
BCEM rocYnAPCTBEHHblM, MYH11Ul-1nAJ1bHbIM Y4PE)l(nEH1151Ml13nPABOOXPAHEHl15111 
OPfAHAM 11cnOJ1Hl1TEJ1bHOH BJ1ACTl1 B C<l>EPE 3nPABOOXPAHEHl151 

IIpe1okene 0 3aKnouenuu oroopa 
B OTHOUJeHIIII 6e3B03Me3Ho nepenau rekapcrenoro npenapara non MHH ryceI»KyMao 

B IeIX OepaTBHOii Ha enema3up0Bannoii repaneii u paupenu ocryna naeHroB, 
eTpaa1OX HCOpa3OM I ICOpaTuecKM apTpToM, K COBpeMenHoii oBauonoii repan c 
no13oBanueM ekapcrenoro npenapaTa I Me/HcKoro npMeHen9 e MHH ryceIKyMao 

Hex. HOMep N5! 1906-2/23 

r. MocKBa « 16» HIOHSI 2023ro.ua 

061.lleCTBO C orpamt4eHHOH OTBeTCTBeHHOCTblO «,[()KOHCOH & ,[()KOHCOH», !OpH.UH4eCKOe JUIU.O, 

Ha.une)Kall.lHM o6pa30M C03.UaHHOe J,f .uei:icrny,oll.lee B COOTBeTCTBHH C 3aKOHOJaTeJILTBOM PoccicKo 

<!)e.uepau.1111, OfPH: 1027725022940, 11HH: 7725216105, c MecTOM Haxo>K.uemu1 no a.upecy: 121614, r. 

MoCKBa, yn. KpbinaTCKaSI, .u. 17, KOpn. 2, B JlHU.e feHepanbHOro .u11peKTOpa noro.u11HOH EKaTepHHbl 

5opHCOBHhl, .uei:icrnyIOll.leH Ha OCHOBaHHl1 craBa (anee - «,L(,KOHCOH & ,L(,Koucou» ), 

IIPHllHMMI BO BHMAHE, ITO 

(A) Icopa3 - XpOHecKOe HMMyHOaCCOIHHpOBaHHOe CHCTeMHOe 3a60J1eBaHHe MJIBTbaKTOpMaJILHO 

npHpO.Ubl C JIOMHHHpyIOIIIHM 3Ha4eHHeM B pa3BHTHH TeHeTeCKHX baKTOpOB, xapaKTepH3YIOll.leecSI 

nIpeHMyIIICCTBHHLIM IIOpaKeHHeM KOKH 11 L(aCTblMl1 naTOJ10fH4eCK11MH 113MeHeHHSIMl1 onopHO 

.UBHraTeJlbHOro annaparn. [ 1, 14]. HaH6onee t.taCTO .ue6IOT 3a6oneBaHHSI np11XO.UHTCSI Ha MOJ10)).0H B03pacT 

- .no 20-25 neT [2]. )J.o 40% naeHToB c ncopHa30M 11Me!OT cpe,nHIOIO 11 n!)KeJ1y10 CTeneHb T.Sl)KeCTl1 

3a6oneBaHl1SI. KroK,UblH t.ternepTblH nau.11eHT C ncop11a30M CTpa,naeT ncop11aT11t.teCKl1M apTpHTOM np11 3TOM 

y 70% 6onbHblX ncopHa3 nOSIBJlSleTCSI paHbWe nopa>KeHl1SI onopHO-)J.BHraTeJlbHOfO annaparn, y 20% - 

0)).HOBpeMeHHO, y 15-20% 60JlbHblX - ncop11aTH4eCKl1H apTp11T B03HHKaeT .uo nepBbIX KJ111Hl14eCKHX 

npOSIBJleHl1H ncopa3a. IlcoparuecKui apTpHT, B CBOIO Ot.tepe,nb, xapaKTepH3ylOTCSI 6onee BbICOKHM 

p11CKOM pa3B11Tl1SI O)KHpemrn, 11HCYJ111H-pe3HCTeHTHOCTH, caxapHoro )J.Ha6eTa 2 T11na, MeTa6onH4eCKOro 

CHHpOMa, apTepanHoi repToH, .UHCJlHnH,UeMHH, cep,ne4HO-COCY.UHCTblX 3a6oneBaHl1H, psi.na 

HepBHO-IICHXecKX paccTpOcTB bop0Man no paBHenuo c oouei nonyauei. Ilcopa3 

ncopuaTuecK apTpuT conp0BoKnaHoTc9 CHKeHHeM KaeCTBa KH3HH 6OJILHLIX KaK B pe3yITaTe 

nporpeCCHPYIOll.lero nopa>KeHl1SI KOCTHo-cyCTaBHoro annapara, TaK no np114HHe KO)KHblX npOSIBJleHHH 

[3]. nporpeccHpyIOll.laSI co BpeMeHeM 11HBMH.UH3aU.HSI npHBO)J.HT K .nonOJlHHTeJlbHOH qJHHaHCOBOH 

Harpy3Ke Ha 61OJKeT B CBSl311 C Heo6XO)J.HMOCTblO BbmnaT COU.HMbHblX noco611i1 H npe,nOCTaBJleHHeM 
JlbfOT 3THM 6onbHblM. 

(6) Cpe,UHSISI H T.Sl>KeJlaSI cpopMbl ncopHa3a TaK>Ke conpll>KeHbl c OOBblWeHHblM pHCKOM pa3BHTHSI psi,na 

conyTCTBYIOll.lHX HapyweHHH 3.D.OpOBhSI, TaKHX KaK CepJIeIHO-COCyJIHCTLe 3a6oneBaHHSI, ,UHa6eT, 

O>KHpeHHe, 6one3Hb KpoHa, 11H<papKT MHOKap.ua, Sl3BeHHblH KOJlHT, MeTa60J1H4eCKl1H CHH.UpOM, 11HCYJlbT H 
Ja6onesaHHSI neYeHH [ 4). 

y MOJlO.UbIX nau.11eHTOB C ncopHa30M pHCK CMepnt OT cepL.1,e4HO-cocy,nHCTblX 3a6oneBaHl1H BblWe, YeM B 

cpe,nHeM B nonynllU.11H, Ha 50%; y 60JlbHblX crnpwe 30 n1er B 3 pa3a Bue pHCK pa3BT uHpapKTa 

Ml10Kap.ua, KaK cne,UCTBHe npo,nOJl>Kl1TeJlbHOCTb >KH3HH MeHbWe B CpeJIHeM Ha 5-7 neT [3]. 

(B) IlatueT co cpenHeT9Keo u rake1o bopMoi HICO, HyKa1OIHeCA B TBII, B TOM ICJIe I1pH 

HaJlH4Hl1 cpaKTOpOB He6naronpHSITHOro nporH03a, .UOJl>KHbl nony4aTb neKapcTBeHHOe o6ecnet.teHHe 3TOH 

rpynnoi:i npenapaTOB CBOeBpeMeHHO .uo OOSIBJleHl1SI y Hl1X npH3HaKOB HHBMH.UH3aU.HH. $aKTOpbl 

He6naronp11SITHOfO nporno3a pa3BHTHSI ncA 11 yxy.uweHl1SI Ka4ecrna )l(HJHH BKJll04alOT BhICOKYIO 

,UJ111TeJlbHOCTb 3a6oneBaHHSI (6onee 25 neT), ncop11a3 npo6neMHOH J10KMH3al.11111, ncopHa3 HOrTeH, 

ceMeini anaMHe3 ncopa3a, cy6KJ1HHl14eCKOe CKeneTHO-MbIWe4HOe BOCnaneH11e, HMHt.t11e 
ChIBopoT04HblX 6110MapI<epos [ I I]. 
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BCEM fOCY,[(APCTBEHHblM, MYHHLI,v:tnAJlbHblM Y4PE)K,[(EH1151MH 3JIPABOOXPAHEH 
OPfAHAM HCTTOJlHHTEJlbHOH BJlACTH B C<t>EPE 3,[(PABOOXPAHEHH.51 

(r) ryceJlbKyMa6 - nepBblH npe,L\CTaBHTeJlb KJlacca HHrn611TopoB HHTepJleHKHHa-23, npe,L\Ha:rna4eHHblH 

.L\Jl51 Tepan1111 nau11eHT0B co cpe,L\HeTmKeJlblM 11 T51)KeJlblM 61151weYHb1M ncopml3oM [5]. npenapaT 

IpOJIeMOHCTpHpOBanI npeHMyIIeCTBO B 9bbeKTBHOCT HO IOCTKeHHO HOIT ICTOiI KOK B Te4eHe 

nepsoro ro.[\a Tepan1111(.L10 + 30%) no cpasHem110 c HHrn611TopoM cpa1<Topa He1<p03a onyxo1111 MbCpa 

(a,L\aJlHMyMa6), HHrn611TopoM HHTep11e11K11Ha- I 7 ( CeKyK11HyMa6), HHrn611TopoM HHTep11e11K11Ha 12/23 
(ycTeK11HyMa6) [6, 7, 8, 9, 13]. 

CornaCHO .[\aHHblM paH.[\OMl1311pOBaHHblX KJIHHHICKHX HCCJIeJOBaH, K l6 He1enIe Tepan 91,2% 

nau11eHTOB .L\OCTHraJOT CHmI<eHH51 HH,L\eKca pacnpoCTpaHeHHOCTH TKecT ncOpHa3a Ha 75% (PASI 75), 

y 73,3% nau11eHTOB npo51BJleHH51 3a6011esaH1151 yMeHbWaJOTC51 Ha 90% (PASI 90 - noyrn no11Hoe 

OLll1W,eH11e Km1rn) [8]. 4epe3 48 He.[\eJlb Tepan1111 84 % nau11eHTOB .[\OCTHralOT noI<a3aTeJl51 «nOYTH 411CTa51 

Km1<a» (PAS! 90), a 75% nau11eHTOB coxpaH51JOT cso11 orneT Ha Tepan1o rycenKyMa6OM B Te4eHe 5 JIeT 
[12]. 

