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IlPHHIIMAJI BO BHMAHE, ITO 

3rroKaqecTBeHHbie HOBoo6pa30BaHHH (3HO) HBJJHIOTCH BTOpoii HJ 0CH0BHbIX npH'IHH CMepTH 

BO BCeM MHpel. CMepTHOCTb OT HOBoo6pa3oBaHHH, B TOM IHCJIe 3JIOKaICTBCHHBIX, HBJIHeTCH 

O.lJ.HHM H3 u,erreBbIX nOKa3aTerrei1:2 peaJIH3yeMoro IlpaBHTeJibCTBOM P<I> HaU,HOHaJibHOro npoeKTa B 

ccpepe 3.D.paBooxpaHeHHH: K 2024 r. 0Ha ,U0JJW:Ha CHH3HTbCH ,U0 185 cJ1y11aeB Ha 100 TbIC. 
re1oBex'. 

Pax Ipe/eraTe,noi KeJIe31 (PIIK) 9TO 3J10KaIeCTBeHHOe HOBO06pa30BaHe, 

xapaKTepH3yIOru;eecH He6rraronpHHTHbIM noCTORHHbIM peU,H.D.HBHpyIOill,HM nporpeccHpyIOill,HM 

TeqeHHeM H npHBO.D.Rru:ee K yTpaTe cnoco6HOCTH I( caMoo6crry)KHBaHHIO, HHBaJIH.lJ.H3aU,HH H CMepTH. 

Pil)K BX0,UHT B rpynny IlleCTH npuopHTeTHbIX JlOKaJJHJau:uii, KOTOpbie onpe.n.errHIOT 54% 

3a6orresaeMOCTH 11 40% CMepTHOCTH OT scex crryqaes 3JIOKaqeCTBeHHbIX HOBoo6pa30BaHHH B P<1>3. 

3HO IIpeJcTaTen1HO KeJIe3LI 3aHMaeT 2-e MeCTO CpeJI 3HO y MyKIHH 1IO 3a601eBaeMOCT 

(15,7%), 3-e MeCTO CpeJIM 3HO y MyKHIMH IO CMepTHOCTH, npH 3TOM HBJIHeTCH 3HO C HaH60JiblllHM 

TeMIIOM IpHpOCTa 3a60J1eBaeMOCTH CpCJIH BCeX OHKOJIOIHHIeCKHX 3a601eBaH B TeIeHe 

nocrre.n.HHX .n.ecHTH rreT (Cpe/Hui nppocr 5% B roJ) 

1 Ferlay J, Ervik M, Lam F, Colombet M, Mery L. Pi11.eros M, et al. Global Cancer Observatory Cancer Today. Lyon: International Agency for Research on Cancer; 2020 (https://c.co.iarc.fr/today. 110 
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BCEM rocy ,l],APCTBEHHbIM, MYHI1UI1ITAJibHbIM Yl.J:PE)K,l],EHI15IM 3,l],P ABOOXP AHEHI151 I1 OPr AHAM 
I1CITOJIHI1TEJibHOH BJIACTI1 B C<DEPE 3,l],PABOOXPAHEHI151 

AnaJJyTaMUJJ: - nepBbIH npenapaT e ,naHHhIMH paH,[{OMH3HpoBaHHhIX JJ:BOHHhIX enenbIX nnau,e6o­ 

KOHTpOJIHpyeMbIX KJIHHICKX HCCJICJOBaH, B KOTOpLIX JI0Ka3aHO, ITO eTO IIpHMeHeHe Ha 

:nane HeMernernTHqeCKoro KaeTpau,HOHHO-pe3MeTeHTHoro PIDK (HMKPPIDK) M 

MeTaCTaTIeCKOTO TOpMOHOIyBCTBHTeJILHOrO PIK (Ml[PIK) 1IO3BOJIeT OTCpOIHTL 

nporpeeCMpOBaHHe ,no ene,nyIOw:ei1: ern,n:1111 (MKPPI1)1{), B epe,nHeM, 60J1ee HIeM Ha 2 rOJa IIpH 

HMKPPTI)I{ H Ha 4,5 ro,na ( + 3,5 ro,na B epaBHeHHH c 6a3ooi repaIeii) Ip MT IPIK. IIp 3TOM 

a1anyTaMJI a 48% CHaeT pHCK CMepTH y 6OJ1LHLIX MT PIK (J1OCTOBepHOe yBeJIHHIeHHe 

o6w:ei1: BhDKHBaeMoeTH, rnaBHoro KpHTepM5I 3ClHpeKTHBHOeTH neI<apeTBeHHoro npenapaTa B 

OHKOJIOrHH). 110MHMO 3TOro, ananyrnMHJJ: He eHH)KaeT 3cpcpeKTHBHOeTb ene,nyIOW:HX JIMHHH 

TepanHH, 1IO3BOJI JO6HTC 60JIee JITCJILHOrO OTBeTa He TOJihKO Ha 3Tane HMKPPI1)1{4 H 

MF[PIK", Ho H yJIyIIUITL pe3yJITaT IOcJeyIOIe TepaIIH 3a60J10BaHH Ha CTaJHH 

MKPPTI)I{. 

A6upaTepon - npenapar, IOKa3aBIIi cBOIO 9bbeKTHBHOCTL, B IIepBO} JIH y nau,HeHTOB e 

,nMarH030M MKPPI1)1{, ,noeTOBepHO yBeJIHqHBa5I Me,nHaHy o6w:ei1: BhDKHBaeMoeTH ,no 34,7 Mee H B 

,[{Ba pa3a Me,nHaHy peHTreHOJiorw1ee1<0H BhJ)KHBaeMOeTH 6e3 nporpeeeHH .no 16,5 Mee npOTHB 8,2 B 

rpynne nnau,e6o 7. TI pH aHaJIH3e B no,nrpynnax 11eene,noBaHH5I 6brno no1<a3aHo, qTo npenapaT 

0,[{HHaKOBO 3cpcpeKTHBeH B nO)KHJIOM B03paCTe (>75 er). 

Ipe/10KeHHe 1IO3BOJIeT peaJI3OBLIBaTL KOMIJICKCHi I1OJ1XOJ no TepanHH nau,HeHTOB e paKOM 

npe,nernTeJihHOH TepanMH Ha pa3HhIX ern,nH5IX 3a6oneBaHH5I: arranyrnMHJJ: nau,HeHrnM e HMKPPTI)K 

nu MlPIK, a6parepon 1aerraM na bHantoii cTa (MKPPIK) B KaIecTBe TepaIIH 

rrepBOH JIHHHH (,no Ha3HaqeHH5I ,nou,ernI<eena)6. 

HACTO51W:MM IIPE,D,JIAr AET 

JII06hIM roey,napeTBeHHhIM, MYHHU,MrraJihHhIM yi.1pe)K,[{eHH5IM 3,npaBooxpaHeHH5I H opraHaM 

HeTTOJIHHTeJibHOH BJiaeTH B ecpepe 3,npaBooxpaHeHH5I H rro,nBe,noMeTBeHHhIM HM JIHU,aM (,nanee - 

«A,npecaT Ilpe,nJIOJICeHUSI» JI «AKIIeIITaHT») 3aKJIIOITL ,norOBOp B OTHOWeHHM 6e3B03Me3,[{HOH 

nepe,na'-IH 11penapaTa ,[{JI5I Me,[{HU,HHeI<oro rrpHMeHeHH5I e Me)K,nyHapo,nHhIM HerraTeHTOBaHHhIM 

HaMMeHOBaHHeM a6parepon, Ta6IeTK 250 Mr (p1a1on) N 120 (q1an1ee «A6uparepo») B 
u,eJI5IX paewHpeHH5I ,noeTyrra nau,HeHTOB K eoBpeMeHHOH HHHOBaU,HOHHOH TepanHH e 

HenOJih30BaHHeM JieKapeTBeHHOro 11penaparn Ha yeJIOBH5IX HaeT05IW:ero Ilpe,nJIO)KeHH5I (ocpepTbI) 

(,nanee - «Ilpe,nJJoJICeuue» ): 

