I'OCYNAPCTBEHHAS IVMA
OEJEPAJIBHOI'O COBPAHUA POCCUMCKOU ®EAEPALIVMA
BOCBMOI'O CO3bIBA

BBIIINCKA U3 I[TIPOTOKOJIA ot 08.02.2023 Ne 82
3ACEJAHUS COBETA TOCYJAPCTBEHHOM JTYMBbI

"08" deBpana 2023r.

19. O npoekTe ¢enepanabHoro 3akoHa Ne 284099-8 'O BHeceHHH H3MEHEHHIH
B ctathd 53 u 67 deaepanbHoro 3akoHa 'O0 obpailleHHH JIeKAPCTBEHHBIX
cpedcTB' U crathio 1 ®egepanbHoro 3akoHa 'O JIHUEH3HPOBAHHH OTAEAbHBIX
BH/IOB IeATEILHOCTH'" (B YACTH COBepIIEHCTBOBAHHS Y4eTa 00beMa NMPOH3BOACTBA
H 000poTa JIEKAPCTBEHHLIX MPENapaToB ¢ MEKIYHAPOAHBLIM HEMATEHTOBAHHLIM
HauMeHoBaHMeM ''JtanHoa') - BHocAT genytatbl [ocyaapcrBenHoit  Jymbl
AL KykoB, II.B.Kapa-oon, B.B.HBanoB, M.A.Tonuauu, H.B.Ilkonakuua,
AJO.Kupesanos, A.3.@appaxoB, JI.A.Oryas, C.®.JIucoBckuii, C.B.Aaryxos,
J.A.Ky3neuoB, B.B.KugseB, B.A.KazakoB, A.A.Makcumo, C.M.Cokou,
HA.B.KpaBuenko, cenatopnl  Poccuiickoit  ®emepauuu  A.JJ.Apramouos,
C.H.Pa6yxun, L.FO.CBsiTeHKO

IlpunsiTo petieHue:

1. HampaBuTe yka3aHHBI mnpoekT enepanbHoro 3akoHa [IpesugeHTty
Poccuiickoii @enepaumu, B KOMUTETBI, KOMUCCHIO ["ocynapcrBeHHO# Jymbl, ppakuuu B
ocynapctBenHoit Jlyme, Coer ®enepauyu PenepansHoro Cobpanus Poccuiickoii
Denepauuu, [IpasutensctBo Poccuiickoit ®enepauuun, CuetHyro nanary Poccuiickoii
@enepaunn, O6lecTBeHHYI0 nanary Poccuiickoit ®epepaliud, 3aKOHOJATENbHBIE
oprabl cyonekToB Poccuiickoit ®enepalildd ¥ BBICHIUM JOJDKHOCTHBIM JIMLIAM
cyopexToB Poccuiickoit Penepauuy s MNOATOTOBKM OT3BIBOB, MPENJIOKEHHH U
3aMeyvaHuii, a Takke Ha 3akitoueHue B [IpaBoBoe ympaBneHdHe Anmmapara
locynapctBeHnHoi JJyMbi.

Ha3nauute OTBETCTBEHHBIM B paboTe Haj MpoekToM ¢eaepalbHOr0 3aKoHa
Komurer I'ocynapctBeHHON [{yMBI MO0 3KOHOMUYECKOH MOIUTHKE, COMUCITONMHUTENEM —
Komurer I'ocynapctBeHHOl JlyMbl 10 OXpaHe 300pOBbS.

OTt3pIBBI, IpeAsIOXKEHUsT U 3aMeyaHHs HampaBuTh B Komurter ['ocynapcrBenHob
Hymbl 1o 3xoHOMU4ecKoi nonutuke a0 9 mapra 2023 roga.

2. Komurery I'ocynapcteHHol JlyMBbl MO 3KOHOMHYECKOM MONUTHKE C yYETOM
MOCTYNUBIIKWX OT3BIBOB, MPEIIOKECHUN U 3aMeYaHUil MMOArOTOBUThH YKa3aHHBIN MPOEKT
¢denepanbHOro 3aKkoHa K paccMoTpeHuo ['ocynapctBentoit Iymoii.

3. BkimoudTh yKasaHHBIA MpoeKT ¢efepalbHOr0 3aKOHA B MPUMEPHYIO
IporpaMMmy 3aKOHOIPOEKTHON paboTel ['ocynapctBenHoi JlymMbl B mepuona BeceHHeit
ceccuu 2023 roga (anpenb).

INpencenarens ['ocymapcTBeHHQ
DenepanbHoro Cobpanpis

Poccuiickoit denepaiif B.B.Bonoaun
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F'OCYJAPCTBEHHAS IYMA
OENEPAJIIBHOTO COBPAHUSA POCCUUCKOU PENEPALIMN

BOCbMOTI'O CO3BIBA

RENYTAT
INOCYJAPCTBEHHOHM AYMbI
A5 01 202.3r. Ne
Ilpeacematemo
I'ocymapcrBenHoi {yMbt

DenepansHoro Codbpanus
Poccuiickoit @eneparnun

B.B. BOJIOIUHY

YBakaemsliii BaueciiaB BukropoBuy!

