F'OCYIAPCTBEHHAA IVMA
OENEPAJIBHOI'O COBPAHUS POCCHUHUCKOU PEINEPALINU
CEJAbMOI'O CO3BbIBA

BBIIINCKA U3 ITPOTOKOJIA or 13.07.2020 Ne 274
3ACEJAHUSI COBETA TOCYJIAPCTBEHHOH TYMBbI

"13" wmrona 2020r.

34. O npoekre PpeaepanbHoro 3akoHa Ne 972623-7 "O pHeceHHH H3MEHEHH I
B Koaexc Poccuiickoii ®eaepanun 00 aJMHHHCTPATHBHBIX NPABOHAPYLUEHHAX
(B YacTH BBefeHHS] aJMHHHCTPATHBHON OTBETCTBEHHOCTH 3a HapyuleHHe Tpebo-
BaHHH 00 oﬁﬂsareﬂbﬁoﬁ MapKHPOBKe TOBapoB (B TOM 4HC/E JeKAPCTBEHHBIX
npenapaToB AJf MeJHINHHCKOr0 NpHMEHEHHA) CPeICTBAMHM HACHTH()HKALMM H
TpeGoBanHii K o06opoTy TOBapoB, HOAJExKAIMX 0053aTe/ILHOH MapKHpOBKe
cpeacTBaMu HAeHTHQHKaUuH) H cTaThio 1 PegepanbHoro 3akona "Q BHeceHHH
usmenennii B Kogexce Poccuiickoit Peaepanuu 06 agMHHHCTPATHBHBLIX NPaBOHA-

pymieHusix' - BHocHT genytat I'ocygapcrBennoii lymnl C.A.I'aBpunon

IIpuHATO peleHHeE:

1. HanpaButh ykazaHHBIH mpoekT dedepansHOro 3axona I[Ipesupenty Poccwuii-
ckoii Penepalnu, B KOMUTETHL, KoMHccuio ['ocynapcTBennoit Jlymel, ¢ppakuuu B ['ocy-
napcteeHHor lyme, Coser Depepanuu PenepansHoro Cobpanus Poccuiickoit dene-
pauuu, IIpaButensctBo Poccuiickoit @epeparyu, CuetHyto nanaty Poccuiickoit ®ene-
paruu, O6mectBenHyto nanaty Poccuiickoit @enepamuu, Bepxosusiit Cyn Poccui-
ckoil Defepalnu, 3aKOHOAATENbHBIE (IPEACTaBHTENbHBIE) H BHICIINE HCIIONHUTEIBHEIE
OpraHbl TOCYAapCTBEHHOM BNacTH cy6nekToB Poccuitckoit ®emepanuu AN MOATOTOBKH
OT3BIBOB, NPEANOKEHUH H 3aMedaHuH, a Takke Ha 3akmoyeHue B [IpaBoBoe ympasie-
Hue Aunapara ['ocyzapctBeHHoit J{yMel.

Ha3nauuTe OTBETCTBEHHBHIM B paboTe Hal HpOeKTOM (elepatbHOro 3aKoHa
Komuret [Nocynapcreennoit JIlyMbl IO TOCYAapCTBEHHOMY CTPOMTENBCTBY M 3aKOHOAA-

TeNbCTBY, coucnonyureneM — Komurer ['ocynapcteensoit [lyMel o oxpane 3q0poBb4.
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OT3BIBBI, MIPETOKEHMs U 3aMedaHus HanpasuTh B Komuret 'ocynapcTBeHHOM
JyMBl [0 TOCYyJapCTBEHHOMY CTPOUTENbCTBY H 3aKOHOAATENbCTBY Ao 20 aBrycra
2020 roga.

2. Komurery I'ocynapctBenHoi J[yMbl MO TOCyJapCTBEHHOMY CTPOMTENLCTBY U
3aKOHO/ATENILCTBY C YYETOM ITOCTYIUBIIHX OT3BIBOB, IIPEAJIOKEHHUN U 3aMe4aHui Moj-
TOTOBMTh YKA3aHHEBIH MpoekT ¢emepaNbHOro 3akoHa K paccMoTpeHuio ['ocynapcTBeH-
HOM JlyMoii.

3. BraoynTh yKa3aHHBIH MPOeKT delepalbHOro 3aKOHAa B MPOEKT MPUMEPHOM
mporpaMMbl 3akOHOIpoekTHoH pabotel ['ocynapcTeeHHoM [yMbl B mepuonx oceHHeH

ceccud 2020 roga (ceHTAODS).

=]

IIpeacenarens ['ocynapcTBeHH
®Oepepanpaoro Cobpanu
Pogcnﬁcxoﬁ Depepauu

B.B.Bonoauu
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YBaxaemslii Bauecias Bukropopnu! N53620.7, 1.4

Ha ocnoanuu cratbu 104 Koscrutryumu Poccuiickoit @epepanuu BHOIIy Ha
paccmorpeHune l'ocymapctBeHHolt lymer ®enepanbHoro Cobpanms Poccuiickoi
®Depnepaliuy B Ka4eCTBE 3aKOHOAATENIbHON HHULMATUBEL MIPOeKT GefepallbHOTO 3aK0oHA
«O BHecenuu usMeHenuit B Komekc Poccuiickoit Penepanuu 06 aqMHHUCTPATHBHBIX
NpaBOHApYyLIIeHUsX (B YacTH BBeAeHUS aIMUHUCTPATHUBHON OTBETCTBEHHOCTH 3a
HapyuleHHe TpeboBaHuii 00 00s3aTenbHOIl MapKUpPOBKE TOBapoB (B TOM 4YHCIE
JIEKapCTBEHHBIX IpelaparoB I MEOUIIMHCKOTO IPUMEHEHUs) CpeACTBaMU
ugeHTUGUKau u TpeboBaHUM K 00OpOTYy TOBapOB, MOJJEXAIIUX 0O0s3aTeIbHOU
MapKHUpPOBKE CpefdcTBaMu uieHTH(uKauuu) u cratbio 1 PepepanprOro sakoHa «O
BHeceHun wusmenenuit B Kogpexc Poccutickost Penepanum 06 agMUHUCTPATUBHBIX
IIPaBOHAPYIICHUIX .

[punoxxenus:

1. Tekct 3akoHONpOEKTa Ha 7 . B 1 3K3.

2. IlogcHutenbHas 3amucka Ha S 7. B 1 9K3.

3. IlepeueHp axTOB (eAEpaNTbHOrO 3aKOHOATENLCTBA, MOMISKANUX NPHIHAHUIO
YTPaTUBIIUMH CHITY, IPHOCTAHOBIECHUIO, U3MEHEHUIO WU NPHUHATHIO B CBS3U C IIPHHATHEM
dbenepanbHOro 3aKoHa Ha 1 1. B 1 9K3.

