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MOCKBA

O BHeCEeHUN U3MeHeHU B NocTaHoBNeHne MNpaBnTenbcTBa Poccuiickon Penepaunm oT 3 ceHTabpsa 2010 .
Ne 673

MpasuTenbcTBO Poccuinckon degepalimm NoCTaHOBASET:

1. YTBEpANTbL Npuiaraemble N3MEHEHUS, KOTOPble BHOCATCSA B MOCTaHOB/eHNe MMpaBuTenscTBa POCCMNCKON
®epepaumm ot 3 ceHTabpa 2010 r. Ne 673 "O6 yTBEpXAeHUY [paBua BBO3a Ha TeppuTopuio PoCCMnCKow
depnepaunm 1 BbIBO3a 3a Npefensl Tepputopumn Poccniickon ®egepaumm 6Monornyecknx MaTepranos,
MoJIy4eHHbIX MPu NpoBefeHUN KIMHNYECKOro UCC/IeJOBaHUS IeKapCTBEHHOr 0 npenapaTa 4ns
MeanuuHckoro npumeHeHns" (CobpaHue 3akoHogaTenscTBa Poccuickon depepaunm, 2010, Ne 37, cT.
4688; 2011, Ne 50, cT. 7390; 2012, Ne 37, cT. 5002; 2014, Ne 43, cT. 5892).

2. YCTaHOBUTb, YTO NpefAcTaBieHne MUHUCTEPCTBOM 3paBooxpaHeHus Poccuinckon ®epepaLmm
rocyapCTBEHHOM YCAYrK MO BblAaye 3ak/al4YeHn (pa3peLllmnTeNbHbIX JOKYMEHTOB) Ha BBO3 B POCCMINCKY1O
defepauuio 1 BbIBO3 3a Npefensl Poccuinckon ®epepaumm 6Gnonormieckux MaTepuanos, NOay4YeHHbIX Npu
NpoBeLeHNN KINHNYECKOr0 NCCNeoBaHNs NeKapCTBEHHOMO npenapaTa 4158 MeAULMHCKOro NpUMeHEeH S,
Ha bymakHoM HocuTene nocne 1 nong 2021 r. He JonycKaeTcs.

3. Ab3aL, TpeTun noanyHKTa "r" 1 ab3al TpeTun NoAnyHKTa "A" NyHKTa 2 U3MEHEHU, YTBEPXKAEHHbIX
HaCTOALLMM MNOCTAHOBNEHNEM, B HaCTWN NpeACTaBeHns (HanpaBieHnsa) JOKYMEHTOB U CBELEHUN C
1Ccnosnb30BaHNeM efepanbHON rocyapCTBEHHOW MHADOPMALIMOHHON cuCcTeMbl "EAUHBIA nopTan
roCyAapCTBEHHbIX Y MyHUUMUNAAbHbIX YCAyr (pyHKUnRn)", BCTynaoT B cuay ¢ 1 niona 2021 r.

4. Mpu3HaTb YTPATUBLLMM CUAY MYHKT 122 N3MEHEHUN, KOTOPbIE BHOCATCS B aKThbl [1paBUTENLCTBA
Poccuinckon ®egepalmm no Bonpocam AesTesbHOCTN MMHUCTEPCTBa 34paBooOXpaHeHns Poccuinckon
depepaumnm, yTBEPXKAEHHbIX NOCTaHOBNeHNeM MpaBuTensCTBa Poccuinckon ®enepauunm ot 4 ceHTabps
2012 r. Ne 882 "O BHeCEHUN U3MEHEHUI B HEKOTOPLIE aKTbl MpaBuTenscTBa Poccuinckon ®emepauum no
BOMpOCaM AesTesIbHOCTU MUHUCTEPCTBa 3ApaBooxpaHeHns Poccuinckon ®epepaumn” (CobpaHune
3aKoHogaTenbcTBa Poccminckon ®epepaunm, 2012, Ne 37, 1. 5002), B 4acTK, KacaloLencs BHeCEHUS
n3meHeHun B NyHKTbl 9, 10, 11 n 13 MpaBua BBO3a Ha TeppuToputo Poccuinckon ®egepauum 1 BbiBO3a 3a
npenens Tepputopun Poccminckon depepauum 6MONOrNYecknx MaTepManoB, NOJYYEHHbIX NPU NPoOBeAEHUN
KJINHNYECKOro UcciefoBaHnsa JIeKapCTBEHHOro npenaparta 419 MeAULUHCKOro NPpUMeHeHN)s,
yTBEPXIEHHbIX NoCcTaHoBNeHUeM MpaBuTenscTBa Poccuiickon ®epepaumm ot 3 ceHTH6ps 2010 r. Ne 673
"06 yTBepxaeHum MNpasun BBO3a Ha TeppuTopuio Poccuiickon GefepaLim 1 BeiBO3a 3a NpeLens
TeppuTopun Poccuinckon Pepepaumm BONOrM4ecKmx MaTepmnasios, NOMYYEHHBIX NPY MPOBELEHNN
KJIMHNYECKOro UccieoBaHns JIeKapCTBEHHOro npenapaTa AJ19 MeAULUHCKOro NpuMeHeHunsa".

