T'OCYJJAPCTBEHHAS IYMA VLl
®EJIEPAJIBHOTO COBPAHMS POCCUMCKOM ®ENEPAIMN
CEJIBMOT'O CO3BIBA

BBIIIUCKA U3 NTPOTOKOJIA or 17.09.2018 Ne 142
3ACEJJAHUS COBETA I'OCYIAPCTBEHHO! JIYMBbI

"17" cenrsbps 2018r.

82. O npoexre (penepaianbnoro sakona Ne 509038-7 "O Baecenun n3meHeHusn
B cTaThio 55 MenepannHoro 3axoHa "0 ofpamennn JexapcTBEHHBLIX cpencTB'
(B 9acTr nHdopMHEPOBaHHS NOKyNaTe/leH 0 HANIHYHM B3aHMO3aMeHsAeMbIX aHAJIO-
roB JIEKaPCTBEeHHOr0 NpenapaTa) - BHOCHT AenyTaThl 'ocynapcrBenHo# JIymbl
C.M.Muponos, O.H.Enndpamosa, M.B.Emearsno, B.K.I'aprynr, O.A.Hunos,
A.A.PemeskoB, ®.C.TymycoB, B..I'azzaes, C.H.Kpwuek, J[I.A.MonunH,
O.A.Huxonaes, A.B.Tepenrses, A.B.Yena

IIpunsATO pemenune:

1. HanpaBuTh ykazaHHBIH HOpoekT ¢enepaibHOro 3akona I[Ipesunenty Poccuii-
cko¥i Penepanuu, B KOMUTETHI, KOMHCcHIO ['ocynapcTBerno# [lymsl, @pakmum B 'ocy-
napcrserHo# Jlyme, Coser @enepanun @enepampaoro Cobpanmns Poccuiickoit Dene-
pauun, [IpasurenscTBo Poccniickoit @enepamyn, Cuernyro nanaty Poccuiickoit @ene-
paumn, ObmecTBenHy¥0 nanary Poccuiickodt ®enepanuu, 3akoHOnaTeNbHbE (IpecTa-
BUTENbHEIE) A BHICIIWE HCIIOJNHUTENbHEIE OPraHkl FOCYIapCTBEHHOM BIIACTH CYOBEKTOB
Poccumiickoit ®enepanmyn ANd MOATOTOBKH OT3BIBOB, NPEIOKSHUH ¥ 3aMedaHuit, a
TaKoKe Ha 3aKmodenue B [IpaBoBoe ynpasnenne Annapara ['ocynapcTeenHoi JyMsl.

Ha3zHauuTh OTBETCTBEHHBIM B paboTe HaJ NpoekToM GenepalsHOIo 3aKoHa
Komurer ['ocynapcrBensoi JlyMbl 10 oXpaHe 30POBBS.

Or3BIBEI, IpennoXeHus U 3aMedaHus HanpaBuUTh B Komwuter IocynapcTBeHHOM
JlyMb1 o oxpase 3710poBbi A0 16 okTsa6ps 2018 ropa.

2. Komurery [NocymapcTBenno#t [yMBl mo oxpase 300pPOBBSA C YYETOM IMOCTY-
NUBIIMX OT3HIBOB, MPEIIOKECHAHA M 3aMe4aHHH MOArOTOBUTE YKa3aHHBIN NPOeKT dene-
paJIbHOI0 3aKO0Ha K paccMoTpeHHIo ['ocynapcTensoi Jymoi.

3. BxmounTh yka3aHHBIA NPOEKT (QedepalbHOro 3aK0Ha B IPHMEPHYIO IpOrpaM-

My 3aKOHONpPOEeKTHOH paboTel I'ocymapcTBeHHO# J[yMbl B Ieproj OCEHHEW CECCHH
2018 rona (xog6ps).

Ilpencenarens ['ocynapcTBeHHO
DenepansHoro Cobpanug's

Poccuiickoil @exepan B.B.Bononun



FOCYIAPCTBEHHAS IVMA
OELEPAJIBHOTO COBPAHNWSA POCCUUCKOYM DENEPALIVNA

CEIbMOTI O CO3BIBA

AENYTAT
TOCYIIAPCTBEHHOU JTYMBI

12 gt 2018 . No

IIpencenaremo
IlNocynapcrBerHO# JIymBI
Denepansaoro Cobpanms
Poccuiickoit @enepamuu

B.B. BOJIOINHY

VBaxaembiii Bsauecaas BukTopoBuu!

