POCCUINCKAS ®EJEPALIMA
®EJIEPAJIbHBIN 3AKOH
OO0 oOpareHny JTeKapCTBECHHBIX CPEJICTB
C m3menenusimu Ha 11 utons 2021 roga

JIOKyMEHT C H3MEHEHHUSIMU, BHECEHHBIMU:

®denepanbHbiM 3ak0HOM OT 27 utoiisg 2010 roga Ne 192-D3 (Poccuiickas rasera, Ne 166,
29.07.2010) (o mopsiake BCTYIJICHUS B CHIIY CM. CTaThbio 4 denepanbHOTO 3aKOHA OT 27
utosst 2010 roma Ne 192-D3);

®denepanbHbIM 3ak0HOM OT 11 okTs6pst 2010 roma Ne 271-D3 (Poccuiickas razera, Ne
234, 15.10.2010);

denepanpHbiM 3ak0HOM OT 29 HOs10pst 2010 rona Ne 313-D3 (Poccuiickas razera, Ne 274,
03.12.2010) (o mopsiiKe BCTYIJICHUS B CHITY CM. CTaThio 17 DenepaibHOro 3ak0Ha OT 29
HOs10ps 2010 roma Ne 313-D3);

DenepasibHbIM 3aK0HOM OT 6 jekadpst 2011 roga Ne 409-03 (OdunmanbHbIN HHTEPHET-
MopTaJI MPaBoOBO# HHGOpPMa www.pravo.gov.ru, 07.12.2011) (o mopsiake BCTYIIIEHUS
B CHITy CM. cTaThio 26 PeepanbHoro 3akona ot 6 aekadpst 2011 roma Ne 409-P3);
DenepanbHbIM 3aK0HOM OT 25 ntoHs 2012 roga Ne 93-03 (OdunuanbHbIil MHTEPHET-
MopTaJI MPaBOBOM MHGOPMAITTH WWW.pravo.gov.ru, 25.06.2012);

denepanbHbIM 3aK0HOM OT 25 aexadps 2012 roma Ne 262-D3 (OdunmanbHbIil HHTEPHET-
MOpTaJI MPaBOBOM MHGOPMAITUT WWW.pravo.gov.ru, 26.12.2012);

denepanbHbIM 3ak0HOM OT 2 utoiisg 2013 romga Ne 185-D3 (OdurmanbHbIif HHTEPHET-
MopTaJI MpaBoBOi MHGopMaru www.pravo.gov.ru, 08.07.2013) (o mopsiake BCTYIUICHHS
B CHITy cM. cTaThio 163 denepanbroro 3akona ot 2 wroist 2013 roga Ne 185-D3);
denepanbHbIM 3aK0HOM OT 25 HOs10ps 2013 rona No 317-D3 (OdwunmanbHbIii HHTEPHET-
MopTaJI MPaBoBO# MHGOPMAITUH WWW.pravo.gov.ru, 25.11.2013) (o mopsiaAke BCTYIUICHUS
B CHIIy CM. cTaThio 64 DeiepanbHoro 3akona ot 25 Hos6ps 2013 roma Ne 317-D3);
denepanbHbIM 3ak0HOM OT 12 mapTa 2014 roga Ne 33-D3 (OdunuanbHbIA HHTEPHET-
MopTaJI MpaBoBO# MHGoOpPMaIuu www.pravo.gov.ru, 12.03.2014) (o mopsiaAKe BCTYIUICHUS
B CHITy cM. cTaThio 21 ®PenepanpHoro 3akona ot 12 mapra 2014 roga Ne 33-D3);
denepanbHbIM 3aK0OHOM OT 22 oKTA0pst 2014 rona Ne 313-D3 (OdunmanbHbIii HHTEPHET-
MopTaj npaBoBoii nHpopMauu www.pravo.gov.ru, 22.10.2014, Ne 0001201410220022)
(o mopsiIKe BCTYIJICHHS B CHITy CM. CTaThlo 2 DefepalibHOTO 3akoHa OT 22 okTsi0ps 2014
roga Ne 313-P3);

DenepalibHbIM 3aKOHOM OT 22 niekadps 2014 roga Ne 429-D3 (OdunmanbHblii HHTEPHET-
MopTaj npaBoBoii HH(MOPMaLUU WWW.pravo.gov.ru, 23.12.2014, Ne 0001201412230021)
(c u3MeHeHHsIMH, BHECEHHBIMU DesiepanbHbIM 3ak0HOM 0T 8 MapTa 2015 rona Ne 34-P3,
denepanbHbIM 3aKk0HOM OT 13 utons 2015 roga Ne 241-D3) (o mopsiake BCTYIUICHHS B
cuity cM. craThio 4 MesrepanbHOro 3akoHa ot 22 nekadps 2014 roma Ne 429-D3);
DenepanbHbIM 3ak0HOM 0T 8 MapTta 2015 rosa Ne 34-03 (OduunanbHbIi HHTEPHET-
MopTaj npaBoBoii nHpopMauu www.pravo.gov.ru, 09.03.2015, Ne 0001201503090043)
(o mopsiIKe BCTYIUJICHHSI B CHITY CM. cTaThlo 3 denepalbHOr0 3akoHa oT 8 MapTa 2015
romaa Ne 34-@3);
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DenepanbHbIM 3ak0HOM 0T 29 mronst 2015 roga Ne 160-D3 (OdunnanbHbIi HHTEPHET-
nopTaJl MpaBoBoi nHpopMa www.pravo.gov.ru, 30.06.2015, Ne 0001201506300055);
@enepanbHbM 3ak0HOM OT 13 mrosnst 2015 roga Ne 233-D3 (OdunuanbHbIi HHTEPHET-
opTaj npaBoBoi nHpopManuu www.pravo.gov.ru, 13.07.2015, Ne 0001201507130077);
DenepanbHbIM 3ak0HOM OT 13 nrons 2015 roga Ne 241-P3 (O¢unmanbHbI HUHTEPHET-
opTaj npaBoBoi nHpopMauuu www.pravo.gov.ru, 13.07.2015, Ne 0001201507130051);
DenepanbHbIM 3ak0HOM 0T 13 nrons 2015 roaa Ne 262-P3 (OdunmanbHbI UHTEPHET-
[opTaj npaBoBoi nH(popMauu www.pravo.gov.ru, 13.07.2015, Ne 0001201507130067)
(BcTynmu B cuiy ¢ 1 ssuBaps 2016 rona);

DenepanbHbIM 3ak0HOM 0T 14 nexadps 2015 roga Ne 374-03 (OpunpanbHblii HHTEPHET-
IopTaj npaBoBoi HH(popMauu www.pravo.gov.ru, 15.12.2015, Ne 0001201512150001)
(0 mopsizKe BCTYIUICHUSI B CHITY CM. CTaThio 5 desepanbHOro 3akoHa oT 14 gexabdbps 2015
rojia Ne 374-®3);

DenepanbHbIM 3ak0HOM 0T 29 nekadps 2015 roga Ne 389-D3 (OdpunpanbHblii UHTEPHET-
[opTaj NpaBoBoi HH(pOpPMaLMu Www.pravo.gov.ru, 29.12.2015, Ne 0001201512290018)
(Bctynu B cuity ¢ 1 stuBapst 2016 rona);

DenepasibHbIM 3aKOHOM OT 2 MtoHs 2016 roga Ne 163-03 (OdunuanbHbIil MHTEPHET-
nopTaj npaBoBoi nHpopManuu www.pravo.gov.ru, 02.06.2016, Ne 0001201606020015);
DenepasibHbIM 3aKk0HOM OT 3 mrosst 2016 roja Ne 261-D3 (OdunuanbHblii HHTEPHET-
opTaJj npaBoBoil nHpopMauu www.pravo.gov.ru, 04.07.2016, Ne 0001201607040127)
(0 mopsIKe BCTYIJICHUS B CHITy CM. cTaThio 9 ®enepanibHOro 3akoHa ot 3 urois 2016
roja Ne 261-®3);

denepanbHbIM 3ak0HOM OT 3 utoiisg 2016 romga Ne 305-D3 (OdurmanbHbIi HHTEPHET-
opTaJI MpaBoBO# HHGoOpMa www.pravo.gov.ru, 04.07.2016, Ne 0001201607040146);
denepanbHbIM 3ak0HOM OT 3 utoiisg 2016 romga Ne 350-D3 (OdurmanbHbIi HHTEPHET-
opTaJI MpaBoBOi MHGopMaIuu www.pravo.gov.ru, 04.07.2016, Ne 0001201607040122);
DdenepanbHbM 3ak0HOM OT 29 utonst 2017 roga Ne 242-D3 (OdunmanbHbI HHTEPHET-
mopTaJI MpaBoBoi HHGopMaru www.pravo.gov.ru, 30.07.2017, Ne 0001201707300032)
(Bctymmu B crity ¢ 1 ssuBaps 2018 rona);

DdenepanbHbM 3ak0HOM OT 29 o 2017 roga Ne 278-D3 (OdunmanbHbIii HHTEPHET-
opTaJI MpaBoBOi MHGoOpPMaIuu www.pravo.gov.ru, 31.07.2017, Ne 0001201707310022)
(o mopsiaKe BCTYIUICHHSI B CHITY CM. CTaThio 8 DeepanbHOro 3akoHa ot 29 utons 2017
rojia No 278-@3);

denepanbHbIM 3ak0HOM OT 28 nekadps 2017 roma Ne 425-D3 (OdunmanbHbIil HHTEPHET-
MopTaj npaBoBoi HHMpOPMaLIUU WWW.pravo.gov.ru, 29.12.2017, Ne 0001201712290006)
(c M3MeHEeHHsIMU BHECEHHBIMU DesiepanbHbIM 3aK0OHOM OT 28 Hos10ps 2018 roma Ne 449-
d3, DenepanbHbIM 3aK0HOM OT 27 nekadps 2019 roga Ne 462-D3) (o mopsiake
BCTYILICHUS B CHITY CM. cTaThio 2 DenepanbHOro 3akoHa ot 28 nexabpst 2017 roma No
425-D3);

DenepanbHbIM 3aK0HOM OT 4 toHs 2018 roga Ne 140-03 (OdunuanbHbIil HHTEPHET-
nopTaJ NpaBoBoi HHpopMa www.pravo.gov.ru, 04.06.2018, Ne 0001201806040061);
DenepanbHbIM 3ak0HOM 0T 28 HOs0ps 2018 roga Ne 449-D3 (O¢punmanbHbI MHTEpHET-
MopTaj npaBoBoii HH(popMauu www.pravo.gov.ru, 28.11.2018, Ne 0001201811280057)
(o mopsiIKe BCTYIJICHHS B CHITY CM. cTaThio 5 DenepanbHOro 3akoHa oT 28 Hos0pst 2018
roaa Ne 449-®3);
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DenepanbHbIM 3ak0HOM OT 27 ekadps 2018 royma Ne 511-P3 (OdunmanbHblii HHTEPHET-
MopTaJl MpaBoBOi HH(popMaIK Www.pravo.gov.ru, 27.12.2018, Ne 0001201812270067);
DenepanbHbIM 3ak0HOM OT 6 nioHs 2019 roga Ne 134-®3 (OdpunuanbHbI HHTEPHET-
opTaj npaBoBoi nHpopManuu www.pravo.gov.ru, 07.06.2019, Ne 0001201906070020);
DenepasibHbIM 3aK0HOM 0T 26 utoas 2019 roxa Ne 240-P3 (O¢unmanbHbI HHTEPHET-
opTaj npaBoBoi MH(poOpMaLUu Www.pravo.gov.ru, 26.07.2019, Ne 0001201907260109);
DenepasibHbIM 3ak0HOM 0T 2 aBrycra 2019 rosa Ne 297-03 (OdpunpanbHblii HHTEPHET-
opTaj npaBoBoi nHpopManuu www.pravo.gov.ru, 02.08.2019, Ne 0001201908020069);
DenepanibHbIM 3ak0HOM 0T 27 nekadps 2019 roga Ne 462-03 (OpunpanbHblii UHTEPHET-
opTaj npaBoBoi HH(popMau www.pravo.gov.ru, 28.12.2019, Ne 0001201912280029);
DenepanbHbIM 3ak0HOM 0T 27 nekadps 2019 roga Ne 475-03 (OdpunpanbHblii UHTEPHET-
[opTaj npaBoBoi HH(poOpMaLIUU WWW.pravo.gov.ru, 28.12.2019, Ne 0001201912280038)
(0 mopsIKe BCTYIJIEHUS B CHITY CM. cTaThlo 4 DenepalibHOro 3akoHa oT 27 nekadps 2019
rojia Ne 475-®3);

DenepanbHbIM 3ak0HOM 0T 27 nekadps 2019 royga Ne 478-D3 (OdpunpanbHblii HUHTEPHET-
[opTaj npaBoBoi HH(popMauu www.pravo.gov.ru, 28.12.2019, Ne 0001201912280025)
(BcTynuu B cuny ¢ 1 ssuBaps 2021 roaa);

DenepanibHbIM 3ak0HOM 0T 27 nekadps 2019 royma Ne 481-D3 (OdunpanbHblii HHTEPHET-
MopTaj npaBoBoi HH(poOpMauu www.pravo.gov.ru, 28.12.2019, Ne 0001201912280034)
(0 mopsiIKe BCTYIUJIEHUSI B CHITY CM. CTaThlo 5 DeepalibHOro 3akoHa oT 27 nekadps 2019
roja Ne 481-@3);

DenepasibHbIM 3aK0HOM 0T 26 MapTa 2020 roja Ne 67-®3 (OdunnanbHbINA HHTEPHET-
MopTaJI MPaBoBO# MHGOpPMAITUU WWW.pravo.gov.ru, 26.03.2020, Ne 0001202003260030);
denepanbHbiM 3ak0HOM OT 1 anpens 2020 roga Ne 98-D3 (OdurmanbHbI HHTEPHET-
opTaJt MpaBoBoi HHpopMaIu www.pravo.gov.ru, 01.04.2020, Ne 0001202004010072);
DdenepanpHbiM 3akoHOM OT 3 anpens 2020 roga Ne 105-D3 (OdunmanbHbI HUHTEPHET-
mopTaJI MpaBoBoi nHGopMaru www.pravo.gov.ru, 03.04.2020, Ne 0001202004030060)
(o mopsiaKe BCTYIUICHHSI B CHITY CM. cTaThio 3 DenepanbHOro 3akoHa ot 3 anpens 2020
roja No 105-@3);

DdenepanbHbiM 3ak0HOM OT 13 mrons 2020 roga Ne 206-D3 (OdunmanbHbI HHTEPHET-
opTaJI MpaBoBoi MHGopMauu www.pravo.gov.ru, 13.07.2020, Ne 0001202007130048)
(o mopsiaKe BCTYIUICHHSI B CHITY CM. cTaThio 4 DenepanbHOro 3akoHa ot 13 urons 2020
roja No 206-@3);

denepanbHbIM 3ak0HOM OT 8 nekadps 2020 roga Ne 429-03 (OdunmaibHbI HHTEPHET-
MopTaj npaBoBoii nHpopMauu www.pravo.gov.ru, 08.12.2020, Ne 0001202012080096);
DenepalibHbIM 3aK0HOM OT 22 niekadps 2020 roga Ne 444-D3 (OdunpanbHblii HHTEPHET-
MopTaj npaBoBoii HH(pOpPMaLIUU WWW.pravo.gov.ru, 22.12.2020, Ne 0001202012220029);
DenepanbHbiM 3ak0HOM OT 11 mronst 2021 roza Ne 170-®3 (OdunuanbHblii HHTEPHET-
MopTaj npaBoBoii nHpopMauu www.pravo.gov.ru, 11.06.2021, Ne 0001202106110081)
0 MOPSJKE BCTYIUIEHUS B CUJTy cM. cTatbio 138 denepanibHoro 3akona ot 11 urons 2021
roga Ne 170-®3).

[TpunsaT
I'ocynapcTBennoi JJymoi
24 mapta 2010 ronraOmo6pen
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Coserom denepanun
31 mapra 2010 roga

I'naa 1. O61ue nosnoxeHus
Cratps 1. [Ipeamer perynupoBanus HacTosero denepaabHOro 3aKkoHa

1. Hacrosiuit denepanbHblil 3aK0H peryjupyeT OTHOIICHUS, BOZHUKAIOLINE B CBSI3U C
oOpamieHneM - pa3paboTKOH, JOKITMHUYECKUMHU UCCIECIOBAHUAMH, KIMHUYECKUMHU
HCCIEA0BaHUSIMH, DKCIIEPTU30M, TOCYITapCTBEHHOM PErMCTPALIMEN, CO CTaHAAPTU3ALIUEN
U C KOHTPOJIEM Ka4eCTBa, IPOU3BOJICTBOM, U3TOTOBICHUEM, XpaHEHUEM, TIEPEBO3KOM,
BBO30M B Pocculickyro @enepanuto, BbiBo3oM u3 Poccniickoit denepanuu, pekiiaMmon,
OTITYCKOM, pealu3alueil, nepegadeil, puMeHEeHnEeM, YHUUTOKEHUEM JIEKapCTBEHHBIX
CPEICTB.

(Yactp B penakuuu, BBeIeHHOU B nieficTBre ¢ 7 ssHBaps 2012 roga denepaibHbIM
3akOHOM 0T 6 sekadpst 2011 roga Ne 409-®3. - CM. IpeabIAYIIYIO PEAAKIIUIO)

2. Hacrosimii @enepalibHbI 3aKOH YCTAaHABIMBAECT IPUOPUTET FOCYJIAPCTBEHHOTO
peryaupoBaHus 0€30MaCHOCTH, KauecTBa M 3P(HEKTUBHOCTH JIGKAPCTBEHHBIX CPEJICTB
IIPHU UX OOpaIeHUH.

(YacTp B penakiuu, BBeIeHHOU B JielicTBHE ¢ 25 ntoHs 2012 roma denepaibHbIM
3aK0HOM OT 25 mroHs 2012 rojga Ne 93-D3. - CM. npeablIyILYIO PEAAKIIHIO)

Cratbs 2. Chepa npumenenus HacTtosmero deneparbHOro 3aK0Ha

Hactosmuit @enepanbHblii 3aKOH MPUMEHSAETCS K OTHOIIEHUSIM, BOSHUKAIOIIUM MPH
oOpaleHnH JIeKapCTBEHHBIX CPEACTB Ha TeppuTopun Poccuiickoit deneparmm.

Cratbs 3. 3ak0HO/1aTENBCTBO 00 00OpaIeHNH JIEKAPCTBEHHBIX CPECTB

1. 3akoHOIATENIBCTBO 00 OOpAIICHUH JIEKAPCTBEHHBIX CPEJICTB COCTOUT M3 HACTOSIIIETO
denepanbHOTO 3aK0HA, IPYruX (QeepaabHbIX 3aKOHOB U HHBIX HOPMATHUBHBIX MTPABOBBIX
aktoB Poccuiickoit @enepanuu.

1.1. 3akoHO1aTENBCTBO 00 OOpAIICHUH JICKAPCTBEHHBIX CPEJICTB B OTHOIIICHUH
IOPUAMYECKUX JIUI U UHAWBUIyaTbHBIX MPEANPUHUMATENCH, OCYILIECTBISIOMINX
JeSITeNIbHOCTh Ha TEPPUTOPHH MEKTYHAPOIHOTO MEAUIIMHCKOTO KJIaCTepa, MPUMEHSETCS
C Y4eTOM 0COOCHHOCTEH, ycTaHOBICHHBIX DenepanbHbiM 3aKOHOM "O MeXIyHAPOIHOM
MEIULMHCKOM KJIACTEPE U BHECEHUH U3MEHEHUN B OTAEILHbBIE 3aKOHOIATENbHbIE aKThI
Poccuiickoit ®eneparnun’.

(Yactp monomuuTenbHO BKItoueHa ¢ 30 urons 2015 roga denepaibHBIM 3aKOHOM OT 29
nroHs 2015 roga Ne 160-D3)

2. Z[eﬁCTBHC HaCTOAIICTO d)ez[epaanoro 3dKOHa PpacCnpoCTpaHACTCd Ha o6pameHHe
HAapKOTHUYCCKHUX JICKAPCTBCHHBIX CPCACTB U IICUXOTPOITHBIX JICKAPCTBECHHBIX CPCACTB C



y4eTOM 0COOEHHOCTEH, YCTAaHOBJICHHBIX 3aKOHOIaTeIbcTBOM Poccuiickoii denepamuu o
HAapKOTUYCCKHUX CPCACTBAX, IICUXOTPOITHBIX BCIICCTBAX U 00 ux IpCeKypcCopax.

3. HeiictBue Hactosimero denepaabHOTO 3aKOHA PaCIIPOCTPAHSIETCs Ha OOpaIlcHIe
panuodapManeBTHIECKUX JIEKAPCTBEHHBIX CPEICTB C yIETOM OCOOCHHOCTEH,
YCTaHOBJIEHHBIX 3aKOHOIaTeIhCTBOM Poccuiickoit denepannu B ob6nactu obecreueHus
paaramoHHON 0€30MacCHOCTH.

4. Eciin MexayHapoHbIM IoroBopoM Poccuiickoit denepaiii yCTaHOBJICHBI HHBIE
MpaBuia, 4YeM Te, KOTOPbIE MPEyCMOTPEHBI HacTOSIUM DenepanbHbIM 3aKOHOM,
MPUMEHSIOTCS MPaBUIIa MEXIYHAPOHOIO JIOTOBOPA.

4.1. PemieHus MeXrocyaapCTBEHHBIX OPraHOB, IPUHSATHIE HA OCHOBAHUH TOJIOKEHU N
MEXIYHAPOIHBIX T0roBOpoB Poccuiickoi denepannu B UX UCTOIKOBAHUH,
npotuBopevanieM Koncrutynnu Poceuiickoit @enepanuu, He MOAJIEkKAT UCIIOJHEHHIO B
Poccuiickoit deneparuu. Takoe mpoTHBOpEUHE MOXKET OBITH YCTAHOBIICHO B TOPSIJIKE,
oTnpeieieHHOM (peiepaabHbIM KOHCTUTYIIUMOHHBIM 3aKOHOM.

(HacTb nonoaHUTENBHO BKIOUeHa DeepanbHbIM 3aK0HOM OT 8 ekalps 2020 roga Ne
429-D3)

5. B Poccuiickoit denepanuy B COOTBETCTBUM C MEXIYHAPOIHBIMU JOTOBOPAMHU
Poccuiickoit deneparuu u (M) Ha OCHOBE MPUHITUATIA B3AUMHOCTH TIPU3HAIOTCS
pe3ynbTaThl KIMHUYECKUX UCCIEI0OBAHUIN JIEKAPCTBEHHBIX MIPENapaToB s
MEIMIIMHCKOTO MPUMEHEHUSI, MPOBEICHHBIX 3a MpeaenamMu Tepputopun Poccuiickoi
denepanuu.

Cratbsa 4. OCHOBHBIE IOHSITHS, UCTIOJIB3yEMbIE B HacTosIIeM DeepaibHOM 3aKOHE

HJ’IH uenel‘/i HaCTOALICTO CDez[epaJILHoro 3aKOHa UCIIOJB3YOTCA CICAYIOIIUEC OCHOBHEBIC
IIOHATHUA:

1) JICKaApCTBCHHEBIC CPCACTBA - BCUICCTBA NI UX KOM6I/IHaI_[I/II/I, BCTYIIAIOIIHME B KOHTAKT C
OpraHu3MoM 4Y€JIOBEKA UJIHU JKUBOTHOT'O, IIPOHUKAIOIHUE B OpTraHbl, TKAHHU OpPraHru3iMa
YCJI0BCKA UJIK )KUBOTHOT'O, IPUMECHACMBIC I HpO(bI/IJ'IaKTI/IKI/I, JUAarHOoCTUKH (33
HCKIIIOYCHHUEM BCIICCTB NN UX KOM6I/IHaI_II/II71, HC KOHTAKTUPYIOIIUX C OpraHu3MomM
YCJIIOBCKA HUJIN )KI/IBOTHOFO), JICUYCHUA 3360J’IeBaHI/IH, pea6I/IJ'II/ITaI_II/II/I, I COXpAaHCHUA,
IpCaAOTBpaAlICHUA WU IIPCPbIBAHWA 6epeMeHHOCTI/I " IIOJIYYCHHBIC U3 KPOBH, I1JIa3MbI
KpOBH, U3 OPraHOB, TKaHeH Ooprann3ma 4€JIOBCKa WIH )KUBOTHOI'O, paCTCHHﬁ, MUHCPAJIOB
MCTOAAMH CHUHTEC3a UJIK C IIPUMCHCHHUEM ouoaornyeckux TexHonorui. K JICKapCTBCHHBIM
CpeacTBaM OTHOCATCA (I)apMaI_ICBTI/I‘leCKI/Ie CY6CTaHI_II/II/I " JICKAPCTBCHHLIC IIPCIIApaThI;

2) hapmarieBTHYECKas CYOCTAHIIUS - JIEKAPCTBEHHOE CPECTBO B BHJIE OJHOTO HJIH
HECKOJIbKUX 00J1a/1atoImuXx (papMaKoIorHuecKol akTHBHOCTBIO JICHCTBYIOIIUX BEIIECTB
BHE 3aBUCHUMOCTH OT IIPHUPO/IbI IIPOUCXOXKICHUS, KOTOPOE MPEIHAZHAUCHO IS
MIPOU3BOJICTBA, U3TOTOBJICHHS JICKAPCTBEHHBIX MPENApaTOB U OMPEICIAET UX

3¢ (hEeKTUBHOCTS;
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(ITynkr B penakuuu, BBeieHHOM B feiictBue ¢ 1 urons 2015 roga denepaibHbIM 3aKOHOM
ot 22 nekabps 2014 roya Ne 429-@3. - CM. IPEAbIAYIYIO PEAAKIIUIO)

3) BcioMoraTe/IbHbIE BEIIECTBA - BEIIECTBAa HEOPTAaHMUECKOTO HIJIM OPTaHHYECKOTO
MPOUCXO0KACHUS, UCIOJIBb3YEMBIE B IIPOLECCE MPOU3BOJACTBA, U3TOTOBJIEHUS
JICKApPCTBCHHBIX NPCapaToB A NpUAaHUA UM HGO6XOI[I/IMI)IX (1)I/ISI/IKO ~XUMHUYCCKUX
CBOMCTB;

4) nexapCTBEHHbIE PENAPATHI - IEKAPCTBEHHBIE CPE/ICTBA B BUJIE JIEKAPCTBEHHBIX (POPM,
MpUMEHsIeMble ISl TPO(UIAKTUKHU, TUarHOCTUKY, JIEYeHUs 3a00s1eBaHMsl, peaOuInTalllY,
JUIS COXpaHEeHMs], TPEeIOTBPALLEHUS WK IPEPhIBaHNs OEpEMEHHOCTH;

5) nekapcTBeHHas popMa - COCTOSTHHE JIEKApCTBEHHOTO Tperapara, COOTBETCTBYIOIIEE
croco0aM ero BBEJICHUS U MPUMEHEHUS B 00eCIIeYNBAIOIIee TOCTIKEHUE HEOOX0MMOTO
nedeObHoro >ddekra;

5.1) no3upoBKa - copepKaHrue OJHOTO WM HECKOJbKHUX JACHCTBYIONIUX BEIIECTB B
KOJIMYECTBEHHOM BBIPKEHUU Ha €IUHUILY J03bl, UJIU €IUHUILY 00beMa, WIN €AUHUILY
Macchl B COOTBETCTBUU C JIEKAPCTBEHHOU (hopMOil TuOO /U1 HEKOTOPBIX BUIOB
JIEKapCTBEHHBIX (POPM KOJMYECTBO BHICBOOOKIAEMOI0 U3 JIEKAPCTBEHHOM (hOPMBI
JEMCTBYIOLIETO BEIIECTBA 3a €AUHUILY BPEMEHH;

(ITynkT nomoHUTENRHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

6) repedyeHb )KM3HEHHO HEOOXOIMMBIX M BKHEHIINX JICKAPCTBEHHBIX MPENapaToB -
yTBepkaemslil [IpaButensctBoM Poccuiickoit @enepanuu nepeyeHb JIEKapCTBEHHBIX
MpenapaToB IJIsl MEIUIIMHCKOTO MPUMEHEHHSI, 00CCTICUMBAIOIUX TIPUOPUTETHBIC
MOTPEOHOCTH 3/IPaBOOXPAHEHUS B LIETSAX MPO(DUIAKTUKY U JICUCHUs 3a00JI€BaHU, B TOM
YHUCIIe Mpeo0IalaloIuX B CTPYKTYpe 3a0osieBaeMocTr B Poccuiickoit denepanuu;
(ITyHKT B penakiuu, BBeICHHOH B feiicTBue DenepaibHbIM 3aKk0HOM OT 13 nrons 2020
rojga Ne 206-®3. - CM. OpeabIAYIIYIO PEAAKIIMIO)

6.1) opanHbIe JEeKapCTBEHHBIE IPEMapaThl - JIEKAPCTBEHHBIC ITPENapaThl,
NpeAHa3HaYeHHbIC UCKIIOYNTEIBHO ISl AMArHOCTUKH WM MTaTOTEHETUYECKOTO JICUCHUS
(JIeyeHus1, HAaIIPaBJICHHOTO HA MEXaHW3M Pa3BUTHS 3a00JIeBaHKs ) peaKux (Op(haHHBIX)
3a00J1€BaHHI;

(ITynkt nononautensHO BKItoueH ¢ 1 utons 2015 rona @enepaibHbIM 3aKOHOM OT 22
nexabdps 2014 roga Ne 429-D3)

6.2) OuosiornyecKue JIeKapCTBEHHbBIE IIPenapaThl - JIEKapCTBEHHBIE MTPerapaThl,
JEMCTBYIOIIEE BEIMIECTBO KOTOPBIX MPOU3BEACHO WM BBIIECTICHO U3 OMOJIOTHYECKOTO
WCTOYHUKA U JJIs OTIPE/ICTICHHS CBOMCTB M Ka4eCcTBa KOTOPBIX HEOOX01MMa KOMOUHAIIUS
OMOJIOTHYECKUX B (PU3UKO-XUMUYECKUX METO10B. K OHOI0rHuecKkuM JeKapCTBEHHBIM
rpernapaTaM OTHOCSTCS UMMYHOOHOJIOTHYECKHE JIEKapCTBEHHBIE TPeraparhl,
JIEKApCTBEHHBIE MpEenapaThl, NOJYYeHHbIE U3 KPOBH, IJIa3Mbl KPOBU YEJIOBEKA U
KUBOTHBIX (32 UCKITIOYCHHUEM 1IeTTbHOM KPOBH), OMOTEXHOJIOTHUECKHE JIEKApCTBEHHBIE



npenaparsl, FTeHOTepareBTUUECKHE JIEKApCTBEHHBIE Mpenaparhl;
(ITynkT nononaHuTENBHO BKIOYEH ¢ 1 nronsg 2015 roga @enepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-303)

7) *MMYHOOMOJIOTHYECKHE JIEKAPCTBEHHbIE IIPENapaThl - JIEKAPCTBEHHbIE IPEapaThl,
IpeHa3HaYeHHbIe 111 (GOPMUPOBAHMS AKTUBHOT'O MJIM TACCUBHOTO UMMYHHTETA JIM00
JMArHOCTUKU HAJIMYMSI MMMYHHUTETA WIM JUATrHOCTUKH CHELUPUUECKOTrO
prOOPETEHHOTO U3MEHEHNSI UMMYHOJIOTHUECKOTO OTBETA Ha aJIEPTU3UPYIOIINE
BemecTBa. K ”MMyHOOMOJIOTHYECKUM JIEKApPCTBEHHBIM ITpenapaTaM OTHOCSTCS BaKIUHBI,
aHaTOKCHHBI, TOKCUHBI, CBIBOPOTKH, UMMYHOTJIOOYJIMHBI U aJUIEPTEHBI;

(ITynkt B penakuuu, BBeieHHOM B feiictue ¢ 1 uronsg 2015 rona denepanbHbIM 3aKOHOM
ot 22 nekabps 2014 royma Ne 429-@03. - CM. IPEAbIAYIIYIO PEAAKIINIO)

7.1) GUOTEXHOJIOTHYECKHE JICKAPCTBEHHBIE MpETapaThl - JIEKapCTBEHHbBIE MIPEapaThl,
MIPOU3BOJICTBO KOTOPBIX OCYIIECTBISETCS C UCTIOIH30BAHUEM OMOTEXHOJIOTUYECKUX
nporieccoB u MeTo10B (B ToM uucie JJHK-pexkomOrnHaHTHOM TE€XHOJIOTHH, TEXHOJIOT U
KOHTPOJIMPYEMOU SKCIIPECCHH T€HOB, KOJIUPYIOMNUX OMOJIOTHYECKH aKTHBHBIC OCJIKU B
MMPOKAPUOTAX U DYKAPUOTAX, BKITIOUAS N3MEHEHHBIE KIIETKH MJICKOTTUTAIOIINX ),
TUOPUIOMHOTO METO/1a U METOa MOHOKJIOHATHbHBIX aHTHUTEIT,

(ITynkT nomoHUTENHHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadpst 2014 roga Ne 429-03)

7.2) TeHOTepaneBTUYECKUE JICKAPCTBEHHBIC MTPENapaThl - JICKapCTBEHHBIC MPETapaThl,
(dhapmarieBTHUECKas CyOCTaHIIUS KOTOPBIX SIBIIETCS PEKOMOMHAHTHON HYKJIICHHOBOM
KHCJIOTOM WJIM BKJTIOYAET B C€0sl peKOMOMHAHTHYIO HYKJIEMHOBYIO KHCIIOTY,
MTO3BOJISIONIYIO OCYIIIECTBIIATh PEryJIUpOBaHUE, perapaluio, 3aMeHy, 100aBICHUE UITH
yAaJICHHE TeHeTUYECKON MOCIIeI0BATEILHOCTH;

(ITynkT nomoHUTENHHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-03)

8) HapKOTHYECKHE JICKAPCTBEHHBIE CPEJICTBA - JIGKAPCTBEHHBIC ITPEnapaThl U
(hapmareBTHUECKHE CyOCTaHIINU, COACPIKAINE HAPKOTHUECKUE CPEJICTBA U BKIFOUCHHBIC
B IlepeuyeHb HAPKOTUYECKUX CPEJACTB, ICUXOTPOIHLIX BEIIECTB U UX IIPEKYPCOPOB,

o JUIS)KAINX KOHTPOJ B Poccuiickoii deepanuy, B COOTBETCTBUM C
3aKkoHOJaTensCTBOM Poccuiickoit deneparuu, MeXIyHAPOJHBIMH IOTOBOPAMU
Poccuiickoit deneparuu, B ToM uncie EnrHON KOHBEHITMEH 0 HAPKOTHYECKUX CPEJICTBAX
1961 rona;

9) ncuXOTpOMHbBIE JIEKAPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE MpernapaTsl U
(dapmalieBTHUECKHE CYOCTaHIINH, COAEPKAIUE TICUXOTPOIHBIE BEIIECTBA U BKIIOYCHHBIE
B llepeueHb HAPKOTUYECKUX CPEJICTB, ICUXOTPOMHBIX BELIECTB U UX IPEKYPCOPOB,
[oJuiekamx KOHTpoato B Poccuiickoit deneparnu, B COOTBETCTBUH C
3aKoHOAaTenbCcTBOM Poccuiickoit denepainii, MEXIyHaApOIHBIMUA JOTOBOPAMH
Poccuiickoit ®eneparuu, B ToM uncie KoHBeHIIMEN 0 ICUXOTPONHBIX BeniecTBax 1971
roja;




10) pannodapmarieBTHYECKHE JIEKapCTBEHHBIE CPEACTBA - JIEKAPCTBEHHBIE CPE/ICTBA,
KOTOPBIE COAEPKAT B TOTOBOM /ISl UCTIONIB30BaHUs (POpME OAUH PATHOHYKIH] T
HECKOJIBKO paJMOHYKIUAOB (pasiiOaKTUBHBIX U30TOIIOB);

10.1) opurnHanbHbINA JEKapCTBEHHBIH Mpenapar - JIEKapCTBEHHBIN IIpernapaT ¢ HOBbIM
JNENCTBYIOLIUM BEIIECTBOM, KOTOPBIN IIEPBBIM 3apETUCTpUPOBaH B Poccuiickoi
denepauy UM B MHOCTPAHHBIX TOCYJapCTBAaX HA OCHOBAHUU PE3YJIbTaTOB
JOKJIIMHUYECKUX HUCCIIEIOBAHUH JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKUX MCCIEA0BAHUN
JIEKapCTBEHHBIX NPENapaToB, HOATBEPKAAIOMINX €T0 Ka4eCTBO, YPPEKTUBHOCTD U
0e30I1aCHOCTE;

(ITynkt nononnurtensHo BKitoueH ¢ 1 mapra 2020 roga ®enepanbHbIM 3aKOHOM OT 27
nekadps 2019 rona Ne 475-3)

11) pedepeHTHBIN JIeKapCTBEHHBIN MTpenapaT - JEKapCTBEHHBIN Mpenapar, KOTOpbIi
WCTIOJIB3YETCsI IJIs1 OIIEHKH OMOAKBUBAJIEHTHOCTH WM T€PaNeBTUUECKON
SKBHUBAJIEHTHOCTHU, KauecTBa, 3(p(HEKTUBHOCTU U 0€30aCHOCTU BOCIIPOU3BEEHHOTO
JIEKapCTBEHHOT'O IpenapaTa Uiy OnoaHaioroBoro (61M0MoA00HOI0) JIEKAPCTBEHHOTO
npenapara (Onoananora). B kauecTBe pedepeHTHOTO JIeKapCTBEHHOTO TIpemnapara Jijis
MEJIMIIMHCKOTO IPUMEHEHUS UCTIOJIb3YeTCsl OPUTHHAIBHBIN JICKaPCTBEHHBIN TIpemnapar
160, eCITM OPUTUHATBHBIN JIEKAPCTBEHHBIN TIpenapaT He 3apEeTUCTPUPOBAH UITH HE
HaxoauTcs B o0opote B Poccuiickoit Denepannu 1 He HAXOAUTCS B 000pOTE B
WHOCTPaHHBIX TOCY/IapCTBAX, BOCIIPOU3BEICHHBIN JIEKAPCTBEHHBIN MpenapaT Win
OroaHaIOTOBBIN (OMOIOO0HBI) JIEKApCTBEHHBIN TTpenapar (0noaHayior), KOTOPhIH
MEPBBIM 3apETUCTPUPOBAH U3 YUCIIA HAXOAAIIMXCs B 00opoTe B Poccuiickoit denepanum,
OMOSKBUBAJIIEHTHOCTh WJIM TE€PAIeBTUYECKasi IKBUBAJICHTHOCTh, KAYE€CTBO,

3¢ HEeKTUBHOCTD U 0€30MTACHOCTH KOTOPOTO OIIEHUBAIMCH TI0 OTHOIIICHHIO K
OpUTMHAJILHOMY JIEKAPCTBEHHOMY Tpernapary, a Tak’ke Ka4ecTBo, 3PPEKTUBHOCTD U
0€30MacHOCTh KOTOPOTO MOATBEPKIAIOTCS pe3ylibTaTaMu (hapMaKkoHaI30pa U MPOBEPOK
COOTBETCTBUS JICKAPCTBEHHBIX CPEACTB, HAXOALIUXCS B IPaAaHCKOM 000poTe,
YCTaHOBJICHHBIM TPeOOBaHUAM K MX KadecTBY. B kauecTBe pedepeHTHOTrO
JIEKapCTBEHHOT'O IpernapaTa J1jisl BETepUHAPHOTO PUMEHEHUS UCIOIb3yeTCs
JIEKapCTBEHHBIN Mpernapar st BETEpUHAPHOTO MPUMEHEHUS, 3apEeTUCTPUPOBAHHBIH B
Poccuiickoit deneparuy Ha OCHOBaHUU PE3YJIbTATOB TOKIMHUYECKUX UCCIIEI0BAaHUI
JIEKapPCTBEHHBIX CPEJICTB U KIMHUYECKHUX MCCIIEI0BaHUMN JIEKApCTBEHHBIX MPENaparosB,
MOATBEPXKIAOLIUX €ro KauecTBO, 3((HEKTUBHOCTH M 0€30MaCHOCTB;

(ITynkt B penakuuu, BBeieHHOM B feiictBue ¢ 1 mapta 2020 roga @enepanbHbIM
3akoHOM OT 27 siekabps 2019 roga Ne 475-D3. - CM. OpeabLAYINYIO PEAAKIIUIO)

12) Bocnipon3BeIeHHBIH JIEKapCTBEHHBIH MTpenapar - JIeKapcTBEHHbIHN Npenapar Juis
MEAULMHCKOTO MIPUMEHEHHMsI, KOTOPBIM UMEeT SKBUBAJIIEHTHBIN pedepeHTHOMY
JIEKapCTBEHHOMY IIpenapaTy KaueCTBEHHBIM COCTaB M KOJIMYECTBEHHBIN COCTAB
JEUCTBYIOLIUX BEIIECTB B SKBUBAJIEHTHOH JICKapCTBEHHOM (opme, MO0 JTeKapCTBEHHBIH
Ipenapar 1yl BETEpUHAPHOI0 IPUMEHEHUs, KOTOPbI UMEET TaKHE K€, 4YTO U
pedepeHTHBIH JeKapCTBEHHBIH Mpenapar, KaueCTBEHHBIH COCTaB M KOJIUYECTBEHHBIN
COCTaB JIEHCTBYIOIIMX BELIECTB B TAKOM e JIeKapCTBEHHOH (opme,
OMO’KBUBAJIEHTHOCTh WJIM TepaleBTUYECKasi SKBUBAJEHTHOCTh KOTOPBIX



COOTBETCTBYIOIIEMY pedepEHTHOMY JICKaPCTBEHHOMY IpernapaTy MOoATBEPkKICHA
COOTBETCTBYIOIIMMH UCCIIEIOBAHUSIMU;

(ITynkT B penakiuu, BBeneHHOH B aeiicTBue ¢ 1 mapra 2020 roga denepaibHbIM
3akoHOM 0T 27 jiekadps 2019 roga Ne 475-D3. - CM. OpEabLIYIIYIO PEAAKIIUIO)

12.1) TepaneBTHYEeCKasi IKBUBAJIEHTHOCTD JIEKAPCTBEHHBIX IPENapaTroB - JOCTUKEHNE
KJIMHHMYECKH COTIOCTaBUMBIX TeparneBTudeckoro 3dexra u nmokasareneit 3phekTuBHOCTH
1 6€301acHOCTH NIPU PUMEHEHUH JIEKAPCTBEHHBIX PENapaToB I MEIUIITHCKOTO
MIPUMEHEHMSI, UMEIOLIUX OJTHO MEXKYHApOJHOE HENATEHTOBAHHOE (MM XMMHUYECKOE,
WM TPYNIHPOBOYHOE) HAMMEHOBAHKE, B SKBUBAJIEHTHBIX JI03UPOBKaX MO OJHUM U TEM
e MOKa3aHUsAM K IPUMEHEHUIO U NPU OJIMHAKOBOM CIIOCOOE BBEJCHMS Y OJHON U TOM Ke
IpymnIbl 00JIbHBIX;

(ITynkT nonoHUTENRHO BKIOYEH ¢ 1 nronsg 2015 roga denepanbHbIM 3aKOHOM OT 22
nekadps 2014 roga Ne 429-@3; B penakiiuu, BBEACHHOM B nericTBue ¢ 1 mapta 2020
rona ®enepanbHpiM 3aKk0HOM 0T 27 aekalps 2019 rona Ne 475-@3. - CM. OpeablayLIyo

PEIIAKITNIO)

12.2) 6uoananorosslii (61010 00HBIN) IeKapCTBEHHBIN Ipenapar (61oaHaor) -
OMOJIOTMYECKU JIEKapCTBEHHBIH Mpernapar, CX0KHUN Mo mapamMeTpaM KadecTBa,

3¢ deKTUBHOCTU U 0€3011aCHOCTH C peepEeHTHBIM OMOJIOTHYECKUM JIEKAPCTBEHHBIM
MpenapaToM B TAKOH K€ JIEKAPCTBEHHOU (hOpME M UMEIOIITUH UACHTHYHBIN CIIOCO0
BBEJICHUS;

(ITynkT nomoHUTENRHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nekabpst 2014 roma Ne 429-D3)

12.3) B3anMo3aMeHsIeMbIH JICKapCTBEHHBIHN MperapaT - JICKapCTBEHHBIN Mperapar ¢
JIOKa3aHHOM TepaneBTUYECKOW SKBUBAJIEHTHOCTHIO MJIM OMOIKBUBAJICHTHOCTHIO B
OTHOIIIEHUH pedepPEHTHOTO JICKAPCTBEHHOTO IIpernapaTa, UMEIOIIHA SKBUBAJICHTHBIE €MY
KaueCTBEHHBIM COCTaB U KOJWYECTBEHHBIN COCTAB JIEHCTBYIONINX BEIIECTB, COCTAB
BCIIOMOTaTEIbHBIX BEIIECTB, JICKAPCTBEHHYIO (OPMY U CITIOCOO BBEACHMUS;

(ITynkT nomoHUTENBHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-03)

12.4) 6MOAKBUBAJICHTHOCTD JIEKAPCTBEHHBIX MPEMAPATOB - JOCTHKEHNE COTIOCTABUMBIX
MoKasaresieil CKOpOCTH BCAChIBaHUS, CTETICHH MOCTYIICHUSI K MECTY JCHCTBHS U
CKOPOCTH BBIBEJICHHS OJTHOTO HJIM HECKOJIBKUX 00Ialatomux hapMaKoJoTHIeCKOU
aKTUBHOCTBIO JICWCTBYIOIINUX BEIIECTB MPU MPUMEHEHHH JIEKAPCTBEHHBIX MIPENapaToB
JUTS. METUITTHCKOTO MPUMEHEHHSI, UMEIOIIUX OTHO MEKIyHAPOTHOE HEMAaTEHTOBAHHOE
(MM XUMHUYECKOE, WM IPYIIHUPOBOYHOE) HAMMEHOBAHUE, B SKBUBAJICHTHBIX JO3HPOBKAX
Y TIPU OJIMHAKOBOM CIIOCOOE BBEICHUS;

(ITynkt gomonauTensHO BKItoueH ¢ 1 mapra 2020 roga denepaibHbIM 3aKOHOM OT 27
nexabps 2019 roga Ne 475-D3)

13) JICKAPCTBCHHOC PACTUTCIIBHOC ChIPHE - CBCKNEC NJIN BBICYIICHHBIC PACTCHUA 00 uX
YacCTH, UCTIOJIB3YEMBIC UIA TPOU3BOACTBA JICKAPCTBECHHBIX CPEACTB OPraHU3alusIMU -
MMPOU3BOAUTCIIAIMU JICKAPCTBCHHBIX CPCACTB UJIN U3TOTOBJICHUS JICKAPCTBCHHBIX



MpenapaToB alnTeYHbBIMU OPraHU3ALUSIMHU, BETEPUHAPHBIMU AlITEUHBIMU OpraHU3ALMUSIMH,
WHJIMBUAYIbHBIMH MPEITPUHUMATEISIMHU, UMEIOITUMU JTUIEH3UIO Ha
(hapMaIreBTHUECKYIO ACITEILHOCTD;

14) nekapcTBEeHHBIN pacTUTEIbHBIN Ipenapar - JeKapCTBEHHBIN IIpenapar,
IIPOM3BEACHHBIN UM U3TOTOBJIEHHBIA U3 OJHOTO BUA JIEKAPCTBEHHOI'O PACTUTEIBHOTO
CBIPHsI MJIM HECKOJIBKUX BUJIOB TAKOTO CBHIPBSI U PEAM3yeMbIii B pacacOBaHHOM BHJIE BO
BTOPUYHOM (MOTPEOUTETHCKOMN) YITAKOBKE;

15) romeonaruyeckuii IekapcTBEHHBIN Ipernapar - JeKapCTBEHHBIH npenapar,
MIPOM3BEACHHBIN MM U3TOTOBJIEHHBIN U3 (papMaleBTHUECKON CyOCTaHIINH WU
(hapmareBTHUECKNX CyOCTaHIIMI B COOTBETCTBUU C TPEOOBAHUSIMHU OOIIIUX
(bapMaKonenHbIX CTaTe K rOMeoNnaTHYeCKUM JIEKAPCTBEHHBIM IpernaparaM UiH B
COOTBETCTBUU C TpeOOBaHUAMU (hapMaKOIen CTPaHbl IPOU3BOAUTEINS TAKOTO
JIEKapCTBEHHOTI'O IpenapaTta;

(ITynkt B penakuuu, BBeieHHOM B neiictBue ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM
ot 22 nekabps 2014 roma Ne 429-@3. - CM. IPEAbIAYIYIO PEAAKIIUIO)

16) MexTyHapoIHOE HEMTaTEeHTOBAaHHOE HAMMEHOBaHHE JIEKAPCTBEHHOTO CPEJICTBA -
HauMEHOBaHHe JEHCTBYIOLIEro BellecTBa (papManeBTHUECKON CyOCTaHIINH,
PEKOMEHI0BaHHOE BeceMHpHOU opranu3anuei 3A4paBoOXpaHeHHUs];

(ITynkt B penakuuu, BBeieHHOM B neiictBue ¢ 1 urons 2015 rona denepanbHbIM 3aKOHOM
ot 22 nekabps 2014 roma Ne 429-03. - CM. IPEeAbIAYIIYIO PEAAKIIUIO)

17) ToproBoe HAMMEHOBAHUE JICKAPCTBEHHOTO CPEJCTBA - HAUMEHOBAHHE
JIEKApCTBEHHOTO CPEJICTBA, TPUCBOECHHOE €T0 pa3pabOTINKOM, Iep KaTesIeM W
BIIQJICNIBIIEM PETUCTPAIMOHHOTO YAOCTOBEPEHHMS JIEKAPCTBEHHOTO Tperapara;

(ITynkT B penakiuu, BBeIeHHOH B neiicTBre ¢ 1 urons 2015 roga denepaibHbIM 3aKOHOM
ot 22 nexadps 2014 roga Ne 429-P3. - CM. npeablIyLLYIO PEAAKIIHIO)

17.1) rpynnmupoBOYHOE HAUMEHOBAHHKE JICKAPCTBEHHOTO MperapaTa - HAMMEHOBAHUE
JIEKApCTBEHHOTO TIperapara, He HMEIOIIEro MeXIyHapOJHOTO HEMTATCHTOBAHHOTO
HaWMEHOBaHUS, MJIM KOMOWHAIIMH JIEKAPCTBEHHBIX MPEMapaToB, UCIIOJIb3yeMOe B IEIISIX
00BbEIMHEHUS UX B TPYIITY O] €AMHBIM HAMMEHOBAaHUEM UCXO/IS U3 OJMHAKOBOTO
COCTaBa JICHCTBYIOUINX BEUIECTB;

(ITynkt ngononautensHO BrItoueH ¢ 1 utonst 2015 rona @enepaibHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

18) obmas papmakoneiiHas cTaThsl - TOKYMEHT, YTBEP>KACHHBIH YIIOJTHOMOYEHHBIM
(beneparabHbBIM OPraHOM UCIIOJIHUTENBHON BIIACTH U COJEPIKALIMM NepedeHb NoKa3areien
KadyecTBa U (WJIM) METOJIOB KOHTPOJIS KaueCTBa KOHKPETHOM JIEKapCTBEHHON (OPMBI,
JIEKApCTBEHHOT'O PACTUTEIBHOTO ChIPhS, OMUCAHUS OMOJIOTMUECKUX, ONOXUMHUUECKUX,
MUKPOOHOIOTUYECKHX, (PU3UKO-XUMUYECKUX, (PU3NIECKUX, XUMUYECKUX U JPYTUX
METOJIOB aHaJIN3a JIEKAPCTBEHHOI'O CPE/ICTBA, a TAaKKe TPEOOBAaHUS K HCIIOJIb3yEMbIM B
LeJIAX TPOBEJCHNS JJAHHOTO aHAJIN3a PeaKTUBaM, TATPOBAHHBIM pacTBOpaM,
UH/IMKaTOpaMm;



(ITynkr B penakuuu, BBeieHHOM B feiictBue ¢ 1 urons 2015 roga denepaibHbIM 3aKOHOM
ot 22 nekabps 2014 roya Ne 429-@3. - CM. IPEAbIAYIYIO PEAAKIIUIO)

19) papmaxorneitHas cTaThs - TOKYMEHT, YTBEPKICHHBIH YITOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM UCTIOJIHUTEILHOU BIIACTH U COIEPIKALINIA MEpeYeHb MoKa3aTenen
KayecTBa U METOJ0B KOHTPOJISI KaUeCTBA JIEKAPCTBEHHOI'O CPEJICTBA;

(ITynkr B penakuuu, BBeieHHOM B feiictue ¢ 1 urons 2015 roga denepaibHbIM 3aKOHOM
ot 22 nekabps 2014 roga Ne 429-@3. - CM. IPEAbIAYIYIO PEAAKIIUIO)

19.1) cranmapTHbie 0Opa3Ilbl - BEIIECTBA, IIOCPEACTBOM CPABHEHUS C KOTOPHIMHU
OCYIIIECTBIISETCS KOHTPOJIb KAYeCTBA HCCIIETYEMbIX JIEKAPCTBEHHBIX CPEJICTB C MIOMOIIBIO
(UBHKO-XUMUYECKHUX ¥ OHOJIOTHIECKUX METOJIOB B IEJISIX TTOITBEPIKICHHS COOTBETCTBHS
JIEKaPCTBCHHBIX CPEJICTB TPEOOBAHUSAM HOPMATHBHOW JOKYMEHTAIIMH, YCTAHOBICHHBIM
TIPH OCYIIECTBIICHUN TOCYIAPCTBEHHON PETUCTPAIINH, H KOTOPBIC IPUMEHSIFOTCS JIJIs
KaJTMOPOBKH CTAaHAAPTHBIX 00PA3IIOB MTPOU3BOTUTENS JICKAPCTBEHHBIX CPEJICTB,
WCIIOJIb3YEMBIX JIJIT KOHTPOJISI KaueCTBA M MHBIX IeJIel TP 00paIeHUH JICKapCTBEHHBIX
CpPEICTB;

(ITynkT nomoHUTENRHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-03)

19.2) dbapmakonelHbIN CTaHAAPTHBIN 00pa3ell - CTaHAapTHBIN o0pa3ell, TPOu3BeICHHbII
B COOTBETCTBUU C (papMaKoOIeiiHON CTaThel;

(ITynkT nomoHUTENRHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

20) HOpMaTHBHAS JOKYMEHTAIHS - JOKYMEHT, COACpIKAITUi TIEPeUeHb OMPEACIIEMbIX 110
pe3ylbTaTaM COOTBETCTBYIOLIUX SKCIIEPTHU3 MTOKa3aTeslel KayecTBa JIEKapCTBEHHOTO
CpeacTBa AJsl MEAULIMHCKOTO MTPUMEHEHHUSI, METOJI0OB KOHTPOJIS €ro KayecTna U
YCTaHOBJICHHBIN €ro IPOU3BOAUTEIIEM;

21) HOpMaATUBHBINA JOKYMEHT - TOKYMEHT, COJIEpKaIIUi epeyeHb ONpeaesieMbIX 110
pe3ysibTaTaM COOTBETCTBYIOLIUX SKCIIEPTU3 MOKa3aTeNel kayecTBa U (MJIM) METOJIOB
KOHTPOJISl Ka4eCTBa JIEKapCTBEHHOM (OpPMBI, ONKCaHUs OMOJOTHYECKHUX,
OMOXMMHYECKUX, MUKPOOHOJIOTHUYECKUX, PUIUKO-XUMUYECKUX, (DU3UUECKUX,
XMUMHYECKUX U JIPYTHX METOJIOB aHAllu3a JIEKApCTBEHHBIX CPEACTB JIJIsl BETEPUHAPHOTO
MpUMEHEeHHUs], TPEOOBaHUS K MCIOIb3yEMbIM B IIEJISX MPOBEACHUS JaHHOTO aHAIM3a
peakTUBaM, THTPOBAHHBIM PACTBOPAM, MHAMKATOPAM U YCTaHOBJICHHBIN €To
MIPOU3BOIUTENIEM;

21.1) o0t TEXHUYECKUN JOKYMEHT - KOMIUIEKT JOKYMEHTOB U MaTE€pHalioB,
COCTOSIIIIMNA U3 HECKOJIBKUX Pa3/esioB - JOKYMEHTAIMH aJIMUHUCTPATUBHOTO XapaKTepa,
XUMHUYECKOH, hapMalieBTUYECKON U OMOJIOTHYEeCKON TOKYMEHTAIINH,
(hapMaKoIOTUYECKOM, TOKCUKOJIOTUYECKOH TOKYMEHTAIUH, KIMHUYECKOW TOKYMEHTAI[UU
U MPEACTABISIEMBII OTHOBPEMEHHO C 3asIBJIEHUEM O FOCYJapCTBEHHOM perucTpanun
JIEKapCTBEHHOTO TMpenapaTa Jjs MeIUIIMHCKOTO pUMEHeHus B hopMare,
YCTaHOBJICHHOM YITOJIHOMOUEHHBIM (pe/lepabHBIM OPraHOM HUCTIOJIHUTENBHOM BIACTH;



(ITynkT nononaHuTENBHO BKIOYEH ¢ 1 uroinsg 2015 roga denepanbHbIM 3aKOHOM OT 22
nekabps 2014 roga Ne 429-303)

22) Ka4ecTBO JIEKapCTBEHHOTO CPEJICTBA - COOTBETCTBUE JIEKAPCTBEHHOTO CPE/ICTBA
TpeOoBaHUAM (hapMaKOIIEWHOM CTaThU JINOO B CIIydae €€ OTCYTCTBHUS HOPMATHBHOM
JOKYMEHTAIMU WK HOPMAaTUBHOIO JOKYMEHTA;

23) 6e30MacHOCTh JIGKAPCTBEHHOTO CPEJICTBA - XapaKTEPUCTHKA JICKAPCTBEHHOTO
CpeAcTBa, OCHOBAHHAS HA CPABHUTEILHOM aHAJN3€ ero A(PPEKTUBHOCTH U PUCKA
NIpUYUHEHU Bpeaa 300POBBIO;

24) 3¢ peKTUBHOCTH JIEKAPCTBEHHOI'O MIpernapaTa - XapaKTepUCTHUKA CTENEHU
MIOJIOKUTEIILHOTO BIIMSIHUS JIEKApCTBEHHOTO Mpenapara Ha TeUeHHe,
IIPOJOJKUTEIBHOCTh 3a00JI€BaHMSI WIIM €r0 NPEeIOTBpAIlleHUe, peadMINTalHIo, Ha
COXpaHEHHUe, NIPEJOTBpAIEHNE WIN ITpephIBaHNe OEPEMEHHOCTH;

25) cepusi IeKapCTBEHHOTO CPEJICTBA - KOJMUYECTBO JIEKAPCTBEHHOTO CPE/ICTBA,
MPOM3BEICHHOE B PE3yJIbTaTe OJTHOTO TEXHOJIOTUYECKOTO IIHKIIA €T MPOU3BOTUTENIEM;

26) perucTpallMOHHOE YAOCTOBEPEHHE JIEKApCTBEHHOTO Mpenapara - JJOKyMeHT,
MTOTBEPIKIAIOMINKA (PaKT TOCYIapCTBEHHOW PErHCTpaIliy JIEKapCTBEHHOTO Mpemnapara;

26.1) nepxatenb WIH BIIAJENEI] PETUCTPAIIMOHHOTO yI0CTOBEPEHUS JIEKAPCTBEHHOTO
npemnaparta - pa3paboTuuK JEKapCTBEHHOTO CPECTBA, IPOU3BOAUTENb JIEKAPCTBEHHBIX
CPEICTB WM HHOE IOPUANYECKOE JIUIO0, 00J1a/1at011ee IPaBoOM BiaIeHUs
PErUCTPaIIOHHBIM YI0CTOBEPEHUEM, KOTOPbIE HECYT OTBETCTBEHHOCTH 3a Ka4eCTBO,
3¢ (HEKTUBHOCTH U 0€30MACHOCTH JICKAPCTBEHHOTO Tperapara;

(ITynkT nomoHUTENHHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

27) perucTpalMOHHbII HOMED - KOJAOBOE 0003HAUEHHUE, IPUCBOCHHOE JIEKAPCTBEHHOMY
npenapaTy IpH ero rocy1lapcTBeHHOW PerucTpaluu;

28) oOpareHre JeKapCTBEHHBIX CPEACTB - pa3paboTKa, JOKIMHHUYECKUE UCCIICIOBAHNUS,
KJIIMHUYECKHUE MCCIIEIOBAHUS], SKCIIEPTU3a, TOCYJapCTBEHHAs PErUCTpalus,
CTaHJIapTU3allks ¥ KOHTPOJIb KaueCTBa, IPOU3BOJICTBO, M3rOTOBJIEHUE, XpaHEHHUE,
nepeBo3ka, BB03 B Poccuiickyro denepanuto, BbiBo3 U3 Poccuiickoit denepanum,
pekiiaMa, OTIYCK, peanu3alus, nepeaadya, IpUMEHEHUE, YHUUTOXKEHUE JI€KaPCTBEHHbIX
CPE/ACTB;

(ITynkt B pemakuuu, BBeIeHHOM B feiictBue ¢ 7 ssuBaps 2012 roga @enepalibHbIM
3aK0HOM 0T 6 ekadps 2011 roga Ne 409-D3. - CM. HpeablayLIYIO PEAAKIIHIO)

29) CY6’LCKTH O6paIJ_IeHI/I$I JICKAPCTBCHHBIX CPEACTB - (I)I/ISI/I‘IGCKI/IG JuIa, B TOM 4YHUCJIC
HHAUBUAYAJBHBIC IPCAIIPUHUMATECIIN, 1 KOPUANYICCKHUC JIMIA, OCYIICCTBIIAOIINC
ACATCIIBHOCTD IIPpU O6paH_IeHI/II/I JICKAPCTBCHHBIX CPCIACTB,



30) pa3paboTUHK JICKAPCTBEHHOTO CPEJICTBA - OpTaHU3aIHsI, 00Ia1atolas IpaBaMu Ha
pe3yJbTaThl JOKIMHUYECKUX UCCIIEI0BAHUN JIEKAPCTBEHHOIO CPEJICTBA, KIMHUYECKUX
UCCIIEI0OBAaHUH JIEKAPCTBEHHOI'O IIpenapaTa U (WiK) Ha TEXHOJIOTUIO IIPOU3BOACTBA
JIEKapCTBEHHOI'O CPEJICTBA;

(ITlynkr B penakuuu, BBeieHHOM B feiictue ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM
ot 22 yiexadps 2014 roga Ne 429-D3. - CM. OPEAbLIYILYIO PEIAKIIUIO)

31) npou3BOACTBO JIEKAPCTBEHHBIX CPECTB - IEATEIBHOCTD 110 IPOU3BOICTBY
JIEKApCTBEHHBIX CPEACTB OPraHMU3alUAIMU - IPOU3BOIUTEISIMH JICKAPCTBEHHBIX CPEACTB
Ha OJIHOM CTaJN, HECKOJIbKUX MJIH BCEX CTAIUSAX TEXHOJIOTHIECKOTO MPOIecca, a TAaKKe
M0 XpaHEHHUIO U PeaIN3alliy MPON3BEICHHBIX JIEKAPCTBEHHBIX CPEJICTB;

31.1) npousBoACTBEHHAS IJIOLIAAKA - TEPPUTOPUATIBHO 000COOIEHHBIN KOMIIJIEKC
MIPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEJICTB, MPETHA3HAYEHHBIN JJI BHITIOJHEHHS BCETO
rpoIiecca MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB WJIU €0 OTPEICTICHHON CTaIuu;
(ITynkT nonoHUTENRHO BKIOYEH ¢ 1 nronsg 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

32) npou3BOAUTENH JIEKAPCTBEHHBIX CPEJICTB - OpPraHU3aIlMsl, OCYIIECTBIISIONIAs
MMPOU3BOJACTBO JICKAPCTBCHHBIX CPCACTB B COOTBETCTBUH C Tpe6OBaHI/I5IMI/I HaCTOAIICTO
denepanbHOTO 3aKOHa;

33) cdapmanieBTHUECKAs ACSITEIBHOCTD - ACATEIHHOCTD, BKITFOYAIOIIAs B ¢€0s1 OTITOBYIO
TOPrOBIIIO JIEKAPCTBEHHBIMU CPEJCTBAMH, UX XpaHEHUE, TIEPEBO3KY U (UJIM) POSHUYHYIO
TOPrOBIIIO JIEKAPCTBEHHBIMU TperiapaTaMu, B TOM YHCIIE AUCTAaHIIMOHHBIM CIIOCOO0OM, UX
OTITYCK, XpaHEHHE, IEPEBO3KY, U3TOTOBIICHUE JIEKAPCTBEHHBIX NPENapaTOB;

(ITyHKT B pemakiuu, BBeICHHOH B feiicTBue DenepabHbIM 3aK0HOM OT 3 ampens 2020
roja Ne 105-®3. - CM. OpeabIAYIILYIO PEIAKIINIO)

34) opranuzanus ONTOBOI TOProBIIM JEKAPCTBEHHBIMH CPEACTBAMHU - OpraHU3aIus,
OCYILIECTBJISIOIAs ONTOBYIO TOPTOBIIIO JIEKAPCTBEHHBIMU CPEJICTBAMU, UX XPAaHEHHUE,
MEPEBO3KY B COOTBETCTBUHU € TPeOOBaHUSIMHU HacTosero deaepaibHOro 3aK0Ha;

35) anTeyHast opraHU3aIMs - OpraHu3aIys, CTPYKTYPHOE MOpa3AeICHUe MEIUIIMHCKON
OpraHu3aIiK, OCYIIECTBISAIONINE POSHUYHYIO TOPrOBIIIO JIEKAPCTBEHHBIMH MperapaTaMu,
B TOM YHUCJI€ TUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHUE, IEPEBO3KY, U3TOTOBJICHHUE U OTITYCK
JIEKApCTBEHHBIX MPEMapaToB ISl MEAUIIMHCKOTO IPUMEHEHUS B COOTBETCTBUU C
TpeOOBaHUAMHU HacTosIIero deepaabHOTO 3aK0HA,

(ITynkT B pemakuuu, BBeIeHHOM B feiicTBue denepanbHbIM 3aKOHOM OT 25 HOs10pst 2013
rona Ne 317-@3; B pegakiivu, BBeAeHHOH B jielicTBue DeepanbHbIM 3aKOHOM OT 3
anpeig 2020 rojga Ne 105-®3. - CM. OpeabLAYIIYIO PEIAKIIUIO)

36) BETCpHUHApHA allTCUHas OpraHnu3anus - Oprannu3anusa, CTpYKTYpHOC IMOAPa3aACJIICHUC
BeTepHHapHOﬁ opraHnusanunu, OCymeCTBIAONINE POZHUYHYIO TOPTOBJIFO
JICKApCTBCHHBIMHU IIp€riaparaMu, B TOM YUCIIC JUCTAHIITMOHHBIM CHOCO6OM, XpaHCHHC,
HU3TOTOBJICHUC U OTITYCK JICKAPCTBCHHLBIX MPETIApATOB IJIA BETCPUHAPHOT'O IPUMCHCHUS B



COOTBETCTBUH € TpeOoBaHUsAMHU HacTosero denepanbHOro 3aK0Ha;
(ITynkr B penakuuu, BBeieHHOM B neiicTBue denepanbHbiM 3aKoHOM oT 3 anpens 2020
roga Ne 105-®3. - CM. npeabLIyIIyI0 PEIaKIIHIO)

37) danbcudupoBaHHOE JIEKAPCTBEHHOE CPEACTBO - JISKAPCTBEHHOE CPECTBO,
COIPOBOXKIAEMOE JIOKHOHM MH(pOPMAIKEl 0 ero cocTaBe U (MJIH) MPOU3BOIUTEIIC;

38) HemoOpOKavYeCTBEHHOE JIEKAPCTBEHHOE CPEJICTBO - JICKAPCTBEHHOE CPEICTBO, HE
COOTBETCTBYIOIIEEe TPEOOBaHUAM (hapMaKOIIEWHOM CTaThH JINOO B CIIy4ae €€ OTCYTCTBHUS
TpeOOBaHUSAM HOPMATUBHOW JOKYMEHTAIMU WJIK HOPMATHUBHOTO TIOKYMEHTA;

39) koHTpadakTHOE JEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEJICTBO, HAXOIAIIIEECs
B 000pOTE C HApyIIEHNUEM I'PaKIAHCKOTO 3aKOHOJaTEIbCTBA;

40) TOKITMHUYECKOE MCCIIeIOBAHNUE JIEKAPCTBEHHOTO CPEICTBA - OMOJIOTUYECKUE,
MHKPOOHOJIOTHIECKHE, UMMYHOJIOTHYECKHE, TOKCHKOJIOTHYECKUE, (hapMaKOJIOTHIECKUE,
dusnyeckre, XAMUYESCKUE U JIPYTHE UCCIICIOBAHUS JIEKAPCTBEHHOTO CPEJICTBA ITyTEM
MPUMCHCHUA HAYYHBIX METOJOB OLICHOK B HLCIIAX MOJIYYCHUA JOKAa3aTCIbCTB
0€301acHOCTH, KauecTBa M 2PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA;

41) KIMHHYECKOE UCCIIEOBAaHUE JICKAPCTBEHHOTO Tperapara - U3y4eHue
JMarHOCTUYECKUX, JIeUeOHBIX, MPOPHIAKTUYECKUX, (PApMaKOIOrMUECKUX CBONCTB
JIEKapCTBEHHOTO IperapaTa B IPOLIecce ero MPUMEHEHHS Y YeJI0BeKa, >KUBOTHOTO, B TOM
YHClie TPOLIECCOB BCAChIBAHUS, paCIpe/IeIeHNs, U3BMEHEHUS U BbIBEJICHUS, ITyTEM
MPUMEHEHHSI HAyYHBIX METOJIOB OLIEHOK B II€JISX MOTYYEHHUs JOKa3aTeIbCTB
0e301acHOCTH, KauecTBa U YPPEKTUBHOCTH JICKAPCTBEHHOTO Tperapara, JaHHBIX O
HeXKeJlaTeNbHBIX PEaKUsiX OpraHu3Ma 4eJ0BeKa, >KUBOTHOTO HA IPUMEHEHHUE
JIEKapCTBEHHOTO TIpernapara u 00 3¢exTe ero B3auMoAeUCTBUS C APYTUMH
JIEKapCTBEHHBIMU MperapaTaMy U (UJIn) MULIIEBBIMU IPOIYKTaMU, KOPMaMH;

42) MHOI'OIICHTPOBOEC KIIMHUYECKOE UCCIICAOBAHUEC JICKAPCTBCHHOI'O IIp€riapaTta Iajisd
MCIUIHUHCKOI'O IPUMCHCHHS - KIIMHUYCCKOC NCCICA0OBAHUE JICKAPCTBEHHOTI'O ITpeIiapara
I MEAUIIUHCKOT'O ITPUMEHEHNM A, IIPOBOJUMOC pa3pa6OT‘H/IKOM JICKapCTBCHHOI'O
Inpciiapara B IBYX U Ooee MCIUIMHCKUX OpraHru3alusiax 110 CAMHOMY ITPOTOKOITY
KIIMHUYCCKOI'O UCCIICAOBAHUS JICKAPCTBCHHOI'O IIpCIiapara,

43) MCKAYHAPOAHOC MHOT'OICHTPOBOC KIMHUYCCKOC UCCIICJOBAHUC JICKAPCTBCHHOT'O
npceriapata i1 MCAUIUHCKOT'O IMPUMCHCHHS - KIIMHHYCCKOC HCCIICIOBAHUC
JICKAPCTBCHHOI'O IIpfCriapara A MCAUIUHCKOT'O IPUMCHCHU A, IIPOBOJUMOC
p33pa6OT‘II/IKOM JICKApPCTBCHHOI'O IIpCIIapaTa B PA3JIMYHbIX CTpaHaX 110 CAUHOMY
IMPOTOKOJIY KIIMHUYCCKOTO UCCICAOBAHMS JICKAPCTBCHHOI'O IIPCIIapara,

44) mocTperucTpalioHHOE KIMHUYECKOE UCCIIEOBaHUE JISKApCTBEHHOTO Mpenapara s
MEIUIIMHCKOTO MPUMEHEHMS - KIMHUYECKOE UCCIIE0BAHNE JIEKAPCTBEHHOTO Mpenapara
JUIS. MEJUIIMHCKOTO IIPUMEHEHMS, TIPOBOIUMOE ITPOU3BOJUTEIIEM JIEKAPCTBEHHOTO
npernapara, rpaxJIaHCKUI 000pOT KOTOPOTO OCYIIECTBISAETCS MOCIe roCcyJapCTBEHHOM



pEerHucTpaIyy, B IEIsIX AOMOJIHUTEIHHOTO COOpa JAaHHBIX O er0 0€30MacHOCTH U
3P PEKTUBHOCTH, PACHIMPEHHS TOKA3aHUH K IPUMEHEHHUIO JIaHHOTO JICKAPCTBEHHOTO
Inpernapara, a TakKKC BbISIBJICHUS HCKCIIATCIIbHBIX peaKHI/If/’I IIaITUCHTOB Ha €ro I[CﬁCTBHe;

45) uccrnenoBanue OMOSPKBUBAJIEHTHOCTHU JIEKAPCTBEHHOTO Mpenapara - BUuj
KIIMHUYECKOTO UCCIEI0BAaHUS JIEKAPCTBEHHOTO MIpenapara, poBeiIeHue KOTOPOro
OCYILIECTBIISIETCS IS ONPEAEICHUS] CKOPOCTU BCAChIBAHUS U BHIBEJCHMSI OJJHOTO MU
HECKOJIbKUX 00J1a1at0IKX (apMaKoIOru4ecKoil akTUBHOCTbBIO IEHCTBYIOIIKX BEIIECTB,
KOJIMYECTBA JIEKapCTBEHHOTO Mpenapara, JOCTUralolIero CUCTEMHOTO KPOBOTOKA, U
pe3yNbTaThl KOTOPOTO MO3BOJISIOT CAETIaTh BBIBOJ O OMOAKBUBAJIEHTHOCTH
BOCITPOM3BEIEHHOTO JIEKAPCTBEHHOT'O MIpenapaTa B OIPEIEICHHbIX JIEKapCTBEHHOM
(dbopMe U T103UPOBKE, COOTBETCTBYIOMINX (POpME U TI03UPOBKE pepepeHTHOTro
JIEKapCTBEHHOTI'O IpenapaTta;

(ITynkt B penakuuu, BBeieHHOM B feiictue ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM
ot 22 nekabps 2014 royma Ne 429-03. - CM. IPEAbIAYIIYIO PEAAKIIUIO)

46) uccnenoBaHNE TePAIEeBTUIECKOH SKBUBAJICHTHOCTH JIEKAPCTBEHHBIX MTPETIapaToB -
BUJ] KJIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHBIX MPETIapaToB, MPOBEIEHNE KOTOPOTO
OCYIIECTBISIETCS JUISl BBISIBIICHHS OJIMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPETIapaToB
OTIpE/IeIEHHOM JIEKapCTBEHHOU (DOPMBI, a TaK)Ke HATMYHS OJIMHAKOBBIX MOKa3aTesen
6e3omacHOCTH U 3G (HEeKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB, 0JIMHAKOBBIX
KIIMHUYECKUX 3P (HEKTOB MPHU UX IPUMEHEHHH;

47) MPOTOKOJ KIIMHUYECKOTO UCCIICAOBAHMS JICKAPCTBEHHOTO Mperapara - JOKyMeHT, B
KOTOPOM OIPEEIISIOTCS eI , (POPMBI OPTaHU3AIMH U METOJIOJIOTHS TIPOBEICHUS
KIIMHAYECKOTO UCCIIETOBAHMS, CTATUCTHYECKIE METO Il 00pa0OTKU PE3yJIbTaTOB TAKOTO
HCCTIEI0OBAHUS U MEPHI TT0 00ECTIeYeHUI0 0€30MaCHOCTH (PU3UIECKUX JIUII, yIACTBYIOIIUX
B KIIMHHYECKOM HMCCIIEIOBAaHHH JICKAPCTBEHHOTO Mpenapara;

48) Oportitopa ucciaea0BaTeNs - CBOAHOE U3JI0KEHHE PE3yIbTaTOB JOKIUHIUYECKOTO
UCCIIEIOBAHUS JIEKAPCTBEHHOTO CPE/ICTBA U KIIMHUYECKOTO UCCIIEIOBAHUS
JIEKapCTBEHHOT'O IpernapaTa Jilsl MEIUIIUHCKOTO PUMEHEHHUS;

49) uHbopMaITMOHHBIH JTUCTOK MalUEHTa - TOKYMEHT, B KOTOPOM COJIepKaTcs B
JOCTYMHOM (hopMe CBEJCHHsI, KacaloIUecs: TPOBOAUMOTO KIMHHYECKOTO UCCIICIOBAHMUS
JIEKapCTBEHHOTO IMpernapara, U B TUCbMEHHOU (hopMe JOOPOBOJIBHOE COTIIacue MalueHTa
Ha y4acTHe B KIIMHUYECKOM HMCCIIEI0OBAHUU JIEKAPCTBEHHOTO Mpernapara mocie
03HAKOMJICHHUS C 0COOCHHOCTSIMH KIIMHUYECKOTO MCCIIEI0OBAHUS, HMEIOIIMMHU 3HaYCHHE
JUISL BBIPQKEHUS TAKOTO COTJIACHS;

50) mo6o4HOE AeHCTBHE - peaKliis OpraHNu3Ma, BOSHHUKINAS B CBSI3U C IPUMEHEHUEM
JIEKapCTBEHHOTO TMperapaTa B 103aX, PEKOMEHIyeMbIX B HHCTPYKIIUHU IO €r0
MPUMEHEHHIO, [T MPOPHUIAKTUKH, JUATHOCTUKH, JICUSHUS 3a00JIeBaHuUs WU s
peabunuTanuu;



50.1) HexenaTenbHast peakuus - HelpeJHaAMEPEHHAs! HeOIaronpuaTHas peaKiys
Opranm3Ma, KOTopasi MOKET OBITh CBsI3aHa C MPUMEHEHHEM JISKAPCTBEHHOTO TIperapara;
(ITynkT nononaHuTENBHO BKIOYEH ¢ 1 uronsg 2015 roga @enepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

51) cepbe3Has HeKenaTeNbHAs PeaKLUs - HEKEIATeJIbHAs peaKl s OpraHu3ma,
CBsA3aHHaA ¢ MPUMCHCHUCM JICKAPCTBCHHOI'O IpcIiapara, ImpuBcalias K CMCpPTH,
BPOXICHHBIM aHOMAIIMSIM HJTH TTOPOKaM Pa3BUTHSI JIMOO MPECTABIISAIOMIAst COO0H yrpo3y
KU3HU, TPEOYIoIas roCuTaIN3alluy WU IPUBE/IIas K CTOMKOU yTpaTte
TPYAOCIIOCOOHOCTH U (M) UHBAJTUAHOCTH;

52) HenpeABUACHHAs HEXXeNaTelIbHas peakius - HeXellaTelbHas peakius opranusma,
KOTOpas CBsA3aHa C IPUMEHEHHEM JIEKaPCTBEHHOIO Mperapara B 103aX, pEKOMEHIyeMbIX
B IIPOTOKOJIE €r0 KJIMHUUYECKOTO MCCIIEA0BAHNS, OpOILIIOpe UCCIIEN0BATENS, UITH C
IIPUMEHEHHEM JIEKAPCTBEHHOTO Mperapara B J03aX, PEKOMEHYEMbIX B MHCTPYKLIUH 10
€ro IPUMEHEHUIO /Ui NPO(UIaKTUKN, AMATHOCTUKY, JIEUEHUS 3a00JIeBaHUs WU
MEIUIIMHCKON peabuanTaluy NaueHTa, U CyIIHOCTh, TSHKECTh WIIM UCXO0J] KOTOPOi He
COOTBETCTBYET MH(GOPMALIUU O JIEKAPCTBEHHOM IIpenapare, coJiepskalieicst B mpoToKoJie
€ro KJIMHUYECKOTO MCCIe0BaHus, OpOIIIOpe UCCIeA0BaTeNs WM B UHCTPYKIUH 110
IIPUMEHEHHUIO JIEKaPCTBEHHOT'O MPEenapara;

(ITynkt B penakuuu, BBeieHHOM B feiictBue ¢ 1 urons 2015 rona denepanbHbIM 3aKOHOM
ot 22 nekabps 2014 roma Ne 429-@03. - CM. IPEAbIAYIIYIO PEAAKIIUIO)

52.1) papmakoHam30p - BUJ ACATEIBHOCTH 10 MOHUTOPHHTY d(PPEKTUBHOCTH U
0€30MacCHOCTH JICKAPCTBEHHBIX MIPENapaToB, HAITPABJICHHBIN Ha BBISIBJICHHUE, OIEHKY U
MPEAOTBPAIICHNE HeXENATSIbHBIX MOCIEACTBUN TPUMEHEHHUS JICKaPCTBEHHBIX
MpenapaTos;

(ITynkT nomoHUTENRHO BKItOYeH ¢ 1 uronst 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-03)

52.2) nnaH ynpaBJjieHUs PUCKAMH - TIOJIPOOHOE OMMMCAHUE MEPOTIPUATHH TI0
(hapmMakoHa130py, HAMPABIICHHBIX HA BBISIBJIICHHE, OIIEHKY M TIPEIOTBPAIICHUE HIIA
MHUHHMH3ALHAIO PUCKOB, CBSI3aHHBIX C JICKAPCTBECHHBIMH IpEIiapaTaMu, BKIIIOYast OIEHKY
3¢ (HEKTUBHOCTH TAHHBIX MEPOTIPUSTHIA;

(ITynkt ngononautensHO BKItoueH ¢ 1 utonst 2015 rona @epepaibHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

53) penent Ha JeKapCTBEHHBIH MpernapaT - MEIUIIMHCKUI JOKYMEHT YCTaHOBICHHOU
(dbopMbI, coaepKalinii Ha3HAYEHUE JIEKApCTBEHHOTO Mpenapara A1 MEAUIUHCKOTO
MIPUMEHEHHUS], BBIIAHHBIN MEIUIMHCKUM PAOOTHUKOM B LIEJSX OTIIYCKA JIEKAPCTBEHHOTO
npernapara Wi ero U3roToBJISHUS U OTIycKa Ha OyMa>KHOM HOCHTEJIE HITU C COTJIacUs
MaIMEeHTa WK €ro 3aKOHHOTO MPEICTaBUTENS B (hopMe 3JIEKTPOHHOTO JIOKYMEHTAa,
MOJIMUCAHHOTO € MCIIOJIb30BaHUEM YCHIICHHON KBATM(DUIMPOBAHHON AIIEKTPOHHOMN
MOJMUCH MEAULIUMHCKOTO PabOTHUKA, THOO TOKYMEHT YCTAaHOBJIEHHOH (POPMBI,
coJiepKaliuil Ha3HAUYEHUE JIEKAPCTBEHHOTO MIpenapara JUlsi BETEpUHAPHOTO IPUMEHEHUS,
BBIJIaHHBIN CIIELUAIMCTOM B 00J1aCTH BETEPUHAPUHM B LEJIAX OTITyCKa JIEKApCTBEHHOTO



rpenapara Wid ero U3roTOBJICHUS U OTIyCKa Ha OyMa)KHOM HOCHUTEJIE;

(ITynkT B penakiuuu, BBeieHHOHU B neiicTBue ¢ 1 stuBapst 2018 roga denepanbHbiM
3akoHOM OT 29 utoisst 2017 rona Ne 242-D3; B penakiiuu, BBeICHHOU B JielicTBUE ¢ 13
asrycta 2019 roga ®enepanbHbiM 3akoHOM OT 2 aBrycta 2019 roga Ne 297-@3. - Cwm.
IPEABLIYIYIO PENAKIINIO)

54) TpeboBaHNE MEUIIMHCKON OpraHNU3alluy, BETEpUHAPHON OpraHU3aINH - JOKYMEHT
YCTaHOBJIEHHON (POPMBI, KOTOPBIN BHITUCAH MEAUIIMTHCKIM PaOOTHUKOM WA
CHELMAIMCTOM B 00JIaCTH BETEPUHAPUHU, UMEIOIIIMMHU Ha 3TO MPaBO, U COJIEPIKUT B
MUCBbMEHHOU (popMe yKkazaHue anTeuHON OpraHu3alyuy WIK BETEPUHAPHON anTeqHon
OpraHu3anuu 00 OTHyCKe JEKapCTBEHHOT'O IIperapara Wik 0 €ro U3roTOBJIEHUHU U 00
OTITycKe /1J1s1 o0ecreueHus JeueOHoro rmpoiecca B MEIUIMHCKON OpraHu3alum,
BETEPUHAPHOMN OpraHU3allly;

(ITynkT B penaxiuu, BBeIeHHOM B fieficTBre ¢ 13 aBrycra 2019 roga ®enepaibHbIM
3ak0HOM 0T 2 aBrycta 2019 roga Ne 297-®3. - CM. IpeabLAYIIYIO PEIAKIIUIO)

55) xoMIIIEKCHAs OIIEHKA JIEKAPCTBEHHOTO MperapaTa - OIeHKa 3apETUCTPUPOBAHHOTO
JIEKapCTBEHHOTO TIperapara, BKIIOUaroIasi B cedst anamu3 nHGOpMAaIH O
CPaBHUTEIHHOUN KIMHUYIECKON 2PPEKTUBHOCTH M OE€30MMaCHOCTH JICKAPCTBEHHOTO
HpenapaTa, OIIeHKy SKOHOMHNYCCKUX HOCJ'IC}ICTBPIIZ €ro HpI/IMeHeHI/ISI, 1/I3yquHe
JOOITOJIHUTCIBbHBIX HOCHG}ICTBI/Iﬁ HpI/IMeHeHI/Iﬂ J'IeKapCTBeHHOFO npenapaTa B OCIISIX
HpI/IHﬂTI/ISI peHIeHI/Iﬁ O BO3MOXXHOCTHU BKIIFOUYCHUA .]'IeKapCTBeHHOFO npenapaTa B HepequL
YKU3HEHHO HEOOXOIMMBIX U BaKHEUIITNX JIEKAPCTBEHHBIX TIPEMapaToB, HOPMaTHBHBIE
MIPaBOBBIC aKThl U MHBIC JOKYMEHTBI, OTIPEICIISIONINE TTOPSIIOK OKa3aHUs METUITMHCKOM
TTOMOTIIH, W UCKJITIOUEHHS €T0 U3 yKa3aHHBIX MePEYHs, aKTOB U IOKYMEHTOB;

(ITynkT nomoHUTENHHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

56) cucreMa MOHUTOPUHTA JBUKEHHSI JIEKAPCTBEHHBIX MPENApaTOB AJIs MEIULUHCKOTO
puUMeHeHus - ¢eiepalibHas rocyiapcTBeHHasi ”HPOpMaIlMOHHAs CUCTEMa MOHUTOPHUHT A
JBUKEHHS JIEKAPCTBEHHBIX MPENapaToB JJIsi MEAUIMHCKOTO MPUMEHEHUS OT
MIPOU3BOIUTEINS IO KOHEYHOT'O OTPEOUTEIS C UCIIOJIb30BAHUEM B OTHOIICHUU
JIEKapPCTBEHHBIX MPENapaToB AJs MEAULMHCKOTO IPUMEHEHUS CPEJCTB UICHTH(UKALINH.
(ITynkT nomoHUTENRHO BKIIOYEH ¢ 1 ssHBaps 2018 rona denepaibHBIM 3aKOHOM OT 28
nexabps 2017 royga Ne 425-D3)

[Tonoxenus crateu 4 HacTosiero denepanpHoro 3akoHa (B penakuuu denepaibHOro
3akoHa oT 29 utons 2017 roga Ne 242-D3) B yactu, Kacarouieiicss opMupoOBaHUs U
BBIJIAYU PELICTITOB HA JIEKAPCTBEHHBIE MPEnapaThl, CoAEpKallue Ha3HAYCHHE
HApPKOTHYECKUX CPEICTB UJIM MICUXOTPOIHBIX BEIIECTB, B (POpME IIEKTPOHHBIX
JTOKYMEHTOB, npuMeHsitorces ¢ 1 ssuBaps 2019 roaa - cM. nyHKT 2 cratbu 4 PeepanbHOTO
3akoHa oT 29 urons 2017 roga Ne 242-P3.

I'naBa 2. [TonHoMouus penepaabHbIX OPraHOB UCIIOJHUTENBHOM BIACTH, OPraHOB
UCTIOJIHUTENBbHOM BiacTu cyobekToB Poccuiickoit @enepaiiuu npu oopalieHuu
JIEKapCTBEHHBIX CPEJCTB



Cratps 5. [TonmHOMOUMS (peniepanbHbIX OPraHOB UCIOJHUTEIBHOM BIACTH MIPU
oOpalleHnn JIeKapCTBEHHBIX CPEIICTB

K nonnomouunsm ¢enepanbHbIX OPraHOB MCIIOTHUTEIBHON BJIACTH NPU 00pallieHUU
JIEKAPCTBEHHBIX CPEJICTB OTHOCATCA:

1) npoenenue B Poccuiickoii denepanuiv €1MHON TOCYIapCTBEHHOM MOJTUTHKHU B
oOacti obecrieueHus JIeKapCTBEHHBIMU TMpeTapaTaMu rpaxaan B Poccuiickoit
Oenepanuu;

(ITynkt B penakuuu, BBeieHHOM B feiictue ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM
ot 22 nekabps 2014 royma Ne 429-@03. - CM. IPEAbIAYIYIO PEAAKIIUIO)

2) yTBepxaAeHHE 001MX (papMaKoNeHHbIX cTaTel, papMaKkoNeHHbIX CcTaTel, N3JaHKe
rocyapcTBEHHOU (hapmakoreu, Co3JaHne U BeeHUE peecTpa (papmakoneinHbIX
CTaHJIapPTHBIX 00pa3IIOB;

(ITynkt B penakuuu, BBeieHHOM B feiictue ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM
ot 22 nekabps 2014 roma Ne 429-@3. - CM. IPEAbIAYIYIO PEAAKIIUIO)

3) ocymiecTBieHue (penepaibHOTO TOCYIApPCTBEHHOTO KOHTPOJIS (Haa30pa) B chepe
oOpareHus JeKapCTBEHHBIX CPEJICTB;

(ITyHKT B pemakiuu, BBeIeHHOH B AeiicTBre ¢ 25 utons 2012 rona denepaibHbIM
3akoHOM OT 25 utoHs 2012 rona Ne 93-®3; B penakuuu, BBEICHHOU B AeHCTBUE ¢ 1 U0
2021 roma ®enepanpHpM 3akoHOM OT 11 urons 2021 roma Ne 170-P3. - Cwm.
IPEABLAYIYIO PENAKIINIO)

4) nMUIIeH3UPOBaHKE MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB, B TOM UHcie (heaepaabHbIN
rOCYJIapCTBEHHBIN JINIIEH3UOHHBIA KOHTPOJIb JIEATETHHOCTH 110 TIPOU3BOIACTBY
JIEKApCTBEHHBIX CPEJICTB, MEPUONUECKOE IMOATBEPKICHUE COOTBETCTBHUS JTUIICH3NATA,
HMMEIOIIETO JIMIICH3UIO Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEIICTB, U (PapMarieBTHIECKOM
JESITETFHOCTH B COOTBETCTBHUHM C 3aKOHOAaTebcTBOM Poccuiickoit deneparuu;

(ITynkT B penakiuu, BBeeHHOH B aeiicTBue ¢ 1 uronst 2021 rona DenepaibHbIM 3aKOHOM
ot 11 nrons 2021 roga Ne 170-P3. - CM. npeablIyLIyIO PEAAKIIUIO)

5) opraHu3aIys SKCIEePTU3I JIEKAPCTBEHHBIX CPEICTB, STUUECKON SKCIIEPTH3bI
BO3MOJKHOCTH IIPOBEICHUS KJIMHUYECKOTO MCCIIEI0BAHMS JICKAPCTBEHHOTO MperapaTa
JUIS. METUITTHCKOTO MPUMEHEHHSI, SKCIIEPTU3BI TOKYMEHTOB, MPEACTABICHHBIX IS
OTIpeIeJICHUS BOBMOYKHOCTH pacCMaTpUBATh JIGKAPCTBEHHBIN Mpenapar Jjis
MEIHUIIMHCKOTO MMPUMEHEHHUS PU TOCYAAPCTBEHHOM perucTpaiy B KauecTse opanHoro
JIEKApCTBEHHOTO TIperapara;

(ITynkt B penakuuu, BBeieHHOM B feiictBue ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM
o1 22 nekabps 2014 roga Ne 429-P3. - CM. npeablaAyLIIYIO PEAAKIIHIO)

5. 1) opranusanus MpoBCACHUA KOMILIEKCHOM OILICHKHU JICKApCTBCHHOTO IIpCIiapaTa B
HeJIAX NpUHATUA peIJ_IeHI/Iﬁ 0 BOBMOKHOCTH BKIIFOUCHUSA JICKAPCTBECHHOT'O IIpCIIapara B
MEpCUCHDb KU3HCHHO HCO6XO,I[I/IMBIX 1 BaXXHEHILNX JICKApCTBCHHBIX IIPCIIAPaATOB,
HOPMATUBHBIC IIPABOBLIC AKTHI U UHBIC TOKYMCHTBI, OIIPCACIAIOIINC TTIOPAAOK OKa3aHUSA



MEJIMIIMHCKOM MOMOIIN WJIM UCKITFOUEHHSI €T0 U3 YKA3aHHBIX MIEPEUHs, aKTOB U
JIOKYMEHTOB;

(ITynkT nononaHuTENBHO BKIOYEH ¢ 1 uronst 2015 rona @enepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

6) Bbl1aya pa3pelieHnii Ha IPOBEACHNE KIIMHUYECKUX HCCIEA0BAHUN JIEKaPCTBEHHBIX
IIpenaparoB, BEICHUE PeeCTpa BbIIAHHBIX PAa3pEIICHUI HA IPOBEICHHUE KIMHUYECKUX
HCCIIEA0BAaHUM JIEKAPCTBEHHBIX IIPENapaToB;

7) rocygapCcTBEHHAsl pETUCTPaLIUs IEKAPCTBEHHBIX MPETapaToB, BECHUE
rOCy/IapCTBEHHOT'O PEECTpa JIEKApCTBEHHBIX CPEJICTB,;

8) opranuzarus u (UJIK) TPOBEICHNE NHCIIEKTUPOBAHUS CYOBEKTOB 0OpaIeHus
JIEKapCTBEHHBIX CPEJICTB HAa COOTBETCTBHE MpPaBUIaM HaJyIexkallen 1adopaTopHoit
MPAKTUKH, TPABUJIAM HaJJISKAIIeH KIMHUYECKOM MPAaKTHKH, TTpaBUjIaM HaJIexariei
MIPAKTUKHU XPAHEHUs U NIEPEBO3KH JIEKAPCTBEHHBIX MIPENapaToB, IPAaBWIIAM HaUIeXKalleH
JTUCTPUOBIOTOPCKOM MPAKTHKH, TTPaBUIIaM HAIJIEKAIICH anTeYHON TPAKTHKH;

(ITynkt B pemakuuu, BBeieHHOM B feiictBue ¢ 1 ssuBaps 2016 roga @enepaibHbIM
3aKkOHOM OT 22 nekadpst 2014 roma Ne 429-D3. - CM. OpeabLIYIIYIO DEIAKIIHAIO)

8.1) opranusanus 1 (WIM) IPOBEICHNE HHCIIEKTUPOBAHUS CyObEKTOB OOpalleHs
JIEKapCTBEHHBIX CPEJICTB HA COOTBETCTBUE TPEOOBAHMIM TIPABUII HA IJIS)KAIIIECH
MIPOM3BOJICTBEHHOMN MPAKTUKH, BbIJIadya 3aKJIIOUCHU O COOTBETCTBUU TIPOU3BOUTEIIS
JIEKApCTBEHHBIX CPEJICTB TPEOOBAHUSM MPABUJI HAIJICKAIICH TIPOU3BOICTBEHHOM
MPaKTHUKH;

(ITynkT nomoHUTENHHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

8.2) ycTaHOBJIEHHE TIOPSAJIKA BEACHUS U BEJCHUE TOCYIaPCTBEHHOIO PeecTpa
3aKJIIOYEHUN O COOTBETCTBHUH IMPOU3BOIUTEINS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM
MpaBUJI HaJIeXKAIEH TPOHU3BOJACTBEHHOM MPAKTHKY;

(ITynkT nomoHUTENBHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-03)

9) rocynapcTBeHHas perucTpalys npeaeabHbIX OTIYCKHBIX IIEH MPOU3BOIUTENEH Ha
JIEKapCTBEHHBIC MpErapaThl, BKIFOYCHHBIC B IEPEYCHD )KM3HEHHO HEOOXOIUMBIX
BKHEUILKX JICKAPCTBEHHBIX MIPENapaToB, U BEIEHUE rOCYJapCTBEHHOTO peecTpa
MpeAeSIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENIEH Ha JIEKApCTBEHHBIE IIPenaparsl,
BKJIFOYCHHBIC B TIEPEUEHB KU3HECHHO HEOOXOAMMBIX M BAKHEUIITUX JIEKAPCTBEHHBIX
MpenapaToB;

(ITynkt B penakuuu, BBeileHHOM B neiictBue ¢ 7 uroHs 2019 roga denepaibHbIM 3aKOHOM
oT 6 urons 2019 roga Ne 134-®3. - CM. OpeabLAYIIYIO PEIAKIIHIO)

9.1) coryiacoBanue NMPOEKTOB PElIEHU OPraHOB UCIOJHUTEIBHOM BIACTH CYOBEKTOB
Poccuiickoit @enepanuu 00 ycTaHOBIEHUH U (MJIH) U3MEHEHUU NPEETbHBIX Pa3MEPOB
OITOBBIX HA/10aBOK U MPEIETIbHBIX Pa3MEPOB PO3HUYHBIX HaJ0ABOK K (DaKTHUECKUM
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OTITYCKHBIM LI€HaM, YCTAHOBJICHHBIM ITPOU3BOAUTENSMH JIEKAPCTBEHHBIX MIPENapaToB, Ha
JIEKapCTBEHHBIE MPETapaThl, BKIOYEHHBIC B TIepEUCHb )KU3HEHHO HEOOXOJMMBIX U
BXHEHUIINX JICKAPCTBEHHBIX MIPENapaToB;

(ITynkt nononHuTenbHO BKItoueH DesepaibHbIM 3aKk0HOM OT 13 mrons 2015 rosa Ne
241-D3)

10) BeIIa4a, yCTAaHOBJICHHUE MOPS/IKA BBIIAYN pa3pelIeHUs Ha BBO3 KOHKPETHOW MapTHH
JIEKapCTBEHHOTO cpeacTBa B Poccuiickyro denepanuio;

(ITynkT B penakiuu, BBeieHHOU B neiictBue ¢ 13 aBrycra 2019 rona @enepaibHbIM
3akoHOM OT 2 aBrycta 2019 roma Ne 297-®3. - CM. NpeAbLIYIIYIO PEIAKIIHIO)

10.1) Bbaya, ycTaHOBJIEHHUE MOPSJIKA BBIAAYU U (OPMBI JOKYMEHTA, KOTOPbII
MOJITBEPKIAET, YTO MTPOU3BOJICTBO JIEKAPCTBEHHOTO Tperapara i MEAUIUHCKOTO
MIPUMEHEHHUSI OCYIIECTBIEHO B COOTBETCTBUU C TPEOOBAHUSIMH MMPABHII HAJICKAIIEH
MPOU3BOJACTBEHHON MPAKTUKU WJIA YTO JICKAPCTBEHHBIN NIpenapar sl BETEPUHAPHOTO
MIPUMEHEHHUsI TOMYIIeH K oOpaiienuto B Poccuiickoit deaepanuu, v MOAIEKUT
MPEACTABJICHUIO TI0 TPEOOBAHUIO YITOJTHOMOYEHHOTO OpraHa CTPaHbl, B KOTOPYIO
BBO3UTCS JIEKAPCTBEHHBIN MPEIApar;

(ITynkt nononHuTensHO BKItoueH ¢ 1 utonst 2015 rona PepepanbHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-@3; B penakiuu, BBeJIeHHOU B aeicTBue ¢ 13 aBrycra 2019
roga @eaepaibHbIM 3aKOHOM OT 2 aBrycta 2019 roga Ne 297-@3. - CM. OpeabLAyIyo

PEIIAKITNIO)

10.2) BeIaua, ycTaHOBJICHUE TIOPSIKA BhIIaYU U (OPMBI JOKYMEHTA, COJCPIKAIIEro
CBEJICHUS O CTAAMIX TEXHOJOTHYECKOTO TPOoIecca MPOU3BOICTBA JICKAPCTBEHHOTO
CpencTBa Il METUITMHCKOTO TIPUMEHEHHUS, OCYIIECTBIISIEMBIX HA TEPPUTOPHHI
EBpa3uiickoro 3KOHOMHUYECKOTO COI03a;

(ITynkT nomoHUTENHHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nekabps 2014 rona Ne 429-D3; B penakiyuu, BBEICHHOH B AeiicTBUe DeepaabHbIM
3akoHOM 0T 13 mrosisg 2015 roga Ne 241-P3. - CM. HNpeAblAyILYIO PEAAKIIHIO)

11) co3maHue COBETOB 110 BOIIPOCAM, CBA3aHHBIM C 0OpaleHHeM JICKapCTBECHHBIX
CPEJCTB;

12) aTTecTanus u cepTHUKALKS CIICITHATICTOB;

13) Ilynkt yrpatun cuny ¢ 1 centsiops 2013 roaa - @enepanbHblii 3akoH oT 2 utonst 2013
roaa Ne 185-®3 - cM. npeaplIyIIYIO PEAAKIHUIO;

14) ocymiectBiienue papMakoHaa30pa;
(ITynkt B penakuuu, BBeieHHOM B aeiictue ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM
ot 22 nekabps 2014 roga Ne 429-P3. - CM. IpeabLIyIIVIO PEAAKIIUIO)

15) yuacte B ME&XJIyHapOJAHOM COTPYTHHUYECTBE;



16) nony4enue mo 3ampocam yInoJIHOMOUYEHHOTO (pefiepaibHOro OpraHa HCIIOJTHUTEIBHON
BIIACTH OT OPTAHOB UCTIOJHHUTEIHHOW BIAcTH cyOhekTOB Poccuiickoii denepannu, a
TaKXKe OT CyOBEKTOB OOpAIEHUS JIEKAPCTBEHHBIX CPEJICTB TSI METUITUHCKOTO
MpUMEHCHMS HH(POPMAIMK TIO BOITPOCaM YCTAaHOBJICHUS U IIPUMEHEHUS IICH Ha
JICKapCTBCHHBIE TIPEapaThl M Ha0ABOK K HHUM;

17) npuMeHeHue Mep OTBETCTBEHHOCTH 3a HapyIllEHUE 3aKOHOAaTeIbcTBa Poccuiickoit
®denepanuu;

18) yrBepkaeHue npaBuil HaIeKalleil 1abopaTopHON MPaKTUKH, TPaBUII HaAJIexKallei
KIIMHUYECKOW MPaKTUKH, PAaBUJI HaJUIeKaIeH MPOU3BOICTBEHHOM MPaKTUKHU, TIPABUII
HaJuIexallel MpakTUKU XpaHEHHsI U TIEPEBO3KH JIEKAPCTBEHHBIX MPENapaToB, MPaBUI
HaJyIeKaIeNd TUCTPUOBIOTOPCKONM MPAKTHKH, TPABUII HAJIEKAIICH alTeUHON TIPAKTUKH,
MpaBWJI HaJJIeXKalleld MpakTUKU (apMaKoHa30pa JEKapCTBEHHBIX MTPEnapaToB JUIs
MEJIUIIMHCKOTO IPUMEHEHUS;

(ITynkT nonoHUTENRHO BKIOYEH ¢ 1 nronsg 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadpst 2014 roga Ne 429-03)

19) ycranoBneHue nopsaka GopMUPOBaHUS PETUCTPALIMOHHOTO I0ChE Ha
JIEKapCTBEHHBIN Ipemnapar U TpeOoBaHU K TOKyMEHTaM B €r0 COCTaBE;

(ITynkt nononHuTensHO BKItoueH ¢ 1 utonst 2015 rona @enepanbHbIM 3aKOHOM OT 22
nekadps 2014 royma Ne 429-03)

20) yTBepkIeHHE MTPAaBUJI PAIMOHAILHOTO BEIOOpAa HAMMEHOBAHHM JIEKAPCTBEHHBIX
MpenapaToB JJIsi METUIIUHCKOTO MPUMCHECHHS;

(ITynkT nomoHUTENHHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

21) yrBepkIeHHE NTepeYHs] HAMMEHOBAHUM JIEKAPCTBEHHBIX (OPM;
(ITynkT nomoHUTENBHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nekadps 2014 roma Ne 429-D3)

22) MyHKT, AOTOJHUTEIBHO BKIOYeH ¢ 1 utonsa 2015 roga denepanbHbIM 3aKOHOM OT 22
nekabps 2014 rona Ne 429-D3; yrpatwi cuity ¢ 1 mapta 2020 rona - @enepanbHblit
3ak0H OT 27 nexadpst 2019 roga Ne 475-D73 - cM. OPEALLAVIIYIO PEAAKIIHIO,

23) yTBepkIeHue TpeOOBaHU K MHCTPYKIUHU MO0 MEAUIIMHCKOMY MPUMEHEHUIO
JIEKapCTBEHHBIX MPENapaToB U K HHCTPYKIIUU [0 BETEPUHAPHOMY TPUMEHEHUIO
JIEKApCTBEHHBIX IPEMapaToB;

(ITynkt nononautensHO BkItoueH ¢ 1 utonst 2015 roga @enepaibHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

24) npuHATHE PEIIEHUH, SABISAIOINXCS OCHOBAaHUSAMU /ISl BKIIIOUSHHS JOMEHHBIX UMEH U
(unm) ykaszaresel CTpaHUIl CaliTOB B MH(POPMAIMOHHO-TEJIEKOMMYHHKAIIUOHHON CETH
"MHTepHeT", a TakKe CETEBBIX a[JpECOB B €AMHYI0 aBTOMATU3UPOBaHHYIO
nHGOpMaMOHHYIO cucTeMy "ENuHBIN peecTp JOMEHHBIX UIMEH, YKa3zaTeslel CTpaHuIL



caiiToB B MH(POPMAIIMOHHO-TEICKOMMYHUKAITMOHHOM ceTH "MHTepHeT" U CeTeBhIX
aJIpecoB, MO3BOJIAIONUINX UICHTH(PUINPOBATH CAalTHI B MH()OPMAIIMOHHO-
TEJIEKOMMYHHUKAIIMOHHOH cetn "MHTepHeT", conepxaniue nHHopMaImio,
pacrnpoctpanenue kotopoi B Poccuiickoit deneparuu 3anperieHo", B OTHOIIEHUN
nH(pOpMAIINH, COACPIKaIIeH PEATIOKEHIE O POSHUIHOMN TOProOBJIe JIEKAPCTBEHHBIMU
IpernapaTamu, B TOM YMCIIE€ JUCTAHIIMOHHBIM CIIOCOOOM, PO3HUYHAS TOPrOBJI KOTOPHIMU
OTrpaHMYEHa WM 3allpellieHa B COOTBETCTBUM ¢ HacTosAuM denepaibHbIM 3aKOHOM, U
(vyn) mHGOPMAIHH, COIEpKaIIeH MPEAT0KEHNE O POSHUYHON TOProBIIe
JIEKapCTBEHHBIMU IIperiapaTaMy, B TOM YHUCJI€ AUCTAaHIIMOHHBIM CIIOCOOOM, JIULIaMU, HE
MMEIOLIUMMU JINLIEH3UU U pa3pelIeHts Ha OCYILECTBIEHUE TAKOW JESATEIbHOCTH, €CIIN
MOJIyYEHUE JINLIEH3UH U pa3pelIeHus MPeayCMOTPEHO 3aKOHOAATEIbCTBOM 00
oOpallleHNH JIEKapCTBEHHBIX CPE/ICTB;

(ITynkT nomoHUTENRHO BKIOYEH ¢ 1 nronsg 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-@3; B penakiinu, BBEJCHHOM B elicTBre DeiepaibHbIM
3akoHOM 0T 3 anpeins 2020 roga Ne 105-@3. - CM. IpeabLAYIYIO PEAAKIIUIO)

25) BbIIaya pa3pelleHnii Ha BBOJI B TpaXIaHCKUA 000pOT IMMYHOOHOIOTHYECKUX
JIEKapCTBEHHBIX MIPENapaToB.

(ITynkt nononHUTENHHO BKItOUEH ¢ 29 HOs0ps 2019 roga denepanbHbIM 3aKOHOM OT 28
HOs10ps 2018 roya Ne 449-D3)

Cratps 5.1. Ilepenaua ocyiecTBieHHs TOJTHOMOYNH (eiepaIbHBIX OPraHoOB
WCTIOJTHUTEIHLHON BJIACTH MPH OOpaIIeHUH JIEKApCTBEHHBIX CPEJICTB OpTaHaM
WCTIOJHUTENBHOU BIIacTh cyOnekToB Poccuiickoit deneparun

[TomHOMOUMS (penepalbHBIX OPraHOB UCIIOJHUTEIHHOM BJIACTH MPH 0OpaIeHun
JIEKApCTBEHHBIX CPEJICTB, NMPEAYCMOTPEHHBIE HacTOSIIUM DeepaabHbIM 3aKOHOM, MOTYT
nepeaaBaThCs sl OCYIIECTBICHHS OpraHaM HUCIIOJIHUTEIIHON BIACTH CYOBEKTOB
Poccuiickoit denepainuu nocranosieHussMu IIpaButenscrBa Poccuiickoit denepannu B
MOPsIKE, yCTaHOBIIEHHOM DeiepaabHbIM 3aKOHOM OT 6 oKTA0ps 1999 roma No 184-D3
"O06 00IMX NPUHIMIAX OPraHU3aly 3aKOHOAATEIbHBIX (IIPEICTABUTEIBHBIX) U
HCIOJHUTEILHBIX OPraHOB IOCYAAPCTBEHHOM BIACTH CYOBEKTOB POCCUICKOM
Denepanuu".

(Cratps monoJIHUTENBbHO BKItoueHa ¢ 24 uroist 2015 rona denepanbHbIM 3aKOHOM OT 13
nroiig 2015 roja Ne 233-D3)

Cratbs 6. [loJlHOMOUYHNS OPraHOB UCHIOJIHUTENIBHON Bi1acTH cyObekTa Poccuiickoil
Deneparyu npu 0OpaleHUH JIEKapCTBEHHBIX CPEJICTB

K noanomounsm OpraHoB HCITOJIHUTEIILHOM BIIACTH Cy'6"beKTa Poccuiickoii q)eﬂepaL[I/II/I
npu O6paH_IeHI/II/I JICKAPCTBCHHBIX CPEACTB OTHOCATCA:

1) pa3paboTKa 1 peanau3alys perioHaIbHBIX IPOrpaMM 00ecrieueHUs] HaceIeHUs
JIEKapCTBEHHBIMHU IIpenapaTaMu;
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2) yCcTaHOBJICHHE NIPEACIBHBIX Pa3MEPOB ONTOBBIX HAA0ABOK M MPEICIbHBIX Pa3MEpPOB
PO3HMYHBIX HAI0aBOK K (PAKTUYECKUM OTITYCKHBIM LI€HAM, YCTAaHOBJICHHBIM
IIPOU3BOIUTENISIMU JICKAPCTBEHHBIX [IPENIAapaTOB, HA JICKAPCTBEHHBIE IIPENIapaThl,
BKJIFOUEHHBIE B [1€PEUEHb )KM3HEHHO HEOOXOUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX
IIpenaparos;

3) ocylecTBIeHNE PETMOHAILHOTO TOCYIaPCTBEHHOTO KOHTPOJIS 32 MPUMEHEHHUEM 1ICH
Ha JICKapCTBEHHBIE IIPenapaThl, BKJIOUEHHbIE B IEPEUEHb KU3HEHHO HEOOXOUMBIX U
BOKHEUIINX JICKAPCTBEHHBIX MTPENapaToB, OPraHU3aUsIMUA ONTOBOM TOPrOBJIN
JIEKapCTBEHHBIMH CPEJICTBAMH, alITEYHBIMH OPraHU3AIASMHE, UHIUBUIYaAIbHBIMU
MPEANPUHUMATEISIMU, UMEIOIMMU JIMIIEH3UIO Ha (PapMarleBTUYECKYIO IESTEIHHOCTD,
MEUIIMHCKUMU OPTraHU3aIMsIMHU, UMEIOIIUMHU JTUIEH3UIO Ha (hapMaleBTUUECKYIO
NeSITENIbHOCTD, U UX 000COOIEHHBIMU NOAPA3IENeHUSIMU (aMOYIIaTOPUSIMH,
benpamepckumMu U (HeTbAIepCKO-aKyIIePCKUMU MYHKTaMH, [ICHTpaMu (OTAETIECHUSMHU )
o01el BpaueOHOU (CeMelHOM) MPaKTUKN), PACTIONOKEHHBIMHU B CEITbCKUX HACEICHHBIX
MYHKTaX, B KOTOPBIX OTCYTCTBYIOT aliTE€UHbIE OpraHU3aIINH;

(ITyHKT B pemakiuu, BBeIeHHOH B AeiicTBre ¢ 25 utons 2012 rona DenepaibHbIM
3akoHOM OT 25 utoHs 2012 rona Ne 93-®3; B penakuuu, BBEICHHOUN B AeiicTBUE C |
Mmapta 2020 rona PenepanbHbiM 3aKkoHOM 0T 27 aekabps 2019 roga Ne 475-D3. - Cwm.
IPEIBLIYIYIO PEAAKITHIO)

4) mpuHATHE pereHus1 00 NCIIOH30BaHUN Ha TEPPUTOPHH CyObeKkTa Poccuiickoit
Oenepanuu HapsAy C pelenTaMH Ha JeKapCTBEHHBIE MpenapaThl, 0pOPMICHHBIMH Ha
OyMa)>KHOM HOCHTEJIE, PELIETITOB Ha JIEKAPCTBEHHbIE Mpernaparsl, cOpMUPOBAHHBIX B
(bopMe INMEKTPOHHBIX TOKYMEHTOB.

(ITynkT nomoHUTENHHO BKIOYEH ¢ 1 ssHBaps 2018 roga denepaibHBIM 3aKOHOM OT 29
uionst 2017 roma Ne 242-D3)

[Tonoxenus crateu 6 HacTosuiero denepanpHoro 3akoHa (B penakuuu denepaibHOro
3akoHa oT 29 mrosst 2017 rona Ne 242-D3) B yacTH, Kacaromieics GopMupoBaHus u
BBIJIAYU PELIETITOB Ha JIEKAPCTBEHHBIE MPEnapaThl, CoAEpKalue Ha3HAYCHUE
HAapKOTHYECKUX CPEICTB UJIM MCUXOTPOIHBIX BEUIECTB, B (POpME IIEKTPOHHBIX
JIOKYMEHTOB, TpuMeHstoTcs ¢ 1 ssuBaps 2019 roga - cM. nyHKT 2 cratbu 4 OegepalibHOTO
3akoHa oT 29 urosst 2017 roga Ne 242-@3.

