
POCCHHCKAfI ~E~EPAQIUI 

~E~EPA~hHhlH 3AKOH 

0 BHeceuuu H3Meueuuu B OT,11,eJILHhle 33KOH0,1],aTeJILHLie aKThl 

PoccuucKou «l>e,11,epau;uu B q:acTu npoTnBo,11,eucTBHB o6opoTy 

4>aJI1>cu4>uu;upoBaHHhIX, KOHTpa4>aKTHLIX, ue,11,06p0Ka q:ecTBeHHhlX 

H He3aperucTpupoBaHHhlX JieKapCTBeHHhlX cpe,11,CTB, Me,11,HU:HHCKHX 

03,11,eJIHH H 4>aJILCH4>uu;upoBaHHhlX 6uoJioruq:ecKH aKTHBHhIX ,11,06aBOK 

IIpHH.SIT rocy,11,apCTBeHHOH ,ll;yMOH 

O~o6peH CoBeTOM ~e~epaQHH 

CTaTLB 1 

19 ,n:eKa6p.SI 2014 ro,n:a 

25 ~eRa6pH 2014 ro~a 

BHeCTH B YronoBHbIH Ko,n:eKc PoccHiicKoii <l>e,n:epaIJ;inr (Co6pamre 

3aK0Ho,n:aTen1>cTBa PoccHHCKoii <l>e,n:epa:u:HH, 1996, .N2 25, CT. 2954; 1998, N2 26, 

CT. 3012; 1999, N2 12, CT. 1407; N2 28, CT. 3490, 3491; 2001, N2 11, CT. 1002; 

.N2 47, CT. 4405; 2003, NQ 27, CT. 2712; NQ 50, CT. 4848; 2004, N2 30, CT. 3091; 

2005, N2 1, CT. 13; 2006, .N2 2, CT. 176; NQ 31, CT. 3452; 2007, NQ 21, CT. 2456; 

N2 31, CT. 4008; N2 45, CT. 5429; 2008, N2 15, CT. 1444; N2 52, CT. 6235; 2009, 

N2 31, CT. 3921; N2 52, CT. 6453; 2010, N2 19, CT. 2289; N2 21, CT. 2525; N2 49, 
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CT. 6412; 2011, NQ 11, CT. 1495; NQ 19, CT. 2714; NQ 30, CT. 4598; NQ 50, CT. 7362; 

2012, NQ 10, CT. 1162, 1166; NQ 24, CT. 3071; NQ 30, CT. 4172; NQ 47, CT. 6401; 

NQ 53, CT. 7633, 7637; 2013, NQ 26, CT. 3207; NQ 27, CT. 3442, 3477; NQ 30, 

CT. 4078; NQ 44, CT. 5641; NQ 48, CT. 6165; NQ 51, CT. 6685, 6696; NQ 52, CT. 6945, 

6946; 2014, NQ 19, CT. 2310; NQ 23, CT. 2927; NQ 26, CT. 3385; NQ 30, CT. 4278) 

cne,n:yIOIII,He H3MeHeHm1: 

1) nyHKT "a" qacnr nepBOH CTaTI:,H 1041 
nocne l(Hq>p "234," .D:OTIOJIHMTh 

l(H<ppaMM "2351, 2381,", nocne l(H<pp "307 - 309," .D:OTIOJIHMTh l(Hq>paMM "3272
,"; 

2) .D:OIIOJIHMTh CTaTheH 235 1 
cne,n:yIOIII,ero co,n:ep)l<aHmI: 

"CTaTMI 235 1
. He3aKOHHOe npOH3B0.Z:.CTBO JieKapCTBCHHblX cpe.Z:.CTB 

H MC.Z:.HQHHCKHX H3.Z:.CJIHH 

1. IIpoH3BO,n:CTBO JieKapCTBeHHhIX cpe.n,CTB MJIM Me)],Ml(MHCKMX M3)],eJIMH 

6e3 cnel(HaJihHoro pa3perneHM.H (nttl(eH3HH), ecJIM TaKoe pa3perneHMe (TaKa.H 

JIMI(eH3H5.1:) o6.H3aTeJihHO ( o6.H3aTeJihHa), -

HaKa3hIBaeTC.H JIMITieHMeM CB060,n:hI Ha cpoK OT Tpex )],O TI.HTM JieT 

co ITITpaq>oM B pa3Mepe OT TI5.l:TMCOT ThIC5J:q )],0 .n,Byx MMJIJIMOHOB py6neii 

MJIM B pa3Mepe 3apa60THOH TIJiaThI MJIM MHOro ,n:oxo,n:a ocy)K.n,eHHOrO 3a neptto,n: 

OT rneCTM MeC.Hl(eB ,no ,n:Byx JieT MJIM 6e3 TaKOBoro. 

2. Te )Ke ,n:e.HHM.H, COBeprneHHhie: 

a) opraHH3oBaHHoii rpynnoii; 

6) B KpyrrHOM pa3Mepe, -
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HaKa3hIBaIOTCH JIHIIIeHJieM CB060)],hl Ha cpoK OT IIHTH )],O BOChMH JieT 

co IIITpa~OM B pa3Mepe OT O)],HOro MHJIJIHOHa )],O rpex MHJIJIHOHOB py6neH 

JIH6o B pa3Mepe 3apa6oTHOH ITJiaThI HJIH HHOro )],OXO)],a ocy)K)],eHHOro 

3a neptto)], OT O)],Horo ro)],a )],O Tpex JieT HJIH 6e3 TaKOBoro. 

