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Cratbs 1

Baectu B ®emepanbHblit 3aK0H OT 22 HOSIOps 1995 roga N 171-d3 "O
roCyIapCTBEHHOM PeryJIMpoOBaHMUM ITPOM3BOACTBA M 000pOTa ITUIOBOTO
CIIMpPTa, aIKOTOJIbHOM U CIUMPTOCOIepsKaleii MpOgyKIUYU U 00
OrpaHMYeHUM MMoTpedIeHNs (PaCIIUTHS) aTKOTOIbHOM MPOaYyKIMn" (B
penaxkiuy OenepanbHOTo 3aK0oHA OT 7 stHBaps 1999 roma N 18-03)
(Cobpanmne 3akoHOmaTenbcTBa Poccuiickoit ®emepanym, 1995, N 48, cT.
4553; 1999, N 2, cT. 245; 2001, N 53, c1. 5022; 2002, N 30, cT. 3026, 3033;
2004, N 45, cT1. 4377; 2005, N 30, cT. 3113; 2006, N 1, cT. 20; 2007, N 1, cT.
11; N 31, cT. 3994; N 49, cT. 6063; 2008, N 30, cT. 3616; 2009, N 1, cT. 21; N
52, cT. 6450; 2010, N 15, cT. 1737; N 31, cT. 4196; 2011, N 1, cT. 42; N 27, cT.
3880; N 30, cT. 4566, 4601; 2012, N 26, cT. 3446; N 27, cT. 3589; N 31, cT.
4322; N 53, cT. 7584, 7611; 2013, N 30, cT. 4065; N 44, cT. 5635; 2015, N 1,
CT.43,44,47; N 14, ct. 2022; N 27, cT. 3973; 2016, N 1, cT. 20; N 26, CT.
3871; N 27, cT. 4193, 4194) cnepyoiiye M3MeHEHUS :

1) B cTaTbe 1:

a) B IIYHKTe 3:



a63aiy TpeTuit U3JI0XKUTD B CJIeAYIONIel peJaKkiiun:

"obpaleHne CIMPTOCOAEPKANMX JIEKAPCTBEHHBIX CPEJICTB,
3aperucTpMpPOBAHHBIX YIIOJTHOMOUEHHBIM (peiepaqbHbIM OpraHOM
MCIIOTHUTEIbHO BJIACTU U BKITIIOUEHHBIX B TOCYIapCTBEHHBI peecTp
JIeKapCTBEHHBIX CPEJCTB, 32 UCK/II0YeHVEeM ITPOU3BO/ICTBA, 060poTa U (MUJTN)
MCITI0JIb30BaHMS IJIT COOCTBEHHBIX HYKA, (hapMalieBTUUeCKOI CyOCTaHIINM
CIIMpTa 3TWJIOBOTO (3TAHOJIA), a TaKXKe 3a UCK/II0UeHeM MTPOM3BO/ICTBA,
M3TOTOBJIEHMSI, 3aKYTIKM, [TOCTABOK, XpaHeHUS U (MJIN) TTIepeBO30K
CIIMPTOCOAEPKAIINX JIEKAPCTBEHHBIX ITPEIapaToB;";

a63a1] OAMHHAAIATBIN U3JIOXKUTD B CJIeyIOIIei pegaKkIum:

"obpaleHne CIMPTOCOAEPKAIIMX MeIUIIMHCKUX U3Ie/Ni,
3aperucTpMpPOBAHHBIX YIIOJTHOMOUYEHHBIM (peiepaqbHbIM OpraHOM
VCIIOJTHUTEIbHOM BJIACTU U BKIIOUEHHBIX B TOCYLapCTBEHHbIN peecTp
MeOUIIMHCKUX U3TeNuii U OpraHn3annii (MHAUBULYIbHbBIX
MpearpuHUMaresien), OCyeCTBISIONMX TPOU3BOACTBO U M3TOTOBJIEHNE
MeOUILIMHCKNUX U3ennii, 3a UCK/IIOUeHMEeM IPOU3BOICTBA, MU3TOTOBIEHNS,
3aKyIIKA, IOCTABOK, XpaHEeHMUS U (WIN) IepeBO30K CIIMPTOCOAEPsKAIIUX
MeOVILIVHCKUX U3Oennii.";

0) MyHKT 4 AOTIOJHUTD ab3aliaMu CeAyIoNero CoAepsKaHms:

"TIpaBuTenbCcTBO Poccuiickoin @epgepaiyivi B yCTAHOBJIEHHOM MM ITOPSIIKE
MCXOIS U3 00'beMa MOTPeOUTETbCKOM Taphl (YIIAKOBKM) U (MJIM) CTOMMOCTH
1 (mn) GYHKIMOHAIBHOTO Ha3HAUEHMS CIIMPTOCOAEePsKAIINX MeIUIIMHCKUX
MU30e/INI YCTAHABIMBAET MTEPEUHU 3TOM NPOAYKIIUM, HA ESITEJbHOCTD I10
IIPOM3BO/ICTBY, M3TOTOBJIEHMIO U (M) 060POTY KOTOPOJi He
pacnpocTpaHsieTcs AeicTBue HacTosero @enepaibHOrO 3aKOHa.

[TpaBuTenbcTBO Poccuiickoit @enepanyyt B yCTaHOBJIEHHOM UM IOPSIKe
ucxons u3 oobema MoTpeduTeIbCKO Taphbl (YIIAKOBKM) U (M) CTOMMOCTHU
" (M) GyHKUMOHATBHOTO Ha3HAUEHMsT CITUPTOCOePXKAIMUX
JIeKapCTBEeHHBIX IIperapaToB YCTaHABIMBAET [IepeuyHy 3TOI MPOAYKLNY, HA
JesITeIbHOCTD T10 MPOM3BOACTBY, M3TOTOBJIEHUIO U (M) 060POTY KOTOPO¥A
He pacIIpoCTpaHsIeTCs LelicTBue HacTosero denepaabHOro 3akoHa.";

2) B cTaTbe 2:

a) B IIOATTYHKTE 3.1 ¢JioBA "B XXKMIAKOM BUZE" 3aMEHUTD CJI0BaMU "B XKUIKOM



dbopmMme BbITTyCKa";
0) MOAITYHKT 3.2 M3JIOXKUTh B CIeIYIONIeH pegaKIn:

"3.2) criupToCcoepKale MegUIIMHCKUE U3TeNNUs - MeIUIIMHCKUE U3 e/TUs
B XKMJIKOJi (hopMe BBIITyCKa, copepskaliye hapMareBTUUeCKyIo CyOCTaHIIMIO
CITMPTA STUIOBOTO (3TAHOJI) UJIN STUIOBBIN COUPT;";

3) B cTaThbe 5:
a) ab3all MAThI U3JIOKUTH B CIAEAYIONIEN peTaKiun:

"opraHmsaiys u nposeaeHue derepasbHOTO rocyAapCTBEHHOTO KOHTPOJIS
(Hag3o0pa) B 06;1aCTH IPOMU3BOACTBA ¥ 060pOTa STUIOBOIO CIIMPTA,
QJIKOTOJIBHOW U CTIMPTOCOepsKalei MPOayKIUN;";

6) ab3a11 IBaAIIaTh BOCbMOI MPU3HATH YTPATUBIIUM CUITY;
4) B myHKTe 1 CcTaThU 6:
a) ab3all mecTo U3JIOKUTDb B CAEAYIONIei peaaKIym:

"OCyllleCTBIEHME PETMOHAJIBHOTO rOCYyAapCTBEHHOTO KOHTPOJIS (Hai30pa) B
061aCTV PO3HUYHO MPOJAXKM aTKOTOIbHOM M CITUMPTOCOIepyKalleit
IPORYKIMN;";

0) IOIOJHUTH ab3alleM C/IeIYIOIIEero ComepskKaHmsI:

"yTBepsKIeHMe IepevyHs HaCceIleHHbIX TYHKTOB, B KOTOPBIX OTCYTCTBYET
IOCTYI K MHGOPMaIMOHHO-TeJIeKOMMYHUKALIMOHHO ceTn "VIHTepHeT", B
TOM 4UMCJie TOUKA JOCTYIIa, ONpe/ie/ieHHas B COOTBETCTBUM ¢ DelepabHbIM
3akoHOoM oT 7 uoJjsg 2003 roga N 126-®3 "O cBgI31", 10 COTIACOBAHUIO C
yriosHOMO4YeHHbIM [IpaBuTenbcTBoM Poccuiickoit @epepanymn
denepasbHbIM OPraHOM MUCIIOJHUTEIbHO BJIACTU.";

5) myHKT 1 cTaTby 7 JOMOTHUTD CJIOBAMU ", CIIMPTOCOAepsKalie
MIPOOYKUMN";

6) B cTaThbe 8:
a) B IIyHKTe 2:

B ab3alie repBoM CjIoBa ", papMalieBTUUECKOii CyOCTaHIMM CIIUPTA



STUJIOBOTO (3TAHOJIA)," UCKIIOUNUTD;

B ab3alie BOCEMHAI[aTOM CJIOBA "[1JIsk POM3BOCTBA CIIMPTOCOIE PsKAIIMX
JIEKapCTBEHHBIX IIPEIIapaToB U CIIMPTOCOAEPsKAIINX MeIULIVIHCKIX

oo

n3gejanm UCKIIUYNUTD,

B ab3alie AeBSITHAAIIATOM CJIOBA "IJIsT IIPOM3BOJICTBA CIIMPTOCOAEPSKALIX
JIeKapCTBEHHBIX IIPeNapaToB U CIIMPTOCOAePpsKallIMX MeIULIMHCKUX
U3Oennin" UCKIIUYUTD;

IIOTIOTHUTH ab3a1iaMy CJIeIyI0Iero comepskaHms :

"EMKoOCTM 17151 TpueMKu papMalieBTMUeCKOi CyOCTaHLIMM CITMPTa
STUIOBOTO (3TaHOJIA) UM STUIOBOTO CIIMPTA y OpTaHM3aL it U
VMHAVBUYATbHbBIX IIpeaIIpUHMMAaTENel, UCIIOIb3YIOMINX
(dbapmaleBTMYeCKyI0 CyOCTAHIMIO CIIMPTA STUIOBOTO (3TAHOJ) UJIU
STWJIOBBIN CIIUPT JJISI TPOMU3BOACTBA CIIMPTOCOIEPXKAIIMX JTIEKAPCTBEHHBIX
MperapaToB U (WIN) COUPTOCOAePXKAIIMX MeIULIMHCKUX U3T e, a TaKKe
B ITpoIiecce MTPOM3BOJICTBA APYTUX JIEKAPCTBEHHBIX CPEACTB U (UJIN)
MeAVNLIMHCKUX U3, TO/KHBI ObITh OCHAII[€HbI aBTOMATINUYEe CKUMU
CpeacTBaMM M3MEPEHMs U yueTa KOHIeHTpaLuuu 1 o6bemMa 6e3BOTHOTO
cnupTa B (papMalieBTMUeCKO CyOCTaHI[MM CIIMPTa ITUIIOBOTO (3TAHOJA)
WU B 9TUIOBOM CIIUPTeE, 00beMa dapMalieBTUUeCKOi CyOCTaHIIUM CIIMpPTa
3TWJIOBOTO (3TaHOJIa) UM 3TUIOBOTO CIIMPTA.

[IporpaMMHO-anmnapaTHble CpeJiCTBa OpTaHM3aLuit U MUHAVMBULYATbHBIX
npeAnpUHUMATeNeN, MCIOMb3YIoIMX hapMaleBTUIeCcKyo CyOCTaHIINIo
CIIMPTa 3TWJIOBOTO (3TAHOJ) WM STUIOBBIN CIIUPT AJISI TPOM3BOACTBA
CIIMPTOCOAEPKAIIMX JIEKAPCTBEHHBIX ITpernapaToB U (MJIN)
CIMPTOCOAEPKAINX MeIUIIMHCKUX U3IeNNii, a TAKKe B Mpollecce
MIPOM3BOJICTBA APYIUX T€KAPCTBEHHBIX CPEJICTB U (MJIN) MeOULIMHCKUX
u3aennit, OJKHBI 060ecreunBaTh IpueM 1 nepegavyy nHbopmaiuu,
TIOJTyYeHHOV C MCIOb30BaHMEM aBTOMATUUECKUX CPEJICTB M3MepeHUs U
yueTa KOHLIEHTpalUuu 1 00bemMa 6e3BOIHOrO CIupTa B (papmalieBTUUECKO
cyOCTaHLIMM CIMPTa STWIOBOTO (3TAHOJA) WIN B 3TUIOBOM CIUPTE, 06beMa
dbapmalieBTHUeCKO CyOCTaHI[MM CIIUPTA STUIIOBOTO (3TAaHOJIA) UK
STUJIOBOTO CIIMPTA, 06 06'beMe UX 3aKYIIKU.

O6opymoBaHue 1 yueTa o6beMa 060poTa i MCI0Ib30BaHMs
dbapMalieBTHUeCcKO CyOCTaHIMY CIIMPTA STUIOBOTO (3TaHOJIA) UK



STUIOBOTO CIIMPTA JJIs1 TPOM3BO/ICTBA CITMPTOCOAEPsKALMX JIeKaPCTBEHHbBIX
MperapaToB U (WIN) CIUPTOCOAEPIKAIIMX MeIULIIMHCKUX U3IEeJINIA, a TaKKe
B [IpoOLiecce MPOU3BOACTBA APYIUX JIEKAPCTBEHHBIX CPeCTB U (MIIN)
MeIUIIMHCKUX U3AENINI TOKHO ObITh OCHAIIEHO TEXHUYECKUMU
cpenctBamyu Gukcanyuy u nepemaur MHGopmanum o6 oobeme
MIPOM3BO/ICTBA ¥ 000POTA CIIMPTOCOAEpKaIlei MPOAYKIIUM B €IVHYIO
rOCyIapCTBEHHYI0 aBTOMATU3MPOBAHHYIO MHGOOPMALIMOHHYIO CUCTEMY.

[TporpaMMHO-annapaTHble CpeACTBAa OPTaHU3aLVIA M MHAVBUAYaIbHbBIX
npeAnpMHUMATENIeN, MCIONb3YIoIMX hapMaleBTUYeCcKyo CyOCTaHIINIo
CIIMpPTa 3TWIOBOTO (3TAHOJ) WJIM 3TUJIOBBIN CIIMPT [JIS1 IPOU3BOACTBA
CIIMPTOCOAEPsKALIUX JIEKAPCTBEHHBIX ITPernapaTos U (UJIN)
COMPTOCOAEPKAINX MeINIIMHCKUX U3LeNNii, a TAKKe B IpolLiecce
MPOM3BOJICTBA IPYTUX JI€KAPCTBEHHBIX CPEJCTB U (MIN) MEeOULIMHCKUX
u3aenit, OJKHbI 06ecreunBaTh IIpueM u repegavy nHdopmaium o6
o6beMe MCIT0Ib30BaHMs (hapmalieBTMYECKOi Cy6CTaHIMM CIIUPTa
STUJIOBOTO (3TaHOJIa) UM STUJIOBOTO CIUPTA, a Takke MHPopMaiu 06
o6beMe MPOU3BOACTBA U (M) 060pOTa (32 UCKITI0UEeHeM PO3HUYHOM
MIPOLAKN) CIIUPTOCOAEPKALIMX JIeKAPCTBEHHBIX IIpernapaToB U
CIIUPTOCOAEPXKALIMUX MEeAVULIMHCKUX U3e/INA, IOJTy4YeHHO C IPMMeHeHeM
TeXHUYECKUX CpeAcTB purcanum u nepenaum nHGopmainm ob6 oobeme
MIPOM3BOJICTBA M 000POTa CIMPTOCOAEepsKallel MPOLYKIUY, B eUHYIO
roCyIapCTBEHHYIO aBTOMaTU3UPOBAaHHYI0 MHOOPMALMOHHYIO CUCTEMY.";

0) B myHKTe 2.1:
MTOAITYHKT 3 U3JIOXKUTH B CJIEIYIOIIEi pegaKIin:

"3) PO3HUYHON MPOJAKU aIKOT0JIbHO ITPOAYKIIMU, OCYIIEeCTBJISIEMOI B
HaceJIeHHBIX ITyHKTaX, B KOTOPbIX OTCYTCTBYET MOCTYII K MH(POPMAaIMOHHO-
TeJIeKOMMYHUKALMOHHOM ceTu "VMIHTepHeT", B TOM UMCJ/Ie TOYKa OCTYIIa,
orpezesieHHas B COOTBeTCTBUM ¢ PesiepaibHbIM 3aKOHOM OT 7 mtosis 2003
roga N 126-®3 "O cesasu”. IlepeyeHb TaKUX HAaCEJIEHHbBIX ITYHKTOB
omnpenensieTcsl B KaskooM cyobekTe Poccuiickoit demepaiyy BoICIINM
MICITOJIHUTEIbHBIM OPTaHOM IOCyJapCTBEHHO BJIACTU CyObeKTa
Poccuiickoit ®enepaiiyiy 1o COTJIaCOBAHMIO C YIIOJTHOMOYEHHbBIM
[TpaBuTenscTBOM Poccuiickoit ®enepanyu demepaabHbIM OpraHOM
UCTIOJIHUTEIbHOM BJIACTU U TIOJJIEKUT TIEPECMOTPY He pexke OJHOTO pasa B
rof. B ciyuae BoIsIBJIEHMS B YKa3aHHOM ITepevyHe HaCeJIeHHOTO MYHKTa, B
KOTOPOM MMEEeTCSI JOCTYT K MH(OPMAIMOHHO-Te/IeKOMMYHMKAIIIOHHOM



cetu "MIHTepHeT", B TOM UMCJie TOUKA NOCTYIIa, Olpee/ieHHas B
cooTBeTCcTBUM ¢ PenepanbHbIM 3aKOHOM OT 7 utoiist 2003 roga N 126-D3 "O
CBSI3U", YIIOTHOMOYEeHHbI [IpaBuTenbcTBOM Poccuiickoin @epgepannm
dbenepanbHbIii OpraH UCIOJHUTEIbLHON BACTU YBEIOMJISIET B IMMCbMEHHOM
dbopme BBICIINIT UCITOJTHUTEIbHBIN OpraH rocygapCTBEHHO BIaCTH
cyobekTa Poccuiickoit demepaiy 0 HEO6XOAMMOCTH ITepecMoTpa
YKa3aHHOTO MepeyvHs. BoICINiA MCIIOTHUTEbHbBIN OPTaH roCygapCTBEHHOMN
BJIaCTU CyObeKTa Poccuiickoii @emepaliuy B Te4eHue Mecsiia ¢ MOMeHTa
TTOJTyYeHMSI COOTBETCTBYIONIEr0 YBeIOM/IeHMS 00SI3aH IMPeCTaBUTh Ha
COrJIaCOBaHMe YTOYHEHHBIN MlepeyeHb B MOpsifKe, yCTAaHOBJIEHHOM
HaCTOSIIL UM MOJITYHKTOM;";

MOATTYHKT 7 U30XUTD B CJIeyIOIIei pegaKIun:

"7) 060pOoTa 3aKyIIEHHBIX CIIMPTOCOEePsKALIMX TeKaPCTBEHHbBIX
IpenapaToB U (MIN) CIIMPTOCOAepsKaAIIUNX MEeAULIMHCKUX U3TEeNNIA;";

IOTIOJIHUTD ITOAITYHKTOM 12 c/ieIyIoniero coiepskaHus:

"12) 3aKyIKM ¥ UCIOJIb30BaHMS (hapMalleBTUYECKO CyOCTaHIIMM CITUPTa
STUJIOBOTO (3TAHOJIA) UM STWJIOBOTO CIMPTa B 06'beMe, He MPeBbINIaloieM
200 mexkaauTpoB B rof, aliTeUHbBIMM OpraHu3anusIMy, BeTepUHapHbIMU
anTeuYHbIMM OpPTaHU3aALUSIMU, UHAUBUAYATbHBIMU [IPEATIPUHUMATEISIMU,
MMeIIVMM JIMIeH3UI0 Ha papMalleBTUUEeCKYIO AesTelbHOCTb,
MeIVLIMHCKMMY OPTaHU3alMsIMU B LIeJIsIX UCII0Ib30BaHMS UX B KayecTBe
CbIPbS MJIM BCIIOMOTaTe/IbHOTO MaTepuaa Ipy Mponu3BOJCTBE,
MU3TOTOBJIEHUM CIIMPTOCOAEPsKAIIMX JIeKapCTBEHHBIX ITpernapaToB U (UIN)
CIIMPTOCOAEPKAIMX MeOULIMHCKUX U3 e/INIA, a TAKXKe B Ipolecce
IIPOU3BOACTBA, U3TOTOBJIEHUS IPYIUX JIEKAPCTBEHHBIX CPeLCTB U (MUJIN)
MeAVLIMHCKUX U3[Ie/INii, Ha yueT oObeMa MPOu3BOACTBA, U3TOTOBIEHUS U
(unu) 060poTa CIUPTOCOEepsKALIUX JIeKapCTBEHHbIX ITpernapaToB U (WIn)
CIIMPTOCOAEPKAIIMX MeAULMHCKUX U3Le/INA YKa3aHHbIMY OpraHm3alusIMu
U UHOAVBUOYAJbHBIMU MpeATNpUHMUMaTe siMi. Ha yKa3aHHBIX U1 TAaKKe He
pacIpoCcTpaHsIOTCS TpeboBaHMs ab3alleB ABAAIIATOTO U ABAALIATH BTOPOTO
ITYHKTA 2 HACTOSIIel CTaTbn.";

B) B ITYHKTe 9:

B ab3alie ITepBOM CJI0Ba "(3a MCKJIIOUEHMEM ITPOU3BOICTBA
(dbapmaleBTMYeCKOii CYyOCTAaHIIMM CIIMPTA STUIOBOTO (3TaHOJIA)" UCKIIOUNUTD;



JOITOJIHUTDb a633.LIEM cIeaymouero cCoaep>XaHm:

"TpeboBaHMSI HACTOSILETO MYHKTA He PacIpOCTPaHSIIOTCS Ha IIPOU3BOACTBO
dbapmalieBTMUeCKOi CyOCTaHLIMM CTIMPTA STUIOBOTO (3TaHOJIA).";

) MyHKT 11 M3JI0OKUTB B CJIeyonIei pegakinmn:

"11. B ciiyuae aHHYJIMPOBAHUS WU IIpeKpallleHUs NeCTBUS JIULeH3UN Ha
IIPOU3BOACTBO 3TUIOBOTrO CIIUPTA, aJIKOTOJIbHON U CIIMPTOCOAepyKallei
NIPOSYKLVM WU TULEH3UM Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CPeLCTB
opraHu3anusi o KOHTpoieM dheepasbHOrO OpraHa UCIIOJIHUTETbHO
BJIACTH, YIIOJTHOMOUYEHHOTO IT0 KOHTPOJTIO ¥ HaI30py B 00J1aCTU
MIPOM3BOJICTBA M 060POTA STUIOBOTO CIIUPTA, AJIKOTOJIbHO U
CIIMPTOCOAEepyKallel MPOLYKIUY, B IOPSAKe, YCTAHOBJIEHHOM
yIoJiHoOMO4YeHHBIM IIpaBuTenbcTBOM Poccuiickoit ®emepann
dbenepasbHBIM OPTaHOM MCITOJTHUTEIbHO BIacTu, 00s13aHa
3aKOHCEPBUPOBATH OCHOBHOE TEXHOJIOTMUECKOe 060pyIOBaHMe /IS
IIPOU3BOACTBA STUIOBOI'O CIIMPTA, aJIKOTOJIbHOM M CIMPTOCOAepsKaleit
MMPOAYKLIVN.