4. OUHAHCOBO-3KOHOMHYECKOe 000CcHOBaHHUe Ha 1 1. B 1 3K3.

5. Odunmansubiii 013618 IIpaBurtensersa Pocentickoit ®enepanuy Ha 2 1. B 1 9K3.

6. Komus TexcTa 33aKOHOIPOEKTa M MaTepHalioB K HEMY Ha MarHMTHOM HOCHTEJIE.

5’7/ 7/ | i\.) C.A TI'aBpunos
1§ HioH 2020 o



Buocutea gemyTarom
T'ocymapctBerHOHM JIyMEL
C.A T appHJIOBEIM

IIpoexT
P FL6AS - ¥
- @EAEPAJLHBIN 3AKOH

O BHecenuu u3meHenui B Koneke Poccuiickoli @egepanun 06
aJMHHHCTPAaTHBHBIX IpaBOHapyLIeHUsX (B 4YacTH BBedeHHSA
aMHHHCTPATHBHOH OTBETCTBEHHOCTH 32 HapyileHHe TpeGoBanmii 06
00s13aTeIbHOH MapKHPOBKe TOBapOB (B TOM 4HcJie IeKapCTBeHHBIX MPenapaToB
AJis MEJUIHHCKOTO IpHMeHeHH s ) CpeIcTBaMH HAeHTH(PHKauK B TpeGoBaHMmi
k o6opoTy ToBapoB, noanexxaliux obsa3aTelbHOH MapKHPOBKe cpeIcTBaAaMH
uaeHTHGUKaNEY) B cTaThio 1 @efepaibHoro 3akoHa «O BHeCeHHH H3MeHeHH
B Kogeke Poccutickoit @enepannn 06 afMAHHCTPaTHBHBIX IPaBOHAPYLIEHHIX»

Cratpa 1
‘Bruectm B Kopekc Poccufickoli Penepaninu 006 aIMHWHHCTPATHBHBIX
npaBoHapymernsx (Cobpanme 3akoHomaTelscTB2 Poccmiickolt @enmeparuu, 2002,
Nel, cr. 1; 2005, Nel0, ct. 762; Nel9, ct. 1752; Ne27, ct1. 2719, 2721; Ne52, c1. 5596;
2006, Ned5, ct. 4633, 4634; Ne50, ct. 5279; 2007, Ne26, ct. 3089; Ne50, ct. 6246;
2008, Ne29, ct. 3418; Ne30, ctr. 3601; Ned49, c1. 5748;.2009, Nel, ct. 17; Ne26, cr.
3132; Ne30, ct. 3735; 2010, Nel, ct. 1; Ne31, ct. 4155, 4208; 2011, Nel, cr. 47, 54;
Ne30), ct. 4585; Ned, ct. 6732; 2012, Ne24, cr. 3068; NeS53, ct. 7639; 2013, Nel19, cT.
2318; Ne27, ct. 3442, 3465; Ne30, ct. 4029, 4034, 4059; Ned3, c1. 5443, 5452; Ne49,
CT. 6343; Ne52, ct. 6980; 2014, Ne6, ct. 557; Neld, cr. 1553; Ne26, ct. 3377; Ne30,
cT. 4220, 4278; Ned2, c1. 5615; Ned8, cT. 6642, 6653; 2015, Nel0, ct. 1416; Nel§, cr.
2623; 2016, Nel$5, cr. 2066; Ne26, cr. 3887, 3891; Ne27, c1. 4286, 4287; 2018, Ned7,
cT. 7128; 2019, Nel2, ct. 1219; Nel6, c1. 1820; Ne23, ct. 2918; Ne25, ct. 3161, 3162;
Ne30, c1. 4119; Ned4, c1. 6182; 2020, NeB, c1. 917) cnemyroniue n3MeHeHUS:
1) momommmte cratero 15.12 (Cobparme 3akoHoOmaTenbcTBa PoccHBickod
Denepamuu, 2002, Nel (u. 1), c1. 1; 2006, Ne31 (1 1.), ct. 3433, 2013, NeS1, ct.

6685) npuMedaHueM CIEAYIOMEero CoAepIKaHus:
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«[Ipumeyanue. ITonoxeHHs HacToslIed CTAThH HE PACHpPOCTPAHAIOTCA Ha

aOJMUHHUCTpaTUBHbIE I[IpaBOHAapyMICHWs, IpedycMOTpeHHBle cTathedt 15.12.1
Hacrosmero Kogekca.»;

2) nononHUTE ctatheit 15.12.1 caemyromero conepKatus:

«Ctaths 15.12.1. BBoa B 060poT 4 060pOT HEMaPKHPOBAHHBIX TOBAPOB H
JIeKapCTBeHHBIX IIPenapaToB JJisi MEJHIHHCKOIO
NpHMEHEeHHS, NOAJIeKAIHUX 0053aTeIbHOH MapKHPOBKe
cpeACTBaMH HACHTHPUKALUH

1. ITpon3BOACTBO HITH IIPOJAXKa JIEKapCTBEHHBIX NpellapaToB I MEAUIMHCKOTO
IpUMeHeHUs Ge3 HaHEeCEHUs Ha HUX CPeACTB WICHTUGUKAIMK WIKH C HapymIeHUEM
MOpsiIKa HAaHECEHUS CPeICTB HICHTHUQUKAIMH, €CIH 3TH JNeHCTBUS HE COmepiKar
IIPU3HAKOB YTOJOBHO HaKa3yeMoro OesHud, -

BleYeT HAIOXKEHHE AIMUHHCTPAaTHBHOrO IUTpada Ha MODKHOCTHBIX JHI[ B
pa3Mepe OT IIATH THICSY JO HEeCITH Thicad pybined ¢ KoH}HCKallued NpeaMETOB
aJIMUHHCTPATHUBHOTO TPABOHAPYIICHMSA; Ha IOPUIMYECKUX JHUI - OT IMATHOCCATH
TBICSAY OO CTa ThICAY pybneit ¢ koHbUCKanueld NpeIMETOB aAMUHHCTPATUBHOTO
IIpaBOHapYILIEHHUS.

2. BBog B 0060pOoT HEeMapKUpOBaHHBIX TOBapoB, (32 HCKIIOYEHHEM
JIEKapCTBEHHBIX MpeIaparoB M MeIULIHUHCKOro NpPUMEHEHHS), IOLNeKalX
00s3aTeNbHON MapKUpPOBKE CpeNCTBAMM HIASHTU(UKALMK, NTHLOM, OOS3aHHBIM, B
COOTBETCTBMH C 3aKOHOHJATeNbCTBOM Poccuiickoit ®enmepauun, OCYILECTBISTH
MapKHPOBKY TOBapPOB CPeICTBaMU UNEHTUPUKALINY, -

BIeYeT HAIOKEHHE QIMHHHUCTpAaTHMBHOro wiTpada Ha MNOMKHOCTHBIX IHI[ B
pasMepe OT IATH THICSY HO JECATH Thicad pyOmed ¢ KoHQUcKaiued MNpeIMeTOoB
aJMUHUCTPAaTUBHOIO MpaBOHAPYIUEHHA; Ha IOPUIHYECKUX JHUL - OT MATHAECHTH
TBICSIY JO CTa ThICAd pybnell ¢ koHQHUCKaLUeH MpeIMETOB aIMHHHCTPATHBHOTO
IIpaBOHApyIIEHH.

