NMPABUTENbCTBO POCCUUCKON ®EQEPALIUN

NMOCTAHOBIJIEHUE
ot 30 nekabpsa 2015 r. N 1503

Ob YTBEPXAOEHWUU NMPABUN
NPEOOCTABJIEHUA CYBCUAUN U3 ®EQEPANBHOIO BIOIXKETA
POCCUNCKUM
OPIrAHU3ALUNAM HA BOSMELUEHUE YACTU 3ATPAT HA PEAJTU3ALIUNIO
NMPOEKTOB MO PASPABOTKE CXOXWUX NO ®APMAKOTEPANEBTUYECKOMY
OEACTBUIO U YNYYLUEHHbIX AHANOMOB MHHOBALIMOHHbIX
JNNEKAPCTBEHHbIX NMPEMNAPATOB

Cnncok N3mMeHsLWmMX JOKYMEHTOB
(B pea. MNMoctaHoBneHun Npasutensctea P® o1 25.05.2016 N 464,
oT 27.06.2016 N 585)

MpaBuTtenbcTBO Poccuiickon ®egepaumm noctaHOBMALAET:

1. YTtBepautb npunaraemble [lpaBuna npepgoctaBnexHus cybeugmi  un3
henepanbHOro GroaxeTa pOCCUUCKMM OpraHn3aunsaMm Ha BO3MELLEeHNe YacTu 3aTpaT Ha
peanu3auuio NPOeKTOB No paspaboTke Cxoxux Mo dapMakoTepaneBTUYECKOMY
OENCTBUIO N YIyYLIEHHbIX aHanoroB MHHOBALUMOHHbIX NeKapCTBEHHbIX NpenapaTos.

2. HacTtoguiee noctaHoBneHne BcTynaet B cuny ¢ 1 suBaps 2016 r.

Mpeacepatens NpaButenbcTea
Poccuinckon egepaunn
O.MEJOBEJEB

YTBEpPXOEHbI

noctaHoBneHnem lNpaBsuTtenbcTea
Poccunckon denepaunm

ot 30 gekabpsi 2015 r. N 1503


consultantplus://offline/ref=E27817FBF47223CFBE7703CB2346C44289AF65B14C3AF739E42D066440B603DEB04EFAD48F4D085Et9gFJ
consultantplus://offline/ref=E27817FBF47223CFBE7703CB2346C44289AF6CB74A3FF739E42D066440B603DEB04EFAD48F4D0C5At9gCJ

NMPABUJIA
NPEOOCTABJIEHUA CYBCUAUN U3 ®EOEPANBHOIO BIOXKETA
POCCUNCKUM
OPIrAHU3ALUNAM HA BOSMELLIEHUE YACTU 3ATPAT HA PEAJTU3ALIUNIO
NMPOEKTOB MO PASPABOTKE CXOXWUX NO ®APMAKOTEPAMNEBTUYECKOMY
OEACTBUIO U YNYYLUEHHbIX AHANOMOB MHHOBALIMOHHbIX
JNNEKAPCTBEHHbIX NMPEMNAPATOB

Cnncok N3mMeHsLWmMxX JOKYMEHTOB
(B pea. MNMoctaHoeneHun NpaButensctea PO o1 25.05.2016 N 464,
oT 27.06.2016 N 585)

1. Hactosawwme [MpaBuna yctaHaBnuBalT MNOPSLOK U YCNOBUSA MNpenoCcTaBeHus
cybecmamn 3 depepanbHoro 6Gogpkera PoOCCUACKMM OpraHM3aumsiM Ha BO3MeELLeHue
yacTMm 3aTtpaT Ha peanu3auuilo  NPOEeKToB MO  paspaboTke  CXOXuX  no
hapmMakoTepaneBTUYECKOMY AENCTBUIO W YNYYLEHHbIX aHanoroB WMHHOBALWOHHbIX
neKkapCcTBEHHbIX NpenapaToB (ganee COOTBETCTBEHHO - MPOEKT, cybcmans).

2. Cybemannm npeaocTaBnalTCAa B LEensX pasBuMTUS MHHOBALMOHHOMO noTeHumana
dapmMaLeBTUYECKON MPOMBILIIIEHHOCTU, a TakkKe B UenaxX OOCTMXKEHUS 3Ha4YeHumn
cnegywowmnx UeneBblX MokasaTenen (MHAMKaATOpoB) noanporpammbl  "PasButue
NpoM3BOACTBA NEeKapCTBEHHbIX CpeAcTB" rocyaapCTBEHHOM MnporpamMmmbl Poccuimckon
depepaumn "PasButne apmaueBTUYECKON U MEeOULMHCKOM MPOMbILLNIEHHOCTN" Ha
2013 - 2020 roapl:

a) [Oons NeKapCTBEHHbIX CPeacTB OTEYECTBEHHOro NpovM3BOACTBA B 0OLiEeM
obbeme noTpedbneHuns (B AEHEXKHOM BblpaXXeHUN);

6) o6bemM MHBECTMLMI B Hay4YHble MCCneaoBaHus, pas3paboTku, TEXHOMOrm4Yeckne
WHHOBAaLMM 1 NEPEBOOPYKEHMNE NPON3BOACTBA NIEKAPCTBEHHbLIX CPEACTB.

3. lMNMog nNpoekToM NOHMMAaETCsi KOMMIIEKC B3aMMOCBS3AHHbLIX MEPONPUATUN W
NpoLEeCcCoB, OrpaHW4YEeHHbIX MO BPEMEHM WU pecypcaMm, peannsyemblX POCCUNCKON
opraHusauuen, B TOM 4YUCNe C NpuUBMNEYEHNEM TPETbUX I1uU, MO OpraHu3aumm u
NPOBEOEHMNIO KOMMIEKCa AOKITMHUYECKUX UCCea0OBaHUI U KIMHUYECKUX UCCNeaoBaHNi
(B Wactn yctaHoBneHuss 6e30MacHOCTU NEeKapCTBEHHbIX NpenapaTtoB And 340POBbIX
pobposonbueB M (MIM) NEPEHOCUMOCTM UX  340poBbiMM  AobpoBorbuamu  (3a
NCKMIOYEHNEM KIMHUYECKMX nccrnegoBaHnin neKapCcTBEHHbIX npenapaTos,
npoussefeHHbIX 3a npegenamu Poccunckon depepaumn), nogdopa onTUMasnbHbIX
AO03MPOBOK NEKApCTBEHHOrO nMpenapata WM Kypca JIeyeHns [[ns naumeHToB C
onpegeneHHbiIM  3aboneBaHMEM, ONTMMarnbHbIX 403 UM CXEM  BaKuuHauuu
NMMYHOBNONOrMYECKMMIN NEKAPCTBEHHBIMM MNpenapaTtaMmy 300poBbIX A06pOBOMbLEB)
YNYYLEHHOro aHanora WMHHOBALMOHHOIO J1IEKApCTBEHHOro npenapata Co CXOXUM
dapmakoTepaneBTUYECKUM AENCTBMEM HA OMOMULLEHD.

Mpoekt  gomkeH  OblTb  HanpaBneH Ha  pa3paboTky  CXOXUX Mo
hapmMakoTepaneBTUYECKOMY AENCTBUIO W YNYYLEHHbIX aHanoroB MHHOBALWOHHbIX
neKapCcTBEHHbIX NpenapaToB 4SS NeYeHnsa psga coumnarnbHO 3Ha4YMMbIX 3aboneBaHun,
pa3paboTaHHbIX B TOM YMCIE Ha OCHOBE OMSAEPHbIX KOOPANHALMOHHBLIX COeANHEHUN d-
MEeTansioB M anudaTtn4yecknx TUOMOB, C WUCMOSb30BaHMEM TEXHOMOMMA MOMyYeHns
FeHHO-NHXEHEePHbIX eKapCTBEHHbIX CPEeACTB Ha OCHOBE BblCOKOI((EKTUBHON
9KCNPEeCCUOHHOM  KNeTovHoW  nnatgopmbl, obecneymBalolienn  CyCneH3NoHHoe
BblpaluBaHne MOOUMUUMPOBAHHBLIX  KYNbTyp KMETOK BbICOKOW MfIOTHOCTU B
nepdy3mMoHHbIX CUCTEMAX KynbTUBMPOBAHWUA, BblAENEHME W  OYUCTKY LEeneBbIX
NpoAyKToB ©6€e3 UCMONb30BaHUS CbIPbSl  KMBOTHOFO  MPOUCXOXOEHUS, BKIHOYas
TEXHOJSIOrMM BbICOKOMPON3BOAUTENBHOIO CKPUHUHIa dharoBbiX ANCNNENHbIX BUbnuoTek ¢
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NPUMEHEHNneM BUOMHOPMATUHECKNX METOAO0B A1 ONTUMM3AL MM KaHONOATOB.
(8 pea. MNMoctaHoBneHus MNMpasutensctBa PO o1 27.06.2016 N 585)

Mog cxoxumn no papmakoTepaneBTUYECKOMY [OEWCTBUIO WU YRyYLEeHHbIMU
aHanoramu WHHOBALVOHHbIX neKapcTBEHHbIX npenapaTos NOHUMAOTCSA
KOHKYPEHTOCMOCOOHbIE NeKapCTBEHHblEe npenapatbl C aHanorMyHbiM  MeXaHU3MOM
OEencTBms Ha BUOMMLLEHDb, MMeEKLME NPEBOCXOAALLNE XapaKTEPUCTUKN NO KPUTEPUSM
acbcpekTnBHOCTM 1 (M) ©Ge3onacHOCTM B CpaBHEHUMM C  paspaboTaHHbIMU
nexkapcTBeHHbIMK nNpenapataMmu, obnagarowmmmn NnaTeHTHON 3alnTON, B pamMKax OgHOM
drapmakoTepaneBTUYECKOWN rpynnbl.

