O BHeCceHUH U3MEHEHHUH B
oTIe/ILHbIe 3aKOHOOaTe/ILHLIe
akThl Poccunckou ®enepanuu B
YaCTH IPOTHBOOEHCTBHUS
00opoTy ¢pansbCcuPUITUPOBAHHBIX,
KOHTpa(PaKTHBIX,
HeJOOpOKaYeCTBEHHBIX H
He3aper iCTpHPOBaAHHBIX
JIEKapCTBEHHBIX CPEICTB,
MEOUIIMHCKUX U3Me/IUA U
dansbCcCuPHUITHPOBAHHBIX
OHMOJIOTHYEeCKH aKTHUBHBIX
DJ00aBOK

Cratbsaa 1

BraecTtu B YronoBHuIN Komekc Poccutickoit ®emeparuu (CobpaHue
3aKoHomaTesnbCcTBa Poccuiickou ®enepanuu, 1996, Ne 25, cT. 2954;
1998, Ne 26, cT. 3012; 1999, Ne 12, cT. 1407; Ne 28, cT. 3490, 3491;
2001, Ne 11, cT. 1002; Ne 47, cT. 4405; 2003, Ne 27, cT. 2712; Ne 50, cT.
4848; 2004, Ne 30, cT. 3091; 2005, Ne 1, cT. 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, Ne 31, cT. 3921; Ne 52, cT.
6453; 2010, Ne 19, cT1. 2289; Ne 21, cT. 2525; Ne 49, cT. 6412; 2011, Ne
11, cT. 1495; Ne 19, cT. 2714; Ne 30, cT. 4598; Ne 50, cT. 7362; 2012, No
10, cT. 1162, 1166; Ne 24, cT. 3071; Ne 30, cT. 4172; No 47, cT. 6401; No
53, ct. 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, cT. 6685, 6696; Ne 52,
cT. 6945, 6946; 2014, Ne 19, cT. 2310; Ne 23, cT. 2927; Ne 26, cT. 3385;
Ne 30, ct. 4278) cnepyioiiye uaMeHeHud: 1) OyHKT "a" 4acTu IIepBOU
ctatbu 1041 nmocne mudp "234," gonmonuuth nudppamu "2351, 2381,",
nocyne uudp "307 - 309," monmonHUT, Hubppamu "3272,"; 2) OOIOTHUTH
crtatbent 2351 cnepytoiiero cogepxauusd: "Cratba 2351. He3zakoHHOE
ITPON3BOJICTBO JIeKaPCTBEHHBIX CPENCTB U MEOUIIMHCKUX U3menuil 1.
[TpoM3BOACTBO I€KaPCTBEHHBIX CPENCTB UIU MEOUIIMHCKUX U3OEIUU



0e3 crelnuaabHOTO pa3pelleHus (JIMIIeH3UN), eCJIM TaKoe pa3pelleHue
(Takas nuieH3us1) 00s13aTesIbHO (00s13aTesIbHA), - HAKa3bIBAeTCS
JIUIIIeHuEeM CBOOOMBI HAa CPOK OT TPEX [0 MSITH JIeT co mTpadoM B
pa3Mepe OT IMSATUCOT THICAY A0 ABYX MUJIIIMOHOB PyOJield UIu B
pa3Mepe 3apabOoOTHOM IIJIaThl UJIX MHOT'O JO0XO0Aa OCYXKOIEHHOTO 3a
Iepuop OT IIIeCTH MEeCSIIEB 10 ABYX JIeT uilu 6e3 TaKOBOTIO.

2. Te xxe gessHUS, COBEPIIEHHBIE: a) OPTaHU30BaHHOM I'PYIIION; 0) B
KPYITHOM pa3Mepe, - HaKa3bIBalOTCS JIMIIIEHUEM CBOOOIBI Ha CPOK OT
IISITH OO BOCBMU JIET CO IITpadoM B pa3Mepe OT OOHOTO MUJIJIMOHA [0
Tpex MUJIJINOHOB pyOsieit mubo B pasMepe 3apaboTHOM IJIaThl UIN
MHOTO J0X0da OCYyKAEHHOT0 3a IMepuod OT OOHOTO rofia 00 TPEX JIEeT
unu 6e3 TakoBoro. [Ipumeyanue. KpynmHeIM pa3MepoM B HaCTOSIIEN
CcTaThe MIPU3HAETCS CTOMMOCTD JIEKAPCTBEHHBIX CPELNCTB UIHA
MEeOUITMHCKUX U3OeJINH, ITPEeBHIIIalonias CTO ThICSY pyoOnei.";

