MIPABUTEJILCTBO POCCHUCKOW ®EJIEPAIINHA
ITOCTAHOBJIEHUWUE

ot 29 aBrycta 2020 r. Ne 1309

MOCKBA

06 yrBepxkaenun IlpaBua popmupoBanus nepeyHss MeAHLHHCKHX
u3jeui, B OTHOLICEHHH KOTOPbIX YCTAHABJIHBAKOTCHA Npee/ibHble
OTHYCKHBbIE [IeHb]I IPOH3BOAHTEJIeH, NpeaelbHbie pa3Mepbl ONTOBBIX
Ha10aBOK H NpeAeIbHbIe pa3Mepbl PO3HHYHBIX HA10aBOK
K (PAKTH4YECKHM OTNYCKHBIM L€HAM [IPOU3BOAHTE/1eH

B coorBercTBUM ¢ 4YacThio 21 crateu 38 DepepanbHOro 3aKoHa
"O6 ocHoBax 310poBbs rpaxaaH B Poccuiickoit ®@enepauuun” [IpaBUTEIHCTBO
Poccutickoit Pegepalliu O CTAHOBJ S €T :

YTBepauth  npuinaraemble  [lpaBuna  dopmupoBaHus — nepeuHs
MEIUIIUHCKUX U3/I€JUH, B OTHOIIEHUH KOTOPBIX YCTAHABIUBAIOTCS MpeebHbIe
OTIIYCKHbIE LIEHBI IPOU3BOAUTENIEH, IPEACIBbHBIE Pa3MEPbI ONTOBBIX HAAOABOK U
penesbHble pa3Mepbl PO3HUYHBIX HaI0aBOK K (DAKTHYECKUM OTITYCKHBIM LIEHAM
MPOU3BOIUTENEN.

ITpencenarens [paBuTesfpé)
Poccuiickoii @enepagpiy M.Mumyctun
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VTBEPYXIEHBI

noctraHoBieHueM [IpaBurenscTBa
Poccuiickoit @enepanuu
ot 29 aBrycra 2020 r. Ne 1309

IIPABHUIJIA

¢popMHpOBAHHSA NepeYHA MEAHLMHCKHX H3€/Hil, B OTHOLIECHHH
KOTOPbIX YCTAHABJIUBAIOTCSH NpeAe/bHbIe OTIIYCKHbIE LEHbI
NpoU3BOAHUTEIeH, pee/ibHbie pa3Mepbl ONTOBBIX HA0aBOK
H npeae/ibHble pa3Mepbl PO3HHYHBIX HA10aBOK
K (PaKTHYECKHM OTNYCKHBIM LleHAM IPOU3BOAUTEIEH

1. Hactosimue [lpaBuna ompenensitor MOpsiiok (GOpMUpPOBAHUS MEpPEUHS
MEIHIHUHCKUX U3JETIUi, B OTHOLIEHHH KOTOPBIX YCTAHABJIMBAIOTCS MpENESIbHbIE
OTITYCKHBIE LEHBI POU3BOUTENEH, Ipe/ie/IbHbIE pa3Mephl OMTOBBIX Ha10aBOK U
npe/esibHbIe pa3Mepbl PO3HUYHBIX HaJ0aBOK K (PaKTHYECKUM OTIIyCKHBIM LIEHaM
IpOU3BOAUTENEH (JaNnee - TIepeyueHb ).

2. OpraHbl rocyaapcTBeHHON BiacTH cyObekToB Pocculickoii denepannu
BIpaBe HamnpaBuTh B @DenepanpHylo cinyx0y Mo Hagzopy B cdepe
3[paBOOXpaHeHUss B (opMe IJIEKTPOHHOIO [JOKYMEHTa, [IOANHUCAHHOIO
YCHJIEHHOH  KBaJU(UIMPOBAHHON  3JIEKTPOHHOM  TMOXAINMKCHIO,  3asBIEHUE
00 yCTaHOBJIEHUM B OTHOLIEHWH MEIHULIMHCKOIO U3JeIus MPeaeIbHOIo pa3mepa
OTIYCKHOW LEHBI MMPOU3BOJUTENS, MpPENeNbHOIO pa3Mepa ONTOBOM HagbaBKH
U TIpeJIeNIbHOTO pa3Mepa PO3HUYHOU Hal0aBKU K (PaKTUUYECKOH OTIYCKHOH LIeHe
NIPOU3BOJUTENS (HaJiee - 3asBIECHUE).

