
BCEM fOCY.[lAPCTBEHHblM, MYI-IHUHnAJTbHbJM Y4PE)l(.UEHM51MM 3)lPABOOXPAI-IEI-IM51 M 
OPrAHAM MCnOJJHHTEJibHOl1 BJJACTH B C(J)EPE 3)lPABOOXPAI-IEHM51 

Ilpen1okenue o 3aKouenu poroopa 

B OTHOIUCIIIIII 6CJB031\1C3Jlll0ii 11CpCJlU1111 JICKUpCTBCIUIOrO npcnapaTa /IJIH I\IC/lllUIIIICKOro nplll\lCHCHIIH C 

I\ICm/lyHapomn,11\1 IICIIUTCIITOBUlllll,11\1 IIUIII\ICIIOBUHIIC/\1 116pyn111116 np11 np1106pcrc111111 JICKapcTBCIIIIOro 

npcnapaTa /IJUI I\IC/lllUIIHCKOro np11111c11c111m C 1\1Cil-/lynapo11111,11\1 IICIHlTCIITOBlllUll,l/11 HUIII\ICIIOUllllllCI\I 

116pyn111116 B uc.•mx pacumpcmm .uocryna IIUUIICHTOB K COBpCI\ICIUIOH IIHHOBllUIIOHHOii Tcparnm 

Hex. no»yep M /01-- 0/3 
r. MocKBa «4Z » an[d 2029rota -- , - 

O611.lCCTBO C OrpaI-lll'lCHHOtt 0TBCTCIBCHH0CTblO «.[l)KOHCOH & J{)KOHCOII», 10p11Jlll'ICCKOC JIIIU0, lllllUIC)l(UIJ.lllM 

o6pa30M CO]JlllHIIOC II nei-icmy1omee B C0OTBCTCTBIIH C ]llK0IIOllllTCJlbCTB0M Pocc11ttcKoii Cl>e.uepaumr, 

OrPJ-1: I 027725022940, Hl-11·1: 7725216105, c MecrnM uaxo)Knermll no anpecy: 121614, r. Moc1rna, yR. KpbrJlaTcKall, 
n. 17, Kopn. 2, B nIItIe Tenepannoro npeKropa Ilorontoii EkaTep1I Bop1cont, nciicTBYIO!UCii Ha OCHOBUIIIIII 
Ycrnea (.!laJlCC - «)lmOIICOH & )l;i.011co11»), 

nPMHMMA.H BO BHMMAHME, 4TO 

(A) XpOllll'ICCKllii JIIIMCjlOJleiiKOJ (XJJJI) II JlllMCjJOl\!a 113 MaJlblX Jll-lMCj>OUIITOB (JTMJI) - 3Jl0Kll'lCCTBCHlll,IC 
Jllll\1Cj1onpoJ1HCj1eparnBHblC 1a6oneeaH1ll1, naT01110pcjJOJIOnl'ICCKHM cy6crpaTOM KOTOpblX llBJllllOTC.11 CD 5+ B 
Jllll\lCjlOUIITbl II xapaKTep1ny1om11ecl1 llllKOIIJlCHIICl\l MaJlblX onyX0JlCBblX B-KJlCTOK B K0CTHOM l\lO]re, Kpomr 11 
BT0Pll'IHblX JlllMCjlOllllHblX opnrnax II TKaH.11x1. 

(E) Ha XpOllll'ICCKIIC Jllll\1Cj1onponmjiepaTIIBllblC 1a6oneea111rn npllX0llllTCll 60J1ee 70% OT BCCX BHOBb Bbl.llBJlCHHblX 
cny'laee HOBOo6paJOBamlii Jll-lhHjJaTll'ICCKOii II KpOBCTBOpHOtt TKaHII, cpen11 HIIX 6on1,wy10 nomo Jalllll\llllOT 
HCXOJl)KKIIIICKIIC Jll-lMCjJOl\lbl (IO 112 3apenrcrp11poea11HblX cny<mee B 2020 r.) II npyrnc Jllll\1Cj1oneiiKOJbl, 

npencTaBJlCHl-lblC, rnaB!lblM o6pa30M, XJTJT (3 833 - Japerncrp11poeam1b!X H0BblX CJlY'laCB 8 2020 r.). XJIJI, l«IK II 

BCC OHKOJlOnl'ICCKIIC 1a6oneBaH11.11, np11 0TCYTCIBIIII aneKBllTHOro JlC'ICHllll, np!IBO!ll!T K JlCTaJlbl!0l\lY 11cxony 
nalHIeHTa. 

(B) Jle1rnpcme11Hblii npenapaT non TOproBblM Halll\lCHOBaHIICl\l vh16pym1Ka, Ml-11-1 116pyn11-1116 (llaJlCC - 
«npcnapan>), .IIBJlllCTC.11 l\1011.(Hbll\l llll]K0l\lOJlCKyn.11pHbll\l 111-1rn61nopol11 Tllp03IIHKlllla]bl Epyroua (TKE), 
BOBJIC'le!IHOii 8 naTore11e3e p.11na B-KJlCTO'll-lblX ]Jl0Kll'ICCTBCHHblX HOB006pmoea1-111ii, Bl(JIIO•m.11 JIIIMljJOl\lY 113 KJICT0K 
MaHTiiHOii 3OHL, JIM]OMy MapTHHaJILHOii 30HLI, MaKpOIJIOSyJIIIHeMIYO BanIIeHcTpeMa, XpOHIecKOii peaKI 
«rpaucnnaHTaT npOTIIB XO]lll-11-!a» II B-KJICTO'!Hblii xpOHll'lCCKllii JIHMCjlOUIITapllbltt 11eiiKoJ/J111l\lcj1m1y 113 MaJlblX 
Jllll\HjJOUIITOB6. 

(r) no cpaBl!CHIII0 C HIMeI0IIUIMIC BapHIaHTaMI TepaIIHIII, BKJOIa JIOcTyHyI0 B paMKaX np0IpaMML 831-1, y 
60JlbllblX C XJIJT, 8 TOI\! 'IIICJIC B cny'lae 11c6naronpll.llTHOro nporHOJa Ja6oneem111.11 (B 'laCTII0CTH, l!Cl\lyn1poea1111b1ii 
craTye IGHV, Hamra Jene I7p / Myrauu TP53,), a TaKKe IIpII peIIIIIBe 3a6OJ1eBaHI, 1IpyTI1III6 
TIOKaJblBaeT 6ecnpeueneHTHblC pe3yJlbTaTbl. TTp11 JlJIHTCJlbHOCTH Ha6monc1111.11 JlO 8 JICT B IICCJICJlOBaHIIII 
RESONATE-2 'ICpCJ 7 neT BETT cocrns1111a 59% J1J1H nau11eHTOB, no11y•rnew11x 116pynrn116 no cpam-1e111110 c 9% 1UI 
IaIIeHTOB, IOJIyIaBIIIIX JIeIeHIIe XJIOpaMSyIIJIOM. IpeIMyecTo BETT TaK)KC Ha6J1101laJlOCb y nauneHTOB, 
paHJl01\111311p0Bal!HblX B rpynne 116pYTIIHll6a II xnopal116yu11na, C reH0l\lHbll\lH oco6eHHOCTlll\lll BblCOK0ro p11cKa. 
06LUwt Bbl)Kl!BaCl\lOCTb •1epe3 7 JICT C0CTaBIIJla 78% np11 nplllllCHCHIIII 116pYTIIHll6a O6maH BbD!(l!BaCl\lOCTb '1Cpe3 7 
JICT COCTaBl!Jla 78% np11 nplllllCHCHIIII u6pyn11m6a. PacnpocrpmreHHOCTb IIC)l(CJIUTCJlbl·lblX llBJlCHllii 
COOTBCTCTBOBaJla npCllblllYllllll\l 5-JJCTHl!l\l 1ra6mone1111Hl\l. TTp11 cpoKaX 1ra6mo11em1.11 110 8 JICT 42% nau11eHTOB 
Ip0/10Ka1OT Ip1HMaT 1opy To. Jonocp09te ante RESONATE-2 1eMOHeTpIpy1or yeToiiqy10 non3y 
np11 JIC'ICHIIH XJIJT 116pYTIIH!160l\l B nepeoii JIIIHIIII, 8 TOI\! •mcne y IaIHICHT0B C TeHOMHBIMI OCO0CHHOCTIMII 
BblCOKOro p11c1rn

