Lie=TD 3KCNEPTU3L! 1 KOHTRONA
Ka-eCTEa MEANUMHCKON NOMOWK

MUNOTHbLI NPOEKT MO
MHHOBALIMOHHbLIM MOOENAM
NEKAPCTBEHHOIO OBECMNEYEHUSA
(COMALLEHUA O PASOENEHUN PUCKOB)
HopmMmaTUBHO-NpaBOBbLI€ aCNeKThbl



CornaweHue o pa3,u,eneHMM pMCKOB (CPP) — cornalleHne mexay cybbexktamu,
3aKknoveHHoe B dopme [0roBopa, B KOTOPOM CTOPOHbI COMMalIalTca B3ATb Ha cebd
ONpeAeneHHyd 4YacTb PUCKa, CBA3AHHOTO C 3GGEKTUBHOCTbIO JIeYEHUA MaALMEHTOB C
onpeAeneHHON HO3010rMel, onpeaeieHHbIM NpenapaTom 1 Npu onpeaeeHHbIX CornalleHnem
YCNOBUAX.



Yucno cornaweHuun o pasgeneHnu pUCKOB NoO CTpaHam

UemoyHuk: UW PBRSA Database, 2016




Yucno cornaweHmnun o pasgeneHnmn pUckoB no npodpunam

OHkonorna 85
Heeponorusa
immyHonorus
[Ncnxnarpuns
Hedponorna/yponorus
OnopHo-aBUratenbHble
[emaTonorua

CepAaeyvHo-cocyancTble

[opMoHanbHasa Tepanus




OcCHOBHbIe nNpenmyLllecTBa U HegocTtaTkm BHeapeHus CPP

MpeumyuwectBa: HepocTtatku:
o CHWXeHWe 3aTparT nnatenbLYMKoB Ha o AIMUHUCTPATUBHbIE U
noporocrosme MT 9KOHOMUYECKNE U3nepXKKn Ha
o [loBbllWeHNe AOCTYNHOCTU MHHOBAaLUUN ANS BHeJlpeHune 1 kKoHTposnb cxem CPP
naLueHToB o HenpospayHocTb cornalleHuni

o ObecnevyeHne NporHo3npoBaHns pacxoqoB o KoHMNUKT UHTepecoB
OrofKeTa nnartenbLUmKa

o PasBuTne HOBLIX NOAX0A0B Tepanun

o BbICTpbIV NpoLecc N3y4eHns HOBbIX
npnapaToB B YCITOBUAX pearbHON NpakTUKu
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Kak 3TO y HUX U 3a4€eM 3TO HaM

1. YckopeHne JocTyna K MHHOBaLMSAM

. TexHonoruu, He npowegwmne OT3 -
ncrnorb3oBaHWe cornawleHun npu
OTCYTCTBUN Hay4HO-0OOCHOBAHHBLIX
AaHHbIX N0 3dhdekTNBHOCTI/
6e30nacHOCTN HOBBLIX TEXHOMOMNN

. CHMXxeHune YPOBHA HeonpeaesieHHOCTH
npeun nev4eHnnn HoBbIMU TEXHOJTOTMAMU

. Huskun ypoBeHb agMUHUCTPUPOBAHNS
NPOEKTOB

= NOPOIOCTOAWNME TEXHOJNOIMNN

= COXPAHEHWE YPOBHA LEH HA T .

a1

. Tonbko NneKapcTBeHHbIE MNMpenapartbl

CKopee: nekapCTBeHHble npenaparthbl,
BKITHOYeHHble B KHBIJIT

Ckopee: permoHanbHbli YPOBEHb

OcHOBHaa MoOTUBaUUSA - MOBbILLEHNE
3akyrnok Ha J1l1, yxe BKknOYeHHbIE B
nepeyHn

Huskas 3anHTEPEeCOBAaHHOCTDL
nnartenbLWnKoB

~



AHanuns BO3MOXHOCTH npuMmeHeHusA cxem pasgnesieHuA puckKoB B PO

B rpakaaHckom 3akoHogartenbcTee PP HET HOPM,
NPEenATCTBYOLLUMX 3aKknyeHno CPP

[TpenAaTcTBuE:

3akynka J1[1 Ha anekTpoHHbIX aykunoHax (PeaepanbHblil 3akoH oT 05.04.2013 N2 44-93 "O KoHTpaKTHOMN
cucteme B cpepe 3akynok ToBapos, paboT, ycnyr Ans obecnevyeHus rocysapcTBeHHbIX U
MYHULUMNANbHbBIX HYXA")

[Tpobrnembl faHHoro Metoaa:

1. MpoaormknuTenbHas 1 3aTpaTHas npoueaypa opraHu3aUnn 3akynku

2. OTCYTCTBI/Ie KOHKYpPeHUMN Ha PbIHKaX MOHOMOJIbHbLIX NMpenapartoB N HEBO3MOXHOCTb AOCTUXKEHNA NO
HUM 3HaYNTESIbHOIo CHMXeHNA UeH Ha Toprax*

