
BCEM fOCY )J,APCTBEHHhIM, MYHI1Ul1IlAJibHbIM Y4PE)K)],EHl151Ml13)],PABOOXPAHEH115I I1 
OPI"AHAM I1CI10JIH l1TEJibHOH BJIACTl1 B C¢EPE 3)],PABOOXPAHEHI1JI 

IIpen1oxenue o 3arntorenu poropopa 
B onrnmeHlrn 6eJBOJMeJ,11.Hofi nepe.11.a•rn J1etcapcrae1rnoro npenapara 110.11. MHH ceercnar 

B en1X 0nepaTIBHoi a cneuaJu3up0Bannoii repanueii pacupenu [oTyna naeHT0B, 
CTpa.11.a10l.l(IIX Jiero•rnoit aprep11am,Hoit nmepTeHJJleit, IC C0BpeMeHHOfi IIHH0B3UIIOHHOfi Tepamrn C 
ucn0.n3opaneM neraperennoro npenapara JI MenuuHIoro npIMeHeH e MHH cenercnunar 

l1cx. HOMep N2 0304-1/24 

r. MoCKsa «03» anpenll 2024ro.11.a 

06w.ecrno C orpaHl1lJeHHOH OTBeTCTBeHHOCTblO «.[l>KOHCOH & .U>KOHCOH», 1op11.11.11<1ecKoe Jll11.J.O, 

Ha.D,Jle)J<aJJUIM o6pa30M C03.D,aHHOe H .11.eHCTBYIOIJlee B COOTBeTCTBl111 C JaKOHO.D,aTeJlbCTBOM PoCCl·IHCKOH 

<l>e.11.epau.1111, orPH: 1027725022940, l1HH: 7725216105, c MecrnM HaxmK.11.eH11H no a.11.pecy: 121614, r. 

MoCKsa, yn. KpbrnaTCKaH, .11.. 17, Kopn. 2, B Jmu.e reHepanhHOro .11.11peKrnpa KyJHeu.osa MaKc11Ma 
EsreHbeBl1lJa, .11.ei1crny1omero Ha OCHOBaHl1H Ycrnsa (.11.anee - «,IJ:mOHCOH & ,IJ:mOHCOH»), 

IlPHHHMAJI BO BHHMAHHE, lJTO 

(A) J1erotJHa51 apTep11aJihHall rnnepTeHJHll (J1Ar), KO.II. MKE-10 127.0, 127.2. J1Ar - 3TO opcpaHHoe, 

>Kl13Heyrpm1ca1onlee, 6b1cTpo nporpecCHpy,ow.ee 3a6onesaH11e.1 JIAr 11MeeT HeCKOJlbKO cpopM, Ha116onee 

pacnpoCTpaHCHbl - 11.11.11onarntJeCKa51 JlAr (11JlAr) 11 accou.1111poBaHHal1 J1Ar (aHAr), KOTOpb!e 

COCTaBJlll!OT 41,5% 11 55,5% B o6w.ei1 CTpyKType nau.neHTOB C J1Ar COOTBeTCTBeHHO. 2 

PacnpocTpaHeHHOCTb J1Ar no JJ,aHHblM esponeHCKHX perncTpOB, Bapb11py10TCH OT 6,6 JJ.O 26 cnytJaeB Ha 

Ml1JIJ1110H <JeJJOBeK.3 Ila JJ,aHHblM E>Kero.11.1rnro 61om1eTem1 3KCnepTHOro COBeTa no pe.D,Kl1M 3a6oneBaHl1llM 

KOMTera TocynapcrBenHoi JyM no 0xpaHe 3/op0BL Ha 2020 B PoccicKoii De/epa 

11aClJl1TbIBaeTCll I 025 nau.HeHTOB C 11J1Ar, 835 113 Hl1X B3pOCJlbie, a 190 eru." 84% OT o6w.ei1 nonyJillU.1111 

aLHHTOB C J1Ar B Pct> - 3TO >KeHIJll1HhI. Cpe.11.H11i1 BOJpacT cocrnBJrneT 42,7 neT.2 

(6) B OTCYTCTBHH Tepan1111 11 perynllpHoro Ha6mo.11.eHl1ll, HAr llBJ!lleTCll BblCOKO HHBaJ111.ll,H3Hpy1011ll1M 

3a6onesam,eM. 77,5% nau.HeHTOB C J1Ar 06na.11.a10T HHBaJll1.ll,HOCTblO. TeMnbl poem nau.HeHTOB C 11J1Ar, 

HMelOillHX m1BaJJl1.ll,HOCTb, C 2018 no 2020 COCTaBHJlH 45,5% .ll,Jlll B3pOCJlblX H 41,8% .ll,Jlll .D,eTei1.4 

Ha MOMCHT IIOCTaHOBKH 1HaTHO3a 6OJ1LI1Ia IaCTB IaLICHTOB yXKe HaXOJ1HTC B Tll)KCJIOM COCTOllHHH B 

30He BblCOKOro pHCKa CMepT11, y 65% J1Ar .11.11arnocrnpy10T Y>Ke np11 3-4 cpyHKLJ.IIOHaJibHOM KJiacce.2 

(B) IatuuenraM c JAE kpaiie BaKHo nonyYaTL TepanIO JIAF-cnequecKIM npenapaTaMn. 

PactJeTHall MC.ll,llaHa BbDKHBaeMOCTl1 np11 OTCYTCTBIH! JletJeHlrn nau.11eHTOB C J1Ar 2,8 ro.11.a7. JleTaJibHOCTb 

npH J1Ar 6JlH3Ka K OHKOJlOrHlJCCKOH.3• 5• 6 TT51Tl1JICTHllll BbDKHBaeMOCTb nau.11eHTOB C J1Ar IV <DK 6e3 

Tepamrn COCTaBJI5JeT J111lllb 34%.5 Io [aHHLIM peroHanHIx CerMcHToB Denepannoro percrpa 

6oJibHblX peIKHMM 3a60JI€BaHHAMH TCMII pOcTa CMeprnocrn OT 11J1Ar COCTaBHJHI 3,8% C 2019 no 2020 
r." 

(r) CospeMeHHbIM CTaHJJ.apTOM JJelJCHHll nau.HCHTOB C J1Ar llBJIHCTCH Me.D,IIKaMeHT03Hall Tepamrn C 

IIpHMCHCHHM KaK IIOJUCpKHBaIOIIHX, TaK H J1Ar-cneu.mjmtJecK11x npenaparns.8• 9 TTp11 Bh16ope J1Ar 

CneHhHIeCKO TpaIHH BaKHO BO3JeiCTBOBaTL Ha H3BCCTHBI IIyTH naTOTH€3a 3a60J1€BaHHI: 
3H.ll,OTeJll1HOBblH, nyn OKCl1.ll, a30Ta 11 npoCTaU.HKJlHHOBblH.10 

(.U) l1HHOBaU.HOHHOH rpynnoi1 J1Ar-cneu.11qmtJeCKOH Tepan1111 llBJIHIOTCll ceneKTHBHble aroHIICTbl 

npOCTaLJ.HKJlHHOBb!X (IP) peu.enrnpoB, CJJ.HHCTBCHHblM npeJJ.CTaBHTeneM KOTOpOH llBJ!llCTCH 

neKapcrneHHhIH npenapaT .11.JIH MC.11.HU.HHCKoro np11MeHeHHH An6pas11 (MHH ceneKc1mar) (.11.anee - 

«Tipenaparn), 3aperncTp11poBaHHhlH B Pocc1111 07 .06.20 I 9. IpenapaT n0Ka3aH [JI IUIHTCJILHOTO JI€CHA 

nerOIHOi apTepHan1HO TIepTeH3 y B3pocnx naHeHroB (JIAF, rpynna I no KaccHqMKau BO3) 
II-IV <DK. 3cpcpeKTHBHOCTh TTpenaparn .11.oKaJaHa B ornomeHHH 11.11.11onaT11tJecKoi111 Hacne.11.crneHHOH JlAr, 

J1Ar, accou.1111posaHHOH c Ja6oJJeBaHHHMH coe.11.11mnenbHOH TKaH11, J1Ar, accou.1111posaHHOH c 
KOMneHcHpOBaHHblM _npOCTb!M BpO>K.11.CHHb!M nopOKOM cepnua.'' 
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BCEM rocY,nAPCTBEHHbIM, MYHl1~11nAJibHbIM Y4PE)K,nEHl15IMH 3,nPABOOXPAHEH115I 11 
OPfAHAM 11CTTOJ1Hl1TEJibHOI1 BJIACTl1 B C<I>EPE 3,nPABOOXPAHEHl15I 

IIperapaT J0Ka3an 3Ha9HTenHOe yJyIeHe oTaJIeHHOrO IpOrHO3a JAT Ip MOHoTepan np 

.no6aBneHHH ero BT0phIM HJil1 TpeThl1M npenapaT0M I< cymecrny10metl cxeMe Teparrnl1 B caM0M 

Macuna6HOM uccne.noBaHHH (PKI1) B o6nacrn JIAr - GRJPHON. ripenapaT crnrncTl1'feCKH 3Ha'mMo 

CHKaeT pHCK nporpeccupoBaHml H CMepn1 OT JIAr Ha 40% .12 MaI<CHMaJihHOe CHH)l(eHHe (Ha 55%) pHCKa 

IIp0FpeccHpoBaH/cMepT Ha6noJaeTC Ip paHHeM JO6aBJIeHH (B IIpBLIe 6 MCI€B) Ipenapara'', a 

IIpH Ha3HaIeHHH IIaIHCHTaM c DK II CHIDKHe pHCKa IIp0FpCCCHpOBaHM/CMepTH COCTaBJIeT 64%'2.5- 

THJieTH.R.R Bbl)l(HBaeMOCTh naL{HeHTOB Ha Tepan1111 I1penapaTOM COCTaBJI.ReT 75% 14, 7-MHJICTH.RH - 63%15• 

flpenapaT CHH)l(aeT j)HCI< CMepTH BCJIC}lCTBlfC JlAr HJIH fOCfll1T3JlH3al{HH no 11080.L\Y yxy,nrnemrn: JlAr 
BnJI0Th ,no OI<OH'IaHH.R Tepamm Ha 30%.12 

(E) I1penapaT sxo,n11T B .neikrny1011.111e KJIHHH'ICCKl1e pe1<0MeH,nau1111 no nero<rnott apTep11a11bHOH 

THIIepTCH3HH, 0JO6peHHLe Hay9Ho-npaKTHecKHIM COBCTOM MH3paBa PD pa3MeIeHHte Ha 

py6pHI<aTope KJ1HHH'fec1<11x pe1<0Mett.naUHH Mmn,npaBa Pct> 17.11.2020. 1 llpenapaT TaI<)l(e o,no6peH 

