MPABUTEJILCTBO POCCHUHUCKON ®EJIEPALIAN
[TOCTAHOBIJIEHHUE

oT 1 okta6ps 2015 r. No 1045

MOCKBA

06 yrBepxaennu Ilpasni nperocrasienus cyocuanii us ¢penepanbHoro
010/15KeTa POCCHHCKHM OPraHU3alHsiM Ha BO3MelleHHe YaCTH 3aTpaT Ha
peanu3anMio NPOEKTOB M0 OPraHU3alHH H NMPOBEAeHUI0 KIIHHHYECKHX
HccJieJOBAHUH JIEKAPCTBEHHBIX NpenapaToB B paMKaX NoanporpaMmmal
""PazBuTHE NPOM3BOJACTBA JIEKAPCTBEHHbIX CPeAcTB'' rocynapcTBeHHO#
nporpammbl Poccuiickoit @enepauun ''PazButie papmaneBruyeckoi
H MeJHUHHCKOH npombiuieHHOcTH' Ha 2013 - 2020 roasbt

[IpaButensctBO Poccuiickoit Penepaliui n0cTaHOBJASI €T :

VYTBepaute npunaraemele  IlpaBuia  mpenocTtaBieHuUs — CyOCHAMi
13 QenepanbHOro O10IXKeTa POCCUMCKIM OpraHHU3allisM Ha BO3MELICHHE HaCTH
3aTpaT Ha pealu3alyio IPOEeKTOB [10 OpraHU3alMy U MPOBEACHUIO KITHHUYECKUX
MCCIIEIOBAaHUM  JIEKAPCTBEHHBIX [IpENaparoB B paMKaxX [MOANPOTPaMMbI
"Pa3zBuTHEe NPOU3BOACTBA  JIEKAPCTBEHHBIX  CpEeACTB"  rocyJlapcTBEHHOM
nporpammbl  Poccuiickoit  ®epepauuu  "Pa3zButne  dapmaineBTHUECKOH
¥ MEIUIIMHCKON npoMbiuuieHHOCTH" Ha 2013 - 2020 roas!.

J.MenBenen
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YTBEPX/IEHbBI

noctaHoBineHuem [lpaButesnbcTBa
Pocculickon ®enepauun
oT 1 okts16ps 2015 r. Ne 1045

IIPABHUJIA

npegocrabjieHus cyOcuani n3 ¢geaepaibHOro 0101:KeTa pOCCHHCKUM
OpPraHHU3aLHUsAM HA BO3MELUEHHE YaCTH 3aTPAaT HA pPeaIu3alUHIO NPOEKTOB MO
OpPraHU3alHH U NMPOBEJCHHUIO KJIHHHYECKHUX HCC/IeJOBAHUH JIEKAPCTBEHHbIX
npenapaTroB B paMKax noanporpammsl ''PazButue npousBoacTsa
JIEKapCTBeHHbIX cpeAcTB'' rocyagapcreeHHoi nporpammbl Poceuiickoi
®enepannu ''PazButue papMaueBTHUYECKONH M MeJHIIMHCKOH
npomMbliieHHocTH'' Ha 2013 - 2020 roasbi

1. Hactrosmue IlpaBuna  ycTaHaBauMBalOT TOPSAOK W YCIOBHUS
npefocTaBieHuss cybocuauid w3 QenepanpHOro  OOIKETA  POCCUHCKHUM
OpraHu3al{sM Ha BO3MEILIEHHE 4YacTHU 3aTpaT Ha peaiu3alHio MPOEKTOB IO
OpraHW3allid 1 TMPOBEACHHUIO KIMHUYECKUX HCCIEIOBAaHUM JIEKapCTBEHHBIX
nmpemapaToB B pamKkax  noamporpammel  "Pa3ButHe  mpou3BoicCTBa
JeKapCTBEHHBIX  CpeACTB" TocyAapCcTBeHHOM  mporpamMmbl  Poccuiickoi
®enepanuu "PazBuTie GapManeBTHUECKONH U MeUIIMHCKOW MPOMBIIIUIEHHOCTH"
Ha 2013 - 2020 roas! (najiee COOTBETCTBEHHO - MIPOEKT, CyOcuus).

2. CyO6cuauu MpefocTaBisSIIOTCd B UEJSX pPa3BUTUS MHHOBALHMOHHOTO
noreHudanga ¢apMaleBTHYECKOH MPOMBILUUIEHHOCTH B COOTBETCTBUU C
NPUOPUTETHBIMU  HAMpaBJIGHUSIMH  HAy4HbIX HCCJIeOBaHUNH B o00yacTu
MHHOBALMOHHOI'O PAa3BUTHSI 3/IPABOOXPAHEHHUS, a TAKXKE B LENAX JOCTHKEHUS
3HAYeHUH ClenylouIMX LeleBblX [okazarened mnoanporpammsel "Pa3Burtue
MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB" TrOCYJapCTBEHHOW  MpOrpaMMbl
Poccuiickoii ®enepanyu  "Pazutue QapmaneBTHUECKOW W MEAMIMHCKOM
npoMbliieHHoCTH" Ha 2013 - 2020 roasl:

a) 10JIs1 JIEKApPCTBEHHBIX CPEACTB OTEYECTBEHHOIO MPOU3BO/ICTBA B OOLIEM
obwreme motpebieHus (B I€HEKHOM BBIPAXXEHUU );
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0) oObeM HMHBECTMLUMH B Hay4yHble HCCJIENOBAHUS, pa3pabOTKH,
TEXHOJIOTUYECKHE UHHOBALUU u MEPEBOOPYKEHUE NPOU3BOJICTBA
JIEKapCTBEHHBIX CPENICTB.

