O6ocHOBaHHE HEBO3MOKHOCTH COOJIIOACHHUS
OrpaHHYeHHUs HA JOMYCK MPOrpaMMHOro odecnedyeHns (0a3 JaHHBIX),
NPOMCXOASIIIEro U3 HHOCTPAHHBIX IOCYy1apCcTB

B coorBerctBuu ¢ TpeboBanusmH JlupektuBbl mpaButensctBa ot 11.07.2016
Ne4972n-I113 OO0 «YK «POCHAHO» mnpezacrapisieT 000OCHOBaHME HEBO3MOKHOCTH
COOMIOZIEHHs OrpaHMYEeHHs Ha JOMYCK MporpaMMHOro ootecneyeHus (0a3 JaHHBIX),
IPOMCXOISIIEr0 U3 MHOCTPAHHBIX FOCYAapCTB:

IMpoueaypa 3aKynKH: OTKPBITHIA 3anpoc npeatoxenuit (na OTII B2B-rusnano Ne
971431, Homep usBemenus Ha EVC: 31806148669)

Knace (kaaccel) mporpammuoro obecnmevenusi: 04.05 «llouckoBbie cUCTEMBD»
Knaccugpukaropa mporpaMM JUisi SJEKTPOHHBIX BBIYMCIMTEIBHBIX MAllMH U 0a3 JaHHbIX,
YTBEPIKAEHHOTO MPUKa30oM MHUHHCTEPCTBA CBSA3U M MAaCCOBBIX KOMMYHHUKaLuii Poccuiickoit
®enepauun oT 31.12.2015 Ne 621 «OO6 yTBepKIeHUH KiIaccH(UKaTopa mporpamm Juis
9JIEKTPOHHBIX BBIYMCIUTEIbHBIX MALUMH U 0a3 JTaHHBIX).

TpeGoBanusi K (YHKUHOHAIBHBIM, TEXHHYECKHM H 3KCILUIyaTalUHOHHbIM
XapaKTePHCTHKAM 00beKTa 3aKYyNKH, KOTOPDbIM He COOTBETCTBYIOT NpPOrpaMMHoOe
o0ecneyenue, 0a3bl NAHHBIX, CBeJeHHSI 0 KOTOPbIX BK/JIOYeHbl B Eauubiii peectp
POCCHIICKHX MPOrPaMM [JIs1 3JIeKTPOHHBIX BbIYHC/IMTEIbHBIX MALUKH U 023 JaHHBIX:

1 HcnonHuTtens HOHKEH MPEAOCTABUThH CHELUANIM3UPOBAHHBIA HMHTErPUPOBAHHBIM
MH(QOPMALIMOHHBIA ~ CEPBUC IO  COCTOSHUIO M DPa3BUTHIO  MHPOBOWA
(apMaIieBTUYECKONH OTpaciy, KIMHUYECKMM HCCIIEOBaHUAM JIEKAPCTBEHHBIX
CpEJICTB U MUAEMHUOJIOTHU 3a00I€BaHUI BKIIIOYas:

e (hapMaleBTHYECKHE MIpENapaThl;

e R&D dapmaneBTHUYECKUX NpeNapaToB U UX MaTEHTHYIO 3aILUTY;
e KOMIaHUU (HapMHUHIYCTPUHU;

e KOMMEpPUYECKHE CACIKU MEXAY KOMIIaHUSAMU (papMUHIYCTPUHU,

e Tponaxu (GapManeBTHUYECKUX IIpEnapaTos;

® pPE3yJIbTaTbl KIMHHUYCCKUX HCCJICIOBAHUM (bapMaLIeBTI/I'-IeCKI/IX
mpenaparos,

e SMHIEMHUOJIOTHIO 3a00JI€BaHUM.
1.1 B uacTu, Kacaromieics (apMaleBTHUYECKUX KOMIIaHWM, 0a3za HaHHBIX
JOJDKHA BKJIIOYATh:

o onucanure koMmmnanuii (He meHee 65000);
OIKCaHue MPOILYKTOBBIX MOPTQenell KOMIaHUM;

o TCKYLICC (l)HHaHCOBoe COCTOSHHUEC KOMHaHHﬁ;



o MCTOPUYECKUE MPOIaXH IpernapatoB U NPOTrHo3bl mpoaax no 2023 r
IpernaparoB, BbIBEICHHBIX HA PhIHOK U IUIAHUPYIOLIMXCA K IPOJaKaM B
onmkaiue 2-3 roaa;

1.2 B uwacTu, Kacarouieicsi mpernapartoB M HMX pa3paboTKu, 0a3a JaHHBIX
JOJDKHA BKJIIOYATh:

o (GapmaleBTUYECK1Ee MOJIEKYJIIPHbIE MUILEHH,
o (apmarieBTHueckue npenapatsl (He menee 60000);
o MaTeHThl Ha  aKTUBHBIE  ()apMaleBTUYecKHe  CyOCTaHLHUH, —HX