3. He yuntbiBaetca achchekT oT neyeHns sakynaemMbiM npenapaTom

* MNMosuyusi ®AC Poccuu, obosHavyeHHasi 11 mapma 2014 Ha 3acedaHuu Paboyel epynnbl no uccnedosaHuro 80Mpoco8 KOHKYpPeHUUU 8 chapMauesmu4ecKom
cekmope




Jonrocpo4Haa 3agava

B uenqax peanusauuu KoOHUeNUUU pasaeneHus PUCKoB HeoOXoauMo BHeceHUe U3MeHeHUNn U
OOMoNnHeHUU B cneayroliue HopMaTUBHbIE akTbl P®

N3meHsAeMble

Ne 3akoHoOaTenbHbIA akT N3meHeHusn
cTaTby
1 | ®enepanbHbiil 3aKoH 0T 12.04.2010 Ne61-P3 YcTaHOBNEHUE NOpAaKa U YTBEPXKAEHWE TUMNOBbLIX JOrOBOPOB (COornaLleHuii o [JononHuTb
«O0 obpalleHnn neKapcTBeHHbIX CpeacTB» pasgeneHnn OTBETCTBEHHOCTU ((PUHAHCOBbLIX PUCKOB) C NPOU3BOAUTENAMU/ cTaTbl 5

avuctpubbroTopamu J1C)

nyHKTOM 17-1

Onpegenenne nepevHa JIC, B OTHOLLEHUN KOTOPbIX BO3MOXXHO 3aKMHYeHne
[OroBOpPOB (CornalleHuit) ¢ npoussoauTenaMmu/ auCTpubbroTopamu 0
pasgeneHnn OTBETCTBEHHOCTU ((PMHAHCOBBIX PUCKOB)

[lononHuTb
cTaTbi 1 NYHKT 1

MopsaoK 3aKnNKYeHNA 4OroBOPOB (CornaLleHuin) o pasgeneHun
OTBETCTBEHHOCTU, (POPMbI TUMOBbLIX 4OrOBOPOB (COrnaLleHnin), Kputepum
oueHku acpdekTnsHocTu J1IC onpenenaoTca [NpaButenscTBoM PO. [NepeyHn
JIC, B OTHOLLEHUN KOTOPbIX BO3MOXHO NPUMEHEHUA AOrOBOPOB (CornalleHuin) o
pasgeneHn OTBETCTBEHHOCTU ((PMHAHCOBbIX PUCKOB), ONPeaeEnaeTca
[MporpamMmMon rocyapCTBEHHbIX rapaHTun okasaHua BecnnaTtHou MeaULMHCKON
nomMoLu rpaxgaHam PO

[l1ononHuUThL rnasy
12 cTaTben 63-1

2 | ®epepanbHblii 3aKoH 0T 21.11.2011 Ne323-d3 Onpepenutb nepeveHb JIC, B OTHOLWEHUM KOTOPbIX BOSMOXXHO 3aKITHYEHMNE C HacTb 6 Ctatbu
«O0 ocHOBax oxpaHbl 300POBbLA rpaXaaH B npoussogutTenemM/ UCTPUObIOTOPOM JOTOBOPOB (COrnaLleHnin) 0 pasgeneHun 80 nyactb 2
Poccumickon ®epepauumn» OTBETCTBEHHOCTU ((PMHAHCOBbIX PUCKOB) Cratbu 81

3 | ®egepanbHbiit 3aKoH 0T 05.04.2013 Ne44-d3 WcknroveHne na obnactu pacnpoctpaHeHna ©3 Ned44-d3 sakynok npenapatoB | [JONONHEHUSA B

«O KOHTpPaAKTHOM cucTeme B cpepe 3aKynok
ToBapoB, pabort, ycnyr ans obecneyeHuns
rocyAapcTBEeHHbIX U MyHULMNANbHbIX HYXO»

no cornaweHnto O pasaeneHnm puckoB

CtaTtbto 1




Pacrocuesvss Npamerancres PO o 30 01 2075 N 1069 <O poarwodiom 8 2015 - 2095 1min »0 "0pertpu POCOMI0N SUMDMIM VTNl APOINTE. mMDIN e 1
WEAIIINE OB R CTIOIT AT S Bt TR TV TNAL I

NPABUTENLCTBO POCCUIACKON OEQEPALIMM

PACMOPAXEHUE
or 30 ansapa 2015 r, N 136-p

1. B USNAX MOAEDMAIBLM CACTEMBI NEKIPCTBEHHOMO OOECNOUEHMA OTAGNLMLIX KATErOPWA PaxaaM,
BHEADEHUA DBUMOHANBHBIX MOAENSR UeHOOGPAIOBAHWR, B TOM NYHCNE HB OCHOBE PEdEpeHTHbIX UeH Ha
NEKAPCTROHNNIE NPENADATHI ANA MEAWHLMHCKOND NDHMENEHNA, NPHHATE NpeAnoxenne Muwagpasa Poccun o
peannaaym 8 2015 - 2016 rogax COOTBETCTBYIOUMX NUNOTHBIX NPOBKTOB Ma TEPPUTOPHAX CyGbexTos Poccwickoi
Deaepauni, OTBEHAIOWMX CHELYIOUMM KDHTEDUAM.

