
BCEM rOCY)J;APCTBEHHbIM, MYHI1IJJ1TIAflbHbIM yqpE)K)J;EHI15IMI13):J;PABOOXPAHEHI15I I1
OPrAHAM I1CTTOflHI1TEnbHOI1 BnACTI1 B Ccl>EPE 3):J;PABOOXPAHEHI15I

IIpe~.1o~eHHe 0 3aKJ1IOHeHHH IOrOBOpa
B oTuomeuuu 6eJBOJMeJJ:J:HOH nepeJ:J:aqu ne1rnpcTBeuuoro npenapaTa DOA MHH ceneKcunar

B QemIx onepaTuBuou uuuu;uau;uu cneu;uanuJupoBauuou Tepanueu u pacmupeuuH J:J:OCTyna nau;ueuToB,
CTpa)];aIOllJ,HX Jieroquou apTepuaJibHOH runepTeHJUeu, K COBpeMeHHOH HHHOBaQHOHHOH Tepanuu C
ucnoJihJOBauueM neKapcTBeuuoro npenapaTa AJIH Me)];uu;uucKoro npuMeueuuH c MHH ceneKcunar

Hex. HOMCD No

r. MocKBa 202501a

OO1IeCTBO C OrpaHHHeHHOA OTBeTCTBeHHOCTLIO «J[KOHCOH & J[KOHCOH», ODHJIHHeCKOC JIHIIO,

HaJUICKaIIHM 0Opa30M C03,[(aHHOe 11 ,aeiicrnyIO:rn:ee B COOTBeTCTBl111 C 3aKOHO,[(aTenbCTBOM PoCCl1MCKOM

cDe,aepau1111, OrPH: 1027725022940, I1HH: 7725216105, c MecrnM HaXO)K,[(eH11JI no a,apecy: 121614, r.

MocKBa, yn. KpbrnaTcKa5I, LJ:. 17, Kopn. 2, B JHHe ICHCDaJILHOFO JHDCKTOpa Ky3He1OBa MaKCHMa

EBreHbeBWia, ,[(eMcTByIO:rn:ero Ha OCHOBaHl111 YCTaBa (,aanee - «)];JKOHCOH & )];moHCOH»),

TIPIIHIIMAJI BO BHIIMAHIIE, qTo

(A) Jiero11Ha5I apTep11anbHa5I rnnepTeH3115I (JIAf), KOLi: MKE-10 127.0, 127.2. JIAr - 3TO opcpaHHoe,

)1{113HeyrpmKaIO:rn:ee, 6b1CTpo nporpecc11pyIO:rn:ee 3a6oneBaH11e.1,2 JIAr 11MeeT HecKonbKO cpopM, Ha116onee

pacipOcTpaHeHLI - HJIHOHaTHHCCKa~ JIAI (HJIAI); JIAI, accouHHpOBaHHaA C BpOKJICHHLIMH HODOKaMH

cep,aua (JIAf-BITC); JIAr, accou1111poBaHHa5I c c11cTeMHbIM 3a6oneBaH11eM coe,a11H11TenbHOM TKami (JIAr­

C3CT), KoTOpb1e cocrnBn5IIOT 40,9%, 36,6 11 19,3% B 06:rn:eiI cTpyKType nau11eHTOB c JIAf

COOTBeTCTBeHHO. 1 3a6oneBaeMOCTb 11 pacnpocTpaHeHHOCTb JIAf no ,[(aHHbIM eBponeiicrrnx per11CTpOB,

COCTaBn5IeT 6 11 48-55 cny11aeB Ha MI1nn110H B3pocnoro Hacenemrn COOTBeTCTBeHH0.2 ITo ,aaHHbIM

E)l(erO,[(HOro 6IOnneTeH5I 3KCnepTHOro COBeTa no pe,[(Kl1M 3a6oneBaHl15IM KOMl1TeTa rocy,aapcrneHHOM

~YMbI no oxpaHe 3LJ:OpOBb5I Ha 2020 B POCCHACKOA QCJICD~HH HaCYHTbIBaCTCA ]()25 I~HCHTOB C 11JIAf,

835 113 H11x B3pocnble, a 190 LJ:eT11.3 84% OT OO1ICA IOIYJIIHHH IaHHCHTOB C JIAr B PCD - OTO KCHIHIHHLI.

CpeLJ:Hl1M B03pacT cocrnBn5IeT 42,7 neT.4

(E) B 0TcyTcTB1111 Tepan1111 11 peryn5IpHoro Ha6nIO,aeH115I, JIAr JIBnJieTc5I BbICOKO 11HBan11,a11311pyIO:rn:11M

3a6oneBaH11eM. 77,5% rrau:11eHTOB C JIAf o6na,aaIOT 11HBanl1,[(HOCTbIO. TeMnbI poCTa nau11eHTOB C 11JIAr,

11MeIOI1(11X 11HBanl1,[(HOCTb, C 2018 no 2020 COCTaBl1nl1 45,5% ,[(fl5I B3pocnbIX 11 41,8% ,[(fl5I ,[(eTett.3

Ha MOMeHT nocTaHOBKl1 ,[(11arH03a 6onbIIIa5I 1IaCTb nau:11eHTOB y)Ke HaX0,[(11TC5I B TJI)KenoM COCT05IHl111 B

30He BbICOKOro pHCKa CMepTI1, y 65% JIAf ,a11arHOCT11pyIOT y)Ke np11 3-4 cpyHKQ110HanbHOM Knacce.4

(B) ITau:11eHTaM c JIAf KparnHe BaKHO HOIyHaTb TepaIHIO JIAI-cneH(HHeCKHMH IHpeHapaTaMH.

PacqeTHa5I Me,[(MaHa Bbl)Kl1BaeMOCTl1 np11 OTCYTCTBl111 JICHCHHHM IIaIHeHTOB C JIAr 2,8 ro,aa5. JleTanbHOCTb

rrp11 JIAf 6n113Ka K OHKOJIOFHHCCKOA.S** [[MTHJICTHAA BbDKHBaCMOCTL TIaIHCHTOB C JIAf 6e3 Tepan1111

COCTaBn5IeT nl1IIIb 34%.5 ITo ,[(aHHbIM per110HanbHbIX cerMeHTOB CDe,aepanbHOro per11CTpa 6onbHbIX

pe,[(Kl1MI1 3a6oneBaHl15IMl1 TeMnbI poem CMepTHOCTl1 OT 11JIAf COCTaBl1nl1 3,8% C 2019 no 2020 r.3

(~) COBpeMeHHLIM CTaHLJ:apTOM ne11eHI15I nau:11eHTOB C JIAr 5IBn5IeTC5I Me,[(11KaMeHT03Ha5I Tepan11JI C

IIDHMCHCHHCM KaK IIOJIJICDKHBaOIIHX, TaK 11 JIAr-crreu:mp1111ecKl1X rrperrapaTOB.1'2 I1p11 BbI6ope JIAf­

CICHH(HHeCKOA TCDaIHHH BKHO BO3JIeACTBOBaTb Ha H3BCCTHbIC IyTH HaTOFCHC3a 3aO0J1eBaHH~:

3H,[(OTenl1HOBbIH, TIYTb OKCl1,[( a30Ta 11 rrpocTaQI1Kfll1HOBbIH. 1,2,9

(~) ITepBbIM 11 e,[(11HCTBeHHbIM B pep rrepopanbHbIM ceneKTl1BHbIM aroHl1CTOM rrpOCTaUI1Kfll1HOBbIX (IP)

peu:errTopoB, B03,[(eMCTBYIO:W:11M Ha rryTb rrpoCTaQ11Kn11Ha, JIBnJieTCJI neKapcTBeHHbIM rrperrapaT ,an5I

MeLJ:I1QI1HCKoro rrp11MeHeH11JI Arr6paB11 (MHH ceneKc11rrar) (,aanee - «ITperraparn), 3aperncTp11poBaHHbIM

B Pocc1111 07.06.2019. ITperrapaT rroKa3aH ,anJI LJ:nMTenbHoro ne11eH11JI nero11HOM apTep11anbHOM

rnrrepTeH31111 y B3pocnbIX rrau:11eHTOB (JIAr, rpyrrrra I no Knacc11cp11Kao;1111 B03) II-IV cDK.

3cpcpeKTl1BHOCTb ITperraparn LJ:OKa3aHa B OTHOIIIeH1111 11,[(11orraT1111ecKOM 11 Hacne,[(CTBeHHOM JIAf, JIAf,
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BCEM rOCY,IJ;APCTBEHHbIM, MYHJ1~J1IIAnbHbIM yqpE)I{,Il;EHJ15IMJ13,Il;PABOOXPAHEHJ15I J1
OPrAHAM J1CIIOflHJ1TEn1HOH BnACTJ1 B CcDEPE 3,Il;PABOOXPAHEHJ15I

accou;1rnpoBaHHOM c 3a6oneBamrnMH coe,n:HHHTeJibHOM TKaHH, JIAf, accou;ttttpoBaHHOM c

KOMneHCHpOBaHHbIM IpOCTbIM BDOKJICHHLIM IIODOKOM Cep~lIa !•10

IIpe~apaT IOKa3a1 3HaHHTeJILHOC yJIYHIIeHHC OTIaJICHHOTO IIpOFHO3a JIA] IIpH MOHOTCDaIIHH H IIDH

,n:o6aBJieHHH ero BTOpbIM HJIH TpeTbHM npenapaTOM K cyru;eCTBYIOW:eM cxeMe Teparnm B caMOM

Macrnrn6HoM ttccne,n:OBaHHH (PKH) B o6nacTH JIAr - GRIPHON. IIpenapaT cTaTHCTH11ecKH 3Ha1:IHMO

CHDKaCT DHCK IIDOFDCCCHDOBaHHS H CMCDTH OT JIAI Ha 404 ~ ]
BbIpaKeHHO€ CHDKeHHe (Ha 55%) pHCKa

nporpeccttpoBaHH5I/cMepTH Ha6mo,n:aeTC5I npH paHHeM IOOaBJICHHH (B IICDBBIC 6 MCCAIICB IIOCJIC

nocrnHOBKH ,n:ttarH03a JIAf) Ilpenaparn12, a npH Ha3Ha11eHHH nau;HeHTaM c cDK II cHmKeHHe pttcKa

nporpeccHpOBaHH5I/CMepTH COCTaBJI5IeT 64% 13. 5-THJieTH5I5I Bbl)KHBaeMOCTb nau;HeHTOB C JIAr Ha TepanHH

IIpenapaTOM COCTaBJI5IeT 73%14, 7-MHJieTH5I5I - 63%13, 10-THJieTH5I5I - 57%.15 ITpenapaT cmrnrneT pHCK

