MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

ot 30 gexadps 2015 r. Ne 1503

MOCKBA

00 yrBep:knennu IlpaBui npegocraBiieHus cyocuauii u3 peaepajbHOro
010/12KeTa POCCMMCKUM OPraHM3alMsM HA BO3MeELIeHHEe YaCTH
3aTPaT HA peaiM3aluI0 MPOEKTOB M0 Pa3padoTKe CXO0XKUX
no ¢papmMakoTepaneBTHYeCKOMY ACHCTBUIO U YJIyYIIEHHbIX
AHAJIOT0OB HHHOBAIIMOHHBIX JIEKAPCTBEHHBIX NPENapaToB

IIpaBurenscTBO Poccuiickon Oenepaiun 1O CTAaHOBJA A€ T !

1. VrBepauth mnpunaraemsie [lpaBuna mnpemoctaBieHus cyOcuauil u3
dbeneparbHOTO OOJKETA POCCUMCKUM OpraHW3alisM Ha BO3MEIICHHE YacTu
3aTpaT Ha  peaJiM3alyio  MPOEKTOB MO  pa3pabOTKEe  CXOXHX  TIO
dbapmMakoTepaneBTUYECKOMY  JICWCTBHUIO U YJY4YLICHHBIX aHaJIOroB
WHHOBAI[MOHHBIX JIEKAPCTBEHHBIX MIPENapaToB.

2. Hacrosimiee moctaHoBjIeHUE BCTymaeT B cuity ¢ 1 ssuBaps 2016 r.

IIpencenarens I[IpaBurenscrBa
Poccuitckon Oenepannu .Mensenen



YTBEPXIEHDbI

nocra”HoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanmnu
ot 30 gexadps 2015 . Ne 1503

IIPABHUJIA

npenocTaBjieHus cyocuauii u3 ¢geaepajbHOro OI0IKeTa
POCCHICKMM OPraHM3alUsAM HA BO3MeEILIEeHHEe YaCTH 3aTpaT
HA peain3alMI0 MPOECKTOB M0 Pa3padoTKe CX0KUX
no ¢apmMakoTepaneBTHYeCKOMY ACCTBUIO U YJIyYIIEHHbBIX
AHAJIOT0OB HHHOBAIMOHHBIX JIEKAPCTBEHHBIX NPENapaToB

l. Hacrtossmme  IlpaBuima  ycraHaBIMBarOT MOPAJOK W YCJIOBHSA
npefocTaBieHus cyocuauid w3 QeaepaibHOrO  OmOPKETa  POCCUUCKUM
OpraHu3alydsM Ha BO3MEIICHHE YacTH 3aTpaT Ha pPEAM3alMI0 MPOEKTOB
N0  pa3paboTKe CXOXKUX MO  (apMaKOTEpaNeBTUUECKOMY  JCHCTBHUIO
Y YIYYIICHHBIX aHAJOrOB WHHOBALIMOHHBIX JIEKAPCTBEHHBIX MPENapaToB
(anmee COOTBETCTBEHHO - IPOEKT, CyOCHINSA).

2. CyOcuauu TpeAoCTaBIAIOTCS B LENSAX Pa3BUTUS HWHHOBALIMOHHOTO
NOTeHIMaNa (PapMalleBTUYECKON MPOMBIIIIEHHOCTH, a TakXke B LEIX
JTOCTH)KEHHSI 3HAYEHUM CIEAYIOIIMX LENEeBbIX IOKa3aTenel (MHIUKATOPOB)
noAanporpaMMbel  "Pa3BuTHE  IPOM3BOJACTBA  JIEKAPCTBEHHBIX  CPEACTB'
rocyiapcTBeHHoM  mporpamMmbl  Poccuiickoit ~ @enepauuu  "PasButue
dhapMaiieBTHUECKON 1 MeAUIIMHCKOM nmpoMbliiieHHOCTH" Ha 2013 - 2020 roast:

a) J10J1s1 JIEKQpCTBEHHBIX CPEJICTB OTEYECTBEHHOTO MPOU3BOJICTBA B O0IIEM
o0beMe NoTpeOIeHus (B IE€HE)KHOM BBIPAKEHUN );

0) 00beM HWHBECTHLIMM B HayudHble MCCIEIOBaHUA, pa3pabOTKH,
TEXHOJIOTUYECKHE WHHOBaLUU u NEPEBOOPYIKEHHE MIPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB.

3.Ilox  mpoexkToM  TOHMMAeTCs  KOMIUIEKC  B3aMMOCBSI3aHHBIX
MEpONPUATUA M TPOIECCOB, OrPAHMYEHHBIX [0 BPEMEHH M pecypcam,
peanu3yeMbIX POCCHUMCKOM OpraHu3alyer, B TOM YHCJIE C MPUBJICYEHUEM
TPEThbUX JUI, MO OpPraHu3aluyd M TMPOBEJACHUIO KOMILIEKCA JOKIMHUYECKUX
UCCJIENOBAHUM W KJIMHUYECKUX HCCIeAOBaHUN (B 4YacTH yCTaHOBJICHHUS
0€30MacCHOCTH JIEKAPCTBEHHBIX IpPENapaTroB MJis 3J0pOBBIX JOOPOBOJIBLIEB



U (WIM) TEPEHOCMMOCTH HX 3JI0POBBIMU J0OPOBOJIbLIAMH (32 HCKIIIOUEHHEM
KIIMHUYECKUX HCCIENOBAaHUM JIEKAPCTBEHHBIX NpPENapaToB, MPOU3BEICHHBIX 3a
npenenamu  Poccuiickoit ®enepanuu), moadopa ONTUMAIbHBIX JJI03HUPOBOK
JIEKaQpCTBEHHOIO TIpenapaTa u Kypca JISUYeHHUs ISl TaMEHTOB C ONpPEIEeJICHHBIM
3a00JIeBaHUEM, ONTUMAJIbHBIX 1103 U CXEM BaKIIMHALINU
UMMYHOOHUOIOTHYECKUMU JIEKApCTBEHHBIMU npenapaTamu 3JI0POBBIX
TOOpPOBOJIBILIEB) YIYYIIEHHOTO aHAJoTa WHHOBALIMOHHOTO JIEKApCTBEHHOTO
npenapara co CX0XuM GapMaKkoTeparneBTUUECKUM JEHCTBUEM Ha OMOMUIIICHbD.

[IpoekT pmomkeH OBITH HaMpaBiIeH Ha pa3pabdOTKy CXOXKHUX IO
dbapmMakoTepaneBTUYECKOMY  JIEWCTBUIO " YIIy4YIIEHHBIX aHaJIOTOB
MHHOBAIIMOHHBIX JIEKAPCTBEHHBIX MpPENapaToB JJI JICUECHUS Psla COLHUAIBHO
3HAUMMBIX 3a00JI€BaHUM, pa3pabOTaHHBIX B TOM YHUCJIE Ha OCHOBE OMSACPHBIX
KOOPJIMHAIIMOHHBIX COCAMHEHHN d-MeTauioB U anudaTUYeCKUX THOJOB, C
UCIIOJIb30BAaHUEM TEXHOJIOTHI MOJTYyYEHHS] T€HHO-UHKEHEPHBIX JIEKAPCTBEHHBIX
CpPEIICTB Ha OCHOBE BBICOKOI(D(PEKTUBHON HKCIPECCUOHHOM KIIETOYHOU
1aT(GOPMBI, obecrieunBaroIiei CYCIIEH3UOHHOE BBIpAIIMBAaHHE
MOAU(PUIIUPOBAHHBIX KYJIBTYP KJIETOK BBICOKOM TUIOTHOCTH B Nep(y3MOHHBIX
CUCTEeMaX KYyJbTUBUPOBAHUSI, BBIJICICHUE M OYUCTKY IIEJIEBBIX MPOJIYKTOB 0€3
UCIIOJIb30BaHUSL ChIPbA JKMUBOTHOTO MPOUCXOXKICHUS, BKIKOYAs TEXHOJOTHUH
BBICOKOTIPOU3BOJIUTEIILHOTO CKPUHUHTA (haroBbIX IUCIUICHHBIX OHOIHUOTEK C
npuMeHEeHuEM OMOHU(POPMATUIECKUX METOJIOB ISl ONTUMHU3AIMN KaHIUIATOB.

