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Cratbs 1

Buectu B YronoBHbI Komeke Poccuiickoit @emepanym (Cobpanme
3aKoHOAaTeabCcTBa Poccuiickoir ®emepanym, 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, cT. 4008; N 45, cT. 5429; 2008, N 15, cT1. 1444; N 52, cT. 6235;
2009, N 31, cT1. 3921; N 52, cT1. 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, CcT. 6945,
6946; 2014, N 19, cT. 2310; N 23, cT. 2927; N 26, cT. 3385; N 30, cT. 4278)
clenylole U3SMeHeHu s :

1) myHKT "a" yacTy nepBoii craTbyu 104.1 nocse uudp "234," 1ONOIHUTD
undpamu "235.1, 238.1,", moce 1udp "307 - 309," HOMOJHUTH LU pamu
"327.2,";



2) IOTIOMHUTH CTaTheit 235.1 cyieyioniero comepskaHms:

"Cratbs 235.1. He3akoHHOe MTPOM3BO/ICTBO JIeKaPCTBEHHBIX CPE/ICTB U
MeIVLMHCKUX U3Tenii

1. ITpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB WJIM MEOULIMHCKUX U3enii 6e3
CrelnyaabHOro paspelieHns (IMLeH3UN), eC/I Takoe paspelieHne (Takas
JIUIEH3MS) 00513aTeIbHO (00s13aTe/IbHA), -

HaKa3bIBAeTCS IMIIEHMEM CBOOOIbI HAa CPOK OT TPEX J0 MSITH JIET CO
mTpacdoM B pazmepe OT MSATUCOT ThICSY 10 ABYX MUUIMOHOB py0Jieit uin B
pasmMepe 3apaboTHOI IMIAThI UJIM MHOTO T0X0/a OCY>KIEHHOT0 3a IIeprof, OT
IIeCTY MeCSIIeB JI0 IBYX JIeT MM 6e3 TaKOBOTO.

2. Te ke mestHUS, COBepIlIEHHbIE:
a) OpraHu30BaHHOM TPYIIIION;
6) B KpyITHOM pa3mepe, -

HAKa3bIBAIOTCS JIMIIEHVEM CBOOOIBI HA CPOK OT MSTH A0 BOCbMMU JIET CO

mrtpadoM B pazmepe OT OAHOTO MIWIIMOHA IO TPeX MWIIMOHOB pybiieii
160 B pa3mepe 3apabOTHOI TUIATHI MM MHOTO JI0XO0/1a OCYKIE€HHOTO 3a
Tepyoz, OT OAHOTO TO/Ia 10 TPeX JIeT Wiu 6e3 TaKOBOTO.

[Tpumeuanme. KpynmHbIM pa3sMepoM B HACTOSLIeN CTaTbe IIPU3HaAeTCs
CTOMMOCTbD JIEKaPCTBEHHbBIX CPEICTB WIM MEeIULIMHCKUX U3LENUA,
MIPEeBBINIAIIAS CTO ThICSY pyOJIeii.";

3) monoMHUTD cTaTheli 238.1 cieaywIIero CoaepskaHus:

"CraTbs 238.1. O6parnieHne dhaabcu@UIIMPOBAHHBIX,
HeJl0OpOKaueCTBeHHBIX ¥ He3aperucTpUpPOBaHHbIX JIeKaPCTBEHHBIX
CPeJiCTB, MeIUIIMHCKUX U3Aeanit u 060poT dhanbcuduimpoBaHHbIX
O6MoIornyecku aKTMBHbBIX J06aBOK

1. I[Tpou3BOACTBO, COBIT MJIM BBO3 Ha TeppuTOpHI0 Poccuiickoit demepanm
danbcuUIMpPOBaHHbBIX IEKAPCTBEHHBIX CPEACTB MM MeAUIIMHCKIUX
U3Ienii, MO0 COBIT MM BBO3 Ha TeppuTOopuio Poccuiickoit Denmeparm
HeJI00pPOKaueCTBEeHHbBIX JIEKAPCTBEHHbBIX CPEICTB WJIM MeIUIIMHCKUX
U3Ienuii, 1160 He3aKOHHbBIe ITPOU3BOACTBO, COBIT MJIY BBO3 HA TePPUTOPUIO
Poccuiickoit ®emepaniny B 1[e/1sX cObITA He3apeTUCTPUPOBAHHBIX



