POCCHIMCKAS ®EJIEPALS
®EJIEPAJIbHBIN 3AKOH
006 obOparnieHnH JTEKapCTBEHHBIX CPEIICTB
C usmenenusmu Ha 13 urons 2020 rona

JIOKYMEHT C U3MEHEHUSIMU, BHECEHHBIMHU:

DdenepanbHbiM 3ak0HOM OT 27 utoiig 2010 roga Ne 192-D3 (Poccuiickas razera, Ne 166,
29.07.2010) (o mopsiKe BCTYIUICHUS B CHITy CM. cTaThbio 4 denepanbHOro 3akoHa ot 27
nroiist 2010 roga Ne 192-D3);

DenepanbHbiM 3aKkOHOM OT 11 okTsa6ps 2010 roma Ne 271-®3 (Poccwmiickas razera, Ne
234, 15.10.2010);

®denepanbHbiM 3ak0HOM OT 29 Hos10ps 2010 rona Ne 313-D3 (Poccuiickas razera, Ne 274,
03.12.2010) (o mopsiike BCTYIUICHUS B CHITY CM. cTaThio 17 ®enepaibHOro 3akoHa oT 29
Hos10pst 2010 roma Ne 313-@3);

DenepalbHbIM 3aK0HOM OT 6 ekabps 2011 roga Ne 409-03 (OdunpanbHbIil HHTEPHET-
opTa MpaBoBoi HHMopMaIuu www.pravo.gov.ru, 07.12.2011) (o mopsiike BCTYIUICHUS
B CHJIy CM. cTaThio 26 ®DenepanbHoro 3akoHa oT 6 nexkadbps 2011 rojga Ne 409-D3);
denepanbabiM 3akoHOM 0T 25 nioHs 2012 roma Ne 93-03 (OdunmanbHbiii HHTEPHET-
MopTa MPaBOBOW MH(GOPMAITUH WWW.pravo.gov.ru, 25.06.2012);

DenepalibHBIM 3aKOHOM OT 25 nekadps 2012 roga No 262-D3 (OdunmansHblii MHTEPHET-
MopTaJ MpaBoOBOi HHGOPMALIMK WWW.pravo.gov.ru, 26.12.2012);

DenepanbHbIM 3ak0HOM 0T 2 ntodst 2013 roga Ne 185-03 (OduunanbHbI HHTEpHET-
nopTas npaBoBoil uHGopManmu www.pravo.gov.ru, 08.07.2013) (o mopsiAke BCTyIUICHUS
B CHJIy CM. cTaThio 163 denepanproro 3akona ot 2 uroist 2013 roga Ne 185-D3);
DenepasibHbIM 3aKOHOM OT 25 HOs10ps 2013 roga Ne 317-03 (OdunmanbHbI HHTEPHET-
nopTai npaBoBoi HHopMau Www.pravo.gov.ru, 25.11.2013) (o nopsiike BCTYIUICHUS
B CHITy CM. cTaThio 64 deepanbHOro 3akona ot 25 Hosops 2013 roga Ne 317-D3);
DenepanbHbIM 3akoHOM 0T 12 mapTa 2014 rosa Ne 33-®3 (OdpunmanbHbIil HHTEpHET-
ropTas mpaBoBoil HHGOpMaK Www.pravo.gov.ru, 12.03.2014) (o nmopsiaike BCTYyIUICHUS
B CHJIy CM. cTaThio 21 ®enepanbHoro 3akona ot 12 maprta 2014 roga Ne 33-D3);
DenepalibHbIM 3aKOHOM OT 22 oKkTsA0pst 2014 roya Ne 313-®D3 (OdunumanbHblii HHTEPHET-
MopTa npaBoBoi HHGOpMaIMu Www.pravo.gov.ru, 22.10.2014, Ne 0001201410220022)
(o mopsiiKe BCTYIUICHUS B CHITY CM. CTaThio 2 DeepanbHOro 3aKoHa ot 22 okTsiops 2014
roma Ne 313-D3);

DenepalibHbIM 3aK0HOM OT 22 nekadps 2014 roga Ne 429-D3 (OdunumanbHblii HHTEPHET-
MopTal MpaBoBoi HHPOPMAITUH WWW.pravo.gov.ru, 23.12.2014, Ne 0001201412230021)
(c n3MeHeHusiMH, BHeceHHbIMU DesiepanbHbIM 3akoHOM OT 8 MapTta 2015 roga Ne 34-D3,
denepanbHbIM 3ak0HOM OT 13 mrosis 2015 roja Ne 241-®3) (o nopsiike BCTYIIIICHUS B
cuity cM. ctaThio 4 deepanbHoro 3akoHa ot 22 aexkabpst 2014 roga Ne 429-03);
denepanbHbIM 3akoHOM 0T 8 MapTta 2015 roga Ne 34-03 (OduunanbHbIi HHTEPHET-
nopTas npaBoBoi nHpopMaruu www.pravo.gov.ru, 09.03.2015, Ne 0001201503090043)
(o mopsiiKe BCTYIUIEHUS B CHILY CM. CTaThio 3 denepanbHOro 3akoHa ot 8 maprta 2015
roga Ne 34-@3);
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DdenepanbHbiM 3ak0HOM OT 29 utons 2015 roga Ne 160-D3 (OduninanbHblil HHTEPHET-
nopTai npaBoBoi nHpopMaru www.pravo.gov.ru, 30.06.2015, Ne 0001201506300055);
denepanbHbM 3ak0HOM OT 13 urons 2015 roga Ne 233-P3 (OdunmanbHbIii HHTEPHET-
nopTai npaBoBoi nHpopMaru www.pravo.gov.ru, 13.07.2015, Ne 0001201507130077);
denepanbHbiM 3ak0HOM OT 13 urons 2015 roga Ne 241-P3 (OdunmaibHbI HHTEPHET-
nopTai npaBoBoi nHpopMaru www.pravo.gov.ru, 13.07.2015, Ne 0001201507130051);
denepanbHbIM 3ak0HOM OT 13 urogis 2015 roga Ne 262-D3 (OdunmaibHbIi HHTEPHET-
nopTai npaBoBoi nHpopMar www.pravo.gov.ru, 13.07.2015, Ne 0001201507130067)
(Bctynui B cuity ¢ 1 ssuBaps 2016 rona);

DenepanbHbIM 3ak0HOM OT 14 nekadps 2015 roga Ne 374-D3 (OdunuanbHbIii HHTEPHET-
opTaJ MpaBoOBO# MHGOpMAIIK WWW.pravo.gov.ru, 15.12.2015, Ne 0001201512150001)
(0 mopsiiKe BCTYIUICHUS B CUITY CM. CTaThio 5 PenepanbHoro 3akoHa ot 14 nekadps 2015
roaa Ne 374-D3);

denepanbHbIM 3ak0HOM 0T 29 niekadps 2015 roga Ne 389-D3 (OdunuanbHbIi HHTEPHET-
MopTa npaBoBoi HHGOPMAIIUU WWW.pravo.gov.ru, 29.12.2015, Ne 0001201512290018)
(Bctynua B cuny ¢ 1 suBaps 2016 ropa);

DenepanbHbIM 3aK0HOM OT 2 uioHs 2016 roga Ne 163-03 (OdunuanbHblil HHTEpHET-
mopTas mpaBoBoi nHpopMaru www.pravo.gov.ru, 02.06.2016, Ne 0001201606020015);
DenepanbHbIM 3aK0HOM OT 3 uronst 2016 rosa Ne 261-D3 (OdunuanbHblii HHTEPHET-
nopTai nmpaBoBoi nHpopMaru www.pravo.gov.ru, 04.07.2016, Ne 0001201607040127)
(o mopsiiKe BCTYIIEHUS B CHITy CM. CTaThio 9 @denepanbHOro 3akona ot 3 urwoing 2016
roga Ne 261-@3);

DenepanbHbIM 3aKk0HOM OT 3 urosst 2016 roza Ne 305-D3 (OdunuanbHblii HHTEPHET-
MopTal MpaBoBoi nHMopMar www.pravo.gov.ru, 04.07.2016, Ne 0001201607040146);
DenepanbHbIM 3aKk0HOM OT 3 urosst 2016 roza Ne 350-D3 (OdunuanbHblii HHTEPHET-
nopTaJ mpaBoBoil HHGopMauu www.pravo.gov.ru, 04.07.2016, Ne 0001201607040122);
DenepanbHbIM 3ak0HOM 0T 29 mtoiist 2017 roga Ne 242-D3 (OdpunmanbHbIl HHTEpHET-
noprai rnpaBoBoi nHpopMaruu www.pravo.gov.ru, 30.07.2017, Ne 0001201707300032)
(Bctynun B cuity ¢ 1 suBapst 2018 roza);

DenepanibHbIM 3aKk0HOM 0T 29 utonis 2017 roga Ne 278-03 (OdunmanbHbIl HHTEPHET-
nopTa npaBoBoi nHpopMamu www.pravo.gov.ru, 31.07.2017, Ne 0001201707310022)
(0 mopsiiKe BCTYIIIEHUS B CUITY CM. CTaThio 8 PesepasibHOro 3akoHa ot 29 utonst 2017
roga Ne 278-D3);

DenepasibHbIM 3aK0HOM OT 28 nexabdbps 2017 roga Ne 425-03 (OdunnanbHblii HHTEPHET-
MopTa npaBoBoi HHGOPMAIIMU WWW.pravo.gov.ru, 29.12.2017, Ne 0001201712290006)
(c n3mMeHeHusiMH BHeceHHbIMH DeiepaibHbIM 3aK0HOM OT 28 Hoa0pst 2018 royia Ne 449-
@3, denepanbHbIM 3aK0HOM 0T 27 nekadps 2019 ronga Ne 462-D3) (o mopsake
BCTYIUIEHUS B CHIIy CM. cTaThio 2 DenepanbHOro 3akoHa ot 28 nexabdbps 2017 roga Ne
425-D3);

DenepasibHbIM 3aK0HOM OT 4 ntoHs 2018 roga Ne 140-03 (OdunmanbHbIil HHTEPHET-
nopTan npaBoBoi HHpopMar www.pravo.gov.ru, 04.06.2018, Ne 0001201806040061);
DenepasibHbIM 3aK0OHOM OT 28 HOs10ps 2018 roga Ne 449-03 (OdunmanbHbIN HHTEPHET-
nopTai npaBoBoi HHpopMan www.pravo.gov.ru, 28.11.2018, Ne 0001201811280057)
(0 mopsiziKe BCTYIJIEHUS B CHITYy CM. CTaTbio 5 PeepanbHOro 3akoHa ot 28 HosiOps 2018
rosa Ne 449-03);
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denepanbHbIM 3ak0HOM OT 27 aexadps 2018 roma Ne 511-D3 (OdunnanbHbI HHTEPHET-
nopTaj MpaBoBOi HHMopMaI Www.pravo.gov.ru, 27.12.2018, Ne 0001201812270067);
denepanpHbM 3ak0HOM OT 6 HroH 2019 roma Ne 134-P3 (OdunmanbHbIii HHTEPHET-
nopTai npaBoBoi nHpopMaru www.pravo.gov.ru, 07.06.2019, Ne 0001201906070020);
denepanbHbIM 3ak0HOM OT 26 urogist 2019 roga Ne 240-D3 (OdunmaibHbI HHTEPHET-
nopTaJ MpaBoBoi HHpopMaI Www.pravo.gov.ru, 26.07.2019, Ne 0001201907260109);
denepanpHbIM 3ak0HOM OT 2 aBrycta 2019 romga Ne 297-D3 (OdunnanbHbIi HHTEPHET-
nopTai npaBoBoi nHpopMaru www.pravo.gov.ru, 02.08.2019, Ne 0001201908020069);
denepanbHbIM 3ak0HOM OT 27 aexadps 2019 roma Ne 462-D3 (OdunnanbHbI HHTEPHET-
nopTai npaBoBoi HHpopMaI www.pravo.gov.ru, 28.12.2019, Ne 0001201912280029);
denepanbHbIM 3ak0HOM OT 27 aexadps 2019 romga Ne 475-D3 (OdunnanbHbI HHTEPHET-
nopTai mpaBoBoi HHpopMa www.pravo.gov.ru, 28.12.2019, Ne 0001201912280038)
(o mopsiiKe BCTYILICHUS B CHITYy CM. CTaThio 4 DeepanbHOro 3akoHa ot 27 aekadps 2019
roga Ne 475-@3);

DenepalibHbIM 3aK0HOM 0T 26 MapTa 2020 roga No 67-03 (OdunuanbHblil HHTEpHET-
MopTaJl MpaBoBOM HH(pOpMAIK WWW.pravo.gov.ru, 26.03.2020, Ne 0001202003260030);
DenepanbHbiM 3aKkoHOM OT 1 anpens 2020 roga Ne 98-03 (OdunuanbHblil HHTEPHET-
nopTai mpaBoBoi nHpopMaru www.pravo.gov.ru, 01.04.2020, Ne 0001202004010072);
DenepanbHbiM 3aKk0HOM 0T 3 anpenst 2020 roga Ne 105-®3 (OdunranbHblii UHTEPHET-
nopTai mpaBoBoi nHpopMaru www.pravo.gov.ru, 03.04.2020, Ne 0001202004030060);
DenepanbHbiM 3aKk0HOM 0T 13 utons 2020 roga Ne 206-03 (OdunuanbHbIil HHTEPHET-
nopTai nmpaBoBoi nHGopMaru www.pravo.gov.ru, 13.07.2020, Ne 0001202007130048)
(o mopsiiKe BCTYIICHUS B CUITYy CM. CTaThio 4 PeepanbHOro 3akoHa ot 13 uronst 2020
roza Ne 206-03).

[TpunsT

I'ocynapcrBennoit Jymoit

24 mapta 2010 ronaOno6pen
Coserom ®enepanun

31 mapra 2010 rona

I'maBa 1. O6uue nonoxxeHus
Cratps 1. [Ipenmer perynupoBanus Hactosuiero denepaabHOro 3aKkoHa

1. Hactosamuit ®enepanbHblil 3aKOH PETYJINPYET OTHOIIECHHUS, BOSHUKAIOIIUE B CBSI3U C
oOpariieHueM - pazpaboTKOM, TOKIMHUYECKUMHU UCCIEA0BAHUSIMHU, KITMHUYECKUMHU
HCCIIEA0BAHUAMU, DKCIIEPTU30M, TOCYAAPCTBEHHOM PErUCTPaLMel, CO CTaHAapTU3aLUEN
U C KOHTPOJIEM Ka4yeCTBa, MPOU3BOJICTBOM, U3TOTOBIEHUEM, XPAHEHUEM, IIEPEBO3KOM,
BBO30M B Poccuiickyro denepanuto, BbIB030M U3 Poccuiickon Penepannu, pekiiaMon,
OTIIyCKOM, pealn3alne, nepeaaden, IpUMEHEHUEM, YHUUTOKEHUEM JIEKAPCTBEHHBIX
CPEICTB.

(YacTe B pemakiuu, BBeIeHHOU B nielicTBre ¢ 7 ssuBaps 2012 roma denepaibHbIM
3akoHOM 0T 6 nexa0pst 2011 roga Ne 409-@3. - CM. npeabIIynyo pelakinio)


/npd-doc?npmid=99&npid=552045932&anchor=
/npd-doc?npmid=99&npid=554801542&anchor=
/npd-doc?npmid=99&npid=560762002&anchor=
/npd-doc?npmid=99&npid=560855147&anchor=
/npd-doc?npmid=99&npid=564069058&anchor=
/npd-doc?npmid=99&npid=564069028&anchor=
/npd-doc?npmid=99&npid=564525727&anchor=
/npd-doc?npmid=99&npid=564567949&anchor=
/npd-doc?npmid=99&npid=564601501&anchor=
/npd-doc?npmid=99&npid=565286004&anchor=

2. Hacrosmuii denepalibHbIN 3aKOH yCTaHABIMBAET MIPUOPUTET TOCYIAPCTBEHHOTO
perynupoBaHus 0€30MaCHOCTH, KadecTBa U A((HEKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB
MIPU UX 0OpaIeHUN.

(Hactb B penakiuu, BBeieHHOM B neiicTBue ¢ 25 utond 2012 rona denepanbHbiM
3aK0HOM OT 25 ntoHs 2012 roma Ne 93-@3. - CM. ipeAbI Yy PEAAKIIHIO)

Cratbs 2. Chepa npumeHeHus HacTosmero denepanbHOro 3akoHa

Hacrosmmi ®@enepanbHblil 3aKOH IPUMEHAETCS K OTHOLICHUSAM, BOZHUKAIOLIUM IIPU
oOpallleHnH JIEKapCTBEHHBIX CPEJICTB Ha Teppuropun Poccuiickoit denepannu.

Cratbs 3. 3aK0HOIaTETLCTBO 00 0OpaIIEHUH JICKAPCTBEHHBIX CPEACTB

1. 3akoHOMaTENBCTBO 00 OOpAIICHUH JIEKAPCTBEHHBIX CPEJICTB COCTOUT U3 HACTOSIIIETO
denepabHOTO 3aK0HA, IPYTHX (efepaTbHBIX 3aKOHOB U UHBIX HOPMATHBHBIX ITPABOBBIX
akToB Poccuiickoit denepanum.

1.1. 3akoHO1aTENIBCTBO 00 OOpPAIIEHUH JIEKAPCTBEHHBIX CPEACTB B OTHOLLIEHUH
IOPUINYECKUX JIUI] U MHIUBUAYAIBHBIX IIPEIIPUHUMATENEH, OCYLIECTBISIOIINX
JESITENIbHOCTh Ha TEPPUTOPUHU MEKIYHAPOJHOTO MEJUIIMHCKOTO KJ1acTepa, IpUMEHsIeTCs
C yueToM ocoOeHHOcTeH, ycTaHOBIEeHHBIX DenepanbHbIM 3aKOHOM "O MeXIyHapOJHOM
MEIUIIMHCKOM KJIACTEPE U BHECEHUH U3MEHEHUN B OT/IE€IbHBIEC 3aKOHOIATENIbHbBIE aKThI
Poccuiickoit denepanun'.

(Hactp nononHutenbHo BKitoueHa ¢ 30 urons 2015 rona denepanbHbIM 3aKOHOM OT 29
ntoHs 2015 roma Ne 160-D3)

2. [leiictBue HacTosimero denepalbHOTO 3aKOHA PacpOCTpaHsIeTCs Ha oOpalleHne
HAPKOTHUYECKHUX JIEKAPCTBEHHBIX CPEACTB U MCUXOTPOITHBIX JIEKAPCTBEHHBIX CPENICTB C
y4eTOM OCOOEHHOCTEH, YCTaHOBIIEHHBIX 3aKOHOIaTeNbcTBOM Poccuiickoit denepamnuu o
HapKOTUYECKUX CPENICTBAX, ICUXOTPOIHBIX BEUIECTBAX M 00 UX MPEKYpCopax.

3. HdeiictBue HacTosmero denepalbHOTO 3aKOHA PACIPOCTPAHSIETCA HA OOpalleHue
paarodapMareBTHUSCKUX JIGKAPCTBEHHBIX CPEACTB C YIETOM 0COOCHHOCTEH,
YCTaHOBJICHHBIX 3aKOHOJaTeNnsCTBOM Poccuiickoit denepanuu B o61actu odbecrnedeHus
paauamoHHON 0€30MacHOCTH.

4. Ecnu MexayHapoaHbIM JoroBopoM Poccutickoit denepaliuu yCTaHOBIICHBI HHBIE
IpaBUJIa, YeM T€, KOTOPbIE MPEYCMOTPEHBI HACTOAINUM DeaepaibHbIM 3aKOHOM,
MPUMEHSIOTCA NMPaBUiia MEXIYHAPOIHOTO 10TOBOpa.

5. B Poccniickoit denepanuy B COOTBETCTBUU C MEXITYHAPOIHBIMHU JOTOBOPAMHU
Poccuiickoit @enepanuu v (M) Ha OCHOBE MPUHIUIIA B3AUMHOCTH NTPU3HAIOTCS
Pe3yNbTaThl KIMHUYECKUX UCCIIEIOBAaHU JIEKApCTBEHHBIX MPENapaToB AJIs
MEIUIIMHCKOTO IPUMEHEHHUS], TPOBEEHHBIX 3a NpeAeaaMu Teppuropun Poccuiickoit
denepanuu.



Cratps 4. OCHOBHBIE IOHATHSA, UCIIOJIB3YEMBIC B HACTOAIICM CDC,Z[epaJ'H:HOM 3aKOHE

HJ’I?I ueneﬁ HaCTOAIICIO d)eﬂepaanoro 3aKOHAa MCIIOJIB3YIOTCA CICAYIOIINE OCHOBHBIC
TIOHATHUSA

1) JICKAPCTBCHHEBIC CPCACTBA - BEIICCTBA UM UX KOM6I/IHaI_[I/II/I, BCTYIAOIIHUE B KOHTAKT C
OpraHnu3MoM 4YCJIOBCKA UJIX JKUBOTHOT'O, IPOHUKAOIIKUEC B OPpraHbl, TKAHW OPraHu3Ma
YCJIOBEKA UJIH ) KUBOTHOT'O, IPUMECHACMBIC I HpO(i)I/IJ'IaKTI/IKI/I, JAUAarioOCTHNKHU (3a
HMCKIIOYCHUECM BCIICCTB MJIK UX KOM6I/IH3,LIHI>1, HC KOHTAKTHPYIOMIUX C OPpraHu3MomM
YCJI0BCKa UJIN }KI/IBOTHOFO), JICUYCHUA 3&60J’IeBaHI/I${, pea61/IJ'II/ITaI_[I/II/I, JJIAA COXPAaHCHUS,
MMpCaAOTBPAILICHHA UJIW ITPCPBIBAHNA 6ep€MeHHOCTI/I U MOJIYUCHHBIC U3 KPOBH, IJIa3MbI
KpOBH, U3 OPIr'aHOB, TKaHEeH opraHu3ma 4€JIOBEKa UJIN )KUBOTHOI'O, paCTCHHﬁ, MHHEPAIOB
MCTOAaMHM CHUHTE3a WKW C IPUMCHCHUEM Ouosornyeckux TexHoorui. K JICKAPCTBCHHBIM
cpeacTBaM OTHOCATCA (bapMaI_IeBTI/I‘IeCKI/Ie CY6CTaHI_II/II/I H JICKaApCTBCHHLIC ITPCIIaApPAaThI;

2) hapmarieBTHUECKAs CyOCTAHIIUSA - JIGKAPCTBEHHOE CPEJCTBO B BHUJIE OJIHOTO HIIU
HECKOJIbKUX 00J1aiatomux hapMaKkoIOTHYECKON aKTUBHOCTBIO JCHCTBYIOIIUX BEIIECTB
BHE 3aBHCHUMOCTH OT IPUPOJIbI IPOUCXOKACHUS, KOTOPOE MPEIHA3ZHAUCHO IS
MIPOU3BOJICTBA, U3TOTOBJICHUS JIEKAPCTBEHHBIX MIPETIAPATOB U OMPEILISIET UX

3¢ PeKTUBHOCTB;

(ITlynkr B penakuuu, BBeJieHHOM B fneiictBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYLIYIO PEAAKIUIO)

3) BcrioMorarteibHbIE BEIIECTBA - BEIIECTBA HEOPTAHUUECKOTO WJIM OPTaHUYECKOTO
MIPOUCXO0XKIACHUS, UCIIOJIB3yEMBIE B IIPOLIECCE MPOU3BOJCTBA, U3TOTOBJIEHUS
JICKApPCTBCHHBIX NPCIapaToB AJIA IPpUAaHHUA UM H€06X0)II/IMBIX @HSHKO-XHMI/I‘ICCKI/IX
CBOICTB;

4) nekapcTBEHHBIE IpenapaThl - JeKapCTBEHHBIE CPEJICTBA B BUJIE JIEKAPCTBEHHBIX (hOpM,
MpUMEHsIeMble /17151 TPOQUIAKTHKH, TUarHOCTUKY, JIEUEHUsI 3a001eBaHus, peaduIuTaIui,
JUIsl COXpaHEeHHUs, IPEOTBPAILEHUS WU NPEphIBaHNsl OEPEMEHHOCTH;

5) nekapcTBeHHast popMa - COCTOSIHHE JISKApCTBEHHOTO MpernapaTa, COOTBETCTBYIOIIEES
croco0am ero BBEJICHUS M TPUMEHEHHSI M 00ECIICYHBAlOIIee TOCTIKESHUE HE00X0IUMOTO
neuebHoro 3¢ dekra;

5.1) no3upoBKa - cofiep>KaHue OJHOTO MJIM HECKOJIbKUX JIEUCTBYIOIINUX BEIIECTB B
KOJINYECTBEHHOM BBIPKEHUH HA €TUHUILY J103bl, HJIU €IUHHILY 00beMa, WIN eIUHUILY
Macchl B COOTBETCTBUU C JIEKAPCTBEHHON (hOpMOIi TMOO 111 HEKOTOPBIX BUI0B
JIEKapCTBEHHBIX ()OPM KOJIMUECTBO BBICBOOOXKIAEMOT'0 U3 JIEKAPCTBEHHON (hOPMBI
JIEMCTBYIOIIErO BEIIECTBA 3a €AUHUILY BPEMEHH;

(ITynkt nononuurensHO BKItoueH ¢ 1 uronst 2015 rona denepanbHbIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-D3)

6) repeveHb )KM3HEHHO HEOOXOIUMBIX M BAXKHEHIIIMX JIEKAPCTBEHHBIX MPENapaToB -
yTBep)kaaeMblii [IpaBurensctBoM Poccuiickoit denepannuy nepeyeHp JIeKapCTBEHHBIX



[pernapaToB sl MEAUIIUHCKOTO MPUMEHEHHS, 00eCIIeYBaIOIINX TPUOPUTETHBIE
MOTPEOHOCTH 37PAaBOOXPAHCHHUS B LIEJISIX MPODUIAKTUKHY U JICUCHHS 3a00JICBaHHIA, B TOM
quclie IpeodiagalIuxX B CTpYKType 3aboaeBaemoctu B Poccuiickoit deneparui;
(ITlynkt B penakuuu, BBeJileHHOU B neiictBue denepanbHbiM 3akoHOM OT 13 uronst 2020
rona Ne 206-®3. - Cm. npeIbIAyIIy0 PeIaKIUo)

6.1) opdanHHbIe JEKapCTBEHHBIE MTPETIapaThI - JIEKAPCTBEHHBIE TpEapaThl,
MpeIHa3HAYEHHBIC UCKIIOYUTEIHHO JUIS TUATHOCTHKY MIIM TATOT€HETHYECKOTO JICUCHUS
(JieueHus1, HAITPABJICHHOTO HA MEXaHU3M Pa3BUTHS 3a00JieBaHMs) peakuX (ophaHHBIX)
3a00JIEBAHUI;

(ITynkT gonoiaHUTENbHO BKIOYEH ¢ 1 utoiisa 2015 roga denepaibHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

6.2) 6uoJOrHYECKHE JIEKAPCTBEHHBIC ITPENapaThl - JICKaPCTBEHHBIC MPEIapaThl,
JICHCTBYIOIIEE BEIIECTBO KOTOPHIX MPOM3BEACHO WIN BBIICTICHO U3 OMOJIOTUIECKOTO
HMCTOYHHMKA U JJIS ONPEACIICHUS CBOMCTB M KA4eCTBA KOTOPHIX HEOOX01MMa KOMOWHAIIHS
OMOJIOTUYECKHUX U PU3NKO-XUMUICCKUX METOI0B. K OMOIOTHYeCKUM JICKapCTBEHHBIM
mpernapaTam OTHOCATCS UMMYHOOHOJIOTHYECKHE JIEKAaPCTBEHHbBIE Mpenaparhl,
JIEKapCTBEHHBIE MTPenapaThl, MOJIYyYCHHBIE U3 KPOBH, IJIa3Mbl KPOBH YEJIOBEKA U
YKUBOTHBIX (32 HCKJITFOUCHHUEM IIEIbHOM KPOBH ), OMOTEXHOJIOTMYECKUE JICKAPCTBEHHBIC
npenaparsl, TeHOTEpaNeBTUUECKHE JIEKAPCTBEHHBIE MTpEnapaThl;

(ITlynkt nomonnutenbHO BkiItoueH ¢ 1 utonst 2015 rona denepaibHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

7) *MMYHOOHOJIOTHYECKHE JIEKAPCTBEHHBIE MPENapathl - J€KapCTBEHHbIE MPENapaThl,
npegHasHaueHHbIE I (POPMUPOBAHUS AKTUBHOTO MJIM MTACCUBHOTO UMMYHHTETA JTINOO
JUArHOCTUKHU HAJIMYMSI UMMYHHUTETA WIH TUATHOCTUKY CIIEU(PUUECKOTo
PUOOPETEHHOT0 U3MEHEHHSI UMMYHOJIOTHUECKOTO OTBETA HA AJIJIEPrU3HPYIOLIUe
BenecTBa. K NMMyHOOHOJIOTMYECKUM JIEKApPCTBEHHBIM IperapaTaM OTHOCSTCS BaAKI[UHBI,
aHATOKCHHBI, TOKCUHBI, CBIBOPOTKH, UMMYHOTJIOOYJINHBI U aJUIEPTEHBI;

(ITlynkr B penakuuu, BBeieHHOU B neiictBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKIUIO)

7.1) 6GUOTEeXHOIOTHYECKHE JIEKApPCTBEHHBIE MpEnapaThl - JEKapCTBEHHBIE MPETapaThl,
MIPOU3BOJICTBO KOTOPBIX OCYIIECTBISIETCS C UCIOIb30BAHHEM OMOTEXHOJIOTHYECKHUX
npoiieccoB u MeTo10B (B ToM uucie JJHK-pexomMOnHaHTHOM TEXHOJIOTHH, TEXHOJIOTHHI
KOHTPOJIHPYEMOH IKCIPECCUU TEHOB, KOJUPYIOIMINX OMOTOTUYECKU aKTUBHBIC OCIIKH B
MIPOKAPUOTAX U DYKAPHOTaX, BKITIOUYAs N3MEHEHHBIC KIIETKH MJICKOTTUTAIOIINX ),
THOPUIOMHOTO METO/Ia U METOJIa MOHOKJIOHATHHBIX aHTUTET,

(ITynkT gomonxHUTENbHO BKIIOYEH ¢ 1 utoinsa 2015 roga denepaibHBIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

7.2) reHoTepaneBTUUECKNE JIEKapCTBEHHBIE NTPENapaThl - JIEKApCTBEHHBIE NTPENapaThl,
(bapmaiieBTHUecKas cyOCTaHIUsI KOTOPBIX SIBISIETCS PEKOMOMHAHTHON HYKJIEHHOBOM
KHUCJIOTON MJIM BKJIIOYAET B c€0s PEKOMOMHAHTHYIO HYKJIEMHOBYIO KHCIIOTY,
MO3BOJISIFOILYIO OCYIIECTBIISATh PETYJIUPOBAHKE, pENapalnio, 3aMeHy, 100aBlIeHue Uin



yIaJICHHE TeHETUYECKOMN MOCIIeI0BATEIbHOCTH;
(ITynkT nononauTenbHO BKitodeH ¢ 1 utonsg 2015 roga denepanbHbiM 3aKOHOM OT 22
nexadps 2014 roma Ne 429-D3)

8) HapKOTHYECKHE JIEKAPCTBEHHBIE CPECTBA - JIEKAPCTBEHHbIE ITPENapaThl U
(dapmarieBTHYECKE CyOCTaHIINM, COIEpIKAINE HAPKOTUYECKHE CPEACTBA U BKIIOUCHHBIE
B [lepeueHp HAPKOTUYECKUX CPENCTB, IICUXOTPOIHBIX BEIECTB U UX IIPEKYPCOPOB,
noJyiexaniux KoHTposto B Poccuiickoit @enepanuu, B COOTBETCTBUH C
3aKkoHoAarenscTBOM Poccuiickoit denepanuu, MEKIyHapOJHBIMUA JOTOBOPAMHU
Poccuiickoit denepanuu, B TOM yucie ENMHON KOHBEHIIMEN O HAPKOTUYECKUX CPEICTBAX
1961 ropa;

9) ncuxoTpONHKIC JIEKAPCTBEHHBIE CPEJICTBA - JIEKAPCTBEHHBIE MTpenaparsl U
(dapmalieBTHUECKHE CYOCTaHIINH, COJIePKalie IICUXOTPOIHBIE BEIECTBA U BKIIOYEHHbIE
B [lepeueHb HAPKOTUYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB U UX IIPEKYPCOPOB,
MoVIeKaITUX KOHTpoutio B Poccutickoii denepanuu, B COOTBETCTBHH C
3aKoHoarenbcTBOM Pocculickoit denepanuu, MexlyHapOJHbIMHU JONOBOpaMU
Poccuiickoit ®enepaiuu, B ToM uncie KonBeHImen o ncuxoTponHbix BemecTax 1971
rojaa;

10) paguodapmanieBTHUECKHE JIEKAPCTBEHHBIE CPEACTBA - JIEKAPCTBEHHBIE CPE/ICTBA,
KOTOpBIE CO/IepKaT B FOTOBOM JIJIsl UCIIOJIb30BaHUs (POpME OAMH PATUOHYKIUA WIN
HECKOJIBKO PaJIMOHYKIINJOB (PaluOaKTUBHBIX U30TOIIOB);

10.1) opuruHaIbHBIN JeKapCTBEHHBIH Mpenapar - JeKapCTBEHHBIH Mpenapar ¢ HOBbIM
JEHCTBYIOIIMM BEIIECTBOM, KOTOPBIN ITEPBBIM 3apErUCTpUpOBaH B Poccuiickon
@denepany UM B MHOCTPAHHBIX TOCY1apCTBaX HA OCHOBAHUM PE3YJIbTATOB
JOKJIIMHUYECKUX UCCIIeI0BaHUH JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKUX UCCIIEOBAHUN
JIeKapCTBEHHBIX MPENapaToB, HOATBEPKIAIOIIUX €0 Ka4ecTBO, 3PPEKTUBHOCTD U
0€30IaCHOCTb;

(ITynkT nononuuTensHO BKItOUeH ¢ 1 mapta 2020 roga denepanbHbIM 3aKOHOM OT 27
nexadpst 2019 roma Ne 475-D3)

11) pedepeHTHBIH JIeKapCTBEHHBIN Mpenapar - JeKapCTBEHHBIN Mpenapar, KOTOpbIi
UCTOJIb3YEeTCs Il OLIEHKU OMOAKBUBAJIIEHTHOCTH WIIM TepareBTUYECKON
SKBHUBAJIEHTHOCTHU, KayecTBa, 3P (HEKTUBHOCTU 1 0€301aCHOCTH BOCIIPOU3BEIEHHOTO
JIEKapCTBEHHOT'O Mpenapara Win 6M0aHaIoroBoro (6Mono00HOr0) JeKapCTBEHHOTO
npenapara (6uoanaiora). B kagectBe pedepeHTHOT0 JIEKapCTBEHHOTO MperapaTa s
MEIULMHCKOTO MPUMEHEHHUS UCTIONb3YEeTCsl OPUTMHAIBHBIN JIeKapCTBEHHBIN Mpernapar
1100, €CIIM OPUTHHAIIBHBIN JIEKAPCTBEHHBIN TpenapaT He 3aperHCTPUPOBAH WK HE
HaxoauTcs B 06opote B Poccuiickoii denepauu 1 He HAXOAUTCS B 000poTeE B
WHOCTPaHHBIX TOCYIapCTBaX, BOCIIPOU3BEICHHBIN JIEKAPCTBEHHBIN MIpenapaT Wiu
O61oaHaIoroBbIi (OMOMOA0OHKI) IeKapCTBEHHBIN NpenapaT (61oaHaor), KOTOPbIi
MEPBBIM 3apETHCTPUPOBAH U3 UMCIIa HAXOAAIIXcsi B o0opote B Poccuiickoit deneparum,
OMOAPKBUBAJIIEHTHOCTh WJIM TeparieBTUYeCKast SKBUBAJICHTHOCTh, KaueCTBO,

3¢ (HeKTUBHOCTH U 0€30MaCHOCTh KOTOPOTO OI[EHUBAIMCH IO OTHOUICHHIO K



OpUTHHAJILHOMY JIEKAPCTBEHHOMY TIperapary, a TaKke KauyecTBO, 3PHEKTUBHOCTh 1
0€30MMacHOCTh KOTOPOTO TOATBEPKIAOTCS pe3yabTaTaMu (hapMaKoOHaI30pa U IPOBEPOK
COOTBETCTBHS JICKAPCTBEHHBIX CPECTB, HAXOAIIUXCS B TPAXKIAHCKOM 000poTe,
yYCTaHOBJICHHBIM TPEOOBAHMSIM K MX KadecTBy. B kauecTBe pehepeHTHOTO
JIEKApCTBEHHOTO MperapaTa iyl BETepUHAPHOTO IPUMEHEHUS UCTIOJIB3YETCsI
JIEKApCTBEHHBIN Mpenapar Jijisi BETEpUHAPHOTO MPUMEHEHHUS, 3aPErUCTPUPOBAHHBIN B
Poccuiickoit denepaiiuy Ha OCHOBAHUU PE3YJIbTATOB JTOKIMHUYECKUX UCCIEA0BAHUM
JIEKAPCTBEHHBIX CPEJICTB U KIIMHUYECKUX UCCIIEOBAaHUMN JI€KapCTBEHHBIX MPENapaTos,
MTOATBEPKIAIOIINX €ro KauecTBO, 3P(HEKTUBHOCTh U OE30IIaCHOCTD;

(ITynkT B penakuuu, BBeieHHOH B feiictBue ¢ 1 mapra 2020 roga denepanbHbiM
3aKoHOM OT 27 nexadpst 2019 roma Ne 475-D3. - CM. ipeapIayIIyIO PEAAKIINIO)

12) Bocripou3BeICHHBIN JIEKapCTBEHHBIN Mpemnapar - JIeKapCTBEHHBIN Mpernapat [
MEJIUIIUHCKOTO IPUMEHEHUS, KOTOPBIN UMEET SKBUBAJIICHTHBIN pedepeHTHOMY
JIEKApCTBEHHOMY IIpernapary KaueCTBEHHbIN COCTaB U KOJIMYECTBEHHBIN COCTaB
JEWCTBYIOIINX BEIIECTB B OKBUBAJIIEHTHOH JIEKaPCTBEHHOH (opme, JTNOO0 JIeKapCTBEHHBIH
npenapar Jijisi BETepUHApHOTO MPUMEHEHMS], KOTOPBIM UMEET TaKue Ke, YTO U
pedepeHTHBIN JIeKapCTBCHHBIN Tpernapar, Ka4eCTBCHHBIH COCTaB U KOJIMYCCTBCHHBIN
COCTaB JIEMCTBYIOLIUX BEILIECTB B TAKOM K€ JIEKapCTBEHHOU (popme,
OMOPKBHUBAJIEHTHOCTD WJIM TE€PANEBTUYECKAS IKBUBAJIECHTHOCTh KOTOPBIX
COOTBETCTBYIOIIEMY pedepeHTHOMY JIEKapCTBEHHOMY Ipenapary MmoATBEPKIeHa
COOTBETCTBYIOIIMMH UCCIIEIOBAHUSIMU;

(ITynkT B pemakuuu, BBeieHHOHU B neictBue ¢ 1 mapra 2020 roga denepanbHbiM
3akoHOM 0T 27 aexabps 2019 roga Ne 475-03. - Cm. npeAbIAYLIYIO PEAAKIUIO)

12.1) TepaneBTHYECKast SKBUBAJICHTHOCTb JIEKAPCTBEHHBIX MPENApaToB - JOCTHKEHUE
KJIIMHUYECKH CONIOCTaBUMBIX TE€PANEBTUYECKOT0 3P deKTa 1 nokaszareneil appexTuBHOCTH
1 06€301acHOCTH NpU MPUMEHEHUH JIEKaPCTBEHHBIX MPENapaToB Il MEAULIUHCKOTO
MIPUMEHEHHUSI, UMEIOLINX OJIHO MEKIYHapOIHOE HEMTATEHTOBAHHOE (MM XUMHYECKOE,
WIN TPYNIIUPOBOYHOE) HAMMEHOBAHHE, B SKBUBAJIIEHTHBIX JO3UPOBKAX 110 OAHUM U TEM
e TMOKa3aHMUsIM K IPUMEHEHUIO U MPU OJIMHAKOBOM CIIOCOOE BBEACHMS Y OJTHOM U TOU ke
IpyMIibl OOJIBHBIX;

(ITynkt nononuurensHO BKItoueH ¢ 1 uronst 2015 rona denepanbHbIM 3aKOHOM OT 22
nexa0pst 2014 rona Ne 429-03; B penakuuu, BBeileHHOH B elictBue ¢ 1 mapta 2020
rona OeaepanbHbIM 3aKk0HOM OT 27 aexadps 2019 roma Ne 475-D3. - Cm. mpeapiayyto
peaaKino)

12.2) 6uoananoroselii (0MOMOA00HBIN) JIeKapCTBEHHBIN Tpenapat (0rnoaHamnor) -
OMOJIOrMYECKH JIeKapCTBEHHBIHN Mpenapar, CX0XKHH 10 mapaMeTpaM KayecTBa,

3¢ (HEeKTHBHOCTU U 0€30MaCHOCTH C peepPEHTHBIM OUOIOTHYECKUM JIEKapPCTBEHHBIM
MpenapaToM B TaKOM K€ JIEKapCTBEHHON (hOpME M HMEIONTUN UIACHTHIHBINA CITOCO0
BBEJ/ICHUS;

(ITynkT nomoiHUTENbHO BKIOYEH ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)



12.3) B3auMo3aMeHsIeMbIi JICKAPCTBEHHBIN Mperapar - JISKapCTBEHHBIN Mpernapar ¢
JOKa3aHHOW TEPAIEeBTHYECKON SKBUBAICHTHOCTHIO HITH OMOAKBUBAJICHTHOCTHIO B
OTHOIIIEHUHU pedepPeHTHOTO JIEKAPCTBEHHOTO Mperapara, UMEIOIINA SKBUBAJICHTHBIE €My
Ka4eCTBEHHBIN COCTaB U KOJIMYECTBEHHBIN COCTAB AEHCTBYIOIIMX BEILECTB, COCTaB
BCIIOMOTaTEJIbHBIX BEIIECTB, JICKAPCTBEHHYIO (hOPMY U CITOCOO BBEICHHS;

(ITynkT nononHuTenbHO BKitodeH ¢ 1 utonist 2015 roga denepalibHbIM 3aKOHOM OT 22
nexadps 2014 roma Ne 429-D3)

12.4) GM03KBHUBAJIEHTHOCTD JIEKAPCTBEHHBIX MPENAPATOB - JOCTHKEHHE COTTOCTABUMBIX
[I0Ka3aTeJel CKOPOCTU BCAChIBAHMUS, CTEIIEHH ITOCTYIUIEHUS K MECTY JEHCTBUS U
CKOPOCTH BBIBEICHUS OJJHOI'O MJIM HECKOJIBKMX 00J1a1atoluX (GapMaKoJIOrH4ecKoil
AKTUBHOCTBIO JIEUCTBYIOUIMX BEUIECTB IIPU IPUMEHEHUH JIEKAPCTBEHHBIX IIPENapaToB
JUI METMIIMHCKOTO IPUMEHEHUS], UMEIOIINUX OJHO MEXyHapOJHOE HEITAaTeHTOBAaHHOE
(MM XMMHUYECKOE, WU TPYNIIMPOBOYHOE) HAMMEHOBAHKE, B SKBUBAJIEHTHBIX JI03UPOBKaX
U TIpU OJIMHAKOBOM CIIOCOO€E BBEJICHMS,;

(ITlynkt nononnurensHO BKtoueH ¢ 1 mapra 2020 roga ®enepanbHbIM 3aKOHOM OT 27
nexadps 2019 roma Ne 475-D3)

13) nexapCTBEHHOE PACTUTEILHOE CHIPHE - CBEKHUE MIIM BBICYIICHHBIC pACTEHUS TN00 UX
YaCTH, UCIIOJIb3yEMBbIC ISl TIPOU3BOJICTBA JICKAPCTBEHHBIX CPEICTB OPTaHU3AIUSIMH -
MMPOU3BOJUTCIISAMHA JICKAPCTBCHHBIX CPCACTB UJIW U3TOTOBJICHUA JICKAPCTBCHHBIX
MPErapaToB aNTeUYHbIMU OPraHU3aIMSIMU, BETCPHHAPHBIMY alITCUHBIMU OpPraHU3aIUsIMHU,
HHAUWBUAYAJIbHBIMU NPCANTPUHHUMATCIIAMA, UMCIOIIUMHA JIMIICH3UIO Ha
(bapMareBTHYECKYIO JeSITeIbHOCTD;

14) nexapcTBEeHHBIN pacTUTENBHBIN Mpemnapar - JIeKapCTBEHHBI Mpemnapar,
MIPOU3BEICHHBIN WJIM U3TOTOBJIECHHBIN U3 OJTHOTO BUJIA JIEKAPCTBEHHOTO PACTUTEIHHOTO
CBIPBSI WJIM HECKOJIBKUX BUJIOB TAKOTO CHIPhS U pealn3yeMblil B pac)acoBaHHOM BHJIE BO
BTOPUYHOMU (MTOTPEOUTETHCKOMN) YITAKOBKE;

15) romeonaTu4eckuii TeKapCcTBEHHBIN Mpernapar - JIeKapCTBEHHBII Mpemnapar,
MIPOM3BEIECHHBIN UM U3TOTOBJIEHHBIN U3 (papManieBTUUECKON CyOCTaHITMH UITH
(hapmalleBTUUECKUX CYOCTaHIIUN B COOTBETCTBUH C TPEOOBAHUSIMU OOIINX
(hapMaKoOIEeHHBIX CTaTeH K TOMEONAaTUHYECKUM JIEKAPCTBEHHBIM TIpenapaTram Hid B
COOTBETCTBHUH ¢ TpeOOBaHUSMU (apMaKOIen CTPAHbI IPOU3BOIUTENS TAKOTO
JIEKapCTBEHHOTO Tpernapara;

(ITynkt B penakiuu, BBeleHHOM B feiicTBue ¢ 1 uronsg 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - CM. IpeAbIIyIIyIO PEIAKIIHIO)

16) MexayHapOIHOE HEMaTEeHTOBAHHOE HAWMEHOBAHUE JIEKAPCTBEHHOTO CPEJICTBA -
HaUMEHOBAaHHE JICHCTBYIOIIETro BeliecTBa (papmMarieBTUIeCcKor CyOCTaHITNH,
PEKOMEHTI0BaHHOE BceMupHON opranusanueil 3paBoOXpaHEeHMS;

(ITynkT B penakuuu, BBeJieHHOH B feictBue ¢ 1 uronst 2015 rona @eaepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - CM. IpeAbIIyIIYIO PEIAKIIHIO)



17) ToproBoe HAMMEHOBAHUE JICKAPCTBEHHOTO CPEJICTBA - HANMECHOBAHHE
JIEKapCTBEHHOTO CPEJICTBA, IPUCBOCHHOE €0 pPa3pabOTIHKOM, JAepKATEIEM WIIH
BIIJIENIBIIEM PETUCTPAIMOHHOTO YIOCTOBEPEHHMS JIGKAPCTBEHHOTO Mperapara;

(ILlynkr B penakuuu, BBeieHHOU B neiictBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - CM. IpeAbIIyIIYIO PEIAKIIHIO)

17.1) rpynnmupoBOYHOE HAUMEHOBAHKE JICKAPCTBEHHOTO Mperapara - HAMMEHOBaHUE
JIEKapCTBEHHOTO MperapaTa, He UMEIOLIEro MEXAyHApOAHOTO HEMaTeHTOBAaHHOTO
HaMMEHOBAHMS, WJIM KOMOWHAIIMH JIEKAPCTBEHHBIX MPEMapaToB, UCIOJIB3yEMOE B IIEIIAX
O00BEIMHEHUS UX B TPYIINY MO/ SIMHBIM HAUMEHOBAHUEM UCXO/SI U3 OJJUHAKOBOTO
COCTaBa JICUCTBYIOIINX BEIIECTB;

(ITynkT nononHuTesnbHO BKitodeH ¢ 1 utoist 2015 roga denepaibHbIM 3aKOHOM OT 22
nexadps 2014 roma Ne 429-D3)

18) obmiast hapmakoneitHast CTaThs - JOKYMEHT, YTBEP>KACHHBIH YIIOJTHOMOYEHHBIM
(benepaabHBIM OPraHOM UCIIOJIHUTENILHON BIACTH U COJEPIKALMI ITepeyeHb MoKa3aTesei
KayecTBa U (WJIM) METOJI0B KOHTPOJIS KaueCTBa KOHKPETHOM JIEKapCTBEHHON (POPMBI,
JIEKapCTBEHHOI'O PACTUTENIBHOTO ChIPhSI, ONMCAHUS OMOJIOTMUECKUX, ONOXUMHUECKUX,
MHUKPOOHOIOTUIECKHX, (PU3UKO-XUMUIECKUX, (HPU3NIECKUX, XUMHUECKUX U IPYTUX
METO/IOB aHaJIN3a JIEKAPCTBEHHOI'O CPECTBA, a TAKXKe TPEOOBaHUS K MCII0JIb3yEMbIM B
LeJISIX IPOBEJCHUS IaHHOTO aHAJIN3a PEaKTUBaM, TUTPOBAHHBIM PacTBOpaM,
UH/UKATOpaM;

(ITlynkr B penakuuu, BBeieHHOM B fneiictBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYLIYIO PEAAKIUIO)

