T'OCYJIAPCTBEHHAS IVMA
OEJIEPAJIBHOI'O COBPAHHMS POCCHUMCKOW ®EINEPALIMU
CEIbMOT'O CO3BbIBA

BBIIINCKA U3 ITPOTOKOJIA or 05.12.2018 Ne 160
3ACEJIAHUS COBETA I'OCYJAPCTBEHHOM JYMBI

"05" onekabps 2018r.

17. O npoexre peaepanabnoro 3akona Ne 592388-7 ""O BHeceHHH H3IMEHEHHH
B Penepanbublii 3akon "'O0 o6paleHHH NeKapCTBEeHHBIX CPEACTB'' B YaCTH rocy-
AapPCTBEHHOrO pery/IHpOBaHHS LIeH HA JleKapCTBeHHbIE MPeNapaThl, BKJIIOYEHHbIE
B nepevYeHb *KH3IHEHHO HEOOXOAHMBIX H BaKHEHIIHX JieKapCTBEHHbIX Npenapa-
TOB'" - BHOCHT IIpaBHTeabcTBO Poccuiickoi ®enepanun

IpuHusiTo pemenne:

1. HanpaBuTh yka3aHHBEIH npoekt ¢enepanbHoro 3akona Ilpesunenty Poccuit-
cxoit Penepainivd, B KOMHTETHI, KoMHccHIO ['ocynapcTBennoi J{ymsl, ¢ppakuuu B [ocy-
napcteeHHOH Jlyme, CoBer ®enepanuu ®enepansroro Cobpanus Poccuiickoit dene-
pauuH, IIpasurenscTBo Poccuiickoi @enepanun, Cuetnyio nanary Poccuiickoit ®ene-
pauun, O6mecTtBeHHYI0 nanaty Poccuiickoit ®denepanuu, 3akoHonarenbHble (npeacra-
BATENbHBIE) H BHICIINE HCIOJHUTEIbHBIE OpraHbl FOCYAapCTBEHHON BJIACTH CYOBEKTOB
Poccutickoii ®enepauuu AJis MOATOTOBKH OT3bIBOB, NPEIJIOXKEHUNK W 3aMevaHHi, a
TakKe Ha 3axmodenue B [IpaBoBoe ynpasienne Annapara I'ocynapctBeHHO#R JlyMbl.

Ha3HauuTe OTBETCTBEHHBIM B pabore Haj npoekToM GenepaibHOro 3aKoHa
Komurer I'ocynapcteennoit JlyMbl no oxpaHe 340pOBBA.

OT3biBBI, NpENNIOKEHAA H 3aMedaHus HanpaBuTh B Komurter I'ocynapcrBenHol
JlyMbl o oxpase 340poBbi 10 4 staBaps 2019 roxa.

2. Komurery I'ocynapctBenHo# [Iymbl o OXpaHe 300pPOBBA C Y4E€TOM IMOCTY-
HOUBIOHX OT3HIBOB, IIPEJIOKEHUH U 3aMeYaHHi NOATOTOBHTH YKa3aHHBIA NpoekT dene-
PaJILHOTO 3aK0Ha K paccMoTperuIo [ 'ocynapctBeHHO#N JlyMo#.

3. BinouuTh yKa3aHHBIA MPOEKT (enepalbHOro 3aKOHa B NPOEKT NpUMEpPHOH
IporpaMMEbI 3aKOHONIpOeKTHOH pabotel ['ocynapcrBenHo#t [[yMbl B mepuoj BeceHHel
ceccud 2019 roza (sHBaps).

Ipencenaress [N'ocynapcTBeHHQ
®enepaibHOrO Co6pan,f1g
Poccuiickoit ®enepanny, HBHBLX AKTOB B.B.Bononun

OKDOPMJTEHHR 7 BBITTYCKAY
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T'ocynapctBenHas Jfyma
@enepansHoro Cobpanus

NPABUTEIBCTBO Poccuiickoit Oenepanuu
POCCHUCKOH OEJEPALIAH

R I

Hara22.11.2018
MOCKBA Ne592388.7: 1.1

O BHeceHHNH NpoekTa ¢efepanbHOro 3aKoHa

"O BHeceHHH U3MeHeHUi B PenepalbHbIH 3aK0H
"O6 oOpallleHHH JIeKapCTBEHHBIX CPeCTB"

B YaCTH rOCYJapCTBEHHOIO PEryJIMpPOBaHUS HEeH
Ha JIeKapCTBEHHBIE NpenapaThl, BKIOYEHHBIE

B [IepeYeHb XXU3HEHHO HeOOXOAUMBIX

¥ BaXXHEHIINX JIEKapCTBEHHBIX MpenapaToB”

B cootBerctBum co crareeit 104 Koncrtutynuu Poccuiickoit Penepanuu
IlpasutensctBo  Poccuiickoii ~ ®Depepauyn  BHOCUT  Ha  paccMOTpPEHHUE
INocynapctsennoit Jlymel denepanbnoro Cobpanus Poccuiickoit ®enepaunm npoext
tbenepanbHoro 3akona "O BHeceHMHM u3MeHeHM B @DepepaipHBIE  3aKOH
"O0 ofOpamieHMy  JIEKapCTBEHHBIX  CpeACTB" B 4YacTH  TOCYJapCTBEHHOIO
peryJMpoBaHvs II€H Ha JIeKapCTBEHHBlE Ipenaparthl, BKIIOYEHHEIE B NepedeHb
XU3HEHHO HeOOXOOUMBIX U BaXKHEHIIUX JIEeKapCTBEHHBIX MpenapaToB”.

Ipunoxenue: 1. Tlpoext denepansnoro 3akoHa "O BHeCEeHHH H3MEHEHHH
B Oepnepanpubiii 3akoH "O6 obpamieHVu JeKapCTBEHHBIX
CpPeACTB" B YaCTH TOCYJapCTBEHHOTO pETyJMpOBaHUA LiEH
Ha JIEKapCTBEHHBbIE Ipenaparhl, BKIIOYEHHbIE B IlepedeHb
KU3HEHHO HEOOXOJMMBIX U BaxHEHINWX NeKapcTBEHHBIX
npenapatoB” Ha 10 1.
2. IloscuuTenbHas 3anucKa Ha 2 J1.

e 3, ®uHaHCOBO-3KOHOMHYECKOe 00OCHOBaHUE Ha | I

g 39 4 4. TlepeyeHs denepanbHBIX 3aKOHOB, MOMIEKAIUX IPH3HAHUIO
Cooo v YTPaTUBIIMUMH CHUILy, NPHUOCTAHOBIECHHIO, M3MEHEHHMIO HIIH
2o IIPUHATHIO B CBA3M C INpuHATHeM PenepalpHOro 3akoHa

- H
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"O BHeceHUH uU3MeHeHuidd B DexpepalbHBIA  3aKOH
"O6 obpalieHuyd  JIeKapCTBEHHBIX CPEACTB" B 4acTH
rOCYAapCTBEHHOTO PEryJIMpOBAaHMS LieH Ha JIeKapCTBEHHBIE
npernaparbl, BKJIIOYEHHblE B  IEpPEUEHb  KHU3HEHHO
HeoOXOOUMBIX U BaXKHEHIINX JIEKapCTBEHHBIX INIpernaparoB”,
Ha l ;.

