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LIEHTD 3KCNENTH3LI 1 KOHTDOSS!
KAYECTEA MEOMLKHCKOIA NOMOLLLM

1. Yto Takoe OT3?



HTA - HEALTH TECHNOLOGY ASSESSMENT

OLUEHKA TEXHOINOINMH
3O0PABOOXPAHEHUA
OUEHKA TEXHONOrMu - Bo3amelleHne CTOUMOCTH
30PABOOXPAHEHUA nexapcTBeHHbix cpeacrte, MU
(OT3) - 3710 W OPYrMX MeauUMUHCKUX

MYNbLTUANCUMNNNHAPHBLIW

npouecc, CUCTEMHO W
He3aBUCUMO OLEeHWUBAIOLVW
uHopMaumio no
MeAULVNHCKUM,

COUUANbHbLIM vl
3KOHOMMYECKUM BONpPOCaM,
pesynbraThl KOTOpPOro
UCNONb3YIOTCA ANA
noaaepXKv NPUHATUA

ynpaBneH4YeCcKkux peleHun

BMewaTtenbCcTe

- LleHoobpaszoeaHue Ha

MeaAUUVNHCKUE TexHonoruvm

- Pa3pabotka KnuHu4eckux

pekoMeHnaLUvn

* BHeppeHwe v onpepenexve

MecTa UHHOBaLIMA 1
DOPOroCToAMX
TeXHONOrMu



HoBble goporoctosiwme MU un
YCIyrn

Croumoctb MU CToMMOCTb MeAANLLIMHCKOMN YCAYTU

MU

NMnaaHTupyeMsbli
TpEXKaMEPHbIN
KapauoBepTep-
nebunbpunnsatop

MN3T/KT - ckanep

Po6oT da Vinci

CtouMocCTb
(py6)

700 000

20 000 000

162 000 000

UccnepoBaHue

Tect
OHkoann/OncoDEEP

PoboToaccuctnpoBaHH
as
NPOCTasKTOMMS

UMnnaHTauus
TpPEXKaMepHOro
3NIEKTPOKAPANOCTUMY
AaTopa ¢ GyHKUMEN
nedbunbpunnsatopa

DHAO0BACKyNgapHoOeEe
npoTte3npoBaHme
AO0ODTANBLHOIIO KNArnaHAa

CroMMoCTb

(py6)
250 000

400 000

1000 000

1700 000



LIEHTD 3KCNENTH3LI 1 KOHTDOSS!
KAYECTEA MEOMLKHCKOIA NOMOLLLM

2. OT3 B Poccum



KoMniekCHaa oueHKa JiIieKapCTBEHHbIX npenapaTtoE
(noka HeT MeANLNHCKNX TEXHOJIOMMM)

DdPpdeKTMBHOCTb + be3onacHoOCTb + 3aTpaTHOCTb =

®enepanbHbi 3aKoH 0T 12.04.2010 N° 61-®3
giM "O6 obpaweHnn nekapcTtBeHHbIX cpeacTs"”
~ (pea. ot 03.07.2016, c n3m. u aon., Bctyn. B cuny ¢ 15.07.2016)

Cratbss N2 4

«55) KOMMJIEKCHanA OoLleHKa NleKapCTBeHHOro npenaparta - oueHKa
3aperncTpMpoBaHHONO NeKapCTBEHHOro npenapara, Bkatvawuwas B cebs

*‘aHanM3 KVHDOpMaAUMM O CpPaBHUTENbHOW KJAMHNYECKOn 3¢P(deKTUBHOCTU M
6e30nacHOCTM N1IeKapCTBEHHOrO nNpenaparTa,

*‘OLEHKY 9KOHOMUYECKUX rIOCﬂeACTBVIﬁ ero rnNpuMeHeEHnA,
‘n3yvyeHume AonoJIHUTEeNIbHbIX nocneacremmn NMPpUMEHEHNSA NNEKAPCTBEHHOIO MNperaparta

B LENAX NMPUHATUA peUJEHMVI O BO3MOXHOCTUN BKJTKOHYEHNSA NNEKAPCTBEHHOIO MpEeraparta B
nepeyeHb XM3HEHHO HeobXoAUMbIX N BaXKHENLLNX NeKapCTBEHHbIX MpernapatoB, HOpMaTUBHbIE
NMnpaBoBblE€ AaKTbl U NHblE AOKYMEHTbLI, ONnpeaAeEnAaroWmne nopaaokK okKkasaHms MeaNLNHCKOMN
nomMowun, NJin NCKIKYEHNA €ro N3 yKadaHHbIX nepevyHd, aktoB U AOKYMEHTOB.»

