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TFOCYIOAPCTBEHHAS IYMA
®EJIEPAJILHOI'O COBPAHHUSI POCCUMCKON OELOEPALIMH
CEIIBMOI'O CO3BbIBA

BBIIIUCKA U3 HPOTOKOJIA or 10.03.2020 Ne251
3ACEJIAHUA COBETA I'OCYJIAPCTBEHHOH JYMBI

"10" wmapra 2020T.

31. O npoexTe penepannnoro 3axona Ne 902457-7 "O BHeceHHH H3IMEHEHHIH
B OTAeJbHbIe 3aKOHOAaTe/bHble aKThl Poccuiickoit denepanun mo Bompocam
obecneyeHHsS IrpaxaaH JIeKapCTBeHHLIMH NMpenapaTaMH, MEAHLHHCKHMH H3/1e/IH-
AMH H CHENHAJHIHPOBAHHLIMH MNPOAYKTAMH Jie4e6HOro NHTAHHA'" - BHOCHT
IIpaBuTenncTBo Poccniickoit Peaepaunn

IIpHHATO pelIeHHe:

1. HampaBuTs yka3aHHBIH NpoeKkT ¢egepanbHoro 3akoHa IIpesumeHty Poccuii-
ckoit enepaunn, B KOMHTETHI, KoMHccHIO ["ocynapcTBenHo# yme1, ¢ppakuuu B [ocy-
napcrseHHolt Jiyme, Coer ®egepauun Penepamsnoro Cobpanus Poccuitckoit dene-
pauuH, [IpasurensctBo Poccuiickoit ®enepanuu, Cuernyto nanary Poccuiickoit ®ene-
panuu, O6iecTBeHnyto nanaty Poccuiickoit ®enepannn, 3akoHonaTeNbHbIE (TIpeaCTa-
BUTENbHBIE) H BBICUIHE MCNIOJIHUTENbHBIE OpPraHbl FOCYAapCTBEHHON BIAaCTH CyOBEKTOB
Poccuiickoft depnepauuu ANA MOATOTOBKM OT3HIBOB, NMpEeMNOKEHHN M 3aMevyauwii, a
Takoke Ha 3akmodenne B [IpaBoBoe ynpasnenne Annapara ['ocynapcrBenHost J{ymsl.

Ha3zHauMTe OTBETCTBEHHBIM B paboTe Hajy MpoekToM (emepaTbHOro 3aKoHa
Komuter N'ocynapctBeHHo# [lyMb! 10 oxpaHe 300pOBBA.

OT3kIBbI, NpEUIOKEHHSA U 3aMedaHHs HanpaBuTh B Komurer ["ocymapcTBeHHOM
JyMsl o oxpaHne 310poBbs A0 8 anpens 2020 roga.

2. Komutery IN'ocynapcrBenHolt JlyMBl [0 OXpaHe 3J0pOBBI C YY€TOM IOCTY-
NMHBIIKX OT3LIBOB, NPEJIOXKECHHH H 3aMeYaHUH MOATOTOBHThH yKa3aHHBIH NMpoekT dene-
pajIbHOr0 3aKOHAa K paccMoTpeHuto ["ocynapcTBenHoi JlyMoit.

3. BkiouHTh yKa3aHHbIM OpOeKT (peaepalbHOro 3akoHa B MPHMEPHYIO IPOrpaM-
MYy 3aKOHONpoeKTHOH pabGotel I'ocynapcreenHOR JlyMElI B mepHOX BeCeHHEH CECCHH
2020 rona (anpens).

B.B.Bonogun

BEPXOBHbLIN COBET
PECNYBNUKU XAKACM
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locynapctBenHas Jyma
DenpepansHoro CobpaHus
Poccuiickoit @enepauuu
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O BHeceHuw npoekTa dhenepansHOro " Tocymperaerma fina GCPS
3akoHa "O BHECEHMH H3MeHeHHUH 2020 19:33

B OTAENbHbIE 3aKOHOMATEIbHBIE AKThI
Poccuiickoit Penepalinu no BonpocaMm
obecniedyeHus rpaKIaH JIEKapCTBEHHBIMHU
npernapaTaMi, METULMHCKUMHE H3NEITHAMHU
U CrelHalU3UPOBaHHBIMU MTPOAYKTaMU
ne4ye6HOro NUTaHUA"

B coortBercTBUM co crateeil 104 Koncrutyuuu Poccuiickoit ®epeparu
[IpaButensctBo  Poccmiickot ~ dexepamuu  BHOCUT Ha  pacCMOTpeHHE
[locymapcreennoit dymer ®enepanshoro Cobpanus Poccuiickoit ®epepanuu
NpoeKT @QenepanpbHOro 3akoHa "O BHECEHMHM HW3MEHEHHH B  OTHE/BHbIE
3aKOHOZaTeNbHble aKkThl Poccuiickor Penepanur mno BompocaMm obecnedeHus
rpaxgaH  JIEKapCTBEHHBIMH  IIpernapaTaMHd,  MeOULMHCKUMH  H3JeTHAMHU
U CllelHaTH3MPOBaHHBIMH NPOAYKTaMH JiedeOHOro nutaxHus'".

[Tpunoxenwue: 1. [Ipoekt penepanbHOro 3akoHa Ha 9 1.
2. IloscHuTeNbHAS 3aITMCKa K 3aKOHOMPOEKTY Ha 3 1.
3. @UHAHCOBO-9KOHOMUUIECKOe 000CHORaHUE Ha 2 1.
4. [lepedens ¢enepanbHbIX 3aKOHOB, MOUIEXAIMUX TPU3IHAHHIO
YTPaTUBIUMMH CHIIY, NPHOCTAHOBJICHHIO, H3MEHEHHIO HIIH
IIPUHATHIO B CBA3U C 3aKOHOIIPOEKTOM, Ha 1 JI.
5. IlepedeHpr HOPMATHBHBIX IpaBOBRIX akTOB Ilpe3unmeHTa
-Poccuiickoit  ®enepauun, IlpaButensctBa Poccuiickoit
et £ // /) J) "EDenepauHu U QenepanbHBIX OpPraHOB UCHOJHUTENBHOMH
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BIACTH, MOAJEXAIIMX MPU3HAHMIO YTPATHUBIIMMM CHIY,
IPHOCTAHOBJIEHHIO, H3MEHEHMIO WIM MPUHATHIO B CBA3M
C 3aKOHOIIPOEKTOM, Ha 5 J1.

6. Pacnopsxenue IlpaButensctBa Poccuiickoit Penepanuu
0 BHECEHMHM 3aKOHONpoekTa B l'ocymapcrBeHHylo Jymy
Qenepansoro  Cobpanus  Poccuiickoit  Penepanuu
H 0 Has’HayeHWH  O(QHUMAIBHOIO  IPEACTaBUTENS
[TpaBuTensctBa Poccuiickoit denepauuu npu paccMOTpEHUH
3akoHompoekra nanatamu  PepepansHoro  Cobpanus
Poccuiickoit Penepauuu Ha 1 1.

[Npencenarens [IpaButenscIna
Poccutickoit ®enepanun M .Muurycrux

20020860.doc
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Brocurcs ITpaBurtenscraom
Poccutickoit @enepatin

IO G- [Ipoexr
®EJTEPAJBHBIN 3AKOH

O BHeceHHM H3MEHeHUil B OTAeJbHbIE 3aKOHOAATEAbHbIE aAKThI
Poccuiickoit Pegepaunu no ponpocam obecredeHus rpaxiaH
JIeKapCcTBeHHbIMH NpenapaTaMu, MeJHIHHCKHUMH H3AeNHIMH
H crelHa/M3HPOBAHHLIMH MPOAYKTAMH J1e4eGHOro MUTaHUS

Cratba 1

Buectn B DegepanpHbii 3akoH 0T 17 mrona 1999 roma Ne 178-03
"O rocynapcTBeHHOH coluanbHOoi nomomu"” (CobpaHHe 3aKOHOAATENBCTBA
Poccuiickort Penepariuu, 1999, Ne 29, ct. 3699; 2004, Ne 35, ct. 3607; 2006,
Ne 48, ct.4945; 2007, Ne 43, cr. 5084; 2009, Ne 30, ct.3739; 2010, Ne 50,
cT. 6603; 2013, Ne 19, ct. 2326; Ne 48, cT. 6165; 2016, Ne 1, ct. 8) cnenyromme
M3MEHEHUS:

1) B cTathe 6°:

a) B myHKTe 1 4actu 1 mocie ciioB "HEOOXOOUMBIMH JI€KApCTBEHHBIMU
npenaparaMi JAJI1  MEAMUUHCKOTO IpUMEHEHUS" [JOMONHUTH CJIOBaMH
"B obbeMe He MeEHee, 4YeM 3TO IPEeNyCMOTPEHO TIEpeYHEM IKHU3IHEHHO

HeOOXOOUMBIX H BaXKHEHIIMX JIeKApCTBEHHBIX Npenaparos, CQOpMHUPOBaHHBIM
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2
B cooTBeTCTBUHM ¢ PenepanbHbIM 3akoHOM OT 12 anpens 2010 roga Ne 61-93
"6 obpareHUH NeKapCTBEHHBIX cpeacTs',";

6)B wyactu 2 cnoBa 'mepeyeHb JIEKAPCTBEHHEBIX  IIperaparoB
JUIS MeOULIMHCKOTO NMpPHUMEHEHUs, B TOM YMCJe JIEKapCTBEHHBIX IIpeIaparoB
U1 MEOULMHCKOro MpHMEHEHHs, Ha3HayaeMbIX MO pELIeHUI0 BpauyeOHEBIX
KOMHCCHI MEIULIMHCKUX OpraHu3anuif," HCKITIOYHUTE;

2) cTaThio 6* JOMOMHHMTE YacThI0 3' ClEMYIOWIEro CoepKaHH:

"3.! Opran, ocymectenmoutmii Befenue DenepanbHOro perucTpa Mui,
MMEIOIIUX IIPABO Ha [MOMy4YeHHE TOCYAAPCTBEHHOM COLMANBHON MOMOLIH,
obecneynBaeT MpeJOCTaBlieHUE cBeAeHHN U3 ykasaHHoro PejepanibHOro
peructpa B  PelepaNbHBIA  pErMCTp  TpaxaaH, MMEKWIIHX  IIpaBo
Ha obecleyeHHe JIeKApCTBEHHBIMHU MpernaparaMi, MEIUUUHCKUMH H3ZENUIMU
M ClHEeUHaTH3MpOBAHHBIMH MPOAYKTaMH JieyeOHOro MUTaHUA 32 Cyer
OrOMKEeTHBIX aCCUTHOBaHUM cbeﬁepa.nbﬂoro OromKeTa U OOKETOB CYOBEKTOB
Poccuiickoit ~ Demepanuu, NpeTyCMOTpeHHBIt  uacTeio | craThu 44
®enepansHoro 3akoHa ot 21 Hofbps 2011 roga Ne323-03 "O6 ocHoax
OXpaHBI 310poBbs rpaxkAaH B Poccuiickoit Genepauuu".";

3) yacthb 2 cTaThHH 6'° OMONHUTE MYHKTOM 6 CIEAYIOIIETO COAEPKAHHS:

"6) obecrieynBaeT NMpeRoCTaBNeHUE cBeleHUll B DemepanbHEI pETUCTP

rpaxaaH, UMEKOILUX IIpaBO Ha obecneyeHue JIEKApCTBCHHBIMH IIpE€riapaTaMu,

29091275.doc
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MEIMLIUHCKUMHU U3AENUIMHU U ClieNUaTU3UPOBaHHBIMH IIPOLYKTAMH Jle4eGHOro
UTAHUSA 32 CYET CPEICTB OIOMKETHBIX aCCUHOBaHKH denepansHoro 6romkera
u OromxeroB cybwnektoB Poccuiickoit Pepepauuu, NOpeaycMOTpPeHHBIH
yacTelo 1 crateu 44 QenepansHoro 3axkoHa oT 21 nos6ps 2011 roma
Ne 323-@3 "O6 ocHOoBax oOXpaHBl 3[0pOBBS TpaxAaH B Poccuiickoi
Depepanun”.".

Cratbs 2

Baectu B ®PepepanpHeii 3akoH ot 12 ampens 2010 roma Ne 61-03
"O6 obpawennn nexapcTBeHHBIX cpeAcTB" (CobpaHue 3aKOHOHATENBCTBA
Poccuiickoit @enepauun, 2010, No 16, cr. 1815; 2011, Ne 50, ct. 7351; 2012,
Ne 26, ct.3446; 2013, Ne 48, ct. 6165; 2014, Ne 52, c1. 7540; 2015, Ne 29,
cT. 4367; 2017, Ne 31, cT. 4791; 2018, Ne 1, c1. 9; Ne 23, ¢T. 2917, 2019, Ne 31,
cT. 4456) cnenyrolye U3MEHEHU:

1) B myHkTe 6 cTaThbU 4 COBO "€XEroIHO" UCKIIIOYHUTE;

2) nyHkT | ctaThu 60 H3TOXKKUTE B CIEAYIOIIEH peaakLUH:

"1) yrBepxnaeHus IlpaButensctBoM Poccuiickoit Pepepauuu MmepeyHs
KHU3HEHHO HEeOOXONMMBIX Y BaXKHEHILIMX JIEKApPCTBEHHBIX [IPEraparos,
KOTOpBI (QOpMHpYeTCs M HE pexe ONHOrO pa3za B IoJ MepecMaTpUBAeTCA
B YCTaHOBNICHHOM HM TMOpANKE HA OCHOBE KOMIUIEKCHOH OLEHKH

JIEKaApCTBEHHBIX IperiapaToB, BKJ/IOYass aHallu3 CBEIEHUR O CpaBHHTC.HBHOﬁ

29091275.doc
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KIMHHYECKOR 3(PeKTHBHOCTH ¥ 6e30MacHOCTH JIEKapCTBEHHOTO CpElCTEa,
OLIEHKY 3KOHOMHYECKHX MOCIeACTBUN NPUMEHEHHUS JIEKapCTBEHHOIO CpelCcTBa
M U3y4yeHUEe MOMOJHMUTENIBHBIX NOCNEACTBHN NPUMEHEHHUS JIEKAPCTBEHHOTO
CpeacTBa;.
Cratbsa 3
Brectu B QenmepanbHblii 3akoH oT 21 HosOpst 2011 roma Ne 323-03
"O6 ocHOBax OXpaHBI 3HOpOBBS TIpaxJaH B Poccuiickoit Pemepauun"
(Cobpanue 3akoHoAaTenbeTBa Poccuiickoit Penepanmu, 2011, Ne 48, cr1. 6724,
2013, Ne 39, ct. 4883; Ne 48, cT. 6165; 2014, Né 43, c1. 5798; Ne 49, cT. 6927;
2015, Ne 1, ct. 85; Ne 10, cr. 1425; Ne 27, c1.3951; Ne29, ct.4397; 2016,
Ne 18, cr. 2488; Ne 27, c1.4219; 2017, Ne 31, ct1. 4765, 4791; Ne 50, cT. 7544,
2018, Ne 1, cT. 49; Ne 32, cT. 5092, 5116; Ne 53, ct. 8415, 2019, Ne 10, ct. 888;
Ne 49, c1. 6958) caeayroluue U3MEHEHHUS:
1) HOMOMHHUTE CTaTheil 44’ CIIERYIOMEro CoOAEpKAHUS:
"CraTps 44'. @egepaibHblil pErHCTP rpaxaaH, HMEIOMHUX IIPABO HA
obecnedyeHHe JieKapCTBEHHBIMM TpenapaTamu,
MeIHLUHUHCKHMHU H3JETUSIMHU U
CreNHaTH3UPOBAHHBIMH NMPOAYKTAaMH JieueGHoro
[MMTAHHS 32 cYeT OKJKeTHBIX ACCHTHOBAHHH
denepaibHoro 6roakera M 610:KeTOB cy0OBEKTOB
Poccuiickoii @epepanuu

