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LluQopvraqr{oHHoe rrrrcbMo

AJrfl CrreqrraJrrrcToB 3ApaBOOXpaHeHrrfl !

HoBas lrH$opMallrrfl rI3 pa3AeJra besouacHocrrr rrcrroJrb3oBaHrrfl JreKapcrBeHHoro
IIpeIIapaTa

14.05,2021

EeugarraycrrlH-coAepxalrlue JleKapcrBeHHbre lpenaparbr rroBbrrrreHHbrfi pucK
pa3BuTufl, HeMeJIaHoMHoro paKa Koxfl4 LI npotpeccl4pyloqefi MynbTlr$oKanbHofi
reftKooHrle$anouarzz

B xo4e npoBeAeHlas o63opa vr aHarrtrca AocrylHbrx AaHHbrx 6buro ycraHoBneHo,
rITo npI4MeHeHI{e JIeKapcTBeHHbIX npenapaToB, coAepXaIIII4X 6eu4anaycTr,rH, Mo)KeT
noBblllrarb I{MerolUuitcs p}IcK pa3Burufl HeMeJIaHoMHoro paKa Koxr{, o6yclonneHHhrfi
ocHoBHhIM 3a6oreBaHl4eM u Bo3pacroM rrarlueHTa. llpu gToM pe3yJrbrarbr AByx
onyonI4KoBaHHbIX KJII4Hr4qecKr4x r4ccJreAoBaHr{fi (BMGHTI u GALLIUAE) norasarr.r
6olrruee KoJII4qecrBo cnyqaeB pa3B?rtlr.rr HeMeJraHoMHoro paKa Koxu y [arIr4eHToB c
JII4M$oMoftnpu I4clroJlb3oBaHkrkr cxeM JreqeHr4.f,, coAep)Karrlr4x 6eHAaMyarnH,qeM np11
rrpnMeHeHuvr Apy rkrx p e)Kr4 Mo B T ep anuu.

llo pe3ynbraraM Enponeficrcoro o6sopa AaHHhrx rro 6egonacHocru 6ruro
peKoMeHAoBaHo AorlonHl{rr O6utyro xapaKrepvcrvKy neKapcrBeHHoro nperapara tr
I'Iucrpyxql4lo no MeAI4III4HoKoMy npr.rMeHeHrEro (JIucroK-BKJraAbrru) pncKoM pEBBETrrr
HeMeJIaHOMHO|O paKa KoxI,I U peKoMeHAarJnflMu rro IIepI.IoArrecKoMy ocMorpy
KoxHbIX rIoKpoBoB. B I4ucrpyrqnro ro MeAr4rIr{HcKoMy nprlrMeHeHr{ro (rucror-
BKJIaAbIIU) nxlro'reHa TaKXe uHQopuaqr,rx o Heo6xoAr4MocrLr HeMeAJreHHoro
o6parqeurax nar{IreHTa K Bpar{y npu [o.rrBJreHkrlr Bbr3brBaroqax 6ecuoxoftcrno
r{3MeHeHI4fi Ua roxe.



Kporvre roro' oqeHb peAKo coo6rqanocb o pa3Burvru IIMJI rpu npr4MeHeHr{r4
cxeM JIeqeHI4-f, ' coAep)KaIIIax 6esAaMycrlaH. He cvrorp fl Ha :naJruqlle colyrcrnyroqefi
Tepanl4u Bo Bcex orILIcaHHbIX cJlf{af,x, B 6ortruzncrse cirf{aeB BpeMeHH€ur
B3al4MocBf,3b c 6en4arraycrl4HoM rIoATBepxAeHa, a noBbrrrrenurrft pprcK 

-pa3Burua

|IMJI oI{eHeH KaK Bepo.surrfi. laHnrre pLrcKuBKrroqeHhr r o6uryro xapaxrepucrrrr(y
JleKapcrBeHHoro lpelapara' a ZHcrpyr<qzx rlo MeA]rrI]rHcKoMy npr{MeHeHr{ro
(lzcror<-nxla4rrnr) TaruKe AorIoJIHeHa zusopuaqzefi o [pr,BHaKax 14 cr,rMrrroMax
NMJI.

B cnr{ae IroAo3peHa.f, [MJI, JreqeHr{e 6en4arrrycrrrHoM cneAyer
nprocraHoBPlTb Ao HcKJIroqeHI4{ ilMn. O6c"negoranLre nprd rroAo3peHr4pr fn4ft
BKJrroqaer BbIfIoJIHeHLIe MaTHI4THO-pe3OHaHcuofi rouorpaozu (I\4PT) foJroBHoro
Mo3ra Lr nrorra6alruofi IIyHKI{LIyI (uccne4oBaHue clr4HHoMosroeofi )Kr4.uKocr't Ha
Harurvre AIIK Bupyca r{NoHa KauHuHrevra).

