
BCEM f'OCY )].APCTBEHHbIM, MYHI1UI1TTAJibHbIM Y4PE)K)]. EHIDIMI1 3)].PABOOXPAHEHIDI 11 
OffAHAM I1CTTOJ1HI1TEJ1bHOM BJIACTI1 B C<I>EPE 3)].PABOOXPAHEHI151 

IIpe/1oxene 0 3aKnoenu nor0B0pa 

B 0Tnomeu1111 6e1no1Me1.a:uoii nepe,a:aq11 JieKapcTneuuoro npenapaTa no.a: MHH cene11:c1mar 

B ueJIHX JJ:OCTlllKeHHH IIHJJ:IIBHJJ:Y3JILIIOH M3KCIIM3JILIIOH nepeHOCIIMOH JJ:031,I II pacm11pe111rn JJ:OCTyna 

nauneHTOB, CTpa.a:aiom11x Jiero'IHOH apTepnaJILHOH nmepTeH3Heii, K COBpeMeHHOH HHH0B3UIIOHHOH 

Tepamm c 11cnoJILJOBau11eM ne11:apcTBeuuoro npenapaTa JJ:JIH Me,a:11u11uc11:oro np111ueue111rn c MHH 
ceIeKcIIaI 

202/0a 

06mecrno C OrpaHqeHHoi oTBeTCTBCHHOCTLrO «J[KOHcOH & J[KOHCOH», BOpMJHICCKO JIM1IO, 

HaJJICXKaIIM 06pa30M C03)laHHOC JeCTByIOIIIe B COOTBCTCTBl1H C 3aKOHO)laTenhCTBOM PocCHHCKOH 

<l>e.n:epau,1111, orPH: 1027725022940, 11HH: 7725216105, c MeCTOM HaXO)K)leHHH no a.n:pecy: 121614, r. 
MocKBa, yI. KpLnaTCKa, J. 17, Kopn. 2, B ne TeHepanLHOrO peKTOpa Ky3He10Ba MaKCHMa 

EsrCHhCBHqa, .ue0crny10mero Ha OCHOBaHHH y cmsa (.n:anee - «.n:)l(OHCOH & .n:,t<oHCOH» ), 

IIPUHMMMI BO BHMAHE, ITO 

(A) Jlero•rnaH apTep11anhHaH nmepTCH311H (JIAr), KO)l MK6-10 127 .0, 127 .2. JIAr - 3TO opcpaHHOe, 

KH3HeyrpoaIOIee, 6cTpO npOrpecCHpyIOIIee 3a60JeBaHHe.'' JIAF 1MeeT HCCKOJILKO ]OpM, Ha6OJIee 

pacnpocTpaHCHhl - H)lHOnaTH'ICCKaH JIAr (11J1Ar); JIAr, accou,1111posaHHaH C BpO)K)lCHHhIMH nopoKaMH 

cep.uu,a (JIAr-BITC); JIAr, accou,1111poBaHHaH C Cl1CTCMHhIM 3a6oneBaHl1CM COC)ll1Hl1TCnhHOH TKaHH (JIAr 

C3CT), KOTOphlC cocmBnHIOT 40,9%, 36,6% 11 19,3% s o6meii CTpYKType nau.11eHTOB c JIAr 

COOTBeTCTBeHH0.1 3a6onesaeMOCTh 11 pacnpocrpaHeHHOCTh JIAr no ,uaHHhIM eBponeHCKHX perncTpOB, 
COCTaBJIeT 6 H 48-55 cnyqaes Ha MHnnHOH B3pocnoro HacenCHHH COOTBCTCTBCHH0.2 ITo ,uaHHhIM 

E)KCfO)lHOro 610nneTeHH 3KCnepTHOro cosem no pe,n:KHM 3a6onesaHHHM KOMHTem rocy.uapCTBCHHOH 

.Ll:YMhJ no oxpaHe 3,n:opoBhH Ha 2020 B Pocc110c1<00 <l>e,uepau,1111 HaC'IHThrnaeTCH 1025 nau,11eHTOB c JIAT, 

835 113 Hl1X B3pocnhIC, a 190 .n:ern.3 84% OT o6mefi nonynHU.1111 nau.11eHTOB C JIAr B P<l> - 3TO )KCHW.HHhl. 

Cpenuuii Bo3pacT cocmsnHeT 42,7 neT.4 

(6) B OTCYTCTBI111 Tepamrn H perynHpHoro Ha6nIO)lCHl1H, JIAr HBnHeTCH BhICOKO HHBanH,UH3Hpy1om11M 

3a6onesaH11eM. 77,5% nau.neHTOB c JIAr 06na,ua10T 11Hsan11,uHOCThIO. TeMn1,1 poem nau.neHTOB c 11J1Ar, 

11MCIOI.1(11X 11HBanH)lHOCTh, C 2018 no 2020 COCT8B11nl1 45,5% .n:nH B3pocnhIX 11 41,8% ,unH ,ueTdi.3 

Ha MOMCHT nocmHOBKH JaTHO3a 60JI1II1a HIaCTB IaICHTOB yKe HaXOJTC B TH)KCnOM COCTOHHHH B 

30HC BhICOKOro pHCKa CMCpT11, y 65% JIAr ,u11arnocT11pyIOT y)Ke np11 3-4 cpyHKU.HOHanhHOM Knacce.4 

(B) Ila1eHTaM c JIAI KpaiiHe BaKHo IOIyaTL TepaIIIO JIAF-cneIbHIecKM npenapaTaM. 

PacueTHa MeJaHa BbI)KHBaeMOCTH np11 OTCYTCTBHH ne'leHHH nau.11eHTOB C JIAr 2,8 ro,ua5. JlernnhHOCTh 

npH JIAr 6nH3Ka K OHKOnornqec1<of1.6-8 lliTHneTHHH Bhl)KHBaeMOCTh nau,HeHTOB C JIAr 6e3 Tepanm1 

COCTaBnHeT mIIIIh 34%.5 Ilo .naHHblM pernoHanhHhIX cerMCHTOB <l>e.n:epanhHOro perncTpa 6onhHhIX 

pe,n:KHMH 3a60J1€BaHIM TCMIIB pOcTa CMepTHOCTH OT 11J1Ar COCTaBHnH 3,8% C 2019 no 2020 r.3 

(r) CospeMeHHhIM cmH,n:apTOM ne'!CHHH nau,11eHTOB C JIAr HBnHeTCH MC)lHKaMCHT03HaH TepanHH C 

npHMCHCHHCM KaK no.u.nep)KHBaIOl.l(HX, TaK H J1Ar-cneu,11cp11qecKHX npenapaTos.1•2 ITp11 BhI6ope JIAr 

cnepMIeCKOi TCpaI BaKHO BO3JeiCTBOBaTL Ha 3BCCTHLe IIyT naTOreHe3a 3a60J1€BaHH. 

3H)lOTenHHOBblH, nyTh OKCH)l a30Ta H npocTaQHKnHHOBblH.1•2•9 

(.LI:) IlepBhIM H C)lHHCTBCHHhIM B P<l> nepopanbHhlM ceneKTHBHhIM aroHHCTOM npOCTaQHKnHHOBhlX (IP) 

peenTopoB, BO3JekCTByIOIIIHM Ha IIyTL IIpOCTaIHKJIHHa, BJIeTC JIeKapCTBCHHLI npenapaT )lJUI 

MeJIHIHHCKOTO IIpMCHCHH An16paB (MHH ceneKcar) (qanee «IIpenapaT»), 3apercTpHp0Bari 

B POCCHH 07.06.2019. IIpenapar n0Ka3aH JUI JJITCJILHOTO JICICH JerOIHOi apTepantoii 

rnnepTe1rnm y n3pocn1,1x naQHCHTOB (JIAr, rpynna I no 1<naccmp111<au.1111 B03) II-IV <l>K. 

bpeKTBHOcTL IpenapaTa J0Ka3aHa B OTHOIIICHMM HonaTIecKOi HacIeJCTBeHHO JIAr, JIAr, 
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BCEM racy )],APCTBEHHbIM, MYHI1UHTTAJ1bHbIM yqPE)K)];EHI151MI1 3)],PABOOXPAHEHI151 I1 
OPfAHAM I1CTTOJIH I1TEJibHOH BJIACTI1 B Ccl>EPE 3)],PABOOXPAHEHI151 

acCOI..O•rnpoBaHHOH C 3a6ommamrnMH coe,D.HHHTeJibHOH TKaHH, • JIAr, aCCOUHHpoBaHHOH C 

KOMileHCHpOBaHHblM IIpOCTBIM BpOKJeHHLIM IIOpOKOM cep,nua.1•10 

flpenapaT ,ll.OKa3aJI 3HatJHTeJibHOe YJI)"IllleHHe OT,D.aJieHHOro nportt03a JIAr npH MOHOTepanHH H npH 

,no6aaneHHH ero BTOpbIM HJIH rpeTbHM npenapaTOM K cymecrny1oxueii cxeMe Tepan1111 B CaMOM 
Macrnrn6HoM 11ccne,noaaHHH (PKM) B o6nacTH JIAr - GRIPHON. IlpenapaT crnTHCTHtJecKH 3HatJHMO 

CHXaeT pHCK IpOFpeCCHpOBaH H CMepT OT JIAF Ha 40% .' BL1paKHHOe CHHCHe (Ha 55%) pcKa 

nporpecc11poaaH11»/cMepTH Ha6mo,naeTc» npH paHHeM ,no6aaneHHH (B nepBbie 6 Mec»uea nocne 

IlOCTaHOBKH ,D.HarH03a JIA[) flpenaparn12, a npH Ha3Ha'leHHH nauHeHTaM C Cl>K II CHH)l{eHHe pHCKa 

nporpecc11poBaHm1/cMepTH COCTaBJIHeT 64%13. 5-THJieTHHH BLIKHBaeMOCTB IaICHT0B C JIAr Ha TepanHH 

flpenapaTOM C0CTaBJIHeT 73%14, 7-MHJieTHHH - 63%13, 10-THJieTHHJI - 57%.15 flpenapaT CHH)l{aeT pHCK 

CMepTH BCJie,D.CTBHe JIA[ HJIH rDCilHTaJIH3aUHH no Il0B0,D.y yxy,nrueHHH JIA[ BnJI0Tb ,ll.O OKOH'laHHH 

Tepan1111 Ha 30%.11 

(E) IIpenapaT BXOJT B eCTByIOIIe KJIHHIeCKMe peKOMCHJaIH nIO JIerOIHOk apTCpManILHOi 

rnnepTeH3HH, o,no6peHHbie HaytJHo-npaKTHtJeCKHM CoaeTOM MHH3,npaaa PCl> H pa3MemeHHbie Ha 

py6pHKarnpe KJIHHHtJecKHX peK0MeH,nau11ii MHH3,npasa PCl> 03. 10.2024.1 flpenapaT TaK)l{e o,no6peH 

EaponeiicKHM coo6mecrnoM Kap,n11onoroa.2 Pacnop»)l{eHHeM flpaBHTeJibCTBa PCl> OT 23 H0»6p» 2020 ro,na 

N 3073-p ceneKcnar c O 1.01.2021 BKmotJeH B nepetieHb )KHBJITT. 16 

()I{) J KaKJOrO IaeHTa, KOT0pOMy Ha3HaYeHa T€pan19 flpenapaTOM C IlOM0J.llblO THTpOBaHHH ,ll.03bl 

,ll.0JllKHa 6b1Tb no,no6paHa HH,ll.HBH,D.yaJibHaH MaKCHMaJibHaH nepeHOCHMaH ,ll.03a, B ,D.Hana30He OT 200 MKr 

,D.Ba pa3a B ,neHb ,no 1600 MKr JBa pa3a B JCHL. PeKOMCHJyCMa9 HaIaJILHa J03a - 200 MKr ,D.Ba pa3a B ,neHb. 