[Tpu mpuobpeTeHnn yKa3aHHOT0 060PYI0BaHMS IPYroil opraHusaiueit oHa
BIIpaBe MCIOJIb30BATh €ro, B TOM YMCIe IJIS1 TPOMU3BOACTBA STUIIOBOTO
CIIMPTA, aJIKOTOJBHOM U CIIMPTOCOAEP KalLEN MPOLYKIUU, TTOCIIe
pacKoHCepBaly YKa3aHHOTO 0600PYA0BaHMS, CHITUS YIIOJTHOMOYE HHBIM
[TpaBuTenbcTBoM Poccuiickoit ®emepanum demgepaabHbIM OPraHOM
VICTIOJTHUTEJIbHOJ BJIACTU IJIOMO, KOTOpbIe ObIIM HaHEeCeHbI Ha YKa3aHHOe
obopymoBaHMe ¥ KOMMYHMKAILIMY B LIE/ISIX HeOMMYIeHMsI ITPOM3BOACTBA U
peanu3anuyy 3TUIOBOTO CIIMPTA, aJIKOTOJbHONM M CIUMPTOCOAepXKallei
MIPOAYKIMN OpraHu3anmeit, InieH3ns Ha Mpou3BOICTBO 3TUIIOBOTO
CITMPTA, aJTKOTOJIbHOM MU CIIMPTOCOAEpsKallel NPOaYKIUU WIN JINLEH3US
Ha ITPOM3BO/ICTBO JIEKAPCTBEHHBIX CPEJICTB KOTOPOI ObIJIa aHHY/IMPOBaHA
MU IeJiCTBYe COOTBETCTBYIONIEN TULIeH3MUM KOTOPOJi OBbLJIO IIpeKpalleHo.";

II) TyHKT 12 IOIMOJHUTH ab3aileM CIeayIoIero CoaepskaHms:

"T'pe6oBaHMS HACTOSIIETO MMYHKTA B YaCTM HAXOKIEHMSI B COOCTBEHHOCTH,
XO3SICTBEHHOM BeJIeHVM, OTIePaTYBHOM YIIPaBJI€HUM TPAHCIIOPTHBIX
CpeACTB He paCcIpOCTPaHSIOTCS Ha ITIepeBO3KM ITUIOBOTO CIIUpTa (B TOM
yucie JeHaTypaTa) 1 HedacOBaHHOI CIIMPTOCOAepsKaleii MPOSYKIIUM C
coepykaHueM 3TUJIOBOTO ciiupTa 6ojiee 25 MpoOLeHTOB 00beMa TOTOBOI



MPOOYKLMM, OCYLIEeCTBJISIEMbIE >KeJIe3HOLO0POKHBIM IOIBUKHBIM
COCTaBOM.";

7) B cTaTbe 9:
a) ab3all YeTBePThIi IMYHKTA 3 U3JIOXKUTD B CJIEYIOIIEei pemaKIum:

"[lepeBO3KM 3TUIOBOTO CIIMPTA (B TOM UlC/ie IeHaTypaTa) U HepacoBaHHOI
CIMPTOCOAEPIKAlllelt MPOAYKLIMHK C COAepkaHeM 3TUIOBOTO criupTa 6osiee
25 MpolLeHTOB 00beMa roTOBOM MPOAYKIIVM, OCYIIeCTBIsIeMble
aBTOMOOW/IbHBIM TPAHCIIOPTOM U 3KeJIe 3HOJOPOSKHBIM TOIBMKHBIM
COCTaBOM, AOIYCKAKTCS TOJIbKO MPU YCIAOBUM OCHAIEHUS TaKUX
TPAHCIOPTHBIX CPEACTB CIelMaIbHbIMM TEXHUYECKMMU CpeiCTBaMu
perucTpauuu B aBTOMaTUUECKOM peXXuMe IBMKEHUSI, KOTOPbIe
obecrieunBaloOT Mepeavy JaHHBIX O IlepeMellleHUM TaKUX TPaHCIIOPTHBIX
cpencTB o Tepputopun Poccuiickoit denmepaniiu, B TOM 4ucjie JAHHBIX O
TeKylleM MeCTOIIO0JIOKeHUH, TIPOJIEHHOM MapluipyTe, BpeMeHU U MeCTax
CTOSIHOK, T10 CITYTHMKOBBIM HaBUTAIIMOHHBIM CMCTEMAaM B
aBTOMAaTU3MPOBAHHYIO CUCTEMY KOHTPOJISI IePeBO30K STWJIOBOTO CIIUPTA U
CIIMPTOCOAEPKALLEN MTPOAYKIMM HA TeppUTOpUM Poccuiickon
Qenepauun.”;

0) MyHKT 4 AOTIOJIHUTD ab3alieM CJIeIyIoIero coaepskaHms:

"Tpe6oBaHMSI HACTOSIIETO ITYHKTA HE PACIIPOCTPAHSIOTCS Ha IMTOCTaBKY
dbapmalieBTMUeCKOi CyOCTaHLIMM CIIMPTA STUIOBOTO (3TaHOJIA).";

8) B ctaThe 10.2:
a) IOMOJHUTB MYHKTOM 1.1 ciienyroiero copepskaHus:

"1.1. Bo3BpaT 3TUJIOBOTO CUPTA, aJIKOTOJbHONM M CIIMPTOCOAepXKalliei
MPOAYKLIVM OCYLIE€CTBJISIETCS TOJIbKO MIPU HAJIMYUM COTTPOBOAUTETbHBIX
IOKYMEHTOB, YKa3aHHBIX B MOANYHKTAaxX 1 - 3 myHKTa 1 HacTosIIe
CTaThu.";

6) myHKT 2.1 mocJie cjioB "dhapmareBTNUYeCcKOi CyOCTaHIMM CITMPTa
3TUJIOBOTO (3TAHOJa)" AOMOJHUTD CJI0BAMMU ", CIIMPTOCOAEPKAIIX
JIeKapCTBEHHBIX NpernapaToB UK CIUPTOCOAEPKAUX MeAVNLIMHCKIX

oo

n3nejann ;

9) B craTbe 11:



a) B myHKTe 1:

B ab3alie 1epBOM CJI0BO "aJKOTOJIbHOM" 3aMEHUTDb CJI0BAMM "aJIKOTOJIbHO
MPOOYKLIMK", CJIOBA "M CIIMPTOCOAEepKall el MUIIEeBOI MPOSyKUMN"
3aMeHUTH CJIOBaMM "M IIPOM3BOJICTBO M 000POT (3a UCKITIOUEHMEM
PO3HUYHOI MPOAAKN) CIIMPTOCOIepsKAIel TUIEeBO MPOAYKIIUN";

IOTIOTHUTH ab3a1iaMy CJIeIyIOIIero comepskaHms :

"He gomyckaeTcst pO3HMYHAS MTPOAaka CIIMPTOCOAepsKallei NulLeBoi
MPOAYKIMM, B TOM UMCJIe AUCTAHI[MOHHBIM CIIOCOO0M, a TaKKe PO3HMUYHAS
Mpojaska CuMpTocoAepsKallleit HenuIleBO MPOAYKIMM C UCIIOIb30BaHUEM
TOPrOBBIX aBTOMATOB.

[IpaBuTtenbcTBO Poccuiickoit @enepauiiu yCTaHABJAMBAET OTPaHUUYEHUS
YCJIOBUM ¥ MECT PO3HUUYHOI TIPOAAKU CIUPTOCOAEPKAIIEN HEITUILLEBOM
MMPOAYKLMM, B TOM YMCJIe TIOJIHbIN 3aIIpeT Ha PO3HMYHYIO IPOIaKy
CIIMPTOCOAepsKalllel HelUIeBOM NPOAYKIM, OTAE/TbHBIX BUIOB TAKOM
MIPOAYKUMN.";

0) ab3a1; mepBbIi MYHKTA 2.3 U3JI0XKUTD B CAEIYIOIEN pegaKIInm:

"2.3. IIpou3BOACTBO aJIKOTOJIbHOM MPOAYKLIMM BIIpaBe OCYLLeCTBIATh
opraHM3aluu, MMelolie B COOCTBEHHOCTH, X035/ iICTBEHHOM BeJleHUH,
OIepaTMBHOM YyIIpaBJIeHUM WIN B apeHze, CPOK KOTOPO onpeneneH
JIOTOBOPOM M COCTaBJISIET OJIMH roJi 1 60jiee, COOTBETCTBYIOIIME
YCTaHOBJIEHHBIM YIIOJTHOMOYeHHbIM [IpaBuTenbcTBOM Poccuiickorn
depnepanyn GenepaabHbIM OPraHOM UCTIOJHUTEIbHOM BJIACTU
TpeboBaHMSIM ITPOM3BOJCTBEHHbBIE U CKIaICKIMe TOMeIleHUSs, SIBJISIONIeCs
00beKTaMM HeJIBMKMMOTO MMYIIeCTBa.";

B) IOTIOJHUTh MYHKTOM 2.6 CJIEAYIOIIEro COmepKaHms

"2.6. 111 IpOU3BOICTBA, U3TOTOBJIEHUS CITMPTOCOAEPsKAINX
JIeKapCTBEHHBIX IMpernapaToB MCIOJb3yeTcsl hapMalleBTuYecKast
CyOCTaHLIMSI CIUPTA STUIIOBOTO (3TAHOJ), CBeIEHUSI O 3aKyIIKe KOTOPOit
3aUKCUPOBaAHbI B €AMHOI roCy1apCTBEHHOI aBTOMATU3MPOBAHHO
MHGOPMAIMOHHOJ CCTeMe C UCIT0Ib30BaHMEeM aBTOMATUUYECKUX CPeICTB
M3MepeHMs ¥ yueTa KOHIeHTpaluuyu 1 o6beMa 6€3BOJTHOrO CITMPTa B
dbapMmalieBTHMUeCKOM CYOCTaHIIMM CIIMPTAa STUI0BOrO (3TaHOIA), 00beMa
dbapmaleBTM4YeCKOi CyOCTaHIIMM CIIMPTA ITUIOBOTO (3TaHOJIA), YKa3aHHBIX



B ITYHKTE 2 cTaThy 8 HACTOSIIETO CDe,ILepaJ'IbHOI‘O 3aKOHaAd.

11 IpOU3BOICTBA, M3TOTOBIEHMSI CIUPTOCOAEPKAILINX MEIUIIMHCKNUX
U3Ienuii UCTIONb3YIOTCS hapMalieBTU4YecKast CyocTaHIMs CIIUpTa
STUWJIOBOTO (3TAHO) U (MJIN) STUJIOBBINA CIIUPT, CBEEHMUS O 3aKyIIKe
KOTOPbIX 3aUKCHUPOBAHbI B €IHOI roCyJapCTBEHHO
aBTOMaTU3MPOBAHHOI MHGOPMAIMOHHOI CCTeMe C UCTI0Ib30BaHMeM
aBTOMAaTUYECKMX CPEJICTB M3MepeHMs U yueTa KOHIIeHTpaluu 1 oobeMa
6e3BOHOrO crMpTa B hapMaleBTMUeCKO CyOCTaHIMM CITUPTA STUIOBOTO
(3TaHOJIA) MJIU B STUIOBOM CIIUPTE, 00beMa apmMalieBTUIEeCKO
CyOCTaHLIM CIIMPTA STWJIOBOTO (3TAHOJIA) WJIM STUJIOBOTO CIIMPTA,
YKa3aHHBIX B ITYHKTE 2 cTaTby 8 HacTosmero ®egepaabHOTO 3aKOHA.";

I') JOTIOJTHUTh TYHKTOM 8 CJIEIYIOIIEro COlepsKaHmUs :

"8. He mormycKawTCs MPOU3BOACTBO (32 MCK/IOUEHMEM ITIPOU3BOACTBA B
1IeJisIX BbIBO3a 3a Mpeesibl Tepputopum Poccuiickoin @epepanum
(akcriopTa) 1 (M) 060pOT (32 UCKIIOUEHMEM 3aKYITKM, TTOCTABOK,
XpaHeHUs U (UJIN) IIepeBO30K B 1eJISIX BbIBO3a 3a Ipeiesibl TepPUTOPUN
Poccuiickoit @epgepauyn (3KCIOPTA) aJIKOTOIBHOM MTPOAYKIIUM C
coflepskaHMeM STUJIOBOTO CITMPTa MeHee 15 mpoieHTOB 00beMa roTOBO
MIPOOYKLIVM, COLepyKallleil TOHU3UPYIoLYe BelleCTBa (KOMIIOHEHTHI).
[TepeyeHb TOHM3UPYIOLUX BeLECTB (KOMIIOHEHTOB) YCTaHABIMBAETCS
yrosHOMO4YeHHbIM [IpaBuTenbcTBoM Poccuiickor @enepanymn
(dbenepasibHbIM OpPraHOM MCIIOJIHUTEIbHO BIACTU.";

10) B cTaTbe 12:

a) ab3all TpeTuii MyHKTa 2.1 mocJie ¢JIOB "MO yIJIaTe HaJIoroB, c60poB,"
IOTOJIHUTD CJI0OBAMMU "CTPaxOBbIX B3HOCOB,";

0) ab3arl TpeTuii MyHKTa 2.3 1ocJjie cJIoB "TI0 yIIaTe HaJIoroB, COOPOB,”
IOTOJIHUTD CJIOBAMMU "CTPaxOBbIX B3HOCOB,";

B) ab3all TpeTuii IyHKTa 2.4 1ocJjie ¢j0B "T0 yIIaTe HajJoroB, cOOpoB,"
IOTIOJIHUTB CJIOBAMM 'CTPAXOBBIX B3HOCOB,";

) IYHKT 7 U3JIOXXUTD B CIE€AYIONIEeN pefaKkiun:

"7. OCHOBaHMEM [IJI1 OTKa3a B Bbigaue (eiepaabHbIX CIIeIMaTbHBIX MaPOK
ABJISIETCS:



1) HeCOOTBETCTBME CBeleHNI B 3asIBJIEHMM O BbIJlaue MapoK, pacyeTe
MOTPeOHOCTY B (ellepabHbIX CITeIMaJbHBIX MapKaxX U (MJIK) oT4eTe 06
MCITOTb30BaHMM paHee BbIAAHHBIX MApOK, ITPeICTaBIeHHbIX 3asIBUTE/IEM
ISt Ipro6peTeHns GpemepasbHbIX CIIENVATbHBIX MAPOK, CBEIEHUSM,
3aUKCUMPOBAaHHBIM 3asBUTE/IEM B eAMHOI roCcyapCcTBeHHOM
aBTOMAaTU3MPOBAHHOM MHGOPMAIMOHHO CUCTEME;

2) Ha/muue B ynoJHoMoueHHOM [IpaButenbcTBOM Poccuiickoit ®enepanm
benepasbHOM OpraHe UCIIOJTHUTEIbHON BJIACTU CBeIeH 00
AHHY/IMPOBAHUY ITPOMU3BOAUTEIEM aJIKOTOIBHOM MPOAYKIIUY U3BELIeHNS 00
yriaTe (0OCBOOOKIEHMM OT YIUIaThl) aBaHCOBOTO IIjIaTeka aKiy3a B IIepUo]I
C JAThI ITOJAYM B YIIOTHOMOYEHHBIN [IpaBuTenbcTBOM Poccuiickoi
depepanyun GenepanbHbIii OpraH UCIIOJHUTETbHO BIACTY 3asIBJI€HUS O
BbiZlaue (eepasbHbIX CIIeMaIbHBIX MAapOK A0 AaThl 0OpaleHys B
YKa3aHHbI OpraH 3a X MojaydyeHreM. B 3TOM ciiyyae M3roToB/IeHHbIE B
COOTBETCTBUM C TaKUM 3asiBjieHeM (eepaabHble CrielabHble MapKu
MoAJjieskaT BO3BpaTy YIIOJIHOMOYeHHBIM IIpaBuTenbcTBOM Poccuiickoi
denepanyun penepaabHbIM OPraHOM MCTIOJHUTEIbHO BJIACTYU
OpraHu3alun-u3roTOBUTEIIO;

3) HaIMuKe B yrnoJHoMouyeHHOM [IpaBurenbcTBom Poccuiickoit @epepauin
dbenepasbHOM OpraHe MCIIOJHUTEIbHON BJIACTU CBeIeH 00
AHHYJIMPOBAHUU TIPOU3BOAUTEIEM AJIKOTOJIbHOM MPOAYKIIUU paHee
TIpe/ICTaBJIEHHOTO M3BeleHMs 00 yriaTe (0CBOOOKIEHMM OT YIIATHI)
aBaHCOBOTO IUIaTeXa akiu3a (IIepBUYHOI0 U3BELIeHNsI) U O IIpeACTaBIeHUN
B HAJIOTOBBIV OPraH HOBOTO U3BEI[eHMS B CBSI3M C YMeHbIIIeHeM 00beMa
3aKyIraeMoro 3TUJIOBOTO CIIMPTA B TIEPUO], C OAaThl IOTAUU B
yII0JITHOMOYeHHbI [IpaBuTenbcTBOM Poccuiickoin @enepanym
dbenepasbHbIii OpraH MCIOJIHUTEILHON BJACTH 3asBI€HMS O BblIadye
(benepanbHbIX CITELIMAIbHBIX MAapPOK A0 IaThl 0OpallleHNs B yKa3aHHbI
OpraH 3a ux rojaydyeHueM. B aToM ciyuae deepabHbie crieliajbHbie
MapKu BbIIAIOTCS TPOMU3BOAUTENI0 AJIKOTOJIbHOM MPOAYKIIMM HA OCHOBAHUU
YTOUHEHHOTO pacyeTa IIOTPeOHOCTM B e/iepabHbIX CIIeIMaTbHbIX MapKax,
NpeACTaBJIeHHOrO IPOMU3BOAUTENIEM aJIKOTOJIbHON MPOSYKLIVN B
yIoJiHoMO4YeHHbI [IpaBuTenbcTBoM Poccuiickoin @enepanum
(dbenmepanbHbIi OPraH UCIOJTHUTEILHO BJIaCTH, B 00IIeM Iopsiake. B ciyuae
HenpeaCcTaBAeHNUs MPOU3BOAUTENIEM aJIKOTOIbHOM MIPOAYKINN
YTOYHEHHOI'0 pacyeTa, yKa3aHHOTO B HACTOSIILEM ITOAITYHKTe,
dbenepanbHble crielaabHble MapKy, U3TOTOBJIEHHBIE B COOTBETCTBUM C



3asBJIeHMEM O Bbizaue (peepasbHbIX CIENMaTbHbIX MAapOK, IOAJIEXAT
BO3BpaTy YIIOJJHOMOYeHHBIM [IpaBuTtenbcTBoM Poccuiickoit @emepaunn
dbenepasibHBIM OPraHOM MCIIOJHUTEIbHO BJIACTY OpraHu3aIum-
U3TOTOBUTEIO;

4) Hanuuue B yIIomHOMOYeHHOM [IpaBurtensctBoM Poccniickoit @enepanum
dbenepasbHOM OpraHe UCIIOJHUTE/NbHONM BJIACTU CBEAEHMI1 O TTOBTOPHOM B
TeyeHMe OJHOrO rojla 3aHMKeHUY HaJI0TOBOI 6a3bl B HAJIOTOBBIX
JeKIapauusix o akiu3am Ha STUIOBBIV CIIUPT, aJIKOTOJIbHYIO MMPOAYKLIVIO U
(M) MOJAKIM3HYIO0 CIMPTOCOAEPXKAIIYIO TIPOAYKIIUIO IO CPABHEHUIO C
06b€MOM OTTPY3KM aJIKOTOJIbHOM MPOIYKLVM, 3a)MKCUPOBAHHBIM 3a
COOTBETCTBYIOII I HAJIOTOBbIN ITEPUO, B €IMHO rOCyIapCTBEHHOM
aBTOMATU3MPOBAHHOM MHOOPMAIIMOHHOI CUCTEME, YCTAaHOBJIEHHBIX 10
pe3yibTaTaM KaMepaJlbHbIX U Bble3JHbIX HAJIOTOBBIX ITPOBEPOK,
MOATBEPKIAEHHBIX COOTBETCTBYIOIIMMHU PElIeHUSIMU O TIPUBJIEYEHUN K
OTBETCTBEHHOCTMU 3a COBEpIIeHNEe HAJIOTOBOTO ITPaBOHAPYIIIEeHNS,
BCTYIIMBIIMMM B CMTy. YKa3aHHOE OCHOBAHMe IeiCTBYeT OO AaThl
MCIIOTHEHMST HaJIOTOTIaTeIbIIVIKOM CBOUX 00S13aTe/IbCTB 110 yIIaTe
aKIM30B B COOTBETCTBYIONIMI OI0IKET OIOIKETHOI cucTeMbI Poccuitckoii
Qemepanun.”;

II) IYHKT 8 11ocJie CJIOB "B MOAITYHKTAaX 2 - 4" NOIMOJHUTD CJI0BAMM "TTYHKTA
7"

11) B cTaTbe 14:
a) IMMyHKT 1 M3JIOKUTD B CJIeAyIoIIei pegakinn:

"1. OpraHusaiuu, oCyIecTBIISIONe ITPOU3BOACTBO U (MJI1) 060POT
STWJIOBOTO CIIMPTA (32 MCKIIOUeHreM dhapMalleBTUUYeCKOi CyOCTaHIM
CIIMpTa 3TWIOBOTO (3TAHOJ1A), aJIKOTOJIbHOM U CIIMPTOCOAepsKalleii
MUIIEBO MPOAYKINH, & TAKXKE CIIMPTOCOAEpsKallleii HeMuIleBO
MIPOAYKIIUM C COJIepsKaHMeM STUIOBOTO CIMpTa 60jiee 25 MPOLIEHTOB
o6beMa TOTOBOI IMPOAYKIIVM, 00SI3aHbI OCYIIECTBIISITh YUET 00beMa UX
MIPOM3BOJCTBA U (M) 060pOTA.