I'maBa 3. ['ocynapctBennas ¢apmakornes

Cratps 7. Pa3paboTka 1 nzgaHue rocyiapcTBeHHOM (papmakomneu, pa3MelieHre JaHHbIX
0 Hel

1. Ilox rocynapcTBeHHOH (hapMakoneel HOHUMAETCsl CBOJT 00IUX (hapMaKONeHHbIX
crareil u (papmakoneiHpIX crareil.

2. PazpaboTka oOumx gapmakonelHbx ctaTeld U papMakoneiHbIX cTaTelf, B TOM YHCIe
(dapMakoneHbIX cTaTeil Ha papMakonelHble CTaHAAPTHBIE 00pa31ibl, U BKIIOYEHUE UX B
roCyJapCTBEHHYIO (papMaKoOIIet0 OCYIIECTBIISIOTCS B OPSAKE, YCTAHOBICHHOM



YIIOJTHOMOYEHHBIM ()e/IepalIbHBIM OPTaHOM HCIIOJIHUTEIILHOH BIIACTH.
(Yactp B penakuuu, BBeieHHOU B nieiicTBre ¢ 1 utons 2015 roga denepaibHbIM 3aKOHOM
ot 22 nexabdps 2014 roga Ne 429-D3. - CM. OPEAbLIYILYIO PEIAKIIUIO)

3. Pa3zpaboTka (hapMakoneifHo# ctaTbu Ha peepeHTHBIN JEKapCTBEHHBIN Mperapar u
BKJIIOUEHUE €€ B FOCYIapCTBEHHYIO (PapMaKOIIeI0 B TEYEHUE CPOKa JIEHCTBUS 3alUThI
HCKITFOUYUTEIFHOTO MIPaBa, YIOCTOBEPEHHOTO MATEHTOM Ha peepEHTHBIH JeKapCTBEHHBIH
Ipenapar, OCYIIECTBIIAIOTCS C COTJIACHs €ro pa3paboTuuKa.

(HacTb B penakiuu, BBeieHHOM B neiictBue ¢ 1 urong 2015 roga PenepalibHbIM 3aKOHOM
ot 22 nekabps 2014 roga Ne 429-@03. - CM. IPEAbIAYIIYIO PEAAKIIUIO)

4. TocynapcTBeHHas papMakornes: u3aeTcs yIoJIHOMOYEHHBIM (eiepaIbHbIM OPraHOM
UCIIOJIHUTEJIBHON BIACTH 32 CUET CPEACTB (pefepasbHOro OroIKETa U MOIIEKUT
Mepen3JaHNuAM HE PEKe YEM OJIMH pa3 B MSTh JIET, B IEPHO]] MEKY KOTOPBIMH H3/1al0TCS
MIPUJIOKEHUSI K TOCYIapCTBEHHON (hapmakornee, coseprkaiine odmue papMakoneiHole
cTaTtbi U (Wn) papMaKkoIenHble CTaThH, YTBEPKACHHBIE MOCIE U3/IaHUs WIIN
Mepen31aHus rocylapcTBeHHON (hapMaKoIeH.

5. YomHOMOYEeHHBIN (peepabHbIM OPraH UCTIOTHUTEIILHON BJIACTH Pa3MeIaeT TaHHbIC
0 TOCYJITapCTBEHHOH (hapMaKoIiee U MPHIIOKEHUAX K Hel Ha CBOeM O(HUITHATHFHOM CaiTe B
cetu "MIHTEpHET" B yCTAaHOBJIICHHOM WM IOPSAKE.

I'maBa 4. JIunen3upoBaHue MPOU3BOCTBA JICKAPCTBEHHBIX CPEICTB U (hapMaIleBTUUECKON
NESITETLHOCTH, TOCYapPCTBEHHBIN KOHTPOJIb (Haa30p) B chepe oOpaliieHus
JIEKapCTBEHHBIX CPEJICTB

HaunmenoBanue B penakiuu, BBeeHHOU B aeiicTBue ¢ 1 urons 2021 roga @eaepaibHbIM
3ak0HOM OT 11 mronst 2021 roga Ne 170-D3. - CM. OpeaplayIIyIO PEIAKIIHIO

Cratbs 8. JIuneH3upoBaHue MPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB U
(hapMareBTHYECKOM IeSITeIIbHOCTH

1. JIutieH3upoBaHKe MPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB U (hapMaIeBTHUCCKOM
JIEATEIIbHOCTH OCYILECTBIISIETCS B COOTBETCTBUU € 3aKOHOIaTeIbCTBOM Poccuiickoi
Oenepanuu.

2. O0s13aTeabHBIM YCIOBUEM MPEAOCTABICHUS JTUIICH3UH Ha TPOU3BOICTBO
JICKApCTBEHHBIX CPECTB SBISCTCS MPUIOKCHUE K 3asIBIICHUIO COUCKATEJIS JIUIICH3UU
MepeyHs JIeKapCTBEHHBIX (hOpM U (HIK) BUIOB (hapMalleBTUUECKUX CYOCTaHIUH,
KOTOPBIE MPOU3BOUTEINb JICKAPCTBEHHBIX CPEJICTB HAMEPEH MPOU3BOINTH.

3. B ciiyyae Heo0OX0AMMOCTH paCHIMPEHHs TPOU3BOJICTBA JICKAPCTBEHHBIX CPEICTB 32
CUeT HOBBIX JIEKAPCTBEHHBIX (DOPM U BUJOB (papMarieBTHUECKUX CyOCTaHIIHI
MIPOU3BOIUTEIIB JIEKAPCTBEHHBIX CPEJICTB JI0JDKEH epeo(GOPMHUTH JIMIIEH3HIO Ha
IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPECTB.



(YacTsb B penakiuu, BBeieHHOM B neiictBue ¢ 13 aBrycrta 2019 roga ®enepanbHbiv
3akoHOM 0T 2 aBrycta 2019 roga Ne 297-®3. - CM. IPEabLAYIIYIO PEAAKIIUIO)

C 1 mapra 2022 rona ®@enepasibHbiM 3akoHOM 0T 11 nrons 2021 roja Ne 170-®D3 B yacth
3 Hacrosel cTaTbu OyAyT BHECEHBI U3MEHEHHUS.

4. JlunieH3us Ha MPOU3BOJICTBO JIGKAPCTBEHHBIX CPe/ICTB ((hapMareBTHUSCKON
CyOCTaHIIMH CITUPTA STUIIOBOTO (3TAHOJIA) BBIIACTCS TPU YCIOBUHM HATHYHS Y
OpraHu3aIiy Ha MpaBe COOCTBEHHOCTH, XO3SIMCTBEHHOTO BEJICHUS UJTH OTIEPATUBHOTO
YIPaBJICHUSI OCHOBHOTO TEXHOJIOTHYECKOTO 000PYI0BaHUS JIJIsl TPOU3BOJICTBA STUIIOBOTO
CIUPTAa, 3aPETUCTPUPOBAHHOTO B COOTBETCTBUU CcO cTaTheil 14.1 denepanbHOro 3akoHa
oT 22 Hos16ps 1995 roga Ne 171-P3 "O rocyaapcTBEHHOM PEryaIupOBaHUU TPOU3BOJICTBA
1 000pOTa STUIOBOTO COUPTA, ATKOTOIBHON M CIIMPTOCO IePKAIIEeH MPOIYKIIMHA B 00
OTPAaHUYEHUU NOTPEOICHHS (PACTIUTHS) ATKOTOILHON MPOaYKIIUH'".

(Yactp nmonomHuTENBHO BKIIOUEHA ¢ 29 nexabps 2020 roga denepaibHBIM 3aKOHOM OT
27 nexabps 2019 royga Ne 481-D3)

Cratps 8.1. OcO6EHHOCTH JUIIEH3UPOBAHUS TPOM3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB
(bapmareBTHUECKOM CyOCTAHIIMK CITUPTA STUIIOBOTO (9TAHOJIA)

1. [eiicTBre nMUIIEH3UU Ha IPOU3BOICTBO JIEKAPCTBEHHBIX CPeACTB ((papManeBTHIECKON
CyOCTaHIIMM CIIUPTa 3TUJIOBOTO (3TaHOJIa) MPUOCTAHABIMBACTCS B YACTH IIpaBa Ha
MPOM3BOJICTBO (hapMaIleBTUUECKOW CyOCTaHIIMK CTIMPTA STUIOBOTO (3TAHOJIA)
JIMIIEH3UPYIOIIUM OPraHOM B CIIy4asiX, ONpeAeIeHHbIX cTaThel 20 DenepaibHOro 3aKoHa
oT 4 mas 2011 rozma Ne 99-@3 "O nuiIeH3UPOBAHUM OTACJIbHBIX BUAOB JACITEALHOCTH", a
TaK)Ke Ha CPOK MPUOCTAHOBIICHUS IEHCTBUS JIMLIEH3UH HAa IPOU3BOJICTBO STHIIOBOTO
CHupTa i MPOU3BOJCTBA (hapMalleBTUYECKOM CyOCTaHIINM CIIUPTA 3TUIOBOTO
(3TaHOMa), BBIIAHHON B COOTBETCTBUU ¢ DeepaabHbIM 3aKOHOM OT 22 HOosi0ps 1995 roxa
Ne 171-®3 "O rocynapcTBEHHOM PEryJIMPOBAHUH MPOU3BOJICTBA M 000POTA ITHIOBOTO
CHUPTa, AIKOTOJbHOW U COMPTOCOAEpKallel TPOAYKIIMU U 00 OrpaHUYCHUH
noTpebeHus (PacuuTHs) AIKOTOJLHOW MPOIYKIUNU" .

2. JleiicTBHE JIMIIEH3UU Ha TIPOM3BOJICTBO JIEKAPCTBEHHBIX CPEICTB ((hapManeBTHIECKOM
CcyOCTaHIIMM CIIUPTA STUIIOBOTO (3TAHOJIA) B YACTH MpaBa Ha MPOU3BOJICTBO
(bapmaleBTHUECKOM CYOCTaHIIMU CIUPTA ATHIIOBOTO (3TaHOIA) IpeKpaliaeTrcs
JTUIEH3UPYIOIINM OPraHOM B CITy4asix, Oonpe/eseHHbIX craTthelt 20 denepanbHOro 3aKoHa
ot 4 mag 2011 roga Ne 99-P3 "O jauiieH3UPOBAHUU OTAEIBLHBIX BUIOB AEITENLHOCTH", a
TaK)Ke C J1aThl MPEKPAIleHUs WK aHHYJINPOBAHUS ACUCTBUS JTUIICH3UU HA MPOU3BOJICTBO
STHJIOBOTO CIHPTA JJIsl MPOU3BOACTBA (hapMalleBTUUECKOI CyOCTaHIIMU CIIUpPTa
ATUJIOBOTO (3TaHOJIA), BEIJAHHOM B COOTBETCTBHH ¢ DeiepaibHbIM 3aKOHOM OT 22
HOs10ps 1995 roma Ne 171-D3 "O rocyaapcTBEHHOM PETYIMPOBAHUM IPOU3BOACTBA U
000pOTa FTUIOBOTO CIIMPTA, AIKOTOJbHOW M CIUPTOCOICPIKAIIECH MPOIYKIIUKA U 00
OrpaHMYEHUN NOTPEONEHNS (PACIUTHA) AJIKOTOJILHON MPOAYKIIHU".

(Cratbs qonoJaHUTENBHO BKIItOUeHa ¢ 29 nekadps 2020 roga degepalbHbIM 3aKOHOM OT
27 nexadps 2019 roga Ne 481-D3)




Crates 9. ['ocymapcTBeHHBIN KOHTPOJIb (HaI30p) B chepe oOpalieHus JIeKapCTBEHHBIX
CpeicTB

1. T'ocynapcTBeHHBIN KOHTPOJIb (HaI30p) B chepe oOparieHus ICKapCTBEHHBIX CPEIICTB
OCYILIECTBIISIETCS IOCPEACTBOM (peiepalIbHOTO TOCYAapCTBEHHOTO KOHTPOJIs (HaaA30pa) B
cdepe oOparnieHus TISKapCTBEHHBIX CPEIICTB U ()eePATBHOTO TOCYIapCTBEHHOTO
JUIIEH3HOHHOTO KOHTPOJIS JEATEIHHOCTH IO TIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB,
OCYIIECTBISIEMBIX (hefepalbHBIMUA OpraHaMH UCTIOJTHUTEIBHOM BIIACTH,
ynosiHoMo4eHHbIMU [IpaButensctBoM Poccniickont @enepannn.

2. IlpenmeroM (henepalibHOTO TOCYJaPCTBEHHOTO KOHTPOJIA (Haa30pa) B cdepe
oOpalleHus JIeKapCTBEHHBIX CPEJICTB SBIISIOTCS:

1) cobmonenne o6s13aTeNbHBIX TpeOoBaHM B cpepe oOpallieHus JIEKapCTBEHHBIX
CPEICTB, B TOM UHCJIE:

a) Tpe6OBaHHfI K JOKIIMHUYCCKUM HUCCICA0BAHUAM JICKAPCTBCHHBIX CPEICTB,
KIIMHUYCCKUM HUCCIICAOBAHUAM JICKAPCTBCHHBIX IMPENapaToB, U3rOTOBJICHUIO, XPAaHCHUIO,
nepeBo3Ke, BBO3y B Poccuiickyto denepainio, OTITyCKY, pealnu3aluu, nepeaaye,
MMpOoAaXe JICKAPCTBCHHBIX CPCACTB, IPUMCHCHUTIO JICKAPCTBCHHBIX ITPECIIapaToB,
YHHUYTOXKCHUIO JICKAPCTBEHHBIX CPEACTB, YCTAHOBJICHUIO IPOU3BOJUTCIIAMU
JICKApPCTBCHHBIX MPCIapaToB HCH HA JICKAPCTBCHHLIC ITPETIapaThbl, BKIFTOYCHHBIC B
nepeyeHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHIIINX JIEKapCTBEHHBIX NPENapaToB;

0) TpeOOBaHUI K COOTBETCTBHUIO JIEKAPCTBEHHBIX CPEJICTB, HAXOASIIMXCS B OOpaIeHHH,
MoKa3aTesIM KauecTBa, 3 (HEKTUBHOCTH U O€30MaCHOCTH, YCTAHOBIICHHBIM B
COOTBETCTBUU ¢ HacTosmuM DeneparbHbIM 3aKOHOM;

B) TpeOOBaHMI K COOJIIOICHUIO CYObEKTaMU OOpaIlleHUs JIEKAPCTBEHHBIX CPEJICTB,
yKa3aHHBIX B yacTH 1 ctatbu 67.1 HacTosiniero deepaibHOTO 3aKOHA, OTPAHUYCHUIH,
HajlaraembIX cratbsiMu 67.1 u 67.2 HacTosuiero depepanbHOro 3aK0HA;

2) cobmrofieHre TUIEH3NOHHBIX TPeOOBaHU K OCYIIECTBICHUIO (hapMalleBTUUECKOI
NesITeNIbHOCTH;

3) cobnronenue TpeOOBaHUI K MPEAOCTaBICHUIO CYObEKTaMU OOpaIlieHUs
JIEKapCTBEHHBIX CPEICTB MH(MOPMALIUU O IEKAPCTBEHHBIX CPENICTBAX U (MJIH)
JIEKapCTBEHHBIX MpernapaTtax, IpelycMOTpeHHO! cTaTtbsimu 9.1, 52.1 u 64 HacTosIIero
denepalbHOTO 3aKOHA.

3. Ilpu ocymiecTBieHnH (heaepaabHOro TOCYAapCTBEHHOTO KOHTPOJIs (HaJ30pa) B cdepe
oOpaleHNs JJeKapCTBEHHBIX CPEJICTB MPOBOIATCS CIEAYIONINE BUBI KOHTPOJIbHBIX
(Ha30pHBIX) MEPOTIPUATHI:

1) nokyMeHTapHas IpOBEPKa;



2) BbI€3HAs IPOBEPKA;

3) BBIOOpPOYHBII KOHTPOJIb Ka4eCTBA;
4) KOHTpOJIbHAS 3aKYIIKa;

5) MHCTIEKIIMOHHBIN BU3UT;

6) HaOmroieHue 3a coOMoIeHNeM 00s3aTeIbHBIX TPEOOBaHUN (MOHUTOPUHT
6e3omnacHocTH) ((papmakoHa30p).

4. Opranu3zaiius ¥ oCyliecTBieHue GeaepaaIbHOT0 TOCYAaPCTBEHHOTO KOHTPOJIS
(mamg3opa) B chepe oOpareHus IEKapCTBEHHBIX CPEACTB peryaupyroTcs DenepaibHbIM
3akoHOM OT 31 mrosst 2020 rona Ne 248-®3 "O rocyaapcTBEHHOM KOHTpOJIE (Ha30pe) U
MYHHIIUTIATEHOM KOHTpoJIe B Poccuiickoit Deneparun’.

5. BHemnaHOBbII BRIOOPOUHBIM KOHTPOJIb KaueCTBA IPOBOAUTCS B TOM YHUCIIE HA
OCHOBAHHUU IIPOrPaMMBbI IIPOBEPOK.

6. [1naHoBbII BBIOOPOUHBIM KOHTPOJIb KaueCTBa HE IPOBOAUTCS.

7. Ilo pe3ynbraTaM BEIOOPOYHOTO KOHTPOJIS KayecTBa HAPAY C PELICHUSIMH,
npeaycMoTpeHHbIMU DenepasibHbIM 3aKk0HOM OT 31 urosist 2020 rona Ne 248-D3 "O
LOCYAApCTBEHHOM KOHTpOJIE (HaA30p€) U MYHUIIMNAIILHOM KOHTpoJie B Poccuiickoit
Denepannn", heaeparTbHBIMA OpraHaMH UCTIOJTHUTEIILHON BJIACTH, YITOJTHOMOYEHHBIMHU
Ha OCYILIECTBJICHHE BHIOOPOUYHOTO KOHTPOJIS KaUeCTBa, IPUHUMAIOTCS CIIEIYIONINe
pelIeHuUs:

1) o manmpHEHIEM rpaxIaHCKOM 000pOTE CEPUH, TTAPTHH COOTBETCTBYIOIIETO
JICKApCTBEHHOTO CPEJICTBA B CIIy4ae MOITBEPKIACHHS 110 Pe3yIbTaTaM IPOBEICHHBIX
WCTIBITAHUI COOTBETCTBHS KAUECTBA JICKAPCTBEHHOTO CPEIICTBA YCTAHOBICHHBIM
TpeOOBaHUSM;

2) 00 U3BSATUU U3 TPAXKIAHCKOTO 000POTA CEPUH, TAPTHH COOTBETCTBYIOIIETO
JICKApCTBEHHOT'O CPEJICTBA B CIIy4ae BBISIBJICHUS 110 PE3y/IbTaTaM IPOBEICHHBIX
UCTIBITAHHI HECOOTBETCTBHSI KAYECTBA JICKAPCTBEHHOTO CPEJICTBA YCTAHOBICHHBIM
TpeOOBaHUSM;

3) o mepeBo/ie JIEKApCTBEHHOTO CPEICTBA HA MOCEPUITHBIN BEIOOPOYHBII KOHTPOJIb
KauyecTBa JIKAPCTBEHHBIX CPEACTB B CIIydae MOBTOPHOTO BHISIBJICHHSI HECOOTBETCTBUS
Ka4yecTBa JIEKApPCTBEHHOTO CPEJICTBA YCTAaHOBJICHHBIM TpeOOBaHUAM U (IIpU
HE00X0/IMMOCTH) O NPOBEPKE CyOBbeKTa 0OpalieHus JeKapCTBEHHbBIX CpeAcTB. Pacxoibl,
CBSI3aHHBIE C ITPOBEJCHNEM ITOCEPUITHOTO BHIOOPOUHOTO KOHTPOJIS, OTNIAYUBAIOTCS
IIPOU3BOIUTEIIEM JIEKAPCTBEHHOI'O CPECTBA JINOO JIepKaTesIeM Ui BIla/IeblieM
PETUCTPALIMOHHOIO YIOCTOBEPEHHUS JIEKapCTBEHHOTO Mperapara.



8. ®enepanbHbIi TOCYIapCTBEHHBIN JTUIIEH3MOHHBIN KOHTPOJIb A€ATEIILHOCTH 110
MIPOU3BO/ICTBY JIEKAPCTBEHHBIX CPEJICTB OCYILECTBIISIETCS] B COOTBETCTBUH C
3akoHoAarenbcTBOM Poccuiickoit denepanuu.

(Cratps B penakuuu, BBeZIeHHOM B aeiicTBue ¢ 1 utons 2021 roga depepaibHbIM
3akoHOM OT 11 wronst 2021 rojga Ne 170-P3. - CM. NPEeAbLIYIIYIO PEIAKIIUIO)

Cratps 9.1. IIporpamma npoBepox

1. B nensix opranu3anuy BbIOOPOYHOTO KOHTPOJISl KAUECTBA JIEKAPCTBEHHBIX CPEJICTB
(dbopmMupyeTcs mporpaMmma IpoBEpOK.

2. Jlns ueneit peanusanuu nporpaMmMbl IPOBEPOK MTPOU3BOIUTENHN JIEKapPCTBEHHBIX
CPEICTB M OPTraHU3alNU, OCYILECTBIISIONINE BBO3 JIEKAPCTBEHHBIX CPE/ICTB B
Poccuiickyro ®@enepanuio, IpeaoCTaBISAIOT B OTHOIIEHUH JIEKAPCTBEHHBIX CPEJCTB IS
MEUIIMHCKOTO MPUMEHEHHS B YIIOJTHOMOYEHHBIN (e/lepaabHblii OpraH UCTIOIHUTEIbHON
BJIACTH, OCYIIECTBIISAIOMUN (DYHKIIMH 110 KOHTPOJIIO U HA/A30py B cdepe
3/IpaBOOXPAHEHUS, B OTHOILIEHUH JIEKAPCTBEHHBIX CPE/ICTB ISl BETEPUHAPHOTO
MIPUMEHEHUSI B YIIOJTHOMOYEHHBIN (eiepalibHbIi OpraH UCHOJHUTEILHON BIACTH,
OCYILECTBISIONINI (GYHKIIMH 110 KOHTPOJIIO U HA/I30py B cepe oOpaleHus
JIEKapCTBEHHBIX CPEJICTB Ul BETEPUHAPHOTO MPUMEHEHUS, CBEJIEHUS O CEPUSIX, MapTUAX
JIEKapCTBEHHBIX CPEJICTB, MOCTYIAIOIINX B TpaXkaaHCKUi 000poT B Poccuiickoit
®enepanuu, B MOPsJIKE, COCTaBE U 00bEME, YCTAaHOBJICHHBIX YKa3aHHBIMU
(benepaabHBIMU OpraHaMy UCTIOJIHUTEJIBHON BJIACTH B OTHOIIEHUH JICKAPCTBEHHBIX
CPEACTB IJIsl MEIUIIMHCKOIO IIPUMEHEHUS M B OTHOILIECHUH JIEKAPCTBEHHBIX CPE/ICTB IS
BETEPUHAPHOTO MPUMEHEHHSI COOTBETCTBEHHO.

3. IIporpamma npoBepok GopMHpYETCsl Ha KaJeHAapHbBIN To1 B ¢pok 10 30 nexadps rona,
MIPEIIECTBYIOLIETO TOy MPOBEIEHUSI BBIOOPOYHOTO KOHTPOJIS.

4. B ciy4ae HaCcTYIUICHUS COOBITHI, YKA3aHHBIX B MOANYHKTax "0" u "B" myHKTa 2 4acTu
6 HacTosIIel cTaThi, (heepaibHBIM OPraHOM UCHIOJHUTENBHOM BIIaCTH,
OCYILIECTBISIOUIUM (YHKIIMH 110 KOHTPOJIIIO U Ha/I30py B cepe 3ApaBOOXpaHeHus,
(benepanbHBIM OPraHOM UCHIOJHUTEIBHOM BIACTH, OCYIIECTBISAIOMUM (DYHKIHH 110
KOHTPOJIIO ¥ HaJI30py B cepe oOpallleHus JIeKapCTBEHHbIX CPEJCTB JJIsi BETEPUHAPHOTO
MIPUMEHEHHUS], TPU HEOOXOIUMOCTH BHOCSATCSI COOTBETCTBYIOIINE U3MEHEHHUSI B
MIPOrpaMMy MPOBEPOK.

5. B mporpaMmMy npoBepoK MOTYT BKIIFOUATHCSI MEPOIIPUSITUS C YIETOM HAPYIICHUIA,
BBISIBIICHHBIX B paMKax KOHTPOJBHBIX (HaJ30PHBIX) MEPOTIPUATUH 32 TIPEIbITyITUI
KaJIeHJAapHBIN TO/I.

6. [IporpaMma mpoBEpOK COIEPHKUT:

1) nepedeHb JIEKapCTBEHHBIX CPEJICTB, OTOOP 00Pa3LIOB KOTOPBIX OYJET OCYIIECTBIISATHCS
B paMKax BIOOPOYHOTO KOHTPOJIs, POPMUPYEMBIH C yUETOM PE3yJIbTaTOB



roCyJapCTBEHHOTO KOHTpOJIA (Haa30pa) B cepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB 32
KaJIeHJapHBIN TOM, IPEAIIECCTBYIOIINN TOAY TPOBEACHHUS BHIOOPOUYHOTO KOHTPOJIS;

2) yka3zaHue Ha cOObITHE, HACTYIIJIEHUE KOTOPOTO SIBJSETCSI OCHOBAaHUEM IS
OCYIIIECTBIICHHUS BEIOOPOYHOTO KOHTPOJIS:

a) MOJIy4eHUE CBEJICHHI, TPECTABIISIEMBIX B COCTaBe U 00bEME, YCTaHOBICHHBIX
(benepaabHBIM OPraHOM UCTIOTHUTENILHON BIACTH, OCYIIECTBIISIOIIUM (YHKITUH TI0
KOHTPOJIIO ¥l HaJI30PY B cepe 3apaBooxpaHeHusl, eaeparbHbIM OPraHoM
WCIIOJIHUTENBHOM BJIaCTH, OCYLIECTBIISIIOIIMM (PYHKIMU IO KOHTPOJIIO M Haa30py B cepe
oOpallleHUs JTeKapCTBEHHBIX CPEJCTB JJIsl BETEPUHAPHOTO IPUMEHEHHUS, O CEPUSIX,
MapTUSIX JIEKAPCTBEHHBIX CPEJCTB, MOCTYMAIOLIUX B rpakJaHCKuil 060poT B Poccuiickoit
®denepanyn, yKa3aHHbIX B IYHKTE | HACTOSIIEN YacTH, OpraHU3alHsIMU,
OCYUIECTBJISAIOIIMMH IPOU3BOJICTBO JIEKAPCTBEHHBIX CpencTB B Pocculickoit denepannn
1 BBO3 JIEKaPCTBEHHBIX cpeacTB B Poccuiickyro denepanuio;

0) moJryyeHue NoCcTymnarolel B NOpsIKe, YCTAHOBIEHHOM CTaTbel 64 HACTOSIIEro
denepanbHOTO 3aK0HA, HHGOPMAIIMH O TTOOOYHBIX JEUCTBUSAX, HEXKEIATEIbHBIX
peaxknusx, Cepbe3HbIX HEXKEIATeNbHBIX PEAKIMSIX, HETPEIBUICHHBIX HEeXeNaTeIbHbIX
peaKkIusaX Mpu MPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB, 00 WHANBUYATHHOMN
HEMEPEHOCUMOCTH, OTCYTCTBUHU APPEKTUBHOCTH JIEKAPCTBEHHBIX MPENAPATOB, a TAKKE
00 MHBIX (paKTax U 0OCTOATEIHCTBAX, MPEACTABISAIONIUX YTPO3Y KU3HU WU 3I0POBBIO
YesloBeKa JM00 JKUBOTHOTO MPHU MPUMEHEHHUH JIEKAPCTBEHHBIX MPENapaToB U
BBISIBJICHHBIX Ha BCEX dTarax oOpalieHus JICKapCTBEHHBIX IIpernapaTtoB B Poccuiickoii
denepannuu U Ipyrux rocyJapcrBax;

B) MOJIyYCHHE B COOTBETCTBUU ¢ DenepanbHbiM 3akoHOM 0T 31 mrons 2020 roga Ne 248-
®3 "O rocynapcTBEHHOM KOHTPOJIE (Haa30pe) ¥ MYHHITUIIATLHOM KOHTPOJIE B
Poccuiickoit Deneparuu cBeCHUH 0 MPUIMHEHUH Bpeaa WK 00 yrpo3e MPUIHHEHUS
Bpe/ia )KMU3HHU, 3I0POBBIO TPAXKJIaH WA KUBOTHBIX.

(Cratps monosiHUTENBbHO BKITtoUeHa ¢ 1 mromns 2021 rona denepanbHbiM 3ak0HOM OT 11
nrons 2021 roga Ne 170-D3)

Cratbs 9.2. 'ocymapcTBEHHBIN KOHTPOJIb (HAA30p) 3a peain3alueii opranaMu
WCIIOJIHUTENBHOM BiacTu cy0bekToB Poccuiickoit deneparuu nolTHOMOYH B cepe
oOpallleHUs JTeKapCTBEHHBIX CPECTB AJISl MEAUIIMHCKOTO TPUMEHEHUS

1. F'ocymapcTBEHHBII KOHTPOJIb (Ha30P) 32 peanu3anueii opranaMu UCIOJIHUTEIbHOM
BIacTH cyorekToB Poccuiickoii @enepaliiu morHOMouni B chepe oOparieHus
JIEKAPCTBEHHBIX CPEJCTB ISl MEAUIIMHCKOTO IPUMEHEHHUS OCYLIECTBIISAETCA
ynonHomoueHHbIM [IpaBurenscTBoM Poccuiickoint denepanuy opraHoM UCIIOIHUTEIBHON
BJIACTH.

2. IIpeameTom rocyaapCcTBEHHOTO KOHTPOJIS (HaI30pa) 3a peanuzalueil opranaMu
HCIIOJIHUTENBHOM BacTu cyobekToB Poccuiickoit deneparinu nmolrHoMo4Hit B chepe
oOpallleHus JTeKapCTBEHHBIX CPEJCTB IS MEAUIIMHCKOTO TPUMEHEHUS SBISETCS



COOIIIO/ICHHE YITOJIHOMOYEHHBIMU OpPraHaMy UCTIOJIHUTENFHON BIACTH CyOBEKTOB
Poccniickoit denepanuy METOAUKN YCTAaHOBIIEHUS IIPEAEIBHBIX Pa3MEPOB OIITOBBIX
Ha/10aBOK U IPEIETbHBIX Pa3MEPOB POSHUYHBIX Ha/10aBOK K (PAKTUYECKUM OTITYCKHBIM
LIEHaM, YCTAHOBJICHHBIM ITPOM3BOAUTEISIMU JICKAPCTBEHHBIX ITPENapaToB, HA
JIEKapCTBEHHbIE IIPEIaparhl, BKIIOUYEHHBIE B IEPEUYEHb KU3HEHHO HEOOXO0JUMBIX U
BAKHEWILINX JICKAPCTBEHHBIX IIPENIAapaToOB.

3. Ilpu ocymiecTBIEHNH TOCYAAPCTBEHHOTO KOHTPOJIS (HaA30pa) 3a peayin3aueit
OpraHaMM MCIOJIHUTENBbHOM BiacTu cyobekToB Poccuiickoit denepanuu NoJIHOMOYMM B
ctepe oOpareHus JeKapCTBEHHBIX CPEACTB TSI METUITMHCKOTO TIPUMEHEHUS
MIPOBOJIATCS CIAEAYIOIINE BUIbI MEPOTIPUATHI:

1) noxyMeHTapHbIE IPOBEPKH;
2) BBIE3HBIC TTPOBEPKHU.

4. OpraHu3aiis ¥ OCYIIECTBICHUE TOCYIapCTBEHHOTO KOHTPOJIS (Haa30pa) 3a
peanuzanuei opraHaMH UCIIOJIHUTENBHOM BiacTu cyobekToB Poccuiickoit denepannu
MMOJTHOMOYHH B cepe oOparieHus JICKapCTBEHHBIX CPEICTB JIJIsI METUITMHCKOTO
pUMeHeHUs perynupyrorcs DenepanbHbIM 3aKOHOM OT 6 okTA0ps 1999 rona Ne 184-D3
"O0 00mUX TPUHIIMIAX OPraHU3AIIUN 3aKOHOIATEIbHBIX (MPEICTABUTEIbHBIX) U
HCTIOTHUTEIbHBIX OPraHOB TOCYIAPCTBEHHOW BJIACTH CyOBEeKTOB Poccuiickoit

Denepanun".

5. [TonoskeHnue o rocyapcTBEHHOM KOHTpOJIE (HaA30pe) 3a peanu3alyeid opranaMu
WCTIOJHUTENBHON BIIacTH cyOBekTOB Poccuiickoit deneparuu motTHoMouHit B cdepe
oOpalieHus JeKapCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO TPUMEHEHUS YTBEPIKIACTCS
[IpaBuTenscTBOM Poccuiickoit denepanuu.

(Cratps monosHuTeNbHO BKITtoUeHa ¢ 1 mromns 2021 rona denepanbHbiM 3ak0oHOM OT 11
nrons 2021 roga Ne 170-D3)

Cratbs 9.3. PernoHanbHBIN rOCyIapCTBEHHBINH KOHTPOJIb (HAA30p) 32 MPUMEHEHHUEM 1ICH
Ha JIEKapCTBEHHBIE MTpernapaThl, BKIIIOUYEHHBIEC B IEPEUCHb )KU3HEHHO HEOOXOAUMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX MIPENapaToB

1. PerronanbHbIi TOCYIapCTBEHHBIN KOHTPOJb (HaA30p) 32 MPUMEHEHUEM IIEH Ha
JIEKAPCTBEHHBIC MpEIapaThl, BKIOYCHHBIC B IIEPEUCHb KU3HCHHO HEOOXOIUMBIX U
BOKHEMILINX JIEKAPCTBEHHBIX MTPENapaToB, OCYHIECTBIIAECTCS OPraHOM HUCIIOJTHUTEIbHON
BIacTH cyowrekra Poccuiickoii @enepaliiu, yroJHOMOYEHHBIM BBICITUM
HCIOJIHUTENBHBIM OPTaHOM IFOCY/IapCTBEHHOM BIacTH cyObekTa Poccuiickoit
denepauuu.

2. Hpe,[[MeTOM PEruoHaJIBHOTO TOCYAAPCTBECHHOT'O KOHTPOJIA (Han3opa) 34 IPUMCHCHHUEM
IICH Ha JICKAPCTBCHHLIC NIPCIIAPAThI, BKIIFOUCHHBIC B IICPCUCHL ) KU3HCHHO HGO6XOI[I/IMBIX
U BaXXKHEHIIINX JICKAPCTBCHHBIX NPCIIAPATOB, ABJIACTCA CO6J'IIO,[[6HI/IC OpraHu3anusaIMu
OIITOBOM TOProBJIN JICKAPCTBCHHBIMU CPCACTBAMHU, AlITCYHBIMU OPraHu3aluiaIMu,



MHUBUAYAIbHBIMU IPEAIPUHAMATEISIMHA, UMEIOLIUMHU JIMLEH3UIO Ha
(bapMareBTHUECKYIO AATEIbHOCTD, MEAUIUHCKIMHU OPTaHU3AUSIMH, TMEIOIIIMH
JTUIEH3UI0 Ha ()apMalleBTHUECKYIO IEATEIBHOCTh, H UX 000COOIECHHBIMU
MoJIpa3ieieHUsIMU (aMOyIaToOpHsIMHE, (EeNTbIEPCKUMA U (eTbAIIepCKO-aKyIIePCKUMU
MyHKTaMH, [IEHTpaMH (OTIeNICHUSIMH) 001Iel BpaueOHOH (CeMEHOI) TPaKTHKN),
PacroJIO)KEHHBIMU B CEIbCKUX HACEJIEHHBIX TYHKTAX, B KOTOPBIX OTCYTCTBYIOT allTEYHbIE
OpraHu3alluy, IPY PeATU3alnH JIEKAPCTBEHHBIX MPENapaToB TpeOOBaHUN K TPUMEHEHHIO
IIeH, YPOBEHb KOTOPBIX HE JOJDKEH MPEBBIIATh CYMMY (DaKTHUYECKOH OTIYCKHOW IICHBI,
YCTaHOBJIEHHOW ITPOU3BOIUTENIEM JIEKAPCTBEHHBIX IPENapaToB, U KOTOPHIE HE
MIPEBBILIAIOT 3aPETUCTPUPOBAHHBIX MPEAETbHBIX OTIYCKHBIX LIEH, U Pa3MEPOB ONTOBBIX
HaJ0aBOK U (WJIM) pa3MepOB PO3HUYHBIX HAJ0AaBOK, HE MPEBBIIAIONINX COOTBETCTBEHHO
pa3MepoB MpeAebHbIX ONTOBBIX Ha/10aBOK U (MJIM) pa3MepOB MPeeIbHbIX PO3HUUHBIX
HaJ0aBOK, YCTAHOBJICHHBIX B CyObhekTe Poccuiickoit deneparumn.

3. Opranu3zanus 1 OCYyIIEeCTBICHHE PErHOHAILHOTO TOCYapCTBEHHOTO KOHTPOJIS
(Haa3opa) 3a MPUMEHEHHUEM 1I€H Ha JIEKAPCTBEHHBIE MTPEnapaThl, BKIIIOUCHHbBIC B
MepevYeHb )KU3HEHHO HEOOXOIMMBIX M BXKHEHIIINX JICKaPCTBEHHBIX MPENapaTos,
perynupyrorcs PenepanbHbiM 3ak0HOM 0T 31 nrost 2020 roga Ne 248-P3 "O
rOCYAapCTBEHHOM KOHTpPOJE (Haa30pe) ¥ MYHHIIUIIAILHOM KOHTpoJie B POcCUiCKOM

®Denepanun".

4. Tlomo>keHre 0 PerHOHATIFHOM TOCYIaAPCTBEHHOM KOHTpOJIe (Haa30pe) 32 MPUMEHEHUEM
IICH Ha JICKAPCTBEHHBIE TIpEenapaThl, BKIIOUECHHBIE B TIEPEUYCHb KU3HEHHO HEOOXO0MMBIX
Y BOXXHEWIIINX JICKAPCTBEHHBIX MPENApaToB, YTBEPKIAETCS BHICIITAM UCIIOJTHUTEIIBHBIM
OpraHoOM TOCY/IapCTBEHHOM BilacTu cyObekTa Poccuiickoit deneparuu.

(Cratps monosiHUTENBbHO BKItoUeHa ¢ 1 utomst 2021 romga denepanbHbiM 3akoHOM OT 11
nroas 2021 roga Ne 170-D3)

Cratba 9.4. @enepalibHbIN rOCYAapCTBEHHBIN JIMIIEH3UOHHBIN KOHTPOJIb ACATEILHOCTH
10 TIPOM3BOJICTBY JICKAPCTBEHHBIX CPEJCTB

1. deaepanbHbIil rOCYAAPCTBEHHBIN JIMIIEH3MOHHBIM KOHTPOJIb ACSITEIBHOCTH TI0
MIPOM3BO/ICTBY JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISIETCS (heepalbHBIMUA OpPTraHaMH
HCTOJIHUTEIBHOM BJIACTH, yOJHOMOYeHHBIMU [IpaBuTenscTBOM Poccuiickoit
Oenepanuu.

2. ®egepanbHbIi TOCYIAPCTBEHHBIN TUIIEH3MOHHBIN KOHTPOIIb A€ATEIHHOCTH IO
MIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISETCS B COOTBETCTBUU C
®enepanpHbIM 3aK0HOM 0T 4 Masg 2011 roga Ne 99-D3 "O nuneH3upOBaHUH OTACIBbHBIX
BUJIOB JiesiTeIbHOCTH " ¥ DeaepalibHbIM 3akoHOM OT 31 mrosst 2020 roga Ne 248-P3 "O
roCyIapcTBEHHOM KOHTPoJ€E (Haa30pe) U MYHHUIIMIIAILHOM KOHTpoJie B Poccuiickoi
@Deneparnn". B pamkax (egepanbHOro rocy1apcTBEHHOTO JTUIIEH3UOHHOTO KOHTPOJIS
JESATENBHOCTH MO MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB IJIAHOBBIE KOHTPOJIbHBIE
(Ha/I30pHBIE) MEPOTIPUATHUS HE POBOJISATCS, IIPU ITOM MPOBOTUTCS MEPUOAUYECKOE
MOATBEPKICHNUE COOTBETCTBUS JIMIIEH3UATOB JTUIIEH3NOHHBIM TPEOOBAHUSAM B
cootBeTcTBHH ¢ DesrepanbHeIM 3aKk0HOM OT 4 Mast 2011 roga Ne 99-D3 "O




JIUIICH3UPOBAHUHN OTACIBHBIX BUJIOB NEATCILHOCTH .
(Cratbs monosHUTENHHO BKIoUeHa ¢ 1 urons 2021 rona denepanbHbiM 3aKk0HOM OT 11
utons 2021 roga Ne 170-D3)

I'naBa 5. Pa3paboTtka, JOKIMHUYECKHE UCCIIE0BAHUS JIEKAPCTBEHHBIX CPECTB, a TAKKE
KIIMHUYCCKUC UCCIICAOBAHUS JICKAPCTBCHHBIX NIPCIApaToB JJIs1 BETCPHUHAPHOTO
IMPUMCHCHUA

Crates 10. PazpaboTka JieKapCTBEHHBIX CPEJICTB

1. Pa3zpaboTka JiekapCTBEHHBIX CPEJICTB BKIIFOUAET B €051 TOMCK HOBBIX
(1)apMaKOJ'IOFI/IT-I€CKI/I AKTHUBHBIX BCHICCTB, IMMOCICAYIONICC N3YICHUC UX JICKAPCTBCHHBIX
CBOWCTB, TOKJIMHUYECKUE UCCIIEIOBAHMS, pa3pabOTKy TEXHOJIOTHI TPOU3BOICTBA
(hapmareBTHUECKIX CyOCTaHIIHM, pa3pabOTKy COCTAaBOB U TEXHOJIOTHUH TPOU3BOICTBA
JICKApPCTBCHHBIX MPCIapaToB.

2. dunaHcoBOE oOeceueHe pa3paboTKH JIEKapCTBEHHBIX CPENICTB OCYIIECTRIISIETCS 32
CUeT:

1) cpencTB dhenepaibHOTO OFOKETA;
2) cpencTB pa3pabOTYNKOB JIEKAPCTBEHHBIX CPEJICTB;

3) cpencTB MPOM3BOJUTENEH JIEKAPCTBEHHBIX CPEJCTB MPHU BHIMOIHEHUH HAYyIHO-
UCCIIEIOBATENIbCKUX PaboT MO IOTOBOPY MEXAY pa3pabOoTUNKOM JIEKAPCTBEHHBIX CPEACTB
Y IPOM3BOJIUTEIIEM JIEKAPCTBEHHBIX CPE/ICTB;

4) WHBIX HE 3aIPEIICHHBIX 3aKOHOAATeIbcTBOM Poccuiickoit denepaini HCTOYHUKOB.

3. [IpaBa pa3paboTurka JIEKapCTBEHHOTO CPEICTBA OXPAHAIOTCS IPAKIAHCKUM
3aKOHOJATEILCTBOM.

Cratpsa 11. JlokmuHUYECKOE UCCIIEI0BAaHUE JIEKAPCTBEHHOTO CPEACTBA IS
MEIUITMHCKOTO TIPUMECHCHUS

1. Z[OKJ'II/IHI/I‘ICCKOG HUCCIICAOBAHUC JICKAPCTBCHHOI'O CPCACTBA MJId MCAUIIMHCKOI'O
IMPUMCHCHUS IPOBOAUTCS ITYTCM IIPUMCHCHUA HAYYHBIX MCTOOB OLICHOK B LECJIAX
TMOJIYYCHH NOKAa3aTCIbCTB 6630HaCHOCTI/I, Ka4dy€CTBa U 9(1)(1)CKTI/IBHOCTI/I JICKAPpCTBCHHOI'O
cpeacTBa.

2. JIOKIIMHUYECKOE UCCIE0BAHNE JIEKAPCTBEHHOTO CPEACTBA I MEAULIMHCKOTO
MIPUMEHEHHUSI IPOBOTUTCS] B COOTBETCTBUY C MPaBUIAMH HaJUIeXKaIel 1abopaTopHOH
MPAKTUKH, YTBEPKIECHHBIMU YIIOJTHOMOYEHHBIM (pe/lepaTbHbIM OPraHOM
HCITOJIHUTEIHLHOM BJIACTH.

(YacTp B penaxiuu, BBeieHHOM B neiicTBue ¢ 1 uronsg 2015 roga depepalibHBIM 3aKOHOM
oT 22 nekabps 2014 roga Ne 429-P3. - CM. IpeabLAYIIYIO PEAAKIIUIO)




3. Jlns opranuzanuu ¥ NpoBEACHUS JOKIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO
CpeICTBa JJIsl MEIUIIMHCKOTO TPUMEHEHHS Pa3pabOTUYUKH JICKAPCTBEHHBIX CPEIICTB
MOT'YT IPUBJIEKATh HAYYHO-UCCIEI0BATEIBCKUE OpraHu3ali, 00pa3oBaTeIbHbIC
OpraHu3aIy BBICIIETO0 00pa30BaHMsI, HMCIOIINE HEOOXO0IMMYIO0 MaTePHATILHO-
TEXHHUYECKYIO 0a3y U KBATM(UIIUPOBAHHBIX CIIECITUAIMCTOB B COOTBETCTBYIOIICH 00JIACTH
HCCTIEOBAHUS.

(Yactp B penakuuu, BBeIeHHOHU B fieiicTBHE ¢ 1 ceHTsiops 2013 roga DenepanbHbIM
3akoHOM OT 2 uiojst 2013 roja Ne 185-D3. - CM. HIpeAbLIYIIYIO PEIAKIIUIO)

4. IOKTMHUYECKOE UCCIIEI0BAHNE JIEKAPCTBEHHOIO CPEACTBA M1l MEIUIIMHCKOTO
MIPUMEHEHUSI TIPOBOJUTCS 10 YTBEPKACHHOMY pa3pab0TUMKOM JIEKAPCTBEHHOTO
CpEeACTBA IUIaHy C BEICHHEM IIPOTOKOJIA ATOTO UCCIEAOBAaHUS U COCTABICHUEM OTYETA, B
KOTOPOM COZAEPKATCS pe3yabTaThl ATOI0 UCCIEI0BAHUS U 3aKIFOUEHHE O BO3MOKHOCTH
MIPOBEJICHUS KJIMHUYECKOTO MCCIe0BaHUs JIEKapCTBEHHOTO Ipenapara Jyis
MEJUIIMHCKOTO MPUMEHEHUSL.

5. [IpoBeaeHune mpoBEepoK COOIIOICHNS MMPABHIT HAJIeKAIIEH JTabopaTOPHOIN TPAKTUKH U
MPaBOBBIX HOPM HCIIOJIb30BAHUS KUBOTHBIX TIPH MPOBEJCHUHN JOKIMHHYECKIX
HCCIEA0BaHUM JIEKAPCTBEHHBIX CPEACTB I MEIULUHCKOTO IIPUMEHEHUS
OCYILIECTBJISIETCS YIIOJIHOMOUYEHHBIM (pesiepaabHbIM OpraHOM HUCIIOJTHUTENIBHOM BIIACTH.
(ITynkt B penakuuu, BBeieHHOM B feiictue ¢ 1 uronsg 2015 rona denepanbHbIM 3aKOHOM
ot 22 nexadps 2014 roga Ne 429-D3. - CM. OPEAbIAYILYIO PEIAKIINIO)

6. Pe3ynbrarhl TOKIMHHUYECKOTO UCCIIEIOBAHMSI JIEKAPCTBEHHOT'O CPEJICTBA AJIS
MEJUIIMHCKOTO MMPUMEHEHHS] MOTYT OBITh MPEACTABICHBI B YIIOJTHOMOYEHHBIH
(benepanbHbIN OpraH UCHOJHUTENBHOM BIACTU B YCTAHOBJIEHHOM IOPSIIKE B LIETSAX
rocy/lapCTBEHHOW PETUCTpalliy JIEKApCTBEHHOTO Mpenapara.

Cratps 12. ,HOKJ'II/IHI/I‘IGCKOC HCCIICA0BAHUC JICKAPCTBEHHOT'O CPEACTBA U KIIMHUYECKOC
HCCICA0BaHUEC JICKAPCTBCHHOI'O IIperiapaTa Ajisd BETCPUHAPHOI'O IPUMCHCHUSA

1. ,HOKJ'H/IHI/I‘ICCKOC HCCIICA0OBAHUE JICKAPCTBEHHOT'O CPCACTBA I BETCPUHAPHOI'O
IIPUMCHCHUSA IPOBOJUTCA ITYTEM IIPUMEHCHUA HAYYHBIX METOIO0B OLICHOK B LCIIAX
IIOJIYYCHH NO0KAa3aTCIbCTB 6630HaCHOCTI/I, KadyeCcTBa U 3(1)(1)6KTI/IBHOCTI/I JICKapCTBCHHOI'O
Cpe€acTBa, B TOM 4YHCJIC OIIPCACICHHUA CPOKa €ro BLIBEACHUA U3 OpraHu3Ma >KUBOTHOI'O, B
OeiIAax obecneyeHns: 6€30I1aCHOCTH MMPOAYKIHH KUBOTHOT'O IMIPOUCXOKACHUS ITOCJIC
MPUMCECHCHUS COOTBCTCTBYIOLICTO JICKAPCTBCHHOI'O IIpeIiapara.

2. HOKJ'II/IHI/I‘ICCKOC HUCCIICAOBAHUC JICKAPCTBCHHOI'O CPCACTBA U KIIMHUYCCKOC
HCCIICAOBAHHUC JICKAPCTBCHHOI'O IIpCIIapara AJis1 BETCPUHAPHOI'O IPUMCHCHUA,
HCCICIJOBAaHUC OMOSKBHBAJICHTHOCTH YKAa3aHHOTO JICKAPCTBCHHOT'O IIpeIiapaTa
MMpOBOAATCSA B COOTBETCTBUH C IpaBUJIaMH, YTBCPKACHHBIMHA YIIOJITHOMOYCHHBIM
(l)eﬂepaJ'ILHLIM OopraHomMm HCIIOJIHUTEILHOM BIACTH.

3. HOKJ'II/IHI/I‘-ICCKOC HCCJIICAOBAHUC JICKAPCTBECHHOTO CPCACTBA U KIIMHUYCCKOC
HCCIICAO0BAHUC JICKAPCTBCHHOTI'O MMpCTiapaTa A BETCPUHAPHOT'O IPUMCHCHUA ITIPOBOAATCA



10 YTBEPKIECHHOMY pa3pabOTUMKOM JIEKAPCTBEHHOI'O CPEJICTBA IUIaHy C BEJCHUEM
IIPOTOKOJIOB 3TUX MCCIIEA0BAHUN U COCTaBIEHUEM OTUETOB, B KOTOPBIX COJEPIKATCS
pe3yJIbTaThl 3TUX UCCIIEIOBAHUM.

4. st opraHu3aiuu 1 MpoBeIeHUs JOKIMHUYECKOT0 UCCIEI0BAHUS JIEKApCTBEHHOTO
CPEICTBA U KIMHUYECKOTO UCCIIEI0BaHNUs JIEKapCTBEHHOTO Mpenapara Jsis
BETEPUHAPHOTO MPUMEHEHUS pa3pabOTUMK JIEKAPCTBEHHOI'O CPEJICTBA MOXKET
MIpUBJIEKaTh OPraHU3allii, UMEIOIIEe HE00X0AUMYIO0 MaTEpUATIbHO-TEXHUUECKYIO 0a3y u
KBaJTM(UIIMPOBAHHBIX CIIEIIHATIMCTOB B COOTBETCTBYIOIIEH 00IaCTH HCCIIEOBAHUSI.

5. Knuaundeckue ucciaenoBanms JIEKapCTBEHHBIX NIPENAapaToB JUIsl BETEPUHAPHOTO
MIPUMEHEHUSI TPOBOIATCS B BETEPUHAPHBIX OpraHU3alMsIX U B OPraHu3alusIX,
OCYILIECTBIISIOUINX Pa3BEJCHNE, BbIPALIMBAHUE U COAECPKAHUE KUBOTHBIX, B LEJIAX:

1) ycraHOBJIEHMS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MIPENAPATOB 3/10POBBIMH KUBOTHBIMU;

2) noa0opa ONTUMAIbHBIX IO3UPOBOK JIEKAPCTBEHHBIX MPENapaToB U Kypca JICUeHHs Ha
KOHKPETHOM IpyIINe )UBOTHBIX C ONpeAeICHHBIM 3a00JI€eBaHUEM;

3) ycranoBieHus: 6e30TacHOCTH U d(PPEKTUBHOCTH JIEKAPCTBEHHOTO Mperapara,
MpeTHA3HAYCHHOTO TS JICYCHUS OTIPEICIICHHBIX 3a00IeBaHMI KUBOTHBIX, WITH

3¢ (HEeKTUBHOCTH JIEKAPCTBEHHOTO MpernapaTa i NPOPIIaKTHKNA 3a00J€BaHUN 3I0POBBIX
KUBOTHBIX;

4) n3ydeHus BO3MOKHOCTEH pacHIMpPEHUsI MOKa3aHUH K IMPUMEHEHHIO
3aperucTpUPOBAHHOTO JIEKAPCTBEHHOTO MIpernapaTa U BbISBICHUS paHEe HEN3BECTHBIX
MOOOYHBIX NEWCTBUI.

6. Knuanaeckoe HCCIICA0OBAHUE JICKAPCTBEHHOT'O IIpCIiapaTa Ajid BETCPUHAPHOI'0O
IMIPUMEHCHUS OCYHIECCTBIIACTCA 3a CUCT CPCACTB paspa60TqI/II<a JICKapCTBCHHOT'O CPCACTBA.

7. OTyeThl 0 pe3yabTaTax JOKJIMHUYECKOTO UCCIEA0BAHMS JICKAPCTBEHHOTO CPEICTBA U
KJIMHUYECKOTO UCCIIEIOBAHMS JIEKAPCTBEHHOIO Mperapara /il BETEpUHAPHOTO
MIPUMEHEHHSI COCTABIIAIOTCS Pa3pabOTYMKOM JICKAaPCTBEHHOTO CPEJICTBA C YUETOM
3aKJIOYEHUH OpraHu3aluil, MIPUHUMABIINX YYaCTUE B OPraHU3aluu U IPOBEICHUN ITUX
HCCIIEJOBAaHU.

8. KOHTpOJIb 3a [IPOBCACHUCM NOK/IMHHUYCCKHX HUCCIEOBAaHUI JICKAPCTBCHHLIX CPCACTB U
KIIMHHUYCCKHUX HCCJ'ICI[OBaHI/Iﬁ JICKAaPCTBCHHBIX IIPCIIapaTOB JJId BETCPUHAPHOTI'O
MMPUMCHCHUS OCYHICCTBIIACTCA YIIOJIHOMOYCHHBIM (I)C,Z[epaJ'ILHLIM OpraHomM
HCIIOJIHUTEILHOM BIACTH.

I'naBa 6. OCYH.[GCTBJ'ICHI/IC FOCy,H&pCTBGHHOﬁ peructpanuu JCKapCTBCHHBIX IIPCIIApaTOB

Cratps 13. 'ocypapcTBeHHas perucTpanus JeKapCTBEHHBIX IIPENapaToB



1. B Poccuiickoit @enepannu J0MyCKarOTCs MPOU3BOJICTBO, U3TOTOBJICHUE, XpPaHEHUE,
rnepeBo3ka, BBo3 B Poccuiickyro denepanuro, BbiBo3 U3 Pocculickoit deaeparnuu,
pekiiaMa, OTIYCK, peanu3alus, nepeaada, IpUMEeHEHUEe, YHUUTOXEHUE JIeKaPCTBEHHBIX
MpenaparoB, €CJIM OHU 3aPETUCTPUPOBAHBI COOTBETCTBYIOIIUM YITOJTHOMOYEHHBIM
(denepaybHBIM OPraHOM UCTIOJTHUTEILHOM BIIACTH.

(HacTp B penakiuu, BBeIeHHOM B eficTBue DeiepaibHbIM 3ak0HOM 0T 13 urons 2015
roja Ne 241-®3. - CM. OpeabLAYIILYIO PEIAKIIUIO)

2. T'ocynapcTBEHHON perucTpaluy Mo Iexar:

1) Bce nexapcTBEHHbIE Mpenapathl, BIEPBBIE MOAJIEKAIINE BBOLY B 0OpalleHe B
Poccuiickoit ®enepanuu;

2) nexapCcTBEHHbIE MPENapaThl, 3aperuCTPUPOBAHHBIE PAHEE, HO ITPOU3BE/ICHHBIC B
JPYTUX JIEKAPCTBEHHBIX (JOPMaxX B COOTBETCTBUU C MIEPEYHEM HaUMEHOBAaHUN
JIEKapCTBEHHBIX (POPM, B HOBOM JTI03UPOBKE MPH JI0KA3aTEIHCTBE €€ KIMHNYECKON
3HAYUMOCTHU U IPPEKTUBHOCTH;

3) HOBBIE KOMOHMHAIIMY 3aPETUCTPUPOBAHHBIX paHee JIEKaPCTBEHHBIX MTPENapaToB.

3. T'ocynapcTBeHHast perucTpanus JeKapCTBEHHBIX MPEMapaToOB OCYIIECTBIISAETCS 110
pe3ynbpTaTaM dKCIEPTU3HI JIEKAPCTBEHHBIX CPEJICTB, a TOCYIaPCTBEHHASI PETUCTPAITUS
op(haHHBIX JIeKapCTBEHHBIX IIPEMAapaToOB OCYILECTBISETCS MO PE3yabTaTaM dKCIIEPTHU3BI
JOKYMEHTOB, MPEACTABICHHBIX JIJIsl ONIPeIeIeHHsI BO3MOXKHOCTH PacCMaTpHUBATh
JIEKapCTBEHHBIN Mpernapar sk MEIUIIUHCKOTO IPUMEHEHUS TIPU OCYILIECTBICHUH
rocy/lapCcTBEHHOW PETMCTpallii B KadecTBe OphaHHOTO JIEKapCTBEHHOTO Mpernapara, u 1o
pe3yibTaTaM 3KCIEepTU3bI JIEKAPCTBEHHBIX CPEACTB.

4. TocynapcTBeHHas perucTpalys JeKapcTBEHHOIO MpernapaTa OCyIecTBISETCS
COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (eiepalibHbIM OPraHOM HCIIOTHUTEIHHON BIACTH
B CPOK, HE IIPEBBIIIAIOIINN CTa IECTUAECATH PA0OUNX JHEH CO AHS MPUHATUS
COOTBETCTBYIOIIETO 3asiBICHUS O TOCYAaPCTBEHHON PETUCTPALIMHU JIEKAPCTBEHHOTO
npenapata. B ykazaHHbII cpok BKIIIOYaeTCs BpeMs, HEOOX0AUMOE JJisi IOBTOPHOTO
MIPOBEJICHUS IKCIIEPTU3HI JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBUU CO CTaThel 25
HacTosiero denepanbHoro 3akoHa. Cpok rocy1apcTBEHHOU PETUCTpallin
JIEKapCTBEHHOT'O MpernapaTa UCYUCIAETCS CO THS MPUHSATHUS COOTBETCTBYIOLIUM
YIIOJTHOMOYEHHBIM (e/iepalibHbIM OPTaHOM HCTIOJIHUTEIBHOMN BIACTH COOTBETCTBYIOLIETO
3asiBJICHUS O TOCYIapCTBEHHOM perucTpainuy JeKapCTBEHHOTO Mpernapara ¢
MPUJIOKEHUEM HEOOXOUMBIX IOKYMEHTOB MO JIEHb BBIJJAUYN PETUCTPALIMOHHOTO
yIIOCTOBEpPEHUs JIEKAPCTBEHHOTO TMpenaparta. Bpems, HeoOxoaumMoe [isl HallpaBJIeHUS
YIIOJTHOMOYEHHBIM (peiepalibHbIM OPTaHOM MCTIOJIHUTENBHOMN BJIACTH 3allpoca O
MIpe/ICTaBICHUH HEOOXOIMMBIX MaTepUasioB U MPEJCTABICHHUS 3assBUTENIEM OTBETa Ha
JAHHBIN 3alPOC B COOTBETCTBUH CO CTaThsaMu 16, 19 u 23 Hacrosiniero @enepanbHOro
3aKOHA, HE YYUTBIBACTCS IPU UCUMCIIEHUU CPOKA rOCYTaPCTBEHHON perucTpanuu
JIEKApCTBEHHOTO Mpernapara.




5. 'ocynapCTBEHHOM pErucTpalyy He OAJIEKAT:

1) nexapcTBEHHbIEC IPpENapaThl, K3TOTOBJICHHBIC alITCYHBIMH OPTraHU3AIUSIMHY,
BETEPUHAPHBIMH alITEYHBIMHA OPraHN3alUsIMU, UHIVMBUYaJIbHBIMU
NPEINPUHIMATEISIMHA, KOTOPhIE UMEIOT JIMLIEH3UIO Ha (DapMalleBTHYECKYIO
JeSITENIbHOCTD, 110 pelenTaM Ha JEKapCTBEHHBIE MIpernapaThl U TpeOOBaHUIM
MEJIMIUHCKUX OPraHU3alii, BETEPUHAPHBIX OpraHU3allni;

2) neKapCTBEHHBIE MIPENapaThl, MPHOOpETeHHbIE (PM3NYECKUMU JIMIIAMH 32 TIpeeTIaMu
Poccuiickoit ®eaeparuy v npeHa3HavY€HHbIE ISl JUYHOTO UCIIOJIb30BaHUS;

3) nexkapcTBEHHBIE ITpenaparthl, BBO3UMbIEC B Poccuiickyro denepaniuio st OkazaHus
MEIUIIMHCKOW TOMOIIIM O JKU3HEHHBIM MOKa3aHUAM KOHKPETHOTO MAIIMEHTa HA
OCHOBAHHUU Pa3peIICHUs], BBIJAHHOTO YITOJTHOMOYEHHBIM (efiepaTbHbIM OpPraHOM
HCTOJIHUTEIBHOM BIACTH;

4) nekapcTBEHHBIC CPEACTBA, BBO3UMBIEC B Poccuiickyro denepalinio Ha OCHOBAHHUH
BBIJTAHHOTO YITOJTHOMOYEHHBIM (e/IlepaIbHBIM OPraHOM UCIIOJIHUTEITLHON BIACTH
pa3pelieHus U NpeIHa3HaAYCHHbIE 1JIs1 MPOBEICHUS KIMHUYECKUX UCCIIeI0BAaHUM
JIEKapCTBEHHBIX MPEMapaToB U (MJIHM) TPOBEACHUS SKCIIEPTH3bI JICKAPCTBEHHBIX CPEJICTB
JUISL OCYILIECTBJIEHUS TOCYAAPCTBEHHOM PETUCTPALIU JIEKAPCTBEHHBIX TPENapaToB;

5) bapmanieBTHUECKHE CYOCTaHITUY;

6) panuodapmaleBTUYECKUE JIEKAPCTBEHHBIE MTPEnaparhbl, U3rOTOBJIECHHBIE
HEMOCPEJCTBEHHO B MEAULIMHCKUX OPTaHU3ALMSIX B IOPSIKE, YCTAHOBIEHHOM
YIOJHOMOYEHHBIM (heZiepaibHBIM OPTaHOM HCIIOHUTEIbHON BIIACTH;

7) nexapCcTBEHHBIE NPENapaThl, IPOU3BOIUMBIE I SKCIIOPTA.
6. He nomyckaercs rocynapcTBeHHasi perucTpanus:

1) JICKApPCTBCHHEBIX IIPECIIapaToB, OTIUYAOIIUXCA APYT OT APpYyra Ka4€CTBEHHBIM COCTaBOM
HeﬁCTBYIOMHX BCIICCTB, IO OAMHAKOBBIM TOPTOBBIM HAMMCHOBAHUEM

2) OAHOTO JIEKAPCTBEHHOTO Mpernapara, MpeACcTaBIeHHOT0 Ha TOCY1apCTBEHHYIO
PErUCTPAIMIO B OTHOIIGHUH OJHOTO M TOTO e JAepKaTelIsl WIIA BJIaJIeNblia
PETUCTPAIIIOHHOTO YIOCTOBEPEHUS JIEKApCTBEHHOT0 Mpemnapara B BUIe IBYX U Ooee
JIEKAPCTBEHHBIX MPEMapaToB IO/ Pa3IMYHBIMU TOPTOBBIMH HAUMCHOBAHUSIMU.
(ITynkt B penakuuu, BBeieHHOH B neiicTBue ¢ 15 utonsa 2018 rona enepaibHbIM
3ak0HOM OT 4 nronsa 2018 roga Ne 140-P3. - CM. npeaplaAyLIYIO PEAAKIIHIO)

7. Ilo 3ampocy (B 1eKTpOHHON (opMe UM Ha OyMaKHOM HOCHTENE) CyObeKTa
oOpaleHNs JIeKapCTBEHHBIX CPEJICTB COOTBETCTBYIOLIMM YITOJHOMOYEHHBIM
(benepaabHBIM OPraHOM UCTIOHUTENLHON BIACTH, OCYIECTBIISIOUIMM rOCyJapCTBEHHYIO
PETUCTPALHIO JIEKAPCTBEHHBIX MIPENapaToB, B yCTAHOBJICHHOM UM HOPSIKE



OCYILECTBIISIETCS] HAYYHOE KOHCYJIbTUPOBAHUE 110 BOIIPOCAM, CBSA3aHHBIM C IIPOBEJICHUEM
JOKJIIMHUYECKUX UCCIIEI0OBAaHUM, KIIMHUYECKUX UCCIIEJOBAaHU JIEKAPCTBEHHBIX
MperapaToB, SKCIEPTH3bI KAYECTBA JIGKAPCTBEHHBIX CPEACTB, 3PPEKTUBHOCTH U
0€30IaCHOCTH, C OCYIIIECTBICHUEM TOCYIapCTBEHHON PErHCTPALH JIEKAPCTBEHHBIX
npemnaparoB. KOHCYbTHpOBaHHE OCYIIECTBISIETCS C MIPUBJICUECHHEM (DeaepaTbHBIX
roCy/1apCTBEHHbIX OIO/KETHBIX YUPEKIEHUH, 0JBEOMCTBEHHBIX JAHHOMY
(beneparbHOMY OpraHy UCIOTHUTEIHHOM BIACTH U HE YYaCTBYIOIIMX B OpPTraHU3aINN
IIPOBEJICHUS IKCIIEPTU3bI KAUE€CTBA JIEKAPCTBEHHBIX CPEJCTB B LENSIX OCYLLECTBICHUS UX
rocy/lapCTBEHHOW PETUCTPaLlii B COOTBETCTBUU CO CTaTbei 16 HaCTOAIIEro
DenepalibHOTO 3aKOHA, B BUE OTBETA B MUCbMEHHON (JOpME YIIOJTHOMOYEHHOTO
(dhenepanbHOrO OpraHa UCTIIOJIHUTEIHHON BIIACTH Ha 3ampoc. Pazmep B3umaeMoii ¢
3asBUTEJNS IJIAThI ONPENEIAETCS B COOTBETCTBUM C 3aKOHOIaTENbCTBOM Poccuiickoit
®denepanyu 06 OpraHu3aluy NPeJOCTaBICHHS TOCY1apCTBEHHBIX U MYHUIIMITAIbHBIX
yenyr. Uadopmanust 06 oCyliecTBIEHUN HAYYHOTO KOHCYJIbTHPOBAHUS, B TOM YHCIIE
CTaTbH, 0030pbl, CIPABOYHbIE MaTepUaIIbl U HHasl HHPOpMaIus 00 OCYIIECTBICHUH
Hay4YHOTO KOHCYJIbTUPOBaHMUsI, pa3MeIlaeTcs Ha o(puIMaIbHOM caiiTe yImoJTHOMOYEHHOTO
(dbenepaTbHOTO OpraHa UCTIOTHUTENBHON BIIacTH B ceTu "MHTepHET" ¢ cobmoienneM
OTpaHMYEHUH, YCTaHOBJIEHHBIX 3aKOHOJATENILCTBOM O TIEPCOHAIBHBIX JAHHBIX,
KOMMeEpUYECKOH U (WJIM) TOCyJapCTBEHHOM TailHe.

8. 'ocymapcTBeHHast perucTpanus JeKapCTBEHHBIX MPErapaToB, KOTOPhIE
MpeAHa3HAYEHBI 17151 TPUMEHEHHUS B YCIIOBUSX BOCHHBIX JIEUCTBUM, YpE3BBIUANHBIX
CUTYAIINH, MPEIYNPEkKICHUS YPE3BBIYANHBIX CUTYaIHH, MPOGUIAKTAKH U JICUCHUS
3a00J1€BaHUM, TIPEICTABIISIIOIINX OMACHOCTH I OKPYXKAIOIINX, 3a001€BaHUN 1
MMOPaKECHHH, MMOJTYYCHHBIX B PE3y/IbTaTe BO3ICHCTBUS HEOIATONPUATHBIX XUMUYECKHUX,
OMOJIOTHYECKHX, PAIUAIIMOHHBIX (PaKTOPOB, M KOTOPHIEC pa3paboTaHbl B TOM YHCJIE TI0
3a1aHuio0 GefiepaTbHBIX OPTAHOB MCTIOJHUTEIHHOM BJIACTH, YIIOJTHOMOYCHHBIX B 00IaCTH
000POHBI CTPAHBI U OE30TTACHOCTH TOCYIAPCTBA, OCYIIECTBISIETCS B MOPSKE,
yctaHoBiieHHOM [IpaBuTensctBOM Poccuiickoit denepanuu.

(YacTp B penakuuu, BBeICHHOU B niericTBre DeepanbHbiM 3akoHOM oT 1 anpesns 2020
roga Ne 98-@3. - CM. IpeabIYILYIO PEAAKIIUIO)

(Cratbs B penakuuu, BBeJIcHHOU B aeiicTBue ¢ 1 utomns 2015 roga denepanbHbIM
3aK0HOM 0T 22 nexabps 2014 roga Ne 429-P3. - CM. npeAblAYIIYIO PDEAAKIIUIO)

Cratps 14. [IpuHUIKIBL SKCTIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

1. BKCHepTI/ISa JICKAPCTBCHHLIX CPEACTB OCHOBLIBACTCA HA ITPUHIOUIIAX 3aKOHHOCTH,
CO6J'IIOI[€HI/IH npaB U CB060,I[ YCJIOBCKA U I'paKIaHHHA, IIpaB IOPpUIUYCCKOI'O JIula,
HC3aBUCHUMOCTH SKCIICPTA, 06’beKTI/IBHOCTI/I, BCCCTOPOHHOCTHU U ITOJIHOTBI I/ICCJ'IeI[OBaHI/II‘/'I,
IIPOBOAMUMBIX C UCIIOJIb30BAHHEM COBPEMCHHDBIX JIOCTHKEHU U HAayKU U TCXHUKU,
OTBCTCTBCHHOCTU q)enepaanoro rocyaapCTrB€HHOT'O 6IO,Z[)I(CTHOFO YUPECIKACHUA 110
MMPOBCACHUTIO SKCIICPTU3BI JICKAPCTBCHHBIX CPCACTB U SKCIICPTOB 3a IIPOBCACHUC U
Ka4ueCTBO SKCIICPTU3DBI.

2. DKcnepTr3a JeKapCTBEHHBIX MPENapaToB sl MEIUIIUHCKOTO MPUMEHEHUS BKII0YaeT
B ceO4:



1) skcnepTU3y JOKYMEHTOB, MPEICTABICHHBIX JIJIsl OTPEICICHHUS BOBMOXKHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIN MTpenapar A MEIUIIMHCKOTO MPUMEHEHUS PU
OCYIIECTBICHUH TOCYJAPCTBEHHOMN PETUCTPAIH B Ka4eCTBE OPHaHHOTO JICKAPCTBEHHOTO
npenapara;

2) sKCTIepTH3Y MPEATI0KEHHBIX METOJ0B KOHTPOJIS KAUeCTBA JIEKAPCTBEHHOTO CPEJICTBA U
KadecTBa MPEACTaBICHHBIX 00pa3oB JIEKAPCTBEHHOTO CPECTBA C HCIOIB30BAHUEM ITUX
METOJIOB (J1ajiee - SKCIepTH3a KauecTBa JICKApCTBEHHOTO CPE/ICTBA);

3) sKcnepTHU3y OTHOIIEHUSI 05KUIAEMOM MOJIb3bl K BOZMOKHOMY PUCKY TPUMEHEHUS
JIEKApCTBEHHOIO MpeIapara;

4) sKcrepTU3y PETUCTPALIMOHHOTO JIOChE HA JIEKAPCTBEHHBIH MpenapaT B LeNsIX
OTIpe/IeNIEHUs] B3aMMO3aMEHSIEMOCTH JIEKaPCTBEHHBIX MIPENapaToB JUIsl MEIUILIUTHCKOTO
MIPUMEHEHMSL.

(ITynkt nononHuTtensHO BKItoueH ¢ 1 mapra 2020 roga ®enepaibHbIM 3aKOHOM OT 27
nexadps 2019 rona Ne 475-D3)

3. DKcrnepTr3a JICKapCTBEHHBIX MpenapaToB AJIsi BETEPUHAPHOTO MPUMEHEHHS BKIIOYAET
B ce0s SKCIIepTH3Y KauecTBa JIGKAPCTBEHHOTO CPEJICTBA M SKCIIEPTU3Y OTHOIICHUS
0KUJAEMOM TMOJIB3bI K BOBMOKHOMY PUCKY PUMEHEHUS JIEKAPCTBEHHOIO TIpernapara.
(Cratps B penakimu, BBeJIcHHOU B aeiicTBue ¢ 1 utomns 2015 roga denepanbHbIM
3aK0HOM 0T 22 nekadps 2014 roma Ne 429-D3. - CM. OpeablayIIYIO PEAAKIIUIO)

Cratbs 15. denepanbHOE rOCyIapCTBEHHOE OIODKETHOE YUPEKACHHE 110 MPOBEIACHHUIO
9KCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

DKcrepTH3a JIeKapCTBEHHBIX CPECTB MPOBOAUTCS (PeiepalibHbIM rOCYAapCTBEHHBIM
OIO/KETHBIM YUPEKICHUEM COOTBETCTBYIOLIETO YIIOJIHOMOUYEHHOTO (pe/iepabHOTO
OpraHa HUCIOJIHUTEIBHOMN BJIACTH, CO3/IaHHBIM I 00€CIIeYeHHs UCTIOTHEHUS
MOJIHOMOYUH 3TOro (eiepalibHOTO OpraHa Mo BblJaye pa3pelieHnii Ha IPOBEACHHE
KIIMHUYECKUX UCCIIEIOBAHUM JIEKapCTBEHHBIX MTPEnapaToB U (WJIK) MO TOCYIapCTBEHHON
perucTpanum JeKapcTBEeHHbBIX MIPENapaToB (Jajiee - IKCIEPTHOE YUPEXKICHHUE).

Cratps 16. OpFaHI/I3aI_II/IH MMPOBCACHUA SKCIICPTU3BI JICKAPCTBCHHBIX CPCIACTB

HaumenoBanue B penakiyu, BBeJieHHOU B aeiicTBue ¢ 1 urons 2015 rona @enepaibHbIM
3akoHOM 0T 22 nexadps 2014 roga Ne 429-P3. - CM. OpeabLAyIIYIO PEAAKIIUIO

1. BKCHepTI/ISa JICKAPCTBCHHLIX CPEACTB IIPOBOAUTCA KOMHUCCHEH OKCIICPTOB 3KCIICPTHOT'O
YUYpCKACHUA, Ha3HA4YE€HHOH €ro PYKOBOJUTCIIEM, HAa OCHOBAHHWHU 3aJaHU HA ITPOBCACHUC
OKCHEPTU3BI JICKAPCTBECHHOTO CPCACTBA, BBIIAHHOTO YIIOJIHOMOYCHHBIM (l)e,[[epaJ'IBHBIM
OopraHomMm HUCIIOJIHUTEILHOHN BIACTH. PYKOBOI[I/ITCJ'IL OKCIIEPTHOI'O YUPCIKIACHUS
obecnieuynBacT HauIC)Kalee MpoBECACHUC SKCIICPTU3LI JICKAPCTBCHHBIX CPCACTB B
COOTBETCTBUH C 3aJaHUCM, BBIJAHHBIM YITIOJTHOMOYCHHBIM (beﬂepaanHM OpraHomM
HUCIIOJTHUTEIbHON BJIACTHU, 1 OPTraHU3YCT MMOATOTOBKY CBOAHOI'O 3aKJIFOUCHUS 3TOH



KoMHuccuu. B coctaB 3TOM KOMHCCHU IO PEIIEHUI0 PYKOBOAUTENS SKCIIEPTHOIO
YUpPEXKIECHUSI MOTYT OBITh BKJIFOUEHBI B KAY€CTBE SKCIIEPTOB JIMIA, HE paboTarouue B
JAHHOM SKCIEPTHOM YUPEXKIEHUH, €CIIN UX CIIEHUAJIbHBIE 3HAaHUSI HEOOXOAUMBI JIJ1s
IIPOBEJICHUS IKCIEPTU3bI U TAKHE SKCIIEPTHI OTCYTCTBYIOT B JJAHHOM SKCIEPTHOM
YUPEXKJICHUH.

2. DKCHepToM MO0 IPOBEAEHHUIO SKCIIEPTU3HI JIEKAPCTBEHHBIX CPECTB SBIISAETCS
aTTECTOBAHHBIM PaOOTHHUK 3KCIEPTHOTO YUPEXKIEHUS, KOTOPbIN UMEET BbICIIIEE
MEIULMHCKOE, (hapMaIleBTUIECKOEe, OMOJIOTHUECKOe, BETEPUHAPHOE HITH XMMHUYECKOE
o0Opa3oBaHUE U TTPOBOIMT IKCIEPTU3Y JICKAPCTBEHHBIX CPEJCTB B TIOPSIKE UCTIOTHEHUS
CBOUX JIOJDKHOCTHBIX 00sI3aHHOCTEH (asiee - SKCIepT).

3. IIpu npoBeneHnN SKCIEPTU3HI JIEKAPCTBEHHBIX CPEACTB IKCIIEPT HE MOXKET
HaXOJUTHCS B KAKOM-JIMOO 3aBUCUMOCTH OT JIMIA, HA3HAYUBLIETO 3Ty SKCIIEPTHU3Y,
pa3paboTyHKa JEKapCTBEHHOTO CPEJICTBA UIIH JPYTUX 3aMHTEPECOBAHHBIX B pe3ybTaTax
JKCIIEPTU3BI JIULL.

4. Tlpu mpoBeICHUH IKCIIEPTU3HI JICKAPCTBEHHBIX CPEJICTB HE JIOMYCKAETCSl UCTPEOOBATh
y 3asBUTEIISI TNOO MHBIX JIMI] MAaTePUAJTbl, HEOOXOIUMBIE JIJIsi TPOBEICHHS YKCIIEPTH3HI. B
CiTydae HeJ0CTaTOYHOCTH MPECTaBICHHBIX IKCIIEPTY MaTEPUAIOB IS AUl 3aKITIOUCHUS
AKCIIEPT CTABUT BOIMPOC O MPEACTABICHUH €My HEOOXOMMBIX MAaTEPHAIIOB IEpPE]
PYKOBOJHUTENIEM SKCTIEPTHOTO YUPEKACHHS, KOTOPBIN 0OpamiaeTcsi C COOTBETCTBYIOITUM
3ampoCcoM B YITOJTHOMOUYCHHBIN (heiepalibHbIN OpraH UCTIOJHUTEIBLHOM BIACTH,
BBIJIABIIWH 3aJJaHUE HA MPOBEICHUE HKCIIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA. Y Ka3aHHBIN
(dbenepanbHBIN OpraH UCMOJHUTEIIBHON BJIACTH B TEUCHHE MATH pabOUMX JHEH CO THS
MOCTYIUICHHUS 3aIIpOca PYKOBOJIUTENS SKCIIEPTHOTO YUPESKICHUS HAIPABIISIET 3asBUTEITIO
3ampoc O MPECTABICHUH HEOOXO0MMBIX MaTepHAIOB. JlaHHBIH 3aITpOC MOXKET OBITh
nepeaad ynoJIHOMOYEHHOMY MPEACTABUTENIO 3asIBUTES JIMYHO TI0]T PACITUCKY,
HaIpaBJieH I10 MOYTE 3aKa3HbIM TMCHMOM WIIH TEPEAaH B AJIEKTPOHHOM (hopMe o
TEJIEKOMMYHHUKAIIMOHHBIM KaHaJIaM CBsI3H. B cilydae HampaBJIeHHs TaHHOTO 3ampoca Io
MOYTE 3aKa3HBIM MUCHMOM OH CUHTAETCS MOJIYICHHBIM 10 UCTCYCHHUH IIECTU JTHEH C
JaThl HAMPABJICHHS 3aKa3HOTO MTUChMA.

(YacTp B penakuuu, BBeIeHHOHU B JielicTBre DeepanbHbIM 3ak0HOM OT 25 HOsA0ps 2013
roga Ne 317-®3. - CM. OpeabIAYIIYIO PEAAKIIMIO)

4.1. 3agBurens 00s13aH MNpEACTAaBUTDb OTBCT HaA 3alIPOC YIIOJIHOMOYCHHOTI'O Q)eﬂepaanoro
OopraHa HCITOJIHUTENLHOM BJIACTH B CPOK, HC HpeBLIH_IaIOH_[Hﬁ JCBAHOCTA pa60‘lI/IX I[Heﬁ (¢{0)
AHA €ro IOJIYYCHU. VY1o1HOMOYEHHBIN Q)eﬂepaHLHLII;'I opran HCITOJIHUTEILHOMN BJIaCTH,
BBIJIABIIMH 3a7aHUE HA MMPOBCACHUC SKCIICPTHU3LI JICKAPCTBCHHOI'O CPCACTBA, B TCUCHUC
IIATH pa60‘II/IX JHEeM co JHs MOCTYIVICHUS OT 3asBUTCJIA OTBETA HA JAHHBIN 3aIIpocC
HaIlpaBJIACT TaKOM OTBET B SKCIIEPTHOC YUPCIKICHUC. B CJIyqac HCIPCACTABJICHUSA 110
HCTCUCHUU JCBAHOCTA pa60‘lI/IX JHEH 3asBUTEIEM OTBETA HA TaHHBIM 3a1poc
YHOJ'IHOMO‘-ICHHBII\/’I Q)e,uepaanHﬁ opraH HCIIOJIHUTEIIFHOMN BJIaCTH, BBIJIABIINI 3aaHUE
Ha IMPOBEACHHUC SKCIICPTUILI JICKAPCTBECHHOT'O CPEACTBA, B TCUCHUC IISATU pa6oq1/1x JHEH
HaIIpaBJIACT B OKCIICPTHOC YUPCIKACHNUC YBEAOMIICHUC O HCIIPCACTABIICHHUU 3asIBUTCIIEM
OTBCTA HA 3aIpOC YKA3aHHOT'O OpraHa. BpeMH CO OHA HaITpaBJICHUS 3aIlIpOCa SKCIICPTHOT'O



yUpeXIeHUs B YIOJTHOMOUYEHHBIH (heaepanbHblii OpraH UCIIOJHUTEIBHOM BIACTH 10 THS
MOJTyYEHHUS HKCIIEPTHBIM YUPEKJICHUEM OTBETA Ha 3apOC WIH YBEJOMIICHUS O
HETPEACTaBICHNHU OTBETA HA 3aIPOC HE YUUTHIBACTCS IIPH UCUHUCICHUU CPOKA
MIPOBEICHUS IKCIIEPTU3HI JIEKAPCTBEHHOTO CPECTBA.

(HacTb 1OTOIHUTENBHO BKIIOUeHA PeiepasibHbIM 3aKOHOM 0T 25 HOs10ps 2013 roga Ne
317-D3)

4.2. Ecniu B cocTaBe perucTpallMOHHOTO A0ChE Ha JIEKapCTBEHHBIN Ipenapar s
MEUIIMHCKOTO MPUMEHEHUSI COAEPIKUTCS ITPELyCMOTpEeHHas cTartbeid 18, yacThio 1.1
cratby 30 n cratber 34 HacTosuiero PeaepanbHOrO 3aKOHA KOS PEIICHUS
YIOJHOMOYEHHOTO (heZiepabHOrO OpraHa UCIOJHUTENIBHOM BIaCTH O IPOBEACHUU
MHCIEKTUPOBAHUS ITPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB, SKCIEPTY 0 0POPMIICHHUS
PEe3yIbTaTOB HKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEICTBA MPEIOCTABIISIETCS B MOPSIKE U HA
YCHOBHSIX, KOTOPBIE MPETYCMOTPEHBI YacTsAMU 4 U 4.3 HACTOSIIEH CTaThbU, KOTIHS
3aKJIFOUEHUSI O COOTBETCTBUU IIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSIM
MIPaBUJI HAJJIEkKANIEH TPONU3BOACTBEHHON MPAKTUKH, BBIAAHHOTO YIIOJJTHOMOYEHHBIM
(benepanbHBIM OPraHOM UCHIOJTHUTENBHOM BIIACTH.

(Yactp momomHuTeNRHO BKIIOUeHa ¢ 15 utonst 2018 roma denepaqbHBIM 3aKOHOM OT 4
utonst 2018 roma Ne 140-D3)

4.3. 3asBUTENH 00513aH MPEJICTABUTH B YIIOJHOMOYEHHBIHN (eiepabHbIN Opran
WCTIOJTHUTEHHON BJIACTH KOTIHMIO 3aKJIFOUECHHSI O COOTBETCTBUHU MTPOU3BOAUTEIIS
JIEKApPCTBEHHBIX CPEJICTB TPEOOBAHUSM MPABUJI HAIJICKAIICH TIPOU3BOICTBEHHOM
MPAKTUKHU B CPOK, HE MPEBBIIAIONTAN CTA BOCBMUIECATH Pab0YMX THEH CO THS
MTOJTYYCHHS 3aMMpoca O €€ MPEJ0CTABICHUH. Y TOJTHOMOYEHHBIN (penepanibHbI OpraH
WCTIOJTHUTEIPHON BJIACTH, BBIAABIIHH 3aJaHUE HA MPOBEICHNE YKCIIEPTU3BI
JIEKApPCTBEHHOTO CPEJICTBA, B TCUCHHUE TATH Pab0OUMX JHEH CO JTHS MOCTYIJICHUS OT
3asBUTENIST KOTUU 3aKITIOYEHUS O COOTBETCTBHH IMPOU3BOIUTEINS JICKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSAM MPABUJI HAJICKAIICH TPON3BOACTBEHHON MPAKTUKU, HAIIPABJISAET €€ B
AKCIIEPTHOE yUpekJIeHue. B ciiydae HenpeacTaBiaeHUs 3asBUTENIEM B YKA3aHHBIA CPOK
KOIIMH 3aKJIFOUYEHHUS O COOTBETCTBUH MPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB
TpeOOBAHUSAM MPABUJT HAJICXKAIIEH TPOU3BOJICTBEHHOM MPAKTHKU YITOJTHOMOYEHHBIN
(dhenepanbHBI OpPraH UCIIOJTHUTEIIBHON BIIACTH, BHIJIABIIUN 3a/IaHUE HA MPOBEJCHUE
AKCIIEPTHU3BI JIEKAPCTBEHHOTO CPECTBA, B TEUCHHE MATH pabOvMX JHEH HAIPaBJIsIeT B
AKCIEPTHOE YUPEKACHHUE YBEIOMIICHHE O HETIPEACTABICHUH 3asBUTEIIEM KOTTUU
3aKJIFOYCHUS O COOTBETCTBHH IMPOU3BOINUTEIS JICKAPCTBEHHBIX CPEACTB TPEOOBAHHUIM
MpaBUJI HaJIeXkKaIIEH TPOU3BOACTBEHHOW MPAaKTUKUA. BpeMst co AHS HampaBJICHHUS
3arpoca dKCIEePTHOTO YUPEkKACHHSI B YIIOJTHOMOYEHHBIN (eiepalibHbIil opran
WCIIOJIHUTENBHOM BIACTH A0 JAHS MOJIY4EHUS SKCIIEPTHBIM YUpEKACHUEM KOMTUU
3aKJIFOYCHUS O COOTBETCTBHH IMPOU3BOIUTEIIS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM
MpaBUJI HaJJIeXxKalled MPOrU3BOACTBEHHOM MPAKTUKU WU YBEOMJIEHUS O €€
HETPEACTABICHUN HE YUUTHIBAETCS IIPU UCUUCICHUU CPOKA IIPOBEICHUSI SKCIIEPTU3BI
JIEKAPCTBEHHOTO CPEJICTBA.

(Yactp momomHUTENBHO BKItOYeHA ¢ 15 mtons 2018 rona denepaibHBIM 3aKOHOM OT 4
nroHs 2018 roga Ne 140-D3)




5. DKcnepT npu MpoBEICHUH TOPYYEHHON €My pyKOBOAUTEIEM 3KCIIEPTHOTO
YUPEKICHUS SKCIEPTU3bI JIEKAPCTBEHHOTO CPeACTBA 00s13aH:

1) mpoBecTH NOJIHOE UCCIIEOBAHUE MPEICTABICHHBIX €EMYy 00BEKTOB, MATEPUAIIOB, JIaTh
000CHOBaHHOE U OOBEKTUBHOE 3aKJIFOYCHHUE TI0 TIOCTABIICHHBIM II€pe]l HUIM BOIIPOCaM
HJIM MOTUBHUPOBAHHOC 3aKIIIOYCHHUE O HCBO3MOKHOCTH ITPOBCACHUSA UM SKCIICPTHU3bI
JIEKApCTBEHHOTO CPE/ICTBA, €CIIH MTOCTABJICHHBIC BOITPOCKHI BBIXOIAT 32 MPEIEIIBI
CIICHUaJIbHBIX 3HAHUH 9KCIICpTa, 00BEKTHI I/ICCJICILOBaHI/H\/JI 1 MaTCpuajibl HCIPUTOAHBI NI
HCAOCTAaTOYHBI JJIA IPOBCACHUSA I/ICCJleI[OBaHI/If/'I 1 Ja4u 3aKJIF0OYCHUA 00 COBpeMeHHBIfI
YPOBCHDb pa3sBUTUA HAYKHU HE IMMO3BOJIACT OTBCTUTH HA IMOCTABJICHHBIC BOIIPOCHI;

2) He pasrjamarh CBEJEHHsI, KOTOPBIE CTAIU EMY U3BECTHBI B CBSI3H C IPOBEICHUEM
HKCHEPTU3BI JEKAPCTBEHHOTO CPECTBA, a TAKXKE CBEICHUS, COCTABIISAIONINE
rOCYAapCTBEHHYI0, KOMMEPYECKYIO WIM MHYIO OXPAHIEMYIO 3aKOHOM TalHY;

3) obecrieunTh COXpPaHHOCTD MPEACTABICHHBIX 00BEKTOB HCCIICIOBAHNN U MaTEPHATIOB.
6. DKCnepT He BIpaBe:

1) IpOBOUTH SKCIEPTH3Y JIEKAPCTBEHHOTO CPEJICTBA 110 OOPAILEHUIO HEMOCPEICTBEHHO
K HEMY OpraHu3alui Wik pU3n4ecKux JIuiL;

2) caMOCTOSATENbHO COOMPATh MaTepHAJIbl I TPOBEICHHUSI SKCIIEPTU3bI JIEKAPCTBEHHOTO
CpEeICTBa;

3) IpOBOAUTH SKCIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA B KAUECTBE HETOCYJapCTBEHHOTO
JKCHEpTa.

7. B cnyyae He0OXOIMMOCTH SKCIIEPT BIPaBE X01aTaliCTBOBATH Mepe]] pyKOBOIUTEIEM
AKCHEPTHOTO YUPEKIACHUS O IPUBJICYCHUU K IIPOBEICHHUIO IKCIIEPTU3HI JIEKAPCTBEHHOTO
CpeICTBa APYrUX SKCIEPTOB.

8. Kax b1t aKcnepT, BXOAAIMIUN B COCTaB KOMUCCHH 3KCIIEPTOB, KOTOPOH MOPYYEHO
MIPOBEJICHUE IKCIIEPTU3BI JIEKAPCTBEHHOIO CPE/ICTBA, HE3ABUCUMO U CAMOCTOSTEIIHHO
MIPOBOJUT UCCIIEIOBAHUS, OLIEHUBACT PE3yNIbTAThI, MOJIYYEHHBIE UM JIMYHO U JPYTUMU
JKCIepTaMu, U (POPMYIUPYET BHIBOJIBI OTHOCUTEIHLHO MOCTABICHHBIX BOIIPOCOB B
rpeJienax CBOMX CHEIHaIbHBIX 3HAHUH.

9. PCSYHbTaTBI OKCIICPTU3BI JICKAPCTBECHHOI'O CPCACTBA O(bOpMJ'IHIOTCSI 3aKJIIFOYCHUECM
KOMHCCHHU OKCIICPTOB. B 3akmroueHuun KoMuccuu OKCIICPTOB YKA3bIBAKOTCS MEPCUCHDb
HCCHGHOB&HHﬁ, 00BeM MMPOBCACHHBIX KaKJbIM 3KCIICPTOM I/ICCJ'Ie,Z[OBaHI/II\/’I,
YCTAHOBJICHHBIC KAKJABIM U3 HUX (I)aKTLI " CACIIAHHBIC B PE3YJIbTATC HCCIe0BaHUI
BBIBO/JEI. BKCHepT, MHCHHUC KOTOPOI'0 HC COBIMAAACT C PCIICHUEM KOMUCCHHU SKCIICPTOB,
BITpaB€ BBIPA3UTb CBOC MHCHUC B MMCbMEHHOU (l)OpMC, KOTOpPOC an06maeTC${ K
3aKIIFOYCHUIO KOMHUCCHUH SKCIICPTOB.



10. DxcnepTsl, BXOISIINE B COCTAaB KOMUCCHH, TPEAYIPEKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu 3a nady 3aKI04EHUs,
cojiepKaiero Heo0OCHOBaHHbIE WK (aIbCU(UIIMPOBAHHBIEC BBIBOBI, O YEM OHU JIAIOT
MOJIITUCKY.

11. Onpenenenne ypoBHs po(ecCHOHATBEHOM MOATOTOBKH KCIIEPTOB M aTTECTALIUS X
Ha TIPAaBO MPOBEICHHMSI SKCIIEPTU3BI JIEKAPCTBECHHBIX CPEJICTB OCYIIECTBIISIOTCS
IKCIEPTHO-KBATU(HUKAIMOHHBIMA KOMUCCHSIMHE B MTOPSIJIKE, YCTAHOBICHHOM
COOTBETCTBYIOIIUM YITOJTHOMOYECHHBIM (heIepaIbHBIM OPraHOM HCIIOTHUTEIHHON BIIACTH.
YpoBeHb mpodeccHOHATEHOM MOATOTOBKH YKCIIEPTOB MOJICKHUT MTEPECMOTPY
YKa3aHHBIMU KOMHUCCHSIMH HE PEXKE YeM OJIUH Pa3 B MSATh JIET.

12. [IpaBusia mpoBeACHUSI SKCIEPTU3HI JIEKAPCTBEHHBIX CPEJICTB U OCOOCHHOCTH
AKCIIEPTU3BI OTACIIBHBIX BUJIOB JIGKAPCTBEHHBIX MpenapaToB (pedepeHTHBIX
JIEKapCTBEHHBIX MPEMapaToB, BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB,
OMOJIOTUUECKHX JICKAPCTBEHHBIX MpenapaToB, OM0aHATOTOBBIX (OHOTIO00HBIX)
JIEKapCTBEHHBIX MpemapaToB (OMOAHATIOTOB), TOMEOTIATHYECKUX JICKAPCTBEHHBIX
MpenapaToB, JEKAPCTBEHHBIX PACTUTEIBHBIX MPENapaToB, KOMOMHAIIMN JIEKApCTBEHHBIX
npenaparoB), (GOpMbI 3aKITIOUEHUN KOMUCCHH SKCTIEPTOB YCTAHABIMBAIOTCS
COOTBETCTBYIOIINM YITOJTHOMOYEHHBIM (eZIepaTbHBIM OPraHOM HCTIOJHUTEIHLHOM BIACTH.
(Yactp B penakuuu, BBeIeHHOU B nericTBue ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexadps 2014 roga Ne 429-D3. - CM. OPEABIAYILYIO PEIAKIIUIO)

Cratpa 17. [logadya u paccMOTpeHUE 3asiBIICHUS O TOCYAAPCTBEHHOW pEerucTpaiu
JIEKapCTBEHHOT'O IpenapaTa Jijisl BETEpUHAPHOTO NMPUMEHEHUS

1. JIy1st rocy1apCTBEHHOM pEeruCTpalivy JIEKapCTBEHHOTO Mpenapara Jjisi BETEpUHAPHOTO
MpUMEHEeHHsI pa3paboTUYUK TaKOro JEKapCTBEHHOTO Mpernapara Wik yIoJIHOMOYEHHOE UM
Jpyroe 1pUIndecKoe JUIO (J1ajgee B HACTOSIIEH CTaThe - 3asiBUTENb) MPEACTABISAET B
YIOJHOMOYEHHBIN (eiepalibHbII OpraH UCIOIHUTEIHHON BIACTH, OCYIIECTBISIOUIUI
rOCy/IapCTBEHHYIO PETUCTPALIMIO JIEKAPCTBEHHBIX MPENapaToB AJIsi BETEPUHAPHOTO
MIPUMEHEHHUs], B AJIEKTPOHHOHN opMe WK Ha OyMakHOM HOCHUTEJIE 3asiBIICHUE O
rocy/lapCTBEHHOU PETUCTpalliy JIEKApCTBEHHOTO MpernapaTa Jijisl BeTepUHApHOTO
MIPUMEHEHHUS], a TAK)KE B MOPSIIKE, YCTAHOBICHHOM COOTBETCTBYIOLIUM
YIIOJTHOMOYEHHBIM (e/iepalibHbIM OPTaHOM HCTIOJIHUTENBHO M BIACTH, B AJIEKTPOHHON
¢dbopme i Ha GyMaKHOM HOCHUTEJIE HEOOXOIMMbIE TOKYMEHTBI, U3 KOTOPBIX
(dbopMupyeTCs peruCTpallMOHHOE JOChE Ha JIEKapPCTBEHHBIH Mpenapar AJisi BETepUHAPHOTO
MIPUMEHEHHUSL.

2. B 3agBnennu o FOCYI[&pCTBCHHOﬁ perucTpanru JCKapCTBCHHOTI'O IIpCIiapaTa i
BCTCPHUHAPHOI'O MPUMCHCHUSA YKA3bIBAKOTCS:

1) HaNUMCHOBAHUC U aIp€C 3aABUTCIIA, pa3pa60TqI/H<a " NPOU3BOJUTEIIA JICKAPCTBECHHOT'O
npenapara i BETCPUHAPHOT'O IPUMEHCHUA U aAPCC MECTA OCYIICCTBIICHUS
IMPOU3BOJACTBA JICKAPCTBCHHOI'O IIpCriapaTa sk BETCPUHAPHOT'O IPUMCHCHUS (B ciIydac



HAJINYMSI HECKOJIBKUX YYAaCTHUKOB IpoIIecca MPOU3BOACTBA HEOOXOIMMO YKa3aTh
Ka)KJI0TO U3 HUX);

2) HauMEHOBaHME JIEKapCTBEHHOT'O IIpernapara Jyisi BETEpUHAPHOTO MPUMEHEHUS
(MexTyHapOJHOE HENTaTEeHTOBAHHOE, UJIU IPYIIIMPOBOYHOE, UM XUMUYECKOE U TOPTOBOE
HAauMEHOBaHMUS);

3) nepeyeHb ACHCTBYIOIIUX U BCIIOMOTATEIbHBIX BEIICCTB, BXOASIIIUX B COCTAB
JIEKapCTBEHHOTO MpeIapara sl BETEPUHAPHOTO MPUMEHEHUS, C YKa3aHHEM KOJIMYECTBA
Ka)XJ0TO U3 HUX;

4) nekapcTtBeHHas (hopma, T03UPOBKA, CIIOCOOBI BBEJICHUS U IPUMEHEHHUS, CPOK
T'OJIHOCTH JICKQPCTBEHHOTO TIperapara Jyisi BETePUHAPHOTO MPUMEHEHWS;

5) bapmakoTepaneBTHUECKasl TPyMIa;

6) HeoOX0MMOCTh TPUMEHEHHUSI YCKOPEHHOU MPOIEAYphl 3KCIIEPTH3bI JIEKAPCTBEHHBIX
CPEZICTB B LENSAX FOCYAAPCTBEHHOM PErUCTPALMH JIEKAPCTBEHHOTO MPEIapara;

7) KOonuu TOKYMEHTOB, IOJITBEPKIAIOIIMX YIUIATy TOCYIapCTBEHHON MONUIHHBI:

a) 3a MPOBE/ICHNE IKCIIEPTU3bI KAUECTBA JIEKAPCTBEHHOI'O CPEJICTBA U SKCIIEPTHU3BI
OTHOIICHUS 05KMJIAEMOM MOJIb3bl K BO3MOKHOMY PUCKY TPUMEHEHHUS JIEKAPCTBEHHOTO
npernapaTta Jijisl BETepUHAPHOTO IPUMEHEHHUS IIPU €ro TOCyJapCTBEHHON perucTpauy;

0) 3a BeIJaUy PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Iperapara;

8) Hamm4ue coryacusi, MpeayCMOTPEHHOTO YacThI0 7 HACTOSIIEH CTaThH, €CJIU C MOMEHTA
peructpanuu peepeHTHOTO JEKapCTBEHHOTO IIpenapara Jjisi BETepUHAPHOTO
MIPUMEHEHHSI IPOIIIO MEHEE YeM IIECTh JIET.

(ITyHKT B penakiuu, BBeIeHHOH B neiicTBue DenepaibHbIM 3aKk0HOM OT 13 mrons 2015
roga Ne 241-®3. - CM. OpeabIAYIIYIO PEAAKIIMIO)

3. PeructpanmoHHoe T0ChE B IEISAX IKCIIEPTU3BI JISKAPCTBEHHOTO Mpernapara s
BETEPUHAPHOTO MPUMEHEHHS (OPMHUPYETCA U3 CIEAYIOMINX JOKYMEHTOB M CBEJICHUI:
(A63an B penakiuu, BBeJieHHOU B niefictBue ¢ 1 suBaps 2021 roga denepanbHbIM
3aK0HOM 0T 27 nexabps 2019 roga Ne 478-PD3. - CM. IpeAbLAYILYIO PEAAKIIUIO)

1) cBeneHust 0 AaTe MPeaOCTABICHUS M PETUCTPALIMOHHOM HOMEPE JIMIICH3UH Ha
MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, MPEIOCTABICHHOM MPOU3BOIUTEIIO
PErUCTPUPYEMOTO JIEKAPCTBEHHOTO MIpenapara Jijisi BETEpUHAPHOTO IPUMEHEHHUS, JUIs
POCCUNCKUX IIPOU3BOJAUTEIIEH;

(ITynkT B pemakuuu, BBeieHHOH B feiictBue ¢ 15 utons 2018 roma @enepaibHbIM
3aK0HOM 0T 4 nrons 2018 roga Ne 140-P3; B penakuuu, BBEJCHHON B AelcTBHE C |
suBaps 2021 roga ®enepanbHbiM 3aKk0HOM 0T 27 aekadps 2019 roga Ne 478-P3. - Cwm.
OPEABLIYITYIO PEAAKIINIO)




2) cBeAeHUS O JlaTe MPEJAO0CTaBIICHUS U PETUCTPALIMOHHOM HOMEpE JIMIICH3UN Ha
MIPOU3BO/ICTBO JIEKAPCTBEHHBIX CPE/ICTB, MPEIOCTABICHHON TPOU3BOIUTEIIO
(hapmaleBTHUECKOM CyOCTaHIINH, BXOSIICH B COCTaB PETHCTPHPYEMOTO
JIEKApCTBEHHOTO Mperapara Jyisi BETEPUHAPHOTO MPUMEHEHUS, I POCCUHUCKUX
MPOU3BOIUTENIEH;

(ITynkT B penakiuu, BBeieHHOH B aeiicTBue ¢ 15 utons 2018 rona denepasibHbIM
3aKoHOM OT 4 utoHs 2018 roga No 140-D3; B penakiyu, BBEICHHOM B 1elicTBHE C |
suBaps 2021 roga ®enepanbHbiM 3aKkoHOM 0T 27 aekadpst 2019 roga Ne 478-P3. - Cwm.
OPEABLIYIIYIO PEIAKIIIIO)

[MoanyskT 2 yactu 3 HacTosIIeH cTaThbu BCTYNMI B cuily ¢ 1 suBapst 2017 roaa - cm.
nyHKT 3 ctatbu 4 DenepanbHOro 3akoHa oT 22 yiekadps 2014 rosna Ne 429-@3.

