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Cratps 1

BHecTu B @efepaibHblii 3aK0H OT 22 HOs16pst 1995 roga N 171-®@3 "O rocynapCcTBeHHOM PeryaIupoOBaHUM
MPOM3BOJICTBA ¥ 060POTA ITUJIOBOTO CIIMPTA, AJIKOTOJILHOM 1 CIIMPTOCOAEepyKallleit TPOayKIMK 1 00
OTpaHNYEHUM TTOTPebIeHMs (PACIIUTHSI) ATKOTOIbHOM MPOoayKIuu" (B pegakuyuy demepaybHOTO 3aKOHA OT
7 suBaps 1999 roga N 18-®3) (Cobpanme 3akoHOmaTenbcTBa Poccuiickoit ®emepamym, 1995, N 48, cr.
4553; 1999, N 2, cT. 245; 2001, N 53, cT. 5022; 2002, N 30, cT. 3026, 3033; 2004, N 45, cT. 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, c1. 6450; 2010, N 15, c1. 1737; N 31, cT. 4196; 2011, N 1, cT. 42; N 27, cT1. 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) cnepyioiyie U3MeHEeHUS

1) B cratpe 1:
a) B IIyHKTe 3:
ab63all TpeTUit U3I0KUTD B ClIeAylolieit pefakinumn:

"obpaleHue CIUPTOCOAepKallMX JeKapCTBEHHBIX CPeJICTB, 3aPerUMCTPUPOBAHHBIX YIIOJTHOMOUYEHHBIM
(benepanbHbBIM OPraHOM MCIIOJTHUTEIbHOI BIACTU U BKIIOUEHHBIX B TOCYIapCTBEHHBII peecTp
JIeKapCTBeHHBIX CPeICTB, 32 UCKII0YeHNeM ITPOU3BOJICTBA, 000pOTa U (MJM) UCIIOTb30BaAHMS JJIsT
COOCTBEHHBIX HYK/, (hapMalieBTUUeCKOi CyOCTaHIIMM CIIMPTA STUJIOBOTO (3TAHOJA), a TAKKe 3a
VICK/IIOUeHVeM IIPOU3BOJICTBA, M3TOTOBJIEHNS, 3aKyIIKY, IIOCTaBOK, XpaHeHMs U (UJIN) IIepeBO30K
CIIMPTOCOAEPXKALIMX JIeKaPCTBEHHDBIX IIpernapaTos;”;

ab3all OMVHHAALIATBIA M3JI0KUTD B CJIEAYIONIEl peJaKkIn:

"oOpalleHue CIIMPTOCOAePsKAIIMX MEIUIIMHCKUX U3Ie/INi, 3aperucTPUPOBAHHBIX YITOJTHOMOYE€ HHBIM
dbenepasbHBIM OPraHOM MUCIIOJIHUTEILHONM BAACTY M BKIIOUEHHBIX B TOCYIaPCTBEHHbBIN peecTp
MeIVUMHCKUX U3EINI U Opranm3auunii (MHAMBUAYAJIbHBIX IIPeAIIPUMHUMATEIE), OCYILeCTBISIOIMNX
ITPOM3BOACTBO U U3TOTOBIEHME MeAULIMHCKUX U3aenii, 3a UCK/IIOUeHMeM IIPOM3BOICTBA, MU3TOTOBIEHMS,
3aKyIIKU, IOCTABOK, XpaHeHUs U (MJIN) TIEPEBO30K CIIUPTOCOAEPKANNX MEAUITMHCKUX U3TENNIA.";

0) MYHKT 4 JOTIOJIHUTD ab3aliaMu caeayloIero Coaep KaHms:

"TIpaBuTenbcTBO Poccuiickoit @epepanyy B yCTaHOBJIEHHOM MM ITOPSIIKE MCXOs 13 o6beMa
MOTPEOUTENbCKOI Taphl (YIIAKOBKM) U (MJIM) CTOMMOCTHU U (WIK) QYHKIIMOHAIbHOTO Ha3HAYEHMSI



CIMUPTOCOAEPXKAIINX MeAULIMHCKUX U3eNii yCTaHaB/IMBAET [IepeYHM 3TOV NPOSYKINY, Ha AEeSITEIbHOCTD
IO ITPOM3BOACTBY, U3TOTOBJIEHMIO U (MJIM) 0OOPOTY KOTOPOJi HE pacIIpOCTPAHSIeT s IeliCTBMe HACTOSIILero
®depnepanbHOIO 3aKOHA.

[TpaBuTenbcTBO Poccuiickoit @epepaiiviu B yCTAHOBJIEHHOM MM IMOPsIIKe UCXOs U3 00beMa
MOTPeOUTENbCKOI Tapbl (YIAKOBKM) U (MIM) CTOMMOCTY U (Vi) GYHKI[MOHATbHOTO Ha3HAUEHMS
CIIMPTOCOAEPKAIIMX JIEKAPCTBEHHBIX IIpernapaToB YCTAHABIMBAET IIepeYHM ITOV IPOAYKI UM, HA
NesITeIbHOCTD 110 MPOU3BOACTBY, M3TOTOBJIEHUIO U (M11) 000POTY KOTOPOJi He PacIIpOCTpaHseTcs eiicTBue
HacTogdlero ®egepaabHOro 3aKOHA.";

2) B cTaThe 2:
a) B MOAITYHKTe 3.1 cj1oBa "B SKMUIKOM BUjIe" 3aMEHUTh CJIOBAMM "B XXUIKOM opme BbITycKa";
0) MOATYHKT 3.2 U3JIOXKUTb B CJIEAYIONIEI peJaKIn:

"3.2) crIMpTOCoaepsKale MeOUIIMHCKME U3IeNNS - MeIUIIMHCKIE U3Aeus B XUIKO (popme BbITyCKa,

on

conepskamue papMareBTUUECKYI0 CYOCTaHIIMIO CIIMPTAa STUJIOBOTO (3TAHOJ) MM STUIOBBI CIIUPT;";
3) B cTaThe 5:
a) ab3aIr ATV U3JIOKUTD B CJIEAYIONIEN peJaKIiN:

"opraHmsaiiys u mpopeaeHue ¢enepajbHOro rocygapCTBEHHOIO KOHTPOJIS (Haja30pa) B 00/1acT
MPOM3BOJICTBA ¥ 060POTA ITUJIOBOTO CITMPTA, AJIKOTOJILHOM 1 CIIMPTOCOAepykalleit MpoayKIun;";

0) ab3aI1 ABaaIIATh BOCbMOJ IPU3HATDH YTPATUBIIUM CUITY;
4) B nyHKTe 1 cTaTbu 6:
a) ab3all MecToi U3JI0KUTD B CJIEAYIONIel PeTaKIu:

"oCyliecTB/IeHMe PerMoHaJIbHOTO roCyIapCTBEHHOTO KOHTPOJIS (Haf30pa) B 00671aCTU PO3HUUHOI MTPOoJaski
aJIKOTOJILHOM U CIMPTOCOepsKalleit poayKIun;";

6) JOMOJTHUTD ab3a1eM CJIEAYIONIEro COMepKaHmsI:

"yTBepXKIeHMe TlepeyHs HaceJIeHHbIX ITyHKTOB, B KOTOPBIX OTCYTCTBYET AOCTYM K MHGOPMAILMOHHO-
TeJIEKOMMYHUKAIIMOHHON ceTu "VIHTepHeT", B TOM UMCJIe TOYKA JOCTYyIIa, ONpeae/ieHHas B COOTBETCTBUM C
®enepanbHbIM 3aKOHOM OT 7 nioJist 2003 roga N 126-®3 "O cBs3u ", MO COrIaCOBAHMIO C YIIOTHOMOYEHHbBIM
[TpaBuTenbcTBOM Poccuiickoit @enepanym dhemepasbHbIM OPraHOM MCIIOTHUTETBHOM BIaCTH.";

5) myHKT 1 cTaThy 7 JOMOJHUTD CJIOBAMM ", CIIMPTOCOAEPsKaIei MIPOaYKIMA " ;

6) B cTaThe §8:

a) B IIyHKTe 2:

B ab3alle repBOM ¢JioBa ", hapmaleBTMYeCcKoi Cy6CTaHIIUM CITMPTa STUIOBOTO (3TaHOJA)," UCKITIOUNTD;

B ab3alle BOCEMHA/IIIaTOM CJI0Ba "[JIs IPOU3BOACTBA CIIMPTOCOAEPKAIIMX JJeKapCTBEHHBIX ITperapaToB U
CIIMPTOCOAEPKALIMUX MEAUIIMHCKUX U3OEINIA" VCKITIOUUTD;

B ab3alle neBsITHAAIIATOM CJIOBA "JIJIsI TPOM3BO/ICTBA CIMPTOCOAePXKAIMX JIEKAPCTBEHHBIX IIPerapaToB U
CIIMPTOCOAEPKALIMUX MEAUIIMHCKUX U3IEINIA" VCKITIOUUTD;

IOIOJIHUTh ab3a1iaMy CJIeIVIOIIero ComepkaHus :

"EmMKOCTY 7151 pyeMKy hapMaieBTM4YecKoi cy6CTaHIMM CIIUPTA STUIOBOTO (ITAHOJIA) WM STUTIOBOTO
CIIMpTa y OpTaHM3aLuit ¥ MHAMBUAYATbHbBIX IIpeAIIpMHMMAaTe e, UCIOAb3yIINX hapMaleBTUIeCKy0
CyOCTaHIIMIO CIIUMPTA STUJIOBOTO (3TAHOJ) WK STUIOBBIN CIIUPT AJISI TPOMU3BOACTBA CIIMPTOCOAE PXKAIUX



JIeKapCTBEHHBIX TTpernapaToB U (WIK) CIUPTOCOAEP KA X MeAUIIMHCKUX U3eJNiA, a TaKKe B IIpoliecce
MPOM3BOJICTBA IPYTUX JIEKAPCTBEHHBIX CPEIICTB U (MJIM) MEOUIIMHCKUX U3IENA, JOKHBI ObITh OCHAIILEHbI
aBTOMATUYECKMMM CPeICTBAMM M3MepeHUs ¥ yueTa KOHIIEHTpaIUuy ¥ 00beMa 6€3BOITHOTO CIIUPTa B
(dhapMareBTMUeCcKO¥ CyOCTaHIIMY CITUPTA STUIOBOTO (3TAHOJIA) UJI B STUIOBOM CIIUPTEe, 06beMa
(dapmalieBTMYeCKO CyOCTaHIIMM CITMPTA STUIOBOTO (3TaHOJA) MUJIM STUIOBOTO CIIUPTA.

[IporpaMmMHO-armapaTHbIe CpeICTBA OPraHM3aluii ¥ MHAMBUIYATbHbBIX IIpeIpUHMMAaTEIENH,
MCITOb3YI0NMMX hapMalieBTUUeCKyI0 CyOCTaHIIMIO CITUMPTA STUIOBOTO (3TAHOJI) WJIM STUJIOBBIN CIIUPT [JISI
MPOM3BOJICTBA CIIMPTOCOAEPKAIMX JIeKapCTBEHHBIX ITperapaToB U (UIK) CIIUPTOCOAEP KAIIUX
MeIOUIIMHCKUX U3AeNNiA, a TaKKe B IPOoliecce MPOM3BOICTBA APYIUX JeKapCTBEHHbIX CPeACTB U (M)
MeIOUIMHCKUX U3AeJNiA, TO/KHbBI 00ecrieunBaTh IpyueM U repegavy MHGoOpMaIum, oayuyeHHO C
MCIIOTb30BaHMEM aBTOMATUUYECKMX CPEMICTB M3MepeHMsl ¥ yueTa KOHIIeHTpaluyu 1 oobeMa 6e3BOTHOTO
criupTa B papMalieBTMUECKOM CyOCTaHIIMM CIIMPTAa STUJIOBOTO (3TAHOJIA) WIM B STWJIOBOM CIIMPTe, 06beMa
(dbapmareBTMUeCKOM CyOCTaHIIMY CIIUPTA STUIOBOTO (ITAHOJIA) WJIM STUIIOBOTO CIIUPTA, 06 0ObeMe UX
3aKyIKMU.

O6opymoBaHue AJ1s yueTa o6bemMa 060poTa U UCIOJIb30BaHMS (hapMalieBTUIECKOl CyOCTaHIMM CIIUpPTa
STMJIOBOTO (3TAHOJ1a) MM STUJIOBOIO CIIMPTA IJIsl IIPOU3BO/ICTBA CIIMPTOCOAEPsKAIINX JIeKaPCTBEHHbIX
IperaparoB U (M) CIIUPTOCOAepsKAIMX MEAMLIMHCKIUX U3Ie/IMIA, a TAKKe B ITPOLecce MpOoM3BOACTBA
IOPYTUX JIEKApCTBEHHbIX CPeNCTB U (M/IM) MeOULIIMHCKUX U3Ie/IMit JOKHO 6bITh OCHAIIEHO TeXHUUECKUMU
cpenctBamu pukcanyvy u nepenauu uHGopmamum 06 o6beMe Npou3BOACTBA ¥ 060pOTa
COMPTOCOAEPsKaIIEeli MPOAYKIIMM B €MHYIO FOCYJapCTBEHHYIO0 aBTOMAaTU3MPOBAHHYIO MH(GOPMALVIOHHYIO
CUCTEMY.

[IporpaMMHO-aIIapaTHbIe CPeACTBA OPTaHM3ALMIi M MHAVMBUAYAIbHbIX IIpeapMHMAaTeIel,
MCIIOMb3Yy0NMX hapMalieBTUUeCcKy Cy6CTaHIMIO CITMPTA STUIOBOTO (3TAHOJT) WJIM STUJIOBBIN CIIUPT [IJIsSI
MPOM3BO/ICTBA CIIMPTOCOAEPKAINX JIeKAPCTBEHHBIX IMTPEIapaToB U (M1) CIIMPTOCOIePsKALUX
MeIUIIVMHCKUX U3IeNIA, a TaK)Ke B IPOIecce MPOU3BOACTBA APYTUX JEKAPCTBEHHbIX CPEACTB U (MJIN)
MeIUIIMHCKUX U3e/nii, OJKHBI 06ecreunBaTh IpueM U repegavy nHbopmanym o6 oobeme
MCII0Tb30BaHMs apMalleBTUUeCKOi CyOCTaHIIMM CIIMPTA STUIOBOTO (3TAHOJIA) MJIM 3TUJIOBOTO CIIUPTA, a
Takke MHDoOpMaluy 06 o6beMe TPoU3BOACTBA U (MIM) 000pOTa (32 UCKITIOUEHMEeM PO3HMUUHO ITPOJasky)
CITMPTOCOAEPXKAIINX JIEKAPCTBEHHBIX MPEIapaToOB M CIIMPTOCOAEPSKAIMX MEeIUIIMHCKUX 3O,
MOJTyYE€HHO ¢ MTPUMeHeHMEeM TeXHUUYeCKUX CpeiCcTB dhuKcalmu 1 nepegaum nHdopmaimm o6 oobeme
MPOM3BOJICTBA ¥ 060POTa CIIMPTOCOAep Kalei MPOAYKIMY, B €IMHYI0 FOCyIapCTBEHHYIO
aBTOMAaTHU3MPOBAHHYIO MHOOPMALIMOHHYIO CUCTEMY.";

6) B ryHKTe 2.1:
TOAITYHKT 3 U3JIOXKUTD B CJIeIyIOIIel peqakiiun:

"3) PO3HUYHOI MPOAAKM AJIKOTOJIbHOM MPOAYKIMU, OCYILIECTBIISIEMON B HACEJIEHHBIX ITYHKTaX, B KOTOPbIX
OTCYTCTBYET AOCTYM K MHGOPMAaIMOHHO-TeJIeKOMMYHUKAI[MOHHOI ceTy "VIHTepHeT", B TOM UlCJie TOUKa
IOCTYyIIa, OIpeie/IeHHAasl B COOTBETCTBUM ¢ DemepanbHbIM 3aKOHOM OT 7 uioiist 2003 roga N 126-®3 "O
cBs3u". IlepeueHb TaKMX HACEJIEHHBIX ITYHKTOB OIpenesseTcs B KasKIoM cyobekTe Poccuiickoit demepanym
BBICIIMM MUCIIOJTHUTEIbHBIM OPraHOM IoCyIapCTBEHHO BiaacTu cyobekTa Poccuiickoit demepatium 1mo
COTJIaCOBAHMIO C YIIOJTHOMOYeHHbIM [IpaBuTenbcTBOM Poccuiickoit @enmepanyn pemepasbHbIM OPraHOM
VICTIOJITHUTEIbHOM BJIACTU U TIOIJIESKUT TIEePEeCMOTPY He peske OTHOTO pa3a B roji. B ciryyae BbIsIBIEHMS B
YKa3aHHOM MepevHe HaCeJIeHHOTO ITyHKTa, B KOTOPOM MMEETCSI IOCTYIT K MHPOPMAaLMOHHO-
TeJIEKOMMYHUKALMOHHO ceTu "VIHTepHeT", B TOM UMC/ie TOUKA JOCTYIIa, ONpeae/ieHHasl B COOTBETCTBUM C
®enepanbHbIM 3aKOHOM OT 7 ntoJist 2003 roga N 126-@3 "O cBsg3M ", YIIOITHOMOYEHHBI [IpaBUTEILCTBOM
Poccuiickoit ®enepatinm penepanbHblii OpraH UCIIOTHUTEIbHONM BJIaCTY YBeIOMJISIET B IMChbMEHHOM
dbopme BbICIINIT MCITIOJTHUTEIbHBIN OpraH rocygapCTBeHHO BaacTu cyobekTa Poccuiickoit demgepaniym o
HeOoOXOAMMOCTH TlepecMOTpa YKa3aHHOTO TepeyuHsl. BbICIINit MCTIOTHUTEbHBIM OpraH rocyiapCcTBeHHOM
BJacTu cyobekTa Poccuiickoit @emepaiinyt B TedeHre Mecsiiia ¢ MOMEHTA MOJTyYeHUsI COOTBETCTBYIOIIETO
yBeIOMJIeHMsI 00513aH MPeACTaBUTh HA COTJIAaCOBAaHME YTOUHEHHBIN ITlepeueHb B MOPSIIKE, YCTAHOBJIEHHOM



HaCTOSI UM TOAITYHKTOM;";
MMOAITYHKT 7 U3JIOXKUTD B CJIeyIOIIel peqaKkivn:

"7) 060pOoTa 3aKyIJIEHHBIX CIIMPTOCOIePsKalMX JIeKaPCTBEHHbIX MPenapaToB U (UIM) CIIUPTOCOIepsKalux
MeOULIVMHCKUX U3Oenuii;";

TIOTIOJIHUTB TTONITYHKTOM 12 C/ieqyroIero Coiep>kanms:

"12) 3aKyIKM ¥ UCII0JIb30BaHMS (hapMalieBTMUYECKO CYOCTaHIIMM CITUPTa STUIOBOTO (3TAHOJA) MU
STUJIOBOTO CIMpPTa B 06beMe, He TpeBbImaieM 200 1eKaJTUTPOB B IOjl, alITEYHBIMY OpraHMU3aIsIMMU,
BeTEePVHAPHBIMM alITEUHBIMM OPTaHU3ALUSIMU, UHAMBUIAYAIbHBIMU MPEANPUHUMATENSIMU, UMEIOIIUMU
JULIeH3MI0 Ha (papMaleBTMUECKYIO AesITeTbHOCTb, MeAULIMHCKMMY OPraHU3aMUSIMU B 11X
MCII0/Ib30BAHUS MX B KAUECTBE ChIPbS MJIM BCIIOMOTraTe/IbHOTO MaTepuasia Ipu Npou3BoICTBe,
U3TOTOBJIEHUM CIIMPTOCOIEPKANINUX JIEKAPCTBEHHBIX MPEnapaToB U (M) CIUPTOCOAEPIKAIIUX
MeIUIIMHCKUX U3TeNNi, a TaKKe B IMpoIiecce MPOu3BOACTBA, M3TOTOBJIEHUS APYTUX JIEKaPCTBEHHbBIX
CpencTB U (WJIN) MeAUIIMHCKUX M3Ie/nii, Ha y4eT o0beMa IIPOM3BOACTBA, M3TOTOBAEHMUS U (MJIK) 000poTa
CIIMPTOCOAEPKAIIMX JIEKAPCTBEHHBIX IMPenapaToB U (M) CIIUPTOCOAEPXKAIIMX MEAULIMHCKUX U3
YKa3aHHBIMM OPTaHU3AIUAMU U MHAUBUAYATbHBIMU ITpeApuHuMaTenaMu. Ha yKazaHHBIX JINI] TAKKe He
pacIpocTpaHsIoTcs TpeboBaHMs ab3alieB ABaAIaTOrO M ABAAIATh BTOPOrO ITyHKTA 2 HACTOSIIEN CTaThu.";

B) B IIYHKTe 9:

B ab3alle IepBOM CJIOBa "(3a MCK/IIOUEHMEM ITPOU3BOACTBA (hapMalleBTMUECKOV CyOCTaHI[UM CIIMPTa
3TUJIOBOTO (3TaHOJ1a)" UCKITIOUUTD;

IOTIOJIHUTD ab3a1eM CJIeAYIONIero ColepsKaHms:

"TpeboBaHMsI HACTOSILETO MTYHKTA He PaclpoCTPaHSIIOTCS Ha TPOU3BOACTBO dhapMalieBTUYeCcKoii
CyOCTaHLIMM CIIMPTA STUIOBOTO (3TaHOMA).";

I) OYHKT 11 M3/I0XXKUTB B C/ieAyIonieli peJakiun:

"11. B ciyyae aHHYIMPOBAHUS WV TIPeKpallleHUs AeCTBUS IULeH3U Ha IIPOU3BOACTBO 3TUI0BOTO
CIIMPTa, aJIKOTOJBHO U CIIMPTOCOAepsKallleii MPpOaYKIMM WU JIMLIEH3MM Ha TPOU3BOJICTBO JIeKapCTBEHHBIX
CpeCTB OpraHu3anusi o KOHTposieM dheaepasbHOrO OpTraHa UCIIOJIHUTE/IbHO BIaCTH, YIIOTHOMOYEHHOTO
10 KOHTPOJTIO ¥ HAZ30pY B 00J1aCTV ITPOU3BOACTBA ¥ 060POTA STUIIOBOTO CITUPTA, AJIKOTOJIbHOM U
CIIMPTOCOAep Kalleii MpOayKIMH, B MOPSAKe, YCTAHOBJIEHHOM YIIOJIHOMOYeHHbIM [IpaBuTe/IbCTBOM
Poccuiickoir ®enepatinm pegepagsbHbIM OPTaHOM UCTIOJTHUTEIbHO BACTH, 00si3aHa 3aKOHCEPBMPOBATh
OCHOBHOE€ TeXHOJIOTMYeCcKoe 060pymoBaHue JIJisl POM3BOICTBA STUIOBOTO CITMPTA, aJIKOTOJIbHOM U
CIIMPTOCOAEP KAILEN TPOSYKIUAN.

