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Cratba 1l

BHecTu B YronosHbIt KogeKkc Poccuiickolt Peaepauunn (CobpaHue 3akoHoaaTenbcTsa Poccuiickoi
depgepaunn, 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, c1. 2712; N 50, cT. 4848; 2004, N 30, cT. 3091; 2005, N 1, cT. 13;
2006, N 2, cT.176; N 31, c1. 3452; 2007, N 21, cT. 2456; N 31, cT. 4008; N 45, cT. 5429; 2008, N 15, cT. 1444,
N 52, cT. 6235; 2009, N 31, cT1. 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, c1.4172; N47, cT. 6401; N 53, cT. 7633, 7637; 2013, N 26, cT. 3207; N 27, cT1. 3442, 3477; N 30,
cT. 4078; N 44, c1. 5641; N 48, cT. 6165; N 51, cT. 6685, 6696; N 52, cT. 6945, 6946; 2014, N 19, cT. 2310; N
23, cT1.2927; N 26, cT. 3385; N 30, cT. 4278) cneaytouime U3SMeHeHMUA:

1) nyHKT "a" yactn nepsoli ctaTb 104.1 nocne undp "234," gononHutb umdpamm "235.1, 238.1,",
nocne umop "307 - 309," ponoaHuTb undpamm "327.2,";

2) pononHUTL cTaTbel 235.1 cnenylowero coaepKaHus:
"Cratba 235.1. HesaKoHHOe NpOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB U MEANLMHCKUX U34eNUi

1. Mpon3BoACTBO NEKAPCTBEHHbIX CPEACTB WUAM MEeOUUMHCKUX U3aennin 6e3 crneumanbHOro
paspelleHus (MMueH3nn), ecnm Takoe paspelueHue (Takaa AnueHsna) obasatenbHo (o6s3aTenbHa), -

HaKa3blBaeTCA TNLLEHNEM CBOﬁO,CI,bI Ha CPOK OT Tpex A0 NATKN NeT Co u.npad)om B pa3mepe OT NATUCOT
TbiCAY 0O ABYX MUJIZINOHOB py6ne171 U1 B pasmepe 3ap360THOﬁ naaTtbl UM UHOTO A0XO04a OCYyXKAEeHHOIo
3a nepumoa oT WecTn mecaues 40 ABYX IET UIN 6e3 TakoBoro.

2. Te e AeAHUA, COBEePLUEHHbIE:
a) opraHM30BaHHOM rpynnois;

6) B KpynHom pasmepe, -
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HaKa3blBalOTCA ANLEHNEM CBODBOAbI HAa CPOK OT NATU A0 BOCbMM EeT co WTpadom B pasmepe OT
O0AHOro MUAZINOHA A0 TPEeX MUAINOHOB pybnelt 1nbo B pasamepe 3apaboTHOM NaaTbl AU MHOTO A0X0AA
OCY}XAEHHOrO 3a nepmofa, oT O4HOro roa Ao Tpex et nau 6e3 TakoBoro.

MpumeyaHune. KpynHbIM pasmepom B HacTosLLElN CTaTbe NPU3HaeTca CTOMMOCTb JIeKapCTBEHHbIX
CPeACTB AN MeAULMHCKUX U3AEeNUI, NPEBbLILLALWAA CTO ThicAY pybnein.";

3) pononHUTL cTaTbelt 238.1 cneayioLLEro coaepKaHuA:

"CraTtbn 238.1. ObpaleHue danbcMdUUNPOBAHHDIX, Hef06pPOKaYeCTBEHHbIX u
HEe3aperucTPUPOBaHHbIX  JIEKAPCTBEHHbIX  CPeACTB,  MEAMUMHCKMX  u3genmidi 1 obopot
banbCcnPUUMPOBaHHBIX BUONOTUYECKM aKTUBHbBIX 406aBOK