CornacHo Panop9KeHIO IpaBTencTBa N 3073-p OT 30 01<rn6p51 2021 ryceJ1bKyMa6, BKJlJOYeH B 

nepeYeHb )1(113HeHHO Heo6X0.[\11MblX 11 Ba)I<He11w11x JleKapcTBeHHblX npenapaTOB .[\Jl51 Me.[\HUHHCKOro 
np11MeHeH1151 ()l{HBJlTT) [ I OJ. 

ryceJlbI<yMa6 BKJll04eH B KJll1HHYeC1<11e peKOMeH.[\aui,m no Be.[\eHHIO 60JlbHblX C ncopHa30M, 0.[\06peHHble 
HayYHo-npa1<rnYeCKHM coseTOM M3 Pct> [I]. 

PYI<OBO.[\CTBY51Cb n. I CT. 432, n. 2, 3 CT. 434, n. I CT. 435, n. 2 CT. 437, n. 3 CT. 438 rpmI<.[\aHCKoro KO.[\eKca 

PoccicKoi Denepa, 

HACTOHII.UIM IIPE):(JIAr AET 

Jll06bJM rocy ,L\apCTBeHHblM, MYHHUHnaJlbHblM yype)l(.[\eHH51M 3,L\pasooxpaHeHH51 11 opraHaM 

11cno11H11TeJ1bHOH BJlaCTH B ccpepe 3.L\pasooxpaHeHH51 (LlMee - «ALlpecaT TTpe.L111m1<eH1151») 3aKJ110YHTb 

.[\OfOBOp B OTHOWeHHH 6e3B03Me3.[\HOH nepe,L\a411 TTpenapaTa B ue1151x onepaTl1BHOH l1H11u11au1111 

IeIaJIH3HpOBaHHO TepaI paCIpeHM 1OTyna IaIeHTOB-rpaKaH PD, cTpanaHOIIX 

penHeTKeoi u T9Keno bopMoi ncopa3a, I( JleYeHHIO 11HHOBaU110HHblM11 JleI<apCTBeHHblMH 

n pe na parnM 11 Ha yc11 o B1151 x Hacrn 51 we ro TT ~.!J.!]_Q2KelilliL(_GcjiepibL)-(.,[1,aJJ ee..=..<<-l=r-pe-w:imKe-H-11@-»-)-:~ - 

1. TTPE):(MET ):(OrOBOPA 

I. 1. B TeYeH11e 30 .L1He11 c ,L\aTbI no11yYeH1151 OT A.Llpecarn TTpe,L\Jlm1<eH1151 «AKuenrn ocpepTbl» ( c 

yKa3aHeM KOIecTBa ynaKOBOK nOIyuaTeJI) nO b0pMe, yCTaHoBIeHHO Ip1oKeHeM N! I k 

HaCT051W,eMy TTpe,L\JlO)l(eHl1IO, ocpopMJleHHOro Ha ocpHUl1aJlbHOM 6JlaHKe 11 3aBepeHHOro no,L\nl1Cbl0 

ynOJlHOMOYeHHOro Jll1Ua 11 neYaTblO A.Llpecarn TTpe,L\JlmI<eHl151, ,[{)I<OHCOH & JKOHCOH 063yeTc nepeaT 

AnpecaTy Ilpe/oKeHg JI HOMy yKa3aHHOMy HM IOJIyuaTeIIO KaK 3TO OIIpeJIeJIeHO B CT.2 

npe,L\JlO)l(eHH51, Ha Ka)l<,L\Oro nau11eHTa, HMe!Ow,ero rpmI<.[\aHCTBO Pct>, KOTOpOMY peweHHeM BpaYe6HOH 

KOMHCCl111 BIIepBLIe Ha3arena Tepa c npMeHeHueM IpenapaTa C MHH ryceJlbI<yMa6 (LlaJlee - 

«TTauuenT»), 6e3 B311MaHH51 on11aTbI npenapaT B CJIeIIyIOIIIeM KOJIeCTBe: O.L\HY ynaKOBKy TpeMbe 

( M HH rycen1KyMao) pacTBOp JI IOIKOKHOrO BBeJIeH I 00 MrlMJl, wnp11u - I MJl. 111111 pacrnop .L\1151 
IIOJIKOKHOTO BBeneH HOO ME/MI, IIpHI B Ip-pyIKe - I MI. 

PeteHe o TOM, KaKa MMeHHO b0pMa BInIycKa nOIeKT nepeaue AnIpecaTy Ilpe/10KeHA: pacTBOp 

LlJl51 no,L\KmI<Horo BBe,L\eHl151 I 00 MrlMJl, wnp11u - I MJl 111111 pacrnop .L\1151 no.L11<m1<Horo BBeLteH1151 I 00 Mr!MJl, 

IIIIpHII B wnp11u-pyYKe - I MJl., npHH11MaeTC51 ,[{)I<OHCOH & j:{)I<OHCOH HCX0.[\51 113 HX HaJll141151. 

2. OE[Ql1E YCJIOBI15l 

2.1.[lonyuareneM IpenapaTa (anee «IloryuareI,») MoKeT 6LIT KaK AnIpecaT Ipe/1oKeH, TaK 

y Ka3aHHOe HM HHOe 10p11.L\114eCKOe JlHUO, 11MeJOw,ee npaBO ocyw,eCTBJl51Tb Me,L\HUHHCKYIO 11 

papMaeBTHIeCKyIO JIeTeJIBHOCTB B COOTBeTCTBl111 C Tpe6oBaHH51Ml1 ,L\e11crny10w,ero 3aI<OHO,[laTeJlbCTBa 
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BCEM roCY,AAPCTBEHHbIM, MYHHLJ,HnAJlbHbIM Y4PE)l{,AEHHJIMH 3,APABOOXPAHEHHJI H 
OPrAHAM HCnOJlHHTEJlbHOM BJlACTH B C<DEPE 3,APABOOXPAHEHHJI 

PoccicKoi Denepa MeIOIee JeiCTByIOIIIyIO IHIeH3MIO Ha OCyIIIeCTBJIeHe Me/IHIHHKO H 

cpapMaueBTH'-leCKOH )],eHeJ1bHOCTl1 C yKa3aH11eM a)],peca qmKTH'-leCKOH JJ.OCTaBKl1 npenaparn. 

2.2. AJJ.pecaT npe.nno)KeH11S1 HanpaBJ1S1eT B aJJ.pec .[vi<oHcoH & .[()Kl ·HCOH «AKuenT ocpepTbI» no cpopMe, 

ycTaHoBJeHO Ip1oeneM Ne I K naTOeMy IIpe/1oKeHo. BMecre c «AKuenroM opepTt» 

IpeJOCTaBJIIOTC TaKKe CJIeJIyIOIIIHe JIOKyMeHTLI, 3aBepeHHLIe IOIIIIHCLIO yIIOJIHOMOIeHHOrO JIa 

ne4aTblO AJJ.pecarn npeJJ.J10)KeH11S1 (n1160 B nopSIJJ.Ke, npeJJ.yCMOTpeHHOM n.2.5. HaCTOSIU(ero 

IIpe/oeH): : 

2.2.1 KapT04Ka OpHecKOro Ia AIpecaTa IpenoeHa (bopMa nparaeTc). 

2.2.2 Kon11S1 JJ.OBepeHHOCTl1 Ha nOyYeHe IlpenapaTa c yKa3aHeM yIIOJIHOMOIeHHOTO JIHLa JI6O 

Bbtnl1CKa 113 np11Ka3a O Ha3Ha4eHl111 ynoJJHOMO4eHHOro n11ua Ha COOTBCTCTBYIOW.YIO 

JJ.OJ1)KHOCTb. 8 11CKJll0411TeJ1bHblX cny4a51x C cornacm1 ,[()KOHCOH & ,[()KOHCOH JJ.OnycKaeTCSI 

npeJJ.OCTaBJ1eH11e KOn1111 JOBepeHHOCTH, 3aBepeHHO IOJIIICBIO yIOJIHOMOIeHHOrO JIa. 

2.3. nepeJJ.a4a npenaparn ocyw.ecTBJ1S1eTCSI Cl1J1aMl1 3a cuer J[KoHcoH & .[()KOHCOH, Ha YCJ1O811SIX 

JJ.OCTaBKH JJ.O nony4aTeJlSI. AJJ.pec JJ.OCTaBKH npenaparn )],OJl)KeH BXOJJ.11Tb B nepe4eHb a)],pecos MeCT 

ocyw.ecTBJ1eHl1SI )],eS1TeJ1bHOCTH, BHeCeHHblX B Cl1CTeMy MOHl1TOp11Hra 11 YKa3aHHblX B J111UeH311SIX Ha 

papMaeBTecKyIO JeTenLHOCT. DaKT nepenaq Ipenapara noTBepKnaeTc Io/ncaHueM 

naKn1an1HO no bopMe Ne M-I5 11 aKTa Mey JKoHcoH & ,[vKOHCOH 11 ynOJ1HOMO4eHHblM 

npeneTaBreneM IlonyuaTen1 B 3 (Tpex) 3K3eMnllS1pax, OJJ.11H 113 KOTOpblX OCTaeTCSI y nony4aTeJ1SI, BTOpOH 

nepeJJ.aeTCSI .[vi<OHCOH & .[vi<OHCOH, TpeTl1H - AJJ.pecary TTpe)].J10)KeHl1SI, eCJll1 He OH SIBJJSleTCSI cpaKTl14eCKl1M 

nony4aTeJ1eM npenapaTa. YnOJ1HOM04eHHOe Jl11UO no)],nl1Cbl8aeT HaKJlaJJ.HYIO W11Jll1 aKT C npOCTaBJJeH11eM 

CO6TBeHHOpyIHO IIOJICH H paCIIHbpoBKO baMnI 11 11MeH11. 

2.4. AJJ.pecaT TTpeJJ.JJO)KeH11S1 JJ.OJ1)KeH o6ecne411Tb np11eMKY nepeJJ.aBaeMoro TTpenaparn ynonHOMO4eHHbIM 

Ha OCHOBaHl111 JJ.OBepeHHOCTl1 11Jll1 npHKa3a J111UOM no KOJll14eCTBY KaeCTBy Ha npeJJ.MeT COOTBeTCTBl1SI 

KOJIIeCTBa, KaIeCTBa B 4aCTl1 B11JJ.11MblX He)],OCTaTKOB, HaJ111411SI nospe)K,IJ.eHHH TpaHcnopTHblX MeCT, a 

TaKKe B COOTBeTCTBl111 co CJ1eJJ.ylOW.11Ml1 ycJJOBHSIMH: 

2.4.1. .[(ocTaBKa npenapaTa OT .[vi<OHCOH & ,[vKOHCOH K TTony4aTeJ1IO MO)KeT ocyw.ecTBJ1SITbCSI 

ABTOpecpp11)KepaTOpOM 11J111 BO3.JJ.YWHblM TpaHcnopTOM. 

