[OCYIAPCTBEHHAS IYMA
®EEPAJIBHOI'O COBPAHUSL POCCUACKON OENEPAIIMU
CEZIBMOI'O CO3bIBA

BBIIINCKA U3 ITPOTOKOJIA or 10.03.2020 Ne 251
3ACEJJAHUST COBETA I'OCYIAPCTBEHHOM JYMBI
"10" m™apta 2020r.

31. O npoekre deaepannHoro 3akona Ne 902457-7 "O BHeceHHH H3IMeHEHH I
B OTAe/lbHBbIe 3aKOHOJaTeJbHbie akThi Poccmiickoii PefepauuH mMo BOMpoOcaM
obecneyeHMs IpakiaH JIEKAPCTBeHHBbIMH MpenapaTaMH, MEAHIHHCKHMH H3/Ie/H-
AAIMH H CHOEUHANHIHPOBAHHBLIMH NPOJYKTAMH JIe4eOHOr0 MHTAHHA' - BHOCHT
IlpaBuTenancrBo Poccuiickoit ®egepanuu

IIpuusiTo pewienne:

1. HanpaButh ykasaHHelit mpoekT denepansHoro 3akona Ilpesumenty Poccuii-
cko# Penepaunu, B KOMUTETHI, KoMHccHIO ["ocynapcTBentoit Qymei, Gppakuuu B ocy-
napcreeHHol Jlyme, Coer ®enepanuu Penepansuoro Cobpanus Poccuiickoii Depe-
pauu, [IpaButenscteo Poccuiickoit @eneparuu, CuetHyro nanary Poccuiickoit depe-
pauun, ObuiecTBeHHy10 nanaty Poccuiickoit denepannu, 3akoHomaTeNnbHbIe (IpeacTa-
BUTENbHbIE) U BHICIIME MCTIONHUTENbHBIE OPTaHbl rOCYAapCTBEHHOM BIACTH CYOBEKTOB
Poccuiickoii ®epepanyu nns MOATOTOBKM OT3BIBOB, IPEMIOKEHHH M 3aMedaHuil, a
Taloke Ha 3aKimodeHue B [IpaBoBoe ynpaenenue Annapara ['ocynapctsenaon JyMel.

HasHauuth OTBETCTBEHHBHIM B paboTe Hal MPOEKTOM QenepaNbHOro 3aKoHA
Komurer N'ocynapcteenHo# J{yMbl 10 0XpaHe 310pOBbS.

OT3bIBBI, MIPENIOKEHHS W 3aMe4aHHs HanpaBUTh B Komurer ['ocymapcreenHoit
Hymsl o oxpase 340poBbst fo § arnpens 2020 roaa.

2. Komurery [ocynapctennoit JlyMbl 10 OXpaHe 340pOBbS C YYeTOM MOCTY-
MUBIUHX OT3bIBOB, NPEAIOKEHUH K 3aMeYaHUH MOATOTOBUTH YKa3aHHbIH MpoeKT dheme-
pansHOro 3akoHa kK paccMoTpeHHuIo ['ocynapctsenHo JlyMoii.

3. BKIIOYHTH YKa3aHHBIA OPOeKT deepaNbHOro 3aKOHa B IIPUMEPHYIO IIPOrpaM-

My 3aKOHOMpOeKTHOH pabotel 'ocyaapctBenHoi [lyMbl B NepHom BeceHHeH CeccHH
2020 roga (anpens).
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["ocynmapcteennas Jlyma
DenepansHoro CobpaHus
Poccusickoit @enepaunn

INIPABUTEJUBCTBO
POCCHUCKOH DENEPALIMU

« 17 » deBpanis 20@9_r.
. 12020-M12

IR
157879 21420Jl

O BHeceHuH rpoekTa QereparbHOTOo R

3akoHa "O BHeCeHUH U3MEHEHUN ﬂ*;:;(,’z-;’g-,%‘;?" 11'91:33

B OT/IJ/IbHBIE 3aKOHOATENbHbIC aKThl
Poccuiickoit enepatiuu no Bompocam
obecriedeHus rpaxaaH JeKapCTBEHHBIMU
npernaparaMi, MEAUIMHCKUMHU U3NCTHIMH
U CIIEUAIM3UPOBAHHBIMHU MTPOJYKTAMH
ne4yeOHOro nuTaHus"

B coorserctBun co cratheid 104 KoHctutynum Poccuiickoii ®enepauuu
[lpaBurensctBo  Poccuiickoit  @efmepanyu  BHOCHT  Ha  PacCMOTpEHHE
l'ocynapcteennot  Jlymer ®enepansnoro Cobpanust Poccuiickoit ®enepanuu
npoexkt  ¢enepanpHoro 3akoHa 'O BHECEHUH U3MEHEHMH B  OTHEABHBIE
3aKOHOJaTeNbHbIe aKThl Poccuiickoi Pepepauuyu Mo BompocaM obecrieueHus
rpakgaH  JIEKApCTBEHHBIMHU  I[IperapaTaMM,  MEQULHHCKUMM  H3LENUIMH
U CHeUHAIU3UPOBAaHHBIMU NPOAYKTAMHU JIEUeOHOro TUTaHus ",

Hpunoxenue: 1. [IpoexT dpenepanpHOro 3akona Ha 9 .
2. IoscHUTENBHAS 3aTIMCKA K 3aKOHOITPOEKTY Ha 3 1.
3. @UHAHCOBO-3KOHOMHYECKOe 000CHOBaHHe Ha 2 II.
4. Ilepedenp QenepallbHBIX 3aKOHOB, MONIEKANIUX TPU3HAHUIO
YTPATUBIIMMU CHUIlY, NPUOCTAHOBIEHHUIO, H3MEHEHHIO HJIH
INPUHATHIO B CBA3M C 3aKOHOIPOEKTOM, Ha 1 1.
5. Ilepeyenp HOpPMATHBHBIX TPaBOBEIX aKTOB IIpesuieHta
o e Poccnitickot. @epepanuu,  IpaButensctsa Poccwuiickoit
?Deﬂepaunu U denepanbHBIX OpPraHoB WCTIONHUTENLHOM
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BJIACTH, MOMJIEXAUX MNPU3HAHUIO YTPATUBIIUMH CHITY,
IPUOCTAHOBIEHHUIO, M3MEHEHHUIO HJIM MPUHATHIO B CBA3U
C 3aKOHOIIPOEKTOM, Ha 5 1.

6. Pacniopsxenne IlpaButensctBa Poccuiickoit Pemepanuu
O BHECEHMM 3aKOHONpoekTa B [ocymapctBeHHylo ymy
QenepansHoro  CobGpanust  Poccufickoit Degepanuu
M O  HasHaYeHHH  OQUUHUAIBHOIO  IIPEACTaBUTENI
IIpaBurensctsa Poccuiickolt defepanuu npu paccCMOTpeHU!
3aKoHomnpoekTta  mnajnatamMu  PepepansHoro  CobpaHus
Poccuiickoit @eneparuu Ha | 1.

IIpencenarens IlpaButenscraa /
Poccutickoit @enepaumn M.Mumryctun

20020860.doc
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Brocurtes IpaButenscTaom
Poccuiickoit @enepaiu

i GO, S -2 Tlpoexr

®ENEPAJBHBIN 3AKOH

O BHeceHUH M3MEHEHMII B OTIe/IbHbIE 3aKOHOAATENbHbIE AKThI
Poccurickoi @enepanuu no Bonpocam obecriedeHust rpakaaH
JIEKAPCTBeHHbIMHU MpenapaTaMu, MeIUIHHCKEMH U3AeTHAMMI
U CIenHaJN3HPOBAHHBIMH IIPOAYKTAMH JIEYeGHOr0 MUTAHUSA

Crarbs 1

Buectn B ®DenepaibHel 3akoH oT 17 nronas 1999 roma Ne 178-@3
"O rocynapcreeHHoR couuansHoi nomouu" (CobpaHue 3aKOHOAATENLCTBA
Poccuiickoit @enepanuu, 1999, No 29, ct. 3699; 2004, Ne 35, ¢1. 3607; 2006,
Ne 48, c1.4945; 2007, Ne 43, c1. 5084; 2009, Ne 30, ct. 3739; 2010, Neo 50,
cT. 6603; 2013, Ne 19, ct. 2326; Ne 48, c1. 6165; 2016, Ne 1, ct. 8) cnenyromue
U3MEHEHMUSI:

1) B ctaThe 6

a) B nyHkte | yactu 1 mocne cioB "HEOOXOTUMBIMH JIeKApCTBEHHBIMU
mpemaparaMu  Ajis  MEAMIMHCKOrO  MPUMEHEHUA" JOMOMHUTH  CIIOBAMU
"B oOBEME He MeHee, YeM JTO IPEAYCMOTPEHO [epeyHeM IKHU3IHEHHO

HeoOXOAUMBIX H BaKHEHIINX JIEKapCTBEHHBIX Mpernaparos, chOpMUPOBAHHBIM

29091275.doc
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B cooTBeTcTBUM ¢ DefepanbHeIM 3aKkoHOM OT 12 anpens 2010 roga Ne 61-D3

"o,
PR

"6 obpaleHuH NeKapcTBEeHHBIX CPEICTR

6)B wyactm 2 cjoBa ''mepedeHb  JIEKApPCTBEHHEIX  IIpelaparos
JUIA MEJULMHCKOrO NpPHUMEHEHHdA, B TOM YMCIE JIeKAPCTBEHHHBIX [pernapaTos
011 MEIMUMHCKOrO MNPUMEHEHMs, Ha3HAa4aeMBIX [0 peLUIeHWI0 BpadeOHBIX
KOMHUCCHI MeIMLIUHCKUX OpraHu3alui," HCKITFOUUTD;

2)cTaThio 6° JONONHUTE YacThio 3' ClleAyIOMmEero COJIEPIKAHHUS:

"3.' Opran, ocymecTsnmomuii BeneHue DefepanbHOr0 perucrpa JIHi,
HUMEIOLIHX IIPaBO Ha IMOJy4YeHHe TOCYJAPCTBEHHOH COLHANBHOM MOMOINH,
obecrnieynBaeT MpefoCTaBleHUE CBEAEHMHM U3 ykazaHHoro deaepasnbHOro
peructpa B  PefepalibHbI  peruMCTp  TpaKiaH, HMEIOUIHX  IPaBo
Ha ofecreyeHue JIeKapCTBeHHBIMM MpernapaTaMu, MEOULUMHCKUMY U3HETUAMU
M CIIeLMATU3UPOBAHHBIMH HNPOLYKTaMH JleyeOHOrO MHUTAHMA 3a CHET
OIOJIKeTHBIX aCCHIHOBaHUH (peﬁepaanoro OromxeTa U OIOKETOB CyOBEKTOB
Poccuiickoii ~ defepaliuy,  NpeAyCMOTpeHHbIH  4acThio 1 craThy 44’

@eaepanpHoro 3akoHa oT 21 HosOps 2011 roma Ne323-d3 "O6 ocHoBax

"o,
. 2

OXPaHBbI 310pOoBbs rpaxkiaH B Poceniickont @enepanuu
10
3)yacTh 2 cTathd 6 JONOJHKUTH IIYHKTOM 6 ClIeIyIOUIero COAepKaHus:
"6) obecrieyuBaeT MpenocTaBjeHue cBeleHUd B denepanbHBIH PEerucTp

rpaKaaH, AMEROIIKUX IIPpABO HA obecrieyeHue JIEKAPCTBCHHLBIMU TTperiapaTaMy,

29091275.doc



MEIMUMHCKUME U3JeTUAMU U CHCUUATH3UPOBAHHBIMHU MPOYKTaMHU 1e4eOHOro
MUTAHUs 3a CUCT CPEACTB OFOMKETHBIX aCCUIHOBAHUHI (elepalIbHOr0 OrOIKETa
u OwmxeroB cybvektoB Pocculickoir Depepauuu, nNpenycMOTpPeHHBIH
yacteio | crateu 44' @enmepansHoro 3akoHa oT 21 Hos6ps 2011 roga
Ne 323-®03  "O6 ocHOBax OXpaHBl 3J0pPOBBS TIpaxkjgaH B Poccuiickoif
denepanuu’.".

CraTbs 2

Buectu B @Depepanpuniil 3akoH or 12 anmpenst 2010 roga Ne 61-D3
"06 obpawenunt nexkapcTBeHHBIx cpeAcTB” (CobpaHue 3aKOHONATENHCTBA
Poccutickoit ®eaepaumu, 2010, Ne 16, cr. 1815; 2011, Ne 50, cr. 7351; 2012,
Ne 26, c1.3446; 2013, Ned8, ct. 6165; 2014, Ne 52, cr. 7540; 2015, Ne 29,
cT. 4367; 2017, No 31, ¢1.4791; 2018, Ne 1, cr. 9; Ne 23, ct1. 2917; 2019, Ne 31,
CT. 4456) cnenyromue U3MEHCHHUS:

1) B OyHKTE 6 CTaThH 4 CJIOBO "€XErogHO" UCKIIIOUUTh;

2) nyHKT | ctaThil 60 U3JIOKUTE B CHAEAYIOLIEH pellaKHu:

"1) yreepkaenus [lpaButrensctBoM Poccuiickoit Penepaunuu repeyHs
KU3HEHHO HEOOXONMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX I[Ipenaparos,
KOTOpBIH (OPMUPYETCST M HE pexe OJHOr0 pa3a B TOJl MepecMaTpuBacTCs
B YCTaHOB/IEHHOM WM [IOpSIKe HAa OCHOBE KOMIUIEKCHOH — OLEHKH

JICKApCTBCHHBIX IiperaparoB, BKJIKOYAsS aHAIH3 CBEJICHUHN © CpaBHI/ITGHBHOﬁ

29091275 doc
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KITHHUYECKOH 3DPEKTUBHOCTH M OE30NMAaCHOCTH JIEKapCTBEHHOTO CPENCTBA,
OLEHKY 3KOHOMMYECKHX TMOCNIEACTBUA NPUMEHEHHS JIEKapCTBEHHOTO CPe/iCTBa
M M3y4YeHHe JOMOJHUTENBHBIX TOCHENCTBUH NPUMEHEHHs JeKapCTBEHHOTO
CpencTBa;".
Cratbs 3
Buectu B @epnepanbHpiii 3akoH 0T 21 HosOpsa 2011 roma Ne 323-03
"O6 ocHOBax OXpaHBl 3J0pOBbS TIpaxpaH B Poccuiickoit Pemeparyn"
(Cobpanue 3akoHoaaTenscTBa Poccuitckoit @enepanmu, 2011, Ne 48, cr. 6724;
2013, No 39, c1. 4883; Ne 48, ct1. 6165; 2014, No 43, ¢1. 5798; No 49, c1. 6927,
2015, Nel, ct.85; Ne 10, ct. 1425; Ne 27, c¢t.3951; Ne29, cr.4397; 2016,
Ne 18, ct. 2488; Ne 27, c1.4219; 2017, Ne 31, c1. 4765, 4791; Neo 50, ct. 7544;
2018, No 1, c1.49; No 32, cr. 5092, 5116; Ne 53, cT. 8415; 2019, Ne 10, cr. 888;
Ne 49, ct. 6958) cnenyrolue U3IMEHEHU:
1) JOIOJIHUTE CTaThEH 44" CIIEAYIOLUETO CONEPIKAHUA:
"CraTes 44'. (DemepaibHblil perucTp rpaxiaH, HMEIOIIHX MPABO HA
obecnedeHue JeKapCTBEHHBIMM TNpernapaTamu,
MeJHUHHCKHMH H3AeJTUSIMU H
creliMaiu3upoOBaHHBIMHU NPOAYKTAMH Je4eGHOT0
MHTAHHS 32 cYeT OI0/’KeTHhIX ACCHTHOBAHHUH
denepanabHOro 0r0A%kera H OK01KEeTOB CYOHEKTOB
Poccuiickoit ®enepanuu