1. MpounssoacTso, cOHbIT UK BBO3 Ha TeppuTopuio Poccuiickol ®eaepaunm danbcndPpuumpoBaHHbIX
NIeKapCTBEHHbIX CPeACTB AU MeAULUUHCKUX U3aenuii, inbo cbbiT MAK BBO3 Ha TeppuTopuio Poccuinckoin
depepaunn HeOobPOKAUECTBEHHbIX NEKAPCTBEHHbIX CPeACTB WAU MeAMUMHCKMX u3gennin, nubo
He3aKoHHble NPOW3BOACTBO, CObIT MAM BBO3 Ha Tepputoputo Poccuitickoit deaepaumm B Lenax cboita
He3aperncTpupoBaHHbIX 1EKaPCTBEHHbIX CPEACTB AN MeAULMHCKUX n3aennin, inbo npons3soacTso, cobIT
WAM BBO3 Ha Tepputopuio Poccuiickoint ®epepaumm danbCUPULMPOBAHHBLIX BMONOTMYECKM aKTUBHbIX
0006aBOK, cogepskalumx He 3aAB/eHHble NPU TOCYAAPCTBEHHOM perucTpauumn  dapmauesTUyecKme
cybCTaHLMK, COBEPLUEHHbIE B KPYNMHOM pa3mepe, -

HaKa3bIBalOTCA NMPUHYAUTEIbHbIMU pa6OTaMM Ha CPOK OT Tpex A0 NATU NeT C JnMeHnem npasa
3aHMMaTb onpeaesieHHble AO/MKHOCTU UM 3aHUMATbCA onpeaeeHHON AeATeIbHOCTLIO Ha CPOK A0 Tpex
NeT unun 6e3 TakoBoro M6 AneHnem cBoboabl Ha CPOK OT TPex A0 NSATU NET co WTpadom B pasmepe oT
NATUCOT ThICAY A0 ABYX MUAANOHOB pybneit unm B pasmepe 3apaboTHOM NaaThl MAU MHOMO A0X0Aa
OCY}XAEHHOro 3a nepuosa OT LIeCTU MecAueB A0 ABYX NeT UAM 6e3 TakoBOro U C AvleHMemM npasa
3aHMMaTb onpeaeneHHble A0KHOCTU UM 3aHUMATbCA onpeaeneHHON AeATeNbHOCTbIO Ha CPOK A0 Tpex
net unn 6e3 Takosoro.

2. Te e geaHna, ecn OHMU:
a) coBepLUeHbl Fpynnol nL, No npeasapuTeibHOMY CrOBOPY WM OpraHM30BaHHOM rpynnoi;

6) NOB/IEK/IM MO HEOCTOPOXKHOCTU NPUYMHEHME TAXKKOrO Bpeaa 340P0Bbi0 MO0 CMepTb YeNoBeKa,

HaKa3bIBalOTCA AnLIEHNEM cBOBOAbI Ha CPOK OT MATU 40 BOCbMMW JIeT cO WTpadom B pasmepe oT
0AHOr0 MUANNOHA A0 TPeX MUANIMOHOB pybael nan B pasmepe 3apaboTHOM NAaTbl MAWM UHOFO AOX0Aa
OCY}AEHHOro 3a Neproa oT OAHOro roAa Ao Tpex NeT uan 6e3 TakoBOro 1 C MLIeHneMm npasa 3aHUMaTb
onpeaeneHHble A0MKHOCTU UAN 3aHUMATbCA onpeaeneHHON AeATeNbHOCTbIO Ha CPOK A0 MATU NeT UK
6e3 TakoBoro.

3. [lesaHus, NpeayCMOTPEHHbIe YacTAMM NepBON WM BTOPOM HACTOALLEN CTaTbu, MOB/EKLME NO
HEOCTOPOKHOCTM CMEPTb ABYX uau 6onee nuu, -

HaKa3bIBalOTCA IMLLIEHMEM CBO6OAbI Ha CPOK OT BOCbMU A0 ABEeHa4LaTH NIeT co WTpadom B pasmepe
OT ABYX MUJIMOHOB A0 NATU MUNIMOHOB pybaeit nam B pasamepe 3apaboTHOM NAaTbl UAN MHOTO A0X04a
OCY}XOEHHOro 3a nepwog OT ABYX A0 NATU feT Uau 6e3 TakoBOro M C AulEeHMeM NpaBa 3aHMMaTb
onpeaeneHHble 40NKHOCTA UKW 3aHUMATbCA onpeae/ieHHON AeATeNbHOCTbIO Ha CPOK A0 AECATU NeT UK
6e3 TakoBoro.