Ha ocHopanuu dactu 1 crateu 104 Koucruryuu Poccuiickoit ®enepaiyu
U vacTi nepBoi crate 107 Pernmamenta 'ocymapcreenHoit J{ymer ®@enepanbHoro
Cobpanus Poccuiickoii ®epmepanyy BHOCHM Ha paccMoTpenue ['ocymapcTBeHHOIM
Hymer  ®enepansHoro Cobpanus Poccuiickoit @egmepaiuy B KadecTBe
3aKOHOJATENIbHOH MHUIMATUBBL NPOEKT ¢enepalbHOro 3akoHa «O BHECEHHUH
U3MEHEHHW B CTaThH 53 U 67 depepansHoro 3akoHa «0OO6 obpaineHHH
JIEKapCTBEHHBIX CPEACTB» U CcTaThio 1 PegepanbHoro sakona «O NHLEH3UPOBAHHH

OTJACIBbHBIX BUOOB AEATCNIBHOCTHU.

Ipunoxenue: 1. Tekct 3akoHONMpOEKTa Ha 6 MUCTAX;
2. [TosscHUTeNBbHAA 3aIMCKa HA 5 MHCTaX;
3. ®uHaHCOBO-?KOHOMHYECKOE 000CHOBaHHKE HA 1 JTHCTE;
4. Ilepeyens 3axoHoB Poccuiickoit @enmepaiuu u 3axoHoB PCOCP,
¢emepanbHEIX KOHCTUTYLHOHHBIX 3aKOHOB, (efepalbHBIX 3aKOHOB
U HUHBEIX HOpPMaTHBHEIX MpaBoBbIX akToB PCOCP m Poccuiickoit
Denepaiyul, NOANSKAMMX NPUIHAHUIO YTPATUBMIMMU CUIY,
IPHOCTAHOBIICHHIO, H3MEHEHMIO WM MPHHATHIO B CBA3SH C
npuasTHeM DeepanbHOro 3aKoHa Ha 1 sucre;
5. Ilepeuyenn aKTOB tenepansHOrO 3aKOHOAATENBCTBA,
HOJIeXKaIUX NPU3HAHUIO YTPATUBLIMMH CHITY, IPHOCTaHOBICHHUIO,
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H3MEHEHHUIO WIH MPUHATHIO B CBA3U C mpuHAtHeM DenepaliHOro
3aKoHa Ha 1 nmcTe

6. Komus TekcTa 3aKkOHONMpOEKTA W MaTepHAOB K HeMy Ha
MarHuTHOM Hocurtene (1 mr.).

Henyratsl I'ocynapcrBenHoit J[yMel Cenaropsi Poccuiickoit ®eaepanuu
A.I[.)K}'K(?B A.Jl.ApTaMOHOB W*)
I1.B.Kapa-oon C.H.Pa6yxuu |
B.B.MBanos N.I0.Cparenko

N

M.A.Tomunm@%7
H.B.IlIxonkuxa %/

A .JO.KupbpsHoB /¢
A.3.®appaxos

JLLA.Oryns

C.®.JIucos



C.B.Antyxos W

3.A KysHeron @//3 <€ f{é

B.b.Kunses

B.A.Kazakos QA/ /
A.A MakcumoB Z

C.M.Cokon F—: —
wy

J.b.KpaBuenko



Ilpoekt

Brocurtca nenyraramu
INocymapcTBenHo# JlyMEl

A 1. XKyxoBsiM, 111.B.Kapa-oomom,
B.B.HBanoBeiM, M.A.TonmuIHHEIM,
H.B.IlIkonkunoit, A .}O.KupssiHoBbIM,
A.3.®appaxoBeiM, JL.A.Orynem,
C.®.JTucosckum, C.B.ANTyx0BBIM,
39.A KysHenoseiM, B.b.KuasessiM,
B.A KazakoBeiM, A.A.MaKCHMOBBIM,
C.M.Coxkonowm, JI.b.KpaBueHko

ceHatopamu Poccuiickoit @enepanyu

A.JI.ApramoHoBbIM, C.H.Ps6yxuHbIM,
N.1O.CsTenko

W 184099 - #

®EJEPAJIBHBINA 3AKOH
O BHeceHHH M3MeHeHH# B cTaTh 53 u 67 MeaepaibHOro 3aK0HA
«O06 obpamieHHH JTeKapCTBEHHBIX CPEACTB» M cTaThio 1 DexepaibHOro

3aKkoHa «O JHIEeH3HPOBAHHH OTAENbHBIX BHIOB AeATEALHOCTH»

Cratbn 1

Buectu B ®epepanbubiit 3akoH ot 12 ampens 2010 roma Ne 61-03
«O6 oOpameHuu nekapcTBeHHBIX cpelcTB» (CobpaHue 3aKOHOHATEILCTBA
Poccuiickoit ®enepanuu, 2010, Ne 16, ct. 1815; 2018, Ne 1, ct. 9; 2019, Ne 30,
cT. 4142, Ne 31, ct. 4456, Ne 52, ¢1.7799; 2020, Ne 29, ct. 4516) cneayiomue

H3MCHCHHUA:

1) B cTaThe 53:



a) B yacTu 1 crnoBa «dapMaleBTHIECKOH CyOCTaHIIMH CIHPTA 3THUIOBOIO
(3TaHONa)» 3aMEHUTH CJIOBaMH «CJIy4aeB, YCTAHOBIIEHHBIX 4YacTAMH 2 H 3
HacCTOsLLEH CTaThU)»;

0) JOMONHUTH YacTAMHU 3 - 5 CIIEAYIOIIETO COEPIKaHHA:

«3. Opranusai ONTOBOH TOPIOBNH JIEKAPCTBEHHBIMU CpEICTBAMH
BIIpaBe  OCYWIECTBIATh  Mpojaxy  (mepegayy B  YCTaHOBJIEHHOM
3aKoHomatensCcTBOM Poccuiickoit ®epepaiun  NOpsAOKE) JEKAPCTBEHHOT'O
npenapara  Add  MEOMUUHCKOrO  NPUMEHEHHS € MEXIyHapoIHBIM
HEINaTeHTOBaHHBIM HAaUMEHOBaHHEM «DTaHOJI»:

1)  ropuaHIeCKUM JULaM, HUMEIOIIHM TULEH3UIO Ha
¢dapMalleBTHUECKYI0 JesATeNbHOCTh B cdepe obpalleHus JeKapCTBEHHBIX
CpeACTB AJi MEAULIUMHCKOIO MPUMEHEHHS,

2) nH,uan,uyanLHmM IpeANpHHUMATENAM, UMEIOIIUM JIULIEH3UIO Ha
dbapMaleBTHUECKYIO [JeITeNHOCTh B cdepe oOpalleHHs JeKapCTBEHHBIX
CPEACTB A MEOULUHCKOI'O IPHUMEHEHU;

3) UHOUBUIYANBHBIM MpeANPUHUMATENSAM, UMEIOLIMM JIMLEH3HI0 Ha
MEUILMHCKYIO NeATeNbHOCTD;

4)  IOpMIMYECKMM IMIAM, HMEOLUM JHLEH3HIO Ha MEIULUHCKYIO
JeATENbHOCTh, a TaKXkKe MEJULUHCKAM OpraHu3allusM, CO3JaHHBIM H
3aperuCTPUPOBAaHHBIM B COOTBETCTBUM C 3aKOHOJATENBCTBOM HMHOCTPAHHOIO

rocygapctBa - uieHa OpraHu3aly 3KOHOMHYECKOTO COTPYAHHYECTBA H



- pasBUTHS  HHOCTPAHHBIM  IOPUJAMYECKUM  JIMLIAM,  HHAWBHIYAIbHBIM
NpeanpHHUMATEIIAM, SBIIAIOIIMMCA YYaCTHHKAMH MPOEKTa B COOTBETCTBHH C
@enepanbHbIM  3aKOHOM «O  MEXIyHApOTHOM METHLIMHCKOM KiacTepe H
BHECEHHHU U3MEHEHHI B OTIeNbHBIE 3aKOHOHATENIbHBIE AaKThl POCCHUICKOI
Denepanun»;

5)  uchmeITaTeNBHBEIM JaboparopusiM (LieHTpaM) B OOJACTH KOHTPOJS
KavyecTBa JIEKApCTBEHHBIX CpPEACTB, aKKpPEAMTOBAaHHBIM B COOTBETCTBHHM C
3aKOHOZATeNbCTBOM  Poccuiickoit  ®epmepauuu 00  akKpenuTalliy B
HaIlHOHAIBHOU CUCTEME aKKpeIUTALHH.

4. JlelicTBUe NULEH3UH Ha (PapMaUEBTHYECKYIO AEATENHOCTh B 4acTH
OCYIIECTBIIEHUSI ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH CPEACTBAMM  JId
MEIULMHCKOTO MPUMEHEHHUS MPEKpall@eTcs JUUECH3UPYIOIUM OpraHoM B
ciydYasx, onpeneneHHbIX cTtateeit 20 enepansHoro 3akona ot 4 mag 2011 roma
Ne 99-®3 «O nuueH3UPOBaHHHM OTHAENBHBIX BHIOB ,neﬁenmocm», a TaKXke B
CllyJae, YCTaHOBJICHHOM HacTOsAIled 4YacTelo. B cnyyae BBIABIEHMSA MpH
OCYILECTBIIEHHH QeepaIbHOTO NOCY AapCTBEHHOTO KOHTPOs (Haa3opa) B chepe
oOpaileHys JIeKapCTBEHHBIX CPEACTB HApYIUEHHA OpraHu3alliell ONTOBOM
TOPIOBJIH JIEKapCTBEHHBIMH CpeAcTBaMM TpeOoBaHMit 4acTeii 1-3 Hacrosiuei
CTaThH, JIMIEH3UA Ha (apMalleBTHYECKYI0 OEATENBHOCTH B  YacTH
OCYIIECTBJICHHMS ONTOBOM TOProBIU JIEKAPCTBEHHBIMH CpeACTBAMH  AJIA

MEIUIMHCKOr0 NpHMEHEHH IIPHOCTaHaBIUBaeTcs B TedeHue 10 paGoumx aneit



CO JIHA BBIABIICHMS yKasaHHOro HapyuieHus. JIuieH3us Ha papManeBTHUECKYIO
JEATENBHOCTh B YaCTH OCYILECTBIICHUS ONTOBOH TOProBIM JieKapCTBEHHBIMH
CpeICTBaMH JUJI1 MEIULMHCKOTO IMMPUMEHEHUs] NMPHOCTAHABIMBAETCS Ha CpOK,
onpefenseMblil THUEH3UPYIOIMM OpraHoM (HO He MeHee yeM Ha 1 Mecsl), mo
HUCTECYEHHH KOTOpPOro TMOMNIEXHUT IIPEKPALICHHIO Ha OCHOBaHUU peIlEHHUS
JTHULEH3UPYIOIIEr0 OpraHa, 3a HUCKIIOYEHHEeM Chy4das, YKa3aHHOTO B YacTH 5
HaCTOsAIMIEN CTaThH.