1. IIPE,D,MET ,n,oroBOPA 
B TeqeHHe 30 ,nHeH e ,naThI nonyqeHH5I OT A,npeearn 11pe,nno)KeHH5I «AI<u,enrn ocpepTbI» no cpopMe, 

ycTaHOBJIeHHOii IIpMJoKeHeM No I K HacTOIeMy Ipenoenro, opopMnenoro a 
ocpHU,HaJibHOM 6JiaHI<e H 3aBepeHHOro no,nnHebIO ynoJIHOMO'-IeHHOro JIHU,a H ne'-IaThlO A,npeeaTa 

IIpe/1oKeH (q1am1ee «AKIeIT ObepT»), JKOHcon & JKoHcon o6r3yeTc IepeJaTL AJpecaTy 

11pe,nJIO)KeHH5I 6e3 B3HMaHH5I onnaTbl 1 ( OJJ:HY) ynaKOBKY A6upaTepoua Ha J<a)K,[{bie 3 (TpH) 

'Smith MR, et al. N Engl J Med. 2018 Apr 12;378(15):1408-1418 
5 Chi. Kim N. et al, Joumal of Clinical Oncology, 2021; 39(20):2294-2303 
Acco1tats onxororo Pocc. Kecxe pekoe:a no repa paka npeucrarenoii ;t.;CJICJL1. 2021. URL: https://cr.minzdra,·.gov.mlschema112 3 (nan 06pamc11m1: 19 cc1rn16pH 

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 rocY ,[(APCTBEHHbIM, MYHI1UI1ITAJibHbIM Y1-I PE)K,[(EHI15IM 3,[(P ABOOXP AHEHI151 11 OPr AHAM 
11CITOJIHI1TEJibHOM BJIACTI1 B C<l>EPE 3,[(PABOOXPAHEHI151 

ynaKoBK JIeKapCTBeHHOrO IpeapaTa III MCJIIHHCKOTO IIpMMeHeH aIa/1yTaMJI, Ta61eTK, 
noKphITble nJieuoquoii o6oJioqKoii, .N!! 120, BO <!>JiaKoHe JIH6o 6JIHCTepe (,narree - 

«AnaJiyTaMH.U» ), KOTOpbre 6blJIH nptto6peTeHbl Ha OCHOBaHHH KOHTpaKTa(-0B ), 3aKmoqeHHOrO B 

COOTBeTCTBHH C 3aKOHO,[laTeJibCTBOM O KoHTpaKTHO CcTeMO B cbepe 3aKyI1OK JU1 o6ecneqeHH51 

rocy,napcTBeHHblX H MyHHIHIaJILHLIX HyKJI, HJI JOTOBOpa, 3aKJIIOIeHHOFO B COOTBeTCTBHH C 

3aKOHO,[laTeJibCTBOM 0 3aKyIKax T0Bap0B, pa6oT, ycrryr OT,[leJibHbIMH BH,[laMH IOptt,nttqecKHX JIHIJ,, 

(,narree «KoHTpaKD»), c JaTO IIpOBeJeH ayKUHOHa(-0B) B 3JieKTpOHHOH cpopMe HJIH ,naTOH 

3aKJIOICH KOHTpaKTa C e,nHHCTBeHHblM nocTaBll.l,HKOM (B crryqa51x, npe,nycMOTpeHHbIX 

3aKOHO,[laTeJibCTBOM) B nepttO,[l C 1 HHBapH 2023 ro.ua H no 31.ue1rn6pH 2024 ro.ua nptt co6rr10,neHHH 
0,[lHOro H3 crre,nyIOW:HX ycrrOBHH: 

- AnarryTaMH,[l 6bIJI nptto6peTeH A,npecaTOM Tipe,nJIO)KeHH51 B KaIeCTBe 3aKa3Ka Ha OCHOBaHHH 

KOHTpaKTa(-0B ); 
- AnarryTaMH,[l 6bIJI nptto6peTeH 3aI<a3qHKOM Ha OCHOBaHHH KOHTpaKTa(-0B ), KOTOpOMY A,npecaT 

Tipe,nrrmI<eHH51 no,nBe,[lOMCTBeHeH; 
AnarryTaMH,[l 6bIJIH nptto6peTeH 3aKa3qHKOM Ha OCHOBaHHH KOHTpaKTa(-0B ), KOTOpbIH 

no,nse,noMcrneHeH A,npecaTy Tipe,nrrm1<eHtt5I; 
- A,npecaToM I1pe,nrrm1<eH1151 51BJI51eTC51 opraHtt3aIJ,tt51, 51BJI51I-OW:a51c51 norryt,rnTerreM AnarryrnMtt,na Ha 

OCHOBaHHH KOHTpaI<Ta(-0B); 
- ApecaTOM IpeJ1oKeH1 1BJ1eTc 3aKa3IK yCJIyT IO 06ecIeIeHIO AJpecaTa Ipe10KeH1 

AnarryTaMH,[lOM B coOTBeTCTBYIOW:eM perttoHe; 
- A,npecaTOM I1pe)].JIO)KeHH51 51BJI51eTC51 opraHH3aIJ,H51, no,nBe,[lOMCTBeHI-Ia51 JI HUY, KOTOpoe 3aKa3bIBaeT 

ycrryry no ero o6ecneqeHm-Oinopyi-raeT o6ecneqttTb ero AnarryrnMHJJ.OM B COOTBeTCTByIOIIICM 

perttoHe. 

B crryqae ecrrtt HeCKOJlbKO JIHIJ, MOryT COOTBeTCTBOBaTb ycrrOBH51M HaCT051ll.l,ero I1pe,nrro)KeHH51 Ha 

11paBO IOJIyIeH A6paTepona, AJpecaTOM Ipe1oeH 1o cooTBeTCTByIOIeMy KoHTpaKTy(­ 

aM) Ha np1106peTeHtte AnarryTaMH,[la, MO)KeT 6bITb TOJlbKO O,[lHO JIHIJ,O, nepBoe HanpaBHBIIIee AKu,enT 

oqepT. 

ITo,nrnep)K,LleHHeM 3aI<JIIOqeHH51 Tal<Oro(-ttx) KOHTpaKTa(-0B) Ha nocTaBI<y AnarryTaMH,[la 51BJ151IOTC51 

CBCJeHH H3 peecTpa KOI-ITpaKTOB, 3aKJil{)qeHHbIX 3aKa3qm<aMH, pa3Mell.l,eHHOro B e,nm-IOH 

HbOpMaIMOHHO ccTeMe B C]epe 3aKyI1OK, B BJIe yKa3aH peKBH3HTOB 3aKyIIKH B AKIeIITe 

ocpepTbl, JI6O IIyTCM IIpeJOCTaBJICHM KOIIHH 3aKJIIOICHHOTO(-LIX) KOHTpaKTa(-0B) (B qacTH 

,noroBOpOB, 3aKJIIOqeHHbIX B COOTBeTCTBHH C 3aKOHO,[laTeJibCTBOM 0 3aKyIIKaX TOBapOB, pa6oT, ycrryr 

OT,[leJibHbIMH BHJaMH IOpHJIHIeCKHX JIHI, a TaKKe KOHTpaKTOB, CBe,neHH51 0 KOTOpbIX He 

pa3MeIa1OTC B peeCTpe KOHTpaKTOB, 3aKJIIOIeHHLIX 3aKa3IHKaM). 

B crryqae, ecrrH ycrrOBH51MH KOHTpaI<Ta npe,nycMOTpeHa nOCTaBKa AnarryTaMH,[la no 3a51BKaM 

3aka3Ka IO KOHTpaKTy(-aM) 063aHHocT JKoHcOH & J[KOHcOH O6ecIIeIT IepeJaIy ApecaTy 

Tipe,nJIO)KeHH51 JI6O yKa3aHHOMy HM rpy3onorryqaTeJIIO 6e3 B3HMaHH51 ,nonOJIHHTeJibHOH onrraTbl no 

1 ( 0,[lHOH) ynaKOBKe A6ttpaTepoHa Ha Ka)K,[lble 3 (Tptt) ynaKOBKH AnarryrnMH,[la, 51BHBIIIeroC51 

o6beKTOM 3aKynKH no KOHTpaKTY, B03HHKaeT C ,naTbl HaIIpaBICH 3aKa3IKOM IO KOHTpaKTy(-aM), 

nocTaBll.l,HKY 3a51BKH (3a5IBOK) Ha nocTaBKY COOTBTCTByIOIIeTO KOJIIeCTBa yIIaKOBOK AnarryTaMH,[la 

1IO 3aKJIIOIeHHOMy KOHTpaKTy. IO)ITBepKJIeHIeM HaIIpaBJIeHH 3a1BK (3a9BOK) Ha IOCTaBKy 

AnarryTaMH,[(a 51BJI51eTC51 yBe,[lOMJieHtte, HanpaBrreHHOe A,npecaTOM I1pe,nrro)KeHH51 B ,[()KOHCOH & 
,[()KOHCOH, 0 no,naqe 3a51BKH (3a51BOK) Ha nocTaBKY AnarryTaMH,[la. 