Mpumeyanua. 1. [eicTBMe HACTOALLEN CTaTbM He PacnpPOCTPaHAETCA Ha CydYan He3aKOHHbIX cObITa
M BBO3a Ha TeppuTopuio Poccuiickoit degepaumm HaPKOTUYECKMX CPeACTB, NCUXOTPOMHbIX BELWECTB, UX
NPeKypcopoB, CUAbHOAEWUCTBYIOWMX MAN AA0BUTbIX BELLECTB, a TaKKe HEe3aKOHHOro npou3BOACTBA
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HAapPKOTUYECKUX CpeacTtB, NCUXOTPOMNHbIX BELWECTB NN UX NPEKYPCOPOB.

2. KpynHbiMm pa3mepom B HACTOALWLEN CTaTbe MpPU3HaAeTCcA CTOMMOCTb /JIEKAPCTBEHHbIX CPEeACTB,
MeANLMHCKUX U3AEeNUA UM BMONOTMYECKM aKTUBHbIX A006aBOK B Cymme, MPEeBblllaloWen CTo TbicaAY
py6nein.";

4) nONONHUTb cTaTbel 327.2 cneayowEero CoAepXaHus:

"Cratba 327.2. Noanenka AOKYMEHTOB Ha JIeKAPCTBEHHbIE CPeACTBA UM MeAULMHCKWE U3aenus
NN YNAKOBKN NE€KAPCTBEHHbIX CPEACTB UAN MeANLUNHCKUX U34eNni

1. Mi3roToBNeHMKe B LLeNsx UCNoNb30BaHUA nan cbbiTa NMb0 ncnonb3oBaHWe 3aBe40MO NOAAENbHbIX
OOKYMEHTOB Ha J/IeKapCTBeHHble CcpeacTBa WAWM  MeAUUMHCKME wusgenusa  (pernctpauyoHHOro
yaoctoBepeHusa, cepTuduKata MW  AeKnapaumMm O COOTBETCTBMU, MHCTPYKLUMM NO NPUMEHEHUIo
NIeKapCTBEHHOro npenapaTta WAM HOPMAaTUMBHOW, TEXHMYECKOM M 3KCNAyaTauMOHHOW AOKyMeHTauuu
npounssoauTena (M3rotosuTeNs) MeaULUMHCKOro nsaenms), -

HaKa3blBaloTCA WTPahoM B pazmepe OT MATMUCOT ThICAY 0 OAHOr0 MUAMOHA pybaei unn B pasmepe
3apaboTHOM NiaTbhl UM MHOTO A0XOA43 OCYMKAEHHOro 3a Mepuofd OT OAHOro roda Ao ABYX /eT, Ao
NPUHYAUTENbHBIMM PaboTaMu Ha CPOK [0 Tpex /eT, AMb60o nLeHnem cBoboabl Ha TOT 3Ke CPOK.

2. M3roToBneHue B LEeNsAX UCNosib30BaHMA UK cHbiTa MO0 UCNOIb30BaHUE 3aBe40MO NOAAE/bHbIX
NepBMYHOIN YNaKoBKU U (M1n) BTOPUYHOW (NOTpebUTeNnbCKoM) yNakoBKKU IeKapCTBEHHOTO Npenapara -

HaKa3bIBaAlOTCA LLITpa(I)OM B pasamepe OoT NATUCOT TbiCAY A0 OAHOIoO MUNJTMOHA py6nel7| U1 B pasmepe
3apa60TH0171 nnaTtbl UM MHOTO AO0XO04a OCYyXAEeHHOro 3a nepmnoa oT ogHOro roga 4o AByX JieT, nmbo
NpUHYyguUTENBbHBbIMU pa60Tan| Ha CPOK A0 TPeEX NeT, nmMbo nnweHnem CBO60,£],bI Ha TOT e CPOK.

3. CoBeplleHne AeAHUIN, NPefyCMOTPEHHbIX YacTAMM NEpPBOM WMAW BTOPOWM HacTOALWEN CTaTbh,
OpraHM30BaHHOW rpynmnom -

HaKa3sblBaeTCcA MlEeHUEeM CBOBOAbI Ha CPOK OT NATU [0 AECATU /IET C IMILEHNEM NpaBa 3aHMMaTb
onpeaeneHHble AOXKHOCTM UM 3aHUMATbCA ONpeaeneHHON AeATeIbHOCTbIO Ha CPOK A0 Tpex sieT.".

