
BCEM fOCY ,nAPCTB EHHbJM , MYH11U11nAJibHbIM Y'llPE)I< ,nEH l15IM l1 3,nPABOOXPAHEHIDI 11 

OPfAHAM 11CnOJIH l1TEJibHOH BJIACTl1 B C<l> EPE 3,nPABOOXPAHEH l1 51 

Ipepoeme o 3aKnoenuu poroopa 
B 0TH0WeHIIII 6eJBOJMeJJI.HOii nepeJ1.a•111 JieKapCTBeHH0.-0 npenapaTa /1,JIH Me/1.111.(HHCK0ro np1n1e11e111111 C 

MeXIIyHapo/HL»IM HeIIATeHTOBAHHLIM HAMeHOBaHeM 6pyTo np npuooperemun nerapcrenoro 

npenapara JI MeJIIIHHCKOTO IIpIIMeHHI C MCKIyHapOJIHBIM HeIaTeHTOBaHHLIM HaIIMeHOBaHeM 

116pynrn116 B ueJIHX pacm11pCHIIH /1.0CTyna nau11eHTOB K cospeMeHHOii IIHHOBal(IIOHHOii Tepamm 

11cx. H0Mep NQ 2512-10/23 

r. MocKBa «2 5» ,!\eKa6pl! 2023 ro,!\a 

O6111eCTBO C OTpaHHeHoii 0TBeTTBeHHocTo «JKoncon & JKoHcoI», 1Op/H4ecKoe JIIIO, HaJUICXaIHM 

o6pa30M C03,!\aHHOe H ,!\eHcrny101l1ee B C0OTBCTCTBHH C 3aKOH0,!\8TCJibCTB0M PocCHHCKOH <l>e,!\epauuu, 

Of PH: 1027725022940, MHH: 7725216105, c MeCTOM ttaX0lK,!\eHHl! no a,!\pecy: 121614, r. MocKBa, yn. KpbmaTcKaJI, 

,!\, 17, l<opn. 2, B ne Ten€pantoro peKT0pa Ky3He1opa Maxcma EsreHbCBWla, ,!\CHCTBYIOll..\Cl'O Ha OCH0BaHH 

Ycrnsa (,!\anee - <<JJ:)!WHCOH &: JoHco1»), 

IlPHHHMiUI BO BHHMAHHE, lJTO 

(A) XpoHH'ICCKHH JIHM<jJOJICHKOJ (XJIJI) H JIHM<jJOMa 1-13 MaJiblX JIHMcpOU~ITOB (JIMJI) - 3JIOKa'!eCTBCHHblC 

JIHMcponpom1cpepaTHBllblC Ja6oneBaHl1l!, naTOMopr!>OJIOl'H'!eCKHM cy6cTpaTOM K0TOpblX l!BJll!I0TCJI CD 5+ B 
JlliM(jJOl(HTbl H xapaKTep1ny10ll..\1leCR HaKonnem1eM MaJiblX onyxoneBblX B-KJieTOK B l(OCTHOM MOJre, Kp0BH H 

BTopw1HblX JIHM<l>o11,!\HblX opram1x u TKaHJIX 1. 

(6) Ha xpOHH'ICCKUe JIHMcponpoJ1HcpepaT11BHble Ja6oneBaHUJI npHX0,!\HTCJI 6onee 70% OT ocex BHOBb BblJIBJICHHblX 

cny<1aeB HOB006pa1oean1-1ii JIHM<j>aTH'ICCKOH H Kpoeernopttoi,i TK3HH, cpe,!\H HHX 6oJiblllYIO ,!\0JII0 JallH~lal0T 
HCX0All(KUHCKUe JlliM(pOMbl (JO 112 3aperncTpHpooaHllblX cny'laee o 2020 r.) H Apyrne JIHMcpondiKOJbl, 

npet1CT8BJ1e11111,1e, rnaBHblM o6paJOM, XJJJI (3 833 - JapernCTpttpooaHHblX HOBblX cny'!aeo B 2020 r.)2. XJIJI, KaK 

ece OHI<OJIOrli'ICCKUC 3a6oneoaHHJ1, npH OTCYTCTBHH 8,1\CKBaTHOro JIC'ICHHJI, npHBOJIHT K JIeTaJIH0My HCXOy 
naUHCHTa. 

(B) JIeKapcTBeHHtii npenapaT Ion ToproBLI HaMMeHoaneM HM6pyMxa, MHH 46pyr6 (nanee 

«IlpenapaT» ), JIBJIJICTCJI MO(UHblM HliJK0MOJICKYJIJlpHblM HHrn61nopoM T11p03HHKHH83bl 6pyT011a (TK.6), 
BOBJie'!eHHOH B naTore11eJe pll,1\3 8-KJICTO'IHblX JJIOK8'JeCTBCHHblX HOBOo6paJOB8HHH, DKJII0'Jal! JIHMCjJOMY HJ KJICT0K 

M3HTHHHOH J0Hbl, JlHMcpOMY MapnrnaJibHOH JOHbl, MaKporno6ymrneMHIO BaJib,!\eHCTpeMa, xpOHU'IeCKOH peaI<UHH 
«TpaHcnnaHTaT npoT Xx039Ha» B-KJIeTOIHI XpOHHICKHi JIMbOLMTapHLii JeiiKO3/JIMhOMy H3 ManILX 

nM]Ou4Top°. 

(f) no cpaBHCHHIO c HMCIOll..\HMHCJI Bapf18HTaMH 1epan11H, BKJIIO'l8JI ,!\0CTyntty10 B paMKaX nporpaMMbl B3H, y 
6oJibHblX C XJIJI, B TOM 'IHCJle B cny'lae 11e6naronpHJ1THOro nporttoJa Ja6oneBaHHJI (B '!aCTHOCTH, HeMyT11poBaHHblH 

cTaTyc IGHV, HaJIH'IUJI .!\CJICUHH I 7p / MyTau TP53,), a TaKKe IpH peIUJHAe 3a60/1eBaH, I6pyTH6 
noK83bl88CT 6ecnpeue,!\CHTHble peJyJibT3Tbl. nptt ,!\mlTeJibH0CTH Ha6J110,!\CHf1jJ ,1\0 8 JICT B HCCJie,!\OBaHHli 

RESONATE-2 'lepeJ 7 er BBII cocrneuna 59% .!\JIJI nauucHTOB, nony'laBll!UX tt6pyn-1tt116 no cpaetteHHIO c 9% ,!\JIJI 
nauueHTOB, nony'laBll!HX JlC'ICHHe xnopaM6yu11JIOM. npettMyll..\eCTBO Bon TaKlKe na6m0,!\8JIOC1, y nauueHTOB, 

paH,!\OMHJHp0B3HHblX B rpynne tt6pyTHHH6a H xnopaM6yuttna, C reH0MHb!MH oco6eHHOC'HIMH BblCOK0ro pHCKa. 
O6111a BLIKHBaCM0CTL '!epeJ 7 JieT C0CTaBUJia 78% npH npHMCHCHHH 116pyTUHH6a. O6(UaJI BbllKHBaCMOCTb '!epeJ 7 
JICT COCTaBHJia 78% npu npHMeHCHHH tt6pyTHHH6a. Pacnpoc1paHCHHOCTb HC)l(CJiaTCJlbHblX JIBJICHl1H 

CO0TBCTCTBOBana npe.!\bl.!\Yll..\liM 5-JICTHHM tta6JIIO,!\CHHJIM. CTpH cpoKax na6JIIO,!\CHHJI )-lO 8 JieT 42% naUHCHT0B 

np0.!\0JilKalOT np11H11MaTb H6pyrnHJ-16. ,nonrocpo'!Hbie ,!\aHHblC RESONA TE-2 ,!\eMOHCTp11py10T ycTOH'IHBYIO nonbJY 
npH ne'leHHH XJIJI tt6pyTHHH60M B nepnoH JIHHHU, D TOM 'IHCJie y nauueHTOB C reHOMHblMU oco6eHHOCTJIMH 
DblCOK0ro pHCKa3. B nonynJll.-lHH n0)l(HJlblX nautteHTOB C XJIJI, no n0BO.!\Y KOT0poro panee He npoB0,!\HJI0Cb JlC'lCHHe, 

npH TepanHH tt6pynrntt60M noKa3aTCJlb Bon '!epeJ 2 ro,!\a COCTaBJIJIJI 87 %4• Cornacno PoCCHHCKHM KJIHHH'ICCl<HM 
peKOMCH.!\8UHJIM no ,!\UarHOCTUKe H JIeIeHHHO Xp0HHICCK0T0 JIMpoIHTapHOrO JiK03a/M]OMLI H3 M3Jlb!X 

