
BCEM f'OCY,[l;APCTBEHHbIM, MYHI11lJ1TIAJU,HbIM Yt.IPE)K,[l;EHI15IMI13,[l;PABOOXPAHEHI15I I1 
OPf'AHAM I1CTIOJIHI1TEJibHOfi BJIACTI1 B C<l>EPE 3,[l;PABOOXPAHEHI15I 

npe,1J,J10:.KeH11e o Jairnw1.JeH1111 ,1J,or0Bopa 

B OTHOllleH1111 6eJB03Me3,[),Hoii nepe,1J,a•u1 ne1rnpcTBeHHOro npenapaTa no,[), MHH ryceJJb!.Yl\rn6 

B u,eJJHX onepaTHBHOii 11H111.1,11au,1111 cneu,11amn11p0Ba1-1Hofi Tepan11eii II pacll111peH1rn ,[l,OCTyna nau,11eHTOB, 

CTpa,[1,alOlll,IIX ncopHaJOM II ncop11aTH1.Jec1rnM apTpllTOM, I. COBpeMeHHOH IIHHOBaU,IIOHHOH Tepanm1 C 

IICII0J1b30BaHHel\l nei.apCTBeHHOro npenapaTa ,[l,JlH l\le,[),llll,IIHCli:Oro np11MeHeHIIH C MHH ryceJJbl.yMa6 

Hex. oMep N _2301-1/23 
r. MocKBa «23» 5IHBap5I 2023 roJJ,a 

O61ecTBO C OIpaHHIeHHOi 0TBeTcTBeHH0cTLO «/[KOHcOH & /KOHCOH», IOpIIIeCK0e JI1I0, 

HaJIeKaIIM 06pa30M C03)],aHH0e H JJ,ettcrnyIOll.l,ee B C00TBeTCTBHH C 3aK0H0JJ,aTeJibCTB0M PocCHHCI<OH 

<DeJJ,epaIJ,HH, OfPH: 1027725022940, HHH: 7725216105, c MeCTOM HaxmKJJ,emrn no aJJ,pecy: 121614, r. 

MocKBa, yn. KpaTCKa, JI 17, rwpn. 2, B JIHIJ,e feHepaJibHOro JJ,HpeKTopa IIoroJJ,HHOH EKaTepHHbI 

Bop1coBHL, JeiicTByIOIei Ha 0CH0BaHII cTaBa (1aIee «JKOIICOn & JIKOHICO1»), 

IIPHHIIMA5.I BO BHIMAHE, ITO 

(A) IIcopa3 - XpOecKoe IMMyH0aCCOIHHp0BaHH0e CHCTeMH0e 3a60J1eBaHe My JILTbaKTOpManILHOi 

IIpIp0JILI C J0MIIHHpyIOIIIIIM 3HaIeHIIeM B pa3BITIIHI TeHeTIIIeCKIX baKTOp0B, XapaKTep13yIo1eec 

npeHMyll.l,eCTBeHHbIM nopa)KeHHeM l(Q)KH H LJaCTbIMH naTOJI0ruqecKHMH H3MeHeHH5IMH onopH0- 

,[l,BHraTeJibH0ro annapaTa. [1, 14]. Han6onee '-JaCT0 ,[l,e6JOT 3a60JieBa1-11rn npHX0,[l,11TC51 Ha MOJIO)],OH B03pacT 

- ,[1,0 20-25 er [2] ,D;o 40% naIJ,HeHT0B C IIC0pHa30M IMeIOT CpeJIHIOIO H TKeJIyIO CTeIICHL TIKeCTI 

3a6oJieBaHH51. Ka)K,[l,bIH qernepTbIH naIJ,HeHT C ncop1'Ia30M CTpa,[1,aeT ncopuan1qeCKHM apTpHTOM npH 3T0M 

y 70% 60/1LHLIX IIC0pIa3 IIOBJIeTC paHLIIe II0paKeHI 0II0pH0-JIBIITaTeJILH0r0 annaparn, y 20% - 

0,[l,H0BpeMeHH0, y 15-20% 60JibHbIX - ncopnan1qec1rntt apTpHT B03HHKaeT ,[1,0 nepBbIX l(JIJ,JHHqecKHX 

npOBIeHIi ncopa3a. IlcopnaTuecK apTpIT, B B0IO OIepeJIE, XapaKTep13y1OTC 60/1ee BLIC0KIM 

pncK0M pa3BHTH5I m1rnpeHH51, HHcymrn-pe3HCTeHTH0CTH, caxapHoro ,[l,Ha6eTa 2 nma, MeTa6om,1qecKoro 

CHHJIp0Ma, apTepHanILHOi THIIepTOHHI, JIICJIIIJeMHI, CepJIeIH0-C0CyJICTLIX 3a601eBaHii, pa 

HepBHo-nc11xnqec1u1x paccTpottcrn 11 cjm6po1v1nannrn no cpaBHeHHIO c o6ll.J,ett nonyn51IJ,Hett. IIcopHa3 H 

IICOpHaTIeCKi apTpHT C0IIp0B0KJaIOTCI CHIKHIeM KaIeCTBa KH3HI 6OJ1LHLIX KaK B pe3yITaTe 

nporpeccupy10ll.J,ero nopa)Kemrn KOCTHo-cycTaBHoro annaparn, TaK H II0 IIpHHIHe K0KHBIX npo51BJieHHH 

[3]. IIporpeccnpyrollJ,a51 co BpeMeHeM HHBaJIH,[l,H3aIJ,H5I npHB0,[l,HT K ,[l,OnOJIHHTeJibHOH cjnrnaHCOBOH 

Harpy3Ke Ha 610)],)KeT B CB513H C Heo6xO,[l,HMOCTblO BbJTIJiaT C0IJ,HaJibHbIX noco6ntt H npe,[1,0CTaBJiem1eM 

JibrOT 3THM 6oJibHbIM. 

(B) CpenH TKe1a ]OpMLI IIOpHa3a TaKKe C0IIpKeHLI C II0BLIIIeHHLIM pICK0M pa3BIT1 p1a 

C0IIyTCTByIOIIIHIX HapyIIeHi 3J10p0BL, TaKHIX KaK CepIeIH0-COCyJIHICTLIe 3a601eBaHI, JJ,Ha6eT, 

Q)KHpeHHe, 6oJie3Hb KpoHa, HHcjrnpKT MHOKapJJ,a, 513BeHHbIH KOJIHT, MeTa60JIHqecKHH CHH,[1,p0M, J,IHCYJibT H 
3a6oneBamrn neqeHH [ 4]. 

y M0JI0,[l,bIX naIJ,HeHTOB C ncopHa30M pHCK CMepTH OT cepJJ,eqHo-cocy,[l,HCTbIX 3a6oJieBaHHH Bbillle, qeM B 

cpe,[1,HeM B nonyJIJIIJ,HH, Ha 50%; y 6oJibHbIX crnpwe 30 I1eT B 3 pa3a BLIe pHCK pa3BHUI51 HHcjrnpKTa 

MH0KapJJ,a, I<aK CJie,[l,CTBHe np0,[1,0JI)KJ1TeJibH0CTb )KjfiJ-111 MeHbllle B cpe,[1,HeM Ha 5- 7er [3] 

(B) IIaIJ,HeHThr co cpe,[1,Hern)KeJI011 H T5J)Kenoi1 cjJopMott IICO, Hy)K,[l,a10ll.J,Hec51 B fl113II, B TOM ICJIe IIpI 

1-rnnwnrn cjJaruopoB I-Ie6naronpH51THoro npon-rn3a, ,[l,0mKI-IbI nonycrnTh neKapcTBer-rnoe 06ecneqem1e 3TOH 

rpynnott npenapaT0B CB0eBpeMeI-IH0 ,[1,0 n051BJieHH5I y HHX npH3HaKOB HHBaJIH,[l,J,l3aIJ,HH. <f>aKTOpbr 

He6naronpH51THoro nporHo3a pa3BHTH5I IICA H yxy,[l,wemrn Kaqecrna )KH3I-IH Bl(JIJOqaroT BbIC0KYJO 

,[l,JIHTeJibI-I0CTb 3a6oneBaI-IH51 (6onee 25 neT), ncop11a3 npo6neMI-IOH noKaJIH3aIJ,HH, ncopua1 Harrett, 

ceMeiHii aHaMHe3 ncopa3a, cyoKJIHuecKoe CKeJI€TH0-MBIIIIeIH0e BOCIaJIeHe, HaJIIIIe 

CbIB0poTOqHbIX 6noMapKepoB [ 11]. 
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BCEM rocY,n;APCTBEHHbIM, MYHI11JJ1TIAJibHbIM Y1IPE)l{,n;EHI15IMI13,n;PABOOXPAHEHI151 l1 
OPrAHAM l1CTIOJIHI1TEJibHOH BJIACTI1 B C<l>EPE 3,n;PABOOXPAHEHI151 

(r) ryceJibKyMa6 - nepBblH npe,n:cTaBHTeJib KJiacca i:-rnrn6HTOpOB HHTeprreHKHHa-23, npe,n:Ha3HaqeHHbIH 
,n:mr TepanHH nau,HeHTOB co cpe,n:HeT51)KeJibIM H DDKeJiblM 6mrrneqHbIM ncopHa30M [5]. IIpenapaT 
npo,n:eMOHCTpHpOBaJI npeHMyw,eCTBO B 3cj)cpeKTHBHOCTH no JIOCTIKCHHIO IIOITH ITO KOKH B TeIeHe 
nepsoro ro,n:a Tepanm1(,n:o +30%) no cpaBHeHHIO c i:-rnrnfoITopoM cpaKTopa HeKpo3a onyxom1 arrbcpa 
(a/aJMyMa6), IIHroMTOpOM HTepnIeiika-I7 (ceKyKHyMa6), ITH6MTOpOM HTepnIeiiKHa 12/23 
(ycTeKHHyMa6) [6, 7, 8, 9, 13]. 