Cratba 2

BHecTn B PepepanbHbiii 3akoH oT 2 AHBaps 2000 roga N 29-93 "O kayecTBe n besonacHocTH
nuuiesbix npoaykToB" (CobpaHue 3akoHoaaTenbcTBa Poccuiickon deaepaumm, 2000, N 2, cT. 150; 2003,
N 27, c1. 2700; 2004, N 35, cT. 3607; 2006, N 14, cT. 1458; 2007, N 1, cT. 29; 2011, N 1, cT. 6; N 30, cT. 4590,
4596) cneaytolme U3SMeHeHUs:

1) ab3au, wecTHaauaTbil cTaTbk 1 U3N0OXKUTL B CAeayloWen peaakumm:

"banbcndpunumpoBaHHble NuLLEBble NPOAYKTbl (B TOM uYucie 6MONOrMYECcKM aKTMBHble A06aBKu),
mMmaTepuanbl U U3OENUs - NULLEeBble NPOAYKTbl (B TOM uucie BUONOrMYECKM aKTUBHble A06aBKM),
mMaTepuanbl U U3LeNus, yMbILLNEHHO U3MEHEHHbIe (MoaaenbHble) U (MAK) MMeloLWMe CKpPbITble CBOMCTBA
M KayecTBo, MHPOPMaLMA O KOTOPbIX ABAAETCA 3aBEA0MO HEMOHON UK HeJoCToBepHON;";

2) NyHKT 2 cTaTby 13 fONONHUTL ab3auem ceayoLLero cogepKaHmsa:

"Mpn opraHM3auMnM U NPOBEAEHUU MEPONPUATMIA MO rocyAapCTBEHHOMY Hag3opy B obnactu
obecneyeHnna KayecTsa M 6€30MaCHOCTU NULLEBbIX MPOAYKTOB, MaTePManoB U U3AEeNNA NpeaBapuTebHoe
yBEAOMIEHNE OPUAMYECKUX NIML, WAM WHAMBMAYANbHbIX NpPeanpUHMMATENEl, OCYLEeCTBAAIOLMX
NPOM3BOACTBO NULLEBOIN NpoAayKuun, n (Mamn) obopoT NULEBON NPoAyKUMK, U (MAK) OKasaHue ycayr
06LEeCTBEHHOrO NUTaHKUA, O Havyae NpoBeAeHMA BHEMNNAHOBOM Bble34HOM NPOBEPKM He TpebyeTca.".
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Cratba 3

B nognyHkte "a" nyHkta 1 uyactM BTOpOM cTaTbu 151 YronoBHO-NpoLEecCyanbHOrO KoAekca
Poccuitckoit depepaumm (CobpaHune 3akoHoaatenbctsa Poccuiickoit deaepauum, 2001, N 52, ct. 4921;
2002, N 22, cT1.2027; N 30, cT. 3020, 3029; N 44, cT.4298; 2003, N 27, c1. 2700, 2706; N 50, cT. 4847; 2004,
N 27, ct. 2711; 2005, N 1, cT. 13; 2006, N 28, cT1. 2975, 2976; N 31, ct. 3452; 2007, N 1, cT. 46; N 24, cT.
2830, 2833; N 49, ct. 6033; N 50, cT1. 6248; 2009, N 11, c1. 1267; N 44, c1. 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, c1. 6334; N 50, cT. 7361, 7362; 2012, N 10, cT. 1162, 1166; N 30, c1. 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, c1. 6685; N 52, cT. 6945; 2014, N 19, ct. 2303, 2310, 2333; N 23, cT.
2927; N 26, c1. 3385; N 30, cT. 4219, 4259, 4278; N 48, cT. 6651) undpbl "227, 237 - 239" 3ameHUTb
umdbpamu "227, 235.1, 237, 238, 238.1, 239", undpsl "321, 328" 3ameHuTb undpamm "321, 327.2, 328",