Ha ocuoBanuu crateu 104 KonctuTynmm Poccuiickot @enepauny BHOCHM
Ha paccmoTtperue I'ocynapcreeHHO# Jymsl @enepansaoro Cobparus Poccuiickoi
Qenepanyy B KadecTBE 3aKOHOIATENbHOH HHHIIMATHBEI IIPOEKT (emepantbHOTO
3akoHa «0O BHeCeHMM WH3MeHEeHHs B cTaTtbo 55 Dexepansroro 3akona «006
oOpalreHHH JIEKAPCTBEHHBIX CPELCTBY.

[Tpunoxenns:

TCKCT 3aKOHOIIPOEKTa Ha 2 JUCTax,

TIOSICHUTEIbHAS 3aITiCcKa Ha 2 JHUCTAax,
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nepedeHb akTOB (penepanbﬁoro 3aKOHOOATENBCTBA, IIOQNIEXKAIMHX ITPU3HaHHIO

YTPaT}IB]]IHMH CHIIY, IIPHOCTAaHOBJICHHUD, UIMCHCHHIO, JOIIOJIHEHHIO HIIH

IPUHATHAIO B CBSA3Y C IPHHATHEM (ellepallbHOTO 3aK0Ha Ha 1 nucre;

KOIIMH TEKCTAa 3aKOHOIIPOEKTa U MaTepHaJIOB K HEMY Ha MarHUTHOM HOCHTEIE.

Hcnonuurens: C.C. I'ycen 8(951)6740477
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IIpoext /V/ 504 038-%

BHOCHTCS nemyTaTtamu
TocymapcrBenHO# JlymEl

C.M. MuposossM
O.H. Enudasoso#
M.B. EmMensaaoBEIM
B.K. I'aptysrom
O.A. Hunossmm
ALA. Peme3sxoBeM
®.C. TymycoBbIM
B.I'. I'a33aeBemm
C.H. Kprouexom
I.A. NoEEHEIM
0O.A. HuxonaeBeIM

A.B. TepenToeBsiM
A.B. Yemnoit

®EJEPAJIBIILINA 3AKOH

O BHecenHH H3MeHeHHS B cTaThio 55 ®enepanbuoro zaxona «0O6
o0palieHuH JeKapCTBEeHHBIX CPeICTBY

Cratea 1

Homonuute crateio 55 @egmepanbHOoro 3akoHa «O6  obpamenun
JeKapcTBEeHHBIX cpencts» ot 12 ampens 2010 N 61-@3 (Cobpaume
3akoHomarenscTBa Poccuiickodt ®epepamuu 2010, N 16, cr. 1815) gacteio 9

CIeMYIOIIEro CONepKaHusI:

«. Oprasunzanumy, OCYyIIECTBISIOIIAE DPO3HHYHYIO TOPTOBIIO
TeKapCTBEHHBIMHU IIpenapaTaMy, 00s3aHbl B IIEpBYIO Odepensb NpoXHGOOpMHAPOBATE
[OKylaTels O Haluyuu Haubosiee HEImEBOro B3aMMO3aMEHAEMOr0 aHauora
JeKapCTBEHHOr0 TIIpemapara (COEpIKallero aHalOTMYHOE MEXIYHAPOIHOE

HelaTeHTOBaHHOE HaWMEHOBaHWE JIEKapCTBEHHOIO CpencTsa), HeoOXOOMMOro




IIOKyNaTelio, a Takke 00sg3aHbl NPOMHGOPMUPOBATh NMOKYyNATelds O HaWIUH

FHBIX B3aMMO3aMEHsSeMbIX aHaJIOTOB JIEKapCTBEHHOrO IIperapara (Comep Kamlux

AHAJIOTAIHOE MEXAYHAPOIHOE HEIIATEHTOBAHHOE HAMMEHOBAHUE JIEKAapPCTBEHHOI'O

CpeAcTBa), He0OX0AUMOr0 MOKYTIATEII0. ).

Cratesa 2

Hacrosmuii @enepanbHblil 3aK0H BCTyIIaeT B cliTy B TedeHne 30 gHed co mHS

€ro oQUIHUaIHEHOro Oy OIMKOBaHHUA.




