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Cratbs 1

Buectu B Komekc Poccuiickoit ®emepanyn 06
agIMUHUCTPATUBHBIX TTpaBoHapyuieHusx (CobpaHue
3aKoHogarebcTBa Poccuiickoit @epgepanun, 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, cT. 4845; N 43, cT. 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, cT. 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, cT. 6975; 2017, N 1, cT. 12, 31,47; N 7, cT.
1030, 1032; N9, 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, cT1. 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, cr. 21, 30, 35, 48; N 7, ct. 973;
N 18, ct1. 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, cT.
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) cnenyrwolinyie MU3MeHEHUS :

1) cTaThio 6.34 U3IOKUTD B CJIEAYIONIEN pegaKIun:

"CraTbs 6.34. IIpon3BOACTBO WIM NIpOaaKa
JIeKapCTBEHHBIX IMIperapaToB /151 MeIUIIMHCKOTO
MpuMeHeHNsI 6e3 HaHeCeHUs CPeCTB
UaeHTUGUKAIUM IMOO0 C HapyIIeHeM
YCTaHOBJIEHHOTO MOPSIAKA X HAHeCeHUSI JTM00
HeCcBOeBpeMeHHOe BHeCeHMe TaHHbIX B CUCTEMY
MOHUTOPUHTA IBVXKEHMS JIeKapCTBEHHbIX
MperapaToB [Jisi MeIUIIMHCKOTO IIPUMEeHEeHUsT MU
BHeCeHMe B Hee HeJOCTOBEPHBIX JaHHbIX

1. [Tpou3BOACTBO MM MTPOAAXKa JieKapCTBEHHbBIX
MpernapaTroB ISl MeAUIIMHCKOTO ITpUMeHeHusI 6e3
HaHeCeHUsI Ha HUX CPeNiCTB UIeHTUUKAIUHA,
MpeayCMOTPEHHbBIX 3aKOHOAATeIbCTBOM Poccuiickoii
denepaiuu, 1160 ¢ HapyLIeHUEM MOPSIAKA UX






HaHeCeHMsI, yCTaHOBJIEHHOTO 3aKOHOJATeTbCTBOM
Poccuiickoit ®epepanyu, B cjiydyae 00513aTeIbHOCTA

HaHeCeHUs TakKuX CPeJCTB uaeHTudUKaIum, ecam
9TU AeiicTBuUS (6e3/elicTBIE) He comepykaT
MIPU3HAKOB YTOJIOBHO HAKa3yeMOTO JIesTHUS, -

BJIeUeT HaJIOXKeHMe alMMHUCTPATUBHOrO mrpada Ha
IOJKHOCTHBIX JIUI] B pa3Mepe OT ISITU ThICSY 10
IeCsITU ThICSY Py0JIeii ¢ KOH(MCKaIeli TpeaMeTOB
aIMMUHMCTPATMBHOIO ITPaBOHAPYIIEHNS ; Ha
IOPUINYECKUX JIAILL - OT MSATUIECSITU THICSY 10 CTa
THICSY PyOJIeii ¢ KOHDMCKaLMe IIpeIMeTOB
aIMMWHMCTPATUBHOTO ITPABOHAPYIIEHMS.

2. HecBoeBpeMeHHOe BHECEHME JaHHBIX B CYICTEMY
MOHUTOPMHTIA JIBUKEHUSI JIeKapCTBEHHBIX
MpernaparoB AJis1 MeAUIMHCKOTO MPUMeHeHUS Un
BHeCeHMe B Hee He[JOCTOBEPHbIX JAHHBIX -

BJIEUET HaJIOXKeHMe aJMUHUCTPATUBHOTO mTpada Ha
IOJDKHOCTHBIX JIUIL B pa3Mepe OT IISITU ThICSY A0
IeCSTY ThICSY py6JIeii; Ha PUAMUECKUX JIUIL - OT

IS TUAECSTU THICSY IO CTa ThICSTY py6Ieit.";