)J.03y yaeJIH'lHBaIOT C rnaroM 200 MKr, o6bI'lHO C nepH0,ll.H'lHOCTblO 1 pa3 B He,nemo.10 

(3) rro ,naHHblM PKI1 GRIPHON ,ll.OJIH nauHeHTOB, ,ll.0CTHrlllHX BbIC0KHX (2: 1200 MKr 2p/cyT.) 
HH,ll.HBH,D.yaJibHblX IlO,ll.,ll.ep)l{HBaIOJ.llHX ,ll.03 flpenaparn, C0CTaBHJia 43%. IO )].aHHble peaJibHOH KJIHHHtJeCKOH 

npaKTHKH no,nrnep>K,naIOT ,naHHbie PKI1 GRIPHON. flo ,naHHbIM KpynHbIX Hccne,noaaHHH peanbHOH 

npaKTHKH 60J1LIIHCTBO IIaICHTOB ( 41-52%) ,ll.OCTHraIOT BblCOKHX HH,ll.HBH,D.YaJibHblX no,ll.,ll.ep)KHBaIOJ.llHX 

o3 Ipenapara."-" BMecTe C TCM, B PK GRIPHON 61110 1I0Ka3aIO, ITO y HeKOTOpLIX IaIHeHT0B 

THTp0BaHHe ,ll.03bl MO>KeT 6bITb He OilTHMaJibHblM, Il0CK0JlbKY HecneumpHtieCKHe He>KeJiaTeJibHble JIBJieHHH 

MOT yT CTaTB IIpHIHO IIpKpaIIICHH JaJILHeiIIIerO yseJIHtJeHHH ,no3bI Ilpenaparn. Ha 3TO yKa3hIBaIOT 

,naHHble B rpynne nnaue6o, r,ne T0JlbK0 67 ,5% nauHeHTOB ,ll.OCTHrm1 MaKCHMaJibHOH ,ll.03bl ( 1600 MKr 

2p/cyT) Ip npHeMe nae6o.I0?O y naLeHToB, y K0T0pLIX THTpOBaHHe JO3LI HBO3MOHO IO IIpHIHaM, 

0TJIH'lHblM OT B03HHKH0BeHHJI He)KeJiaTeJibHblX peaKUHH, o6ycnOBJieHHbIX MCXaHH3MOM ,neHCTBHH 

ceneKCHnara, MO)KeT 6bITb npe,nnpHHHTa BTOpaH II0IIBITKa TTp0BaHH J1O3LI ,no ,ll.OCTH>KeHHH 

HH,ll.HBH,D.yaJibHOH MaKCHMaJibHOH nepeHOCHMOH ,ll.03bl, He npeBbillla10meii 1600 MKr nBa pa3a B JeHL." 

pyKoBo,ncrny»cb n. I CT. 432, n. 2, 3 CT. 434, n. 1 CT. 435, n. 2 CT. 437, n. 3 CT. 438 rpa)K,naHcKoro Ko,neKca 

PocccKoi DeJepa, 

HACTORI.QUM UPE,ll,JIAr AET 

JI1O6LIM T0CyJapCTBCHHLIM, MyHHIHIIaJILHLIM yIpeKJeHHM 3/1paB0OXpaHeHH H opraHaM 

HCilOJIHHTeJibHOH BJiaCTH B ccpepe 3,D.paBooxpaHeHHH (,nanee - «A,npecaT flpe,D.JIO)KeHHH») 3aKJIIO'lHTb 

,noroBop B 0TH0UieHHH 6e3B03Me3,D.HOH nepe,natJH flpenaparn B uen»x ,ll.0CTH>KeHHH HH,ll.HBH,D.yaJibHOH 

MaKCHMaJibHOH nepeHOCHMOH ,ll.03bl H pacurnpeHHH ,nocTyna nauHeHTOB-rpa)K,D.aH PCl>, CTpa,naIOJ.llHX 

nerotJHOH apTepHaJibHOH r11nepTeH3HeH, K JietJeHHIO HHHOBaUH0HHblMH neKapCTBeHHblMH npenapaTaMH Ha 

ycJIOBHHX nacToIero Ipe/1oxen (opepT) (qanee «IIpe/1oKeHe»): 

1. UPE,ll,MET )].OrOBOPA 
B Te4eHe 30 nHei c aTI IOJIyIeH OT ApecaTa IIpen1oxen «AKenTa ObepT» (c yKa3aHHeM 

KOJIIeCTBa ynaK0B0K IOnyaTCJI) no bp0pMe, ycTaHOBJIeHHO IpnoKeHeM Ne I K HaCTOIIICMy 

flpe,nJIO)l{eHHIO, ocpopMJieHHOro Ha O!pHUHaJlbHOM 6JiaHKe H 3aBepeHHOro no,nnHCblO 

yIonHoM0IeHH0rO JIIa neIaTLO ApecaTa IIpeJnoeH, JKoHcon & JKOoHcoH 0693y€TC 

nepe,naTb AJpecary IIpeJoKeH JI IHOMy yKa3aHHIOMy HM I0JIyIaTCJIIO KaK 3TO onpe,neneHo B 
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BCEM f'OCY )].APCTBEHHbIM , MYHI1UI1TTAJibHbIM YlIPE)K,l]. EHIDIMI1 3JPABOOXPAHEH 
OPfAHAM HCTTOJIHI1TEJibHOH BJIACTI1 B C<t>EPE 3)].PABOOXPAHEHIUI 

cT.2 TipeJJ.JIO)l(emrn, 6e3 B3HMamrn onnaThI TipenapaT B cneJJ.yKirn.eM KonHqecrne (KorvinneKT JJ.JI.11 JJ.O 

THTpaI JO3B): TpH yI1aKOBK AI6paB (MHH ceneKcuIar) Ta6neTK, IIOKpLITLe IIeHOHO 

0600104Koi 200 MKr Ne 60 - Ha KaKJOe JIHIO, MMeHOIIee FpaKJaHCTBO PD, HaXOJIIeeC Ha TepaIIHH 

IpMMeHCHeM IIpenapara c MHH CeneKcHnar, KornpoMy na1naqaeTCH .uo-THTpaU.HH )J.OlbI .IJ.JUI 
)J.OCTH'.lKeHHH HH)J.HBH)J.yaJJbHOU M3KCHM3JlbHOH nepeHOCHMOH )J.03bl (.uanee - «TiauHeHT») B 

COOTBeTCTBl111 c perneHl1eM A.upecarn Tipe,nJIO)l(eHH.11, popMJeHHLIM B BMJIe peIIICHH BpaYe6HOR 

KOMHCCl1H, KOHCMJIyMa Bpare I JIeaero BpaYa. Ip 3TOM B cnyqae HanpaBJieHH.11 B a,upec 

)],)l(OHCOH & )],)l(OHCOH AKuenrn ocpepTbl Ha OCHOBamrn perneHH.11 He AJJ,pecarn Tipe,uno)l(eHH.11 (HHOro 

neqe6Horo yqpe)l(Jl.eH11.11), ofonaTeJihHhIM nocneJJ.yIOllJ.HM no,urnep)l(Jl.eHHeM TaKHX perneHHH JJ.OJI)l(HO 

6bITh perneHHe A,upecarn TipeJJ.JIO)l(eHH.11 MITH Tiony'laTem1 Tipenaparn (HanpHMep, perneHHe 

Bpa4e6Ho KOMCCHH, KOHCHJIyMa Bpareii JI JIeIaIIerO BpaIa). TaKoe IOTBCpXKJCHHe 

oTpaKaeTC B OTIeTe O6 HCI1OJI3OBaHHH Tipenaparn B COOTBeTCTBHH C n.2.6. HaCTO.IIW.ero 

TipeJJ,JIO)l(eHH.11. 

2. Olilll,HE YCJIOBIDI 
2.1. TionyqaTeneM Tipenaparn (.uanee - «HIoyare») MOKeT 6BIT KaK ApccaT Ilpc,uno)l(emrn, TaK H 

yKa3aHHOe HM HHOe !OpHJJ.H'leCKOe JIHUO, HMe1omee npaBO ocymecTBJI.l!Th MeJJ,HUHHCKYIO 11 

cpapMaQeBTH'leCKYIO JJ,e.l!TeJibHOCTh B COOTBeTCTBHH C Tpe6oBaHH.IIMI1 JJ,eHCTBYIOW.ero 3aKOHO,UaTeJibCTBa 

PocccKoi Deepa MeHOIIee JeiCTByIOIIyIO JIHICH3MIO Ha OCyIICCTBJICHe MCJIHHCKOi 

papMaeBTHCKO JeTCJILHOCTH yKa3aHeM aJpeca ]aKTHIeCKOH JOCTaBK Tipenaparn. 

2.2. A.upecaT Tipe,nnO)l(eHl1.II HanpaBJI.lleT B a,upec )],)l(OHCOH & )],)l(OHCOH «AKuenT ocpepTbI» no cpopMe, 

ycTaHOBJIeHHO IpJoKeHueM Ne I K HacTOIIeMy IpeJoKeHo. BMecTe c «AKI,eIITOM Ob€pTLI» 

npeJJ.OCTaBJI.IIIOTC.11 TaK)l(e cne,nyIOLQHe JJ.OKyMeHThl, 3asepeHHble Il0Jl.Ill1Cbl0 ynoJIHOMO'leHHOro JIHQa 11 

netJaThIO Aupecarn Ilpe,uno)KeHH.11 (n1160 B nop.11,nKe, npe,uycMoTpeHHOM n.2.5. Hacrn.11LQero 

Tipe,nJIO)l(eHH.11 ): 

2.2.1 KaprouKa opecKOrO Ja ApecaTa Ipenoen (popMa npunaraerc). 

2.2.2 KonHH Jl.OBepeHHOCTH Ha nOJIyueHe IpenapaTa c yKa3aHeM yIonHoMOIeHHoro JI1a JI6O 

Bh!IlHCKa I13 npHKa3a O Ha3HatJeHI111 ynoJIHOMO'leHHOrO n11ua Ha COOTBeTCTBYIOLUYIO 

Jl.OJl)l(HOCTb. B HCKJIIOtJHTeJihHhIX cnytJaHX C cornac11.11 )],)l(OHCOH & )],)l(OHCOH JJ,OnycKaeTCH 

npe,uocrnsneHHe KOill1H JJ.OBepeHHOCTH, 3aBepeHHOH IlOJJ.IlHChlO ynoJIHOMO<JeHHOro JIHQa. 

