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Brocurcs ITpaButenscTBoM
Poccuiickoit ®enepanuu

IIpoekt

w L3576 F0-¥
®EJIEPAJILHBIN 3AKOH

O Brecennn usMeHeHuii B Koaexe Poccniickoii ®enepanun
00 aAMHHMCTPATHBHBIX MPABOHAPYIIEHUSIX

Cratba 1

Braectu B Kogexc Poccuiickoit ®enepanuu 06 aaMHHUCTpaTHBHEIX
npaBoHapymennsax (Cobpanue sakoHonarenscTBa Poccuiickoii ®enepanuy,
2002, Ne 1, ct. 1; Ne 18, 1. 1721; Ne 30, ct. 3029; Ne 44, cr. 4295, 4298; 2003,
Ne 1, cr. 2; Ne 27, ct. 2700, 2708, 2717; Ne 46, ct. 4434, 4440; Ne 50, ct. 4847,
4855; Ne 52, ct. 5037; 2004, Ne 19, cr. 1838; Ne 30, ct. 3095; Ne 31, cr. 3229;
Ng 34, cr. 3529, 3533; Ne 44, cr. 4’266;7 2005, Ne 1, c1.9, 13, 37, 40, 45; Ne 10,
CT. 762, 763, Ne 13, cr. 1077, 1079, Ne 17, cr. 1484; Ne 19, cr. 1752; Ne 25,
CT. 2431; Ne 27, cr. 2719, 2721; Ne 30, cr. 3104, 3124, 3131; Ne 40, cr. 3986;
Ne 50, cr. 5247; Ne 52, ct. 5574, 5596; 2006, Ne 1, ct. 4, 10; Ne 2, cT. 172, 175;
Ne 6, c1. 636; Ne 10, c1. 1067; Ne 12, ct. 1234; Ne 17, ct. 1776; Ne 18, c1. 1907;
Ne 19, ct. 2066; Ne 23, c1. 2380, 2385; Ne 28, ct. 2975; Ne 30, c1. 3287; Ne 31,

ct. 3420, 3432, 3433, 3438, 3452; Ne 43, cT. 4412; Ne 45, ct. 4633, 4634, 4641,
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2
Ne 50, ct. 5279, 5281; Ne 52, ct. 5498; 2007, Ne 1, ct. 21, 25, 29, 33; Ne 7,
cT. 840; Nel5, cr.1743; Nel6, cr. 1824, 1825; Nel17, cr.1930; Ne20,
cT. 2367; Ne 21, cr.2456; Ne 26, cr.3089; Ne 30, cr. 3755; Ne 31, cr. 4001,
4007 - 4009; Ne 31, ct. 4015; Ne 41, ct. 4845; Ne 43, cr. 5084; Ne 46, cr. 5553;
Ne 49, ct. 6034, 6065; Ne 50, ct. 6246; 2008, Ne 10, cT. 896; Ne 18, cr. 1941;
Ne 20, cr. 2251, 2259; Ne 29, cr. 3418; Ne 30, c1. 3582, 3601, 3604; Ne 45,
cT. 5143; Ne 49, c1. 5738, 5745, 5748; Ne 52, ct. 6227, 6235, 6236, 6248; 2009,
Nel, cer.17; Ne 7, ct. 771, 777; Ne 19, ct. 2276; Ne 23, ct1. 2759, 2767, 2776,
Ne 26, cr. 3120, 3122, 3131, 3132; Ne 29, ct. 3597, 3599, 3635, 3642; Ne 30,
ct. 3735, 3739; Ne 45, cr. 5265, 5267; Ne48, cr. 5711, 5724, 5755; Ne 52,
CT.64O6,6412;2010,N§1,0T.l;h@ll,CT.1169,1176;Né15,CT.1743,1751;
Ne 18, cr. 2145; Ne 19, cT. 2291; Ne 21, cT. 2524 - 2526, 2530; Ne 23, ct. 2790;
Ne 25, ct. 3070; Ne 27, ct. 3416, 3429; Ne 28, c1. 3553; Ne 29, cr. 1308; Ne 30,
ct. 4000, 4002, 4005 - 4007; Ne 31, ct. 4155, 4158, 4164, 4191 - 4193, 4195,
4198, 4206 - 4208; Ne 32, cr.4298; Ne4l, cr.5192, 5193; Ne 46, ct. 5918;
Ne 49, ct.6409; No 50, ct. 6605; Ne52, cr. 6984, 6995, 6996; 2011, Nel,
ct. 10, 23, 29, 33, 47, 54; Ne 7, ct. 901, 905; Ne 15, cr. 2039, 2041; Ne 17,
ct. 2310, 2312; Ne 19, cr. 2714, 2715, 2769; Ne 23, ct. 3260, 3267; Ne 27,
cT. 3873, 3881; Ne 29, cr. 4284, 4289, 4290, 4291, 4298; Ne 30, ct. 4573, 4574,