Hanwwne M3 TeppTopwit CySwexta Poccwickon Depepaunm He Mewee 25 anTevwwXx OpraHMIauui,
OCYWECTRNRIOWMX OTNYCK  NEKAPCTOCHNBIX NPENAPATOR NO PEUENTAM rPANAAHAM, WMBIOWMM NPEBO Ha
Goumnmm mwwmmwmmmmmmm

™e

HANMAME Ha TeppuTopi CyGvexTa Poccwickoll DeaepaLii He MeHae 2 ONTOBLIX CKNBAOB ANA XPaHeHWA
NEXEPCTBENMLIX CPEACTD Ha 1 MNK. Jorrened,

HANWMHE CHCTEMB! MHDOPMATINAUMA W CROUMANBHLIX NPOrPaMM ANA oBMena WHDOpPMaLMeR no BONPOCY
nexapcreenworo  ofecnevesma  wacenewnn CyGvexta Poccuilcrol  Denepaunu  MEXLY MEAWLIMHCKMMM W
ANTOUNLMY  OPraMIDAUMAMK, DECHONONEHHBIMI Kl TOPPHTODUM COOTBRTCTOYOWerD CyGuexta Poccuickoh

2 Mwanpasy Poccwn:

nposecrn orGop cySuexros Poccitcxol degepaunn ANA YWacTHA B peannaaumm o 2015 - 2016 rogax
NUNOTHMX NPOSKTOD, MANDABNEMMMIC HA MOZEPHAIBLMIO CHCTEMb NEKAPCTOEHHOMO OBOCHENEHMA OTAGNbHLIX
KBTOOPWA PONABN, BHEADOHAE DALMONANBHMX MOAGNeA LEHOODPAIOBANMR, D TOM NMCNE WA OCHOD
POOEPENTHLX UGH HA NEKIDCTROHMMIC NPENBPATHl ANA  MEARUMHCKONO NPHMEHOHUA, WD  TOPPHTOPHAX
COOTRETCTBYIOLMX CyORexTon POCCMACKOR Degepaumy,

C YNETOM KPUTEDHES, YXBIaHHLIX B NYHXTE 1 HACTOAWErO pacnopmxenus, paspaborars 1 yTeepaHTL DOpMy
CONBWERNA mexay Mwaapasom POCCHH W BHICLAM UCNONHMTENbHDIM OPraNOM TOCYABPCTOGHHOA ANACTH
cyGuexra Pocowilcxod Senepapm 0 peannaawm 8 2015 - 2016 rogax NUNOTHOMO NPOEKTA, HANPABNEHHOMD Ha
MOASPHAIALM0 CHCTEMM  NEXBPCTREHMOTO OBOCNENEHHA OTAGNLHWX KATErOpWA  rpawAaM, BHEAPeHve
POUMOKANLHLIX MOAENER UEHOODPEI0BAHMA, B TOM NHCNE HA OCHOBE PedEpPeHTHLIX LeH HA NeKaPCTBENNLIe
NPENAPATH ANA MEAMUMHCIOND NPIMEHSHAR, HA TEPPUTOPHH CyOuexTa POCCUACKOA Deaepaumm;

YYBEPANTL DOPMY OTVETE O XOAS PEAVIALMM NUNOTHOMO NPOEKTA, HANPABNEHHOM HB MOAEPHUIBUMIO
CHCTEMB NEXAPCTBENNOND OBECHEYEHUA OTAGNBALIX KATErOPUA rPIRAAH, BHEAPEHWE PALMOHANbHBIX MOAENEN
LEHOODPSI0BAHUA, B TOM WHCNE HA OCHOBE PeDepeHTHBIX LEH HB NEK3PCTBEHHbIS NPENaPaTHl ANA MEAKUMHCKOMO
NPAMENHEHMR, NPBACTABNAGMOND BHCUMM WCNONWNTENbHLIM OPraHOM rocyAapeTeeHHod anactw cyGwexta
Poccuilckon Seaepau, NOPRAOK # CPOKM Bro NPACTABNEHNA,

b MpasuTenscrea
Poccuickoi Pepepaumd
AMERBERES 10
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MHHHCTEPCTBO 3/IPABOOXPA HEHERFb ocTvamm roccmoxod oraeams
POCCHHCKOH OEMPAII%H 3APETMCTPHPOBAHO

(MHMH3JIPAB POCCHH) Perucrpanmonmsii M /2

NMPHUKA3 or ZF wtezel W01

9 2'&‘58 2006 Ne (2] o

Mocksa

06 yrsepaxaennn
$opmes coraamenns mexay MUHHCTEPCTBOM 34PABOOXPAHEHHS
Poccuiickoii Meaepaums i BHICHIHM HCIOAHHTEILHLIM OPranoM
rocyaapceraeHnoii BaacrTu cybnexra Poccniickoii Meaecpaunu o peaaniaunm
NHAOTHOrO NPOCKTA, HANPABACHHOIO HA MOACPHHUIAUMIO CHCTEMBI
ACKAPCTBEHHOIO 00ECTICHEHHS OTACALHBLIX KATErOpHil rpaxaan,
BHEAPEHNHE PAHOHANBLHBIX MOeael ueHooGpasoBanns,