5.TlepeueHr HOpPMaTHBHBEIX IpaBOBBIX akToB IIpe3unenta
Poccuiickoit ®epepauuu, IlpaButensctBa Poccuiickoit
Depepanun ¥ ¢enepanbHBIX OpPraHOB HCIOJIHUTEIBHON
BJIACTH, NOIEXalUX NPU3HAHUIO YTPaTUBLIMMHM CHITY,
IIPHOCTAHOBJIEHHIO, HU3MEHEHWIO WM IpPHHATHIO B CBA3M
¢ npunatueM @enepanpHoro 3axkoHa "O BHeceHHH
usMedeHunii B Denepanppiid 3akoH "O6 obpauieHuu
JeKapCTBEHHBIX CpPeACTB" B YacTH TIOCYIJapCTBEHHOIO
peryjJuMpoBaHus LEH Ha JieKapCTBEHHbIE IIperaparthl,
BKJIFOYEHHbIE B IepedeHb JKU3HEHHO HEoOXOOMMBIX
¥ BaXXHEHIIUX JIeKapCTBEHHBIX IpernapaTos”, Ha 3 1.

6. Pacnopsxenue IlpaButensctBa Poccuiickoit Penepanuu
0 BHECEHHMH INpoekTa denepanbHOro 3akoHa "O BHECEHUHU
n3MeHeHuit B DenepanbHbli 3akoH "O6 obpameHuu
JeKapCTBEHHBIX CpeACTB" B YacTH ToOCYHapCTBEHHOTO
peryiupoBaHMs LIEH Ha JieKapCTBeHHbIE IIperapartsl,
BKIIOYEHHbIE B IlepedyeHb JKU3HEHHO HeOOXOAMMBIX
" Ba)XHEHIINX JIeKapCTBEHHBIX nperapaToB”
B [T'ocynapctBennyro [ymy ®PenepansHoro Cobpanus
Poccuiickoii ®epepanyu U 0 Ha3HauYE€HHM OQUIMANBHOIO
npenctasutens IlpaBurensctBa Poccuiickoit Oenepaunu no
JaHHOMY Bolipocy Ha 1 J1.

IIpencenarens [lpaButenscrpa -
Poccuiickoit @enepanun JI.Mensenen

281112D0.doc
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Buocutcs [IpaBurenscteoM
Poccuiickoit Penepanuu

W SGR IS 7 ITpoekr

®EJIEPAJIBHBINA 3AKOH

O BHecenun usmeHenui B @enepanbHblii 3axoH ''O06 obOpamennn
JIEKAPCTBEHHBIX cpecTB'' B 4aCTH rocy1apCcTBEHHOI0 peryJIHpOBaHus
LleH Ha JIeKapCTBeHHbIE NpenapaTthl, BKJIIOYEHHbIE B NepeYeHb JKH3HEHHO
He00XOIUMBIX M BasKHeH I HUX JIEKAPCTBEHHbLIX MpenapaToB

Crarbs 1

Buectn B @enepansHbii 3akoH oT 12 anpenss 2010 roga Ne 61-03
"O6 oOpameHun nexkapcTBeHHBIX cpelacTB” (CoOpaHue 3akoHONATEILCTBA
Poccuiickoit denepaunu, 2010, Ne 16, ct. 1815; Ne 42, c1. 5293; 2012, Ne 26,
cT. 3446; 2013, Ne 27, ct. 3477; Ne 48, cT. 6165; 2014, Ne 52, ct. 7540; 2015,
Ne 10, cr. 1404; Ne 29, ct.4367; 2016, Ne 27, ct.4283; 2018, NQ 1, cT.9)
CJIEAYIOLINE U3MEHECHHUSL:

1)B myHkTe 9 cratbu 5 clloBa "YyCTAHOBJIEHHBIX IIPOM3BOLUTEIISAMM
JIEKapCTBEHHBIX [IPenapaToB NpeJelbHBIX OTIYCKHBIX I€H Ha >XH3HEHHO
HeoOXOAMMEIE U BakKHeHIMe JIeKapCTBEHHEIE Mpernaparsl’ 3aMEHHUTh CIIOBAMHU
"IpeJeNbHBIX  OTIHYCKHBIX L€H TPOU3BOAMTENIEM Ha  JIEKapCTBEHHBIC

nperaparbl, BKIIIOYEHHBIE B IIEPECYCHDb XKHU3HCHHO HGO6XOI[I/IMI>IX 1 BaXXHEHIIUX

JleKapCTBEHHBIX MpenapaTos, '
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2) B ctatbe 60:

a) MyHKT 2 U3JI0KUTh B CIEAYIOIEH peqaKiuu:

"2) yTBEpKIEHUS METONUKH pacyeTa MpeNeNbHBIX OTIYCKHEIX IeH
NIPOM3BOJMTENIEH Ha JIEKAPCTBEHHbIE Mpenaparsl, BKIIOUEHHBIE B IE€peueHb
)KU3HEHHO HEOOXOAMMBIX M Ba)KHEHILIMX JIEKApPCTBEHHEBIX MPENapaToB, a TAKKE
BHEJPEHHsI MEXaHU3MOB (POPMUPOBAHUS CUCTEMBI pehepeHTHEIX LIeH; ",

6) B myHkre 3 cnoBa "YCTAQHOBJIEHHHIX  MPOU3BOJUTEAMMU
JIEKapCTBEHHBIX NPENapaToB MpeAeNbHBIX OTIIYCKHBIX IIeH" 3aMEHUTh CJIOBAaMH
"IpeIeNbHBIX OTIYCKHBIX IIEH MPOU3BOAUTENIeH"

3) cTaTbio 61 H3JI0KUTE B ClleYIOLIEH peJ:[aKImH:

"Ctates 61. T'ocynapcTBeHHast perucrpanus H nepepernCTpamm

npeaeabHbIX OTHYCKHBIX 1IleH NMPOU3BOAUTEJIEH

Ha JIeKapCTBEHHbIE MpenapaTbl, BKJIKYeHHbIE

B NepeyeHb »KM3HEHHO He00X0AUMBIX U BasKHeHIIUX
JIEKapCTBEHHBIX NMPeNnaparoB

1. IlpenensbHas oOTHyckHas HeHAa MPOU3BOAMUTENS Ha JIEKAPCTBEHHBIN
Ipenapar, BKIIOUYEHHBIH B NepeUYeHb XKU3HEHHO HEOOXOOUMBIX M BaXKHEHIIHNX
JIEKapCTBEHHBIX TMIPEapaToB, I[OMJIEXKUT TOCYAAPCTBEHHOM perucTpanuu
B nopsake, ycraHoBieHHoOM IIpaButennctBom Poccuiickoit ®enepauuy,
Ha OCHOBAaHWUM IMPEJCTABIEHHOrOo B (exepanbHBI OpraH HCIOJIHUTEIbHON
BJIAaCTH, oOcCyHlecTBIsAomUA GyHKUMM 10 BelpaboTKE U peanu3aluu

rOCyJJapCTBEHHOH TNOJUTUKM M HOPMATHBHO-NPaBOBOMY pEryJIMpOBaHUIO

B CQ)epe 3ApaBOOXpaHCHHU, 3asABJICHHUA OCpXaATECIsad WKW  BJIaJAcjibLa
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PEruCcTpaliOHHOTO yAOCTOBEPEHUS JIEKapCTBEHHOTO nperapara
(YIOTHOMOYEHHOTO UM JIULIA).

2. 3aperucTpMpoBaHHas NpeJeabHas OTIYCKHAs IeHa MpOM3BOIMTENA
Ha JIEKapCTBEHHBIH [Ipemapar, BKIIOYEHHBIH B IIepedyeHb IKU3IHEHHO
HEOOXOAUMBIX M BAXKHEHIIMX J1€KapCTBEHHBIX IpenapaTroB, MOXET OBITH
NIEPEPETUCTPUPOBAHA B CTOPOHY YBEJIMYEHHS OIMH pa3 B KaJeHAAPHOM TOLY
Ha OCHOBaHMH IpEICTABJIEHHOTO B (elepanbHbIl opraH HMCIOJHUTENLHON
BJIACTH, OCYIIECTBJSIOMIMA (QYHKUMHM MO BHpabOTKE W  peaTu3aluu
roCy1apCTBEHHOH IOJIMTHUKM Y HOPMATHBHO-NIPABOBOMY pEryJIMPOBaHUIO
B chepe 34paBoOXpaHeHus, 10 | OKTAOps KaXKAOro rofa 3asBieHus JepKaTess
WIM  BJAjenbla pEerucTpalliOHHOTO  YIOCTOBEPEHUS  JIEKApPCTBEHHOIO
npenapata (YIOJHOMOYEHHOTO UM JIMLA).

3. 3aperucTpupoBaHHas IpeleibHas OTIYCKHas IleHa MPOU3BOAUTENA
Ha JIEKapCTBEHHBLIN Ipenapar, BKIIIOYEHHBIH B TMepeueHb HKU3HEHHO
HEOOXOAUMEBIX M BaXXHEHIIHX JIEKAPCTBEHHBIX NpENapaToB, MOXET ObITh
NIepepErucTPUPOBaHa B CTOPOHY CHMXKEHMsI HAa OCHOBAHUU IpEACTaBICHHOIO
B (hemepasbHBIA OpraH MCIOJHUTENLHON BIACTH, OCYLIECTBISIOMUNA QYHKIIMH
no BeIpabOTKE M peaM3alyy TOCyAapCTBEHHOW IOJHTHKM ¥ HOPMATHBHO-
PaBOBOMY peryIMpOBaHHIO B chepe 31paBOOXPaHEHHS, 3asIBIECHHUS JepKaTels
WIM  BJaJeNblla pPETUCTPALIMOHHOTO  YAOCTOBEPEHHUS  JIEKAPCTBEHHOTI'O

npenapata (YHOJHOMOYEHHOTO MM JIMLA).
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4. llepkaTelp  WIM  BAafelel PpETHCTPallMOHHOTO  YXOCTOBEPEHHs
JIEKApCTBEHHOrO Mnpenapara (yrnoJHOMOYEHHOE UM JIMLIO) 00s3aH NMpeACTaBUTh
B (helepalbHBIM OpraH MCIOIHUTENBHOM BJIACTH, OCYILECTRIMIOMUN QYHKIUH
0 BEIPaOOTKE M peanu3aldd TOCyJapCTBEHHOH NOJUTHKH W HOPMaTHBHO-
MPaBOBOMY  pEryJMpoBaHMIO B cdepe 31paBOOXpaHEHHs, 3asBIIEHHE
0 MEepeperucTpalvy 3aperuCTPUPOBAHHON MpENESIbHOM OTIIYCKHOM II€HBI
NPOU3BOJUTENIS HA JIEKAPCTBEHHEBIH Ipenapar, BKIIOYEHHBIH B II€pPEYECHb
KU3HEHHO HeOoOXOAMMBIX M BaXHEHINIMX JIEKAPCTBEHHBIM IMIperaparos,
B CTOPOHY CHMXXEHHS B CIEAYIOLIUX ClIyqasx:

1) cHIXEHMe 1LIeH B MHOCTPaHHOH BaliOTe Ha JIeKapCTBEHHEIN Mpenapar
B CTpaHe MPOM3BOAMTENS U B CTpaHaX, B KOTOPBIX JIEKAapCTBEHHBIN Mpemnapar
3aperuCTPUPOBaAH U (MJIM) B KOTOPBIE NMIOCTABJISAETCS TIPOU3BOJUTENEM;

2) CHI>KEHHWE 1eH Ha pedepeHTHBIE JIeKapCTBEHHBIE Ipenaparhl
B COOTBETCTBHH C IIyYHKTOM | Hactosdmeidl dacTtu (a7if COOTBETCTBYIOIIMX
BOCIIPOM3BENEHHBIX, OHOaHANIOTroBEIX  (OHOMOZOOHBIX)  JIEKAPCTBEHHBIX
NIPEnaparoB);

3) mpeBBILLIEHHE  TpEeNeNibHOM  OTHYCKHOM  IleHbl Ha  MepBhIH
BOCIIPOU3BE/ICHHEIH,  OuoaHatOroBe  (OMOMOMOOHBIA)  JIEKADCTBEHHEBIH
npenapar MHOCTPAHHOI'O IPOM3BOACTBA HAal MpENesIbHOW OTHYCKHOM I€HOH

