NPABUTENIbCTBO POCCUNCKOW GEAEPALIUN

NOCTAHOBJIEHUE
ot 18 aekabpsa 2020 r. N 2166

O BHECEHUW U3MEHEHUI
B NONNOXKEHMUE O CUCTEME MOHUTOPUHTA ABNXKEHUA NEKAPCTBEHHbDIX
NPENAPATOB A1 MEAULMHCKOIo NPUMEHEHNA

MpasutenbcTBo Poccuiickoit depepaumm NocTaHOBAAET:

1. YTBepauTb npwunaraemble U3MeHeHUA, KoTopble BHOCATCA B [lo/loXeHWe o cucteme
MOHWTOPUHTA ABUMKEHUA NEKAaPCTBEHHbIX NPenapaToB AN MeANLUHCKOro NPUMEHEHUS, YyTBEPKAeHHOoe
noctaHosneHnem [pasuTenbctBa Poccuiickoit depepaumm ot 14 pekabpa 2018 r. N 1556 "O6
yTBepKaeHUN [ONIoXKEHNA O CUCTEME MOHUTOPUHra ABWMKEHMA /fIeKapCTBEHHbIX npenapaTos Ans
MeauuMHCcKoro npumeHenns" (CobpaHue 3akoHogatenbcTBa Poccuitckoit depepaunn, 2018, N 53, crT.
8641; 2020, N 30, ct. 4936; N 45, cT. 7131).

2. HacTosllee nocTaHOB/EHME BCTYNAET B CUIY CO AHA ero oduLManbHOro onybMKoBaHuA.

Mpeacenatens NpasutenbcTea
Poccuitckoit ®epepaumm
M.MULLYCTUH

YT1BEpKAEHDI

noctaHosneHnem [paBuTeNbCTBa
Poccuiickoin Pepepaumn

oT 18 aekabpna 2020 r. N 2166

M3MEHEHMWA,
KOTOPbIE BHOCATCA B NONOXKEHUE O CUCTEME MOHUTOPUHTA ABUKEHUA
NEKAPCTBEHHbIX NMPEMAPATOB AN1Aa MEAWLUMHCKOIO NPUMEHEHUA

1. B nyHKTe 44:

a) ab3aupl YeTBepTbIi U NATbIM nocsie cnoB '"cybbeKT obpalleHMa NeKapcTBEeHHbIX cpeacTs"
OOMNOJIHUTL cnoBamu "(3a UCKAoYeHMeM 060cobaeHHbIX NogpasaeneHuini MeguLMHCKMX OpraHu3auni
(ambynaTtopwuit, benbalepckux, penbawepcko-aKyLepckux NyHKToB)";

6) nocne ab3aua nATOro 4ONONHMUTL ab3auem caeayoLLero coaepKaHus:

"O6ocobneHHble noapasfeneHus MeaMUMHCKMX opraHusaumin (ambynatopun, denbiliepckue,
denbpliepcKo-aKkyLWepCcKUe MNyHKTbl) MOATBEPXKAAOT [AOCTOBEPHOCTb CBEAEHMMN, COLEPKALLMXCA B
CUCTEME MOHWTOPUHIA, W MNPeACTaBAAT B  CUCTEMY MOHWUTOPMHIA CBEAEHUA O MPUHATLIX
NIeKapCTBEHHbIX MpenapaTax B COOTBETCTBMM C ab3aLamu 4eTBepTbiM M MATbIM HACTOALLErO NyHKTa B
TeyeHue 30 paboumnx AHel co AHA NPUEMKM NEeKapCTBEHHbIX NpenapaTos.”.

2. B nyHKTe 44(2):

a) ab3aL, BTopoit nocae cnoB "cybbeKT 0bpalleHMaA NeKapCTBEHHbIX cpeacTs" AOMNOHUTL CI0BaMMU
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"(3a uMckaoyeHnem 060cobseHHbIX nNoApasAeneHuii MeAMUMHCKUX OpraHusaumii  (ambynaTtopuid,
denbalepckmx, penballepcKko-aKyLepcKkmMx NyHKToB)";

6) AONONHUTL ab3aLlem cneayloLEero coaepsKaHma:

"Ob6ocobnieHHble MoapasaeneHns MeauLUMHCKUX opraHusauuii (ambynatopuu, denbaliepckue,
denbawepcKo-aKyllepckme MyHKTbl) NOATBEPKAAOT [OCTOBEPHOCTb CBEAEHWN, CcoAepyKalyuxcA B
cMcTeMe MOHUTOPMHTA, B COOTBETCTBMM C ab3aLemM BTOPbIM HACTOALWEro NyHKTa B TedeHue 30 paboumnx
AHEeN co AHA NPUEMKM IeKapCTBEHHbIX NpenapaTos.”.

3. MyHKT 46:

a) nocne cnos "CybbekT obpallleHua eKapCTBEHHbIX cpeacTB" A0MNOAHMTL cnoBamu ''(3a
UcKNtodeHnem obocobneHHbIX MNoApasfeneHuMit MeAMUMHCKUX — opraHusaumini  (ambynatopui,
denbaluepckunx, GenbalepcKo-akyWwepcKmxX NyHKToB)";

6) AONONHUTL ab3aLlem cneayloLEero coaepsKaHua:

"Ob6ocobneHHble MoApasaeneHns MeauMUMHCKUX opraHusauuii (ambynatopuu, denbaliepckue,
denbawepcKo-aKyLwepckme NyHKTbl) B TeyeHne 30 paboumx AHeN co AHA COOTBETCTBYHOWEN onepawum
NpeacTaBAsAOT B CUCTEMY MOHUTOPWUHTA CBEAEHMA, NPeayCMOTPEHHble NyHKTOM 1 npunoxkeHua N 4 K
HacToswemy MNonoxeHuto.".
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