CornaCHO ,n:aHHbIM paH,[(OMH3HpOBaHHbIX KJIHHWJeCKHX HCCJie,n:oBaHHi:'I, I( 16 He,n:ene Tepamm 91,2% 
nau,ueHTOB ,n:ocTHraIOT CHH)I(emrn 1rn,n:eKca pacnpocTpaHeHHOCTH H T5l)I(ecn1 ncop1,ia3a Ha 75% (PASI 75), 
y 73,3% nau,HeHTOB npmmrremrn 3a6orreBamrn yMeHblliaIOTC51 Ha 90% (PASI 90 - noqn1 nonHoe 
OIene Kox1) [8]. Tepe3 48 tte,n:errb Tepamrn 84 % nau,HeHTOB ,n:ocniraIOT nm<a3aTeJI51 «noqn1 LIHCTa51 
KmKa» (PASI 90), a 75% nau,HeHTOB coxpaH51IOT cBoi:'1 orneT Ha TepanHIO ryceJibKyMa6oM B Teqem1e 5 neT 
[12]. 

CornacHo PacnopmKeHHIO IIpaBHTeJibCTBa N2 3073-p OT 30 oKrn6p51 2021 rycerrhKyMa6, mrn10qeH B 
Ilepe'-IeHb )l(H3HeHI-IO Heo6xo,n:HMbIX H Ba)lrneHllIHX rrer<apCTBeHHblX npenapaTOB ,[(JI51 Me,[(HIJ,HHCKOro 
npHMeHemrn ()KHBJ1Il) [10]. 

rycerrbI<yMa6 BI<JIIO'-IeH B KJIHHIeCKHe peKOMeHJIaIIH IIO se,n:emuo 6orrbHbIX c ncopHa3oM, o,n:o6peHHbie 
Hay IO-IIpaKTIeCKHIM COBeTOM M3 Pb [I]. 

PYKOBO,[(CTBY5ICb n. 1 CT. 432, n. 2, 3 CT. 434, n. 1 CT. 435, n. 2 CT. 437, n. 3 CT. 438 rpmK,n:aHCI<Oro KO,[(eKCa 

Pocciicxoii De/epaI, 

HACTO.Hlll,HM IlPE,II;JIAr AET 

JII06bIM rocy,n:apCTBeHHbIM, MYI-IHIJ,ImaJibHblM yqpe)I(,[(eHH5IM 3,n:pasooxpaHemrn H opraHaM 
HcnorrmueJibHOH srracn1 B ccpepe 3,n:paBooxpattemrn (,n:arree - «A,n:pecaT Ilpe,n:rro)Kemrn») 3a1<JIIOLIHTb 
,n:oroBop B OTHOlllemm 6e3B03Me3,n:HoH nepe,n:aqH IlpenapaTa B u,err5IX onepaTHBHOH HHHIJ,HaIJ,HH 
CIeIan31poBaoi Tepan pacIpeHa ocryna IaIeHTOB-rpa1an PD, CTpaJa10Ix 
cpe,n:HeT5I)KeJIOH H T5I)l(eJIOH cpopMOH ncopHa3a, I< JieqeHHIO HHHOBaIJ,HOHHbIMH JieI<apCTBeHHbIMH 
npenaparnMH Ha ycrroBH5IX 1-1acT05Iw,ero Ilpe,n:rro)I(emrn ( ocpepn1) (,n:arree - «IIpe,n:rro)I(em1e» ): 

1. ITPE,II;MET ,n;oroBOPA 

1. 1. B TeIeHe 30 neii c JaTI IOJIyIeHH OT A,n:pecarn Ilpe,n:rro)I(emrn «A1rn,enrn ocpepTbm ( c 
yKa3aHeM KoJIeTBa yI1aKOBOK nonyIaTen) no ]opMe, ycTaHOBIeHOii IIpJoKeHeM No I K 
HaCT05IW,eMy IIpe,n:rrmKemuo, ocpopMrreHHOrO Ha ocjrnu,HaJibHOM 6naHI(e H 3aBepeHHOro no,n:nHCbIO 
ynoJIHOMO'-IeHHOro m1u,a H neqaTbIO A,n:pecaTa Ilpe,n:rro)I(emrn, ,D;)l<OHCOH & ,D;)KOHCOH o65I3yeTC5I nepe,n:aTb 
A,n:pecaTy Ilpe,n:rro)l<emrn HJIH HHOMY y1rn3a1-1H0My HM norryLiaTerr10 I<aK 3TO onpe,n:erreHo B cT.2 
IIpe/IoeH1, Ha KaIJOIO IaIeHTa, IMeIOIIeTO FpaJ1aHCTBo PD, KOTOpOMy peIeHueM pave6noii 
KOMHCCHH BIIepBLIe Ha3naIeHa TepaIu c IpMeHeneM Ipenapara c MHH ryceJibKy1vm6 (,n:arree - 
«Ila11nenT»), 6e3 B3HMaHH5I onnaTbI IlpenapaT B cne,n:y10w,eM KOJIH'-Iecrne: o,n:1-1y ynaKOBKY TpeMcj_JeH 
(MHH rycerrbKyMa6) pacrnop JJI IIOJIKOKHOFO BBeJeH I00 Mr/MJI, IIIpHI 1 MJI. HJIH pacrnop ,n:rr51 
nO,[(l(O)l(HOro BBe,n:emrn 100 Mr/MJI, IIIIIpHII B IIIpHI-pyIKe - 1 MJI. 
Pewe1-1He o TOM, KaI<a51 IMeHHO b0pMa BLIIyCKa IIOJIeKHT nepe,n:aqe A,n:pecaTy IIpe,n:nmKeI-11151: pacrnop 
,[(Jl51 no,n:KO)l<HOro BBe,n:eHH51 100 Mr/MJI, wnpHU - 1 MJI HJIH pacTBOp ,[(JI51 IlO,[(KO)I(HOro BBe,n:emrn 100 Mr/MJI, 
wnp11u B wnpHu,-pycrKe - 1 MJI., npHHHMaeTC51 ,Il;)I(OHCOH & ,D;)I(OHCOH HCX0,[(51 H3 HX HamI'-IH51. 

2. OElll,HE YCJIOBH.H 
2.1. HonyuareneM Ipenapara (qanee «IIoyare») MOKeT 6LIT KaK ApecaT IpeJoKeH1, TaK 
yKa3aHHOe IM IIHOe IOpHJIHIeCKOe JIIO, HMeIOw,ee npaBO ocyw,eCTBJI5ITb Me,n:HIJ,HHCKYIO H 

cpapMaIJ,eBTH'-IeCKYIO p:e51TeJibHOCTb B COOTBeTCTBHH C Tpe6osaHH51MH ,n:e11crny10w,ero 3aKOHO,[(aTeJibCTBa 
Poccickoii De/epa. 
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BCEM rocy MPCTBEHHbIM, MYHl:IUJ1IIAJibHbIM Y1IPE)K,[J;EHl:I5IMl:I 3,[J;P ABOOXP AHEHH5I .l:I 
OPfAHAM l:ICIIOJIHl:ITEJibHOH BJIACTl:I B C<I>EPE 3,[J;PABOOXPAHEH.l:I5I 

2.2. A.n:pecaT Ilpe)]JIO)Kemrn HanpaBJrneT B anpec JKoHcoH & JKOHcOH «AKIeIIT OpepTL» no q>opMe, 

yTaHOBIIeHHO IpJoKeHeM No I K HacToeMy IIpeoKeHHYO. BMecTe c «AKIeIITOM opepTL» 

IIpeJIOCTaBJII1OTC TaKKe CJIeJIyIOIIHe JIOKyMeHTLI, 3aBepeHHBIe IIOJIIIHCLIO yIOJIHOMOIeHHOTO JI1a H 

netJaTbIO A.n:pecarn IIpe.n:rro)KeHH5I: 

2.2.1 Kapro9Ka 1OpYecKOrO Ia ApecaTa IIpennoKeHI (bopMa IpIJaraeTC). 

2.2.2 KonH5I rrmi;eH3HH IIorrytJaTerrR Ha ocyrn;ecrnrreHHe Me.n:111.1;11HCKOH H q>apMai.i;eBTHtJecKoii 

,n;e5ITeJibHOCTH C yKa3aHHeM a.n:peca q>aKTH':leCKOH ,ll;OCTaBKH Ilpenaparn. 