EoponeikI<HM coo6mecrnoM Kap,nuonoroB.14 Pacnop.R)l(CHHCM IlpaBHTCJlhCTBa Pep OT 23 HO.R6p.R 2020 
ro.na N2 3073-p cene1<cunar c O 1.01.2021 BKJII0'ICH B nepe'ICHh )KHBJIIJ.16 

()I() ,Qn.R KaOr0 naIeHTa, K0T0p0My H331-13'feI-ta TepanHH I1penapaTOM C noM0IUblO THTJ)0BaHWI Jl0Jbl 

/lOJl)KHa 611T1 11OJO6paHa HJByanna M3KCHM3JlbH851 nepe110CHM351 J{03a, B ,UHana30HC OT 200 Ml<r 

/1,Ba pa3a B .L(CHb .no 1600 MKr [1Ba pa3a B JeH. PCKOMCHJyCMa Ha1aJ11Ha .[(033 - 200 MKr .nsa pa3a B .neHh, 
,Qo3y yseJIH'IHB3IOT C UJaroM 200 Ml<r, 06hl'll-10 C nepH0,llH'fH0CTblO l pa3 B HC,nemo. 11 

pyK0B0.L(CTBY.RCb n. l CT, 432, n. 2, 3 CT. 434, n. l CT, 435, n, 2 CT, 437, n, 3 CT. 438 rpa)l(J~aHCKOro K0,lleI<ca 
PoccuttcKoH <l>e.nepatlHH, 

HACT05IllJ,l1.M IlPE,L(JIArAET 

mo6bIM rocy,napCTBCHHhIM, MYIH1Lllffl3Jlbllbll'vl Y'Jj)C)l(JlCHH5IM 3.npasooxpaHemrn H opraI-JaM 

HCnOJIHHTCJibHOH BJ13CTI1 B ccpepe 3,[{))3B00Xj)3HCI-IH51 (.nanee - «A,npecaT I1pe,UJIO)Kemrn») 33KJll0'111Th 

,noronop B 0TI-I0WCHHH 6e3B03Me3,llHOH nepe,na'fH TTpenaparn B L{eJIHX onepaTHBHOH HHHl..{1131..{HH 

CIeIaJI3p0BaHHO TpaI paCIIpeH JocTyna IaIeHToB-rpaKyan PD, cTpaJ1a1ox nerounoi 

apTepHaJlbHOH nmepTeH3l1CH, K JJC'fCHHI0 HIHI0B3UH0I-1Hb1Ml1 JICKapcrneHHb!Ml1 nperrapaTaMH Ha ycJI0BH.RX 
nacrOuer0 IpeJJIoKeH (oqepT) (q1an1ee «IlpenoKeHe»): 

1. IlPE,L(MET ,n:oroBOPA 

B TeqeHe 30 peii c JaTI nonyuen or Appecara IpeJIoKeH «AKenITa Ob€pTL» (c yKa3aHeM 

K0JIH'fCCTBa yrraK0B0I< H nOyIaTJ) no bopMe, ycTaoBJIeHOi Ip0KeHeM Ne I K HaCT0.RIUCMY 

TTpe}lJIO)l(CHHIO, OqJOJ)MJlCJ·IHOro Ha oqrnul1aJibl-lOM 6na1-11<e J,j 38BepeHH0ro no,Ufll1Cbl0 

ynoJIH0MO'fCHH0ro JlHl..{a H IeaTO AJpecaTa ITpe,UJl0)1(CHl1H, ,Q)l(OHCOJ-1 & ,Q)l(Ol-lCOH o6H3YCTCH 

nepe,nan pecary IIpeJoKeH n HoMy yKa3aHH0My IM I0IyIaTeJIO KaK 9TO onpe,nene1-10 B 

CT.2 ITpe,nJIO)l(CHl151, 6e3 _B3HMaHH51 onnaTbl TTperrapaT B cne,ny1omeM K0Jll1'fCCTBC: 0):11-IY ynaK0BI<y 

An16pa (MHH ceneKcnnar) Ta6neTKH, I0KpLTLIe IJIHOIHO} 0601109Koii 800 MKr Ne 60, o/y 

ynaK0BKY An6paB11 (MHH ceJIeKCIIaT) Ta6JIeTKH, II0KpLITBIe IJIeHO9HO 060J10Koii 200 MKr N 60, 
.nse yrraKOBI<l1 An6paBl1 (MHH ceneKcHIar) Ta6JIeTKM, II0KpLITLe IJIeHOHOi 0601104Koi 200 MKr 

N 140, - Ha K3)1(,U0C JIJ,11..{0, HMeIOmee rpa>I(Jl3HCTB0 Pd>, KOTOJ)0MY BnepBble ua11-1aqaeTCH Tepamrn 
c npuMeHeHl1eM ITpenaparn c MHH CeneI<c1mar (J.lanee - «Ilau11e1-1rn) B coorneTCTBHH c pernettueM 

A.npecarn ITpe.nno)l(eHl1H. TTpn 3TOM n cny'fae 1-1anpaBJieH11.R B a.npec ,Q>KOHCOH & JKoHcon AKenITa 

OpepTI Ha 0CH0BaHH pCIICH He ApecaTa Ipe/0KeH (IHoro Jere6Horo yIpeKJeH), 

o6H3aTeJlbHbJM nocne,ny10m11M Il0,llTBCp)l(JlCI-ll1CM TaI<l1X peweHHH ,l{0JI)l(l-10 661Tb pewem,e A,npecarn 

IIpe/1oKeHM nI Honyuaren IpenapaTa (HanpMep, peIeHe Bpa9e6Hoi KOMMCCH, 

KOHCHJIyMa Bpae I Jeraner0 Bpaa). TaKoe I0JTBCpXJCHHe OTJ)8)1(8CTC51 B OT'ICTC 06 
11CIT0J!h30BaHHH ITperraparn B CO0TBCTCTBHJ,I C n.2.6. HaCT0HIUero TTpe,nJIO)l(CHH51. KoJil1'1CCTBO 

nepe.nanaeMblX ynaK0B0[( Ha Ka)l(,noe JIHU0 onpe.neJI.ReTC.R B C00TBeTCTBIUI C ,l{03l1j)0BKOH Hpenaparn, 

yI<a3aHHOH B pewemm, ocpopMJIHCMOM npoT0K0JIOM J,fJlJ,j B Bl1,llC BblflHCKH J,13 MC,UHl..{J,!HCKOH KapTbl 
llal{l1CHTa. 
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BCEM rOCY.D:APCTBEHHbIM, MYHI11..l,HITAJibHblM YYPDK.D:EHI15IMI13.D:PABOOXPAHEHI151 I1 
OPfAHAM I1CTTOJIHI1TEJibHOI1 BJIACTI1 B C<f)EPE 3.D:PABOOXPAHEHI151 

2. OBIE YCJ1OBI 

2.1. HonyuareneM Ipenapara (qanee «IIonyare») MOKeT 6ITL KaK AJpecaT Ipe/1oxen, TaK 1 

yKaJaHHOC HM HHOe IOp11,D.H'-ICCKOe JIHUO, HMCIOW,ee npaso ocyw,eCTBJI51Th Me,D.HUHHCKYIO H 
cj.JapMau.eBTH'-ICCKYIO ,D.C51TCJihHOCTh B COOTBeTCTBl1H C Tpe6oB8HH51MH .ueflCTBYIOIJ..lero 38KOHO,UaTeJihCTBa 

PocciicKOi De/epaH H Merotee JeicTByOIyIo JeH3Mo na OcyuecTBJene MeJHHCKOii 1 
papMaIeBTIICKO JeITeJILHOCT c yKa3aHeM aJpeca cj.Ja1<Tl1'-ICCKOH ,D.OCTaBKH ITpe11aparn. 

2.2. A.upecaT ripe,D.JIO)I<CHH51 1-1anpaBJ151CT B apec /xoncon & JKoHcoH «AKenT odepT» no ]0pMe, 

ycTaHOBJIeHHO Ip1noeHeM Ne I K HacTOIeMy Ipe/0Keno. BMecTe c «AKIeIITOM ObepT1I» 

npe.uoCTaBJl51IOTC51 TaJOKe cne,uy10w,11e .UOKYMCHThl, 3aBepeHHhIC llO/lllHChIO YITOJIHOMOtJeHHoro m1u.a H 

ne•rnThIO A.upecarn TTpe.UJJO)l(eI-11151 (n1160 B nop51.UKe, 11pe.uycrv10Tpe1-11-10M n.2.5. uacT051ll.lero 
Ilpe.UJJO)l(CHH51): 

2.2.1 KapTO'-!Ka !Op11.UH'-ICCKOro JIHU.a - A.npecaTa ITpe,D.JIO)KCHl151 (q>OpMa npHJiaraeTCH). 

2.2.2 Komm ,UOBepeHHOCTl1 Ha IOyueHe IpenapaTa c yKa3aHeM ynonoMoIeHHoro JI1a Joo 

BblllHCKa 113 11J)HK83a O Ha3Ha4eH ynoIoMoeHHoro JI1a Ha COOTBeTCTByIOIIyIO 

,D.OJl)J<HOCTb. 8 11CKJil0'111TCJlbHhlX cny'-!aHx C cornac1151 ,[(>I<OHCOH & ,[(>I<OHCOH .uonycKaCTC51 

npe,uoCTaBJ1CHHC Komm JOBCpCHHOCTH, 3aBCpCHHO IIOJIIICBIO yIIOJIHOMOICHHOrO JILa. 

2.3. ITepena'-!a flpcnapaTa ocyw,ccTBJUICTC51 CHJiaMH H 3a C'ICT ,[()l(OHCOH & ,U)l<Ol·ICOH, 1-1a ycJJOBI151X 

,UOCTaBKH .uo ITonyciaTCJIH. A.upec ,D.OCTaBKl1 IlpcnapaTa .UOJI)l(eH BXO)].HTb B 11epC'ICHb a,[\pCCOB MCCT 

ocyw,cCTBJIC!-11151 ,UC5lTCJibHOCTH, BJ-ICCCHllhlX B CHCTCMy MOHHTO))HHra H yI<a38HHblX B Jil1IJ.CH3115lX Ha 

papMaeBTIecKyIO JeTCnILHOcTL. DaKT IepcnaI IpenapaTa IOITBCpIaCTC IIOJIIHCaHMCM 

HaKnaJOi no popMe Ne M-15 11 aKTa MC)l(JW ,[()l(OHCOH & l(>I<OHCOH 11 ynoJIHOMOtJCHHhlM 

11j)C,D.CTaBl1TCJICM flonytJaTCJI51 B 3 (1'))CX) 3K3CMl1Jl5lj)8X, O[nIH 113 KOTOpbIX OCTaCTC5l y rJony'-!aTCJI5l, BTOj)Ofi 

ncpenaeTC}I ,[()l(OHCOH & ,[()l<OHCOH, TPCTHH - AnpccaTy flpc.uno)I(CHHH, CCJil1 HC OH 5lBJI51CTC51 q>aKTWICCKHM 

rIOJIY'JaTCJICM ITpcnaparn. Y110JIHOMOtJCHHOC JIHU.O IIOJIIIHCBBaeT HaKJIaJHyIO M/JI aKT C npocTaBJICHHCM 
co6crneHHOJ)Y'-II-IO 110,ll.rIHCH 11 pacu111cj.JpOBKOH cj.JaMHJil111 H 11MCHl1. 

