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Cratbs 1

Braectn B YronoBHbIN KomeKke Poccuiickoir @emepanyy (CodpaHmne 3aKOHOIATeIbCTBA Poccuitckoit
®enmepanyn, 1996, N 25, cT. 2954; 1998, N 26, c1. 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, cT. 4008; N 45, cT. 5429; 2008, N 15, cT. 1444;
N 52, cT. 6235; 2009, N 31, c1. 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, cT. 2310; N
23, cT. 2927; N 26, cT1. 3385; N 30, cT. 4278) cinenmyiomye M3MeHEHMSI:

1) myHKT "a" yacTu nepBoii ctatbu 104.1 mocne uudp "234," nonoaunTs nudpamu "235.1, 238.1,", mocie
uudp "307 - 309," nononuuts undpamu "327.2,";

2) OTIOJTHUTD CTaThei 235.1 ciieAylolIero comep>kaHms:
"CraTbg 235.1. He3aKOHHOE IPOM3BOACTBO JI€KAPCTBEHHBIX CPEICTB U MeIUIIMHCKUX U3MeJTNit

1. ITIpon3BOACTBO JI€KAPCTBEHHBIX CPEACTB MM MEAULIMHCKUX M3/Ie/Ii1 6e3 CrelyaabHOro pa3peneHns
(MuLIeH3UM), eCIM TaKoe paspelieHue (Takas JIMIeH31sT) 00s13aTeIbHO (00s13aTe/IbHA), -

HaKa3bIBAETCS JUIIEHEM CBOOOIbI Ha CPOK OT TPeX A0 IISITH JIET CO ITpacdoM B pa3Mepe OT MSITUCOT
TBICSIY 1O ABYX MUJUTMOHOB py0Jieit win B pasmepe 3apab0OTHOI IIJIAThl MJIM MHOTO AOX0/1a OCYKIEHHOTO 3a
MepUoJI OT MIEeCTU MeCSIEB O0 ABYX JIET Uiy 6e3 TaKOBOTO.

2. Te ke mestHUSI, COBepPIIIE€HHbBIE:
a) OpraHM30BaHHOI IPYIIIIOIL;
6) B KpYITHOM pa3Mepe, -

HaKa3bIBAIOTCS JIMIIIEHEM CBOOO/IbI HA CPOK OT ITISITU A0 BOChMM JIET CO IITpacdoM B pasMepe OT OJHOIO
MWIIMOHA 10 TPeX MUJJIMOHOB py6Jieii In6o B pasMepe 3apab0THOI IIaThl I MHOTO J0X0/a
OCY;KIEHHOTO 3a Ieproz, OT OJHOTO I'oia A0 TpeX JeT Wiy 6e3 TaKOBOTO.

[Tpumeuanue. KpynmHbIM pa3sMepoM B HaCTOSIIIEeli CTaTbe MPU3HAETCSI CTOMMOCTD JIeKapCTBEHHbIX CPe/ICTB
WUIY MeOUUMHCKUX U3 euii, IpeBbIIlalonias CTO ThICSY pyosieii.";



3) DOTIOJMHUTD CTaTheli 238.1 cienyrlero cogepkanmus:

"CraTbs 238.1. Obpamenne dhanbcudUIMPOBAHHBIX, HET0OPOKAUECTBEHHBIX 1 HE3aPETUCTPUPOBAHHBIX
JIeKapCTBEHHBIX CPEICTB, MEIUIIMHCKUX U3eNNii 1 060pOT GaabCcuUIMPOBAHHBIX OMOIOTUYECKA
aKTUBHBIX J00aBOK

