very important person
BAJNCHO UHMEPeCHO NOoJIe3HO

HETOB MaNINATUBHON MeANLIMHCKON NOMO-
Wwm 1 6onee 200 Bble34HbIX MATPOHAKHbIX
6purag. NMannnaTueHas NOMoLLb ABASETCS
OfHUM U3 CTpATermyeckux HanpaBneHun
pasBuUTUA 34paBooXpaHeHuns Ao 2024 roga.

nepeueHb NPOAYKTOB ANnA AeTEﬁ C peaknmu 60onesHaAMM

Mpembep-muHUCTp PO noanucan pacnopsxeHune 06 yTBepXAeHUN nepey-

HS NPOAYKTOB NeYye6HOro NUTaHWs Ans AeTeil ¢ ophaHHbIMU 3a601E€BAHUAMU.
MepeyeHb yBennumeaetca: B 2016 rogy oH BKtoYan 54 nosmuuu, B 2017 rogy — 69,

B 2018 rogy - 71, B 2019 rogy - 75 npoAyKToB. [IOKyMeHT (hOPMUPYETCSA EXKErofHO
Komuccmen Munsgpasa PO Ha OCHOBaHMU NPEANOXEHUI CYGbEKTOB 06paLLeHNs
CMeLnan3npoBaHHbIX NPOAYKTOB UM O6LLECTBEHHbIX 06bEANHEHNI, OCYLLECTBA-
loLLMX AEATENbHOCTD B chepe OXpaHbl 340POBbS 1 3aLUNTbl NPaB feTen-NHBANNAOB.
B 06HOBNEHHYIO BEPCUIO fOKYMeHTa Ha 2019 rog AONOHUTENbHO BKAOUEHbI YETbI-
pe cneunann3vpoBaHHbIX MPOAYKTA ANA 60MbHbIX (heHUNKeTOHypren u runepde-
HUNanaHuHemmen.

®AC 1 chapmkomnaHum
COrnacoBanyn peKomeHaaLuu
no pekname

Accoumaunsa mexayHapoaHbIx hapma-
LeBTUUYECKNX nponssoauTenei, Cowo3
npoeccuoHanbHbix hapMopraHu3aLuii,
Accoumaums poccuinckmnx hapmateBtuye-
CKUX MPOU3BOAMTENEN W ipyrue Befylime
oTpacneBble 06beAHEHNSA 3aBepLINN

BeHuypHble UHBECTULMN
B POCCUitCKUe 6UoTeXHONnormm

pacryT

O6beM BEHUYPHbIX UHBECTULUI B GUOTEX-
Honorun B Poccuum B 2017 rogy ysennyuncs
Ha 55% v pocTtur 14,7 mnH gonn. (no cpae-
HeHUIo € 9,5 MNTH gonn. B 2016 roay). Takue
[laHHble NPUBOAATCSA B COBMECTHOM 0630pe
POCCMICKOW BEHUYPHOMN MHAYCTPUM OT PwC
1 PBK. K cekTopy 610TEXHONOIMIA OTHOCAT-
€A KoMnaHuu B cchepe pas3paboTok meam-
LIMHCKOTO 060pyA0BaHNSA N NEKAPCTBEHHbIX
npenapaTos, MeAULWHCKNX NCCNefoBaHNA
N MHHOBALMOHHbIX MeAUNLMHCKUX YCIYT,

a TaKXKe arponpoMblLLNIEeHHbIX U MULLEBbIX
TEXHOMOTUI. B IeHEXXHOM BblpaXKeHW!
VNHBECTULMUN B BUOTEXHONOTMMW PacTyT
BTOpON rof noapsa. CpeaHun pasmep
cfenKkun 3a nocnefxue 2,5 roga ysennuun-
ca B 5 pa3 - c0,4mnH gonn. B 2016 rogy

00 2 MnH gonn. B 2018 r. OCHOBHbIMU UHBE-
CTOpamu B CEKTOP GUOTEXHONOMMI ABNSIOT-
€A rocyAapCcTBeHHble POHAbI N BEHYYPHbIE
doHAbI ¢ rocyyactrem. Mpm 3TOM Ha pbiHKe
TaKXe pacTeT aKTUBHOCTb YACTHbIX UTPO-
KOB, OTMeyaeTcs B 0630pe.

