MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME
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MOCKBA

006 yrBep:xnenuu [IpaBui npeaocraBjieHust cyocuaumn
u3 genepanabHOro 0waxera gegepajbHOMY rocyIapCTBEHHOMY
AaBTOHOMHOMY yupexaennio ''Poccuiickuii (poHI TEXHOI0THYECKOTO
pa3BUTHS' HA peain3aluIo NPOEKTOB M0 BHEPEHUIO CUCTEMBbI
MOHHUTOPHHIA IBHKEHUS JEKAPCTBECHHBIX NPenapaTtoB
JJISi MEIMIIMHCKOT 0 MPUMEHEHHUS] B OPraHu3anusixX
(apmaneBTHYECKON IPOMBILITICHHOCTH

IIpaButenscTBO Poccniickon Penepaiui MO CTAHOBJA A ET !

1. VTBepautrh npunaraemeie [IpaBuna mnpenocTaBieHHs CyOCHUAMU
u3 denepaiabHoro OrokeTa ¢QeaepaibHOMy TOCYAapCTBEHHOMY aBTOHOMHOMY
YUPEKICHUIO "Poccuiickuit dbon TE€XHOJIOTUYECKOTO pa3BuTUA"
Ha peaju3alyio MPOEKTOB MO BHEAPEHUIO CUCTEMbl MOHUTOPWHIA JBHKECHUS
JIEKapCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO MPUMEHEHHSI B OPTaHU3aLUsAX
(dbapmManeBTUYECKON TPOMBIIIIEHHOCTH.

2. Hacrosimiee MOCTaHOBJEHWE BCTYMAaeT B CHIYy €O JHS  €ro
Oo(pUIIUATIBHOTO OITYOJIMKOBaHUSI.

[Ipencenarens [IpaBuTenscTBa
Poccuitckon Oenepannu .Mensenen



YTBEPXIEHDbI

nocra”HoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanuu
ot 23 ¢enpans 2018 r. Ne 189

IHNPABHUJIA

IpeaocTaBjieHus cyocuaun u3 ¢geaepajbHOro 010axera perepaaibHOMY
rocyJapcTBEHHOMY ABTOHOMHOMY yupe:xaeHnio '"'Poccuiickuii ponyg
TEXHOJOTMYEeCKOr0 Pa3BUTHA' HA peain3alMi0 NPOEKTOB M0 BHEAPEHUIO
CUCTEMbl MOHMTOPUHIA ABUKEHUS JIEKAPCTBEHHBIX Npenaparos
AJIS MEAUUMHCKOI0 IPUMEHEHHS B OPraHU3alusaX
(apmaneBTHYECKON POMBILITICHHOCTH

1. Hactosimue  IlpaBuiia  ycTaHaBIMBAIOT — YCJIOBUSL W TOPSIIOK
npenocTaBiieHuss cyocuaun w3 (denepanbHoro Owomkera  peneparbHOMY
roCyJapCTBEHHOMY  aBTOHOMHOMY  yupexaeHuto  "Poccwiickuii  ¢doHA
TEeXHOJIOTUYeCKoro pa3sutus" (manee - MOHI) HA pean3aIUi0 MPOEKTOB IO
BHEJIPEHUIO CUCTEMbl MOHUTOPUHTA JBUKEHUS JIEKAPCTBEHHBIX MPETapaToB ISt
MEIUIIMHCKOTO  TPUMEHEHUss B OpraHm3anusix  (papMmaieBTHYECKOMN
MIPOMBITIUICHHOCTH (f1asiee - cyOCHuIis) B paMKax roCyJapCTBEHHOM MPOrpamMMbI
Poccuiickoit ®Depeparuun  "PazButre (dapmarieBTUUECKON H  MEIUITUHCKOM
npombinieHHoCcTH" Ha 2013 - 2020 rozsi.