2. Te xxe messHUSA, €CIIU OHU:

3. [lesiHUsI, IPeOyCMOTPEHHEIe YaCTsIMU IIEPBOU HJIN BTOPOI
HACTOSIIEH CTAaThbU, IMTOBJIEKIIIKNE IT0 HEOCTOPOXKHOCTA CMEPTh ABYX
nnu 6oree JIull, - HAKA3bIBAIOTCS JIUIIIEHNEM CBOOOMLI Ha CPOK OT
BOCHMHM [0 ABEHAAIIATH JIET CO MITPadoM B pa3Mepe OT OBYyX
MUJIJIMOHOB [10 MSTH MHUJIJIMOHOB Py0OJiel uim B pa3Mepe 3apaboTHOM
IIJIATHI UJIM MHOTO JOXO0Ma OCYXKIEHHOTO 3a IEePHUOo OT ABYX OO0 MSTH
sieT unu 6e3 TaKOBOTO U C JIMIIIEHHEeM IpaBa 3aHUMAaTh OIlpefesIeHHbIe
OOJIZKHOCTH UJIM 3aHUMAaThCS OIIpeeIeHHON IesiTeJIbHOCThIO Ha CPOK
OO OecsATH neT uiau 6e3 TakKoBoro. [IpuMedaHus

1. [lericTBHe HACTOAIIEN CTaTbU HE PaCIpPOCTPaHsIeTCs Ha Cciiy4dau
He3aKOHHBIX CObITA U BBO3a Ha TeppuTopuio Poccuiickout Pemeparuu
HapKOTUYECKHUX CPEOCTB, IICUXOTPOIIHBIX BEIIECTB, UX IPEKYPCOPOB,
CUJIbHOEUCTBYIOLIUX UJIU SAOOBUTHIX BEIIECTB, a TaKXKe He3aKOHHOI'O
MIPOMU3BOLACTBAa HAPKOTUYECKUX CPEACTB, ICUXOTPOIHBIX BEIIECTB UJIU
HUX IIPEKYypPCOPOB

2. KpynHBIM pa3MepoM B HACTOSIEN CTaThe IPU3HAETCSI CTOMMOCTh
JIeKapCTBEHHBIX CPEICTB, MEOUILIMHCKUX U3TEIUN UITH OUOJIOTUYECKH
aKTUBHBIX TOOABOK B CyMMe, IIPEBHINIAOINIEN CTO THICSY PyOnIei.";

2. I3roToBIIEHUE B IIE/ISIX UCIIOIb30BaHUS UJIN COBbITa 1100
HCIIOJIb30BaHMe 3aBeJOMO IOAAesIbHLIX IIEPBUYHOM YIIAaKOBKY U (MJIH)
BTOPHUYHOU (IOTPeOUTENIHCKOM) YIIaKOBKYU JI€eKapCTBEHHOT O
IpenaparTa - HaKa3bIBaloTCs IITPadoM B pa3Mepe OT HSITUCOT THICSY
0O OOHOTO MUJIJIMOHA pyOsiel Uiu B pa3Mepe 3apab0THOU MJIaThl UJIN
MHOT'0 JOX0[a OCYKIOEeHHOTO 3a IIePUOo/ OT OJHOI'O Irofia 0 ABYX JIET,
60 IPUHYOUTETFHEIMU paboTaMM1 Ha CPOK [0 TpeX JIeT, Tubo
JIUIIIeHuEeM CBOOOOBI Ha TOT K€ CPOK

3. CoBepllieHNE OeTHUN, IPEOYCMOTPEHHBIX YaCTsIMU II€PBOU UIIU
BTOPOU HACTOALIEN CTaTbU, OPraHU30BaHHOU I'PYIIIION -
HaKa3bIBAETCS NUIIIEHWEM CBOOOOLI Ha CPOK OT MSITU IO AECSATHU JIET C



JTUIIeHNEM IIpaBa 3aHMMAaTh ONpPeaeIeHHbIe O KHOCTHU UJIU
3aHMMAaThLCS OIIpedesIeHHON OesaTeIbHOCThIO Ha CPOK 00 Tpex jeT."

