POCCUVICKAS] ®EJEPALIUS
O®EJEPAJBHBINA 3AKOH

O BHeceHHH H3MEHEHHH B 0TAe/IbHbIE 3aKOHOJATEIbHbIE AKTHI
Poccniickoii @esepaniiu B 4acTH NPOTHBOAEHCTBHA 000poTY
danbcnpuuHpoBaHHBIX, KOHTPapAKTHBIX, HeA0OPOKAYECTBEHHBIX
M He3aperdcTPHPOBAHHLIX JIEKAPCTBEHHBIX CPeICTB, MEAHIIMHCKHX
usgenuii n paabcuPHIHPOBAHHBIX OHOOIHYeCKH AaKTHBHBIX 100aBOK

IIpunsat N'ocynapcteenHoi lymoi 19 nexabps 2014 rona
Omo6pen CoeToM Pemepalnuu 25 nexa6pa 2014 ropma
Crartps 1

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

Ne 31, cr. 3921; Ne 52, ct. 6453; 2010, Ne 19, c1. 2289; Ne 21, c1. 2525; Ne 49,

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

1) nyskT "a" yactu TepBoif cTathu 104' mocne mudp "234," 1OMOMHHTE
nudpamMu "235', 238".", mocie wudp "307 - 309," KomoOIHATS HHADPAMH "3272 "

2) ZOMOJHHUTB CTaThel 235' Clenyomero coaepKanus:

"Cratbst 235'. He3akoHHOe MPOH3BOICTBO JEKAPCTBEHHBIX CPEACTB
M MeIMIIHHCKHX H31eauii

1. TIpon3BOACTBO JE€KAPCTBEHHBIX CPEICTB WJIM MEIULIMHCKUX H3JEITHH
0e3 crenuagbHOro paspelieHds (JHIEH3WH), €CIIH TaKoe pa3pelieHune (Takas
JUTIEH3H ) 00s13aTeNbHO (00s13aTebHa), -

HaKas3plBACTCAd JUIIEHHEM CBOOOABI HA CPOK OT TpexX IO MiITH JIeT
co mrpagoM B pa3Mepe OT ISATHCOT THICSY OO JABYX MHJUIHOHOB pyOueit
WIH B pa3Mepe 3apaboTHOM IIaThl MM HHOTO J0XOJa OCYXIEHHOTO 3a IepHO]
OT IIIECTH MECSIIEB 0 ABYX JIET WK 0€3 TaKOBOIO.

2. Te ke nesHUs, COBEpPIIECHHBIE:

a) OpraHu30BaHHOM TPYIIION;

0) B KpyITHOM pa3Mepe, -
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HaKa3bIBAIOTCS JIMIICHHEM CBOOOJIBI Ha CpPOK OT HATH IO BOCBMH JIET
co mrpadoM B pasMepe OT OJHOrO MMJUIMOHA JO TpeX MIJUIMOHOB pyOieH
aubo B pasMepe 3apaboTHO# IUIaThl WJIM MHOTO JOX0Ja OCYXXIEHHOIO
3a Mepuoj] OT OJTHOTO TOJa JI0 TPeX JIeT WK Oe3 TaKOBOTO.

IIpumeuanne. KpynHbIM pa3MepoM B HacTosIled CTaTbe IPHU3HAETCA
CTOMMOCTD JIEKAPCTBEHHBIX CPEICTB WM MEAULIMHCKHUX MU3JENNAN, IPEeBBIIAIONIas
CTO ThICSY pyOIeit.";

3) mOnoIHATH cTathel 238’ cenyromero coxepxanus:

"Cratbst 238'. O6pamenne paibcHpHUHPOBAHHDIX,

HeJ00pOoKa4YecTBEHHBIX H He3apPerucTPHPOBAHHbBIX
JIEKAPCTBEHHBIX CPeCTB, MeJHIIHHCKHX H3/1eTHH
H 060poT panbcHPUINPOBAHHBIX OHOJIOrHYECKH
AKTHBHBIX 100aBOK