[Tox  cxoxumu 1o  (apMakoTepaneBTUYECKOMY  JCHCTBUIO U
VIYYIIEHHBIMA aHAJIOTaMW HWHHOBAIIMOHHBIX JIEKAPCTBEHHBIX MPEMapaToB
MOHUMAIOTCS ~ KOHKYPEHTOCIOCOOHBIE  JIEKAPCTBEHHBIE  Tpemapatbl  C
AQHAJIOTUYHBIM ~ MEXaHU3MOM  JICUCTBUS HAa  OMOMMIIEHb, HWMEIOIINE
MPEBOCXOAIINE XAPAKTEPUCTUKU MO KpuUTepusiMm 3GHEKTUBHOCTH U (WUIIN)
0e30macHOCTM B CpaBHEHMHM €  pa3pabOTaHHBIMU  JIEKAPCTBEHHBIMU
npenaparamMu, OOJAJalOMMMK TATEHTHOW 3alIMTOM, B paMKax OJHOM
bapmakoTepaneBTUIECCKOM TPYIIIHI.

[lepeyenr  OwoMwMIIEeHEW  YTBEPKIACTCSI  COBMECTHBIM  MPUKA30M
MunucTtepcTBa NPOMBIINUIEHHOCTH W TOproeiu Poccuiickon ®denepaunu u
MunucrepcTBa 3apaBooxpanenus Poccuiickon @enepanuu.

4. CyOcumuuy mpeaoCcTaBISIOTCS B Mpesenax OrKETHBIX aCCUTHOBAHUM,
NPEAyCMOTPEHHBIX B (efepaibHOM OIOJDKETe Ha  COOTBETCTBYIOIIHIA
(WHAHCOBBIN TOJ, W JIMMHUTOB OFOKETHBIX 00S3aTENIbCTB, YTBEP)KICHHBIX B
YCTAHOBJICHHOM MOpsAJKE MUHHUCTEPCTBY NPOMBIIIJIEHHOCTH U TOPTOBIH
Poccuiickoit @enepanny Ha 1EeIH, yKazaHHble B yHKTe | Hactosumx [IpaBui.

5. Cybcuus IIPEIOCTABISAETCS POCCUNCKUM OpraHu3alusIM,
3aperucTpupoBaHHbBIM B Poccuiickoit denepanni.



6. CyOcuauum  TpeloCTaBIsIIOTCS  POCCHMCKMM  OpraHu3aludsM  Ha
CJIEIYIOUTUX YCIOBUSIX:

a) OM3HEC-MIaH MPOEKTa MpeaycMaTpUBAET OPraHU3AIMI0 U MPOBEICHUE
KOMITJIEKCA ~ JOKJIMHUYECKUX  HCCIEAOBAHMM  JIEKAPCTBEHHOIO  CPElCTBa
(in vitro, in vivo), HapabOTKy 00pa3IoB pa3padaThIBAEMOTO JIEKAPCTBEHHOTO
npernapara, OpraHu3alydi0 W MPOBEJCHUE  KOMIUIEKCAa  KIMHHYECKHUX
UCCJIEIOBAaHUM  pa3paldaThbIBa€MOro  JIEKAPCTBEHHOIO  Mperapata 1o
YCTAaHOBJICHUIO €ro O€30MacHOCTU [JIsl 3/I0POBBIX JOOPOBOJBIEB U (WIIK)
NEePEHOCUMOCTHU 3JIOPOBBIMU JOOPOBOJBIAMHU (32 UCKIIIOUEHUEM KIMHHUYECKUX
UCCJIEIOBAHUM JIEKAPCTBEHHBIX TIPEMapaToB, MPOU3BEACHHBIX 3a MpeAesiaMu
Poccuiickoit @enepanuun), mogdoopy €ro ONTHUMAIbHBIX JTO3MPOBOK U Kypca
JICYCHHS IS TAIMEHTOB C OMNpPEACNICHHBIM 3a00J€BaHUEM, ONTUMAJIbHBIX
103 M CXEeM BaKIMHAIUU pa3padaTblBAEMbIMH HWMMYHOOHOJOTHUYECKUMHU
JIEKapCTBEHHBIMU TIpenapaTamMu 3/I0pPOBBIX JOOPOBOJIBIEB, a TAKXKE MOIYYCHHE
HE TI037HEE YeM Yepe3 S5 JIET C JaThl 3aKII0UEHUs JJOTOBOPA O MPEIOCTABICHUH
cyOcuauu  paspelieHuss Ha  MPOBEACHUE  POCCUMCKOW  opraHusainuent
KJIIMHAYECKUX MCCIIEIOBAaHUN pa3pabaThiBaEMbIX JIEKAPCTBEHHBIX IpenapaToB
[0 YCTAHOBJIEHUIO MX 0€30MacHOCTH U A(PPEKTUBHOCTU [JIsi TMALUEHTOB C
OTIpeJICICHHBIM 3a00JI€BaHUEM JIMOO IO YCTAHOBICHUIO NPODUIAKTHYECKON
b (HEeKTUBHOCTH pa3padaThIBAEMbIX HWMMYHOOHOJOTUYECKUX JIEKaPCTBEHHBIX
npenapaToB JUisl 3A0POBBIX JOOPOBOJIBIIEB;

0) Ou3Hec-IJIaH  MPOEKTa COJEPKUT JIaHHBIE O  TOJOXKUTEIBHBIX
pe3ysibTaTax Hay4YHBIX MCCJIEIOBAHUN JCHCTBYIOIIETO BEIIECTBA B COCTaBE
pa3pabaThiBa€MOT0 JICKAPCTBEHHOTO TMperapaTta Ha MOJICIbHBIX O0BEKTax
(KynbTypa KIETOK, W30JIUPOBAaHHAs KJIETKA, TKaHU, CYCIEH3Us BUPHUOHOB,
OvoMuIlieHb 1 (WJIM) COOTBETCTBYIOIIASI MOJIETh 1N Vitro);

B) IPOEKT HE MpEAroaraeT mpoBelIeHUE TOKIMHUYECKUX HUCCIEIOBAaHUMN
JIEKapCTBEHHBIX CPEACTB U (WJIM) KIMHUYECKUX MCCIICIOBAHUMN JIEKApCTBEHHOTO
mpemapara, B TOM 4YHCJI€ BOCIPOW3BEACHHOTO, TMPH HAJIWNYUUA B
TrOCYJapCTBEHHOM  PEECTpe  JICKAPCTBEHHBIX  CPEICTB  CBEACHHA O
3apErUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  Tpemaparax C  HUJICHTUYHBIM
MEXIYHAPOJHBIM  HEMATeHTOBAaHHBIM HAaWMEHOBaHWEM (WIM TpU  €ro
OTCYTCTBUA C COOTBETCTBYIOIIMM XHMHYECKUM WM TPYNITHPOBOYHBIM
HAaMMEHOBAaHUEM) Ha JCHb T0JIa4¥ JOKYMEHTOB B COOTBETCTBHUU C IYHKTOM 9
Hactosammx [Ipasu;

) IPOBEACHNE  KIMHUYECKUX  HWCCIEAOBAaHWM  pa3pabaThIBAEMOTO
JIEKapCTBEHHOI'0 TMIperapara OCYIIECTBISIETCS Ha TteppuTopun Poccuiickon
denepanvi B KIMHUYECKUX HCCIEAOBATENIbCKUX IEHTpaX, aKKpeIUTOBAHHBIX
MunucrepcTBoM 3npaBooxpanenus Poceniickon denepanny;



1) IPOEKT He mpernojaracT GUHAHCUPOBaHUE U3 OIOJIKETOB OFOIKETHOM
cucteMbl Poccuiickoit ®denepaiiid B COOTBETCTBUM C WHBIMH HOPMATHBHBIMU
MPaBOBBIMU aKTaMU;

€) MPOEKT HamNpaBJIeH Ha JOCTIXKEHHE ILeJiel, MNpeaycMOTPEHHBIX
NyHKTOM 2 Hactosiuux [IpaBui.