B Hacrosmumx IlIpaBunax moa NOpPOEKTOM IIOHMMAETCS KOMILUIEKC
B3aMMOCBSI3aHHBIX MEPOIPHUSATUN M TPOIECCOB, OTPAHMYCHHBIX M0 BPEMEHU H
pecypcaMm, IeJIbl0 KOTOPOro SBJSIETCSA BHEIPEHHE CHUCTEMbl MOHUTOPHUHTA
JBIDKEHUS JICKApCTBEHHBIX TMPEnaparoB Uil MEIUIUHCKOTO TMPUMEHEHUS
(B TOM 4Huclie MyTeM MOJEPHHU3ALUHM WIH TEPEBOOPYKEHHUS CYIIECTBYIOIIUX
dapmareBTUYECKUX TMPOU3BOACTB) B  YacTH OOECIEUEHUS HAHECCHUS
MPOU3BOJIMTENIEM CPEJCTB WACHTH(PUKAIMA HA YHNAKOBKY JIEKAPCTBEHHBIX
penapaToB JUisi MEAUIIMHCKOTO TPUMEHEHUSI.

2. CyOcuausi mpeioCTaBisieTCsl B Mpejenax OIKETHBIX aCCUTHOBAHHM,
MPETyCMOTPEHHBIX (penepaabHbIM 3aKOHOM O (enepanbHOM OIOKETE Ha
COOTBETCTBYIOIINN ()MHAHCOBBIM TOM W TUIAHOBBIM TIEPHOJ, W JINMHUTOB
OIO/HKETHBIX 00S3aTENBCTB, JOBEICHHBIX 10 MHUHHCTEPCTBA MPOMBIILICHHOCTH
u ToproBiu Poccuiickoit denepanuy Kak moiaydaTens CpenctB (emepaabHOTO
OroJIKeTa Ha 11, yKa3aHHble B myHKTe | HacTosmx [IpaBu.



3. ®oHa ocymiecTBIsSET 3a cueT cyOcuauu (uHaHCOBOE obOecredeHue
MPOEKTOB MYTEM MPEAOCTABICHUS IIEJIEBBIX 3aiMOB Ha HX PpPEAIM3AIUIO
(mamee - 3aliMbl) POCCHUMCKUM IOPUIUYECKHM JIMIIAM B COOTBETCTBUU C
3aKkOHOJATeNbCTBOM Poccuiickor dDexepanuu, a TakkKe B IOPAAKE W Ha
YCIOBUSIX, KOTOpble ycTaHOBJIeHbl DOHIAOM T1I0  COIVIAaCOBAHUIO  C
MMUHHUCTEPCTBOM MNPOMBILIICHHOCTH W TOproBiu Poccuiickon Penepaunu,
HCXOJS U3 HEOOXOJUMOCTH JOCTHKEHHUS IIEM T'OCYJIapCTBEHHON MPOTPaMMBI
Poccuiickoit ®Depeparun  "PazButne (dapmarieBTUUECKON ¢ MEIUIIUHCKOM
npombinieHHocTH" Ha 2013 - 2020 roabl U 3HAYEHUM CIEAYIOMIMX IIEIEBBIX
nokaszaresiel (MHIUKaTOPOB):

a) J0JIs1 OpraHu3aluid, OCYIIECTBUBIIMX TEXHOJIOTMYECKUE MHHOBAIUM B
dbapMalieBTUYECKOM W MEAMIIMHCKOM OTpaciW, B OOIIEM KOJUYECTBE
MIPOM3BOUTEIICH;

0) o0beM HWHBECTHUIIMH B HAay4yHbIe MCCJCAOBaHHUA, pa3pabOTKH,
TEXHOJIOTHYECKHE WHHOBAIUN u MIEpEBOOPYKEHUE MIPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB.