JIM]o1To, OpyTuH6 BneTc peKoMeHnOBaHHO Tepanei XJJI B nepBoi nHH penuax 3a6oneBaH? . 
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BCEM fOCY,[(APCTBEHHhIM, MYHI11.J;IfilAJihHhIM Yll PE)K,[(EHIDIM I13,[(PABOOXPAHEHIDI I1 

OPfAHAM I1CIIOJIH I1TEJihHOH BJIACTI1 B C<l>EPE 3,[(PABOOXPAHEHIDI 

HACTO.HllJJIM IlPE)],JIAr AET 

mo6b1M rocy .napcTBeHHhIM, MYHHUIUHlllhHhIM yqpe)KJJ,eHHJIM 3.D,paBooxpaHeHHJI H opraHaM HCnOJIHHTeJibHOH BJiaCTH 
B ccpepe 3.D,paBooxpaHeHH.JI H ITOJJ,BeJJ,OMCTBeHHblM HM JIHUaM (.nanee - «A.npecaT IlpemrnmeHHH» HJIH 
«AKuenTaHT») 3aKJI10'1HTh JJ,OroBop B OTHOIIIeHHH 6e3B03Me3JJ,HOH nepet1a'l11 Ilperraparn JJ,JIJI MeJJ,11U11HCKOro 
IIpMMeHeHH C MeKJIyHapOJIHLIM HeIIaTHTOBaHHBIM HaHMeHOBaHeM 6pyTIHHO, TOpTOBLIM HaHMeHOBaHeM 
I1M6pyBI1Ka Kane. 140 Mr N 90, (.nanee - IlpenapaT) B uem1x pacm11peHHJ1 .nocryna naUMeHTOB K coBpeMeHHOH 
H:HHOBaUHOHHOH Tepan1111 C 11CnOJih30BaHHeM JieKapcTBeHHoro Ilpenaparn Ha YCJIOBHJIX Hacrnmuero Ilpe.D,JIO)KeHHJI 
(opepT) (anee «IIpennoaene»): 

1. IlPE)],MET )],OfOBOPA 

B Te'!eHtte 30 t1He11 c JaTBI IOJyYeH OT A[pecaTa IIpe/oxen «AKeIra odepr» no bopMe, 

yTaHOBJIeHHO Ip1oKeHeM No I K HacToIeMy IIpennoxenro, obopMnenHoro Ha ObanHoM 
6J1aHKe H 3aBepeHHOIO IIOJIIIHCBIO yIIOJIHOMOIeHHOrO nwu:a H ne11aThIO A.npecarn Ilpe.D,JIO)KeHHJI (.nanee - 
«AKeIT opepTLD» ), ,[()KOHCOH & ,[()KOHCOH o6JI3yeTCJI nepe.naTb A.npecary Ilpe.D,JIO)KeHHJI 6e3 B311MaHJrn 
onJiaTbl 2 (t1Be) ynaKOBKH Ilpenaparn Ha Ka)KJJ,hle 8 (BOCeMb) ynaKOBOK Ilpenaparn, KOTOpbie 6bIJil1 
ITp1106peTeHbl Ha OCHOBaHHH KOHTpaKrn(-0B ), 3aKJilO'IeHHOro B COOTBeTCTBHH C 3aKOHOJJ,aTeJibCTBOM 0 
KOHTpaKTHOH CHCTeMOH B cqiepe 3aKynoK tlJIJI 06ecne11eHl1JI rocy.napcTBeHHhlX H MYHHI.1,11naJibHhIX tty)!()],, 
HJIH tlOfOBOpa, 3aKJIJO'!eHHOro B COOTBeTCTBHH C 3aKOHOJJ,aTeJibCTBOM O 3aeyITKax TOBapoB, pa6oT, ycnyr 
OTJJ,eJibHhIMH BHJJ,aMH IOPHtlH'IeCKHX JIHU, (.nanee - «KOHTpaKT» ), C JJ,aTOM npoBeJJ,eHHJI ayKUHOHa(-0B) B 
31eKTpOHHOi popMe JI JaTOi 3aKJIHOYeHA KOHTpaKTa C eJJ,HHCTBeHHblM nOCTaBIU11KOM (B cnyqaJIX, 
npe.nycMOTPeHHbIX 3aKOHOJJ,aTeJihCTBOM) B nepHOtl c 1 J1HBapJ1 2023 _ ro.na 11 no 31 t1eKa6pJ1 2024 _ ro.na npH 
co6mo.neHHH OJJ,Horo 113 CJieJJ,yIOIUHX ycJIOBHH: 

- l1penapaT 6hrn np1106peTeH A.npecaTOM Ilpet1JIO)KeH1rn B Ka'Iecrne 3aKa3'lHKa Ha OCHOBaHHH KOHTpaKTa(- 
0B ); 

- IlpenapaT 6brn np11 o6peTeH 3aKa3'111KOM Ha OCHOBaHM KOHTpaKTa(-OB), KOTOpOMy ApecaT Ipe/J10KeH9 
IIOJIBJIOMCTBeHeH; 

- IlpenapaT 6Ju npuoopeTeH 3aKa3KoM Ha OCHOBaH KOHTpaKTa(-OB), KOTOpLI IIOJBeJOMCTBeHeH 
Anpecary IIpe/oKeH; 

- A.npecaTOM l1pet1JIO)KeHHJI JIBJIJleTCll opraHH3aUHJI, Jl"BJIJIIOIUallCJI nonyqaTeJieM Ilpenaparn Ha OCHOBaHHH 
KOHTpaKTa(-OB); 

- At1pecaToM l1pet1JIO)KeHHJ1 J1BJIJ1eTcJ1 3aKa3'1HK ycnyrn no 06ecne11eHHIO A.npecarn Ilpet1JIO)KeHHJ1 
IlpenapaTOM B COOTBeTCTBYIOIUeM pernoHe; 

- At1pecaTOM l1pet1JIO)KeHHJ1 JIBJIJleTCJI" opraHH3aUHJI, no.nBeJJ,OMCTBeHHaJI JIHuy, KOTOpoe 3aKa3hJBaeT ycnyry 
no ero o6ecne'leHHIO/nopyiiaeT 06ecrre11HTh ero l1penapaToM B coorneTcrnyiomeM per110He. 

IlpH 3TOM AKUeIITbI ocpepTbl 110 KOHTpaKTaM C JJ,aTOH npoBeJJ,eHHJI ayKUMOHa(-oB) B 3JIeKTpOHHO b0pMe n JaTO 
3aKJIIO'IeHHll KOHtpaKTa C et111HCTBeHHbJM nocTaBIUHKOM (B cnyqaJIX, npe.nycMOTpeHHbIX 3aKOHOJJ,aTeJihCTBOM) B 
nep110.n c 1 HHBapH 2023 _ ro.na 11 no 31 t1eKa6pJ1 2023 _ ro.na MoryT 6hITh npH:HJIThI .no 20 HIOJIJI 2024 ro.na. 
AKIeIITL OpepTLI no KOHTpaKTaM C JJ,aTOM npoBeJJ,eHHJI" ayKUHOHa(-0B) B 3JieKTpOHHOM Q)OpMe HJIH JJ,aTOM 
3aKJilO'IeHHJl KOHTPaKTa C et111HCTBeHHbJM nOCTaBIUHKOM (B CJIY'IaJIX, npe.nycMOTpeHHbIX 3aKOHOJJ,aTeJihCTBOM) B 
rrep110.n C 1 JIHBapll 2024 _ rona H 110 31 JJ,eKa6pll 2024 - ro.na MoryT 6hITh npHHJIThI B TeIeHe BCerO cpoKa .nettCTBHll 
HaCTOHIUero Ilpet1JIO)KeHHll, )'l<a3aHHOro B 11.3.5. 

