INPABUTEJILCTBO POCCHUMCKON ®EJIEPAIIMHA
ITOCTAHOBJIIEHHUE

ot 23 ¢eBpaiia 2018 r. Ne 189

MOCKBA

O6 yrBep:knenun IlpaBus npeapocrabiieHus cyocuanu
u3 eaepannHoro 6ioaxera denepajbHOMY rocy1apcTBEHHOMY
aBTOHOMHOMY Yupe:xkaeHHn1o ''Poccuiickuii poHI TEXHOJIOrHYECKOro
pasBuTHs' Ha peaju3alUHIO IPOEKTOB MO BHEAPEHHIO CHCTEMbI
MOHHTOPHHIA IBHKEHHSI JIEKAPCTBEHHbIX NPeNnapaToB
AJIsi MeIHLIHHCKOTI'O IPHMeHEHHs B OPraHH3amusax
hapmaneBTHYECKOH NPOMBILLJIEHHOCTH

IIpaBurtensctBo Poccuiickoi @enepaiui 1O CTAHOBJA A €T :

1. VrBepoute npunaraemsie llpaBuma npenocrtaBnenus cyGcuauu
U3 ¢enepanbHOro Owkera (enepajbHOMy ToCyIapCTBEHHOMY aBTOHOMHOMY
YUYPEXIECHUIO "Poccuiickuii dboHg TEXHOJIOTUYECKOTO pa3BUTHUSA"
Ha peaji3allii0 IPOEKTOB 110 BHEIPEHUIO CUCTEMBl MOHUTOPHHIA ABHUKEHHUS
JIEKapCTBEHHBIX IIPENapaToB [UIsi MEJULUMHCKOTO NMPUMEHEHHUSI B OpraHH3al|sIX
(dapmMarieBTHYeCKOH NPOMBILUICHHOCTH.

2. Hacrosimee mnocTaHoBiieHHE BCTyHaeT B CHUIy CO JHA €ro
opUUMaTBHOTO OIMyOIMKOBAHHS.

[Ipencenarens IlpaBuTEs

Poccuiickoit @enep Jd.Mengenes
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YTBEPKJIEHbI

noctaHoBneHueM IIpaBuTenbcTBa
Poccuiickoit @enepanumn
ot 23 deBpanigs 2018 r. Ne 189

ITPABHUJA

npeaocTaBiaeHusi cyocuanu u3 gegepaabHOro 6waxera gpeaepaabHOMY
rocyapcTBeHHOMY aBTOHOMHOMY yupe:xaeHuio '"'"Poccuiickuii ¢ponn
TeXHOJIOTHYECKOr0 pa3BHTHA' Ha peajH3alHIO NPOEKTOB M0 BHEAPEHHIO
CHCTeMbl MOHHMTOPHHIA IBHKEHHS JIEKAPCTBEHHbIX NpenapaTos
AJIS1 MeAHLMHCKOIO NPUMEeHEHHUs B OpPraHu3alHax
(papmaneBTHYECKOH NPOMBIIIJIEHHOCTH

1. Hactosituue IlpaBuna  ycTaHaBAMBAIOT  yCJIOBHS U MNOPSALOK
npenocTaBieHusl CcyOcuauu U3 denepanpHOro ©Oropkera  QeaepaibHOMY
roCyJapCTBEHHOMY  aBTOHOMHOMY  yupexneHuto  "Poccuiickuéi  QoHf
TEXHOJIOTUYECKOTO pa3BuTus” (nanee - MOHA) Ha peaM3alUIO MPOEKTOB IO
BHEJIPEHUIO CUCTEMBI MOHUTOPUHIA JBU)KEHHUS JIEKAPCTBEHHBIX MpENnapaToB ISl
MEIUIMHCKOrO  TNpPUMEHEHUs B  OpraHuzauusax  (QapMaleBTHUECKOH
IIPOMBILINIEHHOCTH (J1anee - CyOCHAMs) B paMKaX rocy1apCTBEHHOM MPOrpaMMBbl
Poccutickoit ®epepauun "Pa3zButHe dapmMaleBTUUECKON U MEOULHUHCKOH
npombliiiieHHocTH" Ha 2013 - 2020 roasl.