1. ITpon3BOACTBO, COBIT WJI BBO3 Ha TeppuTopuio Poccuiickoit ®epepaninm dhanbcubuiiMpoBaHHBIX
JIeKapCTBEHHBIX CPEACTB MM MEeAUIIVHCKUX U3 Ie/Nii, MO0 COBIT UM BBO3 Ha TePpUTOPUI0 Poccuiickoit
denepaiy HeT0O6POKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB WIIM MEeIUIIMHCKUX U3HENA, 100
He3aKOHHbIE ITPOM3BOJICTBO, COBIT MJIM BBO3 Ha TeppuTopuio Poccuiickoit @emepaiiym B 1eJsSIX CObITa
He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB WM MeIUIIMHCKUX U3AENii, 1100 ITPOM3BOICTBO, COBIT
MY BBO3 Ha Tepputopuio Poccuiickoit @enmepariny GanbCcupmIMpoBaHHbIX OMOJIOTMYECKY aKTUBHbBIX
n00aBOK, COlepsKalllMX He 3asiBJIEHHbIe IIPU FOCYIapCTBEHHON peructpaiuy GpapmMmalieBTUIecKue
cybCcTaHLIMM, COBepIlleHHbIe B KPYITHOM pa3mepe, -

HaKa3bIBAIOTCS MPUHYIUTETBbHBIMM pabOTaMM Ha CPOK OT TPEX [0 IISITH JIET C JIMIIeHMeM ITpaBa 3aHUMAaTh
orpeieJIeHHbIEe JOJKHOCTM MY 3aHMMAThCS OTIpe/Ie/IEHHO AesITeIbHOCThIO Ha CPOK /IO TPeX JieT uiu 6e3
TaKOBOTO JIOO JnIlIeHeM CBOOOIbI Ha CPOK OT TPeX JI0 ISITH JIeT co mTpacdoM B pazMepe OT MSITUCOT
TBICSIY 1O IBYX MUJUTMOHOB py0Jielt Wi B pa3mepe 3apabOTHOI IIJIaThl MJIM MHOTO AOX0/1a OCYKIEHHOTO 3a
MepUoJI OT MIEeCTU MeCSIIEB 0 ABYX JIET Wy 6e3 TaKOBOTO U C JIMIIEeHEeM IIpaBa 3aHMMATh OIpeieieHHbIe
IOOJDKHOCTM MJTY 3aHMMAThCS OTIpe/ieJIeHHOV IesITe/IbHOCTBIO Ha CPOK JI0 TPeX JIeT Wiy 6e3 TaKOBOTO.

2. Te xe gessHUS, eC/IM OHU:
a) COBeplIeHbI TPYIINON JIUIL 10 IpeBapPUTEIbHOMY CrOBOPY M/ OPTaHM30BaHHOM TPYIIION;
6) TTOBJIEKJIN 10 HEOCTOPOKHOCTM IMPUUYMHEHME TSKKOTO Bpe/ia 3/I0POBbIO MO0 CMepPTh YeI0BEKa, -

HaKa3bIBAIOTCS JIMIIIEHEM CBOGO/IbI HA CPOK OT TSITY IO BOCbMMU JIET CO ITpadom B pa3Mmepe OT OAHOTO
MWUIMOHA IO TPeX MWIIMOHOB pybJieit uiy B pa3Mepe 3apaboTHOJ TUIAThI MIY MHOTO A0X01a
OCYKJIEHHOTO 3a MepuoJ, OT OLHOTO rojia 10 TpeXx JieT Uiy 6e3 TaKOBOTO U C JulIeHeM MpaBa 3aHMMaTh
orpeiesieHHbIe JOKHOCTU MJIY 3aHMMAThCS OTIpe/ie/IeHHOI IesiTe/IbHOCTBIO Ha CPOK JI0 TISITU JIeT win 6e3
TaKOBOTO.

3. ,H,eHHI/IH, npeayCMOTpEeHHbIE€ YaCTAMNU HepBOI‘/JI WNin BTOpOffI HacToslIIen CTaTbM, ITOBJIEKIINE II0
HEOCTOPOKXHOCTU CMEPTb ABYX UJIN 6osee Jun, -

HaKa3bIBAIOTCS JIMIIIEHEM CBOOOIbI Ha CPOK OT BOCBMM J0 IBE€HAILIATH JIET CO ImITpadoM B pa3mepe OT
IBYX MUJIJIMOHOB 10 MSITY MUJUTMOHOB Py0JIeit wiy B pasmMepe 3apaboTHOJ IJIAThI IV MHOTO T0X01a
OCYKIE@HHOTO 3a IepUOoJ, OT ABYX JI0 IISITY JIET Uy 6e3 TaKOBOTO U C JIMIIEHMEM IpaBa 3aHMMAaTh
omnpezeaeHHbIe TODKHOCTY UM 3aHMMAaTbhCS OIIpeie/IeHHOI JesTeJIbHOCThIO Ha CPOK [0 JeCSITH JIeT WA
6e3 TaKOBOrO.