2.1) Komus TOKyMEHTA, BBIIAHHOTO YIOJTHOMOYEHHBIM OPTaHOM CTPaHbI POU3BOTUTENS
JUTSL KX IO MPOU3BOJICTBEHHOM TUIOMIAIKHA PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
npenapara Jijisi BETepUHAPHOTO MPUMEHEHHS U TIOATBEPKIAI0IIETO COOTBETCTBHE
MIPOM3BOIUTEINS JIGKAPCTBEHHOTO TperapaTa TpeOOBaHUIM MPaBUIT HAJISKAIIICH
MIPOU3BOJICTBEHHOMN MPAKTHUKH, U €T0 MEPEBO] Ha PYCCKUH S3BIK, 3aBEPECHHBIC B
YCTaHOBJICHHOM TIOPSIIKE, & TAK)KE KOTHUS 3aKITIOYEHHUS O COOTBETCTBUH MPOU3BOIATEIS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUSM MPABUI HA/IJIEKAIICH TTPOU3BOICTBEHHOM
MPaKTUKH, BBIJIAHHOTO YIIOJHOMOYEHHBIM (peiepaabHbIM OPraHOM MCIIOTHUTEITHHON
BJIACTH TSI KQX0W MPOU3BOCTBEHHOH TUIONIAKH PETHCTPUPYEMOTO JIEKAPCTBEHHOTO
npenapara Jijisi BETepHHAPHOTO MPUMEHEHUS, JIN0O KOS PEIICHUsI O TIPOBEICHUH
WHCIIEKTUPOBAHUS TIPOU3BOIUTENS JICKAPCTBEHHBIX CPEJICTB, PUHITOTO
YIOJJTHOMOYEHHBIM (peiepaTbHbIM OPraHOM MCTIOJHUTEIBHOM BIIACTH IS KaXKI0M
MIPOM3BOJICTBEHHOH TIJIOMIAKH PETHCTPUPYEMOTO JIEKAPCTBEHHOTO MperapaTa JJis
BETEPUHAPHOTO MPUMEHEHUS. YKa3aHHBIC TIOKYMEHTHI MPEJCTABISIOTCS B CIIydae, eCiu
MPOU3BOJCTBO JIEKAPCTBEHHOIO MpemnapaTa OCylIeCTBIsETCs 3a npeneaaMmu Poccuiickoi
denepanuu;

(ITyHKT nomoHUTENBHO BKIFOUEH ¢ 15 utons 2018 roga denepanbHbIM 3aKOHOM OT 4
nros 2018 roga Ne 140-D3)

2.2) KOs TOKYMEHTA, BBIIAHHOTO YIIOJJHOMOYEHHBIM OPTaHOM CTPaHbI MMPOU3BOTUTEIIS
(hapmareBTHUeCKOM CyOCTaHIIMM M TIOITBEPIKIAIOIIETO COOTBETCTBUE TIPOU3BOIUTEIIS
(hapmalleBTHUECKOM CyOCTaHIINHU, BXOSIICH B COCTaB PETUCTPHPYEMOTO
JIEKAPCTBEHHOTO TIperapara Juisi BETCPUHAPHOTO IPUMEHEHUS, TPeOOBaHUSIM MPABHII
HaJJIexKallel MPoru3BOICTBEHHON MPAKTHKY, U €r0 IEPEeBO] HA PYCCKUH S3BIK,
3aBepeHHbIC B YCTAHOBJICHHOM MOPSIKE, B ClIy4ae, €CIIU MPOU3BOACTBO
(hapmaleBTHUECKON CyOCTaHIIMU OCYILECTBISETCS 3a npeaenamu Poccuiickoi
®Oenepanuu;

(ITynkt nomonHuTensHO BKItoueH ¢ 15 uroHs 2018 rona denepanbHbIM 3aKOHOM OT 4
nroHs 2018 roga Ne 140-D3)

3) MMPOCKT HOPMATUBHOT'O JOKYMCHTA HA HeKapCTBeHHLIﬁ npemnapar Jis1 BETCPUHApPpHOTO
IIPUMCHCHUS



4) TOKYMEHT, CO/Iep>KaIlIU CIIEAYIONYI0 HHPOPMAIUIO O (hapMareBTHYECKON
cyOcTaHIK WK (hapMaleBTHUIECKUX CyOCTaHIMX, BXOJSIINX B COCTAB JEKAPCTBEHHOTO
rpenapara Jiuisi BETepUHapHOro IPUMEHECHUS:

a) HAMMEHOBaHMUE (papMalleBTUUYECKON CyOCTaHIIMU, €€ CTPYKTYpa, 0011Ine cBoicTBa (Iipu
rOCyJapCTBEHHOH PErucTpanii IMMYHOONOJIOTHYECKUX JICKAPCTBEHHBIX IPEnapaToB
IUTsl BETEPUHAPHOTO IPUMEHEHHUS TIPEACTABIISIFOTCS CBEACHUS O IITaMMe, BKITIOYas €0
HaMEHOBaHKE, MH(POPMAITUIO O TIPOUCXOKICHUH, €TO CBOMCTBAX, XapaKTEPUCTUKAX U
MECTE JIEIOHUPOBAHU);

(IToamyHKT B penakuuu, BBeJACHHOM B AeiicTBue ¢ 13 aBrycra 2019 roga denepanbHbIM
3ak0HOM 0T 2 aBrycta 2019 roga Ne 297-®3. - CM. IpeabLAYIIYIO PEAKIIUIO)

0) HauMEHOBaHME U aIPeC MPOU3BOAUTEIS;

B) TEXHOJIOTHA MPOU3BOJACTBA C OITMCAHUEM CTaI[I/Iﬁ MMPOMU3BOACTBA U METOJJOB KOHTPOJIA
Ha BCEX CTaJUAX IMPOU3BOJACTBA,

r) nHGOPMAIIHS O IPUMECAX (HE MPEACTABISAETCS IPU TOCYIAPCTBEHHON PEruCTpaIuu
MMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX MPENapaToB JJII BETEPUHAPHOTO TPUMEHEHUS );
(IToamyHKT B penakuuu, BBeAeHHOH B AeiicTBue ¢ 13 aBrycra 2019 roga denepanbHbiM
3akoHOM OT 2 aBrycra 2019 roma Ne 297-03. - CM. IpeAbIAYILYIO PEXAKIIUIO)

1) cnerudukanys Ha GapMaIreBTUUECKYI0 CYOCTaHIUIO (HE TPEACTABIISICTCS TIPH
roCyJapCTBEHHOM PETUCTPAIIM MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX TIPENapaToB
JUTsl BETEPUHAPHOTO MPUMEHEHHS ),

(IToamyHKT B penakuuu, BBeACHHOM B AeiicTBue ¢ 13 aBrycra 2019 roga denepanbHbiM
3akoHOM 0T 2 aBrycra 2019 roma Ne 297-03. - CM. IpeAbIAYILYIO PDEAAKIIUIO)

e) ONMHMCAaHUE MECTOANK KOHTPOJISI KA4€CTBA,

) pe3yIbTaThl aHAIU3a CEprid (PapMaIleBTUICCKON CYOCTaHITMU (HE MPEICTaBIISIOTCS
IIPU TOCYIaPCTBEHHON PErHCTPAllU UMMYHOOHOJOTHYECKUX JIEKAPCTBEHHBIX
MpenapaToB JJIsl BETEPUHAPHOTO PUMECHECHHS );

(IToamyHKT B penakuuu, BBeACHHOM B AeiicTBue ¢ 13 aBrycra 2019 roga denepanbHbiM
3akoHOM 0T 2 aBrycra 2019 roga Ne 297-03. - CM. IpeablAYILYIO DEAAKIIUIO)

3) MEPCUCHb CTAHAAPTHBIX 06pasu0B HJIK BEUICCTB, UCIIOJIb3YCMBIX ITPU OCYHICCTBICHUN
KOHTPOJIA Ka4€CTBA,

1) ONMCAHUE XAPAKTEPUCTHK M CBOMCTB yIIAaKOBOYHBIX MaTEPUAIOB M YKYITOPOUHBIX
CPEICTB;

K) JJaHHBIE O CTAOUIBLHOCTH (HE MPEICTABISIOTCS PU TOCYJaPCTBEHHON PETUCTPALIUU
UMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX MPENapaToB /Ui BETEPUHAPHOTO MPUMEHEHHS);
(ITonnmyHKT B pefakiuu, BBeeHHOU B neiicTBue ¢ 13 aBrycta 2019 roga ®enepanbHbiM
3akoHOM OT 2 aBrycra 2019 rozga Ne 297-@3. - CM. IpeabLIyIIYIO PEIAKIIHIO)




JI) CPOK TOJHOCTH, YCJIOBUS XpPaHEHUS;

5) oT4eT 0 pe3yabTaTax JOKIMHHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO CPEJICTBA JIst
BETEPUHAPHOTO MPUMEHEHUSI, BKJIFOYAIOIINI OMMCAHUE METOJIOB OIPEICIICHUS
OCTaTOYHBIX KOJUYECTB ACUCTBYIOIIETO BEIECTBA (ACHCTBYIOIINX BEIIECTB),
JOCTHUTAIOMIETO (JIOCTUTAIOIINX) CHCTEMHOTO KPOBOTOKA, B TIPOIYKIIUU KUBOTHOTO
MIPOUCXOKACHHS TIOCIIe TPUMEHEHUS TAKOTO JIEKAPCTBEHHOTO CPEJCTBA, a TAKKE
JOKYMEHTAJIBHOE MOATBEPKICHNE (BaIMIAIMs1) YKa3aHHBIX METOIOB;

(ITynkT B penakiuu, BBeieHHOU B neiictBue ¢ 13 aBrycra 2019 rona @enepaibHbIM
3akoHOM OT 2 aBrycta 2019 roga Ne 297-®3. - CM. IPEeAbLIYIIYIO PEIAKIIHIO)

6) oT4er 0 pe3ysbTaTaxX KIMHUYECKOTO MCCIIEJ0BAHUS JIEKAPCTBEHHOIO IIpernapara Juis
BETEPUHAPHOTO IPUMEHEHUS Yy KaXK10I0 BUA )KUBOTHBIX, YKA3aHHBIX B HHCTPYKIUU 110
BETEPUHAPHOMY ITPUMEHEHHUIO;

7) IPOEKT UHCTPYKIUU 110 BETEPUHAPHOMY IIPUMEHEHHIO JIEKAPCTBEHHOTO Npenapara,
COJIepIKaIIEH CIEYIOIINE CBECHUS:

a) HaMMEHOBaHHE JIEKAPCTBEHHOT'O IIpernapara Jyisi BETEpUHAPHOTO PUMEHEHUS
(MexTyHapOJTHOE HEMTaTeHTOBAHHOE, WU TPYIITUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE

HAauMEHOBaHMUS);

0) nexkapcTBeHHas GopMa ¢ YKa3aHHEM HAaUMEHOBAHUM U KOJUYECTBEHHOTO COCTaBa
JEWCTBYIONINX BEIIECTB M KAYECTBEHHOTO COCTaBA BCIIOMOTaTEIbHBIX BEIIIECTB;

B) OMMCaHKE BHEIIHErO BU/JIA JIEKAPCTBEHHOTO MpernapaTa Jijlsl BETepUHAPHOTO
MIPUMEHEHHS;

r) papmakoTepaneBTUYecKas TpyIia JEKapCTBEHHOTO Mpernapara i BETepUHAPHOTO
MPUMEHEHHUS WIM YKa3aHUe "TOMEONaTHYeCKUi JIeKapCTBEHHBIN Tpemnapar';

1) ¢apmakogrHAMUKa B (papMaKOKWHETHKA (32 UCKITFOYCHUEM (hapMaKOKHHETUKH
TOMEOIaTHYECKUX JICKAPCTBEHHBIX MPEMApaTOB U PACTUTEILHBIX JICKAPCTBEHHBIX
MperapaToB) WIN OMUCAHUE IMMYHOOHOJIOTHYECKUX CBOMCTB JICKAPCTBEHHOTO
npernapara;

€) MoKa3aHusl Uil IPUMCHCHUS;

) IPOTHBOIIOKA3aHUS JJIsl IPUMCHCHUS;

3) MCPBI MPEAOCTOPOIKHOCTH IPHU IPUMCHCHUU

I/I) YKa3aHUC BO3MOKHOCTHU U 0CcOoOeHHOCTEH NIPpUMCHCHUS Y 6epeMeHHHX JKUBOTHBIX, Y
JKUBOTHBIX B IICPHUO M JIAKTAIUH, Y TIOTOMCTBA JKUBOTHbBIX;



K) PeXHUM JJO3UPOBAHUS, CIIOCOO BBEJICHHS U IIPUMEHEHUS, TPH HEOOX0AUMOCTH BpeMs
IIpyueMa JIEKapCTBEHHOTO IIpenapara s BETEpUHAapHOIO IPUMEHEHHS,
IIPOJOJIKUTEIIBHOCTD JICUCHMUS;

J1) BO3MOYKHbIE€ IOOOYHBIE JICHCTBUS, HEXKENATEIbHbIEC PEAKIIMY [TPU IPUMEHEHUH
JIEKapCTBEHHOTO Iperapara Juisi BETEpPUHAPHOTO IPUMEHEHNS,

M) CUMIITOMBI [1€PEI03UPOBKH, MEPHI 10 OKA3aHUIO TOMOILM IIPU NEPET03UPOBKE;
H) B3aMMO/IEUCTBHE C IPYTMMH JIEKAPCTBEHHBIMU MpernapaTaMu U (WJIM) KopMamu;
0) (hopMBbI BBIITyCKa JIEKAPCTBEHHOTO Mpenapara sl BETepUHAPHOTO IPUMEHEHUS;

1) yKazaHue (Ipu HeoOX0IMMOCTH) 0COOEHHOCTEN IeNCTBHUS JIEKapCTBEHHOTO Mpernapara
JUIA BETEpUHAPHOTI'0 IPUMEHEHUS [IPU IIEPBOM IIpUEME WIH IIPU €r0 OTMEHE;

p) onmcanue (Mpu HEOOXOAMMOCTH) ACHUCTBUHN CIIEIIUATNCTa B 00JaCTH BEeTEpUHAPHH,
BIIAJIENbIIa )KUBOTHOTO MPHU MPOITYCKE MTpHUeMa OJHOM WM HECKOJIBKHUX 703
JIEKapCTBEHHOTO TIperapara Jisi BETepUHAPHOTO PUMEHEHUS;

(IToamyHKT B penakuuu, BBeAeHHOH B AeiicTBue ¢ 13 aBrycra 2019 roga denepanbHbiM
3akoHOM 0T 2 aBrycra 2019 roma Ne 297-03. - CM. IpeAbIAYIYIO PEIAKIIUIO)

C) CPOK F'OJIHOCTH U yKa3aHUE Ha 3alpeT MPUMEHEHUS JIEKapCTBEHHOTO Mpernapara s
BETEPUHAPHOTO MPUMEHEHHUS 110 UCTEUEHUH CPOKa TOJAHOCTH;

T) YCTIOBUS XpaHEHUS;

y) YKa3aHue Ha He0OXOAUMOCTh XpaHEeHHUsI JIEKapCTBEHHOTO MpernapaTa Juist
BETEPUHAPHOTO MPUMEHEHHS B MECTaX, HEAOCTYIHBIX Ul JETEeH;

&) ykazanue (1pu He0OXOAMMOCTH) CIEIUATBHBIX MEP MPEIOCTOPOKHOCTH TTPH
YHUYTOXXCHHU HEHCIIOJIb30BAHHBIX JIEKAPCTBEHHBIX MIPEMIAPATOB ISl BETEPHHAPHOTO
PUMCHECHHS,

X) CPOKH BO3MOKHOT'O UCITIOJIB30BAHUS MTPOAYKIIMH KUBOTHOTI'O ITPOUCXOKACHHUSA ITOCIIC
BBCACHUS KUBOTHOMY JICKAPCTBCHHOTO IIpCIlapaTa AJIsI BETCPUHAPHOTO IIPUMCHCHU S,

11) YCJIOBHSI OTIIYCKa;

II) HauMCHOBAHUS U aIp€Ca IIPOU3BOJCTBCHHLIX INIOINAA0K ITPOU3BOANTCIIA
JICKApCTBCHHOT'O ITperiapara i BETCPUHAPHOT'O MPUMCHCHU A,

11I) HAMUMEHOBAHUE, aJJpec OpraHu3aliy, YIIOJIHOMOYEHHO JepKaTeneM WIN BiaJiebleM
PETUCTPALIMIOHHOTO YAOCTOBEPEHHMS JIEKAPCTBEHHOTO MIperapara Ha MPUHATHE MPEeTeH3U i
OT NOTpEOUTES;



8) IpOEKThl MAKETOB IEPBUYHOM YIaKOBKH U BTOPUYHOM YIAKOBKH JIEKAPCTBEHHOIO
rpenapara Jijisi BETepUHapHOIO PUMEHEHUS;

9) cnemyroire cBeICHUsI O JIEKAPCTBEHHOM IIpenapare Jyisi BETEPUHAPHOTO IPUMEHEHHUS:
a) OMMCAHKUE U COCTAaB JICKAPCTBEHHOTO Ipemnapara Jijisi BETepUHAPHOTO MPUMEHEHHS;

0) onricanue (hapmareBTHIECKON pa3pabOTKH;

B) OTUCAHUE TIpoliecca MPOU3BOCTBA U €r0 KOHTPOJIS, MOAMUCAHHOE B MOPSIIKE,
YCTaHOBJIEHHOM B COOTBETCTBHH C YACTbIO | HACTOAIIEH CTaThH;

(IToamyHkT B penakuuu, BBeAeHHOM B AeiicTBue ¢ 13 aBrycra 2019 rona denepanbHbIM
3akoHOM OT 2 aBrycta 2019 roga Ne 297-®3. - CM. IPEeAbLIYIIYIO PEIAKIIHIO)

T') OMUCAHUE KOHTPOJISI KPUTHYECKUX CTAIUN TMTPOU3BOACTBA U IIPOMEKYTOUHOM
MPOIYKIMHU, OMUCAHHOE B MOPAJIKE, YCTAHOBJIEHHOM B COOTBETCTBHUH C HaCThIO |
HACTOSIIEH CTaThH,

(IToamyHKT B penakuuu, BBeAeHHOM B AeiicTBHe ¢ 13 aBrycra 2019 roma denepanbHbIM
3akoHOM OT 2 aBrycra 2019 roma Ne 297-03. - CM. IpeAbIAYIYIO PEXAKIINIO)

1) HANMEHOBAHUS U ajjpeca pa3padoTurKa, Iep KaTelis Wiv Biaebiia
PErUCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO TIpenapara, mpou3BOACTBEHHBIX
TIJIOIIAIOK TTPOU3BOAUTEIS JIEKAPCTBEHHOTO TperapaTa Jjisi BETEPUHAPHOTO MTPUMEHEHHUS
C YKa3aHUEM CTaJIMH TEXHOJIOTHYECKOTO MPOoIiecca, OCYIIECTBIIEMBIX Ha
MPOM3BOJICTBEHHBIX IUIONIAIKaX MTPOU3BOIUTEINS JIKAPCTBEHHOTO TIpernapara Jjist
BETEPUHAPHOTO MPUMECHEHUS;

(IToamyHKT B penakiuu, BBEJACHHOM B AeiicTBre DeepatbHbIM 3aKOHOM OT 13 uroms
2015 roga Ne 241-®3; B penakinu, BBeZeHHOH B fericTBue ¢ 13 aBrycra 2019 rona
denepanbHbIM 3ak0HOM OT 2 aBrycta 2019 roya Ne 297-@3. - CM. Opeablayiyo

PEIAKIINIO)

e) papmaneBTHYECKasi COBMECTUMOCTD;
) MUKPOOHOJIOTMYeCKHUEe XapaKTEePUCTUKH;
3) MaTepHuanbHbINA OaaHC AJ1s MPOU3BOACTBA CEPHU FOTOBOTO MPOJIYKTa;

I/I) OIIMCAHUC XAPAKTCPUCTHUK U CBOMCTB YIIAKOBOYHBIX MATCPUATIOB U YKYIIOPOYHBIX
CpCACTB;

K) JOKYMEHTAJIbHOE TIOATBEPXKACHHE (BaTHIAIMs1) POIIECCOB U (UITN) UX OLIEHKA;

.]'I) Tpe6OBaHI/IH K Ka4€CTBY BCIIOMOT'aTCJIbHBIX BCIICCTB (CepTI/I(I)I/IKaT, CHCI_II/I(I)I/IKaI_II/IH Ha
BCIIOMOTaTCJIBHBIC BEICCTBA KU UX O6OCHOBaHI/Ie);



M) AHAJIMTUYCCKHUEC MCTOJUKHU, UCITIOJIb3YCMBIC ITPHU OCYIICCTBJICHUN KOHTPOJIA KaUuCCTBA
BCIIOMOT'aTCJIBHBIX BCIICCTB,

H) JIOKYMEHTaJIbHOE MOATBEPKACHUE (BAINJAINS ) AaHAIUTUYECKUX METO/IUK,
HCIO0JIb3YEMBIX IPU OCYILECTBICHUN KOHTPOJISl KaUeCTBA BCIIOMOTaTENIbHBIX BELIECTB;

0) uH(pOopMaLHsi 00 UCIOJIH30BAHUN BCTIOMOTATEIbHBIX BEIIECTB YEIOBEUECKOTO U
JKUBOTHOTO IIPOUCXOKICHNUS;

i) [lognynkr yrpatui cuiy ¢ 13 aBrycra 2019 rona - denepanbHblii 3aK0H OT 2 aBrycra
2019 roma Ne 297-D3 - cM. OPEABLAVIIIYIO PEIAKITHIO;

p) TpeOOBaHNUs K KaUeCTBY JIEKapCTBEHHOT'O MIpernapara Jyis BETEpUHAPHOTO PUMEHEHUS
(cepTudukar, cnenuuKanus Ha JEKapCTBEHHbIN Npenapar u uX 000CHOBaHUE);

C) AHAIIUTUYCCKUEC MECTOANKHU, UCIIOJIB3YEMBIC ITPHU OCYIICCTBICHNN KOHTPOJIA KaUuCCTBA
JICKApCTBCHHOT'O IMperiapaTta Ajisd BETCPUHAPHOTO ITPUMCHCHU A,

T) JOKYMEHTAJIbHOE MMOATBEPXKACHUE (BTN ) AaHATUTUYECKUX METO/IUK,
HCIO0JIb3YEMBIX MPU OCYILIECTBICHUH KOHTPOJISl KauecTBa JIEKapCTBEHHOTO MpernapaTa Jiis
BETEPUHAPHOTO MPUMEHEHUS;

y) JOKYMEHT, TIOATBEP K IAIOIINN Ka4eCTBO JIEKAPCTBEHHOTO Iperapara Tpex
MPOMBIIIJICHHBIX CEPH (MPOTOKOJI aHAIKM3a WM CepTU(UKAT aHAIHM3a), OJTHA CEPHS
KOTOPOTO JIOJDKHA COBITAJATh C CepHel 00pasiia JIeKapcTBEHHOTO TMperapara, MoAaHHOTO
Ha PErUCTPAIHIO;

() xapakTepucTrKa IPUMECEH;

X) MNEPCUCHb CTAHAAPTHBIX 06p33HOB, HCIIOJIB3YEMBIX IIPHU OCYIIECCTBJICHUU KOHTPOJIA
KadeCTBa JICKAPCTBCHHOT'O IIpfriapara 4JIs1 BETCPUHAPHOT'O IIPUMCEHCHU A,

I_[) JaHHBIC O CTaOMIBLHOCTHU JICKAPCTBCHHOTI'O IIpfIiapaTta 4JIsi BETCPHUHAPHOIO
IIPUMECHCHUSA

10) xonust TOKyMEHTa, cojiepxaiiero nHhopMaIuio 0 HATMYUU WK 00 OTCYTCTBHH
(haKkTOB perucTpalyy JICKapCTBEHHOTO Ipenapara i BETEPHHAPHOTO MPUMEHEHHUS 3a
npenenamu Poccutickon @enepanuu;

11) cornacue B mucbMEHHOH (opMe, MPEAYCMOTPEHHOE YacThbi0 7 HACTOSAIICH CTaThu, B
Clly4ae perucTpanuuy BOCIPOU3BEIECHHOTO JIEKapCTBEHHOTO NIpenapara;

(ITynakt B penakuuu, BBeIeHHOM B feiicTBue denepanbHbiM 3akoHOM OT 13 mronst 2015
roaa Ne 241-®3. - CM. OpeabIAYIIYIO PEAAKIINIO)




12) xonust TOKyMEHTa Ha pyCCKOM $I3bIKE, 3aBEPEHHOTO B YCTAHOBJIECHHOM HOPSJIKE U
MOATBEPKIAOLIETO IPABOMOYHOCTb 3asIBJICHUS O TOCYJapCTBEHHON perucTpanun
JIEKapCTBEHHOI'O IIpernapaTa Jijisl BETEpUHAPHOTO IPUMEHEHUS (JIOBEPEHHOCTb);

13) cBeieHUs 0 TOCYIAPCTBEHHOM PETHCTPAIIMH TeHHO-UHXCHEPHO-MO TN (DUIIUPOBAHHBIX
OpPraHU3MOB, ITPEIHA3HAYCHHBIX JIJIS BBIITYCKA B OKPYXKAIONIYIO cpeny (pu
rOCYIapCTBCHHOW PETUCTPAIINY JICKAPCTBEHHBIX MPENapaToB JJIsi BETEPHHAPHOTO
MIPUMEHCHHSI, TTOJYYSCHHBIX C MPUMEHEHHEM I'€HHO-UHKEHEPHO-MOAU(PUIIIPOBAHHBIX
OPraHW3MOB HJTU COJICPIKAIINX TAKHE OPraHU3MBbI).

(ITynkT nonoHUTENRHO BKIIOUEH ¢ 13 aBrycta 2019 roga ®denepanbHbIM 3aKOHOM OT 2
aBrycra 2019 roya Ne 297-®3)

4. Ilpu npoBeICHUN YCKOPEHHOMW TTPOLIETyphI IKCIIEPTU3BI JIEKAPCTBEHHOTO MIpenapara
JUTSl BETEPUHAPHOTO MPUMEHEHHUSI B IIEJIAX €r0 TOCYIapCTBEHHON PETUCTPAIlTU BMECTO
OoT4YeTa pa3paboTurKa 0 pe3yabTaTax JOKIMHHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO
CpelcTBa JiJIsl BETEPUHAPHOTO MPUMEHEHHSI MOKET OBITh MPEJICTaBIEH 0030p HAYYHBIX
paboT 0 pe3yapTaTax JOKIMHHUYECKOTO MCCIIeI0OBaHUS peepEeHTHOTO JIEKapCTBEHHOTO
npenapara Jijisi BETepUHAPHOTO MPUMEHEHUS, @ BMECTO OTYETa O Pe3yJbTaTrax
KJIIMHUYECKOTO MCCIICIOBAHUS JIEKAPCTBEHHOTO TIpemnapara Jisi BETEpUHAPHOTO
MIPUMEHEHHUSI OTYET O PEe3yJbTaTax MUCCIECIOBAHUN OMOAKBUBAJICHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO MperapaTa Jijisi BETepUHAPHOTO TPUMEHEHUSI.
(Yactp B penaknuu, BBeIeHHOU B fieiicTBre ¢ 13 aBrycra 2019 rona denepaibHbIM
3ak0HOM 0T 2 aBrycra 2019 roma Ne 297-®3. - CM. OpeablAyILYIO PEAAKIIHIO)

5. Ha skcniepTrsy pa3auvHbIX JICKAPCTBEHHBIX (DOPM OJTHOTO U TOTO YK€ JICKAPCTBEHHOTO
npenapara Jijisi BETepHHAPHOTO MPUMEHEHHS 3asIBUTEIb MPECTABISAET OTICIbHBIC
3asBJICHUS U PETUCTPAIMOHHBIC OChE HA KXKIYIO JIeKapcTBeHHYIO hopmy. [Ipu yciaosuun
OJTHOBPEMEHHOM T0/1a4l Ha YKCIIEPTU3Y OJTHOM JIEKapCTBEHHON (hOPMBI C Pa3IMIHBIMU
JO3UPOBKOM, KOHIIEHTpAIEH, 00BEMOM 3asBUTEIIb MTPEACTABIISIET OJTHO 3asBJICHUE U
PErUCTPAIIMOHHOE A0ChE C MPUIIOKEHNEM MAKETOB MIEPBUYHOMN YITAKOBKH M BTOPUYHOM
ynakoBKkd. Ha MakeTax mepBUYHOM YIaKOBKH W BTOPUYHOM YITAKOBKH YKa3bIBAIOTCS BCE
MIPOM3BOIUMBIC IOZUPOBKH, KOHIICHTPAIIMH, 00bEMBI M KOJTMYECTBO /103 B YITAKOBKE
JIEKApCTBEHHOTO TIperapara Jyisi BETEPUHAPHOTO PUMEHEHUS.

(YacTp B penakuuu, BBeIeHHOH B JielicTBHe ¢ 13 aBrycta 2019 roga ®enepaibHbIM
3akoHOM 0T 2 aBrycra 2019 roga Ne 297-03. - CM. npeablaAyIIYIO PEAAKIIUIO)

6. B cnyyae HempecTaBiIeHHs C 3asBICHUEM O FOCYIapCTBEHHOM perucTpamnuu
JIEKapCTBEHHOTO IpernapaTa JjIsl BETEpUHAPHOTO NPUMEHEHUS JOKYMEHTOB,
MOATBEPKAAIOLIUX YILIATy TOCYIapCTBEHHOM MONUTMHBI M YKA3aHHBIX B IYHKTE 7 YacTH
2 HACTOSIIEH CTaTbH, CBEICHUH O JIMIICH3UIX, YKa3aHHBIX B IYHKTax 1 u 2 yactu 3
HACTOSIIIEN CTaThU, a TAK)KE BBIAABAEMBIX (IIPEIOCTABISAEMbIX) YIOTHOMOYEHHBIMU
(benepanbHBIMU OpraHaMH UCTIOJIHUTENBHOM BIACTH JOKYMEHTOB (CBEICHMIA),
yKa3aHHBIX B yHKTEe 2.1 yacTu 3 HACTOsIIEH CTaThH, YIOJTHOMOYEHHBIN (eiepanbHbIii
OpraH UCIIOJIHUTEIHHON BJIACTH 3allpallliBaeT yKa3aHHbIE JOKYMEHTHI (CBEJCHMS) B
MOPSIJIKE MEXBEIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMO/ICHCTBUSI.




(HacTp B penakiuu, BBeieHHOM B neiicTBue ¢ 1 ssHBaps 2021 roga PenepajibHbIM
3ak0HOM 0T 27 niekadps 2019 roma Ne 478-P3. - CM. OpeAbLIyIIYIO PEIAKIIHIO)

7. He nomyckaercst CIOJIb30BAHUE B KOMMEPUECKUX HETIX HH(DOPMAIIHH O pe3ylibTaTax
JOKIIMHHUYCCKUX I/ICCJICIIOBaHI/Iﬁ JICKAPCTBCHHLIX CPECACTB U KIIMHUYCCKUX I/ICCJICIIOBaHI/Iﬁ
JIEKAPCTBEHHBIX IIPENApPaTOB JUIsl BETEPUHAPHOIO IPUMEHEHNs, TPEACTABICHHON
3asBUTEJIEM JUIsl TOCYJaPCTBEHHON PETUCTPAIlMU JIEKapCTBEHHBIX MTpenaparoB, 0e3 ero
corjacusi B TCYCHHE MISCTH JIET C AAThl TOCYAAPCTBEHHOM perucrpamnuu peepeHTHOTO
JIEKapCTBEHHOIO Mpemnapara B Poccuiickoi @enepanuu.

8. depxarenp uiu Biaaesel perucTpalmoOHHOTO YI0OCTOBEPEHHUS JIEKAPCTBEHHOTO
Mpernapara s BETEpUHAPHOTO MPUMEHEHHS TPEACTABISET B YIOJTHOMOYEHHBIN
(dbenepanbHBI OpraH UCMOJHUTEIILHON BJIACTH OTUYET 0 pe3yibTaTaMm (apMaKkoHaI30pa
OJIMH Pa3 B IIECTh MECSIEB B TEYEHUE JIBYX JIET MOCIIE TOCYIAPCTBEHHOW PErUCTPALIMU
JIEKapCTBEHHOTO Mpemnapara B Poccuiickoit @enepanuu, 3aT€M €KEroJHO B TEUEHHE
MOCJIEIYIOIIUX TPEX JIET U B JAJIbHEUIIIEM OJIMH pa3 B TPU roja.

(Yactp momomuuTenbHO BKItOYeHa ¢ 13 aBrycra 2019 roga ®denepanbHbIM 3aKOHOM OT 2
aBrycra 2019 royma Ne 297-®3)

(Cratbs B penakuuu, BBeJIeHHOU B aeiicTBue ¢ 1 utomns 2015 roga dexepanbHbIM
3akoHOM OT 22 jiekadps 2014 roga Ne 429-D3. - CM. OpEabLIYINYIO PEAAKIINIO)

Crarbs 18. Ilomaua u paccMOTpeHUE 3aBIEHHS O TOCYAAPCTBEHHON PErMCTPALIMHI
JIEKapCTBEHHOTI'0 TpenapaTa Uil MeIUIMHCKOTO IPUMEHEHUS

HaumenoBanue B penakiuu, BBeeHHOU B aeiicTBue ¢ 1 urons 2015 rona @eaepaibHbIM
3aKOHOM OT 22 nekadpst 2014 roga Ne 429-D3. - CM. IpeabLIVIIVIO PEAAKIIAIO

1. Jly1st rocy1apCTBEHHOM pEeruCTpalvy JIEKapCTBEHHOTO Mpenapara s MEAUIMHCKOTO
MIPUMEHEHHUSI FOPUINYECKOE JTUII0, JCHCTBYIOIIEE B COOCTBEHHBIX HHTEPECaX WU
YIOJJHOMOYEHHOE MPECTABIATh HHTEPECHI IPYTOro IOPUINYECKOTO JIUIIA U 3asBIISIONISe
JIEKapCTBEHHBIN Mpenapar Ha roCyJapCTBEHHYIO PETUCTPAIIUIO (J1ajiee B HACTOSIIICH
CTaThe - 3asBUTEIIb), IPEJICTABIISICT B YIIOJJHOMOYCHHBIN (eiepanbHbIi opran
HCTIOJTHUTEIBHON BJIACTH, OCYIIECTBIISIONINN TOCYAAPCTBEHHYIO PETUCTPAIUIO
JIEKApCTBEHHBIX MPEMApaTOB sl MEAUIIMHCKOTO IPUMEHEHUS, B DJIICKTPOHHOH (hopMme H
Ha OyMa)>KHOM HOCHTEJIE 3asIBJICHHE O TOCYAapCTBEHHOM PErucTpaluy JeKapCTBEHHOTO
npernaparta Jijisl MeIMLIUHCKOTO IPUMEHEHUS, a TAKXKe B TIOPSAIKE, YCTAHOBIEHHOM
YIIOJTHOMOYEHHBIM (heIepalIbHBIM OPTaHOM HCIIOJIHUTEIBHON BIACTH, B DIEKTPOHHOM
¢dbopme u Ha OyMaKHOM HOCHUTENIE HEOOXOAUMbIE JOKYMEHTHI, U3 KOTOPBIX popMupyeTcs
PErUCTPAIIMOHHOE J0ChE Ha JIEKAPCTBEHHBIN IIpernapar JUisi MEAUIIMHCKOTO TPUMEHEHUS.
(YacTp B penakuuu, BBeJeHHOU B nericTBre ¢ 1 urois 2015 roga denepanbHbIM 3aKOHOM
o1 22 nekabps 2014 roga Ne 429-P3. - CM. npeaplAyILYIO PEAAKIIHIO)

2. B 3asBneHun o FOCYI[&pCTBCHHOﬁ perucrpanuu JCKAapCTBECHHOT'O IIpeliapaTa J1JIsd
MCIAUIUHCKOI'O MPUMCHCHHA YKAa3bIBAIOTCA:



1) HaumeHOBaHMe, aApec 3asBUTENS U IPOU3BOIUTENS JIEKAPCTBEHHOIO Mpenapara s
MEIULUHCKOTO MPUMEHEHHS, CBEJICHHSI 00 UX PETHCTPALIUU B KAUECTBE
HaJIOTOIJIATENbLINKA B CTPAHE PErMCTpaluu (U1 POCCUNCKUX IOPUINYECKUX JIUIL -
UACHTUUKAIIMOHHBINA HOMep Hanororutarenbimka (MHH), ams mHOCTpaHHbIX
IOPUAMYECKUX JIUIL - CTpaHa perucTpalyy, HAMMEHOBaHUE PETUCTPUPYIOLIErO OpraHa,
perucTpaloHHbI HOMEP, KO/ HaJIOTrOIIaTebIIMKa B CTPaHE PErUCTpalun
(MHKOpIIOpaIMK) UM €r0 aHaJor) U aJpec MECTa OCYILECTBICHUS IIPOU3BOACTBA
JIEKapCTBEHHOTI'O IpenapaTa (B Cily4ae HaJlu4uusl HECKOJIbKMX YYACTHUKOB IPOIECCA €r0
IIPOM3BOJICTBA HEOOXOAMMO yKa3aTh KaX/10I'0 Y4aCTHUKA B COOTBETCTBHUH C
OCYIIIECTBJISIEMOM CTa el TPOU3BOJICTBA);

(IToamyHkT B penakuuu, BBeJAeHHOM B aeiicTBue ¢ 1 ssuBaps 2018 roga denepanbHbIM
3akOHOM 0T 28 niekabps 2017 roma Ne 425-03. - CM. OpeAbLIYIIYIO PEAKIIHIO)

2) HauMEeHOBaHHe JIEKaPCTBEHHOTO IIpernapara sl MEJULIMHCKOTO IPUMEHEHMSI
(MexTyHapOJTHOE HEMTaTEeHTOBAHHOE, WU TPYNIIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE
HauMEHOBaHMUS);

3) mepedyeHb ACHCTBYIOMIMX U BCIIOMOTATEIBHBIX BEMIECTB, BXOISAIINX B COCTAB
JIEKapCTBEHHOTO Mpernapara s MEIUIIMHCKOTO MPUMEHEHUS, C YKa3aHUEM KOJUYECTBa
KaXJ0T0 U3 HUX;

4) nekapctBeHHas (hopma, T03UPOBKA, CIIOCOOBI BBEJICHUS U PUMEHEHHUS, CPOK
TOJTHOCTH JICKAPCTBEHHOTO Tperapara s MEIUIIHHCKOTO IPUMEHEHUS;

5) dbapmakoTepaneBTHUECKas IPYIINA, KOJ aHATOMO-TE€PaeBTHUECKO-XUMUYECKOM
Kiaccuukanyu, peKoMeHI0BaHHOH BeceMupHot opranuzanueit 34paBooXpaHeHus,
3asiBJIsIeMble TIOKa3aHMs A7l IPUMEHEHUS JIEKapCTBEHHOTO Mpenapara Jsis
MEJUIIMHCKOTO IPUMEHEHMUS;

6) OTCyTCTBHE HEOOXOIUMOCTH MIPEJAOCTABIICHUS OTYETA O PE3yJbTaTax KIMHUYECKOTO
HCCe0BaHus, UCCIIEIOBaHNs OMOAKBUBAJICHTHOCTH JICKAPCTBEHHOTO Mpemnapara,
pa3pelnieHHoTo I MeIUIIMHCKOTo TpuMeHeHus B Poccuiickoii Denepannu 6oee
JIBAJIIATH JIET, C YKa3aHHUEM HOPMATHBHBIX ITPABOBBIX aKTOB, ITOTBEPKIAIOIINX JAHHBIN
CPOK IPUMECHEHUS;

7) neoOxoaumocTh odopmIiIeHUs pa3pelieHus Ha BBo3 B Poccuiickyro denepannio
KOHKPETHOM MapTUU 3apETUCTPUPOBAHHBIX U (MJIM) HE3aPETUCTPHUPOBAHHBIX
JIEKapPCTBEHHBIX CPEJICTB, MPEIHA3ZHAYCHHBIX JUISl IPOBEACHUS DKCIIEPTH3BI
JIEKapPCTBEHHBIX CPEJICTB B LIETISIX FOCYIAPCTBEHHON PETUCTPALIUU;

8) HCO6XOI[I/IMOCTB MMPOBEACHU SKCIICPTU3BI JOKYMCEHTOB, ITPEACTABIICHHBIX JIS
OMpCACIICHNUA BO3BMOKHOCTU paCCMaTpUBATDh HeKapCTBeHHLIﬁ npenapar st
MCIUITUHCKOI'O IMPUMCHCHHS IIPU OCYIICCTBJICHUN rOCyﬂ&pCTBCHHOﬁ perucrpanuu B
Ka4CCTBC Op(l)aHHOFO JICKApCTBCHHOTO IIperiapara;



9) HEOOXOIMMOCTH MPUMEHEHHS YCKOPEHHO MPOIIeTyphl AKCIIEPTHU3HI JIEKAPCTBEHHBIX
CPEICTB B LEJISIX TOCYJapCTBEHHOM pEerucTpaluy JIEKapCTBEHHOIO IIpenapara;

10) xonuu JOKyMEHTOB, MOATBEPKAAIOIINX YIUIATy rOCYJapCTBEHHON NONIIMHBIL:

a) 3a MPOBEICHUE YKCIICPTU3HI JIOKYMEHTOB, TIPEIICTABICHHBIX JUIS OTIPEICIICHUS
BO3MOYHOCTH PacCMaTPHUBATh JICKAPCTBEHHBIN Mpenapart i MEAUIIHHCKOTO
MIPUMEHCHHSI IIPH OCYIICCTBICHUU TOCYIaPCTBEHHON PErUCTPAIl B KAYECTBE
op¢haHHOTO JIEKapCTBEHHOTO Ipenapara,

0) 3a MpoBeIEHNE IKCIIEPTU3bI KAUeCTBA JIEKAPCTBEHHOT'O CPEACTBA U AKCIEPTU3BI
OTHOIICHUA omnnaeMoﬁ IMOJIB3bI K BO3BMOKHOMY PUCKY IIPUMCHCHUS JICKAPCTBCHHOT'O
Mpernapara, pa3peneHHoro sl MeIUIIMHCKOro MpuMeHeHus B Pocculickoit @enepanun
OoJsee IBaJlaTH JIET, IPU OCYIIECTBICHUN FOCYIapPCTBEHHON PETUCTpaLlun
JIEKApCTBEHHOI'O MpeIapara;

B) 3a IIPOBEJICHUE SKCIIEPTU3bI KAUeCTBA JIEKApPCTBEHHOT'O CPEACTBA U AKCIEPTU3BI
OTHOILIEHHUS 0KUAAEMOMU MOJIb3bI K BOBMOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO
rpenapara Jijisi MEJUIUHCKOTO IPUMEHEHHMS IPH €ro TOCYJapCTBEHHON PETHCTPaLNH;

T') 3a IPOBEJICHNE IKCIIEPTU3HI KA4e€CTBA JICKAPCTBEHHOTO CPEJICTBA U AKCIIEPTU3HI
OTHOILIICHUSA omnnaeMoﬁ IMOJIB3bI K BO3BMOKHOMY PUCKY ITPUMCHCHUS JICKAPCTBCHHOT'O
npernapara Jiisi MeIMIUHCKOTO IPUMEHEHUS, B OTHOILIEHUU KOTOPOTO IPOBEICHBI
MEXAYHapOAHbIE MHOTOIIEHTPOBbIE KIIMHUYECKHE UCCIEA0BAHUSI, YaCTh U3 KOTOPBIX
nposeneHa B Poccuiickoit denepanniv, Ipu OCYIIECTBICHUU TOCYIAPCTBEHHOM
perucTpaium JeKapcTBEHHOTO Ipernapara;

11) Hanuume coraacusi MPOU3BOAUTENS JIEKAPCTBEHHOTO MpernapaTa, MPou3BOJICTBO
KOTOPOTO OCYyLIECTBIIsSIeTCA 3a npeAenamu Poccuiickoit denepannu, Ha MPOBEACHUE
MHCIEKTUPOBAHUS MTPOU3BOIUTENIS HA COOTBETCTBHE TPEOOBAHUSAM IPAaBHII HaAJIeKalei
MIPOU3BOJICTBEHHON MPAKTUKU;

12) Hanuyue coryacusi, MpeyCMOTPEHHOTO YacThio 18 HACTOSAIICH CTaThH;

13) ykazaHue BHJIa JIGKAPCTBEHHOTO Mpernapara, NpeACcTaBIeHHOTO Ha PErUCTPALIUIO
(pedepeHTHBIN JIEKapCTBEHHBIN TIpenapar, BOCIPOU3BEICHHBIHN JIEKapCTBECHHBIH
npenapar, OMOJIOrHYeCKUi JICKapCTBEHHBIN IIpenapaT, OM0aHaIOTOBbIN (OMOITO00HBII)
JIEKapCTBEHHBIN Mpenapat (OnoaHaior), roMeonaTHYeCKUii JIEKapCTBEHHBIN Mperapar,
JIEKApCTBEHHBIM PACTUTEIBHBIN Mpenapar).

(Yactp 2 B penakmnuu, BBeeHHOH B aeiicTBue ¢ 1 urons 2015 roga denepanbHbIM
3aK0HOM 0T 22 nexabps 2014 roga Ne 429-P3. - CM. npeAbLAYIIYIO DEAAKIIUIO)

3. PeructpaninoHHO€e 1OChE Ha JICKaPCTBEHHBIN Mpenapar A1 MEIUIUHCKOTO
MIPUMEHEHHUS IPEIOCTABIAETCS B (hopMe OOIIEro TEXHUUECKOTO JOKYMEHTA.
(YacTp B penaxiuu, BBeieHHOI B neiicTBue ¢ 1 sHBaps 2016 roga @enepaibHbIM
3aKk0HOM 0T 22 nekadps 2014 roma Ne 429-D3. - CM. OpeAbIYIIYIO PEAAKIINIO)




4. Paznen fOKyMeHTalMy aJIMUHUCTPATUBHOTO XapaKTepa BKIIOUAET B ceOs:

1) 3asiBIeHME O TOCYAAPCTBEHHOM PETUCTPAIMHU JIEKAPCTBEHHOTO IMpenapaTa Jyis
MEIUIUHCKOTO MPUMEHEHHS B JIEKTPOHHOH opMe 1 Ha OyMaKHOM HOCHUTEIIE;

2) KOTIMIO JOKYMEHTA Ha PYCCKOM SI3bIKE, 3aBEPEHHOTO B YCTAHOBIICHHOM TOPSIIKE U
MOATBCPKAAOMICTO ITPABOMOYHOCTD 3aABUTECIIA ITOJaBaTh 3asBJICHUC O FOCYIIapCTBeHHOfI
peruCTpaIiy JEKapCTBEHHOTO Mperapara Jjisi MeIUIMHCKOTO TPUMEHEHHS
(10BEPEHHOCTH);

3) cBeeHMs O JaTe MPEIOCTABICHUS M PETUCTPAITMOHHOM HOMEpE JIMIICH3UN Ha
MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB WUJIM CBEACHUS O AaTe MPEAOCTABICHUS U
PETUCTPALIMIOHHOM HOMEPE 3aKIIOUYEHHS O COOTBETCTBUM MPOU3BOIUTENS JIEKAPCTBEHHBIX
CpencTB TpeOOBAHUSIM MPABUIT HAJJICKAIEH TPOU3BOICTBEHHOM MPAKTHKHU, BBIJIAHHBIX
(TIpe1ocTaBIEHHBIX) YITOJTHOMOYEHHBIM (heepalbHBIM OPTaHOM UCTIOJIHUTEIBLHOMN
BJIACTH B OTHOIIEHUH MMPOU3BOACTBEHHOM TUIOMIAIKH PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
npemnapara, B ciydae, €Ciid MPOU3BOACTBO JIEKAPCTBEHHOTO Mpenapara OCYIIECTBISIETCSA B
Poccuiickoit denepanuy;

(ITynkT B pemakiuu, BBeIeHHOU B aeiicTBue ¢ 15 utons 2018 romga denepaibHbIM
3akoHOM OT 4 utoHs 2018 ronma Ne 140-D3; B penakuuu, BBEICHHOU B AeiicTBHE C |
suBaps 2021 roga ®enepanbHbiM 3aKk0HOM 0T 27 aekalps 2019 roga Ne 478-P3. - Cwm.
NPEILLAYIIYVIO PEIAKIINIO)

4) KOTIMIO MPEA0CTABICHHOHN YITOJTHOMOYEHHBIM OPTaHOM CTPAaHBI IPOU3BOIUTEIS
JIMIICH3UHU Ha MPOU3BOJICTBO JIEKAPCTBEHHOTO Tpernapara v €€ MepeBoj] Ha PyCCKUH S3BIK,
3aBEpPEHHBIC B YCTAHOBJICHHOM TIOPSAJIKE, 8 TAK)KE KOIIHMIO 3aKJIFOUCHUSI O COOTBETCTBUU
MIPOM3BOIUTEINS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPABHII HAJJIS)KAIICH
MIPOM3BOJICTBEHHOHN MPAKTHUKH, BBIJAHHOTO YITOJTHOMOYEHHBIM (eZiepaTbHbBIM OpraHOM
WCTIOJTHUTEIPHON BJIACTH B OTHOIIICHUH MTPOM3BOJACTBEHHOM TUIOIIAKH
PErUCTPUPYEMOTO JICKAPCTBEHHOTO IIpernapara, Uik KOO PEIICHHUs YITOJTHOMOYEHHOTO
(henepabHOTO OpraHa UCTIIOJHUTEIHHOM BIIACTH O TIPOBEICHUH UHCIIEKTUPOBAHUS
MIPOM3BOIUTENS JICKAPCTBEHHBIX CPEJICTB, B CIIydae, €CIIM MPOU3BOCTBO JIEKAPCTBEHHOTO
npemnapara ocyuiecTBisieTcs 3a npeaenamu Poccuiickoit @enepannu;

(ITyHKT B penakiuu, BBeIeHHOH B aeiicTBre ¢ 15 utons 2018 rona DenepaibHbIM
3akoHOM OT 4 utons 2018 rona Neo 140-D3; B penakiuu, BBEICHHOU B AeiicTBUE C |
saBaps 2021 romga DenepanbHbiM 3ak0HOM OT 27 niekadpst 2019 roga Ne 478-D3. - CM.
IPEABLAYIIYIO PDEAAKIIUIO)

5) IpOeKT MHCTPYKIMH 110 MEAUIIMHCKOMY IIPUMEHEHHIO JIEKAPCTBEHHOTO Mpenapara,
coJieprKalieil cieayronue CBeICHUS:

a) HaAaNMMCHOBAHUC JICKAPCTBCHHOI'O IIpCIIapara (Me)K,ZLYHapOI[HOG HCIIaTCHTOBAHHOC, WJIN
TpYIIIAPOBOYHOC, UJIU XUMHUYCCKOC U TOPIroBOC HaI/IMeHOBaHI/IH);



0) nekapcTBeHHas popma ¢ ykazaHHEM HAMMEHOBAaHUHN M KOJUYECTBEHHOTO COCTaBa
JEHCTBYIOIIUX BEIIECTB U KAYECTBEHHOT'O COCTAaBa BCIIOMOTaTEIbHBIX BEUIECTB (TP
HEO0OXO0IMMOCTH KOJIMYECTBEHHOTO COCTaBa BCIIOMOTATEIbHBIX BEIIECTB);

B) OIMMMCAHUC BHCIIHETO B A JICKAPCTBCHHOI'O IIpCriapaTta 1A MEAUIUHCKOT'O
IMIPUMCHCHUS

T) U3MKO-XMMHUYECKHE CBOICTBA (JUTs pannodapManeBTHIeCKX JeKapCTBEHHBIX
IIpenapaToB);

1) (apmakoTepaneBTUYECKas TpyIa, KO JeKapCTBEHHOTO Ipernapara Jyis
MEUIIMHCKOTO MPUMEHEHHS 110 aHATOMO-TEPareBTUYECKO-XUMUYECKOH KiTacCU(pUKaAIUY,
PEKOMEHI0BaHHOW BceMupHON opranu3anuei 31paBoOXpaHeHNs, WA YKa3aHHUE
"roMeonaTHYeCcKuii JeKapCTBEHHBIN npenapar";

e) ¢papmakoguHAMUKA U (papMaKOKWHETHKA (32 UCKITIOYCHUEM (hapMaKOKHHETUKH
TOMEOTaTHYECKUX JICKAPCTBEHHBIX MPENapaTOB U PACTUTEIBHBIX JIEKAPCTBEHHBIX
MpernapaToB);

K) TIOKa3aHUsI 1711 TPUMEHEHUS;

3) MPOTUBOTIOKA3AHUS JIJIsl TPUMEHEHNS,

1) MepbI MPEAOCTOPOKHOCTH MPHU PUMEHEHHH;

K) yKa3aHue BO3MOKHOCTH U OCOOCHHOCTEH NMpUMEHEHH s JIEKApCTBEHHOTO Mpernapara
JUTS. MEUITMHCKOTO MMPUMEHEHHsI OepEeMEHHBIMU JKEHIIIMHAMH, )KCHITUHAMH B TIEPUO,T
IPYAHOTO BCKapMIIMBAHUS, 1E€THMH, B3POCIBIMU, UMEIOLUMHU XPOHUYECKUE
3a00J1€BaHHUS;

J1) peXKUM JI03UPOBaHUs, CIOCOObI BBECHHS U MPUMEHEHHUS, TPU HEOOXOJMMOCTH BpeMsi
npreMa JIEKapCTBEHHOT'0 Ipernapara JUisi MEIUIIMHCKOTO IPUMEHEHHS,

IMPOAOJIKUTCIIBHOCTD JICUCHUA, B TOM YHCIIC Y z[eTeﬁ J0 U IIOCJIC OJHOT'O roaa,

M) BO3MOJKHBIC HEXKCJIATCIIbHBIC PCAKIINHA IIPU IIPUMCHCHUHU JICKAPCTBCHHOI'O IIPCIIapara
AJI1 MCIUIHUHCKOI'O ITPUMCHCHUS

H) CUMIITOMBI IIEPCAO3UPOBKU, MCPLI 110 OKA3aHWIO ITIOMOIIHU IIPH IIEPEAO3UPOBKE;

0) B3aMMOJICHCTBHE C APYTUMU JIEKAPCTBEHHBIMHU IpernapaTamMu U (W) THIIEBHIMU
MPOIYKTaMH;

1) GopMBI BBIITyCKa JIEKAPCTBEHHOIO IIpenapaTa;

p) ykazaHue (pu He0OXOIMMOCTH) 0COOEHHOCTEH JeCTBUS JIEKapCTBEHHOIO IpenapaTa
JUI MEJUIIMHCKOTO IIPUMEHEHMSI IPU TIEPBOM MPUEME WIIA IIPU €r0 OTMEHE;



c) onrcanue (Ipu HEOOXOMMOCTH) IeHCTBHIA Bpaya ((enpamepa) 1 (WIn) MauenTa npu
IIPOITyCKE MpUEMa OJIHOM UM HECKOJIBKUX J103 JIEKAPCTBEHHOIO Ipenapara Jyis
MEUIIMHCKOTO NPUMEHEHUS;

T) BO3MOJHOC BJIMAHHEC JICKAPCTBCHHOT'O IpEriapaTa A1 MCAUIIUHCKOT'O MPUMCHCHUS Ha
CIIOCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMU CPECACTBAMHA, MCXaHU3MAMM

y) CPOK FTOJHOCTH W yKa3aHUE Ha 3aIpeT MPUMEHEHHUs JIEKApCTBEHHOTO Mperapara Jyis
MEIHUIIMHCKOTO MPUMEHEHHUS 10 UCTEYEHUN CPOKA TOJHOCTH;

() ycnoBUs XpaHEHUS;

X) yKa3zaHH€ Ha HEOOXOAUMOCTh XpaHEHHUsI JIEKAPCTBEHHOTO IIpernapaTa Juist
MEJUIIMHCKOTO MPUMEHEHHS B MECTaX, HEJOCTYIHBIX IS IETEH;

11) YKazaHue (Ipu HeoOXOIMMOCTH) CIEIMATIBHBIX MEp MPEI0CTOPOKHOCTH MPHU
YHUUTOKEHUH HEUCIOJIb30BaHHBIX JIEKAPCTBEHHBIX MPENapaToB il MEAUIIMHCKOTO
MIPUMEHEHHS;

Y) yCJIOBUS OTITYCKa;

HI) HanMMCHOBAHUA N aapecCa MPOU3BOACTBECHHBIX INIOIIAJI0K ITPOU3BOANUTEIIA
JICKapCTBEHHOTO TIpernapara;

1) HAMMEHOBAHKE, JPEC OPraHU3alMU, YIOJIHOMOUYEHHON JepKaTesleM Wi BlIaJeNIbLieM
PETUCTPAIIIOHHOTO YI0CTOBEPEHHUS JIEKapCTBEHHOTO Mpernapara i MeAUIIMHCKOTO
MPUMEHEHUsI Ha IPUHATHE IPETEH3UN OT MOTPEeOUTEN;

6) UHCTPYKIUIO IO METUIIUHCKOMY IIPUMEHEHHUIO WM KPATKYIO XapaKTePUCTUKY
JIEKapCTBEHHOTI'O IperapaTa, yITBepKJAeHHbIE B CTpaHe MPOU3BOAUTEIIS;

7) IPOEKThl MAKETOB MEPBUYHON YIAKOBKU U BTOPUYHOMN YIMAKOBKH JIEKAPCTBEHHOTO
npenaparta Jijisl MeIMLIUHCKOTO IPUMEHEHUS;

8) mpoeKT HOPMATUBHOM JOKYMEHTAIIMH UM HOPMATUBHOTO JOKYMEHTa Ha
JIEKapCTBEHHBIN Ipernapar Ui MEIUIIUHCKOTO MPUMEHEHUS 00 yKa3aHHe
COOTBETCTBYIOIIEH (hapMaKOMEHHOH cTaThu;

9) noxkyMeHT, cozepxKaiuii MtHGOPMaIUIO O HATMYUHU UK 00 OTCYTCTBUH (PAaKTOB
perucTpanyy JeKapcTBEHHOI 0 IIpenapara JUisi MEJULIMHCKOTO IPUMEHEHMS 3a
npeaenamu Poccuniickoit denepanuu;

10) KOIIMHU JOKYMCHTOB, 3aBCPCHHLIX B YCTAHOBJICHHOM IOPAAKE U MOATBCPKAAOIINUX
(l)aKT pEerucTpatu JCKApCTBECHHOI'O IIPCIIapaTa B UHOCTPAHHBIX I'OCYAapCTBaxX B
Ka4dCCTBC Op(baHHOFO JICKApCTBCHHOTO IIpCIiapara;



11) mnan ynpaBineHust pUCKaMHu Uil OMOJIOTUYECKUX JIEKAapCTBEHHBIX MPEnapaToB Jyis
MEJIULUHCKOTO NPUMEHEHUS;

12) moxymeHT 0 cucteme (hapMakoHaI30pa AepKaTels WK BIIaAebIa
PETUCTPALIMIOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO IIPENapara;

13) noKyMeHT, MOATBEPKAAIOLIMI KaueCTBO JIEKAPCTBEHHOTO Mpenapara Tpex
MIPOMBIIIICHHBIX CEepUi (MTPOTOKOJI aHATTN3a WK CepTU(UKAT aHaIH3a), OJJHA CepUs
KOTOPOTO JIOJI’KHA COBIIAJaTh C CEpUEl 00pa3slia JeKapCTBEHHOr0 Mpenapara Ass
MEUIIMHCKOTO MPUMEHEHHUSI, TPEICTABICHHOTO Ha TOCYAAPCTBEHHYIO PETUCTPALIMIO.
(Yactp B penakuuu, BBeIeHHOU B niericTBre ¢ 1 ssHBaps 2016 roga denepaibHbIM
3akoHOM OT 22 jiekadps 2014 roga Ne 429-D3. - CM. OPEabUIYIIYIO PEAAKIINIO)

5. Paznen xumuueckou, papMareBTUIeCKOM U OMOJIOTHYECKON TOKYMEHTAIIUN BKITFOUAET
B ce0s TOKyMEHTBI, cojiepkaliine nHpopMaluio o papmMareBTH4eCKOl CyOCTaHIINU U
JIEKapCTBEHHOM ITperapaTe JUIsl MEIUIIUHCKOTO MPUMEHEHUS], IPOIIECcCe ero
MIPOM3BOJICTBA M METOJaX KOHTPOJIS KauecTBa, B TOM YHCJIE:

1) KomuIo JOKYMEHTa, COEPIKaIIEro CIeayIonyr0 HHPopMaIuo o ¢papMareBTHIECKON
cyOcTtaHnu win (papMaleBTHIECKUX CYOCTAHITUSAX, BXOSIIUX B COCTAB JIEKAPCTBEHHOTO
npenapara, 3a UCKIoYeHneM nHpopMaluy o GpapMareBTUYECKUX CyOCTaHITUAX,
BKJTFOYCHHBIX B TOCYJIAPCTBEHHBIN PEECTP JEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU CO
cratbeit 34 HacTosero PeepaibHOrO 3aKOHA!

(AG3ar B penakiuu, BBeJICHHOU B fielicTBUE ¢ 28 nexadps 2019 roga denepanbHbIM
3akoHOM OT 27 yiekadps 2019 roga Ne 462-D3. - CM. OPEabLIYINYIO PEAAKIINIO)

a) HauMeHoBaHue (papMalleBTHUECKOM CyOCTaHIINH, €€ CTPYKTYypa, 00IIe CBONCTBA;
0) HAaMMEHOBAHUE U AJIPEC MMPOU3BOIUTEIIS;

B) TEXHOJIOTHA IIPOU3BOACTBA C OIIMCAHUEM CTa,Z[I/Iﬁ IIPOU3BOACTBA U METOJJOB KOHTPOJIA
Ha BCEX CTaJuAX IIPOU3BOACTBA,

I') onucanue pa3paboTKu Mmpoliecca MPOru3BOJICTBA;

1) OMUCAHNE KOHTPOJISI KPUTUYECKUX CTaJUN MTPOU3BOJICTBA M MPOMEKYTOUHOM
MIPOIyKIINH;

€) IOKyMEHTaIbHOE MOATBEPKICHUE (BaUAAIINs ) IPOIECCOB U (MJIM) UX OLICHKA,
) CBOMCTBa M CTPYKTypa JEHCTBYIOIINX BEIECTB;
3) XapaKTepHUCTHUKA IPUMECEH;

1) criequdukanys Ha GpapMaleBTHIECKyI0 CyOCTaHIIMIO U ee 000CHOBAHME;
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K) aHAJIMTUYECKUE METOUKU, UCTIOIb3YEeMbI€ MPU OCYIIECTBICHUU KOHTPOJI KauecTBa
(hapmaleBTHUECKOM CyOCTaHIUY;

1) JOKYMEHTaJIbHOE TIOATBEPKACHUE (BATHIAIINS ) AaHATUTUIECKUX METO/IUK,
HCIIOJIB3YEMBIX ITPU OCYIICCTBIICHHNU KOHTPOJIA KAa4€CTBa q)apMaHeBTH‘ICCKOfI
cyOCTaHINH;

M) pe3yJIbTaThl aHAN3a cepuid (hapMaIeBTUICCKON CyOCTaHIINN;

H) IIepeYeHb CTaHAAPTHBIX 0OPA3I0B UJIH BEILIECTB, UCIOIb3YEMbIX ITPH OCYIIECTBICHUN
KOHTpOJISI Ka4eCTBa;

0) OTHMCAHNE XapaKTEPUCTUK U CBOMCTB YIAaKOBOYHBIX MAaTEPUAJIOB U YKYITOPOUHBIX
CPEICTB;

I1) IaHHbIE O CTA0OMJIBHOCTH (papMalleBTUYECKON CyOCTaHIINH;
P) CpPOK TOAHOCTH;
1.1) B oTHOLIEHUM (papMalleBTUUECKUX CyOCTaHIIMM, BXOISAIINX B COCTAB

J'IeKapCTBeHHOFO npenapaTa " BKJIFOUCHHBEBIX B FOCVI[aDCTBeHHBIﬁ PECCTP JCKAPCTBCHHBIX
CPEACTB B COOTBETCTBUU CO CTaThell 34 HacTosmiero deaepaibHOro 3aKOHA, - KOTUA

JOKYMEHTA, COJICPIKAIIErO CICIYIOIIYI0 HHPOPMAITHIO:

a) HauMeHoOBaHue (papMalleBTHUECKOM CyOCTaHIINH, €€ CTPYKTYypa, 00IIre CBONCTBA,
0) HAMMEHOBAHUE U a/IPEC TPOU3BOAUTEIIS,

B) pe3yJIbTaThl aHAIHM3a ceprid (hapMaIeBTHUECKON CYOCTaHIINH;

T') CPOK TOJTHOCTH;

(ITynkT 1.1 gomoaHUTENBHO BKIIOYEH ¢ 28 nexadps 2019 roga denepaabHBIM 3aKOHOM
ot 27 nekabps 2019 roga Ne 462-P3)

2) TOKYMEHT, COJep KallHii CIeIyIoNIe CBEICHUS O JICKAPCTBEHHOM Ipernapare Ams
MEJIMIIMHCKOTO IPUMEHEHUS:

a) OIIKMCAHHEC U COCTaB JICKAPCTBCHHOI'O IIpCIiapara AJisd MCAUITUHCKOI'O ITPUMCHCHU S ;

0) onucanue (papMalneBTHYECKOM pa3paboTku (000CHOBaHUE BIOOPA COCTaBa,
MIePBUYHON YIAaKOBKH M UHOTO);

B) TEXHOJIOTHA MPOU3BOACTBA C OIIMCAHUCM cTagui MMPONU3BOACTBA U METOJOB KOHTPOJIA
Ha BCEX CTAAUAX IMPOU3BOACTBA;
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I') OIIMCAaHUE KOHTPOJISI KPUTUYECKUX CTaJNi ITpoLiecca MPOU3BOACTBA U IPOMEKYTOUHOM
IPOYKLHH;

1) HAUMEHOBAHUE U aJJPeC MECTa OCYIIECTBICHUS IPOU3BOICTBA JIEKAPCTBEHHOIO
npernapara Juisi MEIMLMHCKOTO IIPUMEHEHUS (B clydae HaJU4Usl HECKOJIbKUX YYaCTHUKOB
Ipolecca IpoU3BOJICTBA HEOOXOAUMO yKa3aTh KaKA0Tr0 U3 HUX);

e) (hapmareBTHYECKasi COBMECTHMOCTB;

) MUKpOOHOJIOrMYECKHUE XapaKTEPUCTUKH;

3) MaTepHabHbINA OalaHC A7 IPOU3BOACTBA CEPUH FOTOBOTO MPOJIYKTa;

1) ONMCAaHUE XapaKTEPUCTHK U CBOMCTB YIIAKOBOUYHBIX MaT€pUAJIOB U YKYIOPOUHBIX
CPEICTB;

K) JOKYMEHTaJIbHOE TIOATBEPKICHHE (BaluAalus) MPOIECCOB MMPOU3BOICTBA U (MIIH) UX
OLIEHKA;

J1) TpeOOBaHUs K KAUYECTBY BCIIOMOTATEIbHBIX BEIIECTB (CepTU(UKAT, crienndrKanms Ha
BCIIOMOTATENbHBIE BEIIECTBA U UX 000CHOBAHUE);

M) AHAIIUTUYCCKHUE MCTOJUKHU, NCITOJIB3YEMBIC ITPHU OCYIICCTBICHNN KOHTPOJIA KaUuCCTBA
BCIIOMOT'aTCJIBHBIX BCIIICCTB,

H) JOKYMEHTAJIbHOE TTOATBEPKICHNE (BaTUAAINs) aHATUTUYECKUX METO JTUK,
HCIIOJIb3YEMBIX TIPU OCYIIECTBICHUH KOHTPOJIS Ka4eCTBAa BCIIOMOTaTEIbHBIX BEIICCTR;

O) I/IH(l)OpMaI_II/IH 00 HCHOJIb30BAHUH BCIIOMOTaTEIbHEIX BCIICCTB YCJIOBCUCCKOI'O 1
KUBOTHOTI'O IMMPOUCXOKIACHUSA,

l'[) I/IH(bOpMaI_II/IH 00 MCHOJIb30BAaHUH HOBBIX BCIIOMOTaTEIbLHBIX BCIIIECTB,

P) TpeOOBaHUS K Ka4eCTBY JICKAPCTBEHHOTO Iperapara Jiisi MeJUIIMHCKOTO TPUMEHEHHS
(ceptudukar, cnienudukanys Ha JEKapCTBEHHBIN Ipernapar U uX 000CHOBaHUE),

C) AHAIIUTUYCCKUC MCTOAUKH, UCIIOJIb3YEMBIC ITPHU OCYHICCTBJICHUN KOHTPOJIS Ka4CCTBA
JICKAPCTBCHHOI'O IIpCIiapara AJid MCIUIMHCKOTO IIPUMCHCHU S

T) JOKYMEHTAJIbHOE MMOATBEPKACHUE (BAIUIAINS ) AaHATUTUYECKUX METO/IUK,
HCIIOJIb3YEMBIX MIPHU OCYILECTBICHUH KOHTPOJISl KaUeCTBA JIEKAPCTBEHHOIO Mpemnapara Jjis
MEJIMUIHUHCKOTO NPUMEHEHUS;

Y) PE3YyIbTaThl aHAJIN30B CepI/Iﬁ JICKAPCTBCHHOTO IIpCriapaTta AJid MECAUIUHCKOTO
IIPUMCHCHUS



¢) xapakTepuCTHKa IIpUMeceii;

X) IIepeyeHb CTaHIAPTHHIX 00pPa3LI0B, UCIIOJIb3YEMbIX IIPU OCYIIIECTBIEHUN KOHTPOJIS
Ka4ecTBa JICKAPCTBEHHOTO IIpenapara JUisi MEAUIMHCKOTO IPUMEHEHNS;

1) JaHHBIE O CTAOMJIBHOCTH JICKAPCTBEHHOTO TIpenapara Jyisi MEAUITUHCKOTO
MIPUMEHEHHUSL.

(Yactp B penakuuu, BBeICHHOMU B nielicTBHe ¢ 1 ssuBapst 2016 roga denepaibHbIM
3akoHOM OT 22 jiekabps 2014 roga Ne 429-D3. - CM. OPEabLIYIIYIO PEAAKIIUIO)

6. Paznen gpapmakoIoru4ecKoi, TOKCUKOJIOTHYECKON IOKYMEHTAIIMU BKIIIOYAET B CEOs
OTYETHI O Pe3yJIbTaTaxX JOKIMHUYECKUX UCCIIEIOBAHUN JIEKAPCTBEHHOTO CPEACTBA IS
MCIUIHUHCKOI'0 NpUMCHCHH, B TOM YUCJIC!

1) oTyeT 0 (hapMakoIMHAMHYECKUX UCCIEAOBAHUSX;
2) otyeT 0 (papMaKOKHHETUIECKUX MCCIICIOBAHUSIX;

3) OTYET O TOKCUKOJOTUYECKUX MUCCIICIOBAHMSIX.

(Yactp momomHUTENHHO BKIIOYEHA ¢ 26 OKkTs10pst 2010 rona denepaibHbIM 3aKOHOM OT
11 okts0ps 2010 romga Ne 271-D3; B penakiuu, BBeJAeHHOU B AeiicTBue ¢ 1 ssaBaps 2016
roaa DenepanbHBIM 3aK0OHOM OT 22 fexadps 2014 roga Ne 429-D3. - CM. OpeabLIyIIyIO

PEIIAKITNIO)

[Tonosxenus yactu 6 HacTosmeH cTaThu (B penakiuu DenepanbHOro 3akoHa ot 11
okTsa0ps 2010 roga Ne 271-D3) npuMeHSIOTCS K IPAaBOOTHOIIICHUSM, BOHUKIITNM TTOCTIE
JTHS BCTYIUIEHUS B cuity Juisi Poccuiickoit denepany nmpoTokoia O MpUCOCIUHEHUN
Poccutickoit ®eneparuu k BceMupHOi TOproBoi OpraHu3aiu - CM. CTaThbio 2
DenepanpHoro 3akona ot 11 okra0ps 2010 roga Ne 271-P3.

7. Pa3I[CJ'I KHHHH‘ICCKOI;'I ,I[OKYMGHTaHI/II/I BKJIHOYACT B ce6;1 OTYCTHI O pe3y.]'IbTaTaX
KIIMHUYCCKHUX I/ICCJ'ICI[OBaHI/II‘/'I J'ICKapCTBeHHOI‘O npenapaTa JJ11 MECOUITUHCKOT' O
HpI/IMeHCHI/I}I, B TOM YHUCJIC:

1) OTYCTHI 06 HCCICO0OBAHUAX 6I/IO,I[OCTy1'IHOCTI/I nu 6H03KBI/IBaJIeHTHOCTI/I, HCCIICOOBAHUAX,
y0T AHABJINBAOIIUX KOppCJ’IHHI/IIO pe3YJ'IBTaTOB, HOJ'Iy‘ICHHLIX B yCJ'IOBI/I}IX il’l VitI'O n il’l
Vivo;

2) OTYCTHEI O (bapMaKOKI/IHCTI/I‘leCKI/IX HCCIICAOBAHUAX,

3) OTYCTEI O (bapMaKOI[I/IHaMI/I‘ICCKI/IX UCCIICA0BAHUSX,

4) OTYCTHI O KIMHHUYCCKUX HUCCICA0OBAHUAX 3(1)(1)6KTI/IBHOCTI/I n 6630H3CHOCTI/I;



5) OTUEeT O NOCTPETUCTPALIUOHHOM OIIBITE IPUMEHEHUS (TIPH HAITMUUH).
(HacTb nonoaHUTENbHO BKItoUeHa ¢ 1 ssHBaps 2016 rona denepanbHbIM 3aKOHOM OT 22
nekadps 2014 roya Ne 429-03)

8. TpeboBanus k 00beMy HH(MOPMAINH, TIPEAOCTABIAEMON B COCTaBE PETUCTPALIMOHHOTO
J0Che, /Ui OTJENbHBIX BUJIOB JIEKAPCTBEHHBIX MPENapaToB A MEAULIMHCKOTO
MIPUMEHEHHSI YCTAHABIIUBAIOTCS YIIOJTHOMOYEHHBIM (pe/iepabHbIM OpraHoM
HCIIOJIHUTEJIBHON BIIACTH.

(HacTb nonoaHUTENbHO BKItoUeHa ¢ 1 ssHBaps 2016 rona PenepanbHbIM 3aKOHOM OT 22
nekadps 2014 roya Ne 429-03)

9. B oTHOIIEHUY JIEKaPCTBEHHBIX MTPENAPaTOB, PA3PEIICHHBIX I MEIUIIMHCKOTO
npumeHeHust B Poccuiickoit @eneparuu 0oJiee ABaALATH JIET U B OTHOILIEHUU KOTOPBIX
HEBO3MOKHO TIPOBE/ICHUE MCCIICIOBAaHUN UX OMOAKBUBATICHTHOCTH (32 UCKIIIOUEHHEM
OMOJIOTMUECKHX JICKAPCTBEHHBIX MPENapaToB), IOMYCKAeTCsl BKIIFOUEHHE B COCTaB
paznena ¢papMaKkoJIOTUUECKOU, TOKCUKOJIOTUYECKON JOKYMEHTAIMH U pa3zesia
KJIIMHAYECKOUW IOKYMEHTAI[UU BMECTO OTUeTa pa3paboTyuka 0 pe3yabTaTax COOCTBEHHBIX
JTOKJIMHUYECKUX MCCIICTIOBAHUM JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKUX UCCIICI0OBAHUMA
JIEKapCTBEHHBIX MPEMapaToB Il MEIUITMHCKOTO MMPUMEHEHUS 0030pa Hay4IHBIX padoT O
pe3ynbTaTax JOKIWHUYECKUX MUCCIIEIOBAHMM JIEKAPCTBEHHBIX CPEJICTB U KITMHHYECKHUX
WCCeI0BaHUHM JAHHBIX JICKAPCTBEHHBIX MTPENApaToB, B TOM YHCIIC BKIFOYAs OTBIT UX
MMOCTPETUCTPAITMOHHOTO TIPUMEHEHHUS.

(Yactp momosHuTENHHO BKIIOUeHa ¢ 1 saBaps 2016 rona DenepanbHBIM 3aKOHOM OT 22
nekabps 2014 rona Ne 429-D3; B penakiuu, BBeIeHHOM B AeiicTBue ¢ 1 mapta 2020 roma
denepanbHbIM 3ak0HOM OT 27 aexadps 2019 roma Ne 475-D3. - CM. npeabLayyo

PEIIAKITNIO)

10. ITpu rocynapCTBEHHOM peruCTpaii BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX
MpenapaToB JUIsl MEAUIUHCKOTO MPUMEHEHHS JIOIyCKaeTCsl BKIIIOUEHUE B COCTaB pas3zena
(hapMaKoJIOrHYECKOM, TOKCUKOJIOTUYECKOM TOKYMEHTAIlUU U pa3jiesia KIMHUYeCKON
JOKYMEHTAI[MH BMECTO OTYeTa pa3paboTuuKa O pe3yibTaTax COOCTBEHHBIX
JOKIIMHUYECKUX HUCCIIeI0BAaHUH JIEKAPCTBEHHBIX CPEACTB 0030pa HAyYHBIX paboT O
pe3ynbTaTax JOKIMHUYECKUX UCCIIeI0OBaHUN peepeHTHOTO0 JIEKApCTBEHHOTO Mpernapara
U IPEeJICTaBICHUE BMECTO KIIMHUYECKUX UCCIIEJOBAaHUI B MOJIHOM 00BbEME,
YCTaHOBJICHHOM Pa3/ieJioM KIIMHUYECKOW TOKYMEHTAIMH, OTYeTa O pe3yabTaTax
UCcle0BaHU OMOIKBUBAJICHTHOCTH BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO IIpenapara
JUI MEeUITMHCKOTO puMeHeHus. He TpeOyeTcst mpeacTaBieHne 0T4eTa 0 pe3yibTarax
UccieoBaHU OMOIKBUBAJICHTHOCTH BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO IIpenapara
JUTS. METUITTHCKOTO MPUMEHEHHS, €CIIM PErUCTPUPYIOTCSI BOCTIPOU3BEICHHbBIE
JIEKapCTBEHHBIE Tperaparhl s MEAULUHCKOTO IPUMEHEHUsI, KOTOPbIE:

1) npeaAHa3HA4YCHbI AJId MMapCHTCPAJIBbHOTO (HO)IKO)KHOFO, BHYTPUMBIIIICYHOIO,
BHYTPUBCHHOT'O, BHYTPUI'JIA3HOT'O, BHYTPHUIIOJIOCTHOT'O, BHYTPHUCYCTABHOTO,

BHYTPUKOPOHAPHOT0) BBEJICHUS U MPEACTABIIAIOT COOON BOHBIE PACTBOPSI;

2) mpeacTaBIsA0T co000i pacTBOPHI U1 NEPOPATBHOTO TPUMEHEHMS;



3) mpousBeneHbl B POpME MOPOIIKOB HITH JIMO(DUIIN3ATOB JUIS TPUTOTOBICHUS
pacTBOpOB;

4) ABIAIOTCS ra3aMu;

5) SBASFOTCS YITHBIMU WJIH TJIA3HBIMU JICKAPCTBEHHBIMH TIPETIapaTaMu, IPOU3BEACHHBIMU
B (hopMe BOJHBIX PaCTBOPOB;

6) mpeHa3HAYEHbI AJI1 MECTHOTO IPUMEHEHHUS U IIPUTOTOBJIEHBI B (JOPME BOIHBIX
pacTBOpPOB;

7) mpencTaBiIsOT cOO0M BOJAHBIE PaCTBOPHI JUIsl UCIIOJIb30BaHMs B (pOpMeE UHTANIALUN C
MOMOIIBIO HeOYyali3epa WK B KaUeCTBE Ha3aJIbHBIX CIIPEEB, IPUMEHSAEMBIX C IIOMOILBIO
CXOJIHBIX YCTPOMCTB.

(HacTp nonoaHUTENbHO BKItoUeHa ¢ 1 sHBaps 2016 rona denepanbHbIM 3aKOHOM OT 22
nekadps 2014 royga Ne 429-03)

11. [Ins ciiydaeB, yka3aHHBIX B TyHKTax 1-3, 5-7 yactu 10 HACTOSIIEH CTaThH,
BOCIIPOW3BEICHHBIN JICKaPCTBEHHBIN IIpemnapar Uil MEIUIIMHCKOTO TPUMEHEHUS JOIHKEH
COJIEpXKaTh TAKHE YK€ BCIIOMOTATEIbHBIE BEIIECTBA B TAKHUX K€ KOJMYECTBAaX, KaK U
pedepeHTHBIH JIeKapCTBEHHBIN Mpenapat. Eciy cocTaBel BCHOMOTaTEIbHBIX BEIECTB
pa3IUyaloTCs, 3aBUTEIb JOJKEH MPEICTABUTh JI0KAa3aTeIbCTBA TOTO, YTO UCIOJIb3yeMbIe
B JIaHHBIX KOHIICHTPAIMIX BCTIOMOTATEJIbHBIC BEIIECTBA HE BIUSAIOT Ha 0€30MMacCHOCTh U
(mm) 3¢ (EeKTUBHOCTD JICKAPCTBEHHOTO Mpemnapara Jiylsi MeJUIIMHCKOTO MpuMeHeHus. B
ciTydae, €CJId 3asBUTEITb HE MOXKET MPEJCTAaBUTh TAKUE JTI0KA3aTENbCTBA U (MJIN) HE UMEET
JIOCTYIa K COOTBETCTBYIOIIUM JaHHBIM, OH JJOJDKEH ITPOBECTH COOTBETCTBYIOIINE
WCCIe0BaHUS )T TOKA3aTeIbCTBA OTCYTCTBUS BIUSHHS Pa3HBIX BCIIOMOTATEIIbHBIX
BEIIIECTB WJIM BCTIOMOTATEIIbHBIX YCTPOUCTB Ha O6e30macHOCTh U (M) 3P PEeKTUBHOCTD
JIEKApCTBEHHOTO TIperapara sk MEIUIIMHCKOTO IPUMEHEHHUS B COOTBETCTBUHU C aKTaMH,
COCTABJISIOIIUMH MTPaBoO EBpa3nuiickoro 3KOHOMUYECKOTO COI03a.

(Yactp mononHuTenbHO BKItOYeHa ¢ 1 ssHBaps 2016 rona DenepaibHBIM 3aKOHOM OT 22
nekadbps 2014 rona Ne 429-D3; B penakiyu, BBEICHHOH B AeiicTBUe DeepaabHbIM
3ak0HOM 0T 22 nekabps 2020 roga Ne 444-PD3. - CM. npeAblAYILYIO DEAAKIIUIO)

12. Ilpu rocynapcTBEHHOM perucTpanii KOMOWHAINI paHee 3aperuCTPUPOBAHHBIX
JIEKAPCTBEHHBIX MPENAapaToB sl MEAULIMHCKOTO NPUMEHEHUS JOIMYCKAETCs BKIIFOUEHUE
B COCTaB pazjiena (papMakoJIOTHUECKOM, TOKCUKOJIOTHYECKOM TOKyMEHTAlUU U pa3zena
KIIMHUYECKOM TOKYMEHTAIIMH BMECTO OTYETa pa3paboTUrKa O pe3ylibTaTaX COOCTBEHHBIX
JOKJIIMHUYECKUX HUCCIIEeIOBAaHUN JIEKAPCTBEHHBIX CPEJICTB 0030pa HAYYHBIX paboT O
pe3ynbpTaTax JOKIMHUYECKUX UCCIIeI0OBaHUN peepeHTHBIX JeKapCTBEHHBIX MTPenapaTos,
BXOJIAIIUX B COCTaB KOMOWHAIMU JIEKAPCTBEHHBIX MPENapaToB, U 00 OTCYTCTBUH HX
B3aMMO/ICHCTBUS B OJTHOM JIEKapCTBEHHOH opme.

(YacTp monomHuTeNnsHO BKIIOUeHa ¢ 1 ssuBaps 2016 rona denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)




13. Ha skcriepTu3y pa3anyuHbIX JIEKApCTBEHHBIX (HOPM OJTHOTO U TOTO KE
JIEKapCTBEHHOTI'O IpenapaTa Jilsl MEIULIUHCKOTO PUMEHEHUS 3asIBUTENb [IPEICTABIISAET
OTJENIbHBIC 3asBJICHUS M PETUCTPALIMOHHBIE TOChE HA KAXIYIO JIEKapCTBEHHYIO (hopMYy.
[Ipu ycioBuM 0THOBPEMEHHOM MOAAYU HA 3KCIIEPTU3Y OJAHOMN JIEKapCTBEHHOU (OpMBI C
Pa3IMYHBIMU JIO3UPOBKOM, KOHIIEHTPAIHEH, 00bEMOM 3asBUTEIb TPEACTABISIET OTHO
3asIBJICHHUE U PETUCTPALMOHHOE JIOCHE C IMIPUIIOKEHUEM MAKETOB YIIAKOBOK Ha KaXK[yIO
JO3UPOBKY, KaXKJIyI0 KOHIICHTPALMIO, KaX bl 00bEM U KaX0€ KOJIUYECTBO 03 B
YIaKOBKE.

(HacTb nonoaHUTENbHO BKItoUeHa ¢ 1 ssHBaps 2016 rona PenepanbHbIM 3aKOHOM OT 22
nekadps 2014 roya Ne 429-03)

14. ITpu rocynapcTBEHHON perucTpanuu opaHHOTO JIEKapCTBEHHOTO MpenapaTa
3asiBUTEIIb IPEJICTABIISIET HH(POPMaLINIO, HEOOX0UMYIO Ui (GOPMHUPOBAHUS pa3ziena
KIIMHUYECKOW TOKYMEHTAIlUH, B 00beMe, YCTAaHOBJIEHHOM YIIOJTHOMOYEHHBIM
(benepanbHBIM OPraHOM UCHOJHUTEIBHOM BIIACTH.

(HacTp nonoaHUTENbHO BKIOUeHa ¢ 1 ssHBaps 2016 ronga denepanbHbIM 3aKOHOM OT 22
nekadps 2014 roya Ne 429-03)

15. Ilpu peructparuu OGHOJOTUYECKOTO JIEKAPCTBEHHOTO TIpernapara, mojaydYeHHOTO U3
KpPOBH, IIJIa3MbI KPOBH YCJIOBEKA, B COCTABC PErUCTPAlMOHHOT'O 1OCHE HA J'IeKapCTBeHHBII\/II
npemnapart 11 MEIUIUHCKOT0 IPUMEHCHUA JOJKHBI OLITH MMpEaACTaBJICHEBI
JOTIOJTHUTENBHO:

1) B paznene JOKyMEHTAUU aIMUHUCTPATHBHOTO XapaKkTepa TOKyMEHT, COIepIKaIInit
nH(pOopMaIno 0 cyObeKTaxX 00paIeHust TOHOPCKOW KPOBH U (MJIH) €€ KOMIIOHEHTOB, O
TOM, T/i¢ OblJIa OCYITIIECTBJICHA AOHANMS (KPOBH M (MJIH) TJIa3Mbl KPOBH), a TAKXKE JTAaHHBIC
00 MHQEKITMOHHBIX 3a00JIEBaHUAX, TIEPEIAIONINXCS TTAPEHTEPATILHBIM ITyTEM,
nHpopManus o cyobekTax oOparieHus JOHOPCKON KPOBH U (MJIN) €€ KOMIIOHEHTOB, B
OTHOIIIEHUH KOTOPBIX OCYIIECTBISETCS KOHTPOJIb IOHOPCKOM KPOBU | (HITH) e
KOMIIOHEHTOB;

2) B pazjeiie XUMHUYECKO, (papmarieBTUUeCKON 1 OMOJIOTUYECKON TOKYMEHTAIIH:

a) KPUTEPHUH U CIIOCOOBI 0TOOPA, TPAHCIIOPTUPOBAHUS U XPaHEHHSI TOHOPCKOW KPOBH U
(MH) ee KOMIIOHEHTOB;

0) pe3yapTaThl UCCIEIOBAHUI OTOOPAHHBIX JOHOPCKON KPOBH U (WJIN) TJIa3Mbl KPOBU U
MyJI0B HA Halu4Ke BO30yauTeneit nHbekui, BKIrovas nadopmarmo oo
MCIIOJIb30BAHHBIX METOIUKAX UCCIICIOBAHMI U B CITydae MUCCIICIOBAHMS MTYJIOB TIa3Mbl
KPOBH PE3yJIbTaThl JOKYMEHTAILHOTO MOITBEPKACHU S (BAIUAAIINHI ) UCTIOJIb30BAHHBIX
METO/IHK;

B) TEXHMUYECKHE XapaKTEPUCTUKU YIIAaKOBKH Ul 0TOOPA JOHOPCKOM KPOBU U (MIIN)
IUIa3Mbl KPOBH, BKJItOYast HH(OpMaIMIO 00 UCTIOIb30BaHHBIX PACTBOPAX
AHTHUKOATyJISTHTOB.



(HacTb nonoaHUTENbHO BKItoUeHa ¢ 1 sHBaps 2016 rona denepanbHbIM 3aKOHOM OT 22
nekadps 2014 roza Ne 429-03)

16. Knuauueckue uccieoBaHus JIEKapCTBEHHOTO IIpernapara Juisi MEIULUHCKOTO
IIPUMEHEHHUSI B LIEJISIX €r0 TOCYAAPCTBEHHOM perucTpanuy nposoaarcs B Poccuiickon
denepanuu B MOPSIKE, YCTAHOBICHHOM cTaThsiMu 38-44 Hactosmiero denepaibHoro
3akoHa. OTYET O MPOBENEHHBIX UCCIEAOBAHNUAX BKIOYAETCS B COCTAB pa3jielia
KJIINHUYECKOW TOKYMEHTAL[UU PETUCTPALIMOHHOTO TOChE Ha JICKaPCTBEHHBIHN Mperapar
JUISL MEAMLIMHCKOTO ITPUMEHEHNs. IS JIEKapCTBEHHBIX IPENAapaToB sl MEAUIIMHCKOTO
IIPUMEHEHHS], B OTHOIIEHUH KOTOPBIX B PE3YJIBTATE KCIEPTU3bI JOKYMEHTOB,
MIPEACTABICHHBIX JJIs ONPEACIICHHASI BO3MOKHOCTH PaCCMaTPUBATh JIEKAPCTBEHHBIN
npenapart s MEAULMHCKOTO IPUMEHEHHUs B Ka4eCTBE OP(PAHHOTO JIEKApCTBEHHOTO
rpenapara, Takasi BO3MOKHOCTb [IPU3HAHA U B OTHOLIEHUHN KOTOPBIX ITPOBEACHBI
KJIINHWYECKHE MCCIIEI0BAHMSI, BBIIIOJHEHHBIE 3a npeaenaMu Poccuiickont denepannu B
COOTBETCTBUU C NPAaBUJIAMU HaJJIexallel 1abopaTOpHON MPAKTUKU U MPaBUIIaMU
HaJUIeKAIECH KIIMHUYECKOW MTPAKTUKH, JOIYCKAETCsl BKIOYEHUE B COCTAB pa3ena
KJIIMHUYECKOW TOKYMEHTAI[UU BMECTO OTUETA O pe3yibTaTaX KIMHUYECKUX MCCIIEIOBAHUI
JIEKApCTBEHHOTO Mperapara Juisi MEIUIUHCKOTO IPUMEHEHUS, IPOBEICHHBIX B
Poccutickoit ®enepaiuu, oT4eTa 0 pe3yiabTarax KIMHUYECKUX UCCIEA0BaHUIM,
BBINOJIHEHHBIX 3a Tipeaenamu Poccuiickoin denepannm.

(Yactp momonmuuTenbHO BKItoYeHa ¢ 1 ssaBapst 2016 rona denepadbHBIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

17. B cnydae HenpeAcTaBICHHUS C 3asBJICHUEM O FOCYIapCTBEHHOW PEruCTpaliu
JIEKApCTBEHHOTO TIperapara Jyisi MEIUIIMHCKOTO MTPUMEHEHHUS IOKYMEHTOB,
MTOTBEPIKIAIOIINX YIIATy TOCY/IapCTBEHHOM MONLIMHBI M YKa3aHHBIX B IyHKTE 10 gacTu
2 HACTOSIIIEH CTaThH, a TAK)KE BBIJIABAEMBIX (ITPEAOCTABISIEMBIX) YIIOJTHOMOYECHHBIMHU
(dheneparTbHBIMU OpPTaHAMH MCTIOJTHUTEIFHOM BJIACTH IOKYMEHTOB (CBEIICHUI),
YKa3aHHBIX B IYHKTax 3 ¥ 4 yacTu 4 HACTOSIIEH CTAThU, YITOJTHOMOYEHHbIN
(dbenepanbHBIN OpraH UCIOJHUTEIIBHON BJIACTH 3allpalllMBaeT yKa3aHHbBIE JOKYMEHTHI
(cBeneHus) B MOPSAKE MEKBEIOMCTBEHHOTO HH()OPMAITMOHHOTO B3aUMO/ICHCTBHSI.
(Yactp monosHuTenbHO BKItoYeHa ¢ 1 ssHBaps 2016 roga denepaibHBIM 3aKOHOM OT 22
nekabps 2014 rona Ne 429-D3; B penakiuu, BBeIeHHOH B AciicTBue ¢ 1 saBaps 2021
roaa DenepanbHbIM 3aK0HOM OT 27 aekadps 2019 roma Ne 478-D3. - CM. OpeabLIyIIyIO

PEIAKIIUIO)

18. He momyckaeTcst HCTIOIb30BaHUE B KOMMEPUECKHX IIeNIIX HHPOPMAIUU O
pe3ynbTaTax JOKIMHUYECKUX UCCIIEIOBAHUN JIEKAPCTBEHHBIX CPEICTB U KIIMHUYECKUX
HCCeA0BaHUH JICKAPCTBEHHBIX MIPENapaToB I MEAUITMHCKOTO IIPUMCHCHHS,
MIPE/ICTAaBJICHHON 3asBUTEIIEM JIJISl TOCYJapCTBEHHOM perucTpaiuy JIeKapcTBEHHOTO
npemapara, 0e3 ero coriacus B TeUeHHE MIECTH JIeT C AaThl TOCYAapCTBEHHOM
peructpanuu peepeHTHOTO JIeKapCcTBEHHOTO MpenapaTa B Poccuiickoit denepanuu.
(YacTp monomHuTENnsHO BKIIOUeHa ¢ 1 ssuBaps 2016 roga denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)




19. Jlepxatens uiau BiaieNiel] perucTpaluoOHHOTO yIOCTOBEPEHHS JIEKAPCTBEHHOTO
npernapara Ha OMOTEeXHOJOTMUECKUI Wi opdaHHbIi JIeKapcTBEHHBIH Mpenapar 00s3aH
MPEJOCTABIATh HAa BO3ME3THON OCHOBE 00pasiibl pe)epeHTHOTO JIEKApCTBEHHOTO
mpernapara 3asBUTEISM [T TPOBEACHUS KIIMHUYECKUX uccienoBaHuii. CTOMMOCTh
oOpa3sia peepeHTHOTO JEKapCTBEHHOTO Tperapara, BKIFOYSHHOTO B IIEPeUeHb
KU3HEHHO HEOOXOAMMBIX M BaKHEHIIHX JIEKAPCTBEHHBIX MPENapaToB, HE I0JKHA
MPEBHIIIATH 3APErUCTPUPOBAHHYIO NIPEACTHHYIO OTITYCKHYIO IIEHY Ha pe)epeHTHBII
JIEKapCTBEHHBIH Mperapar Wid IIeHy Ha JIEKapCTBEHHBIN Mpernapar B CTpaHe
MIPOU3BOIUTEIIS.

(HacTp nonoaHUTENbHO BKItoUeHa ¢ 1 sHBaps 2016 roga PenepanbHbIM 3aKOHOM OT 22
nekadps 2014 roya Ne 429-03)

20. 3asiBIIeHHE O TOCYTAPCTBEHHON PETUCTPAIIMU BOCITPOU3BEICHHOTO JICKAPCTBEHHOTO
npernapara Juisi MEIMLUHCKOTO TPUMEHEHHUSI MOKET OBbITh MOJAAHO B YIIOJHOMOYEHHBIN
(enepanbHbIN OpraH UCIOJHUTENBHOMN BIACTH, OCYIIECTBIISIFOIINNA FOCY1apCTBEHHYIO
perucTpalmio JIEKapCTBEHHBIX MPENapaToB, 10 UCTEUYCHUH YEThIPEX JIET C JaThl
rocy/lapCTBEHHOU perucTpaunu peepeHTHOro JeKapCTBEHHOTo Ipenapara B
Poccuiickoit @enepanuu.

(HacTb monomHuTENnsHO BKiItoUeHa ¢ 1 suBaps 2016 rona denepanbHbIM 3aKOHOM OT 22
nekadps 2014 roya Ne 429-03)

21. 3asBIIeHHE O TOCYTAPCTBEHHON PErUCTpaIiii OM0aHAIOTOBOTO (OMOTI0T00HOTO)
JIEKapCTBEHHOTO Tpernapara (OnoaHaaora) MOKeT OBITh IMOJJaHO B YITOJTHOMOYEHHBIH
(dhenepanbHbBIN OpraH UCMOJHUTEIIBHON BIACTH, OCYIIECTBIISIONINI TOCYIapCTBEHHYIO
pEerucTpalmio JIEKApCTBEHHBIX MPENapaToB, 10 UCTEUYECHUH TPEX JIET C JaThl
roCcy/lapCTBEHHOU PerucTpanuu peepeHTHOro JEeKapCTBEHHOTO IIpenapara B
Poccuiickoit @eneparuu.

(Yactp momosmHuTenbHO BKItOUeHa ¢ 1 ssHBaps 2016 roga denepanbHBIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

22. Jlepkatenb W BiaAelIel] PETUCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npenapara npecTaBiseT B YIIOJHOMOYCHHBIN (heepaibHbIid OpraH UCIOJHUTEIbHOM
BJIACTH, OCYIIECTBIISIOMNNA (PYHKIIMH IO KOHTPOJIIO M HAJI30pY B cepe
3IpaBOOXPaHEHUs, OTYET I10 pe3yabTaTaM (papMakoHaa30pa OJUH pa3 B IMIECTh MECSIIEB B
TEYEHHE JIBYX JIET MOCIIe TOCYJapCTBEHHON PErHCTPaIH JIEKAPCTBEHHOTO Mpenapara B
Poccuiickoit @eneparuu, eKeroJHO B TeUEHUE MOCIESAYIOMINX TPeX JIeT U B JaibHeHIeM
OJIMH pa3 B MATh JICT.

(Yactp monosHuTENBHO BKIOYeHA ¢ 1 ssHBapst 2016 rona DenepaibHBIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

Cratps 19. HpI/IHHTI/Ie peUieHuAd O BbIAA4YC SKCIICPTHOMY YUPCIKACHUIO 3aJaHNUA HA
IMPOBEACHHUC SKCIICPTUI3LI JICKAPCTBCHHOI'O CPECACTBA

1. B TeueHnue JACCATHU pa60‘lI/IX JHEH Co JHS MPUHATHUA 3asBJICHUA O FOCYHapCTBeHHOﬁ
PErucTpairu JICKAPCTBCHHOI'O IIpCIIapara COOTBeTCTBYIOH_[I/Iﬁ YHOJ'IHOMO‘-ICHHBII\/'I
(be,[[epaJ'ILHHﬁ opran HCIIOJIHUTEIBLHOM BIIACTH IMPOBOAUT IPOBEPKY IMOJIHOTEI,



JOCTOBEPHOCTH U MPABMIIBHOCTH O(DOPMIICHHUS IPEACTABICHHBIX TOKYMEHTOB
PEruCTPalMOHHOIO JOChE Ha JIEKAPCTBEHHBIN IIpenapar v MIPUHUMAECT PEIICHUE O BblAade
3aJlaHus Ha IPOBE/ICHUE!

1) skciepTU3bl TOKYMEHTOB, IIPEICTABIICHHBIX JIJISl OTPECICHHIS] BOZMOXKHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIN MIpenapar Jisi MEAUIIMHCKOTO MPUMEHEHHS TPU
OCYIIECTBICHHH TOCYJAPCTBEHHOMN PETUCTPAIMH B Ka4eCTBE OP(HaHHOTO JICKAPCTBEHHOTO
npenapara;

2) sKcIepTHU3bl JIEKaPCTBEHHOTO CPEJICTBA B YACTHU SKCIIEPTU3bI KaueCTBa
JIEKAPCTBEHHOT'O CPEJICTBA U HKCIIEPTU3bI OTHOLIECHUS 0KUAAEMOMN MOJIb3bI K
BO3MOKHOMY PHUCKY IIPUMEHEHHSI JIEKapCTBEHHOTO IIpenapara Juisi MEAUIIMHCKOTO
MIPUMEHEHMS;

3) 9KCTepTU3BI TEKAPCTBEHHOTO CPEACTBA B YACTH IKCIIEPTU3BI KAUeCTBA
JIEKApPCTBEHHOTO CPEJICTBA U AKCIIEPTU3BI OTHOIICHHUS 0KHIAEMOMN O3B K
BOSMO)KHOMy pI/ICKy HpI/IMeHeHI/IH .]'IeKapCTBeHHOl"O npenapaTa I MEOUITNMHCKOI'O
IIPUMEHEHHUSI B IOPSAJKE YCKOPEHHOM MPOLEAYPBI SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB B
COOTBETCTBHH CO cTaThel 26 HacTosmero PenepaibHOTO 3aK0HA,

4) sKcrepTHU3bl JIEKAPCTBEHHOTO CPECTBA B OTHOLIEHUH JIEKAPCTBEHHOTO MIperapara Jjis
BETEPUHAPHOTO MPUMEHEHHUSI.

2. YomHOMOYEHHBIN (efiepalbHbIN OpraH UCTIOJHUTEILHOM BIACTH YBEJIOMIISIET B
AIIEKTPOHHOU (hopMe MM Ha OyMa)kHOM HOCHUTEJIE 3asiBUTEIS U AKCIIEPTHOE YUPEKICHUE
O MPHUHATOM PELIEHUH O BblIaye 33laHui Ha MPOBEICHUE IKCIIEPTU3, IPEAYCMOTPEHHbIX
4acThio | HAcTOAIIEH CTaThU, U B cllydyae HEOOXOAUMOCTH O BblJladye pa3pellieHrs Ha BBO3
B Poccuiickyro denepannio KOHKPETHON MapTUH, CEPUU 3aPETUCTPUPOBAHHBIX U (WIIH)
HEe3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB WM 00 OTKa3e B MPOBEACHUU
MPEeyCMOTPEHHBIX SKCIIEPTU3 C YKa3aHUEM MPUYUH TAKOTO OTKa3a.

3. B cinyyae BbIsIBIEHUS! OTCYTCTBUS UM HEJOCTOBEPHOCTH MH(POPMAIHH,
coJiepsKalieiics B MpeCcTaBICHHBIX 3asSBUTEIEM JOKYMEHTaX, YIIOJTHOMOYEHHBIH
(enepanbHbIN OpraH UCIOJHUTEIBHOMN BIACTH HAMPABJISAET 3asBUTENIO 3a1poc 00
YTOYHEHHUH 3TOU MH(OpMaLuu (J1anee - 3anpoc yrnoIHOMOYEHHOTO (eiepalbHOTO
OpraHa HUCIOJIHUTEIBHOMN BIACTH), KOTOPBII MOXKET OBITH MEepe/laH yIIOJIHOMOUYEHHOMY
MIPEJICTAaBUTEINIO 3asBUTENS IUYHO TI0]] PACIUCKY, HAIIPABJICH IO MOYTE 3aKa3HBIM
MMCHEMOM WJIU TIepeiaH B 3JIEKTPOHHOU (popMe Mo TeIeKOMMYHUKAIIMOHHBIM KaHaJIaM
cBs3U. B cinydae HarmpaBiieHHs 3ampoca yIoJIHOMOYEHHOTO (hefepalbHOro opraa
WCIIOJIHUTENBHOM BJIACTHU O MOYTE 3aKa3HBIM MUCHMOM OH CUUTAETCS MOJIY4YEHHBIM 10
WCTEYEHUH LIECTH IHEW C JaThl HANPABIEHUS 3aKa3HOIO MHUChbMa.

4. 3asBUTENH 00S13aH MNpEACTAaBUTH OTBCT HaA 3alIPpOC YIIOJIHOMOYCHHOT'O q)eﬂepaanoro
opraHa HCIIOJIHUTENLHOM BIACTH B CpOK, HC HpeBLIH_IaIOH_[Hﬁ JACBAHOCTA pa60‘{I/IX JHEH co
AHA €Tr0 IOJIYYCHU. CpOK, YKa3aHHBII>'I B YacTH | HacTOSIIEH CTaThH,
MMPHUOCTAHABIIMBACTCS CO JHS HAIIPABJICHUA 3asABUTCIIIO 3alIpOCa YIIOJTHOMOYCHHOT'O




(beneparbHOTO OpraHa HCIIOJHUTEIHHON BIACTH J0 JHS MMOJY4EHUS UM
COOTBETCTBYIOILIETO OTBETA.

5. OcHOBaHMEM JUIsl OTKa3a B OpraHU3aluy 3KCIIEPTU3, IPETYCMOTPEHHBIX YacTbio |
HACTOSIIIEN CTaTbU, SABJISETCS MPECTABICHNE HEOOXOAUMBIX JJIsl IPOBEICHUS
MPEIYCMOTPEHHBIX 3KCIIEPTU3 JOKYMEHTOB B HETIOJTHOM 00bEME HIIM HETIPEICTABIICHHE
3asBUTEJIEM B YCTAHOBJICHHBIN CPOK OTBETA HA 3aIIPOC YIOJHOMOYEHHOIO (heiepaabHOro
OpraHa MCIIOJIHUTEIbHOM BJIACTH, & TAKXKE IIPEICTABICHUE JOKYMEHTOB, HE COAEPKAIIUX
HCYEPIBIBAIOIIETO NePeUHs HE0OOXOJUMBIX CBEAECHUH.

6. [Ipu oTKa3e B OpraHU3aluy 3KCIEPTU3bI, IPEAYCMOTPEHHON IYHKTOM 4 yacTH 1
HACTOSIIEN CTaTbU, JOKYMEHTHI, BXOJSIINE B COCTaB PETUCTPALMOHHOTO JIOChE HA
JIEKapCTBEHHBIN Mpenapar Jjisl BETEPUHAPHOTO MPUMEHEHHS, MOTYT OBITh BO3BPAIICHBI
3asBUTENI0 HA OCHOBAHMHU €0 MMCbMEHHOTO 3aIpoca, HAIIPaBJICHHOTO B
YIOJJTHOMOYEHHBIN (eiepaibHbIi OpraH UCTIOTHUTEILHON BIACTH B TEYCHUE TPUALIATH
pabouux JAHEH CO JHS MPUHATHUS YITOTHOMOYEHHBIM (eiepaTbHBIM OpPraHOM
WCTIOJTHUTEIHHON BJIACTH PEIICHUs 00 OTKA3€ B OPraHU3aIliN TaKOH IKCIIEPTHU3HI.

Yo THOMOYEHHBIH (eiepatbHbIi OpraH UCTIOTHUTEIHHOM BJIACTH BO3BPAIIACT
3asBUTEIIO YKAa3aHHBIC IOKYMEHTHI B TEUCHHE JIECATH Pab0OUMX JHEH CO JTHS MOJTYICHHS
COOTBETCTBYIOIIETO 3aMPOCa 3asIBUTEIS.

(Yactp momomuuTenbHO BKIIOUeHa ¢ 13 aBrycra 2019 roga ®denepanbHbIM 3aKOHOM OT 2
asrycra 2019 roya Ne 297-®3)

(Crates B pemakuuu, BBeaeHHOH B aeiicTBre ¢ 1 urons 2015 roma denepanbHbiM
3aK0HOM OT 22 nekabps 2014 roma Ne 429-D3. - CM. npeAbIAYIIYIO DEAAKIIUIO)

Cratpa 20. DkcniepTusa JOKYMEHTOB, PEJICTABICHHBIX 7151 ONPEIEICHUS BO3MOKHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIN MTpenapar Il MEAUIIMHCKOTO PUMEHEHHUSI PU
OCYIIIECTBJICHUHU TOCYAAPCTBEHHOM PErUCTPAIMK B Ka4eCTBE Op(PaHHOTO JIEKAPCTBEHHOTO
npenapara

1. DkcriepTr3a TOKYMEHTOB, IIPEICTABIICHHBIX JIJIs1 OTIPECIICHUS BO3MOXKHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIN MTpenapar Il MEAUIIMHCKOTO PUMEHEHHUS ITPU
OCYIIIECTBJICHUH TOCYAAPCTBEHHOM PErUCTPAIK B Ka4eCTBE OpPaHHOTO JICKAPCTBEHHOTO
npenapara, COCTaBJIeHHEe KOMHCCHEH SKCIIEPTOB 3aKITFOYCHHUS O BO3MOYKHOCTH HUITH
HEBO3MOKHOCTH paccMaTpUBaTh JICKAPCTBEHHBIH Mpenapat I MeIUIIMHCKOTO
MIPUMEHEHHUS IIPH OCYIIECTBIEHUU TOCYIapCTBEHHON PErUCTPAIlU B KAUeCTBE
op¢aHHOTO JIEKApCTBEHHOTO MpeapaTa U HallpaBJICHUE TaHHOTO 3aKJIIOYEHUS B
YIIOJTHOMOYEHHBIN (peiepalbHbIi OpraH UCIIOTHUTEIBHON BIACTU OCYILECTBISIOTCS B
CpPOK, HE TPEBBIMIAIIINN TPUAATH Pab0UUX JTHEH CO JHS MOTYYSHUS SKCIIEPTHBIM
YUpEKJICHUEM 33JaHUs YIIOJTHOMOYEHHOTO (heZiepaibHOrO OpraHa UCIOJIHUTEIbHON
BIIACTH U B JIEKTPOHHOMU (hopMe MM Ha OYMa)KHBIX HOCUTEISAX HEOOXOAUMBIX
JOKYMEHTOB, YKa3aHHBIX B MyHKTax 1, 2, 5, 6, 10 yactu 4 v B yactu 7 cratbu 18
Hacrosmero PemepaabHOro 3aKOHA.

2. Z[OKyMCHTBI, coeprKamuecsa B pCruCTpaliOHHOM JOCHE Ha J'IeKapCTBeHHHﬁ npemnapar
" NIOCTYIIUBIINEC HA 6YM8.)KHBIX HOCHUTCIIIX B 9KCIICPTHOC YUPCIKACHUC IS



OCYIIECTBJICHUS UX SKCIEPTU3BI JJIsi OIIPEIeTICHUSI BOBMOXKHOCTH PacCMaTpUBAaTh
JIEKapCTBEHHBIN Tpernapar JUisi MeIUIIUHCKOTO MPUMEHEHHS B KauecTBE Op(haHHOTO
JIEKapCTBEHHOTO Iperapara, mojie)kaT BO3BpaTy B YIIOJTHOMOYCHHBIN (enepanbHbIi
OpraH UCIOJIHUTEILHOMN BJIACTH OJTHOBPEMEHHO C 3aKIIOYEHUSIMHU COOTBETCTBYIOIIUX
AKCIIEPTH3.

(Cratps B penakuuu, BBeJIcHHOU B aeiicTBue ¢ 1 utomns 2015 roga denepaibHbiM
3akoHOM OT 22 jiekadps 2014 roga Ne 429-D3. - CM. OPEabLIYIIYIO PEAAKIIUIO)

Cratps 21. Pemienre 0 BO3MOXXKHOCTH pacCMaTpUBaTh JEKapCTBEHHBIN Mpenapar npu
OCYIIECTBICHUH FOCYJApPCTBEHHOMN PETUCTPALK B Ka4eCTBE OP(HaHHOIO JIEKApCTBEHHOTO
npenapara

1. B cpok, He mpeBbIIAOMINM MATH pabounX THEH cO JAHS MOJIyYeHUs 3aKIII0YeHUS,
yKa3aHHOTO B yacty | cratey 20 Hacrodmero PeaepasbHOro 3aKk0Ha, yIoJIHOMOYEHHBIN
(enepanbHbIN OpraH UCHOJHUTENBHOM BJIACTH OCYILECTBISET OLEHKY MOJTYy4€HHOTO
3aKJIFOYEHUS U1 ONPEIEIICHUS €T0 COOTBETCTBHS 3aIJaHUI0 HA IIPOBEICHHE
COOTBETCTBYIOIIEH AKCIEPTU3bI U YBEAOMIISIET 3asBUTENS B 3JIEKTPOHHOM (popMe 1K Ha
OyMa)>XHOM HOCHTEJIE O Pe3yJIbTaTax MPOBEACHHOMN 3KCIIEPTU3bI C MPHIIOKEHUEM KOITUU
9KCIEPTHOTO 3aKIJIF0OUEHUS (C cCOXpaHEeHHEM KOH(UIEHIIMATbHOCTH HH(OPMALIUU O
COCTaB€ KCIEPTHON KOMHUCCHH) U O BO3MOKHOCTH UJIM HEBO3MOXHOCTH PACCMaTpPHUBATh
JIEKApCTBEHHBIN Ipenapar I MEIUIUHCKOTO MPUMEHEHHUSI IPY OCYIIECTBICHUN
rOCyJapCTBEHHOH perucTpanuy B KadyecTBe op(haHHOTO JIEKapCTBEHHOT'O Mpenapara.

2. [Ipu BbIHECEHUU KOMHUCCUEN SKCIIEPTOB 3aKIIOUYECHUS O BO3MOKHOCTH pacCMaTprUBaTh
JIEKapCTBEHHBIN Ipernapar Ui MEIUIIUHCKOTO MPUMEHEHHUS TIPH O CYLLIECTBICHUH
rocy/lapCcTBEHHOW PEruCcTpaliy B KayecTBe OphaHHOTO JIEKapCTBEHHOTO Mpernapara
YIIOJTHOMOYEHHBIA (peiepaibHbIi OPTaH UCTIOJTHUTEIILHON BJIACTH B CPOK, HE
MPEBBIIAIONINN MATH pabounx THEH co AHS MOJy4yeHHUs JaHHOTO 3aKIII0YeHUS,
MIPUHUMAET PellIeHUE O BblIaye 3a/1aHus Ha IPOBEACHHUE IKCIIEPTU3bI KauecTBa
JIEKaPCTBEHHOT'O CPEJICTBA U SKCIIEPTU3bI OTHOLICHHS 0XKHIaEMOIl MOJIb3bI K
BO3MOXHOMY PUCKY IIPUMEHEHHS JIEKAPCTBEHHOTO Mpernapara A MEAUINHCKOTO
MIPUMEHEHHUSI B MOPSJIKE YCKOPEHHOM MPOLEaypbl SIKCIIEPTU3BI JIEKAPCTBEHHOTO CPECTBA
B COOTBETCTBUU CO CcTaThell 26 HacTosmero PeepaibHOTO 3aK0HA.

3. B cny4ae mpuHSTHS penieHus 0 HEBO3MOXXHOCTH pacCMaTpUBaTh JIEKaPCTBEHHBIN
npemnapar Ajs MEAULUHCKOTO IPUMEHEHUs IIPU TOCYIapCTBEHHON PETUCTPALlUU B
KauecTBe Op(haHHOTO JIEKAPCTBEHHOTO MIpernapaTa yIoJIHOMOYSHHbIN (eaepabHbIi
OpraH HCIIOJIHUTEIBHON BIACTH MPEKpalIaeT MpoLeaypy roCy1apCTBEHHOM perucTpaluu
JIEKapCTBEHHOTO MpernapaTa. 3asBUTEINb BIIpaBe OOpaTUTHCS B PETUCTPUPYIOLIUI OpraH ¢
3asiBJICHUEM O FOCYIapCTBEHHOW PETUCTPALUU YKa3aHHOTO JIEKAPCTBEHHOTO Mpernapara B
COOTBETCTBHH CO cTathed 18 HacTosmero ®eaepajibHOro 3aK0Ha.

(Cratps B penakiuu, BBeZieHHOH B aelicTBue ¢ 1 uronst 2015 roga @enepanbHbIM
3aK0HOM 0T 22 nexabps 2014 roga Ne 429-P3. - CM. npeApLAYIIYIO DEAAKIIUIO)

Cratps 22. Pemenne o MPOBCACHNUU KIIMHUYCCKOT'O0 UCCIICAOBAHUS JICKAPCTBCHHOI'O
Inpenapara i1t MCIUIUHCKOTI'O IPUMCHCHUA



Yrparuna cuny ¢ 1 urons 2015 rona - @enepanibHblil 3ak0H 0T 22 yiekadps 2014 roma Ne
429-D3. - CM. OpeIbIIYIYIO PEIAKITUIO

Cratps 23. DKcniepTH3a KauecTBa JEKapCTBEHHOIO CPECTBA U 3KCIIEPTU3a OTHOIIECHHUS
O)KI/IZ[&GMOﬁ MOJIB3bI K BO3MOKHOMY PUCKY IIPUMCHCHUS JICKAPCTBCHHOT'O ITpCriapara J1JIsd
MCIUIIMHCKOI'O IPUMCHCHUSA

1. DkcniepTr3a KayecTBa JIGKAPCTBEHHOIO CPEJCTBA U SKCIEPTU3a OTHOLICHHUS
0>KMJIa€MOH I0JIb3bI K BO3MOXXHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOTO IIpenapara Jyuis
MEJMIIUHCKOTO IPUMEHEHUS, COCTABIICHHE KOMUCCHIMU JKCIIEPTOB 3aKJIFOYECHHI 110
pe3ynbTaTaM IPOBEACHHBIX KCIEPTU3 U HAIIPABJICHHUE 3TUX 3aKIOYCHUN B
YIOJHOMOYEHHBIN (eiepalibHbIN OpraH UCTIOJHUTEIBHON BIACTH OCYIIECTBIISIOTCS B
CPOK, HE MPEBBIIIAIONINI CTa JECITH pab0UNX AHEH CO JTHS MOJYyYEHHS SKCIIEPTHBIM
YUPEXKAECHUEM COOTBETCTBYIOIIErO 3aJaHUs YIOJIHOMOYEHHOIO (heIepaabHOr0 OpraHa
WCIIOJIHUTENIBHOM BJIaCTU U HEOOXOAUMBIX JOKYMEHTOB B 3JIEKTPOHHOH (popme uiu Ha
OyMa)kKHBIX HOCUTEIISX.

2. B TedyeHue AeBAHOCTA JHEHN CO JHS MOJTYYEHUS PEIICHUSI YIIOJHOMOYEHHOTO
(benepanbHOro OpraHa HCIOJIHUTEIHHON BIACTU O IPOBEIECHUH SKCIIEPTH3,
MPEAYCMOTPEHHBIX YacThIO | HACTOSIIIEH CTaThbH, 3asIBUTEIH MIPEACTABIISIET B AKCIIEPTHOE
YUpEXJIeHUE 7151 IPOBEICHUS SKCIIEPTU3bI KaueCTBa JIEKapCTBEHHOTO CPEeACTBa 00pasiibl
JIEKapCTBEHHOTO TIperapara st MeIMIIMHCKOTO TIPUMEHEHUS, TIPOU3BEACHHOTO B
COOTBETCTBUU C TPEOOBAHUSMU OIBITHO-MTPOMBIIIIEHHOTO U (UJIH) MPOMBIIILIEHHOTO
periiaMeHTOB, YTBEPKACHHBIX PYKOBOAUTEIEM IMPOU3BOAUTEINS JIEKAPCTBEHHBIX CPENICTB,
a TaK)Ke B COOTBETCTBYIOIINX CIydasx 00pasisl papManeBTHIECKON CyOCTaHITUH, TECT-
ITaMMa MUKPOOPTIaHU3MOB, KYJIbTYphI KJIIETOK, 00pa3Iibl BELIECTB, IPUMEHIEMBIX IS
KOHTPOJISI KaUeCTBa JIEKapCTBEHHOTO CPEACTBA IyTEM CPAaBHEHUSI C HUMU UCCIIETyEMOTO
JIEKapCTBEHHOI'O CPEJICTBA, B KOJIMYECTBAX, HEOOXOAMMBIX ISl BOCIIPOM3BEICHUS
METO/I0B KOHTPOJISI Ka4eCTBa.

3. [Ipu nonydenun o6pa3LoB JIEKAPCTBEHHOTO MpenapaTa u GpapManeBTHIeCKON
CyOCTaHIIMM SKCIIEPTHOE YUPEKIACHHUE BbIIACT 3asIBUTEIIO JOKYMEHT, MOATBEPKAAIOIINUN
MOJIyueHHUE yKa3aHHBIX 00pa3IoB, U B CPOK, HE MPEBBILIAIONINI Tpex pabounx JHEH,
YBEAOMJISIET B DJICKTPOHHOM opme uiu Ha OyMa)KHOM HOCHUTENE 00 3TOM
YIIOJTHOMOYEHHBIN (peiepabHbIi OpraH UCIIOTHUTEIbHOM BIACTH.

4. Yka3aHHbIe B 4acTsX 2 U 3 HACTOSIIEH CTaTbU CPOK ISl IPEACTABICHUS 3asBUTEIEM
00pas310B JIeKapCTBEHHOTO MpenapaTa u (papmMalieBTHUeCKOi CyOCTaHIIUU U CPOK
YBEIOMJICHHSI SKCIIEPTHBIM YUPEKICHHEM 00 3TOM Ha OyMa>KHOM HOCHUTETE
YIIOJTHOMOYEHHOTO (eIepaIbHOTO OpraHa UCIOJHUTENLHOM BIIACTH HE BKIIOYAIOTCS B
CPOK IIPOBEJICHUS IKCIEPTU3, MPETYCMOTPEHHBIX YaCThIO | HACTOSIIEH CTAThU.

5. Z[OKyMCHTBI, MOCTYIMHUBUIUC B SKCIICPTHOC YUPCIKACHUC IJI IMPOBCACHU SKCIICPTU3,
npeaAyCMOTPCHHBIX YaCThIO 1 HacTosIIEen CTaTbu, MOJAJICIKAT BO3BpATY B
yr[OJIHOMO‘-ICHHBIﬁ Q)enepaanbH?I opraH HCIIOJIHUTEIIFHOM BIIACTH OHOBPECMCHHO C
3aKIIIOYCHUAMMU, MMOJIYYCHHBIMU I10 PE3YJIbTaTaM COOTBCTCTBYIOMIUX SKCIICPTU3.




(Cratps B penakuuu, BBeJeHHOM B aeiictBue ¢ 1 utons 2015 roga denepaibHbiM
3akoHOM 0T 22 jiekadps 2014 roga Ne 429-D3. - CM. OPEAbLIYIIYIO PEAAKIIUIO)

Cratps 24. DkcniepTH3a KauecTBa JEKaPCTBEHHOIO CPEJCTBA U 3KCIIEPTU3a OTHOIIECHHUS
0’KHMJJaEMOH IO0JIb3bI K BO3MOKHOMY PUCKY IPUMEHEHHUSI JIEKAPCTBEHHOI'O IIpernapaTa Jist
BETEPUHAPHOTO NPUMEHEHUS

1. DkcnepTr3a KauecTBa JICKapCTBEHHOTO CPEICTBA M SKCIIEPTU3a OTHOLICHUS
0KUJAEMOM TOJIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHUS JIEKApCTBEHHOTO IIpernapara Jyist
BETEPUHAPHOTO MPUMEHEHHUSI, COCTABJIEHUE KOMUCCUSIMU SKCIIEPTOB 3AKIIOYECHHM IO
pe3yJbTaTaM yKa3aHHbBIX JKCIEPTU3 U HAIIPABJICHHUE TAKUX 3aKIIOUYECHHM B
YIOJHOMOYEHHBIN (eiepalibHbIN OpraH UCTIOJHUTEIBHON BIACTH OCYIIECTBIISIOTCS B
CPOK, HE MPEBBIMIAIONIUHN CTa JAECATH pabOUnX JHEH CO JHS MOJYUYEeHUS SKCIIEPTHBIM
YUpEXKICHUEM 3aJIaHUSI YITOJTHOMOYEHHOTO (heZIepalibHOTO OpraHa UCTIOTHUTEIHLHOM
BJIACTH C JOKYMEHTaMH, YKa3aHHBIMU B 4acTu 3 craThi 17 HacTosmero denepaibHOro
3aKOHa.

