
BCEM roCY.[J,APCTBEIB-lbIM, MY1-U11JJ1TIAJlbHhIM yqp£)K.[1,EHID!Mlf 3.[l,PABOOXPAHEHI15I l1 
OPrAHAM I1CI10J1HI1TEJihHOH BJIACTI1 B C<I>EPE 3.[l,PABOOXPAHEHIDI 

IlpeAJJOJKeHHe O 3aKJJIO'leHHH i.oroBopa 
B OTHOWeHHH 6e3B03Me3AH0H nepei.a'IH JJeKapCTBeHHOro npenapaTa AJJH MeAHI-IHHCKoro npuMeHeHHH C 
MelKAYHapOAHl,IM HenaTeHTOBaHHblM HaHMeHoBaHHeM a6upaTepoHa aueTaT (ToproBoe HaHMeHOBaHue 

3HTHra ®) npu npuo6peTeHHH JJeKapCTBeHHOro npenapaTa AJJH MeAHUHHCKOro npuMeHeHHH c 
MelKAYHapOAHblM HenaTeHTOBaHHbIM HaHMeHOBaHHeM AnaJJyTaMHA (ToproBoe HauMeHOBaHHe 

3pJJeai.a®) B ueJJHX pacwupeHHH AOCTyna nauueHTOB K COBpeMeHHOH HHHOBaUHOHHOH Tepanuu 

Hex. HOMep N2 1612-18/21
 r. MoeKBa

06rueerno e orpaH11'1eHHOH OTBeTeTBeHHOeTblO «.[l,lKOHeOH & .[l,lKoHeOH», I0p11)ll1'1eeKOe JI11UO, Ha)lJielKaIU11M 
o6pa:ioM e03)laHHOe 11 )lei1erny10ruee B eoorneTeTBl111 e 3aKOHO)laTeJibeTB0M Poee11HeKOH <l>e)lepau1111, 
orPH: 1027725022940, I1HH: 7725216105, e MeeToM uaxolK)leH11J1 ITO a)lpeey: 121614, r. MoeKsa, yn. KpbmaTeKM, 
)l. 17, KOpIT. 2, s JI11Ue reHepanbHOro )l11peKTOpa I1oro)ll1HOH. EKaTep11Hbl Eop11eOBHbl, )lei1erny10ruei1 Ha oeHOBaHl111 
Yernsa (!laJiee - «�OHCOH & .lJ:lKOHCOH»). 

IlPHHHMAfl BO BHHMAHME, qTo 

3JIOKa'leerneHHble HOB006pa:i0BaHl1l1 (3HO) HBJIHIOTCH BTOpou H3 OCHOBHblX npH'IHH CMepTH BO seeM M11pe l . 
CMepTHOeTb OT H0B006pa30BaHl1H, B TOM '111eJie 3JIOKa'leeTBeHHblX, l!BmleTell O)lHl1M 113 ueneBbIX ITOKa'.laTeJieH2 

pean113yeMoro I1pas11TeJibeTB0M P<I> Hau110HaJibHoro ITpoeKTa B eqiepe 3)lpasooxpaHeH11J1: K 2024 r. oHa i.om,rna 
CHH3HTbCH AO 185 cJJy'laeB Ha 100 TbIC. 'leJIOBeK". 

PaK npei.cTaTeJJbHOH JKeJJe3bl (Pil)K) - :no 3JIOKa'leeTBeHHOe HOB006pa:i0BaH11e, xapaKTep113y10rueeeJ1 
He6naronp11llTHblM noeTOJIHHblM peUH)lHBHPYIOIUHM ITporpeee11py10IUHM Te'lem,eM 11 npHBO)ll!IUee K yTpaTe 
eIToeo6HoeT11 K eaMoo6enylKHBaHHIO, l1HBaJ111)lH3aUHH 11 eMepTH. 

Pil)K BXOAHT B rpynny weCTH npuopHTeTHblX JIOKaJJH3aUHH, KOTOpbre onpe)leJIJlfOT 54% 3a6onesaeMOeTl1 H 
40% eMepTHOeTH OT seex enyqaes 3JIOKa'leerneHHblX H0BOo6pa:ioBaHHH B P<I>3. 3HO npe)leTaTeJibHOH lKeJie3bl 
3am1MaeT 2-e MeeTO epe)lH 3HO y MYlK'IHH ITO 3a6onesaeMoeT11 (15,7%) 11 3-e MeeTO epe!lH 3HO y MYlK'll1H ITO 
eMepn!OCTH3 

AnaJJyTaMHA ITepBbIH npenapaT e )laHHbIMl1 paH)l0MH3Hp0BaHHb1X )lBOHHblX eJie!lblX KJIHHH'leeKl1X 
11eeJie)lOBaH11H., B KOTOpb!X )lOKa'.laHO, 'ITO ero npHMeHeHHe Ha :nane HeMeTaeTaTH'leeKoro KaeTpau110HHO­
pe3HeTeHTHOro PI1)K (HMKPPI1)K) H MeTaeTaTH'leeKoro ropMOHOqyBeTBHTeJibHOro (MrqPI1)K) ll0Bb!WaeT 
3q>q>eKTHBHOeTb eJie)lyIOIU11X JIHHl1H Tepan1111, ll03BOJillll )l06HTbell 6onee )lJIHTeJibHOro OTBeTa He TOJibKO Ha 3Tane 
HMKPPI1)K4 11 MrqPI1)K5, Ho 11 yny'IWHTb pe3yJibTaTbI noene)ly10ruei1 Tepan1111 3a6onesaH11J1 Ha eTa)lHH MKPPI1)K. 