2.4. A.upecaT ripc.unm1<e1-11151 .UOJI)l<eH o6ecnetJHTh 11puervmy 11epc.uasaeMoro llpcnapaTa ynon110MOlJCHHbIM 

Ha OCHOB8Hl111 ,D.OBCpCHHOCTl1 JI IIpHKa3a JIHOM no KOJil1'-ICCTBY 11 KatJecrny Ha npe,ll.MCT COOTBCTCTBl151 

KOJIWJeCTBa, KatJeC'rna B '-18CTH B11,D.HMblX HC,D.OCT3TKOB, H8Jil1'11151 110Bpe)l(,D.CHHH Tpa1-1cnopTHb!X MCCT, a 
TaK)l(C B COOTBCTCTBHH CO CJIC.UYIOIJ..lHMl1 YCJIOBl151MH: 

2.4.1. ,UoCTaBI<a fipe11apaTa OT ,[()l(OHCOH & ,U>KOHCOH K riony•rnTCJIIO MO)l(CT ocyw,CCTBJI51ThC51 
ABTOpep1KepaTop0M JI BO3JyIIIHLM TpaHCIIOpTOM. 

2.4.2. Bce ABTopepp1reparopt, ocTaBnOIe Ipenapar, 060py/01an repMoperucrparopaM/ 

caMoncIaMn. Ip npneMxe Ipenapara, BOIHTen ABTope]prepaTopa CHHMaeT IeK 

caMonncu.a H 11epe.uaeT ero npe.D.CTaB11Ten10 TioJIY'JaTCJI51. AnpecaT llpc.uno)l(CHHH .D.OJI)l(CH 

03H3KOMHTbC51 C ,ll.8HHblMH Ha ICKC H 11))0BCCTl1 11posepKy YCJIOBl1H nepeB03Kl1 Ha COOTBCTCTBHC 

Tpe6yeMOMy TCM11epaTypHOMY pC)l(l1My. B CJIY'-IaC ecn11 Tipe11apaT COl1j)OBO)I<,ll.8CTC51 

TcpMo.uaT'-!HI<OM (TT) (B CJIyYae CI1OJI3OBaHM TCpMOKOHTHep0B), Apecar Ipe/1oeH1 

11Jil1 ynoJIHOMO'-ICHHOe HM J111U.O Ha OCHOB8HJHI ,D.OBC))CHHOCTH OCTaHaBJI11BaCT TT H ClJHTbIBaCT 

110Ka3aHlrn C Hero BO BpeM npeMK Ipenapara (HHCTJ)YKU,11H no OCTaHOB!(e 11 C'-IHTbIBaHHIO 
nOKa3aHi c TT HaxOJTC B TepMOKOHTCHHepe). 

2.4.3. ,[(oCTaBKa flpenaparn B03.UYWHE,JM TpaHCl10j)TOM ocyw,ecTBJI5ICTC51 B TCpMOKOHTCHHepax. B 
K8)1(.D.OM TepMOKOHTCHHepe ttaxo,D.HTC51 I (on11tt) TT. 

2.4.4. PacnaKOBI<y H 11poBepKy TipcnapaTa, ynaKOB81-IHOro B TCpMOKOHTCHHep, IlonycrnTCJib ,D.OJJ)l(CH 

11p0113B0,D.HTh 11pH TCMnepaType, COOTBCTCTBYIOU(CH Tpe60Bal-Jl151M TCMnepaTypHoro pe)l(I1Ma 

xpaHe1-11151 llpenaparn. llocne pacnaKOBKH TCJ)MOI<OHTe111-1epa ITonytJaTCJib .D.OJI)l(CH 113BJIC'-lh TT 113 
TC))MOKOHTCHHepa H HC38MCL(JIHTCJibHO OCTaHOBHTb ero. 

2.4.5. B cny'-lae Bhrnnne1-11151 0T1<JIOHCH11H OT 1-1eo6xo,D.HMOro TeMnepaTypHoro pc)l(HMa, llonyt.JaTcn1, 

11J)l1HHMaeT llpenapaT B KapaHTl1H l1 B TC'ICHl1C I ( O,D.Horo) pa60•1ero ,D.I-151 C L(8Tbl 110JJYtJCHH51 

llpcnaparn YBC,D.OMJI5ICT ,[(>KOHCOH & ,U)l<OHCOH O Bbl51BJICHHb]X TCMnepaTypHbIX OTKJIOHCHH5IX, 
nyTCM Ha11paBJICHH51 eMy 110 3JICKTpOHHOH TIOtJTC ,D.aHHbIX, CHHTblX C TT. 
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BCEM fOCY)J,APCTBEHHbIM, MYHI1~I1CTAflbHbIM YlJPE)K)J,EHI1JIMI13,lJ,PABOOXPAHEHIDI I1 
OPfAHAM I1CCTOJIHI1TEflbHOVI BJIACTI1 B C<l>EPE 3)J,PABOOXPAHEHI15I 

2.4.6. ,Ll;)l(OHCOH & ,Ll;)l(OHCOH npmmMaeT pewem,e 0 B03M0)l(H0CTH )l3JibHCHlllero 11CnOJib3GB3Hl151 

TTpenaparn 11 HHQ)OpM11pyeT A.llpecarn TTpeJlJIO)l(CHHJJITTorry'iaTeJIH no 3JICKTpOHHOH no'-!Te o 
npl1H51T0M perneHHl1 B cpoK He 6orree 30 (Tp11)1.Ll3T11) KaJICH,llapHb!X )lHCH. 

2.4.7. TTpHCMKa npOI13B0)lHTC51 TI011y'-JaTCJieM B TC'iCHHC I (OJlHOro) pa6o'-Jero )lH$1 C MOMeHTa IICpCJaIH 
Ipenapara no aKry IpHeMa-IepenaI /nu HaKnanHoii. 

2.4.8, Tip11 o6ttapy)ICCHHl1 mo6oro BH,n;a 6paKa TiorryYaTCJib HC33MC)lJIHTCJibH0 B TC'iCHHe I (O,llHOro) 

pa6oqcro )lHJI C M0MCHTa 06HapyKeH HpopMpyeT JKoHcon & JKoHcon HanpaBJI$1CT B 

anpec Jroncon & ,LJ:)ICOHCOH CJICJlYIOIJ.lHH naKeT )l0KYMCIITOB no 3JICKT))OHHOH no<JTe, a 
op11nrnarrb1 no a,llpecy 121614, r. MocKBa, yn. KpnaTcKa, J. 17, I<opn. 2: 

l) 3aepeHnan IonyuaTeneM K0II HaKn1aJIHOi (M-I5) 1 3aBepenHa IlonyuaTeneM K0IIA aKTa 

np11eMa-nepe,na411 C IlO)lnl1Cb!O ynorrH0M0'ICHH0ro npe,llCTaBHTCJI51 TiorryYaTeJIH. 

2) AKT o BbrnBrreHHbIX HecoorneTcrn1rnx TOPf'-2 11rr11 JlOKYMeHT oqiopMrreHHUH corrraCHo 

BHYTPCHHJ1lvl Tpc6oBamrnM TiorryYaTeJIJJ, AKT 11JIH )l0KYMCHT JJ;OJD!CHbl 6hITb B o65133TCJibHOM 

nopH,llKC IlO)lilHCaHbl ynoJIH0MO'-lCHHblMJ1 Jil11_J.3MH co CT0pOHbl TI011yYaTCJI$1 11 JIHU.OM, 

ocymccTBJI"101J.ll1M ,LJ:ocTaBKy TTpenapaTa co CTOp0Hbl ,LJ:)KOHCOH & .n:)l(OHCOH (np11 

06Hapyen 6para BO BpeM nepeJaI Ipenapara Ilonyuarem1o), a TaK Ke, Ha AKTe JI 
)l0ICYMCHTC ocjiopMJICHHOM corrraCH0 BHYTJ)CHHHM Tpe6oBaHJrnM f!OJJy<laTCJlll Jl0Jl)l(H3 B 
o6JJ33TCJibHOM nop$1Jll(C CT051Tb netJaTb TTorryYaTCJI51. 

3) <l>ornrpacjrnH 6paICa / HCCO0TBCTCTBHH C YK333HHCM )l3Tbl 11 MeCTa CbCMICH. cf>ornrpacjim1 

.nomKHbl 6bITb 'ICTKHMH. ©0Torpacjm11 T))3HCnopnIOro MCCTa (narrrrern, Kopo6) )l0JI)l(Hbl 

C00TBCTCTB0B3Tb CJICJlYIOIJ.ll·IM Tpe6onaHl1$1M: o6maH QlOTOrpacjHrn, cpornrpacjJirn H0MCpa 

TpaHCil0))TH0ro MCCTa (CTHKepa), cjJOTOrpacjnrn caMoro 6paKa / HCC0OTBCTCTBl1H. ©ornrpacjnrn 

HH)lHBH)lyaJibHbIX ynaK0B0K )l0Jl)l(HI,I C0OTBCTCTB0BaTb CJie)lyI0IJ.lHM Tpe6oBaHH51M: 

ororpa] ynaKoBoK c Ha3BaneM IIpenapara, bororpa c yKa3anHeM cepH 
TTpenapaTa, q_JOTOrpacjJHH CaMoro 6paKa / HCC00TBCTCTBl1H. 

4) ,D:aHHbIC C TC))M0)l3T'IHK0B / C3M0ill1CU.CB (B CJiy<Jae HapyrneHH51 TCMnepaTypHoro ))C)!CHMa np11 
TpaHcnoprnp0BKC ). 

2.4.9. JKOHcon & J[Ko1con 063yer paccM0TpeTL npeTCH3HI0 floJiy<IaTCJI51 B TC'ICHHC 30 (TpH,llU.aTH) 
ICaJICH,llapHbIX )lHCH C M0MCHTa norry<ICH.11" ll0JIH0ro K0MilJICICTa H3tlJJC)l(31J.lC O(pO))MJICHHblX 

)l0KYMCHT0B, yKaJaHHbIX B n. 2.4.8, J,I HanpaBHTb TTorryYaTCJIIO ll))C)lJJO)l(CHH51 no ee 
ypcryrr11p0Bam110 B cpoK, corrracoBaHHbIH CrnpoHaMH. 

