POCCUMCKAS OEJEPALINA
®EJNEPAJBHBIA 3AKOH

O BHecennn n3menenuii B Kogexc Poccuniickoii @enepanun o6
aJMHHHCTPATHBHLIX IPABOHAPYIIEHHAX

IMpunsar l'ocynapcrBennoit dymoit 26 mas 2021 roga
Omo6pen CoBeToM denepailuu 2 uoHa 2021 roma
Crartpa 1

Buectu B Kopekc Poccuiickoit ®denmepanmun 06 agMHHHCTPATHBHBEIX
npaBoHapymeHusx (Cobpanue 3akoHonartenbcTBa Poccuiickoit ®Denepanuw,
2002, Ne 1, cr. 1; Ne 30, ct. 3029; Ne 44, ct. 4295; 2003, Ne 27, c1. 2700, 2708,
2717; Ne 46, ct. 4434; Ne 50, ct. 4847, 4855; 2004, Ne 31, c1. 3229; Ne 34,
cT. 3529, 3533; 2005, Ne 1, ct. 9, 13, 45; Ne 10, ct. 763; Ne 13, ct. 1075, 1077,
Ne 19, er. 1752; Ne 27, ct. 2719, 2721; Ne 30, ct. 3104, 3131; Ne 50, ct. 5247,
2006, Ne 1, ct. 4, 10; Ne 2, c1. 175; Ne 6, ct. 636; Ne 10, ct. 1067; Ne 12,
cT. 1234; No 17, ct. 1776; Ne 18, ct. 1907; Ne 19, ct. 2066; Ne 23, ct. 2380;
Ne 31, cr. 3420, 3433, 3438, 3452; Ne 45, cr. 4641; Ne 50, ct. 5279; Ne 52,
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cT. 5498; 2007, Ne 1, ct. 21, 29; Ne 16, ct. 1825; Ne 26, ct. 3089; No 30,
ct. 3755; Ne 31, ct. 4007, 4008; Ne 41, ct. 4845; Ne 43, ct. 5084; Ne 46,
cT. 5553; 2008, Ne 18, cr. 1941; Ne 20, ct. 2251; Ne 30, ct. 3582, 3604; Ne 49,
cT. 5745; No 52, ct. 6235, 6236; 2009, Ne 7, ct. 777; Ne 23, ct. 2759, 2767,
Ne 26, ct. 3120, 3122, 3131; Ne 29, crt. 3597, 3642; Ne 30, ct. 3739; Ne 48,
ct. 5711, 5724; Ne 52, ct. 6412; 2010, No 1, ct. 1; Ne 21, ct. 2525; Ne 23,
ct. 2790; Ne 27, ct. 3416; Ne 30, ct. 4002, 4006, 4007; Ne 31, ct. 4158, 4164,
4193, 4195, 4206, 4207, 4208; Ne 41, ct. 5192; Ne 49, ct. 6409; 2011, Ne 1,
ct. 10, 23, 54; No 7, c1. 901; Ne 15, ct. 2039; Ne 17, ct1. 2310; Ne 19, ct. 2715;
Ne 23, ct. 3260; Ne 27, ct. 3873; Ne 29, ct. 4290, 4298; Ne 30, ct. 4573, 4585,
4590, 4598, 4600, 4601, 4605; Ne 46, ct. 6406; Ne 48, cr. 6728, 6730; Ne 49,
ct. 7025, 7061; Ne 50, cr. 7342, 7345, 7346, 7351, 7352, 7355, 7362, 7366;
2012, Ne 6, ct. 621; Ne 10, ct. 1166; Ne 19, ct. 2278, 2281; Ne 24, ct. 3069,
3082; Ne 29, cr. 3996; Ne 31, ct. 4320, 4330; Ne 47, cr. 6402, 6403; Ne 49,
cT. 6757; Ne 53, ct. 7577, 7602, 7640; 2013, Ne 14, ct. 1651, 1666; Ne 19,
cT. 2323, 2325; Ne 26, ct. 3207, 3208; Ne 27, ct. 3454, 3470, 3478; Ne 30,
ct. 4025, 4029, 4030, 4031, 4032, 4034, 4036, 4040, 4044, 4078, 4082; Ne 31,
cT. 4191; Ne 43, cr. 5443, 5444, 5445, 5452; Ne 44, ct. 5624, 5643; Ne 48,
cT. 6159, 6161, 6165; Ne 49, ct. 6327, 6341; Ne 51, ct. 6683, 6685, 6695; Ne 52,

