
BCEM f'OCY )J;APCTBEHHbIM, MYHI11.J, I1TTAJibHbIM yqpE)K,ll;EHI15IMI1 3,ll;P ABOOXP AHEHI15I I1 
OPfAHAM I1CTTOJIHI1TEJibHOH BJIACTI1 B C<l>EPE 3,ll;PABOOXPAHEHI15I 

IIpe/10KeHe 0 3aKIoIeH nor0Bopa 
B OTHOUJemm 6e3Bo3Me3oii nepenamu rerapcrenoro npenapara non MHH ceJieKcnnar 

B u,em1x onepaTnsuou uunu,nau,uu cneu,naJinlnposauuou Tepanneu 11 pacUJnpemrn 11.ocTyna nau,neHTOB, 
CTpa11.arorn.nx Jiero•rnou apTepuaJihHOU nmepTeHJHeu, K COBpeMeHHoii HoBaonoii Tepamm C 
ncn0JihJ0BauneM JieKapcTBeuuoro npenapaTa /1.JIH Me11.nu,nucKoro npnMeuemrn c MHH ceJieKcnnar 

Hex. H0Mep N2 2512-6/23 

r. MocKBa «25» .n:eKa6p51 2023ro.n:a 

O6meerno e orpaHl1'-IeHHOM 0TBeTeTBeHH0CThlO «,ll,)l<OHCOH & ,ll,)KOHCOH», IOpH.D:HqecKOe JIHQO, 

HaJUICKaIMM 06pa30M C03JaHHOe M JeiCTByIOIIICe B COOTBCTCTBIM C 3aKOHOJaTCJILCTBOM PoccicKoi 

<De.n:epaQHH, OfPH: 1027725022940, HHH: 7725216105, c MeernM HaX0)l<JJ:eHH51 no a.n:pecy: 121614, r. 

MocKBa, yn1. KpnarcKa, JI. 17, Kopn. 2, B JIHQe feHepanhHoro peKTOpa Ky3He1oBa MaKcMa 

EBreHeBYa, JeiCTByIOIerO Ha 0CHOBaH cTaBa (Janee «Jxoncon & JIxonuco1»), 

IIPHHHMAJI BO BHMAHE, ITO 

(A) JleroqHa51 apTepHaJihHa51 nmepTeH3H51 (JIAf), KO.D: MK.6-10 127 .0, 127 .2. JIAf - :no opcpaHHoe, 

)KH3Heyrpm1rnromee, 6hICTpo nporpeccHpyromee 1a6oneBaHHe.1 JIAf HMeeT HeCKOJihKO cpopM, HaH6onee 

pacnpocTpaHeHhI - H.D:HonarnqecKa51 JIAf (HJIAf) H aceoQHHpoBaHHa51 JIAf (aJIAf), K0TOph1e 

eoCT3BJI5IIOT 41,5% H 55,5% B o6mett CTPYKType naQHeHT0B e JIAf eoorneTeTBeHH0.
2 

PaenpocTpaHeHHOCTh JIAf no .n:aHHhIM eBponei1:c1rnx perncTpoB, Bapbnpy10TC51 OT 6,6 .n:o 26 cnyuaeB na 

MHJIJIHOH qeJIOBeK.3 no .n:aHHhlM E)Kero.n:Horo 6IOJIJieTeH51 3KCnepTHOro eoBeTa no pe.D:KHM 3a6oneBaHH51M 

I<OMHTern foey.n:apcrneHHOM ,ll,yMhI no oxpaHe 3.D:OpOBh51 Ha 2020 B PoccHttCI<Ott <Pe.n:epau:11H 

HaeqHThIBaeTC51 1025 nau:HeHT0B C 11JIAf, 835 113 HHX B3pOCJihie, a 190 .n:eTH.4 84% OT o6mett nonyJI51Q11H 

naQHeHT0B C JIAf B pep - 3TO )KeHll.l,HHhl. Cpe.n:m1ti B03pacT eocTaBJI51eT 42,7 JieT.2 

(B) B OTCyTCTBH TCpaIIH H pCIyJIpHOTO Ha6JIIOJICH, JIAI BJIeTC BLICOKO HHBaJIJH3Hp yIOIIM 

3a60J1eBaHHeM. 77,5% naQHeHTOB C JIAf o6na.n:aIOT HHB3JIHJ:(HOeThlO. TeMnhI pocTa IaICHTOB C 11JIAf, 

HMeIOll.l,HX HHBaJIHJ:(HOeTh, C 2018 no 2020 eOCT3B11JIH 45,5% J:(Jl51 B3pOCJih!X 11 41,8% J:(Jl51 .n:eTett.
4 

Ha MOMeHT IIOCTaHOBKH JIaTHO3a 6OJI1Ia IaCTL IaIHCHTOB yKe HaXOJITC B TKCJIOM COCTOH B 

30He BhlCOI<Oro p11cKa CMepT11, y 65% JIAf JHarHOCTpy1OT yKe npM 3-4 byKoHanHoM Knacce. 

(B) IaIueHraM c JIAT Kpaine BaHo nonyYaT TepanIo JIAF-cnebecKM npenapaTaMM. 

PacqeTHa MJHaHa BBIKHBaCMOCT np11 OTCyTCTBH JICICH IaIHCHTOB C JIAf 2,8 ro.n:a
7
• JleTaJihHOeTh 

npH JIAf 6n113Ka K OHKonor11qecKott.3• 5• 6 lliT11JieTHRR BhrnrnBaeMOCTh nau:11e1-1TOB c JIAf IV <DK 6e3 

Tepan1111 COCTaBJI51eT JIH!llh 34%. 5 no .n:aHHhIM pernoHaJihHhIX eerMeHTOB <De.n:epaJihHOro per11cTpa 

60JihHhIX pe.D:Kl1Ml1 3a6oJieBaHH51Ml1 TeMnhI poem CMepTHOCTl1 OT JIAT cOcTaBMJI 3,8% C 2019 no 2020 

r.' 

(f) CoBpeMeHHhIM CTaH.D:apTOM neqeHH51 nau:11eHTOB C JIAf BJIeTC MCJIKaMHT03Ha TepaII C 

IIpHMCHCHCM KaK II0JUICpKHBaIOIIHX, TaK JIAF-cneubuecKx npenaparon. " IIp BLI6ope JIAf­ 
CIeIbMIeCKO TCpaI BaKHO BO3JeiCTBOBaTL Ha M3BCCTHLIe IIyT naTOrCHe3a 3a60J1€BaHH. 

3HJ:(OTeJIHHOBhIM, nyTh OKCl1.D: a30Ta 11 npocTaQHKJil1HOBhIM.10 

(,ll,) HHHOBaQ110HHOM rpynnott JIAf-cneu:11cp11qecKott Tepan1111 RBJIRIOTCR ceneKTHBHhie aroHHCThI 

npOCT3Q11KJil1HOBhIX (IP) peu:enTopoB, eJ:(11HCTBeHHhlM npe.D:CT3B11TeJieM KOTOpOH 5IBJI51eTC51 

neI<apcrneHHhIM npenapaT .D:JIR Me.D:11QHHCI<oro npHMeHeHHR An6paB11 (MHH ceneKc11nar) (.n:anee - 

«npenaparn), 1aper11cTp11poBaHHhIM B Pocc1111 07.06.2019. IIpenapar 1oKa3aH JJ1 .n:n11TeJihHoro neqeHl151 

Jerouoii apTepanHoi rIepTeH3 y B3pocnx aIeHroB (JIAF, rpynna I no Knacc]Ka11u BO3) 

II-IV <DK. 3cpcpeKTHBHOCTh npenaparn .n:oKa3aHa B OTHO!lleH111111.n:11onaT11qecKott 11 Hacne.n:crneHHOM JIAf, 

JIAf, accou:1111poBaHHOM c 3a6oneBaH11RM11 eoe.n:111-111TeJihHOM TKaHH, JIAf, accou:1111poBaHHOM c 

I<OMneHCHpOBaHHhIM IIpOCTLIM BpOJeHHLM IOpOKOM cepJI1a.' 
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BCEM rocY ,n:APCTBEHHbIM, MYHI1IJJ1IIAJibHbIM yqpE)K.ll:EHI15IMI1 3.ll:P ABOOXP AHEHI151 I1 
OPfAHAM I1CIIOJIHI1TEJibHOM BJIACTI1 B C<l>EPE 3.ll:PABOOXPAHEHI151 

