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Cratbs 1

Brectu B YroyoBHbIN KOogeKc Poccuiickoit
®enmepanyy (CobpaHne 3aKOHOZATEIHCTBA
Poccuiickoitr ®empepannu, 1996, N 25, ct. 2954; 1998,






N 26, cT. 3012; 1999, N 12, cT. 1407; N 28, cT. 3490,
3491; 2001, N 11, ct. 1002; N 47, cT. 4405; 2003, N

27, ct. 2712; N 50, cT. 4848; 2004, N 30, cT. 3091;
2005, N 1, ct. 13; 2006, N 2, cT. 176; N 31, cT. 3452;
2007, N 21, cT. 2456; N 31, cT1. 4008; N 45, cT. 5429;
2008, N 15, cT. 1444; N 52, cT1. 6235; 2009, N 31, cT.
3921; N 52, cT. 6453; 2010, N 19, cT. 2289; N 21, cT.
2525; N 49, ct. 6412; 2011, N 11, cT. 1495; N 19, cT.
2714; N 30, ct. 4598; N 50, cT. 7362; 2012, N 10, cT.
1162, 1166; N 24, ct. 3071; N 30, cT. 4172; N 47, cT.
6401; N 53, cT. 7633, 7637; 2013, N 26, cT. 3207; N
27, cT. 3442, 3477; N 30, cT. 4078; N 44, cT. 5641; N
48, cT. 6165; N 51, cT. 6685, 6696; N 52, cT. 6945,
6946; 2014, N 19, cT1. 2310; N 23, cT. 2927; N 26, CT.
3385; N 30, cT. 4278) cnenyomye M3MeHEHMS:

1) myHKT "a" yacTy nepBoi cratbyu 104.1 mocie uudp
"234," noroaHuTb LMdpamu "235.1, 238.1,", mocie
uudp "307 - 309," monoaHUTh HMbpamu "327.2,";

2) IOTIOTHUTB CTaThelt 235.1 ciieayiomiero
cofepsKaHus:

"CraTbs 235.1. He3akoHHOE MPOM3BOICTBO
JIEKapCTBEHHbBIX CPELICTB U MeAUILIMHCKUX UL eI

1. [Tpou3BOACTBO JIeKapCTBEHHBIX CPEJICTB U
MeIVIIMHCKUX U3e/nii 6e3 crenyaabHOro
paspeleHus (INEH3UN), €CJIU TaKOe paspelieHne






(Takast IuUIEeH3MS) 00513aTeIbHO (00s13aTe/IbHA), -

HaKa3bIBAeTCs JIMIIeH)EM CBOOOIbI HAa CPOK OT TPex
JIO TISITY JIET €O ITpadoM B pa3Mepe OT MSTUCOT
TBICSTY 1O ABYX MUJUTMOHOB Py0Jieit win B pasmepe
3apabOTHOI TUIAThI MJIM MHOTO I0X0/1a OCYKIEHHOTO
3a MMepuoz, OT IIeCTU MecsIIeB 0 ABYX JeT Ui 6e3
TaKOBOTO.

2. Te ke nesiHUSI, COBEPIIEHHbIE:
Q) OpraHu30BaHHOI TPYIITION;
0) B KpyITHOM pasMepe, -

HaKa3bIBAIOTCS JIMIIEHMEM CBOOOIbI HAa CPOK OT IISITU
JI0 BOCbMM JIeT cO mTpadomM B pa3mepe OT OJHOIO
MWUIMOHA 10 TpeX MWIJIMOHOB pybJieit 1160 B
pasMepe 3apabOTHOI IIAThI MU MHOTO JOX0Ia
OCYKI€HHOTO 3a IIepMOoJ, OT OJHOTO To/ia IO TPeX JIeT
uiy 6e3 TaKoBOTO.

[Ipymeuanue. KpynmHbIM pa3sMepoM B HACTOsLI e
CTaTbe MPU3HAeTCS CTOMMOCTD JIeKapCTBEHHbBIX
CpenCTB UV MeOUIMHCKUX U3enii, IpeBbIllaoas
CTO ThICSY pybIIeit.";

3) DOIOMHUTD CTaThbell 238.1 cinenywooiero
comepsKaHus:






"CraTbs 238.1. O6pamenne dhanbcuPUIMPOBAHHBIX,
HeJI0OPOKAaueCTBEHHBIX Y HE3aPEruCTPUPOBAHHBIX