7. CyOcuausi MpeaocTaBisieTcsl HAa BO3MEIIEHHE YacTH (HaKTHYECKU
OCYIIECTBJIICHHbIX He paHee | guBaps 2015T. W  JOKYMEHTAIBHO
MOATBEPKICHHBIX CIEAYIOIIUX 3aTpaT POCCUNUCKON OpraHU3allMM, CBSI3aHHBIX C
peanu3anuen MpoeKTa, MpeyCMOTPEHHBIX OM3HEC-TIIIAHOM MPOEKTA:

a)Ha 3apaboTHYIO IUIaTy paOOTHUKOB POCCUUCKOW OpraHu3aluu,
UMEIOIINUX BhICIIeEe (papMalleBTUYECKOE, MEAUIIMHCKOE, OMOJIOTHYECKOE WM
XUMHUYecKoe 00pa3oBaHME M (WJIM) YUYEHYIO CTENEHb KaHAWAAaTa WIH JOKTOpa
HayK U CTaX paboThl HE MeHee 3 JieT B 00JlacT pa3pabOTKU JIEKAPCTBEHHBIX
CPEIICTB, BKJIIOYAsi KOMIICHCAIIMOHHBIE BHITIJIATHl U CTUMYJIUPYIOIINE BBITLIATHI,
a TaK’Ke Ha BO3HArPaKJIEHUS MO JIOrOBOpaM IPakIaHCKO-IIPABOBOTO XapakTepa,
3aKIIOYEHHBIM ¢ (U3UYECKUMU  JIMIAMH U WHJIUBHUAYyaJIbHBIMU
MpEeANpPUHUMATENSIMUA,  yIUIAaTy CTPAaxOBBIX B3HOCOB Ha  00s3aTeIbHOE
MEHCMOHHOE  CTpaxoBaHUE, O00sA3aTENIbHOEC  MEAMIIMHCKOE CTpaxOBaHUE,
o0s3aTeIbHOE ~ COLMAbHOE  CTpaxOBaHWE  Ha  ClIy4yall  BpEMEHHOU
HETPYJOCTIOCOOHOCTU U B CBSI3M C MATEPUHCTBOM, 00sI3aTEIBHOE COIMATIBLHOE
CTpaxOBaHUE OT HECUACTHBIX CIIy4aeB Ha MPOU3BOJCTBE U MPOPECCHOHATBHBIX
3aboneBanuit. [Ipu 3TOM A1 pacuera pazmepa BO3MEIICHUSI COOTBETCTBYIOITUX
3aTpaT YYUTHIBACTCS CyMMa CpeIHeW 3apaOO0THOM IUIaThl W (WJIM) yKa3aHHBIX
BO3HAIpaXJICHUM, HE MPEBBILIAIONIAA pa3Mep CPEAHEMECIYHOW HOMHMHAJIBHOU
HAYHMCJIICHHON 3apa00THOM IJIaThl pAOOTHUKOB B 1I€JIOM 10 9KOHOMHUKE CyOBhEKTa
Poccuiickonn ®eneparu, B KOTOPOM OCYIIECTBIAET CBOK JEATEIBHOCTH
POCCUICKAs OpraHu3aIys;

0) Ha TpuoOpeTeHue CHIPbs, PACXOJHBIX MATEpUAJIOB JJII HApaOOTKU
o0pas1ioB pa3padbaThiBa€MOro JIEKAPCTBEHHOTO Mpenapara;

B) HA TMPUOOpETeHHE JIa0OPATOPHBIX JKUBOTHBIX M KOPMOB [IJISl HHX,
pPacXOJHBIX MaTEepUaJoB [JIsl TMPOBEJACHUS KOMIUIEKCA JOKIUHUYECKUX
WCCJIEIOBAHMM JIEKAPCTBEHHOTO CPeACTBa (in vitro, in vivo);

T') Ha IPUOOPETEHHUE JICKAPCTBEHHBIX MPEMapaToOB CPABHEHUS;

1) Ha OIUIaTy OKa3aHHbIX Ha Tepputopun Poccuiickoit denepaunn ycayr
CTOPOHHMX OpTaHM3aIMii TI0 TPOBEJACHUI0O KOMIUICKCA JOKIMHHYECKUX
WCCJIEIOBAaHUM JIEKAPCTBEHHOTO cpenctBa (in vitro, in vivo), J1abOpaTOpHBIX,
KIIMHUKO-TUATHOCTUYECKUX WCCIICIOBAHUIA, o0paboTke MOJTYYCHHBIX
KIIMHUYECKUX JAHHBIX, HapaboTKe 00Opastos pa3pabaTpIBaeMOro



JIEKQpCTBEHHOI'O IIpernapara, a TakXke [0 TPaHCHOPTHPOBKE KIMHUYECKUX
00pasIioB;

€) Mo 00s3aTeIbHOMY CTPaXOBAHMIO KU3HU U 3/I0POBbSl MAIMEHTOB,
YY4acTBYIOIIMX B  KJIMHMYECKUX  MCCIENOBAaHUAX  pa3pabaThiBa€MOro
JIEKapCTBEHHOTIO MpEMapara.

8. Cybcuauu  MpEeNoCTaBISIIOTCS  HAa  OCHOBaHMM  JIOTOBOpa O
NPEIOCTAaBICHUN  CyOCHIMM,  3aKIIOYEHHOTO  MEXIy  MUHUCTEPCTBOM
MPOMBIIIUIEHHOCTA W TOproBiu Poccuiickon denepanui M POCCHUCKOU
OpraHu3aluen, MPeayCcMaTPUBAKOLIETO:

a) 1IeJIM, YCIOBUS U MOPSIOK MPEAOCTaBICHUS CYOCUINH;

0) CpOKH MIEPEUHCIICHUS CYOCHINH;

B) 00s3aHHOCT, ~ MUHHCTEPCTBA  IPOMBIIUIEHHOCTH W TOPrOBJIHU
Poccuiickoit denepaiiuu 1 OpraHoB roCyIapCTBEHHOTO (PMHAHCOBOTO KOHTPOJIS
MIPOBOJIUTH MPOBEPKU COOJIIOJICHUS POCCUIMCKON OpraHU3allel yCIOBUM, 1IeNei
U TOpsJIKa TIPEIOCTaBICHUS CYyOCHIMM, YCTAaHOBJICHHBIX JIOTOBOPOM O
npenocTaBiieHuu cyocunauu u  HactosmuMu [IpaBuimamu, u  coriiacue
POCCUICKON OpraHu3alMy Ha IPOBEICHUE TaKUX ITPOBEPOK;

I') OTBETCTBEHHOCTh POCCUICKOW OpraHMW3aliyd 3a HEUCIIOJIHEHUE WIIH
HEHAJUIeKaIlee HCIOTHEHUE TMPHUHATHIX 005S3aTeNbcTB, B TOM 4YHUCJE TIO
JOCTIKEHUIO 3HAYEHUH TIoKazaresned (MHANKATOPOB) pean3aiiy MPOeKTa;

1) IOPSAIOK BO3BpATa UCMHOJIb30BAHHBIX POCCUIMCKON OpraHu3alueil cyMm
cyOcuauu B cllydyae yCTaHOBJIGHHS O UTOTaM IPOBEPOK, MPETyCMOTPEHHBIX
MOAIMYHKTOM "B" HACTOSIIEro MyHKTa, (pakTa HapyIICHUs YCIOBUM, IeJed u
nopsiika  TMPEAOCTaBlIeHUs  CyOCHIWHW, YCTAaHOBJICHHBIX  JOTOBOPOM O
MpEeNOoCTaBlIeHUH CcyOcunMu W HacTosmmMu [lpaBuinamu, a Takke MOPSI0K
MPUMEHEHUS B CITy4ae HEJOCTUKEHHUS YCTAHOBJIECHHBIX 3HAUEHUH IMOKa3aTeseu
(MHIMKATOpPOB) peau3alii TMPOEKTa, MPEAYCMOTPEHHBIX MOAMYHKTOM "3"
HACTOSIIIETO IMYyHKTa, IITpaQHBIX CaAHKIHMK, pacdyeT pa3Mepa KOTOPBIX
OCYILECTBIISIETCS COTJIACHO MPUIIOKEHUIO No 1;

€) YCIIOBHSl PACTOPXKEHHUSI JIOTOBOpA O TMPEJOCTABICHUH CyOCHINH,
BKJIFOYAsl ~ YCJIOBHE  OJHOCTOPOHHEIO  PacTOpKe€Huss  MUHHCTEPCTBOM
MMPOMBILIJIEHHOCTH W TOproBiau Poccuiickort denepanuu 3TOro J0roBopa, B
ClIy4ae MPOCPOYKH MWCIIOJHEHHUS POCCUUCKOM OpraHu3aluer KOHTPOJIbHBIX
COOBITHH, TIPEIYCMOTPEHHBIX TUIAHOM-TPAUKOM peau3aluu MpoekTa, Oosee
yeM Ha 18 mecses;