19) papmakoneitHas cTaThs - TOKYMEHT, YTBEPKICHHBIH YIIOJTHOMOYEHHBIM
(benepanbHBIM OPraHOM UCIOJHUTENBHOM BJIACTH U CO/IEp KAl TIepeYeHb IoKa3aTenei
KauecTBa U METO/I0B KOHTPOJIS KaueCTBa JIEKAPCTBEHHOT'O CPENICTBA;

(ITlynkr B penakuuu, BBeieHHOM B neiictBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKIUIO)

19.1) crannapTHble 00pa3Ibl - BEIIECTBA, IOCPEICTBOM CPABHEHUS C KOTOPHIMU
OCYILECTBIISETCS KOHTPOJIb KAUeCTBA UCCIIEAYEMBbIX JIEKAPCTBEHHBIX CPEACTB C IOMOLIbIO
(GU3BNKO-XUMHUYECKUX M OMOJIOTHYECKUX METO/IOB B IEJISIX TIOTBEPIKICHHSI COOTBETCTBUS
JIEKapCTBEHHBIX CPEACTB TPEOOBAHUSAM HOPMAaTHUBHOMN JTOKYMEHTAIUU, YCTAHOBJIEHHBIM
MIPH OCYIIECTBICHUH TOCYTAPCTBEHHON PETUCTPAINH, U KOTOPBIC IPUMEHSFOTCS JJIST
KaJMOpPOBKM CTaHJAPTHBIX 00pa310B MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB,
WCTIOJIB3YEMBIX JUTSI KOHTPOJISI KAa4eCTBa W MHBIX IeJIeH TIPU 00paIIeHu  JIeKapCTBEHHBIX
CPEICTB;

(ITynkT gomonxHUTENbHO BKIIOYEH ¢ 1 utoinsa 2015 roga denepaibHBIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

19.2) papmaxorneitHblii cTaHAapPTHBIN 00pasell - CTaHAapTHBIN 00pa3el], MPOU3BeAeHHBIN
B COOTBETCTBUU C (papMaKONeiHON cTaThel;

(ITynkt nononuurenbHO BKiItoUeH ¢ 1 utons 2015 rona @enepalibHbIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-D3)



20) HOpMaTHBHAs TOKyMEHTALUA - JOKYMEHT, CO/IEPKalUil IepevyeHb OMPEeIIeMbIX 10
pe3yJibTaTaM COOTBETCTBYIOIIMX 3KCIIEPTU3 IIOKa3aTesIel KauyecTBa JIEKApCTBEHHOIO
CpeICTBa 71l MEIUIIMHCKOTO TPUMEHEHHUS, METOJJOB KOHTPOJISl €ro KauecTBa 1
YCTaHOBJICHHBIN €r0 MPOU3BOIUTEIIEM;

21) HOpMaTUBHBIN JOKYMEHT - JOKYMEHT, COEp KAl IEpeUeHb OIPENEISIEMBIX 110
pe3yJbTaTaM COOTBETCTBYIOLIMX SKCIEPTU3 NTOKa3aTeNei kauecTBa U (UIM) METOI0B
KOHTPOJISI KaUueCTBa JICKapCTBEHHOH (POPMBI, OIMCAaHHs OMOJIOTMYECKHUX,
OMOXMMHUYECKUX, MUKPOOHOJIOTHYECKUX, (PU3UKO-XUMUUECKUX, (PU3NIECKUX,
XUMHUYECKUX U JIPYTUX METOJIOB aHAJIM3a JIEKaPCTBEHHBIX CPEJICTB AJI1 BETEPUHAPHOTO
IIPUMEHEHMS], TPEOOBaHMSI K HCIIOIb3yEMBIM B LI€JISX IPOBEACHUS JaHHOTO aHAIN3a
peakTuBaM, THTPOBAHHBIM PacTBOPaM, MHAUKATOPAM U yCTaHOBJIEHHBIHN €T0
IIPOU3BOIUTEIIEM;

21.1) oOumii TEXHUYECKUM TOKYMEHT - KOMIUIEKT JOKYMEHTOB U MaTe€pHUaJIoB,
COCTOSAILLUI U3 HECKOJIBKUX Pa3/iesiOB - JOKYMEHTALIMU aJIMUHUCTPATUBHOIO XapakTepa,
XUMHYECKOH, papMaIeBTUISCKOi U OMOJIOTUIECKON JOKYMEHTAITHIH,
(hapMaKoIOTHYEeCKOM, TOKCUKOJIOTHYECKOM IOKyMEHTAllUU, KITMHUYECKOHN TIOKyMEHTAllUN
Y TIPEACTABIISIEMBIN OJHOBPEMEHHO C 3asIBJICHUEM O T'OCYJIapCTBEHHON PEerucTpanuu
JIEKApCTBEHHOTO MperapaTa i MeIUIIMHCKOTO IPUMEHEHHS B (hopmare,
YCTaHOBJICHHOM yTIOJTHOMOYEHHBIM (peiepalIbHBIM OPTaHOM HCIIOJTHUTEILHON BIIACTH,
(ITlynkt nomonnutenbHO BkiItoueH ¢ 1 utonst 2015 rona denepaibHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

22) Ka4ecTBO JIEKApCTBEHHOT'O CPEACTBA - COOTBETCTBHE JIEKAPCTBEHHOI'O CPEJICTBA
TpeOoBaHUAM (apMaKONeHHON CTaThu JINOO B Cliyyae €€ OTCYTCTBHS HOPMATUBHOM
AOKYMCHTAIIUHU UJIKM HOPMATHBHOT'O JOKYMCHTA,

23) 6e30MacHOCTh JIEKAPCTBEHHOT'O CPECTBA - XapaKTEPUCTHKA JIEKAPCTBEHHOI'O
CpEeICTBa, OCHOBaHHAsI HA CPABHUTEIILHOM aHaIM3€e ero 3(pPpEeKTUBHOCTU U pUCKa
IIPUYMHEHUS Bpea 310POBBIO;

24) 3¢ (heKTUBHOCTB JIEKAPCTBEHHOTO Mpernapara - XapakTepUCTUKA CTETIEHU
MTOJIOKUTEIILHOTO BIIMSHUS JIEKAPCTBEHHOTO NpenapaTa Ha TeYeHHe,
MIPOAOIKUTEIBLHOCTD 3a00JI€BaHUS WIIM €r0 NMpeloTBpallieHle, peabUINTaLuIOo, Ha
COXpaHEHHUe, MPeJoTBpallleHNEe WIN ITpephIBaHie OEPEMEHHOCTH;

25) cepwst IEKapCTBEHHOTO CPEICTBA - KOJMYECTBO JIGKAPCTBEHHOTO CPEJICTRA,
MIPOU3BEICHHOE B PE3YJIBTATE OJHOTO TEXHOJIOTUYECKOTO IUKJIIA €0 IPOU3BOIUTEIIEM;

26) perucTpalioOHHOE YJJOCTOBEPEHNUE JIEKApCTBEHHOTO Mpernapara - T0KyMeHT,
MOATBEPKAAIONIUH (aKT TOCYJapCTBEHHON PEerHUCTPaIly JIKAPCTBEHHOTO Mpemnapara;

26.1) nepxatenb UK BIAJENEL] PETUCTPALIMOHHOIO yA0CTOBEPEHUS JIEKAPCTBEHHOTO
npernapara - pa3paboTUHK JEKapCTBEHHOTO CPECTBA, IPOU3BOIUTEND JIEKAPCTBEHHBIX
CPEICTB WIIM HHOE IOPUANYECKOE U0, 00JaAaroIIee IpaBoM BIaICHUS



PErUCTPAIMOHHBIM yIOCTOBEPEHUEM, KOTOPBIE HECYT OTBETCTBEHHOCTH 332 Ka4eCTBO,
3¢ HEKTUBHOCT U OE30MACHOCTD JICKAPCTBEHHOTO MpEnapara;

(ITynkT nomonaHUTENbHO BKIOYEH ¢ 1 utonisa 2015 roga denepaibHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

27) peructTpanvoOHHbII HOMEp - KOJI0BO€ 0003HAUEHUE, TPUCBOCHHOE JIEKAPCTBEHHOMY
npernapaTy MpH ero rocy1apcTBEHHONU PEruCTpalnu;

28) oOpareHune JIeKapCTBEHHBIX CPEJICTB - pa3paboTKa, TOKIMHUYECKUE UCCIEIOBAHNUS,
KIIMHAYECKHUE MCCIICIOBAHUSI, SKCIIEPTU3a, TOCYIapCTBEHHAS PErUCTpPAIIHS,
CTaHJapTU3alMUs U KOHTPOJb KaueCTBa, MPOU3BOJICTBO, U3TOTOBJICHUE, XPaHEHHUE,
nepeBo3ka, BBO3 B Poccuiickyro denepanuio, BbiBo3 U3 Poccuiickoit deneparuu,
pekJiaMa, OTIYCK, peajau3allus, nepeaadya, IpUuMEeHEHHE, YHUUTOKEHUE JICKapCTBEHHBIX
CPEJICTB;

(ITynkT B pemakiuu, BBeIeHHOM B feiicTBue ¢ 7 stuBaps 2012 rona denepaibHbIM
3akoHOM 0T 6 nexabps 2011 roga Ne 409-@3. - CM. peapIIynyo peaakiuo)

29) cyObexThl 00pallieHus JIeKapCTBEHHBIX CPEJCTB - PU3NYECKHUE JIUIA, B TOM YHCIe
WHJIMBUIyIbHBIC IPEANPUHUMATENN, U IOPUIUICCKUE JTUIA, OCYIIECTBIISIIOITNE
JeSITeNIbHOCTD MPU O0paIIeHUH JIEKAPCTBEHHBIX CPEJICTB;

30) pa3paboT4HK JIGKAPCTBEHHOT'O CPEJICTBA - OpraHu3aIus, 00Ia1aromas IpaBaMu Ha
pe3yJIbTaThl JOKIMHUYECKUX UCCIIEI0BAaHUN JIEKAPCTBEHHOT'O CPECTBA, KITMHUYECKHX
UCCIIEI0OBaHM JIEKapCTBEHHOI'O IIpenapaTa U (WiK) Ha TEXHOJIOTHUIO ITPOU3BO/ICTBA
JIEKapCTBEHHOI'O CPEJCTBA;

(ITlynkr B penakuuu, BBeieHHOM B neiictBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-®3. - CM. npeAbIAYIIYIO PEAAKIHIO)

3 1) MMPOU3BOJACTBO JICKAPCTBCHHBIX CPCACTB - ACATCIIBHOCTD 1O IPOU3BOJACTBY
JICKApPCTBCHHBIX CPCACTB OPraHu3alusaMH - IIPOU3BOANUTCIIAMH JICKAPCTBCHHBIX CPEACTB
Ha OI[HOfI CTauu, HCCKOJIbKUX UJIN BCEX CTAAUAX TCXHOJOIMUCCKOTO IMPOLECCCa, a TAKKE
110 XpaHCHUIO U pCain3alluu IMPOU3BCACHHBIX JICKAPCTBCHHBIX CPCACTB,

31.1) npou3BoACTBEHHAsI IJIOLIAAKA - TEPPUTOPUATBHO 000COOJIEHHBIN KOMILIEKC
MIPOU3BOUTENS JIEKAPCTBEHHBIX CPEICTB, MPEIHA3HAYCHHBIN ISl BBIMIOJIHEHUS BCETO
rpoIiecca MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB UITM €TI0 OMPEIETICHHON CTaIuu;
(ITynkt nomonuutensHO BKiItoueH ¢ 1 utonst 2015 rona denepaibHbIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-D3)

32) MMPOU3BOJUTCIIb JICKAPCTBCHHBIX CPCACTB - OpraHu3alus, OCyYImCCTBIAIOMIAA
MMPOU3BOJACTBO JICKAPCTBCHHBIX CPEACTB B COOTBETCTBUU C Tpe60BaHI/I$IMI/I HaCTOAIICTO
CDCI[epaJ'ILHOFO 3aKOHa,

33) hapmarieBTHUECKAS 1EATENBHOCTD - I€SITEIbHOCTD, BKIIOYAIOIIast B c€0s ONTOBYIO
TOPTOBIIIO JIEKAPCTBEHHBIMU CPEICTBAMHU, UX XpaHEHUE, TIEPEBO3KY U (MJIM) PO3HUUHYIO
TOPTOBIIIO JIEKAPCTBEHHBIMHU IIperiapaTaMy, B TOM YUCJIE AUCTAaHIIMOHHBIM CIIOCOO0M, UX



OTIIyCK, XpaHEHHE, IEPEBO3KY, N3TOTOBJICHHE JIEKAPCTBEHHBIX MIPENapaToB;
(ITynkT B penakiuu, BBeJIeHHOH B JeiicTBue DenepaibHbIM 3aKk0HOM OT 3 arpens 2020
rojna Ne 105-®3. - Cm. npenpIAylyo peaaKIuio)

34) opranuzanys ONTOBOM TOPrOBIJIU JEKAPCTBEHHBIMH CPEACTBAMHU - OpraHU3aIlHs,
OCYIIECTBJISIOIIAs ONTOBYIO TOPTOBIIIO JIEKAPCTBEHHBIMU CPEICTBAMU, UX XpAHECHHE,
MIEPEBO3KY B COOTBETCTBUHU C TpeOOBaHUSIMH HacTosero denepaqbHOr0 3aK0Ha;

35) anTevHasi OpraHu3alus - OpraHu3alus, CTpyKTypHOE MOApa3AeICHHEe METUIIMHCKON
OpraHU3aIyH, OCYIIECTBIISIONINE POSHUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU MIpenapaTamH,
B TOM YHCJIC JUCTAHIIMOHHBIM CIIOCOOOM, XpaHCHHE, TIEPEBO3KY, U3TOTOBICHHUE U OTITYCK
JIEKApCTBEHHBIX MPEMapaToB sl MEIUIIMHCKOTO IPUMEHEHHUS B COOTBETCTBUU C
TpeboBaHUsAMHU HacTosmero denepaabHOro 3aK0HA,

(ITlynkt B penakiuu, BBeIeHHOM B feiicTBre DenepanbHbIM 3aKOHOM OT 25 HOs0ps 2013
rona Ne 317-®3; B penakuuu, BBeICHHOM B niericTBre denepanibHbIM 3aKOHOM OT 3
anpens 2020 roga Ne 105-@3. - Cm. npeabIAyIIyI0 peIaKIIHio)

36) BeTepuHapHas anTe4yHas OpraHu3alysl - OpraHu3alysl, CTPYKTYPHOE M0J[pa3/ieleHue
BETEpUHAPHOW OpPraHU3aIiH, OCYIIECTBIISIONINE POSHUYHYIO TOPTOBIIIO
JIEKapCTBEHHBIMHU IIpenapaTaMy, B TOM YHUCJIE JUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHE,
M3TOTOBJICHHE U OTITYCK JICKAPCTBEHHBIX MPEMAapaToB JJIsl BETEPHHAPHOTO IPUMEHEHUS B
COOTBETCTBUHM € TpeOoBaHUAMHU HacTosero degepaibHOro 3aKoHa;

(ITlynkr B penakuuu, BBeJleHHOU B neiictBue denepanbHbIM 3aK0HOM OT 3 anpens 2020
roga Ne 105-@3. - CM. npeapIayIyo peaaKiuio)

37) dbanscuduirpoBaHHOE JEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEJICTBO,
COTPOBOXKAAEMOE JIOXKHON MH(pOpMAIUEil 0 ero coctane U (M) IPOU3BOIUTEINE;

38) HemoOpokauecTBEHHOE JIEKAPCTBEHHOE CPEJICTBO - JIGKAPCTBEHHOE CPEICTBO, HE
COOTBETCTBYIOIIEE TPEOOBAaHUAM (papMaKOTICHHOM CTaThH MO0 B CIlydae €€ OTCYTCTBUS
TpeOOBaHUSIM HOPMATUBHOW TOKYMEHTAIIMU WJIM HOPMATHUBHOTO IOKYMEHTA;

39) koHTpadaKTHOE JIEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEACTBO, HAXOISIICECs
B 000pOTE C HAPYIICHUEM TPAKIAHCKOTO 3aKOHOIATEILCTBA;

40) JAOKJIMHUYECKOC UCCIICAOBAHUC JICKAPCTBCHHOI'O CPEACTBA - 6I/IOJ'IOI"I/I‘-ICCKI/IC,
MI/IKpO6I/IOJ'IOFI/I‘I€CKI/IC, HMMYHOJIOTHYCCKHUE, TOKCUKOJIOTHYCCKUE, q)apMaKOJ'IOFI/I‘-ICCKI/IC,
q)HSquCKI/IC, XUMHUYCCKUC U APYTUC UCCICAOBAaHUA JICKAPCTBCHHOT'O CPEACTBA IIYTEM
MPUMEHCHUS HAYYHBIX METOJ0B OLICHOK B HLECJIAX MOJYUCHUA JOKA3aTCIILCTB
6630HaCHOCTI/I, KadycCTBa U 3(1)(I)GKTI/IBHOCTI/I JICKApCTBCHHOT'O CPCIICTBA,

41) KIIMHUYCCKOC UCCICIOBAHUC JICKAPCTBCHHOTI'O IMpETiapaTa - U3y4YCHHUC
JUAarHOCTHUYCCKHX, J'Ie‘-Ie6HI)IX, HpO(i)I/IJ'IaKTI/I'—ICCKI/IX, q)apMaKOJ'IOFI/I‘I€CKI/IX CBOICTB
JICKApCTBCHHOTO ITPEIiapara B IIPOLECCCE €ro NpUMEHCHUS Y UCIIOBCKA, )KUBOTHOI'O, B TOM
YHUCJIC TPOUECCOB BCACBIBAHUA, paCIIPEACIICHUA, U3BMCHCHHWA U BBIBCACHUSA, ITyTEM
MNPUMCHCHUS HAYUYHBIX METOJ0B OIICHOK B LCIIAAX MOJYUCHUA JOKA3aTCIILCTB



6e30macHOCTH, KauecTBa 1 3(H(PEKTUBHOCTHU JIEKAPCTBEHHOTO Mpenapara, 1aHHbIX O
HEXEJIATEJIbHBIX PEaKIUsAX OpraHu3Ma 4ejJ0BeKa, )KUBOTHOTO HAa IPUMEHEHUE
JIEKapCTBEHHOTO Ipernapata u 00 3¢ dekre ero B3auMoAeHCTBHS C JPYTUMHU
JIEKapCTBEHHBIMU MperapaTaMy U (MJIu) NULIEBBIMU IPOJYKTaMH, KOPMaMH;

42) MHOTOLIEHTPOBOE KJIMHUYECKOE HCCIIeIOBaHKE JIEKapCTBEHHOIO Mpenapara Jijis
MEIUIIMHCKOTO MPUMEHEHHUS - KIIMHUYECKOE HCCIIe0BaHNE JIEKapCTBEHHOTO Mpenapara
AJIE MCAULUHCKOT'O ITPUMCHCHU S, ITIPOBOJIUMOC pa3pa6OT‘II/IKOM JICKAPCTBCHHOT'O
npernapara B IByX U 00jiee MEJUIIMHCKUX OpraHU3alusiX 110 eIMHOMY ITPOTOKOITY
KJIMHUYECKOTO UCCIIEI0BaHUS JIEKAPCTBEHHOTO MIpenapara;

43) MeXlyHapOJHOE MHOTOLIEHTPOBOE KIIMHUUYECKOE UCCIIeI0BaHHUE JIEKAPCTBEHHOTO
npernapara Jiuisi MEIULIUHCKOTO IPUMEHEHUS - KIIMHUYECKOE UCCIIeI0BaHUE
JIEKapCTBEHHOT'0 Ipenapara sl MEIULIMHCKOIO IPUMEHEHUS, IPOBOIUMOE
pa3pabOTYMKOM JIEKAPCTBEHHOTO IperapaTa B pa3InyHbIX CTpaHaX M0 €ANHOMY
IPOTOKOJY KIIMHUYECKOTO UCCIIe0BAaHUS JISKApCTBEHHOI'O IIpenapara;

44) mocTperucTpalMOHHOE KIIMHUYECKOE UCCIICI0BaHUE JICKAPCTBEHHOTO Mperapara s
MEIUIIMHCKOTO MMPUMEHCHHSI - KIIMHUYECKOE MCCIICA0BAHNE JICKAPCTBEHHOTO Mpernapara
JUTS. METMITUHCKOTO TIPUMEHEHU S, IPOBOIUMOE TIPOU3BOIUTEIIEM JICKAPCTBEHHOTO
npernapara, rpakJIaHCKHI 000pOT KOTOPOTO OCYIIECTBISETCS OCIE TOCYIapCTBEHHOM
perucTparyu, B 1elsX JOMOJHUTEIBHOTO cOOpa JaHHBIX O ero 0€301acHOCTH U

3¢ (HEeKTHBHOCTH, pACIIHPEHUS TTOKa3aHUH K MPUMEHEHHIO JTJAHHOTO JICKAPCTBEHHOTO
npernapara, a TAak)Ke BbISBIICHHSI HEXKeJIaTeIbHBIX PEaKIUi MMAllMEHTOB Ha €ro JICHCTBHE;

45) uccnenoBanrne OMOAIKBUBAIEHTHOCTH JIEKAPCTBEHHOTO Mpenapara - BUj1
KJIMHUYECKOTO MCCIIEIOBAaHUS JIEKAPCTBEHHOIO Npenapara, NpoBEAEeHUE KOTOPOTo
OCYILECTBIISICTCS IJI ONPEIETEHNUS] CKOPOCTH BCACBIBAHUS M BBIBEJICHUSI OJJHOTO WJIU
HECKOJIbKUX 0071a1ar0mux (papMakoIorH4eckoi akTHBHOCTBIO IEHCTBYIOIIMX BEIIECTB,
KOJINYECTBA JIEKAPCTBEHHOT'O Mpenapara, JOCTUTAI0IEro CACTEMHOTO KPOBOTOKA, U
PE3yNbTaThl KOTOPOTO MO3BOJISIOT CAENATh BBIBOJ O OMOIKBHUBAIIEHTHOCTH
BOCIPOU3BEICHHOTO JIEKAPCTBEHHOIO Mpenapara B ONPEAEICHHbIX JIEKAPCTBEHHOMN
(dbopMe U 103UPOBKE, COOTBETCTBYIONINX (hOpME U JO3UPOBKE pedepeHTHOTO
JIEKapCTBEHHOTO Tpernapara;

(ITlynkt B penakuuu, BBeieHHOM B feiictBue ¢ 1 uronsa 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-@3. - Cm. nnpeabIAYLIYIO pEAAKIUIO)

46) uccrenoBaHUE TEPANIEBTHIECKOW HYKBUBAJICHTHOCTH JIEKAPCTBEHHBIX MPEMapaToB -
BUJ] KIIMHUYECKOTO UCCIIE0BAHMS JICKAPCTBEHHBIX IPENapaToB, IPOBEIEHUE KOTOPOTO
OCYIIECTBIISICTCS JUISl BBISIBIICHUS OJIMHAKOBBIX CBOMCTB JIGKAPCTBEHHBIX MPETapaToB
OIpeJIeIeHHON JIEKapCTBEHHOM (DOPMBI, a TaKXKe HAIWYHs OJIMHAKOBBIX [TOKa3aTeseH
6e30macHOCTH U 3P (HEKTUBHOCTH JIEKAPCTBEHHBIX NPENApaToOB, OAMHAKOBBIX
KIMHUYECKUX APPEKTOB IPU UX TPUMEHEHUH;

47) IpOTOKOJ KIMHUYECKOTO HCCIIEI0OBAHUS JICKAPCTBEHHOTO Mpemnapara - TOKyMeHT, B
KOTOPOM OIPEAEIISIOTCS e, (POPMBI OpTaHU3AIIUN U METOJI0JIOTHS TTPOBEICHHUS



KJIIMHUYECKOI'O UCCIIEI0BaHUs, CTATUCTUYECKHE METObI 00paOOTKHU pe3ysIbTaTOB TAKOIO
MCCIICIOBAHMSI X MEPBI 10 00eCTIeUeHHIO 0€30MacHOCTH (PU3MUECKUX JIMLI, YIaCTBYIOIIUX
B KJIMHUYECKOM HCCJIEI0OBAHUH JIEKAPCTBEHHOTO IIpenapara;

48) 6p0m10pa HCCICA0BATEIIA - CBOAHOC M3JIOKCHHUEC PE3YJIIbTATOB NOKIMHHUYECKOT'O
HCCIICA0BaHUA JICKAPCTBCHHOI'O CPCACTBA U KIIMHUYCCKOI'O UCCIICAOBAHUA
JICKApCTBECHHOTO IIpfriapara JJIs1 MCAUIUHCKOI'O IIPUMEHCHU A ;

49) unpopMaIMOHHBIN JTUCTOK NAIMEHTA - TOKYMEHT, B KOTOPOM COAEP>KaTCs B
JOCTYIIHOW (hopMe CBEACHHUS, KaCAtOIUECs] TPOBOJAUMOTO KIMHUYECKOTIO UCCIIEeI0OBAHUS
JIEKapCTBEHHOTO IIpenapara, ¥ B MUCbMEHHOH (popme 0OPOBOIBHOE COTIacHe NalueHTa
Ha y4acTHe B KIMHMYECKOM HCCIIEIOBaHUHM JIEKAPCTBEHHOTO IIpernapara mnocie
03HAKOMJIEHHUSI C OCOOEHHOCTSIMH KJIIMHUYECKOTO UCCIIEI0BAaHUS, UMEIOIIMMU 3HaUCHHE
U1 BBIpa)KE€HUs TAKOTO COTJIacus;

50) mobouHOE [IeiCTBHIE - peaKilns OpraHu3Ma, BO3HUKIIAS B CBSI3H C IPUMEHCHUEM
JICKQpCTBEHHOT'O Mperapara B 103aX, PEKOMEH/IyEMbIX B HHCTPYKIIUH 110 €T0
MPUMEHEHHIO, ISl TPOPHUIAKTUKY, THATHOCTUKH, JICUYCHHUS 3a00ICBAHUS UITH JIJISI
peabunuTanyu;

50.1) HexxenaTenpHas peakiys - HepeIHaMepeHHas HeOlaronpusaTHas peakius
opraHu3ma, KoTopasi MO>KeT ObITh CBsI3aHa C MPUMEHEHHEM JIEKApCTBEHHOTO Mperapara;
(ITlynkt nomonnutensHO BkitoueH ¢ 1 utonst 2015 rona denepaibHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

51) cepbe3Has HexeslaTelIbHas peaKIys - HeKeNaTeNIbHas peaklusl OpraHu3ma,
CBSI3aHHAs ¢ IPUMEHEHNEM JIEKAPCTBEHHOTO Mpernapara, IpuBeIas K CMEpTH,
BPO’KJICHHBIM aHOMAJIUSAM WJIM IOPOKAM Pa3BUTHSI TMOO MpeCcTaBIIsionias co0oil yrpo3y
KHU3HH, TpeOyolIasi FOCIUTAIN3alluy WIK MPUBE/LIas K CTOUKON yTpaTe
TPYJAOCTIOCOOHOCTH U (MJIM) UHBAJIUIHOCTH;

52) HenpenBUACHHAs HEXeJlaTeIbHasl PEaKIIHs - HeXKeaTeIbHas peakiys OpraHu3Ma,
KOTOpasi CBsi3aHa C MPUMEHEHHEM JIEKapCTBEHHOTO Mpernapara B 103aX, PEKOMEH1yEeMbIX
B IMPOTOKOJIE €r0 KIMHUYECKOTO UCCIIECOBAHUS, OPOIITIOpE UCCIIEI0BATENS, UITH C
MIPUMEHEHUEM JIEKAPCTBEHHOTO Mpernapara B 103aX, PEKOMEHYEMbIX B UHCTPYKILIUHU 10
€ro MPUMEHEHHUIO JIJIs1 PO IIIAKTUKH, TUATHOCTUKH, JIEUCHUS 3a00JICBaHUS UITH
MEIUIIMHCKONW peaOuInTaluy NalueHTa, U CyIIHOCTh, TSDKECTh WIIM UCXOJ KOTOPOi He
COOTBETCTBYET MH(OPMAIIUH O JICKAPCTBEHHOM TIperiapaTe, CoJAep KaIencst B IPOTOKOJIE
€ro KJIMHHYECKOTO MCCIIEJOBaHMsI, OPOIIIOPE UCCIIE0BATENS WIH B UHCTPYKIIUU TTO
MIPUMEHEHHUIO JICKAPCTBEHHOTO TIperapara;

(ITynkT B penakuuu, BBeJleHHOH B feiicTBue ¢ 1 uronst 2015 rona deaepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - CM. IpeAbIIyIIyIO PEIAKIIHIO)

52.1) papmakonaazop - BUA ASITEIBHOCTH IO MOHUTOPHUHTY 3((HEKTUBHOCTH U
0€30MMacHOCTH JIEKaPCTBEHHBIX MTPENapaToB, HAIIPABIICHHBIN HA BHISIBICHUE, OLIEHKY U
IIPEIOTBPALLEHUE HEKENATEIbHBIX OCIIEICTBUN IPUMEHEHUS JIEKapCTBEHHBIX



Mpenaparos;
(ITynkT nononnuTenbHO BKitodeH ¢ 1 utoinsa 2015 roga denepanbHbiM 3aKOHOM OT 22
nexadps 2014 roma Ne 429-D3)

52.2) niaH ynpaBleHUs PUCKAMH - TOAPOOHOE OMMCAHUE MEPOTIPUITHH 110

(hapmMakoHa 30y, HAMPABICHHBIX HA BHISIBICHHE, OIICHKY U MPEJOTBPAIICHUE UITH
MUHUMU3ALNIO0 PUCKOB, CBSI3aHHBIX C JIEKAPCTBEHHBIMU IperiapaTaMu, BKIIF0UYasi OLIEHKY
3¢ HEKTUBHOCTH JAaHHBIX MEPOTIPUATHIA;

(ITynkT nononaHUTENbHO BKIOYEH ¢ 1 utoisa 2015 roga denepaibHBIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

53) peuient Ha JEKapCTBEHHBIN MTpenapar - MEIUIIMHCKUI JOKYMEHT YCTaHOBJICHHOM
(dhopMBI, costepKanuii Ha3HAYCHUE JICKAPCTBEHHOTO Mpenapara ik MEAUIIHHCKOTO
MIPUMEHEHHUS], BBIIAHHBIN METUIIUHCKUM paOOTHUKOM B IENISIX OTITYCKa JIEKAPCTBEHHOTO
rpenapara Wiv €ro U3roTOBJICHHS U OTITyCKa Ha OyMa)KHOM HOCHUTEJIE UJTU C COTJIacHs
MaUeHTa UK ero 3aKOHHOTO MPEICTaBUTENS B (hOpME IIEKTPOHHOTO JOKYMEHTa,
MOAMMCAHHOTO C UCTOJIb30BAaHUEM YCUIICHHON KBATU(DUITMPOBAHHON 3JIEKTPOHHON
MOJAINKCH MEIUIIMHCKOTO PA0OTHHKA, THOO TOKYMEHT YCTAaHOBIECHHOU (DOPMBI,
coJiepKallfii Ha3HaYeHHUE JICKAPCTBEHHOTO IIpenapara Jijisi BETEPUHAPHOTO MPUMEHEHHS,
BBIIAHHBIH CIIEUAINCTOM B 00JIACTH BETEPUHAPHH B LIETISAX OTIYCKa JIEKAPCTBEHHOTO
rpenapara Wiv €ro U3roTOBJICHUS U OTITyCKa Ha OyMa>KHOM HOCHUTEJIE;

(ITlynkt B penakiuu, BBeieHHOM B neiicTBue ¢ 1 ssuBaps 2018 roga denepanbHbiM
3aKoHOM OT 29 utoiisg 2017 roga Ne 242-D3; B penakiuu, BBEICHHON B JieiicTBUE ¢ 13
asrycra 2019 roga ®enepanbHbiM 3akoHOM OT 2 aBrycta 2019 roga Ne 297-@3. - Cwm.
MPEABITYIIYIO0 PEIAKIIHIO)

54) TpeboBaHNE METUIIMHCKOW OpTaHU3allii, BETEPUHAPHONU OpTraHu3aIiH - IOKYMEHT
YCTaHOBJIEHHON ()OPMBI, KOTOPBIH BHITUCAH METUITUHCKUM PAOOTHUKOM WITH
CIEIMAJTUCTOM B 00JIaCTH BETEPUHAPHUH, UMEIOIITUMHU Ha 3TO MPaBO, U COJACPKUT B
MUCEMEHHOM (hopMe yKazaHHe alnTeuHON OpraHu3alliy WK BETePHHAPHON aNTeYHON
OopraHu3amuu 00 OTITyCKe JIEKApCTBEHHOTO MperapaTa Wi O €ro U3TOTOBJICHUH U 00
OTITyCKe AJisi o0ecredeHus JeueOHoro mpolecca B MeIMIIMHCKON OpraHu3aluu,
BETEPUHAPHOMN OpraHU3allNy;

(ITynkt B penakiuu, BBeleHHOM B feiicTBue ¢ 13 aBrycra 2019 roga @enepanbHbIM
3akoHOM OT 2 aBrycta 2019 roma Ne 297-®3. - CM. ipeapIAyIIyI0 PEIAKIIUIO)

55) KOMITJIEeKCHAas OlLIEHKA JIEKAPCTBEHHOTO TIperapara - OlleHKa 3aperuCTPUPOBAHHOTO
JIEKapCTBEHHOT'O MperapaTa, BKJIoyaroas B ceds aHaian3 uHGopMaIuu o
CpPaBHHUTEIHHON KIMHUYECKON 2(P(HEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO
npenapara, OleHKY SKOHOMHUYECKUX TIOCIECTBUN ero MPUMEHEHHUs, U3yUeHNe
JOTIOJTHUTEIBHBIX MOCJIEICTBUI MPUMEHEHUS JIEKAPCTBEHHOTO IIpenapara B LeJsax
MIPUHATHS PEIICHUI O BO3MOXKHOCTH BKIIFOUEHHS JIGKQPCTBEHHOTO TIperapara B epeucHb
KU3HEHHO HEOOXOIMMBIX U BaXKHEUITNX JIEKAPCTBEHHBIX MPemapaToB, HOPMATUBHEIE
MPaBOBBIE AKThl M HHBIC JJOKYMEHTBI, OTIPEICTISIONINE MOPSA0K OKa3aHUs METUIIMHCKOMN
MOMOIIIH, WU UCKITIOUEHHUS €T0 U3 YKa3aHHBIX NIEPEUHs, aKTOB U IOKYMEHTOB;



(ITynkT nomoaHUTENbHO BKIOYEH ¢ 1 utoiisa 2015 roga denepaibHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

56) cuctema MOHUTOPHUHIA IBMYKEHUS JICKAPCTBEHHBIX MPENapaToB IJisi MEIUIIUHCKOTO
MpUMeHeHuUs - defepanbHas rocyAapcTBeHHasi HHPOPMAIIMOHHAs CUCTEMa MOHUTOPHHTA
JBKEHUS JIEKAPCTBEHHBIX MPETApaToB AJI MEIUIIMHCKOTO TPUMEHEHUS OT
MIPOU3BOJIUTEIISA O KOHEYHOTO TOTPEOUTEIS C UCIIOJIb30BAHUEM B OTHOIICHUU
JIEKapCTBEHHBIX MPENApaTOB JIJIsl MEIUIIMHCKOTO IPUMEHEHUS CPEJICTB MIACHTU(DUKAIINH.
(ITynkT nomoiaHUTENbHO BKIIOYEH ¢ 1 stHBaps 2018 roga denepanbHbIM 3aKOHOM OT 28
nexadps 2017 roga Ne 425-D3)

[Tonoxenus cratbu 4 HacTosmero denepanbHOro 3akoHa (B peaakiuu deaepanbHOro
3akoHa oT 29 utons 2017 rona Ne 242-®3) B yactu, Kacaromieics GOpMUPOBAHUS U
BBIJIa4M PEIENITOB Ha JICKAPCTBEHHBIE MPEMapaThl, COASPKAINe HAa3HAYCHHE
HapKOTUYECKUX CPEJICTB WM TICUXOTPOITHBIX BEIIECTB, B (DOPME IIEKTPOHHBIX
JNOKyMEHTOB, puMeHsitores ¢ 1 ssuaps 2019 rona - cM. nyHKT 2 cratbu 4 @enepanbHOTO
3akoHa ot 29 urons 2017 roga Ne 242-@3,

I'naBa 2. [TomHOMOUMS (enepaabHBIX OPraHOB HUCIIOTHUTEIBHOM BIACTH, OPTaHOB
UCIIOJIHUTENIbHOW BiacTu cyOobekToB Poccuiickoit @enepaniuu npu oopaiieHuu
JIEKapCTBEHHBIX CPEJICTB

Cratbs 5. [TonHomouus denepanbHBIX OPraHOB UCIIOJIHUTEIBHON BIACTU MIPH
00pallleHUH JIeKapCTBEHHBIX CPEACTB

K nonnomouusiM ¢enepaabHbIX OPraHOB UCIIOIHUTEIBHON BJIACTH MIPH OOpaIlleHUH
JIEKAPCTBEHHBIX CPEJICTB OTHOCATCS:

1) mpoBenenue B Poccuiickoit denepanuu eAMHON rocyJapCTBEHHOM MOTUTHUKH B
oOactu obecriedeHust JeKapCTBEHHBIMU MpernapaTaMu rpaxaal B Poccuiickoit
Odenepauny;

(ITlynkr B penakuuu, BBeieHHOM B feiictBue ¢ 1 uronsg 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKIUIO)

2) yTBepxkAeHHEe 001X (papmMakoneiHbIx craTel, papMakoneiHbIX cTaTei, u3jaHue
rocyaapcTBeHHOU (hapMakoren, Co3aHne U BeIeHHe peecTpa (papMakonelHbIX
CTaHJIapTHBIX 00pa3IIoB;

(ITynkT B penakuuu, BBeJIeHHOH B feictBue ¢ 1 uronst 2015 rona degepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - CM. IpeAbIIyIIyI0 PEIAKIIHIO)

3) ocyIiiecTBiI€HHE TOCYJapCTBEHHOTO KOHTPOJIS (Haa30pa) B chepe oOparieHus
JIEKApCTBEHHBIX CPEJICTB;

(ITyskT B pemakiuu, BBeIeHHOHU B fiericTBre ¢ 25 nroHs 2012 romga denepaibHbIM
3aKoHOM OT 25 utoHs 2012 rona Ne 93-@3. - CM. ipeAbI ALY PEAAKIINIO)



4) MUIIeH3UPOBAHKE MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB U (DapMarieBTHIECKOM
JIEATEIIbHOCTH B COOTBETCTBUHU C 3aKOHOATENLCTBOM Poccuiickoit denepanuu;

5) opraHu3anus SKCIEepPTU3bl JEKAPCTBEHHBIX CPEICTB, ITUUECKON IKCIIEPTU3bI
BO3MOKHOCTH TIPOBEICHUSI KITMHUYECKOTO MCCIIEI0BAHUS JIEKAPCTBEHHOTO MperapaTa
JUTSL MEIMITMHCKOTO MTPUMEHEHUS, SKCIIEPTU3bI JOKYMEHTOB, MPEICTABICHHBIX IS
ompeeeHUsT BO3MOKHOCTH pacCMaTpPUBATh JIEKAPCTBECHHBIN MpernapaT s
MEIUIIMHCKOTO MMPUMEHECHHSI PH TOCYIaPCTBEHHON PETHCTPAINK B KaueCTBE Op(haHHOTO
JIEKapCTBEHHOTO Mperapara;

(ITlynkr B penakuuu, BBeieHHOU B neiictBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - CM. npeAbIIyIIyIO PEIAKIIHIO)

5.1) opranu3zanus mpoBeeHUsI KOMIUIEKCHOM OIEHKH JIEKApCTBEHHOTO MperapaTa B
LEJSAX MPUHSTHS PEIISHUH 0 BO3MOXXHOCTH BKJTFOUCHUS JICKAPCTBEHHOTO TIpernapara B
MepEYCHb )KM3HEHHO HEOOXOIMMBIX M BAXKHEHIIIMX JICKAPCTBEHHBIX MPENnapaTos,
HOpPMAaTHUBHBIE NIPABOBBIC AKThl U WUHBIE JOKYMEHTHI, OMPECIIAIONINEe TOPSA0K OKa3aHUs
MEIUIIMHCKOW MTOMOIIY WJIM UCKJIFOYCHHS €T0 U3 YKa3aHHBIX MEPEUHsl, aKTOB U
JIOKYMEHTOB;

(ITynkT nononHuTenbHO BKitodeH ¢ 1 utons 2015 roga denepaibHbIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-D3)

6) BbI1a4ya pa3pelieHuil Ha MPOBEACHNE KIMHUYECKUX UCCIIEIOBAaHUM JIEKAPCTBEHHBIX
MpenaparoB, BEICHUE PEeCTpa BhIIAHHBIX Pa3pelICHUN Ha TPOBEICHUE KITMHUYECKUX
MCCIIETIOBaHM JIEKapCTBEHHBIX MPENapaToB;

7) rocynapcTBEHHAsI pEruCTpaIvs JIEKapCTBEHHBIX MPETapaToB, BEACHUE
roCyJapCTBEHHOT'O peecTpa JIEKaPCTBEHHBIX CPEACTB;

8) opranu3anus u (WIKM) NPOBECHUE HHCIIEKTUPOBAHUS CyOBEKTOB OOpaIleHHS
JIEKaApCTBEHHBIX CPEJICTB HA COOTBETCTBUE MTpaBUiIaM HaJJIexKalei JadbopaTtopHoit
MIPAKTUKH, MPaBUIIaM HaJUJIeKaIel KIMHUYECKON MPaKTUKU, TIpaBUIaM Hajiexaren
MPAKTUKU XPAHEHUSI U TTEPEBO3KH JICKAPCTBEHHBIX MPENapaToB, MpaBUjiaM HaJjIeKalen
JTUCTPUOBIOTOPCKOM MPAKTUKH, TTPaBUIIaM HaAJeXKaIlel anTeuyHO MPaKTHUKY;

(ITynkT B penakiuu, BBeIeHHOH B neiicTBue ¢ 1 ssaBaps 2016 rona OeaepanbHbIM
3akoHOM 0T 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKIUIO)

8.1) opranusanus u (UiaM) NpoBeJIeHHE HHCIIEKTUPOBAHUS CYyOBEKTOB OOpallieHHs
JIEKApCTBEHHBIX CPEACTB HA COOTBETCTBHE TPEOOBAHUIM ITPABHII HAJICKAIICH
MIPOU3BO/ICTBEHHOM NMPAKTUKH, BblJIaua 3aKJIIOUEHUI O COOTBETCTBHM MPOU3BOIUTENS
JIEKApCTBEHHBIX CPEACTB TPEOOBAHUSIM MPABIII HAISKAIIEH MPON3BOACTBEHHON
MPAKTUKH;

(ITynkT gomonHUTENbHO BKIIOYEH ¢ 1 utoisa 2015 roga denepaibHBIM 3aKOHOM OT 22
nexabpst 2014 rona Ne 429-03)

8.2) ycTaHOBIIEHHUE NOPAIKA BEICHUS U BEJEHUE TOCYAAPCTBEHHOIO peecTpa
3aKJIIOYEHUN O COOTBETCTBUU IPOU3BOANUTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUIM



MpaBUJI HAJJIeKAIIEH TPOU3BOACTBEHHOMN MPAKTHKU;
(ITynkT nononHuTesnbHO BKitodeH ¢ 1 utonist 2015 roga denepalibHbIM 3aKOHOM OT 22
nexadps 2014 roma Ne 429-D3)

9) rocynapcTBeHHas pETUCTPALIUS MPEASTBHBIX OTITYCKHBIX II€H MTPOU3BOAUTEIICH Ha
JIEKapCTBCHHBIE TPEIapaThl, BKIIOYCHHBIE B IIEPEYCHD KU3HEHHO HEOOXOIUMBIX U
BOKHEUIIINX JICKAPCTBEHHBIX MTPENapaToB, U BEJICHUE TOCYapCTBEHHOTO peecTpa
MpeACNIbHBIX OTIYCKHBIX IIEH MPOU3BOIUTENICH Ha JIEKApCTBEHHBIE MTpenapaThl,
BKJIIOYEHHBIC B MIEPEUEHB KU3HECHHO HEOOXOIMMBIX U BaKHEUIITUX JICKAPCTBEHHBIX
Mpenaparos;

(ITynkT B pemakiuu, BBeieHHOHU B felicTBre ¢ 7 uroHsa 2019 roga denepanbHbIM 3aKOHOM
ot 6 utonst 2019 roga Ne 134-@3. - Cm. npeapIIynIyo peakiifo)

9.1) cornacoBaHue MPOEKTOB PEUICHUI OPraHOB HCIIOJHUTEIHHON BIACTH CyOBEKTOB
Poccuiickoit @eaepanuu 00 yCTaHOBIEHUU U (WIM) U3MEHEHUU IPECIIbHBIX Pa3MEPOB
ONTOBBIX HaJ0ABOK M MPEEIbHBIX PA3MEPOB POSHUYHBIX HaI0aBOK K (DaKTHUYECKUM
OTITYCKHBIM II€HaM, YCTaHOBJICHHBIM IMPOU3BOIUTEISIMU JICKAPCTBEHHBIX MpeEnapaToB, HA
JIEKApCTBEHHBIC ITPEnapaThl, BKIFOYCHHBIC B IEPEUCHB )KM3HEHHO HEOOXOIUMBIX 1
BOKHEUIIIMX JICKAPCTBEHHBIX MIPENapaToB;

(ITlynkt nomonHutenbHO BKItoueH DenepanbHbiM 3aKk0HOM 0T 13 utons 2015 roma Ne
241-03)

10) BbI1aua, yCTAaHOBIICHHE MOPSIKA BHIJAYH PA3pELICHUs Ha BBO3 KOHKPETHOM MapTUu
JIeKapCTBEeHHOTO cpenicTBa B Poccuiickyro deneparuio;

(ITynkT B pemakiuu, BBeIeHHOM B feicTBue ¢ 13 aBrycra 2019 roga @eaepanbHbIM
3akoHOM OT 2 aBrycta 2019 roma Ne 297-®3. - CM. npeapIAyLyI0 PeAAKIHUIO)

10.1) BbIaya, ycTaHOBJIEHHE MOPSIIKA BbLAAYU U POPMBI JJOKYMEHTA, KOTOPbII
MOATBEPKIAET, YTO MPOU3BOACTBO JIEKAPCTBEHHOTO MpernapaTa i MEIULIUHCKOTO
MIPUMEHEHHUSI OCYIIECTBJICHO B COOTBETCTBUU C TPEOOBAHUSIMU TIPABUIT HAIIEKAIIEH
MIPOU3BOJCTBEHHOM MPAKTUKH WJIM YTO JIEKaPCTBEHHBIN Npenapar sl BETEPUHAPHOTO
MIPUMEHEHHUsI IONYIIEeH K oOopamienuto B Poccuiickoit denepariiu, v Mo IeKUT
MIPEJICTABJICHHIO TI0 TPEOOBAHHIO YIIOJIHOMOYEHHOT'O OpraHa CTPaHbl, B KOTOPYIO
BBO3UTCS JIEKAPCTBEHHBIN TIpemnapar;

(ITynkt nomonuutensHO BKiItoueH ¢ 1 utonst 2015 rona denepaibHbIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-®D3; B penakuuu, BBeACHHOM B neiictBue ¢ 13 aBrycra 2019
rona PeaepanbHbIM 3aK0HOM OT 2 aBrycta 2019 rona Ne 297-®3. - CM. npeapayyto
PEeIaKIINIO)

10.2) Beimava, ycTaHOBJICHUE TIOPSIKA BBIIAYU U ()OPMBI JOKYMEHTA, COAEPIKAIIETO
CBEICHHUS O CTaUAX TEXHOJIOTMYECKOTO MpoLiecca MPOU3BOACTBA JEKAPCTBEHHOIO
CpeaCTBa ISl MEIULIMHCKOTO IPUMEHEHUS, OCYIIECTBIISIEMBIX Ha TEPPUTOPUHN
EBpa3uiickoro 5KOHOMUYECKOTO COH03a;

(ITynkt nononHutenbHO BKItoueH ¢ 1 utonst 2015 rona denepaibHbIM 3aKOHOM OT 22
nexaOpst 2014 roga Ne 429-03; B pefakiuy, BBeAeHHO! B AelicTBre DenepaabHbIM
3akoHOM OT 13 uronst 2015 roga Ne 241-D3. - CM. npeapIIyIIyI0 peaaKIlfio)



11) co3manue COBETOB 10 BONPOCAM, CBS3aHHBIM C OOpAIIEHUEM JICKApCTBEHHBIX
CPEICTB;

12) arrecrarus u cepTHUKALUS CICITHATUCTOB;

13) Ilynkt yrpatui cuny ¢ 1 centsops 2013 rona - @enepanbhplii 3aK0H oT 2 wrois 2013
rojia Ne 185-®3 - cM. npeapIayIyo pelakiluio;

14) ocymecTBienne hapmakoHaa30pa;
(ITyHKT B pemakiuu, BBeIeHHOH B aeiicTBue ¢ 1 uromnst 2015 rona deaepanbHBIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAyIIYIO PEAAKITUIO)

15) yyactue B MeX1yHapOAHOM COTPYIHUYECTBE;

16) nony4enue mo 3anpocam yHoJTHOMOYEHHOTO (eJiepaibHOro OpraHa UCIIOJIHUTEIbHON
BJIACTH OT OPTaHOB MCIIOJTHUTEILHOU BIIACTH cyOBeKkTOB Poccuiickoii Deneparium, a
Takxe 0T CyOBEeKTOB OOpaIleHHs JIEKAPCTBEHHBIX CPEACTB JIJISl MEIUIIUHCKOTO
MPUMEHECHHS MH()OPMAIIUY IO BOITPOCaM YCTaHOBJICHHS M TPUMEHCHUS 1IeH Ha
JIEKapCTBEHHbIE MPEnapaThl U HaJ0ABOK K HUM;

17) npumeHeHre Mep OTBETCTBEHHOCTH 3a HapyIIEHHE 3aKoHOoAaTeIbcTBa Poccuiickoit
®denepauuu;

18) yTBeprkIeHue npaBuil HaUIeKalle 1abopaTopHON IPAKTUKH, TPaBUII HaJyIexKallen
KJIMHUYECKOW MPaKTHKH, TIPABUIT HAJIJISKAIIEH MPON3BOJICTBEHHON MTPAKTUKH, TPABHII
HaJIeKalllel MPaKTUKU XPAHEHHUS U NIEPEBO3KH JIEKaPCTBEHHBIX MIPENapaToB, MPaBUIl
HaJIeKaIend JTUCTPUOBIOTOPCKOM MPAKTHKHU, TTPABUIT HAJIJIEKAIIICH allTeYHON TPAKTUKH,
MpaBWJI HAJJIeXKAIIeH TPAKTHKU (hapMaKOHAI30pa JIEKapCTBEHHBIX MPernapaToB s
MEJUIIMHCKOTO MPUMEHEHUS;

(ITynkt nomonautensHO BkiItoueH ¢ 1 uronst 2015 rona denepaibHbIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-D3)

19) ycraHoBieHue nopsiaka GopMUPOBaHUS PETUCTPALIMOHHOIO JJOChE Ha
JIeKapCTBEHHBIH Mpenapar U TpeOOBaHUN K JOKYMEHTaM B €I0 COCTAaBe;

(ITynkt nononHurenbHO BKItoueH ¢ 1 utonst 2015 rona denepaibHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

20) yTBep:kJIeHHE MTPABUI pallMOHATILHOTO BEIOOpa HAMMEHOBAHHH JIeKapCTBEHHBIX
MpernapaToB JIsl MEAUIIUHCKOTO MPUMEHEHUS;

(ITynkt nononuurensHO BKiItoueH ¢ 1 utons 2015 rona @enepalibHbIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-D3)

21) yTBepkieHHE NEepPEeYHs] HAUMEHOBAHHI JIEKapCTBEHHBIX (HOPM;
(ITynkt nononHutenbHO BKItoueH ¢ 1 utonst 2015 rona denepaibHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)



22) MyHKT, JOMOJHUTENBHO BKIt0UeH ¢ 1 uronst 2015 roga denepaibHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3; yrparun cuy ¢ 1 mapta 2020 rona - @enepanbHbiid
3aKoH ot 27 nekabps 2019 roga Ne 475-D3 - cM. IpeapIAYyIIyIO PEAAKIINIO;

23) yTBepKIIeHHE TpeOOBaHUH K MHCTPYKIIUHU IO METUIIMHCKOMY MIPUMEHEHHIO
JIEKApCTBEHHBIX MPEMapaToOB U K UHCTPYKIIUHU 110 BETEPUHAPHOMY IPUMEHEHHUIO
JIEKApCTBEHHBIX TPEIapaToB;

(ITynkT nononHuTesbHO BKitodeH ¢ 1 utonst 2015 roga denepaibHbIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-D3)

24) npuHATHE PELICHUH, SBISIOIUXCSI OCHOBAHUSIMHU ISl BKIFOUEHUS TOMEHHBIX UMEH U
(unm) ykaszaTenei cTpaHul] calToB B MH(POPMALMOHHO-TEIEKOMMYHHUKAI[MOHHON CeTH
"UutepHer", a TakKe CETEBBIX aIPECOB B €IMHYIO aBTOMATU3UPOBAHHYIO
uHpopMalMoHHYI0 cucteMy "EnnHbIN peecTp JOMEHHBIX UMEH, YKa3aTeiael CTpaHHIl
caiiToB B MH(OPMAIIHOHHO-TEJICKOMMYHHUKAIIMOHHOM ceTH "MHTepHeT" 1 ceTeBBIX
a/IpecoB, NMO3BOJIAIOLIMX MIEHTH(PULIUPOBATH CAalThl B UH()OPMAIIMOHHO-
TEJIEeKOMMYHUKalIMOHHOU ceT "MHTepHetr", copeprxkalue HHPopMaIuio,
pacripocTpaHeHre KoTopoil B Poccuiickoit denepannu 3amnpeieHo”, B OTHOILEHUH
nHpOpMAaINH, COIepIKaIIeH PEATIOKEHHE O POSHUYHON TOPTOBJIE JIEKAPCTBEHHBIMH
npernaparamu, B TOM YUClIe AUCTAaHIIMOHHBIM CIIOCOOOM, PO3HUYHASL TOPTOBIISL KOTOPBIMU
OrpaHMYE€Ha WJIM 3aIlpellieHa B COOTBETCTBUU ¢ HacTosAuM DenepanbHbIM 3aKOHOM, U
(unm) nHpOpMaLIKK, coeprKallel NMPeATIOKEHUE O POSHUYHON TOProBIe
JIEKapCTBEHHBIMU MperiapaTaMu, B TOM YHCJIE IUCTAaHIIMOHHBIM CIIOCOO0OM, JTUI[aMH, HE
MMEIOIIMMHU JIMIEH3UH U pa3pelleHHs Ha OCYLIECTBICHUE TaKO! AEATeNIbHOCTH, €CIIH
[IOJIy4YEHHUE JIMLIEH3UH U Pa3pELICHUs] IPEAYCMOTPEHO 3aKOHOJATENLCTBOM 00
00pallleHNH JIEKapCTBEHHBIX CPEJICTB;

(ITynkt nononuurensHO BKItoueH ¢ 1 utonst 2015 rona denepaibHbIM 3aKOHOM OT 22
nexaOpst 2014 roga Ne 429-03; B pegakiuy, BBeAeHHO! B AelicTBre DenepaabHbIM
3akoHOM OT 3 ampens 2020 roxa Ne 105-®3. - Cm. peabIAyIIyI0 PEIaKIUIO)

25) BplJaua pa3pelieHuil Ha BBOJI B TPaXX1aHCKU 000pOT UMMYHOOHOIOTMYECKUX
JIEKapCTBEHHBIX NTPENApPaTOB.