2.5. CTOpOH J0T0B0pHJICH, IT0 AKIenT O]epT, JIO6Le HILO IIpMJI0KCHA JI 

,llOn0JIIIHTCJibHbJC corna111c1-1m1 K TT))CJJ.JIO)l(CIHIIO H AKU.CllTY ocjiepTbl, 51BJI51IOIJ.ll1CC51 HX 

HC0T'hCMJICMOH 43CTbIO, B TOM '-JHCJie )l0KYMCHTbI, yI<a3aHHbIC B n.2.2. H3CT0511J.lCfO TTpe,llJIO)l(CHH$1, 

a T31C)l(C aKTI IIpHeMa-ICpCJaIH, HaKJIaJIHBIC, 0TICTLI O6 1CI10JIB30BaHM ( CCJll1 npHMCHHMO) H 

11Hb!C )l0I<YMCHTbl (Jlarree - ,LJ:oKyMCHTb!) MoryT 6bJTb no)lnHC3Hhl B 3JICI<TpOHHOH cjlopMC B BH)le 

3JI€KTp0HHBIX J0KyMHT0B C HCI0JI30BaHHCM CTOpOHaMM yCHJICHHOM KBanIMIIpOBaHHO 

3JIKTpOHHO II0JIICM (Janee -- VKII), KaK Ona onpe)lcrrcHa B n. 4 CT. 5 11 B nop51JlKC n. l CT.6 
(J:)3 P(J:) OT 06.04.2011 N 63-03 «06 3JICKTpOHHOH 110)llll1CH». 

2.5.1. J0KyMeHTI, I0JIHCaHHLIe yKOII, I1pH3Ha1OTC» JOKyMCHTaMM, paBH03HaIHBIMM 

)lOKYMCHTaM Ha 6yMa)l(HOM H0CHTCJie, no,llm1ca1-11-1bIMl1 co6CTBCHHO))Y4HOH ll0)lllHCh!O H 
nopmI<Jl3CT )lJI$1 CTopoH aHaJI0fH'iHblC npaBa H 065133HHOCTH. 

2.5.2. ,LJ:01cyMeHTbI, K0TOpbIMH 06MeH11BaJOTCJ1 CrnpOHbI, 3aBcpHIOTCJJ YK3TT HaJJ.JJC)l(aLUMM 

o6pa30M yII0JIH0M0IeHH0r0 Ia oTpaBTeJ ][OKyMeHTa. KaJOC yII0JIH0M0ICHH0e JI11U.0 

IOJIKH0 HMCT CO6CTBCHHyIO yKOII, I0JITBCpJeHHy1O CCpTpMKaTOM yJ0CT0BCpHOIer0 

U.CHTpa, H )l0BC))CHII0CTh, n0JJ,TBC)))l()la!0IJ.lyIO ll0JJH0M0'IH" 3T0ro JJHU.a, oqiopMJICHHYIO CTopoHOH 
B ycTaH0BJICHH0M nop$1Jll(C. 

2.5.3. 3rreKT))OHHblH Jl0KyMeHT C'-l11TaeTcJ111cxo}l511J.lHM OT CrnpOHbI, ecrr11 OH no)ln11ca1-1 YK3TT, 

npHaJIeaneii CTOpoHe, JaHni JoKyMenT 6LI/1 Han1paBneH TaKM CTOpOHaM Tepe3 

C00TBCTCTBYIOIJ.lCfO onepaTopa 3JICKTp0HH0ro )lOKYMCHT0060pOTa no TCJICK0MMYHHKaQH0HHbJM 
KaHaJIaM CB3H. 

2.5.4. B crry<rne TCXHHYecKoro c6051 BHyTpemmx c11cTeM mo6oi1 H3 CrnpoH, c6m1x Ha cTopo1-1e 

onepaTopa 3JICKTp0HH0ro )lOI<YMCHT006opoTa, a paBH0 B CBJl]H C ,llCHCTBHHMH o6CT05ITCJibCTB 

Hcnpe0)lOJil1MOH Cl1Jlbl CTOpOHL, JeiCTBy9 JO6p0COBCCTHO, o6513aHbl HC33MC)lJIHTCJibH0, B cpoK 
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BCEM roCY,[(APCTBEHHbIM, MYHI1UI1nAJlbHbIM YYPE)Kll,EHI15IMM 3,[(PABOOXPAHEHI15I I1 
OPfAHAM I1CnOJ1HI1TEJlbHOI1 BJ1ACTI1 B C<l>EPE 3.[(PABOOXPAHEHWI 

HC TT03)lHee O)lHOrO pa6oqero )lH51, HH!pOpMttpOBaTh .upyr .upyra O HC603M0)KHOCTl1 o6MeHa 
)lOKYMCHTaMH B 3JlCKTpOHHOM Ill1)lC, TTO)lTTl1C3HHh!MH YK3Il. 

2.5.5. llp1111cnOJib30Bamrn YK3Il CTopoHhI o6H3aHhJ: 

o6ecneqmrnTh KOH<p11.ue1-1Q11aJ1bHOCTb KJIIO'len YK3Il, B qacTHOCTH 1-1c JJ,onyCKaTh 
CI1OJI13OBaHMe npHHaJUIeKaIIIX HM KJI1OIeii VKOII 6e3 HX COIaCH; 

HC3aMCJJ,JlHTCJlbHO, HO, B JII060M CJlY'IaC B cpoK, He fl03)lHCC O)lHOro pa6oqero ,UH51. 

yBeJOMJTL CTOpOHy, yJOCTOBpIOII ICHTp, BBJaBI CCpTbHKaT KJIHOIa IIpOBCpKH 

3J1eKTpOHHO IIOJIICH, O HapyIUICH KOH]JICHIMaJIBHOCTH KnIIOIa VKOII c MOMeHTa 
IIOJIyICH HbOpMaIHH O TaKOM HapyIIICHH; 

He CI1OJI3OBaTL VKOII IIp HaJIMIMI OCHOBaHI IOnIaraTL, 'ITO ee 
I<OHCflH)lCHQ113JlhHOCTh HapywcHa; 

11cnoJ1h30BaTh .UJI51 co3,naH11H H np0Bep1<11 YK3Il, C03,D,amrn KJIIOYCH YK3Il 11 

cepT4Karo 1poBepK Kmoua VKOII Cpe/€Ta, IIOJIyIBIII IIOJTBpJCHHe COOTBCTCTBM 
Tpe6oBaHH51M, ycTaHOBJlCHHhlM B COOTBCTCTBHH C <IJ3 «06 3JlCI<TpOH1-IOl-i f!OJ-l[IHCH». 

2.5.6. YK3Il npH31-IaeTc51 .uei1crn11TCJ1hHOH .uo Tex nop, noI<a peweHHCM cy.ua He ycrn1-10BneHo 
111-lOC, 

2,5.7. Bb!CTaBJlCHHC H nony'ICHHC )J,oI<yMCHTOB no TCJ1CKOMMY1H1I<au.110HHblM KaHaJiaM CB513H 

MO)l<CT ocy11.(CCTBJ151TbC51 9CpC3 O)llIOrO HJIII HCCl(OJlhlUIX onepaTO))OB 3JICKTpOHHOI'O 
.uor<yMCH'roo6oporn. 

2.5.8, JCKTpOHHL J1OK/MCHT CIHTaCTC IOJIyICHHLM OJ1HO 13 Cropo1-1, ccn11 en nocTymrno 

COOTBCTCTBYIOil(CC OOJJ.TBCp)KJlCl!HC onepaTopa 3JICl(Tj)O!-IHOro )lOI<YMCIJ'I'006opoTa, ri'p11 H3JIJ1l!HJ1 

H3BCIICHM JpyrOi CTop0H O 1onyuenu JoKyMeHTa, Io/cannoro VKII 0Joi 13 CTOpoH 
H OO)lTBCp)l<)lCHI-JOro oncparopoM 3JlCKT))OHHOro )lOKYMCHT006oporn. 

2.5.9, CTopOHbl 06ecnC'IJ1B3IOT xpaHCHHC ,.Qo1<yMCHTOB, llO)lOHCaHHhlX YK3Il COBMCCTHO C 

IIpMMCHBIIIIMC JI ]0pMHpOBaHM yKOI yKa3aHHI JOKyMeHroB cepr]KaroM Km1OYa 
npOBCJ.)KH 110.Uf!HCH B TCICHe CpOKa, yCTaHOBJICHHOrO )lJl51 xpaHCIH151 TaKHX )lOKYMCHTOB. 

2.5.10. CTOpOH1 caMocToTenILO 06ccnewBaIoT ycTaHoBKy, HacTpOiKy H 3KnJIyaTaI1MIO 

cpc)lcTB YK3Il B cooTBercrn1111 c rpe6onamrnM11 L1.ei1crny101ucro 3aK01-10.uaTCJ1bcrna 11 

pernaMCHTOM COOTBCTCTBY!-Olll.Cro YJJ.OCTOBCJ.)511011.(ero l\CHTpa H oncpaTopa 3JICI<TpOHHoro 
.D.OI<YMCHT006opoTa. 

2.5.11. CropOHhl 110).lTBCJ))l<)la!OT, YTO caMOCTOHTCJlhl-10 Bb1611pa10T ce6e onepaTopa 3JieI<TJ.)OHIIOro 

)lOI<yMeHT006oporn, H 11p0113B0)l51T rIO)lI<Jll0'1e1111e, ycTaHOBKY 11 06ecnelJ11BalOT 

pa6oTOCnoco6HOCTb CJ)CJ_\CTB 11 KaHaJIOB CB51311, nporpaMMHOro o6ecne'ICHl151, a TaK)KC CJ)C)(CTB 

1<p11nrorpaq_JHYeCKOH 33lll.HThl 111-HpopMaQ1111, 1-1eo6XO)ll1MhlX )lJ151 TTO)lI<Jll0'1CHH51, co6CTBCHHblMl1 
Cl1JI3Ml1 11 cpCJJ.CTBaMH. 

