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MPUKA3

MuHnCTepCTBa 34paBoOXpaHeHns Poccminckon deaepaunm

oT 28 Masd 2003 r. N 224

06 yTBepxaeHumn MonoxxeHns 06 MHHOPMaLMOHHON CUCTEME,

obecneymBatoLLen cybbekTbl 0bpalleHns NeKapCTBEHHbIX CPeacTB

HeobxoanMol nHpopMaLmen 3aperncTpmpoBaHo MMHUCTEPCTBOM OCTHLMK Poccuinckon ®epepaumm

3 uioHa 2003 r. PeructpaunoHHbin N 4628

B cooTBeTCTBUM C DefilepalibHbIM 3aKOHOM OT 22 nioHA 1998 r. N 86-03 "O nekapcTBeHHbIX cpefcTBax” (C
n3MeHeHuaMU 1 gononHeHnamu) (CobpaHue 3akoHogaTensCTBa Poccuinckon ®epepaunmm, 1998, N 26, CT.
3006; 2000, N 2, cT. 126; 2002, N 1, cT. 2; 2003, N 2, cT. 167), a TakXe B Lensx opMmpoBaHus un
3(h(heKTUBHOIr0 MCMOJIb30BaHMA FOCY4apCTBEHHbIX PECYPCOB MHPOPMALIMM O IEKAPCTBEHHbIX CpeacTBax
NprKa3blBato:

1. YTBepanThb MNMonoxeHune 06 nHpopmMaLMOHHON cucteme, obecneymsatoLlen cybbekTbl obpalleHns
JIeKapCTBEHHbIX CPeACTB HeobXxoAUMON MHopMaLmMen (MPUIoXKeHNe).

2. Bo310)XnTb Ha [lenapTaMeHT roCyapCTBEHHOIO KOHTPOASA Ka4eCTBa JIeKapCTBEHHbLIX CPeACTB, U3Lenni
MeLMLMHCKOr0 Ha3HaYeHNs N MeANLNHCKON TEXHUKN KOOPAMHALMIO AesTebHOCTU MH(OPMALMOHHOW
cncTeMbl, obecneymBatolLen cybbekTbl 0bpalleHns NeKapCTBEHHbIX CPEACTB HEOBX0AMMON NHDOPMaLINEN.
3. KOHTpO/1b 332 NCMOMHEHUEM HACTOALLEr0 NpMKasa BO30XUTb Ha 3aMecTuTens MuHnctpa KaTamHckoro
A.B.

MpunoxeHune

YTBEPXIEHO

npvkasoMm MuHuCTepcTBa

3[paBOOXPaHEHNS

Poccunckon ®egepalimm

oT 28 masa 2003 r.

N 224

MONOXEHMWE

06 nHopMaLMOHHOM cnucTeMe, obecneymnBatoLLen CyOBbEKTHI

obpalleHns neKapCTBEHHbIX CPeACcTB He0bXoaAnMON nHdopmaLmnen

1. IHdhopMaumnoHHas cnctema, obecneynBatowlas CybbekTbl obpalleHns NeKapCTBEHHbIX CPEACTB
Heobxoammon nHpopmaunen (ganee - MHHOPMALMOHHAA CUCTEMA), COCTOUT N3 OPraHW3aLNOHHO
ynopsif04eHHON COBOKYMHOCTU AOKYMEHTOB (MacCMBOB AOKYMEHTOB), COLEpXaLUuX MeAULIMHCKYIO,
Hay4Hy!0, MPaBOBYIO N UHYI0 MHMOPMaLMIO B 061acTn obpalleHmns eKapCTBEHHbIX CPeACTBa
NHOPMALMOHHBIX TEXHOMOM A, CO34aBaEMbIX U NCMOJb3YEMbIX BlafebLaMn TakuX NHGOPMALNMOHHBIX
pecypcos.

2. Llenbto co3paHmsa MHMOPMALIMOHHON CUCTEMbI ABASeTCS obecneveHne 3hheKTUBHOIr0 MCMOb30BaHMS
rOCYyAapCTBEHHbIX MHOPMALMOHHbIX PeCypcoB B 06/1aCTN KOHTPOS Ka4eCTBa JIeKapCTBEHHbIX CPeACTB,
(hOpMMPOBAHNS N NPOrHO3MPOBAHMA CNPOCa N NPELJIOKEHNS Ha JIeKapCTBEHHble CPefCTBa, 3KCMopTa U
MMMOPTa NIEKaPCTBEHHbIX CPEACTB, a TakXXe MHDPOPMaLMOHHOro obecneyeHmns pbiHKa JeKapCTBEHHbIX
cpencTs.

