NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHUE
ot 18 mekabpst 2020 . N 2166

O BHECEHWU U3MEHEHUIA
B ITOJIOJKEHME O CUCTEME MOHUTOPUHI'A IBMPKEHMS JIEKAPCTBEHHBIX
ITPEITAPATOB IJII MEJULIMHCKOI'O ITIPUMEHEHNW A

[TpaBuTenbcTBO Poccuiickoit demepaliy MOCTAaHOBIISET:

1. YTBepauTs npuiaraeMbie M3MeHeHMsI, KOTOpble BHOCITCSA B [losioXkeHMe O CcTeMe MOHUTOPUHTA
IBVOKEeHMS JIeKapCTBEHHBIX IIPenaparoB 1151 MeAUIIMHCKOTrO IIpMMeHeH)s, YTBepKIeHHOe
roctaHosyieHneM IIpaBuTenbcTBa Poccuiickoit @emepanuu ot 14 meka6pst 2018 r. N 1556 "06
yTBepkaeHun [1o1okeHMs 0 cucTeMe MOHUTOPUHTA ABVMXKEHMS JIeKapCTBEHHBIX MpenapaToB i1
MenouIMHCKoro mpumeHenus" (CoopaHue 3akoHomaTenbCcTBa Poccuiickoit @emepanym, 2018, N 53, crT.
8641; 2020, N 30, cT. 4936; N 45, cT. 7131).

2. Hacrosimiee mocTaHOBIE€HNE BCTYIIAeT B CUITY CO THSI €r0 ODUIMAIbHOTO OITyOIMKOBAHMSI.

IIpencenatens [IpaBuTe/bCTBA
Poccuiickoit @enepayn
M.MUIIYCTHH

YTBepKOeHbI

MMOCTaHOBJ/IeHMeM [IpaBuTenbCTBA
Poccuiickoi @enpepanu

oT 18 nekabpst 2020 . N 2166

M3MEHEHNMA],
KOTOPBIE BHOCATCHA B ITIOJIOXKEHUME O CUCTEME MOHUTOPHWHI'A IBMDKEHU A
JIEKAPCTBEHHBIX ITPEITAPATOB IJII MEJULIMHCKOI'O ITPUMEHEHN

1. B nyHKTe 44:

a) ab3albl YeTBEPTHIN U MSTHIN ITOCTIE CJIOB "CyO'beKT 0OpallleHMs TeKapCTBEHHbIX CPeICTB" JOMOTHUTD
cyioBaMM "(3a MCKITIOUEHMEM 000CO0JIeHHBIX IToApasaeneHuii MeIUIIMHCKUX OpraHm3anmii (aMoyiaTopuii,
denbauiepckux, enbaiiepcko-aKylepckux MyHKTOB)";

0) mocJsie ab3aiia MSITOro AOMOJHUTD ab3alieM CJIeIyIOIIero CoaepskaHms:

"060c006/ieHHbIe TTIOApa3aeaeHNUs] MeAUIIMHCKUX OpraHu3anuii (aMmoynatopun, Genbaiiepckie,
denbanIepcko-aKyliepckye MyHKTbI) MOATBEPXKAAIOT JO0CTOBEPHOCTh CBeleHMI, Coep KalluXCsl B CUCTEME
MOHUTOPWHTA, U TIPEACTABISIOT B CUCTEMY MOHUTOPUHTA CBEIEHMUS O TIPUHSTHIX JIeKapCTBEHHBIX
rpernapaTrax B COOTBETCTBUM C ab3allaMu YeTBEePThIM U MSIThIM HACTOSIIEro MyHKTa B TeueHue 30 paboumx
IHel CO IHS TIPMEeMKU JIeKapCTBEeHHBIX IIpernaparTos.”.

2. B myHkTe 44(2):

a) ab3all BTOPOJi IOCJIe CJI0B "cyO'beKT obpalleHus JeKapCTBEHHbIX CPeICTB" OMOJTHUTD CJI0BaMM "(3a
MCKTIIoUeHMeM 000C06IeHHBIX MMoApasiesieHnii MeJUIIMHCKMUX OpraHu3aluii (aMmoyiaTopuii,
denpaiepckux, Gpeabaiepcko-aKynepckux MyHKTOB)" ;

0) IOIMOJHUTH ab3alleM CJIeYIOIIEero ComepsKaHmsI:

"060c006JIeHHbIE TTOAPa3aeeHUsI MeAUIIMHCKUX OpraHu3anuii (aMmoynatopun, Genpaiiepckue,
(denbaIepcKo-aKyIepcKye MyHKThI) MTOATBEPXKIAI0T TOCTOBEPHOCTh CBEIEeHMIA, COIePsKALMUXCS B CUCTEME
MOHMTOPMHTIA, B COOTBETCTBUM C ab63alieM BTOPbIM HACTOSIIIEro IMMyHKTa B TeueHue 30 paboumx JHei co THS



IIpYEeMKY JIeKapCTBEHHBIX IIperapaTos. .
3. IlyHKT 46:

a) nocJyie cjoB "CyobeKkT obpalieHms TIeKapCTBEHHBIX CPeACTB" MOTIOJHUTD CJIoBaMy "(3a MCK/IIOUEHMEM
000Cc061eHHBIX TOAPa3ieeHiT MeJUIIMHCKMUX OpraHu3aiuii (amoynaTopuit, dhenbaiiepcKux,
(denbaiIepcKo-aKyepckux MyHKTOB)";

6) JOMOTHUTD ab3a1eM CJIEAYIONIEro COmepsKaHmsI:

"O60co6ieHHbIe IO pa3aeeHs MeIUIIMHCKUX OpraHm3anuit (amoyaaTopun, GpeabaiiepcKue,
denpaiIepcko-aKymepckye MyHKThI) B TeueHne 30 paboumx JHe Co JHS COOTBETCTBYIOINIEH onepanumn
IIPeICTaBIISAI0T B CUCTEMY MOHUTOPMHTIA CBeJleHNs, IIpeJyCMOTPeHHble ITYHKTOM 1 npuioskeHus N 4 K
HacrosiemMy IlonoxkeHn.".



