
BCEM rOCY)J;APCTBEHHblM, MYHYIUJ111A JlbHblM Y4PE)K)], EHYl51Mvl 3,QPABOOXPAHEHYl .51 vi 
OPrAHAM YICTTOJlHYITEJlbHOM BJlACTvl B C<l>EPE 3,QPABOOXPAHEHYl.51 

TTpe)lJJO'.IKeHlte O 33KJIIO'leHIUI )lOrOBOpa 

B OTHOIIeHIII 6e3B03Me3Ioii nepenan aeKaperennoro npenapara non1 MHH ceJJeKcunar 

B ueJJHX onepanrnuoii 11uuu11au1111 cneu11aJ1111upoBauuoii Tepanueii II pac11111peH1rn )lOCTyna nauueuToB, 

CTpa)laiomux JJerO'IHOII apTepttaJJbHOII r11nepTeHJ11eii, K COBpeMeHHOII IIHHOB3UHOHHOII Tepan1111 C 

HCUOJlb3083HHeM JJeKapcTBeuuoro npenapaTa )lJIH Me)lHUIIHCKOro npHMeHeHlrn C MHH ceJJeKCHnar 

vlex. HOMep .N2 ell 06-fO,/;t.!J 

r. MoeKBa «,11 » ~ 2023ro.D,a 

O6w,eeTBO e orpaHl1'-leHHOH OTBeTeTBeHHOeTblO ((~<OHeOH & ,L()KoHeoH», 10p11.D,11'-leeKoe Jll11..(0, 

Ha.D,Jle)KaW,11M o6pa.30M e03)],aHHOe 11 .D,eHeTBYIOW,ee B eoorneTeTBl111 e 3aKOHO)],aTeJlbeTBOM Poee11HeKOH 

<t>e.D,epau1111, OrPH: 1027725022940, v!HH: 7725216105, e MeeToM Haxo)K)],eH1151 no a,npeey: 121614, r. 

MoeKBa, y11. KpbIJlaTeKa51, ,n. 17, Kopn. 2, B 1111ue reHepa11bHoro .n11peKTopa noro,n11HoH EKaTep11HbI 

Eop11eOBHbl, ,neHerny10w,eH Ha OCHOBaH cTaBa (J1a/1ee <<,Ll;JKOHCOH & ,ll.JKOHCOH» ), 

IlPHHHMMI BO BHMAHE, ITO 

(A) Jlero1rna51 apTep11aJ1bHa51 rnnepTeH31151 (JIAr), Ko,n MKE-10 127.0, 127.2. JIAr - 3TO opcpaHHoe, 

)1(113Heyrpo)Kal0w,ee, 6b1eTpo nporpeee11py10w,ee 3a6011esaH11e. 1 JIAr 11MeeT HeeKOJlbKO cpopM, Ha116011ee 

paenpoeTpaHeHbl - 11,D.110naTH'-!eeKa51 JIAr (11J1Af) 11 aeeOL.(1111pOBaHHa51 JIAr (aJIAr), KOTOpbie 

eoemBJ151IOT 41,5% 11 55,5% B o6w,eH eTpyKType nau11eHTOB e JIAr eOOTBeTeTBeHH0.2 

PaenpoeTpaHeHHOeTb JIAr no ,naHHbIM esponeHeK11x perneTpOB, Bapb11py10Te51 OT 6,6 .no 26 e11y'-laeB Ha 

Ml1J1Jll10H '-!eJlOBeK. 
3 
no JaHHEIM EKerOIHOTO 61OIIeTeHA 9KCIepTHOTO COBeTa I1O peIKHM 3a60/1eBaHM 

KOM11Tem roey.D,aperneHHOH ,lt'MbI no oxpaHe 3,nopoBb51 Ha 2020 B Poee11HeKoH <t>e.nepau1111 

Hae'-!11TbIBaeTe51 1025 nau11eHTOB e 11J1.Ar, 835 113 Hl1X B3pOeJlbie, a 190 ,neT11.4 84% OT o6w,eH nonyJ1511..(1111 

nau11eHTOB e JlAr B P<t> - 3TO )KeHW,11HbI. Cpe,nH11H B03paeT eoeTaB1151eT 42, 7 11eT.2 

(E) B OTeyTeTBl111 Tepan1111 11 pery1151pHoro Ha6J110,D.eHl151, JIAr 51BJ151eTe51 BbieOKO 11HBaJ111,D.11311pylOW,11M 

3a601eBaHeM. 77,5% naeHToB c AF o6n1a/a1OT HBaJIHOcTLO. TeMI pocTa naeHToB c 11J1.Ar, 

Me+Ox HBanHocT, c 2018 no 2020 cOcTaBJ1 45,5% 114 B3pOCILIX 41,8% 1 neTei#.' 

Ha MOMeHT IocTaHOBK aFHO3a 60JIB1a IaCTL IaLIeHTOB yKe HaXOJITCI B TKeJIOM COCTOHH B 

30He BbieOKOro p11eKa eMepT11, y 65% JIAr ,n11arnoeT11py10T y)Ke np11 3-4 cpyHKL.(110HaJlbHOM KJlaeee.2 

(B) IlatuuenraM c JIAI KpaiHe BaxHo nOyaTL Tepano JIAF-cneduecKM npenapaTaM. 

Pae'-!eTHa51 Me,n11aHa Bbl)Kl1BaeMOeT11 np11 OTeyTeTBl111 Jle'-leHl151 nau11eHTOB e JIAr 2,8 ro,na7. JleTaJlbHOeTb 

np11 JIAr 6Jll13Ka K OHKOJlOrH'-leeKOH.
3
' 
5
• 
6 

lToT11J1eTH5151 Bbl)K11BaeMOeTb nau11eHTOB e JIAr IV <t>K 6e3 

Tepan1111 eoemBJ151eT Jl11Wb 34%.
5 
no ,naHHbIM pernOHaJlbHblX eerMeHTOB <t>e,nepaJlbHOro perneTpa 

60JlbHbIX pe,D.Kl1Ml1 3a6011eBaHl151Ml1 TeMnbI poem eMepTHOeT11 OT 11J1Ar eoemBl1Jl11 3,8% e 2019 no 2020 
r.' 

(T) COBpeMeHHLIM cTaHnapTOM JIeeH IaeHTOB c JIAF qBIeTCI MeJIKaMeHTO3Ha Tepanq c 

IIpHMeHeHMeM KaK IO[UIepKMBarOIX, TaK JIAF-cneupuecKux npenaparop."" [Ip BLI6ope JIAT 
cnepIecKO Tepan BaKHO BO3JeCTBOBaTL Ha H3BecTHBIe nyT naTOreHe3a 3a60/1eBaHA: 
3H,D.OTeJ111HOBbIH, nyTb OKe11.n a.30m 11 npoeTal.(11KJ111HOBbIH.10 

(,[() vlHHOBal.(110HHOH rpynnoH JIAr-eneu11cp114eeKOH Tepan1111 51BJ151l0Te51 ee11eKTl1BHbie aroH11eTbl 

npoeml.(11KJ111HOBblX (IP) peuenTopoB, e,n11HeTBeHHbIM npe,nemB11TeJ1eM KOTOpOH 51BJ151eTe51 

JIeKapCTBeHH npenapaT JUI MeJIHIHHCKOTO IIpHMeHeH An6paB (MHH ceneKcunar) (q1anee 

«npenaparn), 3aperneTp11poBaHHbIH B Poee111107.06.2019. npenapaT nOKa.3aH ,D.1151 ,D.Jl 11TeJ1bHOro 11eLieH1151 

11eroLIHOH apTep11a11bHOH rnnepTeH31111 y B3poe11b1x nau11eHTOB (JlAr, rpynna I no KJ1aerncp11Kau1111 803) 

II-IV <t>K. 3cpcpeKTl1BHOeTb npenapam ,D.OKa.3aHa B OTHoweH111111,n11onam4eeKOH 11 Hae11e,nerneHHOH JIAr, 

JIAr, aeeou1111poBaHHOH e 3a6011eBaHl151Ml1 eoe,n11H11TeJlbHOH TKaH11, JIAT, accOIpoBanoi c 

KOMneHe11poBaHHbIM nIpOCTLIM BpOKJIeHHLM nopOKOM cepIa.'' 
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BCEM rOCY.IJ:APCTBEHHblM, MYH11Ll,vlTTAJ16HblM Y4PE)KJl; EH1151Ml13,[l,PABOOXPAHEHvUI 11 
OPrAHAM MCTTOJ1Hv!TEJ16HOC'I BJ1ACH1 B C<t>EPE 3.IJ:PABOOXPAHEHl1,q 

npenapaT JJ,OKa3aJI 3Ha411TeJ1bHoe y11y4we1rne oTJJ,aJieHHoro nporn03a JlAr npH 1v10H0Tepan11H 11 npH 

JJ,06aBJ1eHHH ero BTOpblM HJlH TpeTbHM npenapaTOM I( cyw,ecrny10w,eH cxeMe TepanHH B caMOM 

MacITa6HOM HCCIeIOBaHH (PKH) B 06/1acTu JIAI - GR1PHON. TipenapaT cTaTHCTH4eCKH 3Ha4HMO 

CHH)KaeT pHCK nporpecc11poBaHH51 CMepT OT JlAr Ha40% .
12 
MaKCHMaJlbHOe CHmKeHHe (Ha 55%) pHCKa 

nporpecc11poBaH1151/cMepTH Ha61110JJ,aeTC51 npH paHHeM JJ,06aB11eHHH (B nepBb1e 6 MecueB) Ipenapara', a 

npH Ha3Ha4eHHH nau,HeHTaM C <l>K II CHmKeHHe pHCKa nporpeccHpoBaHH51/CMepTH cocTaBJ151eT 64%
13
.5- 

THJleTH5151 BbDKHBaeMOCTb nau,HeHTOB Ha TepanHH npenapaTOM COCTaBJ151eT 75% 
14, 7-MHJleTH5151 - 63%

15
• 

TipenapaT CHH)l(aeT pHCK CMepTH BCJleJJ,CTBHe JlAr HJlH rocnHTaJIH3aLJ,HH no nOBOJJ,Y yxyJJ,weHH51 JlAr 

BnJlOTb )],O OKOH4aHH51 TepanHH Ha 30%.
12 

(E) npenapaT BXO)],HT B JeCTByBOIIIHe KJIHHeKHe peKOMeHJJ,aLJ,HH no ner04HOH apTepHaJibHOH 

rnnepTeH3HH, oJJ,o6peHHbie Hay4Ho-npaKTuecKM COBeTOM MH3npaa PD pa3MeueHHte Ha 

py6p111CaTOpe KJ1HHH4eCKHX peKoMeHJJ,au,HH MHH3JJ,paBa P<l> 17 .11.2020.
1 
npenapaT Tal()l(e oJJ,o6peH 

EBponeticKHM coo6w,ecTBOM 1<apJJ,11011oroB.14 Pacnop51)1(eHHeM npaB11TeJ1bCTBa P<l> oT 23 H0516p51 2020 

roJJ,a NQ 3073-p ce11eKc11nar c 01.01.2021 BKJ1I04eH B nepe4eHb )KHBJln. 
16 

()K) ,lv"l51 l(a)J()].Oro nau,HeHTa, KOTOpOMY Ha3Ha4eHa TepanH51 npenapaTOM C nOMOIJJ,blO THTpOBaHH51 )],03bl 

)],0Jl)l(Ha 6b1Tb noJJ,06pai-1a 111-l)],HBHJJ,YaJibHa51 l\1aKCHMaJlbHa51 nepeHOCHMa51 )],03a, B )],Hana30He OT 200 MKr 

Ba pa3a B JJ,eHb )],O 1600 MKr )],Ba pa3a B JJ,eHb. PeKOMeHJJ,yeMa51 Ha4aJibHa51 )],03a - 200 MKr )],Ba pa3a B JJ,eHb. 