2.2.3 KonH5I ,n;oBepeHHOCTH Ha norrytJeHHe Ilpenaparn yKa3aHHeM yIIOJIHOMOIeHHOT O JIHIIa JI6O 

BbinHCKa H3 npHKa3a O Ha3HatJeHHH ynoJIHOMO':leHHOro rr111.i;a Ha COOTBeTCTBYIOIIJ;yIO 
,ll;OJI)KHOCTb. 

2.4.5. 

2.3. Ilepe,n;aqa Ilpenaparn ocyrn;ecTBrr5IeTC5I CHJiaMH H 3a C':leT ,[()KOHCOH & ,[()KOHCOH, Ha ycrrOBH5IX 

.n:ocTaBKH .n:o IIorrytJaTerrR. <l>aKT nepe,n;aq11 Ilpenaparn no.n:rnep)K.n:aeTc5I no.n:nncaHHeM HaKJia,n;Hoii no 

popMe Ne M-I5 aKTa Mey JKOHcOH & JKOHCOH H yIOJIHOMOIeHHLIM IIpeICTaBTeJIeM Tony uaTen 

B 3 (TPeX) 3K3eMnJI5Ipax, O,ll;HH 113 KOTOpbIX OCTaeTC5I y IIorrytJaTeJI5I, BTopoii nepe.n:aeTC5I ,[()KOHCOH & 
JEKoHcoH, TpeT - AIpecaTy IIpe/UoeH, eCJIH He OH 9BneT baKTHIeCKM 1OJIyIaTeJIeM 

Ilpenaparn. YnorrHOMO':leHHOe JIHU:O no.n:nHCbIBaeT HaKJia,n;HyIO 11/HJIH aKT C npocTaBJieHHeM 

co6crneHHOpytIHO no,n;nHCH H pacrnmppoBKOH q>aMHJIHH 11 HMeHH. 

2.4. Anpecar IIpe/oKeHI JOJIKeH 06eCIIeIHTL IIpHeMKy IepeJaBaeMOrO Ilpenaparn ynorrHoMotJeHHhIM 

Ha OCHOBaHHH ,ll;OBepeHHOCTH HJIH np11Ka3a JIHU:OM no KOJIH':lecrny H KatJecrny Ha npe,n;MeT COOTBeTCTBH5I 

KOJIIeCTBa, KaIeCTBa B qacTH BH,ll;HMblX He,n;ocTaTKOB, HaJIH':IH5I noBpe)K,D;eHHH TPaHcnopTHbIX MeCT, a 

TaKKe B COOTBeTCTBHH co crre,n;yIOrn;HMH ycrrOBH5IMH: 

2.4.1. ,[(ocTaBKa Ilpenaparn OT ,[()KOHCOH & ,[()KOHCOH K IlorrytJaTeJIIO MO)KeT ocyrn;ecrnrr5ITbC5I 

ABTopeq>ptt)KepaTopoM HJIH BO3,n;yrnHhIM TPaHcnopTOM. 

2.4.2. Bee Asrnpeq>pH)KeparnphI, .n:ocrnBJI5IIOIIJ;He IIpenapaT, o6opy.n:osaHbI TepMoperncTParnpaM11/ 

caMoncIaM. IIp npeMKe IIpenapaTa, BOITeJIL ABTOpebpKepaTOpa CHIMaeT IeK 

caMon11cu:a H nepe.n:aeT ero npe.n:crnBHTerrIO IlorryqaTerr5I. A.n:pecaT IIpe.n:rro)KeHH5I .n:orr)KeH 

O3HaKOMHTbC5I C ,n;aHHbIMH Ha IeKe H IpOBeCT IIpOBepKy yCJ1OB nepeBO3KH Ha COOTBeTCTBHe 

Tpe6yeMOMy TeMIIepaTypHOMy peKIMy. B cnyIae ecn IIpenapaT co1poBoKJaeTC9 

TepMo,n:aTtJHKOM (TT) (B crryqae ncnorrh3OBaHH5I TepMOKOHTeiiHepos), A.n:pecaT IIpe.n:rro)KeHH5I 

HJIH ynoJIHOMO':leHHOe HM JIHQO Ha OCHOBaHHH .n:osepeHHOCTH OCTaHaBJIHBaeT TT 11 C':IHTbIBaeT 

nOKa3aHH5I C Hero BO BpeM npIeMK Ipenapara (HHCTPYKU:H5I no OCTaHOBKe 11 C':IHTbIBaHHIO 

noKa3aHHH c TT Haxo,n;HTC5I B TepMOKOHTeiiHepe ). 

2.4.3. ,[(ocTaBKa Ilpenaparn B03.!l:Yll1HhIM TPaHcnopToM ocyrn;ecrnrr51eTc5I B TepMOKOHTeiiHepax. B 

Ka)K,ll;OM TepMOKOHTett:Hepe HaXO,ll;HTC5I 1 ( o,n:HH) TT. 

2.4.4. PacnaKOBKY H npoBepKy Ilpenaparn, ynaKOBaHHoro B TepMOKOHTeiiHep, Ion1yuaTeL IOIKeH 

npOH3BOJl:HTb np11 TeMnepaType, COOTBeTCTByIOrn;eii TPe6oBamrnM TeMnepaTypHoro pe)KHMa 

xpaHeHH5I Ilpenaparn. Ilocrre pacnaKOBKH TepMOKOHTeiiHepa IonyuaTenL JOJIKeH H3BIIeIL TT 113 
TepMOKOHTett:Hepa H He3aMe,n:JIHTeJibHO OCTaHOBHTb ero. 

B crryqae BhUIBrreHH5I OTKJIOHeHHH OT Heo6xo,n;11Moro TeMnepaTypHoro pe)KHMa, IIorryqaTerrh 

npHHHMaeT IlpenapaT B KapaHTHH H B TeeHe I ( o,n:Horo) pa6oqero ,n:H5I c ,n:aTbI norrytJeHH5I 

IIpenapaTa yBe,D;OMJI5IeT ,[()KOHCOH & ,[()KOHCOH O BbUIBJieHHbIX TeMnepaTypHbIX OTKJIOHeHH5IX, 

IyTeM HaIIpaBJIeH eMy IIO 3IeKTpOHHOii IOITe ,n:aHHhIX, CH5IThIX c TT. 
2.4.6. 

2.4.7. 

2.4.8. 

,[()KOHCOH & ,[()KOHCOH npHHHMaeT perneHHe O BO3MO)KHOCTH Jl:aITbHeiirnero HCnOJib3OBaHH5I 

Ilpenaparn HpopMpyeT ApecaTa IIpe/1oKeH1/Io1yuaTen IO 91eKTpOHHOi I1OTe o 

npHH5ITOM perneHHH B cpoK He 6orree 30 (TPH.n:U:aTH) KaJieH,n:apHblX ,n:HeH. 

IlpHeMKa npOH3BOJl:HTC5I IlorrytJaTerreM B TetJeHHe 1 ( O,ll;HOro) pa6oqero ,ll;H5I C MOMeHTa nepe,n;atJH 

IIpenapara no aKTy IpHeMa-IepeaIH /JIM HaKJ1a,HOR. 

IIp o6HapyKeHMM JIHOoOrO Ba 6paKa Io/yuaTeIL He3aMeITeJILHO B TeIeHe I (OIIHOr0) pa6oqerO IH 
C MOMeHTa O6HapyKeH HpOpMpyeT JKOHcOH & JEKOHcOH HanpaBJeT B ape JKOHcOH & JKOHCOH 
cne.n:yroll.lHH naKeT .n:oKyMeHTOB no 3JieKTpOHHOH no11Te, a opHrnHaJibI no a.n:pecy 121614, r. MocKBa, yn. 
KpbrnaTcKa.H, .n:. 17, Kopn. 2: 
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BCEM fOCYMPCTBEHHblM, MYHHI.l;IITIAJibHbIM YlIPE)l( .l(EHI151MI13.l(PABOOXPAHEHI151 I1 

OPfAHAM I1CIIOJIHI1TEJibHOH BJIACTI1 B C<l>EPE 3.l(PABOOXPAHEHI151 

l) 3aBepeHHa TonyuaTeJeM KOIH HaKIaJIHOi (M-I5) 1 3aBepeHHa IIonyuareneM Kon aKTa npHeMa 
IepenaI c II0.[IIIHCbIO YII0JIH0MoqeHH0ro rrpe,!ICTaBHTeJIH IlonyqaTeJIH. 