1. IIpom3BomctBo, cOBIT HJIM BBO3 Ha Tepputopuro Poccuiickoi
Penepanuu (paabCHPUIMPOBAHHBIX JEKAPCTBEHHBIX CPEJCTB WM MEIUIIMHCKIX
u3nenuif, mub6o cOBIT WM BBO3 Ha Teppuropuio Poccuiickoit Deneparuu
He10OpOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB MJIM MEIUIMHCKUX H3IEIHH,
1100 He3aKOHHBbIE MPOM3BOICTBO, COBIT MIIM BBO3 Ha TepPUTOpHIO Poccuiickoi
Qenepauyu B LesSX cObITA HE3apETrHCTPHPOBAHHBIX JICKAPCTBEHHBIX CPENICTB
UM MEIULMHCKAX U3JeNui, Jmb0 NpOM3BOACTBO, COBIT HIJH BBO3
Ha Tepputoputo Poccuiickoii @enepanun dharbcuGuIupoBaHHBIX OHONOTHYECKH
aKTUBHBIX [00aBOK, COZEp)KallMX HE 3asgBICHHBIC IPH TOCYIAPCTBEHHOM

perucTpanvy (apMaleBTHYeCKHe CyOCTaHIIMH, COBEpIIECHHbIE B KPYITHOM

pasmepe, -
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HAKa3bIBAIOTCS IPUHY IUTEILHBIMHA paboTaMH Ha CPOK OT TpeX [0 IATH JIET
C JIMIICHHEM TipaBa 3aHUMAaTh OIPEJACICHHbIC NOJDKHOCTH WM 3aHMMATHCH
ONpeNieIeHHON JesITeTbHOCTRI0 Ha CpPOK JI0 Tpex JeT uiad 0e3 TakoBOro
00 JIHUIIeHHeM CBOOOIBI Ha CPOK OT TpeX A0 MATH JieT co mTpadoM B pazmepe
OT IATHCOT THICAY JIO JIBYX MHJUTMOHOB pyOJied WM B pasMmepe 3apaboTHOM
ILTIaThl UJIM MHOTO J0XO0Ja OCYXKAEHHOTO 3a NEPHOJ OT IIECTH MECALEB 10 ABYX
JeT wid 0e3 TakoBOTO M ¢ JIMIICHHEeM IpaBa 3aHUMAaTh ONpPEICICHHbIE
JIOJDKHOCTH HIIM 3aHUMAThHCS ONPEICICHHON AeATEIbHOCTBIO HA CPOK 10 TPEX JIET
i 0e3 TaKOBOTO.

2. Te xe nesHus, eCjad OHH:

a) COBEpLIEHbl [IpPYyONod JHI 1O MpeaBapUTEILHOMY CrOBOpPY
UJIM OPraHM30BaHHOU IPYIIION;

0) HOBJIEKIN 10 HEOCTOPOXXKHOCTH MPUYMHEHHUE TSHKKOTO Bpelia 3I0POBBIO
1100 CMEPTH YeJIOBEKA, -

HAaKa3plBalOTCA JIMIIEHHWEM CBOOOIBI Ha CPOK OT MSTH JO BOCBMHU JIET
co mTpadoM B paszMepe OT OJHOI0 MHUIMOHA 0 TpeX MHIUIMOHOB pyOueit
UM B pasMepe 3apabOTHOM MiaThl HJIM HHOTO JIOXO0Ja OCY)XICHHOTO 3a TIepHO.
OT OAHOTO roja A0 TPeX JeT Wi 0e3 TaKOBOro W C JIUIIEHHWeM IIpaBa 3aHUMaTh
ONpEle/IeHHbIE JOJDKHOCTH WM 3aHMMAaThCAd OINpeesIeHHON JIeITelIbHOCThIO

Ha CPOK [0 IIATH JIET UITH 0e3 TaKoBOro.
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3. lesHus1, mpenyCMOTpEHHbIE YacTSIMM IEPBOH MM BTOPOH HACTOSIIEH
CTaTbH, MOBJIEKIIUE [0 HEOCTOPOKHOCTH CMEPTh ABYX MM Oonee nuiL, -

HaKa3bIBAIOTCS JIMIIIEHHEM CBOOOJBI Ha CPOK OT BOCBMH JO ABEHAALATH
jer co mrpagoM B pazMepe OT IBYX MHIUIMOHOB JI0 HSATH MHJUIMOHOB pyOIei
WA B pasMepe 3apaOOTHOM IIaThl WM MHOTO J0XOAa OCY>KIIEHHOTO 3a IEepHOL
OT IOBYX [0 MNATH JIeT WM 0e3 TakoBOro M C JMIIEHUEM [paBa 3aHUMAaTh
onpeeNeHHble JIOJDKHOCTH WJIM 3aHUMAaThCsl ONpPENEIeHHON JesTeNbHOCTBIO
Ha CPOK JI0 I€CSATH JIeT Wi Oe3 TaKOBOTO.