2. monoHUTh cTaThen 2381 cnepytoiiero cogepxxauusd: "CrtaTbs
2381. Ob6paineHue hanbCcuPUIIMPOBAHHEIX, HETOOPOKaYeCTBEHHBIX U
He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHHBIX CPEICTB, MEIUIIMHCKUX
u3nenaui 1 060poT GhanbCUGUIIMPOBAHHLIX OMOIOTHYECKH aKTUBHEIX
mo6aBok 1. [Tpou3BOACTBO, COLIT UK BBO3 HAa TEPPUTOPHUIO
Poccuiickou ®epepannu ¢panbCUPUIIMPOBAaHHBIX JIEKAPCTBEHHBIX
CPEICTB UM MEeOUITMHCKUX U3Aesini, 100 COBIT UIX BBO3 Ha
Tepputopuio Poccuiickoit ®epgepannu HegoOpPoOKaueCTBEHHBIX
JIeKapCTBEHHBIX CPEJICTB UJIM MEeOUITMHCKUX U3AeJIhui, Tubo
He3aKOHHBbIe ITPOU3BOICTBO, COLIT UJIM BBO3 HAa TEPPUTOPUIO
Poccuiickoit ®epepaliiu B 1Iens1X CObITAa HE3aPETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB UJIM MEOUITMHCKUX U3OeJInui, Tubo
IIPOU3BOMICTBO, COBIT UJIM BBO3 Ha TEPPUTOPUI0 Poccuiickou
depepanun GhanbCUDUIIMPOBAHHLIX OMOIOTHTYECKHN aKTUBHBIX
mo06aBOK, comepKallluX He 3asBJIEeHHbIE ITPU I'OCYyIapCTBEHHOU
perucrtpanuu ¢papMalieBTUYeCKre CyOCTaHIIMU, COBEPIIIEHHLIE B
KPYITHOM pa3Mepe, - HaKa3bkIBalOTCS MPUHYIUTENbHBIMU paboTaMu Ha
CPOK OT TpeX OO IISITHU JIET C JIMIIIeHWeM IpaBa 3aHUMATh
oIpenesieHHbIe MOIXKHOCTH UJIN 3aHUMAThCS OIpeIeleHHON
OesiTEeIbHOCTBHIO Ha CPOK [0 TPEX JIeT uju 6e3 TaKoBOTo JIbo
JIUIIIEHUEeM CBOOOOBI Ha CPOK OT TPEX [0 MSTH JIeT co mTpadoM B
pa3Mepe OT IISATUCOT THICAY 10 IBYX MUJIJIMOHOB pPyOsie uim B
pa3Mepe 3apab0THOM IIJIaTH UJIXM MHOTO J0X0Oa OCYXIEeHHOTO 3a
TIEPUOM OT IIIECTH MECSIIIEB MO ABYX €T uiau 6e3 TaKOBOTO U C
JINIIIEHUEM IIpaBa 3aHUMaTh ONpeneleHHbIe JOIXKHOCTU UJIU
3aHUMAaThCS OIIpeesIeHHON OesATeTbHOCTHIO Ha CPOK [I0 TPEX JIET UIIU
0e3 TaKOBOTO

2. COBEPILIEHEI IPYIION JIUL 10 IPEeABapUTEIbHOMY CTOBOPY UJIU
OpPraHMU30BaHHOU I'PYIIION

2. ITOBJIEKJIN I10 HEOCTOPOXKHOCTU IIPUYNHEHNE TSAXKKOTO Bpeaa
300POBBIO TUOO CMEPTH YEeJIOBEKA, - HAKa3bIBAIOTCS JIUIIEHUEM
cBOOOMBI HA CPOK OT IISITH OO BOCBMMU JIET CO IITpadoM B pa3Mepe OT
OOHOTO MUJIIMOHA [0 TPeX MUJIIMOHOB py0Jiell uau B pa3Mepe
3apabOoTHOM TJIaTH UJIU UHOTO A0X0Mda OCYKOAEHHOI'0 3a IIepuoy OT
OHOTO I'ofla [0 TPeX JeT uiim 6e3 TaKOBOTO U C JIUIIeHNEM IIpaBa
3aHUMAaTh OonpeaesieHHbIEe JOIKHOCTU UIU 3aHUMAaThCS
oIIpeneeHHON OesTeIbHOCTHIO Ha CPOK [0 ISATH JIeT unu 6e3
TaKOBOT'O

2. OOIIOJIHUTL cTaThen 3272 cnepyroilero cogepxauus: "Cratbsa 327
2. ITompmernka MOKyMEHTOB Ha JIeKapCTBEHHBIE CPEeOCTBa HJIH
MEeOUIIMHCKNUEe U3MIeTUs NI YIIaKOBKU JIEKAPCTBEHHBIX CPEICTB WU
MeOUIIMHCKUX u3ngenui 1. U3rorosieHue B 1IeISIX UCIIOJIb30BAHMUS
unu cObiTa MO0 UCIIOJIb30BaHKUE 3aBelOMO MOAOEeTbHBIX JOKYMEHTOB
Ha JIEKAPCTBEHHEIE CPENCTBA UJIM MEIUITMHCKUE U3OeIIH S
(perucTpaluoHHOT0 YOOCTOBEPEHUSI, CepTU(UKATA UK JeKIapaluu
O COOTBETCTBUU, UHCTPYKIINU 110 TPUMEHEHHUIO IEKAaPCTBEHHOT' O



