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rMABHbIE HOBOCTH

Hosbie nekapcrea 6yayT NpOXOAUTL TPOMHYH MPOBEPKY

Bnagumup TyTuH nmoanucan 3akoH O nOpsAake BBOAA B MPAXAAHCKMA 060pOT
NeKapcTB AN MeAULMHCKOTO MPUMEHEeHHS

MuHoB0poHbI PD N03B0NAT CAMOCTOSTENLHO PErUCTPUPOBATH /IEKAPCTBA

B C® npemnoxunu obecneumsatb nekapcreamu ans nevenns BUY rpaxaan bes
PEerucTpaLmMm B peroHe npoxuBaHus

Mepabit B PO LeHTp U3yyeHus MONeKynspHOro BOAOPOAA OTKPOKT B BopoHexe
B Poccuu 3anyckatot nepsbli anTeyHbli arperatop

Mockga cTaHeT nepsbiM ropoaioM, rae UCMbITakT HOBYH BaKLUWUHY NPOTUB B4

Baaum 3ybapes: KoHKypupoBaTh C MHOCTPaHHbIMK MPOU3BOAUTENAMU Mbl CMOXKEM
TOMLKO NPY HaNMYMKU COBCTBEHHOTO NPOU3BOACTBA CYBCTaHUMN
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DapMnpenapanel KNUHUMECKUE UCTIBIMEHUSR U NPaKmUKa
ME 12 [36] Berafps 2018

COAEPXXAHUE HOMEPA:

PETY/INPOBAHUE PO
3aKoHofaTeNbHble aKTbl ¥ MHULMATUBDI

- EASC npesnoxwun paspewmntb OHNaWH-TOPrOBI0 aNIKOr0NEM M leKapCTBaMu

- Pa3pabortuunku nekapcTs Ha Tepputopum Poccum nonyuat rocnognepxky

- Mpe3unaeHT Poccun Bnagumup MytuH npu3Ban nogHATL cucteMy obecneyeruns rpaxaaH PO nekapcTBeHHbIMM CPeaCTBaMuU HA

6onee BbICOKMIA ypOBEHD

- K 2023 ropy B Poccuu yxe MoxeT 6biTb BBEAEHO IEKAPCTBEHHOE CTPaxoBaHMe

- T.MockanbkoBa: NpoeKT 0 NPOAAXKeE NeKapCTB Yepe3 MHTEpPHET TpebyeT nepecMoTpa

- Hosble nekapctea 6yayT NpoOXOAWTb TPOWHYKO NPOBEPKY

- B nporpammy "®apma-2020" BHOCUTCS psiA LONONHEHWH U U3MEHEHMIA

- Bnagnmup MyTvH noanncan 3akoH o NopsiAke BBOAA B rPAaXAaHCKWMA 060pOT 1EKAPCTB ANS MeAULIMHCKOTO MPUMEHeHUS

Pernamentbl. Ctanpaptbl. CepTudukauus

- CucTeMa MOHUTOPUHTA ABUXEHWS NeKapCTBeHHbIx npenapaTos nepewna ot ®HC Poccuum k LIPMT

- B CoBete Mepepaunu noaaepxany naeto 06 HCNEKTMPOBAHWUM NOLLAL0K MO NPOU3BOACTBY 1€KapCTB

- Pa3paboraH nopsiaok BblAaum ceptudukaTa Ha BBO3 (BbIBO3) HAPKOCOAEPXKALLMX M MCUXOTPOMHbIX IEKAPCTB

- B.MarBueHko: Bce nekapcrsa no opdaHHbiM 3a601eBaHMAM HY)XHO 3aKynaTb Ha GeaepanbHOM YpoBHE

- MunobopoHbl PO 103BONAT CAMOCTOATENBHO PErMCTPUPOBATh leKapCTea

- MuH3gpas PO HauHeT 3aKynKy opaHHbIX NpenapaToB 4OCPOYHO

- MuH3gpas PO sHocut KoppekTpoeku B M3-61 cornacHo Hopmam EASC

- Mun3apas PO pa3pabotan usmeHeHus B MpaBuna Hagnexaliein anTeYHoM NPaKTUKK U XPaHEHMS