IlpuMe-iaune. KpynHhIM pa3MepoM B HacToHmeH cTaThe npH3HaeTCH 

CTOHMOCTh JieKapCTBeHHhIX cpe,ll,CTB HJIH Me)],HQHHCKHX H3)],eJIHH, npeBhIIIIaIOIUaH 

CTO ThICHq py6neH."; 

3) )],OIIOJIHHTh CTaTheH 2381 
CJie)].yromero CO,ll,ep)KaHHH: 

"CTaThH 2381
. 06pameune 4>anLcn4>nu:uposaee1>IX, 

ue.r.o6poKa-iecTBeHHhIX n ue1aperncTpuposaeeL1x 

JieKapCTBeHHhIX cpe.r.cTB, Me.r.HU:HHCKHX n1.r.ennii 

n o6opoT 4>aJ1hCn4>nu:npoBaHHhIX 6noJIOf'D-JeCKD 

aKTHBHhIX .r.o6aBOK 

1. I1pOH3BO)],CTBO, c6hIT HJIH BBO3 Ha TeppHTOpmo PocCHHCKOH 

<l>e)].epau;HH ~aJibCH~HIJ;HpOBaHHhIX JieKapCTBeHHhIX cpe,ll,CTB HJIH Me)],HQHHCKHX 

H3)],eJIHH, JIH6o c6bIT HJIH BBO3 Ha TeppHTOpmo PocCHHCKOH <l>e)].epau;HH 

He)],o6poKaqecTBeHHbIX JieKapCTBeHHbIX cpe,ll,CTB HJIH Me)],HQHHCKHX H3)],eJIHH, 

JIH6o He3aKOHHhie npOH3BO)],CTBO, c6hIT HJIH BBO3 Ha TeppHTOpHIO PocCHHCKOH 

<l>e,ll,epau;HH B u;eJIHX c6hITa He3aperHCTpHpOBaHHbIX JieKapCTBeHHbIX cpe,ll,CTB 

HJIH Me)],HQHHCKHX H3)],eJIHH, JIH6o npOH3BO)],CTBO, c6bIT HJIH BBO3 

Ha TeppHTOpHIO PocCHHCKOH <I>e,ll,epau;HH ~aJibCH~HIJ;HpOBaHHbIX 6HOJIOfHqecKH 

aKTHBHbIX )],06aBOK, CO,ll,ep)KamHx He 3aHBJieHHhie rrpH rocy,ll,apCTBeHHOH 

perHcrpau;HH ~apMau;eBTHqecKHe cy6cTaHQHH, COBeprneHHbie B KpyrrHOM 

pa3Mepe, -
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HaKa3hIBaIOTC51 np1-rny,n:11TeJibHhlMH pa6oTaMH Ha cpoK OT TPeX ,n:o n»TH JieT 

C JIHIIIeHlieM npaBa 3aHHMaTb onpe,n:eJieHHble ,n:OJI)KHOCTH HJIH 3aHHMaThC51 

onpe,n:eJieHHOH ,n:e»TeJihHOCThIO Ha cpoK ,n:o TPeX JieT HJIH 6e3 TaKOBOfO 

JIH6o JIHIIIeHHeM CB06o,n:hl Ha cpoK OT Tpex ,n:o n»TH JieT co IIITPaq>OM B pa3Mepe 

OT n»THCOT TbIC.sJq ,n:o ,n:Byx MHJIJIHOHOB py6JieH HJIH B pa3Mepe 3apa60THOH 

nJiaThl HJIH HHOfO ,n:oxo,n:a ocy)K,n:eHHOfO 3a nepHo,n: OT IIIeCTH Mec»n;eB ,n:o ,n:Byx 

JieT HJIH 6e3 TaKOBOfO H C JIHIIIeHHeM npaBa 3aHHMaTb onpe,n:eJieHHhie 

,n:OJI)KHOCTH HJIH 3aHHMaTbC51 onpe,n:eJieHHOH ,n:e»TeJihHOCThIO Ha cpoK ,n:o Tpex JieT 

HJIH 6e3 TaKOBOfO. 

2. Te )Ke ,n:e.SIHH.SI, ecJIH OHH: 

a) COBepIIIeHhl rpynnoii JIHIJ, no npe,n:BapHTeJibHOMY CfOBopy 

HJIH opraHH30BaHHOH rpynnoii; 

6) nOBJieKJIH no HeOCTOpO)KHOCTH npHqHHeHHe T.Sl)KKOfO Bpe,n:a 3,n:OpOBhIO 

JIH6o CMepTb qeJIOBeKa, -

HaKa3bIBaIOTC51 JIHIIIeHHeM CB060,n:1>1 Ha cpoK OT Il5ITH ,n:o BOCbMH JieT 

co IIITpaq:>OM B pa3Mepe OT o,n:Horo MHJIJIHOHa ,n:o TPeX MHJIJIHOHOB py6neii 

HJIH B pa3Mepe 3apa6oTHOH nJiaTbl HJIH HHOfO ,n:oxo,n:a ocy)K,n:eHHOfO 3a nepHO,n: 

OT o,n:Horo ro,n:a ,n:o TPeX JieT HJIH 6e3 TaKOBOfO H C JIHIIIeHHeM npaBa 3aHHMaTb 

onpe,n:eJieHHbie ,n:OJI)KHOCTH HJIH 3aHHMaTbC51 onpe,n:eJieHHOH ,n:e»TeJibHOCTbIO 

Ha cpoK ,n:o II5ITH JieT HJIH 6e3 TaKOBOfO. 
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3 . .I(e~IHH.SI, rrpe,nycMOTpeHHble qacnIMM rrepBOH MilM BTOpoii HaCTOHm;eii 

CTaTbH, IIOBileKIIIMe ITO HeOCTOpmKHOCTM CMepTb ,nByx HilH 6onee nm.i;, -

HaKa3bIBaIOTCH IlHIIIeHMeM CBo6o,nbI Ha cpoK OT BOCbMH ,no ,nBeHa,nu;aTM 

neT co IIITPaq>OM B pa3Mepe OT ,nByx MMililMOHOB ,no IIHTM MMililMOHOB py6neii 

HnM B pa3Mepe 3apa6oTHoii rrnaTbI 11n11 MHoro ,noxo,na ocy:>K,neHHoro 3a rrep11O,n 

OT ,nByx ,no IIHTM neT HilM 6e3 TaKOBOro M C IlHIIIeHHeM rrpaBa 3aHMMaTh 

orrpe,neneHHbie ,[(OIl)KHOCTM MilM 3aHMMaThCH orrpe,neneHHOH ,neHTeilbHOCTbIO 

Ha cpoK ,no ,neCHTM neT MilM 6e3 TaKOBOro. 