JJ:03y yBeJ111411BalOT C waroM 200 MKr, o6bl4HO C nepHO)],H4HOCTblO i pa3 B Heneno. ' 

PYKOBO)],CTBY51Cb n. I CT. 432, n. 2, 3 CT. 434, n. I CT. 435, n. 2 CT. 437, n. 3 CT. 438 fpa)l()],aHCKOro KOJJ,eKCa 

PoccHHCKOH <l>eJJ,epau,1111, 

HACTOHIIl,HM IIPE,ll;JIAr AET 

mo6bIM rocyJJ,apcTBeHHblM, MYHHLl,HriaJlbHblM y4pe)l()],eHH51M 3JJ,paBooxpa1-1eHH51 H opra1-1aM 

HCrIOJlHHTeJlbHOH BJlaCTH B ccpepe 3JJ,paBooxpaHeHl151 (JJ,aJiee - «AJJ,pecaT npeJJ,JlO)l(eHH51») 3aKJ1I04HTb 

JJ,Or0B0p B OTHOWeHHH 6e3B03Me3)],HOH nepeJJ,a4H npenapaTa B u,eJ151X onepaTHBHOH HHHLJ,HaLJ,HH 

cneLJ,HaJIH3HpoBaHHOH TepanHH H pacw11peHH51 nocTyna naeHT0B-rpaK[Ian PD, crpaatoux JerouHoii 

apTepHaJibHOH rnnepTeH3HeH, K Jle4eHl1IO HHHOBaLJ,HOHHblMH JleKapcTBeHHblMH npenapaTaMH Ha ycnOBH51X 

HacTouIero Ipeoxen (opepT) (aee «Ilpenoene»):. 

1. IIPE,[t;MET ,z:t;OrOBOPA 
I.l. B revenue 30 nueii c part noyueHa or Anpecara IIpeoxen «AKuenra obepr» (c 

yKa3aHM K0neTBa ynaKOBOK noJIyaTen1) no popMe, ycTaHoBnenHoi IpnoeHueM Ne I K 

HaCT051UJ,eMy npeJJ,JlO)l(eHHIO, ocpopMJleHHOro Ha OqJHLl,HaJlbl-101\1 611aHKe H 3aBepeHHOro noJJ,nHCblO 

yTOH0Move!oro ma nearO Apecara Ipeurokenw, Jroncon & /Ko±con o6g3yerc nepenaT 
An1pecary Ipe/oKeH9 HOMy yKa3aHH0My M nOJIyuaTenIHO KaK 9TO OnpeIeIeHO B cT.2 

Tipe)],JlO)l(eHH51, Ha Ka)l()],Oro nau,11eHTa, HMeIOw,ero rpa)l(JJ,aHCTBO P<l>, KOT0pOMY peweHHeM Bpa4e6HOH 

KOMHCCHH BIIepBLe Ha3Ha4eHa TepaIIH C IpHMeHeHeM I lpenapaTa c MHH Ce1111KcHnar (JJ,aJiee - 

«IIaunenT»), 6e3 B3MMaHH5! onnaTb! TipenapaT B cneJJ,y10w,eM K0JIH4ecrne: 0JJ,1-1y ynaKOBKY An6paBH 

(MHH ceeKcunar) Taoner, n0KpLTe nIHOuHO 06on10IKOi 800 MKr NQ 60, 0JJ,HY ynaKOBKY An6paBH 

(MHH cenexcnar) Ta6neTKH, I0KpLITLe IIHOHO 060104koi 200 MKr N 60, JJ,Be ynaKOBKH An6paBH 

(MHH ceneKcuar) Ta6eTKH, IOKpLITLI IIeHOIOi 060/104k0ii 200 Mkr Ne 140. 

2. OEW:HE YCJIOBHH 
2.1. Tiony4aTeneM TipenapaTa (JJ,aJiee «HI0yuaTeI») MOKeT 6LITL KaK AnpecaT TTpeJJ,11m1<eHH51, TaK 11 

yKa3aHH0e HM HO IO[Ji€CKOC JO, HMeI0IIee IpaB0 0Cy!IeCTBJITB MeJIHHHCKyHO H 

cpapMaLJ,eBTH4eCKYIO JJ,e51TeJlbH0CTb B COOTBeTCTBl1H C Tpe6oBaHl151MH )],eHCTBYIOUJ,ero 3aKOHOJJ,aTeJlbCTBa 

PoccicKoii De/epa u uMerouree peiicTyyIo JI,eH3to Ha 0CyIecTBeHe Me/IIIHcKO H 

papMateBTuecKO Je9TenILHOcT c yKa3aHeM apeca baKruecKo JoTaBKH npenapaTa. 
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BCEM rOCY)];APCTBEHHblM, MYHvILI,1,mAJlbHblM Y4PE)K)];EHl151Ml13)];PABOOXPAHEHl151 l1 
OPf AHAM l1CTTOJlHI1TEJlbHOH BJlACTvl B C<l>EPE 3)];PABOOXPAHEH1151 

2.2. Anpecar Ipennoxenus Hanpaner anpec /[KoHcoH & ,lvKOHCOH «AKu,enT ocpepTbI» no cpopMe, 

YCTaHOBlleHHOH np11110)Kem1eM .N2 1 K HaCT05111.J,eMy npe,[(llO)KeHHIO. BMeCTe C «AKu,enTOM ocpepTbl» 

nIpeJOCTaBI1OTC TaKKe CJIeJIyIOIUIHe JI0KyMHTHI, 3aBepeHHBIe I0JIIIHCBIO yII0JIH0MOeHH0T0 JI1a H 

neuaTO ApecaTa Ipe/oKeH (16o B I10pJIKe, IIpeIIyCM0TpCHH0M n1.2.5. HaCT05111.J,ero 
Ilpe110KeH): 

2.2.1 KapTO'-IKa IOpHAH'-lecKoro 1111u,a - AApecaTa npeA11m1<eH1151 (cpopMa np1111araeTc51). 

2.2.2 Kon1151 ,[\0BepeHH0CTH Ha n0IyueHe IpenapaTa c yKa3aHeM yIonHoMoueHHoro JI1a nu6o 

BbinHCKa 113 npHKa3a 0 Ha3Hal.feHHH yno11H0M0'-1eHH0ro 11111..J,a Ha C00TBeTCTBYI011.J,YIO 

AOll)l(HOCTb. 8 HCKJllO'-IHTellbHbIX c11y4a51x C cornac1151 ,[Qi<OHCOH & ,[Qi<OHCOH ,l:\0nycKaeTC51 

npe,[(0CTaB11eH11e K0nHH ,[\0BepeHH0CTH, 3aBepeHHOH no,[lnHCblO yno11H0M0'-1eHH0ro 11111..J,a. 

2.3. nepe,l:\al.fa npenapaTa ocy11.1,eCTB1151eTC51 Cl1JlaMH 11 3a C'-leT ,[Qi<OHCOH & ,lvKOHCOH, Ha YC110B1151X 

AOCTaBKH AO no11y'-laTe1151. AApec A0CTaBKH npenapaTa ,[(0Jl)KeH BX0,[\HTb B nepe'-IeHb a,[lpecos MeCT 

ocy11.1,eCTBlleHH51 ,[(e51TellbH0CTH, BHeCeHHblX B CHCTeMy M0HHT0pHHra 11 YKa3aHHblX B 11HU,eH31151X Ha 

cpapMau,eBTH'-leCKYIO ,[(e51TellbH0CTb. <!>aKT nepe,l:\a'-111 npenapaTa n0,[(TBep)K,[(aeTC51 no,[\nHCaHHeM 

HaKaHO no bopMe Ne M-I5 11 aKTa Me)K,[(y ,lvKOHCOH & ,[Qi<OHCOH 11 ynollH0M0'-leHHbIM 

pecTaBTeJIeM IlonyuaTen B 3 (rpex) 9K3eMI1pax, OH 3 KoT0pIX 0cTaeTc y IlonyuaTeng, BTopo 

nepe,[(aeTC51 ,lvKOHCOH & JxoHcon, TpeTi - Anpecary IIpen1oKeH, ec1 He OH 51B1151eTC51 cpaKTH'-leCKHM 

noy aTenIeM Ipenapara. YnOllHOMO'-leHHOe 11111..J,0 II0IIIHCBBaeT HaKJIaJIHyIO /JI aKT C npocTaB11eH11eM 
co6crneHHOpy'-IHO no,[(nHCH 11 pacw11cppOBKOH cpaMHllHH 11 HMeHH. 