4584, 4585, 4590, 4591, 4598, 4600, 4601, 4605; Ne 45, ct. 6325, 6326, 6334;
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Ne 46, cr. 6406; Ne 47, ct. 6601, 6602; Ne 48, cr. 6728, 6730, 6732; Ne 49,
ct. 7025, 7042, 7056, 7061; Ne 50, cr. 7342, 7345, 7346, 7351, 7352, 7355,
7362, 7366; 2012, Ne 6, ct. 621; Ne 10, ct. 1166; Ne 15, cr. 1723, 1724; Ne 18,
cT. 2126, 2128; Ne 19, cr. 2278, 2281; Ne 24, cr. 3068, 3069, 3082; Ne 25,
cT. 3268; No 29, ct. 3996; Ne 31, crt. 4320, 4322, 4329, 4330; Ne 41, c1. 5523;
Ne 47, c1. 6402 - 6405; Ne 49, ct. 6752, 6757; Ne 50, ct. 6967; Ne 53, cr. 7577,
7580, 7602, 7639, 7640, 7641, 7643; 2013, Ne 4, ct. 304; Ne 8, ct1. 717 - 720;
Ne 14, cr. 1641, 1642, 1651, 1657, 1658, 1666; Ne17, cr.2029; Ne 19,
ct. 2307, 2318, 2319, 2323, 2325; Ne 23, ct. 2871, 2875; Ne 26, cr.3207 -
3209; Ne27, cr. 3442, 3454, 3458, 3465, 3469, 3470, 3477, 3478; Ne 30,
cT. 4025 - 40.3.6.:_., 4040, 4044, 4059, 4078, 4081, 4082; Ne 31, cT. 4191; Ne 40,
cT. 5032; Ne 43, cr. 5443 - 5446, 5452; Ne 44, cr. 5624, 5633, 5643, 5644;
Ne 48, ct. 6158, 6159, 6161, 6163 - 6165; Ne 49, ct. 6327, 6341 - 6345; Ne 51,
cT. 6683, 6685, 6695, 6696; Ne 52, ct. 6948, 6953, 6961, 6980, 6981, 6986,
6994, 6995, 6999, 7002, 7010; 2014, Ne 6, ct. 557 - 559, 566; Ne 10, ct. 1087;
Ne 11, cr. 1092, 1096 - 1098; Ne 14, cr. 1553, 1561; Ne 16, cr. 1834, 1921;
Ne 19, cr. 2317, 2324 - 2327, 2330, 2333, 2335; Ne 23, ct1. 2927, 2928; Ne 26,
cT. 3366, 3368, 3377, 3379; Ne 30, cT. 4211, 4214, 4218, 4224, 4228, 4233,
4244, 4248, 4256, 4259, 4264, 4278, 5615; Ne 43, ct. 5801; Ne 45, cr. 6142;

