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Cratps 1

Buectu B cTatbio 60 ®egepanbHoro 3akoHa ot 12 anpensg 2010 roga N 61-®3 "O6 obpalneHun
nekapcTBeHHbIX cpeacTB” (CobpaHye 3akoHOmaTenbCcTBa Poccuiickoit @emeparm, 2010, N 16, ct. 1815; N
42, cT. 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) cnenymoniye M3MeHeHUS :

1) a63a11 mepBbIit U3JI0XKUTD B CJIeAYIONIel pegaKIn:

"1.TocymapcTBeHHOE peryjiMpoBaHMe 11eH Ha JIeKapCTBEHHbBIe MperapaThl )11 MeJUIIMHCKOTO TIPUMEHEHUS
OCYIIECTBIISIETCS TTOCPEACTBOM: " ;

2) IOTIOJTHUTh YaCTIMU 2 U 3 CIeAYI0IIEero CoAepKaHmsI:

"2. B yCJIOBUSIX Upe3BbIYAIHON CUTYyaUUM U (MJIU) TIPU BOSHUKHOBEHUM YTPO3bl PACIPOCTPAHEHU S
3a60sieBaHMsI, TIPEJICTABISIONIErO ONACHOCTD JJIs1 OKPYKAIOIINX, a TAKXKe B CJyyae, ec/ii B TeUeHue
TPUALLATY KaJleHOAPHbIX AHeN nocie npuHATus IlpaButenscTsomM Poccuiickoit @epgepauyiy penieHus o
MpOBeLeHMY MOHUTOPUHTA PO3SHUYHBIX 1I€eH Ha JIeKapCTBEHHbIe Ipernaparhl, He BKIIOUEHHbIE B IIepeueHb
SKM3HEHHO HeOOXOAMMBIX U BaXKHEMIIMX JIeKAPCTBEHHbBIX ITPeIapaToB, Ha TEPPUTOPUSIX CYObEKTOB
Poccniickoit @emepanny BhISIBIEH POCT PO3HMUUHBIX 11€H Ha YKa3aHHbIe JJeKapCTBeHHbIe IIperapaTsl Ha
TPUILIATD IIPOIEHTOB U 60iee, [IpaBuTeNbCTBO Poccuiickoit @emepaliyy BIipaBe YCTaHOBUTD IIpeie/IbHbIe
OTITyCKHbIE LIeHbl [IPOM3BOAUTE eI HAa YKa3aHHbIe JIeKapCTBEHHbIE IIperapaTsl, [pefebHble pa3Mepbl
OTITOBBIX Ha/I0ABOK U ITpe/ie/ibHbIe pa3Mepbl PO3HUYHBIX HaZJ0aBOK K (PaKTUUECKMUM OTITYCKHBIM IleHaM
MIPOM3BOANUTEIEN HA YKa3aHHbIE JIEKAPCTBEHHbIE TIpenaparsl. [lepeueHsb J1eKapCTBEHHBIX ITPernapaTos, He
BK/TIOUEHHBIX B IIepeUYEeHb KM3HEHHO HeOOXOAMMbIX ¥ BasKHEMIINX JIEKAPCTBEHHBIX IMIPEIapaToB, ¥ MOPSI0K
ero (opmupoBaHust onpenensitoTcs [IpaButenbcTBoM Poccuiickoit @emepaniyn.

3. B TeyeHMe meBIHOCTA KaJIeHAAPHBIX THEN CO NHS yTBepxkaeHus [IpaBuTenbcTBOM Poccuiicko
denepaluy IepevyHs, yKa3aHHOTO B YaCTU 2 HACTOSIIEN CTaTby, He AOIMYCKAIOTCS peann3aius U OTITyCK
BK/IIOUEHHBIX B HETO JIeKapCTBEHHBIX MPernapaTos I10 lieHaM, [IPeBbIIA0IIMM [peAebHble OTITYCKHbIE
LIeHbI ITPOMU3BOAUTEIEN HAa YKa3aHHbIE JIeKAPCTBEHHbIE TIpernaparsl, IpeaeabHble pa3Mepbl ONITOBLIX
Ha6aBOK U Mpejie/ibHble pa3Mepbl PO3HUYHBIX HAA0ABOK K PaKTUUECKMM OTITYCKHBIM I[eHaM
MPOM3BONTE e HA YKa3aHHbIE JIeKapCTBEHHbIE ITpernapaThl C yYeTOM HaJIora Ha 106aBJIeHHYIO
CTOMMOCTbD.".

