PepepanbHbInN 3aKOH OoT 26 mapTa 2020 r. N 67-®3 "O
BHECEeHNN uaMeHeHnn B ctatbio 60 PegepanbLHOro 3akoHa
"006 obOpaleHun neKkapcTBeHHbIX cpeacTB” n crtatbio 38
PepnepanbHOro sakoHa "O6 ocHoBax oxpaHbl 340POBbLA
rpaxaaH B Poccunckon ®epepaumnn™

MpuHaTt NocypnapcTtBeHHon lymon 19 mapTta 2020 ropa
Opo6peH Cosetom depepauun 25 mapta 2020 roaga
Cratbsa 1

BHecTtn B cTatbio 60 PeaepansHoro 3akoHa ot 12 anpens 2010 roga N 61-93 "O6
obpaweHnn nekapcTBeHHbIX cpeacts” (CobpaHue 3akoHogaTenbcTBa Poccuimckon
depepaunn, 2010, N 16, cT. 1815; N 42, c1. 5293; 2012, N 26, cT. 3446; 2013, N 48, cT.
6165; 2014, N 52, c1. 7540; 2019, N 23, cT. 2917; N 52, cT. 7793) cneaytwowine
N3MEHEHUNS:

1) a63au nepBbIN N3NOXUTL B Crieayowen pegakunu:

"1. FocygapCcTBEHHOE perynupoBaHne LIeH Ha NiekapCTBEHHbIE npenapaThl Ass
MEANLNHCKOro NPUMEHEHNS OCYLLIECTBNSETCA NOCpeacTBOM:";

2) OONONMHUTBL YacTaMM 2 1 3 CNeayLWero CoaepXXaHus:

"2. B ycnoBusax YypesBbliHanHOW cUTyaumm n (Mnu) npyu BO3HMKHOBEHUU Yrpo3bl
pacrnpocTpaHeHus 3abonesaHus, NpeacTaBnAwoLWLEro oNacHOCTb ANA OKpYXatLux, a
TaKkxke B Criydae, ecnu B TedeHne TpuauaTu KaneHgapHblX QHen nocre npuHATus
MpaButenscTtBoM Poccuickon egepaumm peweHns o nposegeHU MOHUTOPUHIa
PO3HUYHBIX LIEH Ha NIeKapCTBEHHbIE NpenapaTbl, He BKITIOYEHHbIE B NepeyYeHb XU3HEHHO
HeoOXOOMMbIX N BaXHEWNLLNX NTeKapCTBEHHbIX NpenapaToB, Ha TEPPUTOPUAX CyObeKkToB
Poccunckon ®efepauunn BbIABNEH POCT PO3HUYHbLIX LIEH Ha yKa3aHHble NeKapCTBEHHbIe
npenapartbl Ha TpuauaTb NpoueHToB 1 bonee, NpaButenbcTBo Poccuimnckon ®eagepaumn
BMpaBe yCTaHOBUTb NpefenbHble OTMYCKHbIE LieHbl MPON3BOAUTENEN Ha YKa3aHHble
rnekapcTBeHHble npenaparhbl, NpeferibHble pa3Mmepbl ONTOBbIX HA40aBoK N NpeaerbHble
pasmepbl PO3HUYHbLIX HAA0aBOK K pakTMYeCKUM OTMYCKHbIM LieHam Npon3BoanTenen Ha
yKasaHHble nekapcTBeHHble npenapaTbl. [lepeyeHb nekapcTBeHHbIX npenapaTros, He



BKIOYEHHbIX B NepeYeHb XXM3HEHHO HEOBX0OMMbIX U BaXKHENLLNX NEKapCTBEHHbIX
npenapaToB, U NOPSiAOK ero opMmnpoBaHus onpeaensioTcs NpaBuTensCTBOM
Poccuickon ®epepaunu.

