IF'OCYIAPCTBEHHASA IYMA
®EJNEPAJIBHOT'O COBPAHHS POCCUMCKOMN ®EIEPALINU
BOCBMOI'O CO3bIBA

IIOCTAHOBJIEHHUE
T'OCYJIAPCTBEHHOMN JYMBI

O npoexre dpenepaapHoro 3akona Ne 284099-8 «O BHeceHHH H3MeHEHHH B
craTthbn 53 u 67 @enepanbHoro 3akoHa «O0 odpaleHHH J1eKAPCTBEHHBIX
cpeacTs» U crathbio 1 @enepajbHoro 3akoHa «O JTHLEH3HPOBAHNHU
OTAeJbHBIX BHI0B JeATEJbHOCTH»

T'ocynmapcteennas Hyma  @enepansHoro Cobpanus  Poccuiickoi

d)eﬂepaunn NOCTAHOBJJHET:

1. IIpuHsTH B IEPBOM YTEHUH MPOEKT denepanpHoro 3akoHa Ne 284099-8
«O BHecennn wu3MeHeHWH B craren 53 u 67 denepanbHOro 3akoHa
«O06 obpammeHny JeKapCTBEHHBIX CPEeNCTB» M cTaThlo 1 DenepanbHOro 3aKoHa
«O  JNUIEH3UPOBAHWU OTAENBHBIX BHAOB  JEATEIBHOCTH», BHECEHHBIN
nenyratamu [ ocymapctBennodt [ymer  A.Jl.)KyxoseM, I.B.Kapa-ooiom,
B.B.iBanoseiM, M.A.Tonumuueiv, H.B.Illkonkunoi#t, A.}O.KupssHoBbIM,
A.3.®appaxoBbIM, JLA.Orynewm, C.®.JIucoBckum, C.B.AnTyXoBbIM,

3.A Kysuenoseiv, B.b.Kunsesemv, B.A.KaszaxoBeiM, A.A.MakCHMOBBIM,



C.M.Cokonom, JI.b.KpaBuenko, cenaropamu Poccuiickoit ®enepauuu
A.Jl.ApramonoBsiM, C.H.Pa6yxunsim, Y.JO.CesaTenko.

2. HampaBuTe ykazaHHbBIM 3akoHompoekT Ilpe3supenty Poccuiickoit
Qenepanun, B Coser Depepaunu PenepansHoro Cobpanus Poccuiickoii
Qenepaluy, KOMUTETE! X KoMuccuu 'ocymapctBeHHoi JlyMbl, Bo (pakuuy B
I'ocymapcteennont Jlyme, B IlpaButensctBo Poccuiickoit Denepauun,
3aKOHOJIaTeNIbHbIe opransl cyobexToB Poccuiickoit Menepanym.

Y CTaHOBUTH, YTO MOMPABKU K YKa3aHHOMY 3aKOHOIIPOEKTY HaIpPaBIISIOTCS
B Komurer l'ocynapctBeHHO# J[lyMBl IO 53KOHOMHYECKONW IIONUTHKE B
TPUILATUAHEBHBIM CPOK CO AHS NMPHUHATHA HacToswmero [TocTaHOBIEHHUS.

3. Komurery l'ocymapcrBenHoi JlyMBI II0 3KOHOMHUYECKOH IOJIUTHUKE
nopaboTaTh yKa3aHHBIH 3aKOHOIPOEKT C yYETOM ITOCTYHHBIIMX IIOMPaBOK H
BHECTH €T0 Ha paccMoTpeHue I 'ocynapcTBeHHOM J[yMbl BO BTOPOM YTEHUH.

4. Hacrosee Ilocranosnenue BCTYIIa€T B CUIIy CO JHA €TI0 IPUHATHA.

IIpencenarens ['ocynapcTBeHHOM J_;&Mf,mmsﬁ
OBOPKRIFIR Y

®enepanbHoro COOPaHUs | i oy
Poccutickoit @enepanuu

B.B.Boyogun

MockBa
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Ne 3758-8 ']



IIpoext

BHocutcs nenyraraMmu
lNocynapcTBenHou JlyMbl
A.J1.KXyxoBemM, 111.B.Kapa-oosom,
B.B.MBanoseiM, M. A.TonunuaeIM,
H.B.IlIxonxunoit, A.JO.KupesHOBEIM,
A.3.®appaxoBsiM, JI.A.Orynewm,
C.®.JIucockum, C.B.ANTyX0OBBIM,
9.A Kyznenoseim, B.b.Knasessim,
B.A KazakoBeiM, A.A.MaKCHMOBEIM,
C.M.Coxkonowm, JI.b.Kpasuernko

ceHaTopamu Poccuiickoit Qenepanuu

A.J1. ApramonoBeiM, C.H.Psa0yxuHsIM,
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N 189099 4

®EJEPAJIBHBIN 3AKOH
O BHecennu usMeHenuni B cTaTeM 53 u 67 PegepanbHOro 3aKoHa
«0O06 obpaneHnu JiekapcTBeHHbIX cpelcTB» U cTaThio 1 PexepaabHOIo

3akoHa «O JIHEeH3NPOBAHUM OTAEIbHBIX BHAOB A€ TEJLHOCTH

Cratba 1

Brectu B Depmepanpueiit 3akoH oT 12 ampens 2010 roma Ne 61-@3
«O6 obpamennn JnekapcTBEeHHBIX cpencTB» (CobpaHre 3aKOHOAATENLCTBA
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) cnenyromiue

HU3MCHCHU.