Ne 48, cr. 6636, 6638, 6642, 6651, 6653, 6654; Ned49, ct.6928; Ne 52,
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cr. 7541, 7545, 7547 - 7550, 7557; 2015, Ne 1, c1. 29, 35, 37, 47, 67, 68, 74,
81, 83 - 85; Ne 6, ct. 885; Ne 7, cr. 1023; Ne 10, ct. 1405, 1411, 1416, 1427,
Ne 13, cr. 1804, 1805, 1811; Ne 14, cr. 2011, 2021; Ne 18, cr. 2614, 2619,
2620, 2623; Ne21, cr.2981; Ne 24, ct.3367, 3370; Ne 27, ct. 3945, 3950,
3966, 3972, 3983, 3990, 3995; Ne 29, ct. 4346, 4354, 4356, 4359, 4362, 4374,
4376, 4391; Ne 30, cr.4657; Ne 41, cr. 5629, 5637, 5642; Ne 44, crt. 6046;
Ne 45, cr. 6205, 6208; Ne 48, cr. 6706, 6710, 6711, 6716; Ne 51, ct. 7249,
7250; 2016, Ne 1, cr. 11, 28, 59, 62, 63, 76, 79, 84; Ne7, ct.918; Ne 9,
ct. 1308; Ne 10, cr. 1323; Ne 11, crt. 1481, 1490, 1491, 1493; Ne 14, ct. 1907,
1911; Ne 15, ct. 2051, 2066; Ne 18, ct. 2490, 2509, 2511, 2514, 2515; Ne 23,
cT. 3284, 3285; Ne 26, cr. 3864, 3869, 3871, 3874, 3876, 3877, 3881,v 3882,
3884, 3887, 3891; Ne 27, ct. 4160, 4164, 4194, 4197, 4206, 4217, 4223, 4226,
4238, 4249 - 4252, 4259, 4287; Ne28, cr.4558; Ned48, cr.6733; Ne 50,
cT. 6975; Ne 52, cr.7508; 2017, Nel, cr.12, 31; Ne9, cr1.1287; Nell,
cT. 1535; Ne _1 7, ct. 2457; Ne 24, ct. 3487) cnenyromue u3aMeHEeHHS:
1) rnaBy 6 nonosHKUTH craThell 6.34 cnexyiomero coaepKaHUs:
"Crarbs 6.34. HecBoeBpemMeHHOE BHeceHHe HJIM BHECEHH e

He[OCTOBEPHELIX JAHHDLIX B CHCTEMY MOHHTOPHHI2

ABHKEHHS JIEKaPCTBEHHbIX TIpenaparoB

ISl MEAMIHHCKOr0 HpHMeHeHHUs!

HCCBOCBPCMCHHOC BHECCHHE HWJIM BHECCHHE HENOCTOBECPHBIX NAHHEBEIX B

CHCTEMY MOHHTOPHHIa JBHOKCHHSA JICKAPCTBCHHBIX IIPCIIapatoB  UIA
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MEMLMHCKOTO NPUMEHEHHs BlleUeT HANIOKEHHEe aMAHUCTPAaTHBHOrO IiTpada
Ha JOJDKHOCTHEIX JIMII B pasMepe OT ISTH THICSY JO JECATH THICAY py6neii;
Ha IOPUAMYECKUX JIMI[ - OT HATHAECATH THICAY JO CTa ThiCAY pyOneii; Ha
HHOUBHAYAbHBIX MpeANpUHUMATENEH - OT MATHAECATH THICAY 10 CTa THICSY
pybneii.";

2) yacte 1 cratem 23.81 mocne cnoB "crarbsamu 6.30, 6.32," nonosHUTE
mudpamu "6.34,";

3) mynxT 18 yactu 2 crateu 28.3 nmocne cnoB "wacteio 3 cratem 14.43,"
JIOIIOJIHUTH cjioBaMH "gacTsamu 1 u 2 crateu 15.12,".

Crarbs 2

Hacrosmuii @enepanbHelii 3aKOH BCTyHaeT B culny ¢ 1 sHBaps

2019 rona.