B Hacrosumux IlpaBuiiax moj MpPOEKTOM TMOHUMAETCS KOMIUIEKC
B3aUMOCBSI3aHHBIX MEpOIPHUATHI U MpPOLECCOB, OrPaHUYEHHBIX MO0 BPEMEHHU H
pecypcaM, LEJbl0 KOTOpPOro SBJIS€TCS BHEAPEHHE CUCTEMbl MOHHUTOPHHIA
JBIDKCHMSI JICKAPCTBEHHBIX IIpenapaToB MO MEAULMHCKOIO TNPUMEHEHUs
(B TOM uHcle MyTEM MOJEPHM3AUUU WUIIM TEPEBOOPYXKEHUS CYIIECTBYIOLIUX
(dhapManeBTHYECKUX T[POM3BOACTB) B 4YacTH oOecrnevyeHHs] HaHECEHUS
[POU3BOJUTENEM CPEACTB HISHTH(UKAIUM Ha YMNAaKOBKY JI€KapCTBEHHBIX
MIpEernapaToB AJisl MEAULIMHCKOTO IPUMEHEHHS.

2. CyGcuaust mpegoctaBisieTcsi B npejenax OFKETHBIX aCCUTHOBAHMH,
NpelyCMOTPEHHBIX (elepalbHBIM 3aKOHOM O (efepalbHOM OroIKeTe Ha
COOTBETCTBYIOIIUA (UHAHCOBBIA TO4 U TUIAHOBBIM MEpUOJ, U JIMMHTOB
O10JDKETHBIX 00S3aTEeNbCTB, NOBEACHHBIX 10 MHUHHCTEpCTBA MTPOMBILIJIEHHOCTH
U Toproeiu Poccuiickoii @enepaiyii kak nojyuaress cpelIcTB (eaepaqbHOro
OroJ)KeTa Ha 1Ied, YKa3aHHble B MyHKTe | HacTosmx [IpaBui.
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3. ®onx ocymecTBiIsfeT 3a cueT cyOcuaud (uHAHCOBOe obecrnedeHUe
IIDOEKTOB IIyT€M IIPENOCTAaBIE€HUSA ILEJEBBIX 3aliMOB Ha WX peanu3alliio
(manmee - 3aldMBl) POCCHMCKHAM IOPUAMYECKHM JHI[AM B COOTBETCTBHU C
3aKoHoarensCcTBOM Poccuiickol @enepauuu, a Takke B IMOpAIKe W Ha
YCJIOBUAX, KOTOpBlE  yCTaHOBIE€HBl MOHAOM 1O  COMTAaCOBAaHUIO  C
MUHHCTEPCTBOM IIPOMBIIIIEHHOCTH M ToproBau Poccuiickoit Penepaumu,
MCXOAs U3 HEOOXOIUMOCTH JOCTID)KEHUs LENH TOCyJapCTBEHHOM NIporpamMMbl
Poccutickoit ®enepanuu "Pazputue dapMalneBTHUECKOH H MeIMIMHCKON
npombinuieHHocTH" Ha 2013 - 2020 roasl ¥ 3HA4YEHUH CIeNyOUIMX IIeJIeBBIX
nokasaresnei (MHIUKaTOPOB):

a) JONSl OpraHM3allii, OCYIIECTBUBIIMX TEXHOJIOTMYECKHE MHHOBAIMHU B
dapMaleBTUYECKOH H MEIMIMHCKOM oOTpaciu, B OOLIEM KOJUYECTBE

IPOU3BOIUTENIEH;
0) oObeM HWHBECTHLIMM B Hay4HBIE HCCAEAOBaHUA, pa3pabOTKH,
TEXHOJIOTMYECKHe  HHHOBALUHU 7 NIEpPeBOOPYKEHHE TIPOM3BOJICTBA

JIEKapCTBEHHBIX CPE/ICTB.