[Tpumeuanus. 1. [leiicTBMe HACTOSIIE CTaThbM He paclpOCTpaHsIeTCs Ha C/Iyyanu He3aKOHHBIX CObITa U
BBO3a Ha TeppuTopuio Poccuiickoit ®emepaiiny HapKOTUUECKUX CPEACTB, IICUXOTPOITHBIX BEIECTB, UX
MIPeKYpPCOPOB, CUJIbHOIEMICTBYIOIINX MUJIU SIOBUTHIX BEIIECTB, a TAK’Ke He3aKOHHOTO ITPOM3BO/ICTBA
HapKOTUYECKUX CPEACTB, IICUXOTPOIHBIX BEIIeCTB MJIM UX IIPEKYPCOPOB.

2. KpymHbIM pasMepoM B HACTOSIIIEN cTaTbe MPU3HAETCSI CTOMMOCTD JIEKAPCTBEHHBIX CPEJICTB,
MeIVIIVHCKUX U3IeIUIA WY OMO0JIOrMUYeCKM aKTUBHBIX 106ABOK B CyMMe, ITPEBBIIIAIOINIE CTO ThICIY
pybneii.";

4) DOTOJIHUTD CTaTbel 327.2 C/ieIyIOIIEro ColepsKkaHms :

"Cratbst 327.2. [Toamenka JOKyMeHTOB Ha JiIeKapCTBEHHbIE CPEICTBA MM MeIUIIMHCKIE U3HeNs UK
YIaKOBKM JIEKAPCTBEHHbBIX CPEICTB MM MEIUIIVIHCKUX U3IeNINit

1. M3roToBieHue B easax MCII0/JIb30BaHMA UIN cOBITa IMOO UCIIOIb30BaHME 3aBeOMO IO Ae/IbHbIX



IOKYMEHTOB Ha JIeKapCTBEHHbIE CPeCTBa MU MeOUIIMHCKUE U3Aenus (PerncTpalMOHHOTO
yAOCTOBepeHMsI, cepTuduKaTa uiam aekaapaiyy 0 COOTBETCTBUM, MUHCTPYKIIMY 10 IPUMeHEeHUI0
JIeKapCTBEHHOTO TIperapaTa Uiy HOpMaTUBHOM, TEXHUYECKOW U 3KCITyaTalMOHHOM JOKYMEeHTaluu
IPOU3BOANUTENS (M3TOTOBUTES) MEAUILIMHCKOTO U3LENNs), -

HaKa3bIBAIOTCS MITPadOM B pasMepe OT MSITUCOT ThICSY A0 OJHOTO MUWJIIMOHA py6iieit min B pasmepe
3apabOTHOI IIAThI UJIM MHOTO JO0X0/a OCY>KIEHHOI0 3a IIepMoy, OT OAHOTO Tofa 10 ABYX JIeT, 1100
MIPUHYAUTEIbHBIMM paboTaMy Ha CPOK JI0 TPeX JIEeT, MO0 JIUIIeHMeM CBOOOIbI Ha TOT K€ CPOK.

2. VIsroTOB/IEHME B 1€JISIX MCITOJIb30BAHMS MU COBITA MO0 MCII0/Ib30BaHME 3aBEN0MO MO IeTbHBIX
MepBUYHO YITAKOBKM U (MJIM) BTOPUYHOI (MTOTpeOUTENbCKOI) YITaKOBKM JIeKapCTBEHHOTO Mperapara -

HAKa3bIBAIOTCS MTPadgoM B pazMepe OT MATUCOT THICSY 10 OSHOTO MIWJIZTMOHA Py6JIeit wiu B pa3mepe
3apabOTHO IJIaThl WX MHOTO 0X0Ja OCYKIEHHOTO 3a IIepuos, OT OGHOTO rojia 10 ABYX JIeT, 1160
MIPUHYIUTENIbHBIMU PabOTaMM Ha CPOK JIO TPeX JIeT, MO0 JnilieHreM CBOOOIbI Ha TOT 5Ke CPOK.

