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. rOCYHAPCTBEHHAS JIYMA
®ETEPAIILHOTO COBPAHUSA POCCUMCKON ©EAEPALINH

CEIIEMOFO CO3BbIBA

MMOCTAHOBJEHUE
rOCYIAPCTBEHHOUN VMBI

O npoexTe PpexepanbHOro 3axona Ne 231630-7
«O Buecennn uamenennit B Kogexe Poccriickoit ®eaepaunu od
AAMHHUCTPATHBHLIX NMPpAaBOHAPYIIEH HAX»

TocynapcTeennas  Jlyma ®epepansHoro Cobpanus  PoccuHckolt

denepaudd NOCTAHOBIAET:

1. [IpuHAT: B [EpBOM WTEHHH  HpPOEKT  (delepanbHOTo 3aKOHA

" Ne 231630-7 «O pHecenun uamenenmit B Komexc Poccuiickoit ®enepauun 06

ANMHHMCTDAaTHBHBIX  (pPABOHAPYIIEHHSX», BHECEHHbIH  IIpaBHTENBCTBOM
Poccuitickoi Genepanvu.

2. Hanpasute  yKasanuwri 3axoHompoekt [lpesmaenty Poccuiickoit

'CDenepaumi, p Coser ®enepannn Penepamsnoro Cobpamns Poccufickoit

deepallii, KOMATETHl M KOMHCCHHM [ oCyAapcTBeHHOH JlyMbl, BO (paxkiliH B

locynapcteenHoit  Mlyme, 8 IlpaButenbcrso Poccuiickolik  Denepatny,




3aKOHONaTelbHbIE (NpeacTaBUTENBHBIE) OpraHbl roCYNapCTBEHHOH BJAcTH
CyGBéKT;‘DB Pﬁccuﬁc.fcoﬁ Qenepaunu, BepxosHsii Cyﬂ Poccuf»’icxoﬁ Menepaluy.
YCTaHOBHTE, YTO  MOMPAaBKH K  YKa3aHHOMY  3aKOHOMPOEKTY
HanpaBM}orcsl B Komuter ['ocymapcteenHoit ,[[)JM.H_I o rocynapCTBeHHoﬁdy
ci*pomenbcmy u éaxononal‘enbcray B Tpuﬂuamﬂheaﬂblﬁ CPOK CO JOHs
MPUHATHA HACTOALIErO HocTaﬁbaneﬂuﬁ, |
: T
3. Komurery I ocynap(:'_TBeHHOf/i HyMmbl 10 rocyHnapCTBEHHOMY
CTPOUTEABCTBY H BaKOHOJ:[aTeJ'leITBy nopaboTath YKa3aHHBIH 3aKOHOIPOEKT ¢
Yy4ETOM HOCTYIHBUIMX. MOJIpaBOK H BHECTH €ro : Ha-. .paCCMO'I‘peHHe

Iocynapcteenno# [JymMbl Bo BTOPOM YTEHHH.

4. Hactosmee [loctanoBnenue BCTYIIaeT B CUITY CO OHA CT0 MIPHHATHA.

/
Ipencenarens FocynapctBenHpl

®enepanstoro Cobpanifg
Poccuitckoii Degepaiiuiz\oomem Ry

B.B.Bonoaun

Mockea _
21 perabpa 2017 ropa
¥ 3234-7 1]
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- 4855; Ne 52, cr. 5037; 2004, Ne 19, ct. 1838; Ne 30, cr. 3095; Ne 31, ct. 3229;

| ct. 3420, 3432 3433 3438, 3452 Ne 43 cT. 4412; .N'_ 45 CT. 4633 4634 4641
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Buocutcs [IpaButenscTBoM
Poccuiickoii Penepanun

ITpoext

w L31ES0-¥
®EJIEPAJIHBIN 3AKOH

O precenun nimeneHuii B Kogexce Poceniickoii (De.mepamm
o6 2AMHHHCTPATHBHLIX NPABOHAPYINEHHAAX

Crarpa 1

Buectu B Koaexc Poécnﬁcxoii (Den.épalunn 0b haﬂMHH.HQTpaTHIIBHBIX
npasoHapyieHusx (CobpaHue 3akogonéfen50TBa Pbccnﬁcrcoifl q)e#epéunu,
2002, Ne I, cr. 1; Ne 18, c1. 1721, .N'g 30, CT 3029; Ne 44, cT. 4295, .42'98; 2003,

