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CEMbAECAT BTOPAA CECCUA (Draft) A72/80
BCEMUPHOWU ACCAMEJIEM 30PABOOXPAHEHUSA 28 maa 2019 .

CeapMmoii noxkaaa Komurera A

(IIpoekr)

Komurer A mposen cBoe TpuHaauaroe 3aceganue 28 wmas 2019 r. mop
npeacenarenbctBoM  A-pa CwnbBum  Ilaynmer  Banentum  Jlyrykytel  (AHroma) u
n-pa SAcyxupo Cynsyku (Snonus).

bbit0  mpUHATO penieHne PEeKOMEHIIOBATh CEMBJIECIT BTOpPOMl ceccun BceemupHO
accamOmen 3JpaBOOXPAHEHHUS IPUHATH IPUIIATAEMYIO PE30TIOIUI0, KACAIOIIYIOCS CIIETYIOIINX
MTYHKTOB MMOBECTKHU JHS:

11. Crparernueckue NpuOpUTETHI
11.7 JocTym K JIeKapCTBEHHBIM CPEJICTBAM U BaKIIMHAM
OpnHa pe3ononus ¢ MonpaBKaMu, 03arjaBlIeHHas:

— IloBbllieHHe YpOBHSI TPAHCIAPEHTHOCTH PBHIHKOB JIEKAPCTBEHHBIX
CPEIICTB, BaKLIUH U JPYTUX U3ACIUM MEIUIIMHCKOTO Ha3HAYCHUS
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Hynkr 11.7 noBecTKH AHSA

[ToBbIlIeHNEe YPOBHSI TPAHCIIAPEHTHOCTH PHIHKOB JIEKAPCTBEHHBIX CPEICTB,
BAKIHH M APYTHX H3JeJuil MEJHIIMHCKOI0 HA3HAYEeHUs

CembaecsT BTOpas ceccusi BcemupHoit accambiien 31paBoOXpaHeHuUs,

paccMOTpeB AOKJIaJ I'eHepanbHOro AMPEKTOPA O JOCTYIIE K JIEKAPCTBEHHBIM CPEICTBAM
¥ BakIMHAM? W TNPUIOKEHHE K HeMy, o3armapieHHoe «[IpoekT MOpOKHOH KapThl IO
00ECIeYeHNIO0 JIOCTyNa K JIEKAPCTBEHHBIM CPEJICTBAM, BaKIMHAM M JPYTUM HU3JCIUAM
MenuiuHcKoro HazHadeHus Ha 2019-2023 rr.», a taxxke mokinaa ['eHepambHOrO AUpPEKTOpa
«JlekapCTBEHHBIE ~ CpEICTBA, BAaKUMHBI M  H3AEIUS  MEAMLMHCKOIO  Ha3HAYCHMS:
IPOTHBOPAKOBBIE ~ TMPENapaThi»>, MOATOTOBJEHHBIH B COOTBETCTBHM C  PE30JIIOIHUei
WHAT70.12 (2017 r.) «IIpodmnaktuka paka u O00oppOa ¢ HUM B KOHTEKCTE KOMIUIEKCHOTO
HOJIX0AAY;

NpU3HaBas BaKHEHIIyl0 poOJb MHHOBALMI B OTHONIEHMH W3AeIuiil U yciyr
MEIULUHCKOTO0 Ha3HaueHWs Uil pa3pabOTKM HOBBIX METOAOB JICYEHUS M IOBBIIIEHUS HX
3¢ GEKTUBHOCTH IS TAIIMEHTOB U CHCTEM 3]paBOOXPAHEHHUS BO BCEM MHUPE;

