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Cratbs 1

Buectu B Komekc Poccuiickoit @emepatiyy 06 afMUHUCTPATUBHBIX
npaBoHapyueHusx (Cobpanme 3akoHomaTenbcTBa Poccuiickoit ®emepanyn,
2002, N 1, ct. 1; N 30, cT. 3029; N 44, cT. 4295; 2003, N 27, cT. 2700, 2708,
2717; N 46, cT. 4434; N 50, cT. 4847, 4855; 2004, N 31, cT. 3229; N 34, cT.
3529, 3533; 2005, N 1, cT. 9, 13,45; N 10, cT. 763; N 13, ct. 1075, 1077; N
19, cT. 1752; N 27, cT. 2719, 2721; N 30, cT. 3104, 3131; N 50, cT. 5247,
2006, N 1, cT. 4, 10; N 2, cT. 175; N 6, cT. 636; N 10, cT. 1067; N 12, cT. 1234;
N 17, ct. 1776; N 18, cT. 1907; N 19, cT. 2066; N 23, cT. 2380; N 31, cT. 3420,
3433, 3438, 3452; N 45, cT. 4641; N 50, cT. 5279; N 52, cT. 5498; 2007, N 1,
cT. 21, 29; N 16, cT. 1825; N 26, cT. 3089; N 30, cT. 3755; N 31, cT. 4007,
4008; N 41, cT1. 4845; N 43, c1. 5084; N 46, cT. 5553; 2008, N 18, cT. 1941; N
20, cT. 2251; N 30, cT. 3582, 3604; N 49, cT. 5745; N 52, cT. 6235, 6236;
2009, N 7, ct. 777; N 23, cT. 2759, 2767; N 26, cT. 3120, 3122, 3131; N 29, cT.
3597, 3642; N 30, cT. 3739; N 48, cT. 5711, 5724; N 52, cT. 6412; 2010, N 1,
ct. 1; N 21, cT. 2525; N 23, cT. 2790; N 27, cT. 3416; N 30, cT. 4002, 4006,
4007; N 31, cT. 4158, 4164, 4193, 4195, 4206, 4207, 4208; N 41, ct. 5192; N
49, cT. 6409; 2011, N 1, cT. 10, 23, 54; N 7, cT. 901; N 15, cT. 2039; N 17, cT.
2310; N 19, cT. 2715; N 23, cT1. 3260; N 27, cT. 3873; N 29, cT. 4290, 4298; N
30, cT. 4573, 4585, 4590, 4598, 4600, 4601, 4605; N 46, cT. 6406; N 48, cT.
6728, 6730; N 49, ct. 7025, 7061; N 50, cT. 7342, 7345, 7346, 7351, 7352,
7355, 7362, 7366; 2012, N 6, cT. 621; N 10, cT. 1166; N 19, cT. 2278, 2281; N
24, cT. 3069, 3082; N 29, cT. 3996; N 31, cT. 4320, 4330; N 47, cT. 6402,