Cratba 4

BHectn B Kogekc Poccuinckont deapepauymm 06 aamMMHUCTPATUBHBIX NpaBoHapyweHusax (CobpaHue
3aKoHogaTenbcTBa Poccuiickon deaepaunm, 2002, N 1, c1. 1; N 30, cT. 3029; N 44, cT. 4295; 2003, N 27,
cT. 2700, 2708, 2717; N 46, cT. 4434; N 50, cT1. 4847, 4855; 2004, N 31, cT. 3229; N 34, cT1. 3529, 3533; N
44, cT.4266; 2005, N1, cT. 9, 13, 40, 45; N 10, cT. 763; N 13, cT. 1075, 1077; N 19, c1. 1752; N 27, cT. 2719,
2721; N 30, ct. 3104, 3131; N 50, c1. 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, c1. 1234; N 17, c1. 1776; N 18, cT. 1907; N 19, cT. 2066; N 23, cT. 2380; N 31, cT1. 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, c1. 4007, 4008; N 41, c1. 4845; N 43, cT. 5084; N 46, c1. 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, c1. 6235, 6236; 2009, N
7,c1.777; N 23, c1. 2759; N 26, cT. 3120, 3122; N 29, cT1. 3597, 3642; N 30, c1. 3739; N 48, cT. 5711, 5724,
N 52, cT. 6412; 2010, N1, cT. 1; N 19, c1. 2291; N 21, cT. 2525; N 23, cT. 2790; N 27, cT1. 3416; N 30, cT.
4002, 4006, 4007; N 31, ct. 4158, 4164, 4193, 4195, 4206, 4207,4208; N 41, cT. 5192; N 49, c1. 6409; 2011,
N 1, cT. 10, 23, 29, 54; N 7, cT. 901; N 15, c1. 2039; N 17, cT. 2310; N 19, cT1. 2714, 2715; N 23, cT. 3260; N
27, cT. 3873; N 29, cT1. 4290, 4298; N 30, cT1. 4573, 4585, 4590, 4598, 4600, 4601, 4605; N 46, cT. 6406; N
47, c1. 6602; N 48, cT. 6728; N 49, c1. 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, c1. 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, c1. 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) cheayouwme
U3MEHEeHMUs:

1) B yactn 1 ctatbm 3.5 cnosa "B cayyasnx, npeaycMoTpeHHbIx cTaTben 11.20.1, yacTbto 5 cTatbu
14.35" 3ameHuTb cnoBamm "B cay4yasx, NpeaycMOTpPeHHbIX ctatbamu 6.33, 11.20.1, yacTbio 5 cTaTbu
14.35", cnoBa "B cnyyanx, NpenycMoTpeHHbIX ctatbamu 5.38, 7.13" 3ameHuTb cnoBamu "B cayyasnx,
npeaycMoTpeHHbIX cTaTbamn 5.38, 6.33, 7.13", cnosa "B cnyyasx, npesycMOoTpPeHHbIX cTaTbamm 6.19, 6.20,
yacTbto 1 ctatbu 7.13" 3ameHUTb cl0BaMK "B Cay4yasx, NpeaycMOTPEHHbIX cTaTbamn 6.19, 6.20, 6.33,
yacTbto 1 ctatbn 7.13";

2) ab3au, neps.bili cTaTbn 6.28 nocne cnos "MeaUUNHCKMX U3gennin" AononHUTbL cnoBamu ", ecam
3TU AENCTBUA He CoAep KaT NPU3HAKOB YroN0BHO Hakasyemoro aeaHus,";

3) rnaBy 6 AONONHUTL CTaTbel 6.33 cneayloLWEro coaepKaHus:
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"Cratba 6.33. O6paweHne danbcndUUMPOBAHHBIX, KOHTPadaKTHbIX, HeA0OpPOKaYeCTBEHHbIX U
HEe3aperncTpUPOBaAHHbIX  JIEKAPCTBEHHbIX  CPeACTB,  MEAMUMHCKMX  U3genuvi n  obopot
danbcndnumMpoBaHHbIX BMOIOTMYECKN aKTUBHbIX 406aBOK

