTBETCTRYET AHCCEPTALHS

Hayw4nble monoxenus nucceprarmu Konramosod Mapun AJjeKceeBHBI Ha
TeMy: «PaspaboTka MeTOmHWK ONpeNeNeHHs TpacTy3ymaba ¥ aHTH-TeKapCTBEHHBIX
aHTHTeNI K TpacTy3ymaly B OwWojornueckux oObekTax wmeromoM MDAy
COOTBCTCTBYIOT IACIIOPTy Hay4dHOM crenmanpHOcTH 3.4.2. @apManeBTHIecKas
XUMHUsI, (apMaKOTHO3HUs, TyHKTY 4 (pa3spaboTka METONOB aHANM3a JIEKAPCTBEHHBIX
BEILECTB ¥ UX METabOIUTOB B OHONOTHIECKHIX 00BEKTaxX AN (hapMaKOKHHETHIECKIAX
HCCIIEZIOBAHUH, 9KOJIOT0-(hapManeBTHIECKOr0 MOHUTOPHHTA, CYIe0HO-XUMHUIECKON U
HAPKOIIOTMYECKOM OKCIIEPTH3BI), 4 TAKKE COOTBETCTBYIOT MACIOPTY HAYYHOM
CHenUanbHOCTH 3.3.6. PapmMaKosorus, KIMHAYecKas (apMakolorus, MyHKTy 11
(uccienoBanme  GMOSKBHBATICHTHOCTH JIEKADCTBEHHEIX CPEACTB 3I0POBEIX
ITOOPOBOJIBIIEB U TTAIIUEHTOB).
. IlotHOTa ~ M3/JI0XKeHHMS  MAaTepHAIOB  [uWccepTalud B paboTax,
omy0/JIMKOBaHHBIX COMCKATEIEM

ITo marepmanam HCCIEIOBAaHHS aBTOPOM OBLIO OMyGIIHKOBAHO 8 IMEYATHBIX
paboT, U3 HUX 4 HAay4YHBIE CTATHU B M3NAHMUIX, MHIEKCHPYEMBIX B MEXIyHAPOIHOMN

Gaze maHHEIX Scopus, 3 WHBIE TYONHKAIlMA IO TeMe JUCCEPTALMOHHOTO



MCCIIENOBaHMsA, a Takke | myOmmKanus B COOpPHHKE MAaTEpHUATOB MeEXKITyHapOIHOMN
HaY4HO-TIPaKTUYECKOW KOHPEPEHINH.

OpuruHanbHBIE  Hayddble  CTAaThU B XKypHanax, BKIIOYEHHBIX B
MEXIyHapOIHYIO HHIEKCUPYeMyIo 0a3y JaHHBIX SCOpus:

L. Kosranosa, MLA. Onerka 6GHOAHAOTMYHOCTH ¥ HMMYHOT€HHOCTH
npenaparoB «Tpactysymab» (OOO «Mabcekeitny, Poceus) u «epmentun®» (F.
Hoffmann-La Roche Ltd., IlIsefinapus) B paMkKax [OBOMHOTO  CJIEMOTO
PAaHOOMU3UPOBAHHOIO CPAaBHUTEIIBHOTO KJIMHHYECKOIO HCCIemoBanus I ¢aser c
yJacTHeM 370poBbIX H06posombies / M.A. Konranosa, E.E. Beketos, B.B. ITucapes
[ np.] // Pa3spaGoTka W perucTpanmusi JieKapcTBeHHBIX cpeacrs. — 2023. —
Tom 12. — Ne 3. — C. 240-249. DOI: https://doi.org/10.33380/ 2305-2066-2023-12-3-
240-249. [BAK]

2. Kosranosa, M.A. PazpaGoTka 1 Banmmanuss MeTONUKH OIpPEIeICHHS
HEUTPAIU3YIOMIUX aHTHTEN K TPAacTy3yMaly B CHIBOPOTKE KPOBH UeIOBEKA METOJOM
MUMMyHOQepMeHTHOro  aHamusa /  M.A. Komramoma,  O.C.Carumbaesa,
10.C. Bopucosa [u 1p.] / Pa3paGoTka 1 perucTpamus JieKapcTBeHHbIX CpeacTB. —
2023. — Tom 12. — Ne2. — C. 190-197. DOI: https://doi.org/10.33380/2305-2066-
2023-12-2-190-197. [BAK]

