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H.B.I'epacumosoii, H.®.I'epacumenko, MHI1.IO.CapanueBbiM, A.B.Bui6opHEIM,
C.Il1.Myp3a6aeBoii, E.A.BTOpLITHHOH.

2. Hanpapute ykasauubiii 3akoHompoexT [Ilpesmpenty Poccuiickor
®enepaun, B Coser Denepauunm denepansroro Cobparus Poccuiickon
denepanuy, KOMATETH H KoMuccuH I'ocymapcTBeHHOH Jlymel, Bo (paxumu
B TocynmapcrBennoit Jlyme, B IlpaBuTembctBo Poccuiickoit Oenepanuy,
3aKOHOJATeNbHble (MPeNCTaBUTENbHbBIE) OpraHbl IOCYHapCTBEHHOHM BJIACTH
cyonexToB Poccuiickoit ®eneparun, Bepxosasiil Cyn Poccuiickoit ®enepaiui.

VCTaHOBUTh, YTO TONpPaBKM K  YKa3aHHOMY  3aKOHOIPOEKTY
HampaBsitotrcs B Komurer TocymapctBeHHo# JlyMBI IO rpaxIaHCKOMY,
YIOJIOBHOMY, apOMTpaXHOMY M  IIPOLECCYalbHOMY  3aKOHOAATeNbCTBY
B TPMAUATHIHEBHBIN CPOK CO IHA NPUHATHS HACTOSIIETO ITocTanoBneHns.

3. Komutety I'ocynapctBennoil JlyMBI O IpaXJaHCKOMY, YTOJIOBHOMY,
apOUTpaOXHOMY ¥ IIpolecCyalbHOMY 3aKOHOAATENBCTBY A0paboTaTh YKa3aHHEIN
3aKOHONPOEKT C  Y4eToM  IOCTYNMBIIMX  TIONMPaBOK H  BHECTH
ero Ha paccMoTpeHne ['ocynapctBenHo# JlyMBl BO BTOPOM UTEHHH.

4. Hacrosmee IlocTaHoBIIEHHE BCTyIIaeT B CHILY CO HHS €rO NPHHATHI.

Ilpencenarens I'ocynapcTBennoit /]
Penepanproro Cobpanus
Poccuiickoii ®epepanuu C.E.Happimkux
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®EJEPAJIbHBIA 3AKOH

O BHeceHHH H3IMeHEeHHIi B OTAEIbHbIE 3AKOHOJATEIbHbIE AKTHI
Poccuiickoii Menepauun B 4acTH NpoTHBOeHicTBHA 060poTY
danbcHPHUNPOBAHHBIX, KOHTPA(AKTHLIX, HeJ0OPOKAYECTBEHHDBIX H
He3aperucTPHpPOBaHHBIX JIeKAPCTBEHHBIX CPEACTB, MEAHUHHCKHX H3JeJIH
n paabcHPUIHPOBAHHBIX OHOJIOrHYECKH aKTHBHBIX 100aBOK

Craten 1

Brectu B VYronoBHbiii komekc Poccuiickoit Depepauun (Cobpanue
3akoHonaTenbcTBa Poccuiickoit ®enepauun, 1996, Ne25, c¢1.2954;1998, Ne26,
cT.3012; 199, Nel2, ct1.1407; Ne28, ct1.3490; 2003, Ne5S0, c1.4848; 2004, Nell,
c1.914; N30, ct. 3096; 2006, Ne2, ct1.176; 2007, "21, c1.2456; Ne31, ¢1.4008;
2008, Ned45, c1.5429) cnenyrouiye H3MeHEHH:

1) NyHKT «a» uwacté nepsoii crated 104' gononuute uudpamu "235'

238|;H

2) nonosHuTh cTatheit 235' cenyrouero coaepxanus:



"Ctaths 235' He3akoHHOe NpPOH3BOACTBO JIEKAPCTBEHHLIX CPEACTB H
MEAMLHHCKHX H3/e/HH

[Ipou3BOACTBO JIEKAPCTBEHHEIX CPEACTB WJIH MEAMLIMHCKUX u3jenuni 6e3
CreuMalbHOro paspelieHus (JIMUEeH3HHM), €ClH TaKoe paspelleHHe (Takas
nuueH3us) obs3aTenpHo (00s3aTenbHa) —

JiMlueHHeM CBOOOABI Ha CPOK OT MATH OO BOCBMH JIeT CO LUTpadoM B
pa3Mepe OT MATHCOT ThiCAY A0 ABYX MHUNIMOHOB pybneit nubo B pa3mepe
3apaboTHON MnaThl WJIHM HHOrO JOXOA2 OCYXAEHHOro OT LUECTH MeECSUEB A0
AByX jer."

3) nononHuTk cTaTheli 238' cenyowero coepKaHus:

"Cratha 238'  OGopoT danbcnpuuHpoBaHHBIX, HEA0GPOKAYECTBEHHBIX H
He3aperKCTPHPOBAHHbIX JIeKapCTBeHHbIX CpeacTB,
MEIMUHHCKHX H3AeJHiHK H  GaabcHPUUHPOBAHHLIX

OHOJIOrHYeCKH AKTHBHBIX nobdaBoK, coaepxalHx
3anpellieHHble KOMIOHEHTHI

1. ﬂponsso{m'rno, nmpopaxka, BBO3 Ha TeppuTOopHlo Poccuiickoi
®enepaunn panbcHPULHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WIH MEAULIMHCKUX
u3lenui, nubo mnpoaaxa, He3aKOHHBIA BBO3 Ha TeppuUTOopHio Poccuiickoit
denepaunu Hen06poxaqecméﬂnux JIEKapCTBEHHBIX CPEACTB WM MEAULMHCKHX
W3JeNuil, a paBHO HE3aKOHHbIE MPOM3BOLCTBO, NPOAAXa, BBO3 HA TEPPUTOPHIO
Poccuiickoii Penepauny He3aperuCTPHPOBAaHHLIX JIEKAPCTBEHHBIX CPEACTB UIH
MEAMLMHCKUX U3IENHH, a paBHO MPOU3BOIACTBO, NPOAaXKa, BBO3 HA TEPPHTOPHIO