4. JloroBop o mpenoCcTaBiA€HUM 3aiiMa, 3aKito4eHHBIH Mexay DPoHIOM U
POCCUMCKMM HOPUAMYECKAM JIMIIOM, AODKEH COIepXaTh ClAeXyIollue YyCIOBHUS
(dbuHaHCOBOTO ObecriedeHus MPOEKTOB:

a) MCIO0JIb30BaHUe 3aiiMa Ha GHUHAHCUPOBAHUE!

NEePEeBOOPYKEHUSI TNPOU3BOACTBA JIEKAPCTBEHHBIX IPENaparoB s
MEIUIIMHCKOTO IIPUMEHEHMs, BKJIIO4Yas IpuodbpeTeHHMe o0OOpYyINOBaHUS WU
WHXXEHEPHOI'0 MPOrpaMMHOI0 obeclieueHts, 1 pealn3aluy poeKTa;

MIPOBEJEHUST OIBITHO-KOHCTPYKTOPCKUX pabor (B pasMepe He Ooisee
10 MpoLeHTOB CTOMMOCTH NIPOEKTA B LIETIOM);

npuoOpeTeHuss  HeMaTepHabHBIX  AKTUBOB,  OINpeJeNsIeMbIX B
COOTBETCTBUM C HOPMAaTUBHBIMH IPaBOBEIMU akTamu Poccuiickoi Penepaliun U
HCIIONIB3yeMBIX B TpoekTe (He Oonee 10 NpOUEHTOB CTOMMOCTH NpPOEKTa B
LIeJIOM);

WH)KEHEPHBIX HM3bICKaHUMH U pa3pabOTKU NPOEKTHON NOKYMEHTaluH B
paMmKax peanm3alliM IpoekTa (B pasMepe He Oojee 5 IPOLEHTOB CTOMMOCTH
IIPOEKTa B LIEJIOM); ‘

TEXHOJIOTUYECKOTO U IIEHOBOTO ayJuTa IpoekTa (He Gonee 0,3 npoueHTa
CTOHMOCTH IIPOEKTA B LIEJIOM);

6) Hanuyre TMopsaKa ocylecTBiIeHHss (DOHIOM KOHTPOJS 3a LEJIEBbIM
pacxo/I0BaHMEM 3aiiMa;

B) OTBETCTBEHHOCTD IOPHIWYECKUX JHUII, IOJYIUBIINX 3a€M, 338 HELETIEBOE
pacxooBaBue 3aiiMa;
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') HEHCIIONIp30BaHNe 3aiiMa B KadecTBe (DMHAHCOBOIO oOOecIeYeHus
Hay4HO-HCCIIEIOBATENbCKAX PaboT, a TakXkKe pacxo/oB, Ha (DUHAHCHPOBAHHE
KOTOPBIX BBIAEISAIOTCS OOKETHBIE aCCUTHOBAHMA M3 OIOIKETOB OHOIKETHOM
cuctemel Poccuiickon @enepallid B COOTBETCTBUM C YCIOBHUSMH HHBIX
HOPMATUBHBIX [IPABOBBIX AKTOB MJIM MyHUIIMIANBHBIX MPAaBOBBIX AKTOB.

5. ®OHA 1O COINACOBAHMIO ¢ MHUHECTEPCTBOM IPOMBIIIIEHHOCTH U
toproBiu Poccuiickoit @enepanuu  onpenenseT YCAOBHS W IOPSAIOK
(UHAHCOBOro 00ECHEYEeHUs IPOEKTOB, BKJIOYAs IOPSAOK OTOOpa IPOEKTOB,
IIOPSI/IOK NPOBENEHMS OKCHEPTU3bl 3aiBOK Ha IMOJy4YeHHe (PUHAHCOBOTO
oOecriedeHHs MPOEKTOB, NOPSAOK OOeclledeHus BO3BpaTa 3aMOB HCXOHIS W3
HEOOXOIMMOCTH [IOCTHIXKEHHMsI 1IeIM W 3HavyeHHil IeNeBhIX IoKasareiei
(MHOMKAaTOPOB), YKa3aHHBIX B MYHKTE 3 HacTosmux [IpaBui.