OpraHusannu, OCyIleCTBIISIONINE POM3BOACTBO U (W) 0O0POT ITUIIOBOTO
cnuprTa (3a UcKIoueHneM papmalieBTMUeCcKoi cyOCTaHIIMM CITUPTa
STUJIOBOTO (9TaHOJIA), aIKOTOJIbHOM U CIIMPTOCOAepsKalleii MUIeBo
MPOAYKIIMM, & TAKKe CIIMPTOCOAepsKalleii HeMUIIEeBO MTPOIYKIIMHA C



coJlepskaHueM 3TUJIOBOTO CIMpTa 6osee 25 MPOLeHTOB 06'beMa roTOBO
MIPOAYKIIMM, 00SI3aHbI OCYIIECTB/ISATh eKIapMpOBaHue 00beMa:

PO3HUYHOI MPOJasky MBA ¥ MMBHBIX HAITUTKOB, CUAPA, ITyape, MeIOBYXH,
CIMPTOCOEPIKAIIlei HEMUIIEBOI MTPOAYKIIAN;

PO3HUYHOI MPOJasky aTKOTOIbHOM MPOAYKUMY TIPU OKa3aHUM YCITYT
00IIeCTBEHHOTO MUTAHUS;

PO3HUYHOI MPOIaXKM aJTKOTOIBHO MPOLYKIMH, OCYILECTBISIEMO B
HaceleHHbIX ITYHKTaX, YKa3aHHbIX B MMOAITyHKTe 3 MyHKTa 2.1 cTaThu 8
Hacrosiero ®eepaabHOrO 3aKOHA;

PO3HUYHOI MPOJAsky aJTKOTOIbHOM MPOAYKIINY, pa3MellleHHOl Ha 6opTax
BO3[YIIHBIX CYJJOB B KaUeCTBe MPUIAcoB B COOTBeTCTBUM ¢ mpaBoM EADC u
3aKOHOmaTenbCTBOM Poccuiickoit @emepaliuy 0 TaMOXKeHHOM [AeJie;

3aKYIIKVM 3TUIOBOTO CIIMPTa, aJIKOTOJbHO U CIIMPTOCOAepsKaliei
MIPOAYKIIUM B LI€JISIX MCITOJIb30BAHMS UX B KAUECTBE ChIPbSI MU
BCIIOMOTATeJIbHOTO MaTepuaJjia Ipy IIPOM3BOJICTBE HECITMPTOCOAepsKallei
MPOAYKIMM MO0 B TEXHUYECKUX LEJISIX UIM UHBIX 1eJIsIX, He CBSI3aHHBIX C
MIPOM3BOJICTBOM U (/1) 060POTOM (3a UCKITIOUE€HMEM 3aKyIKI) STUIOBOTO
CIIMPTa, AIKOTOJIBHOM U CIIMPTOCOIepsKaleii MpOayKIIUN;

060poTa 3TUIOBOTO CIMPTA, aTKOTOJbHO U CIIMPTOCOAepsKaliei
MPOAYKLVM, TOMeIllaeMbIX IT0J, TaMOXXEHHbIE MPOLeAyPbl TAMOKEHHOTO
TPaH3UTa, TAMOXXEHHOTO CKIaAa, 6eCIONIIMHHOM TOPTOBJIN, YHUUTOKEHMST
WIM CIIEIMAJIbHYI0 TAMOXXEHHYIO TIPOIeIypPy, YCTAHOBJIEHHBIE B
cootBeTcTBUM C ITpaBoM EADC, a Takke BBO3UMBIX B POCCUIACKYIO
@epepalivio B KaueCTBe IIPUITACOB B COOTBETCTBUM C YCTAHOBJIEHHBIMU
npaBomM EADC 0cO6eHHOCTSIMM COBEPILEeHMS TaMOKEHHbIX OIlepalnii B
OTHOIIEHUU TIPUITACOB;

BpPeMEHHOTO XpaHeHMS STUJIOBOTO CIIMPTA, aJIKOTOJIbHOI U
CIIMPTOCOAEepsKallel MPOoayKIMM, BBO3MMBIX B Poccuiickyro @enepanmnio B
cootBeTcTBUM C IpaBoM EADC u (Myin) 3aKoHOmaTebCTBOM Poccuiickoi
demepaliiy 0 TAMOXKEHHOM [iefie;

MPOM3BO/ICTBA MMMBA U MMBHBIX HAIIUTKOB, CUIPA, ITyape, MeIOBYXM C
MICITOJIb30BaHMEM OCHOBHOT'O TEXHOJIOTMUYECKOTIO 000pYyI0BaHMSI C
MIPOM3BOJCTBEHHOI MOIIIHOCTBIO He 60jiee 300 ThICSY IeKaJIUTPOB B TOJ;



MepeBO30K ITUIOBOTO CITMpTa (B TOM UMCIie JeHaTypaTa) 1 HedacoOBaHHOI
CIIMPTOCOAEPIKAILEeH MTPOIYKLVM C COAepKaHMeM STUIOBOTO CIiupTa 6osiee
25 mpoLeHTOB 00beMa rOTOBO MPOAYKILIVM, YKa3aHHBIX B a03a1le MsIToM
nmyHkTa 1 crateu 18 HacTosnero demepanbHOrO 3aKOHA.

VHavBuayaibHble TPeANIPUHMMATENN, OCYILECTBSIONIME PO3HUYHYIO
MPOJAXy M1BA U MUBHBIX HATIUTKOB, CUIPA, ITyape, MeOBYXM, 00sI3aHbI
OCYILeCTB/ISITh YUET U JeKIapupoBaHe 06beMa X PO3HUUHO MTPOIaKNA.

OpraHu3anym, OCyIeCTBIISION[/e POMU3BOACTBO STUIOBOIO CIIMPTA U
aJIKOTOJIHOJ IMPOIYKIINMY C €T0 MCII0Ib30BaHMeM, IIPOM3BOJICTBO IUBA U
MMBHBIX HATIUTKOB, CUApA, ITyape, MeAOBYX!, 00s13aHbI OCYIIEeCTBJISTh YUeT
U IeKJIapupoOBaHMe UCII0Ib30BaHMsI IPOM3BOICTBEHHBIX MOLIIHOCTEIA.

CenbCKOXO0351/ICTBEHHbIE TOBAPOIIPOM3BOAUTENM 00513aHbI OCYIIECTBIISITh
yueT U JeKlapypoBaHye MPOU3BOACTBA, XPaHEHUS U IIOCTAaBKU BMUHA,
UTPUCTOTO BMHA (IIaMIIAHCKOT'0), a TaKke 00beMa BUHOIPaa,
MCIIOIb30BAHHOTO 115 [IPOM3BOCTBA BUHA, UTPUCTOr'O BUHA
(IIaMIIaHCKOro).

OpraHusaium, He MpU3HaBaeMble CeIbCKOX03s/1CTBEHHbIMU
TOBAPOIPONU3BOIUTE/ISIMM, CEIbCKOXO03SI/ICTBEHHbBIE TOBAPOITPOMU3BOIUTEIN,
rpakaaHe, BeAyle JMUHOE TTOACOOHOE X0351CTBO, 065132 HbI
OCYILECTBJISITh YUET U JeKIapupoBaHue 06beMa BMHOIPaia, BhIPAIeHHOTO
VMU JJ1s1 IPOU3BOJICTBA BUHO/IEIbUECKON MPOIYKIIUMN.

Opranusauumn, OCyleCTBISIONIVE TPOMU3BOICTBO BUHOEIbUECKOM
MPOAYKIIMMA C 3alllAIleHHbIM reorpaduuyeckm ykazaHueM, C 3alUIeHHbIM
HaMEeHOBaHMEM MeCTa IMPOMUCXOXKAEHMS U TIOJHbBIN IIVMKJI TPOU3BOACTBA
IUCTUJITIITOB, 00s13aHBI OCYILECTBJISITh YUET U IeKIapMpoBaHue 00bema
BMHOTpaa, MCIOAb30BAHHOTIO JIJISI IPOU3BOCTBA BMHOIEIbYeCKO
MPOAYKIIMMA C 3alllAIlleHHbIM reorpaduuyeckm ykaszaHueM, C 3aluIleHHbIM
HaMMEeHOBaHMEM MeCTa IMPOUCXOXKAEHUS U TIOJTHOTO [IMKJIa IIPOMU3BOACTBA
OUCTUILIISITOB.";

0) MYHKT 3 MU3JIOKUTH B CJI€IYIONIEN pelaKiuin:

"3. OpraHmsanyu, OCyIlecTB/ISIOIIe TPOM3BOACTBO (hapMaleBTUUeCKOA
CyOCTaHIIMY CIMPTA STUJIOBOTO (3TAHOJA), 065I13aHbI OCYIIECTBIISITh YUET U
JIleKIapupoBaHe 06beMa IMPOM3BOJICTBA, ITIOCTABKM U (MJI) MUCITOIb30BaHMS
II7Is1 COGCTBEHHBIX HYXK], (hapmalieBTu4yeCcKoi Cy6CTaHIMM CIIupTa



3TUJIOBOTO (3TAHOJIA).

JIniia, ocylecTBSIONE 000POT hapMalleBTUUYECKOM CyOCTaHIIUM CIIUPTA
STUJIOBOTO (3TaHOJIa), 06sI3aHbI OCYILECTBJIATh YUET U IeKJapypoBaHe
o6bemMa 060poTa U UCTI0/Ib30BaHMS hapMaleBTUUYECKOI CYyOCTaHIIUM
CIIMPTA STUTOBOTO (3TAHOJIA).

JIutia, ocyiecTBISIONIME POM3BOICTBO, M3TOTOBJIEHNE U (M) 0O0POT
CIIMPTOCOAEPKAIIMUX JIEKAPCTBEHHBIX ITpenapaToB U (UJIN)
CIMPTOCOAEPKAIINX MeIUIIMHCKUX U3Ie/Inii B 00beMe, ITPeBbIIIaioIeM
200 mexanuTpOB B rofl, 06sI3aHbI OCYIIECTB/ISITh YUET U IeK/JIapupoBaHue
o6bema Mpou3BO/ICTBA, M3TOTOBAEHMS U (MI1) 060pOoTa (3a UCK/IIOUeHeM
PO3HUYHOV MPOJAKN) COUPTOCOAEPKALIMX JIEKAPCTBEHHBIX MIPEIapaToB U
(vn) ciupTocomepXKaiux MegUIMHCKUX U3 eNU.

B nenisix peanmusanum HacTosero nmyHkra IlpasurenscTBom Poccuiickoin
®demepaliy YyCTAaHABIUBAKOTCS:

MOPSIIOK yueTa 00beMa IMPou3BOACTBA, 000pOTa U (MJIM) UCIIOTb30BaAHMS
dbapmarieBTHUeCcKO¥ CyOCTaHIIMY CIIUMPTA STUIOBOTO (3TAHOJIA), a TAKKE
IIPOM3BO/ICTBA, M3TOTOBIEHMS U (WIX) 060pOoTa (32 UCKIIOUYEeHMEM
PO3HMUYHOV MPOJAKM) CIUPTOCOAEPKAIIMX JIeKaPCTBEHHbBIX IIPeIrapaToB U
(W) cnupTocogepsKalux MegUIMHCKUX U3IeNii;

MOPSIIOK TMpencTaBaeHns 1 dopma Iekiaapanuit 06 o6beme MTpou3BOJCTBA,
obopoTa u (MI1) UCIOJIb30BaHMsT PapMalleBTMUECKON CyOCTaHLIMM CITMPTa
S3TUJIOBOTO (3TAaHOJIAa), a TaKXKe MIPOMU3BOACTBA, U3TOTOBJIEHUS U (UJIN)
060poTa (3a UCKTI0UeHMeM PO3HUYHO MPOAAXKN) CIIUPTOCOAEePsKaIIX
JIeKapCTBEHHBIX MpenapaToB U (MIM) CIIUPTOCOAEeP>KAILUX MeIULIVHCKNAX
u3genuin.”;

12) B cTatbe 14.1:

a) B IyHKTe 1 ¢10Ba "(3a UCKIIOUEeHMEM OCHOBHOI'O TEXHOJOTUYECKOTO
060pynoBaHMS IJ151 TPOM3BO/ICTBA (hapMalleBTUYECKOI CYOCTaHLIMM CITUPTa
STUJIOBOTO (3TaHOJIa)" MCKIIOUUTB, cjioBa "60see 4000 mekaauTpoB"
3aMeHUTh cjioBaMu "6os1ee 200 meKaaUTpPOB”;

0) IOIOJHUTH TYHKTOM 1.1 CJIeIyIOIIero coaepskaHmsi:

"1.1. OCHOBHOE TeXHOJIOTMYecKoe 060pyaoBaHMe AJIs1 TPOU3BOACTBA



STUIOBOTO CIIMPTA, Mo iexkallee ToCyaapCTBeHHO perucTpauum B
COOTBETCTBUM C IMYHKTOM 1 HaCTOSIIEN CTaTby, TOKHO COOTBETCTBOBATD
YCTAHOBJIEHHBIM B COOTBETCTBMM ¢ paBoM EADC TpeboBaHUSIM
6e301acHOCTM K TaKOMY 000PYI0BaHUIO U BKIIOUAET B Ce0s caeayIomiue
BUJIbI:

1) meperoHHble yCTaHOBKY (ammaparhbl);

2) daIlliapaThbl, YCTAHOBKHU 1 KOJIOHHBI /11 OUUCTKU U pEKTI/ICbI/IKaLU/II/I
STUJIOBOTO CIIMPTA;

3) KOMIIJIEKTHbIE€ YCTAaHOBKU [J151 IPOM3BOCTBA 3TUIOBOTO CIIUpPTA.”;
B) B ITyHKTe 2:

B a63aiie riepBoM ciioBa "6osee 4000 meKaJIMTPOB" 3aMEHUTDb CJIOBAMMU
"6onee 200 meKaIUTPOB";

B ITOAITYHKTe 1 cjioBa "60s1ee 4000 meKaJIuTpoB" 3aMEeHUTDb CJIOBaMM "Gojiee
200 mekaauTpoB";

B ITOAITYHKTE 2 cjioBa "60s1ee 4000 meKaJuTpoB" 3aMEHUTDb CJI0OBaMU "Gojiee
200 mekaauTpoB";

B ITOAITYHKTE 3 cjioBa "60s1ee 4000 meKaJIuTpPoB" 3aMEeHUTDb CJI0OBaMM "Gojiee
200 mexkaauTpoB";

) JOTIOJTHUTb MYHKTOM 2.1 CjieAyIoiero cogepkaHms:

"2.1. B ciiyuae oTCyTCTBMS ITPAaBOYCTaHABIMBAIONIUX JOKYMEHTOB,
yKa3aHHbBIX B TOATYHKTE 3 MMyHKTa 2 HACTOSIIEl CTATbU, AOITYCKAETCS
TIpe/icTaBjIeHMe OpraHM3aIyeit, MMeI el TUIeH3UI0 Ha TPOU3BO/ICTBO
STUJIOBOTO CIIMPTA WJIN JIUIIEH3UIO Ha TTPOM3BOICTBO JIeKapCTBEHHBIX
CpeJiCTB, JOKYMEHTOB, MO TBePKAAIOIINX IIPUHSATIE YKA3aHHOTO B ITYHKTE
1 HacTos1Iel cTaTbM 060PYIOBaHMS K OyXTaaTepCKOMY yueTy.";

II) B IIyHKTe 3:

cJIoBa "MyHKTE 2" 3aMeHUTH cjioBamy "TiyHKTax 2 u 2.1", cjioBa "6omee 4000
JeKaJIUTPOB" 3aMeHUThb cioBamu "6osee 200 1eKaauTpoB";

JOTIOJIHUTH a63alieM CIeAYIOIIero ComepsKaHms:



"B ciiyyae M3mMeHeHMs BiaJieNblia OCHOBHOTO TEXHOJIOTMYECKOTO
060pyn0BaHMS IJ1s1 IPOM3BOJICTBA STUIOBOTO CIIMPTA C ITPOU3BOACTBEHHOI
MOIITHOCTBIO 60siee 200 TeKaJIUTPOB, ajipeca (MeCcTa HaXOKIEHMS])
BJIaJle/Ib1la OCHOBHOTO TEXHOJIOTMYECKOTO 060PYyI0BaHMsI, MeCTa
HaXOXXIeHMSI OCHOBHOT'O TEXHOJIOTMUECKOTI'0 000pym0BaHMsI, a TAKXKe B
cIyvyae yTUian3aluuy, YHUUTOXKEHUS WU YyTPaTbl OCHOBHOTO
TEXHOJIOTMYECKOTO 000pYyI0BaHMsI, BHECEHHOTO B €I MHbII
rOCyJapCTBEHHbIN peecTp MOIIHOCTE OCHOBHOTO T€XHOJIOTUYECKOTO
0060pymoBaHMS IJISI TPOM3BOACTBA STUJIOBOTO CIIMPTA MU aJIKOTOJIbHOM
MPOSYKLMM C UCIIOJIb30BaHMEM STUJIOBOTO CIIUPTA, IPOU3BOACTBA MBA U
MIUMBHBIX HAIIUTKOB, CUAPA, Tyape, MeIOBYXU, 3asiBUTENIb IPeCTaBIISIET
3asiBJieHMe, YKa3aHHOE B TMOAIIYHKTEe 1 IMyHKTAa 2 HACTOSIIe CTaTbU, U
JIOKYMEHTbI, TTIOJITBeP KA atol/ie BOSHUKHOBEHME YKa3aHHbIX
00CTOSITE/ILCTB.";

e) B IIyHKTe 4 ¢/10Ba "IIyHKTe 2" 3aMeHUTDb CJI0BaMM "IIyHKTax 2 u 2.1";
c1oBa "6osee 4000 mekaaMTPOB" 3aMeHUTH cjioBaMu "6osee 200
IEeKaJIuTpoOB";

3K) ITYHKT 7 U3JIOKUTbD B CJIEAYIONIEl pedakinun:

"7. YcTaHOBIEHHOE (CMOHTYPOBAHHOE) OCHOBHOE TeXHOJIOTUYecKoe
obopynoBaHue, o iexaliee rocyapCcTBEHHOM perucTpauum, B OTCYyTCTBIE
COOTBETCTBYIOIIEN JIUIeH3MM JOIKHO ObITh 3aKOHCEPBMPOBAHO B
COOTBETCTBUM C MYHKTOM 11 ctaTby 8 HacTosero @enepaabHOTO 3aKOHA.
Vcronb30BaHMe TakKOro 060pyI0BaHUS AOTYCKAETCS TOJIbKO IOCJIe ero
pacKoHcepBaly MoJ, KOHTposieM (pefepaabHOrO OpraHa MCIOJIHUTEIbHOT
BJIACTH, YIIOJTHOMOUYEHHOTO IT0 KOHTPOJIIO U Hai30py B 061aCTU
MPOM3BO/ICTBA ¥ 0O0POTA ITUIOBOTO CIIUPTA, AIKOTOIBHO U
criMproconepxkaiuei nmponykuuu. Iopsagok Takoy packoHcepBanumn
YCTaHABJIMBAETCS YIIOJHOMOUYEHHBIM [IpaBuTeibCTBOM PocCuitckoi
depnepanyn GengepaabHbIM OPraHOM UCTIOJHUTEIbHOM BJIACTH.";

13) cTaTbio 16 U3MOKUTDH B ClIeAYIOIIEN peaKIuu:

"Cratbst 16. Ocobbie TpeOOBaHMST K POSHUYHOI ITPOIaske aIKOTOJIbHOIM
MPOAYKILIVM, PO3HUYHOI Mpoaaxke aJIKOrOJIbHOM MPOAYKIMM IIPU OKa3aHUM
YCIYT 0OIeCTBEHHOIO MUTAaHMSI, a TAaKKe TOTPedIeHNI0 (PACIIUTHIO)
aJIKOTOJIbHOM MPOAYKUIUU



1. Po3HMYHas npojaka aaKoTroJAbHOM NPOAYKUMM U PO3SHUYHAS ITPOAAKa
AJIKOTOJIbHO MPOIYKIINY IIPU OKa3aHMM YCIYT 00IeCTBEHHOTO MUTaHMS (3a
UCK/IIOUEHMEM PO3HUYHONM MPOIaky MUBA, MUBHBIX HATIUTKOB, CUAPA,
nmyape, MeOBYX!, a TAK)Ke BMHA, UTPUCTOTrO BMHA (IIaMIIaHCKOIO),
MPOM3BeeHHBIX KPeCThIHCKUMM ((pepMepckmMu) Xo3s1iicTBaMu 6e3
00pa3oBaHMs OPUANUIECKOTO JINLIA, UHAUBUIYATbHBIMU
MpeaIrpUHUMATeISIMU, TIPU3HABAEMBIMU CEJIbCKOXO03S/1CTBEHHbIMU
TOBApPOIMPOU3IBOAUTEIISIMU) OCYILLECTB/ISIOTCA OPraHU3aAlUSIMMU.

Po3HuuHas npojaska nmBa, IMBHBIX HAIUTKOB, CUAPA, Tyape, MEAOBYXU U
PO3HMYHAS MIPOJaka NM1BA, MMBHBIX HAIIUTKOB, CUAPA, ITyape, MeJOBYXU
IIPY OKa3aHMUM YCIYT 001 eCTBEHHOTO MUTaHMSI OCYLIeCTBISIOTCS
OpraHM3aluMsIMU U MHAVBYUAYATbHBIMY NIpeNIIPUHUMATENISIMMN.

KpectpsiHckMe (pepMepckie) X03s11icTBa 6€3 06pa3oBaHMs IOPUINIECKOTO
UL Y MHOMBUAYalbHbIe peJIpUHMMAaTeNN, IpU3HaBaeMble
CeJIbCKOXO0351/ICTBEHHBIMY TOBAPOIPOU3BOAUTENSIMY, OCYIIECTBIISIIOT
PO3HUUHYIO MPOAAXKY MPOU3BeIeHHbIX MM BMHA, UTPUCTOTO BUHA
(IIaMIIaHCKOrO).

2. Po3HMYHas NpoJaska aJIKOroJIbHOM MPOAYKIMM M PO3HMUUHAS ITpoAaxka
AJIKOTOJIBHOV TTPOAYKLMY TIPY OKA3aHUM YCJIYT 0O1[eCTBEHHOTO MUTAHMUS, 3a
VICKJIIOUeHVEeM CJIydyaeB, YKa3aHHbIX B IYHKTaxX 3 ¥ 6 HACTOSLIEN CTaTby, He
JIOITyCKAIOTCS:

1) B 3maHMSIX, CTPOEHUSIX, COOPYKEHUSX, TIOMEIeHMSIX, HaXOASIIUXCS BO
BJIaJeHUU, PACIIOPSIKEHUU U (MJIN) TI0JIb30BAHUN

oOpa3oBaTeIbHbIX OPTaHM3aLINIi;

VHIVBUAYAIbHBIX ITPeaIIpMHUMATEIeN, OCYIIEeCTBISIOI X
o6pa3oBaTeIbHYIO AEeSITebHOCTD, U (VJI) OPTaHM3alNii, OCYIIeCTBIISIIOIINX
obyueHnue;

IOpUINYECKUX JIUIL He3aBUCUMO OT OpraHM3alMOHHO-TIPaBOBO G OPMbI U
VHIVBUIYAJbHBIX IPeAIPUHUMATENei, OCYIEeCTBIISIONIMX B KaUueCTBe
OCHOBHOTO (YCTaBHOI'0) BU/1a AeSITEIbHOCTU MeAULIMHCKYIO NesiTeIbHOCTh
Ha OCHOBAHUM JIMLIEH3UU, BbIIAHHOI B IOPSIKe, YCTAHOBJIEHHOM
3aKOHOIaTe bCTBOM Poccuiickoil @emepalinm, a TaKKe I0PUIANYECKUX JINLL
He3aBMCMMO OT OpraHM3alMOHHO-IIPaBOBO (OPMbI M MUHAVBUAYATbHbBIX
MpeaIrpMHUMaTesieli, OCYIeCTBISIOINX Hapsay C OCHOBHOM (YCTaBHOI)



JesITeIbHOCTBIO MeAUIIMHCKYIO JesiTeJIbHOCTb Ha OCHOBaHUM JIMIIEH3UMN,
BBIJAHHOI1 B ITOPSIIKe, YCTAHOBJIEHHOM 3aKOHOAATEIbCTBOM Poccuiickoii
demepaniuu;

IOPUIMYECKUX JINII He3aBUCUMO OT OPTaHM3alMOHHO-TTPaBOBOM (OPMBI 1
VHIVUBUIYATbHBIX TIPeITIPUHMUMATENEeN, OCYIIEeCTBISIONX 1eSITeTbHOCTD B
0071aCTU KyJIbTYPHI.