6403; N 49, cT. 6757; N 53, cT. 7577, 7602, 7640; 2013, N 14, cT. 1651, 1666;
N 19, cT. 2323, 2325; N 26, cT. 3207, 3208; N 27, cT. 3454, 3470, 3478; N 30,
cT. 4025, 4029, 4030, 4031, 4032, 4034, 4036, 4040, 4044, 4078, 4082; N 31,
cT. 4191; N 43, cT. 5443, 5444, 5445, 5452; N 44, cT. 5624, 5643; N 48, CT.
6159, 6161, 6165; N 49, cT. 6327, 6341; N 51, cT. 6683, 6685, 6695; N 52, cT.
6961, 6980, 6986, 7002; 2014, N 6, cT. 559, 566; N 11, cT. 1092, 1096; N 14,
cT. 1561, 1562; N 19, ct. 2302, 2306, 2310, 2324, 2325, 2326, 2327, 2330,
2335; N 26, cT. 3366, 3379; N 30, cT. 4211, 4218, 4228, 4233, 4244, 4248,
4256, 4259, 4264, 4278; N 42, cT. 5615; N 43, cT. 5799; N 48, cT. 6636, 6638,
6642, 6651; N 52, cT. 7541, 7550, 7557; 2015, N 1, cT. 29, 67, 74, 83, 85; N
10, cT. 1405, 1416; N 13, cT. 1811; N 18, cT. 2614, 2620; N 21, cT. 2981; N 24,
cT. 3370; N 27, cT. 3945, 3950; N 29, cT. 4359, 4374, 4376, 4391; N 41, cT.
5629, 5637; N 44, ct. 6046; N 45, cT. 6205, 6208; N 48, cT. 6706, 6710; N 51,
cT. 7250; 2016, N 1, cT. 11, 28, 59, 63, 84; N 10, cT. 1323; N 11, cT. 1481,
1491, 1493; N 18, cT. 2514; N 23, cT. 3285; N 26, cT. 3871, 3876, 3884, 3887,
3891; N 27, cT. 4160, 4164, 4183, 4197, 4205, 4206, 4223, 4226, 4238, 4251,
4259, 4286, 4291, 4305; N 28, cT. 4558; N 50, c1. 6975; 2017, N 1, cT. 12, 31,
47;N 7, ct. 1030, 1032; N 9, cT. 1278; N 11, cT. 1535; N 17, cT. 2457; N 18,
CT. 2664; N 22, cT. 3069; N 23, cT. 3227; N 24, cT. 3487; N 27, cT. 3947; N 30,
cT. 4455; N 31, cT. 4738, 4755, 4812, 4814, 4815, 4827, 4828; N 47, cT. 6844,
6851; N 49, ct. 7308; N 50, cT. 7562; N 52, cT. 7919, 7937, 2018, N 1, cT. 21,
30, 35,48; N 7, cT. 973; N 18, cT. 2562; N 30, cT. 4555; N 31, cT. 4824, 4825,
4826, 4830, 4851; N 41, cT. 6187; N 42, cT. 6378; N 45, cT. 6832, 6843; N 47,
cT. 7125, 7128; N 53, cT. 8436, 8447; 2019, N 6, cT. 465; N 10, cT. 893; N 12,
cr. 1216, 1217, 1218, 1219; N 16, cT. 1819, 1821; N 22, cT. 2669; N 25, CT.
3161; N 29, cT. 3847; N 30, cT. 4119, 4121, 4125, 4131; N 42, cT. 5803; N 44,
cT. 6178, 6182; N 46, cT. 6417; N 49, cT. 6964, 6968; N 51, cT. 7493, 7494,
7495; N 52, ct. 7766, 7811, 7819; 2020, N 14, ct. 2002, 2019, 2020, 2029; N
50, ct. 8065; 2021, N 1, ct. 50, 51, 70; N 6, cT. 959; N 9, cT. 1461, 1466; N 11,
cT. 1701; N 15, cT. 2431; N 18, cT. 3046) cnenyiomiue M3MeHeHUS

1) craTbio 6.34 U3JIOKUTH B CJIEAYIOLIEN peagaKIun:

"Cratbs 6.34. [Ipon3BOACTBO MM MPOAAsKa JieKapCTBEHHBIX IIPernapaToB
IJISI MeIVLIMHCKOTO MpUMeHeHust 6e3 HaHeCeHUsI CPeICTB UaAeHTUhUKALINA
160 C HapylIeHeM YCTaHOBJIEHHOTO MOPsIIKa UX HaHeCeHus 6o
HeCBOeBpPeMeHHOe BHeCeHNe JaHHbIX B CUCTEeMY MOHUTOPUHTA ABVOKEHUS
JIeKapCTBEHHbIX MPernapaToB A1 MeIULMHCKOTO IPUMeHeHUs UIN
BHECEHMe B Hee HeJOCTOBEPHBIX JaHHBIX



1. [Tpon3BOACTBO WM ITPOAAsKa JIeKapCTBEHHbBIX MperapaToB /s
MeIUIMHCKOTO IIpUMeHeHMs 6e3 HaHeCceHMs Ha HUX CPeiCTB
UaeHTUPUKaLUU, TPeAyCMOTPEHHbIX 3aKOHOAATeNbCTBOM Poccuiickoii
denepanyn, 11060 c HapyIIeHMEM MTOPSIAKA MX HAHECEeHMSI, yCTAHOBJIEHHOTO
3aKoHoJaTenbcTBOM Poccuiickoit Demepaiiuy, B ciaydae o0s13aTeIbHOCTU
HaHeCEeHMSI TaKUX CPeACTB UACHTUGUKALIMNA, €CJIU OTU NeCTBUS
(6e3meiicTBIME) He COMIepsKaT IMPU3HAKOB YTOJIOBHO HAKa3yeMOro IesTHMS, -

BJIeUeT HAJIOXKEeHMe afMUHUCTPATUBHOTO ITpada Ha JO/DKHOCTHBIX JIAIL B
pasMepe OT ISITU ThICSY 10 AECSITU ThICSY py0Jielt ¢ KoHucKalmei
rpeaMeTOB aAMMHUCTPATUBHOTO IIPaBOHAPYILIEeHUS ; HA IOPUANUECKUX JIUI]L
- OT MSITUIECSTY THICSY A0 CTa THICSY pyosieit ¢ KoHMCKaIMel MpeaMeTOB
aJIMMUHUCTPATUBHOTO ITpaBOHAPYLIEHUS.