B crryqae, ecrrtt ycrrOBH51MH KOHTpaKTa npe,nycMOTpeHa n03TanHa51 nocTaBKa TipenapaTa B cpOKH, 

onpe,nerreHHbie KarreH,napHblM nrraHOM 1IO 3aKJIIOIeHHOMy KOHTpaKTy, 063aHHocT JKOHcOH & 
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BCEM f'OCY,[l;APCTBEHHbIM, MYHI1Q11ITAJibHbIM YlJPE)K,[l;EHI15IM 3,[l;PABOOXPAHEH115I 11 OPf'AHAM 

I1CITOJIHI1TEJibHOH BJIACTI1 B C<l>EPE 3,[l;PABOOXPAHEHI15I 

J[Kocon o6ecneur 1epeaYy ApecaTy IpeJ10KeH nu6o yKa3aHHoMy HM rpy3011OJ1yuaTen1IO 

6e3 B3HMaHH5I ,ll;OTIOJIHHTeJibHOM OTIJiaTbl OTIJiaTbl 1 (o,n:Hy) yTiaKOBKY A6ttpaTepoua Ha Ka)K,ll;bie 3 
(TpH) yIaKoBK JIeKapCTBCHHOrO ITpeTiapaTa- 2, 5IBHBlllHXC5I o6beKTOM 3aKyTIKH TIO KOHTpaKTY, 

B03HHKaeT C JaTLI baKTuecKOi IOCTaBKH IIOCTaBIIIHKOM KOJIIeCTBa yIIaKOBOK, 

COOTBeTCTByIOIIIeFO KaJIHJapHOMy IJIaHy 1IO 3aKJIIOIeHHOMy KOHTpaKTy, AI1aJIyTaMMJa 3aKa3Ky 

TIO KOHTpaKTy(-aM). ITo,z:i:rnep)K,n:eHHeM cpaKTHqecKOM TIOCTaBKH ITpeTiapaTa, B COOTBeTCTBHH C 

KarreH,n:apHbIM TIJiaHOM no 3aKJIIOqeHHOMY KOHTpaKTY, 5IBJI5IeTC5I yBe,n:OMJieHHe, HaTipaBJieHHOe 

A,z:i:pecaTOM I1pe,z:i:rro)KeHH5I B ,[()KOHCOH & ,[()KOHCOH, 0 TIOrryqeHHH ITpeTiapaTa. 

Anpecar Ipe/1oKeH 063yeTC HCIOJIL3OBaTB IIOJIyIeHHLe IO HacTOIIeMy IIpe/I0KeHHIO 

ITpeTiapaTbl TIO HX Ha3HaICHHIO, a HMeHHO Jl:J15I OI<a3aHH5I Me,n:m..J,HHCKOM TI0MOW:H TiaI..J,HeHTaM C 

COOTBeTCTBYIOW:HM TIO,ll;TBep)K,ll;eHHbIM ,n:11arH030M, K0TOpbIM B ycTaHOBJieHH0M TIOp5I,n:Ke Ha3HaqeHa 

TepaTIH5I ITpeTiapaTOM. 

COBOKYTIHOCTb ITpe,n:JIO)KeHH5I (ocpepTbI) 11 AKI..J,eTITa ocpepTbl Tipe,n:CTaBJI5IIOT co6oi1 .n:oroBOp, TIO 

10p11,z:i:11qecKOM Tipttpo.n:e 5IBJIRIOW:HMC5I TIO)KepTBOBaHHeM, H K KOTOpOMY TipHMeH5IIOTC5I HOpMbl CTaTbH 

582 fK P<D. 

2. 06I..U;IIE YCJIOBII.H 

2.1. ITorryqaTerreM ITpeTiapara (.n:arree «HIoIyaTen») MOKeT 6TB KaK ApecaT I1pe,n:rro)KeHH5I, 

TaK H yKa3aHHOe HM HHOe IOpHJIIeCKOe JII0, HMeIOIIee 1IpaBO ocymecTBJ15ITb Me,n:HI..J,HHCKYIO H 

qrnpMaI..J,eBTHqecKyIO ,n:e5ITeJibHOCTb B COOTBeTCTBHH C Tpe6oBaHH5IMH ,n:ei-icrny10mero 

3aKOHOJaTeJILCTBa PocccKOi Deepa MeIOIee JeiCTByIOIyIO JIHICH3HIO Ha 

OCyIIeCTBJIeHHe MeJIUIHcKO bapMa1eBTIecKOi JeTeJIHOCT C yKa3aHeM a)peca 

qrnKTHqecKOM ,n:OCTaBKH ITpeTiapaTa. 

2.2. A,z:i:pecaT ITpe,n:JIO)KeHH5I HaTipaBJI5IeT B a,z:i:pec ,[()KOHCOH & ,[()KOHCOH AKI..J,eTIT ocpepTbl ITpeTiapaTa 

no b0pMe, ycTaHoBeHHOi Ip1oKeHueM Ne I K nacroeMy Ipe/1oKeHo. BMecTe C AKIeIITOM 

ocpepTbl Tipe,n:OCTaBJI5IIOTCR TaK)Ke crre,z:i:y10mtte ,n:oKyMeHTbI, 3aBepeHHbie TIO,ll;IIHCbIO 

YTIOJIHOMoqeHHOro JIHI..J,a H TieqaTbIO A,z:i:pecaTa ITpe,n:JIO)KeHH5I (rr1160 B TIOp5I,n:Ke, Tipe,z:i:ycMOTpeHHOM 

n1.2.5. 1acToIero Ipe/10KeH): 

2.2.1 Kaprouka roprecKoro na ApecaTa IpeJ1oxen (bopMa npnaraeTc). 

2.2.2 KOTIH5I ,n:oBepeHHOCTH Ha TiorryqeHHe ITpeTiapaTa c yKa3aHHeM YTIOJIHOMoqeHHOro JIHI..J,a 

JI0O BLIIIHCKa H3 IIpHKa3a O Ha3HaIeHH yIIOJIHOMOICHHOTO JIHI..J,a Ha COOTBeTCTBYIOW:YIO 

,ll;OJI)KHOCTb. 

B HCKJIIOqHTeJibHbIX crryqa51x C corrraCH5I ,[()KOHCOH & ,[()KOHCOH Jl:OTIYCKaeTC5I 

Tipe,n:OCTaBJieHHe KOTIHH ,n:oBepeHHOCTH, 3aBepeHHOM TIO,ll;TIHCbIO YTIOJIHOMoqeHHOro JIHI..J,a. 

