[Ipoekt

IMPABUTEJBCTBO POCCUNCKOM ®ENEPAIINN

[TOCTAHOBJIEHUE
OT «___» 20211. Ne
MOCKBA

O BHeCEeHUU U3MEHEHU M
B Ilos10:xeHHEe 0 cUcTeMe MOHMTOPUHTA IBHKEHHS JIEKAPCTBEHHBIX
npenaparoB AJisi METUIIMHCKOTO MPUMeHeHMsI

[IpaBuTenbcTBO Poccuiickon denepaiii MO CTAHO BJ S € T

1. YTBepauTh npuiaracMble M3MEHEHHUs, KOTOpbIe BHOCITCS B [lomokeHune
O CHCTeME MOHHUTOPMHTA  JBIDKCHHS  JICKAPCTBEHHBIX  IpPEIapaToB
UL MEOUIIMHCKOTO  TPUMEHEHHS,  YTBEP)KJICHHOE  ITOCTAaHOBJIICHHEM
[IpaButenscTtBa Poccuiickoit @Deneparuu ot 14 nexkabps 2018 r.  Ne 1556
«O0 yrBepxkneann  [lomokeHuss O cHCTEME  MOHMTOPHUHTA  JIBHIKEHHUS
JICKApPCTBEHHBIX IIpenapaToB Ui MEIUIMHCKOro npumeHeHus» (CoOpanue
3aKkoHOAaTenbcTBa Poccuiickoit deneparuu, 2018, Ne 53, cT. 8641; 2019, Ne 37,
ct. 5162; 2020, Ne 10, ct.1345; Ne 13, ct.1925; Ne 30, cr.4936; Ne 45,
cT. 7131; Ne 52, ct. 8849; 2021, Ne 5, ct. 845).

2. Hacrosimiee mocranoBieHue BerynaeT B cuity ¢ 1 utonsa 2021 .

[Ipencenarens [IpaBurenbcTBa
Poccuiickon @enepanun M. Mumyctun



IIpoekt

YTBepKAECHBI
nocraHoBjeHueM [IpaButenbcTBa
Poccuiickon denepanunu
OoT Ne

N3MEHEHMUA],
KoTOpbIie BHOCATCA B Ilos102xeHMe 0 cucTeMe MOHMTOPUHIA ABUKEHU S
JIEKAPCTBEHHBIX NPENapaToB il MeANIUHCKOI0 IPHUMEHEeHUA

1. B nynkre 44:

a) B ab3a1ie BOCbMOM:

cioBa «Jlo 1 uromns 2021 r.» 3amenuTs cioBamu «Jlo 1 deBpans 2022 r.»;

CJIOBa «ab3aleM MIeCThIMY» 3aMEHUTH CIIOBaMH «a03aleM CeIbMbIMY;

0) B ab3alme AeBATOM CJIOBa «ab3ala CeAbMOro» 3aMEHHTH CIIOBaMM ab3alia
BOCBMOTO».

2. AG3ar11 4eTBEepThI MMyHKTa 52 U3JI0KUTH B CAEAYIOIIEH peIaKIun:

«Ilonoxxenust ab3ama TPETHErO HACTOAIIETO MYHKTAa HE PacCIpOCTPaHSIOTCS
Ha CJIy4au WCIPABICHUS OIMIMOOK B CBEACHMSX, MPEACTABICHHBIX CYOBEKTaMU
oOpareHusi JIEKapCTBEHHBIX CPEACTB B CHUCTEMY MOHHUTOPHUHTA B TIOPSIKE,
NpeaycMOTpeHHOM  ab3aineM naThiM — NyHKTa 44  Hactosimiero IlomoxkeHwus.
B ykazaHHOM ciydae JOCTOBEPHOCTb MPEACTABICHHBIX WCHPABICHUNA OIIMOOK
B CHUCTEME€ MOHUTOPHUHIA TOATBEPXKIACTCS B COOTBETCTBUM C ab3aleM BOCHMBIM
nyHkTa 44 Hacrosero [lonoxenns.».