5. JlumeHsus Ha ¢apMaleBTHYECKYI0 OEATEIBHOCTH B  4YacTH
OCYIIECTBJIEHHsI ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH CpEACTBAMH  JJIA
MEIUIMHCKOrO MPUMEHEHHs, MACHCTBUE KOTOpPOH NPHUOCTAaHOBJIEHO B
COOTBETCTBUM C YacTbiO 4 HACTOSAIUEH CTAaThH, MOMJIEKHT BO30OOHOBJIEHUIO B
Clly4ae, €ClId B IE€pHOJ IPUOCTAHOBIECHUA YKa3aHHOW JHIEH3UH B paMKax
JocyfeObHOro 06XalnoOBaHUS COOTBETCTBYIOIIEE pellleHHe KOHTPOJIBHOrO
(Hag3opHOro) opraHa B YacTH BBIABICHHOTO HapylleHHs TpeGoBaHMiA
gacteil 1 - 3 HacTosIeN CTaThb OTMEHEHO. B yka3zaHHOM ciiyyae JHIIEH3Hs Ha
(apMalleBTHYECKYIO JEATENHOCTh B YaCTH OCYILECTBIIEHHS OIITOBOM TOProBIx
JIeKapCTBEHHBIMHU cpelcTBaMH s MeAUIHHCKOro IpUMEHEHUs
BO30OOHOBIAETCA He I[I03[]HEe OJHOro paboyero MHHA CO JHA OTMEHBI
COOTBETCTBYIOILIEr0 PEIIECHU] KOHTPOJIBHOTO (HAA30PHOr0) OpraHa.y,

2) vacte 4 craTbd 67 [ONONHUTH MPEANIOKEHHEM CIEAYIOIIErO

CoacpXKaHuA «HpOHBBOI[I/ITCJII/I JIEKAPCTBCHHOIO IIpfrapara Ajiid MCIUIHHCKOTO



NPUMEHEHHS ¢ MEXyHapOIHbIM HEMTaTEeHTOBAaHHBIM HaHMEHOBaHUEM «DTaHOI»
HAaHOCAT CpeAcTBa HACHTUQUKAUMKM HAa MEPBUYHYI0 YIIAKOBKY TaKOro
NMEKapcTBEHHOI'0  Ipemapara  HE3aBUCHMO  OT  HalM4YHUA  BTOPUYHOU
(moTpebuTeNbCKOi) YIaKOBKH. ».

Crarbs 2

Yacte 4! crateu 1 ®epnepanbHOro 3akoHa ot 4 mag 2011 roga Ne 99-@3
«O nMUEeH3MpOBaHMM  OTHENBHBIX BHAOB  JestensHocTH» (CoOpanue
3aKoHojaTenscTBa Poccuiickoit @enepanuu, 2011, Ne 48, ct. 6724; 2011, Ne 438,
cT. 6728; 2013, No 27, ct1. 3477; 2014, Ne 30, ct. 4256, Ne 42, cT. 5615; 2015,
Ne 1, cr. 11, cT1. 72, Ne 27, cT. 3951, Ne 29 ct. 4339; 2016, Ne 1, ct. 50; 2017,
Ne 31, ct. 4765; 2018, Ne 45, ct. 6841; 2019, Ne 16, ct. 1817, Ne 30, ct. 4142,
Ne 31, cr. 4457, Ne 52, ct. 7799; 2020, Ne 31, ct. 5029; 2021, Ne 18, ct. 3067,
Ne 24, cr. 4186) mocne cloB «IpPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB»
JOTMIOJTHUTB CIIOBaMH « U JIMLICH3UPOBaHUSA dapMalieBTHUECKON AeATENbHOCTH.

Cratbn 3

1. Hactosmuii ®@enepanbHblit ‘BaKOH BCTYMAaeT B CHIY IO HCTEYCHHU
TPUALIATH JHEH mocie JHA ero OpUIHATBHOr0 Oy OJIMKOBaHUA.

2. Homoxenusa crareét 53 u 67 ®exepanbHOro 3akoHa OT 12 ampend
2010 roga Ne 61-@3 «O6 obpaimieHuy TeKapCTBEHHBIX CPEACTB» (B pelaKiyu
HacTosulero PepmepanbHOro 3akoHa) U craTb | enepanbHOro 3aKoHa

oT 4 mas 2011 roma Ne 99-03 «O nHUEH3UPOBAaHUU OTHAENBHBIX BHUIOB



AesATeNIbHOCTH» (B peJakuuu Hactosilero @exepanbHoro 3akona) B JloHerkoi
Haponnoit PecnyGnuke, Jlyranckoit HapogHoit Pecny6imke, 3amopoxckoit
obnactd, XepcOHCKOH 00MacTH NPHUMEHAIOTCA IO HCTEYEeHHH OJHOr0 roja
nocJie JHA BCTYIUIEHUS B CUTY HacTosuero ®erepalibHOro 3akoHa.

3. K HopmatuBHbIM mnpaBoBeIM akTaM Poccuiickoii ®epepariuu,
OpeAyCMOTpeHHBIM Yactsasmu 1, 3 - 5 crateu 53, 4vacteio 4 crathu 67
DepnepanbHoro 3akoHa ot 12 ampens 2010 roma Ne 61-03 «O6 obpamenuu
JNIEKapCTBEHHBIX CPENCTB» M uacThio 4' craTsum 1 enepalbHOTO 3aKOHa
or 4 mag 2011 roma Ne 99-@3 «O nuUEH3UPOBAHUU OTHENBHBIX BHJIOB
JeATENbHOCTH» U  YCTaHaBIMBAIOHMIMM  oOs3aTenbHBle TpeOOBaHUA, He
NPUMEHSIOTCA TOJMOXKEHUs YacTH 1| cratbu 3  @DefepalbHOr0 3aKoHa
or 31 wmona 2020 roma Ne 247-®3 «O6 o6s3aTenpHBIX TpeGoOBaHUAX B

Poccuiickoit @egepauum.

