POCCHUNCKAS ®OEJEPALIMA
OEJAEPAJBHBIN 3AKOH

O BHeceHHH RIMEHEHNH B OTACILHBLIC 3AKOH0AATEIbHbIE AKThbI
Poccewmitckoii @eaepaniii B YACTH NPOTHBOAEHCTBHA 000pOTY
daabcuduuHpPOBAHHBIX, KOHTPA(aKTHBIX, HEJOOPOKAYECTBEHHEIX
H HEe3APErHCTPHPOBAHHLIX IEKAPCTBCHALIX CPCACTB, METHUHHCKHX
uzaenuii n paanLcuPpUUHPOBAHHBIX OHOOTHYECKH aKTHBHBIX 100aBOK

[punsat [N'ocynapcTeenHol Jymon 19 nexadps 2014 rona
Quno6peH CosetoM Pejepaluu 25 nexa6ps <014 roma
Crarpa 1

Buectn B YrousioBHel kxonmekc Poccuiickoit ®enepauun (Cobpanue
3akoHoaarcnbeTBa Poccriickolt entepaunu, 1996, No 25, cr. 2954; 1998, Ne 26,
cr. 3012; 1999, Ne 12, cr. 1407; Ne 28, ct1. 3490, 3491; 2001, Ne 11, ct. 1002;
Ne 47, cr. 4405; 2003, No 27, c¢r. 2712; No 50, ct. 4848; 2004, Ne 30, c1. 3091;
2005, Ne 1, cr, 13; 2006, Ne 2 ct, 176; Ne 31, ct. 3452; 2007, Ne 21, c¢1. 2456;
No 31, cr. 4008; Ne 45, cT. 5429; 2008, Ne 15, cr. 1444; Ne 52, cT. 6235; 2009,
Ne 31, et 3921; Ne 52, cr. 6453; 2010, Ne 19, cT. 2289; Ne 21, cr1. 2525; Ne 49,
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cT. 6412; 2011, Ne 11, cr. 1495; Ne 19, c1. 2714; Ne 30, cT. 4598; No 50, c1. 7362;
2012, Ne 10, cr. 1162, 1166; No 24, cr. 3071; Ne 30, cr. 4172; Ne 47, cr. 6401;
Ne 533, e1. 7633, 7637, 2013, No 26, ct. 3207; Ne 27, ct. 3442, 3477; Ne 30,
cT. 4078; Ne 44, ¢1. 5641; Ne 48 cr1. 6165; Ne 51, ¢t. 6685, 6696; No 52, cr. 6945,
6946; 2014, Ne 19, cr. 2310; Ne 23, c1. 2927; Ne 26, ct. 3385; Ne 30, ct. 4278)
CIIeAYIOILUE M3MCHCHUHA!

1) nyskT "a" yacTH mepBoif ctaThu 104 mocme uupp "234," j0TMOTHUTE
undpamu 235" 2381,", irocne uudp 307 - 309," nonosHuTs UMb pamu ”3272,”;

2) AOTONHUTD CTAThEH 235 CIEIYIOIIETO COACPHKAHUN:

"Cratbs 235", HezakoHnoe NPOU3BOICTBO JEKAPCTRBEHHBIX CPEACTR
H MEMITHHCKHX H3JeJaHH

1. Ilpou3BOACTBO NIEKAapCTBEHHBIX CPC/ACTB WJIM MEAMI{MHCKUX H3ICIHMH
0e3 cheLUanbHOro paspelieHust (JIMIUCH3UM), CCAHW Takoe paspeigeHue (Takas
JTUICH3MS ) 00s3aTeNBHO (00s3aTeNbHA), -

i[aKa3blBAETCs TUIIEHUEM CBOOOABI HA CPOK OT Tpex [0 TSITH Jier
co wmrTpadoM B pasMepe OT MATUCOT THICHY 0 JiBYX MHIUTHOHOB pyOeii
WU B pa3Mepe 3apaboTHON MIaThl MM MHOTIO J10X0Ja OCYHKICHHOTO 32 1epuo/]
OT L{IeCTU MECSLEB A0 BYX JIET UITU O€3 TAKOROro.

2. Te xe aeauus, coBeplecHHbBIE:

4) OpraHU30BAHHON IPYINOH;

0) B KpyIHOM pazmepe, -
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HaKa3bIBatOTCH JHIICHUEM CBOOOABI HA CPOK OT MATH IO BOCBMH JIET
co wrpadoM B pasMepe OT OJHOIO MUIUIMOHA [0 TpeX MWUIHOHOB DyOieH
Jnbo B pasmepe 3apaboTHOH MaaTLl WM UHOFO J0XOJa OCYXKICHHOIO
3a 1Mepro]l OT OJHOTO T'o/a 10 TpeX JeT uid 0e3 TAKOBOro.