IIpesuneHt
Poccuiickoit ®enepanuu
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NOSICHUTEJILHAS 3ATINCKA

K npoekTty ¢egepansHoro 3akoHa ""O BHecennn n3Menenunii B Kogexe
Poccuiickoii ®eaepanun 06 aAMHHHCTPATHBHBIX NPaBOHapyIeHHAX"

IMpoexr ¢epepansHoro 3axoHa "O BHecenuu u3meHeHudi B Kopekc
Poccuiickoit ®epnepanun 00 aAMHHHUCTPAaTMBHEIX INpaBOHapymeHusX" (gamee -
3aKOHOIPOEKT) TMIOATOTOBIEH B ILENAX pEaIH3alMH HONOXKEHHH IpoekTa
denepanbHOro 3akoHa 'O BHECEHHM W3MeHEHHWM B efepanbHBl  3aKOH
"O6 ofpaleHHH JIeKapCTBEHHBIX CPEACTB", IOATOTOBIEHHOIO B COOTBETCTBHM
C IyHKTOM 5 mepeunst nopydenuit Ilpesunenta Poccuiickoit ®enepamyy M0 UTOraM
COBEIAHNA c YJIeHaMH [IpaBuTENBCTBA Poccuiickoii ®enepaun
or 4 deBpana 2015r. NelIp-285 o paspaboTke H NO3TanmHOM BHEAPEHHH
AaBTOMAaTH3MpPOBAaHHOM  CHCTEMBI MOHWTODHHIa  JBIDKEHHS  JIEKAPCTBEHHBIX
IIpENapaToB OT IPOH3BOAMTENSA IO KOHEYHOro IOTpeOHTENd ¢ HMCHONB30BaHHEM
MapKHpPOBKH M MACHTHQUKANMK YIAKOBOK JIEKAPCTBEHHBIX IIPENapaToB, B IEJAX
obecnieueHnst 3G (EeKTHBHOIO KOHTPONsA KadecTBa JEKapCTBEHHBIX IIpenapartos,
HaXxoOgIUXcs B oﬁpémemm, 1 60pE6HI ¢ nx danbcuduKanuei.

Takxe mnpoekroMm (enepaibHOoro 3akoHa 'O BHECEHHMM W3MEHeHHH B
®enepanbHbiil 3akoH "O6 oOpaleHMH NEKapCTBEHHBIX CpPeICTB" NpPeLyCMOTPEHO,
YTO 33 IIPOM3BOJCTBO WJIM IPOJaXKy JIEKaPCTBEHHBIX NPENapaToB I MeJUIHHCKOTO
IpEMeHeHHA Oe3 HAaHECEHWs KOHTPONBHBIX (MACHTH(HMKAIMOHHEIX) 3HAKOB,
C HapymieHHeM YCTAaHOBIEHHOrO IOpsAAKAa HX HaHEeCeHHA, a TaKKke
3a HeCBOEBPEMEHHOE BHECEHHE WM BHECEHHE HEJOCTOBEPHBIX HAHHBIX B CHCTEMY
MOHHTODHHIa JBIDKEHHMS JICKQpCTBEHHBIX IIPENApaToB Ui MEIUIIHHCKOIo
IpEMEHEHHs IOpUAUYECKHEe JIHIa M HHAWBHIAyalbHbIE IpEINpUHHUMATENH, HECYT
OTBETCTBEHHOCTB B COOTBETCTBHH C 3aKOHOZATENHCTBOM Poccuiickoit ®enepamn.

3aKOHOMPOEKTOM IIpeLyCMaTpPUBAeTCs YCTAaHOBIEHHE aIMHHHUCTPAaTHBHOM
OTBETCTBEHHOCTH 32 IIPOM3BOACTBO WIH MPOJAXy JIEKAPCTBEHHHIX NpeNapaToB A
MEIHITHHCKOTO IpuMeHeHUs 6e3 HaHeCeHMs KOHTPOJBHBIX (MAEHTHU(HKAMOHHBIX)
3HaKOB, C HapyLICHHEM YCTaHOBJIEHHOIO IOpAJKa WX HaHECeHHd, a TakKe 3a
HECBOEBPEMEHHOE BHECEHHUE WM BHECEHHE HEJOCTOBEPHEIX NAHHBEIX B CHCTEMY
MOHHTOPHHTA [BWDKEHHS JIEKapCTBEHHBIX [IPENapaToB JUIs MEIMLUHHCKOIro
IIpHUMEHEHHS. :