JIeKapCTBEHHbIX CPeACTB MUAM MeAVLIVMHCKUX U3 TeTnii, 1160 Mpou3BOICTBO,
COBIT MM BBO3 Ha TeppuTopuio Poccuiickoit @emeparu
dbanbcuUIMPOBAHHBIX OMOJIOTMUYECKY aKTUBHBIX 100aBOK, COAepsKaIlX He
3asiBIeHHbIe TIPU roCyIapCTBEHHOI perucTpaiuu papMmalieBTHuIecKue
cybCcTaHLIMM, COBepIlIeHHbIe B KPYITHOM pasmepe, -

HaKa3bIBAIOTCS TPUHYAMUTETbHBIMY PAaO0OTaMM Ha CPOK OT TPeX A0 ISATH JIeT
C TUIlleHyeM IMpaBa 3aHUMMAaThb OIpefie/ieHHbIe JOKHOCTY MU 3aHUMAaThCs
oTIpeJle/IeHHO NesTeIbHOCTbIO Ha CPOK 0 TpeX JieT in 6e3 TaKOBOTO
60 NuIIeHreM CBOGOIbI HA CPOK OT TPeX JI0 MSITU JIeT €O mTpadoM B
pa3Mepe OT MATUCOT ThICSY A0 ABYX MUJUIMOHOB pybJieit min B pazmepe
3apabOTHOI MJIAThI MM MHOTO J0X0Ja OCYKIEHHOTO 3a MepUoJ, OT IeCTn
Mecs1eB 0 ABYX JIeT uau 6e3 TaKOBOIO U C JIKIIeHVeM ITpaBa 3aHUMAaTh
orpeJiesieHHbIE JO/DKHOCTU WIM 3aHUMAThCS OTlpeie/ieHHOM
IesITeJIbHOCTBIO Ha CPOK [0 TPEeX JIeT My 6e3 TaKOBOTO.

2. Te ke mesTHMSI, €C/IM OHU:

a) COBepIIeHbI IPYINON JNLI 10 MPeABapUTETbHOMY CTOBOPY MU
OpraHM30BaHHOV IPYIIIIOIL;

6) MOBJIEK/IM IO HEOCTOPOKHOCTY MPUUYMHEHME TSKKOTO Bpe/ia 30POBBIO
160 CMepTh yesoBeKa, -

HAKa3bIBAIOTCS JIMIIEHMEM CBOOO/IBI HA CPOK OT ISTU O BOCbMMU JIET CO
mtpacdoM B pazmepe OT OJHOTO MWIIMOHA JI0 TPeX MWIJIMOHOB pyobJieit uin
B pa3Mepe 3apabOTHOI IUIaThI MM MHOTO JOXOAA OCYKAEHHOTO 3a IMepuos,
OT OJITHOTO TOZIa IO TPeX JIeT uiu 6e3 TAKOBOTO U C JINIIIeHKEM ITpaBa
3aHMMAaTh OIpeeeHHbIe JOJKHOCTY MM 3aHMMAaThCS OIlpee/IeHHOM
IeSITeIbHOCTbIO Ha CPOK M0 TISITH JIET WIU 6e3 TaKOBOTO.

3. NessHuSI, MpeyCMOTPEHHbBIE YACTSIMU TIEPBOV MJIM BTOPOIT HACTOSIIEN
CTaTbU, MOBJIEKIIIME 10 HEOCTOPOSKHOCTM CMEPTh ABYX MJIM OoJjiee JInLI, -

HAaKa3bIBAIOTCS JIMIIEHEM CBOOOIbI HA CPOK OT BOCBMM 10 ABEHAILIATH JIET
co mrpadom B pazMepe OT ABYX MWIIMOHOB JI0 TISITY MUJJTMOHOB pyo6iieit
MJIY B pasMepe 3apaboTHOJ TUIAThI MJIY MHOTO A0X0/Ia OCYKAEHHOTO 3a
MepPMOJ, OT ABYX JI0 MSATHU JIET Uau 6e3 TaKOBOTO U C JIMIIEHVEM ITpaBa
3aHMMAaTh OIpeeIeHHbIe JOKHOCTY MM 3aHMMAThCS OIIpee/IeHHOM
IesITeIbHOCTbIO Ha CPOK 10 AeCSITU JIeT Ui 6e3 TaKOBOTO.



