06 yTBep>xxpaeHuu MpaBun npenoctaBneHua cyocnpum ms
denepanbHoro 6oaxerta enepasibHOMY rocyaapCcTBEHHOMY
ABTOHOMHOMY y4ypeXaeHuio "Poccunckumn oHpm,
TeXHOJIOrM4eckoro pa3sButua" Ha peanumsauuio NPOEKTOB MO
BHeAPEHUIO CUCTEMbl MOHUTOPUHIA ABUXEHUA JIeKapCTBEHHbIX
npenapaToB AJiI1 MeAULUHCKOro NpUMeHeHUs B OpraHnsaumnax
dapMauLeBTUYECKON NPOMbILLJIEHHOCTH

MocTtaHoBneHue MpaBuTenbcTBa Poccuiickon Genepauum - Ne 189 - oT 23.02.2018 - MpaBuTenbcTBO Poccuiickon
®epepaunu - He yKasaH

NMPABUTEJIbCTBO POCCUINCKOW ®EIEPALIAI
NMOCTAHOBJIEHME
OT 23 ®EBPANA 2018 . N 189
MOCKBA

06 yTBepxaeHum MNpasun npegocTasneHns cybcnanm ns denepansHoro biogxeta denepanbHOMyY
rocyfapCTBEHHOMY aBTOHOMHOMY yypexxaeHuto "PoCCMincknin hoHO TEXHOIOrMYeCKoro pa3suTtuns” Ha
peannsaunio NPOEKTOB N0 BHEAPEHWIO CUCTEMbI MOHUTOPUHIA ABVXXEHUSA IeKapCTBEHHbIX MpenapaTos A1
MeONLUNHCKOro NPMMEHeHNS B OpraHm3aunsax apmMaLeBTMYeCcKon MPOMBbILWIEHHOCTH

MpaBnTenbCcTBO Poccminckon denepauy NoCTaHOBASET:

1. YTBepanTh Nnpunaraemble MNpaBuna npegocTasiaeHns cybcnanm ns pepepanbHoro brogxera
henepanbHOMy rocy4apCTBEHHOMY aBTOHOMHOMY yYpeXxAeHn0 "POCCMACKMI POHA TEXHOSIOTMYECKOro
pa3BuTUA" Ha peann3aLnio NPOEKTOB Mo BHEAPEHWNIO CUCTEMbl MOHUTOPUHIa ABUXEHNS NeKapCTBEHHbIX
npenapaToB a8 MeguUMHCKOr0 NPUMEHEHUS B OpraHmn3aumax papMaLeBTn4eCckon NpoMbILLIEHHOCTN.

2. HacTodliee nocTaHOBEHME BCTYNAET B CUAY CO AHA ero ouLmMansHoro onybamkosaHus.

Mpencenatens MpaBuTebLCTBA
Poccuinckon ®epepaumnn .Mensenes

YTBEPXXZEHbI

nocTaHoBNeHVeM lNpaBUTENbLCTBA
Poccuinckon ®epepauun

oT 23 peBpans 2018 r. Ne 189

MPABUJTIA

npenocTaBneHns cybcnanm ns geaepansHoro bogxeta henepasbHOMY FoCyfapCTBEHHOMY aBTOHOMHOMY
yupexaeHuto "Poccumncknii poHa TEXHONOMMYECKOro pa3BnTus" Ha peasm3aLnio NMPOeKTOB MO BHEAPEHNIO
CUCTeMbl MOHUTOPUHIa ABMXXEHNS JIeKapCTBEHHbIX MPenapaToB 48 MeOULMHCKOro NpUMeHeHns B
opraHmsaunsax apmaueBTUYECKON NPOMbILLIEHHOCTH

