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Bomnpoc 3.4.3

O npoekre degepaiabnoro 3akona Ne 592388-7 ""O Bnecenun H3MeHEeHHH B
Depepanbubiii 3akon ''"O0 o0paleHHH JIeKAPCTBEHHBIX CpeacTB'' B 4acTH
rocylapCcTBEHHOI0 peryJIMpoBaHHsl LeH Ha JeKapcTBeHHbIe Ipenaparsl,
BK/IIOYEHHbIE B IepeYeHb JKH3HEHHO HeOOXOAMMBIX H  BasKHeHIIMX
JIEKAPCTBEHHBIX npenaparos'’

B mocrosHHOM KOMHUTETe paccCMOTpeH mpoekT ¢enepansHoro 3akona O
npoekTe (¢enepanbHoro 3axkoHa Ne 592388-7 "O BHeceHMHM W3MEHEHHH B
Qenepanbubiii 3akoH  "OO  oOpalleHHH JIEKAPCTBEHHBIX CpPEACTB" B 4YacTH
TOCYHapCTBEHHOIO  PEryJMpOBaHMs 1I€H Ha JIeKapCTBEHHbIC  IIperaparsl,
BKJIIOYEHHBIE B NIEPEYEHb KU3HEHHO HEOOXOJUMBIX H BOXXHEHIINX JIeKapCTBEHHBIX
npenaparos”, BHeceHHBIH B ['ocynapcreennyro Jymy OC PO [IpaBurenbcTBom
Poccuiickoit Oenepanumu.

3aKOHONPOEKTOM  IIpeAyCMaTpuBaeTcs, o0s3aTesibHas IepeperucTpanus
3aper¥CTPUPOBAHHBIX  IIPENENBHBIX  OTIYCKHBIX LI€H IPOU3BOJUTENEH Ha
JIEKapCTBEHHBIE TIIpenaparhbl, BKIIOYeHHble B mnepedeHb KHBJII, B cTopoHy
CHIDKEHUs IIpU HACTyIUIEHUHM YycTaHOBIeHHbIX [IpaButensctBoM Poccuiickoit
Qenepauyu ciydyaeB, B TOM 4MCJE CHW)KCHHE IIeH B HHOCTPAaHHOHM BalllOTe Ha
JIEKapCTBEHHBIE IIpenapaTbl B CTpaHEe IPOU3BOAMUTENSI U B CTPaHax, B KOTOPBIX
JICKapCTBEHHBIE IIperaparbl 3aperUCTPUPOBAaHbl WM B KOTOPBIE MMOCTABIISFOTCS
IIPOU3BOJUTEIIEM.

Taxxe 3aKOHOIIPOEKTOM IpefycMaTpHUBaeTcsi o0s3aTeNbHas epeperucTpanus
B 2019 - 2020 romax mnpenenbHbIX OTIYCKHBIX LIEH IPOU3BOJUTENICH Ha
JIEKapCTBEHHBIE [pernaparsl, BKJIIOYEHHBIE B NepeyeHpb JKHBJIL,
3apErMCTPUPOBAHHBIX PaHEE 110 Pa3IU4YHbIM METOAUKAM.

3aKOHOIIPOEKTOM JIOTIOJIHUTENIBHO YTOYHSIETCS, YTO 3aperucTpUpOoBaHHAs
npejeabHas OTIIyCKHas LeHa [IPOM3BOJUTENS Ha JIEKApCTBEHHBIM MIpernapaT MOXET
OBITh IEpEPErUCTPUPOBAHA B CTOPOHY YBEJIMUEHUS HE Hallle OJHOTO pa3a B oJ.

B cBi3M Cc TeM, 4TO INpU 0Os3aTeBHOH MEepeperucTpauuu IpeleiabHOH
OTIIYCKHOM LIEHBl NPOU3BOJAMTEINSI Ha JIEKAPCTBEHHBIA IIpenapaTr IpedyCMOTpEH
NEePEeXONHbIA MEPUOJ, B TEYEHUE KOTOPOIO pealu3alus U BBO3 JIEKAPCTBEHHOIO
npernapata Ha  Tepputoputo  Poccuiickoii  ®enepauud  IpPOU3BOAUTENEM
OCYLIECTBIISIIOTCS 110 paHee 3aperuCTpUPOBAHHON LIEHE, B 3aKOHOIIPOEKT BKJIIOYEHBI
[IOJIOXKEH U, HaJenswmue [IpaBuTenscTBO Poccuiickoi Denepanyu
MOJHOMOYHUSMHM [0  YCTAHOBJIEHHUIO  IOpsAKa  BCTYIUIEHMS B CHIY



3apeTUCTPUPOBAHHOW M I1€PEPErHCTPUPOBAHHOM IIpEJeNIbHOM OTIYCKHOM II€HBI
IIPOU3BOJIUTEII HAa JICKAPCTBEHHBIH IIpenaparT M CpPOKa, IO MCTEUYECHHH KOTOPOIro
peanu3anys INPOU3BOAMTENIEM JIEKaPCTBEHHOIO IIpernapara C Y4YeTOM paHee
3aperMCTPUPOBAHHOMN LIEHBI HE JAOITyCKaeTCs.

OcoOpifi  mOpAJOK BCTYIUIEHHS B CHIIy 3aKOHOIPOEKTa 0OYCIIOBIEH
HEOOXO0JUMOCTHIO CKOpeHuiero yperyJIHpOBaHUsI COOTBETCTBYIOLINX
IIPaBOOTHOLIEHUH.

Ilpeniaraemele 3aKOHOIPOEKTOM pPELICHHUsS] HE OKaXyT BIUSHMSA Ha HOXOMBI
WIH pacXoJbl COOTBETCTBYIOIIEro Oroxera OromKeTHOH cucteMbl Poccuiickoil
Qenepanuy, a TaKkKe Ha [OCTHXKEHHE Lelied TIOCYIapCTBEHHBIX IpPOrpaMm
Poccuiickoii @enepannu.

IIpuHuMas Bo BHUMaHHe U3JI0XKEHHOE, TOCTOSHHBIN KomuteT PEIIINIL:

L. Ilonnepxare npoekT denepanpHoro 3akona "O BHECEHHH H3MEHEHUH B
@enepanpupii 3akoH  "OO oOpallleHHH JIeKapCTBEHHBIX CpeAcTB" B 4YacTH
rOCYAapCTBCHHOI'O  PETYJIMPOBAaHMS LUEH HAa  JIEKAapCTBEHHBIE  IIpenaparsl,
BKJIFOUYEHHBIE B NIEPEYEHD XU3HEHHO HEOOXOAMMBIX H BOXXHEHIINX JIEKAPCTBEHHBIX
npenapaTtoB"

2. IloaAroToBUTP M BHECTHM Ha pPAacCMOTPEHHE OuYEpelHOM CeccHu
3axoHogarenabHoro CobpaHusi 007aCTH COOTBETCTBYIONIUI [TPOEKT IOCTAHOBJIEHHS.

Ilpencenatens koMUTETA JL.I'. Sluencrosa
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