3. CoBepleHue nessHui, IIpegyCMOTPEHHBIX YaCTIMM e PBO UM BTOPOJ HACTOSIIEN CTaTbu,
OpraHM30BaHHOI IPYMIION -

HaKa3bIBaeTCs JINMIIeHeM CBO60,E[I)I Ha CPOK OT ITATU 00 JeCATN JIeT C IMIIeHeM IIpaBa 3aHMMAaTb
oripene/JIeHHbIe JO/DKHOCTU MJIM 3aHVMMAaTbCA onpeueneHHoﬁ JedATeJbHOCTbIO HAa CPOK OO0 TPEX Jer.".

CraTps 2

BHectu B @enepanbhbiii 3akoH oT 2 sHBaps 2000 roma N 29-®3 "O KavecTBe ¥ 6€30MaCHOCTHM MUIIEBBIX
npoxaykToB" (Cobpanme 3akoHOmaTenbcTBa Poccuiickoit @enmepanmm, 2000, N 2, ct. 150; 2003, N 27, cT.
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)
cnenywlinye u3MeHeHUs:

1) ab3ar mecTHAALAThIN CTaTby 1 U3TIOXUTD B CJIeAYIONIEel pegaKkiInm:

"anbcuduLMpoBaHHbIe NUILEeBbIe IPOAYKTHI (B TOM UKc/Ie 6M0I0rMUeCcky akTUBHbIe 00aBKM),
MaTepuabl U U3eaus - MuiIeBble TPOIYKTHI (B TOM UMCiie 6M0JOTMYeCKY aKTMBHbIe J0OaBKN),
MaTepuasibl U U3Je/Nsl, yMbILUIEHHO M3MeHeHHbIe (MIoAAebHble) U (UIN) UMelollyie CKPbITbIe CBOVICTBA U
KauecTBO, MHQOpMaLMs 0 KOTOPbIX SIBSIETCS 3aBeJOMO HEITOJIHO WX HeJOCTOBEPHOIA;";

2) MyHKT 2 cTaTby 13 JOMIOJHUTD ab3alieM CJIeIyIONIero ComepsKaHms:

"[Ipu opraHusauuy 1 MpoBegeHM MePOTIPUSATHI 10 TOCYAAPCTBEHHOMY HaJ30pY B 06/1acTy obecreueHnst
KavecTBa 1 6€30TMaCHOCTH MUIIEBbIX MTPOAYKTOB, MaTEPUAJIOB U U3/t peiBapUTETbHOE YBeIOM/IEHNE
IOPUAMYECKUX JIUL WX MHOUBUIAYAJbHBIX [IpeAIIPUHUMATEEe, OCYIEeCTBISIONIUX TPOU3BOACTBO
MIAILIEeBO IPOMYKIMHK, U (MJIY) 000POT MUIIEBOI MPOAYKIMHA, M (MJIX) OKa3aHMe YCIyT 001IeCTBEHHOTO
MMUTaHKSI, O HauaJie POBe/ieHNsI BHEIJIAaHOBOI Bble3IHO ITpOBepky He TpedyeTcs.".

