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Brocurcs [IpaButenscteoM
Poccutickoit @exeparuu

A IO 97 -2  TIpoext
®EJEPAJIBHBIN 3AKOH

O BHeceHNN N3MEeHEHHI B 0TAeJbHbIe 3aKOHOAATEIbHbIE AKThI
Poccuiickoii @egepanuu mo Bornpocam obecnedeHus rpaxaaH
JIeKapCTBEHHBIMHU MpenapaTaMu, MeIHIUHCKHMH W3JeTUAMU
U clenHa/IM3HPOBAHHBIMH NPOJYKTAMM Jie4eGHOro MUTAHUA

Cratpa 1

Buectu B QenmepanpHbii 3akoH oT 17 urong 1999 roma Ne 178-03
"O rocypapcreenHo#t couuanbHo#t moMomu" (CoOpaHue 3aKOHOKATeNBCTBA
Poccuiickoit @egeparuu, 1999, Ne 29, cr. 3699; 2004, Ne 35, ct. 3607; 2006,
.Ng 48, cT.4945; 2007, Ne 43, cr. 5084; 2009, Ne 30, cr. 3739; 2010, Ne 50,
cT. 6603; 2013, Ne 19, ct. 2326; Ne 48, ct1. 6165; 2016, Ne 1, ct. 8) cnemyromue

V3MEHEHUS:
2
1) B cTtaThe 6™
a) B myHkTe 1 gactu 1 mocne cnoB "HEOOXOMUMBIMH JE€KAPCTBEHHBIMU
| mpermaparaMH IS MEZHLHHCKOTO IIPHMECHEHHA" JOMNONIHHTE CJIOBaMHU
"B ofbeMe He MeHee, 4eM 5TO NPEIYCMOTPEHO MNEpeYHEM IKM3HEHHO

HeOOXOMUMBIX M BaKHEHIINX JICKAQPCTBEHHBIX NpECIIapaTos, C(bOpMI/IpOBaHHBIM
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2
B COOTBETCTBHH C ®DenepansHbIM 3aKkOHOM OT 12 anpens 2010 roga Ne 61-@3
"6 o6paleHuH TIEKAPCTBEHHEIX CpeAcTB",";

6) B CyactH 2 cloBa "ngpequL JIEKapCTBEHHBIX IIpernapaToB
VI MEAMIMHCKOTO NMPUMEHEHHS, B TOM YHCIE JIEKAPCTBEHHHIX IIpErapaToB
IUI MEIOULMHCKOTO NMpUMEHEHHs, Ha3HA4aeMBIX [0 pEIICHHI0 BpadeOHBIX
KOMﬁccnﬁ MeIUITHHCKUX OpraHu3aluil," HCKITIOYUTB;

2) CTaThIO 6° JOMONHUTD YacTHIO 3! cemyIomero cofepKaHuA:

"3.! Opran, ocymecTsusmomuii Befenne DefepalbHOTO perucTpa JH,
HMEIOIUX MpaBO Ha MOJIydeHHe TOCYNApCTBEHHOM CONMANBHON MMOMOILH,
obecrieyrBaeT IMpPENOCTaBIeHHE CBEACHHH U3 yKasaHHOro @ejepalibHOrO
peructpa B  DefepanbHBIi  PETHCTP | rpaXiaH, MMEIOIUX  IIpaBo
Ha obeclieyeHHe JIEKApCTBEHHBIMH NpenaparaMy, MEAULIMHCKHMY U3ACTUAMU
H CHEUMAIM3MPOBAHHEIMM TPOAYKTaMM JIe4eOHOIO MHUTaHHS 3a CueT
OIOIKETHBIX aCCUTHOBaHMIA <beﬁepanbﬂoro OroJKkeTa U OIOKETOB CyOBEKTOB
Poccuiickoii =~ PDemepaldy, IMPeAyCMOTpEHHBIH  4YacThiO I  CTaThu 44
denepanbHOro 3aKoHa oT 21 Hoz6ps; 2011 roma Ne 323-®3 "O6 ocHoBax
OXpaHBI 30POBbs IpakAaH B Poccuiickoi CDé,uepauHH".";

3) yacTh 2 CTaTBH 6'° JOMONHATE IYHKTOM 6 CIELYIOMIEr0 COAEPKAHMUSL:

"6) obecreyrBaeT NpeAOCTaBleHHE CBeJcHUM B (DefepanbHBId PEerucTp

rpakIaH, MMEIONMX MpaBo Ha ofecrieyeHHe NIEKapCTBEHHBIME MpenapaTaMy,
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MeﬂﬁuuﬂcmMn M3JENUSAMH U CIIELHATA3UPOBAHHBIMU IPOAYKTaMH JiedeOHOTO
IIUTaHUs 3a CUeT CPeACTB OIOMKETHEIX aCCHIHOBaHUi dedepanbHOro OromKera
u OromxeroB cyopekroB Poccuifickoit ®epepaiuu, IIpexyCMOTpPEHHBIH
yacteto 1 crateu 44' ®demepansHoro 3akoma oT 21 moab6pa 2011 roma
Ne 323-®d3 "OG6 ocHoBax OXpaHBl 3HOpOBBA TpaxigaH B Poccuiickoii
®Denepauuu”.".

