
BCEM f'OCY .D:APCTBEHHbIM, MYHI11JJ1ITAJibHbIM yqpmK,n:EHI151MI1 3.ll:P ABOOXP AHEHI151 I1 
OPf'AHAM HCTIOJIHHTEJibHOH BJIACTH B C<l>EPE 3.D:PABOOXPAHEHI151 

Ilpe)].JIO:lKeHne O 3aKJII0'leHlrn )].Or0B0pa 

B 0THOrnemrn 6e3B031\1e3)].HOU nepe)].a'IU JieKapCTBeHH0ro npenapaTa IlO)]. MHH ryceJihKyMa6 

B QeJIHX onepaTHBHOU HHHQUaQun cneQnamnupoBauuou Tepan11eu u pacrnupemrn JJ.OCTyna naQHeHTOB, 

CTpa)].aIOll.lllX ncopua30M H ncopuant'leCKHM apTpHTOM, K COBpeMeHHOU llHHOBaQUOHHOU Tepamrn C 

llCilOJih30BaHlteM JieKapCTBeHHOro npenapaTa )].JIH Me)].IIQIIHCKOrO npHMeHeHHH C MHH ryceJihKyMa6 

Hex. H0Mep NQ 2512-7/23 

r. MocKBa «25» .n.eKa6p5! 2023ro.n.a 

O6w,ecrno c orpaHHqeHHOH OTBeTCTBeHHOCTblO «,lJ;)l(OHCOH & ,lJ;)l(OHCOH», IOpH.D.HqecKOe JIHQO, 

HaJICKaIIIM 06pa30M CO3aHHOe JeiCTByIOIICe B COOTBCTCTBMM C 3aKOHOJaTCJILCTBOM PoccicKO 

<De.n.epaQHH, OfPH: 1027725022940~ HHH: 7725216105, c MeCTOM HaXO)l()].eHH5! no a.n.pecy: 121614, r. 

MocKBa, ynI. KpLIaTCKa, J. 17, 1<0pn. 2, B JIHQe feHepaJibHOro .n.ttpeKTopa Ky3HeQoBa MaKCHMa 

EBreHbeBW:13, )],eHCTByIOrn,ero Ha 0CHOBaHl1H Y CTaBa (.n.aJiee - «,lJ;JKOHCOH & ,I1)1rnuco11» ), 

IIPIIHMMAJI BO BHIIMAHHE, qTO 

(A) Icopa3 - XpOHIeKoe MMyHOaCCOIHHpOBaHHOC CHCTCMHOe 3a60J1eBaHe My JILT]aKTOpMaJILHO 

npttpO.D.bl C JIOMHHpyIOIIIHM 3HaICHHCM B pa3BHTHl1 reHeTIeCKX baKTOpOB, XapaKTCpH3yIOII1CCC 

npemv1yw,eCTBeHHbIM nopa)l(eHHeM K0)1(11 H LJaCTbIMH naTOJior11'-!eCKl1Ml1 H3MeHeHl15IMH onopHO­ 

)].B11raTeJibHOro annapara. (1, 14]. Hau6onee vacT0 Je61OT 3a60J1€BaHM IIpHXOIUTC Ha MOJI0)].01-1 B03pacT 

- .n.o 20-25 JieT [2]. )];o 40% IaeHroB c ncopHa30M 11MeIOT cpe.D.HIOIO 11 T51)KeJiyIO CTenem, T5J)l(eCTl1 

3a6oJieBaHl15!. KmI<)].blH '-!ernepTbIH naQ11eHT C ncop11a30M CTpa.n.aeT ncopHaTH'-!eCKl1M apTp11T0M np11 3TOM 

y 70% 60JibHbIX ncop1133 TI05IBJI5IeTC5! paHbllJe nopmKeHH5! onopH0-)].BHraTeJibHOro annapara, y 20% - 

0)].HOBpeMeHHO, y 15-20% 6oJibHbIX - ncop11aT11LJeCKl1H apTpHT B03HHKaeT .n.o nepBbIX KJII1HH'-leCKl1X 

np05IBJieHHH ncop11a3a. ITcop11aTI1'-!eCKl1H apTJ)l1T, B CB0IO O'-!epe.n.b, xapaKTep113YIOTC5! 6oJiee BblCOKl1M 

p11CKOM pa3B11TH5! 0)KHpeHH5!, HHCYJil1H-pe3HCTeHTHOCTH, caxapHoro )].Ha6eTa 2 THna, MeTa6oJIH'-!eCKOro 

CHpOMa, apTepHanHoii TIepToH, .D.HCJil1TIH)].eMl111, cep.n.e'-IHO-cocy.n.11cTbIX 3a6oJieBaHl1H, p5!.D.a 

HepBHO-TICl1XH'-!eCKl1X paccTpOHCTB 11 qm6poM11aJir1111 no cpaBHeHl1IO C o6w,eii nonyJI5!QHeH. ITcop11a3 11 

nIcOpaTIcKM apTpHT COIpoBoa1OTC CHKCHCM KaICCTBa KM3HM 6OJIHLIX KaK B pC3yJITaTe 

nporpeccHpyIOw,ero nopa)l(emrn KOCTHo-cycraBHOro annapara, TaK 11 no np11'-!11He KO)l(HbIX npo5IBJierrni1 

[3]. Ilporpecc11pyIOrn,a51 co BpeMeHeM HHBaJil1)].113aQH5! np11B0)].11T I< )].OTIOJIHl1TeJibHOH qmHaHCOBOH 

Harpy3Ke Ha 6IO)].)KeT B CB5!311 C He06X0)].11MOCTbIO BbITIJiaT COQ11aJibHbIX noco611i1 11 npe.n.ocTaBJieHHeM 

JibrOT 3THM 60JibHbIM. 

(E) Cpe.D.H5!5! 11 T5I)l(eJia5! cpopMbI ncop11a3a TaK)l(e conp5I)l(eHbl C TI0BbillieHHbIM p11CKOM pa3BHTH pJ1a 

C0IyTCTBy1OIUX HapyIIICH 3710p0BL, TaKHX KaK CpICIHO-COCyJCTIe 3a60J1€BaHM, Ja6eT, 

O)KI1pem1e, 6oJie3Hb KpoHa, 11HcpapKT Ml10Kap.n.a, 5!3BeHHbIH K0JIHT, MeTa60Jil1'-!eCI<HH CI1H.D.pOM, 11HCYJibT 11 

3a60J1€BaH IIeYeH [4]. 

y M0JIO)].blX naQHeHTOB C ncop11a30M pHCK CMepnl OT cep.n.eLIH0-COCY.D.HCTbIX 3a6oJieBaHHH Bblllie, '-!eM B 

cpe.n.HeM B nonyJI5!QHH, Ha 50%; y 60J1HLIX cTapIIIe 30 J1eT B 3 pa3a BLIIe pHCK pa3B11Tl15! HHcpapKTa 

MHOKap.n.a, KaK CJie)].CTBHe npO.D.OJI)l(HTeJibHOCTb )1(113HH MeHbllie B cpe.n.HeM Ha 5-7 JieT (3]. 