(ITynkt nononHuTeNbHO BKItOUEH € 29 HOs0ps 2019 roga denepanbHbIM 3aKOHOM OT 28
Hos10pst 2018 roa Ne 449-D3)

Crarbs 5.1. Ilepenaya ocymiecTBiIeHUS TOJTHOMOYHM (eiepaTbHbIX OPTaHOB
UCTIOJHUTEJILHON BJIACTU MPHU 0OpaIeHUH JIeKapCTBEHHBIX CPEACTB OpraHaM
UCIIOJTHUTENIbHOM BilacTH cyObekToB Poccuiickoit denepanuun

[TomHOMOUMS (heepaIbHBIX OPTraHOB UCTIOJHUTEIBLHOM BIACTH MPU 0OpalieHUN
JIEKaPCTBEHHBIX CPEJICTB, PELYCMOTPEHHBIE HACTOSIIUM PDeepanbHbIM 3aKOHOM, MOTYT
nepeaaBaThCs sl OCYIISCTBICHHUS OpraHaM UCIIOJIHUTEIIBHON BIIACTH CyOBEKTOB
Poccuiickoit ®enepanuu nocranosieHusiMu Ilpasurensctea Poccuiickoit denepanuu B
nopske, ycraHoBieHHOM DenepaibHbIM 3aKOHOM OT 6 oKTsA0ps 1999 rona Ne 184-D3
"O6 o0mMX MPUHIIMIIAX OpTraHU3aIluU 3aKOHOIATEIbHBIX (MTPEICTABUTENBHBIX) U
HCIIOJIHUTEJIbHBIX OPraHOB rOCy/IapCTBEHHON BiIacTu cyObekToB Poccuiickoit



Oenepanun".
(Cratpst nonosiHUTENHHO BKItOUeHa ¢ 24 utoiig 2015 roga denepanbHbIM 3aKOHOM OT 13
uroist 2015 romga Ne 233-D3)

Cratbs 6. [TomrHOMOYMS OPraHOB MCTIOJHUTEIBLHON BIacTH cyObekTa Poccuiickoit
denepanuu Mpu 0OpALICHUH JICKAPCTBEHHBIX CPEJICTB

K momHOMOUYHMSM OpraHOB UCIIOTHUTEIBHON BiIacTH cyObekTa Poccuiickoit deneparuu
pu 0OpaIeHUH JICKAPCTBEHHBIX CPEJCTB OTHOCSATCS:

1) pazpaboTka u peanusanus peruioHAIBHBIX IPOrpaMM 00ecrieueHs HaCeIeHUs
JIEKapCTBEHHBIMH TIpeTIapaTaMu;

2) yCTaHOBJICHHE MPeIeTIbHBIX pa3MEPOB ONTOBBIX HA0ABOK U MPEAETIbHBIX Pa3MEPOB
PO3HUYHBIX HAJ0aBOK K (DAKTUYECKHM OTITYCKHBIM IICHAM, YCTaHOBJICHHBIM
MIPOU3BOIUTENISIMHU JICKAPCTBEHHBIX MIPENapaToB, Ha JIEKAPCTBEHHbBIE IIpenapaThl,
BKJIIOYEHHBIC B MIEPEUEHB KU3ZHEHHO HEOOXOMMBIX U BaKHEUIITUX JIEKAPCTBEHHBIX
MpernapaTos;

3) oCyI1IecTBIEHUE PETMOHATLHOTO TOCYAapCTBEHHOTO KOHTPOJIS 32 IPUMEHEHUEM 1IEH
Ha JICKApCTBEHHBIE MTperapaThl, BKIOUYCHHbIE B IEPEUCHD )KU3HEHHO HEOOXOAUMBIX U
BOKHEUIIIMX JICKAPCTBEHHBIX MPENapaToB, OPraHU3aIMsIMHA ONTOBOM TOPTOBIU
JIEKapCTBEHHBIMU CPEICTBAMHU, allTEYHBIMU OPTaHU3AIMSIMH, UHINBUAYATbHBIMU
MPEeAMPUHUMATEIISIMHU, HMCIOIIIMMU JIMIICH3HIO Ha (DapMaIieBTHYECKYIO IS TSIIEHOCTD,
MEIUIIMHCKUMU OpPTaHU3alUSIMU, UMEIOITIMH JTUIEH3UI0 Ha (apMalleBTUYECKYIO
NeSITeNIbHOCTD, U UX 000COOIEHHBIMU NOJpa3ieIeHUsIMU (aMOyIaTOpHUsIMH,
denpamepckuMu U (HeapAIepCKo-aKyIIepCKUMU MTyHKTaMH, IEHTPaMHU (OTIEICHUSIMU )
oO1eit BpaueOHOM (CeMeHHOM ) MPaKTHUKU), PACTIONO0KEHHBIMHU B CEJTLCKUX HACEICHHBIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEYHbIE OpraHU3allNH;

(ITynkT B pemakiuu, BBeieHHOU B fiericTBre ¢ 25 uroHs 2012 roga denepaibHbIM
3aK0HOM OT 25 utoHs 2012 rona Ne 93-D3; B penakium, BBEAEHHOM B AeiicTBHE C |
Mmapta 2020 roga denepanbHbiM 3aKk0HOM 0T 27 nexadps 2019 roga Ne 475-03. - Cwm.
MPEIbIAYIIYIO PEIAKIIHIO)

4) npuHsATHE peleHus 00 HCI0JIb30BaHUH Ha TeppUTOpHH cyObekTa Poccuiickoil
®denepanuu HapsAy C pelenTaMH Ha JeKapCTBEHHbIE NpenapaThl, 0POPMICHHBIMU Ha
OyMa)KHOM HOCHUTEIIe, pEIeTITOB Ha JIEKApCTBEHHbBIE Mpenaparhl, cQOPMUPOBAHHBIX B
(hopMe FIIEKTPOHHBIX JTOKYMEHTOB.

(ITynkt nononHuTenbHO BKItOUEH c 1 ssHBaps 2018 rona denepalibHbBIM 3aKOHOM OT 29
utost 2017 roma Ne 242-D3)

ITonoxxenns crateu 6 Hactosuiero denepanbHOro 3aKoHa (B pegakunu PenepaibHOTO
3akoHa oT 29 utons 2017 roxa Ne 242-03) B yactu, Kacatouieiicst popmMupoBaHus U
BBIIaUU PELENTOB HA JIEKaPCTBEHHBIE NIPENApaThl, COAEpIKAIME HA3HAYEHNE
HapKOTUYECKUX CPEACTB UJIM MICUXOTPOIHBIX BEUIECTB, B (POPME IITEKTPOHHBIX



JIOKYMEHTOB, TpuMeHsitorcs ¢ 1 suBapsa 2019 roaa - cm. nyHkT 2 cratbu 4 denepanbHOro
3akoHa oT 29 utons 2017 rona Ne 242-03.

I'maBa 3. ['ocynapcTBeHHas apmakones

Crarps 7. Pa3zpaboTka 1 u3aHue rocy1apcTBEHHOM apMaKkomneu, pa3MelieHue JaHHbIX
0 HEeH

1. ITox rocynapcTBeHHOM (hapMakoreel MOHNMAETCsl CBOJI 001X (hapmMakoneHHBIX
cTaTeil 1 apMaKONeHHbIX CTaTel.

2. Pa3zpabotka oOmux gapMakoneiHbIX cTaTel U hapMaKONEHHBIX CTaTeH, B TOM YHCIIC
(hapMaKoImelHbIX CTaTel Ha (hapMaKOICHHbBIE CTaHJAPTHBIC 00pa3Ilbl, U BKIIFOUYCHUE UX B
roCy/IapCTBEHHYIO (papMaKoMero OCYIIECTBISIOTCS B OPSIKE, YCTAHOBICHHOM
YIOJHOMOYCHHBIM (heIepaTbHBIM OPTaHOM HCIIOTHATEILHOW BIIACTH.

(YacTp B penakuuu, BBeJeHHOU B nericTBre ¢ 1 utomst 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexadps 2014 roga Ne 429-D3. - Cm. npeAbIAYIIYIO PEAAKITUIO)

3. PazpaboTka papmakoneitHoi cTaTb Ha peepeHTHBIN JIEKapCTBEHHBIN Mpenapar u
BKJIFOUCHUE €€ B TOCYAaPCTBEHHYIO (hapMaKoOIICl0 B TCUCHHE CPOKA JICHCTBUS 3aIIUTHI
UCKITIOYUTENILHOTO MpaBa, YIOCTOBEPEHHOT0 MAaTEHTOM Ha pedepeHTHBIH JIeKapCTBEHHbBIN
rpenapar, OCyIeCTBIISIOTCS C COTJIacusi ero pa3padoTuurka.

(YacTp B penakiuu, BBeIeHHOU B feficTBre ¢ 1 uromst 2015 romga denepanbHbIM 3aKOHOM
ot 22 nexadps 2014 roga Ne 429-D3. - Cm. npeAbIAYIIYIO PEAAKITUIO)

4. l'ocynapctBeHHast papMakornes U3aeTcsl yIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM
VCTIOJTHUTEJILHOM BJIACTH 3a CUET CPEACTB (hefiepanbHOro OroKeTa U MOAJISKUT
Mepen3AaHUSIM HE PEXKe YeM OJIMH Pa3 B MATh JIET, B IEPHO]] MEKTY KOTOPbIMH U3AA0TCS
MIPUIIOKEHUS K TOCYJapCTBEHHOM (papmakoree, coneprxkaiue odume papmaxoneitnsie
cTaThi U (WIN) papMaKoIeHHbIE CTaThH, YTBEPKICHHbIE MOCIE U3/IaHUS WIH
nepen3JaHus rocyJapCTBEHHOH (papmakoren.

5. YrioarHOMOYEHHBIN (eiepaabHbIi OpraH UCTIOTHUTEILHON BIACTH pa3MellaeT JaHHbIC
0 TOCYJJapCTBEHHOH (papmakoriee ¥ MpUIOKEHUAX K Hel Ha CBOeM O(pHIIMAIbHOM CaiiTe B
cet "HTepHET" B yCTAaHOBJICHHOM UM MOPSAKE.

I'naBa 4. 'ocy1apcTBEeHHBIN KOHTPOJIb IPU 0OpAIIEHNH JIEKapCTBEHHBIX CPEICTB

Crarbs 8. JInnen3npoBaHre MPOU3BOCTBA JIEKAPCTBEHHBIX CPEACTB U
(apMareBTUYECKOH 1eATEIIbHOCTH

1. JInieH3supoBaHue NPOU3BOACTBA JIEKAPCTBEHHBIX CPENICTB U (apMalleBTUUECKOI
JESATEIBHOCTH OCYIIECTBIIIETCS B COOTBETCTBUH C 3aKOHOJATENbCTBOM Poccuiickoi
denepanuu.



2. O0s13aTeIbHBIM YCIIOBHEM MTPEOCTABIICHUS JIUIICH3UH Ha POU3BOICTBO
JIEKaPCTBEHHBIX CPEJICTB SBIISCTCS MPUIIOKEHHUE K 3asBICHUIO COMCKATEIIS JTUIICH3UH
MepeYHs JICKapCTBEHHBIX (hOpM M (M) BUIOB (hapMaIieBTUUECKUX CyOCTaHITUH,
KOTOpBIE ITPOU3BOIUTEIND JICKAPCTBEHHBIX CPEJICTB HAMEPEH MTPOU3BOIUTH.

3. B cinyyae HE0OXOIMMOCTH pacIIUPEHUs IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB 32
CUET HOBBIX JIEKAPCTBEHHBIX (POPM U BUI0B (hapMalleBTUUECKUX CYyOCTaHLIUN
MIPOU3BOIUTEIB JIEKAPCTBEHHBIX CPEJICTB JODKEH Nepeo(OpMUTh JTUICH3HIO HA
MIPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB.

(Hactb B penakiuu, BBeieHHOM B nelictBue ¢ 13 aBrycra 2019 roga ®enepanbHeIM
3akoHOM OT 2 aBrycta 2019 roma Ne 297-®3. - CM. peapIAyIIyo peaaKiuo)

Cratps 9. ['ocymapcTBeHHBII KOHTPOJIb (HaA30p) B cdepe oOpalieHus JIeKapcTBEHHBIX
CpenCTB

1. TocynapcTBeHHBIH KOHTPOJIb (HAA30p) B chepe 0OparieHust JeKapCTBEHHbBIX CPEICTB
BKJIFOYAET B ceOs:

1) MMLIEH3MOHHBIN KOHTPOJIb B cpepe IPOU3BOICTBA JIEKAPCTBEHHBIX CPEACTB U B chepe
(bapMareBTUUECKON eATeIbHOCTH;

2) denepanbHBII TOCYAaPCTBEHHBIN HAI30p B cepe 0OparieHus JIeKapcTBEHHBIX
CPEACTB;

3) BBIOOPOYHBII KOHTPOJIb KaUeCTBa JICKAPCTBEHHBIX CPEJICTB.
(ITynkt nononuurensHO BKItoueH ¢ 1 uronst 2015 rona denepaibHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

2. JIutieH3noHHBINM KOHTPOJIb B c(pepe MPOU3BOICTBA JICKAPCTBEHHBIX CPEJCTB U B chepe
(hapmalleBTUUECKOI 1eATEeTHbHOCTH OCYIIECTBISIETCS YIOTHOMOYEHHBIMU (eiepalbHbIM
OpraHOM HMCTOJHUTEIHHOMN BIACTH U OPTaHAMH MCIIOJHUTEIHLHOU BIACTH CYOBEKTOB
Poccuiickoit deaepanuu corinacHo UX KOMIIETEHIIMU B TIOPSKE, YCTAHOBIEHHOM
®denepanbHbIM 3aK0HOM OT 26 aexadpst 2008 roga Ne 294-d3 "O 3ammre npas
IOPUANYECKUX JIUI ¥ HHIUBUYaTbHBIX MpEAIpUHUMATENEH IPU OCYIIECTBICHUN
roCyJapCTBEHHOTO KOHTPOJIS (HaA30pa) U MyHUITUTIATFHOTO KOHTPOJIS", ¢ y4eTOM
0COOCHHOCTEH OpraHu3aluy U MPOBEACHUS TPOBEPOK, YCTaHOBIEHHBIX DenepanbHbIM
3akoHOM OT 4 mas 2011 roma Ne 99-@3 "O nuiieH3UpOBaHUU OTACIBHBIX BUIOB
JEeSATEIbHOCTH .

3. ®enepanbHblii TOCYJapCTBEHHBIN HAa30p B chepe oOpalieHus JeKapCTBEHHBIX
CPEICTB OCYILIECTBISETCS YIIOJIHOMOUYEHHBIMU (hefiepaibHBIMU OpraHaMu
WCTIOJTHUTENIbHOM BIACTH (Jjajiee - OpraHbl TOCYJapCTBEHHOT'O HA[30pa) COTIACHO UX
KOMIIETEHIINY B TIOpsJIKe, ycTaHOBIeHHOM [IpaBurensctBoM Poccniickoit denepanum.

4. ®enepanbHbIN TOCYJapCTBEHHBIN HA/30p B cpepe oOpallieHus JIeKapCTBEHHBIX
CpEeACTB BKIIIOYAET B ceOsl:



1) opranuzaiyio u MpoBEACHUE MPOBEPOK COOIIIOICHUS CYOBEKTaMH OOpAIICHUS
JIEKAPCTBEHHBIX CPEJICTB YCTAaHOBJICHHBIX HacTosUM DenepanbHbIM 3aKOHOM U
MPUHATHIMU B COOTBETCTBHH C HUM HHBIMU HOPMATHUBHBIMU IIPABOBBIMU aKTaMHU
Poccuiickoit @eneparnuu TpeOOBaHNN K JOKIMHAYECKUM HCCIIETOBAHUSIM
JIEKapCTBEHHBIX CPEJICTB, KIMHUYECKUM UCCIIeI0BAaHUSM JIEKAPCTBEHHBIX MPENaparTos,
XPaHEHMIO, IIEPEBO3KE, BBO3Y B Poccuiickyro denepanuio, OTIYCKY, pealn3alui
JIEKapCTBEHHBIX CPE/ICTB, IPUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaToB, YHUUTOKEHUIO
JIEKAPCTBEHHBIX CPEJICTB, YCTAHOBJICHUIO MTPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX MTPENapaToB
LIEH Ha JIEKapCTBEHHbIE MPEnapaThl, BKIIOUYEHHBIE B IEPEUEHb )KU3HEHHO HEOOXOIUMBIX
Y BOXKHEUIIINX JIEKAPCTBECHHBIX MPENAPATOB, a TAKKE COOJIIOICHUS YIIOTHOMOYEHHBIMHU
opraHaMH UCITOJTHUTEIIbHON BIacTu cyObekToB Poccuiickoit denepanun METOIUKH
YCTaHOBJICHHUSI MPEACTBHBIX Pa3MEPOB ONTOBBIX HAI0OABOK U MPEACIBHBIX pa3MEpPOB
PO3HUYHBIX HAZ0aBOK K (PAKTUYECKUM OTIYCKHBIM II€HaM, yCTaHOBJICHHBIM
MIPOU3BOIUTEISIMU JICKAPCTBEHHBIX MTPENapaToB, HA JIEKAPCTBEHHBIE IIPenaparhl,
BKJIFOUEHHBIE B [IEPEUEHb )KM3HEHHO HEOOXOUMBIX M BaXKHEHIINX JIEKAPCTBEHHBIX
npernaparoB (gasee - 00s;3aTeNbHbIE TPeOOBaHNSA);

(ITlynkt B penakuuu, BBeieHHOM B feiictBue ¢ 1 mapta 2020 rona denepaibHbIM
3akoHOM OT 27 nexadpst 2019 roma Ne 475-D3. - CM. ipeAbIAyIIYIO PEAAKIIUIO)

2) OpraHu3anuro 1 IPoOBCACHUC IIPOBEPOK COOTBCTCTBUA JICKAPCTBCHHBIX CPCICTB,
HaxoJJgIKnXCs B rpakKaAaHCKOM 060p0Te, YCTaHOBJICHHBIM Tp€60BaHI/I$IM K UX Ka4CCTBY,

2.1) mpoBeieHre KOHTPOJIBHBIX 3aKYIOK B LIEJSIX TPOBEPKU COOTIOACHUS CyOhEeKTaMU
o0pallleHus JIEKAPCTBEHHBIX CPENICTB, OCYIIECTBISIIOIIMMYI PO3HUYHYIO TOPTOBIIO
JIEKapCTBEHHBIMU MperapaTaMu JJis MEAUIIMHCKOTO IPUMEHEHMS], TPABUII OTITyCKa
JIEKapCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO IPUMEHEHUS U (WIN) 3arpeTa IpoiaxHu
(banbcUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEAOOPOKAUYECTBEHHBIX
JIEKapCTBEHHBIX CPEACTB U KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

(ITynkt nononHuTenbHO BKItoueH ¢ 7 stHBapst 2019 rona denepanbHbIM 3aKOHOM OT 27
nexaOpst 2018 roma Ne 511-D3)

2.2) nmpoBeieHNue KOHTPOJIBHBIX 3aKYyTOK B LIEJISX IPOBEPKU COOIIOIEHHS CyOBeKTaMU
oOpallieHusl JIEKapCTBEHHBIX CPECTB, OCYIIECTBIISIIOIIMMH PO3HUYHYIO TOPTOBIIO
JIEKApCTBEHHBIMH IIpenapaTamMu JJis1 BETEPUHAPHOTO IPUMEHEHUS, IIPABUII HAUIEXKAIlleH
anNTEeYHOW NMPAKTHKH JICKAPCTBEHHBIX MIPENApaTOB /Il BETEPUHAPHOTO IPUMEHEHUS U
(umm) 3ampera npoJiaxu GabCUUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB,
HEZ00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB U KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX
CPEICTB;

(ITlynkt nononuurenbHO BKItoueH ¢ 13 aBrycra 2019 roga denepanbHbIM 3aKOHOM OT 2
aBrycrta 2019 roga Ne 297-®3)

3) opranusanuo 1 nposejeHne (hapMaKkoHa130pa;
4) nprMeHEeHHUE B MOPSIJIKE, YCTAHOBJICHHOM 3aKOHOIaTeIbCTBOM Poccuiickoit

denepanyu, Mep MO IPECEUEHHUIO BBISBJICHHBIX HAPYLIEHUH 0053aTeNIbHBIX TPeOOBaHUI
1 (MJIM) YCTpaHEHUIO MOCIEACTBUM TaKUX HapyIIEHUH, B TOM YHCJIe IPUHATHE PEIICHUS



0 HaXOXKJICHHH JICKQPCTBEHHBIX CPEJICTB B OOpAIICHUH, BbIJIaYy MMPEATUCAHUNA 00
yCTPAaHEHUH BBISIBICHHBIX HAPYIICHUH 00s3aTeIbHBIX TPEOOBAHUH U IPUBJICUCHUE K
OTBETCTBEHHOCTH JIMII, COBEPIIMBIINX TAKUE HAPYIIICHUS.

(Hacts 4 B penakuuu, BBeieHHOH B AelictBue ¢ 1 utons 2015 roga @enepaibHbIM
3aK0HOM OT 22 nekadpst 2014 roma Ne 429-D3. - CM. ipeapIayIIyIO PEAAKIINIO)

5. @eaepanbHbBIN TOCYIapPCTBEHHBIN HA30p B chepe oOpalieHus JIeKapCTBEHHBIX
CPEJICTB OCYIIECTBIISIETCS B IOPSIJIKE, YCTaHOBIEHHOM DeiepanbHbIM 3aKOHOM OT 26
nexadpst 2008 roma Ne 294-03 "O 3amuTe npaB IOPUITICCKUX JIUI U HHIUBUTY ATBHBIX
NpeAnpUHUMATENIeH MPU OCYIIECTBICHUHU TOCYAapCTBEHHOTO KOHTPOJIS (Haa30pa) U
MYHUIIUITAIEHOTO KOHTPOJIA", C y4ETOM OCOOCHHOCTEH, yCTAaHOBJICHHBIX HACTOSIICH
crathel. [IpenBapurenbHoe corinacoBaHue C OpraHaMu MPOKYypaTyphbl CPOKOB
MIPOBEICHUS BHEIUIAHOBOM MPOBEPKH CyOBEKTOB 00pallleH s JIeKapCTBEHHBIX CPEJICTB, a
TaKKe MPEBAPUTEIHLHOE YBEIOMJICHUE IOPUANYECKUX JIUII, HHINBUY ATbHBIX
MpearpuHUMaTeseii 0 Hauasie MpoBeIeHus ATON poBepKHu He TpedyeTcs. Opranbl
MPOKYPATYPHI U3BEHIAIOTCA O MPOBEICHUN BHETUIAHOBOW MTPOBEPKHU CyOBEKTOB
oOpallieHus JIEKapCTBEHHBIX CPEJCTB MOCPEICTBOM HAMPABICHHS COOTBETCTBYIOLINX
JIOKYMEHTOB B TEUCHHE TPEX paboumX JHEH C MOMEHTa OKOHYAHUS MTPOBEACHUS
YKa3aHHOHM BHEILJIAHOBOM IPOBEPKH.

(YacTp B penakiuu, BBeeHHOU B nericTBre ¢ 1 uromst 2015 romga denepaabHBIM 3aKOHOM
ot 22 nexadbps 2014 roga Ne 429-D3. - Cm. npeAbIAYIIYIO PEAAKITUIO)

6. J1oJpKHOCTHBIE JTUIIA OpraHa TOCYIapCTBEHHOTO HA/130pa B MOPSIIKE, YCTAHOBICHHOM
3aKOHO/IaTebCTBOM Poccutickoii deneparinu, IMEIOT IIPaBo:

1) noxy4ars Ha OCHOBaHMHM MOTHBHUPOBAHHBIX MUCHbMEHHBIX 3alIPOCOB OT CYOBEKTOB
oOpallieHus JIeKapCTBEHHBIX CPEJCTB, OPraHOB HUCIIOIHUTEIBLHON BIACTH CYObEKTOB
Poccuiickoit @deaepanuy 1 OpraHoB MECTHOTO CAMOYTIPABIIEHUS IOKYMEHTHI U
nH(}OpPMaILIKIO 110 BOIIpocaM oOpallleHus JIEKapCTBEHHBIX CPECTB;

2) 6ecnpernsATCTBEHHO I10 MPeIbsIBICHUH CIYKeOHOTO yJI0CTOBEPEHHSI U KOIIMU IPpUKa3a
(pacnopsikeHHs) opraHa rocyJapCTBEHHOTO HaJ[30pa 0 Ha3HAYE€HUHU IIPOBEPKU MOCEUIaTh
HCIIOJIb3YEMBIE FOPUINYECKUMU JIMIIAMH, HHAUBUAYAJIbHBIMU IPEANPUHUMATEISIMU,
SBJIAIOIIMMUCS CyOBEKTaMU OOpaIlEHUs JIEKAPCTBEHHBIX CPEACTB, IIPH OCYIIECTBICHUN
CBOEH JEATEIIBHOCTH TEPPUTOPHUH, 3JaHMsL, TIOMEILEHUS U COOPY>KEHHUS B LIENSIX
MIPOBEICHUSI MEPONPUATUI IO KOHTPOJIIO;

3) mpoBOAUTH OTOOP 00Pa3IOB JIEKAPCTBEHHBIX CPEICTB, IPEAHA3HAYEHHBIX IS
peali3alyy U Peaanu3yeMblX CyObeKTaMu 00palieHus JIeKapCTBEHHBIX CPENICTB, s
IMPOBEPKHU UX KAYCCTBA, IPOBCACHUS HCCHCHOB&HHﬁ, HCHBITAHUN B COOTBETCTBUH C
MpaBmWJIaMu 0TOOpa 00pa3IoB, YCTAHOBIEHHBIMU YIIOJTHOMOUYEHHBIM (peiepabHbIM
Oopranom UCHOJIHUTEILHON BJIaCTH,

3.1) mpoBOAUTH KOHTPOJBHBIE 3aKYTIKH JICKAPCTBEHHBIX MPENapaToB JJIs MEAUITUHCKOTO
MIPUMEHEHHUS B LIEJISIX TPOBEPKHU COOMIOACHUS CyObeKTaMu 00palleHus JTeKapCTBEHHBIX
CPEACTB, OCYIIECTBISIONIMMH PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMHU MpenapaTaMmu



JUISL METUIITHCKOTO TIPUMEHEHHS], IPaBUII OTITYCKa JIEKapCTBEHHBIX MPENapaToB JUIs
MEIUIIMHCKOTO MPUMEHEHHS U (WJIK) 3ampeTa Ipoaaku (anbCuPUIIHPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB U
KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB;

(ITynkT nomoaHUTENBHO BKIIOYEH ¢ 7 ssHBaps 2019 roga denepanbHbIM 3aKOHOM OT 27
nexadps 2018 roga Ne 511-D3)

3.2) NIpoBOJUTH KOHTPOJIbHBIE 3aKYTIKH JIEKAPCTBEHHBIX IIPENApaToB 1Jil BETEPUHAPHOTO
MIPUMEHEHHUSI B IEJISIX TPOBEPKHU COOIIOICHUS CYObEKTaMU 00paIieHus JIeKapCTBEHHBIX
CPEJICTB, OCYILIECTBIIIONIMMU POSHUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMHU IMpenapaTaMmu
JUTSl BETEPUHAPHOTO MMPUMEHEHHSI, PAaBHJT HAJIS)KAIIEH anTeYHOW MPAKTHUKH
JIEKApCTBEHHBIX MPEMapaToB UIsl BETEPUHAPHOTO IPUMEHEHUS U (WM ) 3alpeTa MpoaaKu
(hanbcuUIMPOBAHHBIX JIGKAPCTBEHHBIX CPEJICTB, HEIOOPOKAUYECTBEHHBIX
JICKaPCTBCHHBIX CPEJICTB U KOHTPa(AKTHBIX JIEKAPCTBCHHBIX CPEJICTB;

(ITlynkt nomonnurtensHO BKItoueH ¢ 13 aBrycra 2019 roga denepanbHbIM 3aKOHOM OT 2
asrycra 2019 rona Ne 297-03)

4) BbIIaBaTh CyObeKTaM 0OpallleHus JIeKapCTBEHHBIX CPEJICTB MPEANUCAHUS O
MpEKpaIIeHUU HapylIeHUH 00s13aTeIbHBIX TPEOOBAHUM 1 00 YCTpaHEHUH BBISIBIICHHBIX
HapylUIeHU 00s13aTeNIbHBIX TPeOOBAHMIA;

5) HanpaBIATh B YIOJIHOMOYEHHBIE OPraHbl MaTepHallbl, CBSI3aHHBIE C HAPYILIEHUSIMU
00s13aTeNbHBIX TPEOOBaHUH, JUISI PEILICHHS BOIIPOCOB O BO30YKICHUH yTOJOBHBIX JIET 10
IIPU3HAKaM IIPECTYIUICHUH.

7. BEIOOpOUYHBIN KOHTPOJIb KaueCTBa JIEKAPCTBEHHBIX CPEACTB OCYLLECTBIISIETCS
YIIOJIHOMOYEHHBIM (pe/iepaibHBIM OPraHOM HCITIOJIHUTENILHON BIACTH B YCTAHOBJIEHHOM
UM TOpSJKE U BKIIOYAET B ceOsl:

1) 00paboTKy cBeneHui, B 0053aTe€IbHOM MOPSAJIKE IPEIOCTABIAEMBIX CyOBEKTaMU
oOpallleHus JIEKAPCTBEHHBIX CPENICTB, O CEPHSIX, MAPTUAX JICKAPCTBEHHBIX CPEJCTB,
MOCTYHAIOUINX B IpaxaaHcKuil 060poT B Poccuiickoit denepanny;

2) oT60p 00pa3IoB JIEKAPCTBEHHBIX CPENICTB Y CYOBEKTOB OOpAIIeHHS JIEKAPCTBEHHBIX
CPEICTB B IIEJISIX MPOBEACHUS UCTIBITAHUN HA KX COOTBETCTBHE TPEOOBAHUSIM
HOpMaTI/IBHOI\/’I JAOKYMCHTAMU WJIN HOPMATHBHBIX TOKYMCHTOB,

3) MNPUHATHC 11O PC3yJIbTaTaM NPOBCACHHBIX HUCIIBITAaHUH pemcHus o JanbHEeHIIIeM
IrpaXI1aHCKOM o60p0Te COOTBETCTBYIOILICTO JICKAPCTBCHHOI'O CPCACTBA,

4) npuHATHE YIOJTHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOJIHUTEIbHON BIACTH
pEIIeHNUs O TePEBO/IE JIEKAPCTBEHHOTO CPEACTBA Ha TOCEPUITHBIN BEIOOPOUYHBIN KOHTPOIIb
Ka4ueCTBa JICKAPCTBCHHBIX CPEACTB B CJIyda€ MOBTOPHOT'O BBIABIICHHUA HECOOTBCTCTBUA
KauecTBa JIEKAPCTBEHHOTO CPE/ICTBA YCTAHOBJICHHBIM TPEOOBAHUAM U (TIpU
HEOOXOIMMOCTH) O TIPOBEPKE CYOBEKTa 0OpaIieHus JIEKapCTBEHHBIX CpeIcTB. Pacxompl,
CBSI3aHHBIE C MTPOBEJICHUEM TTOCEPUITHOTO BEIOOPOYHOTO KOHTPOJIS KauecTBa



JIEKAPCTBEHHBIX CPEJICTB, OIIAYUBAIOTCS MPOU3BOIUTEIIEM JICKAPCTBEHHOTO CPEICTBA
00 AepKaTeNeM WU BIaICIbIIEM PETHCTPAIIIOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOTO
npenapara.

(Hactb 7 nonosHuTeNbHO BKItO4YeHa ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadps 2014 roma Ne 429-D3)

(Cratps B penakuuu, BBeZeHHOM B aeiicTBue ¢ 25 utonsa 2012 roga denepanbHbIM
3aK0HOM OT 25 ntoHs 2012 roma Ne 93-03. - CM. ipeApIayIIyI0 PEAAKIIHIO)

I'mama 5. Pa3pa60TKa, JOKIIMHUYCCKUEC UCCIIEA0BaHMs JICKAPCTBCHHBIX CPEACTB, a TAKKE
KIIMHUYCCKUEC UCCIICAOBAHUA JICKAPCTBCHHLIX MPCTIapaTOB AJI1 BETCPHUHAPHOI'O
IIPUMCHCHU A

Crates 10. PazpaboTka JIekapCTBEHHBIX CPE/CTB

1. Pa3paboTka neKapcTBEHHBIX CPEJICTB BKIIIOUAET B €051 TOMCK HOBBIX
(hapMaKoIOTHYECKU aKTUBHBIX BEIIECTB, OCIEAYIOIIEE H3yUEHUE UX JIEKapCTBEHHBIX
CBOWCTB, JOKIIMHUYCCKUE MCCIICIOBAHMS, pa3padOTKy TEXHOJIOTHI ITPOU3BOJICTBA
(dhapmalleBTUUECKUX CYyOCTaHIIUN, pa3pabOTKy COCTaBOB M TEXHOJIOTUI MPON3BOACTBA
JICKApCTBCHHBIX MPCIIapaToOB.

2. dunancoBoe obecrneueHne pa3paboTKU JEKAPCTBEHHBIX CPEACTB OCYIIIECTBIISETCS 3a
CUeT:

1) cpenctB denepanbHOTO OOKETA;

2) cpeAcTB pa3pabOTUYNKOB JIEKAPCTBEHHBIX CPEJICTB;

3) cpencTB NPOU3BOUTENEH JE€KApPCTBEHHBIX CPEACTB MIPU BHINOJIHEHUH HAyYHO-
MCCIIEIOBATENBCKUX PA0OT TI0 IOTOBOPY MEXIY Pa3pabOTUNKOM JICKAPCTBEHHBIX CPEICTB
U TIPOU3BOJIUTEIIEM JIEKAPCTBEHHBIX CPE/ICTB;

4) HWHBIX HEC 3alIPCHICHHBIX 3aKOHOAATCIILCTBOM Poccuiickoit CDeL[epauI/H/I HNCTOYHHUKOB.

3. HpaBa pa3pa60TqI/IKa JICKAPCTBCHHOT'O CPCACTBA OXPAHATOTCA I'PAKIAHCKUM
3aKOHOJAaTCJIIbCTBOM.

Cratps 11. I[OKJ'II/IHI/I‘-ICCKOG HCCIICAOBAHUC JICKAPCTBECHHOI'O CPEACTBA IAJIA
MCIUITUHCKOI'O IPUMCHCHUS

1. JlokmuHUYECKOE UCCIIeIOBAaHNE JIEKAPCTBEHHOTO CPECTBA ISl MEIUITMHCKOTO
MIPUMEHEHHUSI IPOBOJUTCS IMTyTeM MPUMEHEHHS HAYYHBIX METOJIOB OLIEHOK B IIEJISIX
TOJTYYEHUS TOKA3aTeNIbCTB 0€30MMacHOCTH, KauecTBa U 3(h(PEKTUBHOCTU JIEKAPCTBEHHOTO
CpeJCcTBa.

2. JlokTMHUYECKOE UCCIEeI0BAHKE JIEKAPCTBEHHOTO CPECTBA ISl MEAUIIUHCKOTO
MPUMEHEHHUSI IPOBOJMTCSI B COOTBETCTBHH C MPABHIIAMH HAJIJICKAIIEH Ta00paTOpHOH



MPAKTUKH, YTBEP)KACHHBIMH YIIOJTHOMOYEHHBIM (eiepaIbHbIM OPraHOM
HWCIIOTHUTEIbHOM BIACTH.

(YacTp B penakiuu, BBeeHHOU B fericTBre ¢ 1 uroms 2015 roma denepaibHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKITUIO)

3. s opranu3aiuy U MpoBEACHUS JOKIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO
CpelcTBa Il MEIUITMHCKOTO MPUMEHEHHS pa3pabOTYHKH JICKAPCTBEHHBIX CPEACTB
MOTYT MPUBJIEKATh HAYYHO-UCCIICIOBATEILCKAE OPTaHU3aIK, 00pa30BaTEIbHBIE
OpraHU3aIMH BRICIIETO0 00pa30BaHUs, UMEIOIIHNE HEOOXOIUMYIO MaTepHaAIbHO-
TEXHUUYECKYIO 0a3y M KBATU(HUIIMPOBAHHBIX CIEIIMAIMCTOB B COOTBETCTBYIOICH 00JIacTH
HCCIEI0BaHUS.

(Yactp B penakuuu, BBeieHHOH B eiicTBre ¢ 1 centsops 2013 roga dexepanbHbIM
3akoHOM 0T 2 utoiist 2013 roga Ne 185-D3. - Cm. npeabIayIIyo peaaKiuio)

4, I[OKJII/IHI/I‘ICCKOG HCCIICA0OBAHUE JICKAPCTBCHHOI'O CPEACTBA AJId MCAUITUHCKOI'O
MMPUMCHCHUS TPOBOAUTCA 110 YTBCPIKICHHOMY p33pa6OT‘lI/IKOM JICKapCTBCHHOI'O
CpCACTBaA IJIaHYy C BECACHUCM IIPOTOKOJIA 3TOI'0 UCCICAOBAHUA U COCTABJIICHUEM OTUYCTA, B
KOTOPOM COACPIKATCS PE3YJIbTATHI 3TOTO UCCIICAOBAHUA U 3aKJIFOUCHUEC O BO3MOKHOCTHU
IMPOBCACHUA KIIMHUYCCKOI0 UCCIICAOBAHUA JICKAPCTBCHHOI'O ITpCriapara JIJIsa
MCAUIHUHCKOI'O IIPUMCHCHUS.

5. IIpoBeneHue MPOBEPOK COOJIOICHHMS MPABHII HAJIeKAIEH 1a00paTOPHON TPAKTUKH H
MPAaBOBBIX HOPM HCMOJIb30BAHUS KUBOTHBIX ITPU MIPOBEACHUH JTOKIMHUYECKUX
HCCIICIOBAHUM JIEKAPCTBEHHBIX CPEACTB JJIs1 MEIUITUHCKOTO IPUMEHEHUS
OCYIIECTBJISIETCS YIIOJIHOMOUYECHHBIM (he/lepaibHBIM OPTaHOM HCITOJTHUTEIBHON BIIACTH.
(ITlynkt B penakuuu, BBeieHHOM B neiictBue ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - CM. npeAbIIyIIyI0 PEIAKIIHIO)

6. Pe3ynbTaThl JOKIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO CPEACTBA JIst
METUIIMHCKOTO MPUMEHEHHSI MOTYT OBITh MIPEACTABICHBI B YIIOJITHOMOYCHHBIN
(benepanbHBI OPraH UCMOTHUTENBHON BIACTH B YCTAHOBICHHOM MOPSAKE B EAX
rocy/1apCTBEHHON PETUCTpalliy JIEKapCTBEHHOTO Mpernapara.

Crartbs 12. JIOKIIMHUYECKOE UCCIIE0OBAHHE JIEKAPCTBEHHOTO CPEJICTBA U KIIMHUYECKOE
HCCIe0BaHME JIEKAPCTBEHHOTO Iperapara AJisi BETEPUHAPHOIO IPUMEHEHUS

1. loknmuHuYecKoe UcCielI0BaHNue JIEKAPCTBEHHOTO CPEACTBA AJII BETEPUHAPHOTO
MIPUMEHEHHUSI POBOJUTCS ITyTEM MTPUMEHEHHUSI HAYYHBIX METOJIOB OIIEHOK B IEJISX
MOJTy4EHHUS JJOKA3aTeNIbCTB O€30MacHOCTH, KauecTBa 1 9(H(PEKTUBHOCTHU JIEKAPCTBEHHOTO
CpelICTBa, B TOM YHCJIE€ ONPEACIICHUs CPOKA €ro BHIBEICHUS U3 OpraHru3Ma JKMBOTHOTO, B
1ensix obecrnevyeHus 6€30MacHOCTH MPOAYKIIUU KUBOTHOTO MPOUCXOKIEHHS TTOCTE
MIPUMEHEHHUS COOTBETCTBYIOIIETO JIEKaPCTBEHHOTO TIpenapara.

2. I[OKJ'II/IHI/ILICCKOC HCCICAOBAHUC JICKAPCTBCHHOI'O CPECACTBA U KIIMHUYCCKOC
HCCIICA0OBAHUE JICKAPCTBECHHOTO MMperiapaTa JJId BETCPUHAPHOI'O IPUMCHCHUS,
HUCCICIOBAHUC OMOPKBUBAJICHTHOCTHU YKa3aHHOT'O JICKAapCTBCHHOT'O IIpeIiapaTa



IIPOBOJATCS B COOTBETCTBUU C ITPABWIAMH, YTBEPKIACHHBIMU YIIOJTHOMOYEHHBIM
denepanbHBIM OPraHOM UCTIOTHUTEILHOM BIIACTH.

3. JIOKJIIMHUYECKOE UCCIIEJOBAaHHUE JIEKAPCTBEHHOI'O CPEJCTBA U KIMHUUECKOE
HCCIJIEI0OBAHKE JIEKAPCTBEHHOIO IIpenapara Juisi BETEpUHAPHOTO IIPUMEHEHUS IIPOBOIATCS
110 YTBEPXKACHHOMY Pa3pabOoTUMKOM JICKApPCTBEHHOTO CPEJICTBA IIJIaHy C BEJICHHEM
IIPOTOKOJIOB 3TUX MCCIEAOBAHNUN U COCTABICHUEM OTYETOB, B KOTOPBIX COIEPIKATCS
pe3yJIbTaThl 3TUX UCCIIEIOBAHUI.

4. J1ns opraHu3aiyy 1 MpoBeIeHUs] JOKIMHUYECKOTO NCCIIEIOBAHUS JIEKAPCTBEHHOTO
CPEICTBA U KIIMHUYECKOTO UCCIIE0BAHUS JIEKAPCTBEHHOTO Ipenapara ajs
BETEPUHAPHOTO MIPUMEHEHHSI pa3pabOTUHK JIEKAPCTBEHHOT'O CPEICTBA MOKET
MIPUBJIEKATh OPTAHU3AIIMU, UMEIOIINE HEOOXO0UMYI0 MaTePHAIbHO-TEXHUYECKYIO 0a3y U
KBIM(UIIUPOBAHHBIX CIICIUAIHNCTOB B COOTBETCTBYIOIIEH 00IaCTH UCCIIEIOBAHMUS.

5. Knuanueckue HCCIICAOBAHUSA JICKAPCTBCHHBIX IIPCIIapaTOB IJI1 BETCPHUHAPHOI'O
IMPHUMCHCHUS ITPOBOAATCA B BETCPUHAPHBIX OPraHu3alriaXx U B OpraHu3anuiax,
OCYHICCTBIIAOIMINX PAa3BECACHUC, BhIPAIIUBAHUC U COACPIKAHUC KUBOTHBIX, B HCIIAX:

1) YCTAHOBJICHUS [TICPECHOCUMOCTH JICKAPCTBCHHBIX IMPCIIApATOB 3JOPOBBIMU KHUBOTHBIMU

2) nonbopa ONTUMAIbHBIX IO3UPOBOK JIEKAPCTBEHHBIX IIPENApaToOB U Kypca JIeUeHUs Ha
KOHKPETHOM IpYIIIe )KUBOTHBIX C ONPE/IeICHHBIM 3a00JI€BaHNEM;

3) ycTaHoBieHus 6e3onacHOCTH U 3()(HEKTUBHOCTH JIEKapCTBEHHOIO Ipenapara,
MpeIHa3HAYEHHOTO JUIsl JICUEHUs ONPEeIEHHBIX 3a00J1€BaHUN )KUBOTHBIX, TN

3¢ GEKTUBHOCTH JIEKAPCTBEHHOTO Mpenapara s NpopUIaKTHKHN 3a00J1€BaHHM 3T0pPOBBIX
KUBOTHBIX;

4) n3y4eHusi BO3SMOKHOCTEH pacIMpeHus TOKa3aHUM K IPUMEHEHUIO
3apEeruCTPUPOBAHHOIO JIEKAPCTBEHHOr'O MIPENapaTa v BbISIBJICHUS pAHEE HEU3BECTHBIX
MOOOYHBIX IEUCTBUIMA.