cT. 6961, 6980, 6986, 7002; 2014, Ne 6, ct. 559, 566; Ne 11, ct. 1092, 1096;

%

14, ct. 1561, 1562; Ne 19, cr. 2302, 2306, 2310, 2324, 2325, 2326, 2327,

2330, 2335; Ne 26, ct. 3366, 3379; Ne 30, ct. 4211, 4218, 4228, 4233, 4244,



4248, 4256, 4259, 4264, 4278; Ne 42, ct. 5615; Ne 43, ct. 5799; Ne 48, cT. 6636,
6638, 6642, 6651; Ne 52, ct. 7541, 7550, 7557; 2015, Ne 1, ct. 29, 67, 74, 83,
85; Ne 10, ct. 1405, 1416; Ne 13, ct. 1811; Ne 18, cr. 2614, 2620; Ne 21,
cT. 2981; Ne 24, ct. 3370; Ne 27, ct. 3945, 3950; Ne 29, ct. 4359, 4374, 4376,
4391; Ne 41, cr. 5629, 5637; Ne 44, ct. 6046; Ne 45, ct. 6205, 6208; Ne 48,
cT. 6706, 6710; Ne 51, ct. 7250; 2016, Ne 1, ct. 11, 28, 59, 63, 84; Ne 10,
ct. 1323; Ne 11, ct. 1481, 1491, 1493; Ne 18, cT. 2514; Ne 23, ct. 3285; Ne 26,
ct. 3871, 3876, 3884, 3887, 3891; Ne 27, cr. 4160, 4164, 4183, 4197, 4205,
4206, 4223, 4226, 4238, 4251, 4259, 4286, 4291, 4305; Ne 28, ct. 4558; Ne 50,
ct. 6975; 2017, Ne 1, c1. 12, 31, 47; Ne 7, ct. 1030, 1032; Ne 9, cT. 1278; Ne 11,
ct. 1535; Ne 17, ct. 2457; Ne 18, c1. 2664; Ne 22, ct. 3069; Ne 23, cr. 3227,
Ne 24, c1. 3487; Ne 27, ct. 3947; Ne 30, ct1. 4455; No 31, ct. 4738, 4755, 4812,
4814, 4815, 4827, 4828; Ne 47, cT. 6844, 6851; Ne 49, ct. 7308; Ne 50, ct. 7562;
Ne 52, ct. 7919, 7937; 2018, Ne 1, ct. 21, 30, 35, 48; Ne 7, ct. 973; Ne 18,
cT. 2562; Ne 30, ct. 4555; Ne 31, ct. 4824, 4825, 4826, 4830, 4851; Ne 41,
cT. 6187; Ne 42, cT. 6378; Ne 45, c1. 6832, 6843; Ne 47, ct. 7125, 7128; Ne 53,
cT. 8436, 8447; 2019, Ne 6, ct. 465; Ne 10, ct. 893; Ne 12, ct. 1216, 1217, 1218,
1219; Ne 16, ct. 1819, 1821; Ne 22, ct. 2669; No 25, ct. 3161; Ne 29, ct. 3847,
Ne 30, cT. 4119, 4121, 4125, 4131; Ne 42, ct. 5803; Ne 44, cT. 6178, 6182; Ne 46,
cT. 6417; Ne 49, cT. 6964, 6968; Ne 51, ct. 7493, 7494, 7495; Ne 52, ct. 7766,
7811, 7819; 2020, Ne 14, ct. 2002, 2019, 2020, 2029; Ne 50, ct. 8065; 2021,