1.B  uemsx KOOpAMHAUMHK JEATEeNBHOCTH (QenepajbHBIX OpPraHoB

HUCITOJIHUTEIIBHOM  BNACTH, OpraHoB UCTIONTHUTENIBHON  BJIACTH CY6B€KTOB

29091275 doc



Poccuiickoit ®eaepanuuy, opraHoB MECTHOTO CaMOYIMpPABIEHUSA, MEIUIIMHCKUX
OpraHM3allui  IOCYNApCTBEHHON, MYHUITMIAILHOM ¥ YaCTHOH  CHCTEM
3PaBOOXPAHEHUA B  YacTU OOCCIIEUEHHUs TpakOaH JIeKapCTBEHHBIMU
npenaparamy, MEAMUUHCKUMM — M3JENUAME W CICHUATU3UPOBAHHBIMU
MPOAYKTAaMH JIEYEOHOTO NHTaHUA 3a CcuUeT OIOMKETHEIX ACCUTHOBAHHIMA
depepanbHoro 6rofkeTa U OromkeToB CcyOBeKkTOB Poccuiickoit Demepanuu
YNOJHOMOYEHHBIM  (peflepajlbHEIM  OpraHOM  HCIIOMHHUTENBHOH  BJIACTH
OCylIeCTBsIeTCS BeAenre DellepanbHoOro perucTpa rpaxiaH, HMEIOMKX IPaBo
Ha obecrieueHue JIEKapCTBEHHBIMHU MpernapaTaMy, MeANLMHCKUMY H3LeHIMU
U CINELUHUATM3UPOBAHHBIMU [POAYKTAMH JIeYeOHOro [MUTAHUA 3a CYer
OroKeTHBIX aCCUTHOBaHUM (denepalbHOr0 OIOIKETa U OKHODKETOB CYOBEKTOB
Poccuiickoit @enepauuu (najee B HacToseHd cratee - DenepalibHbIN PerucTp
rpaXk[iaH), COAEepPIKALIEro CeAYIOLINE CBeAeHU:

1) cTpaxoBOM HOMep HHAMBUAYAIBHOTO JHIIEBOTO cYeTa TIpaxkIaHWHA
B CHCTEME 00543aTEIBHOIO IEHCHOHHOIO CTPaxXOBaHUsl (ITPH HATTHYHHK);

2) pamunus, UM, OT4YecTBO (NMpU HAIUYKUM) TPOKAAHUHA, a TaKKe
damuusa, KoTopast OplIa y Hero fpu poXxJIeHHH;

3) mata poXKICHUS,;

4) nout,

29091275.doc



5) agpec MecTa JKUTeNbCTBA (MecTa TmpeOBIBaHUsA, (HAKTHYECKOro
NPOXHUBAHUA);

6) cepus W HOMep  Iacrnopra  (CBMASTENBCTBA O  POXKACHHHM)
UITH YJOCTOBEPEHU S IMYHOCTH, JaTa BBIJIAYH YKa3aHHBIX JOKYMEHTOB;

7) Homep  mosMca  O0A3aTENBHOrO  MEAMIMHCKOIO  CTpaxXxOBaHMusl
32CTPaxOBaHHOIO JIHIIA;

8) CBEIeHHSs O IPaKIaHCTBE;

9) cBeneHMss 00  OCHOBAaHMAX  MNpeOBIBAaHUS  WIH  IPOXKMBAHHUS
B Poccuiickoit ®epepaunu (I HMHOCTPAHHOIO  TpakOaHUHA, JIMLa
Oe3 rpak1aHCTBa, B TOM YKCIIe OexeHa);

10) nata BrxiroueHusd B DenepalibHbIA PErUCTp TPaKIaH;

11) nuargo3  3aboneBaHuss  (COCTOsSIHHME),  BKJIIOUass  ero  KOJ
no MexayHapoqHOH CTaTUCTHYECKOHN Kiaccudukauuu GonesHed u npobdiem,
CBSI3aHHBIX CO 3[10POBhEM;

12) kaTeropust TrpakgaH (rpyla HaceleHHUs), HUMEIOLUX TPaBo
Ha obecreyeHue JIEKApCTBEHHBIMH MpernaparaMu, MEAULMHCKUMY U3ACTUIMHU
U CIeHUANU3UPOBAHHBIMU TMPOIYKTaMH JiIedeOHOTO [HUTAHUS, KaTeropus
3aboneBaHus,  KOTOpas  sIBASETCH  OCHOBaHWeM  Ans  obecriedeHus
eKapCTBEHHBIMU nperaparami, MeIHLIMHCKUMHU U3ACTUAMU

U CliCHHATIM3UPOBAHHBIMHU MPOAYKTAMHU JIeueOHOTO IIHUTaHHusA, B TOM YHCJIC

29091275 doc
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¢ yueroM llepeuns rpymm HacemeHMA U KaTeropuit 3aGoneBaHuii, mpu
amMOyJIJaTODHOM JIEYEHHH KOTOPBIX JIEKAPCTBEHHbLIE CpPENCTBA W H3eIHs
MEJULIMHCKOrO Ha3HAYEHHA OTIIYCKAarTCA [0 peuenrtaM Bpaueit GecruiaTHo,
u Ilepeyds rpymm HacejeHUs, Npu aMOyJlaTOPHOM JIeUEHHWH KOTOPHIX
NIeKapCTBCHHBIE ~ CPEACTBA  OTIYCKAlOTCs [0 peuentaM  Bpauen
C MATUAECATUNIPOLIEHTHOW CKUKOM;

13) cBelenys 0 HasHAYeHMM M OTIMYCKE JEKAapCTBEHHBIX INperaparos,
MEIUIMHCKUX U3JeNUi U CIeUHaIU3UPOBAHHBIX MPOAYKTOB JeYeOHOro
MUTAHUA, YKa3aHHBIX B YHKTE 12 4acTh 1 HacToseH cTaThu;

14) nHele CBeleHMs, KOTOpBIE BIpaBe OMNpeaenuTs I[IpaBUTENECTBO
Poccuiickoit depepanui.

2. Ilopsanok Benenus PenepaJbHOIO perucTpa rpaxiaaH, B TOM YHCeE
NOPSIIOK AOCTYNa K HHpOpMalLlMK, cOAepixKaluehcs B HEM, NOPSIOK U CPOKH
NpeAcTaBlieHUss HWHGOpPMALMH B yKa3zaHHBIH peructp, yCTaHaBIKMBAIOTCS
IIpasurenscteom Poccuiickoit Oenepanui.

3.B ®epepanpHbll  perucTp TpaxAaH BKIIOYAKOTCA  CBEJCHUS,
npeayCMOTPEeHHBIE YacThiO 1 HAacTOAIIEH cTaThb, [TOIyYaeMble U3:

dbenepaTbHBIX perncTpoB, MPENYCMOTPEHHBIX dYacThio 2' cTaTby 43,

yactamMd 4 u 8 crarbu 44 Hacrosuero PejepajbHOTO 3aKOHA, YacTbi 2

29091275 doc



ctate 6'  PesepansHoro 3akona ot 17 wmroms 1999 roma Ne 178-@3
"O rocy1apCTBEHHON COLHATIBHON [TOMOIIH";

eIUHON TOoCyJapCTBEHHOH HHQPOPMALUOHHON CHUCTEMEl COLMANBbHOTO
oOecrneyeHus.

B ®enepanbHell perucTp TpaxAaH BKIIOYAKOTCS TaKXKe CBeIEHHA
O TpakAaHaxX, KOTOPEIM [pU aMOYNaTOpHOM JIEYEHUM JIeKapCTBEHHBIE
CPEACTBa M HM3Jeaus MEAMLMHCKOIO HasHAYeHUs OTIYCKAIOTCA MO pelenTaM
Bpaued OecriaTHO M KOTOpPBIM JIEKAPCTBEHHBIE CpPEACTBA OTIYCKAKOTCA MO
peuenTtam Bpayei ¢ MATUAECATUIIPOLEHTHON CKUAKOM.