B TOM YHCJE HR OCHOBE peepenTHRIX HeH HA JeKAPCTBEHHBIC IPCNapaThl
AASE MEAHUHHCKOTO NPHMEHECHNS, HA TeppuTOpHH cyfLexTa
Poccniickoii Weepannu, a Taxkae GOpMbl 0THETA 0 XO4€ peann3auny
YRA3AHHOIO NHJAOTHOIO NPOCKTA, NOPAAKA H CPOKOB €ro NpPeACTABACHNRA

B coorsercTBHM ¢ nyHkroM 2 pacnopsxenus [lpasuteascrsa Poccuiickoit
@enepaunn or 30 ausaps 2015 r. Ne 136-p (Cobpanne nnouonan:nbcraa Poccuitckoit
Mdenepaunn, 2015, Ne 6, ¢cr. 1001) npuxas sl Baio:

1. Yreepaurs:

dopmy cornamenus Mmexiay MHBHHCTEPCTBOM 3apaBooxpaHenus Poccuiickoit
denepauMy ¥ BHICIIMM MCHIONHHTCIBHBIM OPraHOM FOCYApCTBEHHON BiacTH cyOwmexrta
Poccuiickoit  @exepaunit O  pCaaM3auMHM NHIOTHOIO MNPOCKTA, HANPABACHHOIO
HA MOJCPHH3AUMIO CHCTEMBI JIEKAPCTBEHHOrO OOCCNCYCHHMA OTACABHBIX KaTeropuil
rPAakAaH, BHEJAPCHHE PALUHOHANIBHBIX MOJIeNIeH LIEHOOOPA30BaHHA, B TOM YHCIC HA OCHOBE
pedepeHTHBIX UEH Ha JICKAPCTBEHHBIC MNPENapars! A8 MEAHUMHCKOTO NPHMEHCHMS,
Ha TeppuTOopui cyOnexTa Poccuiickoit Menepauny, cornacHo npuioxennio Ne 15

Gopmy oOTHeTa © XOAC PCANH3AUMM TNHAOTHOIO POCKTa, HANPaBACHHOIO
HA MOAEPHH3AUMIO CHCTCMBI JICKAPCTBCHHOIO ODECNEUCHNA OTICABMLIX KaTeropuit
rPAKI2H, BHEAPCHHE PAUHOHANLHLIX Moaeneii uenooGpazosanna, B TOM YHCAE HA OCHOBE
pedepeHTHRIX LUEH HAa JICKAPCTBEHHBIC NpENnaparshl AMd MCAHUMHCKOrO MNPHMEHCHNMS,
NPEeAOCTABIACMOrNO  BBICIHIMM  HCTIOAHHTSIBHBIM OPraHOM rOCYJapCIBCHHON BAacTH
cybnexra Poccuiickoii Meepaii, COrnacHo npuaokennio Ne 2;

[OPAZOK M CPOKH TNPEACTABICHHSA OTHETa O XOAe PeanH3auui NUIOTHOro Nnpoexra,
HANPABJICHHOrO HA MOJACPHH3AUMIO CHCTEMBI JCKAPCTBEHHOrO OOCCMEYCHHS OTACALHBIX
KATeropuii rpak1an, BHCAPCHHC PAHOHANBHLIX MOJAC/CH LICHOODPA30BAHMA, B TOM HHCAC
Ha OCHOBe pedepCHTHBIX UCH HA JCKAPCTBCHHLIC NpPenaparsl ANs MEAHIMHCKOIO
MIPMMEHCHHS, COTJIACHO NMPHIMKEHHIO Ne 3.

11



NPOTOKOM

cobemanns y Ilepsoro samecrarean Mpencerarens Opaswvenserna
Poccuiicxoll Geaepannn
HAIIYBATOBA

Mockra

o7 18 mag 2016 r. Ne MUI-TT12-3

Mngactp sapasooxpanenns - B.M.Cxeoproa
Poccuiicxoit Peneparn

sameciaTens Mingcipa skonomwgeckoro - E M Emay
pasuus Pocentiexoii degepanun

samecTuTe s MURACTpa s1paBooxpanesus - HW.H Karpavausn
Poccutickoit Veepatum

samecTWreas Muicipa nposrmnenmocy - C.A L6
i Toprosan Poccuiicxoi Meaepanuu

SAMECTHTC.(b pyroRoyutens PAC Poccun - P.A Tlerpocau

OTBETCTBENAHIC paboTHiky Apnapaia - H.B.Asamsn, C.O Bensmsiixun,
Ipaswrensetsa Poccutickoli Peneparum B.1.Bracos, T.IT.Temn 084,
H OpPraHH3aLpH B.JL llopodees, VL. Jopoxosa,

