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00 aIMUHUCTPATUBHBIX IPaBOHAPYIICHUIX"

B coorBerctBuu co cratbeit 104 Koncruryuum Poccuiickoit ®epneparmu

I1paButenncrBo

Poccuiickoit

(DeI[epaI.II/II/I BHOCHUT Ha pPacCMOTpPEHHUE

['ocynapcreennoit Jlymsl ®enepansnoro Cobpanust Poccuiickoit Penepainy MpoeKT
(enepanbHoro 3akona "O BHeceHuM usMeHeHui B Konekc Poccuiickoii ®eneparuu
00 agMHUHUCTPAaTUBHBIX IPaBOHAPYIICHHUSX" .

Ipunoxenue: 1.

2.

3.

TekcT 3akoHOMpoEKTa Ha S 1.

IlosicHUTEeIBHAS 3alIMCKa K 3aKOHOMPOEKTY Ha 1 1.
(DUHAHCOBO-3KOHOMUYECKOE 000CHOBaHKE K 3aKOHOIPOEKTY
Ha | m.

. HepequL (i)CI[Gp&HBHBIX 3aKOHOB, NIOJJICKAIINX IIPHUHATHIO,

U3MEHEHHIO, IIPUOCTAHOBIICHUIO 17001
yTpaTUBIINMHU CUITY, Ha 1 1.

IIPpU3HAHHIO

.Ilepeuenp HOpPMaTUBHBIX IIpaBOBBIX akToB IlpesuneHrta

Poccuiickolt  ®epeparu, [IpaButensctBa Poccuiickoit
Oenepaiid 1 (QellepabHBIX OpPraHOB HCIOJIHUTENBHOM
BJIACTH, MOIEXKAIINX MNPU3HAHUIO YTPATUBIIMMH CHITY,
NPHUOCTAaHOBJIEHUIO, UI3MEHEHHIO WM MPUHATHIO, Ha 1 JI.

. Paciopsixenue IlpaButensctBa Poccuiickoit ®enepanuu

110 Bollpocy Ha 1 1.
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Bnocurcs [IpasurtensctBoM
Poccuiickoit denepaunu

IIpoekTt

v L37E6T0-F
®EJNEPAJBHBIN 3AKOH

O sHecenun n3menenuii B Koaeke Poccniickont Penepanun
00 aIMHHUCTPATHBHLIX NPABOHAPYIIEHHUSIX

Cratpa 1

Buectn B Kopexc Poccuiickoii denepaunn 00 aaMHUHUCTPAaTUBHBIX
npaBoHapyeHussx (CoOpanue 3akoHOomatenbcTBa Poccuiickoit Pepepanuu,
2002, Ne 1, cT. 1; Ne 18, c1. 1721; Ne 30, cT. 3029; Ne 44, c1. 4295, 4298; 2003,
Ne 1, ct. 2; Ne 27, c1. 2700, 2708, 2717; Ne 46, ct. 4434, 4440; Ne 50, ct. 4847,
4855; Ne 52, ct. 5037; 2004, Ne 19, c1. 1838; Ne 30, cr. 3095; Ne 31, cr. 3229;
Ne 34, ct1. 3529, 3533; Ne 44, ct. 4266; 2005, Ne 1, cT. 9, 13, 37, 40, 45; Ne 10,
cT. 762, 763; Ne 13, ct. 1077, 1079; Ne 17, cT. 1484; Ne 19, ct. 1752; Ne 25,
ctT. 2431; Ne 27, ct. 2719, 2721; Ne 30, ct. 3104, 3124, 3131; Ne 40, ct. 3986;
Ne 50, ct1. 5247; Ne 52, c1. 5574, 5596, 2006, Ne 1, c1. 4, 10; Ne 2, c1. 172, 175;
Ne 6, c1. 636; Ne 10, c1. 1067; Ne 12, cT. 1234; Ne 17, c1. 1776; Ne 18, ct1. 1907;
Ne 19, cr. 2066; Ne 23, ct. 2380, 2385; Ne 28, ct. 2975; Ne 30, ct. 3287; Ne 31,