- B CO npepnoxunu obecneunsats nekapcreamu ans nedenus BUY rpaxaan 6e3 peructpauuu B pervoHe NpoxuBaHus

3APYBEXHOE PET'YJINPOBAHME

- AreHTCTBO KOHKYypeHLuu py3um ¢ byayLiero roaa npuUCTynuT K M3ydeHnto GapMaLeBTUYeCKoro pbiHKa
- B KasaxcraHe npeanaratot paspeluntb NpOBOAUT MEAULMHCKME UCCNeLOBAHMUS HA NIOAAX

- B Y36ekucrane obHosneH lNepeyeHb be3peuenTypHbix N€KaPCTBEHHbIX CPEACTB

- B AsepbaiipxaHe noytvt B 30 pa3 yBenuunuTcs npoun3BoacTBO GapMnpoAyKLMM

- benapycb paclwmput NnpoU3BOACTBO NpenapaTos s aHTUPETPOBUPYCHOIM Tepanuu

- Ha ynotpebnenue MapuxyaHbl B [py3un BBeW xecTkMe orpaHuyeHns

WHCTPYMEHTbI YNPABJIEHUA
MapTHepcTBo. Cornawexus. CANAHNA U NOTNOLLEHUS

- Co3paeTcs HOBas anTeyHas accouuaumus

- AbbVie npepgoctasuna [lateHTHoMy nyny npasa Ha NPOM3BOACTBO AXeHepukas Masupeta

- NepBebiii B PO LeHTp 13yyeHns MonekynspHOro BOAOPOAa OTKPOKT B BopoHexe

- Benrpus Bowna 8 TOP20 kpynHeiwmux MUpoBbIX GpapM3IKCNopTepoB

- BIOCAD 6ypnet ycunuBatb NpuUcyTCTBUE Ha MEXKAYHAPOAHBIX PbIHKAX

- "Menoaws 340poBbs” HAYana CoTPyAHUYECTBO C MPOAYKTOBbIM puTennepoM "[dukcun”

- Hemeukue dapMKOMNaHUM Ha NPakKTUKe U3y4atoT MHBECTKNUMAT [T0AMOCKOBbS

- CeyeHOBCKMI yHMBEPCUTET NOANMCAN CornalleHus B 06nacTu 06pa3oBaHus U UCCNeLOBAHUS NEKapCTB
- 0630p: CiusiHus 1 NornoueHus

otec MHbopMaUUoHHDE 32eHmemeo TMoHumop”
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Nepuod MoHUMOpUHEa HOMepa:
D1 Hombps 2018 - 30 Hoadps 2018

duHaHcuposaxue. UHBecTMUuU. LieHbl

- ADK "Cuctema” n PoCCUACKO-KUTAUCKMIA MHBECTULMOHHDI GoHA, BROXaT 19 mnpg pybneit B pOCCMACKYO PapMKOMNAHMIO 16
- Metep6yprckuit TexHonapk noMoxeT GapMaueBTHUECKMM CTapTanaM BbIXOAUTb Ha MEXAYHAPOAHbIE PbIHKK 33 3,5 MAH eBpo 16
- bonee 700 mnn pybnei BnOXuaK B Co3aaH1e XMMUKO-PapMaLeBTMHeCKoro LeHTpa B Ypdy 17
- B Kelproi3ctaHe HaueHka Ha nekapcrea gocturaet ot 50 go 130 npoueHTos ‘ 17
- Pfizer nogHuMeT ueHbl npumepHo Ha 10% Bcex nekapcrs, NPOM3BOAMMbIX KOMMNAHWUER 17
- B Tocaymy P® BHOCUTCS 3aKOHOMPOEKT O COBEPILEHCTBOBAHMM rocperynuposanus ued Ha XXHBAM 18
- MAPT yTBepann nopaaok pacyeta npefenbHbix OTNYCKHbIX LEH NPOM3BOAUTEIEH Ha NleKapCTBa 18
- Komnanus "Asexcuma” 8noxut 156 mnn pybnei B BbinyCk amnyn Ha 3aBoge 8 MoHoropoge Kysbacca 19
- "(apmacunTes-TioMeHb" MoXeT nony4uuts ot OPI1 3aem B pasmepe 479,4 MaH pybnen 19
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KopnopatugHble coGbITus

