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POCCUNCKAS ®EAEPALING
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O BHeceHUn nsmeHeHun B Kogekc Poccuinckon ®epepaumm 06 agMMHUCTPATUBHBIX MPaBOHAPYLLEHNSAX
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Cratba l

BHecTun B Kogekc Poccuinckon ®epepaunm 06 agMUHUCTPATUBHBIX NpaBoHapyLeHnsx (CobpaHue
3aKoHogaTenbcTBa Poccminckon ®epepaumm, 2002, Ne 1, cT. 1; Ne 30, cT. 3029; Ne 44, cT. 4295; 2003, Ne 27,
CT. 2700, 2708, 2717; No 46, cT. 4434; Ne 50, cT. 4847, 4855; 2004, Ne 31, cT. 3229; Ne 34, cT. 3529, 3533;
2005, Ne 1, c1. 9, 13, 45; Ne 10, cT. 763; Ne 13, cT. 1075, 1077; Ne 19, cT. 1752; Ne 27, cT. 2719, 2721; Ne 30,
cT. 3104, 3131; Ne 50, cT. 5247; 2006, Ne 1, cT. 4, 10; Ne 2, cT. 175; Ne 6, €T. 636; Ne 10, cT. 1067; Ne 12, CT.
1234; Ne 17, cT. 1776; Ne 18, cT. 1907; Ne 19, cT. 2066; Ne 23, cT. 2380; Ne 31, cT. 3420, 3433, 3438, 3452,
Ne 45, cT. 4641; No 50, cT. 5279; Ne 52, cT. 5498; 2007, Ne 1, cT. 21, 29; Ne 16, cT. 1825; Ne 26, cT. 3089; Ne
30, cT. 3755; Ne 31, cT. 4007, 4008; Ne 41, cT. 4845; Ne 43, cT. 5084; Ne 46, cT. 5553; 2008, Ne 18, cT. 1941;
Ne 20, cT. 2251; Ne 30, cT. 3582, 3604; Ne 49, cT. 5745; Ne 52, ¢T. 6235, 6236; 2009, Ne 7, cT. 777; Ne 23, CT.
2759, 2767; Ne 26, cT. 3120, 3122, 3131; Ne 29, cT. 3597, 3642; Ne 30, cT. 3739; Ne 48, cT. 5711, 5724; Ne
52, cT. 6412; 2010, Ne 1, cT. 1; Ne 21, €T. 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; N. 41, cT. 5192; Ne 49, cT1. 6409; 2011, Ne 1, cT. 10,
23,54; Ne 7, c1. 901; Ne 15, ¢T. 2039; Ne 17, cT. 2310; Ne 19, ¢T. 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, cT. 6728,
6730; Ne 49, cT. 7025, 7061; Ne 50, cT. 7342, 7345, 7346, 7351, 7352, 7355, 7362, 7366; 2012, Ne 6, CT.
621; No 10, cT. 1166; Ne 19, cT. 2278, 2281; Ne 24, cT. 3069, 3082; Ne 29, cT. 3996; Ne 31, cT. 4320, 4330; Ne
47, cT. 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, cT. 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; Ne 14, cT. 1561, 1562; Ne 19, cT. 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; No
52, cT. 7541, 7550, 7557; 2015, Ne 1, cT. 29, 67, 74, 83, 85; Ne 10, cT. 1405, 1416; Ne 13, cT. 1811; No 18, cT.
2614, 2620; Ne 21, cT. 2981; Ne 24, cT. 3370; Ne 27, cT. 3945, 3950; Ne 29, cT. 4359, 4374, 4376, 4391; Ne
41, cT. 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; No
26, cT. 3871, 3876, 3884, 3887, 3891; Ne 27, cT. 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, cT. 12, 31, 47; Ne 7, cT. 1030,
1032; Ne 9, cT. 1278; Ne 11, cT. 1535; Ne 17, cT. 2457; Ne 18, cT. 2664; Ne 22, cT. 3069; Ne 23, cT. 3227; No
24, cT. 3487; Ne 27, cT. 3947; Ne 30, cT. 4455; Ne 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, cT. 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; Ne 25, cT. 3161; Ne 29, cT.
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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, cT. 1701; Ne 15,
CT. 2431; Ne 18, cT. 3046) cnenytoline n3MeHeHns:

1) cTaTbto 6.34 N3N0XKNTL B C/IEAYIOLLEN pefaKLnn:

"CtaTtbs 6.34. [pon3BOACTBO UK NPOoJaXka JIeKapCTBEHHbIX NpenapaToB AN MeAULNHCKOro NpUMeHeHuns
6e3 HaHeceHMs CpeaCcTB MAeHTUGMKaUUM 1nbo C HapyLeHNEM YCTaHOBJIEHHOrO NOpPsAKa X HaHeCEHNS
mbo HeCBOEBPEMEHHOE BHECEHME AaHHbIX B CUCTEMY MOHUTOPUHIA ABMXKEHUS JIEKAaPCTBEHHbIX
npenapaTosB Anas MeauLMHCKOrO NPUMEHEHUS USIN BHECEHUE B HEE HeJ0CTOBEPHbIX AaHHbIX

1. Mpoun3BoACTBO NN NPOAAXKA NEKAPCTBEHHLIX NPenapaToB Aas MeAULMHCKOro NpuMeHeHns 6e3
HaHEeCeHNs Ha HUX CPeacTB naeHTUUKaLmMm, NpeaycMoTPEHHbIX 3aKOHOAATEIbCTBOM POCCMINCKON
®epepaumnm, MMbo € HapyweHMeM NopsaKa NX HaHeCEHUS, YCTaHOBIEHHOIO 3aKOHOAATEIbCTBOM
Poccuiickon ®epepalimm, B cyvae 0643aTeIbHOCTM HaHECEHUS TaKUX CPeACTB MAEHTU(MUKALMKW, eCin 3TU
nencteus (6e3nencTene) He cogepxaT NPU3HAKOB YroJI0BHO HaKa3yemoro aesHus, -

BJIEYET HaNIOXKEeHNe aAMUHNCTPATUBHOIO WTpada Ha LO/PKHOCTHLIX UL, B pasMepe OT NATK ThicaYy 40
AecAaTn Tbicay pybnen ¢ KOHpUCKaumen NpeagMeToB agMUHUCTPATMBHOMO NPaBoOHAPYLLEHNS; Ha
IOPUANYECKMX NNL - OT NATUAECATU ThICAY A0 CTa ThiCAY pybnen ¢ KOHGUCKaunen NpeaMeToB
aAMUHUCTPATUBHOIO NpaBoHapyLUEeHNS.

2. HecBoeBpeMeHHOe BHeCeHMe faHHbIX B CUCTEMY MOHUTOPUHIa OBUMXXEHUS JIeKapCTBEHHbIX NpernapaTos
4N MeAULUUHCKOrO MPUMEHEHUS UM BHECEHWNE B HEe HeJOCTOBEPHbIX AaHHbIX -

BJIeYeT HaJIOXKeHne afMUHNCTPATUBHOIO LWTpada Ha LO/PKHOCTHLIX JINL, B pa3sMepe OT NATK ThicaYy 40
AecATN Thicay pybnen; Ha LPUANYECKUX NUL, - OT NATUAECATU ThICAY 40 CTa Thicay pybnen.";

2) B cTaTbe 15.12:

a) HaMMeHOBaHWe N3NI0XUTb B CledyloLlen pefakunu:

"CtaTba 15.12. Npon3BoacTBO, BBOA B 060pOT 1AM Npofaka TOBapOB M NPOAYKL MK, B OTHOLLEHNN KOTOPbIX
yCTaHOB/EHbI TpeOOBaHMA MO MapPKMPOBKE W (MS1M) HAHEeCEHWIO NHGopMaLnn, 6e3 COOTBETCTBYIOLLEN
MapKMPOBKU 1 (Unn) MHGOPMaLUK, a TakXe C HapyLLeHMeM YCTaHOB/IEHHOr0 Nopsika HaHECeHUS Takon
MapKWpPOBKMK 1 (unun) nHdopmauun';

6) B ab3aLie nepBOM YacTy 1 nocne CAoB "MHAMBUAYANbHEIM NpeanpuHuMaTenemM" 4ONOAHUTL CnoBamu ",
BBOZ B 060p0T", C/I0Ba "MPOAYKLMMW, YKa3aHHOW B 4acTW 3 HacTOALWEN CTaTbK," 3aMEHNTb CNOBaMU
"cnydvaeBs, NpeayCMOTPEHHbIX YacTbi0 3 HACTOSALWEN CTaTbW 1 YacTblo 1 cTaTbyn 6.34 HacToALLErO
Kognekca,";

B) B ab3aLe NepBOM YacTu 2 CoBa "NPoayKLun, yKa3aHHON B YacTU 4 HACTOALLEN CTaTbh," 3aMEHUTb
cnosamu "ciy4aes, NPenyCMOTPEHHbIX YaCTblo 4 HAaCTOALLEN CTaTbM 1 YacTblo 1 cTaTbh 6.34 HacToALLero
Kogpekca,";

r) B ab3ale nepsom YacTu 3 cnoBa "mnun TabayHbiX M3AENNA" 3aMEHUTbL caioBaMm "nnmbo Npon3BoACTBO,
BBOZ B 060p0T TabayHbix nsgenun';