(YacTp B penakuuu, BBeIeHHOU B nieiicTBHE ¢ 22 HOsA0ps 2014 rona denepanbHbIM
3aK0HOM OT 22 okTs0pst 2014 roga Ne 313-D3; B penakiiuu, BBEJICHHOM B ICHCTBUE
®enepanbHbIM 3aKOHOM OT 13 mroirst 2015 roga Ne 241-®3. - CM. IpeabIAyITYIO

PEIIAKITNIO)

2. B Teuenue TpuanaTtu pabounx JHEH co AHS MOJyYEHUs PELIeHUs! YIIOJIHOMOUYEHHOTO
(dhenepabHOTO OpraHa UCTIOTHUTEIHHON BJIACTH O MPOBEJACHUH yKa3aHHBIX B 4acTH |
HACTOSIIEN CTaTbU SKCIEPTU3 3asIBUTENb MPEACTABISAET B SKCIEPTHOE YUPEIKACHUE IS
MIPOBEACHUS DKCIIEPTU3BI KaU4eCTBA JIEKAPCTBEHHOTO CPEACTBA 00pa3Ibl JIEKAPCTBEHHOTO
npernapara Jijii BETEpUHAPHOTO MPUMEHEHH S, POU3BEICHHOTO B COOTBETCTBUM C
TpeOOBAaHUSAMH TEXHOJOTHYECKUX PETJIAMEHTOB, YTBEP)KICHHBIX PYKOBOIUTEIIEM
MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJACTB, & TAKKE B COOTBETCTBYIOIIUX CIIy4YasX TECT-
ITAMMbI MUKPOOPTaHU3MOB, KYJIBTYPBI KJIIETOK, 00pa3Ilsl hapMarieBTHIECKON
cyOcTaHIMK, 00pa3Ilbl BEIIECTB, MPUMEHSIEMBIE JIJIs1 KOHTPOJIS Ka4eCTBa JICKApCTBEHHOTO
CpelCTBa, B KOJIMYECTBAaX, HEOOXOMMBIX JIJIsI BOCIIPOU3BEICHUSI METOIOB KOHTPOJIS
KadJecTBa.

(YacTp B penakuuu, BBeIeHHOH B JielicTBHe ¢ 13 aBrycra 2019 rona denepaibHbIM
3akoHOM 0T 2 aBrycra 2019 roga Ne 297-03. - CM. npeablAYIIYIO DEAAKIIUIO)

3. [Ipu nomydenun o6pa3LoB JIEKAPCTBEHHOTO IMpenapaTa v (papManeBTHIECKO i
CyOCTaHIIMM SKCIIEPTHOE YUPEKACHUE BBIAET 3asIBUTEIIO JOKYMEHT, MOATBEPKAAIOIINN
MOJIy4YeHHUE yKa3aHHBIX 00Pa3IoB, U B CPOK, HE MPEBBIMIAIONIUI TpeX pabounx JHEH,
yBEIOMJISIET B MUCbMEHHOM (opMe 00 3TOM YIIOTHOMOYEHHBIHN (eiepanbHblil Opran
WCIIOJIHUTEIBHOMN BIIACTH.

4, CpOK AJI TIPEACTABJICHUA 3aIBUTCIICM 06pa3u0B JICKAPCTBCHHOTO IIpCIiapaTa u
(papMaHeBTquCKOﬁ CYGCTaHL{I/II/I " CPOK YBCAOMIICHHA SKCIICPTHBIM YUPCIKACHHUEM 00
3TOM B IIMCbMEHHOM (I)OpMe YIIOJTHOMOYCHHOTO (be,[[epaJ'ILHOFO opraHa HUCIIOJIHUTEILHON
BJIACTH, YKA3dHHBIC B HACTAX 2 u 3 HacTosAIIeH CTaTbu, HC BKIOYAOTCA B CPOK
IMPOBCACHUA YKAa3aHHBIX B HACTU 1 HACTOSIIIEH CTAThH OKCIICPTHU3.




5. JIOKyMEHTBI, IOCTYNHUBIIKNE B SKCIIEPTHOE YUPEKACHUE ULl IIPOBEICHUS YKA3aHHBIX B
yacTy | HacTOAIIEeH CTaThbU 3KCIIEPTHU3, IOUIEKAT BO3BPATY B YIIOJHOMOUYEHHBIN
(benepanbHBIN OpraH UCIOTHUTEIBHOM BIACTH OJTHOBPEMEHHO € 3aKITIOUEHHUSIMH IO
pe3ynbTaTaM yKa3aHHBIX dKCIEPTH3.

Cratbs 25. [loBTOpHOE NIPOBEICHNUE IKCIIEPTU3BI JICKAPCTBEHHBIX CPEICTB

HaumenoBanue B penakiuu, BBeieHHOM B AeiicTBue ¢ 1 urons 2015 roga denepaibHbIM
3aKoHOM OT 22 niekadps 2014 roga No 429-@3. - CM. OpeAbIAYILYIO PEAAKIIUIO

1. B ciydasix HerocTaTOUHOM 000CHOBAHHOCTH WJIM HETIOJTHOTHI 3aKJIFOUCHUSI KOMUCCUU
AKCIIEPTOB, HAJTUYHS B HEM MPOTUBOPEUUBBIX JAaHHBIX, (GaIbCU(UKAIINN BHIBOJOB
AKCIIEPTHU3HI JIEKAPCTBEHHOTO CPECTBA, COKPBITUS OT YITOJTHOMOUYEHHOTO (heJIepaibHOTO
OpraHa UCIOJHUTEIbHOM BJIACTH OCHOBAHUM /111 OTBOJA DKCIIEPTA BCIAEACTBUE €TI0
3aMHTEPECOBAHHOCTH B PE3YyJbTATaX COOTBETCTBYIONIEH AKCIIEPTU3bI, HATMYUS TAHHBIX O
MPSIMOM JTHOO KOCBEHHOM BMEIIATEIIHCTBE B MIPOIIECC COOTBETCTBYIOMICH dKCIIEPTH3bI
JIII, HE YYaCTBYIOIIUX B €€ MPOBEICHUH, HO OKa3aBIIMX BIUSHUE HA MPOLECC U
pe3ynbTaThl €€ MPOBEACHUS, YITOJTHOMOYEHHBIM (eiepaTbHbIM OpraHOM
HCTIOJIHUTENBHOM BJIACTH Ha3HAYAETCsl IOBTOPHAS AKCIEPTU3A JIEKAPCTBEHHOTO CPEICTBA
1 (WIM) 3TUYecKast SKCIepTH3a.

(Yactp B penakuuu, BBeIeHHOU B nericTBre ¢ 1 utomnst 2015 romga denepanbHbIM 3aKOHOM
ot 22 nexadps 2014 roga Ne 429-P3. - CM. npeablIyILYIO PEAAKIINIO)

2. IloBTOpHAs AKCIIEPTH3A JIGKAPCTBEHHOTO CPEJICTBA MMPOBOJIUTCS C YUETOM PE3YJIbTATOB
paHee TIPOBEACHHOU SKCTIEPTU3BI B CPOK, YCTAHOBIEHHBIN YITOJTHOMOYEHHBIM
(dhenepaTbHBIM OPraHOM HCIIOJTHUTEIILHON BJIACTH M HE MPEBBIIAIONTAN TPHUALIATH
pabouux JTHEH CO JHS MOJIYUCHHUS SKCTIIEPTHBIM YUPEKICHUEM 3aJIaHUs Ha TIPOBEICHUE
MMOBTOPHOM IKCIIEPTU3HI JICKAPCTBEHHOTO CPECTRA.

(Yactp B penakuuu, BBeeHHOU B nericTBre ¢ 1 utomst 2015 romga denepanbHbIM 3aKOHOM
o1 22 nexadps 2014 roga Ne 429-P3. - CM. npeablAyILYIO PEAAKIIHIO)

3. ®uHaHCcOBOE ObOecIeueHre BBITTOJTHEHHS 3a/IaHUs Ha MPOBEJACHUE TTIOBTOPHOM
AKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEACTBA HE OCYIIECTBIISETCS.

(YacTp B penakuuu, BBeeHHOU B nericTBre ¢ 1 utomst 2015 roga denepanbHbIM 3aKOHOM
o1 22 nexadpsa 2014 roga Ne 429-@3. - CM. npeablAyLLYIO PEAAKIIHIO)

Cratps 26. YckopeHHas Npoliielypa SKCIepTU3bI JIEKAPCTBEHHBIX CPEICTB

1. YckopeHHas npoueaypa 3KCIepTU3bl JIEKAPCTBEHHBIX CPE/ICTB B LIEISAX
rOCyJapCTBEHHOM perucTpaliy JeKapCTBEHHbIX MPenapaToB IPUMEHSETCS B OTHOIIEHUU
op(aHHbIX JIEKAPCTBEHHBIX MPEMapaToB, MEPBBIX TPEX JEKAPCTBEHHBIX MPENapaToB,
peructpupyeMsix B Poccuiickoit denepannn B Ka4eCTBE BOCIIPOU3BEACHHBIX
JIEKapCTBEHHBIX MIPENAPATOB, OYEPETHOCTh KOTOPBIX OIIPENEISIETCS B COOTBETCTBUU C
HOMEPOM M JJaTOW BXOJAIINX 3asBJICHUI O TOCYJapCTBEHHOM pErucTpanuu
JIEKapCTBEHHBIX NIPENAPAaTOB B paMKaxX OJTHOTO MEXIYHapOJHOTO HEMaTEHTOBAHHOTO
HaMEHOBaHMsI JIEKapCTBEHHOTO Ipernapara Wid rpyninupoBOYHOTO HAUMEHOBAHUS



JIEKapCTBEHHOTO Mperapara, 1 JICKapCTBEHHBIX IIPENapaToB, MPeAHaA3HAYCHHBIX
HCKIIFOUUTEIIBHO I PUMEHEHHS] HECOBEPILICHHOJIETHUMU TpaXIaHaMu.

(Yactp B penakuuu, BBeieHHOU B nieiicTBre ¢ 1 utons 2015 roga denepaibHbIM 3aKOHOM
oT 22 nexabps 2014 rona Ne 429-D3; B penpakiuu, BBEIEHHOH B JeiicTBUe DeiepalibHbIM
3akoHOM OT 13 wroiis 2015 roga Ne 241-D3. - CM. OpeAbLIYIIYIO PEIAKIIUIO)

2. YckopeHHas Ipoleaypa dKCIepTU3bl JIEKAPCTBEHHBIX CPEACTB B LIETAX
rOCYAApCTBEHHOM PETUCTPALIMH JIEKAPCTBEHHBIX IIPENAPATOB HE IPUMEHSETCA B
OTHOILECHUH:

1) 6uoananoroBbIx (OMOIMOK0OHBIX) JIEKAPCTBEHHBIX MpenapaTroB (01oaHaloToB);

2) pedepeHTHBIX JIEKApCTBEHHBIX MpPEnaparoB (3a UCKII0UeHnEM ophaHHBIX
JIEKapCTBEHHBIX MIPENapaToB);

3) BOCTIPOM3BEICHHBIX JIEKAPCTBEHHBIX MTPETMApaTOB (32 UCKIIFOUEHHEM TIEPBBIX TPEX
peructpupyembix B Poccuiickoii @enepaniu B Ka4eCTBE BOCITPOU3BEACHHBIX
JIEKapCTBEHHBIX MPEMAPATOB U JIEKAPCTBEHHBIX MPENapaToB, MPeIHA3HAYEHHBIX
WCKITFOUHUTENIBHO IS IPUMEHEHHS] HECOBEPIIICHHOJIETHIMU TPaXKIaHaAMHU );

4) HOBBIX KOMOMHAIIUHI 3apETUCTPUPOBAHHBIX PaHEE JIEKAPCTBEHHBIX MIPENapaTos;

5) JeKapCTBEHHBIX MPEMapaTOB, 3aPETUCTPUPOBAHHBIX PaHEE, HO IPOU3BEICHHBIX B
JIPYTUX JIEKAPCTBEHHBIX (hOpMaxX B COOTBETCTBUHU C TIEPEYHEM HAUMEHOBAHUI
JIEKapCTBEHHBIX ()OPM M B HOBOM JTIO3UPOBKE.

(Yactp B penakuuu, BBeieHHOU B nericTBre ¢ 1 utomst 2015 romga denepanbHbIM 3aKOHOM
ot 22 nekabps 2014 roga Ne 429-P3. - CM. IpeabLAYIIYIO PEAAKIIUIO)

3. YckopeHHast mpolieaypa SKCIEPTH3bI JICKAPCTBEHHBIX CPEACTB MTPOBOIUTCS T10
PEIIECHUIO0 COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO (heIepaIbHOTO OpraHa
HCIIOJTHUTEIIPHON BJIACTH HA OCHOBAHMWHM 3asIBJICHUS 3asBUTEIIS B CPOK, HE MPEBHIIIAIONINAN
BOCBMHJIECATH pabounx aHel. [Ipu 3ToM 3KcnepTH3a JOKYMEHTOB, COACPKAITUXCS B
PErUCTPAIIMOHHOM JIOChE Ha JIEKAPCTBEHHBIN Mpenapar, MpoBOJAUTCS B CPOK, HE
MPEBBIIAIONTUHN ASCITH pabounX AHEH, SKCIIEpPTH3a KauyecTBa JIEKapCTBEHHOTO CPEICTBA
Y DKCIEPTH3a OTHOUICHHS 0KHIaeMOH1 MOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHUS
JIEKApCTBEHHOTO TIperapaTa IPOBOISATCS B CPOK, HE MPEBBINIAIOIINHA IECTHIECATH
pabouux JTHEH.

(YacTp B penakuuu, BBeJeHHOU B nericTBre ¢ 1 uromsa 2015 roga deepanbHbIM 3aKOHOM
o1 22 nekadps 2014 roga Ne 429-P3. - CM. npeablAyLLYIO PEAAKIIHIO)

3.1. B oTHOmIEeHNH Op(aHHBIX JIEKAPCTBEHHBIX MPENAPATOB MOTYT ObITH MPEICTABIICHBI
pe3yabTaThl JOKIMHUYECKUX UCCIIEI0BAHUN JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKUX
UCCIIEIOBAaHUH JIEKAPCTBEHHBIX MPENapaToB JJIs MEAULIUHCKOIO IPUMEHEHNH,
BBITNIOJIHEHHBIX 3a npenenamu Poccniickoit denepanny B COOTBETCTBUU C NIPAaBUIIAMU
Ha/yIexaliel 1abopaTopHOi MPAKTUKU U MTPaBUJIaMH HaJJIexallel KIMHUYECKOH
MPAKTUKH.



(Yactp nononHuTenbHO BKIOYeHa ¢ 1 urojs 2015 roga deaepalibHBIM 3aKOHOM OT 22
nexadpst 2014 roxa Ne 429-03)

4. YcKkopeHHasl poIeypa dKCIePTH3bI JISKAPCTBEHHBIX CPEJICTB MMPOBOIUTCS B MTOPSIIIKE,
yCTaHOBIIEHHOM cTaThsiMu 17-20, 23 u 24 Hactosmiero denepanbHOrO 3aKOHA, U HE
03HAYaeT CHIKCHUS TpeOOBaHMA K 6€30MaCHOCTH, Ka4eCTBY U () (HEKTUBHOCTH
JICKapPCTBCHHBIX MPETapaToB.

Cratbs 27. Pernienue o rocyaapCTBEHHOM pPEerUCTpalvy JIEKApCTBEHHOTO Tperapara

1. B cpok, He mpeBBIIAOIMINN JeCSITH paboUYnX AHEH CO JTHS MOJTyYSHHS 3aKII0UeHHH
KOMMCCHH 3KCIIEPTOB MO PE3YJIbTAaTaM dKCIEPTU3bI Ka4eCTBA JIEKAPCTBEHHOTO CPEICTBA
Y DKCIIEPTU3bI OTHOLIECHUS 0KUAAEMOM MOJIb3bI K BO3MOKHOMY PUCKY ITPUMEHEHHUS
JIEKapCTBEHHOTI'O IpernapaTa, COOTBETCTBYIOIINN YIIOJTHOMOYEHHBIN (eiepanbHblil opran
WCIIOJTHUTEJIBHON BIIACTH:

(A63ar B pengakiuu, BBeIeHHOU B niericTBre ¢ 1 mromst 2015 rona denepaibHbIM 3aKOHOM
ot 22 nekabps 2014 roma Ne 429-@3. - CM. IPEAbIAYIYIO PEAAKIIUIO)

1) pa3merniaer Ha cBoeM opUIAILHOM caiite B ceTH "MHTepHeT" cOOTBETCTBYIOIINE
3aKJIOYEHUST KOMUCCUM SKCIIEPTOB U OCYIECTBISIET X OLICHKY JIJIsl ONIPENEICHUS
COOTBETCTBUS 34/IaHUIO HAa MIPOBEJICHUE ITUX IKCIIEPTH3;

(ITynkt B penakuuu, BBeieHHOM B feiictue ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM
ot 22 nekadps 2014 roga Ne 429-03. - CM. npeAbIIYLIYIO PEIAKIUIO)

2) mpUHUMAET PEICHUE O TOCYIapCTBEHHOW PETUCTPAIIMH JICKAPCTBEHHOTO Tperapara
i 00 0TKa3e B TOCYapCTBEHHOW PETUCTPAIMH JIEKAPCTBEHHOTO Mperapara;

3) BHOCUT NPU MIPUHATHH PEIICHUS O TOCYIapPCTBEHHON PErUCTpaIliy JEKapCTBEHHOTO
npernapara JaHHbI€ O 3aPErUCTPUPOBAHHOM JIEKAPCTBEHHOM Mpernapare, B TOM YUCIe O
(hapmareBTHUECKOW CyOCTaHIINM, BXOIAIIEH B COCTAB JICKAPCTBEHHOTO Ipenapara, B
rOCYJIapCTBEHHBIA PEECTp JCKAPCTBEHHBIX CPEJICTB M BBIIACT 3asIBUTEITIO
PErUCTPAIIMOHHOE YIOCTOBEPEHHE JICKAPCTBEHHOTO Mperapata, opmMa KOTOPOTro
YTBEPKIAa€TCS YIOJTHOMOUYEHHBIM (efiepaIbHbIM OPraHOM MCTIOJHUTEILHOM BIIACTH,
COIJIaCOBAHHbIC HOPMATUBHYIO JOKYMEHTAIMIO, HOPMATUBHBIM TOKYMEHT, HHCTPYKIIHIO
10 TPUMEHEHUIO JIEKAPCTBEHHOI'O MperapaTa U MakeThbl IEPBUYHOM YITAKOBKU U
BTOPUYHOM (MOTPEOUTETIHCKOM) YIIAKOBKH C YKa3aHHUEM Ha HUX HOMEpa
PEruCTPALIMOHHOIO YI0CTOBEPEHNUS JIEKaPCTBEHHOT'O Mpenapara 1 J1aThbl €ro
roCyIapCcTBEHHOU PETUCTPALlMU WIH B CIIydae MPUHITH pelieHus 00 oTkase B
roCyJapCTBEHHOM pEerucTpaliu JIEKapCTBEHHOTO MperapaTa yBeIOMIIsIeT B MUCbMEHHOM
dbopme 3asBUTENS 00 ITOM C YKa3aHHEM MPUYHUH TAKOTO OTKa3a. 3a BblIady
PETUCTPALIMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOI'O IIPEnapaTa B3UMaeTCs
roCyJlapCTBEHHAas MOIUIMHA B COOTBETCTBUU € 3aKOHOAATENBCTBOM Poccuiickon
®denepanuu 0 HAJIOTax U cOopax.

(ITynkt B penakuuu, BBeieHHOM B neiicTBue ¢ 1 urons 2015 rona denepanbHbIM 3aKOHOM
o1 22 nekabps 2014 roga Ne 429-P3. - CM. NpeaplAyLILIYIO PEAAKIIHIO)
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2. OcHOBaHHUEM JIJIsl OTKa3a B TOCYAaPCTBEHHOM PETUCTPALIUHU JIEKAPCTBEHHOTO
Ipenapara Juisi MEAMLUHCKOTO IIPUMEHEHUS SIBIISIETCS 3aKJIIOUEHUE COOTBETCTBYIOLIETO
YIIOJIHOMOYEHHOTO (hefepaTbHOr0 OpraHa UCIOJHUTEIHHOM BIACTH O TOM, YTO KaYeCTBO
1 () 3¢p(PpeKTUBHOCTD PErUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpenapara Ajs
MEJIMIIMHCKOTO IPUMEHEHUS HE TIOITBEPKIACHBI MOJTYYCHHBIMH TaHHBIMU WJTH YTO PUCK
IIPUYMHEHUS Bpeia 3I0pPOBBIO YEJIOBEKa BCIIEICTBUE IIPUEMA JIEKAPCTBEHHOTO Mpenapara
JUTSE METUITTHCKOTO MPUMEHEHHSI PEBBIMaeT 3)GEKTHBHOCTH €r0 MPUMCHECHHUS.

(Yactp B penakuuu, BBeieHHOU B fieiicTBre ¢ 15 utonst 2018 rona denepaibHbIM
3akoHOM OT 4 uioHs 2018 roga Ne 140-D3. - CM. OpeAbLAYIIYIO PEAAKIIUIO)

3. [loBTOpHOE MpencTaBIeHNE B COOTBETCTBYIOIINN YIIOJTHOMOYEHHBIHN (eiepaabHbIii
OpraH UCIOJHUTEIBHOMN BJIACTH JICKAPCTBEHHOTO IMpenapara, B OTHOIIEHHH KOTOPOTro
MOJIy4EH OTKa3 B TOCYJAPCTBEHHON PErMCTPallU U KOTOPBIM BIOCJIEACTBUU MOIBEPrCs
W3MEHEHUIO B YaCTH €r0 COCTaBa, PACCMATPUBAETCA KaK MPEACTABICHUE HOBOTO
JIEKapCTBEHHOTO MpEIapara Ha €ro roCyJapCTBEHHYIO PErUCTPALUI0 HE3aBUCUMO OT
COXpPAaHEHUS €ro NEPBUYHOIO HAUMEHOBAHUS.

(Yactp B penakuuu, BBeIeHHOU B nericTBue ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM
oT 22 nekabps 2014 roga Ne 429-P3. - CM. IpeabIAYIIYIO PEAAKIIUIO)

4. IIpu npenocTaBIeHUH 3asBUTENIEM B COCTABE PETHCTPALIMOHHOTO I0ChE Ha
JIEKapCTBEHHBIN Mpemnapar Ajsl BETepUHAPHOTO MPUMEHEHHS KOTTUU PEIICHUS
YIOJTHOMOYEHHOTO (heZiepaTbHOTO OpraHa UCIIOJTHUTEILHOM BIACTH O TTPOBEICHUH
WHCIIEKTUPOBAHUS TIPOU3BOIUTEIS JIEKAPCTBEHHBIX CPEACTB CPOK MPHUHATHS PEIICHUS O
roCyJIapCTBEHHOM PETUCTPAINH JICKAPCTBEHHOTO TperapaTa JJisi BETEpUHAPHOTO
MIPUMEHEHHUSI IPUOCTAHABIMBACTCS CO JHS TIOJyUYEHUS 3aKIIOUCHUN, YKA3aHHBIX B YaCTH
| HACTOAIIEH CTATbU, O JTHS MPUHSATHS YIIOJHOMOUYCHHBIM (peiepaibHbIM OPTaHOM
WCTIOJTHUTEIHHON BJIACTH PEIICHUSI O BbIJa4e WK 00 OTKa3e B BhIaUe 3aKIFOYCHHS O
COOTBETCTBUH ITPOU3BOAUTEIIS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSAM TIPABUIT
HaJIe)KaIlel MPOU3BOJICTBEHHON ITPAKTHUKH, HO HEe 00JIee YeM Ha CTO BOCEMbJIECAT
pabouux JTHEH.

(Yactp momomHuTEeNbHO BKItOUYeHA ¢ 15 mions 2018 roga denepaibHBIM 3aKOHOM OT 4
nroas 2018 roga Ne 140-D3)

5. OcHOBaHMEM JyIg OTKa3a B TOCYIapCTBEHHON PEruCcTpaluu JIEKapCTBEHHOTO
npernapara Juisl BETepUHAPHOTO IPUMEHEHUS SBISETCS 3aKII0UeHNE YITIOJTHOMOYEHHOTO
(benepanbHOrO OpraHa HUCIOJIHUTEIHHON BIACTH O TOM, YTO Ka4eCTBO U (MJIN)

3G GEeKTUBHOCTD PETUCTPUPYEMOTO JIEKAPCTBEHHOTO MIpernapaTa Jijisl BETepUHAPHOTO
MIPUMEHEHHSI He TIOITBEP K ICHBI MOJIy4€HHBIMH TAHHBIMU WJIM YTO PUCK MPUYHHEHUS
Bpe/a 310POBbIO JKUBOTHOTO BCJIEICTBUE MTPHEMa JIEKAPCTBEHHOTO Mpernapara Jyis
BETEPUHAPHOTO MPUMEHEHHS MPEBbIIaeT Y3PPEKTUBHOCTH €r0 MPUMEHEHHUS, 0TKA3
YIIOJTHOMOYEHHOTO (eIepalIbHOTO OpraHa NCMOTHUTENHHOM BIACTH B BbIaye
3aKJIFOUEHUSI O COOTBETCTBUU MIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSIM
MpaBUJI HaJJIexKalled MPOrU3BOACTBEHHOM MPAKTUKHU VISl KaXKA0W MPOU3BOJCTBEHHOMN
IJIOIIAJIKH PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Iperapara JJisi BETEpPUHAPHOTO
MIPUMEHEHHUS B cllydae, €CIu IPOU3BOJICTBO JIEKAPCTBEHHOTO MpernapaTa AJis
BETEPUHAPHOTO IPUMEHEHUS OCYIIECTBIsIETCS 3a npenenamMu Poccuiickoit denepanuu,



WJTU OTCYTCTBUE TAKOTO 3aKJIFOUEHHUSI.
(Yactp nononHuTeNnbHO BKIOYeHA ¢ 15 nrons 2018 roga denepaibHbIM 3aKOHOM OT 4
utons 2018 roga Ne 140-D3)

Cratbs 27.1. B3aumo3zamMeHs1€eMOCTh JICKAPCTBEHHBIX MTPENapaToB JJIsi METUITUHCKOTO
MIPUMEHEHHUS

1. B3anmo3ameHs1eMOCTh JI€KapCTBEHHBIX MPENapaToB sl MEAUIIUHCKOTO IPUMEHEHUS
OTIPEJICIIICTCS YIOJHOMOUYEHHBIM (pe/iepaabHbIM OPraHOM HUCTIOJTHUTEIIBHOM BIIACTH,
OCYIIECTBJISIONIUM TOCYJapCTBEHHYIO PETUCTPAIMIO JIEKAPCTBEHHBIX MIPETapaToB st
MEJIMIIMHCKOTO IPUMEHEHUS, B PaMKax OJTHOTO MEXIYHAPOIHOTO HETATEHTOBAHHOTO
(WM XUMHUYECKOTO, UITH TPYINITUPOBOYHOTO) HAMMEHOBAHUS HA OCHOBE 3aKJIFOYCHHUS
KOMMCCHH PKCIIEPTOB SKCIEPTHOTO YUPEKICHHUS O B3aUMO3aMEHSIEMOCTH
JIEKapCTBEHHOTO Tperapara ik MEIUIIMHCKOTO PUMEHEHHS JIN0O O TOM, UTO
JIEKapCTBEHHBIN Mpenapar A MeTUIIMHCKOTO MPUMEHEHUSI HE SIBIISETCS
B3anMo3aMeHseMbIM. [TopsIoK onpeiesIeHus: B3auM03aMEHSIEMOCTH JIEKApCTBEHHBIX
MpenapaToB JJIsl METUITMHCKOTO MPUMEHEHUS ¥ (popMa 3aKITF0YCHUST KOMUCCHH
9KCIIEPTOB IKCIIEPTHOTO YUPEXKICHHS O B3aUMO3aMEHIEMOCTH JIEKAPCTBEHHBIX
MpenapaToB JJIsi METUIIMHCKOTO MMPUMEHEHHSI JIT0O O TOM, YTO JICKAPCTBEHHBIN Mpernapar
JUTSI MEMITMHCKOTO TPUMEHEHHUSI HE SIBJISIETCS] B3aUMO3aMEHSIEMbIM, YCTaHABIMBAIOTCS
[TpaBuTenscTBOM Poccuiickoit @enepanuu.

2. KoMuccus 3KCnepToB SKCIEPTHOTO YUPEKICHUS TAET 3aKJII0YEHUE O
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHOTO MpernapaTa Jilsi MeIULUHCKOTO IPUMEHEHUs
1160 0 TOM, YTO JIEKApCTBEHHBIN Mpenapar A MEAUIIMHCKOTO MPUMEHEHUS HE SBIISETCS
B3aMO3aMEHSIEMbIM, HA OCHOBAHUH CIIEIYIOIIUX KPUTEPUEB (XapaKTEPUCTHK):

1) 5KBUBaJIGHTHOCTH (/1711 OMO0AHAIOTOBBIX (OMOTIOTIOOHBIX) JIEKAPCTBEHHBIX MTPEMapaToOB
(OnoaHaNoOroRB) - COMOCTABUMOCTbH) KAYECTBEHHBIX U KOJMYECTBECHHBIX XapaKTePUCTUK
(bapMareBTHYECKIX CYOCTaHIIMIA WIH COTTIOCTABUMOCTh aHTUTEHHOTO COCTaBa BAKIIMH.
Hcnonps3oBaHue pa3InyHbIX COJICH, 3PHPOB, KOMILIEKCOB, N30MEPOB, KPHCTAILTHICCKUX
(GbopM H IPyrux MPOU3BOJIHBIX OJHOTO U TOTO )K€ ACHCTBYIOIIETO BENIECTBA HE SBISCTCS
MPETATCTBUEM JJIsl ONIPEICIICHHS B3aMMO3aMEHIEMOCTH JICKAPCTBEHHBIX MPETIapaToB,
€CITU TIPH MPOBEJICHUN MCCIIeIOBaHHsI OMO3KBUBAJIICHTHOCTH JICKAPCTBEHHOTO Iperapara
WJIA UCCIICIOBAHMSI TEPANICBTHUECKON YKBUBAIICHTHOCTH JICKAPCTBEHHOTO IMperapara
JI0Ka3aHO OTCYTCTBUE KIIMHUYECKHA 3HAYMMBIX Pa3iruuii (hapMakKOKWUHETUKU U (WITH)

3P PEKTUBHOCTH U O€30IIACHOCTHU JICKAPCTBEHHOTO Mperapata JUisi MEAMIIUHCKOTO
MPUMCHECHHS,

2) SKBUBAJICHTHOCTb JIEKapCTBEHHOM (popMbl. [1o/1 5KBUBaTIEHTHBIMU JIEKAPCTBEHHBIMH
(dhopMaMy MOHUMAIOTCS pa3HbIe JIEKAPCTBEHHBIE (POPMBI, UMEIOIINE OJMHAKOBBIE CIIOCO0
BBEJICHUS U CIOCO0 MPUMEHEHHUs, 001aIal0INe COMTOCTABUMBIMU
(hapMaKOKUHETHUYECKUMHU XapaKTePUCTUKAMH U (PapMaKOJIOTHYECKUM JeHCTBHEM U
obecrneunBarone TakKe TOCTIKEHNE HE0OX0AUMOT0 KITMHIUYECKOTo Y deKTa.
Pa3znuuns nekapcTBEHHBIX POPM HE SBISIOTCA MPEMSITCTBUEM IS OTIPEICIICHHUS
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IPENapaToB, €CIU MPU MPOBEACHUN



UCCIIeI0BaHMUS OMOIKBUBAJICHTHOCTH JICKAPCTBEHHOTO MpernapaTa Win UCCIeI0OBaHUS
TepaneBTHYECKON IKBUBAIICHTHOCTH JICKAPCTBEHHOTO Mpernapara J0Ka3aHo OTCYTCTBUE
KJIMHUYECKH 3HAYUMBIX PA3NIU4Iui (hapMakOKUHETUKH U (1K) 3PPEeKTUBHOCTU U
0€30IaCHOCTH JIEKAPCTBEHHOTO Iperapara Jisi MEJUIIMHCKOTO PHMEHEHUS;

3) SKBUBaJIEHTHOCTb MJIM COMIOCTaBUMOCTh COCTAaBa BCIIOMOTATENIbHBIX BELIECTB
JIEKapCTBEHHOTI'O IpenapaTa sl MEIMIUHCKOTO NpuMeHeHus. Pa3nuuus cocraBa
BCIIOMOTATENbHBIX BELECTB JIEKAPCTBEHHOTO MpernapaTa He ABJIAIOTCS MPEMSTCTBUEM IS
OTpe/IeNICHUs] B3aUMO3aMEHAEMOCTH JIEKaPCTBEHHBIX IIPENApPaTOB, €CIIU P POBEACHUN
uccie0BaHus OMOAKBHUBAJICHTHOCTH JIEKAPCTBEHHOTO MIpernapaTa Uil UCCIIeI0BaHUs
TeparneBTHYECKON SKBUBAJICHTHOCTH JIEKAPCTBEHHOTO Npernapara J0Ka3aHo OTCYTCTBUE
KIIMHUYECKH 3HAUUMBIX pa3inuuuil (apMaKOKHMHETUKU U (WIK) 3PPEKTUBHOCTU U
0€30MMacHOCTH JIEKapCTBEHHOT'O IIpenapara Jisi METUIIMHCKOro npumeHeHus. [Ipu
HaJIMYUU KJIMHUYECKH 3HAYUMBIX paziuduil papmMakoKuHETHKU U (1K) 3¢ (HEeKTHBHOCTU
1 6€30MaCHOCTH JIEKAPCTBEHHOT'0 Ipernapara s MEJUIIMHCKOTO PUMEHEHUS
B3aMMO3aMEHSIEMOCTh OIPEEISAETCS C YKa3aHUEM Ha UCKIIFOUYEHUE OTJIENbHBIX IPYII
MalMEeHTOB;

4) UIEHTUYHOCTD Crloco0a BBEACHUS U CI0C00a MPUMEHEHNS;

5) coOTBETCTBHE MPOU3BOAUTEINS IEKAPCTBEHHOTO CPEACTBa TPEOOBAHUSIM MPABUII
HaJyIexallel Mporu3BOJCTBEHHON IPAKTHUKH.

3. OmpeneneHue B3aMO3aMEHSIEMOCTH BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB
JUIS METUIIMHCKOTO TPUMEHEHUS, YKa3aHHbIX B yacT 10 crathu 18 HacTosIero
DenepalibHOTO 3aKOHA, OCYIIECTBIIIECTCS 0e3 HE0OX0JMMOCTH J0Ka3aTeIbCTBA UX
OMOSKBUBAJIEHTHOCTH.

4. OcoO6EeHHOCTH ONpe/IeNIeHUs] B3aNMO3aMEHSIEMOCTH OMOJIOTHYECKUX JIeKapCTBEHHBIX
MpernapaToB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB (CoAepxKaIinx
KOMOHMHAIIUIO IBYX U 00Jjiee IEHCTBYIONINX BEIIECTB), JIEKAPCTBEHHBIX MPENapaToB AJs
MapeHTePaAIbHOTO MUTAHUS U HEJ03UPOBAHHBIX JIEKAPCTBEHHBIX MTPEMapaToB
ycranaBnuBarorcs [IpaBurensctBoM Poccuiickoit deneparum.

5. Onpenenenre B3aMMO3aMEHSIEMOCTH HE OCYILIECTBISETCS B OTHOLLICHUU
JIEKapCTBEHHBIX PACTUTEIBHBIX MPENapaToB, TOMEONMATUYECKUX JIEKAPCTBEHHBIX
MpemnapaToB.

6. CDOpMI/IpOBaHI/IC MNEePCUHs B3aUMO3aMCHACMBIX JICKAPCTBCHHLBIX ITPCIIAPaTOB IJIA
MCIOUIUHCKOI'O MPUMCEHCHHUA OCYIHICCTBIIACTCA OKCIICPTHBIM YUPCIKIACHUCM ITOCPECACTBOM
O6’LCI[I/IHCHI/ISI JICKAPCTBCHHLIX MPETIapaToOB B OTACIIBHBIC I'PYIIIILI, B KaXXJ0M U3 KOTOPBIX
JICKApPCTBCHHBIC ITPCIIAPATHI SABJISAIOTCA B3aUMO3aMCHSACMBIMH.

7.B CJIydac BKIIFOUCHHA B MHCTPYKIUIO IO MEIUIUHCKOMY ITPUMCHCHUIO
JICKApCTBCHHOT'O ITpCIiapaTra Ha OCHOBAHWU PE3YJIbTATOB COOTBECTCTBYIOIIIHUX
HCCIIeAOBaHUH MMOKa3aHUM IS MMPUMCHCHU A, KOTOPBIC OTINYAOTCA OT MOKa3aHUH JIJIs1



MPUMEHEHHSI IPYTUX JIGKAPCTBEHHBIX MPETapaToB U3 IPYIIIbI B3aNMO3aMEHIEMbIX
JIEKapCTBEHHBIX NIPENapaToB, B IIepeUHE B3aUMO3aMEHIEMbIX JIEKaPCTBEHHBIX
MpenapaToB Uik MEAULIMHCKOTO IPUMEHEHHUs JOJDKHA OBITh YKa3aHa COOTBETCTBYIOIIAS
nHpOpMaIH.

8. IlepeueHb B3aMMO3aMEHAEMBIX JIEKAPCTBEHHBIX MPENapaToB I MEJUIIMHCKOIO
MPUMEHEHHSI pPa3MenaeTcs YIOTHOMOYEHHBIM (e/lepabHbBIM OPraHOM HCIIOJTHUTEIBHON
BJIACTH, OCYIIIECTBIIAIOIINM I'OCYJapCTBEHHYIO PETUCTPALIUIO JIEKAPCTBEHHBIX
MpenapaToB Ui MEAUIMHCKOTO IPUMEHEHHUsI, Ha CBOEM O(HUIIMAIBHOM CaiiTe B CETH
"NnTtepuer". MHopmanys B nepeuHe B3aMO3aMEHIEMbIX JIEKapCTBEHHBIX IIPENapaToB
JUIS. MEJUIIMHCKOTO MIPUMEHEHHsI OOHOBIISIETCS YKa3aHHBIM (heZiepaibHbIM OpraHoOM
HCIIOJIHUTENBHOM BJIACTU C YYETOM HOBBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpenapaToB JUIsl MEIULIUHCKOTO MPUMEHEHUS! U BHECEHHBIX U3BMEHEHUN B JOKYMEHTHI,
COJIeprKaliecs] B peruCTPallMOHHBIX JI0ChE Ha 3aperuCTPUPOBAaHHBIE JIEKAPCTBEHHBIE
npenapaThsl Ui MEIULMHCKOTO TPUMEHEHHUS.

9. Tlopsimox ucnoib30BaHus HH()OPMAITUN O B3aUMO3aMEHSIEMBIX JIEKAPCTBEHHBIX
npenaparax i MEIUIIMHCKOTO TPUMEHEHHUSI U TIOPSJIOK JTa4H Pa3bsICHEHUH 110
BOIIPOCAM B3aMMO3aMEHSIEMOCTH JICKAPCTBEHHBIX MTPENapaToB JIJIsi METUITHHCKOTO
IIpUMEHEHHUs ycTaHaBiauBaroTcs [IpaButenscTBoM Poccuiickoit @enepanmu.

(Cratps monosHUTENBHO BKITFOUeHa ¢ 1 wroms 2015 rona denepanbHbIM 3aKOHOM OT 22
nekabps 2014 rona Ne 429-D3; B penakiuu, BBeIeHHOM B AeiicTBue ¢ 1 mapta 2020 roma
denepanbHbIM 3aK0HOM OT 27 nekadpst 2019 roma Ne 475-D3. - CMm. npeabLayIyo

PEIIAKITNIO)

Cratpa 28. PeructpaiiuOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO Mpenapara

1. PeructpanmonHoe yaocToBEpeHUE JIEKapCTBEHHOTO IIpernapara ¢ yKkazaHHueM
JIEKapCTBEHHBIX (POPM U IO3UPOBOK BbIIAETCSI O€CCPOYHO, 32 UCKITIOUEHUEM
PErUCTPAIIIOHHOTO YI0CTOBEPEHHUS JIEKapCTBEHHOTO Mpernapara, Bbl1aBaeMOro co
CpPOKOM JICUCTBUSA MATH JIET, HA BIIEpBbIe peructpupyemoie B Poccutickoit deneparuu
JIEKapCTBEHHbIE IIPETaparhl.

2. Ilo ucreuenun YKa3aHHOT'O B 4aCTH 1 HacTOSIIEH CTAThH CpOKa BbIAACTCA 6eccpquoe
PEruCTpaiuOHHOC YAOCTOBCPCHUC JICKAPCTBCHHOI'O IIpCIIapaTta npu yCJIOBUHU
IMOATBCPIKACHUA CI'O FOCYHapCTBeHHOﬁ perucTpanru.

3. B ciydae BHeceHUs1 B COOTBETCTBUHU cO cTaThsiMu 30 u 31 Hacrosuiero deaepaibHOrO
3aKOHA U3MCHEHHH B COJIEP)KAIIMECS B PETUCTPALIMOHHOM JIOChE Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar JOKYMEHTBI, 3aTparuBaromnx
CBEJICHUS, OTPAKEHHBIE B PETUCTPALIMOHHOM YAOCTOBEPEHUH JIEKAPCTBEHHOTO
npernapara, YIoJTHOMOYEHHBIH (eiepalibHbII OpraH UCIIOTHUTEIHHON BIACTH BbIIAET
HOBOE PETUCTPALMOHHOE YI0CTOBEPEHUE JIEKAPCTBEHHOTO MIpenapara, cojepariee
BHECEHHBIE B HET'O M3MEHEHHSI.

(Yactp momnonmHuTEeNbHO BKItOYeHa ¢ 1 nronsg 2015 roga denepanbHbIM 3aKOHOM OT 22
nekadpst 2014 roga Ne 429-03)




4. B ciyyae yTpatThl WK NOBPEXACHUS PETUCTPALMOHHOIO Y10 CTOBEPEHUS
JIEKapCTBEHHOTO TpernapaTa Mo 3asBJICHHUIO B MUCBMEHHOU (hopMe nepKaTesst Uil
BJIaJIENIbIIA PETUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO MperapaTa Win
YIOJHOMOYEHHOI'O UMU JIPYroro IpUIMYECKOro JMIla O BblJaue Jy0snKara
PEruCTPALMOHHOIO YI0CTOBEPEHUS JIEKAPCTBEHHOIO IIperapaTa ynoJIHOMOYEHHBIN
(deneparbHBIN OpraH UCIIOJHUTEIHHOHN BIIACTH B CPOK, HE MPEBBIMIAIONTUHN TESCATH
paboumnx qHEH CO AHS MOCTYIUICHUS 3asBJICHUS, BBIIACT NyOIMKAT PErUCTPAIIMOHHOTO
YI0CTOBEPEHUS JIEKApCTBEHHOTO Mpenapara. 3a Bbljauy Ay0JIMKaTa perucTpaliOHHOTO
YAOCTOBEPEHHUSI JIEKAPCTBEHHOIO IIperapaTa B3MMaeTCsl TOCY1apCTBEHHAs ITOLUIMHA B
COOTBETCTBUU C 3aKOHOJaTeNbCcTBOM Poccuiickoit denepaiuu o Hajorax u coopax.
(Yactp mononuuTenbHO BKItoUeHa ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadpst 2014 roga Ne 429-03)

Cratps 29. [loaTBepkaeHe rocy1apCTBEHHOW PErucTpaliiy JeKapCTBEHHOTO Mpernapara

1. IloaTBepxkaeHUE rOCYTapCTBEHHON PETUCTPALlUK JIEKAPCTBEHHOTO IIpenapara
OCYIIIECTBJISIETCS TIPHU BbIIaue OECCPOUYHOTO PETUCTPAITMOHHOTO Y0CTOBEPECHHUS
JIEKApCTBEHHOTO Mperapara B cy4ae, yKa3aHHOM B YacTU 2 CTATbU 28 HACTOSIIErO
denepanbHOTO 3aK0HA, B CPOK, HE MPEBBIIAOIINN MIECTUIECATH paboInX THEH CO THA
MTOJTYYCHHS] COOTBETCTBYIOIINM YITOJTHOMOUYEHHBIM (eiepaaTbHbIM OpPTaHOM
WCTIOJTHUTEIHHON BJIACTH 3asIBJICHUS O MOATBEPKICHUN TOCYAAPCTBEHHON PEeTUCTpAIN
JIEKapCTBEHHOTO Tpernapara. He ocymiecTBisieTcs: moATBEPKIEHNE TOCYIapCTBEHHOM
pPErucTpany B OTHOLIEHUH JIEKAPCTBEHHOT'O IIpenapaTa, He HaXOUBILIErocs B
obpamiennu B Poccuiickoii denepanuu B TEUCHHUE TPEX U 00JIee JIET, a TAKKE B
OTHOIIIEHUH JIEKApPCTBEHHOTO CPEACTBA, MPOU3BEIEHHOTO C HapyllIeHHeM TpeOoBaHus,
YCTaHOBJIEHHOTO 4acThlo 3.7 crathu 71 HacTosmiero deepaibHOro 3aKoHa.

2. 3asBIICHHE O MMOJATBEPKACHUU TOCYJaPCTBEHHON PErUCTpalliy JEKapCTBEHHOTO
npenapara Jijisi MeIUIIMHCKOTO MPUMEHEHHSI MPEJICTaBISETCS B COOTBETCTBYIOIITUI
YIOJJTHOMOYEHHBIH (heiepaibHbIi OpTaH UCTIOTHUTEIILHON BJIACTH HE PaHEE YeM 3a CTO
BOCEMBJICCAT JTHEH JI0 UCTEUCHHUS CPOKa JICHCTBUS PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JIEKApCTBEHHOTO TIperapara Jyisi MEIUIIMHCKOTO IPUMEHEHUSI.

(YacTp B penakuuu, BBeIeHHOH B JielicTBHe ¢ 13 aBrycra 2019 rona denepaibHbIM
3akoHOM OT 2 aBrycra 2019 roga Ne 297-03. - CM. npeablAYIIYIO DEAAKIIUIO)

2.1. 3asBneHue 0 MOATBEPKICHUH TOCYAaPCTBEHHOM perucTpalyu JeKapcTBEHHOTO
mpernapara Jiisl BETepUHAPHOTO IPUMEHEHHUS MIPEJICTABISIETCS B COOTBETCTBYIOIIUN
YIIOJTHOMOYEHHBIN (peiepabHbIi OpraH UCIIOTHUTEIBHON BIACTU HE paHee YeM 3a CTO
BOCEMBJECAT JTHEH J10 UCTEYCHHsI CPOKa JICHCTBUS PErUCTPAIMOHHOTO YIOCTOBEPECHHUS
JIEKApCTBEHHOTO Tperapara sl BETEpUHAPHOTO IPUMEHEHHS U HE TIO3HEE OKOHYAHMS
CpOKa €ro AeMCTBUS.

(YacTp monomHuTensHO BKItoueHa ¢ 13 aBrycra 2019 roga @enepaibHbIM 3aKOHOM OT 2
asrycra 2019 rojga Ne 297-®3)

3. HOI[TBCp)KI[eHI/Ie FOCYHapCTBeHHOﬁ perucTpannu JICKAPCTBCHHOT'O IIpCIiapaTa
OCYIICCTBIIACTCA IO PpE3YJIbTaTaM 3KCIICPTU3bI OTHOIICHU A 0KMIAeMOM MOJIb3HI K



BO3MOKHOMY PUCKY IPUMEHEHHUS JIEKApCTBEHHOTO MperapaTa Ha OCHOBAaHUHU
Pe3yNIbTaTOB MOHUTOPUHTA A((HEKTUBHOCTH M 0€30MTaCHOCTH JICKAPCTBEHHOTO
npenapara, mpoBOJAMMOTO JIepKaTesIeM WM BIaAeNIblIeM PEruCTPALIMOHHOTO
YAOCTOBEPEHHUS JIEKAPCTBEHHOTO MpernapaTa JIM00 YIOJTHOMOYEHHBIM UMH IOPUINYECKIM
JIUIIOM, a TAK)KE€ COOTBETCTBYIOIIUM YIIOJTHOMOYCHHBIM (he/IepaIbHBIM OPTaHOM
WCIIOJTHUTEIHLHON BJIACTH B COOTBETCTBUU C TPEOOBAHUSIMU CTAaThbU 64 HACTOSIIETO
denepalbHOro 3aKOHa.

4. K 3asBJI€HHIO O NOATBEPKICHUU I'OCYAaPCTBEHHOM perucTpanuu JeKapcTBEHHOTO
rpenapara Jiisi MEJUIUHCKOTO IPUMEHEHHSI IPUJIararoTCs:

1) TOKYMEHTBI, co/ieprKalue pe3yabTaThl MOHUTOPUHTa 3(p(EKTUBHOCTH M 0€3011aCHOCTU
JIEKapCTBEHHOTI'O MpenapaTa Jjsl MEIULUHCKOTO IPUMEHEHUS, IPOBEIEHHOTO
JiepKaTesIeM WIN BIAJeIbleM PETUCTPALIMOHHOTO YI0CTOBEPEHUS JIEKAPCTBEHHOTO
npernaparta Jiisi MEIMLUHCKOTO IPUMEHEHUS JIN0O0 YIIOTHOMOYEHHBIM UM FOPUINYECKUM
JIULOM, 110 (popMe, YTBEPKAECHHON YIIOJHOMOUYEHHBIM (pesiepaabHbIM OpraHOM
WCIIOJIHUTENBHOM BIIACTH;

2) cBeZICHUS O JIaTe TIPEIOCTABICHUS U PETUCTPAITMOHHOM HOMEPE JIMIICH3UH Ha
MIPOM3BO/ICTBO JICKAPCTBEHHBIX CPEJICTB WIJIM CBEICHUSI O JaTe MPEIOCTABICHUS U
PErUCTPAIIMOHHOM HOMEPE 3aKIFOUEHHUS O COOTBETCTBHH IMPOU3BOUTENS JIEKAPCTBEHHBIX
CpencTB TpeOOBAHUSM MPABUIT HAJJICKAIEH TTPOU3BOICTBEHHOM MPAKTHKH,
MPEAOCTABJICHHBIX YITOJTHOMOYEHHBIM (eiepaTbHBIM OPraHOM UCIIOTHUTEIIBHON BIIACTH
B OTHOILLIEHUH TPOU3BOICTBEHHOM IIOIIAAKY JIEKAPCTBEHHOTO TIpenapara Jjis
MEIHUIIMHCKOTO MPUMEHEHUSI, TOCYAAPCTBEHHAS PETUCTPAIMs KOTOPOTO MOITBEPKAACTCS
B CJIy4ae, €CJIM MPOU3BOJICTBO JIEKAPCTBEHHOTO Mpernapara Jjisi MeIUIMHCKOTO
MPUMEHEHHUS ocylIecTBIAeTcs B Poccuiickoit @enepanuu;

(ITynkT B penakiuu, BBeeHHOHU B neiicTBue ¢ 1 staBaps 2021 roga denepanbHbIM
3aKoHOM 0T 27 nexabps 2019 roga Ne 478-D3. - CM. npeAbLAYIIYIO DEAAKIIUIO)

3) Kommus MpeI0CTaBACHHOW YIIOJJTHOMOYEHHBIM OPTaHOM CTPaHbI TPOU3BOUTEIIS
JIUIICH3UHW Ha TPOU3BOJICTBO JIEKAPCTBEHHOTO Ipernapara Jijisi MeIUIIMHCKOTO
MPUMEHEHHUS U €€ TIEPEBO/] HAa PYCCKUU SI3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM TOPSIAKE, a
TAaKX€ KOTMS 3aKJIFOYEHHUS O COOTBETCTBUU MTPOU3BOIUTEIS JICKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSM MPABUJI HAJICXKAIIEH TPON3BOJICTBEHHOM MPAKTHKH, BBIJIAHHOTO
YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPTaHOM HCTIOJIHUTEIBHON BIACTU B OTHOIICHUU
MPOU3BOJCTBEHHOM TIJIOIIAJIKH JIEKAPCTBEHHOTO Mpernapara i MEAUIUHCKOTO
MIPUMEHEHHUS], TOCYAApCTBEHHAs! PErUCTpallis KOTOPOro MOATBEPKIAACTCS, UIH KOTIHS
pElIeHUs YIIOJTHOMOYEHHOTO (eIepallbHOTO OpraHa UCTIOTHUTENILHOM BIACTH O
MPOBEACHUN MHCIIEKTUPOBAHUS IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB B Cllydae, eCiau
MIPOU3BO/ICTBO JIEKAPCTBEHHOTO Mpenapara Juisi MEIUIIMHCKOTO MTPUMEHEHUS
ocylecTBisAeTcs 3a npenenamu Poccuniickon denepanuu.

(ITynkt B pemakuuu, BBeieHHOM B feiictBue ¢ 1 ssaBaps 2021 roga @enepaibHbIM
3aK0HOM 0T 27 nexabps 2019 roga Ne 478-D3. - CM. npeAbLAYIIYIO PDEAAKIIUIO)

(YacTp B penaxiuu, BBeieHHOM B neiicTBue ¢ 15 utons 2018 roga @enepalibHbIM
3ak0HOM 0T 4 uros 2018 roga Ne 140-D3. - CM. OpeablayIIYIO PEIAKIINIO)




4.1. B oTHOIIEHNY OMOJIOTHYECKUX JIEKAPCTBEHHBIX MIPETAPaTOB ISl MEIUIIUHCKOTO
MIPUMEHEHHUS 3asIBUTEIb JOTIOJHUTEIBHO MPEACTABIISIET PE3YAbTAThl MEPOTIPUATUM,
MPEAYCMOTPEHHBIX MIJIAHOM YIPABJICHUS PUCKAMHU, YTBEP>KIECHHBIM YIIOJTHOMOYEHHBIM
(denepaybHBIM OPraHOM UCTIOJTHUTEILHOM BIIACTH TP OCYIIECTBICHUN TOCYIaPCTBCHHON
pPErucTpaIyu JIEKapCTBEHHOTO Mpernapara sk MEIUIIMHCKOTO TPUMEHEHUSI.

(Yactp nononmHuTenbHO BKItoUeHa ¢ 15 utonst 2018 rona denepanbHbIM 3aKOHOM OT 4
utons 2018 roga Ne 140-D3)

4.2. K 3asBJICHUIO O TTOATBEPKICHUN TOCYAAPCTBEHHOM PErUCTPaIMH JIEKAPCTBEHHOTO
npenapara Jijisi BETepUHAPHOTO MPUMEHEHUS IPIIATatoTCsl JOKYMEHTBI, COCpIKaIIe
pe3ynbTaThl MOHUTOPHHTA () (PEKTUBHOCTU U O€30MTaCHOCTH JIEKAPCTBEHHOTO Tperapara
JUTsl BETEPUHAPHOTO MPUMEHEHHSI, IIPOBOJUMOTO JIep>KaTelIeM WU BIIAJENIbIIEM
PEruCTPAIIMOHHOTO YI0CTOBEPEHUS JICKAPCTBEHHOTO TIpenapara Jjisi BETepUHAPHOTO
MIPUMEHEHHUSI TNOO YIIOJIHOMOYEHHBIM UM IOPUIMYECKUM JIUIIOM, TI0 popme,
YTBEPKJICHHOUW YIIOJJHOMOYEHHBIM (PeiepaibHbIM OPraHOM HCIIOTHUTEIBHON BIIACTH, U
JOKYMEHTBI, YKa3aHHbIC B MyHKTaxX 1, 2-2.2, moamyskTax "a", "6", "k", "n" mynkra 4
gactH 3 cratbi 17 HacTosmero ®enepaabHOTO 3aK0HA. B oTHOIIIEHNHN
MMMYHOOHOJIOTHUECKHX JICKAPCTBEHHBIX MPENapaToB /il BETEPUHAPHOTO TPUMEHEHUS
HE MPEICTABJISAIOTCS CBEACHUS, YKa3aHHbIC B MOANYHKTE "K" myHKTa 4 yacTu 3 cTtatbu 17
HacTosiero PeaepanbHOTro 3aK0Ha. B OTHOIIEHNH JIEKapCTBEHHBIX MPEnapaToB s
BETEPUHAPHOTO MIPUMEHEHUS, TIOJIYUEHHBIX ¢ MPUMEHEHHEM T'€HHO-UHKEHEPHO-
MOIU(UIIMPOBAHHBIX OPTaHU3MOB HIIH COJEPIKAITUX TAKHE OPTaHU3MBI, JTOTTOJTHUTEIIEHO
MPEJICTaBIISIIOTCS CBEICHUS, YKa3aHHbIe B TyHKTE 13 yacTu 3 cratbu 17 HACTOAIIEro
deaepalbHOro0 3aK0Ha.

(Yactp momonmHuTEeNbHO BKIIOUeHA ¢ 15 mions 2018 roga denepaabHBIM 3aKOHOM OT 4
utoHs 2018 roga Ne 140-D3; B penakiuu, BBeeHHOH B niericTBue ¢ 13 aBrycra 2019 rona
®denepanbHbIM 3ak0HOM OT 2 aBrycta 2019 roma Ne 297-®3. - Cm. npeablayniyro

PEIIAKITNIO)

4.3. 3asgBUTENb BIIPABE MPEACTABUTD C 3aBICHUEM O MTOATBEPKICHUHN TOCYAapCTBEHHOM
pPEruCTpaIy JICKAPCTBEHHOTO MperapaTa KOMUI TOKYMEHTA, TTOATBEPIKIAIOIIETO
yIUTaTy TOCYAapPCTBEHHOM MOIIJIMHBI 3a TIOITBEPKACHHUE TOCYIAPCTBEHHON PErUCTpaIuu
JIEKApCTBEHHOTO TIperapara, a TAaKXKe BblIaBacMbIe (ITPEI0CTaBIIIEMbIC)
YIOJJTHOMOYEHHBIMH (pe/iepaibHBIMU OpraHaM1 UCIIOJIHUTEIILHOMN BJIACTH JTOKYMEHTHI
(cBeneHus), ykazaHHbIE B IYHKTaxX 2 U 3 yacTu 4 HacTosIIeH cTaTh. B ciiyyae ux
HEMpPEeICTaBICHHS YIIOJTHOMOYECHHBIN (eiepalibHbIil OpraH UCHIOTHUTENBHOM BIIaCTH
3ampaninBaeT yKa3aHHbIe JOKYMEHTHI (CBEJCHHS) B MOPSIIKE MEKBEIOMCTBEHHOTO
MH(POPMAITMOHHOTO B3aUMOACHCTBUSI.

(Yactp mononHUTENBHO BKItOYeHA ¢ 15 mions 2018 roga denepaibHBIM 3aKOHOM OT 4
utons 2018 roga Ne 140-D3; B penakiiuu, BBeJeHHOH B nielicTBue ¢ 1 suBaps 2021 rona
DenepanbHbIM 3aK0HOM OT 27 nekadps 2019 roga No 478-D3. - CM. OpeablayIyio

PEIaKIIHIO)

5. B TeueHue aecsatu pa60‘-II/IX JHEH co JHSA IMPUHATHUS 3a4BJICHUA O IIOATBCPIKACHUN
FOCYH&pCTBCHHOﬁ perucTpanuu JICKapCTBEHHOIO IIpeIiapaTta U IOKYMCHTOB,
COJACpKaAIUX PE3YyJIbTATBI MOHUTOPUHI'A B(I)(I)CKTI/IBHOCTI/I u 0e30MacHOCTH



JIEKapCTBEHHOTI'O IIpenapaTa, IPpOBOAMMOTIO JepKaTeJeM WIH BIaAe/IbLEM
PETUCTPAIIIOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Mperapara JIMO00 YIIOIHOMOYEHHBIM
VMU IOPUIMYECKIM JIMIIOM, YITOJIHOMOYEHHBIN (e/iepaibHblil OpraH HCHOIHUTEIBHOM
BJIACTH:

1) mpoBOAUT MPOBEPKY MOJTHOTHI CBEIEHUM, COACPIKALUXCS B IIPEACTABICHHBIX
3asBUTENIEM JOKYMEHTAX;

2) IPUHUMAET PELICHHE O MPOBEICHUN WK 00 OTKa3e B MPOBEICHUHU SKCIICPTH3bI
OTHOIIEHHUSI 05KMJIA€MOM MOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOTO
npenapaTa Ha OCHOBAaHUU PE3Yy/IbTaATOB MOHUTOPHUHTA Y3PPEKTUBHOCTH U OE30MMACHOCTH
JIEKapCTBEHHOTI'O IpernapaTa, IPOBOAMMOTIO JepKaTesIeM WM BIIaJeNbleM
PEruCTPaIIOHHOTO YI0CTOBEPEHHUS JIEKapCTBEHHOT 0 Mpernapara 100 yIoJIHOMOYEHHBIM
MU IOPUANYECKUM JIULIOM, a TaKke (eiepaibHbIM OPraHOM HUCIIOJIHUTEIBHOM BJIACTU B
COOTBETCTBUU C TPeOOBAHUSIMH CTaThbl 64 HacTosiero denepaibHOTO 3aKOHA;

3) yBeOMIISIET B DJIEKTPOHHOM (hopMe MU TUCHMEHHOM (hopMe 3asBUTEIS U AKCIIEPTHOE
YUpEeXKICHUE O TIPUHIATOM PEIICHUH JINOO B CIIydae MPUHSTHS pelieHuss 00 0TKas3e B
MPOBEACHUH IKCIEPTU3BI YKa3bIBAET MPUYHHBI TAKOTO OTKA3a.

6. B cinydae BbIsIBIEHUSI HEJOCTOBEPHOCTH U (MJIM) HEJJOCTaTOYHOCTU MH(OpMaLuHy,
coJieprKalieiicst B MpeACcTaBIEHHBIX 3asSBUTEIEM JOKYMEHTaX, YIIOJTHOMOYEHHBIH
(enepanbHbIN OpraH UCIOJHUTEIBHOM BIIACTH HANpPABIIET 3asBUTENIO 3apoc 00
YTOYHEHUH yKa3aHHOU MH(pOopMauu. 3anpoc yIoIHOMOUYEHHOTO (eaepaabHOro OpraHa
VCIIOJITHUTEJIBHOM BIACTU MOXET ObITh NepejaH yIOJIHOMOYEHHOMY MIPEJICTABUTEINIO
3asBUTEIS JMYHO MOJ] PACIUCKY, HAIIPABJIEH M0 MOYTE 3aKa3HBIM MUCbMOM WM epe/iaH
B IEKTPOHHOH (OopMe IO TEIIEKOMMYHHMKALIMOHHBIM KaHajaM cBsA3H. B cirydae
HalpaBJIeHUs 3aIpOCca YIOJIHOMOYEHHOTO (hefiepabHOrO OpraHa UCIOJIHUTEIbHON
BJIACTH IO MOYTE 3aKa3HBIM TMCHbMOM OH CUMTAETCS MOJIy4YEHHBIM 110 HCTEYEHUH LLIECTH
JHEN C 1aThl HAIpaBJIEHUs 3aKa3HOIO IHChMa.

7. 3aaBUTENH 00513aH MNpEACTAaBUTH OTBECT HA 3alIpOC YIIOJTHOMOYCHHOI'O (bCI[CpaJ'II)HOFO
OpraHa HCITOJIHUTENLHOM BJIACTH B CpOK, HC HpCBI)IHIaIOIHI/Iﬁ JCBSAHOCTa pa60q1/1x ,Z[HGI71 (¢{0)
JHs €TI0 IIOJIYYCHUS. CpOK, yKaSaHHBIﬁ B YaCTH S5 HACTOSIIEH CTaThHU,
MMPHUOCTAHABJIMBACTCS CO JHS HAIIPABJICHUA 3asABUTCIIIO 3alIpOCa YIIOJTHOMOYCHHOT'O
q)e,ﬂepaHLHOFO opraHa HUCIOJHUTEILHOM BIIACTH 10 JHS MOJIYUYCHUS UM
COOTBCTCTBYIOLICTO OTBETA U HC YUUTBIBACTCA ITPHU UCUUCIICHUU CPOKaA MMOATBCPIKACHUS
l"OC}’I[EIpCTBCHHOﬁ perucrpanuu JICKaApCTBCHHOIO IIpCIiapara.

8. OcHoBaHueM I OTKa3a B IMPOBEACHUHU SKCIICPTU3bI OTHOIICHHA 0KHJIA€MOM I10JIb3BI
K BOBMOKHOMY PUCKY NPUMCHCHUS JICKAPCTBCHHOT'O ITpCIIapara ABJISACTCA
MMpEACTaBJICHUEC NOKYMCHTOB, COACPIKAIINX PE3YJIbTATEl MOHUTOPHUHTA B(I)q)eKTI/IBHOCTI/I u
0e30IMacHOCTH JICKApCTBCHHOTO IIpCriapara, 1 (I/IJ'II/I) B OTHOIIICHUH OUOJIOTHYECKUX
JICKAPCTBCHHBIX NPCIAPATOB PE3YIIbTATOB OCYIICCTBICHUA MepOHpI/IHTI/Iﬁ B
COOTBCTCTBUH C IIJIAHOM YHPABJICHUA PUCKAMHU, YTBCPKACHHBIM YIIOJITHOMOYCHHBIM
(be,[[epaHLHLIM OopraHomMm HCIIOJIHUTEIILHOM BIIACTH IIpU OCYIICCTBJIICHUN FOCYI[&pCTBCHHOﬁ



perucTpaIyu JeKapCTBEHHOTO Mperapara, B HEMOJIHOM 00beMe, OTCYTCTBUE
nH(OpPMALIUY, TIOATBEPKIAONICH (PAKT YIIaThl TOCYAAPCTBEHHOM MOIILTUHBI 32
MOJITBEPXKICHUE TOCYJapCTBEHHON PEerucTpaliiy JEKApCTBEHHOTO Mperapara, JIuoo
HEMNPEJICTABICHHUE 3asIBUTEIIEM B YCTAHOBJICHHBIN CPOK OTBETA HA YKa3aHHBIM B 4acTH 6
HACTOSIIEH CTaThU 3aIPOC YIOJIHOMOYEHHOTO (heIepaTIbHOr0 OpraHa UCIOTHUTEITBHOM
BIIACTH, & TAKXKE OTCYTCTBUE B YKA3aHHBIX IOKYMEHTAaX HHPOPMAIUK, KOTOpas J0DKHA
OBITh B HUX OTPAXKCHA.

9. DkcnepTr3a OTHOLIEHUS 05KUJIAEMOM 0JIb3bl K BO3MOKHOMY PUCKY IPUMEHEHHUS
JIEKapCTBEHHOTI'O IpernapaTa B LEJsAX MOATBEPKACHUS rOCy1apCTBEHHOM perucTpannu
JIEKapCTBEHHOTI'O IpernapaTa MPOBOIUTCS KOMUCCUEHN 3KCIIEPTOB 3KCIIEPTHOTO
YUPEXKJIEHUS B CPOK, HE MPEBBIIIAIONINN COpOKa paboumX JHEH.

10. B citydae HE1OCTAaTOYHOCTH MPEJICTABICHHBIX SKCIIEPTY MaTepUaIOB JUIsl 1aun
3aKJIFOUEHUS DKCIEPT 00pamiaeTcs K pyKoBOJUTEIIO AKCIEPTHOTO YUPEKACHUS O
MIPEIOCTABICHUN €My HEOOXOJUMBIX MaTepuasioB. PyKOBOIUTENb SKCIIEPTHOTO
yUpexJIeHUs! 00palaeTcsi ¢ COOTBETCTBYIOIIMM 3alPOCOM B YITOJTHOMOYEHHBIH
(dhenepanbHBIN OpPraH UCIIOJTHUTEIIBFHON BIACTH, BBIJIABIINN 3a/IaHUE HA MIPOBEJCHUE
AKCHEPTU3BI OTHOMICHUSI 0)KM1a€MOM MOJIb3bl K BO3MOKHOMY PUCKY MTPUMEHEHHS
JIEKapCTBEHHOTI'O IpernapaTa Ha OCHOBAHUU JIOKYMEHTA, COJIEPKAILEr0 Pe3yJIbTaThl
MOHHUTOPHHTa Y3PPEKTUBHOCTH U OE30MaCHOCTH JIEKAPCTBEHHOT'O Mpenapara. B reuenue
MATH paboyuX JHEH co AHS MOCTYIUICHHUS 3alpoca PyKOBOIUTEIS SKCIIEPTHOTO
YUpEKICHUS YKAa3aHHBIA (eiepaibHbIi OpraH UCTIOJHUTEIHLHON BIACTH HAMPABIISCT
3asIBUTEIIIO 3aIpOoC O MPEJCTABICHUN HEOOXOAUMbBIX MAaTEPUAIOB, KOTOPBIM MOXKET OBbITh
MepeAad YInOJITHOMOYEHHOMY MPEACTABUTENIO 3asIBUTENS JIMYHO 101 PACIIUCKY,
HaIpaBJIECH IO MOYTE 3aKa3HbIM MMMCbMOM WJIU MEepe/iaH B ANEKTPOHHOU (hopme 1o
TEJIEKOMMYHUKAIIMOHHBIM KaHaJIaM CBsI3H. B ciiydyae HampaBieHus 3ampoca
YIOJHOMOYEHHOTO (heZiepaibHOrO OpraHa UCIIOJHUTEIBHOMN BIACTH IO MTOYTE 3aKa3HBIM
MMACbMOM OH CUUTAETCS MOJYYEHHBIM IO UCTEYEHHUHU LIECTU JTHEU ¢ JaThl HAIIPaBICHUS
3aKa3HOr0 MHUChMa.

11. 3asgBurens 00s3aH MPECTAaBUTH OTBET Ha 3aIIPOC YIOJIHOMOYEHHOTO (heaepaibHOro
OpraHa HCIOJIHUTEJIBHOMN BJIACTH B CPOK, HE MPEBBIIIAIONINI ECTUAECATH padouux JHEH
CO JIHS TIOJYYEeHHS YKa3aHHOTO 3arpoca. Y IOJTHOMOYEHHBIH (eiepanbHbIil opran
WCIIOJIHUTENBHOMN BIIACTH, BBIJIABIINI 3a/1aHNE Ha MPOBEICHUE IKCIEPTU3bl OTHOIICHHUS
0’KHJIaeMOH TOJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHHUS JIEKaPCTBEHHOTO IIpernapara Ha
OCHOBaHUU JIOKYMEHTa, COJICPKAIIEro pe3yJIbTaThl MOHUTOPUHTa 3((HEKTUBHOCTH U
0€30MacHOCTH JIEKaPCTBEHHOT'O MpernapaTa, B TeUeHUE MATH padoyux JHEH co IHs
MOCTYIUICHHUS OT 3asBUTEJIS OTBETA Ha 3alPOC YIIOJTHOMOYEHHOTO (heiepabHOTO OpraHa
WCIIOJIHUTENBHOM BJIACTU HANPAaBIISIET 3TOT OTBET B 3KCIIEPTHOE yupexkaeHue. B cnyyae
HEMpPEeJICTaBICHUS 110 NCTEUSHUH ECTHACCATH pabouuX IHEH 3asBUTENEM OTBETa Ha
yKa3aHHBIH 3aMpoC YIOTHOMOYEHHBIN (eiepalibHbIN OpraH UCHIOTHUTENFHOM BIACTH,
BBIJIABIIMI 3a/IaHU€ HA MTPOBEJICHHUE IKCIEPTU3bl OTHOIIEHUS 0KUIAEMOM MOJIb3bI K
BO3MOKHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOTO MpernapaTa Ha OCHOBAHUM JIOKYMEHTA,
COJIEPIKaIIEero pe3ylbTaThl MOHUTOPUHTA A((HEKTUBHOCTH U O€30TTACHOCTH
JIEKapCTBEHHOTO TMpernapaTa, B TeUeHHE MSATH pabodYuX JHEW HAMpPaBIIsIeT B OKCIIEPTHOE



yUpexIeHHE YBEJIOMIICHUE O HETIPEICTABICHUH 3asBUTEIIEM OTBETA HA 3aIpoc
yKa3aHHOTO opraHa. Bpems co qHs HanmpaBIeHHS 3aIIpoca SKCIIEPTHOTO YUPEKACHUS B
YIIOJIHOMOYEHHBIN (heiepaabHbIi OpraH UCIOTHUTEILHOM BIACTH JI0 JTHS ITOJTYYSHHS
IKCIIEPTHBIM YUPEKICHUEM OTBETA Ha 3aMPOC WM YBEIOMIICHHS O HETIPEACTABICHUU
OTBCTA Ha 3aIlpOC HC YUUTHIBACTCA IPHU UCUUCIICHUN CPOKaA IMPOBCACHU A SKCIICPTU3bL
OTHOILIICHUSA O)KHI[aeMOﬁ ITOJIB3bI K BOBMOXHOMY PUCKY MIPUMCHCHUSA JICKAPCTBCHHOI'O
mperapaTa Ha OCHOBaHUU JOKYMEHTA, COICPIKAIIEro Pe3y/IbTaThl MOHUTOPUHTA

3¢ deKTUBHOCTH U 0€30ITaCHOCTH JICKAPCTBEHHOTO Mpernapara.

12. B cpok, He MpeBbIIaoNui 1ecATH paboUnX JTHEH CO JHS MOITYUYEHHUS 3aKIF0UEH Usl
KOMMCCHH 3KCIIEPTOB MO PE3YJbTaTaM dKCIEPTU3bI OTHOLIEHUS OKHUIAEMOM IOJIb3bI K
BO3MOKHOMY PHUCKY IIPUMEHEHHsI JIEKAPCTBEHHOTO MpeIapaTa, COOTBETCTBYOLIUN
YIOJHOMOYEHHBIN (heiepabHbIN OpTraH UCIIOJHUTEIbHON BIACTH:

1) ocymiecTBIsET OLEHKY 3TOTO 3aKJIIOYEHHS JUIs ONIPEIENIEHUS €r0 COOTBETCTBUS
3aJJaHUIO Ha NMPOBEJICHUE YKAa3aHHOM SKCIEPTHU3HI;

2) NIpUHUMAET pellleHue O MOATBEPKICHUN rOCYAapCTBEHHOM perucrpanuu
JIEKapCTBEHHOT'O IMpernapaTa Ui 00 0TKa3e B MOATBEPKACHUN TOCYIapCTBEHHON
perucTpalum JeKapcTBEHHOI O IIpernapara;

3) BHOCHT NPH NPUHSATUU PEUICHUSI O TIOATBEPKICHUN TOCYIapCTBEHHON PErucTpaluu
JIEKAPCTBEHHOTO MpeTapaTa CBEAEHUS B TOCYIapPCTBEHHbIN PEECTP JIEKAPCTBEHHBIX
CPEJICTB U BBIJACT 3asIBUTENIO OECCPOYHOE PErUCTPALIMOHHOE YIOCTOBEPEHNE
JIEKApCTBEHHOTO Mperapara.

13. OcHoBaHMEM J1s1 OTKa3a B MOATBEPKICHUHN TOCYAApPCTBEHHOM PErUCTpaIlui
JIEKApCTBEHHOTO TIperapara sSBJIsCeTCS 3aKII0UYEHNE COOTBETCTBYIOIIETO
YIOJJTHOMOYEHHOTO (heZiepaIbHOTO OpraHa UCIOJHUTEILHOM BIACTH O TOM, YTO PHUCK
MPUYMHEHUS Bpe/ia 3J0POBbIO YEIIOBEKA MIIM dKUBOTHOTO BCJIEACTBUE ITpHUEMaA
JIEKApCTBEHHOTO Tperapara npeBbimaeT 3h(GEKTUBHOCTD €ro MPUMEHEHHSL.

(YacTp B penakuuu, BBeIeHHOH B JielicTBre ¢ 15 nutonst 2018 roma denepaibHbIM
3akoHOM OT 4 nrons 2018 roga Ne 140-P3. - CM. npeaplAyILYIO PEAAKIIHIO)

14. B nepuoa mpoBeeHUS MPOLIEIYPhI MOATBEPKACHUS FOCYIapCTBEHHOM PErucTpalun
JIEKapCTBEHHOTO Tpernapara ero oopamienue B Poccuiickoii denepanuu He
MIPUOCTAHABIMBACTCSL.

15. Jomyckaetcsi oOpaliieHre JIeKapCTBEHHBIX MPernapaToB 0 UCTEUYCHUS CPOKa
T'OJIHOCTH, TIPOM3BEACHHBIX B TCUCHUE CTA BOCBMUJICCATH KAJICHIAPHBIX JHEH TOCIe
JaThl IPUHSTUS YIIOJTHOMOYEHHBIM (e/ilepabHbIM OPraHOM HCTIOTHUTEIHHON BIACTH
peuieHus 0 MOATBEPAKACHUU IrOCYyJapCTBEHHON PErnCTpauu, B COOTBETCTBUU C
uHpopmaluen, coaepxaiiencs B JOKyMEHTaX PerUCTPallMOHHOTO JOChe Ha
JIEKapCTBEHHBIN Mpenapar 10 AATbl IPUHATUS TAKOTO PEIICHHUS.

(YacTsp B pemakium, BBeieHHOM B neiicTBue ¢ 13 aBrycra 2019 rona denepanbHbiM
3akoHOM OT 2 aBrycra 2019 rojga Ne 297-®3. - CM. OpeabLAYIIYIO PEIAKIIHIO)
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(Cratps B penakuuu, BBeZieHHOH B aelictBue ¢ 1 ssHBaps 2017 rona denepaibHbiM
3akOHOM 0T 22 niekadps 2014 roga Ne 429-03. - CM. OpeAbLIyIIYIO PEIAKIIHIO)

Cratps 30. BHeceHue U3MEHEHUH B JOKYMEHTBI, COJIEPKAIIUECS B PErHCTPAllMOHHOM
JI0CbE€ Ha 3aperuCTPUPOBAHHbIN JIEKAPCTBEHHBIN Ipenapar Juisi MEIULUHCKOTO
IPUMEHEHUS

1. B nensix BHECEHUSI UBMEHEHHH B JOKYMEHTHI, COJIEPXKAIIMECS B PETUCTPAIMOHHOM
JIOChE€ Ha 3aPErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MPEIapar il MEIUIMHCKOTO
MPUMEHEHHUS], I€PKATEIb WIIH BJIQJICIICL] PETUCTPALMOHHOTO yIOCTOBEPEHUS
JIEKapCTBEHHOTO MpeENapara Wik yIHOJHOMOYEHHOE UM JPYroe PUIHNYECKOE JTUIO0
(manee B HacCTOSIIIEH CTaThE - 3asIBUTENb) MPEACTABISAET B YIOJIHOMOUYEHHBIN
(dbenepanbHBIN OpraH UCMOJHUTEIILHON BJIACTH 3asBJICHHE O BHECEHUH TaKUX U3MEHEHUN
1o ¢hopme, YyCTAaHOBJICHHOW YIIOJIHOMOYEHHBIM (Pe/iepaibHbIM OPTaHOM HCIIOJTHUTEIIBHON
BJIACTH, U TIPUJIAraeMble K HEMY U3MEHEHUS B YKa3aHHbIEC JOKYMEHTBI, a TAKXKE
JIOKYMEHTBI, TOATBEPKIAIOIINE HEOOXOMMOCTh BHECEHUST TAKMX U3MEHEHUH.

(Yactp B penakuuu, BBeIeHHOU B nieiicTBre ¢ | ssHBaps 2017 romga denepanbHbIM
3akoHOM 0T 22 nexabps 2014 roga Ne 429-®3 (¢ u3MEHEHUSIMH, BHECEHHBIMU
DdenepanbHbIM 3ak0HOM OT 13 mtonst 2015 roga No 241-D3); B pegakiiuu, BBEACHHOU B
nericteue ¢ 15 uronsg 2018 roga @enepanbHeiM 3akoHoM OT 4 mronst 2018 roga Ne 140-
@3. - CM. IpEapLAVIIIYIO PETAKIIHIO)

1.1. ITpy HEOOXOIMMOCTH BHECEHHS B JOKYMEHTHI, COJICPKAIIHECS B PETUCTPAITMOHHOM
JIOChE Ha 3apPETHUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MTpenapar Jisi MEAUITHHCKOTO
MPUMEHEHHUS], I3BMEHEHUM, YKa3aHHbBIX B MYHKTE 3 4acTH 2 HACTOSIIEH CTaThbU U
TPeOYIOIMMX MPOBEACHUS IKCIIEPTU3BI KAUeCTBA JIEKAPCTBEHHBIX CPEJICTB, 3asIBUTEIH
JOTIOJTHUTEIBHO MPEJCTABISET B YIIOJTHOMOYECHHBIN (heepaibHbIN OpraH
WCTIOJTHUTEIHPHON BJIACTH CBEJICHUS O JAaT€ MPEJOCTABJICHHS U PETUCTPAIIMIOHHOM HOMEPE
JIMIICH3UH Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPECTB WJIM CBEACHUS O J1aTe
MPEAOCTABJICHHS M PErUCTPAIIMIOHHOM HOMEPE 3aKITIOUEHHUS O COOTBETCTBUHU
MTPOM3BOIUTEINS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPABUII HaJICKAIEH
MTPOM3BOJICTBEHHON MPAKTUKH, BHIJJAHHBIX YIIOJHOMOYEHHBIM (De/lepalIbHbIM OPraHOM
WCTIOJTHUTEIHHON BJIACTH B OTHOIICHUH U3MEHEHHOM U (WJIH) JOTIOTHEHHOM
MIPOM3BOJICTBEHHOH TIJIOMIAKH JIEKAPCTBEHHOTO IIpernapara, B ciiydae, eCiu
MIPOM3BOJICTBO JIEKAPCTBEHHOT'O IIpenapara ocyuiectsiusercs B Poccuiickoii @eneparnuu,
MO0 CBEICHHMS O JIaTe MPEJIOCTABICHUS U PETUCTPAIIMOHHOM HOMEpE BBIIAHHOM
(mpenocTaBIeHHBIX) YIIOTHOMOYEHHBIM OPraHOM CTPaHbl TPOU3BOIUTENS JINLIEH3UU Ha
MIPOU3BOJICTBO JIEKAPCTBEHHOI'O MIperapaTa u ee MepeBo Ha PYCCKUH S3bIK, 3aBEPEHHbBIE
B YCTAHOBJICHHOM MOPSJIKE, a TAK)KE CBEACHUS O JIaTe MPEJOCTaBICHUS U
PErUCTPAIIMOHHOM HOMEPE 3aKJIFOUEHHUS O COOTBETCTBHH IMPOU3BOUTEIIS JIEKAPCTBEHHBIX
CPEICTB TpeOOBaHMIM MPABUIT HaJJIeXkKAIlel MTPOU3BOJACTBEHHON MPAKTUKH, BEIIAHHOTO
YIIOJTHOMOYEHHBIM (pe/iepalibHBIM OPTaHOM HCTIOJIHUTENBHON BIACTH B OTHOIICHUU
W3MEHEHHOH U (MJIM) AOTIOJTHEHHOW MTPOM3BOICTBEHHOH TUIOIIAIKU JEKApPCTBEHHOTO
npenapara, Wiv CBEJICHUs O JAaTe NMPEJOCTABICHHS U PErUCTPALIMIOHHOM HOMEPE
pelIeHUs YIIOJTHOMOYEHHOTO (eIepalbHOTO OpraHa UCTIOTHUTENLHOM BIACTH O
MPOBEACHUN MHCIIEKTUPOBAHUS TPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB B Cllydae, eCiu




MIPOU3BO/ICTBO JIEKAPCTBEHHOTO Mperapara OCyIeCTBIsIeTCA 3a npeaenamu Poccuiickoit
denepanuu.

(Yactp nononHuTeNnbHO BKIIOYeHA ¢ 15 nrons 2018 roga denepaibHbIM 3aKOHOM OT 4
utons 2018 roma Ne 140-D3; B penakuuu, BBeAeHHOU B nieiicTBre ¢ 1 ssuBaps 2021 roga
®denepanbHbIM 3ak0HOM OT 27 aexadps 2019 rona Ne 478-D3. - CMm. npeabLayyo

PEIIAKIIUIO)

1.2. IIpn HE0OXOIMMOCTH BHECEHHSI B IOKYMEHTBI, COJIEPKAIIUECS B PETUCTPAITMIOHHOM
JIOChE Ha 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MTpenapar Jisi MEAUITUHCKOTO
IIPUMEHEHHUS], U3MEHEHNH, YKa3aHHBIX B IIYHKTE 4 4acTU 2 HACTOALIEH CTaTbU U
TPeOYIOIMMX TPOBEACHUS IKCIIEPTU3BI KaUeCTBA JIEKAPCTBEHHBIX CPEACTB, 3aIBUTEIb
JIOTIOJTHUTEIBHO MPEJICTABIISIET B YIIOJTHOMOYEHHBIN (pesiepanbHblil opran
WCTIOJTHUTEIHHON BJIACTH CBEJICHUS O JaT€ MPEJOCTABJICHHS U PETUCTPAIIMIOHHOM HOMEPE
JIUIIEH3UHU Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB UM CBEJCHUS O JlaTe
MPEAOCTABJICHHS M PETUCTPAIIMIOHHOM HOMEPE 3aKITI0OUEHHUsI O COOTBETCTBUHU
MIPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSM MPABUII HaJICkKAIIEH
MIPOU3BOJICTBEHHOMN MPAKTUKH, BBIJIAHHBIX (ITPEA0CTaBIECHHBIX) YIIOJTHOMOYECHHBIM
(dheneparTbHBIM OPraHOM UCIIOJTHUTEIILHON BJIACTH B OTHOIIIEHUU TTPOU3BOACTBEHHOM
TIJTOIIAIKK JIEKAPCTBEHHOTO MperapaTa, B ClIydae, eCiIu MPOU3BOICTBO JIEKAPCTBEHHOTO
npenapara ocymectBisiercs: B Poccutickoit @enepannu, 1100 CBEICHUS O JaTe
MPEAOCTABJICHHS M PErUCTPAIIMOHHOM HOMEPE BBITAHHOU YITOJTHOMOYEHHBIM OPTaHOM
CTpaHbI MPOU3BOIUTEIS JIMIICH3UU Ha TIPOMU3BOJICTBO JICKAPCTBEHHOTO TIpenapara u ee
MEepEeBOJ Ha PYCCKUH S3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IMOPSJIKE, a TAKKE CBEACHUS O
JlaTe MPEIOCTABICHUS U PErUCTPAIMOHHOM HOMEPE 3aKIIFOYEHUS O COOTBETCTBUU
MIPOM3BOIUTEINS JIGKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPABHII HAJUICKAIIEH
MIPOM3BOJICTBEHHOHN MPAKTHUKH, BBIJAHHOTO YITOJTHOMOYEHHBIM (eZiepaTbHbBIM OpraHOM
HCTIOJIHUTENBHOM BJIACTH B OTHOLICHUH ITPOU3BOJICTBEHHOM TIJIONIAAKH JIEKAPCTBEHHOTO
Mpernapara, Wik CBEJICHUS O IaTe MPEIOCTABICHUS U PErUCTPAlMOHHOM HOMEpPE
peIieHus yIoJHOMOYEHHOTO (peiepaibHOTO OpraHa UCIIOJIHUTEIBPHOM BJIACTH O
MPOBEICHUU MHCIIEKTUPOBAHUS MTPOU3BOAUTEINS JICKAPCTBEHHOTO CPEJICTBA B ClTy4ae,
€CJIM MPOMU3BOJICTBO JIEKAPCTBEHHOTO MpernapaTa OCYIIECTBIISIETCA 3a MpeaeiaMu
Poccuiickoit @eneparuu.

(Yactp momosHuTEeNbHO BKIIOUeHA ¢ 15 utons 2018 roma denepaibHBIM 3aKOHOM OT 4
utons 2018 roga Ne 140-D3; B penakiuu, BBeeHHOH B nielicTBre ¢ 1 suBaps 2021 rona
denepanbHbIM 3ak0HOM OT 27 aekadps 2019 roma Ne 478-D3. - CM. npeabLayIIyO

PEIAKIIUIO)

1.3. HpI/IHHTI/Ie pPCUICHUA O BHCCCHHUHA M3MEHEHHUH nin 00 0TKa3e BO BHECEHUH U3MEHEHUN
B JOKYMCHTBI, COACPKAIIUCCIA B PETUCTPAITUOHHOM JOCHC Ha 3apeFI/ICTpI/Ip0BaHHHI71
J'IeKapCTBeHHHﬁ npernapar ajid MCAUIUHCKOTO ITPUMCHCHH, B ClIydac H606XOI[I/IMOCTI/I
MMPOBCACHUA DKCIICPTU3BI KAUCCTBA JICKAPCTBCHHBIX CPEACTB U (I/IJ'II/I) SKCIICPTHU3BI
OTHOIIICHHUS 0KUAAEMOM IOJIB3bI K BO3MOJXHOMY PHUCKY IPUMCHCHHS JICKAPCTBCHHOI'O
npenapara i MEAUIUHCKOTO IPUMCHCHHA OCYIIECCTBIISICTCS B CPOK, HE HpeBBIIJ_IaI-OH_IHﬁ
JACBAHOCTA pa60‘-II/IX I[Heﬁ, a B OCTAJIBHBIX ClIy4dasX B CPOK, HE HpeBBIH_IaIOH_IHﬁ TpuanaTu
pa60LII/IX JIHEH CO JHS MNPpUHATHA YIIOJTHOMOYCHHBIM (beﬂepaanHM OopraHomM
HCIIOJHUTEIBHOMN BIACTH 3asIBIICHUS O BHECEHMHU TaKUX HU3MEHEHHI.



(Yactp nononHuTeNnbHO BKIOUYeHa ¢ 15 urons 2018 roga denepaibHbIM 3aKOHOM OT 4
utons 2018 roma Ne 140-D3)

1.4. YrionHoMoueHHbIN (penepaibHblii OpraH UCIOJHUTEIBHOMN BIACTU C YUETOM
pe3yabpTaToB (hapMaKOHAA30pa U IPOBEPOK COOTBETCTBHS JICKAPCTBEHHBIX CPEJICTB,
HAXOJISAIINXCS B TPAXKIAAHCKOM 000pOTE, YCTAHOBIIEHHBIM TPEOOBAaHHSM K UX Ka4ECTBY B
TEUYEHHUE JIeCATH paboUuuX JHEH CO JHS MOCTYIUICHUS! COOTBETCTBYIOIIEH HHPOPMALIUT
pa3meliaer Ha cBoeM oduinanbHOM caite B cetu "MHTepHer" cBeeHus o
HE00X0IMMOCTH BHECEHUS B HHCTPYKIHIO MO0 MEJUIIMHCKOMY ITPHUMEHEHUIO
JIEKapCTBEHHOTI'O IMpernapaTa U3MEHEHUI B OTHOIIIEHUH CBEJICHUM O MOKa3aHUAX IS
MPUMEHEHUSI ¥ IPOTUBOTIOKA3aHUIX JJIsl IPUMEHEHUs JIEKapCTBEHHOTO Mpernapara,
BBISIBJIEHHBIX IOOOYHBIX JEHCTBUSAX, HEXKENATENbHBIX PEAKIUAX IPU IPUMEHEHUH
JIEKapCTBEHHOT'O IpernapaTa U yBeIOMJISIET 00 3TOM B JIEKTPOHHOM (opMe WiIn
UcbMeHHOM popme (Ha OyMaKHOM HOCHTENE) Jep KaTesis WK BIaJeabla
PErUCTPaIMIOHHOTO YI0CTOBEPEHNUS JIEKapCTBEHHOT0 Mpenapara (M YIOJIHOMOYEHHOE
UM JIpyroe IpUINYecKoe JIMII0), a TAKXKe JIepKaTesiel WK BIIaJeblEeB
PEruCTPaIOHHBIX YO0CTOBEPEHHN JIEKapCTBEHHBIX MpenapaToB (WM YIIOJTHOMOYEHHBIX
MU JPYTUX IOPUINUECKUX JINIL), KOTOPbIE SBISIOTCS B3aUMO3aMEHEMbIMH.

(HacTp nonomHuTensHO BKiModeHa ¢ 1 mapra 2020 roga denepanbHbIM 3aKOHOM OT 27
nekadps 2019 royma Ne 475-D3)

1.5. lepkartens WM Biaeiel] perucTpauoOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npernapara, a TakyKe Jep>KaTeIu WU BIIaJeNIblibl PErUCTPAIIMOHHBIX YI0CTOBEPEHHI
JIEKapCTBEHHBIX MPENapaToB (WM YIOJHOMOYEHHbIE UMH JIPYTHE IOPUANYECKUE JIUIIA),
KOTOpBIE SBJIAIOTCS B3aNMO3aMEHSIEMbIMU, 00513aHbI IPEACTaBUTh B YIIOJTHOMOYEHHBII
(dbenepanbHbBIN OpraH UCIIOJHUTEIILHON BJIACTH 3asBJICHHS O BHECCHUHN M3MCHCHUI B
JOKYMEHTBI, COJIEPKAIMECs B PETrUCTPALIMOHHBIX I0ChE Ha 3apEerUCTPUPOBAHHBIE
JIEKapCTBEHHbIE Tperaparhl A1 MEJAULUMHCKOTO IPUMEHEHHS, B OTHOILIEHUH CBECHUH,
YKa3aHHBIX B MHCTPYKLUHU MO0 MEIUIMHCKOMY MPUMEHEHUIO JIeKapCTBEHHBIX
[IpernapaToB, B TEUYEHHUE COPOKa paboUunX THEH CO AHA pa3MeEIIeHUs YIIOJTHOMOYEHHBIM
(benepanbHBIM OPraHOM UCHOJHUTENBHOM BIacTH HH(OpMAaLINY, yKa3aHHOW B YyacTu 1.4
HacTosel crarby. JlaHHOe TpeboBaHKE HE pacIIPOCTPaHAETCS Ha cllydal BHECCHHUS B
MHCTPYKIHIO [0 MEIULIUHCKOMY IPUMEHEHUIO JIEKAPCTBEHHOT'O IIperapaTa U3MEHEHUI B
OTHOIIEHUU HOBBIX MMOKA3aHUM /Ui IPUMEHEHHUS JIEKapCTBEHHOTO Mpernapara Ha
OCHOBaHUU PE3YJIbTaTOB COOTBETCTBYIOIIUX UCCIIEI0BAHHA.

(YacTtp monomuuTenbHO BKItoYeHa ¢ 1 Mmapta 2020 rona denepanbHbIM 3aKOHOM OT 27
nexabpst 2019 roma Ne 475-03)

2. BKCHepTI/ISa JICKAPCTBCHHLIX CPEACTB B 4aCTHU SKCIICPTU3BI KaUCCTBA JICKAPCTBCHHOI'O
CpeacTtBa u (I/IJ'II/I) OKCIICPTU3bI OTHOLICHUA 0XKHUJAEMOM T10JIb3HI K BO3MOJXHOMY PUCKY
MMPUMCHCHUS JICKAPCTBCHHOTO IperiapaTa M1 MCAUITUHCKOTO MPUMEHCHUS ITIPOBOAUTCA B
CJIydac BHCCCHUA W3MEHEHUI B JAOKYMCHTBI, COACPIKAIIHUECS B PETUCTPALITUOHHOM JOCHE
Ha 3apeFHCTpHpOBaHHLIﬁ HeKapCTBeHHBIﬁ npenapar, B OTHOIICHUMU:

1) CBCHCHHﬁ, YKa3aHHBIX B HHCTPYKIUHU 110 MEAUIUHCKOMY IPUMCHCHHUIO
JICKApCTBCHHOT'O IIpeIiapara:



a) JeKapcTBeHHas (hopMa ¢ yKa3aHHeM HaMMEHOBAaHUI M KOJIMYECTBEHHOTO COCTaBa
HeﬁCTBYIOIHHX BCIICCTB U KAUCCTBCHHOI'O COCTaBa BCIIOMOI'aTCIIbHBIX BCIICCTB (HpH
HEO0X0IMMOCTH KOJMYECTBEHHOTO COCTaBa BCIIOMOTATENILHBIX BEIIECTB);

0) dbapmakoanHamMuKa 1 (hapMaKOKWHETHKA (32 HCKITIOUeHUEM (papMaKOKHMHETHKU
TOMCOIMMATHYCCKUX JICKAPCTBCHHBIX MPEIApaTOB U PACTUTCIIBHBIX JICKAPCTBCHHBIX
[IpenapaToB);

B) IIOKAa3aHUs i IPUMEHEHNUS;

I') IPOTUBONOKA3aHUs JJIsl IPUMEHEHUS;

1) MEpBI IIPEIOCTOPOKHOCTU IIPU MPUMEHEHUU;

€) yKa3aHHe BO3MOYKHOCTH U 0COOCHHOCTEH MPUMEHEHHS JICKApCTBEHHOTO TIperapara
A MEAUITUHCKOTO ITPUMEHCHW A 6epeMeHHBIMI/I KCHIIMHAaMHU, )XCHINWHAMH B IICPUOJ
IpyaHOTro BCKapMJMBaHUs, J1€TbMHU, B3POCIIbLIMU, NMCIOIIUMHU XPOHUYCCKHUEC
3a00J1CBaHNS;

)K) PEXUM JO3UPOBAHUA, CIIOCOOBI BBCACHHA U IPUMCHCHUSA, ITPU HeO6XO)II/IMOCTI/I BpeMmia
npreMa JIEKapCTBEHHOTO Tpernapara, po 0 DKUTEIBHOCTh JICUSHHsI, B TOM YHUCIIE Y

JIeTeH 1O M MOCJIe OJHOTO To/a;

3) BO3MOXKHbIE TOOOYHBIE EHCTBUS U HEXeNaTelbHbIE PeaKIIUU MTPU MIPUMEHEHUH
JIEKapCTBEHHOT'O IpernapaTta;

1) CUMIITOMBI [1€PeI03UPOBKH, MEPHI IO OKA3aHMIO MTOMOILYU IIPU MEPEI03UPOBKE;

K) B3aUMO/ICHCTBHE C IPYTMMU JI€KapCTBEHHBIMU NpenapaTtaMu U (UJIH) MUIIEBbIMU
MPOJIyKTaMU;

171) GOpMBI BIITYCKa JIEKAPCTBEHHOT'O IIPErapara;

M) yKa3zaHue (Ipu He0OX0AMMOCTH) OCOOEHHOCTEH NEHCTBUS JICKapCTBEHHOTO IIpernapara
[IPH TIEPBOM MIPHEME HITH TIPU €T0 OTMEHE;

H) CBCACHUS O BOBMO’KHOM BJIMAHHHU JICKAPCTBCHHOI'O IIpCIiapara JJIA MCIUIUHCKOI'O
IIPpUMCHCHUA Ha CIIOCOOHOCTD YIIPABJIATh TPAHCIIOPTHBIMU CPEACTBAMU, MEXAHU3MAMU,

O) CPOK 'OAHOCTHU U YKA3aHUC Ha 3alIPCT IPUMCHCHUS JICKAPCTBCHHOI'O IIpCIIapara 1o
HUCTCUYCHUHU CpOKaA I'OJHOCTH,

1) YCJIOBHSI XpaHEHHUS;

P) YCIIOBUS OTITYCKa;



2) cocraBa JIGKapCTBEHHOIO Mperapara Jjisi MEIMIMHCKOTO TPUMEHEHUS;

3) HU3MCHCHUS MCCTA IMPOU3BOACTBA JICKAPCTBCHHOI'O ITpCriapara Iyt MCAUIUHCKOT'O
IMPUMCHCHUS

4) u3MeHeHus MoKa3aTesel KauecTBa JIEKapCTBEHHOTO Mpernapara Jjs MeAULUHCKOTO
MIPUMEHEHUS U (WJIM) METOJ0B KOHTPOJISI KauecTBa JIEKapCTBEHHOTO Mpenapara s
MEUIIMHCKOTO NPUMEHEHUS;

5) u3MeHeHus CpoKa TOTHOCTH JIEKAPCTBEHHOTO TperapaTa JJisi MEIUIIMHCKOTO
MIPUMCHCHWS;

6) cBeIeHHI 0 HEOOXOAUMOCTH BHECEHUSI MHBIX U3MEHEHUI B MHCTPYKLIUIO 110
MEIUIIMHCKOMY PUMEHEHUIO JIEKapCTBEHHOTO Mpernapara, a TAkKe B MHbIE JOKYMEHTHI,
COJICpKAIIUECS B PETHCTPALIMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapat. [Ipu 3Tom perieHre o MpoBeACHUN IKCIEPTU3bI KaUeCTBa JIEKAPCTBEHHBIX
CPEICTB U (MJIM) SKCIIEPTU3bI OTHOLIEHMSI 05KMIA€MOM IMOJIb3bI K BOZMOKHOMY PUCKY
MIPUMEHEHHUSI JIEKaPCTBEHHOTO IIperapara Juisi MeJUIIMHCKOTO MPUMEHEHHS] TPUHUMAaeTCs
B COOTBETCTBUU C YTBEP>KICHHON YIIOJTHOMOYEHHBIM (e/iepaibHbIM OPraHOM
WCIIOJIHUTENBHOM BJIaCTH KiIaccuUKaIe! U3MEHEHUH, BHOCUMBIX B JIOKYMEHTHI,
COJIepIKaIIUECs B PETHCTPALIMOHHOM JIOChE Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar.

(Yactp B penakuuu, BBeIeHHOU B niericTBre ¢ 1 ssHBaps 2016 roga denepanbHbIM
3akoHOM OT 22 siekadps 2014 roga Ne 429-D3. - CM. OpeabLIYINYIO PEAAKIINIO)

3. 3asBUTEINb BIPaBE MPEJACTABUTD M0 COOCTBEHHON WHUIIMATUBE BMECTE C 3aBJICHUEM O
BHECCHUHW U3MEHECHHM B JIOKYMEHTHI, COJIEP)KAIUECS B PETUCTPAITMOHHOM JIOChE HA
3apeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar JUisi MEAUIIMHCKOTO MTPUMEHEHUS,
KOITMH JIOKYMEHTOB, MTOATBEPIKIAIONINX YIIATy TOCYIapPCTBEHHOMN MOIIJIMHBI 32
BHECCHHUE B JOKYMEHTBHI, COJICpKAIIMECs B PETUCTPAIIMIOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN ITpenapar JUisi MEAUIIMHCKOTO MTPUMEHEHUS,
W3MEHEHUH, TPEOYIOIINX MPOBEICHUS SKCIIEPTHU3BI JICKAPCTBEHHBIX CPEJICTB B YACTH
AKCIIEPTHU3BI Ka4eCTBA JICKAPCTBEHHOTO CPEJICTBA U (MJIN) SKCTIIEPTU3BI OTHOIICHHS
0’KHMJIaeMOH TOJIb3bI K BO3MOXXHOMY PHCKY MPUMEHEHUS JICKapCTBEHHOTO penapara Jiis
MEJUIIMHCKOTO MPUMEHEHHS, TOCYIaPCTBEHHON MOLUTHHBI 32 BHECEHHUE B IOKYMEHTHI,
COJIEpKAIIUECs B PETUCTPAIIMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN JICKApPCTBEHHBIN
npenapar Ajs MEAULUHCKOTO IPUMEHEHUs1, H3MEHEHH, He TPeOYIOLIUX MPOBEICHUS
AKCIIEPTHU3BI JIEKAPCTBEHHOTO CPE/CTBA, a TAKXKE BbIJIaBacMbIe (IMPEI0CTABIISIEMBIC)
YIIOJTHOMOYEHHBIMH (pe/iepaTbHBIMU OpraHaMH HCIIOJHUTEIBHON BJIACTH JOKYMEHTBI
(cBemenwust), ykasanubie B yactsx 1.1 u 1.2 HacTosieit crateu. B cirydae ux
HEMpeICTaBICHUs YIIOJTHOMOYCHHBIN (eiepalibHbIil OpraH UCTIOTHUTENBLHOM BIIACTH
3ampanifBaeT yKa3aHHbIe TOKYMEHTHI (CBEeICHUS) B TIOPSAKE MEKBETOMCTBEHHOTO
MH(OPMALIMOHHOTO B3aMOICHCTBHSL.

(YacTp B penaxium, BBeeHHOM B neiicTBue ¢ 1 sHBaps 2021 roga @enepalbHbIM
3aK0HOM 0T 27 nexabps 2019 roga Ne 478-P3. - CM. npeAbLAYIIYIO PDEAAKIIUIO)




4. B Teuenue necsaTv pabouyux JHEH co JHA NOCTYIUIEHUS yKa3aHHOTro B yacTu |
HACTOSIIEH CTaThU 3asBJICHUS U HEOOXOMMBIX TOKYMEHTOB YIOJTHOMOYEHHBIH
(denepabHBIN OpraH UCMOJHUTEIBHON BIIACTH:

1) mpoBOAUT MPOBEPKY MOJTHOTHI U JOCTOBEPHOCTH CBEJACHUI, COIEpPIKALUXCS B
IIPEACTABJICHHBIX 3asBUTEJIEM MaTepHAIIaX;

2) IpUHUMAET PEIICHUE O MPOBEACHUH YKa3aHHBIX B YACTH 2 HACTOSIIEH CTaThU
COOTBETCTBYIOIIUX IKCIIEPTU3 JIEKAPCTBEHHOTO CPE/ICTBA MM 00 OTKa3e B UX
MIPOBEICHUY;

3) yBeIOMJISIET B 3JIEKTPOHHON MIJIM MUCbMEHHOU (hopMe 3asBUTENS O IPUHITOM
PELICHNH WIH B CIy4ae MPUHATHS pelieHust 00 0TKa3e B MPOBEIEHUU COOTBETCTBYIOLIEH
AKCHEPTU3BI C YKa3aHUEM NMPUYHMH TaKOTO OTKa3a.

(ITynkt B penakuuu, BBeieHHOM B feiictue ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM
ot 22 nekabps 2014 roga Ne 429-@03. - CM. IPEAbIAYIYIO PEAAKIIUIO)

4.1. B cimydae BBIBIICHHS HETOCTOBEPHOCTH CBEJICHUM, COACPKALIUXCS B
MIpe/ICTaBICHHBIX 3asIBUTEJIEM MaTepuasax, yoJHOMOUYEHHBIN (hefepanbHbIii Opral
MCIIOJIHUTENBHOM BJIACTH HANpPaBJIsieT 3asBUTEINIO 3apOC 00 YTOUHEHUH YKa3aHHbBIX
cBelleHUH. JlaHHBIN 3aTTpOC MOKET OBITh TIEpe/IaH YIIOJTHOMOYEHHOMY TIPEICTABUTEITIO
3asiBUTENIS JIMYHO O] paCIMCKY, HalpaBJieH M0 NoYTe 3aKa3HbIM IMHUCbMOM WIIH NEepe/iaH
B 2JIEKTPOHHOU (hopMe Mo TeJIeKOMMYHUKAIlMOHHBIM KaHajiaM cBsi3u. B ciyuae
HaIlpaBJICHUs TAHHOTO 3aIpoca MO MOYTe 3aKa3HbIM MMCbMOM OH CUUTAETCS
MTOJTY4YEHHBIM 10 UCTEYEHUH IIECTH THEW C JaThl HAIIPABJICHUS 3aKa3HOIO MMHAChMa.
(YacTp momoaHUTENRHO BKIIOUeHA DeepanbHbIM 3aKOHOM OT 25 Hosi0ps 2013 roga No
317-D3)

4.2. 3asBuTenb 00s3aH MPEACTaBUTh OTBET HA 3aIIPOC YIIOJTHOMOYECHHOTO (peepabHOTO
opraHa UCIOJIHUTEIIbHON BJIACTH B CPOK, HE MPEBBIMIAIOIINKI JIEBIHOCTA padOUnX JTHEH CO
JTHS TIOJTYYeHHS JaHHOTO 3anpoca. CpoK, YKa3aHHBIM B YaCTH 4 HACTOSIICH CTAThH,
MIPUOCTAHABIMBACTCS CO JIHSI HANPABIICHUSI 3asBUTEIIO 3aIIPOCa YIIOJHOMOYEHHOTO
(dhenepaTbHOTO OpraHa UCTIIOJHUTEIHFHON BIIACTH JIO JTHS MOJTYYCHHS UM OTBETa Ha
JAHHBIHN 3aIPOC U HE YUYUTHIBACTCS NMPU UCUYUCIICHUH CPOKA MPUHSATUS PEIICHUS O
BHECEHUU U3MEHEHUI B IOKYMEHTBHI, COJepKAIINECs B PETUCTPALIMOHHOM JI0ChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar il MEAUIIMHCKOTO TPUMEHEHUSI.
(YacTp 1OTOTHUTENBHO BKIIOUeHA DeepaibHbIM 3aKOHOM OT 25 Hosi0ps 2013 romga No
317-D3)

5. OcHoBaHuEM AJI1 OTKa3a B MPOBCACHUHN YKA3dHHBIX B HaCTU 2 HACTOSIIEH CTaTbH
OKCIIEPTU3 ABJIACTCA NMMPCACTABICHUEC NOKYMCHTOB, IICPCUNCIICHHBIX B HACTAX lu 3
HACTOSIIEH CTaThU, B HEMOJHOM O6’LCMC, HCMPCACTABJIICHUC 3asIBUTCIICM B
YCTaHOBJ'ICHHHﬁ CpOK OTBCTA Ha YKaBaHHLIﬁ B yacTtu 4.1 HacTOsIIEH cTaThbU 3a1poc
YIIOJITHOMOUYCHHOT'O (beﬂepaanoro opraHa HCIIOJIHUTEIIFHON BJIaCTH, 4 TAKKC OTCYTCTBUC
B IMPEACTABJICHHBIX JOKYMCHTAX NOCTATOYHBIX CBeﬂeHHﬁ, MOATBCPKAAOIITUX
HCO6XOI[I/IMOCTB BHCCCHUA I/I3MeHeHI/II71, HJIN OTCYTCTBUC I/IH(I)OpMaI_[I/II/I,




MOATBEPKIAIOIIEH (haKT YIUTaThl TOCYIAapCTBEHHBIX MOILINH, YKa3aHHBIX B YacTH 3
HACTOSIIEH CTaThH.

(Hactp B penakuuu, BBeIeHHOHU B aeiicTBre DenepaabHbIM 3aKOHOM OT 25 Hos10ps 2013
rojaa Ne 317-®3; B pegakuuu, BBeieHHOU B niericTBue ¢ 1 utomnst 2015 roga denepanbHbiM
3aK0HOM OT 22 siekabps 2014 roga Ne 429-D3. - CM. IpeAbIAYITYIO PEAAKIIUIO)

6. YKa3aHHbIE B 4YaCTU 2 HACTOSIIEH CTaTbU SKCIEPTU3BI IPOBOASTCS B MOPSIIIKE,
YCTaHOBJIEHHOM cTaThell 23 HacTosmero denepaibHOro 3aKOHA.

7. B cpok, He IPEBBIMIAIONINI 1eCATH padOUUX JHEH CO JHS MOJYUYCHUSI 3aKIIIOUCHUM
KOMMCCHUH 3KCIIEPTOB MO PE3yJbTaTaM YKa3aHHBIX B YACTH 2 HACTOSIIEH CTATbU
9KCIEPTU3, YIIOJHOMOYEHHBIN (heiepalIbHbIN OpraH UCIIOJIHUTEIBbHOM BIIACTH:

(AG3an B penakiuu, BBeieHHOU B fieiicTBUe ¢ 1 uronst 2015 rona denepalibHbIM 3aKOHOM
ot 22 nekabps 2014 roga Ne 429-@03. - CM. IpEAbIAYIIYIO PEAAKIIUIO)

1) mpuHMMaET pelleHue O BHECEHUH U3MEHEHHI B JOKYMEHTBI, COJIEpKalUecs B
PErUCTPALIMOHHOM JIOChE HA 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar s
MEUIIMHCKOTO IPUMEHEHHUS, WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHI;

2) BHOCHT B TOCYIAPCTBEHHBIN PEECTP JICKAPCTBCHHBIX CPEACTB Ha OCHOBAaHHH pEeIICHUA
0 BHECCHHMH M3MCHCHHUH B JOKYMCHTBI, COACPKAIMUECA B PETUCTPAITMOHHOM JOCHE Ha
SapeFHCTpHpOBaHHBIﬁ HeKapCTBCHHBIﬁ npemnapat 4 MCIUIIUHCKOTO IMPUMCHCHU A,
HGO6XOI[I/IMI>IG HN3MCHCHHWA U BO3BPAIIACT UX 3asIBUTCIIIO,

3) BBIACT 3aABUTEIIO HOBOE PErMCTPAIIMOHHOE YAO0CTOBEPEHHE JIEKAPCTBEHHOTO
npenapara B Ciydae U3MEHEHHUS CBEACHHUH, COJIEPIKAIINXCS B HEM.

(ITynkT nomoHUTENHHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexaops 2014 roga Ne 429-03)

8. OcHOoBaHMEM JyI OTKa3a BO BHECEHUH U3MEHEHUN B JOKYMEHTBI, COJIEpKaliecs B
PErUCTPAIIIOHHOM JIOChE Ha 3aperuCTPUPOBAHHbIN JIEKAPCTBEHHBIN MpernapaT A
MEJUIIMHCKOTO MPUMEHEHHUS], ABIISETCS 3aKII0YCHHUE YIIOJTHOMOYEHHOTO (heiepabHOTO
OpraHa HCIOJIHUTEIBHOMN BIACTH O BOZMOXKHOCTH CHHUKEHUS 0€30MaCHOCTH, KaueCTBa,
3¢ dEeKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA B CIIy4ae BHECEHUS TAKUX U3MEHEHUIA.

9. Jomyckaetcst oOpaltieHe JeKapCTBEHHbBIX MPEnapaToB sl MEIUIIUHCKOTO
MPUMEHEHHUS 10 UCTEUCHUS CPOKA FOJHOCTH, TPOU3BEICHHBIX B TEUECHUE CTa
BOCBMUJIECSTH THEH MMOCIe JaThl MPUHATUS YIIOJIHOMOUYEHHBIM (heJiepaabHbIM OPraHOM
WCIIOJTHUTENBHON BJIACTH PEIICHUS] O BHECEHUN U3MEHEHUN B IOKYMEHTHI,
COJIEpKaIUECs B PETUCTPAIIMOHHOM JIOChE, B COOTBETCTBUH C HHPOPMAIIUECH,
coEepKaIIENCs B JOKYMEHTaX PErUCTPALMOHHOTO JOChE Ha JIEKAPCTBEHHBIN IIpenapar
JI0 1aThl IPUHSITHUS TAKOTO PEIICHMUS.