A6upaTepoHa aueTaT - npenapaT, ll0Ka'.laBU111H eBOIO 3q>q>eKTHBHOeTb, B nepBOH Jil1HHH y nauweHTOB e )lHarH030M 
MKPPI1)K, )lOeTOBepHO yseJil1'IHBaJ1 Me)lHaHy o6ruei1 BbllKHBaeMOeTl1 )lO 34,7 Mee 11 s )lBa pa:ia Me)lHaJ-lY 
peHTreHOJIOrH'leeKOH BbllKl1BaeMOeTl1 6e3 nporpeee1111 )lO 16,5 Mee I1p0Tl1B 8,2 B rpyITne ITJiaue6o7 • TipH aHaJil13e B 
llO)lrpynnax 11eeJie)l0BaHl1ll 6b!JIO llOKa'.laHo, 'ITO ITpenapaT O)lHHaKOBO 3q>q>eKTHBeH B llOlKHJIOM B03paeTe (>75 neT)8 . 

I1pe)lJIOlKeHHe U03BOJIHeT peaJJH30BbIBaTb KOMUJJeKCHblH DOAXOA no Tepanuu nauueHTOB C paKOM 
npei.cTaTeJJbHOH Tepanuu Ha pa3HblX CTaAHHX 1a60J1eBaHHH: ananyTaMH)l nauweHTaM e HMKPPI1)K H Mrqprr)K, 

1 Ferlay J, Ervik M, Lam F, Colombet M, Mery L, Piii.eros M, ct al. Global Cancer Observatory: Cancer Today. Lyon: International Agency for Research on Cancer; 2020 (b_ttJ):s://gco.iarc.fr/today, 
no COCTORHHIO Ha q>espa.rtb 2021 r.) 
�nacnopT <l>en;epam,ttoro npocKTa «liopb6a c OHKonorn'iecKttMH 3a6onesa.1-1m1.Mm) URL: https://sta!N: 
O.minzdrav.gov.ru/system/attachments/attaches/000/046n09/originaVFP Bor'ba s onkologicheskimi zabolevaniyami.pdf?1565344164 (.�a-ra o6paw.cmui:: 19 ceHTH6pH 2021 ro,na) 
3 A.,ll KanpHH, 8.8. CTapHHCKHii, A.O. llla:o.u.oea CoCTOHHHe OHKOJIOrH'feCKOii nOMOll.lH Hacenemno Pocc,m e 2019 rOJIY. - M.: rvtl--Il1011 HM. n.A. fepu:cHa - qnuman <llfoY «HMHl..l 
pa;:i;Honormt>> MttH3.llJlaea PoccHH, 2020. - HJIJI. -239 c. ISBN 978-5-85502-255-l 
'Smith MR. ct al. N Engl J Med. 2018 Apr 12;378(15):1408-1418 
5 Chi, Kim N. et al, Journal of Clinical Oncology, 2021; 39(20):2294-2303 
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BCEM rOCY,[J:APCTBEHHbIM , M~ illl AJ1bHhIM YT-I PE)l{ ,[J:E HIDIMH 3,[J:PABOOXPAHEIIB51 H 
OPf AHAM HCITOJIHHTEJihHOH BJIACTH B C<I>EPE 3,[J:PABOOXPAHEHIUI 

a6MpaTepoHa au;ernT - nau;MeHTaM Ha qmHaJibHOM cTa,n:MM (MKPPIT)I{) B KaIeTBe TepaII nepBoi1 JIMmnr (,no 

Ha:rnaCJeHMH ,n:ou;eTaKcena)6. 

HACTOJIIIJ;IIM IlPE)l;JIAr AET 

mo6bIM racy ,n:apcTBeHHblM, MYHMUMIIaJibHbIM yqpe)K,IJ;eHMHM 3,n:paBooxpaHemrn M opraHaM MCIIOJIHMTeJibHOH BJiaCTM 
B ccpepe 3,n:paBooxpaHeHM.H (,n:aJiee - «A.z:.pecaT Ilpe.r.JJoJKenum>) 3aKmoqMTb ,n:oroBop B 0TH0IIIeHMM 6e3B03Me3,n:Hoi1 
nepe,n:aqM ITpenapaTa ,IJ;JIH MeJIIIHCK0T0 IIpHMCH€HI C MeKJIyHap0/IHLIM HeIIaTeHT0BaHHLIM HaHMCH0BaHHeM 
a6uparnpona auernT, Ta6JJeTirn 250 Mr (4>J1aKon) .N2 120 (,n:anee- «IlpenapaT-1») B uem1x pacIIIMpeH~ ,n:ocTyna 
nau;MeHTOB K COBpeMeHHOH MHHOBaUMOHHOH TepaIIMM C MCIIOJib30BaHMeM JieKapCTBeHHOra ITpenapaTa Ha ycJIOBM.HX 
HacT0IIero IIpe/1oKeH (0pepT) (Janee «IIpeoxeHue»): 