2.3. ITepe,z:i:aqa ITpeTiapaTa ocymecTBJI5IeTC5I CHJiaMH H 3a cqeT ,[()KOHCOH & ,[()KOHCOH, Ha ycrrOBH5IX 

,ll;OCTaBKH .n:o I1orryqaTeJI5I. A,z:i:pec Jl:OCTaBKH ITpeTiapaTa ,n:OJI)KeH BXO,ll;HTb B TiepeqeHb a,n:pecoB MeCT 

ocymecTBJieHH5I ,n:e5ITeJibHOCTH, BHeCeHHbIX B CHCTeMy MOHHTOpHHra H yKa3aHHbIX B JIHI..J,eH3H5IX Ha 

papMa1eBTICKyIO JeTeJILHOcTL. baKT epeJaI Ipenapara TIO,ll;TBep)K,n:aeTC5I TIOJl:TIHCaHHeM 

HaKrra,n:HOM TIO cpopMe N2 M-15 H aKTa Mey JKOHCOH & ,[()KOHCOH H YTIOJIHOMoqeHHbIM 

npe,n:cTaBHTeneM I1orryqaTeJI5I B 3 (Tpex) 3K3eMTIJI5Ipax, OJl:HH 113 KOTOpbIX OCTaeTC5I y I1orryqaTeJI5I, 

BTOpOM Tiepe,n:aeTC5I ,[()KOHCOH & ,[()KOHCOH, TpeTHM - A,z:i:pecaTy ITpe,n:nO)KeHH5I, ecrrH He OH 5IBJI5IeTC5I 

cpaKTHqecKHM TiorryqaTeJieM ITpeTiapaTa. YTIOJIHOMoqeHHOe JIHI..1,0 IIOJIIIHCLIBaeT HaKJIaJIHyIO H/JI 

aKT c TipOCTaBJieHHeM co6crneHHOpyqHO TIOJl:TIHCH 11 paClllH(ppOBKOM cpaMHJIHH 11 HMeHH. 

2.4. Apecar IIpeJIoKeHH JOJDKeH 06ecIeITL IpHeMKy IepeJaBaeMoro Iperapara 

YTIOJIHOMoqeHHbIM Ha OCHOBaHHH ,ll;OBepeHHOCTH JI IIpHKa3a JIHIOM IIO KOJIHICCTBy H KaIeTBy Ha 
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BCEM rocY ,l],APCTBEHHbIM, MYHI1UI1TIAJibHbIM Y9PE}I{ ,l],EHI15IM 3,D,P ABOOXP AHEHI15I I1 OPr AHAM 

I1CITOJIHI1TEJibHOH BJIACTI1 B C<PEPE 3,D,PABOOXPAHEHI15I 

Tipe,1],MeT COOTBeTCTBIUI KOJIIeCTBa, KaIeCTBa B qacTH BH,IJ,HMhIX He,IJ,OCTaTKOB, HaJmqm1 

TIOBpe)K,l],eHHH TpaHCTIOpTHhIX MeCT, a TaKKe B COOTBeTCTBHH co CJie,IJ,yIOW.HMH ycrrOBH51MH: 

2.4.1. ,D,ocTaBKa ITpeTiaparn OT ,D,)KOHCOH & ,D,)KOHCOH K ITorryqaTeJIIO MO)KeT ocyw.ecTBmIThC51 

ABTOpecppH)KepaTopoM HJIH B03,IJ,YII1HhIM TpaHCTIOpTOM. 

2.4.2. Bee ABTOpecppH)KepaTOphl, ,l],OCTaBJI51IOUJ.He ITpenapaT, 06opy,1J,OBaHhl 

TepMoperHCTpaTopaMHI caMOTIHCJJ,aMH. IT pu npeMKe Iperapara, BO,IJ,HTeJih 
ABTopecppH)KepaTopa CHHMaeT qe1< caMOTIHcua H nepe,1J,aeT ero Tipe,1J,CTaBHTerr10 I1orryqaTeJI51. 

A,1J,pecaT I1pe,1],JIO)KeHH51 ,l],OmKeH 03HaKOMHThC51 C ,IJ,aHHhIMH Ha qeKe H npoBeCTH TipOBep1<y 

ycJIOBHH TiepeB03KH Ha COOTBeTCTBHe Tpe6yeMOMY TeMnepaTypHOMY pe)KHMy. B crryqae eCJIH 
ITpenapaT COTipOB0)K,IJ,aeTC51 TepMO,l],aTqHKOM (TT) (B crryqae HCTIOJih30BaHH51 

TepMOKOHTeiHepoB), Apecar Ipe/1oKeH JI ynoJIHOMoqeHHOe HM JIHI.1,0 Ha OCHOBaHHH 

JOBCpCHHOCTH OCTaHaBJIBaeT TT CITLIBaeT I1OKa3aHH C HeTO BO BpCM IIpHeMKH 

ITpeTiapaTa (HHCTPYKUH51 no ocTaHOBKe H cqHThIBaHHIO TIOKa3aHHH c TT HaXO,IJ,HTC51 B 

TepMOKOHTeHHepe ). 

2.4.3. ,D,ocTaBKa ITpenaparn B03,IJ,YII1HhIM TpaHcnopTOM ocyw.ecTBJI51eTC51 B TepMOKOHTeHHepax. B 

KaJOM TepMOKOHTeiHepe HaXO,l],HTC51 1 (o,IJ,HH) TT. 

2.4.4. PacTiaKOBKY H np0Bep1<y ITpenaparn, yna1<0BaHHoro B TepMOKOHTettHep, ITorryqaTerrh 

,l],OJI)KeH IIpOH3BOJITL IpM TeMepaType, COOTBeTCTBYIOW.eH Tpe6oBaHH51M TeMnepaTypHoro 

peKMa XpaHeH ITpenapaTa. ITocrre pacTiaKOBKH TepMoKOHTeHHepa ITorryqaTeJih ,IJ,OJI)KeH 

H3BJieqI, TT H3 TepMOKOHTeHHepa H He3aMe,IJ,JIHTeJibHO OCTaHOBHTh ero. 

2.4.5. B crryqae Bhl51BJieHH51 OTKJIOHeHHH OT He06XO,l],HMOro TeMnepaTypHoro pe)KHMa, ITorryqaTeJih 

npHHHMaeT ITpenapaT B KapaHTHH H B TeqeHHe 1 ( 0,1],HOro) pa6oqero ,l],H51 C )],aTbl TIOrryqeHH51 

ITpeTiaparn yBe,l],OMJI51eT ,ZJ,)KOHCOH & ,D,)KOHCOH O Bhl51BJieHHhIX Tel'vmepaTypHblX 

OTKJIOHCHHIX, IIyTCM HaIIpaBJICHI CMy IO 9IeKTpOHHO IIOITe JaHHLIX, CH51ThIX C TT. 

2.4.6. ,D,)KOHCOH & ,D,)KOHCOH npHHHMaeT pellleHHe O B03MO)KHOCTH ,1J,aJibHeHII1ero HCnOJih30BaHH51 

IIpenapara popMpyer Apecara IpeJ10Ke1/IonyuaTen IO 9IeKTpOHHO 1OITe 

0 TIPHH51TOM pellleHHH B cpoI< He 6orree 30 (TpH,1J,I.1,an1) 1<arreH,1J,apHblX )],Hett. 

2.4.7. ITptteMKa npoH3BO,IJ,HTC51 ITorryqaTeJieM B TeqeHHe 1 (o,IJ,HOro) pa6oqero ,IJ,H51 C MOMeHTa 

nepezau Ipenapara no aKTy npeMa-IIepeJa /JI aKJaJHOi. 

2.4.8. IIp 06HapyKeH nooro BJa 6paKa IonyaTen He3aMe/ITenHo B TeIeHe I 
(0,IJ,HOro) pa6oqero ,IJ,H51 C MOMeHTa o6Hapy)KeHH51 HH(pOpMHpyeT ,D,)KOHCOH & ,D,)KOHCOH H 

Han1paBneT B aJpec JKoHcOH & JKOHCOH CJIeJyIOI IaKeT JOKyMeHTOB IO 9IeKTpOHHOi 

noITe, a opttrnHaJihI TIO a,1J,pecy 121614, r. Moc1rna, yn1. KpuarcKa, JI. 17, Kopn. 2: 

1) 3aBepeHHa IoJyuaTeJeM KOII HaKJIaJIHOi (M-15) 1 3aBepen1a HonyuaTeJeM KOnH51 

aKTa TipHeMa-Tiepe,1],aqH C TIO,IJ,nHChIO ynoJIHOMoqeHHOro npe,1],CTaBHTeJI51 I1orryqaTeJI51. 

