POCCUVICKASI ®EJIEPALIMS
O®EJIEPAJBHBIA 3AKOH

O BHeceHHHM H3MEHEHHH B OT/Ae/IbHble 3AKOHOAATeIbHbIE AKThI
Poccniickoii @egepaninu B 4aCTH NPOTHBOAEHCTBHA 000pOTY
dhanbcnPpuuHpPOBAHHBIX, KOHTPa(aAKTHBIX, HeI0OPOKAYECTBEHHBIX
M He3aperdcTPHPOBAHHBIX JIEKAPCTBEHHBIX CPeICTB, MeIHIHHCKHAX
u3genauii n panbcuPHIHPOBAHHBIX OHOJIOrHYeCKH AKTHBHBIX 100aBOK

IIpunsat N'ocynapcteennoi [lymoit 19 nexabps 2014 rona
Omo6pen CoeToM Pepepaiuu 25 mexa6psa 2014 ropa
Crartps 1

Buectu B VYronosueii kogekc Poccuiickoit ®enepauun (Cobpanue
3akoHozatenbcTBa Poccuiickoit @enepanuu, 1996, Ne 25, ct. 2954; 1998, Ne 26,
ct. 3012; 1999, Ne 12, ct. 1407; Ne 28, ct. 3490, 3491; 2001, Ne 11, crt. 1002;
Ne 47, ct. 4405; 2003, Ne 27, ct. 2712; No 50, ct. 4848; 2004, Ne 30, ct. 3091;
2005, Ne 1, cr. 13; 2006, Ne 2, cT. 176; Ne 31, ct. 3452; 2007, Ne 21, ct. 2456;
Ne 31, ct. 4008; Ne 45, ct. 5429; 2008, Ne 15, ct. 1444; Ne 52, ct. 6235; 2009,

No 31, ct. 3921; Ne 52, ct. 6453; 2010, Ne 19, ct. 2289; No 21, cT. 2525; Ne 49,

i
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cr. 6412; 2011, Ne 11, ct1. 1495; Ne 19, ct1. 2714; Ne 30, ct. 4598; Ne 50, ct. 7362;
2012, Ne 10, cr. 1162, 1166; Ne 24, ct. 3071; Ne 30, ct. 4172; Ne 47, cr. 6401;
Ne 53, cr. 7633, 7637; 2013, Ne 26, ct. 3207; Ne 27, ct. 3442, 3477; Ne 30,
cT. 4078; Ne 44, c1. 5641; Ne 48, cT. 6165; Ne 51, c1. 6685, 6696; Ne 52, cr. 6945,
6946; 2014, Ne 19, ct. 2310; Ne 23, ct. 2927; Ne 26, ct. 3385; Ne 30, ct. 4278)
ClIeqyoIHe N3MEHEHHUS:

1) nyskT "a" wacTu TepBoii cTathu 104’ mocne muébp "234," nONOTHHUTE
nudpamMu "235', 238",", mocie wudp "307 - 309," gononHuTs HEbpaMK 327",

2) ZOMOJHHUTH cTaThell 235’ CIeAYIOmero CofepKaHus:

"Cratbst 235'. He3akoHHOe IPOH3BOJACTBO J1EKAPCTBEHHBIX CPEACTB
M MeIHIHHCKHX H3/1eJIHil

1. TIpon3BOACTBO JIE€KAPCTBEHHBIX CPEJCTB MM MEIUIIUHCKUAX H3IENUit
0e3 crenuaTbHOro paspelieHHs (JHMIEeH3WH), €ClIM TaKoe pa3pelieHune (Takas
TUIIeH3us) 00s3aTenbHO (00s3aTeNbHA), -

HaKa3bplBACTCAd JIUIIEHHEM CBOOOABI HA CPOK OT TpexX [0 MSITH JIeT
co mrpagoM B pa3Mepe OT ISATHCOT THICAY IO ABYX MHJUTHOHOB pyOieit
WIH B pa3Mepe 3apaboTHOM IIaThl MM MHOTO J0XOJa OCYXICHHOTO 32 IepHO]
OT IIECTH MECSIEB JI0 JBYX JIeT HiIM O6€3 TaKoBOTO.

2. Te xxe nesHUsA, COBEpIIEHHbIE:

a) OpraHu30BaHHOM TPYIIION;

0) B KpyIIHOM pasmepe, -
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HaKa3bIBAIOTCS JIMIICHHEM CBOOOABI Ha CPOK OT HATH A0 BOCBMH JIET
co mrpadoM B pasMepe OT OJHOrO MHJUTHOHA JO TpeX MUUIMOHOB pyOiei
ambo B pasMepe 3apaboTHO#M IUIATBl WJIM HMHOTO JOXO0Ja OCYXXIEHHOIO
3a MepUOoJ] OT OJTHOTO Tofa JI0 TPEX JIeT WJId Oe3 TaKOBOTO.