Poccuiickoit Deaepauvu  ¢anbcHUUUPOBAHHBIX OHONOrMYECKM AaKTUBHBIX
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106aBOK, COnEpXaLKX 3anpelieHHble KOMIIOHEHTbI, COBEpILEHHBIE B KpYIHOM
pa3mepe, -

HaKa3blBAlOTCS MPUHYAUTENBHBIMH paboTaMU Ha CPOK OT Tpex 10 MNATH
JleT ¢ JWLICHUEM NpaBa 3aHUMAaTh OMNpeAesieHHbIe JOMKHOCTH MM 3aHUMAaTbCs
OMpeeNeHHON EATENbHOCTBIO HA CPOK [0 TpeX jeT uik Ge3 Takosoro, nu6o
JiMLIeHHeM CBOOOAB! Ha CPOK OT TpexX OO MATH JIET co WTpadoM B pasmepe oT
[SATUCOT THICAY JI0 ABYX MHJITMOHOB pybueii nu6o B pazmepe 3apaboTHOM niaThbl
MW MHOTO J0XO0a OCYXACHHOTO OT LIECTH MeCAlEB A0 ABYX JIET C JULIEHHEM
npaBa 3aHUMaTh ONpeleNeHHble AOMMKHOCTH MM 3aHHMAThCA ONpelesieHHOi
NeATeNbHOCTbIO HA CPOK A0 TpeX JIET WK 6e3 TakoBoro.

2. Te xe nessHUdA, €C/IU OHM:

a) COBepLUEHBbl IpyMNoOd NUL MO MPEABAPUTEIBHOMY CrOBOpY WM
OpraH130BaHHOM rpynno#;

0) NOBJIEKNIH 110 HEOCTOPOXNHOCTH MNPUUHEHHE TAXKKOTO Bpea 310POBLIO
nnbo cMepTh YesloBeKa, -

HaKa3blBAIOTCS JIMIIEHHEM CBOOOABI Ha CPOK OT MATH O BOCHMH JET CO
wrpapoM B pasMepe A0 OOHOIO MUJUIMOHA IO TpeX MHJUIMOHOB pybnei unu B
pa3mepe 3apabOTHO# Mnarbl WAKM WHOTO AOXOAa OCYXAECHHOrO 3a nepuon oT
OJHOro roja OO Tpex JeT C JHIUEeHHEM IMpaBa 3aHUMaTh OlpeleaeHHbIe
AOJDKHOCTH M/IH 3aHMMAThCS ONpejeNeHHOH NEATENbHOCTBIO Ha CPOK 10 Tpex

JieT wiau 6e3 TaKkoBOro.



3. JlestHus, npeaycMOTPEHHbIE YacTAMH MEPBOH HJIM BTOPOH HaCTOAWIEH
CTaTbH, MOBJIEKLIHE MO HEOCTOPOXHOCTH CMEPTh ABYX WJIH Dojiee Null, -

HAKa3bIBAIOTCA JIMLIEHHEM CBOOOABI Ha CPOK OT BOCbMHM 10 JBEHAALATH
neT co wTpadoM B pasMepe OT ABYX MH/UIHOHOB AO MATH MUJIIIMOHOB pybiei
nu6o B pasmepe 3apabOTHOM MJIAThl UK HHOTO JOXO0Aa OCYXAEHHOIO 3a Mepro
OT ABYX A0 MSATH €T C NUILIEHUEM NPaBa 3aHUMATh ONpeJeNeHHbIe JOIKHOCTH
WM 3aHMMAThCH ONpeleNEeHHON AeATeIbHOCTBIO Ha CPOK A0 AECATH JIET UK be3
TaKOBOroO.

[lpumeuaHue.

KpynHelM pa3mMepoM B HacTosillee CTaThe [MPU3HAETCA CTOUMOCTH
NeKapcTBEHHbIX CPEACTB, MEAULIUHCKHUX M3AETH Und 6MOIOrH4eCcKH aKTHBHBIX
n06aBoK NpeBsILIAOLIas CTO ThicaY pybiei.".

4) nononuuts cTathel 3272 creayolero cduepncaﬂnx:

"CrtaTbst 327° . M3roToBJIEHHE H HCNOJb30OBAHHE MOANEILHBIX AOKYMEHTOB
Ha JieKapCTBEHHbI¢ CPeACTBA H MEAHUHHCKHE H3ae/usi, a
TaKkKe H3roTOB/ICHHE noAAeJIbHOH yNaKoBKH
JIEKapCTBEHHBIX CPEACTB H MEAHLHHCKHX H3deaHil

Usrorosnetue noanensHbIX JOKYMEHTOB Ha JIEKAPCTBEHHbIE CPEACTBA U
MeJMLUMHCKUE H3enus (PerucTpauMOHHOrO YAOCTOBEPEHUS, CepTUdHKaTa WU
AeKIapauuMd O COOTBETCTBUM, UHCTPYKLHH [0 NMPUMEHEHHUIO JIEKAPCTBEHHOIO
npenapata ¥ MeAMLIMHCKOrO W3AeNus, pYKOBOACTBa MO IKCIUyaTauuH

MEIHLUHCKOTO W3/eNHs), NOANEeNLHOH NepBUYHOH YIaKOBKM W/HIK BTOPUYHOH
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(MoTpeOHTENbCKONH) YMNAKOBKM J1€KapCTBEHHOro Mpenapara B LeNsX MX
HCMONb30BaHKS TMOO OTIYyCKa, peanu3alllu, nepeaau, —

HaKa3blBalOTCS IUTpaQoM B pazMepe OT LIECTHCOT ThICAY A0 OAHOTO
MUIMOHA pyOned uium B pasMepe 3apaboOTHOM MAAaThl MM HMHOIMO A0X04a
OCYKOEHHOro 3a MepHol OT WEeCTH MecAleB O OOHOro roja, au6o
MPUHYAUTENbHBIMU PabOTaMK Ha CPOK JIO TpeX JieT, J1ub0 JuIleHHEM CBOBObI

Ha TOT e Cpok.".