MNOACHHUTEIBHASM JATTUCKA
K mpoekTy henepanbHoro 3akona «O BHeceHHH M3MEHEHUS B CTAThIO 55

®enepaabHOro 3akona «0O0 odpalieHun JeKAPCTBEHHBIX CPEACTB»

IlpoexT GeznepanbHOro 3akoma «O BHECEHWM H3MEHEHHS B CTaThio 55
@enepanpaoro 3akoHa «O0 oOpalleHUy 1eKapCTBEHHBIX CPEICTB») HAIPaBlieH Ha
3aIIXTY IpaB ¥ 3aKOHHBIX HHTEPECOB TPaXAaH IO OXpaHEe WX 3[I0POBbS, a TAKKe

Ha pasBUTHE KOHKYPEHIUH B chepe 3IpaBOOXpaHEHNS B LIETIOM.

Cutyanms ¢ obecnedeHWeM IpaXJaH JIEKapCTBEHHBIME CDPEINCTBAMH BBHIY
TSOKeNeHINero MaTepUanbHOTO IIONOXKEeHHS OONBIIMHCTBA HacelleHWs Hamei
CTpaHbl, HeObIBaNO¥  COLWANBHONM  CTpaTHGMKallM{, KOIJa, COTJACHO
opunMansHEEIM [aHHBIM 32 4epToil OexmocTH Haxomutes Oonee 20 MHIUTHOHOB
YellOBeK, SBIAETCS KPUTHYECKOW M TpebyeT HEMEUIEHHOrOo BMEIIaTeNnbCTBa
rocynapcTsa, B 9acTHOCTH, II0 JOIONHUTEIFHOMY PEryIMpPOBAHUIO IeSTelLHOCTH

opraﬂmauﬂﬁ, OCYIECTBIIIOIIKUX PO3HUYHYIO ITPOOaXy NEKAPCTBEHHBIX CPEIICTB.

KpomMe TOro, Kak JKOHOMHYECKYIO CHUTyalWi0 B IeIoM, TaKk H
(OuHaHCWPOBaHWE 31PABOOXPAaHEHWS B Halledl cTpaHe, COTNIAaCHO NPOTHO3aM
(OMHAHCOBO-3KOHOMHMYIECKOT0 B conuanbHoro 6nokos IIpasurenscra Poccuiickoit
@enepanmu He JXAET CKadoK pocra. lleHB! Ha eKapCcTBeHHBIE CpENCTRa,
M3TOTOBNEHUE KOTOPHIX B MOMABIAIONIEM OONBINWHCTBE CNydYaeB 3aBUCHT OT
UMIIOPTHEIX KOMIIOHEHTOB, 3a IOcienHue rofsl Beipocau Ha 50-150 mpoueHTOoB.
Msorre u3 IeKapCTBEHHBIX CPEINCTB B HACTOSINUY MOMEHT, K COXANCHWUIO, HE
MOTYT OBITH IpoW3BefieHB! Ha Teppuropuu Poccuiicko#t Deneparnum, BBULY HYero
OpPVYHH IS CHIDKEHMS TEMIIOB pOCTa MX CTOMMOCTM He Habmopmaercs. Cxoxas
CHTyal¥ss ¥ B OpYTUX chepax >XW3HHM HalllMX TIPaXIaH, PacXOnbl KOTOPEIX 3a
TIOCJIEHNE TOObl B CBS3Y C yXyIIIEH{2M SKOHOMMYECKOM CHTYallWi¥ BHIPOCIH B
passl: IepMaHeHTHO  yBedauumBaroTcs — Tapuder  KKX, IeHs  Ha

IIPOZIOBONBCTBEHHBIE TOBAPEL, TApU(DEI HAa TPAHCIIOPTE U T.1.



Taxkum 06pa3oM, B KpATHYIECKOH CHTyalluy 0Ka3bIBAIOTCS IPakaaHe, KOTOpEIe
BBIHY)KIEHBI 33 CBOY CHET OKYNaTh Pa3IdJHbIE JeKapCTBEHHbIE CPEACTBA. B aTHx
YCIOBHSX TOCYHApCTBO JOMDKHO B3STh Ha ce0s MHHAMANBHEIE 00S3aTENBCTBA 10
PEryJMpOBaHMI0  IPaBOOTHONIEHWH, CBA3aHHBIX ¢  HHGOpMHDOBaHHEM

HOKYH&TBJICi:I JICKapCTBEHHBIX CPEACTB O HAIMYINH HX OoJee JemeBEIX aHATIOTOB.