IIpenapar JoKa3an 3HaTenHoe yJyueHe oTaeHHoro 1porno3a JIAI Ip M0H0TpaIM pH 

JJ,o6aBJieHHH ero BT0pbIM HJIH TpeTbHM 11pe11apaToM K CyIIIeCTByIOIe CXCMe Tepamrn B caM0M 

Macwrn6HoM 11ccneJJ,OBaHH11 (PKI1) B o6nacTH JIAr - GRIPHON. ITpe11apaT CTaTHCTICCKH 3HaIHM0 

CHHKaeT pHCK 11porpecc11poBaHH.sI H CMepn, OT JIAr Ha 40% .12 MaKcMMaJIHOe CHKCHe (Ha 55%) pcKa 

11porpecc11poBaHH.srlcMepTH Ha6mo,11.aeTc.sr 11p11 paHHeM JJ,o6aBJieHHI1 ( B 11epBb1e 6 Mec.sru:eB) l1pe11aparn 
17, a 

IIpH Ha3HaICHHH IaICHTaM C ct>K II CHH)KeHMe p11cKa 11porpeccttpoBaHH.sr/cMepTH C0CTaBJI.sieT 64%
13
.5- 

THJieTH.sI.sI BBIKHBaCM0CTL IIaIIHCHT0B Ha TepallHH ITpe11apaTOM C0CTaBJI.sieT 75% 
14, 7-MHJieTH.sI.sI - 63%

15
• 

ITpe11apaT cHH)KaeT p11cK cMepTH BCJieJJ,crn11e JIAr HJIH roc11ttrnn113aU:HH 110 110B0JJ.Y yxyJJ,weH11.sr JIAr 

BllJI0Tb JO 0K0HIaHH TCpaIIH Ha 30%. 12 

(E) Ilpe11apaT BX0JJ.HT. B JeiTByIOIIIe KJIHHMICCKHe pCK0MCHJaIH IO JIerOHOi apTepManoi 

r1111epTeH3HH, oJJ,o6peHHbie Harmo-11paKT11qecKHM CoBeToM MHH3JJ.paBa P<I> 11 pa3Mell.J,eHHbie Ha 

py6pttKaTOpe KJIHHHqec1rnx peKOMeHJJ,aU:HH M11H3JJ.paBa Pct> 17 .11.2020.1 ITpe11apaT TaK)Ke oJJ,o6peH 

EBpo11eiicKHM coo6mecrnoM KapJJ,11onoroB.14 Pac11op.sr)KeH11eM IlpaBHTeJibCTBa P<I> OT 23 Ho.sr6p.sr 2020 

roJJ,a N2 3073-p ceneKCH11ar c 01.01.2021 BKmoqeH B 11epeqeHb )KHBJI11.16 

()I{) ,ll;n.sr Ka)I<JJ,0ro 11au:HeHTa, I<0TopoMy Ha3HaqeHa Tepa1111.sr ITpe11apaTOM C ll0M0ll.l,blO THTp0BaHH.sI )],03bl 

JJ,0JI)l(Ha 6bITb llOJJ,06paHa HH)],HBHJJ,yaJibHa.sr MaKCHMaJibI-Ia.sI 11epeH0CHMa.sr JJ,03a, B Jana30He OT 200 MI<r 

Ba pa3a B JJ,eHb )],O 1600 MKI' )],Ba pa3a B JJ,eHb. PeKOMeHJJ,yeMa.sr HaqaJihHa.sr JJ,03a - 200 MKr Ba pa3a B JJ,eHb. 

,lJ;03y yBeJIHLJHBaIOT C war0M 200 MKr, o6bJLIHO C 11ep110JJ,WIH0CTblO 1 pa3 B HeJJ,eJIIO. 
11 

PYK0B0)],CTBY.sICb 11. 1 CT. 432, 11: 2, 3 CT. 434, 11. 1 CT. 435, 11. 2 CT. 437, TI. 3 CT. 438 rpmKJJ,aHCKOro K0JJ,eKca 

PoccicKoii De/epa, 

HACTOHIIJ,MM IIPE,l],JIAr AET 

JII06bIM rocyJJ,apcTBeHHbIM, MYHHU:HllaJJbHbIM yqpe)I<JJ,eHH.sIM 3,D,panooxpaHeHH.sI 11 opraHaM 

HCllOJIHHTCJibHOM BJiaCTH B ccpepe 3JJ,paBooxpaHeHJrn (JJ.aJiee - «AJJ,pecaT IlpeJJ,JIO)KeHH.sI») 3aI<moqHTb 

JJ,0roBop B 0TH0WCHHH 6e3B03Me3JJ,HOM. nepeJJ,aqH ITpe11apaTa B u:en.srx 011epaTHBHOH 11HHIJ.HaU:HH 

CIeIIMaJI3HpOBaHHO TepaII H paCIIIpCH J0CTyIa IaIeHT0B-rpaJan PD, cTpa/a1ox nerouoii 

apTep11aJibHOM r1111epTeH3Hei1, K JieqeHHIO HHH0BaU:H0HHblMH JICKapcTBeHHbIMH npe11apaTaMI1 Ha ycJI0BH.sIX 

1-1acTO.srmero ITpeJJ.JIO)KeI-111.sr ( ocpepTbI) (JJ.anee - «I1peJJ.JIO)Ke1-111e» ): 

1. IIPE,[t;MET ,l],OrOBOPA 
1.1. B TeqeHHe 30 JJ,Hett c JJ,aTbL 11onyqe1-111.sr OT AJJ.pecarn ITpeJJ.JIO)KeHH.sr «AKu:e11rn ocpepTbI» ( c 

yKa3aHCM K0JI'IeCTBa yI1aK0B0K M IIOJIyIaTCI) n0 bopMe, ycTaHoBnennoii IIpJoKeHeM Ne I K 

HaCT0.sill.J,eMy IlpeJJ,JIO)KeHHIO, ocj_)OpMJieHHOro Ha oqrnu:HaJibHOM 6naHI<e H 3aBepeHH0ro TI0)],Ill1Cbl0 

y110JIH0MoqeHH0ro JII1U:a 11 11eqaTbI-O AJJ,pecarn ITpeJJ,JIO)l(eHl1.sI, ,ll;)l(OHCOH & ,ll;)l(OHCOH 06.sr3yeTC.sI nepeJJ,aTb 

Apecary IIpe/oKeHg JI HH0My yKa3aHH0My HM I0JIyIaTeJIIO KaK 9T0 0IIpCJCJICH0 B CT.2 

IIpe/1oKeH, Ha KaKJ0r0 IaICHTa, MeYOIer0 rpaJaHcTo PD, K0T0p0My peIIICHCM Bpave6no 

I<OMHCCHH BIIepBLIe Ha3HaIeHa TCpaII C IIpHMCHCHMeM Ipenapara c MHH CeJIHI<c1-mar (JJ.anee - 

«HIaIueHT»), 6e3 B3HMaH 0IIaT IpenapaT B CJICJyIOIICM K0JIMIeCTBC: 0JIHy yI1aK0BKy AI6paBM 

(MHH ceneKcnar) Ta6IeTKM, I0KpTIC IJIeHOIHOj 060J109Koii 800 MKr Ne 60, 0/Hy y1aK0BKy AII6paB 
(MHH cerreI<cH11ar) rn6neTKH, I10KpLITe IJIeHOIHO 060J104Koii 200 MKr Ne 60, JJ,Be ynaK0BI<H An6paBH 

(MHH cerreKc1111ar) rn6neTKH, II0KpLITe IJIHOIHO 060J104Koii 200 MKr Ne 140. 