3. AZMHHHCTDPATHBHOE MPABOHAPYIICHHUE, PELYCMOTPEHHOE YaCTHIO BTOPOH
HacTosIel CTaThH, COBEpIIeHHOE TOBTOPHO, -
Ble4YeT Hallo)KeHUe aJIMUHHCTPATUBHOIO MTpada Ha JOJDKHOCTHBIX JHIL - OT

NeCATH TBICAY 1O MABAAUATH ThICAY pyOneidr ¢ KOHQHUCKalUed pegMeTOB
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AIMHAHUCTPATUBHOI'O [IpaBOHApPYHIEHHUA W IMIPOU3BOACTBCHHOTO 060pyz[013aHpm,

HCIIOJIB30BAHHOTO Ui HM3TOTOBJICHUA HEMapKHUpPOBAaHHOI'O TOBapa, IOIEKAIIETO
00s3aTenbpHOM MapKUpPOBKe; Ha FOPUIHMYECKHX JIHIL] - OT CTa THICAY A0 MATHCOT THICAY
pybneit ¢ KoH¢uCKanMell npeAMeTa aIMUHUCTPATHBHOTO IPABOHAPYIIEHHSA M
[IPOU3BOACTBEHHOr0  OOOpYINOBaHUA, HUCIIONH30BAHHOTO [  HM3TOTOBIICHHSA
HEMapKHUpPOBAaHHOTO TOBapa, HMOJJIexamero o6s13aTebHON MapKUpOBKe CPeICTBaMHU
UACHTUPHKALINHY, TH00 aIMIHUCTPAaTUBHOE [IPHOCTAHOBICHUE AEATEIBHOCTH Ha CPOK
IO [HOeBsHOCTa CYTOK C KoHOHcKauuedl 1mpeaMeTa aIMHHMCTPAaTHBHOI'O
IIpaBOHApPYUIEHUA M MPOU3BOACTBEHHOr0 000pynOBaHMs, HCIOIB30BAHHOIO IS
U3COTOBICHUSA  HEMapKHpOBAaHHOIO  TOBapa,  HOMJIEXKAIIEro  o0s3aTeNpHOM
MapKHUPOBKE CpeICTBaMH MIECHTHOUKAIIUH.

4. He cBs3aHHas ¢ BBOAOM B O0OOpOT Npojaka WIM HHas BO3Me3JHAas WIH
Oe3Bo3Me3iHasA IMepefadya HEMapKUpOBaHHBIX TOBAapOB (3a  HCKIIOYECHHEM
JEeKApCTBEHHBIX [penapaToB [ MEJUIIMHCKOIO IIpUMEHEHHs), HOMIeXalux
00s3aTeNbHOM MapKUpPOBKE CpPEACTBAMU HISHTHUQHKAIIMH, a TaKkKe MpuobpeTreHue
HEMapKHPOBAaHHBIX TOBAPOB, MOMJIEKAIINX 00S3aTENBHON MapKHpPOBKE CpeICTBaMH
UneHTUGUKaIIH, -

BIIeUET HallO)KeHHe aIMUHHCTPaTHBHOIO miTpada Ha rpaXiaH B pasMepe OT
JIBYX ThICAY HJO 4YeThlpex Thicsid pybne#t ¢ KoHQUCKalUedl INpeIMeTOB
aOMHHUCTPATHBHOTO MPaBOHAPYIICHUS; Ha NOIDKHOCTHBIX JIHI[ - OT IIATH THICAY HO
necsaTH Thlcad pybne#t ¢ koHuUCKaluueH NpegMETOB aIMUHMCTPATUBHOTO
IIpaBOHapyIlIeHUs; Ha HOPUIWYECKUX JHI - OT IATHAECATU THICTY OO CTa THICHY
pyOuneli ¢ koHbUCKayel IpeIMeTOB aIMIUHUCTPATHBHOTO IIPABOHAPYILICHU.

5. AJIMUHHCTpaTUBHOE IpaBOHApyIICHHE, IIPEeIYCMOTPEHHOE YacThIO
YeTBEPTOM HACTOsIMIEN CTaThH, COBEPILIEHHOE IIOBTOPHO, -

BJIeUeT HANOXEHUE aJMMHUCTPAaTHBHOIO MmTpada Ha rpaXiaH B pasMepe OT
OATH  THICAY JO JHAeCiTH Thicsd pybneit ¢  xoHbuckanmuedt mnpegmera
aAMUHMCTPATUBHOIO IIPaBOHAPYIICHUS; HA HOJDKHOCTHBIX JIULI - OT JECATH THICTY 10
ABafaTH Thicsd pybnedt ¢ KoHQuUcKanmel mnpeaMeTa agMUHUCTPATUBHOTO
IIpaBOHApyIEHN; HA IOPUANYECKUX JIUI] - OT CTa ThICAY JO IATHCOT THICAY pyOieii ¢

KoHuckanue#r  npegMera  AIMAHUCTPATUBHOTO  IPABOHAPYUICHWS  JHOO
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aIMHUHUCTPATUBHOE NPUOCTAHOBIICHUE IEITENBHOCTH Ha CPOK JI0 AE€BAHOCTA CYTOK C

Kou¢ucKalyell IpeaMeTa aIMUHUCTPATUBHOTO IPABOHAPYIIICHU.

IIpumeyanus.

1. 3a agMMHUCTpaTHBHBIC IPaBOHapYILICHUd, NIPEAYCMOTPEHHbIE HACTOSIIEH
CTaThell, IHIa, OCYILECTBIAIOIIME MNpeANpHHUMATENBCKYIO HAeSTeNbHOCTh 0e3
06pa3oBaHus IOPUIUYECKOTO JIHIA, HECYT aiMUHUCTPATUBHYIO OTBETCTBEHHOCTD KaK
JOJKHOCTHBIE JIUIA.

2. Tlog HemapKUpOBaHHBIMHU TOBapaMHM (JIE€KapCTBEHHBIMH IIperapaTaMy i
MEIHIMHCKOTO  IPUMEHEHHs), - MOAJeXKalUUMU  00sf3aTenbHOR  MapKHUpOBKE
CpeacTBaMM UAEeHTHU(UKALUH TOHUMAIOTCS TOBApHI (JIeKapCTBEHHBIE MIperapaThl s
MEIMLIMHCKOTO MpUMEHeHMWs), Ha KOTOpble, B HapymieHHe TpeGoBaHUM
3akoHomatenbcTBa Poccutickoit @enepatiny, He HAaHECEHBI CPEACTBA UACHTUDUKALIUN
Tu60 HaHECeHbl CpeacTBa HACHTHQUKAINM, COAEpXKAlIHe HEJOCTOBEPHYIO
“HQOpMAITUIO, Unu MTOA/IENIbHBIE (panbcudunpoBaHHbIe) cpencTaa
UNeHTHQHUKAIMKM, a TakkKe Haxoisfmuecs B oOOpoTe TOBapH (JIEKapCTBEHHEIE
npernapaTtsl A1 MEIWLIMHCKOrO MPUMEHEHHSA) ¢ HAaHECEHHBIMH Ha HUX CPEACTBaMH
ufieHTUUKALUH, ecii HHPOPMAIIUd O TaKHX ToBapax (JeKapCTBEHHBIX IpelapaTax
U1 MeIWLIHMHCKOIo NpUMEHEeHWs) He IepeljaHa B YCTaHOBICHHOM IIOpsAIKE B
rOCyIapCTBEHHYIO MHOOPMALMOHHYO CUCTEMY MOHHTOPHHTIA 32 000pOTOM TOBapOB,
TIOAJIEXAIIMX 00sI3aTeNbHON MapKUpOBKe CPeACTBaMM HISHTHOHKALUH (B CHCTEMY
MOHHTOPHHIa [OBK)KCHHS JIEKapCTBEHHBIX [IpenaparoB 1  MEIUIHHCKOIo
MIPUMEHEHHS).

3. B memsx Hacrosileid CTaTbd IOJ MPOU3BOACTBEHHBIM 00OPYHOBAHHEM
NOHMMAETCA MaIlUHHOe 000pyIOBaHKE, KOTOPOe MpeNHa3HAUEHO U MCHONB30BANIOCh
JUIS MTPOM3BOJCTBA HEMApKUPOBAaHHEIX TOBAapOB U SBIANOCH HEOTHEMIIEMOM YacThIO
IIPOM3BOJICTBEHHOIO IIpoIlecca.

