Mpuka3 MuH3apascoupa3snTua PO ot 28.12.2010 N 1222+
"O6 yTBEpXAeHUM MpaBun ONTOBOW TOProBNM NleKapCTBEHHLIMW CPeACTBaMU
ONs MEAULMHCKOTO NpUMeHeHns"

3apeructpupoaHo B MuHtocte P® 4 pespansa 2011 r. N 19698

MWHUCTEPCTBO 3APABOOXPAHEHUA U COLIMATIBHOIO PA3BUTUSA
POCCUNCKOU ®EOEPALIUA

NPUKA3
oT 28 nekabps 2010 r. N 12221

. OB YTBEPXXOEHWUN NMPABUI
onToBOU TOPIroBJiN NEKAPCTBEHHbIMU CPELJCTBAMU
ansda MEAMUUHCKOr o NPUMEHEHUA

B cooTtBeTcTBUM cO cTatben 54 depepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-3 "O6 obpaiieHun
nekapctBeHHbIx cpeacTB” (CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®egepaumm, 2010, N 16, ct. 1815; N 31, cT.
4161; N 42, c1. 5293) npuka3sbiBato:

1. YTBepauTb npunaraemole NpaBrna onToBOW TOProBNM NekapcTBEHHbIMY CPeacTBaMU ANs MeAULIMHCKOro
NPUMEHEeHNS.

2. lMpusHaTb yTpaTUBLLUMMM CUIY:

Mpukas MwuHucTepcTBa 3gpaBooxpaHeHuss Poccuiickon ®epepauumn ot 15 mapta 2002 r. N 80 "O6
ytBepxaeHun OTpacneBoro ctaHgapta "lpaBuna onToBOW TOProBnu nekapcTBeHHbIMU cpeactBamu. OCHOBHbIE
nonoxenus" (3apermctpuposaH Munmuctepcteom toctuumm Poccuiickon Pegepaummn 19 mapta 2002 r. N 3302);

Mpuka3 MuHucTepcTBa 3gpaBooxpaHenns Poccuiickon Pegepaumm ot 21 mapta 2003 r. N 122 "O BHeceHun
nameHeHun B MNpukas MuHagpaBa Poccun ot 15 mapta 2002 r. N 80" (3apeructpupoBaH MUHMCTEPCTBOM HOCTULUN
Poccwuiickon ®epgepaumm 4 anpens 2003 r. N 4377);

Mpuka3 MunncTepcTBa 3gpaBooxpaHenns Poccuiickon ®epepaumm ot 28 mapta 2003 r. N 130 "O BHeceHun
nameHeHnn B lNpukas MuHucTepcTBa 3apaBooxpaHeHuns Poccuiickon ®epepauum ot 15 mapta 2002 r. N 80"
(3apeructpuposaH MuHuctepctasom toctuummn Poccuinckon deapepaumm 11 anpena 2003 r. N 4414).

MuHucTp
T.A.TONVUKOBA
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YTBEpXKOeHbI

Mpukasom

MwuHucTepcTBa 30paBooXpaHeHNs
1 coumManbHOro passuTus
Poccuiickon ®epepaunn

oT 28 pekabps 2010 r. N 1222H

5 NPABUIA
OnTOBOW TOPIroBIN NEKAPCTBEHHbIMM CPEACTBAMU
anAa MEANUMUHCKOIro NPMMEHEHUA

1. MNpaBuna onToBON TOProBNM NEKAPCTBEHHbLIMW CPeAcTBaMU AN MEOUUMHCKOrO NpuMeHeHus (ganee -
MpaBuna) onpegensaoT MNOpPSOOK ONTOBOW TOProBAM NEKApCTBEHHbIMW  cpeacTBaMuM  Ans  MeAWLUHCKOro
NPUMEHEHUS NPOU3BOAUTENSMM NEKAaPCTBEHHbIX CPEACTB U OpraHu3aunsiMyM onToOBOW TOProBnv NekapCTBEHHbLIMU
cpeacTBaMu Ans MeQULMHCKOro NPUMEHeHNs (ganee - opraHusauumn).

2. TlpaBuna 4dBngaiTCA  obsA3aTenbHbIMW  AOfs  BCeX  OpraHvM3auMin  HEe3aBMCUMO  OT  UX
OpraHn3aunoHHO-NPaBoBoO OpPMbl U (POPMblI COOCTBEHHOCTU MPW OCYLLECTBIIEHMA UMW ONTOBOW TOProBmuv
rfiekapCTBEHHbIMW CPeACTBaMM ANA MEeOULIMHCKOro NpMMEHeHns (fanee - nekapcTBeHHble CpeacTsa).