1) B cratee 53:



a) B yacTH 1 ciioBa «dapmarieBTHUECKOH cyOCcTaHLMU COUPTa 3THIIOBOrO
(3TaHONA)» 3aMEHMTH CJIOBaMM «ClydaeB, YCTAHOBJIGHHBIX YacTAMH 2 U 3
HACTOSIIEH CTaThH )»;

0) IOTIOMHHATE YacTAMU 3 - 5 ClIeIyIOLIEr0 CONEpKaHHA:

«3. OpraHuzallid ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMHM CpEICTBaMU
BIOpaBe  OCYIIECTBIATH  Mpojaxy  (mepegadyy B yCTaHOBJIEHHOM
3aKOHOJATENbCTBOM Poccuiickoii  Denepalidd TOpPSAKE) JEKapCTBEHHOIO
mperapara Ui MEOMLIMHCKOTO  IPUMEHEHHS C  MEeXAyHapoIHBIM
HeIaTeHTOBAaHHBIM HAMMEHOBaHUEM «DTaHO»:

1)  ropuanYECKUM LM, MUMEIOILIM JULEH3UIO0 Ha
(GapMaleBTUUECKY0 HeATeNbHOCTh B cdepe oOpallleHHs JIEKapCTBEHHBIX
CPEICTB ISl MEAULIMHCKOTO MPUMEHEHUS,;

2)  UHOMBHAYAIBHBIM NpeANpUHUMATENSIM, UMEIOIIUM JIMIECH3UI0 Ha
dbapMaeBTUUeCKYI0 JesITeIHHOCTE B chepe oOpallleHus] JeKapCTBEHHBIX
CPEICTB JJIst MEJULMHCKOTO IPUMEHEHNS;

3)  UHAMBHAYATBHBIM NPEAINPUHUMATENSIM, UMEIOLIMM JULEH3UI0 Ha
MEJTUITMHCKYIO 1eATENbHOCT;

4)  OpUAMYECKUM JIHAIAM, UMEIOIIUAM JIMIEH3UI0 Ha MEeIUIMHCKYIO
JeATeNIbHOCTh, a TakXke MEAWIMHCKUM OpraHM3allusiM, CO3JaHHBIM U
3apETUCTPUPOBAHHEIM B COOTBETCTBHM C 3aKOHOJATENIBCTBOM HHOCTPAHHOIO

rocygapcrtsa - 4J€Ha OpFaHI/I3aHI/II/I OKOHOMHUYCCKOI'0 COTpYyAHHUHICCTBa U



pa3BUTUSA  HHOCTPAHHBIM  IOPUIAUYECKUM  JIMIAM,  HHIUBUAYAIBHBIM
OPEeNNPUHUMATENAM, SBISIONIAMCA YYaCTHHKAaMK IPOEKTa B COOTBETCTBUU C
@enepanbHbiM  3aKOHOM «O  MEXJIyHAPOJHOM MEIMLIMHCKOM KJacTepe u
BHECEHUM W3MEHEHH! B OT/AeNbHBIE 3aKOHOJATENIbHBIE aKThl Poccuiickon
Oepnepanuny;

5)  ucHBITaTeNbHBIM NabopaTopusiM (IleHTpam) B 00NacTH KOHTPOJA
Ka4yecTBa JIEKapCTBEHHBIX CPEACTB, AKKPEJUTOBAHHBIM B COOTBETCTBUU C
3akoHomarenscTBOM  Poccuiickoit  ®enepauvu 006 akkpeguTanuu - B
HaI[MOHAJIBHOM CHCTEME aKKPEAUTAIINH.

4. [leficTBMe NHMIEH3MM Ha (apMalleBTHYECKYIO JAEATEIBHOCTh B YaCTH
OCYLIECTBJIEHHS ONTOBOM TOPTOBIM JIEKAPCTBEHHBHIMH CPENCTBaMH  JUIA
MEIULMHCKOT0 IPUMEHEHUS npexpamaeTc;{ JHULEH3UPYIOLIMM OpPraHOM B
clydasx, onpeneneHHbIx ctatbel 20 @enepanpHoro 3akoHa ot 4 mag 2011 roga
Ne 99-03 «O nuueH3MpoBaHUY OTHENBHLIX BUJOB JEATEIBHOCTHY, a TAKXKE B
ciydae, YCTAHOBJIEHHOM HacTosilied dactebio. B ciydyae BBIABIEHUS IpHU
OCYIIECTBIIEHUH (QeiepalbHOT0 rOCyIapCTBEHHOr0 KOHTPOIA (Hai3opa) B chepe
oOpallleHusd JEKapCTBEHHBIX CpEeJCTB HapyllleHWs OpraHu3alyeldl ONTOBOU
TOPrOBJIM JIEKAPCTBEHHBIMM CpeJICTBaMM TpeboBaHuit yactedt 1-3 Hacrosiiei
CTaTby, JMWIEH3US Ha  GdapMaleBTHYECKyl0  JESTeNBHOCTH B HacTH
OCYILIECTBJICHHs. OIITOBOM TOPrOBIM JIEKAPCTBEHHBIMM CpPEACTBAMH IS