(B) Ila1eHT co €penerxeno TKeno} ]opMoii ICO, HyKJaIOIIIHeC B FBII, B TOM ICJIe 1pH 

HaJIIM baKTOpOB He6JIaTOIIpMTHOFO IIp0IH03a, JOJIKHBI IIOJIyIaTL JIKapCTBCHH0e 06ecIIeIeHe 9Toi 

rpynnott npenapaTOB CB0eBpeMeHHO .n.o n05IBJieHH5! y HHX np113HaK0B HHBaJil1)].H3aQHH. <PaKTOpbl 

He6JiaronpmnHoro nporno3a pa3B11Tl15! ITCA H yXyJIICHH KaIeCTBa KH3H BKJIIO'-laIOT BbIC0KYIO 

JJIHTCJILHOCTL 3a60J1€BaHM (60J1ee 25 JeT), II0pa3 IIpO6J1MHOi JOKan3a, ncOpHa3 HOrTei, 

ceMeHHbIH anaMHe3 ncopH33a, cy6KJIHHH'-!eCKOe CKeJieTHO-Mbillie'-!HOe BocnaJieHHe, HaJIH'-!He 

CbIBOpOTO'-!HbIX 6HoMapKepoB [ 11]. 
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BCEM rocY JJ:APCTBEHHbIM, MYHHUHITAJibHbIM Y9PE)KJJ:EHI15IMI1 3JJ:P ABOOXP AHEHI151 11 
OPfAHAM l1CITOJIHHTEJibHOH BJIACTH B C<l>EPE 3JJ:PABOOXPAHEHI151 

(r) ryceJlbKyMa6 - nepBbIH npe.D,CTaBI-!TeJlb KJJacca HHrHfa!TOpOB HHTepneHKHHa-23, npe.D,Ha3HaqeHHbIH 

.D,J15! TepanHH naQHeHTOB CO CpeJHeTKenIM TKCJIBIM 6JI1IICIHBIM 1IC0pa3OM [5]. IIperrapaT 

IIpOJICMOHCTpHpOBaJI IIpCHMyIIICCTBO B 9bbeKTBHOCTH IIO JOCTHKCHHIO IIOIT ICTOi KOKH B TCICHHe 

nepBoro ro.ua TepanHH(.UO +30%) no cpaBHeHHIO C HHrH6HTOpOM cpaKTOpa HeKp03a onyxoJJH aJJhq)a 

( a.D,aJ1HMyMa6), 11HrH6HTOpOM HHTepneHKHHa-17 ( CeKyKnHyMa6), HHrH6HTOpOM HHTepneHKHHa 12/23 

(ycTeKHHyMa6) [6, 7, 8, 9, 13]. 

CornaCHO .D,aHHbIM paH.D,OMH3HpOBaHHbIX KJ111HHqecKHX HCCJle.D,OBaHHH, K 16 He.uene TepanHH 91,2% 

naQHeHTOB JOCTTaIOT CHHKCH HJeKca paCIIpOCTpaHeHHOCTH TecT ncOpa3a Ha 75% (PASI 75), 

y 73,3% naQHeHTOB npo51BJJeHH5! 1a6oneBaHH5! yMeHhrnaIOTC51 Ha 90% (PASI 90 - noqTH nonHoe 

OIIICHHe KO) [8]. epe3 48 He/en Tepa 84 % 1aeHToB JocTra1OT 11OKa3aTCJI «IIOITM IcTa 

KmKa» (PASI 90), a 75% naQHeHTOB coxpaH51IOT csott orneT Ha TepanHIO ryceJ1hKyMa60M B TeqeHne 5 neT 
[12]. 

CornacHo Pacnop51)KeHHIO IIpaMTeJLcTBa N 3073-p OT 30 oKrn6p51 2021 ryceJ1hKyMa6, BKJJIOqeH B 

IlepeqeHb )KH3HeHHO He06XO.D,HMblX H Ba)KHeHilIHX JleKapCTBeHHbIX nperrapaTOB ,UJ151 Me.D,HQHHCKOro 

npHMeHeHH51 ()KHBJIII) [ 1 OJ. 

TycenKyMa6 BKJIIOICH B KJIHICCKe pCKOMCHJaIHH no Be.D,eHHIO 60JlbHbIX C ncopHa30M, o.uo6peHHbie 

HayIHO-IIpaKTHICCKHM COBCTOM M3 P<t> [ 1]. 

PYKOBO.D,CTBY5!Cb n. 1 CT. 432, n. 2, 3 CT. 434, n. 1 CT. 435, n. 2 CT. 437, n. 3 CT. 438 rpa)K.D,aHCKOro I<O.D,eI<ca 

PoccHHCKOH <De.uepaQHH, 

HACTOHIIJ,MM IIPE,lJ)IAr AET 

JlI06bIM rocy.uapcTBeHHbIM, MYHHQHnaJlbHblM yqpe)K,UeHH51M 3.D,paBooxpaI-ieHH5! H opraHaM 

HcnoJ1HHTeJ1hHOH. snacT11 B ccpepe 1.upaBooxpaHeH1151 (.uanee - «A.upecaT Tipe.unmI<emrn») 1aI<moq11Tb 

.uoroBop B OTHorneHHH 6e3B03Me3.D,HOH nepe.uaLm Ilpenaparn B QeJJ51X onepaTHBHOH HHHQHaQHH 

cneQHaJ1H311pOBaHHOH TepanHH H pacrnHpeHH51 .D,OCTyna naQHeHTOB-rpa)I<.D,aH P<D, CTpa.uaIOllll1X 

CpeJHeTeno TKeno b0pMo ncopa3a /n aKTBHLIM HICOpaTHICCKHM apTpTOM, K JICICHHIO 

HHHOBaQHOHHbIMH JleKapcrneHHbIMH nperrapaTaMH Ha ycJJOBH51X HaCT0511llero IIpe.D,JlO)KeHJrn ( oq)epTbI) 

(,uanee - «IIpe.unm1<eHHe» ): 

1. IIPE,ll;MET ,n;oroBOPA 

l.1. B Te9eHe 30 pei c JaT Ionyen or Anpecara Ipe/U0Ken «AKenra opepT» (c 

yKa3aHCM KOJIICTBa yIIaKOBOK H I1OJIyaTeJI) IO b0pMe, ycTaHOBJIeHHOi Ip1oeHeM No I K 

HaCTOIIeMy IpeoxenO, Ob0pMnennoro Ha ObanHoM 6JaHKe H 3aBepeHHOro IOJIIIC1IO 

ynoJJHOMoqeHHOro JlHQa H neqaTblO A.upecaTa Ilpe.D,JlO)KeHH5!, ,l],)KOHCOH & ,l],)KOHCOH 06511yeTC5! nepe.uaTb 

ApecaTy IpeJoKeH JI HoMy yKa3aHHoMy M IIOJIyaTeJIIO KaK 9TO onpe.ueneHo B CT.2 

IIpe/1oKeHH, Ha KaJOIO IaIHCHTa, HMCIOIIeTO TpaJaHCTBo PD, KOTOpOMy peIICHCM BpaYe6Ho 

KOMHCCHH BIIepBIe Ha3Ha1ea Tepan c IIpHMCHeHeM Ilpenapara c MHH ryceJ1hKyMa6 (.uanee - 

«IIau:uenn>), 6e1 B3HMaHH51 onnaTbI IIperrapaT B cne.uy101lleM KOJJHqecrne: O.UHY ynaKOBKY TpeMcpeH 

(MHH ryceJ1hKyMa6) pacrnop .UJJH rro.uKO)l<HOro BBe.D,eHHH 100 Mr/Mn, rnnpHQ - 1 MJJ. HJJH pacrnop .UJJH 

IlO.D,KO)KHOro BBe.D,eHH5! 100 MrlMJl, rnrrpHQ B IIIIIpHI-pyIKe - 1 MJl. 

PerneHHe o TOM, KaKa51 HMeHHO cpopMa BhmycKa rro.une)KHT rrepe.uaqe A.upecaTy IIpe.uno)KeHHH: pacrnop 

,UJ151 IlO.D,KO)KHOro BBe,UeHH51 100 MrlMJl, rnrrpHQ - 1 MJl HJlH pacrnop .D,J15! IlO.D,KO)KHOro BBe,ueHH51 100 MrlMJl, 

rnrrpHQ B IIIIIpHI-pyKe - 1 MJl., npHHHMaeTC51 ,l],_)KOHCOH & ,l],)KOHCOH HCXO.D,51 H3 HX HaJIIH. 

2. OEIIJ,ME YCJIOBMH 
2.1. IonyuareneM Ipenapara (.uanee - «HIoIyIaTe») MOKeT 61IT KaK AJpecaT IpeJ1oKeH, TaK H 

yKa3aHHoe HM HOC IOpHJIICCKOe JIIO, HMeIOIIe IIpaBO OCyIIICCTBJITL MCJIHIIHCKyIO H 

cpapMaQeBTHLJecKyIO .D,e5!TeJlbHOCTb B COOTBeTCTBHH C Tpe6oBaHH51MH .ueHCTBYIOlllero 3aKOHO.D,aTeJlbCTBa 

2 



BCEM f'OCY LJ:APCTBEHHbIM, MYHI1I..tl1TIAJibHbIM yqpE)KLJ:EHI15IMI1 3LJ:P ABOOXPAHEHI15I I1 
OPf' AHAM I1CTIOJIHI1TEJibHOM. BJIACTI1 B Ccl>EPE 3LJ:PABOOXPAHEHI15I 

PoccicKoii Deepa Meronee yeiicTBy1yo JeH3Ho Ha OCyIIecTJICHe MeJIIHCKO 

cpapMau,eBTIFieCKOH ,ue51TeJibHOCTH C yKa3aHHeM a,upeca cpaKTHqecKOH ,UOCTaBKH IlpeITaparn. 