[Tpy mpuobpeTeHnM yKa3aHHOTO 060pyIOBaHMs IPYTroii OpraHM3alyeii OHa BIIpaBe MCII0/b30BaTh €ro, B
TOM YMCJIe JIJIS1 IPOU3BO/ICTBA STUIOBOTO CITMPTA, aTKOTOJIBHOI U CIIMPTOCOAEPIKaIeli TPOAYKIINY, ITOCIIe
pacKoOHCepBaLyM YKa3aHHOTO 000PYAOBaHMS, CHITHUS YIIOJTHOMOYeHHBIM [IpaBuTebcTBOM Poccuiickoii
denepanuu pegepaabHbIM OPraHOM MCIIOJHUTEIbHOI BJIACTY IIJIOMO, KOTOpbIe ObLIM HaHeCeHbI Ha
yKa3aHHOe 060pyIOBaHMe M KOMMYHMKAI[MY B 1IeJIIX HeIOMyIeHNsI ITPOM3BOJICTBA U peau3alun
STUJIOBOTO CIIMPTA, aJIKOTOJbHOM U CIIMPTOCOAepsKallleil MPOAYKIIMM OpraHu3aLyeit, IMIeH3s Ha
MPOM3BOJICTBO STUJIOBOT'O CITUPTA, AJIKOTOJIbHOM MJIM CIIMPTOCOAEP3KAIIeit TPOSYKIMM UM JIULIEH 3T Ha
MIPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB KOTOPOJi Obljia aHHY/JIMPOBAHA UJIA JIEICTBYE COOTBETCTBYIOIIEN
JIUIIEH3MM KOTOPOJi OBIJIO ITpeKpalleHo.";

1) IIyHKT 12 DOTIOJHUTD ab3aleM CJIeyIOIero ConepsKaHms:

"Tpe6oBaHMSI HACTOSIIETO ITyHKTA B YaCTY HAXOKIEHMSI B COOCTBEHHOCTH, X0351/ICTBEHHOM BeJleHU N,
OTIepaTVMBHOM yIIPaBJIeHMUM TPAHCIIOPTHBIX CPEJICTB HE PACIIPOCTPAHSIIOTCS HA ITePeBO3KYM STUIOBOTO

cnupTa (B TOM YMC/Ie JeHaTypaTa) 1 HedaCcoBaHHOV CIIMPTOCOAEPIKaIIeli TPOIYKIIMN C COAEPsKaHNEM
3TUJIOBOTO ciupTa 6osiee 25 MPOIEHTOB 06'bemMa rOTOBOV MPOAYKLMH, OCYILeCTBIIsIeMble



>Ke1e3HOOPOKHBIM ITOABMKHBIM COCTaBOM.";
7) B cTaTbe 9:
a) ab3ai1r yeTBepPThIi MyHKTA 3 M3JIOKUTH B CJIeAYIOIIel peJakin:

"TlepeBO3KM 3TUIOBOrO CIIUPTA (B TOM UlCIie IeHaTypaTa) U HepacoBaHHOV CIIMPTOCOAepsKaleit
MIPOAYKIIUM C COJIepsKaHMeM STUIOBOTO CIpTa 60Jjiee 25 MPOLeHTOB 00beMa roTOBOJ IPOIYKIINHA,
OCYILleCTBJIsSIeMble aBTOMOOW/IbHBIM TPAHCIIOPTOM U 3Ke/1e3HOAO0POSKHBIM TOJIBMKHBIM COCTaBOM,
IOITYCKAIOTCS TOJBKO MPU YCIOBUM OCHALIEHUS TaKUX TPAHCIIOPTHBIX CPECTB CIlelalbHbIMMU
TeXHUYECKMMM CPEeICTBAMMU PETUCTPALIMM B aBTOMATUUYECKOM PeskKMMe ABMKEHMS, KOTOpbIe 00eCIeunBaioT
repenavy JaHHbBIX O MepeMelleHUM TaKUX TPAHCIIOPTHBIX CPENCTB 10 TEPPUTOPUN POCCUTICKOI
®denepanyiy, B TOM YMC/Ie JAHHBIX O TEKYILEM MeCTOIOJI0KEHUM, TIPOIeHHOM MapIipyTe, BpeMeHU U
MeCTax CTOSIHOK, IO CITYyTHMKOBBIM HaBUTALIMOHHBIM CUCTEMaM B aBTOMATU3MPOBAHHYIO CUCTEMY
KOHTPOJISI IEPEBO30K 3TUJIOBOTO CIIMPTA U CIIMPTOCOAEPIKAILE MPOAYKIUY Ha TeppUTOpuM Poccuiickoi
Oenepauun.”;

0) MYHKT 4 AOTIOJIHUTD ab3alieM CJIeIyIOIero CoaepsKaHms:

"TpeboBaHMsI HACTOSILETO ITYHKTA He paclpoCTPaHsIIOTCS Ha TOCTaBKy dhapMalieBTMYeCKoi cy6cTaHIUu
CMpTa 3TUJIOBOTrO (3TaHOA).";

8) B craTbe 10.2:
a) JOMOJHUTb MYHKTOM 1.1 cieyoiero cogep>kaHmsi:

"1.1. Bo3BpaT 3TUI0BOTrO CIIMPTA, aIKOTOJBHO U CIIMPTOCOAEepKaIlel MPOAYKIMM OCYILIECTBIISIETCS TOTbKO
[IPY HAJIMUYUU COTIPOBOAUTEbHBIX JOKYMEHTOB, YKa3aHHbIX B ITOAIIYHKTaX 1 - 3 myHKTa 1 HacToswein
CTaTbu.";

6) nyHKT 2.1 mocJie cjioB "apmalieBTMueCcKoil CyOCTaHIMY CIIMPTA STUIOBOIO (3TaHOIA)" JOIOJIHUTD
C7I0BaMM ", CIIMPTOCOIePsKalllMX JIeKapCTBEHHBIX MPenapaToB MM CIUPTOCOAEePKAIUX MeIULMHCKIUX
u3gennin";

9) B craTbe 11:

a) B IyHKTe 1:

v

B ab3alle IMepBOM CJIOBO "aJIKOTOJIbHON" 3aMEHUTDb CJIOBAMM "aJIKOTOJIbHOM MPOAYKIIMK", CJI0Ba "1
CIIMPTOCOAEPIKAILEeN MUIIEBOI MPOAYKIMM" 3aMEHUTH CJIOBAMMU "M ITPOMU3BOJICTBO 1 060POT (3a
VICK/TIOUE€HMEM PO3HUYHOV NPOaskM) CIIMPTOCOIepsKallelt MUILeBO MPOAYKINN";

IOTIOJIHUTH ab3a1aMy CJIeYIONIero CoaepkaHms :

"He mormyckaeTcst po3HMYHAs ITPOAaka CIIMPTOCOIepsKalileii MUILEeBOi MPOAYKIUY, B TOM UKc/ie
IMCTAHIMOHHBIM CITOCOO0M, a TaKKe pO3HUYHAS IMPOoAaska CIIMPTOCOAepiKallleil HEeITUIeBOM IMPOOYKIIUY C
MICITOTb30BaHMEM TOPrOBbIX aBTOMATOB.

[TpaBuTtenbcTBO Poccuiickoit @enepaiiy yCTaHABJAMBAET OTPAHMYEHUS YCIIOBUI U MECT PO3HUUYHOM
MPOAaXKU COUPTOCOAEP KAIei HEIUILLEeBOM MTPOAYKINA, B TOM UMCJIE TIOJIHBIN 3aIllpeT Ha PO3SHUUYHYIO
MMPOAAXKY CIUPTOCOAEpKallleil HeIUILeBOM MPOAYKIIUA, OTAEIbHBIX BUI0B TAKOW MPOAYKINN.";

0) ab3aIl mepBblif ITyHKTA 2.3 U3JIOKUTH B CJIEIYIOIIEN peaaKIin:

"2.3. IIpoM3BOICTBO aJIKOTOJIbHO ITPOIYKIMM BIIPaBe OCYIECTBJISITh OpraHu3alum, MMeolie B
COOGCTBEHHOCTM, XO3S/ICTBEHHOM BeJIeHUM, OTIePaTMBHOM YIIpaBJI€HUM WJIX B apeHe, CPOK KOTOPOIA
ompezeeH JOTOBOPOM M COCTABJISIET OAMH roji 11 60Jiee, COOTBETCTBYIONIME YCTAHOBI€HHBIM
yrnoysiHoMmoueHHbIM [IpaBuTenbcTBoM Poccuiickoit @enepaniuy denepasibHbIM OPTaHOM UCIIOTHUTEIbHOM
BJIACTU TpeGOBaHMSIM ITPOM3BOICTBEHHBIE U CKIAACKME TIOMEIIeHNS, SIBISIONMecs: 06 beKTaMu



HeJIBWXMMOIO UMYIIIeCTBa.";
B) IOTIOJTHUTh ITYHKTOM 2.6 CJIeAYIOIIEro CoepsKaHms :

"2.6. [111 IpOM3BOLCTBA, U3TOTOBJIEHMS CIIMPTOCOAEP KAIMX JIEKAaPCTBEHHBIX IIperapaToB UCII0Ab3YeT s
dapmariieBTHMYECKasl CyOCTaHILIMS CIIMPTA STUIIOBOTO (3TaHOJT), CBeZeHMS O 3aKyIIKe KOTOpOii
3adMKCUPOBAHBI B €JMHOI TOCYAAaPCTBEHHOI aBTOMAaTU3MPOBAHHO MHPOPMAIMOHHO CUCTEME C
MCII0JIb30BaHMEM aBTOMAaTUUYECKUX CPeCTB M3MepeHMs U yueTa KOHIIeHTpaluyuy 1 06bema 6e3B0JHOTO
criupTa B hapMalleBTMUECKOM CyOCTaHIIMM CIIMPTAa STUIJIOBOrO (3TaHOJA), 00beMa (papMalleBTHUYECKO
CyOCTaHLIMM CIIMPTA ITMIOBOTO (3TAHOJIA), YKa3aHHbBIX B MyHKTe 2 cTaTbhy 8 HacTosiero ®enepaibHOTO
3aKOHa.

[t IpOM3BO/ICTBA, M3TOTOBJIEHMS CIIMPTOCOAEPKALIMX MEIUIIMHCKUX U3AEINIA UCIIOIb3YIOTCS
(dapmaliieBTHMYECKasl CYOCTaHIIMS CIIUPTA STUIOBOTO (3TAHOJI) U (M/IM) STUIIOBBIN CIIMPT, CBeJEHUS O
3aKyIKe KOTOPbIX 3adMKCUPOBAHBI B €IMHOI TOCYyJapCTBEHHOI aBTOMAaTU3MPOBAHHOM MH(POPMAIIMOHHOIA
CUCTeMe C UCIIOJIb30BAHMEM aBTOMATUYECKUX CPEACTB M3MEPEHMS M yueTa KOHI[eHTpaluu 1 oobema
6e3BOJIHOTO CIMpPTa B (hapMalieBTUUECKOI CyOCTaHIMM CITMPTA STUJIOBOTO (3TAHOJIA) UM B STUJIOBOM
criupTe, o6beMa papMalleBTHUUECKOM CyOCTaHIMM CIIMPTa 3TUIOBOTO (3TAHOJA) MJIM 3TUJIOBOTO CIIUPTA,
yKa3aHHbIX B ITyHKTe 2 cTaTby 8 HacTosimero demepasbHOTO 3aKOHA.";

I) JOTIOJTHUTD ITYHKTOM 8 CJIeIYIOIIEro CONep KaHMsI:

"8. He morryckaroTcs IpOM3BOACTBO (3a MCKIIOUEHMEM MPOU3BOICTBA B 1e/IIX BbIB0O3a 3a ITpe/iesibl
tepputopum Poccuiickoit ®epepaiium (3KCIopTa) u (MiM) 060poT (3a MCKITI0UEHMEM 3aKYIIKM, ITOCTABOK,
XpaHeHus 1 (MIN) IIepeBO30K B 11eJIsIX BbIBO3a 3a Mpefebl Tepputopun Poccuiickoii @enepanum
(9KCIOpTa) aMKOrOBbHOM MPOAYKIMK C COlepsKaHMeM 3TUIOBOTO CIIMpPTa MeHee 15 mpoiieHTOB 06'bema
TOTOBO NPOAYKLIVHK, COepyKallleil TOHU3UPYIOLL Ve BellleCTBa (KOMIIOHEHTHI). [lepeyeHb TOHU3UPYIOIIUX
BelleCcTB (KOMIIOHEHTOB) YCTaHABIMBAETCS YIIOJTHOMOYEHHBIM [IpaBuTenbcTBOM Poccuiickoit @epepatinmn
(denmepasbHbBIM OPTaHOM MCIIOTHUTEIbHOM BIACTH.";

10) B cTaTbe 12:

a) ab3alr TpeTuii IMyHKTa 2.1 1mocsie ¢jI0B "T0 yIuiaTe HajJoTroB, COOPOB," NOMOJHUTD CJIOBAMMU "CTPAXOBbIX
B3HOCOB,";

0) ab3arr TpeTui1 myHKTa 2.3 1MocJjie cJIoB "TI0 yIUIaTe HaJIoroB, COOPOB,” JOMOJHUTD CJIOBAMM "CTPaXOBbIX
B3HOCOB,";

B) ab3all TpeTuii MyHKTa 2.4 1MocJjie ¢joB "T0 yIuIaTe HaJoroB, COOPOB," HOMOJHUTD CJIOBAMM "CTPAXOBbIX
B3HOCOB,";

') IYHKT 7 U3JIOKUTD B CIeAYIONIel pegaKkiiuu:
"7. OCHOBaHMeEM [IJII OTKa3a B Bbijgaue ¢eepaabHbIX CIIeIMaTbHbIX MapOK SIB/ISIETCS:

1) HeCOOTBETCTBME CBeIeHNI B 3asIBJIEHMM O BbIaue MapoK, pacyeTe MOTPeOHOCTH B peepaabHbIX
CIleMaabHbIX MapKax U (W) oTyeTe 00 MCII0Ib30BaHUM paHee BbIIAHHBIX MApOK, ITpeICTaBIeHHbIX
3asIBUTEJIEM JIJis MpuobpeTeHus deaepaJbHbIX CIIELMATbHBIX MAapOK, CBeIeHMSIM, 3a(UKCMPOBAHHBIM
3asBUTEJIEM B e IMHOV TOCYIapCTBEHHO aBTOMATU3UPOBAHHOM MHGOPMALIMOHHOI CHUCTEME;

2) HanM4uKe B ynmosiHoMoueHHoOM [IpaBuTenbcTBOM Poccuiickoit @enepaiiuy dbenepajibHOM OpraHe
VICIIOJTHUTEIbHOJ BJIACTU CBeIeHMI 00 aHHYIMPOBAHUM ITPOM3BOIUTEIEM AJTIKOTOJIbHOM MPOILYKIINA
u3BeneHust 06 yriate (0OCBOOOKIEHMM OT YIIJIaThl) aBAaHCOBOTO IJIaTeXa aKIM3a B IIepuoI, C JaThl MOIaUYM B
yrnoysiHoMmoueHHbIi [IpaBuTenbcTBOM Poccuiickoit Deneparnin penepanbHblii OpraH UCIIOTHUTENIbHOM
BJIACTM 3asIBJIEHMS O Bbiaue (pefgepaabHbIX CIIeIMaTbHBIX MapOK 10 HaThl 0OpalleHus B YKa3aHHbI OpraH
3a UX MoJIyueHreM. B 9ToM ciyuae M3roToBjeHHbIe B COOTBETCTBUM C TaKMM 3asiBjeHueM denepaibHbie
crienyajibHble MapKy MOJIeXXaT BO3BPaTy YIIOJIHOMOYEHHBIM [IpaBuTenbcTBOM Poccuiickoit @epepatinmn
(denepasmbHbIM OPraHOM MCIIOTHUTENIBHOM BACTYU OPTaHM3aL UM -U3TOTOBUTETIO;



3) Hasimuue B yrioaHoMoueHHOM [IpaBuTtenbcTBoM Poccuiickoit @enepann pemepaabHOM opraHe
VICIIOJTHUTEIbHOJ BJIACTU CBeIeHMI 00 aHHY/IMPOBAHUY ITPOU3BOIMUTEIEM aJIKOTOJIbHOM MPOAYKLIMM paHee
TIpeICTaBJIeHHOTO U3BeIeHNs 00 yIriaTe (OCBOOOKIEHMUM OT YILJIAThl) aBAHCOBOTO IIaTeXa aKiy3a
(TIepBMYHOTO M3BeIeHs) U O MpeACTaBIeHUM B HAJIOTOBBI OPraH HOBOTO M3BeIIeHUS B CBSI3U C
yMeHbIlIeH)eM 00'beMa 3aKyIaeMoro 3TUIOBOTO CITMPTa B ITepMOJ, C JaThl ITOAAUM B YITOTHOMOUEHHbI
[IpaBuTenbcTBOM Poccuiickoit @enepaniuu dbemepaibHblii OpraH UCIOJTHUTEIbHON BJACTY 3asBJI€HUS O
BbIZaue (emepaabHbIX CITEIMAIbHBIX MApOK 0 JaThl 0OpallleHys B YyKa3aHHbI OpPraH 3a UX MoJyuyeHueM. B
9TOM ciayuae ¢eepaabHble ClelaJlbHble MapKM BbIIAIOTCS IMTPOU3BOAMUTENIO aJIKOTOIbHOM MPOAYKLIMM Ha
OCHOBaHMM YTOUYHEHHOTO pacueTa IMOTPeOHOCTH B dhellepaibHbIX CIIeLMaabHbIX MapKaX, ITpeCTaBIeHHOT0
IPOU3BOAUTEIEM JIKOTOJILHOM NPOAYKIIUK B YIIOTHOMOY€EeHHbIN [IpaBuTenbcTBOM Poccuiickoi
denepanuu pegepaabHbIi OpraH UCIIOJIHUTEIbHON BIACTH, B 001IeM MOpsiAKe. B ciyuyae HenpeaCcTaBIeHUS
MMPOM3BOANTENEM AJIKOTOJIbHOV NPOAYKIMM YTOUHEHHOTO pacyeTa, YKa3aHHOTO B HACTOSIIEM MOAMYHKTE,
(denepanbHbIe crielaabHble MapKy, M3TOTOBJIEHHBIE B COOTBETCTBUM C 3asiBJIeHMEM O Bblaye
(denmepasbHbIX CITEIMATbHBIX MApOK, MTOJJIeXXaT BO3BPATY YIIOJHOMOUYeHHbIM [IpaBuTenbcTBoM Poccuiickoii
@enepanu penepaabHbIM OPraHOM UCIIOJHUTEIbHOM BJIACTM OpraHU3alN-U3TOTOBUTEIO;

4) HanMuKe B yIoJiIHOMoueHHOM IIpaBuTenbcTBoM Poccuiickoit @enepariuy denepajbHOM OpraHe
VICIIOJTHUTEIbHOJ BJIACTU CBEIEHMIT O IIOBTOPHOM B T€UEHME OJHOTO rojia 3aHVKeHUY HAJIOTOBOJ 6a3bl B
HaJIOTOBBIX JAeKIapalysX M0 aKi13aM Ha STUJIOBBIN CIIMPT, aJIKOTOJIbHYIO MPOAYKINIO U (M)
MOAAKI[M3HYIO CIIMPTOCOAEPKAIILYIO MPOIYKIIMIO TI0 CPaBHEHUIO C 00beMOM OTIPY3KM aJIKOTOJIbHOM
MIPOAYKIMM, 3a(pMUKCUPOBAHHBIM 332 COOTBETCTBYIOIIMIT HAJIOTOBBIN MEPUOJ B €AMHOI rocyIapCTBEHHO
aBTOMAaTU3MPOBAHHOM MHMOPMAIIMOHHOI CUCTeMe, YCTaHOBJIEHHBIX IO pe3y/bTaTaM KaMepa/ibHbIX U
BbIE€3JHBIX HAJIOTOBBIX ITPOBEPOK, MOATBEPKAEHHBIX COOTBETCTBYIOIIMMM PELIEHUSIMU O TIPUBJI€YEHUN K
OTBETCTBEHHOCTU 34 COBEpPIIEHNE HAJIOTOBOTO MPaBOHAPYIIeHUs], BCTYIIUBIIMMM B CMTy. YKa3aHHOE
OCHOBaHMe JIeMCTBYET A0 JaThl MCIIOJHEHMS HAJIOTOTUIATE IBIIMKOM CBOMX 00513aTe/IbCTB 10 yIIaTe
aKIM30B B COOTBETCTBYIOIINI OI0/IKET OOIKeTHO cucTeMbl Poccuiickoit ®enepanyn.”;

1) IYHKT 8 mocJie C10B "B MOANYHKTaxX 2 - 4" NOMOJHUTD CJIOBaMM "TIyHKTa 7";
11) B cTaTbe 14:
a) IYHKT 1 U3JIOKUTD B CJIeyIONL el pefakiinmn:

"1. Opranmsanyu, oCyIecTBISIONe TPOMU3BOJACTBO U (M) 060POT STUIOBOTO CIIMPTA (32 UCKITIOUEHNEM
dbapmareBTMUEeCKOM CyOCTaHIIMM CIIUPTA STUIOBOTO (ITAHOJIA), AIKOTOJIbHOM U CIIMPTOCOAepsKalleit
MUILEBOM MPOAYKLNHA, & TAKKEe CIIMPTOCOAep Kalleil HenmuIleBO MPOAYKIMM C COAepsKkaHMeM dTUIOBOTO
criipTa 60siee 25 MPOIEeHTOB 06bemMa TOTOBOV MTPOAYKIMY, 00s13aHbI OCYIIEeCTBIIATD YUeT 06bemMa Ux
MPOM3BOJICTBA U (MM) 06OpOTAa.