0.A Koucrasamona,
EB Vloronuna, C.H.Pemermmcon,
M.A Pouanosa, K01" Cupenxo

2

O paspadoTke HORKX MEXAHHILOB JAKYTIOK eKAPCTBEHREIX OP2IapaTos
IS OBECTIEUEHA TOCY N4PCTBERIIIX | MyHHLHIA I HHEIX HYKI

(Cxsopuosa, Karpamauss, T{n6, Eawn, lletpocsa, Jdemunosa, Toroawira,
Topoxosa, Anamsw, Illysanos)

1. [Ipuasith X CBEIEHAIO JOKMAR Mur3upasa Pocepu (MLH Karpayauss) uo
JIAEHOMY BOIIPOCY.

2. Mumsppasy Poceun (B.1.Cxropuosoit), Mrmkonompaseurus  Pocews
(A B.Ymoxaeey), Murnporiopry  Pocciu ([.B.Mantypony), DAC Poccyu
(MIO0.Apremsesy) coemcetRO ¢ TTpaemrenncTos Mocksst, [Ipasuremmeraom
Mockosckoit oGnacta, 1papie:wereoy Kamyxuexoit ofinacr, 3QPHTEPECOBAMTBIMK
dCALPATHRAIMK OPraaMH HCTOMHUTCILHON BAACTY 4 OPramB3AUMSME C YHETOM
COCTOLBIICTOCA OfCyxAeRUs npopaboTats Bonpoc 06 OCYMIeCIBNERKE ¢ | gaBapy
2017 r. 5 r. Mockse, Mockoscekoit B Kamyxcxol obnacisx 3axyiiok IEKAPCTRCEHBIX
OPSTApatos JULX OOECHEYCHHT TOCYNapCIBeHiED u VYHHUMMATBHLX HyXKa 10
MHHOBAUHOTIUBIM  MOMEINM  JONOSOPOR, ONpe/eIus Tepeens 3aboneRasui i
fIEKAPCIBCRABIX UPENAPATOB, B OTHOUICHUM KOTOPHIX BOIMOAIO otywectsnen e
TAKAX 3aKYTIOK, H COLIACOBRHHBIE LUPCATONKEHMS RHECTH B IpaerTeaucso
Poccuiicroft egepauns B YCTaHOBALHHOM nopagke.

Cpok - 10 17 wiorx 2016 1.

3. Munsapasy Poceun (B.M.CxBopuosoit) copmecTHO ¢ 3AUHTePeCUBANFNIME
benepambisive  oprasavm  mcnomBETeNLHON BRacTH opopaboraTh BOmpoOC 0
CORAHUR ¥ DBHAHCHPOBAHUW  LUSTETREOCTH IKCUEPTHOLO  Yupexienns,
OCYWECTRILIOMErO  ONERKY  IQGCKTHEHOCTH  ewenps MEKALCTBEHHLING
UPEMAPATAME C YUETOM KIHIHHECKWX pPEexoMeRAaLuil (nporoxoos reneuns), ¢
UENbI0  PRANV3AUMM MCXaHWIMA JAKYUKM ICKADCTREMHLIX npeOadaTros s
FOCYNAPCTREHHBIX ¥ MYyHAUUNATABLIX WVAL, PSRy CMATPHBAIOWET ) LIPEcieHye
obrema wiareneil 3a nexapcraemieil UPEmapaT ¢ yRETOM PE3YTbTaTOB JICIEH KN,

Cpok - 70 17 mons 2016 1.

N
Mepariii savectuTess [Ipeace; b~

Mpasurenscisa Pocenilckol Mok U.Iveaos




NMUNOTHLIN NPOEKT No BHeaApeHUro B cyobekTax PP mexaHU3MOB 3aKyrnok
neKapcTBeHHbIX npenapaTtoB No UHHOBALMOHHbLIM MoaensaM OOoroBopoB

MOCKOBCKAA OBJ/IACTH
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NMoorotoBuTenbHbLIN 3TaN peasindaumn NUJIOTHOIO NpPoeKTa

[lpenocTtaBneHune 3aasurtenem [peanoxxeHnn o BknodeHum J1IN B nUNoTHbIA NpoekT B M3 PO n
OIrbY «LUSKKMI1» M3 PO

[lpoBeaeHne komnnekcHom oueHku lNpeanoxenu B OI'BY «LUISKKMIT» M3 PO

[lpenocTaBneHne 3akniovyeHnd No pesynsratamM nposeneHne KOMNnekcHom oueHkn NpeanoXxeHn B
M3 PO n M3 cybbekToB PO.