Cratpg 3

B moamyHKTe "a" myHKTa 1 4acTu BTOpO# cTaTby 151 YrosoBHO-IIpOLeccyaabHOro Kojgekca Poccuiickoii
@enepanyun (CobpaHne 3akoHoAaTenbCcTBa Poccuiickoit ®emgeparium, 2001, N 52, c¢1. 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) indpsl "227, 237 - 239" 3ameHnTb uudpamu "227, 235.1, 237,
238, 238.1, 239", uudpst "321, 328" 3amenuThb nudpamu "321, 327.2, 328",



Cratba 4

Braectu B Komekc Poccuiickoit @emepatyy 06 afMUHUCTPATUBHBIX MpaBoHapymeHusx (Coopanne
3aKoHOAaTenbcTBa Poccuiickoit @emepanyn, 2002, N 1, cT. 1; N 30, c1. 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, cT.
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, cT1. 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, c1. 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, cT.
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, c1. 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.
54473, 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) cienyiolye U3MeHeHUs :

1) BuacTtu 1 craTbu 3.5 cjioBa "B cayvasx, mpegycMoTpeHHbIX ctaTheii 11.20.1, yacTbio 5 ctathy 14.35"
3aMeHUTb CJIOBAMM "B C/IydasX, IpeayCMOTPeHHbIX cTaTbsiMu 6.33, 11.20.1, yactbio 5 ctaTby 14.35", ciioBa
"B ClIy4asxX, IpeAyCMOTPEeHHbIX CTaThsiMu 5.38, 7.13" 3aMeHUTh CJI0BaAMMU "B CIy4asiX, IpeayCMOTPEeHHbIX
cratbsimu 5.38, 6.33, 7.13", cyioBa "B cayvyasix, MpeayCMOTPEHHBIX CTaThsiMu 6.19, 6.20, yacTbio 1 cTaTbu
7.13" 3aMeHUTDb CJIOBaMM "B CJIy4asiX, IIpegyCMOTPEHHbIX CTaTbsIMu 6.19, 6.20, 6.33, yacTtbio 1 craTtbu 7.13";

2) ab3all mepBbIit CTaThy 6.28 MocsIe CJI0B "MeIUIIMHCKUX U3Heanit" TOTIOTHUTD CJIOBAMM ", €CJIU 3TU
IeliCTBUS He cofepykaT NMPU3HAKOB YTOJIOBHO HAKa3yeMoro AessHusl,";

3) rnaBy 6 JOMOMHUTD CTaTbel 6.33 CeyIIero CoaepsKaHus:

"CraTbg 6.33. O6painienme paabcudUIMPOBaHHBIX, KOHTPAaPaKTHBIX, HeJOOPOKaUueCTBEHHbBIX U
He3aperuCcTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, MeIUIIMHCKUX U3AeJINii 1 000pOT
danbcnUIMPOBAHHBIX OMOTOTMUYECKM aKTUBHBIX JOOABOK

1. TTpon3BOACTBO, MpOJaska M BBO3 Ha Tepputopuio Poccuiickoit Denepaiiyn Ganbcu@uiimpoBaHHbIX
JIeKapCTBEHHBIX CPENICTB, MO0 IMPOM3BOACTBO, peann3alis Ui BBO3 Ha TeppuTopuio PoccuiicKoii
denepanuy GanbcuPULUMPOBAHHBIX MeAUIIMHCKUX U3OeNiA, 1100 Mpoaaska Uy BBO3 HAa TEPPUTOPUIO
Poccuiickoit @enepanyiyt KOHTpadaKTHBIX JIeKAPCTBEHHBIX CPENCTB, MO0 peannsaius uin BBO3 Ha
TeppuTopuio Poccuiickoit @enepaiiviv KOHTpadaKTHBIX MeIUILIMHCKUX U3T e, 160 060pOT
danbcrUIMPOBaHHBIX OMOJIOTMUYECKM aKTUBHBIX JOOABOK, €C/IM 3TU IeCTBUS He COAepsKaT IMPU3HAKOB
YTOJIOBHO HAKa3yeMoro JesTHUSI, -

BJIeUueT Ha/IOJKeHe aIMMHUCTPATUBHOTO IJ.ITpa(ba Ha Irpa>xgaH B pa3Mepe OT CeMMaecCsTy ThICSAY 40 CTa
ThICAY py611e171; Ha JOJDKHOCTHBIX JIMII - OT CTa ThICAY OO0 MECTMCOT ThICAY py6ne171; Ha MHAMBUAYaAJIbHbIX
Hpe,[[HpMHMMaTe.HeVI - OT CTa ThICAY 4O HIEeCTUCOT ThICAY py6ne171 Wi agfMMHUCTPAaTUBHOE
MMpMUOCTaHOBJIEHHUE OeATEeJIbHOCTM HAa CPOK 4O AE€BSIHOCTA CYTOK; HAa OPUANYECKUX JIUIT - OT OAHOIO
MWIUJIMOHA 00 ITIAT MUJIJIMOHOB py6]'[€]7[ Wi aAMMHUCTPATUBHOE ITPMOCTAaHOBJIEHME OesTe/JIbHOCTM Ha CPOK
00 OeBAHOCTa CYTOK.



