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KAYSCTEE MEOMUWHCKOR NoMOLLA

MNMEPCIEKTUBbI PASBUTUA
CUCTEMbI OT3

OMEJNIbAHOBCKWUMA B.B.
O.M.H., npodbeccop
OIbY «LUSKKMI1»

Mocksa, 18 nekabpsa 2018 r.
MwuH3gopasa Poccum

[eHepanbHbIV OUPEKTOP




IBOJTIOUUNA POJIN OT3 B NOJITUTUKE

JTanbl

1970-e rr.
1980-e rr.

1990-2006 rr.
2006 -2010 rr.

CoBpeMEHHbIN
3Tan

3OPABOOXPAHEHUA

UX XxapaKTepucTuka

CtaHoBsieHne OT3. lMosBaeHMe NepBOro areHTCTBa No oueHKe TexHonornii B8 CLUA

Pa3ssutne OT3 B EBpone. Co3gaHme nepBoro esponemnckoro areHtcrea no OT3 B
LLIBeunn

LLiInpoKoe pacnpoctpaHeHue OT3 B EBpone n mupe: INAHTA, ISPOR, HTAI, EUnetHTA

OT3 cTaHOBUTCA Ba*KHbIM MHCTPYMEHTOM MOAUTUKN 34paBOOXPaHeHNA B EBpone.
Co3sgaHue no numumnatmsee EC odunuymanbHom cetn arentcts no OT3 8 EBpone -
EUnetHTA

[apmoHu3aumua metogonorum OT3 B EBpone. PaspaboTtka EUnetHTA cTeprKHeBOWM
mopenn OT3 ana nonHou mn bbictpon oueHKkn MT. AreHtctBa no OT3 B >70 cTpaHax

BHeapeHue anemeHToB OT3 B Poccun m ctpaHax banxKHero 3apyberkba 6es
0bpa3oBaHMA GpopManbHbIX CTPYKTYP . BHegpeHmne nHctmutyta OT3 B KasaxcTtaHe



BObl AHAJIMUSUPYEMbIX MEOUUUHCKUX
TEXHOJIOI'nMA
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OcHoOBbI CTaHAapTM3aLUMKM 34paBoOOXpPaHEeHU s

Kayecrso

YripasieHue QuHaHCh!
KomMnnekcHas oueHka /11, MU,

Ap. TEXHONOI UM

W

Mopaaku okasaHus _
MEANLIMHCKOM NOMOLLM - KAUHUYECcKue
Moaynb 1 Moayab 2 Moayab 3
pekomeHaaumm
Cranpaptel MI
Tabeau ocHalLeHHOCTH (mopenu 3aboneBaHus, «<MeanKo- ]
Moaenb 1 > 3KOHOMMUYECKHE CTaHAAPTDI»)
lAaH BepeHus %
(pathway) Moaenb 2
YpOBHH U 3Tankbl —
Moaens 3 v
MporpaMmMa rocyAapCTBEHHbIX FapaHTHit
TpeboBaHus K nepcoHany

\ 4

v

Kputepuu kauectBa Mme AULIMHCKOM
NoMOLLH KAMHUMKO-CTaTUCTHUECKME rpynnbl h
\ 4
lAaH BepeHUs (NPOTOKOALI,
AATOPUTMbl) < KoHTponb kauectBa
AArOpUTMbI A€ICTBUA Bpayua OKa3aHWA MeAULUHCKOW
nomoLLH




OLIEHKA TEXHONOIrun
3OPABOOXPAHEHUA
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B mupe:




®epepanbHbit 3akoH OT 12.04.2010 N2 61-03
"06 o6paweHnn neKkapcTrBeHHbIX cpeacTs”

Cratba N2 4

«55) KOMIJIeKCHas OLleHKa JiIeKapCTBEeHHOro
npenaparta S oueHKa 3aperucTpmMpoBaHHOro
NeKapCTBEHHOro Npenapara, Bk/4yalwas B cebs

saHanms nHdopmMaummn o] CpaBHUTENIbHOM
KJIMHNYeckon 3ddeKTMBHOCTM U 6e3onacHocTu
NeKapCcTBEHHOro nNpenapara,

*OLEHKY 9KOHOMMUYECKUX nocneacresmmn ero
npuMEeHEHU4,
‘ndyyeHue AOMNOJIHNTEJIbHbIX nocneacreMm

NMPpUMEHEHNA NEKAPCTBEHHOIO rNMpenaparta

B LENSX MPUHATUA pEeLEeHNn O BO3MOXHOCTM BKJ/IHOUYEHUS
NIEKapCTBEHHOIO npenaparta B nepeyeHb XXM3HEHHO
HEOO6XOAMMbIX W BaXXHEWLWKUX NEKApPCTBEHHbLIX MpenapaTos,
HOPMaTMBHbIE  MpPaBOBble aKTbl W  WHblE  OOKYMEHTHI,
onpeaensowme NOpsSAoK okasaHUs MeaUUMHCKOM MOMOLLKN, UK
WUCKNIOYEHUSI €ro W3  yKasaHHbIX MEepeyHs, aKToB U
OOKYMEHTOB.»