CMepTH BCJie,I(CTBHe JIAf HJIH rocnHTaJIH3aIJ;HH TIO nOBOJJ:Y yxy,n:rneHH5I JIAf BnJIOTb ,I(O OKOHqaHH5I

repanun Ha 30%.
~]

(E) ITpenapaT BXOJJ:HT B JIeACTBYOIHC KJIHHHHCCKHC DCKOMCHJIaHHH no nero11Hori apTepttaJibHOM

rttnepTeH3HH, o,n:o6peHHbie Hay11Ho-npaKTH11ecK11M CoBeToM MttH3,n:paBa PcD H pa3Meru;eHHbie Ha

py6pttKarnpe KJIHHH11ecKHX peKoMeH,n:au;ttri MHH3,n:paBa PcD 03 .10 .2024.1 ITpenapaT TaK)Ke o,n:o6peH

EBponettcKHM coo6ru;ecrnoM Kap,n:ttonoroB.2 Pacnop5I)KeHHeM ITpaBHTeJibCTBa PcD OT 23 H0516p5I 2020 ro,n:a

Ne 3073-p ceneKrnnar c O 1.01.2021 BKJIJOqeH B nepeqeHb )KHBJIIT.16

()I{) )];JI5I Ka)K,I(Oro nau;HeHTa, KOTODOMy Ha3HaHCHa TCDa~HM ITpenapaTOM C noMOlli;blO THTpOBaHH5I ,I(03bl

,I(OJI)KHa 6bITb no,n:o6paHa HH,I(HBH,I(yaJibHa5I MaKCl1MaJibHa5I nepeHOCHMa5I ,I(03a, B ,I(Hana30He OT 200 MKr

,I(Ba pa3a B ,I(eHb ,I(O 1600 MKr ,I(Ba pa3a B ,n:eHb. PeKOMeH,n:yeMa5I Hal.JaJibHa5I ,I(03a - 200 MKr ,I(Ba pa3a B ,n:eHb.

)];03y yBeJIHl.JHBaIOT C rnaroM 200 MKT, OOLIHHO C nepHO,I(Hl.JHOCTblO 1 pa3 B HCJICJIIO.0

PYKOBO,I(CTBY5ICb n. 1 CT. 432, n. 2, 3 CT. 434, n. 1 CT. 435, n. 2 CT. 437, n. 3 CT. 438 fpa)K,I(aHCKOro KO,I(eKca

PoccnricKori cDe,n:epau;nn,

HACTOJIIIJ;IIM IIPE)l)IArAET

JII06bIM rocy,n:apCTBeHHbIM, MYHHIJ;HnaJibHbIM y11pe)K,I(eHH5IM 3,I(paBooxpaHeHH5I H opraHaM

ncnonHHTeJibHOM BJiaCTH B ccpepe 3,n:paBooxpaHeHH5I (,n:anee - «A,n:pecaT ITpe,n:nmKeHH5I») 3aKJII01:IHTb

,n:oroBop B OTHOilleHHH 6e3B03Me3,I(HOM nepe,n:a11H ITpenapaTa B u;eJI5IX onepaTHBHOM HHHIJ;HaIJ;HH

cneu;HaJIH3HpOBaHHOM TepanHH 11 pacrnnpeHH5I ,I(OCTyna nau;neHTOB-rpa)K,I(aH P<D, CTpa,n:aIOru;Hx nerol.JHOH

apTepnaJibHOM rHnepTeH311eM, K Jiel.JeHHIO HHHOBaIJ;HOHHbIMH JieKapCTBeHHbIMH npenapaTaMH Ha ycJIOBH5IX

HaCT05Iru;ero ITpe,n:JIO)KeHH5I (ocpepTbI) (,n:anee - «ITpe,n:JIO)KeHHe»):

1. IIPE,Il;MET ,n:orOBOPA

B Te4eHHe 30 IHCA C JIaTbI IIOJIYHCHHA OT AJIpeCaTa IIpeJUIOKeHHA «AKIIeIITa O(CpT6I» (C yKa3aHHeM

KOJIH11ecrna ynaKOBOK 11 nony11aTeJI5I) no cpopMe, ycrnHOBJieHHOM ITpttnmKeHHeM N2 1 K HaCT05Iru;eMy

ITpe,n:JIO)KeHHIO, ocpopMJieHHOro Ha ocpnu;naJibHOM 6naHKe H 3aBepeHHOro no,n:nHCblO

ynoJIHOMOl.JeHHOro JIHIJ;a H ne11aTblO A,n:pecarn ITpe,n:JimKeHH5I, ,Il;)KOHCOH & ,Il;)KOHCOH o65I3yeTC5I

nepe,n:aTb A,n:pecaTy ITpe,n:JIO)KeHH5I HJIH HHOMy yKa3aHHOMy HM IIOJIyHaTeJIIO KaK ~TO onpe,n:eneHo B

CT.2 ITpe,n:JimKeHH5I, 6e3 B3HMaHH5I onnaTbl IIpenapaT B cne,n:y10ru;eM KOJIHl.Jecrne (BapHaHT 1

KOMnJieKTa ,I(JI5I THTpoBaHH5I ,I(03bI): o,n:Hy ynaKOBKY An6paBH (MHH ceneKcttnar) ra6neTKn,

noKpbITbie nneH011Hori 06ono11Kori 800 MKI Ne 60, OIHy yIaKOBKy An6paBH (MHH ceneKcnnar)

Ta6JieTKH, noKpbITbie nJieHOl.JHOM o60JI01:IKOM 200 MKT Ne 60, OJJ:HY ynaKOBKY An6paBH (MHH

ceneKcHnar) rn6neTKn, noKpbITbie nneH011Hori 06ono11Kori 200 MKr N2 140; ntt6o (BapttaHT 2

KOMnneKTa ,I(JI5I THTpoBaHH5I JJ:03bI): o,n:Hy ynaKOBKY An6paBH (MHH ceneKcttnar) ra6neTKH,

noKpbITbie nneH011Hori 06ono11Kori 800 MKr N2 60, TPH ynaKOBKH An6paBH (MHH ceneKrnnar)

TaOJICTKH, IHOKDBITLIC TIJICHOHHOA OOOJIO4KORA 2()) MKT Ne 60, - Ha KaKJIOC JIHIIO, HMCIOIICC

rpaKJIaHcTBO PO, KOTopoMy BHepBLIC Ha3HaHaeTCM TepaHHA C IIpHMeHeHHCM Ilpenapara c MHH

CeneKcttnar (,n:anee - «ITau;tteHT») B coorneTCTBHH c perneHHeM A,n:pecaTa ITpe,n:Jio)KeHH5I,

ocpopMJieHHbIM B BH,I(e peICHHX BpaHCOHOA KOMHCCHH, KOHCHJIHyMa BpaHCA HJIH JIeHaICrO Bpaua.

ITpH 3TOM B cny11ae HanpaBJieHH5I B a,n:pec ,Il;)KOHCOH & ,Il;)KOHCOH AKu;enrn ocpepTbI Ha OCHOBaHHH

peieHHA HC AIpecara IIpe~UIOKcHH (HHOFO JIeHCOHOTO yUpeKJICHH~), 0OM3aTeJIbHBIM
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BCEM fOCY~APCTBEHHbIM, MYHl11JJ1IIAJibHbIM yYPEKJIEH~IMH 3IIPABOOXPAHEHI15I 11
OPfAHAM l1CIIOJIHHTEJibHOI1 BJIACTH B C<!>EPE 3~PABOOXPAHEHI15I

nocne,nyIOIIfHM no,nrnep)K,nemreM TaK11x perneH11tt ,non)KHO 6nITb perneH11e A,npecara ITpe,nno)KeHl15I
11n11 I1onyqaTen5I ITpenapara (Hanp11Mep, perneH11e Bpaqe6Hott KOMHCCHH, KOHCHJIHYM BDaHCA HJIH
neuamero Bpaua). TaKOe OITBCDKJICHHe OTpaKaCTCA B OTHeT© 0O HCI1OJ1L3OBaHHH IIpenapaTa B
COOTBeTCTBl111 C n.2.6. HaCT05Imero Ilpe,nnO)KeHl15I.
PerneH11e O TOM, KaKOH 11MeHHO Bap11aHT KOMnneKTa ,[(fl5I T11TpoBaHl15I ,[(03bl no,nne)Kl1T nepe,naqe

A,npecaTy Ilpe,nno)KeHl15I: Bap11aHT 1 11n11 Bap11aHT 2, np11Hl1MaeTC5I )J;)KOHCOH & )J;)l{OHCOH 11CX0,[(5I 113
HX HaIHHHM.
CoBoKynHOCTb Ilpe,nnO)l<eH115I (ocpepTnI) 11 A1n~enra ocpepTbI npe,ncraBn5IIOT co6ott ,noroBop, no
IOp11,n11qecKOH np11po,ne 5IBfl5IIOm11ttC5I nO)l(epTBOBaHl1eM, 11 K KOTopoMy np11MeH5IIOTC5I HOpMbI CTaTbl1

582 rK PcI:>.

2. OEUJ;IIE YCJIOBIIJI

2.1. IlonyqaTeneM Ilpenapara (,nanee - «II0JIyHaTeJIL») MOKeT OLIT KaK AIpecaT Ilpe,nno)l<eH115I, TaK 11
yKa3aHHOC HM HHOC ODHJIHHCCKOC JIHIIO, 11MeIOmee npaBO ocymecTBfl5ITb Me,[(11Q11HCKYIO 11

cpapMaQeBT11qecKyIO ,ne5ITenbHOCTb B COOTBeTCTBI111 C Tpe6oBaHl15IMl1 ,nettCTBYIOmero 3aKOHO,[(aTenbCTBa
Pocc11ttcK011 <De,nepaQ11H n 11Me10mee ,ne11crny10my10 n11QeH311IO Ha ocymecrnneH11e Me,n11Q11HCKOH 11
QapMa~eBTHHeCKOA JIC»TCJIBHOCTH C yKa3aHHeM aipeca cpaKT11qecKott ,nocTaBK11 Ilpenapara.