2.2. A,upecaT Ilpe,UJIO)l(eHH51 HaITpaBJI51eT B a,upec .D:)l(OHCOH & .D:)l(OHCOH «AKu,eITT ocj_}epTbI» ITO cpopMe, 

ycTaHOBJIeHHOi IpJoeHueM Ne I K nacToeMy IpeJnoKeHro. BMecTe c «AKIeIITOM O]epTL» 

ITpe,uocTaBJI51IOTC51 TaK)l(e crre,uy10mHe ,UOKyMeHTbl, 3aBepeHHbie ITO,UITHCblO YITOJIHOMoqeHHOro JIHU,a l1 

ITeqaTbIO A,upecarn Ilpe,urro)l(eHH51 (rrH6o B IIOpJIKe, IIpCJyCMOTpCHHOM 11.2.5. HaCTOIIrO 

IIpe/oKeH): : 

2.2.1 Kaprouxa opuuecxoro na Apecara Ipe1oxen (bopMa npnaraeTc). 

2.2.2 KOITH51 ,UOBepeHHOCTH Ha ITOrryqeHHe IlpeITaparn C yKa3aHHeM YITOJIHOMoqeHHOro JIHU,a JIH6o 

BBIHIHCKa H3 IIpMKa3a O Ha3HaICHH yIIOJIHOMOICHHOTO JIa Ha COOTBCTCTByIOIIyIO 

,UOJI)KHOCTb. B HCKJIIOqHTeJibHbIX crryqa51x C corrracl151 .D:)KOHCOH & .D:)KOHCOH ,UOITYCKaeTC51 

ITpe,UOCTaBJ1eH11e KOnl1H ,UOBepeHHOCTH, 3aBepeHHOH ITO,UITHCblO YITOJIHOMoqeHHOro JIHU,a. 

2.3. Ilepe,uaqa IlpeITaparn ocymecTBJI51eTC51 CHJ13Ml1 l1 3a cer JKoHcon & ,n:)l(OHCOH, Ha ycrrOBH51X 

,UOCTaBKH ,uo ITorrriaTeJI51. A,upec J],OCTaBKH Ilpenaparn JJ,OJI)KeH BXO,UHTb B IIepCICHL aJpeCOB MeCT 

ocymecTBJieHH51 ,ue51TeJibHOCTH, BHeceHHbIX B CHCTeMy MOHHTOpHHra H yKa3aHHLX B JIHU,eH3H51X Ha 

bapMa1eBTMICKyIO JeTCJIOcTL. DaKT nepenau IIpenapara ITO,UTBep)K,UaeTC51 ITO,UITHCaHHeM 

naKn1aJHOi no popMe No M-I5 aKra Mey )[oHcon & )[oHcoH yIonoMoeH1IM 

npe,ucTaBHTerreM IlorryLiaTeJI51 B 3 (Tpex) 3K3eMITJI51pax, O,1],HH 113 KOTOpbIX OCTaeTC51 y IlorryqaTeJI51, BTOpOH 

nepeJaeTc )Kocon & Jxoncon, TpeTi - A,upecaTy Ilpe,uJIO)l(eHH51, ecrrH He OH 51BJI51eTC51 cpaKTWieCKl1M 

norryqaTerreM ITpeITaparn. YnorrHOMOqeHHOe JIHU,O ITO,UnHCbJBaeT HaKrra,uHyIO H!Irn11 aKT C ITpOCTaBJ1eH11eM 

co6cTBeHHOpyLIHO no,UIT11CH tt pacwttcppoBKOH cpaMHJIHH tt HMeHH. 

2.4. A,upecaT Ilpe,urrm1<eH1151 ,uorr)l<eH 06ecITeq11Tb ITptteMKY nepe,uaBaeMoro IlpeITaparn yITorrHOMOLJeHHhIM 

Ha OCHOB3Hl111 ,UOBepeHHOCTH JI IIpHKa3a JIIOM IIO KOJIICCTBy KaIeCTBy Ha ITpe,uMeT COOTBeTCTBl151 

KOJIHqecTBa, KaLJeCTBa B LJaCTH BH,!],11Mb!X HCJOCTaTKOB, HaJII IOBpCJeH TpaHCIIOpTHLIX MeCT, a 

T3K)l(e B COOTBeTCTBHI1 co crre,uyIOll.(HMH ycrrOBI151MH: 

2.4.1. ,n:ocTaBI<a IlpeITaparn OT .D:)KOHCOH & ,n:)KOHCOH I< IlorryqaTeJIIO MO)KeT ocymecTBJ151TbC51 

ABTopecppH)l<eparnpoM MITH BO1,uywHhIM TpaHcnopTOM. 

2.4.2. Bee ABrnpecppm1<epaTOpb1, ,uocrnBIT51IOll.(He IlpeITapaT, 06opy,uoBaHi.1 TepMoperncTpaTopaM11/ 

caMOITl1CU,3MH. IlpH npHeMI<e IlpeITaparn, BOJ],HTeJib ABTOpecppH)l(epaTopa CHHMaeT qel( 

caMOITHcu,a H nepe,uaeT ero npencraBTemo Honyuaren. Apecar IpeJ1oKeH JOJxeH 

O3H3KOMI1TbC51 C ,uaHHbIMI1 Ha IeKe H IpOBCCTH IIpOBCpKy yCJ1OB nepeBO3KH Ha COOTBeTCTBHe 

Tpe6yeMOMy TCMIIpaTypHOMy peKMMy. B cnyYae ecn IIpenapaT co1pOBo1JaeTc 

TepMOJIaTIKOM (TT) (B crryqae ttcnonh3OBaHH51 TepMOKOHTei1HepoB ), A,upecaT Ilpe,urro)KeHH51 

HJ111 ynorrHOMoqeHHOe MM JIHU,O Ha OCHOB3HHl1 JJ,OBepeHHOCTH OCTaHaBJIMBaeT TT H cqHTbJBaeT 
ITOK333HI151 C Hero BO BpeM npMeMK Ipenapara (HHCTPYKLJ.H51 no OCTaHOBI<e H cqHTbIB3HHIO 

nOKa3aH c TT Haxo,u11TC51 B TepMOKOHTeHHepe). 

2.4.3. ,n:ocTaBI<a IlpeITaparn BO1,uywHhIM TpaHcnopToM ocymecTBrr51eTC51 B TepMOI<OHTeHHepax. B 

Ka)KJJ,OM TepMOKOHTeHHepe Haxo,u11Tc51 1 (o,uHH) TT. 
2.4.4. PacnaKoBKy npOBepKy Ipenapara, ynaKoBaHoro B TepMOKOTeiHep, HonyuaTen JonKeH 

npO113BOJ],l1Tb npH TeMITepaType, COOTBeTCTBYIOll.(eH Tpe6oBaHH51M TeMnepaTypHoro pe)KHMa 

xpaHeHH51 Ilpenaparn. Ilocrre pacna1<OBKH TepMOI<OHTeHHepa IlonriaTenh ,uorr)KeH H3Bneqb TT H3 
TepMOKOHTeHHepa H He3aMeJJ,Jil1TeJibHO OCTaHOBHTb ero. 

2.4.5. B cnyqae Bb151BJieHH51 OTKJIOHCHHH OT Heo6XOJ],11MOro TeMITepaTypHoro pe)KHMa, IlorryLiaTCJib 

npHHHMaeT IlpenapaT B KapaHTHH H B TeqeHHe 1 ( OJJ,HOro) pa6oqero J],H51 C J],3Tbl ITOrryLieHH51 

IlpeITaparn yBeJJ,OMJI51CT ,n:)l(OHCOH & .D:)l(OHCOH O Bb151BJieHHb!X TeMnepaTypHbIX OTKJIOHeHH51X, 

IIyTCM HaIIpaBJICHH CMy IIO 3JICKTpOHHO IIOIT IaHHLX, CH51TbIX C TT. 
2.4.6. ,n:)l(OHCOH & .D:)l(OHCOH npHHHMaeT perneHHe O BO3MO)KHOCTH ,uarrbHeHwero HCITOJib3OB3Hl151 

IIpenapara HpopMpyer Apecara Ipe/10Ken/HonyuaTen Io 3JeKTpoHoi norre o 

npHH51TOM peweHHI1 B cpoK He 6orree 30 (TpH,uU,aTH) KaJieH,uapHb!X JJ,HeH. 