IlpuMe-taHHB. 1. .I(eiicTBMe HaCTOHm;eii CTaTbM He pacrrpocTpaHHeTCH 

Ha cnyqa11 He3aKOHHbIX c6bITa H BBO3a Ha TeppHTopmo PocCMHCKOH ct>e,nepau;MM 

HapKOTJlqecKMX cpe,ncTB, IICHXOTPOIIHbIX Bem;eCTB, MX rrpeKypcopoB, 

CMilbHO,neiiCTBYIOIIJ;MX HilM H,[(OBMTbIX Bem;eCTB, a TaK:>Ke He3aKOHHOro 

rrpoH3BO,[(CTBa HapKOTHqecKMX cpe,nCTB, IICMXOTpOIIHbIX Bem;ecTB MilH MX 

rrpeKypcopoB. 

2. KpyrrHhIM pa3MepoM B HaCTOHII.J;eii CTaTbe rrpH3HaeTCH CTOMMOCTb 

neKapCTBeHHhIX cpe,nCTB, Me,[(Mil;MHCKMX 113,nenMH MilM 6nonorHqecKM aKTMBHbIX 

,no6aBOK B cyMMe, rrpeBbIIIIaromeii CTO TbICHq py6neii."; 

4) ,norronHHTh cTaT1>eii 3272 
cne,nyromero co,nep:>KaHMH: 
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"CTaTh.S.l 3272
. Ilo,11;,i:~eJIKa AOKyMeHTOB na JieKapCTBeHHLie cpeACTBa 

HJIH MeAHQHHCKUe H3ACJIHH HJIH ynaKOBKH 

JieKapCTBCHHhlX cpeACTB HJIH MCAHQHHCKHX H3ACJIHH 

lhroTOBJieHne B u.emi:x HCIIOJih3OBaHHH HJIH c6hITa 

JIH6o HCIIOJih3OBaHHe 3aBe,IJ;OMO IIO,IJ;,IJ;eJihHbIX ,I(OKyMeHTOB Ha JieKapcTBeHHhie 

cpe,n:cTBa HJIH Me,IJ;HUHHCKHe H3,IJ;eJIHH (perHCTJ)aUHOHHOro y,n:ocTOBepeHHH, 

cepTmpnKaTa HJIH ,n:eKJiapau.nn O COOTBeTCTBHH, HHCTPYKUHH no npnMeHeHHIO 

JieKapCTBeHHOro npenapaTa HJIH HOpMaTHBHOH, TeXHH1IeCKOH 

H 3KCIIJiyaTaIJ,HOHHOH ,I(OKyMeHTaIJ,HH npOH3BO,I(HTeJIH ( H3I'OTOBHTeJIH) 

Me,IJ;HUHHCKoro H3,IJ;eJIHH), -

HaKa3hIBaIOTCH IIITpaq>OM B pa3Mepe OT IIHTHCOT ThICHlJ ,I(O O,I(HOro 

MHJIJIHOHa py6Jieii HJIH B pa3Mepe 3apa6oTHOH IIJiaThI HJIH HHOro ,n:oxo,n:a 

ocy)K,n:eHHoro nepno,n: OT o,n:Horo ro,n:a ,I(O ,n:Byx JieT, 

JIH6o npHHY,IJ;HTeJihHbIMH pa6oTaMH Ha cpoK ,I(O TJ)eX JieT, JIH6o JIHIIIeHHeM 

CB060,IJ;hI Ha TOT )Ke cpoK. 

2. I13rOTOBJieHHe B uerrHx HCIIOJih3OBaHHH HJIH c6hITa 

JIH6o HCIIOJih3OBaHHe 3aBe,IJ;OMO IIO,I(,I(eJihHhIX nepBHlJHOH ynaKOBKH H (HJIH) 

BTOpH1IHOH (IIOTJ)e6nTeJihCKOH) ynaKOBKH JieKapCTBeHHOro npenapaTa -

HaKa3hIBaIOTCH IIITpaq>oM B pa3Mepe OT IIHTHCOT ThICHlJ ,I(O O,IJ;Horo 

MHJIJIHOHa py6Jieii HJIH B pa3Mepe 3apa6oTHOH IIJiaTbI HJIH HHOro ,n:oxo,n:a 

ocy)K,IJ;eHHOfO 3a nepno,n: OT O,I(HOro ro,n:a ,I(O ,IJ;Byx JieT, 
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m160 rrp1rny,n;1ueJihHbIMII pa6oTaMII Ha cpoK ,n;o rpex neT, JIII6o JIIIIIIeHIIeM 

CB06o,n;hI Ha TOT )Ke cpoK. 

3. CoBeprneHIIe ,n;eHHIIH, rrpe,n;ycMorpeHHhIX LiaCT5IMII rrepBOH IIJIII BTopoH 

HacToHm;eH cTaThII, opraHII30BaHHOH rpyrrrroH -

HaKa3hIBaeTC5I JIIIIIIeHIIeM CB060,n;hl Ha cpoK OT II5ITII ,n;o ,n;ec5ITII JieT 

C JIIIIIIeHIIeM rrpaBa 3aHIIMaTh orrpe,n;eJieHHhie ,[(OJI)KHOCTII IIJIII 3aHIIMaThC5I 

orrpe,n;eJieHHOH ,n;e5ITeJihHOCThIO Ha cpoK ,n;o Tpex JieT.". 