2.4. Appecar Ipe1oKeHA J0JKeH 06ecneuur npMeMKy nepenaBaeMoro Ipenapara yno11H0M0'-leHHbIM 

Ha OCHOBaHHH ,[\0BepeHH0CTH 111111 npHKa3a 11111..J,0M no K0llH'-leCTBY 11 Ka'-leCTBY Ha npe,l:\MeT C00TBeTCTBl151 

KOllH'-leCTBa, Kal.feCTBa B l.faCTH BH,[\HMblX He,[\0CTaTK0B, HaJlH'-11151 nospe)K,[(eHHH TpaHcnopTHbIX MeCT, a 
TaKKe B C00TBeTCTBHH co c11e,[ly1011.J,HMH YC110B1151MH: 

2.4.1. ,lJ;oCTaBKa npenapaTa OT ,lvKOHCOH & ,[Qi<OHCOH K no11y'-laTell10 MO)KeT 0Cyll(eCTB1151TbC51 

ABTOpecppmKepaTopoM 111111 B03AYWHbIM TpaHcnopT0M. 

2.4.2. Bee ABTOpecppH)KepaTOpbl, A0CTaB115110ll(He npenapaT, 06opy,[10BaHbl TepMoperncTpaTopaM11/ 

caMoncaM. Ip npeMKe IIpenapara, B0nTenIL ABTopebpreparopa cHMaer ueK 

caMonca nepeaeT ero npeJcTaBTenIO Tony4arena. Appecar IIpe/1oKeH9 JonKeH 

03HaKOMHTbC51 C ,[\aHHblMH Ha l.feKe 11 npoBeCTH nposepKy yc11os11i1 nepeB03KH Ha C00TBeTCTBHe 

Tpe6yeMoMy TeMneparypHoMy pe)IrnMy. B c11y4ae ec1111 npenapaT co□pQBillK,LJ,ae.I.CJ)__ 

TepMO,[(aT'-IHK0M (TT) (B cJyuae CI10JIB30BaHH TepM0K0HTe(Hep0B), Anpecar Ipe/oKeH9 

111111 yno11HOM0'-1eHH0e HM 11111..J,0 mi 0CH0BaHHH ,[\0BepeHH0CTH 0CTaHaBllHBaeT TT 11 C'-IHTbIBaeT 

nOKa3aHH51 C Hero BO BpeM npeMK Ipenapara (HHCTPYKL11151 no 0CTaH0BKe 11 C'-IHTbIBaHHIO 
noKa1aH11i1 c TT HaX0AHTC51 B TepM0K0HTei1Hepe). 

2.4.3. ,lJ;oCTaBKa npenapaTa B03AYWHbIM TpaHcnopT0M ocyll(eCTB1151eTC51 B TepM0KOHTei1Hepax. B 
KaKJ10M TepMOKOHTeiHepe HaX0AHTC51 1 (OAHH) TT. 

2.4.4. PacnaKOBKY 11 nposepKy npenapaTa, ynaK0BaHH0ro B TepM0KOHTeHHep, no11y'-laTellb A0ll)KeH 

npoH3BOAHTb np11 TeMnepaType, coorneTcTByIOU(ei1 Tpe6osaHH51M TeMnepaTypHoro pe)l(l1Ma 

xpaHeHH51 Ipenapara. Iocne pacnaKoBK TepMoKOHTe(Hepa IonyuaTen J01KeH H3BIeIL TT 113 
TepM0KOHTei1Hepa 11 He3aMe,[\11HTellbH0 0CTaH0BHTb ero. 

2.4.5. B c11y4ae Bbl51B11eHH51 0TKJl0HeHHH OT Heo6XO,[\HMOro TeMnepaTypHoro pe)KHMa, no11y'-laTellb 

npHHHMaeT npenapaT B KapaHTHH 11 B Tel.feHHe 1 ( 0,1:\HOro) pa6ol.fero AH51 C ,[(aTbl no11y4eHH51 

npenapaTa yse,[\0M1151eT ,[Qi<oHCOH & ,[Qi<OHCOH 0 Bbl51B11eHHbIX TeMnepaTypHbIX 0TKJl0HeHH51X, 

nyTeM HanpaBlleHH51 eMy no 311eKTpOHHOH n0'-ITe ,[(aHHbIX, CH51TbIX C TT. 

2.4.6. ,[Qi<oHCOH & ,[Qi<OHCOH npHHHMaeT peweHHe 0 B03M0)KH0CTH ,[\aJlbHei1wero HCn0llb30BaHH51 

Ilpenapara u uHbopMupyer Apecara Ipen1oKen/Ilonyuaren19 no 91eKTpoHHoii noure o 

npHH51TOM peweHHH B cpoK He 6011ee 30 (TPHAU,arn) KaJleH,[(apHbIX ,[\Hei1. 

2.4.7. IlpueMKa np03Bore IlonyuareneM B TeueHe I (0/1Hor0) pa6ouero 1H c M0MeHTa nepeJa4 

Ilpenapara no aKry npeMa-nepena /u HarnanHoi. 

2.4.8. IIp 06HapyKeHu no6oro Ba 6paKa Io1yuaTen He3aMeITenH0 B Te«ee I (On1Hor0) 

pa6ol.fero AH51 C M0MeHTa o6Hapy)KeHH51 HHQ)OpM11pyeT ,[Qi<OHCOH & ,[Qi<OHCOH 11 HanpaB1151eT B 
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BCEM roCY,l].APCTBEHHbIM, MYHYILI ,l,1TTAJ1bl-Ib lM Y4PE)l{)J, EHYl51Mvl 3,ll.PABOOXPAHEHvUI vi 
OPrAHAM v1cnoJ11-[HTEJlbHOf-l BJ1ACTH B CCDEPE 3,ll.PABOOXPAHEHkL9 

a/pee Jroncon & J[KoHcoH cue/youii naKeT I0KyMeHT0B O 9IeKTpOHHO nOITe, a 

op1-1rnHaJibI no a,upecy 121614, r. Moc1rna, yn. Kpb1JiaTCl(a51, ,u. 17, Kopn. 2: 

I) 3aBepena IloyuareeM K0I HaKIaIO (M-I5) 3aBepenaa IlonyuareneM Kon axra 

nptteMa-nepe,ua41-1 c no,unttcb!O ynoJIH0M04eHHoro npe,uCTaBttTeJI51 TTony4aTeJI51. 

2) AKT o Bbl51BJieHHbIX HecooTBeTcTBH51X TOPf-2 JI JI0KyMeHT ObOpMIeHH cornacHo 

BHyTpeHHHM Tpe60BaHqM IonyuaTe9. AKT JI I0KyMeHT JI0JIKHLI 6bITb 8 o6513aTeJibHOM 

nop51,UKe no,un11caHbl yII0JIH0M0IeHHBIMH JIHaM CO CT0p0HLI Ion1yuaTe1 H JIHUOM, 

ocywecTBJl51!0ll.l,HM ,l]pcTaBKY TTpenaparn co CT0p0Hbl ,lvKOHCOH & ,[QimHCOH (npH 

o6i-iapy)KeHHH 6paKa so speM51 nepe,ua411 TTpenaparn TTony4aTemo ), a TaK Ke, Ha AKTe HI 

oKy MeHTe Ob0pMCHHOM C0racIo BHyTpeHHM Tpe6oBang Ilonyuarena nomHa B 

o6513aTeJibHOM nop51,UKe CT051Tb ne4aTb TTony4aTem1. 
3) Dororpab 6paka / HecooTBeTTBi C yKa3aHHeM JaTL MecTa BeMK. DoTorpa] 

,U0Jl)KHbl 6bITb 4eTKHMl1. <l>oTOrpacp1111 TpaHcnopTH0ro MeCTa (nanJieTa, KOpo6) )]_OJI)KHbl 

C00TBeTCTB0BaTb cne,uy!OWHM Tpe6osaHH51M: o6wa51 cpoTorpacpH51, cpoTorpacpH51 HOMepa 

Tpa1-1cnopTH0ro Mecrn (cTHKepa), Q)OTOrpacpH51 caMoro 6paKa / HeC00TBeTCTBH51. <l>oTorpacpHH 

HH)]_l1BHAYaJibHblX ynaK0B0K ,U0Jl)KHbl cooTBeTCTB0BaTb cne,uy101J.J,HM Tpe6osaHH51M: 

cp0Torpacp1111 ynaK0B0K C Ha3Ba1-111eM TTpenaparn, Q)OTOrpacpHH C YKa3aHHeM cepHH 

TTpenaparn, cp0Torpacp1-111 caMoro 6paKa / HecoorneTCTBH51. 

4) ,l],aHHbie c TepMo,uaT4HK0B / caMonceB (B cyuae HapyIeng TeMnepaTy pH0F0 peKMa npH 

Tpa1-1cnopT11posKe ). 
2.4.9. ,lvKOHCOH & JKocon o63yer paccMorper npeTeH3IO IlonyuaTen B TeeHe 30 (Tp1-1,uuarn) 

KaJIeHJIapHLIX JIHei C M0MeHTa II0JIyeHA I0JIH0r0 K0MIIeKTa HaJIeKaIe Ob0pMJIeHHLIX 

,uoKyMeHT0B, yKmaHHbIX B n. 2.4.8, 1-1 HanpaBHTb TTonyliaTeJIIO npe,uJiml(eHH51 no ee 

yperyn1-1posaHHIO B cpoK, cornacoBaHHbIH CTopoHaMH. 

2.5. CTOpOHbl ,U0f'OB0pH1111Cb, 4T0 AKuenT o~iepTbl, mo6b1e Ml-Ible npH110)!(eHH51 115111 

,uonoJIHHTeJibHble cornaweHH51 K TTpe,UJIO)l(eHHIO H AKuenTy ocpepTbl, 518JI51!0ll.l,HeC51 HX 

HeOTbeMJieMOli 4aCTb!O, 8 TOM 411CJie ,uoKyMeHTbl, YKa3aHHbie 8 n.2.2. HaCT051ll.l,ero TTpeAJIO)KeHH51, 

a TaKKe aKTL npHeMa-Tepe/a, HaKJIaJIHLe, 0T4eTBI O HCI10JI30BaH (eCI IIpHMeHHMO) 

HLte noKyMer (1anee oKyMeHT) MoryT 6bITb no,un11caHbl 8 3JieKTpOHHOli cpopMe 8 811,Ue 

3JieKTp0HHblX A0KyMeHT0B C 11cn0Jib30BaHMeM CTOpOI-IaMM yc11JieHHOH KBaJIMQ)HUMPOBaI·IHOH 

3JieKTpOHHOH no,unttcM (,uanee - YK3TT), KaK oHa onpe,uene1-1a B n. 4 CT. 5 1-1 B nopH,uKe n. I cT.6 

<!>3 P<l> OT 06.04.2011 N 63-03 «06 3JieKTpOHHOH no,un11c11». 