ImperapaTa Uil HOPMaTUBHOU, TEXHUYECKOU M SKCITyaTalliOHHOU
OOKYMEHTAIIUU ITPOU3BOOUTENS (M3TOTOBUTENISI) MEOUITMHCKOTO
U3Mesins), - HaKa3bIBalOTCS MITPadoM B pasMepe OT IISITUCOT THICSY [0
OOHOTO MUJIJIMOHA py0Osiel UiInu B pa3Mepe 3apab0OTHOU IJiaThl UK
WHOT'0 JOXO[a OCYKIOEeHHOTO 3a IIePUO/ OT OJHOIO Tofia 0 ABYX JIET,
60 IPUHYOUTETFHEIMU paboTaMM Ha CPOK [0 TpeX JIeT, TubO0
JIUIIIeHHeM CBOOOMEI Ha TOT 3XKe CPOK

Crarbsa 2

Buectu B ®enepanbHbiv 3aK0H OT 2 gsHBapsa 2000 roga Ne 29-®3 "O
KayecTBe U 6€30I1aCHOCTH MUIIEeBLIX TPoayKToB" (CobOpaHue
3aKoHomaTesnbCcTBa Poccuiickou ®enepamnuu, 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, cT. 6; Ne 30, cT. 4590, 4596)
ClIenylomne N3MeHEeHU s

ab3aI] mecTHagUATHIM CTaThd 1 U3JIOKUTH B CIIEAYIONIeN pPemaKIIum:
"panbcudpunrpoBaHHbIe TUILIEBBIE TPOAYKTHI (B TOM YUCJIE
OMoJOru4YecKy aKTUBHEIE MOOABKHM), MaTePUAJIbl ¥ U3OEIU -
MMUIIEeBbIE ITPOOYKTHI (B TOM YUCJie OMOJIOTUYECKN aKTUBHBIE
mo0aBKM), MaTepPUaabl U U3MIeJINs, YMBIIIIJIEHHO U3MEeHEeHHEIe
(mompenbHBIE) U (MITH) UMEIOIHE CKPBHIThIE CBOMCTBA U Ka4eCTBO,
nH@oOpPMaIKsI 0 KOTOPHIX SBISIETCS 3aBEOOMO HEIIOJTHOM WIIHU
HeOOCTOBEPHOU;"

IIYHKT 2 cTaThu 13 DOMONMHUTH ab3alleM CJIenyIoIero CogepKaHus:
"IIpu opranu3alnvy U IPOBEOEHUU MEPOIIPUITUM 10
roCyIapCTBEHHOMY HAA30pPy B 001acTu o0ecrnedyeHust KauyecTBa U
0e30MaCHOCTH IHUIIEBHIX IPOAYKTOB, MaTePUAIOB U U3OEIUU
IIpeaBapuTeIbHOE YBEOOMIIEHNE IOPUANYECKUX JIUI] UJTU
WHOWBUAYAJIbHBEIX IPEOIIPUHUMATENIEN, OCYIIECTBIISIOMIUX
IIPOU3BOMICTBO ITUINEBOM MPOAYKUIMH, U (M) 000POT IMUILIEBOM
MIPOAYKUMHU, U (M) OKa3aHUe yCIyT OOIIeCTBEHHOT O IUTAHUS, O
HadaJjie TPOBeJeHUsI BHEIIJIAaHOBOM BBIE3THOU ITPOBEPKHU HE
TpebyeTcs."

Cratbsa 3

B mognynkTe "a" nyHkTa 1 yactu BTOpou ctathu 151 YromnosHO-
IpolleccyanbHOT0 Komekca Poccuiickou ®eneparuu (Cobpanue
3akoHOoOaTenbCcTBa Poccurickou ®emeparnuu, 2001, Ne 52, cT. 4921;
2002, Ne 22, cT. 2027; Ne 30, ct. 3020, 3029; Ne 44, cT. 4298; 2003, No
27, cT. 2700, 2706; Ne 50, cT. 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, cT. 6033; Ne 50, cT. 6248; 2009, No 11, crT.
1267; Ne 44, cT. 5170; 2010, Ne 1, cT. 4; Ne 15, cT. 1756; Ne 21, CT.



2525; Ne 27, ct. 3431; Ne 31, cT1. 4164, 4193; No 49, ct1. 6412; 2011, Ne
1, cT. 16; Ne 23, cT. 3259; Ne 30, cT. 4598, 4605; Ne 45, cT. 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, cT. 6685; Ne 52, cT. 6945; 2014, Ne 19, ct. 2303, 2310, 2333; Ne 23,
cT. 2927; Ne 26, cT. 3385; Ne 30, cT. 4219, 4259, 4278; No 48, cT. 6651)
uudpsr 227, 237 - 239" 3amenuts nudpamu "227, 2351, 237, 238,

2381, 239", mudpsw "321, 328" 3amenuTs nudpamu "321, 3272, 328".