JIEKapPCTBEHHBIX CPEACTB, MeAULIMHCKUX U3OeIUIA U
060poT ambCcudUIIMPOBAHHBIX OMOIOTMUECKA
aKTUBHBIX J06aBOK

1. [Tpou3BOACTBO, COBIT MJIV BBO3 HA TEPPUTOPUIO
Poccuiickoitr @emepannmu panbcubuIimpoBaHHbIX
JIEKapCTBEHHbBIX CPELICTB UM MeOULIMHCKUX
U3IeIniA, MO0 COBIT UM BBO3 HA TEPPUTOPUIO
Poccuiickoit @enmepatinm HegoO6poKaueCcTBEHHBIX
JIeKapCTBEHHBIX CPeLCTB UM MeIULIMHCKUX
M3Ienmnii, 1160 He3aKOHHbIe TTPOU3BOACTBO, COBIT
IV BBO3 Ha Tepputoputo Poccuiickoit ®emepaiiiu B
1IeJIsIX CObITA He3apernCTPUPOBAHHBIX
JIeKapCTBEHHbBIX CPeJICTB WM MeIULIMHCKUX
U3Jenunit, 160 MPOuU3BOACTBO, COBIT MJIM BBO3 Ha
TeppuTopuio Poccuiickoin ®emepanumn
danbcubUIMpPOBaHHBIX 6M0IOIMUECKM aKTUBHBIX
I00aBOK, COIepsKalllX He 3asiBJIeHHbIE TIPU
rocyJapCcTBeHHO perucTpanuu papmalieBTuyeckme
CcyOCcTaHLIMM, COBepIIeHHbIe B KPYITHOM pa3mepe, -

HaKa3bIBAIOTCS MPUHYAUTEIbHBIMY paboTaMM Ha
CPOK OT Tpex IO MSITH JIeT C JUIIeHueM IpaBa
3aHMMATh OIpeJe/IeHHbIe TO/DKHOCTU UIN
3aHMMAThCS OTIpeeJIeHHO esITeIbHOCTBIO Ha CPOK
JIO Tpex JieT uin 6e3 TaKOBOTO JIMOO JTUIIeHUEM






CBOOO/IbI HA CPOK OT TPeX A0 ISITU JIeT cOo MTpadoM B
pasMepe OT MATUCOT THICSY 0 ABYX MUJUIMOHOB

pyo0Jieit v B pa3mepe 3apaboTHOJ IJIaThI IV MHOTO
I0X0J1a OCYKIEHHOTO 3a IepuoJ, OT IIEeCTU MeCSIeB
IO IBYX JIET Wiu 6e3 TaKOBOTO U C JIMILIEHVEM TTpaBa
3aHMMATh OIpe/ie/IeHHbIe TO/DKHOCTY UJIN
3aHMMATbCS OTIpeeIEHHOI IesITeIbHOCTHIO Ha CPOK
IO Tpex JieT Uau 6e3 TaKOBOTO.

2. Te xxe mesiHUS, €CJIU OHU:

a) COBeplIeHbI TPYIINION JIUIL 10 IIPeBAPUTEIbHOMY
CrOBOPY WM OPTaHM30BAHHO I'PYIIIIOIA;

6) ITOBJIEKJIN ITO HEOCTOPOXXHOCTU IIPpUUYMHEHNE
TAXXKOI'O Bpeda 340pOBbIO 6o CMepTb YeJIOBEKa, -

HaKa3bIBAIOTCS JIMIIEHEM CBOOOIbI HAa CPOK OT IISITU
JI0 BOCbMM JIET €O mTpadom B pa3mepe OT OTHOTO
MWUIMOHA 10 TpeX MWIJIMOHOB pybJieii Uau B
pasMepe 3apaboTHOI IIAThI UM MHOTO JOX0a
OCYKI€HHOTO 3a IIepMOoZ, OT OJHOTO Tofia IO TPeX JIeT
Iy 6e3 TaKOBOI'O ¥ C JIMIIeHeM MpaBa 3aHUMaTh
oIrpeeieHHbIe JOKHOCTY UM 3aHMMAaThCS
ompeneeHHO IesITeIbHOCTIO Ha CPOK IO IISITY JIET
mim 6e3 TaKoBOTO.

3. lessHus, IpeyCMOTPEeHHbIe YacTAMM I1IepBOil UIN
BTOPOJ HACTOSIIEN CTaTby, ITIOBJIEKIINE 110






HEOCTOPOKHOCTU CMEPTb ABYX UJIN 6oiee Jmn, -

HaKa3bIBAIOTCS JIMIIEHMEM CBOOOIbI HA CPOK OT
BOCbMM [0 ABEHAAIATH JIET €O MTpadoM B pasMepe
OT IBYX MUJUIMOHOB JI0 STV MUJUIMOHOB Py6Jieit min
B pasmepe 3apaboTHO IIaThl MJIX MHOTO JOXOMa
OCY3KIeHHOTIO 3a ITepMOf, OT IABYX [0 IISITH JIeT Uin 6e3
TAKOBOTI'O U C JIMIIIEHNEM ITpaBa 3aHMMAaTh
onpee/eHHbIe JOKHOCTM MUY 3aHMMAaThCS
oIpeeaeHHO NesITeIbHOCTIO Ha CPOK JI0 NeCITHU
JIeT iy 6e3 TaKoBOTO.