MEAULIMHCKOTO MPUMEHEeHUs NpUoCcTaHaBnuBaercd B Teuenue 10 pabouux nHeH



CO JiHS BBIABJIEHMS YKa3saHHOIO HapyuleHMs. JIuneHsus Ha dapMaleBTUYECKYIO
JEeATENIBHOCTE B YaCTH OCYILECTBJIEHHUS ONTOBOM TOPIOBIM JIEKapCTBEHHBIMHU
CpencTBaMH JJisl MEIUILMHCKOIO IPUMEHEHHs NPHUOCTaHaBIMBAaeTCs Ha CPOK,
OIpeeNnaeMbIi TMIEH3UPYIOIUM OpraHoM (HO He MeHee 4eM Ha 1 Mmecsl), 1Mo
HUCTEYCHUN KOTOPOI0 TMOMUIEXHUT I[PEeKPALIEHHUI0O Ha OCHOBAHWM pelleHUs
JTUIEH3UPYIOUIETe OpraHa, 3a HCKIIOYEHUEM Cllydas, yKa3aHHOro B 4acTH 5
HACTOSIEHN CTATHH.

5. Jluuensus Ha (dapMaleBTHYECKYI0 JeSTENBHOCTE B YaCcTH
OCYIIECTBJIEHHUSA ONTOBOM TOPIOBJIM JIEKAPCTBEHHBIMH CPEJCTBAMHU  JJIS
MCIMIMHCKOI0  NMPUMEHEHMs, [eHCTBUE KOTOPOM  INPHUOCTAHOBIIEHO B
COOTBETCTBUMM C YacTbl0 4 HACTOAIIEH CTaThbU, MOMAJISKUT BO30OHOBJICHHIO B
cllydae, €ClId B IEPHUOJ IPUOCTAHOBICHUS YKa3aHHOW NUIEH3UM B paMKax
nocynebHOro  00XaloBaHHA COOTBETCTBYIOLIEE pEelIeHHE KOHTPOJBLHOIO
(Hag30pHOr0) OpraHa B YacTH BBUIBIEHHOIO HapylleHuss TpeGoBaHMM
yacteit | - 3 HacTosLEed cTaTbU OTMEHEHO. B ykazaHHOM ciiydae JIULEH3Hs Ha
(apMaLieBTHIECKYIO [EATeNbHOCTh B YaCTH OCYLIECTBIEHUS ONTOBOM TOPTOBJIM
JIeKapCTBEHHBIMHU CpeLCcTBaMHU IUISt MEIULIUHCKOTO [IPUMEHEHHUS
BO300OHOBIIAETC He I[I03[Hee OJHOro paboyero MOHA CO [HA OTMEHEI
COOTBETCTBYIOIIEr0 pelleHNs] KOHTPOIbHOTO (HaA30pHOTO) OpraHa.»;

2) 4vacte 4 cratbd 07 [OMOJHHTH TIPEIIOKEHHEM  CIIEAYIOIIErO

COLCPpIKaHUs ((HpOI/I?vBOIII/ITe.HH JICKApCTBEHHOTI'O IIperiapaTta JUJid MEOUIIMHCKOrO



[IPUMEHEHUS C MEXIYHapOJHEIM HellaTeHTOBAaHHBIM HAaUMEHOBaHHEM «DTaHOII»
HAHOCAT CpeacTBa MJACHTU(DUKALMM Ha MEePBHYHYIO YIaKOBKY TaKOTro
JEKapCTBEHHOr0  Iperapata  HE3aBUCHMO  OT  HAJNW4YWS ~ BTOPUYHOHN
(moTpebutensckoil) yIakoBKHU.».

Cratbs 2

Yacts 4! craten 1 DenepansHoro 2akona ot 4 Mag 2011 roma No 99-®3
«O  NUUEH3UMpOBaHWHM  OTHENBHBIX BHAOB  JnesTenbHocTH»  (Cobpanue
3aKoHozaresnbcTBa Poccuiickoit @enepaiuu, 2011, Ne 48, ct. 6724; 2011, No 48,
cT. 6728; 2013, Ne 27, c1. 3477; 2014, Ne 30, ct. 4256, Ne 42, c1. 5615; 2015,
Ne 1, er. 11, ct. 72, Ne 27, ct. 3951, Ne 29 ct. 4339; 2016, Ne 1, cT. 50; 2017,
No 31, cr. 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, cr. 3067,
Ne 24, cr. 4186) mocne ciOB «IIPOM3BOZACTBA JIEKAPCTBEHHBIX CPEACTBY
JIOTIOJTHUTH CIIOBAMM « U NIULEH3UPOBaHUS (hapMalleBTHUECKON HesITeIbHOCTHY.