Ilpumeuanne. KpynmHeIM pazMepoM B HAcTOsIIEH CTaThe IPU3HAETCS
CTOMMOCTD JIEKAPCTBEHHBIX CPEICTB MM MEIULMHCKAX H3JENUH, NPeBhIIatomias
CTO ThICSY pyOIIeit.";

3) HOnoIHATH cTatheil 238’ cienyromero coxepxanus:

"Cratbst 238'. O6pamenne paabcHpHIHPOBAHHDIX,

HeJ00pOKaYecTBEHHBIX H He3aperHcTPHPOBAHHbIX
JIEKAPCTBEHHbIX CPeJCTB, MEJHIIHHCKHX H31eTHH
" 060poT PpanbcHPUINPOBAHHBIX OHOJIOTHYECKH
AKTHBHBIX 100aBOK

1. Ilpom3BoactBo, cOBIT WIM BBO3 Ha Tepputopuro Poccuiickoit
Penepanuu $aabCUQUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WM MEAUIMHCKHUX
u3genuif, o160 cOBIT WM BBO3 Ha Teppuropuio Poccuiickoit ®Deneparuu
HeJ0OpOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB MM MEIUIMHCKUX H3IEITHH,
nu00 He3aKOHHbIE NMPOM3BOICTBO, COBIT MIIM BBO3 Ha TeppuTOpHIo Poccuiickoii
Qenepauyu B LeNsIX cObITA HE3apErHMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB
UM MEOULMHCKHAX U3JeNui, Jmb0 NpOM3BOACTBO, COBIT HJIM BBO3
Ha Tepputoputo Poccuiickoii @enepaunn ¢panbcupuIIApOBaHHBIX OMOJIOTHUECKH
aKTUBHBIX J100aBOK, COJEp)KallMX HE 3asBIE€HHBbIE MpPH TOCYAAPCTBEHHOH

peructpanuy (¢apmaieBTHiecKue CyOCTaHIIMH, COBEpIICHHbIE B KPYITHOM

pasmepe, -
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HAKAa3bIBAIOTCS IIPUHYIUTEIBHBIMUA paboTaMH Ha CPOK OT TPEX [0 IATH JIET
C JIMIIEHHEM IIpaBa 3aHUMAaTh OIPEACTCHHBbIC IOJDKHOCTH HWIIM 3aHMMAThCH
OIpe/ieIeHHON JesTeTbHOCTRI0O Ha CpPOK JI0 Tpex JeT uiad 0e3 TaKoBOro
100 JIHUIIeHHeM CBOOOIBI Ha CPOK OT TpeX A0 MATH JIeT co mTpadoM B pazMmepe
OT ISTHCOT THICAY IO JBYX MHJUIMOHOB pyOjieil wum B pasMmepe 3apaboTHOM
ILIaThl UJIX MHOT'O J0XOJla OCYKIEHHOIrO 3a IE€PHUOJ OT IIECTH MECALEB 10 ABYX
JeT wid 0e3 TakoBOTO H C JIMIIEHHWEM TIpaBa 3aHUMaTh ONPEICIICHHBIE
JIOJDKHOCTY HJTM 3aHUMAThCS ONPEIeICHHON NeSTETbHOCTHIO HAa CPOK JI0 TPEX JIET
uim 0e3 TaKOBOTO.

2. Te xe nesHus, eCayd OHH:

a) COBEpLIeHbl [IPYNNoOd JHI 1O MpeJBApUTEILHOMY CrOBOpPY
WJIM OPraHM30BaHHOU IPYIIIION;

©) MOBJIEKIN 110 HEOCTOPOXKHOCTH NMPUYMHEHHE TSHKKOTO Bpesia 3J0POBBIO
1100 CMEPTH YEeJIOBEKa, -

HaKa3bplBalOTCA JIMIIEHWEM CBOOOABI Ha CPOK OT MSITH 10 BOCBMH JET
co mTpaoM B pasMepe OT OJHOr0O MH/UIHOHZ 0 TPeX MHJUIMOHOB pyOJiei
UM B pasMepe 3apabOTHOW MiaThl WM MHOTO J0XO0Ja OCYXICHHOTO 3a IEepHOI
OT OAHOrO roja A0 TPeX JeT uiu 0e3 TaKOBOro U C JIMINEHHWEM IIpaBa 3aHHUMaTh
ONpelejieHHbIEe JOJDKHOCTH WM 3aHMMAaThCAd OINpEesIeHHON JIeITeIbHOCThIO

Ha CPOK O IIATH JIET UITHU 0e3 TaKoBOTrO.
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3. HesHus, nmpeayCMOTpeHHbIE YacTSIMH NEPBOH MM BTOPOW HACTOSILEH
CTaThbH, MOBJIEKIIUE TI0 HEOCTOPOXXHOCTU CMEPTh ABYX MM Ooee nul, -

HAaKa3bIBAIOTCS JIMIIIEHHEM CBOOOIBI Ha CPOK OT BOCHMH JI0 JBEHAALATH
ner co mrpagoM B pazMepe OT IBYX MHIUIMOHOB 0 ISATH MHJUIMOHOB pyOuiei
UM B pasMepe 3apaOOTHOM IUIaThl WIM MHOTO J0XOZa OCY>KIIEHHOTO 3a MEepHOL
OT IOBYX [0 MNATH JieT WM 0e3 TakoBOro M C JHMIICHHEM [paBa 3aHUMATh
onpeeneHHble JIOJDKHOCTH WM 3aHUMAThCs ONPENEIeHHON eqTeIbHOCTHIO
Ha CPOK /10 I€CSATH JIeT Wi 6e3 TaKoBOTO.