3amnpeTr Ha pPO3HMUYHYIO TTPOAAXKy aJIKOTOJIbHOM MPOAYKIMY U PO3HUUYHYIO
MIPOIAXKY aJIKOTOJIbHOM MPOAYKIIMM ITPU OKa3aHUM YCIIYT OOIIeCTBEHHOTO
MUTaHMs], yKa3aHHbIV B HACTOSIEM ITOITYHKTE, NeiiCTBYeT B OTHOLIEHUM
30aHUM, CTPOEHUI1, COOPYKEeHU U TTIOMEeIeHUI, UCIIOIb3yeMbIX ]I
HeIoCpeCTBEHHOTO OCYIeCTBAeHMSI COOTBETCTBYIOLIMX BUAOB
IesiTeIbHOCTH;

2) Ha CIOPTUBHBIX COOPY>KEHUSIX, KOTOPbIE SIBJISTIOTCS 00'beKTaMu
HeJBVKMMOCTHU U TTpaBa Ha KOTOPbIe 3aPerMCTPUPOBAHBI B YCTAHOBIEHHOM
TIOPSIZIKE;

3) Ha OITOBBIX ¥ PO3HUYHBIX PHIHKAX;

4) Ha Bcex BUax OOIeCcTBEHHOI0 TpaHCIopTa (TpaHCIopTa 00IIero
TT0JIb30BaHMST) TOPOJICKOTO ¥ MPUTOPOSHOTO COOOIIeHMSI, HA OCTAHOBOYHBIX
ITYHKTaX ero ABVMKeHMS (B TOM YMCJIe Ha CTaHIIMSIX METPOIIO/IMTEHA), Ha
aBTO3aIPaBOYHbIX CTAHIIMSIX;

5) Ha 60€BbIX MMO3UIUSIX BOJCK, TOJUTOHAX, Y3/1aX CBSI3M, B PACITOIOKEHUM
BOMHCKMX 4acCTei, Ha cIlelaJbHbIX TEXHOJIOTMUECKMX KOMIIJIEKCax, B
3JaHMUSIX M COOPYKeHMSX, TpeJHa3HAaUeHHbIX O/ YIIPaBJIeHUS BOICKAMMA,
pasMenieHns: U XpaHeHUsI BOEHHOM TeXHUKM, BOEHHOTO UMYIIeCTBa U
000pyn0BaHMS, UCIIBITAHUSI BOOPY)KEHMS, a TAK)XKe B 3TaHUSIX U
COOPY>KEHUSIX MTPOU3BOACTBEHHBIX M HAYYHO-UCCIeA0BATEIbCKUX
opranmsauuii BoopyskeHHsix Cun Poccuiickoii @egepannm, Ipyrux BOMCK,
BOMHCKMX (OPMMPOBAHMIL 1 OPraHOB, 00€CIIeUMBAIIINX 000POHY U
6e3omacHOCTb Poccuiickoit demepauyu;

6) Ha BOK3aJIax, B a3pONopTax;

7) B MecTax HaXOXAeHMSI MICTOYHMKOB MOBBIIIIEHHOJ OMTaCHOCTH,
oIpejiesisieMbIX OpraHaMy T'OCyIapCTBEHHO BIACTU Cy0ObeKTOB Poccuiickoit
denepauyu B mopsifike, ycraHoBjaeHHOM [IpaBuTenbcTBOM Poccuiickoin



Qenepaiuu;

8) B MecTax MacCOBOT0O CKOTJIEHUS IPaXkAaH B EPUO[, MPOBEEHMS
MyGIMYHBIX MEePOTIPUSITHIA, OPTaHU3YeMbIX B COOTBETCTBUM C
denmepanbHbIM 3aKOHOM OT 19 mions 2004 roga N 54-d3 "O cobpaHusX,
MUTUHTAX, J€EMOHCTPALMSX, IIeCTBUSX Y MUKETUPOBAHUSIX ", M HA
Mpuaerarux K TaKuM MeCTaM TePPUTOPUSIX, TPAHULIbI KOTOPbIX
yCTaHaBJIMBAIOTCSI OpraHaMy roCcyiapCTBEHHOI BJIaCTU CyOBEeKTOB
Poccuiickoit @epgepauny npu COraacoBaHUM NMPOBEAEHUS TaKUX
MepOIIPUSTUIA;

9) B HECTAallMMOHAaPHBIX TOPTOBbIX O6’b€KTaX, 3d UCKIIIOUEHMEM C/Iy4aeB,
NnpeayCMOTPEHHBIX HACTOAIMIMM CDenepaanbIM 3aKOHOM;

10) Ha TepPUTOPUSIX, TPUIETAIOIINX:

K 3JaHUSIM, CTPOEHMUSIM, COOPYKEHMSIM, [IOMeIle HUSIM, HaXOASIIMMCS BO
BJIaJleHNM U (V1K) TI0JTb30BaHUM 00pa30BaTeIbHbIX OpraHM3anmii (3a
MCKITIOUEeHMEeM OpraHu3aluii JOMOJHUTETbHOTO 00pa3oBaHus,
OopraHu3anuit JOMOJHUTEIbHOTO MpodecCMOHATbHOTO 06pa30BaHms);

K 37aHMUSIM, CTPOEHUSIM, COOPYKEHVSIM, [IOMEIeHUSIM, HaXOJIIIMCS BO
BIaleHUY U (MJIU) TI0JIb30BaHMM OPTaHM3aLIMiA, OCYLIECTBIISIOUINX
ob6yJyeHMe HeCOBepIIeHHONIETHUX;

K 3JaHUSM, CTPOEHUSIM, COOPY>KEHUSIM, TTIOMeIleHUSIM, HaXOOS I MMCS BO
BJIaJIEHUU U (MJIK) TI0JIb30BAHUU IOPUAMYECKUX JIUI] HE3aBUCUMO OT
OpraHM3alMOHHO-ITPaBOBOM HOPMBI M MHAMBUIYATbHBIX
MpeaInpMHUMaTesieli, OCyIeCTBISIONNX B KaueCTBe OCHOBHOTO (YCTaBHOTIO)
BUJA eSITeIbHOCTU MeAULIMHCKYIO NeSITeJbHOCTb UJIM OCYILIECTBIISIOIINX
MeOUIIMHCKYIO IeITeJIbHOCTb HaAPSAy C OCHOBHOM (YCTaBHOI)
IesTeTbHOCTbI0 HA OCHOBAHUM JIUIIEH3U, BbITAHHON B ITOPSAKE,
YCTAaHOBJIEHHOM 3aKOHOZATeabCTBOM Poccuiickoi @enepainn, 3a
UCK/IIOUYEHMEM BUIOB MeIUILIMHCKON AesiTeIbHOCTH I10 IIepeyvHIo,
yTBepXkaeHHoMY [IpaBuTenbcTBOM Poccuiickoin @enepainm;

K CIIOPTMBHBIM COOPYKEHUSIM, KOTOPbIe SIBSIOTCSI 00beKTaMu
HEeJIBVKMMOCTM U IpaBa Ha KOTOPbIe 3aperucTPMUPOBaHbl B yCTAHOBIEHHOM
MopsiaKe;

K MeCTaM, YKa3aHHBbIM B ITOAITYHKTaXx 5-7 HaCTOSIIETO ITYHKTA.



3arnpeT Ha PO3HUYHYIO ITPOAAKY aJKOTOIbHOM MPOAYKLIMU U PO3HUYHYIO
MIPOAXKY aJIKOTOJIbHOM MPOAYKIIMM ITPU OKa3aHUM YCIIYT OOIIeCTBEHHOTO
MIATAHMS, YCTAHOBJIEHHBIV a63a1[aMy BTOPBIM - YeTBEPTHIM HACTOSIIIETO
MOAITYHKTA, PacIIpOCTPAHSIETCS HAa TePPUTOPUM, TIpUJIeTaIoIIe K 3MaHNUSIM,
CTPOEHMSIM, COOPYKEeHUSIM, TTOMeIlleHMSIM, B KOTOPbIX HeIIOCPeACTBEHHO
OCYIIIeCTBIISIIOTCSI COOTBETCTBYIOIIVE BUADI €S TeTbHOCTH;

11) HecoBepIIEHHOJIETHUM. B ciTyyae BO3SHMKHOBEHMS Y JIMIIA,
HeIoCpenCTBEHHO OCYIEeCTBJISIOIEr0 OTITYCK aJIKOTOJIbHOM IMTPOAYKIIUMN
(mponaBiia), COMHEeHUS B TOCTMXKEHUM TTOKYTIaTeeM COBepIIeHHOeTUS
MpoiaBel] BIIpaBe IMOTPe6oBaTh y 3TOrO ITOKYIIATe sl JOKYMEHT,
TO3BOJISIIOLINIA YCTAHOBUTD BO3PaCT 3TOrO MoKyIaress. [lepeyenn
COOTBETCTBYIOIIMX JOKYMEHTOB YCTAHABIMBAETCS YIIOJJHOMOYEHHBIM
[TpaBuTenbcTBOM Poccuiickoit @enepaiinm deaepasbHbIM OpraHOM
VCIIOTHUTEJIbHOM BJIACTHU;

12) 6e3 cOOTBETCTBYIOIIEN JINIeH3UM, 6€3 CONTPOBOAUTETbHBIX JOKYMEHTOB
B COOTBETCTBUMU C TpeboBauusimu ctatby 10.2 HacTosimero demepaabHOTO
3aKOHa, 6e3 MH(popMaI K, YCTAHOBJIEHHO MYHKTOM 3 cTaThy 11
HacTosero ®emepasbHOTO 3aKOHA, 6€3 IeKIapalmii 0 COOTBETCTBUM, 6e3
MapKMPOBKU B COOTBETCTBUMU CO CTaTheli 12 HacTosIero ®emepaabHOro
3aKOHa;

13) 6e3 mpepocTaBaeHNS TTOKyIIATeNI0 JOKYMeHTa ¢ HAIMYMeM Ha HeM
HITPUXOBOTO KOAA, COAEPsKAILEro CBeAEHMS T10 IIePEeUHI0, YTBEPKIEHHOMY
dbenepasibHbIM OpPraHOM MCIOJHUTEIbHO BJIACTH, YIIOTHOMOYEHHbIM 10
KOHTPOJIIO ¥ HAaJI30pY B 06/1aCTU MTPOU3BOJICTBA ¥ 0O60POTA ITUIOBOTO
CIIMPTA, aJIKOTOJIBHOM M CIIMPTOCOIePKaIIelf MMPOIYKIMM, O (pakTe
bukcauuu nHEGOPMAIMY O PO3HMYHOI MTPOaKe aIKOTOJIbHOM MPOAYKIIUN
B €[IMHO rocyJapCTBEHHOI aBTOMAaTMU3MPOBAHHO MHGOpMaliOHHO¥
CUCTeMe, 32 UCK/II0UeHNeM C/Iyyaes, IIpeyCMOTPEeHHbIX ITYyHKTOM 2.1
craTby 8 HacTosero ®emepaabHOTO 3aKOHA;

14) mMCTaHLVMOHHBIM CIIOCOO0M;

15) B moyMmMepHOI1 MOTPeOUTENHCKOI Tape (TOTPedbuTebCKOI Tape 1160
YIaKOBKeE, IMOJTHOCThIO M3TOTOBJIEHHBIX 13 MTOJIMITUIEHA, ITOIUCTUPOIIA,
MOJIMATWIeHTepedTaIaTa Wiy MHOTO MOJIVMMEPHOT0 MaTepuasaa) 06beMoM
6osee 1500 MWITMIUTPOB.



3. 3ar1peT Ha PO3HMYHYVYIO ITPOOAXKy aJIKOTOJIbHOM MMpoayKuum B MeCTax,
YKa3aHHBbIX:

1) B moAMyHKTe 3 MyHKTA 2 HACTOSLIEN CTaTby, - HE pACIIPOCTPAHSIETCs Ha
PO3HUUYHYIO ITPOAXKY CeIbCKOXO3SiICTBEHHBIMM TOBAPOIIPOM3BOAUTEISIMU
Ha CeJIbCKOXO3SIMICTBEHHBIX PhIHKAX M CeJIbCKOX03SMCTBEHHBIX
KOOIIE€PATUBHBIX PbIHKAX MTPOU3BEIEHHBIX MMM BMHA, UTPUCTOTO BUHA
(IIaMITaHCKOTO);

2) B IOAIIYHKTAX 6 1 9 MyHKTA 2 HACTOS1ei CTaTby, - He PaCIIPOCTPAHIeTCs
Ha PO3HUYHYIO IIPOLAXY aJIKOTOJIbHOM NIPOAYKLINM, OCYILECTBISIEeMYIO B
Mara3yuHax 6ecroIUTMHHO TOPTOBIIN.

4. Po3HMYHas Npogaxa aJIkOroJbHOM NMPOAYKLMN IIPU OKa3aHUM YCIIYT
00I1IeCTBEHHOTO MUTAHUS OCYIIECTBSETCS TOJIbKO B 00beKTax
OpraHM3anuy o0IIeCTBEHHOTO MUTAHNS, MUMEIOLIMX 3aJT 00CTY>KMBaHMUS
MoceTuTeNeN (nanee - 00beKT 0OIIECTBEHHOTO MUTAaHMS), BATOHAX -
pecTopaHax (BaroHax-kadge, BaroHax-0ygeTax, Baronax-6apax), a Takke Ha
MOPCKMX CyIaX U CyJlax CMEeIIaHHOTO peKa-Mope IiaBaHusl, BHYTPEHHETO
TJIaBaHMs (Hajaee - BOOHbIE Cy[a), BO3AYIIHBIX CyIaX, 32 UCKIIOUEeHUEM
cJlyyaeB, YKa3aHHBIX B HACTOSIIIEM ITYHKTe.

OpraHusauuy Ha OCHOBAHUM JIMLIEH3UM HA PO3HUYHYIO MTPOIasKY
AJIKOTOJIbHOM MPOIYKIMY IIPU OKa3aHMUM YCIYT 00IeCTBEHHOTO MUTaHUS
BIIpaBe OCYIIECTB/ISITh JaHHbII JTUIIEH3UPYEMbIii BUJL, IeSITeTbHOCTU B
TaKMX 00beKTaxX 00ILeCTBEHHOrO MMTaHMsl, KaK pecTopaHbl, 6aphl, Kade,
oydeTsl.

Po3HMYHas mpoaska aaKoroabHOM MPOAYKIMN TIPU OKa3aHUU YCITYT
00111eCTBEHHOTO MUTAHUS OCYIIECTB/SETCS TIPU YCIIOBUM BCKPBITUS JIUIIOM,
HeIoCpenCTBEHHO OCYIIEeCTBISIOIIMM OTITYCK aJIKOTOJIbHOM MPOAYKUIMA
(MMpoIaBIIOM), TOTPEOUTENBCKOI Taphl (YIIAKOBKM).

OcyliiecTBIeHME PO3HUYHO MTPOIAKM aJIKOTOJIbHOM MTPOAYKIIUHA TTPU
OKa3aHMM YCIYT 0OIEeCTBEHHOTO MUTAHMS B YCJIOBUSIX BbIE€3THOTO
06CTy>kMBaHMS (lajiee B HACTOSIIIEM ITYHKTe - Bble3JHOe 00CTyKMBaHME)
IOTTYCKAeTCs TOJIbKO MPY YCIOBUYM COOTBETCTBUSI MECTa, B KOTOPOM
OCYILleCTBJISIETCS Bble3HOe 00C/IyKBaHMe, TpeO0BaHUSIM ITYHKTA 7
HacTosel craTby. OCyIecTBIeHe BbIe3JHOTO 00CTY>KMBaHMS (3a
VCKITIOUeHMEM PO3HUYHO MPOAAXKM aIKOTOIbHOM MPOAYKIMK TIPU



OKa3aHMM yCIYT 001eCTBEHHOTO MMTaHMS Ha BO3AYIIHBIX CyIaX, BOTHbIX
Cyax U KeJie3HOJOPOXXKHOM TPAHCIIOPTE) OpraHusaluein, umerouiein
JIMIIEH3UI0 HA PO3HUYHYIO TPOaXKy aJIKOTOJIbHOM MPOSYKIIUU TPU
OKa3aHUM yCIYT 00IeCTBEHHOTO MUTAaHMSI, IOITyCKAeTCs TOJIbKO P
YCIOBUM TIpeACTaB/IeHUs] B COOTBETCTBUM C HOPMOI1 U TpaBUIaMu,
ycTaHoBJIeHHbIMU [IpaBuTenbcTBOM Poccuiickoit @enepaunm, Takom
opraHmsaiuein B JIUIEeH3UPYIOIIUIA OpTraH yBeJOMJIeHUS O laTe, BpeEMEHU U
MecCTe OCYILEeCTBJIEHNS BbIE3IHOTO 00C/TyskMBaHMsI. [10 yCMOTpeHMI0
OpraHM3aluM 00IIeCTBEHHOTO TUTAHMS YBEAOM/IEHMSI MOTYT OBITh
TpeJiCTaBIeHbl KaK Ha OyMaskHOM HOCUTeJe, TaK U B OopMe 37IeKTPOHHbBIX
JOKYMEHTOB.

OrpaHnYeHusi, yCTaHOBJIEHHbIE HACTOSIIVM ITYHKTOM, He
PacCIpoOCTPaHSIOTCS Ha CIyday MPOAaky aJIKOTOIbHOM MTPOAYKIIUY TIPU
OKa3aHMM YCIYT 00IIEeCTBEHHOTO IMUTAHMS Yepe3 MUHM-0aphl,
HaXOJSIIecss B TOCTMHUYHOM HOMepe.

5. B o6bekTax o6I1ecTBEHHOTO MMTaHMsI, B BarOHax-pecTopaHax (BaroHax-
Kade, BaroHax-6yderax, BaroHax-6apax), Ha BOJHbBIX CyaX ¥ BO3TYITHbIX
Cy[ax He IOMYyCKaeTCsl PO3HMYHAS MPOaska aKOTOJIbHOM MPOAYKLINMA, 32
VICK/TIOYEHMEM:

PO3HUYHOV MPOJAKM aJIKOTOJbHOM MPOAYKIINHA, OCYIIeCTBIISIeMOi1
OpraHM3aUMSIMU, €CJIM YKa3aHHas IMPOAYKIMS pa3MelleHa Ha 60pTax
BOJIHBIX ¥ BO3JYIIHBIX CY/IOB B KaUeCTBe MIPUIACOB B COOTBETCTBUM C
rmpaBoM EADC u 3akoHOmatenbcTBOM Poccuiickoin @emepaiium o
TaMOKeHHOM Jejie;

PO3HUYHOI MPOJAKM aJIKOTOJIbHOM IMPOMYKIVM, CBI3aHHOI C OKa3aHMeM
YCJIYT 00IeCTBEHHOTO MUTaHMS.

Ha 60pTax BO3yIIHBIX CYIOB AOITYCKAETCS PO3HUYHAS ITpoHaxka
AJIKOTOJIBHOV TTPOAYKILIMY TI0 MECTY OCYLIeCTBAEHUSI PO3HUYHON ITPOJaku
QJIKOTOJIBHOV MTPOAYKLIMY TIPY OKA3aHUM YCIJIYT 0O1[eCTBEHHOTO IMUTAHMS.

OpraHusannu, OCyIleCTBIISIONI e TepeBO3KM MacCaKMPOB HA BO3IYITHBIX
CyZax, BIpaBe OCYIIECTBJISATh PO3SHUYHYIO IIPOAaKy pu3myeckum auiam
QJIKOTOJIBHO TMTPOAYKIIMY OT MMEHU U 10 TIOPYYEHUIO OPTaHU3aIUH,
MMeIOII el TUIEeH3UI0 Ha PO3HUYHYIO TPOJAKy aJKOTOJIbHOM MPOOYKIVN, B
cJryyae, ec/iM yKa3aHHas MPOAYKIMS pa3MelneHa Ha 60pTax BO3AYIIHbIX



CyZIOB B KauecTBe MPUIIaCcCOB B COOTBETCTBUM ¢ mpaBom EASC u
3aKOHOZaTe/bCTBOM Poccuiickoil @emepaliy 0 TaMOXKEHHOM [ejie.

OpraHu3anuu, oCcylecTBIISION e TepeBO3KY MacCcakpoB Ha BO3AYITHBIX
CyZAax, BIIpaBe OCYIIECTBJISITh PO3HUYHYIO MTPOAAsKY aJIKOTOJTbHOM
MIPOIYKIIMY TTPU OKAa3aHUY YCIYT OOIEeCTBEHHOTO MMUTAHMUS IS
oTpe6eHMs Ha 60PTY BO3AYIIHBIX CYI0B GU3NUYECKUMU TULIAMU
aJTKOTOJIbHO MPOAYKINUYM OT MMEHU U TI0 MOpyYeHMI0 OpraHu3aln,
MMeIoIIeli TUIEeH3MI0 Ha PO3HMYHYIO TTPOIAKy aJIKOTOJIbHOM TPOAYKIINA
P OKAa3aHMM YCIIYT 0OIeCTBEHHOTO MUTaHMSI, ITOJYYEeHHOI IO JOTOBODY,
3aK/II0YeHHOMY MeXAy 3TUMU OpraHU3alMUsIMu.

6. SanpeT Ha PO3HMYHVYIO ITPOOAXKY QJIKOTOJIbHOM MNpOOYKOUM ITPU OKa3aHUN
yCaiayr O6H.[€CTB€HHOI‘O NMMUTaHMA B MeCTaX, YKa3aHHbIX:

1) B ab3aiie nITOM MOAITYHKTA 1 ITyHKTA 2 HACTOSIIIEN CTAThU, - HE
pacIpoCcTpaHsIeTcs Ha PO3HUYHYIO ITPOAAKY aJIKOTOJIbHOM ITPOIYKITNNA,
OCYILEeCTB/ISIEMYIO OPTaHM3ALMUSIMMU, ¥ PO3SHUUYHYIO ITPOAKY IMBA, TUMBHbBIX
HaIIUTKOB, CUApPA, ITyape, MeIOBYX!, OCYIIECTBIISIEMYIO MHIVBUIYJTbHBIMU
MpeIpUHUMATEISIMU, TIPU OKa3aHMUM STUMU OPraHU3aLUSIMU U
VMHIVBUAYAIbHBIMY IIPEANPUHMMATEISIMY YCIIYT OOIEeCTBEHHOTO MTUTAHUS
B KOHIIEPTHBIX ¥ TeaTPajIbHbIX 3aj1aX, ITapKax;

2) B ITOAITYHKTAX 3 ¥ 9 MyHKTa 2 HACTOSIIIEl CTaTb, - HE PaCIIPOCTPAHSIETCS
Ha POSHUYHYIO ITPOJasKy aJIKOTOJIbHO ITPOIYKINY C COIEPIKaHMEeM
STWJIOBOTO CIIUPTA He 6osiee 16,5 MpoIiieHTa rOTOBO MPOIYKIINM,
OCYILECTB/ISIEMYIO OPTaHM3aALMSIMMU, ¥ PO3SHUUYHYIO IIPOJAKy IMBA, TMBHbBIX
HAIUTKOB, CUIIpa, ITyape, MeJOBYX!, OCYIECTB/ISIEMYIO MHAVBUIYAIbHBIMU
NpeIpUHUMATEIIMM, IIPU OKa3aHUM STUMU OpraHU3aLsIMu U
VHIVBUAYAIbHBIMU IIPEINPUHUMATEISIMM YCIIYT OOIeCTBEHHOTO MMUTAHMS,

3) B IIOAITYHKTE 4 IMyHKTA 2 HACTOSIIEN CTaTh!, - HE pacCIIPOCTPAHSIeTCS Ha
PO3HUUHYIO IIPOLAXKY aJIKOTOJIbHOM MPOLYKLIMM, OCYLIeCTBIISIEMYIO
OpraHM3alusIMu, ¥ POSHUYHYIO ITPOAAXKY IMBA, IIMBHBIX HAIIUTKOB, CUApPA,
ryape, MeJOBYXU, OCYILECTB/SIEMYIO MHAVBULYAIbHBIMU
NpeAnpuHUMATENSIMU, TIPU OKa3aHUM 3TUMU OPTaHU3aLUSIMU U
VHIVBUAYAIbHBIMU IIPEANPUHUMATEISIMY YCIIYT OOIEeCTBEHHOTO MUTAHUS
Ha KeJIe3HOIOPOSKHOM, BOJHOM ¥ BO3AYIIHOM TPAHCIIOPTE OOIIero
M0JIb30BaHMSI MEXIYTOPOIHOTO 1 MeXIYHapOLHOTO COOOIeHMS, a TaKKe
Ha >KeJIe3HOL,0POKHOM, BOSHOM ¥ BO3AYIIHOM TPaHCIIOPTE, He



OTHOCAIEMCA K TPAHCIIOPTY O6H.IEI‘0 ITOJIb30BAHMS,

4) B MOAMYHKTE 6 ITYHKTA 2 HACTOSIIEN CTAaThy, - HE PACIIPOCTPAHSIETCS Ha
PO3HUUYHYIO ITPOAAXKY aJIKOTOJIbHOM MPOLYKUMM, OCYLIECTBIISIEMYIO
OpraHu3auusIMu, U PO3HUYHYIO TIPOAAXKy MMMBA, MMBHBIX HAIIUTKOB, CUAPA,
rnyape, MefOByXU, OCYIIeCTB/ISIEMYIO UHAUBUYATIbHBIMU
MpeaIpUHUMATEISIMU, ITPU OKA3aHUU STUMU OPraHU3alusIMu U
VHIVBUAYATbHBIMY TIPEINPUHUMATENISIMY YCITYT 06IeCTBEHHOTO MMUTaHUS;

5) B a63arie mATOM MOANMYHKTA 10 MyHKTA 2 HACTOSIIEN CTAaThy, - HE
pacIIpoCcTpaHseTCs Ha PO3HUYHYIO MPOIAaKy alKOTOJIbHONM IMTPOAYKIINHA,
OCYLLIECTBIISIEMYIO OPTaHU3aLUsIMM, U PO3HUYHYIO IPOLAXKY IBA, TMBHBIX
HAMUTKOB, CUAPA, ITyape, MeJOBYXMU, OCYLIECTBIISIEMYI0 MHIVUBUAYATbHBIMU
npedIpUHUMATEISIMU, IIPU OKa3aHUM STUMM OPraHU3aLUsIMU U
MHAVBUIYAJbHBIMY MIPEATIPMHMUMATESIMMU YCJIYT 00IIeCTBEHHOTO IMTUTAHMS,
33 UCKII0YEeHeM BpeMeHU ITPOBeIeHMs JeTCKO-OHOIIEeCKUX CITIOPTUBHBIX
MepONpUITUINA.