(n. 55 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)



NMPOLLEEAYPA ®OPMUPOBAHUA NEPEYHEN

$KHBIMN

KomnnekcHasi oueHka §OoporocTosawwmx M (12 BelcOko3aTPATHLIX HO3010TUIA)

8111 ansa otaenbHbIX kKateropun rpaxaard (OHJC)

aKcnepTmaa L
SMWHMManbHbLI aCCOPTUMEHT
Poccumn OHA

2 pa6 YyUX AHanus MBC

MHdOopMaLIK O CPaBHUTENLHON
KNMHUYecKkon 3 EeKTUBHOCTA U anHnge peLleruns
6e30MacHOCTU, OLEHKA lMogrotoBka Hay4YHO Ha 3acedaHn4ax
S5KOHOMMUYECKNX NOCNEACTBUN 060CHOBaHHbIX KOMUCCUn o

npumenexus JIM pekoMeHgaunmn MmasHbIM
EHeLTATHLIM BKNMOYEHUU/UCKOYEH

cneumnanncTom un J1T1
MwuHsgpaBa Poccun
S orey Mopava 3acepaHue
«LUISKKMIM» MuHanpasa PO 10 pabounx AHEN npeanoxeHn  Komuccuu*
7 paboumx 7
Do 10.01 10.05

mMeTogoriorn4yeckoro kadyectsa Kol n
ABB

10.04 10.08

M3yyeHne gononHUTENbHbIX 10.07 10.11
nocnencTeun npumeHeHna J1l

10.10 10.02
e 30 paboumnx gHen —

*Ha 00HO 3acedaHue 8bIHOCUMCS He
bonee 15 npenapamos. B pamkax
00HO20 K8apmarsa 3acedaHul
KOMUCCUU MOXem 6bimb HECKOMbKO
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3. 0T3 ans M



PbiHOK M vs pbIHOK
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LI3KKM

/
34paBOOXpaHeHMe pacxoayeT B
2 pa3a 6onblUe Ha IeKapCTBa,
_ yeM Ha MU

- FDA peructpupyert 1,453
JleKapCTBEHHbIX NpenapaTos

- EUCOMED 3apermncrtpmpoBaHo
500,000 MA

MHHOBaUWOHHasA papm
MNPOMBILLJIEHHOCTb -
npeanpusaTUs CpeaHero un
KpynHoro 6musHeca

- MedTech - npegnpuatna manoro
N cpeaHero 6mMsHeca: No gaHHbIM

K EUCOMED >25,000

= XXM3HEHHbIN UMKAN
3anaTeHToBaHHoro JIM = 8 - 12 net

- KoMMep4yeCcKum XXM3HEHHbIN LUKN
MW = 2-3 roga

PbiHOK MU: Gonblue npoayKTOB, MeHbLUEe pacxoaoB 34paBOOXPaHEeHus,
KOpoOU4e XXNU3HEHHbIN LUKI



Ocob6eHHocTn OT3 MU

PasHoob6pa3ne MU un
BO3MOXHOCTEN UX

l MCNnoJib30BaHWMA '

OcobeHHOoCTH
KJIMHNYECKoM

| JoKasaTtenbHon 6a3bl '

Yacto MU HecyT
OpraHu3auuoHHble

| yAydLLEeHUs '
BinsHmMe HaBbIKOB U *  Ecaun “nonbsoBatens” MU poskeH oby4ynTbes U afanTMpPoOBaThCs, TO 3TO