Ilpumeuanns. 1. [lelicTBue HacTosIled CTAaTbU HE pacHpOCTPAHSETCH
Ha cJy4yau He3aKOHHBIX CObITa M BBO3a Ha TeppuTopHio Poccuiickoit Penepannu
HapKOTHYECKHX CpEeACTB, ICHUXOTPONMHBIX BELIECTB, UX MPEKypCOPOB,
CHIbHOJCHCTBYIOIIMX WJM SAOBUTHIX BEIIECTB, a TakXe HE3aKOHHOIO
IIPOM3BOJICTBA HApPKOTUYECKHX CpPEACTB, INCHXOTPOINHBIX BEIIECTB WU HX
IIPEKYPCOPOB.

2. KpynHsiM pa3MepoM B HacTOSsIIEH CTaTbe MPHU3HAETCS CTOMMOCTH
JIEKapCTBEHHBIX CPEACTB, MEAMLMHCKAX HM3/€NNi WM OHOJIOTHYECKH aKTHMBHBIX
00aBOK B CyMMe, NIPEBBIMIAIONIEH CTO ThicSd pyOIeid.";

4) MOTIONHHTH CTaTheil 327 ClleayIOLero COZlepKaHUS:
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"Cratbst 327°. Toaneixa JOKYMEHTOB Ha JIEKaAPCTBEHHbIE CPe/CTBA
WJIH MeMIHHCKHE U3/1eJIUs WIH YIIAKOBKH
JIEKAPCTBEHHBIX CPeJICTB HJIH MeIHIHHCKHX H3/1eJIHH

1.  WsroroBnenume B  IeNAX  HCIOJNB30BaHUS  WIH  COBITa
7160 HMCMOJIb30BaHUE 3aBEOMO IMOANEIBHBIX JOKYMEHTOB Ha JIEKApCTBEHHBIE
CpedcTBAa WM MEAMLUHCKHE WU3HeNus (PEerucTpalfioHHOTO YIOCTOBEPEHHUS,
cepTuduKaTa WU NeKIapalud O COOTBETCTBHH, HHCTPYKIIHH MO MPUMEHEHHIO
JIeKapCTBEHHOTO npenapara 1785 HOPMAaTHBHOH, TEXHUIECKOH
U OIKCIUTyaTalUOHHOM  JOKyMEHTAlMM  [POU3BOAUTENS  (M3rOTOBUTEINS)
MEIHUIIMHCKOTO U3AeIHs), -

HaKa3pIBAIOTCA IOTpagoM B pa3Mepe OT MNATHCOT ThICSY JO OIHOTO
MUJUIHOHa pyOsneld uiau B pasMepe 3apabOTHOM IIaThl HWIM HMHOTO J0XOJa
OCYXXIEHHOIO  3a  Iepuoj  OT OJHOrO rojga [0  JABYX  JIeT,
nub0 NPHHYAUTENbHBIME paboTaMH Ha CPOK A0 TpeX JeT, Jubo IUIleHHEM
cBODOOBI HA TOT € CPOK.

2. MsroroBieHWe B  IeNsX  HCIOJB30BaHHUA MM  COBITA
nub0 HCIONB30BAHUE 3aBEJOMO MOMNETbHBIX TEPBHYHOM YIIAKOBKH M (WJIH)
BTOPMYHOH (IIOTpEOHTEILCKOMN ) YITaKOBKH JIEKApCTBEHHOTO MpernapaTa -

HakKas3bIBalOTCA INTpaoM B pasMepe OT MATHCOT THICAY JO OIHOIO

MUJIIMOHA pyOnel wiu B pa3Mmepe 3apabOTHOM IIaThl WM HHOTO J0XOJa

OCYXICHHOI'O 3a nepuon oT OJITHOTO roga J0 ABYX JCT,



7
aub0 NPUHYIOUTETbHBIMH paboTaMH Ha CPOK IO TpeX JieT, JUOO IHUICHHEM
cB0O0OIBI HA TOT K€ CPOK.

3. CoBepliieHUE JesHUM, IIPEIyCMOTPEHHBIX YaCTSIMH NEPBOH WIIH BTOPOH
HAaCTOSILIEeH CTaTbH, OPTaHU30BAHHOMN IPYIIION -

HaKa3bIBAeTCSA JIMIIEHHEeM CBOOOJBI Ha CPOK OT TMSTH AO JECATH JeT
¢ JIMIICHWEM TIpaBa 3aHUMAaTh OMpellelICHHbIe NODKHOCTH WM  3aHUMAThCS
OTIpEIETICHHON JesTENhHOCTHIO HAa CPOK IO TPeX JeT.".

