POCCHUICKAS ®EIEPAITNA
®EIEPAJBHBINA 3AKOH

O BHecennn nzmeHennii B Koaexce Poccniickoit @exepanun o6
aJMHHHCTPATHBHBIX PAaBOHAPYLIEHHAX

IIpunsat I'ocynapctBenno# Jlymoi 26 mas 2021 rona
Onmo6pen CoBeToM dernepainuu 2 wioHAa 2021 roma
Cratbsn 1

Buectu B Kopekc Poccuiickoit ®enepaimnm 00 agMHHHCTPAaTHBHBIX
npaBoHapymenusx (CoGpanme 3akoHomarenscTBa Poccmiickoit ®Denepanun,
2002, Ne 1, ct. 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, cr. 3229; Ne 34,
cT. 3529, 3533; 2005, Ne 1, ct. 9, 13, 45; Ne 10, c1. 763; Ne 13, cT. 1075, 1077,
No 19, ct. 1752; Ne 27, ct1. 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,
cr. 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, cr. 4641; Ne 50, cr. 5279; Ne 52,

i,
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cT. 5498; 2007, Ne 1, ct. 21, 29; Ne 16, cr. 1825; Ne 26, ct. 3089; Ne 30,
cT. 3755; Ne 31, ct. 4007, 4008; No 41, ct. 4845; Ne 43, cr. 5084; Ne 46,
cT. 5553; 2008, Ne 18, ct. 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, c1. 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, c1. 1; Ne 21, cr. 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, c1. 2310; Ne 19, ct. 2715;
Ne 23, ct1. 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, 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, cr. 1651, 1666; No 19,
ct. 2323, 2325; No 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, ct. 2302, 2306, 2310, 2324, 2325, 2326, 2327,

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



4248, 4256, 4259, 4264, 4278; Ne 42, ct. 5615; Ne 43, cr. 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, cr. 1811; Ne 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, cr. 5629, 5637; Ne 44, ct. 6046; Ne 45, ct. 6205, 6208; Ne 48,
cT. 6706, 6710; No 51, cr. 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, 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, c1. 12, 31, 47; Ne 7, ct. 1030, 1032; Ne 9, cT. 1278; Ne 11,
cT. 1535; Ne 17, ct. 2457; No 18, c1. 2664; Ne 22, ct. 3069; Ne 23, cr. 3227,
Ne 24, c1. 3487; Ne 27, ct. 3947; Ne 30, ct1. 4455; Ne 31, cr. 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, cr. 1216, 1217, 1218,
1219; Ne 16, ct. 1819, 1821; Ne 22, cT. 2669; Ne 25, ct1. 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, cr. 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) cnexyromue U3MEHEHUA:

1) crarpro 6.34 U3NOXKUTE B CIEAYIOUIEH pelaKiuu:

«Cratps 6.34. IIpousBoacTBO HJIM NpoAaka  JeKAPCTBEHHBLIX
npenaparoB JAJIf MeIHIIHHCKOIO NpHMeHEeHHs 0e3
HAaHECeHHS] CpelcTB HAeHTHHUKaHUM JHOO ¢
HapylleHHeM  YCTAHOBJIEHHOI0  MOPAIKAa  HX
HaHeceHHsI JH00 HecBOeBpeMeHHOe BHeCEeHHe
AAaHHBIX B CHCTEeMY MOHHMTOPHHIA [IBHKeHHUS
JIEKAPCTBEeHHBLIX MpPEeNapaTroB [ MeAHIHHCKOro
NpUMeHeHHs] WJIH BHeceHHEe B Hee HeJOCTOBEPHBIX
AAHHbIX

1. Ilpou3BomcTBO WM HpoNaka JEKAPCTBEHHBIX IIpernaparoB IS
MEIUIIUHCKOTO NMPUMEHEHUsl 0e3 HaHeCeHHs Ha HUX CPeJCTB MACHTU(HMKAIWH,
IpeIyCMOTPEHHBIX 3aKOHOAAaTelIbecTBOM Poccuiickoit ®eneparuu, mubo c
HapylleHueM IIOpsika HUX HAHEeCEHHUS, YCTAaHOBIEHHOTO 3aKOHOAATEIILCTBOM
Poccuiickoit ®enepanuu, B ciydae 00s3aTeIbHOCTH HAHECEHUS TaKUX CPECTB
UAeHTUGUKAUU, ecli 3TH neificTBus (Oe3nelicTBHE) He copep)kaT NMPH3HAKOB
YTOJIOBHO HaKa3yeMoro JesHus, -