[NpenocTtasneHne n cornacosaHue [peanoxexHn ¢ M3 cybobekta PO
N NPOPUNbHBLIMU 3KCNepTaMmu (rmaBHbIA cneunanucT)

Bribop v pelleHne cyObeKToB 0 BKIMIOYEHUN B NMUIOTHbIN NPOEKT MNpeanoxeHunii no pesynsraram
NpoBeaeHNs KOMMITEKCHOM OLeHKU

Paspabotka CornatwueHunsa mexay M3 PO u lNpaButenbcTBOM cyobekta PO o peanusaumm
MUITOTHOrO NMpoekKTa

CornacoBaHne B OAC PO u lNpaBoBom aenaptameHte M3 PO

3akntoueHne CornatleHna mexay M3 PO u lNpaButenbcTBOM cyobekTa PO o peanusaumm
MUNOTHOIO NpoeKTa




Bcero nogaHo 25 npegnoxeHuun ot 11 chapmkomnaHumn no 16 nokasaHuAaM
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Npepnaraemasn Ho30N0rUA

MeYeHOYHO-KNETOYHbIN PaK

PEeHUNKETOHYPUS

PeBMaTOUAHbIN apTPUT

XpoHU4eckmn renatut C

PaK MOJIOMHOM »e/ie3bl

PacceAHHbIN CKNepo3

Pak npeacraten bHOM XKenesbl

AHKUN03UPYIOLWUIA CMOHAUUT
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bonesHb KpoHa
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XPOHUYECKMN MUENOUAHDIN NENKO3
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«LleHTp IKCNEePTHIBI H KOHTPO.IS KA4eCTBA MEIHIHHCKOH MOMOIH»
Munucrepersa 3apasooxpanenus Poccuickol Deaepanun
(PI'BY «UIKKMII» Mun3apasa Poccun»)

IIpoexm

METOJAMYECKHE PEKOMEH/IALIMH 110 IPOBEAEHHIO KOMILIEKCHOM OLEHKH
JIEKAPCTBEHHOI'O IIPENAPATA JUISI IPUHSTHS PELUEHUH O BO3MOKHOCTH
EI'O BKJIKOYEHMS B IIMJIOTHBIA NPOEKT 110 BHEJAPEHHIO B CYBBEKTAX PO
MEXAHHM3MOB 3AKYIIOK JIEKAPCTBEHHBIX [IPEIIAPATOB 110
HHHOBAUHOHHBIM MOJEIAM J10I'0OBOPOB

Llenb

cdopmMmupoBaHne eANHON METOA40NOrMn npeacrtasneHna nHdbopmauum o Jil

"

NnpoBeAeHMe KoMmnneKkcHoi oueHkn JIM AnNA NPUHATAS peLleHuid o
BO3MOXXHOCTW €ro BKMIOYEHWS B TMUMOTHbIA NPOEKT MO BHEAPEHUIO B
cybbektax P® mMexaHW3MOB 3aKynoK IleKapCTBEHHbIX MpenaparoB Mo
WHHOBALMOHHbIM MOZAENAM JOroBOPOB

Mocksa 2017 . www.rosmedex.ru




Ne61 @3 CTATbA 4.
OcHoBHbIe NOHATUSA, UcroNnb3yeMble B HacTodlleM cpeaepanbHOM 3aKoHe

59) KOMMJIeKCHanA OUeHKa JNeKapCTBeHHOIro npenaparta -

oueHka 3APerucCTPpuUpPoOBAHHOIO nekapcTBEHHOrO npenaparta, BKYakoLwas
B ceba aHanus uHdopMauum o CPABHUTENbHOM  KNUHUYECKOI
appekTuBHOCTM U OGesonacHOCTM NnekapcTBEeHHOro npenaparta, OLWL€HKY
3KOHOMUYECKUX nocnencTBuu ero NPUMeEHeHNA, nsyvyeHune
AONOJIHUTEJIbHbLIX I'IOCHG.D,CTBM“ NMPUMEeHEeHUA  nekapcTBeHHOro
npenapata B LUeNaX MNPUHATUA peLleHWA O BO3MOXHOCTU BKINIOYEHUS
nekapcTeeHHoro npenapata B NepeyYeHb XU3HEHHO HeOOXOAUMbIX W
BaXKHEULIUX NeKapCTBeHHbIX npenapartos, HOPMAaTUBHbLIE
npaBoOBbI€ 4daKTbl U WHbIE LOOKYMEHTbI, onpeaendwowune nopasokK
oKaszaHua MeJULIMHCKOW MOMOLLW, U UCKMIOYEHNA ero U3 ykasaHHbIX NnepeyvHs,
aKTOB U JJOKYMEHTOB.



