NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

ITOCTAHOBJIEHUE
ot 18 mexabpst 2020 r. N 2166

O BHECEHUU U3MEHEHUN
B I1IOJIOJKEHUE O CUCTEME MOHUTOPMHI'A IBUYKEHMS
JIEKAPCTBEHHbBIX
[TPETIAPATOB IJ11 MEJVUIIVMHCKOT'O ITPUMEHEHM A

[TpaBuTenbcTBO Poccuiickoi denmepaliiy MOCTAaHOBIISIET:

1. YTBepauTsh ripuiaraeMbie U3MEHEHMsI, KOTOpbIe BHOCITCSA B [losioxkeHne
0 CUCTeMe MOHUTOPUHIA ABVKEHMS JIEKaPCTBEHHBIX IIperapaToB 11
MeIVLIMHCKOTO IIPMMEeHEHMS, YTBEPKIEHHOe [I0CTaHOBJIeHeM
[TpaBuTenncTBa Poccuiickoit @epepanym ot 14 gexabps 2018 r. N 1556 "O6
yTBepkaeHun I1o/okeHMs1 0 CUCTEME MOHUTOPUHTA OBVKEHUS
JleKapCTBEHHbIX MpernapaToB 1151 MeAUILIMHCKOro npumMeHenus:" (CobpaHue
3akoHOAaTenbCcTBa Poccuiickoir ®emepariim, 2018, N 53, c1. 8641; 2020, N
30, cT. 4936; N 45, cT. 7131).

2. HacTos1iee moctaHoOBIeHNE BCTYIIAET B CUITY CO THS €r0 OUIMaTIbHOTO
OIy0IMKOBaHMSI.

ITpencenatesns IIpaBuTEeIbCTBA
Poccuiickoit @enepatiyin
M.MUIIYCTUH

YTBepKOeHbI

MocTaHoB/ieHMeM [IpaBuTenbCTBA
Poccuiickoi @engepanu

ot 18 nexabps 2020 r. N 2166

WN3MEHEHNMA],
KOTOPBIE BHOCATCA B ITIOJIOKEHUE O CUCTEME MOHUTOPHWHT'A
INBV>KEHNSA
JIEKAPCTBEHHBIX ITPEITAPATOB )11 MEJVULMHCKOI'O ITPUMEHEHUSA

1. B myHKTe 44:

a) ab3albl YeTBEPTHIN U MSITHIN ITOC/IE CJIOB "CyO'beKT 0OpaleHus



JIeKapCTBEHHbIX CPeCTB" AOMOJHUTD C/IOBaMM " (3a UCKITIOUEHUEM
060C006/IEHHBIX MTOpa3saeIeHNii MeOUIIMHCKUX OpraHm3aIuii
(ambynaTopuit, benbaniepckux, Gesbainepcko-aKkyepckux MyHKTOB)";

6) mocsie ab3a1ia MITOro AOMOJHUTD a03alleM CIeIyIOIIero ComepsKaHmsI:

"060c006/ieHHbIe TTOAPa3AeaeHNUs] MeAUIIMHCKUX OpraHu3auui
(ambynaTopun, denbauiepckue, GeabaiuiepcKko-aKyliepcKe MyHKThI)
MOATBEPKIAIOT TOCTOBEPHOCTh CBEAEHMI, COIEPsKAIIMXCS B CUCTEME
MOHMTOPMHTA, ¥ IIPEACTABJISIOT B CMCTEMY MOHUTOPYHIA CBEIEHMS O
MIPUHSTHIX JIEKAPCTBEHHBIX IIperapaTax B COOTBETCTBUM C ab3aliaMu
YeTBEPTHIM U ISIThIM HACTOSILETO MyHKTa B TeueHMe 30 paboumnx qHeit co
ITHSI TIPMEeMKM JIeKapCTBEHHBIX ITPerapaToB. .

2. B nyHkTe 44(2):

a) ab3all BTOPOJi IOCIIe CJI0B "CyObeKT 06palieHus JeKapCTBEHHbIX
CpencTB" MOMOJHUTH CJIOBaMM "(3a MCKIIOUEeHMEM 000CO0IeHHBIX
noApasaeeHnit MeIUIIMHCKUX OpraHu3auuit (aMmoynaTopuit,
denbamepckux, Geabaiiepcko-aKkyepckmx MyHKTOB)" ;

0) JOMOJTHUTD ab3a1eM CJIeAYIONEero COIepP KaHMS:

"O60c006/IeHHbIe MTOIpa3ae/eHNs] MeAUIIMHCKUX OpraHu3aLuii
(ambynaTopuu, dhenbaiiepckue, GeabaiiepcKko-aKyliepcKue MyHKThI)
MOATBEPKAAIOT JOCTOBEPHOCTD CBEEHNIA, COIEePKALINXCS B CUCTEME
MOHMTOPMHTA, B COOTBETCTBUM C a63a1eM BTOPbIM HACTOSIIIErO ITyHKTa B
tTeueHue 30 paboumx gHe co THS MPUEeMKM JeKapCTBEHHbIX ITpernapaToB.".

3. ITyHKT 46:

a) rocsie coB "CyobekT oOpaleHus JeKapCTBEeHHbIX CPeICTB" JOTIOHUTD
cyioBaMM "(3a MCK/IIOUEHEM 000CO0IEHHbIX ITOApa3aeae Huit MeIUIIMHCKUX
opraHusauuit (ambynaTopuit, enpamepckux, henbaiepcko-aKyIepcKux
IIYHKTOB)";

0) IOIOJHNUTH ab3alleM CJIeIYIOIIEero ComepsKaHmsI:

"060c06/1IeHHbIe TOApa3ae/IeHNs] MeIULIMHCKUX OpraHu3aLmii
(ambynaTopun, dpenpamniepckue, GebainiepcKo-aKyIlepcKie MyHKThI) B
TeueHue 30 paboumx qHe co THS COOTBETCTBYIONIEI Omepaium
MpeACTaBIsIIOT B CUCTeMY MOHUTOPUHTA CBeJleHMs, TPelyCMOTpEeHHbIe



nyHKTOM 1 mipunoxkenus N 4 kK HacTosiuemMy [lonoxkeHuo.".