Crartba 2

Crarbio 1 ®enepanbHoro 3akoHa ot 2 siHBaps 2000 roma Ne 29-@3
"O kayecTBe U 0€30MacHOCTH NUILEBBIX NPOAYKTOB" HOMONHUTH ab3auem
LIeCTHAALATHIM H CEMHAALATbIM CleAYIOUIETr0 COACPKAHMS:

"(anbcupuUUpOBaHHbIE  OMOJOrMYECKH  aKTHBHble  n00aBkM -
OuoNorMYecKkd akTHBHbIE NOOABKH YMBIIUUIEHHO M3MEHEHHble (noanesibHbie) W
(¥1M) WMeloUIMe CKpbIThIE CBOKMCTBA M KayecTBO, MH(OpMALMS O KOTOPBIX
ABNAETCA 3aBeJOMO HEMOJIHOM HITH HENOCTOBEPHOM;

¢anscuduuMpoBaHHble 6HOJOrMYECKH aKTUBHBIE N00aBKH, COAEpKalLHE
3anpelleHHble KOMITOHEHTbI — QanrbcHPHUMPOBAaHHbIE OHONOTMYECKH aKTUBHbBIE
106aBKH, HMEIOLIHE B CBOEM COCTaBE YMbILULUIEHHO BBEACHHBIE KOMMOHEHTbI, HE

Aonyckaroluecs 3aKOHOAATENLCTBOM Poccuiickoit ~ (®enepauuu 7



3aKOHOAaTCJIbCTBOM TaMoxeHHOro coro3za 11 MUCNOAb30BaHHA B COCTaBe

OHOIOrMUeCcKHU aKTUBHBIX 1006aBOK;".

Cratbun 3

B nomnyukre "a" myHkta 1 wactu Bropoil ctathd 151 YronosHo -
npoueccyanbHOro KoJekca Poccuiickoit ®enepauun (Cobpanue
3aKoHogaTenbcTBa Poccuiickoit ®enepaunu, 2001, Ne52, c1.4921; 2002, Ne22,
¢T.2027; Ne30, ¢1.3020, 3029; Ned4, c1.4298; 2003, Ne27, c¢1.2700, 2706; Ne50,
cT.4847; 2004, Nel 1, c1.914; 2004, Ne27, cT.2711; 2005, Nel, cT.13; 2006, Ne28,
cT.2975, 2976; Ne31, c1.3452; 2007, Nel, ct.46; Ne34, c1.2830, 2833; Nu49,
cT1.6033; Ne50, cr. 6248) undpni "227, 237 - 239" 3ameHuTh undppamu "227,
235', 237, 238, 238', 239", undpsr "321, 328" 3amenuts unppamu "321, 3272

328".

Crarbn 4

Buectu B Koaekc Poccuiickoii ®@enepaunn 06 aiMHHHCTPATHBHbLIX NpaBo
HapyweHusx (CobGpanne 3akoHomatenbcTBa Poccuiickoit ®enepauuu, 2002,
Nel, cT.1; Nel8, cT.1721; Ne30, ¢1.3029; Ned4, cT.4295; 2003, Ne27, ¢t.2700,
2708, 2717; Ned6, ct.4434, 4440; No50,cT.4847, 4855; 2004, Ne30,ct. 3095;
Ne3l, ¢1.3229; Ne34, ¢1.3529,3533; 2005; Nel, ct.13, 40, 45; NelO, c1.763;

Nel3, c1.1075, 1077; Ne19, cT.1752; Ne27, ¢1.2719, 2721; Ne30 ¢1.3104, 3131;



Ne50, ¢1.5247; Ne52, ¢1.5596; 2006, Nel, ct.10; Ne2, c1.172, Ne6, cT.626; NelO,
cT.1067; Nel2, ct. 1234; Nel7, c1.1776; Nel8, c1.1907; Nel9, c1.2066; Ne23,
cT.2380; Ne28, ¢1.2975; Ne30, c1.3287; Ne31, c1.3420, 3432, 3438, 3452; Ned5,
cT.4641; NeS0, c1.5279; Ne52, ¢1.5498; 2007, Nel, ct.21, 29; Nel6, cT.1825;
No26, c1.3089; No30, cT.3755; Ne31, cT.4007, 4008, 4009, 4015; Nedl, c1.4845;
Ned3, c1.5084; Ne46, c1.5553; Ne50, ct. 6246; 2008, Nel8, ct.1941; Ne20,
cT.2251; Ne29, c¢1.3418; Ne30, c1.3604; Poccuiickas rasera, 2008, 9 nexabps)
CneflyolHe H3MEHEHHS:

1) B ab3aue nepBoM uactd 1 cratbd 6.5 uudps "5.38, 7.13," 3aMeHUTD
uudpamu "5.38, 6.22, 7.13,", cnosa "npeaycMOTpPEHHbIX 4acTbio | cratbu 7.13,"
3aMEHHUTH CI0BaMH "NnpesycMOTpeHHBIX ctaTheit 6.22, yacTsio 1 craten 7.13,";

2) rnaBy 6 JOMONHUTH CTaTheH 6.22 cleaylOLEro CoaepX aHus:

"Cratbs 6.22. OOpaumeHne ¢aabcHPUUHPOBAHHBIX, KOHTpPaaKTHbIX,
He06poKaYecTBEHHbIX H He32PerHCTPHPOBAHHBIX
JIEKAPCTBEHHBIX CPeACTB, MEAHUHHCKHX H3JeaHi M
danbcnPUUHPOBAHHBIX GHOTOMHYECKH AKTHBHLIX 100aBOK

1. Jleficteus B chepe oOpawieHuss ¢GanbCUPHLUPOBAHHBIX U
KOHTpaaKTHbIX JIeKapCTBEHHBIX CpEACTB WJH MEAHUMHCKHX H3JEIHUH,
COBEpLIEHHbBIE IOPUAHYECKUM JTHLIOM HITH MHIUBUIYaNIbHbIM
npeanpuHAMAaTeNeM, eClid Takue AeHCTBUS HE COJEpPXaT NPHU3HAKOB YTO/0BHO-
HaKa3zyeMoro JesHu, -

BJIEKYT HAO)KEHHE aJIMHHUCTPaTUBHOrO ITpada Ha JOKHOCTHBIX JIULL B

pa3Mepe OT CTa ThICAY A0 LISCCTUCOT ThICAY py6neif1; Ha 1OpUAKHYECKHX JIHL - OT



OIIHOrO MHJUIHOHA JO NATH MHJUIMOHOB pyOneil nubo aaMHHUCTPATHBHOE
MPUOCTAHOBJIEHHE JEATENBHOCTH Ha CPOK 0 AEBSHOCTA CYTOK.

2. MNponaxa, He3aKOHHLIN BBO3 Ha TeppuTopHio Poccuiickon Penepaunn
HeJo6pOKayeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB MIIH MEAUIHHCKUX W3[ENui, a
paBHO He3aKOHHbIE H3TOTOBJIEHME, IPOAAXA, BBO3 Ha TEPPUTOPUIO Poccuiickon
®denepalny  HE3apETMCTPUPOBAHHBIX  JIEKAPCTBEHHbIX  CPEACTB WM
MEAMLUMHCKMX  W3JleNuii, COBeplUeHHbiE  IOPMAMYECKHM  JIHLOM  WIH
MHAWBUIYANIbHBIM TIpeNIpHHUMATENIEM, €ClM Takue AcHCTBMS He COJAepXar
NPU3HAKOB YrOJIOBHO-HAaKa3yeMoro neauuﬁ, -

BAEKYT HanoOXeHHe aJMHHUCTPATHBHOrO LTpada Ha JOMKHOCTHbIX JHLL B
pa3Mepe OT CTa ThICAY [0 LIECTHUCOT ThicAY pyOneid; Ha IOPHAMYECKUX JIUL - OT
OJHOTO MHJUIHOHA A0 MOATH MMJUIMOHOB pYyOJjeit AMbo aaMHUHHMCTpPATHBHOE
MPHOCTAHOB/IEHHE AEATENbHOCTH Ha CPOK A0 AEBAHOCTA CYTOK.

3. Jle#icteus B cdepe obopora danscupHLUpOBaHHBIX OHONOrHYeCcKH
aKTUBHbIX  100aBOK,  COBepLUEHHble  IOPUIMYECKMM  JIMLOM  WIH
WHAMBUAYANbHBIM MpPEANPUHHUMATENEM, €CJIH Takue AEHCTBHS HE COAepxKar
[IPU3HAKOB YrOJNIOBHO-HAKa3yeMOro JesiHUs, -

BJIEKYT HaJlOXXEHHE afIMUHUCTPATUBHOrO LITpada Ha JOJKHOCTHBIX JIUU B
pasMepe OT CTa ThiCAY [0 LIECTHCOT ThICAY pyOeil; Ha IOPUAHYECKHX JHL - OT
ONHOr0 MWJIMOHA 10 NATH MWUIHOHOB pyOneil nub6o aaMUHHCTpAaTHBHOE

NMPHOCTAHOBJICHNHE ACATEJIBHOCTH Ha CPOK N0 ACBSIHOCTA CyTOK.";
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3) ab3au yeTBepThIK YacTH 3 cTaTh 23.1 KONONHUTE UUdpamu "6.22";

4) B cTaThbe 28.3:

a) nyHKkT 18 nocne uudp "6.16.1" KOHNOMHATH CiioBamMH "yacTamu | u 2
ctaThM 6.22";

0) nyHkT 19 nocae uudp "6.1" JONOAHUTL ClOBaMHU " YacTbiO 3 CTaTbM

6.22",

Cratba §

Brectn B ®enepanbHblii 3akoHa oT 21 Hosbps 2012 roma Ne 323-03
«O06 ocHOBax oxpaHbl 310poBbs rpakigaH B Poccuiickoit ®egepauuun»
(Cobpanue 3akoHogaTenbcTBa Poccuiickoit ®enpepauun, 2011, Ne 48, ct. 6724;
2012, Ne 26, cT. 3442; cT. 3446; 2013, Ne 27, ct. 3459, 3477; Ne 30, ct. 4038)
crepyloue H3MEHEHNS:

1) B cTaTse 2:

a) IOMOJIHUTH ab3aueM 23 clieyloUero CoepxaHHs:

"22) danbcUPUUUPOBAHHOE MEIULIMHCKOE W3JeNnHe — MeAMLMHCKOE
u3zeue, CONPOBOXKAAEMOe JIOXHOH HHpOpMaLlMed O ero xapakTepucTukax M
(nnu) npoussoaurene;";

6) nononHuTh ab3ateM 24 ciaeAyrOLEro CoAepXaHus:

"23) HenmoOpokadeCTBEHHOE MEIAMLMHCKOE M3JeIMe - MEIMLMHCKOoe

uigenne, HEe COOTBETCTBYIOLLEE TpeGOBaHPlHM HOpM&TMBHOﬁ, TEXHHUYECKON U
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(WNK) SKCNAyaTALMOHHON NOKyMEHTALWW NpPOM3BOAMTENs MO0 B ciyvae ee
OTCYTCTBHS TPeGOBAHUSAM MHOM HOPMATUBHOM NOKYMEHTaLIMH;",