(YacTp B penaxiuu, BBeieHHOM B neiicTBue ¢ 1 uronsg 2015 roga OenepalbHBIM 3aKOHOM
o1 22 nekabps 2014 roga Ne 429-P3. - CM. NpeaplAyLILIYIO PEAAKIIHIO)
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Cratps 31. BHeceHue U3MEHEHUH B JOKYMEHTBI, COJIEPKAIIUECS B PETHCTPALlMIOHHOM
JI0CbE€ Ha 3aperuCcTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar uis BETEPUHAPHOTO
IPUMEHEHHUS

1. B nensix BHECEHUSI UBMEHEHHH B JIOKYMEHTBI, COJIep KAIINeCs] B PETUCTPAIIMOHHOM
JIOChE Ha 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MIpenapar Jisi BETEPUHAPHOTO
MIPUMEHEHHUSI, IEP>KATeIb WU BiaIeliel] PErUCTPAIMOHHOTO YAOCTOBEPEHUS
JIEKApCTBEHHOTO TperaparTa Wik YIOJHOMOYEHHOE UM JIPYroe IOPUANIECKOE JIUIIO
(manee B HACTOSIIEH CTAThE - 3asIBUTENIB) MPEACTABISAET B YIOJIHOMOUYEHHBIN
(dbenepanbHBIN OpraH UCMOJHUTEIILHON BJIACTH 3asBJICHHE O BHECEHUH TaKUX U3MEHEHUN
o ¢hopme, YyCTAaHOBJICHHOU YIIOJIHOMOYEHHBIM (Pe/iepalibHbIM OPTaHOM HCIIOJTHUTEIIBHON
BJIACTH, U TIpHJIaraeMbIe K HEMY U3MEHEHHUSI B YKa3aHHbBIE JJOKYMEHTHI, a TAKKE
JIOKYMEHTBI, TOATBEPKIAIOIINE HEOOXOIUMOCTh BHECEHUS TaKNX U3MeHeHul. [Ipu
HEO0OXOMMOCTH BHECEHHUS U3MEHEHUHN B IOKYMEHTHI, COJICPKAIIHECs B
PErUCTPAIIMIOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN TIpemnapar Jyist
BETEPUHAPHOTO MPUMEHEHUS, B CIIyJasiX U3MEHEHUS U (WJIM) JOTIOTHEHUS
MIPOM3BOICTBEHHOH TIJIOMIAKH JIEKAPCTBEHHOTO CPEJICTBA, a TAK)KE N3MEHEHHUS
MoKa3aTesei KauyecTBa JEKapCTBEHHOTO Ipernapara Jisi BETepUHAPHOTO MPUMEHEHHS |
(WH) METOZI0B KOHTPOJISI KaYeCTBA JICKAPCTBEHHOTO TIpernapara Jisi BETEpUHAPHOTO
MIPUMEHEHHUSI 3asBUTEIb JIOTIOJHUTEIHHO MPECTABISET B YIIOJTHOMOYCHHBIN
(benepanbHbIN OpraH UCMOJHUTEIBHOMN BIACTH CIEAYIONINE JOKYMEHTHI (CBEACHNUS):
(A63ar B penakiuu, BBeJIeHHOU B niericTBue ¢ 1 ssaBaps 2021 roga depepanbHbIM
3aK0HOM OT 27 nexabps 2019 roma Ne 478-D3. - CM. IpeAbIAYIIYIO PEAAKIIUIO)

1) cBeneHMs O JaTe MPEIOCTABICHUS U PETUCTPAIIMOHHOM HOMEPE JINIICH3WH Ha
MIPOM3BO/ICTBO JICKAPCTBEHHBIX CPEJICTB, MPEIOCTABICHHON MTPOU3BOIUTEIIO
JIEKApCTBEHHOTO TIperapara Jyisi BETEpUHAPHOTO MPUMEHEHUS, 11T POCCUHUCKUX
MPOU3BOIUTENEH;

(ITynkT B penakiuu, BBeeHHOU B neiictBue ¢ 1 staBaps 2021 romga depepanbHbIM
3akoHOM 0T 27 nexabps 2019 roga Ne 478-D3. - CM. IpeAbLAYIIYIO DEAAKIIUIO)

2) CBeZICHUS O JIaTe MPEIOCTaBICHUS U PETUCTPAITMOHHOM HOMEPE JIUIIEH3UH Ha
MTPOM3BO/ICTBO JICKAPCTBEHHBIX CPEJICTB, MPEIOCTABICHHON ITPOU3BOIUTEIIO
(hapmareBTHUeCKOW CyOCTaHIINM, BXOIAIIEH B COCTAB JICKAPCTBEHHOTO Mpenapara Jijis
BETEPUHAPHOTO MPUMEHEHUS, )11 POCCUHCKUX TIPOU3BOIUTEIICH;

(ITynkt B pemakuuu, BBeieHHOM B feiictBue ¢ 1 ssuBaps 2021 rona @enepalibHbIM
3aKk0HOM 0T 27 nexabps 2019 roga Ne 478-P3. - CM. IpeAbLAYILYIO DEAAKIIUIO)

3) KOIIUA JOKYMCHTA, BBIIAHHOTO YIIOJTHOMOYCHHBIM OPraHOM CTPaHbI IIPONU3BOAUTCIIA
JUISL KavKJioH HpOI/I3B0I[CTBeHHOI71 IJI0IaJIKu JICKAapPCTBCHHOI'O IIpCIiapara IJIsd
BCTCPHUHAPHOTO MPUMCECHCHUS U IMOATBCPIKAAOIICTO COOTBETCTBUC IMTPOU3BOAUTCIIA
JICKApCTBCHHOT'O IIpCIiapara Tpe6OBaHI/IHM IIpaBUJI HaJjIeKaIen HpOI/I3B0,I[CTBeHHOI>'I
MPaKTUKH, U €TO MEPCBOJ Ha py'CCKI/Iﬁ SA3bIK, 3aBCPCHHBIC B YCTAHOBJICHHOM IMOPAJKE, a
TAKKC KOIMUA 3aKIOYCHUA O COOTBCTCTBHUU IMTPOU3BOAUTECIIA JICKAPCTBCHHBIX CPCACTB
Tpe6OBaHI/I$IM IMpaBUJI HaJIeKaIien HpOPBBO,Z[CTBCHHOﬁ IMPAaKTHUKH, BBIJTAHHOTO
YIIOJTHOMOYCHHBIM (benepaanHM OpraHomM HCIIOJHUTEIFHOM BJIACTH IJIS KaXKI0M



MIPOU3BOICTBEHHOH TIJIOMIAJKU JEKAPCTBEHHOTO Ipernapara Jisi BETepUHAPHOTO
MMPHUMCHCHUA, JIM00 KOMUS peuiCHus O MPOBCACHUHN MHCIICKTUPOBAHUA ITPOU3BOAUTCIIA
JICKApCTBCHHBIX CPCACTB, IPUHATOr0 YIIOJIHOMOYCHHBIM (bellepaHBHBIM oprafnomMm
HMCIIOJIHUTEIBHOM BIACTH JJIsL Ka)KI[Of/'I HpOHBBOILCTBCHHOﬁ IIomMaaKu JICKapCTBCHHOI'O
npemnapara i BETCPUHAPHOIO0 IPUMCHCHHA. Yka3aHHBIC JAOKYMCHTBI ITPEACTABJIAIOTCA B
cllydae, eClId IIPOU3BOJICTBO JIEKAPCTBEHHOI'O Ipernapara JJisi BETEpUHAPHOTO
MIPUMEHEHHUS OCYIIECTBIISIETCS 3a npeaenamu Poccuiickoit @enepanuu;

4) xomusi JOKYMEHTA, BBIJTAHHOTO YITOJTHOMOYEHHBIM OPraHOM CTPaHbI POU3BOIUTES
(hapmareBTHUeCKOM CyOCTaHIIMH U TIOITBEPKIAIOIIETO COOTBETCTBUE TIPOU3BOIUTEIS
(hapmareBTHUeCKOM CyOCTaHIINM, BXOISAIIEH B COCTAB JICKAPCTBEHHOTO Mpemnapara s
BETEPUHAPHOTO TPUMEHEHUsI, TPEOOBAHUSIM MPABIII HAJUISKAIEH TPOU3BOACTBEHHOM
MPAKTUKH, U €TO TIEPEBOJI HA PYCCKUM SI3BIK, 3aBEPEHHBIC B YCTAHOBJICHHOM TOPSIKE, B
cilydae, €Clid MPOU3BOJICTBO (hapMaIeBTUUECKON CyOCTaHIIUN OCYIIECTBIISETCS 3a
npeaenamu Poccniickoit denepanun.

(Yacte B penakiuu, BBeIeHHOHU B fielicTBre ¢ 15 utonst 2018 rona denepaibHbIM
3akoHOM OT 4 uions 2018 roga Ne 140-D3. - CM. OpeAbLAYIIYIO PEAAKIIUIO)

1.1. B cnyuae usmeHeHus u (WIK) JOTIOJTHEHUS TPOU3BOACTBEHHOM TUIOIIAIKH
JIEKapCTBEHHOTO CPEJCTBA TOKYMEHTHI, YKa3aHHBIE B YACTH | HACTOSIIEH CTAThH,
MPEACTABIISIIOTCS 3asBUTENIEM B OTHOIICHUH U3MEHSAEMOM U (WJIH) JOTIOTHSAEMOM
MIPOM3BOICTBEHHOM TIJIOMIAKH JIEKAPCTBEHHOTO Cpe/icTBa. PenieHne o BHECEHUH
W3MEHEHUN B TOKYMEHTBI, COACPIKAIITUECS B PETUCTPAIIMOHHOM JIOChE Ha
3apeTrUCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar ik BETEPUHAPHOTO MPUMEHEHHUSI, UITH
00 0TKa3e B UX BHECEHUW IPUHUMAETCS B CIydae HEOOXOAMMOCTH MPOBEICHUS
AKCIIEPTHU3HI JIEKAPCTBEHHOTO CPEJICTBA B CPOK, HE MPEBHIIAIONINN JEBIHOCTA paO0YHX
JTHEH, a B OCTAJIBHBIX CIy4Yasx B CPOK, HE MPEBBIMIAIONTUN TPUALIATH paOOUNX JTHEH CO
JTHSI TIPUHSATHS YIIOJTHOMOYEHHBIM (peiepaibHBIM OPTaHOM HCIIOJTHUTEIBHON BIIACTH
3asBJICHUSA O BHECEHUHU TaKMX M3MEHEHHUH.

(Yactp momonHuTeNbHO BKItOYeHA ¢ 15 utons 2018 roga denepaibHBIM 3aKOHOM OT 4
nros 2018 roga Ne 140-D3)

1.2. B cnyyae peopranuzanyu aep:KaTelis Wid BIaJeabla PerucTpaluOHHOTO
YAOCTOBEPEHHUS JIEKAPCTBEHHOTO MperapaTa JJisi BET€pUHAPHOTO NPUMEHEHMS,
pa3paboTumKa WiIu IPOU3BOAUTENS JIEKAPCTBEHHOTO Mpenapara Ajsi BETepUHAPHOTO
MIPUMEHEHHUS B 3as1BJICHUM O BHECEHUH U3MEHEHUU B IOKYMEHTBI, COJAEPKALIUECS B
PErucTpallMOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar is
BETEPUHAPHOTO NPUMEHEHUS, YKA3bIBAOTCS JAHHBIE JOKYMEHTA, [IOATBEPKAALOIIETO
BHECEHHE COOTBETCTBYIOIMX U3MEHEHUI B EMHBIN rOCy1apCTBEHHBIN peecTp
IOPUAMYECKUX JUIT (7151 OpraHu3aluii, 3aperucTpUPOBAHHBIX HA TEPPUTOPHH
Poccuiickoit @eneparun), Uiax MHOTO TOKYMEHTa, TOATBEPKIAIOIIETO PEOPTraHU3aIUI0
IOPUAMYECKOTO JIHIIA (711 OpraHu3alnii, He 3apEeTUCTPUPOBAHHBIX HA TEPPUTOPUU
Poccuiickoit @eaeparun). 3asiBieHre 0 BHECEHUH U3MEHEHUH B IOKYMEHTHI,
CoJEpKAIIUeEC B PETUCTPALIMOHHOM JOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
Ipernapar s BETEpUHAPHOTO PUMEHEHHSI, U IIPUJIaraeMble K HEMY JOKYMEHTHI
MIPEJICTaBJISIOTCS B YIIOJHOMOUYEHHBIN (hefiepanbHbId OpraH UCMOIHUTENBHOM BIACTH HE



MO3/IHEE YeM uepe3 TPUILATh PadOUHX THEH cO THS BHECEHUS COOTBETCTBYIOIIUX
n3MeHeHU! B EAMHBIN rocy1apCcTBEHHBIM peecTp IOPUINIECKUX JINLL (U1 OpraHu3aluii,
3aperucTpUpPOBAHHBIX Ha TeppuTopun Poccuiickoit denepalinun) win co AHS MPUHITHS
COOTBETCTBYIOIIETO JOKYMEHTA, IIOATBEPKAAIOIIETO PEOPraHU3ALNIO IOPUINIECKOTO
Juna (JUsi opraHu3alui, He 3aperucTpupoBaHHbIX Ha TeppuTopuu Poccuiickoit
Oenepauun). B cinydae peopranuzanuu aepxaTesis WK BJIaJeNbla PETUCTPALMOHHOTO
YAOCTOBEPEHHUSI JIEKAPCTBEHHOTO IperapaTa AJil BETEpUHAPHOTO IPUMEHEHUS 3asIBICHUE
O BHECEHUHU U3MEHEHUH B JOKYMEHTBHI, COJIEp KAIIHECS B PETUCTPALIMOHHOM JIOChE Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar Al BETEPUHAPHOTO IPUMEHEHUS,
MIOJAETCS FOPUANYECKUM JIMLIOM, KOTOPOMY B XOJI€ PEOPraHU3aLNN [TEPEAAHO ITPABO
BJIAJICHUS TAKMM PETUCTPALMOHHBIM YJIOCTOBEPEHUEM.

(Yactp nmononmuuTenbHO BKItOYeHa ¢ 13 aBrycra 2019 roga ®denepanbHbIM 3aKOHOM OT 2
aBrycta 2019 roga Ne 297-®3)

2. B ciyyae BHeCeHUs U3MEHEHHUH B JOKYMEHTBI, COJIEPIKALIUECS B PETUCTPALIUOHHOM
JIOCBhE Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar JUisi BETEPUHAPHOIO

nanon LLJN | P | D Qi | D Jue 1}

IMIPUMCHCHUS, B OTHOILICHUN CBG)IGHI/If/i, YKa3aHHbIX B IIOANYHKTAaX €, K, K, J , H,

n.n

"c", "x" mynkra 7 vactu 3 crateu 17 Hacrosmero @enepanbHOro 3aK0Ha, N3MEHEHUS U
(WH) TOTIOTHEHUS TPOU3BOICTBEHHOM TUIOIIAIKH JICKAPCTBEHHOTO CPEJICTBA, a TAK)KE B
Ciydae M3MEHEHHS TIOKa3zaTeiel KauecTBa JIKApCTBEHHOTO MperapaTa JJis
BETEPUHAPHOTO MPUMEHEHUS U (WJIM) METOJ0B KOHTPOJISI KAUECTBA JICKAPCTBEHHOTO
npenapara Jijisi BETepHHAPHOTO MPUMEHEHUS TPOBOIUTCS HKCIIEPTU3A JIEKAPCTBEHHOTO
CpencTBa /Il BETEPUHAPHOTO NpUMEHEHUs. B ciyyae He0OX0MMOCTH BHECECHUST MHBIX
W3MEHEHUH B IOKYMEHTBI, COJIEPKAIIUECS B PETUCTPAITMOHHOM JOChE HA
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Jjisi BETEPUHAPHOTO MPUMEHEHHS,
AKCIEPTHU3A JICKAPCTBEHHOTO CPENICTBA ISl BETEPUHAPHOTO MPUMEHEHHS HE TPOBOIUTCS.
(Yactp B penakuuu, BBeieHHOU B nericTBre ¢ 1 ssHBaps 2015 roga denepanbHbIM
3aK0HOM OT 22 okTsa0ps 2014 roga Ne 313-D3; B pegakiiuu, BBEJCHHOU B 1elicTBHE C 1
nrondg 2015 roga @enepansabiM 3akoHOM OT 22 nekadpst 2014 roma Ne 429-dD3. - Cwm.

OPCABIAYIITYIO DeI[aKI_[I/IIO)

3. 3asBuUTElNb BIIpaBe MPEACTaBUTh 110 COOCTBEHHON MHUIIMATHBE BMECTE C 3asBJICHUEM O
BHECEHUU U3MEHEHUI B IOKYMEHTBHI, COJepKAIIMECs B PETUCTPALIMOHHOM JI0ChE Ha
3aperucTpUpPOBAHHBIN JIEKapCTBEHHBIN Mpenapar AJsl BETEpUHAPHOTO IPUMEHEHHUS,
KOIUU JOKYMEHTOB, MOATBEPKIAIONINX YIIJIATy TOCYIapCTBEHHON MOLIJIMHBI 32
BHECEHHUE B JJOKYMEHTHI, COJIEpKAIINECS B PETUCTPALIMOHHOM JI0ChE Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar A BETEPUHAPHOTO MPUMEHEHUS,
W3MEHEHUI, TPEeOYIONINX MIPOBEICHUS IKCIIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA, UIH
W3MEHEHUI, He TPEOYIOMIHNX MPOBEACHHS KCIIEPTH3bI IEKAPCTBEHHOTO CpeCcTBa. B
cilydae He0OX0IMMOCTH U3MEHEHUS CBEJICHUM, COJIEPIKAIIMXCS B PETUCTPALIMOHHOM
yI0CTOBEPEHUH JIEKAPCTBEHHOTO Mpenapara Jjisi BETEpUHApPHOro IPUMEHEHHUS, C
3asiBJICHHEM, YKAa3aHHBIM B YacTH | HACTOSIIEN CTaThH, 3asIBUTENb BIIPABE MPECTABUTh
M0 COOCTBEHHON MHHUIIMATHBE KOMUIO JOKYMEHTA, TOATBEP)KIAIOIIET0 YIUIaTy
roCyJapCTBEHHOU MOILIIMHBI 32 BbIIaYy PErUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOTO TpenapaTa. 3asBUTENb BIIpaBe MPeACTaBUTh M0 COOCTBEHHOMN
WHUIMATUBE CBEJCHUSA O JTUICH3UAX, YKa3aHHbIC B MYHKTax 1 u 2 yactu | HacTosmien




CTAaThH, a TAK)KE BBIJJABAEMbBIC YITOJTHOMOYCHHBIMHU (heZiepaTbHBIMU OpraHaAMH
WCIIOJHUTEJILHOM BJIACTH JOKYMEHTHI, yKa3aHHbIE B YHKTE 3 yacTu | HacTosiei
cTatbi. B cioydae HempencTaBiaeHMs yKa3aHHBIX JOKYMEHTOB (CBEIEHUN)
YIIOJTHOMOYEHHBIH (hefepanbHbIi OpraH UCIIOJTHUTEIBHOM BIACTH 3aIllpallInBACT
YKa3aHHbIE IOKYMEHTHI (CBE/IEHUS) B MOPSIIKE MEXBEJOMCTBEHHOTO MH(POPMAIIMOHHOTO
B3aUMO/ICUCTBHSL.

(Yactp B penakuuu, BBeieHHOU B nieiicTBre ¢ 1 ssHBaps 2021 roga denepaibHbIM
3akOHOM 0T 27 niekabps 2019 roma Ne 478-D3. - CM. OpeAbLIyIIYIO PEIAKIIHIO)

4. B cpok, He IpEeBBIIAOIINM JecsITH pabodynX AHEW O JHS MOCTYIUIEHUS YKa3aHHOTO B
yacTy | HacTOsAIIeH CTaThby 3asBJIEHHUS U HEOOXOIUMBIX JOKYMEHTOB, YITOJTHOMOYEHHBIN
(dbenepanbHBI OpraH UCMOJTHUTEIIBHON BIACTH:

1) mpoBOAMT MPOBEPKY MOJTHOTHI U JJOCTOBEPHOCTH CBEJCHHI, COIEpIKALUXCS B
IIPEACTABJICHHBIX 3aABUTEIIEM JIOKYMEHTAX;

2) NIpUHUMAET pelleHue O MPOBEICHUH SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA JUIs
BETEPUHAPHOTO MPUMEHEHHS U 00 OTKa3e B €€ MPOBEICHUH;

3) yBeloMJISIET B MUCbMEHHOM (popMe 3asiBUTENSI O MPUHATOM PELIEHUH WK B Cllydae
MPUHSATHS pelIeHnst 00 0TKa3e B MPOBEIEHUH SKCIIEPTHU3bI JIEKAPCTBEHHOTO CPEJICTBA IS
BETEPUHAPHOTO NPUMEHEHUS C YKa3aHUEM IPUYMH TaKOIO OTKa3a.

4.1. B ciydae BBISBJICHHS HEJIOCTOBEPHOCTH U (MJIM) HEIOCTATOYHOCTH CBEACHHUIH,
COJICpXKAIUXCS B MPEJICTABJICHHBIX 3asBUTENIEM JOKYMEHTAX, YIOJTHOMOYCHHBIN
(dbenepanbHBIN OpPraH UCIIOJTHUTEIBPHON BJIACTH HANPABIISIET 3asBUTEITIO 3aIIPOC 00
YTOUYHEHHH YKa3aHHBIX CBEJICHUN. 3aITpOC MOXKET ObITh TIEpPE/IaH YIIOJHOMOYCHHOMY
MIPEACTABUTEIIO 3asIBUTEIS TI0T PACIIUCKY, HAMPABIICH IO TIOYTE 3aKa3HBIM MTHUCHMOM HJTH
nepeaand B JIEKTPOHHOHU (hopMe Mo TEeICKOMMYHHKAIIMOHHBIM KaHallaM CBsI3u. B cimydae
HaIpaBJIEHUs 3anpoca 00 YTOYHEHNH YKa3aHHBIX CBEJICHUH IO TIOUYTE 3aKa3HBIM
MMUCHMOM OH CUHTACTCS TIOJyYEHHBIM 0 UCTCYCHHH IIECTH JHEH C IaThl HAIIPABJICHUS
3aKa3HOI'0 IMUCHhMaA.

(Yactp momomHuTENBHO BKIIOYEHA ¢ 15 mions 2018 rona denepaibHBIM 3aKOHOM OT 4
nros 2018 roga Ne 140-D3)

4.2. 3asBuTens 0053aH MPEICTABUTH OTBET HA 3aPOC YIOJIHOMOYEHHOTO (hesepaibHOro
opraHa UCIOJIHUTEIIbHON BJIACTH B CPOK, HE MPEBBIIAIOIIUHN JCBIHOCTA pab0YHX JHEH CO
JIHS TIOJy4eHusl JaHHoro 3anpoca. Cpoku, yka3aHHbIe B yacTu 1.1 HacTosIIe# craThy,
MPUOCTAaHABJIMBAIOTCS CO JHS HAIMIPABJICHUS 3asIBUTEIIIO 3alIPOCa YIIOJIHOMOUYEHHOTO
(benepanbHOrO OpraHa HCIOJHUTEIBHON BIACTU 10 AHS MOJTyUYEHUSI OTBETa Ha JaHHBII
3ampoc U HE YYUTHIBAIOTCA MPU UCUUCIIEHUH CPOKA MPUHATUS PEUICHUSI O BHECEHUH
W3MEHEHUU B TOKYMEHTBI, COACPKALIUECS B PETUCTPALIMOHHOM JI0ChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar i BETEPUHAPHOTO IPUMEHEHHUS.
(Yactp momomHUTENBHO BKItOYeHA ¢ 15 mions 2018 roga denepaibHBIM 3aKOHOM OT 4
nros 2018 roga Ne 140-D3)




5. OcHOBaHMEM JUIs OTKA3a B IIPOBEIEHUU 3KCIIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA IS
BETEPUHAPHOTO MPUMEHEHMUS SIBJISIETCS IIPEICTABICHNUE JJOKYMEHTOB, YKa3aHHBIX B
yacTsx | u 3 HacTosIIeH CTaThby, B HEMOJIHOM 00bEME U OTCYTCTBUE B
MIPE/ICTaBICHHBIX TJOKYMEHTAX JOCTATOYHbIX CBEJICHUI, TOATBEPHKAAIOIINX
HE00X0AMMOCTh BHECEHHUSI H3MEHEHUH, MO0 HENPE/ICTaBICHUE 3asIBUTEIIEM B
YCTaHOBJICHHBIN CPOK OTBETA HA yKa3aHHBINA B YacTH 4.1 HACTOsIIEN CTaTbU 3a1pocC
YIOJHOMOYEHHOTO (heZiepaibHOro OpraHa UCIOJIHUTEIBHOMN BIACTH.

(Yactp B penakuuu, BBeieHHOU B fieiicTBre ¢ 15 utonst 2018 rona denepaibHbIM
3ak0HOM 0T 4 ntoHst 2018 roga Ne 140-D3. - CM. OpeAbLIYIIYIO PEIAKIIUIO)

6. DKcrnepTu3a JeKapCTBEHHOTO CPECTBA JUIsl BETEPUHAPHOIO IPUMEHEHUS B LENSIX
BHECEHUS U3MEHEHUH B JIOKYMEHTBHI, COJIEpKAIIHNECs B PETUCTPALIMOHHOM JI0ChE Ha
3aperucTpUpOBaHHBIN JIEKapCTBEHHBIN Mpenapar Al BETEpUHAPHOTO IPUMEHEHNUS,
OCYIIECTBJISIETCS B MOPSIKE, YCTAHOBIICHHOM cTaThel 24 Hactosiero denepalbHOro
3aKOHA.

6.1. B cpok, He mpeBhIIAIONINAN JECATH Pab0UHX JHEH CO THS MOJTYICHUS 3aKITFOYCHHS
KOMUCCHH 3KCIIEPTOB MO pe3ybTaTaM yKa3aHHOW B YaCTH 2 HACTOSIIEH CTaThbU
SKCIEPTU3BI, YITOJTHOMOUYEHHBIN (peepaibHbli OpraH UCIIOJHUTEIBHOMN BIIACTH:
(AG3ar B penakiuu, BBeIeHHOH B nieicTBre ¢ 13 aBrycra 2019 rona denepaibHbIM
3ak0HOM 0T 2 aBrycta 2019 roga Ne 297-®3. - CM. IPEabLAYIIYIO PEAKIIUIO)

1) mpuHMMaeT pelleHue O BHECEHUU U3MEHEHUI B TOKYMEHTBI, cojiepKaluecs B
PErUCTPaIIOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapat JUist
BETEPUHAPHOTO MPUMEHEHHUS, UM 00 0TKa3e BO BHECEHUU TAaKUX U3MEHEHUI;

2) BHOCHUT B FTOCYAapPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB HA OCHOBAHUU PELLICHUS
0 BHECEHUHU U3MEHEHUH B JIOKYMEHTBHI, COJepKAIINECs B PETUCTPALIMOHHOM JI0ChE Ha
3aperucTpUpPOBaHHBIN JEKApPCTBEHHBIH Mpenapar Ajs BeTepUHAPHOTO MPUMEHEHHUS,
HE0OX0IMMbIe U3MEHEHHUS U BO3BPAILIAET 3TU JOKYMEHTHI 3asBUTEIIO;

3) BBIIACT 3aABUTEIIO0 HOBOE PErMCTPAIIMOHHOE YIOCTOBEPEHHE JICKAPCTBEHHOTO
npenapara Jijisi BETepHHaApHOTO MPUMEHEHHS B CIIydae HEOOX0IMMOCTH U3MEHEHHS
CBEJICHUH, COJICPKAITUXCS B HEM, C COXpaHCHHEM HOMEpa paHee BhIIAHHOTO
PETUCTPAIIMIOHHOTO YIOCTOBEPEHHUS JIEKApCTBEHHOTO Mperapara /Ui BETEpUHAPHOTO
MIPUMCHCHHSI.

(ITynkt nomonHuTensHO BKItoueH ¢ 13 aBrycra 2019 roga @enepaibHbIM 3aKOHOM OT 2
asrycra 2019 rojga Ne 297-®3)

(Yactp 6.1 momosHuTEBHO BKIIOUEHA ¢ 22 HOs0ps 2014 rona DenepaabHBIM 3aKOHOM
oT 22 okTs0ps 2014 roga Ne 313-D3)

6.2.B CJIydyac€ BHCCCHUS W3MEHEHUI B JOKYMCHTBI, COACPIKAIUCCA B PETUCTPANOHHOM
J0ChC Ha 3apeFHCTpHp0BaHHBIﬁ HeKapCTBeHHBIﬁ npenapar ajid BETCPpUuHapHOro
IMPUMCHCHUS, B 4aCTH, Kacaromencs n3MeHEeHUs U (I/IJ'II/I) JOIIOJTHCHU A HpOI/I3BOI[CTBeHHOI71
II0IIAaAKH JICKapCTBCHHOI'O IIpC€Iiapara, Ipu nNpeacTaBJICHUN 3aIBUTCIICM B
COOTBETCTBUHM C IIYHKTOM 3 YacTu | HACTOSIICH CTaThbU KOUU peliCHUA
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YIIOJTHOMOYEHHOTO ()eIePATbHOTO OpraHa UCIIOJHUTEILHOM BIIACTH O IPOBEICHHUH
MHCIIEKTUPOBAHUS TPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHBIN B YacTu
6.1 HacTosIIelH CTATBU, MPUOCTAHABIMBACTCS CO JIHS MOJYYCHUS 3aKITIOYCHHSI KOMUCCHH
AKCIIEPTOB JIO JTHS MPUHSATHUS YIIOJTHOMOUYCHHBIM (heJiepaibHBIM OPTraHOM
WCIIOJIHUTEIIPHOM BJIACTH PEIICHUS O BbIIa4Ye WM 00 OTKa3e B BbIJAUC 3aKIIFOUCHUS O
COOTBETCTBUU MIPOU3BOJAUTEIS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHUSAM TTPABUIT
HaJIeXKAaIel MPOU3BOJICTBEHHON MTPAKTHKH, HO HE 00Jiee YeM Ha CTO BOCEMbB/ICCAT
pabounx JHEH.

(Yactp mononmHuTeNbHO BKIIOYeHA ¢ 15 utons 2018 roga denepaibHbIM 3aKOHOM OT 4
uions 2018 roga Ne 140-D3)

7. OcHOBaHHMEM JJI OTKa3a BO BHECEHUU U3MEHEHUH B JIOKYMEHTHI, COJIEpKaIIuecs B
PETUCTPALIMOHHOM J0ChE Ha 3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIN ITpenapar s
BETEPUHAPHOTO MIPUMEHEHUS, B CITy4asiX, HE TPEOYIOIIUX MTPOBEACHUS SKCIIEPTU3HI
JIEKapCTBEHHOT'O CPEJCTBA, SIBJSETCS MPEACTABICHNUE TIOKYMEHTOB, YKAa3aHHBIX B YACTIX
1 u 3 HacrosIel CTaThU, B HETIOJIHOM 00bEME MJIM OTCYTCTBUE B MPECTABICHHBIX
JTOKYMEHTaX CBEJICHUI, KOTOPBIE IOJDKHBI OBITh B HUX OTPAXKEHBI, THOO
HETPECTABICHUE 3aIBUTEIIEM B YCTAHOBJIEHHBIN CPOK OTBETA HA YKa3aHHBIM B yacT 4.1
HACTOSIIEN CTaThU 3aMPOC YIOJHOMOYEHHOTO (heepaTIbHOTO OpraHa UCTOJHUTEITLHOM
BJIACTH.

(YacTp B penakiuu, BBeIeHHOHU B nielicTBre ¢ 15 utons 2018 romga denepaibHbIM
3akoHOM 0T 4 nrons 2018 roga Ne 140-P3. - CM. npeablAyILYIO PEAAKIIHIO)

7.1. OcHOBaHMEM IJIsl OTKa3a BO BHECEHUN U3MEHEHUH B IOKYMEHTBI, COJIEpKAITUECS B
PErUCTPAIIMOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIN TIpemnapar st
BETEPUHAPHOTO MPUMEHEHUS, B CIIyJasX, TPEOYIOMINX MTPOBEACHUS IKCIIEP TU3HI
JIEKApPCTBEHHOTO CPEJICTBA, SBIIACTCS 3aKIIOUCHUE YIIOJHOMOYEHHOTO (penepaibHOro
opraHa UCIOJJHUTEIIbHON BJIACTH O BO3MOYKHOCTH CHIDKCHHS O€30TTaCHOCTH, KauecTBa,
3¢ (HEKTUBHOCTH JIEKAPCTBEHHOTO MperapaTa BCICICTBHEC BHECEHUS N3MEHEHUH B
yKa3aHHBIC JIOKYMEHTHI, OTKa3 yIOJHOMOYEHHOTO (perepaibHOTO opraHa
WCTIOJTHUTEJIPHON BJIACTH B BBIJIa4€ 3aKIIOYEHUS O COOTBETCTBUH MPOU3BOIUTEIIS
JIEKApCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPABUJI HA/IJICKAIICH TIPOU3BOICTBEHHOM
MPAKTUKH B CITydae U3MEHEHUS U (WJIM) JOTOJIHEHHS TIPOMU3BOICTBEHHOM IJIOMIA KK
JIEKApCTBEHHOTO TIperapara, €CJIM MPOU3BOICTBO JICKAPCTBEHHOTO Ipernapara Jist
BETEPUHAPHOTO MPUMEHEHHS OCYLIECTBIISIETCA 3a npenenamu Poccuiickoit denepanum,
WM OTCYTCTBHUE 3TOTO 3aKIIOUYCHHUSI.

(Yactp mononHUTENBHO BKItOYeHA ¢ 15 mions 2018 roga denepaibHBIM 3aKOHOM OT 4
nroHs 2018 roga Ne 140-D3)

8. HOHyCKaeTCH o6pameHHe JICKAPCTBCHHLIX IIPEIIApaTOB JJIA BETCPUHAPHOTI'O
IMPUMCECHCHUA 10 UCTCUCHU CPOKA TOJHOCTH, ITPOU3BCACHHLIX B TCUCHUC CTA
BOCBMMIECATH JHEH MOCE TaThl NPpUHATHA YIIOJITHOMOYCHHBIM (bez[epanLHHM OopraHomM
HUCIIOJIHUTEIBLHOM BIACTH peuieHuA O BHCCCHHUU U3MEHEHHUH B JOKYMCHTBI,
COACPpKAIUCCA B pCrUCTPALIMOHHOM JOCHE HA HeKapCTBeHHLIﬁ npemnapar, B
COOTBCTCTBHH C HH(l)OpMaHHeﬁ, CO)IGp)KElH.[GfICSI B JOKYMCHTAaxX pEerucCTpaiuoOHHOTO JOChE
Ha J'IeKapCTBCHHBII‘/’I npenapar A0 JaTbl HPUHATHA TaKOTO PCUHICHUSA.



(Yactp B penakuuu, BBeieHHOU B nieiicTBre ¢ 1 utons 2015 roga denepaibHbIM 3aKOHOM
ot 22 nexadps 2014 roga Ne 429-D3. - CM. OPEAbLIYILYIO PEIAKIIUIO)

Cratps 32. OT™MeHa rocy1apcTBEHHON PErucTpalliy JIEKApCTBEHHOTO Mpernapara

Pemrenne 06 oTMeHe roCyAapCTBEHHOM pEerucTpaliiy JIEKAPCTBEHHOTO MperapaTa u
HCKJIIOYEHHUH JIEKAPCTBEHHOI'O IIperapaTa U3 TOCy1apCTBEHHOIO PEECTPa JEKAPCTBEHHBIX
CPEJICTB MPUHUMAETCS YITOJTHOMOUYEHHBIM (eiepaibHBIM OPTraHOM HCIOTHUTEIBLHOM
BJIACTH B CIIy4ae:

1) mpencTaBiaeHNs] COOTBETCTBYIOIINM YIOJHOMOUYEHHBIM (heZiepaibHbIM OpPraHoM
WCIIOJIHUTENBHOM BJIACTH 3aKJIFOYEHUS O PUCKE WM 00 Yrpo3e 3/I0pOBBIO, JKU3HU
YeJI0BEKa WM )KUBOTHOTO IIPU MPUMEHEHUH JIEKApCTBEHHOTO Mpenapara,
MPEBBILIAIOLINX €r0 IPPEKTUBHOCTD, [0 PE3yJIbTaTaM OCYIIECTBISIEMOTO UM
MOHHUTOPHHIra O€30MaCHOCTH JIEKapCTBEHHOTO Ipenapara;

2) moja4u AepKaTEIeM WX BIAJCIbIIEM PETUCTPAIIMOHHOTO YI0CTOBEPEHUS
JIEKapCTBEHHOTO Mpenapara Wik YIOJTHOMOYEHHBIM UM JIPYTUM FOPUIUYECKUM JIULIOM
3asBJIEHUS 00 OTMEHE TOCYIaPCTBEHHOW PErucTpalliy JIEKAPCTBEHHOTO Mpernapara;
(ITynkT B pepakiuu, BBeIeHHOMU B aeiicTBue ¢ 1 uromst 2015 romga denepaibHbIM 3aKOHOM
oT 22 nekabps 2014 roga Ne 429-P3. - CM. IpeabIAYIIYIO PEAAKIIUIO)

3) HenoATBEPKACHUS TOCYAAPCTBEHHOM perucTpaiuy JeKapcTBEHHOT 0 Ipernapara 1o
HCTEUYEHUHU CPOKa JEHCTBUS PErUCTPAllMOHHOTO YAOCTOBEPEHHUS, BBIIJAHHOTO HA MAThH
JeT;

4) HempeIcTaBIICHUS 3asBUTENIeM HH(OpMAIHU, KOTOpas MOXKET MOBJIEYb 3a CO00I
HE00X0IMMOCTh BHECCHHUSI H3MEHEHUH B IOKYMEHTBI, COJICPIKAIIUECS B
PETUCTPAIIMIOHHOM JIOChE Ha 3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpernapar, B TCUCHHE
TpUIIATH PabOYUX JHEH CO THS HACTYIUICHUS 3TUX U3MCHEHHIA,

5) ocyIecTBIACHUS TOCYAAPCTBEHHOHN PErUCTPAIMH JICKAPCTBEHHOTO IIpernapara 1oy
TOProBHIM HAMMEHOBAHHUEM 3aPETUCTPUPOBAHHOTO paHEe MO 3TUM TOPTOBBIM
HaMMEHOBAHHUEM JICKAPCTBEHHOTO IIpernapara, OTINYAIONIErocs KAYeCTBEHHBIM COCTaBOM
JEUCTBYIOLIUX BEIIECTB;

(ITynkt B penakuuu, BBeieHHOM B feiictBue ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM
o1 22 nekabps 2014 roga Ne 429-P3. - CM. npeablAyLLYIO PEAAKIIHIO)

6) oCyIleCTBIEHUS TOCYJAPCTBEHHOMN PErucTpaliy OJHOTO U TOTO e JIEKAPCTBEHHOTO
rpenapara B OTHOIIIEHHH OJIHOTO W TOTO K€ JIEpKaTells WK Biaeblia
PETUCTPAIIIOHHOTO YIOCTOBEPEHHS JIEKApCTBEHHOTO Mpemnapara B BUIE IBYX U Ooee
JIEKAPCTBEHHBIX MPENapaToB MO pa3IMYHbBIMU TOPrOBBIMH HAMMEHOBAHUSAMM;

(ITynkt B pemakuuu, BBeieHHOM B feiictBue ¢ 15 utons 2018 roga @enepaibHbIM
3ak0HOM OT 4 nronsa 2018 roga Ne 140-P3. - CM. npeaplAyLIYyIO PEIAKIIHIO)
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7) BBIHECEHHS CYIOM PEUICHUS O HApYLICHUH MIPaB MPaBooOIagaTesst 0ObEeKTOB
MHTEJUICKTYaJIbHOM COOCTBEHHOCTH MPH 00pAIleHHH JICKAPCTBEHHBIX CPE/ICTB;

8) oTCyTCTBUS JIEKApCTBEHHOTO IIpenapara B oopanienuu B Poccuiickoit deneparuu B
TeueHue Tpex u 0oJiee JeT;

(ITynkT nonoxHUTENBHO BKIOYEH C 1 nronsg 2015 roga @enepanbHbIM 3aKOHOM OT 22
nekadps 2014 roya Ne 429-03)

9) HEBBINOIHEHUS IEPKATEIIEM WU BJIAJIENIbLIEM PETUCTPALIMOHHOIO YI0OCTOBEPEHUS
JIEKapCTBEHHOTI'O IpernapaTa Ju00 yIOJIHOMOUYEHHBIM UMHU APYTUM IOPUANYECKUM JIUIIOM
MEpPOTIPUATHI 10 00ecTieyeHNI0 O€30MMaCHOCTH JIEKapCTBEHHBIX MTPernapaTos,
YCTaHOBJIEHHBIX YIIOJHOMOYEHHBIM (heZiepanbHbIM OpraHOM MUCIOJHUTEIBLHON BIIACTH B
COOTBETCTBUU C YacTsiMu 3 U 4 ctatbu 64 HacTosiero PenepajbHOTO 3aK0HA, B paMKax
OCYILIECTBIIEHUS (hapMaKOHAI30pa;

(ITynkT nonoHUTENRHO BKIOYEH ¢ 1 nronsg 2015 roga denepanbHbIM 3aKOHOM OT 22
nekadps 2014 royga Ne 429-03)

10) oTkaza mep:kaTelst WM BIaJeNblla PErUCTPAIIMOHHOTO yI0CTOBEPEHUS
JIEKapCTBEHHOTO TIperapara JIM00 YyIOJTHOMOYEHHOTO UMH JPYroro IOPUIMIECKOTO JIUIIA
OT BHCCCHUA I/ISMCHCHI/Iﬁ B I/IHCTPYKIII/IIO 110 HpI/IMeHeHI/IIO J'IeKapCTBCHHOFO npenapaTa,
KaCarIIInXCsa HOBBIX HO}ITBCp)K}ICHHBIX JaHHBIX O TOM, 4YTO pI/ICK HpI/I‘—II/IHeHI/IH Bpegla
3I0POBBIO YEJIOBEKA MJIM JKHBOTHOTO BCJICJICTBHE ITPHEMA JICKAPCTBEHHOTO TIpemnapara
npeBbIaeT 3PpPEeKTUBHOCTH €T0 TPUMEHEHHUSI.

(ITynkT nomoHUTENHHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

C 1 suBaps 2023 roga ®exepanbHbiM 3akoHOM OT 27 siekadps 2019 roga Ne 475-3
ctaThs 32 Hactosero deaepanbHOTO 3aK0HA Oy/IeT TOMOJIHeHAa TYHKTOM 11.

Crates 33. 'ocynapcTBEHHBII peecTp JIEKAPCTBEHHLIX CPEACTB

1. l'ocynapcTBEHHBIN peecTp JeKapCTBEHHBIX CPEJICTB COAEPKUT EPEUCHb
JIEKapCTBEHHBIX MPENapaToB, MPOIIEIIINX TOCYAaPCTBEHHYIO PErUCTPAIHIO, IEPEUYCHb
(hapmaleBTHUECKUX CYOCTaHIIUMM, BXOISIIINX B COCTaB JIEKApPCTBEHHBIX MIPENapaToB, U

CIIEYIONLYI0 HH(POPMALIUIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX IIPETIapaToB:

a) HAaMMEHOBAaHUE JIEKAPCTBEHHOTO Mpenapara (MexXayHapoAHOE HENaTeHTOBAHHOE, WIH
TPYNIUPOBOYHOE, UM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

(ITonnmyHKT B pefakiuu, BBeeHHOU B neiicTBue ¢ 1 urong 2015 roga denepanbHbIM
3akOHOM 0T 22 siekabps 2014 roga Ne 429-D3. - CM. OpeAbLIYIIYIO PEIAKIHIO)

6) JICKApCTBCHHAs (bopMa C YKa3aHUEM NO3UPOBKHU JICKAPCTBCHHOI'O IIpCIiapara u €ro
KOJIHN4YCCTBA B HOTpe6HTeHBCKOﬁ YIIAaKOBKE;
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B) HAUMEHOBAHUE JiEpKaTeNs WIN BIIaJEIbla PErUCTPALIMOHHOTO YOCTOBEPEHHUS
JIEKapCTBEHHOI'O IIpernapaTa U CBEJICHUS O PETUCTPALIUU AEpKaTeNsl WK Biajlenblia
PErUCTPALIMOHHOIO Y0CTOBEPEHNUS JIEKApCTBEHHOI0 Mpernapara i MEAUIIMHCKOTO
IIPUMEHEHMSI B KAUECTBE HAJIOTOIUIATENbIIMKA B CTPAHE PErCTpaluu (U1 pOCCUHCKUX
IOPUINYECKUX JIUII - MACHTH(PHUKAIMOHHBIH HOMep Hanoromuiatensiumka (MHH), s
MHOCTPaHHBIX IOPUIUYECKHX JIULL - CTPaHA PErUCTPAllii, HAUMEHOBAaHUE
PErUCTPUPYIOIIETO OpPraHa, perucTpaliMOHHbIN HOMEpP, KO/ HaJoroIjiaTebliiKa B
CTpaHe PEerucTpauuu (MHKOPHIOpaIi) UM €0 aHaJIoT);

(IToamyHkT B penakuuu, BBeACHHOM B aeicTBue ¢ 1 utoins 2015 roga PenepanbHbIM
3aKoHOM OT 22 nekadps 2014 roga Ne 429-D3; B penakiiuu, BBEJICHHOM B 1eicTBuUE C 1
suBaps 2018 roga denepanbHbiM 3akoHOM 0T 28 nekadpst 2017 roga Ne 425-P3. - Cwm.
OPEABLIYIIYIO PEIAKIIUIO)

I') HAMMEHOBAHME U apeC MPOU3BOIUTENS JIEKAPCTBEHHOTO MpernapaTa U CBEJIEHUs O
PErucTpanyy MPOU3BOIUTENS JIEKAPCTBEHHOTO IIpenapara Ui MEAUIIMHCKOTO
MIPUMEHEHUSI B KAUeCTBE HAJIOTOIUIATENbIIMKA B CTPAHE PETUCTPALMHU (11 POCCUMCKIX
IOPUAMYECKUX JIUII - UJIeHTU(UKAMOHHBIN HOMep Hajoromnatensimka (MHH), ans
MHOCTPaHHBIX IOPUANYECKUX JIUI - CTpaHa PErucTpalvi, HAUMEHOBaHUE
PErUCTPUPYIOLIETO OPraHa, PETUCTPAMOHHBIN HOMED, KOJI HAJIOTOIUIATEbIINKA B
CTpaHe PEerucTpaluuu (MHKOPHOpAIMK) WK €r0 aHaJIoT);

(IToamyHKT B pemakimu, BBeJeHHOH B AeiicTBHe ¢ 1 ssHBapst 2018 roma denepanbHbIM
3akOHOM OT 28 niekabpst 2017 roga Ne 425-D3. - CM. OpeAbLIYIIYIO PEAKIIHIO)

1) ¢apMakoTepaneBTHYECKas IPyIIa, KO JISKApCTBEHHOTO Tperapara 1Mo aHaTOMO-
TepaneBTHYECKO-XUMUUECKON Kilaccu(puKaIuu, peKkoMeHI0BaHHON BeceMupHoit
OpraHu3aIuei 3JpaBoOXpaHCHHS;

(IToamynkT B penakuuu, BBeACHHOU B aeiicTBre ¢ 1 urons 2015 roga PenepanbHbIM
3aKk0HOM 0T 22 nekadps 2014 roma Ne 429-D3. - CMm. OpeablayIIYIO PENAKIINIO)

€) MOKa3aHUsI ¥ MPOTUBOMOKA3aHUsI K IPUMEHEHHIO JIEKApCTBEHHOTO Mpernaparta;
) MOOOYHbIE AEWCTBUS JIEKAPCTBEHHOTO Iperapara;

3) CPOK FOJTHOCTH JICKAPCTBEHHOTO Ipernapara;

1) YCIIOBUS XpaHEHUSs JIEKapCTBEHHOTO Mpernapara;

K) yCIIOBHS OTITyCKa JIEKAPCTBEHHOTO Mpernapara;

1) HOMep (papmMakoTNeHON CTaThbU WJIH B Cllydae ee OTCYTCTBUSI HOMEp HOPMaTHUBHOU
JOKYMEHTAIUH JIN00 HOPMAaTUBHOTO IOKYMEHTa;

M) Jara FOCyI[apCTBeHHOI\/’I peructpanuu JICKapCTBECHHOIO IIpe€riapara U €ro
perI/ICTpaHI/IOHHHﬁ HOMED, JaTa 3aMCHbI PETUCTPAIUOHHOTO YIOCTOBCPCHUA
JICKApCTBCHHOT'O IIpCIIiapara Ha 6eccp0que pPErucTpaliluOHHOC YIO0CTOBECPCHUC
JICKApCTBCHHOT'O IIpCIiapara, JAaTa noaavdu 3asBJICHUA O TOATBCPIKACHUN



roCyJapCTBEHHOM pEerucTpaliu JIEKapCTBEHHOTO MperapaTa, AaTa OTMEHbI
roCyJapCTBEHHOM perucTpaliu JIEKapCTBEHHOTO Mperapara;

(IToamyHkT B penakuuu, BBeAeHHOM B aeictBue ¢ 1 utons 2015 roga PenepanbHbiM
3akoHOM OT 22 jiekadps 2014 roga Ne 429-D3. - CM. OPEabLIYIIYIO PEAAKIIUIO)

H) Kaue€CTBEHHBIA COCTaB U KOJIMYECTBEHHBIN COCTAaB JACHCTBYIOIIUX BEIIECTB U
KaueCTBEHHBIM COCTAB BCIIOMOTaTEJIbHBIX BEIIECTB JICKAPCTBEHHOTO MIpernapara;
(IToamynkT MomosHUTENHHO BKItOUEH ¢ 1 uronst 2015 roga denepaibHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-3)

0) nuHpopmanus 000 BCeX pa3pelIeHHbIX BUIaX BTOPUYHON (IOTPEOUTETHCKO)
YIaKOBKH;

(IMoamyHkT MomosHUTENHHO BKIItOUEH ¢ 1 uronst 2015 roga denepaibHBIM 3aKOHOM OT 22
nekadps 2014 roya Ne 429-03)

1) JaTa MPUHSATHS PEIIeHUs O BO3MOXKHOCTH pacCMaTPUBaTh JIEKaPCTBEHHBIN TTpenapar
MIPU TOCYIaPCTBEHHOW PETHCTPAlUM B Ka4eCTBE Op(PaHHOTO JICKAPCTBEHHOTO Ipemapara
(11 MIEKapCTBEHHBIX MPEMApaTOB IS METUIIMHCKOTO TIPUMEHEHHUS);

(IToamyHkT MomomHUTENHHO BKItOUEH ¢ 1 wromnst 2015 roga denepaqbHBIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-@3; B penakimu, BBeJeHHOU B nericTBue ¢ 1 mapta 2020 rona
denepanbHbIM 3aK0HOM OT 27 aexadps 2019 roma Ne 475-D3. - Cm. OpeabLayyro

PEIIAKITNIO)

p) HaIM4YKE JEKapCTBEHHOTO Mpenapara B mepeyHe )KM3HEHHO HEOOXO0IMMBIX
BOKHEUIINX JICKAPCTBEHHBIX MTPENapaToB (Isl JISKAPCTBEHHBIX MTPENapaToB s
MEJIMIIMHCKOTO IPUMEHEHUS);

(IToamyHKT MOTIOMHUTENHEHO BKIIIOUEH ¢ 1 mromst 2015 rona denepaibHBIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-@3; B penakiuu, BBeJeHHOU B nerictBue ¢ 1 mapta 2020 roma
denepanbHbIM 3ak0HOM OT 27 aekadps 2019 roma Ne 475-D3. - CMm. npeabLayIyo

PEIAKIIUIO)

C) HAJIMYKE B JIEKAPCTBECHHOM IIpenapaTe HapKOTHYECKUX CPEICTB, TICUXOTPOITHBIX
BEIIECTB U MX MPEKYPCOPOB, MOyIeKaIMX KOHTPoJt0 B Poccuiickoit dexnepaiuu, B
COOTBETCTBHUH C 3aKOHOATEIBCTBOM Poccuiickoit deneparnuu, Mex1yHapOHBIMH
noroBopamu Poccuiickoi @enepanuu, B TOM 4ncie EnuHoi kKoHBeHIMEN 0
HapkoTuyeckux cpencrBax 1961 rona u KonBeHimen o ncuxoTponHeix BemecTBax 1971
roja;

(ITonmyHKT qOMOMHUTENHHO BKIIOUEH ¢ 1 utons 2015 rona degepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

T) uHGOpPMAIUS O TOM, SBISIETCS JIM JaHHBIN JIeKapCTBEHHBIN Tpernapar pedepeHTHBIM
JIEKApCTBEHHBIM IPENapaToM;

(IToxnmyHKT qOMOMHUTENHHO BKIIOUEH ¢ 1 utons 2015 rona degepanbHbIM 3aKOHOM OT 22
nexabps 2014 rojga Ne 429-D3)
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y) CBEJICHHUS O MOJ1aue 3asiBJICHUS O BHECEHUU U3MEHEHHI B JOKYMEHTBHI, COJIep Kallfecs
B PETUCTPAIIMOHHOM JIOChE Ha JIEKAPCTBEHHBIN Mpenapar;

(IToamyHkT MomoaHUTENHHO BKIItOUEH ¢ 1 utons 2015 rona denepaibHbIM 3aKOHOM OT 22
nekadps 2014 roya Ne 429-03)

() MOATYHKT AOMOTHUTENBHO BKIIOUeH ¢ | utonst 2015 roga PeepanbHbIM 3aKOHOM OT
22 nexadps 2014 roga No 429-@3; yrpatun cuiny ¢ 1 mapta 2020 rona - denepanbHblii
3aKk0H OT 27 nexadpst 2019 roga Ne 475-D3 - cM. OPEABLAVIIYIO PEIAKIIHAIO,

X) CPOK BBEJICHHUS JIEKaPCTBEHHOT'O IIperapara B Ipa)/JIaHCKUi 000poT;
(IMoamyHkT MomoMHUTENHHO BKIItOUEH ¢ 1 uronst 2015 roga denepaibHBIM 3aKOHOM OT 22
nekadps 2014 roya Ne 429-03)

2) B OTHOULIEHUH (papMaIieBTUUECKUX CYOCTAHIINMNA:

a) HAaMMEHOBaHHUE (apMalleBTUYECKON CyOCTaHIIMK (MEXIYHApOAHOE HEMMAaTEHTOBAaHHOE,
WJTU TPYIITUPOBOYHOE, I XUMUYECKOE U TOPTrOBOE HANMEHOBAHMS ),

(IToamyHkT B penakuuu, BBEJACHHOU B aeiicTue ¢ 1 utons 2015 roga PenepanbHbIM
3aKk0HOM 0T 22 nekadps 2014 roga Ne 429-D3. - CM. OpeablAyIIYIO PEAAKIINIO)

0) HauMEHOBaHUE U a/IpeC MPOU3BOAUTENS (papMalleBTUYECKON cyOCTaHIINH;
B) CPOK TOJHOCTH (hapMarieBTUHIECKON CyOCTaHITUH;
T') YCJIOBHS XpaHEeHUs (papMarieBTUIECKON CyOCTaHIINN;

1) HoMep (hapMaKOTIeHHON CTaThU WJIH B CJIy4ae €€ OTCYTCTBHUSI HOMEP HOPMaTUBHOM
JOKYMEHTAIMH JIN00 HOPMAaTUBHOTO IOKYMEHTA;

€) Hamure (papManeBTHIECKON CyOCTaHIIMK B TIEPEUYHE HAPKOTUUECKHUX CPEJICTB,
MICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, MOJICKAITUX KOHTPOJIIO B Poccuiickoii
®denepanyu, B COOTBETCTBUU C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu,
MEXIYHapOJHBIMU JoToBOopamu Poccuiickoit denepanuu, B ToM yucie EanHoit
KOHBEHIIMEN 0 HAapKOTUUYECKuX cpenctBax 1961 roga u KoHBeHIMEH 0 ICUXOTPOITHBIX
BemectBax 1971 roja.

(ITonmyHKT qOMOMHUTENHHO BKIIOUEH ¢ 1 utons 2015 rona degepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

2. @apmarieBTHYeCKas CyOCTaHIM, IPOU3BENICHHAS IS Pealn3allii, MOKET ObITh
BKJIFOYEHA B LOCY/IAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEJICTB HA OCHOBAHUU
3asBJICHUSI pa3pabOTUYMKA WM IPOU3BOIUTENS JIEKAPCTBEHHOTO CPEACTBA JIMO0
YIIOJTHOMOYEHHOTO UMM FOPUINYECKOIO JIMIA IIPH YCIOBUU IIPOBEJACHMS B OTHOLIEHUHT
Takoil apmaneBTHUeCKOi CyOCTaHIIMHU SKCIIEPTU3bI KauecTBa (papMalieBTUUECKOil
cyOCTaHIIMM B MOpPsAKE, YCTAHOBICHHOM cTaTheil 34 Hactosuiero deaepalbHOrO 3aKOHa.
B oTHOImIEHNM (papmalieBTHUECKUX CyOCTaHIM, MPOU3BEICHHBIX JUIS peau3aliy, B
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TOCY/IaPCTBEHHOM PEECTPE JEKAPCTBEHHBIX CPEJICTB COJCPIKUTCS CIIEAyIOLIast
uHpOpMAIIHA:

1) HaumeHOBaHMe (hapMalleBTUUECKON CyOCTaHIMU (MEXKIyHApOIHOE HEMATEHTOBAHHOE,
WM TPYNIHPOBOYHOE, I XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

2) HauMEHOBaHUeE, aJpec MPOU3BOAUTENS (apPMAIIEBTUYECKOM CyOCTaHITNH, a TAKKE B
OTHOIIEHUHU JIEKAPCTBEHHBIX CPEICTB UISI MEAUIIMHCKOTO IPUMEHEHUS CBEJICHUS O
pEeTHCTpaIMK MPOU3BOIUTEINS (PapMaIeBTUIECKON CyOCTaHIINH B KA4eCTBE
HaJIOTOTUIATEINIBIIMKA B CTPAHE PErUCTPalluy (ISl POCCUNCKHUX IOPUIUICCKUX JIUIT -
UAeHTUPUKAIIMOHHBIN HOMep Hanororarensika (MHH), nns uHocTpanHbIX
FOPUIMYECKUX JIUI] - CTpaHa PETUCTPAIlUU, HAMMEHOBAHUE PETUCTPUPYIOIIETO OpTraHa,
PEruCTPAIIMOHHBINA HOMED, KO/ HAJIOTOIIATEIbIIINKA B CTPAHE PETUCTPAIluU
(MHKOpIIOpaIMy) UM €ro aHajor);

(ITynkT B penakiuu, BBeieHHOHU B neiicTBue ¢ 1 stuBaps 2018 romga denepaibHbIM
3aK0HOM OT 28 siekabpst 2017 roga Ne 425-D3. - CM. IpeABIAYIYIO PEIAKIIUIO)

3) cpok TOTHOCTH hapMarieBTUYECKON CyOCTaHIINN;
4) ycioBus XpaHeHus GpapMareBTUIECKON CyOCTaHIINN;

5) HoMep (apMakoIelHOM cTaThy JIMOO B CiIydae €€ OTCYTCTBHSI HOMEP HOPMAaTUBHOM
JTOKYMEHTAIH WJIM HOPMAaTUBHOTO JIOKYMEHTA;

6) Hanmuue apMareBTUIECKON CyOCTaHIINK B TIEpEYHE HAPKOTUICCKUX CPEJICTB,
MCUXOTPOMHBIX BEHIECTB M UX MPEKYPCOPOB, MOICKAIINX KOHTPOJIIO B Poccuiickoii
®denepanyn, B COOTBETCTBUU € 3aKOHOJATEILCTBOM Poccuiickoit denepanuu,
MEXIYHapOIHbIMU JoToBOopamu Poccuiickoit denepanun, B ToM yucie EanHoit
KOHBEHIIMEN 0 HApKOTUUECKUX cpeactBax 1961 rona u KoHBeHIMER 0 MCUXOTPOITHBIX
Bemectsax 1971 roaa;

7) nata BKJIFOUYCHHS (apMaIeBTUUECKON CyOCTaHIIMK B TOCY/IAPCTBEHHBIN PEECTp
JIEKapCTBEHHBIX CPEJICTB, JIaTa BHECCHHS] M3MEHEHUI B IOKYMEHTHI (hapMarieBTUUECKON
cyOcTaHIIMH, 1aTa UCKIIOYCHUS (hapMarieBTUIECKON CyOCTaHIIMN 13 TOCYIapPCTBEHHOTO
peecTpa JEKapCTBEHHBIX CPEACTB.

(Yactp 2 B penakmnuu, BBeeHHOH B aeiicTBue ¢ 1 urons 2015 roga denepanbHbIM
3aK0HOM 0T 22 nexabps 2014 roga Ne 429-P3. - CM. npeAblAyIIYIO PDEAAKIIUIO)

3. HOpHI[OK BCACHU I'OCYAAPCTBCHHOI'O PECCTPA JICKAPCTBCHHBIX CPCACTB IJIA
MCAUIHUHCKOI'O IIPUMCHCHUA U IMOPAJAOK BECACHHUA I'OCYJIAPCTBCHHOTI'O PCECTpa
JICKAPCTBCHHBIX CPCACTB JIs1 BETCPUHAPHOTO IPUMCEHCHUS YTBCPIKAAKOTCAH
COOTBECTCTBYIOIIUM YIIOJITHOMOYCHHBIM (l)e)lepaHBHLIM OpraHomM HCIIOJIHUTENbLHOHN BIACTH.

Cratbs 34. BkiIroueHne B rOCyIapCTBEHHBIN PEECTP JICKAPCTBEHHBIX CPEJICTB U
HCKIIOYCHHEC U3 IT'OCYAAPCTBCHHOI'O PECCTpa JICKAPCTBCHHBIX CPEACTB
(I)apMaHeBTquCKOﬁ CY6CT8.HI_[I/II/I, HpOI/I3Be)IeHHOI71 U peajin3alun



/npd-doc?npmid=99&npid=499025507&anchor=
/npd-doc?npmid=99&npid=499025507&anchor=
/npd-doc?npmid=99&npid=499025507&anchor=
/npd-doc?npmid=99&npid=499025507&anchor=
/npd-doc?npmid=99&npid=499025507&anchor=
/npd-doc?npmid=99&npid=499025507&anchor=
/npd-doc?npmid=99&npid=499025507&anchor=
/npd-doc?npmid=99&npid=499025507&anchor=
/npd-doc?npmid=99&npid=499025507&anchor=
/npd-doc?npmid=99&npid=499025507&anchor=

HaumenoBanue B penakiuu, BBeJieHHOH B AeiicTBue ¢ 1 urons 2015 roga denepaibHbiM
3aK0oHOM OT 22 nekabps 2014 roga Ne 429-D3. - CM. OpeablIyIIyIO0 PEAAKITHIO

1. st BETFOUeHUs (hapMareBTHIEeCKON CyOCTaHIINN, IPOU3BEICHHOM IS pean3alliy, B
rOCY/IapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEJICTB, IPOBOJUTCS 3KCIIEPTH3A €€
KayecTBa.

(HacTsb B penakiuu, BBeieHHOM B neiicTBue ¢ 1 urong 2015 roga ®PenepalibHbIM 3aKOHOM
ot 22 yexadps 2014 roga Ne 429-D3. - CM. OPEAbLIYILYIO PEIAKIIUIO)

2. DKcnepTr3a KauecTBa yKa3aHHOW B YacTH | HacTosIIel cTaTbi (papMalieBTHYECKOM
cyOCTaHIIUM, COCTaBJIEHHE KOMUCCHUEH IKCIIEPTOB 3aKITIOYCHHH TIO0 pe3ysibTaTaMm 3TOU
AKCIIEPTU3BI U UX HAPABJICHUE B YIIOJTHOMOYEHHBIN (eiepanbHbIi Opran
HCTOJIHUTENBHOMN BJIACTH OCYIIECTBISIIOTCA B CPOK, HE MPEBBIMIAIONIAN IECTUAECATH
pabouux JHEH CO JHS MOJIYUYCHUSI SKCTIEPTHBIM YUPEKICHUEM COOTBETCTBYIOIIETO
3a/IaHUsl YITOJTHOMOYEHHOTO (eZIepabHOTO OPraHa UCTIOTHUTEIBHON BJIACTH U
CJIEIYIOIIUX IOKYMEHTOB (CBEICHHM):

(A63ar B penakiuu, BBeJIeHHOU B nieiicTBre ¢ 1 ssaBaps 2021 romga denepanbHbIM
3aK0HOM OT 27 nexkabps 2019 roma Ne 478-D3. - CM. IpeABIAYIYIO PENAKIIUIO)

1) cBeeHMS O JaTe MPENOCTABICHUS U PETUCTPAITMOHHOM HOMEpPE JIMIICH3UN Ha
MIPOM3BO/ICTBO JICKAPCTBEHHBIX CPEJICTB WIJIM CBEICHUSI O JaTe MPEIOCTABICHUS U
PEruCTPAIIMOHHOM HOMEPE 3aKJIFOUEHUS O COOTBETCTBUH MPOU3BOIUTENS JIEKAPCTBEHHBIX
CpencTB TpeOOBAaHUSAM MPABUIT HAJICKAIEH TPOU3BOACTBEHHOM MPAKTUKU, BEIIAHHBIX
(TpemocTaBIeHHBIX) YITOJTHOMOYEHHBIM (efiepabHBIM OPTraHOM MCTIOJHUTEILHOM
BJIACTH, B CTy4ae, €CJIA MPOU3BOJICTBO JICKAPCTBEHHOTO CPEICTBA OCYIIECTBIIICTCS B
Poccuiickoit dexnepanuy;

(ITynkT B penakiuu, BBeIeHHOH B aeiicTBue ¢ 15 utons 2018 roma denepaibHbIM
3akoHOM OT 4 utonHs 2018 ronma Ne 140-D3; B penakuuu, BBEICHHOM B AeiicTBHE C |
saBaps 2021 roga denepanbabiM 3ak0HOM OT 27 nekadps 2019 roma Ne 478-P3. - Cu.

OPCABIAYIITYIO DeI[aKI_[I/IIO)

2) Komus JOKYMEHTA, BBIJAHHOTO YITOJTHOMOYEHHBIM OPraHOM CTPaHBI MPOU3BOIUTENS
JIEKAPCTBEHHOTO CPEJICTBA U MOATBEPIKIAIOIIETO pa3perieHue Mporu3BOACTBA
JIEKApCTBEHHOTO CPEJICTBA, U €r0 MEePEBOJI Ha PYCCKHH S3bIK, 3aBEPCHHBIC B
YCTaHOBJICHHOM MOPS/IKE, a TAK)KE KOMUS 3aKII0YSHHSI O COOTBETCTBUH IPOU3BOAUTEIS
JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSM MPABUJI HAJIC)KAIIEH TPOU3BOICTBEHHON
MIPAKTUKH, BBIIAHHOTO YIIOJTHOMOYEHHBIM (e/iepaibHbIM OPraHOM HCIIOJIHUTEIbHON
BIIACTH, MO0 KOMHS PEIICHUS YIIOJTHOMOYEHHOTO (pe/lepaTbHOTO OpraHa
WCIIOJTHUTEIBHON BJIACTH O MPOBEJICHUN UHCIICKTUPOBAHUS IPOU3BOIUTESA
JIEKAPCTBEHHOT'O CPEJCTBA. YKa3aHHBIE JOKYMEHThI IIPEJICTABIIAIOTCS B CiIydae, eciiv
MIPOU3BOJICTBO JIEKAPCTBEHHOTO CPEJICTBA OCYILECTBIIAETCS 3a npenenamu Pocculickoi
Odenepauny;

(ITynkt B pemakuuu, BBeieHHOM B feiictBue ¢ 15 utons 2018 roga @enepaibHbIM
3ak0HOM OT 4 nrons 2018 roga Ne 140-P3. - CM. npeaplAyLIYIO PEIAKIIHIO)

3) JOKYMEHT, CoAep KAl CIeAYIOUTUE CBEACHUS O (apMalleBTUYECKON CyOCTaHIINHU:
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a) HAMMEHOBaHUE (papMaleBTUICCKON CyOCTaHIINH, €€ CTPYKTYypa, OOIIHre CBOCTBA;
0) HaMMEHOBAHKE U APEC TPOU3BOUTEIIS;

B) TEXHOJIOTHA IPOU3BOJACTBA C OITMCAHUCM CTaI[I/Iﬁ MMPOU3BOACTBA U MECTOJJOB KOHTPOJIA
Ha BCEX CTaguAX IMPOU3BOACTBA,

T') ONKCaHKUE pa3pabOTKHU Mpoliecca MPOU3BOJICTBA;

1) OMCaHNe KOHTPOJISI KpUTUYECKUX CTaJAUM Mpoliecca MPOU3BOACTBAa U TPOMEKYTOUHOMN
TIPOJYKIHH;

€) TOKYMEHTaJIbHOE TIOATBEPKACHHUE (BaJIMIAIIMs) TPOILIECCOB U (MJIH) UX OIICHKA;
’K) CBOMCTBA M CTPYKTypa JIEHCTBYIONINX BEIIECTB;

3) XapaKTepHUCTHKa IpUMECei;

1) cnenudukanus Ha papManeBTHUYECKYI0 CyOCTaHIIUIO U €€ 000CHOBAHMUE;

K) AHAIIUTUYCCKUEC MECTOANKH, UCIIOJIB3YEMBIC ITPHU OCYIICCTBICHNN KOHTPOJIA KaUuCCTBA
(hapmareBTHIeCKON CyOCTaHIINY;

J1) JOKYMEHTaJIbHOE TIOATBEPKACHUE (BaTHIAINS ) aHATUTUIECKUX METOJIHK,
HCIOJIb3YEMBIX TIPH OCYIIECTBICHUH KOHTPOJIS KauyecTBa (hapMareBTHIECKOM
cyOcTaHny;

M) pe3yJbTaThl aHANUu3a cepuil (hapmalieBTUUECKOi CyOCcTaHIIUu;

H) MEPCUCHDb CTAHAAPTHBIX 06p33HOB HJIKM BEIIECTB, UCIIOJb3YEMBIX ITPH OCYHICCTBICHUA
KOHTPOJIA Ka4€CTBaA,

0) OMHCAHHUE XaPaKTEPUCTUK U CBOICTB YIaKOBOYHBIX MAaTEPUATIOB U YKYITOPOUYHBIX
CpPEICTB;

1) JaHHbIE O CTA0MJIBHOCTHU (papMalleBTUYECKOM CyOCTaHITNH;
P) CPOK T'OJHOCTH;

4) TOKyMEHT, COJep KA CBEICHHS O PETUCTPALIMU TPOU3BOIUTENS JIEKAPCTBEHHBIX
CPENCTB Il MEIUIIMHCKOTO MPUMEHEHHS B KAUE€CTBE HAJIOTOIUIATENbIIUKA B CTPAHE
peructpanuu (Ui pOCCUUCKUX FOPUTUIECKUX JIUI - HACHTU(OUKAIIMOHHBIA HOMEP
Hanoromnatensimka (MHH), ans uHOCTpaHHBIX IOPUAUYECKUX JIUI] - CTPaHa
pErucTpanyu, HAMMEHOBaHUE PETUCTPUPYIOLIETO OpPraHa, perucTpalMoOHHbIN HOMEp, KOJI
HAJIOTOIIATENbIINKA B CTPAHE PETHCTPAIlU (MHKOPIIOPAIMH) WU €T0 aHAJIOT).

(ITynkt ngomonHuTensHO BKItoueH ¢ 1 saBapst 2018 rona denepanbHbIM 3aKOHOM OT 28




nekadps 2017 roya Ne 425-03)

(HacTp B penakiuu, BBeieHHOM B neiicTBue ¢ 1 ssuBaps 2016 rona PenepaibHbIM
3akoHOM 0T 22 niekabps 2014 roga Ne 429-D3 (¢ ©I3MEHEHUSIMH, BHECCHHBIMU
denepanbubiM 3akoHOM 0T 13 mtons 2015 roga Ne 241-D3). - CM. IpeablaynIyIo

PEIIAKITNIO)

3. Jlns mpoBeieHust SKCIEpTU3bl KAa4eCTBa YKa3aHHOW B YacTu | HAacTosIIel CTaThu
(hapMaIreBTHUECKON CYOCTaHIIUU 3asBUTEIh MPEIACTABIISICT B YIIOJHOMOYCHHBIN
(denepabHBIN OpraH UCMOJHUTEIBHON BIIACTH:

1) 3asiBIIeHHE O BKIIFOUEHUHU B TOCYJIAPCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPECTB JaHHOM
(hapmareBTHUECKOM CyOCTaHIINY;

2) Komus JOKYMEHTAa, MOATBEPKIA0IIETO YIUIaTy FOCYIapCTBEHHOM MOIITUHEI 3a
BKJIFOYCHHUE B TOCYIAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPENCTB (hapMaIleBTUUECKOM
cyOcTaHIIUM, MPOU3BEACHHON TSI peaTu3alliu, TU00 10 COOCTBEHHON WHUITMATHBE
yYKa3aHHBIN TOKYMEHT. B ciyuae ero HempecTaBieHuUs 3asBUTEIEM YITOJTHOMOYEHHBIN
(dbenepanbHBIN OpraH UCMOJHUTEIBHON BIACTH MpoBepsieT (HaKT yriaThl
roCyJIapCTBEHHOM MONIJIMHBI 3asBUTEIIEM C UCIOJIb30BaHUEM WH(OpManuu 00 yruiare
rocy/apCTBEHHOU MOLUINHBI, coAepkalieiics B ['ocyapcTBeHHON HHPOPMAITMOHHOM
CUCTEME O TOCYAPCTBEHHBIX U MYHHUIIUITATBHBIX IJIATEXaX, HAa OCHOBAaHUHT
MIPEACTABICHHOM 3asBUTENIEM KOMUU JIOKYMEHTA, TTOITBEPKIAIOIIETO YIIIaTy
roCyJAapCTBEHHOM MOIJINHBI;,

(ITynkT B pemakiuu, BBeAeHHOU B neiicTtBue ¢ 1 uromst 2015 romga denepaibHbIM 3aKOHOM
ot 22 nekabps 2014 roma Ne 429-@03. - CM. IPEAbIAYIIYIO PEAAKIIUIO)

3) TOKYMEHTBI, YKa3aHHBIC B YACTH 2 HACTOSIIECH CTAThH;
(ITynkT B penakiuu, BBeeHHOHU B aeiicTBue ¢ 1 mronst 2015 rona denepaibHbIM 3aKOHOM
ot 22 nekabps 2014 roga Ne 429-P3. - CM. IpeabLIYIIYIO PEAAKIUIO)

4) 3asBJICHHE O BbIjIaue pa3penieHus Ha BBO3 B Poccuiickyro deneparinio KOHKPETHON
MapTUU HE3apErUCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEJICTBA, MPETHASHAYCHHOTO TSI
MPOBEACHUS YKa3aHHOU IKCIICPTHU3HI.

(ITynkT nomoHUTENBHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

3.1. B cnyuae HenpeAcTaBiIeHUs C 3asBICHUEM O BKIIOUEHUU B TOCY/IaPCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEICTB (papMaIleBTUUECKON CyOCTaHIIMK TIOKYMEHTOB,
MOATBEPKIAIOLIUX YILIATy TOCYIapCTBEHHOM MONUTMHBI M YKa3aHHBIX B MYHKTE 2 YacTH
3 HacTosIIIel CTaTbH, a TAKXKE BbIJABAEMbIX (IIPEIOCTABIISIEMBIX) YIIOJTHOMOUYEHHBIMH
(benepanbHBIMU OpraHaMU UCTIOJTHUTENBHOM BIIACTH TOKYMEHTOB (CBEACHMUIA),
YKa3aHHBIX B IYHKTax | ¥ 2 yacTH 2 HACTOSIIEH CTaTbU, YIIOJHOMOYEHHBIN
(benepanbHbIN OpraH UCMOJHUTEIBHON BIACTH 3alPAIIUBACT YKa3aHHbBIE JOKYMEHTBI
(cBeeHus) B OPSAIKE MEXBEIOMCTBEHHOTO HH(GOPMAITMOHHOTO B3aUMOJCHCTBHSL.
(YacTp monomHuTensHO BKItoUeHa ¢ 1 suBaps 2021 roga denepanbHbIM 3aKOHOM OT 27
nekadpst 2019 roga Ne 478-D3)
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4. B Teuenue necsaTH pabouuX JHEHW CO JHSA NPUHSTHSA 3asiBIECHUS O BKIIOUYEHUN
yKa3aHHOH B yacTu | HacTosIIel cTaTh (papManeBTUIECKO cyOCTaHIINU B
LOCY/IaPCTBEHHBIN PEECTP JIEKAPCTBEHHbBIX CPEJICTB U JJOKYMEHTOB, IEPEUNCIICHHBIX B
9yacTd | ¥ MyHKTE 2 9acTu 3 HACTOSIIEH CTaThH, YIIOJHOMOYECHHBIN (eiepaabHbIi OpraH
HCIIOJIHUTEJIBHON BIIACTH:

(AG3am B pepakmuu, BBeieHHOU B neficTBue ¢ 1 uronst 2015 roma @enepalibHBIM 3aKOHOM
ot 22 nekabdps 2014 roga Ne 429-03. - CM. IpEeAbIAYIYIO PEAAKIIUIO)

1) mpoBOUT MPOBEPKY MOJTHOTHI U JOCTOBEPHOCTH AAHHBIX, COJICPKAIIUXCS B
MIPEJICTaBIICHHBIX 3asSBUTEIIEM JIOKYMEHTAX;

(ITynkt B penakuuu, BBeieHHOM B feiicTBue deepanbHbIM 3aKOHOM OT 25 HOg0pst 2013
roga Ne 317-®3. - CM. npeAbLIyIIYIO PEIAKIIHIO)

2) IpUHUMAET PEIeHUE O HAMPABIIEHNWU B SKCIIEPTHOE YUPEKICHUE 3a/IaHUsI Ha
MPOBEICHUE IKCIIEPTU3bl KAUECTBA YKa3aHHOM B YaCTH | HACTOAIIEH CTaTbU
(hapmareBTHUECKOM CyOCTaHIINK WJIH 00 OTKa3e B TAKOM HAIPaBIICHUN;

3) yBeIOMJISIET B 3JIEKTPOHHON MIJIM MUCbMEHHOU (hopMe 3asBUTENS O TIPUHITOM
pELIeHNHU WIH B CIy4ae 0TKa3a ¢ yKazaHHUEeM MPUYHMH TaKOTro OTKa3a.

(ITynkt B penakuuu, BBeieHHOM B feiictue ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM
ot 22 nekabps 2014 roma Ne 429-@03. - CM. IPEAbIAYIYIO PEAAKIIUIO)

4.1. B cnydae BBISIBICHUSI HEJOCTOBEPHOCTH CBEACHUM, COAEPKAIINXCS B
MPEACTABICHHBIX 3asiBUTEIIEM MaTepHaliax, YIOJHOMOYEHHBIN (enepanbHbIil Opran
WCTIOJTHUTEIHHON BJIACTH HAIIPABJISET 3asIBUTEINIO 3alIPOC 00 YTOUYHEHUHU YKa3aHHBIX
cBeqleHUH. JlaHHBIHN 3a1IpOC MOXKET OBITh MepelaH YIIOJTHOMOYEHHOMY MTPEICTaBUTEIIO
3asBUTEJIS JIMYHO TIOJ] PACIIUCKY, HAIIPABJICH TI0 MTOYTE 3aKa3HBIM IMHUCHhbMOM HJIU TIEpEIaH
B 3JIEKTPOHHOM (popMe 10 TeIEKOMMYHUKAIIMOHHBIM KaHaIaM CBsi3H. B cirydae
HaIpaBJICHUs TAHHOTO 3aIpoca Mo MOYTe 3aKa3HbIM MMCHbMOM OH CUHUTAETCS
MOJTYYCHHBIM TI0 UCTEUEHUH IISCTH JHEH C IaThl HAIIPaBJIEHUS 3aKa3HOTO MHChMa.
(YacTp 1OMOTHUTENBHO BKIIOUeHA DeepanbHbIM 3aKOHOM OT 25 Hosi0ps 2013 romga No
317-D3)

4.2. 3asBuTenb 00s13aH MPEACTaBUTH OTBET HA 3aIIPOC YIIOJHOMOYEHHOTO (eepaaIbHOTO
opraHa UCIOJIHUTEIIbHON BJIACTH B CPOK, HE MPEBBIIIAOIINKI JIEBIHOCTA padOUnX JTHEH CO
JIHS TIOJTy4eHUs JaHHOTO 3arpoca. CpoK, yKa3aHHbIM B YacTH 4 HACTOSIIEH CTAThH,
MIPUOCTAaHABJIMBACTCS CO JIHS HAIlPaBJICHUS 3asBUTENIO 3allPOCa YIIOJTHOMOYEHHOTO
(benepanbHOTO OpraHa MUCIOJIHUTEIBHOMN BIACTH A0 JHA MOJIy4EeHUSI UM OTBETa Ha
JAHHBIN 3alPOC U HE YUYUTHIBACTCA MPU UCUMCIICHUU CPOKA HKCIEPTU3BI KAYeCTBa
(dapmaleBTHUECKOM CyOCTaHIIMHU, HEUCIIONb3yEeMOl MPU MPOU3BOCTBE JIEKAPCTBEHHBIX
npenaparos.

(YacTp 1OTIOTHUTENBHO BKIIOUeHA DeepaibHbIM 3aKOHOM OT 25 Hosi0ps 2013 romga No
317-D3)

5. OcHOBaHuEM AJI1 OTKa3a B HAIIPABJICHUU B 9KCIICPTHOC YUPCIKIACHUC 3aJaHUS HA
IMPOBCACHUC SKCIICPTU3BI KAUCCTBA YKa3aHHOI71 B YacTH 1 HACTOSIIEH CTaThU
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(apMareBTHUECKON CyOCTaHIIMHU SIBIISICTCS HEMPEACTaBICHUE IOKYyMEHTOB, YKa3aHHBIX B
YacTH 2 HACTOSIIEH CTaThbU, OTCYTCTBUE MH(OPMAIINU, TIOATBEPXKIAIOIIEH (aKT yIIaThl
roCyJapCTBEHHOH MOIIMHBI 32 BKIIOYEHHE (hapMalleBTUIECKO cyOCTaHIInH,
IIPOM3BEACHHOM JUIsl peanu3aliiu, B FOCY1IapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEJICTB,
HEIpeJICTaBICHNUE 3asiBUTENIEM B YCTAHOBJIEHHBIN CPOK OTBETAa HA yKa3aHHBIN B yacTu 4.1
HACTOSIIIEN CTaThU 3alpOC YIIOJTHOMOYEHHOTO (peIepaIbHOTO OpraHa UCIOJHUTEIbHON
BJIACTH WJIM IPEJCTABIIEHUE JOKYMEHTOB, HE COJEpKAIINUX UCUEPIIbIBAIOIIETO [IEPEUHs
HEOOXOIMMBIX CBEJICHUN.

(HacTsb B penakiuu, BBeieHHOM B neiictBue ¢ 1 urong 2015 roga ®PenepalibHbIM 3aKOHOM
ot 22 nekabps 2014 rozga Ne 429-@03. - CM. IPEAbIAYIIYIO PEAAKIIUIO)

6. B Tedenne naTHaAIATH pabOUMX THEU CO JHS MOTYyYEHUS PEIICHUS YIIOJTHOMOYEHHOTO
(henepanbHOTO OpraHa UCTIOJHUTEIHHOM BIIACTH O HAMPABJICHUH B KCTIIEPTHOE
YUpexICHUE 3aJJaHUs Ha MPOBEJICHUE IKCIIEPTU3HI KaYeCTBA YKa3aHHOM B yacTH |
HAaCTOSIIEN cTaThu (hapMalleBTHUYECKOM CYOCTAaHIIMH 3asiBUTENb MPEJICTABIISET B
AKCIIEPTHOE YUPEKICHUE ISl IPOBEICHUSI TAaHHOW IKCIIEPTU3bI 00pa3Ilbl
(hapmareBTHUeCKO CyOCTaHIINH B KOJUYECTBE, HEOOXOIMMOM TSI BOCTIPOU3BEICHHUS
METOJIOB KOHTPOJISI Ka4eCTBA. DKCIEPTHOE YUPEKICHHUE TIPH TTOTYICHHH 00pa3IioB
yKa3aHHOM B yacTu | HacTosmiel cTatby papmMareBTHUeCKOW CyOCTaHIIMM BbIJAET
3asBUTEIIO IOKYMEHT, TIOITBEPIKIAIONTNN TTOJTyIeHHUE 3TUX 00pasIoB, U B CPOK, HE
MIPEBBITIAIONTNHN TPeX pabovYnX THEH, YBEIOMIISET B AJIEKTPOHHON MM MUChMEHHOM
dhopme 00 ITOM YIOJTHOMOYCHHBIN (PeiepaibHBIN OpPraH UCTIOTHUTEIBHON BIACTH. JTH
CPOKH HE BKJIFOYAIOTCS B CPOK MPOBEICHUS JAHHON 3KCIIEPTU3BI.

(YacTp B penakuuu, BBeAeHHOU B nericTBre ¢ 1 utoms 2015 romga denepanbHbIM 3aKOHOM
ot 22 nekabps 2014 roma Ne 429-03. - CM. IPEAbIAYIIYIO PEAAKIIUIO)

7. JJOKYMEHTBI, IOCTYNUBILIKE B SKCIEPTHOE YUPEKACHUE IS TPOBEICHUS SKCIIEPTU3bI
KauecTBa yKa3aHHOMW B 4acTH | HacTosIel cTaTh hapMaIeBTUIeCKOW CyOCTaHIINH,
MO/JIeKaT BO3BPATY B YIIOJHOMOYEHHBIHN (eiepalibHbIil OpraH UCIOIHUTEIbLHOM BIACTH
OJIHOBPEMEHHO C 3aKJIIOUYEHHUSMHU MO pe3yJbTaTaM MPOBEACHHON IKCIIEPTUBHI.

8. B cpok, HEe IPEBBIMIAOIIHN ITSITH pad0OYUX AHEH CO JHS MOJYUYCHUS 3aKITFOUCHUS
KOMHUCCHUU 3KCIIEPTOB MO pe3ybTaTaM SKCIEPTU3bl KauecTBa yKa3aHHOH B yacTu |
HACTOSIIIEN CTaThy (papMaIleBTUHUECKON CyOCTaHIIMU, YITOJTHOMOYEHHBIH (enepanbHblii
OpraH UCIIOJIHUTEIBHOMN BIACTH:

1) OCYIICCTBJIAICT OLCHKY TAKOI'0 3aKJIFOUCHUA MJIA OIIPEACIICHUSA €0 COOTBETCTBUS
3a/IaHHUI0 Ha ITPOBCACHUC ,Z[aHHOfI OKCIICPTHU3BI,

2) INPUHUMACT PCHICHUC O BKIIFOUYCHHUHA y1(a3aHHOfI B 4acTH | HACTOSIIECH CTaTbH
(bapMaHeBTquCKOﬁ CY6CT8.HI_II/II/I B FOCYIAPCTBEHHBIN PEeCTp JEKAPCTBEHHBIX CPEJICTB
HJIN pCUICHUC 00 OTKa3e B TaKOM BKIIIOUCHUU,

3) BHOCHUT NpH MPUHATUH PEILIEHHs O BKIIOYEHUH YKa3aHHOM B yacTu | HacTosmien
cTatby (apMaleBTUYECKON CyOCTaHIIMK B FOCYAAPCTBEHHBIN PEEeCTp JEKaPCTBEHHBIX
CPEACTB MPEYCMOTPEHHYIO YacThblo 2 cTaThk 33 HacTosuero deepaabHOro 3akoHa
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MH(POPMALIHIO U YBEAOMIIAET 00 3TOM B 3JICKTPOHHOM MM MUCBMEHHOMN (opme
3asiBUTEIIS.

(ITynkr B penakuuu, BBeieHHOM B feiictBue ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexadps 2014 roga Ne 429-®3; B penakuuu, BBEACHHOH B AelicTBUeC 28 1ekadpst
2019 rona ®enepanbHbiM 3aKkoHOM 0T 27 nekabdps 2019 roga Ne 462-P3. - Cwm.
OPEABLIYIIYIO PEIAKIIIIO)

9. OcHoBaHMeM JI OTKa3a BO BKIIOUEHUM YKA3aHHOM B YacTH | HACTOSIIIEH CTaThbU
(dhapMaIneBTHUECKON CYOCTaHIIMU B FOCY/IAPCTBEHHBINA PEECTp JIGKAPCTBEHHBIX CPEJICTB
SIBJISIETCS 3AKJTFOYEHHE COOTBETCTBYIOIIETO YITOJTHOMOUYEHHOTO (heIepaibHOrO OpraHa
WCTIOJTHUTEIHLHON BJIACTH O TOM, YTO KauecTBO (DapMalleBTUUYECKOM CyOCTaHITUU HE
MTOJTBEPIKICHO TIOJIYY€HHBIMU JTAHHBIMHU.

(HacTb 1OMOTHUTENBHO BKIIOUEHa ¢ 22 HOos0psa 2014 rona PenepalibHbIM 3aKOHOM OT 22
okTsa0ps 2014 roma Ne 313-®3; B penakuiuu, BBeZCHHOU B nieiicTBHE ¢ 15 urons 2018
roaa @enepanbHbIM 3aKOHOM OT 4 uroHs 2018 roga Ne 140-D3. - CM. OpeablIyIIyIO

PEIIAKITNIO)

10. He nonmyckaeTcs BKIIOYEHUE B TOCYAAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEJICTB
OJTHOY (hapMaIeBTUIECKOM CYOCTaHITUH, TPOU3BEACHHOM JIJISl Pean3aIiii 1
BBIITYCKa€MOW OJJHUM M TE€M K€ MTPOU3BOAUTENIEM, B BHJIC IBYX U 00JIE€ PEECTPOBBIX
3armcei.

(Yactp momonmuuTenpHO BKItoUeHa ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

11. BHecenue n3MeHEeHM B IOKYMEHTHI Ha (hapMarieBTUYECKYIO CYOCTaHIIHIO,
MIPOM3BEACHHYIO JIS peajn3aliy U BKIOYEHHYIO B TOCY/IapCTBEHHBINA peecTp
JIEKapPCTBEHHBIX CPEJICTB, OCYIIECTBIISETCS B MOPSAKE, YyCTaHOBIEHHOM cTaThsaMu 30 u 31
Hacrosuero deyiepanbHOro 3aK0Ha, € YIIATOW rOCYAapCTBEHHOM MOILIMHBI,
MPeAYCMOTPEHHOM 3aKOHOAaTeIbcTBOM Poccuiickoit deneparuu o Hasorax u cbopax.
(Yactp momnosHuTenbHO BKItoUeHa ¢ 1 nurons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

12. lomyckaetcs oOpaiieHue dpapMareBTHIECKUX CyOCTaHITUN, TPOU3BEICHHBIX TSI
peanu3anum, B TCUEHHUE CTa BOCBMUJIECATH JTHEH 10 U TIOCIIC IPUHATHS
YIIOJTHOMOYEHHBIM (peiepalibHbIM OPraHOM HCTIOJIHUTEIBHOMN BIACTH PELICHUS O
BHECEHUU U3MEHEHUH B IOKYMEHTHI Ha (papMaIieBTHUECKYIO CyOCTaHIIHIO,
MIPOU3BEACHHYIO TSl peajn3aliu U BKIOYEHHYIO B [OCY/IADCTBEHHBINA PeecTp
JIEKAPCTBEHHBIX CPEACTB.

(Yactp mononHuTenbHO BKItoYeHa ¢ 1 nronsg 2015 roga denepaabHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

13. Pemenure 00 UCKIIIOUCHUH K3 ToCyaAapCTBCHHOTO pEeCTpa JICKAPCTBCHHBIX CPCACTB
(I)apMaHCBTquCKOﬁ CY6CT3.HI_II/II/I, HpOPI3B€,Z[€HHOfI I pealin3alinuu, IPUHUMACTCA
YIIOJIHOMOYCHHBIM (benepaanHM OpraHomM HCIIOJHUTEIIFHOM BIIACTH B cJrydac:
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1) mpencraBiaeHns COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (heiepaabHbIM OPTaHOM
WCTIOJTHUTEIIBHOM BJIACTH 3aKJIIOUEHUS O PUCKE WK 00 yrpo3e )KU3HU WIN 370POBBIO
4eJI0BeKa JIM00 )KUBOTHOTO IIPU UCIIOJIb30BAHUH JIEKAPCTBEHHOT'O CPECTBA,

2) noja4u pa3pabOTIMKOM JICKAPCTBEHHOTO CPEICTBA WIIA ITPOU3BOIUTEIIEM
JICKAPpCTBCHHOT'O CPEACTBA 100 YIIOJIHOMOYCHHBIM MU APYTUM HOPHANYCCKUM JIMIIOM
3asBIICHHS 00 UCKIIFOYCHUN U3 TOCYIAPCTBEHHOTO PEEeCTPa JIEKAPCTBEHHBIX CPEJICTB
(hapmaIeBTHUECKOHN CyOCTaHIIUH, TIPOU3BEICHHOMN /ISl PeaTn3alliuu;

3) oTcyrcTBHS apMaleBTUUECKOW CyOCTaHIIMM, MPOU3BEACHHON ISl peaTu3allii, B
obparenuu B Poccutickoii @enepannul B TEUEHHE TPEX U OoJiee JieT.

(Yacte momonHUTENHHO BKITIOUYeHa ¢ 1 uroist 2015 roga PeiepanbHbIM 3aKOHOM OT 22
nexadpst 2014 roga Ne 429-03)

Cratbs 35. IloBTOpHOE NpecTaBIEHUE JIEKAPCTBEHHOTO Npenapara, He MPOILEAIIero
rocy/lapCTBEHHON PErMCTpallii JIEKApCTBEHHBIX MPENapaToB, Ha rOCY1apCTBEHHYIO
perucTpalmio JIeKapCTBEHHBIX MpPenapaToB

VYrpartuna cuny ¢ 1 utons 2015 roga - @enepanbubiii 3aK0oH oT 22 nexadpst 2014 roma Ne
429-®3. - CM. OpeaplIyINYIO PEAAKIIHIO

Cratps 36. O6xanoBaHue penieHus 00 0TKasze B BbAaUYe pa3pelieHns Ha MPOBEICHHE
KJIMHUYECKOTO MCCIIEI0BAaHMsI JICKapCTBEHHOTO Mpernapara, pelieHns 00 oTkase B
roCyJapCTBEHHOHN perucTpalyy JeKapCTBEHHOTO Mpenapara, 3aKI0ueHs] KOMUCCHH
9KCIEPTOB SKCHEPTHOIO YUPEKICHHSI UM 3aKIIIOYEHUSI COBETA 110 ITHUKE

Perrenne cOOTBETCTBYIOIIETO YITOTHOMOUYEHHOTO (heIepaibHOTO OpraHa
WCTIOJTHUTEIHHON BJIACTH 00 OTKa3e B BhIJaU€ pa3peIlieHusl Ha TPOBEICHHE
KJIMHUYECKOTO UCCIIEIOBAHMS JIEKAPCTBEHHOIO MpEIapara, pelieHue YKa3aHHOTO
(dhenepabHOTO OpraHa UCTIOJHUTEIHHOU BIIaCTH 00 0TKa3e B TOCYAapCTBEHHOM
perucTpalyu JIEKapCTBEHHOTO Mpernapara, 3aKIF0YeHUe KOMUCCUH SKCIIEPTOB
AKCIIEPTHOTO YUPEKACHHS WM 3aKIIFOUCHHUE COBETA IO ITHKE MOXKET ObITh 00XKAJI0BaHO B
MOpsJIKE, YCTAHOBJIEHHOM 3aKOHO1aTeNbcTBOM Poccuiickoit denepaunu. 3aKiI0ueHUe
KOMHCCHH SKCIIEPTOB SKCIIEPTHOIO YUPEXKACHUS O B3aUMO3aMEHIEMOCTH JIEKapCTBEHHBIX
MpenapaToB Il MEIUIIMHCKOTO MPUMEHEHHS JIMOO O TOM, UTO JICKAPCTBEHHBIN Mpenapar
JUTSI MEMITMHCKOTO MPUMEHEHHS HE SBJISICTCS B3aMMO3aMEHSIEMbIM, MOXKET OBbITh
00a0BaHO JIep>KaTeJIeM WM BIAAENbIEM PETUCTPAIIMIOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOT'O IMpernapaTa B YIOJIHOMOYEHHBIN (elepaabHbIi Opral UCIOIHUTEIBHO I
BIIACTH, KOTOPBIH MPUBJIEKACT K PACCMOTPEHHIO YKa3aHHOM 5kalioObl MOABEOMCTBEHHbBIE
€My Hay4yHbIe OpraHu3aluu 1 00pa3oBaTeIbHbIC OPTaHU3AIMY BBICIIEr0 00pa3oBaHus,
OCYILIECTBISIONINE IEATETHHOCTD B chepe 0OpalieHus JeKapCTBEHHBIX CPEJICTB.
3akinoueHrne KOMUCCHH SKCIIEPTOB SKCIIEPTHOTO YUpeKIeHUs, 0POPMIIEHHOE [T0 UTOTaM
nepecMoTpa 00’KaTOBaHHOTO 3aKITIOYSHHSI IKCTIEPTa, MOKET OBITh OCTIOPEHO JIepiKaTeIeM
WJIH BJIAJIENIBIIEM PETUCTPALIMOHHOTO YIOCTOBEPEHHUSI IEKAPCTBEHHOTO MIpernapaTa Iudo
YIOJIHOMOYEHHBIM UMM JIULIOM B TIOPSAJIKE, YCTAHOBIEHHOM 3aKOHOAATEICTBOM
Poccuiickoit @enepanuu. [Ipu 06kanoBaHnu peleHus YIIOTHOMOYEHHOTO
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(deneparbHOTO OpraHa HCIIOJHUTEIHHON BIACTH, 3aKITIOYCHHSI SKCIIEPTa HITH KOMHUCCHH
9KCIIEPTOB AKCIIEPTHOTO YUPEXKICHUSI, 3aKIIFOUCHUS COBETA 110 ITHKE Jep>KaTeb UK
BIIQJIETIEI] PETUCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO TIperapara Juoo
YIOJIHOMOYEHHOE UMM JIUIIO BIIPaBE MPEACTaBUTh PE3yIbTaThl SKCIICPTU3BI
JIEKApCTBEHHOTO Mperapara, IPOTOKOJIbI MOJIYYeHHBIX aKKPEIUTOBAHHBIMU
WCIIBITATEIbHBIMU JTA00OPATOPUSIMU (LICHTPAMU) PE3YJIbTATOB UCCIEIOBAHUMN, UCIIBITAHUM.
(Cratps B penakuuu, BBeJeHHOH B AeiicTBue ¢ 1 utomns 2015 roga denepaibHbiM
3aKoHOM OT 22 nekadps 2014 roga Ne 429-D3; B peakiinu, BBEJCHHOM B 1elcTBHE C 1
Mmapta 2020 rona PenepanbHbiM 3akoHOM 0T 27 nekabps 2019 roga Ne 475-P3. - Cwm.
IPEIBLIYIYIO PEAAKIIHIO)

Cratps 37. Unpopmanus, cBsi3aHHas C OCYLIECTBICHUEM IrOCy/IapCTBEHHON PETUCTpalun
JIEKapCTBEHHBIX NPEnapaToB, MHPOPMAIIKS O 3apPETHCTPHPOBAHHBIX JIEKAPCTBEHHBIX
mpernaparax 1 JIEKapCTBEHHBIX MTperaparax, HCKIIFOYSHHBIX U3 TOCYIapCTBEHHOTO
peecTpa JeKapCTBEHHBIX CPEJICTB

1. CooTBeTCTBYIOUINI YIOJHOMOYEHHBIN (hefiepabHbIN OPraH UCHIOJHUTENbHOM BIIaCTH
pa3MeniaeT Ha cBoeM oduimanbHOM caifte B cetu "MHTepHeT" nH(OpMaInio, CBSI3aHHYIO
C OCYIIIECTBJICHUEM TOCYIapPCTBEHHOM PErHCTpallNU JIEKAPCTBEHHBIX MPEMApaTOB, B TOM
YHUCJIe MPOBEICHUEM DKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB (BKIIIOUAS PE3yIbTaThI €€
MPOBEACHMS ), HHPOPMAIIHIO O 3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpemapaTax u
JIEKapCTBEHHBIX MperapaTax, HCKIIOYSHHBIX U3 TOCY/IAPCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB, HE MO3/IHEE YeM Yepe3 MATh padovuX JHEH CO THS MOTYICHHS
YIOJJTHOMOYEHHBIM (peiepaaIbHbIM OPTraHOM MCTIOJHUTEIBHOM BIIACTH COOTBETCTBYIOIICH
nHpopMaIuu.

(Yactp B penakuuu, BBeieHHOU B nericTBre ¢ 1 utomst 2015 romga denepanbHbIM 3aKOHOM
oT 22 nexabps 2014 rona Ne 429-D3; B penakiuu, BBEICHHOH B JeiicTBue ¢ 13 aBrycra
2019 roma ®enepanbHeIM 3ak0HOM OT 2 aBrycta 2019 roma Ne 297-D3. - Cwm.
IPEABLAYIIYIO PENAKIINIO)

2. Cpoku ¥ IOpAZIOK pa3MeNIeHUs YKa3aHHOUW B 4acTH | HacTOsIICH cTaThil HHGOPMAITIH
YCTaHABJIUBAIOTCS YIIOJHOMOYCHHBIM (De/iepalIbHBIM OPraHOM HCITOJTHUTEIILHON BIIACTH.
Nudopmanms, ykazanHas B 4acTy | HACTOSIICH CTaThH, SBISCTCS OTKPHITON U
00IIeTOCTYITHON U TPEIOCTABIISACTCS 3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBUU C
3aKOHO1aTeNbcTBOM Poccuiickoit deneparum.

(YacTp B penakuuu, BBeIeHHOU B nericTBre ¢ 1 uromsa 2015 roga denepanbHbIM 3aKOHOM
ot 22 nekabps 2014 roga Ne 429-P3. - CM. npeablAyLLYIO PEAAKIIHIO)

I'maBa 7. Kiimanueckue HCCIICAOBAHUS JICKAPCTBCHHBIX IIPCIIApaTOB 1A MECAUITUHCKOI'O
IIPpUMCHCHU A, 1OT'OBOP 00 ux MMPOBCACHNH, IIpaBa MAIUCHTOB, YHaCTBYIOIIUX B 3THUX
HCCICA0OBAaHUAX

Crarbs 38. Knunnueckue nccineoBaHus JE€KapCTBEHHBIX MTPENapaToB s
MEIUIMHCKOTO PUMEHEHUS
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1. Knunuveckue ucciae0BaHus JIEKapCTBEHHBIX MPEMapaToB JUisi MEAUIIMHCKOTO
MIPUMEHEHHUSI, B TOM YHUCJIE MEK/IyHapOAHbIE MHOTOIICHTPOBBIE, MHOTOIIECHTPOBBIE,
MOCTPETUCTPALMOHHBIC, TPOBOAATCS B OJTHON MIJIM HECKOJIBKUX MEIUIIMHCKUX
OpraHu3aIUsAX B COOTBETCTBUH C MPAaBUJIAMU HaJUIeKaIEH KIMHUYECKOU MTPaKTUKH,
YTBEPKICHHBIMU YITOJTHOMOYEHHBIM (DefiepaibHbIM OPTraHOM UCTIOJHUTEIIBHOM BIIACTH,
COOTBETCTBEHHO B CJICAYIONIUX LIEISAX:

(AG3ar B pemakiuu, BBeieHHOH B neficTBue ¢ 1 uross 2015 roma @enepalibHBIM 3aKOHOM
ot 22 nexadps 2014 roga Ne 429-D3. - CM. OPEAbLIYILYIO PEIAKIIUIO)

1) ycTaHOBJIEHHE 6€30TIACHOCTH JIEKAPCTBEHHBIX MPETIapaTOB IS 3/I0POBBIX
TOOPOBOJIBIIEB U (MJIM) IEPEHOCUMOCTH UX 3J0POBBIMHU JT00POBOJIBIIAMU, 32
HUCKIIIOYECHUEM TaKUX I/ICCJICJIOBaHI/IfI JICKAPCTBCHHBIX IMPEIIapaToB, IPOMU3BCACHHBIX 3a
npeaenamu Poccniickoit denepanuu;

2) noa0op ONTUMAIBHBIX I03UPOBOK JIEKAPCTBEHHOTO Mpenapara U Kypca JICUeHHUs ISl
MAIMEHTOB C ONpeeIeHHBIM 3a00JIEBAHUEM, ONITUMANIBHBIX 103 U CXEM BaKI[MHAIIUU
MMMYHOOHOJIOTHYECKIUMHU JIEKAPCTBEHHBIMHU MIPENapaTaMy 3/10pOBBIX 100pOBOJIBLIEB;

3) ycraHOBJIEHHE O€30MaCHOCTH JIEKAPCTBEHHOTO IIpenapara U ero 3pGeKTUBHOCTH [T
MAIMEHTOB C ONpeeeHHbIM 3a00JIeBaHNEM, TPOPHIIAKTUYECKOH 2(PPEeKTUBHOCTH
MMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX MPENapaToB Ui 3I0POBBIX 100pOBOJIBLIEB;

4) u3y4yeHre BO3MOKHOCTH paclIMpPEHUs OKa3aHUH A1 MEAUIIMHCKOTO TPUMEHEHUS U
BBISIBJICHHS paHee HEU3BECTHBIX MOOOYHBIX IEHCTBUI 3apETUCTPHUPOBAHHBIX
JIEKapCTBEHHBIX MIPENapaToB.

2. B oTHO1IEHUH BOCIIPOM3BEACHHBIX JIEKAPCTBEHHBIX MPENapaToB 1 MEJUIIMHCKOTO
MIPUMEHEHHUSI TPOBOIATCS UCCIeI0BaHNsl OMOAKBUBATICHTHOCTH U (MJIN) TeparneBTUYECKON
SKBHUBAJIIEHTHOCTHU B MOPAJKE, YCTAHOBJIEHHOM YIIOJHOMOYEHHBIM (eiepalibHbIM
OpraHoOM HCHOJHUTEIHbHOU BIACTH.

3. OpraHI/ISaHI/IIO IMPOBCACHU A KIIMHUYCCKUX I/ICCJ'IC,HOBaHI/II\/lI JICKaApCTBCHHOI'O IIpfIiapara
I MEAUITUHCKOT'O ITPUMEHCHMS BIIPAaBE€ OCYIICCTBIIATD:

1) p33pa6OT‘{I/IK JICKAPCTBCHHOTO IIpCIlapaTa WK YIIOJIHOMOYCHHOC UM JIUIO;

2) oOpa3oBaTeIbHbIC OPTaHU3AIIMU BBICIIETO 0Opa30BaHMsl, OPTraHU3aIuN
JOTIOJTHUTEIBLHOTO TIPO(EeCCHOHATLHOTO 00pa30BaHMS;

(ITynkt B penakuuu, BBeieHHOM B feiictBue ¢ 1 centsiops 2013 roga PenepaibHbIM
3ak0HOM 0T 2 mrons 2013 rojga Ne 185-D3. - CM. OpeabIAYIILYIO PEIAKIIUIO)

3) HAaYYHO-UCCICAOBATCIILCKUC OPraHn3allnu.

4. Knuanyeckue HCCIICA0BAHUS JICKAPCTBECHHOT O IpeIiapaTa st MCAUITUHCKOT'O
MMPUMCHCHUSA IPOBOAATCA HA OCHOBAHUU pAa3pCHICHUA Ha ITPOBECACHNUEC KIIMHUYCCKOI'O
HCCIICAO0BAaHU: JICKAPCTBCHHOT'O IIpCIIapara, BBIAAHHOT'O YIIOJIHOMOYCHHBIM



(deneparbHBIM OPraHOM UCTIOJHUTEIHLHOW BIACTH. YTIOJTHOMOUEHHBIN (hefiepanbHbIi
OpraH UCIOJIHUTEJIbHOMN BJIACTH BEJET PEECTP BbIJIAHHBIX Pa3pelICHUN HA TPOBEICHHE
KJIIMHUYECKUX UCCIIE0BaHUM JIEKapCTBEHHOTO IIpenapara, CoiepxKalluil ykazaHue Ha ux
LIETTb WJIH 1I€JIU, B YCTAHOBJICHHOM 3TUM OPTaHOM TOPSJIKE.

(HacTsb B penakiuu, BBeieHHOH B nelicTBue ¢ 1 uronst 2015 rona PenepalibHbIM 3aKOHOM
oT 22 nexabps 2014 rona Ne 429-D3; B penpakiuu, BBEIEHHOH B JeiicTBUe DeiepaibHbIM
3akoHOM OT 13 wrosis 2015 roga Ne 241-D3. - CM. OpeAbLIYIIYIO PEIAKIIUIO)

5. Yactp yrpatuna cuny ¢ 1 uronsa 2015 rona - @enepanbHblil 3ak0oH 0T 22 ekadpst 2014
rozia Ne 429-®3. - CM. OpeblIylyI0 peAaKIuIO.

6. K opranuzanuu npoBeieHUs] KIIMHUYECKUX UCCIIEA0BAaHUMN JICKapCTBEHHOTO TIpenapara
JUI. MEJUIIMHCKOTO MPUMEHEHHSI pa3pab0TUMKOM JIEKapCTBEHHOTO IIperapara MOTyT
MIPUBJIEKATHCS FOPUINYECKHE JTUIA JIF000H OpraHU3alMOHHO-TIPaBOBOI (OPMBI ITPU
yCIIOBUU 00€CIIeYeHNs COOTBETCTBUS ITUX MCCIEA0BaHUN TpeOOBAaHUSAM HACTOSAIIETO
denepanbHOTO 3aKOHa.

7. Knuan4eckue ucciae10BaHts JIGKApCTBEHHBIX NPENApaToOB sl MEAUIIMHCKOTO
IIPUMEHEHHUSI IPOBOJATCS B MEJUIMHCKUX OPraHNU3alMaX, aKKPEAUTOBaHHBIX
YIOJHOMOYEHHBIM (heiepaIbHBIM OPTaHOM HCTIOJIHUTEIHHON BIACTU B OPSJIKE,
ycranoBieHHOM lIpaButenscTtBoM Poccuiickoit denepannu.

8. [lepeueHb METUIIMHCKUX OpPraHU3alli, UMEIOIIUX MPaBO MPOBOAUTH KIMHUYECKHE
HCCIIEIOBAHUS JIEKAPCTBEHHBIX MPENapaToB i MEAULUHCKOTO IPUMEHEHHUS, U PEECTp
BBIJJAHHBIX pa3pelleHuil Ha IPOBeIeHUE KIMHUYECKUX UCCIIeIOBAHUM JIEKAPCTBEHHBIX
MIpenapaToB OMyOJIMKOBBIBAIOTCS U Pa3MEIIaoTCsl YIIOJTHOMOYEHHbBIM (eiepaibHbIM
OpraHoM HCHOJHHUTENILHOM BIACTH B YCTAHOBJIEHHOM UM MOPSIKE HA CBOEM
odunuansHOM caiite B cetn "MHTEepHeT".

Cratpsa 39. Penienue o IMPOBEACHNH KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBECHHOI'O
nmpenapara JJjis1 MEAUIUHCKOI'O IIPUMCHCHH A

1. Knuangeckoe HCCIICA0OBAHUE JICKAPCTBEHHOT'O IIpCriapaTa A9 MCAUIMHCKOI'O
IIPUMECHCHUS IIPOBOJUTCA HA OCHOBAHHUH pa3pClICHUA Ha ITPOBCACHUEC KIIMHUYECKOI'O
HCCIICAOBAaHU: JICKAPCTBCHHOI'O IIpCIIapara, BBIAAHHOI'O YIIOJIHOMOYCHHBIM
(be,[[epaJ'ILHLIM OpraHomM HCITOJTHUTEILHOM BIACTH 110 pe3yiibTaTaM 3KCIICPTU3BL
AOKYMCHTOB, H606X0,I[I/IMBIX IS TIOJTYUCHU A PAa3pCIICHUA HAa IPOBCACHUC KIIMHUYCCKOT'O
HUCCIICOAOBAHUA JICKAPCTBCHHOI'O IIpCIiapara u ITHYSCKOM OKCIICPTU3BI.

2. HJ'ISI MOJIYYCHHS pa3pCHICHUS Ha MMPOBECACHNUEC KIIMHUYCCKOT'O UCCIICNOBaHUA
JICKApCTBCHHOT'O ITperiapara it MEAUIUHCKOT'O IPUMCEHCHUA 3adBUTECIIb IPCACTABIISACT B
yr[OJ'IHOMO‘-ICHHBIﬁ (I)CI[CpB.J'IBHBIfI opraH HCIIOJIHUTEIIFHOM BIIACTH:

1) 3asBJICHUC O BbIAAYC Pa3pCUICHUA Ha IPOBCACHUC KIIMHUYCCKOI'0 UCCIICAIOBAHUS
JICKApCTBCHHOTO Iperiapara i MCAUIHUHCKOT'O TPUMCHCHUS



2) KOTIMU JOKYMEHTOB, MOATBEP)KIAIOIINX YIIATY TOCYAapCTBEHHOM MOIUIUHEI 32
IIPOBEACHUE 3TUYECKOU IKCIIEPTU3BI, IKCIIEPTU3BI JOKYMEHTOB Ha JICKAPCTBEHHBIN
rpenapar s IOJIy4eHHsI pa3pellieHHs Ha IPOBEICHUE KIIMHUYECKOIO UCCIIEOBaHuUs
JIEKapCTBEHHOIO Iperapara JUisi MEAULIMHCKOTO IIPUMEHEHUS, 3a BbIJIa4y Pa3pelICHHs Ha
IIPOBEJCHUE KIMHUYECKOTO UCCIIEN0BAHU JIEKAPCTBEHHOTO IIpenapara Jyuist
MEJIMLUHCKOr0 NPUMEHEHUS, 3a IIPOBEICHHUE DKCIIEPTU3BI TIOKYMEHTOB Ha
JIEKApCTBEHHBIN IIpenapar s MOJIy4EeHHsI pa3pelIeHHs Ha IPOBEICHUE
MEKIyHAPOJHOTO MHOTOLIEHTPOBOI'O KIMHUYECKOTO UCCIIEI0BAHUS JIEKAPCTBEHHOTO
rpenapara Jiisi MEJUIUHCKOTO IPUMEHEHMs], 3a Bbllayy pa3pellieHus Ha IPOBEICHUE
MEKIyHAPOJHOTO MHOTOLIEHTPOBOI'O KIIMHUYECKOT'0 MCCIIEIOBAHNUS JIEKAPCTBEHHOT O
rpenapara Jiuisi MEJUIUHCKOTO IPUMEHEHHS], 3a IIPOBEICHNE TUYECKOM DK CIIEPTU3HI,
JKCIIEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHBIN Mpenapar s MOJIy4eHUs pa3pelieHus Ha
MIPOBEACHUE MOCTPErUCTPALMOHHOTO KIIMHUYECKOTIO HCCIIEI0OBaHUS JIEKAPCTBEHHOTO
npenapara Jiisi MEJUIUHCKOTO IPUMEHEHMs], 3a Bbllayy pa3pelIeHus] Ha IPOBEICHUE
ITOCTPETUCTPAMOHHOTO KIIMHUYECKOTO UCCIIEA0BAHNS JIEKAPCTBEHHOTO Mperapara Jis
MEJUIIMHCKOTO MPUMEHEHUS;

(ITynkt B pemakuuu, BBeieHHOM B feiictue ¢ 1 ssuBaps 2021 roga enepaibHbIM
3ak0HOM 0T 27 niekabps 2019 roga Ne 478-D3. - CM. OpeAbLIYIIYIO PEAKIIHIO)

3) IMPOTOKOJ KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBCHHOI'O IIpriapara I
MCIUIHUHCKOI'O IPUMCHCHUA

4) OpoIropy KCcClieI0BaTes;
5) nHpOPMAITMOHHBIN JTUCTOK MAIUCHTA;

6) cBeeHus 00 OMbITe PabOTHI HCCIIECIOBATENEH 10 COOTBETCTBYIOIIUM CIEITHATBHOCTSIM
Y MX OIBITE paOOTHI TIO TIPOBEICHUIO KIIMHUYECKUX UCCIIEIOBAHMIA;

7) cBeIeHHS O METUIIMHCKUX OPTaHU3aIUsAX, B KOTOPBIX MPEANOJIaracTcs mpoBeIcHNE
KJIIMHUYECKOTO MCCJICIOBAHUS JIKAPCTBEHHOTO Mpernapara Jijisi MeIUIIMHCKOTO
NpUMeHEeHHUsI (ITOJTHOE U COKPAIIEHHOE HAaUMEHOBAHMSI, OPTaHU3AIMOHHO-TIPAaBOBas
(dhopma, MECTO HAXOXKICHUS U MECTO OCYILECTBIICHUS ACATEIBHOCTH, TelaedoH, Tenedakc,
aJipec AIIEKTPOHHOU MOYTHI KaKI0H MEIUIIMHCKON OpraHu3alnn);

8) CBCACHUS O IIPCAIIOJIaraCMbIX CpOKax IMMPOBCACHUA KIIMHUYCCKOI'O UCCIICAOBAHUA
JICKAPCTBCHHOI'O IIperiapara AJisI MCAUIHUHCKOT'O IIPUMCHCHU A

9) KOIIMIO JOTOBOpa 0053aTeNLHOTO CTpaxoBaHUA, 3aKIIFOUYCHHOI'O B COOTBCTCTBHU C
THUIIOBBIMH IIpaBHJIaMHU 0053aTeNLHOIO CTpaxoOBaHUsA, C YKa3aHHEM npez[enLHoﬁ
YUCJICHHOCTH MAaIIMCHTOB, YYaCTBYIOIINX B KIIMHUYCCKOM UCCIICAOBAHUUN
JICKApCTBCHHOTO Iperiapara i MCAUIHUHCKOT'O TPUMCHCHUS

10) I/IH(I)OpMaI_II/IIO 0 COCTaBC JICKAPCTBCHHOT'O IIpCIiapara i MEAULUHCKOT'O
IIPUMCHCHUS



11) nokymeHT, cOCTaBJIEHHBIN TPOU3BOIUTENIEM JIEKAPCTBEHHOT'O Ipenapara Ajs
MEUIIMHCKOTO MPUMEHEHUS U COJIEPIKALUI OKa3aTeNu (XapaKTEpUCTHKH), a TAKKeE
CBEZCHHUSI O JIEKAPCTBEHHOM IIpenapare AJs MEAULMHCKOTO IPUMEHEHUS,
MMPOU3BCACHHOM I MPOBCACHUA KIMHUYCCKUX HCCHGHOB&HHﬁ;

12) cBeneHus 0 1aTe NPeAOCTaBICHUS U PETUCTPALIMOHHOM HOMEPE JIMIIEH3UH Ha
MIPOU3BO/ICTBO JIEKAPCTBEHHBIX CPEJICTB B CIIy4ae, €CJIU MPOU3BOICTBO JIEKAPCTBEHHOTO
npemnapara ocyuiectpiisiercs: B Poccuiickoit @enepanuu, Wi CBEACHUS O JaTe
MPEAOCTABJICHHS 1 PErUCTPALIMIOHHOM HOMEPE 3aKITI0OUEHHUs O COOTBETCTBUU
MIPOU3BOIUTEINS JIEKAPCTBEHHOTO TperapaTa TpeOOBaHUIM MPABUIT HAJIJISKAIIEH
MIPOU3BOJICTBEHHOMN MPAKTUKH, MPEJOCTABICHHOTO YIIOJHOMOYEHHBIM OPTaHOM CTPaHbI
MIPOU3BOIUTEINS JIEKAPCTBEHHOTO TIperapara.