2.2. A,npecaT Ilpe,nnmKeH115I HanpaBn5IeT B a,npec )];)1<0HcoH & ,[l;)KOHCOH «AKQenT ocpepTbD> no cpopMe,
yCTaHOBJICHHOA JIpHJIOKCHHeM No ] K HaCTOSICMy IDCJUIOKCHHIO. BMeCTC C «AKIHCHTOM OQCpTLI»
npe,nocTaBJI5IIOTC5I TaI()l(e cne,ny10m11e ,[(OKyMeHTbI, 3aBepeHHbie no,nn11CbIO ynonHOMoqeHHOro n11Qa 11

neqaTbIO A,npecara TIpeJUIOKCHHA (J1HOO B nop5I,nKe, npe,nycMoTpeHHOM 11.2.5. HacTOIIerO
I1pe,nnmKeHH5I):

2.2.1 Kon1151 ,noBepeHHOCTl1 Ha no,nn11caHTa AKQenra ocpepTbI (B cnyqae no,nn11caH115I AKQenra
ocpepTbI He fl11QOM, ynonHOMoqeHHbIM ,neHCTBOBaTb 6e3 ,[(OBepeHHOCT11)

2.2.2 Kon115I ,noBepeHHOCTl1 Ha nonyqeH11e IlpenapaTa c YKa3aH11eM ynonHoMoqeHHoro JHHa JIH60
BbITil1CKa 113 np11Ka3a O Ha3HaqeHl111 ynoJIHOMoqeHHOro n11Qa Ha COOTBeTCTBYIOmyIO

,[(OJI)l(HOCTb. B l1CKnIOq11TenbHbIX cnyqa51x C cornac1151 ,[l;)KOHCOH & )J;)l{OHCOH ,nonyc1rneTC5I

npe,nocTaBneH11e KOn1111 ,[(OBepeHHOCTl1, 3aBepeHHOH no,nnl1Cbl0 ynonHOMoqeHHOro n11Qa.

2.3. Ilepe,naqa IlpenapaTa ocymecrnn5IeTc5I CHJIaMH H 3a CYeT J[KOHCOH & )J;)KOHCOH, Ha ycnoBl15IX
,[(OCTaBKH ,[(O IlonyqaTen5I. A,npec ,[(OCTaBKl1 IlpenapaTa ,[(OmKeH BX0,[(11Tb B nepeqeHb a,npecoB MeCT

ocymecTBneHl15I ,ne5ITenbHOCTl1, BHeceHHbIX B Cl1CTeMy MOHl1TOp11Hra 11 yrrn3aHHbIX B fll1QeH3115IX Ha

QapMa~eBTHHeCKyO JICSTeJILHOCTL. DaKT IHepetauH IIpenapaTa 1OITBepKJIaeTC IIOJIIIHCaHHM
HaKna,nHott no dopme Ne M-15 11 aKTa Me)K,ny )J;)KOHCOH & )J;)KOHCOH 11 ynonHoMoqeHHbIM
npe,ncrnB11TeneM IlonyqaTeJI5I B 3 (Tpex) 3K3eMnn5Ipax, o,n11H 113 KOTOpbIX ocrneTC5I y IlonyqaTen5I, BTopott
nepe,naeTC5I )J;)KOHCOH & )J;)KOHCOH, TpeTl1H - A,npecaTy Ilpe,nJIO)l(eHl15I, ecn11 He OH 5IBfl5IeTC5I cpaKT11qecKl1M

nonyqaTeneM IlpenapaTa. YnonHoMoqeHHoe n11Qo no,nn11cnrnaeT HaKna,nHyIO 11/11n11 aKT c npocTaBneH11eM
co6crneHHOpyqHo no,nn11c11 11 pacrn11cppOBKOH cpaM11n1111 11 11MeHl1.
2.4. A,npecaT Ilpe,nno)KeH115I ,[(OJI)KeH 06ecneq11Tb npneMKY nepe,naBaeMoro Ilpenaparn ynonHoMoqeHHbIM
Ha OCHOBaHl111 ,[(OBepeHHOCTl1 11n11 np11Ka3a fl11QOM IO KOJIHHCCTBy H KaqecTBY Ha npe,nMeT COOTBeTCTBl15I

Kon11qecTBa, KaqecTBa B l.JaCTl1 Bl1,[(MMbIX He,[(OCTaTKOB, Han11q1151 noBpe)K,[(eHllH TpaHcnopTHbIX MeCT, a

TaK)l(e B COOTBeTCTBl111 co cne,ny10m11Ml1 ycnOBl15IMI1:

2.4.1. )J;ocTaBKa Ilpenapara OT )J;)KOHCOH & )J;)IWHCOH K IlonyqaTeJIIO MO)KeT ocymecTBn5ITbC5I
ABrnpecppn)KepaTopoM nnn B03,nyrnHbIM TpaHcnopTOM.

2.4.2. Bee ABrnpecppmKeparnpu, ,nocrnBn5IIOW:Me IlpenapaT, o6opy,noBaHbI TepMoperncTparnpaMn/
caMonHC~aMH. IIpH Ip~eMKe IIpenapara, Bo~urens ABrope~p>Keparopa cHHMaeT 4eK
caMonncQa n nepe,naeT ero npe,ncTaBnTenIO IlonyqaTen5I. A,npecaT IIpeJUIOKeHHA JIOJIDKCH
03HaKOMI1TbC5I C ,naHHbIMll Ha HeKe H npoBeCTll npoBepKy ycnOBllH nepeB03KI1 Ha COOTBeTCTBlle

TpeoyeMOMy TeMIIepaTypHOMy peKHMy. B cIyuae eciH IIpenapar cOIpOBOKJIaeTCA
TepMo,naTqnKOM (TT) (B cnyqae ncnonb30BaHI15I TepMOKOHTettHepoB), A,npecaT Ilpe,nno)KeHI15I
llflll ynonHOMoqeHHOe llM flllQO Ha OCHOBaHI1I1 ,[(OBepeHHOCTll OCTaHaBnllBaeT TT I1 cq11TbIBaeT

noKa3aHI15I C Hero BO BpeM IpHeMKH IIpenapara (I1HCTPYKQI15I no OCTaHOBKe I1 cqI1TbIBaHI1IO

nmrn3aHnH c TT Haxo,nnTc5I B TepMOKOHTeHHepe).
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BCEM rocv~APCTBEHHbIM, MYHI1I~I1TIAJibHbIM YLJ:PE)K~EHI15IMI1 3~PABOOXPAHEHI15I I1
OPrAHAM I1CTIOJIHI1TEJibHOH BJIACTI1 B C<DEPE 3~PABOOXPAHEHI15I

2.4.3. )J;ocTaBKa ITperraparn B03LI:YIIIHbIM TpancrropTOM ocyIT(ecrnm1eTc5I B TepMOKOHTeiiHepax. B

Ka)K,[(OM TepMoKOHTenHepe Haxo,n:MTC5I 1 (o,n:nH) TT.

2.4.4. PacrraKOBKY M rrpoBepKy ITperraparn, yrraKoBaHHoro B TCDMOKOHTCAHCD, [IOJIyHaTCJI~ JIOJDKCH

rrpOH3B0,[(MTb rrpH TeMrrepaType, COOTBeTCTBYIOIT(eH Tpe6oBaHM5IM TeMrrepaTypHoro pe)KMMa

xpanenm1 ITperraparn. ITocne pacrraKOBKM TepMOKOHTeHHepa ITonyqaTenb ,n:on)KeH M3Bneqb TT M3

TepMOKOHTennepa M He3aMe,[(nMTenbHO OCTaHOBMTb ero.

2.4.5. B cnyqae BbI5IBneHM5I OTKnOHeHMH OT Heo6XO,[(MMOro TeMrrepaTypHoro pe)KMMa, ITonyqaTenb

rrpHHMMaeT ITperrapaT B KapaHTMH M B Teqenne 1 (0,[(HOro) pa6oqero ,[(H5I C ,n:aTbI rronyqeHM5I

ITperrapaTa yBe,[(OMmieT )J;)KOHCOH & )J;)KOHCOH O BbrnBneHHbIX TeMrrepaTypHbIX OTI<nOHeHM5IX,

rryTeM HaIDaBJICHHM CMy IO ~JICKTDOHHOA IOHTC JIaHHbIX, CH5ITbIX C TT.

2.4.6. )J;)KOHCOH & )J;)KOHCOH rrpHHMMaeT perneHMe O B03MO)KHOCTM ,n:anbHenrnero MCIIOnb30BaHM5I

ITperraparn M nmpopMnpyeT A,n:pecarn ITpe,n:no)KeHM5I/ITonyqaTen5I no 3neKTponnoii rroqTe o

rrpHH5ITOM perneHMM B cpoK He 6onee 30 (Tpn,n:u:an1) Kanen,n:apHbIX ,n:nen.

2.4. 7. ITpneMKa rrpoM3BO,[(MTC5I ITonyqaTeneM B Teqenne 1 (o,n:noro) pa6oqero ,[(H5I c MOMeHTa rrepe,n:aqn

ITperraparn no aKTY rrpneMa-rrepe,n:aqn n/mm HaKna,n:Hon.

2.4.8. ITpn o6napy)KeHMM nI06oro BM,n:a Opara II0JIyHaTeJ16 He3aMCJJIHTeJILHO B TeHCHHC ] (O,n:noro)

pa6oqero ,[(H5I c MOMCHTa OOHaDyKCHHA HH]ODMHDyCT )J;)KOHCOH & )J;)KOHCOH n HarrpaBn5IeT B

a,n:pec )J;)KOHCOH & )J;)KOHCOH cne,n:yIOIT(MH rraKeT ,[(OKyMeHTOB no ~JICKTDOHHOA IOHTC, a

opnrnHanbI no a,n:pecy 121614, r. MocKBa, yJ1. KpBJ1aTcKax, ~. 17, Koprr. 2:

1) 3aBepenHa5I ITonyqaTeneM KOIIM5I HaKna,n:non (M-15) M 3aBepeHHa5I ITonyqaTeneM KOIIM5I aKTa

rrpneMa-rrepe,n:aqn c rro,n:rrMCbIO yrronHoMoqennoro rrpe,n:cTaBMTem1 ITonyqaTen5I.

2) AKT o BbrnBneHHbIX HecoorneTCTBM5IX TOPf-2 MnM ,n:oKyMeHT ocpopMneHHbIH cornacno

BHYTDCHHHM TDCOOBaHHSM IIOJIYHaTeJIA. AKT HJIH JIOKyMCHT JIOJDKHBI OLITL B 0OM3aTeJIbHOM

rrop5I,[(Ke IIO,[(IIMCaHbI yrronHOMoqeHHbIMM nnu:aMM co CTOpOHbI ITonyqaTen5I M nMU:OM,

ocyIT(eCTBn5IIOIT(MM )J;ocTaBKY ITperraparn co CTOpOHbI )J;)I<OHCOH & )J;)KOHCOH (rrpH

o6Hapy)KeHMM 6paKa Bo BpeM5I rrepe,n:aqn ITperraparn ITonyqaTenIO), a TaK )I(e, Ha AKTe HJIH

IOKyMCHTC O[ODMJICHHOM COFJIaCHO BHYTDCHHHM TDCGOBaHHAM IIOJIyHaTeJIA JIOJDKHa B
ofoI3aTenbHOM rrop5I,n:Ke CT05ITb rreqaTb ITonyqaTen5I.