2.4. 7. ITpHeMI<a npOH3BO,UHTC51 ITorryqaTeJieM B TeqeHHe 1 ( OJJ,HOro) pa6oqero J],H51 C MOMeHTa nepe,uaqH 

Ilpenaparn no aKTY npHeMa-nepe,uaLIH HIHnH Ha1<na,uHoH. 
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BCEM rocy ,[l,APCTBEHHbIM, MYHl1IJJ1TIAJihHbIM yqpE)K,[l,EHl15IMl1 3,[l,P ABOOXP AHEHl15I 11 
OP1AHAM I1CITOJIHl1TEJibHOH BJIACTl1 B CCDEPE 3,[l,PABOOXPAHEHl15I 

2.4.8. Ilp11 06ttapy)KeH1111 n11O6OrO Ba 6paKa IonyqaTen He3aMeJJITCJILH0 B Teqett11e 1 (OAHoro) 

pa6oqero AH51 C M0MeHTa o6ttapy)KeHH51 11mpopM11pyeT ,[()KOHCOH & ,[()KOHCOH 11 ttanpaBJI51eT B 

aJpec JKOHcon & JKOHcoH cJe/y1oi naKeT I0KyMeHT0B 1IO 9JIeKTpOHHO n0ITe, a 

op11r11HaJibI no aApecy 121614, r. MocKBa, yJI. KpbrnaTCKa51, A. 17, Kopn. 2: 

1) 3aBepeHHa51 IloJiyqaTeJieM Kon1151 HaKJiaAHOH (M-15) 11 3aBepeHa IonyuaTeneM K0II aKrn 

IIpHeMa-IIepCaI C II0JIIIHCLIO yII0JIH0M0IeHH0r0 IIpeJCTaBTenI IOJIyYaTeJ1. 

2) AKT o BhrnBJieHHbIX HecoorneTCTBH51X TOPr-2 JI J0KyMeHT Ob0pMJIeHHL cornacHo 

BHyTpeHHHM Tpe6oBaHH51M IloJiyqaTeJI51. AKT HJIH A0KyMeHT A0JI)l(Hbl 6bITb B o6513aTeJibHOM 

nop51AKe n0AnHCaHbl yn0JIH0M0qeHHbIMH JIHIIaMH co CT0p0Hbl IloJiyqaTeJI51 11 JIHII0M, 

ocymecTBJI51lOI.ll,11M ,[(ocTaBKY Ilpenaparn co CT0p0Hbl ,[()KOHCOH & ,[()KOHCOH (np11 

06ttapy)KeH1111 6paKa BO BpeM51 nepeAaq11 IlpenapaTa IloJiyqaTeJIIO ), a TaK Ke, Ha AKTe HJIH 

A0KyMeHTe ocpopMJieHHOM corJiaCH0 BHyTpeHHHM rpe6oBaHH51M IloJiyqaTeJI51 A0JI)l(Ha B 

o6513aTeJibHOM nop51AKe CT051Tb neqaTb IloJiyqaTeJI51. 

3) <POTOrpacp1111 6paKa / HeCOOTBeTCTBHH C yKa3aHHeM JaTLI H MecTa CeMK. Dororpab 

A0JI)l(Hbl 6bnb qeTKHMH. <P0Torpaqm11 TpaHcnopTH0ro MeCTa (naJIJieTa, Kopo6) A0JI)l(Hbl 

C00TBeTCTB0BaTb CJieAyIOI.ll,HM Tpe6oBaHH51M: o6lll,a51 cp0Torpacp1151, <pOTOrpacpH51 H0Mepa 

TpaHcnopTH0ro Mecrn ( CTHKepa), <pOTOrpacpH51 caMoro 6paKa / HeC00TBeTCTBl151. <P0Torpacp1111 

HHAHBHAyaJibHbIX ynaK0B0K A0JI)l(Hbl C00TBeTCTB0BaTh CJieAyIOI.ll,HM Tpe6oBaHH51M: 

cp0Torpacp1111 ynaK0B0K c tta3BaH11eM Ilpenaparn, q)0Torpacp1m c yKa3aH11eM cep1111 

Ilpenaparn, cp0Torpacp1111 caMoro 6paKa / HecoorneTCTBH51. 

4) JaHHIe c TepMonaTIKoB / caMoIc1eB (B cnyIae HapyIIICHM TCMIIepaTypH0F0 pCKHMa 1pH 

TpaHcnoprnpoBKe ). 

2.4.9. ,[()KOHCOH & JKoHcoH 0693yeTC paCCM0TpCTB IIpeTCH3IO IO1yuaTeJ1 B TeqeHHe 30 (Tpuar) 

KaJICHJapHBIX JHei C M0MCHTa II0JIyICHI II0JIH0T0 K0MIIeKTa HaJIeKaIIIe ObOpMJICHHLIX 

A0KyMeHT0B, yKa3aHHblX B n. 2.4.8, 11 nanpaBrL IlonyuaTeno IpeJ1oKeH no ee 

yperyJI11poBaH11IO B cpoK, cornacoBaHHbIH CTopoHaM11. 

2.5. CTopOHbl A0roB0pHJIHCb, qTo AK11enT oq)epThI, mo6b1e HHbie npHJI0)KeHl151 HJIH A0n0JIHHTeJibHbie 

corJiarneHl151 K IlpeAJIO)KeHHIO 11 AK11enTy ocpepTbl, 51BJI51lOI.ll,11eC51 MX HeOTbeMJieMOH qacThlO, B TOM q11cJie 

J0KyMCHTLI, yKa3aHHLe B n1.2.2. HacTOer0 Ipe/1oKeHH, a TaKKe aKTI peMa-IIepIIaI, HaKJIaJIHLe, 

oTqeTbl 06 HCn0Jib30BaHHl1 ( eCJIH np11MeHHMO) 11 HHbie A0KyMeHTbl (AaJiee - ,[(oKyMeHTbI) MoryT 6bITb 

Il0AnHCaHhl B 3JieKTpOHHOH cpopMe B BHAe 3JieKTp0HHbIX A0KyMeHT0B C CI0JIB30BaHCM CTOpOHaMH 

yCJIeHHO KBaJI]HIHpOBaHHO 9JIeKTpOHHO II0JIIIC (JaJIee yKOII), KaK 0Ha 0IpeJeJIeHa B n1. 4 CT. 

5 11 B nop51AKe n. l CT.6 <D3 pep OT 06.04.2011 N2 63-<D3 «06 3JieKTpOHHOH noAnHCH». 

2.5 .1. ,[(oKyMeHThl, noAnHCaHHbie YK3Il, np113HalOTC51 A0KyMeHTaMl1, paBH03HaqHbIMl1 A0KyMeHTaM Ha 

6yMaKHOM H0CHTeJIe, n0AnHCaHHbIMH co6crneHHOpyqHOH noAnHCblO 11 nop0)l(AaeT AJI51 CTopoH 

aHaJorIHIe 1IpaBa M 0693aHHOCT. 

2.5 .2. ,[(oKyMeHThI, K0T0pbIMH 06MeH11BaIOTC51 CTopoHbI, 3aBep51IOTC51 YK3Il HaAJie)Kalll,HM o6pa30M 

ynoJIH0MoqeHH0ro JIHIIa 0TnpaBHTeJI51 ,[(oKyMeHTa. Ka)KAOe yn0JIH0MoqeHH0e JIHII0 A0JI)KH0 HMeTh 

co6CTBCHHyIO KOII, IOJTBepJeHHyIO CepTHKaTOM yJI0CT0BCpIOIT0 ICHTpa, H J0BCpCHH0CTL, 

II0JITBCpKJaIOIIy IO II0JIH0M0IH 3T0ro JI1111a, ocpopMJieHHYIO CTopoHoH B ycrnH0BJieHH0M nop51AKe. 