2) AKT O Bhl51BJieHHhIX HeCOOTBeTCTBH51X TOPf-2 HJIH ,l],OKyMeHT ocpopMrreHHhIH cornacHO 

BHyTpHHHM Tpe6OBaHHIM I1orryqaTeJI51. AKT HJIH JIOKyMeHT JOJIKHL 6bITh B 

o6513aTeJihHOM TIOp51,1],Ke TIO,l],nHCaHbl ynoJIHOMoqeHHhIMH JIHJJ,aMH co CTOpOHhl 

I1orryqaTeJI51 H JIHI.l,OM, ocyw.ecTBJI51IOUJ.HM ,D,ocTaBKY ITpeTiaparn co CTOpOHhl ,D,)KOHCOH 

& JKOHcoH (I1pM 06HapyKeH 6para BO BpeM IepeJaI Iperapara Ilonyuareno), a 

TaK Ke, Ha AKTe JI JOKyMeHTe Ob0pMJIeHHOM COFJIaCHO BHyTpeHHHM Tpe6OBaHHIM 

I1orryqaTeJI51 ,IJ,OJI)KHa B o6513aTeJihHOM TIOp51,1J,Ke CT051Th TieqaTh I1orryqaTeJI51. 

3) Dororpab 6para / HeCOOTBeTCTB C yKa3aHHeM JaTL MeCTa CBeMK. DoTOrpabH 

,l],OJI)l{Hhl 6hITh qeTKHMH. <DoTorpacpHH TpaHCTIOpTHOro MeCTa (Tiarrrrern, Kopo6) ,l],OJI)KHhl 

COOTBeTCTBOBaTh CJie,IJ,yIOUJ.HM Tpe6oBaHH51M: 06rn.a51 (pOTOrpacpH51, cpornrpacpH51 HOMepa 

TpaHcnopTHoro Mecrn (cTHKepa), cpoTorpacpH51 caMoro 6pa1<a / HecoorneTCTBH51. 

Dororpa] HJBJyaJILHBIX yIIaKOBOK JIOJIKHLI COOTBeTCTBOBaTL CJICJyIOIIIHM 

5 



BCEM roCY,ll;APCTBEHHbIM, MYH11U11ITAJlbHbIM yqpE)l(,ll;EHl15IM 3,ll;PABOOXPAHEHl15111 OPrAHAM 
11CITOJIHl1TEJlbHOH BJIACTl1 B C<DEPE 3,ll;PABOOXPAHEHl151 

Tpe60BaHM: bororpa] y1aKoBoK c Ha3BaHeM Ipenapara, bororpabH c 

yKa3aHeM cep Ipenapara, bororpabH caMoro 6paKa / HecoorneTcrnmr. 

4) ,l],aHHhie C TepM0.IJ:aTqHK0B / caM0IIHCUeB (B crryqae HapyrneHH51 TeMnepaTypHoro 

peKMa IIpH TpaHcnopmpoBKe). 
2.4.9. ,l],)KOHCOH & ,l],)KOHCOH 06513yeTC51 paCCM0TpeTh npeTeH3HIO I1orryqaTeJI51 B TeIeHe 30 

(TpJaT) KaJeHapHx JHei C M0MeHTa II0JIyIeH I0JIH0T0 K0MIIeKTa HaJIeaIIe 

ocpopMJieHHhIX .IJ:0KyMeHT0B, yKa3aHHhIX B II. 2.4.8, H HanpaBHTh IoJIyuaTeno Ipe/1oKeH1 

no ee yperyrrHpoBaHHIO B cpoK, corrracoBaHHhIH CTopoHaMH. 

2.5.CTOpOHhI J0F0B0pHJICB, TO AKIeIIT ObepTL, JI1O0LIe IHLe IpHJI0KeHHA JI .IJ:0II0JIHHTeJihHhie 

cornarneHH51 K ITpe.n:rro)KeHHIO H AKuenTy ocpepThI, 51BJI51IOJUHeC51 HX HeOTheMJieMOH qaCThIO, B 

TOM ICJIe J0KyMeHTLI, yKa3aHHLe B n.2.2. HacTOIer0 IpeI0KeH1, a TaKKe aKTLI IpeMa­ 

IIepeJaI, HaKJIaJIHLe, 0TIeTL O6 MCI10JI30BaHH (CCJI IIpHMCHHMO) HI HHBIe J0KyMCHTLI 

(.n:arree - J[OKyMeHT) M0IyT 6hITh II0.IJ:IIHCaHhl B 9IeKTpOHHOi ]0pMe B BJIe 9JIeKTp0HHLIX 

J0KyMeHT0B C MCI10JI30BaHM CTOpOHaMH yCMJIeHHOi KBaJIHIHpOBaHHO 9JIeKTpOHHOk 

II0.IJ:IIHCH (.n:arree - YK3I1), KaK 0Ha onpe.n:erreHa B II. 4 CT. 5 H B nop51.IJ:Ke n.1 CT.6 <D3 P<D OT 

06.04.2011 Ne 63-03 «O6 301eKTpoHoii 1oJc1». 

2.5.1. ,l],oKyMeHThI, II0.IJ:IIHCaHHhie YK3I1, npH3HaIOTC51 .IJ:0KyMeHTaMH, paBH03Ha':!HhIMH 

J0KyMeHTaM Ha 6yMaKHOM H0CHTeJIe, II0.IJ:TIHCaHHhIMH co6cTBeHHOpy1:1HOH II0.IJ:IIHChI0 H 

I10p0JaeT JI CTOpOH aHaJI0IIHIe 1IpaBa M O63aHHOCTH. 
2.5.2. ,l],oKyMeHThI, K0T0phIMH o6MeHHBaIOTC51 CTopOHhI, 3aBep51IOTC51 YK3I1 Ha.n:ne)KaJUHM 

o6pa30M yIonHoMoenHoro n1a ornpaBuren /[oxyMeHra. KaKJOe yII0JIH0M0IeHH0e JIHU0 

J0JIKH0 HMeTL CO6CTBeHHyIO VKOII, 1OJ1TBepJeHHyIO CepTHbHKaTOM Y.IJ:0CT0Bep51IOJUero 

ueHTpa, H .IJ:0BepeHH0CTh, II0.IJ:TBep)l{.IJ:aIOIUYIO II0JIH0M0':IH51 3T0ro JIHUa, oc}lOpMrreHHYIO 

Cropooii B ycTaH0BJieHH0M nop51.IJ:Ke. 

2.5.3. 3rreKTpOHHhIH .IJ:0KyMeHT C':IHTaeTC51 HCX0.IJ:51JUHM OT CrnpOHhI, eCJIH OH II0.IJ:TIHCaH YK3Il, 

IIpHHaJJIeKaei CTOpoHe, JaHHLi )[OKyMeHT 61JI HaIIpaBJIeH TaKHM CTOpOHaM 'Iepe3 

C00TBeTCTBYIOIUero onepaTopa 3JieI<Tp0HH0ro .IJ:OKyMeHToo6opoTa no 

TeJICK0MMyHHKaIH0HHBIM KaHaJIaM CB3H. 
2.5.4. B crryqae TeXHH':leCK0ro c6o51 BHyTpeHHHX CHCTeM JII06oii H3 CTOpOH, c6o51X Ha CT0p0He 

onepaTopa 3JieKTp0HH0ro .IJ:OKyMeHToo6oporn, a paBH0 B CB513H C .n:eif CTBH51MH o6cT051TeJihCTB 

Henpeo.n:orrHMOH CHJihI CTopoHhI, .n:eiicTBY51 .n:o6pocoBecTHO, o6513aHhI He3aMe.IJ:JIHTenhH0, B 

cpoK He II03.IJ:Hee 0.IJ:H0ro pa601:1ero .IJ:H51, HHqlOpMHpOBaTh .n:pyr .n:pyra 0 HeB03MO)KH0CTH 

o6MeHa .IJ:0KyMeHTaMH B 3JieKTp0HH0M BH.IJ:e, II0.IJ:IIHCaHHhIMH YK3I1. 