3.1lon nOpuOpUTETHBIMU HANpPABIEHUSMM HAy4YHBIX HCCIEI0BaHUM
B 00/JaCTHU WHHOBAallMOHHOTO pa3BUTHUS 3/JPABOOXPAHEHHUS B HACTOSIIHUX
[IpaBunax moHUMarOTCA:

a) pa3paboTka I[POTUBOOIYXOJIEBbIX MpPENapaToB, COBEPLIEHCTBOBaHHE
[10/IXO/IOB paHHEN AMArHOCTHUKH OMYyXOJeBbIX 3a00J1€BaHUM, BbISIBIEHUE HOBOTO
MOKOJIEHHS] OHKOMAPKEPOB;

0) pazpaboTka JeKapCTBEHHBIX CpEJICTB B OOJACTH pereHepaTUBHBIX
TEXHOJIOT UM,

B) pa3paboTKa JIeKapCTBEHHBIX CpPEACTB [JIsl paHHEHW IUArHOCTHUKU U
JIeUeHUs] Ay TOUMMYHHBIX U HEHpoJereHepaTUBHBIX 3a001€BaHU;

r) pazpaboTka JIEKQpCTBEHHBIX CPEACTB [UISl paHHEH IUArHOCTUKUA U
Jie4eHM sl SHAOKPHUHHBIX 3a00/I€BaHUil, B TOM YHCIle CaxapHOro AuadeTa;

1) pa3paboTka JeKapCTBEHHBIX CPEACTB JUIsl paHHEd [IMarHOCTUKH U
Je4eHUs CepAevuHO-COCYUCThIX 3a00/IeBaHU;

e) pa3paboTKa JIeKapCTBEHHBIX CPEJCTB W CPEACTB IHArHOCTHUKH JJis
OpeaynpexaeHus, IeYeHUs U BbISIBICHHUS HHOEKIIMOHHBIX 3a00J1eBaHMii;

K) pa3paboTKka  JIEKAPCTBEHHBIX  CPEACTB Uil  NpOQUIAKTUKHU,
JMarHOCTUKH U JieueHUs TyOepKyesa;

3) pa3paboTKa JieKapCTBEHHBIX CPEACTB AJi1 BaKUUHOMPOGMUIAKTUKU U
JedeHust 0co00 OMacHbIX BUPYCHBIX 3a00eBaHuid, B ToM uncie BUYU-undexuun
U BUPYCHBIX [eNaTUTOB.

4.TTon  NpoexkTOM  MOHUMAETCSI  KOMIUIEKC  B3aMMOCBSI3aHHBIX
MEpONpPUATHI U MNPOLIECCOB MO OPraHU3allMM U MPOBEACHUIO KIMHUYECKOTO
HCCJIeIOBAaHUSL OJHOTO JIEKAPCTBEHHOTrO Tpernapara (C OHUM MeXIyHapOIHBIM
HE[IaTeHTOBAaHHBIM  HAaMMEHOBAaHUEM  WJIU  [PU  OTCYTCTBUM  TaKoro
HAaUMEHOBAaHUSA COOTBETCTBYIOLUMM XHUMHUYECKMM HJIM T[PYHNINUPOBOYHBIM
HaMMEHOBaHHEM), OIPaHUYEHHBIM MO BPEMEHM U pecypcaM, B TOM HHUCIE C
[IPUBJIEYEHUEM TPETBUX JIULL.

5. Cybcumuu nmpenocTaBisitoTCs B Mpejenax OrHKeTHBIX aCCUTHOBaHHH,
NpelyCMOTPEHHBIX (eaepalibHbIM 3aKOHOM O eaepalbHOM OroJKeTe Ha
COOTBETCTBYIOIIMH (UHAHCOBBIA TOJ W IUIAHOBBIA TEpPHUOA, U JIMMHUTOB
OIOJDKETHBIX 0053aTefbCTB, YTBEPXKACHHBIX B YCTAHOBJICHHOM IOPSAKE
MHHUCTEPCTBY MPOMBIILUIEHHOCTA W TOproBin Poccuiickoi @enepauuun Ha
LEJM, YKa3aHHble B yHKTe | Hactosmux [IpaBui.
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6. Cybcunuu MPEeNOCTABIAOTCS POCCUNCKOM OpraHu3aluy,
3aperucTpupoBaHHoii B Poccuiickoit @enepanidi ¥ UMEIOWEH JIMLEH3UIO Ha
MPOU3BOACTBO JE€KAPCTBEHHBIX CPEJICTB VISl MEJULUHCKOTO IPUMEHEHHS.

7.CyOcunuu  mpefoCTaBNsOTCS  POCCHUMCKOM — opraHuMzauud — Ha
CIeAyIOLIUX YCIOBHUSX:

a) Ou3Hec-IJlaH  MpoeKTa  NpeJycMaTpuBaeT  Hayajo  BBINyCKa
B TpaXXJJaHCKUH 000pOT JIeKapCTBEHHOTO Ipenapara, pa3paboTaHHOIO B paMKax
NpoeKkTa, He  no3gHee 3 7eT ¢ Jarbl  3aKNIOYEHHs  JOroBopa
O MpeI0CTaBICHUUN CYOCUINH;

0) Ou3Hec-IIaH MpoeKTa NpelyCMaTpUBAaeT MOJyYeHUE pPOCCHICKOM
OopraHu3allMell BBIPYUKH OT pealu3aluy pa3paboOTaHHOTO B pamKax IMPOeKTa
JIEKapCTBEHHOTO Mpenapara CyMMapHo 3a 3 rojla co JHs Hauajua ero BhIYCKa B
pa3Mepe, He MeHee yeM B 3 paza [peBbILUIAIOLIEM pa3Mep [perocTaBleHHON
cybcuanu;