e

- Gapmkomnanuu Regeneron # Eli Lilly nokasanu 3rauntensHblid poct npubsian u npogax 19
- "P-dapmM" MoHononusupyet BUY. KoMnanusa xoueT yBeAUYUTb A0 B FOC3aKYNKax 20
- Beipyuka "Mepcu” 8 11l kgaptane 2018 roaa Buipoana B 1,6 pasa, no 4,55 mnppa pybnei 21
- "BUHHOdApPM” YBENMYMA BbIPYUKY M 3HAUMTENBHO COKPATUA YBLITOK -7 21

LT R A T e T

MnchopmaumonHas uHdpacTpykTypa

- Onybnukoeao X1V uzpanve locyaapcteerHoit dapmakoneu PO 22
- bnokyerH BHeapeH B hapMaueBTu4eckylo cucremy Ysbekucrana 22
- Yepes cuctemy "YectHsid 3HaK" npowwno okono 400 TbiCAY fekapcTs ¢ MapKMPOBKOH 23
- B Poccuu 3anyckaroT Nepawi anTeuHblii arperarop 23
- Bce anteku benapycu nepexonsT Ha cucTeMy "INEKTPOHHbLIA peuent” 24
- Co3pan HOBbIM NopTan ans GopMuposanma nepeuns XXHB/MN 24
- MeanuuHa Oyaywero: BUAeOUrpsl U MOBUAbHBIE NPUNOXKEHUS 3AMEHAT IEKAPCTBA 24
- CocToancs 3anyck 06beankénHoro apmauesTuyeckoro noprana PharmaPharm 25

NnPOU3BOACTBO U HAYYHDIE NNOLWALKU

- B UHcTutyTe Buoopranuueckoi xumun PAH HauHyT pa3pabaTtbiBaTb ekapcTBa OT CTapoCTH 25
- B UpkyTckoit 0bnacti OTKpbIACS COBPEMEHHDIA 3aBOA N0 MPOM3BOACTBY MNOKOMETPOB U TECT-NOAOCOK 27
- Npou3soacTeo npenapara "AkBuHyC" koMnaxum Pfizer Ans neyeHus peBMaToOUAHOO apTpUTa 3anyliexo Ha 3asoae HTOO® 27
"TIONUCAH" B CankT-MeTepbypre

- B Wpane 3anyweHo npou3BoacTBO N1€KApCTB 4N NEYEHUA Paka W PACCeHHOTO CKepo3a 28
- GE Healthcare oTkpoeT 61u0TeXHONOTUYECKMIA LLeHTp B BenukobputaHum 28
- B lybre 3anyctunm nepayio IMHUI0 NPOU3BOACTBA MEAMLIMHCKMX a3po30neit 28
- Cepsbe 3anoxuvna dyHaaMeHT Hyayutero 3asoaa no BeINycky 6uonpenapatos 29
- B Cankr-Tetepbypre coctoanocs 0TKpbiTHe TpeTbel cuepeau papMauesTuueckoro 3asoga ‘Monucan” 30

HAYYHbIE PASPABOTKHU
WccnepnoBanus v oTKpbiTHS. HoBble npenaparbl

- TOMCKMe yueHbie pa3paboTani M3 AeKOPaTUBHOTO PacTEHMA Npenapar OT racTpo3abonesamil RY
- BMONOTM CO3AaNM YHUKANLHOE CPEACTBO MPOTMB OTPABASHOLINX BELLECTB . 31
- C03AaH aHTMAOT OT OnacHeiwwero afa — 6OTYNOTOKCUHA 32
- CTpyKTypa KOMMNNeKCca CepOTOHWHOBIX PeLLenTopoB NOMOXET CO3AaTh HOBbIE Npenapathl 32
- Poccuitckue MCCIe08aTeNN NONYYHIM YHUKANbHOE aHTUCENTHYECKOe CPEACTBO 32
- MocKBa CTaHeT NepBbIM FOPOIOM, [i€ CMbITAIOT HOBYIO BaKuyHY NpoTue BUY 32
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DapMnpenapamsl; KILUHUYECKUE UCMLIMaHUS U NPAKMUKaE
N* 12 [96) Bekabpe 2018