4. JloroBop O MPEAOCTABICHUM 3aiiMa, 3aKIIOUeHHBIN Mexay DoHIoM U
POCCUMCKUM HOPUIUYECKUM JIMIIOM, JIOJDKEH COJIEpKaTh CIEIYIOIIUME YCIOBHS
¢dbrHaHCOBOTO 00€ECTICUEHHUS MPOCKTOB:

a) UCIOJIb30BaHME 3aliMa Ha (PMHAHCUPOBAHUE:

MIEPEBOOPYKECHUSI TPOM3BOJICTBA JICKAPCTBEHHBIX MpemnapaTroB s
MEJIUIIMHCKOTO TIPUMEHCHHMS, BKJIOUYas mpHoOpeTeHne oOOpyIOBaHUS W
HH)KEHEPHOT'0 MPOrPaMMHOI0 00SCIICUSHHUsI, IS peaaTnu3auu IPOCKTa;

IIPOBENICHUSI OMBITHO-KOHCTPYKTOPCKUX padboT (B pasmepe He Oolee
10 mpo1eHTOB CTOUMOCTH TIPOEKTA B IIEJIOM);

IpuoOpeTCHHS HEeMaTepUAJIbHBIX aKTHUBOB, onpeaesieMbIX B
COOTBETCTBHM C HOPMATUBHBIMU IPABOBBIMU akTaMu Poccuiickoit Penepannu u
UCIIOJIB3yeMBIX B TIpoekTe (He Ooyiee 10 TPOILEHTOB CTOMMOCTH MPOEKTa B
1IEJIOM);

WHXEHEPHBIX M3bICKAHUNW W Pa3pabOTKU MPOEKTHOW TOKYMEHTAIUU B
paMKax peaju3aluu IMpoekTa (B pa3Mepe He OoJjiee 5 MPOICHTOB CTOMMOCTH
MPOEKTA B LIEJIOM);

TEXHOJIOTUYECKOTO U IIEHOBOTO ayauTa mpoekTa (He 6omnee 0,3 mporeHTa
CTOMMOCTH IIPOEKTA B LIEJIOM);

0) Hanmuuue TopsiiKa ocymecTBieHuss DOHIOM KOHTPOJSI 3a IEJIEBBIM
pPacxoqO0BAaHUEM 3aKMa;

B) OTBETCTBEHHOCTb HOPUANYECKUX JIUII, MOTYUYUBIINX 3a€M, 32 HEILIEJIEBOE
pacxoq0BaHUE 3alMa;



') HEUCTIOb30BaHUE 3aliMa B KadecTBe (DMHAHCOBOTO oOOecreyeHus
HAy4YHO-UCCIIEIOBATEIbCKUX PabOT, a TakXke pacxoJ0B, Ha (PUHAHCUPOBAHHE
KOTOPBIX BBIICISAIOTCS OIOJKETHBIE ACCUTHOBAHUS M3 OIOJXKETOB OOJIKETHOM
cucteMmbl Poccuiickoii ®Penepanuu B COOTBETCTBUM C YCIIOBHSIMHU HMHBIX
HOPMAaTUBHBIX ITPABOBBIX aKTOB MJIM MYHHUIIMIIATBHBIX IPABOBBIX aKTOB.

5. ®oHA MO COrjJacoBaHUI0O ¢ MUHHUCTEPCTBOM MPOMBIIUIEHHOCTH U
toproBiu  Poccuiickon ®Denepanuy  OonpenesnseT YCIOBUA UM MOPSAOK
¢buHaHCOBOTO OOecredeHus] MPOEKTOB, BKJIOUas MOPSAIOK OTOOpa MPOEKTOB,
MOPSIJIOK  MPOBEACHUSI OKCIEPTU3bl 3asBOK Ha TMOJy4yeHue (PUHAHCOBOIO
oOecrieyeHus MPOEKTOB, MOPSIOK OOecreueHrusl BOo3BpaTa 3aliMOB HUCXOJ U3
HEOOXOJIMMOCTUA JIOCTHKEHHUSI 1IeId M 3HAYCHUU IICJIEBBIX IOKa3aTeseu
(MHIMKATOPOB), YKa3aHHBIX B MyHKTE 3 HacTosmux [IpaBu.