Ilpumeuanns. 1. [lelictBue HacTosfIEeH CTaTbd HE pacHpOCTPAHIETCH
Ha cJy4ad He3aKOHHBIX CObITa M BBO3a Ha TeppuTopuio Poccuiickoit Penepaunu
HapKOTHYECKMX CpEICTB, TICHXOTPOMHBIX BEIIECTB, WX MPEKypCOpPOB,
CHNBHOJEHCTBYIOIIMX WM SJAOBUTBIX BENIECTB, a TaKkXke HEe3aKOHHOTO
MPOM3BOJICTBA HApKOTUYECKUX CPEACTB, ICHUXOTPOMHBIX BEIIECTB WJIH HX
MIPEKYPCOPOB.

2. KpynHelM pa3MepoM B HacTOsIIEH CTaTbe NPHU3HAETCA CTOUMOCTH
JIEKapCTBEHHBIX CPEACTB, MEAMLMHCKAX M3ENNil MJIH OHOJIOTHYECKH aKTHBHBIX
J00aBOK B CyMMe, NIPEBBIMIAIOIIEH CTO ThicSd pyOeid.";

4) HOTIOTHHTH cTaTheil 327 ClleAyIoLero cozlepKaHus:
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"Cratpst 327°. Toaaenxa JOKYMEHTOB H2 JIEKAPCTBEHHbIE CPe/ICTBA
WJIH MeMIMHCKHE U3/1e/IHs WIH YIIAKOBKH
JIEKAPCTBEHHbIX CPeICTB HJIM MeAHUHHCKHX H3/1e/Hil

1.  WsroroBmeHume B  IeNAX  HUCIOJNB30BaHUA MM cObITa
7100 HCIOJIb30BaHUE 3aBEIOMO TMOAACTbHBIX JHOKYMEHTOB Ha JIEKQpCTBEHHBIE
CpedcTBAa MM MEIMLMHCKHE WU3JeNus (pEerucTpalioOHHOTO YIOCTOBEPEHHUS,
cepTuduKaTa WIM NeKIapalud O COOTBETCTBUM, HHCTPYKIUHU IO IPUMEHEHHUIO
JIEKapCTBEHHOT'O npenapara 17015 HOpPMAaTHBHOM, TEXHUYECKON
U IKCIUIyaTalUOHHOM  JOKyMEHTAlMM  TMPOM3BOAMUTENA  (H3rOTOBHUTEIS)
MEIHUIIMHCKOTO U3AeIus), -

HaKa3plBAIOTCA I1ITpadoM B pa3Mepe OT MATHCOT THICAY A0 OITHOTO
MUJUIHOHA pyOied uiaum B pasMepe 3apabdOTHOM IaThl WM HHOTO J0X0Ja
OCYXXJEHHOr0O  3a  Iepuojy OT OJHOrO roga Jo  JAByX  JIeT,
nubo0 NPHHYAWUTENBHBIME paboTaMH Ha CPOK A0 TpeX JeTr, MO0 NIuIIeHHeM
cBODOOBI HAa TOT e CPOK.

2.  HsroroBieHue B  [eNsX  HCHOOJB30BaHUS  HJIM  COBITa
1160 HCIONb30BAaHUE 3aBEIOMO TMOMAIEIbHBIX MEPBHYHON YIAKOBKM W (WiIH)
BTOPHYHOI (IIOTpEOUTENBCKON ) YITAKOBKH JIEKapCTBEHHOTO Mpernapara -

Hakas3bIBalOTCA INTpagoM B pasMepe OT MATHCOT THICAY JO OIHOIO

MIJJIMOHA pyOnelt miud B pa3Mmepe 3apaOOTHOM IiaThl MM HHOIO JOXOZa

OCYXICHHOI'O 3a Hepuon oT OJTHOT'O roaga J0 ABYX JeT,
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aub0 NpUHYIOUTENbHBIME paboTaMu Ha CPOK [0 Tpex JIeT, JH0O0 JHIIEHHEM
cB00OIBPI HA TOT K€ CPOK.