7. He momyckaeTcst moTpebiieHne (pacnmTye) aIKOTroJIbHOM MPOIYKIINM B
MeCTaX, YKa3aHHbIX B MOANYHKTaxX 1 - 9 nmyHKTa 2 HACTOS1LEN CTaTbh!, B
IPYrUX 00IIeCTBEHHBIX MeCTaX, B TOM UMC/ie BO ABOPaxX, B IMOabe31ax, Ha
JIeCTHUIIAX, IECTHUYHBIX TUIONIAIKaX, B IM(Tax KUIbIX TOMOB, Ha IE€TCKUX
IUIONIAIKAaX, B 30HAX PeKpealMIOHHOTO Ha3HaueHus (B IPaHULIAX
TEePPUTOPUIA, 3aHITHIX TOPOACKMMU JlecaMy, CKBepaMM, IapKaMu,
TOPOJCKMMMU CafaMU, IIPyAamMu, 03epaMu, BOAOXPaHUIUIIAMMU, TIISDKAMU, B
IPaHUILAX UHBIX TEPPUTOPUIL, UCTIOIb3YEMbIX U TIPeIHA3HAUEHHbIX 15
OTAbIXa, TYpM3Ma, 3aHSITUI GM3MUeCKOi KyJIbTYypOit U CIIOPTOM), 3a
UCKITIOUeHMEeM TIOTpebieHNs (PaCIUTHSI) aTKOTObHOM MTPOIYKIINH,
MPMOOPETEHHO B OpraHu3ausx, y KpeCTbIHCKMUX ((pepMepcKimx) X03s11CTB
Y UHAUBULYAIbHBIX TIPeATIPUHUMATENEN, TPU3HABAeMbIX
CeJIbCKOXO03SI/ICTBEHHBIMM TOBAPOIIPOM3BOIUTEISIMU, TTIOTPEOIeHMS
(pacnuTHA) IMBA, MMBHBIX HAIIUTKOB, CUIPa, ITyape, MeLOBYXU,
MPpMOOpPEeTEeHHBIX Y MHAUBUIYATbHbIX TIpepUHMMAaTe e, Ipy oKa3aHUn
3TUMM OPTraHU3alUSIMU, KPEeCTbIHCKUMU ((hepMepCKMMM) X03SIICTBAMU U
VHIVBUAYAJIbHBIMU IIPEINPUHUMATEISIMM YCIIYT OOIEeCTBEHHOTO MTUTAHUS
B MeCTaxX OKa3aHMS TaKUX YCIIYT, a TAKKe HeCOBEPIIEHHOJIETHUMMA.

[ToTpebaeHne (pacruTye) aIKOTOJbHOM IMPOAYKIIUY, TPMOOPETEHHO B
06beKTe 00IIeCTBEHHOTO MUTAHMS, JOITYCKAETCS TOJbKO B TAHHOM OObEKTe.



8. 'paHU1IbI TIpUIEraOII X TEPPUTOPUIA, YKa3aHHBIX B MOAITYHKTE 10
ITyHKTa 2 HACTOsIIIel CTaTby, ONIPeAesIOTCS C yUeTOM pPe3y/ibTaTOB
06I1IeCTBEHHBIX 00CYKIeHNIT OpraHaMy MeCTHOTO CaMOYTIPaBIeHUS
MYHULMIIQTbHBIX PAliOHOB U TOPOJCKMUX OKPYTOB, OpraHaMy MeCTHOTO
caMOyTIpaB/ieHs BHYTPUTOPOICKMX MYHUIIUTIATbHBIX 00pa30oBaHMit
roponioB ¢enepanbHoro 3HaueHust MockBbl, CaHKT-IleTepOypra u
CeBacTOI10/151 B COOTBETCTBUU C ITPAaBUIaMMU, YCTAHOBJI€EHHBIMU
[IpaBuTtenbcTBOM Poccuiickoi @enepanum.

OpraHbl TOCYIapCTBEHHO BIacTu cyobekTa Poccuiickoit demeparnyn,
YIIOJIHOMOYEHHbIE Ha OCYIIECTBIEHME rOCYIapCTBEHHOTO KOHTPOJIS
(Hag3opa) B 06;1aCT ITPOMU3BOACTBA M 060pOTa STUIOBOTO CIIMPTA,
aJIKOTOJIbHOM M CIIMPTOCOAEpsKalleil MpOAYKI MM, 32 UCKITIOUEeHeM
CJIy4aeB, eC/Iii COOTBETCTBYIOIIME TTIOJTHOMOUMS epefaHbl OpraHam
MEeCTHOT'O CaMOYIIPABJIEHUS B COOTBETCTBUM C TYHKTOM 2 CTaTbu 7
HacTosiiero ®enepasbHOrO 3aKOHA, MHGOPMUPYIOT OPTaHbl MECTHOTO
CaMOYTIpaBJIEeHMS O PACIIOJIOXKEeHHbBIX HA TEPPUTOPUM COOTBETCTBYIONIETO
MYHULIMIIATIbHOTO 06pa30BaHMs OpraHM3aIsIX, OCYIIeCTBISIONMX
PO3HUYHYIO ITPOJIAKY aJKOTOJbHOM MPOIYKLIVM, 00 MHAMBUIYATbHBIX
MpeaIIPUHUMATEIISIX, OCYIECTBIISIOIINX PO3HUYHYIO ITPOAAXKY ITUBA,
MMBHBIX HAIIUTKOB, CUAPA, ITyape, MeJIOBYX!, a Takke 00 OpraHM3alINsIX,
OCYLIECTBIISIIOUIMX PO3HUYHYIO TTPOAAXKy aJKOTOJIbHO MTPOSYKLMH,
VHOVBUIYAAbHBIX IPEATIPUHUMATENISIX, OCYIIEeCTBISIOMMX PO3SHUYHYIO
MpOAaxy M1Ba, MMBHBIX HAIIUTKOB, CUPA, ITyape, MeJOBYXU, U O
MMPU3HABAEMBIX CEJIbCKOXO03SIICTBEHHBIMM TOBAPOIPOU3BOAUTEISIMU
OpTraHM3aLMSIX, KPECThIHCKUX ((pepMepCKUX) X03sICTBAX 1 00
UHOVBUIYAIbHBIX IPEeATIPUHUMATENISIX, OCYIEeCTBISIOMNX PO3SHUYHYIO
Mpoaaxy BMHA (UTPUCTOTO BMHA), IPU OKAa3aHUM ITUMU OpPraHU3aLUSIMMU,
KPeCTbSIHCKMMMU ((pepMepCcKMMM) X03SMCTBAMU U MHAMBUIYATbHBIMU
MpeIpUHUMATEISIMM YCIYT 00IeCTBEHHOTO MU TaHMUS.

Oprassl roCyAapCTBEHHO BJIACTU ¥ OPTaHbl MECTHOTO CAMOYITPaBJIeHMUS
OJTHOBPEMEHHO C OUIIMATbHBIM OITyOIMKOBAHMEM MYHUIIUIIATLHOTO
MIPaBOBOTO aKTa 00 Orpejie/ieHN M IPaHNIL IPUIeTaloIIuX TepPUTOPUiA,
yKa3aHHbIX B MOAITyHKTe 10 IMyHKTa 2 HAaCTOsIIel cTaTbu, UHOGOPMUPYIOT O
HEeM pacIoJIOKeHHbIe HA UX TePPUTOPUSIX OPTraHU3aIU U, OCYIIECTBIISIONIE
PO3HMYHYIO MPOJAXKY aJKOTOJIbHOM MPOAYKIVYU, MHANBUAYATbHBIX
MpeIpyUHMMAaTeIel, OCyIeCTBISIONMX PO3HUUHYIO ITPOAXy M1Ba,
MMBHBIX HATIUTKOB, CUAPA, ITyape, MEIOBYX!, a TaKKe OpraHu3aIum,



OCYIIECTB/ISIIONIME PO3HUYHYIO ITPOJAKy aJIKOTOJIBHOI MPOAYKLINMH,
VHIVBUAYATbHBIX MTPeAIIpMHUMATEIEN, OCYIIeCTBSIONMX PO3HUIHYIO
MPOIAXKy MM1BA, MMBHBIX HAIIUTKOB, CUIpa, ITyape, MeJIOBYX!, U
TIpM3HABaeMble CeJIbCKOX03S/ICTBEHHBIMY TOBAPOIIPOU3BOANTESIMU
OpraHmu3aiuy, KpecTbsIHCKME (hepMepcKiue) X03iCTBa M MHAVBUIYaTbHBIX
MpeANpUHMMATEIEeN, OCYIIECTBISIONIX POSHUYHYIO ITPOAAKy BUHA
(UTPUCTOrO BMHA), PU OKA3aHUM STUMMU OPTaHU3ALUSIMU, KPECThSIHCKUMMU
(bepmepckuMM) XO3SICTBAMM M MHAUBUIYATbHBIMY HPeAIIPUHUMATEISIMU
YCJIYT 00IIeCTBEHHOTO MUTAHMS.

[Mopsimok uHpOpMMUpPOBaHMS, TPEAYCMOTPEHHOI0 ab3allaMy BTOPBIM U
TPETbMM HACTOSIIET0 IMYHKTa, YCTAHABIMBAIOT OPraHbl TOCYAapCTBEHHOI
BJaCTU CyobekToB Poccuitckoit demepariumn.

Opranbl TOCYyIapCTBEHHO BIaCcTU cyobekToB Poccuiickoit Denmepanyn
MIPeNCTaBISIOT B YIIOJTHOMOYEeHHbIN [IpaBuTenbcTBOM Poccuiickoi
denepanyuu pengepaabHbIii OpraH UCIIOJHUTETbHO BIACTH TI0 3aIIPOCy
IaHHOT'O OpraHa CBeJeHMs O IPUJIeTaloluX TEPPUTOPUSIX, YKa3aHHbBIX B
noanmyHKTe 10 myHKTa 2 HacTosIIel cTaTbi, B HOpMe 3JIeKTPOHHBIX
JIOKYMEHTOB B TPEXIHEBHBII CPOK CO SHS MOJIyYeHUs 3ampoca.

9. He nonyckaeTcs po3HMUYHAs NIPoaaxKa ajJKoOroJbHOM MPOSYKUMHA C 23
YacoB 0 8 4acoB 10 MeCTHOMY BpeMeHM, 3a UCKII0YEeHMEM PO3ZHUYHONI
MPOJAXKM aJIKOTOJIbHOM MPOAYKIIMM, OCYLECTBISIEMOI OpraHn3alusIMu,
KpeCTbTHCKUMU ((hepMepCKUMM) X03SICTBAMM, MHAVBUAYATbHBIMU
MpeaIpUHUMATEISIMU, TIPU3HABAEMBIMU CEJIbCKOXO03S11CTBEHHbIMU
TOBAPONPOU3BOIUTESIMU, PO3HUYHO MTPOJaKy MNBA, MMBHBIX HAIIUTKOB,
cuapa, ryape, MeLoBYXU, OCYILECTBASIe MO UHAVBUAYIbHBIMU
NpeArnpuHUMAaTEISIMU, TIPU OKa3aHMUU TaKMMU OpraHU3aLUsIMU,
KPeCTbSIHCKUMM ((pepMepCcKUMM) X031 CTBAMU U UHAMBUIYATbHBIMU
MpeaIPVUHUMATEISIMY YCJIYT OOIeCTBEHHOIO IIUTaHMS, PO3HUYHOI
MMPOAaK! AJIKOTOJIbHONM NPOAYKIIMM B CJIydae, eC/I YKa3aHHas IPOAYKIINS
pasMellieHa Ha 60pTax BOOHBIX 1 BO3OYIIHbBIX CYJIOB B KaUeCTBe IMPUIIAcOB B
cootBeTcTBUM C ITpaBoM EADC 1 3akoHOIaTe/IbCTBOM Poccuiickoit
denmepaliy 0 TAMOXXEHHOM JeJjie, ¥ PO3HUYHONI MPOaasky alKOT0JIbHOI
MIPOIYKIMM, OCYIIECTB/ISIEMOJ B MarasuHax 6ecronuIMHHOM TOPTOBJIN.

OpraHbl TOCYIapCTBEHHOI BIacTu cyobeKTOB Poccuiickoit Gepepanym
BIIpaBe yCTAaHABJIMBATH AOMOIHUTE/bHbIE OTPAaHMUYEHUS] BpeMeHM, YCIOBU
¥ MEeCT PO3HUYHOM MPOAAKM aJIKOTOJbHOM MPOAYKIIMM, 32 UCKITHOUYEHNEM



PO3HUYHOI MPOJAsky aTKOTOJbHO MPOAYKUIMY TIPU OKa3aHUM YCITYT
00IIeCTBEHHOTO IMUTAHMS, B TOM YMCJIe TIOJIHBINM 3alIpeT Ha PO3SHUYHYIO
MIPOIAXKY aJIKOTOJIbHOM MPOAYKIIMM, 33 MCK/IIOUEHMEM PO3HUYHOI MTPOaasKu
aJIKOTOJIbHOI MPOIYKIINY IIPY OKa3aHMUM YCIYT 00IEeCTBEHHOTO MUTaHMS.

OpraHbl TOCYIapCTBEHHOI BIacTu cyobeKTOB Poccuiickoit depepanym
YCTaHABJIMBAIOT [IJIS1 OPraHM3allnii, OCYIeCTBISIOMNX POSHUYHYIO PO AKy
QJIKOTOJIBHOM MPOAYKLMMK (3a UCKIIOUEeHMEeM OpraHu3aiuii,
OCYILIECTBIISIIOUIMX PO3HMYHYIO TTPOJAAXKY aJKOTOJIbHOM MPOLYKUMU [IPU
OKa3aHMM YCIYT 00IEeCTBEHHOTO MUTaHMS), TPeOOBAHMSI K MUHUMAIbHOMY
pasMepy OIJiaueHHOro YCTaBHOTO KamuTasa (ycTaBHOTO GOHJIa) B pa3mepe
He 6osiee yeM 1 MWIIMOH PyoJIeit.

OpraHbl TOCYIapCTBEHHO BIacTy cyobeKTOB Poccuiickoit depepanym
MpeJCTaBASIOT B pefepanbHblii OpraH UCIIOJHUTENbHO BIAACTH,
YIIOJITHOMOYEHHBI HA OCYIeCTBJIEH)E TOCYLapCTBEHHOIO KOHTPOJIS
(Hazm30pa) B 06s1acT ITPOM3BOJCTBA ¥ 000POTA STUIOBOTO CIIUPTA,
aJIKOTOJIbHOM Y CIIMPTOCOAepsKalleil MpoayKLU KK, I10 3aIIPOCy JAaHHOTO
opraHa cBefieHMsI 06 YCTaHOBJIEHUM TOTIOJTHUTEIbHbBIX OTPaHMUEH U
BpeMeHU, YCI0BUI, MECT PO3SHUYHOM NPOAAKM aJKOTOJIbHONM IMTPOIYKIIWA, B
TOM UMCJIE O [OJTHOM 3alipeTe PO3HUYHOM ITPOAAKM aJIKOTOJIbHO
MPOAYKIMN, B GOpMe 3/IeKTPOHHBIX JOKYMEHTOB B TPeXJHEBHbBI CPOK CO
JIHS TI0JTyYeHM s 3aI1poca.

10. Opranusaiuu, oCyIieCTBIISIIONIMEe PO3SHUYHYIO ITPOIAasKy aTKOTOJTbHOIA
MPOAYKIIMM (32 MCK/TIOUEHMEM ITMBa, MMBHBIX HAIIMTKOB, CUIPA, ITyape,
Me[OBYX!) B TOPOACKMX HAaCeIeHHbIX ITYHKTaX, TOJIKHbI MMETh JIJIST TAKUX
1eyieit B COOCTBEHHOCTH, X03S/ICTBEHHOM BeJIeHI M, OTIepaTUBHOM
yIpaBaeHUM UM B apeH]ie, CPOK KOTOPO¥ ompesesieH JOTOBOPOM U
COCTaBJISIET OOMH Tof U 60Jiee, CTallMOHAPHbIE TOPrOBbIe 0ObEKTHI U
CKJIaZICKMe TTIOMellleHMsI 00Ieli IIomanbio He MeHee 50 KBagpaTHBIX
METPOB 0 KaskAOMY MeCTY HaXOXAeHMsT 000c00/IeHHOTO Mopa3ae/ieHus, B
KOTOPOM OCYILeCTBJISIETCSI PO3HMYHAS ITPOJIaska aIKOTObHOM MPOIYKINN.

OpraHu3sanym, OCyIeCTBIISION[/e PO3SHUUHYIO ITPOIaKy aJIKOr0JIbHOM
MPOAYKIMM (32 UCKIIOUEeHMEeM IMBa, MMBHBIX HAMMTKOB, CUIPA, ITyape,
MeJIOBYXM) B CEIbCKUX HAaCeIeHHbIX ITYHKTAaX, TOJ/IKHbI MMETh JIJIS TAKUX
11eJieii B COOCTBEHHOCTH, XO3SIiICTBEHHOM BeJIeHIM, OITepaTMBHOM
yIIpaBIeHUM UK B apeHie, CPOK KOTOPOJi ompeesieH JOTOBOPOM U
COCTaBJISIET OAVIH IOJ U 60Jjiee, CTallMOHAPHbIE TOPTOBbI€ OObEKTHI U



CKJIaJICKMe TIOMeleHMs 001Iei TI0IaAbio He MeHee 25 KBaapaTHbBIX
METPOB IO KaXKI0MY MeCTY HaX0KaAeHMsI 0600C06IEHHOTO Moipa3ae/ieHus, B
KOTOPOM OCYILECTBJISIETCS PO3HUYHAS ITPOJIaska aJIKOTOJIbHO MPOIYKIINN.

OpraHu3anum, oCcyleCTBIISION[ie PO3HUYHYIO ITPOIAKy MM1Ba, MTUMBHBIX
HAIMTKOB, CUPA, Iyape, MeIOBYXU, U UHIVMBUIYAIbHBIE
MpeIIIPYHUMATEIN, OCYLIECTBIISIONIE PO3SHUUHYIO IIPOIAKy IMBA, IIMBHBIX
HaIlUTKOB, CUApPA, ITyape, MeJIOBYX!, TOJIKHBI MMETh IJIS1 TAKMX I1eJieil B
COOGCTBEHHOCTH, X03ICTBEHHOM BeJleH!, OTIepaTUBHOM YIIpaBJIe€HUN WU
B apeHjie CTalMOHAPHbIE TOPTOBbIE OOBEKTHI U CKIAACKME [IOMEILeHMSI.

KpectbstHckue (pepMepckie) X03s1/CTBA M MHAMBUAYaTbHbIE
MpeaIpUHUMATENN, IPU3HaBaeMble CeJIbCKOXO03SICTBe HHBIMU
TOBapPOITPOU3BOAUTEIIMU U OCYIIECTBISIIONIIE POSHUYHYIO ITPOIasKy
MIPOM3BEAEHHbBIX MMM BMHA, UTPUCTOTO BMHA (IIAMITAHCKOTO), TO/DKHBI
MMEeTb JJIS1 TAaKUX 11eJieii B COOCTBEHHOCTY WJIM B apeHie CTalliOHapHbIe
MIPOM3BO/ICTBEHHbBIE IOMEIIEeHNS U (MJIN) TOPTOBbIE OOBEKTHI.

Po3HuuyHas npoaaska BMHA, UTPUCTOTO BUHA (IIaMITIaHCKOTO),
MIPOM3BeAEHHBIX KPECTbIHCKMMM ((pepMepcKmMIM) X035ICTBAMU U
MHOMBUIYAJbHBIMU NPEeATIPUHMMATENSIMU, TPU3HABA€MbIMU
CeJIbCKOXO03SICTBEHHBIMM TOBAPOIPOU3BOAUTESIMU, MOXKET
OCYIIECTBIISTHCS B CTALIMMOHAPHBIX ITPOU3BOICTBEHHBIX ITOMEIIEHUSIX I10
MeCTy HaXOKIeHNs [IPOMU3BOJCTBA 3TOV MPOLYKUMMU U (MIJIN) B TOPTOBBIX
00BEKTaX.

TpeboBaHMs 0 HATMYNY OTAENbHBIX CKIAICKMX TTIOMEIeHNI 110 KaXKAOMY
MeCTY HaxokaeHMsI 060C06IEHHOTO MoApa3e/ieHys], yka3aHHbIe B ab3arax
MIepBOM - TPeThbeM HaCTOSIIEero IMyHKTa, He paclpoCTPaHSIIOTCS Ha
PO3HUYHYIO MPOJAXKY aJKOTOJIbHOM MPOAYKIIMY B Mara3mHax
6eCcrouIIMHHO TOPTOBIIMN.

Tpeb6oBaHMs K CTAIMOHAPHBIM TOPTOBBIM 0OBEKTAM U CKJIAJACKUM
roMellleHMsIM, YKa3aHHbIe B ab3a1jax mepBoM - TPeThbeM HaCTOSIIIero
IIYHKTAa, YCTAaHABJIMBAIOTCS YIIOJITHOMOYEeHHBbIM [IpaBuTenbcTBOM
Poccuiickoit ®enepaunm dhenepasbHbIM OPTaHOM MCITOTHUTEIbHOM BIACTH.

OpraHu3anuu, oCcyuecTBIISION[e PO3HUUHYIO ITPOIasKy aJKOToJbHOM
MIPOAYKIIMM B TOPOACKUX U (MJTM) CEIbCKUX HaceJeHHBIX ITyHKTaX (3a
MCKITIOUEeHMEM aJIKOTOTbHOV IMPOIYKIINY C COJlepsKaHMeM 3TUIOBOTO CIIMpPTa



He 6osee 16,5 mpoiieHTa 06beMa rOTOBOJ MPOAYKI[MA), IIPY OKa3aHUU YCITYT
0011IeCTBEHHOTO MUTAHMS JO/IKHBI MMETh JIJISI TaKUX Liejieii B
COOGCTBEHHOCTH, XO3SICTBEHHOM BeJ€eHUM, OTIePaTUBHOM YIIPaBJIEHUN WU
B apeH/jie, CPOK KOTOPOi1 OmpeesieH JOTOBOPOM ¥ COCTaBJISIET OAVIH IO U
6oJs1ee, cTalMOHAPHbIE 0OBEKTHI OOIIECTBEHHOT'O MUTAHMS 10 KaXKIOMY
MECTY OCYIIECTBIEeHMS YKa3aHHOI JesTeIbHOCTH.