2. HecBoeBpeMeHHOe BHeCEeHMe JaHHbIX B CUCTEMY MOHUTOPUHTA
I BYDKEHMSI JIeKapCTBEHHBIX IIPEINapaToB AJII MeJUIIMHCKOTO IPYMEeHeH ST
VIV BHECEHME B Hee HeJJOCTOBEPHBIX TaHHBIX -

BJIeUeT HAJIOXKeHVe afMUHUCTPATUBHOTO ITpada Ha JO/DKHOCTHBIX JIUIL B
pasMepe OT ISTU ThICSY 10 AECSITU ThICSY py0Jieit; Ha I0pUaANIeCKUX JIAI] -
OT MSTUAECSITU THICSIU 10 CTa THICSIY pyo6IIeit.”;

2) B cTatbe 15.12:
a) Ha¥MEeHOBaHMe U3JIOKNUTH B CJIeIYIONIei peaaKImn:

"Cratbst 15.12. [TpousBoACTBO, BBOJ B 060POT WJIM MTPOJIaska TOBAPOB U
MIPOAYKIMM, B OTHOLIEHVM KOTOPBIX YCTAHOBJIEHBI TPe6OBaHMS 110
MapKMUpPOBKe U (MIM) HaHeCeHM 0 MHbOopMalK, 6e3 COOTBETCTBYIOIIE
MapKMUPOBKM U (M) MHDOpMALIMK, a TAaKKe C HapylleHueM
YCTAHOBJIEHHOTO MOPSKa HAHECEHUS TaKOM MapKUPOBKU U (UJITN)
MHpopmalun';

6) B ab3arie mepBoMm 4acTy 1 mocsie ¢JIOB "MHAVMBUIYaTbHBIM
MpeaNpyuHUMAaTe eM" TOOJHUTD CJIOBaMU ", BBOJ, B 000pOT", CJI0Ba
"IPOLYKLMY, YKA3aHHO B YaCTU 3 HACTOSLIEN CTaTby," 3aMEeHUTh CJIOBaMU
"cIyyaeB, MpeIyCMOTPEHHbBIX YaCThIO 3 HACTOSII el CTaTby M 4acThIo 1
ctaTtby 6.34 HacTosero Komekca,";

B) B ab3alie mepBOM YacTy 2 (JIOBA "TIPOAYKIMM, YKa3aHHO B YacTu 4
HACTOSIIIeN CTaTh!," 3aMEeHUTb CJIOBAaMM "C/IydyaeB, IIpelyCMOTPEHHBIX



YacThlo 4 HACTOIIel CTaTbU M 4acTbio 1 cTaTby 6.34 HACTOSIIIEro
Kogpexkca,";

r) B ab3alie mepBOM YacTy 3 ¢JIoBa "MJIM TabauHbIX M3Heanil" 3aMeHUTh

c1oBaMu "160 MPOM3BOACTBO, BBOJ B 000POT TabauHbIX U3OeINii";
1) IOTIOJTHUTH TIpUMeYaHMEM CJIEAYIOIIErO COMEPsKaHMS :

"Tipumeuanne. [Tox ToBapoM, TPOAYKIIMEN, U3aeaneM 6e3 MapKUPOBKY B
HaCTosIel cTaTbe TOHMMAIOTCS TOBap, MPOAYKIMS, U3aenne 6e3 Toro Buaa
MapKUPOBKHU (CpefcTBa AeHTUhUKALIMY, CTIelaTbHO (aKIM3HOI) MapKu,
Ipyroro crioco6a MapKupoBKHu), TpeboBaHMe O HAHeCEeHUM KOTOPOTO
MpenyCcMOTPEeHO 3aKOHOIaTeIbCTBOM Poccuiickoit ®epgepainn.”;

3) DOTIOTHUTD cTaTheli 15.12.1 cemytomiero comepskaHms:

"CraTbs 15.12.1. HenmpeacTaBiaeHue cBegeHMII U (MJIM) HapyIIeHMe MOPSaKa
M CPOKOB TpeCTaB/IeHs CBeeHNi MO0 IpecTaBlIeH e HETTOTHbIX U
(M) HeJOCTOBEPHBIX CBEIEHU I OTIepaTOPy roCyAapCTBEHHOM
MHGPOPMAIMOHHO CUCTEMbI MOHUTOPMHIA 32 0O0POTOM TOBApPOB,
MoJIeKalX 00s13aTeIbHOM MapKUPOBKe CpeaCcTBAMU UAeHTUGUKAIUNA

Hemnpencrasnenue ceefgennit 1 (M) HapylieHue MOpsAKa U CPOKOB
MpefCcTaBJIeHUs CBeIeH, TPeayCMOTPEHHBIX ITPaBMIAMU MapKUPOBKHA
TOBapOB, MOJJIeXXaIIX 00513aTe/IbHOI MapKMUPOBKe CpeiCTBAMM
uaeHTUGUKaALNUH, 16O TTpeACcTaBIeHe HEIIOJHBIX U (M) HeJOCTOBEPHBIX
CBeJieHMIi oTIlepaTopy rocygapCcTBeHHOV MHPOPMAaILIMOHHOM CUCTEMBbI
MOHMTOPMHTA 38 060POTOM TOBApPOB, MOJIEKALINX 00s13aTeTbHOM
MapKMUPOBKe CpefcTBaMM UAeHTUDUKAIMY, eCu TIpeJicTaBIeHe
yKa3aHHbIX CBeJIEHMUI SIBJIIeTCST 00sI3aTe/IbHBIM B COOTBETCTBUM C
3aKOHOIaTe/bCcTBOM Poccuiickoin ®emepannu, -

BJI€UeT IpeaymnpexaeHe uin HaJloxkeHe afMUHUCTPATUBHOTO mTpada Ha
IOJDKHOCTHBIX JIUIL B pasMepe OT OOHOM ThICSUM 0 JeCSTU ThICSY pyobIieit;
Ha I0PUINYECKUX JIUIL - OT MSATUIECSITU ThICSY 10 CTa ThICSY pyoOsIeit.";

4)Buactu 1 ctaTbu 23.1 cioBa "ctaTbsimu 6.33," 3aMEeHUTD CJI0BAMU
"craTbein 6.33, yacTbio 1 cTaThu 6.34, CTAaThSIMU " ;

5)Buactu 1 cratbu 23.81 1udpsl "6.34" 3aMeHUTDh CJIOBAMM "UaCThIO 2
cTaThu 6.34";



6) ry1aBy 23 AOIOJHUTD CTaTbel 23.93 cieayrolero coaepkaHms:

"Cratbs 23.93. @efgepaibHble OpraHbl MCIIOJTHUTEIbHOM BJIACTH,
ocylIecTBsIon e GYHKLIMM IO KOHTPOJIIO (Ha/i30py) B cepe obpalieHus
TOBapOB, MOJJIEXKAIIMX MapKUPOBKe CpeIcTBaMy UAeHTUUKAIIY, C
MCIT0JIb30BaHMEeM IOCy1apCTBEHHO MH(POPMAIMOHHO CUCTEMBbI
MOHMTOPMHTA 38 060POTOM TOBApPOB, MOJIEKALINX 00s13aTeTbHOM
MapKMUPOBKe CpeicTBaMy UAeHTUDURALIUI

1. ®epgepasibHBIE OPTaHbI UCTIOTHUTEILHON BJIACTU, OCYIIECTBIISIONINE
(bYHKIINMM 10 KOHTPOJIIO (HAaZ30py) B chepe obpalieHnst TOBapoB,
MoAJIesKall X MapKMpPOBKe CpeicTBaMM UIeHTUUKALIUN, C
MCII0JIb30BaHMEM IroCyJapCTBEHHO MH(POPMAIMOHHO CUCTEMbI
MOHUTOPMHTA 32 000POTOM TOBAaPOB, ITOAJIEKALIMX 0053aTeIbHO
MapKMPOBKe CpeACcTBaMM UaeHTUdUKALMHK (Hajee - MHGOPMAalMOHHAS
CUCTeMa MOHUTOPUHTIA), paCCMaTPUBAIOT Jiejia 00 aiMUHUCTPATUBHBIX
MpaBOHAPYILIEHUSIX, TPeIYCMOTPEHHBIX cTaTbeit 15.12.1 HacTosIIero
Kogekca.