CTaTbH 2 

BHeCTII B <I>e,n;epaJihHhIH 3aKoH OT 2 5IHBap5I 2000 ro,n;a N2 29-<1>3 

"O KaLieCTBe II 6e30IIaCHOCTII IIIIII(eBhIX rrpo,n;yKTOB
11 

(Co6paHIIe 

3aKoHo,n;aTeJihCTBa PoccIIHCKOH <l>e,n;epa:u;IIII, 2000, N2 2, CT. 150; 2003, N2 27, 

CT. 2700; 2004, .N2 35, CT. 3607; 2006, N2 14, CT. 1458; 2007, N2 1, CT. 29; 2011, 

N2 1, CT. 6; .N2 30, CT. 4590, 4596) CJie,[(YJOII(IIe II3MeHeHII5I: 

1) a63a:u; rneCTHa,n;:u;aThIH CTaThII 1 II3JIO)KIITh B CJie,[(YJOII(eH pe,n;aKIJ;IIII: 

"<paJihCII(pII:u;IIpOBaHHhie IIIIm;eBhle rrpo,n;yKThI (B TOM LIIICJie 6IIOJIOrIILieCKII 

aKTHBHhie ,n;o6aBKII), MaTepIIaJihI II II3,[(eJIII5I - IIIIII(eBhie rrpo,n;yKThI (B TOM LIHCJie 

6IIOJIOI'HLieCKII aKTHBHhle ,n;o6aBKII), MaTepHaJihI II H3,[(eJIII5I, YMhIIIIJieHHO 

II3MeHeHHhie (rro,n;,n;eJihHhie) H (IIJIH) IIMeIOm;IIe CKphIThie CBOHCTBa II KaLieCTBO, 

IIHQ)OpMaIJ;H5I O KOTOphIX 5IBJI5IeTC5I 3aBe,[(OMO HeIIOJIHOH HJIII He,n;oCTOBepHoH;"; 

2) rryHKT 2 CTaThH 13 ,[(OIIOJIHIITh a63a:u;eM CJie,n;yIOm;ero co,n;ep)KaHH5I: 
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"IlpH opraHH3aIJ;HH H rrpoBe,n;eHHH MeporrpH5ITHH no rocy,n;apcTBeHHOMY 

Ha,n;3opy B o6naCTH o6ecrreqeHH5I KaqecTBa H 6e30IIaCHOCTH IIHII(eBbIX 

rrpo,n;yKTOB, MaTepHMOB H H3,ZJ;eilHH rrpe,n;BapHTeilhHOe yBe,ZJ;OMileHHe 

IlHIJ; HilH HH,ZJ;HBH.ZJ;YMhHhIX rrpe,n;rrpHHHMaTeneii, 

ocymecTBil5IIOII(HX rrpOH3B0,ZJ;CTBO IIHII(eBOH rrpo,n;yKIJ;HH, H (HnH) o6opoT 

IIHII(eBOH rrpo,n;yKIJ;HH, 11 (HnH) OKa3aHHe ycnyr o6mecTBeHHOro IIHTaHH5I, 

0 Haqane rrpoBe,n;eHH5I BHerrnaHOBOH Bhie3,ZJ;HOH rrpoBepKH He Tpe6yeTC5I.". 

CTaTLH 3 

B rro,n;rryHKTe "a" rryHKTa 1 qacTH BTOpOH CTaThH 151 YronOBHO-

rrpou;eccyanhHOro PoccHHCKOH <l>e,n;epau;HH (Co6paHHe 

3aKoHo,n;aTenhcTBa PoccHHCKOH <l>e,n;epau;HH, 2001, N2 52, cT. 4921; 2002, N2 22, 

CT. 2027; N2 30, CT. 3020, 3029; N2 44, CT. 4298; 2003, N2 27, CT. 2700, 2706; 

N2 50, CT. 4847; 2004, N2 27, CT. 2711; 2005, N2 1, CT. 13; 2006, N2 28, CT. 2975, 

2976; N2 31, CT. 3452; 2007, N2 1, CT. 46; N2 24, CT. 2830, 2833; N2 49, CT. 6033; 

N2 50, CT. 6248; 2009, N2 11, CT. 1267; N2 44, CT. 5170; 2010, N2 1, CT. 4; N2 15, 

CT. 1756; N2 21, CT. 2525; N2 27, CT. 3431; N2 31, CT. 4164, 4193; N2 49, CT. 6412; 

2011, N2 1, CT. 16; N2 23, CT. 3259; N2 30, CT. 4598, 4605; N2 45, CT. 6334; N2 50, 

CT. 7361, 7362; 2012, N2 10, CT. 1162, 1166; N2 30, CT. 4172; N2 31, CT. 4330, 

4331; N2 47, CT. 6401; N2 49, CT. 6752; N2 53, CT. 7637; 2013, N2 26, CT. 3207; 

N2 27, CT. 3442, 3478; N2 30, CT. 4078; N2 44, CT. 5641; N2 51, CT. 6685; N2 52, 

CT. 6945; 2014, N2 19, CT. 2303, 2310, 2333; N2 23, CT. 2927; N2 26, CT. 3385; 
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NQ 30, CT. 4219, 4259, 4278; NQ 48, CT. 6651) u;m:ppbl "227, 237 - 239" 3aMeHHTh 

u;m:ppaMH "227, 2351, 237, 238, 2381, 239", u;mppbl "321, 328" 3aMeHHTb 

u;mppaMH "321, 3272
, 328". 