[Mpumeuanus. 1. [leiicTBMe HACTOSAIIEN CTAaTbM He paclpoCTpaHsIeTCs Ha
cJlyday He3aKOHHBIX COBITA 11 BBO3a Ha TeppUTOpHUI0 Poccuiickoit
denepaly HAPKOTUUECKUX CPEICTB, IICUXOTPOITHBIX BEIECTB, UX
MIPEKYPCOPOB, CUITbHOIEICTBYIONIUX MU SITOBUTBIX BEIECTB, a TAKKE
HE3aKOHHOTO MPOMU3BO/ICTBA HAPKOTUUECKUX CPENCTB, ICUXOTPOTTHBIX
BeIlleCTB WJIN UX ITPEKYPCOPOB.

2. KpyImHbIM pa3MepoM B HACTOsIIeN CTaTbe IPU3HAeTCs CTOMMOCTD
JIeKapCTBEHHBIX CPeJCTB, MeJUIIMHCKUX U3/l MU OMOIOrMYecKn
aKTUBHBIX J0OABOK B CYMMe, IPEeBbIIIAI0IIEl CTO ThICSY pyoIieit.";

4) IONIOJTHUTDb CTaTbhel 327.2 clieqyrouero Coaep>;kaHums:

"Cratbs 327.2. [Toagenka JOKyMeHTOB Ha JIeKapCTBEHHBIE CPEeJICTBA U
MeIULIMHCKME U3IeVs UM YITaKOBKM JIeKapCTBEHHBIX CPeCTB MU
MeOULIVHCKUX U3Oenui

1. isroToB€eHMe B 1e/ISIX UCIOAb30BaHMS MM cObITA MO0 MCIIONIb30BaHMe
3aBeOMO MOAAe/IbHbIX JOKYMEHTOB Ha JIeKapCTBEHHbIE CPeACTBa WIN
MeIUIMHCKMe U3Aenus (perMcTpalioHHOTO YO0CTOBepeHs, cepTuduKaTa
WIN JeKJaapanyum 0 COOTBETCTBUM, MHCTPYKIUIMUU 110 IPUMEHEHU IO
JIEKapCTBEHHOTO TIperapara Ui HOpMaTUBHOM, TEXHUUYECKON U
SKCIUTyaTalMOHHOM AOKYMEHTal M IPOU3BOAUTENS (M3TOTOBUTEIS)
MeIVLMHCKOTO U3AeNns), -

HaKa3bIBAaIOTCS MITPadOM B pasmepe OT MSATUCOT ThICSIY 10 OJHOTO
MWIMOHA py6Jieit uan B pasMepe 3apaboTHOI MJIaThl MJIM MHOTO TOXO/Aa
OCYKIEHHOTO 3a IMepro/, OT OJHOTO rojia 10 ABYX JIeT, 160
MPUHYAUTEIbHBIMM paboTaMM Ha CPOK JI0 TPeX JIeT, 160 JUIIeHueM
CBOOO/IBI HA TOT K€ CPOK.

2. I3roTOB/IEHME B 1e/ISIX MCIT0JIb30BaHMS MU COBITA JIMOO UCIIOIb30BaHME
3aBeJOMO [OAJeJ/IbHbIX IIEPBUYHON YIIAKOBKU U (MJIV) BTOPUUHOM
(MOTpebuUTeNbCKOI) YIIaKOBKM JIeKapCTBEHHOTO Ipernapara -

HaKa3bIBAIOTCS IITPadOM B pasMepe OT MATUCOT ThICSIY 40 OJHOTO
MWUUIMOHA py6Jieit uau B pasmepe 3apaboTHOI IJIaThI MM MHOIO JOXOAa
OCY)KIEHHOTO 3a Iepuo, OT OMHOIO rofa A0 ABYX JIeT, 1160
MPUHYIUTEIbHBIMY paboTaMM Ha CPOK JI0 TPEX JIET, MO0 JTUIIeHEM
CBOOOIBI HA TOT K€ CPOK.