3. Konranosa, MLA. Pa3pabotka 51 BAJIAALAS METOIUKU
KOJTMYECTBCHHOIO OINPEZENIeHUs] PEKOMOMHAHTHOTO reTepoauMmepHoro 6emka RPH-
104 B CEIBOPOTKE KPOBHM Kak MHCTPYMEHTA IEPCOHATM3AIUE (apMaKOTepaluy /
M.A. Konranosa, E.B.Mensuux, E.H. Qumep, [ ap.] / Xumuko-
bapmanesTuecknii kypHaa. — 2022. -Tom 56. — Nel12. — C. 66-70.
DOL: https://doi.org/10.30906/0023-1134-2022-56-12-66-70. [BAK]

4. Kolganova, MLA. Affinity Capture Elution (ACE) ELISA Method
Development and Validation for Novel RPH-104 Drug Immunogenicity Evaluation /
M.A. Kolganova, E.V. Melnik, E.N. Fisher [et al.] // Biomedicines. — 2022. — Vol.10
Ne 11. — Art. 2750. — P. 15 DOI: https://doi.org/10.3390/biomedicines10112750.



WHble myGaMKaIyy 0 TeMe AUCCEPTAIMOHHOTO HCCIe[OBAHMUS:

1. PaspaboTka ® BamumamyWs METONWKM OIPENENeHHS aHTHTEN K
TpacTy3ymaly B CBIBOPOTKE KPOBH HEIOBEKA METOJOM HMMYHO(DEDPMEHTHOTO
anamusa / O.A. Emuceesa, MLA. Koaranosa, LE. Illoxun [u 1p.] / Paspa6orka u
perucrpanus JeKapcTBeHHbIX cpeacTB. — 2022. — Tom 11. — Ne S4. — C. 120-127.
DOI: https://doi.org/10.33380/2305-2066-2022-11-4(1)-120-127. [Scopus]

2 Annpycoa, HH. PD-L1  kak moTeHIWaibHas  MHIIeHb B
IPOTHBOPaKkOBoX Tepanum (0630p) / H.H. Ammpycosa, M.A.Koaranosa,
A.B. Anemnna, LE. lloxun // PaspaGoTka 1 PErUCTpaIis JIeKapCTBEHHBIX CPELCTB.
—2021. — Tom 10. — Ne 1. — C.31-36. DOL: https://doi.org/10.33380/2305-2066-2021-
10-1-31-36. [Scopus]

3 Koaranosa, M.A. CpaBHHTeIbHOE HCCIEN0BaHUE (HapMaKOKHHETHKH 1
MMMYHOTEHHOCTH Ipenapara-Oroanarnora 6esanusymada (RPH-001, AO «P-®apmy,
Poccns) ¥  OpurdHambHOTO — GHOTEXHONIOTMYECKOTO — mperapara  ABacTHH®
(®. Xopdmann-JIs Pomr Jltx., Illsefinapus) B mapallIelbHBIX rpynnax Tmpu
OFHOKPAaTHOM  BHYTPMBEHHOM BBENE€HMHM Y 3I0pPOBBIX  JOOpOBONBIEB /
M.A. Koaranosa, H.C. Baraesa, I0.B. Mengsenes [u mp.] // Paspabotka wu
PETUCTpallAs JIGKApCTBEHHBIX cpencts. — 2019. — Tom 8. — Ne 3. — C.91-100.
DOI: https://doi.org/10.33380//2305-2066-2019-8-3-91-100.

Marepuansl koHbepeHIHit 110 TeMe AUCCEPTAITMOHHOTO HCCIIE[OBAHMS:

1)  KonranoBa, M.A. MOHOKIOHATLHEIE AHTHUTENA: COBpEMEHHAas
knaccupukanys U obmactu npumernenus / M.A. Koaranosa // ["apmonmM3ams
IOAXOZOB K (hapMaleBTHIecKol paspaboTke: cOopHUK Te3ucos I11 MexayHapoHoM
Hay9IHO-TIPAKTUYECKOM KoH(epeHnun. Mocksa, PVJIH. 25 mHos6ps 2020r. —
M.: PY]IH, 2020. — C. 16-20.