Cratpsa 4

Baectu B Komekc Poccutickoit ®emepanyu 06 aqgMUHUCTPATUBHBIX
npaBoHapyueHusx (CobpaHre 3aKkoHOAaTeIbCTBa Poccuiickou
®epeparuy, 2002, Ne 1, cT. 1; Ne 30, cT. 3029; Ne 44, cT. 4295; 2003,
Ne 27, cT. 2700, 2708, 2717; Ne 46, cT. 4434; Ne 50, cT. 4847, 4855;
2004, Ne 31, ct. 3229; Ne 34, cT. 3529, 3533; Ne 44, cT. 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; No
52, ct. 5574; 2006, Ne 1, cT. 4, 10; Ne 2, cT. 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, cT1. 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; Ne 26, cT. 3089; Ne 30, cT. 3755; Ne 31, cT. 4007, 4008; Ne 41, cr.
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, cT. 777; Ne 23, cT. 2759; Ne 26, cT. 3120, 3122;
Ne 29, ct. 3597, 3642; Ne 30, cT. 3739; Ne 48, cT. 5711, 5724; Ne 52, cT.
6412; 2010, No 1, cT. 1; Ne 19, cT. 2291; No 21, cT. 2525; Ne 23, cT.
2790; Ne 27, cT. 3416; Ne 30, cT. 4002, 40006, 4007; Ne 31, cT. 4158,
4164, 4193, 4195, 4206, 4207, 4208; Ne 41, ct. 5192; Ne 49, cT. 6409;
2011, Ne 1, cT. 10, 23, 29, 54; Ne 7, cT. 901; Ne 15, cT. 2039; Ne 17, cT.
2310; Ne 19, ct. 2714, 2715; Ne 23, cT. 3260; Ne 27, cT. 3873; Ne 29, cT.
4290, 4298; Ne 30, cT. 4573, 4585, 4590, 4598, 4600, 4601, 4605; Ne
46, cT. 6406; Ne 47, cT. 6602; Ne 48, cT. 6728; Ne 49, cT. 7025, 7061; Ne
50, ct. 7342, 7345, 7346, 7351, 7352, 7355, 7362, 7366; 2012, N 6,
cT. 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, cT. 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, cT.
4025, 4029, 4030, 4031, 4032, 4034, 40306, 4040, 4044, 4078, 4082;
Ne 31, cT. 4191; Ne 43, cT. 5443, 5444, 5445, 5452; N. 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, ct. 5615; Ne 43, cT. 5799; No 48,



cT. 6636, 6638, 6642, 6643, 6651) cnenyloie n3MeHeHus: 1) B
yactu 1 craTtbu 3.5 cJioBa "B cily4asX, IpefyCMOTPEHHEIX cTaTbel
11.201, gacTteio 5 ctaTthu 14.35" 3aMeHUTH CJIOBaMH "B CIy4Yasx,
NpenyCMOTPeHHBIX cTaTbsaMu 6.33, 11.201, yacTteio 5 crathu 14.35",
cJI0Ba "B Cly4dasx, IPegyCMOTPEHHBIX CTaThbaMu 5.38, 7.13" 3aMeHUTH
cJioBaMu "B ClIy4asXx, IpeagyCMOTPEeHHBIX cTaThaMu 5.38, 6.33, 7.13",
CJIoBa "B Ccly4asX, IpegyCMOTPEHHBIX CTaThbsaMU 6.19, 6.20, yacTrio 1
ctaTteu 7.13" 3aMeHUTH ClI0BaMU "B Cliydasax, IpPeqyCMOTPEHHBIX
ctatbhamu 6.19, 6.20, 6.33, gactbio 1 ctathu 7.13"; 2) ab63a1l mepBHIA
cTaThHu 6.28 1ocie cja0B "MeOUIIMHCKUX U30eIni" JOIOJIHUTD
CcJioBaMu ", €CJIM 9TU OeUCTBUS He comepzkaT IPU3HAKOB YIOJIOBHO
HaKa3yeMoro gesaHusd,"; 3) rimaBy 6 OOMOJIHUTHL CTaThel 6.33
cnenyloiiero comepxkanusi: "Cratbs 6.33. OOpaleHue
danbcudupoBaHHBIX, KOHTPa(paKTHHIX, HEJOOPOKaYeCTBEHHBIX U
He3aperuCTpUPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB, MEOULIMHCKUX
u3neaui 1 000poT GhanbCUPUIIMPOBAHHLIX OMOIOTUYECKH aKTUBHBIX
mo6aBok 1. [Tpou3BOACTBO, ITpoAaxka UJIM BBO3 HAa TEPPUTOPUIO
Poccuiickou ®epgepanum panbCuPUIMPOBaHHBIX JT€KapPCTBEHHBIX
CpencTB, 0O IPOM3BONCTBO, Pealu3aliusa Uik BBO3 Ha TEPPUTOPUIO
Poccutickou ®epgepanuu GanbCUPUIIMPOBAHHBIX METUITUHCKUX
u3genuii, mudo mpomazka MM BBO3 Ha TePpPUTOPHI0 Poccuiickom
denepanuu KOHTpadaKTHHIX JIEKaPCTBEHHBIX CPEICTB, TU00
peanu3alys UJId BBO3 Ha TeppuUutopuio Poccuiickou ®enepaumnu
KOHTpPadaKTHBIX MEOUIIMHCKUX U3MeJini, 1100 000pOT
banbcupurpoBaHHBIX OMOJIOTUYECKM aKTUBHBIX HOOABOK, €CJIN 3TU
OEelCTBUS He COomepzKaT IIPU3HAKOB YyTOJIOBHO HAaKa3yeMoro AesTHUS, -
BJIeYeT HaJloKeHNe afMUHUCTPATUBHOTO ITpada Ha rpaxkaaH B
pa3Mepe OT CeMUOECsSITU THICSY OO0 CTa ThICAY pyOsel; Ha
OONMKHOCTHBIX JIUII - OT CTa THICAY [0 MIECTUCOT ThHICAY pyOsel; Ha
WHOWBUOYaIbHBIX IIPEAIIPUHUMATEIIEN - OT CTa THICAY [0 IIECTUCOT
THICSAY PyOJiey UM aIMUHUCTPATUBHOE IIPUOCTAHOBJIEHUE
OessTEeIbHOCTH Ha CPOK A0 OeBSIHOCTA CYTOK; Ha IOPUANYECKUX JIUII -
OT OJHOT'O MHUJIJTMOHA 10 MSITH MUJIJINOHOB PyOsiei ummn
aIMUHUCTPaTUBHOE IPUOCTAaHOBJIEHUE OEITEJIbHOCTU Ha CPOK IO
OeBIHOCTA CyTOK.