cT. 3420, 3432, 3433, 3438, 3452; No 43, cT. 4412; Ne 45, cT. 4633, 4634, 4641,
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Ne 50, c1. 5279, 5281; Ne 52, ct. 5498; 2007, Ne 1, cr. 21, 25, 29, 33; Ne 7,
cr. 840; Ne 15, cr.1743; Ne16, cr.1824, 1825; Nel7, cr.1930; Ne 20,
cT. 2367; Ne 21, cT.2456; Ne 26, cr. 3089; Ne 30, cr.3755; Ne 31, ct. 4001,
4007 - 4009; Ne 31, ct. 4015; Ne 41, ct1. 4845; Ne 43, ct. 5084; Ne 46, cT. 5553;
Ne 49, ct1. 6034, 6065; Ne 50, cT. 6246; 2008, Ne 10, ct. 896; Ne 18, cT. 1941;
Ne 20, ct. 2251, 2259; Ne 29, cr.3418; Ne 30, ct. 3582, 3601, 3604; Ne 45,
cT. 5143; Ne 49, ct. 5738, 5745, 5748; Ne 52, ct. 6227, 6235, 6236, 6248; 2009,
Nel, cr. 17; Ne 7, ct. 771, 777; Ne 19, cr. 2276; Ne 23, cr1. 2759, 2767, 2776;
Ne 26, ct. 3120, 3122, 3131, 3132; Ne 29, ct. 3597, 3599, 3635, 3642; Ne 30,
ct. 3735, 3739; Ne 45, ct. 5265, 5267; Ne 48, cr. 5711, 5724, 5755; Ne 52,
cT. 6406, 6412; 2010, Ne 1, ct. 1; Ne 11, c1. 1169, 1176; Ne 15, ct. 1743, 1751;
Ne 18, cr1. 2145; Ne 19, ct. 2291; Ne 21, ct. 2524 - 2526, 2530; Ne 23, ct. 2790;
Ne 25, cr. 3070; Ne 27, ct. 3416, 3429; Ne 28, ct1. 3553; Ne 29, ct. 1308; Ne 30,
cT. 4000, 4002, 4005 - 4007; Ne 31, ct. 4155, 4158, 4164, 4191 - 4193, 4195,
4198, 4206 - 4208; Ne 32, cr.4298; Ne 41, ct.5192, 5193; Ne 46, cr. 5918;
Ne 49, ct.6409; Ne 50, ct. 6605; Ne 52, ct. 6984, 6995, 6996; 2011, Ne 1,
ct. 10, 23, 29, 33, 47, 54; Ne 7, ct. 901, 905; Ne 15, cr. 2039, 2041; Ne 17,
cT. 2310, 2312; Ne 19, ct. 2714, 2715, 2769; Ne 23, ct. 3260, 3267; Ne 27,
ct. 3873, 3881; Ne 29, ct. 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, ct. 6406; Ne 47, cr. 6601, 6602; Ne 48, cr. 6728, 6730, 6732; Ne 49,
ct. 7025, 7042, 7056, 7061; Ne 50, ct. 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; Ne 29, ct. 3996; Ne 31, ct. 4320, 4322, 4329, 4330; Ne 41, ct. 5523;
Ne 47, ct1. 6402 - 6405; Ne 49, cT. 6752, 6757; Ne 50, ct. 6967, Ne 53, ct. 7577,
7580, 7602, 7639, 7640, 7641, 7643; 2013, Ne 4, ct. 304; Ne 8, ct. 717 - 720;
Ne 14, ct. 1641, 1642, 1651, 1657, 1658, 1666; Ne 17, ct.2029; Ne 19,
ct. 2307, 2318, 2319, 2323, 2325; Ne 23, cr. 2871, 2875; Ne 26, cr. 3207 -
3209; Ne 27, ct.3442, 3454, 3458, 3465, 3469, 3470, 3477, 3478; Ne 30,
ct. 4025 - 4036, 4040, 4044, 4059, 4078, 4081, 4082; Ne 31, ct. 4191; Ne 40,
ct. 5032; Ned3, cr. 5443 - 5446, 5452; Ne 44, ct. 5624, 5633, 5643, 5644;
Ne 48, c1. 6158, 6159, 6161, 6163 - 6165; Ne 49, cT. 6327, 6341 - 6345; Ne 51,
cT. 6683, 6685, 6695, 6696; Ne 52, cr. 6948, 6953, 6961, 6980, 6981, 6986,
6994, 6995, 6999, 7002, 7010; 2014, Ne 6, ct. 557 - 559, 566; Ne 10, ct. 1087;
Ne 11, ct. 1092, 1096 - 1098; Ne 14, ct. 1553, 1561; Ne 16, ct. 1834, 1921;
Ne 19, ct. 2317, 2324 - 2327, 2330, 2333, 2335; Ne 23, ct. 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, crt.6636, 6638, 6642, 6651, 6653, 6654; Ne49, cr.6928; Ne 52,
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ct. 7541, 7545, 7547 - 7550, 7557; 2015, Ne 1, cr. 29, 35, 37, 47, 67, 68, 74,
81, 83 - 85; Ne 6, cr. 885; Ne 7, ct. 1023; Ne 10, ct. 1405, 1411, 1416, 1427,
Ne 13, ct. 1804, 1805, 1811; Ne 14, cr. 2011, 2021; Ne 18, cr. 2614, 2619,
2620, 2623; Ne2l1, cr.2981; Ne24, cr.3367, 3370; Ne27, 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, ct. 5629, 5637, 5642; Ne 44, ct. 6046;
Ne 45, ct. 6205, 6208; Ne 48, ct. 6706, 6710, 6711, 6716; Ne 51, cr. 7249,
7250; 2016, Ne 1, ct. 11, 28, 59, 62, 63, 76, 79, 84; Ne7, ¢1.918; Ne 9,
ct. 1308; Ne 10, cr. 1323; Ne 11, cr. 1481, 1490, 1491, 1493; Ne 14, c1. 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, 3882,
3884, 3887, 3891; Ne 27, ct. 4160, 4164, 4194, 4197, 4206, 4217, 4223, 4226,
4238, 4249 - 4252, 4259, 4287; Ne28, ct.4558; Ne 48, ct.6733; Ne 50,
cT. 6975; Ne 52, cr.7508; 2017, Nel, cr.12, 31; Ne9, cr. 1287; Nell,
ctT. 1535; Ne 17, ct. 2457, Ne 24, ct1. 3487) ciienyomme U3MECHECHHA:
1) rnaBy 6 nonoJIHUTE cTaTheil 6.34 cienyrolero coaepKaHus:
"Crarbs 6.34. HecBoeBpeMeHHOe BHeCEHUE UJIH BHECEHHE
HeI0CTOBEPHBIX JJAHHLIX B CHCTeMY MOHHTOPHMHIa
JABHMKEHHUS JTeKAPCTBEHHbIX Npenaparos
AJIS1 MeJTHIMHCKOr0 NPMMEHEeHHs!