3. CoBepleHue gesiHuil, IpeayCMOTPEHHbBIX YaCTSIMMU 1€ PBOI MM BTOPO
HaCTOsIIei CTaTbU, OPraHU30BaHHOM TPYIIION -

HaKa3bIBAETCS JTUIIEHMEM CBOOOIbI Ha CPOK OT ITSITU JIO JECSITU JIEeT C
JIMlIeHyeM IpaBa 3aHMMAaTb OIlpeeeHHble JOIKHOCTY MIM 3aHMMAaThCS
onpeneeHHONM OesTe/IbHOCThIO Ha CPOK 0 Tpex JeT.".

Cratbs 2

BHectu B ®epepasbHbiii 3ak0H OT 2 sHBaps 2000 roma N 29-@3 "O kadecTBe
1 6e301acHOCTY MUIIEBBIX MPOoaAyKTOB" (CoOpaHyMe 3aKOHOIaTeIbCTBA
Poccuiickoit @epepaunn, 2000, N 2, ct. 150; 2003, N 27, cT. 2700; 2004, N
35, cT. 3607; 2006, N 14, cT. 1458; 2007, N 1, c1. 29; 2011, N 1, cT. 6; N 30,
cT. 4590, 4596) cnenyioniye M3MeHEHUS :

1) a63arr mecTHaALATHINA CTATbY 1 U3JIOKUTD B CJIEAYIONIEI peoaKIINm:

"panbcuduLpoBaHHbIE MUIIEBBIE POIYKTHI (B TOM UMC/Ie 61MOTOTUUECKA
aKTMBHBIE 100aBKM), MATEPUAJIbI U U3IEJINS - TTUILEBbIE TTPOIYKTHI (B TOM
yycyie 6MOJIOTMYECKM aKTUBHBIE T0OABKIM), MaTePUAJIbl U U3MIENNSI,
YMBIIIIJIEHHO M3MeHeHHbIe (Mo ae/bHbIe) U (M/IN) UMelole CKPbITbIe
CBOJICTBA ¥ KaueCcTBO, MH(OpMAIMSI 0 KOTOPBIX SIBJISIETCS 3aBEIOMO
HeIOJIHOM UM HeJOCTOBEPHOI;";

2) MyHKT 2 cTaTbhy 13 OTIOMHUTD ab3alieM C/IeIyIoNiero CoiepskaHus:

"TIpu opraumnsauuu 1 nNpoBeseHnn MeporpusITHii 1o rocyapCTBEHHOMY
HaI30py B 06j1aCcTU 0OecreueHns] KauecTBa M 6e30I1acHOCTHM MUIIEeBbIX
IIPOAYKTOB, MaTepuUasaoB U U3Le/uii IpeBapUTeIbHOe YBeLOMIeH/ e
IOpUANYECKUX JIUL UM UHAUBUAYAJIbHBIX IIPeAIPUHUMAaTeIen,
OCYIIECTBSIONIMX TPOU3BOICTBO MUIIEBOV MTPOAYKUNY, U (WJI) 060POT
MUILEeBO MPOAYKIMHK, U (MIM) OKa3aHMe YCIYT 00IeCTBEHHOTO MUTaHMSI, O
HayaJie MPOBeJileHNsI BHEIUIAaHOBO Bble34HO ITPOBepKM He TpebyeTcs.".