4. OpraHsl  rocyapCTBeHHOH  BinactH  cydobekTtoB  Poccuiickoil
denepallii OCYIIECTRAAIOT BEACHNE PETHOHANBHBIX cerMeHToB DenepanbHoro
perucTpa  TIpaxAaH U CBOEBPEMEHHOE  IIpeACTaBeHMe  CBEJeHHUH,
Cofep:KalUIUXCs B HUX, B  YIOJHOMOYEHHBIH (QenepanbHBId  Opraf
UCITOJIHUTENILHOH BJIACTH B TIOpsAJKe, YCTAaHOBJIEHHOM IIpaBUTEBCTBOM
Poccuiickoit Penepauun.”;

2) myHKT 5 4yacTd 2 cTaTh¥ 81 JOMOJHHUTH c/loBaMH ", cQOpMUPOBAHHBIN
B o0beMe He MeHee, YeM 3TO MpeAyCMOTpPEHO MepeyHeM >KU3HEHHO
HEOOXOIUMBIX M BaXKHEHIIHX JIE€KapCTBEHHBIX MpelapaToB, yTBEP:KIAaeMbIM

[TpaButensctBoM Poccuitckolt @enepaunun B coOTBETCTBUU ¢ DesepalibHBIM

29091275 doc
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3akoHOM oOT 12 anpens 2010 roga Ne 61-03 "O6 obpallieHUH eKapCTBEHHBIX
CpencTB';
3)B wactd 4 crateu 91' cnoBa "wactsimu 4, 8 crareu 44" 3aMeHUTH
cioBaMu "gacTtaMu 4 u 8 ctaThi 44, 9acThiO 1 craThu 44
Cratbs 4

Hacrtostuit @efepanbHbli 3aK0H BCTynaet B cuiny ¢ 1 urong 2020 roga.

IlpesuneHt
Poccuiickoit ®enepaunu

29091275 doc



IOACHHUTEJIBHAS 3AITUCKA

K NPOeKTY ¢eaepanbHoro 3akona '"O BHeCEHHH H3MeHeHHH B OT/AeAbHbIE
3aKoHOAaTe/NbHbIe akThl Poccuiickoif Menepanuu no Bonpocam odecneyeHus
rpaskaaH JeKapcTBEeHHbIMH MpenapaTaMi, MeAHIUHCKUMU H3AeTUSIMH
H CNIeNHATH3IHPOBAHHBIMHU [IPOAYKTAMH J1e4e0HOro NHTAHuA"

Ilpoext denepansHoro 3akoHa "O BHECEHHM W3MEHEHHII B OTHENBHEBIE
3aKOHoJatenbHble akThl Poccuiickoit Pepmepaunu 1o Bompocam obecredeHus
rpakiaH  JIeKapCTBEHHBIMH  [IpenapaTaMH,  MEOUUMHCKUMHM  U3NENHMIMHU
U CHELUMATU3UPOBAHHBIMH  DPOAYKTaMH  JiedeOHoro mnuranus" (manee -
3aKOHOIPOEKT) pa3paboTaH BO MCIOJHEHMe mopydeHuit Ilpesumenta Poccuiickoit
Penepayd = ot 17 nexabps 2018 r.  Nellp-2420  (aG3ausl  BTOpOIt
M TpeTHd MoAnmyHkra "a" myHkra l) u ot 24 auBaps 2020r.  Ne[lp-113
(moanyHKT "e" myHKTa 1).

[lenpr0 peanu3aliyd 3aKOHONPOEKTa ABSETCS COBEPLUEHCTBOBAHUE CUCTEMBI
JIEKapCTBEHHOTO OOECIIeYeHUs] IpaXTaH U YBeIUYEHUE TOCTYITHOCTH IS OTHENbHBIX
KaTerOpud TpaXhaH JEKAPCTBEHHBIX NpEnapaToB, NPeJOCTaBIfeMBIX B paMKax
TEPPUTOPHAIBHEIX NPOrpaMM TOCYZApPCTBEHHBIX TapaHTHH OeCIUIaTHOTO OKAa3aHUA
rpaxaaHaM MeIULIMHCKON MTOMOIIH.

3aKOHONPOEKTOM MpegycMaTpuBaercs cosfgande @DeAepaibHOr0 perucTpa
IpaXaaH, WMEKIMKX [paBo Ha oOecleyeHHE JEeKAPCTBEHHBIMH [penapaTaMy,
MEIMUMHCKUMH H3AENHAMH H CIEUHAlH3HPOBaHHBIMU MPOIYKTAMH JIEUEOHOrO
NUTAaH{S 3a CYET Cpe/ICTB OIOMXKETHBIX ACCUTHOBAHUH (emepanbHOro Groukera
u 6rojpxeToB cybbektoB Poccuiickoit ®enepanuu (nanee - degepalbHbll PerucTp
TpaX/iaH), 3aKpeIUIsieTCA COCTaB BKJIIOUEHHBIX B HEro CBEJEHUH, a Takke
nonHomoyue [IpaBurensctBa Poccuiickoit Qefepaliy Mo ONpenesieHHI0 TOPSIKa
ero BeJIeHHUA.

Cozpanne PenepalbHOr0 perucTpa rpax/aH HalpaBlieHO Ha ofecredeHue
aBTOMAaTU3UPOBAHHOTO aHanu3a (QaKTHYECKOro oOecrnedeHust rpaxaaH TbIOTHBIX
KaTeropMfl  JIEKapCTBEHHLIMH  IIpenapaTamy,  MEIULMHCKUMHM  U3JeTHAMHU
U CIeUaNM3UPOBAHHBIMU MPOAYKTAMH JIe4eOHOr0 NHTAHHS, NOBBIILIEHHE TOYHOCTH
MPOTHO3UPOBAHUS MOTPEOHOCTU B JIEKAPCTBEHHBIX TIpernaparax, MeIUIMHCKUX
U3LEIHSAX U CleLUanu3upOBAHHBIX IIPOAYKTaX Ne4eOHOTO MUTAHHA, HEOOXOMUMBIX
IUIA peanu3alyy MporpaMM JIbFOTHOTO JIeKapCTBEHHOro obeclievenus, obecnedeHue
aBTOMaTH3MPOBAHHOIO  AaHajlu3a  OCTaTKOB  JGKApCTBEHHBIX  [Penapatos
B MEJMLIMHCKMX U allTeYHBIX OpraHu3aluax cyopektoB Poccuiickoit Defepatnu.

ITpm 3TOM 3aKOHONPOEKTOM TPEAYCMATPUBAETCS BHECEHHE H3IMEHEHUH
B Denepaneupit 3akon or 17 mrons 1999r. Ne 178-03 "O rocynapcrBeHHOR
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COUHMANIBHOH NOMOIM" ¢ LENBI0 3aKPelICHHs MEXaHH3MOB HH()OPMAIHOHHOTO
obMmeHa Mexay DenepanbHEIM PErMCTPOM IPaXIaH U (eJepalbHEIMU PETUCTpaMu
ML, HMEIOIIMX I[IpaBO Ha JBFOTHOE JIEKaPCTBEHHOe obecleyeHue, eauHol
rocylapcTBEHHON HHQOPMAMOHHON CUCTEMOM COIMANBHOrO 06eceyeHus.

3aKOHOTIPOEKTOM yCTaHABNMBACTCS MEPHOMYHOCTE [EPECMOTPa MEpEedHA
KU3HEHHO HEOOXOAMMBIX H BaXKHEHIIMX JIEKAPCTBEHHBIX IpernapaToB (maiee -
nepedens JKHBJIIT) ne pexe omHoro paza B TOJ, 4TO ITO3BONUT CBOEBPEMEHHO
aKTyaJu3MpOBaTh JAHHBIH IepedeHb C YYETOM eXEeKBapTAIbHBIX 3acefaHui
Komuccud MunsapaBa  Poccum 1o ero  QOpMHUpOBAHMIO B COOTBETCTBHU
¢ Ilpasunamu QopmupoBaHMsi IepeuHeidl NeKAPCTBEHHBIX NpENapaToB  mis
MEIMLUMHCKOI0 NpPHUMEHEHUS ¥ MHHUMAJIBHOIO aCCOPTHMEHTa JIEKAPCTBEHHEBIX
TIpenapaToB, HEOOXOUMBIX MM OKa3aHUA MeIULHHCKOH MOMOIIH, YTBEPKACHHBIMH
nocranosyiendeM llpasutensctBa Poccuiickoit ®enepauuu or 28 aprycra 2014 r.
Ne 871.