B) IONOJMHHUTH ab3aueM 25 caegyouero CoaepxaHus:

"24) KoHTpadakTHOE MEOMUMHCKOE H3JeNHe - MEIHUHHCKOe H3[elue,
HaxoasfLleecs B 060poTe ¢ HapyLIeHHEM IPaXXAaHCKOro 3aKOHOAATebCTRa. ")

2) B cTaThe 38:

a) JOMONHUTDb YacTbiO ABEHAALIATh CHCAYIOLETO COACPIKAHUS:

«12. 3anpewuaercs npou3BOACTBO:

1) MEeAULIMHCKUX M3JE/IMH, HEe BKIIOYEHHbIX B FOCYAapCTBEHHbIN peecTp
MEMIMHCKUX M3IEeNWii W Opranu3aluii, OCYLIECTBIAIOIMX NPOU3BOACTBO M
M3rOTOB/IEHHE MENMUMHCKUX M3OeNUil, 3a MCKJIIOYCHHEM MEAMLMHCKUX
U3Aenuii, NPOU3BOAMMBIX U1 MPOBEAEHUA UCTIBITAHUH U (W) HCCNIeJOBAHUIA;

2) danbcuULUMPOBAHHBIX MEAULIMHCKUX U3NETHIA.»;

6) JOMONIHUTD YacTblO TPUHAZLIATD CIEAYIOLLETO CONEPIKAHMUA:

«13. 3anpeuiaercs BBO3 B Poccuiickyto ®enepauito
¢anbCMPUUMPOBAHHBIX ~ MEOULHHCKMX  H3Jenuid, HeaoOpokauecTBEHHbIX
MEAULHHCKMX W3eNuil, KOHTpaaKTHBIX MEAHLIMHCKUX H3CTHI.»;

B) OOMONHHUTH YaCTHIO YEThIPHAALIATH CNEAYIOLUEr0 COACPKAHUS:

«14. 3anpeiwaercs peanusaunsa ¢GaabCUPHLUPOBAHHBIX MEAHLIMHCKHX
u3fenui, HeJoOpOKaYeCTBEHHbIX MEAMIIMHCKUX H3AENHH, KOHTpa(aKTHbIX

MEAHUMHCKHX H3NETUA.»;
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r) IONOJHHUTH HOBOH 4YaCThIO MATHAALIATH CJIEAYIOLLErO COAEPIKAHHUA:

«l3. ®anscupULUHpOBaHHbBIE MEIULIMHCKHE u3naenus,
HEeNO0OPOKAaYECTBEHHbIE MEIHMUHMHCKHE HM3JE]Hs [MOLJIeXaT W3IBATHIO U
nocnenyoleMy YHUYTOXKEHHIO MM BbIBO3y M3 Poccuiickoit ®enepauuu,
KOHTPa(akTHhie MEIMUMHCKHE M3JENUs - U3BATHIO W HOCHEAYIOLIEMY
yHuutoxeHHto. BbiBo3 u3 Poccuiickoii ®Pepepauuu danbcuPpruunpoBaHHbIX
MEJMUMHCKUX U3Aenuid, HeAoOpOKayeCTBEHHBIX MEAHLIMHCKUX H3JENHi,
OCYLLUECTBIAETCA 33 CHET JIMLIA, OCYLIECTBUBILIEr0 HX BBO3.»;

A) AOTMOMHXTL HOBOW YAacThIO LIECTHAALATD CIEAYIOLLEro CoepxKaHua:

«l16. Tlopsanok  yHUYTOXEHHS  M3BATHIX  (QanbCHUHULIUPOBAHHBIX
MEAMUMHCKUX  W3Ienui, He,u66poxaquTBeHHblx MEAULMHCKHX W3AeNui,
KOHTpadaKTHbIX MEAWLMHCKHUX H3lenuii ycraHaBiausaercs [lpaButenbcTsBom
Poccuiickoit denepauun.»;

e) JIOTIONTHHTD HOBO# 4acTblO CEMHAJLIATh CIEAYIOLIEro COAEPKAHHUIA:

«17. Pacxoabl, cBA3aHHBIE C YHHYTOXKEHHEM (anbCHPULMPOBaAHHbIX
MEIOMIIMHCKUX  U3Menuid, HenoOpOKayecTBEHHBIX MENHUMHCKUX H3AeNuH,

KOHTp_a(paKTHbIX MEIHLMHCKUX H3AEJHA BO3MELIAIOTCS UX BlAAEIbLIEM.».

[Ipe3unent
Poccuiickoit Penepauuu

.




NOSCHHUTEJIBHAS 3ATTUCKA

K npoexty denepanbHoro 3akona 'O BHeceHHH H3MEHEHHH B
oTaejbHbie 3aKOHOAATE IbHbIE aKThI Poccuiickoil denepanuu B 4acTH
nporusojeiicTBus 060poTy paabcHPHUHPOBAHHBIX, KOHTPA(PAKTHBIX,

HeA00poKavecTBEHHbIX H HE3APEerHCTPHPOBAHHBIX JIEKAPCTBEHHBIX
CpeacTB, MEAHUHHCKHX H3ae il ¥ dpanbcHGHUHPOBAHHBIX OHOIOrHYECKH
aKTHBHbIX 100aBOK"

AHanu3 npaBONPUMEHHUTENbHON MPAKTHKW [10Ka3bIBAET, YTO 3allUTa
UHTEpecoB  mnoTpebutens OT  Bpeda, [INpPHYHMHAEMOro  obOpatleHHEM
He100poKayecTBEHHbIX, HE3apEerHCTPHPOBaHHbLIX (albCHOHUUHPOBAHHbIX H
KOHTpadaKTHbIX JIeKAPCTBEHHBIX CpEACTB He obecneyuBaeTcsi JONXKHBIM
obpazom.