Crated 2

Buectu B Penepanshpiif 3akoH oT 12 ampens 2010 roma Ne 61-03
"O6 obpalenur NexapcTBeHHbIX cpeacts" (CofpaHue 3aKOHONATENBHCTBA
Poccuiickoit @enepanuu, 2010, Ne 16, ct. 1815; 2011, Ne 50, cr. 7351; 2012,
Ne 26, cr.3446; 2013, Ne48, cr.6165; 2014, Ne 52, cr. 7540; 2015, Ne 29,
CT. 4367;_ 2017, Ne 31, ct. 4791; 2018, Ne 1, ct. 9; Ne 23, cT. 2917; 2019, Ne 31,
CT. 4456) cnexyromue U3MEHEHUS:

1) B myHKTE 6 CTaThH 4 CIIOBO "€XETONHO" HCKITIOYHTE;

2) nyHKT 1 cTaThu 60 U3IOXKHUTE B CIEAYIOIIEH pelaKIuu:

"1) yreepxnenus [IpaButensctsoM Poccuiickoit @epmepanuy mepedHs
KU3HEHHO HEOOXOMMMBIX M Ba)XKHEHINMX JIEKapCTBEHHBIX [IpPEraparos,
KOTOpBI# (hopMHpYeTCS M HE peke ONHOro pasa B TOJ IEpPeCMaTpPHBACTCA
B yc*raHOB_neHHbM UM [OpsAKe HA OCHOBE KOMIUICKCHOH  OIECHKH

JICKapCTBEHHBIX IIpenaparoB, BKIIIOYAs aHAIU3 CBEeICHUl O CpaBHI/ITCJIBHOf;I
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KIIMHMYECKOH 3h(MEKTUBHOCTH M Ge30MacHOCTH JIEKapCTBEHHOTO CpEJICTBa,
OLIEHKY 9KOHOMHUYECKUX [OCTEACTBHI IIpUMEHEeHHS JIEKApCTBEHHOI'0 CPeACTBa
M W3yYeHHE JOMOMHMTENBHBIX MOCHEACTBHN MPHMEHEHHS JIEKApCTBEHHOTO
CpenAcTBa;".
Cratps 3
Buectu B Demepanbhbli 3akoH oT 21 Hos6ps 2011 roma Ne 323-@3
"O6 ocHOBax OXpaHbl 340poBbA Trpaxpad B Poccuiickoit ®exgepauun”
(Cobpanne 3akoHomaTenscTBa Poceuiickoit Penepanun, 2011, Ne 48, cT. 6724,
2013, Ne 39, ct. 4883; Ne 48, c1. 6165; 2014, Ne 43, ct. 5798; Ne 49, ct. 6927,
2015, Nel, cr. 85; Ne 10, ct. 1425; Ne 27, cr.3951; Ne29, cr.4397; 2016,
Ne'18, c1.2488; Ne 27, c1.4219; 2017, Ne 31, ct1. 4765, 4791; Ne 50, ct. 7544;
2018, Ne 1, ct. 49; Ne 32, ct1. 5092, 5116; Ne 53, cT. 8415; 2019, Ne 10, cr. 888;
Ne 49, cT. 6958) crnenyronue U3MEHEHHUS:
1) DOMONHUTE CTaThel 44' cnemyromero cofepKaHus:
"Crares 44'. @emepanpHbIil perncTp rpax/iaH, UMEOMIMX IPaBO HA
o0ecmeueHHe JeKapCTBeHHBIME NIpenapaTaMH,
MeTHIHHCKHMU U3AeTUSIMH U |
CNeIHANH3UPOBAHHBIMU POJAYKTAMH J1e4e0HOI0
NHTAHMSA 32 CUET OIOMKETHBIX ACCHTHOBaHMI
dexepanbHOro 6roaKeTa H 610AKeTOB CYOBEKTOB
Poccuiickoii @egepanuu

1.B memax KOOpAMHAIIMH JEATENBHOCTH (efepalbHEIX OpraHoB

HUCITOJIHUTENbHOM BJIACTH, OpraHoB HCIOJHUTECIPHON BJIACTHU CYG'BeKTOB
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Poccuiickoit degepanuuu, OpraHos MECTHOTO CaMOYMPABIIEHHS, ME/IUIIMHCKHX
OpraHM3aliifi roCyJapCTBEHHON, MYHHUMIAIBHON M YacTHOH cHCTEM
3paBOOXpaHEeHHs B 4Yactd obecrneyeHud TpaXiaH JIeKapCTBEHHBIMH
mpenaparamy, MEJULIMHCKUMU —HM3NENMAMH M CICHHAlM3UPOBAHHBIMH
IPOAYKTaMM JIedeOHOr0 MHUTAHUSA 33 CYeT OMOMKETHBIX aCCHTHOBaHMM
dbenepanbHOro OrOmKeETa H BIOKETOB cybsextoB Poccuiickoit ®eneparuu
yHOHHOMOHeHHBIM GenepanbHEIM  OpraHOM  HCIONHHTENBHOM  BlacTH
ocylecTBIsIeTCs BeaeHue DeepalbHOrO perucTpa rpaxial, UMEIOLIUX IPaBo
Ha obecneyeHue JIeKapCTBEHHEIMH NpenapaTaMy, MEIULIMHCKUME W3IETHAMMU
M CHOEIUANU3MPOBAHHBIMU IPONYKTAMHU JieueOHOro MHUTAaHHA 32 CYET
OIO[KETHBIX aCCUTHOBaHUMN (be,uepaﬁbﬂoro OroxeTa U GI0KETOB CYOBEKTOB
Poccuiickoit @epepanuu (fanee B HacTosIed crathe - DeepalibHEIN perucTp
I'pax/aH), COgepKallero caeIyronue CBeIeHUs:
| 1) cTpaxoBoif HOMep HMHAUBUIYAIBHOrO JIMI[EBOTO CYETa TpaXKIaHUHA

