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O030p OCHOBHbIX N3MEHEHUU B
[TloctaHoBneHuu lNpaButenbctBa PP Ne 871

XauatpsaH ['eoprun PybeHoBMY

1.0. HayanbHVKa OTAEeNa METOAONOTMYECKOTO obecnedeHma nposeaeHma komnaekcHon OT3 OTBY «LISKKMI» MuH3apasa Poccum




Pa3paboTKa u
NPOM3BOACTBO
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«XKXUN3HEeHHbIN UUKIT»
MeaAULMHCKOUN TeXHOJIoOrmu

KnnHunyeckme nccnegoBaHms
3pPeKTUBHOCTU N Be30nacHOCTH

-3

focynapcTBeHHas permcrpaumn
(pa3pelLeHme Ha NPMMEHEHKE)

- MpeaperncrpaumoHHas

9KCMNepTn3a

3KC|'|epTM3a nnu < ,ﬂ,OI'IOfIHVITEJ'Ibele nccnegoBsaHmA
OLEeHKa TeXHONOTnM
37 paBOOXPaHeHUA -~ KHBIN
| > BkntoyeHune B OorpaHn4vYnTEIbHbIE > OHIC
(0T3) nepeyvyHmn » 12 BblCOKO3aTpaTHbIX

Ho3onoruu (12 B3H)

OBPALLEEHUE 3A CHET CPEACTB A
FOCYAAPCTBEHHOIO BIOAMETA



PepepanbHbiv 3akoH OoT 12.04.2010 N 61-P3 (pen. ot 02.06.2016)
"O06 obpaLleHnn nekapcTBeHHbIX cpeancTB”

Crtatba 4 - KOMNIEeKCHaA oueHKa - 9TO OLeHKa 3aperMcTpMpoBaHHOrO NeKapCTBEHHOMO
npenapara, BKnoYawLasa B cebst aHanns nHpopmaumm o cpaBHUTENTbHOU KITMHUYECKOW
adpcheKTMBHOCTU M Be30NacHOCTU NleKapCTBEHHOro npenapara, OLeHKY
3KOHOMMUYECKUX nocrieAcTBUN ero npuMeHeHus, usyyeHue AononHUTENbHbIX §
nocrnencTtBUMU NPUMEHEeHUS NeKapCTBEeHHOro npenapara B Lensax NpUHATUA peLleHni
O BO3MO>XHOCTM BKIMNOYEHUS flekapCTBeHHOro npenapara B [lepeveHb XXHBJII,
HOPMaTUBHbIE NPaBOBbIE aKTbl N UHblEe OKYMEHTbI, onpeaenstowne nopaaok okasaHus
MEONLMNHCKON MOMOLLM, UITN UCKITKOYEHNS €0 U3 YKa3aHHbIX NepeYHsl, akToB U
OOKYMEHTOB,;

Crtatba 5 - opraHusaumnsa npoBeAeHMsT KOMMITEKCHOW OLEHKM NIEKapCTBEHHOrO npenapara
OTHOCUTCS K MONMHOMO4YMAM heaepanbHbIX OPraHoB UCTMOMHUTENbHOM BNAcTU Npu
obpallleHnn NekapCTBEeHHbIX CPeaCTB.

Ctatbs 60 - [NepedeHb XKHBJII dpopmmpyeTcs Ha OCHOBE KOMMIEKCHOWN OLLEHKN
NNeKapCTBEHHbIX MpPenaparos.



HopmaTtuBHO-npaBoBoe perynupoBaHue OT3 B
Poccuu: [NoctaHoBNeHue
[MpaBuTenbcTBa PP Ne 871

OOHOBNEHO: aKkTyanbHada pegakumga ot
29.10.2018

NMepeyHu:

§ YKHBMM

§ Hoporoctosawmx JIM (12
BblCOKO3aTpaTHbIX HO30S10M1I)

§ JIIN ans otaenbHbIX KaTeropum rpakgaH
(OHJIC)

§ MuHMMarnbHbIM aCCOPTUMEHT




NOCTAHOBJIEHUE NPABUTEJIBCTBA 871: OCHOBHbIE UBMEHEHUA B
HOBOW PEOAKLIUA

CopepxaTternbHble

[ ) N3meHeH cocTaB

E
XKeKBapTanbHas _ NPUCYTCTBYIOWMX Ha
nopauya lNpeanoxexun u 3acegaHnax Komuccum
3acepaHua Komuccum . )

\ v

NpouenypHble

- \ YcoBepLeHCTBOBaHbI
MaTtepuansi LUKaNbl KOMMJIEKCHOMN
MNMpepnoxeHnn TonbKo B OLLeHKM
3NeKTPOHHOM Buae b

\ v

MNMpeacraBneHbl TpeboBaHUA K
OoLeHKe MeToA. KayecTBa
KITMHNYECKUX uccrenoBaHUn B
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HoBbin aTan akcnepTusbl: . 3aBUCUMOCTM OT UX An3anHa )
oLieHKa mMeTo[. KayecTBa
K3U n ABB
. CdopmmpoBaHbl TpeboBaHUA K

oueHKe metoa. kadectBa KOU n ABB

[ M3meHeHbl OTBETCTBEHHbIE 3a

BbINOJSIHEHME OLIeHKMU § [ PaclumpeHa oueHka
lAOHOﬂHMTeﬂbeIX nocneacTteum l,|:|onon|-|V|Ten|=|-||=|x nocrieacTBUMN

npumeHeHus JIM npumeHeHus JM




MPOLIEOQYPA ®OPMUPOBAHUA NEPEYHEN

KomMmnnekcHasi oueHka

[okymeHTanbHas
aKkcrnepTusa l
AKcnepTHble opraHu3auum
MwuH3gpas Poccum P P - 2 pabouunx
AHanus AHA
— BC

MHdOpMaLUKM O CpaBHUTESTbHOM

bonee 15 npenapamos. B pamkax

30 pa oounx OHEN |m 00HO20 Keapmana 3acedaHull

Komuccuu Moxem bbimb HECKOITbKO

|

|

|

|

| |

| |

| |

| |

2 paGOHVIx= KITMHNYEeCKOM 3(P(PEeKTUBHOCTU U : |_|pVIHFITVIe peweHnda Ha
AHa | GesonacHocTy, oueHka I MoproToska Hay4HO 3acegaHusiX KOMUCCUK O

: QKOHOMUYECKUX I'IOCJ'Ieﬂ,CTBVIVI | 000CHOBAHHbIX / J-”—I

! npvMereHusi T : DeKoMeHAAL BKNIOYEHNN/UCKNIOYEHNN

| | [MaBHbIM

: I BHELLTATHBIM MNopaya : 3acep.a|-w|3

| OrEY : creLmanycTom npeanoXxXeHuu KOMUCCUU
7 paboumx ! «LJOKKMM» Munaapasa PO [l Mursnpasa Poccun 10.01 10.05

| |

I OueHka I 10 pa60‘-|V|X 10.04 10.08

| MEeTOO0SI0rMYECKOro Ka4yecTBa | 10.07 10.11

| K3 1 ABB ! aHen : :