2. TIpomayka uim BBO3 Ha TeppuTopuio Poccuiickoit ®emepaniny HeoOpoKaueCTBEHHBIX JIEKAPCTBEHHbBIX
CpeJiCTB, MO0 peanu3alys Win BBO3 Ha TeppuTopuio Poccuiickoit ®enepaininm Helo6poKaueCTBEHHbIX
MeIVIIMHCKUX U3IeJINiA, 160 He3aKOHHbIe ITPOM3BOACTBO, ITPOIaka MJIM BBO3 Ha TepPUTOpHUI0 Poccuiickoit
@enepany He3aperucTPUPOBAHHBIX TEKAPCTBEHHBIX CPEACTB, €C/IM 3TU AeICTBUS He ColepXKaT
MIPU3HAKOB YTOJIOBHO HAKa3yeMoTo JesHUS, -

BJIeUeT HaJIOXKeHMe aJMUHUCTPATUBHOTO IITpada Ha rpaskgaH B pa3Mepe OT CEMMUIECSITY ThICSY 10 CTa
TBICSTY pyOJIeii; Ha JO/DKHOCTHBIX JIUI] - OT CTa THICSY JI0 IIECTUCOT ThICSY PybJieit; Ha MHAMBUAYATbHBIX
MpeIpUHUMATEIeN - OT CTa ThICSY IO IIECTUCOT ThICSY PyoOJIel Wi afMUHUCTPATUBHOE
TIPUOCTAHOBJIEHME AESATEIbHOCTY Ha CPOK [0 AEBSIHOCTA CYTOK; HAa IOPUIUUYECKUX JIUIL - OT OJTHOTO
MMJUIMOHA JI0 TISITU MUJIJIMOHOB py6IIeii Wiy agMUHUCTPATUBHOE IIPMOCTAHOBIIEHME esITeIbHOCTY Ha CPOK
IO IeBSTHOCTA CYTOK.";

4)4gactu 2 u 3 ctatbu 14.4.2 IpU3HATDL YTPATUBIIVMU CUITY;
5) B craTbe 23.1:

a) B yacTtu 1 mocsie cj0B "4acThio 4 cTaTby 6.29," HONOTHUTD CIOBAMM "CTaThsIMM 6.33,", cJiIoBa "UacTIMU 2
u 3 cratbu 14.4.2," 3aMeHUTh CJIOBOM "CTAThsIMU " ;

0) ab3aI11 YUeTBepTHIi YaCTM 3 MOCJIe CJI0B "TIPeyCMOTPEHHBIX CTAThIMMU " JOMOJHUTD Mbpamu "6.33,";
6) BuacTtu 1 ctaTthy 23.81 cioBa "4yacThio 1 CTaThbM" UCK/IIOUUTD;

7) ByacTtu 2 ctatby 28.3:

a) myHKT 12 nociie uudp "6.16," gornoauuTts uudpamu "6.33,";

0) B myHKTe 18 mocsie ¢JIOB "UacThio 4 cTaTbu 6.29," MOMOJHUTD CJIOBAMM "4acTbio 1 (32 UCKITIOUEHMEM
ob6opoTa hanbCcUUIMPOBAHHBIX OMOJIOIMYECKM aKTUBHBIX T00ABOK) M YaCThIO 2 CTAaThu 6.33,", cj0Ba
"yactsamu 2 u 3 ctaTbu 14.4.2," UCKITIOUNTD;