2) B cTtaThe 15.12:

a) HayMeHOBaHMe U3JIOXKUTD B CJIeAylol et
pemaKkiuun:






"CraTbs 15.12. [Ipou3BoACTBO, BBOJ B 000POT MK
Mpoaka TOBApPOB U MPOAYKIMM, B OTHOLIEHUY

KOTOPBIX YCTAHOBJIEHBI TPe6OBAHMS 10 MapPKUPOBKE
" (W1in) HaHeceHUIO HGopmalnu, 6e3
COOTBETCTBYIOLI el MapKUPOBKA U (UJIN)
MHboOpMaIuy, a TakXke C HapylieHeM
YCTAHOBJIEHHOT'O MOPSIIKa HaHEeCEeHUS TaKOi
MapKUPOBKU U (M) uHGopmanumn”;

0) B ab3a1re mepBOM 4acTu 1 mocJie CJIoB
"MHAUBUAYAJIbHBIM NpeApyHUMaTeeM" TOTIOJTHUTh
coBamMu ", BBOA, B 000pOT", CJIOBA "TIPOIYKIINM,
YKa3aHHOM B YaCTU 3 HACTOSIIEN CTaTby," 3aMEeHUTh
CJI0BaMMU "CJIy4yaes, NPeyCMOTPEHHBIX YACThIO 3
HaCTOsIel cCTaTby M 4acTbio 1 cTaTbu 6.34
Hactosero Kogekca,";

B) B ab3alle MepBOM 4acTy 2 CJIOBa "TIPOAYKIINM,
YKa3aHHOM B 4aCTU 4 HACTOSIIEN CTaTby," 3aMEeHUTh
CJIOBaMM "CJTy4yaeB, IIPeyCMOTPEHHBIX YaCThIO 4
HacToslLel cTaTby M YacTbio 1 cTaTbu 6.34
Hacrtosero Kogekca,";

r) B ab3al1ie mepBOM YacTy 3 CI0Ba "MJIM TabauHbIX

U3Ieauit" 3aMeHUTh CJIoBaMM "J1160 IIPOU3BOLICTBO,
BBOJI B 000pPOT TaGaYHbIX MU3HEINIi";

Il) DOTIOJTHUTD ITPUMeYaHMeM CJIeAYIOIIero
collepsKaHus:






"TIlpumeuanue. [lon ToBapoM, poayKIUe,
usgenemM 6e3 MapKUpPOBKY B HACTOSIIIE CTaThe
ITOHMMAIOTCSI TOBAp, MPOAYKIIMS, U3enue 6e3 TOro
BUAa MapKMPOBKM (CpeICcTBa UAeHTUDUKAIIAN,
CrienMaabHOM (aKI[M3HOI) MapKu, IPYroro crocoba
MapKMUPOBKM), TpeOOBaHME O HAHECEHUM KOTOPOTO
MpeayCMOTPEHO 3aKOHOATeIbCTBOM POCCUiTCKOi
Oenepanyn.”;

3) IOTOJMHUTB cTaTheli 15.12.1 ciiemymoiiero
comepkaHus:

"Cratbs 15.12.1. HenmpencTaBineHue cBeqeHMit U (MIIN)
HapylleHyue mopsaKa U CPOKOB MpeACTaBIeHUS
CBeIeHM i MO0 TIpeicTaB/IeH e HeTIOJIHbIX U (MJTN)
HeJ0CTOBEPHBIX CBeAEeHNI OIlepaTopy
rocyaapCcTBeHHOV MHMOPMAIMOHHO CYCTEeMbI
MOHMTOPMHTA 32 060POTOM TOBApPOB, MOJIEKALI X
00s13aTeIbHOM MapKUPOBKe CpeaCcTBAMMU
UIeHTuGuKaImmn