2.3. TiepeJJ,aqa Ilpenaparn ocyLQeCTBJIHeTC.11 CHJiaMH I1 3a C'leT )],)l(OHCOH & )],)l(OHCOH, Ha ycJIOBHHX 

Jl.OCTaBKH JJ.O Tiony•rnTeJIH. AJJ,pec JJ.OCTaBKl1 Ilpenaparn JJ,OJI)KeH BXOJl.HTh B nepetJeHb a,upecoB MeCT 

ocyLQeCTBJieHHH ,neHTeJibHOCTH, BHeceHHhlX B CHCTCMy MOHTOpHHra H yKa3aHHLIX B JIHUeH311HX Ha 

bapMa1eBTHICCKyIO JCTCJIBHOCTL. DaKT nepenaI IIpenapaTa IoJTBepKJaeTC IOIIIHCaHHCM 

HaKnaJHO no popMe Ne M-15 11 aKTa Mey JKOHCOH & )],)l(OHCOH 11 ynoJIHOMOtJeHHhlM 

npeJcTaBTeJIeM TonyaTen B 3 (Tpex) 3K3eMIJIpaX, OIIHH H3 KOTOpLX ocTaeTc y IonyuaTen, BTOpOi 

nepeJJ,aeTCH )],)l(OHCOH & Jroncon, Tper - Apecary IIpe/1oKeH, ecn He OH .IIBJI.lleTC.11 cpaKTH<reCKHM 

nony<raTeJieM Tipenaparn. YnoJIHOMO<reHHOe JIHQO IOJIIIHCLIBaeT HaKJIaJIHyIO /JI aKT C npOCTaBJieHHeM 

co6crne1mopy<rHO Il0Jl.IlHCl1 I1 pacllJHCl_)pOBKOH cpaMHJIHH 11 HMeHH. 

2.4. A.upecaT Tipe,uno)l(eHHH JJ.OJI)l(eH o6ecne<rHTh npHeMKY nepe,uasaeMoro Tipenaparn ynonHOMO'leHHhIM 

Ha OCHOBaHHH Jl.OBepeHHOCT11 HJil1 npHKa3a JIHUOM no KOJIH'leCTBY KaICCTBy Ha npeJJ,MeT COOTBCTCTBHH 

KOJIHICCTBa, KaIeCTBa B qacTH B11Jl.HMhIX He,UOCTaTKOB, HaJIH'IHH nospe)K,UeHHH TpaHcnopTHhIX MeCT, a 

TaKKe B COOTBeTCTBI111 co cne,nyIOllJ.HMH ycJIOBHHMH: 

2.4.1. )],ocTaBKa Tipenaparn OT )],)l(OHCOH & )],)l(OHCOH K TIOJIY'-JaTeJIIO MO)l(eT ocyLQeCTBJIHTbCH 

AsrnpecppH)l(eparnpoM 11n11 B03Jl.YllIHhIM TpaHcnoprnM. 

2.4.2. Bee Asrnpecpp11)1(eparnph1, JJ.OCTaBJIHIOLQ11e TipenapaT, o6opyJJ.oBaHhI TepMoperncTparnpaM1-il 
caMon11cuaMI1. Tip11 np11eMKe Tipenaparn, BOJl.l1TeJib Asrnpecpp11)1(eparnpa CHl1MaeT tJeK 

caMon11cua 11 nepeJJ.aeT ero npeJJ.CTaB11TeJIIO TionyqaTen.11. AJJ.pecaT Tipe,nJio)l(eHHH Jl.OJI)l(eH 

03HaKOMl1TbC.II C ,naHHhIMH Ha CKe H npoBeCTl1 nposepKy ycJIOBHH nepeB03Kl1 Ha COOTBeTCTBl1e 

Tpe6yeMOMy TCMIIpaTypHOMy peKHMy. B cnyYae ecn IpenapaT con1p0Bo[aeTc 

TepMo,naHl1KOM (TT) (B cny<rae 11cnoJihJOBaH11H TepMOKOHTeHHepos), A,upecaT Tipe,uno)l(eHHH 

11JIH ynOJIHOMOtJeHHOe HM Jl11QO Ha OCHOBaHHH Jl.OBepeHHOCT11 OCTaHaBmrnaeT TT H Cl.!HTbJBaeT 
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BCEM rocY )].APCTBEHHblM, MYHI1Ul1TIAJibHblM YllPE)K,l]. EHI151Ml1 3)].PABOOXPAHEHI151 l1 
OPfAHAM l1CTIOJIH I1TEJibHOH BJIACTI1 B C<l>EPE 3)].PABOOXPAHEHI151 

, noKa3aHHH C Hero BO BpeMH nptteMKH Tipenaparn (ttHCTPYKUHH no OCTaHOBKe H C'IHTbIBamno 

noKa3aHHH c TT Haxo.zuncH B TepMOKOHTeHHepe). 

2.4.3. )],ocTaBKa Tipenaparn B03,nyllIHhIM TpaHcnopTOM ocyI.UeCTBJIHeTCH B TepMOKOHTeHHepax. B 
KaKJOM TepMOKOHTeiHepe Haxo,n11TCH I (o,n11H) TT. 

2.4.4. PacnaKOBKY 11 npoBepKy Tipenaparn, ynaKoBaHH0ro B TepMOKOHTeHHep, Tiony<IaTeJih ,n0JI)l(eH 

np0113B0,!\11Tb np11 TeMnepaType, COOTBeTCTBYIOI.UeH Tpe6oBaHl1HM TeMnepaTypHoro pe)Kl1Ma 

xpaHeHHH Tipenaparn. Tiocne pacnaK0BKH TepMOKOHTei1Hepa Tiony<IaTeJih J.lOJI)KeH tt3BJie'lb TT HJ 

TepMOKOHTeHHepa 11 He3aMe,nJil1TeJibH0 0CTaHOBMTb ero. 

2.4.5. B cnyqae BhIHBJieHHH OTKJIOHeHl1H OT Heo6xo,n11Moro TeMnepaTypHoro pe)l(l1Ma, TionyqaTeJib 

np11H1-1MaeT TipenapaT B KapaHTl1H 11 B Te<IeH11e I ( OJ.lHOro) pa6o<Iero ,nHH c naThI nonyqemrn 

Tipenaparn yBe,nOMJIHeT )],)l(OHCOH & )],)KOHCOH 0 BhIHBJieHHbIX TeMnepaTypHbIX 0TKJIOHeHl1HX, 

IIyTCM HaIIpaBJICHM CMy II0 3JIeKTpOHHOH II0ITe ,naHHbIX, CHHTblX C TT. 

2.4.6. )],)KOHCOH & )],)l(OHCOH np11HliMaeT pernett11e 0 B03M0)KH0CTl1 ,naJibHei1rnero 11Cn0Jib30BaHMH 

Tipenaparn 11 11mpopM11pyeT A,npecarn Tipenno)l(eHHHITiony<IaTeJIH no 3JieKTpoHHOH no<ITe o 

np11wnoM peruett1111 B cpoK He 6onee 30 (Tp11nuarn) KaJieHnapHbIX ,nHeH. 

2.4. 7. Tip11eMKa np0113BO,!\liTCH Tiony<IaTeJieM B TC'leH11e I ( 0,1\HOro) pa6oqero ,nHH C M0MeHTa nIepCJaIH 

Ipenapara no aKry IpeMa-nepeaI /n HaKnaHOi. 

2.4.8. IIp o6HapyKeHH no6oro Ba 6paKa IonyuaTen He3aMeIHTCILH0 B TCIeHe I (OJ1HOrO) 

pa6o<Iero ,!\HH C M0MeHTa o6ttapy)KCHl1H 11mpopM11pyeT )],)l(Ol;ICOH & )],)l(OHCOH H HanpaBJIHeT B 

anpec JKoHcon & JKoHcoH cney1o naKeT IOKyMeHT0B no 9JIeKTpOHHOi nOITe, a 

opnrnHaJibI no anpecy 121614, r. MocKBa, yn. KpbrnaTCKaH, J.l. 17, Kopn. 2: 

l) 3aBepenHan IIonyuaTeneM KOn HaKaJIHOi (M-I5) 3aBepenHa IonyuareneM Kon aKTa 

npeMa-IIepena c no)lnliCblO ynoJIH0MO'ICHHOro npencrnBl1TCJIH Tiony<IaTCJIH. 

2) AKT o BhIHBJieHHhIX 1-1ecoorneTcrn11Hx TOPr-2 11n1-1 noKyMeHT ocpopMJieHHbIH cornacHo 

BHyTpeHHl1M TPe6oBaHl1HM Tiony<IaTeJIH. AKT 11Jil1 ).J.0KyMeHT ,!\0JI)l(Hbl 6b!Tb B o6H3aTCJibHOM 

nopHJ.lKC nonn11caHbl ynoJIH0M0'ICHHblMl1 JI11UaMl1 co CTOpOHbl TioJiy'laTCJIH H JIHU0M, 

ocyI.UeCTBJIHIOJ..UliM )],ocTaBKY Tipenaparn co CTOp0Hbl )],)l(OHCOH & )],)l(OHCOH (npH 

06Hapy)l(ett1111 6paKa BO BpeMH nepena<Ili Tipenaparn Tiony<IaTeJIIO ), a TaK )Ke, Ha AKTe 11JIH 

,noKyMeHTe ocpopMJieHHOM cornacH0 BHyTpeHJ-IHM TPe6oBaHHHM TioJiy<IaTeJIH ).J.0JI)l(Ha B 

o6H3aTeJibHOM nopH).J.Ke CTOHTb ne'laTh nony<IaTeJIH. 
3) <l>ornrpacp1111 6paKa / HecoorneTCTBHH C yKa3aHHCM ,naTbl H MCCTa CbeMKH. <l>ornrpacpHH 

).J.OJI)l(Hbl 6b!Tb 'leTKHMl1. <l>oTorpacpHH TpaHcnopTH0ro MeCTa (naJIJICTa, KOpo6) ).J.0JI)l(Hbl 

C0OTBeTCTB0BaTB CJICJyIOIIHM Tp€6OBaHHM: 0611a pororpapH, bororpab HoMepa 

TpattcnopTHoro Mecrn (crnKepa), cpornrpaq>HH caMoro 6paKa / ttecoorneTCTB11H. <l>ornrpacp1111 
11H).J.HBH)lyaJibHblX ynaK0B0K ).J.0JI)l(Hbl C00TBCTCTB0BaTb CJie)lylOI.UHM TPe6oBaHHHM: 

pororpabH ynaKoB0K c Ha3BaHeM Ipenapara, cpornrpacp1111 c yKaJam1eM cep111-1 

Tipenaparn, cpornrpacpHH caMoro 6paKa / HCCOOTBCTCTBHH. 
4) )],aHHhie C TepMOJaTIHK0B / CaM0IIHCIeB (B cnyqae HapyrneHliH TeMnepaTypttoro pe)l(HMa np11 

TpaHCIOpTHpOBKe). 
2.4.9. )],)l(OHCOH & JKoHcoH 0693y€TC paCCM0TpeTB IIpeTeH3MIO Ion1yqaTen B TC'ICHHe 30 (TpH).J.UaT11) 

KaJICHJapHLIX JHei C MOMCHTa IIOJIyICHH II0JIHOT0 K0MIIJIeKTa HaJJeKaIIe Ob0pMJeHHLIX 
,noKyMeHTOB, yKa3aHHhlX B n. 2.4.8, H HanpaBHTb nony<IaTCJIIO npenn0)l(CHMH no ee 

yperyn1-1poBaHH10 B cpoK, cornacoBaHHbIH CrnpoHaMH. 