Ilpe3upeHt
Poccuiickoit ®enepanuu



IMNOSICHUTEJIBHAS 3AITMCKA

K NpoeKTy ¢egepaibHoOro 3akona «O BHeceHHMH U3MeHeHHH B cTaThbH 53 u 67
®Degepanbnoro 3akona «00 ofpalleHHH JIeKAPCTBEHHBIX CPEACTB» H ¢TaThio 1
PeaepanbHOro 3axkona «0 JHIEH3HPOBAHHH OTAEJIbHBIX BUJ0OB AeATEAbHOCTH

Ilpoext denepansHoro 3akoHa «O BHeCEHHMH H3MEHEHW B cTaThH 53 u 67
®enepanpHoro 3axkoHa «O6 ofpallleHUM JIEKapCTBEHHBIX CpPEACTB» M CTaThio 1
®epnepanpHoro 3akoHa «O JHUIEH3UPOBAaHUU OTHENBHBIX BHUIOB J€ATEIBHOCTH»
pa3paboTaH B LeNsIX COBEPIICHCTBOBAaHUA y4yeTa oObema MPOMU3BOJACTBA U 0b6opoTa
JIeKapCTBEHHBIX MpenapaToB c MeXAyHapOJHbIM HelaTeHTOBaHHBIM
HauMEHOBaHUEM «ITAHOIY.

IMlo pmanupiM MBJI Poccuu u PepepanpHoil ciyxObl MO peryivpOBaHUIO
AJIKOTOJIFHOTO pPBIHKA, CYIIECTBEHHAas OOJSA CIHMPTOCOACPXKALIUX JEeKapCTBEHHBIX
[penapaToB C MeXJIyHapOJHHIM HEMAaTeHTOBaHHBHIM HAaHMEHOBaHMEM «IJTaHOI»
[oMajaeT B HeNerajdbHbIE O0OpPOT M HCHONB3YeTCS B KadecTBE ChIphA AT
IPOU3BOACTBA CypporatHoil ankoronbHod mpoxaykumu. B 2022 rogy ydacTunuchk
clly4au OOHapyXXeHUsA M U3BATHA MapTUM yKa3aHHBIX JIeKapCTBEHHBIX IPENapaToB
IpH OCYIIEeCTBJIEHUHU ONEPAaTUBHBIX MEPOIPHATHII IO MPECEUYCHUIO HeJNEraJbHOro
IPOU3BOJICTBA AJIKOTONbHOM Mpoaykuuu. OxHOBpeMeHHO GUKCUPYETCS YBENUUYSHHE
B HH(OPMAIMOHHO-KOMMYHHUKAIIMOHHON ceTH «lHTepHET» TMpemIoKEeHUN 10
IpojAaXke JeKapCTBEHHBIX MpemapaToB «JTaHOM» B pasnuyuHoit Tape (5, 10, 20, 50,
100 nutpos).

ITpu sTOM, €cnu B OTHOLLEHUH MPOU3BOJACTBA M 060poTa ¢apMarieBTHIECKON
CyOCTaHUIMM CHHUpPTAa I3TUIOBOrO (dTaHona) HeHCTBYIOT 3¢(eKTHBHBIE MepH
KOHTpOIA u OrpaHUYeHHUs, MO3BOJAIOIIUME  O0eCHeYHTh €ero  IOJHYHO
MPOCTIEeXUBaeMOCTh (3allpeT ONMTOBOrO O0OpPOTa, yYET B €UHON rocyAapCTBEHHOM
aBTOMAaTH3MpPOBaHHOW MHPOpPMALHOHHOW CHCTeMe ydeTa o0BbeMa IMPOU3BOACTBA M
060pOoTa STUJIOBOrO CHMPTA, ANKOTONBHOM U CIIUPTOCOAepXkalleil NpoIyKIHH (Hajiee
- ETrAUC), o0O0s3aHHOCTP OCHAIEHHUS  aBTOMOOHJIBHOIO  TPaHCIOPTA,

OCYLICCTBIAIOLIECTO €ro MnepeBO3KY, CICLHHAIIBHBIMH TEXHHIYCCKHMH CpEACTBAMU,



nepeJalolMMH  JaHHBIE O IEepeMEIeHHH Takoro asToTpaHcmopta B EIAMC,
OrpaHUYeHUs o0beMa Tapsl — He Gonee 1 nuTpa u (unu) He MeHee 1000 nUTPOB H
Ip.), TO B CIy4ae IPOHM3BOJACTBA U 000POTa CIHPTOCOAEPIKAIIMX JIEKAPCTBEHHBIX
IpernapaToB  JAEHCTBYET TOJBKO o00sf3aTeNbHas MapKUPOBKA JIEKaPCTBEHHBIX
[IpenaparoB CpeJCTBaMU MACHTU(UKAUMH, TO3BOJAIOMIAA OTPaXaTh ABHKEHHE ITUX
JIEKapCTBEHHEBIX MPEIapaToB B CHCTEME MOHHMTOPUHIA ABUXEHHS JIEKAPCTBEHHBIX
[IpenapartoB i MeauLUuHcKoro npumenenus (OI'VIC MIJIIT).

OtMedaeM, 4TO cormacHO uHGpopmaiuu, coaepxaieiics B ETAUC o6neM
IPOM3BOJCTBa (PapMaLeBTHYECKOH CyOCTaHLIMM CIHMPTa STHIOBOro (3TaHONA) B
Poccuiickoit @enepaliiii COCTaBHIT:

- 3a mepuroA 2021 roaa — 4,1 MumIHOHA AEKATUTPOB;

- 3a Mepuoj AHBapb-HOAOpE 2022 roga — 6,2 MUUTHOHA AEKATUTPOB, YTO IO
CPaBHEHHIO C aHAJIOTHYHBIM I[IEPUOAOM Ipomuioro roga coctaBmsger 70,8%
yBelHYeHHe 00BEMOB IPOM3BOACTBA (papMalleBTHUECKOH CYOCTaHLMH CIHpTa
3TUNOBOTO (3TaHOA).