FeH4auycruu - 3ro nporl4Boonyxorenrrfi neKapcrBeunrrfi [pe[apar,
o4o6peuuaflr gnx JlerreHl4f, naIu4eHToB c xpoHr{qecKuM n"r6oq"TapHhrM refrrosou,
HexoAxKlluct<ofi nnvrQ ouoft u unoxe crBeHHofi uzeroir,rofi (cna. pa3.qen <<lloraganNn>
O6rqeft xap aKrep ucruKu JreKapcrBeHHoro npenap ara).

Hepre.naHoprnrrfi paK KoxLI - AaHHbre KJrr{HHqecK[x rrccJrenoB aunit

Knzuu.{ecKoe r{ccJle,qoBaHue BRIGHT 3aBeprueHHoe orKpbrroe
paHAoMI{3apoBaHHoe B [ap€uIneJIbHbIX rpynlrax 3 Sasrr vccJreAoBaHvre repanprr4
nepnofi ruHnkr y [aIII4eHToB c rlporpeccrapyrorqefi r4HAoJreHTnofi nexo4xrrancxofi
nuvr$ovroit' uttu nuu$olaofi vts KJIeroK ruaHrzfiHoft soHrrl. B xo4e r4ccJre,4oB a1vrs.
oIIeHI{BaJII4 }ICXOAbI nerreHut y [aI{pIeHTOB, [OJr) raBrur4x repa[ruo 6en4arvrycrtrHoM B
xou6unaqvrkr a pl{TyKcl4Ma6orrr, no cpaBueHLrro c rpylnofi naqneHToB, rroJryrraBrrl4x
AJIbTCPHATPIBHbIC CXCMbI XIIMITOTCPAilNLI (R-CHOP/R-CT/P'. B .4AHHOM
I4ccneAoBaEr4vr coo6lqalocl o pa3BurLrv rrJrocKoKJreroqHoro paKa LrIru
6a:a-uHrorleroqnofi KapIIIzHoMhr y 14 Lr3 221 rarllreHroB (6,3yo), ,rboyru"-";1
6eH4airaycrl4H B xovr6znawv c pr{TyKcr4Ma6ou, u y 5 us 215 ,ruq".rrroa (2,3yo),
noryqaBrxux R- C HO P /R- C Vp .

Kn}Iuu'IecKoe zccJreAoBaHl4e GALLI(IM - orKpbrroe paHAoMrr3r.rpoBanHoe B
lap€uIJIenbHhIX lpyIIIIax uc cneAoB ailvre r ep anr4n paHee He JrerreHnoft sonnurcylxpnofinrau$ouu (creueur 1-3A, cra$ufl ga6oresaHzs III-ry)2. B prccJre,qoB a.gILrLr
cpaBHI4BaJII4 LICXOAbI y IaIII4eHTOB, paHAoMr{3ZpOBaHHhrx Arrfl. [oJrrreHLr{
o6znyrysyla6a ma6o pLITyKcI4Ma6a s xolr6uHaqnu c xuMr4orepalr4efi, arnrouamglefi
6eH4air'rycrLr*, r4Irtr aJIbrepHarLIBHbrMr{ cxeMaMu xr4Mr4orep un i (R-CHop/R-CVp).

B raHHoM l4ccneroBaHHLr yqr,rrhrBarr4cb Bce 3JroKaqecrBeHHhre
Honoo6pa-:oBaHI4s, Bo3HI{KIrrze 6oree rreM qepes 6 ruecrqeB rrocJre rrepBoro [pr4eMa
rlccneAyeMofo neKapcrBeHHoro npelapara. Coo6ulanocr o pa3Buruu
6asarrHoKreroqHofo paKa y 16 u3 676 rrarlr4eHroB (2,4yo), roryqaBrur4x
6eu4auycruH, Iro cpaBHeHI4a c I us 513 nardlreHroB (O,lgyo), rroJrfraBrrrax



I

CHOP/CVP. Tarcxe orMeq€ulcs pocr Lrucra coo6u{eHufi o cnfr€ux pa3Bvrrufl.
nJlocKoKJleroquofi KapIILIHoMbI y [aIII4eHToB, rroJrfraBrxux 6euAauycrr{H, TorAa KaK
y raIIueHToB, IroJlyqaB[rux CHOP/CVP, ne 6rrno 3aperr{crpprpoBaHo Hr4 oAHoro
cnrra{.