B CHCTeMe 005A3aTEeIBHOrO [IeHCHOHHOTO CTpaxoBaHUs (IPU HATMYKH),

2) baMuius, MM, OTYECTBO (IpM HANWYMM) TpaXAaHHHA, a TaKXKe
dhamunus, koTopas 6bL1a y HEro MpH poXKACHUY;

3) naTa poxIeHus;

4) o,
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5) ampec MecTa KWUTENBCTBa (MecTa Hpe6BIBaHHﬂ, b aKkTH4YECKOro
IIPOKUBaHUA);

6)cepus ¥ HOMEp [acmopra (CBHﬁeTeJILCTBa .o POXKICHUH )
MJTH YOCTOBEPEHMS TUYHOCTH, 1aTa BELAAYM YKA3aHHBIX JOKYMEHTOB;

7)HoMep TmoNMca  OOA3aTENBHOTO  MEMIMHCKOTO  CTPAXOBAHMS
3aCTPaXxOBaHHOTO JIULIA;

8) cBeieHuUs O rpaXIaHCIBE;

9) ceenenuss 00 OCHOBaHMAX IMpeOBIBaHMA WIM  NPOXKMBaHUA
B Poccuiickoit Pegepanmu (IS HHOCTPaHHOTO TIpaxkAaHHHA, JIKLA
6e3 rpaXIaHCTBa, B TOM YHCIIe GeXeHIa);

10) mara BriroyeHus B OefepanbHbli perucTp rpakaaH;

11) puarHos  3aboneBaHUA (coctosiHME), BKJIIOYag  €ro  KoOJ
o MexayHapoXHO} CTaTHCTHUecKo# Knaccuduxanyu Gonesseil u mpobrem,
CBSI32HHBIX CO 3JOPOBBEM;.

12) kareropus rpaxpad (Tpynma HaceleHHs), HMMEIOIIMX IPaBo
Ha obecliedyeHue JIeKApCTBEHHBIMM NperiapataMy, MEAUIIMHCKUMMU U3IACTUIMU
U CIENUATM3UPOBAHHBIMYU I[IPOAYKTaMH JiedeOHOro MMUTaHUA, KaTeropusd
3aBoneBaHus, KOTOpas  SABIIETCS  OCHOBaHMEM JUli  obecreueHHUs
JIEKaPCTBEHHBIMH npernapaTamy, MEIULIUHCKUMU U3AENUAMU

U CchHeuHalu3vpOBaHHBIMU TNIPONYKTaMH JeyeOHOro NMUTaHusi, B TOM YHCJIC
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¢ yueroM Ilepeuns rpynm HaceneHHs U Kareropuit 3aboneBaHuii, mnpu
amMOy/aTOpHOM JIEYEHHH KOTOPHIX JIEKApPCTBEHHBIE CpEACTBA U H3AEIHA
MeIULMHCKOT0 Ha3sHA4YeHHS OTIIYCKAIOTCA IO penenrtaM Bpadedl OecruiatHo,
u Ilepeuns rpynm HaceneHus, Opu amOyTATOPHOM JIEUEHUHM KOTOPHIX
NeKapCTBEHHbIE  CpEeJCTBa  OTIyCKAalOTCs [0  pelenraM  Bpauei
C MATUIECATUIPOLIEHTHON CKHAKOM;

13) cBeneHus O Ha3HA4YEHUH U OTIyCKe NIEKAPCTBEHHBIX TPEMapaTos,
MEUIMHCKAX HU3NeNMA M CHEeNMAnu3UpOBaHHBIX IMPOAYKTOB Jie4eOHOro
MUTAHUS, yKa3aHHBIX B [yHKTE 12 4acTH 1 HacTOAIIeH CTaThH;

.14) MHEIE CBe,ueHni, KOTOpBIE BIIpaBe omnpeaenutsh [IpaBuTenscTBO
Poccuitckoit depepauuu.

2. Tlopsinox BemeHus PenepanbHOro perucTpa rpaiial, B TOM dHCie
HOPSHOK JOCTyma K MHpOpMaluy, conepxcémeﬁcx B HEM, MOPSOOK U CPOKH
mpencTaBieHus UHpopManuu B YKa3aHHBIA PErUCTp, YCTaHABIHBAIOTCS
[TpaBurenscTBOM Poccuiickoit Peaeparuy.