(ITynkT B penakiuu, BBeIeHHOH B AeiicTBUe ¢ 15 utons 2018 rona denepaibHbIM
3akoHOM OT 4 utoHs 2018 roga Neo 140-D3; B penakiinu, BBEJICHHOM B IelicTBHE C |
suBaps 2021 roga ®enepanbHbiM 3ak0HOM 0T 27 aekalps 2019 roga Ne 478-P3. - Cwm.
IPEIBLIYIIYIO PEAAKITHIO)

2.1. B cimydae HenpeAcTaBIeHUS C 3asBJICHUEM O BblJa4e pa3pelieHusl Ha IPOBEICHHE
KJIIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO Mpemnapara Jijisi MeTUITMHCKOTO
MPUMEHEHHSI IOKYMEHTOB (CBEJICHUH ), OATBEPIKAAIOIINX YILIATy TOCYIapCTBEHHOU
MTOIIUTMHBI ¥ YKa3aHHBIX B IYHKTE 2 YaCTH 2 HACTOSIIEH CTAaThH, a TAKXKE BbIABAEMbIX
(TIpe1oCTaBIIsIEMbIX) YIIOJTHOMOYEHHBIMU (PeiepaTbHBIMU OPraHaMH UCTIOTHUTEIHLHOM
BJIACTH JOKYMEHTOB (CBEACHUI ), YKA3aHHBIX B IIYHKTE 12 YyacTu 2 HACTOSIICH CTAThH,
YIOJTHOMOYEHHBINH (peiepaibHbIN OpTaH UCTIOTHUTEIILHON BJIACTH 3aMpaliuBacT
yKa3aHHbIE IOKYMEHTHI (CBEICHHUS) B MOPSAKE MEKBEIOMCTBEHHOTO HH(POPMAIIMOHHOTO
B3aMOJIEHCTBHUS.

(Yactp momomHuTenbHO BKItOUeHa ¢ 1 ssaBaps 2021 roga denepanbHBIM 3aKOHOM OT 27
nexabps 2019 roga Ne 478-D3)

3. B cpok, He peBbIIAIOIINA MATH padouuX JHEH co IHSA MPUHITHS YKa3aHHOTO B
IyHKTE | yacTu 2 HaCTOsIIEH CTaTbU 3asBJICHUS U HEOOXOJUMBIX IOKYMEHTOB,
YIOJHOMOYEHHBIN (heiepalibHbIN OpTraH UCHIOTHUTEIbLHOM BIACTH:

1) mpoBOAMT MPOBEPKY MOJTHOTHI U JJOCTOBEPHOCTH CBEJICHUH, COAEPIKALIUXCS B
MIPEJICTaBJICHHBIX 3asIBUTEIIEM JOKYMEHTAX;

2) MPUHHUMACT PCHICHUC O ITPOBEACHUHU SKCIICPTU3BI JOKYMCHTOB IS ITOJTYUCHUA
PaspCiCHUsA Ha ITPOBCACHUC KIIMHUYCCKOI'0 HCCIICAOBAHUS JICKAPCTBCHHOI'O IIpCIiapaTa
IJ1 MCIUIUHCKOI'O ITPUMCHCHUA U 3THYECKOH OKCIICPTHU3bI HIIN 00 oTKa3e B IMPOBCACHUHU
YKa3aHHBIX 5KCIICPTU3;

3) yBegoMIISIET B AIIEKTPOHHOH (popMe Ui Ha OyMa>kKHOM HOCHUTEIIE 3asBUTENS O
MIPUHATOM PELICHUH JIN0O0 B Cllydae NPUHATHS pelieHHst 00 0TKa3e Takke ¢ yKa3aHueM
MPUYMH TAKOTO 0TKa3a;



4) moAroTaBIMBAET U HAIIPABIISIET B OKCIIEPTHOE YUPEKACHUE U COBET 110 3TUKE 3aJJaHUE
Ha IIPOBEJEHUE COOTBETCTBYIOLINX 3KCIIEPTH3.

4. B cityuae BBISIBJICHUS HETIOJHOTHI U (MJTH) HEIOCTOBEPHOCTH MH(OpPMAIIHH,
COJICpIKALICHCS B IIPEACTABICHHBIX 3asBUTENIEM JOKYMEHTAaX, YIIOJJTHOMOYEHHBIN
(benepanbHbIi OpraH UCIOIHUTENIFHOM BIACTH HANPABIISET 3asSBUTEIIO 3aIpoc 00
YTOYHEHUH yKa3zaHHOU uH(popManuu. [laHHbINi 3a1poc MOKET OBITh TIepeiaH
YIOJIHOMOYEHHOMY IIPEACTABUTEINIO 3asABUTEINS JINYHO I10J] PACIIMCKY, HAIIPABJIEH 110
MOYTE 3aKa3HBIM MMICEMOM WJIM TIEpe/iaH B 3JICKTPOHHOH Gopme 1o
TEJIEKOMMYHUKAIIMOHHBIM KaHaJIaM CBsI3H. B cilydae HampaBiIeHHs JaHHOTO 3ampoca Io
IIOYTE 3aKa3HBIM [TMCbMOM OH CUMTAETCS IIOJIYYEHHBIM 110 UCTEYEHUH IIECTH JTHEU C
JaThl HaIPaBJIEHUS 3aKa3HOTO MUMChbMa. 3asBUTEIb 00s13aH MPECTaBUTh OTBET HA 3alpocC
YIIOJTHOMOYEHHOTO (PeIepaIbHOrO OpraHa UCIIOJIHUTEIbHON BIACTH B CPOK, HE
MPEBBILIAIOUINN IeBIHOCTa pabouMX JHEN co THS ero noixydeHus. Cpok, yka3aHHbIN B
4acTU 3 HACTOSAILIEH CTaThbU, IPUOCTAHABIMBAETCS CO JHS HAIIPABJICHUS 3asIBUTEIIO
3aIrpoca yIoJIHOMOUYEHHOTO (pefiepalIbHOr0 OpraHa UCIIOJIHUTENIbHON BIACTH 10 JHS
MTOJTY4EHHUSI UM COOTBETCTBYIOIIETO OTBETA U HE YUUTHIBAETCS IIPU HCUNCIIEHUHU CPOKa
MIPUHSATHS YIIOJTHOMOYEHHBIM (e/iepaibHbIM OPraHOM MCIIOJIHUTEIbHON BIACTH PELIEHUS
0 MPOBEJICHNH HKCIIEPTU3bI JOKYMEHTOB JUJIS TTOJIYUYEHUS pa3pelieHusl Ha IIPOBEICHNE
KJIIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOI'O MTpenapara Juisi MEAUILMHCKOTO
MIPUMEHEHHUSL.

5. OcHOBaHMEM JUI OTKa3a B IPOBEACHUH SKCIIEPTU3bI TOKYMEHTOB JJIS MOJTYYECHHUSI
pa3pelleHrs Ha IPOBEeHNE KIMHUYECKOTO NCCIIeJOBaHMS JIEKApCTBEHHOTO Mpernapara
JUTS. MEUITMHCKOTO MMPUMEHEHHSI U STHUECKON SKCTIIEPTHU3HI SIBIISIETCS MTPEICTaBICHHE
JOKYMEHTOB, MPEAYCMOTPEHHBIX YaCThIO 2 HACTOSIIEH CTaThbH, B HEIIOJIHOM 00beMe,
HEMpeJICTaBICHNE 3asiBUTENIEM B YCTAHOBJICHHBIHN CPOK OTBETAa HAa YKa3aHHBIN B yactu 4
HACTOSIIIEN CTaThU 3aMpOC YIIOTHOMOYEHHOTO (eiepaIbHOTO OpraHa UCHOTHUTEIbHOM
BJIACTH JINOO OTCYTCTBHE B MIPE/ICTABICHHBIX TOKYMEHTAX UCUYEPIIBIBAIOLIETO MTEPEUHS
HeoOxouMol nHpopmanuy niM uHGOPMaLKMK, KOTOpas AOJDKHA ObITh OTpa)keHa B HUX,
a TaKkKe OTCYTCTBHE MH(POPMAIH, TOATBEP K Aatolel (GakT yriaTel TOCyJapCTBEHHON
MOILLJTMHBI 32 TPOBECHUE 3TUYECKON IKCIIEPTU3BI, IKCIIEPTU3bI JOKYMEHTOB Ha
JIEKapCTBEHHBIN Ipernapar Jyis MOJIy4eHUs pa3pelieHus Ha MpoBeieHne KIMHUYECKOTO
MCCIIeIOBAHUS JIEKAPCTBEHHOTO MpernapaTa Jjsi MeIUIIMHCKOTO IPUMEHEHUs, 3a BblIauy
paspelleHus Ha IPOBeACHNE KIMHUYECKOTO UCCIIEI0BaHMs IEKAPCTBEHHOTO IIpernapara
JUTS. METUITTHCKOTO IPUMEHEHHSI, 32 MPOBEICHUE IKCIIEPTU3HI JOKYMEHTOB Ha
JIEKapCTBEHHBIN Mpernapar i MOJIy4eHUs pa3pellieHus Ha POBEACHUE
MEXAYHApOJHOTO MHOTOIIEHTPOBOTO KIIMHUYECKOT'O UCCIIEIOBAHUS JIEKAPCTBEHHOTO
npernapara Julsi MeIMIMHCKOTO TIPUMEHEHUS, 3a BbIJauy pa3pellieHus Ha IPOBEICHHE
MEXAYHApOJHOTO MHOTOIIEHTPOBOTO KIIMHUYECKOT'O UCCIIEIOBAHUS JIEKAPCTBEHHOTO
npenapara Jijisi MEJUIHUHCKOTO MPUMEHEHMS], 33 TIPOBEICHUE STUYECKOM IKCIIEPTHU3HI,
JKCIIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIN Mpenapar AJs MOJTy4eHHUs pa3pelieHus Ha
MPOBEACHUE MOCTPErUCTPALMOHHOTO KIIMHUYECKOTI'0 UCCIEI0BaHUS JIEKaPCTBEHHOTO
npenapara s MeJUIUHCKOTO PUMEHEHHS], 3a BblJIauy pa3pelleHns Ha POBEICHUE
MOCTPETUCTPAIMOHHOTO KIMHUYECKOTO UCCIIEI0BAHUS JIEKAPCTBEHHOIO Mpernapara AJis
MEJIUIHUHCKOTO NPUMEHEHUSI.




6. IIpoBenenue sKCIepTU3bl JOKYMEHTOB ISl TIOJIyU€HHUS pa3pellieHUs Ha IPOBEICHUE
KJIIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO MIpenapara Jyisi MeIUIIUHCKOTO
MIPUMEHEHHUS U 3TUYECKON IKCIIEPTU3bI, COCTABIICHUE KOMHUCCHUEHN IKCIIEPTOB U COBETOM
10 ATHKE 3aKII0YCHUIH O BO3MOXKHOCTH MJIM HEBO3MOXKHOCTHU MTPOBEACHUS TAKOTO
KJIIMHUYECKOTO MCCIICIOBAHUS U HANPABICHUE ITUX 3aKIIOYCHUHN B YIIOJHOMOYCHHBIN
(denepaybHBIN OpraH UCIOJHUTEIHHON BIACTH OCYIIECTBIIIIOTCS B CPOK, HE
MIPEBBIMIAIONINA TPUALATH PA00OYUX JTHEH CO JHS MOJyYSHHS KCIIEPTHBIM YUPESKICHUEM
3a/IaHusl YIIOJTHOMOYEHHOTO (eZiepaaIbHOTO OpraHa UCIIOJHUTEILHON BIACTH C
MIPHJIOKCHUEM JOKYMEHTOB, YKa3aHHBIX B IyHKTax 3, 4, 10 u 11 yactu 2 HacTosien
CTaThU, U COBETOM I10 ATHKE 33/IaHUsI YIIOJTHOMOYEHHOTO (heZIepaTbHOTO OpraHa
WCTIOJTHUTEIIBHOH BJIACTH C MPUJIOKEHUEM JIOKYMEHTOB, YKa3aHHBIX B IyHKTax 3-6, 8 m 9
JAaCTH 2 HACTOSIIEH CTaThH.

7. B cpok, HE TIPEBBIMIAONIINI MATH pa0odHX JHEH CO JHS MOJIYUYCHUS 3aKIIIOUCHUM,
YKa3aHHBIX B YacTH 6 HACTOSAIIEH CTaThb, YIOJHOMOYEHHBIN (eiepalbHbIi opran
HCIIOJTHUTEJIBHON BIIACTH:

1) ocymecTBIAET ONEHKY MOCTYMUBIIHNX 3aKITIOYCHUN JIJIST OTIPEICIICHHS MX
COOTBETCTBUSA 33JJaHUAM Ha MIPOBEJICHUE COOTBETCTBYIOIIUX AKCIIEPTH3;

2) NIpUHUMAET pellIeHUe O Bbljlaye pa3pelieHns Ha MPOBEACHNE KIMHUYECKOTO
HCCIIEIOBAHUS JIEKAPCTBEHHOTO MpernapaTa sl MEIUIUHCKOTO TPUMEHEHHUs WiIH 00
OTKa3€ B BbIIa4Y€ YKA3aHHOTO PA3PEIICHUS;

3) BbIAAET pa3peuieHre Ha MPOBEJCHHE KIMHUYECKOTO UCCIIeI0BaHuUS JIEKAPCTBEHHOTO
npernapaTta Jiisi MeIMLIUHCKOTO IPUMEHEHUS WK pelieHre 00 0TKas3e B BblAaue
YKa3aHHOTO pa3peleHus C yKa3aHueM MPUYMH OTKa3a.

8. OcHoBaHnEeM JJI1 OTKa3a B BbIJA4YC pa3pClICHUA Ha IMTPOBEACHUC KIIMHUYCCKOI'O
HCCICA0BaHMs JICKAPCTBCHHOI'O IIpe€riapaTta A MEAULIUMHCKOI'O IIPUMCHCHUSA SABJISACTCA
HAJIN4YUEC 3aKIIIOYCHUA KOMUCCHUHU SKCIIEPTOB HUJIK 3aKIHOYCHHA COBETA I10 3THUKE O
HCBO3MOXXHOCTH IIPOBCACHUA KIMHUYCCKOIO NCCICAOBAHUS JICKAPCTBECHHOT'O IIPEIiapara
A MEAUIUHCKOT'O ITIPUMEHCHU A 110 PE3YyjIbTaTaM IMPOBCIACHHBIX OKCIICPTU3,
npeaAyCMOTPCHHBIX YaCThIO 6 HACTOSIIEH CTaThH.

9. Pemennie 06 0TKaze B MPOBEACHUH SKCIIEPTU3BI JOKYMEHTOB JJIS1 IOJTYYCHHUSI
pa3pelieHus Ha NpOBEeACHUE KIMHUYECKOTO UCCIEA0BaHUS JIEKApCTBEHHOIO Mpenapara
JUIS METUIIMHCKOTO TPUMEHEHUS U 3TUUECKOM SKCIIEPTU3bI U B BbIJIaU€ Pa3pelIcHus Ha
MPOBEICHUE KIIMHMYECKOTO MCCIIEA0BAHUS JICKAPCTBEHHOTO IMpernapara s
MEIHUIIMHCKOTO MIPUMEHEHHS MOXKET OBbITh 00KAJI0OBAHO B MOPSJIKE, YCTAHOBICHHOM
3akoHoarenbeTBOM Poccuiickoit denepanmu.

(Cratps B penakiuu, BBeZieHHOH B aelicTBue ¢ 1 uronst 2015 roga @enepanbHbIM
3aK0HOM 0T 22 nexabps 2014 roga Ne 429-P3. - CM. IpeAbLAYIIYIO DEAAKIIUIO)

Crartbs 39.1. DTudeckas skcrepTu3a



1. OTuueckas SKCIIEpTU3a MPOBOAUTCA COBETOM I10 3TUKEC, CO3AaHHBIM B IIOPAOKE,
YCTAHOBJICHHOM YITIOJITHOMOYCHHBIM CI)GI[Gp&JILHLIM OopraHom HUCIIOJIHUTEILHOM BJ1aCTH, B
OCJIAX BblAa4M 3aKIIFOYCHUA 00 3THYECKOM 000CHOBAHHOCTH BO3MOKHOCTH MMPOBCACHUA
KIIMHUYCCKOT'O UCCIICAOBAaHUA JICKAPCTBCHHOT'O IIpcrapaTra Ajid MCAUIUMHCKOT'O
IIPUMCHCHUS.

2. DKcrepTaMH COBETA IO ATUKE MOTYT ObITh IPEACTABUTEIN MEIUIIMHCKUX
OpraHu3aIfii, HAyIHBIX OPraHU3aINi, 00pa30BaTEIILHBIX OPraHU3aIHil BBICIIETO
o0pa3oBaHUs, a TAKXKE MPEJCTABUTEIN OOIIECTBEHHBIX OPraHU3AIHA, PEITUTHO3HBIX
OpraHu3aIfil ¥ CpeJCTB MaccoBOM MHMOpMaIu. JJaHHbIE SKCIIEPTHI HE TOJKHBI
HaxOJIUThCS B KAKOM-TMOO 3aBUCUMOCTH OT pa3pabOTUYMKOB JIEKAPCTBEHHBIX MIPETIapaToB
U IPYTUX JUL, 3aMHTEPECOBAHHBIX B PE3YJbTaTaX 3THYECKON IKCIEPTUSBI.

3. Omnara ycayr 3KCIepTOB COBETA 0 3TUKE OCYIIECTBISETCS HA OCHOBAaHUU JIOTOBOPA,
3aKITIOYEHHOTO MEXTY YIIOJTHOMOYEHHBIM (De/iepaibHBIM OPTaHOM UCTIOTHUTEIBHON
BJIACTH, KOTOPBIM CO3JjaH COBET M0 3THUKE, M SKCIIEPTOM COBETA IO ITHUKE, 34 CUET
OIOPKETHBIX aCCUTHOBAHUH, MPETyCMOTPEHHBIX YIIOJJHOMOYCHHOMY (eZIepabHOMY
OpraHy UCIIOJHUTEIHLHOM BJIACTH, KOTOPBIM CO3JIaH COBET MO ATHKE, B (penepasbHOM
Oro/KeTe Ha COOTBETCTBYIOIIMIM o1 Ha o0ecrieueHne ero 1eATeNbHOCTH, B pa3Mepax,
yctaHoBieHHbIX [IpaBurensctBoM Poccuiickoit Denepanuu.

4. BKCHepTBI COBCTaA IIO OTHUKE HeCyT OTBCTCTBCHHOCTH B COOTBCTCTBUU C
3aKoHoJ1aTenbcTBOM Poccuiickoit denepanni.

5. CocraB coBeTa I10 ATHKE, MOJIOKEHHE 00 3TOM COBETE, MOPSIOK €ro AesTeILHOCTH,
TpeOOBaHUS K KBATU(DUKAIIMN U OTIBITY PAOOTHI TIO SKCIIEPTHOM OIICHKE HAyYHBIX,
MEJIUIUHCKUX U 3TUYECKUX ACTIEKTOB KIMHUYECKUX MCCIICJOBAHNHN JIGKAPCTBEHHBIX
MpEerapaToB Ui MEAUIIMHCKOTO IPUMEHEHUS, IPEIBSIBIISIEMBIC K SKCIIEPTaM COBETa TI0
ATHKE, IOPSI0K OPTaHU3AIMH U IIPOBEICHHUS STHYECKO AKCIIEPTH3bI, (hopMa
3aKITIOYEHUS COBETA 110 3TUKE YCTAHABIMBAKOTCS YIIOJHOMOYCHHBIM (heiepaIbHbIM
OpraHOM UCTIOJTHUTENLHOW BiIacTH. YKCIIO mpeicTaBUTeNIeH MEAUIIMHCKIX OpraHu3aIii
HE MOXET IPEBBIIIATh MOJOBUHY OT OOIIEro YKCiIa SKCIIEPTOB COBETA 0 ATUKE.

6. Madopmanus o coctaBe coBeTa IO 3THUKE, IUIaHAX ero PabOThI U TEKYIIECH
JEeSITeIHOCTH pa3MeniaeTcs Ha OPUIIMATFHOM CalfTe YIOJIHOMOYEHHOTO (hefepaibHOro
OpraHa UCIIOJIHUTEJIbHON BJIAcTH B ceTH "MHTepHET" B yCTAaHOBJIEHHOM UM IOPSIJIKE.
(Cratps monosiHUTENBHO BKItoUeHa ¢ 1 uromsa 2015 rona denepanbHbiM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

Cratpa 40. HpOBCI[CHI/Ie KIIMHUYCCKOI'0 UCCICAOBAHMA JICKAPCTBCHHOI'O IIpCIiapaTta JIJIsd
MCIUIIMHCKOTI'O IPUMCHCHUS

1. PYKOBOI[I/ITCJIB MEIUITMHCKOMN OpraHu3alvv, KOTopas MPpOBOAUT KIMHUYICCKOC
HCCIICAOBAHUC JICKAPCTBCHHOI'O ITperiapara i MEAUIHUHCKOI'0 ITPUMCHCHU, Ha3HAYaCT
HuccjaeaoBared, OTBETCTBCHHOI'O 3a IMPOBEACHUE TAKOTO UCCIICAOBAHUA U UMCHOIICTO
Heqe6Hy10 CIICHUAJIBHOCTD, COOTBCTCTBYIOIIYHO ITPOBOANMOMY KIIMHUYCCKOMY



MCCIIEIOBAHUIO JIEKAPCTBEHHOT'O Ipernapara, co CTaxxeM paboThl 10 IMporpaMmMam
KIIMHUYECKUX MCCIIEOBAaHUM JIEKAPCTBEHHBIX IIPENAPATOB HE MEHEE YEM TPHU rojia U 110
€ro MpeUI0KEHUIO0 Ha3HA4aeT COMCCIIEN0BATENIeH U3 Yncia Bpadyel 3TOM MEIUIIMHCKON
OpraHu3aliy.

(HacTb B penakiuu, BBeieHHOM B neiicTBue ¢ 1 urong 2015 rona PenepalibHbIM 3aKOHOM
ot 22 nekabps 2014 royma Ne 429-@03. - CM. IpEeAbIAYIYIO PEAAKIIUIO)

2. UccnenoBarens OCYIIECTBIISIET BEIOOP MAIMEHTOB, KOTOPBIE 110 MEAUITUHCKUM
MOKa3aHUSAM MOTYT OBITh MPUBJICUYEHBI K YJACTHIO B KIIMHUYECKOM HCCIICIOBAHUU
JIEKapCTBEHHOTO Tperapara sk MEIUIIMHCKOTO IPUMEHEHUSI.

3. UccnenoBaTenpb U cOUCCIeI0BATENN JOHKHBI ObITh 03HAKOMJIEHBI C pe3yJibTaTaMu
JOKJIIMHUYECKOTO UCCIIeI0BAaHUs JIEKAPCTBEHHOTO CPEJICTBA, COJIEPKALIMMHUCS B
Opo11rope uccienoBaress, IPOeKTOM MPOTOKOJIA KIMHUYECKOTO UCCIEI0BAHUS
JIEKapCTBEHHOTI'O IpenapaTa Jjsl MEIUIIUHCKOTO PUMEHEHUS, pa3paboTaHHbIM
pa3paboTYMKOM JIEKAPCTBEHHOTO Mpernapara Wik UHBIM IOPUIUYECKUM JTULOM,
MIPUBJIEKAEMbIM K OpraHU3aI[UH POBEIEHUS KIMHUUECKOTO UCCIIEIOBAHUS
JIEKapCTBEHHOTI'O IpernapaTa Jilsl MEIUIUHCKOTO MPUMEHEHUS, U APYTUMU MaTepruaiaMu
TaKOI0 UCCIIEIOBAHUS.

3.1. PykoBoauTelb MEIUIIMHCKON OPraHU3ally B CPOK, HE IPEBBIIAIOIINAN TPEX
pabouux JHEH co JHS Havasia MPOBEACHHS KIMHUYECKOTO UCCIIeT0BAHUS
JIEKapCTBEHHOT'O MpernapaTa Jijlsl MEIUIIMHCKOTO MPUMEHEHHs], cO00IIaeT 00 3TOM B
YIOJJTHOMOYEHHBINH (peiepaibHbIF OPTaH UCTIOTHUTEILHON BIACTH, BBIIABIIHMA
paspellieHre Ha MPOBEACHNE TAaKOTO HCCIIEI0BaHus, 0 YCTAaHOBIEHHOM UM popme (4acThb
JOTIOJTHUTERHO BKIIoueHa ¢ 1 staBaps 2011 rona DenepanbHBIM 3aKOHOM OT 29 HOSIOpS
2010 roma Ne 313-®3).

4. OpraHu3aIuu, OCYIIEeCTBIISIFOIIUE OPTraHU3AIMIO TIPOBEICHUS KITMHUYECKOTO
HCCIe0BaHUs JICKAPCTBEHHOTO TIpenapara Jijisi MEAUIIMHCKOTO IIPUMEHECHHS 1
yKa3aHHbIC B 4acTH 3 cTaThu 38 HacTosero deaepaabHOTO 3aKO0HA, B CIIydae
HEO0OXOMMOCTH BHECEHUS U3MEHEHUH B TPOTOKOJI KIIMHUYECKOTO UCCIICTOBAHUS
JIEKApCTBEHHOTO Tperapara JUisi MEIUIIMHCKOTO MPUMEHEHUS COOOIaroT 00 3TOM B
YIOJJTHOMOYECHHBINA (peiepanbHbIi OPTraH UCIIOTHUTEILHON BJIACTH, BbIIaBIIHMA
paspellieHre Ha MPOBEICHNE TAKOTO HCCIIEI0BaHUS, TI0 YCTAHOBICHHO W UM dopMme (4acTb
nonojiHeHa ¢ 26 okTa0ps 2010 romga PenepanbHbiM 3aKk0HOM OT 11 okTa0ps 2010 roma Ne
271-D3 - cM. OPEALIAYIILYIO PEAAKIINIO).

4.1. CDopMa COOGHIGHI/IH 0 BHECEHMHU M3MEHEHUM B IIPOTOKOJI KIIMHHYCCKOI'O
HUCCIICAOBAHUA JICKAPCTBCHHOI'O ITpCIiapara JJIs1 MCAUITUHCKOI'O0 IIPUMMCHCHUA JOJDKHA
COACPKATh CICAYIOIINEC CBCACHUA:

1) HaNMMCHOBAHUC, HHCHTH(I)HK&HHOHHLIﬁ HOMCEp U JJaTa MPOTOKOJIa KIIMHUYECKOTO
HUCCICIOBAaHU;

2) JlaTa BHECCHHUS U3MECHECHUN B IMPOTOKOJ KIIMHUYCCKOTO UCCIICAOBAHN,



3) HaMMEHOBAaHUE U MECTO HAXOXKCHUS 3asIBUTEIIS;

4) HauMEHOBaHME OPraHU3AIMH, TPUBJICYCHHON Pa3pabOTINKOM JIEKAPCTBEHHOTO
npenapaTa K OpraHu3aly MpoBeIeHUsT KIMHUYECKOTO Uccle0BaHus (IIpU HAIUYUK);

5) HaAaMMCHOBAHUS U MCCTAa HAXOXIACHUA MCINIITMHCKHUX OpFaHI/ISaHI/Iﬁ, B KOTOPBIX
IMPOBOAUTCA KIIMHUYCCKOEC UCCIICAOBAHUC,

6) maTa BbIIaYM pa3pelieHusl Ha IPOBEICHNE KIMHUYECKOTO UCCIIEOBAHUS U HOMED
9TOTO Pa3pELICHUS;

7) U3MEHEHUs, BHOCUMBbIE B POTOKOJ KIMHUYECKOTO MCCIIEI0BaHUS.
(Hactp 4.1 nononHuTenbHO BKItOUeHa ¢ 26 okTs10ps 2010 roga denepaibHbIM 3aKOHOM
ot 11 okts6ps 2010 roma Ne 271-D3)

5. B cpok, He npeBbIIaomui TpUaIaTH pabodymx JHEH co JHS MOJIYYEeHUs YKa3aHHOTO B
yacTy 4 HACcTOSAIIEeH CTaThbU COOOIIEHMS, YITOJTHOMOYEHHBIN (eiepaabHblil opran
WCTIOJTHUTEIHHON BJIACTH PaCCMATPHUBAET 3TO COOOIEHNE B YCTAHOBIICHHOM UM TOPSIAKE
Y IPUHUMAET PEIICHHE O BHECCHUH U3MEHEHUH B TPOTOKOJ KIMHUYECKOTO
HCCTIeI0BaHUS JICKAPCTBEHHOTO TIpenapara Jiyisi MEAUIIMHCKOTO MPUMEHEHUsI Ui 00
OTKa3e BO BHECEHUH TakuX m3MeHeHui. [Ipu paccmoTpennun cooOmieHus o
HEOOXOUMOCTH BHECEHHUS N3MEHEHUH B TPOTOKOJ KIIMHUYECKOTO UCCIIE0OBaAHUS
JIEKapCTBEHHOTO Mpernapara A MEIUIIMHCKOTO TPUMEHEHUS B LIEJISIX OLICHKH
000CHOBAHHOCTH TIPEIaracMbIX U3MEHEHHI 1 OTIPEICTICHUS CTEIICHNU PUCKA IS
MaIMEHTOB, MPUHUMAIOIINX YYaCTUE B KIIMHUYECKUX UCCIEAOBAHUAX, YIOTHOMOYEHHBIM
(dheneparTbHBIM OPraHOM HCITOJTHUTEJIPHOM BJIACTH MOTYT MPUBJICKATHCS SKCIIEPTHI COBETA
10 STHKE.

(Yactp B penakuuu, BBeeHHOU B nericTBre ¢ 1 utoms 2015 romga denepanbHbIM 3aKOHOM
o1 22 nexadps 2014 roga Ne 429-P3. - CM. npeablAyLLYIO PEAAKIIHIO)

6. Kinnauueckoe uccie10BaHue JIGKApCTBEHHOIO Ipernapara /it MeIUIUHCKOT0
IIPUMEHEHHSI MOKET ObITh IIPUOCTAHOBJIEHO MJIM IIPEKPAILEHO, €CIIU B IIPOLIECCE €r0
IIPOBEACHUS OOHAPYXKEHA OMACHOCTh JIsl dKU3HU, 30POBbs MAI[MEHTOB. B cityuae
BO3HUKHOBEHUS ONACHOCTH JUIsl )KU3HHU, 30POBBS MALUEHTA, YYaCTBYIOLIETO B
KJIMHUYECKOM HCCIIEI0BAaHUHU JIEKAPCTBEHHOTO Ipernapara Juisi MEAULUHCKOTO
IPUMEHEHMs], UCcclleloBaTean 00s3aHbl IPOUH(POPMUPOBATH 00 3TOM PYKOBOIUTENS
MEAULMHCKOM OpraHu3aluy ¥ OpraHu3alHio, MOJYYHUBILYIO pa3pelieHne
YIIOJIHOMOYEHHOTO (heZiepabHOIO OpraHa MCIOJHUTEIbHOM BIACTH HA OPraHU3aluio
[IPOBEACHUS KIMHUYECKOTO UCCIIEJ0BAHUS JIEKAPCTBEHHOIO Ipenapata. Pemienue o
IIPUOCTAHOBJIEHUH KIMHUYECKOTI'O UCCIIEI0BAHMS JIEKAPCTBEHHOTO Mpenapara s
MEIULIMHCKOTO MPUMEHEHUS IPUHUMAIOT PyKOBOIUTENb MEJUIIMHCKOW OpraHu3aluy 1
(unM) opraHu3anus, MoJy4MBILas pa3perieHue yoJIHOMOYEHHOTO (heiepajIbHOrO OpraHa
WCIIOJIHUTENBHOM BJIACTH HA OPraHU3aLUIO IIPOBEIEHUS KIMHUYECKOTO UCCIIEI0BAaHUS
JIEKapCTBEHHOTI'O IMpenapaTa Uil MEIULUHCKOTO IPUMEHEHUS, PEIICHNE O TPEKPALLEHUN
TaKOTO MCCIIEJOBAHUS IPUHUMAET YIIOJTHOMOYEHHBIH (heaepanbHblil opran
WCTIOJIHUTENIBHOM BJIACTH HAa OCHOBAHMM COOOIIEHUs B MUCbMEHHOM Gopme



PYKOBOOUTCIIA MCHI/II_II/IHCKOﬁ OopraHu3alvy WKW OpraHu3anusd, roJiyduBiIasg pa3pCuiCHuc
YIIOJITHOMOUYCHHOT'O Q)enepaanoro opraHa HCIIOJIHUTEIIFHOM BJIACTH Ha OopraHnu3anuro
MMPOBCACHUA KIIMHUYCCKOTO UCCIICAOBAHUA JICKAPCTBCHHOTI'O ITpCTiapaTa MJId
MCIUIIUHCKOI'O NPpUMCHCHHA.

7. B cpok, He IPEBbIIAIOIINN ATH padOYuX JHEHN CO IHS 3aBEpIICHUS,
IIPUOCTAHOBJICHHS WX NTPEKPALICHUS KIMHUYECKOTIO HCCIIE0OBaHUS JICKAaPCTBEHHOTO
npernapara Juisi MEJJUIIMHCKOTO MTPUMEHEHHsI, COOOIIeHNnEe 00 3TOM HampaBIsieTCs
OpraHu3anusaMH, yKa3aHHbIMU B 4acTu 3 craTbi 38 HacTosuero denepaibHOrO 3aK0Ha, B
YIIOJITHOMOYEHHBIN (eiepaibHbIN OpPTraH UCTIOTHUTEILHON BIACTH TIO0 YCTAHOBJICHHOM UM

dbopwme.

8. ®opma cooOuIeHHs 0 3aBEPIICHNUHN, TPUOCTAHOBICHUN WUJIH NPEKPAILlEHUU
KIIMHUYCCKOTO UCCIICAOBAHUA JICKAPCTBCHHOT'O ITpcriapaTta Ajid MCAUIMHCKOTO
MIPUMCHCHUA JOJDKHA COI[Gp)KaTI):

1) nadopmanrio 0 METUIIMHCKON OpraHu3alnuy WM MEAUIIMHCKUX OpraHu3alusix,
MIPOBOJIMBIINX JAHHOE UCCIIEIOBAHUE;

2) onMcaHue JTAaHHOTO UCCIICTI0BAHMS;

3) manHbIe uccienoBarens (haMuIus, UMs, OTYECTBO, MECTO PaOOTHI, 3aHUMaeMast
JOJDKHOCTD, CICITUATBHOCTD, CTaX PAOOTHI IO IporpaMMaM KIIMHUYECKUX UCCIIeTI0BaHUI
JIEKapCTBEHHBIX MPEMapaToOB, IEPEUCHb KIMHUYECKUX NCCIIEA0BAHUHN JIEKaPCTBEHHBIX
MpenapaToB, B KOTOPHIX OH MPUHUMAJT ydacTue (IEPHOIbl yJacTHs) B KaueCTBE
HCCIIeA0BaTEIs WM COMCCIenoBaTes ) (MMyHKT JomoJiHeH ¢ 26 okTsaops 2010 roxa
denepanbHbM 3aK0HOM OT 11 okTsa6ps 2010 roma Ne 271-D3 - cM. OpeabLIyIIYIO

PEIIAKIINIO);

4) pe3yabTaT TaHHOTO MCCIIe0BaHMUs (3aBEPIICHUE, IIPUOCTAHOBICHUE WITH
MPEKpAICHUE TAHHOTO MCCIICIOBAHMUS C YKa3aHUEeM MX MPUYUH U BIUSHUS HA OIICHKY
€ro pPe3yJIbTaToB, OOIIYIO OIICHKY PHCKA M 0XKHJIa€MOM MOJIb3bI OT IPUMEHCHHS
HCCIIeTyeMOTI0 JICKapCTBEHHOTO Mperapara, a TAkKe MpeJIoiaracMble JaibHEHIIIHE
NEHCTBUS ).

8.1. Ilpu BeIABNIEHUHU (heiepaIbHBIM OPraHOM HCIIOJHUTEIbHOMN BIIACTH,
OCYLIECTBISIOMMM (DYHKIIMU IO KOHTPOJIIO U HA/130pY B chepe 31paBOOXpaHEHMUS,
HapyLEeHUH MpaBUJI HaJUIeXKALEH KIMHUYECKON NPAKTUKHU PHU MPOBEICHUN
KJIMHUYECKOTO MUCCIIEI0BAaHMS JICKApPCTBEHHOTI'O Mpernapara, BIUAIOUINX Ha OJHOTY U
(uIM) JOCTOBEPHOCTh JAHHOTO KIMHUYECKOTO MCCIIeI0BaHMsl, YKa3aHHbIN (eiepaabHbIi
OpraH HCIIOJIHUTENIBHOMN BJIACTH IIPUOCTAHABIINBAET IPOBEICHUE JaHHOTO KIMHUYECKOTO
HCCJIEIOBAHUS ¥ BBIHOCUT MEUIIMHCKON OpraHU3ally, B KOTOPOU MPOBOANUTCS JAHHOE
KJIMHUYECKOE UCCIIeIOBaHKe, peANucaHie 00 YCTpaHEeHUHU BBISBIICHHBIX HapyIICHUH.
[Ipu HEeycTpaHEeHUH MEIUIIUHCKON OpraHu3alyeil BoIIBICHHBIX HAPYIIEHUH B
YCTaHOBJICHHBIH B ITPEINMCAHUU CPOK yKa3aHHbIHN (pefiepaibHbIi OpraH UCTIOJHUTEIBHON
BJIACTH NPUHUMAET PEIICHUE O NPEKPAILEHNN IPOBEACHUS KIMHUYECKOTO HCCIIEI0BAHUS



JIEKapCTBEHHOTO TperapaTa U HanpaBIisieT B ()eAepaIbHBIN OpraH UCTIOTHUTEIBLHOM
BIIACTH, OCYIICCTBIISIOMUN (DYHKIIMH 110 BBIPAOOTKE U peaTu3alii rocy1apCTBEHHOM
MOJIMTUKHA U HOPMATHUBHO-IIPABOBOMY PETYIIMPOBAHUIO B Chepe 3IpaBOOXpaHEHUS,
3aKJIIOYEHUE O BBISIBJICHUU MPU MPOBEACHUHU JAHHOTO KIMHHYECKOTO MCCIIEIOBAHUS
HapyIIEHUN MPaBUJI HAJYICKAIEH KITMHUYECKON MTPAKTUKH JJIsl IPUHATHS PEIICHUs 00
OTMEHE Pa3peIICHUs Ha OPTaHU3AIMIO POBEACHUS JAHHOTO KIMHUYECKOTO
WCCIIEA0OBAHUS C AAThl TPUHATHUS PEIICHHS O IPUOCTAHOBJICHUH MPOBEICHUS
KJIIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO Mpernapara.

(Yactp nononuuTensHO BKItoYeHa ¢ 1 uronsg 2015 roga @enepanbHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-@3; B peakiinu, BBEJCHHOM B ielicTBre DeiepaibHbIM
3akoHOM 0T 13 mronst 2015 roga Ne 241-P3. - CM. HpeAblIyILYIO PEAAKIINAIO)

9. YnonHoMO4YeHHbIN (eiepalibHbII OpraH UCIOJIHUTEIBLHON BIACTH OMYOJIMKOBBIBAET U
pa3MeniaeT Ha cBoeM oduinanbHOM caiite B cetu "MHTepHeTr" coobuieHue o
3aBepLICHUH, TPUOCTAHOBJIEHUH WM MPEKPAIleHUH KIMHUYECKOTO UCCIIeI0OBAaHUS
JIEKapCTBEHHOT'O IpenapaTa Jijlsl MEIUIUHCKOTO IPUMEHEHHS B CPOK, HE MTPEBBILIAIOIIHIMA
MATU paboyuX JHEH co AHS €ro MOJIydyeHHs], B YCTAHOBJIEHHOM UM MOPSJIKE.

10. YrotHOMOYEeHHBIH (peepaibHbI OPraH UCTIOTHUTEIIBHON BIIACTH OCYITIECTBIISET
BEJICHHUE PEecTpa MCCIIe0BATENCH, MPOBOISIINX WIH TPOBOIUBIITNX KITMHUICCKUE
HCCTIeI0BaHUS JICKAPCTBEHHBIX MPENapaToB /Il MEAUIIMHCKOTO MPUMEHEHHUSI, B
COOTBETCTBUH C YTBEPKIACHHBIMHU MM MPABWJIAMH U Pa3MEIIAaeT €ro Ha CBOEM
odunuransHOM caiite B ceTH "MHTepHeT" B yCTAaHOBIEHHOM UM TOPSJIKE. Y Ka3aHHBIN
peecTp coepKUT HHGOPMaLKIo, TPETYCMOTPEHHYIO IYHKTOM 3 4acTH 8 HACTOSIIeH
CTaThH.

11. OT4er o pe3ynpTaTax KIMHUYECKOTO UCCIEIOBAHMS JIEKAPCTBEHHOIO Mpenapara J1ist
MEJUIIMHCKOTO MMPUMEHEHHS COCTABIISIETCSA OpraHu3alieil, yka3aHHo# B yacTu 3 cTaThbu
38 nacrosuiero denepanbHOro 3aKOHA, HA OCHOBAHUH 3aKIIOYCHUIH MEIUIIMHCKUX
OpraHu3alii, MPOBOJUBIIKNX 3TO HCCIEAOBAaHUE, U MPEACTABISAETCS B YIOJIHOMOYEHHBIN
(benepanbHbIN OpraH UCIOJHUTENBHOM BIIACTH, BHIAABIINN pa3pellieHUe Ha MPOBEACHNE
3TOTO UCCIEI0OBAaHUS, B CPOK, HE MPEBBILIAIOIINIA TPEX MECSIIEB CO AHS €T0 3aBEpIICHHUS,
MIPUOCTAHOBJICHHUS WM MTPEKPALECHUS, B IOPSIIKE, YCTAHOBICHHOM YIOJHOMOYEHHBIM
(benepanbHBIM OPraHOM UCHOJTHUTEIBHOM BIIACTH.

12. Hapymienue npaBui HaJIeKalleil KIMHUYECKON MPaKTUKU, danbcuduraims
PE3yNbTaTOB KJIMHUYECKOTO UCCIIEOBAHUS JIEKAPCTBEHHOTO Mpernapara Jyis
MEHUIIMHCKOTO PUMEHEHHSI BIIEKYT 32 CO00M OTBETCTBEHHOCTh B COOTBETCTBUHU C
3aKOHO1aTeNbcTBOM Poccuiickoit deneparum.

(YacTp B penakuuu, BBeJIeHHOU B nericTBre ¢ 1 uroisg 2015 roga deepanbHbIM 3aKOHOM
o1 22 nekabps 2014 roga Ne 429-P3. - CM. npeaplaAyLIYIO PEAAKIIHIO)

13. HpI/I MPOBCACHUHN KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOTO IIpCIiapaTa JJIsd
MCIUIUHCKOI'O MMPUMCHCHHA JOIMYCKACTCA 336013 Yy MalueHTOB OMOJIOTHYECKHUX
MaTepruajioB (o6pa3m>1 OMOJIOTMYECKHUX )I(HI[KOCTeﬁ, TKaHefI, CCKPCTOB U IIPOAYKTOB
KHU3HCACATCIIBHOCTH YCJIOBCKA, (I)I/I3I/IOJ'IOFI/I‘IGCKI/IX 1 MaTOJIOTMYCCKUX BLI,[[eJ'IeHPIfI,



Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OMOTICUHHBI MaTepHa) sl HX
u3yuenus B Poccuiickoit denepanuu u (wim) 3a npeaenamu Poccuiickoit denepanumu.
(Yactp B penakuuu, BBeieHHOU B nieiicTBre ¢ 1 utons 2015 roga denepaibHbIM 3aKOHOM
ot 22 yiexadps 2014 roga Ne 429-D3. - CM. OPEAbLIYILYIO PEIAKIIUIO)

14. Ilopsnok BBO3a B Poccuiickyro @enepaiyio 1 BbIBO3a 3a mpenensl Poccuiickoit
®denepauny OMOJOTUYECKUX MAaTEPUAJIOB, MTOJIYYEHHBIX IIPU IPOBEIECHUHN KIMHUYECKOTO
UCCIIEIOBAHUS JIEKAPCTBEHHOTO MIpernapaTa Jijisl MEIUIUHCKOTO IPUMEHEHUS,
ycranaBinuBaercs [IpasurensctBom Poccuiickont denepanun.

(HacTsb B penakium, BBeieHHOM B neiicTBue ¢ 1 uronst 2015 rona PenepalibHbIM 3aKOHOM
ot 22 nekabps 2014 roga Ne 429-@03. - CM. IPEAbIAYIIYIO PEAAKIIUIO)

Cratps 41. JloroBop o nMpoBeieHNU KIMHUYECKOTO HCCIIeI0BAHUS JIEKapCTBEHHOTO
npenapata sl MEAULIMHCKOTO IPUMEHEHUs

1. Kninanyeckoe uccienoBaHue JEKapCTBEHHOTO Ipenapara it MEAUIIMHCKOTO
MIPUMEHEHHUSI IPOBOIUTCSI B COOTBETCTBUU C IOTOBOPOM O MPOBEIEHUHU KIMHUYECKOTO
UCCIIeIOBaHUS JIEKAPCTBEHHOTO MpernapaTa Jjsl MEIUIUHCKOTO IPUMEHEHUS,
3aKJIFOYaEMBIM MEKy OpraHU3alHe, MoIydyuBILIeH pa3peieHne yoJHOMOUYEHHOTO
(benepanbHOro opraHa UCIOJHUTEIBHON BIACTH HA OPraHU3alMIO POBEAECHUS TAKOTO
UCCIIEIOBAHUS, U MEJUIIMHCKOW OpraHU3aIieil, OCyleCcTBIAIOIEH TPOBEICHHE TaAKOTO
UCCIIEIOBAHUSI.

2. JloroBop 0 mpoBeIeHUH KIMHUYECKOTO HCCIIeI0BAaHUS JIEKapCTBEHHOTO Mpenapara Jjis
MEUIIMHCKOTO MPUMEHEHHUSI IOJIKEH COAEPKAaTh:

1) ycoBus M CpOKHM MPOBEACHUS JAHHOTO UCCIIETOBAHMUS;

2) OIIpCACIICHUC O6H_ICI\/'I CTOUMOCTH IIpOorpaMmbl JAHHOI'O UCCIIEJ0BAaHMA C YKa3aHUEM
CYMMDBI, HpCHHaBHaanOIHCfICH JJIs1 BBITIJIAT MCCJIEA0BATEISAM, COUCCIICA0BATCIISAM,

3) onpenenenue GoOpMBbI MPEACTABICHUS PE3yIbTaTOB JaHHOTO HCCIEI0BAaHUS B
YIOJHOMOYEHHBIN (heiepalibHbIN OpTraH UCHIOTHUTEIbHO BIIACTH.

Cratbs 42. ®uHaHCcOBOE 00eCIIeUeHNE KINHHYECKOTO HCCJICAOBAaHUS JICKAPCTBCHHOI'O
Inperapara 11 MCIUIUHCKOI'O ITIPUMCHCHU

dunHaHCcoOBOE 00eceyeHrne KIMHUIECKOTO HCCJICAOBAHUS JICKAPCTBCHHOI'O IIpCIIapaTra
I MEAUITUHCKOT'O ITPUMCEHCHU A OCYIICCTBIIACTCA 3a CHCT:

1) cpenctB dhenepanbHOro OIOKETA;

2) cpeACTB OpraHu3aluii, MOJYYUBIINX pa3pellieHue Ha OpraHU3aIfio IPOBECHUS
JAHHOTO HCCIIEI0OBaHMs, B COOTBETCTBUU C YCIOBUSMHU JOTOBOPA O €r0 MPOBEACHNN;

3) HWHBIX HC 3alIPpCHICHHLIX 3aKOHOAATCIILCTBOM Poccuiickoii CDe,uepauI/H/I HNCTOYHHUKOB.



Cratbs 43. [IpaBa nanueHTOB, Y4aCTBYIONIMX B KIMHUYECKOM UCCIICI0BAHUU
JIEKapCTBEHHOTIO IMpernapaTa i MeIUIIUHCKOTO PUMEHEHUS

1. YuacTue manueHToB B KIIMHUYECKOM MCCIICIOBAaHUH JIEKAPCTBEHHOTO TIpenapara Jijist
MEIUIIUHCKOTO IPUMEHEHUS SBIISIETCS TOOPOBOJIBHBIM.

2. [NanieHT WM ero 3aKOHHBIN MPEICTaBUTENb JIOJDKEH ObITh MH(POPMHUPOBAH B
MUCbMEHHOM popme:

1) 0 n1exkapCTBEHHOM Mpenapare JUisi MEAUIIMHCKOTO TPUMEHEHUS U CYIITHOCTH
KJIIMHUYECKOTO MCCIIEIOBAHUS 3TOTO JIEKAPCTBEHHOTO IIpenapara;

2) 0 6e30IacHOCTH JIEKapCTBEHHOTO Mpenapara it MEAMIIMHCKOTO IPUMEHEHMUS], €T0
oxxuiaeMoi 3(h(HEKTUBHOCTH U CTENIEHU PHUCKA IS MMAIUEeHTA;

3) 00 YCIOBUAX YUaCTUA MaMECHTA B KIIMHUYCCKOM HCCICA0OBAHUHN JICKAPCTBEHHOT'O
npemnapara 1l MEAUIUHCKOTO ITIPUMCHCHMUS

4) 0 OCJIM WK HOEIAX U IPOJOJIKUTCIbHOCTH KIMHUYCCKOTIO UCCIICOBAHUSA
JICKApCTBCHHOTO IMperiapaTta ajid MEIUIUHCKOTI'0 IPUMECHCHUS ;

5) 0 necTBUX MAlMeHTa B CIy4ae HelpeaIBUICHHBIX 3(PPEKTOB BIUSHUS
JIEKapCTBEHHOT'O MpenapaTa Uil MEIUIMHCKOTO IPUMEHEHUS Ha COCTOSIHUE €T0
3JI0pOBbS;

6) 00 yCIIOBUSX 0053aTEIIBHOTO CTPAXOBAHMS KU3HH, 3/I0POBbSI IMAIIMCHTA;

7) 0 rapaHTUAX KOH(DUICHIIUATLHOCTH YYaCTHs MAIMeHTa B KIIMHUYECKOM HCCIICIOBAHUN
JIEKApCTBEHHOTO TIperapara st MEIUIIMHCKOTO IPUMEHEHUSI.

3. ,HO6pOBOJ'II)HOC corjiacue nmagueHTa Ha y4aCcTueC B KIMHUYCCKOM HCCIICJ0BAaHNU
JICKApCTBECHHOTI'O IMperiapara Ajd MEJUINHCKOI'0 IPUMEHCHU A IIOATBEPKIAACTCA €T0
IMOAIHNCHIO UJIX MMOANHKCBIO €TI0 3aKOHHOT'O ITPEACTABUTEIIA Ha I/IH(bOpMaHI/IOHHOM JIUCTKEC
IIannucHTa.

4, ITarueHT UMM ero 3aKOHHBIN IMPEACTABUTCIIb UMECT IIPaBO OTKA3ATbLCA OT YyUaCTHUA B
KIIMHUYCCKOM HMCCIICA0OBAHUM JICKAPCTBCHHOI'O IIpCIIapara AJisd MECAUILIUHCKOI'O
IIPpUMCHCHUSA Ha 0001 CTaJuu MPOBCACHUA TAKOI'O HCCIICIOBAHUS.

5. IlpoBenieHre KIMHUYECKOTO UCCIIEI0BaHMSI JIEKAPCTBEHHOTO ITperapara s
MEJUIIMHCKOTO MPUMEHEHMS C yJaCTHEM B KaU€CTBE NALIMEHTOB JETEH JOIYyCKAETCs
TOJIBKO C COTJIacUs B MHUCbMEHHOH popmMe ux ponuteneil, ycblHoBUTENeH. JleTn MoryT
paccMaTpUBaThHCS B KaUueCTBE MOTEHIMAIBHBIX MAIMEHTOB TAKOTO UCCIIEAOBAHUS, TOJIBKO
€CIIU €T0 MPOoBeAeHUE HE0OX0AMMO JUTSl YKPEIUIEHUs 3/J0POBbs A€TeH UIIH MPO(UIaKTUKN
MH(EKIMOHHBIX 3200JIeBaHUI B JETCKOM BO3pacTe JTMOO0 €CIH LEeNIbI0 TAKOTO
HCCIIEIOBAHUS SIBJISIETCS MOJIyYE€HUE JAHHBIX O HAWIYYIIeH JO3UPOBKE JIEKapCTBEHHOTO



npenapara Jijis JJe4eHust aeTei. B aTux ciiydasix TakoMy UCCIEI0BaHUIO JJOJKHO
MpEAIIeCTBOBATh KIMHUYECKOE UCCIIEIOBAHNE JIEKAPCTBEHHOIO Mpenapara s
MEJIMIIMHCKOTO MPUMEHEHUS Ha COBEPILIEHHOJIETHUX TpaXKaHax, 3a UCKIIOUEHUEM
CJIy4aeB, €CJIM UCCIIeIYeMbIi JIGKapCTBEHHBIN Mpenapar Jijisi MEIUIIMHCKOTO MPUMEHEHHS
MpeAHa3HaYeH UCKIFOUUTEIBHO ISl UCIIOIb30BaHUS HECOBEPIIEHHOJIETHUMHU
rpakIaHaAMH.

(YacTh B peakiuu, BBEJICHHOH B eicTBUE ¢ 22 HOs0ps 2014 roga DenepaibHbIM
3akOHOM OT 22 okTs10ps 2014 roga Ne 313-D3. - CM. OpEabLIYIIYIO PEAAKIIUIO)

6. 3anpeluaeTcs1 MPOBCACHNEC KIIMHUYCCKOT'0 UCCIICAOBAHUA JICKAPCTBCHHOI'O IIpcriapara
I MEANIUHCKOTO ITPUMEHCHHM A C YHaCTUEM B KAaUCCTBC MAIIUCHTOB!

1) nereii-cupoT u eTel, OcTaBIIUXCS 0€3 MONe4YeHUs PoIUTeNeH;

2) JKeHIIMH B Iepuoj OEpeMEHHOCTH, )KEHILKUH B IEPUOJ IPYIHOTO BCKapMIIMBaHHUS, 3a
UCKJIFOUEHHEM CITy4aeB, €CIM MPOBOAUTCS KIMHUYECKOE UCCIIE0BAHKE JIEKAPCTBEHHOTO
npernapara, NpeJHa3Hau€HHOTO JUIsl YKa3aHHBIX )KEHIIMH, IPU YCIOBUH HEOOXOIMMOCTH
MoJtydyeHus: H(GOPMAaLMU TOJIBKO BO BpeMs IIPOBEIECHUS COOTBETCTBYIOIINX
KIIMHUYECKHUX UCCIIEOBAHUM U IPUHSTHS BCEX HEOOXOAUMBIX MEp 10 UCKITIOYEHHIO
pHUCKa HaHECEHUs BpeJia JKEHIIMHE B IepHOoJ OEPEMEHHOCTH, KEHILUHE B TIEPUO]T
IPYAHOTO BCKapMIIMBaHMUS, MJI0y WIH PEOCHKY;

3) BOEHHOCTYXAIIIUX, 32 UCKIIFOUEHUEM CITy4aeB MPOBEICHUS KIMHUYECKOTO
HCCIIeIOBaHUS JIEKAPCTBEHHOTO IpernapaTa, ClieuallbHO pa3pab0TaHHOTO s
MIPUMEHEHHUSI B YCIIOBUSAX BOCHHBIX JICUCTBUH, UpE3BBIUYAHHBIX CUTYAINH, TPO(DUIAKTHKA
1 JICYCHHS 3a00JICBaHUI M TIOPAKEHUH, MOJTyYEHHBIX B PE3Yy/IbTaTe BO3ICHCTBHS
HEOIaronpusATHBIX XUMUYECKUX, OMOJIOTMYECKUX, PaIMalluOHHBIX (DAKTOPOB.
Knununueckoe nccienoBaHie Takoro JeKapcTBEHHOTO Mpernapara MOKeT IPOBOAUTHCS C
y4acTUeM B KaueCTBE MMAlIUEHTOB BOCHHOCIYXKAIIHX, 32 UCKIIOUEHUEM
BOEHHOCIYXAIIIUX, IPOXOASAIINX BOCHHYIO CIyX0Y IO MPU3BIBY, C COOIIOICHUEM
TpeOOBaHUM, YCTAHOBIIEHHBIX HacTOSIIUM DeepanbHbIM 3aKOHOM B OTHOLICHUH
Ipa)KJaHCKHX JIMII,

4) cOTpyIHUKOB MTPABOOXPAHUTEIbHBIX OPraHOB;

5) JIMII, OT6BIB8.IOH_II/IX HaKa3aHHMC B MCCTaXx JIMIIICHUA CBO6OI[I>I, a TaKoKeC JIMII,
HaxoaamuXxcCs 1o CTpa)Keﬁ B CJICACTBCHHBIX M30JITOPAX.

7. HOHyCKaCTCH MPOBCACHHUC KIIMHUYCCKOT'O UCCICAOBAHMA JICKAPCTBCHHOI'O IIPCIIapaTa
I MCIUIUHCKOI'O ITIPUMCHCHU A, ITPCAHASHAYCHHOI'O AJIA JICUHCHUS IICUXUYCCKHUX
3360J’IeBaHHI>i, C Y4aCTUCM B KAaYCCTBC IMALIUCHTOB JIUI] C ICUXUICCKUMU 38.60J'ICB8.HI/I$IMI/I,
IIPpU3HAHHBIX HCHCCCHOCO6HHMI/I B ITOPpAIKE, YCTAHOBJICHHOM 3aKOHOAATCIILCTBOM
Poccuiickoit CDeI[epaI_II/II/I. Knuangeckoe HCCJICAOBAHUC JICKAPCTBCHHOI'O IIpCIiapara B
9TOM CJIy4ac MpOBOAUTCA IIPU HAJIMIUU COTJIaCUs B MMHMCbMEHHOM (l)opMe 3aKOHHBIX
HpeHCTaBHTeHCﬁ YKa3aHHBIX JINII.



Cratps 44. Obs13arenbHOE CTPAXOBAaHUE KU3HH, 3J0POBbS NAIMEHTA, yIaCTBYIOIIErO B
KIIMHUYECKOM HCCIIEI0BAaHUH JIEKAPCTBEHHOIO IIpenapaTa JUisi MEAUIIMHCKOIO
IPUMEHEHHUS

1. Opranu3anusi, NOJy4YUBIIAs pa3pelIeHUE Ha OPraHU3aluIo0 POBEAECHUS KIMHUYECKOTIO
WCCIIEIOBAHUS JICKAPCTBEHHOTO Tpernapara il MEIUIIMHCKOTO TIPUMEHEHUS, 00s13aHa B
KauCCTBC CTPAXOBATCIA CTPAaxXOBATh PUCK IIPUIMHCHUSA BpE€aa ) KU3HU, 3J0POBBIO
MaIMeHTa B pe3yIbTaTe MPOBEACHUS KIMHUYECKOTO UCCIICAOBAHMS JIEKAPCTBEHHOTO
npernapara Juisi MeJJUIIMHCKOTO ITPUMEHEHHSI 32 CBOM CUET IyTEeM 3aKIIOYEHHUS JOTOBOpa
0053aTeNLHOTO CTPaxXOBaHUS.

2. O0OBEKTOM 00513aTEILHOTO CTPAXOBAHUS SBJISIETCS UMYILIECTBEHHBIM HHTEpEC
MAIMEeHTA, CBA3aHHBIA C PUYMHEHUEM Bpe/ia €ro KU3HU WU 370POBBIO B PE3yJIbTaTe
MPOBEACHUS KIIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO TIpernapara Juist
MEJIUIUHCKOTO MTPUMEHEHHSI.

3. CTpaxoBbIM CITy4aeM 110 JOTOBOPY 005S3aTeIbHOT0 CTPaXOBaHUS SIBISIETCS CMEPTh
ManyeHTa Wik YXyAIIeHHe ero 3I0pOoBbs, B TOM YHCJIe BIEKYIee 3a co0oi
YCTaHOBJIEHUE UHBAJIMHOCTH, MPU HATMYUU TPUUUHHO-CIIEACTBEHHOMN CBSI3U MEXY
HACTYIUUICHHEM 3TOT0 COOBITUS M YYaCTHEM MAIlMeHTa B KIMHUYECKOM HUCCIIeI0BaHUU
JIEKapCTBEHHOI'O Ipernapara.

4. TpeboBaHus 0 BOZMEUICHUH Bpeia, MPUUNHEHHOTO KU3HH WM 3/10pPOBbIO MallMEHTa,
MPEIbSABISIOTCS B T€UEHHE CPOKOB UCKOBOW JABHOCTH, YCTAHOBJIEHHBIX TPAXKIaHCKUM
3aKOHOJATEIHCTBOM.

5. Pa3zmep cTpaxoBoii BRIIIATHI 1O JOTOBOPY 00s3aTEIHHOTO CTPAXOBAHUS COCTABIISICT:

1) B cimy4yae cMepTH MalKeHTa IBa MUWUIMOHA pyOJiei Ha KaXKJIoTo MalueHTa,
Y4acTBOBABILETO B KIIMHUYECKOM HCCIIEOBAaHUU JIEKAPCTBEHHOTO Iperapara;

2) npH yXyALIEHUH 37J0POBbS MallMeHTa!

a) MOBJIEKIIIEM 3a COOOM YCTaHOBJICHUC WHBAJIMJIHOCTH 1 rpyaiibl, OAMH MHUJUIMOH IIATbCOT
ThICAY py6J'IeI>i Ha KaXXA0T'0 ManueHTa, y4aCTBOBABHICTO B KIIMHUYCCKOM HCCICAOBAHUU
JICKAPCTBCHHOI'O IIpCIIapara,

6) MOBJIEKIIIEM 3a COOOH YCTAHOBJICHHUC NHBAJIUTHOCTH II rpyminsl, OAUH MUJUIMOH
py6nel71 Ha KaXXA0TO IMalueHTa, y1aCTBOBABIICTO B KIIMHUYCECKOM HUCCIICAOBAHNN
JICKAPCTBCHHOI'O IIpCIIapara,

B) MOBJICKIIIEM 3a CO00 YCTAHOBJICHUC WHBAJIUAHOCTHU III T'pyIIbl, TATbCOT THICAY
pY6Heﬁ Ha KaXXA0TO MalueHTa, y1aCTBOBABIICTO B KIIMHUYCECKOM HUCCIICAOBAHUN
JICKApCTBCHHOT'O IIpeIiapara,



T') HE TIOBJICKIIIEM 3a COOOM YCTaHOBJICHHS HHBAIUAHOCTH, HE 0OJIee YeM TPUCTA THICSY
pyOJieii Ha Ka)K0To MAUeHTa, yYaCTBOBABIIETO B KIMHUYECKOM HCCIIE0BAHUN
JIEKapCTBEHHOTO Mperapara, UCX0s U3 HOPMATHUBOB, OTPAKAIOLIUX XapaKTep U CTEICHb
MTOBPEKICHHUS 3/I0POBbSI, & TAKKE (PAaKTUICCKH MOHECCHHBIX MAIUEHTOM PacXo/IoB,
BBI3BAHHBIX MMOBPEXKJICHUEM 3/I0POBbS, HA MEIUIIMHCKYIO TIOMOIIb, IPUOOPETCHHE
JIEKapCTBEHHBIX MPETapaToB.

(IToamyHkT B penakuuu, BBeACHHOM B aeiicTBue ¢ 1 utons 2015 roga denepanbHbIM
3akoHOM OT 22 jiekabps 2014 roga Ne 429-D3. - CM. OPEabLIYIIYIO PEAAKIIUIO)

6. Yactp yrpatuna cuny ¢ 1 urons 2015 rona - @enepanbHblil 3ak0H 0T 22 ekadpst 2014
rozia Ne 429-®3. - CM. OpeblIylyI0 peAaKIuIQ.

7. Cpok 10oroBopa 0043aTeIbHOTO CTPAXOBaHUsI HE MOXKET OBITh MEHEE, YEM CPOK
MPOBEACHUS KIIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO TIpenapara.

8. YcioBus 1oroBopa 00s13aTENBHOTO CTPAXOBaHUs, B TOM YHCIIE CTPAaXOBble TapUQBbI 11O
00s13aTeILHOMY CTPaXOBAaHHIO, IEPEUCHb HEOOXOIUMBIX JOKYMEHTOB IS
OCYITIECTBJICHUS CTPAXOBOM BHITIIIATHI, TOPSIOK YCTAHOBJICHHS CTPAaxOBaTeJIeM
WHJIMBUIYAIHPHOTO UACHTH(UKAIIMOHHOTO KOJIa TIAI[MeHTa, OPSAI0K HHPOPMUPOBAHUS
CTpaxoBaTeJIeM CTPAXOBIUKA O MIPUBJICUCHHBIX K KIIMHUYECKOMY HCCIICIOBAHUIO
JIEKapCTBEHHOTO TIperapara st MeIUIIMHCKOTO TIPUMEHEHHS TaIlueHTaX, MOPSI0K
YIUTaThl CTPaXOBOW MPEMUH, TIOPSJIOK PEATH3AIIUN OTIPEICTICHHBIX HACTOSIITUM
denepanbHBIM 3aKOHOM U IPYTUMU (hesiepalbHBIMHU 3aKOHAMH MPaB U 00s13aHHOCTEH
CTOPOH TIO JIOTOBOPY 00s13aTEILHOTO CTPAXOBAHUS, a TAK)KE HOPMATHBBI, OTPAKAIOIINE
XapaKTep U CTETICHb MOBPEKCHHUS 3I0POBbSI, YCTAHABIUBAIOTCS TUITOBBIMHU TIPaBUIaMHU
00513aTeILHOTO CTPAXOBAHUS.

(Yactp B penakuuu, BBeieHHOU B nericTBre ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM
o1 22 nexadps 2014 roga Ne 429-P3. - CM. npeablIyILYIO PEAAKIIHIO)

9.B ClIydac NpUYMHCHUA BpCaa ) KU3HU MalMCHTA, Y4aCTBOBABIICI'O B KIMHHYECKOM
HCCICA0BaHNH JICKAPCTBCHHOI'O IIpIiapara, BBII‘O,Z[OHpI/IO6peTaTeJ'I${MI/I 10 10roBOpy
00513aTENILHOTO CTpaxOBaHUA ABJIIIOTCA I'paKaaHE, UMCIOIIUE ITPaBO Ha BOSMCIIICHUE
Bpcla B CIyda€ CMCPTHU KOPMUJIbIIa B COOTBETCTBHUHU C I'paXKIaHCKUM
3aKOHOAATCJIbCTBOM, IIPHX OTCYTCTBUHU TAKUX I'PaAXJaH - pOAUTEIN, CYIIPYT', ACTU
YMEpPUICTO IMalUCHTA, Y4aCTBOBABHICI'O B KIIMHUYCCKOM HCCICAOBAHNN JICKAPCTBCHHOI'O
Ipemnapara, B cjrydac CMCpPTHU MALUCHTA, YHaCTBOBABIICTO B KIIMHUYCCKOM HCCIICAOBAH NN
JICKAPCTBCHHOI'O IIPCIIapara U HC UMEBLICTO CaMOCTOATCIIbBHOI'O JOX0J4d, - I'PaK/1aHC, HA
WOKIUBCHHUHU KOTOPBIX OH HAXOAWJICA, B OTHOIICHHWH BO3MCIICHUA paCcX0d0B Ha
norpe6eHHe ManueHTa, y4aCTBOBABIICTO B KIIMHUYCCKOM HUCCIICAOBAHNUU JICKAPCTBCHHOI'O
Ipciiapara, - JIMIo, IIOHCCHICC TAKUC PACXOAbI.

10. CTanOBaH BbBIIIATA B CUCT BO3MCHICHUS BpCaa, MIPUYNHCHHOTI'O JKU3HU ITAallUCHTA,
Y49aCTBOBABUICTO B KIIMHUYCCKOM UCCIICAOBAHUH JICKAPCTBCHHOTO IIpeIiapara,
PpacCpeaciisICTCa MEXKAY BBIFOI[OHpI/IO6peTaTCJ'I}IMI/I IMPOMOPHUOHAIBHO UX KOJIMYECTBY B
PaBHBIX HOJIAX.



11. Ilpu HacTyIIEHUH CTPAXOBOTO Cilydasl MALIUEHT, Y4aCTBOBABIINN B KIMHUYECKOM
MCCIIEIOBAaHUH JICKAPCTBEHHOTO IMperapara, BHIroA0npruoOpeTaTesb BIpaBe MPEabsIBUTH
HENOCPEJCTBEHHO CTPAaXOBIIMKY TPEOOBAHNUE O BO3MEILEHUHU IPUYMHEHHOTO BpEa.
CrpaxoBas BbIILIaTa OCYLIECTBIISIETCSA CTPAXOBIIMKOM B T€UEHUE TPUALATU JHEH CO THS
IIpe/ICTaBICHHS] HEOOXOAMMBIX JOKYMEHTOB. [lalueHT, yuacTBOBaBIINI B KIMHUYECKOM
UCCIIEJOBAaHUH JIEKaPCTBEHHOTO Iperapara, Win BIT00oNproOpeTaTens 00s3aH
COOOUINTH CTPAXOBIIUKY VIS OCYIIECTBICHUS! CTPAXOBON BBHITUIATHI WHAWBUIYATbHBIN
UACHTU(DUKAIIMOHHBIN KO TAlMEHTa, YCTAHOBJICHHBIN CTPaxoBaTeIeM B COOTBETCTBHH C
TUIIOBBIMHU ITpaBUJIaMU 0053aTEJILHOTO CTPaXOBaHMUSL.

12. Jlo mosHOTO OTpeieNieH s pa3Mepa Mo IIeKAaIIero BOZMEIIEHUIO Bpea CTPAaXOBIIUK
110 3asIBJICHHIO MAI[MEHTa, YIaCTBOBABIIETO B KITMHUYECKOM HCCIIeIOBAaHUH
JIEKApCTBEHHOTO TIpernapaTta, MM 3asBJICHUIO BBITOAONPHOOpETaTENsI BIPaBe
OCYIIECTBHUTH YaCTh CTPAXOBOH BBITUIATHI, COOTBETCTBYIOIIYIO (haKTHUECKH
OTIpe/IeIEHHOW YaCTH MPUYNHEHHOTO BpE/Ia.

13. CrpaxoBas BbIIJIaTa B COOTBETCTBUU C JIOTOBOPOM 00513aTE€IBHOTO CTPAXOBAHUS
OCYIIECTBJISETCS HE3aBUCHMO OT BBIIUIAT, IPUUYUTAOIINXCS IO IPYTUM BUIAM
CTPaxXOBaHMSL.

14. He nomyckaeTcs y4acTve ManyeHTa B IPOBEICHUH KJIMHUYECKOTO UCCIIECIOBAHUS
JIEKapCTBEHHOTO TIperapara Mpu OTCYTCTBUU JOTOBOPA 00s13aTETLHOTO CTPaXOBAHMUS.

15. KoHTpoJib 32 UCTIOJHEHUEM OpTaHU3aIMen, TOJIYYUBILEH pa3penieHne Ha
OpraHU3aIUIO TPOBEACHHS KIMHUYECKOTO MCCIISI0BaHMS JICKaPCTBEHHOTO TIperapara
JUTSI MEAMITMHCKOTO TPUMEHEHH S, YCTAHOBJICHHOW HACTOSIICH CTaThel 00s3aHHOCTH I10
00s13aTeIbHOMY CTPaXOBAaHMIO KU3HHU, 3I0POBBS MAIIUEHTA, YIACTBYIOIIETO
(y4acTBOBABIIIET0) B KJIMHUYECKOM HCCIICIOBAHHMH JIEKAPCTBEHHOTO Mperapara,
OCYIIIECTBJISIETCS YIIOJHOMOYECHHBIM (peiepaibHbIM OPTaHOM HCIIOJTHUTEIILHON BJIACTH,
BBIJIABIIIMM pa3pelIcHUe Ha MPOBEICHNE KIMHUYECKUX UCCIICIOBAHUM JICKAPCTBEHHBIX
MpenapaToB s MEIUIIMHCKOTO MPUMEHEHHUS.

(Cratbs B penakuuu, BBeieHHOH B AeiicTBue ¢ 1 ssuBaps 2011 roga denepanbHpiM
3aKk0HOM 0T 29 Hosa6ps 2010 roja Ne 313-D3. - CM. OpeabIAYILYIO PEAAKIIUIO)

I'maBa 8. [Ipou3BOACTBO ¥ MaPKUPOBKA JIEKAPCTBEHHBIX CPE/ICTB
Cratps 45. I1Ipon3BOACTBO JIEKAPCTBEHHBIX CPEJICTB

1. ITpon3BOACTBO JIEKAPCTBEHHBIX CPEJICTB JIOJHKHO COOTBETCTBOBATh TPEOOBAHUSAM
MpaBUJI HaJJIeXkKalled MPOrU3BOACTBEHHON IPAKTUKU, YTBEPKICHHBIM YIIOJHOMOYEHHBIM
(benepanbHBIM OPraHOM UCTIOTHUTENBHOH BacTH. OCOOEHHOCTH Mepexo/ia
IIPOU3BOACTBA OTAEIBHBIX JIEKAPCTBEHHBIX CPEJICTB K UX IPOU3BOACTBY B COOTBETCTBUU
¢ TpeOOBaHUSAMH MPABUIT HaJJIeXKAaIlel TPOU3BOJCTBEHHON IPAKTUKHU YCTAHABIUBAIOTCS
[IpaButensctBoM Poccuiickoit @enepannn. Beigaua 3akir04eHnii 0 COOTBETCTBUU
MIPOU3BOIUTEINS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPABUI HAJUISKAIICH
MIPOU3BOACTBEHHON NIPAKTUKU OCYILECTBIISAETCS MO Pe3yJbTaTaM MHCIEKTUPOBAHUS



IIPOU3BOIUTENIEN JIEKAPCTBEHHBIX CPEICTB B MOPSAKE, YCTaHOBIEHHOM [IpaBuTenbcTBOM
Poccuiickoit ®enepanuu. PazMep matel 3a BelIavy 3aKJIOYEHNS O COOTBETCTBUU
IIPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM IPaBUI HaJUIeXkKaIlel
IIPOU3BOJICTBEHHOM IIPaKTUKK ycTaHaBiauBaercs [IpaBurenscrBom Poccuiickoi
®enepannn. [lopsaaok opraHu3zanyy U NpOBEACHUS UHCIIEKTUPOBAHUS IIPOU3BOIUTEIEN
JIEKapCTBEHHBIX CPEJICTB HA COOTBETCTBHE TPEOOBAHUAM IIPABUII HalIeKaleil
IIPOU3BOJICTBEHHOM IIPaKTUKK ycTaHaBiauBaercs [IpaBurenscrBom Poccuiickoi
denepanuu.

(Yactp B penakuuu, BBeIeHHOHU B JieiicTBHE ¢ 25 utons 2012 roga denepalibHbIM
3aKoHOM OT 25 utoHs 2012 royma Ne 93-D3; B penakiuu, BBEICHHOH B IeCTBUE C 22
HOs0ps1 2014 rona PenepanbHbIM 3aKOHOM OT 22 okTsi0ps 2014 rona Ne 313-D3; B
penaxiuu, BBeZeHHOM B nerictBue ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM OT 22
nekadps 2014 rojga Ne 429-@3. - CM. IpebIIYIIYIO PEIAKIIHIO)

2. IIpou3BoACTBO JIeKapCTBEHHBIX cpeAcTB B Poccuiickoit denepannu ocymecTBiaseTcs
MPOU3BOJUTEISIMH JIEKAPCTBEHHBIX CPEJCTB, UMEIOIINMU JIMLIEH3UIO HA IPOU3BOJCTBO
JIEKapCTBEHHBIX cpeaCcTB. [loaTBEpKAEHNE COOTBETCTBUS JIMIIEH3UATA TPaBUIIaM
HaJiJIexaled Npou3BOJCTBEHHON MPAKTUKH OCYIIECTBIIAETCS B pAMKaXx JIMIIEH3UOHHOTO
KOHTPOJISI B COOTBETCTBHHM C 3aKOHOAAaTenbCcTBOM Poccuiickoit @enepanuiu ¢ yueTom
0COOEHHOCTEH, yKa3aHHBIX B YaCTH | HACTOSIIEH CTaThU.

(YacTp B penakuuu, BBeIeHHOU B neficTBHE ¢ 22 HOsA0ps 2014 rona denepanbHbIM
3aK0HOM OT 22 okTsa0ps 2014 roga Ne 313-®D3; B pegakiiuu, BBEJCHHOU B 1elicTBHE C 1
nrong 2015 roga @enepansapiM 3akoHOM OT 22 nekadpst 2014 roma Ne 429-dD3. - Cwm.
IPEABLAYIYIO PENAKIINIO)

3. [Ipou3BOICTBO JIEKaPCTBEHHBIX CPEICTB OCYIIECTBIISETCS C COONIOIEHUEM
TpeOOBaHU IPOMBILIUIEHHOTO PErJIaMeHTa, KOTOPbI YTBEpKIaeTcs PyKOBOIUTEIEM
MIPOM3BOIUTEINS JIEKAPCTBEHHBIX CPEJICTB U BKJIIOYAET B ce€0sl MEpEeUeHb UCIIOIb3yEeMbIX
(bapmaleBTHUECKUX CYOCTaHIIMI U BCIIOMOTaTEIbHBIX BEIIECTB C YKa3aHHEM KOJMYECTBA
Ka)KJIOTO U3 HUX, JaHHbIE 00 UCIIOJIBE3yeMOM 000PYI0BaHUH, ONIUCAHUE
TEXHOJIOTHYECKOI0 MpoLiecca U METOI0B KOHTPOJISI Ha BCEX ATanax Mpor3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB.

4. I1pu mpou3BOCTBE JIEKAPCTBEHHBIX CPEJICTB UCIOIB3YIOTCS (hapMalleBTHYECKUE
CyOCTaHIIUH, CBEICHHUS O KOTOPBIX COAEPKATCs B TOCY/IAPCTBEHHOM PEECTpe
JICKapPCTBEHHBIX CPEJICTB, 32 HCKIIOUCHHEM (apMalleBTHYECKUX CYOCTaHIUH,
MPOU3BOAMMBIX IS IPOBEACHHS KIIMHUYECKUX MCCIIEOBAaHUH U 11 SKcriopra. K
IPOLIECCY MPOU3BOJICTBA (hapMalleBTHYECKOM CyOCTAaHIIMM OTHOCSTCS JIFOOBIEe CTaauN
TEXHOJOTMYECKOTO MPOLecca, MO3BOISIONINE TOIyYHTh TOTOBBII MTPOAYKT,
COOTBETCTBYIOIINI TpeOOBaHUAM (hapMaKONEHHOM CTaThH, B TOM YHCIIE (epMEHTALNS,
SKCTPaKIMs, OYMCTKA, BbIACTICHNE, IEPEKPUCTAIUIM3ALINS, BBICYIIMBAHNE, U3MEIbUEHHE.
B ciyuae He0OX0JMMOCTH UCIIOIB30BAHNUS 3TUIIOBOTO CIIUPTA, B TOM YHCIIE
(bapMareBTHUECKON CyOCTaHIIMM CIUPTA 3TUIIOBOTO (3TaHOJA), PH TPOU3BOICTBE
JIEKapCTBEHHBIX CPEACTB B Ka4eCTBE JCHCTBYIOIIETO U (UJIM) BCIIOMOTraTeIbHOTO
BEIIIECTBA, a TAK)KE B MHBIX TEXHOJOTMUECKUX IIeNAX JOKHA ObITh UCIOJIb30BaHa TOJIBKO
(bapmareBTHUECKas CyOCTaHIIMS CIMPTA STUIOBOTO (3TaHOI).
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(Yactp B penakuuu, BBeieHHOU B nieiicTBre ¢ 1 utons 2015 roga denepaibHbIM 3aKOHOM
ot 22 nexabdps 2014 roga Ne 429-D3; B penakiiuy, BBEJICHHO B JeiicTBuec 28 nekadps
2019 rona ®enepanbHbiM 3akoHOM 0T 27 niekadpst 2019 roga No 462-D3; B penakium,
BBEJIEHHOM B nieiicTBue ¢ 29 nexadps 2020 roga denepanbHbiM 3aKOHOM OT 27 aexkaOps
2019 roma Ne 481-®3. - CM. IPeAbLIYIIYIO PEIAKIIUIO)

4.1. [lepedenn JieKapCTBEHHBIX MPENAPATOB ISl MEAUIIMHCKOTO ITPUMEHEHUS, B
OTHOIICHUH KOTOPBIX YCTAHABIIMBAIOTCS TPEOOBaHUS K 00BEMY Taphl, YIIAKOBKE H
KOMIUIEKTHOCTH, TIEPEUYCHb JICKAPCTBEHHBIX MTPENApaToOB JIsl BETEPUHAPHOTO
MIPUMEHEHHUsI, B OTHOIIICHUH KOTOPBIX YCTAHABIUBAIOTCS TPEOOBAHUS K 00bEMY Taphl, a
TaKke TpeOoBaHUs K 00BEMY Taphl, YIIAKOBKE U KOMIUJIEKTHOCTH JICKAPCTBEHHBIX
MpenapaToB AJs1 METUIIMHCKOTO MPUMEHEHHS, TPeOOBaHUS K 00bEMY Tapbl
JIEKapCTBEHHBIX MPEMapaToB sl BETEPUHAPHOTO IPUMEHEHHUS OTIPEACIISIOTCS
COOTBETCTBYIOIIMMU yITOJTHOMOUYEHHBIMU (heIepaIbHBIMH OPTaHaMH UCTIOTHUTEIHHOM
BJIACTH B NOPSAKE, ycTaHOBIEHHOM [IpaBurensctBom Poccuiickoit @enepannu.

(Yactp monosHuTenpHO BKItoUeHa ¢ 1 uronst 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-@3; B penakiyu, BBEJICHHOU B nelicTBue ¢ 15 nekabps 2015
roaa DenepanbHBIM 3aK0HOM OT 14 nexadps 2015 roga Ne 374-D3. - CM. OpeablayIIyIO

PEIIAKITNIO)

4.2. Opranu3zaium, OCyIIeCcTBISIONINE TPOU3BOJICTBO (papMaleBTUUECKON CyOCTaHIINH
CIUpTa STUJIOBOTO (3TAHOJA) JIJISl TPOU3BOACTBA CITUPTOCOACPKAIINX JIEKAPCTBEHHBIX
penaparoB, 00s3aHbI OCYIIECTBIIATH YUET B MOPSAKE, YCTAHOBIICHHOM CTaThsMU 8 U 14
DenepanpHoro 3akoHa oT 22 Hos10psa 1995 roga Ne 171-P3 "O rocynapcTBEHHOM
PEeryaIupoBaHUU MIPOU3BOACTBA M 000POTa ITHJIOBOTO COUPTA, AJIKOTOJLHON U
CIIMPTOCOACPIKAIIEH ITPO MM U 00 OrpaHMYEHUHU OTPEOICHUS (PACTIUTHUS
ankoroapHOM npoaykiwu'. [Tpon3BoacTBO (hapMarieBTHUECKOM CyOCTaHIIMN CIIUPTA
ATUJIOBOTO (9TAHOJIA) JOMYCKAETCS TOJIBKO OPraHu3aIiei, 0CyIeCcTBISIOICH
MIPOM3BOJICTBO PEKTU(HUKOBAHHOTO 3THJIOBOTO CIIUPTA M3 MHUIIIEBOTO CHIPhS Ha
OCHOBAHUH JIMIICH3UW Ha ITPOU3BOICTBO STUJIOBOTO CITUPTA ISl IIPOU3BOJICTBA
(hapmareBTHUECKON CyOCTaHIIMKM CIIUPTA 3TUIIOBOTO (3TaHOJIa) B COOTBETCTBHUH C
TpeboBanusaMu DeepaibHOro 3akoHa OT 22 HOsi0ps 1995 roga Ne 171-P3 "O
rOCYAapCTBEHHOM PEryJIMPOBAHUN IPOU3BOJACTBA H 000POTa STUIOBOrO CIUPTA,
AJIKOTOJILHOM M COHUPTOCOAEpIKALIEH NPOIAYKIIMU B 00 OrpaHUYSHUU TOTPEOICHUS
(pacnuTHs) aIKOTOJBHON MPOJIYKIIUKU", METOIOM Pa3BeICHUS BOJION OUHIIICHHOW TaKOTO
STHJIOBOTO CIUPTA, IPOU3BEACHHOTO IAaHHOM OpraHu3anueil o MECTy OCYILEeCTBICHUS
MIPOU3BOJICTBA (hapMalleBTUYECKOI CyOCTaHIINHU CIIMPTA 3TUIIOBOTO (3TaHOIA).

(Yactp mononHuTeNbHO BKItOYeHA ¢ 1 stHBapst 2017 roga denepaabHbIM 3aKOHOM OT 3
uroiisg 2016 rona Ne 261-D3; B peaakiuu, BBeIeHHOH B AciicTBUe ¢ 29 nexadps 2020
roja ®enepanbHbiM 3aKk0HOM OT 27 aekabps 2019 roga Ne 481-D3. - CM. OpeabIayIIyo

PEIaKIIHIO)

4.3. lnnuBulyanbHbIe MIPEANIPUHUMATENIN U IOPUINYECKUE JIHIA, OCYIIECTBISIONNE
3aKyIKY U UCTOJIb30BaHUE PapMaleBTUIECKON CyOCTaHIIMH CIIUPTA 3TUIIOBOTO
(aTaHOoNa), a TAaK)Ke MPOU3BOJCTBO, U3TOTOBJICHKE U (UITH) 000POT (32 UCKIIIOUEHUEM
PO3HUYHOM MPOIaXKH) CIIUPTOCOIEPKALTUX JIEKAPCTBEHHBIX MIPenapaToB, 00s3aHbI



OCYIIECTBJISITh UX YUET U JICKJIApUPOBAHUE B MOPSIJIKE, YCTAHOBIECHHOM CTaThiMu 8 u 14
®denepanbHoro 3akoHa oT 22 HosA0psa 1995 roma Ne 171-P3 "O rocynapcTBEHHOM
PEryJIMpOBaHUHU IIPOU3BOJACTBA M 000POTA STUIOBOrO CIIMPTA, AJTKOTOJIbHON U
CIIUPTOCOAEPIKAIIEH IPOAYKIIMU K 00 OrpaHUYECHUN NOTPeOIEHHS (PaCIUTHSI)
AJIKOTOJILHOM HPOAYKIIMH".

(HacTb nonoaHuTeNnbHO BKItoueHa ¢ 1 ssuBaps 2018 rona denepanbHbIM 3aKOHOM OT 29
nroiisg 2017 royia Ne 278-D3)

4.4. I1pu mpou3BOACTBE JICKAPCTBEHHBIX MTPENApaTOB sl BETEPUHAPHOTO MPUMEHEHUS
JOTTYCKAeTCsl UCTII0JIb30BAaHNE TTPOU3BEICHHBIX ISl peau3aiui papMarieBTUUECKUX
cyOcTaHIIN, BKIFOYEHHBIX B TOCYIAPCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPEJICTB
YIOJIHOMOYEHHBIM (pe/iepaTbHbIM OPraHOM MCTIOJHUTEIILHON BJIACTH, OCYIIIECTBIISIIOIUM
BEJICHUE FOCYJIAPCTBEHHOTO PEECTpa JEKAPCTBEHHBIX CPECTB ISl MEAUITTHCKOTO
MIPUMEHEHHUS.

(Yactp nmonomuuTenpHO BKItOYeHa ¢ 13 aBrycra 2019 roga denepanbHbIM 3aKOHOM OT 2
aBrycta 2019 roga Ne 297-®3)

5. 3anpemaeTcsi IpOU3BOICTBO:

1) nexapCTBEHHBIX CPEJICTB, HE BKIIOUEHHBIX B [OCY/IaPCTBEHHBIN PEECTp
JIEKAPCTBEHHBIX CPEJICTB, 3a UCKIIOUEHUEM JIEKAPCTBEHHBIX CPEACTB, IPOU3BOAUMBIX IS
MIPOBEJCHUS KIIMHUYECKUX UCCIIETOBAHUM U JUIS DKCIIOPTAa;

2) danbcubuIUpOBaHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) JNekapCTBEHHBIX CPENCTB O3 JIHMIIEH3UU Ha TIPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB;

4) nexapCTBEHHBIX CPE/ICTB C HApYLIEHHUEM IIPABIII OpraHU3allK MPOU3BOJICTBA U
KOHTPOJISl KaueCTBa JIEKapCTBEHHBIX CPE/ICTB;

5) MyHKT AOMOJHUTENBHO BKItOoUeH ¢ 1 stHBaps 2018 rona denepaibHBIM 3aKOHOM OT 29
nroiisg 2017 rona Ne 278-D3, yrpatui cuiy ¢ 29 nekadps 2020 roaa - enepaibHbIi
3akoH oT 27 nekabps 2019 roga No 481-D3 - cM. OpeAbLAYITYIO PEAAKIIHIO;

6) ciupTOCOIepIKAIIMX JIGKAPCTBEHHBIX MPENapaToB MO MECTY OCYIIECTBICHUS
MIPOM3BOJICTBA (hapMalleBTUUECKOI CyOCTaHIIMU CIUPTA 3TUIIOBOTO (3TaHOA) U (KUJIH) TIO
MECTY OCYIIECTBIIEHHUS TPOU3BOJICTBA 3TUIIOBOTO CIIUPTA;

(ITynkt nononHuTensHO BKItoueH ¢ 29 nexadbps 2020 rona PepepalibHBIM 3aKOHOM OT 27
nexadps 2019 roga Ne 481-D3)

7) hapmarieBTHUECKON CyOCTaHIIMK CIIUPTA ATUIOBOTO (3TaHONA) U (KJIIH)
CIUPTOCOIEPKAIIHNX JIGKAPCTBEHHBIX MPENapaToB Ha OCHOBHOM TE€XHOJIOTHYECKOM
000pynOBaHUU ISl TPOU3BOJICTBA ITUIIOBOTO CIIUPTA, YKa3aHHOM B IyHKTe 1.1 cTaThu
14.1 ®enepanbHoro 3akoHa oT 22 Hos0pst 1995 roma Ne 171-®3 "O rocynapcTBeHHOM
PEryIUPOBaHUM MPOU3BOJICTBA U 000POTA ITHIOBOTO CIUPTA, ATKOTOJBLHOU U
CIOUPTOCO IeprKaIeil MPOIYKIIMKA U 00 OTPAaHUYCHUU NOTPeOICHUS (pacIUTHS)
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QJIKOTOJBHON MPOAYKIINH".
(ITyakt nomoHUTENHHO BKITtOUEH ¢ 29 nexadps 2020 roma DepepalibHBIM 3aKOHOM OT 27
nexadpst 2019 roga Ne 481-D3)

6. [1pu BBO/IE JIEKAPCTBEHHBIX CPEICTB B IPAXKIAAHCKHI 000POT YIOJIHOMOYEHHOE JIUIIO
IIPOM3BOIUTEINS JIEKAPCTBEHHBIX CPEJICTB OCYILECTBISAET MOATBEPKACHUE COOTBETCTBUS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUSAM, YCTAHOBIEHHBIM IIPU UX TOCYAAPCTBEHHOM
perucTpanuu, u rapaHTUPYET, YTO JIEKApCTBEHHBIE CPE/ICTBA IIPOU3BE/ICHBI B
COOTBETCTBUU C TPEOOBAHUSAMU MPABUJI HAJUIEKAIEH TPOU3BOICTBEHHOM MTPAKTHKU.
(HacTsb B pegakium, BBeieHHOM B neiicTBue ¢ 1 urong 2015 roga PenepalibHbIM 3aKOHOM
ot 22 nekabps 2014 roga Ne 429-@03. - CM. IPEAbIAYIIYIO PEAAKIIUIO)

7. YTIOJTHOMOYEHHBIM JIMIIOM TTPOU3BOAUTEIIS JIEKAPCTBEHHBIX CPEJICTB SIBIISIETCS €r0
pabOTHHK, aTTECTOBAHHBIN B YCTAHOBJIEHHOM YITOJTHOMOYEHHBIM (eiepaTbHbBIM OpraHOM
WCTIOJTHUTEIHHON BJIACTH MOPSIIKE M UMEIOIIUN CTaX pabOThl HE MEHEE YeM TISITh JIET B
00JacTy MPOU3BOJICTBA U (MJIM) KOHTPOJISI KAUeCTBA JIEKAPCTBEHHBIX CPEJICTB, BBICIIEE
o0pa3oBaHHE COOTBETCTBEHHO 110 OJJHOM U3 ClleUaNbHOCTEN U (WIIH) OJTHOMY U3
HarpaBJIeHUH TTOATOTOBKH: OMOJIOTHS, OMOTEXHOJIOTHS, BETEpUHAPHS, BETEPUHAPHO-
CaHWTapHas HKCIEePTH3a, KIMHUYECKAsi MEAUIIMHA, paJralliOHHAs, XUMHYeCKas U
Ounosornueckas 3amura, papmarus, GyHIaMEeHTaIbHAs MEAUIIMTHA, XUMHUIECKast
TEXHOJIOTHS, XUMHUS.

(YacTp B penakuuu, BBeICHHOU B niericTBHE ¢ 22 HOsA0ps 2014 rona denepanbHbIM
3aK0HOM OT 22 okTs0ps 2014 roga Ne 313-P3; B penakuuu, BBEJIEHHOH B aeicTBuUE ¢ 13
aBrycta 2019 roga ®@enepaibHbiM 3aKk0HOM OT 2 aBrycta 2019 roga Ne 297-@3. - Cwm.

MPEIBLIYIIIVIO PETAKIIHIO)

8. [Ipon3BoauTENH JIEKAPCTBEHHBIX CPEICTB (32 UCKITIOYCHHEM (hapMaIleBTHUECKOM
CcyOCTaHIIMM CTIHPTA STUIIOBOTO (3TAHOJIa) MOTYT OCYIIECTBIISITH IPOJAKY
JIEKAPCTBEHHBIX CPEJICTB UJIU TIepeaaBaTh MX B YCTAHOBJICHHOM 3aKOHOAATEIbCTBOM
Poccuiickoit deaepaiuu nopsiake:

(A63ar B pefakiuu, BBeAeHHOU B nerictBue ¢ 1 saBaps 2018 roga depepanbHbIM
3akoHOM 0T 29 mrosisg 2017 roga Ne 278-P3. - CM. HpeAbIAYILYIO PEAAKIIHIO)

1) APYTUM IMPOU3BOAUTEIIAM JICKAPCTBEHHBIX CPCACTB JIA MMPOU3BOJACTBA JICKAPCTBCHHBIX
CpCACTB;

2) OpraHu3anusam ONTOBOM TOPTOBJIM JICKAPCTBCHHBIMHA CPCIACTBAMU;

3) AIlITCUYHBbIM OpraHu3anuAM, BCTCPUHAPHBIM AlITCYHBIM OpraHU3alusM,
HHAUBUAYAJIbHBIM MPCAIIPUHUMATCIAM, UMCIOIIUM JIMICH3NIO Ha (bapMaHeBTH‘leCKYIO
ACATCIIbHOCTD WJIN JIMICH3UIO HAa MCAUIIUHCKYIO ACATCIIbHOCTD,

4) HAaYyYHO-UCCICAOBATCIIbCKUM OpraHu3alusaIM I HaquO'HCCHeHOBaTeHBCKOﬁ pa6OTLI;

5) MCAUIUHCKUM OpraHnu3aluiaM U BETCPUHAPHBIM OpraHU3allUuAM,;



6) opraHu3aIysIM U HHIUBUIYAIbHBIM MPEANPHHAMATEIISM, OCYIIECTBIISIONIIM
pa3BelieHUE, BRIPAIIMBAHNE U COJCPKAHUE KUBOTHBIX (32 UCKITIOYCHHEM MTPOJAKH UM
(hapMaIeBTHUECKUX CYOCTaHIIUI WM UX TIePEIadn ).

(ITynkT B penakiuu, BBeieHHOHU B neiictBue ¢ 13 aBrycra 2019 rona @enepaibHbIM
3akoHOM OT 2 aBrycta 2019 rojga Ne 297-®3. - CM. IPEAbLIYIIYIO PEIAKIIHIO)

9. IpomsBouTenu hapmManeBTHISCKON CYOCTaHIIUN CITUPTA STHIIOBOTO (3TaHOJIA)
00s13aHBI OCYIIECTBIISTH peaIN3alUIo (TIepeady B yCTAHOBICHHOM 3aKOHOIaTEIbCTBOM
Poccuiickoit @enepanuu nopsake) GpapmManeBTHIECKON CyOCTaHIIUHN CIIUPTA 3TUIIOBOTO
(3TaHOIa) MPOU3BOAUTENSM JIEKAPCTBEHHBIX CPEACTB JUIsl IPOM3BOCTBA JIEKAPCTBEHHBIX
CPEJIICTB, MPOU3BOIUTENSAM (M3TOTOBUTEIISIM ) METUITMHCKUX U3ICTTUHN IS IPOU3BOJICTBA
Y U3TOTOBJICHHS MEUIIMHCKUX U3JIEIHI B EMKOCTSIX 00heMOM He Oosee 1 mutpa u (uim)
He menee 1000 uTpoB, a opraHu3anysaM, yKa3aHHBIM B MYHKTax 3-5 yacTu § HACTOSIIEH
CTaTbU, B Tape 00beMoM He Oosee 1 nutpa.

(HacTp nonoaHuTensHO BKItoueHa ¢ 1 suBaps 2018 rona denepanbHbIM 3aKOHOM OT 29
utoiig 2017 rona Ne 278-D3; B peakiuu, BBEICHHOH B AeiicTBrue DeepaabHbIM
3aKoHOM OT 22 nekadps 2020 roga Ne 444-D3; B penakiiuu, BBEJIEHHOH B AeiicTBUE ¢ 29
nexadps 2020 roga enepanbabiM 3ak0HOM OT 27 nexadps 2019 roga No 481-D3. - Cwm.

MPEIBLIYIIIVIO DENAKITHIO)

10. Peanuzamus (mepenavya B yCTaHOBJIEHHOM 3aKOHOIaTEILCTBOM Poccuiickoi
Oenepanuu nopsiike) papmaleBTHUECKON CyOCTaHIIMK COUPTa ATUIIOBOTO (3TaHOIIA)
OpraHHu3aIUsaM ONTOBOW TOPrOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU HE JIOITYCKAETCsl.
(Yactp monomHuTENRHO BKIIOUeHA ¢ 29 nexadps 2020 roga denepaibHBIM 3aKOHOM OT
27 nexabpst 2019 roma Ne 481-D3)

11. ITepeBo3ku hapmarieBTUUECKON CyOCTaHIIMK CIIUPTA STUIIOBOTO (ITAHOJIA)
OCYIIIECTBJISIOTCS C COOMIOICHUEM TPEOOBAaHMM, YCTAHOBJICHHBIX a03aIleM YETBEPTHIM
IyHKTa 3 cTaTh 9 PenepanbHOro 3aKkoHa oT 22 Hosg0ps 1995 roga Ne 171-03 "O
rOCYAapCTBEHHOM PEryJIMPOBAHUH MPOU3BOJACTBA K 000POTa STHIIOBOIO CIINPTA,
AJIKOTOJILHOM M CIUPTOCOAEpIKALIEH NPOIAYKIIMU B 00 OrpaHUYESHUU TOTPEOICHUS
(pacuTHs) aJIKOrOJLHOM IPOAYKINAM".

(Yactp monomHuTENBHO BKIHOUeHA ¢ 29 nekabps 2020 roga DenepaibHBIM 3aKOHOM OT
27 nexabps 2019 roga Ne 481-D3)

Crartbs 46. MapkupoBKa JI€KapCTBEHHBIX CPE/ICTB

1. .]ICKapCTBCHHbIG nperaparsl, 3a UCKIIOYCHUCM JICKAPCTBCHHLIX IIPCIIapaToOB,
H3rOTOBJICHHBIX allTCYHBIMU OPraHu3aluiaMHi, BETCPUHAPHBIMU alITCYHBIMU
opranusalvsaMu, THAUBUAYAJIbHBIMU NPECAIIPUHUMATCIIAMA, UMCIOIIUMH JIMICH3UIO HA
(bapMaL[eBTI/I‘-ICCKYIO ACATCIIbHOCTD, NOJDKHEBI ITOCTYIIATh B o6pameHHe, CCJIN:

1) Ha UX MEepPBUYHON YIaKOBKE (33 UCKIIOUEHHEM NEPBUYHOM YITaKOBKH JIEKapCTBEHHBIX
PacTUTENBHBIX NPENapaToB) XOPOLIO YHTAEMBIM HIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHBI
HaMEHOBaHME JIEKAPCTBEHHOTO Ipenapara (MexX/yHapo HOE HENAaTeHTOBAHHOE, WU
IPYINIUPOBOYHOE, MM XMMHYECKOE, MITH TOPrOBOE€ HAUMEHOBaHME), HOMEp CEpHH, J1aTa



BBIYCKA (11 UMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX IIPENapaToB), CPOK T'OAHOCTH,
JI03UPOBKA UM KOHIEHTpaIusi, 00beM, aKTUBHOCTb B €IMHUIIAX ACUCTBUS UITU
KOJIMYECTBO J03;

(ITyskT B pemakmuu, BBeIEHHOM B neiicTBre ¢ 26 okTsi0ps 2010 roga DenepaibHbIM
3aKoHOM OT 11 okTsi0pst 2010 roga Ne 271-®D3; B pegakiivu, BBEJCHHOM B 1elicTBHE C 1
nrojig 2015 roga @enepanbHbIM 3aK0HOM OT 22 yiekadps 2014 roga Ne 429-P3. - Cwm.
IPEABLIYIYIO PENAKIINIO)

2) Ha UX BTOPUYHOU (IOTPEOUTENHCKOM) YITAKOBKE XOPOILIO YATAEMBIM HIpU(TOM Ha
PYCCKOM f3bIKE YKa3aHbl HAMMEHOBAHUE JIEKAPCTBEHHOTO IMpenapaTa (MeXAyHapoaHOe
HENaTEeHTOBAHHOE, UJIHM FPYNIMPOBOYHOE, MM XUMUYECKOE U TOPrOBOE HANMEHOBAHMUS),
HauMEHOBaHHE MTPOU3BOIUTEINS JIEKaPCTBEHHOTO Mpenapara, HOMep CepuH, JaTa
BBINTYCKA (11 UMMYHOOHOJIOTHYECKHUX JIEKApPCTBEHHBIX IIPENapaToB), HOMEP
PEruCTPaIIOHHOTO Y0CTOBEPEHHUS, CPOK TOJHOCTH, CTIOCO0 IPUMEHEHUS, 103UPOBKa
WM KOHILIEHTpalus, 00beM, aKTUBHOCTb B €IMHULIAX JEMCTBUS JINOO KOJIMYECTBO /103 B
yIaKoBKe, JIeKapCcTBEHHas (hopMa, YCIIOBUS OTIYCKa, YCIOBUS XPAaHEHUS,
MpenynpeauTeNbHbIe HaIUCH.

(ITynkt B penakuuu, BBeileHHOM B feiicTBue ¢ 26 okTsi0ps 2010 roga denepaibHbIM
3aKoHOM OT 11 okTsa0ps 2010 roma Ne 271-D3; B pegakiiuu, BBEJCHHOW B 1elicTBHE C 1
ntoist 2015 roma PenepanbHbIM 3aKk0HOM OT 22 nekadps 2014 roga Ne 429-P3. - Cwm.
OPEABLIYIIYIO PETAKIIHIO)

2. dapmarieBTHYECKHE CyOCTaHIIUM JTOJDKHBI TIOCTYNATh B 0OpallieHne, eCiIi Ha X
MEPBUYHOM YIAKOBKE XOPOIIIO YUTAEMBIM MIPU(TOM HA PYCCKOM SI3BIKE YKa3aHbI
HauMEHOBaHHUE (apMarieBTUUECKON CyOCcTaHIIUM (MEXTyHapOHOE HETTaTeHTOBAHHOE,
WJTU TPYMITUPOBOYHOE, UITM XUMHYECKOE ¥ TOPTOBOE HAMMEHOBAHH S ), HANMEHOBAHUE
MPOU3BOIUTENS (hapMaIleBTUUECKON CyOCTaHIIUM, HOMEP CEPUH U JIaTa U3TOTOBJICHMUS,
KOJIMYECTBO B YITAKOBKE U €TUHUIIBI H3MEPEHUS KOJIMYECTBA, CPOK TOTHOCTH U YCIIOBUS
XpaHCHHS.

(Yactp B penakuuu, BBeieHHOU B nericTBre ¢ 1 utoms 2015 roga denepanbHbIM 3aKOHOM
o1 22 nexadps 2014 roga Ne 429-P3. - CM. npeablIyLLYIO PEAAKIIHIO)

3. .HCKapCTBeHHI)Ie Cp€acTBa B KAYECTBE CBIBOPOTOK JOJIXKHBI IIOCTYIIaTh B 06paI_HeHI/IC C
YKa3aHHUEM JKHBOTHOI'O, U3 KPOBH, IIJIa3MbI KPOBH, OPraHOB U TKaHEH KOTOpPOI'0O OHH
IIOJIYYCHBI.

4. Ha BTopuuHyto (IIOTPEOUTENIBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJCTB, MOJYYEHHBIX
U3 KPOBH, IJIa3Mbl KPOBH, OPraHOB U TKaHEH 4el0BeKa, 10JDKHA HAHOCUTHCS HAIIHCh:
"Antutena k BUY-1, BUU-2, k Bupycy renatuta C ¥ IOBEpXHOCTHBIA aHTUIE€H BUpYyca
renatuta B orcyrcrByror".

5. Ha nmepBUYHYIO YIAaKOBKY U BTOPHUHYIO (MIOTPEOUTENBCKYIO) YITAKOBKY
panuodapmaneBTHYECKUX JIEKapCTBEHHBIX CPEACTB JOHKEH HAHOCUTHCS 3HAK
pasAralliOHHON OMIACHOCTH.



6. Ha BTOpn4HYyt0 (IOTPEOUTENBCKYIO) YITAKOBKY TOMEONIATUYECKHUX JIEKAPCTBEHHBIX
MpenaparoB JI0JKHA HAHOCUTBCS Hamuch: "['omeonaruueckuii".

7. Ha BTOpr4HYyIO (MOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTUTEIBHBIX
MpenapaToB JI0JDKHA HAHOCUTHCS Haanuch: "[IpoayKius nporuia paanaiioHHbINA
KOHTpOJIb".

8. Ha nepBuuHyt0 yrmakoBKY (€CJH JJIsl TOTO CYIIECTBYET TEXHUYECKAsi BOBMOXHOCTbh) U
BTOPUYHYIO (IOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX IIPENAapaToB,
MpeHa3HAYEHHBIX JUIsl KITMHUYECKUX UCCIIeI0BaHUH, T0JKHA HAHOCUTHCS HA/IITUCH!

" J171s KITMHAYECKUX UCCIIeI0BaHNM".

(HacTsb B pegakiuu, BBeieHHOI B neiicTBue ¢ 1 uronst 2015 rona PenepalibHbIM 3aKOHOM
ot 22 nekabps 2014 roga Ne 429-03. - CM. IPEAbIAYIYIO PEAAKIIUIO)

9. YnakoBKa JI€KapCTBEHHBIX CPEJICTB, MPEIHA3HAUEHHbBIX UCKIIOYUTEIBHO JUIS
AKCIOPTa, MAPKUPYETCS B COOTBETCTBUU C TPEOOBAHUSMU CTPAHBI-UMIIOPTEPA.

10. Ha TpancnopTHYt0 Tapy, KOTOpasi He pelHa3HaueHa Ui OTpeOuTeNel U B KOTOPYIO
MTOMEILIEHO JIEKAPCTBEHHOE CPEJICTBO, JOJLKHA HAHOCUThCS MH(OpMaLus o
HauMEHOBaHUH, CEPUU JIEKAPCTBEHHOTO CPEJICTBA, JaTe BBITyCKa, KOJUYECTBE
BTOPUYHBIX (MOTPEOUTENHCKUX) YIIAKOBOK JIEKAPCTBEHHOTO CPEICTBA, TPOU3BOIUTEIE
JIEKapCTBEHHOI'O CPEJICTBA C YKa3aHUEM HauMEHOBAaHMS U MECTOHAXO0KIEHUS
MIPOM3BOIUTEINS JIGKAPCTBEHHOTO CPEICTBA (aapec, B TOM YHCIIe CTpaHa U (M) MECTO
IIPOU3BO/ICTBA JIEKAPCTBEHHOI'O CPEACTBA), & TAKKE O CPOKE FOJHOCTH JIEKAPCTBEHHOTO
CpeAcTBa M 00 YCIOBMSIX €0 XpaHEHUs M EPEBO3KU, HEOOXOJUMBbIE
IpeaynpeuTeIbHbIC HAAMUCH U MAaHUIYJIATOPHBIE 3HAKH.

11. Ha mepBuuHYIO yITaKOBKY U BTOPUYHYIO (TOTPEOUTENBCKYIO) YITAKOBKY
JIEKapCTBEHHBIX CPEJICTB Ul BETEPUHAPHOTO MPUMEHEHUS J0JKHA HAHOCUTHCS HAATUCH!
"I BETEpUHAPHOTO MPUMEHEHUS "

12. Ha BTOpHuHYyIO (MOTPEOUTENBCKYIO) YIIAKOBKY JIEKaPCTBEHHOTO Mpenapara
HAHOCHUTCS IITPUXOBOM KOJI.

I'maBa 9. BBo3 nekapctBeHHBIX cpeacTB B Poccuiickyro denepanuio u BEIBO3
JICKapCTBEHHBIX cpeACTB U3 Poccuiickoit deneparuu

HaumeHnoBaHnue riaBbl B pelakiiny, BBeJAeHHOM B fielicTBue ¢ 7 ssuBaps 2012 rona
denepanbHbIM 3aK0HOM OT 6 siekadps 2011 roga Ne 409-P3. - CM. OpeAbLIYILYIO

PEAAKIIMIO

Cratbs 47. Ilopsiiok BBO3a JIeKapCTBEHHBIX cpeAcTB B Poccuiickyto denepaiuio u
BBIBO3a JIEKAPCTBEHHBIX cpeACTB U3 Poccuiickon denepaunu



HaumenoBanue B pefakiuu, BBeieHHOM B nieiicTBue ¢ 7 stHBapsa 2012 roga
denepanbHbIM 3aK0HOM OT 6 siekadpst 2011 roga Ne 409-P3. - CM. OpeabLAyIIYIO

PCAAKIIMIO

1. BBo3 nekapcTBeHHBIX cpeAcTB B Poccuiickyro deneparinio ocymecTBisiercs B
nopske, ycranoBiaeHHoM [IpaButensctBom Poccuiickoin denepanniv, B COOTBETCTBUU C
TaMOXEHHBIM 3aKOHOJIaTEIHCTBOM TaMokeHHOTO coto3a B pamkax EBpA3DC (nanee -
TamosxeHHBIN cO103) U (WIH) 3aKOHOAaTeIbLCcTBOM Poccuiickoit deneparu o
TaMO>KEHHOM JIeJI€.

(Yactp B penakuuu, BBeIeHHOU B nieficTBre ¢ 7 ssHBaps 2012 roga denepaibHbIM
3aKkOHOM 0T 6 nekadpst 2011 roga Ne 409-®3. - CM. IpeAbIAYIIYIO PEAAKIIUIO)

2. Bro3umsie B Poccuiickyro @enepanuio JeKapCTBEHHbBIE CPEACTBA JIOJKHBI
COJIEPXKAThCS B TOCYIAPCTBEHHOM PEECTPE JEKAPCTBEHHBIX CPEJICTB.