CraTtps 3

B nmogmyHKTe "a" myHKTa 1 yacTu BTOpoit ctarby 151 YrosoBHO-
IpoleccyasbHOTO0 KomeKkca Poccuiickoit ®emepanyu (Cobpanne
3aKoHOAaTenbCcTBa Poccuiickoir ®emepanym, 2001, N 52, c1. 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, 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, 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) udpsr "227, 237 - 239"
3aMeHuTb Hudpamu "227, 235.1, 237, 238, 238.1, 239", uudpsr "321, 328"
3amMeHUTb Hudpamu "321, 327.2, 328",

Cratba 4

Buectu B Komekc Poccuiickoit @emepatiy 06 afMUHUCTPATUBHBIX
npaBoHapyueHusx (Cobpanme 3akoHomaTenbcTBa Poccuiickoit ®enmepanmn,
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, 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, c1. 1941; N 20, cT1. 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, 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, 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) cnemyomye NU3MeHEHNSI :

1) Buactu 1 ctaTbu 3.5 cjoBa "B cayyasix, MpeayCMOTPEHHbBIX CTaTheik
11.20.1, yacTbio 5 ctaTby 14.35" 3aMeHUTDH CJIOBAaMU "B CTyUasx,
MpeayCMOTPEHHBIX cTaTbsIMM 6.33, 11.20.1, yacteio 5 ctaTby 14.35", ciioBa
"B CJIy4yasix, IpelyCMOTPEeHHbBIX CTaThsiMM 5.38, 7.13" 3aMeHUTH clioBaMM "B
cJIydasx, IpeaycMOTPeHHbIX CTaTbsIMM 5.38, 6.33, 7.13", cyioBa "B cyvasx,
MpenyCMOTPEeHHBIX cTaThbsIMu 6.19, 6.20, yacTpio 1 cTaTthu 7.13" 3aMEeHUTH
CJI0BaMM "B CJIy4YasX, IpeayCMOTPeHHbBIX CTaTbsIMu 6.19, 6.20, 6.33, 4aCTbIO
1 cratbu 7.13";

2) ab3arl mepBbIii CTaThy 6.28 MocsIe CJI0B "MeIUIIMHCKUX U3Heanit"
JIOTIOTHUTD CJIOBAMM ", €CJIM 3TU OeiCTBUS He comepskaT IMPU3HAKOB
YTOJIOBHO HaKa3yeMoro JiesiHus,";

3) r1aBy 6 AOIOJNHUTD CTaThell 6.33 CleAyolero CogepsKaHus:

"Crartbs 6.33. O6pamenne GpanbcuUIMPOBAHHBIX, KOHTPa(PaKTHBIX,
He06POKaYeCTBEHHBIX ¥ He3aperuCTPYPOBaHHbIX JIEKAPCTBEHHBIX
CpeICTB, MEIUIIMHCKUX U3AeNnit 1 060poT dhanbcuduUIIMpOBaHHBIX
OMOJIOTMYEeCKM aKTUBHBIX JOOABOK

1. IIpon3BOACTBO, MpOaaska UM BBO3 HA TEpPpUTOPUIO Poccuiickoii
denepanyn GanbcudUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, MO0
IIPOU3BOACTBO, pean3alys Ui BBO3 Ha TePPUTOPUIO Poccuiickoin
denepanyu panbcudULMPOBAHHBIX MEOUIIMHCKUX U3HEINIA, 1100
IMpoAaka WM BBO3 Ha Tepputopuio Poccuiickoit @emepaunn
KOHTpa(haKTHBIX JIEKaPCTBEHHBIX CPEICTB, IMO0 peanu3alus ujin BBO3 Ha
TeppuTopuio Poccuiickoit ®emepaniny KOHTpahaKTHBIX MeAULIMHCKUX
U3IeInii, 160 060poT GanbCUPUIMPOBAHHBIX OMOTOTMYECKM aKTUBHbBIX
I06aBOK, eCcu 3TU AeiCTBUS He cofepykaT MPM3HAKOB YTOJIOBHO
HaKa3yeMoro AesiHusl, -



BJIeUeT HaJIOKeHMe aIMMHUCTPATUBHOrO 1Tpada Ha rpaskiaH B pa3Mepe OT
CEeMUIECSTY ThICSY IO CTa ThICSY pybJIeii; Ha AOIKHOCTHBIX JIUI] - OT CTa
TBICSIY 10 MIECTUCOT ThICSY PyOJIeit; Ha MHAUBUIYATbHbIX
MpeJpUHMMAaTeie - OT CTa ThICSY IO IIeCTUCOT ThICSIU pybsIei min
aIMMHUCTPATMBHOE IPUOCTAHOBJIEHME [1eSITeIbHOCTY Ha CPOK 110
IeBSIHOCTA CYyTOK; Ha IOPUANYECKUX JIUI] - OT OSHOTO MUJIJIMOHA [0 HSITU
MWUTMOHOB py6Jieit uiv agMUHUCTPATUBHOE NTPUOCTAHOBJIEHME
JlesITeJIbHOCTY Ha CPOK A0 IEeBSIHOCTA CYTOK.