Ilpumeyanue. KpynHbiM pasmMepoM B HAacTOAIIEH CTaTbe IIPH3HAETCS
CTOMMOCTb JICKAPCTBEHHABIX CPEACTB WM MEAHLIMHCKAX W3JCIHHA, IPEBbILUAOIILAsL
CTO ThICHY pyb.1eii.”;

3) norolHirTh cTarheil 238’ cuenyromero coepKanus:

"Craths 238", Obpamenne panscupuunpoBaHbIX,

He00POKAYECTBEHHLIX H He3aPEerHCTPHPOBAHHBIX
JIeKAPCTBEHHBIX CPeICTR, MEARIIMHCKHX H3/eTHH
u 060poT PpanbeHPHIHPOBAHHBLIX OHOJOIHYECKH
AKTHBHBIX 100aBOK

1. TlpoussoactBo, c¢ObIT MM BBO3 Ha TeppuTopuiro Pocculickoit
Denepauuy GanbCHOUUUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB MM MEIMIUHCKUX
uznennit, smbo cOLIT unM BBO3 Ha Tepputopuio Poccmiickoit ®denepannmn
HeA00POKa4YeCTBEHHBIX JIEKAPCTBCHHBIX CPEJCTE WM MEIMLIMHCKUX H3JCIuH,
b0 HC3aKOHHBIE fIPOU3BOACTBO, COBIT MM BBO3 Ha TeppuTopmic Poccuitckoi
Penepany B Ueisix cObITA HE3APEIUCTPUPOBAHHBIX JTEKAPCTBEHHBIX CPEICTB
UMM MEOMLMHCKHAX  M3Jenuil, Jtmbo npou3BOACTBO, COBLIT UM BBO3
na tepputopuio Poccuitckoit @efepannit GansCUGUIUPOBAHHBIX OMOIOTHYECKH
aKTHBHBIX J00aBOK, COJEPWALIAX HE 3asBACHHBIE NPH [OCYAapCTBEHHOI

perucTpanud ¢apManeBTHIeCKUe CyOCTaHIIHM, COBEpIIECHHRIE B  KPYIHOM

pasmepe, -
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HAKa3bIRAKTCS NIPUHY TUTEABHBIMU PA0OTAMM 1A CPOK OF TPEX A0 NIATH JieT
C NHIICHUEM IipaBa 3aHUMATh OMPEAENEHHbIC JOJKHOCTH MM 3aHHMATHCA
onpeje/ieHHON IeATeIbHOCTBIO Ha CPOK [0 Tpex Jer uiad 0e3 TakoBoro
AnGo JilIeHHeM cBOOOMBI Ha CPOK OT TpeX [0 MSTH JeT cO WTpadoM B pazMepe
OT MATUCOT THICSY A0 JIBYX MINIMOHOB pyOnel wiM B pasMepe 3apaborHoil
I7aThl UM MHOTO JOX0JA OCYXKAEHHOTO 34 [TEPHO/ OT IISCTH MECHIEB 10 ABYX
ger wim Oe3 TakoBOro M ¢ JIMINGHHEM {IpaBa 3aHUMarh ONpeac/IeHHbIE
JIOTKHOCTY MITH 3aHUMAThCA ONIPCACIICHHOU JEATEILHOCTRIO Ha CPOK A0 TpeX Jjiet
W 0e3 TakoBOIO.

2. Te e NestHAs, eclid OHN:

a) COBCpILIEHBl IPYyNIod AUIl 110 IPEABAPUTEIILHOMY  CrOBOPY
WIIH OPTaHu30BaHHOH I'PYIINON,

©) 110BIICKNIA 110 HEOCTOPOMHOCTH [PAYMHEHHE TSHKKOIO BPEAa 310POBLIO
11100 CMEpTh YENIOBeKa, -

HAKa3blBAIOTCA JIMIIEHHEM CBOGOJBI Ha CPOK OT ISITH JI0 BOCBMH JieT
co mTpadoM B pasMepc OT OAHOI'O MHINMOHA /IO TPEeX MMWUIMOHOB pyOuei

a4 B pasMepe 3apaboTHOH MIaThl MAKM HHOTO JOX0/A2 OCYKISHHOI'O 32 NICPHOJL

OT 0JIHOTO I'oja A0 TpeX JIeT uJiH 0€3 TaKoBOro U ¢ JIMILCHUEM [IpaBa 3aHUMATH
Onpe/ieNieHUbIE JOMKHOCTH HIIHM 3aHMMATBCH ONPENEICHHOH ACITeIbHOCTLIO

Hd CPOK JO [IATH J1CT WK 0e3 TaKoBOTO.
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3. Mesnius, MpeyCMOTpEHHBIE YacTAMU IEPBOM MM BTOPOH HACTOSAMIEH
CTaThH, MOBACKILINE 10 HEOCTOPOXHOCTH CMEPTh JBYX HIIM DoJlee UL, -

1IAKa3bIBAIOTCH JMILIEHHEeM CBOOOJBI HA CPOK OT BOCHMH [0 ABECHAMUATH
et co wrpadoM B pasMepe OT JIBYX MHUIUIMOHOB [0 ISTH MUILTHOHOB pyOIeH
UAd B paszMepe 3apaboTHON mirarsl ¥ HHOTO J0X0Aa OCYXKJIEHHOTO 3a NEPHOJ
OT ABYX OO MATH JIeT WM 0e3 TakoBOro U ¢ JIMIIEHHEM I[IpaBa 3aHWMarh
ONpPECICHHLIE JODKHOCTH UM 3aHUMATBCS ONMPEAENEeHHON JIeATeNbHOCTLIO
Ha CPOK {0 ASCSATH JIeT Ul 0e3 TakoBoI .