B cnyuae ecn HeCKOJihKO JIHU MoryT COOTBeTCTBOBaTh YCJIOBHJIM HacToerO IIpe/JI0KeH Ha I1paBO IIOJIyHIeHH 
IIpenapara, AnpecaToM IIpe/oKeH no cooTBeTcTByIOIeMy KoHTpaKTy(-aM) Ha np6peTeHe IIpenapara, 
MO)KeT 6b!Th TOJihKO OJJ,HO JIHUO, ITepBoe HanpaBHBIIIee AKuenT ocpepTbl. 

110.nrnep)K.D,eHHeM 3aKmo11eHHJ1 rocyt1apcTBeHHOro KOHTpaKTa llBJIJl"IOTCJI CBeJJ,eHHll 113 peecTpa KOHTpaKTOB, 
3aKJilO'!eHHhIX rocy.napcTBeHHhIMH 3aKa3KaMH, pa3MeIIICHHOTO B €JIHHO HHbOpMaIIHOHHO} CHICTeMe B ccpepe 
3aKyIIOK, B BHIIe yKa3aH peKB3HTOB 3aKyIIKH B AKIeIITe Ob€pTBI, JI6O IIyTeM IIpeJIOCTaBJIeH KOnHH 
3aKJI10'IeHHOro(-hIX) KOHTpaKrn(-0B) (B '!aCTH tlOfOBOpOB, 3aKJIIO'IeHHblX B COOTBeTCTBHH C 3aKOHOJJ,aTeJihCTBOM 0 
3aKyIIKaX TOBapOB, pa6oT, ycnyr OTJ:IeJibHhIMH BHJJ,aMH IOpHt1H'IeCKHX JIHU, a TaKKe KOHTpaKTOB, CBeJJ,eHHJI O KOTOpbIX 
He pa3MeIUaJOTCJI B peeCTpe KOHTpaKTOB, 3aKJilO'IeHHhIX 3aKa3'1HKaMH). 

8 cny11ae, ecJTII YCJIOBHJl"MH KOHTpaKTa npe.nycMOTpeHa nocTaBKa l1penaparn no 3aHBKaM 3aKa3'IHKa ITO KOHTpaKry( 
aM), 0613aHHOcTL JKOHcOH & JOHcOH 06ecneuuTL nepenay ApecaTy Ipe/1oKeH Ju6o yKa3aHH0My M 
Tpy30nonyuaTeno 6e3 B3MMaH .nononHHTeJibHOM onnaThI no 2 (JJ,Be) ynaKOBKH 11penaparn Ha Ka)KJJ,hie 8 (BoceMh) 
ynaKOBOK, Jl"BHBIIIHXCJI o6'heKTOM 3aKynKH no KOHTpaKTY, B03HHKaeT C JJ,aThl HanpaBJieHHJI 3aKa3'111KOM ITO 
KOHTpaKry(-aM), nOCTaBIUHKy 3MBKH (3al!"BOK) Ha nocTaBKy COOTBeTCTBYIOIUero KOJIH'Iecrna ynaKOBOK Ilpenaparn 
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BCEM roCYAAPCTB EHHblM , MYH l1~11 rIAJibHbIM Y9PE)KAEH l1JIM 113APABOOXPAHEHIDI 11 
OPfAHAM 11CrIOJIHI1TEJibHOM BJIACTM B C<!)EPE 3APABOOXPAHEHIDI 

no 33KJ1IO'ICHHOMY KOHTpaI<Ty. rio,11rneplK,IICHHCM HanpaBJJCHHJI 3aJIBKH (3aJIBOK) Ha l10CTaBKY npenaparn JIBJJJICTCJI 
ypenoMneHe, HanpaBneHHOe A[pecaTOM IpcnroKeHa B ][koHcon & JKoHcon, o nonaue 3a9BK (3a90K) Ha 

nocrneKy [lpenaparn. 

B cnyuae, Ccn ycJIOBHIIMH KOHTpaI<Ta npe)lyCMOTpeHa no3TanHal! nOCTaBKa ITpenaparn B cpOKH, onpC,IICJJCHHble 

KaJIeHJapHLIM IIaHOM nIO 3aKJIHOICHHOMy KOHTpaKTy, 0693aHHocT J[Koncon & Jxoncon o6ecneur nepenay 
AnpecaTy Ipe/noeH Joo yKa3aHHOMy HM Tpy30IO/Iy4aTen1O 6e3 B3IMaHI JOIIOJIHHTenLHOi OIaTL nO 2 (q1BC) 

ynaKOBKII ITpenaparn Ha KaJl(,llblC 8 (BOCCMb) ynaKOBOK, JIBHBIJJHXCII o6beKTOM 3aKynKH no KOHTpaKTY, B03HHKaeT C 

)18Tbl <jlaKTH'ICCKOH 110CTaBKl1 nocTaBll.\HKOM K0Jlli'ICCTBa ynaKOBOK, COOTBCTCTBYIOll.\CfO I<aJJeH)lapHOMY nnaHy no 
38KJJIO'ICHH0MY K0HTpaKTy, npenaparn 3aKa3'1HKY no I<OBTpaKTy(-aM). TTO.!ITBeplK)ICHHCM cjJaKTH'lCCKOH nocrnBKH 
ITpenapara, B COOTBCTCTBHH C K8JlCH,11apHblM nnaH0M no 38KJIIO'ICHHOMY K0HTpaKTY, JIBJJHCTCII yee)IOMJJCHHC, 

HanpaBJJCHH0C A,11pccaTOM [lpe,!IJJOlKCHl1R B All<OHCOH & ,A>KOHCOII, 0 nony•1eH11H ITpenaparn. 

AJ1pecaT ripe,!IJJOll<CHHII ofonycTC!I 11cn0J1b3088Tb nony'ICHHblC no HaCTOHll.\CMY ripe,11JIOlKCHHIO TTpenapaTbl no HX 
H83Ha'ICHHIO, a HMCHH0 ,[\Jlll 0Ka3aIIHII MC,llHUHHCKOH noM0ll.\H nauueHTaM C n0,[\TBCJ)ll(,[\CHHblMH ,1111arH03aM11: 
Xp0HHIeCK JIM]OITapHLI JeiKO3/IM]OMa I3 Man1EX JIMMOHTOB, MaHTnOKJIeT9Ha JtMpOMa; 

MaKporno6ynHeMa BanneucrpeMa; nMb0Ma MapFHHanILHO 30HI, Xp0HHIeCKa pCaKIU «TpaHcnnaHTaT 

nponrn X0311HHa, - KOTOJlblM B ycrnHOB/ICHHOM nopll,llKC no lKll3HCHHblM nOK838Hl1llM Ha3Ha'ICHa Tepanttll 

IIpenaparoM. 

CoeoKyllHOCTb flpe,llJJO)l(Cml/1 (ocjlepn1) H AKuenrn ocpepTbl npCACTaBJllllOT co6oi-i .Qoroeop, no !Opl·l,[\11'1CCKOH 

np11po,11e jJBJJIIIOll.\11flCJl 110ll<CIHB0BaHHCM, 11 K I<0TopoMy np11MCHIIIOTCII H0J)Mbl CTaTbH 582 rK P<!). 

2. Olill\ME YCJIOBM$1 

2.1. nony•rnTCJlCM ITpenaparn (.!laJICC - «Tiony•IaTeJlb))) M0lKCT 6bITb KaK A,!1pecaT flpCAJlOJl(CHHII, TaI< yKa3aHHOe 

HM 11H0C IOPHAH'ICCK0C Jll1U0, HMCIOll.\CC npaeo OCYll.\CCTBJJIITb MC,IIHUHHCKYIO 11 1l>apMaueBTH'ICCKYIO ,[\CIITCJlbHOCTb B 
C0OTBCTCTBl1H C Tpe6oeaHHIIMH ACHCTBYIOll.lCl'O 3aI<0H0,!\aTCJlbCTBa PocCHHCKOH <!)e)lepaum, 11 HMCIOll_\Ce 

qeiCTByIOIIyIO JIICH3MIO Ha 0CyIIICCTBICHHe MCIIHcKOi bapMa€BT4ecKo IeTenHoCT yKa3aHeM 

a,!lpeca cj>al<TH'ICCl(OH ,!I0CT3BKH Ilpenaparn .. 