B) pOCCHIICKasl oOpraHu3alMsi HMEeT pas3pelieHHe Ha [poBeIeHUE
KJIMHAYECKOTO HCCIIEAOBaHUS 3asBJIEHHOIO JIEKAPCTBEHHOIO  IIpernapara,
BbIJJAHHOE YIOJHOMOUYSHHBIM (hellepaibHbIM OPraHOM HUCMOJIHMTENBHON BIACTH
B YCTaHOBJIEHHOM MOPSIZIKE;

r) HapaboTka 0oOpa3llOB 3asABJICHHOIO JIEKAPCTBEHHOTO Mpemnapara s
npoBeAeHUs KJIMHUYECKHUX uccie10BaHuHN OCYLLECTBIIIETCS Ha
MPOU3BOACTBEHHON IUIOMIAAKE, YKa3aHHOH B JIMUEH3UHM HA [POU3BOACTBO
JIEKapCTBEHHBIX CPEJICTB sl MEAUIIMHCKOTO IPUMEHEHUS;

1) IPOEKT He MpeArnojlaraeT OpraHU3alHvIi0 U NPOBENCHHE KIMHUYECKHUX
UCCJIEIOBaHUI JIEKQpCTBEHHOrO Ipenapara IpH HAJIWYMU B NOCYAapCTBEHHOM
peecTpe JIEKapCTBEHHBIX CPEJICTB I MEIULMHCKOTO MPUMEHEHUS CBEJIEHUH O
3apEerUCTPUPOBAHHBIX ~ OTEYECTBEHHBIX  JIGKAPCTBEHHBIX  [pemnaparax ¢
UJIEHTUYHBIM MEXYHApOJHBIM HeNaTeHTOBAaHHBIM HAUMEHOBaHUEM (WU MpHU
OTCYTCTBHUM TaKOro COOTBETCTBYIOLMM XHMHUYECKHUM HWIM TIPYNIHPOBOYHBIM
HaMMEHOBAaHHWEM) Ha JEHb MOJA4YM JIOKYMEHTOB B COOTBETCTBHM C MyHKTOM 10
Hacrosawux [Ipasui;

€) IpoBeJeHHe KIMHUYECKUX HCCIIEIOBAaHUMN JIEKapCTBEHHOIO Mpernapara
OCYLUECTBIIsIeTCsl Ha Tepputopun Poccuiicko ®enepauud B KIMHUYECKUX
UCCJIEI0BATENIBCKUX LEHTpax, aKKpeAMTOBaHHBIX MuHucTepcTBOM
3apaBooxpaHeHus Poccuiickoin Menepauui;

) MPOEKT He MpejnoiaraeT GUHaHCUPOBaHUE U3 OIOIXKETOB OHOJKETHON
cucteMbl Poccuiickoit ®denepanii B COOTBETCTBHM C HHBIMHU HOPMAaTHUBHBIMU
NPaBOBBIMH aKTaMH;
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3) IPOEKT HampaBlieH Ha [JIOCTHXEHUE LeNed, MPpeayCMOTPEHHbIX
NyHKTOM 2 HacTtosux [IpaBu.

8. CyObcunuu  mpenocTaBisIOTCS  HA  BO3MelleHHWe  (akTuvyecku
OCYUIECTBIEHHbIX He paHee | sHBaps 2015r. W [IOKyMEHTaAIbHO
MOJITBEPKAEHHBIX CJIEIYyIOIUX 3aTpaT POCCUUCKOM OpraHU3aliiM, CBSI3aHHBIX C
peanu3alyen NpoeKTa, NpeayCMOTPEHHBIX OU3HEC-INIAHOM MTPOEKTa!

a) Ha npuoOpeTeHHe CBIPhS, PACXOAHLIX MaTepHalloB JUIsl HapabOTKu
00pa31oB pa3pabaTblBAEMOro JEKapCTBEHHOTO MIpernapara;

0) Ha npuoOpeTeHUE JIEKAPCTBEHHBIX [1PENapaTOB CPABHEHHUS;

B)Ha OIJATy YCJIyr CTOPOHHMX OpraHu3audil 10 [pPOBEIEHUIO
nabopaTopHbIX,  KJIMHUKO-AMArHOCTMYECKUX  MCCleoBaHUM,  oOpaboTke
MOJy4€HHBIX KJIMHUYECKUX [JaHHBIX, a Takke [0 TpPaHCIIOPTUPOBKE
KJIMHUYECKUX 00pa3LoB;

') Ha CTPaxoBbl€ B3HOCHI IO CTPAXOBAHUIO KU3HU U 3/I0POBbsSI MALIUEHTOB,
Y4acTBYIOIIMX B KIIMHUYECKUX UCCIIENOBAaHUIX JIEKAPCTBEHHOTO Mpenapara.

9.Cy6Gcuauu  MOpeoCTaBIsAIOTCS  HAa  OCHOBaHMM  JOroBopa O
MpeNOoCTaBAEHUA  CYOCHMIOUH, 3aKIIOYEHHOro  Mexay  MuHucrtepcTBoM
OPOMBIIUIEHHOCTY M Toprosild Poccuiickoit @enepauu M pOCCUHCKOH
opranu3zauueil. JloroBop o npenoctaBieHuy cyOCcUAUM PeNyCMaTpHBaET:

a) LeJH, yCIOBUS U MOPAZIOK NpeloCTaBlIeHUs cyocuany;

6) cpoku nepevucieHus cyocuamu;

B) 0053aHHOCT, ~ MMHHCTEpCTBA  MPOMBILUIEHHOCTH HU  TOProBIU
Poccuiickoit denepanui U OpraHoB rocyapCTBEHHOTO (PUHAHCOBOT'O KOHTPOJIS
MPOBOJIUTH MPOBEPKHU COOIOAEHUS POCCUIICKON OpraHu3alyen yCcloBHiM, Lienen
M TOpsiAKa MPEeNOCTaBlieHUs CyOCHAMH, KOTOpbI€ YCTAHOBJIEHBI JIOTOBOPOM O
npeaocTaBieHuu cyOcuauu U Hactoswumu [lpaBunamu, W corjacue 3Tod
OpraHu3ali¥y Ha POBEJEHUE TAKUX MPOBEPOK;