Cratpa 3

1. Hactosmuii ®enepanpHBId 3aKOH BCTYIIaeT B CHIIY MO HCTEYCHUU
TPUILATH JHEeH [ocsie JHS ero OQUIMUaIbHOTO Oy OIUKOBAHHUS.

2. Ilonoxenus crateit 53 u 67 DexepaJbHOTO 3aKOHa OT 12 ampers
2010 rozma Ne 61-@3 «O6 obpalieHUH NeKapCTBEHHBIX CPEICTBY» (B pelaKlnd
Hacrosiero @enepanbHoro 3akoHa) u cTateu | @egepanpHOTO 3aK0OHA

or 4 maa 2011 roga Ne 99-03 «O nulIeH3UPOBAHUM OTACIBHBIX BUJIOB



nesTeqpHOCTHY (B pemakumu Hacrosiero dexepanbHOro 3akoHa) B JloHenkoi
Haponno#t Pecmy6mnuke, Jlyranckoit Haponnoit PecnyOiuke, 3anopoxckoi
obnacTr, XepcOHCKOW OONacTH NPUMEHSIOTCS 110 HCTEUEHUH OJHOro rona
rocJie JHS BCTYILIEHUS B cuity Hactosero deepanbHOro 3akoHa.

3. K HopmaruBHBEIM IIpaBOBBIM akTtaM Poccuiickoii @enepanny,
IpeNyCMOTPeHHBIM dYacTsiMu 1, 3 - 5 crareu 53, dacTeio 4 craTeu 67
DepepansHoro 3akona ot 12 ampens 2010 roga Ne 61-®3 «O6 obpamenun
JIeKapCTBEHHBIX CpPEACTB» M uacThio 4' cratem | (DeepanbHOTO 3aKOHA:
or 4 mas 2011 roma Ne 99-@3 «O nuIEH3UPOBAHUHM OTHENBHBIX BUJIOB
JEeSTENBHOCTHY M YCTAHABNUBAIONMMM  o0s3aTenbHBbIe TpeOOBaHUS, He
IpUMEHSIOTCA IoJiokeHus: vacth | cratem 3  @epepa]bHOTO  3aKOHA
or 31 wmrons 2020 roma Ne 247-03 «0O0 o6s3arenbHBIX TpeOOBaHUAX B

Poccuiickoit enepanum».

IIpe3unieHT
Poccuiickoyt @enepanuu




HOACHUTEJIBHAS 3AITNCKA

K IPOEKTY (penepaibHoro 3akoHa «0 BHeceHHU H3MeHeHHH B cTaThu 53 u 67
DenepanbHoro 3axkona «006 obpaineHun JeKAPCTBEHHBIX CPEACTB» H CTAThIO 1
®epepanbHOro 3akoHa «O JiHIEeH3UPOBAHUH OTAEJbHBIX BHIOB 1eATEeIbHOCTH

Ipoext denepansHoro 3akona «O BHECEHHH U3MeHEHHH B CTaTBU 53 u 67
DepepanpHoro 3akoHa «00 oOpallleHUM JIGKAPCTBEHHBIX CPEACTB» M CTAThIO 1
QenepansHoro 3akoHa «O JHIEH3UPOBAHUM OTACIBHBIX BHJOB JIESTETEHOCTHY
pa3paboTaH B LEJIX COBEPIISHCTBOBaHMS yueTa o0beMa IpOu3BOJACTBA U 0GopoTa
JIeKapCTBEHHBIX npernapaToB c MEXAyHapOIHBIM HETIaTeHTOBaHHBIM
HauMeHOBaHUEM «DTaHOI.

Mo pmanneim MBJI Poccun u @enepanbHoit ciayxOBl MO peryidpOBaHUIO
QJIKOTOJILHOTO PpBIHKA, CYLIECTBEHHAas J0Jid CIUPTOCONEPXKAINX JIEKAPCTBEHHAIX
[IperapaToB € MEXIyHapOJHbIM HENAaTeHTOBAaHHBIM HAaWMEHOBaHHEM «TaHO»
IonafaeT B HeJeralbHblH 00OpOT M HCIONB3yeTCcss B KadyeCcTBE CHIPBS JUId
[IPOM3BOJICTBA CYppOraTHOW alIKOTOJbHOU mpoaykuuu. B 2022 romy ydacTHUIIHCH
cllydau OOHapyKeHMs U M3BSITUS NMapTHH YKa3aHHBIX JEeKapCTBEHHBIX npenapaTois
IIPY OCYIIECTBJICHHM OIEPATUBHBIX MEPOINPHUATUN IO IPECEYSHUIO HeeraJlbHOTO
IIPOU3BOJICTBA AJIKOTOJNBHOM NponyKuuu. OHOBpEeMEHHO QUKCUPYETCS YBETHYEHHUE
B MHGMOPMALlMUOHHO-KOMMYHUKALMOHHON cetn «MHTepHET» TpeNIoXKeHH# 110
[IpOJa’ke JIEKAPCTBEHHBIX IIpernapaToB «ITaHOM» B pasnuuHoit tape (5, 10, 20, 50,
100 nutpos).