3a nepsoe nonyroaue 2013 roaa u3 o6paieHus 66110 U3bLATO 191 cepus
122 TOproBblX HaHMEHOBaHHH Heno6poxaﬁeCTBeHHblx NIeKapCTBEHHbIX
npenaparoB, 10 cepuii 10 TOproBbiX HauMeHOBaHHH (PATBCUPHLIMPOBAHHBIX
JieKapcTBEHHBIX NpenaparoB, a Takke 2 TOProBbIX HauMeHOBaHuA U S0 cepuii
(anbcHuMpOBaHHbIX (papMaLleBTHYECKUX CYOCTaHLMI U NPOU3BEIEHHbIX U3
HHUX NpenapaTos.

O dakrax BbisiBIeHHS (aibCHULUHPOBAHHbBIX JIEKAPCTBEHHBIX CPEACTB
vHpopmMauus Hanpasnsercs Poc3gpaBHaA3opoM B NMPaBOOXpaHHUTEsbHbIE
opraHbl! [ MPUHATUS MEP B COOTBETCTBUM C YCTAHOBJICHHOM KOMIMETEHLHUEH.
Kpome Ttoro, uHpopMauus O BbIABACHHH HeA0OpOKauyeCTBEHHbIX H
¢banbCHPULUMPOBaHHBIX JIEKapCTBEHHbIX CPEJCTB €XEMECAYHO HampaBiseTcs B
Munucrepcto BHyTpeHHUX Aen Poccun u ®enepanshyto ciyx6y Poccuiickoi
®depepauny 1O KOHTPOJIO 32 060POTOM HAPKOTUKOB.

[lo wudopmauun MBJl Poccuu, B HacTodilee BpeMs HOEsHUS UL,
OCYLLECTBIAIOIINX 000poT GanbcHPULUMPOBAHHBIX H HeZ00poKayecTBEHHbLIX
NeKapCTBEHHBIX CPEACTB KBAIMQHUMPYIOTCH MO ciaexyowuM cratbsam YK PO:
cT. 159 - "Mowenunuectso”, ct. 171 — "He3akoHHOe npeANPHHUMATENLCTBO,

ct. 180 " He3sakoHHOe HCMOJAB30BAaHHE TOBApPHOrO 3HaKa" W CT. 238 —

»



ro

"Ilpon3BOACTBO, XpaHeHue, mMepeBo3ka MO0 COBIT TOBAPOB M NPOMYKLIMH,
BbIMOJIHEHHE pabOT M OKa3aHWEe YCNyr, He OTBedalowWMM TpeGoBaHUIM
6e3onacHocTH".

[pecTtynienue, coBepiiaeMoe M3 KOPBICTHBIX MOOYXAEHHH, HUMeeT
crneudHyYecKHi npeAMeT NpecTyMHOM [eATENBHOCTH — JIEeKapCTBEHHbIE
CpeacTBa U MEAMUMHCKYIO TEXHHKY, obecneurBaiouie 6€30nacHoOCTb XKU3HH U
3[10pOBbE rpaxKaaH. B cBs3M ¢ uem, kBandUKaLHug AesHUH UL, JOMYCKAIOLWKUX
(anbCHPHKALIHIO NEeKAPCTBEHHBIX CPEACTB H MEAULIMHCKHUX W3AENUHA, Mo
cTaTbiM YronosHoro kopekca Poccuiickodi ®enepauuy, HanpaBieHHbIM Ha
3aUIMTY MPaBOOTHOIUEHUH COOCTBEHHOCTH, 3alUUTY MPaBHI IKOHOMHYECKOM
AEATeNIbHOCTH TNpeicTaBisieTcs He 00OCHOBaHHBIM. JlMuo, noaaenbiBalollee
JIeKapCTBEHHbIE NMpenapaThl U MEAHLMHCKYIO TEXHUKY, AEHCTBYET YMBILLIEHHO:
Oco3HaeT OOLLECTBEHHO-ONACHBIH XapakTep CBOe# AEATENbHOCTH M OTHOCHTCA
6e3paziMiHO K MOCNEACTBUSAM JUIS SKU3HH U 30pOBbsi HEOTPAHHUYEHHOIO Kpyra
ML

TakuM obpaszoM, npakTHKa Nnoka3biBaeT, YTO OTCYTCTBHE CIIELHANbHOIO
cocTaBa NPECTyIUIEHWs U aAMUHHCTPATUBHOIO NpaBOHApYLUEHHs HE NO3BOJISET
NpaBHJibHO KBaNTUQHUUPOBATH [EsHUS, CBA3aHHbIE C [MMPOWU3BOACTBOM H
pacnpocTpaHeHHEM ¢danscuUuLHpOBaHHBIX, He3aperucTpUpPOBaHHBIX,
HeL00pOKa4eCTBEHHBIX H KOHTPa(aKTHBIX JIEKAPCTBEHHAIX CPEICTB.

Ob6opotr  danscuduUpoBaHHBIX OHONOrHYECKU-aKTHBHbIX [100aBOK,
CpeAM  KOTOpbIX 0COOYyl0  OOIIEeCTBEHHYIO  OMNaCHOCTH  NPEACTABISIOT
¢anbcupuuMpoBaHHble O6HONOrMYECKM AaKTHBHBIE [100aBKHM, colepxatide B
CBOEM COCTaBe 3aMpelleHHble KOMIOHEHTHI, CTMOCOOHBIE MNPHYMHWTL Bpel
’KM3HM W 3IOPOBBIO ueslOBeKa, Takxke TpedyeT MpaBOBOi periaMeHTauMu ¢
LieJIbI0 MCKITFOUEHHS TIPECTYITHON feATEIbHOCTH.