6. CyOcuausi  mpejocTaBisieTcsl Ha  OCHOBAaHMM  3aKJIFOYaeMOTO
MuHUCTEPCTBOM IPOMBILIIIEHHOCTH W TOproeiu Poccuiickonr denepauuu u
@DOHJIOM COTJIallIEHUsI O PEIOCTABICHUU CYOCUANHN B COOTBETCTBUH C THUIIOBOU
dbopmoii, yrBepkaaemorr MunucrepctBoM (puHancoB Poccuiickort ®deneparuu
(manee - coryaiieHue), B KOTOPOM B TOM YHUCJIE MPEyCMaTPUBAIOTCS:

a) corjacue donpa Ha OCYLIECTBIICHUE MunucrepcTBOM
MPOMBILIJIEHHOCTH W ToproBiau Poccuiickonn ®exepaunn W OpraHaMu
rOoCyapCTBEHHOTO (DPUHAHCOBOTO KOHTPOJIS TMPOBEPOK COOIOJACHUS IIeTeH,
YCJIOBUM U MOPSIAKA TIPEIOCTABICHUS CyOCU NN,

0) 3ampeT Ha MpUOOpETEHNE 3a CUET MOJTYUYEHHBIX CPEACTB MHOCTPAHHOMN
BAJIIOTHI, 3@ MCKJIIOUCHUEM OIEpalMid, OCYLIECTBISEMBIX B COOTBETCTBHM C
BAJIIOTHBIM  3aKOHOJATENbCTBOM Poccuiickonn @Denepanuu  NpU  3aKYIKE
(mocTaBke) BBICOKOTEXHOJOTUYHOTO HWMIIOPTHOTO OOOpPYAOBAaHUS, CHIPbS U
KOMIUIEKTYIOIINX M3JEJIMM, a TaKke HWHBIX OIlepaluid, CBA3aHHBIX C
JTOCTIKCHHUEM TIeJIeH MPEOCTaBICHHS CyOCHINY, OTIPEICTICHHBIX HACTOSIIIUMHI
[IpaBunamu;

B) IOPSIJIOK, CPOKU ¥ (HOPMBI  TPEIACTABICHUS OTYETHOCTH 00
OCYIIECTBICHUHN PACXO0JI0B, UCTOYHUKOM (PHHAHCOBOTO OOECHIECUYECHHS KOTOPBIX
SBJIIETCSI CYOCUMS, B COOTBETCTBHH ¢ HacTosuMu [IpaBunamu;

) MOPAJIOK BO3BpaTa CPENCTB, MCHOJb30BaHHbIX DoHIOM, B cilydyae
YCTAHOBJIEHHSI II0 MTOraM IPOBEPOK, IMPOBEACHHBIX MUHUCTEPCTBOM
MMPOMBILIJIEHHOCTH W ToproBiau Poccuiickon @enepanuu U OpraHoM
roCyJapCTBEHHOTO (DMHAHCOBOTO KOHTPOJIS, (haKTa HAPYIICHUS IeJIeH, YCIOBHIA
U TOpsAKa NPEAOCTABICHUS CYOCHUIIUU, TPEITYCMOTPEHHBIX HACTOSAIIUMHU
[IpaBunamu u COTJIALIEHUEM;
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1) 3HaUCHMS IIEJIeBBIX IIOKa3areliel, MpPeayCMOTPEHHBIX ITYHKTOM 8
Hactosux [IpaBu;

€) OTBETCTBEHHOCTh DOHJa 3a HEHCIOJHCHHE WM HEHaIJIekKaIlee
WCIIOJTHEHHUE 0053aTeIbCTB 110 COIVIAIICHHWIO, a TakXe 3a HEIOCTHKECHHE
3HAYCHUHN IIeJIeBbIX TOKa3arenaed (MHIWKATOPOB), YKa3aHHBIX B IYHKTE 3
Hactosux [IpaBu;

) TIOpsiIoK Bo3Bpata MOHIOM B TeKylleM (PMHAHCOBOM T'0Jy OCTaTKOB
cyOcHuIMM, HE UCIIOIb30BaHHBIX B OTYETHOM (DMHAHCOBOM T'OJ1y, B COOTBETCTBUU
¢ O10/KETHBIM 3aKoHOAaTeILCTBOM Poccuiickoit deneparum.