2.5. CTOpOHbl noroaopttJiliCb, 'ITO AKuenT ocpepTbl, JII06bJe HHLIe IIpHJI0KCHHA HJIH 

).J.0il0flHl1TeJibHble cornarneHHH K ripe).J.JIO)l(eHHIO H AKuenTy ocpepTbl, HBJIHIOIUlieCH MX 

HeOTbeMneMOH 'laCTblO, B TOM '111CJie ).J.0KyMeHTbl, yKa3aHHbJe B n.2.2. HaCTOHI.Uero Tipe,nno)KeHHH, 

a TaKKe aKTLI npHeMa-IICpCJaIH, HaKJIaJIHBIC, 0TIeTB O6 CI10J1B30BaHHH ( ecnH rrpHMeHHMO) H 

HHLIe JOKyMCHTB (Janee JOKyMeHTL) M0IyT 6LITB II0JIICaHBI B 3IeKTpOHHO b0pMe B BIG 

3JIeKTp0HHBIX J0KJMCHT0B C HCII0JIB3OBaHHeM CTOpOHaM yCJIHHOi KBaJI]HIHpOBaHHOi 

3JieKTPOHHOH no,nn1-1c11 (,nanee - YK3rI), KaK otta onpe,nenena B n. 4 CT. 5 H B nopH,nKe n. l CT.6 
<1>3 P<l> OT 06.04.2011 Ne 63-03 «O6 91eKTpOHHO II0JIIIHCM». 
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BCEM fOCY )].APCTBEHHbIM, MYHMIJJ1IlAJibHbIM Y1IPE)K)].EHM51MM 3)].PABOOXPAHEHM51 M 
OPfAHAM MCCTOJIHHTEJibHOM BJIACTM B C<l>EPE 3)].PABOOXPAHEHM51 

2.5.1. ,[1.oKyMeHThl, 110,11.rmcaHHble YK3IT, npmHaIOTCll .ll.0KyMeHTaMH, paBH03Ha'IHbIMH 

JOKyMeHTaM Ha 6yMaKHOM H0CHTCJIe, II0JIIIHCaHHLIM CO6CTBCHHOpyIHO} II0JIIIHCLIO H 

nopom.naeT ,nnll CTopoH attanorn'!Hbie npaBa H o6ll3aHHOCTH. 

2.5 .2. ,[1.oKyMeHThl, K0TOpbIMH o6MeHHBaIOTCll CTOpOHbl, 3asepllIOTCll YK3IT Ha,nnemaw,HM 

06pa3OM yII0JIH0M0IeHH0r0 JI1a 0TnIpaBTe JOKyMeHTa. KaJIOe yII0JIHOM0ICHHO JIHIO 

,nonmtto HMeTb co6crnetttty10 YK3TI, no,nrnepm,neHHYIO cepTmpHKaTOM y,nocToBepllIOw,ero 

eHTpa, H .ll.0BepeHH0CTh, no,nrnepm,na10w,y10 Il0JIH0M0'IHH :noro JIHQa, ocpopMneHHYIO CTOpOHOH 

B ycTaH0BneHH0M nopH,nKe. 
2.5.3. 3neKTpOHHhIH ,noKyMeHT C'IHTaeTCll HCXO.ll.Hll.l,HM OT CTopOHhl, ecnH OH no,nnHcaH YK3IT, 

npHHa,nnemaw,ei1 CTopotte, H ,naHHhIH ,[1.oKyMeHT 6hrn 1-ianpaBneH TaKHM CrnpoHaM '!epe3 

COOTBeTCTBYIOW.ero oneparnpa :rneKTp0HH0ro .ll.OKyMeHT006opoTa no TeneK0MMYHHK3QH0HHbIM 

KaHanaM CBll3H. 
2.5.4. B cnyqae TeXHH'leCKOro c6oll BHyTpeHHHX CHCTeM mo6oi1 H3 CrnpoH, c60llX Ha CTOp0He 

onepaTopa ::ineKTp0HH0ro .ll.OKyMeHT006oporn, a paBH0 B CBll3H C ,neHCTBHHMH o6CTOllTeJihCTB 

Henpeo,noJIHMOH CHJibl CTOpOH, JeiCTBy JO6p0COBCCTHO, 0693aHL HC3aMCJJITCJILH0, B cp0K 

He 003,1:{Hee 0.ll.H0ro pa6oqero .ll.Hll, HHcpOpMHpOBaTb ,npyr ,npyra 0 HeB03M0)KH0CTH o6MeHa 

JOKyMCHTaMH B ::ineKTp0HH0M BH,ne, no,nnHcaHHhIMH YK3IT. 

2.5.5. ITpu ucnonhJ0BaHHH YK3IT CrnpoHhI o6ll3aHhI: 
06eCIeIBaT KOHhJCHIMaJILHOCT Kn1OIei VKOII, B HIaCTH0CT He J0IIyCKaTL 

CI10J1L30BaHe IIpMHaJJIeaIIHX MM KI1OIei yK9II 6e3 X C0rJIaCHI; 

• He3aMCJJITCJIBH0, HO, B JI1O6OM cyae B Cp0K, He n03JHIee 0JH0r0 pa6OIero JH. 

yBeJ0MJITL CTOpOHy, yJ10CT0BepAIOI IeHTp, BLJaBI cepT]MKaT KJIIOIa I1p0BepK 

3JIeKTpOHHO II0JIIIHCH, 0 1-1apyweHHH KOH(pHJ:{eHQH3JlbHOCTH KJIIO'!a YK3IT C M0MeHTa 

IIOJIyHICHA HHbOpMaIHH 0 TaK0M HapyIUICHH; 
• He HCnOJih30BaTb YK3IT npH HaJIH'IHH ocHoBaHHH nonaraTh, '!TO ee 

KOH(pHJ:{eHQHaJihHOCTb Hapywetta; 
• ucnonh30B3Th ,nnH C0J)J.aHHH H nposepKH YK3IT, coJ)J.aHHll KnIO'lett YK3IT H 

cepTu]KaToB IpoBepK KnIOua VKOII Cpen€TBa, II0JIyIBIIHe II0JTBCpKICHHe C00TBeTCTBM 

Tpe6oBaHHllM, ycTaH0BJieHHbIM B C00TBeTCTBHH C <ll3 «06 3JieK-rpOHHOH no,nnHCH». 
2.5.6. YK3IT npHJ1-1aeTcll )J.ettcTBHTeJibHOH ,no Tex nop, noKa peweHHeM cy)J.a He ycTattosnetto 

HH0e. 
2.5.7. BbICTaBJieHHe I0JIyueHe ][OKyMCHTOB II0 TCJICK0MMyHHKaIIH0HHLIM KaHaJIaM CB3H 

M0)KeT ocyw,ecTBnHTbCH qepe3 0)J.HOro HJIH HeCKOJibl<l1X onepaTopoB ::ineKTp0HH0ro 

IOKyMeHTOO6op0Ta. 
2.5.8. eKTp0HHL JOKyMCHT CIHTaeTC nony'leHHhIM O.ll.HOH 113 CrnpoH, ecnH ei1 nocTynuno 

coorneTcrnyiow,ee no)J.rnepmJJ.eH11e onepaTopa ::ineK-rp0HHoro JJ.OKy1v1e1noo6oporn, np11 ttan11'-l1111 

113sew,eHHll JJ.pyrof1 CrnpOHhI o nony<1emrn ,[l.01<yMeHTa, no.nrrncaHHoro YK3IT OJJ.HOH HJ Crnpott 

11 IlO)J.TBepm.neHHOro onepaTopoM 3JieKTp0HH0ro )J.OKyMeHT006opoTa. 

2.5.9. CrnpoHhI 06ecne<rnna10T xpattett11e ,[1.oKyMeHTOB, no)J.n11caHHbIX YK3IT coBMeCTH0 c 

IIpMMeHBIIMMC JUI b0pMHpOBaHH VKOII yKa3aHHLIX J0KyMCHT0B CepThKaTOM KnIroIa 

nposepKH Il0)].Ill1Cl1 B TCIeHe Cp0Ka, ycTaH0BJieHH0ro )].Jill xpaHeHl1H TaKl1X )J.0KyMeHTOB. 

2.5.10. CTOpOHbl caM0CTOllTenhH0 o6ecne'll1BaIOT ycTaH0BKY, HaCTpOHKY 11 3KCnnyaTaQHIO 
cpe,ncTB YK3IT B C00TBeTCTBHl1 C Tpe6osaHl1llMH ,newcrny10w,ero 3aK0H0,naTenbCTBa H 
pernaMeHTOM C00TBeTcTByIOui:ero YJJ.0CTOBepllIOW,ero QeHTpa H onepaTopa 3JieKTp0HH0ro 

JJ.OKyMeHToo6oporn. 
2.5.11. CrnpOHbl no,nrnep)K)J.aIOT, '!TO caM0CT0HTeJihH0 Bb1611paI-OT ce6e oneparnpa 3JieK-rp0HH0ro 

)J.OKyMeHT006oporn, H np0113B0)].l!T Il0)J.KJIIO<Iem1e, ycTaHOBKY 11 06ecne'111BaI-OT 

pa60Tocnoco6HOCTb cpe)J.CTB H KaHaJI0B CB3H, IIp0IpaMMH0r0 O6CCIICICH, a TaKKe CpJICTB 

Kp11nTorpacpuqecKOH 33ll.l,11Tbl HHcpopMaii:1111, He06XO.ll.HMblX .ll.Jlll Il0.ll.KJIIO'leHl1ll, co6crneHHblMH 

CHJI3Ml111 cpe,nCTB3Ml1. 

2.5 .12. Kam)J.al! H3 CTopoH caM0CTOllTeJibH0 IIJIaTHT 3a HCX0JIIIIHe OT Hee )J.0KyMeHTbl. 

2.6. B Te'!eH11e 30 pa6o<rnx )].Hett C )J.3Tbl 3aBepweHHH 11Cil0Jib30BaHHll nony<IeHHbIX ynaK0B0K ITpenaparn, 

A,11.pecaT ITpe)J.JIO)KeHHll o6ll3yeTCll npe,n0CTaBHTb ,[1.moHCOH & ,[l.)l(OHCOH 0HeT 06 HCilOJib30BaHHH 

Tipenaparn, co)J.ep)l(all.l,HH 0CH0BHYIO HHcpopMaii:1110 o TionyqaTene ITpenaparn, cep1111 ITpenaparn, 

K0Jll1<JeCTBe nepe)J.aHHE,IX ynaK0B0I< IIpenapara, are nonyIeH Ipenapara IaeHToM, BLIIICKe 113 
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BCEM fOCY,UAPCTBEHHblM, MYHI1IJJfTTAJibHblM yqpE)l(,l],EHI1JIM I1 3,UPABOOXPAHEHllil I1 
OPfAHAM 11CfIOJIH I1TEJibHOH BJIACTI1 B C<l>EPE 3,UPABOOXPAHEHl151 

pernemrn AJ:J,pecaTa IlpeJ:J,JIO)KeHHH, Ha, 0CH0BaHHH K0TOporo HaJHaqaeTCH TepanHH C npHMCHCHHeM 

Ilpenaparn, no opMe, ycTaHOBJIeHHO B IpJoKeHu Ne 2 Hacrnmuero IlpeJ:J.JIO)KeHHH. 