NPOU3BOANTENIA Ha BTOpOﬁ BOCHpOHBBC,HCHHBIﬁ, OHMOaHaTIOTOBBIM
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(6bnornonoOHEI) NIEeKapCTBEHHBIM INpenapar, pacCYUTaHHOM B COOTBETCTBUHU
C METOAMKOM, yTBepkaAcHHOH [IpaBuTtenscTBoM Poccuiickoit denepanuu;

4) mpeBplllIEeHHE  NpedeabHONM  OTHYCKHOM  LeHBl Ha  NEepBHIH
BOCIIPOM3BEJEHHBINH, OuOaHaNoroBbil  (OMOMOAOOHBIN)  JIeKApCTBEHHEIH
npenapar IIPOU3BOAUTES rocyaapcTna - 4ieHa EBpazuiickoro
3KOHOMHYECKOI0 COK3a Hal NpelaeibHOM OTHYCKHOHM LIEHOH MpOW3BOIUTENS
Ha  BTOpPOH  BOCIpPOM3BEACHHBIH,  OWoaHAIOroBbid  (OMOMOLOOHBINH)
JIEKapCTBEHHBIHN MpenapaT NpoOU3BOAUTEINS rOCyJapcTBa - wieHa EBpasuiickoro
3KOHOMHYECKOTO COM033, paccuMTaHHOU B COOTBETCTBHU
¢ MeToauKOM, yTBepxxaeHHoH [IpaBuTenscTBoM Poccuiickont denepanuuy.

5.Tlopsimok  mepeperucTpauvy  3aperucTPUPOBAHHBIX  IPEAE/IbHBIX
OTIYCKHBIX IIEH [IPOM3BOJUTENEH Ha JIEKApCTBEHHBIE ITpenapaThl, BKIIOYEHHEIE
B IepeyeHb IKU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKapCTBEHHBIX
MpenaparoB, B ClIy4asx, NPeyCMOTPEHHBIX YacTAMHU 2 - 4 HACTOSIIEH CTaThy,
ycra”apnuBaeTcs [IpaBurenscreom Poccuiickont @enepanum.

6. JKOHOMHYECKUI aHaJIn3 npenesbHON OTITyCKHOR 11eHBI
MPOU3BOJUTENST Ha JIEKapCTBEHHBIH IIpenapar, BKIIOYEHHBIH B IIEpeUeHb
®KU3HEHHO HEOOXOAMMBIX M BaXHEUWIUMX JIEKAPCTBEHHEIX IIperaparos,
npu €e  roCydapCTBEHHOH  perucTpaldd WM [€peperucTpanuu
ocyuiecTBiasercs  (enepanbHBIM  OpPraHoM  MCHOJHMUTENBHOH  BJIACTH,

OCYHIECTBIAOIINM (byHKLII/II’I N0 NMPHUHATHIO HOPMATUBHBIX IIPaBOBBLIX aKTOB
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6
¥ KOHTPOJIIO 3a COOJIOeHHEM 3aKOHOMATENbCTBa B chepe rocyaapCTBEHHOIO
peryupoBaHust IieH (Tapu(oB) Ha TOBapH! (yCIyIH).

7.PacyeT mpedenbHBIX OTIMYCKHBIX LIEH, YKa3aHHBIX B dacTax 1 u 2
HacTosle cTaTbd, TMpPU KX TOCYJapCTBEHHOM  pErucTpalud WU
MIepeperucTpaluyd  OCYILECTBISIETCA B COOTBETCTBHH C  METOAMKOM,
yrBepxkaenHoi IlpaBurenscTBoM Poccuiickoit ®Penepanun U ydyuThIBaroulei
B TOM 4HCIE:

1) cobnronenre OanaHca HHTEpeCOB MoTpeOUTENEH JeKapCTBEHHBIX
IpernapaToB, BKJIIOYEHHBIX B  ITEpEYEHb  JKM3HEHHO  HEOOXOOMUMEBIX
W BaXKHEAIIMX  JIGKADCTBEHHBIX  IperaparoB, U  IPOU3BOAUTENEH
JeKapCTBEHHBIX  IpEnaparoB, BKIIOYEHHBIX B  II€peYeHb IKU3HEHHO
HEOOXOIMMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX MIPENaparos;

2) GaKkTUYECKyl0 OTNYCKHYIO LIEHy Ha JIEKApCTBEHHBIE Ipenaparsl
B Poccuiickoii @enepanum, LEHY BBO3a JIEKApCTBEHHBIX MNpenaparos
B Poccuiickyro @enepaunio, a TakKe IEHbl Ha aHAJOTHYHBIE JIEKAPCTBEHHbIE
npenapatsl, Haxonsuuecs B obpauenun B Poceuiickoit enepanny;

3) 3aTparhl npomsonmenﬂ JIEKapCTBEHHOTO npemnapara
Ha IMPOM3BOJCTBO M peaT3alfIo JIEKapCTBEHHOr o NIpenapara;

4) ueHy Ha JIGKapCTBEHHBIM TIperapar, €ro LeHy B CTpaHe
NpOU3BOAMTENSE W B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIA Ipenapar

3aperuCcTpupoOBaH U (I/IHI/I) B KOTOPBIC ITOCTABJIACTCA IIPOU3BOANTEIIEM.
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7

8. He nomyckarorcs peanusauys M OTIIYCK JIEKAPCTBEHHBIX MpENapaTos,
BKIIOYEHHbIX B MEPEYEHb IKU3HEHHO HEOOXOAMMBIX U  BaXKHEHIIUX
JIEKapCTBEHHBIX INPENapaToB, Ha KOTOPbIE NMPOM3BOAUTENSAMU JEKAPCTBEHHBIX
TpenapaTtoB He 3aperdCTpHpOBaHa IpejebHas OTIYCKHAs leHa, pealu3alus
[IPOM3BOJUTENAMH JICKADCTBEHHBIX IIPENapaToB MO LE€HAM, MPEBBIMIAOIIUM
3aperUCTPUPOBAHHBIE MJIM NEPEPETHCTPUPOBAHHBIE IPENENbHEIE OTIMYCKHbBIE
LeHbl Ha JIEKapCTBEHHBIE MpenapaThl C y4eTOM Hajora Ha [Jo0aBlEeHHYIO
CTOMMOCTb.