3
• 8 nonyJJHUIIH nmKIIJlblX naUIICHTOB C XJTJT, no noeo.uy KoToporo panee He nIpoBoIIOCB JIeeHIIe, 

np11 TepaI 1opyTun@oM noxa3aren, BBII uepe3 2 mna cocTaBJJHJI 87 %4. Cornac110 Pocc11iicK11l\l Km11111'lecK11l\l 
peKOMeHIIaIIM IIO JUIaTHOCTKe JIeIeHI0 XpOHIecK0rO JIIMbOITapHOrO JeiiKO3a/JIIIM]OMLI I3 MaJILIX 

JIIIMljJOUIITOB, 116pynrn116 llBJlllCTCll pel<Ol\lCIIJlOBaJIIIOtt repam1eii XJIJI B nepeoii JIIIHIII( II pem1111max Ja6oneea111rn5 . 
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BCEM roCYl{APCTBEHHblM, MYHHUHnAJlbHblM YLIPE)Kl{EHM51MM 3l{PABOOXPAHEHH51 M 
orrAHAM HCnOJll-lHTEJlbl-lOH BJlACTH 8 CCl>EPE 3l{PABOOXPAHEHH51 

HACTOJIUJ,MM nrE,Ll)IArAET 

JIIOOLIM TOCyJIapCTBCHHIM, MyHHIHIIaJILHLIM yIpeKJIeHIIM 3IpaBOOXpaHCHI HI OpTaHaM HCIIOJIHTenIHOii BJIaCT 
B cpepe 3panooxpaHen (qanee «Anpecar Ilpen0Ken» I «AKenTanT») 3aKouT Joro1op p 
OTHOWCHIIII 6e1BO]Me]11Hoii nepena'III npenapaTa lUlll MCllllUIIHCKOro npm1e11eH1t.R C Me)l(.llyHapO.llllbll\l 
uenaTeJJTOBaHHblM HUIIMellOBaHHCM 116pyn111116, TOproBblM Hal1MCHOBa1111eM HM6pym1Ka Kane. 140 Mr N 90, (.llaJJCC 
- npenapaT) B UCJI.RX pacw11pe1111l1 nocryna nau11e11TOB K COBpeMe1-moii HHHOBau1101-moii Tepam111 C IICnOJlb]OBaHIICM 
neKapcrne1rnoro npenaparn Ha ycnom-1.11x Hacrnmuero IIperuoKena (opepT) (anee «Ilpeaoxenue»): 

I. nPE,lJ.MET ,lJ.OrOBOPA 

B reuente 30 1eii IaTL nOJIyYeHI OT ApecaTa IlpepIoKeHt «AKenITa obepr» no bopMe, yeTaHonennoii 
np11JJO)l(CHIICM N~ I K HaCTO.RIUCMY npellJ!mKCIHIIO, ocjiopMJJCHHOro Ha ocjHIUllaJlbHOM 6naHKe II JanepeHHOro 
noitmJCblO ynoJJHOMO'ICHHOro m,ua II ne•mTblO Anpccarn IIpeJIOKeHI (aIee «AKenT obepr»), JIKoncon & 
JKoncon o63yere nepenaT AIpecaTy IIpen10KeH 6e3 B3I1Mans onnaTbl 2 (11ne) ynaKOBKII npenaparn Ha 
KU)Kllble 8 (BOCCMb) ynaKOBOI( npenaparn, KOTOpblC 6bJJIII np1106peTellbl A11pecaTOM npellJ!OiKeHHll IJII JIIIIOM, 
KoTopoMy AnIpecar IpeI0Kens noenoMcrBeen, B KaIecTBe 3aka3Ka na OcHOBaH KoHTpaKTa(-0B), 
3aKJIIOlJe1111oro B COOTBeTCTBIIII C JaKOHOllaTCJlbCTBOM O KOHrpaKTHOii CIICTCMoii B ccjicpe 3aKynoK llJ!ll 06ecne'IC11llll 
rocynapCTBCHHblX II MYHIIUllllaJll,Hl,IX HY*ll, IIJJH 11oronopa, 3aKJIIOLJCIIIIOro B COOTBCTCTBlll1 C JaKOHOllaTeJ!bCTBOM O 
JaKynKax TOBapon, pa6oT, ycnyr OTllCJlbHblMH Bllllal\111 !Op111111'1CCKIIX JIIIU, (llaJJCe - «KOHTpaKT»), c aroii 
npone11eH11l1 ayKUIIOHa(-on) B 3Jlel(TpOHHOii cpopMe IIJlll 11arnii 3aKJll04ellllll KOIITpaKTa C e11m1CTBCHllblM 
nocrnBIUIIKOM (n CJJY48llX, npenycMorpeHHblX JaKOHOllaTCJlbCTBOM) B nep11011 C I HOll6p.R 2022 rona no 31 11eKa6pl1 
2023 rona. 

B cnyuae Kora AIpecaroM Ipe/U10Ken ptcrynaer He JaKaJ'IIIK Ha OCHOBUIIIIII KOll'rpaKTa(-on), a 
IIOJIBeIIOMCTBeHHOe eMy yIpeKJIeHHe, IIOJIyIIIT 6e3 B3IMAHII 11onoJJHIITCJ!bHOii onnaTbl no 2 (11oe) ynaKOBKII 
npenaparu Ha K(l)l(llblC 8 (BOCCMb) ynaKOBOK, llBIIBUIHXC.R o6bCKTOM 3aJ<ynKII no KOIITPUl<Ty, MO)l(CT TOJlbKO 0111-IO 
mmo, nepnoe HanpanHnmee AKuenT 0<j1epTb1. 

no11mep,1<11eHHCM JaKJJIO'ICHllll rocynapCTBeHHOro KOHrpaKTU .RBJllllOTCll cncne1111H 113 peccrpa KOllrpUKTOB, 
3UKJ110'1CHlll,IX rocy11apCTBCHHbll\lll 3UKaJ'IIIKUMII, paJMCIUCHIIOro B emmoii llll(jlOpMal(IIOHHOii CIICTCMC cpepe 
3aKyIIOK, B BIIe yKa3aHII peKBI3ITOB 3aKyIIKI! B AKenTe ObepT, JIIoO IIyTeM IIpeIIOCTaBJIeHI KOIII 
]aKJJIO'lellHOro(-blX) KOHTpUKra(-oo) (n 4aCTII 11oronopoe, 3aKJII011CHJlblX B COOTBeTCTBlll-1 C JaJ<OHO!laTCJlbCTBOM 0 
3aKynKax ToBap0B, paOT, yCJIyT OTJIeJILHLIMI BIIIaMI BOpIIIHIIeCKIX Jll!U, a TaKKe KOHTpaKTOB, cneneHl!ll O KOTOpb!X 
He paJMe!UaJOTCll B peecrpe KOHTpaKTOB, JaKJII01IClll!bIX 3aKU31111KaMH). 

B cnyuae, ecn ynoBMn KonrpaKra npenycMorpena nocTaKa IlpenapaTa no 3aKaM Anpecara Ipe/1oKeH9 
HJIH Jll!Ua, KOTOpoMy AnpecaT npellJ!Oil(ellllll nO!lBCllOMCTBCHCH, o6ll3UHIIOCTb l{il<OHCOH & l{il<OIICOH 06ecne•111Tb 
epenay Apecary IpeIIoKeH Joo yKa3aHHoMy IM Ipy30nonyuaTeno 6e3 B3IIMaHI IOIIOJIHITeJIHOi OIIIaTL 
no 2 (nae) ynaKOBKII npenaparn Ha Ka)l(llble 8 (BOCCMb) ynaKOBOK, BIIBIIIILXC O61eKTOM 3aKyIIKI nO KOHTpaKTy, 
B03HIIKaCT C naTbl HanpaBJJCHllll AnpecaTOM npc1111mKCHHll IIJlll JIIIUOM, KOTOpm,y AnpecaT npellJJO)l(CHHll 
no11oe110MCTBCHe11, nocTaBIUIIKY Jal!BKII (38llBOK) Ha nocrnBKY COOTBCTCTBy1owero KOJlll11CCTBa ynaKOBOI( npenaparn 
no Jal(Jll011CHHOMy KOHTpai---ry. no11mep)l(1ICIIIICM HanpaBJJCJlllll Ja.RBl(II (38llBOK) Ha nocrneKy npenaparn llBJ!llCTCll 
yne110MJJCHIIC, uanpanneHHOC AnpecaTOM npellJIO)l(CHllll B l{;1m1-1COH & l{)KOIICOH, 0 no11a11e Ja.RBl(II (3allBOK) Ha 
nocrnnKy npenaparn. 

