NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHUE
ot 18 mekab6pst 2020 . N 2165

O BHECEHMU MU3MEHEHUN

B ITIOCTAHOBJIEHME ITPABUTEJIbCTBA
POCCUIICKOM ®EOEPALIAU
OT 3 CEHT/ABPA 2010T'. N 673

IIpaBuTenbcTBO Poccuiickoin ®enepannn
TIOCTAHOBJISIET:

1. YTBepaAuTh npuiaraemMmbie U3MEHEHNs, KOTOpbIe
BHOCSITCS B IOCTaHOBJIeHMe [IpaBuUTeIbCTBA
Poccuiickoit ®epepauyu ot 3 ceHTs16pst 2010 1. N 673
"06 yrBepxkaeHuu [IpaBui BBO3a Ha TEPPUTOPUIO
Poccuiickoit denepaiii 1 BbIBO3a 3a ITpeaesibl
TeppuTopuu Poccuiickoit ®emepaunn
O6MOJIOTMYECKUX MATEPUAJIOB, ITOJTYUYEHHBIX IIPU
MMPOBeJIeHMM KIMHUYECKOTO UCC/IeIOBAHMS
JIeKapCTBEHHOTO Tperapara s MeguLMHCKOro
npuMeHeHus:" (Cob6paHyue 3aKOHOIATE/TbCTBA
Poccuiickoit ®epepaunn, 2010, N 37, cT. 4688; 2011,
N 50, cT. 7390; 2012, N 37, cT. 5002; 2014, N 43, cT.
5892).

2. YCTaHOBUTD, UTO MIpefcTaBaeHie MUHUCTEePCTBOM
3apaBooxpaHeHms Poccuiickoit ®emepann






FOCy,E[&pCTBQHHOﬁ YCJIYI'M 110 BbIAaue 3aK/II0UEeHMIT
(paBpeU_II/ITEJ'IbeIX ,H,OKYMGHTOB) Ha BBO3 B

Poccuiickyro @epepaliyio 1 BbIBO3 3a Ipe/iesibl
Poccuiickoitr @emepatiyy 6M10I0TUIECKUX
MaTepuasoB, OJYYEHHBIX [IPU IIPOBEIEeHUN
KJIMHUYECKOI'0 MCC/IeOBaHMS JIeKapCTBEHHOTO
npernapara Jajsi MegUIIMHCKOTO IpUMeHeH s, Ha
6ymaxkHoM HocuTeste nmocie 1 uiosnsg 2021 r. He
IOITyCKAeTCsl.

n_n

3. Ab63arll TpeTuit MOAITYHKTA "T" 1 ab3all TpeTuii
MOAIMYHKTA "A" ITyHKTa 2 U3MEHEeHU, YTBEPXXKAEeHHbIX
HACTOSIUIMM IIOCTAaHOBJIEHUEM, B YACTU
IpencraBieHys (HalpasieHus) JOKYMEHTOB U
CBeJleHU1 ¢ UCTionb30BaHMeM (peaepanbHOI
rocyJapCcTBeHHO MH(POPMaLMOHHO CUCTEMbI
"EnviHbIi opTai rocygapCTBEHHBIX U
MYHULIMANbHBIX YCIYT (QYHKLMIA)", BCTYIAIOT B
cuny ¢ 1 uronst 2021 r.

4. TIpu3HaTh YTPAaTUBIIUM CUJTY ITYHKT 122
M3MEeHeHU1, KOTOpble BHOCSITCS B aKThI
[TpaBuTenbcTBa Poccniickoin @epepanym no
BOIIPOCAaM JIesiTeIbHOCTY MUHMCTEPCTBA
3apaBooxpaHeHMs Poccuiickoit ®emepaiinn,
YTBEPKIEHHBIX TOCTaHOBIeHMeM [IpaBuTebCTBA
Poccuiickoit ®epepannu ot 4 ceHTssopst 2012 r. N 882
"O BHeCeHUM U3MeHeHNI B HeKOTOPbIe aKThl






[TpaBuTenbcTBa Poccuiickoit @epepaim no
BOIIPOCaM JiesITebHOCTU MUHUCTEPCTBA

3apaBooxpaHeHus Poccurickoit ®emepaiim”
(Cobpanme 3akoHOmaTeAbCTBA Poccuiickoit
®enepanun, 2012, N 37, ct. 5002), B yacTu,
Kacarouiericss BHeCeHUs M3MeHeHNl B MyHKTHI 9, 10,
11 u 13 TIpaBuit BBO3a Ha TeppuTOoputo Poccuiickorii
®denepaniiy ¥ BbIBO3a 3a MpeIesibl TEPPUTOPUN
Poccuiickoitr @emepatiyy 61M0I0TUIECKUX
MaTepuasoB, MOJYYEHHBIX IPU IPOBEIEeHUN
KJIMHUYECKOT0 UCC/IeJOBAHMS JIEKAPCTBEHHOTO
rnpemnapara Ijisi MegUIIMHCKOTO IIPUMeHEeH s,
YTBEPXXIEHHbIX MOCTaHOBIeHMeM [IpaBuTenbcTBa
Poccuiickoit @emepanymu ot 3 ceHTs16ps 2010 1. N 673
"06 yrBepkmeHny [IpaBui BBO3a Ha TEPPUTOPUIO
Poccuiickoit @enepaiiiu 1 BbIBO3a 3a Mpeaesibl
Tepputopuu Poccuiickoi @eagepauyn
610JIOTMYECKUX MaTePUAIOB, TTOTYUYEHHBIX TIPU
MPOBeeHUM KIIMHUUYECKOTO UCCIef0BaHM S
JIeKapCTBEHHOTO TIperapara Ajis MeIUIIMHCKOTO
MIpUMEeHeHNs".