3. B uenax lMpaBunn mMcnonb3yTCss OCHOBHbIE MOHATUA, YCTaHOBIEHHble PepepanbHbiM 3akOHOM OT 12
anpensa 2010 r. N 61-93 "O6 obpaleHnmn nekapCTBEHHbIX CpeacTB”.

4. OpraHumsaumm MOryT OCYLUEeCTBASATb MNPOAAxXy IeKapCTBEHHbIX CPeACTB WM nepejasaTb MX B
yCTaHOBMEHHOM 3akoHogaTenscTBoM Poccuiickon defepaumm nopsgke:

opraHu3auusiM ornTOBOW TOProBnv NeKkapCTBEHHLIMU CPeACTBaMU;

NpOoM3BOAMTENSM NEKApCTBEHHbIX CPEACTB AN Lenern NpoM3BOACTBa NIeKapCTBEHHbIX CPeaCTB;

anTeyHbIM opraHu3aumsam;

Hay4YHO-MCCneaoBaTeNbCKUM OpraHn3aumam Ans Hay4yHo-MccneaoBaTenbCkov paboThl;

UHOMBUAYanNbHLIM NpeanpuHUMaTENs M, UMEIOLWMM MNULIEH3NI0 Ha dhapMaLeBTUYECKYI0 AEATENbHOCTb UNn
FIMLEH3NI0 Ha MEeAULMHCKYIO AeATeNbHOCTb;

MEANLIMHCKUM OpraHu3aumsm.

5. OnToBOK TOproBrne mnoAnexaT fekapcTBeHHble CPeAcTBa, 3aperucTpupoBaHHble B Poccuinckomn
degepaumun B yCTaHOBIIEHHOM Mopsake.

6. 3anpewaetca ontoBasa Toproensa  anbCUMUUMPOBAHHLIMKA  FIEKAPCTBEHHLIMU  CPeAcTBaMu,
He[06poKayYeCTBEHHbIMY NEKapCTBEHHBIMU CPEACTBaMU, KOHTPadaKTHbIMU NEKAPCTBEHHLIMWN CpeacTBaMU.

7. OntoBas TOProBris NeKapCTBEHHbIMW CPEeACTBaAMW OCYLUECTBRSETCH MNpU HanmMyunuuM NULEH3UMU Ha
hapmaLeBTUYECKYIO OeATENbHOCTb (C Yka3aHueM "onToBas TOProsris NekapCTBEHHbIMKU cpeacTteamu”), BblGaHHON
B YCTaHOBMEHHOM 3aKkoHoAaTenbcTBOM Poccuiickon Pefepaumm nopsgke.

OpraHuzaumsi ob6sA3aHa pa3mecTutb B yAOOHOM [Ans O3HAKOMIIEHUMS MECTE KOMUI0 NULEH3MU Ha
hapmaLeBTUYECKYIO AeATENbHOCTb.

8. Ha nekapcTBeHHble cpeacTBa ohopMnAseTcs CONPOBOAUTENbHBIN AOKYMEHT, coaepKallnin MHPOPMaLuIo:

0 Aate ohopMIiEHMS CONPOBOANTENBHOIO JOKYMEHTA;

O HaMMeHOBaHUW FeKapCTBEHHOro cpeAacTBa (MexgyHapodHOe HenaTeHTOBaHHOe HavMeHOBaHue
rfiekapCTBEHHOrO CpefacTBa M TOProBoe HaMMEHOBaHWe feKapCTBEHHOro CpefcTsa), CPOKe FOAHOCTM U HoMepe
cepwu;

O npoussoguTene feKkapCcTBEHHOrO0 CpeAcTBa C  yKa3aHMEM HauMEHOBaHUS W MECTOHaxXOXAeHus
Npon3BOAMTENS;

0 KOnM4yecTBe yNaKkoBOK,;

0 nocTasLLmKe (MOEHTUPVKALMOHHbBIA HOMEpP HanoronnaTenbLuMka, NosIHOe HauMeHoBaHWe NoCTaBLLMKa, ero
MeCTOHaxoXaeHune);

0 nokynatene (MOeHTUMUKALMOHHLIN HOMEP HarnoronnaTenbLlUMka, NOSIHOE HaMMeHOBaHWe NOoKynaTerns, ero
MEeCTOHaxoXaeHune);

O AOMMKHOCTHOM fu1Le, COCTaBUBLLEM COMPOBOAUTENbHBIN JOKYMEHT (40MmKHOCTb, ®.11.0.).