IMpumeuanua, 1. JleiicTeue Hactosuiell ¢ratbu HE pacnpoCTpaHseTCs
Ha cJly4ad HEe3aKOHHBIX COBITA M BBO3a Ha TeppuTopHuio Poccuiickoit eaepatinn
HapKOTUUCCKWX  CPEACTB, NCUXOTPONHBIX  BEUIECTB, UX I[PEKYpPCOpOSB,
CHIIBHOJEHCTBYIOIMMX WM SAJOBHUTLIX BEIIECTB, a TakkKe HE3aKOHHOIo
IIPOU3BOJICTBA HAPKOTHYECKHUX CPEACTB, TCHXOTPOMNHBIX BEHISCTB WA UX
[IPEKYpPCOPOB.

2. KpynHeIM pa3sMepoM B HacTOALLEH CTaThe IMPH3HACTCS CTOHMOCTB
JIEKAPCTBEHHBIX CPEICTB, MEIUIIMACKUX M3AC/IMH WM OHONOrMYeCKH aKTUBHbIX
JTI00ABOK B CyMMe, IPeBBILIAIOIIEH CTO ThiCAd pyOei.";

4} ROIIOJHHTH CTaThel 327° CJIeJIYFOUIETO CO/CPHKAHUA:
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"Crarbst 327°. Tloageaka JOKYMEHTOB Ha JEKAPCTBEHHbIC CPEICTBA
HJIH MeTHIAHCKHE H3IeIHsl HIIH YIAKOBKY
JAEeKAPCTBEHHBIX CPEACTE HAH ME/IHUHHCKHX W3/1eaHH

.  UsroroBaemwe B Il€JAX  HMCNIONB30BaHWS MMM COBITA
A1n00 UCIOIB30BAHME 3aBCAOMO MOANETbHBIX AOKYMEHTOB Ha JIEKAPCTBEHHBIC
CpelcTBA WM MEAMLUKHCKHE H3Aeans (PerucTpalloOHHOTO YIOCTOBEPEHHS,
cepTUKATa WIK JIEKTAPaAUKM O COOTBETCTBHUH, WHCTPYKLIHMH IIO IIPUMEHEHHIO
JTEKAPCTBEHHOTO npenapara HITH HOPMATUBHOH, TCXHUUCCKOH
M 3KCOJAYATalHOHHOW — JOKYMEHTAUWW  TIPOH3BOAMTEAS  (M3TOTOBUTEJIS)
MEIMIMHCKOTO U3AENus), -

HaKa3blBaAlOTCA 1UTpaoM B pasMepe OT ISTUCOT ThICAY [0 OJHOTO
MUUIHOHZ pyOilell unu B pasmepe 3apaboTHOM 1UTaThl WM HHOIO A0X0ja
OCYAJEHHOIO  3a  [epuojJ  OT  OJHOrO  rojga  jlo  AByX  JET,
00 NPUHYIHUTENbHBIMK paboTaMH Ha CPOK J0 TpexX JeT, Nudo NULieHUeM
CBODO 1! HA TOT %€ CPOK.

2. HasrotoBmeHuwe B HensiX  HCHONb30BaHUS WM cObIta
100 HCIONL30BAHUE 3aBE/IOMO NOICIBHBIX MEPBUYHON yNakoBku H (Wim)
BTOpHUHON ([TOTPEOMTEIBLCKOM ) YITAKOBKHY JISKAPCTBEHHOI'O Tpenapara -

HakaskIBAOTCH INTpadoM B pazMepe OT MIATUCOT ThICAY JI0 OMHOrO

MuiHoHa pyOiiefl Wi B pasMepe 3apa0OTHOH IUIaTBI KWW WHOTO A0XOHMA

OCYHJCHHOTO 3d nepuon oT OIOHOI'O roga A0 ABYX JCT,
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TUO0 OPUHYAUTE/LHBIMA padoraMu Ha CpoK [0 Tpex Jet, Audo JHLIeHHEM
cBOOOMLI HA TOT XKE CPOK.

3. CoBeplueHue JesHUi, OpelyCMOTPEHHBIX YacTAMH IIEPBOH WITH BTOPOH
HaCTOSIILEH CTATbH, OPTaHU30BAHHON IPyNIIOHN -

HAKA3bIBAETCS JIMIICHHEM CBOOOJALI Ha CPOK OT MSTH A0 JECSTH JeT
¢ NHIICHWEM NpaBa 3aHUMAaTh OMpelelleHHbIe NOKHOCTH WM 3aHHMAThCH
ofnpeieNeHHON NedaTeIbHOCTRIO Ha CPOK IO TpeX JeT.".