) TIOPSZOK, GopMa U CPOKHU TIPENICTABICHUS OTYETHOCTU O JTOCTHUKEHUU
3HAUCHUN TIOKa3aTeied (MHIMKATOPOB) pealu3ali MpOoeKTa u 00
OCYIIECTBIICHUM  3aTpar,  MCTOYHHUKOM ¢uHaHCOBOTO  OOecredeHus
KOTOPBIX SIBIIICTCS CyOCHIIMS, B TOM YHCIE TOPSIOK OCYIIECTBICHUS



MPOBEPKH JOCTHKEHUSI 3HAYEHUW mMoKa3arejed (MHIUKATOPOB) peau3alvu
MIPOEKTA;

3) 3HQU€HHUsSI MO ToJaM CJICAYIOIUX ToKaszareined (MHAMKATOPOB)
peanu3anuu NpoeKTa:

yBeJIMYEHHE 00beMa UHBECTHUIMI B HAyYHbIE UCCIIEIOBAaHUS, pa3pabOTKH,
TEXHOJIOTUYECKHE WHHOBAllMM U (MJM) TIEPEBOOPYKEHHE IPOU3BOJCTBA
JIEKQpCTBEHHBIX CPEJICTB;

NOJIyYEHHE HE TO3JHEE S JeT C JaThl 3aKIOYEHHs] J0roBopa o
NPENIOCTABICHUN CYOCHIUU pa3pellieHus Ha MPOBEICHHE KIMHUYECKOTO
UCCJIeIOBaHMUST  pa3pabaTbiBaéMOro  JIGKApCTBEHHOTO  Ipemapara IO
YCTAaHOBJIICHHIO €ro Oe3omacHOCTH M A(O(PEKTUBHOCTU Uil MAIMEHTOB C
OTIpeJICICHHBIM 3a00JI€BaHUEM JIMOO IO YCTAHOBICHUIO NPO(OUIAKTHYECKON
ahhexkTUBHOCTH pa3pabaThIBAEMOI0 MMMYHOOMOJOTHUYECKOTO JIEKAPCTBEHHOTO
npenapara Jyisi 37J0pOBbIX JJOOPOBOJIBIIEB;

M) CBEJICHUS O TMOKa3aTeNaX (MHIUKATOpax) peaju3allud MpOoeKTa, B TOM
qucJie:

iaH-rpaduK peanu3aii MPOeKTa, BKIIOYas KOHTPOJIbHBIE COOBITHS U
JUHAMUKY JOCTIDKCHMSI 3HAYCHWH moka3arenedl (MHAMKATOPOB) peau3aliu
MIPOEKTA I10 TOJIaM €0 Pean3allNi;

UTOTH peaii3aluu MPOEKTa;

K) TpeOOBaHUE BEACHUS POCCUICKON OpraHu3aluei pas3ielbHOTO ydeTa
3aTpaT, ICTOYHUKOM (DMHAHCOBOTO 00ECTICUeHHSI KOTOPBIX SIBIISIETCS CYOCH NS,

J) MOPSZIOK W CIy4au BO3Bpara B TEKylleM (UHAHCOBOM TOMdY
POCCUHCKOM oOpraHu3aield OCTaTKOB CyOCHIWH, HE HCIOJIb30BaHHBIX B
OTYETHOM (PMHAHCOBOM TOJTY.

9. Iyt 3aKkiIr04eHHs JOTOBOPA O MPEAOCTABICHUU CYOCUIAMHM POCCUUCKas
OopraHu3anus MpeACTaBIseT B MHUHUCTEPCTBO MPOMBINUIEHHOCTH W TOPTOBIIU
Poccutickon @enepanuu cieayromme 10KyMEHTHI:

a) COMPOBOIUTEILHOE MUCHMO, MOANUCAHHOE PYKOBOJIUTENIEM
POCCHUICKOW OpraHu3aluu, ¢ yKa3aHueM €€ HauMEHOBAaHUS U PEKBU3UTOB;

0) KOmUKM yYPEAUTEIbHBIX JOKYMEHTOB, 3aBEPEHHBIC PYKOBOIUTEIEM
POCCHICKOW OpraHu3alny;

B) KOIMsS OW3HEC-TJIaHA TIPOEKTa C IUIAaHOM-TpadUKOM peanu3anuu
MPOEKTa, BKIIOYAIOIIMM CMETY 3aTpaT Ha peai3alyi0 MPOEKTa MO Tojiam,
3aBEpEHHAsA PYKOBOJAUTEIIEM POCCUNCKON OpraHu3aly;

') KONUS BBIMUCKHU U3 EMMHOrO TOCYJapCTBEHHOTO PeecTpa IOPUIUUECKUX
JUIL, BBIJAHHOM HE paHee 2 MeCSlEeB 10 MAHS NPEACTaBICHUS JIOKYMEHTOB,
3aBE€pPEHHAss B YCTAHOBJIEHHOM MOpsAJKe (B cliydae HEMPEICTABICHHS TaKOTrO



JOKyMEHTa MUHHCTEPCTBO MPOMBIIIJIEHHOCTH W TOProBiu Poccuiickoit
denepanyu 3anpammBaeT €ro CaMOCTOSITENIBHO).

10. MUHHUCTEPCTBO  NPOMBINUIEHHOCTH W TOproBid  Poccuiickoi
denepanuu PErucTPUPYET NOKYMEHTHI, YKa3aHHbIE B IYHKTE 9 HaACTOSIIUX
[IpaBui1, B OPSAJKE UX MOCTYIJICHUS.

I1. MUHHUCTEPCTBO  HPOMBINUIEHHOCTH W TOproBiu  Poccuiickoi
denepanuy pacCMaTpUBACT B MOPAJIKE MOCTYIUICHUS TIOKYMEHTBI, YKa3aHHbBIC B
nyHkTe 9 Hacrosmux [IpaBun, u B Teuenue 20 KajneHAapHBIX AHEH CO OHS UX
MOCTYIUIEHUSI ~ 3aKJIFOYaeT C POCCHUHCKOW  OpraHu3alued JOroBOp O
MPEIOCTaBICHUN CyOCHJIMM Ha CPOK peaju3allMH MPOEKTa JUOO0 OTKa3bIBAeT
(B mucbMeHHOM (opme) B 3aKIIOYEHWH TaKoro JIOroBopa B cllydae
HECOOTBETCTBUS MPEIACTABICHHBIX JOKYMEHTOB IMOJOXEHUSM ITYHKTOB 2, 3, 5,
6 u 9 Hacrosmux [IpaBui.

12. Cybcunus mpenocTaBisieTcsi Ha Bo3MmelieHne He 6osee 50 mporeHToB
3aTpaT POCCUKCKOIN OpraHu3alvy, yKa3aHHbIX B TyHKTe 7 HacTosmux [IpaBun.

13. Cybcunust mpemocTaBisieTcs He Oonee 2 pa3 B roj. s mosrydeHus
CyOCHIMM POCCUMCKHE OpraHu3allud He TM0o3[Hee S ampeiii U S5 OKTAOps
TEKYLIEro roja MpeacTaBi0T B MUHUCTEPCTBO MPOMBIIIIICHHOCTH U TOPTOBJIN
Poccuiickoit @enepanuu 3asBiICHUE O MpeAOCTaBleHMH cyOcunuu (nanee -
3asiBJICHUE), COCTABJICHHOEC B TPOU3BOJBLHONH (QopMe U  IOJIMUCAHHOE
PYKOBOAMUTEIIEM POCCUMCKON OpraHUu3alvu, U CIEAYIOIIME TOKYMEHTHI:

a) KOMMU JIOTOBOPOB W TIEPBUYHBIX YYETHBIX JIOKYMEHTOB (CUETOB-
dbakTyp, aKTOB CHAYU-TIPUEMKH BBITIOJIHEHHBIX PabOT, TOBAPHBIX HAKJIAJHBIX,
IUIATEKHBIX  BENOMOCTEH, JIOKYMEHTOB, MOATBEPKIAOUIMX YHUCIECHHOCTD
OCHOBHOI'O U IIPUBJIICYEHHOIO MCCIIEI0BATEIBCKOIO W IPOU3BOJCTBEHHOTO
MepCoHasa), MOATBEPKIAIONINX OCYIIECTBIICHNE 3aTPaT, YKa3aHHBIX B MyHKTE 7
Hactossux [IpaBuii, 3aBepeHHBbIE POCCUMCKONW OPTaHU3alMEN B YCTAHOBJIEHHOM
MOPSIKE;