[MepeyeHb BUOMULLEHEN YTBEPXKOAAETCA COBMECTHbIM npuka3oM MwuHucTepcTBa
npoMbIlWIeHHOCTM U1 ToproeBnu  Poccunckon  depepaumm  n - MuHucTepcTBa
3apaBooxpaHeHust Poccurckon degepaumn.

4. Cybcuaun npepoctaBnalTCcs B npedenax OraKeTHbIX  acCUrHOBaHWUA,
npeayCMOTPEHHbIX B doefiepalnibHOM BloaKeTe Ha COOTBETCTBYIOLNN (PMHAHCOBLIN o,
N nMMuToB OOaXKETHbIX 0053aTenbCTB, YTBEPXKOEHHbIX B YCTAaHOBIIEHHOM MNOpSAAKe
MwuHUCTEPCTBY MpPOMBIWNEHHOCTU U ToproBnu Poccunckon Pepepauum Ha uenwu,
yKkasaHHble B rnyHkTe 1 HacToswmx NMpasun.

5. Cybcungmns npegocTaBnsieTcs POCCUNCKUM opraHusauusam,
3aperncTpupoBaHHbiM B Poccuickon ®eagepaumn.

6. Cybcuaomm npenocTaBnslOTCA POCCUACKMM  OpraHM3aumsaM Ha  Crieayroumx
YCITOBUSIX:

a) OwusHec-nnaH npoekTa npegycmaTpuBaeT OpraHM3aumio U NpoBeAeHune
KOMNIiekca AOKNUHUYECKMX UCCcrnegoBaHUM nekapCcTBeHHOro cpeactaa (in vitro, in vivo),
HapaboTKy obpa3suoB pa3pabaTbiBAeMOro fiekapCTBEHHOMO npenapara, opraHnsauuio u
npoBegeHve Komnrekca KIMUHUYECKNX nccnegoBaHnn paspabaTbiBaeMoro
NekapCTBEHHOro npenaparta no YCTaHOBMEHMO ero 6e3onacHoCcTM Ans 300POBbIX
AobpoBonbLEB M (MNIM) NEPEHOCUMOCTM 340POBbIMM A0OPOBOMbLAMM (3a UCKIHOYEHNEM
KNMUHUYECKMX WUCCREeAoBaHW NEKapCTBEHHbIX MpenapaTtoB, MNpoOU3BEAEHHbIX 3a
npegenamu Poccurckon ®egepaumn), nogdopy ero ontTMManbHbIX AO3UPOBOK U Kypca
nevyeHna onsi NnaumeHToB C onpeeneHHbIM 3aboneBaHneM, ONTUMAarbHbIX 403 U CXeM
BaKUMHaUUK paspabaTbiBaeMbiMu NMMYHOBNONOrMYECKUMN  NIeKapCTBEHHbBIMMN
npenapaTaMmy 340pOBbIX 4OOPOBOSbLEB, a TakKe NofyvyeHne He no3gHee Yyem yepes 5
netT C paTbl 3akNiOYeHUMs OOroBopa O npefocTaBneHuMu cybcuaum paspelueHus Ha
npoBeaeHne POCCUNCKON opraHusaumen KNUHUYECKNX nccnegoBaHnn
paspabaTbiBaeMbIX NeKapCTBEHHbIX NpenapaToB NO YCTAaHOBMEHMIO nx 6e3o0nacHoOCTN 1
a(ppeKkTMBHOCTM ONsi nNauMeHTOB C onpedeneHHbiM 3aboneBaHnem nmbo no
yCTaHOBIIEHWNIO npoduUakTu4eckom appeKkTnBHOCTU paspabaTbiBaeMbIX
NMMYHOBMOSOrMYECKMX NiekapCTBEHHbBIX NpenapaToB AN 300POBbIX 40O6POBONbLLEB;

6) Ou3Hec-nnaH npoekTa COAEPXKUT [OaHHble O MONOXUTENbHbIX pe3ynbTaTax
Hay4YHbIX WCCreaoBaHUN OEWCTBYHOLLEro BellecTBa B cocTaBe paspabaTbiBaemoro
NeKkapCTBEHHOro npenapata Ha MoOAenbHbIX 0Ob0bekTax (KynbTypa  KMETOK,
N30NMpOBaHHAA KreTka, TKaHW, CYCMeH3Us BUPUOHOB, 6OuomMuweHb w©n  (Unun)
COOTBETCTBYIOLWAA MoAerb in Vitro);

B) MPOEKT He npegnonaraeT npoBedeHne LOOKAMHUYECKUX UCcnenoBaHum
NeKapCTBEHHbIX CpeacTB U (UNK)  KIMHUYECKUX UCcnefoBaHUA  NeKapCTBEHHOro
npenapaTta, B TOM 4uClie BOCMNPOM3BELEHHOrO, MNPWU HanuUyYnun B rOCyAapPCTBEHHOM
peecTpe NekapCTBEHHbIX CPEeACTB CBEAEHUN O 3aperncTpupoOBaHHbIX JIEKAaPCTBEHHbIX
npenapaTax ¢ MAEHTUYHBIM MEeXAYHaPOA4HbIM HeNAaTEHTOBAHHbIM HAMMEHOBAHMEM (MK
npu ero OTCYTCTBMU C COOTBETCTBYIOLNM XUMUYECKUM WU  PYNNMPOBOYHbBIM
HaMMeHOBaHMEM) Ha [AeHb nodadn [LOKYMEHTOB B COOTBETCTBMM C MNyHKTOM 9
HacTosawwmx Mpaeun;

r) NpoBeAeHne KNUHUYECKMX UCCreaoBaHnin paspabaTbiBAeMOro nekapcTBeHHOro
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npenapaTa ocyLlecTBnseTca Ha Tepputopun Poccumrckon defepaumm B KIIMHUYECKUX
NCCnegoBaTeNbCKUX LEHTpax, akkpeauToBaHHbIX MWHUCTEPCTBOM 34paBOOXpaHEeHUs
Poccuinckon ®egepaunu;

A) NPOEKT He npegnonaraeT ouHaHCMpoBaHne 13 BrooKeToB BIOPKETHON CUCTEMDI
Poccuiickon ®enepaunmn B COOTBETCTBMM C MHBIMW HOPMATMBHbIMU NPABOBbLIMU akTamu;

€) NPOEeKT HanpasfeH Ha AOCTMXEHWE Lenen, NpeayCMOTPEHHbIX MYyHKTOM 2
HacToawwmx MNpasun.