- Tponuueckue nuaHbl MOTyT YOUTb OHW U3 CaMbIX arpeCCUBHBIX PAKOBbIX KNETOK 33
- Bnepsble co3aaHHas reHeTMyeckas KapTa kaHHabuca nokasana BO3MOXKHOCTb ero NPUMEHEHUs B MEAULLMHE 33

TexHonoruu u metoabl

- [pynna yyeHbix pa3paboTana naacTbipb 415 r1a3 C paccachbiBaOWMMMUCS UIaMu 34
- B CLLIA roToBMTCS K perucTpauuu Tepanus anneprum Ha apaxmuc 34
- Cubupckue yyeHble pa3pabaTbiBalOT HOBbIA METOL AOCTABKM 1EKAPCTB K ONYyX0NH 34
- B Poccuu paspabatbiBaeTcs cpasy HECKOMbKO HOBbIX TEXHONOTUIA neyeHus BUY-uHbekumm 34

KnuHuyeckue U JOKIMHUYECKUE UCMbITAHUSA HOBbIX NpPenaparos

- OnpoboBaH HOBbIM NMOAX0A, CMOCO6HbIA 3aMeHUTb CTaHAAPTHYIO Tepanuio BUY 35
- MiccnenoBatenu npotecTMpoBanu BakLyMHY, NpensaTCTBYyHOLLYt0 06pa3oBaHuio TpoMb0oB 35
- MarHuTHbIE HAHOYACTULBI MOMOTYT 1€YUTL TPOMBO3 35
- [lamMbl noaapsT yHuBepcanbHoe CpeacTBO NPOTUB BCEX TUMOB rpunna 36
- Mepsbiit B MUpe npenapat ans nevenus bonesnu bextepea 6e3 nobouHbix 3GdekToB TecTpytoT B PO 36
- YupexaeHnue PocnotpebHag3opa noaTBepanno 3nuaeMmuonornyeckyto 3GGekTMBHOCTL POCCUIACKOM rPUMNMO3HONA BAKLMHbI 37
"Cosurpunn”

- YyeHble npeacTaBuaun Tpy npenapara npoTue CTapeHus 38
- MapMaKoNorv TeCTUPYIOT YHUKaNbHbIE Kanan NPOTUB MEHMHIUTA 38
- B KoHro npoiigyT knuHuyeckue MCCnef0BaHWS LEenoro paga npenapartoB NpoTue nMxopaaku J6ona 38

- Komnanus BIOCAD npezicTasuna npoMexyTouHble AaHHble Mo 3GGEKTMBHOCTY 1 Be3onacHoCT1 nepsoro poccuiickoro PD-1 38
uHrnbutopa

WccnepoBaHus AeiACTBYIOWMX NpenapaToB

- lekapcTBo ot guabeta no3sonut 0by3aate cnaboymue, obewarot Bpaym 39
- [MAPOXNOPTUA3NA: AUTENbHOE NPUMEHEHME BbICOKMX 03 NOBBIWAET PUCK PA3BUTMS PaKa KOXM 39
- MonynapHble nuwiesble 4063BKM 3aLMLLAIOT OT NPeXAeBPEMEHHbIX POA0B 39
- Caxap oka3ancs CeKpeTHbIM OPYXMeM MPOTUB OHKONOrUYEeCKUX 3aboneBaHuit 39
- HaitaeHo ele 0fHO Nose3Hoe CBOMCTBO acnupuHa 40