6. KinmHn4eckoe ncciejoBaHue JICKapCTBEHHOTO Tpernapara Jjisi BETePHHAPHOTO
MPUMEHEHHSI OCYIIECTBIISICTCS 3a CYET CPEJICTB pa3paboTurKa JEKapCTBEHHOTO CPEICTRA.

7. OTueTsl 0 pe3ysibTaTax JOKIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO CPEJICTBA U
KJIMHUYECKOT'0 UCCIIENOBAaHMS JIEKAPCTBEHHOIO Mperapara it BETEPUHAPHOTO
MIPUMEHEHHUSI COCTABIISIOTCS pa3pabOTIMKOM JICKAPCTBEHHOTO CPEJICTBA C YIETOM
3aKJIFOYEHUI OpPraHU3alui, IPUHUMABILINX yYaCTHE B OPTAHU3ALMU U IPOBEICHUHN ITUX
HCCIIEIOBaHUI.

8. KoHTpoub 3a npoBeieHnEeM JOKIMHUYECKUX UCCIIEIOBAHNN JIEKAPCTBEHHBIX CPEJCTB U
KJIMHUYECKUX UCCIIEA0BAHUM JIEKAPCTBEHHBIX MPEMApaTOB IS BETEPUHAPHOTO
MIPUMEHEHHUS OCYIIECTBIIIETCS YIIOTHOMOYEHHBIM (peiepabHbBIM OpraHOM
WCIIOTHUTETbHON BIACTH.



I'maBa 6. OcyuiecTBiI€eHHE FOCYIapCTBEHHON PETUCTPallii JIEKApCTBEHHBIX MPernapaToB
Cratpa 13. 'ocygapcTBeHHasi perucTpanus JIeKapCTBEHHBIX MPENapaToB

1. B Poccuiickoit @eaepaniuu J0OMyCKalOTCs MPOU3BOJICTBO, U3TOTOBIICHUE, XPAHEHHE,
nepeBo3ka, BBO3 B Poccuiickyro denepanuio, BbiBo3 U3 Poccuiickoit dexneparuu,
peKJiaMa, OTIYCK, peajau3alius, nepeaadya, IpUMEHEHHE, YHUUTOKEHUE JIEKapCTBEHHbBIX
MpENapaToB, €CJIM OHU 3aPETrUCTPUPOBAHBI COOTBETCTBYIOIIUM YIIOJHOMOYEHHBIM
denepanbHBIM OPraHOM UCTIOTHUTEIILHOM BJIACTH.

(YacTp B pemakiuu, BBeIeHHOU B nelicTBre DenepaibHbiM 3aKk0HOM OT 13 uross 2015
rojia Ne 241-®3. - Cm. npeabIAyLIy0 PeIaKIUIo)

2. N'ocynapcTBEeHHON perucTpaluy MO JIeKaT:

1) Bce JiekapCTBEHHBIC MTPeTapaThl, BIIEPBBIC TOIJICKAIIME BBOYy B OOpaIlCHHE B
Poccuiickoit denepaiuu;

2) JeKapCTBEHHBIC MPENapaThl, 3apEerUCTPUPOBAHHBIC PaHee, HO MTPOU3BEICHHEIC B
JPYTUX JEKApCTBEHHBIX ()OPMax B COOTBETCTBHHU C IIEPEUYHEM HAMMECHOBAHHIA
JICKapCTBCHHBIX (POPM, B HOBOM JIO3UPOBKE MPH JIOKA3ATEIBCTBE €€ KIMHUICCKOU
3HAYUMOCTHU U 3 (PEKTUBHOCTH;

3) HOBBIE KOMOMHALIUY 3aPETUCTPUPOBAHHBIX paHEee JIEKAPCTBEHHBIX MPENapaToB.

3. 'ocynapcTBeHHas perucTpanus JeKapCTBEHHbBIX MTPENapaToB OCYIIECTBIISIETCS 10
pe3yabpTaTaM KCIEePTU3bI JIEKAPCTBEHHBIX CPEACTB, @ TOCYIapCTBEHHAsI PETUCTPALIMS
op(aHHBIX JIEKAPCTBEHHBIX MPENAPATOB OCYIIECTBIISIETCS IO PE3yIbTaTaM dKCIIEPTU3HI
JIOKYMEHTOB, MPEJICTABICHHBIX ISl ONPEAEICHUS BO3MOXHOCTH pacCMaTpUBATh
JIEKapCTBEHHBIN Mpenapar il MEJUIIMHCKOTO MPUMEHEHHUS TIPU OCYIIIECTBICHUN
roCy/IapCTBEHHOW PETUCTpallMU B KauyecTBe OpPaHHOTO JEKApCTBEHHOTO Mpenapara, u 1o
pe3ybTaTaM dKCIEPTU3HI JICKAPCTBEHHBIX CPE/ICTB.

4. 'ocynapcTBeHHas! perucTpanus JIEKapCTBEHHOI O IpenapaTa OCyIleCTBIIETCS
COOTBETCTBYIOLIUM YIOJIHOMOYEHHBIM (heZiepalibHbIM OPTaHOM UCIIOJHUTENIbHON BIACTH
B CPOK, HE MPEBBIMIAIOIINN CTa MECTUAECATH PadOUnX JTHEH CO JHS MPUHATHUS
COOTBETCTBYIOILETO 3asBJIEHUS O TOCYAAPCTBEHHONW PETUCTPALIMN JIEKAPCTBEHHOTO
npenapara. B ykazaHHBIN CPOK BKIIIOUAETCS BpeMsi, HEOOXOUMOE /IJIsi TOBTOPHOTO
IIPOBEIEHUS KCIIEPTU3HI JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBUU CO CTaTbel 25
Hacrosuiero @enepanpHoro 3akoHa. Cpok rocyAapCTBEHHONW PErMCTPaliy
JIEKapCTBEHHOI'O IIpeTapaTa UCYUCIIAETCS CO JHS MPUHATUS COOTBETCTBYIOIUM
YHOJHOMOYEHHBIM (eiepaibHbIM OPTaHOM HCIIOTHUTEIbHONW BIACTH COOTBETCTBYIOIIETO
3asIBJIEHUS O TOCYAAPCTBEHHOM PETUCTPALMU JEKApCTBEHHOTO Mpernapara ¢
IMPHUITOKCHUEM HGO6XO)II/IMI)IX JAOKYMCEHTOB 110 J€Hb BbIJIAYH PETUCTPALTUOHHOTO
yJIOCTOBEpEHHsI JICKApCTBEHHOTO Ipenapara. Bpems, HeoO0Xoqumoe JUIst HalpaBIeHUs
YIOJHOMOYEHHBIM (eiepalbHbIM OPTaHOM HCIIOTHUTEIBLHON BJIACTH 3a1poca O
MPEICTaBICHUH HEOOXOIMMBIX MAaTEepUAJIOB U MIPECTABICHUS 3asiBUTEIEM OTBETa Ha



JIAHHBIN 3aIIPOC B COOTBETCTBUU €O cTaThsiMU 16, 19 u 23 Hactosiniero denepanbHOro
3aKO0HA, HE YYUTHIBACTCS IIPU UCUMCIICHUU CPOKA rOCYIapCTBEHHON perucTpanuu
JIEKApCTBEHHOTO Tperapara.

5. 'ocynapcTBEHHOM perucTpaluy He MOAJIeKAT:

1) nexapcTBEHHBIE NTpenapaThl, U3rOTOBJICHHBIC AlITEUHBIMUA OpraHU3aLUsIMU,
BETEPUHAPHBIMU AlITCYHBIMU OpraHU3alUsAMU, UHANBULY AIbHBIMU
pEeINPUHIMATEISIMUA, KOTOPBIE UMEIOT JIMIIEH3UIO Ha (papMaleBTHIECKyIO
JesITeIbHOCTb, 110 PELENTaM Ha JeKapCTBEHHbIE [TpenapaThl U TPEOOBaHUIM
MEIULUHCKUX OPTaHU3alUi, BETEPUHAPHBIX OpraHU3allui;

2) nekapCTBEHHBIC TIpenapaThl, MPUOOPETEHHBIE (PU3MUECKUMH JTHLIAMH 32 MPeIeIaMu
Poccuiickoit @enepanuu 1 npegHasHauYCHHbIE I TMYHOIO UCIIOIb30BaHMS,

3) nekapcTBEHHBIE MTpenapaThl, BBO3UMbIE B Poccuiickyto Denepanuio A1 oka3aHus
MEUIIMHCKON MTOMOIIH 1O XKU3HEHHBIM [MOKAa3aHUSIM KOHKPETHOTO MAIlMeHTa Ha
OCHOBaHUU Pa3pelIeHHUs], BEIIAHHOTO YIIOJIHOMOUYEHHBIM (heJiepaabHbIM OPraHOM
WCTIOTHUTEJIbHON BIIACTH;

4) nekapcTBEHHBIE CpeACTBa, BBO3UMbIE B Poccuiickyro deaepannio Ha OCHOBaHUHU
BBIJIAHHOTO YITOJTHOMOYEHHBIM (pe/iepaTbHbBIM OPTraHOM HCIIOJHUTEIHHON BIACTH
paspelleHus U IpeJHa3HaYeHHbIE Il IPOBEICHUS KIIMHUYECKUX UCCIIEIOBaHUM
JIEKapCTBEHHBIX MPENapaToB U (WIN) IPOBEIECHUSI SKCIIEPTU3bI JIEKAPCTBEHHBIX CPENICTB
JUISL OCYLIECTBIIEHUS TOCYAAPCTBEHHOM PErMCTPALIMY JIEKAPCTBEHHBIX IIPEIApaToOB;

5) papmaneBTHYECKHE CYOCTaHIIUM;

6) paarodapmalieBTHYECKHE JIEKapCTBEHHBIE TIPETapaThl, U3rOTOBIEHHBIE
HEMOCPEACTBEHHO B MEIUIIMHCKUX OPTaHU3AIMSIX B TIOPSAKE, YCTAHOBICHHOM
YIOJTHOMOYCHHBIM (heIepaTBbHBIM OPTAaHOM HCTIOTHUTEILHOU BIIACTH;

7) nexapcTBEHHBIE IPENapaThl, MPOU3BOAUMBIE JJIsI SKCIIOPTA.
6. He nonyckaercs rocyiapcTBeHHasi perucTparus:

1) JICKAPCTBCHHLBIX MPCIApaTOB, OTIIMYAOIIUXCA APYT OT ApyTra Ka4CCTBECHHBIM COCTABOM
HeﬁCTBYIOHIHX BCIIECTB, MO OANHAKOBBIM TOPIroBbIM HAMMCHOBAHUECM,

2) OHOTO JICKAPCTBEHHOTO TIpenapara, MpeJCTaBICHHOTO Ha TOCY1apCTBEHHYIO
PEruCTPalMIO B OTHOLLIEHUH OJHOTO U TOTO XK€ JIepKaTelis WK Blajenblia
PErUCTPAIMOHHOTO yA0CTOBEPEHUS JIEKAPCTBEHHOTO MIpenapara B BUE IBYX U Oojee
JIEKApCTBEHHBIX MPENapaToB MO Pa3IMYHBIMU TOPTOBBIMUA HAUMEHOBAHUSIMHU.
(ITynkT B pemakiuu, BBeieHHOU B feiicTBre ¢ 15 nrons 2018 roga denepanbHbiM
3aKoHOM OT 4 ntoHs 2018 roga Ne 140-®D3. - CM. ipeAbIaYyIIYIO PEAaKIINIO)



7. Io 3anpocy (B aneKTpoHHOU (hopme Wi Ha OyMaKHOM HOCUTENIE) CyObheKTa
oOparieHust JICKApCTBEHHBIX CPEJCTB COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM
(benepanbHBIM OPraHOM UCHOJHUTENBHOM BJIACTH, OCYIIECTBIISIONIUM FOCYAaPCTBEHHYIO
PETUCTPAIIHIO JIKAPCTBEHHBIX MPENAPaTOB, B YCTAHOBICHHOM UM IMOPSIKE
OCYIIECTBIISIETCS HAYYHOE KOHCYJIBTUPOBAHUE 110 BOMPOCAM, CBA3aHHBIM C MPOBEICHUEM
JOKJIIMHUYECKUX UCCIIECIOBAaHUH, KIIMHUYECKUX UCCIICIOBAaHHH JIEKAPCTBEHHBIX
MpernapaToB, SKCIIEPTU3bI KAUECTBA JIEKAPCTBEHHBIX CPEACTB, 3Q(HEKTUBHOCTU U
0€30MMacCHOCTH, C OCYIIIECTBICHHEM rOCYAapCTBEHHOW PETUCTPAIINH JICKAPCTBEHHBIX
npenapaToB. KoHCyIbTHPOBaHKE OCYIIECTBISETCS C MPUBJICUEHUEM (eepaTbHbIX
rOCYIapCTBEHHBIX OIOJKETHBIX YUPEKICHUH, TIOJBEIOMCTBEHHBIX JTAHHOMY
(benepanbHOMY Oprany UCIOJHUTEILHON BJIACTHU U HE YYaCTBYIOLIUX B OpraHU3aluu
MIPOBEJICHUS IKCIIEPTU3BI KAY€CTBA JICKAPCTBEHHBIX CPEJICTB B IENSIX OCYIIECTBICHUS X
roCy/IapCTBEHHON PETUCTPALlMU B COOTBETCTBUH CO cTaThell 16 HacTosIIero
denepaibHOTO 3aKOHA, B BHJIC OTBETA B TUCbMEHHOW (DOPME YIIOTHOMOYEHHOTO
(benepanbHOro OpraHa UCIOJHUTENBHOMN BIACTH Ha 3ampoc. Pazmep B3umaemoi ¢
3asBUTEJS IIJIAThI ONPENEIIIETCS B COOTBETCTBUM C 3aKOHOAATENBCTBOM Poccuiickoit
Oenepanuu 06 opraHu3aluy MPeJOCTaBICHHUS TOCYJaPCTBEHHBIX U MYHHUIIUIIATbHBIX
yeiyr. Madopmanus 06 oCyliecTBICHUN HAYYHOTO KOHCYJITUPOBAHUS, B TOM YHCIIE
CTaThu, 0030pBbI, CIPABOYHBIEC MaTEpPHAIIbI U HHAs WH(pOpMaLKsa 00 OCYIIECTBICHUU
HAyYHOTO KOHCYJIBTHPOBAHHMSI, pa3MeNIaeTcs Ha O(pUIMaIbHOM CalTe YITOJHOMOYCHHOTO
(benepanbHOro opraHa UCIOJIHUTENBHON BiacTu B ceT "MHTepHET" ¢ coOmoaeHreM
OTpaHHYCHUH, YCTAaHOBJICHHBIX 3aKOHO/IATEILCTBOM O NIEPCOHAIBHBIX JTaHHBIX,
KOMMEpPUECKO# U (WJIM) FOCy1apCTBEHHOM TaiiHe.

8. 'ocynapcTBeHHasi perucTpalys JeKapCTBEHHbIX IIPENapaToB, KOTOPbIE
IIpeIHa3HAYEHBI I IPUMEHEHHUS B YCIIOBUAX BOCHHBIX ACUCTBUN, YpE3BbIYAMHBIX
CUTyaluH, NPeAyNPEeKICHUS YpE3BbIUalHbIX CUTYalluH, MPOPUIAKTUKY U JICUECHUS
3a00JeBaHUH, IPEICTABIIAIOLINX OMACHOCTH JUISl OKPY>KAOLINX, 3a00JIeBaHUM 1
MOPaXEHU, OJIyYEHHBIX B pe3yJIbTaTe BO3JICHCTBUS HEOIArONPUATHBIX XUMHUECKHUX,
OMOJIOTMYECKUX, PaIUallMOHHBIX (PaKTOPOB, M KOTOPBIE pa3paboTaHbl B TOM YUCIIE IO
3a/1aHuIo (heepaIbHbIX OPraHOB HUCIIOIHUTEIbHON BIACTH, YIIOJTHOMOYEHHBIX B 00JaCTH
00OpOHBI CTpaHbl U 0€30IMACHOCTH I'OCYAaPCTBA, OCYIIECTBISETCS B OPSIIKE,
ycraHoBieHHOM [IpaButensctBom Poccuiickon ®@enepannu.

(HacTp B peakuuu, BBeIeHHOU B eiicTBre DenepaiabHbIM 3akoHOM oT 1 ampens 2020
rosia Ne 98-@3. - CM. ipeAbIayIIyIO PEAAKIINIO)

(Cratps B penakiuu, BBeIeHHOH B aelictBue ¢ 1 utons 2015 rona @enepanbHbIM
3aKkoHOM oT 22 nexadps 2014 roga Ne 429-03. - Cm. npeabIAYLIYIO peAAKIUIO)

Crarbs 14. I[IpyHIMIBI SKCIEPTH3BI JIEKAPCTBEHHBIX CPEJICTB

1. DkcnepTr3a IeKapCTBEHHBIX CPEJICTB OCHOBBIBAETCS HA IPUHITUIIAX 3aKOHHOCTH,
COOJTIOICHUS TIPaB ¥ CBOOO/T YeJIOBEKa U IPaKIaHUHA, TIPAB FOPUIUIECKOTO JIHIIA,
HE3aBHUCHUMOCTH IKCIIEpPTa, OO BEKTUBHOCTH, BCECTOPOHHOCTH U TTOJTHOTHI UCCIICTIOBAHUM,
MPOBOJIUMBIX C UCIOJIB30BAHMEM COBPEMEHHBIX TOCTUKEHUN HAYKU U TEXHUKH,
OTBETCTBEHHOCTH (heJIepAIbHOTO TOCYIAPCTBEHHOTO OI0/IKETHOTO YUPEKICHHUS TIO



IIPOBCACHUIO SKCIIEPTU3BI JICKAPCTBEHHBIX CPCACTB U SKCIICPTOB 3a IIPOBCACHUEC U
KauCCTBO 3KCIICPTU3LI.

2. DKCnepTr3a JeKapCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO MPUMEHEHUS BKIIOYACT
B ce0s:

1) skcniepTU3y JOKYMEHTOB, IIPEACTABICHHBIX JUISl OIIPEIEICHHSI BO3SMOXHOCTH
paccMaTpuBaTh JEKAPCTBEHHBIN Mpenapar s MEJULIUHCKOTO IPUMEHEHUS IPU
OCYILIECTBICHUH TOCYJAPCTBEHHON PErUCTpaIliy B KadecTBE OPPaHHOTO JIEKAPCTBEHHOTO
npenapara;

2) OKCIICPTUIY IMPEATOKEHHBIX METOA0B KOHTPOJIA Ka4€CTBa JICKAPCTBEHHOT'O CPpEACTBA U
Ka4ueCTBa MpEACTAaBJICHHBIX 06pa31103 JICKAPCTBCHHOT'O CPCACTBA C UCIIOJIB30BAHUEM ITUX
MCTOA0B (z[aﬂee - OKCIICPTU3a KAa4YCCTBA JICKAPCTBCHHOI'O CpCI[CTBa);

3) 3KCIepTHU3y OTHOILICHHUS OKUIAEMOM TIOJIb3bI K BO3MOYKHOMY PHCKY IPUMECHEHUS
JICKapCTBEHHOTO Iperapara;

4) sKcepTH3y PErMCTPALlMOHHOTO JOChE Ha JIEKapCTBEHHBIH Mpenapar B LesIX
oIpeziesIeHUs] B3aMMO3aMEHIEMOCTH JIEKaPCTBEHHbIX MIPENapaToB sl MEIULIUHCKOIO
IIPUMEHEHHUS.

(ITlynkt nononnurensHO BKItoueH ¢ 1 maprta 2020 roga @enepanbHbIM 3aKOHOM OT 27
nexadps 2019 roma Ne 475-D3)

3. DKcnepTu3a JeKapCTBEHHBIX MIPENApaToB Ul BETEPUHAPHOTO IPUMEHEHUS BKIIOYACT
B ce0sI OKCIEPTU3Y KaueCcTBa JEKAPCTBEHHOI'O CPEJCTBA U SKCIIEPTU3Y OTHOLICHUS
O’KNJAEMOM T0JIB3bI K BO3MOKHOMY PUCKY NIPUMEHEHMS JIEKAPCTBEHHOTO IIperapara.
(Cratbs B penakiuu, BBeZIeHHOH B jaeiicTBue ¢ 1 utons 2015 roga denepanbHbiM
3akoHOM 0T 22 niexkadps 2014 roga Ne 429-@3. - CM. npeablAyIIyIO peAaKIHIO)

Cratbs 15. ®enepanbHoe rocy1apcTBEHHOE OIOPKETHOE YUPEXKI€HUE TI0 TPOBEIECHUIO
HKCIEPTHU3bI JIEKAPCTBEHHBIX CPE/ICTB

DKcIepTu3a JeKapCTBEHHBIX CPEJICTB MPOBOAUTCS (eiepaaIbHbIM roCy1apCTBEHHBIM
OIOIPKETHBIM YUPEXKJIEHUEM COOTBETCTBYIOIETO YIIOJTHOMOUYEHHOTO (peiepaibHOTO
OpraHa MCIOJHUTEIbHOMN BIACTH, CO3JJaHHBIM JUIsl 00ecrieueH s HCIIOTHEHUS
MTOJIHOMOYHI 3TOr0 (pe/iepalIbHOrO OpraHa Mo BblAaue pa3pelieHni Ha IPOBEACHHE
KJIIMHUYECKUX UCCIIEIOBaHUM JIEKaPCTBEHHBIX MIPENApaTOB U (MJIM) IO FOCYAapCTBEHHON
perucTpanuy JeKapCTBEHHbIX IPenapaToB (J1ajee - SKCIEPTHOE YUPEKICHUE).

Cratpa 16. Opranuzamus NpoBeICHUS YKCIEPTU3I JIEKAPCTBEHHBIX CPEICTB

HaumenoBanue B penakiuu, BBeieHHOM B AeiicTBue ¢ 1 utonst 2015 roga @enepanbHbIM
3aK0HOM OT 22 nekadps 2014 roma Ne 429-D3. - Cm. peabIAyITyIO PEIaKIUIO



1. OkcnepTu3a 1€KapCTBEHHBIX CPENCTB IPOBOAUTCS KOMUCCUEN SKCIIEPTOB 3KCIIEPTHOTO
YUpEXKEHUS, HA3HAUEHHOM €ro pyKOBOJUTENEM, HA OCHOBAHUU 3aJJaHUS HA IIPOBEJICHUE
9KCIEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA, BBIJAHHOIO YIOJHOMOUYEHHBIM (peepanibHbIM
OpraHOM MCIOJIHUTEIbHON BIACTH. PYKOBOANUTEN 3KCIEPTHOIO YUPEXKICHUS
obecreynBaeT HaJyiexkallee NpoBeICHUE IKCIIEPTU3bI JIEKAPCTBEHHBIX CPE/ICTB B
COOTBETCTBHH C 33J[aHHEM, BBIIAaHHBIM YITOJTHOMOUYEHHBIM (pe/IepaTbHbBIM OPraHOM
HCIIOJIHUTEJIBHOM BJIACTH, U OPTraHU3yeT MMOATOTOBKY CBOJHOTIO 3aKIIIOYEHHSI dTOU
KoMuccuu. B cocTaB 3TOM KOMUCCHH IO PEIICHUIO PYKOBOJUTENS SIKCIIEPTHOTO
YUPEKACHUS MOT'YT ObITh BKIIIOYEHBI B KAUECTBE SKCIIEPTOB JIMLA, HE paboTaroIue B
JAaHHOM SKCIIEPTHOM YUPEXKICHUH, €CITU MX CIIeHUaTbHbIC 3HAHUS HEOOXOAUMBI JJIs1
IIPOBEJEHUS KCIIEPTU3bI U TAKHE IKCIIEPTHI OTCYTCTBYIOT B JAHHOM JKCIIEPTHOM
YUPEXKIECHUU.

2. DKCHEepTOM 0 IPOBEJAEHHIO KCIIEPTU3HI JIEKAPCTBEHHBIX CPEACTB ABIISAETCS
aTTeCTOBAaHHBIN PaOOTHHK IKCIIEPTHOTO YUPEIKACHUS, KOTOPBIA MUMEET BBICIIICE
MEIULUHCKOE, (hapMaIleBTUYECKOe, OMOJIOTHUECKOe, BETEPHHAPHOE MITH XUMHUYECKOE
00pa3oBaHKE U TPOBOJIUT IKCIEPTU3Y JICKAPCTBEHHBIX CPEICTB B MOPSIIKE UCTIOTTHEHUS
CBOWIX JIOJDKHOCTHBIX 00sI3aHHOCTEH (J1ajiee - IKCIepr).

3. HpI/I IMPOBCACHUHU OKCIICPTU3BI JICKAPCTBCHHBIX CPCACTB SKCIICPT HC MOXKECT
HaxXoaAuThCsA B KaKOH-T100 3aBUCUMOCTH OT JMia, HA3HAYUBUICTO 3TY SKCIICPTU3Y,
p33pa6OT‘lI/IKa JICKAPCTBCHHOT'O CpCACTBA U APYTIUX 3AUHTCPCCOBAHHBIX B PE3YJIbTAaTaX
OKCIICPTHU3BI JIUII.

4. Tlpu ipoBeACHUU IKCIIEPTU3HI JICKAPCTBEHHBIX CPEJICTB HE JIOMYCKAETCS UCTPEOOBATh
y 3asBUTEINS TUO0 MHBIX JTUI] MaTepUAIIbl, HEOOXOIMMBIE JIsl MPOBEICHUS IKCIIEPTU3bL. B
Ciy4yae HeJI0CTaTOYHOCTHU MPEACTABICHHBIX IKCIIEPTY MATEPUAJIOB IS AU 3aKJIFOUCHHS
JKCIIEPT CTABUT BOMPOC O MPECTABICHUN €My HEOOXOIUMBIX MAaTepUAIOB MIEpe
PYKOBOAMTENIEM SKCIIEPTHOTO YUPEKIACHUS, KOTOPBII 00paIiaeTcsi ¢ COOTBETCTBYIOIIUM
3aMmpocoM B YIIOJTHOMOUYEHHBIH (heiepanbHblii OpraH UCIIOTHUTEIHHON BIACTH,
BBIJIABIIUH 3a/laHH€ HA TTPOBEICHHUE SKCIIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA. Y Ka3aHHBIN
(benepanbHBIA OpraH UCMOTHUTENBHON BIACTH B TEUEHUE MATH pabOUMX JHEU CO THS
MOCTYTUICHHUS 3aITPOCa PYKOBOJIUTEIIS SKCTIEPTHOTO YUPEKICHHS HATIPABIISIET 3aBUTEITIO
3ampoc 0 MpeACTaBICHUU HEOOXOAUMBIX MaTepHranoB. JJlaHHBIN 3apoc MOKET ObITh
nepeaad yrnoJIHOMOYEHHOMY MPEACTaBUTENIO 3asIBUTENS JIMUHO TIOJT PACITUCKY,
HaIpaBJIeH 10 MOYTe 3aKa3HbIM MUCHMOM WJIH MEpPE/iaH B DIEKTPOHHON dopMe 1o
TEeNIEKOMMYHHUKAIMOHHBIM KaHaIaM CBs3H. B cilydae HampaBieHHs JaHHOTO 3aIpoca 1o
MOYTE 3aKa3HBIM MHUCHbMOM OH CUMTAETCS MOJYYEHHBIM 10 UCTEYEHHUH IIECTU JTHEN C
JIaThI HAMIPABJIEHUS 3aKa3HOTO MUChMA.

(Yactp B pemakinm, BBeIeHHOM B nelicTBue denepanbHbIM 3aKOHOM OT 25 Hos0pst 2013
rona Ne 317-®3. - Cm. mpenbIAyIIy0 PeIaKInio)

4.1. 3asBuUTENb 0053aH MPEICTABUTH OTBET HA 3aMPOC YIOIHOMOYEHHOTO (hefepaibHOro
opraHa UCTIOJIHUTEILHOM BIACTH B CPOK, HE MPEBBIIIAIONIINI JIEBIHOCTA pabounx JHEH CO
JTHS €70 TOTy4YeHHsI. Y TOTHOMOYCHHBIN (eiepaibHbIi OPTaH UCIIOTHUTENLHOM BIIACTH,
BBIJIaBIIMH 3aIaHUE HA MPOBEICHUE IKCIEPTU3BI JIEKAPCTBEHHOI'O CPE/ICTBA, B TCUCHHE



MATH pabouuX THEH cO AHS MOCTYIUICHHS OT 3asBUTEINS OTBETAa Ha JaHHBIN 3a1IPOC
HAINPAaBJISET TAKON OTBET B AKCIIEPTHOE yUpexKJIeHHE. B cinydyae HenpeACcTaBICHUS 110
HCTEUYEHUH JEeBSHOCTA paboUunX JTHEH 3asBUTEIEM OTBETa Ha JaHHBIN 3ampoc
YIOJTHOMOYCHHBIN (peiepalibHbIN OpraH UCTIOTHUTEILHONM BIACTH, BEIIABIINN 3aaHIC
Ha TPOBEJCHHE IKCIIEPTHU3BI JIEKAPCTBEHHOT'O CPEJICTBA, B TEUCHHE ATU paboUuX THEH
HANPABJISET B KCIIEPTHOE YUPEKICHUE YBEAOMIIEHUE O HENIPEICTABICHUHU 3asBUTEIEM
OTBETA Ha 3aIllpOC YKa3aHHOI'O opraHa. BpeMs co 1Hs HanpaBiIeHHs 3alIpoca SKCIEPTHOrO
YUPEXKICHUS B YIIOJTHOMOUCHHBIN (De/iepanbHbIid OpraH UCIIOJHUTEIHHON BIACTH 10 JHS
MOJIyYEHUS SKCIIEPTHBIM YUPEXKICHUEM OTBETA Ha 3alpOC WM YBEIOMIIEHUS O
HENPEICTABIEHUH OTBETA HA 3alIPOC HE YUUTHIBACTCS IPU UCUUCIEHUU CPOKA
MIPOBEACHUS IKCIIEPTU3BI JICKAPCTBEHHOTO CPE/ICTBA.

(Yactp momonHUTENHHO BKIIIOUeHA DenepabHbIM 3aK0OHOM 0T 25 HosiOps 2013 roma Ne

317-®3)

4.2. Ecnu B cocTaBe perucTpalioOHHOrO J0ChE Ha JIEKapCTBEHHBIN Mpernapar Juis
MEIUIIMHCKOTO IPUMEHEHUSI COAECPKUTCS MpeaycMOTpeHHas cratbeit 18, yacthio 1.1
crathu 30 u cratbeli 34 HacTosiniero PeaepanbHOro 3aKOHA KOS PEILICHUS
YIOJIHOMOYEHHOTO (peiepaibHOTo OpraHa UCIIOHUTEILHON BIIACTH O TIPOBECHUN
WHCIIEKTUPOBAHUS TTPOU3BOTUTEIIS JICKAPCTBEHHBIX CPEJICTB, IKCIEPTY 10 0OPMIICHUS
PE3YJIBTAaTOB SKCIEPTU3HI IEKAPCTBEHHOT'O CPEJICTBA IPEOCTABISETCS B MOPSAKE U HA
YCJIOBHSIX, KOTOPBIE MIPEAYCMOTPEHBI YacTsIMU 4 u 4.3 HaCTOAIIEH CTAThU, KOMHUS
3aKJIFOUEHHUS O COOTBETCTBUHU IIPOU3BOUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM
MpaBUJI HaJIeKaIIEH TPOU3BOJACTBEHHOM MPAKTUKU, BHIJAHHOTO YITOJTHOMOYEHHBIM
dbenepanbHBIM OPraHOM UCHIOTHUTENBHOM BIIACTH.

(Hactp 1onoiaHUTENbHO BKItOUeHa ¢ 15 urons 2018 rona ®@enepalibHbIM 3aKOHOM OT 4
ntoHs 2018 roma Ne 140-D3)

4.3. 3asBuTenb 00s3aH NPEJCTaBUTh B YIIOJTHOMOYEHHBIN (hesiepaibHbli opraH
HCIIOJTHUTEJIBHON BJIACTU KOIHIO 3aKJIFOYEHHSI O COOTBETCTBUU ITPOU3BOAUTEIIS
JIEKapCTBEHHBIX CPEACTB TPEOOBAHUAM MpaBUJI Ha IeXkKalleil MPOn3BOACTBEHHON
MIPaKTUKU B CPOK, HE MPEBBIIIAOLINI CTa BOCbMUAECATH padOUnX JTHEN CO JHS
MOJIyYEeHHMS 3aIIpoca O €€ NPeA0CTaBICHUH. Y TIOJTHOMOYEHHBIN (heaepalbHblii OpraH
VICIIOJTHUTEJIBHON BJIACTH, BBIIABIINN 3aJaHUE HA IIPOBEICHUE DKCIIEPTU3BI
JIEKapCTBEHHOT'O CPEJICTBA, B TEUEHHE MATH pabounx JHEH co JHS MOCTYIICHUS OT
3asIBUTENIS KOIINHU 3aKI0YEHUS O COOTBETCTBUH IPOU3BOUTEINS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUAM MPaBUII HA/JIeKaIlleH MPOU3BOJICTBEHHOM IPAKTUKH, HAIIPABIISET €€ B
JKCIIEPTHOE yUpeKIeHHE. B cilydae HenpeacTaBiaeHns 3aBUTENIEM B YKa3aHHBIN CPOK
KOIIMH 3aKJIFOUEHHUs O COOTBETCTBUM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM IPABUJI HAAJIEKAIEH MPOU3BOACTBEHHON MPAKTUKH YIIOJHOMOYEHHBIN
(benepanbHBII OpraH UCIIOTHUTEIBHON BIIACTH, BBIJABIINI 3a/1aHUE HA TIPOBEICHHE
9KCIIEPTU3BI JIEKAPCTBEHHOT'O CPEJICTBA, B TE€UEHHE MATH PabOUMX JTHEH HalpaByseT B
JKCIIEPTHOE YUPEXKICHHUE YBEIOMIICHUE O HEIIPEACTABICHUH 3asIBUTEIIEM KO
3aKJIFOUYEHHUS O COOTBETCTBUU MTPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUIM
[IpaBUJI HaJUIeKALEH IIPOU3BOACTBEHHOM NPAKTUKU. BpeMs co AHs HanpaBiIeHUs
3arpoca SKCIEPTHOTO YUPEKIEHHS B YIIOJIHOMOUYEHHBIN (hefiepaibHbIii Opran
HCIIOJTHUTEJIBHON BJIACTHU [0 JHS MOJIyYEHUS DKCIIEPTHBIM YUPEKICHUEM KON



3aKJIIOYEHHUS O COOTBETCTBHH MPOU3BOIUTEIS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM
MpaBUJI HaJJIeKalel MPOU3BOACTBEHHON MPAKTUKU WU YBEIOMIICHUS O €€
HETIPECTaBICHUU HE YUYUTHIBAETCS ITPH UCUUCICHUH CPOKA IIPOBEICHUSI SKCIIEPTH3bI
JIEKApCTBEHHOT'O CPEJICTBA.

(YacTp gomoaHuTENbHO BKItOUeHa ¢ 15 utons 2018 roga denepaibHbIM 3aKOHOM OT 4
uroHs 2018 roga Ne 140-D3)

5. DKcnepT npu MpoOBEACHUN TOPYUCHHOM €My PYKOBOJIUTEIEM IKCIIEPTHOTO
YUpEXKICHUS IKCIIEPTU3BI JIEKAPCTBEHHOTO CPEACTBa 00sI3aH:

1) nmpoBecTH MOTHOE UCCIIEOBAHUE MTPEICTABICHHBIX eMy 00BEKTOB, MAaTEPHAJIOB, 1aTh
000CHOBaHHOE ¥ OOBEKTHBHOE 3aKIIOYCHHUE IO IOCTABICHHBIM II€PEe]] HUM BOIIPOCaM
HJIM MOTUBHUPOBAHHOC 3aKJIIOYCHHUEC O HCBO3MOKHOCTH NPOBCACHUSA UM SKCIICPTU3bL
JIEKapCTBEHHOTO CPEICTBA, €CIIH MTOCTABICHHBIE BOIIPOCHI BEIXO/IAT 32 IPEIEIIbI
CIICUAJIbHBIX 3HAHWUH OKCIICpTa, 00BEKTHI I/ICCJ'IGI{OBaHI/If/'I H MaTCpurajibl HCIPUTOAHLI UJIN
HEJIOCTaTOYHBI JUIS IPOBECHHUS HCCIICAOBAHNHN 1 1a4M 3aKIIOUCHHUS JINOO COBPEMEHHBIH
YPOBCHBb Pa3sBUTUA HAYKH HC IMO3BOJIACT OTBETHUTH HAa ITIOCTABJICHHBIC BOIIPOCHI;

2) He pasrialaTth CBEACHMsI, KOTOPbIE CTAIN EMY U3BECTHBI B CBSI3U C IIPOBEJICHUEM
9KCIIEPTU3BI JIEKAPCTBEHHOT'O CPEJCTBA, & TAKXKE CBEJIEHUS, COCTABIISIIOIINE
roCyJapCTBEHHYI, KOMMEPYECKYIO MJIM MHYIO OXPAHAEMYI0 3aKOHOM TalHY;

3) obecrieunTh COXpaHHOCTb MPEJICTABICHHBIX 00BEKTOB UCCIIEI0BAaHUN U MaTEPUAIOB.
6. DKCHepT HeE BIpaBE:

1) npoBOIUTE IKCIEPTU3Y JICKAPCTBEHHOT'O CPE/ICTBA 110 OOPAILCHUIO HEMOCPEACTBEHHO
K HEMY OpraHu3aluui Wik GU3NUecKux JIUIL;

2) caMOCTOSITENILHO COOMPATh MaTEPUAITBI IS TPOBEICHUS KCIIEPTH3bI JIEKAPCTBEHHOTO
CpEICTBa;

3) IpOBOAUTH KCIIEPTHU3Y JEKAPCTBEHHOT'O CPEJICTBA B KAUECTBE HEIOCYAaPCTBEHHOTO
JKCIepTa.

7. B ciiyuae He0OXOAMMOCTH HKCIEPT BIPaBE XOaTaliCTBOBATH Mepesl PyKOBOIUTEIEM
AKCIIEPTHOTO YUPEKACHUS O IPUBJICYEHUN K ITPOBEIEHUIO HKCIIEPTU3BI JIEKAPCTBEHHOTO
CPEICTBA IPYTUX SKCIIEPTOB.

8. Kax b1l axcnept, BXOJIAIINN B COCTaB KOMUCCUU SKCIEPTOB, KOTOPOU MOPYUYEHO
MPOBEICHUE IKCIEPTU3BI JIEKAPCTBEHHOI'O CPEICTBA, HE3AaBUCUMO U CAMOCTOSATEIILHO
MPOBOJUT UCCIIEIOBAHUS, OIIEHUBAET PE3YJIbTATHI, TOJIYUYECHHBIE UM JIMYHO U IPYTUMU
JKcIepTaMu, U GOpMYIUPYET BBIBOJBI OTHOCUTENILHO MTOCTaBICHHBIX BOIIPOCOB B
NpeJieNax CBOMX CIEeNHAIbHBIX 3HAHHM.



9. Pe3ynbTarhl 3KCHEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA OPOPMIIIOTCS 3aKII0UEHUEM
KOMMCCHH 3KCIIEPTOB. B 3aKIIF0OUeHNH KOMUCCUU SKCIIEPTOB YKa3bIBAIOTCS MEPEUCHb
UCCIIEeIOBaHMM, 00beM MPOBEACHHBIX KaKIbIM SKCIIEPTOM UCCIICIOBAHMUIA,
YCTaHOBJICHHBIE KaX/IbIM U3 HUX (DAKTHI M C/ICITAHHBIE B PE3YJIbTATE UCCIICIOBAHMIMA
BBIBOJIbI. DKCIIEPT, MHEHHE KOTOPOTO HE COBMAAAET C PEUICHHEM KOMUCCUU IKCIEPTOB,
BIIPaBE BBIPA3UTh CBOC MHECHUE B MUCBMEHHOU (hopMe, KOTOPOE PUOOIIASTCs K
3aKJIFOUEHUI0 KOMUCCUU IKCIIEPTOB.

10. DxcnepTsl, BXOJAIINE B COCTaB KOMUCCHH, MPEYNPEXIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBHUHU C 3aKOHOAATENILCTBOM Poccuiickont denepannu 3a 1avy 3aKJIIOYCHHUS,
coJiepKaliero HeoOOCHOBaHHbIE WK (albCU(UIMPOBAHHBIE BBIBOABI, O YEM OHH JAOT
IOJIIACKY.

11. Onpenenenue ypoBHs npodeccuoHAIbHON MOATOTOBKU KCIEPTOB M aTTECTAIIHS HX
Ha MPaBo MPOBEJICHUS SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISIOTCS
AKCIEPTHO-KBAMU(UKALMOHHBIMUA KOMUCCHSIMH B MOPSIIKE, YCTAHOBICHHOM
COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (eJIepaibHBIM OPTraHOM HCTIOJHUTEIBLHOM BIACTH.
YpoBeHb nmpodeccnoHanbHOM MOATOTOBKH SKCIIEPTOB MOJIEKHUT MEPECMOTPY
YKa3aHHBIMU KOMHCCHUSIMH HE PEXe YeM OJUH pa3 B IATH JIET.

12. TlpaBumna mpoBeACHUS SKCIIEPTH3BI JICKAPCTBEHHBIX CPEIICTB U OCOOCHHOCTH
9KCIIEPTHU3BI OT/IEIBHBIX BHIOB JIEKAPCTBEHHBIX IpenapatoB (pedepeHTHBIX
JICKapCTBCHHBIX MPENapaToB, BOCIPOU3BEICHHBIX JICKAPCTBEHHBIX IIPEIapaToB,
OMOJIOTHYECKHUX JIEKAPCTBEHHBIX MPENapaToB, OM0aHATIOTrOBbIX (OO0 J00HBIX )
JIEKapCTBEHHBIX MpenapaToB (OM0aHAIOTOB), TOMEOMATHYECKUX JICKAPCTBEHHBIX
MIpernapaToB, JEKAPCTBEHHBIX PACTUTEIbHBIX MpPEnapaToB, KOMOWHAIU JIEKapCTBEHHBIX
mpernapaToB), OPMBI 3aKITFOYCHHI KOMUCCUH 3KCIIEPTOB YCTaHABIMBAOTCS
COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM (pe/iepabHBIM OPraHOM HMCIIOTHUTEIBHOMN BIIACTH.
(YacTs B penakiuu, BBeieHHOU B fieiicTBre ¢ 1 uromst 2015 rona denepaibHBIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO pEAAKIUIO)

Cratps 17. Ilogada u paccMOTpeHUE 3asBJICHUS O TOCYJapCTBEHHOMN perucTpanuu
JIEKapCTBEHHOI'O IIperapara Juisi BETEpUHAPHOTO IPUMEHEHUS

1. {n1g rocy 1apCTBEHHOW PETUCTPALlUu JIEKApCTBEHHOTO Mpenapara Jjisi BETEpUHAPHOTO
MIPUMEHEHHUS pa3paboTUMK TaKOIo JIEKapCTBEHHOTO Mpenapara Wik yIOJIHOMOUYEHHOE UM
Jpyroe I0pUINYecKoe JUIO (Jajiee B HACTOSAIIEH CTaThe - 3asBUTEINb) IPEACTaBISIET B
YIIOJTHOMOYEHHBIN (peiepanbHbIi OpraH UCTIOTHUTEIHFHOM BJIACTH, OCYIIECTBIISIOIIHMA
roCy/IapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX MPENapaToB AJi1 BETEPUHAPHOTO
MIPUMEHEHHUS], B AJIEKTPOHHOMN (hopMe WK Ha OyMakHOM HOCHTEJIE 3asiBICHUE O
roCy/1apCTBEHHON PETUCTPALUH JIEKApCTBEHHOTO Mpenapara AJis BETEpUHAPHOTO
IIPUMEHEHHS], a TAK)KE B MOPSAKE, YCTAHOBIEHHOM COOTBETCTBYIOIIMM
YIOJIHOMOYEHHBIM (peiepaibHbIM OPraHOM UCTIOJIHUTENIBHON BIACTH, B 3JIEKTPOHHON
¢dbopMe unu Ha OyMa)KHOM HOCHUTEJIE HEOOXOIUMBbIE IOKYMEHTHI, U3 KOTOPBIX
(bopMHpyeTCst peruCTPallMOHHOE JOChE Ha JIGKAPCTBEHHBIN IpenapaT s BETepUHAPHOTO
MIPUMEHEHHS.



2. B 3asBieHn# 0 rocyJapCTBEHHOM perucTpaiuu JeKapcTBEHHOTO IIpenapara Jyis
BETEPUHAPHOTO IPUMEHEHUS YKA3bIBAIOTCSI:

1) HaumMeHOBaHME U a/IpeC 3asBUTEIS, pa3paboTUrKa U MIPOU3BOIUTEIIS JICKAPCTBEHHOTO
npenapara Jijisi BeTepuHApHOTO MPUMEHEHHS M aJIpEC MECTa OCYIIECTBICHUS
MIPOU3BO/ICTBA JICKAPCTBEHHOIO Mpenapara Jijisi BETepUHAPHOTO MPUMEHEHUS (B Cilydyae
HaJU4Ms HECKOJIBKHUX YYaCTHUKOB TPOIIecca MPOU3BOACTBA HEOOXOAUMO yKa3aTh
KaXJ0T0 U3 HUX);

2) HaMMEHOBAHMUE JIEKAPCTBEHHOTO TIperapara Jyisi BETepUHAPHOTO TPUMEHEHHUS
(MEeXTyHapOIHOE HEMTATEHTOBAHHOE, HITU TPYIIITUPOBOYHOE, HITM XUMHUYECKOE U TOPTOBOE
HaWMEHOBaHMS );

3) nepeyeHb NEHCTBYIOMIMX U BCIIOMOTATEIbHBIX BEIIECTB, BXOASIINX B COCTaB
JIEKapCTBEHHOTO MperapaTa JJisi BETepUHAPHOTO IPUMEHEHUS, C YKAa3aHUEM KOJIMYECTBA
Ka)KJIOTO U3 HUX;

4) nexapcTBeHHas (hopma, JO3UPOBKA, CIOCOOBI BBEACHHS U IPUMEHEHHUS, CPOK
TOJIHOCTH JICKAPCTBEHHOTO IIpenapara /sl BETEpUHAPHOTO IPUMEHEHUS,

5) dapmakoTepaneBTHUECKas rpyIa;

6) HE0OXOMMOCTh TPUMEHEHHUS YCKOPEHHOM MPOLEAYPhI SIKCIIEPTU3BI JIEKAPCTBEHHBIX
CPEICTB B LIEJIIX TOCYJApPCTBEHHOMN perucTpauu JEKapcTBEHHOIO IIpenapara;

7) KOIIMHU JOKYMCHTOB, ITIOATBCPKAAOIIHNX YIUIATY FOCy,[[&pCTBCHHOﬁ IMOIIJIMHBI:

a) 3a MMPOBCACHUC SKCIICPTU3BI KAaUCCTBA JICKAPCTBCHHOI'O CPEACTBA U SKCIICPTU3BI
OTHOIICHUA O)KI/I)IaeMOI\/'I IIOJIB3bI K BOSMOXHOMY PHUCKY IIPUMCHCHUA JICKAPCTBCHHOTI'O
npenapara JJjid BETCPUHAPHOT'0 IPUMCEHCHUS IIPU €0 FOCY,Z[apCTBCHHOﬁ perucTpanuu;

6) 34 BbIJa9y PpCruCTpaliiOHHOIO YAOCTOBCPCHU: JICKAPCTBCHHOI'O IIPCIIapaTa,

8) HanuuMe coryiacus, MPeayCMOTPEHHOTO YacThiO 7 HACTOSIIEH CTaThH, €CJIM C MOMEHTA
peructpanuu peepeHTHOTO JIEKapCTBEHHOTO MpernapaTa Jijisl BETEpUHAPHOTO
MIPUMEHEHHUS TPOIIIO MEHEE YEeM IIECTh JIET.