2.5.5. ITpH HCTI0Jih30BaHHH YK3I1 CrnpoHhI o6513aHhI: 
• 06ecne1:1HBaTh KoHqm.n:eHuHaJihHOCTh KJII01:1eii YK3I1, B 1:1acTH0CTH He .n:orryc1<aTh 

HCII0Jih30BaHHe rrpm-rn.n:Jie)KaJUHX HM KJIIO':leH YK3I1 6e3 HX corrraCH5I; 

• He3aMe.IJ:JIHTeJihH0, HO, B JII060M crryqae B cpoK, He II03.IJ:Hee 0.IJ:H0ro pa601:1ero .IJ:H5I. 

yBeJ0MJITL CTOpOHy, yJI0CT0BCpIOIII IeHTp, BLLJaBII CepT]MKaT KJIHOYa IIp0BepKH 

3JieKTpOHHOH II0.IJ:IIHCH, 0 HapyrneHHH KOH(pH.IJ:eHUHaJihHOCTH KJIIO':la YK3I1 C M0MeHTa 

II0JIyHIeH HHbOpMaIIHH 0 TaK0M HapyIIICHH; 
• He Hcrrorrh30BaTh YK3I1 rrpH HarrHqHH ocHoBaHHii norraraTh, 'ITO ee 

KOH(pH.IJ:eHUHaJihHOCTh HapyrneHa; 
• HCII0Jih30BaTh .IJ:JI51 C03.IJ:aHH5I H npoBepKH YK3I1, C03.IJ:aHH51 KJIIO':leii YK3I1 H 

cepTH(pHKaTOB rrp0Bep1rn KJII01:1a YK3I1 cpe.n:crna, norryqHBIIIHe rro.n:rnep)K.IJ:eHHe 

C00TBeTCTBH5I Tpe6oBaHH51M, ycTaH0BJieHHhIM B C00TBeTCTBHH C <D3 «06 3JieKTpOHHOH 

II0.IJ:IIHCH». 
2.5.6. YK3Il rrpH3HaeTC51 .n:eiiCTBHTeJihHOH .IJ:0 Tex rrop, II0Ka perneHHeM cy.n:a He ycrnH0BJieHo 

HH0e. 
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BCEM rocY,n:APCTBEHHbIM, MYHI1IJJ1ITAJibHbIM Y'-IPE}K.ll:EHI15IM 3.ll:PABOOXPAHEHI15I 11 OPrAHAM 
l1CITOJIHI1TEJibHOH BJIACTI1 B C<l>EPE 3.ll:PABOOXPAHEHI15I 

2.5.7. BbICTaBrrem1e 11 norryqeH11e ,l],oKyMeHTOB no TerreKOMMYHl1Kau:110HHbIM KaHaJiaM CB513H 

MO)KeT ocyw;eCTBJI51TbC51 qepe3 0)].HOro 11Jil1 HeCKOJibKl1X onepaTopoB 3JieKTpOHHOro 

)].OKyMeHT006oporn. 

2.5.8. JeKTpOHHL JOKyMeHT CITaeTC norryqeHHbIM O)].HOH 113 CTOpOH, ecrr11 ei1: nocTyn11rro 

COOTBeTCTByIOw;ee n0,1J.TBep)K,1].eH11e onepaTopa 3JieKTpOHHOro )].OKyMeHT006opoTa, npH 

HaJI1141111 113Bern;eHH51 )].pyroi1: CTopOHbl O norry4eHl111 ,l],oKyMeHTa, no,1J.n11caHHOro YK3I1 

0JHo 3 CTOpoH noTBepJHHOrO OIepaTOpOM 9JIeKTpOHHOFO JOKyMeHTOO6op0Ta. 

2.5.9. CTopOHbl o6ecne411BaIOT xpaHeH11e ,l],oKyMeHTOB, no,1J.n11caHHbIX YK3I1 COBMeCTHO C 

np11MeH51BlllHMC51 )].JI51 qiopMttpoBaHH:51 YK3I1 yKa3aHHbIX )].OKyMeHTOB cepTmlmKaToM KJII04a 

IIpOBepKH IIOJIIICH B TeIeHe CpOKa, ycrnHOBJieHHOro )].JI51 xpaHeHH:51 TaKl1X )].OKyMeHTOB. 

2.5.10. CTopOHbl caMOCT051TeJibHO o6ecne4HBaIOT ycTaHOBKY, HaCTpOHKY H 3KCTIJiyarnu:HIO cpe)].CTB 

YK3I1 B cooTBeTCTBl1H c Tpe6oBaHH51Ml1 ,1J.e11:cTBy10w;ero 3aKOHO,lJ.aTeJibCTBa 11 perrraMeHTOM 

COOTBeTCTByIOw;ero y)].OCTOBepHIOW:ero ueHTpa 11 onepaTopa 3JieKTpOHHOro 

)].OKyMeHT006oporn. 

2.5.11. CTop0HI IOJTBpKJaIOT, ITO CaMOCTOTeJILHO BL6pa1OT Ce6e onepaTopa 3JieKTpOHHOro 

)].OKyMeHT006opoTa, 11 np0113B0)].5IT n0,1J.KJII0'-1eH11e, ycTaHOBKY H o6ecne4HBaIOT 

pa60TOCnoco6HOCTb cpe)].CTB 11 IcaHaJIOB CB51311, nporpaMMHOro o6ecne'-leHl151, a TaKKe 

cpeTB KpHITOrpa]IeCKO 3aIT HHpOpMa, HCO6XOJIMLX JJI IOJKJIIOIeHH, 

co6CTBeHHbIMl1 CHJiaMl1 tt cpe,1J.CTBaM11. 

2.5.12. Ka)K,1J.a51113 CTOpOH caMOCT051TeJibHO IJIaTT 3a HCXOJIIIHe OT Hee )].OKyMeHTbI. 

3. npoqJIE IIOJIO)KEHIIH 
3 .1. ,l],)KOHCOH & JKoHcon u A,1J.pecaT I1pe)].JIO)KeHl151 np113HaIOT 11 cornaII1aIOTC51, '-ITO JII06oe 

B3a1MOJeiCTBHe yKa3aHHLIX JIIL B paMKaX HacTOerO Ipe/1oKeHM He 069311Baer AJpecaTa 

I1pe,1J.JIO)KeHl151 Hl1 B KOeH Mepe np1106peTaTb, 11CnOJib30BaTb, peKOMeH,lJ.OBaTb HJIH o6ecne411BaTb 

B03MO)KHOCTb HCnOJib30BaHl151 KaKHX-JIH6o npenapaTOB ,l],)KOHCOH & ,l],)KOHCOH, He HanpaBJieHO Ha 

KaKoe-JIH:60 orpaHHlleH11e KOHKypeHUHH HJIH npe)].OCTaBJieHHe npe11Myrn;eCTB B COOTBeTCTBHH C 

)].eikTBYIOW:11M 3aKOH0,1J.aTeJibCTBOM P<!> 11 B npe,1J.errax KOMneTeHUHH y1ca3aHHbIX JIHU. 

3 .2. A,1J.pecaT I1pe,1J.JIO)KeHl151 HaCT05IW:HM npe,1J.OCTaBJI51eT ,l],)KOHCOH & JKoHcoH 3aBepeHue, 

11MeIOill,ee )].Jl51 ,l],)KOHCOH & ,l],)KOHCOH CyIIIeCTBCHHOe 3HaIeHHe, O TOM, 4TO ITpenapaT 6y,1J.eT 

11CnOJib30BaTbC51 CTporo IIO Ha3HaICHHIO H B COOTBeTCTBl111 C Tpe6oBaHH51Ml1 ,lJ.eH:CTBYIOW:ero 

3aKOHOJaTeJILcTBa PocccKoi beyepaI.. 