2.5.1. ,l],oKyMeHTbI, no,unttcaHHbie YK3TT, 1p3Ha1oTc9 J0KyMeHTaM, paBHO3HaIHLIMH 

JI0KyMeHTaM Ha 0yMaKHOM H0CHTeJIe, I0JIICaHHLIM CO6CTBCHHOpyIHO IOJIHCIO I 

nopml(,UaeT AJI51 CTopoH aHaJI0r114Hble npaBa 11 o6513aHHOCTH. 

2.5.2. ,l],oKyMeHTbI, K0T0pbIMH o6MeHHBa!OTC51 CTOpOHbl, 3asepS110Tc51 YK3TT Ha)]_Jle)l<all.l,HM 

o6pa30M ynoJIH0M04eHH0ro JIHLJ,a 0TnpaBHTeJI51 ,l],oKyMeHTa. K~,uoe ynoJIH0M04eHHOe JIHUO 

,uomKH0 11MeTb co6crneHHYIO YK3TT, no,urnep)K)]_eHHYIO cepT11cp111<aToM y,uocTosep51!0ll.l,ero 

u,eHTpa, H ,!l.0BepeHH0CTb, D0.UTBep)!()],a!0W,YfO f10J1H0M04M51 3T0ro 1111ua, ocpop1vrnem1y10 CTopoHOH 

8 ycTaH0BJieHH0M nop51,UKe. 
2.5.3. 3JieKTpOHHbIH )]_0KyMeHT C4HTaeTC51 HCX0A51WHM OT CTOpOHbl, eCJIH OH no,un11caH YK3n, 

npHanreKautei CTopoHe, JaHHui JoKyMer out HanpaeH TaKM CTopOHaM epe3 

C00TBeTCTBYIOWero onepaTopa 3JieKTp0HH0ro AOKyMeHT006oporn no TeJieK0MMYHHKaLJ,MOHHbIM 

KaHaJiaM CB51311. 
2.5.4. B cnyuae TexHuecKoro coo BHyTpeHHHX CHCTeM n1KO6O 3 CTopoH, c6051X Ha CTOpOHe 

onepaTopa 3JieKTp0HH0ro )]_OKyMeHT006opoTa, a paBH0 8 C8513M C ,uei1CT81151Ml1 o6cT051TeJibCTB 

Henpeo,uomIMOH CMJ!bl CTopOHbl, ,ueikTBy51 ,uo6pocoBeCTHO, o6513aHbl He3aMe,UJIMTeJibH0, 8 cpoK 

He no3,UHee 0)]_H0ro pa604ero AH51, 11HQ)OpM11pOBaTb ,upyr ,upyra 0 HeB03M0)1(H0CTM o6MeHa 

JI0Ky MeHTaMH B 3JIeKTp0HH0M BHIIe, I0JIIICaHHLIMH YK3TT. 

2.5.5. TTpM 11cn0Jib30BaHl111 YK3n CTOpOHbl o65133Hbl: 
06ecnel111BaTb KOHcp11,ueHLJ,MaJibH0CTb KJII04ei1 YK3il, B 4acTH0CT11 He ,uonycKaTb 

€non130BaHe npHaeax M KIYO4eii VK)I 6e3 X corn1aCH; 

• He3aMeAJIMTeJibH0, HO, B n1OOM cIyae B cpoK, He no3,uHee o,u1-1oro pa6oYero AH51. 

yse,uoMJI51Tb CTOpoHy, y,uocT0Bepmow11i1 ueHTp, Bb1,uasw1111 cepT11cp11KaT KJII04a nposep1<11 
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BCEM rOCY,[(APCTBEHHblM, MYHYILJ, l-1nAJ16HblM Y4PE)l{,[( EHYl51Ml-1 3,[(PABOOXPAHEHl-151 vi 
OPfAHAM 1-1cnOJ1Hl-1TEJ16HOV! BJlACTv! B C<l>EPE 3,[(PABOOXPAHEHY151 

311eKTpOHH011 no,1J,n11c11, o HapyweH1111 KoHcjrn,1J,em.1,11anbHOcT11 KJ110Ya YK3n c M0MeHTa 
I0JIy HIeHA HbOpMa 0 TaK0M HapyIIIeH; 

• He 11cno11b30BaTb YK3fl np11 Han1141111 ocH0BaH1111 no11araTb, YT0 ee 
KOHcp11,1],eHL.J,11aJlbHOCTb HapyweHa; 

• 11cn011b30BaTb ,[11151 C03,UaHl151 11 nposepK11 YK3n, C03,UaHl151 KJ1I04ei:i YK3n 11 

cepTbKaToB np0BepKM KJIIOua VK)II cpe/eTBa, I0JIyHIBIIIe II0JITBepKJeHe C00TBeTCTB9 

Tpe6oBaHl151M, ycTaH0B11eHHbIM B C00TBeTCTBl111 C <1>3 «06 311eKTpOHHOH no,un11c11». 

2.5.6. YK3n np113HaeTc51 ,ue11crn11Te11bHOH ,uo Tex nop, noKa peweH11eM cy,ua He ycrnH0B11eHo 
11H0e. 

2.5. 7. 8bICTaB11eH11e n0JIyueHe J[OKyMeHTOB IO TeJIeK0MMy HHKaL0HHLIM KaHaJ1aM CB3 

MO)KeT ocyll.l,eCTB1151TbC51 4epe3 0,UHoro 111111 HeCK011bKl1X onepaTopoB 311eKTp0HH0ro 
JIOKyMeHTOO6opoTa. 

2.5.8. On1eKTpOHHi JoKyMeHT CITaeTC II0JIyIeHHLIM 0J1HO 3 CTOpOH, ecnI e/1 nocTyn11110 

COOTBeTCTBYIOIJ..l,ee n0,UTBep)K,UeH11e onepaTopa 311eKTp0HH0ro ,[IOKyMeHT006opoTa, np11 HaJ11141111 

H3BeIIeHHA [pyrOi CTOpOHI 0 I0/IyYeHM J[OKyMeHTa, I0JIIICaHH0r0 VK9II on1Hou 13 CT0po 

11 no,UTBep)l(,[leHHOro onepaT0p0M 311eKTp0HH0ro ,[I0KyMeHTOo6oporn. 

2.5.9. CTopOHbl o6ecne411BalOT xpaHeH11e ~oKyMeHTOB, no,un11caHHblX YK3n C0BMeCTH0 C 

np11MeH51BWl1MC51 ,[11151 cpopM11poBaH1151 YK3n YKa3aHHbIX )],0KyMeHT0B cepT11cp11KaTOM KJ1I04a 

nposepK11 no,un11c11 B Te4eH11e cpoKa, ycTaH0B11eHH0ro )],1151 xpaHeHl151 TaKl1X ,[I0KyMeHT0B. 

2.5.10. CrnpoHbl caMocT0He11bH0 06ecneY11Ba10T ycTaH0BKY, HacTpoi1Ky 11 3Kcn11yarn1..1,1110 

cpe,ucrn YK3n B coorneTcrn1111 c Tpe6osaHl151Ml1 ,ue11cTBY101J..1,ero 3aK0Ho,uaTe11bcrna 11 

pernaMeHTOM C00TBeTCTBYIOIJ..l,ero YLI0CT0Bep5110ll.l,ero 1..1,eHTpa 11 onepaTopa 311eKTp0HHoro 
,[IOKyMeHT006oporn. 

2.5.11. CrnpOHbl n0)],TBep)K,UalOT, 4T0 caM0CT051Te11bH0 Bb1611pa10T ce6e onepaTopa 311eKTp0HH0ro 

,[IOKyMeHT006opoTa, 11 np0113B0,[151T n0,[IKJ1I04eH11e, ycTaH0BKY 11 o6ecne411BalOT 

pa60Tocnoco6HocTb cpe,ucrn 11 KaHanos CB51311, nporpaMMHoro 06ecneYeH1151, a TaK)Ke cpe,ucrn 

Kp11nTorpacp114eCKOH 3all.l,11Tb( 11HcpopMa1..1,1111, Heo6xo,Ul1MblX )],1151 n0,UKJ1I04eHl151, co6cTBeHHblMl1 
c1111aM11 11 cpe,UCTBaM11. 

2.5. I2. KaKJ1a 3 CTOpOH CaM0CT09TeIH0 IIaTT 3a HCX0JIIe OT Hee ,[I0KyMeHTbl. 

2.6. B Te4eH11e 30 pa60411X ,UHeH C ,UaTbl 3aBepweHl151 11cn011b30BaHl151 no11yYeHHblX ynaK0B0K npenapaTa, 

Anpecar IlpeoeHg o693yer npenocTaBT /KOHcOH & JKOHCOH 0TIeT 06 CI0JIB30BaHM 

IlpenapaTa, conepKai ocHoBnyto ubopMauro o Ionryuarene Ipenapara, cep Ipenapara, 

Ko11114ecTse nepe,uaHHblX ynaK0B0K npenaparn, naTe n0IyueH Ipenapara na1..1,11eHTOM, Bbinl1CKe 113 

peIeH9 BpaueoHoi KoMcc no popMe, ycTaHoBneHHoi B IIpnoKeH N2 1acroquero 
Ipen1oKeH. 

2. 7 B c11y4ae oTcyTcTBl151 B 0TYeTe 06 11cno11b3osamrn flpenaparn ocHOBHOH HbOpMaH, yKa3aHHO B 

nyHKTe 2.5 HaCT051ll.l,ero flpe,u11mKeHl151, TaKOH 0T4eT C411TaeTC51 Henpe,1J,cTas11eHHblM, 11 K A,upecaTy 
flpe,U110)KeHl151 np11MeH51IOTC51 YC110B1151 n. 3.4. HaCT051ll.l,ero flpe,U110)KeHl151. 

2.8. B c11y4ae He11cno11b30BaH1151 flpenaparn B TeYeH11e ero cpoKa ro,UH0CTl1 A,upecaT npe,u110)l<eH1151 

0693yeTC IIpOH3BeCT yHT0KeHe Ipenapara He no3nee on1Horo ron1a nocne ucTeueHua cpoxa 

rO,UHOCTl1 flpenaparn B nop51,UKe, YCTaH0B11eHHbIM ,uei1cTBylOIJ..l,11M 3aK0H0,UaTe11bCTB0M. Y H114T0)KeH11e 
IpenapaTa npocxour 3a cuer AppecaTa Ilpe/10KeH9. 

