FOCYIAPCTBEHHAS TYMA
®EJEPAJIBHOI'O COBPAHHUSA POCCHMUCKOU OENEPALIMU
CEIBMOI'O CO3bIBA

BBIIINCKA U3 ITPOTOKOJIA or 30.03.2020 Ne 257
3ACEJIAHMSI COBETA I'OCYIAPCTBEHHOM JTYMBI

"30" wmapra 2020r.

40. O npoekTte peaepanbHOro 3axoHa Ne 904038-7 "O BHeceHHH H3IMEHEHHA
B cTaThio 46 MegepanbHoro 3axona '"O6 odpaileHHH JeKAPCTBEHHBIX CpeACTB'
(B yacTu HHpoOpMauHH, coaepxKameiici B HHCTPYKUHH N0 MeAHIHHCKOMY NpHMe-
HEHHIO JIEKAPCTBEHHOT0 NMpenapara, ynoTpedjeHHe KOTOPOro 3ampelieHo NpH
ynpaB/ieHHH TPaHCHOPTHBIM CPeACTBOM) - BHOCAT AenyTaTbl ['ocyaapcTBeHHO#M
Aymbl H.B.JIeGene, SI.E.Hunos, b.P.Ilaiikun, A.H./Iupenxo, J.A.CBuuesn,
A.H.CBunuoB, wieH Cosera ®exepauun C.J1.JIeoHoB

IIpuHsiTO pemenne:

1. HampaBuTh yka3aHHBIH npoekT ¢eaepaisHoro 3akona Ilpesunenty Poccuii-
ckoit Penepanuu, B KOMHTETHI, komuccuto ['ocynapctBennoit {ymel, Pppakiuu B ['ocy-
napcreenHo#t [iyme, Coser ®@enpepanuu Pepepanproro Cobpanus Poccuiickoit depne-
parun, IIpaButensctBo Poccuiickoit @enepanuu, Cuetnyro nanary Poccuiickoit ®ene-
panuu, ObimecTBeHHyIo nanaty Poccuiickoit @enepaiinu, 3akoHOaTeNNbHbIE (TIpeICTa-
BUTENbHBIC) U BBHICIINE HCIIONHUTENbHBIE OpraHbl FOCYAAPCTBEHHON BIACTH CYOHEKTOB
Poccuiickoii ®enepanuu Ajis NOATOTOBKH OT3BIBOB, MpPEAJIOKEHHI M 3aMedyaHHil, a
Taloke Ha 3akiodeHue B [IpaBoBoe ynpasnenue Annapara ['ocynapctsennoit JlyMsl.

HasHauuTh OTBETCTBEHHBHIM B paboTe Ham MpOeKToM (enepansHOTrO 3aKOHA
Komurtet I'ocynapcreensoit Jlymbl o oxpaHne 310pOBb.

OT3bIBBL, MpEANIONKEHNS U 3aMedyaHusa HanpaBuUTh B KomuteT ['ocymapcTBeHHOM
Hywmbl mo oxpase 300poBba 1o 28 ampemns 2020 roaa.

2. Komurery I'ocymapcrBenHo#t JlyMbl 10 oxpaHe 340pPOBBA C YUETOM IIOCTY-
HMHUBIIMX OT3BIBOB, NpeJIOKEHUI 1 3aMedaHHi IOATOTOBUTh YKa3aHHBIH MPOEKT ¢ese-
paIbHOrO 3aKOHa K paccMoTpeHuto ['ocyaapcTBeHHo# JlyMoii.

3. BIrO4uTh YKa3aHHBIH NPOEKT QpenepalbHOro 3aKOHa B MPUMEPHYIO MPOrpam-

My 3aKOHONpoeKkTHO# paboTel I'ocymapcrBenHo#t JlyMbl B mepHON BeCEHHEH CECCHH
2020 roga (mait).

