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Cratps 1

Buectu B Komekc Poccuiickoit @emepanyy 06 afMUHUCTPATUBHBIX MpaBoHapyieHusx (Coopanue
3aKoHoAaTenbcTBa Poccuiickoit ®emepannu, 2002, N 1, cT. 1; N 30, c1. 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, cT1. 2759, 2767; N 26, cT. 3120, 3122,
3131; N 29, cT. 3597, 3642; N 30, cT. 3739; N 48, c1. 5711, 5724; N 52, cT. 6412; 2010, N 1, cT. 1; N 21, cT.
2525; N 23, cT. 2790; N 27, c1. 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, c1. 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, cTt. 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; 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, 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) cienyioiiye M3MeHeHUS:



1) cTaTbh10 6.34 U3JIOKUTD B CJIeAYIOLIEN pefaKIUn:

"Cratpi 6.34. [Ipon3BOACTBO WM IPOAAKA JIeKaPCTBEHHBIX IIPernapaToB IJ1s1 MeAULIMHCKOIO PUMeHeHN s
6e3 HaHeCeHUs CPelICTB UIeHTUdUKALMY MO0 ¢ HapyllIeHVeM YCTaHOBI@HHOTO MOPsIIKa X HaHeCeHusI
60 HeCBOeBpeMeHHOe BHeCeHMe TAaHHBIX B CUCTeMY MOHUTOPUHTA ABMKEHMS TeKapCTBEHHbIX
rpenaparoB JJ1s1 MeJUIMHCKOTO NTPUMeHEHMS U BHECEHNE B Hee HeJIOCTOBEePHBIX JaHHbIX

1. IIpou3BOACTBO MM MTPOZAAKA JeKapCTBEeHHBIX MTPerapaToB /s MeIUIIMHCKOTO ITpuMeHeHust 6e3
HaHeCeHUs] Ha HUX CPeiCTB uAeHTUUKaLUK, TpeayCMOTPEHHbBIX 3aKOHOAATENbCTBOM Poccuiickoit
depepanum, 1160 € HapylLIeHMeM MOopsiAKa UX HaHeCeHMsI, yCTaHOBJIEHHOTO 3aKOHOaTeIbCTBOM
Poccuiickoit @enepaunu, B ciaydae 06s13aTeIbHOCTY HaHeCeHMSI TaKUX CPeCTB UAeHTUDUKALIUN, eClTU ITU
nevicTBus (6e3meiicTBME) He colepsKaT IMPU3HAKOB YTOJOBHO HAKA3yeMOTo JesTHus, -

BJIeUET HAJIOXKeHMEe aJMUHUCTPATUBHOTO IITpada Ha JOKHOCTHBIX JIMIL B pa3Mepe OT ITSITU ThICSY 10
IecsSTy ThICSIY pyo6sieit ¢ KoHbUCKaIMel TpeaMeTOB aAMMHUCTPATUBHOTO ITPaBOHAPYIIIEHNST; HAa
IOPUINYECKUX JIUIL - OT ISTUIECSITU THICSY IO CTa ThICSY Py0Osieit ¢ KOHGMCKaLeii MpeIMeTOB
aIMMHMCTPATUBHOTO IIpaBOHAPYIIEHMUSI.

2. HeCBOGBpeMeHHOG BHECEHIME NAaHHbIX B CMCTEMY MOHUTOPHMHI'A OBVDKEHMS JIEKAPCTBEHHBIX ITPEIIapaTOB
OJIT MeOIULIMHCKOTO ITPpMMEeHEeHIM s NI BHEeCeHMe B Hee HeJOCTOBEPHbIX JaHHbIX -

BJIeUeT HaJIOKeHMe afMUHUCTPATUBHOrO mTpada Ha JOKHOCTHBIX JIMIL B pa3sMepe OT IISITU ThICSY 10
IeCSTY ThICSY py6Jieii; Ha PUAMUECKUX JIUIL - OT MATUAECSTY ThICSY A0 CTa ThICSY pybJIeii.";