2.9. B TeYeH11e 30 pa60411x )],Hei1 noc11e YHl14T0)l<eHl151 flpenaparn, A,upecaT flpe,u11m1<eH1151 06513yeTc51 

npeocTaBTL JIKOHcOH & JKOHCOH 0T4eT O6 yHTOeH Ipenapara, co/epKaui ocHoBHy1o 

11HcpopMa1..1,1110 o cep1111 flpenaparn, H0Mep 11 ,uaTy AK1..1,enrn ocpepTbI, np11Y11Hy He11cno11b30BaH1151 

flpenaparn B TeeHe cp0Ka f0,[IH0CTl1, K011114eCTBe YHl14T0)KeHHblX ynaK0B0K flpenaparn, ,uaTe ero 

YH114TO)l<eHl151 c npe,uocrns11eH11eM 3asepeHHoi1 A,upecaTOM flpe,u11o)l<eH1151 111111 flo11yYaTe11eM flpenaparn 
Kon1111 aKTa O6 yHIT0KeH flpenaparn. 

3. IIPOIE IIOJIOKEH 

3.1. CTopOHbl n0Hl1MalOT 11 B3al1MH0 np113HalOT, 4T0 ~((OHCOH & ~OHCOH He HeCeT 0TBeTCTBeHH0CTL 3a 

,uanbHei1wee 06ecneYeH11e fla1..1,11eHTOB flpenapaToM. CoorneTCTBY101J..1,11e rapaHT1111 B ccpepe oxpaHbl 

3,UOpOBb51, ycTaH0B11eHHble 3aK0H0,UaTe11bCTB0M Pocc1111CKOH <l>e,uepa1..1,1111, HecyT opraHbl 
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BCEM roCY)],APCTBEHHblM, MYHHLI,vtnAJibHblM Y4PE)K,[l,EHl!l51Ml!I 3,ll,PABOOXPAHEHvi5i vi 
OPrAHAM l!ICnOJIHvITEJibHOH BJIACTl!I B C<DEPE 3,ll,PABOOXPAHEHH51 

rocyJJ,apCTBeHHOH BJ1acn1 H opraHbl MeCTHOro caMoynpaBJleHH.51, a TalOKe )],OJl)KHOCTHble JlHI..J,a 

opraHH3aI..J,HH B npe.JJ,enax CBOHX nom-IOM04HH. 

3 .2. .[l;)KOHCOH & .[l;}KOHCOH H AJJ,pecaT llpeJJ,JlO)l(eHH.51 npH3HaIOT H cornawa!OTC.51, 4TO mo6oe 

B3aHMOJJ,e11crn11e yKmaHHblX .f!HI..J, B paMKax HaCT051UI,ero llpeJJ,J10)KeH1151 He o6513bIBaeT AJJ,pecaTa 

llpe)],JlO)l(eHl151 HH B KOeH Mepe np1106peTaTb, HCnOJlb30BaTb, peKOMel-1)],0BaTb HJlH 06ecne<111BaTb 

803MO)((H0CTb HCnOJlb30BaHH51 KaKHX-JlH6o npenapaTOB .[l;}KOHCOI-I & JKOHcoH, He HanpaBJleHO Ha KaKOe 

JlH60 orpaHH4eHHe KOHKypeHI..J,HH HJlH npeJJ,OCTaBJleHHe npeHMyw,eCTB B COOTBeTCTBHH C JJ,eHCTBYIOUI,HM 

3aKOHO)],aTeJlbCTBOM P<l> H B IpeJIeIaX KOMIIeTeHHH YKa3aHHblX JlHI..J,. 

3.3. AJJ,pecaT llpeJJ,JlO)KeHH.51 HaCT051Ul,HM npeJJ,OCTaBJJ51eT ,[vi<OHCOH & JKoHcoH 3aBepeHe, MerouIee )],Jl.51 

.[l;}KOHCOH & ~OHCOH cyw,eCTBeHHOe 3Ha4eHHe, 0 TOM, L(TO llpenapaT 6yJJ,eT HCnOJlb30BaTbC51 CTporo no 

Ha3Ha4eHHIO, yKmaHHOMY B HHCTPYKI..J,HH no Me.JJ,HI..J,HHCKOMY np11Me1-1eH1110 llpenaparn, B coorneTCTBHH c 

Tpe6oBaHH51Ml1 JJ,e11cTBy10w,ero 3aKOI-IOJJ,aTeJlbCTBa PoccHHCKOH <l>eJJ,epaI..J,HH (BKJll04a51 npHMel-lHMbie 

cTaHJJ,apTbl 11 nop.51.JJ,KH oKmaHH.51 Me)],HI..J,HHCKOH noMow,11). B cny4ae ecm1 B cooTBeTCTBHH c 11HcTpyKI..J,He11 

IO MeJIIIMHCKOMy nIpHMeHeHo Ilpenapara IlaueHry 6y/er BBeneHo IlonyuareneM MeHLIee 

KOJlM4eCTBO noJJy4eHHOro llpenapaTa, TO AJJ,pecaT llpeJJ,JlO)KeHH.51 rapaHTHpyeT, 4TO OCTaBWeeC.51 

KOnIuecTBO Ilpenapara 6y/eT Con3oBaHo cTpOro no Ha3HaueHro TaKKe yKa3aHo B oTueTe OO 

11cnoJ1b30BaH1111 llpenaparn no cpopMe llp11nmKeHH51 N~ 2. 

3 .4. 0T4eT 06 HCnOJlb30BaHHl1 llpenapaTa, 518Jl51eTC51 o6513aTeJlbHblM I( npeJJ,OCTaBJleHHIO AJJ,pecaTOM 

llpeJJ,JlO)l(eHH.51 )],OKyMeHTOM, CBH)],eTeJlbCTBYIOUl,HM O I..J,eJleBUM 11cnOJlb30BaHi-ii-i. B cIyYa€, CC OT'eT 06 
en1on130Ban Ilpenapara He 6y1eT IIpeIOCTaBIeH AnpeaTOM Ilpe1oKeH9 B Teenue 4 (ueTupex) 

MeC.511..J,eB C )],aTbl )],OCTaBKH llpenapaTa, TO JJ,eHCTBHe HaCT051UI,ero llpeJJ,JlO)KeHH.51 He 6y/1eT 

pacnpocTpaH9Tc Ha JIOoLIe He IOcIeIyIOIe AKIuenIT ObepT ApecaTa Ipe/0KeH. 

3 .5 ,[vi<OHCOH & .[l;}KOHCOH H AJJ,pecaT llpe)],JlmKeHH.51 o6513YIOTC51 B3aHMHO co6J110)],aTb Tpe6oBaHH51 

3aI<OHO)],aTeJlbCTBa B ccpepe npoTHBO)],eHCT811ll 1coppym1,1111 H npeJJ,ynpe)l()],eHH.51 KOHQ)Jl11KTa MHTepecoB 

CTOpOH, 0 nopSIJJ,Ke o6paw,eHMSI co CBeJJ,eHHSIMM, COCTaBJl51IOUI,MM11 KOMMep4eCKYIO, CJ1Y)Ke6Hy10, 

Ha1OrOByHO, Bpaue@Hyo Tai(Hy Hy1O KOHbMJIeHIHaJILHyHO HbOpMaIIHIO, B TOM ICIe CO6IO1aTL 

3aKOHO)],aTeJlbCTBO o 3are nepcoHanHIx JaHHtx. Anpecar Ilpe/1oKeH9 3aBep9er rapaHT11pyeT 

npaBOMepl·IYIO nepe.JJ,a4y ~OHCOH & .[l;}KOHCOH nepcoHaJJbHblX JJ,aHl-lblX AJJ,pecarn llpeJJ,JlO)l(eHl1SI B 

paMKaX 3aKJll04el:ll151 JJ,aHHOH ocpepTbl B COOTBeTCTBHl1 C Tpe6oBaHl151MH npMMeHHMOro 3aKOHO)],aTeJlbCTBa, 

a TaKKe HaJIeKaIICe yBJIOMJeHe Cy6LeKTOB O TaKO IepeJaIe HX HIepCOHJILHBIX JIaHHBIX, eCIH TOTO 

Tpe6yeT npHMeHHMOe 3aKOHO)],aTeJlbCTBO, )],Jl51 )],OCTH)l(e!-IHSI I..J,eJJH: 3aKJll04eHHe, HCnOJJHeHHe H (HilH) 

npe1<paw,eHHe )],OfOBOpOB H corn1aIeH Mey AIpecaTOM llpeJJ,JlO)KeHH.51 11 ,D;)KOHCOH & ~OHCOH. 

Apecar Ilpen1oxen J[Kocon & Jkoncon 3apep9ror raparupytor o6ecneueHe 

KOHqJH)],eHI..J,HaJlbHOCTH 11 6e3onaCHOCTH nepeJJ,aBaeMblX nepcOHaJlbHblX JJ,aHHblX npH HX o6pa60TKe B 

COOTBeTCTBHl1 C Tpe6oBaHH51MH npHMeHHMOrO 3aKOI-IO)],aTeJlbCTBa. AJJ,pecaT llpeJJ,JlO)l(eHH51 H ~OHCOH & 
.[l;}KOHCOI-I o6H3YIOTC51 npHHHMaTb Heo6XO)],HMble npaBOBbie, opraHH3aI..J,HOHHble H TeXHH4eCKl1e Mepbl HJlH 

o6ecne411Ba!OT HX np11H51THe )],Jl.51 3aUI,HTbl nepcOHaJlbHblX )],aHHblX npH HX nepenaue Mey AnpecaTOM 

llpc)].JlO)l(emrn l1 ~OHCOH & rt,KOHCOH nocpe.JJ,CTBOM :rneKTpOHHblX I amlilOB CBft311, MaWHHHblX H 

6yMa)l<HblX HOCHTeJleH HHcpOpMaI..J,Hl1 HJlH HHblM cnoco6oM. B cny4ae HeCOOTBeTCTBH51 JJ,eHCTBHTeJlbHOCTH 

yKa3aHHLIX B HacTOIeM IyHKTe 3aBepeH rapaHri JKoHco & JBKoHcoH HeMe/IeHHo oTKaKeTCA 