2. [Ipopaxka unu BBO3 Ha TeppuToputo Poccuiickoit @emepaunm
HeJTI00pOKaueCTBEHHbIX JIEKAPCTBEHHbIX CPEICTB, JTMO0 peann3als uin
BBO3 Ha Tepputopuio Poccuiickoit ®enepaiyy Heo6poKaueCTBEHHbBIX
MeIUIIMHCKUX U3Ienii, MO0 He3aKOHHbIe ITPOU3BOACTBO, ITPOaka UK
BBO3 Ha TeppuTopuio Poccuiickoii @egepanyy He3aperucTpUpOBAHHBIX
JIEKapCTBEHHBIX CPENICTB, €CJIU 3TU ECTBUS He COAepKaT IMPU3HAKOB
YrOJIOBHO HAKa3yeMOrO0 JesHUS, -

BJIeUeT HaJIOKeHMe aAMUHUCTPATUBHOrO mTpada Ha rpaskaaH B pa3Mepe OT
CEMMIECSITY ThICSY 0 CTa ThICSY PybJIeil; Ha JOJIKHOCTHBIX JIUII - OT CTa
TBICSY 10 IIECTUCOT ThICSY pybJielt; Ha MHAVBUIYaTbHBIX
MpeIpyUHMMAaTeIe - OT CTa ThICSY IO IEeCTUCOT ThICSIU pybsIeit min
aIMUHUCTPATUBHOE MIPUOCTAHOBJIEHNE eSITe/IbHOCTU Ha CPOK A0
IeBSHOCTA CYTOK; Ha IOPUANYECKUX JIUIL - OT OJHOTO MUJIJIMOHA A0 TISITU
MUWUJUTMOHOB py0JIelt Uau afMUHUCTPATUBHOE ITPUOCTAHOBJIEHE
IesaTe/IbHOCTU Ha CPOK A0 IEeBSIHOCTA CYTOK.";

4)4vactu 2 v 3 ctateu 14.4.2 IpU3HATDL YTPATUBLIUMU CUITY;
5) B craTbe 23.1:

a) Byactu 1 mocsie ¢jI0B "4acThio 4 cTaTby 6.29," MOMOJTHUTD CJIOBAMM
"cTaTbhsIMM 6.33,", cj1ioBa "yacTIMu 2 U 3 ctaTby 14.4.2," 3aMeHUTD CJIOBOM
"CTaThsIMU " ;

0) ab3al1 UeTBepTHIii YaCTM 3 MOCJIe CJI0B "TIPeyCMOTPEHHBIX CTAThIMMU "
IIOTIOJIHUTD L pamu "6.33,";

6) BuyacTtu 1 cratby 23.81 c0Ba "4yacTbio 1 CTaTbU" UCKIIOUMNTD;

7) BuacTtu 2 ctaTbu 28.3:



a) myHKT 12 rocye uudp "6.16," gononHuTs uudbpamu "6.33,";

6) B myHKTe 18 mocsie ¢JIoB "4acThio 4 cTaThy 6.29," MOMOJHUTH CJIOBAMU
"yacTpio 1 (3a MCKIIOUeHMeM 060poTa ¢anbcu@UIMPOBAaHHBIX
010JIOrMYeCcK) aKTUBHBIX T0OABOK) M YaCThIO 2 CTaThu 6.33,", cjloBa
"gyactamu 2 u 3 ctaThu 14.4.2," UCKITIOUYUTD;