MnaHbl N0 pa3BUTUIO
NannMaTMBHOM nomowm B Poccumn

Ha Mo6anbHoW KOHepeHLnn no mean-
KO-CaHWTapHOW NOMOLLM MUHNCTP 34pa-
BOOXpaHeHus BepoHunka CKkBOpLOBa
06bsABMNA O NNaHax OTKPbITb B 2019 rogy
thefepanbHbI LEHTP NO NannnaTus-

HOI NOMOLLMW, KOTOPOMY ByAeT OTBeAEHa
pOonb METOANYECKOTO LIeHTpa Nno passu-
TUIO CUCTEMbI NANNNaTUBHON NOMOLLM

B Poccun. B TeueHue cnepytolero roga
MuH3paB nnaHmpyeT co3fartb JOMOMHU-
Te/IbHO 2 TbIC. NANIMATUBHbIX KOeK 1 50
Bble3/AHbIX MATPOHAXHbIX CNYX6. TaknMm
o06pa3om, MnH34paB HaMepeH 3aBepLnTb
opmupoBaHune nHPaCTPyKTypbl Nanina-

Wcnonb3osaHa MHGoOpMauua COBCTBEHHbIX KOPPECNOHAEHTOB, OMGUUMAaNbHbIX Npecc-penn3os, MHOOPMALNOHHBIX 3apy6eXHbIX MU OTeUeCTBEHHbIX areHTCTB.

TUBHON CNY)K6bl B COOTBETCTBUN C MEXIY-
HapPOAHbIMI N POCCUCKUMU CTAHAAPTAMM.
B HacToslulee Bpems B CTpaHe AenCTBYIOT
12,5 TbIC. CTALLMOHAPHbIX KOEK A8 B3pOC-
NOro HaceneHus n aeten, 6onee 700 Kabu-

pa3paboTKy pekomeHaLuWi No cobnioae-
HWI0 3aKOHOAATENbCTBA O pekname 6e3pe-
LLeNTYpHbIX NTeKapCTBEHHbIX NPenapaTos.
B pa6oTe Hag AOKYMEHTOM NpUHUMana

YpoBeHb noTpe6/eHns aHTN6MOTUKOB B MUpe

BcemnpHasa opraHusauus 34paBooxpaHeHuns ony6MkoBana OTYET O NOTpebneHmm
QHTUBMOTMKOB B 62 CTpaHax MMpa C Pa3NNYHbIM YPOBHEM [OXOA0B. [JOKYMEHT,
cofiepXallunii AaHHble HabntoaeHnn 3a 2015-2016 rr., ony6/IMKOBaH Ha canTe opra-
Hu3auuu. NMpeacTaBneHHble AaHHbIe CBUAETENbCTBYIOT O PE3KOW ANCMPONOPLMN

B NOTpe6neHnn aHTM6MOTNKOB. B 6eHeNILNX CTpAHaX M1pa 3TOT NoKasaTesnb
HaxoAWTCA HAa HU3KOM YPOBHE, YTO FOBOPUT O HEOCTaTOUYHOMN 3aLLUULLEHHOCTN
HaceneHns oT NHGEKLMOHHbIX 3a60MeBaHNii, TOFAA Kak B psfe CTpaH C BbICOKUM
N CPeAHUM YPOBHEM AOXOA0B NoTpebneHne aHTU6MOTUKOB, CyAst MO BCEMY, IBNSI-
eTcs U3bbITOYHbIM. B rocynapcTsax, rae HeT npo6siem ¢ JOCTYNoM K chapmakoTepa-
MUK, PACXOXKAEHNS TaKKe OYeHb Benuku. Hanpumep, notpebneHne aHTU6UOTUKOB
B HugepnaHgax coctaBnseT 9,78 onpeaeneHHbIxX cyTouHbix fo3 (Defined daily
doses, DDD) Ha 1000 »uTenen B feHb. Bo PpaHumn 3TOT Nokasaresb 4OCTUraeT
25,92, B Benuko6putaHum — 20,47, B FfepmaHum — 11,49 DDD. Hanbonee BblCOKUN
YPOBEHb NOTPe6NEeHNs aHTUOUOTUKOB CPEAN CTPaH, MONaBLWKX B 0630p, OTMEYEH
B MoHronuu - 64,41 DDD, cyLLeCcTBEHHO Bbllle CpeAHEero OH B TaKMUX rocyaapcreax,
KakK WpaH, Typuus, CynaH. NMotpebneHne aHTM6MOTUKOB B Poccum B 2015 roay,