Ilpu sTOM, €cnu B OTHOLIEHUM MPOU3BOACTBA U 000poTa hapMaleBTUUECKOH
CyOCTaHLMM CIOUpPTa 3TUIOBOTO (3TaHona) AEHCTBYIOT J(MQEKTHBHBIE MepH
KOHTPOJIS u OrpaHWYEHMs, MO3BOJIAIOIIME  OOECIEYUTh  ero  IMOJHYIO
IIPOCIIEKUBAEMOCTE (3allpeT ONTOBOTO 000pOTa, yUeT B €QWHOW TOCYHapCTBEHHOU
aBTOMAaTU3MPOBAHHON MHOOPMAIMOHHON cucTeMe ydeta oObeMa MPOU3BOACTBA U
000pOTa 3TUJIOBOTO CIIMPTA, AJIKOTOIBHOM M CIIUPTOCOAEPIKAIIEH POAYKIMHK ([anee
- EI'AUC), 0053aHHOCTE OCHALEHUS aBTOMOOMJIEHOTO TpaHCIIopPTa,

OCYIHCCTBIMIOLIETO €ro IEPEBO3KY, CHCIUAIBHBIMM TEXHHYECKUMH CPCOCTBaAMU,



nepelaroliiMKy  JaHHble O IIEpeMEINeHHMH TakKoro amTtoTpaHcnopta B EI'AUVC,
orpaHuveHus o0bema Taphl — He 6onee 1 nurpa u (wu) He Menee 1000 nuTpOB M
Ap.), TO B clydae IPOM3BOJACTBA U 000POTA CIMUPTOCOAEPKAIINX JIEKAPCTBEHHAIX
[IpPErnapaTos JeHCTBYeT TOJBKO 00f3aTesbHas MapKUPOBKa JIEKAPCTBEHHBIX
Iperaparos CPeACTBAMHU UACHTUQUKAINH, TT03BOJIAIONIAS OTPaXKaTh JIBWKCHHAE ITHX
JEKapCTBEHHBIX IIPEeNapaToB B CHUCTEME MOHUTOPMHIA IBM)KEHUS JIEKAPCTBEHHBIX
IIpenapaTtos g MequuuHckoro npumenenus (OI'MC MJII).

OtmeuaemM, uto corjacHo uHpopmanmu, conepxkaieiics B ETAVC o6bem
NpOX3BOJCTBA (hapMalleBTUUECKOH CyOCTaHIMH COMpTa STWIOBOro (3TaHoja) B
Poccuiickoit @epepaliny COCTaBUI:

- 3a nnepuofn 2021 roga — 4,1 MUIIIMOHA IEKATTUTPOB;

- 3a Nepuoj sHBapb-HOAOps 2022 rona — 6,2 MUTHOHA HEKATUTPOB, YTO IO
CPaBHEHMIO C aHAJOTWYHBIM IIEpUOAOM mipouuioro rojaa coctasisier 70,8%
yBenuueHre o0BbEeMOB IIPOMU3BOJCTBA (PapMalleBTHUYECKON CyOCTaHLUHM CIHMpTa
STUJIOBOTO (3TaHOJIA).

ITo sxcnepTHBIM OLEHKaM, MPOU3BOJCTBO (hapMalleBTUYECKOH CyOCTaHITUH
CIiMpTa 3TUI0BOrO (3raHona) B Poccmiickoit ®eneparnuu no uroram 2022 rozaa
IPEBBICUT 7 MUJUIMOHOB JEKATUTPOB, a MPOTHO3ZUPYEMBIH pazMep HeAOMONyUEeHHBIX
aKI[130B I10 3TUI0BOMY CIIUPTY — IPEBEICUT |7 MUIIUapA0B pyOeH.

IIpu »>TOoM, 1O MHEHHMIO PocCalKoTONbperyiupoBaHus, MNOTPeOHOCTH
IIPOM3BOJICTBA CIIUPTOCOJEPKALINX JIEKapCTBEHHBIX npenapaToB B
(apMaleBTHUIeCKO! CyOCTaHIMM CIHMpTa I3THUIOBOTO (PTaHONa) HE IIPEBBIIIaeT
4 MUIUTMOHOB AEKATUTPOB B I'OJ, @ PE3KUH POCT ero MPOM3BOJICTBA CBHICTEILCTBYET
O BO3HMKHOBEHUH KaHaNa HeleranbHoro copiTa CHUPTOCOAEPIKAIINX JIEKAPCTBEHHBIX
[Ipenaparos, IIPOU3BOJUMBIX c MEXAYHAPOHBIM HENAaTEHTOBAHHBIM
HauMeHOBaHueM «DTaHOJ».