II p o r p e c c n py rc IrI a q Myfl br u Q o na 
"rr 

r H a q r e fi Ko e H q e Q a Jr o rr arr{ fl (IIJtrVt)
Enpoueficxufi o6gop ,qaHHbIx rro 6egonacnocrrr raruKe BburBLrJr yBeJrurreHrre

rrncra cJIyI{aeB pa3Bvrrus. |IMJI [p]r npr{MeHeHr{r{ Tepailuu, co4epxaqefi
6eH4anrycrus. Bo BceM Mlrpe c 7 xnnaps.2018 roAa no 6 fl:nBaps.2020 ro4a 6nno
3aperI4crpl{poBaHo 42 cnYrafl IIMJI, 11 Lr3 Koropbrx 3aKoHrrrrJrlrcb Jrer€urbHbrM
tlcxoAoM, rlo cpaBHeHl4ro c 9 ctytaxMr4, 3aperr{crpr{poBaHHbrMr4 B neplroA c 7 xnnapx
2017 roAa ro 6 ntnapr 2018 rola. Bo scex cJrfrasx pa3Bvrrvrfl.IlMJl coo6qa-nocb o
Halru'ruv corryrcrByloulefi Teparruu, B 6omruzncrse cJrynraeB naqlreHThr
oAHoBpeMeHHo c 6eHgarrrycrl4HoM noryqanr4 pr4TyKcr4Ma6 utm o6nnyrysyl,ra6. Terra

He MeHee, B 6orsuruHcrse cryqaeB BpeMeHHar B3ar{MocB.f,3b c rrprreMoM
6eH4arr,rycrl{Ha 6rua noATBep)KAeHa. B 31 cnyqae repailur 6eH4arvrycrr.rHoM 6nla
rro cJr eAHefi nep e4 uanra S e c t a\ueit g a6 oneeaHzs.

C.Iuraerct, rITo 6eH4aIr,tycrl{H crroco6crnyer pa3Blrrr{rc IIMJI. Irlgnecrno, qro
npI4MeHeHI{e 6en4aIr,rycrr4na Mo)Ker rrpr{Becrr{ K 4nurelrnofi nuuQoneHzn u
cHLIXeHLITo qllcra CD4-uonoxfllTeJrbHrrx T-rueror. 3ror e$Qerr 6olee BbrpaxeH
np r4 np HM e He Hr{r4 6 e Hg auyc rr4Ha s KoNa 6ra H ar\Lrur c pr4 TyKcr.rrr,la6 ou.

Pe rco*r e n Aa\ukr AJrfl crr eq rr a Jr rr croB 3A paBo oxp a H e H lrfl

o B KJIHHLIqecKr4x zcrIbITaHI{fx
npenaparoB, coAep)Karrltx 6en4auycrlrH,
pr4cKa pa3BuTvrfl HeMeJraHoMHoro paKa

Kireror{Hofi rapqzHowru).

rrpHMeHeHue y naIJZeHToB JreKapcTBeHHbx
IIpLIBOALTIO K rroBbrrueHr{ro rrMeroqeroc{
Konfl4 (6asanrno-Mero.rHofi vr rrJrocKo-

Heo6xoAuMo rlepl4oAl4rrecKr4 o6cre4osarb KoxHbre noKpoBbr rraqlreHTa,
noryrlaloqero 6eH.4aMycrrlH, oco6enso ilpLr Hanuuun QarropoB pr{cKa pa3Bhrrvrs,

paKa KoxH, B ToM qlrcre y [aqueHToB c oonee cBeTJIbIM TI4noM KoxI4, cKJIoHHoc?bro K

corHeqHblM oxofaM, BecHyIIrKaMIa, 6omrunu KoJILrqecrBoM poArrHoK, paKoM Koxll B

aHaMHe3e.

o Coo6ruanocr TaKlKe o0 orreHb peAKrrx cJrrrarx pa3BvrTkrfl

nporpecczpyroulefi ir,ryrmuQoramuofi nefiKoeHrleQalonaruu (mvID Ha Sone
rIpLIMeHeHux 5eugaMycruHa, KaK rrpaBr{Jro, B rou6zuaquu c pr4TyKckrMadott unu
o6nnyrysyraa6orvr.

Heo6xoAurvro orleHr{rb BeporrHocrb pa3Burufl, IIMJI Ha Qoue
npI4MeHeHLIt 6eugarrrycrvrHa B paMKax ara$Sepenqaanrnofi ArrarHocrr4Kkr rrpvr
rrorBJreHnu HoBbrx urn yxyArueHr{n cyqecTByroulr4x
KO f HLITLTBHbTX r4JIr4 II OBeAeHrre CKr4X TIpU3HaKOB r{ CT4MITOMOB.

HeBpoJrofrrqecKlrx,



. B clyrae rloAo3peHu-g

AHarHocrLIrIecKoe o6creAos alg.ue vr

r4cKrroqeHns IIMJI.

IIMJI, ueo6xoAttMo rlpoBecrl{
npr4o craHoBI{Tb [pI4MeHeHI{e

cooTBeTcTByIOqee

6eH4arrrycrnHa Ao

3auecrureJrb ArIpeKTopa
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