IIpumeuvanus. 1. [IeiicTBMe HACTOSIIEH CTaTbU HE
pacIpoCTpaHsIeTCs Ha CIyday He3aKOHHBIX CObITA U
BB03a Ha TeppuTopuio Poccuiickoii ®emepanin
HapKOTUYECKUX CPeICTB, ICUXOTPOMHbBIX BEllleCTB,
UX TIPEKYPCOPOB, CUIIbHOEMCTBYIOIIUX WU
SITOBUTBIX BEIIeCTB, @ TAK’Ke He3aKOHHOTO
MPOM3BOACTBA HAPKOTUYECKUX CPEJICTB,
TICUXOTPOMHbBIX BEIleCTB UIN UX IIPEKYPCOPOB.

2. KpynHbIM pa3mMepoM B HaCTOSILEN CTaTbe
[IPU3HAETCS CTOMMOCTD JIEKapCTBEHHBIX CPeJICTB,
MeIUIMHCKUX U3AeNNi Wi 61M0oa0TnyeCcKu
aKTUBHBIX J06AaBOK B CYMMe, IMPeBbIIIA0IIEl CTO
TBICSIY PyOJIeit.";

4) IOTIOJIHUTD CTaTbhel 327.2 cliegyroniero
copeps>KkaHus:






"CraTtbs 327.2. [logpenka JOKYMEHTOB Ha
JIeKapCTBeHHbIe CPeJICTBA UM MeIULIMHCKIE
MU3Aeusl WIX YIIaKOBKY JIeKapCTBEHHbIX CPeJICTB WM
MeIVIMHCKUX U3IeNii

1. IsroTOB/I€HME B LIeIAX UCIIOAb30BAHNS UM COBITA
JM00 MUCIIOIb30BaHMe 3aBeJOMO IO IeTbHbIX
IOKYMEHTOB Ha JIeKapCTBEHHbIE CpeCTBa UIN
MeaUIIMHCKME U3aeamns (perucTpaioHHOTO
yA0CTOBepeHMs1, cepTudumkarta uiamn aexaapaim o
COOTBETCTBUM, UHCTPYKIUM T10 TIPUMEHEHUIO
JIEKapCTBEHHOTO IperapaTa Uiy HOpMaTUBHOI,
TeXHUYECKON U IKCIUTyaTalMOHHOV JOKYMEHTAL U
IPOU3BOANUTENS (M3TOTOBUTENS) MEIUILIMHCKOTO
usnenus), -

HaKa3bIBAIOTCA IITPadoOM B pa3mMepe OT MATUCOT
TBICSIY 1O OJHOTO MUJUIMOHA Py0Jieit uin B pasmepe
3apabOTHOI TUIAThI WJIX MHOTO IOX0/1a OCYKIEHHOIO
3a Imepuop, OT OAHOTO rojia A0 ABYX JIET, 1100
MIPUHYIUTEIbHBIMY paboTaMM Ha CPOK A0 TPEX JIeT,
160 TUIIeHeM CBOOOIbI Ha TOT K€ CPOK.

2. VisroToBieHMe B LIeJISIX MCITOIb30BaHMS WM COBITA
160 UCTI0/b30BaHNe 3aBeA0MO IMOAIebHBIX
IIePBUYHOM YIIAKOBKU U (MJIM) BTOPUYHOM
(MOTpebUTeTHCKOI) YIIAKOBKM JIEKAPCTBEHHOTO
nperiapara -






HaKa3bIBAIOTCS IWTPadoM B pasMepe OT MATUCOT
TBICSIY 10 OMHOIO MU/UTMOHA py6JIeit uan B pasmepe

3apabOTHOI TUIAThI WJIX MHOTO IOX0/1a OCYKIEHHOTO
3a Mepuoz, OT OJHOTIO rojia 1o ABYX JIeT, JIM00
MIPUHYOUTENbHBIMY paboTaMy Ha CPOK A0 TPeX JeT,
16O TUIIEeHEeM CBOOOIbI Ha TOT 3Ke CPOK.