PekomeHaoBaHbl ®I'BY «LU3KKMI» no pesynbrataMm npoBeneHus
akcnepTuUsbl 16 npeanoxeHun ot 10 chapmkomnaHum no 11 Hosonornam

Ne KomnaHusa — 3aaBuTtenb Mpepnaraemasn Ho30/10MMA
1 | banep (Bayer) Me4yeHOYHO-KNETOUHbIN paK
2 | BuomapwuH (BioMarin) PeHUNKETOHYPUA
& . , PeBMaTOMAHbIN apTPUT
3 | Bpucrton-Mauepc CkBnb6 (Bristol-Myers Squibb) =
XpoHun4yeckuun renatut C
J>XXOHCOH 1 [IXXOHCOH / AHCeH XpoHu4eckui renatut C
4
(Johnson & Johnson / Janssen) PacceAHHbIV CKNepos
AHKUNO3UPYIOLWUI CMOHANUUT
5 |MCA (MSD/ Merck & Co) PeBMaTOUAHbIN apTPUT
A3BEHHbIN KOUT
CaHoou [IKeH3anum .
6 : PaccesHHbIV CKNepo3
(Sanofi Genzyme)
7 | Takepaa (Takeda) BonesHb KpoHa
8 | Takepda (Takeda) f13BEHHbIN KOMUT
PaK MOJIOYHOM Kenesbl
9 | ®.XoddpmaHH-/1a Pow (Roche) "
PeBMaTOMAHbIN apTPUT
35 HosapTtuc Muenodunbpos, UCTUHHAA NOAULUTEMUSA
(Novartis) o % v
XPOHMYECKMU MUENOUAHDIN NENKO3

o



Buabl cornaweHuum

COIMALLUEHUS MEXOY
MNATENbLMKOM U
NMPOVU3BOOUTENEM

(MOCTABLLMKOM)
TEXHONOMM

COIMALUEHNA O
PASOENEHNU 3ATPAT

(aocTnxeHne pMHaAHCOBbLIX
rnokKasarenemu)

COIMALUEHNA O PASOENEHUU
PUCKOB

(nocTnxeHue pesynesrarta
ne4yeHus)

19



PeweHunsa cyovektoB P® 0 BKNOYEeHUU B NMUNOTHLIN MPOEKT
crneayrowmx HO3OMOMMMn:

o MockBa

o XpoHun4yeckuun renatut C

o PaccesHHbIN cknepos

o bonesHb KpoHa

o $13BEHHbIN KOnUT

o  XPOHUYECKUUA MUENOUOHBLIN NENKO3

o MockoBckasa obnactb
o XpoHun4yeckuun renatut C
o PaccesHHbIN cknepos

o bonesHb KpoHa

o 713BEHHbIA KOMUT

o Kanyxckaa obnactb
o [eYeHOUYHO-KMNETOYHBIN pak



NMoTeHUMaNbLHaA 3KOHOMUA CpeacTB AN MUNOTHbLIX cyobekToB PO
npu ycnosuu npumeHeHuna MMJ10

OtcyrcTBHE

Mpennaraemasn MHH 1A Kon-Bo Cymma ofiHo# OTAGTH HA 32}2?:::2":"2:8
Ho30MoruA ynakosok, wr’ nosuumm, pyo! Tisiaiiiia e POACcIE,
MockKksa
XpoHuueckuin renatut C Cumenpesup 1320 239 087 537 1 % 26 299 629
bonesHb KpoHa /
A3BeHHbIi KONUT Beponusymab 104 21246 268 45 % 9 560 820
XpPOHUYECKUI
MUEmNouaHbIA Neiko3 HunoTnH1o 30 4513 169 30 % 2 1353 950
MockoBecKas obnactb
XpoHuueckui renatut C Cumenpesup 300 24 400 500 1 % 2984 055
bonesHb KpoHa /
S3BEHHbIN KONUT Beponusymat 8 1633210 45 % 734 944
Kany»ckas obnactb
MeyeHouHo-kneTouHbI pak |  CopadeHnd 20 2635 786 25 % 658 946

' — paHHble O rocygapcTBEHHbIX 3akynkax 3al non. 2017 r.

2 — obbem JM, npegnaraemoro KomnaHuen npu ycrnosum 3akynku 70% ot notpebHocTu cybwuekra B JM

N




NMoorotoBuTenbHbLIN 3TaN peasindaumn NUJIOTHOIO NpPoeKTa

[lpenocTtaBneHune 3aasurtenem [peanoxeHnn o BkodeHun J1IN B nuNoTHbIA npoekt B MSPO n  OI'bY
«LUSKKMIT» M3 PO

[lpoBeaeHne komnnekcHom oueHku lNpeanoxenu B OI'BY «LUISKKMIT» M3 PO

[lpenocTaBneHne 3aknivyeHnd no pesynsratamM nposeneHne KoMmnnekcHom oueHku NpeonoxeHnn 8 M3
P® n M3 cybbekTtoB PO.

[lpenoctaBneHune u cornacosaHue [peanoxeHun ¢ M3 cybobekta PO
N NPOoPUNbLHLIMU 3KCNepTamMu (rMaBHbIA cneLnanucT)

BriO0Op 1 pellueHne cyObeKTOB O BKIMIOYEHUU B MUIOTHBIN NPOEKT [1peanioXXeHnn no pesynsraram
NpoBeAEHUHA KOMMIEKCHOM OLIEHKN

Paspabotka CornaiweHuda mexay M3 PO u lNpasutenbcTtBOM cybbekTa PO 0 peanusaumm nunoTHOMO
npoekTa