no faHHbIM BO3, Haxo4nnocb Ha CpegHEeM YPOBHE U COCTaBMNO 14,82 onpeaeneHHbIX
CYTOYHbIX 403 Ha 1000 yenoBek. icxofsa 13 3TOW OLLEHKK, B TeYEHMe rofa B CTpaHe
6b1710 NCNONb30BaHO 915,65 T NPOTUBOMUKPOGHbIX MPenapaTos.



BAXHO WHTEPECHO MOMNE3HO

yuyactue QefepanbHas aHTUMOHOMObHAsS
cnyx6a (PAC). PekomeHaLmMy NOAroToBe-
Hbl Ha OCHOBaHMM 0630pa npakTukn GAC

1 cynos B nepuof ¢ 2015-2017 rr., B HUX
npeacTaBneHa nogpo6Has TPAKTOBKA
[leCTV OTAENbHbIX NONOXEHU (heaepanb-
HOro 3akoHa «O pekname», N03BONA0O-
was peknamoaaTensam nsbexarb olWmnbok
npw NOArOTOBKE PEKNAMHbIX MaTepUanos.
Bo n3bexaHune KOH(INKTOB C aHTUMO-
HOMOMbHbIM BEJOMCTBOM 13-3a rapaHTum
atppexTuBHocTm /1IN B pekname cosgarenu
peKoMeHAaLMN COCTaBUIN NepeyeHb CroB
1 BbIPAXXEHWIN, HEAOMYCTUMbBIX K yroTpe-
6/1eHNI0 B PeKMaMHbIX MaTepuanax. B vacr-
HOCTW, peub UAET O CioBax «nobeaar,
«MOMTHOe U3NeUeHMne», «peLleHne npo-
671eMbI», KO[HO3HAYHOY», KHEMPEMEHHO»

1 Ap. B OKyMeHTe TaKxe orosapmBaeTcs
cobnoaeHne HopMbl 0 HeJOCTOBEPHbIX
CBe[leHNsAX 0 TOBApe, BbIXOASLLMX 33 Npe-
[lenbl MokKasaHum K npumeHeHuto /1C.
dapmKoMNaHUsM NpeanaraeTcs UCnonb3o-
BaTb B peKname TOMbKO Ty MHDOpMaL Mo,
KoTOpas MoATBepXXAeHa NHCTPYKLMEN.
Micnonb3oBaHue apyron nHhopmauum
BO3MOXHO B TOM Clyyae, eCnyi KOMNaHum
MOTryT AO0Ka3aTb ee JOCTOBEPHOCTb. MonHas
BEPCUSi peKOMeHAaLmMmn ony6nmkoBaHa

Ha cante MAC Poccun (https://fas.gov.ru/
news/26296).

HoBblii npenapar ana neuenus
rpunna 3aperncrpuposad B CLLUA

FDA Bbljano MapKeTUHroBoe paspelleHune
npenapaty Kcodniosa (Xofluza, 6anok-
caBup MapboKCua), NpefHasHaueHHOMY
[INs neyeHns 3a601eBaHNI, BbI3BAHHbIX
Bupycamm rpunna A n B. JlekapcTBeHHoe
CpefCcTBO PEKOMEHAYeTCA UCMOoNb30BaTh

B TeUeHMe nepBbiX 48 4acoB Nocne nosB-
NeHUA CUMNTOMOB rpunnay nauueHTos

B BO3pacTe cTaplue 12 net. [ina focTuxe-
HMA TepaneBTUYeckoro sekTa focra-
TOYHO OAHOW A03bl NekapcTea. banokcasup
Map6oKCUN — NepBbl NPeAcTaBUTenb
NPUHUUNKANBHO HOBOTO Knacca NpoTuBo-
rpunno3sHbix JIC — MHIMGUTOPOB HAOHY-