OpraHu3aium, OCyIeCTBIISIONINE TPOM3BOACTBO U (MJi) 0O0POT STUJIOBOTO CITMPTA (32 UCKITIOUEHNEM
(dbapmalieBTMUeCKOi CyGCTaHIIMM CITMPTA STUIOBOTO (3TAHOJIA), AJIKOTOIbHOI U CIIMPTOCOAepsKalleit
MIUILIEeBO MPOAYKIIMHM, & TAKKe CIIMPTOCOepsKaleli HeNMUIIEeBO MPOIYKIVM C COAePKaHMEM STUIOBOTO
criupTa 60siee 25 MPOIEHTOB 06beMa TOTOBO MPOIYKIINM, 06SI3aHbI OCYIIECTBIISITh AeK/IapypOBaHyue
obbema:

PO3HUYHOM NPOAAKM ITMBA U MTMBHBIX HAIIMTKOB, CUAPA, ITyape, MeIOBYXU, CIUPTOCOAepKallei
HeNnuIeBO MPOIYKLWN;

PO3HMYHOJ ITPOJAsKV aJIKOTOJTbHOV IMTPOAYKIIMY TIPY OKa3aHUM YCIYT 0OLeCTBEHHOTO MUTAaHMS ;

PO3HUYHOM NPOLAKU aJIKOTOJIbHOM MIPOAYKIMN, OCYIECTB/ISIEMON B HACEJIEHHbIX ITYHKTAaX, YKa3aHHBIX B
noAIyHkTe 3 nmyHkra 2.1 cratbu 8 Hacrosiero ®egepajibHOrO 3aKOHA;

PO3HMYHOJ MTPOAAKV aJIKOTOIbHO MTPOAYKIIMY, pa3MelleHHOM Ha 60pTax BO3AYIIHBIX CYIOB B KAUeCTBe
IIPUITACOB B COOTBETCTBUM C TpaBoM EADC 1 3akoHOmaTenbCcTBOM Poccuiickoit demepaiiy 0 TaMOKEHHOM
neine;



3aKYIIK/ STUI0BOTO CIIMPTA, AJIKOTOJIbHOM U CIIMPTOCOAepsKalleil POAYKLHA B Lie/IsIX UCII0JIb30BaHMS UX B
KaueCTBe ChIpbs MJIM BCIIOMOTaTe/JIbHOTO MaTepuaa IIpy IPOM3BOACTBE HeCIIMPTOCOAepyKalleli MPoayKI U
60 B TEXHUYECKUX IEeJISIX VIV UHBIX 11eJISIX, He CBSI3aHHBIX C TPOU3BOICTBOM U (W) 060pOTOM (3a
UCKJIIOUeHMEeM 3aKYIIKN) 3TUI0BOTO CIIMPTA, aJIKOTOJIbHOM U CIIMPTOCOAEPsKALLEeN IPOLYKINN;

060pOTa 3TUIIOBOTO CIIMPTA, AJIKOTOJBHOM U CIIMPTOCOAepsKaIleit MPOTYKIMM, TTOMENIaeMbIX ITOJ,
TaMOYKeHHbIe ITPOLielypbl TAMOXXEHHOT'0 TPaH3MTa, TAMOKEHHOTO CK/Iaja, 6eCrouUIMHHONM TOPTOBIIHN,
YHUUTOXKEHMS MU CIIel|MabHYI0 TAMOXEHHYIO IIPOLielypy, YCTaHOBJIEHHbIE B COOTBETCTBUM C IIPAaBOM
EA3C, a Takke BBO3UMBIX B Poccuiickyto @efiepalinio B KaueCcTBe IIPUIIACOB B COOTBETCTBUM C
ycraHoByieHHbIMY TTpaBoM EADC 0c06eHHOCTSIMM COBepIIeHMS] TAMOKEHHBIX OTlepalyii B OTHOIIeHU N
IIPUIIACOB;

BpPeMEHHOTO XpaHeHMs STUI0OBOTO CIIUMPTa, aJIKOTOJIbHOM U CIIMPTOCOAep Kallleii MpOayKI UM, BBO3UMBIX B
Poccuiickyro @enepaiinio B COOTBeTCTBUM ¢ TpaBoM EADC u (M) 3aKOHOATEIbCTBOM Poccuiickomn
@enepaniy 0 TAMOXEHHOM JeJie;

MIPOV3BO/ICTBA MMMBA U MMBHBIX HATIMTKOB, CUAPA, ITyape, MeJIOBYXM C UCIIOb30BaHMEM OCHOBHOTO
TeXHOJIOTMYECKOT0 060PYIOBaHMSI C TPOM3BOICTBEHHO MOIITHOCTBIO He 60s1ee 300 ThICSY TeKaJIUTPOB B
rof;

IepeBO30K STUIOBOTO CIIMPTa (B TOM UMCJIe JeHaTypaTa) 1 HedpaCcOBaHHOM CIIMPTOCOAepKaIeii MPOayKIIn
C cofiep>kaHMeM 3TUIOBOTO CMpTa 6osiee 25 MpOIeHTOB 06beMa TOTOBOJ MPOAYKIIMY, YKa3aHHbBIX B ab3alie
rsaToM IyHKTa 1 crateu 18 HacTosnero denepasbHOroO 3aKOHaA.

VHauBUAyaIbHbIE IPeAIIPUHMMATE/IN, OCYIEeCTBIISION/e PO3HUUHYIO IPOIasKy IT1MBaA U IIMBHBIX HAIIUTKOB,
cuapa, myape, MeIoByXy, 06sI3aHbI OCYIECTBISITh YUET U JeKIapypoBaHue 06beMa X pO3SHUYHOM
TIPOJAXKIA.

Opraﬂnsaumn, OCyIIEeCTBJIAOMME ITPOU3BOACTBO 3TUJIOBOTO CIIMPTA U QJIKOTOJIBHOM MNpoayKuum c ero
MCIIOJIb30BAHMEM, ITPOM3BOACTBO IMMBa U IIMBHBIX HAIIMTKOB, CMAPA, ITyape, MEOOBYXMH, 00513aHbI
OCYIIECTBJIATDb YUET U OeK/JIapupOBaHMe MCIIO/Ib30BaHUA ITPOMU3BOACTBEHHBIX MOIIIHOCTEIA.

CenbCKOXO0351/ICTBEHHbIE TOBAPOIPOM3BOAUTEM 005I3aHbI OCYIIECTBISITh YUET U JeKIapupOBaHue
MIPOV3BOJICTBA, XPAaHEHMS U MTOCTAaBKY BMHA, UTPUCTOTO BMHA (IIAaMIIAaHCKOT0), a TAKKe 00beMa BUHOTPA/Ia,
MCII0/Tb30BaHHOTO J1J1s1 TPOU3BOACTBA BMHA, UTPUCTOTO BMHA (IIAMITaHCKOTO).

Opranmu3saiium, He Ipu3HaBaeMble CeJIbCKOX03s/iCTBEHHbBIMU TOBAPOIIPOMU3BOAUTENSIMHA,
CeIbCKOXO03S/ICTBEHHbIE TOBAPOITPOU3BOAUTEN, TPAKAaHe, BeAYIIMe IMIHOE IO COOHOEe X03SICTBO,
00sI3aHbI OCYIIECTBIISITh YUeT U AeKJIapypoBaHyue 06bemMa BUHOTPa1a, BhIpallleHHOTO MU JIJIsI
MPOU3BOACTBA BUHOEIbUECKON TTPOIYKIIVN.

Opranmusannm, oCyIeCTB/SIOMEe TPOMU3BOICTBO BUHOEIbYECKONM MTPOAYKUMHA C 3aIIUILEHHBIM
reorpaduyeckuM yKazaHyueM, C 3alIMIeHHbIM HaMMeHOBaHMeM MeCTa ITPOMCXOKIEeHMS U TTOTHbIN LUK
MPOM3BOJICTBA IUCTUJUISITOB, 00SI3aHbI OCYIIECTB/ISITh YUeT U JeKaapupoBaHue o6'beMa BMHOIpaa,
MICII0JIb30BAHHOTO [IJIsSI IPOM3BO/ICTBA BUHOIEIbUECKOM MPOAYKIINY C 3aIIMIIeHHBIM reorpapuiecKum
yKa3aHueM, C 3allMIIeHHbIM HaMMeHOBaHMeM MeCTa IMPOUCXOXKIAEHMS U IIOJTHOTO LMKJIAa TIPOU3BOACTBA
OVCTUJLIISITOB.";

0) MYHKT 3 U3JI0KUTH B CJIeyIOIIel pegaKIun:

"3. OpraHM3anum, OCyIIeCTBISIONIE TTPOU3BOCTBO (hapMaIreBTUUECKO CyOCTaHIIMM CITUPTA STUIOBOTO
(aTaHosMa), 06sI3aHbI OCYIIECTBJISITh YUeT U AeK/IapupoBaHye o6bemMa ITPou3BOCTBA, ITOCTABKY U (UJIN)
MCITOTb30BaHMS JIJIs1 COOCTBEHHBIX HYXXKI (hapMalieBTNUeCKOi CyOCTaHIMY CITMPTA STUIOBOrO (3TAaHOA).

JIntia, ocyiecTBsiione 060poT dhapMalieBTUUeCKOi CyOCTaHLIMM CIIMPTa STUJIOBOTO (3TaHOJIa), 00s13aHbI
OCYILIeCTBJISITh YUET U JeKIapupoBaHue 00beMa 000poTa U MUCII0Ib30BaHMs (hapMalleBTUYeCKO
CyOCTaHIIMM CITUPTA STUIOBOTO (3TAHOJA).



JIutia, ocyiecTBIISIIONIME IPOU3BOACTBO, M3TOTOBJIEHNE U (M) 060POT CIIUMPTOCOAEpsKAIINX
JIeKapCTBEeHHBIX MTperapaToB U (M) CIIMPTOCOAEPSKALIUX MeIUIIMHCKUX U3/t B 00beMe,
npeBsimamiem 200 eKaauTPOB B IO, 06sSI3aHbI OCYIIECTBIISTh YUeT U IeKJIapupoBaHyue o6bema
MPOM3BO/ICTBA, M3TOTOBAEHMS U (MI1) 060pOTa (32 UCK/IIOUeHMeM PO3HUYHOI MTPOHakKN)
CIIMPTOCOAEPKAIIMX JIEKAPCTBEHHBIX ITPenapaToB U (MJI) CIIUPTOCOAEPKAIIMX MEOUUMHCKUX U3TEIIA.

B messix peanmnsanyy HaCTOSINETO ITYHKTa [IpaBuTenbcTBOM Poccuiickoin @epgepaliiyy yCTaHABAMBAKOTCS

MOPSIIOK yueTa 06'bema Mpou3BOACTBA, 060pOTa U (UIN) UCIIONb30BaHMs (hapMalleBTUYECKON CyOCTaHIIN
CIIMPTa 3TWIOBOTO (3TAHOJIA), a TaKKe IMTPOU3BOACTBA, M3TOTOBIEHMS U (M) 060poTa (32 UCKIIUEeHNEM
PO3HUYHOM MMPOJAXKN) CIUPTOCOAEPKALMX JIEKAPCTBEHHBIX IPeIapaToB U (UIN) COUPTOCOAepKaALMX
MeOUIIMHCKUX U3TENU;

MOPSIIOK MpecTaBaeHus 1 popma IeKknapaiuii 06 oobeme MPoM3BOACTBA, 060poTa U (MUIIN)
MCITOTb30BaHMs apMalleBTMUECKOM CyOCTaHIIMM CIIMPTa STUIOBOTO (3TAHOJA), a TAKKe MPOU3BOACTBA,
M3TOTOBJIEHMS U (MIM) 060pOTa (32 UCKIIOUEHMEM PO3HUYHON MPOIaski) CIIMPTOCOAePsKAIINX
JIeKapCTBEHHBIX IPernapaToB U (WIN) CIUPTOCOAEepKALIUX MeIUIMHCKUX U3LeIUN.";

12) B cTraTbe 14.1:

a) B IMyHKTe 1 cjioBa "(3a MCK/IIOUEHMEM OCHOBHOTO TEXHOJIOTMUYECKOTro 000pYyI0BaHMsI [JIs1 ITPOM3BO/ICTBA
(dhapmaleBTM4YeCKO CyOCTAHIIMM CITUMPTa STUIOBOrO (3TaHOJA)" UCKITIOUNTD, cjioBa "60see 4000
IeKIUTPOB" 3aMeHUTH cjioBaMu "6osee 200 meKaauTpoB";

0) IOIMOJHUTDL MYHKTOM 1.1 CJIeyIoNiero coepskaHms:

"1.1. OcHOBHOe TexXHOJIOTMUeckoe 000pyIOBaHMe /111 MPOM3BOACTBA STUIOBOTO CIIMPTA, MOJJjIexaliee
roCy1apCTBEHHOV perucTpauun B COOTBETCTBUM C ITYHKTOM 1 HACTOsILLIeN CTaTby, JO/DKHO
COOTBETCTBOBATb YCTAHOBJIEHHBIM B COOTBETCTBUM C ITpaBoM EADC Tpe6oBaHMSIM 6€30MacHOCTM K TAKOMY
000pyIOBaHMIO ¥ BKJIIOYAET B Ce0SI C/IeyIOIye BUIbI:

1) meperoHHbIe YCTAaHOBKY (amIiaparThl);

2) amnnapathbl, yCTAHOBKY M KOJIOHHBI [IJIS1 OUMCTKY U peKTUdUKALUM 3TUTOBOTO CIIUPTA;

3) KOMITJIEKTHbIE YCTAaHOBKM [AJIs1 IIPOU3BOACTBA STUI0BOIO CIIMPTA.";

B) B ITYHKTe 2:

B a63aiie repBoM cjioBa "6os1ee 4000 meKaJIUTpPoB" 3aMeHUTD cioBamu "6osee 200 JeKaauTpoB";
B roAmyHKTe 1 cyioBa "60see 4000 gekanTpPOB" 3aMeHUTh cjioBamu "6osee 200 gekaauTpoB”,;

B ITIOJNYHKTE 2 cyioBa "60siee 4000 gekaauTpoB" 3aMeHUTh cjioBaMy "60see 200 geKaJauTpoB”;

B ITOAITYHKTE 3 cjioBa "60see 4000 mekamuTpoB" 3aMeHUTh cjaoBaMu "6osiee 200 geKaauTpoB”;

') JIOTIOJTHUTh MTYHKTOM 2.1 clieqyroliero Comep>KaHus:

"2.1. B ciiydae OTCYyTCTBMS TPaBOYCTaHABIMBAKIMUX JOKYMEHTOB, YKa3aHHbIX B MMOJITYHKTE 3 IMTyHKTa 2
HaCTOsILIel CTaTby, NOIMyCKaeTCs Mpe/icTaB/leHre oprannu3anyeit, uMeroneit JIMLeH31I0 Ha IIPOM3BOICTBO
STWJIOBOTO CIIUPTA WJIM JIUIIEH3UIO Ha TTPOU3BO/ICTBO JIEKAPCTBEHHBIX CPEICTB, TOKYMEHTOB,
MOATBEPIKAAIONIMX MTPUHSITME YKA3aHHOTO B ITyHKTe 1 HACTOSIIEN CTaThy 060PYIOBAHMS K OyXTaJTepCKOMY

yuery.";
Il) B IyHKTe 3:

CJIOBa "IYHKTe 2" 3aMeHUTh cjioBamMy "TiyHKTax 2 1 2.1", cjioBa "6osee 4000 meKajiuTpoB" 3aMeHUTD
cioBamu "6osee 200 meKaJaUTPOB";



IOTIOJIHUTD ab3a1eM CJIeAYIONIero ColepsKaHms:

"B ciyyae 3MeHeHMs Biiafiesiblla OCHOBHOTO TeXHOJIOTMUeCKOTO 000py0oBaHMS AJ1s1 TPOU3BOCTBA
STUJIOBOTO CIIMPTa C MPOU3BOACTBEHHOI MOIHOCTHIO 60Jiee 200 meKaIUTPOB, agpeca (MecTa HaXOKAEHMSI)
BJIa/IeJIbI]a OCHOBHOT'O T€XHOJIOTMYECKOTO 060pYyAOBaHMSI, MECTa HAXOXKIEHMSI OCHOBHOTO
TEeXHOJIOTMYECKOr0 000PYyIOBaHMSI, a TAKKe B C/Iydae YTWIN3aLUU, YHUUTOKEHMS UM YTPAThl OCHOBHOTO
TeXHOJIOTMYeCKOTo 000pyIoBaHMsI, BHECEHHOTO B e[JMHbII rOCyapCTBEHHbI peecTp MOITHOCTeI’
OCHOBHOT'O TeXHOJIOTMYECKOTO 000y IOBaHMS /IS IPOMU3BOACTBA STUIOBOTO CIIMPTA WM aJIKOTOJIbHO
MPOAYKLIVMN C UCIIOJIb30BaHMEM STUJIOBOTO CIIMPTA, MPOMU3BOACTBA MMBA U NMIMBHBIX HAIIUTKOB, CUAPA,
rnyape, MeIOBYXU, 3asIBUTEJb [IPECTABSIET 3asBJIeHMe, YKa3aHHOE B ITOAITYHKTE 1 MyHKTA 2 HACTOSIIEN
CTaTb¥, U JOKYMEHTbI, TOATBEPsKAAI0II i€ BOSHMKHOBEHME YKa3aHHbIX 00CTOSITENbCTB.";

€) B ITyHKTe 4 cJioBa "IMyHKTe 2" 3aMeHUTH cjioBamy "TiyHKTax 2 1 2.1", cjoBa "6osee 4000 mekanauTpos”
3aMeHUTh cjoBaMu "6osee 200 mekaauTpoB”,;

3K) TIYHKT 7 U3JIOXKUTD B CJIeIyIONIel pegakiinun:

"7. YcTaHOBIEHHOE (CMOHTMPOBAHHOE) OCHOBHOE TEXHOJIOTMUYECKOe 000pyIoBaHKe, Mojiexkariee
roCyIapCTBEHHO permcTpaiyn, B OTCYTCTBME COOTBETCTBYIOLIE TMULIEH3UY TOIKHO OBITh
3aKOHCEPBMPOBAHO B COOTBETCTBUM C MyHKTOM 11 ctaTthbu 8 HacTosmero @efaepaabHOTO 3aKOHA.
Vcmonbp30BaHMe TAKOrO 000pyA0BaHMS AOITYCKAETCS TOJIBKO ITOC/Ie er0 paCKOHCEePBAIIUM IO KOHTPOJIeM
(dbenepasbHOrO OpraHa UCIOJHUTEIbHO BIACTH, YITOJTHOMOYEHHOTO 110 KOHTPOJIIO U HAaJ30py B 06/1aCTH
MPOM3BOJICTBA ¥ 060POTA STWJIOBOTO CITMPTA, AJIKOTOJIBHO U CIIMPTOCOAEpsKaleit mpoayKiyu. Ilopssmok
TaKOV paCKOHCepBalM YCTaHABANBAETCS YIIOJHOMOUEHHbIM [IpaBuTenbcTBOM Poccuiickoin @enepanum
dbenepasbHBIM OPraHOM UCIIOJHUTEILHON BIACTH.";

13) ctaTbio 16 M3M0KUTH B CIeAVIOLIEN pelaKIiuu:

"Cratbst 16. Ocobble Tpe6GOBaHMSI K POSHUYHOI ITPOIaske aIKOTOJbHOM MPOIYKINM, PO3HUYHOI ITpoaaxKe
AJIKOTOJIbHOI MPOIYKLIMM IIPY OKa3aHMUM YCIIYT OOIIECTBEHHOIO IMUTAHMSI, @ TAKKe IOTPeOIeHII0
(pPacnmUTHUIO) AJIKOTOJILHOM MIPOAYKINA

1. Po3HuyHasg npojaxa ajakorojbHOM MPOSYKLIMM ¥ PO3HUYHAS NIPOaKka ajJlKOIr0JIbHOM MPOSYKLINA IIPU
OKa3aHMM yCAYT 00IeCTBEHHOTO MUTaHMS (3a UCK/IIOUeHeM PO3HUYHOI MPOAaXKy MMBa, MUBHBIX
HaIlUTKOB, CULPA, ITyape, MeJOBYX!, a TAKXKe BMHA, UTPUCTOTO BM/HA (IIaMIIaHCKOTO), [IPOM3BeeHHbIX
KpecTbTHCKUMU (pepmepckumM) xo3s1iicTBaMu 6e3 06pa3oBaHMs IOPUANIECKOTO AULA, MHIUBULYATbHBIMU
npenrnpuHuMaTens My, IIpU3HaBaeMbIMU CeJIbCKOX03S/CTBEHHBIMY TOBAaPOIIPOMU3BOAUTEISIMMN)
OCYLIECTBIISIIOTCS OpraHU3alysIMU.

Po3HnuHas IIpoaaka IMBa, IIMBHBIX HAITUTKOB, CUAPA, ITyape, MEOOBYXI M POSHUYHAS ITPpOaa’ka IIM1Ba,
IMMBHBIX HAIIUTKOB, CUAPa, ITyape, MeaOBYXI IIPpM OKa3aHUU YCIIYT O6IJ.[€CTB€HHOI‘O MMUTaHUA
OCYIIECTBJIAKTCA OPTaHM3alIUIMU M MTHONBUAYAJbHBIMU IIpeJIIPUMHMMATEIIMMN.

KpecTtbsiHCKMe (hepMepckye) X03s1/icTBa 63 06pa30BaHMS I0PUINYECKOTO LA U MHAUBUIYATbHbIE
MIpeAnIpUHMUMATeNN, IPY3HaBaeMble CeJIbCKOXO03SJiCTBEHHBIMM TOBAPOIIPOU3BOAUTEISIMY, OCYILECTBIISIIOT
PO3HMUUHYIO IPOAAXKY IIPOMU3BEIeHHbIX UMM BUHA, UTPUCTOrO BMHA (IIAMIIAHCKOTO).

2. Po3HMYHas npojgaxa aJKoroJibHOV MPOAYKIMY Y PO3SHUYHAS MPOAaka aJKOTOJIbHON MIPOAYKUIMU ITPU
OKa3aHMUM yCIYT OOIIeCTBEHHOTO MUTaHMs, 3a UCK/IIOUeHeM CJTyyaeB, yKa3aHHbIX B ITYHKTax 3 U 6
HACTOSIL el CTaTbU, He NOIYCKAKTCH:

1) B 3maHMsX, CTPOEHMSIX, COOPYKEeHUSIX, IIOMel]eHUIX, HaXOIIMXCS BO BJIaleHUM, PaClOPSKeHUN U
(M) OJIb30BaHUMA:

06p830BaTEHbeIX opraHnsauMﬁ ’

VHIMBUYATbHBIX TPEAIIPMHMMATENIEN, OCYIIECTBISIONINX 06pa30BaTeIbHYIO NeSTeTbHOCTD, U (VIJIN)
OopraHmM3aluit, OCyleCcTBSIONMX 00yUeH1e;



IOPUIMYECKMX JIUI] HE3aBUCUMMO OT OpraHM3al[MOHHO-ITPaBOBOI (POPMbI ¥ MHAVBUIYATbHBIX
npenrnpuHuMaTeseii, OCyleCTBISIONMX B KaueCTBe OCHOBHOTO (YCTaBHOI0) BM/1A OesITeIbHOCTU
MeJIUIIMHCKYIO IesTe/IbHOCTb Ha OCHOBAHMM JIMI€H3UM, BBIAAHHOJ B MOPSAKe, YyCTAHOBIEHHOM
3aKOHOaTebCTBOM Poccuiickoit @enepalivin, a Takke PUANYECKUX UL, He3aBUCUMO OT
OpraHM3alMOHHO-TIPaBOBOI GOPMBbI M MHAUBUIYAIbHBIX TTpeAIIPUHMMATEIeH, OCYIeCTBISIONMX HApsI Ty C
OCHOBHOJI (YCTaBHO) IeSTebHOCThI0O MeAUIMHCKYIO AeSITeIbHOCTh HA OCHOBAHUM JIUII€H3UM, BBITAHHOM B
MopsiaKe, yCTAaHOBJIEHHOM 3aKOHOIATeNbCTBOM Poccuiickoi @enepanymy;

IopnandYeCcKux JIui He3aBUMCMMO OT OpFaHMSaHMOHHO—HpaBOBOﬁ (l)OprI M MHOMBUOYAJIbHBIX
npeananMMaTeneﬁ[, OCYIIeCTBJIAKIINX 0esITeIbHOCTDb B obsacTu KYJbTYPBbI.

