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JlenapraMeHT 3apaBooxpaHeHusi OpiIoBCKOH 0071aCTH JIOBOJAMT 0 CBEAEHUS
3aMHTEPECOBAHHBIX JHL, 9T0 ¢ 1 uronsg 2020 roma BCTYNMWIM B CHITy M3MEHECHUS
JHIEH3HOHHBIX TpPeOOBaHHI IPH OCYIIECTBICHHH IOPUAMYECKUMH JIUIAMH U
WHIMBUIyaJIbHBIMHI MPEANPHHAMATEISIMU (papMalieBTHUECKO AeATeIbHOCTH.

[TocranosnenneM IlpaButensctBa Poccmiickoit @eneparuu or 15 Mad
2020 roma Ne 687 «O BHeceHmm wu3MeHeHHss B INyHKT S5 Ilomoxenws o
JIMIEH3UpOBaHiK  (papMaleBTUYECKOH JesTeIbHOCTHY» BHECEHBI HM3MEHEHHs B
nyHkr 5 [lonoxeHus o JHIEH3UPOBaHMH (DapMalleBTHYECKOH [eATENbHOCTH,
yTBEep)KAeHHOro mnoctaHosneHueM IIpaButenscTBa Poccuiickon ®denepanuu OT
22 nexabpst 2011 roma Ne 1081.

Tak, JHIEH3UOHHBIE TpeOOBaHMS, MpeAbSIBISEMble K OpraHH3alHUiIM
OCYIIECTBIAIOLIMM (hapMalleBTHYECKYIO AesITelIbHOCTh, JOTOIHEHbl TpeboBaHreM
1o cobmonenuio yactu 7 crateu 67 @enepanbHoro 3akoHa ot 12 anpena 2010 roaa
Ne 61-@3 «OO6 oOpalieHUd JIEKapCTBEHHBIX CPEACTB»: IOPUAMYECKHE JMLA U
WHAUBUAYyaJIbHble  NPENNPUHHUMATENIH,  OCYLIECTBISIOLIME  I[POU3BOJICTBO,
XpaHeHue, BBO3 B Poccuiickyro @ejepanuio, OTIIYCK, peajlM3alyio, rnepenady,
[pUMEHEHHe W YHHYTO)KEHHE JIeKapCTBEHHBIX IpenapaToB Il MEIULHHCKOIO
npuMeHeHHs, 00ecrevynBaloT B MOPSJKE M B COCTABE, KOTOPHIE YCTAHOBIICHBI
[NpaButenscTBoM Poccuiickoii @enepalyy ¢ y4eTOM BUAA OCYLIECTBISIEMONW UMHU
JeATENLHOCTH, BHeceHHe HWHGOpMalUMU O JIeKapCTBEHHBIX IIpernaparax s
MEJIMIIMHCKOrO NMPUMEHEHHSI B CUCTEMY MOHMTOPHHIA JBH)KEHHS JIEKAPCTBEHHBIX
npenapaToB /Ul MEAULIMHCKOTO IPUMEHEHHS.

OpnHOBpeMeHHO co00IaeM 4TO, IOpUAMYECKHE JIMIAa M HHIMBHIyallbHBIE
NpeANpUHUMATEIH  OCYIIECTBIISIOUMEe  (PapMaLEBTUYECKYH)  JEATENBHOCTS,
00s13aHBl B TPUALATHIHEBHBIM CPOK yBeJOMHTH JlemapTaMeHT 3[1paBOOXpaHEHUs
OpnoBckodi 0o06macTd 1Mo azapecy 3j7eKTpoHHOW moutsl (chlv@adm.orel.ru) o
PETUCTPALIMK B CHCTEME MOHHTOPUHTA ABH)KEHUS JIEKapCTBEHHBIX MPEnapaToB s
MEIMIUHCKOTO TIPUMEHEeHHUs (YeCTHBIN3HAK.PD).



HeppimonHenune nyHkra S ITonoxeHus 0 TMLEH3MPOBAHIH bapMaLeBTHIECKOM

NeSTeTbHOCTH ABIAETCA TPyObIM HapyLIeHHEM JIMLEH3UOHHBIX TpeboBaHUA M
BIIEYeT 3a cOOOH MMPUHATHA MEp aAMHHUCTPATHBHOTO BO3ENCTBUS.
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