KpuBOW 0OYy4YEHUS HA
3pPEKTUBHOCTDL U
6e30nacHOCTb
X npmMmeHeHns MU

KOpOTKUI XXU3HEHHbIN
LMK

LleHTp 3KCNERTH3bI W KOHTRONS
KAHECTBA MELMUMHEKOR NOMO

LL3KKMN

* [lpoueaypa OT3 MU ponrkHa No3BOSISATb OLLEHMBATL BCE pa3HOObpa3me
MW 1 BapnaHTOB UX NPUMEHEHUSA

* O6cepBaLMOHHbIE UcceaoBaHus versus PKU
* bonbluasg ponb AaHHbIX peasibHON KIMHUYECKOM NPaKTUKU

HoBoe MU nsgenne Mmoxet 3aMeTuThb Bce gpyrue MU, paHee
MCMOoJ1b30BaBLUMECH A1 Npoueaypsbl

JIO/DKHO YYUTbIBATLCA NpU oLeHke MU
* LleHHocTb MU, aNns Nonb30oBaHUS KOTOPbIMU TPeBYETCA MeHbLLEee
00y4yeHune, J0/MKHA ObITb BbilLe A8 CUCTEMBI

_—

bonee yckopeHHoe OT3 n BHeapeHMe CornaleHmm o pasgeneHmm puckos
NpU HEA0CTaTOYHOCTU JOKa3aTenbCTB . BHeapeHue paHHen OT3

BbicTpoe U3MeHeHne
LiEeHblI

4

BbICprlﬁ BbIXO/4, KOHKYPEHTOB TEXHO/1I0TMN C HE3HAYUTEJ/IbHbIMUA
MHKpPpEMEHTa/IbHbIMU MNMpeNMYyLLECTBaAMHU
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4. BHeapeHue HoBbIX M



OcCHOBbI CTaHAapTU3aLUUN

YnpaeneHue

\ 4

MopsiAKM OKazaHus
MeAVNLIMHCKOM MOMOLLM

Tabenu ocHaLeHHOCTH

\ 4

YpOBHM 1 3Tanbl

A 4

TpeboBaHuMa K NepcoHany

MNnaH BegeHUs
(MpoTOKO/IbLI, aNTOPUTMbI)
ANropuUTMbI AeACTBUS
Bpaya

3apaBooXpaHeHUs

Kayecmeo

KnnHuuyeckue
peKomMeHaumnm

Mogenb 1

Mogenb 3

v

DuHaHchI

A 4

Kputepuun kayecTBa
MeANLIMHCKON MOMOLLIN

A 4

KoHTponb
KayecTBa OKasaHus
MeAMNLMHCKOM
nomMoLym

CraHgapTsl MI1
(Moaenv 3abonesaHus, «MeamnKo-
3KOHOMUYeCKne CTaHAapThI»)

A

MporpamMma rocysapCTBeHHbIX
rapaHTui

A

KnnHmMKo-cTaTncTnyeckme rpynnbl

'




BHeapeHue HoOBbix MU

NMpoBeaeHune peneBaHTHbIX
nccnenoBaHUM, B T.u4.

K/TMHMYECKNX N SKOHOMMNYECKNX OueHKa ypOBHS A0Ka3aTesIbHOCTU U
oy + y6eanTenbHOCTM MOMyYEeHHbIX
- @ - — Eﬁﬁ - | =—> pe3ynbTaTos
MpakTuyeckoe NpUMeHeHve
HOBbIX pa3paboTaHHbIX MeTOA0B
NPoUNaKTuKK, [IMArHOCTMKM,
Jle4eHna n pea6mnmau,vm KnMHquCK"e
KNMHUUECKas m=p peKkoMeHAaAauum
anpobauusn

HomMmeHknarypa ycnyr

CtaHpaapTbl okazaHua MI

MacwTtabupoBaHue
obyueHue Bpauen G K C e BMT



KnuHnuyeckas anpobauus

-@ - MpaKTU4YeckKkoe rnpmMmeHeHue
HOBbIX pa3paboTaHHbIX MeToOAO0B NPoPUNAKTUKMN,
ANarHOCTUKM, NeveHnd n peabunutaumu
%
gﬁg npyv oKasaHMM MeaULUMHCKOU NOMOLUM
ANA NoATBEPXAEHUA AOoKa3aTesIbCTB MX
— KJINMHNYECKOMN U SKOHOMUNYECKOM