OT nony4eHH51 nepcOHaJlbHblX JJ,aHHblX OT AJJ,pecarn llpeJJ,JlO)KeHl151 11 (11n11) B pmyMHblH cpOK npeKpaTHT 

o6pa6oTKY paHee nony4eHHblX OT AJJ,pecaTa llpeJJ,JIO)KeHH.51 nepcomiJlbHblX )],aHHblX. .[l;}KOHCOH & 
JKoHOH JI BIIIOJIHeHHI BBIeyKa3aHHOi LeJI 11MeeT npaBO np11BJleKaTb TpeTbHX JlHI..J, -nocTaBUI,HKOB 

HHcpopMaI..J,HOHHO-cnpaB04HblX ycnyr H (HilH) ycnyr npoBe)],eHH.51 ayJJ,HTOBlnpoBepoK - K o6pa6oTKe 

nepcOI-·laJlbHblX JJ,aHHblX, nony4eHHblX OT nepeJJ,alOUI,eH CTOpOHbl. llpHBJle4eHHe YKa3aHHblX TpeTbHX JlHU 

K o6pa6oTKe nepCOHaJlbHblX JJ,aHHblX MO)l(eT ocyw,ecTBJl51TbC51 TOJlbKO npH ycJJOBl1H o6ecne4eHH51 11MH 

KOHqJH)],eHI..J,HaJlbHOCTH H 6e3onacHOCTH nepcoHaJJbHblX JJ,aHHblX npH HX o6pa6oTKe. AJJ,pecaT 

Ilpe1oKeH 3aBcper rapaTupyer nonyuene coraci cy6beKTOB HJ111 HaJJH4He HHblX npaBOBblX 

OCHOBaHHH )],Jl.51 ocyw,eCTBJleHl151 BbIWeon11caHHblX JJ,eHCTBHH co CTOpOHbl ,[vi<OHCOH & JkoHcon 
3.6 CoBepweHHe AJJ,pecaToM llpeJJ,JJO)KeHH.51 JJ,e11cTBHH, yKmaHHblX B n.2.2. 1-1acT05lw,ero llpeJJ,nmKeHHH, 

6yJJ,eT C4HHlTbC51 aKI..J,enTOivi HaCT051UI,ero llpe.JJ,JJO)l(emrn. i\KI..J,er1T HaCT051LUero TTpe.JJ,JlO)KeHl151 B03MO)KeH 

JlHWb B noJJHOM o6beMe. ToJJbKO B 3TOM cny4ae JJ,OrOBOp O 6e3B03Me3)],HOH nepe.JJ,a4e llpenaparn )],Jl.51 

I..J,eJleH onepaTHBHOH 11HHUHaUHH cneI..J,HaJJH311pOBaHHOH Tepamtei1 H pacwHpeHl151 )],OCTyna naI..J,MeIITOB K 

JIeeHIO HHOBaIIHOHHBIMH JIeKapCTBCHHBIM npenapaTaMH 6yJIeT BJI9TLC9 3aK/1HO4eHHLIM MeKIIy 
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BCEM fOCY.D,APCTBEHHblM, MYH11W11TTA JlbHblM Y4PE)l{)], EH1151Ml1 3.D,PABOOXPAHEHI-15111 

OPfAHAM 11cnoJ1Hl1TEJlbHOM BJ1ACTl1 B C<l>EPE 3.D,PABOOXPAHEHl151 

.[Qi<oHcoH & ,lvi<oHcoH 11 A,1J,pecaToM TTpe,1J,110)l(eH11H Ha yc110B11Hx TTpe,1J,110)KeH11H. lfacTl14HbIH aKu,enT 

npe)],110)1(eHl151 (ocpepTbl), a TaKIe aKLIeIIT TTpe,l],JlmKeHl151 (ocpepTbl) Ha 11HblX YC11081151X He )],OnycKalOTCH. 

3aKJ1I04eH11e )],OroBopa Me)K,D,y ,lvi<OHCOH & ,[vKOHCOH 11 A,1J,pecaTOM TTpe)],110)1(eHl151 ocyw.ecTB11HeTC51 nyTeM 

coBepIeH JecTB AppecaTOM IpenoKeH B nop1Ke, IIpeIyCMOTpeHHOM pa3/1e/10M 2 «O6tu1e 

yc110B11H» HaCTOHW.ero TTpe,[1,11mKeH11H (ocpepTb1). CoBoKynHOCTb TTpe,[1,11mKeH11H (ocpepTbI) 11 AKu,enrn 

ocpepTbl npe)],CTaB1151IOT co6oi1 ,[l,OrOBOp, no 10p11,[1,114eCKOH np11po,[1,e 5181151IOl.l.\11HC51 nm1<epTBOBaH11eM, 11 K 

KOTopoMy np11MeHHIOTCH HOpMbl CTaTb11 582 fK P<l>. B u,e11Hx 6yxranTepcKoro yyern A,1J,pecarn 

TTpe,[1,11m1ceH11H CT011MOCTb O,[l,Hoi1 ynaKOBK11 TTpenaparn np11H11MaeTCH paBHoi1 c11e,[l,y10w.11M u,eHaM 6e3 
H,[I;C: 

- An6paB (MHH ceneKcar) Ta6neTK, IIOKpLTe IJIHOIHOi 060/104K0ii 800 Mkr Ne 60- 18] 
836,61 py6., 
- An6paB (MHH cenexcnar) Ta6neTK, OKpLTe JIeHOIHO 060104Koi 200 MKr Ne 60- 18I 
836,61 py6., 

- An6pa (MHH cenercnar) Ta6neTK, IOKpLITLIe IIeHOIHO 060/104Ko 200 MKr Ne 140- 424 
285,43 py6. 

3.7. Hacrogee IIpennoxenue neiicTBTeIO Jo 3l JeKaop9 2023 rona MOKeT 6LIT 0T03BaHO 
,lvi<oHCOH & ,[vKOHCOH B 11106oi1 MOMeHT. 

3.8. CTopOHbl OCB060)1(,[1,alOTC51 OT OTBeTCTBeHHOCTl1 3a nOJlHOe 111111 4aCTl14HOe HeBbin011HeH11e 

o6513aTe11bCTB no HaCTOHW.eMy ,[l,OrOBopy, ec1111 3TO HeBbin011HeHI-ie 51811110Cb C11e,[),CTBHeM o6CT051Te11bCTB 

HenpeO,[l,01111MOH Cl111bl BKJ1I04a51 HaBO)],HeH11e, noKap, 3eMIeTpCeHe H JIpTe CTHXHLIe 6e/1CTBH9, 

BOHy, BOeHHLIe ,[l,eHCTBl151 Bcex 811,[l,OB, 3a6aCTOBKY nepcoHana, rpa)l(,[l,aHCKl1X 6ecnop51,[1,KOB, aBap1111 Ha 

TpaHcnopTe, 6J10Ka,[l,bl, 3nl1,[l,eMl111 111111 naH,1J,eM1111, a paBHO BBe,[l,eH11e yno11HOM04eHHblM11 

rocy,[1,apcTBeHHbIMl1 opraHaMl1 pe)KHMa nOBbIWeHHOH roTOBHOCTl1 111111 11HOro aHaJ10r114HOro pe)l(l1Ma 

CB513aHHOro C pCKaMH HaCTyIJIeH o6CT051Te11bCTB Henpe0,[),01111MOH Cl111bl, a TaK)l(e np11H51Tl1e 

rocy,[1,apcTBeHHbIMl1 opraHaMl1 aKTOB, npen51TCTBYIOl.l.\11X Bbin011HeHl1IO 06e11M11 111111 O,[l,HOH 3 CTOpoH 

o6513aTe11bCTB no )],aHHOMY )],OrOBopy, 11 ,[1,pymx o6CT051Te11bCTB, KOTOpbie MoryT nOB111151Tb Ha Bbin011HeH11e 

o6513aTe11bCTB no HaCTOHW.eMy ,[l,OfOBOpy. CTopoHa, ,[1,1151 KOTOpoi1 Bbin011HeH11e o6H3aTe11bCTB CTaJlO 

HeB03MO)l(HblM BC11e,[),CTBl1e HacTyn11eHl151 o6CT051Te11bCTB Henpe0,[),011HMOH Cl111bl, )],OmKHa B Te4eH11e 3 
(Tpex) pa60411X ,[l,Hei1 C MOMeHTa Hacryn11eH1151 YKa3aHHblX o6cT051Te11bCTB 11I06bIM )],OCTynHblM B )],aHHbIX 

o6cTOHTe11bCTBax cnoco6oM yBe,[l,OMl1Tb ,[1,pyry10 CrnpoHy o HaYane, mK11,[l,aeMOM cpoKe ,1J,ei1crn1151 11 

npeKpaw.eHl111 YKa3aHHblX o6cTOHTe11bCTB. Ec1111 HeB03MO)l(HOCTb n011HOro 111111 4aCTl14HOro Bbin011HeHl151 

-------ufunaTem;cTB II OJ1HOi 3 Cr0po Jure 6oee I (on1oro) Meca, pyrag CTopona Meer npaBo 

n011HOCTblO 111111 4aCTl14HO OTKa3aTbC51 OT ,[l,OroBopa, nl1CbMeHHO 3BeCTB 06 3ToM pyryIO CTopoHy. Ipu 

3TOM CrnpOHbl ,[l,011)1(Hbl npoBeCTl1 neperOBOpbl C u,e11b10 ou,eHK11 Cl1Tyau,1111 11 Bbipa6oTKl1 

B3aHMOIIpHeMJIeMIX peIeHi. B cnyuae eCnI ,[l,eHCTBl1e o6cTOHTe11bCTB HenpeO,[l,01111MOH Cl111bl ,[l,1111TC51 

MeHee 1 ( O,[l,HOro) MeCHLJ,a, cpOKl1 11cno11HeHl151 o6513aTe11bCTB CTopoH np0)],11eBalOTC51 Ha nep110,[I, 11X 
,1J,ei1crn11H. 