9. OcobeHHOCTH  roCyJapCTBEHHOIO  pEryjJMpOBaHHs  IPEAEsIbHBIX
OTIYCKHEIX LIEH IIPOU3BOAUTENEH Ha JIeKapCTBEHHBIE Mpenaparhl; BKIIOYEHHEIE
B MEPEYEHb JKMW3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX
NpEenapaToB, B 3aBUCHMOCTH OT OSKOHOMUYECKMX U (WJIM) COLHAIbHBIX
KPUTEPUEB (M3MEHEHUE YCIOBHM, MOpSAKA M CTOMMOCTH [POM3BOACTBA
JIEKApCTBEHHHIX IIPENaparoB, HCIOJb30BaHHE HOBBIX GOpM, MeTOHOB H
CIocoOOB  IOCYAApCTBEHHOrO pEryJHpOBaHUS LEH Ha JIeKapCTBEHHBIE
npenapaTel, B TOM UHCJE Ha OCHOBE MeXaHusMa pedepeHTHOro
1IeH00Opa30BaHMs, HM3MEHEHHH MNOpsgKa OKa3aHWS MEeIULIMHCKON IOMOIIH,
M WHBIE H3MEHEHHs) ycraHaBiuBaioTcs llpaButenbctBoM Poccuiickoit

®denepanuu.”;

28092227.doc



4) B cTaTbe 62:

a) B yacTH 1 cjioBa "mpenenbHbie OTITYCKHBIE LIEHB" 3aMEHHTh CIIOBAMH

1"

W nepeperucTpUupoOBaHHbIC npeesbHbIE OTIYCKHEIE LIeHBI
npou3BOAMTENENR";

0) B yacTu 2:

B IyHKTe 6 CJIIOBO ", lepeperucTpauuu’ 3aMeHUTh CJIOBamu

"WJIM miepeperucTpanuu’;

JOTIOHUTD ITYHKTOM 6' CIIEYIOIMIEro COMepKaHUsL:

"6') naTa BCTYIUIEHHS B CHITy MPHUKAa3a YOJHOMOYEHHOTO (heepabHOro
opraHa HCIIOJIHUTEJIbHOH BJIacTM O TOCYHAPCTBEHHOM  perucTpaunuu
WK TepeperucTpallid MpeAeNbHOH OTMYCKHOM LEHBl MpPON3BOOUTEIS
Ha ﬂexapCTBeHHblﬁ npenapar, BKIIOYEHHBIH B IEpEeYeHb IKUIHEHHO
HeOOXOIMMEIX ¥ BaXKHEHIIIMX JIEKapCTBEHHBIX IIpeNnapaToB;";

B) B 4yaCTH 3 CJIOBO "perucTpauus’ 3aMEeHHUTh CIOBaMHU "perucTpalus Uiu
nepeperucTpanus’;

5)B wacTH 2 cTaThbH 63 clioBa "3aperHCTPHPOBAHHOH NpeesbHOM
OTIYCKHOH L{E€HBI" 3aMEHUTH CJIOBaMH "3aperucTpupOBaHHOMN
WIH NepeperucTpUpOBaHHON MpeAeNbHON OTIIYCKHOH LIEHBI IPOHU3BOJMTEIIS

(Ha [aTy peajM3alyy JIEKapCTBEHHOTO MpenapaTa IpoU3BOAUTENIEM)".
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Cratbs 2

1. 3aperucTpupoBaHHEle A0  BCTYIUIEHMs B CHIYy  HacCTOSIUEro
@enepalbHOrO 3aKOHA IpENEeNIbHBIE OTIIYCKHEIE LIEHBl IIPOM3BOAMTENEH Ha
JIeKapCTBEHHbIE  TIpenaparhl, BKIIOYEHHBIE B  IN€pPEeYeHb  KHM3HEHHO
HEOOXOOMMBIX M BaKHEHNIMX JIEKAPCTBEHHBIX IIpernaparoB, [OAJIeXaT
obs3atenbHOM nmepepeructpaunu B 2019 - 2020 romax B IOpsAKe,
ycraHoBiieHHOM IIpaButensctBoM Poccuiickoi @enepanuu.

2. TlopsaioK BCTYIUIEHHS B CHJIy TIPUKa3’oB (elepajibHOro oprasa
UCTIONHUTENLHON  BJACTH, OCYIIECTBIISIOLIEro (YHKIMH MO0 BBIpaboTKe
M pealu3aldd TOCylapCTBEHHOH TONUTHKM M HOPMAaTHBHO-IIPABOBOMY
PETYJIMPOBAHHIO B cepe 3ApaBOOXPaHEHHs], O NEPEPETUCTPALIUK TIPEACIBHBIX
OTMYCKHBIX L€H IPOU3BOAMTENEH Ha JIEKAPCTBEHHEIE NIpEeNaparsl, BKIIOYEHHEIE
B IepeYeHb JKU3HEHHO HEOOXOJNUMBIX M BAXHEHUIMX JIEKApCTBEHHBIX
IIpernapaToB, B COOTBETCTBUH C YAaCThIO 1 HACTOALIEH CTAThU yCTaHABINBACTCH
IIpaButensctBoM Poccuiickoin Penepanuu.

3. O6s3aTenbpHas NnepeperucTpanns 3aperucTpUupoOBaHHEIX O BCTYIIIEHHA
B cuiy Hactosiero QenepalbHOr0 3aKOHA MNpEEbHBIX OTITYCKHBIX NEH
MpOM3BOAMTENEH Ha BOCHPOM3BEICHHbIE, OuoaHanorosele (OuononobHbIe)
JIEKApCTBEHHBIE  [IpeMapaThl, BKIIOYEHHbIE B  NEPEUCHb  JKU3HEHHO
HEOOXOIUMBIX u BaXHEHIINX JIeKapCTBEHHBIH npenaparos,

ocymectaisercss B 2019 - 2020 rogax 6e3 mNpeACTaBlIeHHs JepXaTeleM
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MM BIAJEJIbLIEeM pPErucCTPalMOHHOIO YIOCTOBEpPEHHS  JIEKApCTBEHHOI'O
npenapara (YIOJTHOMOYEHHBIM UM JIMIOM) 3asiBJieHHs B (elepalbHEIM opra
HCIIOJIHATENBHON BJIaCTH, OCYIIECTBILIIOIINN (YHKUMH 10 BBIPaOOTKE
U peaM3alydy TrOoCyJapCTBEHHOM IOJIMTHKM M HOPMAaTHBHO-IIPABOBOMY
Pery/MpOBaHHIO B chepe 3apaBoOXpaHeHus. "

4.He oponyckaercs peanusauus I[POU3BONUTENSIMH JIEKAPCTBEHHBIX
IpenapaToB, BKIIOYEHHBIX B  HepeueHb  JKU3HEHHO  HeO00XOAMMBIX
W BaXHEWIIHX  JIEKAPCTBEHHBIX  IIpenapaTroB,  3aperMCTPHPOBAHHBIE
nmpefesibHBle  OTIYCKHBIE L€HBl Ha KOTOphle He [epeperucTpUpOBaHEb]
B COOTBETCTBUHM C 4YacThio 1 Hacrosiedl cTaTbd, CO [JHS, YCTaHOBJIEHHOTO
IIpaButensctBom Poccuiickoit @enepauuu.

