IMPABUTEJIbCTBO POCCHUVICKOU ®EJIEPALINH
IIOCTAHOBJIEHHUE

ot 29 mag 2020 r. Ne 789

MOCKBA

O BHeceHuu u3meHenns B [IpaBniia opraHuzanuu
H NPOBeJeHUs HHCNIEKTHPOBAHHUS NPOU3BOAHTEIEH JIeKapCTBEHHBIX
CpeICTB HAa COOTBETCTBHE TPeOOBAHUSIM MPaBHJI HAAJEXKalIeiH
NPOH3BOACTBEHHOH NPAaKTHKH, 4 TAK»KE BbIAa4YH 3aKJII0YeHHH
0 COOTBETCTBHH NPOH3BOJHTE/IA JIEKAPCTBEHHBIX CPEACTB
YKa3aHHbIM TPpeOOBaHHAM

B coorBercTBUM ¢ nyHKTOM 2 Yactu | ctatsu 17 PenepalbHOro 3aKoHa
"O BHeCeHMH HM3MEHEHHH B OTHEJbHBIE 3aKOHONATEJBbHBIE aKThl PoccHiicKol
Qenepauuy MO BOMNpOCAM MpPEAYNPEXAEHUS W JTHUKBUIALUHH 4Ype3BbIYaRHBIX
cutyauui" IlpaBurensctBo Poccuiickoit @enepaini N0 CTAHOBJASAET :

1. Tononuuts IlpaBuna opraHusanuu U NpOBEICHHS HHCIIEKTHPOBAHUS
IIPOU3BOJIUTENIEH JIEKAPCTBEHHBIX CPEICTB Ha COOTBETCTBHE TpeOOBAHUSIM
IIpaBWJI  HaJJIeXallled [pOU3BOACTBEHHOM MpAKTUKH, a TakKXke BbIJIauM
3aKJIIOYEHHH O COOTBETCTBUU IIPOM3BOJUTENSI JIEKAPCTBEHHBIX CPEICTB
yKa3aHHBIM TpeOOBaHUSAM, YTBEPXICHHBIE IOcCTaHOBIeHHeM IIpaBuTenbcTBa
Poccuiickont ®epepaunu ot 3 mekabps 2015r. Ne 1314 "OG onpenenenuu
COOTBETCTBHUS IPOU3BOAUTENEH JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUAM ITpaBHII
HaJUleKallled IpOMU3BOACTBEHHON mnpakTuku' (CobpaHHe 3aKOHOAATENIbCTBA
Poccuiickoit ®emepauun, 2015, Ne 50, cr. 7165), mynxToM 7' ciedyrouero
COEpKaHMUS:

"7'. B YCIOBHUSAX YIpO3BI BO3HUKHOBEHHS, BO3HUKHOBEHHUS
U JIMKBHJAUUHY YPE3BBIYAWHON CUTyalUHU U (MJIM) OpU BO3HUKHOBEHWH YTPO3bI
pacnpocTpaHeHuss  3a0oleBaHHs,  NPEACTaBIAIONIETO  OMACHOCTh  JJIs
OKpYXalollUX, 3a00/eBaHUl W TNOpaXKeHWH, TONYyYEHHbIX B pe3yJbTare
BO3ICHCTBUSA HEONArONMPUATHBIX XUMUYECKHX, OMONOTHYECKUX, PaAUalldOHHBIX
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(akTOpoB, INpU KOTOPBIX IPOBEICHUE HHCIEKTUPOBAaHUSA [POM3BOJIUTEIL,
TpeyCMaTpUBaIOLIErO OCMOTp IPON3BOACTBEHHON TUIOILAAKH,
HE HpeACTaBlseTCs BO3MOXKHBIM, 3aKIIOYEHHME BBIJaeTCd Ha CpoK 3 roja,
KOTOPBI HMCUUCISIETCS] CO [HS OKOHYaHUS IPOBEIEHHUS WHCIEKTHPOBAaHMS
TIPOU3BOJICTBEHHO! IUTOMIAAKH 110 ZOKYMEHTaM, B TOM 4YHCJIE€ C HCIIOIb30BaHUEM
CpeICTB IUCTAaHLIMOHHOTO B3aUMOJAEHCTBHS, BKIIIOYas ayA10- MU BUJIEOCBA3b.

JeiicTBUe 3aKiOYeHUH B OTHOLUEHHUM JIEKAPCTBEHHBIX CpPEICTB s
METUIIHHCKOTO MPUMEHEHUs], CPOKU KOTOPBIX MCTEKaloT (UCTEKJIH) B IEPUOI C
15 mapra mo 31 nexabps 2020 r., mpoaneBaercs Ha 12 MecsueB co JHA,
CeAyIOIIero 3a JHEM UCTEUEHHUs CpoKa AeHCTBUS TaKuX 3aKiroueHul. Pemenue
YIIOJITHOMOYEHHOIO OpraHa O NpPOAJIEHHH ACHCTBHSA yKa3aHHBIX 3aKJIIOUYEHUU
pa3Menaercss Ha OQUUHAIBHOM caiiTe YNOJHOMOYEHHOIO OpraHa B CeTH
"Hurepuetr". MHDOpManus 0 COOTBETCTBYIOLIEM pEIIEHWH TaKXKe BHOCHUTCH
B TeueHue 5 pabouux IHEH co AHS ero NMPUHATHS B FOCYAApCTBEHHBIN peecTp
3aKIIOYEHH O COOTBETCTBHMM  I[POM3BOAMUTENS] TpeOOBaHUSIM  NpPaBUI
HaJyIexaleil Ipou3BOACTBEHHOM NPaKTHKM.".

2. Hacrosimee  mocTaHOBIIEHWE  BCTyHaeT B CHIy CO  [JHA
ero oUIMAIEHOTO OIYOINKOBAaHMUS.

Ilpencenarens IlpaButey

Poccuiickoit Penepa M. Muuryctus
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