0) cripaBKa, TOMNHUCAHHAS PYKOBOJIWTEIEM W TJaBHBIM OyXraarepom
POCCHICKOW OpraHu3anyu, O TOM, YTO 3Ta OPraHU3alMs HE HAXOAUTCA B CTaAUU
peopraHu3anuu, OaHKPOTCTBA, JUKBUAAIIMM W HE HMEET OTPaHWYCHUN Ha
OCYILIECTBIICHUE XO3SIMCTBEHHOU JIESITEIbHOCTH;

B) CIIpaBKa HAJOTOBOIO OpraHa, MOATBEPXKAAIONIAs OTCYTCTBUE Y
POCCHICKOW OpraHU3alMy MPOCPOYEHHOW 3aI0JDKEHHOCTH I0 YIUIATE€ HAJOTOB,
cCOOpPOB M HMHBIX 00s3aTEIBHBIX IUIATEXKEH, MOJICKAINIUX YIIATe B OOKETHI
OromkeTHo  cuctembl  Poccuiickoit  @Dexepaniud B COOTBETCTBUU €
3akoHoarenbCcTBoM Poccuiickonn denepannn, 3aBepeHHass B YCTaHOBJIEHHOM
nopsigke (B cliydae HEMPEACTABICHHUS TaKoOro JIOKyMeHTa MUHHUCTEPCTBO



MIPOMBIIICHHOCTH W TOproBiau Pocculickoit ®enepannu 3ampaiiuBacT €ro
CaMOCTOSTEIBHO);

I') ClipaBKa, MOJIKUCAHHAS PYKOBOJUTENEM M TJABHBIM OyXrajirepom u
CKpEeIUICHHasT  MNeYyaTbl0  POCCHUICKOM  opraHu3zanuu  (MpU  HAJUYHH),
C YKa3aHHeM O0aHKOBCKHX PEKBU3UTOB PACUETHBIX CYETOB 3TOM OpraHU3aIuu, Ha
KOTOpbIE B CIy4yae MPUHATHUS TMOJOXKUTEIHHOTO pellieHus: OylIeT nepeduciieHa
cyocuaus;

1) CTIipaBKa, MOJIMCAHHAs PYKOBOJMTENIEM U TJIABHBIM OyXrajaTepoM u
CKpEeIUICHHasT  MNe4yaTbl0  POCCHICKOM  opraHu3anuu  (MpU  HAJUYHH),
MOATBEPKIAIOIIAs HEMTOTYYEHUE ITOW OpraHu3aiueit u3 OrIKeToB OI0IKETHOM
cucrembl Poccuiickon denepanuy KOMIIEHCAUU 3aTpaT, YKa3aHHBIX B IIYHKTE 7
Hacrosamux [IpaBu;

€) OTYETHI, IPETYCMOTPEHHBIE JOTOBOPOM O MPEAOCTABICHUN CyOCU NN,

) CTIpaBKa, TMOJIMUCAHHAS PYKOBOJUTEIEM POCCUMCKON OpraHu3aiuu
O XOJ€ JIOCTH)KCHHS 3HAUCHUU IIOKazaTesed (MHIMKATOPOB) peau3aliu
MIPOEKTA;

3) KONUsSL pa3peuieHus Ha MPOBEIACHUE KIMHUYECKOTO UCCIEAOBAHUS
pa3pabaThiBaEMOT0 JICKAPCTBEHHOTO TMperapaTra, BbIIaHHOTO MUHHUCTEPCTBOM
3npaBooxpaneHus Poccuiickon ®epepaunu, - B Cllydae BO3MELICHUS
3aTpar, MNOPEeAyCMOTPEHHbIX MOANYyHKTaMmH 'T" -"e" myHkTa7 HaAcTOSIIUX
[IpaBw;

M) pacyeT CyOCHINHM Ha BO3MEIICHHUE CBSI3aHHBIX C peaju3alrei MpoeKTa
3aTpaT POCCHUICKOM OpraHM3aliid Ha 3apa0oTHYI0 IIaTy paOOTHUKOB
pPOCCHIICKOM ~ OpraHM3aiuu, HMEIoMUX  Bbiciee  (dapMareBTUYECKOE,
MEJUIIMHCKOE, OHOJIOTMYECKOe WM XUMHUYEecKoe oOpa3oBaHue u (UJIN)
YUEHYIO CTENeHb KaHIuaTa WU JOKTOpa HAyK M CTaX paOdOThl HE MeHee 3 JeT
B 00JacTH pa3pabOTKH JEKAPCTBEHHBIX CPENCTB, a TAKXKE€ HA BO3HATPAXKICHUS
0 JIOTOBOpaM  TPaKJaHCKO-IIPABOBOTO  XapakTepa, 3aKIOUYEHHBIM C
GU3MYECKUMU JUIAMUA W WHAUBUAYATbLHBIMU TPEANPUHAMATEIISIMU, YIUIATY
CTPaxOBBIX B3HOCOB Ha 00s3aTelIbHOE COLUAILHOE CTpaxoBaHHE MO (opme
corjgacHoO mpuioKeHwuio Ne 2, u (W) pacueT CcyOCHAWH Ha BO3MEIICHHE
CBSI3aHHBIX C pealn3alMed MPOEKTa 3aTrparT POCCUUCKOM OpraHu3alvd Ha
NpUOOPETEHUE CHIPhsl, PACXOAHBIX MAaTEepPUaAIOB Ui HapaboTku 00pasioB
pa3zpabaThiBa€MOT0  JIGKQPCTBEHHOTO mpemapata 1o  ¢GopMe  COTJIACHO
npwioxkeHuto Ne 3, u (wim) pacuer cyOCHIWM HA BO3MEIIECHUE CBS3aHHBIX C
peanu3anuenl MpoeKTa 3aTpaT POCCUUCKONW OpraHu3allid Ha TPHOOPETCHHE
71a00paTOPHBIX KUBOTHBIX U KOPMOB JIJIi HUX, PACXOIHBIX MaTEPHAIIOB IS
MPOBEJEHUSI KOMIUIEKCA JIOKIIMHUYECKUX KCCIIEIOBAaHUN JIEKapCTBEHHOIO



cpenctBa (in vitro, in vivo) mo ¢opme coriacHo npuioxeHuto Ne 4, u (uin)
pacyeT cyOCHIMM Ha BO3MEIIEHUE CBSA3aHHBIX C peaiu3aluedl MpoekTa 3aTpar
pPOCCHIICKOM oOpraHu3alMi Ha MPUOOPETEHHE JIEKAPCTBEHHBIX IMPENapaToB
cpaBHeHUsI TI0 opme coriacHo NpuiioxkeHuto Ne 5, u (MiM) pacyeTr cyOCHauu
Ha BO3MEIICHUE CBSI3aHHBIX C peaau3alMeldl MNpoeKTa 3aTpaT POCCUHCKOM
OpraHu3allid Ha OIUIaTy OKa3aHHbIX Ha Teppuropuu Poccuiickoin denepannu
YCIYT CTOPOHHHUX OpPraHU3alldid IO MPOBEACHUI0 KOMIUIEKCA AOKIMHUYECKHUX
HCCIIEIOBAHUM JIEKapCTBEHHOrO cpejcTBa (in vitro, in vivo), J1abOpaTOpPHBIX,
KJIIMHUKO-AUAarHOCTUYECKHUX MCCIIEIOBAHH, o0paboTke MOJTYYEHHBIX
KIIMHUYECKUX JNAHHBIX, HapaboTKe 00pas1ioB pa3pabaThIBaEMOT0
JIEKapCTBEHHOIO IIpenapara, a TakXe [0 TPAHCHOPTUPOBKE KIMHUYECKUX
oOpas1oB no ¢opme coriacHo npusiokeHuto Ne 6, u (uim) pacder cyOCcUIuu Ha
BO3MEIICHNWE CBSI3aHHBIX C pealn3alueld MpOeKTa 3aTparT POCCUHCKOM
OpraHu3alliy Mo 00A3aTEIHPHOMY CTPaXOBAaHUIO JKU3HU U 3JI0POBbs MAI[UEHTOB,
YY4acTBYIOIIMX B  KJIMHUYECKUX  HCCIEIOBAaHUAX  pa3padaThiBA€MOro
JIEKapCTBEHHOTO TIpenapara, 1o ¢Gopme CorjiacHO mpuiiokeHuto Ne 7.

14. MUHUCTEPCTBO  NPOMBIIUIEHHOCTH HW  TOoproBiau  Poccuiickoi
denepaui  PErUCTPUPYET 3aSIBJICHUE UM JOKYMEHTHI, IPEJICTABICHHBIE B
COOTBETCTBHHM C MyHKTOM 13 HacTosimux [IpaBui, B mopsiiKe X NOCTYIUICHHS.