2.5.3. 3JieKTpOHHbIH A0KyMeHT cq11rneTC51 HCX0A511.IJ,HM OT CTopOHhI, ecJIH OH I0JIIIcaH VKOII, 

IIpHHaJ1ea1eii CTop0He, H JaHH J[OKyMeHT 6LI/I HaIIpaBJIeH TaKIM CTOp0HaM Iepe3 

C00TBeTCTBYIOI.ll,ero onepaTopa 3JieKTp0HH0ro AOKyMeHT006opoTa no TeJieK0MMYHHKaIIH0HHbIM KaHaJiaM 

CB51311. 

2.5.4. B cJiyqae TexH11qecKoro c6o51 BHyTpeHHHX c11cTeM JI106011 113 CTopoH, c6oHx Ha crnpoHe 

onepaTopa 3JieKTp0HH0ro AOKyMeHToo6oporn, a paBH0 B CB51311 C AeHCTBl151Ml1 o6CT051TeJibCTB 

HenpeOAOJIHMOH CHJibl CTopOHbl, AeHCTBY51 A06pocoBeCTHO, o6513aHbl He3aMeAJIHTeJibH0, B cpoK He 

n03AHee 0AH0ro pa6oqero AH51, HH<pOpMHpOBaTb Apyr Apyra 0 HeB03M0)KH0CTl1 o6MeHa A0KyMeHTaMH B 

3JIeKTp0HH0M BHJI, II0JIIICaHHBIMH YK3Il. 

2.5 .5. Ilp11 11cnoJib30BaH1111 YK3Il CrnpoHhI o6513aHhI: 

• 06ecneq11BaTb KOH<pHAeH1111aJibHOCTb KJIIOqeH YK3Il, B qacTH0CTH He A0nycKaTh 11cn0Jib30BaH11e 

IIpHHaJJICKaIIIHX HM KJI10qe11 YK3Il 6e3 11x cornac1151; 

• He3aMeAJIHTeJibH0, HO, B JII060M CJiyqae B cpoK, He n03AHee 0AH0ro pa6oqero AH51. yBeA0MJI51Th 

CTopotty, yJ0T0BpIOIII ICHTp, BLJaBII CepTbMKaT KJIHOIa IIp0BCpKH 9JIeKTpOHHO II0JIIIHCH, 0 
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BCEM f'OCY )],APCTBEHHbIM, MYHI11JJ1ITAJibHbIM yqpE)K)],EHI15IMI1 3)],P ABOOXP AHEHI15I I1 
OPf'AHAM I1CI10JIHI1TEJibHOI1 BJIACTI1 B C<DEPE 3)],PABOOXPAHEHI15I 

Hapywemrn KOHqm,r:i:emi;HanbHOCTl1 Kmoqa YK3I1 C M0MeHTa rronyqeHH51 11HCpopMaUHH 0 TaK0M 

HapyrneH11H; 
He MCI1OJI30BaTL VKOII IIpH HaJI ocHoBani monaraT, uro ee KOH]HJCHIHaJILHOCTL 

Hapywetta; 
• Hcrronh30BaTh ,r:i:nH co3,r:i:aHH51 11 rrpoBepK11 YK3I1, c03,r:i:aHH51 Kmoqei1 YK3I1 11 cepTmp11KaTOB 

rrpoBepK11 Kmoqa YK3I1 cpe,r:i:crna, rronyqHBllIHe II0ATBep)l(,r:i:eHHe C00TBeTCTBH51 Tpe6oBaHH51M, 

ycTaH0BneHHbIM B C00TBeTCTBHH C <D3 «06 3neKTpOHHOH II0AIIHCH». 

2.5.6. YK3I1 rrpH3HaeTC51 ,r:i:ei1cTBHTenbHOH ,r:i:o Tex rrop, rroKa peIeHeM cya He ycTaH0BneHo 11Hoe. 

2.5. 7. BbICTaBneHHe H rronyqeHHe ,D;oKyMeHTOB no TeneK0MMYHHKaUH0HHblM KaHanaM CBI3H M0KeT 

ocyIJJ,eCTBIT51TbC51 qepe3 o,r:i:Horo HITH HeCK0ITbKHX orrepaTopoB 3neKTp0HH0ro ,r:i:oKyMeHTOo6opoTa. 

2.5.8. neKTpOHHL J0KyMCHT CITaeTC II0JIyICHHLIM o,r:i:HOH H3 CTopoH, ecnH ei1 rrocTyrrHno 

CO0TBeTCTBYIOIJJ,ee II0ATBep)l(,r:i:eHHe orrepaTopa 3neKTp0HH0ro ,r:i:oKyMeHToo6opoTa, IIpH HaJII 

H3BeIJJ,eHH51 ,r:i:pyroi1 CTopoHhI o rronyqeHHH ,D;oKyMeHTa, rro,r:i:rrHcaHttoro YK3I1 o,r:i:HOH H3 CTopoH H 

IIOJTBCpKJeHHOrO 0IIepaT0p0M 9JIeKTp0HH0I0 JOKyMHT0O6op0Ta. 

2.5.9. CTopOHbl o6ecneqHBaIOT xpaHeHHe ,D;oKyMeHTOB, II0AIIHCaHHbIX YK3I1 C0BMeCTH0 c 

rrpHMeH51BllIHMC51 AIT51 cpopMHpoBaHH51 YK3I1 yI<a3aHHbIX ,r:i:oKyMeHT0B cepTH(pHKaTOM Kn10qa rrpoBepKH 

IIOAIIHCl1 B TeqeHHe cpo1<a, ycTaH0BneHH0ro AIT51 xpaHeHH51 TaKHX JI0KyMCHT0B. 

2.5.10. CTopOHbl caM0CT051TenbH0 o6ecneqHBaIOT ycTaH0BKY, HaCTpOHKY H 3KCnnyaTaUHIO cpe,r:i:CTB 

YK3I1 B C00TBeTCTBHH C Tpe6oBaHH51MH ,r:i:ei1crny10mero 3aK0H0,r:i:aTeITbCTBa H pernaMeHT0M 

CO0TBeTCTBYIOIJJ,ero YA0CT0Bep51IOIJJ,ero ueHTpa H orrepaTopa 3neKTp0HH0ro ,r:i:oKyMeHT006opoTa. 

2.5.11. CTOpOHLI I0JITBCpKJaIOT, ITO CaM0CT0TCJILH0 BbJ6HpaIOT ce6e onepaTopa 3ne1<Tp0HH0ro 

,r:i:oKyMeHT006opoTa, H rrp0H3B0A51T rro,r:i:KnJOqeHHe, ycTaH0BKY H o6ecneqHBaIOT pa60Tocrroco6HOCTb 

cpe,r:i:crn 11 I<aHanoB CB513H, nporpaMMHoro o6ecrreqeHH51, a TaK)l<e cpe,r:i:crn KpHnTorpacpHqecKOH 3aIJJ,HTbI 

HHcpopMaUHH, Heo6xo,r:i:HMbIX AIT51 no,r:i:KnJOqeHH51, co6crneHHblMH CHnaMH H cpe,r:i:cTBaMH. 

2.5.12. Ka)l(,r:i:a51 H3 CTOpOH caM0CT051TenbH0 nnaTHT 3a HCX0A5IIJJ,He OT Hee ,r:i:oKyMeHTbl. 

2.6. B TeqeHHe 30 pa6oqHx ,r:i:HeH C ,r:i:aTbl 3aBepweHH51 HCII0ITb30BaHH51 rronyqeHHb!X ynaK0B0K Ilperraparn, 

A,r:i:pecaT Ilpe,r:i:nO)l(eHH51 06513yeTC51 rrpe,r:i:0CTaBHTb ,D;)l(OHCOH & ,D;)l(OHCOH oneT 06 HCII0ITb30BaHHH 

Ilperrapara, co,r:i:ep)l(all.J,HH ocH0BHYIO HHcpopMaUHIO o IlonyqaTene Ilperraparn, cepHH Ilpenapara, 

K0JIICCTBe IIepCJaHHLIX yrraK0B0K Ilpenaparn, ,r:i:aTe rronyqeHH51 IlpenapaTa IlauHeHTOM, BbIIIHCKe H3 

peweHH51 Bpaqe6HOH K0MHCCHH no cpopMe, ycrnHOBneHHOH B IlpHITO)l(eHHH N2 2 HaCT051IJJ,ero 

Ipe/1oKeH. 