B cBasu ¢ 3THM, TIpeqiaraeTcs BHECTH M3MEHEHHs craThio 53 MdemepanbHOrO
3akoHa «0OO6 oOpalleHun JIeKapCTBEHHBIX CPEJCTB», B COOTBETCTBUM C KOTOPBIMH,

Oopranu3anyvu ONTOBOU TOPTrOBIIH JICKaApCTBCHHEBIMHU CpeacTBamMu CMOTYT



OCYILECTBIAThL INpoAaxy (mepenady B YCTAHOBIEHHOM 3aKOHOJATEILCTBOM
Poccuiickoii Qenepanun mopsake) JeKapcTBEHHOTO Ipenaparta Uisd MeIHIUHCKOrO
IPUMEHEHUs C MEXJIyHapOJHBIM HEMaTCHTOBAaHHBIM HAUMEHOBAHHMEM «ITAHOID
TOJIBKO:

IODUIMYECKUM JHLAM, HKMEIOUMM JIMIEH3WI Ha (apMaleBTHUECKYIO
HesATeBHOCTE B cdepe obpallieHHs JIeKapCTBEHHBIX CPEACTB Ul MEIMLIHHCKOIO
TIPUMEHEHHUS;

UHIUBULYAJIBHBIM  MpeAlpUHAMATENsIM,  HUMEIOIMM  JIMIEH3UIO  HAa
dapManeBTUYeCKyI0 IeSTeNbHOCTh B cdepe oOpalieHus JTeKapCTBEHHBIX CPEICTB
I MEIULIMHCKOTO TPHMEHEHHUS;

WHAWBUAYAJIBHEIM  TpeANpPUHUMATENIM,  HUMEIOUMM  JIMLIEH3WI0  HA
MEIULMHCKYIO AeSITEIBHOCTE;

IOPUIMYECKMM  JIMUAM, MMEIOLMM  JIMHeH3WI0 Ha  MEAULMHCKYIO
JeATENIbHOCTh, a TakXke  MEIWLUHCKUM  OpraHu3allidsM, CO3JaHHBIM |
3apEeruCTPUPOBAHHBIM B COOTBETCTBHM C 3aKOHOAATENLCTBOM HWHOCTPAHHOIO
rocynapcrsa - uneda OpraHuzanyy 5KOHOMUYECKOTO COTPYIHHUYECTBA U PA3IBUTHUS
UHOCTPAHHLIM IOPHAMYECKMM JIMLAM, WHIUBUIYAIBHBIM IpEANPUHUMATENSIM,
ABJAIOIIMMCS YYaCTHHKAaMHU IIPOEKTa B COOTBEeTCTBHHM ¢ DelepanbHbIM 3aKOHOM
«O MeXayHapOoJHOM MEIMUMHCKOM KJacTepe U BHECCHUH M3MEHEHMH B OTHeJILHEIE
3aKOHoOzarenbHble akTh Poccuiickoit eneparumny;

UCIBITATENBHBIM J1a0opaTopusaM (LieHTpaM) B 00JacTH KOHTPOJIS KadecTBa
JIEKapCTBEHHBIX CPEACTB, AaKKPEIUTOBAHHBIM B COOTBETCTBHH C 3aKOHOJATEIHCTBOM
Poccuiickoii  ®epepamun 00  akKpeguUTaUWH B HAIHOHAJIBLHOW  CHCTEME
aKKpeaUTaIuu.

Taxxe 3aKOHOIIPOEKTOM yCTaHaBIMBAETCS BO3ZMOXHOCTh MPOJIaXH (Tiepenayn
B YCTAHOBJIEHHOM 3aKOHONATesNbCTBOM Poccuiickodt @Dexmepanuut  TOpsAIKe)
JIEKapCTBEHHOTO IIpenapara s MEIULMHCKOrO MPUMEHEHHsS C MEXIYHApOIHBIM
HEMaTeHTOBAaHHBIM HAaMMEHOBaHUEM «DTaHOM» MCHBITATENBHBIM JabopaTtopusm

(HGHTpaM) B obmacTtu KOHTPOJIA KadecTBa JICKApPCTBCHHLBIX CpeacTs,



aKKPEIUTOBAHHBIM B COOTBETCTBHHU C 3aKOHOZATENBCTBOM Poccuiickoit @enepanyu
00 axKpeIMTaluKH B Hal[MOHANBHOM CHCTEME aKKpeIWTALMH OpraHH3alHiMU
OIITOBOM TOProOBJIH JIEKAPCTBEHHBIMH CPEACTBAMH.