2.2. A.upecaT Tipe,!IJJOll<CHIUl ttaripaBJIHCT B a,[\pec ,All<OHCOH & ,iJ.lKOHCOII AKUC11T ocjJepTbl flpenaparn no c\>opMe, 

yCTaHOBJIeHHO Ip1n1oxeneM Ne I K nacroeMy IIpennoKeHo. BMecTe C AKICITOM Op€pI! npenocTaB191OTC 
TaKKe CJICJIIOIIIHe JOKyMCHTL, 3aBCpCHHLC I0JIIIHCLIO yIIOJIHOM0IeHH0TO Jllll.la H ne•IaTblO A.upecarn 

IIpc/0CHI (IHI6O B I0pJUe, IpCIyCM0TpCHHOM n.2.S. HaCTOJlll.\CfO flpe,!IJJOlKCH11ll): 

2.2.1 KapTO'!Ka OptIecK0r0 nIa A.11pecarn ITpe,IIJJOlKCHlill (cj>OpMa np,rnaraeTCll). 
2.2.2 Komm ,[\0BepeHH0CTII Ha 110JIY'ICHHC TTpenaparn C yKa3aHHCM yIIOJH0MOICHH0TO JIHLa JOO BIIHCKa 

H3 npHKa'.la 0 Ha3Ha'!CHIIH ynOJJIIOM0'ICHH0ro m1ua Ha COOTBCTCTBY!Oll.\YIO ,[\0Jlll<H0CTb. 

8 HCKJ110'111TCJlbHblX CJ1y'!a11x C cornac1rn ,All<OHCOH & ,AlKOHCOH ,11onycI<aCTCJl npe,110CTaBJ1CHHe KOnHH 

,[\0BCJ)CHHOCTH, 3aeepCHHOH 110,[11111Cbl0 ynoJJH0MO'!emIOro JJHUa. 

2.3. nepe.ua•ia flpenaparn OCYll.\CCTBJlHCTCn CfIJlaMH 3a CIeT )J.ll<OHCOH & All<OHCOH, Ha ycJJ0BHJlX ,IIOCTaBKl1 )10 
nony'laTCJJJl. AApec ,II0CT3BKH Ilpenaparn ,[\0n>KCH BX0,UHTb B nepe'!CHb aJ1pecoe MCCT 0CYll.\CCTBJICHHR 
,IIC/ITCJlbll0CTH, BHCCCHHblX B CHCTCMY M0HHT0pHHra yKa3aHHLX B Jll1UCH3HJIX Ha ¢apMaUCBTH'ICCKYIO 

JerenHocT.Darr nepenau Ipenapara nonBepnaeTca nonnucaueM HaKnanHOi no cjJopMC N2 M-15 H aKTa 
MCJl(AY ,AlKOHCOH & ,All<OHCOH 11 yn0JJH0M0'ICHHblM npeACT8Bl1TCJ1CM ITony'laTCJJJI B 3 (Tpex) 3K3CMl1JJHpax, OAHH H1 

K0TOf)blX ocrneTCII y nony'laTCll!I, BTOpoi-i nepe,[\aCTCH )].ll<OHCOH & ,AlKOHCOH, TpeTHH - A)lpecaTy flpeAJJOlKCHHII, 
CCJ111 HC OH HBJJIICTCH <jlaKTl1'1CCKHM nony'!aTCJJCM flpenaparn. YnoJJH0M0'ICHH0C JJHUO n0/\nl1CbIBaeT Ha1<J18.UHYJO 

/JIH aKT C np0CTaBJlCHHCM co6cTBeHHOPY'IHO 110,[\llliCH H pacUJncj>poeKOH <jlaM11JlHH H HMCHH. 
2.4. AApecaT Tipe,!1/IOll<CHl1!1 ,IIOJllKCH 06ecne•1HTb npHCMKY nepe,!lallaCMOf0 npenapara ynoJIHOM0'ICHHblM Ha 

0CH0BaHHH ,[\0BepeHH0CTH HJJH npHKa'.la JJHU0M no K0J111'1CCTBY H Ka'!ecrny Ha npe,IIMCT C00TBCTCTBHJl KOJlli'ICCTlla, 
K8'1CCTBa B '18CTH BHAl1Mb1X HC,!IOCTaTK0B, HaJ111lJH)I noepelK,[\CH11H TpattcnopTHblX MCCT, a TaKll(C B COOTBCTCTBl111 co 

CJJCAYIOll.\11MH ycJJ0BHRMH: 

2.4.1. ,AocrneKa ITpenaparn OT ,AlKOHCOH & ,All<OHCOH K nony'laTCJllO M0)l(CT 0CYll.\CCTBJJJITbCII 

Aernpec\>pHlKepaTOpOM HJ111 B03AYlllHblM TpaHcnopTOM. 

2.4.2. Bce Aropeppeparop1, nocTanOe IIpenapar, 060py/0an TepMoperucrparopaM/ 
caMom1cuaMH. ITpH npHCMKC flpenapaTa, 80,[\HTCJlb AsropecppttlKeparnpa CHHMaCT IeK CaM0IIHCIa H 
nepenaer ero npencraBreno Ilonyuarem. ApecaT Ilpe,IIJJ0lKCHHH ,IIOJJJl(CH 03HaK0MHTbC!I C ,11aHHblMH Ha 

'ICKC H np0BCCTH npoeepKy ycJJOBl1H nepCB03K11 Ha C0OTBCTCTBHC rpe6yeMOMY TeMnepaTypH0MY pelKHMy. 
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BCEM rocy ,ll;APCTBEHHbIM, MYHHI.-lHnAJibHblM YYPE)K,ll;EHI15IMH 3JPABOOXPAHEH H 

OPfAHAM HCnOJIHHTEJibHOH BJIACTl1 B CcJJEPE 3,ll;PABOOXPAHEHI15I 

B cnyuae ecn IIpenapaT conp0BoJaerc» TepMonaTKoM (TT) (B cyae 1CI10n1B3OBaHH 

TepMOKOHTeiiHepoB), nony'larenb IIJIII ynoJIH0M0'IeHH0e IIM mn-10 Ha OCH0BaHIIII .!I0BepeHHOCTII 
OCTaHaamrnaeT TT H C'lHTbIBaeT n0K838HHll C Hero BO epeM!I npHCMKH npenaparn (HHCTpYKUH!I no 

OCTaH0BKe II C'lHTbIBaHHIO noKa3aHHH C TT HaXO)lHTCH B TepMOKOHTCHHepe). 

2.4.3. ,ll;ocraBKa npenapara B03JlYWHbIM Tpa11cnopTOM ocymecTBflllCTCll B TCpMOKOHTCHHepax. 8 Ka)l(J].OM 

TepMOKOHTCHHepe H8X0JlHTCll ) (0Jl11H) TT. 

2.4.4. PacnaKOBKY 11 npooepKy npenapara, ynaK0BaHH0fO B TCpMOl<OHTCHHep, nony'laTCflb JlOfl)l(CH np0113B0JlllTb 
npH TCMnepaType, COOTBeTCTBYIOJ..UCH Tpe60B8HHHM TCMncpaTypHoro pe)l(HMa xpaHeHHll npenaparn. nocne 
pacnaKOBl<H TepM0KOHTeiiHepa l1ony•rnTenb Jl0flll(eH H3BflC'lb TT H3 TepMOKOHTeHHepa H He3aMC.[lflHTCflbH0 

OCTaH0BHTb cro. 

2.4.5. B Cny4ae BLIBJIHH OTKJOHeHii OT HCO6XOJIIMOro TeMnepaTypH0r0 pcIMa, IIOnyaTen IpHHMaeT 
IpenapaT B KapaHTuu B Teuene I (01Hor0) pa6ouero nH c nar OJyYcH Ipenapara yBe[0Mn1eT 

,ll;)l(OHCOH & ,ll;ll<OHCOH 0 BblllBJleHHblX TeMnepm·ypHblX 0Tl<n0HCHJUIX, nyTeM HanpasneHHll CMY no 

:ineKT!)OHH0H no•1Te Jl8HHblX, CWITblX C TT. 