Crarbs 2

Buectu B ®enepanbubiii 3akoH ot 2 sgHBaps 2000 roma Ne 29-@3
"O kayectBe U Oe3omacHocTH  nHIneBbix npoayktoB"  (CoOpanue
3akoHoxarenscTBa Poccmiickoit ®enepanun, 2000, Ne 2, ct. 150; 2003, Ne 27,
ct. 2700; 2004, Ne 35, ct. 3607; 2006, Ne 14, ct. 1458; 2007, Ne 1, ct. 29; 2011,
Ne 1, c1. 6; Ne 30, ct. 4590, 4596) cnenyromue U3MEHEHUS:

1) ab3an mecTHaAUATHINA CTaThU 1 M3OKUTD B CIEAYIOMIEH peIaKIim:

"¢anbcupuIpoBaHHbIC THUINEBbIE TPOAYKTH (B TOM YHCJIe OHOJOTHYECKH
aKTUBHbIE JOOABKH), MaTepUaNbl U U3MENHs - THUILEBbIe IIPOAYKTHI (B TOM YHUCIIE
OMONOTUYECKH AaKTUBHbIE J00aBKH), MaTepUalbl W HW3ACIUS, YMBIIUIEHHO
U3MEHEHHbIE ([TOA/leNbHbIe) U (MJIH) UMEIOUIUME CKPBITHIE CBOMCTBA W KAa4eCTBO,
uH(GOpMaLUs 0 KOTOPHIX ABISIETCS 3aBEJOMO HEIOJIHOM WA HeJOCTOBEPHO;";

2) MyHKT 2 cTaThi 13 nONOIHUTH ab3aleM CIeAYIOIIEro CoAepIKaHHs:
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"IIpu opraHuM3alli U NPOBEACHUU MEPONPUSITUN IO TIOCyAapPCTBEHHOMY
Haa30py B oOiacTu obOecriedeHHss KadecTBa M 0O€30IaCHOCTH NHILEBBIX
OPOAYKTOB, MaTepHalioB W H3AeNMH  IpelBapUTEIbHOE  YBEJOMIIEHHE
FOPUIMYECKUX JIHLL 170071 VH/IUBHTYaTbHBIX IpeanpuHIMaTeel,
OCYIIECTBILSIIOIIUX IIPOU3BOACTBO MMHUIIEBOH MPOAYKIMH, U (Wiu) 000poT
MUIIEeBOM NpoNyKIuHM, M (WIH) OKa3aHWe YCIYT OOINEeCTBEHHOTO MHTAaHMS,
0 HayaJjie MPOBeICHHs BHEIIAHOBOM BBHIC3IHOM MPOBEPKH He TpedyeTcs.".

Cratbsa 3

B noamynkrte "a" myHkta 1 wactm BTOpoil ctatbu 151 VYromosHO-
IIPOLIECCYaIbHOTO KoJIeKca Poccuiickoit ®enepanun (Cobpanue
3akoHonarenscTBa Poccuiickoit @eneparuu, 2001, Ne 52, ct. 4921; 2002, Ne 22,
ct. 2027; Ne 30, ct. 3020, 3029; Ne 44, ct. 4298; 2003, Ne 27, ct. 2700, 2706;
Ne 50, c1. 4847; 2004, Ne 27, ct. 2711; 2005, Ne 1, ct. 13; 2006, Ne 28, ct. 2975,
2976; Ne 31, ct. 3452; 2007, Ne 1, ct. 46; Ne 24, ct. 2830, 2833; Ne 49, cr. 6033;
Ne 50, ct. 6248; 2009, Ne 11, c1. 1267; Ne 44, ct. 5170; 2010, Ne 1, cT. 4; Ne 15,
cT. 1756; Ne 21, ct. 2525; Ne 27, ct. 3431; Ne 31, c1. 4164, 4193; Ne 49, ct. 6412;
2011, Ne 1, ct. 16; Ne 23, ct1. 3259; Ne 30, cT. 4598, 4605; Ne 45, c1. 6334; Ne 50,
cT. 7361, 7362; 2012, Ne 10, ct. 1162, 1166; Ne 30, ct. 4172; Ne 31, cr. 4330,
4331; Ne 47, ct. 6401; Ne 49, ct. 6752; Ne 53, ct. 7637; 2013, Ne 26, ct. 3207,
Ne 27, ct. 3442, 3478; Ne 30, ct. 4078; Ne 44, ct. 5641; Ne 51, ct. 6685; Ne 52,

cT. 6945; 2014, Ne 19, cr. 2303, 2310, 2333; Ne 23, cr. 2927; Ne 26, ct. 3385;
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Ne 30, ct. 4219, 4259, 4278; Ne 48, c1. 6651) mudpst "227, 237 - 239" 3ameHATH
mubpamu "227, 235" 237, 238, 238', 239", nudpsr "321, 328" 3ameHuTH
umbpamu "321, 3277 328".

