FOCYJAPCTBEHHAS IVMA
®EJIEPAJIBHOT'O COBPAHWA POCCUMCKOU DENIEP
CEJIbMOI'O CO3BIBA

BBIIINCKA U3 ITIPOTOKOJIA or 05.12.2018 Ne 160
3ACEJJAHMSA COBETA I'OCYJIAPCTBEHHOH JTYMBI
"05" npmexabps 2018r.

17. O npoekre denepannnoro 3axkona Ne 592388-7 "O BHecennn H3MeHeHHH
B ®enepanbHblii 3axoH ""O0 ofpaienHn JeKapCTBEHHBIX CPEeACTB'' B 9aCTH rocy-
AAPCTBEHHOIrO PeryJiHpOBaHHUS [IeH HA JieKapCTBeHHbIe NpenapaThl, BKJIIOYeHHbIE
B NepedeHb XKH3HEHHO HeOOXOJHMMbBIX H BaKHEHINMX JieKapCTBEeHHBIX Ipemapa-
ToB" - BHOCHT IIpaBHTeabCcTBO Poccuiickoii ®enepanun

HpunsTo pemenne:

1. HampaBuTh yKa3aHHBIA NpoeKT ¢enepanbHoro 3akoHa IIpesupenty Poccuii-
ckoii ®eepanun, B KOMATETEHI, KoMHccHIO ["'ocynapcTeennoi Jlymel, paxiuu B I'ocy-
napcrBerHo# [{yme, Coser @enepaunu Penepamaoro Cobpauus Poccuiickoit Dene-
pamuu, IIpasutenmsctBo Poccuritckoit @enepanmu, Caernyro nanaty Poccuiickoit ®efe-
panuu, O6mecTBerHyIo nanary Poccuiickoit Denepanus, 3aKoHOAATENBHEIE (IpencTa-
BHUTEIbHbIE) H BHICIIAE HCIIOMHUATENbHBIE OpPraHkl TOCYJapCTBEHHOM BIIACTH CYyOBEKTOB
Poccuiickoii Denepanuu i NOArOTOBKM OT3BIBOB, IPEMIIOXKECHWH M 3aMEYaHMM, a
TakKe Ha 3akmodeHue B [IpaBoBoe ynpasnenne Annapara I'ocynapcTreeHHoOR JlyMsl.

HasnaunTe OTBETCTBEHHHIM B pabore Haj mpoekToM GbenepasibHOro 3aKOHA
Komurtet I'ocynapcrBennoi J{yMbl 0 oXpaHe 300pOBB.

OT3bIBBI, OpEAIOKEHHS W 3aMevanus HanpaBuTh B Komurer I'ocynapcTBeHHOM
Hymel no oxpane 310poBbs A0 4 smBaps 2019 ropa.

2. Komurery I'ocynapcTBeHHOH [lyMBl 1o OXpaHe 3[OPOBBA C Y4YE€TOM IOCTY-
IHUBIIAX OT3LIBOB, IIPEIJIOXKEHUH W 3aME€9aHUi NOATOTOBHTH YKa3aHHEIA NPOEKT pexe-
PaJBHOTrO 3aKOHa K paccMoTpeHHIO I'ocynapcTeennoi Jlymoi.

3. BKIIOYHTH YKa3aHHBIA NPOEKT (elepalsHOro 3akoHa B IPOEKT IPHMEpPHOH

IIPOrpaMMBbI 3aKOHOIPOEKTHOM paboThl 'ocynapcTBeHHOM J[yMbl B mepHOI BeCeHHEH
ceccau 2019 rona (sHBaps).

[Ipencenarens Focynapmeﬁnq;g JAS
®epepansHoro Cobpanpig
Poccuiickoit Oene ]

OTAEN
OGOPMITEHHF 1 BRITTYCKAY
HOPMATHSHBIX AKTOR

B.B.Bonoaun
LMl




I'ocynapcrBennas Jlyma
@epnepansroro Cobpanus

MPABUTEILCTBO Poccuiickoit ®enepanuu
POCCHICKOH OEJEPALHH

2L mmtn s, - I

520

e Hara22.11.2 —
.11.2018
MOCKBA NoS92388.7. 1

O BHeceHuu npoekTa defepanbHOTo 3aK0HA

"O pHecenun u3MeHeHui B DenepansHbIi 3aK0H

"O6 ob6pareHnu TIeKapCcTBEHHBIX CpelcTB"

B YaCTH roCyJapCTBEHHOIO PeryJHpOBaHuA LeH '
Ha JIEKapCTBEHHBIE NIPEMNapaTsl, BKIIOYEHHEIE

B IIEPEYEHb XU3HEHHO HEOOXOOUMBIX

1 Ba)KHEMIIUX JIEKapCTBEHHBIX IpernapaToB”

B cooteerctBum co cratbedl 104 Koncrutymuu Poccuiickoit ®epneparuu

IIpasutensctBo  Poccuiickot ~ @enepamum  BHOCHT HA  pacCMOTDEHHE

I'ocynapcrsennoit Jlymer @enepansaoro Cobpanus Poccuiickoit @enepaiyu npoeKT
denepansHoro 3akoHa "O BHeceHHWM W3MeHeHWH B DefepanpHBIl 3aKOH
"O6 obpamieHdy  JTE€KapcTBEHHBIX CpeACcTB" B YacTH  IOCYJapCTBEHHOTO
peryiupoBaHUs II€H Ha JIEKAPCTBEHHBIE IIpenaparthl, BKIIOYEHHBIE B NEPEYCHE
’KM3HEHHO HEOOXOMUMBIX ¥ BaXKHEHIINX JIEKapCTBEHHAIX NpenaparoB”.

Ilpunoxenue: 1. Ilpoekr QenepansHoro 3akoHa "O BHeCeHMH H3MEHEHUH
B Denepanerbiii 3axoH "OO0 obpamieHNM eKapCTBEHHBIX
cpelcTB" B 9acTH IOCYJapCTBEHHOTO peryjiipoBaHus IEH
Ha JIEKapCTBEHHBIE Mpenaparthl, BKIIOYEHHBIE B NepeyeHb

J)KU3HEHHO HEOOXOIMMBIX M BaXHEHINIHWX JIeKapCTBEHHEBIX
npenapatos” Ha 10 1.
2. IoscuuTeNbHas 3alIKMCcKa Ha 2 1.

e 3. @uHAaHCOBO-3KOHOMHYEeCcKOoe 000CHOBaHue Ha | JI.

g 634 4 4. TlepeueHs QenepanbHBIX 3aKOHOB, MOIEXKAINMX IPHU3HAHUIO

YTPaTUBIIHAMHU CHILYy, IPUOCTaHOBJICHUIO, M3MEHEHHUIO WIIH
237773 9 NIPUHATHIO B CBS3U C IpuHstHeM @enepanbHOro 3aKOoHA
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"O BHecenum u3MeHeHud B DefepanbHbIA  3aKOH
"OO6 oOpameHun JIeKapCTBEHHBIX CPEACTB' B YacTH
rOCYJapCTBEHHOIO PEryJlHpOBaHMs LEH Ha JIEKapCTBEHHBIE
mperapathl, BKIIOYEHHBIE B  IEpPEYEHb  IKU3HEHHO
HEOOXOOVMEBIX M BaXKHEHIIMX JIEKapCTBEHHEIX Iperapatos”,
Ha 1 .