MpU3HaBas TAKXKe, YTO PACIIUPEHHE JOCTyNa K M3JAEIUIM MEIUIIMHCKOTO Ha3HAYCHUS
SBIIIETCS. MHOTOIUTAHOBOM 3ajadeid, KoTopasi TpeOyeT NEeHCTBUI W HaJIekKAllUX 3HAHUU B
OTHOIIIEHWM BCEW IENMOYKU CO3JaHUS CTOMMOCTH M HA MPOTSHKEHUH BCErO >KU3HEHHOTO
[IUKJIA — OT HAYYHBIX HCCIEIOBAaHUN U pa3pabdOTOK 10 oOecredeHns KauyecTBa, HapalluBaHUs
MOTEHITMaIa B 00JIaCTH PeryJIupOBaHus, YIIPABICHHS IIETTOYKAMH MTOCTABOK M UCTIOJIb30BAHMS;

BBIpaXKasi CEPhE3HYI0 OOCCIIOKOCHHOCTh BBICOKOW CTOMMOCTBIO HEKOTOPBIX H3JEIUI
MEIUIUHCKOTO 3HA4YEeHHs M OTCYTCTBHEM pPAaBHOIPABHOTO IOCTyHa K HHM Kak BHYTPH
OT/AEJBHBIX TOCYIapCTB-WICHOB, TaK U Ha MEKIYHApPOJHOM YPOBHE, a TaKKe (PMHAHCOBBIMHU
TPYJHOCTSIMHU, CBS3aHHBIMHU C X BBICOKOW CTOMMOCTBIO, KOTOPAsi MPEIATCTBYET MPOTrPeccy B
o0ecreyeHnn BCeoOIEero 0XBara yCIyraMu 37paBOOXpaHeHuUs;

MPHU3HABAsS, YTO BUJBI OOIIEIOCTYITHOW MH(MOPMAIIUU O TaHHBIX, KACAIOUINXCS [ETOYKH
CO3JaHusgd CTOUMOCTHU HB,Z[GJII/II\/'I MCOUIIMHCKOI'O Ha3HA4YCHHA, BKIIOYasAd OJAaHHBIC O IICHAX,
(aKTUYECKH OIUIAYMBAEMBIX PA3IUYHBIMA CYOBEKTAMH, U O CEOECTOMMOCTH MPOAYKIUH,
MOTYT OBITh pa3HBIMH B PAa3HBIX TOCYJAPCTBaX-WIE€HaX M UYTO HAIWYHE COIOCTABUMOM
nHpOpMaIUA O IEHAaX MOXKET CIOCOOCTBOBATH YCHJIMSIM IO OOCCIICUCHHIO CIPABEIJIMBOTO
AOCTYIIa K HCAOPOTroCTOAIIUM U3ACITUAM MCAUIMHCKOTO 3HAUCHU A,

1 B paMKax HaCTOSIIEeH PE30IONKH IO U3ACTIUAMU MCIUITMHCKOIO HAa3HAYCHW S ITIOHUMAIKOTCA
JICKapCTBCHHBIC CPECICTBA, BAKIIMHBI, MCIUITMHCKUE yCTpOﬁCTBa, CcpeacTBa TMarHoOCTUKH, aCCUCTUBHBIC
yCTpOI\/'ICTBa, Ccpeacrtaa KJIETOYHOW ¥ TEHHOM TEpAINU U JPYTUE TEXHOJIOTUN MEANIUHCKOTO HAa3HAYCHUA.

2 Jloxyment A72/17.
3 JloxymenTa EB144/18.
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CTpeMSCh K pacIIMpeHHi0 o0beMa 0O0ImenoCTymHOW HWH(oOpManuu o IIeHaXx,
YCTaHaBIMBAEMBIX B PA3HBIX CEKTOPAaxX U B Pa3HBIX CTPaHAX U PACIIMPEHUIO TOCTYIHOCTU U
MacmTabOB MCIOIB30BaHMS TAaKOW WH(GOpPMAIMU, TIPU3HABAS TPU 3TOM HAIWYHE Pa3IMIHBIX
HAlIMOHAJIbHBIX U PCTHMOHAJIbBHBIX HOPMATHBHO-IIPABOBBIX PAMOK M KOHTCKCTA U BAXKHYIO POJIb
nudepeHIMPOBaHHOTO IEHO0Opa30BaHUS;