3. CoBepliieHuE JesTHUM, IPeIyCMOTPEHHbBIX YacTsIMH NEpPBOH WM BTOPOH
HAaCTOSLIEeH CTaThbH, OPTaHU30BAHHOM I'PYIIIOH -

HaKa3bIBAaeTCs JIMIIEHHeM CBOOOABI Ha CPOK OT TSATH OO JECATH JIET
C JUUIEHWEM [paBa 3aHUMATh ONpeielieHHble JODKHOCTH UM  3aHUMAaThCs
OTIpeIeICHHON NesTENHHOCTHIO Ha CPOK JIO TPeX JeT.".

Crarbs 2

Buectu B ®enepansubiii 3akoH ot 2 sgHBaps 2000 roma Ne 29-@3
"O xayectBe U OesomacHoctd mumieBbix  npoaykroB"  (CoOpanue
3akoHoAaTenbcTBa Poccmiickoit ®enepanuu, 2000, Ne 2, cr. 150; 2003, Ne 27,
ct. 2700; 2004, Ne 35, ct. 3607; 2006, Ne 14, ct. 1458; 2007, Ne 1, ct. 29; 2011,
Ne 1, 1. 6; Ne 30, cT. 4590, 4596) cnenytomue n3MEeHEHNS:

1) ab3an mecTHaIATHIN CTAaThU 1 H3IOXKUTH B CICAYIOIEH pelaKkiuu:

"¢anbcupupoBaHHbIC MHUINEBbIE MPOAYKTHI (B TOM YHCIIE OUOIOTHUECKH
aKTUBHbIE JOOABKH), MaTepUaNbl U U3MENHS - HUILEBbIC IIPOAYKTHI (B TOM YHCIIE
OMONOTHYECKH aKTUBHbIE J00aBKH), MaTepHaIbl W HW3ACIUS, YMBIIUIEHHO
M3MEHeHHbIE ([TOA/leNbHbIe) U (HMJIH) UMEIOUIUE CKPBITHIE CBOMCTBA W KAa4yecTBO,
uHpOpMaLHsi 0 KOTOPBIX ABISETCS 3aBEJOMO HEIOJIHOM UM HEOCTOBEPHOI;";

2) MyHKT 2 cTaThd 13 1OMOJHHTH ab3areM CIeAYIOUIEro COAEepKaHuUS:
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"IIpy opraHM3alli¥ U NPOBEACHUH MEPOIPHUSATUH IO IOCYJapCTBEHHOMY
Haa30py B obOnactu obecredeHWs KadecTBa M O€30IaCHOCTH IHUIIEBBIX
IPOAYKTOB, MaTepHalOB M  H3/eNHH  MpeABapUTEIbHOEC  YBEIOMIICHHE
IOPUIMYECKUX JILY 701071 VH/IABHIyaIbHbIX IpeanpuHuIMaTee,
OCYILECTBIIIOIIUX IIPOU3BOACTBO IMMHUIIEBOH MPOAYKIMH, U (Wid) 000poT
MUIIeBOM mponaykKuuu, u (WIH) OKasaHWe YCIyr OOIIEeCTBEHHOTO NHTaHuS,
0 HayaJjie MpOBeIeHNs BHEIUIAHOBOM BBIC3IHOM MPOBEPKH HE TpedyeTcs.".

Cratbsa 3

B noamynkrte "a" myHkta 1 wactm BTOpoi crtatbu 151 VYromosHO-
IIPOLIeCCYabHOTO KoJIeKca Poccuiickoit ®enepanuu (Cobpanue
3akoHonarensctBa Poceuiickoit deneparuu, 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, ct1. 2975,
2976; Ne 31, ct. 3452; 2007, Ne 1, ct. 46; Ne 24, ct. 2830, 2833; Ne 49, ct. 6033;
Ne 50, ct. 6248; 2009, Ne 11, ct. 1267; Ne 44, c1. 5170; 2010, Ne 1, cT. 4; Ne 15,
ct. 1756; Ne 21, ct. 2525; Ne 27, c1. 3431; Ne 31, cT. 4164, 4193; Ne 49, ct1. 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, ct. 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; No 51, c1. 6685; Ne 52,

cT. 6945; 2014, Ne 19, cr. 2303, 2310, 2333; Ne 23, ct. 2927; Ne 26, ct. 3385;
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Ne 30, ct. 4219, 4259, 4278; Ne 48, c1. 6651) mudpst "227, 237 - 239" 3ameHUTH
muppamu "227, 235', 237, 238, 238!, 239", mudper "321, 328" 3ameHUTH
umdpamu "321, 3277, 328",