Hacrosmuit npoekT (enepaibHOrO 3akOHa HalpaBlieH Ha YCTaHOBJIEHUE
00s3aHHOCTH @O MAOMOJHUTENbHOMY WH(MOPMHPOBAHUWIO TpaXkAaH CO CTOPOHBI
OpraHu3alyii, OCYLIECTBILTIOIUX PO3HUIHYIO IPOLNAXKY JIEKaDCTBEHHBIX CPENCTB O
HaJIMYMK, B TIEepBYH0 odepenb Hambolee [OEINEBOr0 B3aUMO3aMEHIEMOTro
NEeKapCTBEHHOro IIpenapara, HeoOXONHMOro MOKymaTemio, TakKe OoO0s3aHbI

IIpOI‘IHli)OpMHpOBaTB INOKYIIaTelld O HAJIMYMH HHBIX B3aHMO3aMEHJICMBIX aHallOrOB

JIEKapCTBEHHOT O IIperapara, HBOﬁXOJIHMO]"O INOKYIIaTEIIxO.

HeobxomumocTs peanu3anyy yKa3aHHBIX Mep HOATBEep)XIeHa IPHHSATHIM B
pamkax pacuopspkerus [IpasurensctBa Poccuiicko#t ®@emepanum or 12 suBaps
2018 roma Ne9-p mmamoM MeponpuATHd «Pa3BUTHE KOHKYpEHIMH W

30paBOOXPAHEHMSD) U IUIAHUPYETCs K BBEICHUIO B CeHTsI0pe-HOos10pe 2018 roxa.

YuuTeIBasg H3I0XKEHHOE, 3aKOHONPOEKT SBIIIETCS KpalHe BaXKHBIM U
aKTyalbHBIM JJI CaMOr0 IIMPOKOI0 Kpyra HamluxX rpak[aH, HampaBlieH Kak Ha
pa3sBHTHE KOHKYPEHIMH B Cdepe 3IpaBOOXPaHEHHs, TaKk U Ha 3aUIATy IpaxIaH
Halie# cTpaHbl, M OCOOEHHO HauMeHee OOeCIeYeHHBIX €8 KuTenel, Ha
COXpaHEHHE HX 3[0pPOBbS M SKOHOMHIO IEHEXHBIX CPEACTB. ABTOpPHl MPOEKTa
HaCTOAMIEro QesieparbHoro 3aKoHa yOexIeHbl, 9TO 3aKOHONPOEKT HOJDKEH OBITH

peajin30Ban HEMEJICHHO U CHUTAIOT €r0 INpUHATHE HBOﬁXOHﬁMBIM B Kp&T‘i‘dﬁIIIHB

CPOKH.




OUHAHCOBO-9KOHOMHAYECKOE OBOCHOBAHUE
npoekTa denepanbHOro 3akona «O BHeceHHH H3MeEHEHHS B CTaThIO 55
®enepanbHoro 3akona «00 oOpamenny JeKapcTBEHHBIX CPEICTB»»

ITpuEsTHEe HacTOAINEro IpoeKkTa GenepanbHOT0 3aKOHA He IOBJIEYeT

JAOIIOJHUTEIBHBIX PaCXon0B U3 CPCICTB QJeﬂepaerHoro GK)IDKGTEL




INEPEYEHD

aKTOB (peepabHOTO 32aKOHOJAATEILCTEA H HHBIX HOPMaTHBHBIX IPaBOBLIX

AKTOB, NOAJEKANMX NPH3HAHUIO YTPAaTHBIIHMH CHITY, IPHOCTAHOBJIEHHIO,

H3MEHEHHIO WJIM NIPHHATHIO B CBA3H C NPHHATHEM NpoeKkTa (enepalbHOI0

3akoHa «0 BHeCeHHH H3MeHeHHs B cTaTbio 5SS PenepanbHoro sakona «06
o0pamieHuH JeKapCTBeHHbIX CPeICTB»»

TlpuHATHE HacTOMINEre HOpPOSKTa QENepalbHOr0 3aKoHa HE IOTpedyeT

IIPU3HAHWs YTPaTHBIOIMMH CHIIY, IIPHOCTAHOBJICHUIO, H3MCHCHHIO, NOITOJIHEHHIO

NI NIPAHSATHIO aKTOB cbe,uepaﬂbﬂor‘o 3aKOHOIaTeIIbCTBa.




