NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHUE
oT 4 cenTsi6ps 2020 . N 1344

O BHECEHWU U3MEHEHWIA
B ITOJIOXKEHUE O ®EJEPAJIbHOW CJTY>KBE 110 HAI30PY B COEPE
3OPABOOXPAHEHUWS U TTOJIOJKEHME O ®EJEPAJIBHOM I'OCYJAPCTBEHHOM
HAJI30PE B COEPE ObPAIIEHNWA JIEKAPCTBEHHBIX CPEIICTB

IIpaBuTenbCcTBO Poccuiickoit @emepanny MOCTAHOBIISIET:

1. YTBepauTh IpuiaraeMble M3MeHeHMsI, KOTopble BHOCATCS B [TonoskeHne o enepanbHOiL cykbe 1Mo
Ha/30py B chepe 31paBoOXpaHeHMs, YTBEPXKIeHHOe TTocTaHoBIeHeM [IpaBuTenbcTBa Poccuiickoit
®eneparnyy ot 30 uroHs 2004 r. N 323 "06 yrBepskaennu ITonoxkeHnst o @emepasbHOI CITyskOe M0 HaI30py
B cepe 3gpaBooxpaHenus” (CobpaHue 3akoHOmaTeabCcTBa Poccuiickoit ®emepanym, 2004, N 28, c1. 2900;
2010, N 35, cT. 4574; 2012, N 20, cT. 2528; 2014, N 37, cT. 4969), u [TonoskeHue o dhemepasbHOM
roCcyIapCcTBEHHOM Haa30pe B cepe obpaleHus JeKapCTBEHHbIX CPEACTB, YTBEPKIEHHOE
rocraHoByieHueM IIpaBuTtenbcTBa Poccuiickoit ®epepanyu ot 15 okrsiopst 2012 r. N 1043 "06
yTBepxkaeHnu [TomoxkeHus o dhemepasbHOM rocyaapCTBEHHOM Hai30pe B cdhepe obpalieHust
JekapcTBeHHbIX cpencTB” (CobpaHue 3aKoHOAATeNbCTBa Poccuiickoit ®emeparun, 2012, N 43, cT. 5877,
2015, N 25, cT. 3672; 2019, N 47, cT. 6667; 2020, N 14, cT. 2119).

YCTaHOBUTB, UYTO peanu3alius MoJHOMOYNIA, PeITyCMOTPEHHBIX U3MEHEHUSIMU, YTBEPXKIEHHbIM U
HACTOSIIVM ITOCTAaHOBJIEHMEM, OCYIIECTBISIETCS B IIpeieiax yCTaHOBIeHHO [IpaBuTenbcTBOM Poccuiickoit
depnepaliuy rpeeabHON YMCIeHHOCTM paboTHMKOB PeepasbHOM CITysKObI IO HAI30pY B cdhepe
3IpaBOOXPaHEHMS, a TAKKe OI0IKeTHBIX aCCUTHOBAHMIA, ITpeaycMOTpeHHbIX Ciy:k6e B ¢henepasbHOM
610kKeTe Ha pyKOBOACTBO M yIIpaBjieHue B cepe yCTaHOBIEHHBIX (PYHKIIMIA.

ITpencenatesnb IIpaBuTEeIbCTBA
Poccuiickoit @enepatyin
M.MUITYCTUH

YTBepKaeHbI

MocTaHoB/ieHMeM [IpaBuTenbCTBA
Poccuiickoi @engepannu

ot 4 ceHTsa6ps 2020 . N 1344

M3MEHEHNUA],
KOTOPBIE BHOCSTCS B ITOJIOKEHUE O ®EIEPAJIbBHOM CJTY)KBE
ITO HAZI3OPV B COEPE 3IPABOOXPAHEHNA U1 ITOJIOJKEHUE
O ®EJEPAJIbHOM I'OCYIJAPCTBEHHOM HAJI3OPE B COEPE
OBPAIIEHNVA JIEKAPCTBEHHBIX CPEICTB

1. B ITonoskenuu o ®enmepanbHOIt CiTyskOe 0 Hai30py B cdhepe 30 paBOOXpaHEeHNS :

a) MOAITYHKT 5.1.4.1 TOTIOTHUTH CI0OBaMM ", YCTAaHOBJIEHUIO TTPOM3BOAUTENSIMU JIEKAPCTBEHHBIX
rperaparos IleH Ha JiekapCTBeHHbIe MperapaThl, BKIIOUeHHbIe B lepeueHb XIU3HeHHO He0OX0IMMBbIX U
Ba)KHEMIIMX JIeKapCTBEHHBIX IIpeIapaToB”;

0) ITOAITYHKT 5.6 U3/IOXKUTh B CJI€AYIONIEN peaaKkIIn:

"5.6. pasMelnaer 1o pesynabTaTaMm dhapmMakoHaa30pa B MH(POPMaIMOHHO-TeJIEKOMMYHUKALIMOHHOM CeTU
"HTepHeT" MH(OPMAINIO O BHISIBJIEHUM HOBBIX ITOATBEPKIEHHBIX TaHHBIX O TOOOYHBIX AEMCTBUSIX,
HeXeJlaTe/IbHbIX PeaklMsIX, Cepbe3HbIX HeKe/laTelbHbIX PeakiUsIX, HellpeIBUAeHHbIX HeKe/laTeIbHbIX
peakuusx Mpu MpuMeHeHUU JIeKapCTBEHHOTO Mperapara, B TOM 4Mc/ie BIUSIONUX HA OTHOIIeHne
OXMJAaeMOI1 TI0JIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHMSI TAKOTO JIEKAaPCTBEHHOTO Mperapara, O IPUHSTHIX



pellleHNsIX O BHECEHMM M3MEeHeHU B MHCTPYKLIMIO 110 ITPMMeHeHMIO JIeKapCTBEHHOTO Tpernapara, o
MIPMOCTAHOBIEHMM TTPUMEHEHMSI JIeKapCTBEHHOTO TIpernapara, 06 U3bSITUM U3 00pallleHNs JIeKapCTBEHHOT0
rperapara Ui 0 BO30OHOBJIEHMM ITPUMEHEHMS JIEKAPCTBEHHOTO Tpernapara;”.

2. Yrpatun cuny ¢ 1 utonsg 2021 roga. - [Toctanonenue IpaBurenbctsa PO ot 29.06.2021 N 1049.