BJI€YET HAJIOXKEHNE aiMUHUCTPATUBHOIO ITpada Ha JODKHOCTHBIX JIUI{ B
pa3Mepe OT ISATHU ThHICSY IO JEeCATH ThICSY pybnel ¢ koH(}uUcKanuei mpeqMeToB
aJIMUHUCTPaTUBHOTO IIPaBOHApYIIECHHUS; Ha IOPUANIECKIX
JIMIT - OT MATUIECATH THICAY IO CTa THICSY pyOnell ¢ KOH(UCKanued mpeaMeToB
aJIMUHUCTPATUBHOTO IIPaBOHAPYIICHUS.

2. HecBoeBpeMeHHOe BHeCeHHE [aHHBIX B CHCTEMY MOHHTOPHHTA

ABMO)KEHHS JICKAPCTBEHHBIX IIperaparoB UIA MEIULIMHCKOIO IIPUMEHCHHUS HIIH

BHCCCHHEC B HEC HEJOCTOBEPHBIX JJAHHBIX -



BJIeYET HAJIOXKEHUE aIMHUHUCTPATUBHOrO IITpada Ha JOKHOCTHBIX JIUI] B
pasMepe OT MATH THICAY IO ACCATH ThIcAd pyOnel; Ha IOPUANYECKUX JIHL - OT
IATAJECATH THICSY A0 CTa ThICAY pyOneit.»;

2) B crarbe 15.12:

a) HauMEHOBaHUE M3JIOKUTD B CIEAYIONIel pelaKiiiu:

«Crarpst 15.12. [Ipom3BoacTBO, BBOA B OOOpPOT MJIH NpoJaaxa

TOBApPOB M MNPOAYKIHH, B OTHOLIEHHH KOTOPbIX
YCTaHOBJ/IeHbI TPeOOBaHHA MO MapKHpPOBKe H (WJIH)
HaHeceHHI0 HHpopmanuu, 0e3 cooTBeTCTBYIOLIEH
MapKHpOBKH H (mau) uHPoOpMaulHH, a TaKke C
HapyllleHHEM YCTAHOBJICHHOTO MOPSIAKAa HAHECEHHs
TaKOH MapKHPOBKH H (M1H) nHpOpMALTHA»;

6) B ab3ame mnepBoM dYacTH 1 1oOCHE CIOB «WHIWBHAYAJIHHBIM
IpennpuHUMareneM» JONOJHUTh CIOBaMH «, BBOI B 000OpOT», CIIOBa
«IPONYKUUHU, YKa3aHHONH B YacTU 3 HACTOSILEH CTaThH,» 3aMEHUTh CIOBaMHU
«CIly4aeB, IPeLyCMOTPEHHBIX YacThiO 3 HACTOAIIEH CTAaThU M 4acThio | cTaThu
6.34 nacrosamero Konekca,»;

B) B a03alle IEpPBOM YacTH 2 CJIOBa «IPOAYKIMH, YKa3aHHOH B 9acTd 4
HacTofllel CTaTbM,» 3aMEHHWTH CIIOBAaMM «CIIy4aeB, NMPEIYCMOTPEHHBIX YaCThIO
4 gacrosIel cTaThbd U YacThio 1 ctaTed 6.34 Hacrosmero Konekca,»;

r) B ab3ale NepBOM YacTH 3 CJIOBa «HJIM TaOa4HBIX HU3NENIHN» 3aMEHHUTH

CIIOBaMHM «JIH00 IIpOU3BOACTBO, BBOI B 060p0T TabaYHbIX 15631 (1505 0N

JI) JAOINIOJIHATE IMPUMEUYAHHUECM CJICAYIOIIETO CONCPXKAHUA:



«IIpuwmewuamnmue. Ilog ToBapoM, npoaykuueit, usgenuem 6e3
MapKUPOBKM B HACTOAIIEH CTaThe MOHUMAIOTCSA TOBap, MPOAYKIUS, n3enue 6e3
TOTO BHJIa MAapKUPOBKHU (CpencTBa HASHTU(UKAINH, CHeNHaIbHON (aKIIM3HOM )
MapKH, APYroro crocoda MapKUpOBKH), TpeOOBaHHE O HAHECEHHH KOTOPOTO
IpPEeIyCMOTPEHO 3aKOHOAaTenbCcTBOM Poccuiickoli Penepanuu.»;

3) momonHUTH cTaTheit 15.12' cnenyrowero comepxanms:

«Crtates 15.12%.