Cratbp4 2

Cratpio 38 ®enepanbHoro 3akoHa ot 21 Host6pst 2011 roga N 323-d3 "O6 0cHOBaX OXpaHbI 3TOPOBbSI
rpaskgaH B Poccuiickoit ®epgepanyun” (Cobpanue 3akoHoAaTenbcTBa Poccuiickoit ®enmepannm, 2011, N 48,
CT. 6724; 2013, N 48, cT. 6165; 2015, N 1, cT. 85; N 27, cT. 3951; 2017, N 31, cT. 4765; 2019, N 52, cT. 7799,



7836) pONOMHUTD YacTaMu 21 1 22 ciiegyromero Cogepskanmsi:

"21. B yCc/I0BUSIX Upe3BbIYAHON CUTYyalUUU U (MIK) TIPU BOSHUKHOBEHUM YIPO3bl PACIPOCTPAHEHMS
3a6071€BaHMsI, TPEACTaBIISIONIEr0 OMIACHOCTD JJIS1 OKPYKAIOIIMX, a TaKKe B CIyJyae, ey B TeUeHue
TPUALATY KaJIeHOApPHbBIX AHeN mocie nmpuHsaTtus [IpaBurtenbctBom Poccuiickoi @egepaliy pelieHus o
MPOBeIeHMY MOHUTOPUHIA PO3HUYHBIX I1€H Ha MeIUIIMHCKIME U3/l HA TEPPUTOPUSIX CYOBEKTOB
Poccuiickoit @enmepaiiviy BbISIBJIEH POCT PO3SHUYHBIX IIeH HA MeAUILIMHCKME U3deansl Ha TPUALATh
MIPOIeHTOB U 6oJiee, [IpaBuTenbcTBO Poccuiickoit denepaiiuu BIipaBe yCTaHOBUTD IpeJie/ibHbIe OTITYCKHbIE
LIeHbI IPOMU3BOAUTEIEl Ha MeAUIIMHCKIE U3Ie/ s, IIpeie/ibHbIe pa3sMepbl ONITOBLIX HaJ0AaBOK U
rpejie/ibHbIe pa3Mepbl PO3HUYHBIX HaZ0aBOK K (DaKTUUYECKMM OTITYCKHBIM IIeHaM IPOU3BOAMUTEIeN Ha
MeouUIMHCKIe u3nenms. [lepeueHb MeIUMIIMHCKUX U3Ie/INiA U TTOPSIAOK ero GOpMMUPOBAHMS OIIPeIesISIIOTCS
[TpaButenbcTBOM Poccuiickoit ®enepaun.

22. B TeueHue IeBSIHOCTA KaJeHIAPHBIX AHEN CO AHS yTBepXKAaeHus IIpaBuTenbCTBOM Poccuiickomi
@enepany nepevHst Me IUIMHCKUX U3Ie/nii, yKa3aHHOTO B yacTu 21 HacTosIlel CTaTby, He IOMYCKAITCS
peann3anys ¥ OTIYCK BKIIOYEHHbIX B HEro MeJUIMHCKUX U3He/nii 10 IleHaM, ITpeBbIIaIuM
rpefesibHbIe OTITYCKHbIE IIeHbl TPOM3BOANTE/IEI HA YKa3aHHbIe MeOUIIMHCKIUE U3He/Ns, IpeaebHble
pa3Mepbl OIITOBBIX HaI0ABOK U Ipeie/ibHbIe pa3Mephbl pO3HUYHBIX HaJ0aBOK K (DaKTUUECKUM OTITYCKHBIM
1leHaM MMPOM3BOAMUTEIel C yYeTOM Hajiora Ha I00aB/IeHHYI0 CTOMMOCTD.".

Cratpg 3
Hacrtosimmit ®enepabHbIN 3aKOH BCTYIIA€T B CUITY CO JHS €ro OpUIMaaIbHOTO OIyOIMKOBAHMSI.
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