JAKOHOAATEJBHOE COBPAHHUE BOJIOFOIICKOﬁ OBJIACTHA
HocToAHHBIH KOMHTET O 06pa30BaHHI0, KYJABTYpe H 3APaBOOXPAHEHH IO
ya. [lymkunckas, 25, r. Bonoraa, 160000

PEIHIEHUE
ot 23 mapta 2020 roxa IIpoToxoa Ne 8

Bonpoc Ne 3.4.4.

O npoekxte denepanbuoro 3akona Ne 902457-7 ""O BHeceHMH M3MEHEHHH B
OTAeJIbHBbIE 3aKOHoJAaTe/ibHbIe aKTbl Poccuiickoii ®egepauuu mno Bompocam
obecnmevyeHHs] TIpa’kAaH JIGKADCTBEHHBIMH  MNpenapaTaMH, MeIHIHHCKHMH
H3JEJHAMH H ClIeHAJIH3HPOBAHHBIMU NPOXYKTAMH JIe4eOHOro NMUTaHHuA'"" .

IIpoext denepanpHoro 3akoHa BHeceH B ['ocynapcreennyto [Iymy @enepansHoro
Cobpanus Poccuiickoit ®eneparmu [IpaButensctBom Poccuiickoii ®enepanun.

3aKOHOMPOEKT pa3paboTaH BO HCIONHeHHe nopyveHuii [Ipesunenra Poccuiickoit
®enepanun ot 17 nexabpst 2018 r. Ne ITp-2420.

Kak oTrmedaeTcs B MOACHUTENBHON 3aIiCKe, LIENbI0 PEeATH3alMi 3aKOHOMPOEKTA
ABJIAETCS COBEPILICHCTBOBAHHE CHCTEMbI JIEKAPCTBEHHOIO OOECIHEeUYeHUs TpaXkIaH |
YBEJIMYEHUE JOCTYNHOCTH [UI OTAENBHBIX KaTeropud TIpaXk[aH JeKapCTBEHHBIX
IpenapaToB,  NPEAOCTABISAEMBIX B  paMKax  TEpPUTOPHUAIBHBIX  [POrpamMM
rOCYyIapCTBEHHBIX TrapaHTUH OeCIUIaTHOrO OKa3aHWs TIpaXJaHaM MEIULUHCKOM
ITOMOLIH.

3aKOHOINPOEKTOM  IpelycMaTpuBaeTcss co3fanne DenepalbHOrO perucTpa
rpaXkflad, HMEILIMX I@paBo Ha obecredeHHe JIeKapCTBEHHBIMH IIpelapaTaMu,
MEIUUUHCKUMHY H3JACIUAMH M CIELHATU3UPOBAHHBIMH IIPOAYKTaMH JIe4eGHOro
IIMTaHUsI 338 CYET CPEACTB OIO/DKETHBIX ACCUTHOBaHWM (emepalbHOro OrOKeTa U
OromkeroB cy6bekToB Poccuiickoit ®enepanmn (nanee - ®enepanbHblil peructp
rpaxkaaH), 3aKpeIuIAeTCs COCTaB BKIIOYEHHBIX B HErO CBEACHHUH, a TaKkXKe IMOJHOMOYKE
[paButenscTBa Poccuiickoit ®enepaiyu no onpenesieHUIO MOPSIKa €ro BEeISHUS.

Coznanre @eznepanbHOro perucTpa rpa<IaH HAMpaBIeHO Ha obecledeHne
aBTOMATHU3UPOBAHHOIO aHanu3a (AaKTHYECKOro obecHedeHus TIpakaaH JBMOTHBIX
KaTeropuil  JIEKapCTBEHHBIMH  NpenapaTaMd, MEIULWHCKMMH  HM3JENUAMH U
CTICNHATHM3UPOBAHHEIMM IIPOAYKTaMH JieueOHOrOo TIHTAaHHA, IOBLIIIEHHE TOYHOCTH
IIPOTHO3MPOBAHMs MNOTPEOHOCTM B JIEKAPCTBEHHBIX IIpemaparax, MeIUIMHCKUX
U3JICNHUAX U CHEUHATU3UPOBAHHBIX IIPOAYKTaX Je4eOHOro MUTaHMs, HEOOXOMUMEIX IS
peanu3allid MpPOrpamMM JIBFOTHOIO JIEKAPCTBEHHOTO oOecrieyeHus, obecreueHue
aBTOMAaTH3UPOBAHHOI'O aHAJK3a OCTAaTKOB JIEKAPCTBEHHBIX IPENapaToB B MeIUIIHHCKHX
U anTeYHbIX OpraHusauusax cyobektoB Poccuiickoii ®enepariuy.