(n. 55 BBeageH ®egepanbHbIM 3aKOHOM OT 22.12.2014 N 429-
®3)

MepeyHu

= )KHBJII

= [lopoaocmosiwux J1I1

= JI'1 dns8 omderibHbIX Kamez2opuli 2paxdoaH (1b20mHhbIU)

» MuHUMasbHbIU accopmuMeHm

KoMmnnekcHas oueHKa neKkapCTBeHHbIX npenapaTtoB (110ka Hem
MeOUUUHCKUX mexHorsioaul)

DddhekTnBHOCTb + besonacHOCTb + 3aTpaTHOCTb =

B




HopmaTuBHO-npaBoBoe perynupoBaHue OT3 B
Poccuu: NoctaHoBneHue
[MpaButenbcTtBa PP Ne 871

OOHoOBRNEeH: aKkTyanbHada pegakumg ot
29.10.2018

NMepeyHu:

§ YKHBMM

§ Hoporoctosawmx JIM (12
BblCOKO3aTpaTHbIX HO30S10M1I)

§ JIIN ans otaenbHbIX KaTeropum rpakgaH
(OHJIC)

§ MuHMMarnbHbIM aCCOPTUMEHT




OCHOBHBbIE NEPCIEKTUBDI
PASBUTUA OT3
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OcHoBHbIe Bonpockl pa3sutusa OT3

a

<

TepaneBTUYeckun adcpekT WHHOBALMOHHOCTb

MoBblweHMe KavyecTBa \
npoBeAeHUA U IKCNepTU3bl
K3U ponb - AkcnepTHbIX
opraHumsauum

H

Onpepenenue MNIT1 3a NMoHATME NHHOBALMOHHbIU
AOMNONMHUTENbHbIN ¢ > J1M vnn KaKk oueHnTb

v

LleHooOpa3oBaHue U WHHOBaLMOHHbLIE

cBaA3b ¢ OT3 metoabl J10 /
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TpeboBaHUA K IKCNepTHbIM 3aknt4veHusam no OT3

HayuyHoe o60ocHOBaHMe gN1A NPUHUMAEMOro peLleHuns

JloKa3aTenbCTBa KAUHUKO-3KOHOMMUYECKON 3P PEKTUBHOCTH,
BpemMeHHble paMKU U Heobxoanmbie pecypcbl ANA LUMPOKOro
BHegpeHua MT

dopma n3noKeHua AoMKHa 6biTb NOHATHOMN ANA He-9KCNepToB




E——————————— ..
PA3BUTUE NPOLIEAYPblI ®OPMUPOBAHUSA NEPEYHA XXKUSHEHHO HEOBXOQUMbIX U BAXXHEULLMX

NEKAPCTBEHHbIX NMPEMAPATOB (XKHBJIM) COMNMACHO NOCTAHOBIEHWUIO NMPABUTENBCTBA P® OT 28.08.2014

B HacTofdLliee BpeMA /\ dkcnepTHan
@ @ Opranusauus 3 @
(90)
MoAroToBKa HayyHo MpuHATME peLleHns Ha

[lokymeHTanbHas SKCnepTHas oLieHka 060CHOBaHHbIX 3acefaHunsIX KOMUCCUM O
3KCnepTM3a MpeAnoXeHms pekoMeHAauni MNaBHbIM BICTIOHEHNN /MCKNIOHEHNM
(nocbe) BHELLTaTHbIM CreLanucToM nn

dkcnepTHas

/\,e, Opranusauus 3

(30)

DKCnepTHas MoaroToBKa HayyHO

OLieHKa Jocbe 060CHOBAHHbIX PEKOMEHAALIWI
[NaBHbIM BHELUTATHLIM 7
@ CreumanmucToMm @
orby |

[lokymeHTasnbHast o L3KKMN MpUHATHE peLIEHNs Ha
3KCrnepTnsa Mun3sapaBa 3acefiaHnsIX KOMUCCHUM O

Poccuu BKJTIOYEHUM /uckntodeHnn JT

B KpaTKOCPOYHOW
nepcneKkTuee

KomnnekcHas
OLlEHKa AoCbe

orey

LIKKMN /'\

@ @ 2 MuH3ppaBa @
Poccum

JlokyMeHTanbHas MoaroToBka Hay4HO KomnnekcHasi MpUHATME peLleHUs Ha
sKcnepTH3a 060CHOBaHHbIX OLIeHKa [10Cbe, B 3acefaHnax KoMUCCUM
pekoMeHAauuii [naBHbIM 4.1 0 BKIHOYEHIM
BHELUTaTHbLIM CreLanmcToMm SKCepTHas /vckntodernn N

B AOATOCpPOYHO#H
nepcnekTuee




MoHsTmve MHHOBALMMOHHOCTD
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BOIMNMPOCbI K MUHHOBALIUAM

[ToBbILLIAET NN TEXHONOMMS BbIXKMBAEMOCTb M COKpaLlaeT fn
3aTtpaTbl Ha BegeHune 3aboneBaHna?