NpUHUMas BO BHHMMAaHHE IUIOAOTBOPHBIE o0OcyxkaeHuss Ha BropoM @opyme 10
crpaBeuIMBOMY 1ieHoo6pasosannio (11-13 anpens 2019 r., Hoxarnec6ypr, FOxHas Adpuka),
KOTOpBIE KAacaIMCh MOBBIIICHUS YPOBHS TPAHCHAPEHTHOCTH B OTHOLICHUU LIEH Ha W3/CIHS
MEIUIIMHCKOTO  HA3HAuYeHHUs, OCOOCHHO myTeM oOMeHa HHpoOpManueil B  Iensux
CTUMYJIMPOBAaHHUSA Pa3BUTHS (YHKIMOHAIBHBIX M KOHKYPEHTOCIIOCOOHBIX TIJIOOAIBHBIX
PBIHKOB;

oTMeuasl BaXXHOe 3HaueHue (MHAHCHUPOBAHUS HAYUYHBIX HCCIEIOBAHHUNA U pa3paboTok
U3JIeTUi MEIUUIMHCKOTO Ha3HAYEHHUS CO CTOPOHBI KaK TOCYJapCTBEHHOr0, TaK U YacCTHOTO
CEKTOpa U CTPEMSCh K TOBBIIICHUIO TPAHCIAPEHTHOCTH TaKOro (MHAHCHPOBAHHS B paMKax
BCEU LIETIOYKU CO3/IaHUSI CTOUMOCTH;

CTPEMSCh K TIOCTETICHHOMY PACIIUPEHUI0 0O0beMa OO0IIeNOoCTymHOW uWHpopmaiuu o0
HCXOJIHBIX pecypcax B paMKax BCEH LIETOYKH CO3JaHHsI CTOMMOCTH M3/AETHA MEAULUHCKOTO
Ha3HA4YCHUS, NPAKTHUKH OOHAPOAOBaHMS MH(OPMALMHK O COOTBETCTBYIOUIMX MAaTEHTaX M MX
cTaryce, a Takke 00beMa JIOCTYITHOM MHPOPMALMU O MAaTEHTHBIX JaHAmAa(Tax, KacaroIuxcs
OTAETBbHBIX M3JENTUI METUIIMHCKOTO Ha3HAYEHHS, a TAK)KE O CTAaTyCe UX PErUCTpalny;

OoTMeuasl  TOCHEeNHIO  XelmbCHHKCKYI0 — nekiapauuio (2013 r.), mnpu3BaHHYIO
CIIOCOOCTBOBAaTh OOHAPOJOBAHHUIO PE3YNbTAaTOB KIMHHUYECKUX HCIBITAHWH, B TOM YHCIIE
OTPHILIATENIHBIX W HEOJHO3HAYHBIX, & TAKXKE IOJIOKUTENBHBIX PE3yJIbTaToOB, W oOparuas
BHMMaHHE Ha TO, YTO OTKPBITHIH JOCTYN K BCeoObemTIomeil nHGpOpMauyu 0 KIMHUYECKUX
UCTIBITAHUAX MMEET BaKHOE 3HAYCHHE JJISl COACHCTBUS HAYYHOMY IPOTPECCY U YCIICHIHOMY
JICYCHUIO TAIEHTOB TP YCIOBUH 3aI[UTHl HEPCOHAIBHBIX JaHHBIX ITAI[CHTOB;

BbIpa)Kasi COIJIaCHE C TEM, YTO MEpbl MOJUTHKH, OKAa3bIBAIOIIME BIHSHUE Ha
IIeHO00pa30BaHNe Ha M3ACIHS MEAWIUHCKOTO HAa3HAUYEHHs M YCTpaHSIOMHE Oapbhepsl IS
JO0CTyTNa K HUM, MOTYT Oosee 3¢ (HeKTUBHO (OPMYJINPOBATHCS M TMOIABEPraThCsl OLIEHKE MPH
HAJTMYMH HAJIE)KHBIX, CONOCTABUMBIX, TPAHCIIAPEHTHBIX M OCTATOYHO MOJAPOOHBIX JaHHBIX' O