1. HacTosiwue MpaBnia yCTaHaBAMBAKOT YC/I0BMA 1 NOPAAOK NpefocTaBneHna cybcmanm ns denepanbHoro
booxeTa henepasibHOMY roCyaapCTBEHHOMY aBTOHOMHOMY yuYpexxaeHuto "Poccuincknii poHa
TEXHOJIOrn4eckoro passutuma" (ganee - ®oHA) Ha peannsaL o NPOEKTOB MO BHEAPEHMIO CUCTEMBI
MOHUTOPUHIa ABUXEHNA NNeKapCTBEHHLIX MPenapaTos A8 MeAULMHCKOro NpUMEHEHNs B OpraHu3aLmnsx
thapMaLEeBTNYECKOWN NPOMbILLIEHHOCTM (Qanee - cybcmansa) B paMkax rocy4apCTBEHHOM NporpamMmsl
Poccninckon ®epepaunn "Pa3sutre papmMmaueBTUYECKON U MEANLIMHCKOW NPOMbILLIIEHHOCTN" Ha 2013 -
2020 rogapl.
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B HacToswwmx MpaBunax nof NpoeKTOM NOHNMAETCA KOMMIEKC B3aUMOCBSA3AHHbIX MEPOMPUATUNA 1
MPOLLEeCCOB, OFPaHNYEHHbIX M0 BPEMEHW 1 peCypCaM, LieNbio KOTOPOro ABASETCS BHELPEHNE CUCTEMBI
MOHWUTOPUHIa ABMXXEHUSA IeKapCTBEHHbIX NPenapaToB A1d MeANLUNHCKOr0 NPUMEHeHNS (B TOM Yynucne
nyTeMm MoAepHM3aLMN NN NEPEBOOPYXKEHNS CYLLLECTBYOLLNX (hapMaLeBTUYECKUX MPON3BOACTB) B YacTu
obecneyeHnss HaHeCeHMsA NPOU3BOAMTENEM CPEACTB MAEHTUPMKALNN Ha YNAKOBKY JIEKaPCTBEHHbIX
npenapaTos Aas MegnLUMHCKOrO NPUMEHEHUS.

2. Cybcmans npenocTaBaseTcsa B npefenax 6104)KeTHbIX aCCUrHOBaAHMUIN, NpeayCcMOTPEHHbIX hefepanbHbiM
3aKOHOM 0 dhegepasibHOM Bog)KeTe Ha COOTBETCTBYIOLLNA (DUHAHCOBLIA IO U NIAHOBLIA Nepuoa, un
IMMUNTOB 6100)KETHBLIX 0043aTeNbCTB, AOBEAEHHbIX 0 MUHNCTEPCTBA NPOMbILLJIEHHOCTM U TOProBAU
Poccuinckon ®egepalmm Kak nosyvaTens cpeacTs enepanbHoro boaxxera Ha Lenn, yKasaHHble B MyHKTe
1 HacToswwmx Mpasun.

3. ®oHA ocywecTBASET 3a cHeT cybcmamm puHaHcoBoe obecneyeHne NPoOeKToB NyTeM NpeaoCcTaBIeHNS
LeneBbIX 3aliMOB Ha MX peasn3aunto (ganee - 3aliMbl) POCCUNCKUM HOPUANYECKUM NULL@M B COOTBETCTBUN C
3aKoHoaTeNnbCTBOM Poccuinckon ®epepaumm, a TakxKe B MOPSAKE U Ha YCI0BUAX, KOTOPbIE YCTAaHOBJIEHbI
®oHA0M MO COrlacoBaHmMto ¢ MMHMCTEPCTBOM MPOMBILLIEHHOCTY 1 TOprosaun Poccuinckon ®egepaumn,
ncxoas 13 HeobXoAMMOCTU OOCTUXEHUS LIENN roCyaapCTBEHHOW NporpaMmbl Poccniickon deagepaunmn
"PazBuTune hapmMaLeBTUYECKON N MEAULMNHCKON NPOMbILAEHHOCTN" Ha 2013 - 2020 roabl U 3HaYeHWI
CeayoLnX LeneBblx NnokasaTenen (MHOMKaTopoB):

a) oNs opraHM3aumnin, OCyLLeCTBMBLUNX TEXHONOMMYECKE NHHOBALIMK B (hapMaLLeBTMYECKON 1
MeaMLNHCKON 0Tpacaun, B obLiemM KonnyecTse NPON3BOANTENEN;

6) 06beM NHBECTULMIA B Hay4HblE NCCIef0BaHMNSA, Pa3paboTKn, TEXHONOrMYECKME NHHOBALIUN 1
nepeBOOpPYXEHNe MPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB.