1.B Uensx KOOpOMHAUMM OEATENBHOCTH (enepajbHEIX  OpraHoB

UCMONHUTENIBHO! BJ/IACTH, OpraHoB UCTIOJIHUTENIbHOM BJIACTH CYGTJCKTOB

29091275.doc



Poccuiickoit Depepauyy, opraHoB MECTHOTO CaMOYIIPABIEHHS, MeIULMHCKHUX
OpraHu3alMil rocyJapCTBEHHOH, MYHULMMNAIBHOA W 4YacTHOH cHCTEM
3[paBOOXpaHEHUss B 4acTH obecneueHUss TrpaxiaH JIeKapCTBEHHBIMU
npenapaTaMd, MEAULUMHCKUMH H3JCMUAMH M CHELHATH3UPOBAHHBIMU
NPOAYKTaMH JNeyeOHOro MNUTaHUA 33 CYeT OMOMKETHBIX AaCCUTHOBAHMM
denepanbHoro 6rofkera u OromxeToB cyOnexToB Poccuiickoit Deneparmu
YIIOJIHOMOYEHHBIM  (eJepalbHBIM  OpraHOM  HCIOJHHTENBHOH  BJIACTH
ocyluecTBiseTcs BeJeHue PenepanbHOro perucTpa rpaxiaH, HMEIOIUX IPaBo
Ha ofecnedeHUe JIEKApCTBEHHBIMU MpenapaTaMy, MeQULUHCKUMHU H3IeTHAMH
M CHeUIH3MPOBAHHBIMU MNPOAYKTAMHU Jie4eOHOrO IMHMTAHUS 33 CYET
OrOKETHBIX aCCHTHOBaHHUI QenepanbHoro 6wrkera U GI0MKETOB CyOBEKTOB
Poccutickoit ®enepauun (aajiee B HacTosILeH cTatbe - PeaepanbHblil perucTp
rpaxKJaaH), COAepKallero clelyroline CBEJEHHUS:

1) cTpaxoBOif HOMep HMHAMBUAYANBHOrO JIMLEBOTO CUETa IpaxJaHUHA
B CHCTeMe 00s3aTeIbHOr0 IEHCHOHHOIO CTPaxoBaHus (IIPY HATHYHH);

2) baMunust, HMs, OT4YecTBO (IIpM HANMYMU) TIpaXTaHUHA, a TaKXKe
damunys, Kotopas ObL1a y HETO NP POXKAEHHH;

3) mata poXIeHHUS;

4) nou;

29091275.doc
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5)agpec Mecra kHTenbcTBA (MecTa mpeOBIBaHUA, (DaKTUYECKOro
IPOXXUBAHUSA);

6)cepuss UM HoMmep nmacnopra (CBUAETENHCTBA O  POXICHUH)
HJIH YAOCTOBEPEHU S JIMYHOCTH, JaTa BBIJ]auM YKa3aHHBIX JOKYMEHTOB,;

7) HoMep monuca  00s£3aTE€NbHOTO  MEQMLIMHCKOTO  CTPaXOBaHMSA
3aCTPaxOBaHHOIO JHUIIA,;

8) cBeleHHUs O paxXJIaHCTBE;

9) cBemeHuss 06  OCHOBaHMUAX  [peObIBaHHA UM [POXXUBAHUS
B Poccuiickoit Pepepauuu (a1 HHOCTPAHHOIO TIpaxJIaHHUHa, JIMIA
6e3 rpakJaHCTBa, B TOM 4Hcile OexeHLa);

10) mata BuiroyeHus B efiepanbHblil perucTp rpaxaa;

11) nuarHo3  3aboneBaHus  (COCTOSIHME),  BKIIOYas  €r0  KOX
no MexayHaponHo#i craTucTHYeckoit Kiaccubukanuu 6onesHeit u npodiem,
CBSI3aHHBIX CO 3[I0POBBEM;

12) kaTeropuss rpaxaaH (rpynna HaceleHHs), HMEIOIHX I[paBo
Ha obecneueHue JIeKapCTBEHHBIMU MpenapaTaMH, MEIULMHCKUMM H3ACTUAMU
M CHelHanM3MpOBaHHBIMH NPOAYKTAMH Je4eOHOro I[MTaHMUs, KaTeropHs
3aboneBaHus, KOTOpas  SBISETCS  OCHOBaHMEM AN obecnedeHus
NeKapcTBEHHBIMH mpernaparami, MeIULUHCKUMU H3ENUAMH

H CHeUHATH3NPOBAHHBIMHU MIPOAYKTaMHU nedyebHOro INHTaHHUA, B TOM YHCIEC

29091275.doc
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c yueroM Ilepeuns rpynn HaceneHMs M KaTeropuit 3aGonesaHuii, npu
aMOy/TaTOPHOM JIEYEHUH KOTOpBIX JICKAPCTBEHHBIE CPEACTBA M HM3JelHs
MEJHLMHCKOrO Ha3HaueHUs OTIIyCKAIOTCS O pelenTaM Bpaueil GecruiaTHo,
¥ [lepeuns rpynn HaceneHus, Npu amOyJaTOPHOM JIeYeHHH KOTOPHIX
NeKapCTBEHHBIE  CpeJCTBA  OTIYCKalOTCs IO peuenTtaM  Bpaueii
C MATUAECATUNIPOLIEHTHON CKMAKOM;

13) cBefeHyss 0 Ha3sHAYEHUM U OTIYCKE JIEKapCTBEHHBIX IperapaToB,
MEIUIMHCKUX M3AENnUi U CHelHalu3UpOBaHHBIX IPOAYKTOB JieueOHOro
NUTaHKs, YKa3aHHBIX B I[yHKTE 12 4acTH 1 HaCTOSILEHN CTaThH;

14) uHBle CBefleHHs, KOTOpHIE BIpaBe oOnpelnenuTs IIpaBHUTENHCTBO
Poccuiickoit @enepanniu.

2. [Topsanok BenmeHuss DenepanbHOrO perucTpa rpaxinaH, B TOM YHUCHe
MOpANOK AOCTyNa K MHPOpPMALMH, COAEpKalUeHcs B HEM, TOPSAHOK U CPOKH
npencTaBleHUs HWHPOpPMalUWM B yKa3aHHBIM pErucTp, YCTaHaBIHBAKOTCS
IIpaBurensctBOoM Poccuiickoit Penepaunu.

3.B @enepanbHBIf pPErHCTp TpaxHaH BKIIOYAKOTCA  CBEACHUA,
[peAyCMOTPEHHEIE YacThio | HACTOsIIEH CTaThH, MOTyYaeMbIe U3:

denepanbHBIX PErUCTPOB, MPELYCMOTPEHHBIX YaCThIO 2! craTen 43,

yactsMi 4 u 8 crarbu 44 Hactosuiero PejepanbHOr0 3aKOHa, YacTblO 2

29091275 .doc
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crateit 6 @epmepansHoro 3akoma ot 17 mrons 1999 roga Ne 178-03
"O rocyaapCTBEHHOM COLMANIbHOM TOMOLIK";

eIUHOH rocymapcTBeHHOH HHGOPMAlUOHHOK CHUCTEMBI COLMAIBHOTO
obecrnieyeHus.

B ®enmepanbHBIf perucTp CpaXAaH BKIIOYAIOTCS TaKKE CBEAEHHA
O TIpaxgaHaX, KOTOpHIM mpd amOyJIaTOPHOM JIEUEHUH JIEeKapCTBEHHEIE
CpeACTBa K HM3Ienus MEJULMHCKOTO HasHauyeHWs OTIIYCKAIOTCA MO pelentaM
Bpayeil OecIIaTHO M KOTOpPBIM JIEKapCTBEHHEBIE CpENCTBa OTMYCKAKOTCA MO
pelentaM Bpaueil ¢ NATUACCATUIPOLUEHTHON CKUAKOM.

4. OpraHsl  rocyZapcTBeHHOH  BnacTH  cyOwnekToB  Poccuiickoit
depepallui OCYILIECTBISAIOT BeleHHE perHOHANBHBIX CerMEHTOB PefepalibHOro
perucTpa TrpaxAaH M CBOEBPEMEHHOE  IPEACTABJIEHHE  CBEACHUH,
COHepXalUXCs B HUX, B YINOJHOMOYEHHBIH dedepaneHelt  oprad
UCITOTHUTENBHOM BNACTH B MOpSOKe, YCTaHOBIEHHOM IIpaBUTENBCTBOM
Poccuiickoit Peneparun.”;

2) myHKT 5 yactH 2 craThy 81 DOMONHHTH CjI0BaMH ", cQOPMUPOBaHHEIH
B obneMe He MeHee, YeM OTO IpPeJYCMOTPEHO IIEpEeYHEM KHU3HEHHO
Heo6xomM51x M BaXHEHIIHX JeKapCTBEHHBIX MpENaparoB, YTBEPXKAACMBIM

[TpasutenscTBoM Poccuiickoit denepauun B cOOTBETCTBUM ¢ (DenepanbHBIM

29091275.doc
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3akoHOM oT 12 anpens 2010 roga Ne 61-®3 "O6 obpalleHUH eKapCTBEHHEIX
cpeacTB";
3)B uactu 4 crateu 91' cnoBa "wactamu 4, 8 crarbu 44" 3aMeHHTSH
cnoBaMH "yacTsaMu 4 u 8 cratbu 44, yacthio | crateu 44",
Cratba 4

Hacrosmuit @enepanpHelil 3aKkOH BCTynaeT B cuiry ¢ 1 urong 2020 roga.