HCCBOCBPCMCHHOC BHCCCHHEC HJIH BHCCCHHNEC HCAOCTOBEPHLIX AJAHHBIX B

CHCTEMY = MOHHUTOpPHHIa JABHIKCHHS  JICKAPCTBCHHBIX  INpCIapaTroB  UiA
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MEIUIIMHCKOTO MPUMEHEHHUS BJICUET HAJIOXKECHHE aMHHHCTPATUBHOTO IITpada
Ha JOJDKHOCTHBIX JIMI B pa3Mepe OT IATH THICSY JI0 ACCATH THICSY pyOJieid;
Ha IOpUIUYECKHX JIML - OT MATHUACCATH THICAY JIO CTa THICSIY pyOJeit; Ha
WHINBUIYATLHBIX TPEANPUHUMATENCH - OT MATUIACCATH THICSY JO CTa THICSIY
pyOnen.";

2) yacth 1 crarhu 23.81 mocine cioB "crarbamu 6.30, 6.32," ITONOJHHUTL
udpamu "6.34,";

3) nyukT 18 uyactu 2 crateu 28.3 mocne cnoB "yacThio 3 craThm 14.43."
JIOTIOJIHUTH cjioBaMHu "yactsiMu | u 2 ctatem 15.12,".

CraTtba 2

Hacrosmuiit ®enepanbHbli 3aKOH BCTymaer B CWIy ¢ 1 sHBaps

2019 ronxa.

IIpesnaent
Poccuiickoit @enepanuu

97070645




MOSICHUTEJIBHAS 3AIIUCKA

K NPoeKTy ¢enepaibHoro 3akona 'O BHecenun nzmeHennii B Kogexc
Poccuiickoii ®egepannn o6 aAMHHNICTPATHBHLIX PABOHApPYIIEeHHUAX "