HenpeacraBienne cBeAenHii W (MJIM) HapylieHHe
NOPAJAKA H CPOKOB NpEACTABJ/ICHHsI CBeJeHHI Jn60
NpeacTaB/IeHHe HEMOJHBIX W (HJIH) HeAOCTOBEPHBIX
cBeIeHHH omeparTopy rocyiapcTBeHHOM
HHQPOPMANHOHHOH CHCTEMbl MOHHTOpPHMHIa 3a

ofopoToM TOBapoB, MNOAJEKAIMHX O00A3aTEJbHOMH

MapKHPOBKe CpeCTBAMHU HACHTHPHKALHH

Henpencrasnenue cBeneHuit M (MaM) HapylleHHe NOpAOKAa H CPOKOB
IpEICTaBICHUsT CBEIEHUH, NPEIyCMOTPEHHBIX IpaBUJIaMH MAapKHUPOBKHA
TOBapOB, MTOJIEXKAITNX o0s3aTenbHON MapKHUPOBKE CpPEACTBAMHU
uAeHTUGUKAIMK, JTUOO IpencTaBlieHHe HEMONHbIX W (MJIM) HEJOCTOBEPHBIX
CBENlEHHIH  omeparopy TIOCYHapCTBEHHOH  HHQPOPMAIUMOHHOH  CHCTEMBI
MOHHTOpPHHTA 32 000POTOM TOBApOB, MOMJIEXKAIUX 00SM3aTEILHON MapKHUpPOBKE
CpeICcTBaMM HACHTH(QUKAIIMM, €CIM IIPEICTaBleHHEe YKa3aHHBIX CBEICHUM
ABIsieTcs 00s3aTeNbHBIM B COOTBETCTBHH C 3aKOHONATEIHCTBOM Poccuiickoit
®enepanuy, -

BJIEUET IpeNyNpeXAcHUe WA HaJOXeHUe aJMUHHUCTPaTUBHOTrO ITpada
Ha JIOJDKHOCTHBIX JIMI B pa3Mepe OT OJHOM THICAYH JIO JECATH ThicsY pyOieii; Ha

IOPUINYCCKUX JIUI - OT IMATHACCATH THICAY OO0 CTa ThICAY pY6H3fI.>>;
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4) B wactu 1 crarem 23.1 cioBa «cTarhsMu 6.33,» 3aMEHHUTH CIOBAMH
«ctarbeit 6.33, yacTrio 1 cTateu 6.34, cCTAaTBAMIY;
5) B yactu 1 crarbu 23.81 uudpsl «6.34» 3aMeHHUTH CIIOBAaMH «4YacThiO 2
crarbu 6.34y;
6) rmaBy 23 nOMONHUTE cTaThedt 23.93 ciienyrommero conepxaHus:
«Cratps 23.93. degepanbHbie OPraHbl HCMOJIHUTEILHOM BJIACTH,
OCYLIEeCTB/IAIOIHE (PYHKIHH N0 KOHTPOJIIO (HAA30PY)
B c(epe oOpamieHHs TOBAPOB, MOAJI€KANIUX
MapKHPOBKe CPeACTBAMH HIeHTH(PHKANUH, C
HCII0JIb30BAHHEM TIOCyJapCTBEHHOI
HH(POPMaIHOHHO# CHCTEeMbI MOHHTOPHHTA 32
o0opoToM TOBapoB, NOAJIEKAIHX 00A3aTE/ILHOI
MapKHPOBKe CpeACTBAMH HACHTH(PHKANHH
1. ®enepanbHple OpraHbl HCIIOJHUTEIBHONH BJACTH, OCYIIECTBIISIOIINE
GbyHKIMH 10 KOHTPOITIO (HAA30py) B chepe obpalleHnuss TOBApOB, IOMIEKAIIUX
MapKHUpPOBKE CpeICcTBaMH UIeHTUPHUKAINH, c MCII0JIb30BAHUEM
roCylapCTBEHHO! HH(POPMAIMOHHOW CHCTEMbl MOHHUTOPHHTA 3a 000pOTOM
TOBapOB, MOAJIEXKAINX 00s13aTebHON MapKHUPOBKe cpeacTBamMu
uaeHTuGUKanuy (Jamee - MHGOPMALMOHHAs CHCTeMa MOHHUTODPHHTA),
paccmarpuBaloT  gena 00  aJMHUHUCTPATUBHBIX  NPAaBOHApPYIIEHUSX,
S 1
IpeayCMOTpeHHBIX craTheit 15.12° Hactosmero Kopekca.
2. PaccmarpuBare gena 00 aIMUHUCTPATHUBHBIX IPaBOHAPYIIECHUSX
OT UMEHH OPI'aHoOB, YKa3aHHBIX B YacCTU | HacTOAINEH CTAaTbH, BIpaBe:

1) pyxoBogutenu (¢enepalbHBIX OpPraHOB MCIIOJIHUTENLHOH BJIACTH,

OCYILIECTBISIIOIMMX (YHKIMM IO KOHTpOMO (Hax3opy) B cdepe oOpaieHus



TOBapoOB, MOJJIEKAIIMX MapKUpPOBKE CpEICTBAMU HISHTH(UKaLuu, C
HCHOJIb30BaHNEeM HHGOPMAIIMOHHON CHCTEMBI MOHUTOPHHTIA, UX 3aMECTUTEIH;

2) pyKOBOOUTENN CTPYKTYPHBIX MOIpa3feNieHuit QenepaibHBIX OpraHoB
UCIIOJTHUTENFHON BJIACTH, OCYIIECTBISAIOMUX (PYHKIHU 10 KOHTPONIO (Hang3opy)
B chepe oOpalieHHs TOBapoOB, MOMJIEKAMUX MapPKUPOBKE CpEACTBAMHU
UAeHTUQUKAMKM, C  HCIONb30BaHWEM  HMH(POPMAaIMOHHOW  CHCTEMBI
MOHHTOPHHTA, UX 3aMECTUTEIIH;

3) pyKOBOAMTENN TEPPUTOPHAIBLHBIX OPraHOB (eldepalbHBIX OpraHoOB
UCIIONHUTEIBHOMN BIACTH, OCYIIECTBILIOMUX (GYHKIUHN 110 KOHTPOMO (HaA30py)
B codepe oOpalieHuss TOBapoB, MOAJEKAIIMX MapKUPOBKE CpPEICTBAMHU
uaeHTH(GUKAWN, C  HUCIOJB30BaHHEM  HHQPOPMAIMOHHOH  CHCTEMBI
MOHHTOPUHTA, UX 3aMECTUTEIIH.»;

7) B wactu 2 crareu 28.3:

a) myHKT 18 mocne cioB «cTarby 6.33,» HOMOJHUTH CIIOBaMHU «4YacThiO 1
cratbm  6.34,», cimoBa «d4acTelo 2 ctatbd 15.12 (B yactu oOpaineHus
JIeKapCTBEHHBIX MpeNapaToB Il MEAUIUHCKOTO IIPUMEHEHHS ),» UCKIIOUHTh;

0) B myHKTe 63 clloBa «(3a UCKIIOUEHHEM HapyIIeHHU! NPH IPOU3BOJICTBE
U 0OpaIleHUuy JIeKapCTBEHHBIX NPENapaToB IUIS MEIUIIMHCKOIO IIPHMEHEHHS )»
ACKJIFOYUTD;

B) B IyHKTe 66 cioBa «4acTbio 1 (3a HCKIIOYCHHEM HapyUIeHHH NpU
IPOM3BOACTBE JIEKAPCTBEHHBIX NpPENapaToB sl MEAUIIMHCKOTO IIPUMEHEHHUS) U

YacThIO 3» 3aMEHUTH CJIOBAMHM «4acTAMH 1 u 3));



r) B myHKkTe 111 nugpsr «15.12» 3ameHuTh IdppamMu «6.34»;

8) wacth 1 crarbu 28.7 mocie CIOB «CIHPTOCOAEPIKAIIEH MPOMYKIHH,)»
JOIIOJIHUTE CIIOBAMHU «00 OCHOBAX rOCYAapCTBEHHOIO PEryJUPOBAHMUS TOPTOBOM
JeATeNbHOCTH (B 4acTh aIMMHUCTPATUBHBIX IIpaBOHapyIIEHUH,
IpenycMOTpeHHBIX cTatbelt 15.12 Hacrosmero Komekca), o6 obpamenuu
JIEKapCTBEHHBIX CPEACTB, B 001aCTH».

Crartbs 2

Hacrosmmit ®enepanbHbli 3aKOH BeTynaeT B cuity ¢ 1 gexabps 2021

rojaa.

B.Ilytun

Mocksa, Kpemib
11 mrons 2021 rona
Ne 204-D3