3. CoBepleHNe gessHui, IIpefyCMOTPEHHBIX YaCTIMU
I1epBOJ WIM BTOPOI HACTOSIIEN CTaThu,
OpPraHM30BaHHOM I'PYIIIION -

HAKa3bIBAETCS JIUIIEHEM CBOGOIbI HA CPOK OT MSTH
10 IECSITY JIET C JIUIIIEHVEM MpaBa 3aHMMAThb
ornpefeieHHbIe JO/KHOCTY WIIM 3aHMMAaTbhCS
oIpeieJIeHHOI eSITeTbHOCTHIO HA CPOK JI0 TPEX

"

JeT.".
CraTb4 2

BHectu B ®epnepasnbHbili 3aK0H OT 2 sHBaps 2000
roga N 29-®3 "O kauecTBe 1 6€30MaCHOCTH IUIIEBBIX
nmpoaykToB" (Co6paHme 3aKOHOIaTe/TbCTBA
Poccuiickoitr ®empepannu, 2000, N 2, ct. 150; 2003, N
27, cT. 2700; 2004, N 35, cT1. 3607; 2006, N 14, cT.
1458; 2007, N 1, ct. 29; 2011, N 1, cT. 6; N 30, CT.
4590, 4596) cnepyroriye U3MeHEeHUS :

1) a63ar mecTHAALATHIA CTATbU 1 U3JIOXKUTD B
caenywlne peaaKkim:






"hanbcuduipoBaHHbIe MUIEBBIE TPOTYKTHI (B TOM
yucie 6M0M0TMYeCKN aKTUBHbBIE N0OaBKM),

MaTepuasbl ¥ U3Aenns - mulieBbie MPOAYKTHI (B TOM
yucse 6MOMOTMUECKM aKTUBHbIE J00aBKM),
MaTepuasbl U U3Le/Nsl, YMbIIIEHHO MU3MEHEHHbIE
(mopmenbHbIE) U (MIK) UMEIOIMEe CKPBIThIE CBOMCTBA
" KauecTBO, MHGOpMaILys O KOTOPbIX SIBJISIETCS
3aBeJOMO HEMOJIHO Uy HeJOCTOBEPHOIA;";

2) yHKT 2 cTaTby 13 JOTIOMHUTH ab3aliem
CJIeIYIONIEro CoepsKaHmsI:

"TIpu opraHusanuu 1 NpoBeseHUN MEPOTIPUSITUIA 110
roCyIapCTBEHHOMY HaJI30py B 06/1aCTy obecreyeHust
KauecTBa ¥ 6e30ITaCHOCTY MUIIEBbIX IPOIYKTOB,
MaTepuasgoB U U3LENUII TIpeBapUTeIbHOe
yBegOMJIeHME 0 PUANYECKUX JIULL UITU
VHOVBUIYAJIbHBIX TIpefIIpUHMMAaTeNen,
OCYIIECTBIISIOMIMX ITPOMU3BOACTBO MUIIEBOM
MPOAYKIMU, U (MIU) 060POT MUILEBO MTPOIYKLINU, U
(unu) okasaHue yCayr 001eCTBEHHOTO MUTaHMS, O
HavaJie poBegeHNs BHEIJIAHOBOM Bble3HOM
MIPOBEPKM He TpebyeTcs.".

Cratpg 3

B moamyHKTe "a" myHKTa 1 4acTu BTOpoit ctatbhy 151
VTOJI0BHO-TIPOIECCYaIbHOTO KOJlekca Poccuitckoi
®eneparnuy (CobpaHne 3aKOHOIATEIbCTBA






Poccuiickoitr ®empepannu, 2001, N 52, ct. 4921; 2002,
N 22, ct. 2027; N 30, cT. 3020, 3029; N 44, cT. 4298;

2003, N 27, cT. 2700, 2706; N 50, cT. 4847; 2004, N 27,
cT. 2711; 2005, N 1, cT. 13; 2006, N 28, cT. 2975,
2976; N 31, cT. 3452; 2007, N 1, cT. 46; N 24, cT. 2830,
2833; N 49, cT. 6033; N 50, cT. 6248; 2009, N 11, cT.
1267; N 44, cT. 5170; 2010, N 1, cT. 4; N 15, cT. 1756;
N 21, cT. 2525; N 27, cT. 3431; N 31, cT. 4164, 4193; N
49, cT. 6412; 2011, N 1, cT. 16; N 23, cT. 3259; N 30,
cT. 4598, 4605; N 45, cT. 6334; N 50, cT. 7361, 7362;
2012, N 10, cT. 1162, 1166; N 30, cT. 4172; N 31, cT.
4330, 4331; N 47, cT. 6401; N 49, cT. 6752; N 53, CT.
7637; 2013, N 26, cT. 3207; N 27, cT. 3442, 3478; N
30, cT. 4078; N 44, cT. 5641; N 51, cT. 6685; N 52, CT.
6945; 2014, N 19, cT. 2303, 2310, 2333; N 23, cT.
2927; N 26, ct. 3385; N 30, cT. 4219, 4259, 4278; N
48, cT. 6651) udpsor "227, 237 - 239" 3aMeHUTD
undpamu "227, 235.1, 237, 238, 238.1, 239", umdpsr
"321, 328" 3amenuTb uudpamu "321, 327.2, 328",

Cratbs 4

Buectu B Komekc Poccuiickoit @enmepatiin 06
aIMMUHMCTPATUBHBIX TTpaBoHapyuieHusx (CobpaHue
3aKoHomarebcTBa Poccuiickoit ®epepanum, 2002, N
1, ct. 1; N 30, cT. 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; N