2.7 B cnyqae 0TCYTCTBIDI B oneTe 06 HCnOJib30BaHHH Ilpenaparn ocHOBHOH HHcpopMal{HH, yKa.JaHHOH B 

nyHKTe 2.6 HaCTOHII.{ero IlpeJ:J,JIO)KeHHH, TaKOH OTqeT cqHTaeTCH HenpeJ:J,CTaBJieHHhIM, 11 K ApecaTy 

IlpeJ:J,JIO)KCHHH npHMCHHIOTCH YCJIOBHH n. 3.4. HaCTOHII.{ero IlpeJ:J,JIO)KCHHH. 

2.8. B cnyqae He11cnoJih30BaHHH Ilpenaparn B TCICHe er0 cpoKa roJ:J,HOCTH AJ:J,pecaT IlpeJ:J.JIO)KeHHH 

o6»3yeTCJI npOH3BCCTH YHHqTQ)KCHHe IlpenapaTa He no3J:J,Hee 0J:J,HOro roJ:J,a nocne HCTeqeHHJI cpoKa 

roJ:J,HOCTH IlpenapaTa B nopHJ:J,Ke, YCTaH0BJICHHhIM J:J,CHCTBYIOII.{HM 3aK0H0J:J,aTeJibCTBOM. YHHqTO)KCHHe 

Ilpenaparn npottcxoJ:J,HT 3a cqeT AJ:J.pecarn IlpeJ:J.JIO)KeHHJI. 

2.9. B Te4eHe 30 pa6Oqux Heii Iocne yHuroxenu Ipenapara, Apecar IpeJnoKeHM 063yeTC 

npenocraBT JKoHcOH & JKOHcoH oTueT 06 yHuroKeHu IIpenapara, conepaii OHoBHy1o 

HpOpMaIO 0 cep Ilpenapara, H0Mep aTy AKIeITa OqpTBI, IIpMIHHy HCHCI10J1IL30BaHH 

Ilpenaparn B TeIeHe CpOKa roJ:J,HOCTH, KOJIICTB yHTOKCHHLX y1aKOBOK Ipenapara, [aTe erO 

yHHqToeH c npenocTaBJIeHHeM 3aBepeHHOi A[peCaTOM Ipe/1oKeH nu IonyuareneM IIpenapaTa 

K0II aKTa O6 yHITOeH IIpenapara. 

3. IlPO'llfE IlOJIOJKEHIDI 
3.1. CrnpOHbl nOHHMaIOT H B3aHMHO npH3HaIOT, qrn JJ:)KOHCOH & JJ:)KOHCOH He HeceT OTBeTCTBCHH0CTh 3a 

J:J,aJihHei-irnee o6ecneqeHHe Ilal{HeHTOB IlpenaparnM. CoorneTcrny10m11e rapaHTHH B ccpepe oxpaHhI 

3J:J,0pOBhJI, ycTaH0BJICHHbJe 3aK0H0J:J,aTeJibCTBOM PoCCl1HCKOH <DeJ:J,epal{Hl1, HecyT opraHbl 

rocyJ:J,apcTBCHHOH BJiaCTJ1 11 opraHbl MeCTHOro caMoynpaBJieHHH, a TaK)Ke J:J,OJI)KHOCTHhIC Jll1L{a 

0praH3a B IpeJenax CBOHX I0JIHOMOI. 

3.2. JJ:)KOHCOH & JJ:)KOHCOH 11 AJ:J,pecaT IlpeJ:J,JIO)KeHHH npH3HaIOT H cornarnaIOTCJI, qT0 n106oe 

B3aHMOJ:J,eHCTBHe yKa3aHHhIX JIHI.{ B paMKax HaCTOJIII.{ero IlpeJ:J,JIO)KCHl1JI He o6JI3bIBaeT AJ:J,pecaTa 

IlpeJ:J,JIO)KCHl1JI Hl1 B KOCH Mepe np1106pernTh, HCnOJib30BaTh, peK0MCHJ:J,OBaTb 11JIH 06ecneq11BaTh 

B03MO)KHOCTh HCn0Jih30BaHl1JI KaKHX-JIH6o npenapaT0B JJ:)KOHCOH & JJ:)KOHCOH, He HanpaBJieH0 Ha KaKoe 

JIH6o orpaH11qeHHe K0HKypeHL{HH HJIH npeJ:J,OCTaBJICHHe npe11MymecTB B C00TBCTCTBHH C J:J,eHCTBYlOII.{11M 

3aK0HOJ:J,aTeJibCTBOM P<D H B npeJ:J,eJiax KOMIICTCHIIHH yKa3aHHLIX JI. 

3.3. AJ:J.pecaT IlpeJ:J,JIO)KeHHJI HaCTOJIII.{11M npeJ:J,OCTaBJIJICT JJ:)KOHCOH & JJ:)KOHCOH 3aBepeHHe, HMClOII.{ee J:J,JIH 

JKoHcon & JJ:)KOHCOH CyIIIeCTBCHH0C 3HaIeHMe, 0 TOM, uTo Ilpenapar 6y,u:eT HCnOJih30BaTbCH CTporo no 

Ha3HaqeHHlO, yKa3aHHOMY B HHCTPYKL{HH no MCJ:J,HL{HHCKOMY np11MeHeHHlO Ilpenaparn, B C0OTBCTCTBHH C 

Tpe6oBaHHJIMH ,u:e11crny1omero 3aK0HOJ:J,aTeJibCTBa PoccHHCKOH <DeJ:J,epal{HH (BKJIIOqaJI np11MeHHMhie 

CTaHJ:J,apTbl H nopHJ:J.KH 0Ka3aHHH Me,U:HL{HHCKOH noMOII.{H). B cnyqae CCJil1 B C0OTBeTCTBHH C 11HCTPYKL{l1CH 

no MeJ:J,HL{HHCK0MY np11MeHeH1110 IIpenapara Ila1ueHTy 6y/eT BBCJeH0 IOIyaTeJeM MeHLIIee 

K0JIH':ICCTBO nonyqeHHOro IlpenapaTa, TO AJ:J.pecaT IlpeJ:J,JIO)KCHHJI rapaHTpyeT, uTo OcTaBIIICeC 

KOnIIecTB0 Ilpenapara 6yJeT MCI10J1L30BaH0 CTp0T0 II0 Ha3Ha9CHIO H TaKKe yKa3aH0 B 0TueTe 06 

11cnOJih30BaHHH Ilpenaparn no cpopMe Ilp11JIO)KCHHJ1 N2 2. 

3.4. OTqeT 06 HCil0Jib30BaHl1H Ilpenaparn, JIBJIJICTCJI o6JI3aTeJibHbIM K npeJ:J,OCTaBJICHHlO AJ:J,pecaTOM 

IlpeJ:J,JIO)KCHHJI J:J,0KyMeHT0M, CBHJ:J,eTeJibCTBYlOII.{11M 0 QeJieB0M HCn0Jib30BaHHH. B cnyqae, eCJIH oTqeT 06 
11Cn0Jib30BaHHH Ilpenaparn He 6y,u:eT npe,U:0CTaBJieH AJ:J,pecaTOM Ilpe,U:JIO)KeHHH B TeqeHHe 4 (qeTb1pex) 

MCCHL{CB c ,u:aTbl J:J,0CTaBKH Ilpenaparn, TO J:J,CHCTBl1e HaCTOJIII.{ero Ilpe,u:JIO)KCHHJI He 6y,u:eT 

pacnpocTpaHJIThCJI Ha Jil06hie 11Hble nocne.u:y10m11e AKL{enTbl ocpepTbl AJ:J,pecaTa IlpeJ:J,JIO)KCHHJI. 

3.5 JJ:)KOHCOH & JJ:)KOHCOH 11 AJ:J,pecaT IlpeJ:J,JIO)KCHHH o6JI3YlOTCJI B3al1MH0 CO6JI1OJaTL Tpe60BaHM 

3aK0H0J:J,aTCJihCTBa B ccpepe npOTl1BOJ:J,eHCTBHJI KoppynQHH H npeJ:J,ynpe)KJ:J,CHl1H KOH!pJIHKTa HHTepecoB 

CTOp0H, 0 nopJI,U:Ke o6pameHHJI co CBCJ:J,CHHHMH, C0CTaBJIJ!lOII.{HMH K0MMepqecKyIO, cny)Ke6HyIO, 

HanI0r0ByIO, Bpa6Hyo TaHy HHyIO KOH]MICHIIMaJIBHyHO HHbOpMaIHIO, B TOM ICne CO6JI1OJ1aTL 
3aK0H0J:J,aTCJibCTB0 0 3all{HTe nepcoHaJihHhlX J:J,aHHblX. AJ:J,pecaT Ilpe,U:JIO)KCHHJI 3aBepJieT H rapaHT11pyeT 

npaB0MepHyIO nepe,u:aqy JJ:)KOHCOH & JJ:)KOHCOH nepcoHaJibHh!X ,u:aHHhlX A,u:pecarn Ilpe,U:JIO)KeHHH B 

paMKax 3aKJIIOqeHHJI JWHHOH ocpepTbl B CO0TBeTCTBl1H C Tpe6oBaHHJIMH npttMeHHM0ro 3aKOH0J:J,aTeJibCTBa, 

a TaKKC HaJUICXKaIIICC yBCJOMJI€He Cy61eKTOB O TaKO IIepeJaIe HX IIpCOHaJILHBIX JaHHLIX, CCJIH TOTO 

Tpe6yeT npnMeHHMOe 3aK0H0,ll,aTeJihCTBO, J:],JIJI ,ll,0CTH)KCHHJI IeJIM: 3aKJI1OICHHe, CII0JIHCHHe H (HJI) 

npeKpameHHe J:J,0roBopoB 11 cornarneHJ1H Me)KJ:J.y AJ:J,pecaTOM Ilpe,ll,JIO)KCHHH H JJ:)KOHCOH & JJ:)KOHCOH. 
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BCEM fOCY,[(APCTBEHHhIM, MYH11U11TIAJibHhIM YlIPE)l{,[(EHl15IMl13,[(PABOOXPAHEHl15I 11 
OPfAHAM l1CTIOJIHl1TEJihHOM BJIACTI1 B CCl>EPE 3,[(PABOOXPAHEHH51 

AJpecar Ipe/noKeH u JKoncon & JroHcoi 3aBepror rapaHTHpytor 06ecIeeHe 

KOH<trn.n;eHI.~11aJibHOCTl1 11 6e3onacHOCTl1 nepe.n;aBaeMhIX nepcoHaJihHblX ,!1.8HHbIX np11 11X o6pa60TKe B 

COOTBeTCTBl111 C TPe6oBaH0.HMl1 np11MeHl1MOro 38KOHO.D;aTeJihCTBa. A.n;pecaT Ilpe.n;JIO)l(eHl1.H 11 ,l..l;)l{OHCOH & 
,l..l;)l(OHCOH o6.H3YIOTC.H np11Hl1M8Tb Heo6xo.n;l1Mbie npaBOBbie, opraHl138U110HHbie 11 TeXHl1'-1ec1<11e Mepbl 11Jil1 

06ecne'-111BaIOT 11X np11H.HTl1e .D;JI.H 38ll{l1Tbl nepcoHaJibHhIX .n;aHHblX np11 11X nepe.n;a'-!e Me)l(JJ;y A.n;pecaTOM 