Ilpy 3TOM 3aKOHONPOEKTOM NPEAYCMAaTPUBAETCH BHECEHHWE W3MEHEHHH B
®enepanbbli 3akoH oT 17 utong 1999 r. Ne 178-03 "O rocymapcTBeHHOM COLMATBHOM
oMo (manee - Ne 178-03) ¢ 1ebio 3aKperieHus] MEXaHH3MOB HH()OPMALMOHHOTO
oOMeHa Mexy PeliepallbHBIM PErHCTPOM IPaXIaH U (PpenepalbHBIMK PETUCTPAMH JIHIL,
MMEIOIIHX [IPaBO Ha JILIOTHOE JIEKAPCTBEHHOE OOeCIeueHue, eIUHOH ToCyAapCTBEHHOM
MH()OPMAILMOHHOI CHUCTEMOM COLMALHOTO 06eceueHusl.
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3aKOHONPOEKTOM  YCTAHABIMBAETCS IEPHOAMYHOCTh [EPECMOTPA  IIEpedHs
)KM3HEHHO HEOOXOAMMBIX M BaXHEHIINX JeKapCTBEHHBIX MpenapaToB (namee -
nepeverb JXHBJIIT) ne pexe omHOro pasa B rof, YTO MO3BOJUT aKTyaJM3HPOBATh
JaHHBIM IIepeveHb C y4YETOM €XEKBapTAIbHBIX 3aceJaHHil KOMHCCHH MuH3apasa
Poccuu no ero gpopmuposanmio

B Hactosiiee Bpems B coorBerctBHM Ne 178-®3 "O rocymapcTBEeHHOI
COLMATBHON IOMOLIM" Ha3HAYeHWE JIEKapCTBEHHBIX IIPENaparoB TIpaxkaaHaMm,
UMEIOIMM [IpaBO Ha JICKApCTBEHHOE O00OeCIeYeHHe B paMKaX I[peIOCTaBICHUSA
rOCylapCTBEHHOM COLMAIbHOM IMOMOINM, OCYINECTBISETCS B paMKaxX IIE€peyHs
JIEKapCTBEHHBIX TMpemnapaToB U1 MEAHMLUHCKOrO TMpPHMEHEHHS, B TOM YHCIE
JIEKapCTBEHHBIX TMpEnapaToB Ui MEIULUHCKOrO IIPUMEHEHHS, Ha3HAa4aeMbIX [0
PeIICHHIO Bpa4yeOHBIX KOMMCCHH MEIMIMHCKHMX OpraHuW3aluil (najlee - mepeyeHsb
OHJIC). Ilepeuens OHJIC dopmupyercs u3 neKapCTBEHHBIX IPENAPATOB, BKIOUEHHbIX
B nepedeHb JKHBJIIL Ilepeuens OHJIC ¢ 2020 roma Bxmouaer B ce6s 406 MHH
JIEKapCTBEHHBIX CPE/ICTB.

3aKOHONPOEKTOM IIPEe/UIaraeTcss OCYLIECTBIATh JIEKAPCTBEHHOE ObecIeyueHue
OTACNIBHBIX KaTeTOpPUH rpaxdaH B oObeMe He MeHee, Y4eM 3TO MPeIyCMOTPEHO
nepeuneM JKHBJIIL, B xotopeiii Ha 2020 rox BkmodeHo 758 MHH nexapcTBEHHBIX
CPEICTB.

Hasnadenue 1o pereHnio BpayeGHON KOMHCCHH JIEKAPCTBEHHBIX MPEIapaToB, B
TOM 4HCJI€ He BKIIOYEHHbIX B nepedens JXHBJII, He BXomAIMX B COOTBETCTBYIOLIMIA
CTaHIapT MEIMLHUHCKOH IIOMOLIM MM HE IPEJyCMOTPEHHBIX COOTBETCTBYIOLIEH
KIIMHHYECKOH peKOMeHznauueH, OyeT OCyIeCTBIAThCS, KaK M B HACTOAIIEE BpeMs, B
COOTBETCTBHH C 4acThlo 15 cratb 37 u myHkToM 2 yacTu 3 ctareu 80 ®esepansHoro
3aKoHa "0 0CHOBaxX OXpaHBbI 30POBbs rpaXkiaH B Poccuiickoit ®enepamyu”.

3aKOHONPOEKTOM  TaKXKe IPEAYCMOTPEHO obecrieueHHe  HaCeJeHHS
JIEKapCTBEHHBIMHM ~ IIpeapaTaMM B paMKaX  TEPPUTOPHANBHBIX  IPOrpaMM
rOCYyJapCTBEHHBIX TapaHTHHd O€CIIaTHOrO OKa3aHWs TpaXkIaHaM MeAULHUHCKOM
TIOMOLIHY B 00beMe HE MEHee, 4eM 3TO IpeaycMoTpeHo nepeunem JKHBJIIT.

PaccMOTpeB 3aKOHOIPOEKT, TOCTOSIHHBINA KOMUTET PELLIHII:

1)  nmommepxarbh mpoekT ¢enepanbHoro 3akoHa Ne 902457-7 "O BHeceHuu
U3MEHEHUH B OTJAEJIbHBIE 3aKOHOJATEJbHBIE aKThl PoccHiicKOil Oepepauun 1o
BompocaM 00eCnedeHus TIpaxaaH JIEKapCTBEHHBIMH IIPENapaTtaMH, MeJUIMHCKUMH
U3JICJIUSAMH U CIEIHAIM3MPOBAHHBIMU IPOAYKTAMH JIEYeOHOrO NUTaHus";

2) TNOATOTOBUTP M BHECTH HA pPACCMOTPEHHE CECCHH 3aKOHOATENBHOTO
Cobpanus 0671aCTH COOTBETCTBYIOMINA IIPOEKT IOCTAHOBIICHHS.
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