Ony6nukoBaHo XIV usganue focyaapcrBeHHoin hapmakonen PO

B Poccuu Bbiwno B cBeT XIV nsgaxHme focyaapctseHHomn hapmakonen. B Hero
BowWw/n 319 06wwmx hapmakonenHbix ctater (ODC) n 661 hapmakonenHas cTa-

TbA (DC), n3 KoTopbix 72 ODC U 164 OC BBOAATCS Briepsble. COrNacHo NpuKkasy
MwuHucTepcTBa 34paBooxpaHeHns Poccunckon Oepepauun ot 31 okTabps 2018 T.
N2749, no 1 sHBaps 2022 roga B COOTBETCTBUY C HOBbIM M3AaHUem Focchapmakonen
[oMKHa 6bITb NprUBeAeHa HOPMATMBHASA JOKYMEHTAaLMUs Ha 3aperucTpmpoBaH-

Hble fIeKapCTBEHHbIe NpenapaTtbl AN MeAULMHCKOro NPUMEHEHNSA 1 BXoAsALwMe

B X COCTaB (hapmaLeBTUYecKue cybcTaHLum, Ha hapmaLeBTUYeckme cybcrtaHuum,
Npou3BefeHHble A5 peann3alnm u BKIOUYEHHbIe B FOCYAapPCTBEHHbIN peecTp
NeKapCTBEHHbIX CPEACTB AN MeAULMHCKOro NPUMEHeHUs, Ha NeKapCTBEHHbIe
npenapatbl, 3aABMEHNS O FOCYAAPCTBEHHOW PerncTpaLumy KOTopbiX NpescTaB-
neHbl B MMH3apas Poccun [0 BBeAeHUs B aenctaue yteepxaeHHbix OOC n @C,

1 BXOAALLME B X COCTaB (hapmaLeBTUYeCcKme cybcTaHuum, Ha hapmaLeBTuyeckme
cy6CTaHL MK, 3a8BNEHNS O BKTIOYEHUW KOTOPbIX B FOCYAAPCTBEHHbIV PeecTp nekap-
CTBEHHbIX CPEACTB NpeAcTaB/eHbl B MMH3gpaB Poccum fo BBeAeHNs B AeNCTBME

yTBePXAEHHbIX ODC n OC.

CT® PO XIV n3paHnsa MOXHO 03HAKOMUTLCS Ha canTe DepepanbHON 3NEKTPOHHON
MeanLMHCKON 6ubnunoTekn MuH3apasa Poccuu.

Kneasbl. Ero 1eficTBMe OCHOBAHO Ha nofa-
BMIEHMM NpoLecca pennukalumy Bupyca
BHYTPM 3apaXeHHoW KneTku. Mpenapat
pa3paboTaH SNOHCKON KoMnaHuen
Shionogi & Co, B Hauyane TekyLlero roga oH
6bI1 3aperucTpupoBaH B AnoHuu. Mpasa
Ha ero NpoABXeHNe Ha MUPOBOM pPbiHKe
npuobpena komnaHusa Roche.

AbbVie nepegana MateHTHOMY
nyny /1IC npaBa Ha NPOM3BOACTBO
MKeHepuxkoB MaBupeTa

dapmaueBTryeckas komnaHusa AbbVie
nepepana MateHTHOMY Myny NeKapCcTBeH-
HbIX CPeACTB Npasa Ha NPOW3BOACTBO

N peanusaunio JXXeHepruKos CBOEro npe-
naparta Masupert (rnekanpesup/nuépexTa-
CBUP) B Pa3BUBAIOLLMXCA CTPAHaX, cO06LLa-
eT Fierce Pharma. CornalieHue no3sonut
pe3Ko MOBbICUTb AOCTYMHOCTb HOBEMLIE
Tepanuu HaceneHuo 95 rocyaapcrs