Cratbsa 2

Buectn B8 @epepansubii 3axon or 2 gHBapsg 2000 roxa Ne 29-@3
"O  kadectBe U OeszomacHocTH  THIIeBblX  npoaykrtos"  (Cobpanue
3akoHogaTenscTBa Poccuitickoit Menepanun, 2000, Ne 2, cr. 150; 2003, Ne 27,
cT. 2700; 2004, Ne 35, c1. 3607; 2006, Ne 14, c1. 1458; 2007, Ne 1, cr. 29; 2011,
Ne 1, ct. 6; Ne 30, c1. 4590, 4596) cnenyromue U3MEHEHUS:

1) ab3an wecTHaAUATHINA CTAThU | U3IOWKHTH B CHEIYIOLICH peaaKIli:

"thanbcH(PUIMPOBAHHBIC MUITIECBBIE IPOAYKTHI (B TOM YHCiIE OHOJOTHUECKH
aKTUBHBIC AODABKU), MATePUASbl U U3JITHS - NTUIIEBbIE TPOAYKTH (B TOM 4MCIE
buonorudeckd akTUBHblE J00aBKH), MaTepualbl W H3JCTUS, YMBIIIEHHO
U3MEHEHHbIE (DOoAae/AbHbIe) H (M) UMEIONIHe CKPBIThIC CBOMCTBA U KauecTBO,
HHGOPMALHS O KOTOPBIX ABJSAETCS 3aBEXOMO HEMOIHON HITH HeJloCTOREpHOHU;";

2) nyHKT 2 craThi 13 1000IHUTE ad3aleM CISAYIOMEro CONEePKanus:
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"Tlpu opranuszauuyd U NPOBENEHUH MEPONpPUSTUH TIO0 IroCyAapCTBEHHOMY
Hamsopy B o0jgacty olecriedcHUsi KauecTBa W O€30MACHOCTH NHULUEBbLIX
OPOAYKTOB, MATEPHAIOB M W3AENUH  NpPEJBapHTENBHOEC  YBCIOMIICHUC
FOPUJIMYECKUX JH1 170051 VHAMBAIYAIbHBIX npeanpaHuMaTenei,
OCYUISCTBIAIOIMX [TPOU3BOACTBO MNHUMICBOW HpoaykuuH, u (wm) obopoT
MALIEBOH fIPOAYKIMK, M (WIM) OKazaHue yciayr OOLIEeCTBEHHOrQ [MTaHus,
0 Havase 1pPOBE/ICHUs BHEIIAHOBOM BRIC3/THOM MpOBEPKU He TpedyeTcs.”,

Crares 3

B noanyuxre "a" nmyukta 1 wactu BTOpoil cTtateu 151 YronosHo-
MpOLEeCcCYaIbHOTO KOJleKcd Poccuiickoii deaepanuu (Cobpanue
3aKoHoaaTenscTBa Poccuiickoit @eaepauun, 2001, Ne 52, cr. 4921; 2002, Ne 22,
cT. 2027; No 30, cr. 3020, 3029; Ne 44, cr. 4298; 2003, Ne 27, cT. 2700, 2706
Ne 50, ct. 4847; 2004, Ne 27, c1. 2711; 2005, Ne 1, ct. 13; 2006, Ne 28, ct. 2975,
2976; Ne 31, c1. 3452; 2007, Ne 1, ct. 46; No 24, c1. 2830, 2833; Ne 49, ct1. 6033;
Ne 50, cT. 6248; 2009, Ne 11, ct. 1267; Ne 44, ct. 5170; 2010, N 1, cT. 4; No 15,
¢t 17565 Ne 21, ct1. 2525; Ne 27, c1. 3431; Ne 31, c1. 4164, 4193; Nv 49, ¢r. 6412;
2011, Ne 1, ¢r. 16; Ne 23, c1. 3259; Ne 30, cT. 4598, 4605; No 45, ¢1. 6334; Ne 50,
ct. 7361, 7362; 2012, No 10, ct. 1162, 1166; Ne 30, cr. 4172; Ne 31, ¢T. 4330,
4331; No 47, ct. 6401; No 49, cr. 6752; Ne 53, cr. 7637; 2013, Ne 26, cv. 3207;
Ne 27, ¢1. 3442, 3478; Ne 30, cr. 4078; Ne 44, ct. 5641; Ne 51, cT. 6685; Ne 52,

cT. 6945; 2014, Ne 19, c1. 2303, 2310, 2333; Ne 23, ct. 2927; No 26, c1. 3385;
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Ne 30, cr. 4219, 4259, 4278; Ne 48, ¢1. 6651) undpst "227, 237 - 239" 3amennts
undpamu "227, 235', 237, 238, 238", 239", nudpur "321, 328" 3aMeHHTH
nugpamu "321, 327% 328",