Ne 1, ct. 50, 51, 70; Ne 6, cT. 959; Ne 9, ct. 1461, 1466; Ne 11, cr. 1701; Ne 15,



cT. 2431; Ne 18, cT. 3046) cnenyromue U3MEHEHU:

1) crarpro 6.34 U3NIOXKKUTE B CIEAYIOIIEH pelaKIuu:

«Crartps 6.34. IIpon3BoacTBO HWJIH MNpoAaxa JeKaAPCTBEHHBIX
npemnaparoB AJsi MeIHIHHCKOI0O NpHMeHeHHs 0e3
HAaHECEeHHS CpeICTB HAeHTH(puKanum Jaubo c
HapylleHHeM  YCTAHOBJEHHOI0  MOpsiAKa  HX
HaHeceHHsl JH00 HecBOeBpeMEHHOe BHeECEHHe
JAaHHBIX B CHCTEMY MOHHTOPHMHIA [IBHKEHHS
JIEKAPCTBEHHBIX MpPeNnapaTroB Ajdsi MeAHIIHHCKOro
NpHMeHEeHHs] WIH BHECEHHEe B Hee HEJOCTOBEPHBIX
AAHHBIX

1. IIpowsBomcTBO uUIM NpoAaka JEKApCTBEHHBIX IpenaparoB s
MEIMIIMHCKOTO NMpUMEHeHHsI 0e3 HaHeCeHHs] Ha HUX CPEICTB HUIAeHTH(HKAIHH,
IpeIyCMOTPEHHBIX 3aKOHONATeNIbecTBOM Poccuiickoit ®epepammu, mmubo ¢
HapyIleHHeM IOpsiika WX HAaHECEHHS, YCTaHOBIEHHOT0 3aKOHOJATEeIbCTBOM
Poccuiickoii @eneparuu, B ciydae 00s3aTeTbHOCTA HaHECEHUS TaKMX CPENCTB
UAeHTUOUKALUU, eCcli 3TU JeiicTBus (Oe3neiicTBHE) He comep)kaT IPHU3HAKOB
yTOJIOBHO HAaKa3yeMOoro JesHus, -

BJIEUET HaJIOXKEHHUE afMUHUCTPATUBHOrO ITpada Ha JODKHOCTHBIX JIUI B
pa3Mepe OT MATH THICAY JO JECATH ThICSY pyOJiell ¢ KoHpHcKanueil mpeaMeToB
aJAMHUHUCTPATUBHOI'O IpaBOHApYIICHHUS; Ha IOPUIAYECKUX
JIMI - OT MATUIAECATH THICAY IO CTa THICSY pyOieit ¢ KoH(pHCcKanueld mpeaMeToB
aAMUHHUCTPATUBHOIO IIPaBOHAPYIICHHUS.

2. HecBoeBpeMeHHOe BHECeHHWE [JaHHBIX B CHCTEMY MOHHUTOPHHIA

ABHOKECHUS JICKAPCTBCHHBIX IIPENApaToB IJIsI MECOUIIMHCKOIO IIPUMEHCHHUS HIIHA

BHECCHHEC B HEC HENJOCTOBEPHBIX NAaHHBIX -



BJIeYeT HaJIOXKEHHE aIMUHUCTPATHBHOTO ImTpada Ha JODKHOCTHBIX JIUI] B
pasMepe OT MATH THICAY 0 ACCATH ThICAY pyOneil; Ha IOPUINIECKUX JIHI - OT
MATHAECATH THICAY IO CTA THICAY pyOmeit.»;

2) B crarbe 15.12:

a) HaMMEHOBaHUE U3JIOKUTD B CIEAYIONIEH pelaKIIiu:

«Crtarpst 15.12. [Ipom3BoacTBO, BBOA B OOOpPOT MJIH NpoAaKa

TOBApPOB H MNPOAYKHHH, B OTHOIIEHHH KOTOPBIX
YCTAHOBJIEHbI TpeOOBaHHS MO MAapKHPOBKe H (WJIH)
HaHeCeHHI0 HHpopmanuH, 0e3 cooTBeTCTBYyIOLIEH
MapKHpOBKH H (uau) uHPopMaunuH, a TaKkKe C
HapyllleHHEM YCTAHOBJIEHHOT0 MOPSIAKA HAHECEHHS
TaKOH MapKHPOBKH H (W1H) HHGOpMALIHA»;

6) B ab3ame mnepBoM dYacTH | ToOCIe CIOB «MHIWBUIYAILHBIM
IpennpuHUMAaTeneM» JONOJHUTh CIOBaMH «, BBOIL B 000pOT», CIlIOBa
«MPOAYKIINHU, YKa3aHHON B 4acTH 3 HACTOSIIEH CTaThH,» 3aMEHHTh CJIOBaMH
«CIIy4aeB, IPeIyCMOTPEHHBIX YaCThbiO 3 HACTOSAIIEH CTaThbU M YacThiO 1 CTaThH
6.34 nacrosmero Konekca,»;

B) B a03alle IepBOM YacTH 2 CJIOBa «IPOAYKLIHH, YKa3aHHOW B dacTd 4
HacCTOfIIEe! CTaTbd,» 3aMEHHUTh CIIOBAaMH «CJTy4aeB, MPEIYCMOTPEHHBIX YACTBIO
4 gacrosIel cTaThd M YacThio 1 ctaThd 6.34 HacTosmero Komekca,»;

r) B ab3ale nNepBOM YacTH 3 CJIOBA «HJIM TaOa4HBIX U3HENIU» 3aMEHHUTH

CIIOBaMH «JI6O0 MPOU3BOJCTBO, BBOA B 000POT Taba4yHBIX U3NEIIHI»;

JI) AOIIOJIHATD ITPUMEYaHUEM CIICAYIOLIETO COACPXKaAHUA:



«Il puMeduanue IlogToBapoMm, mpomykuueu, usgeianem Oe3
MapKHPOBKH B HACTOSIIEH CTaTbe MOHMMAIOTCS TOBap, MPOIYKIHUs, U3aenue 6e3
TOrO BHJIAa MAapKHUPOBKH (CpencTBa MACHTU(DUKALNY, CIENUATLHON (aKLIU3HOMH)
MapKH, APYroro crocoda MapKHpOBKH), TpeOOBaHHE O HaHECEHHH KOTOPOTO
IpeayCMOTPEeHO 3aKoHoAarenbcTBoM Poccuiickoit Penepanuu.»;

3) momonHUTH cratbeit 15.12 crnenyromero conepxanus:

«Crates 15.12%.

HenpeacraBienne cBeleHHMH H (WiIM) HapyuleHHe
NOPAJAKA M CPOKOB NMpeACTABJ/ICHHsl CBeJeHH# 100
npeacTaB/eHHe HEMOJHBbIX W (HJIH) HeJ0CTOBEPHBIX
CBeAeHHH onepaTopy rocyiapcTBeHHOM
HHPOpPMANHOHHONH CHCTEMbl MOHHMTOPHMHIa 3a