2) AKT 0 BbIHBJieHHhIX HeC00TBeTCTBHHX TOPf-2 HJIH ,[I0KYMeHT ocpopMJieHHhIH cornaCH0 BHyrpeHHHM 
rpe6oBaHIDIM IlonyqaTeJIH. AKT HJIH I0KyMCHT JI0JIKHLI 6hITb B o6H3aTeJibHOM nopH,!IKe Il0,[IIIHCaHbl 
YII0JIH0MoqeHHbIMH JIHI.IaMH co CTOp0Hbl Ilo.rryqaTeJIH H JIHU:0M, ocyrn;ecTBJIHIOW:HM .l(ocTaBKY 
IIperapara co CT0p0HL JKOHcoH & JKOHCOH (I1pH 06HapyKeHHH 6paKa BO BpeM IepeIaIH 
Ilperraparn Ilo.rryqaTeJIIO), a TaK )Ke, Ha AKTe JI JI0KyMeHTe OpOpMJICHHOM cornacH0 BHyrpeHHHM 
rpe6oBaHHHM IIonyqaTeJIH ,[I0JI)l(Ha B o6H3aTeJibHOM rropH,!IKe CT0HTb rreqaTh IIonyqaTeJIH. 

3) <l>ornrpacpHH 6paKa / HeCOOTBeTCTBHH C yKa3aHHCM JIaTL MecTa cLeMKn. boTorpab ,[IQJI)l(Hbl 6hITb 
qeTKHMH. <l>ornrpacpHH rpaHCII0pTH0ro MeCTa (rraJIJieTa, KOpo6) ,[I0JI)l(Hbl C00TBeTCTB0BaTb 
CJIeIyIOIIIHM Tpe6OBaHHM: o6rn;aH cpornrpacpIDI, cpornrpacpm1 HOMepa rpattcrroprnoro Mecrn 
(CTHKepa), cpornrpacpIDI caMoro 6paKa / HeC00TBeTCTBHH. <l>ornrpacpHH HH,!IHBH,!lyaJibHbIX yrraK0B0K 
,[I0JI)l(Hbl C00TBeTCTB0BaTB CJIeJIyIOIIIHM Tpe6OBaHIM:. cpornrpacpmr yrraK0B0K C Ha3BaHHeM 
Ilperraparn, cpornrpacpmr c yKa3aHeM cepu IIpenapara, pororpabH caMoro 6paKa / 
HeC00TBeTCTBIDI. 

4) .l(aHHbie c TepM0JaTIK0B / caM0IIHCU:eB (B cnyqae HapyrneHIDI TeMrrepaTypHoro pe)l(HMa npn 
rpaHCII0pTHp0BKe ). 

2.4.9. .l()l(OHCOH & .l()l(OHCOH o6H3yeTCH paccMorpeTb rrpeTeH3HIO Ilo.rryqaTeJIH B TeqeHHe 30 (Tpn.110:arn) 
KaJieH.[lapHbIX ,[IHeir C M0MeHTa rronyqeHHH II0JIH0ro K0MIIJieKTa Ha,[IJie)l(arn:e ocpopMJieHHbIX ,[I0KyMeHTOB, 
yKa3aHHLIX B n. 2.4.8, H HarrpaBHTb Ilo.rryqaTeJIIO rrpe,!IJI0)l(eHHH II0 ee yperynnpoBaHHIO B cpoK, 
cornacoBaHHhIH CTopoHaMH. 

2.5. B Teqemie 30 pa6oqnx ,n:Hett c ,n:aThI 3aBeprnemrn ncnoJih30Bamrn no11yqeHHhIX ynaKOBOK IIpenapaTa, 

A.n:pecaT Ilpe,w:ro)l(emrn ofo13yeTC5I npe.n:ocrnBHTh ,ll;)l(OHCOH & ,ll;)l(OHCOH oTqeT 06 HCIIOJih30BaHHH 

IIperapara, co/epKauui ocHoBHy1o HpopMao o Ilonyuarene IIpenapara, cepu IIpenapara, 

KOJinqecrne nepe,n:aHHhIX ynaKoBOK Ilpenaparn, n1are IOJIyIeH Ipenapara IaIeHToM, BLIIIHCKe H3 

perneHHJI Bpaqe6HOH KOMHCCHH no cpopMe, ycrnHOBJieHHOH B IlpHJIO)l(eHHH N!i 2 HaCTOJIII..Iero 

IIpe/1oKeHH. 

2.6. B cnyqae 0TCYTCTBIDI B 0HeTe 06 HCIIOJib30Bamm Ilperraparn OCHOBHOH HH!pOpMau:m1, yKa3aHHOH B IIYHI<Te 2.5 
HaCT0Hrn;ero Ilpe,!IJIO)l(emrn, TaKOH QTqeT cqHTaeTCH Herrpe,!ICTaBJieHHbIM, H K A.11pecary IIpe,!IJIO)l(eHIDI rrpHMeHHIOTCH 
ycJI0BIDI II. 3.4. HaCTOHrn;ero Ilpe,!IJIO)l(eHIDI. 

2. 7. B cnIyIae HeHCIIOJIB3OBaHH Ilpenaparn B TeeHe erO cpoKa ro,D;HOCTH A.n:pecaT IIpe.n:Jio)l(eHHJI 

o6JI3yeTC5I npOH3BeCTH YHHqTO)l(eHne TipenapaTa He Il03,D;Hee O,D;Horo ro.n:a IlOCJie HCTeqeHHJI cpoKa 

rO,D;HOCTH IIpenapaTa B nop5I,D;Ke, ycTaHOBJieHHhIM .n:ettCTBYIOII..IHM 3aKOHO,D;aTeJibCTBOM. YHnqTO)l(eHne 

Tipenaparn nIpOMCXOT 3a cIeT A[pecaTa Ipe/1oKeH. 

2.8. B revenue 30 pa60Ix JHeii IOcIe yHIT0KeH IIpenapara, Anpecar IIpe/1oKeHH 063yeTc 

nIpeOcTaBTL JKOHcOn & J[KOHCOH OTIeT O6 yHMITOKeH IIpenapara, co/epKati ocHoBHy1O 

HpopMaro o cep IIpenapara, HoMep JaTy AKIeITa ObepTLI, IpHHIHy HeHCIIOJIB3OBaHI 

Tipenaparn B TeeHe CpOKa ro.n:HoCTH, KOJIIeCTBe yHIITOKeHHLIX yIaKOBOK IIpenapaTa, .n:aTe ero 

yHITOKeHH C IIpeIOCTaBJIeHeM 3aBepeHHO AJpecaTOM IpeJ1oKeH nI IonyuaTenIeM Ipenapara 

KOH aKTa O6 yHITOeH Ipenapara. 

3. IIPOIE IO.JIOKEH 
3.1. CTopOHhI IlOHHMaIOT H B3aHMHO nptt3HaIOT, qTo ,ll;)l(OHCOH & ,ll;)l(OHCOH He HeceT OTBeTCTBeHHOCTL 3a 

,D;aJihHettrnee o6ecneqeHne IIau:neHTOB IIpenapaToM. CoorneTcrny10u..i:ne rapaHTHH B ccpepe oxpaHhI 

3,D;Op0Bh5I, ycrnHOBJieHHbie 3aKOHO,D;aTeJibCTBOM PocCHMCKOH <l>e.n:epau:nn, HecyT opraHbI 

rocy.n:apcTBeHHOH BJiaCTH H opraHbI MeCTHOro caMoynpaBJiemrn, a TaKKe JIOJIKHOCTHLIe JIHU:a 

opraHH3aU:HM B npe.n:enax CBOHX IlOJIHOMOqnu. 