CTaThB. 4 

BtteCTH B Ko,n:eKc PoccttiicKoii <l>e,n:epan;tttt 06 a,n:MHHHCTpaTHBHbIX 

npaBoHapyrneHttxx ( Co6paHHe 3aKoHo,n:aTeJibCTBa PoccttiicKoii <I>e,n:epan;tttt, 

2002, NQ 1, CT. 1; NQ 30, CT. 3029; NQ 44, CT. 4295; 2003, NQ 27, CT. 2700, 2708, 

2717; NQ 46, CT. 4434; NQ 50, CT. 4847, 4855; 2004, NQ 31, CT. 3229; NQ 34, 

CT. 3529, 3533; NQ 44, CT. 4266; 2005, NQ 1, CT. 9, 13, 40, 45; NQ 10, CT. 763; 

NQ 13, CT. 1075, 1077; NQ 19, CT. 1752; NQ 27, CT. 2719, 2721; NQ 30, CT. 3104, 

3131; NQ 50, CT. 5247; NQ 52, CT. 5574; 2006, NQ 1, CT. 4, 10; NQ 2, CT. 172; NQ 6, 

CT. 636; NQ 10, CT. 1067; NQ 12, CT. 1234; NQ 17, CT. 1776; NQ 18, CT. 1907; NQ 19, 

CT. 2066; NQ 23, CT. 2380; NQ 31, CT. 3420, 3438, 3452; NQ 45, CT. 4641; NQ 50, 

CT. 5279, 5281; NQ 52, CT. 5498; 2007, NQ 1, CT. 21, 29; NQ 16, CT. 1825; NQ 26, 

CT. 3089; NQ 30, CT. 3755; NQ 31, CT. 4007, 4008; NQ 41, CT. 4845; NQ 43, CT. 5084; 

NQ 46, CT. 5553; 2008, NQ 18, CT. 1941; NQ 20, CT. 2251, 2259; NQ 29, CT. 3418; 

NQ 30, CT. 3604; NQ 49, CT. 5745; NQ 52, CT. 6235, 6236; 2009, NQ 7, CT. 777; 

NQ 23, CT. 2759; NQ 26, CT. 3120, 3122; NQ 29, CT. 3597, 3642; NQ 30, CT. 3739; 

NQ 48, CT. 5711, 5724; NQ 52, CT. 6412; 2010, NQ 1, CT. 1; NQ 19, CT. 2291; NQ 21, 

CT. 2525; NQ 23, CT. 2790; NQ 27, CT. 3416; NQ 30, CT. 4002, 4006, 4007; NQ 31, 

CT. 4158, 4164, 4193, 4195, 4206, 4207, 4208; NQ 41, CT. 5192; NQ 49, CT. 6409; 
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2011, NQ 1, CT. 10, 23, 29, 54; N!:! 7, CT. 901; NQ 15, CT. 2039; NQ 17, CT. 2310; 

NQ 19, CT. 2714, 2715; NQ 23, CT. 3260; NQ 27, CT. 3873; NQ 29, CT. 4290, 4298; 

N!:! 30, CT. 4573, 4585, 4590, 4598, 4600, 4601, 4605; NQ 46, CT. 6406; N!:! 47, 

CT. 6602; NQ 48, CT. 6728; NQ 49, CT. 7025, 7061; NQ 50, CT. 7342, 7345, 7346, 

7351, 7352, 7355, 7362, 7366; 2012, NQ 6, CT. 621; N!:! 10, CT. 1166; NQ 19, 

CT. 2278, 2281; NQ 24, CT. 3069, 3082; NQ 29, CT. 3996; NQ 31, CT. 4320, 4330; 

NQ 41, CT. 5523; NQ 47, CT. 6402, 6403, 6404, 6405; NQ 49, CT. 6757; NQ 53, 

CT. 7577, 7602, 7640; 2013, N!:! 8, CT. 720; N!:! 14, CT. 1651, 1658, 1666; NQ 19, 

CT. 2323, 2325; NQ 26, CT. 3207, 3208, 3209; NQ 27, CT. 3454, 3469, 3470, 3477; 

NQ 30, CT. 4025, 4029, 4030, 4031, 4032, 4034, 4036, 4040, 4044, 4078, 4082; 

NQ 31, CT. 4191; NQ 43, CT. 5443, 5444, 5445, 5452; NQ 44, CT. 5624, 5643; NQ 48, 

CT. 6161, 6163, 6165; NQ 49, CT. 6327, 6341, 6343; N!:! 51, CT. 6683, 6685, 6695, 

6696; NQ 52, CT. 6961, 6980, 6986, 6994, 7002; 2014, NQ 6, CT. 557, 559, 566; 

N!:! 11, CT. 1092, 1096; N!:! 14, CT. 1562; N!:! 19, CT. 2302, 2306, 2310, 2317, 2324, 

2325, 2326, 2327, 2330, 2335; N!:! 26, CT. 3366, 3379; N!:! 30, CT. 4211, 4214, 

4218, 4228, 4233, 4244, 4248, 4256, 4259, 4264, 4278; N!:! 42, CT. 5615; N!:! 43, 

CT. 5799; N!:! 48, CT. 6636, 6638, 6642, 6643, 6651) cne,n:yrom;ne H3MeHeHmI: 

1) B qaCTH 1 CTaThH 3.5 CJIOBa 
11

B cnyqaHX, rrpe.n.ycMOTpeHHbIX CTaTbeH 

11.201, qacTbIO 5 CTaTbH 14.35" 3aMeHIITb CJIOBaMH 
11

B cnyqaHX, 

rrpe,n:ycMOTpeHHbIX CTaTMIMH 6.33, 11.201, qaCTbIO 5 CTaThH 14.35", CJIOBa 
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"B cnyqa5J:X, rrpe,z:i;ycMOTJ)eHHbIX CTaTMIMH 5.38, 7.13" 3aMeHHTb CJIOBaMH 

"B cnyqa.HX, rrpe,z:i;ycMOTJ)eHHbIX CTaTMIMH 5.38, 6.33, 7.13", CJIOBa 
11

B cnyqa.SJX, 

rrpe,z:i;ycMOTpeHHbIX CTaTb.HMH 6.19, 6.20, qacTbIO 1 CTaTbH 7.13" 3aMeHHTb 

CJIOBaMH 
11

B cnyqa.HX, rrpe,z:i;ycMOTpeHHbIX CTaTb.HMH 6.19, 6.20, 6.33, qacTbIO 1 

CTaTbH 7.13"; 

2) a63al( rrepBbIH CTaTbH 6.28 IIOCJie CJIOB "Me,l(Hl(HHCKHX H3,l(eJIHH" 