[ i 10.10 10.02

| I/Isyqul/le OOMNOJTHUTENTbHbIX |

: nocneacTsni npuMeHeHns I : *Ha 00Ho 3acedaHue 8bIHOCUMCS HE

| 1




ANEeKTPOHHbLIN KaOMHET 3aaBUTens
https://plp.rosminzdrav.ru/

PesynbsraThl
OOKYMeHTasibHOU
9KCMNepTUssbl,
KOMMIEKCHOW OLIEHKMN,
npegocrasnaemMble
9KCMNEePTHbIMU
oprannsaumsmm n oIy
«USKKMTIT» MuHsgpasa
Poccumn, a Takke Hay4Ho-
0OOCHOBaHHbIE
pekoMmeHgauum [ maBHbIX
BHELUTATHbIX
cneumnanucTos dyayT
3arpyatbCd Ha AaHHbIN
nopTtan B 3f1eKTPOHHOU

doopme



https://plp.rosminzdrav.ru/

Monaua MNMpeanoxeHna n AOKyMeHTanbHasA 3KkCnepT1sa

[lokymeHTanbHas akcnepTn3a — NPeasioXKeHne OTKIIOHAETCS B
crnyyae:

o HeHagnexatliee ohopmMrneHue nNpeanoXxeHus u

npuiaraemMmbiX K HEMY OOKYMEHTOB U cBeeHUn, B TOM 4ucre

HEBO3MOXHOCTb UX OTKPbITb

o npeacTaBrieHne JOKYMEHTOB U CBEAEHUI B HEMOJIHOM
oobeme

o npegcrtaBriieHne B TedeHne ogHOoro KajleHgapHoro roga

OOKYMEHTOB U cBeAeHUN, No KOTOpbiM KOMUCCHEN B TEKYLLEM
roay Obiflo BbIHECEHO pelueHne 00 oTKa3se BO BKITHOYEHUM
(nckntoveHunn) J1IN B nepeyHn, MMHUManbHbIM aCCOPTUMEHT

UIN B OTHOLLIEHUM KOTOPbIX OCYLLECTBIISIETCA KOMIMMEKCHas
oUeHKa

o npeacTaBrieHNe HeAOCTOBEPHON USTU UCKAXXEHHOWU
nHopmMmaLuuun

B cnyyae
OTKITOHEHMS
npeanoXeHuns:

- 3 pabouunx
AHA Ha
yBegoOMIeHne
3aaBuUTeEnNd

- 10 pabouux
aHeun
3asaABUTESNIO Ha
yCTpaHeHune
3amMevyaHunm
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TPEBOBAHUA K METOOOJIOMMYECKOMY KAHECTBY KIMHUKO-OSKOHOMUYECKUX
UCCINEOOBAHUU U UCCNEOOBAHUU C UCTTIOJNIb3OBAHUEM
AHAJIU3A BIIUAHNA HA BIOOXET

0 TNpencTtaBneHne pe3ynbTaToB OTEYECTBEHHbIX NCCNenoBaHuU

O  CooTBeTCTBME MOKasaHum K npumeHeHuto npeanaraemoro J1IN, no kotopbim nposogunuce KO n ABB, nokaszaHuam,
coaepalmMmMca B MHCTPYKUUKU NO MeOULMHCKOMY MPUMEHEHUIO, a Takke B Cryvyae Hanmuus HEeCKONbKMX NoKasaHun K
npuMeHeHno — npeacTtasnenne pesyneratoB KO n ABbB no Bcem nokasaHuam, nmbo no nokasaHMaM npu 3abonesBaHusix,
XapakTepusyrLmxca HanbdonbLlen 3aborneBaeMoCcTbio, CMEPTHOCTBIO U MHBaNMausaumen

O Uena Ha npegnaraemblt K BkntoveHuto JIIN He HUXe LeHbl, NnaHnpyemMon K rocygapCTBEHHOM pernctpaumn, a B criydae ecnu
LeHa Ha npegnaraemblnt J1I' y)xe 3apeructprvpoBaHa - Ha OCHOBaHUKN NpeaenbHOW OTMYCKHOW LieHbl NPOU3BOANTENS C YYETOM
HagbaBoOK, YCTaHOBMNEHHLIX 3akoHogaTenbcTBoM Poccurckon depepaumm

0 Pacyet npsmbix MEOVLMHCKMX 3aTpaT UCXoOs N3 CpeaHuX HOpMaTnMBOB (PMHAHCOBLIX 3aTpaT Ha eanHuuy obbema
MeAWULMHCKON NOMOLLM, YCTAaHOBMNEHHbIX NPOrpaMMON rocy4apCTBEHHbIX rapaHTuU 6ecnnaTtHoOro okasaHus rpaxgaHam
MeaNLUMHCKOW NOMOLLM Ha o4YepenHONn rod v nnaHoBbIN Nepuos,

0 YkasaHue B oTyeTe (CTaTbe) CChINTOK Ha MCMOMb30BaHHbIE UCTOYHUKM MHbOpMaLMK AN Kakaoro 3HadeHus nokasartenen, a
Takke npuBeaeHne MEeTOAMKM pacdeTa Ans nokasaTtenen, paccyMTaHHbIX aBTopamMm

2 [pwn ncnonesoBaHnn B KO nnn ABB meTogoB matemMaTtnyeckoro MogennpoBaHma — npeacrasneHmne mateMmaTuyeckomn
MoAdenun, aganTUPoOBaHHOM K CUCTEME OTEYECTBEHHOMO 34paBOOXPAHEHUS], C ONMCAHUEM METOANKA MOOENUPOBAHUS,
BKITHOMAIOLWEN OnMcaHne CTPYKTYpPbl MOAENU, OCHOBHbIX AOMYLEHUA MOAENU C X 060OCHOBAHUEM, KITHOYEBbLIX MapaMeTpoB ANs
pacyeToB, NCTOYHMKOB MH(OPMaLMM O 3HAYEHUSIX KITHOYEBLIX NapaMeTpPoB U NpuBeaeHNne METOOMNKN pacyeTa ans

nokasaTenem, pacCunTaHHbIX aBTopamMm ?



TPEBOBAHUA K METOOOJNTOMMYECKOMY KAYECTBY KITMHUKO-
OQKOHOMUYECKUX UCCITTIEOJOBAHUN

Q [lpu Hann4uu no pesynsTaTtaMm KNUHUYECKNX UCCnegoBaHNn CTaTUCTUYECKN 3HAYNMMbIX pasnnymnm no
adpheKkTMBHOCTU 1 (UNKn) BesonacHocTu mexay npeanaraemolm JIIN v npenapaTtomMm cpaBHEHUS
NCMNONb3YKTCA METoAbl «3aTPaThbl-3PPEKTUBHOCTEY UMK «3aTpaThl-None3HocTby. [1pn OTCYyTCTBUN MO
pesynsraTtam KIMHUYECKNX UCCnegoBaHnn CTaTUCTUYECKN 3HAYUMbIX Pasnnyuni no ageKkTMBHOCTU U
(nnn) B6esonacHocTn mexay npegnaraemoim J1I' n npenapatomMm cpaBHEHUS NCMOSbL3YETCA METOA
MUHUMKU3aUUK 3aTpaT

O B kadecTBe npenapaTa cpaBHEHUS UCMOSb3yeTcsa npenapart(bl), BKIoYeHHbIn B TDKHBJIT 1
NPUMEHSIOLLMNCA B TEKYLLEWN NPaKTUKE NevYeHUs naumMeHToB Mo TEM Xe MoKasaHUAM N B TaKOU Xe
KITMHMYEeCKon cuTyauumn, 4to n npeanaraemoin J1M (cpaBHeHune c J1I, He BkntoyeHHbIMK B TTXKHBIITT,
OoryckaeTcsa nNpu OTCYTCTBMU B NepeyHe ansrepHaTtne Ans cpaBHeHus ). OntumanbHoW anstepHaTUBOU
Ona cpaBHeHua saBnsaetcs Hanbonee adpdoekTmBHbIM K3 J1TM, BkNtoveHHbIX B TDXKHBIJIM 1
MCNOJSIb3YIOLLMXCA NO TEM Xe NoKa3aHUSM U B TaKOW e KITMHUYECKOU CUTyauun, YTo U npeafiaraeMbin
J1. Mpwn Hannuum Heckonbkux J1I' ¢ ognHakoBon apdPEKTUBHOCTHIO ONTUMaSIbHOMN anbTepHaTUMBON AN
CpaBHEHMNA ABMNAETCA TOT U3 HUX, KOTOPbIW XapakTepnsyeTcd HanMeHbLUen CTOMMOCTLIO 3a nepuos
nevyeHus;