B HacTosiiee BpeMsA B COOTBETCTBUM C HYacThiO 2 cTaThu 6° DefepalbHOrO
3aKoHa oT 17 utong 1999 r. Ne 178-D3 "O rocymapctBeHHOM colManbHOR TOMOLIH"
Ha3HaYeHHE JIEKADCTBEHHBIX IIPENaparoB TpakAaHaM, HMEOIKUM [OpaBo Ha
JIEKAapCTBEHHOe OOeclleuyeHHe B paMKax IPEIOCTaBIEHUS TOCYIapCTBEHHOMR
COLMANIBHON  ITOMOHIM, OCYWIECTBIETCA B paMKax IepedHs JeKapCTBEHHBIX
MpemapaTtoB s MEJUUMHCKOrO IIPUMEHEHHUs, B TOM YHCIE JeKapCTBEHHBIX
[pernapaTos Afs MEJUIMHCKOTO IpPUMEHEHHs, Ha3HadaeMblX TI0 pelueHHI)
Bpa4eOHBIX KOMHUCCUH MEIMUMHCKHX opranusauuit (mamee - nepedenr OHJIC).
Hepeuenrs OHJIC dopMmupyeTcs U3 JeKapcTBEHHBIX IIperapaToB, BKIIOUEHHEBIX B
nepedyeHs JKHBIIIL

3aKOHOMPOEKTOM NpeAiaraeTcs OCYIECTBIATh EKAPCTBEHHOE obecredeHue
OTAENBHBIX KaTeropHi rpaxjaH B oObeMe He MeHee, HeM 3TO TPEAYCMOTPEHO
nepeunem JKHBJIL. B cBa3u ¢ 3TMM HEOOXOAUMOCTH B GOPMHUPOBAHUU MEpeUHS
OHJIC oTcyTcTBYeT, M 3aKOHOIIPOEKT MPefLyCMaTPUBAET UCKIIOUEHHE MOTHOMOUMS
IIpaBurensctBa Poccuiickoit @enepauuu mo ero yTBEPIKACHUIO.

[Tlepeuens OHIJIC c¢ 2020 roma BxmrodaeT B cebst 406 MexayHapOIHBIX
He[aTeHTOBAaHHBIX HAaUMEHOBAHHHU JIeKapCTBEHHBIX CpelcTB. I[Ipy 3TOM B paMKax
nepeuds OHJIC na 2020 rom 6osiee 100 nexapCTBEHHBIX CPEACTB HA3HAYAOTCS
TOJBKO 110 pellieHHI0 BpauebHOH KOMHCCHM. 3aKOHONPOEKT HarpaBleH
Ha [IOBBbIILIEHHE JOCTYNHOCTH JIGKapCTBeHHbIX IHpernapatos JJjs OTHENBbHBIX
KaTeropuil rpakJaH [OCPENCTBOM CHSTUs orpaHMueHHsA B BHIe Mepeuns OHJIC
H  MpefoCTaBleHUS  BO3MOXHOCTH M0  OOeCHeUeHHI0 [JaHHBIX [paxaaH
llekapCTBEHHBIMM IpenapaTamMu B oObeme He MeHee niepedns KHBJIII, B xoropriit
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Ha 2020 rox BKMHOYEHO 758 MEXAYHAPOMHBIX HEMATEHTOBAHHBIX HAUMEHOBAHUIL
NeKapCTBEHHEBIX CPEICTB.

Ha3HavyeHue 110 peleHnto BpadeOHON KOMUCCHH JTeKapCTBEHHBIX [IPENaparoB,
B TOM YHCJIe He BKIrO4YeHHbIX B mepedeHs JKHBJIIOI, He Bxomsmwux
B COOTBETCTBYIOIIUH CTaHAApPT MEJUIMHCKON NMOMOLIM WM He NpelyCMOTPEHHBIX
COOTBETCTBYIOIIEH KIMHUYECKOW DEKOMEHAAUMeH, MOXET OCYLIECTBIATECH, Kak
1 B HacTOsIee BPEMS, B COOTBETCTBUM € 4acThIO 15 ctatbut 37 ¥ mMyHKTOM 2 4acTH 3
cratbd 80 ®DefepanpHoro 3akonHa "O6 OCHOBaX OXpaHBl 300POBLS I'PAXIAH
B Poccutickoit @enepanun”.

3aKOHONPOEKTOM  TaKkKe  MNPEeIYCMOTpeHO  ofecreueHHe  HaCeleHUs
JIEKapCTBEHHBIMM ~ [IpelaparamMu B paMKax  TeppUTOPHMAIBHBIX  [IPOrpaMm
roCyJapCTBEHHBIX TrapaHTHil OECNIATHOTO OKa3aHWS TIpaxaaHaM MeIULUHCKO
MOMOIIH B 00BbeME He MEHEe, YeM 3TO NpelycMoTpeHo nepeunem JXHBJIIL.

Cnenyer OTMETUTh COXpaHeHHe NpaBa cyObekTa Poccuiickoit desiepanuu Ha
OTIpejieNIeHHEe JIEKaPCTBEHHBIX IPeNapaToB, He BKIIOUEHHBIX B repedens KHBIIL,
KOTOpPbIMU  OynyT o0ecnednBaThcs TpakAaHE 3a CueT COOCTBEHHBIX CPEJCTB
cyb6pextoB Poccuiickolt Pepepalnun, a Takke TO, YTO HOpMa 3aKOHOIPOEKTa,
3aKpENIAoIIas 00A3aTeNbCTBO M0 OOECNEUEHHIO OTIENBHBIX KATCTOpUH TpaxkaaH
NIeKapCTBEHHBIMH TIpenapataMu Hcxofs u3 nepeuns XHBJIII, peanuszosrniBanack
paHee B pamKax HCIIONHEHWs TEPPUTOPUANBHEIX TporpamMm [Iporpammel
rOCyJapCTBEHHBIX TapaHTUH OECHNaTHOro OKa3aHUS TpakKaaHaM MeIULHBCKON
nomom Ha 2019 rox u Ha nnaHoBeld repuod 2020 u 2021 romoB, yTBepKACHHOM
nocragosnenueMm llpasurenscTBa Poccuiickoit ®enepaunu ot 10 mekabps 2018 r.
No 1506, u npenycmotpena B [IporpaMme rocynapcTBeHHBIX rapaHTHil GeCaTHOro
OKa3aHuA TpaXgaHaM MEIULIMHCKOHN rnomoiy Ha 2020 rox u Ha NMIaHOBBIM epHO
2021 n 2022 ronoB, yTBEp)KAEHHOHN NocTaHoBneHUeM [IpaButenscTBa Poccuiickoi
®enepanuu ot 7 gexabps 2019 r. Ne 1610.

3aKOHONPOEKT He IPOTHBOPEYUT MoJoXeHHAM JloroBopa o Espasuiickom
OKOHOMHYECKOM coroze u CornaiueHus O eIuMHBIX NPUHLHIAX M IIpaBUiax
oOpallleHUs JIeKapCTBEHHBIX CpPeACTB B paMmKaxX EBpasuHCKOro 3KOHOMHUYECKOTO
COI03a.

Cpok BCTyIUIeHUs B cully 3akoHompoekTta (¢ | uronsg 2020 r.) o6ycrnosieH
HEOOXOUMOCTRIO TPUBEEHUSA B COOTBETCTBHE C HUM axkTOB [IpaBHTeNbCTBA
Poccuiickoit Peepaluy ¥ BEAOMCTBEHHEIX HOPMATUBHEIX IPABOBBIX aKTOB.
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®UHAHCOBO-3KOHOMUYECKOE OBOCHOBAHUE

K NpoekTy dreaepajbHoro 3akona ""Q BHeceHUH H3MEHEHHH B 0TAE/ILHBIE
3aKOHOAaTeNbHbIe aKThl Poccuiickoli @elepauiu no Bonpocam obecneyeHust
rpa’kAaH JleKapcTBeHHBIMH NpeNapaTaMu, MEAHIIHHCKHMH H3IeJHSIMH
M CelHATH3IHPOBAHHBIMH NPOJYKTaMHU JleyeOHOro muTanus'

Peamuzaius ®enepanshoro 3akona "O BHeCEHUM H3MEHEHMH B OTHeNbHBIE
3aKoHojaresnbHele akThl Poccuilckoit @epepanuu 1no BompocaMm obecreyeHus
rpaxJad  JIEKapCTBEHHBIMHM  IIpernapaTaMy,  MEIULUHHCKMMM  U3JNEIHIMHU
U CIIEUHaNu3VpOBaHHBIMK NPOAYKTaMH Jle4eOHOro mHTaHUA" He moTpedyeT
AOTONHUTENBHEIX PACXOJ0B 3a CUET OOJUKETHBIX ACCHUTHOBaHUH (elepanbHOro
OromxeTa H OyHeT OCYWEeCTBAAThCI B IIpelieslaX YCTAHOBJIEHHOH INTaTHOM
YUCNEHHOCTH pabOTHUKOB.