3.B @enmepanpHBIl  peructp rpaxaaH BKmoqaroTc;I _CBEAECHUS,
IpeayCMOTPEHHBIE YacThIO 1 HACTOALIEH CTaThH, IIOJTy4YaeMEie U3:

demepaNbHBIX PErHCTPOB, IIPEAYCMOTPEHHEIX YaCTBIO 2! crateu 43,

yacTamMu 4 u 8 crateu 44 Hacrosuiero demepanbHOro 3aKkoHa, YacThIO 2

29091275.doc
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crarted 6° @cpepansHoro 3axkoHa ot 17 wurons 1999 roma Ne 178-@3
"O rocyapCTBeHHO colManbHO moMoum";

eOUHOM rocynapcTBeHHON HH(bopMaHHOHHoﬁ CUCTEMBl COLIMAIBHOTO
obecnieueHus.

B ®enepanbHelii perucTp rpaxAaH BKIIOYAIOTCH Takke CBENCHUS
O TIpaXkaHaX, KOTOPHIM Ipd aMOGYIaTOPHOM JIEYEHHH JIEKAPCTBEHHEIE
CPEACTBa U M3AENUSA MEIMUMHCKOrO HasHAYEHMs OTIIYCKAIOTCA 10 peLenTam
Bpayeli GecIlaTHO ¥ KOTOPHIM JIEKAPCTBEHHBIE CPEICTBA OTICKAIOTCH IO
peLenTaM Bpadei ¢ NATHAESCATUIIPOLIEHTHOM CKUIKOH.

4. Oprasl  rocygapCTBEHHOM BnaéTrI cybsektoB  Poccuiickoi
denepanuun ocymeCTBnﬂroT.Be,u_eHne pErHOHANBHBIX CETMEHTOB (I)e,uepaﬁsnoro
peructpa rpaxc,uah U  CBOEBpEMEHHOE  MpEICTaBICHHE CBEACHMIA,
ColepXKalIMXxcsi B HUX, B YIONHOMOUYCHHBIH QenepanpHell  Oprax
UCIIOMHUTENLHOM BJIAaCTH B IOpAAKE, ycTaHOBiIeHHOM IIpaBuUTensCcTBOM
Poccuiickoit Penepanun.”;

2) myHKT 5 9acTy 2 cTaThu 81 DOMONHHUTE CIoBaMK ", CQOPMUPOBAHHEIH
B o0beMe He MeHee, 4YeM 3TO MPEAYCMOTPEHO IEepeyHeM HKU3HEHHO
HeOOXONMMEIX M Ba)KHEHINUX JIEKapCTBEHHBIX IIperaparos, YTBEPXKaeMBIM

[IpasurensctoM Poccuiickoit ®enepanuu B cooTBeTcTBHU ¢ DenepansHEIM

29091275.doc
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3aKOHOM OT 12 aripenﬂ 2010 rona Ne 61-@3 "O6 obpaltieHn# TEKapCTBEHHBIX
cpenacTB";

3)B uact 4 crateu 91' cioBa "‘IaCTHMH.4, 8 cratbu 44" 3aMeHHUTH
cioBamu "dacTaMu 4 u 8 ctatsu 44, yactero 1 craTem 44",
CTaTbﬂ.4

Hacrosmuit @enepansHeIil 3aK0H BCTynaeT B cuity ¢ 1 uronsa 2020 roxa.

IIpesnaeHT
Poccuiickoit @enepanuu

- %ﬂu/ |



NNOACHUTEJBHAS 3AIINCKA

K MpoeKTy ¢eaepaabHoro 3akoHa "'Q BHeceHNH H3MEHEeHH B OTAe/IbLHbIE
3aKOHoJAaTelbHbIe aKThl Poccuiickoii degepauun no Bompocam ofecnedyeHust
rpa)cIaH JieKapcTBEHHbIMH MpenapaTaMu, MEARIMHCKHUMH H3JETHAMHA
H cHeNHANH3HPOBAHHBIMH MPOAYKTAMH JiedeGHOr0 nUTaHAA"

IIpoext QemepansHoro 3akoHa "O BHECEHMM W3MEHEHHH B OTHENBHEIC
3aKOHoJaTeNbHBIe akKThl Poccuiickoit Pexepanuu Mo BompocaMm obecnedenus
rpaXhaH  JIEKapCTBEHHBIMM  [IpernapaTaMi, . MEIUIMHCKMMH  HM3IENHAMH
M CHEeUMaNU3UpOBAaHHBIMM MpOAyKTaMu JedeOHOro muTaHua" (mamee -
3aKOHOIIPOEKT) pa3spaboTaH BO HCHIONHeHHe mopydeHuit Ilpesmmenta Poccuiickoit
@enepauuu  OT 17 pexabps ~ 2018 . Ne TTp-2420 (ab3aupl  BTOpOIL
U TpeTui nmoanyHkra "a" myHkral) u ot 24 sgmBaps  2020r. Nellp-113
(nopmyHkT "e" myHKTa 1).