2.5.12. KaKJa 3 CTOpOH CaMOCTOTCJIHO IIaTMT 3a HCXOJIIUe OT HCe IOKyMCHTLI. 

2.6. B TC'ICHHe 30 pa60'll1X )ll-lCH C )laThl 3aBCJ.)lllCHl151 HCl10Jlb30Ba1-11151 llOJIY'ICHl-lh!X ynaKOBOK IlpenapaTa, 

A.upecaT flpe).'(JJO)KCHlrn o6513YCTC51 npenOTaBTL JKOHcOH & JKOHCOH OT4eT 06 1CI10JIB3OBaHMM 

IIpenapara, coJepKai ocHoByto HbopMao o Ionyuarene Ipenapara, cepH11 Ilpenaparn, 

I<OJHl'ICCTBC nepe)laHHhlX ynaKOBOI< Ilpenaparn, naTe nonr1e1urn Ilpcnapara IlaQHCHTOM, BhlrIHCKC 113 

J)ClllCHH51 A.upecarn Ilpe)lJIO)l(Cl-11151, Ha OCHOBaHHH I<OTOporo Ha3H39aCTC.51 Tepamrn C 11p11MCHCIHICM 
Ilpenaparn, no bopMe, ycTaHoBIeHHoi IIpMJoKH Ne 2 1-1acT0.51lll.Cro Ilpe.UJIO)KCH11H. 

2.7 B CJJY'IaC OTCYTCTBHH B OT'leTe 06 HCI10J1b30BaH1111 Ilpenaparn OCHOBHOH 111-1q_JopMa111111, y1<a3a1-11-1oi1 B 

nyHr<Te 2.6 HaCTOlllll.Cro Ilpe)lJJO)KCl-!H51, T3KOH OT'ICT C911TaCTC51 1-1enpe)lCTaBJ1CHHhIM, 11 K A.upecaTy 
Tipe)lJIO)l(Cl-11151 npHMCH5110TCJI YCJIOBJ15111. 3.4. HaCT051lll.Cro IlpC)lJ10)1(CHl1ll, 

2.8. B cnyuae HeCI1OJI3OBaH Ipenapara B TeICHe erO cpor<a ro.n:HoCTH AJJ.pecaT IlpeJ(JIO)KC!IH5l 

o6H3YCTCH 11J.)OH3BCCTH YHl1'1TO)KCHl1e Ilpenaparn He 1103.UHCC O)lHOro ro)la llOCJlC 11CTC9CHH51 cpoKa 

rO)lHOCTl1 IlpenapaTa B llOJ)51,lJ,KC, ycTaHOBJICHHblM )lCHCTBYIOlll.HM 3aI<OHO)laTCJlhCTBOM. YHH9T0)1(Cl-111C 
IIpenapara npOHCXOT 3a CIeT AppecaTa IpeJJoKeHu. 

2.9, B Te<JCHHC 30 pa6o,mx JJ.HCH nocne YHH'ITO)lcemrn Ilpenaparn, AJJ.pecaT Ilpe.n:Jio)Kel-!1151 06513yerc.51 

nperoTaBTL JKOHcOH & J[KOHCOH OT9eT 06 yHYTOeH Ipenapara, cOJepKai ocHoBny1o 

11H!pOpMaQmO O cep:irn Ilpenaparn, HOMCp 11 )laTy AKU.CnTa ocpepTbl, nptt'111HY HCHCllOJlb30BaHH5l 

Ilpenapara B TCYCHHe cpoKa rD)lHOCTH, KOJ1119CCTBC YHl1'1TO)I<el-!Hb1X ynaKOBOK Ilpenaparn, .uare ero 
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BCEM fOCY)lAPCTBEHHbIM, MYHI1UI1TIAJ1bHbIM Y4PE)K,[(EHI15IMI13)lPABOOXPAHEHIDI l1 
OPfAHAM l1Cl10J1Hl1TEJ1bHOJ1 BJ1ACTI1 B C<DEPE 3)lPABOOXPAHEHI15I 

YHH'lTO>KeHH51 C npe,n:OCTaBJJem,eM 3asepeHHOH A.n:pecaTOM Tipe,n:JJOiKeHH51 J,fJIJ,f TionyqaTeJJCM Tipenaparn 
KOn1111 aKTa O6 yHHITOKCHH Tipenaparn. 

3. IIPOIE IIOJIOKEHI 
3 .1. CTOpOHbl nOHI-IMalOT 11 B3aHMHO npmHaJOT, 'ITO 7-l:>KOI-ICOH & 7-l:>KOHCOH HC HCCCT OTBCTCTBCHHOCT 3a 

JanLHciIIee 06ecneueHe Hauenro IIpenapaToM. CoorercryIoe rapaIT cbepe oxpaHL 

:mopOBb51, yCTaHOBJICHHbie 3aKOHO,n:aTeJJhCTBOM Pocc11HCKOH <l>e.n:epaL1.HH, HecyT oprnHbl 

rocy;.1,apCTBCHHOH BJlaCTl1 11 opraHbl MCCTHOro caMoynpaBJJCHl151, a TaK>Ke .D:OJl>KHOCTHblC JlHLl.a 
opraH113aL1.HH B npe.n:enax CBOHX nOJIHOMO'HIH. 

3 .2. 1-1:>KOHCOH & 7-l:>KOHCOH 11 A.n:pecaT Tipe.[lJIO>Kemrn npH3HalOT 11 cornawa10TC51, 'ITO mo6oe 

B3UHMO,[\CHCTBHe y1<aJaHHhlX Jll1LI. B paMKax HaCTomuero Tipe.n:nm1<eHH51 He o6513b!BaeT A.n:pecarn 

npe.n:JJO>Kemrn HH B Koei°'.\ Mcpe np1106pernTb, 11CllOJlb30BaTb, peI<OMCH,[\OBaTb 11Jll1 o6ecne•rnBaTb 

B03MO>KHOCTb ncnoJib30Bamrn KaKHX-Jll,160 npenapaTOB 7-l:>1<0HCOH & 1-1:)l<OHCOH, HC HanpaBJICHO Ha KaKOe 

JIM6O OTpaHeHe KOKypeH n npeJoTaBneHe IpeMyIecTB B COOTBeTCTB c eiCTByIOIIM 
JaI<OHO.[lffl'CJlbCTBOM P<l> 11 B npe;w11ax KOMneTeHLl.1111 y1rnJaHHblX JIHLI.. 

3.3. A.n:pecaT Tipe.[lJIO>KCHl15l 11aCTOJlm11M npe.n:ocTaBJI5ICT 1-1:>ICOHCOH & 7-l:)ICOHCOH Janepe1me, HMeJ01uee ,[\JI5l 

1-1:>I<OHCOH & Jl:>I<OHCOH cymecrne,rnoe 3Hal!em1e, 0 TOM, 'ITO IlpenapaT 6y.n:eT HCllOJlhJOBaTbCH CTporo no 

Ha3J-Ia'!eH1110, y1<aJaHHOMY B HHCTPYKLl.1111 no Me,[lHl.l,l1HCKOMy npHMCHCl-11110 Ilpenapara, B COOTBCTCTBl11f C 

Tpe6onaHH5lMl1 .n:ei1crny,omero 3UKOHO,[laTCJibCTBa PocCHHCKOH <l>e.n:epaLI.Hlf (BI<JIIOl!aH npHMClllfMblC 

CTaHJWPThl If nop51.[(Kl1 OKa3aHl15l MC.D:lfl..llfHCKOH llOMOWH). B cnyqae eCJilf B COOTBCTCTBHH C lfHCTJ)YI<LI.HCH 

IO MCJUIHHCKOMy npHMeHeHMIo IIperapara Ia1cry 6yJeT BBcJeHO HonyuaTeneM MCHLIIIee 

KOJIIf'JCCTBO nOJJy<ICHHOJ'O Tipenaparn, TO A,11.pecaT TTpe.[J.JlO)l(CHHH rapaHTHpyeT, 'ITO ocrnnweecH 

KOJIIccTBO Ilpenapara 6yJeT Cnon3oBaHo CTporo Io Ha3HaIeHo TaKKe yKa3aH0 OTIeTe 06 
11cnonh30Bam111 Ilpcnapara no cpopMe Ilp11110>1<emrn N2 2. 
3.4. OT•IeT 06 l1CllOJib30BaHH11 ITpenaparn, JIBJ15ICTC51 06JI3aTeJJbHbIM K l1J)C.D.OCTaBJJem110 A.n:pecaTOM 

Tipe.n:rro>1<emrn JOKyMCHTOM, CBHJICTCJICTByIOIIUM O LI.CJleBOM 11Cll0Jlb30Bamrn. B cnyqae, CCJll,J OT'IeT 06 
11CllOJib30BaHHlf TTpenaparn He 6y;(eT npe.D.OCTaBJJCH A.D.pecaTOM Tipe.[lJJO>Kemrn B TC'leHHe 4 (11eTbipex) 
MCC511..lCB C ,[laTbl .D:OCTaBKl1 Tipenaparn, To Jeicrc nacTerO Ipe/1oKeH He 6y/1€T 

pacnpocTpaHHThCJI Ha mo6b1e m11>1e nocne.D.y1omue AKLI.CDThl oqiepThl A.n:pecarn Ilpe.n:no>1<emrn. 

3.5 7-l:)ICOHCOH & 7-l:>KOHCOH H Anpecar Ilpe/UIoKe8 0693y10TC9 B3aMMHO CO6nOJaTL Tpc60BaHM 

3aKoHOJaTenILcTBa B cbepe npoTBoJeicTB KOppyI npeJynpeKJeH KOHbKra HTepccoB 

CTOpoH, O I1Op/Ke O6paIeH Co CBeJCHAMM, COCTaBJIIHOIIHMH KOMMCpICCKyIO, CJ1yKeOHyIO, 

HanIOrOByIO, Bpareonyto Tay HHyIo KOH[JCHMaJILHyIO HHJOpMaHIO, B TOM IHCJIe CO6JI1OJ1aTL 

3aKOHO,[laTeJJbCTBO O 3aTe IepcoHanHIx JaHHrx. AJpecar Ilpe/1oKeHu8 3aBepeT rapaHT11pyeT 

npaBOMepHy1O nepenaYy Kocon & JKOHco nepcoHanHx ,[laHHh!X A.n:pecaTa Tipe.[lJJO>KCHHH B 

paMI<aX 3aKJIIO'JCHl151 .D.3HHOH ocpepTI,I B COOTBCTCTBHH C Tpe6oBaHl1HMH np11MCH11MOro 33KOHO,n:aTeJlbCTBa, 

a raIOKe Ha.n:rre>Kamee yse,n:0Mnett11e cyfrI,eKTOB o Ta1<oi1 nepe.n:aqe Hx nepcouaJJhHbIX .naHHhIX, ecn11 Toro 

Tpe6yeT np11MeHl1MOC 3aI<OI-IO,[laTeJJbCTBO, ,[\JJH tJ:OCTH>I<CIHl51 LI.CJIH: 3aJ<JIJO'lCHl1e, 11CrIOJJHCHHe 11 (mm) 

npe1<pameH11e .D.Or0B0p0B If cornawem1i1 MC>K.D.Y A.D.pecaTOM Tipe,UJIO>KCHl1H 11 7-l:>KOHCOH & 7-l:>KOHCOH. 