o00poTOM TOBAapoOB, MNOAJIEXKAIMUX 00M3aTebLHOM

MapKHPOBKE cpecTBaMH HAeHTH(UKAHH

Henpencrasnenue cBeneHwii W (KMiaM) HapylleHHe NOpSAAKa U CPOKOB
IpENCTaBICHUsT CBENEHUH, INPEIyCMOTPEHHBIX IpaBUJIaMH MapKUPOBKH
TOBapOB, ITOIJIEKAIINX o0s13aTeNnbHOM MapKHPOBKeE CpPEACTBaMHU
UACHTUGUKAIMK, JTHUOO INpencTaBlieHHe HEMONHbIX W (WJIM) HEIO0CTOBEPHBIX
CBElCHUI  omeparopy TIOCYHapCTBEHHONH  HHQPOPMAIMOHHOW  CHCTEMBI
MOHHUTOpPUHTA 32 000POTOM TOBApOB, MOMJIEKAIUX 00s3aTEILHOR MapKHpPOBKE
CpeICcTBaMM HACHTH(QUKAIMM, €CIH IpeACTaBlIeHHEe YKa3aHHBIX CBEACHUM
ABJIsieTcs 00s3aTeNbHBIM B COOTBETCTBHM C 3aKOHOATENILCTBOM Poccuiickoit
®enepanuy, -

BlI€YeT IpeXynpexeHne WIA HaJoXeHue aJMUHUCTPATUBHOrO ImTpada
Ha JIOJDKHOCTHBIX JIMIl B pa3Mepe OT OIHOM THICAYM JI0 JECATH ThicAY pyOieii; Ha

IOPUIUYCCKUX JIUII - OT IIATHACCATH THICAY 10 CTA ThICAY py611e1>‘1.»;
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4) B yactd 1 crarem 23.1 cioBa «cTaresMH 6.33,» 3aMEHHUTH CJIOBaMHU
«cTarbeit 6.33, gacTeio 1 cTatbu 6.34, CTAaThsIMUY;
5) B yactu 1 cratbu 23.81 mudpsl «6.34» 3aMEeHUTH CIOBAaMH «4YacThio 2
crared 6.34»;
6) raBy 23 AONONHUTH cTaTtheil 23.93 clieAyIomero conepKaHus:
«Cratps 23.93. ®eaepaibHbie OPraHbl HCHOJIHATEILHOM BJIACTH,
OCYIIeCTBIsIIOINe QYHKIHHA N0 KOHTPOIIO (HAA30PY)
B cepe oOpaieHus1 TOBapoOB, MOAJIEKAMIUX
MapKHPOBKe CPeICTBAMH HAeHTHPHKANUH, C
HCI0Jb30BaHAEM TOCYAapCTBEHHO#
HHPOPMALHOHHOH CHCTEeMbl MOHHTOPHHTA 32
00opoToM TOBapoOB, NOAJIEKAIINX 00532 TE/ILHOI
MapKHPOBKe CpPeCTBAMH HACHTH(PHKALHH
1. ®enepanpHble OpraHbl HCHOJHHUTEILHOH BIACTH, OCYIIECTBIISIOIINE
GbyHKIMH 10 KOHTPOMIO (Ham3opy) B cdepe oOpaleHus: TOBApPOB, MMOIIENKANIUX
MapKUpOBKeE CpelcTBaMH UeHTUUKAINH, c HCIIONBb30BaHUEM
rocyJlapCTBEHHOX HHGOPMAIMOHHON CHCTEMBI MOHHUTODHHTa 3a 000pOTOM
TOBAapOB, HOAJIeXKAINX 00s13aTeNIbHON MapKHAPOBKE cpeACcTBaMH
uaeHTuuUKauu (Jamee - UWHGOpPMAlMOHHAs CHCTeMa MOHHTOPHHTIA),
paccMaTpuBalOT  gena 00 — agMMHHCTPATHBHBIX  NpaBOHApPYLICHHSX,
s 1
IIpexyCMOTpeHHBIX cTarbel 15.12° nacrosmero Kopexca.
2. PaccmarpuBare gena 00 aJMHUHUCTPATUBHBIX NPaBOHApPyLIEHUSX
OT HMEHHM OPraHOB, YKa3aHHBIX B 4aCTH 1 HaCTOAIIEH CTaThH, BIIpaBe:

1) pykoBogutenu (emepaabHBIX OpPraHOB MCIIOJHHUTENLHOM BIACTH,

OCYIIECTBIIIOMUX (YHKIMH IO KOHTpOMO (Han3opy) B cepe obpameHus



TOBapoOB, NOJJEXKAIIUX MapKHPOBKE CPENCTBaMH HMACHTUGUKALMH, C
HCIIOJIb30BaHMEM HHGOPMAIIMOHHON CHCTEMbI MOHUTOPHHTA, X 3aMECTUTEIIH;

2) pyKOBOOMTENN CTPYKTYPHBIX MOApa3NeNieHu (enepalbHbBIX OpPraHoB
UCITOJTHUTEIHHOU BIIACTH, OCYIIECTRISIOMUX (DYHKIIMH 10 KOHTPOIIO (Haa30py)
B cdepe oOpallleHUssT TOBApPOB, TMOJJIEKAIUX MAPKUPOBKE CpPEICTBAMHU
NACHTUQUKALIMKA, C  HCIOJb30BaHMEM  HMHGQOPMAIMOHHOW  CHCTEMBI
MOHUTOPHHTA, UX 3aMECTHTEIIH;

3) pyKOBOIUTENIN TEPPUTOPHAIBHBIX OPraHOB (emepabHBIX OpPraHoOB
HCIIOTHUTEIBHON BIIACTH, OCYIIECTBILTIOIUX QYHKIIMH IO KOHTPOIIO (HAA30py)
B chepe oOpamieHds TOBapoB, INOJIEKAIIMX MapKUPOBKE CpeACTBAMHU
UACHTAGUKAMKA, C  HMCHOJIb30BaHHeM  HWH(OPMAIMOHHOH  CHUCTEMBI
MOHUTOPUHTA, UX 3aMECTHTEIIH. »;

7) B wactu 2 crareu 28.3:

a) mMyHKT 18 mocne cnoB «cTtarbu 6.33,» HONOJHUTH CIOBaMH «4YacThiO 1
cratbt  6.34,», cimoBa «dactelo 2 ctatbu 15.12 (B wactu oOpamneHus
JIeKapCTBEHHBIX IpenapaToB JJIsi MEUIIMHCKOTO IPUMEHEHHUS ),» UCKIIIOUUTS;

0) B myHKTe 63 ciioBa «(3a UCKIIIOYEHNEM HApyIICHHH IIpH IPOU3BOIACTBE
U O0paleHny JIeKapCTBEHHBIX IpernapaToB IS MEIWIIMHCKOTO IMPUMEHEHHs)»
ACKIIIOYHT;

B) B MyHKTe 66 cioBa «4acThio 1 (3a HCKIIOYEHHEM HapyLIeHUH NpU
IPOU3BOJICTBE JIEKAPCTBEHHBIX MpENapaToB IS MEAUIMHCKOrO IPUMEHEHHUS) U

YacThIO 3» 3aMEHUTH CJIOBAMH «4acTIMHU 1 u 3»;
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r) B myHkre 111 mudpsr «15.12)» 3amenuTs MUQpamMu «6.34;

8) gacte 1 crareu 28.7 mocie CIOB «CIHAPTOCOAEPKAINEH TPOLYKIHH,
JOMNOJHUTE CIIOBaMH «00 OCHOBaX roCyJapCTBEHHOTO PETyIMPOBAHUSA TOProBOM
NesITeNbHOCTH (B 9acTH aJIMMHHUCTPATUBHBIX MpaBOHAPYIIEHHIA,
IIpefyCMOTpeHHBIX cTaThed 15.12 Hacrosmero Kogxekca), 06 oOpamennn
JIEKapCTBEHHBIX CPEACTB, B O0OIaCTH».

Crartbs 2

Hacrosmmit ®enepanbHpiii 3akoH BeTynmaeT B cuiny ¢ 1 gexabps 2021

rojaa.

KAHUENSPUA )= B

ApEe3UIEHT
(oickoit Denepaunn  B.IlyTun

Mocksa, Kpemiib
11 mrons 2021 roga
Ne 204-D3