KOMOMHALMK U UX MPUMEHEHHUe, a TaKXKe TEXHOJIOTUU IPOU3BOJCTBA U
(GbopMBbI UCTIOJIB30BAHMUS;

o (apMaKoornyecKre ¥ TOKCHKOJIOTHYECKUE TPO(UIIH TIPENapaToB;
1.3 B uyactu, Kacaroueiics KOMMEpPUYECKUX CHAEJIOK MEXAY KOMIIAHMSAMHU U
MPOJIaX Mpenaparos, 6a3a JaHHBIX J0JDKHA BKIKOYATh!

o OIIMCAHME CIEJIOK MeXIy (hapMaleBTHYeCKUMH KOMIIAHUAMU (HE MeHee
100000 cmenok, B TOM 4HCJIE C PacKpbITOW (hMHAHCOBOW MH(pOpMAaLUE
He meree 60000 cnenox);

o MHTEPAKTHBHYIO ~ CHUCTEMy aHaiu3a CHEJIOK C  BO3MOXHOCTBIO
(GuibTpaKKu MO KOMIIAHWHU, [0 TUIY U OOBEMY CHENKH, a TaKKe IO
TepaneBTHYECKOMY MOKA3aHUIO U 110 CTaAuHU pa3pabOTKH MPENnapaTos;

o 0630p5I 10 (hapMaleBTHUECKUM PhIHKAM M IIPOrHO3bI 10 UX Pa3BUTHIO;

o HCTOpUYECKHE MpPONaXH TpenapatoB, HauuHas ¢ 2006 r., wu/uiam
nporyo3sl npogax 10 2023 r (Bcero He meHee 2800).

1.4 B uacTu, kacarolencs KIMHUYECKUX UCCIeJOBaHui (hapMaleBTUYECKUX
mpernaparoB, 0a3a JaHHbIX JOJDKHA BKJIIOYATh!

o} onucanus He meHee 210,000 KIMHHUYECKUX MCCIENOBAaHUN, U3 HUX HE
meree 100,000 omucaHui  OOJDKHBI  COIEpXKaThb  PE3yIbTaThl
HUCCJIEIOBAHM;

o MHTEPAKTUBHYIO CHCTEMY aHalM3a HCCIIENOBaHHM C BO3MOXHOCTbHIO

GuIbTpaMU 10 TEpAaNeBTHYECKHM I[OKa3aHHAM, HelaM u  (asam
yccrleIoBaHui, OnoMapkepaM, KpUTEPUIM Pe3yIbTaTOB.

2 ba3a KIMHUYECKHX MCCIENOBAHMN [O/DKHA HMHTErpupoBaTh MHGOPMALUIO U3
CIeNYIOIKMX WCTOYHUKOB: MEXKIyHapoaHble 0a3bl KIMHMYECKAX HCCIeTOBaHUM
(Clinicaltrials.gov, Australia/NZ registry, EudraCT, ISRCTN, Japanese registries
u gapyrue, Bcero He MeHee 80), HaydyHyr0 MEIUIHMHCKYIO JUTEepaTypy
(mpencraBieHHyro B Pubmed), mpeseHTanMm Ha  KJIIOYEBBIX  HAy4YHBIX
KOH(EPEHIMSIX U HHBECTULHOHHBIX (POpyMax, IPEeCC PEJIU3bl U OTKPBITIC IaHHbIC
KOMIIaHUM.

3 B uacTy, Kacarouleics 3MuaeMUoJIOry, 0a3a JaHHbIX J0/DKHA BKIIIOYAaTh JaHHbIE
0 eXerogHoi 3ab0JeBaeMOCTH U PaCIpOCTPaHEHHOCTU 3a00JICBAaHUM, a TaKKe
ACCOLIMUPOBAHHOM C HUMH CMEPTHOCTY ¥ MHBAJIUAM3AIIH.



4 CepBuC B [EJOM JO/DKEH BKIIOYATh psAJ HHCTPYMEHTOB, OOJEr4aromux
aHAJIMTHYECKyl0 paboTy, U OecIaTHble KOHCYJIbTAllM¥ CIEUUAJIMCTOB 10
UCIONb30BaHuI0 0a3. HaméXHOCTh U KauyecTBO JaHHOI'O CepBHCa JOJIKHBI OBITH
IPOBEPEHbl BPEMEHEM U MOJATBEP)KIECHbl HAIM4YMEM IOANMCYMKOB B JIKIE
BEeIyHIMX MEXKIYHAPOIHBIX (hapManeBTUYeCKUX KOMIIAHUN ¥ BEeHYYPHBIX (POH/IOB.
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