IIpoext denepanbHoro 3akoHa "O BHecenmm u3MeneHuii B Komekc
Poccuiickoii ®enepauyy 00 agMHHUCTPAaTHBHBIX IpaBOHapymeHusx" (maiee -
3aKOHOIIPOEKT) TIOATOTOBIEH B LENAX peaqusalMd T[ONOXKEHHI MpoeKTa
denepansHoro 3akoHa "O BHeceHuMm u3MeHeHMii B DenepanbHBI  3aKOH
"O6 ofpaieHun JieKapCTBEHHBIX CPEACTB", MOATOTOBIEHHOTO B COOTBETCTBUH
¢ nmyHKToM 5 nmepeuns nopydenuit [Ipesunenta Poccutickoit @enepalnn Mo uroram
coBelllaHUAd  C YJIeHaMH IIpaBuTenbCcTBa Poccuiickoit ®denepanuu
oT 4 depans 2015r. NeIlp-285 o paspaboTke u TO3TanHOM BHEAPCHUH
aBTOMATH3UPOBAHHON  CHCTEMBl MOHUTOPMHIAa  JABM)KEHHSA  JIEKQpPCTBEHHEIX
[penapaToB OT MPOU3BOJAUTENSA JI0 KOHEYHOI'O IOTPEOHUTENS C HCIOJb30BaHHUEM
MapKHUPOBKY M HIACHTHU(HUKAIUH YHAKOBOK JIEKAPCTBEHHBIX IPErnapaToB, B LEIAX
obecnieueHuss 3¢Q(EeKTUBHOrO KOHTPOJA KayecTBa JIEKApCTBEHHBIX IIPENapaTros,
HaxOJAMIKUXCA B 0OpamieHuu, u 60ph0bI ¢ UX danbCcHhUKaIHE.

Takxxe mpoexkToM ¢enepansHoro 3akoHa "O BHECEHUH UW3MEHEHUH B
DenepanpHblil 3ak0H "OO6 oOpalmeHHH JEeKapCTBEHHBIX CPEACTB" IMPeayCMOTPEHO,
YTO 3a IPOU3BOACTBO WM MPOJAXY JEeKAPCTBEHHBIX MIpernapaToB IS MeIUILMHCKOTO
npuMeHeHus Oe3 HaHeCeHHs KOHTPOJBHBIX (MIACHTU(HUKAIMOHHBIX) 3HAKOB,
C HapylIeHHEM YCTAHOBICHHOrO TOpAJKa WX HaHECeHWHA, a  TakKxKe
3a HECBOEBPEMEHHOE BHECEHHE WM BHECEHHE HEIOCTOBEPHBIX JaHHBIX B CHCTEMY
MOHUTOpMHTa JBWKEHHUS JICKAPCTBEHHBIX TMpENapaToB A MEIUIHHCKOTO
IIpUMEHEHHUs IOpHAWYecCKHe JHUA W HHIAWUBHIYaJbHbIE NpEAIPUHHMATEIH, HECYT
OTBETCTBEHHOCTH B COOTBETCTBHH C 3aKOHOJATeNIbcTBOM Poccuiickoii @enepanum.

3aKOHOMPOEKTOM IpeNyCMaTpHBAeTCAd YCTAHOBJCHWE aIMHUHHCTPATHBHOMN
OTBETCTBEHHOCTH 3a NPOU3BOJICTBO HIIH MPOAAXY JIEKAPCTBEHHBIX IMPernapaToB AJIs
MEIUIITHCKOro NpUMEHEHNS 0e3 HaHEeCEHHSA KOHTPOJBHBIX (HACHTH(PHKAUHOHHEIX)
3HAKOB, C HapyIICeHHEM YCTaHOBJICHHOTO NOpSAKAa HX HAHECEHHUA, a TakkKe 3a
HECBOEBPEMEHHOE BHECEHHE WM BHECEHHE HEIOCTOBEPHBIX NAHHBIX B CHCTEMY
MOHHUTOPHHTA [BH)KCHHUS JICKAPCTBEHHBIX MpENaparoB JiIsf  MEAUIMHCKOro
IIpUMEHEHHS.