A.upecar Tipe,UJJO>Kemrn H 7-l:>KOHCOH & /.l>I<OHCOH 3aBepH10T 11 rapaHrnpyioT o6ecnel!CHHe 

I<OH!p11JJ,eHQHaJJbHOCTl1 11 6e3onacHOCTl1 nepe.uanaeMb!X nepcoHaJJbHb!X ,[laHHb!X npH 11X o6pa6once B 

COOTBCTCTBHH C rpe6oBaHH5IMl1 npHMCHHMOro 33KOHO.D.aTCJlbCTBa. A.D.pecaT Ilpe.[lJIO)l(eHH51 11 7-l:)l(OHCOH & 
1-1:)l(OHCOH 06513YlOTC51 npHHHMaTb Heo6xo,n:HMbie npaBOllhIC, opraH113aUHOHHbie 11 TCXHH'ICCKHC MCJ)bl HJIH 
o6ecne'lHBaJOT HX npHHHTHC ,[\Jill 3am1nb1 llCJ)COHaJibHb!X ,[laHHb!X npH HX nepe,n:aqe Me>K,n:y A.n:pecaTOM 

Tipe,UJIO>KCHl151 l1 7-l:>KOHCOH & ,[l>KOHCOH nocpc,n:CTBOM 3JICKTpOHHblX KaHaJIOB CBH311, MaUJHHHbIX 11 

6yMa)l<Hb!X HOCHTCJICH HHCpopMaUHH HJJH 111-ibIM cnoco6oM. B cnrrne HeCOOTBCTCTBH5l .UCHCTBHTeJJbHOCTl1 

yKa3aHHX B HaCTOIIICM yHKTe 3aBepeHi rapaHT JKoHcon & JKOHCOH HCMCJJICHHO OTKaKeTC 

OT nOJiy<JCHHH nepcoHaJlbHblX .D.aHHb!X OT A.n:pecarn Tipe.[lJIO)l(CHl15l H (111111) B pa3yMHL CpOK npe1<paTHT 

o6pa6oTKy paHee IoJyeHLIx oT A.n:pecarn Ilpe,UJJO)I(CI-IHH nepco11aJibHhIX .D.aHHb!X. 7-l:>KOHCOH & 
JKoHcoH JUI BBIIIOJIHCHM BLIICyKa3aHHO I,eJI HMeeT IpaBO IIpHBJICKaTL TpeTLX II -nocTanmuKOB 

11HqJOpMaUHOHHO-cnpaBO'IHblX ycnyr 11 (HIIH) ycnyr npose.n:emrn ay.[lHTOB/npoBepoK - K o6pa60TKC 
nepco1rnJ1hHb!X )].aHHhIX, llOJJY'lCHHhIX or nepeaHOIIei CT0poH. IIpBneeHe yKa3aHHIX TpeTX JI 

I< o6pa60TKe nepcottaJibHblX ,n:aHHbIX MO>KCT ocymecTBJIHTbC51 TOJibKO npH ycnOBlflf o6ecnel!CHHH HMl1 
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BCEM rocy ,[(APCTBEHHbIM, MYHI1~l1TIAJibHbIM Y4PE)[{)],EHl151Ml1 3)],PABOOXPAHEHI15111 
OPfAHAM l1CTIOJIHI1TEJibHOH BJIACTl1 B C<DEPE 3l-(PABOOXPAHEHI151 

KOHcjrn.nCHU118JlhHOCTH 11 6c3onaCHOCTH nepcOirnJlhHblX .naHHhIX npn HX o6pa60TKC. A.npecaT 

llpe,UJIO)KCHHH 3aBepHeT 11 rapaHTHpyeT llOJIY'lCHl1C cornac1111 cy6bCKTOB HJIH Hanwme 11HhIX npaBOBhIX 

OCHOBaHii J1JI ocymecrnnemrn BLIIIICOIICaHHBX JeCTB CO CTOpOHL /KoHcOH & )[KOHcoH 

3.6 CoBepIrene AnpecaroM Ipe/oKeH eicTB, yKa3aHHIX B n.2.2. 1acToIerO IpeJnoKeHM9, 
6y,neT C'IHTaTbCH aKIenITOM HacToerO IpeJ1oKeHua. AKteIIT HacTOuIerO Ipe/1oKeH B03M0)1(CH 

JlHlllb B nOJIHOM 06beMe. Tom,Ko B '.)TOM CJiy<rne .noroBop O 6e3B03MC3)l,HOH nepe.n.aqe flperraparn ,QJIH 

eJeH oIepaTBHOi HHaLHH cIeIHaJI3Hp0BaHHOi Tepanei paCIpeH JOCTyIa IIaLHCHTOB K 

JIClJCHHIO HHHOB8UHOHHhlMl1 JlCKapCTBCHHhIMH nperrapaTaMH 6y.neT HBJlHThCH 3aKJIHOICHHLIM MCJIy 

,lL)KOHCOH & JKoHcoH n A.npccaTOM flpe,UJIO)l(CHl151 Ha ycJIOBHHX flpe.nnO)l(CHHH. qaCTH'IHhIH 3KUCITT 

npe,QJ10)1(CHH51 ( ocpepTbI), a TaK)KC aKuenT flpe.l.lJIO)KCHHH ( ocpepTbI) Ha HHhIX YCJIOBl151X HC .LI.OfIYCKalOTCH. 

3aKJ1IO'ICHHC .noronopa MC)l(JJ.Y ,U)l(OHCOH & ,U)l<OHCOH 11 AnpecaTOM llpe.[IJIO)KCHHH OCYlUCCTBJ151CTCH nyTeM 

COBepIICHM JCCTB AJpecaTOM IpeJUoKCH B IOpJIKC, IIpCJyCMOTpCHHOM pa3/1en1OM 2 «O6rue 

ycnoB» HacToIerO Ipe/U1oxen (obepT). CopoKynocr IpeJ1oxen (obepT) AKIeIITa 
oqiepTbl npe.ncrnnnmoT co6oit .noronop, no IOJ)HJ(HlJCCKOH np11pOJ(C HBJI51l01Ul1HC.H llO)I<epTBOBaHHCM, 11 I( 

KoTopoMy rrp11MeHH10TC.H HOpMbl crnThH 582 TK PD. B 1ex 6yxrarrepcKoro yera Anpccara 

llpcJ(JIO)l(CHHH CTOHMOCTJ, 0,QHOH ynar<OBI<H llperraparn npHHHMaeTCH paBHOH cne.ny10ll(HM UCHaM 6e3 
H,UC: 

- An6pan (MHH cemeKcrnar) Ta6eTK, 1IOKpLTe IJIeOIHOM 060J10110ii 800 MKr N 60- 18I 
836,61 py6., 
- An16pa (MHH cenIeKcIar) Ta6neTKHI, IIOKpMTL IJeHOIIOii 0601109Roi 200 MKr Ne 60- 181 
836,61 py6., 

- An6paB11 (MHH ceeKcar) Ta6neTK, 1oKpTe IJIeHOIHOi 060/1oKoi 200 MKr Ne 140 - 424 
285,43 py6. 

3.7. Hacrnm11ee flpe.[].JIO)l(CHI-IC ,L(CHCTBHTCJILHO .no 31 JJ.CI<a6pH 2024 ro.na 11 MO)l(CT 6LITb OT03B3HO 
,lL)I<OHCOH & .U)l<OHCOH n mo6oi-i MOMCHT, 

3.8. ,lL)KOHCOII & ,~)l<OHCOH nnpanc OTI<333Tb B pHTHH AKIenTa ObepTL H OTI<a3aTLCH OT 11Cl10JIHCHHH 

CBOHX o6H3aTCJlbCTB 110 HaCTOHlUCMY llpeJ(JIO)l(CHHIO, B CJiy<JaC CCJIH no TCXHHICCKHM /HJI 

JIOTHCTCCKIM IIpHIHaM J[Kocon & )[KOHcoH He MO)KCT ocyll(CCTBHTh ,QOCTaBKY ITpcnapaTa 
IlonyuaTen1o 

3.9. H11 0,QHa 113 CTOpOH ,~oronopa HC nnpanc ocymccTBJIHTh I<aKHC-JIJ160 )],CHCTBHH, 3anpetl.(CHHbIC 

38KOHO,QaTCJibCTBOM PocCHHCKOH <l>eJ(epau1111 11Jll1 111-lbIM 38KOH0)],3TCJlbCTBOM O npOTHBOJ(CHCTBl111 

KOppym~1111, KOTOpoe ,[(aJiee COBMCCTHO 11MCHYCTCH «AHnmoppynu1101-11-1oe 38I<OHO,Q3TCJ1bCTBO» H MO)KCT 

np11MCH51ThC51 I( K8KOH-J11160 O,QHOH HJTl1 o6eHM CTOpOH3M. B .n.onom1emre I( BblillCl13J10)1(CHHOMy 1-111 O,QHa 

3 CTOpOH He BI1paBe OCyIICCTBJITB KaKC-JI6O IIJIaTCKH, IIpCJUIaTaTB JI nepeJaBaT KaKHe-JI6O 

1eHHOCT TOCyJapCTBCHHOMy H/JI MyHHIHIaJIHOMy CJyaICMy, pa6OTHKy OpTaHOB 

rocy.n.apcrne1rnoi1 nnacr11, opraHOB MCCTHoro caMoynpanneH11H, rocyAapcrne1-11-1b1x 11/11n11 

MYH11Ul11l3JlbHhIX opra1-1113au11i-i, K3KOH-mt6o llOJJl1Tl1lJCCKOH napT1111 u/11m1 KaH.l.(H,QaTy Ha J(0JI)l(H0CTb B 

opraHax rocy.napCTBCHHOH BJiaCTH HJIH MCCTHOro cal\10ynpaBJ1CHl151, JIH6o 'HHOMY TpeneMy J111L(Y, 

CBH38HHOMY BO C)],CJIKOH, CCJIH 3TO llj)11BC,[(CT K 1-1apywem110 AHTl1Koppyrru110HHOrO 3aKOHOJJ,aTeJibCTBa. 