,l(OIIOJIHHTb CJIOBaMH 
11

, eCJIH 3TH ,z:i;ettCTBH.H He co,z:i;ep)l<aT rrpH3HaKOB yroJIOBHO 

3) rJiaBy 6 ,l(OIIOJIHHTb CTaTbeH 6.33 cne.n;yIOmero co,z:i;ep)l<aHH.H: 

"CTaTb.H 6.33. O6paIQeHHe «t,aJihCHcJ>uu;upoBaHHhIX, KOHTpacJ>aKTHhIX, 

ue.r.o6poKa"IJeCTBeHHhIX H ue1aperHCTpHp0BaHHhIX 

JieKapCTBeHHhIX cpe.r.cTB, Me.Z:.HU:HHCKHX H3.Z:.eJIHH 

u o6opoT cJ>aJihCHcJ>uu;upoBaHHhIX 6HOJIOrH"lfeCKH 

aKTHBHhlX .r.o6aBOK 

1. IlpoH3BO,l(CTBO, rrpo,z:i;a)Ka HJIH BB03 Ha Tepp1nopHIO PoccttiicKoii 

<l>e,z:i;epan:HH <paJibCH<pHU:HpoBaHHbIX JieKapcTBeHHbIX cpe,n:CTB, 

JIH6o rrpOH3BO,l(CTBO, peaJIH3al(H.H HJIH BB03 Ha TeppHTOpHIO PocCHHCKOH 

<l>e,z:i;epan:HH <paJibCH<pHUHPOBaHHbIX Me,l(Hl(HHCKHX H3,l(eJIHH, JIH6o rrpo,n;a)Ka 

HJIH BB03 Ha TeppHT0pHIO PocCHHCKOH <l>e,z:i;epanHH KOHTpa<paKTHbIX 

JieKapCTBeHHbIX cpe,l(CTB, JIH6o peaJIH3al(H.H HJIH BB03 Ha TeppHTOpHIO 

PocCHHCKOH <l>e,z:i;epanHH KOHTpa<paKTHbIX Me,l(HI.lHHCKHX H3,l(eJIHH, m160 o6opoT 

<paJibCH<pHI.lHPOBaHHbIX 6HOJIOrHqecKH aKTHBHbIX ,z:i;o6aBOK, ecJIH 3TH ,z:i;ettCTBH.H 

He co,z:i;ep)KaT rrpH3HaK0B yroJI0BH0 HaKaJyeMoro ,l(e.HHH.H, -
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BneqeT Hano)Kemie a,n:MHHHCTpanrnHoro IIITpa<pa Ha rpa)K,n:aH B pa3Mepe 

OT ceMH,n:ec.sITH TbIC.sJ:q ,n:o CTa ThIC.sJ:q py6neii; Ha .D:Oil)KHOCTHbIX IlHU. - OT CTa 

TbIC.sJ:q .n:o IIIeCTHCOT TbIC.sJ:q py6neii; Ha HH.D:HBH,n:yanbHbIX npe,n:npHHHMaTeneii -

OT CTa TbIC.sJ:q .n:o rnecTHCOT TbIC.sJ:q py6neii HilH a,n:MHHHCTpaTHBHOe 

npHOCTaHOBneHHe ,n:e.si:TenbHOCTH Ha cpoK .n:o ,n:eB.sIHOCTa cyToK; Ha IOpH,n:HqecKHX 

IlHI.J. - OT o,n:Horo MHililHOHa ,n:o II.sITH MHililHOHOB py6neii HilH a,n:MHHHCTpaTHBHOe 

npHOCTaHOBneHHe ,n:e.si:TenbHOCTH Ha cpoK .n:o ,n:eBHHOCTa cyTOK. 

2. Ilpo,n:a)Ka HnH BBO3 Ha TeppHTopHIO PoccHiicKoii <:J:>e,n:epaUHH 

He,n:o6poKaqecTBeHHbIX neKapCTBeHHbIX cpe,n:CTB, nH6o peanH3aUH.sI 

HilH BBO3 Ha TeppHTOpHIO PocCHHCKOH <l>e,n:epall,HH He,n:o6poKaqecTBeHHbIX 

Me,n:HUHHCKHX H3,n:enHii, nH6o He3aKOHHbie npOH3BO.D:CTBO, npo,n:a)Ka 

HilH BBO3 Ha TeppHTOpHIO PoCCHHCKOH <:J:>e,n:epaUHH He3aperHCTpHpoBaHHbIX 

neKapCTBeHHbIX cpe,n:CTB, ecnH 3TH ,n:eiiCTBH.sI He co,n:ep)KaT npH3HaKOB yronoBHO 

HaKaJyeMoro ,n:e.si:HH.sI, -

BneqeT HailO)KeHHe a,n:MHHHCrpaTHBHOro IIITpa<pa Ha rpa)K,n:aH 

B pa3Mepe OT ceMH,n:ec.sITH TbIC.sJ:q .n:o CTa TbIC.sJ:q py6neii; Ha .D:Oil)KHOCTHbIX IlHU -

OT CTa TbIC.sJ:q ,n:o IIIeCTHCOT TbIC.sJ:q py6neii; Ha HH.D:HBH,n:yanbHbIX 

npe,n:npHHHMaTeneii OT CTa TbIC.sJ:q .n:o IIIeCTHCOT ThIC.sJ:q py6neii 

HilH npHOCTaHOBneHHe ,n:e.si:TenbHOCTH Ha cpoK 

.n:o ,n:eB.sIHOCTa cyToK; Ha IOpH,n:HqecKHX IlHU - OT o,n:Horo MHililHOHa .n:o II}ITH 
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MHnnHOHOB py6neH Hnll a,n:MHHHCTJ)aTHBHOe rrpHOCTaHOBneHHe ,n:eHTenbHOCTH 

Ha cpoK ,n:o ,n:eBHHOCTa cyTOK. "; 

4) qacTH 2 ll 3 CTaThH 14.42 
rrpH3HaTb yTpaTHBIIIHMH CHny; 