5.IlepeueHs HOpMaTHBHEIX MpaBOBEIX akToB IIpesunenra
Poccuiickoii ®epepauuu, IlpaBurensctBa Poccuiickoi
Qeneparmy ¥ (QeleparbHEIX OpraHOB MCIONHHUTEIBHOM
BIACTH, NOMIEXAIUX NPU3HAHUIO YTPaTHUBIIMMH CHIY,
NPUOCTAHOBJIEHUIO, W3MEHEHHIO WM IPUHATHIO B CBS3U
¢ npunatueM @epepanpHoro 3akoHa "O BHECEHHH
usMeneHuii B @DepepansHbii 3akoH "O0 obpanieHuu
JIEKapCTBEHHBIX CpeACTB" B HYacTH TIOCYJapCTBEHHOTO
peryiupoBaHUsl ILE€H Ha JIeKapCTBEHHBIE IIpelraparsl,
BKIIIOYEHHbIE B IIepedeHb JKU3HEHHO HEOO0XOIUMBIX
¥ Ba)XHEeWIIUX TeKapCTBEHHBIX MpenapaTos”, Ha 3 1.

6. Pacniopsixenue IlpaBurensctBa Poccuiickoii ®enepanuu
O BHECeHUM InpoekTa (enepanpHOro 3axkoHa "O BHECEHHU
m3MeHenuit B DepepansHpid 3akoH "O6 obpamenuun
JEKapCTBEHHBIX CpeACcTB” B YacTH TOCYHapCTBEHHOIO
perynupoBaHus II€H Ha JIeKapCTBEHHBIE IIperapaThl,
BKJIIOYEHHBIE B IEpeuYeHb IKU3HEHHO HeoOXOIUMBIX
%4 BaOXHEHIIHX JE€KapCTBEHHBIX npernrapaTtos"
B [l'ocymapcteennyio J[dymy @egpepansHoro Cobpanus
Poccuiickoii @enepanuy U O HasHAYeHUM OQUIMAIBHOTO
npeacrasutens IIpasurensctea Poccuiickoit @epepanuu 1o
JaHHOMY BOIIpoCy Ha 1 JI. '

IIpencenarens IIpaButenscTa 5
Poccutickoit @enepanun A.Mensenes

281112D0.doc
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Buocurcs IpaBurenscTeom
Poccutickoit ®enepanuu

W SGLIFL- ¥ ITpoexr

®EJIEPAJBHBIN 3AKOH

O BHecennu nsmenenuii B @enepannuplii 3axkon "O06 o6pamenun
JleKapcTBeHHbIX CpeJcTB' B YaCTH rocyJapcTBEHHOr0 PeryJIHpoOBaHHsl
IleH Ha JeKapCTBeHHbIE NPenapaTtkl, BKIYeHHbIE B IepevYeHb KU3HEHHO
Heo0X0JUMBIX H BakHeHIIUX JeKapCTBEHHBIX NPenapaTon

Cratbs 1

Brectu B ®enepanbHuii 3akoH or 12 anpens 2010 roma Ne 61-®3
"O6 obOpamenuu nexapctBeHHbIX cpeactB" (CoOpaHue 3akOHOMATENBCTBA
Poccuiickoit @enepanyuu, 2010, Ne 16, cr. 1815; Ne 42, ct1. 5293; 2012, Ne 26,
cT. 3446; 2013, Ne 27, c1. 3477; Ne 48, ct1. 6165; 2014, Ne 52, ct. 7540; 2015,
Ne 10, cr. 1404; Ne 29, ct.4367; 2016, Ne 27, ct.4283; 2018, Ne 1, cr.9)
ClIeyIOIHe U3MEHEHMUS:

1)B myHkre 9 cratbu 5 cioBa "YCTAHOBIEHHBIX IPOU3BONUTENAIMHU
JIEKAapCTBEHHBIX IPENapaToB IPEACIbHBIX OTIYCKHBIX LIEH Ha >XH3HEHHO
HeO0OXOOUMBIE ¥ BaKHEMIINE JIeKapCTBEHHBIE IIpenapaTsl”’ 3aMEHUTH CIOBaMH
"mpemensHBIX  OTIYCKHBIX II€H IIPOM3BOAMTENEH HA  JIEKapCTBEHHBIE

Ipenaparsl, BKIIIOYEHHBIE B IIEPEUCHDb XKHU3HCHHO H€06XOI[PIMBIX U BaXKHEUIIUX

JIeKapCTBEHHBIX NPENaparos,';
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2) B cTaThe 60:

a) MyHKT 2 U3JI0XKUTH B CIEIYIOLIEH peaakiuu:

"2) yTBepXIeHUS METOAMKH pacdeTra IpeAeNbHBEIX OTIYCKHBIX LIeH
NIPOM3BOJUTENEH Ha JIEKAapCTBEHHEIE IIpenaparhl, BKIIOYEHHEIE B IEPEYEHB
XKH3HEHHO HEOOXOJUMBIX U BOXXHEHIINX JIEKApPCTBEHHBIX MPENapaToB, a TaKxKe
BHEJPEHHS MEXaHH3MOB (OPMHUPOBAHUS CUCTEMBI peepeHTHEIX 1IeH;";

6) B mnyHkre 3 cinoBa "yCTaHOBIEHHBIX IPOW3BOAUTEISIMU
JIEKApPCTBEHHEBIX NPenapaToB IPeENbHBIX OTIYCKHBIX LEH" 3aMEeHUTh CIIOBAaMHU
"MpeIenbHBIX OTIYCKHEIX [I€H ITPOU3BOAUTENEH"

3) craTbio 61 HU3IOXUTE B Clieayromei pe,uaxﬁnn:

