06 obpalLeHnn NekapCTBEHHbIX CPEACTB

CraTbs 63. YcTaHOBJIeHMe OpraHaMyu UCMOJIHUTEJIbHOM BJIaCTH

cybbekToB Poccuiickon Pepepaunn NpeaenbHbIX

pa3MepoB ONTOBbLIX HaAbaBOK U NpefebHbIX Pa3MepoB

PO3HMYHbIX HaAbaBOK K PaKTUYECKMM OTMYCKHbIM

LeHaM, YCTaHOBJIEHHbIM MPON3BOAUTENAMM

JIeKapCTBEHHbIX NPENapaToB, Ha IEKapCTBEHHbIE

npenapaTbl 418 MeAULNHCKOrO NPUMEHEHUS

1. OpraHbl UICNONHUTENLHOW BRacTu cybbekToB Poccuiickon ®epepaLmm
yCTaHaBAMBalOT NpefenbHble pa3Mepbl ONTOBbIX HaAbaBOK 1 npegesbHble
pa3Mepbl PO3HNYHbIX HaabaBoOK K PaKTUYECKMM OTMYCKHbIM LIEHAM,
YCTaHOBJ/IEHHbIM MPOU3BOANTENAMMN JIEKAPCTBEHHbIX NPenapaToB, Ha
JIEKapPCTBEHHbIE MpenapaThl, BKAOYEHHbIE B MepeYeHb KN3HEHHO HEOOX0AMMbIX
N BaXXKHEWLLNX JIEKAaPCTBEHHbIX NPenapaToB, B COOTBETCTBUN C YTBEP)KAEHHON
B Mopsake, yCTaHOBAEHHOM [paBuTenbCcTBOM Poccuiickon ®eaepaumu,
MEeTOANKOWN YyCTaHOBIEHNS OpraHaMu NCMONHUTENBHOW BAAaCTU CyObeKTOB
Poccuinckon ®egepaumm npenesibHbiX pa3mMepoB ONTOBbIX HaabaBoOK 1
npeaenbHbIX pa3MepoB PO3HNYHBLIX HaLbaBOK K haKTUYECKUM OTMYCKHbLIM
LEeHaM, YCTaHOBIEHHbIM MPON3BOAUTENSMMN NEKAPCTBEHHbLIX MPenapaTos, Ha
JIEKApPCTBEHHbIE MpenapaThl, BKAOYEHHbIE B MepeYeHb KN3HEHHO HEOOX0AMMbIX
N BaXXKHEWLLNX JIEKAapPCTBEHHbIX NpenapaToB. MPoeKTbl peLleHnin OpraHoB
NCNOSIHUTENbHON BlacTu cybbekToB Poccuiickon depepauinm 06
YCTaHOB/IEHWM 1 (MIN) U3MEHEHUN NPefeNbHbIX Pa3MePOB OMTOBbLIX HaabaBoOK
N NpefenbHbIX Pa3MepoB PO3HNYHbIX HaAbaBOK K PaKTUYECKMM OTMYCKHbIM
LeHaM, YCTaHOBIEHHbIM MPON3BOAUTENSMUN NEKAPCTBEHHbIX NpenapaTos, Ha
JIeKapCTBEHHbIE NpenapaTbl, BKAOYEHHbIE B MepPeYeHb XXN3HEHHO He0BX0AUMBIX
N BaXXHEWLWNX IeKAapPCTBEHHbIX NpenapaToB, NOANIeXaT COracoBaHMIo C
henepanbHbIM OPraHOM UCMOJIHUTENLHON BAACTM, YMOAHOMOYEHHbIM
OCYLLLeCTB/IATb MPaABOBOE peryampoBaHne B cpepe rocyaapCcTBeHHOIro
perynmpoBaHma LeH (TapudoB) Ha ToBapbl (ycnyru), B NOPSAKe,
yCTaHoB/IeHHOM paBuTenbLCTBOM Poccuinckon depepaumn.