1. IlPE,Il;MET ,z:i;orOBOPA 

B TeqeHMe 3 0 ,n:Hei1 c JIaTLI I0JIy IeH OT A1pecaTa IIpe/1oKeH «AKIeIITa ocpepTnrn no cpopMe, ycrnHOBJieHHOH 
IIpJoKeHeM No I K HacTOIeMy Iper1oeHYO, bopMeHHOrO Ha Ohan1HOM 6.1aHKe 3aBepeHH0r0 
no,n:nMCbIO ynonHoMoqeHHoro nMu;a M neqaTbIO Apecara IIpe/1oKeH (J1alee «AKenr opepT»), ,[J:)KOHCOH & 
JKOHcOH 063yeTc IepeJaTL AIpecary IIpe10KeHg 6e3 B3MMaHM.H onnaTbl 1 (o,n:ey) ynaK0BKY IlpenapaTa-1 Ha 
Ka)I(,IJ;bie 3 ( TpM) ynaK0BKM JieKapcTBeHH0ra npenaparn ,IJ;JIH Me,IJ;MUMHCK0ra IIpMMeHeHM.H AnaJJyTaMH.Z:., Ta6JJeTKH, 
UOKpLITLle UJleHO'IHOH 060.10Koii, N 120, Bo b./1aKoHe .nu6o 6JJHCTepe (,n:anee - «IlpenapaT-2» ), K0TOpbie 6nIJIM 
IIpMo6peTeHbl A,n:pecaTOM IJpe,n:JIO)I(eHMH Ha OCHOBaHMM racy ,n:apcTBeHHOra(-bIX) KOHTpaKTa(-0B) C ,n:aTOH 
npoBe,n:eHM.H ayKUMOHa(-0B) B 3JieKTpOHHOH cpopMe B nepM0,IJ; c 1 HHBapH 2022 ra,n:a M II0 30 MIOHH 2022 ra,n:a. 

ITo,n:TBep)I(,IJ;eHMeM 3aKJIIOqeH~ racy,n:apcTBeHHoro(-bIX) KOHrpaKrn(-oB) Ha II0CTaBKY ITpenaparn-2 HBAAIOTCH 
CBCJIeH H3 peecTpa KOHTpaKTOB, 3aKJIIOqeHHbIX rocy,n:apCTBeHHbIMM 3aKa3qMKaMM, pa3MemeHHOra B e,n:MHOM 

Hp0pMaoHHO ccTeMe B cpepe 3aKyIoK, B BJIe yKa3aH p€KB3MTOB 3aKy IIKM B AKIeIITe ObepTI. 

B cnyqae, eCJIM ycJI0BMHMM racy,n:apcTBeHH0ro K0HrpaKTa npe,n:yCM0TpeHa II0CTaBKa ITpenapaTa-2 II0 3aHBKaM 
A,n:pecarn ITpe,n:Jio)I(eHM.H, 06.s13aHHOCTb ,[J:)I(OHCOH & JxoHcOH 06ecneTB IepeaYy AIpecaTy IIpe1oKeH JI6O 
YKa3aHH0MY MM rpy30II0JiyqaTeJIIO 6e3 B3MMaH~ ,IJ;OIIOJIHMTeJibHOH 0IIJiaTbI II0 1 ( O,IJ;HOH) ynaK0BKe ITpenapaTa-1 Ha 
Ka)I(,IJ;bie 3 (TpM) ynaK0BKM ITpenapaTa-2, HBMBIIIerocH o6oeKTOM 3aKyIIKM II0 racy,n:apcTBeHH0MY K0HrpaKTY, 
B03HMKaeT C ,n:aTbl HanpaBJieHMH A,n:pecaTOM ITpe,n:JIO)KeHM.H IIOCTaBW:MKY 3MBKM ( 3MBOK) Ha IIOCTaBKY 
C00TBeTcTByIOmero K0JIMqecTBa ynaK0B0K ITpenaparn-2 II0 3aKJIHOIeHH0My T0CyJIapCTBeHH0My K0HTpaKTy. 
ITo,n:TBep)K,IJ;eHMeM HanpaBJieH~ 3aHBKM (3MBOK) Ha II0CTaBKY ITpenaparn-2 HBJIHeTCH yse,n:0MJieHMe, HanpaBJieHH0e 
A,n:pecaTOM ITpe,n:Jio)KeHMH B ,[()KoHcoH & ,[J:)KOHCOH, o no,n:aqe 3MBKM (3MBOK) Ha nocrnBKY ITpenaparn-2. 