B cnyuae, ecJ ycoM Konrpaura npeycMorpena noranas nocrapka IlpenapaTa B cpOK, onpeIeJenne 
KaJJCli11ap11blM nJJaJIOM no ]aKJJIOlJCHHOMy KOHTpUKTy, 06ll3UHHOCTI, l{)l(OHCOH & l{il<OHCOJI 06ecne•11!Tb nepe.ua•1y 
Anpecary IlpeIIoKeHg Joo yKa3annoMy IM rpy3ononyuaTen1o 6e3 B31Man1 llOnonHHTCJlbHOii onnaThl no 2 (11ne) 
ynaKOBKII npenaparn Ha KUil(llblC 8 (noceM1,) ynaKOBOI(, llBIIBUIIIXCll o6bCKTOM JaKynKII no l<OHTpaKry, BOJHIIKaCT C 
11aTbl 1jJUKTll11CCKOii nocrnBKII nOCTaBlllHKOM KOJ1114CCTBa ynaKOBOK, COOTBCTCTBY!Olllero KaJICll!lapHOMY nna11y no 
3aKJll04ellHOMY KOHTpUKTy, npenaparn AnpecaTy npellJIO)l(CIH!ll IIJIII m,uy, 1mrnp0My AnpecaT npellJJO)l(CH!lll 
no11ee110MCTBCHCH. no11mepiK1ICHHCM cjiaKTll4CCKOii nocrnmrn npenaparn, B COOTBCTCTBIIII C KaJ!CH!lap111,1M nJJaHOM 
no Jalrnl04CIIHOMY KOHTpaKry, llBJJllCTCll YBC!lOMJICIIIIC, HanpaBJICHIIOC AnpecaTOM npellJ!OiKCIIHll B l{)KOHCOII & 
Joncon, o nonyuenu Ilpenapara. 

AnpecaT npellJ!Oil(Cllllll 06llJYCTCll 11cnOJ1bJOBaTb nonyi1eH111,1e no 11aCTOlllUCMY npellJIO)l(CHIIIO npcnapaTbl no HX 
HaJHa11e11mo, a IIMCHHO llJ!ll OKaJaH!lll MCllHUllliCl<Oii nOMOUUI nauHCHTIIM C no11rnep>K1ICHHblM 1111arHO]OI\I 
xpOH114CCKllii JIIIMCjlOJJeiiKOJ, KOTOpblM B ycrn110BJJCHIIOI\I nopllllKC no )l(IJJIICIIHl,IM noKaJallHllM llaJHa4e!la Tepamlll 
npenapaTOM. 
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BCEM rOCY.[lAPCTBEHl-lblM, MYI-IHUMnAJlbHbJM Y4PE)l{.l].EI-HUIMH 3.l].PABOOXPAHEHMJJ M 

OPfAHAM MCnOJlHMTEJlbHOh BJlACTM B Cc l>EPE 3.l].PABOOXPAHEHHJJ 

CopoxynHocT Ipeoxen (obepT) nu AKenTa obepr npencran1or co6oii noronop, no 1opursecxoii 
np11pone JIBJJJIIOIUIIUCJI no,Keprno0a1111eM, II K Kornpmty np11MeHJ1IOTCJI IIOpMbl CTaTbll 582 rK P<l> . 

2. 06UJ.ME YCJIOBMJI 

2.1. IlonyuareneM Ipenapara (Janee «IloIyuaTe1,») Mo#er 6rr KaK AIpecar Ipeyroem, Tax yKa3aHHOe 
111\1 111-IOe IOPllllH'ICCl<Oe JJIIUO, lll\le101Uee npaBO ocy1UeCTBJJJ!Tb l\leJlllUIIHCKYIO II 1jiapMaueBTl·l'leCKy10 neHTeJJbHOCTb 8 
COOTBeTCTBIIII C -rpe6oBaJIIIJII\IH neiicrny101Uero 3aKOIIOJlaTCJJbCTBa Pocc11iicKoii <l>cnepamm. 

2.2. AnpecaT npe11JJO)KeHIIJI HanpaBJJJ!eT 8 anpec .[l)l(OHCOH & .[l)KOIICOH AKenT opepT Ipenapara no bopMe, 
ycTanonenHoii IIpnoxeneM Ne I K nacToIeMy IIpe/0Keo. BMecTe c AKIIeIITOM O]epT npe/ocTan91oTc 
TUK)l(e cneny101UIIC llOICYMCHTbl, 3UBCpCHHblC nonnuc1,10 ynOJII-IOI\I04eHHOfO m1ua II nC'laTblO AnpecaTa 
IIpe/10KeH: 

2.2.1 Kaprn•1Ka 10p11ll114eCKOfO JJHUa - Anpecarn npe11JJO)l(eHl!ll (1jiopMa np11naraeTCH). 
2.2.2 Komm JIIIUeHJllii nony<mTCJJJl Ha ocy1UeCTBJJCHIIC l\lell(-(UHHCKOit 1-1 1jiapMaUCBTil'ICCKOit neHTeJJhHOCTII 

c yKa3aneM anpeca paxruecxoii nocrapx Ipenapara. 
2.2.3 Komm nonepe11110CTH Ha noJJy<1e1me npenaparn C YKaJUHIICM ynoJ1110I\IO'!e1111oro JIIIUa 111160 BblnllCKa 

113 np11Kma O ll83Ha•1e111111 ynoJJHOI\IO'leHHOro m1ua Ha COOTBeTCTBYIOlllYIO nom1rnOCTI,. 

2.3. nepeJtaLJa npenaparn ocy1Uecm1meTCJI CHJlal\111 1-1 Ja ClfeT .[l)l(OHCOH & }l)KOHCOH, Ha ycJJOBIIJIX llOCTaBKII no 
Honyuaren. Daxr nepenau Ipenapara norep#naeTc noncanteM naxnanoii no bopMe Ne M-I5 w axTa 
MeiKlly .l].)KOHCOH & Jl)KOHCOH II ynoJJHOI\IO'leHHbll\l npeneTaBreneM IonyuaTen 3 (-rpex) 3K3el\lllJJHpax, omm 113 
KOTOpb!X ocrneTCH y Ilonyuaren, ropoii nepenaeTCll Jl)l(OHCOII & Jl)l{OlfCOH, -rpernii - Anpecary npenJJO)l{CHIIJl, 
ecJ He on Beres baKruecKM nOJIyaTenIeM Ipenapara. nonoMoeHoe Jo IoIcaeT HaKnauryto 
11/11JJH 8KT C npOCTaBJleHHel\l CO6CTBeHHOp yIHO IIOIIIIICI I pacwmjipOBKOii cjJaMIIJIHII II 111\teHII. 
2.4. Apecar Ilpe/oKeHa Jonen o6ecneur npueMxy nepenapaeMoro IpenapaTa yIonoMoven na 
OCIIOBUHIIII nonepelll-lOCTH JII IpHIKa3a JIHIIIOM no KOJlll'lecmy II Ka•1ecTBy na npenMeT COOTBCTCTBlm KOJlll'leCTBa, 
Ka•teCTBa B HIaCTI BILJIIMLLX 11enocTaTKOB, HaJlll'IIIJI noepe)KJleHHii -rpancnopTHblX l\leCT, a T8K)l(e B COOTBeTCTBIIH co 
CJJeJlylOIUHl\111 ycJJOBHJll\111: 

2.4.1. JlocrnnKa npenapaTa OT Jl;1mHCOH & Jl)KOHCOH K nony<mTemo I\IO)l(eT ocy1UeCTBJJllTl,Cll 
ABTOpecjlp!l)l(epaTopoM IIJIII ll03JlYWHbll\l -rpa11cnopTOI\I. 