IIpencenatens [IpaBuTe/NIbCTBA
Poccuiickoit @enepaiinmn
M.MUIITYCTUH

VTBepXaeHbl
rocra”HosyieHyeM [IpaBuTenscTBa






Poccuiickoit @egepatunn
ot 18 mekabps 2020 r. N 2165

VN3MEHEHNMA],
KOTOPBIE BHOCATCA B IOCTAHOBJIEHUE
MMPABUTEJILCTBA POCCUICKON
QENEPAIIVMN OT 3 CEHTABPA 2010 . N 673

1. B HauMeHOBaHUM U TEKCTe CJI0BA "HAa TEPPUTOPUIO
Poccuiickoit @enepaiiiy 1 BbIBO3a 3a Mpeaesibl
TEePPUTOPUM" 3aMEHUTD CJI0BamMM "B Poccuiickyio
®enepaliMio 1 BbIBO3a 13",

2. B IlpaBunax BBO3a Ha TeppuUTopuio Poccniickoii
®denepaliy M BbIBO3a 34 ITpeiesibl TEPPUTOPUNA
Poccuiickoit ®egepaiiyy 610I0TMIECKUX
MaTepuasoB, IOJYUYEHHBIX TIPU MPOBEIeH U
KJIVHUYECKOT0 UCC/Ie0OBaHMS JIEKAPCTBEHHOTO
npenapara IJjisi MegUIIMHCKOTO IIPYMeHeHUs],
YTBEPKIEHHbIX YKa3aHHBIM ITIOCTAHOBJIEHUEM :

a) B HAaMMeHOBaHUM U IyHKTe 1 cj10Ba "Ha
TeppuTOopuio Poccuiickoin @emepannm 1 BbIBO3a 3a
npenesbl TEpPUTOPUN" 3aMEHUTD CIOBAMU "B
Poccuiickyro ®@enepanyiio 1 BbIBO3a U3";

0) B IyHKTe 2:

ab3all TepBbIit U3JI0KUTD B CJIeAYIONIel peJaKkIin:






"2. BBO3 (BbIBO3) OMOJIOTMYECKMX MaTePUaioB
OCYIIECTBSeTCS A1 UX usyueHus B Poccuiickon

Oenepanyu u (M) 3a nipegenamu Poccuiickoi
®denepaliiy Ha OCHOBAHUM 3aK/IIOUEHMS
(pa3pelmnTebHOrO JOKYMEHTA), BbI1aBaeMOTO
MMHMCTEPCTBOM 3[1paBOOXpaHeHUs POCCUiicKoOM
®Qenepanivu B COOTBETCTBUU C pelteHueM Kosiernm
EBpa3niickoii 5KOHOMMUYECKO KOMUCCUM OT 16 mas
2012 1. N 45 "O egunoit hopme 3aKTIOUEHNS
(pa3pelmnTesbHOrO JOKYMEHTA) Ha BBO3, BbIBO3 U
TPAH3UT OTAEJIbHBIX TOBAPOB, BKIOUEHHBIX B
eJIVHbI} IepevyeHb TOBAPOB, K KOTOPbIM
MIPUMEHSIIOTCSI MePbI HeTapMU(pHOTO peryInMpoBaHus B
TOPrOBJIE C TPETbUMMU CTPAHAMMU, U METOLNYECKUX
YKa3aHUSX T10 ee 3aloJHeHUI0" (Jaee -
3aK/Il0ueHue).";

B ab3a1iax BTOPOM M TpeTbeM cjioBa "PaspelieHne Ha
BBO3 (BbIBO3) OMOJIOrMYECKMX MATEPUAJIOB" 3aMEHUTD
CJIOBOM "3aKiueHnue";

B) B ab3a1le mepBOM IYHKTA 3 CJIOBA "Ha TEPPUTOPUIO
Poccuiickoit @enepaiyin” 3aMeHUTDb CJIOBAMU "B
Poccuiickyro ®@epepannio”, cjioBa "3a npeaesibl
TePPUTOPUN" 3aMEHUTD CJIOBOM "U3";

T) B IYHKTe 4:

ab3all IepBbIil U3JIOKUTD B CJIEAYIONIEI peJaKkiIun






"4. [Ins mony4yeHus opraHusanyeri-3asiBuTesieM
3aK/II0YeHMS HeOOXOOMMBbI IIpeiCTaB/IsieMble B

