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O BHeceHUH H3MeHeHHs B nocraHosJienne IlpaBurenbcTBa
Yeuenckoii Pecny6auku ot 11 mast 2022 roga Ne 116

B nmensX npuBeOeHHS HOPMATHBHOrO IpaBoBoro akra IlpaBurenscTBa
YeueHckoil PecnyOndku B COOTBETCTBHE C JEHCTBYIOIIMM 3aKOHOAATE/ILCTBOM
Poccuiickoit ®eneparmun [IpaButenberBo YeueHckol PeclyOmMKH IO CTaAaHOBIACT:

1. Buectu usmenenue B [lonmoxkeHHE O PErMOHAIBLHOM TIOCYOApPCTBEHHOM
KOHTpoJle (Haa3ope) 3a MNPUMEHEHMEM ILIEH Ha JIEKapCTBEHHBIE MpENapartel,
BKJIIOYEHHbIE B IepeveHb JXH3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKapCTBEHHBIX
npenapatoB, Ha  repputopud  UYedeHckoit — PecrmyOmukm, — yTBEpXIOEHHOE
niocradopjieHueM Ipasutenbcrea Ueuerckoit Pecry6mku ot 11 mast 2022 roma Ne 116
«O6 yrBepxxaeHry [T0I0KEHHs O PErHOHATIGHOM OCYAapCTBEHHOM KOHTpoJIe (Haa30pe)
3a IPUMEHEHHEM LIeH Ha JIeKapCTBEHHBIE IIpenaparThbl, BKJIIOYEHHBIE B IIE€PEYCHb
YKH3HEHHO HeOOXOAMMBIX U BaKHEHUIINX JIEKAPCTBEHHBIX IIPENapaToB, Ha TEPPUTOPHUU
YeueHcKol Pecybiukuy», H3I0XKUB MyHKT 61 pasaena IV B cnenyromed pegakuuu:

«61. B mensax OUeHKH pucKa NMpHYHHEHUs Bperda (yiuepOa) npH NPUHATHH
PEILEHHs O MPOBEAEHHH U BHIOOpE BHIA BHEILIAHOBOrO KOHTPOJIBHOTO (HaA30pHOIO)
MEPOIIPHATUS KOMUTETOM IPUMEHSAETCS CIeNYIOLMH MHIMKATOp PHCKa HapyIICHHS
obs13aTeNbHBIX TPEOOBAHUMN:

BBISBJICHHE B OTYETHOM IIepHoZe, B HH(POPMALMH, NPEACTABIIIEMON OpraHM3alsIMA
ONTOBOH M PO3HUYHOM TOPIOBJIM JIEKAPCTBEHHBIMHU IIpelapaTamu, BKIIOYCHHBIMU B
nepeyeHb JKM3HEHHO HEeOOXONMMBIX M BAXHEHMIIMX JIEKapCTBEHHBIX IIPEnaparoB, B
popmare 3aroJgHEHHBIX ATeKTpoHHBIX wwabnoHoB OI'MC EMAC, naHHBIX O
IpeBBILIEHUH 60JIee YeM B JBYKPaTHOM pasMepe IIPOTHO3UPYEMOH BajioBOM NpUOBIIH
OT pealu3aluy JIEKapCTBEHHBIX MpENapaToB, BKIIOYEHHBIX B IIEPEUEHb XXHU3HEHHO
HEOOXOIMMBIX U BaXKHEHILHX JIEKapCTBEHHBIX MIperapaToB, HaJl BaJIOBOH NMPUOBLIBLIO B
NpeAIeCTBYIOUINH IIEPHO PeryIMpoBaHus, IIPH OTCYTCTBUH pOoCcTa MeHee 4yeM Ha 5 %
peai3allii KOJIMYECTBa JIEKAPCTBEHHBIX IIPEIapaToOB B OTYETHOM IEPUOAE.».

2. Hacrosiee mocTaHOBEHHE, BETHT CHITy TIO MCTEIEHUH NECATH THEH

3amectutess [Ipencenarens \
[TpaBurenscra YeueHnckol Pecrry6
MHHHICTP aBTOMOOWIBHBIX

nopor Yeuenckoit Pecrmybmmku A.b. Tymxamxues