2.4.2. Bee Aernpeq1p11)1(eparnpb1, nocTaBJJHIOWHe npenapaT, 06opynonaH1,1 TepMopernc-rparnpa~m/ 
caMoncaMn. Ip npeMxe Ipenapara, BonITenI ABTOpebpreparopa cHMaer ueK caMontca 1 
nepenaeT cro npencTamnemo nony•rnrenH. AnpecaT npennmKeH11J1 nomKe11 mHaKOMl·tTbCH c naHHhtMII Ha 
4eKe 11 npouecn1 nponepKy ycnon11ii nepeno3KH Ha coorneTCTBHe -rpe6yeMmty TeMnepaTyp110My pe)1mMy. 
8 cny•rne ecn11 npenapaT conponmKnaeTcH TepMonaT'IHKOM (TT) (e cny•rnc 11cnoJJb30BaH11H 
TepMOKOHTeilt-1epoe ), nony•mTCJII, HJIII ynOJIIIOI\IO'ICHIIOC 111\1 JIIIUO 11a OCHOBUHIIII JlOBepeHHOCTII 
OCTaHUBJIIIBaCT TT II C'IIITblllaCT noKmamm C Hero BO upeMJl npl!eMKH npenaparn {tmc-rpyt,Ullll no 
OCTaHOBKC II C'IIIThlll8HIIIO nOKa38Hllil C TT HUXOJll-lTCll ll TepMOl<OHTeiiHepc). 

2.4.3. JlocTaBKa npenaparn 803llYWHbll\l -rpaHcnoprnM ocyweCTBJJlleTCH B TepMOKOHTeiiHepax. 8 KUil(JlOI\I 
TepMOKOHTeiiHepe 11axom1TCJ1 1 (omrn) TT. 

2.4.4. PacnaKOBKY II npoeepKy npenaparn, ynaKOBaHHOfO B TCpMOKOHTeiiHep, nony'mTeJJb nomKeH npOll3BOJlllTI, 
npH TeMneparype, coorueTcrny1oweii -rpe6onamtHM Te~meparyp11oro pe)trnMa xpaHe1111H npenaparn. nocne 
pacnaKOBKH TCpMOKOHTeHHepa n011ylfaTCJ!b llOJJ)l(eH ll38JJC'lb TT 113 TCpMOKOHTei-iHcpa II HeJUI\IC)1J)IITeJJbHO 
OCTallOBIITb ero. 

2.4.5. 8 CJJylfae BbmBJJeHl!ll OTKJJOHCHllii oT HeOoxOIMOro TeMnepaTypHOrO peKIMa, IonyuaTen Ip1Maer 
npenapaT e KapaHTIIH II e TC'1e1111e 1 (OllHOfO) pa6oqero llHll c JlUTbl noJJy<ICllllll npenaparn YBCJlOI\IJJJICT 
Jl)l(OHCOH & Jl)l(OHCOH O BhmBJJeHHhlX TCMneparyp111,1x OTKJIOHHIX, IITeM HanIpaBJIeHIA eMy IIO 
3JJCKTJ)OHHOil no•1TC JlUHHblX, Clll!Tb!X C TT. 

2.4.6. Jl)KOIICOH & Jl;KOHCOH npl-lHIII\IUeT pewe1111e O B031\10)1(1f0CTII JlaJJhHeiimero IICflOJ!b30BaHHH npenaparn II 
1mcj1opMHpyeT Anpecarn npe11JJm1<eH11J1/nony<1aTeJJJ1 no 3JJCKTpo1111oii no•nc o np11HHTOM pcwe111111 e cpoK 
ue 6onee 30 (-rp11nuarn) KaJJeHnap11b1x L1Heii. 

2.4.7. IlpeMka npo13Borre IlonyuareneM Tevenue I (0/oro) pa6ouero It c MOMeHTa nepeJaII Ipenapara 
no aKTy np11eMa-nepena•111 11htm1 HaKna1moi-i. 

2.4.8. np11 0611apy)KCIIIIII mo6oro BIIJla 6paKa nony'taTCJ!b HC3al\lC1UIIITCJJbHO ll TC'ICHIIC 1 (Ommro) pa60<1ero llHll 
C 1\101\teHTa 06Hapy-JKCHIIH lll1CjJOpM11pyeT Jl)l(OHCOH & Jl)l(OHCOH II 11anpaBJJHeT ll anpec Jl,1mHCOII & Jl)l(OIICOH 
CJICJlYIOU.lllii naKCT JlOKYMCIITOB no 3JJC!ffpOIIHOH no•ne, a Opran no anpecy 121614, r. MocKBa, yJJ. 
Kp1,1naTCKM, n. 17, Kopn. 2: 
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BCEM rOCY)lAPCTBEHHblM, MYHHUMnAJibHblM Y4PE)K)1EHM51MM 3)1PABOOXPAHEHM51 M 

orrAHAM MCnOJil·IMTEJibHOl~i BJIACTM B Cct>EPE 3.D,PABOOXPAHEHH51 

l) 3aepena IonyqareeM Kon HaKnIaIHOii (M-I5) 1 3apepena IonyuareneM Kont aKTa npIeMa­ 
nepea e nonneto ynonoMovenoro npeneranren HonyuaTen. 

2) AKT O BI9BJIeHHLIX HeC0OTBeTCTIx TOP[-2 noKyMeT Ob0pMJeHHuii cornacHo BHyTpenH1 
TpeoOBaHIM IOJyuaTeJ. AKT IJIII JI0KyMeHT II0JIKHLI 6LIT B O693aTeJ1HOM IOpJIKe II0IIIIIICaHLI 
ynoJJHOMO'leHl-rhlMII JJHUaMI! co CTOp0llbl nony1raTeJJJ1 II JJHUOM, OCYUlCCTBJIJIIOUUIM )locrnnKy 
Ipenapara co cropon JIkoncon & JIkoncon (npn o6napyen 6paKa O BpeM nepeIIaI 
Ilpenapara Ioyuareno), a Tax Ke, Ha AKTe I J0KyMeHTe Ob0pMJIeHHOM COTJIaCHO BHyTpeHHIM 
TpeoOBaHM HonyuaTen Jonna B 0693aTen1LHOM nOpIKe cTOT neaTL Ion1y4aTen1I. 

3) ct>oTorpacjnrn 6pai-:a / HecoorneTCTBllii C YKaJa!-IIICM naThl II MeCTa CbCMKII. ct:>0Torpacj11111 ll0JJ,1(1-fl,I 61,n1, 
'ICTKIIMII. ct>ornrpacjnm -rpa11cnopT11oro Mecrn (nannern, i-:opo6) nom1mb1 coorneTcrnonaTb 
cnenymu111M -rpe6onamrnM: o6wall cjmrnrpacjlllll, cjiornrpacjurn r-roMepa -rpar-rcnoprnoro MeCTa 
(crnKcpa), cjiornrpacjnrn caMoro 6paKa / 11ecoorneTcrn1rn. ct>ornrpacjnm 111-1mm11nyanbHb1x ynaKonoK 
llOJliKl-fbl COOTBCTCTBOnaTb cnenyroumM -rpe6onar-11rnM: cjlOTOrpacjlllll ynaKOB0K C HaJBUHIICM 
npenapam, cjiornrpacjHm c yKaJmmeM cep1111 npenaparn, cjiornrpacjnm ca~mro 6paKa / 
IICCOOTBCTCTBIIH. 

4) )1a1-1111,1e C TCpMO!lUT1111K0B / CUMOnHCUCB (B cyuae HapyIIIeHIII TeMIICpaTypHOT0 peK1Ma IIpII 
-rpaucnoprnponKe). 