5) B CTaTbe 23.1: 

a) B qacTH 1 rrocne cnoB "qacThIO 4 cTaThH 6.29," ,n:orronHHTh cnoBaMH 

11
CTaTbHMll 6.33,", cnoBa "qacnIMll 2 ll 3 CTaTbll 14.42

," 3aMeHHTh cnoBOM 

"cTaThHMH" • 
' 

6) a63aQ qeTBepTbIH qacTH 3 rrocne cnoB "rrpe,n:ycMOTJ)eHHhIX CTaThHMll
11 

,n:orronHHTh umppaMH "6.33,"; 

6) B qacTH 1 CTaTbH 23 .81 cnoBa "qaCThlO 1 CTaTbH 11 llCKnIOqllTh; 

7) B qacTH 2 CTaTbH 28.3: 

a) rryHKT 12 rrocne :u;mpp "6.16," ,n:orronHHTh umppaMH "6.33,"; 

6) B rryHKTe 18 rrocne cnoB "qacThIO 4 cTaThH 6.29," ,n:orronHHTh cnoBaMH 

"qacTblO 1 ( 3a HCKnIOqeHHeM o6opoTa cpanncmpHUHpoBaHHhIX 6HonorHqecKH 

aKTHBHhIX ,n:o6aBOK) H qacTbIO 2 CTaThll 6.33,", cnoBa "qacTHMll 2 H 3 

B) B IIYHKTe 19 cnoBa "rrpe,n:ycMOTJ)eHHhIX CTaTbHMll 6.1, 14.26" 3aMeHHTh 

cnoBaMH "rrpe,n:ycMOTpeHHhIX CTaTbeH 6.1, qacTbIO 1 CTaTbll 6.33 (B qacTH 

o6opoTa cpanbCH<pHUHPOBaHHhlX 6HonoruqecKH aKTHBHhIX ,n:o6aBOK ), 

CTaTbeH 14.26"; 

r) rryHKT 63 rrocne cnoB 
11
CTaTbHMll 6.27," ,n:orronHHTh UH<ppaMH "6.33,". 
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CTaThH 5 

qaCTb 4 CTaTbII 1 <l>e,n:epaJibHOro 3aKOHa OT 26 ,n:eKa6pH 2008 ro.n:a 

.NQ 294-<1>3 "O 3aIIJ;IITe rrpaB IOpII,n:IIqecKIIX JIIID; II IIH.Zl:IIBII.IJ:YaJibHbIX 

rrpe,n:rrpIIHIIMaTeneii rrpII ocymecTBJieHIIII rocy.n:apcTBeHHoro KOHT:pOJIH 

(Ha)l:30pa) II MYHIID;IIIIaJibHOro KOHTpOJIH
11 

(Co6paHIIe 3aKOHO,IJ:aTeJibCTBa 

PocCHHCKOH <l>e.n:epaUHII, 2008, .NQ 52, CT. 6249; 2009, .NQ 18, CT. 2140; .NQ 29, 

CT. 3601; .N°Q 52, CT. 6441; 2010, .N°Q 17, CT. 1988; .N°Q 31, CT. 4160, 4193; 2011, 

.N°Q 17, CT. 2310; .N°Q 30, CT. 4590; .N°Q 48, CT. 6728; 2012, .N°Q 26, CT. 3446; 2013, 

.N°Q 27, CT. 3477; .N°Q 30, CT. 4041; .N°Q 52, CT. 6961, 6979, 6981; 2014, .N°Q 26, 

CT. 3366; .N°Q 30, CT. 4220, 4235, 4243; .N°Q 42, CT. 5615; .N°Q 48, CT. 6659) 

)l:OIIOJIHIITb rryHKTaMH 34 tt 35 cne.n:yIOmero co.n:ep)KaHIIH: 

"34) cpe.n:epaJibHbIH rocy.n:apcTBeHHbIH Ha,II,30p B ccpepe o6pameHIIH 

JieKapCTBeHHhIX cpe,n:CTB; 

35) rocy.n:apCTBeHHbIH KOHT:pOJib (Ha)l:30p) B o6JiaCTH o6ecrreqeHIIH 

KaqecTBa II 6e30IIaCHOCTII IIIIIIJ;eBbIX rrpo.n:yKTOB.". 

CTaThH 6 

CTaThIO 38 <l>e.n:epaJibHOro 3aKOHa OT 21 HOH6pH 2011 ro,n:a .NQ 323-<1>3 

"06 ocHoBax oxpaHhI 3,n:opoB:&H rpa)K,n:aH B PoccttiicKoii <l>e.n:epau;ttII" (Co6paHIIe 

3aKoHo.n:aTem>CTBa PoccttiicKoii <l>e.n:epau;IIII, 2011, .NQ 48, cT. 6724; 2013, .NQ 48, 

CT. 6165) )l:OIIOJIHHTb qacTHMII 12 - 20 cne,n:y10mero co,n:ep)KaHHH: 
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"12. <I>ruu,c:m):mn;MpOBaHHOe Me,L(Mll;MHCKOe M3,L(eJIMe - Me,n:Mll;MHCKOe 

M3,n:e1rne, corrpoBO)K,n:aeMoe JIO)KHOH HmpopMan;Meii o ero xapaKTepMCTHKax 

M ( MJIM) rrpOM3B0,L(MTeJie ( H3I'OTOBHTene ). 

13. He,n:o6poKaqecTBeHHOe Me,L(Mll;HHCKOe H3,n:enMe - Me,L(Mll;HHCKOe 

H3,L(eJIHe, He COOTBeTCTB)'IDII(ee Tpe6oBaHHRM HOpMaTHBHOH, TeXHHqecKOH 

M (MJIH) 3KCIIJiyaTall;MOHHOH ,n:oKyMeHTan;HH rrpOH3B0,L(MTeAA (H3I'OTOBMTeJIH) 

JIM6o B cnyqae ee OTCYTCTBMR TPe6oBaHMHM HHOH HOpMaTMBHOH ,n:oKyMeHTan;MM. 