7. Cybcuama npedocTaBnsieTCd Ha  BO3MELLEHME  4acTu  (haKTU4eCcKu
OCyLlecCTBMNeHHbIX He paHee 1 aHBapsa 2015 r. n goKyMeHTanbHO NOATBEPXOEHHbIX
crneaywmnx 3aTpat poOCCUMCKOM OpraHu3aumun, CBA3aHHbIX C peanusauuen npoekTa,
npeaycMOTpeHHbIX BU3HeCc-NnaHoM NpoekTa:

a) Ha 3apaboTHyw nnaty paboTHMKOB POCCUMMACKOW OpraHuMsauuun, UMELLMX
BbiCLlee (hapMaLeBTU4eCcKoe, MeguuMHCKoe, ©Ouonormyeckoe unm  XMMu4eckoe
obpasoBaHue n (MNKn) yyeHyro cTeneHb KaHgmaaTa unm oKTopa Hayk U cTax paboThbl He
mMeHee 3 neT B ob6nactm pa3paboTKMm NeKapCTBEHHbIX CPeacTB, BKOYas
KOMMNEeHCAUNOHHbIE  BbINAaTbl W CTUMynVpylOWMe  BbiNnaTbl, a Takke Ha
BO3HArpaXxaeHusi N0 JOroBopam rpaXXaAaHCKO-NpaBOBOro XapakTepa, 3aKMYEeHHbIM C
PM3MYECKMMU L AMU U MHAUBUOYANbHBIMU NpeanpuHUMaTensamu, ynnaTy CTpaxoBbliX
B3HOCOB Ha obda3aTenbHOe MEHCMOHHOE CTpaxoBaHue, 0bsizaTenbHOe MeauUMHCKOe
CTpaxoBaHue, obsasaTenbHOE counanbHOe CTpaxOBaHME Ha CcryvYah BpPEMEHHOM
HeTpygocnocobHOCTM M B CBA3M C MaTEPUHCTBOM, 0b6si3aTenbHOe coumanbHoe
CTpaxoBaHME OT HEeCYaCTHbIX CllyYaeB Ha MPOM3BOACTBE W NpPodecCUoHanbHbIX
3aboneBaHun. lMpn aToM Ana pacyeta pasMepa BO3MELEHUS COOTBETCTBYHOLLMX
3aTpart yuuTbiBaeTCAa CymMMa cpegHen 3apaboTHoum nnatbl M (MNKM)  yKa3aHHbIX
BO3HarpaXXaeHun, He npeBbllawowas pasmep cpegHeMecssyYHOM HOMUHAIIbHOW
Ha4yncrneHHon 3apaboTHOM nnaTtbl PabOTHWKOB B LIESIOM MO 3KOHOMUKE CybbekTa
Poccunckon denepaummn, B KOTOPOM OCYLLECTBMSET CBOK OeSATEeNbHOCTb POCCUNCKas
opraHusauus;

6) Ha npuobpeTeHne Cbipbsl, pacxofHbIX MatepuanoB Ans HapaboTku obpasuos
pa3pabaTbiBaeMOro fiekapCTBEHHOro npenapaTa;

B) Ha npuobpeTeHne nabopaTopHbIX XMBOTHbLIX MU KOPMOB AS11 HUX, PACXOAHbIX
mMatepuanoB Ona  NPOBEAEHUs  KOMMMeKca  OOKMAMHUYECKUX  UCCreaoBaHUn
nekapcTteeHHoro cpenctaa (in vitro, in vivo);

r) Ha NpnobpeTeHne NekapCcTBEHHbIX NPenapaToB CPaBHEHUS,

A) Ha onnaTty oOKa3aHHbIX Ha Tepputopum Poccuinckon ®epepaumm ycnyr
CTOPOHHUX OpraHM3auuin no MNpPOBEAEHUID KOMMMEKca OOKIIMHUYECKUX UCCnenoBaHumn
nekapCcTBEHHOro cpeacTaa (in vitro, in vivo), nabopaTopHbIX, KNMHUKO-OMArHOCTUYECKNX
nccnegoBaHuin, 0bpaboTke MOMNyYEHHbIX KIUMHUYECKMX AaHHbIX, HapaboTke obpa3sLoB
paspabaTbiBaeMOro nekapCcTBEHHOro npenapata, a Takke Mo TPaHCNOPTUPOBKe
KNUHN4YEeCKMX obpasLoB;

e) No obs3aTeNbHOMY CTPaxXOBaHMIO XXU3HM N 300POBbS MAUMEHTOB, Y4aCTBYHOLMNX
B KIMMHUYECKNX NCCNeoBaHusX pa3pabaTbiBaeMoro nekapcTBeHHOro npenapara.

8. Cybecmanm npenocTaBnslOTCA Ha OCHOBaHUKM [OroBopa O MnpeaocTaBneHun
cybengmm, 3aknyeHHoro mexay MUHMCTEPCTBOM MPOMBILWSIEHHOCTU WM TOProBMuv
Poccurckon ®enepauumn n poccMmMCcKon opraHusaumen, npegycMaTpuBaroLLero:

a) uenu, ycnosusa n Nnopsaok NpeaocTaBneHnst cyocnanm;

6) cpokun nepeyncneHns cybcmanm;

B) o06s3aHHOCTE MuHMCTEpPCTBA NPOMBILNEHHOCTM U  Toproenu Poccurckon
degepaumm M OpraHoB roCyaapCTBEHHOrO (PMHAHCOBOrO KOHTPONS MNPOBOAUTb
NpoOBEPKN COBMIOAEHNA POCCUMACKON OpraHuMsaunen ycrioBuin, Lenen wun nopsigka
npeaocTaBneHnsa cybcnanm, yCTaHOBNEHHbIX JOrOBOPOM O npefocTaBneHum cybecmanm
n HacTtosiwmmu [MpaBunamu, U corrnacne pPOCCUUCKOM opraHusauMm Ha nposegeHune



Takux NPoBeEPOK;

) OTBETCTBEHHOCTb POCCUWCKOM OpraHuM3auuu 3a HEWUCNOSIHEHWE  unn
HeHaanexawee WCNONHEHNe NpUHATBIX 0693aTenbCTB, B TOM YMCAe MO LOCTMXKEHMUIO
3HayYeHun nokasartenen (MHANKaATOpPOB) peanuaaumm NpoekTa;

A) nNOopsiAoK BO3BpaTta WCMOMb30BaHHbIX  POCCUWUCKOWM OpraHusauven CymMwm
cybcngmm B criydae YCTaHOBMEHMSS MO UTOram npOBEpPOK, MNPeayCMOTPEHHbIX
nognyHKToOM "B" HacTosero nyHkTa, dpakta HapyleHWsa ycnosuu, Lerniern n nopsgka
npenocraBneHns cybcmanmn, yCTaHoOBEHHbIX JOrOBOPOM O npeaocTasneHnn cybcmanm
n Hactoswmmn lNpaBunamn, a Takke NOPsSAOK MPUMEHEHUS B Criydae HeOOCTUXKEHUS
YCTAHOBIEHHbIX 3HA4YeHWW nokasaTtenen (MHOMKATOPOB) peanuM3auun MNpPOEKTa,
NpegyCMOTPEHHbIX NOAMYHKTOM "3" HacTosAwWero nyHKTa, wrpadHbIX CaHKUWUA, pacyeT
pasmepa KOTOpbIX OCYLLECTBNAETCA corniacHo npunoxeHuio N 1;

€) YCrnoBMSA pacTOpXeHWss [oroBopa O npefoctaBneHun cybcuauun, BKMAYas
yCroBMe€ OOHOCTOPOHHEro pacTopXeHna MWHUCTEPCTBOM MNPOMbBILIIIEHHOCTN U
ToproBnun Poccuickon degepaumm aTOoro Jorosopa, B criydae npocpoYkuM UCNOSTHEHUS
POCCUNCKOM OpraHuM3aumen KOHTPOSIbHbIX COObITUA, NpPeayCMOTPEHHbIX MiaHOM-
rpadoukom peanusaumm npoekrta, 6onee yem Ha 18 mecsueB;

X) NopsAJoK, opma 1 CPoKN NpeacTaBfieHnst OTYETHOCTU O AOCTMXKEHUN 3HAYEHUN
nokasaTtenen (MHOAMKATOPOB) peanu3aumm npoekta M 06 oOcCywlecTBneHUn 3aTpar,
MCTOYHMKOM (PUHAHCOBOro obecneyvyeHns KOTOpbIX sBRsieTCcA cybcuaus, B TOM 4ucne
nopagoK  OCYLLeCTBNEeHUs  MPOBEpPKM  OOCTWXKEHUS  3HAYeHWW  rokasaTtenewn
(MHOMKaTOPOB) peanuaaunm NPoeKTa;