Ipe3uneHT
Poccuiickoit Pegepauuu

29091275 doc




HNOSACHUTEJIBHASA 3AITMCKA

K MpoeKTy eaepaabHoro 3akoHa ''O BHeCeHHH H3MeHEHHUH B 0TAeNbHbIE
3aKOHOJaTe/bHbIe aKkThl Poccuiickoit Peepanuu no Bonpocam obecnedeHus
rpaxXaaH JiekapcTBEHHbIMH [TpenapaTaMi, MeAHIHHCKUMH H3AeUAMH
H CIIeLHAJTHIHPOBAHHBIMH NPOAYKTAMH Je4eOHOro nuTanug"

[Ipoekt denepansHoro 3axoHa "O BHECEHMM M3MEHEHHH B OTHEIBHEIE
3aKOHOZaTeNbHble aKThl Poccuiickoir Pepmepalyu 1Mo BompocaMm obecrnedeHus
rpaXfaH  JIeKapCTBEHHBIMM  [perapaTraMy,  MEOUIMHCKUMH  H3TETHSIMH
M CIeUMaNU3UpOBaHHBIMH MNpOAYKTaMM JledyeOHoOro nuranus” (mamnee -
3aKOHOIMpPOEKT) pa3paboTaH Bo ucnosHeHHe nopydeHu# Ilpesumenta Poccuiickoit
Qenepauud ot 17 nekabpas 2018 r.  Nellp-2420  (ab3aupl  BTOpOit
U TpeTudt noanyHkra "a" mnyHktal) ©u ot 24 suBaps 2020r. Nellp-113
(nopmyHKT "e" myHkTa 1).

Llenpto peanu3anyd 3aKOHONPOEKTA ABMASETCA COBEPLUCHCTBOBAHUE CHCTEMBI
JleKapcTBEHHOro obecnedeHus rpaxaal ¥ yBeauueHue JOCTYMHOCTH IS OTAENbHEIX
KaTeropuit rpakfaH JeKapCTBEHHBIX [PenapaToB, MpeNOoCTaBIsIeMBIX B paMKax
TEPPUTOPUATIBHBIX MPOTPaMM TOCYNapCTBEHHBIX TapaHTHH 6eclIaTHOro oKa3zaHus
rpaxaaHaM MeAHUMHCKOH TOMOIIH.

3aKOHOIPOEKTOM MpelycMaTpuBaeTcs co3naHue @elepalbHOTO pervcTpa
rpaxaaH, HMEIOWUX IpaBo Ha obecnedeHHE JIeKApCTBEHHBIMM IIpenapaTaMH,
MEIULUMHCKUMH H3AENHAMH M CIOELUHATM3HPOBAHHEIMH MPOAYKTAMH JIe4eOHOro
OMTaHMUsA 33 CYET CpelcTB OFOMKETHBIX acCHrHOBaHHMH ¢exepanpHoro Oromxera
u OromkeroB cyorekToB Poccuiickoit Penepanyu (nanee - PefepaibHblil perucTp
rpaxKJaH), 3aKkpelUIfeTci COCTaB BKIIOYEHHBIX B HEro CBeJeHMH, a TaKxe
nonHomoune [IpaButenncrBa Poccuiickoit denepauuy 1o oIpeneneHUI0 NopsakKa
ero BefleHUs.

Co3panne DenepanpbHoro perucTpa rpaxiaH HanpaBleHO Ha ofecriedeHue
aBTOMATH3UPOBAHHOT0 aHanu3a (aKTHYeCKOro obecrnedeHHs IpaxgaH JIBrOTHBIX
KaTErOpHH  JIEKapCTBEHHBIMH  TIpernapaTtamd,  MEIULHMHCKUMH  H3JeNHSIMHU
U CTeUMaNIM3UpPOBaHHEIMU NPOAYKTaMH J1eueOHOr0 NMHUTAHUA, NTOBBILICHHE TOYHOCTH
MIPOrHO3MPOBaHUA MMOTPeOHOCTH B JIEKAPCTBEHHBIX IIpemnaparaxX, MEQMLHHCKHX
M3LENUAX M CHeLHaM3UPOBaHHBIX MPOAYKTax JeueOHOro MuTaHusd, HeoOXOAMMBIX
IJISL peay3aluuy IporpamMM JIbFOTHOrO JlekapcTBeHHOro obecneuenus, obecrnedeHue
aBTOMATH3MPOBAHHOIO  aHaj3a  OCTAaTKOB  JIEKApCTBEHHHIX  IpenapaToB
B MEIHUHHCKHX Y allTeYHBIX opraHu3anusax cyosexkroB Poccuiickoit Penepauud.

Ipu 3TOM 3aKOHOIMpPOEKTOM MpEeNyCMaTpUBAeTCs BHECEHHE HW3MEHEeHU
B Depepaneurpiit 3akoH or 17 urons 1999r. Ne 178-03 "O rocymapcrBeHHOMR
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COUHaNIBHOM IOMOWIM" C LENBI0 3aKpEIVIEHHA MEXaHH3MOB HHGOPMAHOHHOTO
obmeHa Mexmy DenepanbHEIM PETHMCTPOM FpaXKiaH U (QelepaibHEIME PEruCTpaMu
ML, MMEIOIMX [paBO Ha JsFOTHOE JIEKAPCTBEHHOE ofecnedeHHe, equHoi
FOCYAapcTBEHHOW HHQPOPMAUOHHOM CUCTEMOM COLMaNBHOro obecneueHus.

3aKOHOMPOEKTOM YCTAHABNHBACTCA IEPUONUUHOCTD [EPECMOTPa IEPEYHS
KU3HEHHO HEOOXONMUMBIX M BaXHEHIIMX JEKapCTBEHHBIX MpenapaTtoB (Jaiee -
nepevens XXHBIJIIT) ne pexke ogHOro pasa B Iof, 4YTO [O3BONHT CBOEBPEMEHHO
aKTyalH3UpOBaTh MaHHBIA IepeueHb C YYETOM eXEeKBapTalbHBIX 3acelNaHui
komdccud  MunsgpaBa PoccuM 1o ero  QOpMHpOBaHHMIO B COOTBETCTBHH
¢ [IlpaBunamu QopmupoBaHHs TMepeyHeld JeKapCTBEHHBIX MpemapaToB Ui
MEOULUMHCKOTO0 TPHMEHEHHS M MUHHMMAIBHOTO AaCCOPTUMEHTA JIEKapPCTBEHHEIX
IpenaparoB, HEOOXOMUMBIX IS OKa3aHHUA MEAHLIUHCKOH TIOMOILH, YTBEPX AEHHBIMH
rioctaHoBnieHueM [IpaBurensctBa Poccuiickoit ®emepauun ot 28 asrycra 2014 r.
Ne R71.