3.10. CTOpOHhl ocno6mI<.naIOTCH OT OTBCTCTBCHHOCTl1 38 flOJII-IOe 11J111 'laCTHlJHOC HCBbinOJIHCHHC 

o6H3aTCJlhCTB no H3CT05llll.CMY J(OroBopy, CCJJH 3TO HCBbll10J1HCHl1C 51BHJ10Cb CJ1C,UCTB11CM o6cT05ITCJlbCTB 

Henpeo,uomtMOH Cl1Jlhl Bl(JIIOlJafl HaBOJ(HCHHC, llO)l<ap, 3CMJ1CTpHCCHHe 11 .npyr11e CTHXl1HHhlC 6eJJ,CTBHH, 

BOHHY' BOCHHbie ,QCHCTBHH BCCX B11.[10B, 1a6acTOBKY nepcmrnna, rpa)l(J(aHCKl1X 6ecnopHJJ.I<OB, asap1111 Ha 

Tpa1-1cnopTe, 6JIOK3.l.(bl, 3l111,QCMl111 11J111 naH,QCMHH, a paBHO BBC.[ICHHC ynoJIHOMOlJCHHblMH 

rocy.[(apcTBeHHb!MH opraHaMH pC)l<HMa nOBb!lllCHHOH roTOBHOCTH HJIH 11HOro a1-1anorHlJHOrO pe)l(HMa 

CBH3aHHOrO C p11CK8MH H8CTYITJICHl151 o6cTOHTCJlbCTB He11peo,uon11MOH Cl1Jlbl, a TaK)KC np11HHTHe 

rocy ,napcrne,mLIMH opraHaMH aI<TOB, npenHTCTBYIOll(l1X BhlllOJIHCHHIO o6eHM11 11)111 0,QHOH 113 CTopoH 

o6H33TCJ1bCTB 110 JJ,aHHOMY .norosopy, pyTMX O6CTOTeJIBCTB, KOTOpLIC MOT yT I1OBJIHTB Ha BhinOJIHCHl1C 

o6H33TCJlbCTB ITO HaCT051ll(CMY J.(Oronopy, CropoHa, ,QJIH I<OTOpOH BhinOJ1HeH11e o6H3aTCJILCTB CTano 
HCB03MO)l<Hb!M BCJ1C.l.(CTBl1C HacTynnemrn o6CTOHTCJ1bCTB Henpeo.l.(OJIHMOH CHJlbI, ,L(0Jl)l(H8 B TClJCHHe 3 
(Tpex) pa6o<mx ,UHCH C MOMCHTa HaCTynnemrn yI<a33HHhIX o6CT051TCJlbCTB JII06LIM ,QOCTYITHbIM B JaHHLX 

o6CT051TCJ1LCTBax crroco6oM yBe[OMMTL JpyIyIO CTOpOHy O HaIaJI, OKMJIaCMOM cpoI<e ,UCHCTBl151 11 
npeI<pamemm yKa3aHHh!X o6cTOHTCJlbCTB. Ecm, HCB03MO)l(HOCTh llOJTHOro 11J111 lJaCTHlJHOro BhinOJIHCHHH 
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BCEM f'OCY)].APCTBEHHbIM, MYHI1ll,11TTAJibHbIM Y4PE)K)].EHl15IMI13)].PABOOXPAHEHI151 I1 
OPfAHAM I1CTTOJIHI1TEJibHOI1 BJIACTH B C<DEPE 3)].PABOOXPAHEHI151 

ofonaTCJibCTB L(JI5! OL(HOH H3 Crnpott L(Jil1TC5! 6onee 1 ( OL(HOro) MecJiua, L(pyra51 Crnpotta HMeeT npaBo 
l10JIHOCTbIO 11Jil1 LJaCTJ1LJHQ 0TKa3aTbC5! OT L(0roBopa, nl1CbMeHH0 H3BeCTl1B 06 '.HOM .n:pyryio CTopotty. flp11 
3T0M CropOHbl .ll:0JI)l(Hb) npoBeCTH neperOB0pbl C UCJiblO 01.1,CHKH CHTyau,1m 11 Bb!pa6oTKH 
B3aHM011pHeMJICMblX peweHHH. B CJiy'-!ae eCJIH L(CHCTBl1e o6CT05ITCJibCTB HCTIJ)COL(OJIHMOH CHJlbl L(JIHTC5! 
MCHCC I ( 0.[(HOro) Mecnu,a, cporrn HCTI0J1HCHH51 o65!3aTCJ1bCTB CTOJ)OH np0L(JICBa!OTC5! Ha nepH0L( HX 
L(CHCTBHH. 

3.11. Bee cnopbl JI pa3H0T1aCH, B03HHKaIOIIHe IO HaCTOIICMy J0r0B0py HJIH B CBll3H C HHM, 
pa3penamor nyreM neperoBop0B. Jo nepenam cropa Ha pa3pemeH11e cy,ua crnpoHbI np11MyT Mepbl K 
ero yperyn11poBaH11I0 B npcTeH3110HHOM nopl!,UKe. flo nony'-!eHHOH npeTCH31111 CT0J)0Ha L(0JI)l(Ha ,D.aTb 
1111CbMCHHblH 0TBeT no cyuiecrny B cpoK I-IC 1103.[(HCC IO (J~CCHTH) KaJieHL(apHbIX ,UIICH C .n:aTbl ee TI0JIYLJCHHfl. 
8 CJiy'-!aC HeB03M0)I<H0CTH pa3pewemrn cnopoB HJ111 pa3Hornacui IyTeM IeperoBopoB, 0H noJeKaT 
pa3pewe1111I0 Ap6i-ITpa)l(Hb]M cy.[(0M ropo.n:a MOCKBbl B TI0J)JJL(KC, ycTaH0BJICHH0M 3aK0H0L(aTCJ1bCTB0M 
Pocciicxoii be€pa., 

«sic«of ,so-"o,» 
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[HA EJIAHKE YlJPE)I(,[(EHI15I) 

cx. Ne Kya: 121614, r. MocKea, yn. KphrnaTcKall, 17, Kopn. 2 
Ten.: (495) 580-77-77, <l>aKc: (495) 580-78-78 

(( » 20 r. 
KOi\ly: 000 «)].lKOHCOH & )],lKOHCOH» 

AKI.ICDT o!J>epTbl 

HacTOlllllHM_c-c-------------------------,----------~-~------- 
)xaan a»en0Mane roc y,ape Toro H.1 ya or o ypk,1et 3,1pa0oxpaMes moo cno.re.noro oprana rocy,1aper eoi tac m cbepe 11paooxpane 

HaJJIeKaIIIHM 06pa30M CO3J1aHHOe H JeiCTByHOIIIee B COOTBeTCTBH C 3aKOHOJIaTeJILCTBOM PoccicKOji Dey1epa, 
Of PH:_______________ 11HH: c MecTOM 
HaxolKaeHHll no aapecy: _ 

B flHl.le ---------------------------------------------- 

JeiCTByHOIII Ha OCHOBaHHH 

(aanee - AapecaT IlpeAJIOlKClllut\AK1.1enTaHT) DOJIIIOCTl,IO np111111M3CT YCJIOBIIH pa3MemeHHOrO O6mecTBOM C 
orpaHH'IeHHOH OTBeTCTBeHHOCTblO «)],lKOHCOH & )],lKOHCOH», IOPHllH'IeCKOe flHI.10, HaanelKalllHM o6pa30M C03llaHHOe 
H aetlcrny10mee B coorneTCTBHH c JaKoHoaaTemcrnoM PoccHHCKOH <lleaepa1.1HH, OfPH: 1027725022940, HHH: 
7725216105, c MeCTOM HaXO)l(lleHHJI no aapecy: 121614, r. MoCKBa, yn. KpbinaTCKaJI, a. 17, KOpn. 2, B flHl..le 
TenepanHoro peKTOpa Ky3He1oBa MaKcMa EBreHteBIa, JeiCTByBOIIIeTO Ha OCHOBaHH CTaBa (aanee - 
«,lJ.lKOIICOH & )],lKOIICOH») IlpCAJIOlKCIIIIH (o!J>epTbt) c IICX. HoMepoM 0304-1/24 OT 03 anpeJIH 2024 roi:.a o 
6e3B03Me3aHoM npeaocrneneHHH neKapcrneHHoro npenaparn anll MellHI..IHHCKOro npHMeHeHHll c MHH ceneKCHnar 
B IeJIX OIIepaTBHOi HHIHaIIHH CIIeIaJI3Hp0BaHHOii Tepane H pacurnpeHHJI llOCTyna na1..1HeHTOB K 
COBpeMeHHOH HHHOBal.lHOHHOH TepanHH C HCnonb30BaHHe~-I neKapcrneHHOro npenaparn llflll MellHI..IHHCKOrO 
npHMeHeHHJI C MHH ceneKCHnar, TOproBbIM HaHMeHOBaHHeM An6paBH (aanee - IlpenapaT), H npeaocrnem1eT 
CJIeJIyIOIIH CBCJICHH, HeOSXOJIIMLe JI aKIeIITa TaKOii oepTr: 

HnbopMau o6 opramu3a - Ilonyuarene IIpenapara 

HaMeHoBaHe opraH3a: 
(yKa3aTL HaHMCHOBaHHe non1y4aTe JI9, ynonHOMOlfCHHOro 
np11HIIM3Tb II IICTTOJlb30BaTb neKapcTBeHHble cpe.acTea .QJIH OKaJaHWI 
Me)111UIIHCKOtt nOMOU111) 

Aapec aoctaBKH Ilpenaparn, BHeceHHbIH e 11C 
M,l..l.JIIT 
11HH/KITI1: 
Konw1ecrno fla1..1HeHTOB, COOTBeTCTBYIOlllHX 
ycnOBHJIM I1peanolKeHHJI H OTpalKeHHOe Ha CTp.2 Bcero fla1..1HeHTOB 
AKen1Ta ObepTI: 
KonH'leCTBO ynaKOBOK (06111ee KOnlt4eCTBO no K3)1()10tt 
A0311pOBKe OpenapaTa, nonyYeHHOe nyTeM YMHO)Kemrn KOJllflteCTBa 
ynaKoaoK no npe/J,JlO)l(eH11t0 11a Ka)l(11oro nauue11Ta II Kom14ecrna 
nauueHTOB, IIMe1ow.ux rpa>K.a;aHCTBO P<JJ, KOTOpblM pewemteM 
BpaIeoHoi KOMIICCHH, KOHcHIyMa Bpare I JIe4au[er0 Bpa4a 
BnepBIe Ha3Harena Tepana c npMenenueM Ipenapara c MHH 
cenKcInar, oTpakeHHOe Ha cTp.2 Hacrouero AKenTa o<j,epTbt) 

1) An6paBH (MHH ceneKcHnar) rn6neTKH, noKpbIThie 
Bcero ynaKOBOK; nneHO'IHOH o6ono'!KOH 800 MKr N~ 60, 

2) An6paBH (MHH ceneKCHnar) rn6neTKH, noKpbITbie 
Bcero vnaKOBOK; IJIeHO9HOM 060/104Ko0ii 200 MKr Ne 60, 

3) An6paBH (MHH ceneKcHnar) rn6neTKH, noKpbITbie 
Bcero vnaKOBOK. nneHO'IHOH o6ono'IKOH 200 MKr N 140. 