3. B TeueHne geBAHOCTa KaneH4apHbIX AHEN CO OHSA yTBepXaeHus [NpaBnuTensCcTBOM
Poccuinckon ®egepauunm nepeydHs, ykasaHHOro B YacTu 2 HaAcTosILen cTaTbu, He
AONyCcKalTCs peannsaumsa n OTNYCK BKITKOYEHHbIX B HErO fieKapCTBEHHbIX NpenapaToB
no LeHam, npeBbiawWmnM npeaesibHble OTNYCKHbIE LieHbl NPon3BoanTenen Ha
yKa3aHHble NiekapCTBEHHbIE NpenapaTbl, NpeaenbHble pa3Mepbl ONTOBbIX Hag0aBOK 1
npegesibHble pasMmepbl PO3HUYHbLIX HAAOaBOK K (paKTUYECKMM OTNYCKHbIM LeHam
npousBoauTeNemn Ha ykasaHHble flekapCTBEHHbIE NpenapaTtbl C y4eTOM Hasnora Ha
AobaBneHHy CTOMMOCTb.".

CtaTtbs 2

CtaTtbto 38 ®epepanbHoro 3akoHa ot 21 Hosi6ps 2011 roga N 323-93 "O06 ocHoBax
OXpaHbl 300poBbs rpaxaaH B Poccuiickon ®epepaunn” (CobpaHue 3akoHoagaTenbCcTea
Poccunckon ®epepauun, 2011, N 48, cT. 6724; 2013, N 48, c1. 6165; 2015, N 1, cT. 85;
N 27, cT. 3951; 2017, N 31, cT. 4765; 2019, N 52, c1. 7799, 7836) OONONHUTbL YacTsaMHU
21 n 22 cnepywowero cogepxaHus:

"21. B ycnoBusax 4YpesBblyaniHOn cutyaumm un (unmn) npyu BO3HUKHOBEHNWN YrpoO3bl
pacnpocTpaHeHus 3abonesaHus, NpeacTaBNAOLWEro ONacHOCTb AN OKpYXakLwmx, a
TaKkxke B Criydae, ecnu B TedeHne TpuauaTu KaneHgapHblX gHen nocrne NpuHATus
MpasutenbctBOM Poccuimnckon ®epnepaumm peweHna o NpoBegeHUM MOHUTOPUHra
PO3HUYHbIX LIEH HA MEOULIMHCKME U3aennsa Ha TeppuTopusix cydbektoB Poccuinckom
depepauunm BbisIBNIEH POCT PO3HUYHbIX LIeH HA MeAULMHCKME U3Oenus Ha TpuguaTb
npoueHToB 1 6onee, NMpaButenbcTBo Poccuiickon degepaumm BnpaBe yCTaHOBUTb
npegesibHble OTNYCKHbIE LeHbl Mpon3BoAnTenen Ha MeguunHcKne usgenus,
npegenbHble pa3mepbl ONTOBbLIX HAA0aBOK 1 NpeaernbHble pa3Mepbl PO3HUYHbBIX
HanbaBOK K PaKTMYECKMM OTMYCKHbIM LleHaM Npomn3BoauTenen Ha MeguLMHCKne
nagenus. MNepeyeHb MEOULMHCKUX U3OeNUN N NOPSAOK ero popMmnpoBaHuA
onpegensatTca lNpasutensctBoMm Poccuinckon degepauuu.

22. B TeueHune geBsHOCTa KaneH4apHbIX AHEN CO OHA yTBepXaeHus MNpaBuTenbCcTBOM
Poccuickon ®enepauunm nepeyHs MeauumMHCKUX U34eNnn, ykaszaHHOro B Yactu 21
HacTosILWen cTaTbn, HE JOMYCKATCA peannu3aunsa n OTNYCK BKITIOYEHHbIX B HErO

MeAMLUMHCKUX N3aenuii No LueHaMm, NpeBbIWatowmm npeaenbHble 0TNYCKHbIe LieHbI



npoussoauTenen Ha ykasaHHble MeguUMHCKUE U3aenus, npegernbHble pasmepsbl
ONTOBbIX HaAbaBoOK U NpeaenbHble pasMepbl PO3HUYHbBIX HAaA6aBOK K (hakTUYECKUM
OTMYCKHbIM LIEHaM NPOU3BOAUTENEN C Yy4ETOM Harnora Ha Aob6aBneHHy CTOMMOCTb.".

Ctatba 3

HacTtoawwmn ®efepanbHbli 3aKOH BCTYNaeT B CUIY CO AHS ero oduumanbHOro

ony6nnkoBaHus.

Mpe3uaeHT Poccuimnckon ®enepaumum B. NyTuH