1. Mpowussoactso, npogaxa WAW BBO3 Ha Tepputoputo  Poccuiickon  ®epepaumm
danbcndnUMpPoBaHHbIX NEKAPCTBEHHbIX cpeacTs, AMbO NpPou3BOACTBO, peannsauma WAM BBO3 Ha
Tepputopuio Poccuiickoin Pegepaumm danbcuPULUMpPOBaHHBIX MeAUUMHCKUX nsaenuin, n1nbo npoaaxka
WNM BBO3 Ha Tepputopuio Poccuitckon Pepepaumm KOHTpadaKTHbIX JIEKAPCTBEHHbIX CPeacTs, Nbo
peannsaumnsa UamM BBO3 Ha TeppuToputo Poccuinckon deaepaumnm KOHTPadaKTHbIX MEANLUHCKUX U3AeNNiA,
b0 060poT danbcnPMUNPOBAHHBIX BMONOrMYECKM aKTUBHbIX A00ABOK, €CM 3TU AeNCTBMA He coaepKaT
NPM3HAKOB Yro/JI0OBHO HaKa3dyemoro AeaHus, -

BNEeYeT HanoxXeHne agMnHUCTPaTUBHOIoO LLITpad)a Ha rpa*gaH B pa3mepe oT ceMnaecaTu TbiCAY 40
CTa TbiCAY py6ne17|; Ha AO/TXKHOCTHbIX /I, - OT CTa TbiCAY A0 WeCTUCOT TbiCAY py6ne17|; Ha MHOUBUAYANbHbIX
HpeAﬂpMHMMaTEHEVI - OT CTa TbiCAY 400 WEeCTUCOT TbiCAY py6nel‘/‘| nim  aaMUHUCTPATUBHOE
NPUOCTaHOB/1IEHUE AOEeATE/NIbHOCTU HA CPOK A0 AeBAHOCTa CYTOK; Ha punanyvyeckux nuvy - ot ogHOro
MWNNTMOHA A0 NATU MUINTMOHOB py6nel71 U agMMHUCTPAaTUBHOE NPUOCTAaHOBNIEHNE AEATE/NIbHOCTU Ha
CPOK 00 AeBAHOCTA CYTOK.

2. Mpopaxka wnM BBO3 Ha Tepputoputo Poccuitckonn Pepepaunm HegobpoKayecTBEHHbIX
JNIeKapCTBEHHbIX CPeacTs, AMbBO peanusauma wanm BBO3 Ha Tepputoputo Poccuitckoit Pepepaumm
Hef06pOoKaYeCcTBEHHbIX MeANLNHCKUX U34eNuni, TMb0o He3aKOHHbIE MPOM3BOACTBO, NPOAaka UM BBO3 Ha
TeppuTopmio Poccuiickoit deaepaumm He3aperncTpMpoBaHHbIX JIEKAPCTBEHHbIX CPeAcCTB, ecin 3Tu
OEeWCTBUA He coAep»KaT NPM3HAKOB Yro/0BHO HAaKa3yemMoro AesHus, -

B/IEYET HaJIOXKEHME AAMUHUCTPATUBHOIO WTPada Ha rpaxKaaH B pasmepe OT CEMUAECATU TbICAY A0
CTa TbicAY pybeit; Ha JOMKHOCTHBIX /1L, - OT CTa TbICAY A0 LWECTUCOT ThicAY pybaei; Ha UHANBUAYANbHbIX
npegnpuvHumatenein - oOT CTa TbicAY [0 LWECTUCOT ThicAady pybneld waAM  aAMUHUCTPATUBHOE
NPMOCTAHOBNEHME OEATENbHOCTU Ha CPOK A0 AEBAHOCTA CYTOK; Ha OPUAMYECKUX /UL, - OT OAHOTrO
MWUAZIMOHA A0 NATU MUAMOHOB pybneit MAn aAMUHUCTPATUBHOE NPUOCTAHOBAEHME AEeATENbHOCTU Ha
CPOK A0 AeBAHOCTaA CYTOK.";

4) yact 2 1 3 ctatb 14.4.2 NPU3HATbL YTPATUBLLMMU CUNY;
5) B cTaTbe 23.1:

a) B yactn 1 nocne cnos "yacTbio 4 cTatbn 6.29," AONOAHMTL cnoBamu "cTaTbaAmuM 6.33,", cnosa
"yactamu 2 n 3 ctatbu 14.4.2," 3ameHUTb cioBOM "'cTaTbamu';

6) ab3aL, yeTBepTbili YacTM 3 nocne cnoB "NPeaycMOTPEHHbIX CTaTbAMU" AONONHUTL LMdpamu
n "
6.33,";