2. OEIIJ,ME YCJIOBMH 
2.1. ITonyqaTerreM Ilpenaparn (JJ.arree «HIoIyuaTe/») M0KeT 61TB KaK ApecaT Ipe/1oKeH, TaK 

yKa3aHH0e HM H0C IOpHJIHICCK0e JII0, MMeIOll.J,ee npaB0 ocymecTBJI.sITb MeJJ,MU:HHCKYI-0 11 

qrnpMau:eBTJ1qecI<yIO JJ,e.srTeJibH0CTb B C00TBeTCTBl111 C Tpe6oBaHH.sIMI1 JJ,eMCTBYIOll.J,ero 3aK0H0JJ,aTeJibCTBa 

Pocc1111cK011 <l>eJJ,epau:1111 11 11MeI-Omee JJ,ei1:crnyIOmyIO n11u:e1-1311IO Ha ocymecrnneH11e MeJJ.HU:MHCKOM 11 

cpapMau;eBT11qecKoii JJ,e.srTeJibH0CTM c yI<a3aH11eM aJJ,peca cpaI<T11qecKoii JJ.0CTaBI<H ITpe11aparn. 
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BCEM I'OCY .D:APCTBEHHbIM, MYH11[(11TIAJibHbIM yqpE)I(.l1:EHI15IM11 3.D:P ABOOXP AHEH115I 11 
OPI'AHAM 11CTIOJIH11TEJibHOH BJIACT11 B C<l>EPE 3.D:PABOOXPAHEH115I 

2.2. A,upecaT ITpe,uno)Kemrn HanpaBmreT B a,upec ,ll,)KOHCOH & ,ll,)KOHCOH «AKuenT ocpepTbI» no cpopMe, 

ycTaHoBIeHHO IIpJoKeeM No I K nacTOIeMy Ipe/1oKeHo. BMecTe c «AKIeIITOM O]epT1D» 

npe,uocTaBITHIOTCH TaK)Ke cne,uyIOlll,He ,UOKyMeHTbl, 3aBepeHHbie no,unHCblO ynonHOMOqeHHOro ITHQa H 

neqaTbIO A,upecarn ITpe,uno)KeHHH (m160 B nopH,uKe, npe,uycMoTpeHHOM n.2.5. HacTOHlll,ero 

IIpe/1oKeH): 

2.2.1 KaprouKa roprecKoro na Apecara IIpennoxen (popMa npnaraeTc). 

2.2.2 KonHH ,UOBepeHHOCTH Ha nonyqeHHe ITpenaparn C YKa33HHeM ynonHOMoqeHHOro ITHQa nH60 

BbITTHCKa H3 npHKa3a O H33Hat.JeHHH ynonHOMoqeHHOro ITHQa Ha COOTBeTCTBYIOlll,YIO 

,UOIT)KHOCTb. B HCKnIOqHTenbHblX cnyqaHX C cornaCHH ,ll,)KOHCOH & ,ll,)KOHCOH ,uonycKaeTCH 

npe,uocTaBneHHe KOnHH JOBCpCHHOCT, 3aBepeHHO IOJIIICLIO yIIOJIHOMOIeHHOrO Ia. 

2.3. ITepe,uaqa ITpenaparn OCyII€CTBJICTC CHJaM 3a cIeT J[KOHCOH & ,ll,)KOHCOH, Ha ycnOBHHX 

,UOCTaBKH ,uo ITonyqaTenH. A,upec ,UOCTaBKH ITpenaparn ,UOIT)KeH BXO,UHTb B nepeqeHb a,upeCOB MeCT 

ocylll,eCTBnemrn ,ueHTenbHOCTH, BHeceHHbIX B CHCTCMy MOHTOpHra H YKa33HHbIX B n11ueH3HHX Ha 

bapMa1eBTICCKyIO JeTJILHOcTL. DaKT epeJaI IIpenapara IO/TBCpKJaeTC IIOJUIHCaHHCM 

HaI<na,uHOH no cpopMe N2 M-15 H aKTa MCJy JKOHCOH & ,ll,)KOHCOH H ynonHOMOt.JeHHbIM 

npe,ucTaBHTeneM ITonyqaTenH B 3 (Tpex) 3K3eMnnHpax, O,UHH 113 KOTOpbIX OCTaeTCH y ITonyqaTenH, BTOpOH 

nepe,uaeTCH ,ll,)I<OHCOH & ,ll,)I<OHCOH, Tpen111 - A,upecaTy ITpe,uno)KeHHH, ecnH He OH HBnHeTCH cpaKTHqecKHM 

nOIyuaTeJIeM Ipenapara. IonHoMoIeHHoe Jo I0Jc1BaeT HaKJIaJIHyIO H/JI aKT c npocrnsnem1eM 

CO6CTBCHHOpyIHO IIOJIUICH paCII]pOBKO baMJIH H HMCH. 

2.4. A,upecaT ITpe,uno)KeHHH ,uom1<eH o6ecne,mTh npneMKY nepe,uaBaeMoro ITpenaparn ynonHoMoqeHHbIM 

Ha OCHOB3HHH ,UOBepeHHOCTH HITH npHKa3a ITHQOM no KOITWieCTBY KaIeCTBy Ha npe,uMeT COOTBeTCTBHH 

KOJIICTBa, KaIeCTBa B IaCT BJMLIX HCJIOCTaTKOB, HaJII IIOBpCKJeH TpaHCIIOpTHLIX MeCT, a 

TaKKe B COOTBeTCTBHH co cne,uyIOlll,HMH ycnOBHHMH: 

2.4.1. ,l],ocrnBI<a ITpenaparn OT ,ll,)I(OHCOH & ,ll,)KOHCOH I< ITonyqaTenIO MO)KeT ocym,ecrnnHTbCH 

ABTOpe<ppH)ICepaTopoM HITH B03.UYillHbIM TpaHcnopTOM. 

2.4.2. Bee ABTopecpptt)KepaTOpb1, ,uocrnBnHIOlll,He ITpenapaT, o6opy,uoBaHbl TepMoperncTpaToparvrn/ 

caMOnHCU3Ml1. ITpH npneMKe ITpenaparn, BO,UHTenb ABTOpe<ppH)KepaTopa CHHMaeT qel( 

caMonncua H nepe,uaeT ero npe,ucTaBHTenIO ITonyqaTenH. A,upecaT ITpe,uno)KeHHH ,uon)I<eH 

03H3KOMl1TbC5I C ,uaHHbIMH Ha ICKC H npoBeCTH npoBepKy ycnOBHH nepeB03KH Ha COOTBeTCTBHe 

Tpe6yeMOMY TeMnepaTypHoMy pe)IrnMy. B cnyqae ecnH ITpenapaT conpoBO)K,UaeTCH 

TepMOJaTIHKOM (TT) (B CJIyIa€ MCI1OJI3OBaHM TCpMOKOHTeiHepOB), AJpecar Ipe/1oKeH 

HITH ynonHOMoqeHHOe HM ITHUO Ha OCHOB3HHH ,UOBepeHHOCTl1 OCTaHaBITHBaeT TT H C'IHTbIBaeT 

noI<a3aHHH C Hero BO BpeMH npHeMKH ITpenaparn (HHCTPYKUHH no OCTaHOBKe H cqHTblB3HHIO 

nIOKa3aH c TT Haxo,u11TcH B TepMOKOHTettHepe). 

2.4.3. ,l],ocrnBI<a ITpenaparn B03.UYWHbIM TpaHcnopTOM ocylll,ecrnnHeTcH B TepMOKOHTettHepax. B 

1<a)I<,UOM TepMOKOHTettHepe Haxo,uHTCH 1 (o,unH) TT. 
2.4.4. Pacna1<0B1<y H npoBepI<y ITpenaparn, ynaKoBaHHOro B TepMOKOHTeHHep, IonyuaTen JOKeH 

npOH3B0,UHTb npH TeMnepaType, COOTBeTCTBYIOlll,eH Tpe6oBaHH5IM TeMnepaTypHoro pe)KHMa 

xpaHeHHH ITpenaparn. ITocne pacnaKOBKH TepMOKOHTettHepa ITonyqaTenh ,uon)KeH H3Bneqh TT H3 
TepMOKOHTeHHepa H He3aMe,unHTenbHO OCTaHOBHTb ero. 

2.4.5. B cnyqae BbrnBneHHH OTKITOHeHHH OT Heo6xo,UHMOro TeMnepaTypHoro pe)KHMa, ITony'IaTenb 

npHHHMaeT ITpenapaT B KapaHTH H B TeIeHe I ( O,UHOro) pa6oqero ,UHH c ,uaTbl nonyt.JeHHH 

ITpenapaTa yBe,UOMITHeT ,ll,)l(OHCOH & ,ll,)KOHCOH O Bbl5IBITeHHbIX TeMnepaTypHbIX OTKITOHeHHHX, 

IIyTCM HaIIpaBJICHH CMy IIO 3JICKTpOHHO IIOITC IaHHLX, CHHTblX C TT. 
2.4.6. ,ll,)KOHCOH & ,ll,)KOHCOH npHHHMaeT peweHHe O B03MO)KHOCTH ,uanbHettwero HCnOITb30B3HH5I 

IIpenapara HbopMpyeT ApecaTa Ipe/U1oxen/loyuaTen no 9neKrponoi norre o 

npHHHTOM peweHHH B cpoK He 6onee 30 (TpuaT) KaJeHJapHX ,UHeH. 