7. qns 3akmoueHus coriamienus MoHa mpeacTaBiser B MUHHUCTEPCTBO
MPOMBIIIUIEHHOCTA ©  ToproBiau  Poccuiickonn  ®Denepauuu  3asBJICHUE,
noAnucaHHoe pykoBoguteneM DoHOa, KOTOPOE COJIEPKUT B TOM UHUCIIE
uHdopmaluio o coorBeTcTBUM DOHAA CIEAYIONINM TPEOOBAHUSIM:

a)y doHaa OTCYTCTBYET HEHUCIIOJIHEHHAs OOSI3aHHOCTh I10 YILIaTe
HAJOroB, COOpPOB, CTPaXxOBBIX B3HOCOB, II€HEH, IMTpadoB U MPOIEHTOB,
MOJICKAIMX YIUIATE€ B COOTBETCTBHHM C 3aKOHOJATENIbCTBOM Poccuiickoii
denepanuu 0 HaJIOTax U coopax;

0) y ®oHga oTCyTCTBYET MPOCPOYCHHAS 3aJ0JKEHHOCTh MO BO3BpaTy B
dbenepanbHbIN 0I0KET CYOCH TN, OFOKETHBIX MHBECTUIIMH, TIPEIOCTABICHHBIX
B TOM 4YHCJI€ B COOTBETCTBUM C WHBIMH TMPABOBBIMM aKTaMH, W WHad
MIPOCPOUCHHAS 3310JDKEHHOCTD Tepe] peiepaabHbIM O0IKETOM;

B) ®OHJ HE HAXOAUTCSA B TIPOIIECCE PEOPTaHW3AlMM, JTUKBUIAIUA U
OaHKpPOTCTBA.

8. Ouenka »sddextuBHOCTH  OcymecTBieHuss @DOHIOM  PacxojoB,
UCTOYHUKOM (DUHAHCOBOTO OOECIEUYECHHS] KOTOPBIX SBISIETCS CyOCHAMS,
OCYILIECTBISIETCT MUHUCTEPCTBOM ITPOMBILIJIEHHOCTH U TOPTrOBiM Poccuiickoin
®enepanuu exeroqHo, HaunHas ¢ 2018 roga, Ha OCHOBE CIEAYIOIIMX LEJIEBBIX
TOKAa3aTeJIeu:

a) o0miee KOJIMYECTBO IPOSKTOB, (pMHAHCOBOE OOECIICUCHHE KOTOPBIX
ocymiecTBisieTcss OHIOM 3a cueT CyOCHIUU, B COOTBETCTBYIOIIEM (DMHAHCOBOM
rozy;

0) KOJTMYECTBO MPOU3BOACTBEHHBIX JIMHHM, IEPEOOOPYAOBAHHBIX B IEIISAX
oOecrieueHUsT  HAHECEHUS  CPEICTB  HUACHTUGUKAIMM  HA  YIAaKOBKY
JIEKAPCTBEHHBIX IPENapaToB Il MEAUIIMHCKOTO TPUMEHEHUS;

B) 00bE€M MPOM3BOCTBA JICKAPCTBEHHBIX MPENapaToB JJIsl MEAUIIMHCKOTO
MPUMEHEHUS, OCYIIECTBISIEMOIO HAa CO3JaHHBIX B pE3yJbTaTe pealn3aluu
MPOCKTOB  TPOW3BOJICTBEHHBIX ydacTKax (JOJiE B TOJOBOM  OOBEMeE



MIPOU3BOJICTBA JICKAPCTBEHHBIX IPENApaTOB IS MEAMIIMHCKOTO MPUMEHEHUS,
OCYUIECTBJISIEMOTO B OpraHU3AIINHN );

) 107 CPEACTB, OOECIEUCHHBIX K BO3BpaTy, B 00meM o0ObeMme
MPENOCTABIEHHBIX CPEACTB C YUYETOM MPEABIAYIIUX MTEPUOAOB B COOTBETCTBUU C
rpaduKomM BO3BpaTa Cpe/CTB.