(Yactp B penakuuu, BBeIeHHOU B nieficTBre ¢ 7 ssHBaps 2012 roga denepaibHbIM
3aKoHOM OT 6 siekabps 2011 romga Ne 409-D3; B penakiinu, BBEIEHHOHN B AeiicTBUE ¢ 28
nexadps 2019 roga denepanbabiM 3ak0oHOM OT 27 nexadps 2019 roga Ne 462-D3. - Cwm.
IPEIBLIYINYIO PEAAKITHIO)

3. Jomyckaercs BBo3 B Poccuiickyro @enepannio KOHKPETHON TapTUH
3apEeTUCTPUPOBAHHBIX U (UJTH) HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
MpeAHa3HaYEHHBIX ISl TIPOBEICHUS KIIMHUYECKUX UCCIIEOBAHNN JIEKaPCTBEHHBIX
MpenapaToB, MPOBEJACHUS IKCIIEPTU3HI JICKAPCTBEHHBIX CPEICTB JJIsl OCYIIECTBICHUS
rOCYJIapCTBEHHOM PETUCTPAINH JICKAPCTBEHHBIX MTPEMapaToB WU I OKa3aHUs
MEJIUIIMHCKOM TIOMOIITH TI0 KU3HCHHBIM MTOKa3aHUsIM KOHKPETHOTO MaIMeHTa Ha
OCHOBAHHWU Pa3pEIICHHUs], BBIJAHHOTO YITOJTHOMOYEHHBIM (eZiepaTbHbIM OpraHOM
WCTIOJTHUTEIHHON BJIACTH IO 3asBJICHUSIM JIWII, YKA3aHHBIX B CTaThe 48 HACTOSAIIETO
denepanbHOrO 3aK0HA. PaccMOTpeHHE TaKoro 3asBIICHUS U IPUHATHE PEIICHUS O
BBIJIa4€ pa3pelieHUs Ha BBO3 KOHKPETHOM MapTUH 3apETrUCTPUPOBAHHBIX U (HJIH)
HE3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB, NMPEAHA3HAUYECHHBIX JIsI IPOBEICHUS
KJIIMHAYECKUX UCCIIE0BaHUH JICKaPCTBEHHBIX MTPENapaToB, MPOBEICHUS KCTICPTU3BI
JIEKAPCTBEHHBIX CPEJICTB ISl OCYIIECTBICHUS TOCYAAPCTBEHHON PErUCTpaIH
JIEKApCTBEHHBIX MPEMApaTOB WM JIJIs OKa3aHUS MEAUIIMHCKON MTOMOIIHN IO )KU3HEHHBIM
MOKa3aHUsAM KOHKPETHOTO MaryeHTa 0o 00 0TKa3e B BbIJIaUe YKa3aHHOTO pa3peIIcHus
MIPOU3BOJIATCS B CPOK, HE MpeEBbIIAIONIUN msITH pabounx aHei. [1nara 3a Beinagy
yKa3aHHOTO Pa3pelIeHUs He B3UMAETCH.

(YacTp B penakuuu, BBeIeHHOU B nericTBre ¢ 7 ssHBaps 2012 roga depepanbHbIM
3aK0HOM 0T 6 nekadOps 2011 roga Ne 409-D3. - CM. HpeablAyLIYIO PEAAKIIHIO)

3.1. lonyckaetcst BBO3 B Poccuiickyro denepanuto KOHKPETHOM MapTuu
HE3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENAPATOB, COAECPKALUX HAPKOTUUECKUE
CPEACTBA WJIM IICUXOTPOITHbIE BEIIECTBA, B MOPAJIKE, YCTaHOBIEHHOM [IpaBuTenscTBomM
Poccuiickoit deneparuu, Uit OKa3aHuss MEAULUMHCKON ITOMOIIM 110 )KU3HEHHBIM
MOKa3aHUsAM KOHKPETHOI'O NAlMEHTa WM IPYIIbI NAUEHTOB B CIIy4ae, €CIIM UMEETCs
pelieHre BpaueOHOM KOMUCCHHU METUITMHCKOM opraHu3aiuu o HeddHEeKTUBHOCTH WU
HEBO3MOYKHOCTH IPUMEHEHHS Y KOHKPETHOT'O NALMEHTa UHBIX 3aPETUCTPUPOBAHHBIX
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JIEKapCTBEHHBIX IIPENApaTOB, B TOM YUCIIE COAEPKALIUX IPYTHE NENCTBYIOLINE
BELIECTBA, U O HEOOXOIMMOCTH BBO3a OIIPEJIEIIEHHOTO HE3aPETUCTPUPOBAHHOTO
JIEKapCTBEHHOTI'O IIpenapaTa ¢ yKa3aHUEM €r0 MEKIyHapOJHOIO HEMaTEHTOBAHHOTO (MJIU
XUMUYECKOTO, HITH TPYIMITUPOBOYHOT0) HAUMEHOBAHUS, (DOPMBI BBIITYCKA U KOJINYECTBA.
[lepedens 3a00eBaHMil M COCTOSIHUN M COOTBETCTBYIOIIUX JICKAPCTBEHHBIX MPEMApaToB,
COJIeprKaluX HAPKOTUYECKUE CPECTBA U IICUXOTPOITHBIE BELIECTBA, B LIETSAX
OCYILIECTBJIEHUS UX BBO3a B COOTBETCTBUU C TPEOOBAHUSAMHU HACTOSALICH YyacTH
YTBEPKIAETCS YIIOJTHOMOYEHHBIM (e/iepalibHbIM OPTaHOM HCIIOTHUTEIbHON BIACTH.
(HacTp nononHuTensHO BKiItoueHa ¢ 1 mapra 2020 roga denepanbHbIM 3aKOHOM OT 27
nekadps 2019 roga No 475-03, mpumensercs 1o 31 nexadpst 2023 roma)

4. B Poccuiickyro deneparirio MOXKHO BBO3HUTD JIEKAPCTBEHHBIE CPEACTBA, KAYECTBO
KOTOPBIX MOJATBEPKIEHO CEPTUPHUKATOM MTPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB,
YIOCTOBEPSIOIIUM COOTBETCTBUE BBO3UMBIX JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM
(hapMakonenHbIX cTaTel MO0 B Cllydyae UX OTCYTCTBUSI HOPMATUBHOW JOKYMEHTAIMH
WJIM HOPMATHBHOTO JIOKYMEHTA.

(Yactp B penakuuu, BBeACHHOU B nericTBue ¢ 7 ssuBaps 2012 roga denepanbHbIM
3akOHOM 0T 6 gekadpst 2011 roga Ne 409-®3. - CM. IpeabIAYIIYIO PEAAKIIUIO)

5. 3anpemaercs BBo3 B Poccuiickyto @enepanuio hanbcuPUIIMPOBaHHBIX
JIEKApCTBEHHBIX CPEJICTB, HETOOPOKAYECTBEHHBIX JIGKAPCTBEHHBIX CPEJICTB,
KOHTpa(aKTHBIX JTEKAPCTBEHHBIX CPEJICTB.

(Yactp B penakuuu, BBeIeHHOU B nericTBre ¢ 7 ssHBaps 2012 roga denepanbHbIM
3akoHOM 0T 6 nekadpst 2011 roma Ne 409-P3. - CM. IpEABLAYIIYIO PEIAKIINIO)

6. ®anbcudupoBaHHbIC JEKAPCTBEHHBIE CPEICTBA, HEIOOPOKAUYCCTBEHHBIC
JIEKapCTBEHHBIE CPEACTBA MOIEKAT U3BATHUIO U TIOCIEAYIOIIEMY YHHUTOKECHUIO WA
BBIBO3Y U3 Poccuiickoit deneparuu, koHTpadaKkTHBIE JTEKaPCTBEHHBIE CPECTBA -
U3BATHUIO U MTOCTEAYIONIEMY YHUUTOXKEHUIO. Y HUUTOKEHUE UK BBIBO3 M3 Poccuiickoi
Oenepanun GarbcUPUITIPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HETOOPOKAUYECTBEHHBIX
JIEKApCTBEHHBIX CPEJICTB, KOHTPa()aKTHBIX JICKAPCTBEHHBIX CPEJCTB OCYIIECTBIISAETCS 3a
CYET JIMIIA, OCYILIECTBUBIIETO UX BBO3. [IOpSAI0K YHUUTOKEHUS U3BITHIX
(hanbcuUIIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB, HETOOPOKAYECTBEHHBIX
JIEKAPCTBEHHBIX CPEJICTB, KOHTPA()aKTHBIX JICKAPCTBEHHBIX CPEJCTB YCTAHABIMBACTCS
[IpaBuTenscTBOM Poccuiickoit denepanuu.

(YacTp B penakuuu, BBeIeHHOU B niericTBre ¢ 7 ssHBaps 2012 romga depepanbHbIM
3aK0HOM 0T 6 ekadOps 2011 roga Ne 409-D3. - CM. NpeablAyLIYIO PEAAKIIHIO)

7. Jluua, ocymectistonue BBo3 B Poccuiickyio @enepanuio hanbCuPUIIMPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTB, HEIOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C
TaMOYKEHHBIM 3aKOHOIaTEIHLCTBOM TaMOKEHHOTO CO103a M (HMJTH) 3aKOHOAaTEeIbCTBOM
Poccuiickoit denepanuy 0 TaMOKEHHOM JIETIE.

(YacTp B penakium, BBeieHHOM B neiicTBue ¢ 7 ssHBaps 2012 roga @enepalbHbIM
3aK0HOM 0T 6 ekadOps 2011 roga Ne 409-D3. - CM. HpeablayLIyIO PEAAKIIHIO)




8. BpIBO3 J1IeKapCTBEHHBIX cpelcTB U3 Poccuiickoit denepannu ocymiecTBisercs 6e3
MIPUMEHEHHUS OTPAHUYCHUN, YCTAHOBJICHHBIX TAMOXXEHHBIM 3aKOHOIATEIILCTBOM
TamosxkeHHOTro cOor03a U (M) 3aKoHO1aTeabCcTBOM Poccutickoit denepannn o
roCyJapCTBEHHOM PEryJIUPOBAHUU BHEIIHETOPrOBOH JIEATEIHHOCTH.

(HacTp B penaxiuu, BBeieHHOM B neiicTBue ¢ 7 siuBaps 2012 roga PenepajibHbIM
3aKoHOM OT 6 siekadbps 2011 roma Ne 409-D3; B penakiinu, BBEJICHHOH B JICHCTBUE
denepanbHbIM 3aKOHOM OT 25 HOs10pst 2013 roga Ne 317-D3; B penakiiuu, BBEICHHOH B
nericteue ¢ 1 urons 2015 roga @enepanbHbiM 3akoHOM OT 22 jexadps 2014 romga Ne 429-
@3. - CM. OpeapLayIIYIO PEJAKLINIO)

9. BBoj B rpakiaHCKUi 000pOT JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO
MIPUMEHEHHUsI, BBE3CHHBIX B Poccuiickyto deepaiinio, OCyIIeCTBISETCS ¢ COOII0IEHUEM
TpeOOBaHUM, YCTAaHOBIIEHHBIX cTaThel 52.1 HacTosmero PenepaibHOTO 3aKOHA.

(HacTb nonoaHUTENBHO BKIIOUeHa ¢ 29 Hos0psa 2019 roga PenepalbHbIM 3aKOHOM OT 28

H0s10ps 2018 roma No 449-D3)

Cratbs 48. IOpuandeckue nuia, KOTOPbIM pa3pelieH BBO3 JIEKAPCTBEHHBIX CPEJICTB B
Poccniickyro @enepannro

HaunmeHnoBanue B penakuuu, BBEJEHHOMW B aeiicTBue ¢ 7 suBaps 2012 roma
denepanbHbIM 3aK0HOM OT 6 nekadps 2011 roga Ne 409-@3. - CM. mpeAbLIyITYIO

PEAAKIINIO

JlekapctBeHHbie cpenctBa B Pocculickyro denepalinio MOTyT BBO3UTh:
(AG3ar B penakiuu, BBeIeHHOU B niericTBue ¢ 7 staBaps 2012 romga depepanbHbIM
3ak0HOM 0T 6 nekabps 2011 roga Ne 409-P3. - CM. HpeabIAYIIYIO PEAAKIIUIO)

1) mpou3BOIUTEH JIEKAPCTBEHHBIX CPEJICTB IS 1IeJIei COOCTBEHHOTO MPOU3BO/ICTBA
JIEKApCTBEHHBIX CPEJICTB;

2) UHOCTpaHHbIE Pa3pabOTUNKU JIEKAPCTBEHHBIX CPEJICTB U MHOCTPAHHBIE
MIPOU3BOIMTENHN JEKAPCTBEHHBIX CPEJCTB WIH APYTHUE IOPUANYECKUE JIUIIA TIO
MOPYUYEHUIO Pa3pabOTUMKa JIEKAPCTBEHHOI'O CPEJCTBA ISl IPOBEACHUS KIIMHUYECKUX
UCCIIeIOBAaHUH JIEKapCTBEHHOTO MpernapaTa, OCYIIeCTBICHUS TOCYIapCTBEHHON
perucTpaluy JeKapcTBEHHOTO Iperapara, BKIoueHUs papMalieBTUYECKON CyOCTaHIINH
B FOCY/IaPCTBEHHBIN PEecTp JIEKAPCTBEHHBIX CPEICTB, KOHTPOJIS KayecTBa
JIEKapCTBEHHBIX CPEJICTB MPH HATMYHUU Pa3pelIeHus YIIOJTHOMOYEHHOTO (heepaibHOro
OpraHa HCIOJIHUTEIBHOMN BIACTH HA BBO3 KOHKPETHOM MApTHH JIEKAPCTBEHHBIX CPEJICTB;

3) OpraHu3anvn ONTOBOM TOPTOBJIN JICKAPCTBCHHBIMU CPCIACTBAMU,

4) HAaYYHO-HCCICA0BATCIIbCKUC OPraHn3aluu, O6pa3OBaTeHLHLIe OpraHnu3ali BBICHICTO
O6paSOBaHI/IH, MPOU3BOJAUTCIIN JICKAPCTBCHHBIX CPCACTB IJIA pa3pa60TKH, HCCHCHOB&HHﬁ,
KOHTPOJIA 6C3OHaCHOCTI/I, Ka4ycCTBa, 3(1)(1)6KTI/IBHOCTI/I JICKApCTBCHHBIX CPEACTB IIpU
HaJIMYHUU pa3pCHICHUS YIIOJTHOMOYCHHOTO (bez[epanLHoro opraHa HUCIIOJIHUTEIbHOM
BJIaCTH,
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(ITyakT B penakuuu, BBeIeHHOM B neiictBue ¢ 1 cenTsiops 2013 roma PenepaibHbIM
3akoHOM 0T 2 utojast 2013 rosa Ne 185-D3. - CM. OpEeAbLIYIIYIO PEIAKIIUIO)

5) MEIMIIMHCKUE OpraHU3allNK, UHBIE YKa3aHHbIE B YHKTaX |-4 HACTOSIIEH CTaThu
OpraHM3aluy JUIsl OKa3aHUsl MEIUUHCKOMN MOMOIIM IO KU3HEHHBIM NOKa3aHUSAM
KOHKPETHOTO MallMeHTa MPU HAJIMYUK pa3pelleHusl YIOJIHOMOUYEHHOTO (heaepaabHOro
OpraHa HUCIIOJIHUTEJILHOM BJIACTU HA BBO3 KOHKPETHOM MAapTHH JIEKAPCTBEHHOTO
npernapara, BEIaHHOTO B YCTAHOBJICHHOM TOPSAKE B (hOpMeE SIEKTPOHHOTO JJOKYMEHTA,
MOIMTMCAHHOTO YCUJICHHOM KBaJTM(UIIMPOBAHHON SJICKTPOHHOH MOAMUCHIO.

(ITynkt B pemakuuu, BBeieHHOM B neiictBue denepanbHblM 3aKkoHOM 0T 12 mapra 2014

roja Ne 33-@3. - CM. npeasLIyIIyIO PELAKIIIO)

6) rocyapCTBEHHbIE YHUTAPHbIE MPEANPUATHUS, UMYIIECTBO KOTOPBIX HAXOUTCS B
dbenepanbHOU cOOCTBEHHOCTH, onpeaensembie [IpaBurenscTBoM Poccuiickoit
®epnepannn, B yactu BBo3a B Pocculickyro denepanuro He3aperuCTpUPOBaAHHBIX
JIEKapCTBEHHBIX MIPENapaToB, COAEPKAIIUX HAPKOTUUECKUE CPEICTBA WU
MICUXOTPOIHBIE BEIIECTBA, JUIsl OKa3aHUsI METUIIMHCKOM MOMOIIH 10 KU3HEHHBIM
MMOKa3aHMUSIM KOHKPETHOTO MallMeHTa UM TPYIIIbI MAIMEHTOB B COOTBETCTBUHU C YACThIO
3.1 crarbm 47 Hactosmiero denepanbHOTo 3aKOHA.

(ITynkt nononHuTtensHO BKItoueH ¢ 1 mapra 2020 roga ®enepaibHbIM 3aKOHOM OT 27
nexabps 2019 roga Ne 475-®3, npumensiercs 1o 31 nexabps 2023 rona)

Cratba 49. JIokyMeHTBI, IPEACTABIIIEMbIE B TAMOXKEHHbBIE Opranbl Poccuiickoit
®denepanuu Ipyu BBO3E JIEKAPCTBEHHBIX cpelicTB B Poccuiickyro @enepanuio

HaumeHnoBanue B penakiuu, BBEEHHOU B aeiicTBue ¢ 7 suBaps 2012 roma
denepanbHbIM 3aK0HOM OT 6 fekadps 2011 roga Ne 409-P3. - CM. OpeAbIIyIIYIO

PEAAKIINIO

1. ITpu BBO3€ JeKapCcTBEHHBIX CPeACTB B Poccuiickyro denepannio B TaMOKEHHbIE
opranbl Poccuiickoit deneparuu Hapsaay ¢ JOKyMEHTaMU, IIPEICTABICHUE KOTOPBIX
MPEAYCMOTPEHO TAMOYKEHHBIM 3aKOHOIATEILCTBOM TaMOKEHHOTO COt03a U (HJIH)
3aKOHO1aTeNbCTBOM Poccuiickoit denepamnui 0 TaMOKEHHOM JIeJe, MPEICTaBIISIOTCS
CJIeIYIOIINE JOKYMECHTHI:

(AG3ar B pegakiuu, BBeJIeHHOU B nerictBue ¢ 7 ssaBaps 2012 roga depepanbHbIM
3aK0HOM 0T 6 ekadps 2011 roga Ne 409-D3. - CM. HpeablAyLLYIO PEAAKIIHIO)

1) ceprudukar npou3BOIUTENS JIEKAPCTBEHHOTO CPECTBA, YAOCTOBEPSIOIMINI
COOTBETCTBHE BBO3UMOTO JIEKAPCTBEHHOTO CPEJICTBA TpeOOBaHMIM (papMaKoneHHON
CTaThH NUOO0 B CIIydae €€ OTCYTCTBUSA HOPMATUBHOM TOKyMEHTAIIUU MIJIM HOPMATHBHOTO
JOKYMEHTA;

2) pa3pelieHue yoJIHOMOYEHHOTO (pefiepaibHOro OpraHa UCTIOJHUTENbHON BIACTH Ha
BBO3 KOHKPETHOM MMapTUH JIEKAPCTBEHHOT'O CPEJCTBA B CIy4asiX, yCTAHOBJICHHBIX YaCTbIO
3 crarbu 47 Hactosuero PenepaibHOro 3aKOHa.




2. JlokyMeHTBI, YKa3aHHbIC B IyHKTax | U 2 yactu | HACTOsIIEH CTaThH,
IIPEJICTABIISIIOTCS B TaMOXEHHbIE opranbl Poccuiickoit denepannu npu npuObITUH
JIEKapCTBEHHBIX CpelcTB B Poccuiickyro denepanuro.

(Yactp B penakuuu, BBeIeHHOU B nieiicTBre ¢ 7 ssHBaps 2012 roga denepaibHbIM
3akOHOM 0T 6 nekadpst 2011 roga Ne 409-®3. - CM. IpeAbIAYIIYIO PEAAKIIUIO)

Cratbs 50. BBo3 nekapcTBeHHBIX npenapatoB B Poccuiickyro denepanuio J11st TUIHOTO
KCMOJIb30BAHMS U MHBIX HEKOMMEPUYECKUX LEJIEH, a TAKXKE ISl UCIIOJIb30BaHUs Ha
TEPPUTOPUU MEKITYHAPOIHOTO MEIUIIMHCKOTO KJIacTepa

HaumenoBanue B peaakiiuu, BBeieHHOM B neiictBue ¢ 7 stHBapsa 2012 roga
denepanbHbIM 3aK0HOM OT 6 nekadps 2011 roga Ne 409-D3; B peakiiiu, BBEACHHON B
nericteue ¢ 30 urous 2015 roga PenepanbabiM 3ak0HOM OT 29 mroas 2015 roma Ne 160-

P3. - CM. OpeaplAVIIYIO PEAAKIIMIO

1. JlekapcTBeHHbIE MpenapaTbl MOTYT ObITH BBe3eHBI B Poccuiickyro denepanuio 6e3
ydeTta TpeOOBaHHM, MPETYCMOTPEHHBIX YacTsIMu 1-4 ctathu 47, craThsaimu 48 u 49
Hacrosuero deepanbHOro 3aK0Ha, €CJIM OHU MTPEAHA3HAYCHBI J1JI4:

(AG3ar B penakiuu, BBeJIeHHOU B nieiicTBue ¢ 7 staBaps 2012 romga denepanbHbIM
3akoHOM OT 6 nexabpst 2011 roma Ne 409-P3. - CM. OPEABLAYIIYIO PEIAKIINIO)

1) IM4HOrO MCTIONB30BaHUS PU3NUECKUMHU JTUI[aMU, TPUOBIBIIMMHU B Poccuiickyro
®enepanuto. [Ipu s3ToM BBo3 B Poccuiickyro denepanuio JeKapCTBEHHBIX TPenapaToB,
CoJIepKalliuX CUIIbHOJEHCTBYIOMINE U (MIIN) SOBUTHIE BELIECTBA, BKIIOUEHHBIE
COOTBETCTBEHHO B CITMCOK CUJIbHOJICHCTBYIOIIUX BEIIECTB ISl LIEJIei yroJIOBHOTO
3akoHo arenbeTBa Poccuiickoit denepanniy U B CIMCOK SI0BUTHIX BEUIECTB 1A L€
YTOJIOBHOTO 3aKOHOJaTenbcTBa Poccuiickoi denepannn, yTBEpKIACHHbIE
[IpaBuTenscTBOM Poccuiickoit @enepanun, OCYIIECTBISETCS IPU HATUYUH IOKYMEHTOB
(3aBepeHHBIX KOMUN JOKYMEHTOB UJIM 3aBEPEHHBIX BBIMHCOK U3 HUX), OATBEPKIAIOLIUX
HazHaYeHHe PU3NYECKOMY JIUIY YKa3aHHBIX JIEKapCTBEHHBIX MPENapaToB (3a
UCKITIOYEHHEM JIEKapCTBEHHBIX MPENapaToB, 3aperucTpUpOBaHHbIX B Poccuiickoit
denepanun u oTIycKaeMbIX B Poccuiickoit deneparuu 6e3 perenTa Ha JIeKapCTBEHHBIN
npenapat). [loaTBeprkaroiue JOKyMEHTHI (MX 3aBEpEHHbIC KOTIMH UJTH 3aBEPEHHbBIE
BBINTUCKU U3 HUX) JOJDKHBI COAEPKATh CBEJICHUS O HAMMEHOBAHUU U KOJIMYECTBE
HA3HAYEHHOTO JIEKapCTBEHHOTO Mpernapara. B ciydae, eciu nmoaATBep K 1aronine
JOKYMEHTHI (MX 3aBEPEHHbIC KOIUU WM 3aBePEHHbIC BHIMICKU U3 HUX) COCTaBJICHbBI Ha
MHOCTPaHHOM $I3bIKE, K HUM IPUJIaraeTcsi HOTapuallbHO 3aBEPEHHBIN MepeBOI Ha
PYCCKUH SA3BIK;

(ITynkt B penakuuu, BBeieHHOM B feiictBue ¢ 13 utons 2016 roga @enepalibHbIM
3ak0HOM OT 2 uioHsA 2016 roga Ne 163-D3. - CM. OpeAbIAYIIYIO PEAAKIIUIO)

2) UCTOJIb30BaHUS PAOOTHUKAMU TUTIIIOMAaTHYECKOT0 KOPIyca WK MPEICTAaBUTENSIMH
MEXKIYHApOAHBIX OpraHu3alni, akKKpeauToBaHHbIX B Poccuiickon denepaunu;

3) nedyeHus nacca)XMpoB U YJICHOB SKHUIAXeH TPaHCIIOPTHBIX CPEACTB, MOE3THBIX OpUraj
U BOJUTENEH TPaHCHIOPTHBIX CPeICTB, MpUObIBIINX B Poccuiickyro Penepanutio;
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(ITynkT B penakiuu, BBeieHHOMU B neiicTBue ¢ 7 stuBaps 2012 roga denepaibHbiM
3akoHOM 0T 6 nekadpst 2011 roga Ne 409-D3. - CM. IPEAbLIYIYIO PEIAKIINIO)

4) nedyeHns y4aCTHUKOB MEXYHAPOIHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPONIPUATUI U
Y4aCTHUKOB MEKIyHAPOAHBIX SKCIIEIULINN;

5) neueHuss KOHKPETHBIX KUBOTHBIX B 30011apKax, 300Ca/1ax, LIUPKax, OKeaHapuymax,
nenb(UHAPHX, JICICHUS TUKUAX KUBOTHBIX, TOCTOSTHHO MJIM BPEMEHHO HACEIISIOMINX
Tepputoputo Poccuiickoit @enepanuu, HAXOAAMUXCS B COCTOSIHUN €CTECTBEHHOM
cBO0OOBI M MPUHAAISKAIIUX K BUAaM, 3aHeceHHbIM B KpacHyro kuury Poccuiickoit
®denepanuu 1 (UIK) KpacHbIe KHUTH cyOBeKkTOB Poccuiickoit denepanuu, a Takxke
YKUBOTHBIX, BBO3UMBIX B Poccuiickyro deneparuto 715 yyacTusi B CHIOPTUBHBIX U
3PETUITHBIX MEPOTIPUATHSIX;

(ITynkT B penakiuu, BBeIeHHOM B neiicTBue ¢ 7 stuBaps 2012 roga denepaibHbIM
3aKoHOM OT 6 yekadbps 2011 rona Ne 409-D3; B penakiinu, BBeIEHHOH B feiicTBUe ¢ 13
asrycta 2019 roga @enepanbHbiM 3akoHOM OT 2 aBrycta 2019 roga Ne 297-@3. - Cwm.
IPEIBLIYINYIO PEAAKITHIO)

6) UCIIOJIb30BAHUS HA TEPPUTOPUN MEXKTYHAPOIHOTO MEIULIMHCKOTO KJIacTepa.
(ITynkt gononuurtensHo BkItoueH ¢ 30 urons 2015 rona PepepalibHBIM 3aKOHOM OT 29
utonst 2015 roga Ne 160-D3)

2. B ciydasx, npe1yCMOTPEHHBIX YacThl0 | HACTOAIIEH CTaTbU, TOMYCKAETCS BBO3 B
Poccuiickyro @enepanuio JeKapCTBEHHBIX MpenapaToB, HE 3aPETUCTPUPOBAHHBIX B
Poccuiickoit @eneparuu.

(YacTp B penakuuu, BBeIeHHOU B nericTBre ¢ 7 ssHBaps 2012 roga denepanbHbIM
3akoHOM OT 6 nekabpst 2011 roma Ne 409-P3. - CM. IPEABLAYIIYIO PEIAKIINIO)

3. JlekapcTBeHHBIC MTpenapaThl, IpeaHa3HAYCHHBIC ISl TYMaHUTAPHON TTOMOIITH
(comelicTBUS) MJIM TIOMOIIY TTPH YPE3BBIUAMHBIX CUTYAIUAX, BBO3ATCS B Poccuiickyto
®denepanuio B nopsajake, ycranoriaeHHoM [IpaBurensctBom Poccuiickoit @enepanum.
3anpemaercs BB0o3 B Poccuiickyro denepalinio He3aperucTpUPOBaHHBIX JIEKAPCTBEHHBIX
MpenaparoB, MpeHa3HAYCHHBIX IS TYMaHUTAPHON TOMOIITH (COASHCTBUS ) MU TIOMOIITH
MIPU YPE3BBIYANHBIX CUTYAIUX.

(YacTp B penakuuu, BBeIeHHOU B niericTBre ¢ 7 ssHBaps 2012 roga depepanbHbIM
3aK0HOM 0T 6 ekadps 2011 roga Ne 409-D3. - CM. NpeablAyLIYIO PEAAKIIHIO)

Cratps 51. CoTpyaauuecTBo (hefepaibHOrO OpraHa UCHOJHUTENBHOM BIIACTH,
YIIOJTHOMOYEHHOTO B 00JIACTH TAMOXXEHHOTO JIea, U IPYTUX YIOJTHOMOYEHHBIX
(enepanbHBIX OPraHOB UCIIOTHUTEIHHON BIACTH

1. YmonaoModeHHbBIE (benepaanHe OpraHbl HCIIOJIHUTEIILHOM BIACTH MpeaAOCTABJIAOT B
pacropsi’KE€HUue (bCI[CpEUIBHOFO opraHa HCIIOJIHUTEIbHOMN BJIaCTH, YIIOJITHOMOYCHHOT'O B
00JIaCTH TaMOKEHHOTO JAcia, TOCYJIAPCTBEHHBIA peecTp JEKAPCTBEHHBIX CPENICTB, a
TaKXC HH(bOpMaI_IHIO O BBIIAHHBIX pa3pCUICHUAX Ha BBO3 KOHerTHOﬁ napTumn
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JIEKAPCTBEHHBIX CPEJICTB B CIIydasiX, YCTAHOBJICHHBIX YacTblO 3 cTaTbl 47 HACTOSIIIETO
denepanbHOro 3aK0Ha.

2. denepanbHBIM OPraH UCIIOTHUTEIBHON BJIACTH, YITOJTHOMOYEHHBIN B 00JIaCTH
TaMO>XEHHOT0 Jie1a, UH(OpMUpYyeT yKa3aHHbIE B YaCTH | HacToAIIeH cTaTbu
YIOJHOMOYEHHbIE (e/iepalIbHbIE OPraHbl UCIIOJHUTEIBHON BIACTH O BBO3€
JIEKapCTBEHHBIX CPeICTB B Poccuiickyro denepannio U BEIBO3€ JIEKAPCTBEHHBIX CPEACTB
u3 Poccuiickoit @eneparuu mo Gpopme U B MOPSIKE, KOTOPHIE YCTAHOBIICHBI
[IpaBurensctBoM Poccniickoit denepanuu.

(Yactp B penakuuu, BBeIeHHOU B nieficTBre ¢ 7 ssHBaps 2012 roga denepaibHbIM
3aKkOHOM 0T 6 nekadpst 2011 roga Ne 409-®3. - CM. IpeAbIAYIIYIO PEAAKIIUIO)

I'naBa 10. ®apmarieBTH4ECKast AESITEIHHOCTD
Cratbs 52. OcymiectBienue (papManeBTHIECKOHN IeATeTbHOCTH

1. ®apmanieBTHYECKAs ACSITEIBHOCTD OCYIIECTBIISCTCS OPraHU3aIMSIMH OTITOBOM
TOPTOBJIN JICKAPCTBEHHBIMHU CPEICTBAMHU, AlITEUHBIMU OpraHU3AIMSIMHU, BETEPUHAPHBIMU
anTEeYHBIMHU OPTAHU3AIMSIMH, WHIUBUIYATBHBIMH MPETPUHUMATEIIMA, UMEIOIIUMHA
JUTICH3UI0 Ha (DapMalleBTHYECKYIO IEATETIbHOCTD, MEIUITMHCKIUMU OpraHU3alisIMH,
MMEIOIINMHU JIMIICH3UI0 Ha (PapMalieBTHIECKYIO ACSITEIHHOCTD, U UX 000COO0TICHHBIMHU
opa3AeieHusIMU (aMOynaTopusiMu, HebaIIepCKUMU U (eTbAIMIepCKO-aKyIePCKUMH
MyHKTaMH, IIEHTpaMu (OTIeJICHUSIMH ) 0011el BpadyeOHOM (CeMENHHO) MPaKTHKN),
PaCIOJI0KEHHBIMU B CEIBCKUX HACEIICHHBIX MTyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeYHBIC
OpraHU3aIiy, U BETCPUHAPHBIMU OpPraHU3aUSIMHI, HIMEIONTUMU JIMIICH3UIO Ha
(hapMaIeBTHUECKYIO IeATeIbHOCTb.

(YacTp B penakuuu, BBeICHHOU B nericTBre DenepanbHbIM 3ak0HOM OT 25 HOs0ps 2013
roga Ne 317-®3. - CM. OpeabIAYIIYIO PEAAKIIMIO)

2. dusnyeckue JuIa MOTYT OCYIIECTBISITh (hapMaIeBTUUECKYIO JIEATEIbHOCTD TIPH
HaJIMYMH BBICIIIETO WJIM CPEIHETO (apMaIieBTHYECKOro 00pa3oBaHus U cepTH(UKaTa
CIEIMAJINCTA, BBICIIETO WIIM CPEHETO BETEPHUHAPHOTO 00pa3oBaHus U cepTUdUKara
CIEIUAJTMCTA, a TAKKE BBICIIIETO WJIA CPETHETO MEAUIIMHCKOTO 00pa3oBaHus,
cepruduKaTa CrielHaIucTa U JOTOJHUTEIHHOTO MPodecCHoHaILHOTO 00pa30BaHKs B
4acTU PO3SHUYHOM TOProBIIM JEKAPCTBEHHBIMH MpenapaTaMu IpH YCIOBUH HX pabOTHI B
000CO0IEHHBIX TTOIpa3/IeIEHUSIX METUIIMHCKUX OpraHu3aluii, yKa3aHHbIX B 4acTu |
HACTOSIIEH cTaThU(YacTh B PeJIaKIMK, BBEJCHHOH B aeiicTBue ¢ 29 uronsg 2010 rona
denepanpHbIM 3aK0HOM 0T 27 w10t 2010 royga Ne 192-®73, - cM. IpeaplAYIIVIO

PEIAKIIUIO).

Cratbs 52.1. BBoa B rpaskJaHCKUN 000POT JIEKAPCTBEHHBIX MPENapaToB JUIs
MEAUIMHCKOTO IPUMEHEHUS

1. Ilepen BBOJOM B rpa’kAaHCKUM 000POT KaKJION CEpUH UM KaX 10 MapTuu
npousBeneHHoro B Poccuiickoit denepanuu 1€KapCTBEHHOIO IIpenapara s
MEIULMHCKOTO MPUMEHEHHMS, 32 UCKIIIOYEHHEM UMM YHOOHOJIOTHYECKUX JIEKApCTBEHHBIX



IIpenaparoB, IPOU3BOJUTENb TAKOTO JIEKAPCTBEHHOTO IIpernapara IpeACTaBIIsIeT B
(benepanbHBIN OpraH UCIIOTHUTEIBHOM BIACTH, OCYIIECTBISIFOIIUN (QYHKIIUH 110
KOHTPOJIIO ¥ HaJ30py B chepe 3ApaBOOXPAaHEHNUS, JOKYMEHT IIPOU3BOUTEIIS
JIEKapCTBEHHOI'O CPEJCTBA, MOATBEPKAAOIINN Ka4eCTBO JIEKaPCTBEHHOIO IIperapara, u
ITOATBEPIKICHHUE YIIOJHOMOYEHHOIO JIMLA IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB
COOTBETCTBUS JIEKAPCTBEHHOIO Npenapara TpeOOBaHUAM, YCTAHOBJIEHHBIM IIPU €T0
rOCyJAapCTBEHHOM pErucTparuu.

2. Ilepen BBOJIOM B rpayKJaHCKHI 000POT KaXA0M CEpUU WM KaXKJOW apTUX BBO3ZUMOTO
B Poccuiickyro @enepannio J€KapCTBEHHOTO Mpernapara Jyisi MEAUIUHCKOTO
MIPUMEHEHHUS], 3a UCKIIOYEHNEM UMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX IIPENapaToB,
OpraHu3alus, OCyIIeCcTBIIAIONIAs BBO3 JIEKAPCTBEHHOT O Tpernapara B Poccuiickyro
denepanuio, IpeCTaBIsAET B penepaibHbI OPraH UCIIOTHUTEIIBHON BIIACTH,
OCYILECTBISIOUINI (PYHKIIMU 110 KOHTPOJIIO U HA/A30pY B chepe 3ApaBOOXpaHEHUS,
cepTu(duUKaT MPOU3BOAUTEINS JIEKAPCTBEHHOTO CPEJCTBA, YAOCTOBEPSIOIINNA COOTBETCTBUE
BBO3MMOTO JIEKapCTBEHHOTO Mpernapara TpeOoBaHUIM (apMaKoIeHHOM CTaThH, a B
ciydae OTCYTCTBUS (papMaKoTIeHHOM CTaThi TpeOOBAaHUSAM HOPMATUBHOM JOKYMEHTAIIUH,
Y TIOJITBEP K JIEHUE MPEACTABUTENS OPraHu3alliy, OCYIECTBIISIFOIIEH BBO3
JIEKapCTBEHHOTO Mpemnapara B Poccuiickyro denepanuio 1 ynoaIHOMOYEHHON
MHOCTpPaHHBIM MTPOU3BOIUTENIEM JIEKAPCTBEHHBIX CPEJICTB, COOTBETCTBUSI BBO3UMOIO
JIEKapCTBEHHOT'O IpernapaTa TpeOOBaHUSAM, YCTAHOBIIEHHBIM IPH €0 rOCY1apCTBEHHOM
perucTparu.

3. [opsimok mpeACcTaBIeHHs B COOTBETCTBUHU C YACTSIMU | U 2 HACTOSIIIEN CTAThbU
JOKYMEHTOB U CBEJICHUH O JIEKapCTBEHHBIX IIPeraparax, BBOJAUMBIX B IPaKIaHCKUI
o6opot, ycranaBimBaetcs [IpaBurensctBoM Poccuiickoit deneparmmm.

4. B oTHOLIEHUH MEPBBIX TPEX CEPUI WJIIM MAPTUM JIEKAPCTBEHHOTO IMpernapara, BIepBbIe
npousBesieHHOro B Poccuiickoit denepannu uiM BriepBbie BBO3UMOTO B Poccuiickyro
Oenepanuio, B GperepanbHblil OpraH UCIOTHUTENLHOM BJIACTH, OCYIIECTBIISIOMIUN
(GYHKIMY 110 KOHTPOJIIO U HAA30py B chepe 3ApaBOOXpaHEHHUS, JOMOJIHUTEIHHO
MPEACTABIISIETCS TPOTOKOJ UCIBITAHUM O COOTBETCTBUM CEPUU UITU TAPTUH
JIEKApCTBEHHOTO Mperapara s MEIULIUHCKOTO IPUMEHEHUS TIOKA3aTelsiM KauecTBa,
Mpe1lyCMOTPEHHBIM HOPMATUBHOM JOKYMEHTAIIMEH (Jajiee - MPOTOKOJI UCTIBITAaHUM ),
MIPOBOIUMBIX aKKPEIUTOBAHHBIMU B COOTBETCTBUU C 3aKOHOJATEILCTBOM Poccuiickoit
Oenepannu 00 aKKpeIUTAIMH B HALIMOHAILHOM CUCTEME aKKpeauTauu GeaepalbHbIMU
roCy/IapCTBEHHBIMU OIOPKETHBIMH YUPEKICHUSAMU, MOIBEJOMCTBEHHBIMH
(beneparbHOMY OpraHy UCIOJHUTEIHHON BIACTH, OCYIIECTBIISIONIEMY QYHKIUH 11O
BBIPA0OTKE U pealIU3aliy TOCyIapCTBEHHON OJUTHKU U HOPMATUBHO-ITPABOBOMY
perynupoBaHuio B chepe 3paBooXpaHeHusl, U (eaeparbHOMY OpraHy UCIIOTHUTEIHHON
BJIACTH, OCYIIECTBIISIOIEMY (DYHKIIMK MO KOHTPOJIIO U HA/30py B chepe
3npaBooxpaHeHus. [lopsaok BeIAauu yka3aHHBIMU (hefepaibHBIMU TOCYIapCTBEHHBIMU
O10/DKETHBIMU YUPEXISHUSIMH JAaHHOTO MPOTOKOJA U pa3Mep IUIAThI 32 €ro BbIAAYY
ycra"asnuBarorcs [IpasurensctBoM Pocculickont @enepannu.



5. ExxeromHo He mo3aHee 1 deBpalis MPOU3BOIUTENH JICKAPCTBEHHBIX CPEICTB HIIN
OpraHM3aliM, OCYIIECTBIISAIONINE BBO3 JIEKAPCTBEHHBIX IpenaparoB B Poccuiickyro
denepanuro, MPeACTaBISAIOT B (heJiepaibHbI OpraH UCIIOJHUTEIBHOHN BIIACTH,
OCYILECTBISIOUINI (YHKIIMU 110 KOHTPOJIIO U HA/L30py B cepe 31paBOOXpaHEHHUS,
IIPOTOKOJI UCIIBITAHUM MOCTYIUBIIET0 B TEYEHUE IO B IPAXKIAAHCKUI 000pOT
JIEKapCTBEHHOTI'O MpernapaTa KOHKPETHOTO MPOU3BOIUTENS (HA OJIHY CEPUIO KayKI0TO
TOProBOTO0 HAUMEHOBAHMSI C YIETOM JICKAPCTBEHHOH (POPMBI U JO3UPOBKH), TPOBOTUMBIX
aKKpEJAUTOBAHHBIMU B COOTBETCTBHHU C 3aKOHOAaTenbcTBOM Poccuiickoit denepannu 06
AKKpCAUTalH B HaHI/IOHaJIBHOfI CUCTCMC aKKpCAUTAlUH UCHIBITATCIIbHBIMU
nabopaTtopusiMu (LIEHTPaAMH).

6. [IponsBoauTeNN JEKApCTBEHHBIX CPEJCTB WIIM OpraHU3aI[1H, OCYIIECTBISAIONINE BBO3
JIEKapCTBEHHBIX NpenapatoB B Poccuiickyro denepannro, He MEHEE YeM 3a OJIUH TOJ 10
IUTAHUPYEMBIX TPUOCTAHOBJICHUS WIIM MTPEKPALLEHHS IPOU3BOICTBA JIEKAPCTBEHHBIX
MpenaparoB WM UX BBO3a B Poccuiickyro denepaiinio yBe1oMstoT 00 3TOM
(denepanbHbIN OpraH UCHOJHUTENBHOMN BIACTH, OCYIIECTBIISIFOIINNA (PYHKIUU 1O
KOHTPOJIIO ¥ HaJI30PY B cdepe 3/[paBooXpaHeHUs U (penepaabHblid opraH
HCIIOJIHUTENBHOM BJIACTH, OCYIIECTBIISIOMINN QYHKINHN MO JTUIEH3UPOBAHUIO
ITPOU3BO/ICTBA JIEKAPCTBEHHBIX CPECTB.

(YacTb nonOIHUTENBHO BKIIOUeHa DeiepaibHbIM 3aKOHOM OT 28 HOs10ps 2018 romga Ne
449-D3)

7. BBoa B rpaxkAaHCKUN 000POT KaXKI0M CEPUH WIIM KaXKJI0OH apTHH
MMMYHOOHOJIOTHYECKOTO JIEKApCTBEHHOTO MperapaTa, Mpou3BeAeHHOTo B Poccuiickoit
®denepanuu Wik BBO3UMOTO B Poccuiickyro denepainio, OCyleCTBISETCS HA OCHOBaHUU
paspenieHus, BEIAaHHOTO (eZIepabHBIM OPTraHOM MCTIOJIHUTEILHOM BIIACTH,
OCYIIECTBIISIOMUM (PYHKITUHU TI0 KOHTPOJTIO M HAA30PY B chepe 3paBoOXpaHEHUs, Ha
OCHOBAHHWH BBIAAHHOTO (eiepaTbHBIMU TOCYIAPCTBEHHBIMU OFOKETHBIMHU
YUPEKIACHUSMU, YKA3aHHBIMU B YaCTU 4 HACTOSAUIEH CTaThU, 3aKIIIOUEHUS O
COOTBETCTBUHU CEPHUH WJIA TTAPTUU UMMYHOOHOJIOTHYECKOTO JICKAPCTBEHHOTO TIpenapara
TpeOOBAHUSM, YCTAHOBJICHHBIM ITPH €0 TOCYIapCTBEHHOM perucTpanud. [lopsimok
BBIJIAYM Pa3pEIICHUs Ha BBOJI B TPKIAHCKHI 000OPOT CEPUU WIIHA TTapTUH
MMMYHOOHOJIOTHYECKOTO JIGKAPCTBEHHOTO MperapaTa, a TaKkKe MOPSAI0K BbIAaun
YKAa3aHHOTO 3aKJIIOUEHUS U pa3Mep IUIaThl 3a €ro BblJIavy YCTAaHABIUBAIOTCS
[IpaBuTenscTBOM Poccuiickoit denepanuu.

8. 3a HenpeICTaBIEHNUE UM HECBOEBPEMEHHOE IIPECTABICHUE JOKYMEHTOB U CBEJICHUN,
MPEeIyCMOTPEHHBIX YacTsamu 1, 2, 4, 5 u 6 HacTosIIel CTaTby, TPOU3BOIUTENN
JIEKAPCTBEHHBIX CPEJICTB U OPraHU3aLMH, OCYILECTBISAIOLINE BBO3 JIEKAPCTBEHHBIX
npenaparoB B Poccuiickyto @enepannio, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C
3aKoHo1arenbeTBOM Pocceniickont denepannu.

9. IlpencraBieHne JOKyMEHTOB U CBEIEHHH, IPEAyCMOTPEHHBIX YacTsaMu 1, 2 u 4
HACTOSIIEN CTaTby, U NOJTy4YEHHUE MPEeyCMOTPEHHOIO YacThl0 7 HACTOSMIIEH cTaTbU
paspelieHns Ha BBOJ HIMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpernapara B
IpaXkIaHCKHI 000pOT He TPeOyIOTCSl B OTHOLLICHHUH JIEKAPCTBEHHBIX MPENaparos,




IIpeIHA3HAYEHHBIX JUIsl IPOBEACHUS KIIMHUYECKUX UCCIIEJOBAHU JIEKAPCTBEHHBIX
IIpenapaToB, IPOBEIEHUS IKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB JUIsl OCYLECTBICHUS
rocy/1lapCTBEHHOW PETUCTPALlMH JIEKAPCTBEHHBIX IIPENapaToB, a TAK)KE B OTHOIIEHUU
HE3aperuCcTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENApaToB, NPEAHA3HAYEHHBIX JJI OKa3aHus
MEUIIMHCKOM MOMOIIY 10 KM3HEHHBIM MOKa3aHUSIM KOHKPETHOTO MAlMEHTa WU
IpyIIbI NAllMEeHTOB, BBO3UMBIX B Poccuiickyro @enepaliuio B COOTBETCTBUH C YacTsaMu 3
u 3.1 crarbu 47 HacTosnero deaepasbHOro 3aKOHA.

(HacTsb B penakiuu, BBeieHHOM B aelictBue ¢ 1 mapra 2020 roga @enepanbHbIM 3aKOHOM
ot 27 nekabdps 2019 roya Ne 475-@3. - CM. IpEAbIAYIYIO PEAAKIIUIO)

10. ITpu BBISBIEHUH B IPaXAaHCKOM 000POTE CEPUH WM ApTUH JIEKAPCTBEHHOTO
npernapara, TOKYMEHTHI M CBE/ICHUS O KOTOPBIX, MPEyCMOTPEHHbIEe YacTsmu 1, 2 u 4
HACTOSIIIEN CTaTbU, HE MPEJCTABIICHBI B (pe/iepabHblid OpraH UCIIOJHUTEIbHOMN BIIACTH,
OCYIIECTBIISIOMINN (PYHKITMU TI0O KOHTPOJIIO ¥ HAI30py B cdepe 3apaBoOXpaHeHus, 1100
CepUHU WM MapTHH UMMYHOOHOJIOTHYECKOTO JIEKaPCTBEHHOTO IIperapara, He HUMEIOIINX
paspelnieHus Ha BBOJI B TPAXKIAHCKHI 000POT, MPETyCMOTPEHHOTO YacThi0 7 HACTOSIICH
CTaTby, (peiepaabHbli OpraH UCIOJIHUTENBHON BIACTH, OCYLIECTBISIFOIINM (PYHKIIMU 1O
KOHTPOJIIO ¥ HaJI30py B cpepe 3ApaBOOXPaHEHHUs], B IOPSIIKE, YCTAHOBIEHHOM
[IpaBurensctBOM Poccuniickoit denepani, NpUHAMAET PELIEHUE O MPEKPALICHUN
IpaXXJaHCKOT0 000pOTa TAKUX CEPUU WM MApTUH 10 MPEACTaBICHHS YKa3aHHbIX
JOKYMEHTOB U CBEJIEHUH JINOO MOJIydeHUsI YKa3aHHOTO Pa3peIICHHUs.

(CraTbs monoaHUTENBHO BKIIOUYEHa ¢ 29 Hos10ps 2019 roga denepanbHbIM 3aKOHOM OT
28 Hos0ps 2018 roga Ne 449-D3)

Cratpsa 53. [Ipoaaxka, nepenayda J€KapCTBEHHBIX CPEACTB OpraHU3alMsIMU ONITOBOM
TOPTOBJIN JIEKAPCTBEHHBIMU CPEICTBAMHU

1. Opranuzamnuu ONTOBOM TOPTOBIIM JEKAPCTBEHHBIMHU CPEICTBAMHU MOTYT OCYIIIECTBIISITh
MPOIAXKY JIEKAPCTBEHHBIX CPEJICTB WJIW MepEAaBaTh X B YCTAHOBICHHOM
3aKOHOAaTeNbCTBOM Poccuiickoit @enepanuu nopsake (3a HCKIIOYCHUEM
(hapmareBTHUECKOW CYOCTaHIIMKM CIIUPTA 3TUIIOBOTO (3TaHOJA):

(A63ar B pegakiuu, BBeJIeHHOU B neiictBue ¢ 1 ssaBaps 2018 roga depepanbHbIM
3ak0HOM OT 29 urosig 2017 roga Ne 278-D3; B peakiivu, BBEACHHON B IecTBUE € 29
nexadps 2020 roga enepanbHbiM 3ak0HOM OT 27 nexadps 2019 roga Ne 481-P3. - Cwm.
IPEABLAYIIYIO PEAAKIIUIO)

1) APYTrUM OpraHu3anusim OIITOBOH TOPTOBJIX JICKAPCTBCHHBIMU CPCIACTBAMU,

2) IIPOU3BOJUTCIIAM JICKAPCTBCHHBIX CPCACTB IAJIA ueneﬁ IIPpOU3BOJACTBA JICKAPCTBCHHBIX
CpCACTB;

3) AlITCUHBIM OPraHUu3alusaAM U BETCPUHAPHLIM alITCUHBIM OPraHU3alusIM

4) HAaYYHO-UCCICAOBATCIIbCKUM OpraHu3alusaIM IJIsd HaquO'HCCHeHOBaTCHBCKOﬁ pa6OTLI;



5) MHAMBUAYAIBHBIM IPEANPUHUMATEISAM, UMEIOIINM JIMLEH3UI0 Ha (DapMaleBTHUECKYIO
JEATENBHOCTh WIH JIULEH3UI0 HA MEAUIIMHCKYIO JEATEIbHOCTD;

6) MEIUIIMHCKUM OpraHU3alMsIM, B TOM YHCJIE CO3/IaHHBIM U 3apPETUCTPUPOBAHHBIM B
COOTBETCTBHUU C 3aKOHOJIATEILCTBOM MHOCTPAHHOTO TOCYAApCTBa - wieHa Opranu3aiumn
SKOHOMHUYECKOTO COTPYAHHYECTBA U PA3BUTHS UHOCTPAHHBIM IOPUTUYECKUM JIUIIAM,
WHJIMBUAYIbHBIM MPEINTPUHUMATENSAM, SBISIOIIUMCS YIaCTHUKAMHU MPOEKTA B
COOTBETCTBUH ¢ DesiepabHBIM 3aK0HOM "O MEKJIYHAPOJIHOM MEAUIMHCKOM KJIacTepe U
BHECEHHUH M3MEHEHUN B OTIENbHbIE 3aKOHOAATENbHBIE aKkThl Poccuiicko @enepanun', u
BETEPUHAPHBIM OpPraHU3aIIMIM;

(ITyHkT B pemakiuu, BBeIeHHOH B feiicTBue ¢ 6 aBrycta 2019 roga denepaibHbiM
3akoHOM 0T 26 mrosst 2019 roga Ne 240-P3. - CM. HpeAblIyILYIO PEAAKIINAIO)

7) opraHu3aiusaM U WHIUBUIYATbHBIM MPEANPUHUMATEIISIM, OCYIIECTBIISIOIINM
pa3BeicHUE, BRIPANTMBAHNUE U COJACPIKAHNE KUBOTHBIX (32 UCKIIIOUEHHUEM MPOJKU UM
(hapMaleBTUUECKUX CYOCTaHIIMM WM UX MEepeayn).

(ITynkT B penakiuu, BBeIeHHOU B neiictBue ¢ 13 aBrycra 2019 rona ®enepaibHbIM
3akoHOM 0T 2 aBrycra 2019 roma Ne 297-03. - CM. IpeAbIAYIYIO PENAKIIUIO)

2. OpraHu3aiuu ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMU CPEACTBAMU HE BIIPABE
OCYIIIECTBJIATH MPOIaXy (Mepeaady B YCTAaHOBJICHHOM 3aKOHO1aTelbcTBOM Poccuiickoit
Oenepannu nopsiike) papmMaleBTHUECKON CyOCTaHIIMK COUPTa ATUIIOBOTO (3TAHOIA).
(Yactp momosmHuTenbHO BKItoUeHa ¢ 1 ssaBaps 2018 roga denepanbHBIM 3aKOHOM OT 29
utosisg 2017 roma Ne 278-D3; B peaakiuu, BBeIeHHOH B AeiicTBre ¢ 29 nexadbps 2020
roaa DenepanbHbIM 3aK0HOM OT 27 aekadps 2019 roma Ne 481-D3. - CM. mpeabLIyIIYIO

PEIIAKITNIO)

Cratbsa 54. [IpaBuiia 0ITOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMU

OrnToBast TOProBJIst JICKAPCTBEHHBIMU CPEICTBAMU OCYILECTBIISIETCS TIPOU3BOAUTEIISIMHU
JIEKAPCTBEHHBIX CPEJICTB U OPTaHU3AIUSIMU ONTOBOM TOPTOBIIHN JICKAPCTBEHHBIMHU
CpelICTBaMH TI0 MpaBHJIaM HaJUIeKAIIEeH TUCTPUOBIOTOPCKOM MPAKTHKU U TIPaBUIaM
HaJyIe)KAIeH MPAKTUKX XPaHECHUSI U TIEPEBO3KH JICKAPCTBEHHBIX MPEIapaToB,
YTBEPKJICHHBIM COOTBETCTBYIOITUMH YIIOJJHOMOYEHHBIMU (De/iepaIbHBIMH OPTraHaMH
HCIIOJHUTEILHON BIACTH.

(Cratbs B penakuuu, BBeJcHHOU B aeiicTBue ¢ 1 utomnsa 2015 roga depepanbHbIM
3aKk0HOM 0T 22 nekabps 2014 roga Ne 429-P3. - CM. npeAblAyIIYIO PDEAAKIIUIO)

Cratps 55. Ilopsaok po3HUYHOI TOPTOBIIY JIEKAPCTBEHHBIMHU MIpenapaTaMu

1. Po3H1uHAas TOProBJIs JeKapCTBEHHBIMU ITperapaTaMy B KOJIMYECTBAX, HEOOXOIUMBIX
IS BBITIOJIHEHUSI BpaueOHBIX ((enbaepckix) Ha3HaYeHUH WM Ha3HAYeHUH
CMELUAINCTOB B 00J1aCTH BETEPUHAPUH, OCYIIECTBIISIETCS allTEYHBIMH OPraHU3aLUsAMH,
BETEPUHAPHBIMU alITE€YHBIMH OPTaHU3ALUAMH, UHAUBUYaIbHBIMU
IpeaNpUHUMATEIIMH, UMEIOLUMHU JIMLEH3UI0 Ha (hapMalleBTHUECKYIO esITeIbHOCTD,
MEAULMHCKUMH OpraHU3aLUsAMHI, UMEIOIIUMU JTUIEH3HIO Ha (hapMalieBTUYECKYIO



JEATeIbHOCTD, U UX 000CO0IEHHBIMY T10Ipa3/IeICHUAMH (aMOYIIaTOPUSIMH,
denpamepckuMu U penpAmepCKo-aKyIIepCKUMU MTYHKTaMHU, IIEHTPaMH (OTICICHHUSIMH )
oOmieit BpaueOHOI (ceMelHO) TPAKTHKH ), PACTIONIOKEHHBIMHU B CEIbCKIX HACEIIEHHBIX
MYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeUHbIEC OPTaHU3AINH, U BETCPUHAPHBIMHU
OpraHu3alUsIMH, UMEIOIUMH JUICH3UIO Ha (PapMaleBTUIECKYIO IETEITbHOCTb.
Pa3peniena po3HuuHas TOPro.ils TOJIBKO JIEKAPCTBEHHBIMU IIpeNapaTamMu,
3aperucTpupoBaHHbIMU B Poccuiickoi Deepalii WM U3rOTOBJIEHHBIMU alITEYHBIMU
OpraHu3aIUsIMU, BETEPUHAPHBIMU ANITE€UYHBIMU OPTaHU3ALUSIMU, WHAUBUIYATbHBIMHU
MpeINPUHIMATEISIMHA, IMEIOLTIMH JIMIIEH3UI0 Ha (hapMalleBTHUECKYIO IeSITeIbHOCTb.
Po3HuyHas Toprowiist IeKapCTBEHHBIMU MpeNapaTaMy OCYIIECTBIISETCS O MpaBUiIaM
HaJIeKAIeN alTeYHON MPAaKTHUKU, YTBEPKACHHBIM YITOJTHOMOYEHHBIM (efiepaibHbIM
OpraHoM HCHOJHHUTEIbHOU BIACTH.

(HacTb B penakium, BBeIeHHOM B ieficTBue DeiepabHbIM 3aKOHOM 0T 25 Hosi0ps 2013
roja Ne 317-®3; B pegakiuu, BBeieHHOU B nericTBue ¢ 1 utomnst 2015 roga denepanbHbiM
3akoHOM OT 22 jiekadps 2014 roga Ne 429-D3. - CM. OPEabLIYIYIO PEAAKIINIO)

1.1. Po3HM4Has TOProwiis JIEKapCTBEHHBIMH IpemapaTaMu JUisl MEAUIIMHCKOTO
MIPUMEHEHHUSI (32 HCKITIOYCHUEM JICKAPCTBEHHBIX MPENapaToB, OTIYCKAEMBIX MO PELENTY
Ha JIEKapCTBEHHBIN TIpernapar, HAPKOTHIECKUX JIEKAPCTBEHHBIX MIPEMapaToB U
TICUXOTPOIHBIX JIEKAPCTBEHHBIX MPEMAPATOB, a TAKKE CITHUPTOCOACPIKAIIIX
JIEKapCTBEHHBIX MPEMapaToB ¢ 00bEMHOMN JOJIeH STHIIOBOTO CIIUPTA CBBIIIE 25
MIPOIICHTOB) MOXET OCYIIECTBIISITHCS allTEYHBIMHI OPraHU3AMAME JUCTAHIIHOHHBIM
croco6oM. PO3HIUHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU MTpemnapaTamMu JUIsi METUIITHCKOTO
MPUMEHEHUS] TUCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBIISATH allTEUHbIE OpPraHU3allny,
MMEIOLIHE JINIEH3UIO Ha (hapMalleBTHUECKYIO IeATEeIbHOCTh U COOTBETCTBYIOLIEE
paszpeienue ¢eaepaibHOro opraHa UCIOJIHUTEIbHON BIACTH, OCYILIECTBIISIONIETO
(GyHKIMH 110 KOHTPOJIIO U HAA30py B chepe 3apaBooxpanenus. [lopsanok Belgaun
paspenieHus Ha OCYIIECTBICHUE PO3HUYHONW TOPTOBIIM JIEKAPCTBEHHBIMU IperapaTaMu
JUCTAaHIIMOHHBIM CIIOCOOOM, TPeOOBAaHMS K alITE€YHBIM OPraHU3aIUsIM, KOTOPbIE MOTYT
OCYHIIECTBJIATh TAKYIO0 TOPTOBIIIO, U MOPSIIOK €€ OCYIIECTBIEHUS, a TAKXKE MTpaBuia
JIOCTaBKH JIEKAPCTBEHHBIX MPEMAPAaTOB I'pakJaHaM ycTaHaBIMBaroTcs [IpaBuTenbcTBOM
Poccuiickoit deneparuu. Mudopmarus 06 ortadeHHbIX (OTHYIIIEHHBIX) U TTOJYYSHHBIX
JIEKAPCTBEHHBIX IPernapaTax BHOCUTCSA B CHCTEMY MOHUTOPUHIA ABUKEHUS
JIEKAPCTBEHHBIX IPENapaToB JUisl MEAUIIMHCKOTO IPUMEHEHUS B MOPSIKE,
MPEAYCMOTPEHHOM 4YacTbhio 7 ctatbu 67 HacTosAmero eaepasbHOro 3aK0Ha.

(YacTp nonoaHUTENBHO BKIOUeHA DenepanbHbiM 3akoHOM 0T 3 ampesst 2020 roaa Ne
105-03)

2. Buapl anteyHbIX OpraHu3aluii 1 npaBuia OTIyCKa JeKapCTBEHHBIX MIPENnapaToB s
MEHUIIMHCKOTO MPUMEHEHHS allTeYHbIMU OPraHU3alUSAMH, WHIUBUIYATbHBIMU
IpeINpUHUMATEISIMU, UMEIOLTUMH JIMLIEH31I0 Ha (hapMalleBTHUECKYIO IesTeIbHOCTh, a
TaKXe MpaBuiia OTIYCKa JIEKAPCTBEHHBIX MTPENapaToB JUIsi MEAULIMHCKOTO TPUMEHEHHUS
MEAULMHCKUMH OpraHU3aLUsAMH, UMEIOIIUMU JTUIEH3HIO Ha (hapMalieBTUYECKYIO
JeATeNbHOCTb, U UX 000CO0JIEHHBIMU MOApa3ieaeHUsIMH (aMOynaTopusimMu,
GbenpamepckuMu U QenbAlIepCKO-aKyIIepCKUMU MyHKTaMH, LIEHTpaMH (OTIeICHUSIMU)
oOmeit BpaueOHOM (ceMeHHOM) MPAKTUKH), paCcTIONIOKEHHBIMHU B CEIbCKUX HACEIEHHBIX



IIYHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIE OpPraHU3al1H, YTBEPKAAIOTCA
YIIOJIHOMOYEHHBIM (heiepaIbHBIM OPraHOM UCTIOJIHUTEIHHOMN BIIACTH.

(Hactp B penakuuu, BBeIeHHOHU B aeiicTBre DenepaabHbIM 3aKOHOM OT 25 Hos10ps 2013
roga Ne 317-®3. - CM. OpeAbLIyIIYIO PEIAKIIHIO)

3. [IpaBuna oTmycka HApKOTUYECKUX CPEJICTB U IICUXOTPOIHBIX BELIECTB,
3aperucTpUPOBAaHHBIX B KAUECTBE JIEKAPCTBEHHBIX IIPENAPATOB, JIEKAPCTBEHHBIX
[IpenapaToB, COAEPKAIUX HAPKOTUUECKHUE CPEJICTBA U IICUXOTPOIIHbIE BEILIECTBA,
YTBEPKIAIOTCS YIIOJIHOMOUYEHHBIM (hesiepaibHbIM OpraHOM MCIOJHUTENIBLHOM BJIACTH 110
COTJIaCOBAHUIO ¢ (hefiepaibHbIM OPraHOM MCTOJIHUTEIbHON BIACTH, YIIOJTHOMOYEHHBIM B
cdepe BHYTPEHHUX JIell.

(HacTsb B penakiuu, BBeieHHOM B neiicTBue ¢ 4 uronst 2016 rona OeepalibHbIM 3aKOHOM
ot 3 urosnist 2016 roga Ne 305-®3. - CM. IPeabLIYIIYIO PEIAKIIUIO)

4. JlekapcTBEHHBIE MpeTapaThl JIsl BETEPUHAPHOTO MPUMEHEHUSI TIOJIJIEXKAT OTIYCKY
BETEpUHAPHBIMHU aNITEYHBIMU OPTaHU3AIUSAMHU, BETEPUHAPHBIMHI OPTaHU3AIUIMU,
WHIMBUIYATbHBIMH MPEINTPUHUMATEIIMHU, UMEIOITUMHU JTUIEH3UIO Ha
(hapmaIreBTHUECKYIO 1eATebHOCTh. OTITYCK JICSKAPCTBEHHBIX MPENapaToB IS
BETEPUHAPHOTO MTPUMEHEHUS OCYIIECTBIISETCS B COOTBETCTBHUH C MPaBUTIAMU
HaJyIeKAIeH alTeuyHON MPAaKTHUKU JIEKAPCTBEHHBIX MPENapaToB I BETEPUHAPHOTO
MIPUMEHEHHUSI, YTBEPKICHHBIMU YIIOJJHOMOYEHHBIM (De/iepaIbHBIM OPTaHOM
HWCIOJIHUTEIHHON BIACTH.

(Yactp B penakuuu, BBeeHHOMU B neficTBre ¢ 13 aBrycra 2019 roga denepaibHbIM
3akoHOM 0T 2 aBrycra 2019 roga Ne 297-03. - CM. npeAbIAYILYIO PDEAAKIIUIO)

5. [lepeyeHb MEAUITMHCKUX OpraHU3AIMMA, UMEIOIIHMX JUICH3UIO Ha (hapMaIleBTUYECKYIO
NEeSTEHPHOCTh, M X 000COOJEHHBIX MOApa3aeiieHnid (aMOyIaTopuid, PesTbAMEePCKUX U
(benpammepcKo-aKynepcKuX MyHKTOB, IIEHTPOB (OTAeIeHUI) 001el BpauyeOHOM
(cemeliHOM) MPAKTUKHU ), PACTIOJIOKEHHBIX B CEIbCKUX HACEJIEHHBIX ITYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTEYHbIC OPraHU3alllH, a TAKXKE TTePEUCHb JIEKAPCTBEHHBIX MPEIapaToB,
MPO/1a’Ka KOTOPBIX MOXKET OCYIIECTBIIATHCSA YKa3aHHBIMHU OPraHU3alMsIMHU B X
000CO0JICHHBIMH TI0Ipa3/ICJICHUSMH, YCTAHABIMBAIOTCS OpraHaMy UCIIOJTHUTEIIbHON
BIIacTu cyobekToB Poccuiickoit denepanum.

(YacTp B penakuuu, BBeICHHOHU B JielicTBre DeepanbHbIM 3ak0HOM OT 25 HOs0ps 2013
rona Ne 317-@3; B pegakiivu, BBeJAeHHOH B jieiicTBUe DenepanbHbIM 3aKOHOM OT 3
anpeig 2020 rojga Ne 105-P3. - CM. OpeabLAYIIYIO PEIAKIIUIO)

6. An'TeuHbIe OpraHu3allii, HHIWBUIyalbHbIEC TPEITPUHUMATEIHN, UMEIOLTUE JINIEH3UIO
Ha (apMaleBTUUECKYIO IeATEIbHOCTh, 00s3aHbI 00ECTIeYNBATh YTBEP K ICHHBIH
[IpaButenbcTBoM Poccuiickoit denepannu u GopMUpyeMblii B yCTAHOBICHHOM UM
MOPSIIKE MUHUMAJIBHBIN aCCOPTUMEHT JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX IS
OKa3aHUs MEIUIIMHCKOM ITOMOIIIH.

(YacTp B peaakiiuy, BBEICHHO B neiicTBUe DenepalbHbIM 3aKOHOM OT 25 Hosiops 2013
roga Ne 317-®3. - CM. OpeabIAYIIYIO PEAAKIINIO)




7. AnteuHble OpraHu3aliy, UHIUBUIyaJIbHbIC TPEANPUHUMATENIN, UMEIOIINE JTUIEH3UIO
Ha (apMaIeBTHUECKYIO IATEIBHOCTh, HAPSIY C JICKAPCTBEHHBIMHU MPENapaTaMu HMEIOT
MpaBoO MPUOOPETATh U MPOJIaBaATh, B TOM YHCIIE JUCTAHIIMOHHBIM CIIOCOOOM,
MEIUIIMHCKUE U3CIHS, IC3HHPUINPYIONINE CPEICTBA, IPESIMETHI U CPEICTBA TUIHON
TUTHEHBI, TTOCYAY JUTsI MEAUIIMHCKUX IEJIeH, MPEeIMEeThl U CPECTBA, TPEIHA3HAYCHHBIC
JUTsl yX0/1a 32 00JIbHBIMH, HOBOPOXKJIECHHBIMH U ACTHbMU, HE JIOCTUTIIIMMH BO3pacTa Tpex
JIET, OUYKOBYIO OIITHUKY U CPEJICTBA YXOJIa 32 HeM, MUHEPaJIbHbIE BOJIbI, TPOIYKTHI
J1Ie4eOHOr0, IETCKOT0 M JUETHYECKOI0 MUTaHUsI, OMOJIOTMYECKH aKTUBHBIC J00aBKH,
napproMepHbIE 1 KOCMETUYECKUE CPEICTBA, MSIUIIMHCKUE M CAHUTAPHO -
MIPOCBETUTENBHBIC NEUATHBIE U3JaHUs, TPEIHA3HAYCHHBIC [T TIPOTaraH/bl 3I0POBOTO
o0paza >KHU3HHU.

(Yactp B penakiuuu, BBeieHHOU B nieiicTBre ¢ 29 utonsa 2010 roga denepanbHbIM
3akoHOM OT 27 urosist 2010 rona Ne 192-®3; B penakiinu, BBEIEHHOHN B JCHCTBUE
denepanbHbIM 3aKOHOM OT 25 HOsi0ps 2013 roga Ne 317-D3; B penakiiuu, BBEICHHOH B
nericteue DeaepanbHbIM 3aKk0HOM 0T 3 anpens 2020 roga Ne 105-P3. - Cwm.
IPEABLIYIYIO PENAKIINIO)

8. [lesrenpHOCTH anTeuHbIX opranusanuii BoopyxenHbsix Cun Poccniickoit denepanun,
JIPYTUX BOMCK, BOMHCKUX (DOPMUPOBAHHI M OPTAaHOB, B KOTOPHIX 3aKOHOIATEIIHCTBOM
Poccuiickoit deneparuu npe1ycCMOTPEHO MTPOXOKICHUE BOSHHOM CITY>KObI HITH
(henepanbHON TOCYAapCTBEHHOM CITY>KOBI, CBSI3aHHOM C MPAaBOOXPAHUTEIHHOM
NEeSITETFHOCTBIO, PETJIAMEHTUPYETCS HacTOSIUM DeiepanbHbIM 3aKOHOM U
YTBEP>KICHHBIMU COOTBETCTBYIOUIUMU (heiepalbHBIMU OPTraHaMU UCHIOJTHUTEIBHOM
BJIACTH MojiokeHusIMH. KOHTpoIIb 32 cOOMI0ICHNEM YKa3aHHBIMU alTeYHbIMU
OpraHu3ausAMu N0JI0KEHUHN HacTosero denepalbHOrO 3aKOHA OCYIIECTBIISETCS
COOTBETCTBYIOIIMMU (hesiepaibHbIMU OpraHaMU UCIIOJIHUTENIBHOM BIIAaCTH.

(Yactp B penakuuu, BBeIeHHOU B nericTBre ¢ 1 ssHBaps 2016 roga denepanbHbIM
3akoHOM OT 13 wroisa 2015 roga Ne 262-D3. - CM. OpeAbLAYIIYIO PEIAKIIUIO)

9. YacTth nomojHUTENLHO BKIrOUeHa PenepanbHbpiM 3akoHOM OT 3 anpeirst 2020 roma Ne
105-®3, ne npumensiercs ¢ 1 suaps 2021 roga - myHkT 2 ctathu 3 denepanbHOTO
3akoHa oT 3 ampensg 2020 roga Ne 105-D3. - CM. OpeaplayIIYIO PEIAKIIHIO.

Cratba 56. I3rotoBiieHHE U OTITYCK JICKAPCTBEHHBIX MpenapaToB

1. U3rotoBieHue JICKAPCTBCHHLIX IIPCIIapaToOB alITCYHBIMU OpraHU3alusIMU,
BCTCPHUHAPHBIMU aAlITCYHBIMU OpPraHu3aliudMi, UHANBUAYAJIbHBIMU
npcaAnpuHUMaTCIIAMAU, UMCIOIMUMHA JIMICH3WUIO HAa Q)apMaHeBTI/I‘leCKYIO ACATCIBbHOCTD,
OCYIICCTBJIACTCA IO PCUCIITAM Ha JICKAPCTBCHHLBIC ITPEIIapaThl, I10 Tpe6OBaHI/IHM
MCOAUIIMHCKHUX OpFaHI/I3aI_II/II71, BCTCPUHAPHBIX OpFaHI/ISaI_II/Iﬁ B COOTBCTCTBHHU C IIpaBHUJIaMU
HU3TOTOBJICHUS U OTITYCKA JICKAPCTBCHHBIX IIPCIIAPAaTOB, YTBCPKACHHBIMHA
YIIOJTHOMOYCHHBIM (I)CI[CpB.J'IBHHM OpraHomM HCIIOJHUTEIBHOM BIIACTH.

2. HpI/I H3TOTOBJICHUH JICKAPCTBCHHBIX MPCIIAPATOB AlITCUYHBIMU OpTaHU3aAlUsIMU,
BCTCPHUHAPHBIMU aAlITCYHBIMU OPraHU3alludAMn, HHAWNBUAYAJIbHBIMU
npeaAlIpUHUMATCIIAMHA, UMCIOIIUMH JIMLICH3UTIO Ha (papMaLleBTI/I‘-ICCKYIO ACATCIbHOCTD,



HCIOJIL3YIOTCS (hapMaIlleBTHUECKUE CyOCTAHIINH, BKIIFOUEHHBIC COOTBETCTBEHHO B
FOCYJIAPCTBEHHBIN PEECTP JEKAPCTBEHHBIX CPEACTB JIJII MEAULUUHCKOTO TPUMEHEHUS U
COCYJIAPCTBEHHBIN PEECTP JEKAPCTBEHHbBIX CPEACTB JIJI1 BETEPUHAPHOTO MPUMEHEHHUS B
YCTaHOBJIEHHOM Topsifke. He gomyckaercs n3roToBieHUE aTeYHbIMU OPraHU3alUsIMU,
BETEPUHAPHBIMHU ANTEYHBIMU OPTraHU3aAUUSIMU, UHIMBUAYaIbHBIMHU
MPEeAIPUHUMATEIISIMU, HMCIOIIUMU JIMIICH3W IO Ha (PapMaIieBTHICCKYIO NI TEIIbHOCTD,
JIEKapCTBEHHBIX MPENAPATOB, 3apEruCTpUpPOBaHHbIX B Poccuiickoit deneparuu.

3. MapkupoBKa JIeKapCTBEHHBIX MTPENapaToB, U3TOTOBJICHHBIX alITCYHBIMU
OPraHu3aIUsIMH, BETEPUHAPHBIMU ANITEYHBIMU OPTraHU3aLMAMHU, WHIUBUTyATbHBIMU
MpEANPUHUMATEISIMU, UMEIOIAMU JIMIIEH3UIO Ha (papMarleBTUUYECKYIO IeSTEIbHOCTh, U
odopMIIeHHE TaKHX MTPENapaToB JI0JHKHBI COOTBETCTBOBATH MPABHIIaM, YKa3aHHBIM B
JacTH | HACTOSIIEH CTaThH.

4. Atreynnie opraHu3annu, BETCPUHAPHBIC alITCYHBIC OpraHru3alui, MTHAUBUAYAJIbHbBIC
MpealpUHUMAaTENU, UMEIOLIUE JIMLEH3UIO Ha (DapMalleBTUUECKYIO 1€ATEIbHOCTb, HECYT
OTBETCTBEHHOCThH 32 HECOOJIIO/IEHUE MPABUJI U3TOTOBIIEHUS U OTITYCKA JIEKApPCTBEHHBIX

IIpenapaToB B COOTBETCTBHMHM € 3aKOHOJATENbCTBOM Poccuiickoit @enepanuu.

Cratps 57. 3anpenienue npoaaxu GhanbCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
HeZ00pOKaYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPAPAKTHBIX JIEKAPCTBEHHBIX
CpelcTB

[Tponaxa danbcuumpoBaHHBIX JIEKAPCTBEHHBIX CPEJICTB, HETOOPOKAUYECTBEHHBIX
JICKapCTBEHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEIICTB 3alPEIIaeTCsl.

Cratba 58. XpaHeHue JIEKapCTBEHHBIX CPEICTB

1. XpaHeH#ue JTeKapCTBEHHBIX CPEJICTB OCYIIECTBIISACTCS MPOU3BOIUTEIISAMU
JIEKApCTBEHHBIX CPEJICTB, OPTaHU3AIUSIMU ONITOBOM TOPTOBJIHU JICKAPCTBEHHBIMHU
CpelICTBaMH, allTEYHBIMU OPTaHU3AIUIMHU, BETEPUHAPHBIMH allITEYHBIMH OpTaHU3AIMSIMU,
WHIMBHUIYTbHBIMH MPEIIPHHUMATEIAMHI, UMEIOITUMH JTUICH3UIO Ha
(hapMareBTHUECKYIO IeITSIbHOCTD WU JIMIICH3UIO HA MEIUIIMHCKYIO JIeITEIbHOCTD,
MEIMIIMHCKUMHU OPTaHU3aIUsIMHU, BETEPUHAPHBIMHA OPTaHU3AIUSIMH U HHBIMU
OpraHu3aIUsIMH, OCYIIECTBISIONIMMU 0OpallleHre IEKapCTBEHHBIX CPECTB. XpaHEHUE
JIEKAPCTBEHHBIX CPEJICTB ISl BETEPUHAPHOTO MPUMEHEHHS OPraHU3alUsIMH |
WHIUBUAYAIbHBIMU NPEIIPUHAMATESIMYA B CIY4asiX, €CIIM OHHU UCIIOJIb3YIOTCS
HCKITFOUYHUTEIILHO TIPH Pa3BEJICHUH, BBIPALIUBAHUH, COACPIKAHUN U JICUCHUH KUBOTHBIX,
MOJKET OCYILIECTBISATHCS 0€3 MOMydeHHsI TUIEH3UU Ha (hapMalleBTUYECKYIO
IESITEIBHOCTD.

(YacTp B penakiuu, BBeIeHHOM B neiicTBUe ¢ 22 HOs10ps 2014 roga denepanbHbIM
3aK0HOM 0T 22 okTsa0ps 2014 roga Ne 313-P3. - CM. IpeAbLAYIIYIO DEAAKIIUIO)

2. HpaBI/IJ'Ia XpaHCHHA JICKAPCTBCHHLBIX CPEACTB YTBCPKAAOTCA COOTBETCTBYIOIIUM
YIIOJIHOMOYCHHBIM Q)e,uepaanHM OpraHomM HCIIOJTHUTEIIBHOM BIIACTH.
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3. XpaHeHI/IC HAapKOTUYCCKUX JICKAPCTBCHHBIX CPCACTB, IICUXOTPOITHBIX JICKAPCTBCHHBIX
CpeAcTB, paarodapManeBTHUECKUX JIGKAPCTBEHHBIX CPEJICTB OCYIIECTBISCTCS B
COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.

Cratps 58.1. [IpeiMeTHO-KOJIMYECTBEHHBIN yUeT JIEKapCTBEHHBIX CPEICTB IS
MEAULIMHCKOTO NPUMEHEHUS

1. HepequI) JICKAPCTBCHHBIX CPEACTB AJId MECANIIUHCKOTO ITIPUMCHCHMUS, ITOAJICKAIINX
MNPpECAMETHO-KOJINMYCCTBCHHOMY YUCTY, YTBCPKIAACTCA YIIOJIHOMOYCHHBIM (bellepaJH)HI)IM
oprafom HCIIOJIHUTEILHOM BIACTH.

2. Ilopsiok BKIIFOYEHHS JICKAPCTBEHHBIX CPEJICTB JIJIsI METUIIMHCKOTO TPUMEHEHUS B
MEePEUYEHb JICKAPCTBEHHBIX CPEJICTB ISl METUIIMHCKOTO MPUMEHEHHUS, TIOAJICKAIINX
MPEIMETHO-KOJIMYECTBEHHOMY YUETY, YCTAHABIMBAECTCS YIOJTHOMOYEHHBIM
(dhenepanbHBIM OPraHOM UCIIOJTHUTEIHHON BJIACTH 1O COTJIACOBAHUIO C (peiepaTibHbIM
OpraHOM MCTIOJHUTEIFHOM BJIACTH, YIIOJJTHOMOYEHHBIM B chepe BHYTPEHHUX JIE]I.

(YacTp B penakuuu, BBeIeHHOU B nieiicTBHE ¢ 4 nioist 2016 roga denepanbHBIM 3aKOHOM
o1 3 mrosig 2016 roga Ne 305-P3. - CM. IpeabUIyILYIO PEAAKIIHAIO)

3. IlpenMeTHO-KOTMYECTBEHHBIN yU€T JIEKAPCTBEHHBIX CPECTB TSI MEUITMHCKOTO
MPUMEHEHHSI BEAYT POU3BOIUTENN JIEKAPCTBEHHBIX CPEJCTB, OPTraHU3AIMK ONITOBOM
TOPrOBJIM JICKAPCTBEHHBIMU CPEJICTBAMH, alITCUHBIE OpraHU3aAINH, UHIUBUTyaIbHBIC
MpEANPUHUMATENH, UMCIOIIHE JIUIIEH3UIO Ha (DapMaIieBTUUECKYIO IeATeIbHOCTD WU
JUIIEH3UIO HA METUITMHCKYIO EATEIbHOCTh, U MEAUIIMHCKHE OpraHU3aIliH,
OCYIIIECTBJISIONINE 00paIleHnEe JIEKAPCTBEHHBIX CPEACTB I MEIUIIMHCKOTO
MIPUMEHEHHUSI, ITyTEeM PETUCTPAIINH JTFOOBIX CBA3AaHHBIX C MX 0OpaIllEHUEM OTIepaIliii, Mpu
KOTOPBIX U3MEHSIETCS UX KOJMYECTBO U (UJTH) COCTOSIHUE, B CIIEMATIBHBIX XKypHaIax
ydeTa orneparui, CBI3aHHbIX ¢ 0OpaIieHueM JICKapCTBEHHBIX CPEACTB IS
MEJIMIIMHCKOTO PUMEHEHUS (J1ajiee - CIeIuaibHbIC KypPHAIbI).

4. TlpaBuia peructpaluu ornepanuil, CBsI3aHHbIX C 0OpaIleHHeM JIEKapCTBEHHBIX CPEJICTB
JUIS. METUIIMHCKOTO MPUMEHEHHSI, BKIIIOUEHHBIX B IIEpEeYEeHb JIEKAPCTBEHHBIX CPEACTB IS
MEJUIIMHCKOTO MPUMEHEHHUS, MOAISKALUX TPEIMETHO-KOJIMYECTBEHHOMY YUETY, B
CHelHaNIbHBIX )KYpHajaxX U MpaBuiia BEJCHHUS U XpaHEHUs CIEIHMATbHBIX )KYpHAIOB
YTBEPKAAIOTCS YIIOTHOMOYEHHBIM (heiepaibHBIM OPraHOM HCIIOTHUTEIHHON BIACTH.

5. KoHTpoJ1b 3a COOMI0ICHUEM TTPaBUJI PETUCTPALIMH OTIepaIliii, CBSI3aHHBIX C
oOpareHueM JIeKapCTBEHHBIX CPEACTB JJII MEIUIIMHCKOTO TPUMEHEHUS, BKIIFOUCHHBIX B
MEepEUYCHb JICKAPCTBEHHBIX CPEJICTB JJIsI METUIIMHCKOTO MPUMEHEHHUS, TI0AJIeKAIINX
MPEAMETHO-KOJIMYECTBEHHOMY YUETY, B CIIELIMAJIbHBIX JKYPHAJIaX, a TAKXKE 3a
coOroieHreM MPaBUII BEJICHUS U XpaHEHUs CIEIUANIbHBIX )KYPHAJIOB BO3JIaraeTcs Ha
YIIOJTHOMOYEHHBIE (e/iepaTbHbIe OPTraHbl UCIIOJHUTENBHOMN BIACTH U OPTaHBbI
WCIIOJIHUTENBHOM BacTu cyobekToB Poccuiickoit denepariuu, 0CynieCTBISIONINE
JTUIEH3WPOBaHNE MTPOU3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB, (hapMarleBTHIeCKON
JEATEIIBHOCTU U MEIUIIMHCKOW IESITENBHOCTH, U OCYILLECTBIISETCS B paMKax
JINLIEH3UOHHOTO KOHTPOJIS.



(Cratbs monosHUTEIHHO BKIFOUeHa ¢ 25 utoHs 2013 roma denepanbHbIM 3aKOHOM OT 25
nexadps 2012 roga Ne 262-D3)

I'maBa 11. YHMUTOXKEHUE JIEKAPCTBEHHBIX CPE/ICTB
Cratps 59. OcHOBaHUA U NOPAJOK YHUUTOKEHHUS JIEKAPCTBEHHBIX CPEJCTB

1. HemoOpokayecTBeHHBIE JIEKAPCTBEHHBIE CPEACTBA, (habCUPUIIMPOBAHHBIC
JIEKapCTBEHHbIE CPEJICTBA MOUIEKAT UBSITHIO U3 OOpAIIEHUS] U YHUUTOKEHHUIO B
nopsizike, ycranoBieHHoM [IpaBurtenscTBoM Poccuiickoit @enepannn. OCHOBaHUEM ISt
YHUUTOKEHUSI IEKAPCTBEHHBIX CPEJICTB SIBJISETCS PEIICHNE BIIaAEIbIIA JIEKAPCTBEHHBIX
CPEJICTB, PELIEHHE COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO (heZiepabHOro opraHa
WCIIOJIHUTENBHOM BJIACTH WM PEILIEHUE CyAa.

(HacTsb B penakium, BBeieHHOM B neiicTBue ¢ 1 urong 2015 roga PenepalibHbIM 3aKOHOM
ot 22 nekabps 2014 roga Ne 429-@03. - CM. IPEAbIAYIIYIO PEAAKIIUIO)

2. KonTpadakTHble JJeKapCTBEHHBIE CPEICTBA MOJICKAT U3BSITHIO U3 00paIlieHus 1
YHUYTOKECHHIO TI0 peieHuto cyaa. [Topsaok yHuITOKeHHsI KOHTpa(aKTHBIX
JIEKApCTBEHHBIX CPeJCTB ycTaHaBiauBaercs [IpasurensctBom Poccniickoit denepanum.
(Yactp B penakuuu, BBeIeHHOU B nericTBre ¢ 1 mtoms 2015 romga denepanbHbIM 3aKOHOM
ot 22 nexadps 2014 roga Ne 429-P3. - CM. npeablIyILYIO PEAAKIINAIO)

3. Pacxo/ipl, CBsI3aHHBIE C YHUYTOXKEHUEM KOHTpa(paKTHBIX JIEKAPCTBEHHBIX CPEJICTB,
HeJI0OpOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB, (PabCH(PUITIPOBAHHBIX
JICKApCTBEHHBIX CPECTB, BO3MEIIAIOTCS UX BIIA/ICIBIIEM.

4. Brnanenen 1eKapCTBEHHBIX CPEACTB JIOJDKEH MPEACTABUTH B YIIOJHOMOYEHHBIHN
(dhenepanbHbBIN OpraH WCIIOJTHUTEIBHON BJIACTH JOKYMEHT WJIH 3aBEPECHHYIO B
YCTaHOBJICHHOM TIOPSIKE €0 KOTIHIO, OATBEpXKAatoue (akT YHUITOKCHUS
JIEKApCTBEHHBIX CPEJICTB.

5. COOTBETCTBYIOIINN YIIOJHOMOYECHHBIN (DeiepaibHbIN OpraH UCIIOJTHUTEIIBHON BIIACTH,
MPUHSBIINK pelieHrne 00 YHUUTOKEHUH JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBISET
KOHTPOJIb 32 UX YHUUTOKEHUEM.

6. YHUUYTOXKEHHUE JIEKAPCTBEHHBIX CPEACTB MPOU3BOJUTCS OPraHU3alUsIMH, UMEIOIIUMU
COOTBETCTBYIOIYIO JIMLIEH3HIO, HA CIIEIUAIILHO 000PYJOBAaHHBIX IJIOMIAKAX, TOJUTOHAX
U B CHEIHAIBHO 000PYIOBaHHBIX MOMEIIEHUAX ¢ COOM0IeHHEM TpeOoBaHMii B 00IacTH
OXpaHbl OKPYKAIOIIEH Cpelibl B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoit
Oenepanuu.

7. HapkoTHUY€eCKuE JIEKapCTBEHHBIE CPENICTBA, IICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPE/ICTBA,
paanodapmaleBTHIECKHUE JEKapCTBEHHBIE CPEICTBA YHUUTOXKAIOTCS B COOTBETCTBUH C
3aKoHo1arenbeTBOM Pocceniickont denepannu.



I'maBa 12. I'ocynapcTBeHHOE pPEeryJIMpOBaHUE LIEH Ha JIEKAPCTBEHHbIE IIPenapatThl AJis
MEIUIIMHCKOTO PUMEHEHUS

Cratbs 60. I'ocymapcTBeHHOE PEeTyJIMpPOBAaHUE 1IEH Ha JIEKAPCTBEHHBIEC MPEmapaThl s
MCIUIIMHCKOI'O IPUMCHCHUSA

1. TocynapcTBeHHOE pEeryaupoBaHue 1IEH Ha JIEKAPCTBEHHBIE MPenapaThl s
MEJIMIIMHCKOTO IPUMEHEHUS OCYIIIECTBIISIETCS] TTOCPEICTBOM:

(AG3arr B peakiuv, BBEICHHOU B eiicTBUe DejiepalibHBIM 3aKOHOM 0T 26 MapTa 2020
roja Ne 67-@3. - CM. IpeJbUIYIIYIO PEIAKIIUIO)

1) yrBepxaenus [IpaButensctBoMm Poccuniickoit denepariuy nepeyHs )KM3HEHHO
HEOOXO0IMMBIX M Ba)KHEHUIINX JIEKApCTBEHHBIX IIPENapaToB, KOTOPBIM GpopmMupyeTcs U He
peXe OJTHOTO pasa B roJi IepeCMaTPUBAETCS B YCTAHOBJICHHOM UM ITOPSKE HA OCHOBE
KOMIUIEKCHOM OLIEHKH JIEKAPCTBEHHBIX IIPENApaTOB, BKJIIOYAsl AHAJIN3 CBEACHUH O
CPaBHUTEIHHOM KIMHNYECKON 3((EKTUBHOCTH U O€30TIaCHOCTH JIEKAPCTBEHHOTO
CPENICTBA, OLIEHKY SKOHOMHUYECKHUX MOCJIEICTBUI IPUMEHEHHS JIEKAPCTBEHHOTO CPEJICTBA
Y W3y4YEHUE JOTOTHUTENBHBIX TOCIEACTBUNA TPUMEHEHNS JIEKAPCTBEHHOTO CPEJCTBA;
(ITynkt B penakuuu, BBeieHHOM B feiictue ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM
oT 22 nexabps 2014 rona Ne 429-D3; B penaxiuu, BBEIEHHOH B JeiicTBUe DerepaibHbIM
3akoHOM 0T 13 mronst 2020 roja Ne 206-D3. - CM. OpebIIYIIYIO PEIAKIIHIO)

2) yTBEpKICHHS METOJANKHU pacueTa MpeaebHBIX OTITYCKHBIX IIEH MPOU3BOIUTENICH Ha
JIEKapCTBEHHBIC MpErnapaThl, BKIFOYCHHBIC B IEPEUCHB )KU3HEHHO HEOOXOIUMBIX U
BOKHEUININX JICKAPCTBEHHBIX MTPENApaTOB, a TAK)KE BHEAPEHUS MEXaHU3MOB
(hopMupoBaHUS CUCTEMBI pehePEHTHBIX IIEH;

(ITynkT B pemakiuu, BBeeHHOH B aeiicTBue ¢ 1 uronst 2015 rona denepaibHbIM 3aKOHOM
oT 22 nexabps 2014 roma Ne 429-D3; B penakiuu, BBeIeHHOH B aeiicTBue ¢ 7 uroHs 2019
roga @enepaibHbIM 3aKOHOM OT 6 HtoHs 2019 rona Ne 134-@3. - CM. npeabLIyLIyIO

PEIAKIIUIO)

3) rocyaapCcTBEHHOM pPEeTrUCTPAIMK MPEIETbHBIX OTITYCKHBIX II€H IPOU3BOIUTEIICH Ha
JIEKapCTBEHHBIC MperapaThl, BKIFOUCHHBIC B IEPEUCHD )KM3HEHHO HEOOXOIUMBIX U
BOKHEHIINX JICKAPCTBEHHBIX MIPENapaToB;

(ITynkt B penakuuu, BBeieHHOU B feiictBue ¢ 7 urons 2019 roga denepaibHbIM 3aKOHOM
ot 6 urons 2019 roga Ne 134-®3. - CM. OpeabLAYIIYIO PEAAKIIHIO)

4) BCACHUA I'OCYAapCTBCHHOT'O peeCTpa NPCACIIbHBIX OTITYCKHbIX LICH HpOPI?»BOI[PITGJ'ICﬁ
Ha JICKapCTBCHHBLIC ITPCIIapaThbl, BKIIFOUYCHHLIC B IICPCUCHDb ) KU3HCHHO HCO6XOI[I/IMBIX n
Ba)KHEHIITNX JICKAPCTBCHHLIX IIPCIIapaToOB;

5) yTBep:k/IeHHsI METOIMKU YCTaHOBJIEHUS OpraHaMH UCHIOJIHUTEIBHON BIACTH
cyobekToB Poccuiickoit denepanyu npeaeabHbIX pa3MepoB ONTOBBIX HaJJ0ABOK U
IpeeNbHBIX Pa3MEPOB PO3HUYHBIX HAa0aBOK K (PAKTUYECKUM OTITYCKHBIM IIEHaM,
YCTaHOBJIEHHBIM IIPOM3BOIUTEISIMU JIEKAPCTBEHHBIX IIPENApaTOB, HA JIEKAPCTBEHHbIE



IpernapaThl, BKIOYEHHBIC B IIEPEUEHb KU3HEHHO HEOOXOAUMBIX M BaKHEHUIITHX
JIEKapCTBEHHBIX [IPENApaTOB;

6) YCTaHOBJICHUS NPEACTHHBIX Pa3MEPOB ONTOBBIX HAJA0ABOK M MPEJCIBHBIX Pa3MEpPOB
PO3HUYHBIX HAaJ0ABOK K (PAKTMUECKUM OTIIYCKHBIM II€HAM, YCTAHOBJICHHBIM
IIPOU3BOIUTENSIMU JIEKAPCTBEHHBIX IIPENApaToB, HA JIEKAPCTBEHHBIE IIPENapaThl,
BKJIFOUEHHBIE B [1€PEUEHB )KM3HEHHO HEOOXOUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX
IIpenaparos;

7) yTBEp:KIeHUs OPSJIKa BbIIaYy MPEANUCAHUNA OpraHaM UCIOJHUTENIBHOM BIIacTH
cyowsektoB Poccuiickoit denepanuu 0 IpUBEACHUH B COOTBETCTBHE C
3akoHoarenscTBOM Poccuiickoit denepanuu penieHnii 006 ycTaHOBICHUH MTPeIeIbHBIX
pa3MepoB ONTOBBIX HaJ0ABOK U MPEEIbHBIX Pa3MEPOB POSHUYHBIX Ha/10aBOK K
(haKTUYECKUM OTITYCKHBIM LI€HAM, YCTAHOBJIEHHBIM ITPOU3BOIUTENSIMU JIEKAPCTBEHHBIX
IIpenaparoB, Ha JIEKAPCTBEHHBIE IIPENApAThl, BKIIFOUCHHBIE B [IEPEYCHb )KU3HEHHO
HEO0OXO0IMMBIX M Ba)KHEHUIINX JIEKApCTBEHHBIX IIPENapaToB, €CIIM OHU MIPUHSITHI C
HapyleHneM 3akoHoaarenbcTBa Poceniickont denepanun, B MOPSIKE, YCTAHOBIEHHOM
[IpaBurensctBOM Poccuniickoit @enepanuu;

8) HarmpaBieHuUs YIIOJTHOMOYCHHBIM (heIepaTbHBIM OPTaHOM UCTIOJTHUTEIBHON BIIACTH
opraHaM HCIOJIHUTEIBbHOM BiacTu cyobekToB Poccuiickoit denepannu npeanucanuii o
MPUBEJEHUN B COOTBETCTBHE C 3aKOHOAATENLCTBOM Poccuiickoit denepaniy NpuHATHIX C
HapylIeHueM 3akoHoAaTenbcTBa Poccuiickoit deneparuu perieHuii 00 ycTaHOBICHUH
MpeiebHBIX Pa3MEPOB ONTOBBIX HAI0ABOK U MPEAETbHBIX Pa3MEPOB PO3HUUHBIX
Ha70aBOK K IIEHaM Ha JIEKapCTBEHHbBIE MTpernapaThl, BKIIOYEHHbIE B IEPEUCHb )KU3HEHHO
HEO0OXO0IMMBIX M BaXKHEUIINX JIEKApCTBEHHBIX MIPENapaTos;

9) ocymiecTBienus QeneparbHOTO TOCYIapCTBEHHOTO Ha/I30pa B chepe oOpameHus
JIEKAPCTBEHHBIX CPEJICTB U PErHOHAILHOTO TOCYIapCTBEHHOTO KOHTPOJIS 32
MIPUMEHEHHEM IICH Ha JIEKAPCTBEHHBIC MTPENapaThl COOTBETCTBEHHO YIIOJHOMOYEHHBIMH
(dheneparTbHBIMU OpPTaHAMH MCTIOJHUTEILHOU BJIACTH U OpTraHaMH UCTIOJTHUTEIBHON
BIIacTu cyoBbekToB Poccuiickoit denepannn coryiacCHO X KOMIIETCHITUU B TIOPSIJIKE,
yctanoBiieHHOM [IpaBuTensctBoM Poccuiickoit @enepaiuu;

(ITyHKT B penakiuu, BBeIeHHOH B feiicTBre ¢ 25 utons 2012 rona DenepaibHbIM
3aK0HOM OT 25 mroHs 2012 roga Ne 93-P3. - CM. npeaplAyILYIO PEAAKIIHIO)

10) mpumeHeHMs peayCMOTPEHHBIX 3aKOHOJaTeNbcTBOM Poccuiickoit denepanuu mep
OTBETCTBEHHOCTH 3a HapyIICHHUE MOPsIIKA IeHOOOpa30BaHUsl Ha JIEKapCTBEHHbIE
npenaparsl, BKIFOYCHHBIC B IEPEYCHB )KU3HEHHO HEOOXOIUMBIX M BaXKHEHIIIMX
JIEKAPCTBEHHBIX MPEIapaToB.

(ITynkt B penakuuu, BBeieHHOM B feiictBue ¢ 1 mapTta 2020 roga @enepanbHbIM
3aK0HOM 0T 27 nexabps 2019 roga Ne 475-P3. - CM. npeAbLAYIIYIO DEAAKIIUIO)

2. B ycnoBusX upe3BbIYaliHONM CUTYalluu U (WIN) IPU BOBHUKHOBEHUHU YTPO3BI
pacripocTpaneHus 3a00JieBaHMsl, IPECTABIISIOIIEr0 OMACHOCTD JUI OKPYXKAIOIINX, a
TaKXe B cydae, €M B TeUeHUE TPUIALATH KaJICHIApHbBIX JHEH MOCie IPUHATHS



IIpaBurensctBoM Poccuiickoit denepanuu pemeHus o NpOBEICHUN MOHUTOPUHI A
PO3HHUYHBIX LIEH Ha JICKAPCTBEHHBIE IIPENAPAThI, HE BKIKOYCHHBIE B IIEPEUYCHb )KU3HEHHO
HEOOXOAMMBIX M BaXHEHUIIHNX JIEKAPCTBEHHBIX MTPENApaToOB, HA TEPPUTOPUAX CYOHEKTOB
Poccuiickoit denepaiiuy BbISIBIEH POCT POZHUYHBIX LIEH HA YKa3aHHBIE JIEKAPCTBEHHBIE
rpenaparsl Ha TPUALATH MpolieHToB U Oosee, [IpaButenscTBo Poccuiickoit denepanun
BIIPAaBE YCTAaHOBUTH IIPECIIbHBIC OTIIYCKHBIC LIEHBI IPOU3BOJIUTEINICH HA YKa3aHHbIE
JIEKapCTBEHHBIE MPETaparkl, MpeebHbIe pa3Mephl ONTOBBIX HaI0ABOK U MPE/ICIbHbIC
pa3Mepbl pO3HUYHBIX HA/I0ABOK K (DAKTUYECKUM OTITYCKHBIM IIEHaM IIPOM3BOIUTENCH Ha
YKa3aHHBIE JIEKAPCTBEHHBIE Npernapatsl. [lepedeHs iekapCTBEHHBIX IpenapaToB, He
BKJIFOUEHHBIX B NIEPEYCHb )KU3HEHHO HEOOXOAUMBIX M BaXKHEHUIINX JI€KapCTBEHHBIX
[IpenapaToB, U MOPSAJIOK ero GpopmMupoBaHus onpenenstores [IpaBurenscTBoM
Poccuiickoit ®enepanuu.

(HacTb 1OTOTHUTENBHO BKIIOUeHa DeiepalibHbIM 3aKk0HOM oT 26 MapTa 2020 roga Ne
67-D3)

3. B TeueHue neBsiHOCTa KaJeHAApHBIX THEH co qHs yTBepxAeHus [IpaButenbcTtBoM
Poccuiickoit ®eaepaiuu nepeyHs, yKka3aHHOTO B YaCTH 2 HACTOSIIIEN CTaThH, HE
JIOTTYCKAIOTCS peajn3alus U OTIYCK BKIIOYEHHBIX B HETO JIEKAPCTBEHHBIX NPENapaToB 110
L[€HaM, MPEBBIIIAIONIUM IPEIIIbHbIE OTIYCKHbIE IIEHbl TPOU3BOIUTENEH Ha YKa3aHHBIE
JIEeKapCTBEHHbIE IIPETaparhl, MpeiebHbIe pa3Mephbl ONTOBBIX HA/10aBOK U MpeeibHbIE
pa3Mepbl PO3HUYHBIX Ha/10aBOK K (DaKTUYECKUM OTITYCKHBIM LI€HAM MPOU3BOJUTENEH HA
yKa3aHHbIE JIEKapCTBEHHbIE MTPEnapaThl C y4IeTOM HaJjlora Ha J100aBJIEHHYIO CTOMMOCTb.
(YacTp momosHUTENBHO BKIIOUeHA DenepanbHbIM 3akoHOM 0T 26 MapTa 2020 roma Ne
67-D3)

Cratbsa 61. 'ocynapcTBeHHas perucTpanus U nepeperucTpanus npeaesibHbIX OTITYCKHBIX
LIEH IPOU3BOAUTENEH HA JIeKapCTBEHHBIE MpenapaThl, BKIIIOUEHHBIE B IIEPEUEHb
KU3HEHHO HEOOXOIMMBIX U BaXKHEHUIINX JIEKapCTBEHHBIX MIPENapaToB

1. IlpenenpHas OTHyCKHAsI IIeHA TIPOU3BOAMTEIIS HA JICKAPCTBEHHBIN IIpemnapar,
BKJIFOYCHHBIN B TIEPEUCHB KU3HECHHO HEOOXOAMMBIX M BKHEUIITUX JIEKAPCTBEHHBIX
MpenapaToB, MOJUICKUT TOCYAAPCTBEHHON PErUCTPALIMH B TIOPSJIKE, YCTAHOBJICHHOM
[IpaBuTenscTBoM Poccuiickoit @enepaiivii, HA OCHOBAHUM MPEACTaBICHHOTO B
YIIOJJTHOMOYECHHBINH (eiepaibHbIN OPTaH UCTIOTHUTEIIHON BIACTH 3asIBICHUS JACpKATEISA
WJIM BJIAJIENIblIa PETUCTPALIMOHHOTO YI0OCTOBEPEHHS JIEKAPCTBEHHOTO MIpernapaTa
(YrOJIHOMOUYEHHOTO UM JIULIA).

2. 3aperucTpupoBaHHas OpeeabHast OTIIYCKHas [{eHa IPOU3BOAUTEINS Ha
JIEKapCTBEHHBIH Mpenapar, BKIIOUEHHBIH B IepeYeHb KU3HEHHO HEOOXO0AUMBIX U
BaXHEHIIMX JIEKAPCTBEHHBIX [IPENAPATOB, MOXKET OBITh MEPEPEruCTPUPOBAHA B CTOPOHY
YBEJIIMYEHMS OJIUH pa3 B KAJIEHIAPHOM I'0Jly Ha OCHOBAHUU IPEJCTABIEHHOTO B
YIIOJIHOMOYEHHBIN (heiepalibHbI OpraH MUCIOJHUTENbHOM BIacTu A0 1 OKTAOpS Kaxa0ro
roJia 3asBJICHUS JIeprKaTeisl WIN Bialeblia pETUCTPALIMOHHOTO YI0CTOBEPEHUS
JIEKapCTBEHHOT0 MpenapaTa (YHOJIHOMOUYEHHOTO UM JIMIIA).



3. 3apeructpupoBaHHas peieabHas OTIYCKHAs 1[eHa TPOU3BOAUTEIIS HA
JICKapCTBEHHBIH Mpenapar, BKIOUYEHHBIN B IEPEUCHb )KU3HEHHO HEOOXOIMMBIX U
BOKHEHIIINX JIEKAPCTBEHHBIX IMPENAPATOB, MOXKET OBITh MIEPEPETUCTPUPOBAHA B CTOPOHY
CHI)KEHUSI HA OCHOBAHUU NPECTABIEHHOTO B YIIOJTHOMOYEHHBIHN (eiepalbHbli opran
WCTIOJTHUTEIBHOM BJIACTH 3asBJICHUS JACPKATeIls U BJIAJEIbIA PErUCTPAIMOHHOTO
YIIOCTOBEPEHUS JIEKAPCTBEHHOTO TpenapaTa (ynoJHOMOYEHHOTO MM JINIIA).

4. Jlep>xatenb WM BiIaJieIEl] PETUCTPALIMOHHOTO YJOCTOBEPEHUSI JIEKAPCTBEHHOTO
npenapara (yrnoJHOMOYEHHOE UM JIMIIO0) 00s3aH MPEACTaBUTh B YIIOJTHOMOYECHHBIN
(dbenepanbHBIN OpraH UCMOJHUTEIBHON BIIACTH 3aBJIICHUE O TIEPEPETUCTPAIIUU
3apEruCTPUPOBAHHOM MPEAEITBHON OTITYCKHOM IIEHBI TPOU3BOIUTEIIS HA JICKAPCTBEHHBIN
rpenapar, BKIFOUEHHBIN B IEPEUEHb KU3HEHHO HEOOXOMMBIX U BaKHEUIITUX
JIEKapCTBEHHBIX MPEMAPATOB, B CTOPOHY CHUKEHUS B CIEAYIOIINX CIydasx:

1). cHIKEeHME LIeHbl B MHOCTPAHHOM BaJIOTE HA JIEKApPCTBEHHBIH Npenapar B CTpaHe
MIPOU3BOIUTEINS U (WJIN) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIN Ipenapar
3aperucTpupoBaH U (WIM) B KOTOPBIE MOCTABIISETCS MPOU3BOAUTETIEM;

2) CHUKEHHeE 1IeH Ha pedepeHTHbIE JIEKapCTBEHHbIE MPEerapaTbl B COOTBETCTBUU C
IYyHKTOM | HacTosmiei yactu (711 COOTBETCTBYIOIIHUX BOCTIPOU3BEACHHBIX,
O61oaHaNoroBhIX (6MOMOI00HBIX) JIEKAPCTBEHHBIX MPENApaToB);

3) mpeBbITIEHUE TPEIETBLHOM OTITYCKHOM IIEHBI Ha TIEPBBIA BOCIIPOU3BEICHHBIMH,
OroaHaIOTOBBIN (OMOTOI00HBIN) JIEKApPCTBEHHBIN MpenapaT HHOCTPAHHOTO
MPOU3BOJCTBA HAJl MPEICTbHON OTITYCKHOM IIEHON MTPOU3BOAUTENS HA BTOPOil
BOCIIPOM3BEICHHBIN, OMOaHaIOTOBbIN (OMOTI0T00HBIN) JIEKapCTBEHHBIN TTpenapar,
pacCUUTAaHHOW B COOTBETCTBUHU C METOJUKOM, yTBEpkAeHHOM [IpaBuTEILCTBOM
Poccuiickoit dexnepanuy;

4) npeBblIIIEHUE TTPEICTLHOMN OTITYCKHOM IIEHBI Ha IMIEPBBIA BOCIIPOU3BEICHHBIH,
OroaHAIOTOBBIN (OMOIIOOOHKIN) JIEKAPCTBEHHBIN MTpenapar MpoU3BOIUTENS
rocynapcTa - wieHa EBpa3uiickoro 5KOHOMHUYECKOTO COI03a HaJl MpeebHON
OTIYCKHOM IICHOM MPOU3BOIUTENSI HA BTOPOI BOCIIPOM3BEACHHBIN, OMOAHAIOTOBBIN
(6romno100HBII) JeKapCTBEHHBIH MpenapaT NPOU3BOAUTENS TOCYapCTBA - WieHa
EBpa3uiickoro 3KOHOMHUYECKOI0 COI03a, PACCYMTAHHON B COOTBETCTBHH C METOIUKOM,
yrBepkieHHou [IpaBurensctBoM Poccuiickoit @enepannu.

5. [lopsaok nepeperucTpalyu 3aperucTpupOBaHHbIX MPEAEIbHBIX OTIYCKHBIX LIEH
MPOU3BOAUTENEH Ha JIEKAPCTBEHHBIC MpenapaThl, BKIIOUYEHHBIEC B IIEPEUEHb )KU3HEHHO
HEO0OXOIMMBIX M BaXKHEUIINX JIEKAPCTBEHHBIX MIPENapaToB, B CIydasXx,
MPEAYCMOTPEHHBIX YacTsIMU 2-4 HACTOSIIEH CTaThy, ycTaHaBIUBaeTcs [IpaBuTenbcTBOM
Poccuiickoit denepanun.

6. DKOHOMHUYECKUN aHaIn3 npez[eanoﬁ OTHYCKHOﬁ LCHBI ITPONU3BOAUTECIIA HA
J'IeKapCTBeHHHﬁ nperapar, BKJIIOUEHHBIN B MEPCUCHDb JXU3HCHHO HCO6XOI[I/IMBIX )41
Ba)KHEMIIINX JICKApCTBCHHBIX IPCIIapaToOB, IIPpU €€ FOCYHapCTBeHHOﬁ perucTpanuu Uin



NepeperucTpay OCyecTBIsETCS (peaeparTbHbIM OPraHOM UCHIOJHUTEIBHOM BIIACTH,
OCYILIECTBISIOMMM (DYHKIIMU TIO IPUHSATHIO HOPMATUBHBIX IIPABOBBIX aKTOB U KOHTPOJIIO
3a COOJII0IEHHEM 3aKOHOATEeNIbCTBA B Chepe roCyAapCTBEHHOTO PErYJIUPOBaHUS LIEH
(TapudoB) Ha TOBapHI (YCIYyTH).

7. Pacuer npenenbHbIX OTIIYCKHBIX LIEH, YKa3aHHBIX B YacTAX | 1M 2 HacTOsIIEN CTaTby,
IIPU UX FOCYAAPCTBEHHOM PETUCTPALMU WM IIEPEPETUCTPALIUNA OCYLIECTBISECTCS B
COOTBETCTBUU C METOJUKOM, yrBepKaeHHOH [IpaBuTenscTBoM Pocculickoit @enepannn
Y YYUTBIBAIOIIEH B TOM YHUCIIE:

1) cobmronenne GaaHca HHTEPECOB MOTPEOUTEINEH JIEKApCTBEHHBIX IPEnaparos,
BKJIFOYCHHBIX B IIEPCUYCHDb JKU3HCHHO HGO6X0)II/IMI)IX ¥ BaXXKHEHIITNX JICKApPCTBCHHLBIX
mnpemnaparoB, 1 HpOI/ISBOI[I/ITeJIefI JICKAPCTBCHHLIX MPETIapaToOB, BKIIFOYCHHBIX B IIEPCUCHDb
KHU3HCHHO HCO6XOI[I/IMI>IX 7 BaKHEUTITHX JICKApPCTBCHHBIX MPCIIapaToB;

2) (pakTHUECKYIO OTIIYCKHYIO LIEHY Ha JIeKapCTBEHHbIE IpenapaTsl B Poccuiickoit
®denepanuu, IIEHY BBO3a JIEKAPCTBEHHBIX NpenapaToB B Poccuiickyro denepanuio, a
TaK)Ke LeHbl Ha aHAJIOTUYHbBIE JIEKAPCTBEHHBIE MTperapaThl, HaXoAA1uecs B 00paleHIH B
Poccuiickoit denepanuy;

3) 3aTpaThl IPOW3BOIUTENS JIEKAPCTBEHHOTO Tpemapara Ha MPOU3BOICTBO U PEATH3AIINI0
JIEKapCTBEHHOTO TIpenapara;

4) neHy Ha JIeKapCTBEHHBIH Mpenapar, ero LeHy B CTpaHe MPOU3BOAUTEINS U B CTPaHaX, B
KOTOPBIX JICKApPCTBEHHBIN MpenapaT 3aperucTpUPOBaH U (MJIM) B KOTOPbIE MOCTaBISETCS
MIPOU3BOIUTEIIEM.

8. He momyckarotcs peanusanus 1 OTITYCK JIEKapCTBEHHBIX MTPENapaToB, BKIIIOYEHHBIX B
nepeyeHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX NPENapaToB, HA
KOTOpbIE MPOU3BOIUTENISIMHU JICKAPCTBEHHBIX MIPETapaToB HE 3apErucTpUpoBaHa
npeenbHasi OTIYCKHAS LIeHa, peaan3alus IPOU3BOAUTESIMU JIEKAPCTBEHHBIX
MIpernapaToB 0 [IeHaM, MTPEBBIIIAIOIINM 3apETUCTPUPOBAHHBIC UITH
MepeperucTpupoOBaHHbIC MIPe/IebHbIE OTITYCKHBIE IIEHBI Ha JIEKAPCTBEHHBIE MTpernapaThl C
y4eTOM HaJloTa Ha 100aBJIEHHYI0 CTOMMOCTb.