Crarba 4

Buectu B Komekc Poccuiickoii ®enepanmwi 00 agMHHHCTPATHBHBIX
npaBonapymenusx (Cobpanue 3akoHonarenbcTBa Poccuiickoit ®enepauun,
2002, Ne 1, ct. 1; Ne 30, ct. 3029; Ne 44, ct. 4295; 2003, Ne 27, cr. 2700, 2708,
2717; Ne 46, cr. 4434; Ne 50, ct. 4847, 4855; 2004, Ne 31, ct. 3229; Ne 34,
ctT. 3529, 3533; Ne 44, ct. 4266; 2005, Ne 1, c1. 9, 13, 40, 45; Ne 10, ct. 763;
Ne 13, ct. 1075, 1077; Ne 19, ct. 1752; Ne 27, ct. 2719, 2721; Ne 30, ct. 3104,
3131; Ne 50, ct. 5247; Ne 52, ct. 5574; 2006, Ne 1, cT. 4, 10; Ne 2, c1. 172; Ne 6,
cT. 636; Ne 10, ct. 1067; Ne 12, ct. 1234; Ne 17, ct. 1776; Ne 18, ct. 1907; Ne 19,
cT. 2066; Ne 23, ct. 2380; Ne 31, ct. 3420, 3438, 3452; Ne 45, ct. 4641; Ne 50,
cT. 5279, 5281; Ne 52, ct. 5498; 2007, Ne 1, ct. 21, 29; Ne 16, cT. 1825; Neo 26,
cT. 3089; Ne 30, ct. 3755; Ne 31, ct. 4007, 4008; Ne 41, ct. 4845; Ne 43, ct. 5084;
Ne 46, ct. 5553; 2008, Ne 18, ct. 1941; Ne 20, ct. 2251, 2259; Ne 29, ct. 3418;
Ne 30, ct. 3604; Ne 49, ct. 5745; Ne 52, ct. 6235, 6236; 2009, Ne 7, cr. 777,
Ne 23, c1. 2759; Ne 26, ct. 3120, 3122; Ne 29, ct. 3597, 3642; Ne 30, ct. 3739;
No 48, ct. 5711, 5724; Ne 52, ct. 6412; 2010, Ne 1, ct. 1; Ne 19, ct. 2291; Ne 21,
CT. 2525; Ne 23, ct. 2790; Ne 27, ct. 3416; Ne 30, ct. 4002, 4006, 4007; Ne 31,

cT. 4158, 4164, 4193, 4195, 4206, 4207, 4208; Ne 41, ct. 5192; Ne 49, ct. 6409;
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2011, Ne 1, ct. 10, 23, 29, 54; Ne 7, ct. 901; Ne 15, cr. 2039; Ne 17, ct. 2310;
Ne 19, cr. 2714, 2715; Ne 23, ct. 3260; Ne 27, ct. 3873; Ne 29, cr. 4290, 4298;
Ne 30, cr. 4573, 4585, 4590, 4598, 4600, 4601, 4605; Ne 46, ct. 6406; Ne 47,
cT. 6602; Ne 48, ct. 6728; Ne 49, cr. 7025, 7061; Ne 50, cr. 7342, 7345, 7346,
7351, 7352, 7355, 7362, 7366; 2012, Ne 6, ct. 621; Ne 10, ct. 1166; Ne 19,
cT. 2278, 2281; Ne 24, ct. 3069, 3082; Ne 29, ct. 3996; Ne 31, cr. 4320, 4330;
Ne 41, ct. 5523; Ne 47, cr. 6402, 6403, 6404, 6405; Ne 49, ct. 6757; Ne 53,
ct. 7577, 7602, 7640; 2013, Ne 8, ct. 720; Ne 14, cT. 1651, 1658, 1666; Ne 19,
cT. 2323, 2325; Ne 26, ct. 3207, 3208, 3209; Ne 27, ct. 3454, 3469, 3470, 3477,
Ne 30, cr. 4025, 4029, 4030, 4031, 4032, 4034, 4036, 4040, 4044, 4078, 4082;
No 31, ct. 4191; Ne 43, ct1. 5443, 5444, 5445, 5452; Ne 44, ct. 5624, 5643; Ne 48,
cT. 6161, 6163, 6165; Ne 49, ct. 6327, 6341, 6343; Ne 51, cT. 6683, 6685, 6695,
6696; Ne 52, ct. 6961, 6980, 6986, 6994, 7002; 2014, Ne 6, ct. 557, 559, 566;
Ne 11, ct. 1092, 1096; Ne 14, ct. 1562; Ne 19, ct. 2302, 2306, 2310, 2317, 2324,
2325, 2326, 2327, 2330, 2335; Ne 26, ct. 3366, 3379; Ne 30, ct. 4211, 4214,
4218, 4228, 4233, 4244, 4248, 4256, 4259, 4264, 4278; Ne 42, ct1. 5615; Ne 43,
cT. 5799; Ne 48, ct. 6636, 6638, 6642, 6643, 6651) cnenyrolue U3MEHEHUS:

1) B wactu 1 crateu 3.5 cinoBa "B ciydasx, MpeAyCMOTPEHHBIX CTaThel

1
11.20°, w4yacteto 5 cratem 14.35" 3amenutp cioBamMu "B  ciydasx,

TIpeyCMOTPEHHBIX cTaThaMu 6.33, 11.20', wacteio 5 craten 14.35", ciosa
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"B cHoy4asx, HpeayCMOTpeHHbIX cTarhsimMu 5.38, 7.13" 3ameHuTh CllOBaMH
"B ciay4asx, IpedyCMOTpeHHbIX cTaThsmu 5.38, 6.33, 7.13", cioBa "B ciyqasx,
IpPeIyCMOTPEHHBIX cTaThsMu 6.19, 6.20, gacteto 1 crtatbu 7.13" 3ameHuUTH
cinoBaMu "B ciydasx, IpelyCMOTpPeHHBIX crathimu 6.19, 6.20, 6.33, gyacteio 1
crateu 7.13";