Ilpe,!1.JIO)l(eHl1.H 11 ,l..l;)l{OHCOH & ,l..l;)l(OHCOH nocpe,!1.CTBOM 3JieKTp0HHbIX KaHaJI0B CB.!1311, M8llll1HHbIX 11 

6yMa)l(HbIX HOCl1TeJieH 11H<pOpM8U1111 11Jil1 11HbIM cnoco6oM. B cnyqae HeC00TBeTCTBl1.H .n;eHCTBl1TeJibHOCTl1 

yKa3aHHBIX B HaCTOIICM IyHKTe 3aBepeH rapaHT J[KoHcon & J[KoHoH HeMeJJICHHO OTKaKeTC 

OT nony'-leHl1.H nepcoHaJihHhIX .n;aHHbIX OT A.n;pecaTa Tipe.n;JIO)l(eHl1.H 11 (11JIH) B pa3yMHhlH cpoK npe1<paTl1T 

o6pa60TKY paHee nony'-leHHhlX OT A.n;pecaTa Tipe)).JIO)l(eHl1.H nepcoHaJibHbIX .n;aHHblX. ,l..l;)l(OHCOH & 
,l..l;)l(OHCOH .D;JI.H BbinOJIHeHl1.H BbillleyKa3aHHOH uen11 11MeeT npaBO np11BJieKaTb TpeThl1X JI11U -nOCTaBI1{11K0B 

11H<popMau110HHo-cnpaBo'-IHhIX ycnyr 11 (11n11) ycnyr npoBe.n;eH11.H ay.n;11TOBlnpoBepo1< - K o6pa6oTKe 

nepcoHaJihHblX .n;aHHhIX, nony'-leHHblX or nepenaoeii CTOpoHL. IpBJeqeHe yKa3aHHLIX TpeTLHX JI11U 

K 06pa60T1<e nepcoHaJibHblX .n;aHHbIX M0)l(eT ocyLUeCTBJI.HTbC.H T0JibKO np11 ycJIOBl111 o6ecne'-!eHl1.H 11MH 

KOH<p11.n;e1-1u11aJibHOCTl1 11 6e3onaCHOCTl1 nepcoHaJihHblX .n;aHHblX np11 HX o6pa60TKe. A.n;pecaT 

IIpeJoKeH 3aBepeT rapaHTpyeT n0JIyIeHe cOrnIaCH Cy6BeKTOB JI H8JIH'-111e 11Hb!X npaB0BblX 

OCHOBaHl1H .D;JI.H ocyLUeCTBJieHl1.H Bbillleon11caHHblX .n;eHCTBHH co CT0pOHbl ,l..l;)l(OHCOH & ,l..l;)l(OHCOH 

3.6 CoBeprneH11e A.n;pecaTOM Tipe.D.JIO)l(eHH.H .n;e11crn11i1, y1<aJaHH&1x B n.2.2. HaCTO.HLUero Tipe.n;no)l(eH11.H, 

6y.n;eT CIHTaTBC aKIUeIITOM HacTOIIerO Ipe/oKeH. AKIeIIT HaCTOIIIerO Tipe.n;JIO)l(eHl1.H B03M0)l(eH 

JI11lllb B nOJIHOM o6beMe. TonbKO B 3TOM cnytrne .n;oroBop O 6e3B03Me3.D;HOH nepe.n;a'-!e Ilpenaparn .D;JI.H 

Lene OIepaTuBHo Ha CIeHan3poaHHo repane pacIIpeH JocTyIa IaICHTOB K 

Jie'-leHl1lO 11HHOB8U110HHblMl1 ne1<apcrneHHblMl1 npenapaTaMl1 6y.n;eT .HBJI.HTbC.H 3aKJIIOICHHBIM MeKJy 

,l..l;)l(OHCOH & ,l..l;)l(OHCOH 11 A.n;pecaTOM Tipe.n;JIO)l{eHH.H Ha ycJIOBH.HX Tipe.n;JIO)l(eHH.H. lfaCTl1'-IHhlH aKuenT 

npe.n;JIO)l(eHl1.H ( ocpepTbI), a Tal<)l(e aKuenT Tipe.n;JIO)l(eHH.H ( ocpepTbl) Ha 11Hb!X ycnOBl1.HX He .n;onycKaIOTC.H. 

3aKJIIOlJeHl1e .n;oroBopa Me)l(.n;y ,l..l;)l{OHCOH & ,l..l;)l{OHCOH 11 A.n;pecaTOM Ilpe.n;JIO)l(eHl1.H ocyLUeCTBJI.HeTC.H nyTeM 

coBepllleH11.H .n;e11crn11H A.n;pecaTOM Ilpe.n;nm1<eH11.H B nop.H.n;Ke, npe.n;ycMorpeHH0M pa3.n;enoM 2 «O6LU11e 

ycnOBl1.H» HaCTO.Hll{Cro Tipc.n;JIO)l{eHl1.H ( ocpepTbI). CoBoKynHOCTb Ilpe.n;JIO)l(CHl1.H ( ocpepTbI) 11 AKuema 

ocpepTbl npe.n;cTaBJIHIOT co6oi1 .D;0fOBOp, IO IOpIeCKO} IIpHp0Je BJIIOIIIiC II0XKCpTB0BaHHCM, H K 

1<ornp0My np11MeH.HIOTC.H HopMbI cTaTbH 582 fK Pct>. B uen.Hx 6yxranTepc1<oro y'-leTa A.n;pecarn 

Ilpe.n;JIO)l(CHl1.H CTOl1M0CTb O.D;HOH ynaK0BKH Tipenaparn npHHl1MaeTC.H paBHOH cne.n;yIOLU11M ueHaM 6e3 

H,UC: 

- An6paB11 (MHH ceneKcar) Ta6JeTKH, IOKpLTe IJIeHOIoii 060n109Ko 200 MKr Ne 60 - 
181.836,61 py6. 
3.7. HacTO.Hll{ee Tipe.D;JIO)l(eHlle .n;eHCTBHTeJihHO .n;o 31 .n;eKa6p.H 2025 ro.n;a H MO)l(eT 6h!Tb OT03B8H0 

,l..l;)l<OHCOH & ,l..l;)l(OHCOH B JII060H MOMeHT. 

3.8. ,l..l;)l(OHCOH & ,l..l;)l(OHCOH BnpaBe OTK838Tb B np11H.HTl111 AKuenTa oqiepTbl 11 OTl<a38TbC.H OT HCnOJIHemrn 

CBOHX O63aTILCTB IO HaTOICMy IIpe/I0KeHIO, B CJIyIae CCJIH IIO TCXHHICCKHM /JI 
JIOfHCTl1'-!eCKl1M np11'-111H8M ,l..l;)l(OHCOH & ,l..l;)l(OHCOH He M0)l(eT ocyLUeCTBl1Tb .D;0CTaBKY Ilpenaparn 

IIonyuaTe11o 

3.9. H OJHa M3 CTOpOH JOTOBOpa He BnIpaBe OCyIIICCTBJIITL KaKe-JI6O JeiCTBI, 3an1peIeHHre 

38KOHO)laTeJibCTB0M Pocc11HCKOH Cf>e.n;epau~111 11Jil1 11HbIM 38KOHO.D;aTeJibCTBOM O npOTl1BO.n;eHCTBl111 

1<oppynu1111, KOTOpoe .n;anee COBMCCTHO HMCHyCTC «AHTKOppyIIHOHHOe 3aKOH0.D;aTeJibCTBO» H MO)KeT 

np11MeH.HTbCJI K K8KOH-JIH6o O.D;HOH HJil1 06e11M crnpoHaM. B .n;ononHeH11e K BBIIIICH3JI0XKCHH0My HH OJ1Ha 

3 CTOpOH He BIIpaBe OCyIIICTBJITL KaKMe-IM6O IIJIaTC, IIpJJIaTaTL MJI IIepCJaBaTL KaKHe-JI6O 

I,€HHOCT TOCyJapCTBCHHOMy /JI MyHHIIIIaJILH0My CJ1yKaIIICMy, pa6OTHKy OpraH0B 

rocy)lapCTBeHHOH BJI8CTl1, opraHOB MeCTHOfO caMoynpaBnemrn, T0CyJapCTBCHHLX /JI 

MyHIMIIaJIBHBIX OpraHM3aIM, KaKOi-JI6O IOJIHTHIeCKO IIapTHH M/JI KaHJIaTy Ha J0JDKH0CTL B 

opraHax rocy.n;apcrneHHOH BJIaCTH JI MeCTHOTO CaM0yIIpaBJICHH, JI6O MHOMy TpCTLCMy JILy, 

CB.H3aHHOMY BO c.n;eJIKOH, ecn11 9TO IpHBJeT K HapyrneHHIO AHTl1Koppynu110HHOro 38KOHO,D:aTeJibCTBa. 

3 .10. CTOJ)OHbl OCB060)l(JJ;aIOTC.H OT OTBCTCTBCHHOCTH 3a IIOJIH0e 11Jll1 '-!aCTl1'-IH0e HeBbinOJIHeH11e 

o6.H3aTeJibCTB no HaCTO.Hll{eMy .[(OfOBopy' ecm1 3TO HeBbin0JIHeH11e .HBHJIOCb CJie.[(CTBl1eM o6CTO.HTeJibCTB 

Henpeo.[(OJil1MOH Cl1Jlbl BKJIIO'-la.H HaBOJIHCHe, II0Kap, 3CMIIeTpCCHHC H JpyTHe CTXIHBIe 6e.n;CTBl1.H, 

BOHHY, B0CHHbie ,neHCTBl1.H BCex B11.D;OB, 3a6aCTOBKY nepcoHana, rpa)l(.[(aHCKl1X 6ecnop.H.[(KOB, aBapHH Ha 
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BCEM fOCY )];APCTBEHHbIM, MYHI1UI1TIAJibHbIM Y1.J.PE)l{)].EHIDIMI1 3,lJ;PABOOXPAHEHHJI I1 
OPfAHAM I1CTIOJIHI1TEJlbHOH BJIACTH B C<l>EPE 3)];PABOOXPAHEHI1JI 

TpaHn0pTe, . 6J10KaJIBI, 3IIHJeMH HJI naH,ll.eMHH, • a paBH0 B-Be,ll.eHHe ynOJIH0MoqeHHbIMH 

r0CyJapCTBCHHBIM OpraHaMH pCXKHMa IIOBLIIIICHHOi T0T0BH0CT HJI HH0T0 aHaJI0TIH0T0 pCXKHMa 

cmnaHH0ro c pHcKaMH HacTynJieHHSI o6cTOHTeJibCTB Henpeo,ll.OJIHMOH CHJibI, a TaK)f(e npHHSITHe 

rocy.uapcrneHHblMH opraHaMH aKTOB, npenHTCTBYIOIUHX Bbin0JIHeHHIO o6eHM11 11Jil1 O,ll.HOH 3 CTOpoH 

o6si3aTeJibCTB no .uaHH0MY .uoroBopy, H .upyrHX o6CTO>ITeJibCTB, K0T0pbie MoryT noBJIHS!Tb Ha Bbin0JIHeHHe 

o6si3aTeJibCTB no HaCTOHIUeMy .uoroBopy. CTopoHa, .ll.JISI KOTOpOH Bbin0JIHeH11e o6si3aTeJihCTB CTaJI0 