2.4.9. )ln<OIICOH & .D.n<OIICOH 06J1JYCTCJI paCCMO"fPCTb npCTCll3HIO nonytJaTCJIH n TC'ICIIIIC 30 (Tp11nuaT11) 
KaJIeHJIapHEX IHei C MOMeHTa IIOJIyUeHIA nOJIHOr0 K0MnIeKTa HaJIeaIe Oh0pMJICHHLLX IIOKyMCHTOB, 
yKaJa111-1b1x n n. 2.4.8, 11 11anpan11Tb nony1raTemo npellJlmKeHHll no ce yperymrpona111110 n cpoK, 
cornaconru1111,1ii CrnpoHaM11. 

3. IIPOE IO.JIOKEHI 

3.1 • Joncon & JIaocon nu Apecar IlpenoeHIs np13nua1or 1 cornammoTCll, 11To mo6oe nJam1011eiicrn11e 
yKa3aHHblX JIIIU B paMKax HUCTOllLUero npellJIOiKCHllll He 06J1Jbl8UCT Anpecam npellJIQ)l(Clflfll HII B rmeii Mcpe 
np1106pemTb, IICnOJlbJ0BUTb, peKm1ennonaTb HJIJI 06ecne111-rnaTb BOJMOiKH0CTb IICnOJJhJ0BaHIIH KUKIIX-JIJ160 
npenapaTo J[Koncon & JEKOHcoH, He HaIpaBJeHo Ha KaKOe-IHI6O 0IpaHeHe KOHKypeHIII II npeIIOcTaBJIeIte 
npe11MyLUCCTB 8 COOTBCTCTBHII C neiicTBYIOUlHM JaK0H0!laTCJlhCTBOM Pct> II 8 npenenax K0MnCTCHUl-111 YKaJaHHblX 
JIIIU. 

3.2. AnpecaT npellJIO)KeHfll! HUCTOHUlllM npenocTaBJIJICT )liKOHCOH & Jl.)l(OHCOII 3anepem1e, m1e10U1ee llJIH }l)l(OHCOH 
& )1,KOHCOH CYUlCCTBCHHOe 31-fU'ICl·ll-le, 0 TOM, 'ITO npenapaT 6yneT IICnOJJbJ0BaThCll c-rporo no HaJIIU'ICHl-110 II n 
coorncTcrn1111 c -rpe6ona111111MH neiicrny1owero JaK0Honare111,crna Pocc11iicKoii ct>enepaum,. 

3.3. JIxoncon Koncon nu Apecar IIpe/UoKeH 0693y10TC B3a1IMH0 CO6JIIOJIaT Tpe60Ban1 
3UKOHO!laTeJlhCTBa B ccjiepe npoTJIBO!leiicrn1rn Koppynu1111 II npcnynpCn(!lCHIIH KOH(j)JIJIKTa lll!Tepccon CT0pOH, 0 
nopHni-:e o6pawemrn co cneneHIIJ1M11, cocrnnnmolUl1M11 K0MMepYecKyIo, cnyKeoyIo, HanI0r0yIo, paeony1o Tai(Hy 
II 111-ryro KOH(jll-l!leHUIIUJIJ,Hyro 111-rcjiopMUUIIIO, B TOM 'IIICJJe co6monaTb 3UK0II0!lUTCJlbCTB0 O 3UU1HTC nepcOHaJJl,HblX 
na1111b1x. AnpecaT npellJIO,KeH11J1 Janepl!eT II rapm-rmpyeT npanoMepHyro ncpena,,y )liKOHcoH & )1nm11co11 
nepcoHaJJJ,IIJ,IX llUHHhlX K0HTaKTIIOro m,ua Anpecam npellJIOiKCHllll, YKaJaHH0ro 8 AKuenTe OcjiepThl B 
COOTBCTCTBIIH C -rpe6onamll!MII npllMCl-fl-lM0ro 3UK0H0llUTCJlbCTBa, a TUK)KC llallJICiKULUee yeenmrne1111e cy6bCKTOB 0 
rnrmii nepena11e IIX nepcoHaJJhllblX JlUllllblX, ecm1 rnro -rpe6yeT npm,reHIIMOe JUKOH0JlUTCJlhCTB0, llJlll !lOCllliKC(lllll 
IeJIHI: 3aKJIIOIeHIe, HCII0JIHeHe I (IJIII) IIpeKpaIIeHIe J1OTOBOpOB cornIaIIenIii MeKIIy AIpecaroM IpeIoKeH1 
II )liKOHCOH & }l)((OHCOH. AnpecaT npellJIOiKemrn II )ln<OI-ICOH & }l)KOHCOH Jancpl!IOT II rapaH111py10T 06ecne•1e1-111e 
KOl-f~lll!lemmanbHOCTII II 6eJonaCHOCTII nepenanaeMblX nepCOllaJJbl-fblX llUHl(b(X np11 IIX o6pa60TKe B C0OTBCTCTBIIII C 
TpeoOBaHM npIMemMoro 3axononarencTa. Anpecar Ilpe/0KeH )liKOIICOl-1 & )liKOIICOH 06my10TCJ1 
npllHIIMUTb 11eo6XOllllMblC npanon1,1e, opra1-111JaUJ(OIIHblC II TCXHH'leCKIIC Mepbl IIJIJI 06ecne•11mmoT IIX nplllll!TIIC llJJll 
3aLUIITbl nepCOl·laJJbl-fblX llUHHhlX np11 IIX nepena•re MCiKllY AnpecarnM npellJJO)KCl-fllll II Jl.)f(OIICOH & JJ.;1mr-rco11 
nocpencrnoM 3JieKTJ)OHl-fblX KaHaJJOB CBJl311, MUWlllll-fblX II 6yMU)Kl-fblX H0CHTeneii 111-rcjiopMau1111 IIJIJI 111-fblM cnoco6m1. 
8 cny•rae 1-1ecoorneTCTBllll neiiCTBIITeJJbHOCTII YKaJUHHblX B HUCT0llLUeM nyHKTe JanepeH11ii II rapaH111ii )1,KOlfCOH & 
}1)((01-fCOH HeMellJJCI-IH0 0TKUiKeTCll OT nony'lelllll! nepcOHaJlbl-lblX JlUI-IHhlX OT Anpecarn npellJJOiKemrn 11 (11I111) B 
pmyMHhtii cpoK npeKpamT o6pa6orny paHee nony•1e1-11-11,1x oT Anpecarn npennmKe1111J1 nepco1-1an1,H1,1x naH111,1x. 
JJ.;1mHCOII & Jl.)KOHCOH llJlll BhlOOJIHemrn BhlWCYKaJam-roii uem1 IIMCCT npano np11BJICKUTh TJ)CThllX JIIIU - 0T!leJJbH0 
BJl!Tble acjHl>11m1pona11H1,1e K0Mnamm rpynnb1 Johnson & Johnson (nepe•111cneH1,1 n np11nmKe1-11111 21 " ct>opMe I OK 
nocTymmii no cc1,1nKe https://johnsonandjohnson.gcs-web.com/linancial-infomrntion/sec-lilings) 11 nocrnBLUIIK0B 
IH]OpMaIoHHo-cnpaBo9Ix ycnyr (1) ycnyr nponeneHlrn aymnon/nponepoK - K o6pa6oTKe nepco1-1anb1-11,1x 
naHHX, nOJIyYeHHX OT nepenatoeii CT0pot, a mKiKC ocymccrnnl!Tb -rpaHcrpa1-1lfl111y10 nepena,,y ncpcoHaJJhHblx 
JlUIIHb(X YKaJUHl!blM -rpeThllM JIIIUUM Ha Tepp,nopmo CoemmeHllb(X Wmrnn AMcpmm, rocynapcTB-'IJICl-108 
EnponeiicKoro COI03a II l!Hh(X IIH0CTJ)aHHJ,(X rocynapcrn (n TOM 'IIICJJe He o6ecne'IIIBUIOU[IIX aneKBaTl-foii Jall[l!Tbl 

npan cy61,eKTOB). np11nnetJeHIIC YKaJaHl!hlX TJ)CThHX JII-IU K o6pa60TKC nepC0HaJJbl-fhlX na11111,1x MOn,eT 
ocyU1eCTBJll!TbCll TOJlbKO np11 ycJJ0BIIII o6ecne'(CHIIJI mm KOHCjlll!lCI-IUllaJJMIOCTII II 6CJonaCHOCTII nepC0l-laJJbl-lh(X 
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BCEM rOCY.[lAPCTBEHHblM, MYHHUHnAJlbHb IM Y1.! PE)l{ .[lEHH51MH 3)].PABOOXPAHE!-1 1151 M 
OPrAHAM HCnOJlHMTEJlbl-1O11 BJlACTH B C©EPE 3)].PABOOXPAHEHM51 

.uaHHhlX np11 11x o6pa6oTKe. Apecar IIpe;1oKens 3apeper rapanmpyer nonyuene cornacnii cyoeKTO III 
H:UUl1111e HHl,JX npaB0BhlX OCHOBam,i-i llJlll ocyLUecrnne111111 BhJWeon11caHHhlX .ueiiCTBHH co CT0p0Hb! )lil{OHCOH & 
JkoHcon. 