3) 3HayYeHUs No rogam cnefywwmMx nokasatenen (MHOMKATOPOB) peanusauuu
npoekTa:

yBenuyeHne obbema MWHBECTMLMMA B HayyHble UCCnefoBaHus, paspaboTku,
TEXHOSOrMYyeckne MHHoBauum u (UnnM) NepeBOOPYKEHNE NMPOU3BOACTBA NEeKapCTBEHHbIX
CpencTs;

nosiyyeHme He nosgHee 5 neT € AaTbl 3aKNOYEHNA LOroBopa O NpPeaoCTaBreHnn
cybemamm paspeLueHus Ha nposegeHve KNMUHWUYECKOro nccrnegoBaHuna
pa3pabaTbiBaeMOro fiekapCTBEHHOro npenapara no yCTaHoBEeHMO ero 6e3onacHoOCTU
N 9PPEKTUBHOCTM AN NaUMEHTOB C onpegeneHHbiM 3aboneBaHvem nmbo no
YCTaHOBJIEHNIO npodnnakTny4eckomn 3P PEKTUBHOCTH paspabaTbiBaemMoro
NMMYHOBNONOrMYECKOro NeKapCTBEHHOMO NpenapaTa A8 340PO0BbIX 4OOPOBOSLLEB;

n) cBeAeHMs 0 NokasaTensax (MHOMKaTopax) peanusaunn NnpoekTa, B TOM Yucne:

nnaH-rpaduk peanusaumm NpoekTa, BKYas KOHTPOMbHbIE COBLITUS U UHAMUKY
OOCTMXKEHUS 3HAYeHUI nokasaTenen (MHANKaTopoB) peanuaaumm NnpoekTa no rogam ero
peanusauuu;

UTOrM peanunsawmm NpoeKTa;

K) TpeboBaHMe BeLeHUs POCCUMIACKOW OpraHu3auuen pasgenbHoro yyerta 3artpar,
MCTOYHMKOM (prHAHCOBOro obecneyeHuns KoTopbix aBnseTca cybemans;

n) 3anpeT KOHBepTauuu B MHOCTPAHHYK BaroTy MNoSflydYeHHbIX U3 dedeparibHOro
GrogKeTa cpencTB, 3a MCKNIOYEHUEM Oonepauuin, OCyLeCcTBASEMbIX B COOTBETCTBUN C
BaniTHLIM 3akoHoaaTenbCcTBOM Poccuinckon depepaumm npu 3akynke (nocrasBke)
BbICOKOTEXHOMOMMYHOIO  MMMOPTHOrO O0OPYAOBaHUS, CbhipbA U KOMMNEKTYHOLWMX
n3gennn, a Takke CBA3aHHbIX C AOCTUMXEHWEM uenen npeaoctaBneHna 3Tux cpeacTts
WHbIX onepaunin, onpegeneHHbiX HacToawmmm MNMpasmunamu;

(nn. "n" B pea. MNoctaHosneHusa MNMpasutensctea PO ot 27.06.2016 N 585)

M) nepeyeHb 3aTpaT, Ha PuHaAHCOBOe obecrneyeHne KOTOpbIX NpeaocTaBnsieTcs
cybemans;

(nn. "m" BBeaeH lNoctaHoBneHnem lMNpaButensctea PP ot 27.06.2016 N 585)

H) nepeyvyeHb AOKYMEHTOB, NpeaocTaBnseMblX nonyyatenem cybcmamm rnaBHOMY
pacrnopsanTento cpeacTs henepanbHoro GogxeTa.
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(nn. "H" BBegeH NoctaHoBneHuem lNpasutensctea PO ot 27.06.2016 N 585)

9. [na 3aknw4yeHuss [OoroBopa O npegocTaBneHun cybecmanm poccuinckas
opraHusauus npegcrtasnsger B MUWHUCTEPCTBO MPOMBIWSIEHHOCTU W TOProBrv
Poccurickon ®epepaunn cnegyowme JOKYMEHTbI:

a) conposoauTeNibHOE MNUCbMO, MOAMNMUCAaHHOE pPYKOBOOUTENEM POCCUIACKON
opraHusauuu, ¢ ykasaHmeMm ee HauMeHoOBaHNA N PEKBU3NUTOB;

6) KonNuM yuypeanTenbHbIX AOKYMEHTOB, 3aBEPEHHbIE PYKOBOAUTENEM POCCUNCKOWN
opraHusauuu;

B) konua OusHec-nnaHa npoekTta C NfnaHoM-rpadpuKoM peanusaumm npoekTa,
BKMOYAKOLWMM CMEeTYy 3aTpaT Ha peanus3auuio npoekta Mo rogam, 3aBepeHHas
pykoBoauTeNnemM poCCUNCKON opraHusaunu;

r) Konusa BbINUCKM M3 EQMHOrO rocygapCTBEHHOrO peectpa puandeckux v,
BblJAHHON He paHee 2 MecsueB [0 OHS NpeacTaBreHns OOKYMEHTOB, 3aBepeHHasd B
YCTAHOBMEHHOM nMopsake (B cCnyyvyae HenpeacTtaBneHusi Takoro  [OOKYMeHTa
MwuHUCTEpPCTBO NPOMBILLIIEHHOCTU U Toproenu Poccuinckon depepauum 3anpawivsaeT
€ro CaMOCTOSATESbHO);

[4) crnpaska, nognucaHHas pykoBoAUTENEM pPOCCUNCKOM opraHu3aumm (UHbIM
YNONHOMOYEHHbLIM NMLIOM), NOATBEPXAAloLWas OTCYTCTBUE Y POCCUNCKON OpraHu3aumm
NPOCPOYEHHON 3aJ0SPKEHHOCTM MO ynnaTte Hamoro, cOOPOB M MHbIX 06A3aTENbHbIX
nnaTexen, noanexawmx ynnate B OwmpkeTbl OHmKeTHOM cucteMbl Poccuinckon
degepaumn, NO COCTOAHUIO HA NepBOE YUCIIO Mecsua, NpeilecTBYoLWero Mecsuy, B
KOTOPOM MiaHUpyeTCs 3akniyeHne 4orosopa 0 npegocraBneHnm cybengumm.

(nn. "a" BBegeH NoctaHoBneHvem lNpasutensctea PP ot 27.06.2016 N 585)

10. MwuHUCTEPCTBO NpPOMbILWINEHHOCTM U ToproBnu Poccuinckon depepaumm
perncTpupyeT OOKYMEHTbI, yKa3aHHble B nyHkTe 9 HacTtoswmx [lpasun, B nopsgke mnx
NOCTYNNEeHus.

11. MuHuCTEpCTBO MpOMBbLIWNEHHOCTN U ToproBnu Poccunckon Pepepauun
paccMmatpmBaeT B NOpsdKe MNOCTYNNEeHUs AOOKYMEHTbl, YyKas3aHHble B nyHKTe 9
HacToswmx [lMpaBun, n B TedeHne 20 kaneHgapHbIX AHEW CO OHA WX MOCTYMieHus
3aKr4yaeT C POCCUICKOM OpraHu3aLmen JoroBop o npeaocTaBneHnm cybcmanm Ha cpok
peanu3auun npoekta nmMbo oTkasbiBaeT (B NMCbMEHHOW (hopMe) B 3aKMOYEHMM TaKoro
[oroBopa B CfnyyYae HECOOTBETCTBMS NPEeLCTaBMEHHbIX [OKYMEHTOB MONOXEHNAM
NyHKTOB 2, 3, 5, 6 1 9 HacToawwmx NMpaswun.

12. Cybecunana npepocTaBnseTca Ha Bo3melleHne He 6onee 50 npoueHToB 3aTtpar
POCCUNCKOM OpraHmn3auuu, ykasaHHbIX B NyHKTe 7 HacTosAwwmx MNpasun.

13. [lna nonyyeHus cybcnamm poccuUnCcKMe opraHu3aumm He 4valle ogHoro pasa B
Mecay npeacTtasnsaloT B MUHUCTEPCTBO MPOMBILWNIEHHOCTU U TOproBnn Poccunckon
degepaumn  3asBneHMe O npegocTaBneHMn cybeuaumn  (ganee - 3asiBreHue),
COCTaBIieHHOEe B MPOWU3BONbLHON hOpMe U NoAnuMCaHHOEe PYKOBOAUTESNIEM POCCUNCKOMN
opraHusauuu, u cneayrowme AOKyMEHTbI:

(B pea. MNMoctaHoBneHus lMNpasutensctea PO o1 27.06.2016 N 585)

a) Konum OOroBOPOB U MEPBUYHBIX YYETHbIX AOKYMEHTOB (CYETOB-(haKTyp, akToB
cAa4vn-npueMKN BbINOMNHEHHbIX paboT, TOBapHbIX HAaKNagHbIX, NNaTEXHbIX BEAOMOCTEN,
OOKYMEHTOB, NOATBEPXAAKOLWMUX  YMCIIEHHOCTb  OCHOBHOMO M MPUBMEYEHHOTO
nccnegoBaTenbCkoro U NPOU3BOACTBEHHOrO  MepcoHana),  NoATBepXAarLwmx
OCYLLECTBMEHNEe 3aTpaT, YKasaHHbIX B MyHKTe 7 HacToswwmx [lpaBun, 3aBepeHHble
POCCUNCKOM OpraHnsauuen B yCTaHOBIIEHHOM NOPSAKE;