6. Cybcumuss  mpenocTaBisieTcss  Ha  OCHOBAaHMM  3aKJIFOYaeMOro
MMHUCTEPCTBOM IMPOMBILIICHHOCTH M TOprosin Poccuiickoit Pepepanuu u
@oHIOM coIvIalleHus O NPENOCTaBIEHUN CyOCUIUU B COOTBETCTBUH C THUITOBOH
dbopmoii, yrBepkaaeMoll MunuctepcTBoMm guHaHcoB Poccuiickoii @enepanuun
(manee - cornauieHue), B KOTOPOM B TOM UHCIIE IIPeIyCMaTpHUBAIOTC:

a) corynacue donpna Ha OCYILLECTBIEHUE MunucrepcTsom
IPOMBIIIIEHHOCTH M ToproBiu Poccuiickoit @enepauuut U OopraHamu
rocyJIJapCTBEHHOTO (HUHAHCOBOIO KOHTPOJISI TPOBEPOK COONIOAEHHUS IiejeH,
YCIIOBUH M NOPsiKa NPEAOCTABIEHUS CyOCUINH;

0) 3anper Ha npuobpeTeHue 3a CUeT MOJTYUYEHHBIX CPEJICTB HHOCTPaHHOMN
BaIIIOTHI, 32 HMCKJIIOUEHHEM OIlepalliii, OCYUIeCTBISEMBIX B COOTBETCTBUU C
BaJTIOTHBIM  3aKOHOJATelIbCTBOM Poccuiickoit @Denepauuii mOpu  3aKyIKe
(mocTaBKe) BBICOKOTEXHOJIOTMYHOIO HKMIIOPTHOIO OOOpPYIOBaHUS, CBHIphbS H
KOMIUIEKTYIOIIMX U3JEJIMHM, a TakKe UHBIX OIepalud, CBSI3aHHBIX C
JOCTHXKEHHEM Iieslell MpeocTaBieHns cyOcuanu, onpeaereHHbIX HacTOSIIMMH
IIpaBunamy;

B) MOPSIIOK, CPOKH ¥ (QOpPMBI NPEACTaBIEHUS OTYETHOCTH 00
OCYIIIECTBIIEHHU pacxoOB, MCTOUHMKOM (PHMHAHCOBOro oOecle4eHUs KOTOPBIX
ABJISIETCS CYOCHIUS, B COOTBETCTBUU ¢ HacTosumu [IpaBunamuy;

I) IOPAOK BO3BpaTa CpeNCTB, HCHOnb30BaHHBIX DOHIOM, B ciydae
YCTQHOBIIEHUS IO HUTOraM IpPOBEPOK, MPOBEAEHHBIX MHUHHCTEPCTBOM
IIPOMBIIIUIGHHOCTH ¥ ToproBiu Poccuiickot @Denepanmum U opraHoM
rOCyIapCTBEHHOr0 UHAHCOBOTO KOHTPOJIA, ¢haKkTa HapyLIeHUs LeNel, yCIOBUH
U IOpsAIKa INpedoCTaBleHUs CYOCHOUH, NpPEeLyCMOTPEHHBIX HAaCTOSALIMMHU
IIpaBunamu u coriallieHUEM;
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1) 3Ha4Y€HUs LeJIeBBIX I[I0Ka3aTeneld, NpeayCMOTPEHHBIX IIYHKTOM 8
Hactosux [Ipasuin;

e) oTBeTCTBeHHOCTh MOHJAa 32 HEUCIOJHEHUE WIM HeHaJiexaliee
HCIIOJIHEHME 0043aTeJIbCTB 110 COIJIallIeHHIO, a TakXe 3a HEIOCTHXKEHHE
3HaYyeHUH IeNeBbIX IoKasaTenedl (MHAMKATOPOB), yKa3aHHBIX B IIYHKTE 3
Hacroswmux [IpaBui;

) mopsaok Bo3Bpata PoHIOM B TeKylleM (HUHAHCOBOM T'OAY OCTATKOB
cyOcunuy, He UCII0Nb30BAHHBIX B OTUETHOM (DMHAHCOBOM TOAY, B COOTBETCTBHHU
¢ Or0pKeTHBIM 3aKOHOIaTeNbCTBOM Poccuiickoit Oenepariu.