Ipencenarens I'ocynapctee e
®enepanpvroro CoOpfiEps

Poccuiickoii eneps B.B.Bonoguu
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FOCYHAPCTBEHHAA AYMA Ne904038-7, 1.1
QEJEPAJIBHOTO COBPAHUA POCCHUCKOU ®EJNEPALTUU

CEABMOI'O CQO3bIBA

AEMYTAT
I’OCYI[APCTBEHHOPT JTYMBbI

77 2 20320k Ne

IIpencenarento
['ocymapcrBenHol [dymel
QenepansHoro CodpaHus
Poccuiickoit @enepanuu

B.B. BOJIOJUHY

YBaxkaembiii Badecsia BukropoBu4!

Ha ocHoBanuu yactu 1 ctatsu 104 Koncturyuuu Pocculickoit ®enepauuu
u dactu mepBoii crateu 107 Pernmamenta I'ocynapcrennoit ymer @egepaipHOro
Cobpanns Poccuiickoit enepanuy BHOCUM Ha pacCcMOTpeHHe ['ocynapcTBEHHOM
HOymbr  ®enpepansHoro Cobpanms Poccuiickonn ®enepauyu B KayecTBe
3aKOHOJATEeIbHOH HMHUIUATUBEL MPoekT (enepanbHOro 3akoHa «(O BHECEHUH
H3MeHeHus B ctaThio 46 DenepanbHoro 3akoHa «O06 ob6pallleHU 1eKapCTBEHHbEK -

CPEHCTBY. 24- 6419

[Tpunoxenwue: 1. Tekct 3akoHONpoekTa (Ha 2 11.); £0
2. TTosscuuTenpHas 3amucka (Ha 3 J1.); ‘
3. ®UHAHCOBO-3KOHOMHYECKOe 000CcHOBanMe (Ha 1 m.); . ... |
4. Ilepeuerr QenepaibHBIX 3aKOHOB, MOANEXAIUX HNpPU3HAHUIO
YTPaTUBHUIMMU CUIY, [PUOCTAHOBIECHUIO, W3MEHEHUIO MM
IPUHATHIO B CBSA3M C MPHHATHEM AaHHOTO (elepanbHOro 3aKoHa
(ra 1 n.);
5.Konms TekcTa 3aKOHONpPOEKTa Y MaTepHaloB K HEMY Ha
MarHuyHoM Hocutene (1 1mrt.).

Henyrtatei [ocygapcreensoi Jymsl

H.B.JIeGenen B.P.Haiikun
@\ SA.E.Hujos ‘ lA.H.I[pmeHKo

ALY ( \A.H.CBI/IHHOB V JA.CBuuén

Unen CoBerta Cbeﬁepaunu \ " C.J1.JIeoHoB

Saik 11-7/577

“




BHocuTcs gemyTatamu
IN'ocynapctBeHHoi Jymbl
N.B.J1eGeneBniM,
A.E.HunoseiMm,
B.P.IlafikuHbIM,
A.H.Iunenko,
J.A.CBUIIEBRIM,
A.H.CBUHIIOBEIM,

yneHoM Coera ®enepanuu
C.J.JIeonoBBIM

[Tpoekt /‘/ 90 7035 - 7

®EIEPAJIBHBINA 3AKOH

O BHeceHHH H3MeHeHHUS B cTaThio 46 MeJepaibHOrO 3aKOHA
«0O0 obpateHnH JeKapCTBEHHbIX CPelCTB)

Cratps 1

Brectn B crarbro 46 @epepanbHoro 3akoHa ot 12 ampens 2010 roga
Ne  61-®3 «O6 obpamenun JgexkapcTBeHHBIX cpeactB» (CobpaHue
3akoHojarenscTBa Poccmiickoit ®enepauuu, 2010, Ne 16, ct. 1815; Ne 31,
cT. 4161; No 42, cT. 5293; Ne 49, ct. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26,
cT. 3446; No 53, ct. 7587; 2013, Ne 27, cT. 3477; Ne 48, cT. 6165; 2014, Ne 11,
cT. 1098; Ne 43, ct1.5797) usMeHeHue, NONOJIHMB ITYHKTOM 13 clemyromero
COJIEPKAHUS:

«13. HWscTpykims MO INpUMEHEHHIO JIeKapCTBEHHOTO IIperapara,
ymoTpeOJieHHe KOTOPOTO 3ampelieH0 TMpU YOpaBIeHUH TPAHCIOPTHBIM
CPEeICTBOM,  JOJDKHA  COZEp)XaTh  MpelyCMOTPEHHBIH  IyHKTOM 3.2

IMpunoxenus 1 ITpaBui TOPOXHOIO OBMXEHUS 3aNpelaroyi JOpOXHBIH 3HAK



2

«JBWKEHHE 3alpellleHOo» B I[BETHOM MU 4YepHO-GesioM u300paxeHuH,
HHGOPMALIMIO O COAEPXKALIMXCA B COCTaBe TaKOro JIEKApCTBEHHOrO Mpenapara
HAapKOTHYECKMX CpEICTBaxX, IICUXOTPONHBIX BEIUECTBAaX M HX IpeKypcopax,
HONeXalllMX KOHTPOMIO Ha Tepputopuu Poccuiickoii ®@enepaniuu, a Takxe
CpOKax HaXOXJeHHs B OpraHM3ME UelOBEKa TaKMX BELIECTB, 3alpeIleHHbIX B
TIepHOJ] YIIPaBIEeHUs TPAHCIIOPTHBIM CPENCTBOM.».

Cratps 2

Hacrosmuit DemepanbHbIf 3aKOH BCTyHaeT B CWiIy C 1 ceHTIOps
2020 ropza.

Ilpe3uneHt
Poccutiickoit @egepanuuu




HOACHUMTEJIBHAS 3AITUCKA
K npoeKTy (denepasibHOro 3akoHa «O BHeCEHHH H3IMEHEHHS
B cTaTbi0 46 PeepanbHOro 3akoHa «O6 oGpamieHun
JeKAPCTBEHHbIX CPEACTB»

ITpoexkt QenepanpHoro 3akoHa «O BHECEHHMH H3MEHEHHMs B CTaTbio 46
@epnepansHoro 3akoHa «O6 ofpaieHUN JeKapCTBEHHBIX CPEeICTBY» pa3paboTaH B
LeliX BBeJEHUS B HHCTPYKUHIO IO I[PUMEHEHUIO JIeKapCTBEHHOIO Iperiapara,
yIoTpebiieHre KOTOPOro 3alpellleHo HpU YIPaBleHHH TPaHCHIOPTHBIM CPeJCTBOM,
3alIpeINaolero JOPOKHOIO 3HaKa «ABIDKEHHE 3alIpellleHO» B IIBETHOM WK YepHO-
6enoM wm3obpaxkeHHH, OpenycMOTpeHHOro MyHKToM 3.2 [lpunoxenus 1 Tlpasun
JOPOXHOTO JBUXEHHS, yTBepxkIeHHbIX llocTanoBnenuem CoBeta MuHHCTPOB -
IIpaBurenscTBa P® oT 23.10.1993 Ne 1090, a takxke obs3aTenbHON UHGOPMAIUH O
CofepKallluXCsi B COCTaBe JIEKApCTBEHHOIO IMpemapara BELUECTB, MMOMJIEKAIIUX
KOHTpPONIO Ha Tepputopuu Poccuiickoii @enmepamui B  COOTBETCTBHH C
ITocranoBnenuem IlpaBurensctBa PO ot 30.06.1998 Ne 681 «O6 YTIBEPXKICHUU
riepedHss HAapKOTHYECKUX CpPEICTB, ICHUXOTPOIHBIX BEINECTB M KX IMPEeKypPCOpOB,
MOANeXalluX KOHTpomo B Poccuiickott @epepannm», a Takke CpoOKax uX
HaXOXJIEHUs B OpraHU3Me YeJIoBeKa.