OpraHu3auyy, OCyLIeCTBIISIONIME B TOPOICKUX U (MJIN) CETbCKUX
HaCeJIEHHbBIX MTYHKTaX PO3HUYHYIO MPOIAKY aTKOTOJbHOM TTPOAYKLIMMA C
cofep>kaHueM 3TUIOBOTO CIIMPTa He 6osiee 16,5 mpolieHTa 06’beMa roToBO
MIPOIYKIIMM TIPU OKa3aHUY YCIYT OOIEeCTBEHHOTO MUTAHMS, U
VHAVBUIYaTbHbIE TPeATIPUHMMATENN, OCYLIECTBIISIONIe POSHUYHYIO
MIPOAAKY MMBA, MMBHBIX HATIUTKOB, CUADA, ITyape, MeIOBYXM TP OKa3aHUN
yCIIYT 06IIeCTBEHHOTO MUTAHMS, O/DKHBI MMETD /I TaKUX 1eJieil B
COOCTBEHHOCTH, XO3SI/ICTBEHHOM BeJleHI Y, OTIepaTUBHOM YIIpaBIA€HUY UJIN
B apeH/Jie 00beKT 0011[eCTBEHHOTO MUTaHM I, KOTOPbI MJIaHUPYeTCS
VICTIOTb30BAaTh J1JISI OKA3aHMUS YCIYT 0OIIeCTBEHHOTO MUTAHMS, TI0 KaXKIOMY
MeCTY OCYIECTBIEHNS YKa3aHHO NesTeTbHOCTH.

PosHuuHas mpoaaska aJIKOTOJIbHOM MPOAYKIIUY M PO3HMYHAS TPOAaska
aJIKOTOJIbHOM MPOIYKINM IIPU OKa3aHMUM YCIYT 00IeCTBEeHHOTO MUTaHUS
OCYIIECTBJISIFOTCS C IPMMEHEHVEM KOHTPOIbHO-KAaCCOBOV TEXHUKU B
COOTBETCTBUM C 3aKOHOIATeNbCTBOM Poccuiickoii @enepanum o
MIpUMeHeHM KOHTPOJIbHO-KaCCOBOI TeXHUKIA.

11. Eciu MecTo HaxOXIeHMs CTal[MOHAPHOTO TOPTOBOTO 00bEeKTa
OpraHM3alyy, OCYIIEeCTBIISIONIE POSHUYUHYIO ITPOIAKy aJIKOT0JIbHOM
MIPOOYKIIVIN, JIM MECTO HaXOKIeHMsI 00'beKTa 00IIeCTBEHHOTO MU TaHMS
OpraHM3alyy, OCYIEeCTBIISIONIEI POSHUUHYIO ITPOIAKy aJKOTOJbHOM
MPOAYKIIUM ITPY OKa3aHUM YCIYT OOIIeCTBEHHOTO MUTAHMS, B TIEPUO]I
JeICTBUSI INII@H3UY ITIePEeCTaeT COOTBETCTBOBATh OCOOBIM TPeOOBAHMSIM K
PO3HUYHOI MPOJaske aJIKOTOJIbHON MPOAYKIINY, YKa3aHHBIM B IIOIITYHKTE
10 myHKTa 2 HacTOsIIIel CTaTby, TaKMe OpraHu3aluy BIipaBe MPoJoIKaTh
OCYILECTBJISITh A eSITeIbHOCTD [0 PO3SHMYHOJ ITPOJaske aJIKOTOIbHOI
MPOAYKIIUM WJIM PO3HUYHOI IMPOJIaske aJIKOTOJIbHO MPOIYKIUY IIPU
OKa3aHMM YCIYT 00IIEeCTBEHHOTO MUTAHMS B TaHHBIX CTAI[MMOHAPHOM
TOPrOBOM OOBEKTE MM 00bEeKTe 00IIeCTBEHHOTO MATAHNUST ¥ BOSHUKILNE
OTpaHMYEeHMSI K HUM He TIPUMEHSIOTCS. B aToM ciyuyae panbHeitiiee
MIpoJJIeHMe CPOKa AeCTBUS JTUIEH3UM TTPOU3BOIUTCS JIUIIEH3UPYIOLIIUM



opraHoMm 6e3 yyeTa BO3HUKIIMX B TeUeHMe CpOKa JeiCTBUS TUIeH3UNU
OTpaHMYEHMI B TIOPSIAKE, YyCTAHOBIEHHOM HacTosmuM denepasbHbIM
3aKOHOM [IJIS BbIJAuM, TPOJieHus U riepeodopmiieHs TUIIeH3UM Ha
PO3HUYHYIO ITPOAAsKY aJKOTOIbHOM MPOAYKIMM WU TUITEeH3MM Ha
PO3HUYHYIO MPOIAsKy aJIKOTOAbHOM MPOLYKLIMY TIPU OKa3aHUM YCITYT
00IIeCTBEHHOTO MMUTAaHMs, HO He 60jiee ueM Ha IISITh JIeT.";

14) B cTaTbe 18:
a) B IlyHKTe 1:
ab63all BTOPOi U3JIOKUTD B CJIeyIONIel pefaKkImn:

"MpOMU3BOACTBA 1 060poTa hapMaleBTUIeCKOi CyOCTaHLIMM CIIUPTa
STUJIOBOTO (3TaHOJA), CIIMPTOCOAepKalllMX JIeKapCTBEHHBIX IIperapaToB U
(unn) ciupTocomepXKalux MeIUIIMHCKUX U3L e, a TaKKe TUBa U
MIMBHBIX HAIIUTKOB, CUAPA, ITyape, MeLOBYXU;";

OOIIOJTHUTDb a63aueM CJIeaymouero Comep>XaHmd:

"PO3HUYHO MPOIAKM aJTKOTOJbHOM MPOAYKIMM PU3MyeCcKUM auiiaM OT
MMEHMU U T10 TTIOPYYEHUI0 OpraHu3alun, MMeIIei JIULeH3UI0 Ha
PO3HUUHYIO TTPOAXKy aJIKOT0JIbHOM MPOAYKIIMHK, B CTyYae, eC/iy yKa3aHHas
MPOIYKIMS pa3MelleHa Ha 60pTax BO3AYIIHBIX CYAOB B KaueCcTBe IMPUITACOB
B cooTBeTCTBUMU C mpaBOoM EA3C 1 3aKOHOIaTenbCTBOM Poccuiickoi
denepaliyiy 0 TaMOXKEHHOM Jiejie, ¥ PO3HUYHOI IPOIaXky aJIKOTrOJIbHOM
MPOAYKIIMM (PU3UUECKUM JIUIAM JIJIsT TOTpebieHnst (pacinuTus) Ha 60pTy
BO3AYIIHOIO CyIHA IIPY OKa3aHUM YCIYT OOIIeCTBEHHOIO IIUTAHUS OT
MMEHMU U T10 TTIOPYUYEeHUI0 OpraHu3alu, MMeIlei IUleH3MI0 Ha
PO3HUYHYIO TPOAAKY aJIKOTOIbHOM MPOAYKUIMY ITPU OKa3aHUM YCITYT
0011IeCTBEeHHOIO MUTAHMU.";

0) B myHKTe 4:
ab3all ceIbMO¥ M3JI0XKUTD B CIeIYIONIEN pegaKIInun:

"JIunieH3us Ha IPOU3BOCTBO, XPaHEHME, TOCTABKM U PO3HUYHYIO TIPOAXKY
BUHO/J€IbYECKOI IMTPOAYKIMNN, IIPOMU3BEIEHHON CeIbCKOX035ICTBEHHBIMU
TOBapONPOU3BOAUTENSIMU, NIPeLyCMaTPUBAET IIPABO KaK HA PO3HUYHYIO
MPOAaXKy YKa3aHHON MPOAYKUMM, TAK M HA PO3HUYHYIO IPOLAKY YKa3aHHOM
MIPOAYKIIUM TPV OKa3aHUM YCIYT OOIIeCTBEHHOTO MUTAaHMS.";



a63a1] BOCbMOI1 1ocjIe CJIoB "BaroHa-oydeTa" MOMOJHUTH CJIOBaMu ",
BaroHa-6apa’;

15) B craTbe 19:
a) MOAITYHKT 14 ITyHKTA 1 U3JI0KUTD B CJIEAYIONIEN peJaKIIun:

"14) Romus JOKYMEHTa, IMOATBEePXKIA0Iero 3HaueHus: KOOpAMHAT
XapaKTePHbIX TOUEK IPAHUIL 36 MeJIbHOT'0 YUaCTKa MeCTa OCYIIeCTBIAEHUS
IesiTeIbHOCTY 3asiBUTEJISI, MpeayCMOTPeHHOTo PelepaibHbIM 3aKOHOM OT
13 urons 2015 roma N 218-®3 "O rocygapCTBeHHOI permcTpamnum
HeABVKUMOCTHU . B cilyuyae, et yKa3aHHbINM JOKYMEHT He MpeCcTaB/lieH
3asBUTeJIeM, TaKOJ JOKYMEHT (CBeJleHUsI, CoepyKallyecs B Hem)
MPeICTaBJISIETCS 10 MEXBEJOMCTBEHHOMY 3aIpoCy JUIEH3UPYIOIIETro
opraHa yrnoJHoMo4yeHHbIM I[IpaBuTenbcTBOM Poccuiickoit ®emepaun
(denepasibHbIM OpPraHOM MCIIOJIHUTEIbHOI BIACTH;";

0) MOAITYHKT 1 ITyHKTA 3.2 U3JIOKUTH B CIEAYIONIEN peIaKIUn:

"1) BOKyMeHTBI, IpefyCMOTPeHHbIe NOAITyHKTaMu 1 - 4 myHKTa 1
HACTOs111el CTaTby (B 3asiBJIEHMM O BblAaue JINLEeH3UMN,
IpenycMaTpyUBaKoLIeil IpaBo PO3HUYHON IIPOAAXKY aJIKOTOIbHO
MPOIYKIIMM, pa3MelleHHO Ha 60pTax BOJHBIX CYy/IOB B KauecTBe MPUITACOB
B cooTBeTCTBUMU C TpaBoM EASC 1 3akO0HOaTeNbCTBOM Poccuiickoi
@epnepaliviy 0 TAMOXKEHHOM Jiejie, BMeCTO MeCTa HaXOXIeHUs
060Cc06/1€eHHOTO TTo/Ipa3eneHns yKa3bIBalOTCSI PErUCTPallMIOHHbIE JaHHbIe
BOJHOTO CYy[HA, [IPMCBOEHHbIE eMY B YCTAaHOBJIEHHOM IOpSaKe);";

B) B ITyHKTe 3.2-2:

MOAMYHKT 1 mocJie c/oB "BaroHa-6ydeTra" JOMOMHUTH CIOBaMU ', BaroHa-
6apa”;

TIOATYHKT 4 IT0CJIe CJIOB "BaroHa-oydera" JOMOTHUTD CJIOBAMU ", BAaTOHA-
6apa";

I) B IIyHKTe 9:
MOAITYHKT 4 U3JIOKUTD B ClIeAyoleii pefakun:

"4) HECOOTBETCTBME MPOU3BOACTBEHHBIX M CKIAICKMX ITOMeIeH UM
3asIBUTEJISI, OCYIIECTBJISIONIET0 TPOM3BOACTBO U (MJI1) 060POT STUIIOBOTO



CIIMPTA, AJIKOTOJIbHOM U CIMPTOCOAep Kallleit MPOooyKIyu (3a UCKIIUYeHeM
JULIEH3 U HA PO3HUYHYIO NTPOAAKy aJIKOTOIbHO MPOAYKIMUY U PO3HUYHYIO
MIPOJIaKY AJIKOTOJIbHOM TTPOIYKIIMY IIPU OKa3aHUU YCIYT OOIIeCTBEHHOTO
MUTaHKs), Tpe60BaHUSIM MOXKapHOi 6€30MacHOCTH, IKOTOTUUECKUM
TpeboBaHMSIM, KOTOPOE MOJATBEPKAEHO 3aK/I0UueHeM COOTBETCTBYIOIIEro
yrnoiaHomoueHHoro [IpaBuTtenbcTBOM Poccuiickoit @eneparim
denmepanbHOI0O OpraHa UCIOJHUTEbHOM BIACTH;";

AOIIOJTHUTD ITOAITYHKTOM 7 cIeaymouiero cooep>XaHms:

"7) HaIMuMe y 3asBUTeIS Ha JaTy [OCTYIIJIEHUS B JIMLIEH3UPYIOLIMIA OpraH
3asBJIEHVS O BbIJaye JIMLeH3MM He YIUIAYeHHOTrO B YCTaHOBJIEHHBI CPOK
aIMMUHUCTPATUBHOTO IITpada, HAa3HaUeHHOTO 3a ITpaBOHAPYIIeHUs,
npenycMmoTpeHHble Komekcom Poccuiickoitr @emepatiyiv 06
aIMVHMCTPATUBHBIX IPaBOHAPYIIEHNSIX ¥ COBEPIIIeHHbIE B 06/1aCTH
MIPOM3BOJCTBA M 000POTA STUIOBOTO CIIMPTA, AJTKOTOJIbHOM U
CIIMPTOCOAEP KALLEN MTPOSYKIUN.";

1) ab3ai1r mepBbiit MyHKTa 10 TOMOJIHUTH TIPeIJIOKEHNEM CJIEAYIOIIETrO
comepskanusi: "B ciydyae npmobpeTeHMsI OCHOBHOT'O TEXHOJOTUYECKOTO
060pyn0BaHMS, ITOJIEXKAIIET0 TOCYIAPCTBEHHOI PErMCTPaLiN, B IIEJIIX ero
MCIOIb30BaHMS JIJISI TPOU3BOICTBA 3TUIOBOTO CIIMPTA YKa3aHHas
MHbopMaIys MPeACTaBJSIeTCs MOC/Ie OCYIeCTBIeHUs roCyIapCTBeHHO
perucTpauumu Takoro o6opymoBaHus.";

€) B myHKTe 12 ¢jioBa "BbIauy HOBOV JIMIIEH3UN" 3aMEeHUTh CJIOBAMU
"BbIJauyy HOBOTO OJIaHKA JIMLIEH3UN";

’X) B a63alle BTOpPOM ITyHKTa 17 cj10Ba "I0 yIIJIaTe HaJIOrOB ¥ COOPOB”
3aMeHUTH CJI0BaMM "TIO YIlJIaTe HaJIOTOB, COOPOB, CTPAXOBbIX B3HOCOB,
neHeit u mTpacdoB 3a HapylleHMe 3aKOHOoIaTeNbCTBa Poccuiickoit
deneparnyu 0 Hajorax 1 coopax”;

3) ab3all repBbIit MyHKTa 19 NOMOJHUTH HOBBIM BTOPBIM ITpeJI0KeHUeM
CJIEIYIOIIETO comepskaHusi: "B nuiieH3MM Ha pO3HUYHYIO TTPOJAXKY
AJIKOTOJIbHOI MPOIYKIMM VTN JIMIIEH3UM Ha PO3SHUYHYIO TTPOJIasKy
aJIKOTOJIbHOI MPOIYKIMM IIPU OKa3aHMUM YCIYT 00IEeCTBEHHOIO MUTAHUS
TaKKe YKa3bIBAIOTCS 3HAUEHMSI KOOPAMHAT CTAlMIOHAPHOTO TOPTOBOTO
00beKTa MM CTALIMOHAPHOTO 0O6'bEeKTa 00IeCTBEHHOTO MUTaHUS. " ;

16) B craTbe 20:



a) B myHKTe 1:
ab3all OAMHHAALATHIV TPU3HATh YTPATUBIINM CUITY;
a63ai1l JBeHaIIaThI U3JIOKUTD B CJIEAYIONIEi peaKIIiu:

"HeyIIaTa JMULEeH3XaTOM B YCTAaHOBJIEHHBIN CPOK aMUHUCTPATUBHOTO
mtpacda, Ha3HAUYEeHHOTO 3a MpaBOHAapYyllleHNe, TpegycMoTpeHHoe Kogekcom
Poccuiickoit ®enepauny 06 agMUHUCTPATUBHBIX ITPaBOHAPYIIEHUSX,
COBepIlIeHHOe B 06/1aCTU MPOU3BOACTBA ¥ 060pOTa ITUJIOBOTO CIIUPTA,
aJIKOTOJIBHOM U CIMPTOCOAepKaleli IpoayKIun;";

ab3ail mecTHaAThIN [T0C/Ie CJI0B "B CBI3M C" TOMOIHUTD CJIOBAMMU
"HerpeJicTaBJeHeM B YCTaHOBJIEHHBIN CPOK 3asBeHMSI 00 yCTpaHeHUM
00CTOSTE/NBCTB, MOBJIEKIIMX 32 COO0I MPUOCTAHOBJIEHNE IeiCTBUS
JINLIEH3UHU, 33 UCKTIOUEHMEM CIy4as IPUOCTAHOBIEHUS IECTBUS
JIMIIEH3UU B CBSI3U C';

OOIIOJTHUTDb a63aueM CIeaymouero Comep>XxaHmd:

"B ciiyyae HenpeAcTaBieHUS TULEH3MATOM B YCTAHOBJIEHHBIV CPOK
3asByIeHMs 00 yCTpaHEeHUM 0OCTOSITEIbCTB, IMTOBJIEKIINX 3a CO60T
MIPUOCTAHOBJIEHME AECTBUS JULLEH3UU, TIUTIEH3UPYIOIIUI OpraH
MIPMHNUMAET pellleHre O MPUOCTAHOBIEHUM ECTBYS JINIEH3UN
JUIEH3MAaTa A0 IPUHSITHUS PellleHNsI O HallpaBJIeHUM B CY/I 3asiBJIeHMSI 00
aHHYJIMPOBAHUMU JIUIIEH3UN.";

0) B ITyHKTE 3:

ab3alibl BTOPOJ - BOCbBMOI yTpaTUau cuiy. - ®efepanbHblii 3aKOH OT
28.12.2017 N 433-03;

absalipl ABamIIaTh BOCBMOI M IBANLATh NeBIThIM CUMTATh COOTBETCTBEHHO
ab3alaMy TPUAIIATh ITePBbIM U TPUILIATh BTOPBIM;

B) B IYHKTe 5:

B ab3alle IepBOM CJIOBA ", 3a UCK/TIOUEHMEM JIUIIEH3UM HAa POSHUYHYIO
MPOAAXKY AJIKOTOJIbHOM MPOAYKIIUM," UCKITIOUNUTD;

ab3all TPeTuit mocsie cJIoB "MpaBo Ha 3aBepIIeHNe ITOJTHOro IMKIa"
JOIOJHUTD CJIOBOM "TIPOU3BOACTBA";



B ab3alie YeTBePTOM CJIOBA "TIOHBIN MK/ IUCTUIISITOB" 3aMEHUTD
CJIOBAMM "TIOJIHBINM LIMKJ IIPOU3BOACTBA OVUCTUILISITOB";

a63all IMSThIN TOCIe CJIOB "3aBepIIeHNe TTOTHOTO IMKIIA" TOTIOJIHUTD CJIOBOM
"IIpOM3BOACTBA";

17) B cTaTbe 23:
a) HaMMeHOBaHNe U3JI0XUTD B ClIeAyIolI el pefaKLIyn:

"Cratbst 23. [ocymapcTBeHHBI KOHTPOJIb (HaA30p) B 00JIaCTY ITPOM3BOACTBA
1 060pOTa STUJIOBOTO CITUPTA, aJTKOTOIBbHOM U CIIUPTOCOepsKaIIei
IPOAYKIMN;

0) MyHKT 1 M3JI0KUTH B CJI€OYIONIEN pegaKIuin:

"1. TocymapcTBeHHbBI KOHTPOJIb (HaA30p) B 00JIaCT ITPOU3BOACTBA U
060pOTa 3TUIOBOTO CIIUPTA, AJIKOTOIBHON U CIIUPTOCOIepsKallleit
MPOAYKIMM BKIIOUaeT B cebs hemepanbHblii TOCYyIapCTBEHHBI KOHTPOJIb
(Hag30p) B 06/1aCTV MPOU3BOICTBA ¥ 0O0POTA STUIIOBOTO CIIUPTA,
aJIKOTOJIbHOM U CIIMPTOCOAEPsKalleil MPOAYKIUA U PETMOHATbHBIN
rOCYIapCTBEHHbI KOHTPOJIb (Hai30p) B 00J1aCTV PO3HUYHON IMPOIasK
aJIKOTOJIbHOM U CIIMPTOCOAepsKalleil MpOnyKIUn.";

B) IOTIOJTHUTH MTYHKTOM 1.1 CJIeIyIOIIEero comepskaHms:

"1.1. ®emepanbHblii FOCYIapCTBEHHBIV KOHTPOJIb (HaA30p) B 00/1aCTU
MPOM3BO/ICTBA ¥ 0O0POTA ITUJIOBOTO CITMPTA, AIKOTOIBHO U
CIIMPTOCOAEPIKAILEe/ TPOAYKIIVIM BKIIOYAET B CeOsI:

1) MuLIeH3MOHHBII KOHTPOJIb 38 MPOU3BOACTBOM ¥ 060POTOM 3TUIOBOTO
CIIMPTA, aJIKOTOJILHOM U CIIMPTOCOAEepsKalleil MPOayKIMY (3a UCKII0YEeHMEeM
PO3HMYHOV IPOLAKU aJIKOTOJIbHOM MPOAYKLIMM Y POSHUYHOI ITPOLAXKU
aJIKOTOJIbHOM MPOIYKUMY TIPU OKa3aHMUM YCIYT 00IeCTBEHHOTO MUTAHUS);

2) MULIeH3MOHHBIV KOHTPOJIb 33 IPOMU3BOLCTBOM, [IOCTaBKaAMU, XpaHEHM EM
Y PO3HUYHOV IIPOLaKel IPOU3BeLeHHO CeIbCKOX035ICTBEHHbIMU
TOBApOIIPOV3BOAUTEISIMY BUHOA,E/IbUECKO IIPOLYKINN;

3) rocyIapCTBEHHBIN HaI30p 3a COOIIOIEeHeM 00sI3aTeIbHbIX TPeOOBaHMIA
B 00J1aCTY ITPOM3BOJICTBA, 3aKYIKM (B TOM UMC/Ie MMIIOPTA), IOCTAaBOK (B
TOM UMCJIe SKCIIOPTa), XpaHeHUs U (MJIN) TTIePeBO30K STUIOBOIO CIIUPTA,



aJIKOTOJIbHOM U CIIMPTOCOAEPsKalleil MPOAYKI MM, YCTAHOBIEHHbIX
MeXIYHapOIHbIMU foroBopaMu Poccuiickoit @epepanium, HaCTOSIIUM
denepanbHBIM 3aKOHOM, APYrMMM QefepasbHbIMM 3aKOHAMU U
MIPUHUMAEMbIMM B COOTBETCTBUM C HUMM MHBIMY HOPMATUBHBIMU
MMPaBOBbIMM akTamMu Poccuiickoit ®emepauiyiy, TeXHUYECKUMU
perjiaMmeHTaMMu;