Kpowme TOTO, yCTaHaBIUBAETCS 00513aHHOCTH [IPOU3BOJUTENEH
JIEKapCTBEHHOIO TpenapaTa [Uisi MEAUIMHCKOTO IPHMEHEHHS ¢ MEXIYHAPOIHBIM
HENaTCHTOBaHHBIM HAWMEHOBAHMEM «ITaHOI» HAaHOCUTH CPeJICTBA MAEHTHGUKALMN
Ha IEPBUYHYIO YIIAKOBKY HE3aBHCHMO OT HaJHW4Yus BTOPUYHOM (MOTpeOUTENbCKOi)
YIIaKOBKH, a TaKXXe BO3MO)XXHOCTH NpeKpalleHns JeHCTBUS JIHMUEH3UH Ha ONTOBYIO
TOProBIIO  JIGKAPCTBEHHBIMU ~ CPEJCTBAMM U1 MENWIMHCKOTO IPUMEHEHUS
JTALEH3UPYIOMMM OPraHOM B ClIy4asx, ONpeseNeHHbIX cTathelt 20 DemepanbHOro
3akoHa oT 4 mas 2011 rogma Ne 99-@3 «O nuIleH3UPOBAHME OTAEIBHBIX BHIOB
AEATENBHOCTIY, a Takke (B Cllydae €ClI B II€PHOJ NIPUOCTAHOBIEHHS YKa3aHHOMN
JULEH3MU B TIpH  JOCYAeOHOM O0KaJlOBaHMM COOTBETCTBYIOLIEE pEIleHUe
KOHTPONIBHOTO  (HAJ30pPHOTO) OpraHa B YacTd BBISBIEHHOIO HAapyLICHUS
COOTBETCTBYIOILIMX TpeOOBaHMA HE OTMEHEHO) NpU MPUBJIEYEHHH OpPraHU3alUu
ONITOBOH  TOPIOBJIM  JIEKAPCTBEHHBIMH  CPEACTBAMH K  aJMUHHCTPATUBHOMN
OTBETCTBEHHOCTH 3@ HapylUIEHWs JMLUEH3MOHHBIX TpeOOBaHWi, BBIPA3MBIIMXCA B
Hecobuo/leHnn TpeOOBaHUH IPOEKTHPYeMbIX vacTel 1-3 crateu 53 denepansHoro
3aKoHa «O0 oOpallleHny TeKapCTBEHHBIX CPEICTBY.

BHeceHne yKa3aHHBIX M3MEHEHHMH II03BONAT MPOCIEXKUBATh OOpaIIeHHe
KaXJO0H eMHUIIBI CTUPTOCOAEPKAINNX JIEKAPCTBEHHBIX TIPENAPATOB HE3aBUCHMO OT
HaJIN4Msl BTOPUYHOW (IIOTPeOUTENbCKON) YIMAaKOBKM, YCTAHOBUTH 3alpeT IS JIHIL,
OCYIIECTBISIOIINX  ONTOBYIO  TOPIOBIIO  JIEKApCTBEHHOrO  Iperapara  Uis
MEJULIMHCKOTO IIPUMEHEHHUS ¢ MEXIYHapOIHBIM HEIaTEeHTOBAHHBIM
Ha¥MEHOBaHHEM «ITaHOJ» CIIeAYIOIIUM OPTaHHU3alMIM: BETEPUHAPHBIM arlTedHBIM
OpraHu3auyAM, BeTePUHAPHBIM OpPTaHM3alUsAM; OPraHHU3alsIM U MHIAMBUIYAIbEHEIM
[PEANPUHUMATENAM, OCYIIECTBISIONINM Pa3Be/ieHNe, BEIPAIMBAHHE U COJIEPIKAHUE
’KMBOTHBIX; Hay4YHO-HUCCIEeI0BATEIbCKUM OpraHu3ausIM 1S Hay4HO-

HUCCJIEI0OBATENIBCKOU paGOTBI. HpI/I STOM HaACIeHUE JITANCH3UPYIOUIEro Oprada



NpaBOM aHHYJIHPOBAHMA JIMIEH3WH 33 HapyIleHHe YCTaHOBJEHHBIX [IPABUII
peanusaldy JICKAPCTBEHHOIO MperapaTta A1 MEAWIMHCKOrO IPHMEHEHUS C
MEXIYHAPOJHBIM  HENAaTEHTOBAHHBIM  HAaWMEHOBAaHHEM «DTaHOI»  IO3BOJIHT
OIEPAaTHBHO MpPeAyNpexIaTh M IpeceKaTh KaHalbl cOBITa IS IIPOM3BOJCTBA
HeJIeTaJIbHOM aNKOrOJIBHOM MIPOAYKIHH.

Peanusaiys  3aKOHOIIpOeKTa He TIOBIEYeT HETaTUBHBIX  COLMAIBHO-
OKOHOMHMYECKUX, (OMHAHCOBBIX M HHBIX TOCIENCTBUI M HE OKa)KeT BIMSIHHI Ha
JOCTHIKEHHE LieJiel rocylapcTBeHHEIX mporpamMyM Poccuiickoit @eneparuu.

AHaJIOTHYHBIE 110 COIEPKAHMIO TIPOEKTH! (heIepalbHEIX 3aKOHOB B HACTOSIIEE
BpeMs Ha paccMoTpeHnn B I'ocynapcreennolt Jlyme He Haxomarcs.