3.2. ,ll;)l(OHCOH & ,ll;)l(OHCOH H A.n:pecaT 11pe,D;JIO)l(eHH5I npH3HaIOT H cornarnaIOTC5I, qTo 11106oe 

B3attMo.n:ettcTBHe YKa3aHHhIX JIHU: B paMKax HaCTOJIII..Iero IIpe.n;11o)l(eHHJI He o6JI3hrnaeT A.n:pecaTa 

Tipe,D;JIO)l(eHHJI HH B KOeH Mepe nptto6peTaTb, HCIIOJih30BaTb, peKOMeH,D;OBaTb HJIH o6ecneqnBaTb 

B03MO)l(HOCTh HCIIOJih30BaHH5I KaKHX-JIH6o npenapaTOB ,ll;)l(OHCOH & ,ll;)l(OHCOH, He HanpaBJieHO Ha KaKoe 

Jitt6o orpaHttqeHHe KOHKypeHQHH HJIH IIpeJOCTaBJIeHHe IIpeHMyIIIeCTB B COOTBeTCTBHH c .n:eHCTBYIOII..IHM 

3aKOHO,D;aTeJibCTBOM P<l> H B npe.n:enax KOMIIeTeHU:HH yKa3aHHhIX JIHU:. 
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BCEM fOCYMPCTBEHHbIM, MYHIIIJJillAJibHbIM Y1IPE)I( )];EHII51MII 3)];PABOOXPAHEHII51 II 

OP[ AHAM IICIIOJIHIITEJibHOH BJIACTII B C<l>EPE 3)];PABOOXP AHEHII51 

3.3. AIpecaT IIpe/IoKeHH HaCTOIIIHM npeJOcTaBJeT /[KOHCOH & /[KOHCOH 3aBepeHIe, HMeIOIIIee J1JI 

.D:)l(OHCOH & ,n:)l(OHCOH CyIIIeCTBeHHOe 3HaeHe, O TOM, To IIpenapar 6y.n:eT HCnOJib30BaTbC5.I CTPOro no 

Ha3HaIeHHHO, yKa3aHHOMy B HHCTPYI<nHH no Me)],HQHHCKOMY npHMeHeHHIO IIpenapaTa, B COOTBeTCTBHH C 

Tpe60BaHHM JeiCTByIOIIIeTO 3aKOHonaTenILcTBa PoccicKoii Denepa (BKJI1OYa9 IIpHMeHIMLIe 

CTaH)],apTbl H nop5.1)],KH OKa3aHH5.I Me)],HQHHCKOH nOMOW:H). 

3.4. OTqeT 06 lfCIT0Jih30Bamur IIpenaparn, 5.IBJI5.leTCJJ o6JJ3aTeJibHh!M K npe,U0CTaBJieHmo A.upecaTOM IIpe,uJIO)KeHlf5.I 
JI0KyMCHT0M, CBIJIeTIILCTByIOIIIJM 0 IIeJIeB0M HCII0JIB30BaHHH. B CJiyqae, eCJilf QTqeT 06 lfCIT0Jib30BaHlflf 
IIpenaparn He 6y,ueT npe.uocrnaJieH A[IpecaTOM IpeJnoKeHI B TeYeHIe 4 (ueTBIpeX) MC9IIeB C ,uaThI rroJiyqeHlf5.I 
KOHCOH & JKOHcOH AKIenITa OpepTL, TO ,ueHCTBlfe HaCT05.lll.(ero IIpe,uJIO)KeHlf5.I He 6y,ueT pacnp0CTpaHJJThCJJ Ha 
JI1OoLIe HHLe I0cJIeIyHOIIe AKIeIITL ObepTLI A.upecarn IIpe,uJIO)KeHlf5.I. 

3 .5 )];)KOHCOH & )];)KOHCOH If A.upecaT IIpe,UJIO)Kem,rn o6JJ3YIOTCJJ B3aHMH0 co6JIIO,UaTb Tpe6oBaHIIJJ 3aK0H0,UaTeJibCTBa 

B cqiepe npomao.ue11cTBIIH KoppynUIIII II npe,uynpe)K,UeHlf5.I KOHq>JIIIKTa IIHTepecoa cTOp0H, o nopJJ,uKe o6pall.(eHHJJ co 
CBe,UeHlf5.IMlf, C0CTaBJI5.IIOII.(lfMlf K0MMepIeCKyIO, CJIyKe0HyIO, HaJI0T0ByIO, BpaYe6Hy1O Tai(Hy II rrnyro 
KOH]HICHIJaJILHyIO HHpOpMaIIHIO, B TOM IHCJIe CO6JI1OJ1aTL 3aK0H0,UaTeJibCTB0 0 3all.(IITe nepC0HaJihHhIX ,uaHHhIX. 
ApecaT Ipe/1oKeHI 3aBepeT rapaHTpyeT npaB0MepHyHO IepeaIy )];)KOHCOH & )];)KOHCOH nepC0HaJibHhIX 
,uaHHhIX K0HTaKTH0fO Jllf[(a A.upecarn IIpe,UJIO)KeHlf5.I, yKa3aHH0fO B AKuenTe OcpepTbI B C00TBeTCTBHlf C 
Tpe6OBaHMH IIpHMeHHM0T0 3aK0H0JIaTeJILCTBa, a TaKKe HaJIeKaIIIe€ yBeJI0MJIeHHe yoLeKTOB o TaKOii IIepenave 
lfX nepcoHaJibHhIX ,uaHHbIX, eCJilf Toro Tpe6yeT npnMeHIIM0e 3aK0H0,UaTeJibCTB0, ,UJI5.I .U0CTlf)KeHlf5.I ueJIII: 
3aKJIIOIeHHe, HICII0JIHeHHe If (IIJilf) npeKpall.(eHIIe ,U0fOB0p0B H cornarneHHH Me)K.uy A.upecaTOM IIpe,UJIO)KeHlf5.I If 
)];)KOHCOH & )];)KOHCOH. A.upecaT IIpe,UJIO)KeHlf5.I H )];)KOHCOH & )];)KOHCOH 3aBepJJIOT If rapaHmpyroT o6ecneqeHIIe 
KOHqJlf,UeH[(lfaJihHOCTlf If 6e3onaCHOCTlf nepe.uaaaeMbIX nepcoHaJibHh!X ,UaHHhIX npH HX o6pa60TKe B C00TBeTCTBlflf C 
Tpe6oaaHIIJJMH npnMeHHM0fO 3aK0H0,UaTeJibCTBa. A,upecaT IIpe,uJIO)KeHlf5.I KOHCOH & )];)KOHCOH o6JJ3YIQTC5.I 
npHHIIMaTb He06XO.UlfMbie rrpaB0Bbie, opraHlf3a[(H0HHbie n TeXHlfqeCKlfe Mepbl lfJilf o6ecneqlfBaIOT HX rrpIIHJITlfe ,UJI5.I 
3all.(lfThI nepC0HaJibHhIX ,uaHHhIX npII lfX nepe,uaqe Me)K.uy A.upecaTOM IIpe,UJIO)KeHIIJI If )];)KOHCOH & )];)KOHCOH 
nocpe,UCTB0M 3JieKTp0HHh!X KaHaJI0B CBJJ3lf, MaIIIIIHHhIX If 6yMa)KHbIX HOCIITeJieH lfHq>OpMa[(Hlf HJilf lfHhIM cnoco6oM. 
B CJiyqae HecoorneTCTBHJJ ,UeHCTBHTeJibHOCTH yKa3aHHhIX B HaCTOJJII.(eM ITyttKTe 3aBepeHIIH If rapaHTlfH )];)KOHCOH & 
)];)KOHCOH HeMe,UJieHH0 0TKa)KeTCJJ OT noJiyqeHIIJI nepcoHaJibHhIX ,uaHHhIX OT A.upecarn IIpe,UJIO)KeHlf5.I If (HJIII) B 
pa3yMHLi CpoK npeKpaTIIT o6pa6oTKY paHee noJiyqeHHhIX OT A.upecarn IIpe,uJIO)KeHIIJI nepcoHaJihHhIX ,uaHHhIX. 
)];)KOHCOH & )];)KOHCOH ,llJI5.1 Bh!IT0JIHemrn BhIIIIeyKa3aHHOH ueJIII lfMeeT npaB0 npIIBJieKaTb TpeTbHX Jllf[( - 0T,UeJibH0 
B3JJThie aq>cpHJIIIpoaaHHhie K0MnaHIIn rpynnhr Johnson & Johnson ( nepeqlfcJieHhI B IIpHJIO)KeHIIII 21 K <l>opMe 1 OK, 
,uoCTynHoH no cchrnKe https://johnsonandjohnson.gcs-web.com/financial-information/sec-filings) n nocrnBIIIIIK0B 
IIHcpopMa[(HOHHo-cnpaaoqHhIX yceyr II (IIJIII) yceyr npoae,ueHlf5.I ay,uIITOB/npoaepoK - K o6pa6oTKe nepcoHaJihHhIX 
,uaHHhIX, IT0JiyqeHHhIX OT nepe,uaIOII.(eH CTOpOHhl, a TaK)Ke ocyll.(eCTBJI5.1Th TpaHcrpaHlfqHyro nepe,uaqy nepcoHaJibHh!X 
,uaHHhIX yKa3aHHhIM TpeTblfM Jilf[(aM Ha TeppIITOpHIO Coe,UIIHeHHhIX illTaTOB AMepIIKlf, rocy.uapcrn-1rneH0B 
EaponeHCKOfO C0I03a H lfHh!X lfH0CTpaHHhIX rocy.uapcTB (B TOM HICJIe He O6eCIICIHBaIOIIIHX a/1eKBaTHOii 3a1IHTLI 
npaB cy6oeKTOB ). IIpHBJieqeHIIe yKa3aHHhIX TpeTblfX JIHU K o6pa6oTKe nepcoHaJibHhIX JIaHHLIX M0KeT 
ocyll.(eCTBJI5.IThCJJ T0JihK0 npII ycJI0Blflf o6ecneqeHlf5.I lfMH KOHqJlf,UeH[(lfaJibHOCTlf If 6e3onacHOCTlf nepcoHaJibHhIX 
,uaHHhIX npII IIX o6pa6oTKe. A.upecaT IIpe/OeH 3aepeT rapaHTpyeT I0JIyYeHe corn1acil cy6oeKTOB IIJIII 
HaJIHqlfe lfHh!X npaB0Bh!X OCHOBaHIIH ,UJI5.I ocyll.(eCTBJieHIIJI BhIIIIeorrncaHHhIX ,UeHCTBlfH co CT0p0HhI )];)KOHCOH & 
JKOHCOH 