Kak BrnnsaeT TEXHOMOrMAa Ha 3aTpaTbl CUCTEMDI
34paBoOXpaHeHnqa B Lenom?

BoaBpallaeT nu TeXHOMNOrMs naumeHToB K HopMarnbHOW XXN3HU
n pabotocnocobHocTn?

MeeT nu gaHHas MHTEPBEHUNS NpenmMyLlecTsa no
obcyxgaembiM NapamMeTpam rno CpaBHEHUIO C

cywiecrBypinMn N NCNosib3dyeMbiMin aJ'IbTepHaTI/IBaMVI?

15



MOPOI' TOTOBHOCTU NMNATUTDb

= Ha OCHOBE OUEHKU

Ll

= MHKpPEeMeHTanbHOro nokasartens
= usnu
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CTOUMOCTHU AONOJNTHUTEJIBHOIO
KIMHWYECKOIO SQP®DEKTA




KIMMHNYECKUN SDDEKT:

Ymo Hado oueHuUeamb U CKOJIbKO
nrnamumsp 3a eQUHUUY 3apgekma
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MOCTAHOBJIEHUE NPABUTEJIBCTBA 871:

nymu paseumusi
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MHoroKputepunanbHbin AHanu3 (MKA)

- MeTogonorus, nossonstowas arpermpoBsatb
MHOXeCTBO pa3HOPOAHbIX KpuUTepmes B
MHTEerpanbHbIM  4YMCNOBOWM MNoKasaTtesflb LEHHOCTU
nekapcrteeHHoro npenapara (J1), ocHoBaHHbIN Ha
ydeTe  pasHblX pPeneBaHTHbIX paccMaTpuBaeMown
npobneme  @aktopoB U  UX  OTHOCUTENBbHOW
3Ha4yMmocCTK (Beca/BeCoBbIX KO3 (PULMEHTOB)

- MKA no3BonuT cpaBHMBaTb U paHxupoBaTtb Jll,
npegHasHayeHHble AN Ne4YeHUsi  pa3HbIX
3aboneBaHumn

- MKA  no3BonuT yuuTbiBaTb KpuTepuum B
COOTBETCTBUU C UX pearibHOU 3HAYMMOCTbLIO ANS
Ny, NPUHUMaKLWMUX peLueHuns

- MKA no3BOMUT MNOBbICUTb OOBLEKTUBHOCTb M
NpPo3pavyHOCTb OLEHKMU

Kputepun MCDA - acnekTbl, XxapaktepusyrLiue
3Ha4YnMble NS 3aMHTEPECOBAHHbLIX CTOPOH NOCMeacTBUS
BblbOpa anbTepHaTUBHOM onuun (MeanLMHCKON
TEXHOS0rMmn, NekapCcTBEHHOro npenaparta etc).




YepTbl MKA B lNNocTtaHoBneHunu NpaButenscrtea PP
Ne 871

icnonb3oBaHMe MHOXECTBa KpUTEPUEB NPU NPUHATUN
peLleHS

KonnyectBeHHas oLIEHKA KPpUTEPUEB
BBeneHmne noHATUS BECOBOro KOapduLUneHTa

Hannyne noporosbIX YpOBHEWN ONS HEKOTOPbIX LUKan




HAMNPABJIIEHUA ONTUMN3ALIUA

OueHka BanMAHOCTM LiKan

OueHKa accoumnMmpoBaHHOCTM BannoB Mexay LKanamm

[TepecmoTp Habopa Lwkan (npu HeobxoanMoCTH)

OueHKa OTHOCUTENBHOM 3HAYMMOCTMU LKan — BECOBbIX KO ULIMEHTOB
Ong KaXkaou 13 wkarn

OnpeneneHne OTHOCUTENbHOW 3HAYMMOCTU KPUTEPUEB BHYTPU
«CIOXHbIX» LKA

PaspaboTka MeToaMKM pacyeTa pPe3ynbTUPYIOLLIErO Noka3aTtens, Ha
OCHOBaHWM KOTOPOro MOXET ObITb MPUHATO peLleHne O BKIIOYEHUM B
nepeyveHb