B nacTosmee BpeMs B COOTBETCTBHH C 4acThi0 2 cTaThi 6° delepalbHOrO
3akoHa oT 17 urons 1999 r. Ne 178-D3 "O rocymapcTBeHHO#! conuaNbHOM MoMomwu"
HasHaueHHe JIeKapCTBEHHBIX IIpenapaToB TIpaxIaHaM, UMEIOUHM IIpaBo Ha
NeKapcTBEHHOe ofecreueHHe B paMKax I[peJOCTaBIEHHS TOCYdapcTBEHHOM
COUMANBHOM ITOMOLIM, OCYIIECTBIASETCS B paMKax TMepeyHs JIeKapCTBEHHBIX
MpernapaTtoB I MEIUUHMHCKOrO T[PUMEHEHUsA, B TOM YHCIE JEeKapCTBEHHBIX
NpenaparoB QI MEJAHUUHCKOTO IPUMEHEHHs, Ha3Ha4daeMblX TI0 peIICHHIO
BpaueOHBIX KOMHUCCHII MEOWLUMHCKMX opraHusauui (nanee - nepedesrs OHJIC).
INepeuens OHJIC dopmupyeTcs M3 JeKapCTBEHHBIX INperaparoB, BKIIOYEHHBIX B
nepeyexs JXHBIIII

3aKOHONpPOEKTOM NpeIaraeTcsa OCYLIECTBIATD JIEKAPCTBEHHOE ObecIeyeHHE
OTHETBHBIX KaTeropufl rpaxpaH B o6beMe HE MeHee, YEeM 3TO IPEXYCMOTPEHO
nepeyseM XXHBJII. B cBs3u ¢ 3TUM HeoOXOAMMOCTH B GOPMHPOBAHUH NEPEYHs
OHIJIC otcyTcTBYET, M 3aKOHOMPOEKT MpeayCcMaTpUBaeT UCKIIOYEHHE MOMHOMOYHS
[IpaButenscTBa Poccuiickoit Oegepauuu 1o €ro yTBEpKACHHUIO.

[Tepeyens OHJIC c¢ 2020 roga Bxumtouaer B cebs 406 MexXIyHapOMHBIX
HENaTeHTOBAHHBIX HAaWMEHOBAaHHU JIEKapCTBEHHBIX CpeAcTB. [Ipy 3TOM B pamkax
nepeuHs OHJIC Ha 2020 rox 6osnee 100 neKapcTBEHHBIX CPEACTB HA3HAYAIOTCH
TONBKO [0 pelleHHI0 BpaueOHOM KOMHCCHM. 3aKOHOMpPOEKT HampaBleH
Ha [OBBIIIEHHE JOCTYNHOCTH JIEKapCTBEHHBIX IpemapatoB JJIs OTIENbHBIX
KaTeropuit rpa¥KiaH IOCPENCTBOM CHATHMS OTpaHMYeHHs B Bune mepeuns OHJIC
H T[peJOCTaBNeHHS BO3MOXHOCTH 10 obecrneyeHHI0 [JaHHBIX TpakKaaH
NeKapCTBeHHBIMH MpernapataMi B o6seMe He MeHee nepeuns JKHBJIII, B xoTopstit
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Ha 2020 rox BKJIIOYEeHO 758 MEXIyHapOAHBIX HEMAaTEHTOBAHHBIX HaUMEHOBaHH
JIeKapCTBEHHBIX CPEACTB.

HasnaueHue 1o pellleHUuIo Bpa4eOHON! KOMUCCHH NeKapCTBEHHBIX MpeNapaToB,
B TOM 4HcClle He BkmoYeHHbIX B rmepeueHs JKHBJIII, He BXoasmux
B COOTBETCTBYIOILMH CTaHOApT MEIMLIMHCKOM IMOMOLIM WM He NpeNyCMOTPEHHBIX
COOTBETCTBYIOIUEH KIMHUYECKON pPEKOMEHOALMER, MOXET OCYLIECTBNATHCH, Kak
M B HacTosllee BpeMs, B COOTBETCTBUH C YaCThIO 15 cTatbu 37 U MyHKTOM 2 4YacTH 3
cratbi 80 DepgepansHoro 3akoHa "O6 OCHOBaX OXpaHBI 3HOPOBBS I'paxkAaH
B Poccutickoit deaepaunu”.

3aKOHONpPOEKTOM  TakXe  NpeIycMOTpeHO  ofecneyeHue  HaceleHHA
JIeKapCTBEHHBIMM  TMperapaTaMd B  paMKaX TEppUTOPHANbHBIX MpOrpamMM
rOCydapCTBEHHBIX rapaHTMH O€CIIATHOrO OKa3aHHA TrpaXJaHaM MERULMHCKON
IOMOHIM B 06beMe He MeHee, YeM 3To NpenycMoTpeHo nepeuyremM JKHBIIII

Cnefyetr OTMETHTh COXpaHeHUe IpaBa CybnekTa Poccuiickoii Penepauun Ha
omnpefeNneHUe JIeKapCTBEHHBIX MIpenapaToB, He BKIIOYEHHBIX B nepeveds KHBJIII,
KOTOpBIMM OymyT ofecreduBaThCcsi rpaxciaHe 3a CYET COGCTBEHHBIX CpEACTB
cybvexToB Poccuiickoit ®enepaiumn, a Takke TO, YTO HOpMa 3aKOHOIIPOEKTa,
3aKpensonas o06s13aTensCcTBO N0 obecredeHUIo OTAEeNbHBIX KaTeropuit rpaxaaH
JeKapcTBEHHBIMU NpenapataMu Hcxofis u3 nepeuns JKHBIJII, peamusoBsiBanach
paHee B paMKax HCIONHEHMS TEppUTOpHANBHBIX mporpamm [Iporpammsr
roCyNapCTBEHHBIX rapaHThHii OeclUlaTHOrO OKa3aHHA TIpakgaHaM MEIULUHCKON
nomoiy Ha 2019 rox u Ha mnaHoBeld nepuoX 2020 u 2021 roaos, yTBepkIeHHOH
noctagosneHdeM [IpaBurensctBa Poccuiickoit @enepaiuu ot 10 mekabps 2018 r.
Ne 1506, u npenycMmotpeHa B [IporpaMMe rocyapCTBEHHBIX rapaHTHil GecliaTHOro
OKa3aHHA rpakiaHaM MeIULMHCKOR nomMomu Ha 2020 rox U Ha MJIAHOBBIM NEpPHON
2021 u 2022 romoB, yTBep)KAOCHHOM moctaHoBneHUeM [IpaBurensctBa Poccuitckoit
Pepepauuu ot 7 nexabps 2019 r. Ne 1610.

3aKOHOMPOEKT He MNpPOTUBOpEYHT mnonoxeHuaM JloroBopa o EBpasuitckom
IKOHOMHYECKOM coro3e M CornameHus O eOUHBIX NpUHLUMIAX M IpaBHiIax
oOpallieHHs JIeKapCTBEHHBIX CPeACTB B paMKax EBpa3suifickoro 3KOHOMMYECKOrO
Ccol03a.

Cpok BCcTymieHUs B cuily 3akoHomnpoekTa (¢ 1 uronsa 2020 r.) obycmosneH
HeoOXOOMMOCTBIO INpPHUBEANEHUA B COOTBETCTBHE C HHMM akToB [IpaBUTENBCTBA
Poccuiickoit @egepannu ¥ BeJOMCTBEHHBIX HOPMaTHBHBIX IIPABOBBIX aKTOB.
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. ®PUHAHCOBO-3KOHOMHUYECKOE OBOCHOBAHUE

K MpoeKTy ¢eaepanbHOro 3akona ""O BHeCeHHH H3MeHEHHH B OTe/IbHbIE
3aKOHOAATe/IbHbIe akThl Poccuiickoit Penepanun mo BonpocaM obecnedeHust
rpa’kaaH JIeKapCcTBeHHBIMH NpenapaTaMy, MEAHUUHCKHUMH H3EJHAMH
H CnenHdaJTH3IHPOBAHHBIMH NPOAYKTAMH JieyeOHoro nuTanus'

Peannzanus ®epepansHoro 3akoHa "O BHECEHUH U3MEHEHHH B OTHENBHBIE
3aKkoHomaTenapHble akThl Poccuiickoi Pefmepanuu mo BompocaM ofecredeHus
rpaxad  JIeKapCTBeHHBIMM  IMpenapaTaMH,  MEIMUUHCKMMH  H3NENHAMH
M ChHelHanu3dpOBaHHBIMH INPOAYKTaMH JedeGHOro mnurTaHui" He mnotpedyer
AOTIONIHUTENBHBIX PAacXOJOB 3a CueT OOMKETHBIX ACCUTHOBAHUH (emepalbHOTO
6romkera W OymeT OCYWIECTBAATECA B IpedeNiaXx YCTaHOBJIEHHOH ILTATHOM
YHUCJIEHHOCTH pabOTHHUKOB.