B) B ITyHKTe 19 cJji0Ba "TIpeyCMOTPEHHbBIX CTaThbsIMU 6.1, 14.26" 3aMeHUTD
CJI0BaMM "TIpeyCMOTPEHHBIX CTaTheil 6.1, yacThio 1 cTaThu 6.33 (B 4aCTU
ob6opoTa ¢GanbCUPUIVPOBAHHBIX OMOJIOIMUYECKM aKTUBHBIX T00ABOK),
craTbent 14.26";

r) MyHKT 63 1ocJje cJIoB "CTaThsiMU 6.27," HOMOAHUTD Iudppamu "6.33,".
Cratbs 5

YacTts 4 ctatbu 1 PemepanbHOro 3aKoHa OT 26 mekabpst 2008 roma N 294-03
"O 3aniuTe MpaB IPUANYECKUX JIUIL M UHAVUBUIYATbHBIX
NpeArnpuHUMaTesIei Mpy OCyIeCTBIeHUM roCyJapCTBEHHOTO KOHTPOJIS
(Ha30pa) ¥ MyHULIMIIAIBHOTO KOHTposIst" (Co6paHye 3aKOHOIaTeIbCTBa
Poccuitckoit @emepanym, 2008, N 52, ct. 6249; 2009, N 18, cT1. 2140; N 29,
cT. 3601; N 52, cT. 6441; 2010, N 17, cT. 1988; N 31, cT. 4160, 4193; 2011, N
17, c1. 2310; N 30, cT. 4590; N 48, cT1. 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) NOMOJIHUTH
MyHKTaMM 34 1 35 cefyolero coaepskatus:

"34) (hemepasbHbIi TOCYAAPCTBEHHBIN HA30p B chepe oOpaieHust
JIeKapCTBEHHBIX CPEJICTB;

35) rocymapCTBeHHbI KOHTPOJIb (Ha/I30p) B 00/1aCT 0OecIieueHus KauecTna
1 6€30ITacHOCTH MUIIEBBIX IMPOIYKTOB.".

CraTtba 6

Cratbio 38 ®enepanbHOro 3akoHa ot 21 Hosi6pst 2011 roma N 323-d3 "06
OCHOBAX OXpaHbI 3M0POBbs Irpakaad B Poccuiickoit @emepariun” (Cobpanue
3aKoHOmaTeNnbCTBa Poccuiickoin ®epgepanmm, 2011, N 48, ct. 6724; 2013, N
48, cT. 6165) momomHUTD yacTssMu 12 - 20 cyieAyIOIero comepskKaHms:

"12. ®anbcuduIMpoBaHHOE MeOUIIMHCKOE U3ene - MeAUIIMHCKOe
M3enne, COIPOBOKIAEMOe JIOXKHOM MHDOpMAaIMeil O ero XapaKTepUCTUKaX



U (MIN) IIpoU3BOAUTENE (USTOTOBUTEJIE).

13. Hego6pokauecTBeHHOE MEAUIIMHCKOE U3Aene - MeIUIIMHCKOe
u3aenne, He COOTBETCTBYIOIIEe TPeOOBAaHMSIM HOPMATUBHOM, TEXHUUECKOIA
¥ (MIM) 9KCIUTyaTallMOHHOM TOKyMeHTalluu ITPOU3BOAUTENS
(M3roTOBUTEJIST) IMOO B CJIyYae ee OTCYTCTBUS TPeOOBAHMUSIM MHO
HOPMAaTUBHOM JOKyMeHTAaIN.

14. KonTpadakTHOe MeIUILIMHCKOE U3Iene - MeIULIMHCKOe U3Iesune,
Haxopsieecss B 0600poTe ¢ HapyllleHeM TpaskJaHCKOTO 3aKOHOIATe/IbCTBaA.

15. 3amnpeniaeTcst MpOU3BOCTBO:

1) MeAUIIMHCKUX U3, HEe BKIIOUEHHBIX B TOCYIapCTBEHHbIN PeecTp
MeIUIIMHCKUX U3Ienii U OpraHm3anuii (MHOIUBUIYyaTbHbIX
MpeIpYHUMATEIe), OCYIIeCTBIISIOMINX ITPOM3BOICTBO U U3TOTOBJIEHNE
MeIUIMHCKUX UL/, 3a MCK/IIOUeHeM MeIULIMHCKUX U3Ieii,
MIPOMU3BOAMMBIX JIJISI IPOBEIEHNS VCIIBITAHUI M (VJIN) UCCIIeJOBaHMIA;

2) panbcu@UUIMPOBAHHBIX MeIULIMHCKUX U3TEITUIA.