2. PaCCManI/IBaTb aesia 00 AIMMHNUCTPATUBHDBIX ITPABOHAPYIIEHUAX OT
VIMEHMN OPraHOB, YKa3aHHbBIX B 4aCTU 1 HacTog1eNn CTaTby, BIIpaBeE:

1) pykoBoauTenu deaepasbHbIX OPraHOB UCIIOJHUTEIbLHOI BJIACTH,
OCYILEeCTBISIOM X GYHKIMM IT0 KOHTPOJIIO (HaA30py) B chepe obpaiieHus
TOBapOB, MOJJIEKAIIMX MAaPKMPOBKe CpeIcTBaMy UAeHTUUKAIIN, C
MICII0/Tb30BaHMeM MH(POPMALIMOHHOI CCTEeMbl MOHUTOPYHTIA, UX
3aMeCTUTeIN;

2) pyKOBOJUTEIY CTPYKTYPHBIX TIOApa3aenieHnii penepajbHbIX OpraHOB
VICTIOJTHUTEJIbHO BJIACTU, OCYLeCTBSIOUMX QYHKLUNMY 110 KOHTPOJIIO
(Haz30py) B chepe obpaleHNst TOBApOB, MOAJIeKAIINX MapKUPOBKe
CpencTBamMu UAeHTUPUKALIUY, C UCTIOIb30BaHMEM MH(POPMALMOHHOM!
CUCTeMbl MOHUTOPUHTA, UX 3aMeCTUTEJIN;

3) pyKOBOOMUTENN TEPPUTOPHUATIbHBIX OPTaHOB (helepabHbIX OPTAHOB
VICIIOTHUTEIbHOJ BJIACTH, OCYIIECTBIISIOMMX QYHKIMN [0 KOHTPOJTIO
(Hag3opy) B chepe obpaleHns: TOBApOB, MOJIEKAIINX MapPKMPOBKe
cpeacTBaMyu MAEHTUGUKAIIMN, C UCIIOTb30BaHMeM MH(GOPMAaIIOHHOM
CUCTEMbI MOHUTOPUHTA, UX 3aMEeCTUTENN. ",

7) ByacTtu 2 cratbu 28.3:



a) myHKT 18 mocsie ¢jioB "cTaTbhy 6.33," OOMOJHUTD CJIOBAMM "4acCThio 1
cTaTby 6.34,", c;ioBa "yacThio 2 cTaThy 15.12 (B yacTu obpauieHust
JIEKapCTBEHHBIX TIpPernaparosB Jisi MeAUIITMHCKOTO TIpUMeHeHus),"
VICKJTIOUUTD;

6) B MyHKTe 63 cj10Ba "(3a UCKIIOUEHMEM HapylleHuii TpU TPOU3BOJICTBE U
oOpalieH1M JieKapCTBeHHBIX IIpernapaToB AJ1s1 MeIUIMHCKOTO
IIpUMeHeHNs)" UCKITIUUTD;

B) B IIYHKTe 66 CJI0Ba "4acTbiO 1 (3a MCKIIOUeHMeM HapylleHui IIpu
IIPOU3BOACTBE JIeKapCTBEHHbIX MPernapaToB IJs1 MeAULIMHCKOTO
MIPMMEHEeHMs) ¥ 4aCcThI0 3" 3aMeHMUTD CJI0OBaMM "dacTsmu 1 1 3";

r) B myHkTe 111 undpsr "15.12" 3ameHnTsb udpamu "6.34";

8) vacts 1 cratbu 28.7 mocse CJIOB "COUPTOCOAep Kallei MPoayKIun,"
IIOTIOTHUTH CJI0BaMy "06 OCHOBAX roCy/lapCTBEHHOTO peryanpoBaHMs
TOPTrOBOJi AesITeIbHOCTU (B YaCTU afMUHUCTPATUBHBIX TPaBOHAPYIIEHUIA,
MpeayCMOTPEeHHBIX cTaTheit 15.12 HacTosmero Kogekca), 06 o6paieHnmn
JIeKapCTBEHHBIX CPEACTB, B 06/1aCTH".

CraTbs 2
Hacrosmnit ®enepanbHblii 3aKOH BCTyHaeT B cuiy ¢ 1 mekaopst 2021 roga.

[TpesupgeHT
Poccuiickoit @enepatyn
B.ITYTUH

Mocksa, Kpemiib
11 uronsa 2021 rona
N 204-03