B) B IMyHKTe 19 cJioBa "TIpelyCMOTPEHHBIX CTaThsIMU 6.1, 14.26" 3aMeHUTDb CJIOBaMU "TIpeAyCMOTPEHHbBIX
cTaTbeii 6.1, yacTpio 1 ctathu 6.33 (B yacTu 060poTa haabCcubUIIMPOBAHHBIX OMOJOTUYECKN aKTUBHBIX
m006aBoOK), cTaTbeii 14.26";

I) OYHKT 63 1ocJje cJIoB "CTaTbsIMU 6.27," HOMOAHUTD Iudpamu "6.33,".
Cratbs 5

YacTb 4 crateu 1 ®emepanbHOro 3akoHa ot 26 mexabps 2008 roma N 294-03 "O 3amyure npaB OPUIANIECKUX
JIAL, VI MUHOVBUYAJIbHBIX TIPEAIIPUHMUMATEJIEN IIPU OCYILeCTBIeHUM rOCyIapCTBEHHOTO KOHTPOJIS (HaA30pa)
M MyHUIIUITATIbHOTO KOHTpOosIst" (CobpaHue 3akoHOmaTeabcTBa Poccuiickoit @emeparium, 2008, N 52, cT.
6249; 2009, N 18, cT1. 2140; N 29, c1. 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)
IOTIOMHUTb MYHKTaMM 34 1 35 c/ieAyIolero coep>kaHusl:

"34) denepanbHbIi TOCYIapCTBEHHbIV HaA30p B chepe 0OpaleHMs IeKapCTBEHHBIX CPEJICTB;

35) rocymapCTBeHHBIN KOHTPOJIb (HaA30P) B 00/1acTy 0becIieueHnst KauecTBa 1 6€30IMaCHOCTY MUIIEBBIX
MPOLYKTOB.".

CraTps 6

Cratnpio 38 ®enepanbHOro 3akoHa ot 21 Host6pst 2011 roga N 323-d3 "O6 ocHOBaX OXpaHbI 3[I0POBbSI
rpakmaH B Poccuiickoit @enmepanyun” (Cobpanue 3akoHogaTenbcTBa Poccuiickoii ®emgepaniim, 2011, N 48,
CT. 6724; 2013, N 48, cT. 6165) moroaHuThb yacTsamu 12 - 20 cyieyIoniero comepskaHms:



"12. ®anbcuduLIMpoBaHHOE MEeIUIIMHCKOE U3e/Ne - MeIUIIMHCKOe U3ene, COTTPOBOKIaeMoe JIOKHOM
nHdopmaleit o ero xapakKTepucTUKax U (MJIn) Mpou3BoauTese (M3rOTOBUTENIE).

13. HemobpokayecTBeHHOE MeAUIIMHCKOe U3iene - MeIUIIMHCKOe M3/eie, He COOTBETCTBYIOIIee
TpeOOBaHMSIM HOPMAaTUBHOM, TEXHNYECKO 1 (MJIM) SKCIITyaTal[MOHHOM TOKYMEHTAIMM ITPOU3BOAUTEIS
(M3rOTOBUTEJIST) MO0 B CTy4ae ee OTCYTCTBUS TPeOOBAHMSIM MHOI HOPMATUBHOI TOKYMEHTAIIVMN.

14. Ko"TpadakTHOE MeAUIMHCKOE U3Ae/ie - MeAULIMHCKOe U3ene, Haxoasiieecs: B 000pore ¢
HapyIlleHMeM IPaskAaHCKOTO 3aKOHOIATe/IbCTBA.

15. 3amnperaeTcst Mpou3BOCTBO:

1) MeAMIIMHCKUX U3/, He BKIIOUEHHbIX B TOCYJapCTBEHHbIN peecTp MeaAUIIMHCKUX 3T ennii 1
opraHusauuii (MHOMBUAYAJIbHBIX IIPeAIIPUHMUMATEIEN), OCYIIECTBSIOMMX TPOU3BOACTBO U U3TOTOBJIEHME
MeJIUIIMHCKUX U3, 3a UCK/IIDYeHMeM MeAUIIMHCKUX U3 e/INii, TPOU3BOAVMBIX [JIs1 IPOBeAeHUS
VCIIBITAHUI U (MJIN) UCCIeIOBAHNIA;

2) banbcu@UIMPOBAHHBIX MeIUIIMHCKUX U3HETNIA.