3 .3. ,l],)KOHCOH & ,l],)KOHCOH 11 A,1J.pecaT ITpe)].JIO)KeHH51 o6513YIOTC51 B3aHMHO co6JIIO)].aTb Tpe60BaHl151 

3aKOHOJaTeJLcTBa B cbepe IIpoTHBOJeiCTB KOppyIIIUH IIpeJyIIpeJeHH KOH]JIKTa 

HHTepeCOB CTOpOH, 0 nop51)].Ke o6palll,eHH51 co CBe)].eHH51Ml1, COCTaBJIIOIIHMH KOMMCpICKyIO, 

CJIy Ke6Hy1O, HaJIOrOByIO, Bpave6Hy1o TaHy HHyIO KOH]HJCHIHaJIBHyIO HHbOpMaIIHIO, B TOM 

411CJie co6JII0,1J.aTb 3aKOHO)].aTeJibCTBO 0 3a1Te IepCOHanHIX JaHHLX. ApecaT IpeJ10KeH9 

3aBeper rapaHTpyeT npaBOMepHyIO IepeaIy /KOHcoH & ,l],)KOHCOH nepcoHaJibHbIX ,lJ.aHHblX 

A,1J.pecaTa I1pe,1J.JIO)KeHl151 B paMI<ax 3aKJIIOIeH aHHOi ObepTLI, B COOTBeTCTBl111 C Tpe6oBaHH51Ml1 

IIpHMeHMMOTO 3aKOHOJaTeJILCTBa, a TaKKe HaJJICKaIIIee yBeJOMJIeHe Cy61eKTOB O TaKO IepeJaIe 

11X nepcoHaJibHbIX ,lJ.aHHbIX, ecrr11 Toro Tpe6yeT np11MeHl1MOe 3aKOH0,1J.aTeJibCTBO, )].JI51 ,1J.OCTl1)KeHl151 

IeJI: 3aKJIIOIeHe, HCIIOJIHCHe H (JI) IIpeKpaIICHe J1OTOBOpOB cOrJIaIIeH MeJy 

A,1J.pecaTOM I1pe,1J.JIO)KeHl151 11 ,l],)KOHCOH & JroHcon. Apecar Ipe/U10Ke J[Ko1con & 
,l],)l(OHCOH 3aBep51IOT 11 rapaHTHpyIOT o6ecne'-leHHe KOH<pl1)].eHU:11aJibHOCTl1 11 6e3onaCHOCTl1 

nepe,1J.aBaeMbIX nepcoHaJibHbIX ,lJ.aHHbIX np11 11X 06pa60T1<e B COOTBeTCTBl111 C Tpe6oBaHl151Ml1 

npHMeHl1MOro 3aKoHOJaTeILTBa. ApecaT IIpe1oKeH )[KoHcon & ,l],)KOHCOH o6513YIOTC51 

np11Hl1MaTb Heo6X0)].11Mbie npaBOBbie, opraHl13aU:110HHbie 11 TeXHl14eCKl1e Mepbl 11Jil1 o6ecne411BaIOT 

11X npHH51Tl1e )].JI51 3alll,11Tbl nepcoHaJibHbIX ,lJ.aHHbIX np11 X IepeJaIe MeJy AJpeCaTOM 

Ilpe)].JIO)KeHl151 11 ,l],)KOHCOH & ,l],)KOHCOH nocpe)].CTBOM 3JieI<TpOHHbIX KaHaJIOB CB51311, MalllHHHbIX 11 
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BCEM rocY .D:APCTBEHHbIM, MYHH~HITAJibHbIM YlJ.PE)K)];EHI15IM 3.ll:P ABOOXP AHEHI15I I1 OPr AHAM 
HCITOJIHHTEJibHOM BJIACTH B C<l>EPE 3.D:PABOOXPAHEHI15I 

6yMa)KHbIX HOCHTeJieH HH<pOpMaUHH HJIH HHbIM cnoco6oM. B crryqae HeCOOTBeTCTBHH 

JeTBHTeJILHOCTH yKa3aHHLIX B HaCTOIeM IyHKTe 3aBepeHi rapaHT J[xoncon & )[KoHcoH 
HeMCJJIHHO OTKaKeTC OT IIOJIyIeH IIepCOHaJILHLIX JaHHLX OT AJpecaTa IIpe/1oKeH I (JI) 
B pa3yMHL CpOK npeKpaTHT o6pa60TKY paHee norryqeHHbIX OT A,lJ,pecaTa ITpe)],JIO)KeHHH 

nepcoHaJibHbIX )],aHHbIX. ,lJ.)KOHCOH & ,lJ.)KOHCOH )],JIH BbITIOJIHeHHH BbillleyKa3aHHOH uerrH HMeeT 

npaBO npHBJieKaTb TpeTbHX JIHU -nOCTaBIUHKOB HH<pOpMaUHOHHO-crrpaBOqHbIX ycrryr H (HJIH) ycrryr 

IIpOBeJeH ayJITOB/IIpOBepOK - K o6pa6oTKe nepC0HaJibHbIX )],aHHbIX, norryqeHHblX OT 

Iepearoteii CTopoHu. IpBJeueHe yKa3aHHx TpeTx JIHU K o6pa6oTKe nepcoHaJibHblX 

)],aHHblX MO)KeT ocymecTBJIHTbCH T0JibKO npH ycrrOBHH o6ecrreqeHHH HMH KOH(pH,lJ,eHUHaJibHOCTH H 

6e3onacHOCTH rrepcoHaJibHbIX )],aHHbIX npH HX o6pa6oTKe. A)].pecaT ITpe)],JIO)KeHHH 3aBep51eT H 

rapaHTHpyeT norryqeHHe corrraCHH cy6beKTOB HJI HaJIHe HHLIX rrpaB0BbIX OCHOBaHHH )],JIH 

ocymecTBJieHHH Bbillle0nHCaHHbIX )],eHCTBHH co CTOp0Hbl ,lJ.)KOHCOH & ,lJ.)KOHCOH. 

3.4 CoBepllleHHe A)].pecaTOM ITpe,lJ,JIO)KeHHH JeicTBi, yKa3aHHLIX B rr. 2.2 HaCT051IIIero 

IIpeJ10eH, 6yJIeT CITaTLC aKIeIIT0M HacTerO Ipe/oKeH. AKIeT HaCTOIIeT0 

ITpe)],JIO)KeHHH B03MO)KeH JIHlllb B noJIH0M o6beMe. TOJibKO B 3TOM crryqae )],0fOB0p 0 6e3B03Me3)],HOH 

rrepe)],aqe ITperrapaTa )],JIH uerrett paClllHpeHHH )],0CTyna nautteHT0B, TpaJaIOIIHX MeTaCTaTHIeCKM 

KaCTpaUHOHH0-pe3HCTeHTHbIM paK0M rrpe)],CTaTeJibHOH )I(eJie3bl , K rret.JeHHIO HHH0BaUH0HHbIMH 

JIeKapCTBCHHLM IpeIapaTaMM 6yJ1€T BJ1TLC 3aKJIIOIeHHLIM Mey JroHcOH & )[KoHcoH 
A)].pecaTOM ITpe)],JIO)I(eHHH Ha ycrr0BHHX ITpe)],JIO)KeHHH. qaCTHI.JHbIH aKuenT rrpe)],JI0)I(eHH51 

(o]epTL), a Ta1Ke aKerr Ipe/1oKeH (o]epT) 1a HHbIX ycrr0BHHX He )],0nycKaIOTCH. 

3aKJOIeHe Or0Bopa MeJy JKOHcon & JKOHCOH AJpecaTOM IIpe/1oKeH9 OCyIecTBJIeTC 

IyTeM C0BpIIIeH JeiCTB AJpeCaTOM IpeJIoKeH B IOpJIKe, IIpeJyCM0TpeHH0M pa3JeJ10M 2 
«O6rn:He ycrr0BHH» HaCTOHmero ITpe)],JIO)KeHHH ( ocpepTbl). B uerrHX 6yxrarrTepCKOro yqeTa A,lJ,pecaTa 

flpe)],JIO)I(eHHH CTOHM0CTb 0)],HOH ynaK0BKH ITpenapaTa rrpHHHMaeTCH paBHOH 14 7 167 ,59 6e3 H,l],C. 

3.5. HaCToHmee ITpe)],JIO)I(eHHe )],eHCTBHTeJibHO )],0 20 HHBap51 2025 ro)],a H M0)KeT 6bITb OT03BaHO 

,lJ.)KOHCOH & ,[()KOHCOH B JII06ott M0MeHT. 