Cratba 4

Buectn B Komekc Poccuiickoit ®enepaumu 00 agMHHHUCTPaTHBHBIX
npaBoHapymenusx (Cobpanue 3akoHonarenbcTBa Poccuiickoit ®enepauun,
2002, Ne 1, ct. 1; Ne 30, ct. 3029; Ne 44, ct. 4295; 2003, Ne 27, ct. 2700, 2708,
2717; Ne 46, cr. 4434; Ne 50, ct. 4847, 4855; 2004, Ne 31, ct. 3229; Ne 34,
ctT. 3529, 3533; Ne 44, cr. 4266; 2005, Ne 1, ct. 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, cr. 172; No 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; No 26,
cT. 3089; Ne 30, ct. 3755; Ne 31, ct. 4007, 4008; Ne 41, cT. 4845; Ne 43, ct1. 5084;
Ne 46, ct. 5553; 2008, Ne 18, c1. 1941; Ne 20, ct. 2251, 2259; Ne 29, ct1. 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, cr. 3597, 3642; Ne 30, ct. 3739;
Neo 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, crt. 10, 23, 29, 54; Ne 7, c1. 901; Ne 15, c1.2039; Ne 17, ct. 2310;
No 19, c1. 2714, 2715; Ne 23, c1. 3260; Ne 27, cT. 3873; Ne 29, ct. 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, cr. 621; Ne 10, ct. 1166; Ne 19,
cT. 2278, 2281; Ne 24, ct. 3069, 3082; Ne 29, ct. 3996; Ne 31, ct. 4320, 4330;
Ne 41, ct. 5523; Ne 47, c1. 6402, 6403, 6404, 6405; Ne 49, ct. 6757; Ne 53,
ct. 7577, 7602, 7640; 2013, Ne 8, cr. 720; No 14, cT. 1651, 1658, 1666; Ne 19,
cT. 2323, 2325; No 26, ct. 3207, 3208, 3209; No 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, c1. 5443, 5444, 5445, 5452; Ne 44, ct. 5624, 5643; No 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, cT. 5615; No 43,
cT. 5799; Ne 48, cT. 6636, 6638, 6642, 6643, 6651) cnenyromue H3MEHEHUS:

1) B wactu 1 crarbu 3.5 cnosa "B ciydasx, IPEAyCMOTPEHHBIX CTaThei

1
11.20°, w4acteto 5 <cratem 14.35" 3amMeHuTh cioBamMu "B  cClydasx,

TIPeyCMOTPEHHBIX cTaThsMu 6.33, 11.20', wactero 5 crateu 14.35", crnosa
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"B cHydasX, OpeoyCMOTpeHHbIX cTarbsiMu 5.38, 7.13" 3aMeHuTh ClOBaMH
"B cayvasx, IpedyCMOTpeHHbIX cTaThsimu 5.38, 6.33, 7.13", cioa "B ciyqasx,
[pPEeIyCMOTPEHHBIX cTaThsMH 6.19, 6.20, wacteto 1 crateu 7.13" 3ameHHTH
cinoBaMH "B Ciydasix, IpelyCMOTpPeHHBIX crathaMu 6.19, 6.20, 6.33, gyacteio 1
crateu 7.13";

2) ab3an; nepBblif cratbu 6.28 mocie cnoB "MEIMUMHCKHX H3Aenwit"
JIOTIOJTHUTH CJIOBaMHU ", €CJIM 3TH AEHCTBHUS He cOJep)KaT IMPU3HAKOB YTOJOBHO
HaKa3yeMmoro JesHus,";

3) rmaBy 6 TONOJIHUTH CTaThel 6.33 cleayromero CoaepXKaHus:

"Cratpg 6.33. O6pamenne pajabcuuIHPOBAHHBIX, KOHTPadaKTHBIX,

HeA00poKaYeCTBEHHBIX H He3aPerucTPUPOBAHHBIX
JIEKAPCTBEHHBIX CPeACTB, MEAUIIHHCKHX H3e/THi
" obopot PpanbcupuHPOBAHHBIX OHOJOTHYECKH
AKTHBHbBIX J00aBOK