HeB03M0)f(HbIM BCJie,ll.CTBHe Hac'rynneHHSI o6cTOHTeJibCTB HenpeO,ll.OJ111MOH CHJlbl, ,ll.0Jl)f(Ha B TeqeHHe 3 

(Tpex) pa6oq11x ,ll.HeH C M0MeHTa HacTynneHHSI yKa3aHHbIX o6CTOHTeJihCTB JII06bIM ,ll.0CTynHhIM B .uaHHbIX 

o6CTOHTeJibCTBax cnoco6oM yBe,ll.0MHTb .upyryro CrnpoHy 0 HaIaJIe, 0XKHJaCMOM cpoKe .ueHCTBHSI H 
npeKpameHHH YKa3aHHbIX o6cTOHTeJibCTB. Ecn11 HeB03MO)f(H0CTb noJIH0fO HJ111 qacT11qHoro Bbin0JIHeHHSI 

o6si3aTeJibCTB ,ll.JISI O,ll.HOH H3 CTopoH ,ll.J111TCSI 6onee 1 ( O,ll.HOro) Mecsiua, .upyrasi CrnpoHa HMeeT npaB0 

noJIH0CTblO HJIH IaCTHHIHO OTKa3aTLC OT .uoroBopa, nHCbMeHH0 113BeCTl1B 06 '.HOM .upyryro Crnpotty. Ilp11 

3T0M CTOpOHbl ,ll.0JI)f(Hbl npoBeCTl1 neperoB0pbl C ueJiblO oueHKl1 c11Tyau1111 11 Bblpa60TKl1 

B3aM0IIpHCMJICMLIX peIIICHi. B cnIyIae CCII .uei1:crn11e o6cTOHTeJibCTB HenpeO,ll.OJ111MOH CHJlbl )J.JllffCSI 

MeHee I (0/Hor0) Meca, Cp0KH CIIOJIHCHH 063aTeJILCTB CTOpOH IIpOJJICBa1OTC Ha IIepH0J HX 

.uei1:crn11si. 

3 .11. Bee CII0pBI JIH pa3H0IJIaCH, B03HMKaIOIIIHe IIO HaCTOIICMy JOTOBODpy HJIH B CBH3H c HMM, 

pa3pea1oTc9 IyTeM neper0B0p0B. )Io nepena cnopa Ha pa3peIeHe cyna CT0p0HLI IIpHMyT MepLI K 
ero yperyn11poBaHHIO B npeTeH3110HH0M nopH,ll.Ke. no nonyqeHHOH npeTeH31111 CTOpOHa ,ll.0JI)f(Ha .uaTb 

nHCbMeHHbIH 0TBeT no cymecrny B cpoK He Il03,ll.Hee IO (.uecHTH) KaJieH.uapHblX ,ll.HeH C .uaTbl ee nonyqeHHSI. 

8 cnyqae HeB03M0)f(H0CTl1 pa3peIIIeHl1SI cnop0B 11J111 pa3Hornaci IyTeM IeperoBop0B, 0H no/eKaT 

pa3peIeH1o Ap6TpaKHLIM CyJOM ropo.ua MocKBbl B nopsi.uKe, ycTaH0BJICHHOM 3aKOHO,ll.aTCJ1bCTB0M 

PocccKoi beJepa. 

IIpnoeHe N2 «OrueT 06 1CI10JIB30BaHH JlCKapcrneHH0ro npenaparn ,ll.JlSI Me,ll.111..{11HCK0ro 

np11MeHeH11si c MHH ceneKc11nar» 

CCLJIK: 

I. KnIHHIeCKe pCKOMCHJaL «JIerOIHa THIIpTCH3, B TOM HICJIe Xp0HHICCKa 

TpoM603M6om1qecKasi neroqHasi rnnepTeH3HH», 2024.https://cr.minzdrav.gov.ru/recomend/l 59 _2 

2. Humbert M. et al. EurHeaii J. 2022; 43: 3618-731 

3. EKeTOJIHBI 61OJIIeTeHL KCIICpTHOrO COBeTa II0 peJKHM (OpbaHH1M) 3a601eBaHMM KOMTeTa 

rocy.uapCTBCHHOH .il:YMbl no oxpaHe 3,ll.0p0BhH, MocKBa 2021 
4. lfa30Ba .E., Apxunoa O.A., MapTbIHIOK T.B. Jlerot.rnasi apTepttaJihHasi nmepTeH311H B PocCMrr: 

aHan3 IIIeCTHJIeTHerO Ha6JI1OJ[CHM II0 JaHHLIM Ha1onanHoro percrpa. TepaneBruecK 

apx11B. 2019; 91 (1): 10-31. DOI: 10.26442/00403660.2019.01.000024 

5. D'Alonzo et al. Ann Intern Med. 1991; 115(5):343-9. 

6. Hoeper MM, et al. Int J Cardiol 2016; 203:612-3; 
7. Farber et al. Chest. 2015;148(4):1043-54. 

8. Siegel et al. CA Cancer J Clin. 2015;65(1):5-29. 
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[HA BJIAHKE VIPEKJ[EH] 

cx. N -------- KyJJ.a: 121614, r. MocKsa, yJI. Kp&rnaTcKaH, 17, Kopn. 2 
TeJI.: ( 495) 580- 77-77, <l>aKc: ( 495) 580- 78- 78 

(( » 20 r. ------ KoMy: 000 «,lJ;)KOHCOH & JKOHCOH» 

AKenr obepTI 

HacTOHll\HM _ 
Y1.;;nan, 11a11Mc11oeam1c rocy.aapcrac1111oro 11n11 M)11111lllna!lhltoro )"lpe;+.,:1c111u1 upa1100."<pa11c111u1 n116o 11cnon1111renblloro opraua nx:y,1apcrac1111ofi enacrn a cq>cpc 1,1paeooxpa11cmu1 

HaJJIeXKaIIIHM 06pa30M C03,[laHH0e eCTByIOIIee B C00TBeTCTBHH C 3aK0H0,LlaTeJibCTB0M PocCHHCKOH <l>e,nepau1111, 
OfPH: HHH: c MecToM 
HaX0)K,[leHHH II0 a,npecy: _ 

B JIHUe ------------------------------------------------ 

JeicTByIOI Ha OCH0BaHHH 
(,naJiee - A,npecaT IlpeJJ,JIOilCeHmI\AKQenTaHT) U0JIH0CTbIO npunuMaeT ycJI0BUH pa3MemeHH0ro O6mecTBOM C 
orpam1'1eHHOH 0TBeTCTBeHH0CTblO «,lJ;)KOHCOH & JKOHCOH», HOpMIIHIeCKO JII0, HaJJICKaIIIMM 06pa30M C03,[laHH0e 
JeiCTByIOIIIee B coorneTcrn1111 c 3aKoHo,naTeJI&CTB0M Pocc11iicKott <l>e,nepau1111, OfPH: 1027725022940, HHH: 

7725216105, c MeCTOM HaX0)K,[leHHH IIO a,npecy: 121614, r. MocKBa, yJI. Kp&rnaTCKaH, ,n. 17, Koprr. 2, B nIIe 
feHepaJibHOro HpeKTOpa Ky3He1oBa MaKcHMa EBrHLeBa, JeicTByIOIerO Ha OCH0BaHl1H Ycrnsa (,naJiee - 
«,lJ;iKOHCOH & ,lJ;iKoncou») IlpeJJ.JIOilCeHUH (04>epTb1) C ucx. HoMepoM 25/2-2/24 OT 25 J).eKa6pH 2024 roJJ,a 0 
6e3B03Me3,[lHOM rrpe,n0CTaBJieHHH JieKapCTBeHH0ro nperraparn ,[\JIH Me,LlHUHHCK0ro npHMeHeHHH C MHH ceJieKCHrrar 
B IeJIIX JI0CTKCHHI HHIHBHIyaJILHOi MaKCHMaJILHOi IIepeHOCHMOk ,[l03bl H pacurnpeHHH ,nocTyna nau11eHT0B, 
TpaJaHOIIX JIerOIHOi apTpHaJILHO TIIepTCH3Mei, K COBpCMCHHOM HIHHOBaIMOHHOi TepaIIH C 11CII0Jlh30BaHHeM 
JieKapcTBeHH0ro npenapaTa ,[\AA Me,[lHUHHCK0r0 rrpHMeHeHHH C MHH ceJieKCHrrar, ToproBh!M HaHMeH0BaHl1eM 
Arr6pas11 (,naJiee - IIpenapaT), 11 rrpe,nocrnBMeT cJie,ny10m11e cse,nenHH, neo6xo,n11Mh1e JI aKIenTa TaKO oqiepThI: 

nbopMau o6 opranu3auu - IIoryrare.re IIpenapara 

HauMeHOBaHHe OpraHH3aIHH. 
(yKa:JaTb HaHMCHOBaH€ nony<iaTem1, ynoJIHOMO'leHHOro 

npHHHMaTb H HCnOJib30BaTb JieKapcTBeHHbie cpe.11crna JJ.]IJI OKa3aHHll 

Me.l\HI.IHHCKOH nOMOII.IH) 

A,npec ,nocTaBKH IIpenaparn, sueceun&Itt B HC 
M,lJ;JIII 

HHH/KIIII: 
KoJil1'1eCTBO IIau11eHTOB, C0OTBeTCTBYIOll\HX 
ycJI0BHHM IIpe,nJIO)KeHHH 11 0Tpa)KeHH0e Ha crp.2 Bcero Ila1eHT0B 
AKIeIITa ObepTLI: 

KoJIH'leCTBO K0MrIJieKT0B ,[\JIH ,[l0-THrpau1111 ,[l03hl (H3 

pac<JeTa J KOMnJieKT no CTpe.l\/IOJl<eHHIO tta KalK.l\Oro CTa1.111ettTa, 

HMe1011.1ero rpalK.l\aHCTBO P<l>, ttaXO.l\l!ll.lerocll tta TepanHH C Bcero KoMrrJieKTOB 
npttMettett11eM npenaparn c MHH CeneKcttnar, KOTOpoMy 

tta3tta<JaeTCll .l\0-THYpal.lHll .l\03bl .l\Jl ll .l\OCTHlKeHHll 

HH.l\HBH.l\YaJibHOH MaKCHMaJibHOH nepettOCHMOH .l\03bl (.11anee - 

«na1.1ttettrn) B COOTBeTCTBHH C pewettHeM epa4e6ttol! KOMHCCHH, 

KOHCHJIHyMa epa<Jel! HJIH Jie<Ja11.1ero epa4a, OYpalKeHHOM tta CYp.2 

ttaCTOJ11L1ero AK1.1enrn ocpepTbI) 

KonTaKTHLie J).aHHhle co CT0p0Hbl oprauu1a~uu - IloJiyqaTeJIH 

TeneboH: I 



[HA BJ1AHKE Y1IPE~EHIDI] 

HacTOHl.l.(11M A.npecaT Tipe,!1,ITO)l(eHHHI AKuenrnHT npe,!locrnBITHeT HJ1)1(ecITe,!ly10mee 3asepeH11e 06 
06CTOITJILCTBaX, HMeHOIIIHX 3HaeHHe JI 3aKJIHOIeH JOrOBopa, 11 TeM caMhlM np11H11MaeT Ha ce6H 
OTBeTCTBeHHOCTb 3a COOTBeTCTBl1e 3aBepeHl1H ,!leHCTBl1TeITbHOCTl1 B Cl1ITY nyHKTa 1 CTaTbl1 431.2 rK P<l>: 

Pe1IIeH11eM (spaqe6Hoi1 KOM11cc11HI KOHC11ITeyMa spaqeW ITeqamero spaqa) 
____________ KOJIHICCTBO HICJIOM H npon11cb10) rpa)l(,!laH11Hy(-aM) P<l> c ,!),11arno30M ITeroqHaH 
apTepHan1Ha THIIepTCH3HI H HaXOJIIICMyC Ha Tepan1111 c np11MeHeH11eM ITeKapcrneHHOro Ilpenaparn c MHH 
ceITeKc11nar, Ha3HaqaeTCH ,!lO-Tl1TPaUHH ,!l03bl ,!),ITH ,!1,0CTl1)1(eHHH 11H,!ll1B11,!1,YaITbHOH MaKC11MaITbHOH nepeHOCl1MOH ,!l03bl 
(,!1,arree - «Tiau11eHrn ). 

