POCCHUICKAS ®EIEPAIINA
®EJIEPAJBHBINA 3AKOH

O BHeceHUH U3MeHeHHIl B cTaThi0 60 MegepajbHOro 3aK0HA
«0O0 o0pameHuM JeKapCTBEHHBIX CpeacTB» U cTaThio 38 DegepaibHOIO
3aKoHa «O0 OCHOBaX OXpaHbl 310POBbI I'PAKIAH
B Poccuiickoit @enepanmm»

[punst ['ocynapcreenHoit Jymon 19 mapta 2020 roga
Opmobpen CoBeToM denepallun 25 maptra 2020 rona
Cratpa 1

Brectu B cratpio 60 ®denepanpHoro 3akoHa ot 12 anpens 2010 roga
Ne 61-®3 «O06 oOpameHun nexkapcTBeHHbIX cpenctB» (Cobpanue
3akoHogarenscTBa Poccuiickoit ®enepauun, 2010, No 16, cr. 1815; Ne 42,
ct. 5293; 2012, Ne 26, cr. 3446; 2013, No 48, ct. 6165; 2014, Ne 52,
cT. 7540; 2019, No 23, ct. 2917; No 52, ct. 7793) cnenyroniue u3aMeHEHUS:

1) ab3arn mepBBIil U3NOXKUTH B CIAEAYIOUIEH peaaKIun:

«1. T'ocynapcTBeHHOE peryiupoBaHue IE€H Ha JeKapCTBEHHBIE

npenaparsl JJIA MCIHUITHHCKOTI'O OPpUMCHCHHA OCYHICCTBIACTCA

T
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NOCPEICTBOM: »;

2) TONOJHUTH YaCTAMHU 2 U 3 CIAEYIOMIETO COAEPKAHMU:

«2.B ycimoBusAx  upe3BbIUaHOM cuTyauuu u  (WIOU)  TIpH
BO3HHKHOBEHHMU YI'PO3bl pACHPOCTpPaHEHUs 3a00JI€BaHUS, MPECTABISIOIIETO
OIACHOCTb JJIs1 OKPYXKAIOIIMX, a TAK)XKE B CIydae, €ClAu B TEUCHHUE TPUIIATH
KaJIeHJAapHeIX JHeW mnocine npuHatus llpaButensctBom Poccuiickoit
denepanuu pelieHuss O NPOBEICHUM MOHWUTOPHHTAa PO3HHUYHBIX IIeH Ha
JCKapCTBEHHBIE IIperaparsl, HE BKJIIOUYEHHBIE B TMeEpeYeHb KU3HEHHO
HEOOXOMMBIX U BaXHEHIIUX JEKapCTBEHHBIX MPENapaToB, Ha TEPPHUTOPHULX
cyobpekToB Poccuiickoit denepauuu BBISBICH POCT PO3HUYHBIX IE€H Ha
yKa3aHHBIE JEKapCTBEHHBIC IIpenapaThl Ha TPUIIATH MPOIECHTOB U OoJee,
IIpaBurensctBo Poccuiickoit denepanuu BOpaBe YCTaHOBUTH IpPENENbHBIC
OTIyCKHBIE I[€HBl NPOM3BOAUTENEH Ha yKa3aHHBIE JIEKAPCTBEHHBIC
Ipenaparsl, I[peNcnbHbIE pPa3Mepbl ONTOBBIX HAN0ABOK ¥ IpeaeIbHbIE
pasMepbl PO3HUYHBIX Han0aBOK K (AKTHYECKUM OTIYCKHBIM I[€HaM
NPOM3BOJIMTENIE Ha YyKa3aHHBIE JEKapCTBEHHbIE mpemnapaTthl. IlepedeHp
JEKApCTBEHHBIX IIPENaparoB, HE BKIIUYCHHBIX B NEPEUYEHb >KU3HEHHO
HEOOXOJMMBIX M BaXHEHIIUX JIEKapCTBEHHBIX NPEIapaToB, U HOPSAJOK €ro

dopmupoBanusa omnpenenstorcs IlpaBurensctBoM Poccuiickoit deneparium.