3) ~ororpa~uu Opara / HecooTBeTcTBHA C yKa3aHHeM IaTbI H MeCTa CBCMKH. DOTO1pa()HH

,[(On)KHbI 6bITb qeTKMMM. <l>oTorpacpHH TpancrropTHOro MeCTa (rrannern, Kopo6) ,[(On)KHbI

COOTBeTCTBOBaTb cne,n:yIOIT(MM Tpe6oBaHM5IM: o6IT(a5I cpornrpacpH5I, cpornrpacpH5I HOMepa

TpancrropTHoro Mecrn (CTMKepa), cpornrpacpH5I caMoro 6paKa / HecoorneTCTBM5I. <l>ornrpacpnn

MH,[(MBM,[(yanbHbIX yIIaKOBOK JIOJDKHLI COOTBCTCTBOB~TL cne,n:yIOIT(MM Tpe6oBaHM5IM:

cpornrpacpnn yrraKOBOK c Ha3BanneM ITperraparn, cpornrpacpnn C yKa3aHHeM CCDHH

ITpenaparn, cpoTorpacpnn caMoro 6paKa / HecoorneTCTBM5I.

4) )J;aHHbie C TCDMOJIaTHHKOB / caMOIIMCU:eB (B cnyqae HapyrneHM5I TeMrrepaTypHoro pe)KMMa rrpH

TpancrropTHpOBKe).
2.4.9. )J;)KOHCOH & )J;)I(OHCOH 06513yeTC5I paCCMOTpeTb rrpeTeH3MIO ITonyqaTen5I B Teqenne 30 (Tpn,n:u:aTH)

Kanen,n:apnux ,n:Heii c MOMeHTa rronyqeHM5I rronnoro KOMIIJICKTa HaJIJICKaIIC O(ODMJICHHLIX

,[(OKyMeHTOB, yKa3aHHbIX B II. 2.4.8, M HarrpaBMTb ITonyqaTenIO rrpe,n:nO)KeHM5I no ee

yperynnpoBaHMIO B cpoK, cornacoBaHHbIH CTopoHaMM.

2.5. CTOpOHLI IOFOBOpHJIHCb, HTO AKIIeIT O(CDT6I, JIOOLIe HHLIC IIDHJIOKCHHA HJIH

,[(OIIOnHMTenbHbie cornarneHM5I K ITpe,n:nmKeHMIO M AKu:errTy ocpepTbI, 5IBn5IIOIT(MeC5I MX

HeOT'beMneMOH qacTbIO, B TOM qncne ,[(OKyMeHTbI, yKa3aHHbie B rr.2.2. HaCT05IIT(ero ITpe,n:no)KeHM5I,

a TaK>Ke aKTbI IIDHeMa-IICDCJIaHH, HaKJIaJIHBIC, OTHCTbI OO HCIIOJIL3OBaHHH (CCJIH IIDHMCHHMO) H

MHbie ,[(OKyMeHTbI (,n:anee - )J;oKyMeHTbI) MoryT 6bITb IIO,[(IIMCaHbI B DJICKTpOHHON dOpMe B BM,[(e

~JICKTDOHHbIX JIOKYMCHTOB C HCIIOJIL3OBaHHCM CTODOHaMH yCHJIeHHOA KBaJIH~HHHpOBaHHOA

3neKTponnon rro,n:rrncn (,n:anee - YK3IT), KaK oHa orrpe,n:enena B rr. 4 CT. 5 M B rrop5I,n:Ke rr.1 CT.6

<1>3 P<l> OT 06.04.2011 Ne 63-03 «O6 ~1eKTpoHHOE HOIIHCH».

2.5 .1. )J;oKyMeHTbI, IIO,[(IIMCaHHbie YK3IT, rrpH3HaIOTC5I ,[(OKyMeHTaMM, paBH03HaqHbIMM

,[(OKyMeHTaM Ha 6yMa)KHOM HOCMTene, IIO,[(IIMCaHHbIMM co6CTBeHHopyqnon IIO,[(IIMCbIO n

rropo)K,n:aeT ,n:n5I CTOpOH aHaJIOTHHHLIC IIpaBa M o65I3aHHOCTM.
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BCEM rocy;J;APCTBEHHbIM, MYHI1[(I1ITAJibHbIM Y4PE)K,ll;EHI15IMI1 3;::J;PABOOXPAHEHI15I I1
OPrAHAM I1CITOJIHI1TEJibHOH BJIACTM B CcDEPE 3;::I;PABOOXPAHEHI15I

2.5 .2. )J;oKyMeHTbI, KOTOpbIMM o6MeHMBaIOTC5I CTopOHbI, 3aBep5IIOTC5I yK~II Ha~UIeKa~HM

o6pa30M YTIOJIHOMoqeHHOro JIMQa OTTipamneJI5I )J;oKyMeHTa. Ka)K,n:Oe YTIOJIHOMoqeHHOe JIMQO

,n:omKHO 11MeTb co6crneHHYIO YK3I1, Tio,n:rnep)K,n:eHHYIO cepTmpMKaTOM y,n:ocToBep5IIOII(ero

ICHTpa, H JIOBCDCHHOCTb, IOJITBCDKJI~OHIYO IOJIHOMOHHM TOFO JIHIHa, O(OpMJICHHy1O CTOpOHOA

B ycTaHOBJieHHOM TIOp5I,n:Ke.

2.5.3. 3neKTpoHHbIM ,n:oKyMeHT cq11rneTC5I 11cxo,n:5III(I1M OT CTopoHbI, ecn11 OH TIO,n:TI11caH YK3I1,

IIpHHaJUICKaIICA CTODOHC, H IaHHLIH J[OKyMeHT OLIJI HaIDaBJIeH TaKHM CTOpOHaM 4CDC3

COOTBeTCTBYIOII(ero OTiepaTopa 3JieKTpOHHOro ,n:oKyMeHT006opoTa TIO TeJieKOMMYHI1Kau;110HHbIM

KaHaJiaM CB5I3I1.

2.5.4. B cnyqae TeXHI1qecKoro c6o5I BHyTpeHHMX CMCTeM JII06oi1: 113 CTopoH, c605IX Ha CTOpOHe

OTiepaTopa 3JieKTpOHHoro ,n:oKyMeHT006opoTa, a paBHO B CB5I3I1 C ,n:eMCTBI15IMI1 o6CT05ITeJibCTB

HeTipeo,n:on11Moi1: CMJibI CTopoHbI, ,n:ei1cTBY5I ,n:o6pocoBecTHo, o65I3aHbI He3aMe,n:nMTeJibHO, B cpoK

He TI03,n:Hee O,IJ:HOro pa6oqero ,IJ:H5I, I1H(pOpM11poBaTb ,n:pyr ,n:pyra O HCBO3MOKHOCTH OOMCHa

,n:oKyMeHTaMM B 3JieKTpOHHOM BM,n:e, TIO,IJ:TII1CaHHbIMI1 YK3I1.

2.5 .5. ITpM 11cTIOJib30BaH11I1 YK3I1 CrnpoHbI o65I3aHbI:

06ecTieqI1BaTb KOHcp11,n:eH[(I1aJibHOCTb KJIJ0qe11 YK3I1, B qacTHOCTM He ,IJ:OTIYCI<aTb

11cTIOJib30BaH11e Tip11Ha,n:Jie)l<all(I1X MM KJIJOqei1: YK3IT 6e3 11x cornac1151;

He3aMe,n:n11TeJibHO, Ho, B n1060M cnyqae B cpoK, He TI03,n:Hee o,n:Horo pa6oqero ,n:H5I.

yBe,n:OMJI5ITb CTopoHy, y,n:oCTOBep5IIOII(l1M u;eHTp, BbI,II:aBillMM cepTI1(pl1KaT KJIJOqa TipoBepKI1

3JieI<TpoHHOM TIO,n:TI11c11, o HapyI11eH1111 KOHcp11,n:eHu;11aJibHOCT11 KJIJOqa YK3IT c MOMeHTa

TionyqeHI15I 11H(pOpMaQI1I1 0 TaKOM HaDyIIeHHH,

HC HCHOJI63OBaTb YK)I] IpH H~JIHYHH OCHOBaHHA IHOJIaFaTL, 4TO ee

KOH(HJICHIIHaJILHOCTL HaDyICHa,
MCTIOJib30BaTb ,n:nR c03,n:aH115I 11 TipoBep1rn YK3IT, c03,n:aH115I Km-oqei1: YK3IT 11

CepTH[HKaTOB IIDOBCDKH KJIJOqa YK3IT cpe,n:cTBa, Tionyq11BI1111e TIO,n:TBep)K,n:eHMe cooTBeTCTBl15I

Tpe6oBaHI15IM, ycTaHOBJieHHbIM B COOTBeTCTBI111 C cD3 «06 3JieI<TpOHHOM TIO,IJ:TII1CI1».

2.5.6. YK3IT Tip113HaeTC5I ,n:ei1:crn11TeJibHOM ,n:o Tex Tiop, TIOKa peI11eH11eM cy,n:a He ycTaHOBJieHo

MHOe.

2.5. 7. BbICTaBJieHMe H HOJIyHCHHC J[OKyMCHTOB TIO TCJICKOMMyHHKaIIHOHHLIM KaHaJIaM CBM3H

MO)l(eT ocymecTBJI5ITbC5I qepe3 o,n:Horo 11JII1 HeCKOJibKMX OTiepaTopoB 3JieI<TpOHHOro

,n:oKyMeHToo6oporn.

2.5.8. 3neKTpOHHbIM ,n:oKyMeHT cq11rneTc5I TionyqeHHblM o,n:Hott 113 CTopoH, ecn11 ei1: TIOCTYTIMJIO

COOTBeTCTBYIOII(ee TIO,IJ:TBep)l(,IJ:eHMe OTiepaTopa 3JieKTpOHHOro ,n:oKyMeHT006opoTa, TIPM HaJII1qI111

113Bell(eHI15I ,n:pyroi1: CTopoHbI o TionyqeHI111 )J;oKyMeHTa, TIO,n:TI11caHHoro YK3IT o,n:Hott 113 CrnpoH

H HOJITBCDKIeHHOFO OICDaTODOM ~JICKTDOHHOFO JIOKyMCHTOOOOpOTa.

2.5.9. CTopoHbI 06ecTieq11BaIOT xpaHeH11e )J;oKyMeHTOB, TIO,n:TI11caHHbIX YK3IT coBMeCTHO c

TIPMMeH5IBilll1MC5I ,IJ:JI5I cpopM11poBaHI15I YK3IT yI<a3aHHbIX ,n:oKyMeHTOB cepTI1(pl1KaTOM KJIJOqa

TipOBepKI1 TIO,IJ:TII1CI1 B TCHCHHC CpOKa, ycTaHOBJieHHOro ,IJ:JI5I xpaHeHI15I TaKMX ,n:oKyMeHTOB.