B COOTBeTCTBl111 C TPe6oBaHHHMl1 np11MeHl1MOro 3aKOHO,!laTeITbCTBa pe1IIeH11e ocpopMITeHo B B11,!),e: 

• npornKoITa NQ OT « 
CBCJICHH: 

» 20 _ r., KOTOphri1, cpe,!1,11 npoqero, COJepKIT CJIeJIyHOIIIHe 

1. ,!laTa npose,!),eH11H 3ace,!laH11H spaqe6Hoi1KOM11cc111111IT11 KOHC11IT11yMa spaqei1: 11IT11 pe1IIeH11H ITeqamero spaqa: 
« » 20 r.; 

2. peIeHe Bpa4e6HO KOMHCCH KOHCHJIyMa BpaYei/ ne9aero Bpaa H ero 060CHOBaH11e, BKJlIOqaH: 
yKa3aHe TeKyIIe ,!l03hI npenaparn ,!),ITH KaKJIOTO IaIIeHTa, yKa3aHHe HOBO ,!l03hI npenaparn np11 npoBe,!leH1111 
0,!lHOro lllara THTPOBaHHH ,!l03bl ( 0,!ll1H Illar THTPOBaHHH paBeH yBeIT11qeH11IO ,!l03bl npenaparn Ha 200 MKr 2 pa3a B 
,!leHb), YKa3aH11e Heo6XO,!ll1MOro KOIT11qeCTBa ynaKOBOK Ilpenaparn Ha Ka)l(,!1,0ro nau11eHTa ,!),ITH yseIT11qeH11H ,!l03bl 

npenaparn Ha O,!ll1H Illar _ 

CB€JICHH O peIIIHHH BpaYe6HO KOMHCCH/ KOHCHIyMa Bpaeii/ neuaero Bpa4a OTpaKeHLI B 
COOTBeTCTBy10mei1 Me,!l11U11HCKOH ,!lOKyMeHTal..(1111 Tiau11eHTa(-0B ). 

HJIH 

• 3ancH B MCJIIHHCKOi JIOKyMCHTaIH IaIHeHTa, B KOTOpOH, €pen npOIerO, COJIepKaTC CJIeIIyIOIIIHe CBCJCHH: 

1. ,!laTa BbIHeceHHH pellleHHH O ,!lO-Tl1TPau1111 ,!l03bl ,!),ITH ,!lOCTl1)1(eHl1H 11H,!ll1B11,!lyaIThHOH MaKCl1MaITbHOH 

nepeHoc11Moi1 ,!l03hI Ilpenaparn: « __ » 20 r.; 

2. 060CHOBaHHe peIIICHH, BKJIHOIa:. yKa3aHHe TeKyIei JO3LI npenapaTa JI KaJOTO I1aIIMeHTa, yKa3aHHe 

HOBOH ,!l03bl npenaparn np11 npoBe,!leHl111 0,!lHOro lllara THTPOBaHHH ,!l03bl ( 0,!ll1H Illar Tl1TPOBaHl1H paBeH 

yseIT11qeH1110 ,!l03hI npenaparn Ha 200 MKr 2 pa3a B IeHB), yKa3aHHe HO6XOJIHMOTO KOIT11qecrna ynaKOBOK 

TipenapaTa Ha Ka)l(,!1,0ro nau11eHTa ,!),ITH yseIT11qeH11H ,!l03hI npenaparn Ha O,!ll1H Illar _ 

Ilp11ITO)l(eHl1H. 

IIpnararoTc CJIeJIyIOIIIe JIOK/MeHTLI, 3aBepeHHLe IIOIIHCLIO yIIOJIHOMOIeHHOTO JI1a IeIaTLrO ApecaTa 

IIpe/1oKeH\AKIeIITaHTa: 

1. KaprouKa ropecKOrO Ia - AJpecaTa IIpe/oKeHg\AK1enITaHTa IO1yuaTen. 

2. KonHH ,!1,0BepeHHOCT11 Ha nOJIyYeHe IIpenapaTa c yKa3aHHeM yIIOJIHOMOIeHHOTO JIIIa / BLIIIICKa M3 

np11Ka3a O Ha3HaqeHl111 ynOITHOMOqeHHOro ITl1Ua Ha COOTBeTCTBy10my10 ,!1,0IT)l(HOCTb. 

,l1;0JDKHOCTb 
11 Ha11MeHOBaH11e 
opraHmau1111 A,!1,pecarn Ilpe,!1,ITO)l(eHHHI AKuenTaHTa 

I <1>110 ------- 

M.Il. 



[HA EJIAHKE yqpE)K)];EHIDI] 

IIp1mo)Kem1e N2 l K aKI.J;emy ocpepTbI Hex. N2 OT « » 202 r. 

KapTO'-IKa IOPH/J.H'-leCKOro JIHU:a 

Mnln HauMeHoea11,ue 3anoJ1HfteM020 noflfl Ceeoenu o6 op2anu3ayuu llpUMel.faHue 

1 Ilo;rnoe HaHMeHoBami:e 

opraHH3aUHH 

2 KpaTKOe HaHMeH0BaHHe 

0praH3a 

3 Ape OpMJYeCK 

4 Apec II0IT0BL 

5 HHH 

6 Kllll 

7 HaHMeHOBaHHe 6aHKa, B T.. MeCT0 

(ropo,r:i:) Haxm1<,r:i:eHH51 

8 PacueTHLi CIeT 

9 Koppecrrott,r:i:eHTCKHH cqeT 

10 EHK 

C yBaKeHHeM, 

,lJ;OJI)KHOCTb 
H HaHMCHOBaHe 
opratt113au1111 Anpecarn IIpe,llJIO)KeHJu1/ AKuerrrnHrn 

I <l>I1O ------ 

M.11. 



[HA 6JIAHKE Yl.JPE)l{,L(EHI151] 
[wa6JJOH OT4eTa /lllff 110-nrrpawm c An6paBII (MHH ceJJeKCltnar) rn6JJeTKII, nDKJ)blTble nJJCHO'IHOli o60JJ04KOil 200 MKr N2 140] 

Hcx. N ------- Ky.ua: 12i614, r. MocKBa, yrr. 'KpbrnaTcKaH, 17, Kopn. 2 
Terr.: (495) 580-77-77, ¢aKc: (495) 580-78-78 

« » 202 r. KoMy: OOO «JKOHCOH & JKOHCOH» 

OrueT 
06 ncnoJib30Bauuu JieicapCTBeuuoro npenapaTa 

.UJIH Me.unuuucicoro npmueuemrn c MHH ceJieiccunar 

B ,[l;)l(OHCOH» 11 

(,nanee 

A,npecaT Ilpe,nrro)l(eH11H\ AKuemaHT), JaKJIIO'-leHHbIM nocpe,ncrnoM aKuema npe,nrro)KeH11H 

000 «,[I;)KOHCOH & ,[I;)KOHCOH» 0 npe,nOCTaBJieHl111 ynaKOBOK rreKapcrneHHOro npenaparn AJIH MeA11U11HCKOro 

np11MeHeH11H c MHH cerreKc1mar B crre,ny10iueM Korr11'-!ecrne: (__J ynaKOBOK An6paB11 (MHH cerreKc11nar) 

rn6rreTKl1, noKpbITbie nrreHO'-IHOtt o6orro'-IKOH 200 MKr Ne 60 (.uanee - «Ilpenaparn) B OTHorneH1111 _ ( ) 

nau11eHrn(oB) B COOTBeTCTBl111 C ITl1CbMOM (AKUCITTOM ocpepTbI) A,npecarn Ilpe,nJIO)KeH11H\AKuenTaHTa 0 

6e3B03Me3,[(HOM npe,nocTaBJieHl1H Ilpenaparn 11CX. N° OT , HanpaBJIHeM 

BaM crre,ny10iuy10 11HcpopMau1110 06 11cnorrbJOBaH1111 Ilpenaparn: 

COOTBeTCTBl1H C ,noroBopoM 000 «,[l;)KOHCOH & 

bopMau 06 opranu3au - nonyuarene Ipenapara 
Ha11MeH0BaH11e opraH11Jau1111: 

A,npec: 

TerrecpoH: 

Mu<IJopMaunH 06 11cnoJibJ0Bauu11 IIpenapaTa 
Ne JaHHe o IaeHTe KoJIH'-leCTBO HCITOJlb3OBaHHbIX ,[I;aTa\,[I;aTblnepe,na'-!H Korr11'-lecrno 

(HOMep II narn npOTOKOJla ynaKOBOK IaIeHTy Hel1CITOJlb3OBaH- 
peuIeH9 Bpa4e6Hoit KOMcc, 

Hb!X ynaKOBOK** KOHCIIJIIIY~la apa4eli IIJIII 

ne9auIero pa4a) 

1. (___) ynaKOBOK An6paB11 
(MHH cerreKc11nar) Ta6rreTKH, 

ITOKpblTbie nIeHOIHOi 

060JIO'-IKOH 200 MKr Ne 60, 
cepm1 

2. 

* YKa3aTb HOMep npoTOKOJia H ,naTy perneHHH Bpa'-!e6HOH KOMHCCHH, KOHCHJIHyMa Bpa'-!ett, HJIH Jie'-!aIUero Bpa'-la, B 

cooTBeTCTBHH c KOTopbIM nau11eHTY, Haxo,nHJUCMycH Ha Tepanm1 c np11MeHeH11eM TipenapaTa c MHH CerreKc11nar, 

Ha3Ha'-!aeTC51 ,[(O-THTpau~rn ,[(O3bl ,[(JIH ,[(OCTH)l(eHHH HH,[(HB11AyarrbHOH MaKCHMaJibHOH nepeHOCHMOH ,[(O3bl 



[HA 6J1AHKE YlJPE)I{,UEHH51] 
[wa6noH 0T'teTa ARR 110-rnrpaum1 c An6paen (MHH ceneKCHnar) rn6ncTKII, noKpTre neHO4Hoit 060/104koii 200 Mkr N 140] 

En 1pen1apaT He 6LII ,IIOJIHOCTLIO CI1OJ1B30BaH, HeOSXOMO yKa3aTL IIpHIHHy:. 

[JJ.On>KHOCTh] 
[HaHMeHOBaHHe OpraHH3aIH - AJJ.pecarn 

IIpeUoKeHM\AKIenITaHTa] 

_____ /<l>HO/ 

M.Il. 