Iensro peanu3alnyu 3aKOHOIPOEKTA SBIAETCS COBEPLICHCTBOBAHHE CHCTEMBI
JIEKapCTBEHHOI0 o6ecieueHus rpaXKiaH U YBeNUYeHUe JOCTYITHOCTH JJIA OTAEIbHEIX
KATeropuif rpaxIaH JEKapCTBEHHEIX NPENapaToB, NMPENOCTABIAEMBIX B pAaMKax
TEPPUTOPUANBHBIX MPOTrpaMM TOCYNApCTBEHHBIX TapaHTH# OGECIIaTHOrO OKa3aHHs
rpaxaaHaM MeIHLMHCKON TOMOILIH. '

3aKOHOINPOEKTOM IpefAycMaTpuBaeTci cosfaHue DenepanbHOro perucrpa
rpaaaH, HMEIOIUMX IpaB0 Ha obecredeHue JIEKApCTBEHHBIMU MpenapaTaMH,
MEIULUHCKUME H3OENUAMH U CIIeLHaNM3UPOBaHHBIMU MPOAYKTaMK Je4eGHOro
IOUTAHHSA 32 CYET CPEACTB OOJKETHBIX acCHUrHOBaHUM ¢enepalbHOro OromKeTa
1 OromxeToB cy6rexToB Poccuiickoit @epepanun (manee - DenepaibHbIi perucTp
rpaXiaH), 3aKpeIUIieTCs COCTaB BKIIOYEHHEIX B HEro CBEACHHH, a TaKoKe
monaoMoure IIpaBurtenscTBa Poccuiickoit denepanyuy Mo ONpefeleHHI0 NOpsaaKa
ero BeJCHHUI.

Cozpanne DenepalbHOr0 perucTpa rpakiaH HampaBlieHO Ha ofecredeHue
aBTOMATU3HPOBAHHOIO aHaK3a (QaKTHYECKOro obecredeHUs IpakgaH JBLOTHBIX
KaTeropui  JIEKApPCTBEHHBIMH  INpemapaTaMM,  MEOUIMHCKAMM  U3JEIUSIMU
U CHEeUHaU3UPOBaHHBIMH POAYKTaMH Je4eOHOro MUTaHU, TOBBIMEHHEe TOYHOCTH
IIPOTHO3UPOBAHUA IOTPEOHOCTH B JIEKAPCTBEHHBIX IIpenapartax, MEOULUHCKUX
H3OENIUAX M CIEeHUaTM3MPOBAHHBIX IIPOAYKTaX JIede6HOro mUTaHusA, HEOOXOMUMBIX
LU pealu3alyi [IPOorpaMM JIbrOTHOT'O JIEKapCTBEHHOIo obecredeHus, obecneueHue
aBTOMAaTH3MPOBAHHOIO  aHANM3a  OCTATKOB  JIEKAPCTBEHHBIX  IIpenaparoB
B MEIMLIMHCKHUX ¥ alTEYHBIX OpraHusaumix cyosexroB Poccuiickoit Penepanuy.

IIpy 3TOM 3aKOHONPOEKTOM I[peAyCMaTpHBAETCS BHECEHHE H3MEeHeHuit
B @DepepansHpif 3akoH oT 17 mroma 1999r. Ne 178-03 "O rocymapcTBeHHOM
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COLHUANBHOM IMOMOLIM" € UENBI0 3aKpPEILIEHUS MEXaHW3MOB HHGOPMAIHOHHOIO
‘obmeHa mexIy DefepalbHbIM PErHCTPOM TpaXkiaH U (eneparsHEIMU perucTpamu
ML, MMEIOMMX NpaBO HA JBMOTHOE JIEKapCTBEHHOE ofecmedeHHe, eauHOM
rocyJapcTBeHHON MH(POPMAIIMOHHOM CHCTEMO# COMUATIBHOTO 0becedeH s .

3aKOHOIIPOEKTOM YCTAHABIMBAETCA NEPHOJHIHOCTE IIEPECMOTpa MepedHs
)KU3HEHHO HEOOXOOHMBIX M BaXXHeHIIMX JIeKapCTBEHHBIX IIpemapaToB (nanee -
nepeuers JXHBJIII) He pexxe oaHoro pasa B rof, 4TO IO3BOJIMT CBOEBPEMEHHO
aKTyallM3UpOBaTh MHAHHBIA IepedeHbh C YYETOM eXXEKBapTalbHEIX 3aceJaHuii
Komuccud MuHnsgpaBa Poccum 1o ero (QOpMHpOBaHMIO B COOTBETCTBHM
¢ IlpaBunamu dopMupoBaHus TepeuHel JIEKApPCTBEHHBIX IMPENapaToB I
MEJULMHCKOr0 INPUMEHEHUA M MUHHMAJIBHOTO acCOpTHMEHTa IeKapCTBEHHBIX
IpernapaToB, HEOOXOAUMBIX AJA OKa3aHU MEOMIMHCKOM ITOMOIIH, YTBEPXKACHHBIMK
nocranosnenueM IIpaButensctBa Poccuiickoit ®enepammu ot 28 aBrycra 2014 r.
Ne 871.