2.4.2. Bee AsTopecpp11)KepaTOpb1, JJ.OCTaBJ1S110W.He TTpenapaT, o6opyJJ.oBaHbI TepMoperncTpaTopaMHI 

caMon11cuaM11. TTp11 np11eMKe TTpenaparn, so.n11TeJ1b Asrnpecpp11)Keparnpa CHHMaeT 4eK 

caMonca nepenaer ero npencraBreno Ionyarena. Anpecar Ilpe/1oKeHA JOJKeH 

O3HaKOMl1TbCSI C )],aHHblMl1 Ha IeKe nposeCTl1 nposepKy ycJJOBl1H nepeBO3Kl1 Ha COOTBeTCTBl1e 

rpe6yeMoMy TeMepaTypHOMy peHMy. B cnyuae ecn IIpenapar conpooKnaeTca 

TepMO)],aT411KOM (TT) (B cny4ae 11CnOJJb3OBaHHSI TepMOKOHTeHHepos), AJJ.pecaT TTpe)].J10)KeH1151 

11J111 ynOJ1HOMO4eHHOe HM J111LlO Ha OCHOBaHl111 JJ.OBepeHHOCTl1 OCTaHaBJ111BaeT TT 11 C411TbtBaeT 

nOKa3aHl1SI C Hero BO speMSI np11eMKl1 TTpenaparn (11HCTPYKU11SI no OCTaHOBKe 11 C411Tbl8aHl1IO 

nOKa3aHl1H C TT HaXOJJ.HTCSI B TepMOKOHTeHHepe ). 

2.4.3. .[(ocTaBKa npenaparn 8O3.JJ.YWHblM TpaHcnopTOM ocyw.ecTBJ1S1eTCSI B TepMOKOHTeHHepax. B 
Ka)K)].OM TepMOKOHTei1Hepe HaXOJJ.11TCSI I ( OJJ.11H) TT. 

2.4.4. PacnaKOBKY npOBepKy Ipenapara, ynaKOBaHHOro B TepMOKOHTeHHep, nony4aTeJ1b ,/J.OJ1)KeH 

npO113BO,/J.11Tb np11 TeMneparype, COOTBeTCTBYIOW.eH Tpe6osaHl1SIM TeMneparypHoro pe)Kl1Ma 

xpaHeHl1SI npenapaTa. nocne pacnaKOBKH TepMOKOHTeHHepa nony4aTeJ1b ,/J.OJJ)KeH 113BJ1e4b TT 113 
TepMOKOHTeHHepa 11 He3aMe)],J111TeJ1bHO OCTaHOBl1Tb ero. 

2.4.5. B cny4ae BblSIBJJeHl1SI OTKJlOHeHl1H OT He06XOJJ.11MOro TeMnepaTypHOrO peHMa, Ionyuaren 

np11Hl1MaeT TTpenapaT B KapaHTl1H 11 B Te4eH11e I (OJJ.HOro) pa604ero )],HSI C )],aTbl nony4eHl1SI 

npenapaTa yBeJJ.OMJ1SleT .[vi<OHCOH & ,[()KOHCOH O BblSIBJ1eHHblX TeMnepaTypHblX OTKJ1OHeHl1SIX, 

IyTeM HaHIpaBIeH eMy nIO 3J1eKTpOHHOH nO4Te )],aHHblX, CHSITblX C TT. 
2.4.6. .[vi<OHCOH & .[vi<oHCOH np11Hl1MaeT peweH11e O BO3MO)KHOCTl1 ,IJ.aJ1bHei1wero 11cnOJ1b3OBaHl1SI 

IpenapaTa uHpopMpyer Apecara IpennoKena/Ilonyuaren no oneKrpon+oi noure o 

np11HSITOM peweHl111 B cpoK He 6onee 30 (Tp11JJ.UaT11) KaJ1eHJJ.apHblX )],HeH. 

2.4.7. IIpeMKa npO3Bo/urea HonyuareeM B TeueHe l (OJJ.HOro) pa6o4ero )],HSI C MOMeHTa nepeJaI 

Ipenapara no aKTy npeMa-nepena /n HarnanHoi. 
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BCEM fOCY.D:APCTBEHHblM, MYHHU,HTTAJlbHblM Y4PE)l{.D:EHH51MH 3JIPABOOXPAHEHH H 
OPfAHAM HCTTOJlHYITEJlbHOH BJlACTH B C<l>EPE 3.D:PABOOXPAHEHH.51 

2.4.8. IIp 06HapyKeH no6oro Bna 6paka IonyuaTen He3aMe/ITeLH0 B Te«eHe I (On1Hor0) 

pa6o'-lero JlH51 C M0MeHTa O6HapyKeH HbOpMpyeT J[KoHcoH & ,L()KOHCOH 11 HanpaBJI51eT B 

apec JKc:con & JKoHcoH cnenytoui naxer noxyMero no 1eKTponnoi noure, a 

op11rnHaJibl no anpecy 121614, r. MOCKBa, yn. KpblJiaTCKall, Jl. 17, Kopn. 2: 

l) 3aBepeHHa TonyaTeneM K0I9 HaKIaJIHOi (M-I5) 3aBepenag HonyuaTeneM Kong aKra 

np11eMa-nepena'-l11 c nonn11cb10 ynoJIH0M0'-leHHoro npencrnB11TeJIS1 TTony'-laTeJISI. 

2) AKT o BhrnBneHHbIX HecooTBeTCTBl151X TOPr-2 11n11 noKyMeHT ocpopMneHHbIH cornacHo 

BttyTpeHHl1M TpeoOBaHqM IlonyuaTen9. AKT JI JI0KyMeHT I0JDKHLI 6b1Tb B o6SI3aTeJibHOM 

nop51JlKe nonn11caHbl yI0JIHOM0IeHHLIMH JILaMH CO T0poHLI IonyuaTen9 Jll11..\0M, 

ocyw.ecTBJISIIOW.11M ,ll;ocTaBKY TTpenapaTa co CTOp0Hbl ,L()KOHCOH & ,L()KoHCOH ( np11 

06HapyKen 6paKa Bo BpeM nepenau Ipenapara Ilonyuareno), a Tak Ke, Ha AKTe HI 

Jl0KyMeHTe ocpopMJieHHOM cornaCHO BHyTpeHHl1M Tpe6oBaHl151M nony'-laTeJI51 JlQJl)KHa B 

o6H3aTeJibHOM nop51JlKe CT0S!Tb ne'-laTb TTony'-laTeJISI. 

3) Dororpapuu 6paka / HecooTBeTTB C yKa3aHHeM IaT MeTa ceMK. DoTorpabH 

Jl0Jl)KHbl 6bITb '-!eTKl1Ml1. <l>0Torpacp1111 TpaHcnopTH0ro MeCTa (nanneTa, KOpo6) Jl0Jl)KHbl 

C00TBeTCTB0BaTb cnenyIOW.11M Tpe6oBaHl1SIM: o6w.aH cpornrpacp11S1, cji0Torpacp11S1 H0Mepa 

rpaHcnopTH0rO MecTa (cTKepa), bpororpabp8 caMoro 6paKa / HeC00TBeTCTBl1SI. <l>0Torpacp1111 

11HJll1B11JlYaJibHblX ynaK0B0K JlQJI)KHbl C00TBeTCTB0BaTb cnenyIOW.11M Tpe6oBaHl1SIM: 

cpornrpacp1111 ynaK0B0K c Ha3BaH11eM TTpenaparn, cpornrpacp1111 c YKa3aH11eM cep1111 

TTpenaparn, cji0Torpacp1111 caMoro 6paKa / HecooTBeTCTBl151. 

4) ,ll;aHHble C TepM0JlaT'-111K0B /caMonce (B cny'-!ae HapyweHl1SI TeMnepaTypHOr0 peKHMa pH 

TpaHcnopT11p0BKe ). 

2.4.9. ,L()KOHCOH & ,L()KOHCOH o6SI3yeTCSI paCCM0TpeTb npeTeH311IO TTony'-laTeJISI B Te'-leH11e 30 (Tpl1Jll..\aT11) 

KaJieHnapHblX JlHeH C M0MeHTa II0JIyIeHA I0JIH0T0 K0MIJIeKTa HaJIeKale Ob0pMIeHHLIX 

Jl0KyMeHT0B, YKa3aHHblX B n. 2.4.8, 11 HanpaBl1Tb nony'-laTeJIIO npe,u,JI0)KeHl1SI no ee 

yperyn11poBaH1110 B cpoK, cornacoBaHHbIH CTopoHaM11. 

2.5. CrnpOHbl Jl0rQB0p11Jil1Cb, '-!TO AKl..\enT ocpepTbl, JII06b1e 11Hble np11JIO)KeHl151 11Jll1 nonoJIHl1TeJibHble 

cornaweHl1SI K TTpeJlJIO)KeHl1IO 11 AKl..\enry ocpepTbl, 51BJISIIOW.11eC51 11X HeOTbeMJieMOH '-laCTblO, B TOM '-111CJie 

,U,OKyMeHTbl, YKa3aHHbie B n.2.2. HacTOIerO I pen1oKeHA, a TaKKe aKT npHeMa-IepeJaIM, HaKJIaJIHLIe, 

0T'-leTbl 06 11Cn0Jib30BaHl111 (eCJil1 np11MeHl1MO) 11 HLe JIOKyMeHT (aee J[OKyMeHT) M0ryT 6bJTb 

nonn11caHbl B :meKTpOHHOH cpopMe B B11,U,e 3JieKTp0HHblX JlOKyMeHTOB C 11cn0Jib30BaH11eM CTopoHaMl1 

yJeHHo KBaIpMIHpOBaHHO 3JIeKTp0HHO II0JIIIC (J1an1ee y KO[T), kaK oHa onpeJeIeHa B n. 4 CT. 