4. [loroBop 0 NpefoCcTaB/ieHNN 3aMa, 3aKIYeHHbIn Mexay POHAOM U POCCUACKMM IOPULNYECKAM JINLLOM,
LOJ/DKEH colep)XaTb Cefyloline ycnoBma nHaHCOBOro obecrnevyeHmns NpoeKkToB:

a) NCnosib30BaHMe 3aiiMa Ha (hHaHCUPOBaHME:

NepeBOOPYXEHNS MPON3BOACTBA IEKAPCTBEHHbIX NPEnapaToB A MeAMLMHCKOrO NPUMEHEHUS, BKHOYas
npvobpeTeHne 0bopyaoBaHUA N MHXXEHEPHOro NporpaMmHoro obecneyvyeHuns, 4na peannsaunm NpoeKTa;
NMPOBEIEHNS OMbITHO-KOHCTPYKTOPCKMX paboT (B pa3mepe He 6onee 10 NpoOLEHTOB CTOMMOCTM NPOEKTa B
uesnom);

nprnobpeTeHnsa HeMaTeprabHbIX aKTUBOB, OMpPeAesiAeMbIX B COOTBETCTBMM C HOPMAaTUBHbLIMU NPaBOBLIMU
akTamm Poccuinckon ®egepaunm n MCnosb3yembix B NnpoekTe (He 6onee 10 NpoLEHTOB CTOMMOCTM NPOEKTa
B LLesIoMm);

NHXEHEPHbIX U3bICKaHWIN 1 pa3paboTKM NPOEKTHON AOKYMEHTALUN B paMKax peanansauny npoekTa (B
pa3mepe He 6onee 5 NpoLEHTOB CTOMMOCTM NMPOEKTa B LLENOM);

TEXHOJIOrMYECKOro 1 LIEHOBOr0 ayauTa npoekTa (He 6onee 0,3 NpoueHTa CTOMMOCTUN NPOEKTA B LIESIOM);

6) Hann4me Nopsaaka ocyllecTBaeHns PoHAOM KOHTPOJIA 3@ LieNeBbIM pacXo40BaHNEM 3aliMa;

B) OTBETCTBEHHOCTb IOPUANYECKMX L, MOAYHUBLUMX 3a€EM, 3@ HELeNeBoe pacxofoBaHme 3aMa;

r) HEeMCnoJsib30BaHMe 3alMa B KayeCTBe (hMHaHCOBOro obecneyeHns Hay4YHo-nccnenoBaTeNbLCKUX paboT, a
TaKXe pacxonoB, Ha PUHAHCMPOBAHNE KOTOPbIX BbiAeNAaoTCA 6104)KeTHbIE acCUrHOBaHNA U3 B104KeToB
BromxeTHoM cnctembl Poccuinckon ®epfepaumm B COOTBETCTBMM C YCJIOBUAMU NHBIX HOPMATUBHbIX MPaBOBbIX
aKTOB WM MYHWULMMNAJIbHbLIX MPaBOBbIX aKTOB.

5. ®oHA N0 cornacoBaHuio ¢ MMHUCTEPCTBOM MPOMBILLIAIEHHOCTU U TOproean Poccuinckon ®egepauun
onpenenseT ycaoBus 1 nopsaaok hrmHaHCcoBoro obecneyeHns NPOEKTOB, BKOYas Nopsaaok otbopa
NPOEKTOB, MOPAAOK NPOBEAEHNS IKCMEPTU3bI 3a89BOK Ha NosyyYeHne (UHaHCOBOro obecneyeHns NpoOeKToB.,
nopspok obecnevyeHns Bo3BpaTa 3aiMOB MCXOAS M3 HEOOXOAMMOCTMN AOCTVMIXKEHMNS LIENIN U 3HAYEHUIA
LefieBbIX NokasaTenen (MHANKATOPOB), YKa3aHHbIX B MYHKTe 3 HacToAwmx MNpasui.