1. IlpousBoxacTBo, mpojaxa HMJIM BBO3 Ha TeppuTopuio Poccuiickoii
Oepepauuu ¢danbcupUIEPOBAHHBIX JIEKapCTBEHHBIX CPEICTB,
au00 TPOU3BOJACTBO, pealu3alMs MM BBO3 Ha TeppuTOopHio Poccuiickoi
Qenepanun  QanbcuGUIUPOBAHHBIX MEIMLIUHCKUX W3euid, Jubo mpomaxa
UM BBO3 Ha Teppuropuro Poccmiickoii  ®enepanuu  KOHTpadakTHBIX
JEKapCTBEHHBIX CPEACTB, 1THOO peanu3alds WIH BBO3 Ha TEPPUTOPHIO
Poccuiickoit ®enepanyuy KOHTpadakTHBIX MEIUIMHCKHAX U3lenui, mbo o60poT

(GanbcuUIPOBaHHBIX OMOJIOTHYECKH aKTHBHBIX H00ABOK, €CJIM 3TH JEHCTBUS

He coepiKar [IPpU3HaKOB YIOJIOBHO HAKasyeMoro ACsaHu4d, -
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BJeYeT HAJOXKEHUE aIMHHHCTPAaTHBHOTO ITpada Ha TpaxJaH B pasMepe
OT CEMHUIECATH THICSY JO CTa ThiCAU pyOJieil; Ha JOJDKHOCTHBIX JIMLL - OT CTa
THICSY JIO IIECTHCOT ThICSY pyOJieil; Ha WHAWBUIYaJbHBIX IpEeAlpHHUMATENEH -
OT CTa THICAY JO IIECTUCOT ThICAY pyONell WM aIMHHUCTPATUBHOE
IIPHOCTAHOBJICHHE JIEATEIbHOCTH Ha CPOK JI0 I€BIHOCTA CYTOK; Ha FOPUAUIECKUX
JIAII - OT OJIHOTO MIJUIHOHA JI0 TIATH MHJUIMOHOB PyOJIeil i aIMUHUCTPAaTHBHOE
MIPHOCTAHOBJIEHUE ACATEILHOCTH Ha CPOK 10 IEBSHOCTA CYTOK.

2. Ilpomaxxa wunm BBO3 Ha TeppuToputo Poccuiickoit ®enepanuu
He0OpOKAYeCTBEHHBIX  JIEKApCTBEHHBIX  CpeACTB, JHOO  peanm3aius
WM BBO3 Ha Tepputopuio Poccuiickoit @Denmepanuu HeJOOPOKAYECTBEHHBIX
MEIMIMHCKAX  M3Aenuii, nubo He3aKOHHbIE TPOM3BOJACTBO, IIpoAaXKa
Wi BBO3 Ha Tepputopuio Poccuiickoit ®Denepanym He3zaperucTpUPOBAaHHBIX
JIEKapCTBEHHBIX CPENACTB, €CIIM ITH AEHCTBHS HE COJepKaT IPU3HAKOB YTOJIOBHO
HaKa3yemoro JesHus, -

Ble4YeT HAJIO)KEHWE aJMUHUCTPATUBHOTO ITpada Ha TpaxaaH
B pazMepe OT CEMHUJIECATH ThICAY JI0 CTa ThICAY pyOJeid; Ha TODKHOCTHBIX JIHIL -
OT CTa THICAY [JO IOECTHUCOT ThicAd pyOneil; Ha WHIAMBUAYATHHBIX
npeAnpuHUMaTeneii - OT CcTa ThicAY JIO IIeCTUCOT ThICAY pyOusei
WO QJAMUHUCTPAaTUBHOE  NIPUOCTAHOBIECHHE  JIEATEIBHOCTH Ha  CpPOK

A0 JEBAHOCTA CYTOK; Ha HOPHIHMYCCKHUX JIML - OT OJHOI0 MHUJUIMOHA OO IIATH
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MHUJUIAOHOB pyOJNiedl WiM aJMHHUCTPAaTUBHOE NPUOCTAHOBIIEHHE NEATEIbHOCTH
Ha CPOK /IO I€BIHOCTA CYTOK.";

4)yactu 2 ¥ 3 cTaTbu 14.4% ipu3HATH YTPATUBIIAMH CHILY;

5) B cratwe 23.1:

a) B yacti 1 mocnie cinoB "dacteio 4 cratbu 6.29," HONMONHHUTE CIIOBAMH
"crareamu 6.33,", cinoBa "gactamMu 2 u 3 cTaThH 14.4%" 3aMeHHTH CIOBOM
"craThaMu";