6) Buactu 1 ctaTbm 23.81 cnosa "yacTbio 1 cTaTbn" UCKAOUUT;
7) BYactu 2 ctaTtby 28.3:
a) NyHKT 12 nocne umop "6.16," gononHUTbL undpamm "6.33,";

6) B nyHKkTe 18 nocne cnos "dyacTbto 4 cTaTbk 6.29," AononHUTbL cnoBamu "dyactblo 1 (3a
nckaodeHnem obopota danbcudULMPOBAHHbIX BUONOMMUYECKM aKTUBHbIX A0BABOK) M YacTbio 2 cTaTbk
6.33,", cnoBa "yactamum 2 1 3 ctaTtbn 14.4.2," NCKAOYUTD;

B) B nNyHKTe 19 cnoBa "npeaycMoTpeHHbIx cTaTbamn 6.1, 14.26" 3aMeHUTb C/lOBamU
"NpeaycMoTpeHHbIX cTaTbel 6.1, yactbto 1 ctatbn 6.33 (B 4acTM obopoTta ¢anbcUPUUMpoBaHHbIX
61010rMYECKM aKTUBHbIX 06aBOK), cTaTbeit 14.26";
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r) nyHKT 63 nocne cnos "cratbsamu 6.27," ponoaHutb umudpamu "6.33,".
Cratba 5

YacTb 4 ctaTbn 1 ®eaepanbHOro 3akoHa oT 26 aekabps 2008 roga N 294-93 "O 3awmrte npas
OPUANYECKUX SIUL, U UHAMBMAYANbHbBIX NpeanpuHUMaTEnen Npu OCYLLECTBJEHUM FOCYAapPCTBEHHOIO
KOHTpona (Hag3opa) U MyHuuMnanbHOro KoHTpons" (CobpaHue 3akoHoaaTenbcTBa Poccuiickoi
depgepaunn, 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; N30, 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) A0NOAHUTbL NYHKTamu 34 1 35 cneayroLEero coaepKaHus:

"34) depepanbHblt rocyaapcTBEHHbIN Haa30p B chepe obpalleHMa NeKapCcTBEHHbIX CPeACTB;

35) rocygapcTBeHHbIA KOHTpO/b (Hagsop) B obnact obecneyeHna KayectBa M 6e30nmacHOCTM
MULLLEBbLIX NPOAYKTOB.".

Cratba 6

Cratbio 38 depepasnbHOro 3akoHa ot 21 Hosbps 2011 roga N 323-d3 "O6 ocHoBax OXpaHbl
3/10poBbA rpaxkaaH B Poccuiickoit Pepepaunn (CobpaHue 3akoHoaaTenbcTsa Poccuiickon deaepaumu,
2011, N 48, cT. 6724; 2013, N 48, cT. 6165) fononHUTb YacTaMK 12 - 20 cneayowero cogepaHua:

"12. PanbcndpuunpoBaHHOE MEAULIMHCKOE U3aenne - MeguLUnHCKoe nsgenune, conpoBoXaaemoe
JIO}KHOWM MHPOPMaLMEN O ero xapakTepucTuUKax u (unun) nponssogutene (Msrotosutene).

13. Hepob6poKayecTBeHHOE MeAULMHCKOE U3AENNE - MEAULMHCKOE U34eNIMe, HE COOTBETCTBYIOLLLEE
TpeboBaHMAM HOPMATUBHOW, TEXHUYECKOM U (MAK) IKCNAYaTaLMOHHOW AOKYMEHTaLMM NpousBoauTens
(usrotoBuTens) nnbo B cayyae ee OTCYTCTBUA TPebOBaHUAM MHOW HOPMATUBHOM AOKYMEHTAUMMN.

14. KoHTpadaKTHoe MeauLMHCKoe u3aenme - MeanUmMHCKoe nsaenune, Haxogsauieeca B oboporte ¢
HapyLlleHMEeM rpaXKAaHCKOro 3aKOHOA4aTeNbCTBa.