C yueroM npegycMoTpeHHbIX B 2019 rony DenepanbHBIM 3aKOHOM
"O ¢penepansHom  Oromxere Ha  2019ronq M Ha  IMAHOBBIA  mepHof
2020 wm 2021 romoB" HHBEIX MEXOIOUKETHBIX TpaHChEPTOB Ha peayu3alyio
OT/AENBHBIX [OJHOMOYMM B O0ONACTH JIEKAPCTBEHHOTO o0eCHedeHus B pasMepe
13,67 mupa. pybael u oBeJeHHBIX cyOBeHUUH GromkeTam cyOnekToB Poccuiickoit
Qenepanud ¥ OroJukeTy I. balikoHypa B oO0beMe 35,522 mnpa. pyGneit oOuuit
OromxeT Ha @QuHaHcoBoe obecrnieueHne B 2019 roay okazaHHs OTHENBHBIM
KaTeropusM TIpaXJaH COLUUANbHOM yCIyrH N0 obecrnedeHuro JieKapcTBeHHBIMU
npernaparaMyd It MENHUMHCKOIO IMPUMEHEHHs, MeHMLUUHCKUMH U3JeIHUsIMH,
a TaKXKe CINeUMaNM3MPOBAHHBIMHM INPOAYKTaMM Je4eOHOro MUTaHMA AN JeTeil-
MHBaNIUAOB cocTaBui 49,192 mapa. pybiei.

Taxxke cyOnexktamu Poccuiickoit @epepanun B 2019 rogy Ha peanu3almio
PETHOHANBHEIX [IOJIHOMOYMHM IO JIEKAPCTBEHHOMY OOECHEYeHHI0 HampasiieHo
77,31 mnpa. py6nei.

QenepanbHbiM  3akoHoM  "O depepansioM Oromxere Ha 2020rox d Ha
mwia”Hoseii nepuon 2021 u 2022 rogoB" B 2020 romy Gromxeram Cy6BEKTOB
Poccutickoit ®enepanun v 6r0axeTy T. balikoHypa NpeaycMOTpeHo pacipeieieHue
YKa3aHHBIX cyOBeHUMM B obbveme 37,757 Mnpa. pyOneil v HHBIX MeXOOIKETHBIX
TPaHCQEPTOB Ha Peasu3alMIO OTAC/IBHEIX [TOIHOMOYHI B 06JIaCTH JeKapCTBEHHOIO
obecredenus B pasmepe 13,646 mapa. pybieit (Bcero 51,403 mnpa. py6neir).

Peanuzanua yxazannoro PepepalbHOro 3aKoHa TakkKe He mnorTpebyer
JOTIONTHUTENBHOIO  (UHAHCHPOBAaHUA paboT IO  CO3AaHHIO, [MOCIedyIOleH
3KCIUTyaTalM U pasBUTHIO (elepanbHOro perucTpa rpaxiaH, UMEIOUMX [PaBo
Ha ofecriedeHne JIeKApCTBEHHBIMH MpenapataMd, MEIUUMHCKUMH H3AEIUAMU
M CIELMalM3UPOBAHHBIMU TMPOAYKTAMH JIEYeOHOTO I[IMTAHHS 33 CUYET CpEACTB
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OIOJUKETHBIX AaCCUTHOBaHMH denepanbHoro Oromxera U OMOMKETOB CYOBEKTOB
Poccuiickont Depepariiu, HOCKOJIBKY (QHHAHCUpPOBAaHUE  MEpOTIPHSTHH
no wuHbOpMaTH3aUMK, HAMpaBIEHHBIX Ha pa3BHTHE, OSKCIUIyaTalMI0 eOMHOH
rOCYHapcTBEHHOH HHQOpPMALMOHHOH CHCTeMBI B cdepe 30paBOOXpaHeHUs
H  [peJoCTaBJI€HHE  BBIUYMCIUTENBHBIX  MOUIHOCTeH  JJII  oOecredeHws
GYHKIMOHUPOBAHUSA €AUHOM rOCy[apCTBEHHOM HH(MOPMALHOHHOM CHCTEMEI B chepe
3[paBOOXpaHeHus, NMPeAyCMOTPEHO B paMKax (efepansHoro rnpoexra "Coznanue
eNMHOTO LUUGPOBOrO KOHTypa B 3ApPaBOOXpPaHEHUH Ha OCHOBE eJHHOH
roCyapcTBeHHON HHGOPMALMOHHOH cucTeMBl B chepe 3apaBooxpanenus (ETUC3)"
HalMOHANBHOTO NMpoeKTa "3apaBooxpaHenue”.
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NEPEYEHD

denepaabHbIX 3aKOHOB, NOAJEKAMMUX NPU3HAHUIO YTPATHBILMMH CHJY,
NPHOCTAHOBJIEHHIO, M3MEHEHUIO WJIH HPUHSATHIO B CBSI3U C IPOEKTOM
degepanbHoro 3akoHa ''O BHeCeHHH U3MeHEHHUIl B OTAe/bHbIE
3aKOHOAAaTeNbHbIe akThl Poceniickont Penepannu no Bonpocam odecneyenns
rpazkiaH JIEKAPCTBEHHBIMH NIpenapaTaMu, MeIHUMHCKAMH H3eJUAMYU
H CIIEeLHAJH3HPOBAHHBIMH NPOAYKTAMH Jie4eOHOro nuraHus'

B ceasn ¢ npoexrom denepanpHoro 3akoHa 'O BHECEHMH W3MEHEHHH
B OTHAC/IbHBIE 3aKOHomaTesbHBIE akTel Poccuiickoit ®Denepammu mo BoIpocam
obecriedeHust TpaXk/laH JieKapcTBEHHBIMU IIpenapaTaMy, MeAHUHMHCKUMY U3IeTUsIMU
U CHEeUMalM3UPOBAHHBIMY - IPOJYKTaMH JieueOHOro mNuTaHus' He noTpebyercs

MPU3HAHKUS YTPATUBIUMMH CHITY, IPHOCTAHOBIICHHS], U3MEHEHUS WY IPUHATHSA UHEBIX
¢denepajIbHBIX 3aKOHOB.
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NMEPEYEHD

HOPMATHBHLIX NPpaBoBbLIX akToB Ilpesnnenta Poccniickoi Menepauuu, Ilpasurenscrea Poceniickoit ®exepaunn
" ¢enepajbLHBIX OPraHOB HCNOJHUTENbHOM BJIACTH, NOAJEKAIIHX NPH3HAHUIO YTPATUBIIHMHU CHJY,
NMPHOCTAHOBJIEHHIO, H3MEHEHHIO MJIH PHHSTHIO B CBSI3H C NPOEKTOM (pelepaibHOTO 32aK0OHA
" BHecEeHHM HU3MEHEHHH B OTAe/IbHbIE 3aKOHOAaTe/IbHbIE akThl Poccuiickoi deaepauun no Bonpocam obecneyeHns rpaxian
JeKAPCTBEHHLIMH NpenapaTaMH, MeIHUHHCKUMH H3JAeJUSIMH H ClIENHAJIM3HPOBAHHBLIMY NPOAYKTAMH Jie4eOHOro NuTanus"

ObocHoBaHue »
Ne HaumeHoBaHHE NpoeKTa HEObXOmIMOCTH Cpox nonroTosin Hens, npesMeT U coliepkaHue U concnonc:lfrne};lT;::paGQTKH
n/r | HOPMATHBHOTO NPABOBOTO AKTa TOATOTOBKH HOpMATHBHOTO NIPABOBOTO PETYIMPOBAHHUS MNpOeKTa HOPMATHBHOIO
HOPMATHUBHOIO MpaBOBOrO axKTa
NPABOBOTO aKTa NpaBOBOTO aKTa

B cBs31 ¢ npoekToM (enepanbHOro 3akoHa 'O BHeCEHHM U3MEHEHUH B OTAENbHbIE 3aKOHONATENBHbBIE akThl PoccHiickon Penepanny
1o BOTIpOcaM obecreyeHus IpakaaH JIeKapCTBEHHBIMHU MpenapaTaMyl, MEIHLHHCKMMH H3ETUAMH H CTIEUHANH3UPOBaHHBIMH NTPOAYKTaMH JledeOHOro nutanus”
noTpebyeTcsa NpUHATHE CIeAYIOWHX HOPMATHBHBIX TIPaBOBBIX aKTOB:

1. TlpoexT mocrtaHOBIECHHA 3aKOHOTPOCKT 3 Mecs1a co JiHA NpHHATHS YcTaHOBNEHUE NIOPIIKA BEOEHH Mpunsapas Poceuu,
[IpasurenscrBa Poccuiicikon Ha 3acefaHuu [IpaBuTenbcTBa  (eAepanbHOTO PETHCTPA, B TOM Muntpyn Poceun,
®epepanun "O nopsaxe Poceniickoit denepauuu yHcJle nopsaaxa Joctyna K Mundun Poccuu
Benenus dpenepanbHOro pelIeHHs O BHECEHHH HH(pOPMALIMH, CONEpPKaleHCs B HEM,
perucTpa rpaxJiaH, MMEIOLIMX npoexTa (erepanbHoro IOPSIIKa H CPOKOB IIpeNCTaBAEHHS
npaBo Ha obecneyeHHe 3axona B ['ocyiapcTBeHHy0  MH(OpMalNuH B (efepasbHbIA
JIEKAPCTBEHHBIMM Hymy denepanbHoro PETUCTD
npernapaTamMy, MeIHLHHCKUMHU Cobpanus Poccuiickon
H3JETUAMH H ®enepanuu
CrieUHaTN3HPOBAHHBIMH

NpOAYKTaMH JiedeOHOTO
[IMTaHHS 33 CUeT CPEICTR
BIOOKETHBIX ACCUTHOBAHMH
dpenepansHoro 6101KeETa

1 6101keTOB CYOBEKTOB
Poccuitckoit Peagepaunu’
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ObocHoBaHHE "
Ne HaumenoBaHue npoekra HEOOXOMIMOCTH (pok monroTosk Lene, npeaMeT u conepxanue 15} coucnoncf?lfilelj:f;;l:pa6omn
n/n | HOPMaTHBHOTO NPaBOBOrO aKTa HOATOTOBIH HOPMATHBHOTO NIPaBOBOTO PEr'yJIUPOBaHHUS] NPOEKTa HOPMATHBHOTO
HOPMaTHUBHOTO NpaBoOBOrO aKTa
IIPaBOBOIO axTa TpaBoBOro axTa
2. Ilpoexr nocranoBneHus 3aKOHONPOEKT 3 Mecglla co JHsA NPHHATHS Brecennn usmenenuii B [IpaBuna Munznpas Poceun,
[TpaButensctBa Poccnitckoit Ha 3acelanuM IIpaBuTenscTBa  GOPMUPOBAHHA NepeyHel Muunpomropr Poccun,
Denepaunn "O BHECEHHH Poccuiickoit Qenepanum JIEKapCTBEHHBIX MPErapaToB s Mundun Poccun,
M3MEHEHMI! B IOCTAaHOBJIEHHE pElUEHUsS O BHECEHUU MEJHIHMHCKOrO IPUMEHECHHS U Munskonompazeutis Poceun,
[Tpaputenscrra Poccuiickoi poeKTa eaepanbHOro MHHHAMAJILHOTO aCCOPTUMEHTA Mnuntpyn Poceun,
depnepauuy ot 28 aBrycra 3aKoHa B ] '0CyapCTBEHHYWO  JIeKapCTREHHBIX Ipenapatos, DAC Poceun,
2014 r. Ne 871 Hymy PegepansHoro HEOOXOIUMBIX JUTsd OKa3aHUsl Pocnorpebnanzop
"O6 yrBepxaeHuu [Ipasun Cobpanus Poccuiickoi MEIHUHHCKON NOMOLUH, B YACTH
¢opMupoBaHHMs nepeuHeil denepanyu HCKIIFOUEHHA HEOOXO0AUMOCTH
JIeKapCTBEHHBIX [IPENapaToB (HOPMHUPOBaHHS NIEpPEeYHS
JUIS MEOHLIMHCKOTO JIEKaPCTBEHHBIX NPENapaToB Mis
NPUMEHEHUS ¥ MUHUMATILHOTO MEIHLIHHCKOTO IPHMEHEHHs, B TOM
aCCOPTMMEHTA JIeKapCTBEHHBIX 4HCJIe JIEKAaPCTBEHHBIX NIPENapaTon
npenaparoB, HeOOXOAUMbIX VIS MEAHIIMHECKOTO MPUMEHEHUS,
IUIs OKa3aHHA MEJULIMHCKOH Ha3Ha4aeMbIX O PEIICHUIO
noMou" BpaueOHBIX KOMHCCHH MeIUITHHCKUX
OpraHM3alHH, YCTaHOBJIEHHUS
MEPUOAMYHOCTH aKTyaJIH3altu
NepeyHsi XXU3HEHHO HEOOXOaUMBIX
1 BKHEHIUMX NeKapCTBEHHbIX
npenaparos
3. IlpoexT nocTanopiaenus 3aKOHOIPOEKT 3 Mecsua co AHS NPUHATHA BHecenne naMeHeHni B Munsnpas Poccun,

[IpasutenscTBa Poccuiickoi
Oenepaunn "O BHECEHUH
H3MEHCHUH B HEKOTOPBIE aKThI
[Ipaputenscra Poccuiickon
denepaunn”
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Ha 3acefgauuH [lpaBuTenbcTBa
Poccutickoit ®@epepanuu
pelieHHs O BHECEHHU
TpoeKkTa (eaepaIbHOro
3aKoHa B ['0CyIapCTBEHHYIO

roctaHoBeHus IlpaBuTenbCTBa
Poccuicko#i @epepanuy ot 15 mag
2006 r. Ne 286 "O6 yTBEep) K ACHHH
[Tonosxenus ob omJare
JIOTIOJIHHTENIBHBIX PAaCXO0B Ha

MusTpyn Poccun,
MunnpomTopr Pocenu



Ne HaumeHoBaHHe MTPOEKTa
N/l | HOPMaTHUBHOFO NPaBOBOI'O AKTa

ObocHoBanue
HeoOXOOUMOCTH
[1OJrOTOBKU
HOPMAaTHBHOTO
IIpaBOBOTO aKTa

Cpox NOATrOTOBKH
HOPMAaTUBHOIO
NIpaBOBOFO axKTa

Lens, mpeaMeT U copepiKanne
IPABOBOIO PETYIHPOBaHUs

Wcnionuurens

¥ COMCHOJIHUTEND PazpaboTky

[IpOEKTa HOPMATHBHOTO
NpaBOBOro aKTa

20012320.doc

Hymy ®enepanbioro
Cobpanus Poccuickoit
Denepanyn

MENMLMHCKYIO, COLHATBHYIO !
npodecCHOHANBHYIO peabUIHTALHIO
3aCTPaxOBaHHbBIX JIHL, MOJTYYHBIIMX
NIOBpEXIEHHE 3N0POBBSA BCIIEACTRHE
HEeCYaCTHLIX CIIyuaeB Ha
MPOU3BOACTBE ¥ NpOodhecCHOHANBHBIX
3abonesannit”, oT 29 okTabps

2010 r. Ne 865 "O rocynapcTBeHHOM
pETYJIMPOBaHUM 1IeH Ha
JIeKapCTBEHHBIE MpenapaThl,
BKJFOYCHHBIE B IEpe4Y€Hb XH3HEHHO
HEOOXOAMMBIX H BaXKHEHILIUX
JIEKapCTBEHHBIX IpenaparoB”,

oT 8 oxTsa6ps 2018 r. Ne 1207

"O BHECEHMH U3MEHEHU

B rfoctaHoByieHus [IpaBuTenscTBa
Poccuiickoit Penepanuu

ot 29 oxtabpst 2010 r. Ne 865

H oT 15 centsadbpa 2015 r. Ne 979"