0 Bbibop kputepues oueHkn adpdektnsHocTu J1', ncnonb3oBaHHbIX rMpu npoeeaeHnn KOW nponssogmtca
Ha OCHOBaHUW Pe3ynbTaToOB KITIMHUYECKUX UCCIedoBaHNN, NpeacTtaBlieHHbIX B M. 5.2. [1peanoxeHnsa o
BKItodeHnn n n. 5.1. MNpegnoxeHnsa o6 ncknodeHnn J1M 10




TPEBOBAHUA K METOOONTOMMY4YECKOMY KAYECTBY KITMHUKO-
SKOHOMUNYECKUX UCCIIEOJOBAHUMU (2)

a [lpu onncaHum pes3ynsTaToB UCCefoBaHUA OTAESIbHO YKa3aHbl: 3atpartkl Ha aHanuanpyembln J1IN n
npenapart(bl) cpaBHEHUS; Apyrne npsamMble MeanUnHCKME 3aTpaTbl (ECNN pacCyYMTLIBASIUCh); NPAMbIE
HeMeaOULMHCKNE 3aTpaThbl (ECNY pacCcYnTbLIBaNUCh); HernpsaMble (KOCBEHHbIE) 3aTpaThl (ecnu
paccynTbIBanunChL)

O PesynbraTt aHanusa «MUMHUMM3AUMK 3aTpaT» NPeAcTaBneH B BUAE pasHULbl B 3aTpaTax,
o0ycnoBneHHbIX NnpumeHeHnem npegnaraemoro J1M n npenapara cpaBHEHUS

O  PesynbraT aHanmaa «3aTpaTbl-3apdekTUBHOCTbL» NPeaCTaBIeH:

- ecnu npeanaraemblin J1IN xapaktepusyetcs donbLien adeKTUBHOCTLIO 1 DOSbLLIEN CTOMMOCTEIO, YEM
npenapart cpaBHEHUS (B BUAEe COOTHOLWEHUN "3aTpaTbl/apdekTMBHOCTL" Ans npegnaraemoro JIl' n
npenaparta cCpaBHEHMA U NoKasaTensa npupaweHns 3pdekTMBHOCTI 3aTpaT (MHKPEMEHTHOIO
nokasarena "3artpartbl/apdPeKTUBHOCTL")

- ecnu npeanaraemblnt J1IN xapaktepusyetcsa donbLuen adeKTUBHOCTLIO N MEHBLLEN CTOMMOCTLIO, YEM
npenapaT CpaBHEHUA — B BUAE pasHuLbl B 3atparax 1 pasHuubl B adodekTnBHocTy Takmx J1I1)

d npOBOﬂ,I/ITCFI daHalln3 4yBCTBUTEJIbHOCTU pe3yribratoB pac4eToB K USMEHEHUAM OCHOBHbIX UCXOOHbIX

napameTpoB MOAENM, TaKUM Kak LieHbl Ha JI 1 nokasaTtenu KnuHn4eckor apekTMBHOCTM




TPEBOBAHUSA ONA METOOONTIONMYECKOMY KAYECTBY UCCNEAOBAHUN C
UCMNOJIbSOBAHUEM AHATIN3A BITMAHUA HA BIOOXET

Pac4yeTbl He y4nTbIBAOT NPSIMble HEMEOMLMHCKNE U HENnpsMble (KOCBEHHbIE) 3aTpaThl (Npu
OMNUCaHMM Pe3ynbTaToB OTAENbHO YKa3biBAOTCS 3aTpaTthl HA NIEKAPCTBEHHYO Tepanuio)

OnTmMmanbHbIM BpEMEHHOW Nepuoa aHanusa BNUaHUSA Ha BrogkeT cocTaBnseT He bonee 5 neT, npu
9TOM OTAENbHO YKa3blBaloTCA pesyrbraThl pacyeToB 3a 1-v rog npumeHeHus J1IT

OnpegeneHbl XapakTEPUCTUKN U YNCTTIEHHOCTb LIENeBOW NonynsymMm naumeHToB, KOTOPbIM
npeanonaraetcd npumeHeHune npegnaraemoro Jill

Pesynstat ABbB npeacraensercsa B Buae pasHuubl B NPAMbIX MeOAULMHCKUX 3aTpaTtax mMexay
TEKYLLEN NpakTUKon nekapcTeeHHon Tepanun (6e3 ydeta BkntodeHust B FKHBJIN npegnaraemoro
J) n oxxmnpaemon npaktnkon (c y4etom srntoveHma B MKHBIIT npeanaraemoro J1M) 3a ykasaHHbIN
BpEMEeHHOU nepuos

I'IpOBen,eH daHalim3 4YyBCTBUTEJIbHOCTU pe3yribratoB pac4eToB K NBAMEHEHUAM OCHOBHbIX UCXOOHbIX
napamMeTpoB MOoAesrin, TakMM Kak LieHbl Ha JII'T v YncneHHoCTb LEeneBsou nonynaunm naumneHTonB
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Pe3ynbraTtbl OUEeHKU MeToA40NoOrM4eckoro
kadyectBa KOU u ABbB

YpoBneTBopUTeribHoOeE:
Npn COOTBETCTBUU
KOU/ABB BceM Kpntepusim

OLEHKU

HeynoBneTBopuTtesnbHoe:
NPV HECOOTBETCTBUN

KOW/ABB ogHoOMY mnn

bonee KpUTEPUSAM OLIEHKMU

[lou HeyOosriemeopumeribHOU
oueHke [llpednoxeHue 8 rmobom
c/lydae  rpoxooum  [10JIHYHO
aKcriepmu3sy u 6ydem
paccmampueambsCsi 8 paMKax
3acedaHus Komuccuu
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Uepapxmna ousanHoOB uccregoBaHN

NoctaHoBneHue lNpaButenncrea PP
Ne 871 ot 29.10.2018 (MpwunoxeHue 6)

C

«Cnenble» PKU
OTkpbITble PKU

CeTteBble MeTa-aHanu3abl (B T.u.
HenpsiMble CPaBHEHUS U CMELLAHHbIE
CpaBHEHNS)

KOFOpTH blé nccriegoBsaHuA

WccnepgoBaHusa «cnyyamn-KOHTPOrb»
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LLikana oueHkn ypoBHeun pgokasartenbHoctn KU no J1IN: uameHeHus

XapaktepucTtuka uccnenoBaHum YpoBHM LLikana oueHku
AoKa3aTenbHOCTU (6annbl)
pe3ynbTaTtoB

CuctemaTtnyeckune ob63opbl U MeTa-aHaNn3bI I 10
PaHOoMu3npoBaHHLIE crienble KNMHUYecKue nccnegoBaHus | 9
PaHOoMU3MpoOBaHHbLIE OTKPbITbIE KITMHUYECKNE UCCIedoBaHuns [ 8
KBaswnakcnepmmeHTanbHbie nccnegoBanua 1 7
aHanusbl (B T.Y. HEMPAMbIE CPaBHEHUS U CMELLAHHbIE CPaBHEHUS)

KoropTHble nccrnenoBaHums IV 6
NccnepnoaHusa "criydan-KOHTPOSb" V 5
OnucaHue criy4aeB 1 cepun criyvyaes \ 4
MHeHune akcrnepToB VI 3

871 NocTtaHoBneHue lNpaButenbctBa PP: ypoBeHb AOKa3aTeNbHOCTU Pe3yribTaToB KIMHNUYECKNX
nccregoBaHU NpuMeHaeTcs angd goopmManbHOW OLEHKU KayecTBa OTAEeNbHOMo KIMHNUYECKOro uccnengoBaHus
rnekapcTBeHHOro npenaparta. KnmHn4yecknx nccnegoBaHnMm ogHOro fiekapcTBeHHOro npenapara MOXET ObITb