I') OTBETCTBEHHOCTh POCCHUMCKON OpraHu3aldyd 3a HEUCTIOJHEHUE WIIH
HeHaUie)Kallee MCHOJHEHUE MPHUHATBIX 0043aTeNbCTB, B TOM YHCIE 1O
JIOCTIDKEHUIO  3HAYeHUH  mokasarenied  (MHAukaTopoB) 3¢ (eKTHBHOCTH
peaM3aliu [IPOEKTa;

1) TOPAIOK BO3Bpara CyMM, MCIIOIb30BAHHBIX poccuiickon
OpraHu3allMed, B Ciiy4ae YCTAHOBJICHHsI MO HTOraM I[POBEPOK, MPOBEACHHBIX
MUHUCTEPCTBOM NPOMBILIUIEHHOCTM M TOproBau Poccuiickoit ®Penepanuu
v (WIM) OpraHaMM [OCYJapCTBEHHOTO (MHAHCOBOIO KOHTpOJs, akra
HapylIeHUs YCJIOBMH, Uenell MU mopslaka MpeaocTaBieHus cybcuauu,
KOTOpble  ompeneneHbl  HacTosuumu  [lpaBunamu U OOroBOpoM
O MpPEeNOCTaBIEHUU CcyOCHAMM, a TaKXe IOpSlOK INpPUMEHEHUS B ciyuae
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HEJIOCTH)KEHUS] YCTAHOBJIEHHbIX KOJIMYECTBEHHBIX 3HA4eHUN Moka3arenen
(vaaukatopoB) >O@EKTUBHOCTH peanu3alyd MPOoeKTa, MNPesyCMOTPEHHbIX
HOMMYHKTOM "3" HacTosiiero myHKTa, mTpadHbIX CaHKIMK, pacyeT pa3Mmepa
KOTOPBIX OCYILECTBJIAECTCS corjlacHo mnpuioxeHuto Ne 1. Pasmep wmrpadHbix
CaHKUMH MPONOPLUHMOHAJIEH CTENEHH HEJOCTH)KeHUsT 3HAuYeHWH [eJeBbIX
rokaszaresieil pealnu3alld MPOeKTa, YKa3aHHBIX B IOrOBOpe O NpedoCTaBlIEHHH
cyocuany;

€) YCIIOBUSL PAcCTOpPXKEHHsl JOroBopa O TMPeNOCTaBlIeHUH CYOCHIIUU,
BKJIFOUasl ~ YCJIOBME  OJHOCTOPOHHEro  pacTopXeHus  MUHHCTepCTBOM
MPOMBIILIIEHHOCTH W ToproBiu Poccuiickoit denepauuu ykazaHHOTO JAOroBopa
B Cllyyae HEHUCIIOJHEHHS POCCHUUMCKON opraHusauueil B TeueHue |2 mecsies
peayiv3allid TPOEKTa KOHTPOJIbHBbIX COOBITUH, MpPENYCMOTPEHHBIX IJIAHOM-
rpadguKoM peajiu3alyu MPOEKTa;

) NMOpAI0K, hopMa U CPOKH MPEACTABICHUS OTYETHOCTH O JOCTHIKEHHH
3HAQUCHMI 1eNIeBBIX [IOKa3arejeld peaiu3aldd MpoeKTa, MpelyCMOTPEHHBIX
JIOTOBOPOM O TMPEAOCTaBIEHUM CYOCHIUU, U 00 OCYIIECTBICHUM 3aTpar,
UCTOYHHUKOM (PHUHAHCOBOTrO obecredeHHs] KOTOPhIX SBISETCS CyOCHUIMS, B TOM
4UCJIe TOPSAOK OCYILIeCTBIeHUs (DAKTUYECKOH MPOBEPKH  JOCTHOIKEHUS
3agBJICHHBIX  3HAYeHUH  mokasarenedl  (MHOUMKATOpPOB)  3(hGhEKTUBHOCTH
peanuzanuu MPOeKTOB MOCKE UX 3aBEPIICHHUS,

3) KOJIMYECTBEHHbIE 3HAUEHUs CIEeAYIOIIMX MokazaTesied (MHIUKAaTOPOB)
50 (eKTHBHOCTY peaju3allui MPOoeKTa 10 rojaM B TEUEHUE CPOKa pealih3alliu
NpoeKTa:

yBENMYEHUE  JIOJM  JIEKAPCTBEHHBIX  CPEICTB  OTEYECTBEHHOIO
IPOU3BOJICTBA B 0011IEM 00beMe noTpebieHus (B IEHEXKHOM BBHIPAKEHHUH ),

yBeJqnYeHHEe 00beMa HHBECTULMH B Hay4YHbIE HCCIIEOBaHMs, pa3paboTKH,
TEXHOJIOTHYECKHe MHHOBALIUU " EPEBOOPYKEHHE NpOU3BO/ICTBA
JIeKapCTBEHHBIX CPEJICTB;

Hayajo BBIIYCKa B TPaXXIAaHCKUHA OOOPOT JIEKapCTBEHHOrO Ipernapara,
pa3paboTaHHOTO B paMKax IpOeKTa, He MO3AHee 3 JIeT C JAaThl 3aKIFOYeHUS
JIOTOBOpa O NPEIOCTABICHUH CYyOCHTNH;

[OJlyueHUE POCCUHCKOM OpraHusalMeil BBIpYYKH OT peau3aluu
pa3pabOTaHHOIO B paMKaX MpPOEKTa JEKapCTBEHHOI'O Ipenapara cCyMMapHO 3a
3roma co OHS Hauyajga ero BbIIyCKa B pa3Mepe, HE MeHee 4eM B 3 pa3a
NPEeBbILIAIOIIEM Pa3Mep NpeoCTaBIeHHON CyOCUInY;