44, c1.4266; 2005, N 1, cT. 9, 13, 40, 45; N 10, cT. 763;
N 13, cT. 1075, 1077; N 19, ct. 1752; N 27, cT. 2719,

2721; N 30, ct. 3104, 3131; N 50, cT. 5247; N 52, cT.
5574;2006,N 1, cT. 4, 10; N 2, cT. 172; N 6, cT. 636; N
10, cT. 1067; N 12, cT. 1234; N 17, cT. 1776; N 18, CT.
1907; N 19, cT. 2066; N 23, cT. 2380; N 31, cT. 3420,
3438, 3452; N 45, cT. 4641; N 50, cT. 5279, 5281; 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, cT. 2251, 2259; N 29, cT. 3418; N
30, cT. 3604; N 49, cT. 5745; N 52, cT. 6235, 6236;
2009, N 7, ct. 777; N 23, cT. 2759; N 26, cT. 3120,
3122; N 29, cT. 3597, 3642; N 30, cT. 3739; N 48, cT.
5711,5724; N 52, cT. 6412; 2010, N 1, cT. 1; N 19, cT.
2291; N 21, cT. 2525; N 23, cT. 2790; N 27, cT. 3416; N
30, cT. 4002, 4006, 4007; N 31, cT. 4158, 4164, 4193,
4195, 4206, 4207, 4208; N 41, ct. 5192; N 49, cT.
6409; 2011, N 1, cr. 10, 23, 29, 54; N 7, cT. 901; N 15,
cT. 2039; N 17, cT. 2310; N 19, cT. 2714, 2715; N 23,
cT. 3260; N 27, cT. 3873; N 29, cT. 4290, 4298; N 30,
cT. 4573, 4585, 4590, 4598, 4600, 4601, 4605; N 46,
cT. 6406; N 47, cT. 6602; 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 41, cT. 5523; N 47, cT.






6402, 6403, 6404, 6405; N 49, cT. 6757; N 53, CT.
7577, 7602, 7640; 2013, N 8, cT. 720; N 14, cT. 1651,

1658, 1666; N 19, cT. 2323, 2325; N 26, cT. 3207,
3208, 3209; N 27, cT. 3454, 3469, 3470, 3477; N 30,
cT. 4025, 4029, 4030, 4031, 4032, 4034, 4036, 4040,
4044, 4078, 4082; N 31, cT. 4191; N 43, cT. 5443,
5444, 5445, 5452; N 44, cT. 5624, 5643; N 48, cT.
6161, 6163, 6165; N 49, cT. 6327, 6341, 6343; N 51,
CT. 6683, 6685, 6695, 6696; N 52, cT. 6961, 6980,
6986, 6994, 7002; 2014, N 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) cienymolye U3MeHeHUS

1) Buactu 1 craThu 3.5 cjioBa "B ciyyasix,
MpeaycMoTpeHHbIX cTaTbelt 11.20.1, yacTbio 5 cTaTbu
14.35" 3aMeHUTDb CJI0BaMU "B CJIyvasix,
MpeayCMOTPeHHBIX cTaThsIMM 6.33, 11.20.1, yacTbio 5
craTby 14.35", cjioBa "B cayvasix, IpeayCMOTPEHHBIX
craTbsiMu 5.38, 7.13" 3aMeHUTH CJI0BaMU "B CJIy4dasix,
MpenyCMOTPeHHBIX cTaTbsiMM 5.38, 6.33, 7.13", ciioBa
"B CIy4dasix, MpeayCMOTPEHHBIX cTaThsaMu 6.19, 6.20,
yacTpio 1 ctaTbu 7.13" 3aMeHUTD CJIOBaMu "B
CyJasix, IpegyCMOTPEeHHbBIX CTaThsiMu 6.19, 6.20,
6.33,yacTpio 1 cTaTem 7.13";






2) ab3all IepBblit CTaThy 6.28 MOC/IE CJI0B
"MeOUIIMHCKUX U3aeNuil" JOIOJTHUTb CJI0BaMU ",

eCJIM 3TU IeCTBUS He CofepyKaT IMPU3HAKOB
YTOJIOBHO HAaKa3yeMoro OessHus," ;

3) ry1aBy 6 AOTOJIHUTD CTaTbel 6.33 clieyoniero
comepKaHus:

"Cratbs 6.33. O6panienne ¢paabcUPUIMPOBAHHBIX,
KOHTpadaKTHbIX, HeJOOPOKAUECTBEHHbIX U
He3aperucTPUpPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
MeIOUIMHCKUX U3AEeN 1 060pOT
danbcubuUIMPOBaHHBIX 6MOTOIMUECKM aKTUBHBIX
I06aBOK