4) AONOSIHWUTL NPUMEYaHNEM CeyIoLero CogepXXaHus:

"MpumedaHmne. Mo ToBapoM, NPOAYKLMeN, n3genmeM 6e3 MapkKMpoBKM B HACTOALLEN CTaTbe NOHUMAIOTCS
ToBap, Npoaykuus, nigenne 6e3 Toro Buaa MapKMpoBKK (CpeacTea naeHTUgmKaunm, cneumansHom
(aKumM3HOIM) MapKK, Apyroro cnocoba MapkmMpoBkK), TpeboBaHME 0 HAHECEHMN KOTOPOro NpeayCMOTPEHO
3aKoHoZaTenbCTBOM Poccuiickon depepaumn.”;

3) [ONoAHUTbL cTaTben 15.12 1 cnepytoulero cogepxaHums:

"CtaTbs 15.12 1 . HenpencTaBieHMe CBeAEHUA U (MaKn) HapyLeHne nopsaka 1 CPOKOB NpeLcTaBleHns
csefeHmn nnbo npencTaBeHNe HENOHBIX U (MIM) HELOCTOBEPHbLIX CBEAEHUI onepaTopy
rocyaapCTBEHHOW MH(OPMALIMOHHON CUCTEMbI MOHUTOPUHIa 3a 060pOTOM TOBAPOB, NOoANEXKaLLNX
oba3aTeNIbHON MapKMPOBKE CpeacTBaMn MAEHTU(GMKaLNN
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HenpencTtaBneHune cBeaeHn 1 (MIn) HapyLLeHne Nopska U CPOKOB NpeacTaBeHNs CBEAEHUN,
npenyCcMOTPEHHbIX NpaBUIaMn MapKUPOBKK TOBapoOB, Noajexxalux 0b6s3aTeNbHON MapKMpoBKe
cpencTBaMu naeHTudmKaunm, nmbo npeacTaBaeHne HenosHbIX U (MaKn) HeAOCTOBEPHLIX CBEAEHUI
ornepaTopy roCcyaapCTBEHHOWN NH(HOPMALIMOHHON CUCTEMbI MOHUTOPMHIa 3a 060pOTOM TOBApOB,
nognexawunx obszateNbHON MapKMpoBKe CpeacTBaMu MAEHTUGMKALNN, eCln NpeacTaBeHNe YKa3aHHbIX
CBelleHnIn ABNsieTCa 06a3aTeNbHbIM B COOTBETCTBUN C 3aKOHOAATENbCTBOM Poccuiickon ®enepaunn, -
BNIEYET NpeaynpexaeHne nam HanoXXeHne agMUHUCTPATUBHOMO WTpPada Ha AOJIKHOCTHBIX JIUL, B pa3Mepe
OT OOHOW ThICAYN 00 AECATU ThiCAY pybnen; Ha PUANYECKNX NNl - OT NATUAECATA ThiCAY A0 CTa ThiCAY
pybnen.";

4) Byactn 1 ctaTtbn 23.1 cnoBa "cTaTbamm 6.33," 3aMeHUTb C/loBaMu "cTaTben 6.33, yacTbio 1 cTaTby 6.34,
cTaTbaAMn";

5) ByacTun 1 cTtaTtby 23.81 undpsbl "6.34" 3aMeHNTb C1OBaMK "4acTbto 2 CTaTbh 6.34";

6) rnaBy 23 OOMNOJIHATL CTaTben 23.93 cienyWero CoaepXXaHus:

"CtaTtba 23.93. ®efepasbHble OpraHbl UCNOSHUTESIbHON BIACTU, OCYLLECTBAAILWME (QYHKLAN N0 KOHTPOIO
(Hag3opy) B chepe obpalleHns TOBapoB, NOANEXALLUX MAaPKUPOBKE CPeACTBaMUN NAEHTUDUKALNN, C
NCMoJib30BaHNEM roCyAapCTBEHHON NH(OPMALMOHHOW CMCTEMbI MOHUTOPWHIa 3a 060pOTOM TOBapOB,
noanexawmnx oba3aTenbHON MapKUPOBKe CPeACTBaMU UAEHTUDMKALMN

1. ®epepanbHble OpraHbl UCNOAHUTENLHOW BAACTKW, OCYLLECTBASAIOLWME (MYHKLUN N0 KOHTPOO (Haa30py) B
chepe obpalleHns TOBapoOB, MOANEKALLMX MAaPKUPOBKE CPeCTBAaMM UAEHTU(MMKALMK, C NCNOJIb30BAHNEM
rocyaapCTBEHHOW MH(OPMALIMOHHON CUCTEMbI MOHUTOPUHIa 3a 060pOTOM TOBAPOB, NOANEXKaLLNX
0653aTeNbHON MapKMPOBKE CpeacTBaMN MAEHTUGMKALMW (anee - MHOPMaLMOHHas CUCTeEMa
MOHWUTOPUWHIra), pacCCMaTpMBalOT Aena 06 aAMUHNCTPATUBHbBIX MPaBOHAPYLUEHUAX, NPedyCMOTPEHHbIX
cTaTben 15.12 1 HacTosAwero Kogekca.