Apecar Ipe1oKeHH O63yeTC HCI0JIB30BaTL II0JIyIeHHLe IO HacTOIeMy IIpe/1oKeHrO IperapaTI IO IX 
Ha3HaqeHMIO, a MMeHHO ,IJ;JI.H OKa3aH~ Me,IJ;MUMHCKOH IIOMOW:M nau;MeHTaM C COOTBeTCTBYIOW:MM IIO,IJ;TBep)K,n:eHHbIM 
,IJ;MarH030M, KOTOpbIM B ycTaHOBJieHHOM IIOpH,n:Ke IIO )KM3HeHHbIM I10Ka3aH~M Ha3HaqeHa TepaIIMH ITpenapaTOM. 

2. OJiIIJ;HE YCJIOBHJI 

2.1. HoyuarereM Ipenapara (1asee «HIoyrare») M0KeT 6LIT KaK AJIpecaT Ipe/10KeH, TaK yKa3aHH0e 
MM MH0e IOpM,n:MqecKoe JIMU0, MMeIOmee npaB0 ocymecTBJIHTb Me,IJ;MUMHCKYIO M cpapMau;eBTMqecKyIO ,n:e.HTeJibH0CTb B 
cooTBeTCTBirn c Tpe6oBaHMHMM ,n:ettcTBy10mera 3aKoHo,n:aTeJII>CTBa PoccMHCKOH <I>e,n:epau;MM. 

2.2. A,n:pecaT ITpe,n:Jio)I(eHMH HanpasJIHeT B a,n:pec ,[J:)KOHCOH & ,[J:)KOHCOH AKu;enT ocpepTbI ITpenapaTa no cpopMe, 
y cTaHoBJeHHOi IIpIoKeHeM No I K HacTOIeMy IIpeJI0KeHIO. BMecTe C AKIeIITOM ObepTLI IpeJI0CTaB.JI1OTC 
TaK)I(e cne,n:yIOmMe ,IJ;OKyMeHTbl, 3aBepeHHble IIO,IJ;IIMCbIO YIIOJIHOMoqeHHOra m-1ua M neqaTbIO A,n:pecaTa 
IIpe/1oKeHH: 

2.2.1 Kaproua 1pecKoro a Apecara IIpenoKen (popMa 1para€TC). 
2.2.2 KonMH JIMUeH3MH ITonyqaTeJIH Ha ocymecTBJieHMe Me,IJ;MUMHCKOH M cpapMau;eBTMqecKoi1 ,n:e.s1TeJibH0CTM 

c yKa3aHeM a/1peca paKTecKO J10CTaBKH ITpenaparn. 
2.2.3 KoIIMH ,IJ;0BepeHH0CTM Ha I0IyYeHe IIpenapara c yKa3aHeM yII0JIH0M0IeHH0F0 JI1a JI6O BbIIIMCKa 

M3 IIpMKa3a O Ha3HaqeHMM YIIOJIHOMoqeHHOro JIMUa Ha COOTBeTCTBYIOW:YIO ,IJ;OJI)KHOCTb. 

6 Acco~au,IDI ottKonoroa PoccHH. KrrHHH"'!ecKHe peKoMeH,D.au,HH no TepanHH paKa npe~CTaTem,ttoii )Kene3bl. 2021. URL: https://cr.minzdrav.gov.ru/schema/12 3 (,naTa 06pamettm1: 19 
cettrn6p.H 2021) 
7 .. Ryan, C.J., et al .. Lancet Oncol, 2015. 16: 152. 
8. Roviello, G., et al A meta-analysis of randomized trials. Medicine (Baltimore), 2016. 95: e4636 
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BCEM fOCY,UAPCTBEHHhIM, MYHI1UJ1IlAJlhHhIM yqp£)K,UEHIDIMI1 3,UP ABOOXPAHEIDUI I1 
OPf AHAM I1CilOJ1HI1 TEJlhHOJ1 BJIACTI1 B C<I>EPE 3,UPABOOXPAHEIDUI 

2.3. Ilepe,I:(a11a Ilpenaparn ocymecTBJUieTC.SI CMJiaMM 3a CIeT ,[_()KQHCOH & ,[()KOHCOH, Ha ycJIOBM.SIX ,I:(OCTaBKM ,1:(0 

Io1yuare1a. Darr Iepeau IIpenapaTa IOJITBepKJIaeTC IIOJIIICaHeM HaKaJHoi no d0pMe Ne M-15 u aKTa 
Mey JKOHcoH & JKOHCOH yIOJIHOMOIeHHLIM IIpeITaBTeIeM IlonyaTen B 3 (Tpex) 3K3eMII1paX, OIH 3 

KOTOpbIX OCTaeTC.SI y I10Jiy11aTeJI.SI, BTOpoii nepe,I:(aeTC.SI ,[_()KOHCOH & ,[_()KOHCOH, TpeTMM - A):(pecaTy Ilpe,I:(JIO)KeHM.SI, 
ecJIM He OH .SIBJI.SieTC.SI paKTIeCKM OIy aTeIeM IIperapara. YnoJIHOM01:leHHOe JIMUO IIOJIIIHCBIBaeT HaKJIaJIHy1O 
/JI aKT C npOCTaBJieHMeM co6cTBeHHopy11HO no,I:(nMCM M pacrrrncppOBKOM cpaMMJIMM M MMeHM. 