2.5.10. CTopoHbI caMOCT05ITeJibHO 06ecTieqI1BaIOT ycraHOBKY, HacTpoi1Ky 11 3KCTinyarnu;1110

cpe,n:crn YK3IT B coorneTCTBMM c Tpe6oBaHM5IMM ,n:ei1:crny10mero 3aKoHo,n:aTeJibCTBa 11

pernaMeHTOM COOTBeTCTBYIOII(ero y,n:oCTOBep5IIOII(ero u;eHTpa 11 OTiepaTopa 3JieKTpOHHOro

,n:oKyMeHrno6oporn.

2.5 .11. CTopOHbI TIO,n:TBep)K,n:aIOT, qTo caMOCT05ITeJibHO BbI611paIOT ce6e OTiepaTopa 3JieKrpOHHOro

,n:oKyMeHT006opoTa, I1 Tip0113BO,IJ:5IT TIO,IJ:KJIJOqeH11e, ycTaHOBKY H OOCCIICYHBaIOT

pa6oTOCTIOC06HOCTb cpe,n:CTB I1 KaHaJIOB CB5I311, TiporpaMMHOro o6ecTieqeHI15I, a TaKDKe CpeJICTB

KpI1TITOrpacp11qecKOM 3all(I1Tbl 11HcpOpMa1(11I1, Heo6xo,n:MMbIX ,IJ:JI5I TIO,IJ:KJIJOqeHI15I, co6CTBeHHbIMI1

CMJiaMM 11 cpe,n:CTBaMM.

2.5 .12. Ka)K,IJ:a5I 113 CTopoH caMOCT05ITeJibHO TIJiaTMT 3a 11CXO,IJ:5III(I1e OT Hee ,n:oKyMeHTbI.

2.6. B TeHeHH© 4 (HCTbIpCX) MCCAIHeB C ,n:aTbI ,n:ocTaBKM yTiaKOBOK ITpeTiaparn, A,n:pecaT I1pe,n:no)KeHM5I

o65I3yeTC5I Tipe,n:OCTaBMTb )J;)KOHCOH & J[KOHCOH OT4CT 00 HCI1OJ1L3OBaHHH IIpenapara, conepxanun

OCHOBHyO HHQODMaIHIO O ITonyqaTene ITpeTiaparn, cep1111 ITpeTiaparn, Kon11qecrne Tiepe,naHHbIX

ynaKoBoK IIpenapara, ,naTe TionyqeH115I ITpeTiaparn Ilau;11eHTOM, BbITIMCKe 113 peI11eH115I A,npecaTa

I1pe,[(JIO)KeHI15I, Ha OCHOBaHI111 KOToporo Ha3HaqaeTC5I TepaTII15I C Tip11MeHeHI1eM ITpeTiapaTa, TIO cpopMe,

yCTaHOBJIeHHOA B IIpHJIOKeHHH No 2 HaCTOAIeTO IIpCJJIOKCHHA.
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BCEM fOCY)];APCTBEHHbIM, MYHI1IJJ1IIAJibHbIM YlJPE)K)];EHI15IMI13)];PABOOXPAHEHI15I I1
OPfAHAM I1CIIOJIHI1TEJibHOH BJIACTI1 B CcDEPE 3)];PABOOXPAHEHI15I

2.7 B cnyqae OTCYTCTBH5I B OTHCTC OO HCIIOJIL3OBaHHH IIperrapaTa OCHOBHOA HHQOpMaHHH, yKa3aHHOA B

IIyHKTe 2.6 HaCTOSIICFO IIpCJUIOKeHHA, TaKOA OTHCT CHHTaCTCA HCIIDCJICTaBJICHHLIM, H K AIpecary

IIpe,[(JIO)KeHH5I rrpHMeH5IIOTC5I ycrrOBH5I II. 3 .4. HaCT05IIT(ero IIpe,[(JIO)KeHH5I.

2.8. B cnyqae Hettcrrorrb30BaHH5I IIperrapaTa B TCHeHHe ero cpoKa TOJIHOCTH AJIpecaT IIpeJUIOKCHHA

06513yeTC5I rrpoH3BeCTH yHttqTO)KeHHe IIperrapaTa He II03,[(Hee O,[(Horo ro,[(a rrocrre ttcTeqeHH5I cpoKa

I'O,[(HOCTH IIperrapaTa B IIOp5I,[(Ke, ycTaHOBJieHHbIM J:(eMCTBYIOIT(HM 3aKOHO,[(aTeJibCTBOM. YHttqTO)KeHHe

IIperrapaTa rrpottcxo,[(HT 3a cqeT A,[(pecaTa IIpe,[(JIO)KeHH5I.

2.9. B TeqeHtte 30 pa6oqttx ,[(Hett rrocrre yHttqTO)KeHH5I IIperrapaTa, A,[(pecaT IIpe,[(JIO)KeHH5I 06513yeTC5I

IIpeJIOCTaBHTL J[KOHCOH & J[KOHCOH OT4CT 0O yHHYTOKeHHH IIpe~apaTa, cOJIepKaIHE OCHOBHyO

HHcpopMaD;HIO O cepHH IIperrapaTa, HOMep H JIaTy AKIHCIITa O(CpT6I, IIpHHHHy HCHCIIOJIL3OBaHHA

IIperrapaTa B TeqeHHe cporrn rO,[(HOCTH, KOJIHqecTBe YHHqTO)KeHHbIX yrraKOBOK IIperrapaTa, ,[(aTe ero

yHHHTOKCHHM C rrpe,[(OCTaBJieHHeM 3aBepeHHOM AJ:(pecaTOM IIpe,[(JIO)KeHH5I HJIH IIonyqaTerreM IIperrapaTa

KOHHH aKTa 0O yHHHTOKeHHH IIpenapara.

3. rrpoqME IIOJIO)KEHIDI
3 .1. CTopOHbI IIOHHMaIOT H B3aHMHO IIpH3Ha1OT, ~TO J[KOHCOH & ,ll;)KOHCOH He HeCeT OTBeTCTBeHHOCTb 3a

,[(aJibHettIIIee o6ecrreqeHtte IIau;tteHTOB IIperrapaToM. CoorneTcrny10rn:tte rapaHTHH B ccpepe oxpaHbI

3,[(0p0Bb5I, ycTaHOBJieHHbie 3aKOHO,[(aTeJibCTBOM PocCHMCKOM <!>e,[(epau;tttt, HecyT opraHbI

rocy,[(apCTBeHHOM BJiaCTH H opraHbI MeCTHOro caMoyrrpaBJieHH5I, a TaK)l(e ,[(OJI)l(HOCTHbie JIHD;a

opraHH3aD;HM B rrpe,[(errax CBOHX IIOJIHOMOHHA.

3.2. ,ll;)l<OHCOH & ,ll;)KOHCOH H A,[(pecaT IIpe,[(JIO)KeHH5I rrpH3HaIOT H cornaIIIaIOTC5I, qTo mo6oe

B3aHMO,[(eMCTBHe yKa3aHHbIX JIHU: B paMKax HaCT05IIT(ero IIpe,[(JI0)l(eHH5I He 0613LIBaeT AIpecara

IIpe,[(JI0)l(eHH5I HM B KOeM Mepe rrptto6peTaTb, HCIIOJib30BaTb, peKOMeH,[(OBaTb HJIH o6ecrreqttBaTb

B03MO)KHOCTb HCIIOJib30BaHH5I KaKHX-JIH6o rrperrapaTOB ,ll;)KOHCOH & ,ll;)KOHCOH, He HarrpaBJieHO Ha KaI<Oe­

JIH6o orpaHHqeHHe KOHI<ypeHD;HH HJIH rrpe,[(OCTaBJieHtte rrpeHMyIT(eCTB B COOTBeTCTBHH c ,[(eMCTBYIOIT(HM

3aKOHO,[(aTeJibCTBOM P<t> H B rrpe,[(errax KOMIIeTeHD;HH yKa3aHHbIX JIHD;.

3. 3. AIpecar IIpe~U1OKeHH HaCT05IIT(HM rrpe,[(OCTaBJI5IeT ,ll;)KOHCOH & ,ll;)KOHCOH 3aBepeHHe, HMeIOIT(ee ,[(JI5I

,ll;)KOHCOH & ,ll;)l<OHCOH cyrn:ecTBeHHOe 3HaqeHtte, 0 TOM, qTo IIperrapaT 6y,[(eT HCIIOJib30BaTbC5I CTporo no

Ha3HaqeHHIO, yKa3aHHOMY B HHCTPYKU:HH no Me,[(HD;MHCKOMY rrpHMeHeHHIO IIperrapaTa, B COOTBeTCTBHH C

TpeOOBaHHSMH JIeACTBYIOIICFO 3aKOHOJIaTCJILCTBa POCCHACKOA OCJICDaIIHH (BKJIIOHaX IIDHMCHHMLIC

CTaH,[(apTbI H rrop5I,[(KH OKa3aHH5I Me,[(HD;HHCKOM IIOMOIT(H). B crryqae eCJIH B COOTBeTCTBHH C MHCTPYKU:HeM

no Me,[(HU:HHCKOMY rrpttMeHeHHIO IIperrapaTa IIau;tteHTY 6y,[(eT BBe,[(eHo IIonyqaTerreM MeHbIIIee

KOJittqecTBO rrorryqeHHoro IIperrapaTa, TO AJIpecar IIpe~UIOKeHHA rapaHTHDYCT, YHTO OCTaBI1CCC

KOJIHHeCTBO IIpeIHapaTa OyJIeT HCIIOJIL3OBaHO CTDOFO IHO Ha3HaHCHHIO H TaKKC yKa3aHO B OTHeTC 0O

ttcrrorrb30BaHHH IIperrapaTa no cpopMe IIpttrro)KeHtt5I N2 2.
3 .4. 0TqeT 06 HCIIOJib30BaHHH IIperrapaTa, 5IBJI5IeTC5I o65I3aTeJibHbIM K rrpe,[(OCTaBJieHHIO A,[(pecaTOM

IIpe,[(JI0)l(eHH5I ,[(OKyMeHTOM, CBH,[(eTeJibCTBYIOIT(HM O u;erreBOM HCIIOJib30Bamrn. B cnyqae, eCJIH oTqeT 06

HCIIOJib30BaHHH IIperrapaTa HC OyJICT IIDCJIOCTaBJICH A,[(pecaTOM IIpe,[(JIO)KeHH5I B TeqeHtte 4 (qeTbipex)

MeC5ID;eB C ,[(aTbI ,[(OCTaBKH IIperrapaTa, TO ,[(eMCTBHe HaCT05IIT(ero IIpe,[(JIO)KeHH5I He OyIeT

pacrrpocTpaH5ITbC5I Ha JII06b1e HHbie IIOCJie,[(yIOIT(He AKu;eIITbI ocpepTbI A,[(pecaTa IIpe,[(JIO)KeHH5I.

