NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

[TOCTAHOBJIEHUE
or 15 mag 2020 r. N 686

O BHECEHMU MU3MEHEHUI
B ITIOJIO>KEHUME O JIMIEH3MPOBAHNU
[TPON3BOJACTBA
JIEKAPCTBEHHBIX CPEIICTB

IIpaBuTenbcTBO Poccuiickoin ®enepannn
TIOCTAHOBJISIET:

1. YTBepauTh npuiaraemMmbie MU3MeHEHUsI, KOTOpbIe
BHOCSTCS B [TosokeHMe 0 IULeH3UMPOBaHUU
MMPOM3BOJCTBA JTeKapCTBEHHBIX CPEICTB,
yTBepsKJIeHHOe MocTaHoBIeHueM [IpaBuTenbCTBa
Poccuiickoitr ®epepanym ot 6 urosg 2012 r. N 686 "0O6
yTBepkaeHun [1o1oxkeHs 0 MU eH3UPOBaHUMN
MPOM3BO/ICTBA JIEKAPCTBEHHBIX cpeacTB" (CobpaHme
3aKoHOmarenbcTBa Poccuiickoi @epepannn, 2012, N
29, cT.4116; 2013, N 16, cT. 1970; 2018, N 26, cT.
3864; 2019, N 10, cT. 983).

2. Hacrosiee mocTaHOBIeHME BCTYNAeT B CMITY C 1
mions 2020 T.

Ucnonusamommuii 0613aHHOCTH
[Ipencepnarens IIpaBuTenbCTBA






Poccuiickoit @egepaunn
A.BEJIOYCOB

YTBepKaeHbI

rocTaHoB/ieHMeM [IpaBuTenbCTBA
Poccuiickoit @enepaiinmn

ot 15 mag 2020 r. N 686

N3MEHEHNA],
KOTOPBIE BHOCATCA B ITIOJIOKEHUE O
JIMOEH3MPOBAHINU ITPOM3BOACTBA
JIEKAPCTBEHHBIX CPEICTB

1. IIyHKT 5 IOTIOMHUTD NOATTYHKTaMM "M" U "H"
C/IeyIoLero Copepykaums:

"M) perucTpanus B CUCTeMe MOHUTOPUHIA IBUKEeHUS
JIeKapCTBEHHBIX IIperapaToB AJIs1 MeOUIMHCKOTO
IIPVMMEeHeHNs;

H) cOOII0IeHe TpeOoBaHMI CTaThy 67
denepanbHOro 3akoHa "O6 obpalleHUn
JIeKapCTBEHHBIX CPENICTB":

00 obecrieyeHM B TIOPSIAKE U B COCTaBe, KOTOpPbIe
ycTtaHoBJieHbI [IpaBuTenbcTBOM Poccuiickoi
denepaiyu, BHeceHUs1 MHGOpMAIUM O
JIEKapCTBEHHBIX IIperaparax st MegUIMHCKOT O
MPUMEHEeHNS B CUCTEMY MOHUTOPUHTA IBUKEHUS






JIEKapCTBEHHBIX IIPEIIapaToOB OJId MeAUIIMHCKOI'O
IIpMMEeHEeHN ],

0 HaHeCeHMM 1Sl 1efielt uaeHTUdUKaIUM YITaKOBOK
JIeKapCTBEHHBIX TperapaToB IJs1 MeAUIIMHCKOTO
IIPMMEeHeHUs B IopsKe, YCTAaHOBJIEHHOM
[TpaBuTtenbcTBOM Poccuiickoit denepannm, Ha
TePBUYHYIO YIIAKOBKY (B OTHOLLIEHUU JIeKAPCTBEHHBIX
IpernaparosB i1 MeOUIIMHCKOTO IPUMEHEeHNS, 115
KOTOPBIX He IIpelyCMOTPeHa BTOPUYHAs YIIaKOBKA) U
BTOPUUHYIO (MIOTPEOUTETBCKYIO) YIIAKOBKY
JIeKapCTBEeHHBIX IpernapaToB AJ1s1 MeIUIIMHCKOTO
TIpMMEeHEeHMSI Cpe/ICTBA UAeHTUGUKALINY, 32
UCKJIIOUeHVeM JIeKapCTBeHHbBIX [IperapaTos I
MeJIVLIVHCKOTO IPVMeHeHNs, IPOU3BOAVMBIX JIJIS
MPOBeeHMS KIMHUUECKUX UCCIeOBAaHM A, IKCIIOPTa,
JIleKapCTBEHHBIX MTpernapaToB, YKa3aHHBIX B YACTSIX 5
u 8 crarby 13 ykazaHHOro PegepajbHOro 3aKOHa,
paguodapMalieBTUYECKUX JIeKapCTBEHHbIX
IperapaTros, NMUSIBOK MeOULIMHCKUX U ra30B
MeIVIIMHCKUX.".
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