3arnpeTr Ha PO3HMUYHYIO ITPOJaXKy aJKOTOJIbHOM MPOAYKLUMN U PO3HUYHYIO TPOLAXKY alTKOTOJIbHOM
MPOAYKIIMM ITPY OKa3aHMU YCIYT 0OLIeCTBEHHOTO MMTaHMsI, YKa3aHHbI B HACTOSIIEM ITOITYHKTE,
JIeViCTBYeT B OTHOIIIEHUM 3[TaHUI, CTPOEHMIA, COOPY>KEHUI U TTOMEI€HU I, UCITOJIb3yeMBbIX JIJIST
HEIoCpeICTBEHHOI'O OCYIeCTBIeHNSI COOTBETCTBYIOLMX BUIOB AesTEIbHOCTH;

2) Ha CIIOPTUBHBIX COOPYKEHMUSIX, KOTOPbIE SIBJISIOTCS 00beKTaMM HeIBMKMMOCTH U TIpaBa Ha KOTOpPbIe
3aperucTpUpPOBaHbl B YCTAHOBIEHHOM IOPSIKE;

3) Ha OTNITOBBIX M PO3HUYHBIX PbIHKAX;

4) Ha BCeX BUaX OOLIECTBEHHOTO TPAHCIIOPTa (TPaHCIIOPTa OBIIEro MOJIb30BaHMsT) TOPOICKOTO U
MIPUTOPOSHOTO COOOLIEHMS, HA OCTAHOBOUHBIX ITyHKTAX €ro ABVKEHMS (B TOM YMC/Ie Ha CTAHIMSIX
MEeTPOITOJINTEHA), Ha aBTO3aMPaBOYHbBIX CTAHIIMSIX;

5) Ha 60eBbIX MO3UIUSIX BOWCK, MOJMUTOHAX, Y3/1aX CBSI3M, B PACIIO/IOKeHUY BOMHCKMX YacTelt, Ha
CrielMaabHbIX TEXHOJIOTUYECKUX KOMIUIEKCAX, B 3MaHUSIX Y COOPY>KEHUSIX, MTpeaHa3HAYeHHbIX JJIs
yIIpaBeHYs BOMCKaMU, pa3MellleHUsl U XpaHeHUsI BOEHHOM TeXHUKY, BOEHHOI'0 MMYIeCTBa U
0060pyIOBaHMs, UCIIBITAHUSI BOOPY)KeHMSI, a TAKXKe B 3AAHUSIX Y COOPYKEHUSIX TTPOU3BOICTBEHHBIX U
HAy4YHO-MCCIeN0BaTe/IbCKUX opranusanuii BoopyskenHuoix Cuit Poccuiickon ®@enepauyn, LPyrux BOMCK,
BOMHCKMX (DOPMUPOBAHUIT U OpraHOB, 0OecreunBalouMx 000POHY 1 6e30TacHOCTh Poccuiickoit
Qenepauyu;

6) Ha BOK3aJIaxX, B a9pOMNopTax;

7) B MeCTax HaXOKAeHMsI MICTOYHMKOB MOBBIIIIEHHO OMTaCHOCTH, OMpee/isieMbIX OpraHaMu
rocyIapCTBEHHOI BIacTu CyobeKTOB Poccuiickoit @enepaiium B OpsIIKe, yCTAHOBIEHHOM
[TpaButenbcTBOM Poccuiickoit ®enepaiiu;

8) B MecTax MacCOBOTO CKOIJIEHUS TPaskAaH B epuo/, MpoBeAeHNs ITyOIMYHbIX MePOTIPUSITHUIA,
OpraHM3yeMbIX B COOTBETCTBUM ¢ DemepanbHbIM 3aKOHOM OT 19 mionst 2004 roma N 54-®3 "O cobpaHusX,
MUTMHTaX, IeMOHCTpaLMSIX, IIeCTBUIX U MUKeTUPOBAHMSIX ", M HA MIpWIeraimx K TaKMM MeCTaM
TEePPUTOPUSIX, TPAHUIIBI KOTOPHIX YCTAHABIMBAIOTCS OPTaHAMU TOCYIapCTBEHHO BIACTU CYyObEKTOB
Poccniickoit @epepauny npu COrnacoBaHUM IPOBeSeH S TAKUX MePOIIPUSITUI;

9) B HECTAIIMOHAPHBIX TOPrOBBIX 00BEKTAX, 3 MCK/IIOUEHMEM CJTyYaeB, ITPeIyCMOTPEHHBIX HACTOSI UM
®denepasbHbIM 3aKOHOM ;

10) Ha TeppuUTOPUSIX, IPUJIETAIOIINX:

K 3JaHUSIM, CTPOEHMSIM, COOPYKEHUSIM, TTIOMEIeHUSIM, HaxXOISIIIMMCS BO BIaeHUM U (UI1) TI0JIb30BaHUM
00Opa3oBaTeIbHBIX OPraHM3aIMii (3a MCKIIOUEHEM OpraHM3aIii JOMOTHUTEIbHOTO 06pa3oBaHms,
OopraHm3anuit JOMOJIHUTEIbHOTO MPodecCMOHaTbHOTO 00 pa30BaHMs);

K 30aHUSIM, CTPOEHMSIM, COOPYKEHUSIM, TTIOMEIIeHUSIM, HaXOISIIMMCS BO BIaAeHUM U (UIM) TIOJIb30BaHUM
OpraHM3aLuit, OCyIIeCTB/ISIONMX O0yUeHe HeCOBePIIeHHOIeTHIX;

K 3JaHUAM, CTPOEHUAM, COODYXXKEHMAM, IIOMEIIE€HNAM, HAXOOAIMIMMCS BO BJIdA€HUN U (I/I]'[I/I) ITOJIb30BaHUUA



IOPUIMYECKMX JIUI] HE3aBUCUMMO OT OpraHM3al[MOHHO-ITPaBOBOI (POPMbI ¥ MHAVBUIYATbHBIX
MpearpuHUMaTesieil, OCyIeCTBISIONINX B KaueCTBe OCHOBHOTO (YCTAaBHOI'0) BUa AesATeTbHOCTU
MEeIUIIMHCKYIO JesITe/IbHOCTb WM OCYIECTBIISIONNX MeAUIIMHCKYIO AesITeJIbHOCTb Hapsiiy C OCHOBHO
(YyCTaBHOJ) AeSITelbHOCThI0 HA OCHOBAHUM JIMLIEH3UU, BbIJAHHOI B MIOPSAKE, YCTAHOBJIEHHOM
3aKOHOaTenbCcTBOM Poccuiickoit @enepaunm, 3a UCKIOUYEHMEM BUIOB MeAULIMHCKONM AesTeIbHOCTU I10
TepeyHto, yreepxkaeHHomy I[IpaBurenbcTBOM Poccuiickoit @enepaiivin;

K CIIOPTUBHBIM COOPY>XE€HUAM, KOTOPbIE ABJISAIOTCA oObeKTaMu HeABIDKMMOCTU U ITpaBa Ha KOTOpPbIe
3apermcTpMpoOBaHbl B YCTAHOBIEHHOM ITOPSIAKE;

K MeCTaM, YKa3aHHbIM B ITOAITYHKTAax 5-7 HaCTOMAIIEro IMyHKTa.

3arnper Ha PO3HUYHYIO TIPOAAKY AJIKOTOJIbHOM MPOAYKLUMY U POSHUYHYIO MTPOJAXKY aIKOTOIbHOM
MPOLYKLMY ITPU OKa3aHUU YCAYT 001eCTBEHHOT0 MUTAaHMsI, YCTAHOBIE@HHbI a63a1jaMy BTOPBIM -
YeTBepPThIM HACTOSIIIETO MOAIYHKTA, PACITPOCTPAHSIETCS] HAa TEPPUTOPUM, TIpUJIerarolue K 3TaHUIM,
CTPOEHUSIM, COOPYKEHUSIM, [IOMEIeHNUSIM, B KOTOPBIX HETIOCPECTBEHHO OCYIECTBIISIOTCS
COOTBETCTBYIOI M€ BUIBI NesITeTbHOCTH;

11) HecoBeplilleHHOJIETHUM. B cilyyae BO3SHMKHOBEHMS Y JIUIlA, HETIOCPEACTBEHHO OCYIIEeCTBIISIONIETO
OTITYCK aJIKOTOJIbHOM IIPOAYKIIMYK (TIPOaBIia), COMHEHMS B JOCTMXKEHMM MOKYTIaTeJeM COBEePIIeHHOIeTHS
MpoJiaBel] BIIpaBe IMOTPeboBaTh Y 9TOTO MOKYIIaTe ISl TOKYMEHT, IT03BOJISIIONI I YCTaHOBUTh BO3PAaCT 3TOTO
nokyraress. [lepeyeHb COOTBETCTBYIOIIMX JOKYMEHTOB YCTAHABIMBAETCS YIIOJTHOMOYEHHbBIM
ITpaButenbcTBoM Poccuiickoit @emgepanuu demgepaabHbIM OPTraHOM UCIIOJHUTEIbHON BIACTH,

12) 6e3 cOOTBETCTBYIOIIEN JINIeH3UM, 6€3 COITPOBOAUTETbHBIX JOKYMEHTOB B COOTBETCTBUM C
TpeboBaHusMMu ctaTthy 10.2 HacTosmero depepaabHOro 3akK0Ha, 6e3 MHGOPMAIMK, YCTaHOBJIEHHO
IyHKTOM 3 ctaTby 11 HacTosimero ®epepaabHOro 3akoHa, 6e3 gekaapainii 0 COOTBeTCTBUM, Oe3
MapKMPOBKM B COOTBETCTBUM CO cTaThbei 12 HacTosmero @enepaibHOTO 3aKOHA;

13) 6e3 mpeaocTaBIeHNS MTOKYMATETI0 JOKYMEHTA C HAIMUMEM Ha HEM I TPUXOBOTO KO/A, COMIepsKallero
CBeJleHUs 110 TIepevHIo, yTBep:KaeHHOMY (pefepaabHbIM OpraHOM UCIIOTHUTEIbHOI BJIaCTH,
YIIOJTHOMOYEHHBIM IO KOHTPOJIIO 1 HAaJ30pYy B 06/1aCTU MPOMU3BOACTBA ¥ 060pOTa ITUIOBOTO CIUPTA,
aJIKOTOJIbHOM U CIMPTOCOAepyKalieii MpoayKiun, o ¢pakre dukcanuu nHGOpMaLuM O POSHUYHOI IpoAaske
aJIKOTOJIbHOM MPOAYKIIUY B €IMHO TOCyapcTBEHHOM aBTOMAaTU3MPOBaHHOM MHGOPMAaILIMOHHO CUCTEME,
3a MICKJII0YeHMeM CJIydaeB, IpefyCMOTPEeHHBIX ITYHKTOM 2.1 ctatby 8 HacTos1ero @enepaabHOrO 3aKOHA;

14) nMCTaHUIMOHHBIM CITOCOO0OM

15) B mosiumMepHOI MOTpebUTebCKOI Tape (ITOTPedUTeNbCKOIi Tape 60 yIaKoBKe, MOTHOCTHIO
M3TOTOBJIEHHBIX U3 TIOJMITUIEHA, TOMUCTUPOIIA, TONMUITUIeHTepedTanaTa Iy MHOTO MOIYMEPHOTO
MaTtepuana) oobeMom 60see 1500 MUUTMIIUTPOB.

3. 3anpeT Ha PO3HNYHYIO ITPOOAKY QJIKOTOJIbHOM MNpOOyKIMM B MeCTaX, YKa3aHHbIX:

1) B mognyHKTe 3 IyHKTA 2 HACTOSI1eN CTaTby, - He paCIIpOCTPaHsAeTCsl Ha PO3HUUYHYIO [IPOJAKY
CeJIbCKOXO34MCTBEHHBIMY TOBAPOIIPOM3BOAUTEISIMY HA CEIbCKOX035CTBEHHBIX PHIHKAX U
CeJIbCKOXO3IMCTBEHHBIX KOOIIepAaTUBHBIX PhIHKAX IIPOU3BELeHHbIX MMM B/HA, UTPUCTOTO BMHA
(11amMIaHCKOro);

2) B IIOAITYHKTaxX 6 1 9 ITyHKTA 2 HACTOSII el CTaTby, - He pacCIpOCTPaHSIETCs Ha PO3HUYHYIO TPOJAXKY
aJIKOTOJIbHOM MPOIYKLIMM, OCYIIECTB/ISIEMYIO B MarasuHax 06eCrouIMHHON TOPTOBJIN.

4. Po3HMYHAS NMPO/IAKa aTKOTOJIbHOI MPOAYKLIMY IIPYU OKA3aHUM YCITIYT 00IeCTBEHHOTO MU TaHMS
OCYILIeCTBJISIETCS] TOJIBKO B 00beKTax OpraHm3alyu 001eCTBeHHOTO MUTaHMsl, UMEeIOIIMX 341 00CTyKMBaHMS
noceTuresei (ganee - 06beKT 0011leCTBEHHOTO MUTAaHMS), BATOHAX-pecTopaHax (BaroHax-kade, BaroHax-
6yderax, BaroHax-6apax), a Takske Ha MOPCKUX CyaxX U CyJax CMelllaHHOTO peKa-Mope IJIaBaHus,
BHYTpEeHHero IJIaBaHusI (jajiee - BOJHbIE Cy[a), BO3AYIIHBIX Cy1aX, 3a UCKIIOUEHNEeM CIy4yaeB, yKa3aHHbIX



B HACTOsIIEeM ITYHKTE.

OpraHu3aiuyu Ha OCHOBaHUY JIMI[EH3UM Ha PO3HUUHYIO ITPOJIasKy aJKOT0JIbHOM MPOAYKIIMM TTPU OKa3aHUU
YCJIYT 00IeCTBEHHOTO MMTaHMs BIIpaBe OCYIIEeCTB/ISITh JaHHbI JIUIIeH3MPYeMblit BUJL NesITeTbHOCTU B
TaKuX 00beKTax 001[eCTBEHHOTO MUTaHMSI, KaK pecTopaHbl, 6apsel, Kade, 6ydeTsi.

Po3HuYHAas Mmpoiaska aJIkOToJbHOM MTPOLYKLIMM ITPU 0Ka3aHUY YCIYT 001eCTBEeHHOTO MUTaHUS
OCYLLeCTBIISIETCS IIPU YCIOBUM BCKPBITUS JIMLIOM, HEIIOCPeACTBEHHO OCYIeCTBISIOMNM OTITYCK
aJIKOTOJIBHO MPOAYKLMY (TIPOIABILIOM), ITOTPEOUTENBCKON Taphl (YIIAKOBKM).

OcyiecTBieHe PO3HUYHONM MPOIaskM aKOTOTbHOM MPOIYKLVY IIPY OKa3aHUM YCIIYT OOIeCTBEHHOTO
MIATAHUS B YOIOBUSX BbI€3THOIO OOCTYKMBaHMUS (Hajiee B HACTOSIIEM ITYHKTE - BbIe3THOe 00CTy;KMBaHME)
IOITyCKAeTCs TOJbKO IPY YCIOBUUM COOTBETCTBUS MeCTa, B KOTOPOM OCYIeCTBJISIETCS Bble3JHOe
obcmy>kuBaHMe, TpeboBaHMUSIM ITyHKTa 7 HacTosiei ctaTbu. OCyllecTBIeHN e BbIe3HOT0 00CTy>KMBaHMUS (3a
MCKITIOUEeHMEeM PO3HUYHO MTPOIaKy aJIKOTOIbHOM IMTPOAYKIIMM ITPY OKa3aHUM YCIYT 00IeCTBEHHOTO
MMUTAHMS HA BO3AYIIHBIX CY1aX, BOAHBIX Cy/lax U JKeJIe3HOLOPOKHOM TPAHCIIOPTE) OpraHu3aluen,
UMeIOLI el TULeH3UI0 Ha PO3HUYHYIO [IPOJAKy aJKOTOJbHOM NMPOLYKLIMU [IPU OKa3aHUN YCIyT
0011eCTBEHHOTO MUTaHMSI, JOIMTyCKAeTCs TOMbKO MPU YCIOBUY MIpeCTaB/lIeHMsI B COOTBETCTBUM C (OPMOit 1
rpaBuUIaMu, ycTaHOBJIeHHbIMU [IpaBuTenbcTBOM Poccuiickoit @enepanum, Takol opraHmusanmein B
JIUTIEH3UPYIOLIUIT OpraH YBeJOMJIEHUS O 1aTe, BpeMeHU U MeCTe OCYIIECTBIEHUS BbIe3JHOT0
obcmy>kuBaHus. [1o ycMOTpPeHMI0 OpraHM3aIyy 00IeCTBEeHHOTO MUTAHMS YBeIOM/IEHMSI MOTYT OBbITh
MpeiCTaBIeHbl Kak Ha OyMaskHOM HOCUTeJe, TaK 1 B GopMe 3/IeKTPOHHBIX TOKYMEHTOB.

OrpaHuyveHMus], yCTaHOBJ€HHbIE HACTOSIIVM ITYHKTOM, He PacIpOCTPAHSIOTCS Ha CIyvay IPoaaku
aJIKOTOJIbHOM MPOAYKLIMM IIPU OKa3aHUM YCIIYT OOIIeCTBEHHOIO MUTaHMS Yepe3 MUHM-6apbl, HAXOISIIye s
B TOCTMHMYHOM HOMepe.

5. B o6bekTax 0011eCTBEHHOTO MMTaHMsI, B BarOHaX-pecTopaHax (BaroHax-kade, BaroHax-oydertax,
BaroHax-6apax), Ha BOJHBIX CyAaxX ¥ BO3AYIIHBIX CYAaX He AOITyCKaeTCs PO3HMYHAS MTPOJaxka alKOTOIbHOA
MPOIYKIINM, 38 UCKITIOUeHMEeM:

PO3HUYHOJ MPOAXKN aJTKOTOJIbHO MPOAYKIMY, OCYIIeCTB/ISIEMO OpraHu3ausIMu, eCy yKa3aHHast
MIPOAYKIMS pa3MellleHa Ha 60pTax BOJHBIX ¥ BO3AYIIHBIX CYI0B B KAUeCTBE IIPUITACOB B COOTBETCTBUM C
nmpasom EADC 1 3akoHOZaTe bCTBOM Poccuiickoit @efgepaiinm 0 TAMOKEHHOM Jefie;

pOSHM‘:[HOffI IIpoaga’km aJIKOTOJIbHOM MNpoayKINUMH, CBSI3aHHOJ C OKa3aHueM YyCIyr O6HJ,€CTB€HHOI'O IMUTaHNUI.

Ha 60pTaX BO3OYIIHBIX CYJOB OOITYyCKA€TCA PO3HUYHAMA IIpOoJaka QJIKOTOJILHOM NpoAYyKUIMUN IO MeCTY
OCYyIIeCTBJIECHUS pO3HI/I‘-IHOI71 MMpoaa’km aJIKOTOJIbHO MpoAOyKIUM ITPpU OKa3aHUN YCIIYT O6H.[€CTB€HHOI‘O
IIUTaHNUA.

OpraHusaium, ocyliecTBIsI0IIMe TepeBO3KM MacCaskMPOB HAa BO3AYIIHBIX Cy/laX, BIIpaBe OCYLIeCTBISATh
PO3HUUHYIO MPOAAXKY GU3MUECKUM JIUIAM aJIKOTOJIbHOV MPOAYKIIMY OT MUMEHU U T10 TIOPYUYEeHUIO
opraHmu3aLuu, MMewIlen JUeH3MI0 Ha PO3SHUYHYIO ITPOAAKy aJIKOTOJIbHOV MPOAYKIIMY, B CIydae, ecjiu
yKa3aHHas MPOAYKLMS pa3MelleHa Ha 60pTax BO3AYIIHBIX Cy/I0B B KaueCTBe IPUITACOB B COOTBETCTBUMU C
mpaBom EADC u 3akoHOmaTenbcTBOM Poccuiickoit @egepaiinm 0 TaMOKeHHOM I ejie.

OpraHu3anun, OCyIIecTBISIONIE TIePeBO3KM TAaCCakMPOB HA BO3AYIIHBIX Cy[aX, BIIPaBe OCYIeCTBISITh
PO3HMUHYIO ITPOAAXKY aJTKOTOJIbHO MPOAYKLIUY IIPU OKA3aHUM YCIIYT 0011[eCTBEHHOTO MUTaHUS JIJIs
noTpebeHMst Ha 60PTY BO3AYIIHBIX CYA0B (PU3MUECKMMU JIUIIAMMU AJTKOTOIbHOM MPOAYKIIMM OT UMEHU U TI0
MMOPYYEHUIO OpraHu3aIUy, UMEIOIIel IMIEH3MI0 Ha PO3HUYHYIO MTPOIaKy aJIKOTOJIbHOI MTPOLYKIVY TIPU
OKa3aHMM yCIYyT OOIIeCTBEHHOTO MUTaHMS, TTOJTyY€HHOI 110 IOTOBOPY, 3aK/IIOUEHHOMY MEXKIY STUMU
OpraHm3anusiMu.