2.4.6. ,ll;)l(OHCOH & ,ll;)l(OHCOH npHHHM8CT pewemte O B03~10)1(H0CTH Jl8JlbHCHWero Hcnonb30B811Hll 11penapaTa H 

uHbopMpyer Apecara Ipe/oxen/HonyuaTen no 3JeKTpoHHoii no4re o npHHToM peIeH B cpoK 

He 6onee 30 (TPHJlU8TI1) KanCHJlapHblX JlHCH. 

2.4.7. np11eMKa np0113B0JlHTC!I flony'laTCJlCM B TC'ICHJ.IC I (OAHOro) pa6o'lero JlHll C M0MCHTa ncpCJl8'1H npenaparn 

no aKry npeMa-I€peJaIH HJ HaKnaJHOi. 

2.4.8. ripH o6Hapy)l(CHHH mo6oro BHJ].a 6paKa nony•IaTCJlb HC38MCJlflHTenbH0 B TC'ICHHC I (OJlHOro) pa6o•tero JlHll 

C M0MCHT8 0611apy)l(CHll!I HHcpopMttpyeT ,ll.ll<OHCOI-1 & ,ll;ll(OI-ICOI-111 Hanpaenl!CT B a,upcc ,ll.)l(OHCOH & ,ll.)KOHCOH 
CJICIyBOIi naKCT J0KyMCHT0B IO 9nIeKTpOHHO II0VTe, a opHrt1Hanbt no a,upecy 121614, r. MocKea, yn. 

Kpb1J18TCK8!1, ,U. 17, K0pn. 2: 
I) 3aoepeHH8ll nony'laTeneM K0nt1!1 HaKna)lH0H (M-15) 11 3aBCpeHna HonyuaTeneM Kon aKTa npHeMa 

Iepea c nO,tnt1CblO ynoHH0M0'leHHoro npCI\CT8BHTe/lff TTony•IaTCflll. 
2) AKT 0 BblffB/lCHHblX HCC00TBCTCTBIUIX TOPf-2 11/IH .!I0KYMCHT ocpopMJICHHblH cornaCH0 BHYTPCHHIHI 

Tpe60B8HHJIM nony'laTC/lll. AKT HnH ,U0KYMCHT )10/lll<Hbl 6btTh B o6H3aTenbHOM nopJIJlKC no.nnHC8llbl 
yI0JIH0M0ICHHBIMH JIIaMH CO crnpoHbl riony'laTCJlll 11 flHLl0M, ocylUeCTBillHOI.UHM ,ll;ocTaBKY 

IIpenapara co cr0pon J[Koncon & JKoHcoH (np 06HapyKcHu 6paKa BO BpCM IepenaII 
TTpenaparn TTony'laTemo), a T8K ){(C, Ha AKTe III J0KyMeHTe OpOpMneHHoM Corna€Ho BHyTpeHHHM 

Tpe6oeaH1111M nony'laTCJI!I ,!l0Jl)l(ll8 B o6!138TCflbHOM nopJII\Ke CTOJlTb ne•IaTb TTony'laTeJJH. 
3) Cl>oTOrpacjmH 6pa1<a / HeCOOTBeTCTBHH C YKH38HIICM )laTbl H MeCTa CbeMKH. cJJ0Torpacj>m1 ,[{0fl)l(Hbl 6bITb 

'lCTKHMH. <l>oTorparjmH Tpa11cnopn1oro MeCTa (nannern, KOpo6) I\OJI)l(Hbl C00TBCTCTB0B8Tb 

CJeJyHOHM Tpe6OBaHM: 06a bororpabi, bororpap1 HoMcpa TpaHcnopruoro MecTa 
(crnKepa), cjJOTOrpacjm» ca~10ro 6paKa / HCC00TBCTCTBHH. <Dornrpacjnm HIII\Hm1.nyanbHblX ynaK0B0K 

,!10/l)f(Hbl C00TBCTCTB0B8Tb cne11y10lUIIM Tpe6onaHHllM: cj>ornrpacj>1111 ynaK0B0K C H83B8Hl1CM 
TTpenaparn, cj>ororpac}:>1111 c y1<a3aHHCM cep1111 npcnaparn, cjiororpacj>1111 caMoro 6paKa / 

HCC00TBCTCTBHH. 
4) ,ll.at1Hbte c TepM0J:taT'Il1K0B / caMomtcuee (e cny•iae Hapywcmrn TeMnepaTyp11oro pelK11Ma npt-t 

TpaHcnopTHp0BKC ). 
2.4.9. )].ll(OHCOH & J[oHco 0693ye1C pacCM0TpTL IIpCTCH3MIO Tony9aTen B TC'lCHHe 30 (Tp11JJ.uarn) 

KaneH11apHblX I\HCft C M0MCHT8 nony'lCHHll rl0JIHOro K0MIIJICl(T8 H8J].JIC)l(aJ..Ue ocj>opMllCHHb[X I\0KYMCHT0B, 
y1<a38HHblX B n. 2.4.8, H HanpaBHTb 11ony'laTemo npeAH0ll(CHflll no ee yperyn11p0B8HHIO B cpoK, 

cornacoaa1111b1i1 CTopoHaM11. 

2.5. CTOpOHbl J].0fOB0pHHHCb, 'lT0 AKLlCnT ocj1cpTbl, n106b1e HHblC npHJI0)l(CHIUI HJll1 ,tononHHTeJJbHbie 

cornaWCHHll K TTpe)l/lOll(eHHIO H AKuenry ocjiepTbl, !IBfllllOJ..UHCCll HX HCOTbCM/lCMOi:l 'l8CTblO, B TOM 'lHC/le 
J).0KYMCHTbl, yKa3aHHblC B n.2.2. HaCTOHIUero npel\Jl0)1(CHl1ll, a T8K)l(C 8KTbl np11fa-ta-nepeJJ.a'lt1, HaKJI8J].llbte, 0T'lCTbl 

06 HCn0flb30B8Hl1II (CC/111 npHMCHIIMO) H 11HblC I\0KYMCHTbl (.nanee -- ,ll;oKyMeHTbt) M0fYT 6b!Tb no,tn11caHbl B 
:lJICKTJJOHHOi:l cj>opMe B B11)].C :ineKTp0HHblX I\0KYMCHTOB C 11cn0Jib3088HHCM CTOJlOHaMH ycnneHHOi:l 

KBaJIHIHpOBaHHO 3JI€KTp0HHO I0JIHCM (JanIee -- KOII), KaK 0na openeneHa B n. 4 CT. S B n0pKe n.I 
CT.6 cJJ3 P<l:J OT 06.04.2011 N2 63-cJJ3 «06 3JlCKTpOH1IOH 00)].IIHCH». 

2.5.1. ,ll;oJCyMCHTbl, n0Jlnt1C8HHbIC YK3n, np113H3IOTCH AOKYMCHT8Ml1, paBH03H8'lHblMH J].0KyMeHTaM 118 
6yMaKHOM H0CHTCIC, II0JIHIHCaHHLIMI CO6CTBCHHOpyIHO I0JIHCBtO H Op0JaeT JI CTOpOH aHaJI0THIHBIe npaBa 

H o6H3aHHOCTl1. 

2.5.2. ,ll;OKYMCHTbl, KOT0pblMH o6MeHHB8IOTCH CTopoHbt, 3aBepHIOTC!I YK3n H81\JIC)l(8J..UHM o6pa30M 

ynonH0M0'lCHH0fO n11ua OTnpaBHTCJUI ,ll.oKyMeHTa. Kall(I\OC ynoJJH0M0'ICHH0C mtuo l\0fl)l(H0 HMCTb co6CTBCHHYIO 
yK)II, IoTBepJeHHyIO CepTH]HKaTOM yI0CTOBCpHOIeTO ICHTpa, H J0BCpCHH0CTLB, IOJITBepXJaIOIyIO 

nonH0M0'lllll 3T0f0 m1ua, ocjiopMllCHHYIO CTopottoi:l B ycTaH0BflCHH0M nop11111<e. 
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BCEM f'OCYAAPCTB EHHbJM , MYH11U11 IlA J1bHblM Yl!PE)l{AEH1151 M I1 3APABOOXPAHEHWI 11 

OPfAHAM 11CJlO J1H I1TEJ1bHOH BJ1ACTI1 B C<l> EPE 3APABOOXPAHEH1151 

2.5.3. neKTpOHHLi JOKyMeHT CIHTaeTC HCXO.!llllUHM or CropOHbl, ecnH OH no.11n11caH YK3TI, np11Ha.!lJJC)l(8U\eH 
CTopone, H JaHi JOKyMeHr 6 HanpaBnen TaKM CroponaM uepe3 coorBeTcTByIOerO onepaT0pa 

JJJeKTp0HH0ro .!l0KYMCHT006opora no TeneK0MMYHHKaUH0HHblM KaHanaM CBH3H. 