2. IIpomaka unu BBO3 Ha TeppuTtopuio Poccurickou ®emepanuu
HenoOpOKadeCTBEHHBIX JIEKAPCTBEHHHBIX CPENCTB, MO0 peanu3alns
WUJIK BBO3 Ha Tepputopuio Poccuiickou ®epepaumnu
HenoOpoKayeCTBEHHBIX MEOUITMHCKUX U3Mesini, 00 He3aKOHHbBIEe
MIPOU3BOACTBO, IIPOJaxKa UJIM BBO3 Ha TEPPUTOPUIO Poccuiickoun
depepanuu He3aperuCTPUPOBAHHEIX JIEKaPCTBEHHBIX CPEACTB, €CIIN
9TU OEUCTBUSA He COomepzKaT IIPU3HaKOB YyIrOJIOBHO HaKa3yeMOoro
OesHUs, - BIedYeT HaJlIoO2KeHWe afMHUHUCTPaTUBHOTO IITpada Ha
rpaxpaH B pa3Mepe OT CEMHECSTH THICAY 10 CTa THICSY pyOIei; Ha
OOJIXKHOCTHBIX JIUIT - OT CTa THICSY [0 IMIEeCTUCOT ThICSAY PyOsel; Ha
WHOVWBUOYaIbHBIX IIPEOIPUHUMATEIIEN - OT CTa THICAY [0 IIECTUCOT
THICAY PyOJiel UM afMUHUCTPATUBHOE TIPUOCTAHOBJIEHUE
OesiTeJIbHOCTU Ha CPOK [0 OEeBAHOCTa CYTOK; Ha IOPUOUYECKUX JIUI] -
OT OJTHOTO MUJIJIMOHA 10 MSITH MUJIJINOHOB PyOsiel ummn



aOMUHUCTPaTUBHOE IPUOCTAaHOBIIEHUE OESITEIbHOCTHA Ha CPOK OO
OeBsIHOCTa CyTOK.";

.4actu 2 u 3 ctaTthu 14.42 npu3HaATh YyTPATUBIIUMU CUITY

. BcraTthe 23.1:

2
2
2. B yacTtu 1 crathu 23.81 crnoBa "gacThio 1 cTaThu" UCKIIOYUTH
2. B 4aCTu 2 cTaThu 28.3:

2

. B4yactu 1 nmocine cnoB "4yacTeio 4 ctaThu 6.29," HOIOJIHUTEL CJIIOBAMHU
"crathaMu 6.33,", ci1oBa "dacTsamu 2 u 3 craTthu 14.42," 3aMeHUTH
CJIOBOM "cTaTbsaIMHU"