3.6 CoBepweHHe A.n:pecaToM IIpe)],JIO)l(eHHJI .n:eiicTBHH, YKa3aHHhIX B n.2.2. HaCTOJIIQero IIpe)],JIO)l(eHHJI, 

6y.n:eT cqnTaTbCJI aKQeIIT0M HaCT05.lrn;ero IIpe)],JIO)l(eHHJI. AKQenT HaCT05.lrn;ero IIpe)],JIO)l(eijHJI B03M0)l(eH 

JIHlllh B noJIH0M ofrI,eMe. ToJibKo B 3T0M cJiyqae .n:oroBop o 6e3B03Me3)],HOH nepe)],aqe IIpenaparn )],JIJI 

ueJieH onepaTHBHOH HHHQHaQHH cneQHaJIH3HpOBaHHOH TepanHeH H pacrrrnpeHHJI )],0CTyna naQHeHT0B K 

JieqeHHIO HHH0BaQII0HHbIMH JieKapCTBeHHbIMH npenapaTaMH 6y.n:eT 5.IBJI5.ITbC5.I 3aKJIIOqeHHbIM Me)l()],y 

JKoHcoH & J[KOHCOH AIpecaTOM IIpe/IoKeHI Ha yCJI0BX IIpeJo0KeH. IacTHBi aKIeIIT 

npe)],JI0)l(eHHJI ( ocpepTbI), a TaK)l(e aKQenT IIpe)],JIO)l(eHHJI ( ocpepTbI) Ha HHbIX ycJI0BHJIX He .n:onycKaIOTCJI. 

3aKnIrOIeHe J0rOBopa MeKy J[KOHcOH & J[KOHCOH H AJIpecaTOM IIpe/IOKeHH OCyIIIeCTBIIeTC IIyTeM 

coBeprneHHJI )],ettcTBHM A.n:pecaTOM IIpe)],JIO)l(eHHJI B nop5.1JJ:Ke, rrpe.n:ycMoTPeHH0M pa3)],eJIOM 2 «O6IQHe 

yJ0BI» HacToIer0 Ipe1oeHI (ObepTI). COBOKynHOcTL IpeJoKeHH (OpepTLI) AKI,eIITa 

ocpepTbl npe)],CTaBJI5.IIOT co6oii )],0roBop, IO BOpHJeCKOii IIpHp0JIe BJIIOIIIiC9 II0KepTB0BaHHeM, HI K 

K0TopoMy npnMeH5.IIOTC5.I HopMoI CTaThH 582 rK P<t>. B QeJIJIX 6yxraJITepcKoro yqern A)].pecarn 

Ilpe)],JIO)l(eHHJI CT0HMOCTI, 0)],HOH ynaKOBKH IIpenapaTa npHHHMaeTC5.I paBHOH CJie)],yIOIQHM QeHaM 6e3 

H.D:C: 

- TpeMbe (MHH ryceJibKyMa6) pacTBop )],JIJI no)],K0)l(H0ro BBe)],eHHJI 100 MrlMJI - 126 989.00 py6. 

3.7. HacroIIee IIpen1oKeHe IeiCTBITeJILHO I1O 31 1eKa6p» 2023 ron1a M0KeT 6LIT 0T03BaH0 

JKoHcoH & JKOHCOH B JI1O0O M0MeHT. 
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BCEM fOCYJ(APCTBEHHbIM, MYHI111;11TIAJibHbIM yqpE)K~EHIUIMH 3~PABOOXPAHEHIDI l1 
OPfAHAM HCTIOJIHHTEJibHOM BJIACTH B C<l>EPE 3~PABOOXPAHEHIDI 

3. 8. CTopoHI,I OCB060)1(,[laIOTC51 OT OTBTCTBCHHOCTH 3a IOJIHOe HJIH HIaCTHIHOe HeBLIIIOJIHeHe 

o6H3aTenbCTB no HaCT051ID;eMy .r1oroaopy, ecnH 3TO HeBbIIlOTIHeHHe 51BHTIOCb cne,LICTBHeM o6CT051TenbCTB 

HeIIpeOJIOJIIIMOi CHILI BKJIIOIaI HaBOJIHeHe, II0Kap, 3eMJIeTpICeHe H IpyTe CTHXHiHLe 6e/1CTBI, 

BOHHY, aoeHHbie .r1eiicTB1151 acex BH.LIOB, 3a6acTOBKY nepcottana, rpa)l(.[laHCKHX 6ecnop51.LIKOB, aaap1111 Ha 

TPaHcnopTe, 6nOKa,[lbl, 3nH,[leMHll HTIH naH,[leMHH, a paBHO BBe,[leHHe ynonHOMoqeHHbIMll 

TOCyJIapCTBeHHLIMH OpIaHaMH peKHMa IIOBLIIIIeHHOi TOTOBHOCTH HJIH HHOTO aHaJOIHHIHOrO peKHMa 

CB513aHHOro C pHCKaMH HaCTynneH1151 o6cT051TenbCTB HenpeO,LIOTIHMOH CHnbl, a TaKKe IIpHHTe 

rocy.r1apcTBeHHbIMll opraHaMH aKTOB, npell51TCTBYIOiu;llX BbIIlOnHeHHIO o6eHMll llllll O,LIHOH ll3 CTopoH 

o6513aTenbCTB no ,[laHHOMY ,[IOroBopy, H .r1pyrHX o6cT051TenbCTB, KOTOpLIe MOIyT IOBJITL Ha BbIIlOnHeHHe 

0693aTeJILCTB IO HacToIeMy JOrOBOpy. CTop0Ha, JUI KOTOpOH BbIIlOnHeHHe o6H3aTeTibCTB CTano 

HeB03MO)l(HbIM Bcne,[ICTBHe HacTynneH1151 o6cT051TenbCTB Henpeo,[IOTIHMOH Cllllbl, ,LIOTI)l(Ha B TeIeHMe 3 
(TPeX) pa6oqHX ,LIHeH C MOMeHTa HacTynneH1151 yKa3aHHbIX o6cT051TenbCTB nI06bIM ,LIOCTynHbIM B ,LlaHHbIX 

o6cTOHTenbcTBax cnoco6oM yae.[IOMHTb .r1pyryro CTopoHy o Haqane, O)l(H,LlaeMoM cpoKe .r1efi:crn1151 H 

npeKpaiu;eHHll yKa3aHHbIX o6CT051TenbCTB. Ecmr HeB03MO)l(HOCTb nonHoro HJIH aCTHIIHOTO BLIIIOJIHeHH 

063aTeJILCTB JUI O/IHO} HI3 CTOpOH JIITC 6OJ1ee 1 ( o.r1ttoro) MecHu;a, .r1pyra51 CrnpoHa HMeeT npaao 

nonHOCTblO HTIH qacTHqHo OTKa3aTbC51 OT ,[IOroBopa, nHCbMeHHO H3BeCTMB 06 3TOM pyryIo CTopoy. Ip 
3TOM CTopOHbl ,LIOTI)l(Hbl npoBeCTH neperoBOpbl C u:enbIO ou;eHKH CHTyaU:Hll H Bbipa6oTKll 

B3aHMOnpHeMneMbIX peIIIeHHH. B cnyqae ecnH ,LleHCTBHe o6CT05JTenbCTB Henpeo,[IOTIHMOH CHTibl ,LITIHTC51 

MeHee I ( 0/IHOTO) MeCIa, CpOKH HCIIOJIHeHI 063aTe1LCTB CTOpOH npo,LlneBaIOTC5J Ha nepHO,LI HX 

.r1eiicTB1151. 