3. 3asBieHUE JOJKHO COAEPKATh CIEAYIOLIME CBENCHUS:

a) HAMMEHOBaHHWE MEIMLHUHCKOrO M3JeJIUs, KOJI BHJa B COOTBETCTBUU
C HOMEHKJATypHOH Kiaccubukanueid MEOULUHCKUX HW3AENMA MO BHUIAM,
pa3MmeileHHOH Ha oduuuansHoM caiite denepanbHOM ciyk0bl MO HaA30py
B c(epe 31paBoOXpaHEHUS B HMH(OPMAIMOHHO-TEIEKOMMYHUKALIMOHHOW CEeTH
"UnTtepHeT";

0) npeasaraeMele K yCTaHOBJIEHHIO IIPEACIIBHBIN pa3Mep OTIYCKHOM LEHBI
MPOU3BOAMTENS HAa MENULMHCKOE H3AE/INE, NPEAENbHBII pa3Mep ONTOBOH
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Han0aBKM M INpefebHBIM pa3Mep PpO3HHYHOM Han0aBKM K (aKTHUECKOH
OTITYCKHO# 1IeHe MPOU3BOJUTENS Ha MEAULIMHCKOE H3MIENHE;

B) 000CHOBaHHE MIPEACTaBIEHHOIO 3asiBJICHHUS.

4. K 3asBJIEHUIO MOT'YT MPHJIaratbcs JOMOJHUTEIBHEIE JOKYMEHTE.

5. ®epepanbHas ciiyx0a o Hag3opy B cdepe 3ApaBOOXPaHEHHs B CPOK,
He TpeBBILAIUM 5 pabounx AHel co JHA HONy4YeHHs 3asBleHus, GopMUpyeT
MPOEKT IIepeyHs, a TaKKe MPENJIOXKEHUsT C YyKazaHueM [0 KaxIoMy
HAaUMEHOBAHUIO MEIUUMHCKOTO H3JeNHs MPEeNeIbHOro pasMepa OTILyCKHOH
IleHbl ~ NPOM3BOAMTENs,  IPEACTbHOIO  pa3Mepa  ONTOBOM  HaabaBKu
¥ IpeJeIbHOro pa3sMepa pO3HUYHON HaJ0aBKH K (paKTHYECKON OTILyCKHOU IieHe
MPOM3BOAMTENS ¥ HampaBiseT WX B MHUHHCTEPCTBO 31paBOOXPaHEHHUA
Poccuiickoit @emepanu Jub60 B Cilydae HEAOCTATOYHOCTH CBEIEHHUH,
YKa3aHHBEIX B IyHKTe 3 Hacrosmux IlpaBui, uHpopmupyer o6 3TOM OpraH
BIACTH, HANpPaBUBILMI 3asBleHHE, B (GOpME OIIEKTPOHHOIO TOKyMEHTa,
MOANMCAHHOIO YCHJIEHHOH KBaIMQHIPOBAHHOMN 3JIEKTPOHHOH MOAMHUCHIO.

6. B ycnoBusx 4pe3BblYaliHONW CHTyaluH W (WIM) NIPU BO3HUKHOBEHUH
YIpo3bl pacrpocTpaHeHus 3abojeBaHus, INPECTaBISIOEero OMacHOCTh [
OKpY’KaroIMxX, MUHUCTEPCTBO  3]paBooxpaHenus Poccuiickoit ®enepanuu
B CpPOK, He MpeBbIIAalomui 3 pabounx AHEW cO IOHA IMOJYHYCHUS IPOCKTa
repedHs U MpelJIOKeHHH, YKa3aHHBIX B IHKTe 5 HacTosux IIpasui, BHOCUT
B IlpaButenbctBo Poccuiickoit Penepaunu npoext akra IIpaBurtenscrsa
Poccuiickoit ®epepanrd 00 YCTaHOBJIEHMM IPENEIBHBIX OTIMYCKHBIX LeEH
NMPOM3BOAUTENEN Ha MEIUIMHCKME U3JENHs, NPEAENbHbIX PasMepPOB ONTOBBIX
HanbaBOK U IIpeeNbHBIX pa3MepOB DPO3HHMYHBIX Hanb0aBOK K (aKkTHYeCKUM
OTITYCKHBIM I[€HaM MPOU3BOAHUTENEH Ha MEIHUIMHCKUE M3/ENIHs U 00 YTBePXKICHNH
NEPEYHsL.

