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Pacaepa X.A. O camoperypoBaHuu B cepe 00pameHust MeIUIIHHCKAX H31eHi
B craTbe ocBeleHa mpobieMa OTCYTCTBUSI TIPABOBBIX OCHOB CaMOPETYTMPOBaHUS B cdhepe 0OpalieHUst METUITUHCKUX U3IeNNi,
o0pallleHo BHUMaHKe Ha TIpoekT PenepanbHOro 3akoHa «O6 o6pallieHU METUIIMHCKUX U3IEUI», C IPUHITHEM KOTOPOTO ObLT ObI
pelleH psii BOIIPOCOB, B KOTOPOM ObLTH Obl 00beAMHEHBI HOPMBI, YCTaHABIMBAIOIIE TPeOOBaHMS JIs BCeil LIEMMOUKY 00OpallieHUs
MEIULIMHCKUX U3/IENIMIA, a TAaKKe BBEIleHbl HOBbIE TPEOOBaHMSI K TPOU3BOAUTENSIM MEIU3ACTUI, B TOM YMCJIE YCIOBUE JAOMYCKA K
MPOU3BOJICTBY MEIUIIMHCKUX WU3IEJTUI JIMIITH TEM MTPOU3BOIMTEISIM, KOTOPBIE COCTOSIT B CAMOPETYIMPYEMOi OpraHU3aiiu.
O603HaUeHA MTO3UIIHS aBTOPA OTHOCUTEITBHO COOTHOIICHHUSI TOCYIaPCTBEHHOTO PETYTMPOBAHUS U CAMOPETYIMPOBAHUS B cdhepe
o0pallleHUsI MEIULIMHCKUX U3,
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Rasaeva Khedi A., Member of the Moscow Chamber of Lawyers, PhD (Law). On Self-Regulation in the Circulation of Medical
Products

The article highlights the problem of the lack of a legal framework for self-regulation in the field of circulation of medical devices,
draws attention to the draft Federal Law «On the Circulation of Medical Devices», with the adoption of which a number of issues would
be resolved, in which norms establishing requirements for the entire chain would be combined circulation of medical devices, and also
introduced new requirements for manufacturers of medical devices, including the condition of admission to the production of medical
devices only to those manufacturers of medical devices ly, to be held in the self-regulatory organization. The author’s position on the ratio
of state regulation and self-regulation in the field of circulation of medical devices is indicated.
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