IMPABUTEJIBCTBO POCCHUHCKOMW ®EJIEPAIIUN

ITOCTAHOBJIEHUE
ot 6 nrosa 2024 r. Ne 922

MOCKBA

O BHeceHMH M3MeHeHHUI B nocranosaenne [lpaBurenscrBa
Poccuiickoii ®enepanum ot 14 nexadps 2018 r. Ne 1556

ITIpaButenbcTBO Poccuiickon degepaimi MmO CTAHOBJI A €T ¢

l. YTBepauTes  mpunaraeMele = HW3MEHEHUS,  KOTOpPBIE  BHOCATCS
B IlonoxxeHue o cucreMe MOHMUTOPUHTA ABMKEHHUS JIEKAPCTBEHHBIX MpPENapaToB
IUIT  MEAUUMHCKOTO  NPUMEHEHMS,  YTBEPKICHHOE  ITOCTAHOBIICHUEM
[IpaButennctBa Poccuiickoit ®enepammu oT 14 nexkabps 2018 . Ne 1556
"O6 ytBepxaeHun IlonokeHHss O CHUCTEME MOHUTOPHWHTA JBW)KCHUS
JIEKapCTBEHHBIX TIpernapaTroB g MeauiuHckoro mnpumeHenus" (CoOpanue
3akoHomarenbcTBa Poccuiickont @enepanun, 2018, Ne 53, ct. 8641; 2020, Ne 13,
cT. 1925; Neo 30, ct. 4936; Ne 45, ct. 7131; Ne 52, ct. 8849; 2021, Ne 27,
cT. 5445; 2022, No 7, ct. 955; 2023, Ne 14, ct. 2436).

2. HacTosimiee TMOCTAHOBIEHHE BCTyHaeT B CHIYy €O JHA €ro
o(HUIIHAIBHOTO OMYOJIUKOBAHUS.

AOKYMEHT MOAMMCAH
IL SAEKTPOHHOW NMOAMUCHIKD

HpeﬂceHaTeHB Hp aBHTeHL CTBa 4E4B48AC2B4A4793191877D128ED7D62

Aevicteutenen ¢ 03.05.2024 no 27.07.2025
Bnaaenell: MpaBUTEALCTBO POCCHIACKOI

Poccuiickont ®enepanuu oetom M.Mumyctun




YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 6 nrons 2024 r. Ne 922

N3IMEHEHMUA,

KOTOPbIE€ BHOCHATCHA B IToJi0o:keHMe 0 cucTemMe MOHMUTOPHUHTI A
ABMKECHUHA JICKAPCTBCHHLIX IIpeEliapaToB
AJIA MEAUIUHCKOI'0O NIPUMEHCHUSA

1. B nynkre 44:

a)B alzalle mepBOM cJIOBa '"C MEXIYHAPOAHBIM HENAaTEHTOBAHHBIM
HaUMEHOBaHHEM "OTaHON" W JIEKapCTBEHHBIX IIPENAPATOB, COJEPKALINUX
HAapKOTHYECKUE CpEJCTBA, IMCUXOTPOIHBIE BElIeCTBAa W HMX MPEKypcopsl”
3aMEHUTh CJIOBAaMM ", BKIIIOYEHHBIX B IME€PEYEHb JIEKAPCTBEHHBIX CPEACTB
JUISL MEIULIIMHCKOTO MPUMEHEHMs], MOJUIeKAIUX MPEIMETHO-KOJINYECTBEHHOMY
y4eTy,  YTBEP)KIAEMbIi  YIOJHOMOYEHHBbIM  (ellepaibHbIM  OpPraHoM
UCIIOJTHATEILHOM BIIACTH B COOTBETCTBHMHM CO cTaThelt 58! denepanpHOro 3akoHa
"O6 oOpalleHnH JIEKapCTBEHHBIX CPEJICTB", U OTITYCKAaEMBbIX 110 PelenTy Bpaya';

0) a03a1| TpeTUi U3JI0KHUTh B CIICIYIONICH pelaKInu:

"IIpu 0o0opoTe NEKapCTBEHHBIX MpEenapaToB, BKIOYEHHBIX B IEpPEYEHb
JIEKapCTBEHHBIX CPEACTB JUISI MEIMUIMHCKOTO NPUMEHEHUs, MOJJIekalInX
MPEJMETHO-KOJIMYECTBEHHOMY  y4Y€Ty, YTBEPKJAeMbId  YINOJIHOMOYEHHBIM
deaeparbHbIM OpPraHOM HCIIOJHUTENILHOM BIIACTH B COOTBETCTBUM CO CTaTheil 58!
@®enepanpHoro  3akoHa "OO  oOpallleHMH  JIEKapCTBEHHBIX  CpPENCTB",
U OTIYCKAEMbIX IO PELENTy Bpaya, CyOBEKTbl OOpallleHHs] JEKAPCTBEHHBIX
CPEIICTB, OCYUIECTBISIOIIME OOOPOT TaKUX JIEKapCTBEHHBIX MPENapaTos,
MPEACTABIISIIOT CBEJEHUS B CHUCTEMY MOHHUTOPUHIA IO NPSIMOMY MOPSAKY
MpPEACTABICHUS] CBEICHMM TMpu  00OpOTE JIEKAPCTBEHHBIX IPENapaToB
B COOTBETCTBUU C ab3allaMy YETBEPTHIM U MATHIM HACTOAILETO MyHKTA.".

2. B nmpunoxenun Ne 1 k ykazannomy Ilonoxenuto:

a) NOAMYHKT "B" MyHKTa 3 U3JI0KUTh B CIEIYIONIEH peaKIuu:

"B) laTa perucrpanuu (rocy1apCTBEHHON PErucTpaliiu) JeKapCTBEHHOTO
npemnapara;";

0) moAMyHKT "B" MyHKTa 6 U3JI0KUTH B CIEAYIOLIEH PEIAKIUU:



"B) laTa perucrpanuu (rocy1apCTBEHHON PEruCTpalliu) JEKapCTBEHHOTO
npemnapara;";

B) MOANYHKT "K" MyHKTa 8 U3JI0KUTH B CICAYIONIICH pEeIaKIIUN:

"K) nata peructpanuu (rocyIapCTBEHHON PEruCcTpaliiu) JEKapCTBEHHOTO
npemnapara;".

3. IIynkr 4 npunoxenuss Ne2 k ykaszaHHOMYy IloJOKEHUIO W3JI0XKHTH
B CJICAYIOLIEH pEeIaKIINU:

"4, Jlata peructpanuu (rocyJJapCTBEHHOW pErucTpaiyu) JeKapCTBEHHOTO
npemnapara.".