0) cnpaBka, nognucaHHasi PyKOBOAUTENEM U NaBHbIM OyXranTepoM POCCUICKOMN
opraHusauuu, o TOM, YTO 3Ta OpraHu3auus He HaxoguTCa B CTaguu peopraHusauumu,
GaHKpOTCTBaA, §WKBMAAUUMM WU HE MMEeeT OrpaHUWYeHUn Ha  OCyllecTBNeHue
XO3SAMCTBEHHOWN AEATENbHOCTY;

B) ChnpaBKka HanoroBoro opraHa, NoarBepXxgatowasi OTCYTCTBME Y POCCUICKOWN


consultantplus://offline/ref=E27817FBF47223CFBE7703CB2346C44289AF6CB74A3FF739E42D066440B603DEB04EFAD48F4D0C5Bt9gCJ
consultantplus://offline/ref=E27817FBF47223CFBE7703CB2346C44289AF6CB74A3FF739E42D066440B603DEB04EFAD48F4D0C5Bt9gFJ
consultantplus://offline/ref=E27817FBF47223CFBE7703CB2346C44289AF6CB74A3FF739E42D066440B603DEB04EFAD48F4D0C5Bt9g0J

opraHu3auun nNpOCPOYEHHON 3a40SMKEHHOCTM MO ynnaTte Hanoro, COOPOB M WUHbIX
obs3aTenbHbIX NNaTexen, nognexawux ynnate B OaKeTbl OHOOXKEeTHOM CUCTEMBbI
Poccunckon ®epepauuun, He paHee 4YeM Ha MepBOE YUCMO TpeTbero Mecsaua,
npegLlwecTBYOWEro Mecdaly, B KOTOPOM MMaHUPyeTcs MNPUHATUE pPELLUEHUS O
npegocTaBneHnn cybcumaumn, B COOTBETCTBUM C 3akoHodaTenbCTBOM Poccuiickon
denepaumn, 3aBepeHHasi B yCTaHOBMEHHOM nopsigke (B criyyae HenpeacTaBrieHus
Takoro [JokymeHTa MuWHUCTEPCTBO NPOMBIWIIEHHOCTM W Toproenu Poccurckon
degepaummn 3anpalumBaeT ero CaMoCTOSATENBHO);

(B pea. MNMoctaHoeneHus NMpasutensctea PO ot 27.06.2016 N 585)

r) cnpaeka, noanMcaHHasi pykoBogMTENeM W rNaBHbIM OyxranTepoMm W
CKpenrieHHas nevyatbid POCCUMUCKOM oOpraHu3auuu (Npu Hammyum), C yKasaHuem
GaHKOBCKMX PEKBU3UTOB pacHETHbIX CHETOB 3TOW OpraHM3aumun, Ha KOTopble B Cryyae
NPUHATUSA NONOXUTENBHOrO pelweHnsa byget nepeyvncrneHa cybenauns;

A) cnpaBka, nognucaHHas pykoBoguTenem W rnaBHbiM  Oyxrantepom u
CKpenneHHas nevaTtbld POCCUMCKOW opraHu3aumm (Npyv Hanu4mm), noareepXxpatoas
HenoslyyeHne aTOW opraHuMsaunen mn3 OrokeToB BOHOLKETHONM cucTtembl Poccuimnckon
degepaumn kKoMnNeHcaunmn 3aTpaT, YKasaHHbIX B NyHKTe 7 HacToawmx MNpasun;

e) ytpatun cuny. - NoctaHoBnexue MNpasutensctea P® ot 27.06.2016 N 585;

X) cnpaska, noanucaHHasi pykoBoguTenemM pPOCCUWUCKOM oOpraHusdauuMmM o xoge
OOCTMXKEHUS 3HaYeHU nokasaTtenen (MHANKaAToOpoB) peanuaawmm NpoeKkTa;

3) KoMnA  paspelleHns Ha NpoBefdeHue  KIIMHMYECKOro  uccrnegoBaHus
pa3pabaTbiBaeMoOro fnekapcTBEHHOro npenaparta, BblgaHHOro  MuHUCTEPCTBOM
3gpaBooxpaHeHuss Poccunckon depepauuun, - B Crydae BO3MeLUeHUs 3atpar,
npegycMOTPeHHbIX noanyHkTamu "r" - "e" nyHkTta 7 HacTtodawwmx NMpasun;

n) pacyet cybcuamm Ha BO3MELLEHME CBA3aHHbIX C peanu3auuen npoekta 3aTtpar
POCCUNCKOM  OpraHuM3aumMm Ha 3apaboTHyl nnaty paboTHMKOB  POCCUMCKON
opraHusauuun, nmerLmnx BbiCclLee apmaueBTnyeckoe, MeamumHckoe, bruonornyeckoe
UM Xxmmmyeckoe obpasoBaHue U (MNK) y4eHyro CTeNeHb KaHauaaTa unm OoKTopa Hayk
n ctax paboTbl He MeHee 3 neT B obnactu pa3paboTKn NnekapCTBEHHbLIX CPEACTB, a
TakKe Ha BO3HarpaXxgeHus no [oroBopam rpaxgaHCKO-NpaBOBOro Xapakrepa,
3aKMYeHHbIM C PU3MYECKMMU NYLaMu U MHOMBUOYaANbHBIMU NpeanpuHUMaTensamu,
ynnaTy CTpaxoBblX B3HOCOB Ha 006s3aTenbHOE coumarnbHoe CTpaxoBaHue no opme
cornacHo npunoxexuuto N 2, n (unn) pacyet cybcmamm Ha BO3MELLEHNE CBSA3@HHbIX C
peanu3aumen npoekrta 3aTpaT POCCUNCKOW OpraHM3auuMm Ha npuobpeTeHue Cbipbs,
pacxogHblXx  MaTepuanoB  ans Hapabotkm  obpasuoB  paspabaTtbiBaemoro
nekapcTBeHHOro npenapata no dgopme cornacHo npunoxenuio N 3, un (unu) pacyer
cybcmamm Ha BO3MeELLEHME CBSA3aHHbIX C peanu3aumen npoekta 3aTpaT POCCUNCKON
opraHuMsauun Ha npuobpeTeHne nabopaTopHbIX >XMBOTHLIX WM KOPMOB ANSA  HUX,
pacxogHblX MaTepuanoB Afs NPOBeAEeHUA KOMMIeKkca OOKMMHUYECKUX uccregoBaHun
nekapcteeHHoro cpeactsa (in vitro, in vivo) no ¢opme cornacHo npunoxeHuto N 4, n
(unn) pacdeT cybcmanmn Ha BO3MELLEHWE CBSA3aHHbIX C peanu3auuen npoekta 3aTpar
POCCUNCKOM OpraHusauum Ha npuobpeTeHne neKkapCTBEHHbIX MpenapaTtoB CpaBHEHUS
no ¢opme cornacHo npunoxexnuto N 5, n (unn) pacyeTr cybcugmm Ha BoO3MeLLeHue
CBA3aHHbLIX C peanusauuen npoekrta 3aTtpaT POCCUMUCKOW OpraHuMsauuuM Ha onnarty
OKa3aHHbIX Ha Tepputopun Poccunckon denepaumm ycnyr CTOPOHHUX OpraHu3aumi no
NPOBEOEHMIO KOMMEKCa AOKIMHMUYECKMX UCCNeaoBaHNN NekapCTBEHHOro cpeacTaa (in
vitro, in vivo), nabopaTopHbIX, KIMHUKO-ANArHOCTUYECKMX MccnenoBaHuin, obpaboTtke
NOSTYYEHHbIX KIWMHUYECKUX [AaHHbIX, HapaboTke ob6pa3uoB paspabaTbiBaemoro
nekapCTBEHHOro npenapara, a Takke Nno TPaHCMOPTUPOBKE KNMHUYECKMX obpasuoB no
dopme cornacHo npunoxenHmto N 6, n (unn) pacyer cybeuamm Ha BO3MeELLEHME
CBA3aHHbIX C peanu3auuen npoekTa 3aTpaT pPOCCUMCKOW opraHusauuu no
0bs3aTenbHOMY CTPaxOBaHUIO XU3HW W 340POBbS NALMEHTOB, Y4YacTBYHOLMX B
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KNMMHUYECKMX nccrneaoBaHuax paspabaTtbiBaemMoro nekapCTBEHHOro npenaparta, Mo
dopme cornacHo npunoxexuo N 7.