Nel, cr. 2; Ne 27, cr. 2700, 2708, 2717: Ne 46, or. 4434, 4440; Ne 50, or. 4847,

No 34- CT. 3529 3533" N944 CT. 4266’ 2005 N°1 cT. I9 .13 37 40, 45‘ .N'g 10 ,

- e1.762, 763; Ne 13, er. 1077, 1079; N.I? cT. 1484; Ne 19 ct. 1752 N_25

CT. 2431 N_ 27 cT. 2719, 2721; N_ 30 cr. 3104, 3124 3131 N.40 CT. 3986
Ne 50, cT. 5247; Ne 52, cT. 3574, 5596; 2006, Ne 1, ct. 4, 10; Ne 2, cr. 172, 175;
Ne 6, cT. 636" .N'S! 10, cT. 1067’ Ne 12, c1. 1234; Ne 17, c1. 1776; Ne 18 ct1. 1907,

Ne 19, cr. 2066 N_ 23, cT. 2380, 2385; Ne 28, cT. 2975 N.. 30 CT. 3287 N. 31,
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Ne 50, cr. 5279, 5281; Ne 52, cr-. 5498; 2007, Nel, cr. 21, 25, 29, 33; Ne 7,
cT. 840; Ne 15, cr.1743; Ne 16, cr. 1824, 1825; Ne 17, cr.1930; Ne 20,
CT. 2367; Ne 21, cr. 2456;-N9 26, ct. 3089; Ne 30, ct. 3755; Né 31, crt. 4001,
4007 - 4009; Ne 31, cr. 4015; Ne 41, ct. 4845; Ne 43, ct. 5084; No 4.6, cT. 5553;
Ne 49, ct. 6034, 6065; Ne SO, cT. 6246; 2008, Ne 10, cT. 896; Ne 18, ct. 1941;

Ne 20, cr. 2251, 2259; Ne 29, cr. 3418, NQ’S’O, CT. 3582:, 3601, 3604; Ne4s,

cT. 5143; Ne 49, c1. 5738, 5745, 5748; Ne 52, e1. 6227, 6235, 6236, 6248; 2009,
Nel, et 17; N_7 cr. 771, 777 Ne 19, crt. 2276 Ne 23, cr. 2759, 2767 2776;

Ne 26, ct. 3120, 3122 3131 3132 Ne 29, cr. 3597 3599 3635, 3642; N_30

cr. 3735, 3739; Ne 45, cr. 5265, 5267; Ne 48_, CT. 5711, 5724, 5755; Ne 52,
oT. 6406, 6412; 2010, Ne 1, or. 1; Ne 11, cr. 1169, 1176; Ne 15, cr. 1743, 1751;

Ne 18, ct. 2145, No 19, ct. 2291' Ne 21, cr. 2524 - 2526, 2530; Ne 23, cr. .2790'

.No 25, ct. 3070; Ne 27 CT. 3416 3429; Ne 28 CT. 3553 Ne 29, er. 1308; Ne 30
CT. 4000 4002 4005 400’7 Ne 31, cr. 4155 4158, 4164 4191 4193, 4195,

4198, 4206 4208; .N'°32 ct. 4298; N4l CT. 5192 5193; Ne 46, cr. 5918;

Ned9, cr. 6409; NoS0, cr. 6605; Mo 52, cr. 6984, 6995, 6996; 2011, N1,
cr. 10, 23, 29, 33, 47, 54 Ne”, cr. 901, 905; Ne 15, cr. 2039, 2041; Ne 17,
er.2310, 2312; o 19, cr. 2714, 2715, 2769; Ne23, cr. 3260, 3267; Ne 27,
ct. 3873, 3881; Ne 29, c. 4284, 4289, 4290, 4291, 4298; Ne 30, cr. 4573, 4574,

4584, 4585, 4590,. 4591, 4598, 4600, 4601, 4605; Ne .45,'0'1'. 6325, 6326, 6334
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Ne 46, cr1..6406; Ne 47, c1.6601, 6602; Ne 48, cT. 6728, 6730, 6732; Ne 49,

er 7025, 7042, 7056, 7061; Ne 50, c1. 7342, 7345, 7346, 7351, 7352, 7355,

7362, 7366; 2012, Ne 6, ct. 621; Ne 10, cT. 1166; Ne 15, cT. 1723, 1724; Ne 18,
cr. 2126, 2128; Ne 19, cr. 2278, 2281; Ne 24, cr. 3068, 3069, 3082; Ne 25,
 ¢T. 3268; Ne 29, ct. 3996; Ne 31, cr. 4320, 4322, 4329, 4330; Ne 41, cr. 5523;
. Ne 47, ct. 6402 --6405; Ne 49, cr. 6752, 6757; Ne 50, ct. 6967; Ne 53, ct. 7577,
7580, 7602, 7639, 7640, 7641, 7643; 2013, Ne 4, cr. 304 .Ng 8, cr. 717 - 720;
"~ Neld, cr. 1641, 1642, 1651, 1657, 1658, 1666; Ne 17, ci'. 2029; Ne 19,