CornacoBaHne B ®AC PO u lNpaBoBom aenaptameHte M3 PO

3aknoueHue CornaweHua ???
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Mopnenb pasgeneHus puckoB, MHOXeCTBeHHas MUernoma:
«AHcceH» obGecneynBaeT HaTypanbHYH KOMMNEHcauuro npenapara gaparymymat B
cnyyae pa3sBUTUA Nporpeccun 3aGoneBaHua yepes 4 Heaenu Tepanum

MNpenapaTt gapatymymad nokasaH K
MPUMEHEHUIO Y NALUEHTOB B KayecTBe
TpeTben NuHUKM Tepanum MM

I'IpumeHeHme npenapara no3BofiAeT

ABYKPATHO NMOBbLICUTb BbPKMBAEMOCTD
nauneHToB y nauneHToB, JOCTUTLLIMX
OTBETA Ha TEPAnuio

BepoaTHOCTb NOMNHOro OTBETA Ha Tepanuio

coctaengeT 31%. BepoaTHOCTb
OTCYTCTBUA OTBETA Ha Tepanuio

cocTaBnsaeT 17% u onpegenseTca Jyepes 4 |

Helenu Tepanuu 06bEKTUBHBLIM
nabopaTopHbIM METOAOM

PexuM 003UpoBaHUa npenapara
npeanonaraeT Haubonee BbICOKYIO
AO3UPOBKY U CTOUMOCTb NEPBLIX 8 Heaenb
Tepanuu ¢ NocnenyoLmum
NPOrpeccuBHbIM YObIBAHUEM [103UPOBKU U
CTOMMOCTY B NpOLiECCE NEeYEHNS

=
&

@]

lNooxon peanusyeTca B cnydae
OOHOBPEMEHHOrO Habopa Ha Tepanuio
3 nauneHToB Anga LOCTWMXKEHUA
BEPOATHOCTU NOMHOrO OTBETA
MUHUMYM Y 1 nauueHTa u
obecneyeHun nauneHTos 8-
HeOenbHbIM KypCcoM Tepanuu

KomnaHua-npoussoauTenb
duHaHcupyeT nadbopaTopHyo
AUarHoCcTUKy apPeKTUBHOCTU Tepanuu
(M-npoTeuH)

B cnyyae noaTBepXaeHHON
HeaP(PEKTUBHOCTU Tepanun nocne
nepBbiX 4X Hegenb, KoMNaHug
KOMMEHCUPYET LiENOe KONn4ecTBo
NOoTpaYeHHbIX YNakoBOK npenapara

)

O

@]

PesyneraThl

[MoBbilLeHNE 3PPEKTUBHOCTH
UCNonb30BaHNA OIODKETHLIX CPeacTB Ha
LOPOroCTOALLYI Tepanuo Ang
3HAUUTENbHO MpPeArneYeHHbIX NalyueHToB

MuHUMU3aUnMa puckos PopMUpoBaHUA
M30bITOYHOrO CKMaackoro sanaca
[IOPOrocTOALLIEro npenapara B criyyae ero
HeapPeKTUBHOCTH

MuUHUMU3ALMUA PUCKOB NpepbiBaHus
KU3HecnacaroLLell Tepanui BCreacTsue
ONMUTENBHBIX NPOLEdyP 3aKynku 3a CUET
chopMUpoBaHUa 3anaca npenapara,
KOMMEHCUMPYEMOTO NPOU3BOAUTENEM

ObneryeHune Harpysku Ha Owomgker
Gnarogapa KomneHcauuu Haubonee
[OPOroCTOSALLEro HayanbHoOro arana
Tepanuu



Mopenb pa3geneHnsa pUcKoB B paHHEM pake MOJTOYHOU
xene3bl, ROCHE

PaHHuMM (nepBuUYHO-ONepabenbHbiv U MeCcTHO-pacnpocTpaHédHbiv) HER2+ PMXK

Llenb Mogenu: Hanpas/ieHa Ha YBE/IMYEHME NATUNETHEN BbIXKMBAEMOCTU 60/1bHbIX C HER2+ PMXK, CHUKeHUe BIoaXKeTHOM

Harpysku ANA BbINOJIHEHUA NOJIHOIO Kypca Ne4eHnsa paHHero paka

Mpodunb naumeHTa: KeHuwmHobl, Il - [l cragnm 3abonesaHna, ECOG 0-1, Bo3pacT <65 neT

Upea mogenu:

* 3aKynKanpenaparta MNepbeTa g1 NPOBEAEHUS HEOAAbIOBAHTHOM Tepanuu (6 LMKIOB) 3a CYET perMoHanbHoro 6rogykeTa

* npepocTaB/eHne KomnaHuen GecnnatHoro npenapata lepLUENTUH Ha BECb KYPC HEOaAbOBAaHTHOTO M ablOBAHTHOIO JIe4YeHMS
(18 unknos)

lfepoema |
MayneHt (6 yurnoe) Pez. brodxem

> HeoagbioBaHTHasA Tepanus -  Onepayus —— ApbioBaHTHasA Tepanus
i lfepyenmuH lepyenmuHx s/s
(6 yuknos) 12 yuknos