2) B craTbe 15.12:
a) HaMMeHOBaHMe U3JIOXKUTD B CJIeAYIONIe pegaKium:

"Cratbst 15.12. [TpousBoACTBO, BBOJ, B 000POT WK MIPO/iaska TOBAPOB U MPOAYKIINM, B OTHOIIEHMUM KOTOPbIX
yCTaHOBJIEHbI TPeOOBaHMSI IO MapKUPOBKe U (WIM) HaHeCeHUIo nHbopmanuy, 6e3 COOTBeTCTBYIOIIEe
MapKMUPOBKU U (UIKM) MHDOpPMAaLIMY, a TAaKKe C HapylleHeM YCTaHOBJIEHHOTO MOPsIIKa HaHeCeHMsl Takoi
MapKMUPOBKU U (M) uHDOpMauumn”;

0) B ab3a1ie mepBOM YacTy 1 mocsie ¢JIOB "MHAMBUIYATIbHBIM MpeANpUHMMATEeM " JOMOJIHUTD CJIOBAMU ",
BBOJ] B 000pOT", CJIOBA "TIPOAYKIIMY, YKA3aHHOM B YaCTU 3 HACTOSIIIEI CTAaTbU," 3aMEHUTH CJIOBAaMMU
"cilyyaeB, IpeyCMOTPEHHBIX YaCThI0 3 HACTOSLI el CTaThbM U YacThio 1 cTaThu 6.34 HacToswero Kopekcea,";

B) B ab3ar1ie mepBOM YacTy 2 CJI0BA "TPOAYKIINY, YKA3aHHOI B YaCTU 4 HACTOSIIEN CTaThy," 3aMEHUTh
C/I0BaMM "CJTy4yaeB, IIPeyCMOTPEHHBIX YaCTbI0 4 HACTOSIIEN CTaThM M 4aCThIO 1 CTaTby 6.34 HACTOSIIETO
Kopekca,";

r) B ab3a1ie IepBOM 4acTy 3 ¢JIOBA "M/ TabauHbIX U3AeNi" 3aMEHUTD CJIOBaMU "J116O MPOM3BOACTBO,
BBOJ, B 000pOT TabauYHbIX U3IEINI1";

1) DOTIOJTHUTD ITPUMeYaHMeM CJIeAYIONIero ColepsKaHms :

"TIpumeuanne. [Tox ToBapoM, MPOAYKIIME, u3aenaeM 6e3 MapKMPOBKYM B HACTOSIIEN CTaTbe ITOHMMAIOTCS
TOBAap, MPOAYKIMS, U3ene 6e3 TOro Biuaa MapKMUPOBKY (CpeiCcTBa MAEHTUUKALINY, CIIelaIbH Ol
(aKIM3HOIT) MapKu, IPYTroro Crrocoba MapKMpOBKM), TpeOOBaHME 0 HAHECEHUM KOTOPOTO ITPeayCMOTPEHO
3aKOHOJaTeabCcTBOM Poccuiickoit ®egepaninn.”;

3) IOMOJHUTD cTaTheii 15.12.1 creayomero cogepskaHmsi:

"Cratbs 15.12.1. HenpencTrasieHue cBefeHnit U (M) HapyllleHue TTOpsiika ¥ CPOKOB MpeACTaBIeHUS
cBeZeHMI 160 MpeAcTaBaeHe HelOMHbIX U (M/IM) HeJOCTOBEPHBIX CBeJleHUIt oriepaTopy
rocyiapCTBeHHOI MHPOPMAaIMOHHOV CMCTEeMbl MOHUTOPUHTA 32 060POTOM TOBAapOB, MO/AJIesKAIINX
00s13aTe/IbHOI MapKMUPOBKe CpeCTBAMM UAeHTUGUKaL U

HemnpepcraBieHue cBemeHnit u (M) HapylieHue TOpsifKa ¥ CPOKOB MpeACcTaBIeHNs CBeIeHUiA,