OtpakeHHe B MHCTPYKLUHM K JIEKAPCTBEHHOMY Mperapary, colmepxalleMmy B
CBOEM COCTaBe HApKOTHUECKHE WM ICUXOTPOMHBIE BEIIECTBa, 3alpeliaroliero
JOPOXHOTO 3HaKa B BHUJE KPacHOTO Kpyra, KOTOPBIH H3BECTEH KaXIOMY BOIHUTEIO,
HpHBJIeYeT JIOMOJHUTENbHOEe BHHMaHHE IpaxiIaH K HEOOXOIMMOCTH BO3JEPXKATHCS
OT [I0€3/I0K 32 pyJieM B [IEpPUOI JAeHCTBUA TaKUX MPENapaToB Ha OpraHU3M YeJloBeKa,
TaK KaK 3TO MOXeT OOepHYThCH UL HUX CYPOBBIM aJIMHUHUCTPATHUBHBEIM WM JaXKe
yTOJIOBHBIM HaKa3aHUeM 3a HapylieHue [IpaBui JOpoKHOTO IBUKEHHU.

Pa3paboTka yKa3aHHOrO 3aKOHONpPOEKTa OOYCIOBIEeHA IIapaJOKCAIBHOM
CUTyalued, B pe3yibTare KOTOpOH K aJMUHHCTPAaTHUBHONH OTBETCTBEHHOCTH IIO
cratbe 12.8 KoAIl P® (VYmpaBneHue TpaHCHOPTHBIM CpPEICTBOM BOIHUTENEM,
HaxXOOAIIMMCS B COCTOSHUU OIBSHEHHUs, IMepefada YIpaBleHHs TPaHCIIOPTHAIM
CPEACTBOM JIMIY, HaxOmJIeMycsi B COCTOSSHUM OIbSHEHHS ) B BHIE HaTOXEHUS
aIMHHUCTPaTUBHOTO IITpada B pasMepe TPUALATH ThICAY pyOeil ¢ nuieHueM npasa

YHOpaBJICHUA TpPaHCIOPTHBIMHU Cpe€ACTBaMH Ha CPOK OT HNOJIyTopa a0 ABYX JIET



NPUBJIEKAIOTCS 3aKOHOMOCIYHIHbIE TIpaXJaHe, NIpHHUMAIOUIUE JIeKapCTBEHHEIE
IpenapaTel, COJepXalllieé B CBOEM COCTaBe BeILIeCTBa, 3alpellieHHBlE K
yHOTpeOIeHHUIO B IEPUOA YIPABIEHUS TPaHCIIOPTHBIM CPEACTBOM.

Hanpumep, TakMe paclpoCTpaHEHHBIE JIeKapCTBEHHBIE CpPENCTBA, Kak
«Kopsanon», «Banokopaun», «llenranrun-H», «Banocepaun», «Banodeprm»,
conepxar B cBoeM cocraBe «PeHobapbutan», a mnpenapatel «Conmameuny,
«Hypoder Ilmocy», «Kapderun», «Cenansrun-Heo» u «TepnuuKOg» comep:kaT B
cBoeM cocraBe «Kogeuny.

Cornacuo Ilocranosnenuro [Ipasurensctea PO ot 30.06.1998 Ne 681 «0O6
YTBEPXKACHUM [EepedHs HapKOTHYECKMX CPEICTB, IICUXOTPOIHBIX BEMIECTB M HX
IIPeKypCcopoB, MOMNEXAIMX KOHTpoNlt0 B Poccuiickoit Pemepauuu» BEIECTBO
«®DeHobapbHUTAN» OTHOCUTCS K TMCHXOTPOIHBIM BemIecTBaM, OGOpPOT KOTOPBHIX B
Poccuiickoii @Depeparuu  orpaHudeH, a BewlecTBO «KomewH» OTHOCHTCA K
HApKOTHYECKUM U TaKOKE OTPAaHUUEHO B 000pOTe Ha TEPPUTOPUHY Hallleil CTpaHbl.