"Cratbs 61. FocyaapcTBeHHAsl perHCTPALMS U IepPePerncTpaus

npeaeabHBIX OTOYCKHbIX leH NPOU3BOAUTE e

Ha JIeKapCTBeHHbIE NMpenaparTbl, BKIKYEHHbIE

B Nepe4YeHb )KU3HEHHO He00X0AUMBIX U BayKHeHIIUX
JIeKapCTBEHHBIX NpPeEnapaToB

1. IlpenencHas OTHmyCKHAs IeHa IPOM3BOAMTENS Ha JIeKapCTBEHHBIMH
ripernapar, BKJIIOYEHHBIH B II€PEYEHb KU3HEHHO HEOOXOMMMBIX M BaXKHEMIINX
JIEKAPCTBEHHEBIX IIpPenapaTtoB, IOJJIEXUT TOCYNapCTBEHHON perucrpauyu
B 1nopsnake, ycraHoBieHHOM IlIpaButensctBom Poccuiickoit Penepaumu,
Ha OCHOBaHUM TIPEACTABJIEHHOr0 B (enepanbHBI OpraH HCIOJHUTEIBHOM
BJIACTH, OCYIIECTBIAOUME GQYHKUMM 10 BHpPabOTKE W pealu3alluy

rOCyIapCTBEHHOW IIOJIUTUKM ¥ HOPMAaTHBHO-TIPABOBOMY pEryJIMPOBaHHIO

B cdepe 3ApaBOOXpaHEHWs, 3asBJIEHUS JepXkaTens WIM Biajenblia
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pErUCTPaLiOHHOTO yIOCTOBEPEHUS JIEKapCTBEHHOT0 npenapara
(ynONHOMOYEHHOTO MM JIUIA).

2. 3aperucTpupoBaHHas IIpefeNbHAs OTIYCKHAs IeHA IIPOM3BOIMTEIIsI
Ha JIEKapCTBEHHBIM IIperapar, BKIIOYEHHBIM B IepedeHb IKHU3HEHHO
HEOOXOJMMBIX M BaXKHEHIIMX JEKapCTBEHHHIX IIPENapaToB, MOXET OBITH
NEPEPEruCTPUPOBaHa B CTOPOHY YBEIHMUYEHHS OOHH pa3 B KaJEHIAPHOM TOLY
Ha OCHOBAaHMHU TIPEACTABIEHHOTO B (elepanbHEI OpraH HCIOJHUTEILHOU
BJIaCTH, OCYILECTBJIIOMMKA QYHKUHMH 1O BEIpaOOTKE W  peanusaluu
rocyJlapCTBEHHON TOJMTHKM W HOPMATHUBHO-NIPAaBOBOMY PpErYIHPOBAHHUIO
B chepe 3apaBooXpaHeHus, 10 | OKTAOps kaxc,uoro rojia 3asiBNEHUS AeprKaTesis
MIM  BJajeNnblia  pPErHCTPAllMOHHOTO  YINOCTOBEPEHHWs  JIEKAPCTBEHHOTO
npenapara (YIOJIHOMOYEHHOTO UM JIUIA).

3. 3aperucTpupoBaHHas IpeleibHas OTIYCKHas IleHa IMPOU3BOAMTENS
Ha JIEKapCTBEHHBIH IIpenapar, BKJIIOYEHHBI B IEpeYeHb IKU3IHEHHO
HEOOXOAMMEIX M BaXXHEHWIIMX JIEKAPCTBEHHBIX IpenapaToB, MOXET OBITH
[epeperucTpUpoBaHa B CTOPOHY CHMXKEHHS HA OCHOBAHUM NPEACTaBICHHOI'O
B (helepabHbIA OpraH MCIONHUTEIBHON BIACTH, OCYILECTBIAIOMUN GYHKINN
mo BeIpaboTKe M peau3alliy TOCYJapCTBEHHON MOJUTHKM M HOPMATHBHO-
NPaBOBOMY PerylUpOBaHUIO B chepe 3ApaBOOXPAHEHHUS, 3asABICHUS JepXKaTelIs]
WIM  BJaJenblla PErMCTPAllMOHHOTO  YIOCTOBEPEHMS  JIEKapCTBEHHOI'O

npemnapata (YnoJIHOMOYEHHOTO UM JIMIIA).
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4. lepxarens WA BlIafeiell PErUCTPAllMOHHOTO YIAOCTOBEpPEHMS
JIeKapCTBEHHOro npemnapata (yIoJIHOMOYEHHOE UM JIUIO) 00s3aH NPeICTABUTE
B (heliepasIbHBINA OpraH UCIONHUTENBHON BIACTH, OCYILECTBIISIOMMH QYHKIMH
N0 BEIpabOTKEe M peanu3allid IOCYAApCTBEHHOW IOJIMTUKM M HOPMAaTHUBHO-
IIpaBOBOMY  peryiIupoBaHHIO B chepe 3ApaBOOXpaHEHUS, 3asiBIEHHE
O MEepeperucTpaly 3aperICTPHPOBAHHOM TNpeNesbHOH OTIYCKHON ILeHBI
IIPOM3BOAUTENSA HA JIEKAPCTBEHHBIM IMpenapar, BKIIOYEHHBIH B II€pEYEHb
XHM3HEHHO HEOOXOAMMBIX M B@XHEHWINMX JIEKapCTBEHHBIM IIpernaparos,
B CTOPOHY CHHIKEHHS B CIEAYIOMMUX CITydasX:

1) cHyKeHMe LieH B MHOCTPaHHOM BaNIOTE HA JIEKAPCTBEHHEBIN Npenapat
B CTpaHe MPOM3BOIUTENS U B CTPaHaX, B KOTOPHIX JIEKAPCTBEHHEIHM Mpenapart
3aperucTpUpOBaH U (MIM) B KOTOPBIE NIOCTABIISETCS POU3BOIUTENIEM;

2) cHIDKEHHE ILIeH Ha pedepeHTHBIE JIeKapCTBEHHBIE IIpenapaThl
B COOTBETCTBHM C IYHKTOM | HacTosime#d wacté (AJif COOTBETCTBYIOIIMX
BOCIIPOM3BEJECHHBIX, OHOaHAIOroBeIX  (OMOMOAOOHBIX)  JEKapCTBEHHBIX
TIpenaparoB);

3) mpeBBIlIEHHEe  NPEAENbHONM  OTMYCKHOM  I[eHBI Ha  MEpBBIH
BOCIIpOM3BEEHHbIH, OuoaHanoroseld  (6mononobHBIH)  neKapCcTBEHHBIN
IpenapaT MHOCTPAHHOrO IIPOM3BOACTBA HAJ MpeNesIbHOW OTIYCKHOHN IeHOMU

IIPOM3BOJAMTENSS  HAa  BTOPOM  BOCIIPOM3BENEHHBIN,  OHOaHATIOrOBHIN
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5
(Gromono6HEIH) NeKapCTBEHHEIM Ipemapar, PacCUMTaHHOM B COOTBETCTBUH
¢ MeTOAMKO#H, yTBepkneHHoM IIpasutenscTeom Poccuiickoit ®enepannu;