16. 3amperaercst BB03 Ha Tepputopuio Poccuiickoit @emepanym dhanbcuPuUIMpOBaHHBIX MEIUIIMHCKUX
U3IeInii, HegoOPOKaueCTBEHHbIX MeAUIIMHCKUX U3AeIN ¥ KOHTpa(gaKTHBIX MeAUIIVMHCKUX U3IeINIA.

17. 3amnperiaercst peannu3anuys GaabcuULUMPOBAHHBIX MEOUIMHCKUX U3Ae/INIA, HeJoOpOKaueCTBEHHbBIX
MeIOUIIMHCKUX U3AeINiA M KOHTpadgaKTHBIX MeIUIIMHCKUX U3IeINIA.

18. ®anbcuduimpoBaHHble MeOUIIMHCKME U3/ M HeloOpOKaueCTBEHHbIe MeIUIIMHCKIE U3 IS
MoAJjIeskaT U3bITUIO U TIOCIeAYIOIeMY YHUUTOKEHUIO UJIN BBIBO3Y C Tepputopuu Poccuiickoit @enepauiuu,
a KoHTpadaKkTHbIe MeAUIIMHCKIE U3 - U3BITUIO U TIOC/IeYIOIEeMY YHUUTOXEeHNIO. BbIBO3 €
tepputopum Poccuiickoit ®epepaiiny danbcu@UIMpOBaHHBIX MEAUIMHCKUX U3IENI U
HeJI0OpOKaueCTBeHHBIX MEeIUIIMHCKMUX U3AEeNii OCYIeCTBSeTCS 3a CUeT JIMiia, OCYIeCTBUBIIEro X BBO3
Ha Tepputopuio Poccuiickoit emepanmu.

19. TTopsimOK YHUYTOKEHUS U3bSITHIX haTbCUbUIIMPOBAHHBIX MEeOUIIMHCKUX U3IEJINIA,
HeJI0OpOKaueCTBEHHBIX MEeIAUIIMHCKUX U3HEeNii ¥ KOHTpa(aKTHbIX MeIUIIMHCKUX U3 enii
ycraHaBauBaeTcs [IpasutenbcTBOM Poccuiickoin @enepannut.

20. Pacxoppl, cBSI3aHHbIE C YHUUTOXKeHMEeM halbCUPUIIMPOBAHHBIX MeIAULIMHCKNUX U3 e/Nit,
Hen00pOKaueCTBEHHbIX MeAVULIMHCKIUX MU3IeINii M KOHTPadaKTHBIX MEeIULIMHCKUX MU3e/INii, BO3MEIalTCI
UX BJIajgesbleM.".

Cratbg 7

A63alibl TISITHIN - BOCBMOI ITyHKTa 6 cTaThy 39 ®enepanbHOro 3akoHa ot 25 Hostopst 2013 roma N 317-d3 "O
BHECEHUU U3MeHeHNli B OTAe/IbHbIe 3aKOHOAaTebHbIe akThl Poccuiickoii ®egepaiuu U MpU3HaHUU
YTPATUBILMMU CUITY OTZE/IbHBIX ITOJIOKeHNI 3aKOHO4AaTe/IbHbIX akKTOB Poccuiickoil @enepanum 1o
BOIIPOCAM OXpaHbI 3M0POBbsI IpaskaaH B Poccuiickoit @emepanyn” (CobpaHne 3aKOHOAATEIbCTBA
Poccuitckoit ®epepaunn, 2013, N 48, c¢T. 6165) mpu3HATh YTPATUBIIUMU CUTTY.

Crartpg 8
Hactosmuii @enepasibHblii 3aKOH BCTyIaeT B cuity ¢ 23 suBaps 2015 roga.

[TpesupgeHT
Poccuiickoit ®@enepatyin
B.ITYTHH

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






