®dAC Poccum npegnoxuna
yCOBepLUeHCTBOBaTb MEXaHU3M
nepeperucTpauuu LueH Ha gedoUulUTHbIE
fieKkapcTBa
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lpennoxeHns o BHeceHun nameHeHuvi B lNloctaHoBneHne Ne1771* HanpasneHbl B MuH3apas
Poccun

NHnumatmebl cnocobCTBYOT yCTaHOBNEHUO Hambonee cbanaHCMpPOBAHHbLIX LUEH  Ons
npovssoouTenei, notpedutenen U rocopraHnsaunii 3apaBoOXpPaHEHNs, KOTopble 3akynawT
npenapaTbl, B TOM Yice Ans NbroTHbIX kateropuii rpaxaaH. OcHoBaHWeEM Ans ux pa3paboTku
cTan aHanua pes3ynbTaToB nepeperucTpaumm LUeH Ha OedekTypHble neKapCcTBEHHbIE
npenapatbl. MNMpennoxeHns paspabotaHsl PAC Poccum COBMECTHO C OopraHamu BnacTtu u
3KCMEePTHbIM COOOLECTBOM.

MpennaraeTcs yCTaHOBUTb TPEXMECSIYHbIA CPOK AENCTBUS 3aknoyeHns PocsnpasHansopa o
negpektype. Celyac Takoi cpok oTcyTcTByeT. [locne ycTpaHeHus npuynH oTkasa MuHaapasa
Poccuv 1©  aHTMMOHOMONBHOrO BEAOMCTBA B Mepepeructpauuy LUeH npou3BOAUTENN
BbIHYXXEHbl 3aHOBO MPOXOAWTb BCHO MpPOLEnypy, HauyvMHas C MOBTOPHOrO [okasaTenbCTBa
pyicKa BO3HWKHOBEHMS OedouumTa NnekapcTBeHHOro npenapara. Takoe 3aTaruesaHue npowuecca
MOXEeT MPUBECTM K UCYE3HOBEHUIO Mpernaparta ¢ Mook anTek, Tak Kak PUCK BO3HWKHOBEHUS
neguumTa CoXpaHsaeTcs U3-3a Toro, Y4To LieHa He nepeperucTpupoBaHa. lMpeanoxeHHas Mepa
MO3BOINT UCK/IOYMTb 3TOT 3Tan U3 Npouenypbl, YTO 3HAYNTE/IbHO MOBLICUT €€ ONepPaTUBHOCTb.

Mo MHeHnio OAC Poccun, HeobxoomMMoO TakXxe MOBbICUTb MNPO3PAyYHOCTb npolecca
YCTAHOBNEHMS OedeKkTypbl NIEKApCTBEHHbIX MpenapaTtoB. AHTMMOHOMONbLHOE BEAOMCTBO
npennaraeT onosewaTtb QapMNPON3BOAMTENEA Kak O TMOMNOXMTENbHbIX, Tak K 00
oTpuuaTenbHbIX 3akn4yeHnsax PocsgpaBHag3opa O pesynbTatax MOHUTOPMHra pPUCKOB
BO3HUKHOBEHUS AedouumTa B NMYHbIX KabHETax COOTBETCTBYHOWMX pecypcoB. Takmm obpasom
OHM 6ynyT NPOMHMOPMMPOBAHbI U CMOTYT CBOEBPEMEHHO T[OTOBMTb [OOKYMEHTbl Ha
nepeperncTpauunio UeHbl.

CnpaBska:

*locraHoBneHne [paButensctBa P® ot 31 okta6psi 2020 r. N°1771 «Ob yTBepXaeHuu
ocobeHHOCTeNi  rocyaapCTBEHHOro  PerynupoBaHus  MpPeaeNbHbIX  OTMYCKHbIX  LEH
rnpoussBoauTeneri Ha J1eKapCTBEHHblIe ripenaparbl, BK/IOYEHHbIE€ B [epevyeHb XU3HEHHO
HeobXxoauMbIX U BAaXHEWWNX J1€KapPCTBEHHbIX MpenaparoB, U BHECEHUN W3MEHEHWV B
otaesnbHble akTbl [paButensctBa Poccuvickovi @enepaumm».
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