3.5 ,ll;)KOHCOH & ,ll;)KOHCOH H A,[(pecaT IIpe,[(JIO)KeHH5I o65I3YIOTC5I B3aHMHO co6JIIO,[(aTb Tpe6oBaHH5I

3aKOHO,[(aTeJibCTBa B ccpepe rrpOTHBO,[(eMCTBH5I Koppyrru;HH H rrpe,[(yrrpe)l(,[(eHH5I KOH(pJIHKTa HHTepecoB

CTOpOH, 0 IIOp5I,[(Ke o6parn:eHH5I co CBe,[(eHH5IMH, COCTaBJI5IIOIT(HMH KOMMepqecKyIO, CJiy)Ke6HyIO,

HaJIOFOBYO, BDaHCOHYIO TaAHy H HHyO KOH(HJICHIIHaJILHyIO HH[ODMaIHHIO, B TOM HHCJIC COOJIIOJIaTL

3aKOHO,[(aTeJibCTBO O 3aIT(MTe rrepCOHaJibHbIX ,[(aHHbIX. A,[(pecaT IIpe,[(JIO)KeHM5I 3aBep5IeT M rapaHTMpyeT

rrpaBOMepHyIO rrepe,[(aqy ,ll;)KOHCOH & ,ll;)KOHCOH rrepcoHaJibHbIX ,[(aHHbIX A,[(pecaTa IIpe,[(JIO)KeHH5I B

paMKax 3aKJIIOqeHH5I ,[(aHHOM ocpepTbI B COOTBeTCTBMH C Tpe6oBaHH5IMH rrpttMeHMMOro 3aKOHO,[(aTeJibCTBa,

a TaK)Ke Ha,[(Jie)KaIT(ee yBe,[(OMJieHtte cy6oeKTOB O TaKOM rrepe,[(aqe MX rrepcoHaJibHbIX ,[(aHHbIX, eCJIM Toro

Tpe6yeT rrpMMeHHMOe 3aKOHO,[(aTeJibCTBO, ,[(JI5I ,[(OCTM)KeHM5I u;err11: 3aKJIIOqeHMe, MCIIOJIHeHHe M (11rrtt)

rrpeKparn:eHMe ,[(OI'OBOpOB M cornarneHMM Me)K,[(y A,[(pecaTOM IIpe,[(JIO)KeHH5I M ,ll;)KOHCOH & ,ll;)KOHCOH.

A,[(pecaT IIpe,[(JIO)KeHM5I 11 ,ll;)KOHCOH & ,ll;)l<0HcoH 3aBep5IIOT 11 rapaHT11py10T 06ecrreqeH11e

KOH(pH,[(eHu;ttaJibHOCTH H 6e30IIaCHOCTM rrepe,[(aBaeMbIX rrepCOHaJibHbIX ,[(aHHbIX rrpM HX o6pa60TKe B
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BCEM rocY~APCTBEHHbIM, MYHI11JJ1IIAJ11HbIM yqpE)l{~EHI15IMI13,[(PABOOXPAHEHI151 I1
OPrAHAM I1CllOJ1HI1TEJ11HOH BJJACTI1 B C<DEPE 3~PABOOXPAHEHl15I

COOTBeTCTBl111 C Tpe6oBaHl15IMH rrp11MeH11Moro 3aKOHO,[(aTenbCTBa. A,npecaT ITpe,[(JIO)KeHirn 11 )::()KOHCOH &

)::()KOHCOH o65I3)'IOTC5I rrp11HI1MaTb Heo6X0,[(11Mbie rrpaBOBbie, opraHI13a1(110HHbie H TCXHHHCCKHC MCDLI 11Jll1

06ecrreq1rnaIOT 11X rrp11H5ITl1e ,[(JI5I 3aIUl1TbI rrepcoHaJlbHbIX ,naHHbIX np11 11X rrepe,naqe Me)K,[(y A,npecaTOM

ITpe,nnmKeHl15I 11 )J;)KOHCOH & )::()KOHCOH rrocpe,[(CTBOM 3JleKTpOHHbIX KaHaJIOB CB5I311, ManmHHbIX M

6yMa)KHblX HOCl1Tene11 11mpopMarum 11Jll1 11HbIM crroco6oM. B cnyqae HeCOOTBeTCTBl15I ,[(eHCTBl1TeJibHOCTl1

yKa3aHHLIX B HaCTOSICM IyHKTC 3aBCDCHHH H FapaHTHH J[KOHCOH & /[DKOHCOH HCMCJJICHHO OTKKCTCM

OT rronyqemrn rrepcoHaJibHbIX ,naHHbIX OT A,npecaTa ITpe,nnmKeHirn 11 (11nH) B pa3yMHbIH cpoK rrpeKpaTl1T

o6pa60TKY paHee nonyqeHHbIX OT A,npecaTa ITpe,nnmKeHmI rrepcoHaJlbHbJX ,naHHbIX. )::()IWHCOH &

,r.:()KOHCOH ,[(JI5I BbIIIOJIHeHirn BbIIIIeyKa3aHHOH 1(eJ111 11MeeT rrpaBO rrp11BJleI<aTb TpeTbl1X Jil11.J; -IIOCTaBIU11KOB

HH[ODMaHHOHHO-CIIDaBOHHLIX yCJIyI H (HIH) yCJIyI npoBe,neH115I ay,n11ToB/npoBepoK - K o6pa6oTKe

rrepcoHaJibHbIX ,naHHbIX, rronyc-IeHHbIX OT rrepe,naIOiuei1 CTopOHbl. ITp11BneqeH11e yKa3aHHbIX TpeTb11X Jil11(

K o6pa60TKe rrepcoHaJibHbIX ,[(aHHbIX MmKeT ocyiuecTBJI5ITbC.H TOJibKO rrp11 ycnOBl111 o6ecneqeHH5I MMH

KOH¢11,neHI(l1aJ1bHOCTl1 11 6e3onacHOCTl1 rrepcoHaJibHbIX ,naHHbIX rrp11 11X o6pa6oTKe. A,npecaT

IIpeJUIOKeHHA 3aBCDSeT H rapaHTHpyeT rronyqeH11e cornac11M cy6'beKTOB 11Jil1 Han11q11e HHbIX rrpaBOBbIX

OCHOBaHl1H ,[(JI5I ocyiuecTBJiemrn BbIII1eom1caHHbIX ,neHCTBHH co CTOpOHbl ,r_:()l{OHCOH & ,r.:()KOHCOH

3 .6 CoBepII1eH11e A,npecaTOM Ilpe,nno)l<eHH5I ,nei1crn11tt, yKa3aHHbIX B rr.2.2. HaCT05IW:ero ITpe,n:nmKeHH5I,

6y,neT cq11TaTbC5I aKI(eIITOM HaCT05IW:ero ITpe,nJIO)l(eHl15I. AKQeIIT HaCT05IW:ero ITpe,[(JI0)l(eHl15I B03MO)KeH

n1111Jb B rronHoM o6'beMe. TonbKO B 3TOM cnyqae ,noroBop o 6e3B03Me3,nHoi1 rrepe,naqe Ilperrapara ,[(JI5I

l(eneu: orrepaTl1BHOM 11HMI(I1a1(1111 cneu11an11311poBaHHOH Teparr11ei1 11 pacnrnpeH115I ,nocTyrra naQ11eHTOB K

neqeHmO I1HHOBa1(110HHbIMH neKapCTBeHHbIMH npenapaTaMH 6y,neT 5IBJ15ITbC5I 3aKJII-OqeHHbIM Me)K,[(Y

,r.:()KOHCOH & ,r_:()l<OHCOH 11 A,npecaTOM ITpe,[(JIO)l(emrn Ha ycnOBl15IX Tipe,[(JI0)l(eHl15I. 1IacT11qHbIH aKI(eIIT

npe,[(JIO)l(eHl15I (o¢epTbI), a TaK)Ke aKQeIIT I1pe,nnmKeHl151 (o¢epTbI) Ha 11HbIX ycnOBl15IX He ,nonycKaI-OTC5I.

3aKJII-OqeH11e ,[(OroBopa Me)K,[(Y ,r_:()l<OHCOH & ,r.:()KOHCOH 11 A,npecaTOM Ilpe,[(JIO)l(emrn ocyrn:ecTBJI5IeTC5I nyTeM

coBepII1emrn ,ne11crn11i1 A,npecaTOM ITpe,nnmKeHl15I B nop5I,nKe, npe,nycMoTpeHHOM pa3,[(enoM 2 «O6~He

ycn0B115I» 1-rncT05IIIJ;ero ITpe,nnmKeH115I (oc]_)epTbI). B 1(eJI5IX 6yxranTepcrrnro yqeraA,npecara ITpe,nnmKeHH5I

CTOHMOCTb o,nHoH ynaKOBKH Ilpenaparn np11H11MaeTC5I paBHOH crre,nyI-Orn:11M l(eHaM 6e3 H)::(C:

- AOpaBH (MHH ceneKcHHar) TaO1eTKH, HOKDbITbIC II1eHO4HOA OO0J1O4KOA 800 MKT Ne 60 - 181

836,61 py6.,

- An6paB11 (MHH ceneKc11nar) ra6nenrn, IIOKDbITBIC IIJHCHOHHOA 0O0J1O4KOR 20() MKT Ne 60 - 181

836,61 py6.,

- An6paB11 (MHH cerreKc11nar) ra6nenrn, IOKDBITLIC IHJICHOHHOA 0O0J1IO4KON 200 MKT Ne 140 - 424

285,43 py6.

3.7. HacT05IUJ:ee I1pe,nnmKeH11e ,nencrn11TeJibHO ,no 20 5IHBap5I 2026 ro,na np11 ycn0B1111 nonyqeHl15I OT

A,npecara ITpe,nno)l<eH115I AKQenra o¢epTbI, o¢opMneHHoro B coorneTcrn1111 c n.1.1. ITpe,nJIO)KeH115I, ,no 31

,[(eKa6p5I 2025 ro,na. HacT05IW:ee IDCJUIO>KCHHC MO>KeT OLITL OT03B3HO )::()KOHCOH & ,r_:()l{OHCOH B

nI-06ott MOMeHT.