2.4.7. ITpneMKa npOH3B0,UHTCH ITonyqaTeneM B TeqeHHe 1 (o,uHoro) pa6oqero ,UHH C MOMeHTa nepe,uaqH 

ITpenaparn no aKTY npHeMa-nepe,uat.JH HIHnH HaKna,uHoH. 
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BCEM rocY ,l],APCTBEHHbIM, MYHI1UI1ITAnbHbIM yqPE)K)];EHI15IMI1 3,l],P ABOOXP AHEHI15I 11 
OPfAHAM 11CITOflHI1TEflbHOM BflACTI1 B C<DEPE 3,l],PABOOXPAHEHI15I 

2.4.8. Ip 06HapyKeH 1o6Oro Ba 6paka IonyuaTen He3aMeJITCJILH0 B TeIeHe I (O.uttoro) 

pa6OIero JH C M0MeHTa O6HapyKeH HpOpMpyeT )roncon & JKoHcoH Han1paBJIeT B 

a.upec ,l],)KOHCOH & ,l],)KOHCOH CJIeJyIOI IIaKCT JI0KyMHT0B II0 3JieI<TpOHHOH II0qTe, a 

opMrMHaJibI II0 a.upecy 121614, r. MocI<Ba, yn. KpbmaTcKa51, .u. 17, I<0pII. 2: 

1) 3aBepeHHa51 ITonyqaTeneM K0IIM51 HaI<na,UHOH (M-15) M 3aBepeHHa51 ITonyqaTeneM K0IIM51 aKrn 

IIp11eMa-IIepe.ua•rn C II0,UIIl1Cbl0 YII0JIH0MoqeHH0ro IIpe,UCTaBl1TeJI51 ITonyqaTeJI51. 

2) AKT o BhrnBneHHbIX HecoorneTCTBl151X TOPf-2 111111 .uoKyMeHT ocpopMneHHbIH cornacHo 

BHyTpeHHl1M Tpe6oBaHl151M ITonyqaTeJI51. AKT JIH JI0KyMCHT J0JIKHLI 6hITb B 06513aTeJibHOM 

II0p51,UI<e II0,UIIl1CaHbI YII0JIH0MoqeHHbIMM JIHI..(aMl1 co CT0p0HbI ITonyqaTeJI51 11 JI11U:0M, 

ocyI.IJ,eCTBJI51IOI.IJ,11M ,1],ocrnBKY ITpeIIaparn co CT0p0HbI ,l],)KOHCOH & ,l],)KOHCOH (IIp11 
06Hapy)KeH1111 6paI<a BO BpeM51 IIepe.uaq11 ITpeIIaparn ITonyqaTeJIIO ), a TaK Ke, Ha AI<Te MJil1 

,U0I<yMeHTe ocpopMneHHOM cornacH0 BHyTpeHHl1M Tpe6oBaHl151M ITonyqaTeJI51 ,U0JI)l(Ha B 

0693aTeJILHOM I0pJIKe cTOT IeYaTL IOJIyIaTeJ1. 

3) bororpabu 6paKa / HecoTBeTCTB C yKa3aHHeM JaTLI MecTa CLeMK. DoTorpapH 

.uomI<HbI 6bITb qeTKl1Ml1. <l>oTorpacpHH TpaHCII0pTH0ro Mecrn (IIannern, I<opo6) ,U0JI)l(Hbl 

C00TBeTCTB0BaTb cne.uyIOI.IJ,11M Tpe6oBaHH51M: o6I.IJ,a51 qJOTorpacpH51, q_JOTOrpacpH51 H0Mepa 

TpaHCII0pTH0ro Mecrn (cT11Kepa), q_JOTorpacpH51 CaM0ro 6paI<a / HeC00TBeTCTBl151. <f>0Torpacp1111 

HH)].11B11,UyaJibHblX yIIaK0B0I< ,U0JI)l(Hbl C00TBeTCTB0BaTb cne.uyIOI.IJ,11M Tpe6oBaHl151M: 

bororpabH y1aKoBoK c Ha3BaHeM IIpenapara, pororpab c yKa3aHeM cep 

ITpeIIaparn, clJornrpaqm11 caMoro 6paKa / HecoorneTCTBH51. 

4) ,1],aHHbie C TepM0,UaTLJHK0B / caM0IIHCU:eB (B cnrrne HapyrneHl151 TeMIIepaTypHoro pe)l<HMa IIpH 

TpaHCIIoprnpoBKe ). 

2.4.9. ,l],)KOHCOH & JKoHcoH 0693yeTC paCCM0TpCTL IIpeTeH3IO IO1yuaTen B TeYeHe 30 (TpH,UU:aTH) 

KaJieH,UapHb!X ,UHeH C M0MeHTa IIonyqemrn II0JIH0ro K0MIIJieI<Ta Ha,UJie)l(aI.IJ,e oq_JOpMneHHb!X 

,U0I<yMeHT0B, yr<a3aHHb!X B II. 2.4.8, M HaIIpaBHTb ITonyqaTeJIIO IIpe,UJI0)1(eHI151 II0 ee 

yperyn11poBaHHIO B cpoI<, cornacoBaHHbIH CTopottaM11. 

2.5. CTopOHbl .uoroB0pHJIHCb, <ITO AKU:eIIT ocpepTbl, JII06bie HHbie IIp11JI0)1(eHH51 HJIH ,U0II0JIHHTeJibHbie 

cornarneHH51 I< ITpe,UJIO)l(eHHIO 11 Arn~eIITY ocpepTbl, 51BJI51IOI.IJ,11eC51 11X HeOTbeMJieMOH qaCTbIO, B TOM 'IHCJie 

J0KyMCHTLI, yKa3aHHLIe B n1.2.2. HacTOer0 IpeJIoKeHH, a TaKKe aKT IIpMeMa-IICpCJaIH, HaKJIaJIHLe, 

oTqeTbI 06 11CII0Jib30BaHl111 ( ecn11 IIp11MeHl1MO) 11 HLIC J0KyMCHTL (aJIee JOKyMCHTL) M0TyT 6bITb 

II0,UIIl1CaHbl B 3JieKTpOHHOH q_JOpMe B B11,Ue 9J1eKTp0HHLIX J0KyMCHT0B C CI10JI30BaHCM CTOpOHaMH 

yCHJIeHHO KBaJI]HIHpOBaHHOi 3JIeKTpOHHO II0JIICH (Janee VKOID), KaK Ona onpeJeJIeHa B n. 4 CT. 

5 11 B II0p51,UI<e II.1 CT.6 <1>3 P<f> OT 06.04.2011 N 63-O3 «O6 3neKTpOHoi 1oc1». 
2.5.1. ,1],or<yMeHTbI, II0,UIIl1CaHHbie YK3IT, IIp113HaIOTC51 ,U0KyMeHTaMl1, paBH03HaLJHb!M11 ,U0KyMeHTaM Ha 

6yMaKHOM H0CHTCJIC, II0JIIICaHHLIMH CO6CTBCHHOpyIHOi II0JIIICLIO H II0p0)l(,UaeT ,UJI51 CTopoH 

aHaJI0rIHBe 1IpaBa H O63aHHOCT. 

2.5.2. ,1],or<yMeHTbI, KOTOpb1M11 06MeH11BaIOTC51 CTopoHbI, 3aBep51IOTC51 YK3IT Ha.une)l<alll,11M o6pa30M 

YII0JIH0M0qeHH0ro JIHU:a OTIIpaB11TeJI51 ,l],oKyMeHTa. Ka)l(,UOe YII0JIH0M0LJeHH0e JI11U:0 ,U0JI)l(HO HMeTb 

co6CTBCHHyIO VK)II, IIOJITBCpJeHHyIO CpTHbHKaTOM yJ0CT0BCpIOIICT0 ICHTpa, H J0BCpCHH0CTL, 

II0,UTBep)K,UaIOI.IJ,YIO IIOJIH0M0qJ,151 3Toro JIHU:a, ocpopMneHHYIO CTopOHOH B ycTaH0BJieHHOM II0p51,UKe. 