HECKOIbKO, U YPOBHU UX A0Ka3aTenbHOCTM B 3aBMCUMOCTM OT An3arHa KNMHUYECKOro UCCrneaoBaHNs MOryT ObIThb
PasnnyHbI




LLikana oueHkn ypoBHen yoeautenbHocTu AokasatenbcTB K/ no JII

YpoBeHb XapakTtepucTuka nokasartens LLikana oueHKun
ybeauTenbLHOCTH (6annbl)
AOKa3aTenbCTB
A AokasaTtesibcTBa yoeauTenbHbI: 3

NMMEKTCA BECKME AOKa3aTesibCTBa npeariaraemMoro yreBepxxgeHun4d

B oTHOcUTENbHas yoeanTenbHOCTb AoKa3aTenbCTB: MMEKTCS 4OCTaTO4HbIe 2
[loKa3aTenbCTBa B NOMb3y TOro, YTOObI peKOMEHA0BaTb NpeanoXeHHbIN
nekapCTBEHHbI Npenapar Ans BKoYeHUs (MCKMoYeHUs1) B COOTBETCTBYHOLLNIA
nepeyveHb NeKapCTBEHHbIX NpenapaToB

C AOCTaTOYHbIX AOKa3aTenbCTB HET: 1
NMEILLNXCA JoKa3aTeNbCTB HeJOCTaTOYHO A1 BbIHECEHUS pekoMeHaaummn, Ho
pekoMeHaauumn MoryT ObiTb JaHbl C Y4ETOM MHbIX OOCTOATENBLCTB

871 NocTtaHoBneHue lNpaButenbcTBa PP: ypoBHM yOeaAUTENbHOCTU JOKA3aTENbLCTB

9 (PEKTUBHOCTU NEKAPCTBEHHbLIX NpPenapaToB NPUMEHAIOTCS MPU OLLEHKE COBOKYMHOCTU UCCIieqoBaHNN
OLHOro U TOro Xe rfiekapcTBeHHoro npenapata. OcyuwecTenaerca 0606uieHMe AaHHbIX 00 YPOBHSX
OoKa3aTenbHOCTU OTAESbHbIX UCCeaoBaHUW PasfniMYyHOro KadecTsa 1 npuceamBaeTcsl OaMH U3 3
YpOBHeN yoeauTernbHOCTH




UToroBas nHterpanbHasa oueHKka kayectsa KM no J1I: nameHeHus

XapakTtepucTtuka uccrnegoBaHus

CucrtemaTtmnyeckmnn 063op paHOAOMU3MPOBAHHbBIX KNUMHUYECKUX UCcneaoBaHn U MeTa-
aHanu3 ¢ HU3KOMN™ N cpegHen™ BepoATHOCTLIO OLIMBOK

akkk

PaHoomMn3npoBaHHbIE KNMHUYECKME UCCEA0BaHUS C HU3KOW
BEPOSATHOCTbIO OLLIMBOK

KBasuokernepumMerTanbHble uceregoBahns CeteBon MeTa-aHanus (B TOM yucrne

HenpsiMble CpaBHEHMUS N CMELLaHHble CPaBHEHUS) C HU3KOW™™ ™ unn cpegHen™*

BEPOATHOCTbIO OLLINOOK

nnn cpegHen™™

akkkkk

KoropTHble nccrnenoBaHust C HUSKON™ UK CpefHEN BEPOATHOCTbLHO OLLUMOOK

WcecnepoBaHus "criydan-KOHTPOMb" € HUKOW™ ™ ** unn cpegHen™  BepOATHOCTbIO
owmnbokK

OnucaHue criydyaeB, cepun criy4aeB
MHeHune akcnepToB

WccnepoBaHus noboro AgnsamHa ¢ BbICOKON ™ ***** BepOATHOCTbLIO OLLUMOOK (HU3KOro
METOLAMNYECKOro KayecTsa)

v'  BBeaeHa OLeHKa MeToaonormyeckoro kadectsa (BEpPOATHOCTH
BO3HMKHOBEHUS OLLIMOOK) Ans Bcex agnsanHos KU

v'  CeTeBble MeTa-aHanm3bl (B T.4. HENPsSIMble CPAaBHEHMS U CMELLaHHbIe
CpaBHEHWS) nonyyaTt NpoxogHon 6ann npu ycrnoBum HU3KOW NN CpeaHEN
BEPOATHOCTN OLLUNOOK

YpoBeHb YpoBeHb
AoOKa3aTenbHOCTU Yy0eauTesribHOCTU
AaHHbIX AoKa3aTenbCTB
I A
Il A
[l A
IV B
V B
\ C
Vi C
I C
Il C
[l C
IV C
V C
Vi C
Vi C

O6wan oueHka
nccrenoBaHus
(6annbl)

onpegensieTcs Kak
npousBeneHne
OLleHKU B Bbannax
YPOBHS
AOKa3aTernbHOCTU
AAHHbBIX N OLIEHKM B
Bannax ypoBHs
ybeanTenbHoOCTH
AoKa3aTenbCTB



OueHKa meToO0NOrM4ecKoro Kayectea (BepoATHOCTU BO3HUKHOBEHUS OLUNOOK)

Cucrtemartunyeckme
0630pbI U MeTa-
aHanusbl

PKWU

CerteBble meTa-
aHanusbl (B T.u.
HenpsiMble CpaBHEHMUS
N CMeLUaHHble
CpaBHeHus)

KoropTHble
nccnenoBaHus

WNcecnepoBaHus
«CIy4amn-KOHTPOIIb»

) nouck n otb6op paboT BbINONHEH ABYMSA unu 6onee nccnegosatensamm

) AN NoMCcKa nuTepaTypbl UCNONb30BaNMCh Kak MUHUMYM [BE 3reKTPOHHble Bubnuorpadunyeckme 6asbl AaHHbIX

) NpeacTaBneHa MHopMaLUmst 0 KONMYECTBE BKIMOYEHHbBIX U UCKIOYEHHbBIX paboT C yKazaHMeM MPUYUH UCKITHOYEHWS
) NpeacTaBneHa XxapakTepuUCTMKa BKIOYEHHbIX CCneaoBaHum

)

paHOoOMMU3aLMs NPOBOAMIACh HA OCHOBE CIy4alHoM NocneaoBaTenbHOCTU YNCES, FeHEPUPYEMO KOMMbIOTEPOM
) «ocnenneHne» BbINo 3asiBNEHO UMM OTCYTCTBUE «OCHENTIEHNS» HE MOTTIO NOBNUSTL Ha 3hdEKT BMeLLaTENbCTBA (ECNW M3yYaeMblli B
MCCneaoBaHUN NEPBUYHbIN KpUTEPUIA 3PHDEKTUBHOCTI UM 6E30MacHOCTY SABNSANCA 0GbEeKTUBHBLIM)
3) ponsi nauMeHToB, BbIObIBLLMX U3 UCCNeaoBaHUs, cocTaBuna MmeHee 20% v naydarncs aHanus BpeMeHU Ao cobbiTus (Hanpumep, obuas
BbI)KMBAEMOCTb, BbPKMBAEMOCTb 6€3 nporpeccMpoBaHms 1 T.1.)