2.5.4. B cny,iae TCXHH'-ICCK0ro c6oll BHyTpeHHHX CHCTeM mo6oi1 113 CropOH, c6o,ix Ha crop0HC oneparopa 
JJJeKrpoHHOro .!lOKYMCHT006oporn, a paeHO B CBll3H C .!lCHCTBIVIMH o6CTOl!TCJJbCTB 11enpeo.11on11Moii CHJJbl CropOHbl, 

nei(cry po6po0Be€THO, 0693aHLI He3aMIUIHTCILH0, B Cp0K He IO3Hee OHOTO paOICrO IIH, HH[0pMHp0BaTB 

.11pyr .11pyra 0 HCB03M0XKH0CT O6MCHa J0KyMCHTaMH B JJJeKrp0HH0M BH.!lC, no.11nucaHHblMH YK3Il. 

2.5.5. TipH HCn0JJb30B8Hl1H YK3ll CropOHbl o6H38Hbl: 

06ecnCYJ1BaTb KOHcjlH.!lCHUHaJJbHOCTb KJJIO'ICH YK3TI, B YaCTH0CTH HC .11onycKaTb HCn0JJb30B8HHC 
IIpHHa JUICaIIUX HM KnIHOqeii VK)II 6e3 HX C0rnaCI; 

HC3aMC.!lJJHTeJJbH0, HO, B mo60M cnyyae B cpoK, He n03.!lHCC 0.!lHOro pa6otJero .Ill-Ill. yee)lOMJJllTb CTopoHy, 

yJ0CTOBCp9HOM 1CHTp, BBJaBI ccpTpuKar KnHOIa nIp0BepK 3n1eKTpOHHOi II0JIIHC, O Hapy1ICHHH 
KOHcjll1JlCHUH8JJbHOCTH KJJIOYa YK3Il C M0MCHTa nony<ICHlill 1rncjiopMau1111 0 raKOM Hapyrnemm; 

HC HCnOJJb30BaTb YK3TI npH HaJJH'-IHH OCH0B8HHH nonararb, 4T0 ee KOHcjlH.!lCHUHaJJbHOCTb HapyweHa; 

11cnonh1oeaTb .!lllll c03.11att1111 11 npoeepKH YK3TI, co3.11a1nrn KnlOYeii YK3TI H ceprncjmKaroe npoecp1m 

KnIO'Ia YK3TI cpe.11crea, nonyYHBWIIC no.11recp)l(.!leHHC C00TBCTCTBIUI Tpe6oeaHHllM, ycraHOBJJCllllblM e 
C0OTBCTCTBH c D3 «O6 3J1eKTpOHHO II0IIIIHCI». 

2.5.6. YK3fl npmuaercll .11eiiCTBl·ITCJJbHOH .110 rex nop, noKa pclllCHIICM cy.11a HC ycraH0BJJeH0 HH0C. 

2.5.7. BcraneH nOJIyIeHe JoKyMcHTOB nO reneKOMMYHHKaUHOHHblM K8H3JJ3M CBl13H MOll(eT 

ocyu\CCTBJJl!TbCll 4epe3 0.!lHOro HJJH HCCK0JJbKl1X onepaT0poe JJlCl<TpOHHOro L\OKYMCHTOo6opoTa. 

2.5.8. 3neKipOHHbIH .!l0KYMCHT CYHTaeTCll nonyYcHHblM 0,!\HOH 113 C-ropoH, CCJJH CH nocrym1110 cooreeTcrey10mee 

110/\THCP)l(ACHliC oneparopa JJJCKrpoHH0ro AOKYMCIIT006opora, npH H3JJH'IHH 113BCll\CHHll ApyroH CropOHbl 0 
nony<IeHHH JJ:oKyMCHra, no.11n11caHHOro YK3TI 0)lHOH H3 CropoH H no.11rnep)l(JlCHHOro oneparopoM 3JJCKTp0HHOro 

AOI<yMeHroo6oporn. 

2.5.9. CropOHbl o6ecnCYHB3l0T xpauem1e JJ:oKyMCHTOB, nOAn11C8HHbIX YK3Jl COBMeCTH0 C npHMCHllBWHMC!I .!lllll 

]opMp0BaH VKOII yKa3aHHIX J0KyMCHT0B CCpT]HKaTOM KJIHOIa IIp0BCpKH IOIIIIHCH B TeueHe Cp0Ka, 
ycT3H0BJieHHOro .!lJl!I xpaHCHHll TaKHX )l0KYMCHTOB. 

2.5.10. CropOHbl caMOCTOllTCJlbHO o6ecne'IJ!BalOT ycraHoKy, HacTpoiKy 3KcnnyaraIto cpencr VK)II n 
CO0TBeTCTBHH C Tpe6oeaHHllMH )lCHCTBYIOlUCfO 38KOHO.!l8TCJJbCTBa H pernaMCHT0M COOTBCTCTBYIOll\CfO 

Y.!lOCTOBCplllOU(CfO UCHTpa H oneparopa JJlCKipOHIIOro )lOKYMCHT006opora. 

2.5.11. CTOp0HI IOJTBCpKJABOT, TO CaM0CTOTenIH0 BSpa(OT ce6e oneparopa )JJCKTpOHHOfO 

.!lOI<yMeHT006oporn, H npOH3BO)lllT n0.!lKJJI0'ICIIHC, ycrnHOBKY H o6ecne•meaI-OT pa60TOCnoco6HOCTb CpCACTB H 
KaHaJ1OB CBI3H, IIpOrpaMMHOrO 06cneJeHI, a TaKe cpenTB KpMITOrpa]MuecKOii 3aT HbopMa1H, 
Heo6xo.11HMblX )lllll n0,UKJJIOYeHH!I, co6CTBCHHblMH Cl1113MH H cpC.!lCTBaMH. 

2.5.12. Ka)l()l8!1 H3 CropoH caMOCTOllTCJlbHO nnarHr 33 HCXO)l!lll\HC OT Hee )lOKYMCHTbl. 

3. IIPOIE IIOJIOKEHM 
3.1. Jo1con & J[Kocon u Anpecar IpenoKeH np3HatoT H cOrnatu1at0Tc9, T0 n1HO6Oe B3aHMOIeiiCTBHe 
yKa3aHHblX JJHL\ B paMK8X H3CT0lllUCfO Tipe.11110)l(CHH!I He o6H3bIBaer A.11pecara TTpe.!lJJOlKCHHll HH B KOCH Mepe 

np1106peraTb, HCnOJJb3088Tb, peKOMCH.!lOBaTb HJJH o6ecne•meaTb B03MOlKHOCTb HCfiOJ1b30BaHHll KaKHX-JJH6o 
npenaparoe .ll:)l(OHCOH & A)l(OHCOH, HC HanpaBJICH0 Ha KaKOe-m160 orpaH1l4CHl1C KOHKypeHUHH HJJH npe.11ocraBJJCHIIC 
npeHMyll\eCTB B COOTBeTCTBI111 C )lCHCTBYIOll\HM 38KOHO)l3TCJJbCTB0M P<l> H B npe.11eJiax K0MflCTCHUHH yKa3aHHblX 

JJHU. 

3.2. A,upecaT Tipe.1111olKCHHll HaCTOHU\HM npe.11ocrae11ner AlKOHCOH & All<OHCOH 3aeepe1111e, HMC!OlUCC Jlllll JJ:)l(OHCOH 
& A)l(OHCOH cymecreeHH0C 311a•1e1111e, 0 TOM, lJTQ TTpenapaT 6y.11er HCl10JJb30B3TbCll CTporo no H33H84CHHIO H B 

C0OTBCTCTBHH C Tpe6OBaHHMM JeiCTByIOIICrO 3aK0HOIaTeJILcTBa PoccicKoii benepaH. 