2.5 .3. 3ner<TpOHHbIH ,U0KyMeHT CLil1TaeTC51 HCXO,U51lll,HM OT CTOpOHbl, eCJIH OH II0,UII11CaH YK3IT, 

IIpHHaJIeKaIIIei CTOpOHe, JaHHL JOKyMeHT 6LI/1 HanIpaBJICH TaKHM CTOp0HaM Iepe3 

COOTBeTCTBYIOI.IJ,ero 0IIepaTopa 3JieKTp0HHOro .uor<yMeHT006opoTa IIO TeJieI<OMMYHHKaU:H0HHbIM KaHaJiaM 

CB51311. 

2.5 .4. B cnyqae TeXHl1LieCKOro c6o51 BHyTpeHHHX CHCTeM JII06oi1: 113 CTopoH, c6051X Ha CTopoHe 

0IIepaTopa 3JieKTp0HHOro ,UOKyMeHT006opoTa, a paBH0 B CB51311 C ,UeHCTBH51MH o6cT051TeJibCTB 

HeIIpeo,UOJil1MOH CHJibl CTopOHbI, ,UeHCTBY51 .uo6pocoBeCTHO, o6513aHbl He3aMe,D,JIHTeJibHO, B cpoK He 

II03,UHee 0,UHOro pa6oqero ,UH51, HHcpopM11pOBaTb .upyr .upyra 0 HeB03M0)l(I-!0CTH o6MeHa ,UOKyMeHTaMH B 

::wer<Tp0HH0M BH,Ue, II0,UII11caHHbIM11 YK3IT. 

2.5.5. Ilp11 HCII0Jib30BaH11H YK3IT CrnpoHhI o6513aHbI: 

• 06ecIIeq11BaTb KOHqJH,D,eHI..(11aJibHOCTb KJIJOqei1: YK3IT, B qacTH0CTH He ,U0IIYCKaTb HCII0Jib30BaH11e 

IIpHHaJJIeKaIIIHX MM KJIIOueii VK)II 63 MX COIJIaCH; 

• He3aMe,UJI11TeJibH0, HO, B JII060M cnyqae B cpor<, He II03,UHee 0,UH0ro pa6oqero ,D,I-151. yBe,UOMJI51Tb 

CTopoHy, y.uocToBep51IOI.IJ,HH u:eHTp, BBJaBI CepTpMKaT KJIOIa IIpOBCpKM 3JIeKTpOHHOi II0JIIHCH, o 
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BCEM rocY ,ll;APCTBEHHbIM, MYHI1I..tI1ITAJibHbIM yqpE)K,ll;EHI15IMI1 3,ll;P ABOOXP AHEHI15I I1 
OPfAHAM I1CITOJIHI1TEJibHOH BJIACTI1 B C<DEPE 3,ll;PABOOXPAHEHI15I 

HapyIIeH KOH]JCHIMaJILHOCTH KJIOua VKOII c M0MeHTa II0JIyIeH H]OpMaIHM 0 TaK0M 

HapyrneHHH; 
He HCn0ITb30BaTb YK3I1 npH HaITH'-IHH OCHOBaHHH noITaraTb, qT0 ee KOHlpH,D,eHUHaITbHOCTb 

HapyrneHa; 
wcn0ITb30BaTh )],ITH co1,D,aHHH H npoBepKH YK3I1, co3,D,aHHH KmotJeH YK3I1 CepTpMKaTOB 

npoBepKH Kmoqa YK3I1 cpe,D,CTBa, n0ITYllHBWHe n0,D,TBep)K,D,eHHe C00TBeTCTBHH Tpe6oBaHHHM, 

ycrnH0BITeHHbIM B C00TBeTCTBHH C <D3 «06 3ITeKTpOHHOH no,D,nHCH». 

2.5.6. YK3I1 npH3HaeTCH ,D,eHCTBHTeIThHOH ,D,0 Tex nop, noKa perneHHeM cy,D,a He ycrnH0BITeHo HHoe. 

2.5.7. BICTaBJICHe I0JIyeHe JOKyMCHTOB II0 TCJICK0MMyHHKaIH0HHLIM KaHaJIaM CB3H M0KeT 

ocyw.ecTBITHTbCH qepe3 0,!l,H0ro HITH HeCK0ITbKHX onepaTopoB 3ITeKTp0HH0ro ,!l,OKyMeHT006oporn. 

2.5.8. )JeKTpOHHi JoKyMeHT cuTaeTc I0JIyqeHHIM oJHoii 3 CTOp0H, ecnu eii 1ocTynno 

C00TBeTCTBYIOW.ee n0,!l,TBep)K,D,eHHe onepaTopa 3ITeKTp0HH0ro ,!l,OKyMeHT006oporn, npH HaITHlJHH 

H3Bern.eHHH ,D,pyroi1 CTopoHhI o noITyqeHHH )];oKyMeHrn, no,D,nttcaHHoro YK3I1 O,D,HOH H3 CTopoH H 

IOJITBepJeHHOrO 0IIpaT0p0M 9JIeKTp0HH0I0 JOKyMeHTO0op0Ta. 

2.5.9. CTopOHbl o6ecneqHBaIOT xpaHeHHe )];oKyMeHTOB, no,D,nHCaHHb!X YK3I1 C0BMeCTH0 c 

IIpMMeHBIIIMC JUI bOpMHpOBaHM K)II yKa3aHHLIX J0KyMCHT0B CepTpMKaTOM Kn1OIa IIp0BCpKH 

no,D,nHCH B TeqeHHe cpoKa, ycTaH0BITeHH0ro )],ITH xpaHeHHH TaI<HX ,D,0KyMeHT0B. 

2.5.10. CTOpOHbl caM0CT0HTeITbH0 o6ecneqHBaIOT ycrnH0BKY, HacTpOHKY H 3KCnITyaTaUHIO cpe,D,CTB 

YK3I1 B C00TBeTCTBHH C Tpe6oBaHHHMI1 ,D,eHCTBymrn.ero 3aK0H0,D,aTeITbCTBa I1 pernaMeHT0M 

C00TBeTCTBYIOW.ero y,D,0CT0BepHIOW.ero ueHTpa H onepaTopa 3ITeKTp0HH0ro JJ.OKyMeHT006oporn. 

2.5 .11. CTOpOHbl no,D,TBep)l(,!],aIOT, lJT0 caM0CT0HTeITbH0 BbI6HpaIOT ce6e onepaTopa 3ITeKTp0HH0ro 

,!l,OKyMeHTOo6oporn, I1 np0I13B0)],HT TI0,!l,KITIOlJeHHe, ycTaH0BKY I1 o6ecneqHBaIOT pa60Tocnoco6HOCTb 

cpe,D,CTB H KaHaIToB CBH3H, nporpaMMH0ro o6ecneqeHHH, a TaK)Ke cpe,D,CTB KpttnTorpaqrnqecKOH 1arn.11TbI 

H]OpMaIHH, HCO0XOJIMBIX JUI I0JIKJIIOICH, CO6CTBCHHLMH CHJIaMH H CpCJICTBaMH. 

2.5 .12. Kana 3 CTOpOH CaM0CT0TCJILH0 IIJIaTHT 3a HCX0JIIHe OT Hee ,!l,0KyMeHTbl. 

2.6. B TetJem1e 30 pa60lJHX ,D,HeH C ,D,aTbl 3aBeprneHHH HCn0ITb30BaHHH noITytJeHHblX ynaK0B0K IlpenapaTa, 

A,D,pecaT Ilpe,D,ITO)l(eHHH ofonyeTCH npe,D,0CTaBHTb )];)KOHCOH & )];)l<OHCOH 0TlJeT 06 HCn0ITb30BaHHH 

Ipenapara, conepKai ocHonyto popMao o Honyuarene IIpenapara, cepHH IlpenapaTa, 

K0IT11qecrne nepe,D,aHHbIX ynaK0B0K IIpenapara, pare nonyuenu Ipenapara Ia1eHToM, BLIIIHCKe H3 

perneHHH Bpaqe6HoH K0MHCCHH no cpopMe, ycrnHOBITeHHOH B IlpHITO)KeHHH N2 2 HacTomuero 

Ilpe,D,ITO)KeHHH. 