1
2
3
4
1
2

1) B ceTeBOI MeTa-aHanm3 (B T.4. HEMPSIMOE CPaBHEHWNE N CMeLLaHHOE CPpaBHEHWNE) BKITHOUYEHbI TOMBKO PaHOOMU3NPOBaHHbIE KITMHUYECKME
NCCNEeAoBaHUA UM MeTa-aHanu3abl PaHAOMU3NPOBaHHbIX KNMHUYECKUX UCCIEA0BaHUN

2) xapaKTepUCTUKN NONyNALUiA, BMeLLaTeNnbCTB 1 06LLErO KOHTPOMSA CONOCTaBUMbI

3) npeacTaBneHo rpaduyeckoe Unu TabnmnyHoe onucaHne ceTu AoKasaTenbCcTB

npuBeaeHbl pe3ynbTaThbl OTAENbHbIX UCCNEA0oBaHWI, BKIOYEHHbIX B CETEBOM MeTa-aHanms (B T.4. HEeNpsAMoe CpaBHEHUE U CMELLaHHOe CpaBHEHUE)

n3yyaemble KOropTbl 0TOBpaHbI N3 OOHOM U TOM Xe Nonynaumm

noaTBEPXKAEHO OTCYTCTBUE MHTEPECYIOLLEro Kputepus apekTMBHOCTU unm 6e3onacHoOCTN B HaYane nccnegoBaHus

4) kpuTepum ahpPeKTUBHOCTM UM 6Ge30NacHOCTU OLEHMBANUCb C MOMOLLIbIO HE3aBMCUMOWM OLIEHKM (B T.4. C OCrensieHneM) unm ncrornb3oBasmch
cBeflieHnd 0 nauneHTax u3 6a3 AaHHbIX (PerncTpoB)

4)
1) KOropta dBJideTcsd peﬂpe3eHTaTMBHOIZ NO OTHOLUEHUIO K M3yqaeM0|7| nonynaunn
2)
3)

1) rpynna «cnyyaeB» ABNSETCA penpe3eHTaTuBHON

2) rpynna «KoHTponen» otbupanach U3 TOM e NonynsauMm, YTo 1 rpynna «crnyyaes»

3) noATBEPXKOEHO OTCYTCTBUE UHTEpPECYHOLEro Kputepus adekTMBHOCTN nnn 6e30nacHOCTM B Havarne uccrneaoBaHnsg

4) kpuTepum ahpHEKTUBHOCTM UM 6Ge30NacHOCTU OLEHMBANUCh C NOMOLLIbK HE3aBMCUMOWM OLIEHKM (B T.4. C OCREensieHneM) unm ncrnonb3oBasnmch
cBefeHna 0 nauneHTax u3 6a3 AaHHbIX (PerncTpoB)

» CpeaHsas BepOATHOCTb OWMOOK nccriegosBaHmsm noboro AnsanHa npucBanBaeTcd B Crlydae OTCYTCTBUS MHpopMaLmm nim HeLoCTaTOMHOCTH
MHdOpMaLINK MO oaHOMY nnn Gonee ycnoBmo OLIEHKN BEPOSTHOCTN BO3HUKHOBEHMUS OLLNBOOK

" Bbicokas BEepPOATHOCTb owKnOOK nccrnegoBaHmam nodoro gnsanHa npuceanmBaeTcs B Ciiyvyae HecobnaeHusa oaHoro unu 6onee ycnosum
OLUEeHKN BEPOATHOCTU BOSHUKHOBEHUA OLLNBOK




UHTerpanbHasa konnyectBeHHasa oueHka kadyectBa KU no JII ans
MeanumnHCKOro npumeHeHus
CpaBHUTenbHaA KnuHu4veckasn acpcektnBHocTb J1M:

LLIkana oueHkun
ypOBHEN

ATorosas
MHTerpanbHas

LLIkana oueHkun

YPOBHEH ybeanTenbHOCTH

pokasartenbcTB K/
no J1I1

AoKa3aTenbHOCTHU
KW no JIMN

oLleHKa KayecTBa
KW no 1IN

3-10 6annos 1-3 6anna 3-30 6annos

Ecnun 2 18 6annoB — pekomeHagauus K

BKIIoYeHMto T Ecnu Heckonbko KU:
BblHNCNAETCA OTHOWWEHNE CYMMbI
Ecnun 2 12 6annoB — pekomeHagauus K

oueHoK Bcex KM K nx konnyectay
BKNtoveHuto opdaHHoro J1I'




UHTerpanbHaa konu4yectBeHHas oueHkKa KadyectBa KU no JlI
Ana MeguUUHCKOro npuMeHeHus: npumep

Xapaktepuctuka KU YpoBeHb YpoBeHb O6wasn
AoKa3aTeribHOCTU | yoeautenbHocTn | oueHkn KU B

AaHHbIX AOKa3aTenbCTB Gannax

1 MeTta-aHanns3 c BbICOKOWU I C 10x1=10
BEPOSITHOCTbIO OLLMBOK

2 [IBonHoe-cnenoe PKU co [l A Ox3=27
CpedHEN BEPOATHOCTLIO

OLLUNOOK
3 OtkpbiToe PKA ¢ HM3KOM | A 8x3=24

BEPOSITHOCTbIO OLLNBOK

4 Henpsamoe cpaBHEHME C 1 A x3=21
HWU3KOM BEPOSAITHOCTBLIO OLLIMDOK

CpeaHee 3HayveHne = (10 + 27 + 24 +21) / 4 20,5

20




LLikana oueHKn cTonMoCcTU Kypca (roaa) nedeHus Il

lNMpoueHT Likana
Pe3ynbTaT OLEeHKMU E e og,el-u(u
(6ann)
CTOMMOCTb Kypca unm rogoBoro neyveHust npeagnaraeMbim oonee 20 +2
neKkapcTBeHHbIM NpenapaTtoM HUXxe, YeM CTOMMOCTb JIe4eHUs
npenaparomMm CpaBHEHUA oT 10 oo 20 +1
CTOMMOCTb Kypca unm rogoBoro neyveHust npeagraraeMbim 0o 10 o)
nekapcTBeHHbIM NpenapaTtoM conoctaBMmMa CO CTOMMOCTbIO
neyvyeHusa npenapaTtomMm cpaBHEHNS
CTOoMMOCTb Kypca unm rogoBoro neyveHust npegnaraeMbim oT 10 go 20 -1
nekapcTBeHHbIM NpenapaTtoM Bbllle, YEM CTOMMOCTb Jle4eHUs
npenapaTtomMm cpaBHEHUS bornee 20 -2

OueHKa CTOMMOCTHU Kypca (roga) ne4yeHust npenapaTtomMm He BIMAET Ha UTOFOBYHO OLIEHKY
3KOHOMMYeCKUx nocneactesumn npumeHeHus Il




HoBas wkana oueHku BnnsaHusa Ha oroaxert J1MN

No Pe3ynbTaT OLEeHKHU lNMpoueHT Bann
OTKJIOHEHUSA
1 [lpmMeHeHne npeanaraemMoro nekapcTBEHHOro bonee 60 +8
npenaparta NpUBOAUT K CHMXKEHUIO NPAMbIX oT 40 go 60 +6
MeAWLIMHCKMX 3aTpaT’ ot 20 oo 40 +4
ot 10 o 20 +2
2 [lpmMeHeHne npennaraemMoro feKkapcTBEHHOro
npenapara npMBoauT K HECYLLEeCTBEHHOMY U3MEHEHUIO 0o 10 +1
NPAMbIX MEAULIMHCKNX 3aTpaT
3 [lpMeHeHne npeanaraemMoro fekapcTBEHHOro ot 10 go 20 0
npenapaTta NpuBOAUT K YBENUYEHUIO NPAMbIX ot 20 no 40 -1
MeOULIMHCKMX 3aTpaT’ oT 40 no 60 -2
bonee 60 -4

*3arparthl, CBA3aHHbIE C MPOLIECCOM OKa3aHUs MeauLMHCKOM noMoLLm (3atpartbl Ha J1IM, nagennsa megmumnHCKoro
Ha3Ha4YeHus, MeauLNHCKME ycnyri, nabopaTopHble N MHCTPYMEHTarnbHble METOAbl UCCNeaoBaHUs!, pacxodHble
mMaTepuanbl, CoAep)KaHue naumneHTa B Ie4ebHOM yUYpeXXaAeHUN NN MeaNLIMHCKNE YCnyru Ha JOoMY,
TPaHCMNOPTUPOBKY CaHUTaAPHbIM TPAHCMOPTOM U Ap.)