B HacTosimee BpeMs B COOTBETCTBUHM C YACTBIO 2 CTAaThU 6 ®enepansHOLO
3akoHa OT 17 utonsg 1999 r. Ne 178-®3 "O rocynapcTBeHHOR COLHANBHOM TOMOIIM"
Ha3Ha4yeHUE JIeKapCTBEHHBIX IIpENapaToB TrpaxJaHaM, HMEIOMNM [paBO Ha
NMekapcTBeHHOe ofecmeueHHe B paMKaxX IIPEAOCTaBICHHS TIOCYAapCTBEHHOM
COLIMAJIBHOM [OMOILM, OCYIIECTBIAECTCA B paMKax IEepeyHs JIeKapCTBEHHBIX
[IperapaToB M1 MEOUIMHCKOrO IpPUMEHEHHd, B TOM HYHCIE JeKapCTBEHHBIX
IpernapaToB [Uiss MENUIUHCKOrO MPUMEHEHMA, Ha3HAYaeMBIX TI0 pPEeIIeHHUIO
BpaueGHBIX KOMMCCHUE MEIULMHCKMX OpraHusaumuid (nanee - MepedeHs | OHJIC).
ITepeuens OHJIC dopmupyercs U3 JIEKapCTBEHHBIX IIPENapaToB, BKIIOYEHHBIX B
nepeuyens XKHBJIII.

3aKOHONPOEKTOM IIpefiaraeTcs OCYHIECTBIATh JNEKapCTBEHHOE obecredeHue
OTHENBHBIX KaTeropHi rpaxnan B oO6beMe HE MeHee, Ye€M 3TO IIpeIycMOTPEHO
nepeuneM JXHBIIIL. B cBa3u ¢ 5TUM HeoO6XOAMMOCTh B GOPMHPOBAHMM INEpedHSA
OHJIC oTcyTCTBYET, M 3aKOHOIIPOEKT NpeAyCMaTpHUBaeT HCKIIOYEHUE IIOJTHOMOYHSI
IMpaButenscTBa Poccutickoit enepanyiy o €ro yIBepxACHUIO. '

[Tepeuess OHJIC c¢ 2020 roma Bkmo4daeT B cebs 406 MeXAyHapOXHEBIX
HEeMaTeHTOBAaHHBIX HAaWMEHOBaHM JIEKapCTBEHHBIX cpeAcTB. IIpu 3ToM B paMKax
nepeudss OHJIC nHa 2020 rom Gomee 100 nexapCTBEHHBIX CPEACTB Ha3HAYarOTCA
TOJIBKO II0 pEelIeHHI0 BpaueOHOM KOMHUCCHHM. 3aKOHONPOEKT HampableH
Ha [IOBBIIIEHHE JOCTYIMHOCTM JIEKAPCTBEHHBIX IIpernapaTtoB MAJd OTHAENBHBIX
KaTeropuii rpaIaH MOCPEJCTBOM CHSTHA OTpaHMueHMs B BuAe mepeuns OHJIC
K TPENOCTaBlIeHHA BO3MOXHOCTH 1O OOECHEeYeHMIO MHaHHEIX TpaxaaH
JIeKapCTBEHHBIMU IpenapaTamu B o6peme He MeHee nepeuns JXHBIJII, B xoTopsiit
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Ha 2020 rox BKIOYeHO 758 MEXIYyHAPOAHBIX HENATEHTOBAaHHBIX HAaMMEHOBAHMIL
JIeKapCTBEHHBIX CPEACTB. '

Ha3HaueHue 1o peleHHIo BpaueOHOH KOMHCCHH IeKapCTBEHHBIX IPENapaToB,
B TOM WUHCIe He BKIIOYEHHRIX B mepedenp JKHBJII, He Bxoasmmx
B COOTBETCTBYIOIIMI CTaHAApPT MEAMIIMHCKON IHOMOIIM WM He IpefyCMOTPEHHEBIX
COOTBETCTBYIOIIEH KIMHUYECKON peKOMeHAaluei, MOXET OCYLIECTBIATHCH, Kak
U B HaCTOsAIIEE BPEMS, B COOTBETCTBUM C YaCThIO 15 cTaThu 37 U MYHKTOM 2 9acTH 3
crateu 80 CDenepaJILHofo 3akoHa "OO0 OCHOBax OXpaHBI 3J0POBBI IpPaxKaaH
B Poccuiickoit deneparuu”.