Ilo skcmepTHRIM OLIEHKAM, MPOM3BOACTBO (papMaLeBTHYECKOH CyOCTaHIMH
cnupra 3TUioBoro (sta”ona) B Poccuiickoit Penmepaiun mo urtoram 2022 ropa
TIPEBBICUT 7 MUJUIMOHOB JEKATHTPOB, a IIPOTHO3UPYEMBIH pa3Mep HEAOMONyYEHHBIX
aKILKY30B [10 3THIOBOMY CIIUPTY — NPeBEICUT 17 MUILTHApIOB pyO6IIeii.

IIpuy ostoM, 1o MHeHHIO PocajkoronbperynupoBaHHA, MOTPeGHOCTH
MPOU3BOJACTBA CIIUPTOCOAEPKAIIUX JIeKapCTBEHHBIX npenapaToB B
¢dapManeBTHYeCKOil CyOCTaHUMHM CHHpPTAa STUIOBOrO (3TAaHONA) He MpEBBINIAET
4 MMJITMOHOB JEKAIUTPOB B I'0Jl, a pe3KHii pOCT ero MPOU3BOACTBA CBHAETEILCTBYET
O BO3HUKHOBEHUH KaHaJla HEJIEraJIbHOTO COBITa CIUPTOCOAEPIKALIMX JTIEKAPCTBEHHBIX
[Ipenaparos, MPOU3BOJUMBIX c MEXIyHapOAHBIM HelaTeHTOBaHHBIM
HauMEHOBaHUEM «DTaHOI.

B cBA3H ¢ 3THM, TipenaraeTca BHECTH M3MeHeHUs cTaThio 53 PemepanbHoro
3akoHa «O6 obpalneHNM JeKapCTBEHHBIX CPEJCTB», B COOTBETCTBHH C KOTOPHIMH,

OpraHvsaluu OITOBOM TOProBjIH  JICKApPpCTBCHHBIMH cpeacTteaMu CMOr'yT



OCYILECTBIATE IMpojaxy (mepefadyy B YCTaHOBJIEHHOM 3aKOHOJATENLCTBOM
Poccuiickoit Denepalliy MOpAAKE) JIEKAPCTBEHHOTO Mpernapara Il MeIULHHCKOro
[PUMEHEHUSI C MEXAYHApOAHHIM HEHNAaTEeHTOBAaHHBIM HAaMMEHOBAaHHEM «3TAHOID»
TOJIBKO:

IOpUIMYECKUM JIMLIAM, HMMEIOUMM JIMLIEH3UI0 Ha (apMaleBTHYECKYIO
JEeATeNBHOCTE B chepe oOpallileHUs JIEKApCTBEHHBIX CPEACTB UL METUI[HHCKOro
IIpUMEHEHUS;

UHOIMBHUOYANbHBIM  [PEJIIPUHUMATENAM,  HMMEIOINMM  JIMLIEH3HIO  Ha
(dbapMalLleBTUYECKYI0 AEATeNBHOCTh B cepe oOpalleHMs JIeKapCTBEHHBIX CPEACTB
IJI MEAULIMHCKOTO pUMEHEHMS;

HHAUMBUAYAJIBHBIM  IIpEANpPUHUMATENSAM, HMEIOMMUM  JIMIEH3HI0  Ha
MEAULUHCKYIO AeATENbHOCTb;

IOPHAHYECKHM  JIMLAM, HMEKIMM  JIMHEH3UI0 Ha  MEIUUHUHCKYIO
OEATENBHOCTh, a TaKXke MEAULUHCKUM  OpraHu3alusM, CO3ZAaHHEIM |
3apETUCTPUPOBAHHEIM B COOTBETCTBUHM C 3aKOHOAATENIbCTBOM HHOCTPAHHOTO
rocygapcrsa - uileHa OpraHu3aliiyd 5KOHOMHYECKOrO COTPYIHHYECTBA U PA3BUTHA
UHOCTPaHHBIM  IOPHAMYECKUM ‘nnuaM, UHIUBUAYAIbHBEIM IpeINPUHUMATEIAM,
ABIIAIOIMMCS YYaCTHUKAMH [POeKTa B COOTBETCTBUU ¢ DepepanbHBIM 3aKOHOM
«O MeXIyHapOIHOM MEOULMHCKOM KJIacTepe U BHECEHMU M3MEHEHUi B OTHE/IbHBIC
3aKOHoAareNbHEBIe akThl Poccuiickoii Menepanumny;

HCIBITAaTENbHBIM JTabopaTopuiaM (LEHTpaM) B O0NAacTH KOHTPOJSA KauecTBa
JIEKapCTBEHHBIX CPEACTB, aKKPEJUTOBAaHHBIM B COOTBETCTBUHU C 3aKOHOAATEIHCTBOM
Poccuiickoii ®efepauuu 00 aKKpeAHTALMM B HAIMOHANBHOH  CHCTeMe
aKKpeIUTaLUH.