HoBas wkana KNMHUKo-akoHoMmu4yeckoun oueHku JiI

Ne MpoueHT
Pe3ynbTaT oUeHKHU Bann
n/n OTKJIOHEeHUS
1 KrnnHuyeckas apdpeKkTMBHOCTbL npeanaraemMoro JiekapCTBEHHOro rnpenapara bonee 60 +10
CTaTUCTUYECKN 3HAYMMO BbilLEe KITMHUYECKON 3pdPeKTUBHOCTU npenapara ot 40 go 60 +9
CpaBHeHUA, Npu 3TOM NpUMEHEHNE JIeKapCTBEHHOIO Npenaparta XxapakTepusyeTcs ot 20 oo 40 +8
MEHbLUMMM 3aTpaTtamMn, YeEM NPUMEHEHNE npenapaTa CpaBHEHUS ot 10 go 20 +7
2 KnuHnyeckas adopeKkTMBHOCTb npeanaraemMoro fiekapCTBEHHOIo npenapara no 10 +6
CTaTUCTUYECKN 3HAYMMO BbilLe KNUHNUYEeCKon adpPeKTUBHOCTM Npenapara
CpaBHEHMU4, Npu 3TOM NPUMEHeHNe NIEKapCTBEHHOIO npenapara XapakrepmsyeTcs
HECYLLEeCTBEHHbLIMU PasfiMiynaMun ¢ 3aTpataMu Ha NpUMEHeHe npenapara
CpaBHeHMUd
3 KnunHnyeckas adppekTMBHOCTb NpeanaraemMoro fieKapcTBEHHOIo nNpenapara cornocraBnumMma KrnmHn4Yeckomn apdpekTMBHOCTH
npenapara CpaBHEHUS (CTAaTUCTUYECKM 3HAYMMbIE Pa3NNYMS OTCYTCTBYHOT)
3.1 |NpuMeHeHue nekapCcTBEHHOro npenapara xapakTepusyetca MeHbLUUMMU bonee 60 +8
3aTpatamMu, YeM NpUMeHeHne npenapara CpaBHEHUA ot 40 no 60 +6
ot 20 po 40 +4
ot 10 po 20 +2
3.2 |NpUMEHEeHMe NneKkapCTBEHHOro nNpenapara xapakrepuayeTcs HecyLleCTBEHHbIMU no 10 0
pasnuyMamMn c 3aTparaMmm Ha NpUMEHEHUE npenapara cpaBHEHUS
3.3 |[NnpuMeHeHne nekapcTBEHHOrO Npenapara xapakTepunayetcs donbwmmm ot 10 go 20 -2
3aTpatamMu, YemMm NpuMeHeHne npenapara CpaBHEHUA ot 20 go 40 -4
ot 40 go 60 -6
bonee 60 -8




HoBas wkKana KNUMHUKO-3KoHOMU4Yeckoun oueHku J1I (2)

Ne n/n Pe3ynbraTt oueHKH NIZIENCLRs Bann
OTKNIOHEHUSA
4 KnuHnyeckas agpheKTUBHOCTb NpeanaraeMoro fiekapCTBEHHOro npenapara cTaTUCTUYECKM 3HAYNMMO BbiLlLEe KITMHUYECKON 9PdEKTUBHOCTH
npenaparta CpaBHEHMs, NPU 3TOM NPUMEHEHME NIEKapPCTBEHHOIO NpenapaTa xapakrepusyeTtcsa 6onbwnMm 3atpataMmm, Yem NpUMeEHeHne
npenapara CpaBHEHUS
4.1 MHKPEMEHTHbIN NoKasaTenb «3aTpaTtbl/apPeKTUBHOCTLY ANS NpeanaraeMoro fiekapCTBEHHOro npenapara bonee 60 +9
HUXe, YEM MHKPEMEHTHbIN NoKasaTesb «3aTpaThl/addEKTUBHOCTLY NpenapaTta cpaBHEHNSA ot 40 go 60 +8
ot 20 go 40 +7
ot 10 pno 20 +6
4.2 NHKPEMEHTHbIN NoKasaTerb «3aTpaTtbl/adeKTUBHOCTbY NpeasiaraeMoro nekapcTBEHHOro Npenapara 0o 10 +5
CONOCTaBUM C MHKPEMEHTHbLIM NOKa3aTeniem 3aTpatbl/adEKTUBHOCTb» NpenapaTta cpaBHEHUS
4.3 NHKPEMEHTHbIN NoKasaTernb «3aTpaTtbl/adeKTUBHOCTbY NpeasiaraeMoro nekapcTBEHHOMo Npenapara bonee 60 +1
BblLLIE MHKPEMEHTHOIO Nokasatens «3atpaTbl/apekTMBHOCTLY Npenapara CpaBHEHUS ot 40 o 60 +2
ot 20 no 40 +3
ot 10 go 20 +4
5 KnnHuyeckasa apdpekTMBHOCTL Npeanaraemoro fiekapCTBEHHOro npenapara CTaTMCTUYECKM 3HAYMMO HKE bonee 60 +1
KITMHUYeCcKon appeKTUBHOCTM NpenapaTa CpaBHEHUS, NPU 3TOM NMPUMEHEHNE NEeKapCTBEHHOMO npenapara ot 40 pno 60 0
XapakTepusyeTca MEHbLUMMU 3aTpaTtamMu, YeM NPUMEHEHME NpenapaTta CpaBHEHUS ot 20 go 40 -1
ot 10 no 20 -2
6 KnnHunyeckasa apdpekTMBHOCTb NpeanaraemMoro fiekapCTBEHHOro npenapata CTaTMCTUYECKM 3HAYMMO HKE no 10 -3
KITMHUYeCcKon a(pdheKTUBHOCTM NpenapaTta CpaBHEHUS, NPY 3TOM 3aTpaTbl Ha NPUMEHEHNE
nekapCTBEHHOrO npenapara XxapakTepusyeTcsl HECYLLIECTBEHHBIMW PasfiMiynaMm No CPaBHEHUIO C
3arparamu Ha npenapar cpaBHEHUS
7 KnnHunyeckasa apdekTMBHOCTb Npeanaraemoro fiekapCTBEHHOro npenapara CTaTUCTUYECKM 3HAYMMO HKE ot 10 go 20 -4
KITMHM4YecKon adppekTUBHOCTU npenapara cpaBHeEHUS!, NPy 3TOM NPUMEHEHWE NleKapCTBEHHOIO npenapara ot 20 go 40 -5
XapakTepusyeTcs 6onbWnMn 3aTpatamMmm No CpaBHEHUIO C 3aTpaTaMmn Ha npenapaT cpaBHEHUS ot 40 o 60 -6
6onee 60 -7




HoBasa wkana oueHkun K3W: BaXxHble HIOAHCbI

AdppekTnBHOCTL JIIN cTaT.
3HAa4YMMO BblILLEe/HNXKe
SIS achdeKkTMBHOCTU Npenapara
y CPaBHEHUsI: JOBEPUTENbHDIN g B oTcyTCcTBME Nopora roToBHOCTM
GRELELIS NS L0 MHTepBan He Bkrtoyaet 1 (ans PecepeHTHbIN nnaTvlyTb BP® B EaCTo;lu.l,ee BpeEMS —
KIMUMHUYECKOW OTHOCUTENTbHOIO PUCKa, ICER pacCuUMTLIBaeTCA 3asBUTENEM

3(PPEKTUBHOCTY s R C O CaMOCTOSITENbLHO B paMKax

OTHOLUEHWS} YIpO3) 1 (Mnk) coB6CTBEHHOrO OpurMHanbHoro KO
nokasaTerb CTaTUCTUYECKOIA

3HaymmocTm P < 0,05.