BCEX dTanax o4k Co3JaHusa CTOUMMOCTH,

1 BKJ'I}O'-Iaﬂ, HO HC Or'paHUYUBAACHh JaHHBIMU O: HAJIUYUHU, 0COOEHHO Ha MaJIbIX PBIHKAX; KOJIUYCCTBC
PpeaJIM30BAHHBIX €AWMHUL NPOAYKIUN U YUCIICHHOCTU OXBAUCHHBIX MAIIUCHTOB HAa pa3JIMYHbIX PbIHKAX; U
MCAUIUHCKUX NPEUMYIIECTBAX U ﬂOHOHHHTeHLHOﬁ TepaHeBTI/I‘IeCKOﬁ HOCHHOCTH OTHUX HSHGHHﬁ.
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1. HACTOATEJIbHO IIPU3LBIBAET rocynapcrBa-wieHbl, B COOTBETCTBUU C HX
HaIlMOHAJIbHBIMU M PETMOHAIBHBIMA HOPMATUBHO-IIPABOBBIMU PaMKaMH U YCIOBUSAMU:

(1) npuHEMaTH HaIUIEKAIINE MEPBI Ul OTKPHITOTO 0OMeHa HH(OpPMALIUEH O YHCTHIX
neHax! Ha M3/1eTHs MEIUITMHCKOTO HA3HAYECHHS;

(2) npuHEMaTH B COOTBETCTBYIOUIMX CITy4asX HEOOXOIMMBIC MEpBI Ul COJCHCTBUSI
pPacnpoCTpaHEeHUIO, YBEIIMYEHUIO 00BEMa U TIOBBIIICHHS TOCTYITHOCTH arpernpoOBaHHbIX
TaHHBIX O pe3y/ibTaTax M, €CIM Takas MH(OpMaIUs yKe UMEEeTCS B OTKPHITOM JIOCTYIIE
WIN TIPeOCTAaBIseTCS Ha JOOPOBOJBHOW OCHOBE, O pAacXxojax Ha MPOBEICHUE
KIMHUYECKUX UCIIBITAHUN C yUaCTHEM JIIO/IeH, HE3aBUCUMO OT MX KOHEUHBIX Pe3yIbTaTOB
WM TOTO, CHOCOOCTBYIOT JIM 3TH PE3YJIbTAaThl MOTYYEHHIO PETUCTPALIUH, TPUHUMAS TIPU
3TOM MEpHI M0 00ECTIEYCHUIO KOH(PHUACHIINATBHOCTH HH(OPMAIIMK O MAIIMEHTaX;

(3) npumarath COBMECTHBIC YCHJIMS Ui Oojiee TOJIHOTO — MPEAOCTABICHHS
MOCTAaBIIMKAMH HH(QOPMAIIMK O 3apErUCTPUPOBAHHBIX H3ACTUSX MEIUIIUHCKOTO
Ha3HA4YeHMs, TaKOM KaK OTYEThl O BBIPYYKE OT pealu3aluy NpOAYKIUH, LEeHaX,
KOJIMYECTBE MPOJAHHBIX CIUHUIl, MAPKETHHTOBBIX H3ICPKKAX, CYOCHIUAX M Mepax
CTUMYJIMPOBAHUS MPOAAK;

(4) conetictBoBath Oonee 3hdexkTHBHOMY HH()OPMHPOBAHHIO OOIIECTBEHHOCTH O
cTaTyce MaTeHTOB M CTAaTyCe PETUCTPALIMH U3/ICTINI MEJUIIMHCKOTO Ha3HAUCHHUS;