4. He sBniercs aAMUHUCTPATUBHBIM IIpaBOHapYIIEHUEM, IPEAyCMOTPEHHBIM
4acThiO 3 HacTosmled CTaThy, MpoAaXka IpaXIaHaMU NpHUHAMJICKAIIUX UM JIMYHBIX
Bemeit nubo MpHOOpeTeHHEe HMMU TOBapOB B paMKax pO3HUYHOM TOproBnu B
KOJIN4ecTBe, HEOOXOAHMOM IJIA TUYHOTO OJIb30BaHM (IOTpebIeHU). ».

3) momonmHUTE cTatheit 15.12.2 cnenyrommero coaepiKaHus:
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«Cratba 15.12.2. HenpeacTaBieHHe cBeleHUil H (MJIM) HapyLIeHHE
HOPAIKAa H CPOKOB NPeJOCTaBJICHHS CBEAECHHI, a TaKKe
HpeAOCTABJICHHE HEMOJIHBIX H (HJIH) HeAOCTOBEPHBIX
CBe/eHHil 0NepaTopy rocyxapcTBeHHOM
HHOpMAIHOHHONH cHCTeMbl MOHHTOPHHTA 32 060POTOM
TOBapOB, MOJIeXKALIUX 00513aTe/IbHO MAPKHPOBKe
cpeacTBaMH HAeHTHQUKAIHH

Hempencrasnenyve cBegeHud M (WiM) HapylleHHe TMOpsAOKa H CPOKOB
NpelOCTaBIEHNUs CBENEHUM, IMPeIyCMOTPEHHBIX MpaBUIaMH MapKHUPOBKH TOBApOB,
nojJiexanux o0s3aTelbHON MapKHUPOBKE CpelCTBAaMM HICHTUPHKAIHH, & TakKke
IpeJoCTaBlIeHUe HEMONHBIX M (MIM) HEJOCTOBEPHBIX CBENEHUH OmepaTopy
rocyJapcTBeHHOH MHQOPMallMOHHON CHCTEMBl MOHHUTOPHHTA 32 000pOTOM TOBApOB,
noAnexamux oOs3aTenbHOM MapKHpOBKE CpeICTBaMHM HICHTHQHUKALNH, eClu
IpeACTaB/IeHUE YKa3aHHBIX CBEICHUH SBIAeTCA OOA3aTETBbHBIM B COOTBETCTBHH C
3aKOHOAaTensCcTBOM Poccuiickoit @exepauyd -

BIeYeT HaJOXeHHe aJIMUHHCTpaTHUBHOro mTpada Ha JODKHOCTHBIX JIHI B
pa3Mepe OT OJHOM ThICAYM A0 NECATU THICAY pyOiel; Ha IOpUINMYECKHUX JIHI[ - OT
IATHAECATH THICAY A0 CTa THICTY pyOneii.

[Tpumeyanne. 3a agMHHHCTpAaTHUBHBIE NPaBOHAPYIICHHUS, NMPEIYCMOTPEHHBIE
HacTosmIel craThel, IKUIa, OCYIIeCTBIIONINe IPEAIIPUHUMATENBCKYIO NeATENbHOCTD
0e3 06pa3oBaHuA IOPUAMYECKOrO JIULA, HECYT aIMUHUCTPATUBHYIO OTBETCTBEHHOCTD
KaK IOpUIUYECKUe JTHIIA.»;

4) B ab3arie mepBoM 4acTu 1 cTatbu 3.5 mocne ciioB «4acthio 2 cTathd 13.39,»
JOIOIHUTE CIIOBaMH «4acThio 5 ctaTthu 15.12.1,»;

5) B wactu 1 ctatem 23.1 cnoBa «crateaMu 15.3 - 15.12» 3aMeHHUTH ciloBaMH
«cTaThaMu 15.3 - 15.12.1»;

6) yacte 1 ctateu 23.49 mocie cnoB «cTatbeil 14.53,» NOMOIHUTE CIOBaMH
«cratbeit 15.12.2,»;

7) cratbio 27.10 JONOIHUTE YacThio 14 CleAyIOMIEero CoMepKaHus:

«14. W3pATEle HEMapKUpOBAaHHBIE TOBaphbl, MOANEXAIIHe 0Os3aTeabHOMH
MapKHpOBKe CpeACTBAMH HACHTU(UKAUWU B COOTBETCIBHH C 3aKOHOAATEIHCTBOM
Poccmiickort ~ Qenepanun, a  TaKke  IPOU3BOACTBEHHOE  00OpYHOBaHHE,

HCIOJIB30BABINCEC [OJIA U3TOTOBJICHUS HEMApKUPOBAaHHBIX TOBApPOB, ITOINIEXKAIIMX
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00s3aTeIbHOM MapKUpPOBKE CpeACTBaMM HASHTH(OUKALMH, IOIJIEXaT BBIBO3Y H

XpaHEHHWI0O BHE MecTa U3BATHA B TOPSAKe, YCTAHOBJIEHHOM OpIaHOM,
OCYLIECTBIAIOMUM (eNepanbHbli TOCYyJapCTBEHHBI Hag3op B obnactu obopoTa
TOBapOB, MTOANEXAMUX 0053aTENbHON MapKUPOBKE CpeICTBAMHU HACHTUGUKALIUHU. »;

8) B myrkTe 63 wactu 2 crateu 28.3 cioBa «cTathedi 15.12» 3aMeHHUTD CIIOBaMH
«ctathaMu  15.12, 15.12.1 (3a wuckmrodeHUEM NOPOU3BOACTBA JIEKAPCTBEHHBIX
HpenapaToB AN MEAUIMHCKOTO IpUMEeHEeHHs), 15.12.2»;

9) wacte 1 crateu 28.7 mocne CIIOB «CHOHPTOCOAEpKAMmIEH MPOXYKIIHH,»
IOIOJNHHUTE CIIOBaMH «060pOTa TOBapoOB, MOMJIEKANIUX 003aTeIbHON MapKHPOBKE
CpeICTBaMH HIEeHTH(UKAIHH,»;

10) gacte 3 cratbu 29.10 JOMOTHUTE MYHKTOM 2.2 CIEAYIOLIET0 CONEePIKAHHU:

«2.2) u3BATHIE W3 HE3aKOHHOTO 000poTa HEMapKUPOBAaHHBIE TOBAphI,
[oJJIexalune 00sa3aTeNpbHOM MapmpVOBKe CpedcTBaMH HACHTH(UKAIIMK, TOAJIeXAT
VHUYTOXXEHHUIO B IOPAIKE, yCTaHOBJIeHHOM [IpaButenscrBoM Poccuiickoi

Denepauu;».
Cratps 2

Baectu B crateo 1 @epepansHoro 3akona oT 15.04.2019 NeS8-03 «O
BHeceHun u3MeHeHund B Kopekc Poccutickoit ®@epeparuu 06 agMUHHCTPATHUBHBIX
IIPaBOHAPYLICHHSX» CIeIYIOIMINe U3MEHEHHU:

1) B myHKTe 3:

a) MOJIYHKT «a» H3JI0XKUTh B CIEAYIOIIEel pelaKIIyiu:

«myHKT 18 mocne cioB «4acThro 5 craThu 14.46.2,» HONONTHHUTH CIOBaMH
«gacTeio 1 crateu 15.12.1 (B uyacTU mpomaku IeKapCTBEHHBIX IIpeNapaTtoB I
MEIULUHCKOTO IPHMEHEHH ),»;

0) MOOMYyHKTHI «0» U «B» UCKITIOYUTh;

B) B IOXMMYHKTE «I» CJlI0Ba «CTaThu 15.12» 3aMeHHTH CIIOBaMU «CTaTbU
15.12.1».