7. dns 3axmovenns cornameHus PoHA npencrariseT B MUHHCTEPCTBO
MPOMBILUIEHHOCTH M TOproBiau  Poccuiickoit  @Depepauuu  3asBICHHE,
noanucanHoe pykosoauteneM PoHAa, KOTOPOE COIEPKHUT B TOM UHCIE
nHbopMaIuio 0 cooTBeTcTBUH DOHA ClIeNyIOLUIUM TPeOOBaAHHUAM:

a)y DoHAa OTCYTCTBYET HEHUCIHOJHEHHas OO0S3aHHOCTh II0 VIUIaTe
HajJoroB, cOOpPOB, CTPaxOBBIX B3HOCOB, IeHeH, MmTpadoB U MPOLIEHTOB,
MOUIeXKAIIMX YIIaTeé B COOTBETCTBUU C 3aKOHOJATEILCTBOM Poccuifckoit
®enepanuu o Hanorax u cobopax;

0) y ®oHIa OTCYTCTBYET MPOCpPOYEHHask 3aJO0JKEHHOCTh IO BO3BpaTy B
dbenepanbHEIi 010KeT cyOcuIui, O10DKETHBIX HHBECTHIIMH, IPeIOCTaBIESHHbIX
B TOM 4YWCJIe B COOTBETCTBHM C WHBIMH MPaBOBBIMM aKTaMH, U HHas
IpOCpOYeHHas 3a0DKEHHOCTD Nepel] peaepanbHbIM OI0KETOM;

B) ®oHA He HaxXOAWTCS B IIpollecCe€ peopraHU3allid, JUKBUAALMH U
OGaHKpOTCTBA.

8. Ouenka »bdexkTuBHOCTH ocymiecTBieHUss DOHIOM  pacxonos,
UCTOYHUKOM (HHAHCOBOTO OOecledeHUs] KOTOpPBIX SIBAAETCH CyOCcuaus,
ocylecTBAeTcs: MUHUCTEPCTBOM IIPOMBIIITIEHHOCTH U TOProBiu Poccuiickoi
®denepauun exeroqso, HaunHas ¢ 2018 rojga, Ha OCHOBE CIEAYIOLIUX LIEJEBAIX
[oKa3aTeJei:

a) o0Iee KOJMYECTBO MPOEKTOB, (DMHAHCOBOE obecrmedeHHe KOTOPBIX
ocyiecTBaseTest DOHIOM 3a cHeT CyOCHIUH, B COOTBETCTBYIOIIEM (DHHAHCOBOM
rony;

0) KOJITMUECTBO MPOMU3BOACTBEHHBIX JIMHUI, IepeoOopyJ0BaHHBIX B LIEJAX
obecriedennss  HaHeCeHHs  CPeJCTB  MACHTHU(QHUKALMM  Ha  YHAKOBKY
JIeKapCTBEHHBIX TIpernapaToB s MeIULUHCKOTO IPUMEHEHUS;

B) 00BbEM MPOU3BOJCTBA JIEKAPCTBEHHBIX IPeNapaToB Ijs MEIUIHHCKOrO
IpUMEHEHHs], OCYIIECTBISEMOro Ha CO3JaHHBIX B pe3ylbTaTe pealn3aliu
IPOEKTOB  [POM3BOACTBEHHBIX ydyacTKax ([olss B TOJOBOM  00beMe
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IIPOM3BOJCTBA JIEKAPCTBEHHBIX IPENapaToB A MEIWLHUHCKOrO NpPUMeHEHHUS,
OCYILIECTBIISIEMOTO B OpraHU3alluu );

T) 10Js CpeACTB, OOEClHedYeHHBIX K BO3Bpary, B o0meM o0beMe
IIPEAOCTABIEHHBIX CPEACTB C YUeTOM NPeIbIAYIIUX IEPHOJOB B COOTBETCTBHH C
rpaduKoM BO3BpaTa CPe/CTB.