5 11 B nopSIJlKe n. I CT.6 <1>3 P<l> OT 06.04.2011 Mi 63-<!>3 «O6 3n1eKTpOHHO II0IIIIC». 

2.5.1. ,ll;oKyMeHTbl, nonn11caHHbie YK3TT, np113HalOTCSI Jl0KyMeHTaMl1, paBH03Ha'-IHblM11 Jl0KyMeHTaM Ha 

6yMaKHOM HOcTeJIe, no,u,n11caHHbIM11 co6cTBeHHopy'-1HOH nonn11cb10 11 nopo)KnaeT JlJISI CTopoH 

aHaJI0rl1'-IHble npaBa 11 o6SI3aHHOCTl1. 

2.5.2. ,ll;oKyMeHTbI, KOTOpbIMl1 06MeH11Ba10TCS1 CTopoHbI, 3aBepHIOTCSI YK3TT Ha}lJle>Kaw.11M o6pa30M 

ynoJIH0M04eHH0ro Jll11..\a 0TnpaB11TeJIS1 ,ll;oKyMeHTa. Ka)l(Jloe ynoJIHOM0'-leHH0e Jll11..\0 Jl0Jl)KH0 11MeTb 

CO6CTBeHHyO VKOII, nonrepKeHHyto cepTubuKaToM yJocToBep1oero eHrpa, JoBepeHHoT, 

nonrnep)l(JlalOW.YIO nOJIH0M0'-11151 3TOro Jll11..\a, ocpopMJieHHYIO CTOpOHOH B ycTaH0BJieHHOM nopSIJlKe. 

2.5.3. 3neKTpOHHbtH noKyMeHT C'-111TaeTc51 11cxonHW.11M OT CTopoHbI, ecn11 OH nonn11caH YK3TT, 

npHanekauei CTop0He, JaHHui J[oKyMeHr 6u1 Han1paBJIeH TaKHM CTOpOHaM vepe3 

COOTBeTCTBYIOLUero onepaTopa :rneKTp0HH0ro JlOKyMeHT006opoTa no TeJieKOMMYHl1Kal..\110HHblM KaHaJiaM 

CBSl311. 

2.5.4. B cnyuae TeXHeCK0r0 c6oSI BHyTpeHHl1X Cl1CTeM JII060H 113 CTopoH, c60SIX Ha CT0p0He 

onepaTopa 3JieKTp0HHOro JlOKyMeHT006opoTa, a paBH0 B CBSl311 C neHCTBl1SIMl1 o6cTOSITeJibCTB 

HenpeO}lOJ111MOH Cl1Jlbl CTop0HI, JeiCTBy JO6pOCOBeCTHO, 0693aHI He3aMe/ITeJIBH0, B cpoK He 

n03JlHee OJlH0ro pa6o'-lero JlHSI, 11HcpOpM11pOBaTb npyr npyra O HeB03M0)KHOCTl1 o6MeHa Jl0KyMeHTaMl1 B 

3JieKTpoHH0M B11ne, nonn11caHHbtMH YK3n. 

2.5.5. TTp11 HCn0Jib30BaHHl1 YK3n CrnpOHbl o6SI3aHbI: 

o6ecne'-IHBaTb KOH<pl1JleHl..\11aJibHOCTb KJIIO'-leH YK3TT, B '-!aCTH0CTH He norrycKaTb 11cnOJib30BaH11e 

np11Hanne>Kaw.11x HM KJIIO'-lett YK3TT 6e3 X C0rJIaCH; 

• He3aMeITeJIH0, HO, B JII060M cny'-lae B cpoK, He n03JlHee OJlH0ro pa6o'-lero JlHSI. yBeJl0MJI51Tb 

CTop0Hy, y/0CTOBepIOIII LeHTp, BLaBI cepTbKaT KIHOYa nIp0BepKH 9JIeKTpOHHO IOIIIHCH, O 
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BCEM roCYLJ:APCTBEHHblM, MYHHLl,l-1nAJlbHblM Y4PE)l(LJ:EH1151Ml13)J;PABOOXPAHEHl15! 11 
OPrAHAM 11cnOJ1Hl1TEJlbHOH BJlACTH B C<J)EPE 3APABOOXPAHEHl15! 

HapyweH1111 KOHqrn.ueHIJ.11aJlbHOCTl1 KJ1104a YK3n C M0MeHTa nony4eHl1SI 11mpopMau111-1 0 TaK0M 

HapyIIIeHHH; 

He 11Cn0Jlb30BaTb YK3n f"'.:]11 HaJil141111 0CH0BaHl1H nonaraTb, 4T0 ee KoHheHaJ1HOT 

HapyweHa; 

11cn0J1b30BaTb Jl.JlSI C03,ll.aHl1SI 11 npoBepK11 YK3n, C03,ll.aHl1SI KJll04eH YK3n 11 cepT11cjrnKaTOB 

npoBepK11 KJ1I04a YK3n cpe.ucrna, I0JIyIHBIIHe II0JITBepKJICHHe C00TBeTCTBH Tpe6oBaHl151M, 

ycrnH0BJleHHblM B C00TBeTCTBl111 C <1>3 «06 3J1eKTpOHHO II0JIIIHCH». 

2.5.6. YK3n np113HaeTc51 .ueHCTB11TeJ1bHOH .uo Tex nop, noKa peweH11eM cy.ua He ycTaH0BJleHo 11Hoe. 

2.5.7. BL1cTaBeHe nonyuene J[oKyMeHToB no TeneK0MMyHKaH0HHBM KaHaJIaM BY3H M0KeT 

ocyLUeCTBJlSITbCSI 4epe3 0Jl.H0ro 11Jll1 HeCK0JlbKl1X onepaTopoB 3JleKTp0HH0ro Jl.OKyMeHToo6oporn. 

2.5.8. )neKTpOHi JoKyMeHT curaeTc9 no1yueHHM O/Hoi 3 CTOpoH, ecn ei nocTyno 

C00TBeTCTBYIOLUee no.urnep)K,ll.eH11e onepaTopa 3JleKTp0HH0ro Jl.OKyMeHT006oporn, np11 HaJil141111 

3BeIIIHH JpyrO CTOpoHbl o nonyYeH1111 )],oKyMeHTa, no.un11caHHoro YK3n O.D.HOH 113 CTOpoH 11 

no.urnep)K.LJ.eHHoro onepaTopoM :meKTpoHHoro Jl.OKyMeHToo6oporn. 

2.5.9. CTOpOHbl o6ecne411Ba10T xpaHeH11e )],oKyMeHTOB, no.un11caHHblX YK3n C0BMeCTH0 C 

np11MeHS1BWl1MCSI Jl.)151 cpopM11poBaHl1SI YK3n YKa3aHHblX Jl.0KyMeHT0B cepT11cjmKaTOM KJll04a npoBepK11 

IOJIIIHCH B TeueHe p0Ka, ycTaH0BJleHH0ro Jl.Jl51 xpaHeHl151 TaKl1X Jl.0KyMeHT0B. 

2.5.10. CTopOHbl CaM0CT0SITeJlbHO o6ecne411BalOT ycrnH0BKY, HaCTpOHKY 11 3KCnnyarnu11io cpe.ucrn 

YK3n B C00TBeTCTBl111 C Tpe6oBaHl151Ml1 ,ll.eHCTBYIOLUero 3aK0H0,ll.aTeJlbCTBa 11 pernaMeHT0M 

C00TBeTCTBYIOLUero YJl.0CT0Bep5110LUero ueHTpa 11 onepaTopa 3JleKTp0HH0ro Jl.OKyMeHTOo6opoTa. 

2.5.11. CTOpOHbl no.urnep)K.LJ.alOT, 4T0 caM0CT0SITeJlbH0 Bbl611pa10T ce6e onepaTopa 3JleKTp0HH0ro 

Jl.OKyMeHT006opoTa, 11 np0113B0Jl.SIT n0,ll.KJll04eH11e, ycrnH0BKY 11 o6ecne411BalOT pa6oTocnoco6HOCTb 

cpe.ucrn 11 KaHaJI0B CB51311, nporpaMMHoro 06ecneYeH11si, a TaK)Ke cpe.ucrn Kp11nTorpacp11YeCKOH 3aLU11Tb1 

11HcpopMau1111, Heo6XOJl.11MblX Jl.Jl51 n0,ll.KJll04eHl151, co6CTBeHHblMl1 Cl1JlaMl1 11 cpe,ll.CTBaM11. 

2.5 .12. Ka)K.LJ.a51 113 CTopoH caM0CT0SITeJlbH0 nJ1aT11T 3a 11CX0Jl.51LU11e OT Hee Jl.0KyMeHTbl. 

2.6. B Te4eH11e 30 pa60411X ,ll.HeH C .uaTbl 3aBepweHl151 11cn0J1b30BaHl151 noJly4eHHblX ynaK0B0K npenaparn, 

Anpecar IIpenoeng o693yerc9 npenocTaBT JKoHcOH & JKOHcoH oTueT 06 1cn0n30BaH 

IpenapaTa, coepKaui 0cHoBHyto uHbopMauro o Ilonyuarene Ipenapara, cepu Ilpenapara, 

K0J111YeCTBe nepe.uaHHblX ynaK0BOK IIpenapara, nare nonyuenu Ipenapara IlaueHToM, BLIIICKe 3 

peweHl151 Bpa4e6HOH K0Ml1CCl111 no cpopMe, ycTaHOBJleHHOH B IlpJoKeH Ne2 HaCT0SILUero 

Ipe/1oKeH9. 

2.7. B CJ1Y4ae 0TCYTCTBl1SI B 0T4eTe 06 11Cn0Jlb30BaHl111 flpenaparn OCHOBHOH l1Hcj)OpMau1111, YKa3aHHOH B 

nyHKTe 2.5 HaCT0HLUero flpe.D.JlO)KeHl1SI, TaKOH 0T4eT C411TaeTCSI HenpeJJ.CTaBJleHHblM, 11 K A.upecary 

flpe,ll.JlO)KeHl1SI np11MeHSIIOTCSI YCJ10B11SI n. 3.4. HaCT0SILUero flpe,ll.JlO)KeHl1SI. 