6. 3ampeT Ha PO3HMYHYIO MTPOJAsKy aIKOTOIbHO MPOIYKIIMM TIPU OKa3aHMUM YCIYT 0OIeCTBEHHOTO
MATaHUs B MeCTax, yKa3aHHbIX:



1) B 86381_[6 MATOM IIOOITYHKTA 1 ITYHKTa 2 HaCTOHIHEﬁ CTaTbU, - HE PACIIPOCTPAHAETCA Ha PO3SHUYHYIO
MMpoagaxxy QJIKOT'0JIbHOM IIPOAYKI NN, OCYHIECTB/IAEMYIO OpraHM3alMiaAMN, M1 PO3SHUYHYIO IIPpOOA’Ky IIMBaA,
MMBHBIX HAIIUTKOB, CUAPa, ITyape, MeaoBYyxXI, OCYIIEeCTBIAEMYIO MHAVBUAYa/IbHbBIMU
npennpHMMarTeIs M, IPpU OKa3aHUNU 3TUMU OPraHmn3alsiaMm U MHONBUAYAJIbHbBIMMU ITPpeAIIpYMHMMaTe/IAMNU
yaIyr O6HJ,€CTB€HHOI‘O MNMTaHMA B KOHLIEPTHLIX M TeaTPpaJIbHbIX 3aJIaX, ITapKaxX;

2) B IIOAITYHKTAaX 3 ¥ 9 ITYHKTA 2 HACTOSIIEl CTaTby, - He paCIIpOCTPaHSIeTCS Ha PO3HUYHYIO TPOAAKY
aJIKOTOJIbHOM MPOIYKLMY C COlep>KaHMeM 3TUI0BOTO CIMpTa He 6osiee 16,5 mpolieHTa rOTOBO MTPOAYKIINH,
OCYILIECTB/ISIEMYI0 OPTaHU3ALMUSIMU, M PO3HUYHYIO ITPOJAXKy I1BA, MMBHBIX HATIMTKOB, CUIPA, ITyape,
MeIOBYXMU, OCYILLeCTBJISIEMYIO MHAUBUAYAJIbHBIMU TIPEAIIPUHMUMATESIMHA, TIPU OKA3aHUU ITUMU
OpraHM3aUMUSIMU Y UHAMBUIYATbHBIMU MPEAIPUHMMATENSIMU YCIIYT O0IIIeCTBEHHOTO MUTAHMS;

3) B MOAIIYHKTE 4 IyHKTA 2 HACTOSIIIel CTaTby, - He paCIPOCTPAHIETCS HAa PO3HUYHYIO TIPOAAXKY
QJIKOTOJIbHOM MPOAYKIMM, OCYIIECTB/ISIEMYIO OPTaHMU3ALMSIMU, M PO3HUYHYIO TTPOAAXKY MMBA, MMBHBIX
HAIlIMTKOB, CUIPA, Ilyape, MeAOBYX!, OCYILLECTB/ISIEMYI0 MHAUBUAYATbHBIMMU [IPEATIPUHUMATENSIMU, IIPU
OKa3aHMM STUMM OpraHU3aIMUSIMU Y UHIUBUIYATbHBIMY MPEATIPUHMMATEIIMU YCIYT 00IeCTBEHHOTO
MMATAHMS HA )KeJIE3HOIOPOKHOM, BOAHOM M BO3IYIITHOM TPAHCIIOPTE OOIIEro MmoJib30BaHus
MEKIYTOPOTHOTO ¥ MEXIYHAPOIHOTO COOOIIEHN S, a TAKKe Ha JKeJIe3HOJOPOSKHOM, BOJTHOM M BO3IYIITHOM
TPaHCIIOpPTe, He OTHOCSIIEMCS K TPaHCIIOPTY 061Iero Mmojb30BaHus;

4) B MOAMYHKTE 6 ITYHKTA 2 HACTOSIINEN CTAaTh, - HE PACIIPOCTPAHSIETCS Ha PO3HUYHYIO MIPOIAKY
aJIKOTOJIbHOM MPOSYKLMM, OCYLIECTB/ISIEMYIO OpraHMU3auusIMU, ¥ PO3SHUYHYIO IPOLAXKY MMBA, IMBHBIX
HAIUMTKOB, CUIPA, ITyape, MeAOBYX!, OCYILLECTB/SIEMYI0 MHAUBUAYATbHBIMM [IPEeATIPUHUMATENSIMU, IPU
OKa3aHMM STUMM OPraHU3AIMUSIMIU Y UHIUBUIYATbHBIMY IPeATIPUHMMATEISIMU YCIYT 00IeCTBEHHOTO
MMUTAHUS;

5) B ab3arie msiToM noAmnmyHkTa 10 MyHKTa 2 HACTOSIIEN CTaThy, - He PACIIPOCTPAHSIETCS] HA PO3HUYHYIO
MPOJAXy aJIKOTOJILHOM ITPOAYKIIMY, OCYLIECTB/ISIEMYI0 OpTaHU3aL UMM, M PO3HUUYHYIO IPOLAKY 1B,
MIMBHBIX HAIIUTKOB, CUA,PA, Ilyape, MelOBYX!, OCYLIeCTB/ISIeMYI0 MHAVBUYaIbHbIMU
IIpeANIpUHUMATEISIMMY, IIPY OKa3aHUM STUMM OPraHU3alMsIMU U UHAMBYUAYAIbHBIMY IIPeAIIpUHUMATEeISIMU
yCJIyT 00I1eCTBEHHOTO MUTaHUSs, 32 UCK/IIOUeHEeM BpeMeH! ITPoBeieHNsI IeTCKO-OHOIIeCKUX CIIOPTUBHBIX
MepOIIPUATHIA.

7. He pomyckaeTcs rnotpebseHne (pacruTiie) aIKOroJAbHOM MPOAYKINMY B MeCTaX, YKa3aHHBIX B MOAITYHKTaX
1 - 9 myHKTAa 2 HACTOSIIEN CTaTby, B APYIMX OOIeCTBEHHBIX MECTaX, B TOM YMC/ie BO IBOPAx, B ITOIbe3IaX,
Ha JIeCTHUIIAX, TIECTHUYHBIX IUIONMIAIKaX, B IM(TaxX SKMIBIX IOMOB, Ha e TCKMX TJIOIIAAKAX, B 30HAX
peKpealvOHHOr0 Ha3HadYeHus (B TpaHUIIaX TEPPUTOPUIA, 3aHSIThIX TOPOIACKMMMU JeCaMi, CKBepaMu,
rnmapkaMu, TOPOACKUMU calaMu, TIPyaaMu, 03epamMu, BOAOXPAHWINIAMY, TJISKaMU, B TPaHULIAX UHBIX
TepPUTOPUIL, UCITOIb3yeMbIX U ITpeAHa3HAUeHHBIX JJ1s1 OTAbIXA, TYpU3Ma, 3aHSITUI G1U3MUeCKOii KyabTypoii
Y CIIOPTOM), 3@ MCKJ/IIOUEeHMEeM IOTpeOieHs (PaCIIUTySI) aJIKOTOJIbHOI MTPOAYKLINMA, IIPUOOPETEeHHOI B
OpraHM3aLMSIX, Y KPECThSIHCKUX (pepMepCcKUX) X03SICTB U MHAUBUAYAJIbHBIX ITPeOIIPYUHMATE e,
MIPU3HAaBAEMbIX CEIbCKOX03SICTBEHHBIMM TOBAPOIIPOU3BOAUTEISIMY, ITOTPebIeHMUS (pacIUTHS) IT1BA,
MMMBHBIX HAIIUTKOB, CUAPA, ITyape, MeIOBYX!, IPMOOPETEHHBIX Y MHAUBUAYATbHbIX ITpeAIpUHMMATEIEN,
TIpY OKa3aHUM STUMM OPTraHU3aIUSIMU, KPECThSTHCKUMM ((hepMepCKUMM) X03SIiICTBaMM U
MHAVBUIYAIbHBIMY IIPEATIPUHUMATEISIMM YCJIYT OOIIECTBEHHOTO MMUTAHMS B MECTaX OKa3aHMST TaKUX
YCIIYT, a TaKKe HeCOBepLIEeHHOIEe THUMMU.

[ToTpebsieHne (pacnmTye) aIKOTOIbLHON MTPOAYKIIVIN, IIPUOOPETEHHO B 00bEKTE 00IIeCTBEHHOTO ITUTAHMS,
IOITyCKaeTCs TOJbKO B JAaHHOM OO'bEKTe.

8. 'paHu1Ibl IpUIEramiuxX TePPUTOPUIL, YKa3aHHbIX B MOAITYHKTE 10 ITyHKTa 2 HACTOS el CTaTbU,
OTIpelesISIIOTCS C YIeTOM pe3y/IbTaTOB 00IeCTBEHHbIX 00CYXKIeHMi OpraHaMy MeCTHOTO CaMOYTIpaBIeHus
MYHULUIIQIbHBIX PAllOHOB U TOPOLCKUX OKPYT'OB, OPraHaMy MeCTHOI'O CaMOYIIpaBJIeH!sI BHYTPUTOPOICKUX
MYHUIIUTIATBHBIX 06pa3oBaHuit TopofoB denepanbHOro 3HaueHust MockBbl, CaHKT-IleTepOypra u
CeBacTOI0/11 B COOTBETCTBUM C IIpaBUIaMU, yCTaHOBJIeHHbIMMU [IpaBuTenscTBOM Poccuiickoit @enepannn.



OpraHbl rOCyIapCTBEHHOI BIacTi cyobekTa Poccuiickoit ®emepatiiy, yIioJHOMOYEHHbIE Ha
OCYIIECTB/IEHMEe rOCYyIapCTBEHHOTO KOHTPOJIS (HaA30pa) B 00J1aCTy IIPOU3BOACTBA ¥ 060pOTa STUIOBOTO
CIMPTA, AIKOTOJIbHOI M CIIMPTOCOAepsKalieit MPOaYKIMA, 3a MCKIIOUEeHEeM C/TyuaeB, eCiin
COOTBETCTBYIOIIME IIOJTHOMOYMS ITepefaHbl OpraHaM MeCTHOIO CaMOYITPaB/IeHNSI B COOTBETCTBUM C
IIYHKTOM 2 cTaThy 7 HacTosmero deaepajsbHOro 3aKOHa, MHGOPMUPYIOT OpraHbl MECTHOTO
CaMOYIIpaBJIEHNSI O PACIIOIOKEHHBIX Ha TEPPUTOPUM COOTBETCTBYIOIIEI0 MyHUIIUIIATBHOTO 06pa30BaHMs
OpraHm3anmsx, OCyleCTB/ISIOUMX POSHMUHYIO ITPOJAKY aJIKOTOJIbHOM MPOAYKIMM, 06 MHIMBUIAYATbHbIX
MpeAIPUHUMATEISX, OCYIIEeCTBIISIONMX PO3SHMUHYIO IIPOJasKy ITMBa, MMBHBIX HAIIUTKOB, CHUIpPA, IIyape,
MeJOBYX!, a TaKKe 06 OpraHM3aLysIX, OCYIIECTBISIONMX POSHUUHYIO TPOIasKy aJKOTOJbHOM MPOAYKIINANA,
MHIVBUIOYAIbHBIX TIPEAIIPMHMMATEISX, OCYIIECTBISIONMX PO3SHUYHYIO IIPOIAKy MM1BA, MMBHBIX HAIIMTKOB,
cuapa, rmyape, MeIOByX|, ¥ O PU3HABaeMbIX CeJIbCKOX0351/iICTBEHHbIMM TOBAPOIIPOU3BOIUTEISIMMA
OpraHm3anmsax, KpecTbIHCKMX ((hepMepCKMX) X03iCTBaxX 1 00 MHAMBUAYATIbHBIX IPeANPUHMMATESX,
OCYIIeCTB/ISIONIMX PO3SHUYHYIO MTPOJAXy BMHA (MTPUCTOTO BUHA), IPY OKA3aHUM STUMM OPTaHMU3aLUSIMM,
KPeCTbIHCKUMU ((pepMepcKuMI) X03SIICTBAMM ¥ MHAUBUIYAIbHBIMU MTPEANPUHUMATEIIMM YCITYT
06IIIeCTBeHHOr0 IIMTaHUS.

Oprasbl roCyapCTBEHHO BJACTU ¥ OPTaHbl MECTHOTO CaMOYITIpaBaeHMsI OGHOBPEMEHHO C OpUIMaTbHBIM
OMy6IMKOBaHMEM MYHMUITUITAIILHOTO ITPABOBOT0 aKTa 00 OIpeie/IeHUY IPAHMULL TPUJIETA0NUX TEPPUTOPUI,
yKa3aHHbIX B MOAMyHKTe 10 myHKTa 2 HacToslIlel cTaTbu, UHOOPMUPYIOT O HEM PacIioosKeHHbIe Ha UX
TePPUTOPUSIX OpraHu3alyy, OCYILECTBIISIOU/e PO3SHUUHYIO ITPOAAXKy aJIKOT'0JIbHOM IIPOLYKIUM,
VHAVBUYaIbHbBIX IIpeIIpUHMMAaTe e, OCYILEeCTBISIOI X PO3HUYHYIO IIPOAAXKy ITMBA, IMBHBIX HAIIUTKOB,
cuapa, myape, MeIOBYXM, a TaKXKe OpraHu3aluy, OCyLeCTB/ISA0IIe PO3HMYHYIO IIPOAAKy a/IKOTOJIbHOM
MPOSYKLVN, UHAUBUAYAIbHBIX IIpeAIIpUHMMAaTe e, OCYLEeCTBISIOIMX PO3HUUHYIO IIPOLAXKy IIUBa,
MIMBHBIX HAIIUTKOB, CUL,PA, ITyape, MeJOBYX!, ¥ IIpM3HaBaeMble CeIbCKOX03511ICTBeHHbBIMU
TOBapOIPOMU3BOIUTEIISIMU OPraHMU3aLMU, KpecTbsiHCKMe (pepmepcKime) X03CTBa M MUHAMBULYaTbHBIX
rpenrpuHuMaTesneii, OCyleCTB/ISIOMMX PO3HUYHYIO IPOLAKY BMHA (MTPUCTOTO BUHA), [IPU OKa3aHUN
TMMU OPraHU3alUUSIMU, KPeCTbSIHCKUMMU (hepMepCKUMM) X03SICTBaMU U UHAUBULYATIbHBIMU
MpeNpUHUMATEISIMY YCIYT 0OIeCTBEHHOTO MUTaHUSI.

[Topsimok MHGOPMUPOBAHYS, PEAYCMOTPEHHOT0 a63aIlaMy BTOPbIM U TPEThMM HACTOSIIIEro ITyHKTAa,
YCTaHaBJMBAIOT OpPraHbl TOCYIapCTBEHHOI B/IacTu CyobeKToB Poccuiickoii ®emepariumn.

OpraHbl TOCYAapCTBEHHOI BIacT CyobeKTOB Poccuiickoit depepanyy peacTaB/IsIIOT B YIIOJTHOMOYEHHBbI i
[TpaBuTenbcTBOM Poccuiickoit @emeparnum dhemepanbHblii OpraH UCIOJTHUTETbHONM BIACTH 110 3aIIPOCy
IAHHOTO OpraHa CBeJleHMs O MpUJIeralux TEPPUTOPUSIX, YKa3aHHBIX B MOAITYHKTe 10 ryHKTa 2
HacTosIIel cTaTby, B Popme 3JIeKTPOHHBIX TOKYMEHTOB B TPeXAHEBHbIN CPOK CO JHS ITOJyUeHMS 3arpoca.

9. He nonyckaeTcsl pO3HMYHA IIPOAaXka aJIKOTr0JIbHOM MPOAYKLMN C 23 4acoB 10 8 4aCOB 10 MECTHOMY
BpeMeHM, 32 UCK/II0UeHeM PO3HMYHO MTPOoAaky aJIkOTOJbHOM MPOAYKIIVN, OCYIIeCTBIISIeMO
OpraHM3aLUUsIMU, KPeCTbSIHCKUMMU (hepMepCKUMI) X03sICTBaMU, MUHAUBUAYATbHBIMU
MpeanpuHuMaTe s My, IIPU3HaBaeMbIMM CeJIbCKOX035/iCTBEHHBIMM TOBAPOIPOU3BOAUTEISIMY, PO3HUUHOI
MPOJaKM MMBA, MMBHBIX HAITUTKOB, CUAPA, ITyape, MeJOBYX!, OCYIeCTBIIsIeMOi MHANBUAYAIbHBIMU
MpeIpUHUMATEISIMY, TIPU OKa3aHUM TAKUMM OPTaHM3aLUSIMU, KPECTbSIHCKUMMY (hepMepCcKUMM)
X03SCTBAMM ¥ MHAVMBUIYATbHBIMM MTPEeATIPUMHMMATEISIMU YCIYT 00IIeCTBEHHOTO MUTAHMS, PO3HUYHOI
MIPOAAKY aJIKOTOJIbHOJ IMPOAYKIMY B CIyUae, eC/Iv yKa3aHHas MPOAYyKIMS pa3sMelleHa Ha 60pTax BOAHBIX U
BO3/IYIIHBIX CYyJJOB B KaUeCTBe MPUIIACOB B COOTBETCTBUM ¢ TpaBoM EADC 1 3aKOHOJaTeIbCTBOM
Poccuiickoit @enepaiinm 0 TaMOXKEHHOM fefie, M PO3HUYHO MPOAAXKy ajJKOTO0JIbHOM MPOAYKINH,
OCYILeCTBJISIEMOJi B Mara3uHax 6ecIonUIMHHON TOPTOBIIN.

OpraHbl TOCYAapCTBEHHOI B/IacTy cyobeKTOB Poccuiickoit emepaiiyy BIipaBe ycTaHAB/IMBATh
IOTIOJIHUTE/IbHBIE OTPAaHUYEHMS] BpEMEHM, YCJIOBUI ¥ MECT PO3HUYHOI ITPOAAKM aJIKOTOIbHOI
MIPOIYKIINY, 38 UCKTIOUeHMEeM PO3HUYHOM MPOAAXKy aIKOTOIbHOM TPOAYKIMM TTPU OKa3aHUU YCITYT
0O6IIeCTBEHHOTO MTUTAaHMS, B TOM UMCJIe ITOJTHBIN 3aMpeT Ha PO3HUYHYIO ITPOAAXKy aIKOTOJIbHOM MPOIYKIIVINA,
3a UCK/TI0UEHMEM PO3HMYHOM IMTPOIasky aJKOTOAbHOM MPOAYKLMYM TIPU OKa3aHUM YCIIYT 0OIeCTBEHHOTO
MIUTAHUSI.



OpraHbl TOCYAApCTBEHHOI B/IacTy cy0obeKTOB Poccuiickoit ®emepaniyy ycTaHaBAMBAIOT AJIs OpraHU3alnii,
OCYIIECTBIISIIONIMX PO3HUUHYIO ITPOAAXKy aJIKOTOJIbHOM MTPOAYKIMM (32 MCKIIOUEeHeM OpraHu3aluii,
OCYIIEeCTB/ISTIOIMX PO3HUYHYIO IMPOAAKy aJIKOTOJIbHO IMPOAYKIIMY IIPY OKa3aHMM YCIYT 00IEeCTBEHHOTO
MMUTaHUS), TpebOBaHMS K MMHMMAIbHOMY pa3Mepy OIJIaueHHOr0 YCTaBHOTO KamuTana (ycTaBHOro pouma) B
pa3Mepe He 6osiee ueM 1 MWIIMOH pyoIei.

OpraHbI roCyIapCTBEHHO BIaCT CyobeKTOB Poccuiickoit @emepaiyy ImpeacTaBisioT B pegepanibHbIii
OpTraH MCIOJHUTEIbHOI BIACTU, YIIOTHOMOYEHHbBIN Ha OCYILeCTBJIeH) e TOCYJapCTBEHHOTO KOHTPOJIS
(Hag30pa) B 06/1aCTM ITPOM3BOJICTBA ¥ 0O0POTA STUIJIOBOTO CITUPTA, AJIKOTOJILHO U CIIUMPTOCOAEpKaIiei
MPOAYKIIMM, IT0 3aIPOCY JAHHOT'O OpraHa CBeJeHMs 00 YCTaHOBIEHUM JOMOJIHUTEIbHBIX OrpaHMyue HUA
BpeMEHM, YCJIOBUI, MECT PO3HMYHON NPOAakKM aJIKOTOIbHOM MPOAYKLIVM, B TOM YMCJIe O [IOJIHOM 3ampeTe
PO3HUYHOJ MTPOAAKV aJIKOTOIbHO MPOAYKIMY, B GOpMe 37IeKTPOHHBIX JOKYMEHTOB B TPEXIHEBHbBII CPOK
CO JHS TIOJTyYeHus 3arpoca.

10. Opranmsanyu, OCyLeCTBISIOUME PO3HUYHYIO [IPOAAKy aIKOTOJbHOM MPOAYKUMHA (32 UCK/IIOUYEHUEM
M1Ba, MMBHbBIX HAIIMTKOB, CUAPA, ITyape, MeLOBYX!) B TOPOACKUX HACEJIEHHbBIX ITYHKTaX, JOJ/DKHbBI UMEThb
IUIS1 TAKUX 1ieJieit B COOCTBEHHOCTH, X03SIIICTBEHHOM BeIeHUM, OTIePaTUBHOM YIIpaBJIeHUM WK B apeHfe,
CPOK KOTOPOJ1 OIIpe/iesieH TOrOBOPOM M COCTAaBJISIeT OAMH Tof 1 60Jiee, CTal[IOHAPHbIE TOPTOBbIE OOBEKTHI
" CKJIaACK1e TIoMellleHHs 0011eii TIoaabio He MeHee 50 KBaipaTHBIX METPOB I10 KaskAOMY MeCTY
HaXOKIeHMs 0600C06/IeHHOTO MoApa3iesieHs, B KOTOPOM OCYIIEeCTBIISIETCS] pO3HUYHAS Mpojaska
QJIKOTOJIbHOM MPOSYKIIUU.

Opranusauuy, oCyleCcTBIISI0IIe PO3HUYHYIO IPOAAKy aJIKOTOJIbHOM MPOAYKLUMHA (32 MCKIOYeHMeM II1Ba,
MMBHBIX HAIIUTKOB, CUZPA, ITyape, MeLOBYX!) B CeJIbCKMX HACEJIeHHbIX ITYHKTAaX, JOJIKHBI MMEeTh IJI TaKUX
1ejieit B COGCTBEHHOCTH, XO3S1ICTBEHHOM BeIeHM Y, OTIEPAaTUBHOM YITPaBJI€HUM UJIU B apeHe, CPOK
KOTOPOJ4 OTIpeiesieH JOTOBOPOM U COCTaBJISIET OAVH IO, 1 60ee, CTallMOHaApHbIe TOPTOBbIE OObEKTHI U
CKJIa/ICKVMe TTIOMellleHMsI 0011eli II0Ia b0 He MeHee 25 KBaipaTHbIX METPOB 10 KaskAOMY MeCTy
HaxoXJIeHUs: 060C00IEHHOTO Mo pa3ie/ieHNs, B KOTOPOM OCYIIeCTB/SIeTCS pO3HUYHAS MTPOoaska
aJIKOTOJIbHO NTPOSYKLIVNA.

OpraHu3sainum, oCyleCTBISIONIe PO3HUUHYIO TPOAaKy NMBA, MMBHBIX HAITUTKOB, CUAPA, ITyape,
MeIOBYXU, U MUHAMBUAYa/IbHbIE TPeAIIpUHMMATEN, OCYIeCTBISIoIIe PO3HUYHYIO MTPOJaKy M1Ba,
MMBHBIX HATIUTKOB, CUApA, ITyape, MeJOBYXH, JOKHbI MMETh [IJIsl TAKKX 1ieJieli B COOCTBEHHOCTH,
X03$1/iCTBEHHOM BeJleHU!, OTlepaTMBHOM YyTIpaBJeHU! WIN B apeH/]ie CTaljMOHapHble TOPTOBble 00'bEKThI U
CKIa[CKye TTIOMeIeHNUS.

KpectbsHckme (pepmepckie) X03511CTBA M MHAMBUAYaIbHbIE TIpeIIIPUHMMATEN, TpM3HaBaeMble
CeTbCKOXO03SICTBEHHBIMM TOBAPOIIPOM3BOAUTEISIMU U OCYIIECTB/ISIONINE PO3HUYIHYIO TTPOAAKY
MIPOU3BEe€HHBIX UMY BMHA, UTPUCTOTO BMHA (IIAMITAHCKOTO), OIKHBI MUMETh JIJIsS TAKUX 1ejieit B
COOCTBEHHOCTY MJIM B apeH/ie CTallIOHAaPHbIE TTPOU3BO/ICTBEHHbIE TIOMEIEHNS U (MJI1) TOPTOBbIe€ OOBHEKTHI.

Po3HMuYHas nMpogaska BMHA, UTPUCTOTO BUHA (IIIaMITIAHCKOTO), TPOU3BeJeHHbIX KPECTbIHCKUMM
(bepmepckmMM) X03SIMCTBAMU Y MHAMBUIYATbHBIMMU ITPEAIIPUHMMATEISIMU, TIPU3HABA€MbIMU
CebCKOX03S/ICTBEHHBIMM TOBApPOIPON3BOANTENSIMU, MOKET OCYLIECTBSITbCS B CTALIMOHAPHBIX
MPOM3BOJCTBEHHbIX [TOMEIeHMSIX IT0 MeCTy HaXOXAeHUs TPOU3BOACTBA 3TOM MPOLYKLUUM U (UJIN) B
TOPTOBbIX OObEKTAX.