3.4 Copeprene ApecaroM Ipe/oxen neiicTii, yKa3annx n. 2.2 1acrotero [pen10Ke1, 6yy1er 
CITaTc aKIeIITOM HacTOIer0 IIpen1oKema. AKenT HacToIerO IpeJUoKeHI9 B03M0KeH JIIIIIIL B II0JIHOM 
o6beMe. Tom,Ko B 3TOM cny<rae .uoronop o 6eJB03MeJ.UHoii nepe.ua11c npenaparn llJlll uencii pacw11pem111 .uocryna 
IIaIIeHTOB, CTpaJIaIOIIIHIX Xp0HHICKIM JIM]OJIeiKO3OM, K JICICHIII0 IIHH0BaIIII0HHIMI JIeKapCTBCHHLIMI 
npenaparnMH 6y.ueT llBJlllThCll JaKm0'-leHl-!hlM Meil{.uy .[lil{OHCOH & )lil{OIICOH II A.upecaTOM npellJJO)l(eHJlll Ha 
yenonx IpeyroKen. acTuii axtenr npeznoxen (obepT), a TaKKe aKuenr Iper1oxen (obepT) Ha 
IIHhlX ycnomrnx He .uonycKalOTCll. 3aKJIIO'-le1me .uoronopa MC)K.UY .[lil{OHCOH & JJ.il{OHCOII H AnpecaTOM npellJlmKe111111 
OCyIIIeCTBJIeTC IIyTeM C0BepIIIeH JeiiCTBii AIIpeCaTOM IpeJUoKeH B nop9Ke, npenycMoTpeHoM 
pm.uenoM 2 «O6ume ycnom111» nacToIer0 Ipe/1oxen (obepT). B 1enx 6yxraurrepcxoro yuera ApecaTa 
npcllJJQ)l(CHllll CTOHM0CTJ, o.u11oii ynaK0BKII npenaparn nprmmmeTCH paBHOi-i 385505,82 py6Jrcii 6e3 H)].C. 

3.5. HaCTOHLUee npellJJOil{eH11e neiicrn11TeJIJ,HO .!10 20 llHBap» 2024 ro.ua II MQil{CT 61,(TJ, 0T03BaH0 
)lmo11coH & .[lmOHCOII B mo6oi1 M0MellT. 

3.6. CTopo,11,1 ocno6om.uaroTCll OT 0TBeTCTBCHH0CTII Ja TI0JIH0e IIJIH lJaCTJ-llfH0e Hen1,mom1eHHC o6»JaTeJJbCTB no 
HacTOIeMy JIOrOOpy, ecm, 3T0 HeBhJIT0J1He1111e HBIIJI0Cb CJIC.!lCTBlleM o6CTOllTCJll,CTB HenpeonomlMOtt CIIJ!bl 
BKfllO'IM Hanom,em,e, TI0il{ap, 3eMJJeTPllCCHlle II .upyme CTIIXHHHJ,Je 6enCTBllll, nofa,y, noem11,1e neiiCTBllll BCCX 
Bll!lOB, 3a6aCTOBKY nepcoHana, rpail{JiaHCKIIX 6ecnopll.!1K08, aaap1111 Ha TPaHcnopTC, 6JJOKU.!lhl, 3Til!.!1CMHH IIJIII 
naH.ueMl111, a paBHO BBe.uem,e ynoJJH0M011em11,1M11 rocynapcmeHHJ,IMII oprarrnMH pem11Ma TI0BhlWCHHOii ffiT0BH0CTII 
HJIH 1-ll!Oro aHaJJOnllfH0ro pe)KIIMa C8ll3aHH0ro C pHCK(IMJ-1 HacrynneHHH OOCTOHTCJlbCTB Henpeo.uonll~!Oi-i CHJ!hl, a 
TaK,1(e npmrnn,e rocy.uapCTBCHHblMH opraHaMH aKT0B, npenl!TCTBYIOLUHX BblTI0JJHeHHI0 06em111 IIJIH 0.!lHOii 113 
CTopoH 06l!3aTeJJhCT8 no .uaHH0MY .uoronopy, II .upymx o6CTOHTeJJbCTB, K0T0phlC M0fYT TI0BJlllllTb Jill BblTIOJ1HeH1-1e 
o6H3aTCJlbCTB no HaCT0HLUeMy noroaopy. CTopoHa, llJJH KOTOpoi-i 81,JIT0J!Hem,e ofooaTeJJbCTB CTaJJ0 HeB03MQ)l(HJ,(M 
BCJIeIICTBIe HaCTyIIJIeHI 06cTOTenLcT HenpeOIOMOii CHILI, J0JIKHa B Te4enIe 3 (Tpex) paooutx neii c 
MOMe1na uacrynneHllll YKaJaHl!blX OOCTOHTeJJbCTB JII06blM .!l0CTYTIHhlM 8 .uaHHblX o6CTOllTCJlbCTBax cnoco6oM 
yne.uoMJITI, .upyry,o CTopoHy 0 11a11ane, Qil{l-l!lUeM0M cpoKe .ueiiCTBIHI II npeKpaLUemm YKaJaHHhlX OOCTOllTCJlhCTB. 
Ecm, HeB03MQ)Kl(QCTb noJJH0m IIJIII 11aCTll11H0ro BblTI0JIHCHHH o6l!3aTeJJbCTB llJJH 0.!lHOii 113 CTopoH .!lJIHTCH 6onee I 
(on1HorO) Meca, pyra Cropona 1Meer npano TI0JIH0CTbl0 HJIII lfaCTH'-1110 0TKaJaTbCH OT .uoronopa, TII-ICbMCHH0 
I3Be€TB 06 3roM IpyryI0 CT0pony. Ip1 310M CrnpOHhl .!l0Jlil{Hbl npoaeCTII neperonop1,1 C uem,10 0UCHKII c1nyau1111 
1-1 Bblpa6oTKII B3UIIMOnp11eMJ1eMblX peweHHH. B cnyuae ecn nei-icrn11e OOCTOl!TeJibCTB 1-1enpco.uom1Moii CHJII,! .!lJIIITCH 
MCHee I (O!lHOro) MeCl!Ua, cpOKH HCTI0JJHeHl-lll o6l!JaTeJJbCTB CTopo11 npollJleBar0TCll Ha nep1-1on IIX .!lCHCTBHll. 