2.8. B cnyYae tte11cnoJ1b30BaH11si flpenaparn B TeYett11e ero cpoKa ro.uttocT11 A.upecaT flpe.D.J10)KeH11si 

0693yeTC9 IIp0M3BeCT yHYT0KeHe Ilpenapara He no3nHee 0JH0r0 r0na I0CJIe HCTeIeH Cp0Ka 

f0Jl.H0CTl1 flpenapaTa B nop51,ll.Ke, ycTaH0BJleHHblM .ueHCTBYIOLU11M 3aK0H0,ll.aTeJlbCTB0M. YHl14TO)Kett11e 

IIpenapara npocxor 3a cer Apecara IIpe/10KeH9. 

2.9. B TeYett11e 30 pa60Y11x .D.HeH nocJ1e ytt11YT0)KeH11S1 flpenaparn, A.upecaT flpe.D.J10)Kett11S1 06si3yeTcS1 

npenocTaBT JoHcOH & JKoHcoH oTueT 06 yHuroKenu Ipenapara, co/epKaui ocHoBHyto 

HbopMa1O 0 cep1111 flpenaparn, H0Mep 11 .uary AKuenTa ocpepTbl, np11Y11tty He11cnoJ1b30BaH11si 

flpenapaTa B Te4eH11e cpoKa r0,ll.H0CTl1, K0Jll14eCTBe YHl14T0)KeHHblX ynaK0B0K flpenapaTa, .uaTe ero 

yHT0KeH9 c npeocTaBneHeM 3aBepenoi AnpecaToM IpeoKeHs n IlonyuareneM Ipenapara 

Kon1111 aKrn 06 yH114T0)KeH1111 flpenaparn. 

3. IlPOlflfE IlOJIOJKEHIUI 
3.1. CTopOHbl n0H11MalOT 11 B3al1MH0 np113HalOT, 4T0 )],)KOHCOH & JKoHcoH He HeceT 0TBeTCTBeHH0CT 3a 

Jl.aJibHetiwee 06ecneYeH11e flau11eHTOB flpenapaTOM. CoorneTcrny10LU11e rapaHT1111 B ccpepe oxpaHbl 

3Jl.0p0Bb51, ycTaH0BJleHHble 3aK0H0,ll.aTeJlbCTB0M PoCCl1HCKOH <l>e.uepau1111, HecyT opraHbl 

rocy.uapcTBeHHOH BJlaCTl1 11 opraHbl MeCTH0ro caMoynpaBJ1eH11S1, a TaK)Ke Jl.0Jl)KH0CTHble Jl11Ua 

OpraH3aui B npe.uenax CB0l1X n0JlHOM0411H. 

3.2. )],)KOHCOH & )],)KOHCOH 11 A.upecaT flpe,ll.Jl0)KeHl1SI np113HalOT 11 cornawalOTCSI, 4T0 Jll06oe 

B3al1M0,ll.eHCTBl1e YKa3aHHblX Jl11U 8 paMKax HaCT0SILUero flpe.ll.JlO)KeHl1SI He o6513blBaeT A.upecarn 
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BCEM roCYL{APCTBEHHblM, MYHHI..U1nAJ1bHblM Y4PE)l{L{EHI151Ml13L{PABOOXPAHEHI151 l1 
OPrAHAM vICnOJlHHTEJlbHOH BJTACTH B C<l>EPE 3L{PABOOXPAHEHI151 

npeJVTO>Kemrn HH B KOeH Mepe npHo6peTaTb, HCn0nh30BaTh, peK0MeH)].0BaTb 1-WH o6ecne4HBaTb 

B03M0>KH0CTb HCn0nh30BaHH51 KaKHX-nH6o npenapaT0B ,[(>KOHCOH & ,[vKOHCOH, He HanpasneH0 Ha KaKoe 

JI6O 0rpaHueHe K0HKypeHIH HI nIpeII0CTaBJIeHe IIpeHMyUIeCTB B C00TBeTCTB c JeCTByIOIIIHM 

3aK0H0)].aTenbCTB0M P<l> H B npenenax K0MneTeHL{l111 YKa3aHHblX nm.I,. 

3.3. AnpecaT npenno>Kemui HacTOHlll,11M npenocrnsnHeT .[l;>KoHcoH & ,[(>KoHcoH 3asepeHHe, MeHOIIIee JI 

,[(>KoHCOH & ,[(>KOHCOH cylll,eCTBeHH0e 3Ha4eH11e, 0 TOM, 4T0 npenapaT 6y.l(eT HCnonb30BaTbC51 CTporo no 

Ha3HaIeHHO, yKa3aHH0My B HHCTPYKllHl1 no Me)].11L{l1HCK0MY np11MeHeHHIO ITpenaparn, B C00TBeTCTBl1H C 

TpeoOBaHHM JeiTByHOIerO 3aK0H0naTencTBa PoccicKoi Denepa (BKJIHOIaA IIpHMeHHMLe 

CTaHnapTbl H nop51.l(KH 0Ka3aHl151 Me)].11L{l1HCKOH noMOlll,11). 

3 .4. OrueT 06 €non3oanu IpenapaTa, 9BJ1eTc9 0693aTeJILHLIM K nIpeJ0CTaBJIeHHO ApecaTOM 

IIpeIoKeHH J0KyMeHT0M, CBHIIeTeILCTByHOIIIHM 0 LeJIeB0M HI10J1L30BaH. B cnIyuae, eCI 0TIeT O6 
en0n13oBaH Ipenapara He 6y/er npenocTaBen AnpecaroM IpeJoKeH9 B TeeHe 4 (qerpex) 

MeC51L{eB C J(aTbl )].0CTaBKl1 npenaparn, TO neHCTBl1e HaCT051lll,ero ITpe.l(nO>KeHl151 He 6yneT 

pacnpoTpaHTq Ha JIHO6Le He n0IeJyHOMe AKLeIT ObepT ApecaTa I pen1oKeH9. 

3.5 ,[(>KoHCOH & ,[(>KOHCOH 11 AJ(pecaT ITpe.l(nO>KeHl151 o6513YIOTC51 B3aHMH0 co6n10,1J,aTb Tpe6oBaHH51 

3aK0H0,IJ,aTenbCTBa B ccpepe npOTHBO)],eHCTBH51 K0ppynu1111 H npeeynpe>K,IJ,eHl151 KOHqJJ111KTa HHTepecoB 

CT0p0H, 0 nop51.l(Ke o6palll,eHl151 co CBe,IJ,eHl151MH, C0CTaBn51IOlll,11Ml1 K0MMep4eCKYIO, cny)Ke6tty10, 

HaJ10rosy10, BpaeoHyro TaiHy 11HYIO KOHql11,IJ,eHLJ,11aJlbHYIO 11H<pOpMal{l1IO, B TOM 411Cne co6n10,1J,aTb 

3aK0H0)].aTenbCTB0 0 3alll,11Te nepC0HaJlbHblX ,IJ,aHHblX. AJJ.pecaT ITpe,1J,nO>KeHH51 3asepHeT 11 rapaHTHpyeT 

npaB0MepHylO nepe,1],a'-ly ,[(>KOHCOH & ,[(>KoHCOH nepc0HaJlbHblX )],aHHblX AJJ.pecarn npe,1J,nO>KeHl151 B 

paMKax 3aKnl04eHl151 J(aHHOH ocpepTbl B C00TBeTCTBl1H C Tpe6oBaHl151Ml1 npHMeHl1M0ro 3aK0H0,l],aTenbCTBa, 

a TaKKe HaJIeKaIIIee yBe[0MJIeHe cy6eKTOB 0 TaKO nepenaIe HX nepc0HaJlbHblX J(aHHbIX, ecnH T0f0 

Tpe6yeT np11MeHl1M0e 3aK0HO,IJ,aTenbCTB0, J(n51 J0CTHKeHA IeJIH. 3aKJIHOIeHHe, HCIIOJIHCHHe H (HI) 

npeKpalll,eH11e ,IJ,0fOB0p0B H cornaweHl1H Me)K)],y AJJ.pecaTOM ITpe,1],nO>KeHl151 H ,[(>KoHCOH & ,[(>KOHCOH. 

Anpecar IIpenoKena u JxoHcon & JKoHcon 3apep9ror u rapaHrpytor o6ecneeHe 

KOH<pl1)],eHUHaJlbHOCTl1 H 6e3onaCHOCTl1 nepe,1],asaeMblX nepC0HaJlbHbIX naHHblX npH 11X o6pa6oTKe B 

CO0TBeTCTBl111 C Tpe6oBaHl151MH np11MeHHM0ro 3aK0HO,IJ,aTenbCTBa. AJJ.pecaT ITpe.l(nO)KeHH51 11 ,[(>KoHCOH & 
,[(>KOHCOH o6513YIOTC51 np11Hl1MaTb Heo6X0)].11Mble npaBOBbie, opraH113aU110HHble 11 TeXHl14eCKHe Mepbl 11n11 

o6ecne411Ba!OT 11X npHH51Tl1e )].n51 3alll,11Tbl nepC0HaJlbHblX )],aHHblX npH 11X nepe.l(a'-!e Me)K)],y AJJ.pecaTOM 

npeJJ.nO>KeHl151 H ,[(>KOHCOH & ,[(>KOHCOH nocpe,1],CTB0M 3neKTpOHHblX KaHaJI0B CB51311, MaWl1HHbIX 11 

6yMa>KHblX HOCHTeneH HH<pOpMaUH11 11nH 11HblM cnoco6oM. B cny'-lae HeC00TBeTCTBl151 )],eHCTBl1TenbH0CTl1 

YKa3aHHblX B HaCT051lll,eM IIyHKTe 3aBepeH rapaHTHH ,[(>KOHCOH & ,[vKOHCOH HeMe)],JleHHO 0TKIDKeTC51 

OT nony4eHl151 nepcoHanbHbIX ,IJ,aHHbIX OT Anpecara IpenIoKeH9 (JI) B pa3yMH cpoK npeKpaT11T 

o6pa60TKY paHee nony'-leHHblX OT AJJ.pecarn ITpe,1],nO>KeHH51 nepCOHaJlbHblX )],aHHbIX. ,[(>KOHCOH & 
,[(>KOHCOH )].n51 BbinOnHeHl151 BbIWeyKa3aHHOH uen11 11MeeT npaB0 npHBneKaTb TpeTbl1X n11u -nocTaBlll,11KOB 

l1H<pOpMau110HHO-cnpaBO'-IHblX ycnyr 11 (11nH) ycnyr npoBe)],eHH51 ay,1J,11TOB/nposepOK - K o6pa6oTKe 

nepC0HaJlbHblX )],aHHblX, nony'-leHHblX OT nepe,1J,a10w.eii CTOpoHu. IpBJeueHe yKa3aHHx TpeTx 

K o6pa60TKe nepC0HaJlbHblX )],aHHblX M0>KeT ocyw.ecTBn51TbC51 TOnbKO np11 ycn0Bl1H o6ecne4eHl151 11MH 

KOHqJ11,IJ,eHU11aJlbHOCTl1 11 6e3onaCHOCTl1 nepC0HaJlbHbIX )],aHHblX np11 HX o6pa60TKe. AnpecaT 

Ilpe/10KeH 3aBep9er rapaHTpyer nonyueHe cornaci cyoeKTOB I HaJIIe HIX nIpaBOBIX 

OCHOBaHl1H J(n51 ocyw.ecrnneHH51 BblWeon11caHHblX )],eHCTBl1H co CT0pOHbl ,[(>KOHCOH & ,[(>KOHCOH. 