Tpeb6oBaHMS 0 HATMUMUM OTIEIbHBIX CKIAACKUX TTOMEIeHI i 0 KaXKIOMY MeCTy HaXOXKIeHUsI
060Cc06/1IeHHOTO TTOApa3/ie/ieHNs], yKa3aHHbIe B a63a1jax TepBOM - TPETheM HACTOSIIIEero MyHKTa, He
PacIpOCTPaHSIOTCS HA PO3SHMYHYIO ITPO/IasKy aJIKOTOIbHON IMTPOIYKIIMM B Mara3MHax 6eCIonIMHHOM
TOPTOBJIN.

TpeboBaHMs K CTAlIMOHAPHBIM TOPTOBBIM 0OBEKTAM U CKJIaJICKMM ITOMeIeHUsIM, YKa3aHHbIe B ab3aiiax
MIepBOM - TpeTbeM HaCTOSIIero MyHKTa, yCTaHABJMBAIOTCS YIIOTHOMOYEHHBIM [IpaBUTe/IbCTBOM
Poccuiickoit @epepatnm dhemepagsbHbIM OPTaHOM MCIIOTHUTEbHOI BIACTH.



OpraHusaium, ocyliecTBSI0INIe PO3HUYHYIO TPOAAKy aJKOTOJIbHOM MPOAYKLIMM B TOPOACKUX U (M)
CeJIbCKUX HaCeJIeHHbIX MyHKTax (32 UCK/IUYEeHeM aJKOT0/JIbHONM MPOAYKLVA C COepXKaHMeM 3TUIOBOTO
criupTa He 6ostee 16,5 mporeHTa 06beMa rOTOBOM IMTPOAYKIIVN), TIPU OKa3aHUM YCIYT 00IEeCTBEHHOTO
MMUTAHUS TOJDKHBI MMETD JJISI TAKMX I1ejielt B COOCTBEHHOCTH, X03S/ICTBEHHOM BeIeHIM, OTlepaTMBHOM
yIpaB/ieHUM UK B apeHjie, CPOK KOTOPOJi oTipeziesieH JOTOBOPOM U COCTaB/IsIeT OAMH rofi 1 6oJee,
CTalMOHApPHbIE 0O'bEKTHI OOIIECTBEHHOT'O MUTAHMS 10 KasKIOMY MECTY OCYIIeCTBIeHUST YKa3aHHOM
IesITeIbHOCTU.

OpraHusanuu, OCyleCTBIISI0IIEe B TOPOACKMX U (MJIN) CeIbCKUX HaCeIeHHbIX ITYHKTaX PO3HUUYHYIO
MIPOJIasKy aJIKOTOJIbHOM MPOIYKIIMY C COEPsKaHMEM STUIIOBOTO CIMpPTa He 6osee 16,5 mpolieHTa 06beMa
rOTOBOJ MPOAYKLMY IIPU OKa3aHMUM YCIYT 00IeCTBEHHOTO MUTaHUS, M UHAUBUIYaTbHbIe
MpeNPpUHUMATENN, OCYLECTBISIONIMe PO3HUYHYIO IPOLAXy NTMBA, MMBHBIX HAITUTKOB, CUIpA, ITyape,
MeJIOBYXU IPU OKa3aHUM YCIIYT 001[eCTBEHHOTO MUTAHMSI, TOJKHBI MMETD JIJIs TAaKUX 1iefeit B
COOCTBEHHOCTH, XO3SIICTBEHHOM BeJleHI Y, OTIepaTUBHOM YIIPaBA€HUY UJIK B apeHJie 00beKT
006I11eCTBEHHOTO MUTaHMsI, KOTOPbIVi IVIAaHUPYETCS UCII0NIb30BaTh JJIsI OKa3aHMS YCJIYT 0011eCTBEHHOTO
MATaHUS, IO K&XXJA0MY MECTY OCYyLeCTBJIEHMS YKa3aHHOV e TelIbHOCTH.

Po3HuuHas npoaaska aJKOroJIbHOM MPOAYKIIMY U PO3HMYHAS ITPOAaKa aJIKOTOJbHOM NPOAYKIUY ITPU
OKa3aHMM YCJIYT 0OIIeCTBEHHOTO MUTAHMS OCYIIECTBIISIOTCS C IPMMeHEeHeM KOHTPOJIbHO-KaCcCOBOI
TEXHUKU B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickoii denepaliny o IpMMeHeHUM KOHTPOIbHO-
KaCCOBO TEXHUKMU.

11. Ecnu MecTo HaXOXIeHMsI CTallMOHApPHOTO TOPTOBOT0 0OBEKTa OpraHu3alui, OCYIIeCTBIISION e
PO3SHUYHYIO IMPOIasKy aJIKOTOJIbHO MPOIYKLMM, UM MECTO HaXOXKIeHMSI 00beKTa 00IIeCTBEHHOTO
MMUTaHUS OpraHM3alMM, OCYIIECTBIISIIONLEN PO3HUYHYIO ITPOAAsKy aJKOTObHOM MPOAYKIMM ITPY OKa3aHUU
yCJIYT 00IeCTBEHHOTO MUTAHMS, B TIEPUO, IeMCTBUS JIMIIEH3UM TIePecTaeT COOTBETCTBOBATH OCOOBIM
TpeOOBaHMSIM K PO3SHMYHOI ITpoJake aJIkOTOJIbHOM MPOAYKIMM, YKa3aHHBIM B MOAMyHKTe 10 myHKTa 2
HACTOSIIelt CTaThby, TaKMe OpraHM3aluy BIIpaBe MpoJ0/KaTh OCYIIEeCTBJISITh AesTeJIbHOCTb 10 PO3HUYHOM
IpoJaxe ajJKOroJIbHOM IMTPOAYKLIUY UM PO3SHUYHOM IIpoaxke aaikKOroJbHOM MPOSYKUIMM IIPU OKa3aHUN
YCJIYT 0OIECTBEHHOTO MUTAHMS B JAHHBIX CTAI[MOHAPHOM TOPrOBOM O0BEKTE MM 00bEKTE OOIIeCTBEHHOTO
MMAUTAHMSI M BOSHUKIIIME OTPaHMYEHMSI K HUM He MPUMEeHSIOTcs. B 9ToM cityuae gasibHelilee rpopjeHue
CpoKa IeiCTBUS JULIEH3 UM ITPOU3BOAUTCS JULIEH3UPYIOIIMM OpraHoM 0e3 yueTa BO3SHUKIINMX B TeUeHMe
CpoKa JeiiCTBUS JIUIIeH3UM OTpaHMUeHII B TTIOpSIIKe, YCTaHOBIEHHOM HacTosiuM ®eepasbHbIM 3aKOHOM
ILJIST BBIIAYM, TIPOIJIEHUS U TTepeodOopMIeHMS TUIIEeH3MM HAa PO3HUYHYIO ITPOAAXKy aJKOTOJIbHOM MPOAYKIINA
VU IUTIEH3UYM Ha PO3HUUHYIO ITPOIAsKy aJKOTObHOM MPOAYKLIMM ITPU OKa3aHUM YCIIYT O6IeCTBEHHOTO
MUTaHMs, HO He 60Jjiee ueM Ha ISITh JeT.";

14) B cTaTbe 18:
a) B ITyHKTe 1:
ab63ail BTOPOJt U3JIOKUTH B CJIeIYIONIEl peqaKiun:

"IMPOU3BOACTBA 1 060poTa hapMaleBTUUYECKOI CYyOCTaHLIMM CITMPTa STUIOBOTO (3TaHOJIA),
CIIMPTOCOAEPXKAIIMX JIEKAPCTBEHHBIX IIPenapaToB U (MJIK) CIIMPTOCOAepXKAIIMX MeAULIMHCKUX U3/, a
TaKKe MMBA U MUMBHBIX HAIIUTKOB, CUPA, ITyape, MeJIOBYXHu;";

OOIIOJIHUTDb 363{:1U,EM CJIeOyrmero Coaep>XXaHns:

"PO3HUYHO MPOIAKM aTKOTObHOM MPOAYKIMM (PU3MUeCKUM JTUIaM OT MMEHM U T10 TIOPYIEHUIO
OpraHu3aluu, UMeIen JULEeH3MI0 Ha PO3SHUYHYIO ITPOAAKy aJIKOTOJIbHOM MPOAYKIIMY, B CIydae, ecjiu
yKa3aHHas MPOAYKIMS pasMeleHa Ha 60pTax BO3AYIIHBIX CYJI0B B KAUeCTBe IPUITACOB B COOTBETCTBUM C
nmpaBom EADC 1 3akoHOmaTenbCTBOM Poccuiickoit @egepaiiny 0 TaAMOKEHHOM Jejie, U PO3SHUYHOM
MIPOJAsKM aJIKOTOJIbHOM IMTPOAYKIMY (GU3MUECKUM JIUIIAM JIJIS TOTpebaeHus (pacnuTus) Ha 60pTy
BO3IYIIHOTO CyAHA IPU OKa3aHUM YCJIYT OOIIECTBEHHOTO MUTAHNUS OT UMEHM U T10 TIOPYyYEe HUIO
opraHmu3aluu, MMerIen JIUIeH31I0 Ha PO3SHUYHYIO ITPOAAKy aJIKOTOJIbHOV MPOAYKIMY ITPU OKa3aHUU



YCJIYT 0OIeCTBEHHOTO MUTaHMS.";
0) B yHKTe 4:
a63ar ceIbMOV U3JIOKUTD B CJIeIyIOIIel pegakiun:

"JIneH3us1 Ha MPOU3BOCTBO, XPaHEeHMe, [IOCTaBKY ¥ PO3HUYHYIO IPOAAXKy BUHOE/IbUeCKO MPOAYKIINN,
MPOU3BEIeHHON CeIbCKOX03siICTBEHHBIMM TOBAPOIIPOU3BOAUTEISIMY, IIPeIyCMaTPUBAET MPABO KaK HA
PO3HUYHYIO MPOAAXKY YKa3aHHOM MPOAYKLMM, TaK M HA PO3HMYHYIO NTPOJAKy YKa3aHHOM MPOLYKIUY IPU
OKa3aHMUU yCIyT OOIeCTBeHHOTO MUTaHus.";

a63a11 BOCbMOJ1 TT0CJIe CJIOB "BaroHa-oydera" mOMOJIHUTH CJIoBaMu ", BaroHa-6apa”;
15) B cratbe 19:
a) MOAIYHKT 14 myHKTa 1 U3JI0KUTH B CIeOYIONIeN pegaKIun:

"14) Konus OKYMEHTa, IOATBEPXKAAI0IIero 3HaueHnsI KOOPAMHAT XapakKTePHBIX TOUEK IPaHMLL 3€MeJIbHOTO
y4yacTKa MeCTa OCYIIeCTBIEHNS AeSITeIbHOCTU 3asiBUTENS, TIPeAyCMOTPEeHHOr0 DeepaibHbIM 3aKOHOM OT
13 mtonsg 2015 roga N 218-@3 "O rocymapCcTBeHHOM perucTpauyum HeaBUXUMOCTH . B ciyuae, eciin
YKa3aHHBIV TOKYMEHT He IpeJICTaB/IeH 3asBUTeIeM, TaKOi JOKYMEHT (CBeIeHMs, COIepsKallyecs: B HeM)
MpenCTaBIIsIeTCs 110 MeXBeLOMCTBEHHOMY 3alpoCy JULeH3UPYIOLIero opraHa yrioJJHOMOY€eHHbIM
IIpaBuTenbcTBOM Poccuiickoiit ®emgepanyy demepajbHbIM OpraHOM MUCIIOJHUTEILHON BIACTH;";

0) MOAITYHKT 1 MMyHKTa 3.2 M3JIOKUTD B CAEOYIOIIE peTaKIim:

"1) BOKyMeHTBbI, IpelyCMOTPeHHbIe MOAIIYHKTaMM 1 - 4 myHKTa 1 HacTos1ei CTaTby (B 3aABJIEHUA O
Bbljaue JIMLIEH3UMN, [IpeyCMaTPUBAIOLL el [IpaBO PO3HUYHOM NPOAAKM aJIKOTOJIbHO ITPOLYKIUM,
pa3meleHHO} Ha 60pTax BOAHBIX CyOB B KaueCTBe MIPUIIACOB B COOTBeTCTBUM € rTpaBoM EAIC n
3aKOHOmaTenbCTBOM Poccuiickoit @emepaniiy 0 TaMOKeHHOM Jiejie, BMeCTO MeCTa HaXOXKAeHS
060C06/1eHHOTO TTOAPa3/e/iIeHN s YKa3bIBAIOTCS PETUCTPALIMIOHHBIE TAHHbIE BOJHOTO CyHA, TPUCBOEHHbIE
€My B YCTAaHOBJIEHHOM ITOPSIKe);";

B) B IIYHKTe 3.2-2:

MOAMYHKT 1 1ocsie ¢JioB "BaroHa-oydera" gOMOTHUTD CJIOBaMM ', BaroHa-6apa";
MOATYHKT 4 MocJjie cJIOB "BaroHa-6ydeTta" IOMOTHUTD cI0BaMu ", BaroHa-6apa”;
T) B IIyHKTe 9:

TOAITYHKT 4 U3JIOXKUTD B CJIeIYIOIIel pegakiiun:

"4) HECOOTBETCTBYE MPOMU3BOJACTBEHHBIX U CKIAACKMUX ITOMEIeHU 3asiBUTES, OCYIEeCTBJISIIOILErO
MPOM3BOJICTBO U (MJIX) 0O0OPOT STUIOBOTO CIMPTA, aJIKOTOJIbHOM M CIIMPTOCOAepsKalieii MpoayKIuy (3a
VUCK/TIOUEHMEM JIUITEH3UI Ha PO3SHUYHYIO ITPOAAXKy aJIKOTOJbHOM NPOAYKIUM Y PO3HUUHYIO IPOIAKy
AJIKOTOJIbHOM MPOIYKLUMY TIPU OKa3aHMUM YCIIYT 00IeCTBEHHOTO TUTaHMs), Tpe6OBaHMSIM MTOXKapHO
6e301MacHOCTH, SKOJIOTUUECKMM TPeOOBaHUSIM, KOTOPOE MOATBEPXKIEHO 3aKII0YeHEM COOTBETCTBYIOIIETO
yrosHoMoueHHOTo [IpaBuTenbcTBoM Poccuiickoit @epepaiiny dhenepaqibHOro opraHa UCIIOTHUTEIbHOM
BJACTH;";

OOIIOJIHUTD IMMOAITYHKTOM 7 CJIeOyImero Coaep>KaHn:

"7T) HaIMuMe y 3asiBUTENIS Ha JaTy NOCTYIJIEHNS B JIMLIEH3UPYIOLLMIT OpPTraH 3asiBJI€HUS O BblJaye JULEeH3UU
He yIJIaueHHOT0 B YCTAHOBJIEHHBI CPOK aAMMHUCTPATUBHOTO iTpada, Ha3HAYeHHOTO 3a
MpaBoHapylIeHus, mpeaycMoTpeHHble Konekcom Poccuiickoir @emepatinm 06 afMUHUCTPATUBHBIX
MpaBOHAPYILIEHNSIX U COBepliIeHHbIe B 06/1aCT ITPOU3BOJICTBA ¥ 0O00POTA ITUIOBOTO CIIMPTA, AJIKOTOIbHOI
U CIIMPTOCOAEPsKalleil MPOAYKIUN.";



I) ab3aii repBbIit TyHKTa 10 JOTIOJHUTD TMpeIoKeHMeM CJIeIYIOIIEro coaepskanusi: "B ciydyae
MPUOOPETEHNST OCHOBHOTO TEXHOJIOTMYECKOTO 000pYIOBaHMS, ITOJIEKAIEro rocy1apCTBeHHOM
perucTpanum, B 1eJIsIX ero UCI0JIb30BaHMSI IJIsI TPOU3BOICTBA STUJIOBOTO CIIMPTA YKa3aHHAast MHGOpMaIus
MIpeJICTABJISIETCS TI0C/Ie OCYILEeCTBIeHNS TOCYIapCTBEHHOM perucTpaly Takoro o60pynoBaHms.";

) B ITyHKTe 12 ¢j10Ba "BbIIAuUM HOBOW JIMIEH3MM" 3aMEHUTh CJIOBAMM "BbIJAuUM HOBOTI'O OJIAHKA JIUIIEH3UN "

K) B ab3alle BTOpOM MyHKTa 17 cJioBa "Mo yIyiaTe HAJOroB U COOPOB" 3aMeHUThb CJIOBAMU 'TIO yILJIaTe
HaJIOTOB, COOPOB, CTPAXOBBIX B3HOCOB, MeHel 1 mTpadoB 3a HapylIeHue 3aKOHOIaTeIbcTBa Poccuiickoi
denepanyuu o Hajorax u cbopax”;

3) ab63all epBblii MyHKTa 19 JOMOMHUTh HOBBIM BTOPBIM ITPEIJIOKEHNEM CJIeIYIONEro cogepkanus: "B
JMLeH3UM Ha PO3HUYHYIO IIPOLAXKy alKOTr0JIbHOM MPOAYKLUMM WIN JTULEH3UM Ha PO3HUYHYIO [IPOIAXKY
aJIKOTOJIbHOM MPOAYKLUMY TIPU OKA3aHUM YCIIYT 001[eCTBEHHOTO MUTAHMS TaKKe YKa3bIBAIOTCSI 3HAUEH NS
KOODPJMHAT CTallMOHAPHOTO TOPTOBOTO 00'beKTa MJIY CTAllMOHAPHOTO 00beKTa 00IeCTBEHHOTO MUTaHUS.";

16) B cTraTbe 20:

a) B myHKTe 1:

ab3all OAVMHHAALATHIN TPU3HATD YTPATUBIIUM CUITY;
ab3all JBeHaIaThIi U3JIOKUTD B CJIeAYIONIEl peJaKkIui:

"HeyIulaTa JMLEeH3MaTOM B YCTaHOBJIEHHBI CPOK afMMUHUCTPATUBHOTO MITpada, Ha3HAYeHHOTO 3a
npaBoHapylieHKe, npegycMorpeHHoe Konekcom Poccuiickoit @enepaiiym 06 aiMMHUCTPATUBHbBIX
MIpaBOHAPYIIEHNSIX, COBEpIIIeHHOe B 00JIaCTM MTPOU3BOICTBA 1 060POTa 3TUIOBOTO CIIUPTA, AJIKOTOJIbHOM U
CIIMPTOCOAepyKallei MponyKIun;";

ab3all mecTHAAIAThIN MTOCIe CJIOB "B CBSI3M C" IOMIOJHUTD CJIOBAMM "HeIpeICTaBJIeHeM B YCTAHOBJIEHHBI
CPOK 3asiBJIeHMsI 00 yCTpaHeHUM 0OCTOSITEIbCTB, ITOBJIEKININX 32 COO0 MPMOCTAaHOB/IEHME NeiCTBUS
JINLIEH3UM, 3a UCKITIOUEHMEeM CJTydas IIPUOCTAHOBJIEHUS AeiCTBUS TUIIEH3UM B CBSI3Y C;

OOIIOJIHUTD 8.63&L[€M cJieayrumero Coaep>XaHms:

"B ciy4yae HermpeAcTaBIeHUS IULIEH3MATOM B YCTAaHOBJIEHHBIN CPOK 3asIBJI€HMS 00 YCTpaHEeHUM
00OCTOSITEIBCTB, ITOBJIEKIINX 32 COO0 MPMOCTAHOBIEHME NECTBUS IUIIEH3UN, INIIEH3UPYIOLIMII OpraH
MIPUHMMAET pellleH)e O IPUOCTAHOBIEHUY IeiCTBYS IMLIEH3UM JIMLIeH3MaTa 10 IIPUHSITHUSI PeIIeHNs O
HarpaBJIeHU! B Cy[, 3asiBieHNMsI 06 aHHY/IMPOBaHUY JINIIEH3UN.";

0) B IyHKTeE 3:
ab3a1lbl BTOPOI1 - BOCBMOII yTpaTuiau cuiy. - @efepanbHblii 3aK0H OT 28.12.2017 N 433-D3;

ab3albl IBAALIATh BOCBMOJ U ABAALIATh AE€BSThIN CUUTATh COOTBETCTBEHHO a03aliaMy TPUAIATD ITEPBbIM U
TPUOLATH BTOPBIM;

B) B IIYHKTeE 5:

B ab3alle 1epBOM CJIOBa ", 3a UCK/IIOUEHMEM JIMIIeH3UYM HAa PO3HUYHYIO MPOJIasKy aJKOTOJbHOM MPOIyKINUN,"
VICKITIOUUTD;

ab3all TpeTuit Imocsie cJIOB "TIpaBo Ha 3aBepleHye IMOJTHOTO IIMK/IA" JOMOJHUTb CJIOBOM "TIPOM3BOACTBA";

B ab3alle YeTBEPTOM CJIOBA "TOJIHBIN LYK AVCTUIISITOB" 3aME@HUTb CJIOBAMM "TIOJIHBIN LIVIKJI ITPOM3BO/ICTBA
OVICTUIIJISITOB"

ab3all ISThIN MOC/Ie CJIOB "3aBeplleHe MOJTHOIO IMK/IA" TOMOJHUTD CJIOBOM "HPOU3BOACTBA";

17) B cTaTbe 23:



a) HaMeHOBaHMe U3JI0OKUTb B C]IQ)IYIOII.LEIZ pegakunm:

"CraTbs 23. ['ocymapCcTBeHHBIN KOHTPOJIb (HAA30pP) B 00/IaCTH ITPOM3BOJICTBA ¥ 060POTA STUIOBOIO CIIMPTA,
aJIKOTOJIbHOM U CIMPTOCOAEPsKaleil MPOIYKIMUN " ;

6) MyHKT 1 U3JI0KUTH B CJAEAYIOIIEN peIaKIINn:

"1. TocymapcTBeHHbI KOHTPOJIb (Ha30p) B 06/IaCTY MPOMU3BOACTBA M 0O00POTA STMIIOBOTO CIIMPTA,
AJIKOTOJIBHOM ¥ CIIMPTOCOIepIKalleii MPOAYKIMY BKIIOUaeT B cedst demepanbHblii TOCYIapCTBEHHbBIN
KOHTPOJIb (HaA30p) B 0671aCTV MPOM3BOACTBA ¥ 060pOTa ITUIOBOTO CIIUMPTA, aIKOTOJIbHOM U
CIMpTOCOAepsKallei MPOLYKIMY U PETMOHANIbHBIV TOCYIAapCTBEHHbBIV KOHTPOJIb (HAZ30p) B 061aCTU
PO3HUYHOM ITPOJAKM aJIKOTOJABHO U CIUPTOCOAepyKallei MPOSyKIUN.";

B) IIOTIOJTHUTH MTYHKTOM 1.1 CJIeIyIOIIero comepskaHmsi:

"1.1. ®emepanbHblii TOCYAAPCTBEHHBIN KOHTPOJIb (HaA30P) B 00JIaCTM ITPOU3BOICTBA 1 000POTa STUIOBOTO
CIIUPTA, aJIKOTOJIBHOM ¥ CIIMPTOCOAepsKaleil MpOayKINY BKIIOUAET B Cebs:

1) TUIIeH3MOHHBIV KOHTPOJIb 3@ IMTPOM3BOJICTBOM M 060POTOM STUIOBOTO CIMPTA, aJIKOTOJbHOM U
CIIMPTOCOAEPIKAIIEeN TPOAYKIVM (32 UCKIIOUEHVEM PO3HUYHO MPOIasky aIKOTOJIbHOM MTPOIYKLIU U
PO3SHMYHOJ ITPOIAKY aJIKOTOJIbHOM MPOAYKIIMY TIPY OKa3aHMUM YCIYT 0OIeCTBEHHOTO MUTAHMS);

2) JII/ILIQH?:I/IOHHBII‘/)I KOHTPOJIb 3a IIPOU3BOACTBOM, IIOCTaBKaMI, XpaHEHNEM U p03HI/I‘-IHOI7[ HpO,Ela)KEVI
HpOMSBeﬂeHHOVI CeJIbCKOXO035i1CTBeHHbIMU TOBAPOIIPOU3BOAUTEISAMA BUHOIEbYeCKOi IIPOOYKIINI;

3) rocyiapCTBEHHbBII HAI30p 3a COOJI0eHMeM 00sI3aTeTbHbIX TPeOOBaHMI B 06/1aCT TPOU3BOACTBA,
3aKyIKU (B TOM UYMCJIe UMIIOPTA), ITOCTABOK (B TOM UMCJIe SKCIIOPTA), XpaHEeHUs U (MJIN) TIepeBO30K
STUJIOBOTO CIIMPTA, aJIKOTOJbHON U COUPTOCOAEP KAl MIPOAYKIUM, YCTAHOBJIEHHBIX MEKIYHAPOOHbIMU
noroBopamu Poccuiickoit ®enepauun, HacTosimuM @enepasbHbIM 3aKOHOM, ApyTUuMu GenepaabHbIMU
3aKOHaMM ¥ IPUHUMaeMbIMM B COOTBETCTBUM C HUMU MHBIMM HOPMATUBHBIMMU [IPAaBOBbIMM aKTaMU
Poccuiickoit @enepaiinm, TeXHUUYECKUMU perjiaMmeHTaMu;

4) rocygapCTBEHHbBI KOHTPOJIb (HaA30p) 3@ PO3HUYHO MPOAaskei aIkKoroJIbHOM MPOAYKLUMM Y PO3HUYHOM
MpoAaskeit aJIKOTOJIbHON MPOAYKIIMY IIPY OKa3aHMUM YCIYT OOIEeCTBEHHOTO IMMUTAHMS B YaCTU COOTIOIEHUS
TpeOGOBaHMI, YCTAHOBIEHHBIX cTaThsiMu 8, 10.2, 11, 12, 14 u 26 HacTosero ®egepaJbHOTO 3aKOHA, B
1LIe/ISIX BBISIBJIEHMS U TIpecevyeHMs] He3aKOHHbIX MTPOU3BO/ICTBA, 3aKYITKM (B TOM UMCJie MMIIOPTA), TOCTAaBOK
(B TOM UMCiIe 5KCIIOPTA), XpaHEeH s, IEPEBO30K U (WJIN) IlepeMeleHNsl STUIOBOT0 CIIUPTA, aJIKOTOJIbHOM U
CIIMPTOCOAEp KAILEl MTPOAYKINN;

5) rocymapcTBeHHbBII HaA30p 3a UCIOJIb30BaHKEM OCHOBHOTO TEXHOJIOTMYECKOTO 000pyIOBaHMS AJIsI
MPOM3BO/ICTBA STUIOBOTO CIIMPTA, KOTOPOE MOAJIEXKUT rOCyIapCTBEHHOM perncTpanun.”;

') JOTIOJHUTh MYHKTOM 1.2 C/IeAyIONero Coaep>kaHms:

"1.2. PervoHabHbIi TOCYyIapCTBEHHBIN KOHTPOJIb (HAA30P) B 06JIACTY PO3SHUYHO IMPOAAKM aTKOTOIbHOM U
CIMpPTOCOAepsKalieit MPOLyKIMY BKIIOUAET B Cebs:

1) MMIeH3MOHHBI KOHTPOJIb 32 PO3HUYHOI IIPOLakeil alIKOTOAbHOM NPOLYKUMM ¥ PO3SHUYHO IIpoJaxKeit
aJIKOTOJIbHOV MPOAYKLUMY IIPU OKa3aHUM YCIIYT 0011[eCTBEHHOTO MUTaHMS (38 UCK/IIOUeHNEeM
JIULIeH3MIOHHOTO KOHTPOJIS 32 IIPOU3BOJLCTBOM, [IOCTaBKaMy, XpaHeHVeM ¥ PO3HUYHO ITpoaxen
IIPOM3BEIeHHO CeIbCKOX035CTBEHHbIMM TOBAPOIIPOU3BOAUTEIISIMU BUHOIEIbYECKO IIPOSYKLIVN);

2) rocyiapCTBeHHbIV KOHTPOJIb (HAJ30P) 3a COOMI0IeHeM 00sI3aTe/IbHbIX TPeOOBaHM K PO3SHUYHO¥
pojake aJIKOTOJIbHOM MPOOYKIIUU U PO3HUYHOIN IMPOJake aJIKOTOJbHONM MPOSYKIIUU IIPU OKa3aHUU YCIIYT
00IIeCTBEHHOTrO MUTAaHMsI, YCTAHOBJIEHHBIX CTaTheil 16 HacTosero ®egepaabHOro 3aK0Ha, 06sI3aTeIbHBIX
TpeboBaHMIi K PO3HMYHO IpoAaske CIIMPTOCOAepsKalei MpoayKINA, 32 UCKIIOUEeHEM rOCyAapCTBEHHOTO
KOHTPOJIS 3a COOJIIOIeHeM TpeOOBaHMi TEXHUYECKMX PErJIaMeHTOB. " ;



18) B cTaTbe 23.1:
a) HayMeHOBaHMe U3JIOXKUTD B CJIeAYIOLel pegaKkiun:

"Cratbst 23.1. T'ocymapcTBeHHbIV HAZ30p 3a COOMIOIeHeM 00sI3aTe/IbHBIX TpeboBaHMi1 B 06/1aCTU
MIPOM3BOACTBA M 060POTA STUIIOBOTO CIMPTA, aTKOTOAbHO 1 CIIMPTOCO e PsKaIleit MPOaYKIMu";

6) B myHKTe 1 cJioBa "3a COO/IOIEHMEM 00513aTeTbHBIX TPEOOBaHMII K TUIOBOMY CIIUPTY" 3aMEHUTD
CJI0BaMy "3a cobIIoeHreM 00s13aTeIbHBIX TPeOOBaHMI B 00/1aCT IPOU3BOICTBA 1 060POTA ITUIOBOTO
criupTa”, CI0BO "denepasbHOI0" UCKIIOUNTD;

B) B IIYHKTe 2 CJIOBA "3a COOJI0ieHMeM 00s13aTeIbHbIX TPeOOBaHM i K 3TMJIOBOMY CIIUPTY' 3aMEHUTD
CJIOBaMM "3a coboieHreM 00si13aTe/IbHbIX TPeOOBaHMI B 0671aCTY ITPOMU3BOJCTBA 1 060POTa STUIOBOTO
criupTa”, ¢10BO "demepanbHbIM" UCKIIOUNTD;

19) B nynkre 10 craTtbu 23.2:
a) B ab3alie mepBOM CJIOBO "Bble3IHAs" MCK/ITIOUNTD;

0) MOANYHKT 4 AOIOJHUTD CJIOBAMM ", aHA/IM3a JOKYMEHTOB, [IOJTyUeHHBIX B Pe3y/IbTaTe ITPOBeIeHMS
MepOIPUATUI TOCYLAPCTBEHHOI'0 KOHTPOJIA (Haz30pa)”;

B) IIOTIOJTHUTH MOAITYHKTOM 6 CIeYIOIIET0 COAePsKaHMSI:

"6) TIpeicTaBIeHNe B IMIIEH3UPYIOIMII OpraH 3asiBieHMs 00 yCTpaHeHUM 00CTOSITEbCTB, TTOBIEKIINX 3a
c000Ji MPMOCTaHOBJIEHME NeMICTBUS IULIeH3UN.";

20) B cTaTbe 26:
a) B IyHKTe 1:
ab3a1l BTOPOJt U3JIOKUTH B CIeAYIONIei peTaKin:

"MCII0Ib30BaHMe ITUIOBOIO CIIUPTA, IIPOU3BENEeHHOIO U3 HEMUIIEBOTO ChIPbs, CIIMPTOCOIepsKalllei
HEMMIIEeBOi MPOAYKLIMM, hapMaleBTUIeCKOii CyOCTaHIIMM CIIMPTA STUIOBOIO (3TAaHOJIA), AJIS
IMPOM3BOACTBA AJIKOTOJbHONM U CIIMPTOCOIepsKalleli MUILEeBO IPOAYKINN;";

ab3all IecToil M3JIOKUTD B CJIEAYIONIEi peaaKIum:

"PO3HMYHAY MTPOAAKA ITUIIOBOTO CIIUPTA U (MJIX) CIIMPTOCOAepKalleil MUILLeBO IMTPOSYKIUA, B TOM UUCJTIE
OMCTAaHIMOHHBIM CITOCOO0M, 3@ MCK/IIOUEeHMEeM IPOAYKIIMN, BKIIOUEHHO B IIepeUYeHb MMUIIeBOiA
MPOAYKIMM, KOTOPAsi TpOM3BeieHa C UCIT0/Ib30BaHMeM Ui 6e3 MCII0/Ib30BaHUSI STUJIOBOTO CIIUPTA,
MPOU3BENEHHOI0 U3 IINIIEBOr0 ChIPbS, U (MIK) CIIUPTOCOAEPIKALIEN MUIIEeBON TPOLYKIUY, C COLeps)KaHueM
STUJIOBOTO criupTa 6osee 0,5 mpoileHTa 06bemMa roTOBO IMTPOAYKIIMY, HE OTHOCSIIEHCS K aJIKOTOJIbHOT

NPOYKIUN;";

ab3all JBeHaIaThIN TOC/Ie CJIOB "aJIKOTOJIbHOM U CIIMPTOCOAepsKalleil MPOaAyKUMK " JOTIOJHUTD CJI0OBaMu ",
eCJIM MHOEe He TIPeyCMOTPeHO HacToSmum denepasibHbIM 3aKOHOM ";

ab3all YeTbIPpHAILIAThIN U3IOKUTH B CIeQYIONIeN pegaKIuin:

"IIOCTaBKU, PO3HMYHAS NPOJaxa ajJKOr0JIbHOM NMPOSYKUMM U (MIU) TIPOU3BELEHHON B JOMAIIHUX YCIOBUIX
MPOIYKLINM, COZlepsKallleit STUIOBbIN CiupPT, GU3NUECKMMU IULIAMHA, 32 UCKIIIOUEHMEM CITy4yaes,
YCTaHOBJIEHHBIX HacToAMUM DenepanbHbIM 3aKOHOM;";

ab3ail TpUILATh BOCbMOJ U3JIOXKUTD B CIeAYIONIeN peJaKiui:

"pO3HMYHAS MTPOIAKa AJIKOTOJIbHOI MPOIYKLIMY B CIy4ae OCYIIeCTBIEHMS PO3SHUYHO MPOJaKu
aJIKOTOJIbHOM MPOIYKUMY TIPY OKA3aHMUM YCITYT 00IeCTBEHHOTO MUTAHMS 110 OAHOMY MeCTY OCYIIeCTBIeHUS
JIULIEH3UPYEMOJi IesITeTbHOCTU, €CIM MHOEe He YCTaHOBJIeHO HacTosmuM deepasbHbIM 3aKOHOM ;" ;



ab3a1] COpOKOBOI U3JIOKUTD B CJIeAYIONIei peJaKIn:

"9KCIITyaTalust 060pyaoBaHms AJ1s1 TPOU3BO/CTBA hapMallieBTUUEeCKOi CyOCTaHIIMM CIIUPTA 3TUJIOBOTO
(aTaHOJIA) UM € MKOCTe JJ1s1 TpueMKy hapmalieBTMYeCcKoi CyOCTaHIMM CIIMPTa STUA0BOTO (3TaHOA) MU
9TWJIOBOTO CIIMPTA MPU OTCYTCTBUM MUY TIOBPEKIEHNM TVIOMO Ha aBTOMATUUECKUX CPeJICTBAX U3MEePEeHUS U
yueTa KOHIIEHTpauuu 1 o6bema 6€3BOAHOTO CrIUpTa B hapMaieBTMYecKoi Cy6CcTaHIMY CIIUPTA STUIIOBOTO
(9TaHOJIa) MM B STUIOBOM CIIMPTE, 06beMa apMaIeBTUIECKO CyOCTaHIIMM CIIMPTA STWIOBOTO (3TAHOJIA)
MU 3TUJIOBOTO CITMPTA, OTJIOMOMPOBAHHBIX (OTleYaTaHHbIX) deepasbHbIM OPTaHOM UCIIOTHUTEIbHOM
BJIACTHU, YIIOJTHOMOYEHHBIM Ha OCYIIeCTB/IeHMe KOHTPOJIS (Ha30pa) B 00IacTy ITPOM3BOACTBA U 000pOTa
3TWIOBOTO CIIUPTA, AJIKOTOJABHOM U CIIUPTOCOAepyKallell MIPoayKLUN;";

IOTIOJIHUTH ab3a1aMu CJIeyIONero Coae pykaHms :
"pO3HMYHAS MTPOJaska CIIMPTOCOAepsKalleil HeMuIleBoi MPOAYKIMU TOCPEICTBOM TOPTOBBIX aBTOMATOB;

rnepemMelreHme no repputopun Poccuiickoin @enepaiyy (M3MeHeHVe MeCTOHAXO0XIeHUS aJIKOTOJIbHO
MIPOAYKIMM C MCTIOTb30BaHMEM TPAHCIIOPTHBIX CPeICTB WK 6e3 HUX, B TOM Uucjie TPy IepeMenieHnn
yepe3 ['ocymapcTBeHHY0 rpaHuily Poccuiickoit ®enepatinm) Gpusmuueckumm JIUIaMU aTKOTOJIbHO
MMPOAYKIIVM, HE MAPKUPOBAHHOI B COOTBETCTBUU C 3aKOHOATEIbCTBOM O TOCYIapCTBEHHOM
peryamMpoBaHUM MPOMU3BOJCTBA ¥ 060POTA ITUIIOBOTO CIIMPTA, AIKOTOJIBHOM U CIIMPTOCOIepsKaliei
MIPOAYKIIMM ¥ 00 OrpaHMUeHUM TTOTpedIeHNs (PaCcIIUTHSI) aIKOT0JIbHOM MPOIYKIIVM, B TOM UMCIIe
MPOAYKLVHN, saBistoweiics ToBapom EAIC, 3a UCK/IIOUEeHMEM TlepeMelleHs 110 TeppuTopumn Poccuiickoi
depnepaliuy yKa3aHHOM aJKOTOJIbHOI MPOAYKIUY B 00beMe He 6osiee 10 TMTPOB HA OJHOTO YeIOBEKA;

TPOU3BOACTBO (32 MCKIIOUYEHMEM TPOM3BOICTBA B LIEJISIX BbIBO3a 3a Ipefelibl TeppuTopum Poccuiickoi
denepanum (3KcropTta) U (W) 060pOT (3a UCKITIOUEHMEM 3aKYTIKM, [TOCTABOK, XpaHEeHUS U (UJTN)
TepeBO30K B I1€JISIX BbIBO3a 3a Ipeienbl Tepputopuu Poccuiickon ®@enepanyu (3KCIOPTA) aJIKOTOJIbHOM
MIPOIYKIIMA C COAePKaHMeM STWIOBOTO CIIMPTa MeHee 15 mpoiieHTOB 06beMa roTOBO IMPOAYKIINM,
copepskauieil TOHM3UPYIoLue BenjecTsa (KOMIIOHEHTDI), YKa3aHHbIE B [IepeyHe TOHU3UPYIOIIMX BelleCTB
(KOMITOHEHTOB), YTBEPXXIEHHOM YIIOJIHOMOUYEHHbIM [IpaBuTenbcTBOM Poccuiickoin @epgepannum
denepasbHBIM OPraHOM MUCIIOJHUTEIbHO BIACTH;

TepeBO3KM 3TUIOBOTO CIIMpPTa (B TOM UMCIe AeHaTypaTa) M HedaCOBaHHOI CIIMPTOCOAepsKaleit
MIPOIYKIIMM C COAEPsKaHNEM STUIOBOTO CIiMpTa 60siee 25 MpoOLeHTOB 06'beMa TOTOBO MPOAYKIINHU
aBTOMOOW/IbHBIM TPAHCIIOPTOM U 3KeJie3HOJJOPOSKHBIM TOJIBMKHBIM COCTAaBOM Oe3 Tepeiaun JaHHbIX O
repeMelnieHUy TaKUX TPAHCIIOPTHBIX CPELCTB M0 TeppuTtopun Poccuiickoi @enepanyumt, B TOM YnUCIe
OAHHBIX 00 UX TEKYIIeM MeCTOIOI0KEeHH, TTPOIeHHOM MapIIpyTe, BpeMEHM M MeCTaxX CTOSIHOK, 110
CITYTHUKOBBIM HAaBUTALIMOHHBIM CUCTEMAM B aBTOMAaTU3UPOBAHHYIO CUCTEMY KOHTPOJISI TTIEPEBO30K
STUJIOBOTO CIIMPTA U CIIMPTOCOepsKallei NpoayKuuu Ha Tepputopum Poccuiickon @enepanyn.”;

0) IOIMOJHUTD ITYHKTOM 2.1 CJIEYIOIEro Co/lepsKaHms:

"2.1. 3amnpeniaeTcs pacpocTpaHeHue nHGOpMalu, CoaepsKalieii mpeajaoXkeHs 0 POSHUYHO Mpoaake
OUCTAHIIMOHHBIM CIIOCOO0M aJIKOTOJIbHOM MPOAYKINY, U (MJIU) CIUPTOCOAepsKaleil MUIeBoi MPOIyKIUMA,
U (MIX) STUIIOBOTO CIUPTA, U (MJIN) COUPTOCOLepyKalleli HeluieBoi NPOAYKLINM, PO3SHUYHAS [TPOJaka
KOTOPOJ1 OrpaHMueHa MUy 3ampelleHa 3aKOHOAaTe/IbCTBOM O FOCyAapCTBEHHOM peryIupoBaHUN
MPOU3BOJICTBA 1 060POTA STUIOBOTO CIIMUPTA, AJIKOTOJILHOM U CIIMPTOCOAEpKaleit MpogyKIum 1 06
OTrpaHMYeHUU MOTpedeHNs (PACIIUTHSI) AJIKOTOIBbHOM TPOIYKIMN.";

21) B myHKTe 3.1 craTbu 27:

a) B ab3alie mepBOM CJIOBO "TIOCEIeHUSIX" 3aMEeHUTD CJIOBaMM "HaceJIeHHbIX ITyHKTaxX";
6) B ab3a1ie BTOPOM CJIOBO 'TIOCEIeHMSIX" 3aMEHUTD CJIOBAMM "HAaCeJIEHHBIX ITyHKTaxX".
Cratbs 2

CraTpio 4 3akoHa Poccuiickoit ®emepanyu ot 27 gekabps 1991 roga N 2124-1 "O cpencTBax MacCOBOIA



mnupopmarun” (Bemomoctu Chesma HapoaHbBIX JenyTaToB Poccuiickoit @enepanum u BepxoBHoro CoBeta
Poccuiickoitr ®empepannn, 1992, N 7, ct. 300; Co6panue 3akoHOomaTenbcTBa Poccuiickoit ®emepanyy, 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, cT1. 1642, 1658; 2014, N 48, cT. 6651) 1OTIOTHUTD YaCTHIO
BOCbMOJA C/IeIYIOIEro ComepKaHmsI:

"3ampeliaeTcss paclpocTpaHeHNe B Cpe/icTBaX MaccoBoit MH(opmalui, a Takke B MHGOPMAaI[MOHHO-
TeJIeKOMMYHMKAIMOHHBIX CeTSIX MHMOpMaLum, coaepskalieii peaaokeHs 0 pO3HUYHOI ITpoIaxKe
IMCTAHIMOHHBIM CITOCOO0M aJIKOTOJIbHOM MTPOAYKIIMM, U (MJIU) CIIMPTOCOAepsKaleii MUIneBoi MPOaYyKIIUMA,
U (V1K) 3TUIIOBOIO CIMPTA, U (UJIN) COUPTOCOLepyKalleli HeluIeBoi NPOAYKLUNM, PO3SHUYHAS ITPOAaka
KOTOPOV OrpaHMyeHa Uiu 3alpelleHa 3aKOHO4aTeIbCTBOM O TOCYAapCTBEHHOM peryjiMpoBaHUmN
MPOM3BO/ICTBA ¥ 060POTA ITUJIOBOTO CIIMPTA, AJIKOTOJIbHOM 1 CIIMPTOCOAEepyKallleit TPOaAYyKIMM U 00
OTpaHUYEHUM TIOTPebIeHNS (PACIIUTHS) ATKOTOIbHOM MTPOIYKINNA. ",

CraTtbs 3

Buectu B Kogekc Poccuiickoit @emepaiyy 06 afMUHUCTPATUBHBIX MpaBoHapyiieHusx (CobpaHue
3aKOoHOAaTenbCcTBa Poccuiickoit ®emepannm, 2002, N 1, cT. 1; N 30, c1. 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, c1. 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, c1. 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, cT. 4007,
4008; N 41, ct. 4845; N 43, cT. 5084; N 46, cT. 5553; 2008, N 18, cT. 1941; N 20, cT1. 2251; N 30, cT. 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, cT. 6409; N 52, cT. 6984; 2011, N 1, cT. 10, 23,
54;N 7, ct.901; N 15, cT. 2039; N 17, cT. 2310; N 19, cT. 2715; N 23, cT1. 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, cT. 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, cT. 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, cT1. 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, c1. 6975; 2017, N 1, cT. 12, 31,47; N 7, cT. 1030, 1032; N9, 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,
OduumanbHblii MHTEPHET-MOPTaJ IpaBoBOit MHbOpMaIyu (Www.pravo.ru), 19 utons 2017 roga, N
00011201707190015) cnepytole M3MeHEHMSI:

1) cratpio 13.15 JOMOMHUTE YaCThIO 8 CIeIYIONIETO COMepsKaHMS :

"8. PacipocTpaHeHMe B CpeiCTBaX MacCoOBOI MHGOpMaIuK, a Takke B MHPOPMaLMOHHO-
TeIeKOMMYHMKAI[MOHHBIX CeTsIX MHMOpMaLum, coaepskalieii mpeaaoxkeHus 0 pO3HUYHOI ITpoaxe
OMCTAaHIIMOHHBIM CITIOCOO0M aJIKOTOIbHOM MTPOAYKIMM, U (MIJIN) CTIMPTOCOAepsKalieit MuIleBoi MpoayKIUM,
¥ (MIU) STUJIOBOTO CUPTA, U (UJIU) CIIUPTOCOAePKAIeil HeIUIIIEBOM POSYKIIUM, POSHUUHAS IPOIakKa