1) CBEJCHMSI O LEJIEBBIX MOKa3aTeNIX peaii3allii MPOeKTa, B TOM YHUCIIE:
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TUIaH-rpaUK pealus3aluu MPOeKTa, BKIIOYas KOHTPOJIbHbIE COOBITHS U
JUHAMMKY JIOCTH)KEHHUs 3HAYeHUM LeJIeBhIX IOoKa3aTeje 0o rojaMm ero
peanu3auuu;

UTOTH peaju3alMy IpOoeKTa;

K) TpeOOBaHHE Be/IEHUs POCCUIMCKOW OpraHuzalueil pasielibHOrO y4yera
3aTpaT, UICTOYHUKOM (PUHAHCOBOTO 00eCMEeUeHUs] KOTOPBIX SIBJSIETCS CyOCHaus;

J) IOPSIOK M ClIydyad BO3BpaTa B TEKylleM (UHAHCOBOM ToOfy
pPOCCUHCKON oOpraHusalyedl OcCTaTKOB CyYOCHUIUW, HE HCIOJB30BaHHBIX B
OTYETHOM (PUHAHCOBOM TOJIy;

M) 3allpeT KOHBEpPTallMd B HWHOCTPaHHYIO BalOTy ITOJYYEHHBIX U3
denepanbHOro OroKETa CPECTB.

10. Jlns 3aKito4eHus: JOroBopa o NpeJoCTaBIeHUU CyOCUANM poccCUiicKas
opraHu3auusl NpeacTaBisieT B MUHUCTEPCTBO NMPOMBILUIEHHOCTH UM TOPTOBIH
Poccuiickoit @enepaunu cnenyromue 10KyMEHTHI:

a) CONPOBOJUTENBHOE MUCHBMO € YKazaHUEM pPEKBU3HUTOB pPOCCHHCKOM
OpraHu3aLMy;

0) KoMUY YYPENUTEITbHBIX JMOKYMEHTOB, 3aBepeHHBbIC PYKOBOAHUTEIEM
POCCHUMCKON OpraHU3aluH;

B) KOnus OuW3Hec-IUlaHa IMpOoeKTa C [IaHOM-TpaduKkoM peanu3aiid
[IPOEKTa, COAEpXalllUM KOHTPONbHbIE COOBITUS W [OUHAMHUKY JOCTHXEHUS
3HAQUECHHWH LeJeBbIX MOKa3aTelled MO0 rojaM €ro peaju3alliy, BKIIOYaOUIUM
CMETy 3aTpaTr Ha pealu3aluio MPOeKTa I10 roJiaM, 3aBEpEeHHas pyKOBOJAUTEIEM
POCCUICKON OpraHu3anumy;

I') KOIHUS BBIITMCKU U3 ENMHOrO rocy1apcTBEHHOTO peecTpa IpUINIECKUX
JUH, BBIIAHHOW He paHee 2 MecsueB [0 [HsS MNpPEICTaBICHHUS TOKYMEHTOB,
3aBEpeHHass B YCTAHOBJIEHHOM MopsAlxke (B cllydae HeNpeAcTaBICHHUS
POCCHIMCKOU OopraHuzauuei TAKOro JOKYMEHTA MuHuctepcTBo
NPOMBIUUIEHHOCTH U TOprosiu Poccuiickoi @Penepauuu 3ampailluBaeT ero
CaMOCTOSTENIBHO);

1) KONUsl JIMUEH3UHW Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB JUIS
MEIHULIMHCKOTO NIPUMEHEHUS;

€) KONUsl pa3pellleHus] Ha NpPOBEACHHE KIMHUYECKOrO HCCIeI0BaHuUs
JIEKapCTBEHHOIO Ipernapara, BBIJAHHOIO YIOJIHOMOYEHHBIM (enepabHbIM
OpraHoOM UCIIOJHHUTEIBHOU BIACTH.

11. MMHUCTEPCTBO  NPOMBIIUIEHHOCTH W Toproeiau  Poccuiickoi
denepanyy perucTpupyeT OKYMEHTHI, YKa3aHHble B MyHKTe 10 HacTOSIIHX
[IpaBui, B OpsAAKE UX MOCTYILIEHUS.
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12. MuHuCTEpCTBO  INPOMBIIUICHHOCTH W TOProBiu  Poccuiickoi
®denepalii paccCMaTpUBAaET B MOPsIKE MOCTYIUICHUS NOKYMCHTBHI, YKa3aHHbBIE
B nyHkTe 10 Hacrosmux IlpaBui, U B TeueHHe 15 KajieHAApHBIX THEW CO IHs
WX TOCTYIUIEHHS 3aKiodaeT ¢ pOCCHUMCKOM opraHuzanueii  JOroBop
O IPeNOCTaBlIEHUH CyOcUANM JTUOO OTKa3blBaeT el (B MHUCBMEHHOH ¢opme)
B 3aKJIIOYEHUH TAaKOro JOrOBOpa B CIy4ae HECOOTBETCTBUS MpENCTaBJIEHHBIX
JIOKyMEHTOB IOJIO)eHUsM ITyHKTa 10 HacTosimx [IpaBun.

