NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

I[TOCTAHOBJIEHME
oT 4 ceHTs16ps 2020 . N 1344

O BHECEHUU U3MEHEHUN
B ITIOJIOKEHUE O ®EJEPAJIbHOM CJIY)KBE 110 HAZI30PY B COEPE
3IPABOOXPAHEHNMS U TTOJIOJKEHUE O ®EJEPAJIbHOM
IT'OCYOAPCTBEHHOM
HAJI30PE B COEPE OBPAIIEHM JIEKAPCTBEHHBIX CPEICTB

[TpaBuTenbcTBO Poccuiickoit @emepaliny MOCTaHOBIISET:

1. YTBepauTsh npuiaraeMbie MU3MEeHEHWsI, KOTOpble BHOCITCS B [lonoxkeHne
o ®epepanbHOI Cy>KOE TI0 Haa30py B cpepe 3mpaBoOOXpaHEeHNS,
yTBepPXKIeHHOoe TTocTaHoBIeHMeM [IpaBuTtenbcTBa Poccuiickoit @enepaunm
ot 30 mions1 2004 1. N 323 "O6 yrBepskaenuu ITonoskenust o @emepasbHOi
CJIykOe 1o Haz3opy B cdepe 3apaBooxpaHenus” (CoopaHue
3aKoHOmaTeNbCcTBa Poccuiickoin ®epgepanum, 2004, N 28, ct. 2900; 2010, N
35, cT. 4574; 2012, N 20, cT. 2528; 2014, N 37, cT. 4969), u [TonoxxkeHue o
(dbenmepasbHOM roCcyIapCTBEHHOM Hazi30pe B cepe obpalieHus
JIeKapCTBEHHBIX CPEJICTB, YTBEPKIEeHHOe ITOCTaHOBIeHeM [IpaBUTe/NbCTBA
Poccuiickoit ®epepaunu ot 15 okts6pst 2012 r. N 1043 "O6 yTBepskaeHUM
[TonoxkeHus o dhemepasbHOM roCcyIapCTBEHHOM Hai30pe B cdepe
obpaieHus JeKapcTBeHHbIX cpencTB” (CobpaHye 3aKOHOAATE/IbCTBA
Poccuiickoit ®epgepaunn, 2012, N 43, ct. 5877; 2015, N 25, cT. 3672; 2019, N
47, cT. 6667; 2020, N 14, cT. 2119).

YCTaHOBUTB, UTO peain3ains MOJTHOMOYNIA, TPeIyCMOTPEHHBIX
M3MEHEeHUSIMU, YTBePKIeHHbIMM HACTOSIIIMM MTOCTAaHOBJIEHUEM,
OCYIIeCTBIISIETCS B IIpeiesiax yCTaHOBIeHHO IIpaBuTenbCcTBOM Poccuiickoi
depnepalyu rpeneabHOM YMCIEHHOCTM paboTHMKOB DeepanbHOI CITyKObI
10 HaA30pY B cepe 3mpaBoOOXpaHEeHMs], @ TAKKe OI0IKETHBIX
aCCUTHOBaHMIA, TpeaycMoTpeHHbIX Ciysk6e B heepasbHOM OI0/IKeTe Ha
PYKOBOJICTBO U yIIpaBiieHMe B chepe yCTaHOBAEHHBIX QYHKIIMIA.

IIpencenatens [IpaBuTe/bCTBA
Poccuiickoit @enepatyn
M.MUIIYCTHUH



YTBepKOeHbI

rnocraHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit @enepatiun

oT 4 ceHTs16pst 2020 1. N 1344

N3MEHEHNA],
KOTOPBIE BHOCSTCS B ITOJIO’KEHUE O ®EIEPAJIbBHOM CJTY)KBE
I10 HAI3OPY B COEPE 3IPABOOXPAHEHNA U II0OJIOJKEHMNE
O ®EJEPAJIbHOM I'OCYIJAPCTBEHHOM HAJI3OPE B COEPE
OBPAIIEHNVA JIEKAPCTBEHHBIX CPEICTB

1. B ITonoskenuu o ®emepanbHOI CiTyskOe o Hafi30py B cdepe
34 paBOOXpaHEeHMSI:

a) MOAIYHKT 5.1.4.1 JOTIOJIHUTD CJIOBAaMM ", YCTAaHOBJIEHUIO
MIPOU3BOAUTEIISIMU JIEKAPCTBEHHbBIX IIPENapaToB 1ieH Ha JIeKapCTBEHHbIE
TperapaThl, BKIIOUEHHbIE B TIepeUeHb KM3HEHHO HEOOXOIMMBbIX U
BaKHEMIINX JIEKAPCTBEHHBIX ITPernapaToB”;

0) MOAMYHKT 5.6 M3JIOXKUTD B CJIEAYIONIEN peaaKkIium:

"5.6. pa3MelaeT Mo pesyjabTaTaM ¢apMakoHaA30pa B MHMOpMAaIMOHHO-
TeJIeKOMMYHMKAILIMOHHO ceTu "VIHTepHeT" MHOpPMAIMIO O BbISIBI€HUN
HOBBIX ITOJTBEPIKIEHHbIX JAHHBIX O IIOOOUHBIX JEeCTBUSIX, HEsKeJIaTeIbHbIX
peakumsx, Cepbe3HbIX HeXXelaTelbHbIX PeaklIx, HellpeaBUIeHHbIX
HeXXeJlaTeJbHbIX PeakLyIX Py IpUMeHEeHUN JIEKapCTBEHHOTO Ipernapara,
B TOM UMCJIEe BAUSIIONIMX HA OTHOIIEHME OKMUAAE€MOI TT0JIb3bl K BO3MOXXHOMY
PUCKY IpUMEeHEHUS TaKOTO0 JIEKAPCTBEHHOTO TperaparTa, O IPUHSIThIX
pelnIeHns X 0 BHECEHUM U3MEHEeHUI B MHCTPYKIMIO IO ITPUMEHEHUIO
JIeKapCTBEHHOTO Iperapara, O IPUOCTaHOBIEHUY IIPUMEeHEeHUS
JIeKapCTBEHHOTO Tpernapara, 00 U3bITUM U3 0OpallleHMs TeKapCTBEHHOTO
TperapaTta Ui 0 BO30OHOBIEHUM TTPUMEHEHMSI JIEKapCTBEHHOTO
rperiapara;”.

2. Vrpatuna cuny ¢ 1 utons 2021 roga. - [Tocranossienne I[IpaButenbctBa PO
oT 29.06.2021 N 1049.