3.3. JJ:lKOHCOH & .ll:)l(OHCOH H AApecaT Tipe.1111o)l(CHHll o6ll3YIOTCll B3aHMHO co6JJIO)l3Tb rpe60B8HIVI 

38I<0HO)l3TCJJbCTB3 B ccpepe npoTHBOeiiCTBH KOppyIIIH H nIpCIyIIpCXJCH9 KOH]IKTa HTC€COB CT0p0H, 0 
n1Op/Ke O6paeH co CBeJeHIMH, COCTaBJIBOIIIMH KOMMepeCKyIO, cnyeoHyIO, HanOrOByIO, Bpaue6Hy1O TaiHy 

H 1rnyio KOHcpH.!lCHUH3JJbHYIO HHcjlOpM8UHIO, D TOM 'IHCJlC co6mO)l8Tb 3aKOHO)laTCJJbCTBO O 38lUHTC ncpCOH8JlbHblX 
.11aHHblX. A.11pecaT Tipe.!lJJO)l(CHHll 3aeepl1CT 11 rapaHrnpyeT npamoMepHyto nepenawy JxoHcon & JKoncon 
nepC0H3JJbHblX .!lUHHbIX A.11pecara Tipe)lJJOlKCHHll B paMKax 33KJJIO'iCHlill .!l8HHOH ocpepTbl, B C0OTBCTCTBHH C 
Tpe6oeaHJ1JIMH npHMCHHM0ro 3aKOHO)lareJJbCTBa, a T3K)l(C H8)lJJC)l(3lUCC yBcnOMJIeHe Cy6LeKTOB 0 Tako nepenaIe 

HX nepC0HaJJbHblX )laHHbIX, CCJJH Toro Tpe6yeT npHMCHHM0C 38KOH0)laTCJJbCTBO, .!lllll .!lOCTHll{CHHll UCJJH: 
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BCEM racy ,[(APCTBEHHbIM, MYHl1~HilAJlbHbIM YlJPE)[{JJ,EHI15IMI1 3,APABOOXPAHEHIDI I1 

OPr AHAM I1CrlOJIHI1TEJibHOH BJIACTI1 B C<l>EPE 3,[(PABOOXPAHEHI151 

38KJIIO'-leHHe, HCnOJJHeHHe H (um1) npe1<pawettue /lOrDBOpOB H cornaweHHH Me)l()ly A)lpecaTOM Tipe)lJJOlKeHJlll H 

JKoHcon & [Kocon. Apecar Ipe/UoKeH H ,[(lKOHCOH & JKoHcoH 3aBcp9or rapanrupytor o6ecneueHue 
KOH(}JHJ(eHJ..11-iaJJbHOCnl H 6e3onacHOCTH nepe)laBaeMblX nepCOH8JlbHblX )l8HHblX npH I-IX o6pa6oTKe B COOTBeTCTBJ-11-1 C 

Tpe6OBaHM npenoro 3aKoHonarenera. Apecar IlpennoKeH Jxoncon & JKoHcoH 0693y1or 
np11Hl-lM8Tb He06XO/ll-lMblC npaBOBble, opraHH3aU.HOHHble H TeXHH'-leCKHe MCpbl 1-1/IH o6ecne'-IHBalOT HX npHHllTHe /l/lJI 
331.1..\HTbl nepcoHaJJbHblX )laHHblX npH I-IX nepe)la'-!e Mey ApecaTOM Ipe/oKeH1 JKoHcoH & ,[()l(OHCOH 

nocpe)lCTllOM 3/ICKTpOHHblX J<aHa/10B CBll3H, MaWHHHb!X H 6yMa)!(HblX HOCHTCJJCH HH<pOpMau.m1 H/IH HHbJM cnoco6oM. 
B Cny4ae HCCOOTBeTCTB JeiCTBTenILHOCTH yKa3aHHIX B nacrOeM nyHKre 3aBepeH u rapaHTi JKoHcoH & 
,[l,)l(OIICOH HeMC)lJleHHO OTJ<alKeTCll OT nony'-leHHJI nepcotta/lbHblX /l3HHblX OT AApecarn rlpe)lJJOlKCHHll H (111111) B 

pa3yMHi cpoK npeKpaTHT 06pa6oTKy paHee IOJyIeHHttx or Appecara IIpeno0Ken nepcoHa/lbHblX /lllHHbJX. 
,[l,>1<0HCOH & ,L\)l(OHCOH )l/lll BblnOJIHCHHll BblWeyKa3aHHOII U.CJIH HMCeT npaeo npHBJICK3Tb TpeTBX JI - 

nocTaBI.I..\HKOB HH¢opM3U.HOHHO-cnpaBOLJHb!X yCJJyr H (HIii!) ycnyr npoBe)lCHIIJI ay/llffOBlnponepoK - K o6pa6oTKe 

ncpcoHaJlbHblX )l3HHblX, nony'-ICHHblX or nepenatoeii CTOpon. IIpneIeHe yKa3aHHx Tper»x JIHU. K 
o6pa6oTKe nepCOHl\JlbHblX )laHHbIX MOlKCT ocywecTBJlllTbCll TOJlbKO npH ycnomrn o6ecne'-ICIIH/I 1-!MH 
KOH(~H)leHU.flaJlhHOCTH H 6e30naCHOCTH nepCOH8JlbHblX )laHHblX npH HX o6pa60TKe. AApecaT Tipe)lJIO)l(eHHJI 3!1BCpJICT 
H rapaHTHpyeT no11r1eHHC cornac1-1tt cy6beKTOB HJI HaJIIHC HHIX npaBOBhlX OCHOBaHHH )lJlll ocyweCTl3JICHIUI 

BblllleonncaHHblX llCHCTBl-lii co CTOj10Hbl ,[(lKOHCOH & ,[(lKOHCOH. 

3.4 Coeepwefll-le AApecaTOM Tipe)lJJO>l(CHHII )lel!CTBI-IH, yKa3aHHb!X B n. 2.2 HaCTOlll.l.lefO rlpCJlJIQ)l(CHHll, 6y)leT 

CIHTaTLC aKIITOM HacTOerO Ipe/oKeHa. AxenT HacTOerO IpeoeH B03M0KeH Jll-!Wb 8 nonHOM 
o61eMe. Ton,Ko B 3TOM cnyIae JOrOBOp 0 6e3po3Me3Oii nepenaue IlpenapaTa Ju eneii pacupeHi nocryna 

nau.11eHTOll, CTpa/l8IOll.\11X xpOHl-l'!eCJ<HM /IHM(j)OJleHK030M, K JIC'-ICHHIO l1HHOBau.1-10HHb!MH ne1<apCT1leHHb!MH 
npenapaTaM 6y/eT 9BJIT1C 3aKIHOICHHBIM Mey J[KoHcon & ,L\)l(OHCO!·I H A)lpecaTOM Tipe)lJJO)l(CHHJI Ha 

ycnOBX Ipe/1oxen. acrwtuii axuenr npennoxen (opepTi), a raxe aKuenr Ipenuoxem1 (obepr) 1a 
HHb!X yc110Bl1l!X H JOIIyCKaHOTc. 3aKn1OHe nor0Bopa McJy J[KoHcon & ,[(>l<OHCOH H AJJ.pecaTOM Tipe)lJJO)KCHWl 

ocyuecTBneTc nyTeM cOBepIn eiicTBi AnpecaToM Ipe/UoKeHg B nopR/lKC, npettyCMOTJ)CHHOM 
pa3/en10M 2 «O6ue ycnon» acrouero IIpe/noxenus (opeprt). B 1enx 6yxranrepcxoro yuera Anpecara 

Ope/l/JO)l(emrn CTOIIMOCTb 0/lHOH ynaKOBKH rlpenaparn npHHHMReTC/1 paBHOtl 385505,82 py611ei1 6e3 H,AC. 

3.5. HacTO/IIUee Ilpe)lJIO)l(eHHe )leHCTBHTC/lbHO AO 20 JIHBapll 2025 fO)la H MO>l<eT 6bJTb OT03BaHO 

JKoHcoH & ,[\)l(OHCOH B J1106oi:'i MOMCHT. 