Cratba 4

Buecru B Kopeke Poccuiickoii ®ejiepauuu 00 agMUHUCTPATHBHBIX
nipagoxapymenuax (Cobpaumue 3akoHomarenscTBa Poccuiickoit ®epepauum,
2002, Ne 1, ¢t. 15 Ne 30, cr. 3029; No 44, c1. 4295; 2003, Ne 27, ct. 2700, 2708,
2717; No 46, ct. 4434; No 50, ct. 4847, 4855; 2004, No 31, ct. 3229; Ne 34,
ct. 3529, 3533; No 44, cr. 4266; 2005, Ne 1, c1. 9, 13, 40, 45; Ne 10, cr. 763;
Ne 13, cr. 1075, 1077; No 19, ct. 1752; No 27, c1. 2719, 2721; Ne 30, c1. 3104,
3131; Ne 50, c1. 5247; Ne 52, ¢T. 5574; 2006, Ne 1, cT. 4, 10; Ne 2, cr. 172; Ne 6,
ct. 636; No 10, c. 1067; Ne 12, c1. 1234; Ne 17, c1. 1776; Ne 18, cT. 1907; Ne 19,
cT. 2066; No 23, cr. 2380; Ne 31, cr. 3420, 3438, 3452; Ne 45, ¢1. 4641; Ne 50,
cT. 5279, 5281; Ne 52, ct1. 5498; 2007, Ne 1, ¢r. 21, 29; No 16, ¢1. 1825; Ne 26,
cT. 3089; Ne 30, ¢r. 3755; No 31, cT. 4007, 4008; No 41, ¢1. 4845; Ne 43, cT. 5084;
No 46, cr. 5553; 2008, Ne 18, ct. 1941; Ne 20, cr. 2251, 2259; Ne 29, c1. 3418;
Ne 30, cr. 3604; No 49, ct. 5745; Ne 52, c1. 6235, 6236; 2009, Ne 7, ¢r. 777,
Ne 23, ct1. 2759; Ne 26, cr. 3120, 3122; Ne 29, c1. 3597, 3642; Ne 30, ct. 3739;
Ne 48, c1. 5711, 5724; Ne 32, c1. 6412; 2010, No 1, ct1. 1; No 19, c1. 2291; No 21,
cT. 2525; Ne 23, cT. 2790; Ne 27, ct1. 3416; Ne 30, ct. 4002, 4006, 4007; Ne 31,

cT. 4158, 4164, 4193, 4195, 4206, 4207, 4208; Ne 41, ct. 5192; Ne 49, c1. 6409,
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2011, Ne 1, cr. 10, 23, 29, 54; Ne 7, c1. 901; No 15, c1.2039; Ne 17, ¢t. 2310;
Ne 19, ¢1. 2714, 2715; No 23, ct. 3260; No 27, c¢r. 3873; Ne 29, ct. 4290, 4298;
Ne 30, cr. 4573, 4585, 4590, 4598, 4600, 4601, 4605; No 46, cr. 6406; Ne 47,
cT. 6602; No 48, ct. 6728; No 49, cr. 7025, 7061; Ne 50, ct. 7342, 7345, 7346,
7351, 7352, 7355, 7362, 7366; 2012, Ne 6, cr. 621; Ne 10, cr. 1166; Ne 19,
cT. 2278, 2281; Ne 24, cr. 3069, 3082; Ne 29, cr. 3996; Ne 31, cr. 4320, 4330;
Ne 41, ¢r. 5523; Ne 47, ct1. 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, c1. 3207, 3208, 3209; No 27, ct1. 3454, 3469, 3470, 3477,
Ne 30, ct. 4025, 4029, 4030, 4031, 4032, 4034, 4036, 4040, 4044, 4078, 4082;
Ne 31, cT. 4191; Ne 43, ct1. 5443, 5444, 5445, 5452; Ne 44, c1. 5624, 5643; Ne 48§,
cr. 6161, 6163, 6165; No 49, ct. 6327, 6341, 6343; No 51, c1. 6683, 6685, 6695,
6696; Ne 52, ct. 6961, 6980, 6986, 6994, 7002; 2014, Ne 6, cT. 557, 559, 566;
Ne 11, c1. 1092, 1096; Ne 14, ct. 1562; No 19, c1. 2302, 2306, 2310, 2317, 2324,
2325, 2326, 2327, 2330, 2335; Ne 26, cr. 3366, 3379; Ne 30, ct. 4211, 4214,
4218, 4228, 4233, 4244, 4248, 4256, 4259, 4264, 4278; No 42, ¢1. 5615; Ne 43,
¢T. 5799; Ne 48, ¢1. 6636, 6638, 6642, 6643, 6651) cneayroiiue u3MeHEHUS:

1) B uactu 1 crateu 3.5 cioBa "B cliydasx, TIPeJyCMOTPEHHBIX CraThei
11.20', wacteio 5 crateu  14.35"  3aMeHNTH cIOBaMH "B clydasx,

HPeyCMOTpeHHbIX cTaTbsaMu  6.33, 11.20%, wacteio 5 craren 14.35", ciosa
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B Cilydasix, OpenyCMOTpeHHbIX craThsamu 538, 7.13" 3aMeHHThL ClIOBaMu
"B coyuasx, IpedycMOTPeHHbIX crtaThamu 5.38, 6.33, 7.13", cnoBa "B ciayvasx,
NMpeayCMOTPeHUBIX cTatbsMu 6.19, 6.20, uacteto | crateu 7.13" 3ameHHTH
cioBamu "B clydasx, MpeIycMOTPEHHBIX crarbiMu 6.19, 6.20, 6.33, wacteio |
cTatbu 7.13";