(5) ykpemnsATh  HAIMOHAIBHBIA  MOTCHIMAN, B TOM 4YHCIE IOCPEICTBOM
MEXIYHAPOAHOTO COTPYJHUYECTBA U OTKPBITHIX COBMECTHBIX HAayUHBIX HCCIEAOBAHUML,
pa3paboTOK ¥ TPOM3BOACTBA W3MEIMA MEIUIIMHCKOTO HAa3HA4YCHHS, OCOOCHHO B
Pa3BUBAOIIMXCS CTPAaHAX M CTPaHAX ¢ HU3KUM WIH cpeaHuM ypoBHeM noxonaa (CHC/),
B TOM YHCJI€ B OTHOUICHWH HauOojee pacpOCTPAaHEHHBIX B HUX OOJIE3HEH, a Takke
0TOOpa MPOAYKIIUHU U OCYIIECTBICHUS SKOHOMUYECKH 3P (HEKTUBHBIX 3aKYMOK, KOHTPOJIS
KaucCTBa U YIIPABJICHUA HpOHSBOI[CTBGHHO-C6I>ITOBI:IMI/I OCIIOYKaAMMU,

2. TIOPYYAET I'enepaibHOMY AUPEKTOPY:

(1) npomomkaTh MO MPOCKOAM TrOCYJApCTB-WICHOB OKa3blBaTh WM IOMICPKKY B
obmactu cOopa W aHanu3a WHQOpPMAIMK, KACAIOMICHCS MaHHBIX AKOHOMHYECKOTO
xapaKTepa Ha BCCX I3Talax LCIIOYKU CO3JaHUusA CTOUMOCTH H3I[GJII/II>'I MCEOAUITUHCKOI'O
HA3HAYCHUS W JAHHBIX IS pa3paOOTKA W MPHHATHS COOTBETCTBYIOIICH MOJMTHKU B
LEJIAX TIOCTHKEHUS BCEOOIEr0 0XBaTa YCIyraMu 37paBOOXPAaHECHUS;

(2) mpomomkaTh OKa3BIBaTh COAEHCTBHE rocymapcrBaM-uieHam, ocooeano CHC/I, B
pa3paboTKe U OCYIIECTBICHUU HAIMOHAIBHOW TMOJMTHUKH, Kacarollelcs oOecreueHus
TPAHCIAPEHTHOCTU PHIHKOB M3ENUN MEIUIMHCKOrO Ha3HA4YEeHMsI, BKIIIOYas CO3/IaHUE
HallMOHAJIbHOT'O IMOTCHIIMAJIa 1JI1 MECCTHOT'O MPOMU3BOJACTBA, 6I>ICTpOI‘O 1 CBOCBPCMCHHOT'O

1 Jlist neneit HacTosIIeH PEe30JIIOLUH [TOJT YUCTOMN IICHOM, (haKTHYECKOW IICHOM, YUCTON IICHOH CICITKU
WJIM LIEHOH, YCTaHOBJIEHHON MPOU3BOUTENIEM, IOHUMAETCS] CyMMa, MOJy4YeHHasi MPOU3BOAUTENIEM MOCIIE BHIUETa
BCEX KOMIIEHCALIUN, CKUAOK U JPYTUX MEpP CTUMYJIUPOBAHUS MPOAAK.
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BBIBOJIa HA PBIHOK [DKEHEPHKOB M OHOMOJOOHBIX MpPENapaTroB, OCYIIECTBICHHS
HKOHOMHYECKH 3P (EKTUBHBIX 3aKYINOK, OTOOpa MPOJYKLIHH, KOHTPOJS KayecTBa H
YIIPaBJICHUS MTOCTAaBKAMH U3CIHH MEJUIMHCKOTO HA3HAUCHHUS;