4) rocymapCTBEeHHBIV KOHTPOJIb (HAa30pP) 3a PO3SHUYHOM ITPOAasKeii
aJIKOTOJIbHOM MPOAYKLUMM U POSHUYHOM MMPOAakei aJKoroJbHON
MPOAYKIIUM TPV OKa3aHUM YCIYT 0OIIeCTBEHHOTO MUTAHMS B YaCTU
co6momeHnst Tpe6oBaHMIA, YCTAHOBIEHHbIX cTaThsiMu 8, 10.2, 11, 12, 14 u
26 HacTosmero ®enepaabHOTO 3aKOHA, B I1E/ISIX BbISIBJIEHUS U TIPeCeYeHUSs
He3aKOHHbBIX TPOM3BOACTBA, 3aKYIKM (B TOM UMCjIe MMIIOpTa), MOCTaBOK (B
TOM UMCJIe SKCIIOPTA), XpaHeHUs], IepeB030K U (MIN) IlepeMelle HIs
STUWJIOBOTO CIUPTA, aIKOTOJIbHON U CIUPTOCOAep Kallleil IPOayKIIUN;

5) rocymapcTBeHHbBII HA/I30p 3a UCIOAb30BaHMEM OCHOBHOTO
TeXHOJIOTUYECKOTO 060PYJOBaHMS IJIsI TPOU3BOCTBA STUIOBOTO CIIUPTA,
KOTOPOE TMOJAJIEXXUT rOCyJapCTBEHHONM perucrpanun.”;

T) IOTIOJTHUTH ITYHKTOM 1.2 CJIeIyIOIIero coaepskaHms:

"1.2. PermoHaabHbINi rocy1apcTBeHHbI KOHTPOJb (HaA30P) B 06/1aCTH
PO3HUYHOV MPOAAXKU aJIKOTOJIbHOM U CIIMPTOCOAepsKallleli TpOayKLIUN
BKJIIOYAeT B ce6si:

1) M€ H3MOHHBIV KOHTPOJIb 38 PO3HMUHOM IIpoJakeil aJIKOroJbHOM
MPOAYKLVM ¥ PO3HUYHOJ MPOAaskeit alKOroJbHOM MPOAYKLIMA TPU
OKa3aHUM YCIYT 001IeCTBEHHOTO MUTaHUS (3a UCKIIOUeHMEM
JIUIIEH3MOHHOTO KOHTPOJIS 32 TIPOU3BOACTBOM, ITIOCTaBKaMM, XpaHeHUEM U
PO3HUYHOM MPOAasKkel Mpou3BedeHHOM Ce/IbCKOX03S/CTBEHHBIMU
TOBApOMNPOU3BOAUTENSIMU BUHOA E/IbYECKOI TPOAYKIINN);

2) rocyiapCTBEHHbIV KOHTPOJIb (HaJ30p) 3a COOM0IeHeM 00sI3aTeTbHBIX
Tpeb6OBaHMIT K PO3HUUYHOI MPOJaske aJKOTOJIbHOM MPOAYKINY Y PO3HUYHOM
MpOIaKke aJIKOTOJIbHOM MPOAYKIIMM ITPU OKa3aHUM YCJIYT OOIIeCTBEHHOTO
MMUTaHNsI, YCTAHOBJIEHHBIX CTaTheil 16 HacTosero denepaabHOro 3aKOHA,
00s13aTeIbHBIX TPeOOBaHMI K PO3HUYHO ITPOIaske CIIMPTOCOIe piKalllei
MPOAYKIIMM, 32 UCKIIOUEHMEM rOCyJapCTBEHHOTO KOHTPOJIS 3a
cobsogeHeM Tpe6oBaHMI TEXHUYECKUX perjIaMeHToB.";



18) B cTaTbe 23.1:
a) HaMMeHOBaHNe U3JI0XUTD B ClIeyIol el pegaKLuyn:

"Cratbs 23.1. TocymapcTBeHHbI HAI30p 3a COOMIOIeHEM 00SI3aTeTbHBIX
TpeboBaHMIi B 06/1aCTH MTPOM3BOACTBA ¥ 000POTA STUIOBOTO CIIUPTA,
QJIKOTOJIBHOM ¥ CIIMPTOCOAep Kallei MpoayKIun";

0) B myHKTe 1 cJioBa "3a COOJIOIeHMEM 00sI3aTeIbHBIX TPEOOBaHMIT K
STWJIOBOMY CIMPTY" 3aMEHUTbh CJIOBAMM "3a COOTIOIeHMEM 00sI3aTe/IbHbIX
Tpeb6oBaHMI1 B 06J1aCTM ITPOU3BOACTBA 1 060POTa STUIOBOTO CIMPTA", CJIOBO
"(emepanbHOTO" UCKIIOUNTD;

B) B ITYHKTeE 2 CJIOBA "3a CO6GMI0OIeHMEM 06s13aTeIbHbIX TPe6OBaHMIT K
STUJIOBOMY CITUPTY" 3aMEHUTD CJIOBAMM "3a COOITIOIeHMEM 00s13aTeTbHBIX
TpebGoBaHMIi B 006J1aCTH ITPOU3BOACTBA M 060POTa ITUIOBOIO CIIMPTA", CJIOBO
"emepanbHBIM" UCKITIOUNTD;

19) B mynkre 10 craTby 23.2:
a) B ab3alie mepBOM CJIOBO "Bble3HAS" MCK/IIOUNTD;

0) MOAITYHKT 4 MOMOJHUTH CJIOBAMM ', aHa/IN3a JOKYMEHTOB, ITOJTYYeHHBIX B
pes3yibTare IMpoBeaeHS] MEPOIIPUITUI TOCYLaPCTBEHHOTO KOHTPOJIS
(Hap3opa)’;

B) IOTIOJTHUTH MOATTYHKTOM 6 CIeyIolero Cofep kaHus:

"6) MpeAcTaBeHMe B TUIIEH3UPYIOIIMII OpraH 3asiBJeHNUs 00 yCTpaHeHU U
00CTOSITENHCTB, MTOBJIEKIINX 32 COO0¥ MPUOCTaHOBIeHNE NeliCTBUS
JIMLIEH3UN.";

20) B cTaTbe 26:
a) B IlyHKTe 1:
a63all BTOPOi U3JIOKUTD B CJIeyIONIel pefaKkiumn:

"MCMOb30BaHMe STUIOBOTO CIMPTA, MIPOU3BE€HHOTO 13 HEMUILLeBOTO
CBIPbSI, CIMPTOCOIePsKaIlleil HeIUILEeBOM IMPOAYKIMK, papMalieBTUUECKOM
CyOCTaHLIMM CIIMPTA STWIOBOTO (3TAHOJA), [IJIST TPOM3BO/ICTBA AJIKOTOJIbHOIA
U COUPTOCOAEP Kallleil MUILLEBO MPOAYKIINNA;";



a63aly ecToii U3JIOXKUTD B CJIeyIOIIei pegakium:

"pO3HMYHAA IPOLAKA STWIOBOIO CIMUPTA U (MJIN) CIIMPTOCOAepyKallein
MUIIEBO MPOAYKLVM, B TOM UMCJIe JUCTAHIIMOHHBIM CITIOCOO0M, 3a
VCKJIIOUeHMEM MMPOAYKI MU, BKIIIDUYEHHOM B IlepevyeHb MU EeBOit
MIPOAYKIIMM, KOTOpasi IPOM3BeieHa C UCII0/Ib30BaHMEM MJn Oe3
MCIIOJIb30BAHUS STUJIOBOTO CITUPTA, TPOU3BEAEHHOI0 U3 MUIIEBOTO ChIPbS,
u (WIN) COUPTOCOAepsKalleli MUIEeBOM MPOAYKLMU, C COTepKaHueM
3TUIOBOTO criipTa 60stee 0,5 mpoiieHTa 06beMa TOTOBO MTPOAYKIUY, HE
OTHOCSIIENCS K aJIKOTOJIbHOM MPOOYKIIUN;";

ab3all JBeHaALaThI ITOC/Ie CJI0B "aJKOTOIbHOM M CIIMPTOCOAepXKAIIei
MPOAYKUMN" OOTIOTHUTD CJIOBAMU ", €CJIYM UHOE He TIPeSyCMOTPEHO
HacTosmuM ®enepanbHbIM 3aKOHOM";

a63ai1] YeTbIPHAILIAThIN M3JIOKUTD B CIeAYIONIEN peJakIin:

"TIOCTaBKM, PO3HUYHAS ITPOAaka aJIKOTOJbHOM MPOAYKUMM U (UIIN)
MPOU3BEIEHHOV B JOMAIIHUX YCAOBUSIX IPOAYKIUY, COAepKallei
STUJIOBBIN CIUPT, GU3UUYECKUMU JIUIIAMU, 38 UCKITIOYEHNEM CIyJaes,
YCTaHOBJIEHHBIX HacToAMM DenepanbHbIM 3aKOHOM;";

a63ai1l TpUILATh BOCbMO U3JIOXKUTD B CJIEAYIONIEl peaaKkIInm:

"pPO3HMYHAS MPOLAKA AJIKOTOJBbHO POAYKIMY B C/Tydae OCYIeCTBIeHUS
PO3HUYHOV MPOJAKM aJKOTOJbHON MPOAYKINMYA IPU OKa3aHUU YCITYT
00IIeCTBEHHOTO IMUTAHMS 110 OJTHOMY MECTY OCYIIeCTBIEHUS
JINLIEH3VPYyeMOTi IesITeIbHOCTH, eC/I MHOE He YCTAaHOBJIEHO HACTOS UM
@enepaJibHBIM 3aKOHOM ;" ;

a63a1] COPOKOBOJ U3JIOKUTD B CJIEAYIONIEI peJaKIyin:

"9KCILTyaTaIusi 060pyaoBaHMs AJ1s1 TPOM3BOICTBA hapMalleBTUIEeCKOi
CYOCTaHLIMM CIIMPTA STWIOBOTO (ITAHOJIA) MJIM €MKOCTe )il IPUeMKU
dbapmalleBTMUECKOM CYOCTaHIIMM CIIMPTAa STUIOBOTO (3TAHOJA) U
STUIOBOTO CIIMPTA MPU OTCYTCTBUM UM TTOBPEXIEHUM TJIOMO Ha
aBTOMAaTUYECKMX CPEJICTBAX U3MEPEeHMS U yueTa KOHIIeHTpaluyuu 1 o6bema
6e3BOIHOrO CMpTa B (hapMaleBTMUECKO CyOCTaHIMM CITMPTA STUIOBOTO
(3TaHO/Ia) MM B 3TUIOBOM CIMPTE, 06beMa apMalleBTUIeCKO
CyOCTaHLIMM CIIMPTa STUJIOBOTO (3TAHOJIA) WK STUIOBOTO CIIUPTA,
OTUIOMOVPOBAHHBIX (OITeYaTaHHbBIX) emepaabHbIM OPraHOM



VCIIOJTHUTEIbHOM BJIACTH, YIIOJTHOMOYEHHBIM Ha OCYIeCTBIeHEe KOHTPOJIS
(Hag3opa) B 06;1aCTH IIPOMU3BOACTBA ¥ 060pOTa STUIOBOIO CIIMPTA,
QJIKOTOJIBHOM U CTIMPTOCOepsKalei MPOayKIuN;";

JIOTIOTHUTH ab3a1iaMy CJIeIyIOIero comepskaHms :

"pO3HMYHAS MMPOoaka CIIMPTOCOIepPsKallleii HENUIIEBO TPOAYKLIVN
MOCPEeICTBOM TOPTOBBIX aBTOMATOB;

rnepeMelneHue o Trepputopun Poccuiickoin @epepainyu (M3MeHEHME
MeCTOHAXOXKAEeHNS aJIKOTOJIbHOM IMPOAYKIMM C UCIIO/Ib30BaHMEM
TPAHCIIOPTHBIX CPEICTB My 6e3 HUX, B TOM UKCJIe TIpU IepeMelleHnn
yepes ['ocymapcTBeHHYIO rpaHuily Poccuiickoit @enepatium) pusmyeckKumMm
JIUIIAMU QJIKOTOJIbHOM MTPOAYKLIVY, HE MaPKMPOBAHHOM B COOTBETCTBUMU C
3aKOHOZATeIbCTBOM O TOCYAapCTBEHHOM peryJnpoBaHUM IIPOU3BOACTBA U
060poTa 3TUIIOBOTO CIIMPTA, aTKOTOJbHON U CIIMPTOCOAepsKaliei
MIPOIYKIIMY U 06 OrpaHUYeHMM TTOTPebaeHNST (PACTIUTHSI) aTKOTOIbHOI
MMPOAYKLMM, B TOM UMCJIe TIPOAYKIIMHA, SIBJIsOIIelics ToBapom EASC, 3a
UCK/IIOUEeHMEM IepeMelleHIs 1o Tepputopun Poccuiickoi @emepaun
yKa3aHHOJ aJIKOTOJIbHO MPOAYKLMM B 06beMe He 6osee 10 IMTPOB Ha
OJHOTO YeJI0BeKa;

MIPOU3BOACTBO (32 MCKIIOUEHMEM ITPOM3BOCTBA B LIe/ISIX BbIBO3A 3a
npenensl TepputTopun Poccuiickoit @emepannmu (3KcnopTa) u (M) 060poT
(3a UCKJTIOUEHMEM 3aKYITKU, IOCTABOK, XpaHEeHUS U (WIK) TIeEpeBO30K B
LIeJIsSIX BbIBO3a 3a mpeaesibl Teppuropum Poccniickoit @epgepannm
(9KCIopTa) aJIKOTrOIbHOM MPOAYKLMM C COAEpKaHMEeM STUI0BOTO CIIUPTA
MeHee 15 mpoieHTOB 06beMa roTOBO IMTPOAYKIIMM, COAepKalei
TOHU3UPYIOLINe BellleCcTBa (KOMIIOHEHTHI), yKa3aHHbIe B [lepeyHe
TOHU3UPYIOLIVX BelleCTB (KOMIIOHEHTOB), YTBEPKIeHHOM
yIIOJTHOMOYeHHBIM IIpaBuTenbcTBOM Poccuiickoi demepanyn
benepasbHbBIM OPTaHOM MCITOTHUTENbHO BIACTH;

nepeBO3KM 3TUJIOBOTO CIIUPTA (B TOM UMCJie AeHaTypaTa) M HedaCoOBaHHOIA
CIMpPTOCOAepsKalieit MPoLyKIMY C COepsKaHKeM 3TUI0OBOTO ciupTa 6oJiee
25 MpoIeHTOB 00’beMa roTOBOM MPOLYKIMY aBTOMOOUIBbHBIM TPAHCIIOPTOM
U 3KeJIe3HOIOPOSKHBIM IMOJIBVOKHBIM COCTaBOM 6e3 mepefaun JaHHbBIX O
repemMeleHy TaKUX TPAHCIIOPTHBIX CPeLCTB 110 Tepputopun Poccuiickon
depepalun, B TOM UKCIe TaHHBIX 00 UX TeKyIleM MeCTOIOJIOKeHUMN,
IIPOViIeHHOM MaplipyTe, BpeMeH) ¥ MeCTaX CTOSTHOK, 110 CITyTHUKOBBIM



HaBUTALMOHHBIM CUCTeMaM B aBTOMaTU3/POBAHHYIO CUCTeMY KOHTPOJIS
IIepeBO30K 3TWJIOBOIO CIIUPTA U CIUPTOCOAepyKallelt MPOAYKLIVY Ha
Tepputopum Poccuiickoit @enepaunn.”;

0) IOTOJHUTD MTYHKTOM 2.1 CJIeIYIOIIEro CoaepskKaHmsI:

"2.1. 3ampeniaeTcs pacnpocTpaHeHne MHGOpMaIm, ComepiKaliei
TIpeJ/IOSKeHNST O PO3HUUHO MpoJaske AMCTAHIMOHHBIM CITOCO60M
QJIKOTOJIbHOM MPOAYKIUN, U (MIU) CIUPTOCOAEpPKAIleil TUIEBO
MIPOSYKLMN, U (MIN) 3TUIOBOTO CIIUPTA, U (MIK) CIIMPTOCOAEpsKalleit
HeIuueBOi NPOAYKU MM, PO3SHUYHAS [IPOAaka KOTOPOIl OrpaHMYeHa Uin
3ampelleHa 3aKOHOAATEeIbCTBOM O TOCYAapPCTBEHHOM PeryjinpoBaHUMN
MPOM3BO/ICTBA ¥ 0O0POTA STUIOBOTO CIIMPTA, AIKOTOIbHO U
CIMPTOCOAEPKAILEH MPOIYKLIMM U 06 OTpaHUYEHUY ITOTPEOTeHMS
(pactiuTys) aJIKOTOILHOM MPOAYKIUN.";

21) B myHKTe 3.1 cTaTbu 27:

a) B ab3alle mepBoM CJIOBO "TIOCEIEeHUSIX" 3aMEHUTD CJIOBAMM "HaceJIeHHbIX
IIyHKTax";

6) B ab63a1ie BTOPOM CJIOBO "TOCEJIEHMSIX" 3aMEHUTh CJIOBAMM "HACeJIeHHbBIX
MyHKTax".

Cratbs 2

CraTbio 4 3akoHa Poccuiickoit @emepariuu ot 27 nekabpst 1991 roma N
2124-1 "O cpencTBax MmaccoBoii nHpopmanumn” (Bemomoctu Chesnma
HapoAHbIX gemyTaToB Poccuiickoi ®@epepauyn 1 BepxosHoro CoseTta
Poccuiickoit @epepannn, 1992, N 7, ct. 300; Co6paHme 3aKOHOJAaTe/IbCTBA
Poccuiickoit @emepannm, 1995, N 30, ct. 2870; 2000, N 26, cT. 2737; 2002, N
30, cT. 3029; 2006, N 31, cT. 3452; N 43, cT. 4412; 2007, N 31, cT. 4008;
2011, N 29, cT. 4291, 2013, N 14, cT. 1642, 1658; 2014, N 48, cT. 6651)
JIOTIOJTHUTD YaCThI0 BOCbMOV C/IeAYIOIIEro COAePsKaHMS:

"3arnpeliaeTcsi pacrpocTpaHeHe B CpeiCTBaX MaccoBoii nHopmaum, a
TaKke B MHOOPMaIMOHHO-TeJIEKOMMYHMUKALIMOHHBIX CeTSIX MHbOpMaI U,
copeprkalleil npeajoskeHus O pO3HUUHO IPoAake OMCTaHIMOHHBIM
CII0CO60M aTKOTOJIbHOM MPOAYKIH, U (VJTN) CIIMPTOCOA e PIKaIIeii MUIIEBOA
MPOAYKUMU, ¥ (MJIN) STUIIOBOTO COUPTA, U (MJIN) CIIMPTOCOAepsKallen
HeIuIeBOi NPOAYKUMM, PO3HUYHAS ITPOAAska KOTOPOI OrpaHMYeHa Ui



3arpelneHa 3aKOHOaTeIbCTBOM O TOCYIapCTBEHHOM peryaMpoBaHUM
MIPOM3BOJCTBA ¥ 000pOTa STUIOBOTO CIIMPTA, AJIKOTOJIbHOM U
CIMPTOCOAEPIKAILEH MPOIYKLIMM U 06 OTpaHUYEHUY ITOTPEeOIeHMUS
(pactinTus) aJIKOTOILHOM MTPOAYKIUM.".

CraTtbsa 3

Buectu B Kogekc Poccuiickoit @emepanyy 06 afMUHUCTPATUBHBIX
npaBoHapyueHusx (CoopaHue 3akoHogaTe/bcTBa Poccuiickoit demepannm,
2002, N 1, ct. 1; N 30, cT. 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, 37, 40, 45; N 10, cT. 763; N 13, cT. 1075,
1077; N 19, cT. 1752; N 27, cT. 2719, 2721; N 30, cT. 3104, 3124, 3131; N 50,
cT. 5247; N 52, cT. 5574; 2006, N 1, cT. 4, 10; 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, cT1. 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, c1. 3604; N 49, cT. 5745; N 52, cT. 6235, 6236; 2009, N 7,
cT. 777; N 23, cT. 2759, 2776; N 26, cT. 3120, 3122; N 29, cT. 3597, 3599,
3642; N 30, cT. 3739; N 48, cT. 5711, 5724, 5755; N 52, cT. 6412; 2010, N 1,
cT. 1; N 21, cT. 2525, 2530; N 23, cT. 2790; N 25, cT. 3070; N 27, cT. 3416; N
30, cT. 4002, 4006, 4007; N 31, cT. 4158, 4164, 4193, 4195, 4206, 4207, 4208;
N 32, cT.4298; N 41, cT. 5192; N 49, cT1. 6409; N 52, cT. 6984; 2011, N 1, cT.
10, 23, 54; N 7, c¢t. 901; N 15, c1. 2039; N 17, cT1. 2310; N 19, cT. 2715; N 23,
cT. 3260; N 27, cT. 3873, 3881; N 29, cT. 4290, 4298; N 30, cT. 4573, 4585,
4590, 4598, 4600, 4601, 4605; N 46, cT. 6406; N 48, cT. 6728; N 49, cT. 7025,
7061; N 50, c1. 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, cT1. 6402, 6403, 6404; N 49, cT. 6757; N 53,
cT. 7577, 7602, 7640; 2013, N 14, cT. 1651, 1658, 1666; N 19, cT. 2323, 2325;
N 23, cT. 2871; N 26, cT. 3207, 3208; N 27, cT. 3454, 3470; N 30, cT. 4025,
4027, 4029 - 4034, 4036, 4040, 4044, 4078, 4082; N 31, cT. 4191; N 43, cT.
5443 - 5445, 5452; N 44, cT. 5624, 5643; N 48, cT. 6161, 6165; N 49, cT. 6327,
6341; N 51, cT. 6683, 6685, 6695; N 52, cT. 6961, 6980, 6981, 6986, 7002;
2014, N 6, cT. 559, 566; N 11, cT. 1092, 1096; N 14, cT. 1562; N 19, cT. 2302,
2306, 2310, 2317, 2324 - 2327, 2330, 2333, 2335; N 26, cT. 3366, 3379; N 30,
cT. 4211,4218, 4228, 4233, 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, 35, 37, 67, 74, 83, 85; N 10, cT. 1405, 1416; N 13, cT. 1811,
N 18, cT. 2614, 2619, 2620; N 21, cT. 2981; N 24, cT. 3367, 3370; N 27, CT.
3945, 3950, 3966; N 29, cT. 4354, 4359, 4362, 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, 76, 84; N 10, cT. 1323; N 11, cT. 1481,
1491, 1493; N 15, ct. 2066; N 18, cT. 2509, 2514, 2515; N 23, cT. 3285; N 26,
cT. 3871, 3876, 3884, 3887, 3891; N 27, cT. 4160, 4164, 4183, 4194, 4197,
4205, 4206, 4223, 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. 2456, 2457; N 18, cT. 2664; N 22, cT. 3069; N 23, cT. 3227;
N 24, cT. 3487; N 27, cT. 3947; OdbuumanbHblii MHTEpPHET-OPTa IPaBOBOIA
mHpopMaiuu (Wwww.pravo.ru), 19 uronsg 2017 roga, N 00011201707190015)
cenylole u3sMeHeHus :

1) ctatbio 13.15 IOMOMHUTB YACThIO 8 CIeIyIONIero Coep KaHMsI:

"8. PacrpocTpaHeHye B CpeiCTBaX MacCoOBO¥ MHGOpMaI K, a TAKXKe B
MH(POPMaIMOHHO-TeIeKOMMYHUKAI[MOHHBIX CeTsIX MHOpMaLuu,
copepkaleil npenjaokeHus 0 PO3HUUHO IPoAake OMCTaHIMOHHBIM
CIIOCOO0M aJIKOTOJIbHOM MPOAYKIIUH, U (MJIK) CIMPTOCOIepsKalleit muiieBoii
MPOOYKUMM, U (M) 3TUIOBOTO CIIUPTA, U (UIK) CIIUPTOCOAEPsKalleit
HeNuILLeBO MPOAYKIINK, PO3HUYHAS TIPOJAsKa KOTOPOI OrpaHnyeHa Uin
3ampelleHa 3aKOHOAATeIbCTBOM O TOCYAapCTBEHHOM peryinpoBaHuUmN
MPOM3BOJICTBA ¥ 0O60POTA ITUIOBOTO CIIUPTA, AIKOTOIbHO U
CIMPTOCOAEPsKAIllei MPOIYKLMM U 06 OTpaHUUYEeHUM TIOTPebIeHS
(pacnmTHS) AIKOTOJIBLHOM MIPOSYKIIUH, -