[okymeHT 3aBepsieTcs NOAMUCHIO AOSMKHOCTHOIO Nuua, COCTaBMBLUErO COMPOBOAWTENbHbIA [OKYMEHT,
nevaTblo OpraHn3auuy unm MHPOPMaLMOHHBIM LUTPUX-KOAOM U MeYvaTbio OpraHnsaumm.

9. Nprem nekapcTBEHHbLIX CPEACTB OCYLLECTBASAETCA NPUEMHbLIM OTAENOM OpraHusaumm.

JInua, oTBETCTBEHHbIE 3a NPOBEAEHNE NOrPY304HO-PA3rPY304HbIX PabOT NekapCTBEHHbIX CPEACTB:




Mpuka3 MuH3gpascoupassuTus PO ot 28.12.2010 N 1222+
"O6 yTBEpXAeHUM MpaBun ONTOBOW TOProBNM NleKapCTBEHHLIMW CPeACTBaMU
ONs MEAULMHCKOTO NpUMeHeHns"

obecneynBaloT Kaxayro napTuio NeKkapCTBEHHbIX CPEACTB CONPOBOANTENbHLIMWN AOKYMEHTaMU;

KOHTPONUPYIOT Hannyne HeobxoaMMon MHPOPMaLMK B CONPOBOANTENbHbIX AOKYMEHTaX.

30Ha NprMemKM NnekapCcTBEHHbIX CPeACTB AOMKHA OblTb OTAENeHa OT 30Hbl UX XPaHEHUSI.

10. MNpu npoBedeHUN NOrpy304HO-pasrpy3ouUHbIX paboT AomkHa OblTe obecnedeHa 3awmuta MOCTynaloLLmnX
rfiekapCTBEHHbIX CpeacTB OT aTMOCHEPHbIX OCaAKOB, BO3AENCTBUS HU3KMX U BbICOKMX TeMnepaTyp.

11. JlekapcTBeHHble CpeAcTBa B MNOBPEXOEHHOW YNAaKoOBKE WM He COOTBETCTBYIOLIME 3asBfEHHbIM B
COMpPOBOANTENBHOM AOKYMEHTE HaMMEHOBaHWAM U KOMNMYECTBY, HE MMeEIoLMe CONpoBOANTENBHOIO AOKYMEHTa, a
Takke noanexaiwine U3bATUI0 U3 rpaxaaHckoro obopoTa, AOMmMkHbl OblTb NPOMapKUpoOBaHbl M MOMELLEHbl B
cneumanbHO BbIAEMEHHYO (KapaHTWHHYI0) 30HY OTAEeNnbHO OT APYrMX JeKapCTBEHHbIX CpeacTB A0  UX
naeHTudrKaLmMmn, Bo3spaTa NocTaBLUMKY UMW YHUUTOXEHUS B YCTAHOBIIEHHOM MOPSAKE.

12. BosBpalyeHHble nonyvaTenem rnekapcTBeHHble cpeacTBa MOryT ObiTb nepegaHbl B 30HY Ans OCHOBHOIO
XpaHeHus NekapcTBEHHbIX CPeACTB OpraHM3aumnm npu cobnogeHnn cnegyoLwmx yCrnoBui:

ONnTOBasd TOProBMs feKapCTBEHHbIMW CPEeACTBaMM He MpoTMBOpeYnT TpeboBaHMAM OeNCTBYHOLLEro
3akoHoaaTenbcTBa Poccuiickon deanepaumm u MNpasun;

nekapcTBeHHble cpefcTBa HaxoOATCs B CBOMX NepBOHaYarbHbIX HEBCKPbITHIX W HEMOBPEeXOeHHbIX
ynakoBKax;

nekapcTBEHHOe CpeAcTBO COOTBETCTBYeT TpeboBaHuMAM K €ero KayecTBy, 4TO MNOATBEPXKAEHO
COOTBETCTBYIOLLMMUN AOKYMEHTAMM.

13. JlekapcTBEHHbIE CPEACTBA, BO3BPALLEHHbIE B OPraHu3aumio, OMKHbI 6biTb M30MIMPOBaHbLI B CneumansHo
BblAEMEHHYI0 (KapaHTUHHYIO) 30HY A0 NPUHATUS MO HUM PeLLEeHUs.

14. PykoBoauTenb opraHu3auum formkeH obecneynTb OpraHM3aumio CUCTEMbl BHYTPEHHEro KOHTpons 3a
cobniogeHvem lNpasun.