C HU3KUM U CPeaHUM YPOBHEM [OX0A3,

Ha KOTOpble NpuxoanTcsa 47,5% rnobanbHo-
ro 6pemeHu BupycHoro renatuta C. Cpeau
Hambonee 3HaYNMbIX PbIHKOB, OTKPbITbIX
ONnA [)XeHepuKos lMaTeHTHOro nyna, -
Erunert, BbeTHam, ViHaoHe3us, Hurepua

n pag apyrux. Masupet npefcrasnser
CO601 NAHFeHOTUMHYI0 KOMBUHALMIO
NPOTUBOBMPYCHbIX NPenapaTos, KOTO-

pas MOXeT MPUMEHATLCA Y NALUEHTOB

CO BCEMUW OCHOBHbIMU reHOoTUNamu BUpyc-
Horo renatuta C, B T. 4. y psga rpynn
naLueHToOB C CONYTCTBYOLWMMM 3ab60neBa-
HUSIMUW, BO3MOXHOCTW NEYEHNN KOTOPbIX
paHee 6biny OrpaHNYeHHbl. MaTeHTHbIN
nyn neKapcTBeHHbIX CpefcTB ocHoBaH BO3
B 2010 I. C Lenbio paclwmpeHns gocrtyna

K aHTUPETPOBMPYCHOW Tepanuu, a no3a-
Hee — K Tepanuu BUPYCHbIX renaTtutos

1 Ty6epkynesa. B3aumoaencrame B pamkax
[yna naTeHTOB NO3BONSAET YCKOPUTb BbIBOA

[DKEHEPUNKOB Ha Pa3BMBAOLLMECA PbIHKY,
O[JHOBPEMEHHO rapaHTUpys BbINNATy crpa-
BEA/IMBbIX POANTA KOMNAHWAM — pa3paboT-
ymKam opurunHanbHbix J1C.

Crparerus no 6opb6e
€ aTnbMoTNKO-
Pe3NCTEHTHOCTbIO

MpoeKT nnaHa peanusauumn ctpare-
Ty NpeaynpexaeHns pacnpocrpa-
HeHWs RHTUMUKPOBHOMN PE3UCTEHT-
HocTu B PO o 2030 roga BHeCeH

B NpaBuTenbcTso PO. 06 sTom
€o06LWMIA MOMOLHUK MUHU-

CTpa 34paBooxpaHeHuns PO fians
[a66acoBa. [JokyMEHTOM Mpeaycmo-
TPeHbl TaKne Mepbl, KaK NoBblLLe-
HVe YpPOBHSA NpPoeccmoHanbHom
NOArOTOBKW MeMKOB N PaboTHU-
KOB Ce/ibCKOro X03sAMCTBa, paspa-
60TKa NpPodecCMOHaNbHOIO CTaH-
JapTa no Mukpobuonoruu, nHgop-
MWUPOBaHNEe HaceNeHuns, CoBepLIeH-
CTBOBAHMWE Mep MO OFrpaHUYEHUI0
pacnpocTpaHeHnst Pe3NCTEHTHbIX
BO36yAMTENen, akTyannsauns CcTaH-
[APTOB MEANLMUHCKON NMOMOLLY.
Take nnaH npegnonaraeT coBep-
LeHCTBOBaHME CUCTEMbI Nabopa-
TOpuK Ans 60siee KaYecTBEHHOro
MOHWTOPUHIA PacnpoCTpaHeHus
Pe3NCTEHTHOCTU C MOCNEAYIOLNM
CO3[1aHNEeM e[IMHOV MeXBeJoM-
CTBEHHOW 6a3bl AaHHbIX, HAYYHble
MCCnefoBaHNs MEXaHU3MOB Pa3Bu-
TUS NTEKApCTBEHHOW YCTONUYMBOCTY,
pa3paboTKy HOBbIX MPEnapaTos.,
yCUNEHUE KOHTPOsSA 32 060pOTOM
AHTUBNOTNKOB.

Wcnonb3oBaHa MHGoOpMauusa COBCTBEHHbIX KOPPECNOHAEHTOB, OMULUMANbHbIX Npecc-penn3os, UHOOPMALNOHHBIX 3apy6eXHbIX M OTeYeCTBEHHbIX areHTCTB.