2.4. Apecar IIpe1oKeHM JIOJIKeH O6eCIIeITL IpeMKy IepeJIaBaeMOrO Ilpenaparn ynoJIHOM01:1eHHblM Ha 

OCHOBaHMM ,I:(OBepeHHOCTM MJIM npMKa3a JIMIJ;OM no KOJIM1:leCTBY KaIeCTBy Ha npe,I:(MeT COOTBeTCTBM.SI KOJIM1:leCTBa, 

KaIeCTBa B 1:1aCTM BM,I:(MMblX He,I:(OCTaTKOB, HaJIM11M.SI IlOBpe)K,I:(eHMM TpaHcnopTHhIX MeCT, a TaKKe B COOTBeTCTBMM co 
CJIeJIyOIIIHM yCJIOBHM:. 

2.4.1. ,D;ocTaBKa Ilpenaparn OT ,U)KOHCOH & ,[_()KOHCOH K IloJiy11aTeJIIO MO)KeT ocymecTBJI.SITbC.SI 

ABrnpecppmKeparnpoM mm B03,I:(YIIIHbIM TpaHcnopTOM. 

2.4.2. Bce ABTOpebpepaTopI, JOcTaBIOe IIperapaT, 060py/10BaH1 TepMopercTpaTOpaM/ 

caMoaM. IIpu npeMKe IIpenapaTa, BOTeIL ABTopebpKepaTopa CHMaeT YeK CaMOIIc1a 
nepe,I:(aeT ero npe,I:(CTaBMTemo I10Jiy11aTeJI.SI. A):(pecaT Ilpe,I:(JIO)KeHM.SI ,I:(OJI)KeH 03HaKOMMTbC.SI C ,I:(aHHblMM Ha 
IeKe IIpOB€CT IIpOBepKy yCJ1OB IIepeBO3KM Ha COOTBeTCTBe Tpe6yeMOMy TeMIepaTypHOMy peKMMy. 

B cJiy1:1ae ecJIM IlpenapaT conpoBO)K,I:(aeTC51 TepMo,I:(aT1:IMKOM (TT) (B CIyIae CI1OJI3OBaH 

TepMOKOHTettHepoB ), A):(pecaT ITpe,I:(JIO)KeHM.SI MJIM ynoJIHOM01:leHHOe MM JIMUO Ha OCHOBaHMM ,I:(OBepeHHOCTM 
ocrnHaBJIMBaeT TT M c11MT1>maeT noKa3aHM.SI c Hero no BpeM.SI npMeMKM IlpenapaTa (MHCTPYKUM.SI no 

OCTaHOBKe M C1:IMTbIBaHMIO noKa3aHMM C TT HaXO,I:(MTC.SI B TepMOKOHTettHepe ). 

2.4.3. ,UocTaBKa Ilpenaparn B03,I:(YIIIHbIM TpaHcnopTOM ocymecTBJI.SieTC.SI B TepMOKOHTettHepax. B KaKJ1OM 
TepMOKOHTettHepe Haxo,I:(MTC.SI 1 ( O,I:(MH) TT. 

2.4.4. PacnaKOBKY M nponepKy Ilpenaparn, ynaKoBaHHoro B TepMOKOHTeiiHep, IloJiy1:1aTeJI1> ,I:(OJI)KeH npott3BO,I:(MTb 

nptt TeMIepaType, COOTBeTCTByOIei Tpe6OBaHM TeMIepaTypHOrO peKHMa XpaHeH IlpenapaTa. IlocJie 

pacnaKOBKM TepMOKOHTettHepa I1oey1:1aTeJib ,I:(OJI)KeH M3BJie1:lb TT M3 TepMOKOHTettHepa M He3aMe,I:(JIMTeJibHO 
OCTaHOBMTb ero. 

2.4.5. B CJiy1:1ae Bbl.SIBJieHM.SI OTKJIOHeHMM OT He06XO,I:(MMOro TeMnepaTypHoro pe)KMMa, Iloey1:1aTeJib npHHMMaeT 

IlpenapaT B KapaHTMH H B Te1:leHHe 1 ( 0,1:(HOro) pa6o1:1ero ,I:(H.SI C ,I:(aTbl noey11eHH.SI Ilpenaparn yBe,I:(OMJI.SieT 

,[()KOHCOH & ,U)KOHCOH O Bbl.SIBJieHHbIX TeMnepaTypHblX OTKJIOHeHM.SIX, nyTeM HanpaBJieHM.SI eMy no 
3JieKTpOHHOM no11Te ,I:(aHHbIX, CH.SITbIX c TT. 

2.4.6. ,U)KOHCOH & ,U)KOHCOH npHHHMaeT perneHMe O B03MO)KHOCTM ,I:(aJibHettIIIero HCnOJib30BaHM.SI ITpenapaTa M 

HpopMpyer AJpecaTa Ilpen1oxen/Io1yuaTe1 IO 9J1eKTpOHHO IIOITe O IIpHHTOM peIIIeHM B CpOK 
He 6oJiee 30 (TpH,I:(IJ;aTM) KaJieH,I:(apHblX ):(Hett. 