3.9. HH O,[IHa H3 CTOpOH ,[IOroBopa He Bnpaae ocyiu;eCTBTI5JTb KaKHe-nH6o ,[leHCTB1151, 3anpeiu;eHHbie 

3aKOHOIIaTeJILCTBOM PocciicKoii DeyepaI J HLIM 3aKOHO/IaTeJILCTBOM O IIpOTHBOJeiCTBHI 

KOppynQHH, KOTOpoe .r1anee COBMeCTHO HMeHyeTC51 «AHTHKOppynu;HOHHOe 3aKOHO,[laTenbCTBO» H MOKeT 

npHMeH51TbC51 K KaKOH-nH6o O,LIHOH HTIH o6eHM CTOpoHaM. B JOIOJIHeHHe K BbIIIIeH3TIO)l(eHHOMY Hll O,[IHa 

H3 CTOpOH He BIpaBe OCyIIIeCTBITL KaKe-II6O IIJIaTeKH, IIpeJJIaIaTL JI IepeJaBaTL KaKe-JI6O 

IIeHHOCTH TOCyJIapCTBeHHOMy H/JI MyHHIIHIIaJILHOMy CIIyKaIeMy, pa60THKy OpraHOB 

rocy.r1apcTBeHHOH BnaCTH, opraHOB MeCTHOro caMoynpaaneH1151, rocy.r1apCTBeHHbIX H/HnH 

MyHIIHIIaJILHLIX OpraH3a, KaKOif-JI6O IIOJIITIecKOi IIapTHII /JIH KaHJIJIaTy Ha JOJIKHOCTL B 

opraHax rocy.r1apcTBeHHOH BnaCTll HTIH MeCTHOro caMoynpaaneH1151, mr6o HOMy TpeTLeMy JIHIIy, 

CB3aHHOMy BO CenIKOi, CJIH 9TO IIpHBJIT K HapyIIIeHHIO AHTHIKOppyIIIIHOHHOrO 3aKOHO[IaTeJILCTBa. 

3 .10 Bee cnopbl HJIH pa3HOrJiaCIDI, BO3HHKa!OurHe ITO HaCTORIIIeMy .noroBopy HJIH B CBH3H C HHM, pa3perna!OTCH 
nyreM rreperoBopoB. ~o rrepe.naqn crropa Ha pa3pernem1.e cy.na crnpoHhI rrpHMYT MepbI K ero yperyn11poBaHH10 B 
rrpereH3HOHHOM rropR,LIKe. no rronyqeHHOH rrpereH3HH crnpoHa ,[IOJDKHa .naTb IIHCbMeHHbIH OTBeT ITO cyurecrny B 
cpoK He IIO3,[1Hee 10 (.necJITH) KaJieH.napHbIX ,LIHeH C .naTbI ee rronyqeHH5J. B cnyqae HeBO3MO)l(HOCTH pa3perneHIDI 
crropoB HJIH pa3HOrnaCHH rryreM rreperoBopoB, OHH IIOIIeKaT pa3peIIICHHIO Apfo1rpmKHbIM cy.noM ropo.na MocKBbl 
B rropR,LIKe, ycraHOBJieHHOM 3aKOHO,[laTeJibCTBOM PocCHHCKOH <I>e.nepaIIHH. 

• I -I 

CcL1mrn: 
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[HA EJIAHKE A,WECAT A IIPE,ZJ;JIO)KEHIUI ] 

Hcx.N!! ------- Kyi:.a: 121614, r. MocKBa, yrr. KphrnaTcKrui, 17, KOpIT. 2 
Terr.: (495) 580-77-77, cI>aKc: (495) 580-78-78 

(( » 2023r. ----- KoMy: 000 «,IJ;)KOHCOH & ,lJ;)KOHCOH» 

HacTO»lllHM_.,.,----------------------,-----------,,----,--------- 
Ykaun. 11am1c11on:11111c rucynapt-rac1111oro 11n11 M)'JlllllltllaJt1,11oro Y'JPC,K,!!C!lllll 1.1paaoo."<pa.11cm111 nnGo 11c110:1111nc111.11oro opra11a rocy!l:tpcrnc1111oii S!tac111 a c1pcpc upaeooxpauc1m11 

Ha,[IJie)Kall(HM o6pa.30M C03,llaHHOe H i:.ei1:crnyIOII(ee B COOTBeTCTBHH C 3aKOHO,llaTeJibCTBOM PocCHHCKOH cI>e,uepaUHH, 
Of PH:______________ HHH: c MecToM 
HaXO)K,lleHHR ITO a.npecy: _ 

B rrHue --------------------~-~------------------------ 

JeiicTByIOIIIi Ha OCHOBaHHI 

(.narree - Ai:.pecaT Ilpei:.Jio,KeH11H\AKu,enTaHT) UOJIHOCTblO npHHHMaeT ycJIOBHH pa3Mell(eHHOro O6Il(eCTBOM C 
OIpaHHIeHHOii OTBeTCTBeHHOCTLtO «JIKOHCOH & /KOHCOH», HOpHJHIHIeCKOe JIHIIO, HaJJICKaIIIHM 06pa30M CO3JIaHHOe 
eiCTByIOIIIee B coorneTCTBHH c 3aKOHO,llaTerrhcTBoM Poccrri1:cKoi1 cI>e.nepaurrrr, OfPH: 1027725022940, HHH: 

7725216105, c MeCTOM HaXOKJICHI IIO a.npecy: 121614, r. MocKBa, yrr. KpbIJiaTCKaR, ,ll. 17, KOpIT. 2, B rrrrue 
feHeparrhHOro .UHpeKTopa Tioro,urrHOH EKaTepHHhI EopHCOBHhI, ,uei1:CTBYIOllldi Ha 0CHOBaHHH Ycrnsa (.uarree - 
«,IJ;,KOHCOH & ,Ll.,KOHCOH») IlpeAJIO,KeHHH (o!J>epTbI) C IICX. HOMepoM OT 6e3B03Me3,UHOM 
ITpe.uocTaBJieHHH rreKapcTBeHHOro ITpeITaparn ,!!JUI MeIHIIHHCKOTO IpIMeHeHI C MHH Tyce/ILKyMao B IIeI1IX 
OITepaTHBHOH HHHUHaUHH CITeurraJIH3HpOBaHHOH TepaITHeH H pacrnrrpeHHR .uocryITa ITaurreHTOB K COBpeMeHHOH 
HHHOBaUHOHHOH TepaITHH C HCITOJib30BaHHeM rreKapcrneHHOro ITpeITaparn ,llJUI Me,UHUHHCKOro ITpHMetteHHR C MHH 
ryceJibKYMa6, rnproBbIM HaHMeHOBaHHeM TpeMqie» (.uarree - IlpenapaT), rr ITpe,UOCTaBJUieT CJie.UYIOlllHe CBe,UeHHR, 
HeOoXOJIIIMLe I aKenITa TaKOii ObepTI: 

.. , 

npopMau o6 opran3auuu - Io.yuaTene IIpenapaTa 
HarrMeHoBaHHe opraHH3aurrrr: 
(yKa:JaTb HaIIMeHOBaHHe non1yuaTen19, ynoJJHOMO'leHHoro 
npHHHMUTb H HCnOJJb30BaTb JJeKapcTBeHHble cpencTBU JjJlll OKa:JaHHJI 
Me)<HUHHCKOH nOMOlllH) 

A,upec .uocrnBKl-i Ilpenaparn: 

HHHIKIITI: 
Korrrrqecrno TiaurrettTOB, C0OTBeTCTBYlQlllHX 
ycrrOBHJIM IIpe/1oKeHI H OTpaKeHHOe Ha CTp.2 Bcero nauneHTOB 
AKLenITa ObepTLI: 

1.1. Korrrrqecrno yITaKOBOK TpeMqierr (MHH 
ryceJibKYMa6) pacrnop ,llJUI ITO,llKO)KHOro BBe,UeHHR 100 
Mr/Mn, lIIITPHU - I MIT. HJIH pacrnop ,llJUI ITO,llKO)KHOro 
sse,ueHHR 100 MI/MII, IIIIpHI B IIIpHI-pyIKe - 1 Mn. Bcero yITaKOBOK 

( o6wee KOJJH<Jecrno npenaparn, nonY'leHHoe nyTeM yMHOJKemrn 
KOJlH'leCTBU ynaKOBOK no npe)<JJOJKeHH!O Ha KalK)<OfO nauHeHTa H 
KOJJH'lecrna nauHeHTOB, HMelOlllHX rpaJKnaHCTBO P<ll, KOTOpblM 
peuIeHeM Bpaueooi KOMHCCH BIIepBLIe Ha3HaveHa TepaI C 
npHMeHefrneM npenaparn c MHH ryceJJheyMa6, OTpaJKeHHOe Ha 
CT0.2 HaCTOJIUlero AKuenrn OtpepTbl) 

,Ll,aHHbie KOHTaKTHOro JIHU,a co CTOpOHbl opramnau,un - Ilony,:iaTeJIH 

cI>HO: ~ - 
,lJ;OJI)KHOCTb: 

Pa6ouii TeneboH: 

r 



[HA EJIAHKE A,IJ;PECATA IlPE,IJ;JIO)l{EHIDl ] 

HacTORII(HM AupecaT Tipe,l.lJIO)KeHttR/ AKuerrrnHT rrpe,uocrnBllileT Htt)KecJie.uyroII1ee 3aeepett11e 06 
o6CTOJITCJihCTBax, HMCIOII(HX 3HaqeHHC ,UJUI 3aKJIIOqeHHJI .uoroeopa, H TCM caMhIM rrpHHHMaeT Ha ce6JI 
0TBeTCTBCHH0CTL 3a C00TBeTCTBHe 3aeepeHHJ1 ,UCHCTBHTCJihHOCTH B CH.JI)' II)'HKTa 1 CTaThH 431.2 rK P<l>: 

PeeHeM Bpare6Hoii K0MHCC (KOJIHHIeCTBO IHICJI0M IIpOIICLIO) IpaKJIaHHHy(-aM) PD 
BIIEPBBIE Ha3HaIeHa TepaII C IIpIMCHCHHeM JIeKapCTBeHH0r0 Tiperraparn c MHH ryceJihKYMa6 c ,uuarno30M 

rrcoptta3 HJIH rrcopuaTuqecKui-'I aprpuT (,uaJiee - «TiautteHT»). 