CraTbs 3

Hacrosammit ®enepaibHbli 3aKOH BCTyIAa€T B CHIYy CO JHSA €ro

oduIHanBEHOIO ONMyOIMKOBaHHUS.

IIpe3unent
Poccutickoit Penepanun
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INOSICHUTEJBbHAS 3AITUCKA

K mpoeKTy deaepaiabHoro 3akona "' BHeceHHH H3MeHeHH i
B Degepannubid 3ak0H ""O0 ofpaleHuH JJeKapcTBEeHHBIX cpeacTB"
B YaCTH roCyAapCTBEHHOr0 Pery/IHPOBaHMSA LIEH HA JEeKAPCTBEHHbIE
npenaparsl, BKJIIO4Y€eHHbIE B TepeYeHb JKHU3HEHHO HEe0OXOAHMBIX
H BaKHEHIHX JIEKAPCTBEHHBIX NpenapaTos''

Ilpoext ¢enepanbHoro 3akoHa "O BHeceHHH H3MeHeHuH B (DenepanbHbli
3akoH "O6 oOpalueHMM €KapCTBEHHBIX CpEeNCTB" B YacTH TOCYLAapPCTBEHHOTO
peryjiupoBaHus LeH Ha JIEKapCTBEHHbIE INpernapaThl, BK/IIOYEHHBIE B MEpedYeHb
KM3HEHHO HEOOXOOUMBIX M BaXXHEHINX JIeKapcTBEHHBIX IpernaparoB” (nanee
COOTBETCTBEHHO - 3akoHonpoekT, JXHBJIII) pazpaboTtan Bo ucrnonHeHue nopydeHus
Ilpesunenta Poccuiickoit ®epepanun ot 29 nexabps 2016 r. Ne[Ip-2586
(mynkte! | - 3) u ykazarus Ilpesunenta Poccuiickoit ®eaepanvu ot 6 utons 2018 r.
NeTlp-1161 B wnensx yreepxnaenusi IlpaButensctBom Poccuiickoit ®epepaunnu
nmpaBusl  obs3atensHot  mepepeructpauuu B 2018 - 2019 romax  paHee
3aperycTPHPOBAHHBIX TIPeIeIbHBIX OTIYCKHBIX [eH Ha JIeKApCTBEHHEIE IpeapaTh |
YCTaHOBJIeHUS OOSA3aHHOCTH Jepxkarejedl WIM BJAfeNbleB perucTpanuOHHBIX
VIOCTOBEpEHUIl JIeKapCTBEHHBIX IPENapaToB CHIXATh paHee 3aperuCTpUpOBaHHBIE
LEeHbl Ha JIeKapCTBEHHbIE IMpenapaThl NMPHU HACTYIUIEHWUHM CIIy4aeB, YCTAHOBIEHHBIX
IlpaBurenscTBoM Poccuiickoit denepauni.

3aKOHOMPOEKTOM IpegycMaTrpuBaercs, oOsA3aTenpHas IepeperucTpaius
3aperHCTPUPOBAHHBIX  IPENENbHBIX  OTIYCKHBIX I1I€EH INIpOM3BOAMTENEH  Ha
JleKapCTBeHHBIE TMpemapaThl, BKIOuYeHHble B mnepedeHs JKHBJIII, B cropony
CHI)KEHHS TIpH HaCTYIUIGHUHM YCTaHOBNEeHHbIX IlpaButenscTBoM Poccuiickoii
Denepauny ciydaeB, B TOM HHUCIE CHWXEHHE IIeH B HMHOCTPaHHOH BamoTe Ha
JIeKapCTBeHHEBIE IperiapaTtbl B CTpaHe MPOM3BOAMTENS M B CTpaHax, B KOTOPBIX
JIeKapCTBEHHBIE IIpernapaThl 3aperdCTPUpPOBaHbl WM B KOTOpbIE IIOCTAaBISIOTCH
IPOM3BOJUTENEM.

Taxxe 3aKOHOMPOEKTOM IpeaycMaTpuBaeTcs 00s3aTeNbHas repeperucTpaums
B 2019-2020 rogax  IpedenbHbIX  OTIYCKHBIX  II€H  IPOM3BOJUTENEHN
Ha  JIeKapCTBEHHBIE  IIpernapartbl, BKIOYeHHble B  nepeuens JKHBIJII,
3apEerUCTPUPOBAHHBIX PaHEE M0 Pa3IMIHBEIM METOAMKAM.

3aKOHOMPOEKTOM [IOIONHUTENBHO YTOYHSETCS, YTO 3aperuCTpupOBaHHas
npejenbHas OTITYCKHAs [eHa MPOU3BOIUTENS Ha JEKapCTBEHHBIH Npemnapar MOXET
OBITH IEPEPErHCTPHPOBAHA B CTOPOHY YBEJIMYEHHs HE Yallle OJHOro pa3a B Iofl.

B cBsa3u ¢ TeM, 4TO mnpu 00A3aTeNbEHOM IlepeperducTpauny NpeAesbHON
OTIYCKHOM LEHBI IPOM3BOIWTENS Ha JIEKapCTBEHHBIH IIpemnapaTr MpexyCMOTPEH
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NepeXOHbIH NepHoA, B TeYeHHE KOTOpOro peaausalys U BBO3 JIEKAPCTBEHHOIO
npenapata Ha TeppuTopHio0  Poccumiickod — (@elepalli  IPOU3BOTUTENEM
OCYIIECTBIIAIOTCA [0 paHee 3aperHCTPHUPOBAHHOM LIEHE, B 3aKOHONPOEKT BKIIIOYEHEI
nonoxxenus, Hanenstouue IpasutensctBo Poccuiickoi @enepaliuy MOITHOMOYHSIMU
II0 YCTAQHOBJEHUIO IOpsAAKa BCTYIUIEHHS B CHIY 3aperMCTPHPOBAHHOM U
NepeperuCTPUPOBaHHON  INPENENBHONM  OTIIYCKHONM  LEHBI INPOM3BOJHMTENA Ha
JIeKapCTBEHHBI MpernapaT M CpoKa, IO MCTeYEeHMH KOTOpOro pealu3alus
TIPOU3BOAUTEIIEM JIEKAPCTBEHHOTO IIpenapara ¢ y4eTOM paHee 3aperuCTpHPOBaHHOM
IEHBI HE JOIyCKaeTcsl.

OcoOblif  TOpAZOK BCTYIUIEHHS B CHIy 3aKOHOIpoeKkTa 0O0ycCliOoBIeH
HEoOXOAUMOCTBIO CKOpEUIIEro yperyiaupoBaHus COOTBETCTBYIOIIUX
IPaBOOTHOLIEHU.