HemnpencrasieHue cBegeHuin 1 (M) HapylieHue
TOPSIKA U CPOKOB IPeLCTaBIeHMS CBeNeHUA,
MpeayCMOTPEHHbIX MIPaBUIaMU MapKUPOBKU
TOBapOB, MOJJIEXKAIIMX 00s13aTe/IbHOI MapKMPOBKE
CpeACTBaMMU UAEHTUPUKALIVIN, JTMOO IIpeICTaBIeH e
HeMOJIHBIX U (MJIN) HeJOCTOBEPHBIX CBeIeHUN
orepaTopy rocyaapCcTBeHHOM MH(POpPMaIMOHHO






CUCTEMBI MOHMTOPMHTIA 338 060POTOM TOBApPOB,
rozyieskalnux ob6s13aTeIbHOM MapKUPOBKe

cpencTBamMu uaeHTUGUKAIUY, eC/TU TIpeicTaB/IeHne
yYKa3aHHBIX CBeJIeHMII SIBJISIETCSI 00SI3aTeIbHBIM B
COOTBETCTBMMU C 3aKOHOZIaTeIbCTBOM Poccuiickoii
®denepauuu, -

BJIeYeT MpeayInpexkaeHne Win HaJloXeHue
aJIMUHUCTPATUBHOTO IITpada Ha JOHKHOCTHBIX JIUI]
B pasmMepe OT OAHOM TBICSYUM 10 AECSATU ThICSY
pyo0JIeil; Ha IOPUANMYECKUX JIUIT - OT MSTUIECSITU
TBICSY IO CTa THICSY pyOJIeit.";

4)Buactu 1 cratbu 23.1 cioBa "cratbsamu 6.33,"
3aMEeHUThb CJIOBaMM "CTaThbei 6.33, 4acTbio 1 cTaTbu
6.34, cTaThsIMU "

5)Buactu 1 cratbu 23.81 1udpsi "6.34" 3aMeHUTH
CJIOBaMM "4acThlo 2 cTaThu 6.34";

6) rnaBy 23 OOMOJHUTD CTaTbel 23.93 ciemywoniero
copepXaHus:

"CraTbs 23.93. ®enepanbHble OpraHbl
VICTIOJTHUTENbHOV BJIaCTH, OCYILeCTBISIONIe
(byHKUMM IO KOHTPOJTIO (HaA30pY) B chepe
obpalieHMs TOBapOB, MOeXalMX MapKUPOBKe
CpeACcTBaMU UIEHTUPUKALIUH, C UCTIOJIb30BaHMEM
rocyJapCcTBeHHO MHPOPMaLIMOHHO CUCTEMbI






MOHUTOPMHTA 32 060POTOM TOBApOB, MOJIEKALUX
00s13aTe/IbHOI MapKMPOBKe CpeiCTBAMMU

UIeHTUGUKaAIUU

1. ®enepasibHble OpraHbl UCIIOTHUTEIBHOM BJIACTH,
OCYIIeCTBJIsIONIME (PYHKIMM IO KOHTPOJIIO (HaI30PY)
B c(epe obpalieHys TOBApOB, IMOJIEXKAIINX
MapKMPOBKE CpeCcTBAMM UIeHTUDUKALINA, C
MCI0JIb30BaHMeEM IroCyJapCTBEHHOM
MH(POPMAIMOHHOM CUCTeMbI MOHMTOPMHTA 3a
0060pOTOM TOBApOB, MOJIEKAIINX 06I3aTEIbHOI
MapKMPOBKE CpeCcTBaMM UAeHTUdUKALMHK (Fajee -
MHOOpMAaIMOHHAS CCTEMA MOHUTOPMHTA),
paccMaTpuUBaIOT Jejia 00 aAMUHUCTPATUBHBIX
MpaBOHAapYIIeHUSX, TPeIyCMOTPEHHBIX CTaTheil
15.12.1 nacrogmero Kogexkca.