6. Cybcnana npepsocTaBnsaeTCsa Ha OCHOBAHMM 3aK104aeMoro MMHWCTEPCTBOM MPOMbILLJIEHHOCTMN U
Toproean Poccunckon ®epepaumm n ®oHAOM CorialleHns o npegocTaBaeHnn cybcnanm B COOTBETCTBUM C
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TUNOBON hopmon, yTBepKaaeMmon MnHncTepcTsom hnuHaHcoB Poccuinckon ®egepauum (ganee -
corjialleHune), B KOTOPOM B TOM YKCJie NpefycMaTpuBaloTCA:

a) cornacme ®oHAa Ha ocyuiecTsiaeHne MUHUCTEPCTBOM NPOMbILAEHHOCTU U TOProBan POCCUINCKON
depepaunm U opraHaMm rocyAapCcTBEHHOro PUHAHCOBOro0 KOHTPOS NPOBEPOK cobtofeHNs Lienen,
yCJI0BUI 1 nNopagka npefocTaBneHns cybcnanu;

6) 3anpeT Ha NprnobpeTeHMe 3a CHET MOYYEHHbIX CPEACTB MHOCTPAHHOW BaoThl, 3@ NCK/OYEHUEM
onepaLmin, oCyLeCcTBASEMbIX B COOTBETCTBUM C Ba/IlOTHLIM 3aKOHOA4ATENbCTBOM Poccuinckon ®enepavimm
npwv 3aKynke (MocTaBKe) BbICOKOTEXHOIOMMYHOI0 MMMOPTHOrO 060pyA0BaHMA, ChiPbA Y KOMANEKTYIOLLNX
N30enuin, a TaKXe NHbIX onepaLnii, CBA3aHHbLIX C AOCTVXKEHMEM Liefleln NpeaocTaBneHns cybcnany,
onpegefieHHbIX HacToAWwMMY MNpaBrunamu;

B) MOPSAAOK, CPOKM M (hOPMbI MPeAcTaBAeHNS 0TYETHOCTH 06 OCYLLECTBIEHNN PACX0L0B, UCTOYHNKOM
thrHaHcoBoro obecnevyeHus KOTOPbIX SBAAETCA Cybcmans, B COOTBETCTBMM C HAacTOALWMMM [paBmunamu;

r) NopsifoK BO3BpaTa CpeAcTB, NCM0JIb30BaHHbIX POHAOM, B C/ly4ae YCTAHOBIEHMA MO MTOraM NpoBepoK,
nposefeHHbIX MUHNUCTEePCTBOM NMPOMbILLIEHHOCTY U TOProean Poccuinckon ®enepauum n opraHom
roCyfapCTBEHHOr0 OMHAHCOBOIO KOHTPOJIA, (hakTa HapyLleHnsa Lenen, ycoBmin 1 nopagka
npenocTaBneHns cybcnanm, npefycMoTPEHHbIX HAaCTOALWMMM TpaBMAaMmM 1 COrNalleHNeM;

[l) 3HaYeHNa LeneBblX NOKasaTenen, npedyCcMOTPEHHbIX MyHKTOM 8 HacToAawmx Mpasun;

€) OTBETCTBEHHOCTb POHAA 33 HENCMOSIHEHUE UM HEHAAIeXaLlee UCNONHeHNe 06493aTeNbCTB Mo
COrnalleHunio, a TakXXe 3a HeJOCTUXKEHME 3HAYEHUI LeNeBbIX MoKa3aTenen (MHAMKaTOPOB), yKa3aHHbIX B
NyHKTe 3 HacToawmx Mpasun;