3. OpraHm3auus 3peKTUBHOr0 Noay4eHus, 06paboTKn, MOHUTOPMHIA N NCMOb30BaHUS
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MH(OPMALIMOHHBIX pecypcoB B 061acTu obpalleHns NeKapCTBEHHbIX CPEACTB BO3/araeTcs Ha
®epepanbHoe rocyapCcTBeHHoe yypexkaeHre "HayyHbl LeHTP 3KCNepTu3bl CpeacTB MeANLNHCKOro
npuMeHeHns" MMHUCTepCTBa 3a4paBooxpaHeHnsa Poccunckon ®epepaumm (HaydHbin LEHTP).

4. Hay4HbI LLeHTp ocyLlecTenseT:

- obecneyeHune cbopa 1 aHanu3 nHpopmaLmm B 06nacTy obpalleHns NeKapCTBEHHbIX CPEeACTB;

- opraHu3auuio n obecnedyeHne pabot no popmmnpoBaHuio 6a3 AaHHbIX U NCMOJb30BaHMIO MHOPMaLMK;
- B3aUMOAENCTBME C UCTOYHUKaMK OTAE/bHbLIX BUAOB UHGOPMaLumn B 061acTy NnpoussoacTea 1 obpalyeHuns
JIeKapCTBEHHbIX CPEACTB, BXOAALLMX B MHDOPMALMOHHYIO cucTemy, pa3paboTky nporpamm
COBEpLUEHCTBOBAHMUA 1 Pa3BUTKA 3TON NH(HOPMALIMOHHON CUCTEMBI;

- OKa3aHue CoAenCTBNS BHEAPEHUIO B MPaKTUKY NH(OPMaLMOHHOro obecneyeHus Ha TeppuTopun
Poccuinckon ®epepalim HOBbIX MHOPMALIMOHHBLIX TEXHONOMMIA B chepe obpallieHns NeKapCTBEHHbIX
CpencTs;

- obecneyeHmne COTPYAHMYECTBA C 3apybeXXHbIMN OpraHn3aLMsaMm No BoNpocaM nepepayn, obmeHa un
3aKyNKKW UHopMaLumnu;

- OpraHM3aumnio NepenoaroToBKM 1 NOBbILUEHWSA KBaJM(UKaL MM KagpoB N0 MHDOPMaLMOHHOMY
obecneyeHnto obpaLleHns NeKapCTBEHHbIX CPEACTB.

5. B cocTaB MH(OPMaLMOHHON CUCTEMbI BXOASAT Cnefytowne nHHopMaLMoHHbIe pecypcbi:

5.1. FTocyaapCTBEHHbIN PEeCTp NeKAaPCTBEHHbIX CPEACTB.

5.2. TocyfapCTBEHHbIA peecTp LeH Ha IeKapCTBEHHbIE CPEACTRa.

5.3. IHopMaLVOHHbLI (hOHA CTaHAAPTOB KaYyeCTBa JIEKAaPCTBEHHbIX CPeAcTB (hapMakonenHble CTaTby,
HOpPMaTMBHbIE OKYMEHThI 3apybeXKHbIX MPON3BOAMTENEN).

5.4. PeeCTp nuueH3nin Ha hapMaLeBTUYEeCKY0 AeATeNbHOCTb.

5.5. HhopMaLMOHHbIN hoHA CBeAEeHUI 06 3KCMOPTE U UMMOPTE NEKAPCTBEHHbBIX CPEACTB.

5.6. MIHOPMaUNOHHbLIN (hOHA, CBEAEHWI O CepTUMKaLMN TeKapCTBEHHbLIX CPeACTB.

5.7. NHopMaLMOHHbIN hoHA cBeAEeHUI 0 NOBOYHbIX AEACTBUSAX U 06 0COBEHHOCTSAX B3aMMOAENCTBIS
JleKapCTBEHHbIX CPeLCTB.

®opMuMpoBaHMe MHHPOPMALMOHHbBIX PECYPCOB JIEKAPCTBEHHbIX CPEACTB OCYLLEeCTBAAETCA B COOTBETCTBUN C
3aKOoHoaTesibcTBOM Poccuinckon ®epepaunu.

6. MepeyeHb MHMOPMALMOHHBIX YCAYT, NPefoCTaB/seMblX N0Jb30BaTeNIIM U3 roCy4apCTBEHHbIX
MH(OPMALIMOHHbIX pecypcoB 6ecnnaTHO 1K 3a NAaTy, He BO3MELLAIOLLYIO B MOJIHOM pa3Mepe pacxolbl Ha
ycnyru, ycTaHaBnmBaeT MpaBuTtensCcTBo Poccminckon depepauun.

CtaTtbsa 13 ®epepanbHOro 3akoHa ot 20.02.1995 N 24-®3 "06 nHgopmaunm, MHpopMaTM3aL MM 1 3amuTe

nHgpopmauun" (CobpaHne 3akoHogaTenbcTBa Poccminckon ®epepaumm, 1995, N 8, cT. 609; 2003, N 2, cT.
167).
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