2) ab3zan uepsbiii crare 6.28 rnocie ciios "MEIHUIHHCKUX H3uemit”
JAONOJHNTL CITOBaMHU ", €CIIM 3TH ACHCTBHS HE COJEPKAT TPHUIHAKOB YTOJOBHO
HAKa3yeMOro jlesuus,’

rnapy 6 AONMOJAHUTL cTaThell 6.33 cilenylolero coaepKaHns:
3) rnasy 6 cTathbeit 6.33
"Crartpd 6.33. Obpamense panbcHPHIUPOBAHHBIX, KOHTPadaKTHBIX,
HeA00pOKAYECTBEHHLIX H HE2APETHCTPHPOBAHHBIX
JeKAPCTBEHHBIX CPEACTB, MEAMHUHCKHX U3/ICTHH
n 0bopor dpaabcHPUIHPOBAHHLIX GHOIOTHYECKH
AKTHBHBIX 1062BOK

1. TpoussonmcrBo, Ipomaxka MJIM BBO3 Ha TeppuTopuio Poccutickoif
Meacpauunn danscHdUEPOBAHIIBIX NeKapCTBEHHBIX CpeJICTB,
aubO  NpPOU3BOJCTBO, pealld3aumd MIM BBO3 Ha TeppuTopuio Poccuifckoit
degepanuyn  GanbCUPUIUPOBAHHBIX MEIMIMHCKUX M3jemid, b0 npoaaxa
uaM  BBO3 Ha Teppuropuio  Poccmiickoit  ®enepauru  KoHTpahaKTHBIX
REKapCTBEHHBIX CpelcTB, IMO0 peanu3auus WUIH BBO3 Ha TEPPHTOPHIO
Poccniickoll @egepaunn KoHTpa(GakTHLIX MEIUIHHCKUX H3AeIHH, U500 060opoT

banbenUUUpOBaHHBIX OMONOTHYECKH aKTUBILIX A00ABOK, €ClU 3TH AeHCTBUSA

HE COAEPXAT IIPU3HAKOB YTOJIIOBHO HAKA3YCMOIo ACAHMKA, ~
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B/IeYeT HATOXKCHME AJIMMHUCTPATUBHOIO IuTpada Ha IpaxkiaH B pasMepe
OT CEMHIECATH THICHY IO cTa Thica4 pyOned; na AOHKHOCTHBIX ML - OT CTa
THICAY JIO IIECTHCOT Thicsy pyOned; Ha WHIUHMBHIYaNbHbIX peilipUHUMaTeeit -
OT ¢Ta THICAY JO UIECTHCOT THICAY PyONmedl wWiM aIMUHUCTPATUBHOE
IIPUOCTAHOBICHHE NEATENLHOCTH HA CPOK JIO IEBAHOCTA CYTOK; Ha IOPUIHYECKUX
JIUIIL - OT OJIHOI'0 MUJITHOHA J0 TIATH MHJUTHOHOB pyOJIeh Unu aAMUHUCTPATUBHOE
[PUOCTALIOBIICHUE JICATETBHOCTH Ha CPOK A0 JEBSIHOCTA CYTOK.

2. Tllpoaaxxa wunu BBo3 Ha Teppatopuio Poccuiickoiin  ®Depepauuu
HeLOOPOKAYECTREHHBIX  JIEKAPCTBEHHBIX — CPelcTB, MO0  peanuzauus
Wi BBO3 Ha Tepputopuio Poccuiickoit Megepannu HeJOOPOKAYECTBEHHBIX
MEeNMUMHCKUX  u3denuif, nudo  He3aKOHHBIE  NPOU3BOJCTBO, MpOAAKa
WM BBO3 Ha TeppuTopuio Poccuilckolt @enepanuu He3aperucrpHpOBaHHbIX
JIE€KapCTBEHHBIX CPEICTB, €CJIM ITU ACHCTBUS HE COAEPKAT NPUZHAKOB YIOJOBHO
HAKA3yeMOI'0 JesHud, -

BJCHET  HAJIOXKeHUe  aAMUHUCTPATUBHOTO iTpada Ha  rpaxaal
B pa3sMcpe OT CEMHIECITH ThICAY IO CTa ThICHY pyOneil; Ha NOIKHOCTHBIX JIMI] -
OT CTa ThiCAd O IOCCTHCOT Thicstd  pyOnell; Ha HMHAHBHAYALHLIX
npeAnpuHUMAaTele - OT CTa ThicAY A0  WIECTUCOT Thicad  pyOiel
Ui aJMUHUCTPATUBHOC  NPUOCTAHOBIEHWC  JICITEIBHOCTH  Ha  CPOK