(ITynkt B penakiuu, BBeIeHHOM B neiicTBre deaepanbHbIM 3akoHOM OT 13 urons 2015
rona Ne 241-®3. - Cm. mpeIbIAyIIy0 PeIaKIUIo)

3. PGFI/ICTpaHI/IOHHoe A0CBE B LCIIAX SKCIICPTUIEI JICKAPCTBCHHOI'O Ipriapara JJisd
BCTCPUHAPHOI'O MPUMCHCHUA (I)OpMI/IpyeTC}I H3 CJICAYIOIUX TOKYMCHTOB:

1) KOIIHA JIMOCH3UN HA MIPOU3BOJACTBO JICKAPCTBCHHBIX CPCCTB, BBIJAaHHOM
MPOU3BOJUTCIIIO PETUCTPUPYEMOTO JICKAPCTBCHHOI'O IIp€riapaTta Ajisl BETCPUHAPHOT'O
MMPUMCHCHUSA, IJIA pOCCHf/'ICKPIX HpOPI3BOI[HTCJ'ICI>i;



(ITynkT B pemakiuu, BBeiIeHHOHU B fieiicTBre ¢ 15 nroHs 2018 romga denepanbHbIM
3akoHOM OT 4 utoHs 2018 roga No 140-®D3. - CM. ipeAbIaYyIIYIO PEAAKIINIO)

2) KOmHus JIMIIEH3UU Ha IPOU3BOACTBO JIEKAPCTBEHHBIX CPEJICTB, BHIIAHHOMN
MIPOM3BOIUTENIO (hapMaIleBTUUECKON CyOCTaHIINH, BXOSIICH B COCTaB PETUCTPUPYEMOTO
JIEKApCTBEHHOTO MperapaTa il BETepUHAPHOTO IPUMEHEHUS, SISl POCCUHUCKHUX
MPOU3BOAUTENEH;

(ITynkT B penakuuu, BBeIeHHOM B feiicTBue ¢ 15 utons 2018 rona denepanibHbIM
3aKoHOM OT 4 uroHs 2018 romga Ne 140-®D3. - CM. ipeAbIayIIYIO PEAAKIIHIO)

[ToanyHkt 2 yactu 3 HacTOsIIEH CTaTbU BCTYNWIT B cuily ¢ 1 stHBapst 2017 rona - cM.
nyHKT 3 ctaThu 4 denepanbHOro 3akoHa ot 22 nekadbps 2014 roga Ne 429-D3.

2.1) konus JOKYMEHTa, BBIJJAHHOTO YIOJIHOMOYEHHBIM OPIaHOM CTPaHbl IPOU3BOANUTENS
JUIS KaKJJOU MPOU3BOJICTBEHHON IIJIOLIA/IKK PETUCTPUPYEMOIO JIEKAPCTBEHHOTO
npernapara Jyuisi BETepUHApHOTO MPUMEHEHHs U IOATBEP K JAI0IIEro COOTBETCTBUE
IIPOM3BOIUTEIS JIEKAPCTBEHHOT'O Ipernapara TpeOOBaHUAM MPaBUJI HaJUIeKallei
IIPOM3BO/ICTBEHHOM MPAKTHKH, U €T0 NEPEBOJ Ha PYCCKUH S3bIK, 3aBEPEHHBIC B
YCTaHOBJICHHOM IMOPSAJIKE, a TAK)KE KOS 3aKJIFOUEHHUSI O COOTBETCTBUU POU3BOAUTENS
JIEKapCTBEHHBIX CPEACTB TPEOOBAHUAM MpaBUJI HaJyIeXkKalleil TPOn3BOACTBEHHON
MPAKTUKH, BBIJAHHOTO YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM HCTIOTHUTEIIbHON
BJIACTH JUJIs KXKJ0M MPOU3BOJCTBEHHON IUIOIAAKH PETUCTPUPYEMOTrO JIEKAPCTBEHHOIO
npernapara Jyisi BETEpUHAPHOIO IPUMEHEHUS, JINOO KOIHUs PELIEHUs O IPOBEACHUU
MHCIIEKTUPOBAHUS POU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB, IPUHATOIO
YIOJHOMOYEHHBIM (eiepaibHbIM OPTaHOM MCTIOTHUTEIbHON BIACTH JUIS KaXK10M
IIPOU3BOJICTBEHHON IIOLIAIKM PETUCTPUPYEMOrO JIEKaPCTBEHHOTO penapara Jis
BETEPUHAPHOTO NIPUMEHEHMSI. Y Ka3aHHbIE JOKYMEHTBI IPECTABIISIIOTCS B ClIy4yae, eciiu
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O IIpenapara OCyLIECTBIIAETCA 3a penenamu Poccuiickoi
denepanuu;

(ITyHKT omonHuTENbHO BKIHOUEH ¢ 15 utons 2018 roga denepanabHbIM 3aKOHOM OT 4
utoHs 2018 roma Ne 140-D3)

2.2) Komust JOKYMEHTa, BBIJAHHOTO YIOJTHOMOYEHHBIM OPTaHOM CTPaHbl IPOU3BOIUTENS
(hapMareBTUUeCKO CyOCTaHIIMU U TIOJITBEPKIAAIOIIETO COOTBETCTBUE TTPOU3BOIUTEIIS
(apmalleBTHUECKOI CyOCTaHIIMU, BXOSIICH B COCTaB PETUCTPUPYEMOTO
JIEKapCTBEHHOTO MperapaTa sl BETepUHAPHOTO IPUMEHEHUS, TPEOOBAHUSIM TIPABIIT
HaJjIeKallel MpOU3BOJCTBEHHON IPAKTUKH, U €r0 MEPEBOJ] Ha PYCCKUM SI3bIK,
3aBEPEHHBIC B YCTAHOBJICHHOM TIOPS/IKE, B CIIydae, €CIIM MPOU3BOICTBO
(dhapmalleBTHUECKOI CyOCTaHIINM OCYIIECTBISIETCS 3a peaenaMu Poccuiickoit
denepanuu;

(ITynkT nononaHuTenbHO BKiItodeH ¢ 15 utons 2018 roga denepanbHbIM 3aKOHOM OT 4
ntoHs 2018 roma Ne 140-D3)

3) IpoeKT HOPMAaTUBHOTO JIOKYMEHTA Ha JIEKapCTBEHHBIN MpernapaT JJ1sl BETepUHAPHOTO
[IPUMEHEHN;



4) NTOKYMEHT, COJepKallluii CIeIyIoNy0 HH(OpMaLKIO 0 apMalleBTUYECKOM
CyOCTaHIMK WU (papMaleBTUICCKUX CyOCTaHIUSAX, BXOISAIINX B COCTAB JIEKAPCTBEHHOTO
rpenapara Jijisi BETepMHapHOro PUMEHEHHUS:

a) HaMMeHOBaHue (hapMalleBTHYECKOW CyOCTaHIINH, €€ CTPYKTypa, 00IIHe CBOMCTBa (MpH
rOCYJapCTBEHHOIN pErucTpaii UMMYHOOUOJIOTHYECKUX JIEKAPCTBEHHBIX IpenapaToB
JUISL BETEPUHAPHOTO MPUMEHEHHS MPECTABIIAIOTCS CBEICHUS O IITaMMe, BKIIIOUYasi €ro
HaMMEHOBaHHE, HH(POPMAIUIO O TIPOUCXOXKICHUH, €r0 CBOMCTBAX, XapaKTEPUCTHKAX U
MECTe JICIOHUPOBAHUS);

(ITonmyHKT B pepakiuu, BBeleHHOM B neiicTBue ¢ 13 aBrycra 2019 roga @enepanbHbIM
3akoHOM OT 2 aBrycra 2019 roma No 297-®3. - CMm. mpeapIAyIIyo peaaKiuo)

0) HAaMMEHOBAaHUE U AJPEC MPOU3BOAUTEIIS;

B) TCXHOJIOTHA ITPOU3BOACTBA C OITMCAHUCM CTB,III/IfI IMPOU3BOACTBA U METOJJ0OB KOHTPOJIA
Ha BCCX CTAlUAX IIPOU3BOACTBA,

r) uHdopMalus o npuMecsx (He MpeACTaBIAETCS IPU FOCyIapCTBEHHOM PEruCTpaliuu
MMMYHOOHOJIOTHIECKUX JICKAPCTBEHHBIX MTPEIapaToB sl BETCPUHAPHOTO IPUMEHEHUS );
(ITonmyHKT B pepakiuu, BBeileHHOM B neiicTBue ¢ 13 aBrycra 2019 roga @eaepanbHbIM
3akoHOM OT 2 aBrycta 2019 roma Ne 297-®3. - CM. peapIAyIIyI0 PEAAKIIUIO)

1) crienuukanus Ha papMaleBTUUECKYIO CyOCTaHIINIO (HE MPEICTaBIsIeTCs IPU
rOCyIapCTBEHHOW PETUCTPAIINA UMMYHOOHOJIOTHYECKHX JICKAPCTBEHHBIX TIPEIIapaToB
JUISL BETEPUHAPHOTO MPUMEHEHHS);

(ITonmyHKT B penakiuu, BBeAeHHOM B neiicTBue ¢ 13 aBrycra 2019 romga denepanbHbiM
3akoHOM OT 2 aBrycta 2019 roga Ne 297-®3. - CM. npeapIAyLyo PeAAKIHUIO)

e) OINMMCAHUC MCTOAUK KOHTPOJIAA Ka4CCTBA,

) pe3yJIbTaThl aHAIM3a cepuil papMaleBTUYECKO CyOCcTaHIIMU (HE MPEICTaBISIFOTCS
P TOCYAAPCTBEHHOM PETUCTPALINA UMMYHOOMOJIOTHYECKHX JIEKApCTBEHHBIX
MpenaparoB JiJIsi BETEPUHAPHOTO MPUMEHEHUS);

(IToamyHKT B pemakiuu, BBeleHHOH B eiicTBue ¢ 13 aBrycra 2019 roga @eaepanbHbIM
3akoHOM OT 2 aBrycta 2019 roma Ne 297-®3. - CM. peapIAyIIyI0 PEIAKIUIO)

3) NEPCUYCHb CTAHJAAPTHBIX O6p213HOB HJIM BEUICCTB, UCITOJIb3YCMbBIX ITPU OCYIICCTBIICHUN
KOHTPOJIA Ka4YCCTBA,

1) OMKMCAHUE XaPAKTEPUCTHK U CBOMCTB YIIAKOBOYHBIX MAaTEPHAIIOB U YKYTTOPOUYHBIX
CPEICTB;

K) JaHHBIE O CTAOUITBLHOCTH (HE MPEACTABISIOTCS MIPHU FOCYAAPCTBEHHOM PETUCTPALIUN
MMMYHOOHMOJIOTUYECKHX JIEKAPCTBEHHBIX MPETapaToB /I BETEPUHAPHOTO IPUMEHEHUS );
(ITonmyHKT B penakiuu, BBeAeHHOU B aeiicTBue ¢ 13 aBrycra 2019 roga denepanbHbiM
3akoHOM OT 2 aBrycta 2019 roga Ne 297-@3. - CM. npeaplaylyto peaaKiuo)



JI) CPOK F'OJTHOCTH, YCIIOBUSI XpaHEHHUS;

5) otuer o pe3yabTaTax JOKIMHUYECKOTO HUCCIIEIOBAaHUS JIEKaPCTBEHHOTO CPEICTBA JIJIst
BETEPUHAPHOTO TPUMEHEHUSI, BKIIFOYAIOIIUI OMKMCAHUE METOI0B ONPEICICHUS
OCTAaTOYHBIX KOJUYECTB JICHCTBYIOIIETO BEIIECTBA (ACHCTBYIOIIUX BEIIECTB),
JIOCTUTAIOIIETO (TOCTUTAIOIINX) CUCTEMHOTO KPOBOTOKA, B IIPOYKIIUU KUBOTHOTO
MIPOMCXOXKACHUS TIOCIIC TPUMEHEHHUS TaKOTO JIGKAPCTBEHHOTO CPEJICTBA, a TAaKKe
JIOKyMEHTAIbHOE MOATBEPKICHHE (BaTUIAIMs) YKA3aHHBIX METO/IOB;

(ITynkT B pemakiuu, BBeieHHOH B feiicTtBue ¢ 13 aBrycra 2019 roga deaepanbHbIM
3akoHOM OT 2 aBrycta 2019 roma Ne 297-®3. - CM. npeapIAyIyI0 PeAaKIuLo)

6) OTYCT O pE3yJibTaTax KIIMHUYCCKOr'0 UCCIICAOBAHUA JICKAPCTBECHHOI'O IIperiapara JJIsd
BCTCPUHAPHOI'O MPUMCHCHUA Y KAXKA0I'0 BU/JAA JKUBOTHBIX, YKA3aHHBIX B HHCTPYKIUU 110
BCTCPUHAPHOMY IIPUMCHCHUIO,

7) IPOEKT UHCTPYKILUU 10 BETEPUHAPHOMY MPUMEHEHUIO JIEKapCTBEHHOTO Mpenapara,
coJieprKalllel CIeyIoUe CBEICHNUS:

a) HAaMMEHOBaHME JIEKAPCTBEHHOIO IIpenapaTa Jijisl BETEpUHAPHOIO IPUMEHEHUS
(Mex1yHapoJHOE HETaTeHTOBAaHHOE, UM I'PYNIIUPOBOYHOE, MM XUMHUECKOE U TOPrOBOE

HAaUMEHOBAHUS);

6) JICKApCTBCHHAsA (bopMa C YKa3aHUEM HaMEHOBAaHWUM U KOJWYECTBEHHOI'O COCTaBa
HGfICTByIOHIHX B€HICCTB U KAYCCTBCHHOI'O COCTaBa BCIIOMOI'aTCIIBHBIX BCIICCTB,

B) OMMCaHUE BHEITHETO BH/IA JIEKAPCTBEHHOTO Mpernapara Jijisi BETepUHAPHOTO
MIPUMEHEHUS;

r) (hapmakoTepaneBTHUECKasl TPpyIIa JIEKapCTBEHHOTO Mpenapara Jjsi BeTepUHApHOTrO
MPUMEHEHMS WM yKa3aHHe "TOMEeOoNaTHUeCKui JIeKapcTBEHHBIN npenapat";

1) hapMakoarHaAMUKa U (hapMaKOKWHETHKA (32 UCKIIIOUEHHEM (apMaKOKUHETUKU
TOMEOTATHYECKUX JIEKAPCTBEHHBIX MPETAPATOB M PACTUTEILHBIX JIEKAPCTBEHHBIX
IIpenapaToB) WIN ONMUCAHUE UMMYHOOHOJIOIMYECKHX CBOMCTB JIEKAPCTBEHHOTO
npenapara;

€) OKa3aHusl [T IPUMEHECHHUS;

) IPOTUBOIOKA3aHUS JUIsl IPUMEHEHHUS;

3) MCPBI IPEAOCTOPOKHOCTHU IIPU TIPUMCHCHHHU

1) yKa3aHUe BO3MOKHOCTH M OCOOEHHOCTEH MpUMEHEHHsI y O€pEeMEHHBIX KUBOTHBIX, Y
KUBOTHBIX B MEPHO/] JIAKTALIMHU, Y TOTOMCTBA KUBOTHBIX;



K) PEKUM J03UPOBAHUS, CIIOCOO BBEACHUS U IPUMEHEHHUS, TPU HEOOXOIUMOCTH BpeMs
IIpyeMa JEKapCTBEHHOT O Iperapara Jyis BETEpUHAPHOTO IPUMEHEHUS,
[IPOJOJIKUTENLHOCTD JICUCHUS;

J'I) BO3MO’KHEIE TOOOYHBIE I[CﬁCTBPIH, HEXKECJIATCIbHBIC pCAKIIUHU IIPU IPUMCHCHUU
JICKApCTBCHHOTO ITperiapaTa JIs1 BETCPUHAPHOI'O MPUMCHCHUS,

M) CUMIITOMBI [IEPEI03UPOBKH, MEPHI IO OKAa3aHUIO TTOMOIIU MIPH MEePEI03UPOBKE;
H) B3aUMOJIEHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU IperiapaTaMu U (HJn) KopMaMu;
0) (hopMBbI BBIITyCKa JIEKAPCTBEHHOTO Mpenapara Ajsi BETepUHAPHOIO IPUMEHEHNUS;

1) yKa3aHue (IIp1 He0OX0IMMOCTH) OCOOEHHOCTEN IeHCTBUS JIEKApCTBEHHOTO Ipernapara
U1 BETEPUHAPHOI'O IPUMEHEHHUS IIPU IIEPBOM IIPUEME UJIH NIPH €r0 OTMEHE;

p) onucanue (Mpu HEOOXOUMOCTH) ACHCTBUI CIIEIIMATUCTA B 00JIaCTH BETEPUHAPHH,
BJIAJIENIbIIA )KUBOTHOTO MPH MPOITYCKE MpUeMa OJHOM WM HECKOJIbKHUX 7103
JIEKapCTBEHHOT'O IIpernapaTta Jisi BETEpUHAPHOTO MPUMEHEHUS;

(ITonmyHKT B penakiuu, BBeAeHHOM B neiicTBue ¢ 13 aBrycra 2019 roga denepaibHbiM
3akoHOM OT 2 aBrycta 2019 roga Ne 297-@3. - CM. npeapIayIyo peaaKkiuio)

C) CPOK I'OAHOCTH U YKAa3aHUEC Ha 3alIpCT NPUMCEHCHUS JICKAPCTBCHHOT'O IIpCIiapaTa JJIsd
BCTCPUHAPHOI'O IMIPUMCHCHUA 110 UCTCUCHHUHN CPOKaA I'OJJHOCTH,

T) YCIIOBHSI XpaHEHMUS;

Y) YKa3aHueC Ha HeO6XOI[I/IMOCTL XpaHCHU: JICKAPCTBCHHOT'O IIpCIIapara ajid
BCTCPUHAPHOI'O MPUMCEHCHUA B MECTaX, HCAOCTYITHBIX IJIA I[GTGI\/JI;

¢) ykazanue (mpu HEOOXOUMOCTH) CIIELUAIBHBIX MEp NMPEIOCTOPOKHOCTH MPU
YHUUYTOXXEHUU HEHMCITOIB30BAHHBIX JIEKAPCTBEHHBIX MPETapaToB sl BETEPUHAPHOTO
MIPUMEHEHMUS;

X) CPOKH BO3MOKHOI'O UCITOJIB30BAHUA MTPOAYKIHNHU KUBOTHOT'O ITPOUCXOKACHUS MMOCJIC
BBCACHH )KUBOTHOMY JICKAPCTBCHHOTO IpIriapara JJIs1 BETCPUHAPHOTO IPUMCHCHU A,

1) YCIIOBHUS OTITYCKa;

q) HanMCHOBAHUSA U aApeCa NMPONU3BOJACTBCHHBIX IIJIOMAAO0K ITPOU3BOAUTCIIA
JICKApCTBCHHOTO ITperiapara JJIs1 BETCPUHAPHOT'O MPUMCHCHU S,

1) HANMEHOBAHNE, aJ[pec OpraHu3aIHY, YIIOJTHOMOYCHHOM epKaTeIeM WIH BIaelIblieM
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Mpernapara Ha MPUHSATUE TPETEeH3UH
OT MOTPEOUTENS,



8) MpOEeKThl MAKETOB NEPBUUHOM YIAaKOBKHU U BTOPUYHOMN YIIaKOBKH JIEKAPCTBEHHOTO
npenapara Jijisi BEeTepuHaApHOTO MPUMEHEHHUS;

9) cnenyromue cBeleHus O JIEKapCTBEHHOM MpenapaTe /Ui BeTepUHAPHOTO IPUMEHEHHUS:
a) ONHKCAHKE U COCTAB JICKAPCTBEHHOT'O Mpernapara JJisi BETCpUHAPHOTO IPUMEHECHUS;
0) onucanue (hapMaleBTHUYECKON pa3pabOTKu;

B) OMMCaHUE Ipoliecca MPOU3BOJICTBA U €r0 KOHTPOJISA, MOANMCAaHHOE B MOPSIKE,
YCTaHOBJICHHOM B COOTBETCTBUHU C YACThIO | HACTOSIIIEH CTAThU;

(ITonmyHKT B penakiuu, BBeACHHOU B aeiicTBue ¢ 13 aBrycra 2019 roga denepanbHbiM
3akoHOM OT 2 aBrycta 2019 roma Ne 297-®3. - CM. mpeapIAyIIyo peaaKiuio)

T') OMMCAHUE KOHTPOJISI KPUTUYECKUX CTAIHI MPOU3BOJICTBA U MPOMEKYTOUHOU
MPOAYKIIMH, MTOAIMUCAHHOE B MOPSIKE, YCTAHOBJICHHOM B COOTBETCTBUHU C YacThIO 1
HACTOSILIEN CTAThU,

(ITonmyHKT B penakiuu, BBeAeHHOM B neiicTBue ¢ 13 aBrycra 2019 romga denepaibHbiM
3akoHOM 0T 2 aBrycta 2019 roga Ne 297-@3. - CM. npeaplayIyo peaaKkiuio)

1) HAMMEHOBAHMUs U ajjpeca pa3padoTymKa, AepKaTess UK Biaeblia
PErUCTPAalIMOHHOTO YA0CTOBEPEHUS JIEKAPCTBEHHOTO IIpenapara, Mporu3BOICTBEHHBIX
TUIOLIA/IOK MTPOU3BOIUTENS JIEKAPCTBEHHOTO Mpernapara JJisi BETEpUHAPHOTO IPUMEHEHHUS
C YKa3aHHEM CTaJIui TEXHOJIOTHYECKOTO MPOIECCca, OCYIIECTBISEMbIX Ha
MIPOM3BOJICTBEHHBIX TIOMIAKAX MPOU3BOAUTEINSI IEKAPCTBEHHOTO TIpernapara Jyis
BETEPUHAPHOTO IPUMEHEHUS;

(IToamyHKT B pefakiuu, BBeileHHOH B nelicTBue denepanbHbIM 3aKOHOM OT 13 utoms
2015 roga Ne 241-d3; B penakiuu, BBeJIeHHOM B aeiicTBue ¢ 13 aBrycra 2019 roga
®enepanbHbIM 3aK0HOM OT 2 aBrycta 2019 roga Ne 297-®3. - Cm. npeapayuryto
peIaKInIo)

e) (I)apMaI_IeBTI/ILICCKaSI COBMCCTUMOCTD,
)K) MI/IKpO6I/IOJ'IOFI/I‘leCKI/IC XapaKTCPUCTUKU,
3) MaTepPIaJ'IBHBIfI OanaHc AJIs1 TIPOU3BOACTBA CEPUH TOTOBOI'O MMTPOAYKTA,

1) OIMCAaHUE XapaKTEPUCTUK U CBOMCTB YIAaKOBOYHBIX MaTepUAJIOB U YKYIIOPOUHBIX
CPEICTB;

K) JOKYMEHTAJIbHOE TIOATBEPKACHHE (BATHIAIMs1) POIIECCOB U (HMJIM) UX OLICHKA;

1) TpeOOBaHUs K KaUeCTBY BCIIOMOTATENIbHBIX BEUIECTB (CepTH(UKAT, crienu(UKaIms Ha
BCIIOMOTaTEJIbHBIC BEIECTBA U UX 00OCHOBAHUE);



M) AHAJIMTUYCCKUEC MECTOAMUKH, UCITIO0JIB3YEMBIC IIPHU OCYIICCTBJICHUM KOHTPOJIA Ka4u€CTBa
BCIIOMOT'aTCIBbHBIX BCIICCTB,

H) JOKYMEHTAJIbHOE MOATBEPKACHUE (BATUAALINS) AHATUTUYECKUX METOAUK,
HCIIOJIB3YEMBIX TIPH OCYIIECTBICHUU KOHTPOJISI KaUeCTBA BCIIOMOTaTEIbHBIX BEIIECTB;

0) nH(popmMaIus 00 UCIOIH30BAHUU BCIIOMOTaTEIbHBIX BEIIECTB YEIIOBEUECKOTO U
YKUBOTHOT'O IIPOUCXOXKICHNUS,

) [MoamyHkT yTpaTtun cuiy ¢ 13 aBrycrta 2019 rona - denepanbHblil 3aKOH OT 2 aBrycTa
2019 roga Ne 297-@3 - cM. peAbIAYILIYIO PEAAKIIUIO;

p) TpeOOBaHUs K KaUueCTBY JICKAPCTBEHHOTO IIperapaTa Jisi BETCPUHAPHOTO TIPUMEHEHUS
(ceprudukar, cnenudukalys Ha JEKapCTBEHHBIN ITpenapar U uX 000CHOBAHUE);

C) AHAIIUTUYCCKUC MCTOANKH, UCITIOJIB3YCMBIC IIPU OCYIICCTBJIICHUMU KOHTPOJIA Ka4€CTBa
JICKaApCTBCHHOI'O IIpCIiapaTa JJIsi BETCPUHAPHOI'O IPUMCHCHMU A,

T) JOKyMEHTAJIbHOE MOATBEPKICHUE (BaTUIAINS) AaHATUTUYECKUX METO/IUK,
KCIIOJIB3YEMBIX MIPU OCYIIECTBICHUU KOHTPOJIS KaueCTBa JIEKAPCTBEHHOTO Mperapara Jyist
BETEPUHAPHOTO IPUMEHEHUS;

y) JOKYMEHT, IMOATBEPKIAIOIINI KaueCTBO JIKAPCTBEHHOTO Mperapara Tpex
MIPOMBIIIICHHBIX CepUil (MTPOTOKOJI aHAIIM3a WM CePTH(UKAT aHATTN3a), OJTHA CepHUs
KOTOPOTO JIOJDKHA COBITAJATh C ceprel 00pasiia JIeKapCTBEHHOTO Mperapara, Mo1aHHOTO
Ha PErUCTpaIHIo;

¢) xapakTepucTHKa IpUMecei;

X) NEepCUCHb CTAHAAPTHBIX O6p33].IOB, HCIOJIb3YCMBIX ITPU OCYHICCTBJIICHUU KOHTPOJIA
Ka4ueCTBa JICKAPCTBCHHOI'O MIpcriapara AJid BETCPUHAPHOTO IIPUMCHCHU

I_[) JaHHBIC O CTaOUIBHOCTH JICKAPCTBCHHOTO IIpCIiapaTa AJisk BETCPUHAPHOTO
IMPUMCHCHUS

10) xonust TOKyMEHTa, COAEpIKaIlero nH(GOpMaILMIO O HAIUYUH U 00 OTCYTCTBUU
(akTOB perucTpalmy JeKapcTBEHHOTrO Mpernapara Jijisi BETEpPUHAPHOTO IPUMEHEHUS 3a
npeaenamu Poccniickoit denepanuu;

11) cornacue B nucbMeHHOM (opMe, MPEAyCMOTPEHHOE YacThio 7 HACTOALIEH CTaThu, B
CJIy4yae perucTpanuu BOCIPOU3BEIEHHOTO JIEKAPCTBEHHOTO MIpenapara;

(ITynkT B pemakiuu, BBeICHHOH B neiicTBue DenepanbHbM 3aKk0oHOM OT 13 utonst 2015
rojia Ne 241-®3. - Cm. npeapIAyLIy0 PeIaKIHUIO)



12) xonust TOKyMEHTa Ha PyCCKOM SI3bIKE, 3aBEPEHHOT0 B YCTAHOBIIEHHOM TOPSIJIKE U
IIOATBEP K IAOLLETO IIPABOMOUYHOCTD 3asiBIIEHUS O TOCYAapCTBEHHOM perucTpanuu
JIEKapCTBEHHOT'O MperapaTa Jjisi BETEpUHAPHOTO IPUMEHEHUs (JI0BEPEHHOCTb );

13) cBeneHus 0 roCyJapCTBEHHOHN perucTpaliy FreHHO-UHXKEHEPHO-MOAU(DUIIPOBAaHHBIX
OpPraHMU3MOB, IIPEIHA3HAYEHHBIX /IS BBIITYCKA B OKPYXKAIOLIYI0 cpeny (IIpu
rOCyJJapCTBEHHOH perucTpanyu JeKapCTBEHHbBIX IPEenapaToB 1Jisl BETEPUHAPHOIO
MIPUMEHEHHS, TIOJTYYECHHBIX C IPUMEHEHUEM T'eHHO-MHKEHEPHO-MOTU(PUIIMPOBAHHBIX
OpPraHU3MOB UJIM COJEPXKALIUX TAKUE OPraHU3MBbI).

(ITlynkt nononuurensHO BKItoueH ¢ 13 aBrycra 2019 roga denepanbHpIM 3aKOHOM OT 2
asrycra 2019 roga Ne 297-®3)

4. Tlpu npoBeIcCHUU YCKOPEHHOM TTPOLIETYPhl SKCIIEPTU3BI JIEKAPCTBEHHOTO IIpenapara
JUISL BETEPUHAPHOTO MPUMEHEHHS B IIEJISX €r0 rOCyAapCTBEHHOM PEruCTpalui BMECTO
oTueTa pazpaboTyuKa 0 pe3yJibTaTax JOKIMHHYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO
CpeICTBa 71l BETEPUHAPHOTO MPUMEHEHUS MOXKET OBITh IPECTaBIeH 0030p HAYYHBIX
paboT o0 pe3yabTaTax JOKIMHUYECKOTO UCCIIeIOBaHUS pehepeHTHOTO JICKApCTBEHHOTO
npernaparta Jijisl BETepUHAPHOTO IPUMEHEHHS, 8 BMECTO OTYETa O Pe3yIbTaTax
KJIMHUYECKOTO MCCIIEIOBAaHMUS JIEKAPCTBEHHOIO Mpernapara Jijisi BETepUHAPHOTO
MIPUMEHEHHUS OTUET O Pe3yJbTaTaX UCCIETOBAHUI OMOIKBUBATICHTHOCTH
BOCITPOM3BEJICHHOT0 JIEKAPCTBEHHOT'O MIpenapara Jijisi BETepUHAPHOTO MPUMEHECHHUS.
(Yactp B penakiuu, BBeieHHOI B neiicTBue ¢ 13 aBrycra 2019 roga denepanbHbiM
3akoHOM OT 2 aBrycta 2019 roma Ne 297-®3. - CM. peapIAyIIyI0 PeIaKIuLo)

5. Ha skcniepTusy pa3inyHbIX JIEKAPCTBEHHBIX (POPM OJTHOTO U TOTO K€ JIEKAPCTBEHHOTO
npenapara Jijisi BETepMHApHOTO MPUMEHEHHMS 3asIBUTEIIb MPEACTABISAET OTIEIbHBIC
3asBJICHUS U PETUCTPAIMOHHBIC TIOChE HAa KAXAYIO JiekapcTBeHHYIO dhopmy. [Ipu ycnosun
OJTHOBPEMEHHOI! MOojaur Ha SKCTIIEPTU3Y OJHOU JEKApPCTBEHHOMN (POPMBI C pa3InYHBIMU
JIO3UPOBKOM, KOHIIEHTpAIMEH, 00BEMOM 3asBUTEIb MPECTABISET OJTHO 3asABJICHUE U
PErUCTPALIMOHHOE A0ChE C MPUIIOKEHNEM MAKETOB MEPBUYHOM YIIAKOBKU U BTOPUYHOM
yrnakoBku. Ha MakeTax mepBUYHOM YIIaKOBKU U BTOPHUYHOMN YITAKOBKH YKAa3bIBAIOTCS BCE
MPOU3BOIUMBIE JO3UPOBKU, KOHIICHTPAIIUH, 00bEMbI U KOJIHUYECTBO /103 B YIIAKOBKE
JIEKapCTBEHHOTO MperapaTa JJisi BETepUHAPHOTO TPUMEHEHUSI.

(Yactp B penakium, BBeIeHHOI B nelictBue ¢ 13 aBrycra 2019 roga denepansHbiM
3akoHOM oT 2 aBrycta 2019 roga Ne 297-@3. - CM. npeaplaylyto peaaKkiuo)

6. 3asBUTEIb BIPaBE MPEACTAaBUTH 110 COOCTBEHHON MHUIIMATUBE BMECTE C 3asIBJIEHUEM O
roCyJapCTBEHHOM pPEruCTPALMH JIEKAPCTBEHHOTO Mpernapara Juisi BETEpPUHAPHOIO
IIPUMEHEHHSI TOKYMEHTBI, TOATBEPKIAOIIHUE YIIIATy TOCYJapCTBEHHOMN MOLUINHBI U
YKa3aHHBIE B IIyHKTE 7 4aCTH 2 HACTOSLIEH CTaThU. B ciydae ux HenmpeacTaBiIeHUs
COOTBETCTBYIOLIMH YIOJIHOMOYEHHBIN (heaepanbHblii OpraH UCIOJHUTEIBHOM BIaCTH
mpoBepsieT QakT yIaaThl 3aBUTEIEM roCyAapCTBEHHOM MOMUTUHBI TOCPEACTBOM
UCIOJIb30BaHU MH(POPMAIK 00 yIjiaTe TocyapCTBEHHOM MONIUIMHBL, COepKalencs B
INocynapcTBeHHOM MHGOPMAIIMOHHON CUCTEME O TOCYJAPCTBEHHBIX U MyHHUITUTIATBLHBIX
I1aTe’Xkax, Ha OCHOBAaHUM NPEACTABICHHBIX 3asBUTENEM KON JOKYMEHTOB,
MTOATBEPKIAOIINX YIUIATY TOCYAAPCTBEHHON MOIUIAHBI.



7. He nomyckaeTtcs UCIOJIb30BaHHE B KOMMEPUECKUX 1eNIIX MHPOPMAIMH O pe3yIbTaTax
JOKIIMHUYCCKUX I/ICCJIGILOBaHI/If/’I JICKAPCTBCHHBIX CPCACTB U KIIMHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ
JIEKapCTBEHHBIX MPENapaToB /ISl BETEPUHAPHOTO IPUMEHEHHUS, TIPEICTaBICHHOM
3asIBUTEIIEM JIJISl TOCYIAPCTBEHHON PErUCTPAIlUU JIEKAPCTBEHHBIX MPENapaToB, 0€3 ero
coryiacus B TEYEHHE IIECTHU JIET C AaThl TOCYJapCTBEHHOM peructpanuu peepeHTHOTo
JIEKapCTBEHHOT 0 Tipenapara B Pocculickoit @enepanuu.

8. lep>kaTeib WK BiaJIesel] perUCTPAllMOHHOTO YO0CTOBEPEHHUS JIEKAPCTBEHHOTO
npernaparta Jijisi BETepUHAPHOTO IPUMEHEHUS IPEJICTABIISIET B YIIOJTHOMOYEHHBIN
denepanbHBI OPraH UCMOJHUTEIBHON BIACTH OTYET 10 pe3yibTataM (hapMaKoHAI30pa
OJIMH Pa3 B IIECTh MECSIIEB B TEYEHHE JIBYX JIET [1OCJIE TOCYIaPCTBEHHON PETUCTPALIUU
JIEKapCTBEHHOT O Ipernapara B Poccuiickoi @enepannn, 3aTeM €KEroqHO B TEUEHUE
MOCIEAYIONMIUX TPEX JIEeT U B AalbHEHIIIeM OJIUH pa3 B TPH Tofa.

(Yactp nomomHuTenpHO BKItoUeHa ¢ 13 aBrycra 2019 roga denepanbHbIM 3aKOHOM OT 2
asrycta 2019 roga Ne 297-03)

(Cratbs B penakiuu, BBeZeHHOH B aeiicTBue ¢ 1 utonsg 2015 roga denepanbHbiM
3akoHOM 0T 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYLIYIO PEAAKIUIO)

Cratbs 18. Ilogaua 1 paccMOTpEHUE 3asBIIEHUS O TOCYAAPCTBEHHOU PErucTpanuu
JIEKapCTBEHHOT'0 Mpenapara A MEIULMHCKOTO IPUMEHEHUS

HanmenoBanue B penakiiuu, BBeJieHHOU B aeiicTBue ¢ 1 urons 2015 rona denepanbHbIM
3aK0oHOM 0T 22 aexadps 2014 roga Ne 429-@3. - CMm. npeablAyLIYIO0 pEAAKIUIO

1. /Ins rocy1apCcTBEHHOW perucTpalvy JEKAPCTBEHHOIO Mpenapara Jijisi MEJUIUHCKOTO
MIPUMEHEHUSI FOPUIUYECKOE JTUII0, TEHCTBYIOIIEE B COOCTBEHHBIX HHTEPECAX HIIH
YIIOJTHOMOYEHHOE NPEACTABIATh HHTEPECHI APYTOT0 FOPUANYECKOIO JIULA U 3asBIAIOIICE
JIEKapCTBEHHBIN Mpenapar Ha rOCyIapCTBEHHYIO PETHCTPALIUIO (J1ajiee B HACTOSIIICH
CTaThe - 3asBUTEJb), IPEJICTABISIET B YIIOTHOMOYEHHBIN (eiepabHbIil Opran
HCTIOJIHUTEIBHON BIACTH, OCYIIECTBISIONMNA FTOCYTAPCTBEHHYIO PETUCTPALIUIO
JIEKapCTBEHHBIX MPENapaToB JJIsl MEIUIMHCKOTO IPUMEHEHUs, B 2JIEKTPOHHOH Qopme U
Ha OyMa)XHOM HOCHUTEJIE 3asiBJIEHHUE O TOCY/IapCTBEHHON PETUCTPAIINU JIEKAPCTBEHHOTO
rpernapara i MEAUIUHCKOTO IPUMEHEHHUS], a4 TAK)KE B IIOPSIAKE, YCTAHOBJIEHHOM
YIIOJITHOMOYEHHBIM (pe/iepaIbHbIM OPraHOM UCTIOTHUTEIHHOM BJIACTH, B SJICKTPOHHOU
¢dbopMe u Ha OyMa)KHOM HOCHUTEIIe HEOOXOMMbIE JOKYMEHTBI, U3 KOTOPBIX (POPMUPYETCS
PETUCTPAIMOHHOE JI0ChE Ha JICKAPCTBEHHBIN Npenapar sl MEIUIMHCKOTO TPUMEHECHUS.
(Yactp B penakiuu, BBeieHHOI B neficTBue ¢ 1 uromnst 2015 rona denepaibHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - CM. IpeAbIIyIIyIO PEIAKIIHIO)

2. B 3asBJIEHUH O TOCYJAPCTBEHHOUW PETUCTPALIMH JIEKAPCTBEHHOTO Mpenapara s
MEIHUIMHCKOTO TPUMEHEHUS YKa3bIBAIOTCS:

1) HauMeHOBaHuUe, aJpec 3asBUTENSA U IPOU3BOAUTENS JIEKAPCTBEHHOTO IIperapara Juls
MEIUIIMHCKOTO MPUMEHEHHUSI, CBEJCHHS 00 X pPEerUCcTpalii B KaUeCcTBe
HAJIOTOIJIATEIIbIIMKA B CTPaHE PETHCTPALUU (U1 POCCUMCKUX IOPUANYECKHX JIUI] -
UAeHTUPUKAIMOHHBIN HoMep Hanororarensiyka (MHH), nns nHocTpanHbIx



OPUIMYECKHX JIMI] - CTpaHa PETUCTpaIlii, HAMMEHOBAHUE PETUCTPUPYIOIIETO OpraHa,
PErucTpallMOHHBINA HOMEpP, KO/ HAJIOTOIIaTEbIINKA B CTPAHE PETUCTpalluu
(MHKOpTOpAIlMK) WIIM €T0 aHAJIOT) U aJpec MECTa OCYIIECTBICHHSI IIPOU3BOJICTBA
JIEKApCTBEHHOTO TMpernapaTta (B cliydae HAJIMYUS HECKOJIbKUX YYaCTHUKOB ITPOIIECCa €ro
MIPOM3BOJICTBA HEOOXOAMMO yKa3aTh KaKIOTO yUYaCTHHUKA B COOTBETCTBHH C
OCYIIECTBIISIEMOM CTaANeil MPOU3BOJICTBA);

(ITonmyHKT B penakiuu, BBeAeHHOU B aeiicTBue ¢ 1 ssuBaps 2018 roga denepaibHbIM
3akoHOM OT 28 nekabpst 2017 roga Ne 425-03. - Cm. npeAbIAYIIYIO PEAAKITUIO)

2) HauMEHOBaHME JIEKAPCTBEHHOI'O IIpernapara sl MEJULUHCKOTO IPUMEHEHUS
(Mex1yHapoJHOE HENaTeHTOBAaHHOE, UM I'PYNIIUPOBOYHOE, MIIM XUMHUECKOE U TOPrOBOE
HAaUMEHOBAHUS);

3) IICPCUCHb I[eﬁCTBYIOHIHX K BCIIOMOTI'aTCJIbHBIX BCIICCTB, BXOAAINX B COCTAaB
JICKApCTBCHHOTO ITperiapara JJIis1 MCAUIIUHCKOI'O IPUMEHCHUS, C YKa3aHMEM KOJIMYCCTBA
KaXXJ0ro U3 HUX,

4) nexapcTBeHHas (hopma, JO3UPOBKA, COCOOBI BBEACHHS U IPUMEHEHHUS, CPOK
TOJIHOCTH JICKAPCTBEHHOTO TIpenapara sl MEIUIIMHCKOTO TPUMEHEHNS;

5) dpapmakoTepaneBTHUECKas TPYIINa, KO aHATOMO-TePaleBTHYECKO-XUMUIECKON
KJIacCU(UKaLlMU, pEKOMEH0BaHHON BceMupHoOl opranuzanyeil 31paBooXpaHeHus,
3asiBJIIEMBbIE IT0KA3aHMs U1 IPUMEHEHUS JIEKapCTBEHHOIO Ipenapara s
MEJIULIMHCKOTO IPUMEHEHMS;

6) OTCYTCTBHE HEOOXOIUMOCTH MIPEAOCTABIICHUSI OTYETA O PE3yJIbTaTaX KIMHUYECKOTO
HCCIIeTOBaHMS, UCCIIeI0BAaHUSI OMOAKBUBAIEHTHOCTH JIEKAPCTBEHHOTO Mpenapara,
pa3pelieHHoro AJI MeIUIIMHCKOTO TpuMeHeHus B Poccuiickoit deneparuu 6omee
JBAJIATHU JIET, C YKa3aHUEM HOPMATHUBHBIX MTPABOBBIX AKTOB, MOITBEPKIAIONTUX JaHHBIN
CPOK IMPUMCHCHU A,

7) HeoOoxoauMoCTh opopMIIeHUS pa3pelieHus Ha BBO3 B Poccuiickyro deaepannio
KOHKPETHOW MapTHUU 3apETUCTPUPOBAHHBIX U (MJIM) HE3aPETUCTPUPOBAHHBIX
JICKApCTBCHHBIX CPCACTB, MPCAHA3HAUCHHBIX IJId MPOBCACHHNA SKCIICPTU3bL
JIEKapCTBEHHBIX CPEJICTB B LIEJISX TOCYAaPCTBEHHON PETUCTPALINN;

8) HEOOXOAMMOCTh IPOBEACHUSI SKCIIEPTU3bI TOKYMEHTOB, MPEACTABIEHHBIX IS
OIpeJIeJIeHUs] BO3MOXKHOCTH PacCMaTpHUBATh JIEKAPCTBEHHBIN MpenapaT JJIst
MEIUIUHCKOTO IPUMEHEHHS TIPU OCYIIECTBICHUH TOCYapCTBEHHOM PETUCTPAIINN B
KayecTBe OppaHHOT0 JIEKAPCTBEHHOI'O Ipernapara;

9) HE0OXOMMOCTh TPUMEHEHHUS YCKOPEHHOM MPOLEAYPBI IKCIIEPTU3BI JIEKAPCTBEHHBIX
CPEICTB B IIEJISIX TOCYJApPCTBEHHOM perucTpaiim JeKapcTBEHHOIO IIpenapara;

10) xonuM JOKYMEHTOB, MOATBEPHKAAIOIINX YIUIaTy TOCYJapCTBEHHOM MOIMITUHBL:



a) 3a IPOBEJICHUE IKCIIEPTU3BI IOKYMEHTOB, MPEICTABICHHBIX ISl ONIPEICIICHUS
BO3MOXHOCTH pacCMaTprUBaTh HeKapCTBeHHBIﬁ npenapar ajd MCAUIUHCKOI O
MPUMEHEHHS TIPU OCYIIECTBICHHH FOCYIaPCTBEHHON PErUCTpalui B KAUYECTBE
opdaHHOTO JICKApCTBEHHOTO Iperapara;

0) 3a MpoBeICHNE HKCIIEPTU3BI KAYECTBA JICKAPCTBEHHOTO CPEJCTBA U IKCIIEPTHU3HI
OTHOLLIEHUS 0KUJIAEMOU IMOJIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHHUS JIEKAPCTBEHHOTO
Mpernapara, pa3peueHHoro Iy MEIUIIMHCKOro NpuMeHeHus B Poccuiickont @enepanuu
0oJee BaALATH JIET, IPU OCYLIECTBICHUU TOCYIAPCTBEHHON PErUCTpalluu
JIEKApCTBEHHOI0 Iperapara;

B) 3a IPOBCACHUC SKCIICPTU3BI KAYCCTBA JICKAPCTBCHHOI'O CPEACTBA U DKCIICPTU3EL
OTHOIICHUA O)KI/IIIElGMOﬁ ITOJIB3BbI K BOBMOKHOMY PUCKY NPUMCHCHUA JICKAPCTBECHHOI'O
npcriaparta 11 MCAUIUHCKOI'o IIPUMCHCHUA IIPH €0 FOCYHapCTBeHHOﬁ perucrpanuu;

T') 3a IPOBEJICHUE IKCIIEPTU3BI KAYECTBA JICKAPCTBEHHOTO CPEJICTBA U IKCIICPTU3BI
OTHOIIEHUS 0KHJIa€MOM TMOJIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHHUS JIEKAPCTBEHHOTO
npenapara Jijisi MeIUIIMHCKOTO IPUMEHEHHS, B OTHOIIICHUH KOTOPOTO ITPOBEICHBI
MEXIyHapOAHbIE MHOTOLICHTPOBBIE KJIMHUYECKHE UCCIICIOBAHMS, YaCTh U3 KOTOPBIX
npoBeneHa B Poccuiickoit denepannu, mpu OCyIIeCTBICHUU TOCYIapCTBEHHON
perucTpanuu JIEKapCTBEHHOTO Mpernapara;

11) Hanuuue coriacus MPOU3BOIUTEINS JIEKAPCTBEHHOTO IIperapara, Ipou3BOJCTBO
KOTOpOTI'0 OCYHIECTBIIAETCS 3a npeaenamu Poccuiickoin denepannu, Ha NPOBEICHUE
WHCIEKTUPOBAHUS MTPOU3BOJUTENS HA COOTBETCTBHE TPEOOBAHUAM MPaBUI HAJ[ISKAIIECH
IIPOU3BOJICTBEHHOM IIPAKTUKH;

12) Hanuuue coriacusi, Mpe1yCMOTPEHHOI0 YacThio 18 HacTosmel cTaThy;

13) yka3aHue BH1a JIEKapCTBEHHOTO Mpernapara, IpeCTaBIEHHOT0 Ha PETUCTPALII0
(pedepeHTHBII TeKapCTBEHHBIH Mpenapar, BOCIPOU3BEACHHBIN JT€KapCTBEHHBIN
npemnapar, OMOJIOTHYECKU JIEKapCTBEHHBIN Ipenapar, 01MoaHanoroBblil (0Monog00HbIN)
JIeKapCTBEHHBIH Mpenapat (OnoaHanor), roMeonaTH4ecKuil JIekapcTBEHHBIHN Mpenapar,
JIEKapCTBEHHbIN paCTUTENIbHBIN Npenapar).