1. [Tpon3BOACTBO, MpoJaka WX BBO3 Ha TePPUTOPUIO
Poccuiickoit @epepaunm dhanbcubuiiMpoBaHHbIX
JIleKapCTBEHHBIX CPe/ICTB, MO0 ITPOU3BOJCTBO,
peanu3anys UM BBO3 Ha TePPUTOPUIO Poccuiickoin
deneparun GanbCcuPUIVPOBAHHBIX MeIUIINHCKUX
u3gennit, 160 mpoaaska Wi BBO3 Ha TEPPUTOPUIO
Poccuiickoit @epepatin KOHTpahaKTHBIX
JIleKapCTBEHHBIX CPEe/ICTB, INOO peanu3alys Uau BBO3
Ha TeppuTopuio Poccuiickoit @emepaiu
KOHTpa(aKTHbIX MeAUIIMHCKUX U3HEeNNit, MO0
060pOT GambCUPULIVPOBAHHBIX OMOIOTUYECKA
aKTMBHBIX A00aBOK, €C/IM ITU Ie/CTBUS He cofepyKaT
MPU3HAKOB YTOJIOBHO HAKa3yeMoTo JAesTHUS, -






BJIeUeT HaJIOXKeHMe aiMMHUCTPAaTUBHOrO mrpada Ha
TPakaaH B pazMepe OT CeMUIEeCSITU ThICSY 10 CTa
THICSY PyOJIeii; Ha MOMKHOCTHBIX JIUIIL - OT CTa ThICSY
IO 1IeCTUCOT ThICSTY pyOJieii; Ha MHAUBUAYATbHbBIX
NpeAInpyuHUMATesiel - OT CTa ThICSY A0 IeCTUCOT
TBICSTY pyOJIeii MM aAMUHUCTPATUBHOE
MIPUOCTAHOBJIEHNE JIeSITeIbHOCTY Ha CPOK JI0
IeBSIHOCTA CYTOK; Ha IOPUINYECKUX JIUIL - OT OJTHOTO
MWUIMOHA JI0 TIITY MUIJIMOHOB pyo6sieit i
aJIMUHUCTPATUBHOE TPUOCTAaHOBJIEHME
IesiTeTbHOCTU Ha CPOK A0 JeBSIHOCTA CYTOK.

2. [Ipogaka muau BBO3 Ha TeppuTOpuIo Poccuiickoin
denepaliy HemOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX
CpeAcCTB, MO0 peaan3anys Ui BBO3 Ha TEPPUTOPUIO
Poccuiickoitr ®enmepanyy HegoO6poKaueCTBEHHBIX
MeAVIIMHCKUX U3eNii, 1160 He3aKOHHbIe
MPOU3BOJACTBO, MPOAAKa WM BBO3 Ha TEPPUTOPUIO
Poccuiickoit @enepaiiiy He3apernCcTPUPOBAHHBIX
JIeKapCTBEHHbIX CPEJICTB, €C/IV 3TU AeiCTBUS He
copepkat MPU3HAKOB YTOJOBHO HaKa3yeMOoro
OestHuS, -

BJIeUeT HaJIOXKeHMe aIMMHUCTPATUBHOrO mTpada Ha
TPaXAaH B pazMepe OT CeMUIEeCsSITU ThICSY 10 CTa
TBICSIY PYOJIeii; Ha JOIKHOCTHBIX JIUI] - OT CTa ThICSY
IO IIECTHUCOT ThICSY pybJIeit; Ha MHAUBUIYATbHbBIX
NpenpyuHUMaTeseit - OT CTa ThICSY 10 MIeCTUCOT






TbhICAY pY6HEVI nin afMHUCTPAaTHBHOE
IIPpMOCTAaHOBJ/IEHME JeATeJbHOCTM Ha CPOK O

JIeBSHOCTA CyTOK; HA OPUAUNYECKUX JIULL - OT OLHOTO
MWUIMOHA JI0 TIITY MUIJTMOHOB pyoOsieit mian
aJMMUHMCTPaTUBHOE NIPUOCTAHOBIEHNE
IesTeJIbHOCTU Ha CPOK [0 JEeBSIHOCTA CYyTOK.";

4)vactu 2 1 3 ctaTby 14.4.2 IpU3HaTh YTPAaTUBIIMMMU
CUmy;

5) B cratbe 23.1:

a) ByacTtu 1 mocse ¢10B "4acThbio 4 craTbhu 6.29,"
IOIIOTHUTD CJIOBAMM "CTaThsIMU 6.33,", cJioBa
"yacTamu 2 1 3 ctatbu 14.4.2," 3aMeHUTD CJIOBOM
"cTaThsIMU";

0) ab3al11 UeTBepTHIii YaCTH 3 Mocje CI0B
"MpeayCMOTPEHHbBIX CTAThsIMU" TOTTIOJHUTD LIUPpamu
"6.33,";