Taxoke 3aKOHONPOEKTOM yCTaHaBIMBAaETCS BO3MOXHOCTh MPOoAaXH (Mepeqaiu
B YCTaHOBJIEHHOM 3akoHojaTensCcTBOM Poccuiickoit ®epepanuu mopsake)
JIEKapCTBEHHOT'0 Mpernapara Ui MEJULHHCKOro MPUMEHEHUS C MEeXAYHapOIHBIM
HEMAaTeHTOBAaHHBEIM HAMMEHOBaHMEM «JTaHON» MCHBITATENbHBIM J1abOpaTOPHIM

(ueHTpamM) B oOnacTd  KOHTPOAA  KadeCTBa  JIEKAPCTBEHHBIX  CPENCTB,
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aKKpeMTOBAHHBIM B COOTBETCTBUM C 3aKOHOJATeNbCTBOM Poccuiickoit ®enmepaiuu
00 aKKpegWTallMM B HAIMOHAIBHOW CHCTEME aKKpeIUTAlHWH OpraHHU3alMsIMH
ONTOBOIt TOPrOBIIH JIEKAPCTBEHHBIMU CPEICTBAMH.

Kpome TOTO, yCTaHaBIIUBaeTCA 00A3aHHOCTH NpOU3BOAMTENEH
JIEKapCTBEHHOI'0 Ipenapara sl MEJUIMHCKOTO IPHUMEHEHUSA C MeXIAyHApOMHBIM
HEMATEHTOBaHHBIM HaMEHOBaHHEM «OTaHO» HAaHOCHUTH CPEACTBa HACHTHUHKALUM
Ha MEPBUYHYIO YIIAaKOBKY HE3aBUCHMO OT HalM4HUSA BTOPHYHOM (MOTPeOHTENBCKOIM)
YNaKOBKH, a TaKXe BO3MOXHOCTH IPEKpallieHUs NEHCTBUS MULEH3UU HA OINTOBYIO
TOPrOBIIIO  JIEKAPCTBEHHBIMU CPEACTBaMHU AJA  MEAULMHCKOr0 TMpUMEHEHHS
JIMIEH3UPYIOMUM OpraHOM B CIydYasx, ompelelieHHBIX cTaTbeil 20 PemepanbHOro
3akoHa oT 4 Mag 2011 roga Ne 99-®3 «O nuLEH3UPOBAaHHM OTAEIBHBIX BHIOB
JeATeNbHOCTH», a TakXke (B Cllydyae ecli B IEepHOJ MPHOCTAHOBJIEHHUS YKa3aHHOM
JUMIEH3MH B IpUd JOCyAeOHOM OOXKallOBaHUM COOTBETCTBYIOLIEE pelleHue
KOHTPOJBHOrO  (HAaA30pHOr0) OpraHa B YacTH BBISBIIEHHOrO HapyIIeHHS
COOTBETCTBYIOIUX TpeOOBaHHUN HEe OTMEHEHO) IpPH IMPHUBICYCHHH OpTraHH3AIMH
ONTOBOM TOPrOBIM JIGKAPCTBEHHBIMM CpEACTBaMH K  aAMUHHCTPATHBHOM
OTBETCTBEHHOCTH 3a HapyILIEeHHS nnﬁenznonnmx TpeGOBaHMii, BBIPAa3UBLIUXCA B
HecoOmoileHHU TpeGoBaHUil MPOeKTUpYeMbIX YacTeit 1-3 crarteu 53 PemepansHoro
3akoHa «O0 obpallieHUH JIeKapCTBEHHBIX CPEICTBY.

BHeceHMe yKa3aHHBIX H3MEHEHHH MO3BOJIAT MPOCIEKHBATh OOpalleHe
KaX<I0#i eAMHULBI CIUPTOCOACPXKAIIMX JIEKApPCTBEHHBIX MpernapaToB HE3aBUCHMO OT
HAJIUYMSA BTOPUYHOH (IOTpeOUTENBCKON) YMaKOBKH, YCTAHOBHTH 3alpeT JJIA JIMII,
OCYIIECTBIAIOIIKUX  ONTOBYIO TOPrOBIIO  JIEKAPCTBEHHOrO Ipemapara s
MEIUITHHCKOTO NpUMEHEHHUS c MEeXIYHapOIHBIM HEeNaTeHTOBAaHHBIM
Ha¥MEHOBaHHEM «JTaHO» CIEIYIOIMM OpraHU3alUsIM: BeTEPHHAPHBEIM alTe4YHBIM
OpraHu3alusM, BeTepHHAPHBEIM OpraHU3allUiAM; OPraHH3aLMsAM U HHIUBHIYaILHEIM
IpeaIpUHUMATENAM, OCYLIECTBIAIONMM pa3BeeHUe, BRIpAlllBaHHE H COLEpKaHHE
KUBOTHBIX; Hay4YHO-UCCIIENOBATEIbCKUM  OpraHM3alldsiIM  UId Hay4HO-

UcceoBareNbckoii paboTel. Ilpum 3TOM HajeneHue IHIIEH3MPYIOLIETO OpraHa



IpaBOM aHHYJMPOBaHUA JHMLUEH3UM 3a HapylleHUe YCTAaHOBIEHHBIX IIPaBHUI
peanu3alii JIEKQpPCTBEHHOIro IIipemapara Uis MEOULUHCKOro IMpPUMEHEHUsS C
MEXAyHApONHbHIM HEMAaTeHTOBAaHHBIM HaWMeHOBaHHMEM «OTaHON»  TO3BOJIUT
OMEpaTHBHO MpeAyNpexaarb M IpecekaTh KaHaibl cObITa [ IPOU3BOACTBA
HeJleralbHOM aJIKOroJIbHOM MPOAYKIIMH.