2. 7 B cnyuae 0TyTcTB B 0TtJeTe 06 Hcn0ITh30BaHHH Ilpenaparn OCHOBHO HbOpMa, yKa3aHHOi B 

nym<Te 2.6 HaCT0Hrn.ero Ilpe,D,ITO)l(eHHH, TaKOH 0TlJeT cqHTaeTCH Henpe,D,CTaBITeHHbIM, H K ApecaTy 

Ilpe,D,ITO)Kemrn npHMeHHIOTCH ycnoBHH n. 3.4. HacTomuero Ilpe,D,ITO)KeHHH. 

2.8. B CITYllae HeHcnoITh30BaHHH Ilpenaparn B TetJeHHe ero cpoKa ro,D,H0CTH A,D,pecaT Ilpe,D,ITmKeHHH 

063yeTC IIp0M3BCCT yHIT0KeHe IIpenapaTa He I03JHCe 0JIH0F0 T0Ja II0CJIe HCTIeH cp0Ka 

ro,D,H0CTH Ilpenaparn B nopH,D,Ke, ycrnH0BITeHHbIM ,D,eHCTBYIOW.HM 3aK0H0,D,aTeITbCTB0M. YHHqTO)KeHHe 

Ilpenaparn npowcxo,D,HT 1a cqeT A,D,pecarn Ilpe,D,ITO)KeHHH. 

2.9. B TeueHe 30 pa6OIx Je IocJe yHqroxena Ipenapara, Apecar IIpe//10Ken 063yeTC 

npeJ0CTaBTL JKOHcOH & J[KOHcOH oTueT O6 yHuroxenu Ipenapara, coJepKai OH0Byro 

HHlpOpMaUHIO 0 cepHH IlpenapaTa, H0Mep aTy AKIeIITa ocpepTbI, npHllHHY HeHCn0ITb30BaHHH 

IlpenapaTa B TeqeHHe cpoKa ro,D,H0CTH, K0JIICCTBe yHIT0KCHHLX ynaK0B0K Ipenapara, naTe ero 

yHHIT0CH C IIpC0CTaBJICHHCM 3aBepeHHOi AJpecaTOM Ilpe,D,ITO)KeHHH n IonyuareneM Ipenapara 

K0nHH aKrn 06 YHHlJT0)KeHHH Ilpenaparn. 

3. IIPOIE IO.JIOKEHI 
3.1. CTopOHbl TI0HHMaIOT I1 B3aHMH0 npH3HaIOT, qT0 )];)l(OHCOH & )];)KOHCOH He HeceT 0TBeTCTBeHH0CTb 3a 

,D,aITbHettrnee o6ecneqeHHe Ilau11eHTOB IlpenapaTOM. CoorneTcrnymrn.He rapaHTHH B ccpepe oxpaHhI 

3,D,0p0BbH, ycTaH0BITeHHbie 3aK0H0,D,aTeITbCTB0M PocCHHCKOH <l>e,D,epaUHH, HecyT opraHbI 

rocy,D,apcTBeHHOH BITaCTH H opraHbI MeCTH0ro caMoynpaBITeHHH, a Tal()Ke ,!l,0IT)KH0CTHbie ITHUa 

opraHH3aUHH B npe,D,eITax CB0HX noITHOMoqwi1. 

3 .2. )];)KOHCOH & )];)KOHCOH I1 A,D,pecaT Ilpe,D,ITO)KeHHH npH3HaIOT I1 cornarnaIOTCH, lJT0 ITI06oe 

B3aHMO,D,eHCTBHe yKa3aHHLIX JII B paMKax HaCT0Hrn.ero Ilpe,D,ITO)KeHHH He o6H3bIBaeT A,D,pecaTa 
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BCEM rocY )],APCTBEHHbIM, MYH111ll1ITAJibHbIM yqpE)K)],EH1151Ml1 3)],P ABOOXP AHEH1151 11 
OPfAHAM 11CITOJIH11TEJibHOM BJIACT11 B C<l>EPE 3)],PABOOXPAHEH1151 

Ilpe.uno)l(emrn HH B Kodi Mepe np1106pernTh, ttcnonb30BaTb, peK0MeH,U0BaTb HnH o6ecne'lHBaTb 

B03M0)l(H0CTb HCn0nb30BaHH51 I<aKMX-ntt6o npenapaT0B ,[()l<OHCOH & ,[()l(OHCOH, He HanpaBneH0 Ha KaK0C­ 

JIM6O 0FpaHMICHHe K0HKypCHIIHH JI IIpCJ0CTaBJICHe npettMyrueCTB B C00TBeTCTBMH C ,ueHCTBYIOIUHM 

3aK0H0,UaTenbCTB0M pep H B npe.uenax K0MneTeHIJ:HH yKa3aHHblX nHQ. 

3.3. A.upecaT Ilpe,unO)KeHH51 HaCT051IUMM npe.uocrnBn51eT ,[()l(OHCOH & ,[()l(OHCOH 3aBepeHHe, HMeIOruee )].ll51 

,[()l(OHCOH & ,[()l(OHCOH cyrueCTBeHH0e 3Ha'leHHe, 0 TOM, 'ITO IlpenapaT 6y,ueT HCn0llb30BaTbC51 CTporo no 

Ha3HaICHHIO, yKa3aHH0My B HHCTPYKQMM no Me.UHQHHCK0MY npttMeHeHHIO Ilpenaparn, B coorneTCTBHH c 

Tpe6OBaHM JeiCTByIOIIeTO 3aK0H0IaTCJILCTBa POccicKOji De/epa1 (BKJIIOYa IIpHMCHMLe 

CTaH,uapTbI H nop51,UKH 0Ka3aHH51 Me,UHQHHCKOH nOMOIUH). B cnyqae ecnH B C00TBeTCTBHH C HHCTpyKQHeH 

no Me,u11QHHCK0MY np11MeHeHHIO IIpenapara Ia1ueHTy 6y/eT BBeJeHo HonyuaTeneM MCHLIe 

r<on11qecrno nonr1ettttoro Ilpenaparn, TO A.upecaT Ilpe.uno)l<eHH51 rapaHTttpyeT, 'ITO ocrnBweec51 

K0JIIecTB0 Ilpenapara yJeT CI10JI30BaH0 CTp0T0 II0 Ha3HaICHMI0 H Ta1Ke yKa3aH0 B 0TIeTe O6 

Hcnonb30BaHHH Ilpenaparn no cpopMe ITpttno)l(eHH51 N2 2. 

3 .4. OTueT 06 MCI10JI30BaH Ipenapara, BJeTc 0693aTeJILHLM K npe.uocrnBneHHIO A.upecaTOM 

Ipe/JI0KeH J0KyMCHT0M, CBHJICTCJILCTByIOIIHM 0 ICJICB0M CI10JI30BaH. B CJIyYae, CCII 0TIeT O6 
HCn0llb30BaHHH Ilpenaparn He 6y,ueT npe,uoCTaBneH A.upecaTOM Ilpe,unO)l(eHH51 B TeIeHe 4 (qeThipex) 
MeC51QeB c ,uaTbI .uocrnBKH Ilpenaparn, TO ,uei1cTBHe HacTo51ruero Ilpe,uno)l(eHH51 He 6y,ueT 

pacpoeTpaHTC Ha JIIO6IC HHLC I0CJICJyI0IIIHe AKIeIT ObepTL A)pecaTa Ipe/1oKeH. 