(Yactp 2 B penakiuu, BBeZieHHOH B AeiicTBue ¢ 1 utons 2015 roga deaepanbHbIM
3aKkoHOM oT 22 nexadps 2014 roga Ne 429-03. - Cm. npeabIAYLIYIO peAAKIUIO)

3. PerucrpanuonHoe 10Che Ha JIEKapCTBEHHBIN MpernapaT A1 MEIULIUHCKOTO
MIPUMEHEHHUSI PEOCTABISIETCS B (hOpME OOIIETO TEXHUYECKOTO JTOKYMEHTA.
(YacTp B penakuuu, BBeIeHHOU B JieiicTBre ¢ 1 ssHBapst 2016 rona denepalibHbIM
3ak0HOM OT 22 nekadpst 2014 roma Ne 429-D3. - CM. ipeapIAyIIyIO PEAAKIINIO)

4. Paznen NOKyMEHTallMKA aIMUHUCTPATUBHOTO XapaKkTepa BKIIOUAET B ce0s:

1) 3asiBIIEHHE O TOCYAapPCTBEHHOM PErUCTpaIiy JISKAPCTBEHHOTO MperapaTa Juis
MEIUIIMHCKOTO IPUMEHEHNS B AJIEKTPOHHON (popMe 1 Ha OyMa>KHOM HOCHTEIIE;



2) KOTHIO TOKYMEHTa Ha PYCCKOM SI3bIKE, 3aBEPEHHOTO B YCTAHOBJIICHHOM TIOPSIJIKE U
MOATBCPIKAAOIICTO IIPABOMOYHOCTD 3aABUTCIIA ITOAABATh 3asBJICHUC O I‘OC}’Z[&pCTBCHHOﬁ
perucTparyu JeKapCTBEHHOTO Mperapara Jijisi MeJUIIMHCKOTO TPHUMEHEHHS
(10BEpEHHOCTH);

3) KOIHIO JIMIIEH3UU Ha IPOU3BOICTBO JIEKAPCTBEHHBIX CPEJICTB MUITU KOIHUIO 3aKIFOUCHUS
0 COOTBETCTBUHU MPOU3BOIUTES JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSM MPABHII
HaJjIeKalel MPOoU3BOJCTBEHHON IPAKTUKH, BBIJAHHBIX YIIOJIHOMOYEHHBIM
(dhenepalbHBIM OPTraHOM HCITOJIHUTEIILHON BJIACTH B OTHOIIIEHWHU MTPOU3BOICTBEHHOM
IJIOIIAIKH PETUCTPUPYEMOTO JIEKAPCTBEHHOTO IIpenapara, B ciydae, eCiiv IpOU3BOICTBO
JIEKaApCTBEHHOTO MperapaTa ocymiecTBisiercs B Poccuiickoit denepanuu;

(ITynkT B penakuuu, BBeJIeHHOM B fieiicTBue ¢ 15 utons 2018 rona denepanibHbIM
3akoHOM 0T 4 utonst 2018 roga Ne 140-D3. - CM. IpeapIIyIIy0 PEIAKIINIO)

4) KOO BBIJAHHOW YITOJIHOMOYEHHBIM OPTaHOM CTPAHBI TPOU3BOIUTEIS TUIICH3UU Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O MIperapara U ee MepeBoi Ha PYCCKUU S3bIK, 3aBEepEHHbBIC
B YCTAaHOBJICHHOM IOPSIIKE, @ TAKXKE KOIMHUIO 3aKJIFOUECHUSI O COOTBETCTBUU
MTPOM3BOIUTEIS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSM MPABUII HaJICKAIICH
MIPOU3BOJICTBEHHOM MTPAKTUKH, BBIJAHHOTO YIIOJTHOMOYEHHBIM (peiepaibHBIM OpPraHOM
WCTIOTHUTEJIPHOW BJIACTH B OTHOIICHUH MPOM3BOICTBEHHOH TUIOMIAIKA
PErUCTPUPYEMOTO JIEKAPCTBEHHOTO IIpenapara, Uik KOMUIO PEHICHUS YIIOTHOMOYEHHOTO
(dhenepalbHOro0 OpraHa UCIOIHUTEIBHON BJIACTH O MPOBEACHUN NHCIICKTHPOBAHUS
MIPOU3BOIUTEIS JIEKAPCTBEHHBIX CPEJICTB, B CIIydae, €CIU MIPOU3BOJICTBO JIEKAPCTBEHHOTO
npernapaTa oCyuecTBisieTcs 3a npeaenamu Poccuiickoit @enepannu;

(ITynkT B penakiuu, BBeIeHHOH B feiicTBue ¢ 15 utons 2018 rona denepanbHbIM
3ak0oHOM OT 4 ntoHs 2018 roga Ne 140-D3. - CM. peAbIayLIYIO pEAAKIINIO)

5) MPOEKT UHCTPYKIIUU 110 METUIIMHCKOMY TIPUMEHEHHIO JICKApPCTBEHHOTO Mperapara,
COZIepIKAIIEH CIICYIOIIUE CBEICHHS:

a) HaMEHOBaHME JIEKAPCTBEHHOTO Mpernapara (MeX/IyHapoJHOEe HEMTaTeHTOBAaHHOE, WIN
IPyNIUPOBOYHOE, M XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) nexkapcTBeHHas opMa ¢ yKa3aHuEM HAaUMEHOBAHHUM U KOJMYECTBEHHOT'O COCTaBa
JEHCTBYIONIMX BEIIECTB M KAYECTBEHHOTO COCTaBa BCIIOMOTAaTEIbHBIX BEIIECTB (TIpU
HEO0OXOIUMOCTH KOJTHYECTBEHHOTO COCTaBa BCIIOMOTATEIIBHBIX BEIIECTR);

B) OIMMCAHUE BHCITHETO BUAA JICKAPCTBCHHOI'O IpfIiaparta JAJIs1 MCAUIITUHCKOIO
MIPUMCHCHUS

I) GU3MKO-XUMHUYECKHE CBOMCTBA (1S paarodapMalieBTHUECKHUX JIEKapCTBEHHBIX
IIpENnapaToB);

,Z[) (I)apMaKOTepaHeBTI/I"ICCKaH rpyiumiia, Koa JICKApCTBCHHOI'O IIpcriapaTta AJid
MCIUIUHCKOI'O IPUMECHCHUS 110 aHaTOMO-TepaHeBTquCKO-XHMquCKOﬁ KJ'IaCCI/I(bHKaHI/II/I,



pekoMeH10BaHHON BcemupHOl opranu3zanueit 3paBooXpaHeHus, WK YKa3aHue
"roMeonaTHuecKuil JJeKapCTBEHHBIN npenapar”;

e) hbapmakoamHamMuKka u hapMaKOKMHETHKA (32 HCKITFOUYeHUEM (apMaKOKUHETHKHU
rOMEOIATHYECKUX JICKAPCTBEHHBIX MPEMAPATOB M PACTUTEILHBIX JICKAPCTBEHHBIX
IIpenapaToB);

) TIOKa3aHUs JJIs1 IPUMCHCHUS;

3) IPOTUBOIOKA3aHUS JIJIsl IPUMCHEHUS;

1) MEPHI MPEIOCTOPOKHOCTH TPU IPUMECHEHUH,

K) yKa3aHHWe BO3MOXKHOCTH U OCOOCHHOCTEH MPUMEHEHMS JIEKAPCTBEHHOTO TIperapaTa
JUTSE METMITUHCKOTO TIPUMEHEHUST OEpeMEHHBIMH JKECHIIUHAMH, JKCHIIIMHAMHE B TIEPUO]T
TPYJHOTO BCKAPMIIMBAHHUS, JICTHMH, B3POCIBIMHI, HIMCIOIIUMU XPOHHYECKHE
3a0071€BaHuUs;

J) PSKUM JTO3UPOBAHUS, CIIOCOOBI BBEICHUS M TPUMEHEHHSI, TIPU HEOOXOTUMOCTH BPEMSI
IpreMa JICKapCTBEHHOTO Tperapara Uit MeIUITMHCKOTO PUMEHECHHS,

MpOAOJIKUTCIIBHOCTD JICUCHUA, B TOM YHUCJIC Y JieTelt 10 ¥ moclie OJJHOro roaa,

M) BO3MOJKHBIC HCKCIIATCIbHBIC PCAKIINH IIPU IIPUMCHCHHH JICKAPCTBCHHOI'O IIpCIiapaTa
AT MEAUIIUHCKOT'O ITPUMCHCHMUA

H) CHUMIITOMBI NIEPCAO3UPOBKH, MCPBI 11O OKA3aHHUIO ITOMOIIU ITPU NMEPCAO3UPOBKE,

0) B3aUMOJIeHCTBUE C APYTUMH JIEKaPCTBEHHBIMU MpenapaTaMy U (MJIK) MUILIEBbIMU
MIPOYKTAMH;

1) GopMBI BBIITyCKa JIEKAPCTBEHHOTO IIpenapara;

p) yKkazaHue (Ipu He0OXOJMMOCTH) 0COOEHHOCTEH JIeicTBUS JIEKapCTBEHHOIO IpenapaTa
JUISL MEUIITHCKOTO TIPUMEHEHMSI TIPU TIEPBOM MpUEME WIIH IIPU €r0 OTMEHE;

¢) onucanue (mpu HeoOXOIUMOCTH) AeUCTBUI Bpaua (enpamiepa) U (Win) NalueHTa npu
IIPOITyCKE IpUeMa OJHOW MM HECKOJIBKUX 103 JIEKAPCTBEHHOTO Npernapara s

MCIUIIUHCKOI'O IPUMCHCHUA

T) BO3MOXKHOE€ BIUSTHUE JIEKAPCTBEHHOTO TpernapaTa Jjisl MeIUIUHCKOTO IPUMEHEHHUs Ha
CIIOCOOHOCTH YMPABIIATH TPAHCIIOPTHBIMU CPEICTBAMHU, MEXaHHU3MaMU,

y) CpOK TOJTHOCTH M YKa3aHHE Ha 3alpeT MPUMEHEHHS JICKapCTBEHHOTO Tperapara JJist
MEIHUIMHCKOTO ITPUMEHEHUS 110 HCTEUEHUU CPOKA TOJTHOCTH;

¢) ycrnoBus XpaHEHHUS;



X) YKa3zaHue€ Ha HeO6XOI[I/IMOCTL XpaHC€HUA JICKAPCTBCHHOI'O IIpCIiapaTta ajid
MCIUIIUHCKOI'O IPUMCHCHUA B MECTAaX, HCAOCTYITHBIX IJIA [[GTCfI;

1) yKa3zaHue (pyu He0OXOJUMOCTH) CIIEHUANBHBIX MEpP MPEIOCTOPOKHOCTHU TPU
YHUYTOKEHUH HEHUCIIOIb30BAHHBIX JICKAPCTBEHHBIX MIPENAapaToB I MEAULUHCKOTO
IIPUMEHEHNS;

9) yCIIOBUS OTITYCKa;

1II) HAUMEHOBAHUS M aJJpeca MPOU3BOICTBEHHBIX TUIOMIAIOK TPOU3BOIUTEIS
JICKapCTBEHHOTO Iperapara;

111) HAUMEHOBAHUE, aJipec OpraHu3ally, YIOJHOMOYEHHOH AepKaTeleM WIN BIaJelIbLEM
PEruCTPaliMOHHOIO YA0CTOBEPEHUS JICKAPCTBEHHOIO IIpenapara st MEAULUHCKOIO
IIPUMEHEHHUS Ha IPUHATUE PETEH3UN OT MOTPEOUTES;

6) HUHCTPYKIHIO IT0 MCAUTTUHCKOMY IIPUMCHCHUIO UJIN KPATKYIO XapPAKTCPUCTUKY
JICKApCTBCHHOT'O IIpCriapara, YTBCPKIACHHBIC B CTPAHC ITPOU3BOAUTCIIA,

7) IpOEKThl MAKETOB IEPBUYHOMN YIIAKOBKHM U BTOPUYHOMN YIIaKOBKH JIEKAPCTBEHHOIO
npenapara s MEJUIUHCKOrO IPUMEHEHNS;

8) NpoeKT HOPMATUBHOW JOKYMEHTAIMH WJIX HOPMATUBHOTO JOKYMEHTA Ha
JIeKapCTBGHHBIfI npemnapar 11 MCIAUIIUHCKOI'0 IPUMCHCHU S 1100 YKa3zaHue
COOTBETCTBYIOLIEH (hapmakomneitHoi ctaTbu;

9) moxyMeHT, coaiepkamuii ”HPOPMAIIUIO O HAJTUIUH WK 00 OTCYTCTBUU (haKTOB
pErUCTpalMK JEKAPCTBEHHOI O IIpenapara Uik MEJUIMHCKOTO IPUMEHEHMS 3a
npeaenamu Poccniickon ®enepannu;

10) KOIIMKU JOKYMCHTOB, 3aB€PCHHBIX B YCTAHOBJICHHOM IMOPAJKE U MMOATBCPKAAOIINX
(bakT perucTpaium JeKapCTBEHHOTO Mpernapara B MHOCTPAHHBIX TOCYIapCTBax B
Ka4ecTBe OP(PaHHOTO JICKAPCTBEHHOIO Tperapara;

1 1) IUTaH YIIPAaBJICHUSA PUCKAMU IS OMOJIOrHYECKUX JICKAPCTBCHHBIX MPCIIApaTOB IJIA
MCIUIIMHCKOI'O IPUMCHCHUA

12) nokymeHT o cucteMe (hapMakoHa30pa Jep>KaTes UId BiIaenblia
PEruCTPallMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOT'O IIpErnapara;

13) noxymMeHT, MOATBEPKIAIOIIUI Ka4eCTBO JICKAPCTBEHHOTO Mpemnapara Tpex
MIPOMBIIIJICHHBIX CEPHH (MPOTOKOJI aHATN3a UK CEPTU(UKAT aHATIN3a), OJTHA CEPUS
KOTOPOTO JIOJDKHA COBIAIATh ¢ cepuei oOpasiia JIeKapCTBEHHOTO Mpenapara s
MEIUIIMHCKOTO TIPUMEHEHHUS, TIPEICTABIIEHHOTO HA TOCYIaPCTBEHHYIO PETUCTPAITHIO.
(Yactp B penakuuu, BBeieHHOU B nelicTBre ¢ 1 ssuBaps 2016 rona denepanbHbiM
3aKkoHOM OT 22 nexadbps 2014 roga Ne 429-03. - Cm. npeAbIAyLIYIO peAAKIUIO)



5. Pazpen xumudeckon, papMarieBTHIECKON U OMOJIOTHYECKON JOKYMEHTAIIUU BKIIFOYAET
B ce0sl IOKyMEHTEHI, cojiepkainre nHpopMaIuio o papManeBTHIeCKOr CyOCTaHITUN U
JIEKApCTBEHHOM IpernapaTte I MeIUIIMHCKOTO PUMEHEHHUS, TIPOIECCE €ro
MIPOU3BOJICTBA U METO/IaX KOHTPOJIS KaueCTBa, B TOM YHCIIE:

1) KomuIo JOKYMEHTA, COACPIKAIIETO CICIYIONIYI0 HH(OPMAIIHIO O (hapMalleBTUIECKOM
CcyOCTaHIIMH WU (papMalleBTUYECKUX CyOCTaHIIUSAX, BXOISAUINX B COCTAB JIEKAPCTBEHHOTO
mpermapara, 3a HCKIIFoUeHUuEM HHPOopMaIiu 0 papMaleBTUISCKUX CyOCTaHIUsX,
BKJIFOUEHHBIX B TOCYJITaPCTBEHHBIN PEecTp JEKapPCTBEHHBIX CPEJICTB B COOTBETCTBUH CO
cratheit 34 Hacrosiiero deepanbHOTO 3aKOHA!

(AG3ar B penakiuu, BBeICHHOU B nericTBre ¢ 28 nexkadps 2019 roga denepanbHbiM
3akoHOM 0T 27 nekadbps 2019 roga Ne 462-D3. - CM. npeAbIAYIIYIO PEAAKITUIO)

a) HauMeHoBaHue (papMareBTUUECKON CyOCTaHIINH, €€ CTPYKTYypa, 00IlIre CBOMCTBA;

6) HAaWUMCHOBAHHUC U aZIpCC IIPOU3BOAUTCIIA,

B) TCXHOJIOT U ITPOU3BOACTBA C OIITMCAHUCM CTaI[I/Iﬁ IIpOU3BOJACTBA U METOJOB KOHTPOJIA
Ha BCEX CTaAUAX IMPOU3BOACTBA,

I') OMKcaHue pa3pabOTKu Mmpoliecca MPOU3BOICTBA;

1) OMMCAaHUE KOHTPOJISI KPUTUYECKUX CTAIHI MPOU3BOJICTBA U MPOMEKYTOUHOU
MPOAYKIINH;

€) TOKYMEHTaJIbHOE MOITBEpKAeHUE (BaJTUAalNs) IPOIECCOB U (HIIN) UX OILICHKA,
) CBOMCTBA M CTPYKTYpa JIEHCTBYIOIIHNX BEIIECTB;

3) XapaKTepHUCTUKa IPUMECEH;

1) cneurdukanys Ha papmMaleBTHUECKYI0 CyOCTaHIIUIO U €€ 000CHOBAHMUE;

K) aHAJIMTUYECKHE METOAMKH, UCTIOBb3YEMbIE TIPU OCYIIECTBICHUN KOHTPOJISI KauecTBa
(bapmMarieBTHUECKON CyOCTaHIIUMY;

J) TOKYMEHTaIbHOE MMOATBEPIKACHUE (BaTH AN ) aHATUTHYECKUX METOJIUK,
HCIIOJIB3YEMBIX ITPU OCYHICCTBICHUH KOHTPOJIA KAa4€CTBA Q)apMaueBTquCKoﬁ
cyOcTaHIuH,

M) pe3yJIbTaThl aHAIHM3a CEPHl hapMaIleBTUUECKON CyOCTaHIINH;

H) MepeveHb CTaHAAPTHBIX 00PA3I0B UJIH BEIIECTB, UCIOIb3YyEMbIX ITPH OCYIIECTBICHUH
KOHTpOJISI Ka4eCTBa;



0) OITUCAaHHE XapPAKTEPUCTUK U CBONCTB YITAKOBOYHBIX MATEPHUATIOB U YKYTIOPOYHBIX
CPEICTB;

1) JaHHBIE O CTAOMIBLHOCTH (PapMaleBTUUECKOM CyOCTaHIINY;

P) CPOK T'OAHOCTH;

1.1) B oTHOWIEHUH (hapMalIeBTUYECKUX CYOCTaHIIMM, BXOASIIUX B COCTAB
JIEKapCTBEHHOI'O IIpeTapaTa U BKJIIOUEHHBIX B TOCYIaPCTBEHHBIIN PEECTp J1€KapCTBEHHBIX
CPEZACTB B COOTBETCTBHUHM €O cTaThel 34 HacTosAuero denepaabHOro 3aK0Ha, - KOs
JOKYMEHTA, CO/ICPIKaIIEro CICAYIOUIYI0 HHPOPMALIUIO:

a) HaMMeHOBaHue (papMaIeBTUICCKON CyOCTaHINH, €¢ CTPYKTYypa, OOIIHNe CBOMCTBA,

0) HaMMEHOBaHUE U AAPEC IPOU3BOAUTEIIS;

B) pe3yJIbTaThl aHaIN3a cepuil papMalieBTUYECKON CyOCTaHIINM;

I') CPOK F'OJTHOCTH;

(ITlynkr 1.1 nonosnHuTenbHO BKIOUYEH ¢ 28 nexadps 2019 roga denepanbHbIM 3aKOHOM

ot 27 nekabps 2019 roga Ne 462-D3)

2) TOKYMEHT, COJEpKaIlIHUH CIeIyIOLIIe CBEIEHUS O JIEKapCTBEHHOM Ipernapare 1Jis
MEIUIIMHCKOTO MPUMEHEHHUS:

a) OIMMCAHUC U COCTAB JICKAPCTBCHHOTO IIpCIiapaTa JJIs1 MCAUTTUHCKOT'O IPUMCHCHUS

0) onucanue (hapMareBTHIECKOM pa3paboTku (000CHOBaHUE BHIOOpA COCTaBa,
MEPBUYHON YIIaKOBKH U UHOTO);

B) TCXHOJIOTHA ITPOU3BOACTBA C OIIMCAHUEM cTaguit IMPOU3BOACTBA U METOJ0B KOHTPOJIA
Ha BCEX CTaUAX IMPOU3BOACTBA,

I') OMCAHUE KOHTPOJISI KPUTUYECKUX CTaJAMN Mpoliecca MPOU3BOACTBA U IPOMEKYTOUHOM
IPOIYKLUH;

1) HANMEHOBAHKE M aJJpeC MECTa OCYIIECTBICHUS IPON3BOJICTBA JIEKAPCTBEHHOTO
mpemnapara Jijisl MeIUIIUHCKOTO IPUMEHEHUs (B cllydae HATMYHs HECKOJIbKUX YYaCTHUKOB
mporiecca MPOU3BOICTBA HEOOXOANMO yKa3aTh KAKIOTO U3 HUX);

e) ¢apmareBTUYeCcCKasi COBMECTHMOCTb;

) MUKpOOHMOJIOTMYECKHNE XapaKTePUCTHUKHU;

3) MaTCpI/IaJ'IBHHﬁ OanaHc JJI1 TIPOU3BOACTBA CEPUU T'OTOBOI'O MPOAYKTA,



1) OIMCAaHUE XapPAKTEPUCTUK U CBOMCTB YIAKOBOYHBIX MAaTEPUAIIOB U YKYIIOPOUHBIX
CPEICTB;

K) IOKyMEHTaJIbHOE MOJATBEPKICHHE (BaTMAIs1) TPOLIECCOB MPOU3BOJICTBA U (MJIM) UX
OILICHKA;

1) TpeOOBaHUs K KAUECTBY BCIIOMOTATENILHBIX BEHIECTB (cepTudUKaT, crienuuKanms Ha
BCIIOMOTaTEIIbHBIC BEIIECTBA U UX 00OCHOBAHHE);

M) AHAJIMTUYCCKUEC MCTOJNUKH, UCITIO0JIB3YEMBIC IIPHU OCYIICCTBICHUN KOHTPOJIA Ka4u€CTBa
BCIIOMOT'aTCIBbHBIX BCIICCTB,

H) JOKYMEHTAJIbHOE TTOATBEPKACHUE (BATHIALINS ) aHATTUTUYECKUX METO/IHK,
HCIIOJIb3YEMBIX IPU OCYILECTBIECHUN KOHTPOJIS KAYECTBA BCIIOMOIaTEIbHbBIX BEILIECTB;

0) na(pop™MaIus 00 UCIOIH30BAHUU BCIIOMOTaTEIbHBIX BEIIECTB YEIIOBEUECKOTO U
YKUBOTHOT'O IIPOUCXOKICHNUS,

l'[) PIH(bOpMaI_II/ISI 00 HCITOJIb30BAaHUM HOBBIX BCIIOMOTaTeIbHBIX BCIICCTB,

p) TpeOOBaHUS K KaUeCTBY JIEKAPCTBEHHOTO IIpenapara Jjsl MEUIIMHCKOIO IPUMEHEHUS
(ceprudukar, cienuduKanys Ha JIEKapCTBEHHBIN Mpemnapar u 1X 000CHOBAHUE);

C) AHAIIMTUYCCKUC MCTOAUKH, UCITOJIB3YCEMbIC IIPHU OCYIIECCTBJIICHUN KOHTPOJIA KaueCTBa
JICKApCTBCHHOTO Iperiapara JJisi MCAUITUHCKOI'O MPUMCHCHUS

T) TOKyMEHTAJIbHOE MOATBEPKICHUE (BaIMJalUsl) aHATUTHUECKUX METOAMK,
HCIIOJIB3YEMBIX IIPU OCYIIECTBICHUU KOHTPOJISA KaueCTBA JIEKAPCTBEHHOIO Iperapara JJis
MEIULIMHCKOTO IPUMEHEHMS;

Y) PE3YJIbTAThl AHAJIN30B cepnﬁ JICKApPCTBCHHOTO IIpCIiapaTa AJIsI MCAUTTUHCKOT'O
IMPUMCHCHUS

() xapakTepucTuKa npuMecei;

X) MepeyeHb CTaHIaPTHBIX 00pa31I0B, UCIOIb3YyEMBIX NPU OCYIIECTBICHUH KOHTPOJISA
KayecTBa JIEKapCTBEHHOIO Mpelnapara s MEAULMHCKOTO IPUMEHEHUS;

11) JaHHbIE O CTAOMJIBHOCTH JIEKAPCTBEHHOIO MIpernapara Jisi METUIIUHCKOTO
IIPUMEHEHHSL.

(YacTs B pemakiuu, BBeIeHHOMU B nericTBre ¢ 1 ssuBapst 2016 roga denepanbHbiM
3akoHOM 0T 22 niekadps 2014 roga Ne 429-@3. - CM. npeabIAyIIyIO PeAAKIHIO)

6. Pazgen (I)apMaKOHOFquCKOﬁ, TOKCHKOJIOTHYECKOMH AOKYMCHTAIIUU BKJIHOYACT B ce0s
OTYCTHI O pE3yJIbTaTaxX JOKIIMHUYCCKUX I/ICCJ'IG}IOBaHI/Iﬁ JICKAPCTBCHHOT'O CpeACTBA IJIA
MCIUIIUHCKOI'O IPUMCHCHH A, B TOM YUCJIC:



1) otuet 0 hapmMakoIMHAMUYECKUX UCCIIEJOBAHUSIX;
2) oTtueT 0 (hapMaKOKUHETHUECKUX MCCIEAOBAHUAX;

3) OT4ET O TOKCUKOJOTUYECKUX UCCIIETOBAHMSIX.

(YacTp gomoaHUTENBHO BKIIOUEHA C 26 oKTsA0ps 2010 roga deaepaabHbIM 3aKOHOM OT
11 oktsa6ps 2010 rona Ne 271-®3; B penakuuu, BBeieHHOH B neiictue ¢ 1 stuBaps 2016
rona deaepanbHbIM 3aK0OHOM OT 22 aekadps 2014 roma Ne 429-D3. - Cm. npeapiaynryto
peaaKInIo)

[Tonoxxenus yactu 6 Hacrosen ctaThi (B penakuuu degepanbHOro 3akoHa ot 11
okTs10ps 2010 roma Ne 271-D3) npuMEHSIOTCS K IPABOOTHOIICHHUSAM, BO3HUKIIIMM ITOCTIE
JIHS BCTYIUIEHUs B cuity 111 Poccuiickoit depepanuy npoToKoiaa O MpUCOSIMHEHUN
Poccuiickoit deneparuu k BcemupHoil TOproBoit opraHu3alivu - CM. CTaTbio 2
®enepanbHoro 3akoHa ot 11 oxTs6ps 2010 roga Ne 271-D3.

7. Pa3nen KIMHUYECKOH JOKYMEHTALMU BKIIFOUAET B Ce0sI OTYETHI O pe3yIbTaTax
KIIMHUYECKUX UCCIIeI0BaHUN JIEKApCTBEHHOTO IIpenapaTa i MeAULUHCKOTO
[IPUMEHEHHUS, B TOM YHCIIE:

1) oT4eTsl 00 HccIeIOBaHUAX OUOOCTYITHOCTH M OMOAKBUBAJICHTHOCTH, UCCIICIOBAHMSIX,
YCTaHABJIMBAIOIINX KOPPEISIUIO PE3yIHTATOB, MOJYYCHHBIX B YCIOBHSX in Vitro  in
Vivo;

2) oT4eThl 0 (PapMAKOKMHETUYECKUX HUCCIICAOBAHUIX;
3) oT4eThl 0 (papMaKOTMHAMUYECKUX HCCIETOBAHUAX;
4) oTueTHl 0 KIMHUYECKUX UCCIeI0BaHUAX (P (PEKTUBHOCTH U 0€3011aCHOCTH;

5) OTYET O MOCTPETUCTPALIMOHHOM OIBITE MPUMEHEHUS (IIPU HATTUYHH).
(Yactp nomonHuUTENbHO BKItOUeHa ¢ 1 ssuBapst 2016 rona @enepaibHbIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-D3)

8. TpeboBanus k 00beMy HHPOPMAIUH, IPEAOCTABIIEMON B COCTaBE PErUCTPALIMOHHOTO
JIOChE, JIJIS1 OT/IETBHBIX BUJIOB JIEKAPCTBEHHBIX MPEMAPATOB JJII METUIIMHCKOTO
MPUMEHEHUS YCTaHABINBAIOTCS YIIOJTHOMOYEHHBIM (peiepabHbIM OpraHOM
HWCIIOTHUTETbHON BIACTH.

(YacTp gononHuTenbHO BKItOYeHa ¢ 1 siHBaps 2016 roga denepanbHbIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-D3)

9. B oTHOIIEHNY JIEKaPCTBEHHBIX MTPENAPATOB, Pa3pEIICHHBIX JJISI MEIUITTHCKOTO
npuMmenenus B Poccuiickoit @eneparuu 6osee ABaALATH JIET U B OTHOIIEHUU KOTOPBIX
HEBO3MOJKHO TTPOBE/ICHHE UCCIIEIOBAaHUN NX OMOIKBUBAJICHTHOCTH (32 HCKITIOYECHUEM
OHMOJIOTMYECKHX JICKAPCTBEHHBIX MPENapaToB), TOMYCKAaeTCs BKIIIOUEHUE B COCTaB
pasnena ¢hapMaKkoIOTHIECKON, TOKCUKOJIOTUUECKON JOKYMEHTAIIUHU U pa3jeria



KJIMHAYECKOW TOKYMEHTAIlMA BMECTO OTYETa pa3padO0TUrKa O pe3ysibTaTax COOCTBEHHBIX
JOKJIMHUYECKUX UCCIIEIOBAHUM JIEKAPCTBEHHBIX CPEJICTB U KIIMHUYECKUX UCCIEAOBAaHUMN
JIEKApCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO TPUMEHEHHU 0030pa HAyYHBIX PaboT o
pe3yabTaTax JOKJIMHUYECKUX UCCIIEI0BAHUM JIEKAPCTBEHHBIX CPEJICTB U KIIMHUYECKUX
WCCIIeI0BaHUH JTAHHBIX JICKAPCTBEHHBIX MTPENapaToB, B TOM YHCIIC BKIFOYAs OMBIT UX
MOCTPETUCTPALMOHHOTO MPUMEHEHHUSI.

(YacTp nomonaHuTenbHO BKItOUeHa ¢ 1 ssHBapst 2016 roga denepanbHBIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3; B pengakiuu, BBeICHHOH B aeticTBue ¢ 1 mapra 2020 roga
®denepanbHbIM 3ak0HOM OT 27 aexadpst 2019 roga Ne 475-D3. - Cm. npeapaynyro
peaaKInIo)

10. Ilpu rocynapcTBEHHON pErUCTpallii BOCIIPOU3BEACHHBIX JIEKAPCTBEHHbIX
MpenaparoB JUJIsl MEAUIUHCKOTO IPUMEHEHHMS I0ITyCKAaeTCs BKIOYEHUE B COCTaB pa3zena
(hapMakoIIOTHYECKO, TOKCHKOJIOTHYECKON JOKYMEHTAIIMH U pa3ziesia KIMHUIECKOH
JOKYMEHTAI[UU BMECTO OTYeTa pa3paboTurKa O pe3yabTaTax COOCTBEHHBIX
JOKJIIMHUYECKUX UCCIIEI0BAaHU JIEKAPCTBEHHBIX CPEACTB 0030pa HAyYHBIX padoT O
pe3ynbTaTax JOKIMHUYECKUX UCCIIeI0BaHUH peepeHTHOTo JIEKapCTBEHHOTO Mpenapara
U IPEJCTaBICHUE BMECTO KIIMHUYECKUX UCCIIEI0BAaHUI B MIOJIHOM 00BEME,
YCTAHOBJICHHOM pa3/iejIoM KJIMHUYECKON JOKYMEHTAlMu, OTYETa O pe3yibTaTax
UCCIIeIOBaHU OMOPKBUBAJICHTHOCTH BOCIIPOU3BEACHHOTO JIEKAPCTBEHHOTO Mpernapara
U1 MEUIIMHCKOT0 TpuMeHeHust. He TpeOyercs npecTaBieHne oTyeTa o pe3yjbTaTax
UCCIIeIOBaHU OMOPKBUBAJICHTHOCTH BOCIIPOU3BEACHHOTO JIEKAPCTBEHHOTO MIpernapara
JUISL MEUIITHCKOTO TIPUMEHEHMSI, €CIIM PETUCTPUPYIOTCS BOCIIPOU3BEICHHbBIE
JIEKapCTBEHHBIE ITpenapaThl JJisl MEAULIMHCKOTO IPUMEHEHUs, KOTOPbIE:

1) npeaHa3HavyeHsl U1 NapeHTePaIbHOTO (TIOAKOKHOTO, BHY TPUMBIILIEUHOT O,
BHYTPUBEHHOI'O, BHYTPUIJIA3HOT'0, BHYTPUIIOJIOCTHOTO, BHYTPUCYCTAaBHOTI'O,
BHYTPHUKOPOHAPHOT'0) BBEJCHHUS U MPEJICTABIISAIOT COOON BOJIHBIE PaCTBOPBI;

2) npeAcTaBiIsOT coO00M pacTBOPHI I HEPOPATILHOTO IPUMEHEHMS;

3) npou3sBeneHbl B (popMe MOPOIIKOB WU JIMOPMIN3ATOB I IPUTOTOBIECHUS
pacTBOpPOB;

4) ABNSAIOTCA Ta3aMu;

5) SIBIAIOTCS YIIHBIMM WM TJIa3HBIMU JIEKAPCTBEHHBIMU NpernapaTaMu, ponu3BeIeHHBIMU
B (hopMe BOAHBIX PACTBOPOB;

6) mpeHa3HAYCHBI AJI1 MECTHOTO TPUMEHEHHUS U TIPUTOTOBJICHBI B ()OpMeE BOTHBIX
PacTBOpPOB;

7) peACTaBISIOT COOOM BOJTHBIE PACTBOPHI ISl HCTIOIB30BaHUS B (HOPME HHT TSN C
MOMOIIBIO HeOyaii3epa WK B KaUeCTBE Ha3aJIbHBIX CIPEEB, IPUMEHSIEMBIX C TTOMOIIBIO
CXOJHBIX YCTPOMCTB.



(YacTp nomoaHuTenbHO BKItOUeHa ¢ 1 ssHBaps 2016 roga denepanbHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

11. JIns cimydaeB, yka3aHHBIX B TyHKTax 1-3, 5-7 wactu 10 HacTosIei craThy,
BOCITPOM3BEICHHBIN JICKAPCTBEHHBIHN Mperapat A1 MEIUIIMHCKOTO IPUMEHEHHUS JTOJDKEH
coJiepKaTh TaKHUE K€ BCIIOMOTATENIbHbBIE BEIIECTBA B TAKUX K€ KOJUYECTBAX, KaK U
pedepeHTHBIH JIeKapCTBEHHBIN mpemnapaT. Eciii cocTaBel BCHOMOTaTEIbHBIX BEIIECTB
pa3uyaroTCs, 3asBUTENb JOJIKEH IIPEICTaBUTh J10Ka3aTEIbCTBA TOTO, UTO UCIOJIb3yEeMblIe
B JIaHHBIX KOHIICHTPAIIUSIX BCIIOMOTAaTENIbHBIE BEIIECTBA HE BIUSAIOT Ha 0€30MMaCHOCTh U
(nn) 3 PEeKTUBHOCTH JIEKAPCTBEHHOTO TIperapara Jyisi MeIUIIMHCKOTO MpuMeHeHus. B
cily4ae, €Clid 3asBUTEIIb HE MOXKET MPEACTAaBUTh TAaKHE JI0KAa3aTeIbCTBA U (MJIN) HE UMEET
JIOCTYTIa K COOTBETCTBYIOIIMM JJAHHBIM, OH JIOJKEH MTPOBECTH COOTBETCTBYIOIINE
WCCIIEIOBAHMS 7S I0Ka3aTeIbCTBA OTCYTCTBUS BIUSHUS PA3HBIX BCIIOMOTATEIbHBIX
BEIIECTB MIIM BCIIOMOTATEIBHBIX YCTPOHUCTB Ha O0e30macHoCTh U (1iH) ) PEeKTHBHOCTH
JIEKApCTBEHHOTO MperapaTa sl MeIUIIMHCKOTO IPUMEHEHUS B TTOPSIJIKE,
YCTAHOBJICHHOM YIIOJTHOMOYEHHBIM (peiepaIbHbIM OPraHOM MCIIOTHUTEIHLHOMN BIACTH.
(YacTp nomoaHuTenbHO BKItOUeHa ¢ 1 ssHBaps 2016 roga denepanbHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

12. TIpu rocymapcTBEHHOM perucTpaiiuy KoMOWHAIMI paHee 3aperuCTPUPOBAHHBIX
JIEKApCTBEHHBIX MPEMapaToB sl MEIUIIMHCKOTO TPUMEHEHUS JJOITYCKAETCs BKIIOUCHHE
B COCTaB pasjeina (HapMaKoJIOTHYECKOM, TOKCUKOJIOTHYECKOM IOKyMEHTAllUU U pa3jiena
KIIMHUYECKOW JJOKYMEHTAI[UU BMECTO OTYETa pa3paboTdrKa O pe3yIbTaTax COOCTBCHHBIX
JOKJIIMHUYECKUX UCCIIEeI0OBAaHU JIEKAPCTBEHHBIX CPEACTB 0030pa HAYYHBIX padoT O
pe3yabpTaTax JOKJIMHUYECKUX UCCIIeI0BaHMM pepepeHTHBIX JIEKApCTBEHHBIX IIPEapaToB,
BXOJIAIINX B COCTaB KOMOMHAIIMH JIEKAPCTBEHHBIX MPEMapaToB, U 00 OTCYTCTBUH HX
B3aUMOJICHCTBUS B OJHOM JIEKAPCTBEHHOU (hopMme.

(Yactp nmomonHUTENsHO BKItOUeHa ¢ 1 ssuBaps 2016 roga denepaibHBIM 3aKOHOM OT 22
nexadpst 2014 romga Ne 429-D3)

13. Ha skcniepTu3y pa3auyHbIX JEKapCTBEHHBIX (HOPM OJHOTO U TOTO K€
JIEKapCTBEHHOI'O IIpernapara JUisi MEAULMHCKOTO IPUMEHEHUS 3asBUTEIND IIPEICTABIISAET
OTJIENIbHBIE 3asIBJICHUS U PETUCTPALIMOHHBIE JOChE HA KaX/1YI0 JIEKapCTBEHHYIO GopMYy.
ITpu ycnoBuu 0JHOBPEMEHHON NOJJauu Ha SKCHEPTH3Y OJHON JIEKapCTBEHHOU (HOPMBI C
Pa3IMYHBIMH 103UPOBKOMN, KOHIIEHTpAIMel, 00beMOM 3asiBUTEIIb MIPEICTABISIET OJHO
3asBJICHNE U PETMCTPALMOHHOE JIOChE C IPUIIOKEHNEM MAKETOB YIIAKOBOK Ha KaX1ylO
JO3UPOBKY, KOXK/IyI0 KOHIIEHTPAIUIO, KaX/IbIil 00bEeM U KaX/J10€ KOJIMYECTBO 103 B
yIaKOBKE.

(Hactp nononHuUTENbHO BKItoUeHa ¢ 1 suBaps 2016 rona ®@enepalibHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

14. Ilpu rocynapcTBEHHON perucTpaiuu ophaHHOTO JEKapCTBEHHOI O IIpernapaTa
3asBUTEINb MIPEJCTaBIsET HHPOPMALIHIO, HEOOXOIUMYIO 1t (JOPMHUPOBAHUS pa3ferna
KIIMHTYECKON JOKyMC€HTalluu, B 061)eMe, YCTAaHOBJICHHOM YIIOJTHOMOYCHHBIM
(benepaabHBIM OPraHOM HCTIOJIHUTENBHON BIACTH.



(YacTp nomonaHuTenbHO BKItOUeHA ¢ 1 ssHBapst 2016 roga denepaibHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

15. Ilpu peructpanyu OGHOIOTUIECKOTO JICKAPCTBEHHOTO Ipenapara, oIy4eHHOTO U3
KpPOBH, ILJIa3MbI KPOBU YEJIOBEKA, B COCTaBE PErMCTPALMOHHOIO JOChE Ha JIEKaPCTBEHHBIN
mpemnapar I MeIUIIUHCKOTO IPUMEHEHUS JIOJKHBI OBITh MTPEICTABICHBI
JIOTIOJIHUTENBHO:

1) B pazaene TOKyMEHTAIlMK aJIMUHUCTPATUBHOTO XapaKTepa JJOKYMEHT, COJIepKaIluit
nHpopMaIuo o cyobeKTax 00paleHus JOHOPCKOW KPOBH U (MJIH) €€ KOMITOHEHTOB, O
TOM, TJie ObLIa OCYIIECTBIICHA TOHALUS (KPOBH U (MJIH) TUIa3MBbI KPOBH ), @ TAKXKE JTaHHbIE
00 nH(EKINOHHBIX 3a00JIeBaHUSIX, TIEPEIAIOIINXCS TAPEHTEPATLHBIM Ty TEM,
nHpopManus o cyObeKTax oOpalieHus TOHOPCKOM KPOBH U (MJTH) € KOMIIOHEHTOB, B
OTHOIICHUU KOTOPBIX OCYIIECTBISIETCS KOHTPOJIb IOHOPCKOM KPOBU U (UJIH) €€
KOMITOHEHTOB;

2) B pazJiesie XMMUYECKOH, (hapMareBTHUECKOM U OMOIOTHIECKOM TOKYMEHTALINH:

a) KpUTEPHH U CTIOCOOBI 0TOOpa, TPAHCTIOPTHPOBAHMS M XPAHEHUS JOHOPCKON KPOBH U
(W1H) ee KOMIIOHEHTOB;

0) pe3yJbTaThl UCCIICIOBAHUI OTOOPAHHBIX JOHOPCKON KPOBH U (WJIN) TIA3MBI KPOBH U
MyJIOB Ha Halmu4Ke Bo30yauTenel nHpeKuui, BKIovas nHpopMaiuo oo
WCIIOJIb30BAHHBIX METOJIUKAX MCCIICOBAHUI U B CITydae MCCIEAOBAHUS ITyJIOB TUTa3Mbl
KPOBH pe3ybTaThl IOKYMEHTATLHOTO MOATBEPKACHUS (BATHUIAIIUHN) UCIIOIb30BAHHBIX
METO/IHK;

B) TEXHUYECKUE XapaKTEPUCTUKN YIAKOBKH JIJIs 0TOOpa IOHOPCKOM KPOBH U (MITH)
J1a3Mbl KPOBH, BKJIIOYasi HH(POpMAIIHIO 00 MCTIONIb30BAaHHBIX PACTBOpaxX
AQHTUKOATYJITHTOB.

(Yactp nomonHUTENbHO BKItOUeHa ¢ 1 ssaBapst 2016 rona ®@enepaibHbIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-D3)

16. Knuanueckue uccieoBanusl JIEKApCTBEHHOI O IIperapaTa JUisi MEIULUHCKOTO
IIPUMEHEHHUS B LIEJIAX €ro roCyJapCTBEHHOM perucTpanuu npopoasarcs B Poccuiickoi
®denepanyy B MOPsIKE, yCTAHOBIEHHOM cTaThaMu 38-44 Hactosuiero denepanbHoro
3akoHa. OTYET O MPOBEIEHHBIX UCCIIEAOBAHMUAX BKIOYAETCS B COCTaB pa3iena
KJIMHUYECKOW TOKYMEHTAlUH PETUCTPALIMOHHOTO 0ChE Ha JICKAPCTBEHHBIN IIpenapar
JUISL MEAUIIMHCKOTO TpUMEHEHNUs. ISl IeKapCTBEHHBIX ITPENapaToB sl MEAUIIMHCKOTO
IIPUMEHEHHUs], B OTHOILIEHUH KOTOPBIX B PE3YJIBTATE DKCIEPTU3BI JOKYMEHTOB,
MIPEACTABJICHHBIX JJI ONIPENEICHUs BO3MOKHOCTH pPacCMaTpUBaTh JIEKAPCTBEHHBIN
mpemnapar sl MeJUIIMHCKOTO IPUMEHEHHs B KauecTBe Op(aHHOTO JIEKAPCTBEHHOT'O
rpenapara, Takasi BO3MOXXHOCTb MPU3HAHA U B OTHOUIEHUN KOTOPBIX IPOBEACHBI
KJIMHUYECKHUE UCCIIEI0BAaHNUs, BBIITOJIHEHHBIE 3a Npenenamu Poccuiickon denepannu B
COOTBETCTBHH C MPaBUJIaMU HaJJIexkalllel J1abopaTOpHOM MPaKTUKU U MPaBUIIaMU
HaJyIeKallel KIMHUYECKOU NTPAKTUKH, JOIIYCKAETCs BKIIOUEHUE B COCTAB pa3ena



KJIMHAYECKOW TOKYMEHTAIlMA BMECTO OTYETa O pe3yJibTaTax KIMHUYCCKUX MCCIICIOBAHUM
JIEKapCTBEHHOTO MperapaTa il MEIUIUHCKOTO MPUMEHEHUS, TIPOBE/ICHHBIX B
Poccuiickoit denepaiuu, oT4eTa 0 pe3ysibTaTax KIMHUYECKUX UCCIIECIOBAHUH,
BBIITOJIHEHHBIX 3a IpeaenaMu Poccuniickoit denepanuu.

(YacTp nomoaHuTEeNnbHO BKItOUeHA ¢ 1 ssHBaps 2016 roga denepanbHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

17. 3asiBUTEH BIpaBe MPEICTABUTH IO COOCTBEHHOW MHUIIMATUBE BMECTE C 3asBICHHEM
0 rOCyIapCTBEHHOW PETUCTPALIMN JIEKAPCTBEHHOTO Mpenapara 11 MEAULIMHCKOTO
IIPUMEHEHUSI TOKYMEHTBI, IOATBEPKIAI0IIMUE YIIIATy TOCYJapCTBEHHON MOUUIMHBI U
yka3zaHHble B myHKTe 10 yacTu 2 Hacrosien crateu. B ciiydae ux HenpencraBieHus
COOTBETCTBYIOIINI YIOJIHOMOYECHHBIH (hefiepaibHbId OpTraH UCIIOJHUTEIBHON BIACTH
npoBepseT GakT ymiaTbl TOCYAapCTBEHHON MOLUIMHBI 3asBUTENIEM I1OCPEACTBOM
HCIO0JIb30BaHus HH(pOpMaluu 00 yIjiaTe rocy1apcTBEHHON MONUIMHBI, COAepIKalleics B
I'ocynapcTBeHHOM HH(OPMALIMOHHOMN CHCTEME O FOCYJapCTBEHHBIX U MyHHUIIUIAIbHbBIX
I1aTe’ax, Ha OCHOBaHUH NPE/ICTABICHHBIX 3asBUTEJIEM KOIIUM TOKYMEHTOB,
MIOATBEPKIAIOIIUX YIUIATy FOCYAAPCTBEHHON MOILIIMHBI.

(Hactp nononHUTENbHO BKiItoUeHa ¢ 1 ssHBapst 2016 rona denepalibHbIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-D3)

18. He momyckaeTcst HCIIOIb30BaHNE B KOMMEPUYECKUX IEISIX HH(POPMAIIHU O
pe3yibTaTax JOKJIMHHUYECKUX UCCIIEI0BaHUN JIEKAPCTBEHHBIX CPEJICTB M KIIMHUUECKUX
WCCIIEIOBAaHHH JIEKAPCTBEHHBIX IPENapaToB Il METUIIMHCKOTO IIPUMEHEHUS,
[IPEJCTABICHHON 3asiBUTEIEM AJIsl TOCYAAPCTBEHHOM perucTpauu JeKapcTBEHHOTO
npernapara, 0e3 ero coryiacusi B Te4eHHE MIECTH JIET C JAThl TOCYAapCTBEHHOM
peructpanuu pedepeHTHOro JeKapcTBEHHOTo npenapara B Poccuiickoit deneparum.
(Hactp nononHUTENbHO BKiItoUeHa ¢ 1 ssuBapst 2016 royna denepalibHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

19. Jlep>karenb Uiy BiIaJenel perucTpallioOHHOTO yI0CTOBEPEHUS JIEKAPCTBEHHOTO
npenapaTta Ha OMOTEXHOJIOTMUYECKUN WM op(aHHbIN JIEKapCTBEHHBIN Ipenapar 00s13aH
IIPEJOCTABIIATH HAa BO3ME3JHOI OCHOBE 00paslibl peepeHTHOro JeKapCTBEHHOTO
IpenapaTa 3asBUTEIISIM JUIsl IPOBEICHUS KIIMHUYECKUX uccieqoBanuii. CTouMocTh
o0pasua peepeHTHOro JIEKapCTBEHHOTO MpernapaTa, BKIFOUYEHHOTO B IIEPEYeHb
KU3HEHHO HEOOXOIMMBIX U BaXKHEHUIINX JIEKapCTBEHHBIX MIPENapaToB, HE T0JKHA
MIPEBBIIIATH 3aPETUCTPUPOBAHHYIO IPEAEIbHYIO OTIYCKHYIO IIEHY Ha pedepeHTHBII
JIEKapCTBEHHBIN Mpernapar WM IeHy Ha JIEKapCTBEHHbIHN Mpenapar B CTpaHe
IIPOU3BOIUTEIS.

(Hactp nononHuUTENbHO BKItoUeHa ¢ 1 suBaps 2016 rona ®@enepalibHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

20. 3asBIeHHE O TOCYJTapCTBEHHOM PErUCTpalii BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOTO
mpermapara Jiisi MEIUIIUHCKOTO TPUMEHEHUSI MOXKET ObITh MMOJAAHO B YIIOJIHOMOYEHHBIN
(dhenepaibHBIN OpraH UCIIOJIHUTEIIBHON BIACTH, OCYIIECTBIISIFOIITNN TOCY1apCTBEHHYIO
PErUCTPALINIO JICKAPCTBEHHBIX MPENapaToB, 10 UCTEYEHUH YETHIPEX JIET C JaThl
rocy/1apCTBEHHON perucTpaluu peepeHTHOro JeKapCTBEHHOTO IIpenapara B



Poccuiickoit @enepanuu.
(Hactp jononHUTENbHO BKiItoUeHa ¢ 1 ssHBapst 2016 rona denepaibHbIM 3aKOHOM OT 22
nexadps 2014 roma Ne 429-D3)

21. 3asBIeHUE 0 rOCYIapCTBEHHON PETUCTPaAIliid OMOAHAIOTOBOI0 (OMOMOI00HOT0)
JIEKapCTBEHHOTO TIperapara (0rnoaHanora) MoxeT ObITh TIOJIAHO B YIIOJTHOMOYCHHBII
(denepanbHBIA OpraH UCIOJHUTENBHOMN BIACTH, OCYIIECTBISIONINI roCyJapCTBEHHYIO
PEruCTpalMIO JICKAPCTBEHHBIX MIPENapaToB, 10 UCTEYSHUH TPEX JIET C AaThl
rocy/IapCTBEHHON perucTpaluu pedepeHTHOro JeKapCTBEHHOTO Mpernapara B
Poccuiickoit ®enepanuu.

(YacTp nomoaHuTeNnbHO BKItOUeHA ¢ 1 ssHBaps 2016 roga denepanbHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

22. Jlep>katesb WK BiaAesel] pETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO
rpenapara npejacTaBisieT B yIOJIHOMOUYCHHBIN (DeiepalibHbI OpraH UCIIOTHUTEIIbHON
BJIACTH, OCYLIECTBIISIIOIUI (YHKIMH 110 KOHTPOJIIO U Ha30py B cdepe
3[IpaBOOXPAaHEHHsI, OTYET MO pe3yibTaTaM (papMaKkoHaa30pa OMH pa3 B IIECTh MECSIICB B
TE€YEHHE JBYX JIET IIOCIIE TOCYIaPCTBEHHOM PErMCTpalliy JIEKAPCTBEHHOIO IIpernapara B
Poccuiickoit deneparuy, €K€rofHO B TEYEHUE NOCIEYOIUX TPEX JIET U B JAIbHENIIEM
OJIUH Pa3 B IISITH JIET.