CyneGHO-KpHMHHATTHCTHYECKasA JKCIEPTH3a HMMEIOILUXCS B anTekax B

cBoGoaHoOM npomaxe BAJ[oB BeisBHIIA MaccoBble ¢alscHpUKalUM, Koria B



npenaparax coAepXarcs He3aleKJIapMpoBaHHble W  3alpelieHHble s
ucnonp3osanus B BAJl CHHTETHYECKHE  KOMIIOHEHTBl  PELENTYPHbIX
NneKapcTBeHHbIX cpeacTB. bonsiyio 4acte Qanscudukara COCTaBiAET
NPOAYKLUHsE HHOCTPAHHOIO MPOHCXOXKIECHHUS.

YunThiBas H3N0XKEHHOE, Mpeasiaraercs AOMONMHHTh YTONOBHBIA KOHEKC
Poccuiickoii denepauiyv HOBBIMH COCTaBaMH NPECTYICHH !

1. He3zakoHHOE MPOU3BOACTBO JIEKAPCTBEHHBIX CPENCTB U MEAMLMHCKUX
u3lennii, KOTOpbIM OXBaThIBalOTCA Haubonee oO6LECBEHHO-OMAcHbiE (POPMbI
dbanbcuprKaLHK NEeKapCTBEHHBIX CPEACTB M MENMLHHCKHUX W3JENnuil - BHE
(hapmalleBTHUECKUX NPEANPUSTHH;

2. O6opor HenoOpoKa4yeCcTBEHHbIX,  HE3apETHCTPUPOBAHHBLIX U
danbcuPpUUUpOBaHHbLIX JIeKAPCTBEHHBIX CPEACTB, MEAHUMHCKMX H3JENMH H
danbcupuuMpoBaHHBIX OHONOrMYeckd akTHUBHbIX [100aBOK, coaepxalux
3anpelueHHblE KOMNIOHEHTHI.

3. HsrotoBneHHe W HCNONb3OBAHUE [MOAAENBHBLIX JAOKYMEHTOB Ha
NeKapCTBeHHblE CPEACTBA M MEAMUMHCKHE H3AENHs, a TaKXK€ H3rOTOBNEHHE
NoJAeNAbHOH YNaKOBKH JIEKapCTBEHHbIX CPEACTB M MEAMLIMHCKUX U3AENHA.

3aKkOHOMpPOEKTOM Takxke Impenjaraercs ngononHuts Koxmekc PD o6
aAMHHHCTPATHBHBIX TpaBOHapyLUEHHSX HOBOKM craThed 6.22 «O6palueHue
¢dranbcUPHUHPOBAHHBIX, KOHTpadaKTHBIX, He100poKa4eCTBEHHbIX 7
He3apervCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MEIMLMHCKHX M3Ienudl H
tdanbcupuuMpoBaHHEIX GHOMOrHYECKH aKTUBHBIX N00aBOK», YTO HEOOXOAHMO
/15 NPABHIIBHOTO PasrPaHHYeHHs OGLIECTBEHHO OTIACHBIX NESHUI U NesHMil, He
npeacTaBAfOIMX 001EeCTBEHHOH ONacHOCTH.

Ipennaraercs cienyoluee COOTHOLLUEHHE yroJioBHOM u
aAMMHUCTPAaTHBHOMH OTBETCTBEHHOCTH:

1. AIMHHHCTPAaTHBHYIO OTBETCTBEHHOCTh MOBMEKYT 3a co60i cneaylouime

ACAHUA



Hefictust B cdepe obpariieHns KOHTPadaKTHbIX JIEKAPCTBEHHBIX CPEICTB
WJIH MEAUUMHCKHX M3/1€JIMH — HE3aBUCUMO OT CTOMMOCTH MapTHH;

HedcTBus B ctepe obpalieHus banscuDHUUPOBAHHBIX,
He3apernCTPUPOBaHHBIX H HEeJOOPOKaueCTBEHHBIX JIEKAPCTBEHHbIX CPEACTB MM
MEIHLUMHCKUX H3JEJIHH — B Cllyyae ecjii CTOMMOCTb MapTHH He TPeBbILLAET
100 000 pyGneii;

HeiictBrus B chepe obpauienus ¢anbCUPUUMPOBAHHBIX OHOJIOrHYECKH
AKTMBHbIX J06ABOK, He COZEPXKAIMX 3aMpeLleHHBIX BEECTB — HE3aBUCHMO OT
CTOMMOCTH NapTHH;

HelictBust B cdepe oOpauieHus QanbCupUUMpOBaHHBIX OGUONOrHYECKH
aKTHBHbIX 100aBOK, COAEpXKaIllMX 3amnpelleHHbIE BellecTBa _ s cay4ae, eciu
cTouMOoCTb napTuu He npessinaet 100 000 py6nei.

2. YronoBHYIO OTBETCTBEHHOCTb MOBJEKYT 3a co0oi aelicTBusa B cdepe
oOpatleHus banbcHPULUPOBAHHBIX, He3aperucCTpPUPOBaHHbIX u
HeA0OpOKaueCTBEHHBIX JIEKAPDCTBEHHBIX CPEACTB MJIM MEAMLIMHCKHUX H3JENHH, a
TaKke (panbcuGrUUpOBaHHbIX OHONOrU4ECKH aKTHBHBIX N0OABOK, COAEpKAILMX
janpelleHHble BEUlecTBa, B cliyyae eclid CTOMMOCTb [apTUH NpeBbILIAET
100 000 py6aeii.