6) BuacTtu 1 ctaTtby 23.81 cyioBa "yacThio 1 cTaThn"
UCKITIOUUTD;

7) BuacTtu 2 ctaTbu 28.3:

a) myHKT 12 mociie uudp "6.16," momnoaHnTh nudpamm
"6.33,";

6) B myHKTe 18 mocsie ¢jioB "yacThio 4 cTaTb 6.29,"






IOTIOJHUTh CJIOBAMM "4acThiO 1 (32 UCK/IIOUEHMEM
o6opora ¢panbcuPULMPOBAHHBIX OMOTOTUYECKY

aKTMBHBIX J06ABOK) M YaCThIO 2 CTaTby 6.33,", cJioBa
"qactamu 2 u 3 ctatby 14.4.2," MICK/TIOUNTD;

B) B IIyHKTe 19 ci0Ba "NIpeyCMOTPEHHbBIX CTAaThbIMU
6.1, 14.26" 3aMeHUTD C1I0BaMM "TIpeLyCMOTPEHHBIX
cratbeii 6.1, yacToio 1 ctaTby 6.33 (B yacTy 060poTa
danbcduUIMpPOBaHHBIX OMOIOIMYECKM aKTUBHBIX
I00aBOK), cTaTheit 14.26";

T) IIYHKT 63 mOCJjIe CJI0B "CTaTbsIMu 6.27," TOTIOJTHUTD
uudpamu "6.33,".

Cratbs 5

YacTs 4 craTbu 1 ®emepasibHOrO 3aKOHA OT 26
nexabps 2008 roma N 294-®3 "O 3amuTe mpas
IOPUANYECKUX JIUILL Y UHAUBUAYAJIbHBIX
npeanpuHuMaTesei mpyu oCcyllecTBIeHUN
roCcyaapCTBEHHOTO KOHTPOJIA (HaZ30pa) U
MYHUIMITATBHOTO KOHTpOJIsS" (CobpaHme
3aKoHomarebcTBa Poccuiickoit ®epgepannm, 2008, N
52, cT. 6249; 2009, N 18, cT. 2140; N 29, cT. 3601; N
52, cT. 6441; 2010, N 17, cT. 1988; N 31, cT. 4160,
4193; 2011, N 17, ct. 2310; N 30, cT. 4590; N 48, cT.
6728; 2012, N 26, cT. 3446; 2013, N 27, cT. 3477; N
30, cT. 4041; N 52, cT. 6961, 6979, 6981; 2014, N 26,
CT. 3366; N 30, cT. 4220, 4235, 4243; N 42, cT. 5615; N






48, cT. 6659) MOMOMHUTH MYHKTaMu 34 u 35
CJIeyIOIIero coiepskaHms:

"34) (emepanbHbIit rOCyAapCTBEHHDI HAI30D B
cdepe obpaleHMs IeKapCTBEHHBIX CPEJICTB;

35) rocymapCTBeHHbI KOHTPOJIb (HaA30P) B 00/1aCTU
obecrieueHNsT KaUecTBa ¥ 6€30MaCHOCTY MUILIEBBIX
IIPOAYKTOB.".

Cratba 6

CraTbio 38 ®emepanbHOTO 3aKOHA OT 21 HOs1Ops 2011
roga N 323-®3 "O6 0CHOBax OXpaHbI 3J0POBbSI
rpaxkgaH B Poccuiickoit ®emepauyn” (Cobpanue
3aKoHoarenbcTBa Poccuiickon @enepanum, 2011, N
48, cT. 6724; 2013, N 48, cT. 6165) IOMOJTHUTH
yactamu 12 - 20 ciepyooniero cogepskaHus:

"12. ®anbcuduUIMpoOBaHHOE MEOUIIMHCKOE M3Iene -
MeaUIIMHCKOe U3enne, COMpoBOKIaeMoe JTOXKHOM
uHbOpMaIMeit 0 ero XxapaKTepUCTUKAX U (UJIN)
nmpousBoauTese (M3rOTOBUTEIE).

13. Hemo6pokauecTBeHHOe MeIUIIMHCKOe U3ZeNne -
MeOULVHCKOe 13aesue, He COOTBETCTBYIoLIee
TpebOBaHMSIM HOPMATUBHO, TEXHUYECKOM 1 (VJIN)
3KCIUIyaTalMOHHOM JOKYMEHTal U/ [IPOU3BOAUTEIS
(M3roToBUTEIS) MO0 B CITyyae ee OTCYTCTBUS






Tp660BaHI/IHM VHOM HOpMaTI/IBHOVI AJOKYMEHTallUN.

14. KoHTpadakTHOE MeAUIIMHCKOE U3AeJIe -
MeIUIMHCKOe U3aesne, Haxoas1Ieecs B 000poTe ¢
HapylieHueM rpakjaHCKOro 3aKOHOaTeIbCTBA.