2) a63an; nepBblid ctatbu 6.28 mocie cinoB "MENMUMHCKHX H3Henwit"
JIOTIOJTHUTH CJIOBaMHU ", €CJIM 3TH JEHCTBHUS HE COJEp)KaT MPU3HAKOB YT'OJOBHO
HaKa3yeMmoro JesHus,";

3) rnaBy 6 TONOJIHUTH CcTaThell 6.33 cleayroIero CoaepX aHus:

"Cratps 6.33. O6pamenne paabcuUIHPOBAHHBIX, KOHTPa(aKTHBIX,

HeA00pOKaYeCTBEHHBIX H He3apericTPHPOBAHHBIX
JIEKAPCTBEHHBIX CPeACTB, MEAUIIHHCKHX H3e/THi
u 00opoT PpanbcupUIHPOBAHHBIX OHOJIOTHYECKH
aKTHBHbBIX J00aBOK

1. IlpousBoxacTBo, mpojaxa MJIM BBO3 Ha TeppuTopHio Poccuiickoii
Oenepauuu ¢banbcuuIupPOBAHHBIX JIEKapCTBEHHBIX CpelcCTB,
au00 TPOU3BOJACTBO, pealM3aliisi MM BBO3 Ha TeppHTOpHIO Poccuiickoii
Qenepanun  QanbCUPUUUPOBAHHBIX MEIMLIMHCKHX W3AEIHH, MO0 Mpojaaxa
una  BBO3 Ha Teppuropuro Poccmiickoit ®enepamuu  KoHTpadaKTHBIX
JEKapCTBEHHBIX CPEACTB, 1HOO peanu3alds WIH BBO3 HAa TEPPHTOPHIO
Poccuiickoit ®enepaiyy KOHTpaQakTHbIX MEIUIMHCKUX HU3IeNHi, 1160 060poT

(GanscuPUIPOBaHHBIX OMOJIOTHYECKM aKTHBHBIX H00ABOK, €CIIM 3TH ACHCTBUS

He coAcpKaT IPU3HAKOB YI'OJIOBHO HAKa3yeMoOro ACsiaHusd, -
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BJIeYET HAJIOXKEHUE aIMHHHCTPATUBHOTO ImTpada Ha rpaxjaH B pa3Mepe
OT CEMHJECATH THICAY IO CTa ThICSY pyOJied; Ha MOJDKHOCTHBIX JIML[ - OT CTa
THICSY JIO IIECTHCOT ThICAY pyOJeit; Ha HHIUBHAYaIbHBIX IpeIIIpHHUMATENeH -
OT CTa THICAY JO IIECTHCOT ThICAY pyOJied WM aAMHHUCTPATUBHOE
IIPHOCTAHOBJICHHUE JIEATEIbHOCTH Ha CPOK JI0 I€BSIHOCTA CYTOK; Ha FOPUAUIECKUX
JIMII - OT OJIHOTO MIJUIHOHA J0 TSATH MHJUIMOHOB pyOIeil uiu aiMUHUCTPaTUBHOE
MIPHOCTAHOBJIEHUE AEATEILHOCTH Ha CPOK JI0 IEBSHOCTA CYTOK.

2. Ilpomaxxa wuim BBO3 Ha TeppuTopuio Poccuiickoii @enepanuu
He0OpOKaYeCTBEHHBIX  JIEKApCTBEHHBIX  CpeACTB, JHMOO  peanmu3aius
WM BBO3 Ha Tepputopuio Poccuiickoit @enepaiuy HeZOOPOKAaYECTBEHHBIX
MEIMIMHCKAX  M3Aenuil, nubo He3aKOHHbIE NPOM3BOJACTBO, IpoAaXKa
Wi BBO3 Ha Teppurtopuio Poccuiickoit ®denepauun He3aperucTpUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB, €CIIM 3TH AEHCTBUS HE COAEPKAT MPU3HAKOB YTOJOBHO
HaKa3yemoro JesHus, -

BleYeT HaJO)KEHUWE AaJMUHUCTPATUBHOTO ImuTpada Ha TIpaxiaH
B pazMepe OT CeMUJIECATHU ThICAY 10 CTa ThICAY pyOJeid; Ha TODKHOCTHBIX JIUI] -
OT CcTa ThICSY [JO IOECTHCOT Thicsd pyOseif; Ha HHAUBHAYAIbHBIX
npeAnpuHUMaTeneid - OT cTa ThICAY JO0 WIECTHCOT Thicad pyonei
WO aAMUHUCTPaTHBHOE  IPHUOCTAHOBIICHHE  JEATEIbHOCTH Ha  CpOK