TepMuHONOrus 3aKkoHONpoeKTa Oa3suUpyeTcs Ha OINpPEAENCHHH MNMOHATHH
¢danbcupulIMpOBaHHbIX, He0OpOKaYeCTBEHHBIX H KOHTpa(daKTHbIX
NeKapcTBEHHBIX CpeAcTB, BBeleHHbIX denepanbHbiM 3akoHom ot 12.04.2010
Ne 61-®3 "O6 obpalieHHH JieKapCTBEHHBIX CPEACTB", a TaK)KE COOTBETCTBYET
TepmuHonorud denepansHoro 3akoHa ot 2 sHBaps 2000 roma Ne 29-03
"O kadecTBe ¥ 0€30MaCHOCTH MHIIEBLIX MPoaykTOB", derepanbHOro 3aKoHa oT
21 HosOps 2012 ropa Ne 323-d3 "OO6 ocHOBax OXpaHbl 3N0POBbS IpaxcaaH B
Poccuiickoi @enepauun”.

3aKOHONMPOEKT TakXe NpPHUBOOUT 3aKoHOJaTenbcTBO  Poccuiickoit

®enepaunn B cootserctaue ¢ TpeGosanusam KonseHuun Cosera Esponst "O



G6opube ¢ danbcupukanerr MeIHUMHCKONW INPOAYKUHH M CXORHBIMH
NpecTynNeHUs MM, YIrpoXaloluumu 370poBblo  HaceneHus”  (KoHBenuus
"Mennkpum"). KoHBeHUUs ABASETCS NEPBbIM OOLLEEBPONERCKUM COrNallieHueM
o Oopwbe ¢ ¢anbcudpuKaleii NeKapCTBEHHbIX CpPEACTB M MEIULHMHCKHMX
toBapoB. KoHBeHIus Oblia OTKpHITA U1 NoAnucadus B okTa6pe 2011 roga. K
HacToslweMy BpemeHH KoHBeHuus noanucasa Poccuiickoin Peaepauue,
Ykpaunoit, Abcrtpueii, Kumnpom, ®Ounnanaueit, Opanuwmeir, [‘epmaHuei,
Hcnanaueii, U3paunem, Uranueii, [Topryranueii u [lsefiuapueil.
[lpeanaraeMbie  3aKOHOMPOEKTOM  M3MEHEHUsT B  JelcTByloulee
3aKOHOAATENBCTBO MO3BONAT 00eCneyrTh peain3auuio JONOJHHUTENbHbIX Mep
Mo 3alIMTE XXKU3HU U 3A0pOBbA rpaxAaH PoccHu U HEOTBPaTHMOCTb HaKa3zaHUA
3a NOAJENKY JIeKapCTBEHHBIX CPEACTB, MEAHLUMHCKUX M3AENUd U GHONOrHuecky
aKkTUBHbIX 100aBOK, a Takxke OyAyT criocOOCTBOBaTh YNPEXKACHHUIO YKa3aHHBIX

npecTynjieHH.
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PUHAHCOBO-9KOHOMHUYECKOE OBOCHOBAHUE

K npoexTy ¢eaepabuoro 3akona «0 BHeCeHUN H3MEHEHHH B
oTAeJdbHbIE 3aKOHOAaTeIbHbIe aKThl Poccuiickoil @eaepanuu B 4acTH
NpoTHBOAEHCTBHSA 000pOTY paibcHPHUHPOBAHHBIX, KOHTPA(PAKTHbLIX,

Hea00poKaveCTBEHHbIX H He3apPerHCTPHPOBAHHLIX JIeKAPCTBEHHbIX
CpeaCTB, MEXHUMHCKHX H3AeJ Ml B panbcHPUUHPOBAHHBIX OHOJOrHYECKH
AKTHBHbBIX 1002BOK»

Ipunste paHHOrO  3aKOHOMpoekTa He  noTpedyeT  pacxojos,
MOKpbiBaeMbIX 3a cueT (eaepanpHOro OKOKETa, 8 TaKKe He IOBIEYET KaKUX-

n160o u3MeHeHUi PUHAHCOBBIX 0053aTEILCTB rOCYAapCTBa.

e




MEPEYEHD

akToB (peaepasibHOI0 3aKOHOAATENLCTBA, NMOAJIEKALMX MPHIHAHHIO
YTPATHBIUHMH CHIY, IPHOCTAHOBJIEHHIO, H3MEHEHHIO, 10MIOJIHEHHIO HIIH
NPUHATHIO B CBA3H ¢ NpHHSTHeM denepanbHoro 3akona «O BHeceHHH
H3MeHeHHu# B OTAe/IbLHbIE 3aK0OHOAaTe/IbHbIe aKkThl Poccuiickoii Penepaunn B
4acTH NPOTHBOAEHCTBHA 000pOTYy PpanbcHPHLUMPOBAHHBIX, KOHTPADAKTHBIX,
He00POKAYeCTBEHHBIX H HE3APErHCTPHPOBAHNDIX JIEKAPCTBEHHBIX CPEACTB,
MeAHUHHCKHX H3ae Uil n panbecnpuuupoBaHHbIX OHOJOrHYECKH AaKTHBHBIX
A06aBOK»

[punsitue denepanbHoro 3akoHa «O BHECEHMH HU3MEHEHUH B OTAE/bHbIE
3akoHozaTenbHble akThl Poccuiickoit Pegepaunu B 4acTH MNPOTHBOAEHCTBHS
o6opoTy anbcuULMPOBaHHBIX, KOHTpa(aKTHbIX, HEAOOPOKAUYECTBEHHBIX U
HE3aperCTPUPOBAHHbIX JIEKAPCTBEHHBIX CPEACTB, MEAHULMHCKWX M3JeNUHA o
danscPULUHpPOBaHHbLIX OUONOrHYECKH AaKTHBHBIX 100aBOK» He noTtpedyet
MpU3HAHKS yTpaTuanM CHILY, npuocmuor_meﬂnx, M3MEHEHHUS WM NPUHATUSA

HHbIX 3aKOHOAATEC/IbHbIX aKTOB.
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