2.7. B cnyqae 0TCYTCTBHH B oTqeTe 06 Hcrronb30BaHHI1 Ilperraparn OCHOBHOH HHcpopMaUHH, yKa3aHHOH B 

rryHKTe 2.6 HaCT051IJJ,ero Ilpe,r:i:nO)l(eHH51, TaKOH oTqeT cqHTaeTC51 Herrpe,r:i:CTaBneHHbIM, H K A,r:i:pecaTy 

I1pe,r:i:nO)l(eHH51 rrpHMeH51IOTC51 ycn0BH51 II. 3 .4. HaCT051ll.J,ero Ilpe,r:i:no)l(eHH51. 

2.8. B cnyqae HeHcnonb30BaHH51 Ilperrapara B TCICHHe er0 cpoKa ro,r:i:H0CTH A,r:i:pecaT Ilpe,r:i:no)l(eHHH 

0693yeTC IIp0M3BCCT yHIT0KeHe IpenapaTa He I03JIHCe 0JIH0I0 TO1a I0CJIe HCTeIeH cp0Ka 

roH0cT IpenapaTa B I0pJIKe, yCTaH0BJICHHLIM JeiCTByIOIIIM 3aKOHOIaTCJILCTBOM. HHITOKCHHe 

Ilpenapara nIp0HCX0JT 3a ceT AJpecaTa Ipe/10KeH. 

2.9. B Te4ene 30 pa60Ix JHeii nocIe yHuroxen Ipenapara, Apecar Ipe/10KeH 0693yeTc 

npeJ0cTaBTL JKOHcOH & JKOHCOH 0TIeT 06 yHITOeH IperapaTa, coJepKaIi ocHoBHy1o 

HHcpopMaUHIO 0 cepHH IlperrapaTa, H0Mep JaTy AKIenITa ObepTI, IIpMIHy HCHCI10JI30BaHM 

IlperrapaTa B TCIeHe Cp0Ka T0JIH0CTH, K0JIICCTBC yHHIT0KCHHHIX yIIaK0B0K IlperrapaTa, ,r:i:aTe ero 

yHMIT0KCHM C IIpeJ0CTaBJICHMeM 3aBepeHHO AJpecaTOM IpeJIoKeH I HonyuareneM Ipenapara 

KOIIM aKTa O6 yHIT0KeH Ipenapara. 

3. IIPOqJ,IE IIOJIOlKEHIUI 
3.1. CTopOHbl II0HHMaIOT H B3aHMH0 rrpH3HaIOT, ~ITO ,D;)l(OHCOH & ,D;)l(OHCOH He HeCeT 0TBeTCTBeHH0CTb 3a 

,r:i:anhHei1wee o6ecrreqeHHe IlauHeHTOB IlpenapaToM. CoorneTCTBYIOIJJ,He rapaHTHH B ccpepe oxpaHhI 

3,r:i:op0Bb51, ycrnHoBneHHhie 3aKoHo,r:i:aTenbCTB0M PoccHHCKOH <De,r:i:epaUHH, ttecyT opraHbI 

rocy,r:i:apCTBeHHOH BnaCTH H opraHbl MeCTH0ro caMoyrrpaBneHH51, a TaK)l(e A0IT)l(H0CTHbie nHua 

opraHH3aUHH B rrpe,r:i:enax CB0HX IIOITHOMoqHH. 

3 .2. ,D;)l(OHCOH & ,D;)l(OHCOH 11 A,r:i:pecaT Ilpe,r:i:nO)l(eHH51 rrpH3HaIOT H cornarnaIOTC51, qT0 n106oe 

B3aHMO,r:i:eHCTBHe yKa3aHHb!X ITHU B paMKax HaCT05IIJJ,ero Ilpe,r:i:no)l(eHH51 He o6513bJBaeT A,r:i:pecaTa 
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BCEM f'OCY ,ll;APCTBEHHbIM, MYHI1~11ITAJibHbIM yqpE)K,ll;EHI15IMl1 3,ll;P ABOOXP AHEHI15I 11 
OPf'AHAM 11CITOJIHI1TEJibHOM BJIACTI1 B Cct>EPE 3,ll;PABOOXPAHEHI15I 

IlpeAJIO)KeHirn Hl1 B KOdi: Mepe np1106peTaTb, 11Cn0Jib30BaTb, peK0MeHA0BaTb 111111 06ecne'-l11BaTb 

B03M0)KH0CTb 11cn0Jib30Bamrn KaK11x-111160 npenapaT0B .l1:)KOHCOH & .l1:)KOHCOH, He HanpaBJieH0 Ha KaKoe- 

111160 orpaH11'-leH11e K0HKypem.1.1111 HJIH npeA0CTaBJieH11e npettMyII.J.eCTB B C00TBeTCTBHH C AefICTBYIOII.J.11M 

3aK0H0AaTeJibCTB0M P<D H B npeAeJiax K0MneTeHI..J.11H yKa3aHHbIX Jll1l.l,. 

3.3. AApecaT IlpeAJIO)KeHH5I HaCT05Ill.J.HM npeA0CTaBJI5IeT .l1:)KOHCOH & ,r:i:)KOHCOH 3aBepeH11e, HMeIOw:ee AJI5I 

.l1:)KOHCOH & .l1:)l<OHCOH cyw:ecTBeHH0e 3Ha'-leHHe, 0 TOM, l.JT0 IlpenapaT 6yAeT 11Cn0Jib30BaTbC5I CTporo no 

Ha3HaICHIO, yKa3aHH0My B 11HCTPYKI..J.11H no MeAHI..J.11HCK0MY np11MeHeH11IO Ilpenaparn, B C00TBeTCTBl111 C 

Tpe6OBaHM eiCTByIOIIerO 3aKoH0JaTeJILcTBa PoccicKoii De/epa (BKJIIOIa IIpHMCHHMLe 

CTaHAapTbl H nop5IAK11 0Ka3aHH51 MeA11I..J.HHCKOH noMOII.J.11). 

3 .4. OT'-leT 06 11Cn0Jib30BaHl111 Ilpenaparn, 5IBJI5IeTC51 o6513aTeJibHbIM K npeA0CTaBJieHl1IO AApecaTOM 

IlpeAJIO)KeHJ,151 A0KyMeHT0M, CBHAeTeJibCTB)'lOI1.J.11M 0 I.J,eJieB0M HCn0Jib30BaHl111. B cnyqae, ec1111 0T'-leT 06 

CI10JIB30Ban IpenapaTa He 6yJ1€T IpCJ0CTaBJIeH ApecaTOM Ipe/1oKe B TeYeHe 4 (4eTpeX) 

MeCHI.J,eB C JaTL J0CTaBKH Ilpenaparn, To JeiicTBe HacTOIero Ipe/1oKeH He 6yJ1eT 

pacIpoTpaHTC Ha JI1O6LC HHBe II0CJICIyIOIIHe AKIeIIT O]pT ApecaTa IIpe/1oKeH. 

3.5 ,r:i:)KOHCOH & .l1:)l<OHCOH 11 AApecaT IlpeAJIO)KeHH51 o6513YIOTC51 B3al1MH0 co6JIIOAaTb Tpe6oBaHl151 

3aK0H0AaTeJibCTBa B ccpepe npOTHBOAeHCTBl151 KoppynI.J,1111 11 npeAynpe)KAeHl151 KOH!pJil1KTa 11HTepecoB 

CT0p0H, 0 nop5IAKe o6paw:eHH51 CO CBCJCHMH, C0CTaBJIIIOIIHMH K0MMCpICCKyIO, CJIyKC0HyIO, 

HaJI0rOBy1O, Bpave6Hy1O Ta}Hy HyIO KOH]JCHIaJILHyIO HHbOpMaIHIO, B TOM ICJIe CO6J11OJaTL 

3aI<0H0AaTeJibCTB0 0 3aII.J.11Te nepcoHaJibHbIX AaHHb!X. AApecaT IlpeAJI0)l(eHl151 3aBep5IeT 11 rapaHT11pyeT 

npaB0MepHyIO nepeAaLJy .l1:)KOHCOH & ,r:i:)KOHCOH nepcoHaJibHb!X AaHHblX AApecaTa IlpeAJIO)l(emrn B 

paMI<ax 3aI<JIIO'-leHl151 AaHHOH og_)epTbl B C00TBeTCTBl111 C Tpe6oBamrnMl1 np11MeH11Moro 3aK0H0AaTeJibCTBa, 

a TaKKe HaJUICKaIIICC yBCJ0MJICHe Cy6BCKTOB 0 TaKOi IICpeIaIe X IICpC0HaJIBHLIX JaHHLIX, CCJI TOTO 

Tpe6yeT np11MeHl1M0e 3aK0H0AaTeJibCTB0, AJI51 A0CTH)KeHl151 I.J,eJI11: 3aI<JII01.JeH11e, HCn0JIHeH11e 11 (111111) 

IpeKpaIeHe JoroBop0B COrJaeHi Mey AJpecaToM IIpe/1oxen Jxoncon & J[Kocon. 