2. OpraHm3aumm onToBOW TOProBaM 1 (MAK) anTeyvHble OpraHn3aymm,
WUHAMBUAYaNbHbIE NPeANPUHUMATENN, UMEIOLLNE NIMLEH3NIO Ha
hapMaLeBTNYECKYIO AeAaTeNbHOCTb, OCYLLECTBAAIT peanansaumnto
JIEKAPCTBEHHbIX NPENapaToB, BK/IOYEHHbIX B NEPEYEHb XXU3HEHHO
HeobX0AMMbIX N BaXXHENLUNX NEKAPCTBEHHbIX NpenapaTos, Mo LeHaM, YpoBeHb
KOTOPbIX HE NpeBbIlaeT CYMMY (haKTU4eCKON OTMNYCKHOW LieHbI,
YCTaHOBJ/IEHHOW NPOW3BOAUNTESNIEM SIEKAPCTBEHHbIX MPEnapaToB 1 He
NpPeBbILLAOLLIEN 3aPErMCTPUPOBAHHON NpenebHON OTMYCKHOWN LUEHbI, 1 pa3Mep
onToBOW HaabaBKku 1 (MNK) pa3Mep PO3HMYHON HaabaBKKW, He NpeBbILLAOLLME
COOTBETCTBEHHO pa3Mepa NpeaenbHon onToBon Hagbaskm n (Mnn) pasmepa
npenesbHON PO3HMYHOM HaabaBKK, YCTaHOBIEHHbIX B CybbekTe Poccuinckon
®epnepauymm.

3. OpraHbl UCMONHUTENbHOW BNacTu cybbekToB Poccuinckon ®epepaumm
pa3mellatoT B ceTn "MHTepHeT" nam onybankoBbIBalOT MHOPMaLMIO O
3aperncTpMpoBaHHON nNpeaenbHON OTMYCKHON LeHe Ha IeKapCTBEHHbIe
npenapaTbl, BKJItOYEHHbIE B MepPeYeHb XN3HEHHO HEOBXOAUMBIX N Ba)KHEMLLINX
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JIEKapPCTBEHHbIX MpenapaToB, 06 yCTaHOBJIEHHbIX B CybbekTe Poccminckon
depepaummn pasMepe NpeaenbHoON onToBon Hagbasky u (Mnn) pasmepe
npenesibHON PO3HMYHOM HaabaBKM K YCTaHOBJIEHHbIM NMPOM3BOANTENAMMU
JIeKapCTBEHHbIX NpenapaToB hakTUYECKUM OTMNYCKHbIM LieHaM Ha
NeKapCTBEHHbIE NpenapaThl, BKNOYEHHbIE B MepeyeHb XNU3HEHHO HE0bX0AMMbIX
N BaXKHENMLINX NIeKapCTBEHHLIX NpenapaTos, 1 06 YKa3aHHOM B 4acTu 2
HacTosLeN CTaTbl CyMMe. MHGopMaumus, npeayCcMOTPEHHAs HaCTosALWEN
4acTblo, AOJKHa pa3MelLaThCsa TakXXe B anTeYHbIX OpraHnsaumax B

LOCTYMNHOW A5 CBELLEHUSA BCEX 3aMHTEepPeCcoBaHHbIX UL, hopme un

06HOBNATLCA N0 Mepe ee onybMKOBaHUS.

4. TprHATLIE C HApyLWEeHNEM 3aKoHogaTenbCcTBa Poccminckon ®egepauymm
peLUeHns opraHoB UCMOMHUTENLHOW BNacTu cybbekTa Poccuinckon depepaumm
06 yCTaHOBNEHUN NMpefesbHbIX Pa3MepoB ONTOBbLIX HaAbaBOK 1 NpeaenbHbIX
pa3MepoB PO3HMYHbLIX HaAbaBOK K 3aperucTpUpoBaHHbLIM NPeLenbHbIM
OTMNYCKHbIM LleHaM Ha NeKapCTBEHHbIE NpenapaThl, BKIOYEHHbIE B MepeYeHb
XN3HEHHO HGOﬁXO,EI,I/IMbIX N BaXKHENLLNX NeKapCTBEHHbIX NMpenapaToB, nogJsiexat
0TMeHe B cyaebHoM nopsagke.
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