Cratbu 3
Cratpsa 1 Hactosmero @enepalbHOTO 3aKOHA BCTYIAET B CUIY [0 HCTEYEHUHU

IIECTH MECILEB CO OHA €TI0 0(1)KL[H8.JIBHOFO OITYGJII/IKOBB.HI/ISL

ITpe3uneHt
Poccuiickoit enepanuu



HOACHUTEJIBHAS 3AIINCKA

K HnpoeKkTy ¢efepanbHoro 3akona «O pHecennu uimenenuii B Kogexc
Poccuiickoii Pegepaund 06 aAMMHUCTPATHBHLIX NPABOHAPYIUEHHAX (B 4YaCTH
BBeJE€HHS aJMHHHCTPATHBHON OTBETCTBEHHOCTH 32 HapyLleHHe TPeOOBaHHIA
00 o0s3aTeIbHOH MapKHPOBKE TOBAPOB (B TOM 4HCJe JIeKapPCTBEHHBIX
npenapaToB AJS MeJHUHHCKOro NpHUMeHEHH) CpeACTBAMH HAeHTHGHKALIMH H
TpeboBaHMii kK 060pOTY TOBapOB, MOJJIEKANIHX 00A3aTe/ILHOH MapDKHPOBKe
cpedcTBaMH HIeHTH(HKaNKH) H cTaThio 1 DeepaIbHOrO 3aK0HA
«O BHecennu u3menenunit B Kogexc Poccuiickoii ®enepaunu 06
aJMHHHCTPATHBHbLIX IPaBOHAPYIHEHHAX»

IIpoektr  ¢enepanpHOr0  3akOHAa  HampaBlieH Ha  YCTaHOBIEHHE
aIMUHUCTPATUBHON OTBETCTBEHHOCTH 3a IIpaBOHapylileHusd B chepe 00s3aTeNBHOM
MapKHpPOBKH TOBapOB CpeACTBaMH HAeHTUGHUKAIMU U 060p0oTa TaKUX TOBAPOB.

B sTHX Lenix NpoeKToM 3akoHa mpemmaraercs BBecTH B KoAIl crarem
15.12.1 u 15.12.2, ycraHaBiuBaroIye aJMHHUCTPATHBHYIO OTBETCTBEHHOCTH 34
060poT TOBapoB, 6€3 COOTBETCTRYIONIEH MapKUPOBKY, a TaKXkKe 3a HeNpeACTaBIeHUE
(HecooObiienne) cBeeHUd U (WIM) HapylIeHHe IMOPSAKa U CPOKOB MpeNCTaBICHUS
TaKMX CBENEHHMH M 3a [peNOoCTaBICHHE HENOCTOBEpPHBIX CBEINeHUH B
uHGOPMALMOHHYIO CHCTEMY MOHUTOpPHHIA 32 0G0POTOM TOBapOB, MapKHPOBAHHBIX
CpelCcTBaMU HACHTH(PUKALIUH.

Hetictryromas craths 15.12 KoAll «Ilpou3BoncTBo WM mpomaxa TOBAapOB U
IPOAYKLYH, B OTHOWIEHUN KOTOPBIX YCTaHOBJIEHEI TpeOOBaHHUSA II0 MapKUPOBKE H
(unu) HaHeceHMIO HMHQOpMaUuu, 6e3 COOTBETCTBYIOIIEH MAapKHpPOBKH M (MIIH)
nHbOpMaIHH, a TakKe C HapylIeHHeM yCTaHOBISHHOTO MOPSOKa HAaHECEHHS TaKoH
MapKUpOBKH U (Wnu) uHQOpMaIuu» NpedyCMaTpUBaeT OTBETCTBEHHOCTH 3a
IIPOU3BOJCTBO UM 00OPOT IMPOAYKIIMHU:

- 6e3 MapKupoBKM U (WIH) HaHeceHHWss HHQOPMAUUH, NpeayCMOTPEHHOMH
3aKOHOJATENBCTBOM O TEXHHYECKOM pPEeryIHpPOBaHUY;

- 6e3 HaHeCceHMs CITEHHATBHBIX (aKIU3HBIX) MapOK, a TaKkke ¢ HapyIIeHHEM
YCTaHOBIIEHHOTO [TOpSIKa MapKUPOBKH.

B c¢B3M ¢ 3THM mpexacraBiseTcs IenecooOpasHEIM 000COOUTH HOPMEL,

IpedyCMAaTpPUBAIOIINE OTBETCTBEHHOCTD 3a HAPYLICHHS, CBA3aHHBIE ¢ MAPKUPOBKOMR
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TOBapOB CpeACTBaMH HIOeHTHQUKAIKUU OT Cly4YaeB HapylleHHH TpeGoBaHuit 06
HMHOU MapKHPOBKE.

Tekct 15.12 KoAIl B HEIHEHIHEM BHJIE UMEET JIOCTATOYHO OOJIBIION 00BeM H
JOTIONIHEHUE JTOM CTAaThbM YAaCTAMH, YCTaHABIMBAIOLIUMH OTBETCTBEHHOCTH 3a
HapyIIeHHUs, CBS3aHHblE C MAapKHUPOBKOH TOBapOB CpeACTBAMM HICHTH(QPUKAUUH,
«TIePETPY3UT» CTATHIO.

BrigeneHne OTBETCTBEHHOCTH 3a HApYIIEHHWs, CBA3aHHbIE C MapKUPOBKOH
TOBapOB CpeICTBaMU HAEHTU(HUKAUHMH, B OTHelbHBIE crarhil Komekca obmerdut
BOCIIPUATHE IPABOBAIX HOPM ¥ IO3BOJHTH H30€XaTh MPaBOBOM HEOIpPEAEICHHOCTH

IpH KBUTHGHKAIHH [IPaBOHAPYIICHHS.

Heticteyromas crarbs 15.12 KoAIl comepxUT NOHATHHHBIA ammapar, He
COBIaJAOIIUH c TIOHATHHHBIM anmapaToM 3aKOHONIaTeNbCTBRA,
perfiaMeHTHPYIOLIero MapKHUPOBKY TOBapOB CPeICTBAMU HACHTUDUKAIIMH.

U3 rtpebGoBaHuii [OeHCTBYIOIIMX HOPMAaTHBHBIX aKTOB CIEOyeT, YTO
MapKHpOBKa TOBApOB CpPelCTBaMU HASHTH(UKAIIUN MOXET OCYIIEeCTBIATHCS IOCTe
Ipolecca X MPoM3BOJCTBA, HO JO BBoJa UX B 060poT. Takum 0o6pa3oM, B NaHHOM
YaCTU OTBETCTBEHHOCTH 3a IIPOU3BOJCTBO TOBapOB Oe3 MapKUPOBKHU HEe MOXKET OBITE
IIpUMEHEHA K MPOU3BOMUTENSIM TOBApPOB, MOANEXAIIMX MApKUPOBKE CPEeACTBAMH
unenTuduKamu. B TO ke Bpems, yKa3aHHas CTaThsi He CONEPIKUT OTHO3IHAYHOTO
yKa3aHUsg Ha HalW4dHe OTBETCTBEHHOCTH, IPEeNyCMOTPEHHOH 4acThio 9 cTathu 8
3akoHa Ne 381-@3 3a BBeaeHHe B 060pOT TOBapa, B pPe3YdBTaTe KOTOPOTO
Hapyliatorcss  TpeboBaHUsT 00  00s3aTenbHOM  MapKHpOBKE  CpelCTBaMHU
uneHTHQUKaINY, Ha Tepputopuu Poccuiickoit @eneparuu.