4) NpeBhIICHWE  NpEeNeNbHOM  OTIYCKHOM  IeHHl Ha nepismifr
BOCIIPOM3BENACHHBIH, OnoaHanoropeli  (6MOMOJOOHEIN)  JIEKAPCTBEHHEIM
npenapar IIPOU3BOUTEIA rocyapcTsa - 4ieHa EBpasutiickoro
9KOHOMHYECKOr0 COHO3a HaJ NpelesIbHOM OTIYCKHON LEHOW NPOU3BOAUTEINS
Ha  BTOpPOM  BOCHIpOU3BEJEHHBIH, OuoanamoroBeii  (OGuomomOOHEINH)
JIEKapCTBEHHBIN IIpenapar NpOU3BOJUTEINS rocyjapcTBa - wieHa EBpasuiickoro
3KOHOMHUYECKOT0 COI03a, pacCUUTaHHOU B COOTBETCTBUU
C MEeTOJuKOH, yTBepxaenHoi [Ipasurensctsom Pocculickoit ®enepanum.

5.Tlopsinox  mnepeperucTpaiM  3aperuCTPUPOBAaHHBIX  IPENENbHBIX
OTITyCKHBIX 1I€H MPOU3BOJUTENEN Ha JIEKapCTBEHHBIE Npenaparkl, BKIIOYEHHEIe
B IIepeYeHb JKU3HEHHO HEOOXOAMMBIX M BAKHEHIIMX JIEKapCTBEHHBIX
[penaparos, B CIy4asX, IPeJyCMOTPEHHBIX 4acTAMH 2 - 4 HACTOsIIEH CTaThy,
ycranaBiuBaercs [IpaButensctBoM Poccuiickoit @eneparum.

6. DKOHOMHYECKUH aHaJIu3 npeaenbHOoN OTIIyCKHOH LIEHEBI
TIPOM3BOJUTENS Ha JIEKapCTBEHHBIM IIpemnapar, BKIIOYEHHBIM B IE€pEYEHB
XKU3HEHHO HEOOXOOUMBIX M BaXHEHIIMX JEKapCTBEHHBIX IIPENaparos,
Npy  €e  TOCYHAPCTBEHHOW  pEerucTpaldd  WiIM  [epeperucTpanuy
ocymiecTBNseTcs  QenepanmbHBIM — OPTaHOM — WCHOJHMTENBHON  BJIACTH,

OCYHIECTBIIAOILM (bYHKLIH'H 0 NMPUHATUIO HOPMAaTUBHBIX IIPaBOBBIX AKTOB
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Y KOHTPOJIIO 32 COONIOJEHHEeM 3aKOHOIATENLCTBa B cepe rocyAapCTBEHHOTO
peryMpoBaHus LieH (Tapudos) Ha TOBApH! (YCIyTH).

7. PacueTr mNpeAenbHBIX OTIYCKHBEIX ILI€H, YKa3aHHBIX B 4dacTsax 1 u 2
HacTosmleld CTaTbW, IIpU HX TOCYJApCTBEHHOH  PpEruCTpaldM WA
MEpEpEruCTpaliy  OCYLIECTBJISAETCS B  COOTBETCTBUM C  METOIMKOMH,
yTBepxkAeHHON IIpasurenscTBoM Poccnﬁcxoﬁ Qenepaiuu ¥ y4uTHIBarOIEH
B TOM 4HCJIE:

1) cobmonenne Oananca HHTEpecOB moTpeduTeneil JeKapCTBEHHBIX
IpenapaToB, BKIIOYEHHBIX B  IEPEYCHb JKU3HEHHO  HEOOXOIMMEBIX
d  BaXHEWIUUX  JIEKADCTBEHHBIX  [IpENapatoB, W  IPOU3BOAUTENEH
JIEKAPCTBEHHBIX  IpEenaparoB, BKIKOUYEHHBIX B I[€pedYeHb JKHA3HEHHO
HEOOXOAMMEIX ¥ BXHEHIIUX JIEKAPCTBEHHEIX IIPENapaToB;

2) akTUYeCKyI0 OTIYCKHYIO ILIeHy Ha JIEKApCTBEHHEIE IpenapaThl
B Poccuiickoii @enepauuu, LEHY BBO3a JIEKApCTBEHHBEIX IIpenaparoB
B Poccuiickyro @ezepaiuio, a Takke LIEHB Ha aHAJIOTMYHEIE JIEKAPCTBEHHBIE
npenaparsl, Haxozasmuecs B obpamenun B Poccuiickoit @enepannm;

3) 3aTparthl npoﬁsBonmenﬂ JIEKapCTBEHHOTO npenapara
Ha POU3BOJICTBO U peayiu3aliio JIEKapCTBEHHOTO IIpernapara;

4)ueHy Ha JIEKapCTBEHHBIM IIpemapar, ero M[eHy B CTpaHe
NPOM3BOAMTENST W B CTIpaHaX, B KOTOPBIX JIEKAPCTBEHHBIH mpenapar

3aperuCTpUpOBaH ¥ (WIM) B KOTOPhIE TOCTABIISETCS IIPOU3BOAUTENIEM.
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8. He pnomyckaroTcs peanusalys U OTIIYCK JIEKapCTBEHHEIX NPENaparos,
BKJIFOYEHHBEIX B II€PEYEHb IKU3HEHHO HEOOXOOMMEBIX M BaXKHeHIux
JIEKapCTBEHHBIX IPENAapaToB, Ha KOTOPEIEC NPOU3BOJUTEISIMU JIEKAPCTBEHHEIX
[IPETIapaTOB HE 3aperdCTpUpOBaHa MpeNenbHas OTIYCKHAasf LEHA, pealu3auus
NIPOU3BOAUTEIISIMUA JIEKAPCTBEHHEIX MPEapaToB IO LEHaM, IIPEBHIIAXOININM
3aperuCTPUPOBAHHBIE WM IE€PEPErHCTPUPOBAHHEIE MIPEAEIbHBIE OTIYCKHBIE
IEHBl Ha JIEKAPCTBEHHBIE IIpENapaThl C YYeTOM Hajora Ha J00aBIeHHYIO
CTOMMOCTb.