3aKOHOIPOEKTOM  TakXke IpefycMOTpeHO  ofecredyeHue  HacCeNeHUA
NEKApCTBEHHBIME  [IpenapaTaMH B  paMKaX TepPPMTOPHANBHBEIX  IIPOrpamMM
rOCYRApCTBEHHBIX TrapaHTH{ OeCIUIaTHOro OKa3aHHA TIpaXOaHaM MeIUIIHHCKOH
IIOMOIITH B 00BeMe He MeHee, 4eM 3To pexycMoTpero nepedneM JKHBJIIIL

Crenyer OoTMETUTh COXpaHeHHe IpaBa cydbekTa Poccuiickoit Penepanuu Ha
oTIpefelIeHUe JIeKapCTBEHHBIX IMpENapaToB, He BKIIOUEHHBIX B mepedens KHBJII,
KOTOpPEIME OynyT ofecneduBaThCd IpaXAaHE 32 CUeT COOCTBEHHBIX CpEHCTB
cyobektoB Poccmiickoit Depepaiu, a TaKkKe TO, YTO HOpMa 3aKOHOIIPOEKTa,
3aKpeIUronias 0043aTeNbCTBO N0 00ECHedeHHI0 OTAENbHBIX KaTeropuit rpaxaal
JIeKapCTBEHHBIMH Ipenaparamu ucxofAs u3 nepeuns JKHBJIII, peanusoBriBanach
paHee B paMKax HCIOJHEHHS TEPPUTOPHANBHBIX mnporpamM IIporpammer
rOCYHapCTBEHHBIX TrapaHTHH O€CIIaTHOrO OKa3aHWA TIpaxJaHaM METHLIHHCKOH
- moMomy Ha 2019 rox u Ha nnaHoBEI# nepuox 2020 u 2021 rogoB, yTBep>KIAeHHOM
nocranopinenueM IIpaButenscTBa Poccuiickoit @enepamuu ot 10 gexabps 2018 r.
Ne 1506, u npegycmoTtpeHa B [IporpaMMe rocyiapcTBEeHHBIX MapaHTHH GecIuiaTHOro
OKa3aHUA IpaiaHaM MeJULMHCKO# noMomy Ha 2020 roa u Ha IUIaHOBBIA IIEpUOX
2021 u 2022 rozoB, yIBEpKACHHO! MOCTaHOBIeHVeM [IpasuTenscTBa Poccuiickoit
®epnepanuu ot 7 gexabpst 2019 r. Ne 1610.

3aKOHOMPOEKT He IMPOTUBOPEUUT monoxeHusM Jlorosopa o EppasuiickoMm
SKOHOMMYECKOM coro3e K CornamieHus O eOUHBIX IIPUHLMIIAX U I[IPaBHIaX
obpallleHus] JIeKapCTBEHHBIX CPEACTB B paMKax EBpa3suilckoro 3KOHOMHYECKOIO
coro3a.

Cpox BCTymIeHHa B cuiy 3akoHompoekta (c ! mroma 2020 r.) ofycnosieH
HeOoOXOIOMMOCTBIO TIPUBEAEHHMS B COOTBEICTBHE C HHMM akToB IIpaBuTenscTBa
Poccuiickoit @epepanun U BeJOMCTBEHHBIX HOPMaTHBHEIX [TPABOBBIX aKTOB.
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®VHAHCOBO-3KOHOMHYECKOE OBOCHOBAHHE

K npoexTy dexepajsbHoro 3akoHa 'O BHeceHHH H3MeHEHMIl B OTAENbHbIE
3aKoHOAaTeNbHbIe aKkThl Poccuiickoii Penepanuu mo Bonpocam obecnevyenns
rpaxaaH JeKapcTBeHHBIMHE NpenapaTamMu, MEXHIMHCKAMH H3JeTHIMH
H CIeNHAJU3HMPOBAHHBIMY MPOAYKTAMH J1e1de0HOro nuTaHus'"'

Peamuzanus @enepanpHoro 3axoHa "O BHECEHUM U3MEHEHUH B OTHENbHEIE
3aKoHoJareNnbHele akThl Poccumiickodt ®Denepanuu mo BompocaM obecredeHus
rpaxgad  JIGKapCTBEHHBIMK  [IpemapaTaMd,  MEOMUMHCKUMHM  H3JACIHUAMH
U CHOeLHMAIH3NPOBAaHHEIMKM MPOAYKTaMH Jiede6HOro mnuTaHMA" He IoTpebyeT
JOOTIOJIHUTENBHEIX PacXofoB 3a CYeT OIOMXKETHBIX AaCCUIHOBaHMM (efepanbHOro
OGromkera M OyHeT OCYILECTBISATBCS B IpefeNiax YCTaHOBJIEHHOH IITaTHOMH
YUCJIEHHOCTH PabOTHUKOB.

C yuerom mnpexycMmoTpeHHBIX B 2019 rony ®PepnepansHBIM 3aKOHOM
"O ¢enepansHom  Oromxere Ha 2019rom ©M  Ha IMaHOBEIH  IEpHON
2020 m 2021 romoB" HHBIX MEXOIOMKETHEIX TpaHCHEPTOB Ha pealH3alluio
OTHENBHEIX IMOMHOMOYME B 00NacTH JieKapCTBEHHOro obecredeHHs B pa3sMmepe
13,67 mnpa. py6neit u moBefeHHBIX Cy6BeHIMi GromxeTaM cy6bexToB Poccuiickol
Qenepanun u Oromkery TI. baiikoHypa B 06Beme 35,522 mupa. pyOneit o6uuii
Oromxer Ha QuHaHcOBoe obecrneuenne B 2019 romy oxa3aHUA OTHENBHEIM
KATeropusM TPaXNaH CONMANBHON YCTYTH IO OBECIEYeHHIO JIeKApPCTBEHHBIMU
npenapaTaMd IS MEOULKHHCKOrO NpHMEHEHHd, MENUIMHCKAMH H3JCNHIMH,
a TaKKe CIEeNHaTM3UPOBaHHBIMM IPONYKTaMM J1€4eOHOro MUTaHHs Mjis AeTei-
HHBAIKMIOB cocTaBmi 49,192 mnpa. pybuneit.