(Hactp nononHUTENbHO BKiItoUeHa ¢ 1 ssHBapst 2016 rona denepalibHbIM 3aKOHOM OT 22
nexadps 2014 roma Ne 429-D3)

Cratbs 19. HpI/IHSITI/Ie peuicHus O BbLAAYC SKCIICPTHOMY YUPCKACHUIO 3aJaHUA Ha
MPOBCACHNEC SKCIICPTUIBI JICKAPCTBCHHOTO CPCACTBA

1. B Teuenue necsatu pabodyux AHEH CO THS MPUHSITUS 3asIBICHUS O TOCYIapCTBEHHOM
pEerucTpanuy JIEKapCTBEHHOTO MperapaTa COOTBETCTBYIOIIMKN YITOJTHOMOYCHHBIN
(benepanbHBIA OpraH UCMIOTHUTENBHOMN BIACTH MPOBOIUT MPOBEPKY MOIHOTHI,
JIOCTOBEPHOCTH M TIPABWILHOCTH O(OPMIICHHSI TIPEICTABIEHHBIX JOKYMEHTOB
PEruCTPalIMOHHOTO JOChE HA JIEKAPCTBEHHBIN MTpenapar U MPUHUMAET PENICHHE O Bblaue
3aJlaHus Ha MPOBE/ICHUE:!

1) skcnepTHU3bl JOKYMEHTOB, IIPEACTABICHHBIX JIJIS ONPEIEICHHS BO3SMOXXHOCTH
paccMaTpuBaTh JIEKApCTBEHHBIN Mpenapart A MEAUIIMHCKOTO TPUMEHEHUS TTPH
OCYIIECTBJIEHUH rOCYapCTBEHHOM perucTpaiyy B KauecTBe OpaHHOrO JEKAPCTBEHHOTO
npenapara;

2) DKCIIEePTHU3BI JTIEKAPCTBEHHOTO CPEJICTBA B YACTH IKCIIEPTU3HI KaueCcTBa
JIEKApPCTBEHHOTO CPEJICTBA M AKCIIEPTHU3BI OTHOIICHUS 0KUAAEMOM MOJB3bI K
BO3MOKHOMY PUCKY MPUMEHEHHUS JIEKAPCTBEHHOTO MpernapaTa JAJil MEIULUHCKOTO
MIPUMCHCHHS,

3) BKCHepTU3BI TEKAPCTBEHHOTO CPEACTBA B YACTH IKCIIEPTU3HI KaueCTBa
JIEKApPCTBEHHOTO CPEJICTBA M AKCIIEPTHU3BI OTHOIICHUS 0KUAAEMOM MOJB3bI K
BO3MOKHOMY PUCKY MPUMEHEHHUS JIEKAPCTBEHHOTO Ipenapara sl MEAULIMHCKOT O



MPUMEHEHHS B TIOPSIIKE YCKOPEHHOM MPOIIEIyphI SKCIIEPTH3BI JICKAPCTBEHHBIX CPEIICTB B
COOTBETCTBHUU CO CTaTbel 26 HacTosiero deaepabHOrO 3aKOHA;

4) skcnepTHU3bl JIGKAPCTBEHHOT'O CPEJICTBA B OTHOIICHHUH JIEKAPCTBEHHOTO MpernapaTa AJis
BETEPUHAPHOTO MPUMEHEHHS.

2. YIOTHOMOYEHHBIN (eepabHbIii OpraH UCIOJHUTEIBHOM BIACTH YBEIOMIISIET B
JIEKTPOHHOMU (hopMe Wi Ha OyMa)XXHOM HOCHUTEJIE 3asiBUTENSI U SKCIIEPTHOE YUPEKICHHE
O IIPUHATOM PEILICHHUH O BbIAAYE 3a1aHUI Ha IPOBEIECHUE IKCIIEPTU3, IPEAYCMOTPEHHBIX
4acThi0 | HacTosILEH CTaThy, U B Cllyyae HEOOXOAMMOCTHU O BbIJIa4€ pa3pelieHus Ha BBO3
B Poccuiickyro denepaiinio KOHKpETHON apTUH, CEPUN 3aPETUCTPUPOBAHHBIX U (MIIN)
HE3aperucTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB WM 00 OTKa3€ B IPOBEIECHUU
IIPEAYCMOTPEHHBIX IKCIIEPTU3 C YKA3aHUEM IIPUYMH TAKOTO OTKa3a.

3. B ciyuae BbIsIBIIEHUS! OTCYTCTBHSI I HEJIOCTOBEPHOCTH UH(POPMALIHH,
coJiepKallleiicsl B IPEICTABICHHbIX 3aBUTENIEM JOKYMEHTAX, YIIOJIHOMOYEHHBIH
(benepanbHBI OpraH UCIIOTHUTEIBHOMN BIACTH HAMPABIISAET 3aSBUTEIIO 3a1IpoC 00
YTOYHEHHH 3TOi MH(pOopMaIuu (J1ajnee - 3arpoc yInoIHOMOYEHHOTO (eiepalbHOTO
OpraHa UCHOJIHUTEJILHOMN BJIACTH), KOTOPHIM MOXKET OBITh NIEPEaH YIIOJIHOMOYEHHOMY
MPEACTABUTENIO 3asIBUTEINS JIMUHO TOJ1 PACIUCKY, HAPABJICH 10 NIOYTE 3aKa3HbIM
MUCHMOM HJTH TIEpEIaH B AIEKTPOHHOU (hOopMe IO TEIEKOMMYHHUKAIIMOHHBIM KaHaJlaM
cBs3u. B ciyuae HampaBieHus 3ampoca yIoJTHOMOYEHHOTo (efepaibHOro opraHa
WCIIOJIHUTEJILHOM BJIACTH IO MOYTE 3aKa3HBIM TUCHbMOM OH CUUTAETCS MOJIyYEHHBIM I10
HCTEUYEHUH LIECTH THEW ¢ JaThl HAIIPABJIEHUS 3aKa3HOTO MKUChMa.

4. 3asBuTenb 00s13aH NPEACTaBUTh OTBET HA 3aIIPOC YIOJIHOMOYEHHOTO (eepanibHOro
OpraHa MCIIOJHUTEIbHOM BIIACTH B CPOK, HE MPEBBIIIAIOIINI I€BIHOCTA pab0UMX JTHEH co
nHs ero noixydeHus. Cpok, yka3aHHBIM B 4acTu | HacTodIIEel cTaThy,
IIPUOCTAaHABIMBACTCA CO IHS HAIIPABIICHUS 3asBUTENIO 3alIpOCa YIIOJIHOMOUYEHHOTO
(dhenepalbHOTO OpraHa UCTIOTHUTEIHLHOM BJIACTH JI0 JTHS MOJTYUYEHUS UM
COOTBETCTBYIOILLETO OTBETA.

5. OcHOBaHUEM JJIs1 OTKAa3a B OPTaHU3aLUU SKCIIEPTU3, IPEIYCMOTPEHHBIX YacThiO 1
HACTOSIIEH CTaThH, SIBJISETCS MPEICTABICHUE HEOOXOIUMBIX ISl IPOBEICHUS
MPEeyCMOTPEHHBIX SKCTIEPTH3 JOKYMEHTOB B HEMIOJIHOM 00bEeME WM HETIPE/ICTABICHHE
3asBUTEJIEM B YCTAHOBJICHHBIA CPOK OTBETA HA 3aIIPOC YIIOJIHOMOYEHHOTO (PeepaibHOTro
opraHa UCHOJIHUTEIbHOM BIACTH, a TAKXKE MPEACTaBICHUE JOKYMEHTOB, HE COAEPKAIINX
HCUYEPIBIBAIOIIETO IEPEUHS HEOOXOIUMBIX CBEACHUH.

6. [Ipn oTKa3e B OpraHu3anyuy dKCIEPTU3BI, IPENYCMOTPEHHON MYHKTOM 4 yacTh 1
HACTOSALIEH CTaTbH, JOKYMEHTHI, BXOJAIIUE B COCTAB PETUCTPALMOHHOIO 10ChE Ha
JIEKapCTBEHHBIN Mpernapar Jyisi BETEPUHAPHOTO MPUMEHEHUS], MOTYT ObITh BO3BPAILIEHBI
3asBUTEIII0 HA OCHOBAHUU €0 IIMCBMEHHOIO 3aIIpOCca, HAIIPABJICHHOIO B
YIOJHOMOYEHHbIN (peiepalbHbIN OpTraH UCIIOJTHUTENBHOM BIIACTH B T€UEHUE TPUALIATH
pabouux AHEW co AHA MPUHATHS YIOJIHOMOYEHHBIM (eiepabHbIM OPraHOM
WCIIOJIHUTENIBHOM BJIACTU PELIeHHs 00 OTKa3e B OpraHU3aliy TaKOM SKCIIEPTHU3BI.



VYnoiaHoMouYeHHbIH (enepabHbli OpraH UCIIOJHUTEIbHOM BIACTH BO3BpAIAeT
3asIBUTEIIIO YKA3aHHBIE JOKYMEHTHI B TEUEHHUE JIECATU pabOUuX JHEHN CO JAHA MOJIy4YEHUS
COOTBETCTBYIOLLETO 3aMpoca 3asiBUTEIIS.

(Hactp nononHuTenbHO BKitoueHa ¢ 13 aBrycra 2019 roga denepanbHbIM 3aKOHOM OT 2
asrycra 2019 roga Ne 297-®3)

(Cratbs B penakuuu, BBeIcHHOH B aelicTBue ¢ 1 utons 2015 rona @enepajibHbIM
3aK0HOM OT 22 nekadpst 2014 roma Ne 429-D3. - CM. ipeapIAyIIyIO PEAAKIINIO)

Cratbs 20. DxcnepTr3a JOKYMEHTOB, IIPEICTABICHHBIX ISl ONPEICICHIS] BO3MOKHOCTH
paccMaTpruBaThb HeKapCTBCHHBIﬁ npemnapar ajiit MCIAUIUHCKOr0 NIpUMCHCHUSA IIPU
OCYIIECTBIICHUN TOCYIAPCTBEHHON PErUCTpanuy B Ka4eCcTBe Op(PaHHOTO JICKApCTBEHHOTO
npernapara

1. DxcnepTu3a TOKYyMEHTOB, MPEACTABICHHBIX ISl ONPEAECICHHS BO3MOKHOCTH
paccMaTpuBaTh JEKAPCTBEHHBIN Mpenapar s MEIUIIMHCKOTO PUMEHEHHSI TIPU
OCYIIECTBICHUH rOCYJapCTBEHHOM perucTpaiuy B KauecTBe opdaHHOTO JIEKapCTBEHHOTO
npenapara, COCTaBJIeHHE KOMUCCUEH IKCIIEPTOB 3aKIIOUYEHUS O BOZMOXHOCTH WJIN
HEBO3MOKHOCTH paccMaTpHUBaTh JICKAPCTBEHHBIH MperapaT 1k MEIUIIMHCKOTO
MIPUMEHEHHUSI IPU OCYIIECTBICHNUU TOCYJaPCTBEHHOM PErUCTpaIliy B KaueCTBE
op(haHHOrO JIeKapCTBEHHOTO MperapaTa U HalpaBJICHUE TaHHOTO 3aKII0YEHUS B
YIOJTHOMOYCHHBIN ()eIepaIbHBIN OPTaH UCTIOTHUTEIHLHOM BIIACTH OCYIIESCTBIISIIOTCS B
CpPOK, HE MPEBBIAIONIUN TPUAIATH PaO0UYHX JHEN CO JHS MOTYyUYEHUS SKCIEPTHBIM
YUPEKIECHUEM 3a/IaHUs] YIIOJTHOMOYEHHOTO (heIepaibHOT0 OpraHa UCIIOTHUTEIIbHON
BJIACTH U B AJIEKTPOHHOHU (hopMe Wi Ha OyMakKHBIX HOCUTEISAX HEOOXOAMMBIX
JIOKyMEHTOB, YKa3aHHBIX B MyHKTax 1, 2, 5, 6, 10 vactu 4 u B yactu 7 ctathu 18
Hacrosiulero deaepanbHOro 3aKOHa.

2. JIOKyMEHTBI, COZIEPKAIUECS B PETMCTPALIMOHHOM JI0ChE HA JIEKAPCTBEHHBIM Ipenapar
Y TIOCTYNUBIINE HA OyMaKHBIX HOCUTEISAX B 3KCIIEPTHOE YUPEKIECHUE NI
OCYILIECTBIIEHUS X DKCIEPTU3BI AJIs ONPEACIEHUS BO3MOKHOCTH pacCCMaTpUBaTh
JIEKapCTBEHHBIN Mpernapar JUuisi MEJUIIUHCKOTO IPUMEHEHHS B KauecTBE Op(haHHOTO
JIEKapCTBEHHOT'0 Mpenapara, MojJiexXaT BO3BpaTy B YIIOJIHOMOYEHHBIN (enepaabHbIi
OpraH HUCIOJIHUTENBHOMN BIACTU OJJTHOBPEMEHHO C 3aKJIIOUEHUSMU COOTBETCTBYIOIINX
JKCIIEPTH3.

(Cratbs B penakiuu, BBeZeHHOM B jaeiicTBue ¢ 1 utonsa 2015 roga denepanbHbiM
3akoHOM 0T 22 niexkadps 2014 roga Ne 429-@3. - CM. npeablAyIIyI0 peAaKIHIO)

Cratbs 21. Pemienne o BO3MOKHOCTH pacCMaTpUBATh JIEKAPCTBEHHBIN ITpenapar 1npu
OCYILECTBICHUH TOCYJApCTBEHHOMN PErucTpaliy B KadyecTBe OpPaHHOr0 JIEeKapCTBEHHOTO
mpenapara

1. B cpok, He mpeBbIIAOMINN MATH pabouuX JTHEH CO THS MOIYYEeHUS 3aKII0UYEeHUS,
yKa3zaHHOTo B 4yacTu | crateu 20 Hacrosmero denepajbHOr0 3aKOHa, YIIOJIHOMOYEHHBIN
(benepanbHBI OpraH UCIOJHUTENBHOMN BIACTH OCYIIECTBISET OLEHKY MOJTYYEeHHOTO
3aKJIIOYEHUS JUIs ONIPECIICHHs €T0 COOTBETCTBH 3aJaHUIO HA IIPOBEACHUE
COOTBETCTBYIOIIEH IKCIEPTU3BI M YBEIOMJISIET 3asBUTENS B DJIEKTPOHHOM opme niu Ha



OyMa)XHOM HOCHUTEJE O Pe3yJIbTaTaxX MPOBEACHHON SKCIEPTHU3bI C PHIIOKESHUEM KOTIUU
HKCHEPTHOTO 3aKII0UEHUS (C COXpaHEHWEM KOH(UICHINATBHOCTH HHPOPMAITUH O
COCTaBe SKCHEPTHON KOMHCCHH) M O BO3MOXKHOCTH MJIM HEBO3MO)KHOCTH PacCMaTpHUBaTh
HeKapCTBeHHBIﬁ npemnapar 4jisi MCAUIMHCKOI0 MPpUMCEHCHUS IPHU OCYIIECCTBJICHUN
rOCYy/IapCTBEHHOM PErHCTpalMi B KadyecTBE Op(haHHOTO JIEKapCTBEHHOTO TIperapara.

2. IIpu BbIHECEHUH KOMHUCCHEN SKCIIEPTOB 3aKJIFOUEHHS O BO3MOYKHOCTH PACCMATPUBATH
JIEKApCTBEHHBIN Mpenapar JJisi MEIUIUHCKOTO MPUMEHEHHS TIPU OCYIIECTBICHUN
rocy/1apCTBEHHOW PETUCTpallU B KauecTBe OpPaHHOI0 JEKapCTBEHHOTO Ipernapara
YIOJTHOMOYEHHBIN (peiepalibHbII OpraH UCTIOTHUTEIHLHOU BIACTH B CPOK, HE
MIPEBBILIAIOIINM MATH Pa0OUnX JTHEH CO JHS MOITYYeHUs JAHHOTO 3aKITI0UYEHHUS,
MIPUHUMAET PEIICHKE O BbIJaue 3a/1aHusl Ha MPOBEJICHUE IKCIIEPTU3bI KaueCTBa
JIEKAPCTBEHHOT'O CPEJCTBA U HKCIIEPTU3bl OTHOLIECHUS 0KUAAEMOU MOJIb3bI K
BO3MOKHOMY PUCKY MPUMEHEHHUS JIKAPCTBEHHOTO MperapaTa il MEIUIIMHCKOTO
MIPUMEHEHHUS B MOPSAJKE YCKOPEHHOU MPOLEAYPhI IKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA
B COOTBETCTBHUU CO cTaTheil 26 HacTosmero denepanbHOro 3akoHa.

3. B ciyyae npuHSATHS pelieHHs] 0 HEBO3MOXKHOCTH PacCMaTPUBATh JIEKapCTBEHHBIN
npenapar Jijisi MeJUIIMHCKOTO MPUMEHEHHS TIPU TOCYJapCTBEHHOM pErucTpaiii B
KauecTBe OppaHHOTO JIEKAPCTBEHHOT'O MIpernapaTa yIoJIHOMOYSHHbIN (eiepaibHbIiI
OpraH UCIOJIHUTEILHOMN BIACTH MPEKpPAIAET MPOLEIyPY TOCYAapCTBEHHOM PEruCcTpaliiu
JIEKapCTBEHHOT'O MpernapaTa. 3asiBUTEIb BIIpaBe OOPATUTHCS B PETUCTPUPYIOIINNA OpTaH ¢
3asBJICHUEM O TOCYJIApPCTBEHHON PETUCTPaIlMU YKA3aHHOTO JIGKAPCTBEHHOTO Mperapara B
COOTBETCTBHH CO cTaTbei 18 HacTosmero deaepasbHOro 3aKOHA.

(Cratps B penakuuu, BBeZeHHOM B aeiicTBue ¢ 1 utonsa 2015 roga denepanbHbiM
3akoHOM 0T 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKIUIO)

Cratps 22. Pemenue o IMPOBECACHNUU KIIMHUYCCKOTO UCCIICAOBAHUA JICKAPCTBECHHOT'O
npemnapara Jji1 MCIUIUHCKOTIO IPUMCHCHUW A

VYrpatuna cuiy ¢ 1 urons 2015 roga - deaepanbhblii 3akoH oT 22 aexkabpst 2014 roga Ne
429-D3. - CM. IpeapIIyIyI0 PeIaKIIHIO

Cratbs 23. DkcriepTH3a KauecTBa JIEKapCTBEHHOTO CPEJCTBA U IKCIIEPTH3a OTHOIICHHUS
0’KHU/1aeMOH T0JIb3bI K BO3MOXKHOMY PHCKY IPUMEHEHUs JIEKAPCTBEHHOTO Mpernapara Jyis
MCIUITUHCKOI'O IPpUMCHCHUS

1. DkcnepTr3a KayecTBa JISKAPCTBEHHOTO CPEJICTBA U OKCIEPTU3a OTHOLIEHUS
0’KMJAEMOM T0JIb3bI K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOI' O IIpenapara JJjs
MEIHUIIMHCKOTO MTPUMEHEHH S, COCTABICHNE KOMUCCUSIMU SKCIIEPTOB 3aKIFOUCHUH 10
pe3yJibTaTaM MPOBEICHHBIX SKCIIEPTU3 U HAIIPABIICHUE TUX 3aKJIFOYEHUN B
YIIOJTHOMOYECHHBIN (peiepaibHbIi OPTaH UCTIOTHUTEIILHON BIIACTH OCYIIECTBIISIOTCS B
CPOK, HE MPEBBIMAONIUI CTa JeCSITH pabodrX JHEH CO THS MONYYEeHUS YKCIIEPTHBIM
YUpeXKJI€HUEM COOTBETCTBYIOIIETO 33aJaHUS YIIOJTHOMOUYEHHOTO (pesiepabHOro OpraHa
WCTIOJTHUTENIBHOMN BJIACTH M HEOOXOAUMBIX JOKYMEHTOB B 3JIEKTPOHHOU opme uiu Ha
OYMa)KHBIX HOCUTEJISX.



2. B Tedyenue aeBsHOCTA JHEH CO THS MOTYYEHHS PELICHUS YIIOJIHOMOYEHHOTO
(enepasbHOrO OpraHa UCIOJIHUTEIBHOM BIACTH O IPOBEICHUU IKCIEPTH3,
IPEAyCMOTPEHHBIX YaCThIO | HACTOSIIEH CTaThH, 3asIBUTEIb MPEJICTABISET B SKCIIEPTHOE
yUpeXACHUE JUIS TPOBEACHUS IKCIIEPTU3BI Ka4eCTBa JICKAPCTBEHHOTO CPEICTBA 00pa3LIbI
JIEKapCTBEHHOTO IIpenapara Jjisi MeAMIMHCKOTO TPUMEHEHHS, IIPOU3BEICHHOTO B
COOTBETCTBHUH C TPEOOBAHUSIMH OIBITHO-TIPOMBIIUIEHHOTO U (MJIM) POMBIIUIEHHOTO
PETJIaMEHTOB, YTBEP)KICHHBIX PYKOBOANUTENIEM POU3BOAMUTENS JICKAPCTBEHHBIX CPE/ICTB,
a TaK)Ke B COOTBETCTBYIOIIMX CIydasx 00pa3ibl (hapMaleBTHUECKO CyOCTaHIINuu, TEeCT-
IITaMMa MUKPOOPTaHU3MOB, KYJIBTYPBI KJIIETOK, 00pa3Iibl BEIIECTB, TPUMEHSIEMBIX IS
KOHTPOJISI KaUeCTBa JICKAPCTBEHHOT'O CPEJICTBA ITyTEM CPaBHEHHS ¢ HUIMH UCCIIETyeMOT0O
JIEKapCTBEHHOTO CPEACTBA, B KOJIMYECTBAX, HEOOXOIUMBIX JIJIsl BOCIIPOM3BEICHHUS
METO0B KOHTPOJISI KAueCTBa.

3. Ilpu nmony4enun oOpa3oB JEKApCTBEHHOTO Mperapara u papMarneBTHIeCcKOi
CyOCTaHIIMM SKCIEPTHOE YUPEXKICHHE BbIIACT 3asIBUTENIO JOKYMEHT, OATBEP K IA0IINHA
II0JIy4E€HHE YKa3aHHBIX 00Pa310B, U B CPOK, HE MPEBBIIIAIOLINI TpeX pabounx AHEH,
YBEJIOMJISIET B AJIEKTPOHHOU (hopMe WM Ha OyMaKHOM HOCHUTEJIE 00 3TOM
YIOJIHOMOYEHHBIN (hefepaibHbIA OpTaH UCIIOIHUTEIHHON BIACTH.

4. YKa3zaHHBIC B YaCTAX 2 M 3 HACTOAIICH CTAaTbU CPOK ISl IPEIICTABIICHHS 3asIBUTEIIEM
00pa3IoB JIEKAPCTBEHHOTO TIpernapaTa u (hapMarieBTHIeCKOi CyOCTaHIINH U CPOK
YBEJIOMIICHHSI SKCIIEPTHBIM YUPEXKICHHEM 00 3TOM Ha OYMa)KHOM HOCHUTEIE
YIOJIHOMOYEHHOTO (he/IepalibHOrO OpraHa MCIOJIHUTEIbHOM BIACTH HE BKIIFOYAIOTCS B
CPOK IIPOBEICHHUS IKCIIEPTH3, IPEAYCMOTPEHHBIX YaCThiO | HACTOSIIICH CTAThH.

5. JIOKyMEHTBI, TOCTYNHBIINE B SKCIIEPTHOE YUPEKIACHUE I IPOBEAEHUS IKCIIEPTHU3,
MPEAYCMOTPEHHBIX YacThIO | HACTOAIIEH CTaThU, TTOJIEkKAT BO3BpATy B
YIOJTHOMOYEHHBIH (peiepanbHbIi OpraH UCIIOTHUTEIHHON BIACTH OJTHOBPEMEHHO C
3aKJTIOYEHUSMH, TTOJTYYEHHBIMH TI0 PE3YJIbTaTaM COOTBETCTBYIOIIUX IKCIIEPTHU3.
(Cratps B penakiuu, BBeIeHHOH B aelicTBue ¢ 1 utons 2015 roga OenepanbHbIM
3aKkoHOM oT 22 nexadps 2014 roga Ne 429-03. - Cm. npeabIAyLIYIO pEAAKIUIO)

Cratps 24. 9KCH€pTH3a Ka4ueCTBa JICKAPCTBCHHOI'O CPCACTBA U SKCIICPTU3a OTHOILICHU A
O)KHI[aeMOfI IMOJIB3bI K BOBMOXHOMY PHUCKY IIPUMCHCHUS JICKAPCTBCHHOI'O IIp€riapaTta Aajid
BCTCPUHAPHOI'O MPUMCHCHUSA

1. DxcnepTu3a KauecTBa JIEKAPCTBEHHOTO CPEJICTBA U DKCIEPTU3a OTHOLICHHUS
0’KHMJ1a€MOH TOJIb3bI K BO3MOXXHOMY PUCKY ITPUMEHEHUS JIEKAPCTBEHHOIO Ipenapara Jius
BETEPUHAPHOI0 IPUMEHEHUS, COCTABIICHUE KOMUCCUSAMU JKCIIEPTOB 3aKIOYEHUH 110
pe3yapTaTaM yKa3aHHBIX SKCIIEPTU3 U HAIIPABICHUE TaKUX 3AKIOYEHUN B
YIIOJIHOMOYEHHBIN (eiepaabHbIi OpraH UCIOTHUTEIBHOM BIACTH OCYIIECTBISIOTCS B
CpPOK, HE MPEBBIIAIONINN CTa JECITH paboUYHX AHEH CO JTHS MOTyUYEHUs IKCIEPTHBIM
YUpEXKJAECHUEM 3a/IaHHs] YIOJTHOMOYEHHOTO (peIepalbHOTrO OpraHa NCIOIHUTEIbHOM
BJIACTH C JOKYMEHTAMH, YKa3aHHBIMU B 4acTH 3 craTbu 17 Hacrosuiero @eaepaabHOro
3aKOHa.

(YacTe B penakiuu, BBeICHHOU B nericTBHE ¢ 22 HOAOps 2014 rona denepaibHBIM



3aK0HOM OT 22 okTsa0pst 2014 roma Ne 313-D3; B penakuuu, BBEJACHHOW B ICHCTBUE
®enepanbHbIM 3ak0HOM OT 13 utonist 2015 roga Ne 241-03. - CM. ipeAbIIyIIYIO
PEIaKIINIO)

2. B Tedenue Tpuanatyé paboumnx JHEH CO JTHS MOTYUYEHUS PEIICHHS YITOJTHOMOYEHHOTO
(benepanbHOro OpraHa UCIOJHUTEIHHON BIACTH O MIPOBEICHUH YKa3aHHBIX B 4acTH |
HACTOSIIICH CTaThH DKCIIEPTHU3 3asIBUTEIb IPEICTABIIACT B SKCIIEPTHOE YUPEKACHHUE JIJIS
MIPOBEACHUS IKCIIEPTU3BI KAUECTBA JIEKAPCTBEHHOI'O CPEACTBA 0OPa3IIbl IEKAPCTBEHHOTO
npenapara Jijisi BEeTepuHApHOTO MPUMEHEHHS, IPOU3BEICHHOTO B COOTBETCTBHH C
TpeOOBAaHUSMU TEXHOJIOTUICCKUX PETIAMEHTOB, YTBEPKICHHBIX PYKOBOIUTEIEM
MTPOM3BOIUTEIS JIGKAPCTBEHHBIX CPEJICTB, & TAKIKE B COOTBETCTBYIOIIUX CIIy4asX T€CT-
IITAMMBI MUKPOOPTaHU3MOB, KYJIBTYPBI KIIETOK, 00pa3ibl (hapMareBTUIeCKOM
cyOcTaHImu, 00pa3ibl BEIIECTB, MPUMEHSIEMBbIE 11 KOHTPOJIS KaueCTBa JIEKapCTBEHHOTO
CpEeJlICTBa, B KOJIMUECTBAX, HEOOXOAMMBIX JJII BOCIIPOU3BEICHUSI METOJI0B KOHTPOJIS
KayecTBa.

(Hactb B penakiuu, BBeieHHOM B nelictBue ¢ 13 aBrycra 2019 roga ®enepanbHbiM
3akoHOM OT 2 aBrycta 2019 roga Ne 297-@3. - CM. npeapIayIyo peaaKkiuio)

3. Ilpu moy4enun oO6pa3oB JEKapCTBEHHOTO Mperapara 1 (papManeBTH4ecKoi
CyOCTaHIIMM SKCIEPTHOE YUPEXKJICHHE BbIIACT 3asIBUTENIO JOKYMEHT, OATBEP K IA0IINHA
MOJTyYeHHE YKa3aHHBIX 00pa3loB, U B CPOK, HE MPEBBIIIAIONINI TpeX pabounx JHEH,
YBEJIOMJISIET B TUCbMEHHOM (hopMe 00 ITOM YIIOJTHOMOUYEHHBIH (pesiepanbHblii opran
HCIIOJTHUTEJIBHON BIIACTH.

4. Cpok aJis pesicTaBIeHUs 3asiBUTeNIeM 00pa3oB JIEKAPCTBEHHOTO MpenapaTa v
(bapMareBTHUECKON CyOCTaHIIMM U CPOK YBEIOMIIEHUS SKCIIEPTHBIM YyUpEXIeHUEM 00
3TOM B MUCbMEHHOW (hopMe yIOTHOMOUYEHHOTO (e/IepaIbHOr0 OpraHa NCIOJHUTEIBHON
BJIACTH, YKa3aHHBIE B UaCTSIX 2 U 3 HACTOSIIEH cTaTbU, HE BKIIIOYAIOTCS B CPOK
MIPOBE/ICHUS YKa3aHHBIX B YacTH | HACTOSIIEH CTaThH SKCIIEPTHU3.

5. IOKyMEHTBI, TOCTYNUBIIKUE B SKCIIEPTHOE YUPEKIACHUE I IPOBEACHUS YKa3aHHBIX B
4acTH | HacTOALIEH CTaThbU IKCIIEPTU3, TOJIEKAT BO3BPATY B YIIOJTHOMOUYEHHBIN
(benepanbHbI OpraH UCIOJHUTEIBHOMN BIACTH OJIHOBPEMEHHO C 3aKIIIOYEHUSIMH 110
pe3yapTaTaM yKa3aHHBIX KCIIEPTHU3.

Cratbs 25. IloBTOpHOE MPOBEIEHNE YKCIIEPTU3HI JTEKAPCTBEHHBIX CPEICTB

HanmenoBanue B penakiuu, BBeiIeHHOU B aeiicTBue ¢ 1 urons 2015 rona @enepanbHbIM
3akoHOM 0T 22 nekadps 2014 rona Ne 429-D3. - Cm. mpeapIIyLIyIo peJaKIuo

1. B ciygasix HemocTaTOYHONW 0OOCHOBAHHOCTH WJIM HETIOJTHOTHI 3aKTFOYCHUST KOMUCCHUU
AKCIIEPTOB, HAIMYUS B HEM MMPOTUBOPEUUBBIX JaHHBIX, (DaTbCHU(PUKAIIUN BBIBOJIOB
AKCTIEPTU3HI IEKAPCTBEHHOTO CPEACTBA, COKPHITHUS OT YIIOJTHOMOYEHHOTO (heepaIbHOTO
opraHa UCHOJIHUTENbHOM BJIAaCTH OCHOBAHMM JIJIsi OTBOJIAa HKCIIEPTa BCIAEACTBUE €r0
3aMHTEPECOBAHHOCTHU B PE3yJIbTaTaX COOTBETCTBYIOMIEH AKCIIEPTU3HI, HATHMYUS TAHHBIX O
MPSIMOM JTO0 KOCBEHHOM BMEIIATEIBCTBE B MPOIIECC COOTBETCTBYIOIIECH IKCIIEPTU3BI



JIMII, HE YYACTBYIOIIMX B €€ MPOBEICHUH, HO OKA3aBIIIMX BIUSHUE HA MPOIIECC U
pE3yJIBbTAThI €€ IPOBECHMS, YIIOJTHOMOYECHHBIM (heIepaTbHBIM OPTaHOM
WCIIOTHUTEJIPHON BJIACTH HA3HAYACTCS MOBTOPHAS DKCIIEPTH3a JIEKAPCTBEHHOT'O CPEICTBA
U (WJIK) 3TUYECKas SKCIEPTU3a.

(YacTs B penakiuu, BBeeHHOU B fericTBre ¢ 1 utoms 2015 roga denepaibHBIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKITUIO)

2. TloBTOpHAas HKCIIEPTU3A JIEKAPCTBEHHOTO CPEJCTBA MTPOBOJIUTCS C YUETOM PE3YJIHTATOB
paHee MPOBEICHHON IKCIIEPTU3BI B CPOK, YCTAHOBIICHHBIN YIIOJTHOMOYEHHBIM
denepanbHBIM OPraHOM UCTIOTHUTEILHOUN BIIACTH M HE TIPEBBIIIAOIINNA TPUILATH
pabouux JHEH CO JHS MOJYYCHHS IKCIIEPTHBIM YUPEIKICHUEM 3a/IaHHsI Ha MPOBEICHUE
MMOBTOPHOMU IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPE/ICTBA.

(YacTp B penakuuu, BBeJIeHHOU B nericTBre ¢ 1 utoms 2015 romga denepaibHbIM 3aKOHOM
ot 22 nexadbps 2014 roga Ne 429-D3. - Cm. npeAbIAYIIYIO PEAAKITUIO)

3. ®uHaHCcoBOE oOecIeueHNEe BBITTOJIHCHUS 3aJaHus Ha TIPOBEICHUE ITIOBTOPHOM
AKCIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA HE OCYIIECTBIISETCSI.

(YacTp B penakuuu, BBeJIeHHOU B nericTBre ¢ 1 utoms 2015 romga denepaibHbIM 3aKOHOM
ot 22 nexadbps 2014 roga Ne 429-D3. - Cm. npeAbIAYIIYIO PEAAKITUIO)

Cratbs 26. YckopeHHas IpolLeaypa SKCIEepTU3bl JIEKapCTBEHHBIX CPEJICTB

1. YckopeHHas nporeaypa 3KCIepTU3bl JIEKAPCTBEHHBIX CPEACTB B LENSAX
rOCyIapCTBEHHOW PErUCTPALUH JICKAPCTBEHHBIX MPENAPATOB IPUMEHSIETCA B OTHOLLICHUHN
op(haHHBIX JIEKapCTBEHHBIX MPENapaToB, MEPBHIX TPEX JEKAPCTBEHHBIX MPENapaToB,
peructpupyeMbix B Poccuiickoit denepanu B Ka4ueCTBE BOCIPOU3BEICHHBIX
JIEKaPCTBEHHBIX IPEINAPATOB, OYEPEAHOCTH KOTOPBIX ONPEIAEIAETCS B COOTBETCTBUU C
HOMEPOM M JJaTOM BXOJAIIUX 3asBJICHUN O TOCYIAPCTBEHHON PETHCTpaLun
JIEKaPCTBEHHBIX IPEIAPATOB B paMKaxX OJHOI'0 MEXAYHAPOIHOI0 HENATEHTOBAHHOTO
HAMMEHOBAHUS JIEKAPCTBEHHOI'0 IIpenapaTa Wiy rpyrninupoBOYHOT0 HAaMMEHOBAHHUS
JIEKApCTBEHHOTO MpernaparTa, 1 JISKapCTBEHHBIX MTPEeNapaToB, MPeAHa3HAYEHHbBIX
HCKJIIOUHUTENIBHO I MPUMEHEHUSI HECOBEPIIEHHOJETHUMH T'PAKIaHAMMU.

(Yactpb B pemakiuu, BBeieHHOH B nefictBue ¢ 1 uromnst 2015 rona denepaibHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03; B penakiuu, BBeIeHHOH B AeiicTBUe DeepanbHbIM
3akoHOM OT 13 utonst 2015 rona Ne 241-D3. - CM. peabIIyIIyIO PEIAKIINIO)

2. YckopeHHas mpoLueaypa dKCIEpTU3bI JIEKAPCTBEHHBIX CPEACTB B LIETAX
rocy/1apCTBEHHON PETUCTpallii JIEKapCTBEHHBIX NPENapaToB HE MPUMEHSETCS B
OTHOIICHUH:

1) 6uoananoroBeix (OMOMOTOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (OM0aHAIOTOB);

2) peepeHTHBIX JIEKApCTBEHHBIX MpenaparoB (3a UCKII0YeHHEeM op(haHHbIX
JIEKapCTBEHHBIX IIPENAPATOB);



3) BoCTIpOM3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB (32 UCKIIIOUEHUEM MEPBBIX TPEX
peructpupyeMbix B Poccuiickoit denepann B Ka4eCTBE BOCIPOU3BEICHHBIX
JIEKApCTBEHHBIX IIPENAapaToB U JEKAPCTBEHHBIX MPENapaToB, PEIHA3HAYEHHbBIX
HCKJIFOYHUTEIIBHO ISl IPUMEHEHHSI HECOBEPIIEHHOJIETHUMH TPaXIaHaMu );

4) HOBBIX KOMOMHALIMI 3apETUCTPUPOBAHHBIX paHEE JIEKAPCTBEHHBIX IIPENApaTOB;

5) ekapCTBEHHBIX MPENapaToB, 3aPETUCTPUPOBAHHBIX paHee, HO MPOU3BEACHHbIX B
JPYTHX JICKAPCTBEHHBIX ()OpPMaxX B COOTBETCTBUHU C TICPEYHEM HAUMEHOBAHUI
JIEKapCTBEHHBIX (POPM U B HOBOM TO3UPOBKE.

(Yactp B pepakuuu, BBeieHHOMU B fieiicTBre ¢ 1 utoss 2015 rona denepaibHbIM 3aKOHOM
ot 22 nekabps 2014 roga Ne 429-03. - CM. nIpeAbIIyIIYIO PEIAKIIHIO)

3. YckopeHHas mpoueaypa dKCIepTH3bl IEKapCTBEHHBIX CPEICTB IMIPOBOAUTCS 110
PEIICHUI0 COOTBETCTBYIOIIETO YIIOJIHOMOYCHHOTO ()eepaTbHOIO OpraHa
WCTIOTHUTEJIPHON BJIACTH HA OCHOBAHWH 3asIBJICHUS 3asBUTEIIS B CPOK, HE MPEBBIIAIONINN
BOChbMUIeCATH pabounx mHel. [Ipu 3TOM dKCriepTH3a TOKYMEHTOB, COJCPIKAIIMXCS B
PErMCTPAlIMOHHOM JI0ChE Ha JIEKAPCTBEHHBIN ITpenapar, MpoOBOJIUTCS B CPOK, HE
MIPEBBIIAIOIINI AECITH padOUnX JHEH, SKCIIEpPTU3a KauyeCcTBa JIEKapCTBEHHOTO CPEACTBA
Y DKCIEPTH3a OTHOLICHHSI 0KH1aeMOM MOJIb3bI K BO3MOKHOMY PUCKY TIPUMEHEHUS
JIEKApCTBEHHOTO MperapaTa MPOBOATCA B CPOK, HE TIPEBBIMIAIOIINM IECTUECATH
pabouux JTHEH.

(Hactb B penakiuu, BBeieHHOH B nefictBue ¢ 1 uronst 2015 rona denepaibHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYLIYIO PEAAKIUIO)

3.1. B oTHOmIEHNY OpdaHHBIX JIEKAPCTBEHHBIX MPENapaTOB MOT'YT OBITh IIPEICTABICHbI
pe3yNbTaThl JOKIMHUYECKUX UCCIIET0BAHUN JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKUX
HCCIIEIOBaHUM JIEKapCTBEHHBIX MPENapaToB s MEAULIMHCKOIO IPUMEHEHUS,
BBITNIOJIHEHHBIX 3a Npeaenamu Poccniickoit @enepanyy B COOTBETCTBUU C IIPaBUIIAMHU
HaJIexalen 1abopaToOpHON MPAKTUKK U MPABUJIAMU HaJJIeXKaIled KIMHUYEeCKOU
MIPAKTUKU.

(Hactp nononHUTENbHO BKItOUeHa ¢ 1 utons 2015 rona @enepalibHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

4. YckopeHHas mpolueaypa dKCIEpTU3bI JIEKAPCTBEHHBIX CPEACTB IPOBOJUTCS B IMOPSIIIKE,
ycTaHOBJIEHHOM cTaThsiMu 17-20, 23 u 24 nacrosmero deaepanbHOro 3aKOHA, U HE
O3HayaeT CHWKEHHs TpeOOBaHUH K 0€30MacHOCTH, KauecTBY U 3((HEKTUBHOCTH
JICKApCTBCHHBIX MPCIIapaToB.

Cratps 27. PelieHre 0 rocy1apCTBEHHOW PErUCTPALMM JIEKAPCTBEHHOTO Mpernapara

1. B cpok, He peBbIIAOMNI AeCATH pabounx JHEH Co AHS MOMYUYSHUS 3aKITI0YSHUI
KOMMCCHH 3KCIIEPTOB I10 PE3YJIbTATAM SKCIEPTHU3bI KAUeCTBA JICKAPCTBEHHOTO CPEJICTBA
Y DKCIIEPTU3bI OTHOLIECHHUS 0KUAAEMOH I10JIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHUS
JIEKapCTBEHHOI'O IIpernapaTa, COOTBETCTBYIOIINN YIIOJTHOMOYEHHBIHN (enepabHbIi opral
HCIIOJIHUTEJIBHON BIIACTH:



(AG3ar B penakiuu, BBeIeHHOU B fielicTBre ¢ 1 uromst 2015 roma denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeApIAyIIYIO PEAAKITUIO)

1) pa3Merniaer Ha cBoeM OpHIMATBHOM caiiTe B ceTd "MHTepHET" COOTBETCTBYIOIIHE
3aKJII0OYEHUS KOMHCCHH 3KCIIEPTOB U OCYIIECTBIISECT UX OLICHKY /ISl OTIPEICICHUS
COOTBETCTBUS 33JIaHUIO Ha MPOBEJICHUE ITUX IKCIEPTU3;

(ITyHKT B pemakiuu, BBeIeHHOH B feiictBue ¢ 1 uromns 2015 rona deaepanbHBIM 3aKOHOM
ot 22 nexadps 2014 roga Ne 429-D3. - CM. npeabIAyIIYO PEIAKIHIO)

2) NpUHHUMAET PelIeHUE O TOCYIaPCTBEHHON PEeruCTpalluy JIEKApCTBEHHOTO Mpernapara
Wi 00 0TKa3€ B rOCy1apCTBEHHON PETUCTPALIMU JIEKAPCTBEHHOTO NIpenapara;

3) BHOCHUT IIPU NPUHITHH PEUICHUS O TOCYIapCTBEHHON PETUCTPAIINU JIEKAPCTBEHHOTO
rpenapara JJaHHbI€ O 3apETUCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM YUCIIE O
(bapmareBTHYECKOIN CyOCTaHIIMU, BXOJSIICH B COCTAB JICKAPCTBCHHOT'O IIperapara, B
roCyJapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEICTB U BBIIAET 3asIBUTEIIO
PEruCTPallMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO MperapaTa, ¢opMa KOTOPOTro
YTBEPKAAETCS YIOIHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIIOJIHUTEIHHON BIACTH,
COTJIaCOBAaHHBIC HOPMATUBHYIO IOKYMEHTAIIUI0, HOPMATUBHBIN JOKYMEHT, HHCTPYKIIUIO
10 IPUMEHEHUIO JIEKAPCTBEHHOI'O MIpenapara U MaKeThbl IEPBUYHOMN YITAKOBKH U
BTOPUYHOM (TOTPEOUTETHCKOW) YITAKOBKH C YKa3aHUEM Ha HUX HOMEpa
PErUCTPALIMOHHOIO Y0CTOBEPEHUS JIEKAPCTBEHHOT'O IIpenapara u JaThl €ro
roCyJJapCTBEHHOM PErUCTPAIIMU WIIA B CITy4ae MPUHATUS pelieHus: 00 0TKas3e B
roCyJapCTBEHHOM pErucTpalvy JIEKapCTBEHHOTO MperapaTa yBeAOMIISIET B MUCbMEHHOM
(dhopme 3asBUTEINS 00 3TOM € yKa3aHUEM MPUYUH TAaKOTO OTKa3a. 3a BbIIAUY
PEruCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO MTpenapara B3UMaeTcst
roCy/1IapCTBEHHAsI MOIUIMHA B COOTBETCTBUH € 3aKOHOIaTENIbCTBOM Poccuiickoi
®denepanuu 0 HAJIOTax U coopax.

(ITlynkr B penakuuu, BBeieHHOU B feiictue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKIUIO)

2. OcHOBaHMEM JJI 0TKa3a B TOCYAapCTBEHHOM PEruCTpalvy JIEKAPCTBEHHOTO
npenapara Jijisi MeUIUHCKOTO IPUMEHEHHUS SIBISIETCS 3aKI0YEHUE COOTBETCTBYIOIIETO
YIIOJITHOMOYEHHOTO (heIepaTbHOTO OpraHa UCIIOJIHUTEIbHON BJIACTH O TOM, YTO Ka4ECTBO
1 (1) 3 PEeKTUBHOCTD PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpernapara Jsis
MEJUIIMHCKOTO MPUMEHEHHS HE TIOITBEPKACHBI MOJTYYEHHBIMH TaHHBIMU WUJTH YTO PUCK
MPUYMHEHUS Bpea 3J0POBbIO UEJIOBEKA BCIEACTBUE MTPUEMa JIEKAPCTBEHHOIO Mpernapara
JUTSI METUITTHCKOTO PUMEHEHUS MPEBHITAaeT 3(PPEeKTUBHOCTH €T0 TPUMEHEHUS.

(Yactp B pepakuuu, BBeieHHOU B niericTBre ¢ 15 utons 2018 roga denepanbHbiM
3akoHOM OT 4 nroHs 2018 romga Ne 140-D3. - CM. IpeABIAyIIYIO PEAAKIIHIO)

3. [loBTOpHOE IpE/ICTaBICHUE B COOTBETCTBYIOMINMA YIIOJTHOMOYEHHBIHN (enepanbHbIii
OpraH HUCIIOJIHUTENBHOM BJIACTH JIEKAPCTBEHHOTO MpENapara, B OTHOILIEHUU KOTOPOTrO
MOJYY€H OTKa3 B TOCY/IapCTBEHHON PErMCTpallii U KOTOPBIM BIOCIIEICTBUU MTOJBEPICsS
M3MEHEHHUIO B YaCTH €r0 COCTaBa, paCCMaTpPHUBAETCS KaK IPEICTaBICHUE HOBOTO
JIEKapCTBEHHOT'O Mpernapara Ha €ro roCyAapCTBEHHYI0 PErHCTPALlUI0 HE3aBUCUMO OT



COXPaHEHHUS €ro NePBUYHOTO HAMMEHOBAHUSI.
(Yactp B penakuuu, BBeieHHOMU B JieiicTBre ¢ 1 utoms 2015 rona denepaibHbIM 3aKOHOM
ot 22 nekabps 2014 roga Ne 429-03. - CM. npeAbIIyIIYIO PEIAKIIHIO)

4. ITpu npenocTaBlIeHUH 3assBUTENIEM B COCTaBE PETUCTPALIMOHHOIO 10ChE Ha
JIEKapCTBEHHBIN Mpernapar /i BETEpUHAPHOTO IPUMEHEHUS KOIIMU PELLICHUS
YIOJIHOMOYEHHOTO (peIepaibHOro OpraHa UCIOJIHUTENbHON BIACTH O POBEJCHUU
MHCIEKTUPOBAHUS ITPOU3BOJUTENIS JIEKAPCTBEHHBIX CPEJICTB CPOK MIPUHATHS PELICHUS O
rOCyJapCTBEHHOH perucTpanuu JeKapCTBEHHOT'O Npenapara Ajsl BETEpUHApHOT 0
IIPUMEHEHHUS IPUOCTAHABIMBAETCS CO JHS NOJYyUYEHUS 3aK/IIOUEHUH, YKa3aHHbBIX B 4acTH
1 HacTosIEel cTaThy, 1O AHS MPUHATHS YIOJIHOMOYEHHBIM (hefepalbHbIM OPraHOM
HCIIOJIHUTEJILHOM BJIACTH PELIEHMSI O BblJIa4y€ UM 00 OTKAa3€ B BblJAaue 3aKJIIOUEHUS O
COOTBETCTBUH ITPOU3BOAUTEIIS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM IIPABUI
HaJuIeXkallel Ipou3BOJCTBEHHON IPAKTUKY, HO HE 00Jiee UeM Ha CTO BOCEMbJIECAT
pabouux JTHEH.

(Hactp nononHUTENbHO BKiItoUeHa ¢ 15 urons 2018 rona ®enepaibHbIM 3aKOHOM OT 4
ntoHs 2018 roma Ne 140-D3)

5. OcHOBaHMEM JUIsl OTKa3a B FOCY/1apCTBEHHON PETUCTPALIUU JIEKAPCTBEHHOTO
npernapara Jijisl BETEpUHAPHOTO IPUMEHEHUS SIBISETCS 3aKII0YEHHUE YTIOTHOMOYEHHOTO
(benepanbHOro opraHa UCIOJHATEIBHON BIACTH O TOM, YTO KaueCTBO U (WJIN)

3¢ (HEeKTUBHOCTH PETUCTPUPYEMOTO JIEKAPCTBEHHOTO MIpernapaTa Jijisl BETEpUHAPHOTO
MIPUMEHEHUSI HE MTOATBEPKICHBI MOJYYCHHBIMU JAHHBIMU WIH YTO PUCK MPUYUHEHUS
BpE/a 3I0pPOBbIO JKUBOTHOT'O BCJIEICTBUE IPUEMa JIEKapCTBEHHOTO Tpernapara Jis
BETEPUHAPHOTO MPUMEHEHHS MPEBhIMAET 3(p(PEKTUBHOCTH €r0 IPUMEHEHHUS, OTKA3
YIOJIHOMOYEHHOT0 (heZiepaibHOTO OpraHa UCIIOJHUTEIbLHON BIACTH B Bbljlaue
3aKJIIOUYEHHUS O COOTBETCTBUU IIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM
MpaBUJI HaJJIeKallell IpOU3BOACTBEHHOM MPAKTUKMU ISl KX J0W MPOU3BOJCTBEHHOM
IJIOLIA/IKM PErMCTPUPYEMOTO JIEKAPCTBEHHOI'O IIperapara Jyisi BETEpUHApHOTO
IIPUMEHEHHUS B CIy4ae, €CJIM IPOU3BOJICTBO JIEKAPCTBEHHOTO IIpenapaTa JUist
BETEPUHAPHOTO MPUMEHEHHUSI OCYIIECTBIISIETCA 3a peAenamu Poccuiickoit denepannu,
WJIM OTCYTCTBHE TAKOTO 3aKIFOYCHHUS.