15. 3amnperaeTcst Mpou3BOCTBO:

1) MegUMUMHCKNX U3V, He BKIIIOUEHHBIX B
rocyIapCTBEHHBIN peecTp MeAULMHCKUX U3Ae/IUI U
OpraHmu3auuin (MHOUBUAYATbHbBIX
MpearpuHUMaTesiein), OCyIeCTBISIONUX
MMPOM3BOACTBO U U3TOTOBIEHNE MEeIULIMHCKUX
U3aeanii, 3a UCKIIUYeHMeM MeIUIIMHCKMX U3TeJINIA,
MPOM3BOAUMBIX OIS IPOBEeIEeHUS UCTIBITAHUIA U (MJIN)
MUCCJIeTOBaHMIA;

2) panbcuPUIMPOBAHHBIX MeAUIIMHCKUX 3T EUIA.

16. 3anpemaeTcs BBO3 Ha Tepputoputo Poccuiickon
denepanyn GanbcuOUIMPOBAHHBIX MEIUIIMHCKUX
U3Iennii, HegoOPOKaueCTBEHHBIX MeAUIIMHCKIX
U3IeNnii U KOHTpadaKTHBIX MeOULIVHCKIUX U3 Ie/INIA.

17. 3anpemiaeTrcs peannsanumns
danbcrbuIMpoBaHHBIX MeAULIMHCKUX U3E/INIA,
HeJI0OPOKaueCTBEHHBIX MEeIUIIMHCKUX U3HeINIi U
KOHTpahaKTHBIX MEeIUIIMHCKUX U3HeINIA.

18. ®anbcuduiipoBaHHbIe MeAUIIMHCKIE U3 U






He,E[06pOKaLIeCTBEHHbIe MeIULIMHCKNE U30e/Insd
oAJIeXaT U3BbATUIO U ITOCTIeAYIOIIEeMY YHUUYTOKEHNIO

WJIN BBIBO3Y € Tepputopuu Poccniickoit @enepaunu,
a KoHTpadaKTHbIe MeAUIIMHCKIE U3 - USBITUIO
U MOCJIeAYIOLeMY YHUUTOXEHU 0. BbIBO3 C
TeppuTopuu Poccuiickoit @emepauyun
danbcbuIMpoBaHHBIX MEAULIMHCKUX U3 U
He100pOKaueCTBEHHBIX MEAVUIIMHCKUX 3TN
OCYILECTBJISIETCS 3a CYeT JINLA, OCYLIEeCTBUBIIEro UX
BBO3 Ha Tepputopuio Poccuiickoit @emepannn.

19. TlopsiAOK YHUYTOKEHMS U3BSTHIX
danbcudUIMpOBaHHBIX MEOUIIMHCKUX U3IEINIA,
HeJI0OPOKaueCTBEHHBIX MEIUIIMHCKUX U3 U
KOHTpahaKTHbIX MeIUIIMHCKUX U3eanit
ycraHaBuBaeTcs [IpaButenbcTBOM Poccuiickoi
®denepain.

20. Pacxoppl, CBSI3aHHbBIE C YHUUTOXKEHMEM
danbcbuUIMpOBaHHBIX MEIVLIMHCKIUX U3TENINIA,
HeI00pOKaueCTBEHHBIX MEAVUIIVHCKUX U3IeINIA U
KOHTpaaKTHbIX MeAULIMHCKUX U3IeINIA,
BO3MeIIaloTCs UX BiagesblieM.".

Cratba 7

A63a1ibl TIATHIN - BOCBMOJ ITyHKTA 6 CTaTbhy 39
denmepaibHOro 3ak0oHa OT 25 HOs6ps 2013 roga N
317-®3 "O BHeCeHUM U3MEHEHU B OTAe/IbHbIE






3aKOHOJaTe/ibHbIe akTbl Poccuiickoin ®enepaiinnu u
MIPU3HAHUU YTPATUBIIUMU CUITY OTHETbHBIX

MOJIOXXKEeHMI 3aKOHOJaTeIbHbIX aKTOB Poccuiickoii
depepaliyiy MO BOIPOCAM OXPaHbl 3[I0POBbS TPaKIaH
B Poccuiickoit ®enmepauyn’ (Cobpanne
3aKoHomarebcTBa Poccuiickoit @emgepanun, 2013, N
48, cT. 6165) Npu3HaTh YTPATUBLIUMU CUITY.

Cratba 8

Hacrosmnii ®egepaibHbIli 3aKOH BCTYIIaeT B CUTY C
23 guBaps 2015 roga.

[Ipe3upeHT
Poccuiickoit @egepatinn
B.ITYTUH

Mocksa, Kpemib
31 nekabps 2014 roma
N 532-®3