3 .5 ,[()l<OHCOH & ,[()l<OHCOH H A.upecaT Ilpe,unO)l(eHM5I o6513YIOTC51 B3aHMH0 co6n10,uaTb Tpe6oBamrn 

3aK0H0,UaTenbCTBa B cq)epe npOTHBO,UeHCTBH5l KoppynQHH H npe.uynpe)I<)].eHH51 KOHqrnttI<Ta HHTepecoB 

CT0p0H, 0 nop51,UI<e o6parueHH51 co CBe,UeHH51MH, C0CTaBll51IOIUHMH K0MMepqecKyIO, cny)l<e6HyIO, 

HaJI0r0ByIO, Bpare6Hy1O Tai(Hy HyIO KOH]HJCHIMaJILHyIO HH]OpMaIHIO, B TOM ICJIe CO6J11OJaTL 

3aK0H0,UaTenbCTB0 0 33IUHTe nepcoHanbHblX ,uaHHbIX. A.upecaT Ilpe.uno)l(eHH51 3aBep51eT H rapaHTHpyeT 

npaB0MepHyIO nepe,uat.Jy ,[()l(OHCOH & ,[()l(OHCOH nepcoHanbHbIX ,uaHHbIX A.upecarn Ilpe.uno)l(eHH51 B 

paMKax 3aI<mot.JeHH51 ,uaHHOH oq)epTbl B C00TBeTCTBHH C Tpe6oBaHH51MH npHMeHHM0ro 3aK0H0,UaTenbCTBa, 

a TaK)l(e Ha.une)Karuee yBe,UOMneHHe cy6beKTOB 0 T3KOH nepe,uaqe HX nepcoHanbHbIX .uaHHbIX, eCJIH Toro 

Tpe6yeT npHMeHHM0e 3aI<0H0,UaTenbCTB0, )].ll51 J0CTHKCH ICJI: 3aKJIIOICHHC, HCII0JIHCHHe H (HIJI) 

npeKparueHHe .uoroBopoB H cornaweHHH Me)l<)].y A.upecaTOM Ilpe,unO)l(eHH51 H ,[()l(OHCOH & ,[()I<OHCOH. 

A.upecaT Ilpe,UJIO)l(eHH51 l1 ,[()l(OHCOH & ,[()l(OHCOH 3aBep5IIOT H rapaHTttpyIOT o6ecneqeHtte 

KOHqrn,ueHQHanbHOCTH H 6e3onacHOCTH nepe,uaBaeMbIX nepcoHaJibHbIX ,uaHHbIX nptt HX o6pa6oTKe B 

coorneTCTBHH C Tpe6oBaHH51MH npHMeHHM0ro 3aI<0H0,UaTenbCTBa. A.upecaT Ilpe,unO)l(eHH51 H ,[()l(OHCOH & 
J[KoHcoH 063y10TC IIpHHHMaTL Heo6xo,UHMble npaB0Bbie, opraHH3aQH0HHbie l1 TeXHH'leCI<He Mepbl MJIH 

o6ecne'lHBaIOT HX npHH51THe )].ll5I 33IUHTbl nepcoHanbHblX ,uaHHbIX npH HX nepe,uaqe Me)l(.uy A.upecaTOM 

Ilpe.uno)l(eHH51 H ,[()l(OHCOH & ,[()l(OHCOH nocpe,UCTB0M 3JIeKTp0HHLX KaHaJ10B CB3H, MaWHHHbIX H 

6yMa)I<HbIX HOCHTeneJ;i HHcpOpMaQHH HnH HHbIM cnoco6oM. B cnyqae HeC00TBeTCTBH51 ,ueHCTBHTenbHOCTM 

yKa3aHHLIX B HaCTOICM IyHKTe 3aBepH rapaHT J[Koncon & JKOHcoH HeMe/IeHHo oTKaKeTC 

OT nonyqeHH51 nepcoHaJibHbIX ,uaHHbIX OT Apecara IpeIoKeH (HI) B pa3y/MHi Cp0K npeKpaTHT 

o6pa6oTI<Y paHee nonyqeHHbIX OT A.upecarn Ilpe,unO)l<eHH51 nepcoHanbHbIX ,uaHHbIX. ,[()l(OHCOH & 
,[()l(OHCOH )].ll51 BbITT0JIHeHH51 BbI11Iey1<a3aHHOH QeJIH HMeeT npaB0 npHBner<aTb TpeTbHX nHQ -nocTaBIUHK0B 

HHcpopMaQHOHHO-cnpaBO'lHblX ycnyr H (HnH) ycnyr npoBe,UeHH51 ay,uHTOB/npoBepoK - K o6pa6oTKe 

nepcoHanbHbIX ,uaHHbIX, nonyLJeHHbIX OT nepe.uarorueJ;i CTopOHbl. IlpttBnet.JeHtte yKa3aHHblX TpeTbMX llHQ 

K o6pa60TKe nepC0HanbHbIX ,uaHHbIX M0)l(eT ocyruecTBn51TbC51 T0llbK0 npH ycn0BMH o6ecneLJeHH51 HMM 

KOH(pH,UeHQHanbHOCTH l1 6e3onacHOCTH nepconanbHbIX ,uaHHbIX npH HX o6pa60TKe. A.upecaT 

Ipe/1oKeH 3aBepeT rapaHTpyeT n0JIyIeHe cOrJIacMi Cy6BCKTOB JI HaJIIe HHLX npaB0BblX 

OCHOBaHHH )].ll51 ocyruecrnneHH51 BbilUeonttcaHHbIX ,ueHCTBHH co CT0p0Hbl ,[()l(OHCOH & ,[()l(OHCOH 

3.6 COB€pIIIeHe ApeCaTOM Ipe/oKeH JeiicTBi, yKa3aHHLIX B n.2.2. acToIer0 Ipe/1oKeH, 

6y.ueT C'lHTaTbC51 aKQeTTT0M HaCT051IUero Ilpe.uno)l(eHH51. AKQenT HaCT051IUero Ilpe,uJIO)l(eHH51 B03M0)l(eH 

nttllib B nonH0M o6beMe. TonbKO B 3T0M cnyqae ,uoroBop o 6e3B03Me3,UHOH nepe.uaqe Ilpenaparn ,un51 

1eJIe OIICpaTHBHO HHIMaIM CIIeIIMaJI3Hp0BaHHO Tepanei 11 pacllittpeHM51 )].0CTyna naQHeHT0B K 

net.JeHHIO HHHOBaQH0HHbIMH ner<apcTBeHHbIMH npenapaTaMH 6y,ueT 51Bll51TbC51 3aKnIO'leHHbIM Me)l(.uy 

Jroncon & JKoHcoH AnpecaroM IIpeJJoKeH Ha yCJ10BX Ipe/1oKeHu. HacTI1ii aKenr 

npe.uno)l(eHH51 ( ocpepTbI), a TaK)l(e aKQenT Ilpe.uno)l(eHH51 ( ocpepTbI) Ha HHbIX ycn0BH51X He .uonycKaIOTC51. 

3aKJIOIeHMe J0r0B0pa Mey JKOHcOH & JKOHCOH M AJpecaTOM IpeJ1oKeH OCyIecTBJIeTC Iy TCM 

coBepweHH51 ,uei1crntti1 A.upecaToM Ilpe.uno)l(eHH51 B nop51,uKe, npe.uycM0TPeHH0M pa3,uenoM 2 «O6rutte 
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BCEM fOCY ,ll;APCTBEHHbIM, MYHHUMIIAJibHbIM yqpE)l{,ll;EHI15IM11 3,ll;P ABOOXP AHEHI151 11 
OPfAHAM 11CITOJIHI1TEJibHOM BJIACTM B C<DEPE 3,ll;PABOOXPAHEHI151 

yen0BM» HacTOIerO Ipe/oxen (obepT). CooKynIHOcT IIpen1oKeH (obepT) AKenTa 

ocpepTbl npe,UCTaBJ15IIOT co6oi1 .uoroBop, IIO BOpJIeCKO} IIpHpOJIe BJIIOIIIMiC IIOepTBOBaHHCM, K 

KOTOpOMy IIpHMCH1OTC HOpMbI crnTbH 582 rK Pct>. B QenHx 6yxranTepcKoro yqern A.upecarn 

ITpe,UJIO)KeHirn CTOHMOCTb O,UHOH ynaKOBKH ITpenaparn npHHHMaeTC5I paBHOH cne,uyIOIJ.IHM QeHaM 6e3 

H,D,C: 

- An6pa (MHH ceneKcIIar) Ta6JIeTK, IOKpLTLIe IJIeHOIHOii 060J109Koi 800 MKr Ne 60- 181 
836,61 py6., 
- An1opaBu (MHH ceneKcuar) Ta6neTK, IOKpLTLe IIJIeHOIHoii 060109Koii 200 MKr N 60 - 181 
836,61 py6., 
- An6paBH (MHH ceneKcHnar) rn6neTKH, IIOKpLTLIe IJIeHOIHOi 060104Koii 200 MKr Ne 140 - 424 
285,43 py6. 
3.7. HacTOHIJ.Iee ITpe,UJIO)KeHHe ,ueHCTBHTeJibHO .uo 31 ,ueKa6pH 2024 ro.ua MOKeT 6LIT OT03BaHO 

,[J,)KOI-fCOH & ,D,)1(01-fCOH B mo6oi1 MOMeHT. 