3. 7. l-11-1 O!lHa 113 cTopoH nomnopa He nnpane ocyruecTBJJl!Th KaK11e-m160 .ueiicrn,111, Janpeu1em11,1e 
3aKOI-IO.!laTeJJhCTBOM PoccHiiCKOH cDe.uepaum, HJIII IIHblM 3aK0H0.!laTCJJbCTB0M 0 np0TIIBO!leiicrn1111 K0ppynum,, 
KOTopoe nanee COBMCCTH0 IIMeHyeTCll «AHTHKOppynur-101-11-1oe 3UK0H0.!laTeJJbCTB0» II M0meT nprn,elll!TbCll K KaKoii­ 
m-160 0.!ll!Ott Hflll o6eHM CT0po11m,1. B I0II0JIHeHIe K 8bllllC113Jl0il{eHHOMy HII O!lHU 113 CTOpOH He nnpane 
OCyIIeCTBJIT KaKIe-JI6O IIIaTeKI, IIpeIUIaTaTL III IepeJIaBaTB KaKIe-JIHoO 1IeHHOCTII rocy.uapcrneHHOMY 1-1/rrm, 
MyHInaJIHOMy cJIyaIIIeMy, paoTKy opranOB rOyJapCTBeHHOii BJIaCTI, 0pTaHOB MCCTHOT0 CaM0yIIpaBJIeHI1, 
TO yIIapCTBeHHLIX I/IIJII MyHIIIIIIIaJIHX OpraH3aIii, KaKOif-III6O nOnITeCKOil napTHII 11/Jrn11 KUH.!111.!laTy Ila 
!l0Jlil{H0CTJ, 8 opraHax rocy.uapCTBCHHOii BJIUCTH IIJIH MeCTHOro caMoynpaanem111, m160 IIIIOMY TPCTbeMy mmy, 
C8ll3(1HHOMY BO c.ueJJKOH, ecm-1 3TO nprme.ueT K Hapywem-110 AHTIIKOppynu11m111oro 38KOHO.!laTCJJbCTBa. 
3.8. Bee cnop1,111m, pm1-1ornac1111, B03HIIK(IIOlUlle no HaCT0lllUCMY noronopy IIJIII 8 C8ll311 C HHM, pa3pewarOTCll nYTeM 
neperoaopoa. )lo nepe.ua'-IH cnopa Ha pmpewe,me cyna crnpo111,1 np11MYT Mep1,1 K ero yperym1poaa111110 a 
npeTeH3HOHHOM nopll.!lKC. no nony1.Je1rnoii npeTeH31-111 crnpoua ll0Jlil{Ha .uaTJ, TIIICl,MCHHblii 0TBCT no cyLUecrny 8 
cpoK He n03.!1Hee IO (necHTH) KaJJeH.uapHblX ru,ei-i C .uaTbl ee nony'-leHllll. B cny'-Jae HeB03M0)KII0CTII pmpewe1-11111 
cnopoa IIJIII pa31-IOrJIUCHii nyreM neperoaopoB, OHH TIOllJJCil{UT pmpewel-lHIO Ap611TPmKHhlM cynoM ropona MoCKBbl 
B nopHJIKe, YCTallOBJJeHIIOM 3UK0II0.!laTeJlbCTB0M Pocc11iicKoii <De.uepaum1. 
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BCEM fOCY,llAPCTBEHHblM, MYHHL(HTTAJlbHhIM Yl!PE)K,llEHH51MH 3)].PABOOXPAHEHH51 H 
OPfAHAM MCTTOJlHMTEJlbl-1011 BJlACTH B C¢EPE 3)].PABOOXPAHEI-IM51 

Ip1oaene N I bopMa «AKenT o]ep11» 

1 
Chiorazzi N., Rai K. R., Ferrarini M. Chronic lymphocytic leukemia// N Engl J Med. -2005. - T. 352, n. 8. - C. 

804-815. 

1 
3110Ka•1cCTBCllllblC HOB006pa:ionamrn B Pocc1111 B 2020 TOIy (3a60/1eBaeMOCT H CMepTHOCT), MockoBcxii nayuo- 

11ccncnonaTCJll,CKllii OIIKOJIOrll'ICCKllii IIHCTIITyT IIMCHII n.A. rcpucua, no peaxeii A.JI. Kanpia n np., Mocxa, 
2021. 

3 
Paul M. Barr, MD, Up to 8 Y cars Follow-up From RESONA TE-2: First-Linc lbrntinib Treatment for Patients With 

Chronic Lymphocytic Leukemia, 2022 

' Woyach JA., ct al. lbrntinib Regimens versus Chcmoimmunotherapy in Older Patients with Untreated CLL. N Engl J 
Med. 2018 Dec 27;379(26):2517-2528. 
Kn4ecKHe peKOMeHIa!III: XpOHICCKHi JIM]OIITapHii neiiKo3/MdoMa I3 Manx mMdoturrop, MocKna, 
2020. 
"IncTpyKu no MecxoMy npreenuo nexapcrenoro npenapara IMEPBIIKA JII-0028II or 14.10.2022 
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[HA 6JlAHKE AJJ,PECA TA TTPEJJ,Jl0)KEHl151] 

Hex. N~ _ Ky11a: 121614, r. MoeKna, y11. KpblJIUTCKaH, 17, Kopn. 2 
Te11.: (495) 580-77-77, <l>aKc: (495) 580-78-78 

(( » 20 r. ----- 
K'oMy: 000 «)liKOIICOH & JKOHco1» 

AKucnT oif>cpTLI 

HacTOHW.11J11_c--_------------------~------------,--------- 
Y11:.1un. IUll\t:"IIOl!ll:;llllfC' ll.lC).Uf'Clat"llllctO 11.'llt M)lllll(ll:ia.11,.111,so )'"'lrc'-.;1c1111• llp~o.nr,mcmu m,Go IICUO.'tlllllC'.'I,UOf11 •t11-.Ul.1 IOC)'.laJ"CIIICIIIIOll 11..'lXlll 11 $re l.l(';;&JIOlll,J'.1llC"llllt 

HUllJle}KaW.111\1 o6paJOJ\I e0JllUl·II-I0e II 11eiicrny1ow.ee ll C00TBCTCTBIIII C JaK0H0llUTeJlhCTB0J\I Pocc11i1CKOi1 <t>e11epau1111, 

Of PH:-------------- HHH: _, C J\ICCT0J\I 
11axoiK1teH11H no anpeey:. _ 

llJJIIUe _ 

eiicTByIOIIHii Ha 0CH0BaHII 

(nanee - AnpccaT npc11J10i!.CIHIRIAKUCUTUHT) llOJIHOCTLIO 11p11111tl\lUCT YCJIOBIIR paJJ\ICUJ.e1moro O6w.eernol\l C 
orpa1111<1e111rni-i orneTCTBCIIII0CTblO «.[lnmHCOII & .[l)ICOHCOH►>, !OpllllHlJCCK0e JlllU0, l!allJle}l{UIUIIJ\I o6pa30J\I C0JllaHH0e 
11 11eiicmy101Uee B coorneTcrn1111 c JaK011011aTe11bcrnoM Pocc11i-icKoi-i <t>enepau1111, OfPH: 1027725022940, HHH: 
7725216105, c J\leCT0J\I HUX0iKlleHllll no anpecy: 121614, r. MoCKDa, y11. KpblJIUTCKUll, JI. 17, Kopn. 2, B JIIIe 
re11cpanb11oro n11peKTopa norommoil EKaTep1111b1 6op11coBHhl, 11eiicrny101Ueii 11a oc11oea111111 YcrnBa (nanee - 
«.[l.ii.OHCOH & .LJ.;i.011co11►>) npe11J10i!.CHIIR (oif>epTLI} C IICX. 1101\ICPOI\I ----OT ro11a 0 6CJB03J\le'.31l110J\I 
npenocTaDJlCHMII JICKapcmemrnro npenaparn llJlll J\ICllllUIIHCK0ro npllMCIICHllll e MHH 116pyn111116, Kane. 140 Mr N 
90, (llaJJCC - npcnapaT) B UCJlllX pacw11peH1tll 11ocryna nau11eHTOll, crpa11aio1UIIX xpo1-111<1ecKIIJ\I Jlm.HjlOJJeiiKOJOJ\I, I{ 
conpeMeHHOtt IIHHOBUUII0HHOtt Tepanmt C 11en0J1bJ0BU111lel\l JleKapCTBCHH0ro npenapaTa II npe11ocTaBJlllCT 
CJIeIIyIOIIIIIe CBeJIeHI, HeOoXOIIUIMLe JUI aKen1Ta TaKoii ObepT: 

nqopanun o6 opran3au - Iloayuarene Ipenapara 

Ha11J11eH01Jaime opratt1nau111i: 
(yKa3a Ha MHOBAHHe HIO:1yaTe'I, yIO'IHOMOIeHHOTO 
11p11mtMaT1, II ltCIIOJll.JonaTh JICKapt."TUClllfbJC cpcJtCTBa JUUi onaJallJIH 
MC!lltllltllCKOii IIOMOIIIII) 

A11pec nocTaBKII npenaparn: 
HHH/Knn: 

KOJqeTBO ynaK0B0K: 
(lie 6011cc 2 y1taKOIIOK Ila Kan./ll,IC 8 y11aKOIIOK npcrtaparn KOTOpl,IC 

6btJIII 1tp1to6pCTClll,I AnpccaTOM npc11JIOmCl11tH/AK1lCIITallTOM IIJIII 

Jlltlllnl. KOTOpo~,y AnpccaT npcJUIO;KCIIIIH 11om1CJIOMCTIICIICII, Ila 

oc11011a111111 Ko11ipana(-on) C /(aToii llpOIICJICIIIIH ayKUIIOlla(-011) II 

3JICh,POIIIIOii ,j,opMc 11111 1 11arnii 1aKJIIO'ICIIIIH KOlllpUh,a C 

C/IIIIIL,IIClllll,IM IIOCTaRIIIIIIWM (n c11y•1aHx, 11pC!IYCMOlpClllll,IX 

33KOIIO!J:ITCJll ,CTIIOM) II 11cp11011 C I IIOH6pH 2022 ro11a 110 3 I 
JICKa6pH 2023 rom1.) 