0) ab3ar; yeTBepTHIA YacTH 3 mOCie CIOB "IPEeIyCMOTPEHHBIX CTAThIMHU"
DOMOJIHUTD I pamu "6.33,";

6) B yactu 1 cratey 23.81 cioBa "yacTeio 1 cTaThu" HCKITIOYUTD;

7) B yactu 2 ctarbu 28.3:

a) nyHKT 12 nocne mugp "6.16," nononHuts nudppamu "6.33,";

6) B myHkre 18 mocne cioB "4acteio 4 crathu 6.29," NOMONHUTH CIOBaMH
"qactpio 1 (3a uckmodyeHHeM 00opoTa ¢anbcU(UIMPOBAHHBIX OMOIOTHYECKH
aKTHBHBIX J00aBOK) M dYacTthlo 2 crathd 6.33,", cnoBa "dactamu 2 u 3
CTaTbH 14.42," UCKJIIOYUTD,

B) B ImyHkTe 19 cioBa "mpenycMOTpeHHBIX cTaThsiMu 6.1, 14.26" 3aMeHHTH
cioBaMu "MpeNyCMOTPEHHBIX cTaTheit 6.1, ywacteio 1 crtateu 6.33 (B 4yacTu
obopota  ¢danbcHPUUUPOBAHHBIX  OHONOTMYECKH  AKTHBHBIX  JOOABOK),
crarteeit 14.26";

r) MyHKT 63 nocie ciioB "ctatbsamu 6.27," nomonuuth nudpamu "6.33,".
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Cratbsa 5

Yactes 4 cratem 1 PepepanbHOro 3akona ot 26 gexabps 2008 rona
No 294-03 "O 3ammre mnpaB IOPUAMYECKUX JHMI M HHIUBHIAYAJIBHBIX
npeanpuHAMATENeH NpPU  OCYIIECTBIEHHH TOCYJapCTBEHHOI'O  KOHTPOJIS
(ram3opa) u MyHununaasHoro KoHTpoisi" (CobOpaHue 3aKOHOHATENLCTBA
Poccuiickoit @enepanun, 2008, Ne 52, ct. 6249; 2009, Ne 18, ct. 2140; Ne 29,
cT. 3601; No 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; No 42, ct. 5615; Ne 48, cr. 6659)
JOTNOJIHUTDH ITYHKTaMU 34 1 35 CclieyIoIero coaepKaHus:

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

35) rocymapcTBeHHBIH KOHTPOJb (HAA30p) B o0OsacTd obecneueHus
KadecTBa U 0€30M1aCHOCTH IHUIIEBHIX MPOIYKTOB.".

Cratba 6

Crarpro 38 Denepanproro 3akoHa ot 21 Hos6ps 2011 roma Ne 323-@3
"O06 ocHOBax OoXpaHbl 310poBbs I'paxaan B Poccuiickoit ®enepanyu" (Cobpanue
3aKkoHojarenbcTBa Poccuitickoit Menepanmu, 2011, Ne 48, ct. 6724; 2013, No 48,

cT. 6165) nononuuTh Yactamu 12 - 20 cienyromero coaepKaHus:



15

"12. QanpcuduEpoBaHHOE MEIUIUHCKOE W3JeNue - MEAUIMHCKOE
u3Jelne, CONPOBOXIaeMoe JIOKHON HH(pOpMalmedl 0 ero xapakTepHCTHKax
1 (Wnu) mpousBoauTee (M3roTOBUTETE).

13. HenoOpokadecTBEHHOE MEAMIMHCKOE W3MEIHe - MEAMIMHCKOE
u3enue, HE COOTBETCTByIIIee TpeOOBaHUSM HOPMATHBHOM, TEXHUYECKOM
U (WiIH) SKCIUTyaTallHOHHOM JOKYMEHTAllMH IPOU3BOAUTENA (H3TOTOBUTENSA)
100 B CIy4ae ee OTCYTCTBUS TPeOOBaHHUSIM HHOW HOPMATHBHOM JOKYMEHTAIUH.

14. KontpadakTHOe MEIUIMHCKOE H3IEIHE - MEIUIMHCKOe H3IeHe,
HaxoJgeecs B 000poTe ¢ HapyIeHHEM TPaXTaHCKOTO 3aKOHOAATEILCTRA.