MpeyCMOTPEHHBIX ITPaBWIaMM MapKMPOBKY TOBAPOB, MOJIEXallINX 00s13aTeIbHO MapKPOBKe
cpeacTBamMu UAeHTUGMKALIVN, JTMOO ITpeICTaBIeHe HEITOTHbIX M (M) HeJJOCTOBEPHBIX CBeAeHMI
omepaTopy rocyaapCTBeHHOI MH(POPMaLIMOHHON CUCTEMbI MOHUTOPUHTA 32 060POTOM TOBapOB,
MoJIyIesKaInx 00s13aTeTbHOM MapKUPOBKE CPeICTBAMM MAEHTU(GUKAIIUN, €CJIU TTPeICTaBIeHe YKa3aHHbIX
CBeJIeHU 1 SIBJIsIeTCSl 006s13aTeIbHBIM B COOTBETCTBUM C 3aKOHOIATeNbCTBOM Poccuiickoit @emepannm, -

BJIeUeT IpeaynpekaeHre Wiy HaJoKeHe afMUHIUCTPAaTUBHOTO mTpada Ha JOKHOCTHBIX JIUIL B pazMepe
OT OJJHO¥ THICSIUM [0 IECSTH ThICSU pyOJieii; Ha IOPUIUYECKUX JIAIL - OT TSATUIECSITU THICSY [0 CTA ThICSY
pyouteii.";

4) Byactu 1 cratbu 23.1 cjioBa "cTaThsaIMu 6.33," 3aMeHUTh CJIOBAMMU "CcTaTbel 6.33, yacTbio 1 cTaThy 6.34,
CTaThIMU";

5)Buacty 1 cratbeu 23.81 undpsl "6.34" 3aMEeHUTDb CJIOBAMM "UacThbIO 2 CTAThu 6.34";
6) r71aBy 23 OOMOJHUTD CTaTbel 23.93 ciieyomero ComepskaHnms:

"CraTbs 23.93. ®enepanbHble OpraHbl UCIIOTHUTEbHON BJIACTH, OCYIIECTBISIONIME (PYHKIMM IO KOHTPOJIIO
(Hazm30pY) B chepe obpaleHnst TOBapOB, MOAJIEKAIIX MaPKUPOBKE CPeICTBAMMU UAEHTUDUKAIINN, C
MCII0Tb30BaHMeM TOCYAapCTBEeHHO MHGOPMAI[MOHHO CHCTeMbl MOHUTOPMHTA 32 000POTOM TOBApOB,
rofyIeskalyx o6s3aTeIbHOV MapKUPOBKe CpeicTBAaMM UAeHTUdMKAIIUYI

1. ®enepanbHble OpraHbl MCIIOJHUTEIBHON BIACTH, OCYIIECTBIISION e (GYHKINM 110 KOHTPOJIIO (Ha30py) B
chepe obpaleHusT TOBapOB, IMOJIEKAIIMX MAPKMPOBKE CPEACTBAMMU UAEHTUPUKALIVN, C UCIIOIb30BaHMEM
roCyIapCTBEHHO MH(MOPMALMOHHOV CMCTEMbI MOHUTOPYHTIA 32 000POTOM TOBaPOB, IMOJIEKAIINX
00s13aTe/IbHOI MapKUPOBKe CpeICTBaMM MAeHTUGUKaIMK (Hajiee - MHGOPMAaIMOHHAs CUCTeMa
MOHMUTOPMHTA), pACCMATPUBAIOT Aejia 00 aIMUMHUCTPATUBHBIX ITPABOHAPYIIEHUSIX, ITPEIYCMOTPEHHBIX
cratbeit 15.12.1 HacTogiero Komekca.