2.4. 7. IlpMeMKa npomBO,I:(MTC51 IloJiy11aTeJieM B Te1:1eHMe 1 ( O,I:(Horo) pa601:1ero ,I:(H.SI c MOMeHTa nepe,I:(a1:IM ITpenaparn 

I1O aKTy IIpHeMa-IIpeaI /JI HaKaJIHOi. 

3. IIPOqJIE IIOJIO)KEHIUI 
3 .1. J[Kocon & JKOHcOH AJIpecar IIpe110Ke1 npM3HaIOT M cornaIIIaIOTC.SI, qTQ JII06oe B3aMMO,I:(eMCTBHe 

yKa3aHHLIX JI B paMKax HacTOIerO IIpe/1oKeH He 069311Baer A1pecaTa Ipe/1oKeH HM B Koe Mepe 

npMo6peTaTb, HCnOJib30BaTb, peKOMeH,I:(OBaTb MJIM 06ecne1:IMBaTb B03MO)KHOCTb HCnOJib30BaHM.SI KaKMX-JIM6o 

npenapaTOB ,U)KOHCOH & ,[_()KOHCOH, He HanpaBJieHO Ha KaKoe-JIM6o orpaHM1:leHMe KOHKypeHIJ;HM HJIH npe,I:(OCTaBJieHMe 

npettMymecTB B COOTBeTCTBHH c JeCTByIOIIIHM 3aKOHOaTeJILCTBOM PD B npe,I:(eJiax KOMneTeHIJ;MM YKa3aHHbIX 
JIMIJ;. 

3.2. A):(pecaT Ilpe,I:(JIO)KeHM.SI HaCTO.SimHM npe,I:(OCTaBJI.SieT ,[_()KOHCOH & ,U)KOHCOH 3aBepeHMe, MMeIOmee ):(JI.SI ,[_()KQHCOH 

& ,U)KOHCOH cymecTBeHHOe 3Ha1:leHMe, 0 TOM, 1:ITO IlpenapaT 6y,I:(eT HCnOJib30BaTbC.SI CTporo no Ha3Ha1:leHMIO M B 
COOTBeTCTBHM C Tpe6onaHM.SIMM ,I:(ettcTByIOmero 3aKOHO,I:(aTeJibCTBa PocCHMCKOM <l>e,I:(epau;MM .. 

3 .3. JKOHcOH & JKOHCOH AJIpecar IIpe/1oKeHg o6.SI3YIOTC.SI B3aMMHO co6JIIO,I:(aTb rpe6onaHM.SI 

3aKOHO,I:(aTeJibCTBa B ccpepe npOTMBO,I:(eMCTBM.SI Koppynu;HM M npe,I:(ynpe)K,I:(eHM.SI KOHQ?JIMKTa MHTepecoB CTOpOH, O 
nop.SI,I:(Ke o6pameHM.SI co CBe,I:(eHM.SIMM, COCTaBJI.SIIOmMMM KOMMep1:1ecKyIO, CJIY)Ke6HyIO, HaJIOroByIO, Bpa1:1e6ey10 Tai-iey 

M MHYIO KOHQ?H,I:(eHIJ;MaJibH)'IO MHQ?OpMaIJ;HIO, B TOM 1:IMCJie co6JIIO,I:(aTb 3aKOHO,I:(aTeJibCTBO O 3al.1(MTe nepCOHaJibHbIX 
,I:(aHHbIX. 

3 .4 CoBeprneHMe A):(pecaTOM Ilpe,I:(JIO)KeHM.SI ,I:(ettcTBHM, yKa3aHHbIX B n. 2.2 HaCT0511.1(ero ITpe,I:(JIO)KeHH.SI, 6y ,I:(eT 

C1:IMTaTbC.SI aKIJ;enTOM HaCTO.SII.l(ero Ilpe,I:(JIO)KeHM.SI. AKIJ;enT HaCTO.SII.l(ero Ilpe,I:(JIO)KeHM.SI B03MO)KeH JIMIIIb B nOJIHOM 
061:>eMe. T OJibKO B 3TOM cJiy1:1ae ,I:(oronop o 6e3B03Me3,I:(HOM nepe,I:(a1:1e Ilperraparn ):(JI.SI u;eJieii pacIIIMpeHM.SI ,I:(OCTyna 

IaIIeHTOB, CTpaaIOIIIX MeTaCTaTIeCKHM KaCTpaIOHHO-p3MCTHTHLIM paKOM IpeJICTaTJILHO KeJIe3LI , K 
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BCEM rOCY,lJ;AP CTB EHH bIM , MYH HL( illl AJib HbIM yq pE)K ,lJ;E HIUIMH 3,lJ;PABOOXP AH EHHJI I1 

OPrAHAM I1CIIOJIHI1TE JibHOH BJIA CTI1 B C<l>EPE 3,1J; PABOOXPAHE HI15I 

Jie t.J: emno 11HHOBaIJ ;I10HHblM l1 JieKapcTB eHHblM l1 TipeTiapaTaM11 6y,neT 51BJI5ITbC51 3aKJIHOIeHHLIM Mey JK OHCOH & 
JKOHCOH ApecaTOM I Ipe/1oKeH Ha yCJ1OBXx IIpe/1oKeHa. acTIIHLIi aKIeIIT IIpeJI0KeHM (0qepTL1), a 