2. ab3a1l YeTBEPTHIA YaCTU 3 IIOCJIE CJIOB "MpeayCMOTPEHHBIX
CTaThbIMU" HONONMHUTH Mudppamu "6.33,"

2. yHKT 12 mocne nudp "6.16," gomonuuts nuppamu "6.33,"

2. B nyHKTe 18 nocrne cnoB "4acTeio 4 cTaThu 6.29," HOTOITHUTH
cioBaMHu "4yacThio 1 (3a MCKIIOYeHHEM 000poTa
dbanbcudupPoOBaHHBEIX OMOJIOTUYECKH aKTUBHEIX M00OABOK) M YaCThIO
2 ctaTbu 6.33,", cnoBa "dacTtaMu 2 U 3 ctaTthu 14.42," UCKIIOYUTH

2. B IyHKTe 19 cioBa "nipegyCMOTpEeHHEIX cTaThsaMu 6.1, 14.26"
3aMEeHHUTH CJI0OBAaMU "IIPedyCMOTPEHHEIX CTaThen 6.1, yacTthio 1 cTaThu
6.33 (B yacTu o6opoTa GpanbCuPUIIMPOBAHHBIX OMOJTOTUYECKHT
AKTHUBHLIX M00aBOK), cTaThelr 14.26"

2. IIyHKT 63 1mocrie cJoB "cTaTbaMu 6.27," DOMOMHUTE M paMu
"6-33:”

Cratbsa b

YacTs 4 ctathu 1 ®epmepanbHOro 3aKoHa oT 26 mekabps 2008 roga Ne
294-03 "O 3amuTe IpaB OPUONYECKUX JTUL U UHOUBUOYATbHBIX
NpeOnpUuHUMAaTEeNIed IPU OCYIIEeCTBIEHUHU TOCYJapCTBEHHOT O
KOHTPOJIA (Haf30pa) U MyHUIIUIIaIbHOro KOHTpossa" (CobpaHue
3aKoHopgaTesnbCcTBa Poccuiickou ®epepanuu, 2008, Ne 52, cT. 6249;
2009, Ne 18, cT. 2140; No 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; No
48, cT. 6728; 2012, Ne 26, cT. 3446; 2013, Ne 27, cT. 3477; Ne 30, CT.
4041; Ne 52, cT. 6961, 6979, 6981; 2014, N. 26, ct. 3366; Ne 30, cT.
4220, 4235, 4243; Ne 42, cT. 5615; Ne 48, cT. 6659) DOIIOIHUTD
nyHKTamu 34 u 35 crnemyloiero cogepxkanus: "34) dbengepanbHBIN
rocyapCTBEHHBIM HaA30p B chepe obOpallleHus T1eKapCTBEHHBIX
CPELCTB;



rOCy[IapCTBEHHBLIM KOHTPOJIb (Ham30p) B o6acTu obecredyeHus
KayecTBa ¥ 0€30MaCHOCTHU MTUIIEBBIX ITPOAYKTOB."

Cratnhsa 6

Cratbio 38 ®PenmepanbHoro 3akoHa ot 21 Hoss0pst 2011 roma Ne 323-03
"O6 ocHOBaxX OXpaHHI 3IOPOBLS I'paxkaaH B Poccuiickoit Pepeparun”
(Cobpanue 3akoHOmaTenbcTBa Poccutickon ®emeparuu, 2011, Ne 48,
CT. 6724; 2013, Ne 48, ct. 6165) gonmomHUTh Yactamu 12 - 20
ciepympomero cogepxanusa: "12. GanbcupuiupoBaHHOE MEOUITUHCKOE
U3mesirie - MeOUIIMHCKOE U3JieJiie, COIIPOBOXKIaeMoe JIOKHOM
“HPOpMaIMen O ero XxapaKTepUCTUKaxX U (MJIK1) MPOU3BOJUTEIE
(m3roroBuTeEne).

13. HepoOGpokauyecTBEeHHOE MeOUITMHCKOE U3IeInue - MeTUIIMHCKOe
u3mesiue, He COOTBETCTBYIOIIee TPeOOBAHUSIM HOPMAaTHUBHOM,
TEXHUYECKOU U (MJIM) 9KCIIyaTalluOHHOU JOKyMeHTalluu
MTPOU3BOAUTENS (M3rOTOBUTENST) TMOO B ClIydyae ee OTCYTCTBUSA
TpeOoBaHUSAM MHOM HOPMATUBHOM JOKYMEHTAIluU

14. KoHTpadaKTHOE MeOUIIMHCKOE U3[eNne - MeOUIIMHCKOe U3OeNne,
HaxomsIneecs B 000poTe C HapyllleHreM IpaXXgaHCKOT 0
3aKOHOOaTeNIbCTBa