BJIeUeT HaJIOKeHMe aMMHMCTPATUBHOTO HiTpada Ha rpakiaH B pasMmepe OT
TPeX ThICSY [I0 TSTU ThICSY Py6Jieit; Ha JO/DKHOCTHBIX JIMIIL - OT ABaALIATI
TBICSIY 10 COPOKA ThICSY Py0JIeii; Ha IOPUINUECKUX JIUIL - OT CTa ThICSIY 10
TPEXCOT ThICSY PyOJIeii.";

2) ab3a11 BTOpoit yacTu 3 ctaTby 14.16 U3JI0KUTD B CJIEAYIONIEl peJaKIInu:

"BlIeYeT HAJIOKEeHMe afMMHUCTPATUBHOrO mTpada Ha JOSKHOCTHBIX JIUII B
pasmMepe OT ABAAIIATH THICSY A0 COPOKA ThICSY pybJieii ¢ KoHDUCKaImen
AJIKOTOJIbHOI U CIIMPTOCOAepsKaliei MPoayKIMK Wi 6e3 TaKOBOII; Ha
IOPUIMYECKUX JIUIL - OT CTa ThICSY 0 TPEXCOT ThICSU Py0JIeit ¢
KOH(MMCKALMe aTKOTOJIbHOM U CIIMPTOCOAepsKalleit MpoayKIuu i 6e3
TaKoOBOIL.";



3) a63a1i BTOpO¥t yacTu 5 ctaTby 14.17 U3JIOXKUTD B ClIeyIolIeit pegakimnn:

"BJIeUeT HaJIOKeHMe afMMHUCTPATUBHOTO ITpada Ha TpaskIaH B pasMepe
OT TpeX ThICSY IO MSTU ThICSU py0JIei ¢ KoHdMCcKaleil OCHOBHOTO
TEXHOJIOTMYECKOTO 000pYyI0BaHMs ; Ha JOSKHOCTHBIX JIUIL - OT IBaLIATH
TBICSTY 1O TIITUIECSITU ThICSY pybJIeii ¢ KoH(MCKaIeil OCHOBHOTO
TEXHOJIOTMUYECKOTO 000PYIOBaHMS ; Ha IOPUAMYECKYX JIUIL - OT CTa ThICSIY 10
CTa ISATUAECATY ThICSY py6iieit ¢ KoHdMcKaleit 0CHOBHOTO
TEXHOJIOTMYECKOTO 000pyJoBaHMs.";

4) nOTMOJHUTD CTaTbel 14.17.2 cieayIomero cogep>kaHms:

"Cratbs 14.17.2. He3akoHHOe nepeMeleHne GuU3nIecKUMU TULaMU
aJIKOTOJIbHOM MIPOSYKLINU

Ilepemenienue o tepputopun Poccuiickoi @emepaliyiy aaKOroJabHON
MMPOAYKLMN, HEMapKMPOBAHHOM B COOTBETCTBUM C 3aKOHOIATEIbLCTBOM O
roCyIapCTBEHHOM PEeryJIMpoOBaHMUM ITPOM3BOACTBA M 000pOTa ITUIOBOTO
CIIMPTa, AJIKOTOJIbHOM U CIIMPTOCOAepsKaleii MpOayKIIUYU U 00
OTpaHUYEHUY TOTPebIeHUS (PACTIUTHSI) AJIKOTOIbHOM MTPOAYKIIMY, B TOM
yycse NpoayKIuu, SIBJISIIOIENCS TOBapOM EBpasmiiCKOro SKOHOMUYECKOTO
C01034a, 3a MICK/IIDUeHMeM IlepeMelleHMST YKa3aHHOM aJIKOTOJIbHOM
MPOAYKIMMK 110 TeppuTopun Poccuiickoit @egepanvn Gusmueckumm
JuIamMu B oobeme He 60ee 10 TMTPOB HA OAHOIO UeJIOBEKA, -

BJIeYeT HaJIOXKeHMe afJMMHUCTPAaTUBHOrO ITpada Ha rpaxkaaH B pasmepe OT
TpeX ThICSY IO ISITU ThICSTY pybJIei ¢ KoHdMCKaLei TPOaYKINHA,
SIBUBIIIENiCS ITPeAMEeTOM aAMUHUCTPATUBHOTO IIPaBOHAPYIIEHMS.";

5) B craThe 14.18:
a) Ha¥MEeHOBaHMe U3JIOKNUTH B CJIeAYIONIei peaaKIun:

"Cratbs 14.18. Mcrionb30BaHye 3TUIOBOIO CIUPTA, [IPOMU3BELEHHOTO U3
HEMNUIIEBOTO ChIPbS, CIIMPTOCOAepsKalleli HenuIeBO MPOaYKIIUN,
dbapmalieBTM4YeCKO CyOCTaHIIMM CIIUPTA STUIIOBOTO (3TAHOJIA) [IJIsI
MIPOM3BOACTBA AJIKOTOJIbHONM U CIUPTOCOAEepXKallleil IUIeBOM IPOSYKIIUN";

0) ab3a11 MepBbIi U3T0KUTD B CIEIYIONIEN peTaKIIimn:

"Hcrionb30BaHMe STUIOBOTO CIIMPTA, MPOU3BEIEHHOI0 U3 HEMUIIEBOTO
CBIPbSI, CIUPTOCOIePsKallleil HeNuIleBO¥ MPoaAyKIMK, papMalieBTUUECKO



CyOCTaHLIMY CIIMPTA STWJIOBOTO (3TAHOJIA) [IJIsI TPOM3BO/ICTBA AJIKOTOJIbHOA
U CIUPTOCOAep Kallleil MUILLEBO MPOSYKIUNA -";

6) yacTb 1 cratbu 23.1 rmocie uudp "14.17.1," gonoauuTs nudpamu
"14.17.2,";

7) BuacTtu 2 ctaTby 28.3:
a) myHKT 1 mocne uudp "14.17.1," nonoaHuts uudpamvu "14.17.2,";

0) MyHKT 63 mocJie 1udp "6.33," JOMOTHUTH CJIOBAMM "4acTbiO 8 CTaThby
13.15, ctaTbsiMu";

B) ITYHKT 64:

T10CJIe CJIOBA "TIPefyCMOTPEHHBIX" TOMOJIHUTD CJIOBAMU "YaCTbIO 8 CTaTby
13.15,";

rocsie uudp "14.17," mormonuuts nudpamm "14.17.2,".
CraTbs 4

[TyukT 1 yactu 5 cratbu 15.1 ®epepanbHoro 3akoHa ot 27 mioss 2006 roma
N 149-@3 "06 nabopmanyy, M"HGOPMALIMOHHBIX TEXHOJIOTUSIX U O 3aIUTe
nHbopmanun" (CobpaHue 3akoHOHATeNbCTBa Poccuiickoit ®emeparinm,
2006, N 31, cT. 3448; 2012, N 31, cT. 4328; 2013, N 14, cT. 1658; N 52, CT.
6963; 2014, N 30, cT. 4223; 2016, N 52, cT. 7491; 2017, N 24, cT. 3478)
JIOTIOJIHUTD TIOAITYHKTOM "e" Cc/ieIYI0IIero CoepskaHus:

"e) uHbopmMaLuu, comepsKkaleit mpeasoxkeHs: 0 PO3HUUHO ITpoaske
OUCTAHIIMOHHBIM CIIOCOOOM aJIKOTOIbHO MPOAYKIINMU, U (UITH)
CIIMPTOCOAEepyKalleii MUILEeBOM MPOSYKLIVN, U (M) STUIOBOTO CIIUPTA, U
(M) ciMpTrocoaepykalleii HeMuILeBOi NMPOAYKLVN, PO3HUYHAs Ipojaxa
KOTOPOJ1 OrpaHMueHa Wi 3ampelieHa 3aKOHOaTe/IbCTBOM O
roCyIapCTBEHHOM PeryIMpOBaHMUM MPOMU3BOACTBA M 0O60POTA ITUIOBOTO
CIIMPTa, AJIKOTOJIBHOM M CIIMPTOCOAepsKaleii MPOaYKIIUYU U 00
OTpaHMYeHUM TOTpebeHNs (PACTIUTIS) aIKOTOIbHOM MTPOAYKIUM;".

Cratbd 5

Buectu B ®emepanbubiii 3akoH oT 12 ampensg 2010 roga N 61-03 "06
o6paieHMM JieKapCcTBeHHbBIX cpencTB" (CoOpaHMe 3aKOHOAATEIbCTBA



Poccuiickoit ®emepaunnm, 2010, N 16, ct. 1815; 2012, N 26, cT. 3446; 2014, N
43, cT. 5797; N 52, cT. 7540; 2015, N 51, cT1. 7245; 2016, N 27, cT. 4194)
clenyrole U3SMeHeHu s :

1) B cTaTbe 45:
a) JOMOJHUTD YacCTbIO 4.3 CIeAyIIIero Coaep>kKaHmsI:

"4.3. UeavBuayaabHble TIPeAIIPUHUMATENN U OPUINUYECKe JIUIia,
OCYILleCTBJISIION e 3aKyTIKY 4 UCIOb30BaHKe (papMmalieBTUUeCKOit
CyOCTaHLIMYM CIIMPTA STUIOBOTO (3TAHOJA), a TaKKe ITPOU3BOICTBO,
M3TOTOBJIeHME U (WI1) 060POT (3a UCKITIOUEHMEM PO3HUYHON ITPOIasKN)
CIIMPTOCOAEPKAIINX JIEKAPCTBEHHBIX MIPEIapaToB, 00sSI3aHbI OCYIIECTBIISITh
UX yUYeT U [eKjapupoBaHue B IOPsAKe, YCTAHOBJIEHHOM CTaTbaIMu 8 U 14
denmepaabHOTO 3aK0HA OT 22 HOsIOps 1995 roma N 171-®3 "O
rOCyIapCTBEHHOM PeryIMpOBaHMY ITPOU3BOACTBA ¥ 000POTA STUIIOBOTO
CIIMPTA, AJIKOTOJIBHOM U CIIMPTOCOAepsKaleii MPOIYKIIUM U 00
OTpaHMYeHUM TOTpebaeHNs (PACTTUTIS) aIKOTOIbHOM MPOAYyKIMUu".";

0) 4acTh 5 IOMOTHUTD TYHKTOM 5 CIeAYIONIEro COAePsKaHMsI:

"5) dapmaiieBTMUeCKoi CyoCTaHIMM CIIMPTa STUIOBOTO (9TaHOIA) Ha
TEXHOJIOTMUYECKOM 060pyI0BaHNM, KOTOPOE He 3aperucTpUpoBaHO UK
3aKOHCEPBUPOBAHO B COOTBETCTBUM ¢ DefepajbHBIM 3aKOHOM OT 22
HOs16pst 1995 roma N 171-®3 "O rocygapCcTBeHHOM peryaupoBaHUM
MPOM3BO/ICTBA ¥ 0O60POTA ITUIOBOTO CIIUPTA, AIKOTOIbHO U
CIMPTOCOAEPSKAILEH MPOIYKLIMM U 00 OTpaHUYEHUM TTOTPEeOTeHMS
(pacnuTHS) AJIKOTOJILHOM MTPOAYKINu".";

B) a63all mepBblit yacTy 8 rociie coB "[Ipon3BogMUTENN TEKAPCTBEHHBIX
CpencTB" MOMOJHUTD CJIoBaMu "(3a UCK/I0UeHreM dhapMalieBTU4YecKoi
CyOCTaHLIMM CIIMPTA STUJIOBOTO (3TAHOJA)";

T') IOTIOJTHUTH YaCThI0 9 C/IeIYIOIIEro ComepskKaHmsI:

"9. IIpousBoauTenu papMalreBTUUECKO CyOCTaHIIMY CITUPTA STUIOBOTO
(aTaHOJIa) 06sI3aHbI OCYIIECTBISITh peaau3sanyio (mepegavy B
YCTAaHOBJIEHHOM 3aKOHOZATeIbCTBOM Poccuiickoi @enepaiinn mopsiike)
(dbapmaleBTMYeCKOii CYOCTaHIIMM CIIUPTA STUIOBOTO (3TAaHOJIA)
IIPOU3BOLUTEIISIM JIEKAPCTBEHHBIX CPEeLCTB IJ151 IPOMU3BOACTBA
JIeKapCTBEHHBIX CPEACTB B EMKOCTSIX 00beMOM He 6oJjiee 1 uTpa u (Win) He



MeHee 1000 1MTPOB, a OpraHmM3anusIM, yKa3aHHbIM B ITYHKTax 2 - 6 4acTu 8
HaCTOSsIel cTaTby, B Tape 00beMOoM He 6osee 1 muTpa.”;

2) B cTaThbe 53:
a) cioBo "Opranm3zanun” 3aMeHnUTh cyioBamu “1. Opraumsanum’;
6) IOTIOJIHUTH YaCThIO 2 CJIEAYIOIIETO COMEPsKAHMSI:

"2. OpraHusaiuu ONTOBON TOPTOB/IM JIEKAPCTBEHHBIMU CPeICTBAMMU
00sI13aHbI XpPaHUTD 3aKYIIEHHYIO (hapMaleBTUYeCKYI0 CyOCTaHIIMIO CITMPTa
3TUJIOBOTO (3TAHOJIa), OCYILECTBIISATh €e peajn3alnuio in repegavy B
YCTAaHOBJIEHHOM 3aKOHOIATeIbCTBOM Poccuiickoi ®emepanym mopsiake
OpraHM3auusiM, yKa3aHHBIM B ITyHKTax 1 - 7 yacTu 1 HacTosIIel CTaThy, B
Tape 06beMoM He 6Gosiee 1 uTpa.”.

CraTthbs 6

[MoxmyHKT "6" MyHKTa 3 1 ab63all ABeHalIaThIi MOAITYHKTA "a" IMyHKTa 14
craTtbu 1 @egepanbHOro 3akoHa ot 3 utoig 2016 roga N 261-d3 "O
BHeCeHUM usMmeHeHni B PenepaibHbiil 3aK0H "O rocygapCTBEHHOM
peryMpoBaHuM MPOM3BOJICTBA ¥ 060POTA STUJIOBOTO CITMPTA, AJIKOTOJIbHOIA
Y CIIMPTOCOIepIKaIeil MPOAYKLIMM M 06 OrpaHUYEHUM TOTPeOIeHMUS
(pacnuTHs) AJIKOTOJIBbHOM NMPOAYKINK " U OTHAe/NbHbIE 3aKOHOAATE/IbHbIE
akThl Poccuiickoit ®epeparmm” (CobpaHme 3aKoOHOmaTeIbCTBA Poccuiickoit
®epepauynu, 2016, N 27, cT. 4194) npusHaTh yTPATUBIIUMU CUITY.

Cratbs 7

OpraHusaiumn, OCyIieCTBIISIONIie PO3SHUYHYIO ITPOAAKy aJIKOTOJIbHOM
MPOOYKIIMU ITPY OKA3aHMM YCITYT 0OIIeCTBEHHOTO IMUTAaHMS HA OCHOBAHUM
JIMLEH3UM Ha PO3HUYHYIO ITPOJaXKy aJIKOr0JIbHOM NMPOSYKLUN IIPU
OKa3aHMM YCIYT 00IeCTBEHHOTO MUTAHMS, BBITAHHO 10 THSI BCTYIIEHUS B
cuity HacTosiero ®efepajbHOrO 3aKOHA, BIIpaBe OCYIIECTB/ISITh YKa3aHHYI0
JIesITeIbHOCTh B 00beKTaX 00IIeCTBEHHOTO IMTUTAHMS, TUIThI KOTOPBIX HE
yKa3aHbl B ab3aile BTOPOM ITyHKTa 4 craTby 16 ®emgepasbHOro 3aKOHa OT 22
HOs16pst 1995 roma N 171-®3 "O rocygapCTBEHHOM peryaMpoBaHUA
MIPOM3BO/ICTBA ¥ 0O0POTA STWJIOBOTO CIIMPTA, AIKOTOJIbHO U
CIMPTOCOAEPIKAIei MPOAYKLUMM U 06 OTpaHUYEHUM ITOTPeOIeHMUS
(pacnuTHs) AJIKOTOJILHOM MPOAYKIUK" (B pegaKuu HaCTOSIIETO
denepasbHOTO 3aKOHA), 7,0 OKOHYAHMS CPOKA AeCTBUS TaKOV TN EH3UNA.



Cratbs 8

1. Hactosimnii ®@enepanbHbili 3aKOH BCTYNAET B CUIIY CO JHS €0
obuILIMaIbHOTO OITyOIMKOBaHMS, 3 UCKIIOUEHMEM TTOJIOKEHUA, [JIs
KOTOPbIX HACTOSIIIEl CTaThell yCTaHOBJ/IEHbI MHbIE CPOKM BCTYTIIEHUS UX B
CUITy.

2. CraTbs 4 HacTos1ero defepasbHOro 3aKOHa BCTyMaeT B Cuiy C 1
okTs16pst 2017 ropa.

3. IIyHkT 1, ab63a1ibl TSTHIN - JEBSATHIN MOAMYHKTA "a", a63a1[bl YeTBEPTHI -

ceabMO¥ MOAMYHKTA "0", MOAITYHKTHI 'T" 1 "A" MyHKTA 6, MOAITYHKT "a"
MTYHKTA 7, MOAMYHKTHI "6" - "T" myHKTa 9, myHKT 11, mogmyHKThI "a", "B", "0

non

- K" myHKTa 12, MOAMYHKT "3" IMMyHKTa 15, a63a11bl OMMHHAIATHIN U

n_n

IBEeHAIIaThIN, IITHAAIIATHINA - CEMHAALIAThIV MOAITYHKTa "a" mmyHKTa 20
cTaTby 1, MyHKTHI 4 U 6, IOAYHKT "a" 1 ab3all TpeTuii MOAIMyHKTa "B
MyHKTAa 7 CTaTbu 3, CTaThs 5 HacTos1ero PegepanbHOro 3aK0Ha BCTYNAIOT

B cuiy ¢ 1 auBaps 2018 ropa.

4. TpeboBauus myHKTa 1 cratby 14 @emepasbHOTO 3aKOHA OT 22 HOSIOPS
1995 roma N 171-®3 "O rocygapCTBEHHOM PeryJaMpoBaHNM ITPOU3BOJICTBA U
000pOoTa 3TUIOBOTO CITMPTA, AJIKOTOJIBHOM U CIIMPTOCOAEPsKaIIet
MIPOAYKIIMM 1 006 OTpaHMUYeHUY TTOTpebieHNs] (PaCIIUTHS) aTKOTOIbHOI
MpoaoyKuun" (B pesakiumum Hacrosiero @emepajbHOro 3aKOHA)
MIPUMEHSIOTCS K OTHOLIEHMSIM 10 IIpeACTaBIeHUIO JeKaapainii 00 oobeme
MIPOM3BOJICTBA, 060pOTa M (MJIM) UCIIOAb30BAHMS STUIOBOTO CIIMPTA,
QJIKOTOJIBHOM U CIIMPTOCOepsKallel MPoaAyKIMKY HaunHad ¢ I kpapTana
2018 rogna.

5. Yrpatun cuny c 1 suBaps 2021 roga. - ®enepanbHblii 3aKOH OT
22.12.2020 N 436-®3.

6. 1o 1 mag 2018 roma ucronb3oBaHue U (MJIN) BiiaJleHe OCHOBHBIM
TEeXHOJIOTMYeCKUM 000pyIoBaHMeM ISl TPOU3BOACTBA papMalleBTUUECKO
CyOCTaHLIMM CIIMPTA STWJIOBOTO (3TAHOJIA), KOTOPOE He 3aperMcTpUpPOBaHO B
ycTaHOBJeHHOM ®enepasbHbIM 3aKOHOM OT 22 HOs16pst 1995 roma N 171-03
"O rocymapCcTBEHHOM peryIMpoBaHMM IIPOU3BOICTBA 1 000POTa STUIOBOTO
CIIMPTA, aJIKOTOJIbHOM ¥ CIIMPTOCOAe KAl IMPOAYKIIUMA U 00
OTpaHUYEHUY TTOTPebIeHNUS (PACTIUTHS) AJIKOTOIbHOM MTPOAYKIMM"
MOpsiIKe, He MOTYT pacCMaTPUBAThCS B KAUeCTBE HapyILIeHUs



COOTBETCTBYIOIIUX TPEGOBaHI/Iﬂ YKa3aHHOTO (De,uepaanoro 3aKOHaAd.

7. 0o 1 nronst 2018 roga Herepegaya OpraHU3auMSIMY M UHAUBUYAJIbHBIMU
MpepUHUMATEISIMY, UCTIOIb3YIONMMMU hapMalieBTUYeCKyIo CyOCTaHIINIO
CIIMPTa 3TUJIOBOTO (3TAHOJIA) UM STUIOBbIN CIIUPT IJ151 MPOU3BOJICTBA
CIIUPTOCOAEPsKALIUX JIEKAPCTBEHHBIX TTPernapaToB U (UJin)
CIIMPTOCOAEPIKAIIMUX MEeAULIMHCKUX U3Ie/INIA, a TAaKKe B Ipoiiecce
MPOU3BOJACTBA APYTUX JTEeKapPCTBEHHBIX CPEACTB U (M) MeOUIMHCKUX
usgennii, tHGopmaiuy 06 o6’beMe MCII0Ib30BaHMS apMalleBTUYECKOI
CyOCTaHLIMM CIIMPTA STWIOBOTO (3TAHOJIA) WJIM STUJIOBOTO CIUPTa, 06beme
MIPOM3BOJICTBA M 060POTA (32 UCKIIOUEHMEM PO3ZHUYHO TTPOIAKN)
BbILIIEYKa3aHHO MPOAYKUMY B € IMHYIO TOCYJapCTBEHHYIO
aBTOMaTU3MPOBAHHYI0 MHDOPMAILIMOHHYIO CUCTEMY yueTa oobeMa
MIPOM3BO/ICTBA ¥ 000POTA ITUJIOBOTO CIIMPTA, AIKOTOIbHO U
CIIMPTOCOAepKaleii MPOAYKIMH, a TAKKe HelpecTaBaeH e TaKUMU
OpTaHM3aLUUSIMU U UHAVBUAYAIbHBIMU ITPeAIIPUHUMATEISIMU TeKaapaluii
00 06'beMe ITPOM3BOACTBA, M3TOTOBJIEHUS U (WIM) 060poTa
CIIMPTOCOAEPXKAIIMX JIEKAaPCTBEHHBIX IIpenapaToB U (M)
CIMPTOCOAEPKAIINX MeIUIIMHCKUX U3e/INii B 00beMe, ITPeBbIIIaioIeM
200 mexkaauTpoB B rofi, He MOXKeT pacCMaTPUBATLCS B KaueCTBe HapyLIeHU
YCTaHOBJIEHHOTO TIOPSIAKA yueTa U JleKJIapupoBaHus 06beMa Impou3BOACTBa
11 060pOTa STUIOBOTO CITMPTA, AJIKOTOJLHO 1 CIIMPTOCOAepsKalle
MPOOYKIIVNA.

[IpesunmeHT
Poccuiickoi @enepaniun
B.IIYTUH

Mocksa, Kpemib
29 urona 2017 ropga
N 278-03