TaKKe aKIIeIIT IIpe,nJIO)KeHl151 ( ocpepTbI) Ha 11HbIX ycJI0Bl15IX He ,nonycKaIOTC51. 3aKJII01.JeH11e ,I(OroBopa Me)K,I(y 

,lJ;)KoHcoH & ,lJ;)KOHCOH 11 A,npecamM IIpe,nJIO)KeH11JI ocymecrnJIJieTc51 nyTeM coBeprneH1151 ,nei1:cTB11:0 A,npecamM 

IIpe,I(JIO)KeHl151 B TIOp5I,I(Ke, Tipe,nycMOTpeHH0M pa3,neJIOM 2 «O6m11e ycJI0Bl151» HaCTOJirn;ero IIpe,I(JIO)KeHl151 ( ocpepTbI). 

CoBoKyTIHOCTb IIpe,nJIO)KeH11JI ( ocpepTbI) 11 AKu;eTITa ocpepTbI Tipe,ncTaBJI51IOT co6oi1: ,noroBop, TIO 10p11,n11qecKo:0 

Tip11po,ne 51BJIJIIOW:11:0c51 TI0)KepTB0BaH11eM, 11 K KompoMy Tip11Mem10Tc51 HopMbI cTaTb11 5 82 rK P<l>. B u;eJIJix 

6yxraurepcKoro yeTa ApecaTa IIpe1oeH CT0M0CTL OJ1HO y1aK0BK IIpenapara Tip11H11MaeTc51 paBHOM 170 
625,17 6e3 H)J;C. 

3.5. Hacmnu:ee IIpe,nJIO)KeH11e ,nei1:crn11TeJibHO ,no 30 MIOJIJI 2022 ro,na 11 MO)KeT 6bnb 0T03BaHo 
,lJ;)KOHCOH & ,lJ;)KOHCOH B JII06oi1: MOMeHT. 

3.6. CTopOHbl OCB060)K,I(aIOTC51 OT 0TBeTCTBeHHOCTl1 3a TIOJIHOe 11Jil1 t.J:aCTl11.JHOe HeBblIIOJIHeH11e o6513aTeJibCTB TIO 

HaCT051W:eMy ,I(OroBopy' eCJil1 3TO HeBbIIIOJIHeH11e 51Bl1JI0Cb CJie,I(CTBl1eM o6CT051TeJibCTB HeTipeO,I(OJil1MOM Cl1Jibl 

BKJI1O1a HaBOIHeHe, IOKap, 3eMIeTpCeHe H JIpFe CTXHLIe 6e/1CTBI, BO}Hy, B0eHHLIe JeCTBA BCeX 

Bl1,I(OB, 3a6aCTOBKY TiepCOHaJia, rpa)K,I(aHCKl1X 6eCTIOp51,I(KOB, aBap1111 Ha TpaHCTIOpTe, 6JIOKa,I(bl, 3Til1,I(eMl111 11Jil1 

TiaH,I(eMl111, a paBHO BBe,I(eH11e YTIOJIHOMoqeHHbIMl1 rocy,napCTBeHHbIMl1 opraHaMl1 pe)Kl1Ma TIOBbillieHHOM roT0BH0CTl1 

11Jil1 HHOT0 aHaJIOTHIH0IO peKHMa CB3aHHOTO C pCKaM HaCTyIJIeHH o6CT05ITeJibCTB HeTipeo,I(OJil1MOH Cl1Jlbl, a 

TaKKe IIpHHITe rocy ,napcTBeHHbIMl1 opraHaMl1 aKTOB, TipemTCTBYIOIIUIX BBIII0JIHCHHO O6eMH HJI 0,I(HOM 113 

CTopoH o6513aTeJibCTB TIO ,naHH0MY ,I(0roBopy' 11 ,npyrMX o6CT051TeJibCTB, KOT0pble MoryT TIOBJil151Tb Ha BbIIl0JIHeH11e 

o6513aTeJibCTB TIO HaCT051W:eMy ,I(0roBopy. CTopoHa, ,I(JI51 KOTOpOM BbIIIOJIHeH11e o6513aTeJibCTB CTaJI0 HeB03M0)I(HbIM 

BCJie,I(CTBl1e HaCTYTIJieHJ15I o6CT051TeJibCTB HeTipeO,I(OJil1MOM Cl1Jlbl, ,I(OJI)I(Ha B TeYeHe 3 (Tpex) pa6ouux Heii C 