Bo3mMoXxHble nyTu npuMeHeHnsa MKA

max
6annos

A PaHxnpoBaHue —
onpeferneHve nopsagka
B MPUOPUTETHOCTHU
B OTHeceHWe K KaTeropun —

onpenersrieHne rpyrnbl

OnpepneneHne
C NPUOPUTETHOCTU Py

min
6annos



LEHOBOE PEI'YJIMPOBAHUE
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CO3OAHUE CUCTEMbI YYETA PE3YNLTATOB
KOMMNNEKCHOW OLIEHKU — OT3 MPU
YCTAHOBNEHUU LIEHbI HA NEKAPCTBEHHbIV
NPEMNAPAT

24



PAHHX OOCTYN K UHHOBALIUAM —
3amo ymo?
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PAHHUU OOCTYN K

WHHOBALIUAM - 310 uTO?

f[ocypapcTeo

CoanaweHue o pasc)eneHuu

puckos (CPP)

— 3TO COrnalleHme mexxay
cybbeKkTammu, 3aKN0YEHHOE B
dopme oOroBopa, B KOTOPOM
CTOPOHbI COrNallatoTcA B3ATb Ha
ceba onpeaeneHHyo 4acTb PUCKa,
CBA3AHHOTO C 3PPEKTUBHOCTbLIO
le4eHnA NALNEHTOB C
onpeaeneHHoOM HO30/10TUEN,
onpeaeneHHbIM NpenapaTom U
npu onpeaeneHHbIX
cornalleHmneMm ycaoBusXx.

UHAayCcTpUA
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OP®AHHDIE MNMPEINAPATA —
OCOBEHHOCTU SKCNEPTU3bI
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NMPOBNEMbl KOMMNNEKCHOWU OLLEHKN OP®AHHBIX J1M

\ 4

OP®AHHbIN 1N

OPrAHUYEHUA B
NOKA3ATEJIbHOWU BA3E

HebonbLon pasmep n reTeporeHHOCTb
LenieBon nonynaunm,

Hebonbwon nepuog HabntogeHus B KU;
«CypporaTHble» KITMHUYEeCKMUe Ucxombl;

HecpaBHutenbHble KA.

v

v

\ 4

HeonpeaeneHHOCTb B KITMHUKO-

3KOHOMUYECKOU OLUeHKe

OTcyTcTBME afeKBaTHOro
MexaHu3ma ans
npoBeaeHUs KOMMJIEKCHOW
oueHKu opdaHHbIx JII1

Bbibop npenaparta cpaBHeHUs1 nog ?;

Bbicokasa ctoumocTs JII — oTtcyTcTBre
SKOHOMUM MO OeUCTBYOLEMY
NocTaHoBneHnuto 871 ;

CnoXHOCTW B UHTEpnpeTaLmu,

NOoNy4YeHHbIX pe3ynbratoB KITMHUKO-
9KOHOMMYECKOMN OLIEHKMN;

29
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Pa3Butue cncrembl 3akoHogaTenbLHOro
obecnevyeHusna OT3

61 ®3 "06 obpaweHuun
NEKapCTBEHHbIX NPenaparTos»
«0O meanuyMHCKUX
n3pennuax» - NPoekKkT
«0 BuoMeaULMHCKUX
NPOAYKTax» - npowen
nepsoe caywaxue 8 [[

"06 ocHoBax oxpaHbl 380P0BbLA
rpaxkaaH B8 Poccuitickoit Peaepayumn”



3AKITIOYEHUE

OnTumMmmnsaymsi cuctemsl orpaHnN4YnTEI1bHbIX I'IGpG‘-IHGVI

Passutne OT3 Ans NnpuHATUA yripaBneH4YeCcKnx peLueHni no dopmMmmpoBaHnio
orpaHNYnTENbHLIX NepevyHen

OueHka nHHosaunmoHHocTn ans scex Il (B T.4. opdaHHbIX) B pamkax [MHXXBIJII
Pa3paboTtka otaensHoro noaxogda ana OT3 opdraHHbIX NpenapaTos
Onpepnenenuve M1 gna Il

CospgaHue cuctemsl fast track gns goctyna nHHoBaLMOHHLIX J1TT

CoBepLUEHCTBOBaAHME N aBTOMAaTU3aLUUA CUCTEMbI 3aKYMKN, MOHUTOPUHIa U JTIOTMCTUKN
pacnpegeneHna npenapaTtoB Ha oCHOBE POpM — 3adBOK And nporpammel 7 (12) B3H.



3 KK M " LIeHTD SKCNEPTHEE! M KOHTROARA
KAYECTEA MEQVMUWHCKON NoMOLWK

Cnacnb6bo 3a BHUMaHue!