13(1). He nosgHee 5 anpena n 5 okTabpsa Tekywero kaneHgapHoOro roga
poccuickass opraHusaunsa npeacrtaBngetr B MWHUCTEPCTBO MNPOMBILWNAEHHOCTU U
Toproenu Poccurckon denepauuu:

a) otyeT 06 ocyLlecTBreHUN 3aTpaT B pamKax peanusauumn npoekta, UCTOYHUKOM
uHaHcoBOro obecneyeHns KOTOpbIX SABNAeTca cybcuausa, no d¢opme CorfnacHo
npunoxeHunto N 8;

6) cnpaBky, NOANUCaHHYK PYKOBOAMTENEM POCCUIACKOM OpraHusaumm, O xoae
OOCTUXKEHMSA NNaHOBbIX Noka3aTenen (MHANKaTopoB) peanu3aumm NpoekKTa;

B) UHblE OTYETbI, NPEAYCMOTPEHHbIE OrOBOPOM O NpeaocTaBneHnn cyécnguu.

(n. 13.1 BBeaeH lNoctaHoBneHnem lNpaButensctea P® ot 27.06.2016 N 585)

14. MwuHuUCTEPCTBO MPOMBLILWNEHHOCTM U ToproBnu Poccunckon Pepepauuu
perncTpupyeT 3asiBNieHne U AOKYMEHTbl, NpeAcTaBfeHHble B COOTBETCTBUU C MYHKTOM
13 HacTtoswwmx Mpasur, B nopsake Ux NnocTynneHus.

3asBreHusa paccmaTpmBaloTCs B NopsaKe NOCTYNNEeHUs.

15. MWHUCTEPCTBO MpPOMbIWNEHHOCTM U ToproBnu Poccuinckon depepaumm
npoBepsieT MOMHOTY U LOCTOBEPHOCTb CBEAEHWUN, CoOepXaluxcs B MpeacTaBrneHHbIX
POCCUNCKOM OpraHusaumen LOOKYMeHTax, MX COOTBETCTBME MONMOXEHUSAM nyHKTa 13
HacTosAwmx MpaBun 1 ycrnosuam gorosopa O npegoctaBneHun cybecnamm u B TedeHne
60 kaneHgapHbIX AHEW NpUHMMAaET pelueHue O npegocTasBneHun cybenaum nmbo o6
oTKase B NpefocTaBreHnmn cybcmamm.

16. OcHoBaHMsIMM ON1S OTKa3a B NpegocTaBneHnn cybecnamm asnaoTcs:

a) HecoOTBeTCTBME nNpeACTaBfeHHbIX [OKYMEHTOB MOMoXeHnam nyHkta 13
HacTosAwmx NMpasun 1 ycnosnam JoroBopa o npeaocTaBneHnn cybenaum;

0) Hanuuve B nMpeacTaBneHHbIX [OOKYMEHTaX HEeMnosiHbIX W HeaoCTOBEPHbIX
CBEOEHUN;

B) HegoCTaTOK JNUMUTOB OOIKETHbIX 0053aTenbCTB, YTBEPXOEHHbIX B
yCTaHOBIIEHHOM nopsgke MuHUCTepPCTBY MPOMBIWNEHHOCTU U ToproBnn Poccumnckon
degepaunn Ha uenn, NpeaycMoTpeHHbIe NYHKTOM 1 HacTosawmx Mpasunm;

r) yctaHoBneHue dakta HeMCnonHEHMS POCCUCKOM opraHu3dauuen busHec-nnaHa
n (Mnn) nnada-rpacduka peanu3aumm NpoekTa, BKIKYas KOHTPOSibHblE COObITUS ero
peanusauuu.

17. MWHUCTEPCTBO MNpPOMbILWMEHHOCTN U ToproBnu Poccuinckon Pegepauum B
TedyeHve 10 kaneHOapHbIX OHEW CO [OHA NPUHATUS pelleHns O npeaocTaBrieHun
cybengmm nnu o6 oTkase B npepocTaBrieHMn cybeuamm yBegomnsieT (B NMUCbMEHHOM
doopme) pOCCUNCKYIO OpraHN3aLmio O NPUHATOM PeLLEHUN.

18. lMepeuncneHve cybcmanm OCyLLECTBNSETCA B YCTAHOBMEHHOM Mopsake Ha
pacyeTHbIN CYET POCCUNCKOM OpraHu3auuu, OTKPbITbIN B KPeOUTHOW OpraHusauuu, He
nosgHee 4yem 4yepe3 25 kaneHgapHblX OHEW CO [OHA MPUHATUS pelleHna o
npegocTaBneHun cybeunaun.

(n. 18 B pea. MNoctaHoBneHusa MNMpasutensctea PO o1 27.06.2016 N 585)

19. B cnyyae ycTaHOBNeHUs (pakToB HapyLleHWa YCrnoBuin MNpefocTaBneHus
cybcmamm  poccuinckaa  opraHmsaums  obs3aHa  BO3BpaTUTb  COOTBETCTBYHOLUME
OEHexXHble cpeacTea B foxoa denepansHoro 6ogpkerta B TedeHme 10 paboumx gHewn co
OHSA NonyyeHnss cooTBeTcTByoWwero tpeboBaHnsa MuHUCTEpPCTBa MPOMBILLNIEHHOCTU U
ToproBnn  Poccuirckon — degepaumun,  HanpasfieHHOro0  3akasHblM  MOYTOBLIM
OTnpaBfneHnem c yBeJOMNIEHNEM O BPYyYEHUN.

(B pea. MNMoctaHoBneHus MNpasutensctea PO ot 27.06.2016 N 585)

B cnyyae ecnu no utoram peanusaumMm npoekta XoTs Obl OOHO M3 3HaYEeHWN
nokasatenen (MHOMKATOPOB) peanu3auun MNpoekTa, yKasaHHbIX B [JOroBope o
npegoctasneHnn cybeumamn, coctasnser MeHee 100 NpoOUEHTOB  3HaYeHUS,
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3a51BNEHHOrO B NPOEKTe N onpeneneHHoro JOroBOpoM O npefoctasneHmm cybengmm, K
POCCUNCKOM OpraHMsaumm MNpUMEHAIOTCS LWTpaHbIE CaHKUMKW, pacdeT pasmepa
KOTOpbIX ocyLlecTBnsgeTcs cornacHo npunoxeHno N 1 kK HacToswmm Npasunam.

20. NHdopmaums 0 pasmepax U cpokax nepeyncneHus cybcmaum yumtbiBaeTcs
MwuHUCTEPCTBOM MpOMBbILWNEHHOCTM U ToproBnu Poccuinckon ®epepaumm  npu
dopMUpOBaHMM  MPOrHO3a KacCoBblX BbiMMaT U3  dedepanbHoro  OrogkeTa,
HeobxoQMMOro Ana CcocCTaBfeHuss B YCTAHOBMEHHOM MOPSAKE KacCOBOro nMnaHa
NcnonHeHnsa enepansHoro 6ogxeTa.

21. He wucnonb3oBaHHbIN B OTYETHOM (UHAHCOBOM rody OCTaToK cybcuamm
noanexuT Bo3epaTy B goxod denepansHoro dogpketa B Tekywem (oMHaHCOBOM rofy B
nopsigke,  NpeaycMOTPEHHOM  BHOMKEeTHbIM  3akoHogaTenbCTBOM  Poccuickon
degepaumn, B criydasix, yCTaHOBSIEHHbIX AOrOBOPOM O NpeaoCcTaBneHnmn cyocnaunm.

22. MnHMCTEpCTBO NPOMbIWIIEHHOCTU U ToproBnun Poccuiickon depepaumm wm
defepanbHbI OpraH  WUCMOSTHATESNTbHOW  BNAcTW, OCYLLUECTBAAOLWMA  (PYHKUMK  NO
KOHTPOMO M HaA3opy B PMHAHCOBO-OLOAXKETHOM chepe, OCYLLECTBNAOT KOHTPOSb 3a
cobnogeHneM  pOCCUMCKMMW  OpraHu3auMsiMum  yCnoBuKW, Uenenm U1 nopsiaka
npegocTaBnexHus cyécnani.