9.1lepeuncnenne cyOcMauM OCYLIECTBISIETCS Ha CYET, OTKPHITHIA B
TeppuTOopuanbHoM oprae denepasbHOro KasHaueHCTBa IS y4deTa Ollepalui co
CpeICTBaMHM, IpenocTaBleHHbIMM DOHIY U3 COOTBETCTBYIOILETO OlOIXKeTa
OromxeTHOM cuctembl Poccuniickoit Menepanuu B hopMe cyOcHIni Ha HHbIE LIENH.

Onepauuun ¢ cybcuauved  y4UTHIBAIOTCA Ha  JIHIEBOM  CHETE,
[IpeHa3HAaYeHHOM Uil ydeTa OIlepaldil CO CpeiCTBaMH, MpeJOCTaBICHHBIMHU
Qonngy B ¢dopme cyOcuaui Ha HHBle Lend, oTkpeiBaemMoM @ouay B
TeppUTOopuanbHOM opraHe @eaepalbHOro Ka3HadyedcTBa B MOPSIKe,
ycTaHoBleHHOM PDenepanbHbIM Ka3HAYeHCTBOM.

Ha yxazaHHOM JHIEBOM CYETE YUYHUTBIBAKOTCS TakKXKe OIEepall Co
CpeAcTBaMM, ITOIY4YeHHBIMH IIpYM BO3BpaTe BBIIAHHBIX 3alMOB, MPOIEHTOB, a
TaK)Xe UHble N0XO0Abl B dopMe mTpadoB M MeHed, HCTOUYHUKOM (PHUHAHCOBOTO
obecrniedeHUss KOTOPBIX ABIsIack cyocunaus. CpencTsa, IOIy4YEHHBIE IIPH
BO3BpaTe BBIJAHHBIX 3aMOB, IPOLIEHTOB, a TaKXXe HHBbIE NOXONbI B dopme
mTpadoB u neHei MoHA BIpaBe HaIPaBIATh UCKIIOYUTEIBHO Ha (PUHAHCOBOE
obecrnieyeHue MPOEKTOB B TFOOOM (PHHAHCOBOM TOJTY.

10. B cioydae HecoONroleHUs YCIOBHHM IpeloCTaBIcHUS cyOcuauy,
YCTaHOBJIEHHBIX HACTOSINMMHU [IpaBWiiaMM U COTTallleHHEeM, COOTBETCTBYIOLIUE
CpelcTBa ITOJUIeKAaT BO3BpaTy B JOXOHA (penepanipHOro OrOIKeTa B IOPSIKe,
YCTaHOBIIEHHOM OIO/KETHBIM 3aKoHOAaTenbcTBOM Poccuiickoit denepauni.

11. He ucnonws3oBanHbiit ®OHIOM B OT4YETHOM (HHAHCOBOM [OAY MO
COCTOSHMIO Ha 1 sHBaps TeKyllero (QUHAHCOBOIO Iojia OCTATOK CyOCHINU
TTOIJIEXKUT BO3BPATY B 10XOJ (eaepallbHOro OroKeTa.

Ilpu Hanm9uK NOTPEOGHOCTH B OCTaTKe CyOCHINH, HE HCIIOIB30BAHHOM B
OTYETHOM (PUHAHCOBOM TOJY, YKa3aHHBI OCTaTOK MOXeET ObITh HUCHONB30BaH
®onmoM B TekyileM (GHHAHCOBOM TONy Ha LeJH, yKasaHHble B IIyHKTe |
Hacrosmupx  [lpaBuia, B IOpsiAKe,  YCTAaHOBJIEHHOM  OIOJUKETHBIM
3aKoHoAaTenscTBoM Poccuiickoit denepannu.

12. MUHHCTEPCTBO  MPOMBIIUIEHHOCTH W TOproeiau  Poccewmiickoit
Denepanii ¥ OpraHbl IOCYJApCTBEHHOIO (DMHAHCOBOIO KOHTPOJIS OOS3aHEI
IIPOBOJAUTE TMpoOBepku cobmoaeHuss PoHAOM ILeneH, YCIOBUH H IOpAIKa
IpeoCTaBIeHus CyOCUIUN. ‘
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