IlpuMeHHTeNbHO K HMIIOpTEpaM, OCYIIECTBISAIOIIMM BBO3 TOBapoOB B
Poccuiickyto @enepanuio, BBeeHHEM B 000POT SIBJISETCS BBHIMYCK TaMOXXEHHBIMHU
opraHaMu Ojsi BHYTpPEeHHEro ImorpeGleHUs TOBapa, BBO3UMOro B Poccuiickyio
Qeneparuio mubo (B OTHOLIEHUM TOBapa, BBOUMOIO M3 T'OCYIApCTB - YJIEHOB
EBpasuiickoro SKOHOMMYECKOTO COI03a) - BBO3 IOPUAMYECKHUM JIMLIOM WK
GU3MYEeCKUM JIMLIOM, 3apeTHCTPHPOBAHHEIM B Ka4yeCTBe HHIMBUIYAJLHOIO

IpeanpuHUMarens, ToBapa B Poccuiickyto ®@epepaliuro.
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OtcyrctBre B meiictByromier cratbe 15.12 KoAIl orBeTcTBEHHOCTH 3a BBOJ
HEMapKUPOBAHHBIX CPEACTBaMU HACHTH(UKAUUKA TOBapOB CO3JaeT I[PABOBYIO
HEOIpeIeIeHHOCTh B OTHOLIEHUH ASHCTBUM UL (IIPOU3BOAUTENIEN ¥ UMIIOPTEPOB),
OCYIIECTBISIIOIMX BBOA B 00OpPOT TOBapoB, MOANEKAIIMX 00sI3aTENBHON
MapKHUPOBKE CpelCTBaMU UACHTUGUKAIHH.

CornacHo JaHHO# cTaThe, OTBETCTBEHHOCTh BUHOBHBIX JIMI[ HACTYHaeT 3a
IIPOU3BOJCTBO, NPHOOpeTeHHe, XpaHeHHe, MMEPEeBO3KY B HeNsIX CObITa WU cOBIT
TOBApOB ¥ IPOXYKLHH 63 MapKUpOBKH. IIpH 5TOM, BEIZENAA OTBETCTBEHHOCTH B
OTHOIUEHUH 000pOTa TabayHOM MPOTYKIMH B CaMOCTOSTENbHBIE COCTABBI, CTaThs
15.12 KoAll npeanonaraeT OTBETCTBEHHOCTh TONBKO 33 MPOU3BOACTBO M 060pOT
TabayHOM MPOIYKIIUH.

IIpaBoBele akTEI B 00JaCTM  MAapKUPOBKM TOBapOB  CpeACTBAMMU
UIECHTH(PUKALNY pPEriaMeHTHPYIOT BBOJ TaKHUX TOBapoB B 0060pOT, MX 060pOT H
BbIBOJ K3 obopota. Ilpumuem nonsTue «BBIBOL U3 000poTa» sBisieTcs Oolee
IIMPOKUM, 4eM IOHATHA «COBIT» HIIM «Ipofa)ka», T.K. BKI0YaeT B cebs HE TOJBKO
BO3Me3JHOE, HO U 0Ge3B03Me3THOe OTUYXIEHHE TOBApOB, a TakKxe ACHCTBHS, He
CBs3aHHBIE C OTYY)XJCHHEM TOBApOB — HalpuMep, HUCHONb30BaHHWE TOBAapOB IS
COOCTBEHHBIX HYX/I.

KpoMe Ttoro, cymectByromas OTBETCTBEHHOCTh B cdepe MapKHUPOBKHU
IuddepeHIIpoBaHa B 3aBUCUMOCTH OT BHJa TOBapoB (IpoxyKuuu). Tak B pamkax
cratby 15.12 KoAIl BrimeneHa B OTHOENBHBIE COCTaBEI OTBETCTBEHHOCTH 34
IIPOU3BOACTBO KU OGOpPOT ANKOTOJIBHOH MPOMYKUHH WIM TabadyHbIX u3menuil Oe3
MapKUPOBKH.

IlpensaraeMble HU3MEHEHHS YHHQUUHDPYIOT OTBETCTBEHHOCTH B cdepe
o0s3aTeNbHON MapKUPOBKM TOBAapOB CPeACTBaMM HACHTUPUKAIIUN HE3aBHCUMO OT
- BH/Ia TOBapOB, OCTaBlAsA B chepe perymupoBanus ctathd 15.12 KoAIl MmapkupoBky
TOBApOB B COOTBETCTBUHU C 3aKOHOAATENHCTBOM O TEXHHYECKOM PEeryIHpPOBaHUHU.

B To xe Bpems, BBuUOYy OCOOEHHOCTEM MAapKHUPOBKH CpPEICTRAMH
UAEHTH(DUKAIINY JIEKAPCTBEHHBIX IIPEMapaToB 1 MEeTULHHCKOTO MpHMEHEHMS,

ycTaHoBlIeHHBIx DenepanbHpIM 3akoHOM oT 12.04.2010 Ne 61-®3, B
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CaMOCTOSATENBHBIM COCTaB BBIJIENIAETCS OTBETCTBEHHOCTh 32 MPOM3BOACTBO H
MPOAAXKY JNeKapCTBEHHBIX MpenapaToB sl MEAULMHCKOrO NPUMEHEHUS.

HanHoe wu3MeHeHUMe TIOTpeOyeT BHECeHMS YTOYHSIOIMX [PaBOK B
®epepanbHBIid 3aKoH OT 15.04.2019 N 58-03 "O BHeceHuu usmeHeHuil B Koxgexc
Poccuiickoit @enepaiiuu 06 aIMHUHUCTPATHBHEIX IPaBOHAPYILEHUIX " .

3aKOHOMPOEKTOM IIpeAsiaraeTcs BBECTH 3a IIOBTOPHOE COBEpIIeHNe NeHCcTBUM
o BBOAY B 00OpOT HEMApKHpOBaHHBIX TOBapOB OTBETCTBEHHOCTh B BUJE
KOHQHCKalMK OpYAHs COBCPIIEHHS - MIPOU3BOJACTBEHHOIO OOOpYIOBaHHS,
HCIIONB30BAHHOI0 I M3TOTOBJICHHS HEMAapKHPOBAHHOIO TOBapa, MOJIEXKAIIeTo
o6s3aTenbHOM MapkupoBke. Takas Mepa HalpaBlieHa Ha HpecedeHue MOBTOPHBIX
HapylieHuit B cdepe NpOM3BOACTBa HEMApKUPOBAHHBIX TOBAPOB, IIOJIEKALINX
06s3aTeNIbHOM MapKHUPOBKE CPEICTBAMH HACHTHGHUKAIMM M, KaK CIEJICTBHE — Ha
coxpaieHHe 00beMa [IPOU3BOACTBA HeleranbHoro (KoHTpadhakTHOro) ToBapa.

Bo  B3auMoOCBS3M €  JaHHBIMH H3MEHEHHAME 3aKOHOIPOEKTOM
IpeqycMaTpuBaeTcs OIpeleNieHHe OpraHOB, YIOTHOMOYEHHBIX Ha COCTaBIICHHE
IIPOTOKOJIOB 00 aIMHHHCTPAaTHBHBIX IPABOHAPYIIEHHS H pPacCMOTpeHHEe el 00
aIMUHHCTPaTHBHBEIX IIpaBOHAPYIIEHMS, CBSI3aHHBIX C HapyLIEHUSIMH B cdepe
MapKUpOBKY TOBapOB CpeJCTBAMU UACHTHQHUKAIINU K 000pOTa TAKHX TOBAPOB.