ct. 2307, 2318, 2319, 2323, 2325; Ne23, cr. 2871, 2875; Ne.26, cr.3207 -

©3209; Ne27, c1.3442, 3454, 3458, 3465, 3469, 3470, 3477, 3478; Ne 30,

cT. 4025 - 4036, 4040, 4044, 4059, 4078, 4081, 4082; Na 31, ct. 4191; Ne 40,

c1. 5032; Ned3, cr. 5443 - 5446, 5452; Ne 44, ct. 5624, 5633, 5643, 5644;

Ne 48, c1. 6138, 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, cr. 1087;

Ne 11, cr. 1092, 1096 - 1098; Ne 14, cr. 1553, 1561; Ne 16, ct. 1834, 1921;

Ne 19, 1. 2317, 2324 - 2327, 2330, 2333, 2335; Ne 23, c1. 2927, 2928; Ne 26,
CT. 3366, 3368,-3377; 3379; Ne 30, .CT.- 4211, 4214, 4218, 4224, 4228, 4233,
4244, 4248, 4256, 4259; 4264, 42’7.8, 5615; Ne 43, cr. 5801;. Ne 45, cr. 6142,

Ne 48, cr. 6636, 6638, 6642, 6651, 6653, 66534; .N249, CT. 6928; Ne 52,
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ct. 7541, 7545, 7547 - 7_550, 7557; 2015, Ne 1, c1. 29, 35, 37, 47, 67, 68, 74,
81, 83 - 85; Ne 6, cT. 885; Ne 7, c1. 1023; Ne 10, cr. 1405, 1411, 1416, 1427,
Ne 13, cr. 1804, 1805, 1811; Ne 14’. CT. 2011, 2021; Ne 18, cr. 2614, 2619,
2620’. 2623; Ne 21, cr. 2981; Ne24, cr. 3367, 3370; Ne27, crt. 3945, 3950,
3966, 3972, 3983, 3990, 3955; Ne 29, cr. 4346, 4354,..4356-, 4359, 4362, 4374,
4376, 4391; Ne 30, crt. 4657; Ne 41, cr. 5629, 5637, 5642; Ne 44, crt. 6046;
Ne 45, cr. 6205, 6208; Ne 48, cr. 67Q6, 671(5, 6711, 6716; Ne 51, ct1. 7249,
7250; 2016, Nel, cr. 11,:‘28, 59, 62, 63, -.76,' 79, 84; Ne7, c1.918; Ne 9,
cr. 1308; Ne 10, CT.I1323; Ne 11, cr. 1481, 1490I, 1491, 1493; Ne 14, ct. 1907,
1911; Ne 15, ct. 2051, 2066; Ne 18, cr. 2490, 2§09, 2511, 2514, 2515; Ne 23,
- ¢T. 3284, 3285; Ne 26, cr. 53_8'64, 3869, 3871:, 3874, 3876, 3877, 3881,- 3882,
3884, 3887., 3891; Ne 2.7, c*ir_._‘4160, 4164, 4194, ?}1197, 4206, 4217, 4223, 4226,
4238, 4249 - 4252, 4259, 4287; Ne28, éTL 4558; Ne48, cor. 6733; Ne 50,
cT. 6975; Ne 52, cr. 7508; 2017, Nel, cr. 12, 31; Ne9, cr.1287; Nell,
cr. 1535; Ne -l 7, c1. 2457, N§*24, cT. 3487) cne@iomne M3MEHEHHUS:
1) rnasy 6 AOTONHUTE ;cra'rbeﬁ 6.34 CNEAYIOLIEro COACPKARHS:
"Cratbg 6.34. HecBoeBpeMeHHOe BHeCEHHe HIIH BHeCEHHE
HeJOCTOBEPHBLIX TAHHBIX B CHCTEMY MOHHTOPHHIA
ABHKEHHS JIEKAPCTBEHHBIX TIpenapaTon
ISl MEIUIKHCKORO MPAMEHeHHs

