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Cratbs 1

BHectu B cTaTbhio 60 @emepanbHOTO 3aKOHA OT 12
ampenst 2010 roma N 61-®3 "O6 obpareHmn
JIeKapCcTBeHHbIX cpeacTB” (CobpaHue
3aKOHOaTenbCcTBa Poccniickoit ®enepaunu, 2010, N
16, cT. 1815; N 42, c1. 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) cnepymoiiye usMeHeHMUS :






1) ab3a11 mepBbIif U3TOXKUTD B CJIeAYIONIEl peaaKIINm:

"1.TocymapcTBeHHOE peryirMpoBaHye 1IeH Ha
JIeKapCTBEHHbIE TIperaparsl 151 MeOULMHCKOTO
TIPUMEHEeHUS OCYILeCTBJISIETCS TOCPeACTBOM:";

2) DOTIOJIHUTD YaCTIMM 2 U 3 CIe IyIOIIero
comepskaHus:

"2. B yCJIOBMSIX Upe3BbIYAMHONM CUTYyaUUN U (MIIN) TIPU
BO3HMKHOBEHUM YTPO3bI PACIPOCTPAHEHMS
3ab0sieBaHMsI, PEICTABIISIONIETO OMACHOCTD JJIsT
OKpYXXaloUMX, a TAKKe B CIyyae, ecjii B TeueHue
TPUALIATY KaJeHAapHbIX AHEN Mocjie MPUHSITUS
[TpaBuTtenbcTBOM Poccuiickoit @emepaiim pemieHns
O MPOBeJIeHUM MOHUTOPUHTA PO3HUYHBIX 1I€H Ha
JieKapCTBEHHbIE TperapaThl, He BKIOUEHHbIE B
repevyeHb KM3HEHHO HEOOXOAMMBIX U BasKHEMIITNX
JIeKapCTBEHHBIX IPeIapaToB, HA TEPPUTOPUSIX
cyobekToB Poccuiickoit @emepativiy BoISIBJIEH POCT
PO3HUYHBIX 1I€H Ha YKa3aHHbIE JIeKapCTBEHHbIE
rpenaparTbl Ha TPUAIATH IIPOLIEHTOB U OoJIee,
[TpaBuTtenbcTBO Poccuiickoit @emepaiiny Bopase
YCTAHOBUTD TpeJie/ibHbIe OTITYCKHbBIE 1[€HbI
Mpou3BOAMTEJIel Ha YKa3aHHbIe JIeKapCTBEHHbIE
rperaparsl, IIpefe/ibHble pa3Mepbl OITOBbIX
HaJI0aBOK ¥ MpeJebHble pa3Mepbl PO3HUUHbBIX
HaJ16aBOK K (aKTUUYECKMM OTITYCKHBIM I[eHaM






HpOMBBO,E[VITGIIEVI Ha YKa3aHHbI€ JIEKapCTBEHHbIE
Imperaparsbl. Hepequb JIEKapCTBEHHDbIX IIPEIIapaTOB,

He BK/IIOUEHHBIX B [TepeueHb KM3HEHHO
HEeOOXOIMMBIX M BaXKHEMIIINMX JIeKapCTBEHHbBIX
TpernaparosB, U IMOPSIIOK ero GopMMUpoBaHMS
onpenenstoTcs [IpaBuTenbcTBOM Poccuiickoi
Odenepanun.

3. B TeueHMe NeBSIHOCTA KaJIeHOAPHBIX THEN CO THS
yTBepXkaeHus IIpasurenbcTBOM Poccuiickoi
denepanuy rMepevyHs, yKa3saHHOTO B 4aCTU 2
HaCTOsIII el CTaTby, He AOIMYCKAIOTCS peanmu3anus u
OTITYCK BK/JIFOUEHHBIX B HETO JIEKAPCTBEHHbBIX
IperiapaToB I10 LieHaM, IIPEeBLIIIAIIINM IIpeaelbHble
OTITYCKHbIE II€HBI IPOMU3BOANUTEIEN Ha YKa3aHHbIE
JIeKapCTBEHHbIE TIperaparsl, IpeaeabHble pa3Mepbl
OIITOBBIX HaI0ABOK ¥ IpeieIbHbIE Pa3MePhI
PO3HMYHBIX HaI0aBOK K (PAaKTMIECKUM OTITYyCKHBIM
IleHaM IPOU3BOIUTENIeN HA YKa3aHHbIe
JIeKapCTBEHHbIE TIperapaTsl C y4eTOM Hajiora Ha
I00aBJIEHHYIO CTOMMOCTbD. .