9. Ilepeuncrnenne cyOCHUANM OCYILECTBIISIETCS HA CYET, OTKPBITHIA B
TeppUuTOpranbHOM oprane denepanbHOro Ka3HAYEHCTBA Ui ydeTa OmNepaluid co
CpeAcTBaMH, MpeAocTaBieHHbIMA @OHIY U3 COOTBETCTBYIOLIETO OMOKETA
oromkeTHOM cucteMbl Poccutickoit denepaiu B hopme cyOcuuii Ha MHBIC LIETTH.

Onepamuu ¢ cyOcuaued  yuydTHIBAIOTCST Ha  JIMIIEBOM  CYETE,
MpEeAHA3HAYEHHOM [IJIsl y4eTa ONepauuid CO CpPEACTBAMU, MPEIOCTABICHHBIMU
®onny B dopme cyOcuauii Ha WHBIE 1eTd, OTKpbiBaeMoM DoHay B
TeppuTopuaibHoM  oprane DenepanbHOr0 Ka3HAuelWcTBA B  MOPSJIKE,
yctaHoBIIeHHOM DeniepanbHbIM Ka3HAYEHCTBOM.

Ha yka3aHHOM JHMIIEBOM CYETE YUYHUTBHIBAIOTCA TAKXKE OIEpaluud Co
CpPEACTBaMHM, IMOJIYYECHHBIMH IPU BO3BpATE BBIAAHHBIX 3aiiMOB, MPOLIEHTOB, a
TaK)Ke WHBbIE TOXOAbl B (popMe MTpadoB M MEHEH, HCTOUYHUKOM (PUHAHCOBOTO
oOecrieueHus: KOTOpbIX sBIsUIach cyocumus. Cpenactsa, MOJNYYCHHBIC TMIPH
BO3BpAT€ BBIJIAHHBIX 3aliMOB, TMPOIICHTOB, a TakKXKe€ HHbIE JTOXOAbl B (opme
mtpadoB u neneir GoHA BIIpaBe HANMPABIATH UCKIIOYUTEIBHO Ha (PMHAHCOBOE
obecrieueHre MPOCKTOB B JII0OOM (PMHAHCOBOM TOY.

10. B cmydae wHecoOmo/ieHUs YCIOBUW TPEIOCTaBICHUS CYOCHANH,
YCTAaHOBJICHHBIX HAcTOAIIMMHU [IpaBuiiaMu U COrjlalliEeHUEM, COOTBETCTBYIOIINE
CpellCTBa TOJIeKAaT BO3BpATy B J0X0H (enepanibHOro OroJKETa B TOPSJIKE,
YCTaHOBJICHHOM OIO/I’KETHBIM 3aKOHOIATeNHLCTBOM Poccuiickort deaepanuu.

11. He wucnonp3oBaHHbi POHIOM B OTYETHOM (DMHAHCOBOM TOIY IO
COCTOSIHUIO Ha | siHBaps TeKymiero (pUHAHCOBOTO TOJa OCTaTOK CYOCHINH
MO/IJICKUT BO3BPATY B 10X0[ (heJIepaIbHOTO OI0KETA.

[Tpu Hanuuuu MOTPEOHOCTH B OCTaTKE CyOCHIIMU, HE MCIOJIb30BAHHOM B
OTYETHOM ()MHAHCOBOM TOJy, YKa3aHHBIM OCTaTOK MOXET OBITh HCIOJIh30BaH
®oHOM B TekymieM (UHAHCOBOM TOJy Ha IeJH, yKa3aHHbIe B TMyHKTe 1
Hactosimmx  [lpaBwi, B TOpsANKE,  YCTAaHOBJIEHHOM  OIOJIKETHBIM
3aKOHOJAaTeLCTBOM Poccuiickon deaepanuu.

12. MUHHCTEPCTBO  TPOMBIIIUICHHOCTH W ToproBiu  Poccuiickoit
denepaniii ¥ OpPraHbl TOCYIAPCTBEHHOTO (MHAHCOBOTO KOHTPOJS OOS3aHBI
IpOBOAUTH MpoBepkHu coOmoaeHus DonaoM meneil, yciaoBuid W moOpsaka
IPEIOCTAaBICHUS CYOCHINU.