SppekTnaHoCTL I Ecnu npeanaraembin JII He nMeeT aHanNOrn4HbIX

conocrasnma c npenaparoB B nepeyvHsax (npeacraBndet cobou
3¢ppeKTUBHOCTLIO HOBbIV noaxop kK nedeHuto), ICER ons Hero
npenapata CpaBHeHUA: cpaBHuBaeTca ¢ ICERomM gna npenaparos,
OoBepuTenbHbIN NHTEpBarn BKIIOYEHHbIX B NepeYvyHn N NPUMEHSIIOLLINXCSA NP
BKrtodaeT 1 (ans 3aboneBaHuax 13 Toro xe knacca MKb
OTHOCUTENbHOIo pUCKa, - CpaBHuBatotce ICERBbI, paccunTaHHble Ha
OTHOLLEHUS LLUAHCOB, OAMHAKOBbIN KNUHU4Yeckumn adpcpekT (aocTmxeHne
OTHOLLUEHUS Yrpo3) n (1nw) BbI3[JOPOBIEHNS, PEMUCCUN, FO, COXPaHEHHON
XW3HW, rog COXpaHEHHOW Ka4eCTBEHHOW XXNU3HU U

rnokasarternb CTaTUCTUYECKOWN

3HauymmocTu P 2 0,05. ap.)




NUToroBasi oL,eHKa 3KOHOMUYeCKMX nocneactemm npumeHeHus JlM

« WToroBas oueHka no pesynsrataMm OLeHKU 3KOHOMMUYECKUX nocreacTeBmmn
npumeHeHus JII (He veHee 6 BannoB xoTA Obl NO OAHOMY U3 3aABIIEHHbLIX
rnokasaHuin) gnsa pekoMeHagaunm K BKIIYEHUIO, NpY 3TOM Bannbl No LwKane
KNMHUKO-3KoOHOMUMYeckomn oueHku J1IN n wkane oueHkn snmnaHua J1lN Ha 6rooxeT
CYMMUPYIOTCH

« OueHKa cTOMMOCTHM Kypca (roga) ne4yeHns nekapCcTBeHHbIM NpenapaTtom He
BITUSIET HA UTOrOBYIO OLIEHKY

« B cny4yae npeacraeneHuns 3aasutenem pesyrnsratoB Heckonbknx KON vnu ABDB B
pamMKax ogHOro nokasaHusa 458 onpenerieHns UTOroBon OLEHKN BelIDMpaeTcs
nccriegoBaHue, HabpasLuee HandonbLWMK Gann

« B cny4yae npeacraeneHuns 3aasmutenem pesyneratoB Heckonbknx KOU unmn ABbB
Mo pa3HbIM MOKa3aHUAM NTOroBas OLleHKa OCYLLECTBIAETCA MO KaxXaomy
3as1BfIeHHOMY MoKa3aHUIo



OueHka gononHuTenbHbIX nocrneacTBun npumeHeHus JIM: nameHeHus

[CBep,eva O rocygapCTBEHHON perncTpauumn, obpalleHnumn, obbemMax rocyaapCTBEHHbIX 3aKynokK \\
npeanaraemoro nekapcTBEHHOro npenapara, a Takke NekapCTBEHHbIX MpenapaToB, BKMOYEHHbIX B
nepeyveHb XXU3HEHHO HEOBXOAUMBIX U BaXKHENLLMX NIeKapCTBEHHbIX NpenapaToB, B paMKax
COOTBETCTBYIOLLMX aHAaTOMO-TepPaneBTUYECKO-XUMUYECKUX TPYNM, UMEIOLLMX aHaNOorMyHble nokasaHus

CBefeHunst 0 pekomMeHgaumnsx MHocTpaHHbIx areHTcTB No OT3 o uenecoobpasHOCTM rocyaapCcTBEHHOMO
\_PVHaHCMpOBaHKs B MHOCTPAHHOM rocyaapcTee npeanaraemoro Jirl )

\

HeobxoaMMoCTb NpUMEHEHNA NeKapCTBEHHOrO npenapaTa Ang AMarHoCTUKN, NPOUNaKTUKN, NeYeHns
nnun peabunutayum 3aboneBaHuimn, CUHAPOMOB UM COCTOSIHMIA, NpeobnagarLmnx B CTPYKType 2018
3aboneBaeMoCTu U CMePTHOCTU rpaxaaH Poccuimnckon degepaummn, Ha OCHOBaAHUM OaHHbIX

drby

rocygapCTBEHHOIO CTaTUCTUYECKOro HabsogeHus

yAap a «UOKKMI
Hanunune 3apernctpmpoBaHHbixX B Poccurckon denepaumm BOCNpPOn3BeLEHHbIX JIEKapCTBEHHbIX MwuH3gpasg
npenapartos Poccun
Hanunune nekapcTBeHHOro npenapara B nepeyHe cTparermyeckn 3HadnuMblX NEeKapCTBEHHbLIX CPeaCTB, 2017
NPOM3BOACTBO KOTOPbIX AOMKHO ObITb 06ecrneyeHo Ha Tepputopun Poccuinckon degepaumn, 5
yTBEPXXAEeHHOM pacnopsxeHuem lNpasutensctea Poccunckon @egepauumm ot 6 nonga 2010 r. N 1141-p THK;';ep
Hanunune nekapcTBeHHOro npenapara B NepeyHsax fiekapCTBEHHbIX npenaparoB, OUHaHCUpYeMbIX 3a opraHus
cyeT cpeacTB boaxeToB cybbekToB Poccurckon degepaumm auun

Hanunumne npounssoacTBa (Jlokannsaummn) nekapcTtBeHHOro npenapara Ha Tepputopumn Poccuinckon
depepaumm S

Llenecoobpa3HocTb BKMOYEHUS NekapCTBEHHOro npenapaTta B cTaHAapT MeAULMHCKOM NOMOLLM C
YYETOM PEKOMEHAYEMOWN YacTOThbl NPeAoCTaBNeHns

LlenecoobpasHoCcTb BKMOYEHUS B KNMHUYECKME pekoMeHaauumn (MpoToKomMbl fNedYeHuns)

2018: Hay‘-IHO-O6OCHOBaHHaFI pekoMeHdauunad rnaBHOro BHeEWTAaTHOINo cneuunasrimcrta



LLikana oueHKM AononHUTernbHbIX AaHHbIX o J1I1 (1)

Kputepum oueHku Pe3ynkraT OLeHKU LLikana oueHku
(6ann)

HeobxogumocTb NpUMEHEHUS NTEKAPCTBEHHOIO npenapara ans [a +2
OVNarHOCTUKN, NPOOUNAKTUKN, NTEYEHUS Unn peadbnnutayum npu Het 0
oKasaHUM MeOVLMHCKOW NOMOLLM B crnyvae 3abofieBaHnin U
COCTOSIHUI, NpeobnagaroLwmx B CTPYKType 3abofieBaemMocTum n
cMepTHOCTU rpaxaaH Poccunckon degepaumnm, Ha OCHOBaHUU OaHHbIX
rocyaapcTBeHHOro CTaTUCTUYECKOro HabnoaeHms
Hanwnuune 3apernctpupoBaHHbix B Poccuimnckon degepaumu [a +1
BOCMNPON3BEAEHHbIX JIEKAPCTBEHHbIX NpenapaToB Het 0
Hanu4yne nekapcTBeHHOro npenapara B nepeyHe cTtpaternyecku Het 0
3HaA4YMMbIX NEKAPCTBEHHbLIX CPEACTB, MPOU3BOACTBO KOTOPbLIX OAOSTKHO Na +1
ObITb 06ecneyeHo Ha Tepputopun Poccuimckon denepauun,
yTBEPXXOEHHOM pacnopsxeHneMm [Npasutenbcrtea Poccuimnckon
denepauunn ot 6 nona 2010 r. N 1141-p
Hanu4yne nekapcTBeHHOro npenapara B NepeyHaX nekapcTBeHHbIX Het 0
npenapaTtoB, UHAHCUPYEMbIX 3a CHET CPEeACTB OIOOKETOB CyObEKTOB Na +1