A0 JEBAUOCTA CVTOK, Ha HPHIHYCCKHX AHIT - O QJHOro MHJLJIMOHa 10 TIATH
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MHIUIMOHOB pyOied UMW aJMUHUCTPATHUBHOE MPHUOCTAHOBIECHUE JIEHTECIBHOCTH
Ha CPOK JI0 JICBSHOCTA CYTOK.";

4)yactu 2 ¥ 3 cTaThu 14.4 ITPU3HATbL YTPATUBLIIUMU CHUILY;

5)B ctarbe 23.1:

a) B Hactd 1 rocne cios "dacTero 4 ctated 6.29," AONOAHHTH CIOBaMH
"ecrareamu 6.33,", caosa "yactamMu 2 W 3 CTaTbH 14.42," 3aMEHUTL CIIOBOM
"cTaThaMH'";

0) ab3aln 4eTBepThId YacTH 3 MOCHE CROB "MPEeAYyCMOTPEHHBIX CTATbAMU'
JonoaHuTh Uudpamu "6.33.";

6) 8 yactu 1 craten 23.81 citoBa "dacTeio | cTaThU" MCKITIOUUTE;

7) B uactu 2 crathu 28.3:

a) NyHKT 12 nocae uudp "6.16," nononuuts nudpavu "6.33.";

0) B nyuxre 18 nocne cioB "yacthio 4 ctathbi 6.29," DOMONHUTH CIOBAME
"gacteto | (3a McKIOYeHHeM 000poTa (aikCUPUUUMPOBAHHBIX OUONOTMYECKH

"

AKTUBHLIX JA00aBOK) ¥ 4acreio 2 crateum 6.33)", csosa "wactamMu 2 u 3
CTATbU 14.42," UCKIIIOYHTh,

B) B IIyHKTE 19 cnoBa "npenycMOTpeHHBIX crarbamu 6.1, 14.26" zaMennTs
C/IOBAMM MIPEIYCMOTPEHHBLIX cTartwhedt 6.1, uwacteio 1 crateu 6.33 (B 4gactu
obopora  danbcuPprUUMpOBaHHBIX — OHOJOTUYECKM  AKTHBHBIX  100aBOK),

crarbeit 14.26";

r) nyHKT 63 nociie cjoB "crathsimMu 6.27." nonmonnauts udpamu "6.33,".
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Cratpa 5

Yacts 4 crarsu | DenepanbHoro 3akona ot 26 pexabps 2008 roga
Ne 294-®3 " 3ammre 0paB  OPUAHYECKUX Il M UHANBANYAITBHBIX
NpeaipuHAMATe/ici  TipM  OCYUIECTBICHHH TOCYOApCTBEHHOIO  KOHTPO:s
(ramzopa) ¥ Mynuuunansinoro kKontposs” (Cobpanue 3aKOHOAATE/1bLCTBA
Poccuiickoit ®enepaunn, 2008, No 52, cr. 6249; 2009, Ne 18, ct. 2140; Ne 29,
cr. 3601; Ne 52, cr. 6441; 2010, Ne 17, cr. 1988; Ne 31, c1. 4160, 4193; 2011,
Ne 17, cr. 2310; No 30, cr. 4590; Ne 48, c1. 6728; 2012, Ne 26, ct1. 3446; 2013,
Ne 27, cr. 3477, Ne 30, ct. 4041; No 52, cT. 6961, 6979, 6981; 2014, Ne 26,
cT. 3366; No 30, ct. 4220, 4235, 4243; No 42, c1. 5615; No 48, ct1. 6659)
JONOTHUTE IIYHKTaMU 34 1 35 clieAyIOLIEero colepKaHus:

"34) denepaibHbll  rocynapcrTeeHsbii Hamzop B cdepe olpamienus
AEKAPCTBEHHBIX CPEICTB;

35) rocynapcrBeHHbBI KOHTPONL (HaN30p) B oblacTd odecreueHus
Ka4eCTRa ¥ 0€300aCHOCTH HHIIEBBLIX MTPOAYKTOB.".

CraTtes 6

Crarero 38 OenepasbHoro 3akoHa or 21 nosdps 2011 roga Ne 323-03
"00 ocHOBax OXpaHs! 370poBbA rpaxian B Poccuiickoit ®enepanun” (Codparue
3akoHogareascTBa Poccuiickold ®enepaunu, 2011, Ne 48, cr. 6724; 2013, No 48,

cT. 6165) gomoanuts yactamu 12 - 20 cieayroniero coaepxanus:



15

"12. @anccudrAlUpPoOBAHHOC MEAHUUHCKOS H3ACIHE - MEIMIUHCKOE
u3JIcIHe, COMPOBOXKIAeMOC JOXKHOH HHGOpMalMed 0 erc XxapakTepHcTHKax
1 (UK ) IpOou3BONTEeIe (H3rOTOBUTENE).

13. HenoOpoxadecTBenHoe MEUUIIMHCKOE M3OeAHe - MEAMIHHCKOE
H3J€5IMe, He COOTBETCTBYIOIIee TpeOOBaHMSIM HOPMATHMBHOM, TEXHUYECKOH
1 (MIH) IKCIUTYaTallMOHHOM JOKYMEHTAUM NPOUM3BOUMTENs (M3rOTOBUTENA)
7100 B cllydae €¢ OTCYTCTBHS TpeOOBaHUAM WHOM HOPMATHBHOH JOKYMeHTaLUH.