B HHCTpyKIMM @10 IIPUMEHEHHIO BCEX 3TUX JIEKAPCTBEHHBIX CPEICTB He
HalMCaHO INpelylpexAeHHe O 3alpeTe YIPaBlsaTh TPAHCIOPTHBIM CpPENCTBOM B
IIepuoJ AEHCTBHUS MpelapaTa, KOTOPBIA B CBOEM COCTaBe COAEPKHUT HAPKOTHIECKOe
UM ICHXOTPOIHOE BEIecTRBO, MO0 MeNKMM HMIpUPTOM ykazaHO (HampuMep, B
«Kopsanone» u «BanokopauHe»), 4TO B NEPHOJ JeUeHUsS HEOOXOIUMO COOIIFOIATE
OCTOPOXXHOCTH IPH BOXKIEHUM aBTOTPAHCIOpTa. |

ITpu sTOM HapKOTHYecKHe UM [CUXOTPOIHEIE BEIIEeCTBa, KOTOPHIE MOMANal0T
B OpraHu3M YesloBeKa BMECTe ¢ JIeKapCTBEHHBIMH IIperapaTaMu, MOTYT COJEePIKATECH
B OpraHu3Me 4ejoBeKa OT HECKOJIbKUX JHEH N0 HEeCKONBbKHX HeNeNb, YTO TakKKe B
00513aTeNbHOM MOPSAKE NOJDKHO OBITH OTPaXKEHO B MHCTPYKLHUM K MEAUIUHCKOMY
Ipemnapary, CogepxKalleMy B CBOEM COCTaBe TaKHe BellecTBa.

BonbIIMHECTBO IpaxkaaH Hamlell CTpaHbl, IPUHUMA JIeKapcTBa 110 Ha3HAYEHUIO
Bpaya Wiy 0e3 peLenTa, He 3Hal0T U He MOT'YT 3HATh, YTO HEKOTOPbIE JIeKapCTBEHHEIE
Ipenapatsl cofepkar B cebe HapKOTMYECKHEe HWIM ICUXOTPOIHBIE BeIIeCTha,
yIoTpeOieHne KOTOPBIX HECOBMECTHUMO C YIIPaBIEHUEM TPAHCIIOPTHBIM CPEZICTBOM,

TaK KaK B CIIydyae OCBUJIETENIbCTBOBAHHUSA 3TO IMOBJIEYET OTBETCTBEHHOCTh BOIUTENS
o ctatee 12.8 KoAIT PO®.



IIpu sToM u3 npumedanus K cratee 12.8 KoAll PO crnenmyer, 4ro B
OTHOIIEHHX  HApKOTMYECKHX U  [CUXOTPOIHBIX  BELIECTB  KOMHYECTBO
yroTpeGIeHHOI0 BELIeCTBa HE YUYMTHIBAETCA, a MPOCTO BaxeH caM (akT HaTUIus
TaKUX BEIIECTB B OpraHU3ME Yeji0BeKa.

B Hacrosmee Bpems cyneOHas NOpakTHKa CKIaJplBAeTCA HE B IOJB3Y
BOAUTENIEl U MpakTUYeCKd BCe, y KOro IO pe3ylbraTaM MEIULMHCKOrO
OCBUJETENbCTBOBAHUA OBIIM BBIABIEHBl clefsl ¢eHoOapburana, KogeWHa WIH
OpYTUX HAapKOTHYECKUX U IICUXOTPOIIHBIX BEIECTB, MOMABIIUX B OPTaHU3M YeJI0BeKa
B  pe3yJbTare IpHeMa  JIeKapCTBEHHBIX  [pelapaTtoB, IMPHBICYEHBI K
aJIMUHHCTPATUBHON OTBETCTBEHHOCTH 32 YIpaBICHHE TPAHCIOPTHHIM CPENCTBOM B
COCTOSHUM HapKOTHYECKOTO ONIbSIHEHHUS.

Kpome TOro, HeOGXOOUMO YUHTHIBaTh, UYTO PAl JEKapCTBEHHBIX MperapaToB,
KOTOpEIe He cOoAepXaT B cefe HapKOTHUECKUX WM ICHUXOTPOIIHBIX BEMIECTB, TAKXKeE
MOTYT BBI3BIBaTh CEPhE3HOE YXYAIIeHUE DEaKLUM WM BHUMAaHUE BOJUTENS, 4TO
CTaBWT IOZ Yrpo3y 6€30MacHOCTh JBHKEHHS. -

IMyukt 2.7 [IpaBui OOpOXKHOIO [OBIDKEHUs, YTBepkAeHHBIX [locTaHOBIEHHEM
Cosera Munuctpos - [Ipasurensctea P® Ne 1090 ot 23.10.1993, conepxut npaMoin
3afpeT BOAMTENSIM Ha YNpaBlieHUE TPAHCIOPTHBIM CPEIACTBOM IOJ BO3AEHCTBUEM
JIEKapCTBEHHBIX NpeNapaToB, yXyALIAIOWIMX PEaKUHIO ¥ BHUMaHKE.