7.B  oTcyTcTBME  upe3BbIYaHHOH cuTyauuu U (WIM)  YIpo3bl
pacmpocTpaHeHus  3a0ojeBaHMA,  NPEICTABIAIOLIEr0  ONACHOCTE  JUIA
OKpYXaromux, MUHHCTepPCTBO 3apaBooxpaHenus Poccuiickoit ®enepanuu
ocie MONyYeHHUs MPOEeKTa NepedHs U NMpEJIOKEHHH, YKa3aHHBIX B IYHKTE 5
Hacrosmwx IIpasun, BHocut B IlpaBuTensctBo Poccuiickoit @enepanuu
B yCTAaHOBIEHHOM Iopsiike npoexT akta IlpaBurenscrBa Poccuiickod
®enepatuu o mposeneHud PejepalbHON Ciyx00# MO Haa30py B chepe
3JpaBOOXPAHEH s MOHUTOPYHIA PO3HUYHBIX LEH HA MEIUIIHHCKHAE U3IEIHS.

8. B ciywae ecnu B TedueHHe 30 KajieHOApHBIX JHEH MOCNE TPHHATHSA
I[TpaButenscTBoM Poccuiickoil Denepaltiy pellieHHs, yKa3aHHOTO B ITyHKTE 7
HacTosux IIpaBuii, BBISBIEH POCT POSHUYHBIX LI€H HA MEIULIHMHCKUE U3/ICITHA
na 30 npouentos u Gomee, PenepanpHas Ciykb6a Mo Hax3opy B chepe
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3paBOOXPAHEHHs B CPOK, He IIPEBBINAIONAA 5 pabounx IHeH co AHA
3aBepIleHHs MEPONpPHATHII 0 MOHUTOPHMHIY TaKHMX LEH, QOPMHPYET IMPOEKT
epeyHs, a TaKKe MNPEUIOKEHUs C yKazaHHeM II0 KaXIOMy HaMMEHOBAHHUIO
MEIMLMHCKOrO  M3JelIMsd  TpefejbHOTO  pasMepa  OTIYCKHOH — IIEHEI
MIPOM3BOIUTENS, IPENETBHOTO pa3Mepa OMNTOBOH Hag0aBKU UM IPeNeBbHOrO
pasMepa pO3HMYHOM  HanbaBku K  (AaKTHYECKOH  OTHYCKHOH — LEHE
MPOM3BOJWTENS, HampaBnseT uX B  MHAHHCTEPCTBO  31PaBOOXPAHCHHA
Poccuiickoit Penepanuu 1 HHGOPMUPYET 00 3TOM OPraHH3ALMIO - 3aABUTEIA
MeIULIMHCKOrO U3Jeusl.

9. MUHHCTEpCTBO 37ApaBooxpaHeHus Poccuiickoii ®enepaunu rmocie
MONydeHUs TpOEeKTa IepedHs M NPe/UIOKCHUH, YKa3saHHBIX B IYHKTS 8
nacTosmux IlpaBui, BHOCHT B [IpaBUTENBCTBO Poccuiickoit ®enepauuu
B YCTAHOBJEHHOM IOpAAKe TpoeKT axra IIpaBuTenbCTBa Poccuiickoit
denepaurn 00 YCTAHOBIEHUH NPEIEIbHBIX OTIyCKHBIX ICH IIPOU3BOAUTENEH
Ha MEIMLMHCKHME W3[ENHs, TNpeNelbHbIX pa3MepoB ONTOBBIX HaN0aBOK
W mpefeNbHBIX PasMepoB PO3HUYHBIX HAZ0aBOK K (haKTUYECKUM OTITYyCKHBIM
LeHaM [POM3BONUTENEN Ha METUIMHCKYE U3IEIHs 1 00 yTBEPXKACHUY EPEUHS.

10. [penensHblii pa3Mep ONTOBOM Hal0aBKH H IIpeeNbHBIA  pasMep
po3HWYHON HaxbaBKM K (aKTHIECKOH OTITYCKHOH Il€He IPOHU3BOIUTEIL
Ha MeIHIMHCKOE M3JeNhe YCTAHABJMBAIOTCS B OTHOLIEHWH KaKIOro CyobeKTa
Poccuiickoit @enepanuu.
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