MuHucTepcTBO 34paBooxpaHeH s Poccuiickoin
denepany Ha OGyMaKHOM HOCUTeJIe MUK C TTIOMOIIbIO
dbenepanbHOIT roCygapCcTBEHHOI MHPOPMAIIOHHOM
cucteMbl "ENVHBIN TOPTaI roCcygapCTBEHHBIX U
MYHULIMTIATbHBIX YOIYT (QYHKLMIA)" (Bajee - eAUHbIA
nopTaj) B popme 3/IeKTPOHHOTO IOKyMeHTa (TlakeTa
37IeKTPOHHBIX JOKYMEHTOB), IIOAIIMCAaHHOTO
YCUJIEHHOV KBaTU(PULIVIPOBAHHO 3IeKTPOHHOM
MOAIUCHIO, CIeAYIolNe TOKYMEHTHI:";

MOAITYHKT "6" MOMOTHUTD CJIOBAaMM ", MHbIE
IIOKYMEHTBI, IOJITBEPKIAIoIIe HeOOX0AMMOCTh
BBO3a (BbIBO3a) OMOJIOTMYECKUX MAaTePUaJIOB B
3asIBJIEHHOM O0ObeMe, BbITaHHbIEe B COOTBETCTBUM C
3aKOHOIAaTebCTBOM CTPaHbI TPOUCXOXKIEHUS
O610JIOTMYECKUX MaTePUAJIOB";

1) IOAITYHKTHI "0" 1 "B" ITYHKTA 5 MU3JI0XUTH B
CJIemyIoNIeli peTaKim:

"6) MPUMHMMAET pelleHye O BbIgaue 3aKTI0UeHNs N
00 OTKase B Bblaye 3aKII0UEHMS;

B) HAIIpaBJIsieT OPraHM3aIi-3asIBUTEITIO
3aK/II0YeHNe Ha OYMaskHOM HocuTeJse Jnbo B popme
9JIEKTPOHHOTO JJOKYMEHTAa, MOAIMCAaHHOT0
YCUJIeHHO KBanu(pULIMPOBAHHO 31€KTPOHHOM






ImoaInmncbIo, B JIMYHBIN KaOMHET Ha €IVMHOM IIopTalie
WJIN YBEAOMJISAET OPraHNU3alMI0-3asABUTEIIA 00 oTKase

B BbIJIaue 3aK/IIUYEHMS C YKa3aHUeM NPUUYNH TaKOTO
oTKasa.";

€) ab3all mepBbIit MyHKTA 6 MIPU3HATH YTPATUBIINM
cumLy;

3K) B ITYHKTE 7 CJIOBA "pa3pelieHns: Ha BBO3 (BbIBO3)
6110/IOTMYECKOT0 MaTepuana" 3aMeHUTh CJIOBOM
"3aKJII0UYEeHU";

3) B IyHKTe 8 ¢JIOBA "pa3pelleHyit Ha BBO3 (BbIBO3)
O6MOIOTMYECKUX MaTepMaioB”, "pa3pelnieHns Ha BBO3
(BBIBO3) OMOJIOIMUECKMX MATEePUAIOB" 3aMEHUTH
CJIOBOM "3aK/IIOUYEeHMIt";

M) IIYHKTBI 9 - 13 NpMU3HaTh yTPAaTUBIUMMU CUITY;
K) MYHKT 14 U3JI0XNUTD B CIEeAYIOLIEN peJaKIun:

"14. B ciiyyae nIpUOCTaHOBJIEHUS UK TIPeKpalleHUs
KJIMHUYEeCKOTO UCCIeN0BaHMsI IeKapCTBEHHOTO
npernapara 4js MeguLMHCKOro IpUMeHeHUs
MuHMUCTEPCTBO 3ApaBOOXpaHeHMs Poccuiickorii
depepaliiy IpUHUMAET pelleHue o
MPUOCTAHOBIEHUM JeiCTBUS 3aK/II0UeHMsI Ha CPOK
MIPUOCTAHOBIEHUST KIMHUYECKOT'0 UCCAeIOBaHUST WU
MIPUHMMAeT pellleHye O MpeKpalleHun AeiCTBUS






3aKJII04YeHus.";

J) B MyHKTe 15 cj10Ba "pa3pelieHys Ha BBO3 (BbIBO3)
0610JIOTMYECKUX MaTePUAIOB" 3aMEHUTH CJIOBOM
"3aK/II04YeHus";

M) B IyHKTe 16 cJI0Ba "pa3pellieHysi Ha BBO3 (BbIBO3)
O6M0JIOTMYECKUX MATEPUAJIOB U TOTIOIHEHUS K
YKa3aHHOMY pa3pelnieHn” 3aMeHUTDb CJIOBOM
"3aKII0YEeHN";

H) JOTIOJIHUTh ITYHKTOM 17 C/ieqyroliero CoepskaHus:

"17. CBeieHMS U3 3aK/II0UEHMIT TTPEICTABISIIOTCS B
TaMO>KeHHbIe OPraHbl B 3JIeEKTPOHHOM BUJIE
MOCPeaCTBOM MCITOJIb30BAHMS €IMHOV CUCTEMBbI
MeKBeZOMCTBEHHOT'O 3JIEKTPOHHOTO
B3auMMOJeicTBU." .