A0 A€BiAHOCTA CYTOK, Ha INOPUAUYECKUX JIMAI - OT OJHOI'0O MHUJUIMOHA OO TIATH
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MHUJUIHOHOB pyOJel Wid aIMHUHUCTPAaTUBHOE IPUOCTAHOBIICHUE HEATEIBHOCTH
Ha CPOK JI0 I€BSHOCTA CYTOK.";

4)yactu 2 U 3 CTaTbu 14.4° npu3HATb yTPATUBIIAMHY CHILY;

5) B crathe 23.1:

a) B yacti 1 mociue cinoB "4gacteio 4 crarbu 0.29," HONOIHHUTH CIIOBaAMH
"cratesmu 6.33,", cimoBa "gyacTaMu 2 W 3 CTaThH 14.4%" 3aMeHUTH CIOBOM
"craThaMu";

0) abzar] yeTBepTHIM YacTu 3 mOCIE CIOB "NPEAYCMOTPEHHBIX CTAThIMHU"
IOMOJIHUTD udpamu "6.33,";

6) B yactu 1 ctateu 23.81 croBa "4acTeio 1 cTaThbU" HCKIIOYHUTD;

7) B uactu 2 ctaThu 28.3:

a) nyHKT 12 nocne uudp "6.16," nononuuts nudpamu "6.33,";

6) B nmynkTe 18 mocne cioB "gacteio 4 crathu 6.29," TONONHUTH CIOBaMH
"qactpio 1 (32 UCKIIOUeHHEM 000poTa (GabCHPHUIIMPOBAHHBIX OHOJIOTHYECKH
aKTHBHBIX J100aBOK) W dYacThl0 2 crartbd 6.33,", cimoBa "wactamu 2 u 3
CTaTbH 14.42," HCKJIIOYHTD;

B) B ITyHKTe 19 cioBa "npenycMOTpeHHBIX cTaThsimu 6.1, 14.26" 3aMeHHTS
cjloBaMU "MPENyCMOTPEHHBIX cTartheid 6.1, wacteio 1 crateu 6.33 (B yacTu
obopota  ¢anbCUPUIMPOBAHHBIX  OHONOTMYECKH  aKTHBHBIX  J00aBOK),
crareeit 14.26";

') IyHKT 63 nocie ciioB "cratbamu 6.27," nonmonuuts mudpamu "6.33,".
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Crarbsa 5

Yacte 4 crateu 1 @DenmepanbHoro 3akoHa ot 26 npexabps 2008 roma
No 294-03 "O 3ammre mnpaB IOPUAMYECKUX JHUI M HHAUBUIAYAIBHBIX
IpeanpuHAMATEICH TPHU  OCYIIECTBIEHWH TOCYJapCTBEHHOI'O  KOHTPOJIS
(mam3opa) u MyHununagsHoro KoHTpoisi" (CobOpaHue 3akoHOHATENLCTBA
Poccwuiickoit @enepanuu, 2008, Ne 52, ct. 6249; 2009, Ne 18, ct. 2140; Ne 29,
cT. 3601; Ne 52, ct. 6441; 2010, Ne 17, ct. 1988; Ne 31, ct. 4160, 4193; 2011,
Ne 17, ct. 2310; Ne 30, ct. 4590; Ne 48, ct. 6728; 2012, Ne 26, ct. 3446; 2013,
Ne 27, ct. 3477; Ne 30, ct. 4041; Ne 52, ct. 6961, 6979, 6981; 2014, Ne 26,
cT. 3366; Ne 30, ct. 4220, 4235, 4243; Ne 42, ct. 5615; Ne 48, cr. 6659)
JOTOJIHUTH ITyHKTaMu 34 1 35 clieqyronero coiepx anus:

"34) denepanbHBIi TOCYHApCTBEHHBIM Ham30p B cdepe oOpanieHus
JIeKapCTBEHHBIX CPEJICTB;

35) rocymapcTBeHHBIH KOHTPOJb (HaA30p) B oOiacTd obecreueHus
KauecTBa U 0€3011aCHOCTH MHUIIEBHIX MPOIYKTOB.".

Cratba 6

Cratpio 38 ®enepanpHoro 3akona ot 21 HosOps 2011 roma Ne 323-@3
"O06 ocHOBax oxpaHbl 310poBbs Tpaxkaan B Poccuiickoit ®enepannu" (Codbpanue
3akoHogarenbcTBa Poccuiickoid @enepanuu, 2011, Ne 48, ct. 6724; 2013, No 48,

cT. 6165) nononuuTh Yactamu 12 - 20 cieayromero coaepxanms:
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"12. danpcudunEpoBaHHOE MEIUIUHCKOE W3eNIUe - MEAUIMHCKOE
u3jelne, CONpPOBOXIaeMoe JIOKHON HH(QOpMalmedl 0 ero xapaKTepHCTHKaXx
1 (Wim) mpousBoauTele (M3roTOBUTEE).

13. HenmoOpokadyecTBEHHOE MEIUIUHCKOE W3IEIHE - MEIULHUHCKOe
u3enue, He COOTBETCTBYIOIIee TpeOOBAHUSIM HOPMATHBHOM, TEXHUYECKOH
U (WIH) SKCIUTYaTallHOHHOM JOKYMEHTAllMH MPOU3BOMUTENA (H3TOTOBUTEN)
100 B cilydae ee OTCYTCTBHS TpeOOBaHMIM HHOM HOPMATHBHOMN TOKYMEHTAIIHH.