Appecar IIpeJ10Keg Jroncon & J[KoHcoH 3aBep1oT rapaHTpy1or 06eceqeHe 

I<OH!p11AeHI.J,11aJibHOCTl1 11 6e3onacHOCTl1 nepeAaBaeMblX nepcoHaJibHblX AaHHbIX npH 11X o6pa6oTKe B 

C00TBeTCTBHl1 C Tpe6oBaHH5IMH np11MeHHM0ro 3aK0H0AaTeJibCTBa. AApecaT IlpeAJIO)KeHH51 H .l1:)I<OHCOH & 
.l1:)KOHCOH o6513YIOTC5I npHHl1MaTb Heo6XOA11Mble npaB0Bbie, opraHl13aI.J,H0HHbie H TeXHWieCKl1e Mepbl HJil1 

o6ecneLIHBaIOT 11X npHH5ITHe AJI51 3aII.J.HTbl nepcoHaJibHbIX AaHHbIX np11 HX nepeAaLJe Me)l<AY AApecaTOM 

IlpeAJIO)KeHl151 H ,r:i:)l(OHCOH & .l1:)KOHCOH nocpeACTBOM 3JieKTpOHHbIX I<aHaJI0B CB513H, MalllHHHbIX 11 

6yMa)KHblX HOCHTeJieH 11H!pOpMaI.J,HH HJIH HHblM cnoco6oM. B cnyqae f!eCO0TBeTCTBH51 AeHCTBHTeJibHOCTl1 

yKa3aHHIX B HaCTOIIIeM IyHKTe 3aBepen rapaHri JxoHcon & )[KoHcoH HeMeJeHHo oTKaKeTc 

OT nonyLJeHl151 IIpC0HaJIBHBIX JaHHLX OT AJpecaTa Ipe/1oKeH (tt1111) B pa3yMHb!H cpoI< npe1<paTl1T 

o6pa60TI<Y paHee I0JyIeHx or Apecara IIpeJIoeH IepCOHaJILHLX AaHHbIX. .l1:)KOHCOH & 
.l1:)KOHCOH AJI51 BbIIl0JIHeHl151 BbIWeyI<a3aHHOH I.J,eJIH HMeeT npaB0 np11BJieI<aTb TpeTbl1X JIHI.J, -nocTaBII.J.HI<OB 

11H!pOpMaI.J,110HHO-CnpaBO'-lHbIX ycnyr H (1111H) ycnyr npoBeAeHl151 ayAHTOBlnpoBepoI< - I( o6pa6oTI<e 

IIepC0HaJILHLIX JIaHHLIX, IIOJIyIeHHLX OT nepeJa1OIIIei CTOpOnL. IpBJeIeHe yKa3aHHIX TpeTLHX Jll1l.J, 

K o6pa6oTKe nepcoHaJibHbIX AaHHblX MO)KeT ocyw:ecTBJI51TbC5I TOJlbK0 npH ycJI0Bl1H o6ecneLJeHH51 HMH 

KOH!pHAeHI.J,11aJibHOCTl1 11 6e3onaCHOCTH nepC0HaJibHblX AaHHbIX np11 HX o6pa6oTKe. ApecaT 

IIpe/1oKeH 3aBeper rapaHTpyer nonyeHe coracM cy6beKTOB HJIH Hanwme HHbIX npaB0BbIX 

OCHOBaHl1H AJI51 ocyw:ecTBJieHH51 Bbillle0nttcaHHbIX AeHCTBHH co CTOp0Hbl .l1:)KOHCOH & .l1:)KOHCOH. 

3.6 CoBeprneHtte AApecaTOM IlpeAJIO)KeH1151 AeHCTBHH, yKa3aHHbIX B n.2.2. HaCT05III.J.ero IlpeAJIO)KeH1151, 

6yJ1eT CITaTC aKI.J,enT0M HaCT05III.J.ero IlpeAJIO)KeHH5I. AI<I.J,enT HaCT05III.J.ero IlpeAJIO)KeHl151 B03MO)KeH 

JIHlllb B noJIH0M o6beMe. ToJibKO B 3T0M cnyqae A0r0B0p O 6e3B03Me3AHOH nepeAaLJe Ilpenaparn AJI51 

I.J,eJieH onepaTHBHOH HHHI.J,HaI.J,Hl1 cneI.J,HaJIH3HpoBaHHOH Tepan11ei1: H pacw11peHH51 A0CTyna naI.J,HeHT0B K 

Jiel.JeHHIO 11HH0BaI.J,H0HHblMH JieI<apCTBeHHbIMl1 n1penapaTaM 6yJ1eT 9BIT1C 3aKJIIOICHHLM MeJy 

,r:i:)KoHCOH & .l1:)KOHCOH H AApecaTOM IlpeAJIO)KeHl151 Ha ycnoBH5IX IlpeAJIO)KeHH51. qaCTHLJHbIH ar<I.J,enT 

npeAJI0)KeHl151 (ocpepTbI), a TaK)Ke ar<I.J,enT IlpeAJIO)KeHH51 (ocpepTbI) Ha HHbIX ycJI0BH5IX He A0nycr<aIOTC51. 

3aKJIIO'-leH11e AOroBopa Me)I(Ay .l1:)KOHCOH & .l1:)KOHCOH H AApecaTOM IlpeAJIO)KeHH51 ocyw:ecTBJI5IeTC51 nyTeM 

C0BCpIIICH eiCTB AJpecaTOM IpeJIoKeH B IOpJIKe, IIpJyCM0TpCHH0M pa3J1en10M 2 «O6111e 

ycnoBH51» HacT05III.J.ero IlpeAJIO)KeH1151 ( ocpepTbI). CoBor<ynHOCTb IlpeAJIO)KeHH5I ( ocpepn1) H AKI.J.ema 

ocpepTbl npeACTaBJI5IIOT co6oi1 A0roBop, no IOp11A11'-leCKOH npttp0Ae 51BJI5IIOII.J.11HC5I no)KeprnoBaHHeM, H I( 

KOTopoMy npttMeH5IIOTC51 H0pMbI CTaTbH 582 rK P<I>. B I.J,eJI5IX 6yxranTepcr<oro yqern AApecarn 

IlpeAJIO)KeHH51 CT0HM0CTb OAHOH ynaK0BK11 Ilpenaparn npHHl1MaeTC51 paBHOH CJieAyIOII.J.HM I.J,eHaM 6e3 
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BCEM f'OCY ,D,APCTBEHH~IM, MYHI1UI1IIAJibHbIM yqpE)K,ll,EHI15IMI1 3,D,P ABOOXP AHEHI151 I1 
OPf'AHAM I1CIIOJIHI1TEJibHOH BJIACTI1 B C<DEPE 3,D,PABOOXPAHEHI151 

H)],C: 

- TpeMbe (MHH ryceJihKyMa6) pacrnop JJ:JI51 nOJJ:KO)KHOro BBeJJ:eHH51 100 MrlMJI - 126 989.00 py6. 

3.7. Hacroee Ipe/UoKeHe JeiicTBTJILO JO 3l JeKa6p 2024 roJa H MOXeT 6L1TL 0TO3BaHO 

)],)KOHCOH & )],)I<OHCOH B mo6oi1 MOMeHT. 