9. OcobeHHOCTH  rOCYAapCTBEHHOTO  pPEryJIHpOBaHMs  NpENeSIbHBIX
OTHYCKHBIX LI€H MIPOU3BOJMTENEH HA JIEKAapCTBEHHEIE IIPENapaThl; BKIIOYCHHBIE
B IIEpeYCHb KHU3HEHHO HEOOXONUMBIX U BaXHEHIINX JIEKapCTBEHHBIX
npenaparos, B 3aBHbHM0cm OT DJKOHOMHYECKMX M (WIM) COUHaIBHBIX
KpuTepueB (M3MEHEHHME YCIOBUHM, IOpsifKa M CTOMMOCTH IIPOHM3BOJCTBa
JIeKapCTBEHHBIX IIpernaparoB, MCIONb30BAHHE HOBBIX (OPM, METOAOB H
Coco0OB  rOCYNAapCTBEHHOTO PpEryJupoBaHusd UEH Ha JIEKAPCTBEHHEBIE
nmpenaparkl, B TOM 4YHCJIE Ha OCHOBE MEXaHU3Ma pEPEPEHTHOrO
neHooOpa3oBaHus, U3MEHEHUH MOpsaKa OKa3aHWs MEIULIMHCKOW ITOMOIIY,
W WHHE u3MeHeHWs) ycranasnuBatorcs IlpaButenscTBoM Poccuiicko#t

®enepanun.”;
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4) B ctaThe 62:

a) B yacTu 1 croBa "npenenbHble OTILYCKHbBIE LeHBI" 3aMEHUTH CIIOBaMH

U NepepeErucTpUpOBaHHEIE IpeJeNbHEIE OTIIyCKHEIE IeHEI
npousBoauTeneu”;

0) B yacTH 2:

B IyHKTe 6 CIOBO ", mepeperucTpaiuu" 3aMeHUTh CJIOBaMH

"unu repeperucTpanuu’;

JOTONHUTE TYHKTOM 6' CIEAYIOMEro ConepKaHus:

"6') JlaTa BCTYIUIEHUS B CHITy NpHKa3a YIOJIHOMOUYEHHOTO helepaibHOrO
OopraHa HCHOJHHUTENBHOH BJIACTH O TOCYJapCTBEHHOH  perucTpanuu
WIM TIepeperucTpaluy MpEACNIbHOM OTIYCKHOM I€HBl NPOU3BOAUTEIIS
Ha ﬁekapc:TBeHHmﬁ Ipernapar, BKIIOYEHHBI B IEepe4YeHb IHKU3HEHHO
HE0OXONNMBIX ¥ BaXXHEUIIUX JIEKApCTBEHHEIX NPenaparos;";

B) B 4aCTH 3 CJIOBO "perucTpanus’ 3aMeHUTh CIIOBAMMU "perucTpamus uiu
nepeperucTpanus’;

5)B wactm 2 cTaTeM 63 cOBa "3aperdCTPUPOBAHHOM NpeneNbHOH
OTILyCKHOM LeHb!" 3aMEHUTH CJI0BaMH "3aperucTpupoBaHHOMN
WM TepeperuCTpUPOBAHHON NPEAENIbHOM OTIYCKHOW LIEHBl IMPOU3BOAUTEIIS

(Ha maty peanu3ainyy JeKapCTBEHHOTO Mpemnapara Mpou3BoauTenem)".
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Crartbs 2

1. 3aperucTpupoBaHHbIE [0  BCTYIUIEHHS B CHJIY  HAaCTOSILEro
@enepabHOr0 3aKOHAa INpeNenbHBIe OTIHYCKHEIE LEHBl NPOM3BONMTENEH Ha
JIEKAPCTBEHHBIE ~ IIpemaparhl, BKIIOYEHHBIE B  MEPEYEHb IKHU3HEHHO
HEOOXOAMMBIX M BaXHEHIIMX JIEKApCTBEHHBIX IPeNaparoB, MOJUIEXKAT
obs3artensHOi nepepeructpaumu B 2019 - 2020 romax B mopsaxe,
ycranosneHHoM [IpasutensctBoM Poccuiickoit @enepanuu.

2. Tlopsamox BeTymeHHMss B CHIIy IIpUKa3oB (elepalibHOrO oOpraHa
UCTIOJIHUTENIBHON BJIACTH, OCYIIECTBISIOMIEr0 (YHKIMH [0 BBIpabOTKe
¥ peanu3alMy TOCY[apCTBEHHOW TONHUTUKHM ¥ HOPMaTUBHO-NPABOBOMY
peryJupoBaHHuIo B cdepe 3ApaBOOXpaHeHUs], O NepeperucTpalui MpeaebHbBIX
OTIYCKHBIX IICH IIPOU3BOJUTENEH Ha JIEKApCTBEHHBIE TPENapaThl, BKIIOYEHHEIE
B IE€pedyeHb KU3HEHHO HEOOXOMUMEBIX M BaXKHEUIIMX JIEKApPCTBEHHBIX
NpenapaToB, B COOTBETCTBUHU C YaCThIO 1 HacTOsIIeH CTaThbU yCTaHABIUBaEeTCS
IIpaButensctBoM Poccuiickoi @enepauuu.

3. OGs3aTenpHas nepeperucTpanus 3aperucTpUpoOBaHHEIX JO BCTYIUICHUS
B cuny Hacrosiiero DenepaJbHOro 3aKOHA MNpPEAENBHEIX OTIYCKHBIX MEH
Mpou3BOAMTENEl Ha BOCIPOU3BENEHHBIE, OnoaHanorosble (6MONONOOHEIE)
JIEKapCTBEHHBIE  IIpenaparhl, BKIIOYEHHBIE B  IIE€PEYEHb  IKUZHEHHO
HeoOXOIMMBIX 7 Ba)KHEHIIINX JIeKapCTBEHHEIH npenaparos,

ocymecrsisiercs B 2019 - 2020 romax Oe3 mpencraBlieHHs [IepKareeM
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WIM BIAJeNblleM PpEerHcCTPAlMOHHOTO YIOCTOBEPEHMS JIEKApPCTBEHHOTO
npernapara (YIOTHOMOUYEHHBIM MM JIMLIOM) 3asBlIeHMs B (elepanbHEIi opraH
UCIIOJIHUTENBHOM BJIAaCTH, OCYIIecTBIsOmMY GyHKUMH 1o BhIpaboTke
W peal3ali¥ TOCYHNAapCTBEHHOW MOIMTHKA U HOPMaTUBHO-IIPAaBOBOMY
peryupoBaHUIO B chepe 34paBoOXpaHeHus." .

4.He pomyckaeTcss peanu3alis IPOU3BONUTENSMHU JIeKAPCTBEHHBIX
NpenapartoB, BKMOYEHHBIX B  [epedeHb  JKU3HEHHO  HEOOXOMMMBIX
U BaXHEHWINWX  JIEKApCTBEHHBHIX  [penapaTtoB,  3aperuCTpUPOBaHHBIE
npeleNbHble OTIYCKHBIE IIEHEl Ha KOTOphIE HE IepeperucTpUpOBaHbI
B COOTBETCTBHH C YacThi0 1 HacTosIied CTaTbH, CO AHS, YCTaHOBJIEHHOTO
IIpaButenscTBoM Poccuiickoi ®enepanym.