KOTOPOJi OTpaHMU€eHa UM 3ampelleHa 3aKOHOIaTeIbCTBOM O TOCYIapCTBEHHOM PEryIMpOBaHUN
MIPOU3BO/ICTBA 1 060POTA STUIOBOTO CIIMPTA, AJIKOTOJIbHOM U CIIMPTOCOAE P3Kalleit POIYKINYA 1 06
OrpaHMYeHNM MOTpe6IeHNs (PaCIIUTIS) a/IKOTOJIbHOM MPOIYKIMAMA, -

BJleUeT HaJIoXkeHVe afMMHUCTPATUBHOTO IITpada Ha rpaskaH B pa3Mepe OT TpeX ThICSY 10 TSITU ThICSY
pyo0JIeit; Ha JOJIKHOCTHBIX JIMIIL - OT ABALIATY THICSY 10 COPOKA ThICSY PYyOJIeit; Ha IOPUANIECKUX JIUIL - OT
CTa THICSIY IO TPEXCOT THICSY pPyoOsIeit.";

2) ab63ar1 BTOpoit yacTu 3 craTbu 14.16 U3JI0KUTH B CAEAYIONIEN peTaKIin:

"BJIeUeT HaJ0XKeHMe aAMUHUCTPATUBHOrO mTpada Ha JO/DKHOCTHBIX JIMIL B pa3Mepe OT ABAALIATU ThICSY 40
COpOKa ThICSY py6IIet ¢ KOHpMCKALMe aJIKOTOJIbHOM ¥ CIIMPTOCOAepsKaIleil MpOaAyKIUY MU 6e3 TaKOBOJ,
Ha IOPUINYECKUX JIUIL - OT CTa THICSY 10 TPEXCOT ThICSIY py6IIeii ¢ KOHpMCKAIIMen alKOroJIbHOM U
CIIMPTOCOAEPIKAIILlel TPOAYKLIMM UM 6€e3 TaKOBOIA.";

3) ab3ar11 BTOpOit yacTu 5 craTtby 14.17 U3IOXKUTH B C/IeAYIONIEN peaaKiin:

"BJleveT HaJoKeHue aAMUHUCTPATUBHOTO IITpada Ha PaXJaH B pa3Mepe OT TPeX ThICSY 0 MSITU ThICSY
py6uieii ¢ KoHDMCKaIMeit OCHOBHOTO TEXHOJIOTMYECKOTO 000PyNOBaHNS; HA JOKHOCTHBIX JIULL - OT
IOBaJLIATY THICSIYU 10 TSITULLECSTY ThICSTY py6iieit ¢ KoHducKalyeit OCHOBHOTO TEXHOIOTMYECKOTO
000pyIOBaHMs; HA IOPUIMUECKUX JIUIL - OT CTa THICSY 10 CTa MITUIECSTU ThICSIY pyoOsieii ¢ KoHbMcKalmen
OCHOBHOTO TE€XHOJIOTMYECKOT0 060pyJOBaHMS.";

4) IOTIOJTHUTD CTaTbhel 14.17.2 cnenyoiero CoaepskaHms:
"Cratbs 14.17.2. He3akoHHOe iepeMeltieHre GU3NIECKUMU JTULTaMU aJIKOTOIbHOM TTPOAYKIIUN

[Tlepemenenue 1o reppuropumn Poccniickoit @epepatiny alkoroabHOM MPOLYKI UM, HEMapKUPOBaHHO B
COOTBETCTBMM C 3aKOHOAATE/IbCTBOM O rOCYIapCTBEHHOM peryauMpoBaHNM IMPOM3BOICTBA 1 060poTa
STUJIOBOTO CIIMPTA, aJIKOTOJbHO U CIIMPTOCOAepsKaleii MPOAYKIIUY ¥ 00 OrpaHMYeHUM ITOTPebIeHNs
(pacnmuTHUS) aJIKOTOJILHOM MIPOAYKIINK, B TOM UMCJIe TIPOAYKIINU, ABJSIONLeics ToBapoM EBpa3uiickoro
9KOHOMMYECKOI'0 CO103a, 3a UCK/II0UeHeM lepeMelieHs YKa3aHHOM alKOr0JIbHOM MPOSYKLIMA 110
Tepputopun Poccuiickoit @enepaiium GpusuuecKumu Iuiiamu B oobeMe He 60siee 10 TUTPOB HA OAHOTO
YyeJiIoBeKa, -

BJIeUEeT HaJIOXKeHMe aJJMMHUCTPATUBHOrO mrtpada Ha rpaskaaH B pasMepe OT TPeX ThICSY A0 ISITU ThICIY
pyb6Jiei ¢ KoHdMCcKalyeii POAYKIIUY, SIBUBIIECS TpeAMeTOM afMUHUCTPATUBHOTO ITpaBOHAPYIIeHUs.";

5) B cratbe 14.18:
a) HaMMEeHOBaHMe U3JIOXKUTD B CJIEAYIONIe peaaKIm:

"CraTbs 14.18. Mcronb30BaHMe 3TUIOBOTO CIIMPTa, IPOU3BedeHHOr0 13 HEIIMIIEBOT'O ChIPhS,
CIIMPTOCOAEPIKAIIeN HEMUIEeBOI MPOAYKIINY, papMalleBTUUEeCKOi CyOCTaHIMM CIIMPTA STUJIOBOTO
(3TaHOJ1a) A1 MPOU3BOJICTBA AJIKOTOJIBHO U CIIMPTOCOAepKallleil MUIeBOM MPOaAYyKIMN";

0) ab3aI1 mepBbIil U3TOXKUTD B CJIEAYIOIIEl peaaKIIUN:

"Mcronb30BaHMe 3TUIOBOTO CIIMPTA, MPOM3BEAEeHHOr0 M3 HEIMIIEBOIO ChIPbs, CHUPTOCOAepKalllei
HEMUIIeBO MPOAYKLIMM, hapMaleBTUIYeCKOi CyOCTaHIIMM CITUPTA STUIOBOTO (3TaHOJIA) )il IPOU3BOICTBA
QJIKOTOJIBHO U CIIMPTOCOIepsKallel MUIeBoil MPOaYKIUN -";

6) yacTb 1 ctaTby 23.1 moce unudp "14.17.1," gonoauuts uudpamu "14.17.2,";
7) BuacTu 2 ctaTbu 28.3:
a) myHKT 1 mocie undp "14.17.1," nonoauuts nudpamu "14.17.2,";

6) MyHKT 63 mocse uudp "6.33," JOMOTHUTD CJIOBaMM "yacTbio 8 cTaThy 13.15, craTbsimu’;



B) IIYHKT 64:

TI0CJIe CJIOBA "TIPeAyCMOTPEHHBIX" TOMOJHUTH CJIOBaMM "4acThio 8 ctatby 13.15,";
nocsie uudp "14.17," nonoaHuts uudpamu "14.17.2,".

Cratbs 4

[Tynkrt 1 yactu 5 cratbu 15.1 ®enepanbHoro 3akoHa ot 27 uions 2006 roga N 149-d3 "06 nHbopmannm,
MHGOPMAIMOHHBIX TEXHOJIOTUSIX 1 0 3ammuTe uHopmanmu" (CobpaHme 3aKOHOIATEIbCTBA PoccuiicKoii
@epnepanun, 2006, N 31, cT. 3448; 2012, N 31, cT. 4328; 2013, N 14, c1. 1658; N 52, cT. 6963; 2014, N 30, cT.
4223; 2016, N 52, ct. 7491; 2017, N 24, cT. 3478) OMOJTHUTH TIOAITYHKTOM "€" CJIeAYIOIIEero CONep KaHMsI:

"e) mHGpopMaLM, ColepKalleil MpeaIosKeHNsI O PO3HMYHOI IMpoaske AMCTAHI[MOHHBIM CITIOCO60M
QJIKOTOJIbHOM MPOAYKUMU, U (MIV) COUPTOCOAEP Kallleil MUILEeBO MPOAYKIUA, U (MJIN) STUIOBOTO CIIMPTA,
" (WIK) COUPTOCOAepsKalleil HeNuuieBoi NpoLyKIUA, PO3HUYHAS ITPOAaska KOTOPOI OTpaHMYeHa U
3arpelneHa 3aKOHOJATe/IbCTBOM O rOCyIapCTBEHHOM PeryarMpoBaHMM ITPOMU3BOICTBA M 000POTa STUIIOBOTO
CIIUPTA, aJIKOTOJIBHOM ¥ CIIMPTOCOAEePsKaIei MPOAYKIMM M 06 OTpaHNYEeHUY MTOTPebIeHUs (PACTIATIAS)
aJIKOTOJIbHO MPOSYKLIMHA;".

Cratbs 5

Buectu B ®emepanbhbiil 3akoH o1 12 ampesng 2010 roga N 61-®3 "O6 obpalieHuM JIeKapCTBEHHBIX CPeICTB"
(Cobpanne 3akoHOmaTenbcTBa Poccuiickoit ®emeparum, 2010, N 16, ct. 1815; 2012, N 26, cT. 3446; 2014, N
43, cT. 5797; N 52, cT. 7540; 2015, N 51, c1. 7245; 2016, N 27, cT. 4194) cnepyioiiye u3MeHeHUS :

1) B ctaTbe 45:
a) IOTIOTHUTD YaCThIO 4.3 CJIeIYIONIEr0 COlepsKaHms:

"4.3. UHauBMAyabHbIe ITPEeAIIPUHUMATENN U PpUANYECKue JIUIA, OCYILeCTBISIOIINME 3aKYIIKY U
MCII0Tb30BaHMe (papMalieBTMUeCcKoi Cy6CTaHIMY CITMPTA STUIOBOTO (3TAaHOA), a TAKKe MPOM3BOJICTBO,
M3rOTOBJIEHME U (MJIU) 000POT (3a UCKITIOUeHMEM PO3HUYHONM ITPOAAKM) CIIUMPTOCOAEPIKAIIX
JIeKapCTBEHHBIX MIpernapaToB, 00s13aHbI OCYIIECTB/ISITh UX YUET U IeKIapupoBaHue B MOPSIKe,
YCTaHOBJIEHHOM CTaThsiMmu 8 1 14 enepasbHOTO 3aKOHA OT 22 HOs16ps 1995 roma N 171-@3 "O
roCyJapCTBEHHOM PeryaupoBaHMM ITPOU3BOACTBA ¥ 060POTa STUIIOBOTO CIIMPTA, aJIKOTOJIbHOM U
CIIUPTOCOAEPIKAIIEN TPOAYKIMM 1 006 OTpaHMYEHUY TTOTPeOIeHMs (PACTIUTHS) aJIKOTOJIbHOM MpOoayKuumn".";

6) 4acTb 5 IOMOTHUTH MYHKTOM 5 CeyIolero comepskaHms:

"5) dhapMareBTYecKoil CyoCTaHIIMM CITMPTA STUIOBOTO (ITAHOJIA) HA TEXHOJIOTMUYECKOM 000PYAOBaHUH,
KOTOpOe He 3aperucTpMpoBaHO MJIM 3aKOHCEPBMUPOBAHO B COOTBETCTBUM € Denepa/ibHbIM 3aKOHOM OT 22
HOs16pst 1995 roma N 171-®3 "O rocygapCTBEHHOM peryaMpoBaHMUM ITPOU3BOACTBA 1 000POTa STUIOBOTO
CIIUPTA, aJIKOTOJIBHONM ¥ CIIMPTOCOAEePsKaIei MPOAYKLIMM M 06 OTpaHNYEeHUY MOTPebIeHUs (PACTIUTIAS)
aJIKOTOJIbHOM NpOayKUMK".";

B) ab3all mepBblii yacT 8 rmocsie cioB "TIpon3BogUTEM JIEKAPCTBEHHBIX CPEICTB" TOMOTHUTD CJIoBamMu "(3a
UCKITIOUeHMeM (papMalieBTUUeCKOii CyOCTaHIMM CITMPTA STUIOBOTO (3TaHOJA)";

') JOTIOJTHUTh YaCThI0 9 ClieqyIolero cCogepskaHmus:

"9. [IpousBoauTenn papMalieBTUUECKOM CyOCTaHIIMY CITMPTA STUIOBOTO (3TAHOJIA) 00s13aHbI OCYIECTBISITh
peanuszanuio (epegavy B yCTAaHOBJIEHHOM 3aKOHOATeIbCTBOM Poccuiickoit @enepaiinn rmopsigke)
(dbapmareBTMUeCKOM CyOCTaHIIMY CIIMPTA STUIOBOTO (ITAHOJIA) TTPOU3BOIUTEIISIM JIEKAPCTBEHHBIX CPEJICTB
IJIs1 TTPOM3BOJICTBA JIeKapCTBEHHBIX CPEJICTB B eMKOCTSIX 00beMoM He 6osiee 1 nuTpa u (i) He meHee 1000
JIUTPOB, @ OpraHU3aMsIM, yKa3aHHbIM B ITYHKTaX 2 - 6 4acTu 8 HaCTOsIIIei CTaThi, B Tape 06beMOM He
6osee 1 muTpa.”;

2) B cTaThbe 53:



a) ciaoBo "OpraHusauuu” 3aMeHUTh cyioBamu "1. Opranmsanumn’;
6) IOTMOJHUTD YaCThIO 2 CJIEYIOIIero CoepsKaHms:

"2. OpraHu3anuyu OIMTOBO TOPTOB/IM JTIEKAPCTBEHHBIMM CPEACTBAMY 00SI3aHbI XPAHUTD 3aKyTIEHHYIO
dbapmaiieBTMUECKYIO CyOCTaHLIMIO CIUPTA STUIOBOTO (3TAHOJA), OCYIIECTBIISITh €ee peann3aluio Uin
repefavy B yCTAaHOBJIEHHOM 3aKOHOZATelbCTBOM Poccuiickoit @emepauyy nopsiike opraHu3auusim,
yKa3aHHbBIM B ITyHKTax 1 - 7 yacTu 1 HacTosIIel CTaTbu, B Tape 00beMoM He Gosee 1 iuTpa.".

Cratba 6

IMoamyHKT "6" myHKTa 3 1 ab3al] ABeHaAIaThIl MOAIYHKTA "a" MyHKTa 14 craTtbu 1 ®emepanbHOTO 3aKOHA
ot 3 mrong 2016 roga N 261-®3 "O BHeceHuu ndMeHeHuit B @enepanbHblil 3aK0H "O rocygapCTBEHHOM
peryJMpoBaHuM IIPOU3BOJICTBA ¥ 0O00POTA ITUJIOBOTO CITMPTA, AJIKOTOJIBHOM U CIIMPTOCOAEpyKalei
MPOAYKIIMM ¥ 00 OrpaHMUYEHUY TTOTpe6IeHNsT (PacIUTHSI) aJIKOTOJIbHOM MPOIYKIMK" U OTHETbHbIE
3aKOHOAAaTelbHbIe akThl Poccuiickoit @emepauyn’ (CobpaHne 3aKOHOAATENbCTBA Poccuiickoit ®emeparinin,
2016, N 27, cT. 4194) npu3HaTh YyTPATUBILMMMU CUTTY.

Cratps 7

Opranmsaiuu, oCyIeCTBIISIONIME PO3HUYHYIO IIPOIAKy alTKOTOJIbHON MIPOAYKIIMU TIPU OKA3aHUU YCIYT
00IIeCTBEHHOrO MUTAaHMs Ha OCHOBAHMM JIUIIEH3UM Ha POSHUYHYIO ITPOAasKy aJIKOTOJIbHOI MPOAYKLINY TP
OKa3aHMM yCAYT 00IeCTBEHHOTO MUTaHMs, BBIAHHOM IO THS BCTYIUIEHUS B CMJTY HACTOSIIIIETO
denepasibHOTO 3aKOHA, BITpaBe OCYIIECTBJISITh YKa3aHHYIO AeSTeIbHOCTh B 00beKTaxX 00IeCTBEHHOTO
MIUTAHMSI, TUITBI KOTOPBIX HE YKa3aHbl B ab3alle BTOPOM IMYHKTA 4 cTaTbhy 16 PemepaybHOTO 3aKOHA OT 22
Hos16pst 1995 roma N 171-®3 "O rocygapCTBEHHOM PeryIMpOBaHMUM IIPOU3BOACTBA 1 000POTa ITUIOBOTO
CIIMPTA, AJIKOTOJIbHOM M CIIMPTOCOAEPIKAIIEI ITPOAYKIINM U 00 OrpaHMYEHUM ITOTPpeOIeHms (PaCIIUTHS)
aJIKOTOJIbHOM NpOoAyKUuK" (B pegakumum Hacrosero denepaabHOro 3aKOHa), 10 OKOHYaHUS CPOKa
IeVICTBUS TaKOW JTUILEH3UN.

Cratbsa 8

1. Hacrosimmuit ®enepasibHbli 3aKOH BCTYIIAeT B CMJTY CO ITHSI ero 0(pUIMaJIbHOTIO OIyOJIMKOBAaHMS, 3a
MCK/TI0UEeHMEeM TT0JIOKeH U, /151 KOTOPBIX HACTOSIIEN CTaTheli yCTAHOBI€HbI MHbI€ CPOKY BCTYIIJIEHUS UX B
CuLy.

2. CraTbs 4 HacTosero ®enepasbHOrO 3aKOHA BCTyMaeT B cuiy ¢ 1 okts6ps 2017 rona.

3. ITyHkT 1, a63a11bl MSTHIN - AEBATHIN IMTOAMYHKTA "a", a63allbl Y€ TBEPTHIN - CeAbMOIi ITOAITYHKTA "6",

n_n n_n n_n

MOAITYHKTHI "T" U "I MyHKTA 6, MOAIYHKT "a" MyHKTa 7, MOAMYHKTHI "6" - "T" myHKTa 9, MyHKT 11,
MOAITYHKTHI "a", "B", "o" - K" MyHKTa 12, MOAMYHKT "3" MyHKTa 15, a63a11bl OAMHHAAIATHIN U ABeHAOIAThIN,
MSATHAAIATHIN - CEMHALIAThIN MOAITYHKTA "a" myHKTa 20 cTaThy 1, MyHKTHI 4 U 6, TOAITYHKT "a" 1 ab3arf
TpeTuit MOAMYHKTA "B" MMyHKTA 7 CTaTbU 3, CTaThs 5 HacTosiero ®egepasbHOTO 3aKOHA BCTYIAIOT B CUITY C

1 suBaps 2018 roga.

4. TpeboBaHus nmyHKTa 1 crateyu 14 @egepanbHOro 3akoHa oT 22 HOs6pst 1995 roga N 171-@3 "O
roCyapCTBEHHOM peryaMpoBaHMM IIPOM3BOJCTBA M 060pOTa ITUIOBOTO CIIMPTA, aJIKOTOAbHOM U
CnupTOCOAepsKaliei MPoLyKIMU U 00 OrpaHMYeHUM MOTpedIeHus (PaCIUTHST) aIKOTOIbHOM MPOAYKIUN"
(B pepakuuy Hacrosilero @efepaabHOr0 3aKOHA) IPUMEHSIIOTCS K OTHOLIEHUSIM 10 IIpefCTaBIeHUI0
neKnapauuit 06 oobeMe Ipou3BOACTBA, 000POTA U (MJIN) MUCIIOIb30BaHMS STUIOBOTO CIIMPTA, AJIKOTOJIbHOI
U CIIMpTOCOAepsKalein npoaykuumu HaunHag ¢ [ ksaprana 2018 ropa.

5. Vrpatun cuny ¢ 1 suBaps 2021 roga. - @enepanbHbiii 3aK0H oT 22.12.2020 N 436- 3.

6. lo 1 mas 2018 roja ucnosib3oBaHue U (MIK) BaageHre OCHOBHBIM TE€XHOJIOTMUYECKMM 000pyAOoBaHMEM
111 IPOM3BOACTBA hapMaIeBTUYeCKOi CyOCTaHLIMY CIIMPTA STUIOBOTO (3TAHOJIA), KOTOPOE He
3apermcTpUpoOBaHO B yCTaHOBIeHHOM DeepanbHbIM 3aKOHOM OT 22 HOsI6pst 1995 roma N 171-®3 "O
roCyapCTBEHHOM peryaMpoBaHMM IIPOM3BOJCTBA M 060pOTa ITUIOBOTO CIIMPTA, aJIKOTOIbHOM U



CIMpTOCOAepsKaliei MPoLyKIMU 1 00 OrpaHMYeHUM MTOTpedIeHus (PaCIUTHST) aIKOTOIbHOM MPOAYKIUN"
MOPSIIKe, He MOTYT PacCCMaTPUBAThLCS B KAUeCTBe HapyIIeHMs] COOTBETCTBYIONMX TPeOOBaHMI YKa3aHHOTO
®depnepanbHOIO 3aKOHA.

7. 0o 1 nrwoisg 2018 roga HenepeAaya oOpraHU3aLUSIMU M MHAUBUAYAJIbHBIMU IIpEeATIPUHUMATEISIMHA,
MCITOJIb3YIOMMMM (papMalieBTMUECKYI0 CYOCTaHLIMIO CITMPTA STUIOBOTO (3TAHOJIA) MM STUJIOBBIN CITUPT JIJIS
MPOM3BOACTBA CIMPTOCOAEPXKALIMX JTIeKaPCTBEHHBIX IIperapaToB U (M) CIIMPTOCOe P Kalnux
MeIVUMHCKUX U3LENNIA, a TAaKKe B IIpoLecce MPOU3BOACTBA APYIUX JeKapCTBEHHBIX CPEeACTB U (UIIn)
MeIUIIMHCKUX U3aenunii, nHGopmanum o6 o6bemMe MCIoIb30BaHus papMalieBTMUeCcKoi CyOoCTaHIIUMU
CIIMPTAa STWJIOBOTO (3TAHOJIA) WJIM STUJIOBOTO CIIMPTA, 06beMe ITPOU3BOACTBA ¥ 000pOTa (32 UCKITIOUEHUEM
PO3HUYHOJ IMPOJAKM) BbIIIIeyKa3aHHOM MPOAYKIIMYM B e AMHYI0 TOCYAapCTBEHHYIO0 aBTOMAaTU3MPOBAHHYIO
MHGOPMAIMOHHYIO CUCTEeMY yueTa 06beMa IPOoM3BO/ICTBA ¥ 060pOTa 3TUIOBOTO CITUPTA, ATKOTOIbHO U
CIIMPTOCOAEp KAl MPOAYKIMH, & TAKXKE HellpeACTaB/IeHe TAKMMU OPraHU3aLuUsIMU U
VHIVBUAYAIbHBIMY IIPEANPUHUMATEISIMY IeKIapanuii 06 o6beMe IMPOM3BOICTBA, M3TOTOBIEHUS U (MUJIN)
060poTa CIMPTOCOIepsKAIIMX JTeKapCTBEHHbIX MPernapaToB U (MJIM) CIIMPTOCOAEePsKAIINX MeIUIIMHCKIAX
usmennii B 00beme, rpesbimampineM 200 7eKaauTpoB B I'OJI, HE MOKET pacCMaTPUBAThCS B KAUeCTBE
HapyllIeHMs YCTaHOBAEHHOTO MOpSAKa yueTa U IeKIapupoBaHusi 06bemMa Ipon3BOACTBa U 000poTa
3TUJIOBOTO CIIUPTA, AJIKOTOJIBHON U CIUPTOCOAEPKAILE IPOAYKIIUNA.

[IpesungeHT
Poccuiickoi ®emepanu
B.ITYTHH

MockBa, Kpemib
29 uronga 2017 roma
N 278-®3