(8 pea. MNMoctaHoBneHus MNMpasutenbctea PO o1 25.05.2016 N 464)
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MpunoxeHne N 1

Kk MpaBunam npegocTaBneHuns
cybemani n3 oegepanbHoOro
GromkeTa pOCCUNCKUM OpraHm3aumsam
Ha BO3MELLIEHNE YacTu 3aTpaT
Ha peanusaunio NPOeKToB

Nno pa3paboTke CXOXMX

no papmakoTepaneBTUY4ECKOMY
OENCTBUIO N YNYYLLEHHbIX
aHanoroe MHHOBALMOHHbIX
NleKapCTBEHHbIX NpenapaToB

PACYET PASMEPA LUTPA®HbIX CAHKLIMN

Pa3mep wrtpadHbix caHkumm (Teic. pybnen) (A) onpegenseTcs no opmyne:
n
A= ZAi ,
i=1

ana D; #0: Ai=(1-di/D)xKxVnpn d; <D,

Ai=0andi>Di

anabDi=0 A=0
(M ecnun He NpeayCcMOTPEHO

3HayeHue nokasartens (MHaMkatopa)
peanu3aunmn NpoeKkTa Ha OTYETHbLIN

nepuon)

roe:

A - obLas cymma wTpadHbIX CaHKUMI 3a OTYETHBIN nepuog (TbiC. pybnen);

Ai - BKnag i-ro nokasartensa (MHAMKaTopa) peanusauuu npoekta B oOLLy0 Cymmy
WTPaHbIX caHKumm (Tbic. pybnen);

di - OOCTUrHYTOE 3HayeHue i-ro nokasartens (MHOMKaTopa) peanu3auun NpoekTa,
YKa3aHHOro B [OroBOpe O NpeaocTaBfeHun cybcuaumn, Ha gaTy OKOHYaHWUs CpokKa
peanusauumn NpoekKTa;

D; - nnaHoBOe 3HadeHwe i-ro nokasartensa (MHOuKaTopa) peanusauuun MpoekTa,
yKa3aHHOro B JOroBope o npeaocTaBneHnn cybcnamm;

V - obbem cpeacts denepanbHoro Grookera, MCNOMb30BaHHbLIX OpraHM3aumen -
nonyyatenem cyocumoum B pamkax peanusauuum npoekTa Ha AaTy OKOH4YaHWA cpoka
peanusauuu npoekTa (Tbic. pybnen);

Ki - BecoBomn KO3(pMUNEHT 3HaA4YEHNS i-r0 nNokasatensa (MHAMKaTtopa) peanusaumm
NPOEeKTa, YKa3aHHbI B JOroOBOpE O NpeAocTaBneHnm cybecnanm;

N - KONMYeCTBO nokasaTenen (MHAMKaTOPOB) peanu3aunn NpoekTa, ykasaHHoe B
A0roBope 0 npefocTasneHnn cybcmamm.

MpunoxeHne N 2



Kk MpaBunam npegocraBneHuns
cybengunin ns pegepansHoro
BrogkeTa pOCCUNCKMM OpraHm3aumam
Ha BO3MeLLieHMe YacTu 3aTpar

Ha peanusaunio NPOEeKToB

Nno pa3paboTKe CXOXNX

no papmakoTepaneBTUYeCcKoMy
OENCTBUIO N YNyYLLEHHbIX

aHarnoroe MHHOBALMOHHbIX
NeKapCTBEHHbIX NpenapaTos

(cbopma)
PACUET
cy®OCcuanmM Ha BOBMENIEHMVE CBS3aHHBEIX C peajiM3alyren npoekTa
" " 3aTpaT POCCUMCKOM OpraHM3aluuM Ha 3apaboTHYy IJIaTy
PabOTHUKOB POCCUMCKOM OpTaHM3alMVM, KVMELIMX BHCIEee
bapmMaueBTHUECKOE, MEOULMHCKOEe, OMOJIOTUMUYECKOE WJIM XUMUUECKOoe
obpaszoBaHMe U (MJIM) YydUeHyl CTeleHb KaHIOuIaTa MIM OOKTOopa
HayK M cTax paboTel He MeHee 3 JjieT B obJjlacTu paszpaboTKu
JIEKAPCTBEHHEIX CPENCTB, a TakKXe Ha BO3HAT'PaXIeHUS
10 IOTOBOPAaM TPaXIaHCKO-IPAaBOBOTO XapaKTepa, 3aKJIoUueHHBM
C @)MBMT{@CKI/IMI/I JIMLaMM M VMHIUBWIOYAJIbHBIMU Hpe,D;HpI/IHI/IMaTe.HHMV[,
YIJIATY CTPaxOBHIX B3HOCOB Ha of0d3aTejibHOE CoLMalJibHOe
CTpaxoBaHMe 3a pacueTHel nepmoxm c " " 201  r.
no " " 201  r.
(TeIC. pPyOJen)
HomkHocT | 3apaboTtHas nnata no | Koadduune Pacxogbl Ha CrtpaxoBbl | KomneHca Paswmep
b AOOJMPKHOCTU 3a HT 3apa60THyro nnaty | € B3HOCbI LIMOHHbIE, Cy6CI/ID,I/Il/I
paboTHMKa | pacdeTHbIN Nepunog, | Mcnonb3oBa unu ctumynupy | ((rp- 4 +5 +
BO3HarpaxageHua no HUA BO3HarpaxgeHua owmne n 6) X 0,5)
aorosopam pa6oqero no gorosopam npo4yune
rpaxgaHcko- BpemMeHun rpaxgaHckKo- BbiNnaTbl
NpaBOBOro xapakrepa npaBoOBOro
3a paCHeTHbIVI Xapakrtepa
nepuoa
1 2 3 4 5 6 7
nTOoro
PyKOBOIOMTEJL OpTaHM3aluu
(mopmnmce) (b.m.0.)
T'yaBHEIM OyxTajTep
(mommnmceo) (b.m.0.)

Hara "

M.II.

" 201 1.




MpunoxeHne N 3

k MpaBunam npegocraBneHns
cybemann ns coegepanbHoro
GrogkeTa pOCCUMINCKMM OpraHM3aumsm
Ha BO3MELLEHME YacTu 3aTpaT
Ha peanunsauuio NPOEKTOB

no paspaboTke CXOXNX

no oapmMakoTepaneBTU4eCKoMy
AENCTBUIO N yIYyYLUEHHbIX
aHanoros MHHOBALMOHHbIX
neKapcTBEHHbIX NpenapaToB

(dbopma)
PACUET
cybcuony Ha BO3MeElleHMEe CBSI3aHHEX C peajiMs3alMel IpoeKTa
" " 3aTpaT POCCUMMCKOM OpraHM3alMM Ha IpuobpeTeHMe
CBIPbSA, PACXOIHEIX MaTepuaJsioB IJjid HapaboTku oOpasloB
pas3pabaTEBAeMOTO JIEKAPCTBEHHOT'O IIpernapaTa 3a pPacCYeTHHM
nepuon c " " 201 r. nmo " " 201 r.
(TeIC. pPyOJen)
KoHcynbpTaHTIIIOC : NpUMedYaHMKe.
Hymepauma rpad B Tabiamuue naHa COOTBETCTBMM C OQMUMAJIBHEIM TEKCTOM
OOKYMEHTa .
Homep 1 pata Cymma Mpeometr | HanmeHoBaHue Cymma nnatexen no Pasmep
Joroeopa Jorosopa Joroeopa pacxoAHbIX OOroBOpYy 3a pacyeTHbIn | cybemamm (rp. 6
MaTepuarnos nepuoa x 0,5)
1 2 3 4 6 7
NTOro
PyKOBOOMTEJIb OPTaHM3aALMM
(momnmce) (b.m.0.)
I'nmaBHEM OyxTajnTep
(nmopmnmuce) (b.m.0.)

,HaTa H_H

M.II.

201




PACUET
cybcumny Ha BO3MelleHMEe CBA3aHHEIX C peajmM3alMel NpoeKTa
" " 3aTpaT POCCUMCKOM OpraHM3aLUM Ha OIpuobpeTeHue
71a00PaTOPHEIX XMBOTHEIX M KOPMOB IJIS HMX, PaCXOIHHX MaTepualioB
IJIs IPOBEHEeHMsS KOMIIJIEKCa HOOKJIMHMUYECKMX MCCIIeIOBaHUM

JIEKAaPCTBEHHOTO CpencTBa (in

vitro,

nepuon c " " 201 r. mo

MpunoxeHne N 4

k MpaBunam npegocraBneHns
cybemann ns coegepanbHoro
GrogkeTa pOCCUMINCKMM OpraHM3aumsm
Ha BO3MELLEHME YacTu 3aTpaT
Ha peanunsauuio NPOEKTOB

no paspaboTke CXOXNX

no oapmMakoTepaneBTU4eCKoMy
AENCTBUIO N yIYyYLUEHHbIX
aHanoros MHHOBALMOHHbIX
neKapcTBEHHbIX NpenapaToB

(dpopma)

in vivo) 3a pacueTHBM
" " 201 P

(TBIC . pPyOJEN)

KoHcynbpTaHTIIIOC : NpUMedYaHMKe.
Hymepauua rpad B Tabiauie naHa B
OOKYyMEHTA.