OcHOBHBIC TO/I0KEHUSI JUCCEPTAIMHE OBLIH A0JI0KEHBI H 00cy:KIeHbI Ha
HAYYHBIX KOH(pepeHIIuaAX:

1) 1III MexnyHraponHaas Hay4YHO-IIpaKTHIEeCKas KOH(epeHIust
«lapMoHM3anMsA  MOAXOMOB K  (hapMaleBTHYECKOH  paspaGoTKe» (Mocxksga,

HOA6pB 2020 1.);

10



2)  ExeromHas KOHQEPEHIMs ¢ MEXIyHAPOIHEIM yIaCTHEM «PazpaboTka u
PerucTpanys OHOTEXHONOTMYECKHX JIeKapCTBEHHBIX cpefacTB» (MocKBa, HIOHB
2021 r.);

3) IV exerommas MexmyHapomHas HaydHas KoHpeperrmms «IPharm$
Annual Conference» (Upas, ornaits, despans 2022 r.);

4)  ExeronHas Hay4HO-IPaKTHYecKas KOH(pEPEHIHS «Pazpabotka wu
perucTpanysi OMOTEXHONOTMYECKHX JIEKAapCTBEHHBIX cpencTB» (Mocksa, HIOHb
2022 r.);

5) V exeronnas xoudepenus CTPF-2022: Perucrpanus u xnuHMYeckue
uccrenoBanus B EADC (Mocksa, urons 2022 r.);

6) Il MexxmyHapomHBIE  pOCCHHCKO-KUTAHCKUIA CHMIIO3UYM  MOJIOZBIX

y4eHBIX (MockBa, nexabps 2022 r.).

3akiaouyenue

Huccepranus cooTsercTByeT TpeGoBarusaMm I1. 21 TToT0XKEHHS O IPUCYKICHHH
yuenbx creneHer B @OI'AOY BO IlepBriif MOCKOBCKHH ToCYHapCTBEHHBIH
MEIUIUHCKUH YHUBEPCUTET MMEHU .M. Ceuenona MunuctepcTBa
3mpaBooxpaneHus  Poccuiickodt = @enmepammu  (CedeHosckuii  YHEBepcHTET),
YTBEPXKICHHOrO 1pHKasoM oT 06.06.2022 r. Ne0692/P, u He comepKuT
3aMMCTBOBaHHOI'0 Marepuasa 6e3 CCBUIKH Ha aBTOpa(0B).

IlepBrdHast JOKyMeHTallls IIPOBEPEHA M COOTBETCIBYeT MaTepHaiaM,
BKIIFOYEHHBIM B TUCCEPTALIHIO.

HAuccepranuonnas pabora Komranosodt Mapum AnekceeBHsr «Paspa6otka
METONUK OIPENCeNCHUS TpacTy3ymaba ¥ aHTHU-JIEKAPCTBEHHBIX AaHTHTEN K
TpacTy3ymaOy B Ouonormueckux o0bekTax meromom MMDA» pexoMeHIyeTcs K
3aIllUTe Ha COMCKaHMEe YYCHOH CTENEHM KaHaugata (apMaleBTHYECKHX Hayk
10 CIIELIUAIBHOCTSM 3.4.2. ®apmareBTHYECKAS XUMUS, (hapMaKOTHO3MS;
3.3.6. ®apMaKoIOTHs, KINHUYECKAS (hapMaKOIOTHS.

3aKifoueHre IIPHHATO Ha 3acefanud  Kabeapsl (HapMareBTUYeCKOd u

TOKCUKOJIOrydeckod xumun umenu Al Apsamacnesa Wucturyra dapmanuu
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umenu A.IL Hemo6bura ®IAOY BO Ilepspiit MIMY umenn WM. Ceuerona

Munznpasa Poccuu (CeuenoBckuit YHusepcurer).

[IpucyTcTBOBao Ha 3acemanuu 21 yel.

Pesynerater romocoBamms: «sa» — 21 uen, IIPOTUBY»

«BO3/Iepxkanoce — 0 e, mporokon Ne 1 ot 28 aBrycra 2024 r.

IIpencenarenscTByIOmMIA HA 3aceaHHH

HoxTtop GapmarieBTHYIECKIX HAYK, JOLCHT,
npoeccop Kadeaps! GapManeBTHIECKON U
TOKCHKOJIOTUYECKON XUMUU

umenu A.Il. ApzamacieBa

WucruryTa dapmanuu umeru A IT. Hemo6una
OI'AOY BO Ilepssiit MITMY umeru .M. Ceuenona
Munsnpasa Poccun (CedeHoBekuit YausepcuTer)

A\

0 wuen,

,{/ d B.B. CmupHOB

12