IIpennaraeMble 3aKOHOIIPOEKTOM pEIEHUs] HE OKaXyT BIUSHHUA HA JIOXOIBI
WM pacXolbpl COOTBETCIBYHOILEro OoxeTa OlomkeTHOH cucteMsl Poccuiickoi
@depmepanyy, a TakkKe Ha JOCTHXKEHHE LeNedl TrocyJapcTBEHHBIX IPOrpamm
Poccuiickoii denepaiuy.

3aKOHOTIPOEKT COOTBETCTBYET IonokeHHsM JloroBopa o EBpasuiickom
JKOHOMHYECKOM  COl03e, noanucagHoro B TI. Acrtane 29mas 2014r.,
u CornamieHuss O €IMHBIX NPUHLUIAX M IpaBuaax oOpalleHusl JeKapCTBEHHBIX
CpeICTB B paMmkax EBpa3suiiCKoro 3KOHOMHYECKOIO COH033a, 3aKIYEHHOTO
B I. Mockse 23 nekabps 2014 r.
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O®HNHAHCOBO-35KOHOMMYECKOE OBOCHOBAHUE

K npoekty denepajbHoro 3akoHa 'O BHeceHHH H3MeHeHHH
B @enepanbHublii 3akoH ""O0 o0panieHns JiekapcTBeHHbIX cpeacTB'
B YaCTH rocyJapcTBEHHOro Pery;JTHpOBaHHSA LIeH Ha JleKapCTBeHHbIE
npenaparbl, BKJIIOYeHHbIe B IepedeHb )KH3HEHHO He00X0AHMBIX
H BaXHeHIIHX JeKapcTBEeHHBIX Nnpenaparos

Peanuzanus ®denepanbHOTO 3aKOHa "O BHeceHUH M3MEHEHUN
B ®enepanpubii 3akoH "OO6 oOpalieHWH JeKapCTBEHHBIX CPeACTB" B HacTH
rOCyIapCTBEHHOTO  perylupoBaHMs LeH Ha JIEKapCTBEHHBIE  IpENapaTl,
BKJIIOUEHHEIE B IlepedeHb )KM3HEHHO HEOOXOAMMBIX M BAXHEHIIMX JIEKAPCTBEHHBIX

npemnapaToB” He MOTpedyeT NOMOJHUTENBHBIX pPAacXoJOB 3a CYeT OMOMKETHBIX
aCCHTHOBaHHH denepanbHOro OromKera.
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ITIEPEYEHD

¢eepaJbHbIX 3aKOHOB, NOAJIEKAINX NPUIHAHUIO YTPATHBIIHMH CHJIY,
HPHOCTAHOBJIEHHIO, H3MEHEHHUIO HIIM NPHHSATHIO B CBSA3H C NPHHATHEM
QPenepasbHoro 3akona 'O BHeceHHH H3MeHeHu M B PeepajibHbIA 3aKOH
"O6 oOpallleHHH JIEKAPCTBEHHBIX CPeICTB'' B YacTH rocyJapCcTBEHHOI 0O
pery.;IHpoBaHHs LleH Ha JIeKapCTBeHHbIe [IpenapaTkl, BKJIIOYeHHbIE B IepeYeHb
KH3HEHHO He0OXOAMMBIX H BaKHEHIINX JIeKAPCTBEHHBIX NIpenapaTos’

Ipunstue PenepansHoro 3akoHa 'O BHeceHHM H3MeHeHHH B DenepanbHBIN
3akoH "O0 oOpamieHMHM JeKapCTBEHHBIX CPEACTB" B YacTU TIOCYJapCTBEHHOIO
peryJMpoBaHis LEeH Ha JIeKapCTBEeHHble Iperaparhbl, BKIIOYEHHBIE B I[E€pPEYEHBb
’KU3HEHHO HEOOXOAMMBIX ¥ Ba)KHEHIIINX JIeKapCTBEHHBIX NIperapaToB” He NoTpedyeT

NpU3HAHWS YTPaTUBUIMMH CUIY, IPUOCTAHOBJIEHUS, W3MEHEHHMs WIM NPHHATHS
denepanbHBIX 3aKOHOB.

>
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IIEPEYEHD

HOpMAaTHBHBIX NPaBoBbIX akToB IIpesnaenta Poceuiickoi Peaepauny, IlpapuresbeTna Poccuiickoii @enepauun u gegepabHbIxX
OpraHosB HCHOJIHUTEJbHOH BJIACTH, NOAJICKAINHX NPHU3HAHHIO YTPATHBUIHMH CHJY, NPHOCTAHOBJICHHIO, H3MEHEHHIO HJIN
NPHHATHIO B CBA3H ¢ npuHsiTHem PenepabHoro 3akona 'O Baecennn usmenenuii B @egepanburiii 3akon ""06 obpamennu
NeKapCTBEHHBIX CPEACTB'' B 4ACTH rocyiapcTBEHHOr0 Pery/IMpoBaHHs UeH Ha JIeKapCTBeHHbIe Npenaparebl, BKJIOYeHHbIE
B MepeYeHb JKU3HEHHO HEOGXOAHMBbIX H BayKHEH IMX JIeKapCTBEHHbIX NpenapaTos’’

B cas3u ¢ npunstiueM PenepanpHoro 3akoHa "O BHeceHuH u3MeHeHHil B QenepaibHbli 3akoH "O0 OOpalleHHH JEKapCTBEHHBIX
CPeAcTB" B YAaCTH TOCYHAapCTBEHHOIO PpEry/lMpOBaHMiA LEH Ha JIeKapCTBEHHbIE MPENaparsl, BKIOYEHHbIE B IEPEYCHb JKU3HCHHO
HEOOXOMUMBIX M B)KHEHIIMX JeKapCTBEHHBIX MpenapaTtoB” NOTpebyeTcss NpHHATHE CIEeJyIOIHUX I[10CTaHOBJICHHH IlpaBuTenscTBa

Poccuiickoit ®enepanuu:

O6ocHoBaHKE
Llens, npeaMeT Hcnonuurens
HeoOxoguMocTd | Cpok NOATOTOBKH
No HaumMeHoBaHue npoeKkTa U coJlep>KaHue W COUCIOJIHUTEND pa3paboTku
HOATOTOBKH HOPMaTUBHOIO
n/m | HOPMATUBHOIO IIPABOBOr'O aKTa IpaBOBOI'O IIpoeKTa HOPMaTUBHOIO
HOPMAaTHUBHOI'O MPaBOBOIO aKTa IVILDOBAHIS
MPaBOBOTO aKTa
[PaBOBOIO aKTa perytp P
1. TIpoekTt mocTaHOBJICHHUS 3aKOHOIIPOEKT B TEYEHHUE yCTaHOBJIEHUE Mun3npas Poccun,
ITpasuresnbcTBa Poccuickon 3 MecsleB co IHA  IOpAaKa Munnpomropr Poccuu,
denepauuu "O BHECEHUH BCTYIUICHHUS B CHIIy TOCYJapCTBEHHOTO Munroct Poccun,
M3MEHEHMI B TOCTAHOBJIEHHE denepanbHOro peryJivpoBaHHs LieH MunskoHoMmpasBuTus Poceun,
[IpaButenscTBa Poccuiickoi 3aKOHa Ha JIEKapCTBEHHBIE Mundun Poccun,
®enepanun ot 29 okra0pa 2010 r. Npenaparsl, OAC Poccuu
No 865 "O rocynapCTBEHHOM BKJTIIOUYEHHBIE

B [IepeYE€Hb XKH3HECHHO

perynupoBaHHHU LIEH
HEOOXOAUMBIX

Ha JIEKapCTBCHHBIC npenaparsl,

28092231 .doc



Ne HaumenoBanue npoexra
n/m | HOPMaTHBHOIO IPaBOBOIO aKkTa

O6ocHoBaHHe
HeoOXOaUMOCTHU
MOATOTOBKHU
HOPMaTHBHOTO
IIPaBOBOIO aKTa

Cpox noiroToBku
HOPMaTHBHOIO
IpaBOBOrO aKTa

Lens, npenmeT
U COACpKaHHUE
IIpaBOBOI'0
perynupoBaHus

Ucnonnutens
1 COUCIIOJIHMTENb pa3paboTKu
IIPOE€KTa HOPMATHBHOTO
IIPaBOBOTrO aKTa

BKJIIOUEHHBIE B [I€pEeYeHb
XKHU3HEHHO HE0OXO0UMBIX

1 BaXXHEHIINX JIEKAPCTBEHHBIX
npemnaparoB”

2. TlpoekT nocTaHOBJICHUS
[IpaButensctBa Poccuiickoit
®epepauun "O BHECEHUH
M3MEHEHH B IOCTaHOBIECHUE
[IpaBurensctBa Poccuiickoi
denepaunu ot 15 centabdbps 2015 r.
Ne 979 "O BHECEHUM U3MEHEHHUH
B noctaHoByneHue [IpaButenscTBa
Poccuiickoit ®enepanuu
oT 29 okta6ps 2010 r. Ne 865
H 00 yTBEPXEHUU METOIHKH
pacueTa yCTaHaBJIMBAEMBIX
MPOU3BOAUTEISIMH JIEKAPCTBEHHBIX
IIpenaparoB MpeebHBIX
OTIIYCKHBIX 1I€H Ha JIEKapCTBEHHEIE
Ipenaparsl, BKIIOYEHHBIE
B NIepeYEHb JKU3HEHHO
HeOOXOIUMBIX U BaXKHEHIIUX
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3aKOHOIIPOCKT

B T€UEHUE
3 MecsleB CO JHSA
BCTYILUICHUS B CUILY
QenepallbHOTO
3aKoHa

Y1 Ba>KHEHIITHX
JIEKapCTBEHHBIX
npernaparoB

YCTaHOBJIEHUE
nopsaka
roCyapCTBEHHOI'O
peryjiupoBaHus LieH
Ha JIeKapCTBEHHBIE
npenaparel,
BKJIIOUEHHEIE

B NNE€PEYUEHD )KU3HEHHO

HeO0OXOIUMBIX
M BOXXHEHIINX
JIEKapCTBEHHBIX
npernapaToB

Mmunsgpas Poccun,
Munnpomropr Poccuu,
Muntoct Poccun,
Munskonompassutus Poccuy,

Munupun Poccuu,
OAC Poccun



n/n

HauMenoBanue ITpOE€KTa
HOPMAaTUBHOI'O NIPABOBOI'O aKTa

O6ocHOBaHHE
HEOOXOIUMOCTH
[IOJArOTOBKY
HOPMaTHBHOTO
IPaBOBOTO aKTa

Cpok noaroToBku
HOPMATHBHOI'O
MPaBOBOTO aKTa

Lens, npeamer
U coJiepXaHHe
[PaBOBOIO
peryjiupoBaHust

Hcnonuurenp
U COUCIIOJIHUTEND pa3paboTku
HpOEKTa HOPMATHBHOI'O
IpaBOBOro aKkTa

JIEKapCTBEHHBIX NIpeapaTtos, HIPH

MX roCcyJapCTBEHHOH perucTpauuu

¥ nepeperucrpauuu”
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MPABUTEJILCTBO POCCHMCKON ®EIEPAIIMN
PACIIOPAXEHHUE

ot 20 HosOps 2018 r. Ne 2512-p

MOCKBA

1.Buectu B TocymapctBenHyo J[ymy @enepansaoro CobpaHus
Poccuiickoit @enmepauuu 1npoekT QenepanbHoro 3akoHa 'O BHeCeHUM
m3merenuit B OenepanbHblii 3akoH "O0 obpalieHNN J1eKapCTBEHHBIX CPEACTB” B
YaCcTH TOCYJapCTBEHHOTO pPEeryJMpOBaHMUs LIeH Ha JeKapCTBEHHbIE Npenaparsl,
BKIIOYEHHBIE B IepeyeHb OJKM3HEHHO HEeOOXOAWMMBIX ¥  BaXHEHIIHX
JieKapCTBeHHEBIX IIpernapaToB’.

2. HazHayutp cTarc-cexperaps - 3aMeCTUTENS Munuctpa
3apaBooxpaHeruss  Poccuiickoii  ®epepaumu  KocteHnukoBa — Mutpus
BsiyecaBoBHda O(UIHANBHBEIM OpelcTaBuTeneM IlpaBuTenbcTBa Poccuitckoit
Qepepanuy  npu  paccMoTpeHuH nanaramu  ®denepansHoro  CobpaHus
Poccuiickoit @enepanyu mnpoekta QenepaibHoro 3akoHa O BHeCEHHH
u3meHeHuit B Gegepanpuelit 3akoH "O6 obpalieHny J1eKapCTBEHHBIX CPEACTB" B
YaCTH rOCYyNapCTBEHHOIrO peryjlMpoBaHUs 1IeH Ha JeKapCTBEHHbIE Npenapartsl,
BKJIFOUEHHBIE B II€PEYeHbh IKHU3HEHHO HEOOXOAMMBIX UM  BaKHeHIIHX
JleKapCTBEHHBIX IIpenaparos”.

[Tpencenarens [IpaBute

Poccuiickoit ®enepa . Mensenes
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