3aKOHOMIPOEKT TaKKe npexycMaTpUBaeT HIOPATNOK U3BATHS
HEMapKHpOBaHHBIX  TOBapOB,  NOJJIeXKAIIMX  MapKHUpPOBKE  CpeAcTBaMHU
UIeHTHQHUKAINH, U 0OOpYyIOBaHHS, WCIONB30BAHHOIO MJIS IIPOM3BOJACTBA TaKHX
TOBapOB, a TakXKe YCTAaHABIMBAeT OO0S3aHHOCTh YHUYTOXEHUS H3BATHIX U3
HEe3aKOHHOT0 060poTa HeMapKHUPOBAaHHEIX TOBAPOB.

B 1memnsx cHWKeHUS aAMMHUCTPAaTHBHOIO JaBlleHHWS Ha OHU3HeC H BO
n30exaHne  HEOOOCHOBAHHOTO  NPHBIEYEHUS  IOPHAWYECKHX  JHI U
IpelnpuHuMaresiedl K OTBETCTBEHHOCTH B YCIOBUSX MPAaBOBOM HEOMpeNENeHHOCTH
[IEpEXOJHOIO MepHona, HEOOXOAMMOro [ aJalTaliii K HOBBIM TpeOOBaHUAM,
Ipe[JlaraeTcs OTIOXUTH CPOK BCTYIUIEHHUS B cuiy cTtaThu | ®eiepansHOrO 3akoHa

Ha MeCTb MECAILIEB CO OHIA €ro O(bPII.II/IaJIBHOI"O OI'[Y6J'II/IKOB3.HI/I}I.



Peanuzanus @emepanbHOro 3aKOHa He IMOBNUAET HAa JOCTIDKEHHE Iefeif
rOCyJapCTBEeHHBIX mporpamMMm Poccuiickoit ®emepaliudl W He NPOTUBOPEUUT
nojoxkenusM Jorosopa o EBpasuifickoM 3KOHOMHYECKOM COIO3e, a TakKke
HOJOKEHHIM HHBIX MEXTYHAPOIHEIX TOroBOpoB Poccutickoit @enepanum.

[Tpunarue DenepanbHOr0 3aKoHa HE MOBIEYET HETAaTHBHBIX COIHAIBHO-

3KOHOMHYECKHX, ¢)I/IH8.HCOBBIX U UHBIX ITOCTIEeACTBHH.



PHUHAHCOBO-9KOHOMHUYECKOE OBOCHOBAHHUE

K MnpoekTy denepaipHoro 3akoHa «O BHecenun wuiMenenudi B Kogekc
Poccuiickoii Pegepannu 00 aIMHHHCTPAaTHBHBIX MPaBOHApYMIEHUAX (B YacTH
BBEJACHHSA aJMHUHHCTPATHBHON OTBETCTBEHHOCTH 32 HapyllleHHe TpeGoBaHH# 06
06s13aTe/IbHOH MapKHPOBKe TOBapoB (B TOM YHCJIE JIEKAPCTBEHHBIX MPEeNapaToB
A MEeAHLHHCKOIO NMpUMeHeHHs) cpeJcTBaMH HAeHTHGHKANHM B TpPeGoBaHMii
K 000poTy TOBapoB, MoAJIexaluXx o0s3aTejbHOH MapKHpOBKe CpeACTBAMH
uaeHTHQHUKANHH) H cTaThbio 1 PeaepanbHoro sakoHa «O BHeCEHHH HM3MeEHeHMUI
B Kogekc Poccuiickoit @eaepanun 00 aIMHHHCTPATHBHLIX IPaBOHAPYHICHHAX»

[Ipunstue @epepansHOro 3akoHa «O BHeceHmm wu3MeHeHHH B Kogexc
Poccuiickolt ®enepaiun 00 aIMHUHUCTPATUBHEIX IIpaBOHApYINEHMAX (B YacTH
BBEICHHA aJMUHHCTPAaTUBHON OTBETCTBEHHOCTH 3a HapylieHHe TpeboBaHuil 06
06s3aTeNIbHON MAapKUPOBKE TOBApoOB (B TOM YHCIIE JIEKAPCTBEHHBIX MpENapaToB Il
MEJULMHCKOro MMPUMEHEHH) CPeCTBaMH HACHTHQUKAIMY U TpeGoBaHuii K 060poTy
TOBapOB, MMOAJIEKAINX 00A3aTeNbHON MapKUPOBKE CPEICTBaMH HICHTHOUKALIUM) U
crateio 1 DepepansHoro 3akoHa «O BHeceHMH W3MeHeHuH B Komekc Poccuiickoit
Qenepanud 06  aAMUHHCTPATHBHBIX  IIPaBOHapyHIEHUSX» He  MOTpebyeT
JOTIOJIHUTENBHBIX PAacXoJOB U3 (elepalbHOro OOMKeTa, MOKPHIBAEMBIX 34 CYET
CpeICTB (elepalbHOro OMOMKeTa, He IMPHBEAET K YMEHBIIEHHIO JHOXOLO0B
denepanpHOro OMOIXKeTa, a TaKke KaKUM-THOO WHBIM H3MEHEHUSM (PUHAHCOBBIX
obs3aTensecTB Poccuiickoit eneparuu.



HNEPEYEHD

aKTOB  (elepajbHOr0  3aKOHOJATENbCTBA,  MOMIEKAUIHX  NPH3HAHHUIO
YTPATHBIIUMH CHJIY, IPHOCTAHOB/ICHHIO, H3MEHEHHIO HJIH MNPHHATHIO B CBH3H C
npuusitueM {DegepanpHoro 3axoHa «0 BHeceHum wuiMeHennii B Kogexc
Poccumiickoit Pegepanun 06 aAMHHHCTPATHBHBIX MpaBoHApYUIeHHAX (B 4acTH
BBeAeHHA aAMHHHCTPATHBHONH OTBEeTCTBEHHOCTH 32 HapyHleHHe TpeGoBaHHii 00
00s13aTe IbHONH MapKHPOBKe TOBAapOB (B TOM 4YHCIe JJeKapCTBEHHLIX NpenapaTos
AJAS MeIHIHHCKOro MpUMeHeHHs) CpeCTBaMH HAeHTHGHKANHH H TpeGoBaHHUI
K 00opoTy TOBapoB, MoAJexKAMIUX 00f3aTeJHbHOH MapKHpPOBKE CpPeACTBaAMH
uaeHTHUKanuu) U ctathio 1 OegepanbHoro 3akoHa «O BHeceHHH M3MeHeHMIl
B Koaekc Poccuiickoit @egepanuu 06 aAMHHHCTPATHBHLIX IPABOHAPYIIEHHAX)

[Ipunarue @enepampHoro 3akoHa «O BHeceHuM u3MeHeHudt B Kopekc
Poccuiickoit ®epepanun 06 aIMUHHCTPAaTHUBHBIX IIpaBOHApyIIeHUAX (B 4YacTH
BBEJEHHUS aIMHUHHCTPATUBHOM OTBETCTBEHHOCTH 3a HapymeHHe TpeboBaHuii 06
00s3aTENBHOM MapKHPOBKE TOBApOB (B TOM YHCIE NEKApCTBEHHBIX MPenapaToB s
MEIUIIHHCKOrO MPUMEHEHHUA) CpeACTBaMH UIeHTHGUKAIUHN U TpeOoBaHU| K 060pOTY
TOBapOB, IOANEXAMUX 00s13aTeNbHON MapKHUPOBKE CPeICTBaMH HACHTU(GHKALNY) U
cratbio | DenpepansHoro 3akoHa «O BHeceHuu usMmeHeHu# B Kopexe Poccuiickoit
®enepaiiuu 06 aAMUHHCTPATHBHBIX NMPABOHAPYIICHUSIX» He NOTpedyeT NMpU3HaHUS
yTPaTHUBIIUMH CHUITY, MPUOCTAHOBIEHHUS, U3MEHEHHS HUNH IPUHATHA HHBIX aKTOB
(benepanbHOro 3aKOHOJATENILCTBRA.
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Hemyraty ['ocynapcTeenHoit JIymer
®epnepansroro CobdpaHus
Poccuiickoit @enepanuu