3.6. ,[()l(OHCOH & ,[()l(OHCOII BnpaBe OTI<a3aTb B npHT AKenTa O]epTI I 01Ka3aTLC OT HCrIOJIHCHH/1 CBOHX 

063aTenILCTB nIO HaTOIeMy Ipe/noKeHto, B CJIyIae CCII IO TCXHICCKMM M/HI JIOFHCTIeCKHM IpHIaM 

JJ:)l(OHCOH & )]:ll<OHCOH HC MO)l(eT ocyl.l..\eCTBHTb /lOCTaBKY Ilpenaparn TT011y'laTe/llO. 

3.7. CTopOHbl OCB060)1()la!OTC/I OT OTBCTCTBeHHOCTH 3a TTOJJHOe 1-11111 '-!aCTl-l'JHOe HCBbtnO/IHCHHe o6JnaTe/lbCTB no 
HaCT0/11.1.(eMy )lOfOBOpy, CCIII-! )TO HCBbtrlOJIHeHHe /IBl-1/IOCb CJle).lCTBHeM o6cTOJITeJJbCTB HenpeO)lOJIHMOH CHJ!bl 

BKJl!O'laj! HaBO)lHeHHe, noll<ap, 3eMJJeTp11ce1rne H Apyrue CTHXHHHble 6e).lCTBHJI, BOIIHY, BOCHHbte tteikTBHJI BCCX 
BHAOB, 3a6aCTOBKY nepcoHaJJa, rpa>l()laHCKHX 6ecnopi1J(KOB, aeapHH Ha TpaHcnopTe, 6JJOKR)lbl, :mH)leMHH HJIH 

naH)lCMHH, a paBHO BBe)leHHe ynonHOMO'-leHHblMH rocy)lapcrne1-1HbJMH oprattaMH pe)l(HMa nOBblllleHHOii fOTOBHOCTl-1 
111111 ,moro aHaJJOfH'-IHOfO pellrnMa CB/138HHOfO C pHCKaMH HacTynneHJ1JI o6CTOJ!Te/lbCTB HCnpeOAOJJHMOH CH/lb!, a 
TaKlKe npHHJITl-le rocyAapcrneHHblMl-1 opraHaMH aKTOB, npenllTCTBYIOl.l.lHX BbJnOJJHeHl1!0 o6eHMH H/111 0/lHOH H3 

CTopoH 06113aTC/lbCTB no )laHHOMY /lOfOBOpy, H /lpyrnx o6CTOllTellbCTB, KOTOpble MoryT noB/11-IJ!Tb Ha BbtnOJIHCHHC 
o6Sl38TCJlbCTB no HaCTORl.l.leMy )I.OfOBOpy. CTopoHa, tlllJI KOTOpoi1 BbtrlOJIHeHHe 0611'.laTeJlbCTB CTll/10 HeB03MO)l(HbJM 
BCJJe)lCTBHe HaCTyn11emrn o6CTO/ITe/lbCTB Henpeo)lOJll1MOII CHJ!bl, )l0Jl)l(Ha B Te'-!eHHe 3 (Tpex) pa60'-JHX )lttei:'i C 

MOMeHTa HaCTyIIeHHA yKa3aHHBIX O6CTOITeJILCTB JII06b!M /lOCTynHb!M B ).laHHb!X o6CTORTe/lbCTBax cnoco6oM 

yBeJOMHTL npyTyO CTOpOHy O Haan€, OXJaCMOM CpOKe [CiCTBIA H IpeKpaIIICHHH yKa3aHHBIX O6CTOTeJILCTB. 
Ecmt HeB03MO)l(H0CTb nonHoro HJll1 L!aCTH'-IHOfO DbtnOJIHCHIUI o6Sl33TellbCTB /l/lJI 0/lHOH 113 CropoH /llllffCll 6011ee I 
(0nHOrO) Meca, pyra CTopotta HMCCT npaBO nOJJHOCTblO 11/IH '-!aCnt'IHO OTK833TbCR OT )lOfOBOpa, TTHCbMCHHO 
H3BCCTHB 06 )TOM /lpyry10 C-ropoHy. TipH )TOM CTopOHbl /lO/l>l<Hbl npoBeCTH neperoBOpbl C u.eJJb!O 01.teHKH CHTyaU.HH 
H Bblpa60TKH B3aHMonp11CMJJeMb!X peweHHH. B cny'-lae ec1111 )lettCTBHe o6CTOIITC/lbCTB HenpeO)lO/IHMOii Cl-lJlbl /llll-lTCJI 

Mettee I (0/lHOro) MeCRL(a, cpo1<11 HCnOJJHCHHR 0611'.laTCJlbCTB CTOpOH npo)lneeatOTCJI HR nepHO/l HX ).lel!CTBHJI. 

3.8. Hu OJ1Ha 3 CTOpOH JOTOBOpa He BI1paBe OCyIII€CTBITE KaKHe-JI6O JeiCTBI, 3aIpCIeHHBe 

38KOHO)laTeJJbCTBOM Pocc1111c1<oi1 <lle)lepau.111-1 H/IH HHbIM 3aKOHO/l3TC/lbCTBOM O npon1BO)leHCTBml 1<oppynu.1-1H, 

KOTOpoe )la/lee COBMeCTHO HMeHyeTCR «AHTHKOppyn1..11-1ou1-1oe 3aKOHO/l3TeJJbCTBO» H MOXKeT IpHMCHTLC K KaKOH 
JJH60 0/lHOii 1-1/IH o6eHM CTopottaM. B /lOflOJJHeHHe K BbIWel-13/JO)l(eHHOMY HH O)lHa H'.l CTOpOH HC enpase 
ocy111ecTBJJJ1Tb J<aKHe-111160 nnaTe)l(l-1, npCAJJaraTb HJIH nepe)laBaTb )(8)(HC-JJH60 u.eHHOCTH rocy)lapcrneHHOMY 11/1-11111 

My HIHIanILHOMy CJIyKaIII€My, pa60THHKy OpraHOB TOCyJapCTBCHHOi BIaCTH, OpTaHOB MCCTHOTO CaMOyIIpaBJICHI, 
rOCyJapCTBCHHLIX /III MyHHIHIIaJILHBIX OpTaH3aii, KaKOii-JI6O IIOnITIeCKO} napTH M/IH KaHJnaTy Ha 

)lO/J)l(HOCTb B opraHax rocyAapcrneHHOii B/13CTH H/IH MCCTHOfO caMoynpaBJJCHHR, m160 HHOMY TpeTbeMy 111-11.1.y, 
CBJl38HHOMY BO C)lC/IKOII, ec111-1 3TO npHBe)leT K Hapyweumo AHTHKOppynu.1-10HHOfO 3aKOHO).l8TCJlbCTBa. 

3.9. Bee cnopbt H/11-1 pa'.lHOf/13CHR, B03HH1<a1011111e no HaCTORWCMY )lOfOBOpy H/IH B CBJl31-l C Hl1M, pa3pewa!OTCJI nyTeM 
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BCEM fOCYJJ:APCTBEHHhIM, MYH11U11TTAJihHhIM Y4PE)l( )J,EHl151Ml13)],PABOOXPAHEH1151 11 
OPfAHAM l1CTTOJIHl1TEJibHOI1 BJIACTl1 B C<l>EPE 3)],PABOOXPAHEH1151 

neperosopos. )J,o nepe.na'-111 cnopa tta pa3pewett11e cy.na CTOpOHbI np11MyT MepbI K ero yperynttposaHHIO B 
IpeTeH3oHHoM nopnKe. Io nonyqeHHoii npeTeH3 crop0Ha JOKHa JaTB ICBMCHii OTBCT IO CIICCTBy B 

cpoK He nO3,l\Hee 10 (.neCJITH) Kanett.napHblX AHCH c tl8Tbl ee IIOJyIeHH. B cnyuae HeBO3MOHO€TH pa3peIeH9 

cnopos HJIH pa3HOraCH IIyTCM IepeTOBOpOB, OH nOIeaT pa3peIIeHto Ap61TpaKHt cynoM rpona MocKBbt 
B nopl!.l\KC, ycrnHOBnCHHOM 38KOHO,l\aTenbCTBOM PocCHHCKOH <DenepaUHH. 
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