X X <
KNI

3P PEeKTUBHOCTH

dffls DenepanbHblit 3akoH oT 21.11.2011 N2 323-03

"O6 ocHOBax OXpaHbl 340pOBbA rpa>xaaH B Poccuinckon ®epgepaumnn’
(pea. ot 03.07.2016)

Ctratba N2 36.1. Oco6eHHOCTM MeAULIMHCKOM NOMOLLU, OKa3biIBaeMOU B
paMKaX KJIMHM4YeCcKoun anpobauum
(BBeageHa ®enepanbHbiM 3akoHOM OT 08.03.2015 N 55-03)
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5. Mecto anss OT3 MM



MecTto OT3

NMpoBeaneHune peneBaHTHbIX
nccneaoBaHuM, B T.u.

KJIMHUYECKUX " .’-)KQI,-IQMMtIeCKVIX OueHka YPOBHA AOKA3aTE/IbHOCTU U

ybeanTenbHOCTU NMoyYeHHbIX
@ = _> X= =) pe3ynbTaToB
I'IpaKqueCKoe npuMeHeHune
HOBbIX p83pa60TaHHbIX MeTogoB ?
NPodOUNaKTUKN, JNarHocTuKku,
Jle4eHna n pea6mnmau,vm Kn“HquCK"e
KnuHuuyeckas # peKOMEHAauMM ) 0T3
+ anpobauusn y
Q r3 HomMmeHknarypa ycnyr
2 + +

CtaHpapTtbl okazaHua MN

MacwTtabupoBaHue [lepeyeHb
obyuyeHue Bpauen G KC[ s BMI MMMNaHTMPYEMbIX
MU



NMpouenypa OT3 ana M

*  WHdopmaunsa o KNMHNYECKOU
9 PEKTUBHOCTU U
besonacHocTH

OueHka 3KOHOMUYECKUX
nocneacrteun npumeHeHuns MU
(aHanu3 BNNAHMA Ha DIOOXKET U
KITMHUKO-9KOHOMUYECKNU
aHanus)

3AABUTEIb (KOMIMAHWA) OKCIEPTUSA KOMUCCUA

17



YpoBHu OT3 ana MU

«  MeauumHckoe

obopynoBaHue
lfocnutanbHoe
oT3 * PacxogHble matepuansl

??7? PaspeneHune KC
Ha noarpynnbi
& PeruoHanbHoe

ot13

[NepeyeHb
nMmnnaHTupyembix MV
BMI1

KnnH anpobauus
HomeHknaTypa

ycnyr ?7?7?

KCIT ?7?7?

HauuoHanbHoe
oT13

18



SaKnrouyeHue

. ®DMHaHCMpoBaHMe HoBbIX MW AOO/MKHO COMPOBOXAATbCA UX U3YyUYEHUEM C
no3numin 3pPeKTUBHOCTU N Be30MNacHOCTU, a TaKXe C Yy4eTOM coumasibHO-
3KOHOMMYECKUNX NOoCNeacTBUMN OT UX MPUMEHEHMUS;

. Poct pacxomoB Ha pa3paboTKy HOBbIX TEXHOJOMMM WM OrpaHUYEHHOCTb
(PMHAHCOBbLIX pecypcoB TpebyeT npoBeaeHUS KOMIMJIEKCHOM OLEHKM
(OT3) Ha MakCMManbHO paHHUX CTagnax nx paspaboTku;

. Heobxoammbl paspabotka npoueaypol OT3 ana MU c yuyeToM wux
ocobeHHOCTEW, a Takxe onpegenedHne ™Mecta OT3 ana MU Ha
HauMOHaJIbHOM YpPOBHeE;

. B nepByio ouepeab uenecoobpasHo BHeapeHnme OT3 ana Haubonee
poporocroawmx MU - umnnantupyemole MA, BMI.



Cnacnb6o 3a BHuUmMmaHue!

MycuHa H.3.

www.rosmedex.ru
musina@rosmedex.ru
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