3. 9. H11 O)],Ha 113 CTOpOH )],OrOBopa He BnpaBe OCyIIIeCTB1TL KaKHe-no JeiCTB, 3an1peeHHre 

3aKOHO,[l,aTe11bCTBOM Pocc11i1CKOH <l>e,[1,epau,1111 111111 11HbIM 3aKOHO,[l,aTe11bCTBOM O npOTl1BO,[l,ei1cTBl111 

Koppynu,1111, KOTopoe ,l],anee COBMeCTHO 11MeHyeTC51 «AHTHKoppynu,110HHOe 3aKOHO)],aTe11bCTBO» MOKeT 

np11MeH51TbC51 K KaKOi-JI6O O/HO JI O6eHM CTOpOHaM. B )],Ono11HeH11e K BbIWeH3110)KeHHOMY Hl1 O,[l,Ha 

3 CTOpOH He BIpaBe OCyIIeCTBJIT KaKHe-nIoO IIaTeKH, IIpeJIaraTL MI nepeIaBaTL KaKHe-JI6O 

IeHHOCT TOCyJIapCTBeHHOMy H/I MyHHHIaJILHOMy cyKaIeMy, pa6OTHKy OpraHOB 

rocy,[1,apcTBeHHOH B11aCTl1, opraHOB MeCTHOro CaMoynpaB11eHl151, FOCy IapCTBeHHLIX /JI 
MYHl1LJ,11naJlbHbIX OpraH3a, KaKo-noo nonruecKo napT /JI KaHnnaTry Ha ,[l,OJl)KHOCTb B 

opraHaX rocy,[1,apcTBeHHOH B11aCTl1 111111 MeCTHOro caMoynpaB11eH11H, 111160 11HOMY TpeTbeMy 1111u,y, 

CB513aHHOMY BO C,[l,e11KOH, ec1111 9TO IIpHBeJIeT K HapyweHl1IO AHTl1KOppynu,110HHOro 3aKOHO)],aTe11bCTBa. 

3. I 0. ,[vKOHCOH & ,[Qi<OHCOH BnpaBe OTKa3aTb B np11H51Tl111 AKu,enrn ocpepTbl 11 OTKa3aTbC51 OT 11cno11HeHl151 

BOX 0693aTe/1LcTB IO HacTOIeMy Ipe/1oKeH1o, B CJIyae eCJIH IO TeXHIeCKHM H/JI 

110r11CTl14eCKl1M np11411HaM ,lvi<OHCOH & ,[Qi<OHCOH He MO)KeT ocyw.ecTBl1Tb ,[l,OCTaBKY TTpenapaTa 
Ilo1y uaren11o 
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BCEM rocY ,D,APCTBEHHblM, MYHv!Ll,v!TTAJlbHbIM Y4PE~EHI151Mvl 3,D,PABOOXPAHEHvl51 vi 
OPrAHAM v1cnoJ1Hv!TEJlbHOt'i BJlACTH B C<DEPE 3,D,PABOOXPAIIEIIH51 

3. I I. Bee cnopbl HJHI pa:rnornaCH51, B03HHKalOll_\He no HaCT05Ill_\eMy )],OfOBOpy HJlH B CB513H C HHM, 
pa3peuarores y reM neperoBopoB. J[o nepena cnopa Ha pa3peeHe Cy/a CTOp0HI IpHMyT MepLI K 
ero yperyn11poBaHHIO B npeTeH3HOHHOM nopH,!],Ke. Ilo royuenHoii npereH3 cropona Jonna JaT 
HIHCLMeHHL oTBeT IO cyIIIecTBy B cpOK He no3IHe IO (UeCT) KaJIeHIapHBX He C JaTL ee IIOJIyeHH. 
B CJIyuae HeBO3MOKHOCT pa3peweHH5I cnopoB n pa3Horn1ac IyTeM IepeFOBOpOB, OH nOIeKaT 
pa3peIeHo Ap6TpaKHIM cyOM rOpOn1a MOCKBLI B IOpIKe, yCTaHOBJIeHHOM 3aKOHOIaTeJILCTBOM 
Poccicxoii benepa. 

IeKap€TBeHHOrO npenapaTa JI Me/IHIIHCKOFO 

l. KnIHrecKe pekoMeHau «Jlero4Ha9 rnepTeH3, B TOM ICJIe XpOHeCKa 
TpoM603M6on114ecKaH nero4Ha51 rnnepTeH3HH», 2020 https://cr.m inzdrav.gov.ru/recomend/ 159 _ 1 

2. 4a10Ba 11.E., Apx11n0Ba O.A., MapTbIHIOK T.B. JlerO4Ha apTepana InepTeH3 B Pocc: 
aHa/3 1eCTIeTHeTO Ha6JIOJIeH IO JIaHHLIM HaoHanIHoro pererpa. TepaneBrecKi 
apx11B. 2019; 91 (1): 10-31. DOI: I0.26442/00403660.2019.0l.000024 

3. Hoeper MM, etal. IntJ Cardiol 2016; 203:612-3; 
4. EKeTOIIHLI 6roIIeTeHL )KcnepTHOrO COBeTa IO peJIKMM (Op]aHH1M) 3a6oeBaHHM KoMurera 

f'ocyAapcrneHHOH ,[(yMbl no oxpaHe 3AOpOBb51, MocKBa 2021 
5. Farber et al. Chest. 2015; 148( 4 ): I 043-54. 
6. Siegel et al. CA Cancer J Clin. 2015;65(\):5-29. 
7. D'Alonzo et al. Ann Intern Med. l991;115(5):343-9. 
8. Galie N, et al. Eur Respir J 2015; 46:903- 75; 
9. Galie N, et al. Eur I Ieart J 2016; 37:67-119 
10. Humbe1i. N Engl J Med 2004 
II. HHcTpyKu9 no MeHcKOMy npMeHeHIO IeKapcTBeHHOrO npenapaTa An6paBH 

PernCTpau110HHoe YAOCTOBepeH11e N~ JlTT-007284, JlTT-005577. 
https://grls.rosm inzdrav .ru/Grls View v2.aspx?routingGuid=43 7f869a-b3 b4-4b50-a490- 
5f4866eaa070&t= 

12. Sitbon 0, Chan nick R, Chin KM, et al; for the GRIP HON Investigators. Selexipag for the 
treatment of pulmonary arterial hypertension. N Engl J Med. 2015;373(26):2522-2533. 

13. Coghlan J, et al. Am J Cardiovasc Dis 2018; I 8:3 7-4 7 
14. Galie N, et al. Presented at ESC 2018. 
15. GRIPHON; Galie, N. et al (2021). Long-Term Survival, Safety and Tolerability with Selexipag in 

Patients with Pulmonary Arterial Hypertension: Results from GRJPHON and its Open-Label 
Exle11sion. Advances in therapy, (202 l) l-15. 

16. PacnopmKeHHe TTpaB11TeJ1bCTBa P<l> OT 23 10op 2020 rota N 3073-p 
17. Gaine S. et al. Chest, 2021; 160: 277-86. 
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[HA nJlAHKE Y4PE)l{ ,[(EH1151) 

l1cx.N2 _ Kyua: 121614, r. MoCKBa,yn. Kpb1JJaTcKail, 17, Kopn. 2 
Ten.: (495) 580-77-77, <l>aKc: (495) 580-78-78 

(( » 20 r. Koy: OOO «,[()l{OHCOH & ,[()l{OHCOH» 

AKenr obepr 

HacTO»LUHM_~-------------------~---------~-~-------- 
ya an awe oane roc ,apcr coro unnauoro }''JJ)C lt(.1CHIIJI "I.JP 31100 'ipaHCIOl)I :m6o 11cno.u11m::n.Horo opnm .. 1 T0') .::13J)C'T IICHIIOii ll.lllCT II a cil>cpc 1..1paaoo,p:111c1m.11 

HanJJe)l{aLUHM o6pa30M C03,!laHH0e 11 neikTByIOLUee B C00TBeTCTBHH C JaK0H0,!laTeJJbCTB0M Pocc11HCKOH <l>enepaum1, 
orPH: -------------~ l1HH: --------------· C MeCTOM 
HaX0)l{.!leHHll no anpecy: _ 

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

neftcrny10LUl1H Ha 0CH0BaHl111 
(nanee - A.upecaT npellJIO'lKCHIIH\AKuenTaHT) nOJJHOCTblO Dp11HIIM3CT ycJJOBIIH pa3MeLUeHH0ro O6LUeCTBOM C 
orpaHWleHH0H 0TBeTCTBeHH0CTblO «,[()l{OHCOH & JKoHcoH», HOpueKoe Jo, Han1eKaM 06pa3OM C03.UaHH0e 
11 .uei-icTBYIOLUee s coorneTcTs1111 c JaKoHonaTeJJbCTB0M Pocc11i-icKoi-i <l>euepau1111, orPH: 1027725022940, l1HH: 
7725216105, C MeCT0M HaX0)l(JleHHil no anpecy: 121614, r. MOCKBa, yn. Kpb1JlaTCKa51, n. 17, Kopn. 2, B JIHUe 
Tenepannoro npeKropa Iloronoi EKarepuHu Bop+cont, neiicrytoueii na 0CH0BaHHH y CTaBa (nanee - 
«.llmoucou & ,llmoucou») npellJIO'lKCHIIH (olj>epTbl) C IICX. HOMepoM ----OT---- 0 6e3B03Me3JJ,HOM 
npenocrnsneHHH neKapcrnettHoro npenapara JJ.Jl» Men11u11HcKoro np11MeHeH1151 c MHH ceneKc11nar B uenllx 
onepaTl1BHOH 11H11UHaUHH cneu11an11311poBaHHOH Tepan11eft H pacw11peHl151 noCTyna nau11eHTOB K COBpeMeHHOH 
11HH0BaUHOHHOH TepanHH C HCn0Jlb30BaHl1eM JJeKapcTBeHH0ro npenapara JJ,Jlil MeJJ.HLll1HCK0ro np11MeHeHl151 C MHH 
ceneKc11nar, Topr0BblM Ha11MeH0BaH11eM An6pas11 (nanee - npenapaT), 11 npenocrasn»eT cnenyIOLUHe cseneHHll, 
He06XOJJ,HMble JJ,Jlil aKuenra TaKOH ocpepTb1: 

nbopMau o6 opran3au - Iloyrare.nae Ipenapara 

HaMeHoBaHe opraH3a. 
(yKa3aT HallMCHOBaHIIC no11y•taTCIIM, )'rlO/IHOMO'ICHHOro 

IpHMaT IICrlO/lbJOBaTb /ICK3pCTBCHHblC cpencrna llllff OKaJaHllff 

MCJIIIUHHCKOH nOMOIUII) 

