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Cratpg 1

BHectu B cTaTbio 60 @enepanbHOTO 3aK0HA OT 12 anpens 2010 roma N 61-
®3 "06 obpalreHnu JeKapcTBeHHbIX cpeacTB” (CobpaHme
3akoHOmaTenbCcTBa Poccuiickoit ®emepanyn, 2010, N 16, ct. 1815; N 42, cT.
5293; 2012, N 26, cT. 3446; 2013, N 48, cT. 6165; 2014, N 52, cT. 7540; 2019,
N 23, ct. 2917; N 52, cT. 7793) cnenyoiye M3MeHeHus :

1) a63a11 mepBbIi U3JI0KUTD B CJIEIYIONIEN pegaKIn:

"1. TocymapCcTBEHHOE peryaMpoBaHue LieH Ha JIeKapCTBeHHbIe Iperaparsl
IJ1S1 MeIVILIMHCKOTO MPYMeHEeHMS OCYILeCTBSIeT S TOCPEeACTBOM:";

2) IOTIOJTHUTh YaCTSIMU 2 U 3 CJIeAYIOIIEero COAep>KaHus :

"2. B yCII0BMSIX Upe3BbIYaiHONM CUTYaLUU U (WIN) IIPU BOSHUKHOBEHUN
yIPO3bI pacpocTpaHeHMs 3a60/1eBaHMS, IPeCTABISIONEro OMaCcHOCTD J1JIsI
OKPY’KaIOLIMX, a TAKKe B C/Iydae, eC/Iy B TeueHye TPUALATY KaJleHIapHbIX
IHel rocite npuHATUSA [IpaBuTtenbcTBom Poccuiickoilt @enepaninm pereHms
0 IpOBeleHUM MOHUTOPMHIA PO3HUYHBIX LIeH Ha JIeKapCTBeHHbIe
TIpernaparbl, He BKIIIOU€HHbBIE B ITepeueHb XKM3HEHHO HeOOXOAVMBbIX U
BayKHEH X JIeKapCTBEHHBIX [IperapaToB, Ha TePPUTOPUSIX CYOBEKTOB



Poccuiickoit @epepauny BbISBIEH POCT PO3HUYHBIX 1]€H Ha YKa3aHHbIe
JIeKapCTBEeHHbIE TIpernapaThl Ha TPUALATh IIPOIIEHTOB U Ooiee,
ITpaBuTenbcTBO Poccuiickoit @enepaiiiu BIipaBe yCTAHOBUTD Tpeie/ibHbIe
OTITYCKHbIE 1[eHbl [IPOM3BOANUTEIel HAa YKa3aHHbIe JIeKapCTBEHHbIEe
Tiperaparhbl, MpefeabHbie pa3Mepbl ONITOBBIX HaI0aBOK U ITpe/ie/ibHbIe
pasMepbl PO3HUUHBIX HA0ABOK K GaKTMUECKMM OTITYCKHBIM IIeHaM
MPOMU3BOAUTEJIEN HA YKa3aHHbIE JIeKAPCTBEHHbIE TIpenaparsl. [lepeueHb
JIEKapCTBEHHBIX TIPEernaparoB, He BKIIOUYEHHBIX B [IepeYeHb XXM3HEHHO
HeOOXOIMMbBIX M BaXKHEMIIIMX JIeKAPCTBEHHBIX IIPENapaToB, M IOPSA0K €Tro
dbopmupoBanust onpenesnsioTcs [lpaButenbcTBoM Poccuiickoit ®enepanym.

3. B TeueHMe neBSIHOCTA KAJIEHAAPHBIX THEV CO THS YTBEPXKIEeHUS
[MpaBuTenbcTBoM Poccuiickoit @emepaliyy repeyuHs, yKa3aHHOTO B YacTu 2
HACTOSIIel CTaTby, He JOIMYCKAITCS peanm3anys M OTITYCK BKIIOYEHHbIX B
Hero JieKapCTBEHHBIX IIPerapaToB II0 lieHaM, IIPeBbILIAI0IIMM IpeAe/ibHbIe
OTITYCKHbIE 1IeHbI TPOM3BONUTE eIl HAa YKa3aHHbIE JIeKapCTBEHHbIE
Tpernaparhl, IIpeie/ibHbIe pa3Mepbl ONITOBBIX HAZ0ABOK U MpeieIbHbIe
pasMepbl PO3HUUHBIX HAOABOK K GaKTMUECKMM OTITYCKHBIM IIeHaM
MpOu3BOAMTEJIel Ha YKa3aHHbIe JiIeKapCTBEHHbIE MperapaThl C y4eToOM
HaJI0Ta Ha J00aBJE€HHYIO CTOMMOCTD.".