3aKOHOIPOEKT COOTBETCTBYeT IOJiokeHUAM JloroBopa o EBpa3uiickom
SKOHOMMYECKOM coro3e U CorialleHuI0 O eOWHBIX INpPUHIUNAX W IpaBUiIax
oOpalleHus JIeKapCTBEHHBIX CpEJICTB B pa EBpa3zuiickoro 3KOHOMHY€CKOro
COr034a. - '
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PUHAHCOBO-OKOHOMMYECKOE OBOCHOBAHUE

K IPOEKTY deaepabHOro 3akona "'Q BHeceHun usmMeHenuii B Kogexc
Poccuiickoii ®eaepanun 00 aIMAHHCTPATHBHLIX NPABOHAPYIIEHHSAX "'

Ilpunatue ®enepanbHoro 3akoHa "O BHeceHun wu3MeHeHwii B Kojekc
Poccutiickoii deaeparuu 06 aqMAHIUCTPATHBHBIX MPABOHAPYLIECHHUAX" HE MOTpeOyeT
JOTMOJIHUTENIBHBIX PAcXOJ0B, NOKPHIBAEMBIX 3a CUET CPEACTB (eaepaabHOro
OroKera.
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IHEPEYEHD

(denepaibLHBIX 32aKOHOB, NOJJIEKAMX NPHUHATHIO, H3MEHEHHIO,
HPHOCTAHOBJICHHIO HJIH IPH3HAHHIO YTPATHBIIMMH CHIIY B CBSI3H C IPHHATHEM
®enepaibHoro 3akona 'O BHecenun usmenennii 8 Kogexe
Poccniickoii @enepanuu 06 aIMHHHCTPATHBHBIX IPABOHAPYIEHHAX "

[lpunsitue @enepansHoro 3akoHa "O BHecenuu u3MeHeHuit B Kopekc
Poccuiickoit @enepanuy 06 aqMUHUCTPATHBHBIX NPAaBOHAPYIICHUSIX" He OTpeOyeT
TIPUHATHS, W3MCHEHMS, TPHOCTAHOBJICHHUS WJIM NPW3HAHUSA YTPATHUBIIMMH CHIY
(enepabHEIX 3aKOHOB.
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IHNEPEYEHD

HOPMATHBHBLIX NpaBoBhIX aKTOoB IlpesnaenTa Poccuiickoii @enepanuu,
IIpasurenancrea Poccuiickoii Pegepaunu u ¢peaepaabHBIX OPraHoB
HCHOIHHTEJIbHOM BJIACTH, NOAJIEKAIHX IPH3HAHHIO YTPATHBIIHMH CHJTY,
NPHOCTAHOBJ/ICHHIO, H3MEHEHHIO HJIH NIPHHATHIO B CBA3H C IPUHATHEM
®enepanbHoro 3akona 'O BHecennn nsMenennii B Koaekc
Poccuiickoil ®egepanun 06 aIMUHHCTPATHBHBIX NPABOHAPYIIEHHAX "

ITpunsatue ®enpepanbHoro 3akoHa "O BHeceHun w3MeHeHMii B Koxexc
Poccuiickoit Penepauny 06 aqMUHUCTPATUBHBIX MPABOHAPYIIEHUsSX" He MOTpedyeT
MIPUHATHS, W3MEHEHMS, [PHOCTAHOBJEHWS WIM NPU3HAHUSA YTPATUBIIUMH CHIY
HOpPMATHWBHBIX IpaBOBbIX aKTOB Ilpesmmedra Poccuiickoit  ®enepaumu,

ITpaButenscrBa Poccuiickoit Menepaiyu u dhenepanbHBIX OPraHOB HCTIONHUTENBHON
BIIACTH.
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MPABATEJLCTBO POCCHIICKOW ®EIEPAIINN
PACITOPAXEHUE

oT 19 momns 2017 1. Ne 1523-p

MOCKBA

1.Buecrtu B l'ocynmapctBennyto Jymy @Denpepanpnoro Cobpanus
Poccuiickoit @enepamuu  npoekT ¢denepaipHoro 3akona 'O BHeCEHHH
usmeHennii B Kogexc Pocculickoit ®enepamuu 00 amMHUHHCTpaTHBHBIX
NpaBOHapyIIeHUIX" .

2. HasHaunte mnepBoro 3amectuTenss MUHUCTpa 3IpaBOOXpaHCHHS
Poccuiickoit @Penepanun Karpamansna UWrops HukxosnaeBuya oduLHanibHEIM
npezncrasureiieM IlpaButensctBa Poccuiickoit @enepaunu npu pacCMOTpeHUH
nanatamu  QenepansHoro CobOpanust Poccuiickoit ®Depepanimd  npoekTa
benepansHoro 3akona "O BHecenun wusMeHeHuii B Kopekc Poccuiickoit
Qenepanuy 06 aAMUHUCTPATUBHBIX PaBOHAPYIIIEHHUIX" .

IIpencenarens [IpaBute/ts

Poccuiickont ®@enep . Mensenen
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