C yueroM mpexycMoTpeHHBIX B 2019 romy @epmepalbHBIM 3aKOHOM
"O penepansHoM  Gromxere Ha 2019ro; ¥ Ha [UIaHOBHIM  TEepHOX
2020 wu 2021 romoB" uMHBEIX MEXOIOMKETHBIX TpaHC)EPTOB Ha pealTHu3alHio
OTHENbHBIX MOJHOMOYMH B 067acTH JIEKapCTBEHHOro ofecredyeHUs B pa3Mepe
13,67 mapp. py6nelt U noBeleHHBIX cy6BeHIM O KeTaM cy0pekToB Poccuiickoi
Qenepanuu ¥ OGromxery r. balikorypa B o6beme 35,522 mnpa. pybneit oGuimit
Oromxer Ha ¢uHaHCOBoe ofecnedyeHde B 2019 romy okasaHHA OTAENBHEIM
KaTeropusiM TIpaXJaH COLMAIBHOH YCIAYTH Mo obecrmeyeHUuIo JieKapCTBEHHBIMU
mpernapaTaMi  ANs  MENWLUMHCKOTO TMpPUMEHEeHUS, MENUUWHCKUMH HU3TENUIMH,
a TaKXKe CHelHdANH3UPOBAHHBIMH INPOAYKTAMH JeUeOHOro MUTAaHWS NS JAeTeii-
UHBAIKJIOB cocTaBun 49,192 miupa. pybnen.

Takxe cybvektamu Poccuiickoit @epepanuu B 2019 romy Ha peanu3alio
pPErHOHANBHBIX TMOJHOMOYHH IO JIeKapCTBEHHOMY OOEeClIedYeHHI0 HampaBieHo
77,31 mnipa. py6aeii.

®epnepanbHeiM  3akoHOM O denepanbHoM Oromxere Ha 2020rog ¥ Ha
nnaHoBblit mepuox 2021 u 2022 romos" B 2020 roxmy 6GromxeraM cy6beKTOB
Poccuiicxoit denepaunu n 6romxety r. balikoHypa npegycMoTpeHo pacnpeseneHue
yKa3aHHBIX cyOBeHUUE B o6beMe 37,757 Mipn. pyOneit U HHBIX MeXOHOMKETHBIX
TpaHCHEPTOB Ha PeaNU3alyio OTACIBHBIX [TOJHOMOYHH B 06aCTH JIeKapCTBEHHOrO
obecneuenus B pasmepe 13,646 mnpa. pybneit (Bcero 51,403 mnpn. pybneit).

Peanuzanusa ykazaHHoro @epepalpHOro 3aKoHa TakkKe He mnortpebyer
JOMOTHUTENBHOTO  (PUHAHCHUpOBaHUS paboT MO  CO3JaHHIO, MOC/IenYyHolled
IKCIUTyaTalUd M pa3sBUTHIO (elepaNbHOrO0 perucTpa rpaxiaaH, HMEOWHX OpaBo
Ha ofecnedeHne NeKapCTBEHHBIMHM TIpenaparaMHd, MEeIHUMHCKUMH H3IeTHIMU
W CIeLHATM3HPOBAHHLIMY IPOIYKTAMH JIe4eGHOTO [IMTAHMS 3a CYeT CPEACTB
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OlOMKETHBIX ACCHIHOBaHMH ¢emepaibHOoro Oromxera H OI0IXKETOB CYOBEKTOB
Poccuiickoit ®enepanud, IOCKONIBKY ¢UHaHCHPOBaHHE  MEPOTIPUATHI
no uHGOPMATH3ALMH, HAMpaBIEHHEIX HAa pa3BUTHE, OSKCIUIYaTalMio eXUHON
rocyAapcTBeHHOX HMHGOpPMALMOHHOK CUCTeMB! B cdepe 3ApaBOOXpaHEeHHs
M  [OpejoCTaBNeHHE  BBIYMCIMTENBHBIX  MOIIHOCTed  ang  obecredeHus
QYHKIIMOHUPOBaHHUsA €AUHOM rOCYRapCTBEHHON HHOOPMALIHOHHOR CHCTEMBI B cdepe
3[paBOOXpaHeHUs, NMPEeayCMOTPeHO B paMKkax deldepanbHoro npoexta "Cosmanue
eOHHOrO LHGPOBOrO KOHTypa B 3[paBOOXPaHEHHH Ha OCHOBE eQuHOH
rocyaapcTBeHHON HHGOpMaLMOHHOl cucTeMsl B chepe 3apaBooxpanenus (ETHC3)"
HaLMOHAIBHOTO MpoeKTa "3apaBooxpaHerye”.
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NEPEYEHD

benepajJbHBIX 32aKOHOB, NOANEKAWMX NPHIHAHHUIO YTPAaTHBIIMMH CHIY,
NMPHOCTAHOBJICHHIO, H3IMEHEHHIO HJIH NPHHATHIO B CBSI3H C POEKTOM
degepanbHOro 3axona 'O BHeceHHH U3MEHEHHH B OTHAEbLHbIE
3aKOHOJATeJdbHbIE aKThl Poccuiickoil Pexepanuu no Bonpocam obecnedyeHus
rpa’kAaH JiekapcTBeHHbIMH NPenapaTaMu, MeJHIHHCKEMY H3JeNHAMHU
H CeHAJIH3HPOBAHHBIMH NPOAYKTaMH jie4e6HOro NHTaAHUA"

B cea3u ¢ mpoextoM denepaipHoro 3akoHa "O BHECEHHH HW3MeHeHHI
B OTHe/lbHBIE 3aKOHOAaTeNlbHBIE akThl Poccuiickoii Pexepanuu no BompocaMm
obecneveHus rpaxJIaH JTeKapCTBEHHBIMHU NpenapaTaMy, MEHUMHCKAMY U3AETUAMU
M CHelUaTU3UPOBAHHBIMY - TPOOYKTaMH JedyeOHoro nurtaHua" He mnoTpebyercs
NpU3HAHUA YTPATUBILIUMH CUITY, IPHOCTAHOBJICHUA, UBMEHEHUS WITH IIPUHATUSA HHBIX
denepanbHBIX 32aKOHOB.

A v
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NEPEYEHD

HOPMAaTHBHLIX NpaBoBbIX akToB IIpe3nnenTta Poccuiickoit @enepauun, Illpasntenscrea Poccuiickoii @enepaunn
H ¢peaepabLHBIX OPraHOB HCMNOJHUTENbHOM BJACTH, NOAJIEKANMX NPUIHAHMIO YTPATHBIIHMHY CHJY,
NPHOCTAHOBJIEHHIO, H3MEHEHHIO HJIH NPHHATHIO B CBA3H ¢ NPOEKTOM (heAepalibHOro 32KOHA
"O BHeceHHH H3MEHEHHT B OTAEJbHbIE 3AKOHORATEIbLHLIE aKThl Poccniickoit ®eaepaunn no ponpocam obecneyeHus rpaxaan
JleKapCTBEHHBLIMH NMPeNnapaTaMH, MEAHUHHCKHMH H3/1€JIHSIMH H CIIENHAJIN3NPOBAHHLIMH NIPOAYKTaMHU JieuebHoro nuranus"

O6ocnoBanue UermosmiuTe
Ne Haumenopanue npoekra neobxoauMocTH Cpox nogrotosku Hens, npeamer U conepkanue )71 concnonnmen:pz:pa&mn
n/n | HOpMaTUBHOrO NPaBOBOTO aKTa TIOAroTOBKH HOpMATHBHOTO TIPaBOBOTO peryJHpOBaHHUsA MPOEKTa HOPMaTHBHOIO
HOPMAaTHBHOIO NpaBOBOTO aKTa 11paBoBOTo aKTa
IIPaBOBOI'O aKTa

B cBa3H ¢ npoexToM ¢eaepanbHoro 2akoHa "O BHECEHHH H3MEHEHU B OTAETbHBIE 3aKOHOAATENbHBIE aKThl Poccuiickoii Penepannu
110 BOonpocaM obecrieueH s rpax/iaH JeXapCTBEHHBIMH NMpenapaTaMH, MEAHIIMHCKHMH H3AENHAMH H CIEUMATIN3UPOBAHHEIMH NMPOAYKTaMH JieuebHoro nutanns”
notpedyeTcs NpHHATHE CEAYIOIHX HOPMATHBHAIX [1PaBOBLIX AKTOB:

1.  IlpoekTt mocTaHOBNEHHs 3aKOHONPOEKT 3 Mecsua co IHA NPHHATHS YcraHoBNEHNE NOpsAaKa BEACHHUA Munzapas Poccun,
[TpaButenscrea Poccuiickoi Ha 3acefanuu [IpaBurenscTBa (enepanbHOro perucTpa, B TOM Muntpya Poccun,
Qenepaunu "O nopanxe Poccniickoii denepaunu yycile NopsiKa NOCTyna K Mundun Poccun
BeZieHUA denepanbHOro peLIeHHs O BHECEHHH nHGOPMAIIHH, COIEPXKALIEHCS B HEM,
perucTpa rpaxiaH, KMEIOUHX IpoexTa ¢eepanbHOro NOpPsJKa H CPOKOB NPENCTABEHHS
npaso Ha obecneyeHHne 3aKoHa B ['ocyziapcTBeHHyl0  MHQOpPMALHH B (peCpaTbHBIH
JIeKapCTBEHHBIMH Jymy ®enepanbHoro peructp
npenapaTaMi, MEIHIIHHCKMUMH Cobpanns Poccniickoi
H3MENIHAMH H Qenepanuu
CIEHANU3HPOBAaHHbIMH
NpOAYyKTaMH Jieye6GHOro

TIMTaHHA 32 CYET CPEACTR
610KETHBIX aCCUTHOBAHUHA
denepansHoro 6romxera

u 610xeTOB CyOBEKTOB
Poccuiickoit Penepanuu”
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O6ocHOoBaHuUe
HeobXomuMocTH
HaumeHoBaHHe npoekra
NOAFOTOBKH
HOPMaTHBHOTO NP2BOBOTO aKTa
HOPMAaTHBHOTO
[IPABOBOTO aKTa

Cpok noaroToBku
HOPMAaTHBHOI'O
IPaBOBOTO aKTa

Liens, npenMeT u coaepxanue
[IpaBOBOTO peryJIHpOBaHuUs

Hcnonuurens
M COUCINIONIHMTEND pa3paboTKu _
IIPOEKTa HOPMATUBHOIO
NpaBOBOTO aKTa

IlpoekT nocTaHOBJICHUA
[TpaButenscTBa Poccuiickoii
®epepauny "O BHECEHHH
H3MEHEHHH B IOCTAHOBJIEHHE
[pasutenscTBa Poccuifckoit
®enepauuu ot 28 aBrycra
2014 1. Ne 871

"O6 yrBepxnenut I1paBun
¢dopMupOBaHH NlepeYHEH
JIEKapCTBEHHBIX NPeNapaToB
JUIS MEQUIIMHCKOTO
NpUMEHEHUS U MUHUMAJIbHOTO
aCCOPTHMEHTA JIEKaPCTBEHHBIX
npenaparoB, HeOOXOAHMBIX
UL OKa3aHHA MEQUIIHHCKOM
nomouy"

3aKOHONPOEKT

[IpoekT noctanoBReHUA
[paButenscta Poccuiickoi
Oenepaiun "O BHECEHNH
M3MEHEHHI B HEKOTOPBIE aKThI
[IpaBurenscra Poccuiickoi
Oenepanun”

3aKOHOMPOEKT
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3 Mecs1ia co AHA NPUHATUS
Ha 3acefianuM [IpaBuTenscTBa
Poccuiickoi ®egepanun
pELIeHHs O BHECEHUH
npoexTa ¢eaepanbHOro
3akoHa B ["ocyiapCTBEHHYIO
Oymy ®Penepansaoro
Cobpanus Poccuiickoi
denepanuu

3 Mecsua co IHA NPUHATHS
Ha 3acefiaiuy [IpaBuTenncraa
Poccuiickofi Oenepanuu
PELICHHS O BHECEHHH
npoekTa QesepanbHoro
3akoHa B ['ocynapCTBEHHYIO

Buecenuu u3smenenuii B [Ipasuna
(GOpPMHPOBaHHUS NepeyHen
JIEKapCTBEHHBIX MPENapaToB Ais
MEQMLMHCKOrO IPUMEHEHHUA K
MHMHHMAJILHOIO aCCOPTHMEHTA
JIEKapCTBEHHBIX MpENapaTos,
HEOOXOAHUMBIX Ui OKa3aHHs
MEAUUMHCKOH MOMOIUM, B YAaCTH
KHCKIIIOYEHHA HeoOX0AHMOCTH
dhopMupoBaHus NnepeyHs
JIEKapCTBEHHBIX NpENapaToB JUis

MEQHUMHCKOTO NPUMEHEHHSA, B TOM

YHCIIE NEKAapCTBCHHBIX NpenaparoB
AN MEAHUHUHCKOI'0 MPUMCHCHHA,
Ha3Ha4YaeMbIX NO pEHICHUIO

Bpa4yeOHbIX KOMMCCHIT MEMMIHHCKUX

OpraHH3aiuii, yCcTaHOBIEHUS
NEPHOAHYHOCTH aKTyalH3alHu
NepeyHs XKHU3HEHHO He0OX0MMMBIX
H BAOXHEHIHMX J1eKapCTBEHHBIX
npenapaToB

BHeceHHe H3MeHeHMI B
noctaHosseHus IlpaButenscrsa
Poccutickoit ®egepaunu ot 15 mas
2006 r. Ne 286 "O6 yTBEpXKAECHHH
[Tonoxenua o6 onnare
JONOJMHUTENBHBIX PaCXOA0B Ha

Munszpas Poccun,
Muunnpomropr Poccun,
Muuous Poccun,
MunskoHoMpasBuTHs Poccuu,
MunTtpyn Poccun,

OAC Poccun,
Pocnorpebuansop

Munzapas Poccun,
Muntpyn Poccun,
Munnpomtopr Poccun




Ne Hanmenosanue npoekrta
n/n | HOpMaTHBHOTO NPaBOBOrO aKTa

ObocHoBaHue
HeoBXOAMMOCTH
NOArOTOBKH
HOPMaTHBHOTO
NIPaBOBOTO AKTa

Cpox noaroToBKH
HOPMAaTHBHOIO
1IpaBOBOro aKTa

Lens, npeaMer U coepxanne
IIPaBOBOrO peryaupoBaHHs

HUcnonuurens
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Hymy ®epepanbHoro
Cobpanns Poccuiickoi
denepauun

MENUUMHCKYIO, COLMAIBHYIO H
npodecCHOHANLHYIO peabHNIHTalHIO
3aCTpaXOBaHHbIX JIML, ITONYYHBIIUX
NIOBpEX/ICHHE 310POBbS BCICACTBHE
HecyacTHBIX ClyyaeB Ha
IPOU3BOJACTBE H NpodeccCHOHANBHBIX
3abonesanunit”, or 29 oxrab6ps

2010 r. Ne 865 "O rocynapCTBEHHOM
perynupoBaHHM LieH Ha
NexapCTBEHHbIE TipenapaThl,
BKJIIOYEHHBIE B MTepeYeHb XU3IHEHHO
HeOOXOMUMBIX H BAXKHEHIIHNX
JIeKapCTBEHHBIX Npenaparos”,

oT 8 oxTa6ps 2018 r. Ne 1207

"O BHECEHNHN N3MEHEHHIH

B nocTaHoByieHHs [IpaBuTenscTBa
Poccuiickoit denepanuu

ot 29 oxT6ps 2010 r. Ne 865

u oT 15 centabpa 2015 r. Ne 979"

H ot 24 mapta 2011 r. Ne 204

"O BHECEHHH N3MEHEHHII B
INonoxenue 06 onnate
IOTIONIHATENBHBIX PAaCXOA0B Ha
MEANLHHCKYIO, COUHANLHYIO H
npo¢eCCHOHANBHYIO peabHIHTALMIO
3aCTPaxOBAHHBIX JIML, IONYYHBIIHX
NOBpEXICHUE 3N0POBbs BCIIEACTBHE
HECYacTHBIX CNy4aeB Ha
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O6ocHoBaHHE
HeoO6X0AUMOCTH
Ne HaumeHnoBaHHe npoexTa AU
MOArOTOBKH
n/n | HOpMaTHBHOI'O NPaBOBOrO aKTa
HOPMAaTHBHOTO
NPaBOBOTO aKTa