# ot 24 mapta 2011 r. Ne 204

"O BHECEHUU U3MEHECHUI B
[Tonoxxenue 0d onnarte
JIOTIONIHATENBHBIX PACXOAOR Ha
MEAULUMHCKYIO, COUHATBLHYIO H

PO ECCHOHATBHYIO peabHInTaluIO
3acTpaxOBaHHBIX UL, TOJAYYMBIINX
NIOBPEXICHUE 3N0POBbs BCIEACTBHE
HEeCUYacTHBIX C/IyyaeB Ha
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Obocrozane Hcnomuurens
Ne HanmeHoBaHue npoekrta HEOGXOMMMOCTH (poK noAroToBKH Lens, npeaMeT U conepixanue W COUCIIOJIHUTEND pazpaboTku
n/1l | HOPMATHBHOTO NPABOBOTO AKTa HOATOTOBKH HOPMATHBHOTO IIPABOBOTO peryJHpOBaHHA IPOEKTa HOPMATHBHOTO
HOPMAaTHBHOTO IPaBOBOTO aKTa
NPABOBOrO aKTa NPaBOBOTO aKTa
NPOM3BOACTBE H NPOQPECCHOBANBHEIX
3aboneBaHuil"” B YaCTH NpUBEAEHHMS B
COOTBETCTBHE C HOPMaMH IIPUHATOTO
denepabHOIO 3aKoHa
4. TlpoexT nocTaHOBJIEHUSA 3aKOHOMNpPOEKT 3 Mecsina co OHS NpMHATUS [Tpusenenue HopM akta Munsznpae Poccuu,
[TpaButenscTBa Poccuiickoi Ha 3acefiaduu [IpaBurenscra [lpaBuTenscrBa PoccHiickoi PocsnpasHanzop,
Oenepaunn "O BHECEHUH Poccuiickoit denepanuu denepauyu B COOTBETCTBUE C Mungdun Poccun,
H3MEHEHHH B [I0CTAHOBNICHHE pEleHUsA O BHECEHUH beneparbHBIM 3aKOHOAATENBCTROM Munsxonompazsutus Poccun
IpaBurenscrna Poccuiickoi npoekTa GpenepanbHOro B 4aCTH CO34aHHuA (elepasibHOro
®enepanny ot S mas 2018 1. 3aKoda B ['OCyNapCTBEHHYIO  perHcTpa NyTeM €ro BIIIOYEHHS B
Ne 555 "O equnoft Hymy denepanbHoro €IMHYIO FOCYapCTBEHHYIO
rocyaapcTBEHHOMH Cobpanns Poccuiickont HMHGOPMALIMOHHYIO CHCTEMY B chepe
MHQOPMANKOHHOH cHCTEME Penepauny 31paBOOXPaHEHHS
B cepe 3apaBooxpaHeHus”
S. ITpoexT npukaza Muusapasa 3aKOHOIPOEKT 3 Mecslla co JHA NPHHATHA IlpuBenenre HopM NpUKaza B Munzapag Poccuu

Poccun "O BHecenunu
M3MEHEeHHH B NIPHKa3
Munznpasa Pocenu

ot 14 suBaps 2019 r. Ne 4n
"O6 yTBEPKACHHUH TTOPANKA
HA3HAYEHHUS JIeKAPCTBEHHBIX
apenaparos, PopM
penenTypHbIX 0J1aHKOB Ha
JIeKapCTBEHHBIE TIPENapathbl,
nopsaka opopMIIEHHA
YKa3aHHBIX OJaHKOB, UX yueTa
n xpaHeHus"

20012320.doc

Ha 3aceflaiuu [IpaBUTeNbCTBA
Poccuiickoit ®enepanuu
PEI€HHs O BHECEHHH
npoekTa pefepaIbHOro
3aK0Ha B [ 0CyapCTBEHHYO
Hymy ®OenepansHoro
Cobpanus Pocculickoit
Qenepaunu

COOTBETCTBHE ¢ (eepabHBIM
3aKOHOZATENLCTBOM B YacTH
obecriedeHHs IpaKIaH
JIieKapCTBEHHBIMH [IpeflapaTaMH,
BIUIIOYECHHBIMH B IIEPEYEHD
YKU3HEHHO HEOOXOIUMBIX U
BOKHEHILNX JIEKaPCTBEHHBIX
[IpenapaTos



Obocrosarue Hcnonuurens
Ne HaumeHoBaHME NPOEKTA HEOOXOMUMOCTH CpOK monroToBKH Llens, npenMeT u conep kanye U COUCIIOJIHUTEND pa3padoTKH
/1 | HOPMATHBHOTO MPABOBOTO AKTA MOATOTOBIH HOPMATHBHOTO [paBOBOTO PEryJIHPOBAHHUA [IpOEKTa HOPMATHBHOTO .
HOPMaTHBHOTO NPaBOBOTO aKTa NPABOBOTO aKTa
NpaBoBOro aKkTa
6. Tlpoexr nprkaza Munszapasa 3aKOHOMPOCKT 3 Mecsilla co AHS IPUHATHA YTouHeHue TpeboBaHUH Munsnpas Poccuu

Poccun "O BHeceHHH
H3MEHEHHH B [IpUKa3
Munzapasa Poccun

or 24 nexabps 2018 r. Ne 91 1H
"O6 yTRepMUICHUH
TpeboBauui k
roCyAapCTBEHHBIM
HH)OPMALMOHHBIM CHCTEMAaM
B c(epe 3ApaBOOXpaHEHHs
cybrextoB Poccuiicko
Penepanni, MEAMUHHCKUM
UH(OPMAIIMOHIILIM CHCTEMAM
MeIHUHHCKHX OpraHH3alHA

¥ MHQOPMaLMOHHBIM
cucreMam $papMaleBTHYECKHX
opraguzauuit”

20012320 doc

Ha 3acefianuy [IpaBHTENBCTBA
Poccuiickoit Genepaluuu
pelLUEeHHs O BHECEHHH
poeKTa eaepasbHOro
3akoHa B 'ocynapCcTBEHHYIO
Hymy DeaepanbHOTO
Cobpanusg Poccuiickoi
Denepannu

K TOCYaPCTBEHHBIM
MH(pOPMaUHOHHBIM CHCTEMAM
B chepe 3apaBoOXpaHeHus

cy6bexToB Poccuiickoit denepauny,
MEIMIHHCKHM HH(OPMAIIHOHHBIM

CUCcTEMAM MECIOMIHHCKHX

opranu3auui 1 HHGOPMaLMOHHbIM

cucreMaM (apMaleBTHIECKHX
oprauzanuii B yactu cbopa,
XpaHeHHs 1 06paboTKH
nigopMauuu o6 obecneyenun
OTHENBHBIX KaTeropuil rpakaas,
B TOM 4HCJie TpaXkJlaH, MMEIOIINX
MPaBoO Ha NOJNyueHHe
TOCYIApCTBEHHOH COLMANbHON
TIOMOILLH, JIEKapCTBEHHBIMH
IIpenapaTamy,
CHeaNu3HpOBaHHBIMH
OpoAyKTaMH JedeOHOro NUTaHus,
MEIMUMHCKHMH U3AETTHAMH



IMPABUTEJILCTBO POCCHHMCKOMN ®EJIEPAITAA
PACIIOPAXEHHUE

ot 15 ¢espang 2020 r. Ne 293-p

MOCKBA

1.Byectu B TlocymapctBennyto Hymy @egepansHoro Cobpanus
Poccuiickoit  Denepanuu  npoeKT (eaepaibHOro 3akoHa "O  BHECEHUH
M3MeHeHU B OTHEABbHBIE 3aKOHOAATeNbHble akThl Poccuiickoil degepanumu no
BompocaM  obecriedeHHA — TpaXAaH  JIEKapCTBEHHBIMH  mpelapaTamy,
MENUUAHCKUMH M3AENHAMH U CNEUANU3MPOBAHHBIMY NIPOAYKTaM# jieueQHOro
MUTagus".

2. Hazmayute 3amectutens MuHucTpa 3ipaBooXpaHeHus Poccuiickoi
Depeparyu XopoBy Hatanero AsiekcaHIpoBHY OQHLMANBHBIM NIpeICTaBHTEIEM
IlpasutenscrtBa Poccuiickoit Pepepalivé [py  pacCMOTpeHMM TNajlaTaMu
®enepanpHoro Cobpanusa Poccuiickol ®enepauuu npoekra GenepanbHOTO
3akoHa "O BHECEHUM M3MEHEHHH B OTIE/bHble 3aKOHOJATENbHBbIE aKTHI
Poccuiickoit ®enepanuu no ponpocaM obecneueHus rpaXkaaH 1eKapCTBEHHBIMU
nperapaTtaMy, MEIULUMHCKMMH  M3JENHAMH U CleUHaIU3MPOBAHHBIMH
HIpOLYKTaMH JieyeOHOro mHTaHus".

M.Munrycrun

4389887