)K) NopsLok Bo3BpaTa POHAOM B TeKyLLEM (OMHAHCOBOM FroAy OCTAaTKOB CybCcuanm, He MCNOJb30BaHHbIX B
O0TY4EeTHOM (hMHAHCOBOM FOAY, B COOTBETCTBUM C BI0AXXETHbLIM 3aKOHOAATEeNbCTBOM Poccuiickon ®epepavmm.
7. Ans 3aknoyeHms cornawenms ®oHp npencrtasnsetT B MUHUCTEPCTBO NPOMbILLJIEHHOCT U TOProB/v
Poccuiickon ®epepalmmn 3aasaeHune, noagnucaHHoe pykosoautenem ®oHpa, KOTOPOE COAEPXKUT B TOM
yncne nHopMaLmio o cooTBeTCTBUM PoHIa cnefyowmnM TpeboBaHNAM:

a) y ®oHfa OTCYyTCTBYET HEUCMNONHEHHas 0683aHHOCTb NO yrnaaTe Hanoros, C6OPOB, CTPaxXOBbIX B3HOCOB,
neHen, WTpadoB 1 NPOLLEHTOB, MOAJIEXALLMX yNaaTe B COOTBETCTBUM C 3aKOHOAATENLCTBOM PocCcninckom
®epepaumm o Hanorax u cbopax;

6) y ®oHpa oTCyTCTBYET NPOCPOYEHHAs 3a40JXKEHHOCTb MO BO3BpaTy B defepanbHbii 6ogxeT cybcnoni,
610 4)KETHbIX MHBECTULMIA, NPeAoCTaB/IEHHbIX B TOM Y/ACJIe B COOTBETCTBMM C UHbIMW NPaBOBLIMW aKTaMu, U
MHas NPOCpPOYEeHHas 3afl0/KEHHOCTL nepes heaepasnbHbiM 6104XeToM;

B) POHA He HaXOAMTCA B NpoLecce peopraHusaumm, MMKengauumn n 6aHKpoTCTBa.

8. OueHKa 3h(heKTMBHOCTM ocyLecTBneHns POHAOM pacxo[oB, NUCTOYHMKOM (hMHAHCOBOr0 obecneyeHns
KOTOpPbIX ABASETCS Cybcnmamns, ocywecTsnseTcs MMHUCTEPCTBOM NPOMBILLAEHHOCTY U TOProBan Poccnnckon
depnepaumm exxerogHo, HadnHas ¢ 2018 roga, Ha OCHOBE CneayoLNX LIeSIEBbIX NOKa3aTenen:

a) obLLee KONMYECTBO NPOEKTOB, (hMHAHCOBOE obecneyeHne KOTopbiX ocyLlecTenseTcs ®oHAOM 3a cHeT
cybcnaum, B COOTBETCTBYIOLLEM (DMHAHCOBOM roay;

6) KoNMYeCTBO NPON3BOACTBEHHLIX NMNHMIA, NepeobopyLoBaHHbLIX B Lenax obecnevyeHns HaHeCeHUs CPeaCTB
NAEHTUDUKALMM Ha YNAKOBKY IEKapPCTBEHHbIX NpenapaToB A8 MegnLUMHCKOrO NPUMEHEHUS;

B) 06beM NPOM3BOACTBA IEKAPCTBEHHbIX MPenapaToB 419 MeANLNHCKOr0 MPUMEHEHNS, OCYLLECTBASEMOrO
Ha CO3[aHHbIX B pe3yfibTaTe peann3auuy NpoeKTOB NPOM3BOACTBEHHbLIX Y4acTKax (4ona B rofoBoM obbeme
NPOM3BOLCTBA JIeKaPCTBEHHbIX MpenapaToB 4189 MeAULUHCKOro MPMMEHeHNs, OCYLLECTBASEMOrO B
opraHusauun);

r) pons cpencTs, obecneyeHHbIX K BO3BpaTy, B 06LieM 0bbeMe nNpefoCcTaBEHHbIX CPEACTB C yYETOM
npeablayLmx nepmogos B COOTBETCTBMM C rpapukoM Bo3BpaTa CPeLCcTs.