INPABUTEJALCTBO

POCCHIICKON OEJEPALINHN

Iocypapcreennas Iyma
- @epepanproro Cobpanus

C.A.I'aBpunory

«_08 »___ VIOHA 2020 1. Poccuiickoit @enepanuu
Ne_47054n-M10
MOCKBA

Ha Ne CI'-[14/37 ot 12 mapTa 2020 . e
Tocypapersersiag Myms OC PO
ata 09.06.2020 13:23
M970234.7, 3.21

OPUIMAJIBHBIN OT3EIB

Ha NpoekT degepanbHoro sakoHa 'O sHecennu udmenenu B Kogexc
Poccuiickoil @egepanuu 00 aJMHHHCTPAaTHBHBIX NpaBOHapYLIeHUSAX (B YacTH
BBeJeHUS aIMHUHHCTPATUBHOH OTBeTCTBEHHOCTH 32 HapyIueHHe TpeboBaHuH
00 oGs13aTe/IbHON MAPKHPOBKe TOBapoB (B TOM 4HCJ/Ie JIeKaPCTBEHHBIX
npenapaTroB A/ MEAHIHHCKOr0o NpHMeHEHHs) CpeACTBaMH HAeHTH(PHKALHH
u TpeGoBaHUH K 060pOTY TOBapOB, NOAJERAIHX 00513aTeIbHON MAapPKHPOBKe
cpeacTBaMu HAeHTH(QUKANUH) U cTaThio 1 PegepaibHOro 3akona 'O BHeceHHH
n3meneHuii B Kogekc Poccuiickoit @egepanun 06 aiAMHHHCTPAaTHBHBIX
npaBoHapymenusx'', BHocumblil B I'ocynapcrrennyto Aymy nenyrarom
TocynapcrBennoii {ymbl C.A.I'aBpuioBbIM

B IlpaButensctBe Poccuifckoit dDenepanud paccMOTpeH MpelCTaBlIeHHEIH
poeKT (henepabHOro 3aK0Ha.

3aKOHOMPOEKTOM PEIaraeTCs BBECTH aIMUHUCTPATUBHYIO OTBETCTBEHHOCTh
3a HapylueHue TpeboBaHUN 00 00s3aTelNbHON MapKHpPOBKE TOBAapoOB (B TOM YHCIE
JIEKapCTBEHHBIX IMpenapaToB Ui MEOULMHCKOIO [pPUMEHEHHUS) CpeICTBaMU
uneHTHQUKaMY U TpeboBaHUM K 00OPOTY TOBApOB, MOMMEXKAIMX 00s3aTeNbHOM
MapKHPOBKe CpeICTBaMU UACHTUDUKALNH.

Bmecte ¢ TeM HeoO6XOOMMO KOHKpPeTH3MpPOBAaTL IMPHM3HAKH COCTaBa
NpeaaraeMoro  agMUHHUCTPATUBHOIO I[IPABOHAPYIIEHHA, YTOYHHB 4HacTh 1
[IPOCKTHPYEMOH ctaTeu 15.12 Kopexca Poccuiickoi Depnepariu
00 aIMHHHCTPATHUBHBIX MIpaBoHapyuleHHUsx (manee - KoAIl) myrem momonHeHHs

200401 A8.doc

{HIIHAHI



yKa3aHWEM Ha OOCTOATENECTBO, €CIHM HaHECEHHE TaKOH MAapKUPOBKH SBISETCS
06A3aTeNBHBIM B COOTBETCTBUHU C 3aKOHOAaTenbcTBOM Poccuiickoit Penepanum.

B mpoekTHpyeMmoif  cTaThe 15.12'  KoAIl Heo6XOmuMO  TakxKe
KOHKPETH3UPOBaTh COLEPXKaIIyroCs B 49acTH 4 QOpMYJIHPOBKY IIyT€M YKa3aHHS
Ha HECBS3aHHYIO C BBOAZOM B 00OpOoT peanu3anuioo (Dpomaxy) WIH HHYIO
BO3ME3NHYI mIM Oe3Bo3Me3nHyro mepenady. Kpome Toro, cliefyeT IIpHMBECTH
K eIUuHOoOOpasuio MCIONIb30BaHHbIE GOPMYJIIMPOBKY HEMapKMPOBAHHBEIX TOBApOB U
JIEKapCTBEHHEIX IIPEIapaToB IJI1 MEAUIMHCKOIO INPHUMEHEHHs, a IIpUMeYyaHue 1 K
IPOEKTUPYEMOH CTaThe 15.12" KoAIT nenecoo6passo MCKIOYHTE.

Taxxe B gactax 1 u 2 crared 6.33 KoAIl cnemyer ykasaTh H3BATHUI,
IPEeNYCMOTPEHHBIE HacThio 1 IPOEKTUPYyEMOH CTaThU 15.12' KoAIL

B mpoektupyeMoit cTaThe 15.12° KoAIl cmoBa 'MpeaycMOTPEHHBIX
IpaBUIaMyi MapKHpPOBKU TOBapOB" CHEAYeT WCKIIOUMTH. IIpy 3ToM HEoOXOAMMO
IPeNyCMOTPETh, YTO IOPAAOK U3BATHUA, BBIBO33, XPAaHEHUS M YHHYTOXKEHUI
HeMapKUPOBaHHEIX TOBApPOB, IOIEXKAIUX 0043aTeNbHON MapKUPOBKE CPeACTBAMHU
nneHTHGUKANWH, ycTaHapnuBaeTcs [IpaButenscteoM Poccuiickoit @enepaui.

Hanenenre MOMMKHOCTHBIX JHL (efepalbHOTO OpraHa HCIOJHHTENbHOU
BJIACTH, OCYIECTBIAIOUIEro (emepalbHbIl TOCyHapCTBEHHBIX Han3op B o6macTu
3alIUTBl NpaB MoTpeduTenei, MONHOMOUUSAMH II0 COCTaBIEHHIO IIPOTOKOJIOB IIO
nenaM, IpPeIyCMOTPEHHBIM IIPOCKTUPYEMOHN CTaTbel 15.12* KoAIl, sBmnsercs
U3JTUIITHUM, TIOCKOJIBKY ITYHKTOM 6 CTaThH | 3aKOHONpOEKTa JaHHEBIN (emepaibHbIH
OpraH omnpefeieH B KadecTBe CyObeKTa afMUHUCTPATUBHON IOPUCAUKIMHY 110 TaKUM
genaM, a yacteto 1 crateu 28.3 KoAll Hazmener mpaBoM Ha COCTaBIIEHNE IIPOTOKOJIOB
00 aIMUHUCTPATUBHBIX [IPAaBOHAPYIICHMIX.

Heobxomumo npenycMOTpeTh, YTO 3aKOHONIPOEKT BCTyHaeT B CHIY 4epes
IIECTh MECSLEB [TOCIE ero OQUIMAIBEHOTO Oy OIMKOBAHHUS.

3akononpoekT IlpaBurenscrBom Poccuiickoit Defnepaluy NOLNEPKUBACTCS
TIPX YCIIOBHH €ro NOpaboTKHU C yHeTOM H3N0XKEHHBIX 3aMEYaHUH.

3amecturens [Ipencenarens
[IpaBuTensctBa Poccuiickot denepauny -
PykoBonurens Anmnapara [Ipasurenscraa
Poccuitcxoit depepaunu
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