3.6 CosepweHHe AnpecaToM ITpeJJ.no>KeH1151 ,1J,eHCTBl1H, YKa3aHHbIX B n.2.2. HaCTOHlll,ero ITpe,1J,no>KeH11H, 

6yJ1eT CITaTLcA aKenIT0M HacTOIer0 IpenIoKeHa. AKeIT HaCTOIerO npe,1J,nO>KeHH51 B03M0>KeH 

JIHIIL B I0JIH0M O61eMe. Ton1Ko B 9TOM cJyIae JOr0B0p 0 6e3B03Me3HO nepeaue Ilpenapara J1 

ueneH onepaTl1BHOH HHl1U11au1111 cneu11an113HpOBaHHOH TepanHeH H pacwHpeHl151 J(0CTyna nau11eHT0B K 

neYeHHIO HHH0BaU110HHblMl1 neKapCTBeHHblMH npenapaTaMH 6y,1J,eT 51Bn51TbC51 3aKnl04eHHblM Me>KJJ.Y 

,[(>KOHCOH & ,[(>KoHCOH H AnpecaroM Ipe/1oKeH Ha yen0Bu9x IIpen0Kena. acT4Hui aKuenT 

npeJJ,no>KeHHH (ocpepTb1), a TaK>Ke aKuem npe,1J,nmKeH11H (ocpepTh1) Ha 11Hb1x ycnoBHHX He JJ,onycKalOTCH. 

3aKnl04eHHe Or0B0pa Mey JKoHcoH & ,[(>KOHCOH AnpecaroM IpeJoKeH OyuecTBn19eTCA IyTeM 

cosepweH11H JJ,eHCTBHH A.ll.pecaTOM npeJJ,no>KeHl151 B nopHJJ.Ke, npeJJ,ycM0TpeHH0M pa3,IJ,enoM 2 «O6lll,He 

ycnoB9» HacTouIero Ipen1oKena (obepT). CoBoxynHocr IIpenoxenua (obepT) AKenra 

ocpepTbl npe.l(CTaBn51IOT co6oH JJ,0rOB0p, no 10pH.ll,114eCKOH npHp0JJ,e 51Bn51l0lll,11HC51 no>KepTB0BaH11eM, H K 

KOTopoMy npHMeHHIOTCH HopMbI crnThH 582 rK P<D. B uenHx 6yxranTepcKoro y4ern Anpecarn 

npeJJ,no>KeHl151 CTOHM0CTb OJ(HOH ynaK0BKH ITpenaparn np11HHMaeTC51 paBHOH cnenyJOW.HM ueHaM 6e3 
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BCEM f0CY,UAPCTBEHHbIM, MYH11U11TTAJ1bHblM Y4PE)l( ,[{EHl1JIMl1 3,UPAB00XPAHEHl1JI 11 
0PfAHAM 11CTT0J1Hl1TEJ1bH0H BJ1ACTl1 B Ot>EPE 3,UPAB00XPAHEHl1JI 

H,UC: 

- TpeMcpeH (MHH ryceJ1bKyMa6) pacTB0p JUI I0IIK0KH0r0 sse.nemrn I 00 Mr/Mn - 126 989.00 py6. 

3.7. HacTOHW.ee npe,nJ10)KeH11e .neHCTBHTeJlbHO .no 31 .neKa6pH 2023 ro.na H M0)KeT 6b1Tb 0T03BaH0 

,U)KOHCOH & JKOHcoH mo6oH M0MeHT. 

3.8. ~OHCOH & ~OHCOH snpase 0TKa3aTb s npHHHTHH AKuenTa ocpepTbl 11 0TKa3aTbCH OT HCn0JlHeHHH 

cBOX 0693aTe1cTB no HacTOIeMy Ipe/1oKeHHIO, B CJIyIae eCJI IO TeXHHIeCKM /JI 

Jl0rHCTHlfeCKHM pHaM JoHcon & JKoHcoH He M0KeT OyIIIeCTBT )].0CTaBKY npenaparn 

OonyttaTeJllO. 

3.9 CTOpOHbl ocso6o)K)].al0TCH OT 0TBeTCTBeHH0CTH 3a n0JlH0e HJlH ttaCTHlfH0e HeBbin0JlHeHHe 

o6H3aTeJ1bCTB no HaCT0HW.eMy .norosopy, eCJlH 3T0 HeBbin0JlHeHHe HBHJ10Cb CJle)].CTBHeM o6CTOHTeJ1bCTB 

HenIpeOIOJIMO CHILI BKJIHOIa HaB0JHeHe, n0Kap, 3eMJIeTpACeHHe H JIpyTe CTXHLe 6e/1CTBHI, 

BOHHY, B0eHHble .neHCTBH.H scex BH)].08, 3a6aCTOBKY nepcoHana, rpa)K)].aHCKHX 6ecnopH.LlKOB, asap1111 Ha 

TpaHcnopTe, 6110Ka)].bl, 3n11.neMHH HJlH naH,neMHH, a paBH0 BBe.neHHe ynoJJH0M0lfeHHblMH 

rocy.napcrneHHblMl1 opraHaMl1 pe)Kl1Ma nOBblllleHHOH roT0BH0CTH HJ111 11H0ro aHaJJ0rHlfH0f0 pe)Kl1Ma 

CBH3aHH0ro C p11CKaMH Hacryn11eHl1H o6CTOHTeJ1bCTB HenpeOL(OJlHMOH Cl1Jlbl, a TaIOKe np11H.HTl1e 

rocy.napCTBeHHblMl1 opraHaM11 aKT0B, npenHTCTBYIOW.HX BbinOJ1HeHl1IO 06e11M11 111111 0)1.HOH 113 CTopoH 

o6H3aTeJlbCTB no ,naHH0MY .norosopy, 11 .npyrnx o6cTOHTeJ1bCTB, K0T0pble M0ryT n0BJ111.HTb Ha Bbin0J1HeH11e 

0693aTen1LcTB n0 HacTOIeMy Or0B0py. CTOpOHa, JI KOTOpOH Bbin0J1HeH11e o6H3aTeJ1bCTB CTM0 

HeB03MO)l(HblM BCJle)].CTBHe HacrynneHl1.H o6cTOHTeJ1bCTB HenpeOL(OJ111MOH Cl1Jlbl, L(0Jl)l(Ha B TetteHHe 3 
(Tpex) pa60lfl1X )].HeH C M0MeHTa Hacryn11eH11H YKa3aHHblX o6CTOHTeJ1bCTB Jll06bIM .nocrynHblM B .naHHblX 

o6CTOHTeJ1bCTBax cnoco6oM yse.noMHTb .npyry10 CTopoey 0 Hattane, 0)1(11L(aeM0M cpoKe .neikTBl1H 11 

npeKpaw.eHl111 YKa3aHHblX o6CTOHTeJlbCTB. Ec1111 HeB03M0)KH0CTb n0JlH0ro 111111 ttaCTl14H0ro Bbin0J1HeHl1H 

0693aTeJILCTB JUI OHO 3 CTOpOH Tc 6on1ee I (onHoro) Mecaua, pyrag CTopona Meer n1paB0 

n0JlH0CTblO 11Jll1 ttaCTl14H0 0TKa3aTbC.H OT .norosopa, nl1CbMeHHO 3BeCTB 06 9ToM pyryIo CTopoHy. Ip 

3T0M CrnpOHbl L(0Jl)l(Hbl npoBeCTH neperosopbl C ueJlblO oueHKH c11ryau1111 11 Bblpa6oTKl1 

B3aHM0np11eMJ1eMblX peweHHH. B cnyttae eCJlH .neHCTBHe o6cTOHTeJlbCTB Henpeo,nOJlHMOH CHJlbl )].JlHTCH 

MeHee I (0/1HOrO) MeCa, Cp0K HCI0JIHeH9 0693aTe/1CTB CTOpOH IIp0JIeBa1OTC Ha IIepH0II HX 

.neHCTBl1H. 

3.10. H ona 113 CTOp0H .norosopa He Bnpase ocyw.ecTBJl.HTb KaK11e-n1160 .neHCTBH.H, 3anpew.eHHble 

3aK0H0L(aTeJlbCTB0M PoccHHCKOH <De.nepau1111 111111 HHblM 3aK0H0)].aTeJ1bCTB0M 0 npOTHBOL(eHCTBHH 

Koppynu1111, K0T0poe .nanee C0BMeCTH0 HMeHyeTCH «AHTHKOppynu110HHOe 3aK0H0,naTeJ1bCTB0» H M0KeT 

IpHMeHTLC K KaKOH-JIOO OJ1HOH JI O6eHM CT0p0HaM. B J0I0nHeHe K BELICH3JIOKeHH0My HH 0J1Ha 

3 CT0p0H He BnIpaBe 0CyIIIeCTBJITL KaKHe-JIO IIaTKH, IpeJIaTaTB JIH IIepeJaBaTL KaKHe-JI6O 

eHH0CTH T0CyJIapCTBeHH0My /JI MyHHIIaJIBH0My cJyKaeMy, pa6OTHuKy 0praHoB 

rocy.napCTBeHHOH BJlaCTH, opraH0B MeCTHOf0 caMoynpasneHHH, rocy.napCTBeHHblX WHJlH 

MyHHHITaJILHBIX 0pTaH3aL, KaKO-JI6O IOnITueCKO napTH /JI KaHJIHIaTy Ha J0DKH0CT B 

opraHax rocy.napCTBeHHOH BJlaCTH (,fJl(,f MeCTH0ro caM0ynpaBJeH, JI6O H0My TpeTLeMy JIy, 
CBH3aHH0MY BO c.neJlKOH, ecn11 3T0 np11se.neT K HapyweHHIO AHTHKOppynu110HHOro 3aK0H0L(aTeJ1bCTBa. 