Poccunckon ®enepauunm



LLikana oueHkn gononHuTenbHbIX AaHHbIX o J1I1 (2)

Kputepumu oueHku

Hanuuyne npounssoactea
(nokanusauus)
neKapCTBEHHOIO
npenapara Ha
Tepputopumn Poccuimnckon
depepaunn

Pe3ynbTaT OLEHKU
HeTt
BTopuyHas ynakoBka u (Mniv) BbiNyCKatoLWNM KOHTPOSb KayecTsa - Aa

BTopuyHas ynakoBka v (Mnun) BbINyCKaKOLWMA KOHTPOSb KavyecTBa Npu HanmmMymm 3akito4eHHOro
cneumanbHOro MHBECTULIMOHHOIO KOHTPakTa, npeanonaratouwero cosgaHme B Poccurckon
depepaummn npousBoACTBa [OTOBOW NEKAPCTBEHHOW OOPMbI, BKMOYas MNPOU3BOACTBO
dapmaueBTnyeckomn cybctaHumm, - aa

[MepBuyHasa n BTopnyHasa ynakoBKa, BbII'IyCKa}OLLI,VIﬁ KOHTpPOJ1b Ka4eCTBa — Aa

[MepBuyHass M BTOpPUYHAs YMakoOBKa, BbIMYCKAKLWMWA KOHTPOSMb KadecTBa Mpu Hanmyum
3aKMNIYEHHOro cneumanbHOro MHBECTULMOHHOIO KOHTpakTa, npeanosiaralowero cosgaHve B
Poccuinckon ®depepaunn nNpom3BOACTBA [OTOBOWM NEKApPCTBEHHOWM GOPMbl,  BKHOYas
Npou3BOACTBO bapMaLeBTUYECKON cybcTaHumun, - oa

Bce ctagum npousBoAacTBa, BKIOYasi NPOM3BOLACTBO FOTOBOW feKkapcTBeHHoW ¢opmbl (6e3
Npoun3BoAcTBa hapmaLeBTUYECKON CyDbCTaHLmMK), - Aa

Bce ctagum npousBoAacTBa, BKIOYasi NPOM3BOLACTBO FOTOBOW fekapcTBeHHoW ¢opmbl (6e3
npounssoAcTea hapmaueBTUYecKkon cybcTaHummn), Npu HanUYnMn 3akniOYEHHOro crneumnanbHOro
WHBECTMLUMOHHOIO KOHTpakTa, npeanonaratmowero cosgaHne B Poccuinckon denepaunn
NPOM3BOACTBA rOTOBOW fleKapCTBEHHOW (POpMbI, BKOYas NPOM3BOACTBO (papmaLeBTUYECKOMN
cybcTaHumu, - na

Bce craguv npomusBoacTtBa, BKIOYas MPOU3BOLCTBO TOTOBOW JIEKAPCTBEHHOM (popMbl U
Npon3BOACTBO hapMaLeBTUYECKON CyDbCcTaHUMK, - Aa
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Hay4yHo-060CHOBaHHbIe pekomeHaauuu NBC

Kputepun oueHKu Pe3ynbTraTt oLleHKMN LLikana oueHku
(6ann)
LlenecoobpasHoCTb BKAOYEHUS (Hannyine fiekapCTBEHHOMo npenapara B 0,8 u BblWE + 2
cTaHgapTax MeauLUMHCKOM MOMOLLM) C yY4ETOM PEKOMEHAYEMOW HYacTOThl 0.6-0.8 0
npenocTaBneHns o
0,4-0,6 -2
0,2-0,4
Hwuxe 0,2
Llenecoobpa3HoCTb BKOYEHUS (Hannyne riekapCTBEHHOMo npenapara B [a + 2

KIMMHN4YEeCKNX pekoMeHaauunax (I'IpOTOKOJ'IaX J'IeLIeHI/ISI) HeT 0

Ecnu 2 4 6annos. —

pekoMeHaauns K
BkroueHuo J1IM1
Ecnu 2 2 6annos —

UTorosasi oueHka gonosfiHutTenbHbIX AaHHbIX o J1I1:
_ cymma 6anrnoB (¢ yyemom 08yx KpUMEPUEs U3 Hay4YHO-

obocHoeaHHbIx pekomeHdauyuu 'BC)

pekoMeHaauus K
BKNtoveHunto opdarHHoro J1I




Y10 B utore?

[Noka3aTenbHas
MeaAuUMHa

KauectBO KU A pheKTUBHOCTDL Be3onacHoOCTb

-

EcTtb 3
. KOHOMUYECKne dapMaKko3KOHOMMKA
pekoMeHaaTenbHbIN nocneancTeus

nopor

[lononHuTenbHas

TepaneBTUYecKas JononHuTenbHO
LEHHOCTb

[lononHuTenbHbIE
OaHHble
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Cocmae Komuccuu

CocTtaB Komuccum v npucytcreme Ha 3acegaHusx

MuH3gpasB NHble POVIBBbI
NpencraBurenu
o~ 3KCMepTHbIX
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npeacTaBnsaloT © >
PocrioTpe HayuHO- m O MpepcraBuTenu
6Haa3op N © > 3aABUTENS (NpY HanNU4um
pekomeHaauun MBC Q. npenBapuTeribHOro
- - obpalleHns He MeHee, Yem
3a 5 gHen no 3acegaHus
Komuccun)
Mea. n dpapm.
Hay4Hble
opraHusauum
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MeToou4veckune pekomeHpgauuu

Pa3paboTaHbil:

- [lo oueHKe cpaBHUTENBHOW KITMHUYECKON 3PP EKTUBHOCTU U Be6-caiT: http://rosmedex.ru/
6esonacHocTu J1I1

- [No aHanu3y BnusiHus Ha 6roaxeT B pamkax NI

- [lo oueHKe cpaBHUTENBHOWN KITMHUKO-3KOHOMMYECKON 9DPEKTUBHOCTH

- [1o MHOrokpuTepuanbHOMY aHanMay NPUHATUA peLleHnn

- [lo npoBegeHN0 KOMMIIEKCHOW OLEHKWM JIEKAPCTBEHHOrO npenapara
O MPUHATUA peLLEHNn O BO3MOXHOCTU €ro BKITHOYEHUS B MUITOTHBIN
NPOEKT Mo BHeApeHUto B cybbekTax PO mexaHM3MOB 3aKyrok
NeKapCTBEHHbIX MpernaparoB No MHHOBALMOHHBLIM MOAENAM
OOroBopoB

- [1o oueHKe KayecTBa cTaTucTudeckoro aHanunsa s KM

- [lo BbINOSIHEHUIO METa-aHannaa

- [1o BbINOMHEHUIO HENPSAMOIO CpaBHEHUS

- [lo pacyety 3arpart npu npoBeaeHnn KIMHNKO-3KOHOMNYECKNX
nccnenosaHum JI

- [1o oueHKe cpaBHUTENBHOW KITMHNUYECKON 9O(PEKTUBHOCTU U
6esonacHocTu J11, 3KOHOMUYECKUX U OOMNONTHUTENBbHLIX MOCNEeACTBUN
ero NPUMeHEHNSA Ha OCHOBAHUN PaHXUPOBAHHbIX LKA

v' Y1BepxaarTcs npukasom ®IrbY «LUIKKMI» MuHsgpaBa Poccun
v [loCTynHbI ANSA CKa4YuBaHUA


http://rosmedex.ru/

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

Cnacnb6bo 3a BHUMaHue!

http://rosmedex.ru