(3) oka3pIBaTh MOIIEPKKY HCCICAOBAHUSAM W BECTH MOHUTOPUHI IO BOIPOCY O
BJIMAHUN TIIPO3PAYHOCTH I[ICH Ha NCHOBYKO AOOCTYINHOCTb HW HAJIWYUC TOBApPOB
MEIMIUHCKOTO HA3HA4YeHUs, BKJIIOYas €€ BIMAHUE Ha JIupPepeHIUpOBaHHOE
neHooOpazoBanue, ocoberHo B CHCJI m Ha ManbIX pBIHKaX, W OKa3bIBaTh IpH
HEOOXOJMMOCTH COOTBETCTBYIOLIYIO AHAIMTUYECKYK MOJAECPXKKY TIoCyaapcTBam-
4JICHaM;

(4) BbHINONHMTH aHAJIM3 HAIMYMS JaHHBIX 00 MCXOTHBIX pecypcax Ha BCeX dTamax
LEMOYKH CO3JaHUsl CTOMMOCTH, BKIIIOYas JaHHbIE O KJIMHUYECKUX MCIBITAaHUSIX U
MHQOpPMAMIO O IEHaX, C IEJbI0 OIEHKH OCYHIECTBUMOCTH M LEJIECOOOPa3HOCTH
CO3/IaHUsl CETEeBOr0 HMHCTpyMEHTa Ui oOMeHa uHQopmanuel, Kacaromeics
TPAHCTIAPEHTHOCTH DPBIHKOB M3JENUIl MEIUIMHCKOTO HAa3HAYeHHs, B TOM YHCIIE
uHpopManueit 00 MHBECTULIUAX, MEpaX CTUMYJIMPOBAHUS MPOJAXK U CYOCHANSAX;

(5) mpomomkate mestenbHOCTE BO3 10 CcO3bIBY Kaxable aBa roga Popyma 1o
CIIpaBCAJINBOMY L[€HOO6paBOBaHI/IIO COBMCCTHO C TrocCyaapCTBaMU-4JICHAMU MU BCCMHU
COOTBETCTBYIOIIMMHU 3aHMHTEPECOBAHHBIMU CTOPOHAMHU Ui OOCYXKIIEHHS BOIIPOCOB
LIEHOBOM JIOCTYIHOCTH, MPO3PAUYHOCTH II€H U HU3JACPHKEK, CBSI3aHHBIX C HU3JIETUSMU
MEAMIIMHCKOTO Ha3HAYEHMUS,

(6) npomomKaTh MONAEPKHBATH TEKYIIUE YCHIHS IO ONPEICICHUIO MaTEHTHOTO
cTaTyca M3JeIui MEJUIMHCKOrO Ha3HAYCHUS U COACHCTBOBATH CO3/IaHUIO B HHTEPECAX
CyOBEKTOB OOIIECTBEHHOTO 3/PaBOOXPAHEHHUS OOLIENOCTYNHBIX M YIOOHBIX IS
nojb3oBarened 0a3 JaHHBIX O CTaTyce MATEHTOB B COOTBETCTBMM C INIOOANBHOM
CTpaTerMel M IUIaHOM JeHCTBMI B 001acTH OOIIECTBEHHOTO 3JpPaBOOXPAHEHUS,
WHHOBAlMl Y MHTEJUIEKTYyaJbHONH COOCTBEHHOCTH, a TAK)KE€ COTPYAHHMYATh C APYTHMH
COOTBETCTBYIOIIMMHU ~ MEXIYHAapOJHBIMU OPraHU3alUsIMU U 3aUHTEPECOBAHHBIMU
CTOPOHAMH B LESX YKPEIUICHUS MEXKIYHAPOIHOTO COTPYAHHYECTBA, HENOMYLICHUS
TyOIMpOBaHUS YCUIIUH U TIOJ/IEP’KKU COOTBETCTBYIOIIUX WHUIIUATHB,;

(7) nmpencTaBuTh  CceMbAECAT ~ YETBEPTOM  ceccmM  BceemupHoO#  accambien
3paBooXpaHeHus yepe3 VcnomHuTenbHbIN KOMUTET Ha ero 148-i ceccum nokian o xoe
paboTHI.