Taxxke cyobekramu Poccuiickoit @enepanum B 2019 roxy nHa peannsaumo
PErMOHANBHBIX [OJIHOMOYHN IO JIEKApCTBEHHOMY OOECHEeYeHHI0 HaNpaBIeHO
77,31 mnpx. py6neit. .

DepepanbeM  3akoHOM 'O depepansHoM Oromxere Ha 2020 rog ¥ Ha
mnadosei nmepuox 2021 u 2022 ronos" B 2020 romy 6romxeraM CyGBEKTOB
Poccuiickoit ®enepanuu u 6romxery r. balikoHypa NpefycMOTpEHO pacnpencicHue
yKa3aHHHIX cyOBeHUu#t B ob6veMe 37,757 Miph. pyOneit M MHBIX MEXOHOMKETHBIX
TpaHchepTOB Ha peaM3allHio OTAENBHEIX IIOTHOMOUHMH B 0671aCTH JIEKapCTBEHHOIO
obecneuenns B pasmepe 13,646 mapn. pybneit (scero 51,403 mipa. py6aeit).

Peanusaiua ykaszanHoro @epepalbHOro 3akoHa Talkke He MOTpedyer
IOTIONHUTENFHOTO  (QUHAHCHPOBaHMA paboT MO  CO3[aHMIO, IIOCHEAYIOIIeH
SKCIUTyaTalld¥l M pasBUTHIO (elepanbHOrO0 PErucTpa rpaxaaH, UMEIOIHX IIpaBo
Ha obecrneyeHue JIEKAPCTBEHHBIMH IpernapaTaM, MeIHIMHCKHMH H3IEIUAMU
H CHENMANU3UPOBAHHEIMH IPOAYKTAaMH JIe4e0HOrO IHMTAHHS 3a CYeT CPEACTB
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GIOMKETHEIX aCCHTHOBaHMHl (elepanbHOro Gromxera M GIOMKETOB CyOBEKTOB
Poccuiickoit Depepanuy, IIOCKOJIBKY bMHAHCHpOBaHME  MepONpHATHIL
no wuHboOpMATH3allMy, HAIMpaBACHHBIX Ha pa3BHTHE, KCIUTYaTalMIo  ENHHOM
rOCyHapcTBEHHOH HHGPOpPMAalMOHHOK cHcTeMbl B cdepe 3ApaBOOXpaHEHUA
M TpefoCTaBleHHE  BEIYMCIMTENBHEIX  MOIIHOCTeH Juia  obecriedeHus
GYHKIIMOHUPOBAHUA €IUHOM rOCYAapCTBEHHON HHGOPMAIMOHHOM CHCTEMEI B cdepe
3[paBOOXpaHeHHs, MpPefyCMOTpeHO B pamkax denepansHoro mpoekra "CosgaHue
eIWHOTO IMGpPOBOrO KOHTYpa B 3[ApaBOOXpaHEHMHM Ha OCHOBE eAMHOR
rocyJapcTBeHHOH HHGOPMAIIMOHHO# ciCTeMEI B cdepe 3apaBooxpanenus (ETIC3)"
HALMOHAIBHOTO MpoeKTa "3ApaBooxpaHeHue".
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IHIEPEYEHD

¢denepanbHbIX 3aKOHOB, MOAJIEKALIMX NPASHAHUIO YTPATHBIIUMM CHJY,
MPUOCTAHOBJICHHIO, H3MEHEHHKIO HJ/IM IPHHATHIO B CBSA3HU C POEKTOM
¢denepannHoro 3axoHa 'O BHeceHHH N3MeHeHH I B OTXeIbHbIE
3aKOHOAaTeNbHbIe aKkThl Poccniickoii Peaepaunn no Bonpocam obecnedeHust
rpaciaH JiekapcTBeHHbIMH NpenapaTaMu, MEAHIHHCKHMH H3eIUAMH
H cHeNHUATH3HPOBAHHBIMH NPOAYKTAMH JeueGHOro mutanus'

B cBau ¢ npoexrom denepanbHoro 3akoHa "O BHECEHUM H3MEHEHMMH
B OTHENIBHBIE 3aKOHOAaTenbHBIE akTel Poccuiickoit @exmepaluu Mo BOIpocaM
obecnedeHus rpaKiaH JIE€KapCcTBEHHBIMH IIpelapaTaMy, MEAULUHCKUMH H3eTHAMH
H CleHHATM3MpOBAHHEIMY - IPOAYKTAMK JeueGHOTO MHUTaHus" He NoTpeGyercs
NpU3HAHUS YTPaTUBIIKMH CHITY, IPHOCTaHOBICHN, N3MEHEHN MM [IPHHATHS MHBIX
benepanbHBIX 3aKOHOB.
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