9. OcobeHHOCTH TOCYIaPCTBEHHOTO PETYIUPOBAHUS MTPEIEIbHBIX OTIYCKHBIX [IEH
MPOU3BOAUTENIEH Ha JIEKAPCTBEHHbIC MPEnapaThl, BKIOYEHHbIEC B II€PEUCHb )KM3HEHHO
HEOOXOUMBIX U BAKHEHUIITUX JICKAPCTBEHHBIX IIPEIapaToOB, B 3aBUCUMOCTH OT
SKOHOMMYECKUX U (MJIH) COLMATBbHBIX KpUTEPHUEB (M3MEHEHUE YCIOBHI, MOPSAIKA U
CTOMMOCTH IPOU3BOJICTBA JICKAPCTBEHHBIX MPEIapaToB, HCIOJIb30BAaHUE HOBBIX (OPM,
METO/I0B ¥ CIIOCOOOB TOCYAApCTBEHHOTO PETYIUPOBAHUS IIEH Ha JIEKAPCTBEHHBIE
mpemnapaTsl, B TOM YKCIIe Ha OCHOBE MeXaHH3Ma pe)epeHTHOTrO 1IeHO00pa30BaHus,
W3MEHEHU MOPsI/IKa OKa3aHUsI MEAUIIMHCKON TTOMOIIY, U UHbIE U3MEHEHU )
ycra"asnuBarorcs [IpasurensctBoM Pocculickont @enepannu.

(Cratps B penakiuu, BBeZiIeHHOH B aelicTBue ¢ 7 utoHs 2019 rona denepanbHbiM
3ak0HOM 0T 6 uroHsa 2019 rojga Ne 134-D3. - CM. OpeabLayIIYIO PEIAKIINIO)




Cratps 62. 'ocynapcTBEHHBIN peecTp NPEeIbHBIX OTIIYCKHBIX IIEH IPOU3BOAUTENEH Ha
JIEKapCTBEHHBIE MPETapaThl, BKJIIOUYEHHBIC B IIEPEUCHb KU3HEHHO HEOOXO0AUMBIX
BAKHEMILNX JICKAPCTBEHHBIX IIPENIapaToB

1. 3aperucTpupoBaHHbIE UM [IEPEPETUCTPUPOBAHHBIE TIPEJEIIbHBIE OTIIYCKHBIE 1IEHbI
IIPOM3BOIUTENIEH HA JIEKAPCTBEHHBIE IIPETIapaThl, BKIIOUEHHBIE B IEPEYEHb KUZHEHHO
HEOOXOIMMBIX M BaXHEHUIIHNX JIEKAPCTBEHHBIX MTPENapaTOB, MOJUICKAT BKIIOYECHUIO B
roCy/lapCTBEHHBIN PEECTp MPEAEIbHBIX OTIYCKHBIX 1I€H ITPOU3BOIUTENEH Ha
JIEKapCTBEHHBIE MPETapaThl, BKIIOYCHHBIC B IEpeUYeHb )KU3HEHHO HEOOXOJMMBIX U
BAYKHEHIINX JIEKAPCTBEHHBIX MPENapaToB.

(YacTb B penakiuu, BBeIeHHOM B eticTBue ¢ 7 utoHs 2019 roga denepanbHbIM 3aKOHOM
ot 6 nrons 2019 roza Ne 134-®3. - CM. OpebLIYIIYIO PEIAKIIUIO)

2. T'ocynapcTBeHHBIN peecTp NpeAebHbIX OTIYCKHBIX 1IEH MPOU3BOIUTENEH Ha
JIEKapCTBEHHbIE IIPEapaThl, BKIIOUEHHbIE B [IEPEYEHDb )KU3HEHHO HEOOXO0IMMBIX U
BaXHEHIINX JIEKAPCTBEHHBIX [IPENIApaTOB, COAEPAKHUT B ceOe CIEAYIOIYI0 HH(DOPMALHIO:

1) HaMeHOBaHUE ICPKATENSI WIIH BJIJIENbI[a PETUCTPAIIMOHHOTO YI0CTOBEPEHUS
JIEKapCTBEHHOTO TIperapaTa, HAMMEHOBAaHWE TPOU3BOIUTEIS JIEKAPCTBEHHOTO Mperapara,
CBEJICHUS O PETUCTPAIUU JePKaTEeNs WIIH BJIaJIebIla PETUCTPAIIMOHHOTO YA0CTOBEPEHUS
JIEKapCTBEHHOTO TIperapara, CBEJICHUS O PErUCTPAIMH TPOU3BOIUTENIS JICKAPCTBEHHOTO
npenapara Jijisi MeIUIIMHCKOTO MPUMEHEHHS B KaUYeCTBE HAJIOTOTUIATEIbIIMKA B CTPAHE
perucTpanuu (IIsl pPOCCUUCKUX FOPUINYECKUX JINI] - UICHTU(DHUKAITMOHHBIN HOMEP
Hajoromatenbmuka (MHH), mis ”HOCTpaHHBIX FOPUINYECKUX JIUIL - CTpaHa
pEerucTpanyy, HaNMEHOBaHUE PETUCTPHUPYIOIIETO OpPraHa, perucTparmoOHHBIN HOMEP, KOJT
HaJIOTOTIIATEIIBIIMKA B CTPAHE PErUCTpalny (MHKOPIOPAIMH ) WU €r0 aHAJIOT ), MECTO
HaxOJKJICHUS MPOU3BOJICTBEHHBIX IIONIAI0K, YYACTBYIOIINX B MPOIIECCE MPOU3BO/ICTBA
JIEKapCTBEHHOTO TIperapara, C ykasaHueM CTaJiH Ipoliecca MPOU3BOICTBA;

(ITynkT B penakiuu, BBeieHHOU B neiicTBue ¢ 1 staBaps 2018 romga depepanbHbIM
3aK0HOM 0T 28 nexabps 2017 roga Ne 425-P3. - CM. npeAblAYIIYIO DEAAKIIUIO)

2) HaMMEHOBAHUE JICKAPCTBEHHOTO Tpenapara (MeXIyHapoIHOE HEITaTeHTOBAHHOE, WIH
TPYIIIUPOBOYHOE, WM XUMHUYECKOE U TOPTOBOE€ HAUMEHOBAHHUS);

(ITynkT B penakiuu, BBeieHHOH B aeiicTBue ¢ 1 uronst 2015 rona DenepalibHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-P3. - CM. npeablAyLLYIO PEAAKIIHIO)

3) HOMEep PETUCTPALMOHHOTO YAOCTOBEPEHHUSI IEKAPCTBEHHOTO IIperapara;

4) nexapcTBeHHas opma ¢ ykazaHHUEM JI03UPOBKH JIEKAPCTBEHHOTO Mpernapara u ero
KOJIM4YECTBA BO BTOPUYHOH (MOTPEOUTETHCKOM) YITaKOBKE, a TAK)KE KOMIUIEKTHOCTb;
(ITynkt B penakuuu, BBeieHHOM B AeiicTue ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM
o1 22 nekabps 2014 roga Ne 429-P3. - CM. npeaplAyLILYIO PEAAKIIHIO)

5) 3apeructpupoBaHHas Mpe/eIbHast OTITYCKHAs IIeHa Ha JISKapCTBEHHBIH Mpenapar B
pyonsx;



(ITynkT B penakiuu, BBeeHHOMU B feiictBue ¢ 1 mapra 2020 roga denepaibHbiM
3akoHOM 0T 27 jiekadps 2019 roga Ne 475-D3. - CM. OpeabUIYIIYIO PEAAKIIUIO)

6) mata ¥ HOMep MpHKa3a YIoJIHOMOYEHHOTO (pefiepabHOrO OpraHa UCTIOTHUTEIBHON
BJIACTU O TOCYIaPCTBEHHON PETUCTPALAN WUJIM IIEPEPETUCTPALIMH IIPEAECIBHON OTIYCKHOMN
LIEHBI Ha JIEKapCTBEHHBIH Npenapar, BKJIOYEHHbIN B IepeUYeHb KU3HEHHO HEOOX0IMMBIX
1 BOKHEHMILKX JIEKAPCTBEHHBIX NIPENapaToOB;

(ITynkr B penakuuu, BBeieHHOM B feiictue ¢ 1 urons 2015 roga desepaibHbIM 3aKOHOM
oT 22 nexabps 2014 rona Ne 429-D3; B penakiuu, BBeJIeHHOH B aeiicTBue ¢ 7 utoHs 2019
rona ®enepanbHpIM 3aKk0HOM OT 6 HroHs 2019 rosa Ne 134-P3. - CM. mpeablaynyo

PEIIAKITNIO)

6.1) naTta BCTymieHUs B CHJIy MPUKa3a YIOJIHOMOYEHHOIO (peiepaabHOro opraHa
HCIIOJIHUTENBHON BJIACTH O TOCYJaPCTBEHHON PETHCTPALMU WU IEPEPEruCTPALUN
MpeAEIBHON OTIYCKHOM LIEHBI IPOU3BOUTEINS HA JIEKAPCTBEHHBIN IIpenapar,
BKJIFOUEHHBIH B NepeueHb )KM3HEHHO HEOOXO0JUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX
IpenapaTos;

(ITynkt nononHuTensHO BKItoueH ¢ 7 utoHs 2019 rona denepanbHbIM 3aKOHOM OT 6
utonst 2019 roma Ne 134-D3)

7) WITPUXOBOM KOJI, HAHECEHHBII Ha BTOPUYHYIO (IOTPEOUTEIHCKYIO) YITAKOBKY
JIEKapCTBEHHOTO TIperapara;

(ITynkT nomoHUTENRHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabps 2014 roga Ne 429-D3)

8) KoJ JIeKapCTBEHHOTO TIpernapara 1mo aHaTOMO-TEPANeBTHIECKO-XUMHIECKOM
Kiaccuukanyu, peKoMeHI0BaHHOH BeceMupHoit opranuzanueit 31paBooXpaHeHus.
(ITynkT nomoHUTENHHO BKIOYEH ¢ 1 nrons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-03)

3. T'ocynapcTBeHHast perUCTpallysl UK TIEPEPETUCTPALIHS PEACTbHBIX OTITYCKHBIX 1IEH
Ha JIEKapCTBECHHBIC IIPenapaThl, BKIIOUCHHBIE B TIEPEUCHb KU3HEHHO HEOOXOJUMBIX U
BOKHEUIINX JICKAPCTBEHHBIX MIPENapaToB, BEACHHE rOCYIapCTBEHHOTO peecTpa
MpeACIIbHBIX OTITYCKHBIX II€H MPOU3BOIUTENICH Ha JIEKAPCTBEHHBIE MpenapaThl,
BKJIFOYCHHBIC B TIEPEUEHB KU3HECHHO HEOOXOAMMBIX M BAKHEUIITUX JIEKAPCTBEHHBIX
MIpernapaToB, OCYIIECTBIAIOTCS B MOPsIIKe, ycTaHOBICHHOM [IpaBuTenscTBOM
Poccuiickoit @enepanuu.

(YacTp B penakuuu, BBeJIeHHOH B nielicTBre ¢ 7 uioHsa 2019 roga denepanbHbIM 3aKOHOM
ot 6 urons 2019 roga Ne 134-®3. - CM. OpeabLAYIIYIO PENAKIIHIO)

Cratbst 63. YcTaHOBIEHHE OpraHaMH UCIIOJIHUTENILHON BIacTH cyObekToB Poccuiickoil
denepary npeesbHbIX pa3MepoB ONTOBLIX HA/I0ABOK U MPEAEIbHBIX pa3MEpOB
PO3HMYHBIX Ha10aBOK K (DAKTHUECKHUM OTIYCKHBIM LI€HaM, YCTAaHOBJIEHHBIM
IIPOU3BOIUTENSAMU JICKAPCTBEHHBIX IIPENapaToOB, Ha JICKAPCTBEHHBIE IIPENaparsl,
BKJIIOYEHHBIE B IEPEUYEHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHIIINX JIEKapCTBEHHBIX
[IpenapaToB



HaumenoBanue B peaakiuu, BBeieHHOM B neiictBue ¢ 1 mapta 2020 rona ®enepanbHbiM
3akoHOM 0T 27 nekabdps 2019 roya Ne 475-®3. - CM. OpeablAyIyI0 PEIaKIIHIO

1. Opransl UCIIOJIHUTEIBHOM BiIacTu cyobekTOB Poccuiickoit denepannn
YCTaHaBIUBAIOT MPEICIbHBIC pa3MePhl ONTOBBIX HA/I0ABOK U MPEJEIbHBIC Pa3Mephl
PO3HUYHBIX Ha0aBOK K (PAKTUYECKUM OTITYCKHBIM I1eHaM (0e3 yueTa Hajora Ha
N00aBJICHHYIO CTOMMOCTE), YCTAHOBJICHHBIM TIPOW3BOIUTEIISIMU JICKAPCTBECHHBIX
MpenaparoB, Ha JIEKAPCTBEHHBIE MTPENapaThl, BKIFOUEHHBIE B IEPEUYCHD )KU3HEHHO
HEOOXOTUMBIX ¥ BAXKHEUIITNX JICKAPCTBEHHBIX MIPEMAapaToB, B COOTBETCTBHUH C
YTBEPKJICHHOU B MOpsaKe, ycTaHoBIeHHOM [IpaBurensctBoM Poccuiickoit deneparuu,
METO/IMKON YCTAaHOBJIEHUS OpraHaMM MCIOJHUTENbHOM BiIacTu cyobeKToB Poccuiickoit
denepanun MpeaeTbHBIX Pa3MEPOB ONTOBBIX HAI0ABOK U MPECIIBHBIX Pa3MEPOB
PO3HUYHBIX HaI0ABOK K (PAKTUYECKUM OTITYCKHBIM I[€HaM, YCTaHOBJICHHBIM
MIPOU3BOIUTEISIMU JICKAPCTBEHHBIX MTPENapaToB, HA JIEKAPCTBEHHBIE TIPEnaparhl,
BKJIFOYCHHBIC B TIEPEUEHb KU3HEHHO HEOOXOIUMBIX U BOXKHEHIIIUX JIEKAPCTBEHHBIX
npenapatoB. [IpoekThl penieHnii OpraHoB UCTIOJTHUTEIILHON BIACTH CyOBEKTOB
Poccuiickoit deneparuu 00 ycTaHOBICHUH U (MJIM) U3MEHEHUH TIPEICTBHBIX Pa3MEPOB
OTITOBBIX HAZA0ABOK M MPEIETHHBIX PA3MEPOB POZHUYHBIX HAI0ABOK K (DaKTUUECKHM
OTIYCKHBIM II€HaM, YCTAaHOBJICHHBIM MPOU3BOIUTEISIMH JIEKAPCTBEHHBIX MpenapaToB, Ha
JIEKapCTBEHHBIC MpernapaThl, BKIIOYCHHBIC B IEPEUCHB )KU3HEHHO HEOOXOIUMBIX
BOKHEUIINX JICKAPCTBEHHBIX MTPENApaToOB, MOJICKAT COTIACOBAHUIO C YIIOJHOMOYECHHBIM
(dbenepanTbHBIM OPraHOM HCIIOJTHUTEIBHON BIACTH, OCYIIECTBIISIONIAM (DYHKITH TI0
MPUHATHIO HOPMATUBHBIX IIPABOBBIX AKTOB U KOHTPOJIIO 32 COOIIOICHIEM
3aKOHO/IaTENLCTBA B chepe roCyAapCTBEHHOTO PETyIUpOBaHus 11eH (TapudoB) Ha
TOBaphI (YCIIYTH), B OpsiaKe, ycTaHOBICeHHOM [IpaBurensctBoM Poccuiickoit
denepanuu.

(YacTp B penakuuu, BBeICHHOU B nericTBue DenepanbHbiM 3akoHOM OT 13 mronst 2015
rona Ne 241-@3; B pegakuuu, BBeeHHOH B neiicTBue ¢ 1 mapta 2020 roaa
DenepalibHbIM 3aKOHOM OT 27 nekabps 2019 roga Ne 475-D3. - CM. npeablayiyo

PEIAKIINIO)

2. OpraHu3aiyy ONTOBON TOPTOBJIH JICKAPCTBEHHBIMH CPEJICTBAMH, alITCUHBIC
OpraHu3aluy, UHAWBUAYaJIbHBIC TIPEANPHHUMATEIN, HIMEIOIIHNE JINIIEH3UIO Ha
(bapMaIeBTHYECKYIO JCITEIBHOCTh, MEJAUIIUHCKIE OPTaHU3aIlUH, UMEIOIINE JTUIICH3HIO
Ha (apMaleBTUYECCKYIO IEATEILHOCTh, M UX 000COOJICHHBIC 10Ipa3/ICICHUS
(amOynaropuwu, depaniepckue u (HenbaepcKo-aKymepcKue MyHKThI, IEHTPbI
(otnmenenus) oOmielt BpaueOHOM (CEMEHHOM ) MPAKTUKH ), PACTIOIOKEHHBIC B CEIIbCKUX
HACEJICHHBIX ITYHKTaX, B KOTOPHIX OTCYTCTBYIOT allTEYHbIC OPTaHU3aIlUH, OCYILECTBIISIOT
peau3aIuio JIEKapCTBEHHBIX MTPENapaToB, BKIOYCHHBIX B IEPEYCHD KU3HCHHO
HEOOXOAMMBIX ¥ BOXHEHIITHMX JIEKAPCTBEHHBIX MPENApaToB, MO [IEHAM, KOTOPbIC
(GhopMHPYIOTCS B COOTBETCTBUU C TIOPSIIKOM, YCTaHOBJIEHHBIM [IpaBUTENHCTBOM
Poccuiickoit @eneparuu, 1 ypoBeHb KOTOPHIX (0€3 ydeTa Hanora Ha JOOaBICHHYIO
CTOMMOCTb) HE JOJKEH MPEBHIIIATh CyMMY (aKTHUYECKOM OTIMYCKHOM II€HBI,
yCTaHOBJICHHON TIPOU3BOAUTEIIEM JIEKAPCTBEHHOTO MIperapaTa, He PEBbIIIaroIIen
3aperucTPUPOBAHHON WM MEPEPEruCTPUPOBAHHON MPEAETHHOM OTITYCKHOM 1IEHbI
MIPOU3BOIUTENS (HA ATy pealu3aliy JeKapCTBEHHOTO Mpernapara Mpou3BOIUTENIEeM), ’



pa3mepa OnToBoi HagOaBKU U (WJIM) pa3Mepa PO3HUYHOM HaA0aBKU, HE MPEBbIMIAIOIINX
COOTBETCTBEHHO pazMepa MpeaebHON ONTOBOM Hafa0aBKU U (WJIH) pa3Mepa MpeaeabHON
PO3HMYHOHN HAaI0aBKH, YCTAHOBJICHHBIX B cyObekTe Poccuiickoit denepannu.

(HacTb B penakiuu, BBeieHHOM B neiictBue ¢ 1 mapta 2020 roga ®enepanbHbIM 3aKOHOM
ot 27 nekabdps 2019 roya Ne 475-@03. - CM. IpEAbIAYIYIO PEAAKIIUIO)

3. Oprasbl HCIOTHUTETBHOM BiacTH CyOBeKTOB Poccuiickoit deaepannu pa3MeniamT B
cetu "MHTepHeT" MH(POPMALIMIO O 3apETUCTPUPOBAHHBIX IIPENIEIbHBIX OTIYCKHBIX LIEHAX
IIPOM3BOIUTENIEH HA JIEKAPCTBEHHBIE IIPENIapaThl, BKIIOUEHHBIE B IEPEYEHb KU3HEHHO
HEO0OXO0IMMBIX M Ba)KHEUIINX JIEKApCTBEHHBIX IIPENapaToB, 00 yCTAaHOBJIEHHBIX B
cyobexte Poccuiickoit denepannu npeneinbHbIX pa3Mepax ONTOBBIX Ha0aBOK U (WUJIH)
Mpe/iebHBIX pa3Mepax PO3HUYHBIX Ha/10aBOK K YCTaHOBJIEHHBIM IIPOU3BOAUTEISIMU
JIEKapCTBEHHBIX MIPENapaToB PaKTUYECKUM OTIYCKHBIM II€HaM Ha JIEKapCTBEHHBIE
IpenapaThl, BKIIIOUEHHBIE B [IEPEUEHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIINX
JIEKapCTBEHHBIX MIPENapaToB, a TAKKE O CYMME 3apErUCTPUPOBAHHBIX MPEAETbHBIX
OTITYCKHBIX II€H MPOU3BOANTENEH Ha JIeKapCTBEHHBIE MTpenapaThl, BKIIOYCHHbBIE B
nepeyeHb )KU3HEHHO HEOOXOUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaTos,
YCTaHOBJIEHHBIX B cyOobekTe Poccuiickoit denepanuu npeaesibHbIX pa3MepOB ONTOBBIX
Ha70aBOK U MPeIEbHBIX Pa3MEPOB PO3HUYHBIX Ha10aBOK M HAJIOTa Ha 100aBJICHHYIO
cTouMocTh. MHpopmanus, mperycMOTpeHHas HaCTOSIIEN YacThI0, JOKHA HAXOAUThCS
TaK)Ke B alTeUHbIX OpraHu3alysIX B JOCTYITHOM JJIsl BCEX 3aMHTEPECOBAHHBIX JIHII (hopme
1 OOHOBJIAITHCS 10 MEpE €€ pa3MElIeHHs] OpraHaMi HUCTIOJTHUTEIbHON BJIACTH CYObEKTOB
Poccuiickoit ®eneparuu B cetu "MuTepHeT".

(Yactp B penakuuu, BBeIeHHOU B neficTBre ¢ 1 mapta 2020 roga denepaibHbIM 3aKOHOM
ot 27 nexabps 2019 roma Ne 475-@3. - CM. OPeAbIAYIYIO PEAAKIIUIO)

4. Yacte yrpatuna cuiry ¢ 1 mapta 2020 roaa - @enepanbHblil 3ak0H 0T 27 aexadps 2019
roaa Ne 475-@3. - CM. OpeabIAYIIYIO PEAAKIIUIO.

I'maBa 13. MoautopuHT 3(pPEKTUBHOCTH U OE30MTACHOCTH JICKAPCTBEHHBIX IIPEMapaToB,
HaxoJAuxcsi B oopamieHuu B Poccutickoit deaepanun

HaumenoBanue B penakiuu, BBeJeHHOU B aeiicTBue ¢ 1 urons 2015 rona @eaepasibHbIM
3aKkOHOM OT 22 nexadpst 2014 roga Ne 429-D3. - CM. IpeabLIVIIVIO PEAAKIIAIO

Crartbs 64. ®apmakoHaa30p

1. JlekapcTBeHHBIE TTpenapaThl, HaxoAAIIMecs B oopanieHuu B Poccuiickoit deneparuu,
MO/JIeKaT MOHUTOPUHTY 3((EKTUBHOCTU M O€30TTACHOCTH B LIEJISIX BBISBICHUS
BO3MOXHBIX HETATUBHBIX MOCIEICTBUN UX TPUMEHEHUS, MHAUBHIYaIbHOM
HEMEePEHOCUMOCTH, PEIYPEKICHUS MEIULIMHCKAX PAOOTHUKOB, CIICIIHATMCTOB B
obnacTu BeTeprUHAPUH, MAIIMEHTOB WX BIaICbIEB )KUBOTHBIX M UX 3AIIUTHI OT
MIPUMEHEHHUSI TAKUX JIEKAPCTBEHHBIX MPEMApPATOB.

(YacTs B pemakium, BBeieHHOM B neiicTBue ¢ 13 aBrycta 2019 roga denepanbHbiM
3akoHOM OT 2 aBrycra 2019 roga Ne 297-03. - CM. npeablayIIYIO PEAAKIIUIO)




2. ®dapMakOHAI30pP OCYLIECTBIIAETCA COOTBETCTBYIOLIUM YHOJIHOMOYEHHbBIM
(benepaabHBIM OPraHOM UCTIOJIHUTENFHON BIIACTH B YCTAHOBICHHOM MM IMOPSAKE ITyTEM
aHaIM3a IPe0CTaBIIsIEMON CyObeKTaMU 0OpallleHHs JIEKaPCTBEHHBIX CPEACTB
nHpOpMaUY 0 TOOOYHBIX JEUCTBUSIX, HEXKEIIATEIBHBIX PEAKIHIX, CEPbE3HBIX
HEXXEJIaTeIbHBIX PEAKIUIX, HETPEIBUICHHBIX HEKENATSIbHBIX PEAKIHAX MIPH
MPUMEHEHHH JIEKAPCTBEHHBIX MPENapaToB, 00 HHIAWBHUIYAIbHON HENEPEHOCUMOCTH,
OTCYTCTBUH (P (PEKTUBHOCTH JIEKAPCTBEHHBIX MPETIAPATOB, a TAKXKe 00 MHBIX (pakTax u
00CTOSITENBCTBAX, MPEACTABIIAIOMINX YTPO3Y KU3HU WU 3/10POBBIO YEIOBEKa MO0
’KUBOTHOTO TIPY PUMEHEHUH JICKAPCTBEHHBIX IPENApaTOB U BBHISABICHHBIX HA BCEX
sTanax oOpalleHus JeKapCTBEHHBIX IpenapaTtoB B Poccuiickoit @enepanuu U Apyrux
rocy/apcTBax.

3. CyObekThl 0OpallleHus JIEKApCTBEHHBIX CPEJCTB B MOPSIKE, YCTAHOBICHHOM
YIOJHOMOYEHHBIM (peZiepaibHbIM OPraHOM MCIOJHUTEIBHON BIACTH, 00s3aHbl COOOIIATh
B YIIOJIJHOMOYEHHBIN (peiepaabHbIil Oprad UCTIOTHUTEIHHOM BJIACTH O TTOOOYHBIX
NEUCTBUSX, HEXKENATENIbHBIX PEAKIMX, CEPbE3HBIX HEXKENATEIbHbIX PEaKIUIX,
HEeNpeIBUICHHBIX HEeXKENAaTeIbHbIX PEaKLUAX MPU MPUMEHEHUH JIEKAPCTBEHHBIX
IpenapaToB, 00 HHANBUAYAbHON HEMEPEHOCUMOCTH, OTCYTCTBUH 3(h(hEeKTUBHOCTH
JIEKapCTBEHHBIX MPEMapaToB, a TakKe 00 MHBIX (PaKTax U 0OCTOSATENbCTBAX,
MIPEJICTaBISIONINX YIPO3Y KU3HHU WM 3I0POBBIO YeTIOBEKa JIMO0 KUBOTHOTO MIPH
MIPUMEHEHHUH JIEKapCTBEHHBIX MIPEMAapaToOB U BHISBICHHBIX HA BCEX ATANax 0OpalieHus
JIEKapCTBEHHBIX MpenapaToB B Poccniickoit denepanuu 1 Apyrux rocyaapcrBax.

4. JlepxaTenu WK BIAJCIBIBI PETUCTPAIMOHHBIX YIOCTOBEPEHUH JICKAPCTBEHHBIX
MpenapaToB, OPUANYECKHE JINIA, HA UMsI KOTOPBIX BBIJIAaHBI pa3peIICHUs Ha TPOBEIACHUE
KIIMHWYECKUX uccaenaoBanuii B Poccuiickoit denepamnuu, 1100 yIOJIHOMOYCHHBIE UMH
IpyrUe IPUANIECKHUE JINIA B paMKax oOecreueHus: 0€3011acHOCTH JICKapCTBEHHBIX
MpenapaToB B MOPAJIKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM YIIOJHOMOYCHHBIM
(dhenepaTbHBIM OPraHOM HCIIOJTHUTEILHON BIACTH, 00s3aHBI OCYIIECTBIISATh MIPUEM, YUET,
00paboTKy, aHAJIU3 U XPAaHCHHUE TIOCTYMAIOIIUX B UX aJpec OT CYObEKTOB oOparieHus
JIEKApCTBEHHBIX CPEJICTB U OPTAHOB IOCYAApPCTBEHHOH BJIACTH COOOIIEHHI 0 TOOOYHBIX
NEHCTBUSX, HEXKENATEIbHBIX PEAKIHUAX, CEPhE3HBIX HEXKEIATEIbHBIX U HEMIPEABUICHHBIX
HEeXeJaTeIbHBIX PEAKIUAX MPU MPUMEHEHHUH JIEKAPCTBEHHBIX MPENapaToB, 00
0COOEHHOCTSX X B3aUMOJCHCTBUS C APYTUMH JICKAPCTBEHHBIMH TIPETapaTaMu,
WHIUBUAYaIbHON HEMEPEHOCUMOCTH, a TaKke 00 MHBIX (DakTax U 00CTOATEIbCTBAX,
MIPEJICTaBJISIONINX YIPO3Y KU3HHU WM 3J0POBBIO YETOBEKa JIMOO KUBOTHOTO WIIH
BIUSIOIIUX HA U3MEHEHHUE OTHOILIECHUS 0KUAAEMOM MOJIb3bI K BO3MOXHOMY PUCKY
MIPUMEHEHHUSI JIEKAPCTBEHHBIX MPEIapaToB.

5. HpI/I BBISIBJICHHUU PIH(i)OpMaI_II/II/I 0 CCPBE3HBIX HCIKCIIATCIIbHBIX PCAKIUAX U
HEMIPCABUACHHBIX HCKCIIATCIIbHBIX PCAKIHUAX ITPHU MPUMEHCHUHU JICKAPCTBCHHBIX
Ipenaparos, 00 0COOECHHOCTSIX HX B3aMMOJEUCTBHUS C APYTUMH JICKAPpCTBCHHBIMU
npenaparamu, HHHHBHHyaHBHOﬁ HCIICPCHOCUMOCTH, a4 TAKKE 00 MHBIX (baKTaX u
O6CTO$ITCJ'ILCTB&X, BJIMSAIONIMX HAa U3MEHEHHNE OTHOIIECHMS OKHIaEMOM IOJIb3bI K
BO3MOKHOMY PUCKY IPUMCHCHUS JICKAPCTBCHHBIX ITPETIapaTOB, ACPIKATCIIN UIINU
BJIaACIIbIBI PETUCTPATUOHHBIX YI[OCTOBepeHI/Iﬁ JICKaAPCTBCHHBLIX IIPCIIaApPaTOB,



IOPUAMYECKHUE JINIIA, HA UMSI KOTOPBIX BbIAHBI pa3pellieHUsl HA IPOBEACHNE
KIMHUYECKHUX HccaenoBanuii B Poccuiickoit deneparyu, 1100 yoJIHOMOYEHHBIE HMU
Jpyrue I0pUAUYECKUe JIMla 00s3aHbl IPUHSTH MEPbI, HAIIPABJICHHbBIE HA YCTPAaHEHHE
HEraTUBHBIX [IOCJIEJICTBUI NPUMEHEHUS TaKUX JIEKapCTBEHHBIX IIPENapaToB,
IIpeNyNpexXIeHNE IPUUNHEHHS Bpela )KU3HU UIIU 310POBbIO UeJI0BEKa JIMOO0 KUBOTHOTO,
3alUTy UX OT IPUMEHEHUS TAKUX JIEKApCTBEHHBIX IIPENAapaToOB, HA JIONOJHUTEIbHBIN
cOop HaHHBIX 00 A(PGEKTUBHOCTH U OE30MACHOCTH TAKUX JIEKAPCTBEHHBIX MPETIapaToB.

6. 3a HecooOIIeHNE UITH COKPHITHE HH(DOPMAITUH, TIPETYCMOTPEHHON YacThio 3
HACTOSIIIEN CTaTbU, JepKATeNN WIN BIaA€IbIbl PETUCTPALMOHHBIX YIOCTOBEPEHUI
JIEKapCTBEHHBIX MPEMapaToB, OPUINIECKUE JTUIA, HA UM KOTOPBIX BBIJAHBI pa3pelieHUsI
Ha MPOBEJCHUE KIMHUYECKUX nccienoBanuii B Poccuiickoit deneparuu, 1m1bdo
YIOJHOMOYEHHbIE UMH JIpYTHE IOPUANYECKHUE JINLIA, @ TAKXKE JOJHDKHOCTHBIE JINIIA,
KOTOPBIM 3Ta HH(pOpMAIUS CTajla U3BECTHA 110 POAY UX IpodeccuoHaTbHOM
JEeSITEeIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEIHCTBOM
Poccuiickoit ®enepanuu.

7. Tlpu osty9eHUH yIOJTHOMOYEHHBIM (eZiepaTbHbIM OpPraHOM HCTIOJHUTEIHLHOM BIACTH
B paMKax OCYIIECTBIICHUS UM (papMaKOHAI30pa I0OKA3aTEICTB O HECOOTBETCTBUHU
JIEKApCTBEHHOTO TIperapaTa yCTaHOBICHHBIM TPeOOBAHUSM WU TP TOTyYECHUH
nH(pOpPMAaLIMK O HECOOTBETCTBUU JIaHHBIX 00 3PPEKTUBHOCTH U 0 0€30IaCHOCTHU
JIEKApCTBEHHOTO TIperapara JaHHBIM O JICKaPCTBEHHOM IIpernapare, CoAep KaliiuMcs B
WHCTPYKITUH TI0 €r0 MTPUMEHEHUIO (B TOM YHCIIE BBISIBIICHHBIX B XOJ€ OCYIIECTBIICHUS
(hapmakoHa30pa KOHTPOJIHLHO-HA30PHBIMU OpraHaMy WHOCTPAHHBIX TOCYIapPCTRB),
YIOJJTHOMOYEHHBINH (eiepaibHbIi OpTaH UCTIOTHUTEILHON BJIACTH B YCTAHOBJIICHHOM UM
MOPSIKE pacCMaTPUBAET BOTIPOC O MPUOCTAHOBJICHUH MIPUMEHEHHS TAKOTO
JIEKapCTBEHHOTO TIperapara.

(Cratbs B pemakuuu, BBeJIcHHOU B aeiicTBue ¢ 1 utons 2015 roga depepanbHbIM
3aK0HOM 0T 22 nexkabps 2014 roga Ne 429-P3. - CM. npeAblAYIIYIO DEAAKIIUIO)

Cratbs 65. [IpuocTaHoBIIeHHE TPUMEHEHUS JIEKAPCTBEHHOIO Mpenapara

1. IIpu nonydyenuu nHGOPMALIUK O HEXKENATEIbHBIX PEAKIUAX IPU IPUMEHEHUU
JIEKapCTBEHHOTO IpernapaTa, He YKa3aHHbIX B MHCTPYKLIUHU [0 PUMEHEHHUIO
JIEKapCTBEHHOT'O IMpernapaTa, Cephe3HbIX HeXKeIaTeNbHBIX PeaKIHIX, 00 0COOCHHOCTAX
€ro B3aUMOJCUCTBUS C APYTUMHU JICKAPCTBEHHBIMHU MIpenapaTaMu, KOTOPbIE MOTYT
MIPEJICTaBIATh YTPO3Y KU3HH WIIH 3I0POBBIO YeJIOBEKa MO0 KUBOTHOTO, a TAKKE O
HECOOTBETCTBUU JaHHBIX 00 A3PPEKTUBHOCTH U 0 OE€30MACHOCTH JIEKAPCTBEHHOTO
npernapaTa JJaHHBIM O JIEKAPCTBEHHOM Ipernapare, COAep KalluMcsi B UHCTPYKIIUH 110 €r0o
MIPUMEHEHHIO, B TOM YHUCJIE OT YIIOJTHOMOYEHHBIX OPraHOB HHOCTPaHHBIX FOCYIAPCTB,
00MEeH KOTOPOU OCYIIIECTBISETCS B COOTBETCTBHH C COTJIAIIEHUSIMHU MEKTY
YIIOJTHOMOYEHHBIM (e/iepallbHbIM OPTaHOM HCTIOIHUTENBHON BIACTU U
YIOJIHOMOYEHHBIMH OPTaHAMH MHOCTPAHHBIX TOCYAAPCTB, YIIOJIHOMOYEHHBIH
(denepanbHbBIN OpraH UCMOIHUTEIBHON BIACTH PacCMaTPUBAET BOMIPOC O BOZMOYKHOCTH
MIPUOCTAHOBIICHHUS OOpAIIEHHUs] TAKOTO JIEKAPCTBEHHOTO TIperapara B MOPSIJIKE,
YCTaHOBJICHHOM YIIOJIHOMOUYEHHBIM (pe/iepaabHbIM OPTaHOM HCIIOJTHUTEIHHON BIACTH.



2. Ilpu HEUCTIONIHEHNH WM HEHAIJIEKAILEM HCIIOIHEHNUH JIepKaTEeIIMU WK
BJIaIETIbLIAMU PETUCTPALIMOHHBIX YIOCTOBEPEHUM JIEKaPCTBEHHBIX IIPENapaToB,
IOPUANYECKUMU JIMIIAMH, HAa UMSI KOTOPBIX BbIIAHbI pa3pelleHNs Ha IPOBEICHHE
KJIIMHWYECKUX uccaenoBanuil B Poccuiickoit denepanuy, WK yioJHOMOYEHHBIMA HMH
JPYTUMHU IOPUAMYECKUMU JIUIIaMU 00sI3aHHOCTEHN, YCTAHOBJIEHHBIX YacTaMU 3 U 4 cTaTbu
64 Hacrosero deaepanbHOTO 3aKOHA, MO0 B CIIydasX MPeICTaBICHUS
COOTBETCTBYIOLINM YIIOJTHOMOYECHHBIM (hefiepabHbIM OPraHOM MCTIOTHUTENILHON BIACTH
3aKJIFOUEHUS O HEJOCTOBEPHOCTH PE3YJIbTaTOB KIMHUYECKOTO UCCIIEI0BaHUS
JIEKapCTBEHHOTI'O IpenapaTa Jilsl MEIUIMHCKOTO IPUMEHEHHS], KOTOPOE OCHOBAHO Ha
pe3ynpTaTax MpoBEPKH METUIIMHCKOM OpraHn3alyy, IpOBOIMBLIEH yKa3aHHOE
KIIMHUYECKOE MCCIIEIOBaHNE C HapyLLIEHUEM IIPAaBUJI HaAJIeKaIel KIMHUYECKOM
MIPaKTUKH, U MIPUBEJO K MOJyYEHUIO HEJOCTOBEPHBIX PE3yIbTaTOB, IU0O B Clydae
HEBBINIOJHEHUS PEANNCAHNS, BbIIAHHOTO YIIOJHOMOYEHHBIM (e/iepalibHbIM OPraHOM
HCIIOJIHUTENBHOM BJIACTU MO UTOTaM OCYILECTBJICHHS BBIOOPOUYHOTO KOHTPOJIS KayecTBa
JIEKapCTBEHHOTO Tperapara, ynoJTHOMOYEHHBIN (eiepaibHbIM OpraH UCTIOTHUTEITIHHOM
BJIACTH B YCTAaHOBJIEHHOM UM HOPSIKE pacCMaTPUBAET BOIIPOC O MPHOCTAHOBIIEHUU
MIPUMEHEHMSI TAKOTO JIEKapCTBEHHOTO Mpenapara.

3. YnoaHOMOYEHHBIH (efepaabHbIil OpraH UCIOTHUTEHHON BIIACTH MPH TIPEICTABICHUH
€My CBEJCHHI O HECOOTBETCTBUU MTPOU3BOIUTEIS IEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM
MpaBUJI HaJIeXkKAIIEH TPOU3BOACTBEHHOM MPAKTUKHU U (WJIH) O HAPYIICHUH
JUIIEH3UOHHBIX TPeOOBAaHUM, KOTOPHIE OBIIN BHISBICHBI B XOJ€ MPOBEICHUS
MHCIEKTUPOBAHUS MTPOU3BOIUTENIS JICKAPCTBEHHBIX CPECTB MIIM OCYIIECTBICHUS
JUIEH3UOHHOTO KOHTPOJIA B c(hepe Mpou3BOICTBA JIEKAPCTBEHHBIX CPEJCTB U MPUBEIH
WM MOTYT MPUBECTHU K MPOU3BOJICTBY JIEKAPCTBEHHBIX MIPENapaToB sl METUIITHCKOTO
MPUMEHEHHUS], MPUUNHUBIINX WA CIIOCOOHBIX MPUUUHUTE BPEJl KU3HU HIIN 30POBBIO
rpaXkJaH, pacCMaTPUBAET BOIIPOC O MPHUOCTAHOBIEHUU IPUMEHEHUS JIEKAPCTBEHHBIX
MpernapaToB JUIsl MEIUIUHCKOTO MPUMEHEHHS B YCTAHOBJIEHHOM UM MOPSIKE B

CIeaAyromux cirydasax:

1) coctaB u (MJIK) TEXHOJIOTHS TPOU3BOJICTBA JIEKAPCTBEHHOTO Mpernapara ajs
MEHUIIMHCKOTO MPUMEHEHHS (C ONMHUCAHUEM CTaIuil MPOU3BOICTBA) OTINYAIOTCSA OT
3asIBJICHHBIX B PETUCTPALIMOHHOM J0CHE;

2) JICKapCTBCHHbIﬁ mnpernapar 1t MCAULIUHCKOIO IMPUMCHCHHA ITPOU3BCICH HA
HpOHSBOI{CTBCHHOﬁ miomaake, He YKaSaHHOﬁ B PCTUCTPALITMOHHOM AOCHE;

3) Yy OpOU3BOIUTCEIIA JICKAPCTBEHHBIX CPCACTB OTCYTCTBYHOT JOKYMCHTEI,
HNOATBCPIKAAOIINEC COOTBECTCTBHUEC KAYCCTBA JICKAPCTBCHHOI'O IIpCIiapara AJisd
MCAUIHUHCKOI'O IIPUMCHCHU, BBOAUMOI'O B rpa)I(,Z[aHCKI/Iﬁ O60pOT, Tpe60BaHI/I${M,
YCTAHOBJICHHBIM IIPH €TI0 T’ OCY,I[&pCTBCHHOfI perucTpanuu;

4) npou3BOIUTENEM JICKAPCTBEHHBIX CPEACTB B COIVIACOBAHHBIN C COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (heiepaIbHBIM OPraHOM UCTIOJIHUTEIBHOM BIACTH CPOK HE YCTPAHEHbBI
HapyleHust TpeOOBaHUHM MpaBUII HaJUIeXkKallel MPOu3BOACTBEHHON MPAKTUKHU U (HIIN)
JIMIIEH3UOHHBIX TPeOOBaHU, KOTOPbIE OBLIM BBISBICHBI B X0J1€ MPOBEICHUS



WHCIIEKTUPOBAHUS IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB WIIM OCYILIECTBIICHUS
JTUIEH3MOHHOTO KOHTPOJISA B c(hepe MpOou3BOICTBA JICKAPCTBEHHBIX CPEJCTB M MPUBEIH
WJTM MOTYT MPUBECTH K MPOU3BOACTBY JIEKAPCTBEHHBIX MPENAPATOB ISl MEAUIIMHCKOTO
MPUMCHCHHSI, TPHYUHUBIINX WA CIIOCOOHBIX MPUYNHUTE BPEJT KU3HU HIIH 3JI0POBBIO
TpaK]IaH.

(Yactp mononmHuTeNbHO BKIIOUeHA ¢ 15 utons 2018 roga denepanbHbIM 3aKOHOM OT 4
utons 2018 roga Ne 140-D3)

4. YnonHOMOYEHHBIN (pefiepabHbIN OpraH UCIIOJHUTENBHOM BJIACTH NPU HAIUYUH Y
HEro CBEJICHUI 0 HECOOTBETCTBUM MTPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM ITPaBUJI Ha/JIeKalel MPOU3BOACTBEHHOM MPAKTUKU U (MJIM) O HApyLLIEHUU
JUEH3UOHHBIX TPEOOBaHUM, KOTOPbIE ObLIN BBISBIEHBI B X0/1€ TPOBEACHUS
MHCIEKTUPOBAHUS TPOU3BOIUTENIS JIEKAPCTBEHHBIX CPECTB HIIM OCYIIECTBICHUS
JUIEH3UOHHOTO KOHTPOJIA B c(hepe MpOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB U MPUBEIH
WM MOTYT MPUBECTHU K MIPOU3BOJICTBY JIEKAPCTBEHHBIX IIPENapaToB JjIsl BETEPUHAPHOTO
MPUMEHEHHUS], TPUUMHUBIINX WIN CIOCOOHBIX MPUUMHUTE BPEJl KU3HU WU 3J0POBBIO
KUBOTHBIX, PACCMAaTPUBAET BOIIPOC O MPHOCTAHOBIECHUH PeaTU3alHU U IPUMEHEHUS
JIEKapCTBEHHBIX MIPENapaToB JJIsl BETEPUHAPHOTO IPUMEHEHHUS B YCTAHOBICHHOM UM
MOPSZKE B CIACAYIOIIUX CIIydasX:

1) coctaB u (MJIK) TEXHOJIOTHSI IPOU3BOJCTBA JIEKAPCTBEHHOTO IIperapaTa Juist
BETEPUHAPHOTO MPUMEHEHHUS (C OTMCAHUEM CTaIuil MPOU3BOACTBA) OTINYAIOTCS OT
3asBJICHHBIX B PErMCTPALIUOHHOM JIOChE;

2) nexapCTBEHHbIN Mpemnapar il BETepUHAPHOTO TPUMEHEHHSI TPOU3BEICH Ha
MIPOM3BO/ICTBEHHOM IJIOUIA/IKE, HE YKa3aHHOM B PETUCTPALIMOHHOM JIOCHE;

3) y mpoU3BOIUTEINS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTHI,
MOATBEPKIAIOIIUE COOTBETCTBHE KaueCTBa JIEKAPCTBEHHOTO Mpenapara Asis
BETEPUHAPHOTO MPUMEHEHHS, BBOJUMOTO B IPaXKIaHCKUI 000pOoT, TpeOOBaHUSM,
YCTaHOBJIEHHBIM IIPH €T0 FOCYIapCTBEHHOU PETUCTPALIUU;

4) mpon3BOIUTEIIEM JICKAPCTBEHHBIX CPEACTB B COTJIACOBAHHBIN C COOTBETCTBYIOIIUM
YIIOJJTHOMOYEHHBIM (peiepaabHbIM OPraHOM MCIIOJHUTEIIBHON BJIACTH CPOK HE YCTPAHCHBI
HapyleHus TpeOoBaHU MpaBUIl HaIIeKaleil MPOU3BOACTBEHHON MPAKTUKH U (MIIN)
JIMIIEH3UOHHBIX TPeOOBaHUM, KOTOPHIE OBLIIN BBISBICHBI B X0J1€ MPOBEACHUS
WHCIEKTUPOBAHUS ITPOU3BOIUTENIS JICKAPCTBEHHBIX CPECTB HIIM OCYIIECTBICHUS
JIMIIEH3UOHHOTO KOHTPOJISI B Chepe MPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB U MPUBEITH
WJIM MOTYT MPUBECTHU K MPOU3BOJICTBY JIEKAPCTBEHHBIX MIPENapaToB sl BETEPHUHAPHOTO
MIPUMEHCHHUSI, MPUIMHUBIINX HJIM CITIOCOOHBIX MPUYMHUTD BPE )KU3HU WIIH 37I0POBBIO
JKUBOTHBIX.

(Yactp momomHUTENBHO BKItOYeHA ¢ 15 mions 2018 roga denepaibHBIM 3aKOHOM OT 4
utons 2018 roga Ne 140-®D3)(Cratbst B peAakiuiu, BBeIeHHOM B feiictBue ¢ 1 urons 2015
roja ®enepanbHbiM 3aK0HOM OT 22 aekabps 2014 roga Ne 429-D3. - CM. OpeabIayIIyo

PENAKIIUIO)




C 1 suBaps 2023 roga PenepanbHbiM 3akoHOM 0T 27 nekadps 2019 roga Ne 475-D3
crathbs 65 Hactosmiero OenepaabHOTroO 3aKOHA OY/IET AONOJIHEHA YacTsIMU S U 6.

Crates 66. MHpopmarnus o pe3ynbrarax papMaKkoHaI30pa

YnosiHOMOYEHHBIN (eiepalIbHbII OpraH UCIOIHUTEIbHOM BIACTH, OCYIIECTBIISIOIIUI
(bapMakoHaI30p, IO €To pe3ysIbTaTaM pa3MeIaeT Ha CBOeM O(UIIMaTFHOM CaiiTe B CETH
"NuTepHer" nHPOPMAITHIO O:

1) BBISIBJICHMH HOBBIX MOJITBEPXKICHHBIX JAHHBIX O MOOOYHBIX NEHCTBUSIX,
HE¥KEJIATEeIIbHBIX PEAKIUAX, CEPhE3HBIX HEXKENATEIbHBIX PEAKIUAX, HEPEIBUACHHBIX
HEKEJIATeNIbHBIX PEAKIUAX MTPU MPUMEHEHNH JIEKAPCTBEHHOT'O MIpernapara, B TOM YKCIie
BJIMSIFOIIMX HA OTHOLIEHHUE OKHUIAEMOM MOJIb3bl K BO3MOXHOMY PUCKY IPUMEHEHHUS
JTAHHOTO JIEKApCTBEHHOTO Mpenapara;

2) IPUHATHIX PEUICHUSX O BHECEHUH N3MEHEHHI B MHCTPYKIIUIO TI0 IPUMEHEHUIO
JIEKapCTBEHHOTO Mpernapara, 0 IPUOCTAHOBICHUN TPUMEHEHUS JIEKAPCTBEHHOTO
npenapara, 00 U3bATHU U3 00palleHUs JIEKAapCTBEHHOTO MpernapaTa WiH O
BO300HOBJICHWY TTPUMEHEHHS JIEKAPCTBEHHOTO TIpernapara.

(Cratps B penakuuu, BBeJeHHOH B AeiicTBre ¢ 1 MmapTa 2020 rona DenepaibHbIM
3aK0HOM 0T 27 nexkabps 2019 roma Ne 475-D3. - CM. IpeAbIAYITYIO PENAKIIUIO)

I'maBa 14. Madopmarus o 1ekapcTBeHHBIX Mpenapatax. CucteMa MOHUTOPHHTA
JIBUKEHUS JIEKAPCTBEHHBIX MPENapaToB JJIsl MEIUIUHCKOTO MPUMEHEHUS

HaumeHnoBanue B penakiyu, BBEIeHHOU B AeiicTBre ¢ | stHBapsa 2018 roga
denepanbHbIM 3aK0HOM OT 28 nexadps 2017 roma Ne 425-D3. - CMm. npeabLayyo

PEAAKIINIO

Cratbs 67. Madopmarius o IekapCTBEHHBIX IpenapaTax. CucteMa MOHUTOPHHTA
JIBUKEHUS JIEKAPCTBEHHBIX MPENapaTOB JJIsi MEIUIIUHCKOTO MPUMEHEHUS

HaumenoBanue B penakiuu, BBeJeHHOU B aeiicTBue ¢ 1 suBaps 2018 roma
denepanbHbIM 3aK0HOM OT 28 nexadps 2017 roma Ne 425-D3. - CM. npeabLayIIyo

PEAAKIIMIO

1. Undopmarius o 1eKapcTBEHHBIX Mpenaparax, OTIYCKaeMbIX MO pelenTy Ha
JIEKapCTBEHHBIN Mpenapar, JI0JDKHA COIePKATHCS TOJIBKO B CTICIIHATM3UPOBAHHBIX
W3IaHMX, TPEAHA3HAYCHHBIX JUISI MEIUIIMHCKUX, (papMalleBTHYSCKUX paOOTHUKOB,
CIEIMATUCTOB B 00JacTH BeTepuHapuu. MIHpopMalus o JeKapCTBEHHBIX MpernapaTax s
CHEIHATMCTOB B 00JIaCTH O0OpaIleHHs IEKAPCTBEHHBIX CPEICTB MOYKET COJIEPIKATHCS B
MOHOTpadusIX, CIPaBOYHUKAX, HAYYHBIX CTaThsIX, B IOKJIa/IaX Ha KOHTpeccax,
KOH(epeHIHIX, CUMIIO31uyMaX, HAy4YHBIX COBETaX, a TAKXKE B MHCTPYKIHSX IO
MIPUMEHEHHUIO JICKaPCTBEHHBIX MTPENapaToB.

(YacTp B penakiuu, BBeieHHOM B nelicTBue ¢ 13 aBrycta 2019 roga denepanbHbiM
3akoHOM OT 2 aBrycra 2019 rojga Ne 297-®3. - CM. OpeabLAyIIYIO PEIAKIIHIO)




2. ndopmanus o JTeKapCTBEHHBIX Mpemnaparax, OTIycKaeMbIX 0e3 perernTa Ha
JICKapCTBEHHBIH Mpernapar, MOXKeT COJIEPKaThbCs B MyOIMKALUAX U OOBSBICHUAX CPEICTB
MaccoBO# HH(pOpMAIKH, CTICIUATU3NPOBAHHBIX U OOIMX NEYaTHBIX U3JaHUIX,
MHCTPYKUUSAX 110 IPUMEHEHUIO JIEKaPCTBEHHBIX IIPENapaToB, MHBIX U3AAHUIX CYObEKTOB
oOpamieHns JIeKapCTBEHHBIX CPEICTB. PexiiaMHbIe MaTeprabl O JIEKapCTBEHHOM
npernapare, OTIlyCKaeMOM 0€e3 pelienTa Ha JIeKapCTBEHHBIH Npenapar, 10JIKHbI
COOTBETCTBOBATh MHCTPYKLIUHU IO IPUMEHEHUIO JIEKAPCTBEHHOTO Mpernapara.

3. Jlonyckaercs UCIIOIb30BaHUE JHObIX MaTEPUATIbHBIX HOCUTENIEH, O3BOJISIOIINX
XpaHUTh, MIepeaaBaTh U NCIOJIb30BaTh HHPOPMAIUIO O JIEKAPCTBEHHBIX MIpernapaTax 6e3
€€ UCKa)KEHHUS.

4. Jlns neneit uaeHTHGUKAINKA YIIaKOBOK JICKAPCTBEHHBIX MIPEMapaToB s
MEJIMIIMHCKOTO IPUMEHEHUS TPOU3BOAUTEIN JIEKAPCTBEHHBIX CPEJCTB B MOPSIJIKE,
ycranoBieHHOM lIpaBurtensctBom Poccniickont denepanun, HAaHOCAT HA IEPBUYHYIO
YIAKOBKY (B OTHOIICHHUH JICKAPCTBEHHBIX MTPENapaToB ISl MEAUIIMHCKOTO TPUMEHEHHS,
JUTSI KOTOPBIX HE TIPEAYCMOTPEHAa BTOPUYHAS YITAaKOBKA) M BTOPUYHYIO
(MOTPeOUTENHCKYIO) YITAKOBKY JICKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO
MIPUMEHEHHUSI CPEICTBA MIACHTU(UKAITNH, 32 UCKITFOUCHUEM JIEKAPCTBEHHBIX ITPETIapaToB
JUTSI MEUITMHCKOTO TTPUMEHEHH S, TPOU3BOINMBIX JJIsI POBEJCHUS KIMHUYECKUX
HCCIeI0BaHUH, DKCIIOPTA, JIEKAPCTBEHHBIX MPENapaToB sl METUIIMHCKOTO MPUMEHEHHS,
YKa3aHHBIX B 4acTsaX 5 u 8 ctarbu 13 Hacrosero @eaepaibHOTO 3aKOHA,
paarodapMareBTUYECKUX JIEKaPCTBEHHBIX MPENapaToB, MUSIBOK METUITMHCKUX U Ta30B
MenuuHCcKuX. (YacTs monosHuTeNnbHO BKItoUeHa ¢ 1 urons 2020 roga denepaibHbIM
3aKoHOM OT 28 nekadps 2017 roga Ne 425-D3 (¢ u3BMEHEHUSIMH BHECEHHBIMU
DenepanpubIM 3ak0HOM 0T 28 HOs10pst 2018 roga Ne 449-P3, denepaibHBIM 3aKOHOM OT
27 nexabps 2019 roma Ne 462-D3))

5. XapaKTepuCTUKH CPEJICTBA UJICHTU(DHUKAIINHN, TIOPSATOK €ro HAaHECCHUs U TPEOOBaHUS K
CTPYKTYpe u opmaTy HHGOPMAIIUU, KOTOPYIO COJICPKUT CPEICTBO UIACHTU(DUKAINH,
onpexnenstorcs [IpaBurensctBoM Poccuiickoit deneparum.

(Yactp mononHuTenbHO BKItoYeHa ¢ 1 ssuBaps 2018 roga denepaibHBIM 3aKOHOM OT 28
nexadps 2017 roga Ne 425-D3)

6. Ilopsinok co3ganus, pa3BUTHUsA, BBOJIA B SKCILTYaTALNIO, SKCITyaTallui U BbIBOJIA U3
JKCIUTyaTallid CUCTEMbl MOHUTOPUHIA IBUKEHUS JIEKAPCTBEHHBIX MPENAPATOB IS
MEJIUIIMHCKOTO IPUMEHEHUS, TIOPSAI0K IIPEI0CTaBIeHU HHPOPMALIMHU, COIepIKaIehCs B
CHUCTEME MOHUTOPHUHIA JBUKCHUS JIEKQPCTBEHHBIX MIPENapaToB JJIsi MEIUIIMHCKOTO
MIPUMEHEHHUS], U MOPSA0K B3aMOJECHCTBUS YKa3aHHOM CUCTEMbI C UHBIMHU
rocy/1apcTBeHHbIMU MH(OPMALIMOHHBIMU CHCTEMaMU U HH(POPMAIIHOHHBIMHA CUCTEMaMHU
IOPUAMYECKUX JTUI U MHIUBUTyaTbHBIX MPEANPUHUMATENEH, yKa3aHHBIX B yacTax 7 u 10
HACTOSIIEN CcTaTby, ycTaHaBiauBaroTcs [IpaBurenscrBoM Poccuiickoit denepanuu.
OnepaTopaMu cUCTEMbl MOHUTOPUHIA ABM)KEHUS JIEKAPCTBEHHBIX NIPENapaToB s
MEHUIIMHCKOTO MPUMEHEHHUS SIBISIIOTCS (peqiepaibHblii OpraH UCIOJIHUTEIBHON BIACTH U
(unm) opranu3zanus, ynonHomodeHnssle [IpaBurensctBoM Poccuiickoit
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®enepaunn.(Hacts gonoaHuTeNbHO BKItOUeHa ¢ | sHBaps 2018 roga denepanbHbiM
3akOHOM 0T 28 niekadpsi 2017 roma Ne 425-D3)

7. FOpuauueckue nuia 1 MHAWBUYaJIbHBIE IPEANPUHUMATEINH, OCYLIECTBIISIOIINE
MPOU3BOACTBO, XpaHEHUE, BBO3 B Pocculickyro denepanunio, OTOYCK, peaanu3anuio,
nepeaady, NPUMEHEHUE U YHUYTOKEHHUE JIEKaPCTBEHHBIX IIPENApaToB Ul MEAULMHCKOIO
IIPUMEHEHHUs], 00eCIIeYnBalOT B MOPSAKE U B COCTABE, KOTOPBIE YCTAHOBIIEHbI
IIpaBurensctBoM Poccuniickoit denepanuu ¢ y4eToOM BUJA OCYILIECTBISIEMON UMHU
NeSITeIbHOCTH, BHECEHUE MH(POPMALIMU O JIEKAPCTBEHHBIX Npenaparax Jyis
MEUIIMHCKOTO MPUMEHEHHS B CHCTEMY MOHUTOPHUHIA JBM)KEHHUS JI€KapCTBEHHBIX
IIpenaparoB I MEIULUHCKOIO IPUMEHEHHS.

(Hactp nonomauTenbHO BKitoyeHa ¢ 1 uronst 2020 roma denepanbHbIM 3aKOHOM OT 28
nexadpst 2017 roga No 425-D3 (¢ u3MeHEHUSIMU BHECEHHBIMU DeiepaibHbIM 3aKOHOM OT
27 nexabps 2019 rojga Ne 462-D3))

7.1. JIekapcTBEHHBIE MpENapaThl 7151 MEIUIIMHCKOTO PUMEHEHHUS], IPeIHa3HAYCHHbBIC
Ui obecriedeHust JIuL, OOJIbHBIX TeMO(uIneil, MyKoBUCIIMI030M, THIO(U3apHBIM
HaHU3MOM, OoJie3HbI0 [ o11Ie, 3710KaYeCTBEHHBIMU HOBOOOPA30BaHUAMU JTUM(OUIHOH,
KPOBETBOPHOU M POJACTBEHHBIX UM TKAHEH, paCCESHHBIM CKJIEPO30M, JIUIL TIOCIIe
TpaHCIUIAaHTAI[MN OPraHoB U (WJIM) TKaHeH, mpou3BeaeHHble 10 31 nexkadbps 2019 rona, a
TaKKe MHBIC JIEKAPCTBEHHBIC TTPETapaThl ISt MEIUITMHCKOTO MIPUMEHEHUS,
npousBeneHHble 10 | utons 2020 roza, moamexaTr XpaHEHHUIO, TEPEBO3KE, OTITYCKY,
peanuzanuu, nepegade, IpUMEHEHNI0 0e3 HaHECeHUs CPE/ICTB UACHTU(PUKAIINH 10
HCTEUEeHUS cpoka ux rogHocTH. [IpaButensctBo Poccuiickoit denepainniv BripaBe
YCTaHOBUTH OCOOEHHOCTH BBOJIa B IPa)KAaHCKHI 000POT JIEKapCTBEHHBIX MpPENapaToB
JUIS METUIIMHCKOTO TPUMEHEHUS, TPOU3BEAEHHBIX B riepuo ¢ 1 uromns 2020 roga no 1
okTsa0ps 2020 roma. B mensx BBoIa B TPaKIaHCKH 000POT JIEKApCTBEHHBIC MpETapaThl
JUTS. MEUITMHCKOTO MMPUMEHEHHMS], 32 UCKIIIOUEHUEM JIEKapCTBEHHBIX MPENapaToB,
MpeHa3HaYeHHBIX JUIsl 0OeceueHus JIMLl, O0JIBHBIX FreMO(HIInel, MyKOBHUCLIUIO30M,
runo@u3apHeIM HaHU3MOM, 00Jie3HbIO ['o11Ie, 3710KaYeCTBEHHBIMU HOBOOOPA30BaHUSIMHU
UM (GOHUIHOM, KPOBETBOPHOM U POJCTBEHHBIX UM TKaHEH, pacCesTHHBIM CKIIEPO30M, JIUI]
MOCJIe TPAHCIUIAHTALIUU OPTaHOB U (UJIM) TKaHEW, MPOU3BEICHHBIE 3a Mpe/ieIaMU
tepputopuun Poccutickoit ®eneparuu 10 1 oktsi6ps 2020 roga, MOryT ObITH BBE3CHBI B
Poccuiickyro ®@enepanuro 10 1 auBaps 2021 roaa B nopsiake, yCTaHOBJICHHOM
[IpaButenbctBoM Poccuiickoit denepanuu, 6€3 HaHECEHUS CPEJCTB UACHTU(DUKALIUH.
(YacTp monosHUTENBHO BKIIOUeHA ¢ 29 HOs0ps 2019 roga dDenepanbHbIM 3aKOHOM OT 28
Hos0ps 2018 royma Ne 449-D3; B pegakiiuu, BBEJICHHOU B JielicTBHE ¢ 28 nexadps 2019
rojaa DenepanbHbIM 3aK0HOM OT 27 nexadps 2019 roma Ne 462-D3; B penakiuu,
BBeaeHHOU B nelicTBue PenepanbubiM 3akoHOM OT 13 mrons 2020 roma Ne 206-D3,
pacnpocTpaHseTcs Ha MpaBOOTHOLIEeHUs], Bo3HUKIIME ¢ | urona 2020 roga. - Cm.
OPEABLIYIIYIO PETAKITHIO)

8. Opranu3zanust UH(QOPMAIIMOHHOTO B3aUMOJIEHCTBUS CUCTEMbl MOHUTOPUHTA JABHKEHHS
JIEKapCTBEHHBIX NPENapaToB Uil MEJAUIMHCKOTO MPUMEHEHUS C UHBIMU
roCyJapCTBEHHBIMH HH(OPMAIIMOHHBIMHU CUCTEMaMU 00eCTIeYMBAETCS B TOM YHUCIIe
MOCPEICTBOM MHPPACTPYKTYPhI, 0OecrieunBaromieid HHPOPMaLMOHHO -TEXHOIOTUYECKOe



B3aMMO/ICHCTBHE HH(POPMALIMOHHBIX CUCTEM, UCTIOIB3YEMBIX ISl IPEO0CTaBICHUS
roCy/IapCTBEHHBIX U MYHULMIIAJIBHBIX YCIYT U UCIIOJIHEHUS TOCYJapCTBEHHBIX U
MYHUIUTATBHBIX (QYHKIMHA B 3JIEKTPOHHOH (opme.

(HacTb nonoaHUTENBHO BKItoUeHa ¢ 1 ssHBaps 2018 rona PenepanbHbIM 3aKOHOM OT 28
nexabps 2017 roxa Ne 425-P3)

9. O6menocrymaas vHGOpPMAIIHSI, COIESPIKANIASACA B CUCTEME MOHUTOPHHTA JIBYKCHUS
JIEKapCTBEHHBIX MIPENapaToB sl MEAULIMHCKOTO IPUMEHEHUS, pa3MellaeTcs B
MH(OPMAIMOHHO-TEJICKOMMYHHKAITMOHHOH cetr "MHTepHeT" (B TOM uncie B popme
OTKPBITBIX JAHHBIX) B MOPsiZIKe, ycTaHOBIEHHOM [IpaBurensctBom Poccuiickoit
denepanuu.

(HacTb nonomHUTENbHO BKItOUeHa ¢ 1 ssHBaps 2018 rona PenepanbHbIM 3aKOHOM OT 28
nekadps 2017 roya Ne 425-D3)

10. ITponsBoauTeny JI€KapCTBEHHBIX CPEACTB MOIYy4alOT COAEPIKAILYIOCS B CUCTEME
MOHHUTOPHHIA ABH)KEHHUS JIE€KapCTBEHHBIX MIPENapaToB Ui MEAUIIMHCKOTO TPUMEHEHHUSI
MH(OPMALIHIO O CepUsAX U MAPTUSIX JIEKAPCTBEHHBIX MPENapaToB, IPOU3BOAUMBIX MU U
HaxOJIAIINUXCS B TPaKIaHCKOM 00opoTe B Poccuiickoit denepariun, 6€3B03ME3THO.
(HacTb nonomHuTeNnsHO BKItoueHa ¢ 1 suBaps 2018 roga denepanbHbIM 3aKOHOM OT 28
nekabps 2017 royma Ne 425-D3)

11.3a npon3BOACTBO MM NMPOJAXKY JIEKAPCTBEHHBIX MTPENAPATOB JJI MEIULIUHCKOTO
MpUMeHEeHHsI 0€3 HaHECeHUsI CPEACTB UJICHTU(UKAIIMH, C HAPYIIEHUEM YCTaHOBIEHHOTO
MOPsIJIKA UX HAHECEHUS, a TAK)KE 32 HECBOEBPEMEHHOE BHECEHUE JAHHBIX B CUCTEMY
MOHHUTOPHHIa ABH>KEHUS JIE€KApPCTBEHHBIX MPENapaToB Uil MEAUIIMHCKOTO TPUMEHEHHUSI
WM BHECEHUE B HEE HEIOCTOBEPHBIX JaHHBIX IOPUINUECKUE JIHUIa U UHIUBUyaIbHbIE
NpEIIPUHUMATENH, YKa3aHHBIE B YaCcTsIX 4 U 7 HACTOAIIEH CTaTbU, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATEILCTBOM Poccuiickoit denepanun.
(Yactp mononuuTenpHO BKItoUeHa ¢ 1 urons 2020 roga denepaabHbIM 3aKOHOM OT 28
nekabps 2017 rona Ne 425-D3 (¢ n3MEHEHUSIMUA BHECEHHBIMH DejiepaibHbIM 3aKOHOM OT
27 nexabps 2019 roma Ne 462-D3))

12. IIpaBurensctBO Poccuiickoit deaepanuu BpaBe YCTAaHOBUTh OCOOCHHOCTH
BHEJIPEHUS CUCTEMbl MOHUTOPHHTA ABM)KCHUS JICKAPCTBEHHBIX MPENapaToB JJIs
MEJIUIIMHCKOTO IPUMEHEHUS, BKIIIOUasi CPOKU €€ BHEIPEHUS, B OTHOIIICHUH
JIEKAPCTBEHHBIX MPEMapaToB sl MEAUIIMHCKOTO IPUMEHEHHS, BKIIFOUCHHBIX B IIEPCUCHD
YKU3HEHHO HEOOXOMMBIX U BaKHEHUIITNX JICKAPCTBEHHBIX MIPEMapaToB, JICKAPCTBEHHBIX
MpenaparoB, MpeHa3HAYEHHBIX ISl 00eCTIeYSHUS JINII, OOJIBHBIX TeMO (PHITHCH,
MYKOBHUCITI030M, TUTIO(HU3aPHBIM HAHU3MOM, 00J1e3HbIO0 ['o111e, 310Ka4eCTBEHHBIMHU
HOBOOOpPa30BaHUAMH JTUM(POUIHON, KPOBETBOPHOM M POJICTBEHHBIX UM TKAHEH,
paccestHHBIM CKJIEPO30M, JIUI] MOCJe TPAHCIIAaHTAIlUKU OPTaHoOB U (MJIN) TKaHeH, WHBIX
JIEKAPCTBEHHBIX MPEMAPaTOB JUIsl MEAUIIMHCKOTO IPUMEHEHUSI.

(YacTp monomHuTensHO BKItoUeHa ¢ 1 suBaps 2018 rona denepanbHbIM 3aKOHOM OT 28
nexabps 2017 roga Ne 425-D3)




I'nmaBa 14.1. Orpannyenusi, HajgaraeMble Ha OPraHU3aluU, OCYLIECTBIISIFOIINE
JeATEIBHOCTD M0 00pAaIEHHIO JIEKAPCTBEHHBIX CPE/ICTB

I'nmaBa momomuuTeNnsHO BKIIFOUEeHA DenepanbHbIM 3aK0OHOM 0T 25 Hos10pst 2013 roma Ne
317-93

Crates 67.1. OrpaHudeHus, HaTaraeMble IIPH OCYIIECTBICHUN JACITSILHOCTH B chepe
oOpalleHus JeKapCTBEHHBIX CPEACTB

1. Opranuzanuu, 3aHUMAaroLIMeCs pa3paboTKOM, MPOU3BOJCTBOM U (WIIK) peanu3anueit
JICKAPCTBCHHBIX NPCIapaToB s MEAULIMHCKOTIO NPUMCHCHHA, OPpraHru3aluu,
o0Jaiaromue NpaBaMy Ha UCIOJIb30BaHNE TOPrOBOI0 HAUMEHOBAHUS JICKAPCTBEHHOTO
npemnapara Jid MEAUIUHCKOTO IMIPUMCHCHM A, OPraHnu3aluun ONTOBOM TOProBJIN
JICKAPpCTBCHHBIMHA CPEACTBAMMU, AlITCUHBIC OpraHnU3aliuu (I/IX MNpeaACTaBUTECIIN, NHBIC
¢bu3nveckre 1 IPUANIECKHE JIUIIA, OCYIIECTBISIFOIINE CBOIO ACATEIBHOCTh OT IMEHU
3TUX OpraHU3aIiii) B OTHOUIEHUH METUIIMHCKUX PAOOTHUKOB U PYKOBOIUTENEH
MEIMIIMHCKUX OpraHu3alHii HE BIIPaBe:

1) Bpy4yath noJapKu, BHIIUIAYMBATH JACHEXKHBIE CPEICTBA (32 UCKIIIOUEHUEM
BO3ZHArpaKJIEHHI M0 IOTOBOpaM IpU MPOBEACHUH KIIMHUYECKUX UCCIIEOBaHHM
JIEKapCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO MPUMEHEHH s, BO3HATPaXICHUH,
CBSI3aHHBIX C OCYILIECTBJICHHUEM MEIUIIMHCKUM PAOOTHUKOM IMEeJarornyeckoi u (1in)
HAy4YHOU JIeATEIBHOCTH), B TOM YHCJIE OIJIAaYUBATh Pa3BICUYEHUs, OTIBIX, IPOE3 K MECTY
OT/bIXA, & TAK)KE IPUBJIEKATh K YYaCTHIO B Pa3BJIEKATEIbHBIX MEPONPUITHAX,
MIPOBOJIUMBIX 32 CYET CBOUX CPEJICTB;

2) 3aK/II04aTh COTJallleHUs] O HAa3HAYCHUH UM PEKOMEHIalliU NalueHTaM
JIEKapCTBEHHBIX MPENapaToB A MEAULMHCKOTO IPUMEHEHUS (32 UCKIIIOUEHUEM
JIOTOBOPOB O MPOBEACHUN KIIMHUYECKUX UCCIIEOBAHUN JIEKAPCTBEHHBIX MIPEMapaToB s
MEUIIMHCKOTO MPUMEHEHUS);

3) mpenocTaBiATh 00Opa3Ibl JIEKAPCTBEHHBIX MPENapaToB ISl MEIUIIUMHCKOTO
MIPUMEHEHHUSI B LIEJISIX BPYUCHHS MallMeHTaM (32 UCKIIFOUEHUEM CITy4aeB, CBA3aHHbIX C
MIPOBEJICHUEM KIMHUYECKUX UCCIIeI0BAaHUH JIEKApCTBEHHBIX MPENapaToB s
MEJHUIIMHCKOTO IPUMEHEHHS);

4) npeaoCTaBISITh HEJOCTOBEPHYIO U (UITM) HEMOJIHYI0 HH(POPMAIIUIO O JIeKapCTBEHHBIX
mpenapaTax Jjis MEAUIIMHCKOTO IPUMEHEHHUS,

5) IIOCCIIAaTh UX B pa60qee BpCMA Ha pa60‘II/IX MCCTax, 3a UCKIIFOYCHUEM CJIy1acB,
CBA3aHHBIX C MPOBECACHHUEM KIIMHUYCCKUX HCCIIeI0BaHUM JICKApCTBCHHBIX NIPCIIAPaATOB
UL MEAUILTUHCKOT'O ITPUMEHCHUS, C YIaCTUCM B IIOPAAKE, YCTAHOBJICHHOM
PYKOBOOUTECIIEM MEIUITUHCKON opraHusanuu, B CO6paHI/I$IX MCIUIMHCKHUX pa6OTHI/IKOB )51
HHBIX MCPOIIPUATUAX, HAITPABJICHHBIX HA ITOBBIMICHUC UX HpO(l)eCCI/IOHaJ'IBHOFO YPOBH:
HJIN Ha IMPEAO0CTAaBJICHUC I/IH(1)OpMaI_II/II/I, CBSI3aHHOM C OCYIICCTBJICHUEM MOHUTOPUHI'A
0e30IMacHOCTH JICKAPCTBCHHBIX MTPCIIapaTOB;



6) TOOYXaTh K BBINMCHIBAHUIO JICKAPCTBEHHBIX IPENapaToB sl MEIUIIMTHCKOTO
NpUMEHEHHs Ha OJaHKax, coJepKaluxX HHPOPMALIMIO PEKJIAMHOTO XapakTepa, a TaKKe
Ha peleNnTypHBIX OJlaHKaX, Ha KOTOPBIX 3apaHee HareyaTaHO HAMMEHOBaHHE
JIEKApCTBEHHOIO Iperapara Juisi MEAUIIMHCKOTO IPUMEHEHUS.

2. Opranu3zaiuu, ykasaHHble B a03a1ie epBOM 4acTH | HACTOSIICH CTaTbH, U UX
MIPEJICTAaBUTENIM B OTHOIICHUH (PapMaIleBTUIECKHX paOOTHUKOB U PYKOBOIUTEICH
aNTCYHBIX OPraHU3aINid HE BIIPaBE:

1) Bpy4yaTh noJapKu, BHIIUIAYMBATH JACHEXKHBIE CPEICTBA, B TOM UHCIIE OIUIAYUBATh
Pa3BIIEYEHHUS], OTABIX, IPOE3]T K MECTY OT/bIXA, U IIPUBJIEKATh K YYACTHIO B
Pa3BIIEKATENbHBIX MEPONPUATHIX, IPOBOIUMBIX 3@ CUET CBOUX CPEJICTB;

2) npeaocTaBIsITh 00pa3Libl JIEKAPCTBEHHBIX MPENapaToB AJIs MEAUIIMHCKOTO
IIPUMEHEHHSI JUISl BPYYEHUS HACEIICHUIO;

3) 3aKJII0OYaTh COrJIalI€CHUA O MPEATIOKECHUN HACCIICHUTIO ONPEACIICHHBIX JICKAPCTBCHHBIX
mnmpenapaTtoB JJIs1 MEIUITUHCKOT'O MPUMEHCHU A,

4) npeoCcTaBIATh HEAOCTOBEPHYIO U (MJIM) HEMOJIHYIO HH(POPMAIUIO O JI€KapCTBEHHBIX
npenapaTax A MEAUIIMHCKOTO IPUMEHEHHMS], B TOM YUCJIE UMEIOUINX OJIMHAKOBOE
MEeXAyHapOJHOE HEMaTeHTOBAaHHOE HAaUMEHOBaHHE.

Cratbs 67.2. TpeboBaHMs K OpraHU3AIMK U MPOBEACHUIO HAYYHBIX MEPOTIPUATHI, HHBIX
MEpOTIPUATHI, HANIPABJIEHHBIX Ha MOBBIIIEHNE TPOGECCUOHATBLHOTO YPOBHS
MEIUIIMHCKUX PaOOTHUKOB WJIM Ha MpeAocTaBiIeHne HH(OPMalH, CBSI3aHHOM ¢
OCYILIECTBJIEHUEM MOHUTOPUHTA 0€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB

1. IIpu npoBeieHUN HAYYHBIX MEPOTIPUATUIN, HHBIX MEPOIPHUATHHI, HAITPABJICHHBIX Ha
MOBBILIEHUE MPOPECCUOHATHHOTO YPOBHS MEAULIMHCKUX PAOOTHUKOB WJIM Ha
MIPeI0OCTABJICHHE CBSA3aHHOM C OCYIIECTBIEHUEM MOHUTOPUHTAa 0€30aCHOCTH
JIEKapCTBEHHBIX MPenapaToB HHPOPMAIMH, OPTaHU3yEeMbIX OpraHU3aIUsIMHU,
yKa3aHHBIMH B a03a1ie nepBoM yacTi | cratbu 67.1 HacTosimiero @eepaibHOTO 3aKOHA,
UX MPEACTAaBUTEISAMH U (WIH) (PUHAHCUPYEMBIX 32 CUET CPECTB 3TUX OPraHU3alUN U UX
MIpeICTaBUTENEH, 3aMpeliaeTcsl IPenaTCTBOBATh YYaCTHIO B YKA3aHHBIX MEPONPHUATHIX
WHBIX OpraHU3alHi, KOTOPBIE MTPOU3BOIAT WM PEATU3YIOT JIEKapCTBEHHBIE MIpenapaThl
JUTS. METUITTHCKOTO MPUMEHEHHSI CO CXOKUM MEXaHU3MOM (hapMaKoJIOTHYeCKOro
JeUcTBUS, MO0 CO3/1aBaTh TUCKPUMHUHALIMOHHBIE YCIOBHS JIISl OJJTHUX YYACTHUKOB 10
CPaBHEHHUIO C PYTUMHU YYACTHHUKAMH, & UMEHHO:

1) MpeaAOCTABJIATH PA3JIMIHOC KOJINYCCTBO BPCMCEHHN 11 BLICTYHJ'IGHI/Iﬁ Y4aCTHUKOB,
Pa3JIMIHBIC T10 pa3MECpy 3aHMMAaeMOH MIOIaau MecTa JJIs ACMOHCTpalnunu 06pa3u0B
JICKAPCTBCHHBIX NPCIApaTOB I MEAULIMHCKOT'O IPUMCHCHU A NJIN PEKIIAMHBIX
MaTCpruaJIOB O JICKAPCTBCHHBIX IIpCIlapaTax AJId MCAUIIMHCKOI'O IPUMCEHCHUS Ha
OKCIIO3UIUAX, CTCHAAX, 3a UCKIITFOUCHUCM CIIYHACB, €CJIN TaKHUEC YCIIOBHUA 3aKPCIIJICHLI B



COTJIAIICHUAX ITUX OpPraHU3alMi, UX MPeICTaBUTENIeH 0 (UHAHCHPOBAHNHU YKA3aHHBIX
MEpPONPUATHI U 00YCIOBIIEHBI PA3IMYHBIMU 3aTPAaTaMH YYaCTHUKOB Ha WX OPraHU3aLIHUIO;

2) ycTaHaBIMBATh pa3Mep B3HOCA ISl y9aCTHUKOB MEPONPUSITUH, YKa3aHHBIX B ab3alie
IIEPBOM HACTOSIIEN YaCTH, IPEBBILIAIOIINN CyMMY 3aTpaT Ha OPraHU3alHI0 YKa3aHHBIX
MEpPOIPUATHI U BeTylIIUil K HEOOOCHOBaHHOMY OIPaHUYEHMIO YHCIa UX YYaCTHUKOB.

2. Opranu3anuy, ykasaHHble B ab3alie nepBom dactu 1 crateu 67.1 HacToAIero
DenepalibHOTO 3aKOHA, UX IPEICTABUTENH, OCYLIECTBIISIFOIINE OpPraHU3aluIo U (UIIH)
(uHaHCUpPOBaHNE MEPONPUATHH, YKa3aHHBIX B YacTU | HacTOsIIEH cTaTbu, 00sS3aHbI
obecnieunBaTh IOCTYIN K HHPOpPMAIH O J]aTe, MECTE U BPEMEHH MPOBEACHUS YKa3aHHBIX
MEpPOTIPUATHH, IJIaHaX, MporpaMMax MPOBEIACHUS YKa3aHHBIX MEPOTIPUATHI U TeMax,
IUTAHUPYEMBIX JUIS PACCMOTPEHMSI, COCTaBE UX YYaCTHUKOB ITyTEM pa3MeIleHUs
COOTBETCTBYIOIIECH HH(POpMAITMU Ha CBOMX O(QUITMATBHBIX caiiTax B ceTH "MHTepHeT" He
MO3/JHEE IBYX MECSIEB J0 Havaja MPOBEACHUS YKa3aHHBIX MEPOIPUITUH.

3. Undopmanus o npoBeieHUN MEPONPUATUH, YKa3aHHBIX B YacTu | HacTOsIIEN CTaThy,
B CPOK, YCTAaHOBJICHHBIN YacCThIO 2 HACTOSIIEH CTAaThH, JOJKHA OBITh HAllpaBJicHA B
(benepanbHbIN OpraH UCMOJHUTEIBHOMN BIACTH, OCYIIECTBIISIFOIINNA (PYHKIIUU 1O
KOHTPOJIIO ¥ HaJI30py B cepe 3ipaBOOXpaHEHHU s, [UIsl TOCIEIYIOIIEero pa3MelieHHsl ee Ha
opUIMATILHOM caiiTe 3TOro oprana B cetu "MuTtepHet".

I'maa 15. OTBETCTBEHHOCTH 3a HapyllleHUE 3aKkoHOAaTebcTBa Poccuiickoit denepanu
Mpu 0OpaIeHUH JICKAPCTBEHHBIX CPEJICTB M BO3MEIICHUE BpeIa, MPUINHEHHOTO
3I0POBBIO TPAK/IaH BCIEACTBUE TPUMEHEHHUS JICKaPCTBEHHBIX MPErapaToB

Cratba 68. OTBETCTBEHHOCTh 3a HapyllleHUE 3akoHo1aTtenbeTBa Poccutickoit denepanu
Tpu 0OpaIeHUH JICKAPCTBEHHBIX CPE/ICTB

1. Hapymenne 3akoHonatenbcTBa Poccuiickoit denepariuu npu ooparieHuu
JIEKApCTBEHHBIX CPEJICTB BJICUET 32 COOOH OTBETCTBEHHOCTh B COOTBETCTBUU C
3aKkoHoJ1aTeNbcTBOM Poccuiickoit denepanni.

(Yactp B penakuuu, BBeAeHHOM B nericTBue ¢ 1 uroms 2015 roga denepanbHbIM 3aKOHOM
o1 22 nexadps 2014 roga Ne 429-P3. - CM. npeablAyLLYIO PEAAKIIHIO)

2. 3a HeNpeACTaBICHUE WM HECBOCBPEMEHHOE MPEICTABICHUE HHPOPMAITIHU U (1IN )
JOKYMEHTOB JIN0O MpeICcTaBIeHIE HEJOCTOBEPHBIX HHGOpMaLUU U (W) JOKYMEHTOB,
MPeTyCMOTPEHHBIX HAacTOSIUM DeiepallbHbIM 3aKOHOM, CYObEKThI 00palieHus
JIEKAPCTBEHHBIX CPEJICTB HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEIBCTBOM
Poccuiickont @enepanun.

(Yactp momnomHuTEeNbHO BKItOYeHa ¢ 1 nronsg 2015 roga denepanbHbIM 3aKOHOM OT 22
nexabdps 2014 roga Ne 429-D3; B penakiuu, BBeJACHHO B neiicTBue ¢ 15 utons 2018
roaa PenepanbHbIM 3aK0HOM OT 4 utoHs 2018 roga Ne 140-P3. - CM. ODpeablIyLIyIO

PENAKIIUIO)




Cratbs 69. Bo3Menienue Bpea, IPUUMHEHHOTO 3/I0POBBIO IPAXKJIaH BCICACTBUE
MIPUMEHCHHSI IEKAPCTBEHHBIX MTPENapaToB

1. [IpousBoauTENb JEKAPCTBEHHOT'O Iperapara 00s3aH BO3MECTUTD BPE, TPUUNHEHHBIN
3JI0POBBIO IPAXKAAH BCIEACTBUE IPUMEHEHUS JIEKAPCTBEHHOTO Tpernapara, €Cliu
JI0Ka3aHo, 4YTo:

1) nexapcTBEHHBII npenapar IPUMEHSJICS 0 HA3HAYEHUIO B COOTBETCTBUHU C
MHCTPYKLMEHN 110 IPUMEHEHUIO JIEKAPCTBEHHOI'O IIpenapara v IpUYMHON Bpeia SIBUIICS
BBO/I B TPAKJIaHCKUI 000pOT HEAOOPOKAUYECTBEHHOTO JIEKAPCTBEHHOT'O Mpenapara;

2) Bpel 340pOBbIO MPUYMHEH BCJIEICTBUE HEAOCTOBEPHOU MH(OpMALINHU, CoaepKaIecs
B MHCTPYKLMH IO IPUMEHEHMIO JIEKAPCTBEHHOT'O Npernapara, u3JaHHOW MPOU3BOIUTENIEM
JIEKapCTBEHHOT'O IIpenapara.

2. B ciiydae, eciu BpeJl 310pOBbIO TPaK/IaH MPUUMHEH BCIIEACTBUE MPUMEHEHUS
JIEKapCTBEHHOTO TTperapara, MPHUIIE/IIero B HETOJHOCTh B PE3yJIbTaTe HapYIICHUS
TIPABWIT XPaHEHUS JICKAPCTBEHHBIX CPECTB, MMPABUII ONITOBOM TOPTOBJIH JICKAPCTBCHHBIMHU
nperapaTamMu, MpaBuiI OTITYCKa JICKApPCTBEHHBIX MPEIapaToB, MPaBUII U3TOTOBICHU S U
OTITyCKa JICKAPCTBEHHBIX MPEIapaToB, BO3MEIICHHUE Bpea OCYIICCTBIIICTCS
COOTBETCTBEHHO OpTaHU3AIMCH ONITOBOW TOPTrOBJIH JICKAPCTBCHHBIMU CPEJICTBAMH,
anTeYHOU OpraHu3anueil, HHIUBU Iy TbHBIM TIPEIITPHHIMATEIEM, HMEIOITUMHU
JUIEH3UI0 Ha (GapMalleBTUUECKYIO IEATEIbHOCTh WIN JUIEH3UIO0 HA MEIULIUHCKYIO
JEATEeIbHOCTh, MEIUIIMHCKOW OpraHu3alyen, MMEIOIIeH JTUIEH3UI0 Ha
(hapMaIeBTHUECKYIO IeATeILHOCTD (€€ 000COOIEHHBIM MO IPa3eIICHHEM
(amOynatopueid, penpamepckuM U GeabaIIepCcKo-aKyIIepCKUM IMMyHKTaMHU, IIEHTPOM
(otmenenuem) oOmielt BpaueOHOM (CEMEITHOM) MPAKTHKM ), PACTIOJIOKEHHBIM B CEJTLCKOM
HACEJICHHOM IYHKTE, B KOTOPOM OTCYTCTBYET alTeyHasi OpraHu3alus), J0MyCTUBIIUMUI
MPOJIaXKy WM OTITYCK TaKOTO JIEKAPCTBEHHOTO Iperapara.

(YacTp B penakuuu, BBeICHHOHU B JielicTBre DeepanbHbIM 3aKOHOM OT 25 HOs0ps 2013
roja Ne 317-®3. - CM. OpeabLAYILYIO PEIAKIIUIO)

3. Bo3Mmenienue Bpeaa, MpUYMHEHHOTO 3/I0POBBIO IPakIaH BCIICICTBUE TPUMEHEHUS
JIEKAapCTBEHHBIX MPEMapaToOB WM COBEPIICHUS MPOTUBONPABHBIX ICUCTBUIN CYyObEKTAMHU
oOpallieHus JTeKapCTBEHHBIX CPECTB, OCYIIECTBIISIETCS B COOTBETCTBUU C
3aKOHO/1aTeNbcTBOM Poccuiickoit deneparum.

I'nmaBa 16. 3akirounTEIbHBIE ITOJI0KECHUSA

Cratbs 70. O npu3HaHUU YTPATUBIIUMH CUITY OTJAEJIbHBIX 3aKOHOIATEIbHBIX aKTOB
(momnoskeHuit 3akoHOJaTeNbHBIX akTOB) Poccuiickoit deneparuu

[Ipu3HaTh yTpaTUBIIUMU CUITY:

1) denepanbhbiii 3ak0H 0T 22 uioHsA 1998 roga Ne 86-D3 "O sekapcTBEHHBIX CpeacTBax "
(Cobpanue 3akoHogatenscTBa Poccuiickoit @enepanuu, 1998, Ne 26, ¢1.3006);




2) denepanbhblii 3akoH 0T 2 stHBaps 2000 roga Ne 5-®3 "O BHECEHUU U3MECHEHHUSI U
nonosiHeHu B @enepanbubiit 3akoH "O aekapcTBeHHbIX cpencTBax” (Cobpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2000, Ne 2, cT.126);

3) crareio 40 denepanbHoro 3akoHa ot 10 suBaps 2003 roga Ne 15-D3 "O BHeceHun
M3MEHEHHWH U JIONOJHSHUM B HEKOTOPBIE 3aKOHOIaTeIIbHBIC akThl Pocchiickoit
Deneparuu B cBsi3U ¢ npuHsTHeM PenepanbHoro 3akona "O JUIeH3upoOBaHuU
oT/IeNbHbIX BUJIOB edrenabHocTh" (Cobpanue 3akoHoaTenberBa Poccuiickoit
®enepanun, 2003, Ne 2, c1.167);

4) crarpio 31 denepanbroro 3akoHa oT 30 uioHsa 2003 roga Ne 86-d3 "O BHeceHUU
M3MEHEHWH 1 JIONOJHESHUM B HEKOTOPBIE 3aKOHOIaTeIIbHBIEC aKThl Pocchiickoit
®Denepanuu, IPU3HAHUN YTPATHBIIMMHU CUIY OTAEIHHBIX 3aKOHOAATEILHBIX aKTOB
Poccniickoit Penepannii, 1pe0CTaBICHUH OTACIBHBIX TapAaHTHH COTPYIHUKAM OpraHoB
BHYTPEHHMX JI€JI, OPTaHOB 110 KOHTPOJIIO 32 000POTOM HAPKOTHYCCKUX CPEJACTB U
IICUXOTPOIHBIX BEIISCTB U YIpa3AHIeMBIX (hedepadbHbIX OPraHOB HAJIOTOBON ITOJUIINY B
CBSI3U C OCYIIECTBICHHUEM MEP 10 COBEPIICHCTBOBAHMIO ITOCYIAPCTBEHHOTO YIIpaBiacHHS"
(Cobpanme 3akoHoaarenbeTBa Poccniickoit deneparuu, 2003, Ne 27, ¢1.2700);

5) crateio 101 denepanproro 3akona ot 22 aBrycta 2004 roma Ne 122-D3 "O BHeceHun
U3MEHEHUH B 3aKOHOJATebHbIE aKThl Poccuiickoii Denepaiii U npu3HaAHUA
YTPATUBIIKUMHU CUJIY HEKOTOPBIX 3aKOHOIATENbHBIX akTOB Poccuiickoii Denepannu B

CBSI3U C IPUHATHEM (heepabHBIX 3aKOHOB "O BHECEHUH U3MEHEHUN U JOTIOJTHEHUHN B
denepanpHbIi 3aKk0H "O0 OOIMX NPUHIIAINIAX OPTaHU3AIMH 3aKOHOIATeIbHBIX
(IIpeIcTaBUTENBHBIX) M UCIIOJHUTENBHBIX OPraHOB rOCYIaPCTBEHHON BJIACTH CYOBEKTOB

Poccuiickoit @eneparuun u "OO6 0OIMX NPUHIIUATIAX OPTAHU3AIMHA MECTHOTO
1

camoynpasnenus B Poccuiickoit Penepannn" (Cobpanue 3akoHoAaTenbcTBa Poccuiickoit
Oenepanun, 2004, Ne 35, ¢1.3607);

6) crateio 28 MenepanbHOro 3akoHa oT 18 nekadbps 2006 roma Ne 231-D3 "O BBeeHNU B
JIEUCTBUE YacTh YeTBepToH I 'paskianckoro kojaekca Poccuiickoit deneparun’”
(Cobpanme 3akoHoaarenbeTBa Poccniickoit deneparuu, 2006, Ne 52, ¢1.5497).

Cratpa 71. Berynnenue B cuity HacTtosiniero deaepanbHOro 3aKoHa
1. Hacrosimuit @enepanbHblil 3aK0H BeTynaet B cuity ¢ 1 centsopsa 2010 rona.

2. JlekapCTBEHHBIE CPEJCTBA, 3aPETUCTPUPOBAHHBIE 10 JHS BCTYIUICHUS B CUITY
Hacrosero denepanbHOro 3aK0Ha, MOAJEKAT BKIIOYEHUIO B TOCYIapCTBEHHbIE
pEecTphI JIEKAPCTBEHHBIX CPEJICTB C BHECEHMEM YKa3aHHBIX B yacTu | crartbu 33
Hacrosero deaepanbHOro 3aK0HA CBEIEHUH 00 ITHX JIeKapCTBEHHBIX CpeACTBax 0e3
IIPOXOKICHHS BHOBbB ITPOLIEYPHI TOCYJaPCTBEHHON PETUCTPALIMK JIEKAPCTBEHHBIX
IIpenapaToB.

3. FOCYI[apCTBeHHaH perucTtpanusd JICKApCTBCHHLBIX IMPEIapaToB, 3da UCKIIFOYCHHUEM
JICKAPCTBCHHBIX NPCIAapaToB A MECAUIMHCKOTI'O IPUMCHCHUA, TPCACTABJICHHBIX HA
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YKa3aHHYIO PErHCTPALMIO JI0 JHS BCTYIUICHHS B CHITy HacTosmero denepaabHOro
3aKOHA, OCYILIECTBIISICTCSI B COOTBETCTBUHU C HACTOSIIMM DeiepanibHbIM 3aKOHOM Ha
OCHOBAHMU JIOKyMEHTOB U JIaHHBIX, TIPEACTABICHHBIX JI0 THS BCTYILJICHUS B CHITY
HacTosiero deneparbHOTO 3aK0HA (YacTh JomojHeHa ¢ 26 oktsops 2010 roma
DenepanbHbIM 3ak0HOM OT 11 okTa0pst 2010 rosia Ne 271-®3 - cM. peaplIyyo
PEeIaKIUIO).

3.1. locynapcTBeHHAs perucTpalys JEKapCTBEHHBIX MIPENapaToB Il METUIITHCKOTO
MPUMEHEHHUS, IPEACTABICHHBIX HA TOCYAAPCTBEHHYIO PETUCTPALIMIO 0 JHS BCTYIUIEHUSA
B cuity Hacrosmiero denepanbHOro 3aK0Ha, M TOCYAapCTBEHHAS PETUCTPALIUS
JIEKapCTBEHHBIX MPEMAPATOB JJISI MEAULIMHCKOTO MPUMEHEHUS, MPEICTABICHHBIX Ha
AKCHEPTU3Y JEKAPCTBEHHBIX CPEJCTB /10 THS BCTYIUICHUS B CUITY HACTOSIIIETO
@enepanbHOrO 3aKOHA B LEAX UX MOCIEAYIONIEH TOCYJapCTBEHHON PErUCTpalvu,
OCYILECTBJISIFOTCS HA OCHOBAHUH JIOKYMEHTOB U JIAHHBIX, TPEACTABICHHBIX J0 JTHS
BCTYIUICHUS B CUJTY HacTosiero denepaibHOro 3aK0Ha, a TAKXKE 3asBJICHUS O
rOCYJIapCTBEHHOW PETrUCTPALMM JICKAPCTBEHHOTO Ipernapara, npeiCTaBIeHHOTO
MPOU3BOJUTEIIEM JIEKAPCTBEHHBIX MPENAPATOB WM YIIOJHOMOYEHHBIM UM JIULIOM B
COOTBETCTBUU C HacTosIUM DeniepabHbIM 3aKOHOM B YIIOJIHOMOUYEHHBIN (henepanbHbIN
Opras UCIOJIHUTENbHOM BiiacTu A0 1 mapta 2011 rona, 6e3 TpeGoBaHuUS yIIaThl
roCyJIapCTBEHHOM MOUIJINHBI, TPEAYCMOTPEHHOM 3aKOHOIaTeNIbcTBOM Poccuiickoii
®denepanun 0 Hajgorax u cOopax (4acTh JOMOJHUTEIHLHO BKIIIOUEHA ¢ 26 okTsa0ps 2010
roaa OenepanbHbIM 3aK0HOM OT 11 okTsa0pst 2010 roma Ne 271-D3; B pegaxiuu,
BBeJICHHOM B zeticTBue ¢ 3 aexadpst 2010 rona DenaepanbHbIM 3aKOHOM OT 29 HOSIOps
2010 roga Ne 313-®3, pacnpocTpaHseTcs Ha MPaBOOTHOLIECHHS, BOSHUKIIHNE C |
centsops 2010 rona, - CM. IPEABUIYILYIO PEIAKIIUIO).

3.2. [loarBepkaeHNE TOCYAAPCTBEHHON PETUCTPAIIMU JIEKAPCTBEHHBIX MTPENapaToB s
MEIHUIIMHCKOTO MMPUMEHEHHUS, TPEICTaBICHHBIX IS MOATBEPKACHUS FOCYIapCTBEHHON
perucTparuu 10 JHS BCTYIUICHHS B CHITYy HacTosiero deepaibHOTO 3aK0Ha, U
MOATBEPK/ICHUE TOCYAAPCTBEHHOMN perucTpalyy JeKapCTBEHHBIX IPEnapaToB s
MEHUIIMHCKOTO MPUMEHEHHUS, TPEICTABICHHBIX Ha IKCIIEPTURY JIEKAPCTBEHHBIX CPEJICTB
710 THSl BCTYIUICHHUS B CUITy HacTosiero denepaibHOro 3aK0Ha B LENSAX MOCIEIYIOIEro
MOATBEPKICHUS UX FOCYIapCTBEHHOM PErUCTPalliH, OCYLIECTBIISIFOTCS HA OCHOBAaHUH
JOKYMEHTOB U JJaHHBIX, IPEACTABICHHBIX JI0 JIHS BCTYIUICHUS B CHITY HACTOSIILIETO
®denepalibHOTO 3aKOHA, a TAKXKE 3asBICHUS O TIOATBEPKICHUHN rOCYAapCTBEHHOM
perucTpaliuy JeKapcTBeHHOTO Ipernapara, IpeICTaBICHHOTO IPOU3BOIUTENIEM
JIEKapPCTBEHHBIX MIPENapaToOB WM YIOJIHOMOUYEHHBIM UM JIUIIOM B COOTBETCTBUHU C
HacTosiuM DenepanbHbIM 3aKOHOM B YITOJIHOMOUEHHBIN (heqepanbHblii Oprad
UCHoJIHUTENbHOM Biactu a0 1 mapta 2011 roga, 6e3 TpeOOBaHUS YILIATHI
rocyIapCTBEHHOU MOIIIMHBI, MPEAYCMOTPEHHOM 3aKOHOJaTeNLCTBOM Poccuiickoit
denepanuu 0 HaJorax u c6opax (4acTh JAOMOIHUTEIBHO BKIIOUYEHA ¢ 26 okTa0ps 2010
rona ®enepanbHbiM 3aKk0HOM OT 11 okTs16ps 2010 roga Ne 271-D3; B peaaxiu,
BBe/IeHHOM B nieiicTBue ¢ 3 nekadps 2010 roga PexepaibHBIM 3aKOHOM OT 29 HOA0ps
2010 roya Ne 313-®3, pacipocTpaHseTcss Ha IPaBOOTHOLLIEHUS, BO3HUKIINE ¢ |
centsiopst 2010 roja, - CM. IPEABLIYIIYIO PEIAKIINIO).




3.3. [IpunsiTHE pellIeHUs] O BHECEHUU U3MEHEHUHN B JOKYMEHTHI, COJICPKAIIUECS B
PEruCTPALIMIOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar Jyist
MEJIMIIMHCKOTO MPUMEHEHUS U TIPEJICTABIICHHBIE /10 JHS BCTYIUICHUS B CHITY HACTOSIIIETO
denepanbHOTO 3aKOHA, M PUHATHE PEIICHHUS O BHECEHUH U3MEHEHHM B JIOKYMEHTHI,
COJIEpXKAIIUECS B PETUCTPAIIMOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIM
npenapar Jjisi MeIUIIMHCKOTO MPUMEHEHHUS U MPEJICTABIICHHBIE HA DKCIIEPTU3Y
JIEKApCTBEHHBIX CPEJICTB JI0 JHS BCTYIUJICHUS B crily HacTosmero denepaibHOro 3akoHa,
OCYIIECTBJISIIOTCS HA OCHOBAHUM JOKYMEHTOB M JIAHHBIX, MPEJCTaBICHHBIX 10 THS
BCTYIUICHUS B CUJTy HacTosmiero deaepanbHOro 3aK0Ha, a TAKXKE 3asBJICHUSI O BHECEHUU
W3MEHEHUN B TOKYMEHTBI, COACPIKAIITUECS B PETUCTPAIIMOHHOM JI0ChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN TTpenapar yisi MEAUIIMHCKOTO TPUMEHEHNS,
MPEACTABICHHOTO TIPOU3BOIUTEIIEM JIEKAPCTBEHHBIX MTPENapaToB WA YIIOJTHOMOYECHHBIM
WM JIMIIOM B COOTBETCTBUH C HAcTOSIIIUM DeepanbHbIM 3aKOHOM B YITOJTHOMOYEHHBIH
(dbenepanbHBIN OpraH UCMIOJHUTENBHOM BiacTu 10 1 mapta 2011 rona, 6e3 TpeboBanus
YIUTaThl TOCYAAPCTBEHHOM MONUIHHBI, TPETYCMOTPEHHON 3aKOHOIaTE€ILCTBOM
Poccuiickoit deneparuu o Hasmorax u cbopax (4acTh JAOMOJHUTEIIBHO BKIIIOUEHA ¢ 26
okTs0ps 2010 roma DenepanbabiM 3ak0HOM OT 11 okTa0ps 2010 roma Ne 271-D3; B
penaxiuu, BBeJeHHOU B nerictBue ¢ 3 aexadps 2010 rona denepanbHbIM 3aKOHOM OT 29
HOos10ps 2010 rona Ne 313-@3, pacnipocTpaHsieTcsi Ha IPaBOOTHOLIEHUS, BOSHUKIIKE C |
ceHtsops 2010 roja, - CM. IPEABUIYILYIO PEIAKIINIO).

3.4. Briaua pa3penieHuid Ha MPOBEICHUE KIIMHUYECKUX UCCIIEIOBAHUM JIEKAPCTBEHHBIX
MpernapaToB JUIsl MEAULIUHCKOTO MPUMEHEHHS 110 3asBJICHUSM, TIOJaHHBIM 10 JHS
BCTYIUIEHUS B CHITy HacTosiero denepaibHOro 3aKOHA, a TAKXKE MO0 3asBICHUSIM,
MOAaHHBIM TIOCJIE JTHS BCTYIUIEHUS B CUITy HacTosmero denepaibHOro 3aKk0Ha Ha
OCHOBAHUU 3KCIEPTU3, TPOBEACHHBIX JIO THS BCTYIJICHUS B CHITY HACTOSILIETO
®denepalibHOTO 3aKOHA, OCYIIECTBIIETCS B COOTBETCTBUU C HacTOSIUM DeepaibHbIM
3aKOHOM Ha OCHOBAHHMH JOKYMEHTOB M JTAaHHBIX, IPEJICTABICHHBIX WM MOJIYYEHHBIX J10
JIHSI BCTYIUICHUS B CUJTy HacTosiero denepaibHOro 3aKkoHa, a TakKe Ha OCHOBaHUU
KOIHU IPEIBAPUTEIHLHOTO JOTOBOPA 005S3aTeIbHOI0 CTPAXOBAHUS KU3HHU, 3[I0POBbS
MAIMEHTOB, YYaCTBYIOIIUX B KIMHUYECKOM HCCIIEOBAaHUU JICKaPCTBEHHOTO Mperapara
JUIS. MEUIITHCKOTO MPUMEHEHHSI, UJTU KOTIMH JJOTOBOPA 00513aTEIBHOTO CTPAaXOBAHUS
KU3HU, 37J0POBbS MALIMEHTOB, YUACTBYIOMINX B KIMHUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOTO IpenapaTa Jijisl MEIUIIUHCKOTO MPUMEHEHHS, THOO0 MpPeCTaBIEHHOM
KOIIHUHU JIOTOBOPa 0053aTENLHOTO CTPaXOBaHUs, 3aKIFOUEHHOTO B COOTBETCTBUH C
TUIMOBBIMHU MPaBUIIAMU 003aTEILHOTO CTPAXOBaHUS, C yKa3aHUEM IPEIeIbHON
YHCIIEHHOCTH MAaIllUEeHTOB, YYaCTBYIOIIUX B KIIMHUYECKOM HCCIIEIOBAHUN
JIEKapCTBEHHOTO TpernapaTa JIjsl MeIUIIMHCKOTO MpUMEHEeHUs, 0e3 TpeOOBaHUS YILIIAThI
rocyIapCTBEHHOU MOLIIMHBI, MPEAYCMOTPEHHOM 3aKOHO JaTeNLCTBOM Poccuiickoit
denepanuu 0 Hajgorax u cOopax (4acTh TOTOJHUTENHHO BKIIOUEHA ¢ 26 OKTA0pst 2010
rona ®enepanbHbiM 3aKk0HOM OT 11 okTs16ps 2010 roma Ne 271-D3; B peaxium,
BBeJIEHHOI B nieficTBue ¢ 3 aekabps 2010 roga PexepaibHBIM 3aKOHOM OT 29 HOA0ps
2010 roya Ne 313-®3, pacipocTpaHsaeTcsl Ha IPaBOOTHOLLIEHUS, BO3HUKIINE ¢ |
centsiopst 2010 rofa, - CM. IPEABLIYIIYIO PEIAKIINIO).




3.5. 3apeructprupoBaHHbIE B MHOCTPAaHHOM BaJItOTE /10 IHS BCTYILIEHUS B CUILY
HacTosero denepagbHOrO 3aK0Ha MPEAEIbHbBIE OTIIYCKHBIE LIEHBI MHOCTPAaHHBIX
IIPOM3BOIUTENIEN HA JIEKAPCTBEHHBIE IIPENIApaThl, BKIIOUEHHBIE B [IEPEUEHb KU3HEHHO
HEOOXOIMMBIX M BaKHEHUIIHX JIEKAPCTBEHHBIX MTPEMApaTOB, MOUICKAT NIEPECUETY B
pyosm o xypcy LlenTpansHoro 6anka Poccuiickoit deneparuu Ha aTy,
ycranoBleHHYI0 [IpaBuTenbctBoM Poccuiickoit denepannu, 6€3 mpecTaBICHHS
3asIBJICHUS O IepecyUeTe IIEHbl C BHECEHUEM COOTBETCTBYIOLIMX U3MEHEHHH B
roCylapCTBEHHBIN PEECTpP MPEAEIbHBIX OTIYCKHBIX 1I€H ITPOU3BOIUTENEH Ha
JIEKapCTBEHHbIE IIPEIaparhl, BKIIOUYEHHBIE B [IEPEUYEHb KU3HEHHO HEOOXOJUMBIX U
BAYKHEHIINX JIEKAPCTBEHHBIX MPENapaToB (YacTh JOMOJHUTENBHO BKIIIOUEHA C 26
okts0ps 2010 roma PenepanbHbiv 3ak0HOM OT 11 okTs10pst 2010 roma Ne 271-D3).

3.6. 3aperucTpupoBaHHbIE JI0 THS BCTYIUJICHUS B CHJTy HacTosero denepalbHOTo
3aKOHA IpeJiebHbIE OTIYCKHbIE LIEHBl POCCUNCKUX MPOU3BOANUTENEH Ha JIeKapCTBEHHBIE
IpenapaThl, BKIIIOUEHHbIE B IEPEUEHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIINX
JIEKapCTBEHHBIX MPEMapaToB, moanexaT uHaekcanuu ¢ 1 Hosops 2010 rona ucxons us3
MIPOTHO3UPYEMOTO YPOBHS UHQIISIIINY, YCTAaHOBICHHOTO DejiepalibHbIM 3aKOHOM OT 2
nexabps 2009 roga Ne 308-®3 "O denepanbHom Oromxere Ha 2010 roj ¥ Ha MIIAHOBBIN
neproa 2011 1 2012 royos" Ha 2011 roa(yacTh TOMOJHUTENHLHO BKIIOUYEHA € 26 OKTIOps
2010 roga DenepanbabiM 3akoHOM OT 11 okTs16pst 2010 rojma Ne 271-D3).

3.7. ITocne 1 mapta 2011 rona He gomyckaroTCsl TPOU3BOJICTBO U BBO3 B PoccHiickyro
denepannio JIEKapCTBEHHBIX MPENapaToB B YIIAKOBKAaX ¢ MApKUPOBKOH, KOTOpas Obliia
HaHECEHa JI0 JIHsI BCTYIUICHUS B CHITy HacTosero denepanbHoro 3akoHa. [1o ncreuenun
YKa3aHHOTO CpPOKa JaHHBIC JICKAPCTBEHHBIE MIPEmapaThl MOTYT OTITYCKAThCS,
peann30BBIBATHCS, TIEPEAABATHCS U PUMEHSATHCS 10 UCTEYCHUS UX CPOKA TOTHOCTH.
(Yactp momomHUTENHHO BKIIOUEHA € 26 OKTs10pst 2010 rona denepaibHbIM 3aKOHOM OT
11 okts0ps 2010 roga Ne 271-D3; B penakiuu, BBeACHHOM B AciicTBue ¢ 1 saBaps 2011
rojaa DenepanbHbIM 3aK0HOM OT 29 Hos0ps 2010 romxa Ne 313-D3; B penakiuu,
BBeZICHHOM B zeicTBue ¢ 7 ssuBaps 2012 roga denepanbHbiM 3ak0HOM OT 6 nexadpst 2011

rojia No 409-@3. - CM. nNpeapLIyIIYIO PENAKIIIO)

4. Co nH4 BCTyIUieHUs B cuily Hactosiiero @enepansHoro 3akoHa v 1o 30 anpens 2011
roJia BKJIIOYUTEIBHO JIOMYCKAeTCs MPOBECHUE SKCIIEPTU3bI IEKAPCTBEHHBIX CPE/ICTB
AKCIEPTaMHU SKCIIEPTHOTO YUPEIKICHHUSI 10 MPOXOKICHHUS UMH aTTECTAIIMH B MOPSJIKE,
YCTaHOBJICHHOM YIIOJIHOMOUYEHHBIM (pefiepaibHbIM OpraHOM MCHOJHUTENBHOM BJIACTH.

5. Co nHs BerymieHus B cuity Hacrosiiiero denepanbHoro 3akona u no 31 gexadps 2013
ro/ia BKIOYUTEIBHO OCYHIECTBIISICTCA NEPEX0]] K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEJICTB
B COOTBETCTBHH C IIPaBUJIaMH OpraHU3aIMU MPOU3BOJICTBA U KOHTPOJIS KayecTBa
JIEKAPCTBEHHBIX CPEJICTB, YKA3aHHBIMU B 4acTH | ctaThu 45 HacTosmiero deaepaibHOTO
3aKOHa, B IOJHOM 00beMe. CpokH mepexo/ia MPOr3BOICTBA JIEKAPCTBEHHBIX CPEACTB K
WX MPOU3BOJICTBY B COOTBETCTBHH C KOHKPETHBIMU TPEOOBAHUSAMHU JAHHBIX MPABUII,
BKJIFOYAsi CPOKH aTTECTAI[MU YITOJTHOMOYEHHBIX JIMILI, YKa3aHHBIX B YacTsAX 6 U 7 cTaTbu
45 Hacrosmero denepalibHOrO 3aKk0Ha, ycTaHaBnuBatorcs [IpaButensctBom Poccuiickoit
denepanuu.




6. JIneH3uu Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPENICTB, BblaHHbIe /10 1 ssHBaps 2014
roja, 1ercTByrot nnocie 1 ssHBapsa 2014 roga 10 ucredeHus Cpoka UX ACUCTBUS NIPU
YCIIOBUU COOTBETCTBUS JIMLIEH3MATa paBUjlaM OpraHU3aluy IpOU3BOACTBA U KOHTPOJIS
KauyecTBa JIEKAPCTBEHHBIX CPECTB, YKA3aHHBIM B 4acTu | craThu 45 HACTOSAIETO
DenepasbHOro 3aKOHa.

7. ®opMuUpOBaHKE TOCYIAPCTBEHHOTO 3a/IaHUsI Ha IPOBEACHUE IKCIIEPTU3bI
JICKaPCTBCHHBIX CPENICTB (helepaibHOMY rOCyIapCTBEHHOMY OFODKETHOMY YUPEKICHUIO
IO MPOBEICHUIO SKCIIEPTH3BI JICKAPCTBCHHBIX CPEJICTB U (PMHAHCOBOE OOECTICUeHUE
BBITIOJTHEHUS ATOTO 3aJaHUS OCYIIECTBIISIIOTCS B TIOPSAJIKE, YCTAHOBJICHHOM
DeaepanbHbIM 3ak0HOM OT 12 staBaps 1996 roga Ne 7-P3 "O HeKOMMEPYECKUX
oprau3anusax"(4acTh JOMOJHUTENBHO BKIOUYeHa ¢ 3 nexadps 2010 roga PenepaibHbIM
3aK0HOM 0T 29 Hos6pst 2010 rojga Ne 313-D3).

IIpe3uneHt
Poccniickoit ®enepanuun
J.Mensenes
Mocxksa, Kpemis

12 anpens 2010 rona

Ne 61-®@3