14. KoHtpabaxkTHOe MEIUUMHCKOE M3IeNde - MEIUIMHCKOE H3/CITHe,
Haxoagleecs B 000poTe ¢ HAPYIIEHHEM TPAXKAAHCKOTO 3aK0HOIaTebCTRA.

15. 3anpeiaeTcs MpoU3BOACTBO:

1) MEAVIMHCKMX U3ENuil, He BKIIOYEHHBIX B TOCYNapCTBEHHBIH peecTp
MEAUIMHCKUX U3AEIUI U OpTaHu3aluil (HHANBUAYANLHEIX NpEe/InpruHuMareci),
OCYUIECTRIAIOIUX TIPOU3BOACTBO U H3TOTOBJICHHE MEAMIIHHCKUX W3,
3d UCKIIOYElUMeM MEOUIMHCKHUX W3IeNdi, YPOM3BOAMMBIX ANd NOpPOBENCHMUS
UCIbLITAHUHN W (MM ) HCClIeN0BAHUH;

2) qabcrPuuUpoBat HbIX MEAKLMHCKKHX U3ICINI.

16. 3ampemaercsi BBO3 Ha reppuropudio  Poccmiickoit  ®eaepauun
(anbCUOUIUPOBAHHBIX  MEIHUMHCKHX  M3endil, HeqoOpOKauecTBEHHBIX

MCAHIIMHCKHX H3CITHN U KOHTpa(i)aKTHhIX MEHHIIMHCKHX U3ICTTHIA.
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17. 3anpemaercs peanuzauds GanbCUPUUNPOBAHHBIX MENHIIMHCKHX
M3Oenui, He{OOpOKAYEeCTBCHHBIX MEIHUMHCKAX H3XIHH M KOHTPadakTHBIX
MEANUMHCKUX U3IeTH.

18. OanbCUPUIMPOBAHHBIE MEIULIMHCKUE U3IEeTTNs
U HEJMOOPOKAUCCTBEHHBIE  MEIWIHHCKUE  H3RETIUf  [OIeKAT  UIBSTUIO
¥ OOCHENVIOUIEMY YUHYTOXKEHUIO WM BBIBO3Y C TeppuTopuu Poccuiickoi
deaepaunyn, a  KoprpadakTHble  MEUWIMHCKUE  M3REAMSA -  UIBATHIO
¥ [oclenyllueMy YHHYTOXEHHMIKO. BbeiBoz ¢ teppuropun  Poccuiickoi
Oenepaunu danbcuhUIUPOBAHHBIX MEAUIIUHCKIX W3[CTU ]
W HEeJ00pOKaAYeCTBEHHBIX MEINIIWHCKIX U3ACTUH OCYIIEeCTRISETCS 3a CUET JINila,
OCYLIECTBUBUIETO UX BBO3 Ha TeppUTOpHK0 Poccniickol Meepanmu.

19. llopstnok  yHHYTOXKEHHS  M3BATBHIX  (panbcuPuuupoBaHHBIX
MEJUIMHCKUX  U3Aenud, HeJoOpOKAaYeCTBEHHbIX  MEAMUMHCKUX  M3llenuit
W KOHTpA(aKTHBIX MEIMUMHCKUX W3AeNdil ycTaHaBianBaeTcs [IpaBUTeNsCcTBOM
Poccuiickoit Gegepauui.

20. Pacxoapi, CBfA3aHHBIE € YHHYTOXKEHHCM (anbCUdHLUPOBAHHBIX
MEJMUMHCKUX — U3enul, HeqoOpoKauecTBEHHBIX  MEIMUMHCKAX — U3JeIKi
¥ KOHTPA(akTHLIX MEHHMUMHCKUX U3AeNUH, BOZMEILAIOTCS HX BlAeNbIeM.”.

Cratest 7

Alzans! sTEI - BOCbMOM DyHkTa 6 crathu 39 (demepanbHOTO 3aKOHa

or 25 nosiops 2013 roga Ne 317-®3 "O BHeceHUH M3MCHEHME B OTjIC/IBHBIE
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3aKononareasssie aktel Poccuiickoit Peaepainu v npu3HaHHUK YTPATUBIHUMU
CUIly OTMEIBHBIX [TONOKEHUH 3aKOHOJATeNbHBIX akToB Poccuitckoil ®enepannn
110 BOIIpOCAM OXpaHB! 310poBbs rpaxkaaH B Poccuiickolt Meaepauuu” (Cobpanne
3aKoHoJaTenbeTBa Poccuiickoit Menepaunn, 2013, Ne 48, ¢1. 6165) npusuars
YTPATHRUTMMHE CHITY.

Crarbs 8

Hacrosunii  ®enepanbHblit 3akoH BeTynaer B cuiay ¢ 23 sHBaps

2015 rona.

B.IlytuH

Mockga, Kpemiis
31 sexabpst 2014 roja
Ne 532-P3