3. 6. ,lJ.)KOHCOH & ,lJ.)KOHCOH BI1paBe 0TKa3aT B IIpMHT AKIeIITa O]epTLI H 0TI<a3aTbCH OT 

CIOJIHCHH CBOX 0613aTeJILCTB IO HacTOIeMy IIpeIoKeHM1O, B CJIyIae CCII IO TCXHICCKHM 

/JI JIOIHCTCKMM IIpHHaM J[KOHcOH & JKOHCOH He M0KeT OCyIICCTBT JOCTaBKy 

ITpenaparn ITorryqaTerrIO 

3.7. CTopOHbl OCB060)I()],aIOTCH OT OTBeTCTBCHH0CTH 3a II0JIHOC HJI IaCTIH0e HCBBIII0JIHCHe 

o6H3aTeJibCTB no HaCT0HIUeMy )],0f0Bopy, eCJIH 3T0 HeBbITI0JIHeHHe HBHJI0Cb CJie)],CTBHeM 

o6cT051TeJibCTB HenpeO)],OJIHMOH CHJibl BKJIJOqaSJ: HaB0)],HeHHe, no)Kap, 3eMJieTpHCeHHe H )].pyrtte 

CTHXHHHbie 6e)],CTBHH, BOHHY, B0eHHbie ,lJ,eHCTBHH Bcex BH,lJ,OB, 3a6acTOBKY rrepcoHarra, rpa)K,lJ,aHCKHX 

6ecnop51)],KOB, aBapHH Ha TpaHcnopTe, 6rroKa)],bI, 3nH)],eMHH HJIH naH)],eMHH, a paBHo BBCJICHHe 

ynoJIHOMoqeHHbIMH rocy,lJ,apCTBeHHbIMH opraHaMH pe)KHMa nOBbillleHHOH fOT0BH0CTH HJIH HHOfO 

aHarrorHqHoro pe)KHMa CBH3aHHOfO C pttcKaMH HacTynrreHHH o6cTOHTeJibCTB Herrpeo)],OJIHMOH CHJibI, 

a TaKKe IIpHHTe rocy)].apCTBeHHbIMH opraHaMH aKTOB, npenHTCTBYIOJUHX BbITI0JIHeHHIO o6eHMH 

HJIH 0)],HOH H3 CTopOH o6513aTeJibCTB IIO )],aHH0MY )],OfOB0py, H )].pyrHX o6CTOHTeJibCTB, K0TOpbie 

M0ryT nOBJIHHTb Ha BLIII0JIHeHHe 063aTeJILCTB IO HaCTOIIeMy Or0B0py. CTop0Ha, JJI KOTOpott 
BbITIOJIHeHHe o6H3aTeJibCTB CTaJI0 HeB03MO)KHbIM BCJie)],CTBHe HacTynrreHHH o6cTOHTeJibCTB 

HenpeO)],OJIHMOH CHJibI, )],OJI)I(Ha B TeIeHe 3 (TpeX) pa6oux Jueii c M0MeHTa HacTynrreHHH 

yKa3aHHLIX O6CTOTeJILCTB JII06bIM )],0CTYIIHbIM B )],aHHbIX o6cTOHTeJibCTBax cnoco6oM 

yBe)],OMHTb )].pyryIO CTopoHy O Haqarre, 0)KH)],aeM0M cpoKe )],eHCTBI-151 11 rrpeKpameHHH yKa3aHHbIX 
o6cTOHTeJibCTB. EcrrH HeB03M0)KH0CTb IIOJIH0fO HJIH qaCTHqHoro BbITI0JIHeHH51 o6H3aTeJibCTB )],JI51 

0)],HOH H3 CTopOH )],JIHTCH 6orree 1 ( 0)],HOro) MeCHUa, )].pyraH CTopoHa HMeeT npaBO n0JIH0CTblO HJIH 

qacTHqH0 0TKa3aTbCH OT )],0fOB0pa, nHCbMeHH0 H3BeCTB 06 3T0M JpyryIO CTopoy. Ip 3T0M 

CTOpOHbl )],OJI)KHbl rrpoBeCTH neperoB0pbl c uerrbIO 0IeHKH CHTyaIHH H Bbipa6oTKH 

B3aHMOnpHeMJieMbIX pellleHHH. B crryqae eCJIH )],eHCTBHe o6CTOHTeJibCTB HenpeO)],OJIHMOH CHJibl 
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BCEM rocY .lJ:APCTBEHHhIM, MYHI1UI1ITAJihHhIM Yl.JPE)K.1J:EHI15IM 3.lJ:P ABOOXP AHEHI15I I1 OPr AHAM 
I1CITOJIHI1TEJihHOH BJIACTH B C<l>EPE 3.1J:PABOOXPAHEHH5I 

)])1HTC51 MeHee 1 ( OJ1HOrO) MeCIa, CpOKH HCIOJIHCHM 0693aTeJILCTB CTOpOH IIpOJIeBa1OTC Ha 

nepHo;:i: HX ;:i:ei1cTBH51. 

3.8. HH o;:i:Ha H3 cTopoH ;:i:orosopa He snpase ocymecrnrr51Th KaKHe-rrH6o ;:i:ei1cTBH51, 3anpemeHHb1e 

3aKOHO,z::i:aTeJihCTBOM PocCHHCKOH cDe;:i:epaUHH HJIH HHhIM 3aKOHo,z::i:aTeJibCTBOM O npOTHBOJ:J:eHCTBHH 

KoppynUHH, KOTOpoe ;:i:arree COBMCCTHO HMeHyeTC «AHTKOppyIIIHOHHOe 3aKOHOJ:J:aTeJibCTBO» 11 

MOKeT IIpHMeHTLC K KaKO}i-JI6O 0JHOi HJIH o6ettM CTOpOHaM. B ;:i:onorrHeHHe K 

BhillleH3JIO)KeHHOMY HH o;:i:Ha H3 CTOpOH He Bnpase ocymecTBJI51Tb KaKHe-rrH6o nrraTe)KH, npe;:i:rraraTb 

JI IIepeJ1aBaTL KaKHe-JI6O ICHHOCT TOCyJapCTBHHOMy /JI MyHHIIaJIHOMy CJIyKaIIICMy, 

pa60THHKY opraHOB rocy;:i:apcTBeHHOH BJiaCTH, opraHOB MeCTHOro caMoynpasrreHH51, 

TOCyJIapCTBCHHLIX H/JI MyHHIIHIIaJILHIX OpraH3a, KaKOi-JI6O IOJITIecKOi IIapTHH /JI 

KaH;:i:11,z::i:aTy Ha ;:i:omKHOCTh B opraHax rocy;:i:apCTBeHHOH BJiaCTH HJIH MeCTHOro caMoynpasrreHH51, 

JI6O HOMy TpeTLCMy JIHIy, CB3aHHOMy BO cJenIKO, CCJIM 9TO IpHBeJeT K HapyIIIeHHIO 

AHTHKOppynUHOHHOro 3aKOHOJ:J:aTeJibCTBa. 
3 .9. Bee cnopbl HJIH pa3HorrraCH51, BO3HHKaIOmtte no HaCTO51meMy ;:i:orosopy HJIH B CB513H C HHM, 

pa3peruaIOTC51 nyTeM neperosopos . Jo nepenamu cropa Ha pa3perneHHe cy;:i:a cTopoHhI npttMYT MepbI 

K ero yperyrr11poBaHHIO B npeTeH3HOHHOM nop51;:i:Ke. no norryqeHHOH npeTeH3HH CTOpOHa J:J:OJI)KHa 

;:i:an nHCbMeHHhIH OTBeT no cymecrny B cpoK He no3;:i:Hee 10 (;:i:eC51TH) KaJieH;:i:apHbIX ;:i:HeH C ;:i:aTbl ee 

norryqeHH51. B crryqae HeBO3MO)KHOCTH pa3perneHH51 cnopos 11rr11 pa3Horrrac1111 nyTeM rreperosopos, 

OHM IOJJIeKaT pa3peIIeHro ApoTpaKHLIM CyJIOM rOpOJ1a MOCKBL B rrop51;:i:Ke, ycTaHOBJieHHOM 

3aKOHOJaTeJILCTBOM PocciicKoii De)epa. 

5lKyWe4Kl1H8 H.A. 
J].11peKTOp no AOCTyny npenapaTOB Ha pblHOK 

AoeepeHHOCTb NQ 6846 or 10.07.2023 r. 

Ip1oenue N 1 bopMa «AKIeIIT ObepTLD» 
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