Pa3peweHo K NpUMEHEHUI0

- FDA opo6puno reHeTuueckui Tect komnauun 23andMe ons oueHku MeTabonm3ma nekapCTBEHHbIX NPenapaTos 40
- "Curayo JloHr" ans KOMOMHUPOBAHHOM Tepanumu caxapHoro auabeta 2 Tuna 3aperncTpupoBaH B PO 40
- FDA o06puno npenapar Lorbrena® ans neyenns paka nerkoro iy
- B Poccum 3aperncTpupoBaH MHHOBALMOHHbIN aHTUBrMoTK 3EPBAKCA® (uedTono3an/Tazobakram) 4
- "Mup-®apM" 3anyckaeT yHUKabHbI AN POCCUIACKOTO PbiHKA Mpenapart Ans NeYeHus anneprum 42
- B EC opobpeHa koMbuHauus npenapata BeHKIUCTO ¢ puTyKCcMMaboM ans neyeHus neinkosa 42
- PumdamuumH onobpen 8 CLUA ans neyeHns amapen nytellecTBeHHUKOB 43
- B EBpone 3apeructpupoBaH HoBbli npenapar Eli Lilly ans neyenns Murpenu 43
- FDA 0106puno npumeHenme nemMbponusymaba Ang neyeHns NaumeHTos C renatouennioNapHbIM PakoM Ha no3aHux craguax 44
- B CLUA opobpeH npenapat Ans neyeHnsi OHKONAToNOrMi, Bbi3bIBaEMbIX PEKOI MyTauuen 44
- Vitrakvi (napotpektunun6/larotrectinib LOX0-101) - HOBbIV yHUBEPCANbHbIA NPOTMBOPAKOBLINA Npenapar, NOMy4MBLLNA 45

"#o6bpo" 0T aMepUKaHCKUX YUHOBHUKOB

WHAWKATOPbI PA3BUTUSA
®apm: MpoussoacTeo. UHaycTpus. MeHeXKMEHT

- CDapMau,esmquKaﬂ MPOMbILWNEHHOCTb ABNAETCA OAHUM U3 TUAEPOB HANPAB/EHUSA aBTOMATU3aL MU 45

monitor@groteckru MHbopMauuoHHoe azeHmemeo TMoHumop”



MNepuod MoOHUMopUHE3 HOMEPa:!