3asBIIEHHS pACCMATPUBAIOTCA B MOPSAJIKE MOCTYIICHHUS.

15. MUHUCTEPCTBO  NPOMBIILUIEHHOCTH ©W  TOproBiau  Poccuiickoi
denepanuu TPOBEPSIET MOJHOTY U IOCTOBEPHOCTh CBEICHUM, COJIEPHKALIUXCS B
IIPEJICTABJICHHBIX POCCUUCKONW OpPTraHU3alMel TOKYMEHTAaX, UX COOTBETCTBHUE
noJoKeHusIM myHKTa 13  Hactosimux IlpaBunm wu  ycnoBusM JoroBopa o
MPENOCTaBICHUU CyOcHIuu U B TeueHue 60 KaJleHTapHBIX THEH NPUHUMAET
pelieHre O MPEIOCTaBICHUH CyOCHAMH MO0 00 OTKa3e B MPEIOCTABICHUH
cyocuamnm.

16. OcHoBaHUsMH JIJIs1 OTKa3a B MPEAOCTABICHNUN CyOCUIUU SBIISFOTCS:

a) HECOOTBETCTBHE  MPEACTABICHHBIX  JOKYMEHTOB  IOJOKECHUSIM
nyHkTa 13 Hactosiuux IlpaBun u ycloBusIM JOTroBOpa O MPEIOCTaBICHUU
cyocuauy;

0) HanmM4Ke B MIPEICTABIICHHBIX TOKYMEHTAX HEMOJHBIX U HETOCTOBEPHBIX
CBEJICHUU;

B) HEJIOCTATOK JIMMUTOB OOJPKETHBIX 00SI3aTEIhCTB, YTBEPKIACHHBIX B
YCTAHOBJICHHOM MOpsAJKE MUHHUCTEPCTBY NPOMBIIIJIEHHOCTH U TOPTOBIH
Poccuiickoii denepanun Ha Ly, NPEAYyCMOTPEHHBIE MYHKTOM | HACTOSIIMX
[TpaBwu;



10

') yCTaHOBJICHHE (paKTa HEUCTIOTHEHUS POCCUUMCKOW OpraHu3anuen
Ou3Hec-IIaHa © (WJK) TUlaHa-Tpaduka peanu3aldd IPOEKTa, BKJIIOYas
KOHTPOJIbHBIE COOBITHS €T0 pean3aliii.

17. MUHHUCTEPCTBO  IPOMBINUIEHHOCTH W TOproBiu  Poccuiickoi
@enepanuu B TeueHue 10 KaJeHZApHBIX HEW CO JIHS MPUHATUS PEIICHUS O
MpEeIOCTaBIeHUU CcyOcuIuu Wiu 00 OTKa3e B MPEAOCTaBICHUHU CYOCHIANU
yBeZOMJIIET (B MUCHbMEHHOUN (hOpMe) POCCHICKYIO OpraHu3alfio O MPUHSITOM
PELICHUH.

18. [lepeuncnenne cyOcHIUM  OCYIIECTBIACTCS B  YCTaHOBJICHHOM
MOPSIAKE HA PpACUETHBIA CYET POCCUUCKOM OpraHu3aliM, OTKPBITHIA B
KpEIUTHOW OpraHu3aluu, He Mmo3Hee cooTBeTcTBeHHO 30 uroHs u 31 nexalps
TEKYLIEro roja.

B cnydae ecnu monydarenem CyOCHAMM SIBISETCS OIO/DKETHOE WITU
ABTOHOMHOE YUYpEeXKJICHME, HE Haxojsdlleecs B BeAeHUM MUHHUCTEPCTBA
IPOMBILIJIEHHOCTH W ToproBiau  Poccuiickor  @enepanuu, yKa3aHHOE
MuHUCTEPCTBO B MOPSIIKE, YCTAHOBIEHHOM OIOJIKETHBIM 3aKOHOAATEIIbCTBOM
Poccuiickonn ~ @enepanuu, OCYLIECTBIIET Iepeadyy  COOTBETCTBYIOIIMX
OIO/DKETHBIX aCCUTHOBAHMM (pefiepalibHBIM OpraHaM HCIOJIHUTEILHOM BJIACTH,
OCYIIECTBJISIONIMM B OTHOIIIEHUU TAKOTO YUPEXKACHUS (PYHKIIUU U TOTHOMOYUS
yupenuTesnd, Wi YnpasieHuto nenamu [Ipesumenta Poccuiickont denepanuu,
OCYHIECTBIISIONEMY (DMHAHCOBOE 00ECTICUeHUE IEATeIbHOCTH OI0KETHOTO HIIN
ABTOHOMHOTO YyUYpeXIeHUs, QYHKIMU U TOJTHOMOYHS YUPETUTENIs] KOTOPOTO
ocymectBisieT IIpaBurensctBo Poccuiickonn ®enepanun, WA YUPEKICHUIO,
SBJISIOIIEMYCSI TJIaBHBIM PACIOPSIAUTENIEM OIOJKETHBIX CPEJCTB, B TOM YHUCJE
OCYIIECTBJISIIONIEMY B OTHOIICHWH TMOABEJOMCTBEHHOTO OOJIKETHOTO WU
ABTOHOMHOT'O YUPEXKICHHUS - MOTydaTessi CyOCUINH TTOJIHOMOYUS YIPETUTENS U
COOCTBEHHHKA 3aKPETICHHOTO 32 HUM WMYIIIECTBA.

19.B  caywae  ycraHoBieHus ~ (AKTOB ~ HApYIICHUS  YCJIOBUH
MIPEIOCTaBIIEHUSI CYOCHINM COOTBETCTBYIOIIUE CPENICTBA MOJICKAT BO3BPATY B
noxon (enepalbHOTO OMO/KETa B TOPSJKE, YCTAHOBIEHHOM OO/IKETHBIM
3aKOHOJATeNLCTBOM Poccuiickon denepanuu.

B cnydae ecnmu mo wmToraM peanm3andud MPOEKTa XOTSA OBl OJHO W3
3HAQUEHUHN IMoKa3areyied (MHAUKATOPOB) pealu3alli IPOEKTa, YKA3aHHBIX B
JIOTOBOPE O TpenoCTaBlIeHUU cyOcumuu, coctaBisier meHee 100 mporeHToB
3HAYEHHUs, 3asBJICHHOIO B TNPOEKTE€ U  OIPEACICHHOIO0 JOTOBOPOM O
MPENOCTaBICHUN CyOCHIMU, K POCCHUMCKON OpTraHM3allid TPUMEHSIOTCS
mTpadHble CaHKIWU, pacydeT pa3Mepa KOTOPBIX OCYIIECTBISETCS COTJIACHO
npuioxkenuto Ne 1 k Hactosmum [IpaBunam.
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20. Uadopmaruss 0 pasmepax M CpOKax MEepeyuciIeHus cyOocuauit
YUUTBHIBA€TCI MMHUCTEPCTBOM MPOMBIIIIEHHOCTH W TOProBiau Pocculickoii
®denepanuu npu GOpMHUPOBAHUHU MPOTHO3a KACCOBBIX BBIIJIAT U3 (hellepaibHOrO
Oro/pkeTa, HEOOXOAMMOTrO [l COCTABJICHHMS B YCTAHOBJICHHOM MOPSIKE
KaCcCOBOI'O IJIaHA UCTIOJIHEHUS (pesiepanbHOro OrIKeTa.

21. He wucnonb30BaHHBII B OTYETHOM (UHAHCOBOM TOIY OCTaTOK
cyOCHIMU TOMJIEKUT BO3BpATy B J0X0H (epepaabHOro OI0KETa B TEKYIIEM
¢buHaHCOBOM  Trogy B TOpSAIKE,  MNPEAyCMOTPEHHOM  OIOKETHBIM
3aKoHOAATeNbCTBOM Poccuiickoit ®enepaunu, B CiaydasX, YCTAHOBJIEHHBIX
JIOTOBOPOM O MPETOCTABICHUH CYOCUIMH.

22. MUHUCTEPCTBO  MPOMBIIUIEHHOCTH W TOproeiu  Poccuiickoii
Oenepanun u  DenepanbHas ciayxba (HUHAHCOBO-OIOKETHOTO HAA30pa
OCYHIIECTBJISIIOT KOHTPOJIb 33 COOJIIOACHUEM POCCUMCKUMHU OpraHu3alusMu
YCIIOBUM, 1IeJIEH U MOPsAKa MIPEA0CTABICHUS CyOCH IUNA.