.[l.a,rnLIC K'.OIITUh"TIIOro mma co CTOpOHLI opramnamrn - noJl)"IUTeJJH 

CIJHO: 

.[lomKHOCTb: 
Pa6oui renebon: 

Mo6nnnii reneon: 

3nenpoHHh1i1 anoec (email): 

HacTOlllUIIJ\I AnpecaT npenJlOiKCHllll npenocTaBJlllCT Hll}Kee11eny10w.ce 3auepe1mc 06 OOCTOllTCJlhClllllX, 
IIJ\ICIOUIIIX 3Ha•1e1111e 1lJlll 3UKJ110llCHllll Jl0rGB0pa, II TCJ\I cal\lbll\l npllHIIJ\laCT Ha ce6H 0TBCTCTBCIIH0CTL Ja C00TDeTCTBIIC 
JaBepe1111H nei-icrn1ne11b11ocrn B c1rny ny11KTa I crnThll 431.2 rK P<t>: 



[HA 6JTAHKE A)J,PECA TA nPE)J,JTO)ICEHHJI] 

Apecar IIpeIUIoKeHI/AKIeITaHT ILJIII JIIIO, KOTOpOMy AIpeCaT IIpeJUIOKeHIIA IIOIIBeJOMCTBeHen, 3aKJ110q 
KOHTpaKT(-1,1) N2 OT Ha noernnKy ne1rnpernem1oro npenaparn .!lJlll Me1111u1111e1mro 
npm1e11e1111H e Ml-11-1 116pyr1111116, Kane. 140 Mr N 90, B KOJIIIeCTe 

(nIponco) ynaKono, c npopenene ayKuona(-o) 91eKrponunoii -:---------=-=-------- cji op Mc «_» __ 202_ r. 
MJJM: 

Ipecar Ipe/IoKeHI/AKIIeIITaHT III JIIIO, KOTOpOMy AIpeCaT IIpeJUI0Ken noIeJoM€Tenen, 3aKJoq 
KOIITpaKT(-hl) C ClUIIICTBCHllhlM noeTUBlUIII-.OM N~ -------- OT --- Ila noeTaBKY JJeKapeTBClll!Oro 
npenapaTa .!lJlll Me1111u1111eKoro npm1e1-1emrn e MI--11-1 116pyrn1m6, Kane. 140 Mr N 90, KOJIIeTBe 

(npon11e1,10) ynaKonoK. ----------------- 

Kom111 JaKJ11011emrnro(-1,1x) KOHTpaKTa(-on) np1rnara10TCll (n 1raern noronopon, JaKmo11e11111,1x B eoorncTeTB1111 
e JaKOIIOllaTeJJbeTBOM O JaKynKax TOBapon, pa6oT, ycnyr OTlleJJbl-lblMH BHltaMII iop11111111eeK11x J!IIU, a TaK;Ke 
KOHTpaKTOB, enenemrn O KOTOpblX He PaJMewaioTel! 8 pceeTpe KOHTpaKTOB, JaKJJIO'leHHhlX JaKaJlJHKa~111). 

B eny•rne, eem, yenon11»M11 KOHTpaKTa npc11yeM0Tpe11a noeTanKa npenapaTa no Ja»nKaM Anpecarn 
IIpe/oKeHg/AKuenrara Int na, KoropoMy Anpecar Ipe/UoKeH none1oMTeHen, Ha€TOI ApecaT 
npe1LJJO)KeH11H/ AKuenTal!T yne110MJ1l!CT )liKOlleOH & )l)l(OHeo11 0 no11a11e JaHBKII (3aHBOK) Ha noernnKy npcnaparn no 
YKaJaHHblM(-oMy) BIIe KOHTpaKTy(-aM), a l!Me1rno: 

• « » 202 r. - ---~ naKOBOK; 

• « » 202 r. - ynaKOBOK; 

• « » 202 r. - ---~ naKOBOK. 

B cyuae, en ycnoBIM KorpaKra npeycMorpena no3Tana nocrnmrn npcnaparn n epoK11, 
OIIpe/1eJIeHHe KaJIeHIapHLIM IJIaHOM IO 3aKJIHOIeHHOMy KOHTpaKTy, HaCTOIIIIIM AJpeCaT 
npellJJO)l(emrn/AKuenrnHT yne110MJJHCT )l)l(OfleOH & }liKOHeOH O nonyLJeHIIII npenaparn no Yl(aJatlHblM (-m1y) BhlWC 
KOHTpaKry (-m1), a 1rnemm: 

• (( )) 202 r. - naKOBOK. 
• (( )) 202 r. - naKOBOK. 
• (( )) 202 r. - naKOBOK. --- 

CooKynHOcT Ipe/oKen (opepT) nu AxtenTa Obep1 npe11crnnnH10T eo6oii noronop, no iop11111111eeKoii 
IIpHpOIe BJIIOIHiCI IIOKepTBOBaHIeM, II K KOTOpOMy IIpIMCHA1OTC IIOpMhl eTaThll 582 fl{ Pcti. 
np11JJO)l(Cfll!ll. 

Ip1naraIOTe Cne/yore OKyMeHT1, 3aBepenHte Ione1o ynonoMouenoro m,ua II neLJaTblO Anpccarn 
Ipe/1oKeHI: 

I. KapT011Ka 1op11111111eCKoro mma - Anpeearn npe.!lJlO)l(CHIIH. 

2. Kon nten3ii IlonyaTen Ha OCyIIIeCTBIeHIIe MeIIIHCKOii papMatteBnrecKOii JerrenIocm1. 

3. Konts poepennocr na nonyuenue Ipenapara c yKa3aHeM yonHoMoenHoro nua / BIeKa 1I3 
np11KaJU O HaJl!alJCHIIII ynoJJHOMO'ICIII-IOro m1ua Ha COOTllCTCTBy101Uy10 llOJl)l(l!OCTh. 

C yBaKeHeM, 

)lOJJ)l(HOCTb 

11 1-1a11Me11ona1-111e 

opra1111Jam111 Anpecarn npennm"emrn 



[HA GJlAHKE A.ll,PECA TA ITPE)],JIO)ICEHH51] 

IIpno#enne Nel k axuenry obeprt Hex. Ne OT ? 202_r. 

NI!n/11 Hauenosanue 3anoeM0?o no Coe0enu o xonmpaaenme Ipueuanue 
I TTonHoeHaHMeHoBaHHe 

opramnaum1 

2 KpaTKOe 1-laHMeHOBaHHe 

opram13au1rn 

3 Anpec opHHIecKi 

4 Anpec no<noBhIH 

5 HHH 

6 Knn 
7 HaHMeH0Ba1-111e 6aHKa, BT. 4. MeCT0 

(ropon) HaxmKJ.leHJrn 

8 PacueTHLi cueT 

9 KoppecnOHJ.leHTCKHHC4eT 

IO 6I1K 

KapTo•nrn IOPlltlll'ICCKoro JJnu.a - AtlpecaTa OpctlJJO~cmrn 

[J.lOmKHOCTb] /cDI1O/ ------- 