Cratba 3

Hacrosmuit ®@epepanbHbli 3aKOH BCTyHaeT B CHIY CO JHS €ro

0(HIMATEHOTO OMYOJIMKOBAHUS.

IIpesnnent
Poccuiickoit @enepanyn

28092227.doc %’/



NOACHUTEJIBHASA 3AIINCKA

K npoekTy deaepanbHoro 3akona "'Q BHeceHHH H3MEHEHU
B Penepanbnblii 3akoH "'06 o6pamennn JeKapcTBEHHBIX CpeACTB"
B YaCTH rocyJapcTBEHHOr0 PeryJHpOBaHHUS LeH Ha JIeKAPCTBEHHbIE
penapaTsl, BKIYeHHbIE B IepeYeHb )KH3HEHHO He00X0AMMBIX
H Ba)KHeHIIMX JIeKapCTBEHHBIX NpenapaToB"

IMpoext denepansHoro 3akona "O BHeceHUM u3MeHeHuit B DenepanbHbIHM
3akoH "OO6 oOpamieHuM JNE€KapcTBEHHBIX CpPEACTB" B YaCTH IOCYAapCTBEHHOT'O
perynupoBaHys LEH Ha JIEKapCTBEHHEBIE IIperapaTrhl, BKIIOYEHHBIE B IIEPEYEHD
XKHM3HEHHO HEOOXONUMBIX M BaXKHEWIIMX JIEKApCTBEHHBIX IperapatoB" (manee
COOTBETCTBEHHO - 3akoHomnpoekT, JKHBJIIT) pazpaboran Bo ucnonHeHue nopydeHus
Ilpesunenra Poccuiickoi ®@enepamun ot 29 mexabps 2016 r. NeIlp-2586
(mynxTe! 1 - 3) u yxasanus IIpesunenTa Poccuiickoiit @enepaunu ot 6 wmrons 2018 r.
NeIlp-1161 B nensx yrsepxaenust IlpaBurensctBoM Poccuiickoii ®enepauwu
npaBus  obOsas3arenbHOM — mepepeructpanuu B 2018 -2019 romax  pauee
3apETrMCTPUPOBAHHEIX [IPEENBHEIX OTIYCKHEIX LIEH Ha JTeKApCTBEHHBIE IPENapaThl 1
YCTaHOBJIEHNS OOA3aHHOCTH JepXKareledl WM BIaJeNblEeB pPerucTpalMOHHEBIX
YIOCTOBEPEHHUH JIEKAPCTBEHHBIX NPENapaToB CHIDKATh PaHEE 3apEeTrUCTPUPOBAHHEIE
LIEHbl Ha JIEKAPCTBEHHBIE IPENapaThl NPH HACTYIUIEHWM CIIy4aeB, YCTaHOBIIEHHBIX
IIpaBurensctBoM Poccuiickoit @epepanum.

3aKOHOMpPOEKTOM INpedycMaTpuBaercs, o0s3aTenbHas MepeperucTpaliys
3aperuCTPUPOBAHHBIX  MpEAENbHBIX OTIHYCKHBIX 1LIeH NpPOW3BONUTENEH Ha
JeKapCTBEHHbIE NpenapaThl, BKmMoueHHble B mnepedeHs JKHBJIII, B cropony
CHW)KEHUS TpH HACTYIUICHUM YycTaHOBIeHHBIX IIpaBurenscTtBoM Poccuiickoit
Denepanuu clIydaeB, B TOM 4YHCJIE CHIDKGHHE LEeH B HMHOCTPAaHHOW BalioTe Ha
JIeKapCTBEHHBIE NpenapaThl B CTpaHe MPOU3BOJAWTENS W B CTpPaHaX, B KOTODPBIX
JIeKapCTBEHHBIE IpENapaTthl 3aperdCTPHpPOBaHbl WM B KOTOPHIE IIOCTaBIAIOTCA
IIPOX3BOAUTEINIEM.

Taxxe 3aKOHOTIPOEKTOM MpeayCMaTpUBaeTCst 00s3aTenbHas nepeperucTpauus
B 2019-2020 rogax  mpemenbHBIX  OTHYCKHBIX  LIEH  NPOM3BOJUTENEH
Ha JIEKapCTBEHHbIe IIpemaparsl, BKmMoueHHRle B  mepedeHs JKHBIJIIL,
3aperCTPUPOBAHHBIX PaHEe N0 Pa3IMYHEIM METOIUKAM.

3aKOHOMPOEKTOM JIOTIONIHUTENBHO YTOYHSAETCS, YTO 3aperuCTpUPOBaHHAS
npefensHas OTIYCKHas LIeHa NMPOW3BOAMTENS Ha JEKAPCTBEHHBIM MpENapar MOXXET
OBITh TIEPEPETUCTPUPOBAHA B CTOPOHY YBEIHYEHHM HE Yallle OJHOT0 pa3a B I'ofl.

B cBs3d ¢ TeM, uYTO NpH 00A3aTeNIbHON IepeperucTpanuy MpeenbHON
OTIIYCKHOW I[eHBl IPOW3BOJAMTENS Ha JIEKAapCTBEHHBIM IpErapaTr IpeayCMOTpeH
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IIepexOJHBIA Iepuol, B TEYEHHWE KOTOPOro peaqu3alisi U BBO3 JIEKapCTBEHHOIO
mpenapata Ha  Teppuroputro  Poccmiickor — ®exnepanmu  IpOU3BOAHUTENEM
OCYILECTBIIAIOTCA 10 paHee 3aperMCTPUPOBaHHOM LIeHE, B 3aKOHOIIPOEKT BKIIFOYEHE]
nonoxxenus, Hagensrouwme [IpasurenscTBo Poccuiickoit @enepannu MOTHOMOIHSIME
[I0 YCTQHOBJEHHWIO IOpSAAKAa BCTYIUIEHUS B CHIY 3aperMCTpUPOBAaHHON W
NIEpPepETUCTPUPOBAaHHON IpEeleIbHOM  OTIYCKHOM II€HBI IIPOM3BOAMTENSA Ha
JEKapCTBEHHBIM Mpemapar W CpoKa, O HCTEYEHWH KOTOPOrO peam3alus
IIPOM3BOIUTENEM J€KapCTBEHHOIO IIpenapara ¢ y4eToM paHee 3aperucTpupoBaHHOMN
[I€HBl HE JOITyCKaeTCsl.