13. Cybcunus mpenocrasisercs Ha Bo3MellleHue He 6onee 50 mpoiueHTOB
3aTpaT POCCUHCKON OpraHM3aliM, yKa3aHHbIX B yHKTe 8 Hactoswmux [IpaBui.
MakcuManbHbIl  pa3sMep CyOCHIWH, BBIZaBaeMOHl OOHOW  poccHiicKoM
opraHusainuy, He MoxeT InpeBbiath 200 MiH. pybiieil 32 Becb CpOK AEHCTBUS
JIOTOBOpA O MPEIOCTaBIEHUU CyOCU TN,

14. Cyb6cunus mpenocrasnsercs He 6onee 2 pa3 B rof. g monydeHus
cyOCUIMM pOCCHMCKHE OpraHu3alud He T1o3fgHee S ampens W 5 nekabps
TEKYIIEro rojia MpeACTABISIOT B MUHUCTEPCTBO MPOMBILLIEHHOCTA B TOPTOBIIU
Poccuiickoit  ®enepaunru  3asiBI€HHE O  MPENOCTaBICHUH  CYOCHINH,
COCTaBJIEHHOE B IIPOU3BOJILHOH (opMe U TOANKUCAHHOE PYKOBOIHUTENIEM
POCCUNCKON OpraHu3allH, U CIeIyIOIINe JOKYMEHTHI:

a) KOIIMM JIOrOBOPOB M TEpPBUYHBIX YYETHBIX JOKYMEHTOB (CUETOB-
(dhakTyp, aKTOB CHAa4YM-TIPUEMKHU BBHIMOJHEHHBIX pa0dOT, TOBApHBIX HAaKIaIHBIX,
IUTATeXHBIX BENOMOCTEH), NOATBEPXKIAIOIIMX OCYLIECTBIEHHE 3aTpar IIo
HanpaBJICHUSAM, yKa3aHHBIM B MyHKTe 8 Hactosux [IpaBuii, 3aBepeHHBIE B
YCTaHOBJIEHHOM TOPSIJIKE;

6) cnpaBka, NOANHMCaHHAs PYKOBOAWUTEIEM M TJABHBIM OyXraiarepom
POCCHIICKOM OpraHu3alyy, O TOM, YTO 3Ta OpraHMu3alus He HaXOAUTCS B CTaIHH
peopraHu3anuy, OaHKPOTCTBA, JHMKBHAALMU M HE HMEET OrpaHHYEeHHH Ha
OCYILECTBIIEHUE XO35IMCTBEHHOM JeSATEIHLHOCTH;

B) CIIpaBKa  HAJIOTOBOIO  OpraHa, IMOJATBEp)XXAalolias  OTCYTCTBHE
Yy POCCHMCKOM OpraHuU3alMM IPOCPOYEHHON 3aJOJDKEHHOCTH IO YIUiare
HaJIoroB, cOOPOB M HHBIX OOS3aTeNbHBIX ILIATEXeH, MmoJyuIeXxalux yruiaTte B
OromkeTsl Oro/pkeTHON cuctembl Poccuiickoit @enepallid B COOTBETCTBHU C
3aKoHOJAaTeNnbCTBOM Poccuiickoit Denepanuu, 3aBepeHHass B YCTAHOBJIECHHOM
nopsiike (B Cllydae HENpPEICTaBIEHUSI 3TOH OpraHu3alfeil Takoro JOKyMEHTa
MuHUCTEPCTBO IPOMBINUIEHHOCTH M TOProeiud Poccuiickoit ®enepanuu
3ampallrBaeT €ro CaMOCTOATENBHO);
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r) clipaBKa, MOANMCAaHHAs PYKOBOJIUTENEM M [JIaBHbIM OyXrajatepoMm U
CKpEeIUIEHHasi  [e4aThl0  pPOCCUHCKOM  opraHM3auud  (IpU  HAJUYUH),
C yKazaHueM OaHKOBCKMX PEKBHU3UTOB pAaCUYETHBIX CUETOB 3TOH OpraHuzaiuu,
Ha KOTOpbI€ B Clly4ae MPUHATUS MOJIOKUTEIBHOIO pelieHus: OyAeT nepeducieHa
cyocuaus;

1) cipaBKa, MOJNMCaHHas PYKOBOAWUTENIEM W TJIaBHBIM OyXrajaTepoMm U
CKpEeIUIEHHass  Me4yaTbld  POCCHICKOM  opraHu3auvMd (Mpd  HaJIUYHH),
MOATBEPXKAOIIAsT HETOJyYEeHUE 3TON OopraHu3anuei u3 Olo1KeToB OO HKeTHOH
cucteMbl Poccuiickoii @enepauuu KOMIEHCALMM 3aTpar IO 3asiBJIEHHBIM
corjlacHo HactosiguMm IIpaBuiamM HampaBlieHUSIM B COOTBETCTBUM C HHBIMH
aktamu [IpaBurtensctBa Poccuiickoit @enepalyu 3a OAUH U TOT XK€ MepUoJ;

€) OTYETHI, MPelyCMOTPEHHbIE IOTOBOPOM O MPEAOCTABIEHUHU CyOCHIUH;

) pacyeT CyOCHUIOMM Ha BO3MEILUEHHE 3aTpaT POCCUICKON OpraHu3aluq
Ha MNPHOOpETEHHE CHIPhS, PACXOJHBIX MAaTEepUANOB AJisl HapaOOTKH 00pa3loB
pa3zpabaTbIBa€MOro JIEKapCTBEHHOIO Mpernapara B paMKax peajy3alud MpoeKTa
no ¢opme cornmacHo mpuiokeHHro Ne 2, u (uiM) pacueT cyOcuIdd Ha
BO3MEIIEHWE  3arpaT  pPOCCUMCKOM  OpraHM3alMd Ha  NPHOOpeTeHUe
JIEKapCTBEHHBIX MpenapaToB CpaBHEHUS B paMKax pead3aluu NpoekTa 0o
dbopme cornacHo npunoxenuto Ne 3, u (wiH) pacuer cyOCcuaNM Ha BO3MeEllleHMe
3aTpaT POCCUHCKOW OpraHU3allly Ha OIUIaTy YCIYT CTOPOHHUX OpraHU3alui 1o
MPOBENCHUIO  J1a0OpaTOpPHBIX, KJIMHUKO-IMArHOCTHYECKUX  HCClEeIOBaHUM,
00paboTKe MOJyUYEeHHBIX KIMHUYECKHX JaHHbBIX, @ TAK)Ke M0 TPaHCIOPTHUPOBKE
KJIMHUYECKMX 00pa3loB B paMKaxX pealH3aldd MpoeKTa mo (opme corjacHo
npunoxenuto Ne 4, u (unm) pacuetr cyOCHOMM Ha BO3MELICHHE 3aTpart
POCCUMCKOM OpraHu3alliM Ha CTPaXxOBble B3HOCHI [0 CTPAaxOBAaHUIO KU3HHU U
30pPOBbSl  MMALMEHTOB, YYAacCTBYIOIIUX B KIMHUYECKUX MCCIEeIOBAHUIX
JIEeKapCTBEHHOrO0 [MpernapaTa B paMKax pealu3allud MpoekTa, mno Qopme
COTJIaCHO MpUioxeHuto Ne 5;