HBCBoeBpeMBHHOC BHCCEHHEC HIIH BHECEHHE HCOOCTOBCPDHBIX JaHHBIX B

CHCTCMY MOHHTOpHHIa  JBHXKCHHA HFKapCTBeHHBIX npernapatos  and
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MeJMLMHCKOrO MPUMEHEHUs BieueT HaNoXKeHHe aIMUHACTPATHBHOrO Wtpada
Ha nonxcnocmmﬁ JI ﬁ pa#mepe OT NIATH THICY Jo .ﬂeca'm‘ Tmcaﬁ pybneii;
Ha JOpHAWYECKHX ML - OT namnecafn TRICSY  JIO ICTa THICAY pyOneit; ua
nnnnhmyanﬁmx npennpuﬁﬁma'feneﬁ - or OATHAECATH THICAY [0 CTa THICSY
| fyﬁneﬁ.";
' 2) yacTe 1 cTAaTHH 23.8_1 rnoce cﬁos '“c"ra'r-f;aMu_ 6.3_0; 6.32,". ,IlOl'IO_JIHPITB
. umbpaMH "6.34,";
3) mynkr 18 wactn 2 craThu 28.3 qoéne cnos "JacTEIO 3 CTaThu 14.43,"
 HOTOHHTE COBaMH "iiécmm 112 cratsu 15.12,".

Cratbsa 2 B

'Hac*rdamui«i 'CDenepaanblﬁ ‘3aKOH BCTYyMaeT B ctmy ' ¢ 1 anBaps
2019 roma. |

pesmaes
Poccuiicko#i denepanus
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MOSICHATEILHAS 3AHMCKA

K npoexTy degepaabHoro 3akona "O paecennn uamenenuii B Konexe
Poccuiickoii ®egepaunu o6 aaMHHHCTPATHBHLIX IPABOHADYINEHHAX "

i

Tlpoext d¢enepansnoro 3akoHa "O BHecenmn wu3MeHenmii B Kopmexc
Poccuiickoit - Oemepauun o6 | aIMHHMCTPAaTHEHBIX. TpaBOHAapymeHuax" (manee -
3aKOHONPOEKT) IOATOTOBNEH B NE/AAX pEATH3alMH MONOKEHHH TpoeKTa
denepanpHoro 3akoHa "O BHeceHMH W3MeHeHHWET B @epepansHEil  3axoH
"O6 ofpamieHHH JEKAPCTBEHHBIX CPeJicTB”, NMOATOTOBIEHHOTO B COOTBETCTBHH
C IYHKTOM 5 Mepeuns mopydenuti INpesunenta Poccuiickoli Mexepaumu mo HTOraM
COBElLIaHuA c YIICHaMH IpasurensctBa Poccmitckodi  denepanum
or 4 ¢espamn 2015r. Nellp-285 o0 paspabotke ¥ mnosTanHOM BHEAPEHHH

ABTOMATH3HPOBAHHON = CHCTEMBl MOHWTODHHIZ  JBIDKEHMA  JEKapCTBEHHBIX
 TIPEnapaToB OT IPOM3BOAHMTEN A0 KOHEYHOro nb'[peﬁm'ena € HCHOIB30BaHHEM
MapKUpOBKH H n,uemmbnxauim YTIAaKOBOK NeKapCTBEHHBIX MPENapaToB, B LEJAX
obecrievenns >PEKTHBHOTO KOHTPOIS KA9ECTRA JIEKAPCTBEHHBIX INPENIapaTos,
Haxofsmuxca B obpameHny, 1 Gops6H ¢ X danbcnbuxayes,

Take npoextoM defepanpuoro 3akoHa "O BHeceHMM W3MeHeHMH B
QepepansHbiH 3akoH "06 o6pamenun nekapcjrneﬂnm cpeacTs" mpemycMOTPEHO,
4T0 32 HPOU3BOACTBO WIH NPOAAKY NEKAPCTBEHHEIX NIPENapaToB Ad MeIHLKHCKOro
NpuMeHeHUd Ge3 HaHeCeHHA KOHTPONBHEIX (MACHTHOUKAIMOHHEIX) 3HAKOB,
¢ HAapyIICHHEM YCTAHOBJICHHOTO NOPAAKA = HX HAHECEHHA, a  TakKe
32 HECBOEBPEMEHHOE BHECEHHE YIIH BHECEHHE HENOCTOBEPHBIX NAHHBIX B CHCTEMY
MOHHTOPDHHTZ JBIDKEHHH JICKapCTBEHHBIX Q;rrpenaparon O MEIMIHHCKOro
NpUMeHeHHS IOPUIMYECKHe TMUA U HHAHBHAYANbHblEe NPEATPHHHUMATENH, HECYT
OTRETCTBEHHOCTH B COOTBETCTRHH C 3aKOHOaTeNscTBOM Poccuiickolt Denepanu,..