Mpencenatesns MpaBuTesbCTBA
Poccuinckon ®epepaummn M.MuwycTnH

YTBEPXKIEHbI
noctaHoBJsieHVeM lNpaBUTeNbLCTBa

Poccuinckon ®epepauun
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oT 18 nekabps 2020 r. Ne 2165

N3MEHEHWA,
KOTOpble BHOCATCS B MOCTaHOBNeHMe MpaBuTenscTBa Poccuiickon depnepaumm ot 3 ceHTsabps 2010 r. Ne
673

1. B HauMeHOBaHMM 1 TeKCTe CJioBa "Ha TeppuTopuio Poccunckon ®efepaumm n BbiBO3a 3a npegess
TeppuTopun" 3aMeHUTL cnoBamu "B Poccuinckyto defepaumnio n BbiBo3a M3".

2. B MpaBunax BB03a Ha TeppuToputo Poccuinckon ®egepaumm 1 BbiB0O3a 3a Npeaesibl TeppUToOpun
Poccuinckon ®epepaumm GUONOrNY4eCKMX MaTeEPUANOoB, MNOYyYEHHbIX NPV NPOBEAEHUN KJIMHNYECKOro
nccnefoBaHNs JlekapCTBEHHOro npenapaTta 4ad MeQULMHCKOro NpUMeHeHus, yTBepXXAeHHbIX YKa3aHHbIM
NoCTaHOBJIEHNEM:

a) B HavMeHoBaHWW 1 NyHKTe 1 cioBa "Ha TeppuTopuio Poccuinckon ®efepalimm 1 BelB0O3a 3a Npefessb
TeppuTopun" 3aMeHnTb cnoBamm "B Poccninckyto ®egepaumio 1 BelBo3a 13",

6) B NyHKTe 2:

ab3au nepBbIN N3N0XUTb B CIeYIOLWLEN pefaKumm:

"2. BBO3 (BbIBO3) HMONOrMYECKNX MaTEPMAIOB OCYLLLECTBASETCA ANs NX U3yvyeHus B Poccuinckon ®epepaumm
n (nnun) 3a npegenamun Poccunckon ®epepaumm Ha OCHOBaHUN 3aKtloHeHNA (pa3pewnTenbHOro
LLOKYMeHTa), Bbl4aBaeMoro MMHUCTEPCTBOM 34paBooxpaHeHuns Poccunckon defepaunm B COOTBETCTBUN C
pelweHnem Konnernm EBpa3unnckon 3koHoMm4eckon kommccum ot 16 mas 2012 r. Ne 45 "O efumHon popme
3aK/0YeHNS (pa3pelnTenbHOro JOKYMeHTa) Ha BBO3, BbIBO3 U TPAH3UT OTLAE/bHbIX TOBAPOB, BKOYEHHbIX
B €4MHbIN NepeyeHb TOBAPOB, K KOTOPbIM NPUMEHAIOTCA Mepbl HETapUGHOIro peryanpoBaHns B TOProeie
TPETbUMU CTPaAHaAMU, N METOANYECKUX YKa3aHMAX MO ee 3anoJIHeHNK" (Oanee - 3akjyeHune).";

B ab3auLax BTOPOM 1 TpeTbeM c/ioBa "Pa3pelueHune Ha BBO3 (BbiBO3) BONOrMYeCcKmx MaTepunanoB" 3aMeHNTb
CNOBOM "3akJilo4eHune";

B) B ab3aLe nepBoM NyHKTa 3 c/ioBa "Ha TeppuToputo Poccuinckon depgepaunn” 3aMeHnTb CIoBaMn "B
Poccuinckyto ®enepauuio”, caoBa "3a npenesbl TEPPUTOPUN" 3aMEHUTL CIOBOM "n3";

r) B NyHKTe 4:

ab3aL nepBbIN N3N0XKNTL B Clefyowen peaakunm

"4, Ons nony4YeHmsa opraHu3aumen-3asBuTenemM 3akaioyeHns Heobxoammbl NpeacTaBaseMole B
MWHMCTEpPCTBO 34paBooxpaHeHns Poccuiickon ®epepaumm Ha ByMa)>kHOM HOCUTENE UM C MOMOLLbIO
thenepanbHON rocyaapCTBEHHON MHGOPMALIMOHHON CUCTEMbI "EQNHBIN NOPTaa rocy4apCTBEHHbIX 1
MYHUUMMANbHBLIX YCAyr (PyHKUMI)" (fanee - egmHbIn nopTan) B GOpMe 3/1eKTPOHHOI0 AOKYMEHTa (nakeTa
3N1EKTPOHHbIX LOKYMEHTOB), NOAMUCAHHOIO YCUAEHHON KBAIM(PULIMPOBAHHON 31EKTPOHHON NOAMNCH!IO,
cnenywouwime 0OKYMeHTbl:";

noanyHKT "6" AONONHWUTL CNoBaMu ", NHble LOKYMEHTbLI, MOATBEPXXAatoWwme HeobXoAMMOCTb BBO3a (BbIBO3a)
Bronoruyecknux maTepunanos B 3a8BJIeHHOM 06beMe, BblJaHHble B COOTBETCTBUU C 3aKOHO4aTeIbCTBOM
CTPaHbl NPONCXOXAEHUS BUONIOrNYeCcKnx MaTepuanos";

A) noanyHKTbl "6" 1 "B" NyHKTa 5 N310XNTb B CIeAyoLWen pegakunnm:

"6) NPMHMMAET peLleHNe 0 Bblgaye 3aKyYeHns unn 06 0TKase B Bblaaye 3aK/04YeHUS;

B) HanpaBAseT OpraHM3aLnn-3aaBUTENI0 3aKNloYeHne Ha ByMaxxHOM HocuTene nubo B hopme
3N1EKTPOHHOr0 AOKYMEHTA, MOAMMUCAHHOI0 YCUIEHHOM KBAAN(MULMPOBAHHON 3/1eKTPOHHON NOAMUCHIO, B
JINYHBIN KabMHET Ha eAVHOM MopTasie AN YBEAOMJISAET OpraHn3aumnio-3assuTens ob oTkase B Bblgaye
3aKJ/II0YeHNS C YKa3aHMeM MNpuUYnH Takoro oTkasa.";

e) ab3aL nepBbI NyHKTa 6 NpU3HaTb YTPaTMBLUNM CUAY;

)K) B NyHKTe 7 coBa "pa3peLleHns Ha BBO3 (BbiBO3) H1M00rNYeckoro matepuana" 3aMeHUTL C10BOM
"3aknoyeHuns”;

3) B NyHKTe 8 cioBa "pa3pelueHunin Ha BBO3 (BbiBO3) Buonornvyecknx matepmanos”, "paspelleHns Ha BBO3
(BbIBO3) BMONIOrMYeCKNX MaTepranoB" 3aMeHNTb C/I0BOM "3ak/lo4eHnin";
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1) NyHKTbI 9 - 13 Npu3HaTb YTPaTMBLLUMMUK CUITY;

K) NYHKT 14 n310X1Tb B CliefytoLlen pefakumnm:

"14. B cniy4ae NpuMoCTaHOBEHUS UW NPeKpaLLeHUs KIIMHNYeCKOro nccnefoBaHns nekapCTBEHHOI0
npenaparta 419 MeAULUHCKOro NpuMeHeHns MMHUCTePCTBO 34 paBooXpaHeHns Poccninckon denepaumm
NPUHUMAET peLleHne 0 NPUOCTaHOBEHUN AENCTBNA 3aKJII0YEHNS Ha CPOK MPUOCTAHOBEHNS
KJINHNYECKOro UccaefoBaHna Uav NPUHMMaET peLleHmne O NpekpaLlleHnn 4encTBns 3aKnioHeHns.";

n) B NyHKTe 15 cnoBa "pa3peLleHuns Ha BBO3 (BbIBO3) B10N0rn4eckux matepunanos" 3aMeHnTb CJIOBOM
"3aKno4eHns";

M) B MyHKTe 16 cnoBa "pa3peLleHns Ha BBO3 (BbIBO3) 6MO0rM4eCKNX MaTEPMAIOB 1 OOMOJNHEHNS K
yKa3aHHOMY pa3pelleHno" 3aMeHNUTb CJIOBOM "3aKJiloyeHns";

H) OOMNOJIHUTL NYHKTOM 17 Cleaylowero CoaepXXaHus:

"17. CBefeHUs U3 3aKN04EHNN NPeACTaBAAITCS B TAMOXKEHHbIE OpraHbl B 3/1EKTPOHHOM BUAe
nocpeaCcTBOM NCMO/b30BaHUSA €A4NHON CUCTEMbl MEXXBEAOMCTBEHHOMO 3/IEKTPOHHOM0 B3auMoaencTamsa.".
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