2. PaccmaTpuBath fena 06 agMUHUCTPATUBHBIX
MPaBOHAPYLIEHUSIX OT MMEeHM OPTaHOB, YKa3aHHBIX B
yacTu 1 HacCTosIIel CTaThy, BITpaBe:

1) pykoBoauTenu deepaibHbIX OPTaHOB
VICTIOJTHUTENbHOV BJIaCTU, OCYILeCTBIISIOMINX
(GbyHKUMM IO KOHTPOJTIO (HaA30PY) B chepe
obpallieHMs TOBapOB, MOIeXalMX MapKUPOBKe
cpeAcTBaMU UIeHTUPUKALIUH, C UCTIOJIb30BaHMEM
MHGOPMAIMOHHO CUCTeMbl MOHUTOPUHTA, UX
3aMeCTUTeNN;






2) pyKOBOIUTEY CTPYKTYPHBIX MOAPA3AeTeHUIA
(denmepambHBIX OPTAHOB UCIIOJIHUTE/IBHO BIACTH,

OCYIIECTBISIOMMX QYHKIMY TI0 KOHTPOJTIO (HaZ30DY)
B c(hepe obpaleHms TOBApOB, IMOJIEXKAIINX
MapKMUPOBKe CpeJiCTBaMM UAeHTUDUKAIAA, C
MCMOJIb30BaHMeM MHMOPMAaLMOHHO CUCTEMBbI
MOHMUTOPUHTA, UX 3aMEeCTUTEJIN ;

3) PYKOBOOUTEIM TePPUTOPUATbHBIX OPTaHOB
(enepanbHbIX OPTAaHOB UCTIOJIHUTENBHO BIACTH,
OCYIIECTBISIOMMX QYHKIIMY TI0 KOHTPOJTIO (HaZ30pY)
B c(epe obpaleHys TOBApOB, IMOAJIEKAIINX
MapKMUPOBKe CpeJiCTBaMM UAEHTUDUKAIAA, C
MCIIOIb30BaHMeM MH(POPMALMIOHHO CUCTEMBbI
MOHUTOPUHTA, UX 3aMeCTUTENN.";

7) BuyacTtu 2 ctaTbu 28.3:

a) MyHKT 18 mocsie ¢oB "cTaThy 6.33," NOMOTHUTD
CJI0BaMM "yacTbhlo 1 cTaTbu 6.34,", cjioBa "4acThio 2
cratbhy 15.12 (B yacTu o6paleHus JeKapCTBeHHbIX
Iperaparos [IJisI MeIAULIMHCKOTO IIPUMeHeHNs),"
UCKITIOUUTD;

6) B ITyHKTe 63 cj0Ba "(3a UCK/IIOUEHMEM HapyIIeHUIA
TIpu TIPOM3BOJICTBE U OOpaleHnM JIeKapCTBeHHbIX
perapaToB AJIS MEOIULIMHCKOTO IIPUMEHEHMS)"
UCK/TIOUUTD;






B) B ITYHKTe 66 CJIOBA "4acThiO 1 (3a UCKIIOYEHMEM
HapylleHU1 TPy NPOU3BOICTBE JIeKapPCTBEHHbIX

Mpernaparos 11 MeIUIIMHCKOTO ITPUMEHEHMS) U
YacThl0 3" 3aMEeHUTh CJIOBaMM "yacTsamu 1 u 3";

r) B myHKTe 111 uudpsr "15.12" 3ameHnTsb Hubpammu
"6.34";

8) yactop 1 ctaTbu 28.7 mociie Cji0B
"criMpTocoaepKaIiei mpoayKiuu," TOMOJHUTD
c10BaMy "00 OCHOBAX roCyIapCTBEHHOTO
peryJimpoBaHus TOProBO¥ AesTeTbHOCTU (B 4aCTU
aJIMMHMCTPATUBHbBIX IIPaBOHAPYILIEHU,
TpeIyCMOTPEHHBIX cTaTbelt 15.12 HacTosIIero
Konekca), 06 o6paiieHny JieKapCTBEHHBIX CPEICTB, B
obmactu".

CraTb4 2

Hacrosmuii @enepaibHbIli 3aKOH BCTYIIAeT B CUITY C
1 mexabps 2021 ropa.

[Ipe3upeHT
Poccuiickoit @enepaiinmn
B.ITYTUH

Mocksa, Kpemib
11 miousa 2021 roga
N 204-03