3aKOHOMPOEKT COOTBETCTBYeT ImoloxeHussM Jlorosopa o Espasuiickom
SKOHOMHYIECKOM coio3e M CorjiameHmio O €AMHBIX MpHUHIMIAX M IpaBWiIax
ofpailieHHst JIeKapCTBEHHEIX CPEICTB B pa
CcoI03a.

Bpasm‘icxoro IKOHOMHMYCCKOI'o
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OPHHAHCOBO-3KOHOMHMYECKOE OBOCHOBAHUE

K npoexTy deaepanbHoro 3akona " necennn usmenenui B Kogexe
Poccuiickoli ®enepauny 06 aIMHHHCTPATHBHLIX NPABOHAPYIIEHHSX "

Ipunarue ®epepancHoro 3akoHa "O BHeceHMM wu3MeHeHHE B Kopmexc
Poccuiickoit @enepanyn 00 aAMMHUCTPATHBHEIX IIPaBOHAPYIIEHUAX" He MOTpPebyeT
INOMONHATENBHBIX PacXofioB, IIOKPHIBAEMBIX 33 CHET CPEACTB (enepalbHOro
Oroxera. '
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NEPEYEHD

¢denepanbHLIX 33KOHOB, MO/JIEKANINX NPAHATHIO, H3MEHEHHIO,
NPHOCTAHOBJIECHHIO HJIH NPU3HAHHIO YTPATHBIIMMH CHJIY B CBSI3H C IPHHATHEM
®enepannHoro 3akona "O BHecennd H3Menennii B Kopexe
Poccuiickoii ®enepanuu 06 aIMHHHCTPATHBHBIX NPaBOHApYIEHHAX"

Ipunsatue QepepansHoro 3akoHa "O BHeceHmn wusMeHennit B Kopexc
Poccuiickoii ®enepanun 06 aIMUHUCTPaTHBHBIX IIPaBOHapyIneHusX" He moTpebyer
HPUHATAS, U3MEHEHWS, NPHOCTAHOBIEHHMS MMM NpPH3HAHUA YTPATHBIIMMH CHIY
¢enepaibHBIX 3aKOHOB.
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HEPEYEHD

HOPMAaTHBHBIX IpaBoBbIX akToB IIpe3naenTa Poccuiickoiit @enepannm,
HpasuTeabcrea Poccuiickoii ®enepannn n gexepaabHbix opranos
HCHOJHMTEIbHOH BJIACTH, MOMJIC/KAIHX NPHIHAHHIO YTPATHBIHAMH CHY,
NPHOCTAHOBJIEHHI0, H3MEHEHHIO HJ/IM IPHHSATHIO B CBA3H ¢ IPHHATHEM
®enepannHoro 3axona "'O BHecennn u3menennii B Kogexe
Poccniickoii ®enepanun 00 aIMHHHCTPATHBHLIX IPABOHApYIIEHUAX "

IMpunstue PegepanbHoro 3akoHa "O BHeceHum wu3MeHeHmil B Kojekc
Poccuiickoii @enepaiuy 00 afMHHHUCTPaTUBHBIX NIpaBOHapyIIeHUIX" He HoTpedyer
TIPUHATHS, W3MEHEHHA, IPHUOCTAHOBICHWS WM NpPU3HAHWA YTPaTHBIIMMH CHILY
HOPMAaTHBHEIX MpaBoBeIX axkToB  Ilpesmpmenta Poccuiickodi ~ ®enmepanum,

IMpasurenscta Poccuiickoit Penepanun u QeaepaibHEIX OPraHOB HCIIOIHUTEBHOM
BJIACTH.

97070222