Cratbs 2

CraTbio 38 ®enepanbHOro 3akoHa ot 21 Hosi6pst 2011 roma N 323-d3 "06
OCHOBaxX OXpaHbI 30POBbS TpaskaaH B Poccuiickoit @egepaunn” (Cobpanue
3aKoHoOJaTe/bcTBa Poccuiickoin ®epgepaninm, 2011, N 48, c1. 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) mOMOAHUTD YacTsIMu 21 1 22 CJIeOYIOMIEr0 COAePsKaHMS

"21. B yci1oBMSIX Upe3BbIYaiiHOM CUTYal UK U (MJIM) TIPU BOSHUKHOBEHUN
yTPO3blI pacipocTpaHeHus 3a60ieBaHMs, IPeICTaBSIONeT0 OMaCHOCTb JIJis
OKpPYXalUMX, a TAKKe B CJIyyae, ey B TeueHue TPUALATU KajleHIapHbIX
OHe nocie npuHaTus [IpaBurenbcTBOM Poccuiickoin @enepaiinm peleHus
0 IpOBeleHUM MOHUTOPMHIA PO3HUYHBIX LIeH Ha MeIULIMHCKMEe U3IeIMs Ha
TeppUTOpUSX CyobeKToB Poccuiickoii Denmepaliyyt BbIsIBJIEH POCT
PO3HUYHBIX LIeH Ha MeIULMHCKNE U3eNsI Ha TPUALATD IPOLLeHTOB U
6omee, ITpaBuTenbcTBO Poccuiickoit @emepaiiiy BIipaBe yCTaHOBUTD
IpefesibHble OTITYCKHbIE 1IeHbI IPOU3BOANUTeIe Ha MegULIMHCKYe
u3nenus, npeaeabHble pa3Mepbl ONITOBbIX HaI0ABOK U IIpeie/ibHbIe
pasMepsl PO3HUYHBIX HA0ABOK K (PaKTMUYECKMM OTITYCKHBIM IleHaM



Mpou3BoANUTeNel Ha MeIULIMHCKIMe usnenus. [lepeueHb MeUIIMHCKUX
usnenuit 1 MopsigoK ero GopMupoBaHust orpenesiioTcs IIpaBUTeIbCTBOM
Poccuiickoit ®enepanyu.

22. B TeueHMe NeBSIHOCTA KaJeHOAPHbBIX JHEN CO OHS YTBEPKAEHUS
IIpaBuTenbcTBOM Poccuiickoi @egepaiiy nepedHs MeauIMHCKUX
MU30e/INI, YKa3aHHOTO B 4acTu 21 HACTOSIIEN CTaTh!, HE NOITYCKAOTCS
peanu3anys U OTITYCK BKIIOUEHHbBIX B HETO MeIUIIMHCKUX U3AeJINII 10
LleHaM, ITpeBbILIAIOIIMM IIpefe/ibHble OTITYCKHbIE IIeHbI IPOU3BOANUTEIIEN
Ha YKa3aHHbIe MeIUIIMHCKUE U3LeNNs, TIpee/ibHble pa3Mephbl OTITOBbIX
HaI6aBOK U MpeesbHble pa3Mepbl PO3HUYHBIX HA0ABOK K PaKTUUYECKUM
OTITYyCKHBIM IleHaM ITPOM3BOANUTE/IeN C yUeTOM Hajiora Ha 100aBIeHHYIO
CTOMMOCTb.".

CraTtpsa 3

Hacrosuiunii ®enepaibHblli 3aKOH BCTYIIAeT B CUJTY CO JHS €ro
0(pUILIMATBHOTO OITyOIMKOBAHMSI.
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