16. 3ampeniaeTcs BBO3 Ha Tepputoputo Poccuiickoit @epepanm
danbcuUIMPOBAHHBIX MEOULIMHCKUX U3IeNNii, HeqoOpoKaueC TBEHHbIX
MeIUIIMHCKUX U3Heauit M KOHTpahaKTHBIX MeIUIIMHCKUX U3 e INiA.

17. 3amnpeniaetcst peann3anys GaabCcUOUIMPOBAHHBIX MeIUIIMHCKUX
M3ennii, HemoOpPOKaueCTBEHHBIX MEAUIIMHCKUX U3 U
KOHTPa(haKTHBIX MEIUIIMHCKUX U3,

18. ®anbcuduiipoBaHHble MeAUIIMHCKIME U3TIENS U
He00poKaueCTBEHHbIE MEeIUIIMHCKME U3IeNs TTO/IJIesKaT U3BSITUIO U
MOC/IeAYIOIIEMY YHUUTOXEHNUIO WJIM BBIBO3Y C TeppuTOopum Poccuiickoi
®epepanyn, a KOHTpadaKkTHbIE MeIULIMHCKME U3IENINUS - USHSTUIO U
MOC/IeAYIOIeMy YHUUTOXKeHNI0. BeIBO3 ¢ TeppuTOopun Poccuiickoin
denmepanyn panbcubULIMPOBAHHBIX MEAUIIMHCKUX U3 U
HeI00pOKaueCTBEHHBIX MEeIULIMHCKIUX M3/ OCYLIEeCTB/ISIETCS 3a CUeT
JIM1a, OCYIeCTBMBIIErO MX BBO3 Ha Tepputoputo Poccuiickoit ®epgepauyn.

19. TTopsSiAOK YHUUTOKEHUS U3BAThIX DambCUbUIMPOBAHHBIX MeIUIIMHCKIX
U3aennii, HeoOpPOKaueCTBEHHBIX MEIULIMHCKUX U3 U
KOHTPa(DaKTHBIX MEIUITMHCKUX U3 YCTaHABIMBAETCS



[TpaBuTtenscTBOM Poccuiickoit ®emepaiiuim.

20. Pacxoppl, cBSI3aHHbIE C YHUUTOKeHMEeM (panbcuduIimpoBaHHBIX
MeIMULIVMHCKUX U3Je/nii, HeloOpOKaueCTBEHHbIX MeULIMHCKUX U3LeNnil 1
KOHTpa(aKTHbIX MeIUIIMHCKUX U311, BO3MEIIAITCS UX BlIaJleNbleM." .

Cratbs 7

AG63a1Ipl IATHIN - BOCBMOJA ITyHKTa 6 cTaTbhy 39 deepasbHOr0O 3aKOHa OT 25
Hos10pst 2013 roma N 317-®3 "O BHeCeHUM U3MEHEHU B OTHe/IbHbIE
3aKOHO/IaTeibHbIe aKThbl Poccuiickoii ®enmepanyuy u MpmusHaHUU
YTPaTUBIIMMU CUTY OTHEebHBIX MTOJOXKEeHUI 3aKOHOaTebHbIX aKTOB
Poccuiickoit @epepaniyiy o BOIpocam OXpaHbl 340POBbS IPaKIaH B
Poccuiickoit @enmepaunn” (CobpaHme 3aKOHOAATENIbCTBA PoccuiicKoii
®epepanun, 2013, N 48, cT. 6165) Mpu3HATh YTPATUBIIUMU CUITY.

CraTps 8
Hacrosmuii ®enepanbHblii 3aKOH BCTyMaeT B cuiy ¢ 23 suBaps 2015 roaa.

IIpesuneHT
Poccuiickoi @engepanu
B.IIYTUH

MockBa, Kpemib
31 mexabps 2014 roma
N 532-®3