3.8. ,[J,)KOHCOH & ,[J,)KOHCOH BIIpaBe OTKa3aTL B npHH5ITHH AKQenrn ocpepTbI H OTI<a3aTbC5I OT HCilOJIHeHirn 

CBOHX 063aTeJILCTB IO HaCTOICMy Ipe/oKeHo, B CJIyIae CCII IIO TCXHICCKHM M/JI 

JIOTCTHICCKHM npIHaM JXOHcOn & J[KOHcoH He MOeT OcyIeCTBT JOcTaBKy Ipenapara 

IonyuaTeno 

3.9. HH O,UHa 113 CTOpOH .uorosopa He BnpaBe ocyIJ.IeCTBJIHTb KaKHe-JIH6o ,uettCTBHH, 3anpeIJ.IeHHbie 

3aKOHO,UaTeJibCTBOM PocCHHCKOH <I>e.uepaQHH HJIH HHbIM 3aKOHO,UaTeJibCTBOM O rIPOTHBO,UeHCTBHH 

KOppyrIQHH, KOTOpoe .uanee COBMeCTHO HMeHyeTCH «AHTHKoppynQHOHHOe 3aKOHO,UaTeJibCTBO» H MO)I(eT 

npHMeH5ITbCH K KaKOH-JIH6o 0,UHOH HJIH o6eHM CTopoHaM. B JOIIOJIHCHe K BbillleH3JIO)KeHHOMY HH O,UHa 

3 CTOpOH He BIIpaBC OCyIIICCTBJIITL KaKHe-JIM6O IIJIaTCKH, IIpCJIaTaTB JI ICpCJ1aBaTL KaKHO-JI6O 

IeHHOCT TOCyJIapCTBCHHOMy /JI MyHIIMIaJILHOMy CJIyKaIICMy, pa6OTHKy OpraHOB 

rocy.uapcrneHHOH BJiaCTH, opraHOB MCCTHOro caMoynpaBJICHHH, • rocy.uapcrneHHblX 11/HJIH 

MyHHIIHIaJIHLIX OpTaHH3aI, KaKOii-JI6O IIOJITIeCKOi IapTM /JI KaHJIHJaTy Ha JOJIKHOCTL B 

opra1rnx rocy.uapcrneHHOH BJiaCTH HJil1 MCCTHOTO CaMOyIIpaBJICH, JI6O HHOMy TpCTBCMy JIIy, 

CB5I3aHHOMY BO c,ueJIKOH, eCJIH 3TO np1rne.n:fa K HapyllleHHIO AHTHKOppyrIU,110HHOro 3aKOHO,UaTeJibCTBa. 

3. IO. CTopOHbI OCB060)K,U3IOTCH OT OTBeTCTBeHHOCTH 3a non Hoe JI IaCTHIHOC HCBBIIIOJIHCHHC 

063aTeJILCTB IIO HaCTOIIICMy JOFOBOpy, CCII 3TO HeBbIIlOJIHeHHe HBl1JIOCb CJie,UCTBHeM o6CTOHTeJibCTB 

Henpeo,UOJil1MOH CHJibl BKJIIO<IaH HaBOJIHCHMe, II0Kap, 3CMJITpCCHHe JpyTe CTXMiHLIe 6CJICTBH, 

BOiHy, BOCHHLIe ,ueHCTBH5I Bcex B11,UOB, 3a6acTOBKY nepcoHaJia, rpa)K,U3HCKHX 6ecnopH.UKOB, asapHH Ha 

TpaHCilOpTe, 6JIOKa.[lbl, 3nH,Ue!'v!I111 11JII1 riaH,UeMHH, a paBHO BBe,UeHne ynomIOMoqeHHbIMH 

rocy.uapCTBCHHbIMH opraHaMH pe)I<HMa IlOBbillleHHOH roTOBHOCTH 11JIH HHOro aHaJiorwmoro pe)KHMa 

CB5I3aHHOrO C p11cKaM11 HacTyn.11eHl1H o6CT05ITeJibCTB Heripeo,uOJIHMOH CHJibl, a TaK)Ke Ilp11HHTHe 

rocy.uapCTBeHHbIMH opraHaMl1 aKTOB, npenHTCTBYIOIJ.IHX BbIIlOJIHeHHIO 06e11MI1 HJIH O,UHOH 113 CTopOH 

o65I3aTeJibCTB no ,uaHHOMY .uoroBopy, 11 .upyr11x o6CT05ITeJibCTB, KOTOpbie MoryT noBJIH5ITb Ha BbIIlOJIHeH11e 

o65I3aTeJibCTB no HaCT05IIJ.IeMy .uoroBopy. CTopoHa, ,UJIH KOTOpOH BbIIlOJIHeHHe o6H3aTeJibCTB CTaJIO 

HeB03MO)KHbIM BCJie,UCTBHe HacTynneHl1H o6CT05ITeJibCTB Heripeo,UOJil1MOH CHJibI, ,UOJI)KHa B TeIeHMe 3 
(Tpex) pa60<Il1X .[{Hett C MOMeHTa HaCTyrIJieHHH yKa3aHHb!X o6CT05ITeJibCTB JII06bIM ,UOCTYilHb!M B ,uaHHbIX 

o6cT05ITeJibCTBax cnoco6oM yBe,UOMHTb .upyryIO CTopoHy O Haqane, 0)!(11,UaeMOM cpoKe ,uettCTBl15I H 

npeKpaIJ.IeHl1H yKa3aHHbIX o6CT05ITeJibCTB. Ecn11 HeB03MO)KHOCTb nOJIHOro HJIH qacT11qHoro BbITTOJIHeHH5I 

o65I3aTeJibCTB .UJIH o,uHott H3 CTopoH ,un11TCR 6onee I ( o,uHoro) MeCHQa, .upyraH CTopoHa HMeeT npaBo 

nOJIHOCTbIO 11JIH qacT11qHO OTK333TbCH OT .uoroBopa, nHCbMeHHO 3BCCTMB 06 9TOM pyryo CT0pony. IIp 

3TOM CTopOHbl ,UOJI)KHbl npoBeCTH neperoBOpbl C QeJibIO OQeHKH CHTyaQ1111 H Bb!pa6oTKH 

B3aHMOnptteMJieMbIX pellleHl1H. B cnyqae ecn11 ,ueHCTBHe o6cT05ITeJibCTB Henpeo,UOJIHMOH Cl1Jlbl ,UJI11TC5I 

MeHee I ( 0.[lHOro) MeCHQa, cpOKH HCnOJIHeHl1H o65I3aTeJibCTB CTopoH npo.uneBaIOTC5I Ha nep110.u HX 

,UeHCTBH5I. 

3 .11. Bee cnopbl HJIH pa3HOrJiaCHH, B03HHK3IOIJ.I.He IIO HaCTOIIICMy JOrOBOpy HJIH B CB5I3H C H11M, 

pa3pearorc nyreM neperOBOpoB. Jo nepena cnOpa Ha pa3peIIeHe Cy/a CTOpoHLI IpMyT MepLI K 

ero yperyn11poBaHHIO B npeTeH3HOHHOM nopH,uKe. Ilo IlOJiyqeHHOH npeTeH3HH CTOpoHa ,UOJI)KHa ,uaTb 

nHCbMeHHbIH OTBeT no cymecrny B cpoK He n03,UHee IO (.uec5IT11) KaJieH,uapHbIX .[{Hett C ,uaTbl ee nonyqeHHH. 
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BCEM f'OCY ,[(APCTBEHHbIM, MYHl11JJ1IIAJ1bHbIM YlJPE)K,[(EHl15IM11 3,[(P ABOOXP AHEHl15I 11 
OPf'AHAM 11CIIOJ1Hl1TEJ1bHOIT BJ1ACTl1 B C<DEPE 3,[(PABOOXPAHEHl15I 

B cnyqae HeB03M0)KH0CTJ1 pa3peweHJ151 CIT0p0B JIM pa3HOrJaCM IIyTCM IepeT0B0p0B, 0HM II0JIeaT 
pa3peweHHIO Ap611Tpa)KHbIM cyJJ,oM ropoJJ,a MocKBbl B IT0p.sIJJ,Ke, ycTaH0BJieHH0M 3aK0H0JJ,aTeJibCTB0M 
Pocc11HCKOH <!>eJJ,epaQ1111. 
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