3) ClipaBKa, MOANMCAHHAsT PYKOBOJMUTENIEM pPOCCUMCKON OpraHu3aliui,
0 XOJA€ [OCTH)XEHMsS IUIaHOBBIX 3HA4YE€HHMHM ToKa3areneil (MHAUKATOPOB)
3(hHEeKTUBHOCTH pean3ally MPOeKTa.

15. MUHUCTEpCTBO  MNPOMBILUIEHHOCTH W ToproBiaud  Poccuiickoi
denepallMi perucTpupyeT 3asiBiecHHME O [PeNOCTaBlIE€HUU CYOCUIUN U
NIOKYMEHTBI, MpEe/ICTaBICHHbIE B COOTBETCTBUU C IYHKTOM 14 Hacrosmmx
IIpaBuil, B mopsaKe UX MOCTYINIEHUS.

3asBlIeHUs O MPENOCTaBJIIEHUH CYOCHUAMU pacCMaTpPUBAIOTCS B MOPSIAKE
MOCTYILJIEHUSI.
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16. MUHHCTEPCTBO  MPOMBIIUICHHOCTH U TOpProBnM  Poccuiickoit
®enepauuu NpoBepsAeT MOJHOTY U JOCTOBEPHOCTH CBEICHUI, CONECPKAIIMXCS B
MPENCTABIEHHBIX POCCUUCKON OpraHu3allMedl NOKyMEHTaX, UX COOTBETCTBHUE
nmonoxeHusM mnyHkTa 14 nHactosmux IlpaBun u ycinoBusM JoroBopa o
npenocTaBieHHH cybcumuil U B TeueHWe 10 KaJleHOApHBIX IHEW NpHHUMAET
pellieHue O TMpeAoCTaBlIeHUU cybcuamu aub0 00 OTKaze B MpPENOCTaBIEHHH
cyocuaun.

17. OcHoBaHMAMHU U1 OTKa3a B NIPEeAOCTaBICHUHN CyOCHUIUU SABIISAIOTCS:

a) HECOOTBETCTBUE IIPEACTABIEHHBIX HOKYMEHTOB MOJOXEHUSM IyHKTa
14 nacrosiux IlpaBuil ¥ ycIoBHSM JOTOBOpa O MPEAOCTABIEHUH CYOCHINH;

0) HaJM4YKe B JOKYMEHTaX HEIOJHbBIX U HEAOCTOBEPHBIX CBEICHUH;

B) HEJJOCTATOK JIMIMHUTOB OIOMKETHBIX 00S3aTENbCTB, YTBEPIKIEHHBIX
B YCTAaHOBJIIEHHOM IOpsiAKe MHUHHCTEpCTBY NpPOMBILUIEHHOCTH MU TOPTOBIIU
Poccuiickoit ®enepaniy Ha L€, NPEIyCMOTPEHHBIE ITYHKTOM 2 HaCTOSIIHX
IIpaBu;

I) IpeBbILIEHNE MAKCUMAILHOTO pa3Mepa CyOCHAMM, BbIIaBAEMOM OIHOU
pOCCHUICKON OpraHu3alyy, yKa3aHHOro B myHkTe 13 Hactosmux Ilpasui;

Jl) yCTaHOBJIEHHE (haKTa HEUCTIONHEHHS POCCHICKOW oOpraHu3alue
OusHec-tulaHa W (WIM) IUIaHa-TpaduKa peanu3allid IPOeKTa, BKIIOYAs
KOHTPOJIbHBIE COOBITHS €0 pea3aliii.

18. MUHMCTEpCTBO  NPOMBINUIEHHOCTH MW TOproBid  Poccuiickoi
®enepanuun B TeueHue 10 kaleHIapHBIX AHEH CO JAHS TNPUHATUS PEIICHHS
O TpeloCTaBleHWH CyOCHIMHM WIM OO0 OTKaze B MPENOCTaBIICHUH CYOCHIMH
yBenoMisieT (B IUCBMEHHOM ¢opMe) O NPUHATOM pElIeHHH POCCHICKYIO
OpraHU3aIMIo, NOAABIILYIO 3asBJI€HUE O MPEIOCTABIEHUH CYOCHIUH.

19. Ilepeunicnenne cyOcHIMM  OCYIIECTBISETCS B  YCTAaHOBJIEHHOM
MOPSIAKE HAa pAcCYETHBIH CUYET pPOCCHICKOM OpraHu3alMu, OTKPBITHIA B
POCCHUIMCKON KpEeIUTHOU OpraHU3alliy.

20.B  cmyuae  ycraHoBieHHs ~— (aKTOB  HapyLIeHWS  YCIOBHH
IpeIOCTaBICHUS CYOCHAMY COOTBETCTBYIOIME CPENCTBA IOAJIEKAT BO3BpaTy B
noxon denepajbHOrO OlO/KeTa B IOPSAIOKE, YCTAHOBJIEHHOM OIOIKETHBIM
3aKoHozAaTenscTBOM Poccuiickoit @enepanumu.