2. PaccmaTpuBaTh mena 06 afiMMHUCTPATUBHBIX ITPAaBOHAPYIIEHMSIX OT MMEHM OPraHOB, YKa3aHHBIX B YaCTHU
1 HacToOfIIIel CTaThy, BITpaBe:

1) pykoBoauTenu emepasbHbBIX OPTaHOB MUCIIOJHUTEIBHON BJIACTH, OCYLIECTBISIOMMX QYHKIVY 110
KOHTPOJIIO (Ha/i30py) B chepe 06pallleHMsI TOBApOB, MOAJIesKalMX MapKMPOBKe CpeiCTBAMM
MIeHTUPUKALNUH, C UCITOIb30BaHeM MHGOPMAIMOHHOM CUCTEMbI MOHUTOPMHTA, X 3aMeCTUTEJIN;

2) PYKOBOJUTENY CTPYKTYPHBIX TTOApa3AeneHnit ¢penepasbHbIX OpraHOB UCIIOJHUTEIbHO BJIACTH,
OCYIIeCTBSIOM X GYHKIMM IT0 KOHTPOJIIO (Ha30py) B chepe obpaiieHus TOBAPOB, MO IJIEsKAIINX
MapKMUPOBKEe CPeICTBAMM UAEHTUGUKAIMN, C UCITOIb30BaHEM MHOOPMALIMOHHOM CHUCTEMBI
MOHMTOPMHTIA, UX 3aMEeCTUTEJIN;

3) pyKOBOOUTEN TEPPUTOPUATbHBIX OPraHOB (eflepaibHbIX OPTAaHOB UCIIOJIHUTENbHOI BJIACTH,
OCyILeCTBSIOMMX GYHKIMM 10 KOHTPOJIIO (HaA30py) B cdepe oOpailieHs TOBAPOB, MOIJIesKaNX
MapKUPOBKe CpeiCTBaMM UIeHTUDUKALUY, C MCII0JIb30BaHeM MHPOPMAILMOHHO CUCTEMBbI
MOHUTOPUHTIA, UX 3aMeCTUTEeNN.";

7) B4acTu 2 ctaTtbu 28.3:

a) MyHKT 18 mocJie ¢jioB "cTaTby 6.33," AOMOTHUTD CJIOBAMM "4acTbio 1 cTaTbu 6.34,", cjioBa "4acTbhio 2
craTby 15.12 (B yacTu obpalieHns JeKapCTBeHHbIX ITpernapaToB IJisl MeIUIIMHCKOTO TpUMeHeHus),"
VCK/IIOUNTD;

0) B ITyHKTe 63 cj10Ba "(3a MCK/IIOUEHMEM HapYIIeHMIA TP ITPOU3BOJICTBE 1 00palleHMM JIeKapCTBEHHBIX
TperapaToB s MeOUIIMHCKOTO IIPUMeHeHMs1)" UCKITIOUUTD;

B) B ITYHKTe 66 C/10Ba "4acThio 1 (3a UCKIIOUYEeHEeM HapyUIeHUi ITPU IPOU3BOACTBE JeKapCTBEHHBIX
IIpenaparToB 1151 MeIUIIMHCKOTO MpMMeHeHMsI) ¥ 4acThlo 3" 3aMeHUTh CJIOBaMM "dacTsaMu 1 u 3";



r) B myHkTe 111 uudpsr "15.12" 3ameHnTs 1indpamu "6.34";

8) vacTp 1 cTaTby 28.7 mOC/IE CJIOB "CMPTOCOIEepKAIIEH MPOAYKINY," TOTIOTHUTD CJIOBAMM "00 OCHOBax
rOCyJapCTBEHHOTO PeryanpoBaHus TOProBO AeSITEeNIbHOCTU (B YaCTU aAMUHUCTPATUBHBIX
MpaBOHAPYIIEeHMI, TPeIyCMOTPEHHBIX cTaTheii 15.12 HacTosero Kogekca), 06 obpaiieHnn
JIeKapCTBEHHBIX CPeJCTB, B 00J1acTh".

Cratbs 2
HacTtosimuit ®enepanbHbIit 3aKOH BCTyIaeT B cuity ¢ 1 mexabps 2021 ropa.

[TpesupeHt
Poccuiickoit ®enepanyin
B.ITYTUH

Mocksa, Kpemiib
11 uronsa 2021 ropa
N 204-®3