OcoOplif TOpAHOK BCTYIUIGHHS B CHJIy 3aKOHONpoekTa OOyClOBleH
HE00XO0JUMOCTBIO CKOpeHInero yperyJIupoBaHus COOTBETCTBYIOIHX
IIPaBOOTHOIICHUH.

IlpennaraeMele 3aKOHOIIPOEKTOM pPEIICHHMS HE OKa)XyT BIUSHHS Ha JOXOJEI
WIH Pacxonbl COOTBETCTBYIOIIEro Oromxera OrOMKeTHOH cucTeMsl Pocchiickoit
Qepepanyy, a TaKOKe Ha JOCTIDKEHHME IMellel ToCyJapCTBEHHBIX HpOrpamMm
Poccuiickoii @epepanyn.

3aKOHOIIPOEKT COOTBETCTBYET ImoJoxeHusM Jlororopa o EBpasumiickom
SKOHOMHYECKOM  COK03€, IoAmmcaHHOro B TI.Actane 29wmas 2014r.,
n CornameHHs O eQUHBIX NPUHUMIAX W NpaBUIaxX oOpamieHus JeKapcTBEHHEIX

cpencTs B pamkax EBpasuiCKOro 5SKOHOMHYECKOIO CO033, 3aKIIOYEHHOTO
B I. Mockse 23 nexabps 2014 r.
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O®UHAHCOBO-9KOHOMMWYECKOE OBOCHOBAHMUE

K npoekTy ¢enepaibHoro 3axkona 'O BHeceHHH H3MeHeHMH
B @enepanvhblii 3axoH "'O0 00pamiennH JeKapcTBEHHBIX cpeAcTB'
B YACTH rocyAapcTBEHHOr0 Pery,IHPOBaHHASA eH Ha JeKapcTBeHHbIe
npenapatbl, BKJIIOUeHHbIE B lepedeHb JKU3HEHHO He06X0AHUMBIX
M BasKHeHIIMX JeKapcTBeHHBIX npenapaTos"

Peanmzanms ~ @DegnepansHoro  3akoHa 'O BHeceHMH ~— H3MEHEHHH
B OenepanpHbiii 3akoH "O6 oOpameHHH IE€KapCTBEHHBIX CPEACTB' B HacTH
rOCyIapCTBEHHOTO  pEryiMpOBaHHS ILeH Ha JEeKapCTBeHHBE IIpenaparsl,
BKITIOYEHHEBIE B TI€pEeUeHb )XKU3HEHHO HEOOXOAMMBIX M BRXHEHINX NEKAPCTBEHHBIX
npenapatoB” He MOTpeOyeT NONMONHUTENBHBIX PAacXOJOB 3a CHET OMDKETHBIX
acCUTHOBaHUH (eneparbHOro OroKeTa.
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NEPEYEHDH

(denepanbHbIX 32KOHOB, NOMJIEKANNX NIPHU3HAHHIO YTPATHBIIMMH CHITY,
NPHOCTAHOBJIEHHIO, H3MEHEHHIO HJIH NPHHSTHIO B CBA3H ¢ IPHHATHEM
@enepaJibHOro 3akona "' BHeceHuH H3MeHeHH# B ®eepaibHbIH 3aK0H
"06 o6pamennH JeKapcTBeHHBIX CPecTB' B 4aCTH rocyAapcTBEHHOIo
peryJiipoBaHus [leH HA JieKapcTBeHHbIe penaparhbl, BKJIIOYeHHbIE B IepeYeHb
JKH3HEHHO He00XOANMBIX H BajKHEHIIHX JieKAPCTBEeHHbIX NpenapaTos'

IIpunste @enepansHoro 3akoHa "O BHeceHMH H3MeHEHHH B PelepallbHBIN
3akoH "O6 oOpameHny J1eKapCTBEHHBIX CpencTB" B HYacTH TIOCYIapCTBEHHOIO
peryiupoBaHuis LeH Ha JIeKapCTBEHHBIE IIperapaThl, BKIIOYEHHBIE B IME€pPEYeHb
YKU3HEHHO HeOOXOOUMBIX ¥ BaXKHEHIINX JI€KapCTBEHHEIX IpenapaToB” He MoTpedyeT

IIPU3HAHUS YTpPaTUBIIMMHM CUIY, IPHOCTAHOBIIEHUS, U3MEHEHWS WIH IPUHATHUS
denepanbHBIX 3aKOHOB.
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IIEPEYEHD

HOPMAaTHBHbLIX NpaBoBbiX akToB IIpesugenta Poccniickoii ®enepauuu, Ipasurenncrea Poccuniickoii ®enepanun u denepaibHbIX
OpraHoB HCIOJHUTEJILHOM BJIACTH, NOAJIEKAMHMX NPHIHAHHIO YTPATHBLIUMMH CHJIY, IPHOCTAHOBJICEHHIO, M3SMEHEHHU IO UJITH
NPUHATHIO B cBA3H ¢ npunsiTueM DexepanbHoro 3akona "0 suecennn usmenenmii B @egepanabHsblii 3axon "06 obpamennn
JIeKapPCTBEHHBIX CPEACTB'' B 4aCTH rocyAapCcTBEHHOIO PEryJiMpOBaHHUs UEH HA JIeKapCTBEHHbIE NpenapaTsl, BKIIYEHHbIe
B NlepeveHb JKHUIHEHHO HE0OX0AMMbIX H Ba)CHEHIIHX JieKapCcTBEHHbIX npenapaTos'’

B cBs3u ¢ npunatueM DexpepanbHoro 3akoHa "O BHeceHuH usMeHeHuH B DenepanbHelil 3akoH "O6 oOpameHuy J1eKapCTBEHHBIX
cpeactB" B YacTH TOCYJApCTBEHHOIO pEryJMpOBaHUs LEH Ha JIEKapCTBEHHBIE IIPENaparhbl, BIUIIOYEHHBIE B IEpeYeHb KHUIHEHHO
HEOOXOAUMBIX ¥ Ba)KHEHIIMX JNEeKapCTBEHHBIX IpenaparoB” mNoTpeGyercs NpPHHATHE CIENYIOIUX IocTaHOBIeHuH IIpaBuTenscTBa

Poccuiickoii denepanmu:

Obociosazue Llens, npegMer Hcnonuurens
No HanmeHoBanue npoexra HACORMRIMBERL | (CPORTIBNTOTOREY U collep)kaHue U COMCIIONIHUTEND pa3paboTku
/i | HOPMAaTUBHOIO NPAaBOBOrO aKTa RSP RO SOpRATERERLD IpaBOBOro IIpOEKTa HOPMAaTHBHOI'O
; HOpPMaTHUBHOIO IIPaBOBOT'O aKTa AR S
IIPaBOBOI'O aKTa
1. TIlpoekT oCTaHOBJICHHUS 3aKOHOIPOEKT B TEUEHHE yCTaHOBJIEHHE Mun3snpas Poccun,
[IpaButensctBa Poccuiickoii 3 MecsleB co AHA ~ MOpsAAKa Munnpomropr Poccun,
Qenepanun "O BHECEHUU BCTYIUICHUSA B CUIIy TOCYIapCTBEHHOI'O Musmnzoct Poccun,
U3MEHEHHH B IOCTAHOBJICHHUE DeepaibHOrO peryJiupoBaHus LieH MunskonompasButus Poccun,
[IpaButenscrBa Poccuiickoi 3aKOHA Ha JIeKapCTBEHHBIE Mundun Poccun,
®enepanun ot 29 okTa6ps 2010 . npernaparsl, ®AC Poccun
Ne 865 "O rocyaapcTBEHHOM BKJIFOYEHHBIE
peryjiMpoBaHHY LEH B IIepeyeHb XKU3HEHHO
Ha JIeKapCTBEHHEIE NpEnaparkl, HE00XOAUMBIX
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Ne HanmMeHoBaHMe mpoeKTa
/il | HOPMAaTMBHOIO IPaBOBOIO AKTa

O6ocHOBaHHME
HEeOoOXOIMMOCTH
[TOATOTOBKH
HOPMAaTHBHOIO
[IpaBOBOrO aKTa

Cpox moAroToBKH
HOpPMaTHUBHOTO
IIPaBOBOIO aKTa

Ilens, npenmer
U COJIEpXKaHHe
IIpaBOBOTO
peryJHupoBaHMs

Wcnonuurens '
M COUCIIONIHUTENH pa3paboTKu
IPOEKTa HOPMATHBHOTO
IIpaBOBOTI'O aKTa

BKJIIOYEHHBIE B [IepeyeHb
WHU3HEHHO HEOOXOQUMBIX

M BaXKHEHINUX JIEKapCTBEHHBIX
npernapaTos"

2. TIpoekT moCTaHOBJIEHUS
IMpaBurensctBa Poccuiickoit
Denepanun "O BHECEHUH
H3MEHEHMH B IOCTAHOBJICHUE
IlpaBurenscTBa Poccuiickon
denepanuu ot 15 centsabps 2015 r.
Ne 979 "O BHECEHUU U3MEHEHUH
B niocta”osineHue [IpaBurenscTea
Poccuiickoit @enepauuu
ot 29 oktsa6psa 2010 r. Ne 865
1 00 yTBEpKIACHUU METONUKH
pacyeTa yCTaHaBIMBaEMBIX
IIPOU3BOJIUTENSAMH JIEKAPCTBEHHBIX
IpernapaToB IpeebHBIX
OTITyCKHBIX LIeH Ha JIEKapCTBEHHBIE
[penaparsl, BIJIIOYEHHBIE
B [lepeueHb XU3HEHHO
HeoOXOIUMBIX ¥ BaXKHEHIINX

28092231.doc

3aKOHOIMPOEKT

B T€YEHUE
3 Mecs1eB CO JTHA
BCTYIUIEHUS B CUILY
denepanbHOro
3aKOHa

U BAXKHEUIITHUX
JIEKapCTBEHHBIX
IpernaparoB

yCTaHOBJICHUE
rnopszKa
rocyJapCTBEHHOIO
peryJIupoBaHus IeH
Ha JIEKapCTBEHHEIE
Tnpernaparsl,
BIJTIOUEHHBIE

B riepe4eHb )KU3HEHHO

HEOOXOIUMBIX
Y BaXKHEHIIUX
JIeKapCTBEHHBIX
[penapaToB

Munsnpas Poccun,
Musnnpomropr Poccuu,
Munroct Poccun,
Munskonompassutus Poccun,
Munpun Poccuy,

DAC Poccuu




/11

HauMeHoBaHue npoekTa
HOPMAaTUBHOI'O [IPaBOBOI'O aKTa

O6ocHoBaHKe
Heo0X0OUMOCTH
IIOJrOTOBKH
HOPMATHUBHOT'O
IIPaBOBOIO aKTa

Cpox noArotToBKu
HOPMAaTHBHOI'O
IPaBOBOTO aKTa

Llens, npeamet
51 co,uep}fcaﬁue
[IpaBoOBOIo
peryIupoBaHus

Hcnonuurens
U COUCIIOJIHUTEJb pa3padoTKu
IIPOEKTa HOPMATHBHOI'O
IIPaBOBOIO aKTa

JIeKapCTBEHHEIX NIPEenaparoB, NpH

HX rOCYIapCTBEHHOI perucTpauuu

¥ nepeperacTpauuu”
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IIPABUTEJILCTBO POCCHICKON ®EJIEPAIIAN
PACIIOPAXEHUE -

ot 20 nosi6pa 2018 r. Ne 2512-p

MOCKBA

1.Brectu B Tocynmapcreenryro Jymy @enepansHoro Cobpanus
Poccuiickoin @epepanuu 1npoexkT denepansHoro 3akoHa O BHeceHHH
u3MeHeHud B @enepansyeii 3akoH "O6 obpaleHun nekapcTBeHHBIX CPEICTB" B
YacTH IOCYNapCTBEHHOIO peryliMpOBaHus IIeH Ha JIeKapCTBEHHBIE Mpenaparsl,
BKIIOYEHHBIE B [epeYeHb JKU3HEHHO HeoOXOIMMEIX M  BaKHEHIIMX
JIEKapCTBEHHBIX NpenapaTos’.

2. Haznauuts cTaTc-ceKpeTaps - 3aMeCTHUTENA Munuctpa
3npaBooxpaHenuss  Poccuiickoi  @epmepammu  Kocremnmiosa  Jmutpus
BsiyecnaBoBrua oci)ﬁuﬂaﬂbubm npencrasureneM [IpaButenscTBa Poccuiickoi
Oenepalmei  NpH  paccMoTpeHuu nanatamu  ®Denepamsaoro  Cobpamus
Poccufickoii @enepanuu mpoekra ¢QemepansHoro 3akoHa "O BHeceHHH
usMeHeHu# B PenepanbHeii 3ak0H "O06 obpanienny eKxapcTBEHHEIX CPEACTB" B
9aCTH TOCYJAapCTBEHHOTO DErylMpOBaHUS LeH HA JEKApCTBEHHbIE NPENapaTH,
BKJIIOYEHHBIE B IIEpeYeHb JKM3HEHHO HEOOXOAMMEBIX M  BaKHEHIINX
JeKapCTBEHHBIX IIpenapaToB”.

ITpencenarens llpasuten

Poccutickoit @enepa H.Mensenes
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