COOTBETCTBUMA C O@MHM&HBHHM TEeKCTOM

Homep 1 pata Cymma Mpeaomet HanmeHoBaHus Cymma nnatexen Paswmep
porosopa Jorosopa | goroBopa | fnlabopaTopHbIX XUBOTHbIX, no JOrosopy 3a cybeuamm (rp.
KOPMOB, pacxogHbIX pacyeTHbIN nepuoa 6 x 0,5)
Marepuanos
1 2 3 4 6 7
NTOro
PyKOBOﬂMTeHb OopraHmn3aumnm
(momnmce) (b.m.0.)
I'nmaBHEM OyxTajnTep
(mommmceo) (b.m.0.)

Hara " " 201 1.

M.II.




MpunoxeHne N 5

k MpaBunam npegocraBneHns
cybemann ns coegepanbHoro
GrogkeTa pOCCUMINCKMM OpraHM3aumsm
Ha BO3MELLEHME YacTu 3aTpaT
Ha peanunsauuio NPOEKTOB

no paspaboTke CXOXNX

no oapmMakoTepaneBTU4eCKoMy
AENCTBUIO N YIyYLUEHHbIX
aHanoros MHHOBALMOHHbIX
neKapcTBEHHbIX NpenapaToB

(dpopma)

PACUET
cybcumny Ha BO3MelleHMEe CBA3aHHEIX C peajmM3alMel NpoeKTa
" " 3aTpaT POCCUMCKOM OpraHM3aLUM Ha OIpuobpeTeHue
JIEKAPCTBEHHBIX IperapaToB CPAaBHEHMSI 3a PaCUYeTHBEM Nepuo

c " " 201 v. mo " " 201 .
(TeIC. pyOJen)
Homep n garta Cymma Mpeamer HanmeHoBaHue Cymma nnatexen no Pa3wvep
gorosopa Joroeopa | Qfgorosopa neKkapCTBEHHOro | AOroBOPY 3a pacyeTHbIV | cybenamm (rp. 6
npenapaTta nepuog x 0,5)
1 2 3 4 5 6

NTOro

PyxkoronouTesb OpraHMn3almnumn

(mopmnmce) (b.m.0.)

T'yaBHBEIM OyxTajTep

(nmopmnmuce) (b.m.0.)

Hara " " 201 .

M.II.



cpencrra
UCccJenoBaHul,

PACUET

MpunoxeHne N 6
K NMpaBunam npegocTaBneHns
cybengmii ns pegepansHoro
GrogeTa pOCCMNCKMM OpraHM3aumsm
Ha BO3MeLLEeHMe YacTu 3aTpar

Ha peanusaunio NPOEKTOB

no pa3paboTKke CXOXMX
no dpapmakoTepaneBTU4ECKOMY
AENCTBUIO N yITyYLUEHHbIX
aHanoroB MHHOBALMOHHbIX
NeKapCTBEHHbIX NpenapaToB

cyBcuony Ha BOBMElleHMEe CBSA3aHHEX C peajus3aluyM IPoeKTa

" 3aTpaT POCCUMCKOM OpraHM3alMM Ha OIJlaTy OKas3aHHHBIX
Ha TeppuTopun Poccurckol delepalyuy YCJyI' CTOPOHHUX OpIaHM3aluy
10 NPOBENEHMI0 KOMILJIEKCA HOOKJIMHUUECKUX MCCIJIENOBAHUM JIEKAPCTBEHHOTO

(in vitro,

in vivo),

J1abOpPaTOPHHX,

KIIMHUKO—IOIMAarHOCTUUYE CKIUX
O@pa@OTKe TIIOJIYYEHHEIX KJIIMHUUYECKUMX ITaHHBEIX,

HapaboTke o06pasLoB paspabaTelBaeMOI'O JIEKAPCTBEHHOI'O

(cpopma)

nperapaTa, a TakKXe I[I0 TPaHCIOPTUMPOBKE KIIMHUMUECKUX
obpasuoB 3a pacueTHBl nepmuom ¢ " " 201 .
no " " 201 .
(TBIC . pPyOJEN)

Howmep 1 HanmeHoBaHue Cymma Mpeamet | HammeHoBaHne | Cymma nnatexemn Paswmep

narta noapsaHom JoroBopa | goroBopa | ycnyru (Lenesoe | no AOroBopy 3a cybeunamm
Jorosopa opraHusaumm Ha3HayeHne pacyeTHbIN (rp. 6 x0,5)

ycnyrn) nepuoa
1 2 3 4 5 6 7
NTOro
PyKOBOJIVITeJ'Ib OopraHmn3aumnm
(momnmce) (b.m.0.)
I'nmaBHEM OyxTajnTep
(nmopmnmuce) (b.m.0.)

Hata "

M.II.

201

.




PACUET
cybcuauy Ha BO3MELIeHMe CBA3AaHHEIX C peanms3aumum npoexkra "

MpunoxeHne N 7

k MpaBunam npegocraBneHns
cybemann ns coegepanbHoro
GrogkeTa pOCCUMINCKMM OpraHM3aumsm
Ha BO3MELLEHME YacTu 3aTpaT
Ha peanunsauuio NPOEKTOB

no paspaboTke CXOXNX

no oapmMakoTepaneBTU4eCKoMy
AENCTBUIO N YIyYLUEHHbIX
aHanoros MHHOBALMOHHbIX
neKapcTBEHHbIX NpenapaToB

(dpopma)

3aTpaT POCCUMCKOM OpraHM3alUuM IO O0043aTeJIbHOMY CTPaxXOBaHMIO

XKUSHM M 3O0POBHA IAUMEHTOB,

YYacCTBYRIMX B KIJIIMHNYUECKUX

MCCIIeNOBAHMAX paspabaTHBaeMOTO JIEKAPCTBEHHOTO [Ipernapara,

3a pacueTHBl nepmom c " " 201 r.
no " 201 .
(TelC . pPyOJeN)
Homep n pata HanmeHoBaHue Mpeaomet Pa3smep ctpaxoBou Pasmep cybcuaum
[oroeopa CTPaxoBoOM poroeopa npeMun nNo 4oroBopy (rp. 4 x0,5)
06sa3aTenbHOro KOMMNaHum 06sa3aTenbHOro
CTpaxoBaHus CTpaxoBaHus
1 2 3 4 5
NTOro
PyKOBOﬂMTeHb OpraHMn3almnum
(mopmnmce) (b.m.0.)
T'yaBHEIM OyxTajTep
(mommmceo) (b.m.0.)
IaTta " " 201 r.

M.II.




(BBeaeH NMNoctaHoBneHnem MNpaButensctea PP ot 27.06.2016 N 585)

Cnuncok n3aMeHsIoLWLNX OOKYMEHTOB

OTUET
06 OCyWEeCTBJIEHMM 3aTpaT B paMKax peanm3aumum npoexkta "
VCTOYHMKOM OMHAHCOBOTO OOEeCHedUeHMsa KOTOPBIX ABJSeTCsS Ccybcuamsa

MpunoxeHne N 8
k MpaBunam npegocraBneHns
cybemann ns coegepanbHoro
GrogkeTa pOCCUMINCKMM OpraHM3aumsm
Ha BO3MELLEHME YacTu 3aTpaT
Ha peanunsauuio NPOEKTOB

no paspaboTke CXOXNX

no oapmMakoTepaneBTU4eCKoMy
AENCTBUIO N yIYyYLUEHHbIX
aHanoros MHHOBALMOHHbIX
neKapcTBEHHbIX NpenapaToB

"
4

HaumeHoB Ob6Bbem HanmeHoBanune |lpeamer| PekBuauTbl PekBuantbl | daktmnyeck
aHue dakTnyeckn opraHusauui, ¢ | 4OroBop | [OOKyMEHTa, NMaTEeXHOro | 1 onfayeHo
pacxodoB | NMPOU3BEAEHHbIX KOTOPbIMM a ABNAOLLErocs | MopyyeHust
pacxoaoB 3aKMoYeHbI OCHOBaHMEM
O0roBoOpbI, AaThl U ans
HOMepa Takux nepedncrneHn
[OroBOpoB S cpeacrTs
1 2 3 4 5 6 7
BCEro,
B TOM Yucne no
cTaTbsiM
pacxoaoB:
PyxkoronouTesb
opraHms3alunm
(mommnmce) (b.m.0.)
I'nmaBHEM OyxTajnTep
(nmommnmce) (b.m.0.)
Hara " " 20 T.

M.II.
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