15. 3anpeiaeTcsa Ipou3BOACTBO

16. 3anpeilaeTcsa BBO3 Ha TeppUutopuio Poccuiickou ®enepanuu
danbcuPUIIMPOBAHHBIX MEOUIIMHCKUX U3OEJINH,
HeJoOpOKaYeCTBEHHBIX MEeOUITMHCKUX U3eTU U KOHTPadaKTHBIX
MEeIOUIIMHCKUX U3[eTuN

17. 3anpeitlaeTcsa peanu3anusa GaabCUPUIIMPOBAHHBIX MEOUIIMHCKUX
U3nesini, HemoOPOKaYeCTBEHHBIX MEOIUITMHCKUX U3OeNTUN 1
KOHTPadaKTHBIX MEOUIIMHCKUX U3OEIUN

18. PanscudpuupoBaHHBIE MEOAUIIMHCKNE U3OENUSA U
HemoOpoKadyeCTBeHHbIe MEIUIIMHCKNE U3TIeUs ITOoaIexKaT U3BbSITHIO U
MoCJieayolleMy YHUUYTOXKEHUNIO UIU BEIBO3Y C TEPPUTOPUU
Poccutickou ®epgepaliviu, a KOHTPpadaKTHEIE MEOUIIMHCKNE U3ETU -
U3BATHUIO U IIOCJIEAYIOIEMY YHUUYTOXKEHNIO. BEIBO3 C TEPPUTOPHUU
Poccuiickou ®epgepanum panbCUPUIMPOBaHHBIX MEOULIMHCKUX
U3neui 1 HegoOpPOoKayeCTBEHHBIX MEOIUITMHCKUX U3eJTUH
OCYIIEeCTBJIIETCS 3a CYEeT JInlia, OCYIIeCTBUBIIEr0 UX BBO3 Ha
Tepputopuio Poccuiickou ®enmepanumu

19. ITopsoOK YHUUTOXKEHUSI U3BATHIX ParmbCUPUIIMPOBaHHBIX
MEeOUIIMHCKUX U3[eJIni, HemoOpOKadyeCTBEHHBIX MEOUITMHCKUX
U30eIuid ¥ KOHTPadaKTHBIX MEOUIIMHCKUX U3[EeJIUH YCTaHaBINBaETCSI
[IpaBuTtenscTBOM Poccuiickou ®enepanuu



20. Pacxoppl, CBI3aHHBIE C YHUYTOXKEHNEM (panbCupuIpOBaHHBIX
MeOUILIMHCKUX U3Ie/Ini, HeqoOpoOKadyeCTBEHHBIX MEeOUIIMHCKUX
U3Oenui ¥ KOHTpadaKTHEIX MEOUIINHCKUX U3OEeJINM, BO3MEIAlI0TCA UX
BJIafesnbleM."

15. MEOUIIMHCKUX U3OEeNUl, He BKIIIOUEHHBIX B ITOCYIapPCTBEHHBIN
peecTp MEeOULIMHCKUX U3TOeJINM U OpraHu3anuil (MHOUBUOYaIbHBIX
npeOnpuHUMAaTeNel), OCYIIeCTBIAIOUIUX IPONU3BOACTBO U
M3TOTOBJIEHUE MEeOUIIMHCKUX U3OeJINM, 3a UCKIIIDUEeHUEM
MEeOUILIMHCKUX U3JeJINi, IPOU3BOOUMBIX IJIsI IPOBEIeHUS UCIIHITaHUN
U (M7IK) UccaemoBaHUU

15. banbcuduIPOBaHHBIX MEOUIIMHCKUX U3OEIUN

Cratbsa 7

AG3aIrsl OSTHM - BOCbMOM ITyHKTa 6 cTaThu 39 ®egepanbHOTO 3aKOHA
oT 25 HOos10pst 2013 roma Ne 317-03 "O BHeceHUU U3MEHEHUN B
OTHEeNbHBIE 3aKOHOOATeJIbHBIE aKThl Poccuiickou ®enepanuu u
MPU3HAHUN YTPATUBIIUMU CUITY OTHAEIbHBIX ITOJIOXKEHUU
3aKOHOIATeJIbHBEIX aKTOB Poccunickou depgepanuu mo BOIpocaM
OXpaHHI 3[0POBhs IrpaxkaaH B Poccutickoii ®emepanun" (Cobpanue
3aKoHomaTesnbCcTBa Poccuiickou ®enepanum, 2013, Ne 48, cT. 6165)
MPU3HATh YTPATUBIIUMU CHUITY.

Crarbsa 8

Hacrosmuy ®enepanlbHBIM 3aKOH BCTyHaeT B cuiy ¢ 23 sHBapsa 2015
roja.
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