3.11 Bee cnopbl (,fJl(,f pa3H0rnaCHH, B03HHKalOW.He no HaCT0HW.eMy .norosopy (,fJl(,f B CBH3H C HHM, 

pmpewaIOTCH nyTeM neperosopos. ,Uo nepe.natt11 cnopa Ha pmpeweH11e cy.na CT0p0HLI IIpHMyT MepL K 

ero yperyn11poBaHHIO B npeTeH3H0HH0M nopH,nKe. no nonytteHHOH npeTeH3HH CTopoHa )].0Jl)l(Ha ,naTb 

nHCbMeHHblH 0TBeT no cywecrny B cpoK He n03L(Hee IO (.necHTH) KaJJeH.napHblX )].HeH C .naTbl ee nonytteHHH. 

B cnyttae HeB03M0)KH0CTH pa3peweH11H Cn0p0B HI pa3Horacu nyTeM neper0Bop0B, 0H noJIeKaT 

pmpeweHHIO Ap611Tpa)l(HblM cy,noM ropo.na MOCKBbl B I0pJIKe, yCTaH0BIeHH0M 3aK0H0)].aTeJlbCTB0M 

PocrniicKOH <De.nepau1111. 
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BCEM fOCY,[J:APCTBEHHblM, MYH11U11TTAJ1bHblM Y4PE)K ,[J:EHl1JIMl13,[J:PABOOXPAHEHl15111 
OPFAHAM HCIIOJIHHTEJILHO BJIACTH B CDEPE 3JIPABOOXPAHEH 

Ip.1oxene N 1 «AKuenr obepT» 

Ip0Kee N2 «OrueT O6 Ion3oan eKapcrenHoro npenapaTa J Me/HcKoro 
pMMeHeH c MHH ryceKyMa6» 
CeIK: 

I. Icopa3, KHuecKe peKoMeHa. 2020 https://er.m inzdrav .gov .ru/recomend/234_I 
2. Mono4Ko B.A., Ba/oKu B.B., An6aHoa B.., Bonyx B.A. Icopa3 ncopareek 

aprpur.- M.: KMK, 2007.- 332 c 
3. IlcopaTuecKi apTpr. KnHuecKe peKoMeHa, 2021 

https://cr.minzdrav .gov .ru/recomend/562 2 
4. Pa3HaroBcKi K.H., Jpean P.O., XKyKoBa O.B., p. OueHKa 9KOH0MeKoro 6peMeH u 

TeKyIIeTO COCT0AHHA OpTaHH3aLHH JIeKapCTBeHHOrO O6eCIeIeHI IaHeHT0B C I1COpHa3OM B 
Poccuickoi Denepau. Kn4HuecKa epMaTO/IOTA BeHepO10r. 2021:20(3):8-16. 

5. HHTpyKg no MeJHIHCKOMy npHMeHeHHO npenapaTa TpeMbea; Py JII1-005686 oT 
31.03.2021 ( I 00 Mr/Mn); URL.: 
http://grls.rosminzdrav.ru/Grls _View_ v2.aspx?routingGuid=06e7fa3a-e993-4bad-aa90- 
f28b2de029d3&t= 

6. Blauvelt A, et al. Efficacy and safety of guselkumab, an anti-interleukin-23 monoclonal antibody, 
compared with adalimumab for the continuous treatment of patients with moderate to severe 
psoriasis: Results from the phase III, double-blinded, placebo- and active comparator-controlled 
VOYAGE l trial, J Am Acad Dermatol 2017;76:405-417; 

7. Griffiths CEM et al. Maintenance of Response With Guselkumab for up to 3 Years' Treatment in 
the Phase 3 VOYAGE I Trial of Patients With Plaque Psoriasis. SKIN The Journal of Cutaneous 
Medicine, [S.l.], v. 2, p. S90, dee. 2018. ISSN 2574-1624. 

8. Griffiths CEM, et al., Continuous treatment with guselkumab maintains clinical responses through 
4 years in patients with moderate-to-severe psoriasis: results from VOYAGE 1. J Dermatolog 
Treat. 2020 Jul 13:1-9. 

9. Reich K, Armstrong AW, Langley RG, Flavin S, Randazzo B, Li S, Hsu MC, Branigan P, Blauvelt 
A. Guselkumab versus secukinumab for the treatment of moderate-to-severe psoriasis (ECLIPSE): 
results from a phase 3, randomised controlled trial. Lancet. 2019 Aug 8. pii: SO 140-6736( 19)31773- 
8 

I0. Pac1op9eHe IpaBTencTBa Poccickoi Denepau or 30.10.2021 N 3073- 
p http://publication.pravo.gov.ru/Document/View/0001202011250016 

11. Scher, J.U., Ogdie, A., Merola, J.F. et al. Preventing psoriatic arthritis: focusing on patients with 
psoriasis at increased risk of transition. Nat Rev Rheumatol 15, 153-166 (2019). 
https://doi.org/10.1038/s4l584-019-0175-0 

12. M. Augustin et al., VIRTUAL PRESENTATION AT THE 6TH WORLD PSORIASIS & 
PSORIATIC ARTHRITIS CONFERENCE, 2021, P35115 

13. Langley R.G, Tsai T.F., Flavin S., et al. Efficacy and safety of guselkumab in patients with psoriasis 
who have an inadequate response to ustekinumab: results of the randomized, double-blind, phase 
III NAVIGATE trial. Br J Dermatol. 2018; 178(1): 114-123. doi: 10.1111/bjd.15750 

14. BaxyneB, A. JI., llaroa, IO. B., Ko31oa, H. B. Ilcopa3 KaK cucTeMHa naT0J10r. CapaTOBcK 
Hay'-IHO-Me)].11U11HCKl1H )Kypttan, 2008; 4 (I), 13-20. 
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[HA EJIAHKE Y4PE)K,[{EHHJI 

11cx.N~ _ Kya: 121614, r. MocKsa, yJJ. Kpb1J1aTcKan, 17, Kopn. 2 
TeJJ.: (495) 580-77-77, <l>aKc: (495) 580-78-78 

(( » 2023r. ----- 
KoMy: 000 «,[l;)KOHCOH & ,[l;)KOHCOH» 

AKuenT oqiepTbl 

Hacrnm.u11M_~----------------------,----------,-----,~------- 
Yt.::1:1an. HaHMe1msatt11e rocyaapcrsettttoro IL'lll Myn111um:111LHOro y•1peiK!Iett1111 :1np;rnooxpaue111rn m16o 11cno.11H11re.rtLttoro opram1 rocyx1pcTnettttoii enacn1 e cipcpe 'l;tp:rnooxpa11emu 

Ha,JJIeKaIIIM 06pa30M C03,ll,aHHOe 11 )].eHCTBYIOll.\ee B COOTBeTCTBl111 C 3aKOHO.ll,aTeJJbCTBOM Pocc11ticKOH <I>e.11,epau1111, 

orPH: -------------- 11HH: -------------- c MeCTOM 
HaXO)K.ll,eHttn no a)].pecy: _ 

B JlHLle --------------------------------------------- 

nIeCTBIOLI Ha OCHOBaHH 

(.11,anee - A)].pecaT Ilpe)].JIO'.ffi:emrn\AKUenTaHT) OOJIHOCTbIO npHHHMaeT YCJIOBIISI pa3MemeHHOro O6mecTBOM C 
orpaHWleHHOH OTBeTCTBeHHOCTblO «,ll;)KOHCOH & [KOHCOH», HOpJeCKOe JILIO, Ha[IeKaIIIMM 06pa30M C03.ll,aHHOe 
neicTByHOIee B coorneTcrn1111 c 3aK0Ho.11,aTeJ1bCTBoM Pocc11ticKoti <I>e.11,epau1111, or PH: I 027725022940, 11HH: 

7725216105, c MeCTOM HaXO)K.11,eHHH no a.11,pecy: 121614, r. MoCKBa, yJJ. KpblJJaTCKaH, .11,. 17, Kopn. 2, B JIIe 
feHepaJJbHOro .11,11peKTOpa TTorO.ll,HHOH EKaTepHHbl Eop11COBHbl, .ll,eHCTBYIOll.\eH Ha OCHOBaH1111 Y CTaBa (.11,anee - 
«)J,m:OHCOH & )J,m:OHCOH») Ilpe)],JIOm:eHHSI (oq>epTbl) C HCX. HOMepoM OT 2023 rona o 6e3B03Me3.ll,HOM 
npe,ll,OCTaBJJemrn JJeKapcTBeHHOfO npenaparn )],JI» Me.ll,HLIHHCKOfO npHMeHeHHH c MHH ryceJJbKyMa6 s ueJJ»X 
onepaTHBHOH HHHL1Hau1111 cneL1HaJJl1311pOBaHHOH Tepan11ett 11 pacurnpeHHH .11,ocryna nau11eHTOB K COBpeMeHHOH 
11HHOBaLll10HHOH TepanHH C HCnOJlb30BaHHeM JJeKapcTBeHHOfO npenaparn )],JI» Me.ll,HL111HCKOro npHMeHeHHH C MHH 
TyCenLKyMa6, TOpTOBLIM HaMMHOBaHeM TpeMbe (qanee - IlpenapaT), H npeocTaBJeT CIeIIyIOIIIe CBeIIeH, 
Heo6XO,ll,HMbJe MR aKuenrn TaKOH ocpepTbl: 

HHqiopMaunsi 06 O_J)_raHH3auuu - Ilony<taTeJie IlpenapaTa 
HaMeHoBaHe OpraH3aL. 
(yKa3aTL HaJMCHO BaHHe 110/lY'taTe/lJI, YllO/lHOMO'leHHOro 
npllHIIMUTh II IICl10/lh30BaTb J1eKapcTBem1h1e cpe).lCTBa ).l/lJI OKaJaHIIJI 
Me).ll!UHHCKOH llOMOIUII) 