[HA EJIAHKE Y1IPE)K,[(EHIDI] 

KoHTaKTHLie ,IJ;aHHbie co CTOpOHbl opramna111rn - IloJiy<IaTCJIH 

Mo6Hi TenIeboH: I 

HaCTOllll.\11M AJpecaT IIpeJoeH/AKI,eIITaHT IIpJOCTaBJIeT HKeCJIeJyIOIIee 3aBepeHHe 06 

o6CTOl!TeJibCTBax, HMCHOIIIHX 3HaIeHe J1JI 3aKJIIO'-leHl1ll ,11.0fOBOpa, 11 TeM caMblM np11H11MaeT Ha ce6l! 

OTBeTCTBeHHOCTb 3a COOTBeTCTBl1e 3aBepeHl1ll ,11.eHCTBl1TeJibHOCTl1 B CHJIy IyHKTa I CTaTbl1 431.2 rK Pcti: 

Pell1eH11eM (spa'-1e6HOH KOMl1CCH11/ KOHCl1Jil1yMa spa'-leii/ Jie'-lall.\ero 

spa'-Ia) (KOJIH'-lecrno '-111CJIOM 11 npon11cb10) rpalK,11.aH11tty(-aM) Pcti BTIEPBh!E Ha3Ha'-leHa Tepan11H c 

np11MeHeH11eM ne1<apcrneHHoro Ilpenaparn c MHH cene1<c11nar c ,11.11arno30M nero'-!HaH apTep11anbHal! rnnepTeH311ll 
(,11.anee - «Ilal.{11eHrn ). 

B COOTBeTCTBl1H C TPe6osaHl1llMl1 npm,teHHMOro 3aKOHO,ll.aTeJibCTBa pell1eH11e ocpopMneHO B B11,11.e: 

• npoTOKOJia N2 0T (( )) 20_ r., KOTOpbIH, cpe,11.11 npo'-!ero, co,11.eplKl1T 
CJIeJIy HOIIHe CBeJICHH: 

I. ,11.arn npose,11.eHl1ll 3ace,11.aHl1ll Bpa'-1e6HOH KOMHCCHH 11JIH KOHCIyMa Bpare JI peIIeHH JIeaerO BpaIa: 
« » 20_r.; 

2. pelllettne Bpa'-1e6ttoi1 KOMHCCHH HJIH KOHCHIyMa BpaIeii I JIeIaIerO BpaIa 

BKJIIO'-lal! y1<a3att11e tteo6xo,11.11Moro KOJIH'-lecrna ynaKOBOK Ilpenaparn Ha 
11 era 06octtosatt11e, 

Ka/OTO IaIHeHTa 

CBeJeH O peIIICHHH Bpa6HORI KOMHCCHH HI KOHCJIyMa Bpaei I JeaIIerO BpaIa OTpaKeHLI B 
COOTBeTCTBYIOII.\eH Me,11.HL{HHCKOH ,11.0KyMeHTal{HH Ilal{Hettrn(-os). 

11Jll1 

3an11c11 B Me,11.HL{HHCKOH ,11.0KyMeHTal{HH nal.{11ettrn, B KOTOpOH, cpe,11.11 npo'-lero, co,11.eplKaTCll cne.L{ylOII.\He 
CBCJ[CHA: 

I. ,11.arn BbJHeCeHHll pellleHHll O Ha3Ha'-leHHH Ilpenaparn: « __ » 20 r.; 

2. 060CHOBatt11e pellleHHll o Ha3HareH IpenapaTa, BKJIHOIa yKa3aHHe HeOOXOJIHMOTO IaIHeHTy 
KOJIecTBa ynIaKOBOK Ipenapara 

flp11JIOlKeHHll. 

I1p11nara10TCll CJie.L{yIOII.\He ,11.0KyMeHTbI, 3aBepeHHbie TIO,L{TIHCblO ynOJIHOMO'-leHHOro JIHL{a 11 ne'-laTblO A,lI.pecaTa 
Ipe/Io0KeH\AKIenITaHTa: 

I. KapTO'-IKa 10p11,11.11'-1ec1<oro JIHL{a - A.Llpecarn I1pe.L{nOlKett11H\A1<L{enrnttrn 11 I1ony'-laTenH. 

2. KonHll ,ll.OBepeHHOCTl1 Ha nony'-lett11e I1penaparn C yKa3aHHeM ynonHOMO'-leHHOro JIHL{a / BbITIHCKa 113 

np111<a3a O Ha3Ha'-leHl1H ynoJIHOMO'-leHHOro JIHL{a Ha COOTBeTCTBYIOII.\YIO ,11.0JllKHOCTb. 



[HA EJIAHKE Y1IPE)l(,l],EHIDI] 
C yBaKeHHeM, 

_noJIJKHOCTb 

11 H311MeHOB3HHe 

opratt113a1{1111 AApecarn TipeL1JIOJKettm1/ AKL{enrnttrn 

<Dl10 



[HA EJIAHKE YlIPE)K.ll:EHH51] 

IlpHnOJKem1e N2l K aKI.(emy o<jJepTbI l1cx. N2 _ OT «_» 2024 r. 

Kaproua 1oprecroro na 
Mn/n HawweHoeaHue JanoJ1HRe.Mo20 nonR CeeoeHUR 06 opzaHU3GL/UU IIpuweuanue 

1 Ion1Hoe HaHMeHOBaHMe 

opraHH3aQHH 

2 KpaTKOe HaHMeHOBaHHe 

opraHH3aQHH 

3 A):(pec IOpHJJ.H11ecKHH 

4 A):(pec no11TOBbIH 

5 HHH 

6 KITIT 

7 HaHMeHOBaHHe 6aHKa, B T.11. MeCTO 

(ropOJJ.) HaXO)K)],eHHJI 

8 PacueTHL CIeT 

9 KoppenoHJeHTCK CIeT 

10 6HK 

C yBaKeHHCM, 

.D:oJI)KHOCTb H HaHMeHOBaHHe 

OpraH3a Apecara IIpeJIoKeH/AKeIITaHTa 

/cf>HO/ 



[HA EJIAHKE Y1IPE)I{.l1:EHIDI] 

Hex. N --- Kya: 121614, r. MocKBa, yrr. KphrnaTcKaJI, 17, Kopn. 2 
Terr.: (495) 580-77-77, <l>aKc: (495) 580-78-78 

« » 202 r. ---- 

B 

KoMy: OOO «JKOHCOH & JKOHCOH» 

Orser 
06 HCU0Jib30BaHHH JieKapCTBCHIIOro npenapaTa 

AJIH MCAHIIHHCKoro npuMeueuuH c MHH ceJieKcunar 

JKOHCOH» 

(Janee 
npecar IIpeJJoKeHg\ AKIeIITaHT), 3aKJIHOIeHHBIM IIOCpeJICTBOM aKIeIITa IIpeJ1OKeHI 

OOO «JKOHCOH & JKOHCOH» O npe,D.OCTaBJieHHH ynaKOBOK rreKapcrneHHOro npenaparn ,D.JIJI Me,D.Hl_\HHCKOro 

npttMeHeHHJI c MHH cerreKettnar B CJIeJIyIOIIICM KOJIIeCTBe: L_J ynaKOBOK An6paBH (MHH cerreKettnar) rn6rreTKH, 

noKphIThie nrreHO'-IHOH o6orro'-!KOH 800 MKr N 60, L_J ynaKOBOK An6pasn (MHH cerreKcnnar) Ta6JIeTKH, IIOKpLITLIe 

nrreHO'-IHOH o6orro'-IKOH 200 MKr Ne 60, ( ) ynaKooK An6pan (MHH cerreKcttnar) Ta6JIeTKH, IIOKpLITLIe 

IIJieHO'-IHOH o60JIO'-IKOH 200 MKr N 140 (.riarree - «llpenapaT») B OTHOilleHHH - L_J nautteHTa( OB) B COOTBeTCTBHH 

C IIHCbMOM (AKueIITOM ocpepTbI) A,D.pecarn llpe,D.JIO)KeHttJI\AKuenTaHTa O 6e3B03Me3AHOM npe,D.OCTaBJieHHH 

llpenaparn ncx. N2. OT , HanpasrrneM BaM crreAy10myio ttHcpopMaumo 

COOTBeTCTBHH C ,D.OroBOpOM 000 & 

06 HCIIOJib30BaHHH llpenaparn: 

Ind0pMau o6 opran3au - noyrarere IIpenapara 
HaMeHoBaHe opraH3a. 
A,D.pec: 

TerrecboH: 

HmJiopl\tal.\HH 06 ucnoJibJ0Bauuu Ilpenaparn 
N .l1:aHHhJe o nauneHTe Korrtt'-lecrno ,n:arn \,n:aThI Korrtt'-!eCTBO 

(HOMep H ,D.arn HCIIOJihJOBaHHbIX ynaKOBOK nepe,D.a'-!tt HeHCIIOJibJOBaHHh!X 
IIpOTOKOJia perneHHJI IIaIHeHTy ynaKOBOK** 

Bpaqe6HOH KOMHCCHH, 
KOHCHJittyMaBpaqej;i 

nrrtt rreqamero spaqa) * 
I. L_J ynaKOBOK An6pastt 

(MHH cerreKcttnar) 
rn6rreTKH, IIOKpb!Tb!e 
IJIeHOIHOi 060J101Koii 800 
MKr N 60, L_J ynaKOBOK 
An6paBH (MHH 
cerreKcttnar) Ta6rreTKH, 
IIOKpblThie IIJIeHOIHOi 
o6orro'-!KOH 200 MKr N2 60, 
L_J ynaKOBOK An6pastt 
(MHH cerreKcnnar) 
Ta6rreTKH, IIOKpbIThie 
IIJieHO'-IHOH o6orro'-!KOH 200 
MKr N2 140 



[HA EJIAHKE Yl.JPE)l(,[(EHIDI] 

2. 

* YKa3aTb HOMep npOTOKOJia 11 .naTy perneHml Bpa1.Je6HOH KOMHCCHH, KOHCHJIHyMa Bpa'-leH, HJIH rre'-!all(ero Bpa'-!a, B 
COOTBeTCTBHH C KOTOpLIM IaIeHTy 6LI Ha3HaveH IIpenapaT 

**EcrrH npenapaT He 6bIJI IlOJIHOCTb!O HCilOJib30BaH, Heo6xo.n11MO yKa3aTb npH'-IHHy: 

[.nomKHOCTb] /<!>HO/ 
[HaMeoBaHe OpraH3a ApecaTa IpeJoKeH\AKIeIITaHTa] 