M0MeHTa HacryTIJieHJ15I YKa3aHHbIX o6CT051TeJibCTB JII06bIM ,I(OCTYTIHbIM B ,naHHbIX o6cT05ITeJibCTBax CTIOC060M 

yse,noM11Tb ,npyry10 CmpoHY o Haqane, 0)!(11,I(aeMoM cpoKe ,nei1:cTBJ15I 11 npeKpameH1111 YKa3aHHbIX o6cT051TeJibCTB. 
Ecn11 HeB03M0)KHOCTb Il0JIHOro 11Jil1 qacT11qHoro BbIIIOJIHeHl15I o6513aTeJibCTB ,I(JIJI 0,I(HOM 3 CTOpOH JITC 6onee 1 
( 0,I(HOro) MeCJIIJ;a, ,npyrM CTopoHa 11MeeT TipaBO TIOJIHOCTblO 11Jil1 qaCTl11.JHO OTKa3aTbC5I OT ,I(OroBopa, IlHCbMeHHO 
113BeCTl1B 06 3TOM ,npyryIO CmpoHy. IIp11 3TOM CTOpOHbl ,I(OJI)I(Hbl Tip0BeCTH TieperosopbI C ueJibIO 0IeHK CHTy aII 

I1 BL1pa6OTKM B3aM0IIpeMJIeMLX peIIeHi. B cJIyYae eCJI ,neMCTBHe o6CT051TeJibCTB Henpeo,I(OJIHMOM CHJibl ,I(Jil1TC51 

MeHee l ( 0,I(HOro) MeC51Ua, cp0K11 I1CTIOJIHeHl151 o6513aTeJibCTB CmpoH Tip0,nJieBaIOTC51 Ha TiepH0,I( MX ,I(eMCTBJ15I. 

3. 7. Hw o,nHa H3 cmpoH ,norosopa He BTipase ocymecTBJIJITb KaKwe-nw6o ,nei1:cTBJ15I, 3anpemeHHble 

3aKOHO,I(aTeJibCTBOM PoccHH.CKOM <l>e,nepauw11 I1Jil1 HHbIM 3aKOHO,I(aTeJibCTBOM O TIPOTl1BO,I(eMCTBI1I1 KOPPYTIUHH, 
KOTOpoe ,nanee COBMeCTHO MeHyeT «AHTKOppyIIIIHOHHOe 3aKOHO,I(aTeJibCTBO» MOKeT IIpHMeHITLC K KaKOii­ 
JIH6o 0,I(HOM 11JII1 06e11M CTOpoHaM. B ,I(0TIOJIHeHHe K BbIIIIeI13JI0)KeHHOMY HH 0,I(Ha I13 CTOp0H He BTipase 

ocymecTBJI51Tb KaKwe-nw6o nnaTe)1m, Tipe,n;naraTb HJIH Tiepe,nasaTb KaKwe-nw6o ueHH0CTH rocy ,n;apcrneHHOMY w/wnw 

My HHIIIIaJILH0My cJIyKaleMy, pa6OTHMKy OpraHOB TOCyIapCTBHHOi BIaCT, OpraHOB MeCTHOF0 CaM0yI1paBJIeH, 

rocy,n;apcTBeHHblX w/HJIH MYHHUHTiaJibHbIX opraHH3aUHH, KaKOM-JIH6o IlOJil1TI11.JeCKOM napT11I1 w/HJI11 KaH,I(H,I(ary Ha 

,I(0JI)KHOCTb B opraHax rocy ,n;apcTBeHHOM BJiaCTH 11Jil1 MeCTH0rO CaMOyIIpaBIeH, JI6O HOMy TpeTLeMy JIHIy, 

CB513aHHOMy BO C,I(eJIKOM, eCJIH 9TO IIpBeJIeT K HapyrneHHIO AHTHKOPPYTIUHOHHOro 3aKOHO,I(aTeJibCTBa. 
3.8. Bee CTIOpbI HJIH pa3HornaCH51, 803HHKaIOmwe TIO HaCT051W:eMy ,norosopy I1Jil1 B CB513I1 C HHM, pa3pernaIOTC5I TiyTeM 

neperosopos. )J;o Tiepe,n;aqw CTIOpa Ha pa3perneH11e cy,na CTOpOHLI IIpHMyT MepL K ero yperynwpoBaH11IO B 

npeTeH3I10HHOM TI0p51,I(Ke. IIo nonyqeHHOH TipeTeH3I1I1 CTOpoHa ,I(OJI)I(Ha ,I(aTb TIHCbMeHHbIM OTBeT TIO cymecTBy B 
cpoK He TI03,I(Hee IO (,n;ec51TH) KaJIeHJIapHLIX JIHe C ,naTbl ee nonyt.J:eHJ15I. B cyuae HeBO3M0KHOCT pa3perneHHJI 

cnopoB 11JII1 pa3Hor1ac IyTeM IeperoBopoB, 0H IOIeKaT pa3peIIeHIO Ap6KTpaKHLIM Cy ,I(0M ropo,n;a MoCKBbl 

B TIOp51,I(Ke, ycTaHOBJieHHOM 3aKOHO,I(aTeJibCTBOM PocCHMCKOM <l>e,n;epauww. 

¢ [Karp0ea A.A. 
[lpeKrop 643Hec-1OHTa 

Ha EKaTepHa Bop1coH} tcOKOTeXHOOTWAHBIX npO/KTOB 

peLJeHwa 
tJiosepeHHOCTb N95453 

OT 11.01.2021 

Ip.noKeHe N 1 DopMa «AKeIIT OpepTL» 
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