A,11,pec .11,ocrnBKH TTpenaparn, BHeceHHblH B 11C 
M,ll;JITT 

11HH/KTTTT: 

KoJJHLJecrno [laLeHTOB, COOTBeTCTBYIOll.\HX 
YCJJOBHHM Ilpe/JOKeH9 11 0TpaKeHHOe Ha CTp.2 Bcero nIaLIHeHTOB 
AKuenTa obepTLI: 

1.1. KoJ1111.Jecrno ynaKOBOK TTpenaparn (MHH 
ryceJJbKyMa6) pacrnop M» nO,ll,KO)KHOro BBe.ll,eHl1H I 00 
MfiMJJ, wnpHLI - I MJl. HJJH pacrnop )],JI» nO.ll,KO)KHOro 
BBe.11,eHHH I 00 MfiMJJ, wnpHLI B IIIIpII-pyIKe - I MJl. Bcero ynaKOBOK 

(061ee KOJIIeTBO IIpenapaTa, noJIyueHoe nyreM YMHOll(eHIIJI 
KOHll'leCTBa YllUKOBOK 110 llpe).lJlO)l(CHIIIO HU IGlll(/.lOro fluu11e1na 11 
KOHll'leCTBa IlUUIICHTOB, IIMCIOli\llX rpmK).lUHCTBO PD, KOTOpb!M 
pewe1111eM Bpu•1e611oii KOMIICCIIII anepBhle lla3HU4CHa TepamlJI C 
npllMCHCHIICM llpenaparn C MHH rycC/lhKyMa6, OTpaJl(CH1mc HU 
CTp.2 IIUCTOJllUCro Al(UCllTa odJCPThl) 

KoHT3KTHbte .ll,3HHbte co CTOpOHbl opramna1.um - IloJiy<IaTeJISI 

Mo611J1bHbltt TeJJecj)oH: I 



[I IA SJlAHKE Y4PE)K)],EHHJI 

HacTOuM Anpecar Iipe/uoeHu/AKuenrant peocranaeT HecneytOIee 3apepeHe 06 

OOCT051TCJlbCTBaX, HMelOW,IIX rna'!CllHC )],JUI 3aKJll0'1CHllll /lOiOBOpa, H reM caMblM ripmmMaeT !la ce6Jl 
OTBCTCTBCHHOCTb 3a COOTBCTCTBHC 1aBepemrn .ueikTBHTCJlbHOCTH B orny nyHKTa l CTaTbH '1,., 1 .2 rK P<D: 

PemeHHCM BpatJCOHOH KOMHCCIIH ---- ---jKOJlHl.JCCTBO 'IIICJlOM H npom!Cb!O) rpa;K.uammy(-aM) P<D 
BIIEPBbIE Ha3HaueHa Tepan c npuMeHeHeM JIeKapCTBeHHOrO f1penaparn c MHH ryceJ1hKyMa6 c mrnrno10M 

ncopHa3 HJlH ncopHaTHlJCCKHH apTpHT (.ua11ee «f1au11eHT» ). 

B COOTBCTCTBHH C TPC60BaHH51MH npHMCHHMOfO 3aKOHO.UaTCJ1bCTBa pemem1e o<\)opMJJCHO B BH.UC npoTOKUJ!a 
N2____ OT« » r., KOTOpblH, cpenu npo'!ero, conepKT CJIeIIyHOIIIe CBeJIeH (HOMepa 
H .uaTbl npose.ueHH51 3ace.uaHH51 spa'!e6Hb!X KOMHCCHH, o6ocHOBaHHC Ha3Ha'ICHl151 f1penapaTa [lau11eHTaM BnepBblC 

6e3 yKa3aHH51 nepcOHaJJbHblX .uaHHblX I lauueHTOB): 

CaeneHHJI O pewemrn Bpa4e6HOH KOMHCCHH OTpmKCHbl B COOTBCTCTBYIO!UCH MC.U!HlHHCKOH L!OKYMCHTaUHH 

llamleHTa(-08). 

n p HJlO:>Ke HH5L 

flpH11ara10TC51 cnenyiomHe JJ,OKYMCHTbl, 3aBepeHHblC 110.UllHCb!O ynomIOMO'ICHHOfO m1ua H neYaTb!O AnpecaTa 

IIpeoeHq\AKuenTaHTa. 

L Kaproxa opuecxoro ntua - AnpecaTa IIpeoKeH\AKuenraHra u IlonyuaTen1. 

Komm nosepeHHOCTH Ha IoJIyueHe IlpenapaTa C yKa3aHeM yI1OJ1HoMoeHHorO Ja / BLICKa 3 

nip1Ka3a O Ha3HaIeHHH yROIIHOMOIeHHO!O JIHLa Ha COOTB€TCTByKOIyKO BIOJIKIOCTL. 

3. 

ll,OJl)KHOCTb 

H HaHMCHOBaHHC 
opramnaum1 Anpecarn IlpeUJlO)KCHH5ll AKuenrattra 

<t.>110 



[HA 6JlAHKE Y4PE)K~EHH51 

IpunoeHue el K axuenry obepT Hex .N OT «_» 2023 r. 

KapTo9Ka 1OpuecKoro Ira 

M!nln HauJ1vte110Ga11ue 1anommeJ14020 noJZR Cseoenu o6 op2au3ayuu Ilpu.7t4e'-la11ue 
1 TiorrHoe HaHMeHOBaHHe 

opraHH3aI.J,HH 

2 KpaTKOe HaHMeHOBaHHe 

opraHH3aI.J,HH 

3 Apee 1OpHecKu 

4 A[pec IOITOBLI 

5 HHH 

6 KTITI 

7 HaHMeHOBaHHe 6aHKa, B T.. MeCTO 

(TOpO/) HaXOKJIeHH 

8 PacqeTHhIH cqeT 

9 KoppecIoHJIeHTcKi cIeT 

10 EHK 

C ysmKeHHeM, 

,n:omKHOCTb H HaHMeHOBaHHe 

opraHH3aI.J,HH A~pecarn Tipe~JlO)KeHHJ.1/ AKI.J,eIITaHTa 

/cDHO/ 





[HA 6J1AHKE YYPE)l{~Hllil] 

Kyi:.a: 121614, r. MocKBa, y11. Kpb111aTcKaH, 17, Kopn. 2 
Ten.: (495) 580-77-77, <f>aKc: (495) 580-78-78 

(( » 2023 r. ---- KoMy: 000 «,[QKOHCOH & ,[QKOHCOH» 

Oruer 
06 ucnoJib30Banuu ne1rnpcTBeuuoro npenapaTa 

III MeJIHIIHCK0F0 nIpHIMeHeHI c MHH IyceILKyMao 

B ,[QKOHCOH» 11 

(JJ.anee - 
AJJ.pecaT npe,1J,JlO)KeH11H\ AKu,enTaHT), 3aKJll04eHHblM nocpe)].CTBOM aKu,enrn npe)].JlO)KeHl1H 

000 «,[QKOHCOH & ,[QKOHCOH» 0 npe)],OCTaBJleHl111 ynaKOBOK JleKapcTBeHHOro npenaparn )],JlH Me)],111..J,11HCKOro 

nIpHMeHeHM c MHH rycenKyMao B CJIeIyIOIIIeM KOJIIeCTBe: (__) ynaKOBOK TpeMcpe11 (MHH ryce11bKyMa6) 

pacrnop )],JlH 00)],KO)KHOro BBe)],eHl1H 100 Mr!MJl, wnp11u, - 1 MJl (JJ.anee - «npenapaT») B OTHOWeHl111 - (__) 

naeHTa(0B) B COOTBeTCTBl111 C 011CbMOM (AKu,enTOM ocpepTbl) AJJ.pecarn flpe,1J,J10)KeH11H\AKu,enrnHTa O 

COOTBeTCTBl111 C )],OfOBOpOM 000 «,[QKOHCOH & 

6e3B03Me3)],HOM npe,1J,OCTaBJ1eHHl1 flpenaparn 11CX. NQ OT , HanpaBJlHeM 

BaM CJle)].ylOl.l\YIO l1H<pOpMau,1110 06 11COOJlb30BaHl111 flpenaparn: 

nubopaua o6 opran3au - noryrarere Ilpenapara 
Ha11MeH0BaH11e opraH11Jau,1111: 

AJJ.pec: 

TeneboH: 

Hmt,opMaQHH 06 ucnoJib30Bauuu IIpenapaTa 

_j{o JaHHtre o nauueHre ~0:fl-114ee-'FB0-- (aTBI BBeJIeH9 l{-oJTHlleCTirO- 
(HOMep 11 )],aTa 11COOJlb30BaHHblX npenaparn\)];arn He11cnOJ1b30BaHHblX 

npoTOKOJla peweHHH ynaKOBOK,cep11H nepe,1J,a411 ynaKOBOK** 
Bpa4e6HOH KOMl1CCHH) * npenaparn naLeHTV 

I. (_J ynaKOBOK TpeMbeu 
(MHH ryceJ1bKyMa6) 

pacrnop )],JlH 00)],KO)KHOro 

BBeJIeHHA 100 Mr/MJl, 

wnp11u, - 1 MJl, cepHH __ 

2. 
(__) ynaKOBOK TpeMbe 
(MHH ryce11bKyMa6) 

pacrnop ,/J,JlH 00)],KO)KHOro 

BBeJIeHHI 100 ME/Mn1, 

wnp11u,- 1 MJl, cep11H __ 



['M'J-\' rDJT"'f_AIJJrr ,r11n~,1rni:7rtTACTl 1HI1IE Y 1IL/T/LI FI] 

* YK33aTb HOMep npOTOKOJla H nary pewemrn Bpa4e6HOH l<OMHCCHH, B COOTBeTCTBHH C KOTOpb!M nal..\HeHTY 6b1Jl 

H33Ha4eH npenapaT 

**EcnH npenapaT He 6bIJl nOJlHOCTb!O HCnOJlb30BaH, He06XO,!],HMO y1<33aTb npH4HHy: 

[nomKHOCTb] /<!>HO/ 
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