2. PaccmaTpuBaTh nena 06 agMUHUCTPATUBHBIX MPaBOHAPYLUEHNAX OT UMEHW OPraHoB, YKa3aHHbIX B 4acCTu
1 HacTosALWen cTaTby, BNpaBe:

1) pykoBoauTenu penepasibHblX OPraHoB UCMONHUTENbHOM BAACTH, OCYLLECTBASIOWNX (MYHKLAN MO
KOHTPONIO (Haa30py) B cchepe obpalleHns TOBapOB, NOANEXKALLNX MaPKUPOBKE CPeACTBaMM
NAeHTUMUKaLMmM, C NCNOJb30BaHNEM UHOPMALMOHHON CUCTEMbI MOHUTOPUHIA, UX 3aMeCcTUTeNu;

2) PyKOBOAMTENUN CTPYKTYPHbIX NoApasaeNieHnn defepabHbiX OPraHoB UCMONHUTENbHOW BNacTu,
OCYLLeCTBAAWMNX (YHKLMW N0 KOHTPOJIIO (Haa3opy) B chepe obpalleHuns ToBapos, Noaaexallmnx
MapKMpOBKe CpeacTBaMU UAEHTUMUKALMMW, C UCNOSIb30BaHUEM UH(DOPMALMOHHON CUCTEMbI MOHUTOPWHIA,
nx 3amMecTuTenu;

3) pyKOBOAMTENN TEPPUTOPMabHbIX OPraHoB (hefepasibHblX OPraHoB UCMOAHUTENbHOW BAacTH,
OCYLLECTBAALWNX YHKLMUN N0 KOHTPOO (Hafa30py) B cchepe obpalleHns TOBapOB, MOANEXALLNX
MapKMpPOBKe CpeacTBaMu UAEHTUDUKALMIW, C UCNOSb30BaHNEM UHDOPMALMOHHON CMCTEMbI MOHUTOPWHIA,
nx 3amecturtenn.";

7) B YacTn 2 cTaTbn 28.3:

a) NyHKT 18 nocne cnoB "cTaTbk 6.33," AONOJHMTL CI0BaMK "4acTblo 1 cTaTbn 6.34,", cnoBa "4yacTblo 2
cTaTbk 15.12 (B 4acTn obpalleHnsa neKapCTBEHHbIX NpenapaToB A9 MeANLNHCKOro NpumMeHeHmns),"
NCKIIOYUTD;

6) B NyHKTe 63 cnoBa "(3a UCKJIIOYEHNEM HapyLUEHWI MPU NPOMU3BOACTBE M 0bpalLeHNN NeKapCTBEHHbIX
npenapaToB a8 MeAMLMHCKOrO NPUMEHEHUS)" NCKIOYNTD;

B) B MyHKTEe 66 c/noBa "4acTbio 1 (3@ MCKAOYEHNEM HaPYLLEHWIA NPK MPOM3BOACTBE JIEKAPCTBEHHbIX
npenapaToB ANS MEAULMHCKOrO NPUMEHEHUs) 1 YacTbio 3" 3aMeHnTb cioBaMm "yacTamm 1 n 3"

r) B nyHkTe 111 undpsl "15.12" 3ameHnTb undpamn "6.34",

8) yacTb 1 cTaTby 28.7 nocne cnoB "cnmpTocodep kallen NpoayKumMm," 0ONoAHUTbL cnoBamm "ob oCHoBax
roCyAapCTBEHHOMO peryanpoBaHus TOProBon AeATENbHOCTM (B YacTh aAMUHNCTPATUBHbIX
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npaBoHapyLUEHWIA, NPenyCcMOTPEeHHbIX CTaTben 15.12 HacToswero Kogekca), 06 obpallieHnn
JIEKapCTBEHHbIX CPeACTB, B obnacTun".

CtaTtba 2

HacTodwmn ®enepasibHbii 3aKOH BCTyMaeT B cuny ¢ 1 gekabpsa 2021 roaa.

Mpe3ngeHT Poccuinckon ®epepauuy B.MNyTnH

MockBa, Kpemib
11 nioHa 2021 roga
Ne 204-03
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