Peanu3aius 3aKOHOMPOEKTa HE [MOBJNEYET HEraTHUBHBIX COLIHANBHO-
HSKOHOMHUYECKUX, (PMHAHCOBBIX M HHBIX MOCIENCTBUI U HE OKAXKET BIMAHMSA Ha
JOCTIDKEHHUE Lieneil rocyJapcTBeHHbIX porpamMm Poccuiickoit @enepauud.

AHaJIOTHYHBIE 110 COAEPIKAHUIO MPOEKTHI (helepallbHbIX 3aKOHOB B HACTOALIEE
BpeMs Ha paccMoTpeHuH B ["ocyiapcTBeHHOI JlyMe He HaxomaTcs.

3aKOHOMPOEKT He MPOTUBOpEYUT MonoxeHUusM Jloroopa o EspasuiickoM

JKOHOMMYECKOM coro3e oT 29 mas 2014 roma, a TakkKe ITONOKEHMSIM MHBIX

MeXAYHapOAHBIX JoroBopoB Poccuiickoii ®enepanium.




PNHAHCOBO-35d KOHOMHNYECKOE OBOCHOBAHME

K MpPoeKTy ¢eaepanbHoro 3akona «O BHeceHHH U3MeHeHHI B cTaTbH 53 u 67
PegepaibHOro 3akona «O06 oOpaieHHH JIEKAPCTBEHHBIX CPeICcTB» H
cTathbio 1 PesepanbHoro 3axkoHa «O JHUEH3IHPOBAHHM OTAEJbHLIX BH/IOB
AeSITeJIbHOCTH»)

[punsarue npoekta dpenepanbHOro 3akoHa «O BHECEHMM H3MEHEHHI B CTaThH
53 u 67 ®enepanbHoro 3akoHa «00 oOpalieHUH TeKapCTBEHHBIX CPEACTB» U CTATHEO
1 ®epepanbHOro 3akoHa «O NUIEH3UPOBAaHUH OTAENIBHBIX BUAOB JEATEIHHOCTH» HE
TOBJICYET HEOOXOOUMOCTH  BBIAEIHEHHS  JIOMONHHUTENBHBIX  OFOMKETHBIX
acCCUTHOBaHMiII u3 ¢enepansHoro Omromxkera, OromkeroB cyGnexToB Poccuiickoii
®Depepallii U MyHUIIMITAIBHBIX 00pa3oBaHMIA.




INEPEYEHD

3akoHoB Poccuiickoii @enepauuu u 3akonoB PCOCP, ¢peaepaibHbix
KOHCTUTYLMOHHBIX 3aKOHOB, (pegepabHbIX 3aKOHOB H HHBIX HOPMATHBHBIX

npaBoBbiX aKTOB PC®CP u Poccuiickoii ®egepanuu, NOATEKAMMX
NPHU3HAHHIO YTPATHBIIMMH CHJLY, IPHOCTAHOBJ/IEHHIO, H3MEHEHHIO HJIH
HPHHATHIO B CBA3H ¢ NpuHATHeM PefepanbHoro 3akoHa «0 BHeceHHH
H3MeHeHMnii B ctaTbH 53 1 67 PegepanbHoro 3akoHa «00 oOpanieHuu

JIEKAPCTBEHHBIX CPEACTB» U cTaThbio 1 MeepajbHONO 3aKOHA
«O AMUIeH3MPOBAHNH OTAEJBHLIX BUIOB [JeATEJIbHOCTH»

Ipunstue OenepansHoro 3akoHa «O BHECEHHH U3MEHEHHUH B CTaThU 53 U 67
®enepansHOoro 3akoHa «O6 oOpallleHMM NeKapCTBEHHBIX CpPEICTB» U CTaThio 1
®epepanbHoro 3akoHa «O JTUIEH3HPOBaHUM OTAENBHBIX BHIOB HEATEIBHOCTI He
noTpedyercs MpU3HAHUE YTPATUBUIUMHU CHIY, MPHUOCTAHOBIEHUE, U3MEHEHUE WIH
NpUHATHE HOPMATHBHBIX NpaBoBbiX akToB IIpesumenra Poccuiickoii ®enepariuu,

ITpaButensctBa Poccuiickoit @enepaiyu u GeaepaibHBIX OPraHOB UCIIONHUTENBHOM
BJIACTH.




IIEPEYEHD

aKTOB (¢eaepanbHOro 3aKOHOAATENbCTBA, NOATEKAIHX NPHIHAHHIO
YTPATHBIIHMH CHJIY, IPHOCTAHOBJICHHIO, H3MEHEHHIO WIH NPHHATHIO B CBA3H
¢ NpoeKToM (eaepaabHOro 3akoHa «O BHeceHUH H3IMEHEHHH B cTaThH 53 1 67
®enepanabHoro 3axkona «0O0 obpameHnH JieKapCTBEHHBIX CPEACTB» H
cTaThio 1 @esepaiabHOro 3akoHa «O JHUEeH3HPOBAHHH OTAEJbHBIX BHIOB
AeAITeNbHOCTH)

Ipunstue @enepanpHoro 3akoHa «O BHECEHHH U3MEHEHUH B CTaTbU 53 U
67 denepansHOro 3akona «06 obpallieHUH JIeKapCTBEHHBIX CPEICTB» U CTaThio 1

CDe;[epanLHoro 3akoHa «O JUIECH3UPOBAaHHU OTACIAbHBIX BUAOB OCATCIIBHOCTH)) HE

HOT‘pCG)’eT HOpU3HAHUA YTPAaTUBIHMMU CHITY, IIPHOCTAHOBJICHHA, U3IMEHECHUS WU

NPUHATHS UHBIX aKTOB (benepanbnoro 3aKOHOJaTe/IbCTBA.