3.8. ,r_:()KQHCOH & ,r.:()KOHCOH BnpaBe OTKa3aTb B np11H5ITl111 AKuenTa o¢epTbl 11 OTKa3aTbC5I OT 11CIIOJIHeHl15I

CBOHX 0OX3aTCJILCTB IIO HaCTOSIICMy IIDCJJIOKCHHIO, B CJIyHaC CCJIH IIO TCXHHHCCKHM H/HJIH

JIOFHCTHHCCKHM IDHHHHaM /[KOHCOH & ,r_:()KOHCOH He MO)KCT ocyrn:ecTBHTb ,[(OCTaBKY ITpenapaTa

II0J1yHaTeJ1O

3 .9. H11 0,[(Ha 113 CTOpOH ,[(OroBopa He BnpaBe ocyrn:ecTBJI5ITb KaK11e-n1160 ,[(eHCTBl151, 3anpern:eHHbie

3aKOI-IO,[(aTeJibCTBOM PocCHHCKOH <De,[(epau1111 11Jil1 11HbIM 3aKOHO,[(aTeJibCTBOM O npOTl1BO,[(eMCTBl111

KOppyrrQ1111, KOTOpoe ,nanee COBMeCTHO 11MeHyeTC5I «AHTHKoppynQHOHHOe 3aKOHO,[(aTeJibCTBO» 11 MO)l{eT

np11MeH5ITbC5I K KaKOM-J1I160 0,[(HOH 11Jil1 06e11M CTOpoHaM. B ,[(OTIOJIHeHHe K BbIIllel13JI0)l(eHHOMY HM 0,[(Ha

113 cTopoH He BnpaBe ocyrn:ecTBJI5ITb KaK11e-n1160 nnaTe)lm, npe,nnaraTb HJIH nepe,naBaTb KaK11e-m160

IeHHOCTH FOCyJIaDCTBeHHOMy H/HJIH MyHHIHHaJILHOMy CJIyKAIHCMy, DaOOTHHKy ODFaHOB

rOcyapcrBeHHOA BJIaCTH, OpraHOB MeCTHOFO CaMOYIIDaBJIeHHM, FOCyJIaDCTBCHHLIX H/HJIH

MYHl11(11IIaJibHbIX opraHH3al\11H, K3KOH-JIH6o nOJIHTWieCKOH napT1111 11/11n11 KaH,[(11,[(aTy Ha ,[(QJI)KHOCTb B

opraHax rocy,napcTBeHHOH BJiaCTl1 I1Jll1 MeCTHOfO caMoynpaBnemrn~ n1160 HHOMY TpeTbeMy JIHI(Y,

CB5I33HHOMY BO C,[(eJIKOH, eCJIH 3TO npirne,nfa K HapyllleHHI-0 AHTl1Koppyn1(110HHOfO 33KOHO,[(aTeJibCTBa.

3 .10. CTopOHbl OCB060)K,[(alOTC5I OT OTBeTCTBeHHOCTl1 33 IIOJIHOe 11)111 qacT11q1-me HeBbITIOJIHeHHe

o65I33TeJibCTB IO HaCTOMUICMy JIOIOBODy, ecmI 3TO HeBbIIIOJIHeH11e 5IBl1Jl0Cb CJie,[(CTBMeM o6CT05ITeJibCTB

Henpeo,[(OJIHMOH Cl1Jibl BKJHOLJ35I HaBO,[(HeH11e, no)Kap, 3eMJieTp5ICeH11e 11 ,npyrne CTHXl1HHbie 6e,[(CTB115I,
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BCEM fOCY~APCTBEHHbIM, MYHI1[(l1ITAJibHbIM yqpE)K~EHI1.5IMI1 3~PABOOXPAHEHI1.5I l1
OPfAHAM l1CITOJIHI1TEJibHOH BJIACTI1 B C<l>EPE 3~PABOOXPAHEHI1.5I

BOHHY, BOeHHbie ,[(eHCTBH5I Bcex BH,[(OB, 3a6aCTOBKY nepcoHarra, rpmK,[(aHCKHX 6ecnop5I,[(KOB, aBapHH Ha

rpaHcnopre, 6rroKa,[(bI, 3nH,[(eMHH HJIH naH,[(eMHH, a paBHO BBCJICHHC yIIOJIHOMOHCHHLIMH

TOCyJIaDCTB©HHLIMH OpFaHaMH DeKHMa HOBLIIICHHOA TOTOBHOCTH HJIH HHOIO aHaJIOFHYHOTO DeKHMa

CB5I3aHHOro C pHCKaMH HacrynrreHH5I o6CT05ITeJibCTB HenpeO,[(OJIHMOH CHJibI, a TaK)l(e npHH5ITHe

rocy,[(apCTBeHHbIMH opraHaMH aKTOB, npen5ITCTBYIOW:HX BblllOJIHeHHIO o6eHMH HJIH O,[(HOH H3 CropoH

o65I3aTeJibCTB no ,[(aHHOMY ,[(OrOBopy' H ,[(pyrHX o6CT05ITeJibCTB, KOTOpbie MoryT noBJIH5ITb Ha BbIIIOJIHeHHe

o65I3aTeJibCTB IO HaCTOMIICMy IOFOBODy. CrapoHa, ,[(JI5I KOTOpoii BblllOJIHeHHe o65I3aTeJibCTB CTaJIO

HeB03MO)l(HbIM BCJie,[(CTBHe HacrynrreHH5I o6CT05ITeJibCTB HenpeO,[(OJIHMOH CHJibI, ,[(OJI)l(Ha B TeHCHHe 3

(Tpex) pa6oqHx ,[(Hen C MOMeHTa HacTynrreHH5I yKa3aHHbIX o6CT05ITeJibCTB JII06bIM ,[(OCTynHbIM B ,[(aHHbIX

o6CT05ITeJibCTBax cnoco6oM yBe,[(OMHTb ,[(pyryIO CropoHy O Haqarre, Q)l(H,[(aeMOM cpoKe ,[(eHCTBH5I H

npeKparn;eHHH yKa3aHHbIX o6CT05ITeJibCTB. EcrrH HeB03MO)l(HOCTb norrHoro HJIH HaCTHHHOTO B~IIIOJIHCHHM

o65I3aTeJibCTB ,[(JI5I O,[(HOH H3 CrnpoH ,[(JIHTC5I 6orree 1 (O,[(Horo) Mec5II~a, ,[(pyra5I CropoHa HMeeT npaBo

nOJIHOCTbIO HJIH qacTHqHo OTKa3aTbC5I OT ,[(OrOBopa, nHCbMeHHO H3BeCTHB 0O 9TOM IpyFy1O CTOpOHy. IIpH

3TOM CTopOHbI ,[(OJI)l(Hbl npoBeCTH neperOBOpbI C :qeJibIO o:qeHKH CHTya:qHH H Bbipa6oTKH

B3aHMOnpHeMJieMbIX perneHHH. B crryqae ecrrH ,[(eHCTBHe o6cT05ITeJibCTB Henpeo,[(OJIHMOH CHJibI ,[(JIHTC5I

MeHee 1 (O,[(HOro) MeC5I:Qa, cpmrn HCnOJIHeHH5I o65I3aTeJibCTB CTopoH npo,[(JieBaIOTC5I Ha nepHO,[( HX

,[(eiicTBH5I.

3 .11. Bee cnopbl HJIH pa3HOrJiaCH5I, B03HHKaIOrn;He no HaCT05IW:eMy ,[(OrOBopy HJIH B CB5I3H C HHM,

pa3penaoTcA IyreM reperoBOpOB. /[O 1epe7tau~ c11Opa Ha pa3peieHHC cy1a cTOpOHLI IIpHMyT MeDBI K

era yperyrrnpoBaHHIO B npeTeH3HOHHOM nop5I,[(Ke. Ila norryqeHHOH npeTeH3HH CTOpoHa ,[(OJI)l(Ha ,[(aTb

nHCbMeHHbIH OTBeT no cyw:ecrny B cpoK He n03,[(Hee ]0 (IecTH) KaJICHJaDHLIX ,[(Hett C ,[(aTbI ee nonyqeHH5I.

8 crryqae HeB03MO)l(HOCTH pa3perneHH5I cnopoB HJIH pa3HOrJIaCHA IIyTCM IICDCTOBODOB, OHH IIOJIJICKaT

pa3perneHHIO Ap6HTpa)l(HbIM cy,[(OM ropo,[(a MocKBbI B nop5I,[(Ke, ycTaHOBJieHHOM 3aKOHO,[(aTeJibCTBOM

PoccHHCKOA QeJIepaHHH.
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HacT05IWJ1M _
yKa33TI HaHMCHOBJHHC FOCY,IJDCTBCHHOFO HIII MyHHHHa!ILHOFO yMDK,ICHIHX 3IpaBOOXDaHCHIIX HOO HCHOHHTCILHOFO OpFatHa TOCyIapCTBeHHOA BIaCTH B C(epe 3,IpaBOOXpHeHIIX

Ha,n:Jle)l(ammvr o6pa30M C03,n:aHHOe l1 ,n:ettCTByIOmee B COOTBeTCTBHH C 3aKOHo,n:aTeJibCTBOM PocCHHCKOH CDe,n:epau1111,

OrPH: HHH: c MecTOM

HaXO)l(,n:emrn no a,n:pecy: _

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

JIeACTByIOIIHA Ha OCHOBAHHH

(,n:anee - AupecaT IlpeUJIO)KeHHH\AKu:enTaHT) IlOJIHOCThlO npHHHl\laeT ycJIOBIUI pa3MeI.IJ,eHHOro 06mecTBOM C

orpaHWieHH011 OTBeTCTBeHI-IOCTblO «i::()l(OHCOH & i::()l(OHCOH», 10p11,nw1ecKoe JIHUO, Ha,nJie)KaIJJ,HM o6pa30M C03LJ:3HHOe

11 ,neikrny1omee B coorneTcrn1111 c 3aKoHo,n:aTeJibCTBOM Pocc1111cK011 <De,n:epaum1, OrPH: 1027725022940, HHH:

7725216105, C MeCTOM H3X0)K,UeHH5I no a)],pecy: 121614, r. MoCKBa, yJI. KpbIJlaTCK351, )],. 17, Kopn. 2, B JIHIIe

1eHepanhHoro HpeKTopa Ky3He11oBa MaKcHMa EBreHbeBHHa, ~encTBy1OIerO Ha ocHoBaHHH YcTaBa (,n:aJiee -

«,[];)KOIICOII & ,[];)KOHCOII») IlpeUJIO)KellHSI (o<J>epTbI) C HCX. HoMepoM OT 202 ro)],a 0