15. 3anpewaetca Nnpon3BoACTBO:

1) MeAVMLMHCKUX U34ENNIM, HE BKIOUYEHHbIX B FOCYAaPCTBEHHbIV PEECTp MeANLUMHCKUX U3LeNni U
opraHuMsaumii  (MHAMBMAYaNbHbIX  NpeAnpuUHUMMaTEeneii), OCYLEeCTBAAIOWMX  NPOM3BOACTBO MU
M3roToBNEHME MEANUMHCKUX U3LEeNUI, 33 UCKAIOYEHUEM MEANUMHCKUX U34EeNUIA, NPOM3BOAUMbBIX ANSA
npoBeAeHUA UCMbITaHUI U (MAK) nccnefoBaHU;

2) dbanbcndULMPOBAHHBIX MEAULIMHCKUX U3OENNN.

16. 3anpewaeTca BBO3 Ha Tepputopuio Poccuiickoit ®Pepepaumn  danbcMdUUMPOBaAHHBIX
MeAMULMUHCKUX U3LeNNi, Hef06POKaYeCTBEHHbIX MEANLIMHCKUX U34EUN U KOHTPADAKTHbBIX MeAULIMHCKUX
nsaenni.

17. 3anpeuaeTca peanusauma danbcdUMpPoBaHHbIX MeANLUMHCKUX ns3penuvi,
HeA06pPOKaYeCTBEHHbIX MeAULMHCKUX N3AENNIA U KOHTPAdaKTHbIX MeAULMHCKUX U3AeNni.

18. ®anbcMdUUMPOBAHHbIE MEAUUMHCKME M3AenMa M HedobpoKayecTBEHHble MeaULMHCKUe
nsaenva nogsexar UsbATUIO U NOCAeAYIOWEMY YHUUTOXKEHMIO UM BbIBO3Y C TEPPUTOPUN Poccuitckol
degepaumnn, a KoHTpadaKTHble MeAUUMHCKUE U34ENUA - U3BATMIO M NOCNEAYIOWEMY YHUUTOXKEHMIO.
BbiBO3 C TeppuTopumn Poccuitickoin dPegepaumm GanbCUOUUMPOBAHHBIX MEAUUMHCKUX M3LENUI U
HeA06pPOKaYeCTBEHHbIX MEeAULMHCKUX U34EANIN OCYLECTBAAETCA 3a CYET IMLA, OCYLLECTBUBLLErO UX BBO3
Ha TeppuTopuio Poccuiickoit deaepaumu.
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19. TMMopAafoK YHUUTOMKEHMA U3bATbIX  GanbCUPULMPOBAHHBIX  MEAUUMHCKUX  U3OENUN,
HefOoOpPOKAYECTBEHHbIX MEAMLUMHCKUX U34ennit U KOHTpadaKTHbIX  MEAULMHCKUX  U3aenni
ycTaHaBamBaetca MpasuTtenbcTtBom Poccuiickoit Peaepaunu.

20. Pacxopdpl, CBfi3aHHble C YHUYTOXKeHnem anbCcUPUUMPOBAHHBIX MEAULMHCKUX WU3aenni,
HeJ0OpPOKAYECTBEHHbLIX  MEAMUMHCKUX  M3Oe/MiA U KOHTPadaKTHbIX  MEAMUMHCKUX  U3OeNUN,
BO3MeLLAloTCA UX Blagenbuem.".

Cratba 7

Ab63aupl NATLIA - BOCbMOW NMyHKTa 6 cTatbn 39 depepanbHOro 3akoHa ot 25 Hoabpsa 2013 roga N
317-®3 "O BHeceHMM U3MEHEHMUI B OTAENbHble 3aKOoHOAaTeNbHble akTbl Poccuitickont degepaumm u
NPU3HAHUW  YTPATUBLLUMMW CUNY OTAE/IbHbIX MOJMIOXKEHUA 3aKOHOAATE/IbHbIX aKToB Poccuitckoit
depepaunn no BOMpoCam OXpaHbl 340pOBbA rparkaaH B Poccuiickon Pepepaunn” (CobpaHue
3aKoHogaaTenbcTBa Poccuiickon depepaumm, 2013, N 48, cT. 6165) NnpusHaTb YTPATUBLLUMMUK CUAY.

Cratba 8
Hactoawmin depgepanbHbli 3aKOH BCTynaeT B cuay ¢ 23 aHBapA 2015 roaa.

MNpe3snaeHt
Poccuitckoin ®epepaumm
B.MYTWH
MockBa, Kpemnb

31 pekabpa 2014 roaa

N 532-03
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