Anpec nocrasK11 npenaparn, BHeceHHbltt B l1C 
MflJUl 
l1HH/Knn: 
KoJJH'leCTBO nau11eHT0B, C00TBeTCTBYIOLU11X 
yen0BM IlpenoKeHa u oTpaeHHoe Ha cTp. Bcero Ila1eHTo 
AKuenTa obepTI. 
KOJ1114eCTBO ynaK0B0K (06ll\CC KOllll'ICCTBO no K8)1(Jl0H 

,110311p0BKC Ilpenapara, nonyuennoe ny reM )'MHOlKCHllff KOJlll'ICCTBa 

ynakoox no Ipe1oxento na Kakoro Ilaena Konrecra 

[latenro, eHOHX rpaKaH To PD, KO TOp pereneM 

Bpa•1e6HOH KOMIICCIIII snepBblC 1133lla4CHa Tepamrn C npllMCflCHIICM 

npenaparn c MHH CC/IIIKCJmar, OTp8lKCHHOC Ha CTp.2 HaCTOffll\Cro 

AKuerna oipepTb1) 

I) An6pas11 (MHH ceneKc11nar) rn6neTKl1, noKpblTble Bcero ynaK0B0K; 
IIeHOIHOi 060/104K0ii 800 MKr Ne 60, 

2) An6pas11 (MHH ceneKrnnar) ra6neTK11, n0KpbITbIe Bcero vnaK0B0K; 
nnetto'IHOH o6ono'IKOH 200 MKr N2 60, 

3) An6pas11 (MHH ceJ1eKc11nar) ra6JJeTK11, n0KpbITbIe 
Bcero vnaK0B0K. nJeHo4Hoit 060/104K0ii 200 MKr Ne I40. 



[HA EJIAHKE YlfPE)KJI:EHHJI] 

KOHT3KTHble ,!l3HHble co CTOpOHbl opraHH331(1111 - Tiony11aTeJIH 

MofornbHbIH TenecboH: I 

HacTO.!ILUHM AnpecaT TTpeanolKeHtt.!1/ AKuenrnHT npeaocrnen.!leT HHlKecneayioLUee 3aBepeHe 06 
o6CTO.!ITeJlbCTBax, MCHOIIIHX 3HaIeHHe JI 3aKJIHOIeHH JIOTOBOpa, H TeM CaMLIM npHHHMaeT Ha ce6.!I 
OTBeTCTBeHHOCTb Ja COOTBeTCTBHe 3aeepemrn )leHCTBHTeJlbHOCTH B CHJlY nyHKTa I CTaTbH 431.2 rK P<l>: 

PeweHHeM epat{e6HOH KOMHCCHH (KOJlH'{eCTBO t{HCJlOM tt nponHCblO) rpalK)laHHHy(-aM) P<l> 
BIIEPBBE Ha3navena Tepan c npMeHeHeM JeKapcTBeHHoro TTpenaparn c MHH ceneKcttnar c /lHarno30M 
nerot{Ha.!I apTepttanbHa.!I rnnepTeH3H.!I (nanee - «nautteHT» ). 

B COOTBeTCTBHH C Tpe6oeaHH.!IMH npttMeHHMOro 3aKOHO/laTeJlbCTBa peweHHe ocjlopMneHO B BH/le npoTOKOJla 
N2 OT (( }) 202 - r., KoTOp, cpen npouero, conepKT cneJlYIOlUHe CBe)leHH.!I (HOMepa 
JaTL IIpOBeJIeHH 3ace/aHA Bpae6HIX KOMCC, 060cHOBaHe Ha3Haven Ipenapara IlaueHTaM BIepBLIe 

6e3 yKa3aHH.!I nepcoHaJlbHblX )laHHbIX TTautteHTOB): 

Yt:a1.1n. ct,opMy:mpou.~· pcwcH1U1 6c1p::naH1t11 ncpcoHa.niu,l\: ,1.aHHW.'I: nauucHTa(-oa) 

CeeneHH.!I O peweHHH epat{e6HOH KOMHCCHH OTpalKeHbl B COOTBeTCTBYIOllleH MeJlHUHHCKOH /lOKyMeHTaUH11 
TTauHeHTa(-oe). 

TTpttnolKeHH.!I. 

TTpttnaralOTC.!I cneay,omtte /lOKyMeHTbl, 3aeepeHHble no)lnHCblO ynoJlHOMO'{eHHOro JlHUa H net{aTblO A11pecarn 

IIpe/1oKeH9\AKuenranTa: 

l. KaprouKa opnuecKoro nua Anpecara IIpeoKeHuq\AKuenranra IlonyuaTen9. 

2. Kong noBepennocr Ha nonyIeHe Ilpenapara c yKa3aHeM yIonHoMoueHHoro nua / BIucKa 3 

npHKa3a O Ha3Hat{eHHH ynoJlHOMO'{eHHOro JlHUa Ha COOTBeTCTBYIOlllYIO )lOJllKHOCTb. 

j..(OJllKHOCTb 

HaHMCHOBaHe 
opraHH3aUHH Aapecara TTpellJlOlKeHtt.!il AKUenrnHTa 

<l>l10 



[HA J;JlAHKE YlfPE)l(,[(EHl151] 

npHnO)KeH11e N!! I K aKuen-ry o<!lepTbl vlcx. N!! _ OT «_» 2022 r. 

N!!nln Hauenosanue 3anoetoeo no Cseoeu o6 opeamu3anuu IIpuevanue 

1 TTonHoeHaHMeHOBBHHe 

opraHH38UHH 

2 KpaTKOe HBHMeHOBBHHe 

opraHH38UHH 

3 Ape HOpYecKi 

4 A,D,pec TIO'-ITOBbIH 

5 I1HH 

6 KTTTT 

7 HaHMeHOBBHHe 6aHKB, s T. '-1. MeCTO 

( ropo,D,) HBXO)K,D,eHH51 

8 Pac4eTHI cueT 

9 KoppecnoHeHrcKi cueT 

10 EI1K 

,lJ;Ofl)KHOCTb H HBHMeHOBBHHe 

opraHH3BUI1H A,D,pecaTa TTpe,D,flO)KeHH51/ AKuenTaHTa 

/<1>110/ 



[HA 6J1AHKE Y4PE)K.[.(EHH51] 

Hex. N --- Ky,na: 121614, r. MocKBa, yn. Kpb1J1aTcKall, 17, Kopn. 2 
Ten.: (495) 580-77-77, <l>aKc: (495) 580-78-78 

(( » 202 r. ---- 

B COOTBeTCTBHH C ,norosopoM 

Koy: OOO «,[.()KOHCOH & .[.()i<OHCOH» 

Oruer 
06 11cnoJ1bJ0Bamrn JJeKapcTseuuoro npenapaTa 

AJJH MeAHQIIHCKoro npnMenemrn c MHH ceJJeKcnnar 

.[.()i<OHCOH » 11 
(.uanee 

A.npecaT npe,nJlO)KeHHll\ AKl.(enTaHT), 3aKJ110t.teHHblM nocpe,ncTBOM aKenITa IIpeJIOKeH 
000 «.[_()l{OHCOH & .[_()l{oHCOH» 0 npe,noCTaBJleHHH ynaKOBOK JleKapcrneHHOro npenaparn ,nJlll Me)].Hl(HHCKOro 
np11Mettett11ll c MHH ceneKc1mar B cne.nyiomeM KOJ111t.tecrne: (_) ynaKoBoK An6pas11 (MHH ceneKcunar) TaoneTK, 
noKpblTble nneHOt.tHOH o6onot.tKOH 800 MKr N!! 60, (_) ynaKOBOK An6pas11 (MHH ceneKc11nar) rn6neTKH, noKpbnhie 
nneHOt.tHOH o6onot.tKOH 200 MKr N 60, (_) ynaKOBOK An6pas11 (MHH ceneKc11nar) rn6neTKH, n0Kpb1Tb1e 
nneHO<tHOH o60J104KOH 200 MKr N!! 140 (.uanee - «npenaparn) B OTHOWeHHH - (_) nal(HeHTa( OB) B COOTBeTCTBHH 
C nHCbMOM (AKl.(enTOM ocpepTbl) A,npecarn npe,nJlO)KeHHll\AKl.(enTaHTa O 6e3B03Me3,nHOM npe,noCTaBJleHHH 
npenaparn HCX. N!! OT----------~ HanpaBJllleM BaM cne,ny1omyio HHqJOpMal(HIO 

000 «.[_()l{OHCOH & 

06 HCnOJ1b30BaHHH TipenapaTa: 

nbopMau o6 opran3au - noryvarene Ipenapara 
HaMeHoBaHe opraH3a. 
A.upec: 
TeneboH: 

Hucl1opMaQHH 06 ncnoJJbJ0Bannn IlpenapaTa 

Ne .[.(aHHble O nal(HeHTe Ko1111t.tecrno .[.(arn\.[.(aTbI Ko1111t.tecrno 
(HOMep H .uarn HCnOJ1b30BaHHblX ynaKOBOK nepe,nat.tH HeHCHIOJIB3OBaHHBX 

npOTOKOJla peweHHll naeHTy ynaKOBOK** 
spat.te6HOH KOMHCCHH) * 

1. (_) ynaKOBOK An6paBH 
(MHH ceneKcHnar) 
Ta6neTKH, IIOKpBIT Le 
I/eHOIHoi 060/104k0ii 800 
MKr Ne 60, (_) ynaKOBOK 
An6pas11 (MHH 
ceneKc11nar) Ta6JleTKl1, 
HIOKpLITIe nIeHOIHOi 
o6onot.tKOH 200 MKr N!! 60, 
(_) ynaKOBOK An6pas11 
(MHH cereKcnar) 
Ta6neTKH, noKpblTble 
nneHot.tHOH o6onot.tKOH 200 
MKr N 140 



[HA 6JIAHKE YlJPDK,[(EHH51] 

2. 

yka3aTL HOMep IIpOTOKOJIa JaTy peIICHH Bpa4e6HO KOMCCHH, B COOTBeTCTB KOTOpBIM IaIHeHTy 6LI 

HaJHalfeH TTpenapaT 

**Ecn11 npenapaT He 6bIJ1 nOJlHOCTblO 11cnOJ1b30BaH, He06XO.ZJ.11MO YKaJaTb np11lfl1Hy: 

[.D.OJl)KHOCTb] /<l>J10/ 

[HaMeHoBaHue opran3a Apecara Ilpe/1oKeHug\AKuenranra] 