3. B TeueHue neBAHOCTA KaJGHIAPHBIX THEH CO JOHS YTBEPXKICHUS
ITIpaButensctBOM Poccuiickoit denepanuu nepedHs, yKa3aHHOTO B 4acTu 2
HAcCTOSIIEN CTaTbH, HE NOMYCKAIOTCS peajau3alus W OTINYCK BKIIOYCHHBIX B
HEro JIEKAPCTBEHHBIX NPENApaToB MO LEHaM, NPEBBIMIAIOIIUM NPeIeTbHbIE
OTIyCKHBIC II€HBl IPOU3BOAUTENCH Ha yKa3aHHBIE JI€KapCTBEHHEIE
Ipenaparel, INpeIelbHBIE pa3Mepbl ONTOBBIX Han0aBOK M TpelaelbHbBIe
pasMepsl PO3HUYHBIX HaX0aBOK K (PAKTUUECKHUM OTIYCKHBIM IICHAM
IpOU3BOAUTENIEH HAa YyKa3aHHbIE JIEKapCTBEHHBIE IMpemapaTbl C YYETOM
Hajora Ha 100aBJIEHHYIO CTOUMOCTb.».

Cratbs 2

Cratero 38 denepanbHoro 3akona ot 21 Hosiops 2011 roma Ne 323-P3
«O06 ocHOBax OXpaHBbl 37I0pOBBS TpaxkaaH B Poccuiickoii ®denepannm»
(Cobpanue 3akoHomarenbcTBa Poccuiickoi denepanuu, 2011, Ne 48,
cT. 6724; 2013, Ne 48, c1. 6165; 2015, Ne 1, cT. 85; Ne 27, cr. 3951; 2017,
Ne 31, ct. 4765; 2019, Ne 52, ct. 7799, 7836) monoauuth yactamu 21 u 22
CJIEYIOLIETO CONECPKAHUS:

«21. B ycnoBusx upesBblwailHOM cutyamuu u  (WaIM)  OpH
BO3HUKHOBEHMM YIPO3BI paclnpocTpaHeHus 3abosieBaHus, PEACTaBISIONIETO
OIACHOCTh JJIs1 OKPYXKAIOIIUX, a TAKXKE B ClIydae, €Cld B TeYEHUE TPUIIATH
KaJleHJapHbIX JHed mnocae npunsatua IlpaBurtensctBoM Poccuiickoii

d)ezxepaunm peHI€Hus1 O MPOBCACHUM MOHUTOPHHIA PO3HHYHBIX HECH HA
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MeJULMHCKHME U3/1E/IHsI Ha TEPPUTOpUIX cyObeKkToB Poccuiickoit deneparun
BBISBJIIEH POCT PO3HHUYHBIX LEH HAa MEJULUMHCKUE H3Jeus Ha TPUALATH
npoueHtoB u Oozee, IlpaBurensctBo Poccuiickoit ®enepanuu Brpase
YCTAHOBUTb  HPENEJBbHBIE  OTIYCKHBIE  II€HBl  IPOU3BOJAWTENCH  Ha
MEIHUIMHCKUE W3MeNus, IpelenbHble pa3Mepbl ONTOBBIX Haja0aBOK U
IpelelbHbIE pasMephl PO3HUYHBIX HaJ0aBOK K (PAKTHYECKUM OTITYCKHBIM
[IeHaM [IPOU3BOJUTENIECH HA MEIUIIMHCKAE u3aeaus. [lepeueHs MeAUITMHCKHAX
U3JEeNUU W TOPSHAOK ero ¢GopMHUpoBaHUS ompeaenstorcs IIpaBUTEIbCTBOM
Poccuiickoit ®eneparumn.

22. B TedeHue NEBAHOCTA KalleHAApHBIX THEW CO IHS YTBEPKIACHHS
IIpaBurenscTBoM Pocculickoit ®@enepanyiy nepeyuHs METUITMHCKUX H3CIIHH,
YKa3aHHOTO B 4yacTu 21 HacTosImed cTaTbu, HE AOMYCKAIOTCS peanu3alus U
OTIYCK BKIIOUEHHBIX B HEro MEIUIMHCKUX M3IENUH 1O IlieHaM,
IPEBRIIMIAIONIUM  NpEeJeNbHbIE OTHYCKHBIE [E€HBI MNPOU3BOJAMUTENEH Ha
YKa3aHHbIE MEJMUMHCKHME U3JAENHs, MpeAelbHbIe pa3Mepsl ONTOBBIX
Haf0aBOK M IpeJelbHbIE pa3Mephl PO3HHYHBIX HAN0aBOK K (DaKTHUECKUM
OTIYyCKHBIM II€HaM [POMU3BOAMTENEH C y4eTOM Hajora Ha J00aBJIEHHYIO

CTOMMOCTB.».



Crarba 3
Hacroamuii denepanbHblii 3aKOH BCTymaeT B CHJIY CO JHS €ro

0QUIMATBEHOTO OMYOIUKOBAHUS.

B.Ilytun

Mocksa, Kpemnb
26 mapra 2020 romga
Ne 67-03