3.8. )],)I<OHCOH & )],)KOHCOH BnpaBe OTKa3aTb B npHH5lTHH AKu,enrn ocpepTbl H OTKa3aThC51 OT HCnOJIHeHH5l 

CBOHX o6513aTeJihCTB no HaCT05lI..QeMy ITpeJJ:JIO)KeHHIO, B CJiytcrne eCJIH no TCXHHICCKHM H/JI 

JIOrHCTH':leCKHM npH'-IHHaM )],)KOHCOH & )],)KOHCOH He MO)KeT ocymecTBHTb JJ:OCTaBKY ITpenaparn 

IonyuaTeno. 

3.9 CTopOHbl OCB060)K,[(aIOTC51 OT OTBCTCTBCHHOCTH 3a IIOJIHOC HJI IaCTIHOC HCBLIIIOJIHCHHe 

o65!3aTeJihCTB no HaCT05lI..QeMy .r:i:oroBopy' eCJIH 3TO HeBbinOJIHeHHe 51BHJI0Cb CJie,[(CTBHeM o6cT051TeJihCTB 

HenpeO.[(OJIHMOM CHJibl BKJIJ0qa51 HaBOJIHCHe, IIOap, 3CMJICTpCCHe H .r:i:pyrHe CTHXHHHbie 6e.[(CTBH5l, 

BOMHY, BOeHHbie .[(eHCTBH5l Bcex BHJJ:OB, 3a6acTOBKY nepcoHaJia, rpa)K,[(aHCKHX 6ecnop5!JJ:KOB, aBapHH Ha 

TpattcnopTe, 6J10KaJILI, 9IIJCMHH HJI naH,[(eMHH, a paBHO BBe.[(eHHe ynoJIHOMoqeHHbIMH 

rocy.r:i:apCTBeHHbIMH opraHaMH pe)KHMa nOBbIWeHHOH roTOBHOCTH HJIH HHOro aHanornqHoro pe)KHMa 

CB5!3aHHOro C pHCKaMH HacTynneHH5l o6cT05!TeJibCTB Henpeo.[(OJIHMOH CHJlbl, a TaK)Ke npHH5lTHe 

rocy.r:i:apCTBeHHbIMH oprattaMH aKTOB, npen5!TCTBYIOI..QHX BbinOJIHeHHIO o6eHMH HJIH 0.[(HOH H3 CTopoH 

065!3aTeJibCTB no .r:i:aHHOMY .r:i:oroBopy, H .r:i:pyrHX o6CT05!TeJihCTB, KOTOpbie MoryT nOBJIH5!Tb Ha BbinOJIHeHHe 

o65!3aTeJihCTB no HaCT05lI..QeMy .[(OroBopy. CTopoHa, .[(JI5l KOTOpOH BbinOJIHeHHe o65!3aTeJibCTB CTaJIO 

HeB03MO)I<HbIM BCJie,[(CTBHe HacTynneHH5l o6CT05!TeJihCTB HenpeO.[(OJIHMOH CHJibl, JJ:OJI)l(Ha B Te~IeHHe 3 
(Tpex) pa6oq1,ix ,[(HeH C MOMeHTa HacTynneHH51 yKa3aHHbIX o6CT05!TeJibCTB JII06hIM JJ:OCTynHhIM B .[(aHHbIX 

o6CT051TeJibCTBax cnoco6oM yBe.[(OMHTb .r:i:pyryIO CTopotty O HaqaJie, O)KH.[(aeMOM cpoKe .r:i:eHCTBH5l H 

npeKpameHHH yKa3aHHbIX o6CT05!TeJibCTB. EcJIH HeB03MO)I<HOCTb nOJIHoro HJIH ':laCTHqHoro BbinOJIHeHH5l 

o65!3aTeJibCTB JJ:JI5! OJJ:HOH H3 CTopoH JJ:JIHTC5l 6onee 1 ( o.r:i:ttoro) Mec5lu,a, .r:i:pyra5l CTopotta HMeeT npaBo 

nOJIHOCTbIO HJIH qacTHqHO OTKa3aTbC5l OT JJ:OrDBOpa, nHCbMeHHO H3BeCTHB 06 3TOM .r:i:pyryIO CTopotty. ITpH 

3TOM CTopOHbl JJ:OJI)l(Hbl npoBeCTH neperoBOpbl C u,eJihIO ou,eHKH CHTyau,HH H Bbipa6oTKH 

B3aHMOnpneMJieMbIX peweHHH. B cnyqae eCJIH .r:i:ettCTBHe o6cT05!TeJibCTB HenpeO.[(OJIHMOM CHJibl .[(JIHTC5l 

Mettee 1 ( 0.[(HOro) MeC5lU,a, cpOKH HCnOJIHeHH5l o65!3aTeJibCTB CTopoH npo.r:i:JieBaIOTC5l Ha nepHOJJ: HX 

JeCTB. 

3 .10. HH 0.[(Ha H3 CTOpOH .[(OroBopa He BnpaBe ocymecTBJI5!Tb 1<aKHe-JIH60 .[(eHCTBH5l, 3anpemeHHble 

3aKOHO.[(aTeJibCTBOM PocCHHCKOH <!>e.r:i:epau,HH HJIH HHblM 3aKOHO,[(aTeJibCTBOM O npOTHBO.[(eMCTBHH 

Koppynu,HH, KOTOpoe .r:i:anee COBMeCTHO HMettyeTC5l «AHTHKOppynu,HOHHOe 3aKOHO,[(aTeJibCTBO» H MO)KeT 

npHMeH5!TbC5l I( KaKOM-JIH6o OJJ:HOM HJIH o6eHM CTOpOHaM. B JOIIOJIHCHMe K BbIWeH3JIO)KeHHOMY HH 0.[(Ha 

3 CTOpOH He BIIpaB OCyIIICCTBJIITL KaKH-JI6O IIIaTCKH, IIpCJIaTaTL HJIH IIepJaBaTL KaKHe-JI6O 

u,eHHOCTH rocy.r:i:apcTBeHHOMy n/HJIH MYHHU,HnaJihHOMY CJIY)Ka.1.LJ,eMy, pa60THHKY opraHOB 

rocy.r:i:apCTBeHHOH BJiaCTH, opraHOB MeCTHOro caMoynpaBJieHH5l, rocy.r:i:apcrneHHbIX H!HJIH 

MyHHIHIIaJILHLIX OpraHM3a, KaKOi-II6O IIOJITIeCKO IapTHH M/JI KaHJVJIaTy Ha JOJIKHOCTL B 

oprattax rocy.r:i:apCTBeHHOH BJiaCTH HJIH MeCTHOro caMoynpaBJieHH5l, JIH60 HHOMY TpeTbeMy JIHU.Y, 

CB5!3aHHOMY BO C.[(eJIKOM, eCJIH 3TO npHBe.[(eT K HapyweHHIO AHTHKOppynu,HOHHoro 3aKOHO,[(aTeJibCTBa. 

3.11 Bee cnopbl HJIH pa3HOrnaCH5l, B03HHKaIO.l.Ll,He IO HaCTOIIICMy JOrOBOpy HJIH B CB5!3H C HHM, 

pa3pea1oTc yTeM IeperOBOpOB. )[o nepea cIOpa Ha pa3peIeHe Cy/a CTOp0HI IpHMyT MepLI K 

ero yperynHpOBaHHIO B npeTeH3HOHHOM nop5!JJ:Ke. ITo nonyqeHHOM npeTeH3HH CTOpotta JOJDKHa JaTL 

nHCbMeHHbIH OTBeT no cymecTBY B cpoK He n03.[(Hee 10 (.r:i:ec5!TH) KaJiett.r:i:apHblX .[(Hett C .[(aTbl ee nonyqeHH5l. 

B cnyqae HeB03MO)KHOCTH pa3peweHH51 cnopoB HJIH pa3Hornaci IyTeM IeperoBopOB, OH IoJu1eKar 

pa1peweHHIO Ap6HTpa)KHblM CYJJ:OM ropo.r:i:a MoCKBbl B nop5!JJ:Ke, ycTaHOBJieHHOM 3aKOHO,[(aTeJihCTBOM 

PoccicKoii beJepa. 

reHepaJibHhIH JJ:HpeKTOp 

Akyuue4Kw4Ha H.A. 
I .[lf1peKTOp no AOCTyny npenaparoe Ha PblHOK 

,[loeepeHHOCTb N2 6846 OT 10,07,2023 r. 
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