15. 3anpemaercs mpou3BOACTRO:

1) MeaMUMHCKUX W3IeNHid, HE BKIIOUYEHHBIX B TOCYHApPCTBEHHBIH peecTp
MEIUIIMHCKUX U3JCIUH U opranu3anuil (MHANBUIYTLHBIX MPEATIPUHAMATENEH ),
OCYLIECTBIISIOIUX IIPOUM3BOJACTBO M H3TOTOBJICHHE MEIWIUHCKHUX W3ACIUH,
32 MCKIIOYCHHEM MEIUIMHCKUX H3AeNHil, NPOM3BOAMMBIX ISl IPOBEACHUS
HCTIBITAHUM | (UJTH ) UCCIICIOBAHHUIA;

2) panpcuduHpOBaHHBIX MEAUIIMHCKUX H3EIH.

16. 3anpemaercs BBo3 Ha TeppuTopuro Poccuiickoit ®enepainun
(GanbcHOUIUPOBaHHBIX  MEOUIMHCKUX  M3JeNuil, HeqoOpoKauyecTBEHHBIX

MEIMIMHCKHUX U3 U KOHTpadaKTHBIX MEAUIHHCKUAX H3ECITHH.
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17. 3ampemaetcs peanu3anus (GalbCHQUIMPOBAHHBIX MEIUIMHCKUX
uzjiennii, Heqo0pOKaYeCTBEHHBIX MENMIMHCKUX H3IeNHid M KOHTpadakTHBIX
MEIULIMHCKNAX U3EHH.

18. QanbcuunupoBaHHbIE MEJUIMHCKUE u3enus
H  HeNOOpOKAaYeCTBEHHBIE MEIAMLUHCKUHE M3AEIHS TMOAJEKAT U3BATHIO
U TIOCHENYyIOImIeMy YHHUYTOXEHHIO WIIM BBIBO3Yy C TeppuTopuu Poccuiickoi
Qenepanm, a KOHTpadakTHBIE MEIUIMHCKHE M3AEHUs -  H3BATHIO
U TOClenyloluleMy YHHUYTOXEHUI0. BriBo3 ¢ Ttepputropum Poccuiickoit
Denepanuu danscuUIHPOBAHHBIX METHIIMHCKUX 171631 (N 12171
¥ He100pOKayeCTBEHHBIX MEIUIMHCKUX U3/IeNINi OCYLIeCTBISIETCS 3a CUeT JIUIa,
OCYIIECTBUBILIETO UX BBO3 Ha TeppuTopHio Poccuiickoii ®enepanuu.

19.  Ilopsimox  yHHYTOXKEHHS  H3BIATHIX  (QaibCHDAIHPOBAHHBIX
MEIMIMHCKUX HW3AenHil, HeloOpOKAaYeCTBEHHbIX MEIWIMHCKUX  H3IeTHid
U KOHTpa(akTHBIX MEIUIIMHCKUX H3/eNuid ycTaHaBiuBaercs [IpaBHTeNsCTBOM
Poccuiickoit ®enepaumu.

20. Pacxonpl, CBsI3aHHBIE C YHHYTOXECHHMEM (aabCHPUIUPOBAHHBIX
MEIUIMHCKAX H3IENUH, HENOOPOKAYEeCTBEHHBIX MEIUITMHCKUAX  HM3AeNuit
¥ KOHTpa(aKTHBIX MEIMLIMHCKUX U3IeHii, BO3MEIIAIOTCS UX BlajesbieM.".

Cratba 7

AoG3ampl AT - BocbMO# myHKTa 6 crateu 39 denmepanpHOro 3aKoHA

oT 25 Hosa6ps 2013 roma Ne 317-®3 "O BHeceHHMH HM3MEHEHMI B OT/E/IBbHBIE
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3aKoHoOAaTenbHbie akThl Poccuiickoil Penepanyu ¥ NPU3HAHUM YTPATUBLIUMHU
CHJIy OTZeJIbHBIX HOJIOKEHUH 3aKOHOJaTeNIbHbIX akToB Poccuiickoit Menepaiun
10 BOIIPOCAM OXpaHbl 310pOBbs rpaxnad B Poccuiickoii @eneparun” (Codpanue
3akoHogaTenbecTBa Poccuiickoir ®enepauun, 2013, Ne 48, ct. 6165) mpusHaTh
YTPaTUBLIMMH CHILY.
Cratpa 8

Hacrosmmuii @enepaibHblii 3aKOH BCTymaer B cuily ¢ 23  sHBaps

2015 rona.

B.Ilytun

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