B ciywae eciMm mno wuroraMm peanu3alliM NPOEKTa XOTA OBl OIHO
U3 3HaueHWil mokaszatened (MHOUKATOpPOB) 3(P(GEKTUBHOCTH peaTH3al[dd
MpOEKTa, yYKa3aHHBIX B JIOTOBOPE O IPEAOCTaBICHUU CYOCHAMH, COCTaBIISAET
meHee 100 mpoLieHTOB 3HA4YeHUs, 3aABJICHHOTO B IIPOEKTE€ U OIPEACIIEHHOIO
OOTOBOPOM O TIIPENOCTaBIE€HUH CyOCHUIWH, K POCCUHCKOW OpraHu3allud
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MPUMEHSIOTCS ITpadHble CaHKLUH, pacyeT pa3Mepa KOTOPBIX OCYIIECTBIISETCS
coryiacHo npuiioxeHuto Ne 1 xk Hactosiimm [Ipasuiam.

21. Uudopmanuss o pasMepax M CpokKax [epeuuciIeHuss CyOCUAMii
yUUTBbIBAaeTCS MUHHCTEPCTBOM MNPOMBILUIEHHOCTH W TOproeiu Poccuiickoi
®enepaunu npu GOpMHUPOBAHUH MPOTHO3a KACCOBBIX BBIMJIAT M3 (DeaepaibHOro
OroKeTa, HEOOXOMMMOro JUlsi COCTaBIE€HUS B YCTaHOBJIEHHOM IOPSIKE
KaccoBOIO IJIaHA UCIOJHEHUS (eepaibHOro OroIKeTa.

22. He wucnonb3oBaHHbIA B OTYETHOM (UHAHCOBOM TOJy OCTaTOK
CyOCHMAMHU MOUIEKUT BO3BPATYy B J0XOA (pefepanbHOro O/KeTa B TEKYLIEM
(¢uHaHCOBOM  TOAy B [OpSAKE,  MPEelyCMOTPEHHOM  OHOMKETHBHIM
3akoHomarensCcTBoM Poccuiickoin denepanuu, B ciaydasX, YCTaHOBJIEHHBIX
JIOTOBOPOM O MPEOCTABIEHUN CYOCUIUH.

MUHHUCTEPCTBO MPOMBILUIEHHOCTH U TOProBiu Poccuiickoii @enepaiiuu u
®enepasibHag ciyx0a (HHAHCOBO-OIOPKETHOTO HAI30pa  OCYIIECTBISIOT
KOHTPOJIb 3a COONMIOAEHUEM POCCHMCKUMM OpraHu3alMsiMU YCIOBUH, Heled u
NOpsZIKa NpeloCTaBlIeHUs CyOCcUInit.
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[TPUJIOXEHHUE No 1
K [IpaBuniam npegocraBieHus cyocuani
13 deaepanbHOro 010aKeTa pOCCUHCKUM
OpraHMU3alMsM Ha BO3MELICHHE YacTH 3aTpaT
Ha peaj3al{Io [IPOEKTOB [0 OpraHU3aluu
1 MPOBEACHUIO KIIMHUYECKUX HUCClel0BaHU
JeKapCTBEHHBIX MpenapaTroB B paMmKax
noanporpaMmsl "Pa3BuTue Npou3BOACTBa
JIEKapCTBEHHBIX CPEACTB" rOCY/1apCTBEHHOM
nporpammsel Poccuiickoit @enepanuu
"PazBuTHe dhapMaileBTUUECKOH

Y MEJIMLIUHCKON MPOMBILLIEHHOCTH"
Ha 2013 - 2020 roael

PACYET

pa3Mepa ITpPagHBIX CAHKLIHH

Pasmep wtpadHbix caHkuumid  (ThIC. pyOne#t) (A) ompenensercs
no ¢opmye:

g D; # 0: A; = (1- dy/D)*K;xV npu d; < D;
Ai =0 pu di > Di’

st D=0
(WM eciiv He mMpeayCMOTPEHO
3HAYeHHe UHJIMKATOpa Ha OTUETHBIN

nepuon) A, =0,
rue:
A - obumas cymma wmrpadHbIX CaHKUMA 3a OTYETHBIA MEepHOI

(TBIC. pyOIICit);
A; - BKJaj 1-ro MHAUKAaTopa B OOILIyI0 CyMMY IUTpadHBIX CAHKIMHA 3a
OTYETHBIN MIepHo (ThIC. pybiieit);
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d; - DOCTHUrHyTOE 3HauYeHHWe i-r0 LEeJNeBOro MoKa3aressi, yKa3aHHOro B
JIOTOBOpE O MPEeAOCTaBICHUH CYOCUANH, Ha 1aTy OKOHYAHUS CPOKa peaiu3aldd
MPOEKTa;

D; - nnaHoBoe 3HayeHHe I-ro TMoKazaTelss, yKa3aHHOTO B JIOFOBOpE
O MpeAoCTaBIeHNH cyOcuauu;

V - o0Bbem cpeactB denepaibHoro OOKETa, HCIOJb30BaHHbIX
opraHu3auuei - nojydvarejem cyOCHOMM B paMKax peaju3alMd NOpoeKTa Ha
JlaTy OKOHYAHHUS CpOKa peanu3aluu MpoekTa (Toic. pyOei);

K; - BecoBod KkO3(QOUIMEHT 3HAUEHHUS 1-TO IMOKaszaTes, yKa3aHHBIH
B JIOTOBOPE O TPeAOCTaBIECHUH CYOCUTUH;

N - KOJIMYECTBO MHIUKATOPOB, YKa3aHHOE B JOrOBOpE O MPEHAOCTABIEHUH
cyoCcuauu.
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