I[MTPUJIOXXEHUME Ne 1

k [IpaBunam npenocraBieHus cyocuui
u3 penepaabHOro OOIKETa POCCUMCKUM
OpraHu3alMsIM Ha BO3MEIICHUE YacTU
3aTpar Ha peau3alfio TPOEKTOB
0 pa3pabOTKe CXOKUX MO
dbapmakoTepaneBTUYECKOMY JIEUCTBUIO U
YJIYYIIEHHBIX aHAJI0TOB MHHOBAIMOHHBIX
JIEKApCTBEHHBIX MPEMapaTOB

PACYET

pa3Mepa rpa@HbIX CAHKIMH

Pasmep mTpadubix caHkuui  (ThIC. pyOnei) (A) omnpenenseTcs
o ¢popmyie:

i=l
I Di #0: Ai = (1 - d,/D,) X Kix Vv npu di < Di
Ai:OHpI/Idi>Di
m D=0 A =0,

(W11 ecM He MPeyCMOTPEHO
3HAauYCHUE MoKazaTess (MHIUKaTopa)
pean3aluy MpOEKTa Ha OTYETHBIN
nepuon)

rue:

A - o0mas cymma 1TpadHbIX CaHKIUHA 32 OTYETHBIM MEpPHOJ
(TBIC. pYyOIIEH);

A, - Bkiaj i-ro mokasarens (MHIUKATOpa) peajar3alii MPOeKTa B OOIIyIO
CyMMY IITpaHBIX CAHKIMH (ThIC. pyOJieit);

di - mocTMrHyTOe 3HaYeHHE 1-ro TOKaszaTels (MHAWKATOpa) pealr3alliu
NpOEKTa, YKa3aHHOTO B JOTOBOPE O TPENOCTaBICHUH CyOCHANH, Ha AaTy
OKOHYaHMS CPOKA pean3alii MPOeKTa;



D;i - mmaHoBoe 3HayeHWE 1-T0 TOKaszaTends (MHIUKATOpa) peaau3aliuu
MPOEKTa, YKa3aHHOTO B JOTOBOPE O MPEIOCTABICHUN CYOCHINH;

V - o00BeM cpenctB QeaepanbHOro OMOHKETa, HCIOIB30BAHHBIX
OpraHm3alyel - mojydarelieM CyOCHIMHM B paMKaxX pealM3allid TpoeKTa Ha
JaTy OKOHYAHUS CPOKa pean3alliu MpoeKTa (ThIC. pyosiei);

Ki - BecoBoii KO3 (HUIMEHT 3HAYCHHUS I-TO IMOKaszareis (MHIMKATOpa)
peanu3anuu MpoeKTa, yKa3aHHBIA B JOTOBOPE O NIPEI0CTABICHUHN CYOCHINY;

N - KOJMYECTBO TIOKa3areiel (MHAMKATOPOB) peallu3alliil TPOCKTa,
yKa3aHHOE B JIOTOBOPE O MPEIOCTABICHNUN CYOCHIHH.




[MPUJIOXEHUME Ne 2

k [IpaBuam nmpenocTaBieHus CyOCHauii
u3 peneparbHOro OrO/IKETa POCCUMCKUM OpraHn3alusaM
Ha BO3MEILEHNE YaCTH 3aTPAT HA PEANM3ALUIO IPOEKTOB
1o pa3paboTKe CX0XKHUX MO (papMaKoTepaneBTUHIECKOMY
JEUCTBHUIO U YIIYUIICHHBIX aHAJIOTOB MHHOBAIIMOHHBIX
JIEKapCTBEHHBIX IIpENapaToB

(bopma)

PACYET

cyOcuIMu Ha BO3MellleHHe CBA3aAHHBIX ¢ peajn3anuei mpoexkra "' "' 3aTpaT poccUiicKoii OpraHu3anuu Ha
3apa0doTHYIO IJIATY PA0OTHUKOB POCCUIICKOI OpraHu3anum, MMeUIuX Bbiciiee apManeBTHYECKOE, MeIMLIMHCKOE,
OMoJIOTHYEeCKOe WM XUMMHYeCKoe 00pa3oBaHue U (MJIM) YUYEHYI0 CTelleHb KaHANAaTa WM JIOKTOPAa HAYK M CTaK padoThI
He MeHee 3 JieT B 00J1aCTH pa3padoTKM JIEKAPCTBEHHBIX CPE/ICTB, 4 TAK:Ke HA BO3HATPAKIEeHUS
0 I0TOBOPaM IPaskIaHCKO-NPAaBOBOI0 XapaKTepa, 3aKJII0YeHHBbIM ¢ (PM3MYEeCKUMHU JIUIAMH U HHAMBUIYAIbHBIMHU
NpeanpUHUMATEISIMH, YIJIATY CTPAXOBBIX B3HOCOB HA 00513aTeJIbHOE COIHAJILHOE CTPAXOBaAHHUE
3a pacyeTHbI nepuojg ¢ '’ " 201 r.mo " " 201 r.

(TBIC. pyOIEeit)

3apaboTHas 1aTa 1mo

OJKHOCTH 32 PaCUETHBIN Koadduuuent | Pacxonsl Ha 3apaboTHYIO
A P Gpru A p Komnencanuonnsie, | Pazmep cybcuaun
JlomKHOCTB MIepUO/I, BOZHArPaXKICHUS WCIOJIb30BaHUs |IJIaTy WK Bo3HarpaxaeHus | CTpaxoBble
crumynupytomue u | ((rp. 4+ 5+ 6) x
paboTHHKA 10 JOrOBOpaM I'paKJaHCKoO- pabouero 10 IOTOBOPAaM I'PakJJaHCKO- | B3HOCHI
MIPOYHE BBITLIATHI 0,5)
MIPaBOBOI'0 XapakTepa BpPEMEHU IIPaBOBOTO XapakTepa

3a pvaeTHHﬁ J1(Sj0)5(e0

1 2 3 4 5 6 7




2

3apaboTHas 1aTa 1mo
OJDKHOCTH 3a PACUCTHBIHN Kosddbunuent Pacxonnl Ha 3apaboTH
a P bun a P yio Kommnencanuonnsle, | Pazmep cyocuanu
JIOKHOCTH MepUO/1, BOZHATPAKICHUS WCIIOJIb30BaHMS |IUIATY WJIK Bo3HarpaxaeHus | CTpaxoBbie
ctumynupytonme u | ((rp. 4+ 5 +6) x
paboTHHKa 0 IOTOBOPaM I'pa)IaHCKO- pabouero 0 JIOTOBOpPaM TI'Pa’KJAHCKO-| B3HOCHI
MPOYME BBIIIATHI 0,5)
MPaBOBOr0 XapakTepa BpEMEHU MPaBOBOr0 XapakTepa
3a paCYETHBIN MEPUO
1 2 3 4 5 6 7
HUTOI'O
PYKOBOIII/ITGJII) OpraHu3anunun
(Toamuch) (p.mo0.)
JIaBHBIN rajT
I'ma oyxraire
(moamuch) (¢p.n.0.)
JlaTa " " 201 T.

M.IL




CYﬁCl/IIll/IH Ha BO3MCEILICHUE CBA3AHHBIX C peanmauneﬁ IPOEKTa "

PACYET

[TPMJIOXKEHUE Ne 3

k [IpaBuiaM npenocraBieHus CyoCH I
u3 (penepanpbHOTO OFOKETA POCCUMCKUM OpPTaHU3aIASIM
Ha BO3MEILEHNE YaCTH 3aTPAT Ha PEAIM3ALUIO IPOCKTOB
10 pa3paboTKe CX0XKHUX MO (papMaKoTepaneBTUIECKOMY
JEUCTBUIO U YIIYUIICHHBIX aHAJIOTOB MHHOBAIIMOHHBIX
JIEKapCTBEHHBIX IIpENapaToB

(bopma)

"' 3aTpaT poccuiicKoil oprannu3anuu

HA NMPUOOpeTeHHe ChIPbS, PACXOHbIX MATEPHAJIOB /JI51 HAPA0OTKHN 00Pa310B pa3padaTbiBaeMoOro
JIEKAPCTBEHHOTI'0 MpPenapara 3a pac4eTHbIN Nepuoj

c” " 201l r.mo" " 201 r
(TBIC. pyOUIIC)
Howmep u nara Cymma [Ipeamer HanmenoBanue pacxomHbIX CymMma niaTexei o 1oroBopy 3a Pa3mep cybcuanu
JI0OTOBOpa JI0OTOBOpa JI0OTOBOpa MaTEpUAJIOB pacyeTHBIN NEpHOJ (rp. 6 x 0,5)
1 2 3 4 6 7

UTOI'O




PykoBoaurens opranuzanuu

(moammce) (¢p.m.o0.)