Cratb4 2

CraTbio 38 ®emgepasbHOrO 3aKOHa OT 21 HOs16ps 2011
roga N 323-®3 "O6 ocHOBaxX OXpaHbl 3[TOPOBBSI
rpakgaH B Poccuiickoit @emepauyn” (Cobpanme
3aKoHogartenbcTBa Poccuiickoit @emepanym, 2011, N






48, cT. 6724; 2013, N 48, cT. 6165; 2015, N 1, cT. 85; N
27, c1. 3951; 2017, N 31, cT. 4765; 2019, N 52, cT.

7799, 7836) nonoaHUTDb yacTsamu 21 n 22
CeyIolero comep kaHms:

"21. B yci1oBUSX Upe3BbIYAHON CUTYaLUU U (MIIN)
IIPY BOSHUKHOBEHUM YI'PO3bI PaCIpOCTPaHeHU
3a00yieBaHMsl, IPEICTAB/SIONEr0 OMIAaCHOCTD A1
OKPYKaIILMX, a TAKXKe B c/lydae, ecji B TeueHue
TPUALLATY KaJleHOAPHbIX JHEeN [10C/e IPUHATUS
[IpaButenbcTBOM Poccuiickoi ®@enepany peleHns
O IIPOBeIeHNM MOHUTOPVHIA PO3HUYHBIX 1]eH Ha
MeIMUIIMHCKIE U3[Ie/Us Ha TePPUTOPUSIX CYObeKTOB
Poccuiickoit @egepaliyiy BBISIBJIEH POCT PO3SHUYHbBIX
LleH Ha MeIULIVHCKYMe U3enus Ha TPUALATD
MIPOLeHTOB U 6oJiee, [IpaBuTenbcTBO Poccuiickoii
@enepanyy BIipaBe yCTAHOBUTD IIpelie/IbHbIe
OTITyCKHBIE 1IeHbI IPOM3BOAUTEIe HAa MeAVULIMHCKIe
u3aenus, mpeie/ibHble pa3Mepbl ONTOBBIX HAI0aBOK
U TIpeJieJIbHbIe pa3Mepbl POSHUYHBIX HaI0aBOK K
(baxkTMYeCcKuM OTITyCKHBIM IJeHaM IIPOM3BOJUTeIel
Ha MeIMUMHCKMe usnenus. IlepeyeHb MeAULIIMHCKUX
U3Ienuii U MopsAok ero GopMUpPOBaHUS
omnpenensoTcs ITpasutenbcTBOM Poccuiickoi
Qenepalnu.

22. B TeueHue IeBIHOCTA KaJl€eHIAPHBIX JHEN CO AHS
yTBepXXaeHus [IpaButenbCcTBOM Poccuiickoim






®degepaluy epedyHs: MeULVMHCKUX U3Ieni,
YKa3aHHOTO B yacTu 21 HacToslIel CTaTby, HE

IOITYCKAIOTCS peayn3alysi ¥ OTIYCK BKIIOUEHHbBIX B
Hero Me JUIIMHCKUX U3IeJINii 110 IieHaM,
MIpEeBBINIAIIINM Tpe/ie/IbHbIe OTITYCKHBIE 1I€HbI
MPOM3BOANUTENE} HAa YKa3aHHbIE MeIUIIMHCKIE
u3aenus, mpeaeabHble pa3Mepbl ONITOBBIX Ha0ABOK
U TIpeJieJibHbIEe pa3Mepbl POSHUYHBIX HaI0aBOK K
(bakTuUecKuM OTITYCKHBIM LieHaM ITPOU3BOAUTEIe C
y4eTOM Hajiora Ha J00aBJIeHHYI0 CTOMMOCTbD.".

CraTbs 3

Hacrosmniit ®efepanbHbIli 3aKOH BCTYNAeT B CUITY CO
IHS ero 0(PUIMaTbHOTO OITyOJIMKOBAHMS.
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Poccuiickoit @eagepannn
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