3aKOHOIIPOEKTOM NpefyCMaTpUBaeTcs YCTAHOBJIEHHE aMUHHCTPATABHOM
OTBETCTBEHHOCTH 33 NPOH3BOJCTRBO MIH MPOJAXYy NEKapCTBEHHBIX MpeMnapaToB s
MeIHLMHCKOTO mpuMerenns 6e3 HaHeCEHHS KOHTPOJNBHBIX (HOCHTHQHKAUMOHHELX)
3HAKOB, C HapylIeHWeM YCTAHOBJIEHHOIr0 NOPAAKAa MX HAHECEHHd, a TaKKke 3a
HECBOCBPEMEHHOE BHECEHHE WM BHECEHHE HEJIOCTOBEPHBIX [AHHEIX B CHCTEMY
MOHHMTODHHTA JBIDKEHUS - IEKApCTBEHHBIX |TIPENapaToB Ui MeJHIHHCKOro
TIPHMEHEHHSA. | . _

3aKOHONPOEKT coome'rcmye'r TOTOSKEHAAM JloroBopa o Espa3zHitckoM
3KOHROMHYECKOM colo3e H CorjiameHHIO o ; emmm; INPHHIMOAX M [paBHiax
oGpaineHus JIeKapCTBEHHEIX CPEACTs B P Bpasn:ﬁcxoro SKOHOMMIECKOTO
col03a.
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OHHAHCOBO-2dKOHOMHNYECKOE OBOCHOBAHHWE

K npoexTy $eaepannHoro 3avoHa 'O Buecennn mameHenuii B Koxexc
Poccniickoii ®egepannu o0 aAMHHNCTPATHBHLIX NPABOHAPYHICHHNAX "

Hpmmme PenepanbHOro 3akoHa "O BHeceHmM w3MeneHmii B Kopexc
Poccuiickoif ®eaepaunu 06 agMUHUCTPATHBHEIX NPaBOHapyIIeHUAX" He NOTpeGyert
‘ nononnnfem;nm PacXoloB, MOKPHIBAEMBIX 3a CHET CpeAcTB (eAepaIbHOrO
- Gromxera. ' . '
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IIEPE‘IEHB

deaepaNbHBIX 3aKOHOB, non.nemamm NPHHATHIO, H3MEHEHHIO,
NPHOCTAHOBJICHHIO HJIH N PH3HAHHIO y'rpa'mn (INMMH CHY B CBAI3H ¢ NIPHHSATHEeM
DepepanbHoro 3akona "0O Baecelmu n3menennii B Kogexe
Poccuiickoii ®epepanuu ob a.amnﬂnc'rpa- THBHLIX IPABOHApYIIEeHHAX"

[
' ¥

I'Ippma'me (Denepam.ﬂoro 3akona "O [BHECeHMH niMmedenu#t B Kopexc

Poccuiickoit Penepatuy o6 aIMUHACTPATHBHEIX MIPABOHAPYINEHUAX" He norpebyer
i

NPUHATHA, M3MEHEHWd, NMPHOCTAHOBNEHHS WIM TPUSHAHWA YTPATHBIUMMH CHITY

(erieparbHBIX 3aKOHOB. = 1t
| g

A
|
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OEPEYEHD

HOPMATHBHLIX HpaBoBbIX akToB [IpesnaenTa Poccniickoit @egepauumu,
IIpaBuTenbeTBa Poccniicioii Penepaunn u geaepanbHbix opraHos
HCHOMHHTEAbHOH BAACTH, NOAJEHKAMHUX PH3HAHHIO YTPATHBIIHMY CHIY,
NPHOCTAROBJIERHIO, H3MEHEHKIO HIIK NPHAATHIO B CBA3H ¢ NPHHATHEM
Penepannuoro saxona "O BueceHnn uszmenennii B Kogeke
Poccniickoil ®eaepannn 06 aAMHHECTPATHBHLIX NPABOHAPYIIEHAAX"

Npunsarne ®enepanmsHoro 3akona "O BHecemmn H3MeHenwit B Kogexc
Poccuiickoii ®enepalny 06 afMHHUCTPAaTHRHBIX NPaBOHAPYIIEHUAX" He NMOTpeOyeT
TPHHATHA, H3MEHEHHS, TPHOCTAHOBNEHHS WAK NPU3HAHWA YTPATHBIIAMH CHIY
HOPMAaTHBHBIX  HApaBoBoIX akToB llpesmpenra Poccmiickoii  ®enepatum,
IMpaBurensctsa Poccutickoit ®epepaliny 1 peaepansHEX OPTaHOB MCTIONHUTENBHOM

BJIACTH.
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