['maBHbI Oyxranrep

(oamuch) (p.mo0.)

JlaTa " " 201 T.

M.IL




[TPMJIOXKEHHME Ne 4

k [IpaBuiiam npeocTaBieHus CyOCHIHIA
u3 (penepaabHOTO OFOIKETa POCCHUICKUM
OpraHu3alMsIM Ha BO3MELICHUE YaCTH 3aTpar
Ha peajn3aliio IPOEKTOB M0 pa3pabOTKe CXOKUX
1o (papMakoTepareBTUYECKOMY JAEHCTBUIO
Y YJIyYIIEHHBIX aHAJIOTOB NHHOBALIMOHHBIX
JIEKapCTBEHHBIX MPENapaToB

(popma)

PACYET

cyOCcHUIMM HA BO3MeENIeHUE CBSI3AHHBIX C peajiu3anuei npoekra " " 3aTpaT poCCUIICKOM OPraHU3aluu
Ha npuodpeTeHMe JA0OPATOPHBIX JKUBOTHBIX M KOPMOB JIJISI HUX, PACXOAHBIX MAaTEPHUAJIOB JJI5 POBEACHUS
KOMILIEKCA TOKJIHHNYECKHX HCCIeI0BAaHMIA JIeKapcTBEHHOTo cpeactna (in vitro, in vivo)
3a pacyeTHbIN nepuoj ¢ " " 201 r. mo " " 201 r.

(TBIC. pyOUIIC)

HaumeHnoBanust 1abopaTopHbIX

Howmep u nara Cymma [Tpenmer CymMma miaTexei o oroBopy 3a Pa3zmep cyOcuaun
JIOTOBOPA JIOTOBOpPA JIOTOBOpPA FKUBOTHDIX, KOPMOB, PACKOMHBIX pacyeTHBIN MTEPUOJL (rp. 6x0,5)
MaTepHaJIOB ’ ’
1 2 3 4 6 7

UTOI'O




PykoBoaurens opranuzanuu

(oamuch) (p.m0.)

['maBHbI Oyxranrep

(oamuch) (p.mo0.)

Hara" " 201 T.

M.IL




[MTPMJIOXKEHHUE Ne 5

K [IpaBunam mpenocTaBieHus cyOCHauii
u3 (penepanpbHOTO OFOKETAa POCCUMCKUM OpPTaHU3aAIHASIM
Ha BO3MEILEHNE YaCTH 3aTPAT HA PEAIM3ALUIO IPOCKTOB
10 pa3paboTKe CX0XKUX MO (papMaKoTepaneBTUIECKOMY
JEUCTBUIO U YIIYUIICHHBIX aHAJIOTOB MHHOBAIIMOHHBIX
JIEKapCTBEHHBIX IIpENapaToB

(bopma)

PACYET
Cyﬁ(!l/II[I/II/I Ha BO3MEIICHUEC CBA3AHHBIX C pea.ﬂnzauneﬁ IPOEKTA " " 3aTpart
POCCHIICKOM OPraHU3AlUM HA IPUOOPeTeHNE JIEKAPCTBEHHBIX NMPENapaToB CPAaBHEHUS
3a pacuyeTHbIH nepuoj ¢ ' " 201 r.mo" " 201 r.
(TBIC. pyOUIIC)
Homep u nata Cymma [Ipenmer | HaumenoBanue nekapcrBeHHoro | CymMa miaTexei 1o JoroBopy 3a Pasmep cyOcunun
JIOTOBOPA JIOTOBOPA JIOTOBOpA rpenapara pacyeTHBIN EPUOJL (rp. 6x0,5)
1 2 3 4 S 6

NTOI'O




PykoBoaurens opranuzanuu

(moamuch)

['maBHbI Oyxranrep

(b.1.0.)

(moamuch) (p.m0.)

JlaTa " " 201 T.

M.IL



[MPMJIOXKEHUE Ne 6

K [IpaBunam mpenocTaBieHus CyOCHauii
u3 ¢eneparbHOro OrIKeTa POCCUMCKUM OpraHn3alusaM Ha
BO3MEILEHHUE YaCTH 3aTpaT Ha pealnu3alHnio POEKTOB 110
pa3paboTKe CX0XKHX 0 (hapMaKOTEpaNeBTUUECKOMY
JEUCTBUIO U YIIYUIICHHBIX aHAJIOTOB MHHOBAIIMOHHBIX
JIEKapCTBEHHBIX IIpENapaToB

(popma)

PACYET

cyOcHauM Ha BO3MEILICHUE CBA3AHHBIX C peaju3anuu npoekra " " 3aTpaT pOCCMMCKOM OpPraHu3auum
HA OIJIATY OKa3aHHBIX Ha TeppuTopun Poccuiickoii Menepanum ycJayr CTOPOHHUX OPraHU3alUi M0 NPOBeJCHUIO
KOMILTEKCA JOKJIHMHUYECKHX MCCJIeIOBAHNM JIEKAPCTBEHHOI0 cpeacTBa (in vitro, in vivo), 1a00paToOpHBIX,
KJIMHUKO-AUATHOCTHYECKHUX MCCIEAOBAHNI, 00pa00oTKe MOTyYEeHHbIX KIMHUYECKHX JAHHBIX, HAapa0oTKe 00pa3LoB
pa3padarbIBaeMOro JeKapCTBEHHOI0 Npenapara, a Takske 110 TPAHCHOPTHPOBKE KIMHUYECKUX 00pa3LoB

3a pacuyeTHbIH nepuoj ¢ ' " 201 r.mo" " 201 r.
(TBIC. pyOJICi)
HaunmenoBanwue HawnmenoBanue yciyru .
Howmep u nara . Cymma IIpenmer Cymma mutatesxeit o gorosopy | Pazmep cyocunumn
MOJIPSITHON (ueneBoe Ha3HAYCHUE .
JIOTOBOpPA JIOTOBOpa | JIOTOBOpa 3a pacYETHBIN MEePUOJ] (rp. 6x0,5)
OpraHu3aIu YCIIyTH)
1 2 3 4 5 6 7

NTOI'O




PykoBoaurens opranuzanuu

(moamuch) (¢p.m.o0.)

['maBHbI Oyxranrep

(moamuch) (p.mo0.)

Hara" " 201 T.

M.IL



CcyOCHIMH HA BO3MeENICHUE CBSI3AHHBIX C Ppeajiu3alum npoexkra "

3a pacuyeTHbIil nepuoa ¢ '

[MPMJIOXKEHUE Ne 7

K [IpaBunam npegoctaBieHus Cyocuinii

u3 (henepanbHOro 0I0HKETa POCCUNUCKUM OpraHU3AIHMsIM Ha
BO3MEIIIEHHUE YaCTH 3aTpaT Ha pealn3aluio MPOEKTOB 10

pa3paboTKe CXOXKUX MO (hapMaKoTEepParieBTUYECKOMY

,HeﬁCTBI/II-O " YIIYHIHICHHBIX aHAJIOTOB HHHOBAIIMOHHBIX
JICKAPpCTBCHHBLIX IIPCIIApATOB

PACYET

201

r.mo"

(popma)

" 3aTpaT pOCCUIICKOM OPraHU3aluM
1o 00513aTeJIbHOMY CTPAXOBAHHUIO KU3HM U 3[I0POBbSI MAIMEHTOB, YYaCTBYIOIIUX B KIMHUYECKHUX MCCJIEIOBAHUSX
pa3padaTbIBaeMoOro JIeKapCTBEHHOT' 0 Ipenapara,

" 201

r.

(TBIC. pyOUIIC)

Howmep u nara norosopa

HaumenoBanue ctpaxoBoi

Pa3mep cTpaxoBoii npemMuu
10 IOTOBOPY

Pazmep cyocuanm

00s13aTeILHOTO [Ipeamet noroBopa
KOMITaHUH PEAMET A p 00s3aTeNbHOTO (rp.4x0,5)
CTpaxOBaHUS
CTPaxOBaHMS
1 2 3 4 5

UTOI'O




PYKOBOIII/ITCJIL OpraHu3anuun

(oammch) (p.mo.)

['maBHbIM Oyxranrep

(oammch) (¢p.m.o0.)

Hara" " 201 T.

M.IL