14. KoHTpa<j:>aKTHOe Me,n:Hll;HHCKOe H3,L(eJIMe - Me,L(Mll;MHCKOe H3,L(eJIMe, 

HaXO,L(HII(eecR B o6opoTe C HapyrneHHeM rpa)K,L(aHCKoro 3aKOHO,L(aTeJihCTBa. 

15. 3arrpemaeTCR rrpOH3B0,L(CTBO: 

1) Me,L(Mll;MHCKMX M3,L(eJIHH, He BKmoqeHHhIX B rocy,n:apCTBeHHhIH peeCTP 

Me,L(Hll;HHCKHX H3,L(eJIHH H opraHH3all;HH (HH,L(HBH,L(YaJihHhIX rrpe,n:rrpHHHMaTeJieii), 

ocymecTBJIHIOII(MX rrpOM3B0,L(CTBO M H3I'OTOBJieHHe Me,L(Mll;MHCKMX M3,L(eJIMH, 

3a MCKJIIOqeHHeM Me,L(Mll;HHCKHX M3,L(eJIMH, rrpOH3B0,L(MMhIX ,L(JIH rrpoBe,n:eHMR 

HCIIblTaHHH H (HnM) Hccne,n:oBaHHH; 

2) <paJihCM(pHll;MpOBaHHhIX Me,L(Mll;HHCKHX H3,L(eJIHil. 

16. 3arrpemaeTCR BB03 Ha TeppHTOpMIO PocCMHCKOil <I>e,n:epan;HH 

<paJihCM(pMll;HpOBaHHhIX Me,L(Mll;HHCKMX H3,n:enHM, He,n:o6poKaqecTBeHHhIX 

Me,L(Hll;HHCKHX H3,L(eJIMH M KOHTpacpaKTHhIX Me,L(Hll;HHCKHX H3,L(eJIHH. 
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17. 3arrpemaeTC51 pearrH3au;Jrn q:>aJibCHqmu;HpoBaHHbIX Me,n:HUHHCKHX 

H3):i:eJIHH, He,n:o6poKaqecTBeHHblX Me):i:HUHHCKHX H3,n:eJIHH Ii KOHTpag:>aKTHbIX 

Me):i:HUHHCKHX H3,n:eJIHH. 

18. <l>arrbCHq:>HUHpoBaHHbie Me,lJ:HUHHCKHe H3):i:eJIH51 

Ii He,n:o6poKaqecTBeHHbie Me,lJ:HUHHCKHe H3,n:eJIH51 no,n:Jie)KaT H3'b51THIO 

H rrocne,n:yromeMy yHHqTo)KeHHIO HJIH BbIB03Y c TeppHTopHH PoccHiicKoii 

<I>e,n:epaUHH, a KOHrpaq:>aKTHbie Me,n:HUHHCKHe H3):i:eJIH51 H3'b51THIO 

H nocne,n:yromeMy YHHqTo)KeHHIO. BbIB03 c TeppHTopHH PoccHiicKoii 

<I>e,n:epaUHH qJa.JibCHqJHUHpOBaHHblX Me):i:HUHHCKHX H3,n:enttii 

Ii He,n:o6poKaqecTBeHHbIX Me):i:HUHHCKHX H3):i:eJIHH ocymecTBJI51eTC51 3a cqeT JIHUa, 

ocymecTBHBIIlero HX BB03 Ha TeppHTOpHIO PocCHHCKOH <I>e,n:epaUHH. 

19. IlopH,n:oK H3'b51TbIX q:>a.JibCHq:>HUHpOBaHHbIX 

Me,n:HUHHCKHX H3,n:eJIHH, He,n:o6poKaqecTBeHHbIX Me):i:HUHHCKHX H3):i:eJIHH 

Ii KOHTpaq:>aKTHblX Me):i:HUHHCKHX H3,n:eJIHH ycTaHaBJIHBaeTC51 IlpaBHTeJibCTBOM 

PoccttiicKoii <I>e,n:epaUHH. 

20. Pacxo,n:bl, CB513aHHbie C YHHqTO)KeHHeM q:>a.JibCHq:>HUHpoBaHHbIX 

Me):i:HUHHCKHX H3):i:eJIHH, He,n:o6poKaqecTBeHHblX Me,n:HUHHCKHX H3,n:eJIHH 

Ii KOHTpag:>aKTHbIX Me):i:HUHHCKHX H3):i:eJIHH, B03MemaIOTC51 HX BJia,n:eJibUeM. 
11

• 

CTaTMI 7 

A63aUbI II51TbIH - BOCbMOH IIYHKTa 6 CTaTbli 39 <I>e,n:eparrbHOrO 3aKOHa 

OT 25 HOH6pH 2013 ro,n:a NQ 317-<I:>3 "O BHeceHHH H3MeHeHHH B oT,n:eJibHbie 
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3aKOHO)J,aTeJII>Hbie aKTbI PocCHHCKOH <!>eJJ,epau;HH H rrpII3HaHHH yrpaTIIBIIIHMII 

CHJIY OT)J,eJibHbIX IIOJIO)KeHIIH 3aKOHOJJ,aTeJII,HbIX aKTOB PocCIIHCKOH <!>eJJ,epau:1111 

no BorrpocaM oxpaHhI 3JJ.OpOBMI rpa)KJJ,aH B PoccHHCKOH <!>eJJ,epau;HH" (Co6paHHe 

3aKOHOJJ,aTeJibCTBa PoccHHCKOH <!>eJJ,epau:1111, 2013, .NQ 48, CT. 6165) rrpH3HaTb 

yTpaTIIBIIIIIMH CHJIY. 

CTaThH 8 

HacTO.SIIu;IIH <!>eJJ,epanhHhIH 3aKOH BcTyrraeT B CHJIY c 23 .SIHBap.SI 

2015 roJJ,a. 

------

MocKBa, KpeMJib 
31 ,n;eKa6p5I 2014 ro,n;a 
NQ 532-<1>3 

pe3H,D;eHT 

~-,--- Koii<I>e,n;epanttM B.IlyTMH 