9. NMepeyncneHne cybcmanm ocyLLeCcTBASETCA Ha CHET, OTKPbIThLIA B TEPPUTOPUAJSIBHOM OpraHe
®efepanbHOro KasHavyencTea A8 yyeTa onepawummn co cpefcTsamu, npefoctaBieHHbIMKM GoHAy 13
cooTBeTCTBYOLWero biopxeTa 6oaxeTHON cnctemsl Poccuinckon ®epepaumm B hopme cybCcuanin Ha nHble
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uenw.
Onepauun ¢ cybcnamnein y4nToiBalOTCS Ha IMLEBOM CYeTe, NpeHa3Ha4YeHHOM A5 y4eTa onepaLmnin co
cpencTeamu, npegocTaBneHHbIMU PoHAY B hopme cybcnmanim Ha nHble Lenn, oTKpbiBaeMom ®oHay B
TeppuTopuanbHOM opraHe defepasibHOro KasHayencTsa B NOpsaKe, yCTaHOBAeHHOM PefepabHbIM
Ka3Ha4yencTBoM.

Ha yKa3aHHOM NNLEBOM CHeTe yYMThIBAIOTCA TakXXe onepaunn co cpeacTsaMm, Noay4YeHHbIMU Npu
BO3BpaTe BblAaHHbLIX 3aIMOB, NPOLIEHTOB, @ TaKXe MHble A0X0Abl B (hopMe LUTPadhoB 1 NeHen, UCTOYHNKOM
thuHaHcoBOro obecneyeHmsa KoTopbix aBnsnack cybcnansa. CpeacTea, NoJyHeHHble NPy BO3BPaTE BblAaHHbIX
3a/iMOB, MPOLEHTOB, @ TaKXe MHble JoXo4bl B hopMe WTpados 1 neHen ®oHA Brpase HanpassTb
NCKNIOYNTENBHO Ha (hHaHcoBoe obecrneyeHune nNpoekToB B JI06OM hPMHAHCOBOM rofly 1 Ha ynaaTy Hanora
Ha NpubbiNb OpraHM3auni C yKasaHHbIX JOX0L0B.

10. B cnyyae HecobnogeHnsa ycnoBmin NpeaocTaBneHns cybcnanm, yCTaHOBAEHHbIX HAaCTOALWMMU
MpaBunamun 1 cornalleHnemM, COOTBETCTBYIOLME CPpeACcTBa NOANIeXaT BO3BPaTy B 40X04 (hefepanbHOro
6loo>keTa B Nopsifike, YCTaHOBAEHHOM BI04)KeTHbLIM 3aKOHOA4ATeNbCTBOM Poccuinckon degepaumu.

11. He ncnonb3oBaHHbIN POHAOM B OTHETHOM (DMHAHCOBOM FOA4Y MO COCTOSHMIO Ha 1 AHBapPS TeKyLLero
(OMHAHCOBOro rofia 0CTaToK Cybcuanm nognexxnT BO3BpaTy B foX04 (heaepansHoro bogxera.

Mpwn Hanuymm notpebHOCTM B 0CTaTKe cybcnann, He NCNOSIb30BAaHHOM B OTHETHOM (DMHAHCOBOM rofdy,
YKa3aHHbI 0CTaTOK MOXET ObITb NCMOb30BaH ®OHAOM B TEKYLLEM (DMHAHCOBOM rofy Ha Lenn, YKa3aHHble
B NyHKTe 1 HacToswmx MpaBus, B NOpSAAKe, YCTaHOBEHHOM B104KETHBIM 3aKOHO4aTeNbCTBOM POCCMICKOW
denepauymn.

12. MMHUCTEPCTBO NMPOMBbILLAEHHOCTM U TOProBan Poccuinckon degepaumm 1 opraHbl FOCyAapCTBEHHOMO
(h1HaAHCOBOIro KOHTPOJIA 0693aHbl NPOBOAMUTL NpoBepky cobnofeHns @oHLOM Lenei, YyCoBUIA 1 nopaaka
npenocTaBneHns cybcnann.
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