14. KontpadakTHO® MEIUIHMHCKOE H3IENIHe - MEIUIMHCKOe H3JeNne,
Haxozsieecs B 000poTe C HapyIIeHHEM T'PaXXJaHCKOTO 3aKOHOIaTeILCTBA.

15. 3anpemaercs mpou3BOACTRO:

1) MeaMUMHCKUX W3[eNuid, He BKIIOYEHHBIX B TOCYHApPCTBEHHBIH peecTp
MEIUIMHCKUX H3CIUH U opraHu3ainuil (MHAUBUIYTGHBIX MPEATIPUHUMATENEH ),
OCYLIECTBIISIONHUX IIPOM3BOACTBO U U3TOTOBJICHUE MEIUITMHCKUX WU3JAEIHi,
32 MCKIIOYEHHEM MEIUIMHCKUX W3AENHi, MPOM3BOAUMBIX Ui TMPOBENCHUS
MCTIBITAHUM U (UIIN) UCCIICIOBAHHUI;

2) panpcupuuMpOBaHHBIX MEAUIIMHCKUX H3IEITHIA.

16. 3anpemaercs BBo3 Ha Tepputopuro Poccuiickoit ®enepanun
(GanbCcUOUIMPOBAHHBIX ~ MEOUIMHCKUX  H3IeNHid, HemoOpoKadyeCTBEHHbBIX

MEIULMHCKAX U3JIENUH U KOHTpa(QaKTHRIX MEAUIIMHCKUX H3IEITHIA.
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17. 3ampemiaercs peaiu3anus QalbCHDUIMPOBAHHBIX MEIHIMHCKUX
u3jennii, HeIoOpOKaYeCTBEHHBIX MENMUIMHCKUX H3IEeNHi M KOHTpadakTHBIX
MEIULMHCKUAX U3IEIHHA.

18. QanbcuuupoBaHHbIE MEJUIMHCKHE u3nenus
H  HeHoOpOKadeCTBEHHbIE MEIULUHCKUE H3IENHS TOJIekKAT U3BATHIO
U TIOCHENyIIIeMy YHHUTOXEHHIO WM BBIBO3y C Tepputopuu Poccuiickoit
Qenepanyd, a KOHTpadaKTHblE MEOUIIMHCKUAE H3LENHUS - H3BATHIO
U TOCHIeNyIolleMy YHHUUYTOXeHHI0. BriBo3 ¢ Teppuropum Poccuiickoit
Denepanuu bansCcuOUIHPOBAHHBIX METUITHHCKHX 171631 (N 12471
U He10OpOKayeCTBEHHBIX MEIUIMHCKUX U3/IeNINi OCYLIeCTBISIETCS 3a CUeT JIUIa,
OCYLIECTBUBIIEr0 UX BBO3 Ha TeppuTopuio Poccuiickoit ®eneparum.

19.  Ilopsimox  yHHYTOXEHHS  H3BATHIX  (abcHDUIHPOBAHHBIX
MEIMIMHCKUX HW3AeIHi, HeI0OpOKaYeCTBEHHbIX MEIWIMHCKAX  H3JeNuil
U KOHTpa(akTHBIX MENULIMHCKUX W3[eNuil ycTaHaBnuBaetTcs l[IpaBHTENHCTBOM
Poccuiickoit ®enepannu.

20. Pacxonpl, CBsI3aHHBIE C YHHYTOXECHHMEM (aabCHPUIMPOBAHHBIX
MEIUIMHCKAX H3ICNHH, HEeNOOpOKAYEeCTBEHHBIX MEIUITMHCKHAX  HM3AeNuit
¥ KOHTpa(aKTHBIX MEAMLIUHCKIX U31EIUN, BOZMEINAIOTCS UX BilaebieM.".

Cratba 7

Ab63anpl mATHIA - BOcbMOH myHKTa 6 crathu 39 denmepaibHOro 3aKoHA

ot 25 Hosi6pst 2013 roma Ne 317-®3 "O BHeceHWH H3MEHEHHH B OT/EJIbHBIE
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3aKOHOJATeNbHble aKkThl Poccuiickoit Denepanvu ¥ NpU3HAHWM YTPATHBIIUMHU
CHJIy OTJIENbHBIX MOJIOKEHUH 3aKOHOJAaTeNIbHbIX akToB Poccuiickoit @eneparuu
10 BOIIPOCaM OXpaHbl 310poBbs rpaxnaad B Poccuiickoii @eneparun” (Codpanue
3akoHoAarenbecTBa Poccuiickoit @enepaunn, 2013, Ne 48, cr. 6165) npusHath
YTPaTUBLIIAMH CHITY.
Cratba 8

Hacrosmmuii ®enepasibHblii 3aKOH BCTymaer B CHIy C 23  sHBapd

2015 rona.

B.Ilytun

Mocksa, Kpemip
31 nexabps 2014 rona
Ne 532-®3