01 Hombpa 2018 - 30 Hoabps 2018
- PelATHHT poccuitckmux dapmancTpubobiotopos no utoram 1-3 k8. 2018 roga 45
- Mopsaka 70% oHNaiH-nokynatenei He 3HaKT 0 3anpeTe Ha A0CTaBKY NekapCTB 46
- DapMaueBTMKa CTana OAHOM U3 CaMbix BOCTPEOOBAHHbIX CNELMANbHOCTENR Y YHEHUKOB KONeLKeNR 46
- E-commerce B GapmoTpacnu pacteT bbicTpee, 4eM B grocery 46
- HyxeH cornacoBaHHbl NOAXOA K NOATOTOBKE PerynsSTopuku U 0Tpacau K eauHoMy poiHky EASC 47
- Ton-20 poccuitcKnX anTeyHbix CeTei KOHCoNMAMPoBanu 42% pbiHka 48
- bonee nonoBMHbI COTPYAHMKOB HapMOTPAC/IM pacckasanu 0 noBbiweHWn 3apnnatsl B8 2018 roay 48
- B nepsoit nonosuHe 2018 roaa Ha BaXXHEMIIMX CEIMEHTaxX pbiHKA BbIpOCNa Aons poccuitckmx JIM 48
- ManoToHHaxHas XxMMUs Kak HakTop pa3BUTUS POCCUIACKOI hapMaLLeBTUKM 49
- Jleyntb pocCMACKMMM NpenapaTtamu MewwaeT cama cuctema GapmaleBTUYeCcKoi 0Tpaciu a0
- NpoBeeHbl NepBble MHCMEKLMM Ha COOTBETCTBUE NPaBMIAM HaZexallei Npou3BOACTBeHHOW npakTuku EASC 91
JlekapcTBeHHble cpeAcTBa
- BO3 nybnukosana otyet o notpebaeHnn aHTMOMOTUKOB B MUpe 91
- B Poccum pactyT npogaxu npoTMBOMHGEKLMOHHBIX M NPOTUBOAMAPENHBIX NPENnapaTos 92
- Ha cermeHT cambix goporux J1M npuxoAnTCs MeHee nSToi 4acTu BCEX PACXOA0B MOKynaTenei B antekax a2
JKCnepTHbIe MHEHUS N OLeHKU. WHTepBbio
- Jkcnept: B Poccum He06X0AMMO BO3POANTL BUTAMUHHYHK) MPOMBILLIEHHOCTb a2
- Cepre#t Libi6: MUdbI O HU3KOM ypOBHE OTEYECTBEHHOrO (hapMnpon3BOACTBA YXOAST B NPOLL/IOE 53
- UcnonuutenbHbid aupekTop rockopnopauumn "Poctex” Oner EBTylweHKo — 06 MMNoOpTO3aMeLLeHnmn 1eKapCTB, BbIPOCLIMX 93
LieHax 1 06s3aTenbHOM Mapkuposke
- JKCNepT: HOBOE LieHo06Pa30BaHme MOXET YBUTb GapMpbIHOK a6
- BBepeHue nekapCcTBEHHOTO CTPaxOBaHWA — AOMONHUTENbHAS HArpy3Ka Ha WTAT anTeku a6
- Bapim 3ybapeB: KoHkyp1poBaTh C MHOCTPAHHbBIMU MPOU3BOAUTENSMU Mbl CMOXEM TOMIBKO MPU HaNMYUK COBCTBEHHOO 96
NPOW3BOACTBA CybCTaHLM
- PedepenTHoe LieHoobpa3oBaHme B PO cOOTBETCTBYET NYYLIMM NPAKTUKAM PEryMpPOBaHMS LieH a7
- JKCNepT: rocnoAAepxka papMoTpacan LOMKHA ObiTb MaKCUMaNbHO TOYEYHOM 98
MporHo3bi
- B Poccuu ¢ HoBOro roaa MoryT nofopoxartb NOYTH BCE 1eKapCTBa 98
- YyeHble npefpeknun HexBaTtky uHcynuHa k 2030 roay 59
- K 2027 rogy rnobanbHbii ppIHOK NPenapaToB Ans NeyeHus IMMQOLMTAPHOro Nerko3a AoCTurHeT 9,2 Mapa f0nnapos 59
Mpoonembl. KOHPAUKTLIL. UHUMAEHTDI
- bpuTaHus He nybankyeT pe3ynbTaTbl NOAOBUHBI KTMHUYECKUX MCCNEA0BAHUIA, NPOBOAMMBIX B CTPaHe 60
- [pousBoaunTenn usbsanm u3 obopota bonee 500 nekapcTs ¢ onacHoM cybCTaHumen 60
- ApMsiHCKas apMaLeBTUKA 0XBaYeHa OTHEM KOppynuuu 60
- RNC Pharma: B Poccuto npekpatuanch NOCTaBKM KYOUHCKMX NeKapCTs 61
- Upbutckuii hapmsasop 3a 9 Mecsues 2018 roga cokpatun uncTyio npubbinb B 8,4 pasa Ha doHe Bbinycka bonee aewesbix 61
neKkapcrs
- EMA pekomeHZ0Bano npuoCTaHOBUTb NPOAAXY HEKOTOPbIX GTOPXMHONOHOB B CTpaHax EC 61
- Ha "®apmcranaapt-TomckxumbapM” HabntoaaeTcs 3HauMTENbHOE COKpaLleHne NPOM3BOACTBA 62
- [lons KOHTpaaKTHbIX NEKAPCTB Ha pbiHke Kbiprbi3ctaHa goxoaut no 30% 62
TON MEPOMPUSTHSA
- 5-9 exerofHas Mex/ayHapoaHas npakTuyeckas koHpepeHums "Knunuueckue uccnegosanus B Poccumn n EASC” 62
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