®enepanbHblil 3akoH 0T 15.04.2019 Ne 58-@3
«O BHECEHHN  HW3MEHEHUH B Konexkc
Poccwuiickoit denepanyu 00

aJIMMUHHCTPATUBHBIX MPABOHAPYILICHUSIX))

POCCUNCKAA ®ELQEPALINA
®EAEPANIbHBIA 3AKOH

O BHECEHWUM U3SMEHEHWIA
B KO EKC POCCUMCKON GEAEPALIUN
OB AAAMUHUCTPATUBHbIX MPABOHAPYLLEHUAX

MpuHAT
locypapcTeeHHOM dymoi
9 anpena 2019 roaga

OpobpeH
Cosetom depepaunm
10 anpens 2019 ropa

Cratba 1

BHectn B Koaekc Poccuitckoit Pegepaumm 06 agMUHUCTPATUBHBIX NpaBoHapyeHusax (CobpaHue
3aKoHogaTenbcTBa Poccuiickoi deaepaumm, cneaytolme M3MeHeHUs:

1) rnaBy 6 4ONONHUTL CTaTbel 6.34 cieayoLero cogepKaHusa:

"Cratba 6.34. HecBoeBpemeHHOe BHECEHWEe [AaHHbIX B CUCTEMY MOHWUTOPUHIa ABUMKEHUS
NIeKAPCTBEHHbIX NPENAPaTOB ANA MEeANULUHCKOrO NpumeHeHua Anbo BHeceHMe B Hee HeAOoCTOBEPHbIX
OaHHbIX

HecsBoeBpemeHHOEe BHeCeHMe [AaHHbIX B CUCTEMY MOHUTOPMHIA ABUXKEHMA NeKapPCTBEHHbIX
npenapatos AnAa megnumMHCKOro npnmeHeHuA Mbo BHECEHME B Hee HeAOCTOBEPHbLIX AaHHbIX -

B/lIeYET Ha/IOXKEeHNe aAMUHUCTPATMBHOIO WTpada Ha AONKHOCTHbIX /1ML, B pa3mepe OT MNATK ThbicAY
[0 AecATU Tbicad pybneit; Ha lPUANYECKUX NNULL - OT NATUAECATU TbiCAY A0 CTa Tbicay pybnei.

MprmeyaHue. 3a aAMUHUCTPATUBHbIE NPaBOHaPYLWEHUA, NPeayCMOTPEHHbIE HAcTOALWEN CTaTbew,
JIMLA, OCYLLLECTBAAIOLME NPeANPUHMMATENLCKYIO AeATeIbHOCTb 6e3 06pa3oBaHMA OPUAMYECKOTO NLa,
HecyT agMUHUCTPATUBHYIO OTBETCTBEHHOCTb KaK lopuanyeckue avua.";

2) yactb 1 cTaTbk 23.81 nocne cnos "cratbamu 6.30, 6.32," gononHuTb undpamm "6.34,";
3) Buactu 2 ctaTtbu 28.3:

a) NnyHKT 18 nocne cnos "yactbio 5 ctatbhn 14.46.2," AONOAHUTL cloBamM "yacTbio 2 cTaTbk 15.12 (B
YyacTu obpalleHuns IeKapCTBEHHbIX MpenapaToB 411 MeAUUMHCKOro npumMmeHeHus),";

6) NyHKT 63 nocne cnos "ctatbent 15.12" noNONAHUTL cioBamM "(3a UCKAKOYEHMEM HAPYLUEHWUI NpU
NpPon3BOACTBE M 06PALLEHMM JIEKAPCTBEHHbIX NPENapaToB ANA MEeULMHCKOTO NpuMeHeHus)";

B) B NyHKTe 66 cnosa "yactamu 1 u 3 cratbm 15.12" 3ameHuTb cnoBamm "dyactbto 1 (3a
WCKNOYEHWEM HapyweHUA Npu NPOU3BOACTBE JIeKapCTBEHHbIX MNpenapaToB Ans MeAULUMHCKOro
npUMeHeHus) 1 YacTbto 3 ctaTbn 15.12";



r) AonoAHWUTb NYHKTOM 111 cneaytowero cogepKaHus:

"111) ponKHOCTHble NMua deaepanbHOro opraHa MCMNO/HUTE/IbHOM B1IacTM, OCYLLECTBASAIOLLErO
JIMLUEH3NOHHbIN KOHTPOAb B cdepe NPOM3BOACTBA /IEKAPCTBEHHbLIX CPeACTB ANA MeAULMHCKOro
npUMeHeHus, - 06 aAMUHUCTPATUBHbLIX NPaBOHAPYLIEHUAX, NPeayCMOTPEHHbIX YacTbio 1 ctatbmn 15.12

HacToawero Kogekca (B 4YacTM NPOM3BOACTBA /IEKAPCTBEHHbIX MPEenapaTtoB Ans MeAMUMHCKOro
npumeHeHms).".

Cratba 2
HacTtoawmi ®eaepanbHbiit 3aKoH BcTynaeT B cuay ¢ 1 utona 2020 roga.
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