3aKOHONPOEKT HEe MPOTHBOPEYUT MHONOKeHHsM Jlorosopa o EBpasuiickom

OKOHOMHYECKOM coro3e oT 29 mas 2014 roma, a Takke MOJOXKEHHSIM MHHBIX

MEXAYHApOJIHBIX 10oroBopoB Poccuiickoit Oenepaiuu.




PHUHAHCOBO-3KOHOMHUYECKOE OBOCHOBAHHUE

K npoexTy ¢egepanbpHoro 3akona «0 BHeceHHH U3MeHeHHI B craTb 53 u 67
DejtepanibHoro 3akona «O6 oOpalieHnH JieKapcTBEHHBIX CPEICTB» H
craThio 1 @enepanbHoro 3akona «O JIHIEH3UPOBAHUHE OTAeIbHBIX BHIOB
AeATEeILHOCTH»)

IpunsTre npoexra ¢enepanbHOro 3aKkoHa «O BHECEHUY U3MEHEHHUH B CTAThH
53 u 67 ®enepaibHoro 3axoHa «O6 00paIeHUH JIeKapCTBEHHBIX CPEICTB» H CTAThIO
I ®enepanproro 3akona «O THIIEH3UPOBAHUN OTHENLHBIX BUNOB ACATENFHOCTH» HE
IOBJIEYET  HEOOXOJAMMOCTH  BBIACIEHUS  JIONOJHUTENBHBIX  OOKETHBIX
aCCUTHOBaHMH 13 (QesiepanbHOro OrokeTa, OIOMIKETOB CyOBLEKTOB Poccuiickoit
@enepanyuy ¥ MyHULUTANEHBIX 00pa3oBaHuil.




HNEPEYEHDB

3akoHoB Poccuiickoii @enepannn u 3akoHoB PCO®CP, denepaibHbix
KOHCTHTYLHOHHBIX 3aKOHOB, (peiepaIbHbIX 3AKOHOB H HHBIX HOPMATHBHBIX

npaBoBbix akToB PCOCP u Poccuiickoii ®exepaumn, noaieKalux
NPH3HAHUIO YTPATHBINHUMH CHJIY, HIPHOCTAHOBJIEHHIO, H3MEHEHHIO HJIH
HNPHHSTHIO B cBA3H ¢ npuHATHeM PefepanbHoro 3akoHa «O BHeCEHHH
H3MeHeHH# B ctaTbh 53 u 67 PeaepannHoro 3akona «06 obpamenuu

JIEKAPCTBEHHBIX CPeJcTB» H cTaThio 1 PenepanbHOro 3aKoHa
«O MIeH3HPOBAHHH OT/AeIBHbBIX BHIOB AeATEALHOCTH»

Ipunarue DenepansHoro 3akoHa «O BHECEHMH W3MEHEHHH B CTaTbU 53 U 67
OQenepanpioro 3akoHa «O06 oOpalleHUH JIEKAPCTBEHHBIX CPEACTBY M CTAThIO |
@enepanpHoro 3akoHa «O JHIEH3NPOBAaHUN OT/EILHBIX BHJOB JEATeIbHOCTHY» He
IoTpeOyeTcsl TNpU3HAHHE YTPATUBLIMMHU CHIY, IIPUOCTAHOBJIEHUE, W3MEHEHHE WIH
IpUHATHE HOPMAaTHBHBIX MpaBOBbIX akToB llpesunenta Poccuiickoit ®eneparuy,
ITpaButensctBa Poccuiickoit Denepannu U GpeepalbHbIX OPraHoOB UCIONHUTENBHOMN
BJIACTH.




HEPEYEHD

aKTOB (heepasibHOr0 3aKOHOAATENILCTRA, NOAIEKAMINX NPH3HAHHIO
yTPaTHBLIHMH CHJIY, IPHOCTAHOBJIEHHIO, H3MEeHEHHIO HJIH NPHHATHIO B CBA3H
¢ MPOeKTOM eepanbHoro 3akona «O BHeceHHH H3MeHEeHM B cTaTbl 53 u 67
Denepannnoro 3akona «O06 oGpaLeHHH JeKAPCTBEHHbIX CPEACTBY U
crathio 1 Penepanbhoro 3akona «O JUIEH3HPOBAHKH OTAEJbHBLIX BHAOB
AeATeJbLHOCTH

Ipunarue OenepansHoro 3akoHa «O BHeCEHHM M3MEHEHUH B CTaThH 53 u
67 DenepansHoro 3akoHa «O6 obpalieHn# JIeKapCTBEHHBIX CPECTB» U CTATBIO |

@enepaﬂbﬂoro 3akoHa «O JIMIICH3UPOBAHUY OTAEIBHBIX BUAOB AEATEIIBHOCTH HE

HOTpe6y€T HPU3HAHUA YTPAaTUBIIMMU CHUY, IIPUOCTAHOBIECHUS, U3MEHEHUS WU

IMPUHATHA MHBIX aKTOB (beaepaanoro 3aKOHO4aTeJIbCTBA.