Cpox NOArOTOBKH
HOPMAaTHBHOTO
[IpPaBOBOrO aKTa

Lens, npeamer u conepxanue
NpaBOBOrO PeryJIUpOBaHuUs

Hcnonanrens
H COMCIIOJIHHUTEND pa3paboTku
pPOEeKTa HOPMATUBHOTO
MpaBOBOIO aKTa

4.  IlpoexT moCTaHOBICHHUS
IlpaButenscTBa Poccuiickoit
®enepauyn "O BHECEHUH
H3MEHEHUH B [IOCTAHOBJIEHHE
INpasurenscTa Poccuiickoi
®enepauuu ot 5 mas 2018 r.
Ne 555 "O eausoit
rocyAapcTBeHHOMH
HMH(POPMALIMOHHOM CHCTEME
B c(pepe 31paBOOXpaHEHHA"

3aKOHONPOEKT

5. TIpoext npuka3a Munsapasa
Poccun "O BHecenuu
M3MEHEHMH B NpHKa3
Munsapasa Poccnu
ot 14 auBaps 2019 r. Ne 4H
"O6 yTBepXACHHH NopsaKa
Ha3Ha4eHHs JI€KApPCTBEHHbBIX
npenaparos, popM
peuenTypHbIX 671aHKOB Ha
JieKapCTBEHHBIE NIPeNapaThl,
nopsaka opopMICHHA
YKa3aHHbIX OJIaHKOB, HX y4eTa
U XpaHeHus"

3aKOHOITPOEKT

20012320.doc

3 mecsua co AHS IPUHSATUS
Ha 3acefianny [IpasutenscrBa
Poccuiicko#t Penepauuu
peLIeHUs1 O BHECECHUH
npoekTta $peaepanbHOro
3aKoHa B ['ocynapcTBeHHyI0
Hdymy denepansHoro
Cobpanns Poccubickoit
Oenepanuu

3 Mecana co AHA NPHHATHSA
Ha 3aceiaHHH [IpaBHTENBCTBA
Poccniicxott Genepauuu
peleHUs: O BHECEHUHU
npoexra ¢eiepabHOro
3aKoHa B ['ocynapcTBeHHYIO
Hymy ®enepanbHoro
Cobpanns Poccutickoii
depepanuu

MPOK3BOACTBE H NPOPECCHOHANBHBIX
3abonepaHui" B 4aCTH NPUBENCHHA B
COOTBETCTBHE C HOPMaMH NPUHATOIO

(DegepanbHOro 3aKoHa

[puBenenue HopM aKTa
[1pasurenscrBa Poccuiickoi
Penepanuy B COOTBETCTBHE C
denepansHBIM 3aKOHOAATENBCTBOM
B YaCTH co3laHus deaepajbHoOro
PETHCTpa MYTEM €ro BKIIIOYCHHUS B
eIHHYIO FOCYRapCTBEHHYIO
MHGOPMALIMOHHYIO CHCTEMY B cdepe
3/lpaBOOXpaHEHHA

Ilpusenenne HopM NpuKasa B
COOTBETCTBHE C $eiIepabHBIM
3aKOHOJATENbCTBOM B YaCTH
obecnieueHus rpaxaaH
JieKapCTBEHHBIMH [IpenapaTamy,
BKJIIOYEHHBIMH B IIEPEYEHD
XHM3HCHHO HEOOXOIMUMEBIX U
BaXKHEHUIHX JIEKAPCTBEHHbLIX
1penaparos

Munznpae Poccun,
Pocsnpasuanzop,

Munudun Poccuy,
MunskoHoMpaseuTus Poccuu

Mpunsnpas Poccun




ObocropanHe Hcnonnurens

Ne HanmeHoBaHue npoexTa HeobxozimocTy Cpox n1oaroTosKu Llens, npenMer u conep>xaHue ¥ COMCTIOJNIHMTENb pa3paboTku

/0 | HOpMATHBHOTO NPABOBOTO aKTa TOArOTORICH HOPMATHBHOTO NpaBoBOro PEryIHPOBAHMA NPOEKTa HOPMATHBHOTO
HOPMaTHBHOTI'O NpaBOBOrO aKTa S —
NpaBOBOTO aKTa

6. Tlpoekr nprkasa Munsapasa 3aKOHONPOEKT 3 Mecsflla CO IHS NPHHATHS Yrounenne TpeboBaHni Munsapas Poccun

Poccun "O BHecennn
H3MEHEHH B [IpHKa3
Munzapasa Poccun

oT 24 nexabps 2018 r. Ne 911w
"O6 yTBepXIAeHHH
TpeboBanui x
roCyAapCTBEHHBIM
HHGOPMALIMOHHBIM CHCTEMaM
B cepe 3paBOOXpaHEHUsA
cybnexToB Poccuiickoi
®enepauuy, METULHHCKHM
MH(OPMALHOHHBIM CHCTEMaM
MEJHUMHCKHX OpraHu3auHi

H MHHPOPMAUHOBHBIM
cucTeMaM (papMalleBTHYECKHX
opraHu3anui”

20012320.doc

Ha 3acenanun [IpaBuTenscTBa
Poccuiickoii denepalinu
pELIEHHS O BHECEHUH
npoeKTa enepajibHOro
3aKkoHa B ['ocynapcTBeHHY1O
Hymy denepansHOro
Cobpanus Poccuiickoi
denepauny

K FOCYAapCTBEHHBIM
HH(}OPMalHOHHBIM CHCTEMaM
B cepe 3apaBOOXpaHeHHA

cybrextoB Poccuiickoit denepaunu,
MEOMUMHCKHUM HH(POPMALIHOHHBIM

cHcTeEMaM MEIAHUHHCKHAX

opraHusauuit ¥ HHPOPMaLIMOHHBIM

cHcTeMaM apMaileBTHYECKHX
opraHuzauui B yactv cbopa,
XpaHeHns n 06paborxn
nHpopMaiHy 06 obecneyennn
OTIeNIbHBIX KAaTETOpHii rpaknaH,
B TOM YHCJIE FpaXial, HMEIOIMX
IIpaBO Ha NoJiyYeHHe
roCyAapCTBEHHOH COLMANBLHOMH
NIOMOIIH, JIEKAPCTBEHHBIMH
npenapaTamy,
CTeLiNaMM3HPOBaHHBIMHA
DpoAyKTaMH JIe4e6HOTo THTaHus,
MEANIMHCKHUMH H3AEIHAMH



%

MIPABUTEJILCTBO POCCHMCKOM ®EJIEPAIIVIH
PACIIOPIAXEHWUE

ot 15 despans 2020 r. Ne 293-p

MOCKBA

1.Brectu B [ocymapcrBenHyro [Jlymy ®enepansHoro Cobparus
Poccuiickoit ®enepauus mnpoekt degeparsHOro 3akoHa "O BHECEHMH
M3MeHeHU B OTAENbHBIE 3aKOHOAATeNbHble akThl Poccuiickolt degepaumnu mo
BorpocaM  ofecredeHHs  TpaKdaH  JieKapCTBEHHBIMH  [(pelapaTaMu,
MEJHUHHCKHMH H3ACMHAMH H CIEUHAIH3HPOBAHHBIMU NIPONYKTaMH JieyeGHOro
TMUTaHUS".

2. Hasngauute 3amectuTens MuHHCTpa 3apaBooxpaHeHus Poccuifckoit
Denepauuu Xoposy Hatansio AnekcanipoBHy odHIMaIbHbIM NIpeICTaBUTENEM
IpasutenscrBa Poccuiickoit @enmepaluy Opd pPacCMOTPEHHH MNalaTaMH
®enepamsHoro CoSpanua Poccuiickoli ®enepaunu npoekra denepalsHOTO
3akoHa "O BHECEHHWM H3MEHEHHH B OTIENbHbIE 3aKOHONATENbHBIE aKTHI
Poccuiicxoit ®Penepariuu no BompocaM obecneyeHus rpaKIaH JEKapCTBEHHBIMH
npernaparamy, MEIHUHHCKMMHM  H3JENHAMM H  ClCUHaTM3HPOBAaHHBIMU
NpOXYKTaMH JieyeOHOro mUTaHus".

[Ipencenartens [IpaBuTensCcTRs
Poccuiicko#t ®epepauuy

M.Mumycrus

4389887