6e3B03Me3,nHOM npe,n:ocTaBJieHHH JieKapcTBeHHoro nperraparn ,n:rr51 Me,n:m.I;HHCKoro rrpmvreHeHH51 c MHH ceJieKcttrrar
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CCJlCKCHnar, orpa>KCHHOC Ha CTp.2 H3CT05Il1J.Cf0 AKUCTTTa ocpcpTbi)

KouTaKTHble )laHHble co CTOpOHhl opraHUJau:uu - IloJiyqaTeJIH

Tenedou:

Ill I Ill Ill Ill Ill Ill lllllllllll I 111111111111111111111111
Directum RX - 29132
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[HA 13J1AHKE yqpE)Kj.(EHI15I]

HacT05Ill.I,HM A,upecaT Tipe,uno)KeHH5I/AKuerrTaHT npe,nocTaBJI5IeT HH)Kecne,ny10w;ee 3aBepeHHe 06

o6CT05ITeJibCTBax, HMeIOW:HX 3HaqeHHe ,UJ151 3aKJIJOqeHH51 ,noroBopa, H TeM caMbIM npHHHMaeT Ha ce651

OTBeTCTBeHHOCTb 3a COOTBeTCTBHe 3aBepeHH5I ,ne:ikTBHTeJibHOCTH B c1rny rryHKTa 1 CTaTbH 431.2 fK Pel>:

PerneHHeM~(BpaueoHOA KOMHCCHH/ KOHCHIHyMa Bpauen/ neqamero Bpaqa)

____________KOJIHHCCTBO HHCJIOM H HDOHHCLIO) FpKJIaHHHy(-aM) P~ BIIEPBLIE Ha31auena

Teparr1151 c np11MeHeH11eM neKapcTBe1-rnoro 11penaparn c MHH cerreKc1mar c ,n11arH030M rreroqHa51 apTep11anbHa5I

nmepTeH31151 (,na11ee - «Tiau11eHT»).

B COOTBeTCTBl111 C Tpe6oBamUIMI1 rrp11Mem1Moro 3aKOHO,UaTe11bCTBa peweH11e ocpopM11eHO B B11,Ue:

rrpoToKona N~------ OT «
CBe,UeHl151:

» 20_ r., KOTOpbIH, cpe,U11 npoqero, COJICDKHT CJICJIyIOIIIHC•

1. ,UaTa rrpoBe,UeHH51 3aCeJIaHHX BDaHOHOA KOMHCCHH HJH KOHCHJIHyMa BDaHCA HJIH DeICHHA JHeHaIICFO BDaHa:

« » 20 r.;

2. peII1eH11e Bpaqe6HOH KOMHCCim/ KOHCHJIHyMa Bpaqen:/ neqamero Bpaqa

yKa3aHHC HCOOXOJIHMOFO KOJIHLJeCTBa ynaKOBOK ITpenapaTa

11 ero o6ocHoBaHHe, BK1110qa5r

Ha KaKIoro rIaIHeHTa

CBeJIeHHX O DeICHHH BpaHCOHON KOMHCCHH/ KOHCHJIHYMa Bpauen/ IeHaIICFO BpaHa OTpaKeHLI B

coorneTCTBYIOLUeii Me,UHU11HCKOM ,UoKyMe1-1Tau1111 Tiau11e1na(-0B).

HJIH

• 3a1HHCH B MCJIHIIHHCKOA JIOKYMCHTAHHH HaHHCHT~, B KOTODOA, CpCJIH IIDOHCFO, COJICDKaTC CJIC/IyIOHIHC CBCJICHHM:

,UaTa Bbmece1-11151 perneI-11151 o Ha3HaYe1-11111 TiperrapaTa: «__» 20 r.;

2. 06octt0Ba1-rne perneHl15I o Ha3tta11ett1111 IlperrapaTa, BKm-01:1:a51 yKa3a1rne Heo6xo,U11Moro nau11ettTy

KOJil11.feCTBa yrraKOBOK Tiperrapara

CoBOKYITHOCTb Tipe,nrrmKeHJrn (ocpepTbI) l1 AKli;enTa ocpepTbI npe,UCTaBJI51IOT co6on: ,UOroBop, no IOp11,UW-IeCKOH

npHpO,Ue 51BJl51IOW:11HC51 TIO)KepTBOBaHHeM, HK KOTopoMy np11MeH51I-OTC51 HOpMbI CTaTbH 582 fK PCD.TipHJIO)KeHH51.

IIpHIaTOTCA CJIeJIYOHIHC JIOKyMCHTBI, 3aBCDCHHLIC HOJIHIHCbO YIOJIHOMOHCHHOFO JIHIHa H IHeHaTbO AIpecara

IIpeJUIOKeHHX\AKIHeITaHTa:

1. Korrtt51 ,UOBepeI-U-IOCTH Ha IIO,UTII1Ca1-na AKuenTa ocpepThl (B cnyqae IlO,UTI11CaHH51 AKuerrTa ocpepTbl He JI11UOM,

yrroJIHOMoqeHHbIM ,UeHCTBOBaTb 6e3 ,UOBepeHHOCTH) .

2. Komm ,UOBepeHHOCTH Ha norryqett11e 11penaparn C yKa3aHHeM YIHOJIHOMOHCHHOFO JIHIIa / BBIIIHCKA H3

np11Ka3a O Ha3HaqeHl111 ynoJIHOMoqeHHOro JI11Ua Ha COOTBeTCTBYIOW:YIO ,UOJl)KHOCTb.

1.

,[l,OJI)KHOCTh

11 Ha11MeHOBaH11e

opramnautt11 A,UpecaTa ITpe,UJIO)Kemrn/AKuenTaHTa

ID: 29132
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[HA EnAHKE yqpE)K)];EHI15I]
[wa6JT011 oP-rera )],JT51 KOMnJTeKTaUHH c An6paBH (MHH ceJTeKcJmar) Ta6JTeTKH, HOKDBITLIC IJIeHOHHOH 0O0J1O4KOH 200 MK Ne 140]

Ky,ua: 121614, r. MocKBa, yn. KpbrnarcKa5I, 1 7, Kopn. 2
Ten.: (495) 580-77-77, cDaKc: (495) 580-78-78

KoMy: 000 «)])KOHCOH & )J;)KOHCOH»

OTuer
0O HCHOJIL3OBaHHH JlCirnpcTBCHHOro npenapaTa

)1:JUI Me,uuu;uucKoro npttMeHemrn c MHH ceneKc1mar

,l],)KOHCOH»
(,D,anee

A,D,pecar Tipe,D,nmKemrn\ AKIJ,enraHr), 3aKmoYeHHbIM nocpe,D,CTBOM aKIJ,enrn npe,D,nmKemu1
000 «,ll;)KOHCOH & )];)KOHCOH» 0 npe,D,OCTaBJieHHH ynaKOBOK neKapcTBeHHOro npenapara ,l])T5I Me,[(HQHHCKOro
np11Me1-re1-nrn c MHH ceneKcttnar B cne,D,yIOill,eM KOJmqecrne: (__) ynaKOBOK An6paBH (MHH ceneKrnnar)
ra6neTKH, noKpbITbie HJIeHO4HOA 0O01OYKOA 800 MKF Ne 60, (__) ynaKoBoK An6paBH (MHH ceneKettnar) ra6neTKH,
noKpLITbie nneHoqHoi-i 06ono1:JKOH 200 MKr N2 60, (_) ynaKOBOK An6paBH (MHH ceneKrnnar) Ta6neTKH, noKpLITbie
nneHoqHoH o6onoqKoH 200 MK No 140 (,z::i:anee - «Tipenaparn) B OTHOIIIeHHH _ ( ) nau:11eHTa(OB) B
COOTBeTCTBHI1 C ITHCbMOM (AKI.i:errTOM oq)cpTbI) A,D,pecaTa ITpe,D,JIO)KeHmI\AKu:errTaHTa O 6e3B03Me3,[(HOM
npe,z::i:ocraBneHHH Tipenapara Hex. N2________ OT HanpaBmreM BaM

cne,n:yIOIJJ;YIO HHCpopMaUHIO 06 HCTIOJib30BaHHH Ilpenapara:

MmJ>0pMau;ttH 06 opramnauttu - noJ1yqaTene IlpenapaTa
Ha11MeH0Bam1e opraH113au1111:
A,z::i:pec:
TenedoH:

liml10pMau;m1 06 ucnoJib3OBaHtttt IlpenapaTa

No ,ll;aHHhie O IIaIIHeHTe Ko111111ecTBO )];ara\)];aTbI Konw-iecrBo
(HOMep I1 )],aTa npOTOKOJTa HCTIOJ1b3OBaHHbIX ynaKOBOK IIepeIauH HeHCTIOJib3OBaHHbIX

peweHJ15l Bpa1.1e6HOH KOMHCCHH,
IaIIHeHTy ynaKOBOK**KOHCHJTHyMa Bpaqei,i HJIH

net.Jar.uero Bpaqa)*

1. _(_) ynaKOBOK Arr6paBH
(MHH ceneKc11nar)
ra6neTKH, TIOKpbITbie

nnfaroqHott 0601101.JKOH 800
MKr N2 60, cepmr
(_) ynaKOBOK An6paBH
(MHH ceneKc11rrar)
Ta6neTKH, IlOKpbITbie

nueHO4HOA 0OOO1O4KOA 200
MKr N2 60, cep1rn
(_J ynaKOBOK Arr6paBH
(MHH ceneKc1mar)
ra6neTKH, IIOI,pbITble

~JIeHO4HOA OOOJO4KOH 200
MKr N2 140, ceptt5I

Hex. N2

202 r.

B COOTBeTCTBI1l1 C ,l],OrGBOpOM 000 «J[KoHCOH & 11



[HA EJIAHKE Y1-IPDK~EHI15I]
[UaOIOH OTUeTa JUI9 KOMIJICKTaIHH C AIOpaBI (MHH CeJIeKCHHaT) TaOJIeTKH, HOKpLITbIe IJIeHOYHHOT 0O0IO4KON 200 MKF Ne 140]

2.

* VKa3aTb HOMCD HDOTOKOJIa H JIaTy DeIICHHA BDaHCOHOA KOMHCCHH, KOHCHJIHyMa Bp~4CA, HJHI JICHaICFO BpaHa, B

COOTBeTCTBHI1 C KOTOpblM nau11eHTY 6brn H33Ha1-ieH TipenapaT

* *EcJm npenapaT He 6blJ1 TTOJ1HOCTbID 11CTIOJlb30BaH, Heo6xO,Il,l11\10 yKa3aTb np111nrny:

[nomKHOCTb]

[B3HMCHOB3HHe opraHH33UHH -A,upecaTa

Tipe,l]JIO)KCHH5I\AKuenTaHTa]

/<DHO/

l\'1.11.