TaxuMm o6pa3zoMm, BBefeHHE B MHCTPYKLHKIO IO HPHUMEHEHMIO JIeKapCTBEHHBIX
npenapaToB, COACPXAIUX B cebe HApKOTUYECKUE UIIU NCUXOTPOIIHBIE BEIecTsa, a
TaKXe BbI3BIBAIOLIME YXYAIIEHNE peaKLiy WM BHUMAHUA BOAUTENS, 3allpELIatoILero
JOPOXHOTO 3HaKa «IBHXKEHHUE 3alpellleHo», a TaKKe JOHMOJHUTENBHON HHbOopMaLUU
0 HaJIMYMU B JIEKQpCTBEHHOM IIpelapare HAPKOTUYECKUX WM MCUXOTPOIHBIX
BEIleCTB U IEPUOJIe UX HAXOXJEHHUS B OpraHU3Me YeNOBEKa, IO3BOJNUT IpUBIIEYD
BHHMaHHe BOIMTENed K HEOOXOIZUMOCTH BO3IEPXKATBCA OT  YyHOpaBieHUS

TPaHCHOPTHBIM CPEACTBOM B'HepI/IOI( JICHCTBUA TaKOro IIpeHa




PHHAHCOBO-92dKOHOMHNYECKOE O50OCHOBAHHUE
K npoeKTy (erepaibHOro 3akoHa «O BHeceHHN H3MeHEHHsI B CTaThIo 46
PegepanbHoro 3akona «00 oGpamieHHH JeKAPCTBEHHBIX CPEACTBY

IlpunsaTHEe mpoekTa QenepalbHOr0 3akoHa «(O BHECEHHM H3MEHEHHUA B
crathio 46 QenepansHoro 3akoHa «OO6 oOpalleHUM NEeKapCTBEHHBIX CPEICTB» He
notpedyeT JONOMHHUTENBHBIX pacXOdOB, IOKPBIBaeMBIX 3a CHET CpEeICTB

dbexnepanpHOro OlOIXeTA.




INEPEYEHD

¢eaepaibHBIX 32aKOHOB, OA/IEKAHIHX NPHHATHIO, H3MEHEHHIO,
DPHOCTAHOBJIEHHIO HJIH NPH3HAHHIO YTPATHBLINMHE CHILY, B CBSI3H C IPHHATHEM
DenepanbHoro 3akoHa «O BHeceHHH H3MeHEeHHS B cTaThio 46 PegepanbHOro
3akoHa «00 o0pamieHHH JeKapCTBEeHHbIX CpeCTB

ITpunstue PenepansHoro 3akoHa «(O BHECEHMM H3MEHEHHS B CTAThiO 46
@enepanpbHoro 3akoHa «O6 oOpallleHUM JTeKapCTBEHHBIX CPeICTB» He nmorpebyer
IPUHATHA, M3MEHEHNUS, IPUOCTAaHOBICHHUS WX IPU3HAHUS yTPATUBIIMMU CHITY MHBIX
¢enepanpHBIX 3aKOHOB.

Koppecnosaupytome ganHoMy ®efepaibHOMYy 3aKOHY U3MEHEHHUS JOIKHBI
OBITh BHeCeHBl B IHpuka3 Mumusgpasa Poccuu Ne 724w ot 21.09.2016 «O6
YIBEPKACHUM TpeOoBaHUH K MHCTPYKUMH II0 MEIULHMHCKOMY MpPHUMEHEHHUIO

JICKapCTBEHHEBIX IIpCItapaToB».