B C00TBCTCTBHH C rpe6oeamrnMH rrpHMeHHM0ro 3aK0H0,UaTeJibCTBa perneHHe oqiopMJieHO B BH,Ue rrp0T0K0Jia 
N2 0T «_» .202 _ r., KOTOphIH, cpe,uu rrpoqero, co,uep)KHT cJie,uyIOII(He cee,uemrn (ttoMepa 
H ,uaThI npoae,ueHHR 3ace,uamrn apaqe6HhIX KOMHCCHH, 06ocHoeam1e Ha3HaqeHHJI TiperrapaTa TiauueHTaM arrepBbie 

6e3 YKa3aHHJI rrepcoHaJibHhIX ,uaHHhIX TiautteHTOB): 

yxaar qopyIp0Ky pee4 6c3 yKa3JI Iepcoatx tan.ax Hauteura(-o) 

Cee,uemrn 0 pernemrn epaqe6HOH K0MHCCHH orpa)KeHbI B COOTBeTCTBYJOII(di Me,UHUHHCKOH ,U0KYMCHTaUHH 

TiauHeHTa(-oe ). 

TipHJIO)KCHHJI. 

TipHJiaraIOTCJI CJIC,UYJOII(He ,U0KYMCHThI, 3aBepeHHhie no,umIChIO yrroJIH0MoqeHH0ro m1ua H rreqaThIO A,upecarn 

Tipe,UJIO)KCHHJI\AKUCIITaHTa: 

1. Kapro9Ka opnrecxoro na Apecara IIpeoKeH\A KenraHTa IloyuaTe1. 

2. KoIIHJI JIHUCH3HH Tio.rryqaTCJI}! Ha 0CyIIIeCTBJICHHe MeJIHcKOi papMaIeBTeCKOi JIeTeIILH0CT. 

3. KorrHJI .uoeepeHH0CTH Ha IoJIyeHe IpenapaTa c yKa3aHeM yIonoMoreHHoro nua / BhIIIHCKa H3 

rrpHKa3a 0 Ha3HaqeHHH yrroJIH0MoqeHH0ro JIHUa Ha C00TBCTCTBYJOIIIYIO ,U0JI)KH0CTh. 

C yBaKeHeM, 

,z:i:oJI)KHOCTh 

H HaHMCH0BaHHe 

0praH3a Anpecara IIpeJnoKeH1a 

<l>l1O 



[HA EJIAHKE AWECATA IIPE~JIO)KEHIDI] 

IIpIn1oKeHIe Nel K axenry obepr Hex. Ne OT «_» ___:2023 r. 

KapTO'-IKa IOpHJJ:H'-ICCKOro JIHu;a 

M!nln HauMeH06ffHUe 3Gn0JlHRe.M020 n0flf{, Cseoenu o6 opaamu3ayuu IlpuMe'-lamte 

1 HonHoe HaHMeHOBaHe 
opramnaQHH . 

2 KpaTKOe HaHMeHOBaHe 
opraHH3aQHH 

3 Anpec HOpJYecKii 
. 

n . 
4 A.rr:pec rroqTOBbitt . 

5 llHH 

6 KITIT 

7 Ha1MeHOBaHe 6aHKa, B T.I. MeCTO 
( ropo.rr:) HaXO)K.[(eHH5I 

8 PacueTHLi cIeT 

9 KoppecrroH.rr:eHTCKHtt cqeT 

10 EllK 

[.IJ:OJDKHOCTb] /<DllO/ ------- 
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[HA EJIAHKE A,z:o>ECATA I1PE,l1)IO)I(EHHJI] 

Kya: 121614, r. MocKBa, yn. KphmaTCKM, 17, Kopn. 2 
Ten.: (495) 580-77-77, <I>aKc: (495) 580-78-78 

« » 2023 r. ---- KoMy: 000 «,lJ;)l<OHCOH & JKOHCOH» 

OrueT 

06 ncnoJih30Banuu JieKapcTBeuuoro npenapaTa 

)].JIH Mei:.nu;uucKoro npnMeueuuH c MHH ryceJihKyMa6 

1.1. B C00TBeTCTBMH C ,l],0roBopoM 000 «,lJ;)KOHCOH & JKoHcoH» 

(.D:anee 

M 

A KIIeIITaHT), 3aKJIIOIeHHLIM nocpe)].cTBoM aKenITa 

000 «,ll;)KOHCOH & JKOHCOH» 0 npe,l],0CTaBJieHMM ynaK0B0K JieKapcTBeHH0ro npenaparn ,l],JI5I Me,l],MIJMHCK0ro 

npHMeHeHM5I c MHH ryceJihKyMa6 B CJIeJIyIOIIIeM K0JIHIeCTBe: (_J ynaK0B0K TpeMcpeu (MHH ryceJihKyMa6) 

pacrnop ,l],JI5I TI0,l],K0)l(H0ro BBe,l],eHM5I 100 MrlMJI, nmp1111 - 1 MJI. MJIM pacrnop ,l],JI5I TI0,l],K0)KH0ro BBe,l],eHIUI 100 Mr/MJI, 

nmpHII B IIIIIpHI-pyIKe - 1 MJI (,lJ,anee - «IIpenaparn) B 0TH0llleHHM - (_J na1111eHrn(oB) B C00TBeTCTBMM C 

IC BM0M (AKIeIITOM ObepTL) AnpecaTa IIpe/IoKeHH\AKIeITaHTa 0 6e3B03Me3,l],HOM npe,l],ocrnBJieHMM IIpenaparn 

MCX. N°. _ 

MCTI0Jib30BaHHM IIpenaparn: 

OT -----------' HanpaBJI5IeM BaM CJie,l],yIOIIJ,yIO HH<pOpMaIJMIO 06 

ndopMau o6 opranu3au - noyarene IIpenapara 
HaMeHOBaHHe 0pTaHH3aIIHH: 

A,lJ,pec: 

KoHTaKTHoe n11110, ,lJ,0JI)KH0CTh, 3JieKTPOHHhIH 

a,zwec ( email), reneboH: 

Hml>opMau;nH 06 ncnoJih30Bauuu IIpenapaTa 

Ne JaHHre o naeHre Konuqecrno ,[J;aTbl BBe,l],eHM5I KonuqecTBO 
( H0Mep M )],am HCTI0Jih30BaHHhIX ynaK0B0K npenaparn\,[J;arn HeMCTI0Jih30BaHHhIX 

npoT0K0Jia pellleHM5I nepenaI ynaKOBOK** 
Bpaqe6HOH KOMMCCHH) * IIaIHeHTy 

1. 1.2. (_) ynaK0B0K 

TpeMben (MHH 

ryceJihKyMa6) pacrnop )].JIH 

TI0,l],K0)KH0ro BBe,l],eHM5I 100 
Mr/MJI, lllnp1111 - 1 MJI. MJIM 

pacrnop )].JIH TI0,l],K0)KH0ro 

BBe,l],eHM5I 100 MI/MI, 

lllnp1111 B IIIIIpHI-pyIKe - 1 
MJI. 

I 



[HA EJIAHKE AWECATA IIPE~JIO)KEHIDl] 

2. 

yKa3aTL HOMep npOTOKona 11 ,n;aTy pernemrn Bpa11e6HOH KOMl1CCl111, B COOTBeTCTBHH C KOTOpbIM IaIeHTy 6LUI 

Ha3Haven IIpenapaT 

**EcnH npenapaT He 6hm IIOITHOCTbIO HCIIOITb30BaH, Heo6xo,n;MMO yKa3aTb np11111rny: 

[,n;omKHOCTb] /<l>HO/ ------ 
[HaMenoBaHe opraH3au Apecara IIpeJoKeHg\AKenITaHTa] 

. 1 