(Hactp nonoiHUTENBHO BKItOUeHa ¢ 15 urons 2018 rona ®@enepalibHbIM 3aKOHOM OT 4
ntoHs 2018 roma Ne 140-D3)

Cratps 27.1. B3anmo3aMeHsAIeMOCTb JICKAPCTBCHHBIX NPCIapaToOB AJIA MCAUITUHCKOT'O
MMPUMCHCHUA

1. B3auMo3aMeHsAeMOCTh JICKAPCTBCHHBIX NPCTIapaToB JJIsI MCAUTTUHCKOTO MPUMCHCHU A
OMpEaACIIICTCA YIIOJTHOMOYCHHBIM q)ezlepa.anmM opraHomM HCIIOJIHUTEILHOM BJIaCTH,
OCYHICCTBIIAOIIUM I'OCY JApCTBCHHYIO PErUCTPAlHIO JICKAPCTBCHHLIX MPCTIapaToOB AJIA
MCIUIUHCKOI'O IPUMECHCHUS, B paMKaX OAHOI0O MEXAYHAPOJHOT'O0 HETIATCHTOBAHHOT' O
(I/IJ'II/I XHUMHUYCCKOI'o, NJiIin prrIHI/IpOBO‘-IHOFO) HaNMMCHOBAHHUA Ha OCHOBEC 3aKJIIOYUYCHUA
KOMHCCHUH SKCIIEPTOB SKCIIEPTHOTO YUPCIKACHUA O B3aUMO3aMECHACMOCTH
JICKApCTBCHHOTO ITperiapaTa 11 MCAUITUHCKOT'O IPUMCHCHUS 1160 0 TOM, 4TO
J'IeKapCTBeHHHﬁ npemnapart 11 MCAUIIUHCKOI'0 MPUMEHEHUS HE SABJIACTCA



B3auMo3aMeHsAeMbIM. [Iopsiiok onpeeneHys B3auM03aMEHSIEMOCTH JIEKAPCTBEHHBIX
npenaparoB Ak MCAUIIUHCKOI'O MPUMEHCHUA U (I)OpMa 3aKJIIOYCHHUA KOMHUCCHUHU
HKCHEPTOB HIKCHEPTHOIO YUPEXKJIEHHSI O B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX
npenaparoB A1 MCAUITUHCKOI'O MPUMCHCHU S 100 o TOM, 4TO HeKapCTBeHHLIﬁ npenapar
IUI METMIIUHCKOIO IIPUMEHEHUS HE SBJISIETCS B3aUMO3aMEHAEMbIM, YCTaHABIMBAIOTCS
IIpaBurensctBoM Pocculickoit denepanun.

2. Komuccust 5KCTiepToB IKCIEPTHOTO YUPEKIACHUS 1a€T 3aKI0UYEHUE O
B3alMO3aMEHSIEMOCTH JIEKAPCTBEHHOTO MpernapaTa Jijisi MeIULIUHCKOTO IPUMEH CHUS
1100 0 TOM, YTO JICKAPCTBEHHBIN Mpenapart it MEIUIIMHCKOTO TPUMEHEHUS HE SBISICTCS
B3alMO3aMEHSIEMbIM, HA OCHOBAHUU CIIEIYIOIINX KPUTEPUEB (XapaKTEPUCTHUK):

1) SKBUBaJIEHTHOCTH (/17151 OMOAHAIOTOBBIX (OMOMOI00HBIX) JIEKAPCTBEHHBIX MTPEMapaToB
(6roaHanoroB) - COMOCTABUMOCTD) KAYECTBEHHBIX U KOJTHMUECTBEHHBIX XapaKTEPUCTUK
(dhapMaIreBTHYECKUX CYOCTAHIIMN WIIH COTIOCTAaBUMOCTh aHTUTCHHOTO COCTaBa BAKIIMH.
Hcnonb30BaHue pa3iuyHbIX CONEH, 3PUPOB, KOMIUIEKCOB, H30MEPOB, KPUCTATUIMYECKUX
($hopM U IPYTrUX MPOU3BOIHBIX OJHOTO M TOTO K€ JCHCTBYIOIIETO BEIICCTBA HE SBIISETCS
MIPEMSITCTBUEM IS ONPE/IENICHUs B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MPENapaToB,
€CJIM MPHU MPOBEACHUH UCCIIEIOBAaHNS OMOIKBUBAJICHTHOCTHU JIEKAPCTBEHHOT'O TIpenapara
WJIHM UCCIIeIOBAaHUS TepareBTUYECKON SKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO Mpernapara
JI0Ka3aHO OTCYTCTBUE KIMHWUYCCKHA 3HAYUMBIX pazTuiuid (papMaKOKWHETHUKH U (HITH )

3¢ (HeKTUBHOCTH M 0€30MaCHOCTH JIEKAPCTBEHHOTO MpernapaTa Jijisi MeIULIUHCKOTO
MIPUMEHEHUS;

2) SKBUBAJIEHTHOCTH JIEKapCTBEHHON opMBI. [10/1 5KBUBAIIEHTHBIMH JIEKAPCTBEHHBIMH
(dbopmMaMy IOHUMAIOTCS pa3Hble JIEKaPCTBEHHbIE (POPMBI, UMEIOIINE OJJUHAKOBBIE CLIOCO0
BBEJICHUS U CIIOCO0 MPUMEHEHHsI, 00J1aJafoIIne COOCTAaBUMBIMH
(apMaKOKMHETUYECKMMHU XapaKTePUCTUKAMU U (papMaKOIOTHYECKUM JeHCTBUEM U
o0ecreunBaroNHe TaKkKe TOCTIKEHHE HE00X0IMMOT0 KIMHUYIECKOTo A deKTa.
Paznuuus iekapcTBEHHBIX (POpM HE SBIISAIOTCS MPEMATCTBUEM IS ONPEIETICHUS
B3aMMO3aMEHSIEMOCTH JIEKaPCTBEHHBIX MPETapaToB, €CIIN PU POBEICHUH
ucclieIoBaHus OMOIKBHUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IpenapaTa Wi UCCIIe0BaHMS
TepareBTHYECKON SYKBUBAICHTHOCTH JIEKAPCTBEHHOTO TIpernapaTa JOKa3aHo OTCYTCTBHE
KIMHUYECKHU 3HAYMMBIX PA3IUUUi apMaKOKUHETUKU U (1K) 3 (PEeKTUBHOCTH U
0€30MaCHOCTH JIEKAPCTBEHHOTO TIperapara Jijisi MeJUIIMHCKOTO TPHUMEHEHHS,;

3) 5KBUBAJIEHTHOCTb WJIM COITOCTaBUMOCTh COCTaBa BCIIOMOTaTeNbHBIX BELIECTB
JIEKapCTBEHHOI'0 IIpernapaTa Jisi METUIIMHCKOTO MpuMeHeHus. Pa3zinuuus cocraBa
BCIIOMOTaTENIbHBIX BELIECTB JIEKAPCTBEHHOIO IIpenapaTa He SBISAI0TCS NPETSTCTBUEM IS
oTpesieNIeHUs] B3aMMO3aMEHIEMOCTH JIEKaPCTBEHHBIX MTPENapaToB, €CIIM NP MPOBEACHUN
UCCleI0BaHMs OMOIKBHUBAIEHTHOCTH JIEKAPCTBEHHOT'O MpenapaTa Wil UCCIeI0BaHUs
TeparneBTHYECKON 3KBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O MIperapaTa J0Ka3aHo OTCYTCTBUE
KIMHUYECKH 3HAYMMBIX PA3NIUUUi papMaKOKUHETUKU U (1K) 3 PeKTUBHOCTH U
0€301MacHOCTH JIEKapCTBEHHOI' 0 IIpernapara Uik MeTUIMHCKOro npumeHeHus. [Ipu
HIMYUH KJIMHUYECKH 3HAYMMBIX pazIuuuil papMakOKUHETUKU U (1K) 3¢ HeKTHBHOCTH
1 6€30MMaCHOCTH JIEKaPCTBEHHOT'0 Ipernapara Uit MEJUIIMHCKOTO TPUMEHEHHS



B3aMMO3aMEHAEMOCTb OMPEAEIAETCS C YKa3aHUEM Ha UCKITIOUEHUE OTACIbHBIX TPYIIIT
MallMEeHTOB;

4) UACHTHYHOCTB CIIOCO0a BBEICHUS U CIIOC00a TPUMECHEHUS,

5) cooTBeTCTBHE NPOU3BOIUTENS JIEKAPCTBEHHOTO CPEACTBA TPEOOBAHUAM ITPABUI
HaJIeXkallel IpOu3BOJCTBEHHON IPAKTUKHY.

3. Onpenenenre B3auM0O3aMEHSIEMOCTH BOCTIPOU3BEICHHBIX JIEKAPCTBEHHBIX IpenapaToB
IUI MEIMIIMHCKOT O IIPUMEHEHUS, YKa3aHHbIX B yacTu 10 cratbu 18 HacToswero
denepanbHOTO 3aKOHA, OCYHIECTBISIETCS: 0€3 He00X0AUMMOCTH JI0KA3aTEIbCTBA UX
OMOA’KBUBAJIEHTHOCTH.

4. OcoOEHHOCTH OIPE/IEICHHUS B3aMMO03aMEHIEMOCTH OMOJIOTHYECKUX JIEKAPCTBEHHBIX
npenaparoB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB (COAEPIKAIIUX
KOMOHMHAIIMIO IBYX U 0oJiee NeHCTBYIOIINX BEIIECTB), IGKAPCTBEHHBIX MPENapaToB AJs
MapeHTEPATLHOTO MUTAHUS U HEIO3UPOBAHHBIX JIEKAPCTBEHHBIX MPEIapaToB
ycranaBnuBatorcs [IpaButensctBom Poccuiickoit denepanuu.

5. OnperneneHue B3aNMO3aMEHIEMOCTH HE OCYIIECTBIISIETCS B OTHOLICHHN
JIEKapCTBEHHBIX PACTUTEIIBHBIX IPETapaTOB, TOMEONATHYECKUX JIEKAPCTBEHHBIX
HperapaToB.

6. q)OpMI/IpOBaHI/IG NEpCUHsA B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX MTPCIIapaToOB JJId
MCAUIUHCKOT'O IPUMCHCHUS OCYIICCTBIISICTCS SKCIICPTHBIM YUPCIKIACHUEM ITIOCPEACTBOM
O6’I)€I[I/IHCHI/I$I JICKAPCTBCHHLIX NPCIIapaToB B OTACIBHBIC I'PYIIILI, B Ka)KI[OI\/'I 13 KOTOPBIX
JICKApCTBCHHBIC MPCIIAPAThI ABJIAKOTCA B3aUMO3aMCHACMBIMHU.

7. B ciayyae BKJIIOUYEHHUS B MHCTPYKIIMIO [10 METULIMHCKOMY TPUMEHEHUIO
JIEKapCTBEHHOI'O IIpenapaTa Ha OCHOBAaHUU PE3YJIbTATOB COOTBETCTBYIOIINX
UCCIIEIOBaHUM MOKa3aHUN [yl IPUMEHEHUSI, KOTOPBIE OTIMYAIOTCS OT MOKAa3aHUM st
IIPUMEHEHHUS JPYTHX JIEKAPCTBEHHBIX MPENapaToB U3 IPYyMIbl B3aUMO3aMEHIEMBIX
JIEKapCTBEHHBIX MPENapaToB, B IEPEUHE B3aMMO3aMEHIEMBbIX JIEKapCTBEHHBIX
MPEenapaToB Ui MEIULMHCKOTO IPUMEHEHHUs J0JKHA OBITh YKa3aHa COOTBETCTBYIOLIAS
nHpopmanus.

8. IlepeueHn B3anMo3aMeHAEMBIX JIEKAPCTBEHHBIX IPENapaToB 1 MEAUIIMHCKOTO
MPUMEHEHHS pa3MelaeTcsl YIOJHOMOUEHHBIM (elepaibHbIM OpraHOM UCIIOTHUTEIbHON
BJIACTH, OCYLIECTBIISIONIUM rOCYJaPCTBEHHYIO PETHCTPALINIO JIEKAPCTBEHHBIX
MPEenapaToB /Uil MEAUIIMHCKOTO IPUMEHEHHs1, Ha CBOEM O()UIIMAILHOM caiiTe B ceTH
"Nnrepuer". Mndopmaius B nepedyHe B3aMMO3aMEHSIEMbIX JI€KapCTBEHHBIX MTPenapaToB
JUI METMIITHCKOTO TIPUMEHEHUS] OOHOBJISIETCS YKa3aHHBIM (heiepaibHbIM OPraHOM
WCIIOJTHUTENIBHON BJIACTH C YUYETOM HOBBIX 3aPETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
[IpenaparoB Ui MEAUIUHCKOIO IIPUMEHEHNS U BHECEHHBIX U3MEHEHUN B JOKYMEHTHI,
CoJiep KallMecs: B PETUCTPALMOHHBIX JOChE HA 3aPETUCTPUPOBAHHBIE JIEKAPCTBEHHBIE
npenaparsl JUisi MEIULIMHCKOTO IIPUMEHEHHS.



9. IMopsaok ucnosib30BaHus HH(DOPMAITUK O B3aUMO3aMEHSIEMBIX JIEKAPCTBEHHBIX
npenaparax Jyisi MeIMIIMHCKOTO IPUMEHEHHUS U MOPSII0K J1a4u Pa3bsiCHEHUN 110
BOIIPOCAaM B3aMMO3aMEHSIEMOCTH JICKAPCTBEHHBIX MIPENapaToB Il MEIUIIMHCKOTO
IIpUMEHEHHUs ycraHaBiuBaroTcs [IpasurensctBoMm Pocculickon denepanuu.

(Cratps monosHuTeIRHO BKItOUeHa ¢ 1 uronst 2015 rona deaepanbHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3; B penakiuu, BBeICHHOH B nelictBue ¢ 1 mapra 2020 roga
®denepanbHbIM 3ak0HOM OT 27 aekadpst 2019 roga Ne 475-D3. - Cm. npeapIaynyro
peaaKInio)

Cratbs 28. PeructpaiinoHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO MperapaTa

1. PerucrpanimoHHOE yOCTOBEPEHHUE JIEKAPCTBEHHOTO MpeIapara ¢ yKazaHueM
JIEKapCTBCHHBIX (DOPM H JJO3UPOBOK BBIIACTCS O€CCPOUHO, 32 UCKITIOYCHUEM
PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara, BblJaBaeMoro co
CPOKOM JIEHCTBHS IIATH JIET, HA BIIEPBbIE peructpupyemsie B Pocculiickoit denepanuun
JIEKapCTBEHHBIE MPENapaThl.

2. I1o ucreueHnM yka3aHHOTO B YacTu | HacTosIIIel CTaThby CPOKa BbIAAETCS OECCPOUHOE
PErucTpaliOHHOE yA0CTOBEPEHUE JIEKAPCTBEHHOTO MIpenapaTa Inpu yCIOBUU
MOATBEPKJICHUS €r0 TOCYJapCTBEHHOM perucTpaiim.

3. B cnyuae BHeceHUs B cOOTBETCTBUU cO cTaThsiMu 30 u 31 HacTosiero denepaibHOTo
3aKOHA U3MECHECHHH B COJIEPIKAILIMECS B PErUCTPAIIMOHHOM JIOChE Ha
3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpemapaT JOKYMEHTHI, 3aTparuBaoInx
CBEJICHUS, OTPAKEHHBIE B PETUCTPALITMOHHOM YJIOCTOBEPEHUHU JIEKAPCTBEHHOTO
npenapara, ynoJIJHOMOYeHHBIN (peiepaabHbIi OpraH UCTIOTHUTEIHHOM BJIACTH BBIACT
HOBOE PETUCTPAILIMOHHOE YA0CTOBEPEHUE JIEKAPCTBEHHOTO ITpenapara, cojaeprxariee
BHECEHHEIC B HE'O U3MEHCHHS.

(Yactp nomonHUTENsHO BKIIOUeHa ¢ 1 utons 2015 rona @enepalbHBIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-D3)

4. B ciyuae yTpaThl WK TTOBPEXKICHUS PETUCTPAIIMOHHOTO YI0CTOBEPEHUS
JIEKapCTBEHHOTO TIperapara 1o 3asBJICHUIO B MIUCbMEHHOH dopMe aeprkaTess uin
BJIaJIEJIbIIA PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO TMpENapaTa uin
YIOJTHOMOYEHHOTO UMM JPYTroro IOPUANYECKOTO JIMIIA O BbIIaue TyOIruKara
PETUCTPALIMOHHOTO yI0CTOBEPEHUS JIEKAPCTBEHHOTO IIpenapaTa ylnoJIHOMOYECHHBIN
(benepanbHBIA OpraH UCMIOTHUTENBHOMN BIACTH B CPOK, HE MPEBBIIIAIONINI TECATH
pabouux JHEH cO JHS MOCTYIIJICHUS 3asIBJICHUS, BbIIAET TyOIUKAT pEruCTPAIIMOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara. 3a Beliady AyOIuKaTa perucTpaiuoHHOTO
YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpenapara B3MMaeTCsl TOCyJapCTBEHHAs MOLIJIMHA B
COOTBETCTBHUH C 3aKOHOJATeNhCTBOM Poccuiickoit deneparnu o Hajorax u coopax.
(YacTp gomomauTenpHO BKItOUeHa ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

Cratbs 29. IloaTBepkaeHne rocyAapCTBEHHOW PETUCTPALIMY JIEKAPCTBEHHOTO Mpernapara



1. [ToaTBepskeHne TOCYTapCTBEHHOMN perucTpaiy JIEKapcTBEHHOTO MpernapaTa
OCYIIECTBIISICTCS MPH BbIIade 0€CCPOYHOTO PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 IIperapaTa B cilyyae, yKa3aHHOM B 4acTH 2 CTaTbH 28 HACTOSILEro
denepallbHOTO 3aKOHA, B CPOK, HE TIPEBBIIIAOIINIA ECTHISCATH padOYuX JTHEH cO THS
MOJIy4€HHUSI COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (peiepabHbIM OPraHOM
WCIIOTHUTEJIbHOU BJIACTH 3asIBJICHUS O MOJATBEPKACHUH IOCYIapCTBEHHON perucTpanuu
JIEKapCTBEHHOT O Ipemnaparta. He ocyiecTBisieTcss MOATBEPKIACHHE FOCYAapCTBEHHON
perucTpanuy B OTHOIICHUH JIEKAPCTBEHHOTO MperapaTa, He HaXOAUBILIETOCs B
obpamienuu B Poccuiickoii @denepanuu B TEUCHHUE TpeX U OoJee JIET, a TAKKE B
OTHOIICHUH JICKAPCTBEHHOTO CPECTBA, TPOU3BEACHHOTO C HAPYIICHUEM TPEOOBAHUS,
YCTaHOBJICHHOTO YacThio 3.7 crathu 71 HacTosimero denepaqbHOro 3aK0Ha.

2. 3asBlIeHHE O OATBEPKACHUHU ITOCYAApPCTBEHHOW PEruCTPalM JIEKAPCTBEHHOTO
npenapara Jijisi MeAUIIMHCKOT0 MPUMEHEHHSI MPEICTABISETCA B COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIN (peiepalbHbIi OpraH UCIIOTHUTEIHHON BIACTH HE PaHee YeM 3a CTO
BOCEMBJIECAT THEH JI0 UCTEUEHUS CPOKA JACUCTBUSL PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS
JIEKApPCTBEHHOTO MperapaTa il MEIUIIMHCKOTO IPUMCHEHUS.

(Hactb B penakiuu, BBeieHHOH B nelictBue ¢ 13 aBrycra 2019 roga ®enepanbHbiv
3akoHOM OT 2 aBrycta 2019 roga Ne 297-@3. - CM. npeapIayIyo peaaKkiuio)

2.1. 3asBneHUe 0 NOATBEPKACHUH rOCYAapCTBEHHON PETUCTPALIUU JIEKAPCTBEHHOTO
mpernapara Jijisl BETEpUHAPHOTO IPUMEHEHUS IIPECTABIIAETCS B COOTBETCTBYIOIIHIA
YIOJTHOMOYEHHBIH (hefepabHbIA OpTaH MCIIOIHUTEIHHON BIACTH HE paHee YeM 3a CTO
BOCEMB/IECAT JHEH 10 UCTEUCHUS CPOKa JEHCTBUS PErUCTPAIMOHHOTO YI0OCTOBEPEHUS
JIEKapCTBEHHOI'O IIperapara Jyisi BETEpUHAPHOTO IPUMEHEHUS U HE MT03HEE OKOHUAHUS
CpPOKa €ro JIeUCTBHUS.

(YacTp momonHuTensHO BKIIOYeHa ¢ 13 aBrycra 2019 roga ®eaepaibHbIM 3aKOHOM OT 2
aBrycrta 2019 roga Ne 297-®3)

3. [loaTBepkieHNE TOCY1TapCTBEHHOM PErnCTpaluy JIEKapCTBEHHOTO ITpenapara
OCYIIECTBIISIETCS 110 Pe3yJIbTaTaM dKCIEPTU3bI OTHOIICHHS 0KUIAEMOM TOJIB3bI K
BO3MOKHOMY PUCKY MPUMEHEHHUS JIEKApCTBEHHOT'O MpernapaTa Ha OCHOBAHUU
pe3yabTaTOB MOHUTOPUHTA 2PHEKTUBHOCTH M 0€30MMaCHOCTH JIEKAPCTBEHHOTO
npenapara, IpoBOJAUMOrO JIep>KaTesIeM WU BIaJeNIbLIEM PErUCTPALIMOHHOTO
YI0CTOBEpPEHUS JIEKAPCTBEHHOTO MperapaTa JIM00 YIOTHOMOYEHHBIM UMU IOPUINYECKUM
JUIOM, a TaK)K€ COOTBETCTBYIOIIMM YIOITHOMOYEHHBIM (efiepaibHbIM OPraHOM
WCTIOTHUTEJILHON BJIACTH B COOTBETCTBUU C TPEOOBAHUSIMH CTaThU 64 HACTOSIIIETO
®denepanbHOro 3aKOHA.

4. K 3asBJ1€HUIO O MOATBEPKICHUH I'OCYIapCTBEHHON PETUCTPALlUU JIEKAPCTBEHHOT O
rpenapara s MEJUIIUHCKOTO IPUMEHEHUS [IPUIIAraroTCs:

1) 1OKyMEHTBI, CoieprKalie pe3yabTaThl MOHUTOPHHTA 3()(HEKTUBHOCTU U OE30MACHOCTH
JIEKapCTBEHHOI'O Ipernaparta sl METUIIUHCKOTO PUMEHEHM S, IPOBEIEHHOTO
JiepKaTesleM WIN BIaIEIbLEM PErMCTPALIMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOT O
npernaparta Jyisi MEIUIUHCKOTO MPUMEHEHUs JIM00 YyIOTHOMOYEHHBIM UM IOPUINUYECKUM



JUIOM, TI0 (popMe, YyTBEPKACHHON YIIOJIHOMOYEHHBIM (heZiepaibHbIM OpPraHOM
WCIIOTHUTEJIbHON BJIACTH;

2) KOMHus JIMIIEH3UU Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB UITM KOIHUS 3aKIIOUEHUS O
COOTBETCTBUH IIPOU3BOAMTEIIS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUAM ITPABUII
HaJyIeKallel MPOU3BOJICTBEHHON MPAKTUKH, BBIJAHHBIX YIIOJIHOMOYEHHBIM
(henepalbHBIM OPraHOM HCITOJIHUTEIIBHON BJIACTH B OTHOIIIEHWHU MTPOU3BOCTBEHHOM
IJIOIAIKH JIEKAPCTBEHHOTO MperapaTa i MEIUIUHCKOTO MPUMEHEHUS,
rocyJapCTBEHHAs! PETUCTPAII KOTOPOTO MOATBEP)KIACTCS B ClTydae, eCiu
MIPOU3BOJICTBO JIEKAPCTBEHHOTO Mpernapara AJisi MeIUIIMHCKOTO TPUMEHEHUS
ocymectBisiercs B Poccuiickoit denepanuy;

3) Komnusl BBIJIAaHHOW yMOJTHOMOYEHHBIM OPraHOM CTPaHbI IPOU3BOJAUTENS JTUIIEH3UHA HA
MPOMU3BOICTBO JEKAPCTBEHHOTr0 Ipenapara Jjisi MEUIIMHCKOTO IPUMEHEHUS U e
MePEBOJ] HA PYCCKUM A3BIK, 3aBE€PEHHBIE B YCTAHOBIICHHOM TOPSIIKE, a TAKKE KOS
3aKJIIOYEHHUST O COOTBETCTBHH IMPOU3BOIUTES JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM
MpaBUJI HAAJIeXKAIIEH TPOU3BOJACTBEHHOM NMPAKTUKHU, BEIIAHHOTO YITOJTHOMOYEHHBIM
(henepalbHbIM OPraHOM HCITOJTHUTEIIBHON BJIACTH B OTHOIIEHWHU MTPOU3BOCTBEHHOM
TJTOIIAIKH JIEKAPCTBEHHOTO MperapaTa i MEIUIIUHCKOTO TPUMEHEHHUS,
rocyJapCTBEHHasl pErucTpalus KOTOPOro MOATBEPKAAECTCS, UM KONUS PELICHUS
YIOJHOMOYCHHOTO (heJIepaibHOr0 OpraHa UCIIOJTHUTEIHLHON BJIACTH O MPOBEICHUN
MHCIIEKTUPOBAHUS IIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB B CIy4ae, eClu
MIPOU3BOJICTBO JIEKAPCTBEHHOTO Tperapara JAJisi MEIUIIMHCKOTO TPUMEHEHUS
OCyILLECTBIAETC 3a npeaenaMu Pocculickon Penepanuu.

(Yactp B penakiuu, BBeieHHOU B fieiicTBre ¢ 15 urons 2018 roga denepaibHbiM
3ak0oHOM OT 4 ntoHs 2018 roga Ne 140-D3. - CM. peAbIayLIYIO pEAAKIINIO)

4.1. B oTHOIIEHNH OMOJIOTUYECKHX JIEKAPCTBEHHBIX MTPENapaToB Il MEAULIUHCKOTO
MIPUMEHEHHUS 3asIBUTEIb JOMOJIHUTENBHO MPECTABIIAET PE3YIbTaThl MEPOIIPUSITUH,
IIPEyCMOTPEHHBIX IIJIAHOM YIIPABJIEHHS PUCKAMHU, YTBEP>KIEHHBIM YIIOJTHOMOYEHHBIM
(denepanbHBIM OPraHOM UCIIOTHUTEIBLHOM BJIACTH MPU OCYILECTBICHUH FOCYAapCTBEHHON
pETUCTpaLMK JEKAPCTBEHHOI O IIpernapara Juisi MEJULMHCKOTO IPUMEHEHMS.

(Hactp nononHUTENbHO BKiItoUeHa ¢ 15 urons 2018 rona denepanbHbIM 3aKOHOM OT 4
ntoHs 2018 roma Ne 140-D3)

4.2. K 3asBIEHUIO O TOATBEPKICHUHN TOCYAApPCTBEHHOM PErUCTPAIMH JIEKAPCTBEHHOTO
npenapara Jijisi BETepuHApHOTO MPUMEHEHHS IPUIIAratoTCsl JOKYMEHTBI, COAEepKaIINe
pe3yabTaThl MOHUTOPHHTA A(H(PEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Tpemapara
JUTSl BETEPUHAPHOTO MPUMEHEHHUSI, IPOBOJAMMOTrO JIepKaTelieM UM BIaJelIbIIeM
PErUCTPAIIMOHHOTO yI0CTOBEPEHUS JICKAPCTBEHHOTO TIpemnapara Jjisi BETEpUHAPHOTO
MIPUMEHEHUS THOO0 YIIOJIHOMOYEHHBIM UM IOPUINYECKUM JTUIIOM, TT0 Gopme,
YTBEPKJACHHOU YITOJITHOMOYECHHBIM (peiepaibHBIM OPraHOM UCTIOTHUTEIHHOU BJIACTH, U
JOKYMEHTBI, yKa3aHHbIE B MyHKTax 1, 2-2.2, moamyHkrax "a", "6", "k", "n" mynkra 4
yactu 3 ctatbd 17 Hactosmero deaepaibHOro 3akoHa. B oTHomeHnn
MMMYHOOHOJIOTUYECKHX JIEKAPCTBEHHBIX MPENapaToB IS BETEPUHAPHOTO MPUMEHEHUS

n..n

HE MPEJICTABISIOTCS CBEICHUS, YKa3aHHbIe B MOANYHKTE "K" myHkTa 4 yactu 3 cratbu 17



HacTosiero ®enepanbHOro 3aK0Ha. B OTHOILIEHUY JIEKapCTBEHHBIX MPENapaToB AJs
BETEPUHAPHOTO IPUMEHEHUS, TOJYYCHHBIX C MPUMEHEHUEM T€HHO-UHKEHEPHO-
MOAU(PUIIMPOBAHHBIX OPraHU3MOB WM COJIEPKALIUX TAKUE OPTaHU3MBI, JOMOJHUTEIBHO
IIPEJICTABIISIIOTCS CBE/ICHUS, YKa3aHHbIe B TyHKTE 13 yacTu 3 crarbu 17 HacToOALIErO
®denepalibHOTO 3aKOHA.

(YacTp gononHuTenbHO BKItoYeHa ¢ 15 utons 2018 roga denepanbHbIM 3aKOHOM OT 4
utoHs 2018 roga Ne 140-d3; B penakiuu, BBeJeHHOH B aeiictBue ¢ 13 aBrycra 2019 rona
®enepanbHbIM 3ak0HOM OT 2 aBrycta 2019 roga Ne 297-®3. - Cm. npeapayuryto
PEIaKIINIO)

4.3. C 3asgBiI€HUEM O MOJATBEPKICHUHU TOCYIAPCTBEHHON PErucTpaluy JeKapCTBEHHOTO
rpenapara 3asBUTEJb MPEACTABISIET KOMHUIO JOKYMEHTA, MOITBEPKAAIOLIETO yIIaTy
rocyJapCTBEHHO! MOLUIMHBI 3a MOATBEPKACHUE IOCYIapCTBEHHON perucTpauuu
JIEKaApCTBEHHOTO Mperapara, JIn00 MOKET MPEACTABUTh YKA3aHHBIM TOKYMEHT T10
COOCTBEHHOI MHUIMATHBE. B ciyuyae HenpeacTaBieHus: yKa3aHHOTO JOKyMEHTa
YIOJIHOMOYEHHBIN (heepabHbI OPTaH HUCIIOTHUTEIHHON BIACTH MPOBEPSET (haKT
yIUIaThl TOCYAAPCTBEHHOM MOUUIMHBI 3asIBUTEJIEM IOCPEICTBOM UCIIOJIb30BAHUSA
nH(popmanuu o0 yriaTe rocyAapCTBEHHOM MOIIINHBI, COJCpIKAIICHCs B
I'ocynapcTBeHHON MHGOPMAITMOHHON CHCTEME O TOCYIaPCTBEHHBIX H MYyHHUITHUITAILHBIX
IJIaTexax, Ha OCHOBaHUM MPE/ICTABIEHHOM 3asiBUTEJIEM KOIIUU JOKYMEHTA,
MOATBEPKIAIOIIETO YIIATy TOCYIapPCTBEHHOMN MOIITHUHBI.

(YacTp gomoaHuTeNnbHO BKItOYeHA ¢ 15 utons 2018 roga denepanbHbIM 3aKOHOM OT 4
utoHs 2018 roma Ne 140-D3)

5. B Teuenue necsatu pabouux AHEH O THS NPUHSATUA 3asiBICHUS O MOATBEPKICHUU
roCy1apCTBEHHON PETUCTPALlUN JIEKApCTBEHHOTO NIpenapara U JOKyMEHTOB,
CoJIeprKalIiX pPe3yJbTaTbl MOHUTOPUHTA 3(PPEKTUBHOCTU U OE30MACHOCTH
JIEKapCTBEHHOI'O IIperapara, IpOBOAMMOrO AEpKATEeIEM WIN BIaAEIbLEM
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpenapara 100 yIoJIHOMOYEHHBIM
UMH IOPUANYECKUM JIHMIIOM, YTIOJIHOMOYEHHBIN (eiepaiabHblil OpraH HCIOIHUTEIbHOM
BJIACTH:

1) mpoBOAUT MPOBEPKY MOJTHOTHI CBEICHUH, COAEPKAIIMXCS B IPEACTaBIEHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) NpyUHUMAET PELeHUE O IPOBEICHUH UIIN 00 OTKa3€ B IPOBEIEHUH IKCIEPTU3BI
OTHOIIEHHS 0’KHJAEMOM MOJIb3bI K BO3MOKHOMY PUCKY NPUMEHEHMS JIEKAPCTBEHHOTO
npernapaTa Ha OCHOBaHUHU PE3yJIbTaTOB MOHUTOPHUHTA YPPEKTUBHOCTH U OE30M1aCHOCTH
JIEKapCTBEHHOI'O IIperapara, IpOBOAUMOrO AEpKaTeIEM WIN BIaAEIbLEM
PErUCTPALIMOHHOTO YAOCTOBEPEHHS JIEKapCTBEHHOTO Mpemnapara 00 yIoJIHOMOYEHHBIM
UMH IOPUANYECKHM JIMIIOM, a TaKXKe (eaepatbHbIM OpraHOM UCIIOJHUTEIBHOM BIIACTH B
COOTBETCTBHUH C TpeOOBaHUAMHU CTaThll 64 HacTosmero deaeparbHOrO 3aKOHA;

3) yBeIOMJISIET B DJIEKTPOHHOM (hOpME UITM TMCEMEHHON (DOopMeE 3asIBUTENS M SKCIIEPTHOE
yUpEXKIEeHUE O IPUHATOM PEIICHUH OO0 B Cllydae IPUHATUS PEIIeHUs: 00 OTKa3e B
MPOBEACHUH IKCIEPTU3BI YKa3bIBAE€T MPUYHHBI TAKOTO OTKA3a.



6. B ciyuae BbIsSIBIEHUS! HEIOCTOBEPHOCTHU U (UJIH) HEOCTATOYHOCTH MH(pOpMaIuH,
coJieprKallleiicsl B IPEACTAaBIECHHBIX 3asBUTEIEM JOKYMEHTAX, YIIOJIHOMOYEHHBIN
(benepanbHBI OpraH UCIOJHUTENBHON BIACTH HAMpPaBIIsSeT 3asSBUTEIIO 3aIIPOC 00
YTOYHEHHUH yKa3aHHOH HH(opMaIuu. 3arpoc ynoJIHOMOYEHHOTO (elepaTbHOro opraHa
MCIIOJIHUTEJILHOM BJIACTU MOXET OBITh Mepe/iaH YIIOTHOMOUYEHHOMY IPEICTAaBUTEIIO
3asiBUTENIS JIMUHO I10J] PACIUCKY, HAIIPABJIEH 110 ITOUYTE 3aKa3HBIM IMCbMOM WJIM II€pEaH
B AJIEKTPOHHOM (hopMe MO TeIeKOMMYHUKALIMOHHBIM KaHaiaM CBs3u. B cirydae
HaIpaBJICHUs 3aIpOca YIIOJIHOMOYEHHOTO (heepaTbHOr0 OpraHa UCIIOIHUTEIbHON
BJIACTH I10 MOYTE 3aKa3HBIM MHUCbMOM OH CUMTAETCS MOTYYEHHBIM 10 UCTEYCHHUH IIECTH
JHEH ¢ JaThl HapPaBJICHUs 3aKa3HOI0 IIUChMa.

7. 3asiBUTEINb 00sI3aH NPEACTABUTH OTBET HA 3aIIPOC YIOJIHOMOUYEHHOTO (heiepanibHOro
opraHa MCIIOJHUTEIbHOM BJIACTU B CPOK, HE MPEBBIIAIOIINI IeBIHOCTA pab04UX JTHEH co
nHs ero noixydeHus. Cpok, yka3aHHBIM B 4acTU 5 HACTOSIILEH CTATbH,
IIPUOCTAaHABJIMBACTCS CO JIHS HAIIPABJICHUS 3asBUTENIO 3alIpOCa YIIOJIHOMOUYEHHOTO
(benepanbHOrO OpraHa UCIOJHUTEIBHOMN BIACTH A0 IHS MOJTYYCHUS UM
COOTBETCTBYIOILEIO OTBETA U HE YUYUTHIBACTCS IIPU UCUHUCIECHUH CPOKA MOATBEPKACHHUS
roCyIapCTBEHHON PETUCTPALUU JIEKAPCTBEHHOTO IIpenapara.

8. OcHOBaHUEM i O0TKa3a B MIPOBECHUH SKCIIEPTU3bI OTHOLIECHUS 0XKUIAEMOI1 TOIb3bI
K BO3MO>XHOMY PUCKY IPUMEHEHUS JICKAPCTBEHHOTO IIpernapara sBsieTcst
MIpe/ICTaBICHUE JOKYMEHTOB, COACPKAIIUX PE3yIbTaThl MOHUTOPUHTA 3((HEKTUBHOCTH H
0€30IMacHOCTH JISKAPCTBCHHOTO TIperapara, u (Miu) B OTHOIICHUH OMOJIOTHICCKUX
JIEKapCTBEHHBIX MPENapaTOB PE3yIbTaTOB OCYIIECTBICHUS MEPOIPUITUI B
COOTBETCTBHUHU C IUIAHOM YIIPABJICHUS PUCKAMU, YTBEPKJICHHBIM YITOJTHOMOYEHHBIM
(benepanbHBIM OPraHOM UCTIOTHUTEIBLHOM BIACTH MPHU OCYIIECTBICHUHU TOCYAapCTBEHHOM
perucTpanuy JIEKapCTBEHHOTO MperapaTa, B HEMOJIHOM 00beMe, OTCYTCTBHE
nH(pOpMaIIUY, TOATBEPKIAAIONIEH (DAaKT yIIaThl rOCYAapCTBEHHOM MOILITUHBI 32
MOATBEPKICHUE TOCYJaPCTBEHHOM PEruCTpaIiy JISKApCTBEHHOTO Mpernapara, JInoo
HETpEACTaBICHUE 3aIBUTENIEM B YCTAaHOBJICHHBII CPOK OTBETA HA YKA3aHHBINA B 4acCTH 6
HACTOAIIEHN CTaThU 3aMpOC YIOJIHOMOYEHHOTO (peIepalIbHOTO OpraHa UCIOJHUTEIbHOMN
BIIACTH, a TAKXKe OTCYTCTBUE B YKa3aHHBIX JOKYMEHTaX WH(MOpMaIlUU, KOTOpas JOJKHA
OBITH B HX OTpaKeHa.

9. DkcnepTu3a OTHOIICHUS 0’KUIAEMOM IMOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHUS
JIEKapCTBEHHOI'O IIperapaTa B LEJSAX MOATBEPKICHNS FOCYy JapCTBEHHON PETUCTpallun
JIEKapCTBEHHOI'O IIperapaTa MpoBOJUTCS KOMUCCHEN IKCIIEPTOB AKCIIEPTHOTO
YUPEXIECHUS B CPOK, HE MPEBBIIIAIOLINI cCOpoKa pabouux AHEH.

10. B cimydae HeIOCTAaTOYHOCTH IPEICTABICHHBIX KCIEPTY MAaTEPHAIIOB JUIS 1a4n
3aKIIIOYEHHUS IKCIIEPT 00palaeTcss K pyKOBOJUTENIO SKCIIEPTHOTO YUPEKACHUS O
MIPEIOCTABIEHUU €My HEOOXOIMMBIX MaTepuanoB. PyKoBoIUTENb SKCIIEPTHOTO
YUpEXIeHUS 00paIlaeTcsi ¢ COOTBETCTBYIOIIUM 3allpOCOM B YIIOJIHOMOYEHHBIN
(dhenepabHBIA OpraH UCIIOJIHUTEIILHON BJIACTH, BBIJIABIINN 33/IaHUE HA MIPOBEICHUE
9KCIIEPTU3BI OTHOLIEHUS 0’KMIAEMOM I0JIb3bI K BOBMOKHOMY PUCKY IPUMEHEHUS
JIEKAPCTBEHHOTO MperapaTa Ha OCHOBAHUH JIOKYMEHTA, COJIEPKAILETO pe3yJIbTaThl



MOHHUTOPHHTa 3PPEKTUBHOCTH U OE30MMACHOCTH JIEKAPCTBEHHOIO MpenapaTa. B Teuenue
IIATU paboUuX JTHEHN CO AHS MOCTYIIEHUS 3alpoca pyKOBOJUTENS SKCIIEPTHOTO
yUpexKIeHUs yKa3aHHBIN (enepanbHblii OpraH UCIIOTHUTEILHONM BIACTH HAIIPABIISET
3asBUTEIIIO 3aMPOC O MPEACTABICHUN HEOOXOJMMBIX MaTepPHaIOB, KOTOPbIH MOKET OBITh
nepesiaH YIoJHOMOUYEHHOMY MPECTaBUTEIIO 3asiBUTENIS JIMUHO IO/ PACIHCKY,
HaIpaBJICH M0 OYTE 3aKa3HBIM MMCHMOM HIIM TIepelaH B AIEKTPOHHOU (hopMe 110
TEJIeKOMMYHUKAIIMOHHBIM KaHajaM CBsI3u. B ciydae HanpaBneHus 3ampoca
YIOJIHOMOYEHHOTO (heZepaTbHOr0 OpraHa UCIOJHUTEIBHOMN BIACTH IO MOYTE 3aKa3HBIM
MMCBMOM OH CUHTAETCS MOJTYYSHHBIM M0 UCTEUEHUH IIECTU JHEH C AaThl HAIIPaBJICHUS
3aKa3HOT'0 MMHCHMA.

11. 3asBuTens 00s3aH MPEICTABUTH OTBET HA 3aIPOC YIIOJHOMOYEHHOTO (heepaabHOro
OpraHa MCIIOJHUTEIbHOM BJIACTU B CPOK, HE MPEBBIIAIOIINHN LIECTUACCITH pabounX AHEH
CO JIHA TIOJTYYeHHS YKa3aHHOTO 3arpoca. Y OJTHOMOUYEHHBIH (enepanbHbli opran
WCIIOJIHUTEJILHOM BJIACTH, BBIJABIINN 3a/laHUE HA TPOBEIEHUE SKCIIEPTU3bI OTHOILIECHUS
OKHJIaeMOH OJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHMSI JIEKAPCTBEHHOI'O IIperapara Ha
OCHOBAHUU JIOKyMEHTa, COJICPKAILEro pe3yJbTaTbl MOHUTOPUHTA 3PPEKTUBHOCTU U
0€30MaCHOCTH JIEKAPCTBEHHOTO Mperapara, B TEUEHUE MATH pabodnx THEH co AHS
MOCTYTIJICHUS OT 3asBUTEIISI OTBETA HA 3aIPOC YIIOJIHOMOYEHHOTO (heZiepaibHOTO OpraHa
HCIIOJIHUTEJIBHOM BJIACTU HAMPABIISAET 3TOT OTBET B OKCIIEPTHOE yupexaeHue. B ciydae
HETPEACTABICHUS 10 UICTEYCHUH MECTUIECATH PabOYHX THEH 3asBUTEIEM OTBETa HA
yKa3aHHBIH 3a1poc yIIOJIHOMOUYEHHBIN (e/iepaibHblil OpraH HCIOIHUTEIBHON BIACTH,
BBIIABILINHI 3aJJaHUE HA IPOBEJCHUE SKCIIEPTU3bI OTHOLIEHUS 0XKH1aeMOM MOJIb3bI K
BO3MO>KHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOIO IIpenapara Ha OCHOBAHUM JOKYMEHTA,
coJiep KalIero pe3yabTaThl MOHUTOPUHTA 3(PPEKTUBHOCTH M O€301TaCHOCTH
JIEKapCTBEHHOTO Mpernapara, B TeUeHUe ISITH pabodKX JHEH HallpaBiseT B SKCIEPTHOE
YUpEKICHUE YBEAOMIICHHE O HENPEICTABICHUH 3asBUTEJIEM OTBETA Ha 3aIpOC
YKa3aHHOTO OpraHa. Bpemst co IHs HanpaBJIEHUs 3allpoca SKCIEPTHOTO YUPEKACHUS B
YIOJHOMOYEHHBIN (eiepabHbIN OpTraH UCIIOTHUTEIbHOM BIIACTH /10 THS MOJTyYEHUs
9KCIIEPTHBIM YUPEKICHUEM OTBETA HA 3alIpOC WM YBEIOMIIEHUS O HENPEACTABICHUN
OTBETa Ha 3alPOC HE YUUTHIBAETCS MPU UCUUCIICHUH CPOKa MPOBEIECHUS SKCIIEPTU3BI
OTHOIIEHHUS 0’)KHJAEMOM OJIb3bI K BO3MOXKHOMY PUCKY NPUMEHEHMS JIEKAPCTBEHHOTO
rpenapara Ha OCHOBaHHUH JOKYMEHTA, COJIEPKAILEro pe3yabTaTbl MOHUTOPUHTA

3¢ dEeKTUBHOCTH U 6€30IIaCHOCTH JIEKAPCTBEHHOTO Ipernapara.

12. B cpok, He npeBbIIAOINN AecATH pabounx JHEH co AHS MOTYUYSHUS 3aKI0YEeHUS
KOMMCCHH 3KCIIEPTOB I10 PE3YJIBTATAM SKCIEPTU3bI OTHOIICHUS OKUIAEMOM MOJIb3bI K
BO3MOKHOMY PUCKY IIPUMEHEHHUSI JIEKAPCTBEHHOIO IIpeIapara, COOTBETCTBY IO
YIOJHOMOYEHHBIN (pe/iepalibHbII OpraH UCIOIHUTEIbHOM BIIACTH:

1) OCYHICCTBIIACT OLICHKY 3TOI'0 3aKJIOUCHUA OJIA OIMPEACTICHUS €0 COOTBETCTBUA
3aIaHUT0 Ha ITPOBCACHUC yKa3aHHOﬁ 9KCIICPTU3BI;

2) NpUHUMAET PeLleHUE O MOITBEPKIEHUU TOCYJapCTBEHHOM perucrpaiiu
JIEKapCTBEHHOT'O Mpenapara win o0 0TKas3e B MOATBEP)KICHUH TOCy1apCTBEHHON
PETUCTpaLyH JEKaPCTBEHHOIO IIPEapara;



3) BHOCHT IpH MPUHATUH PEIICHUS O MOATBEPKACHUH FOCYAapCTBEHHON PETUCTpaLlun
JIEKapCTBEHHOI'O IIPeTapaTa CBEICHUS B TOCYIaPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX
CPEICTB U BBIJACT 3asIBUTEII0 OECCPOUHOE PErMCTPALIMOHHOE Y OCTOBEPEHUE
JIEKapCTBEHHOI'O IIperapara.

13. OcHoBaHueM AJis 0TKa3a B OJATBEPKAEHUH IOCYAapCTBEHHOM perucTpanuu
JIEKapCTBEHHOI'O MperapaTa sBJISETCS 3aKJII0UEHUE COOTBETCTBYIOIETO
YIOJTHOMOYEHHOTO ()eIepaIbHOTO OPraHa UCTIOJHUTEIIBHOM BJIIACTH O TOM, YTO PUCK
MIPUYMHEHUS Bpeia 30pPOBBIO YETIOBEKa MJIM KUBOTHOTO BCJIEICTBUE MpUEMa
JIEKapCTBEHHOTO TIperapara npeBbimaeT 3QPeKTUBHOCTD €ro MPUMEHEHUS.

(YacTp B penakiuu, BBeJIeHHOU B nericTBre ¢ 15 urons 2018 roga denepaibHbIM
3akoHOM OT 4 utoHs 2018 romga Ne 140-®D3. - CM. ipeAbIaYyIIYIO PEAAKIINIO)

14. B nepuon nmpoBeaeHNs MPOLeTyphl MOATBEPKACHUS FOCYAapPCTBEHHON PErUCTpaliuu
JIEKapCTBEHHOTO Mperapata ero odparienue B Poccuiickoii denepamu He
[IPUOCTAaHABINBACTCS.

15. Jomyckaercst oOpaliieHue JIeKapCTBEHHBIX MperapaToB A0 UCTEUEHUs CPOKa
TOJIHOCTH, TIPOU3BEACHHBIX B TEUCHUE CTA BOCBMUECATH KaJICHIAPHBIX JHEH 1MOCie
JaThl IPUHATHS YIIOJTHOMOUYEHHBIM (pelepaTbHBIM OPraHOM HCIIOJIHUTEIBHON BIACTH
pelIeHus 0 MOATBEPKACHUHN TOCYIapCTBEHHON PETUCTPAIlii, B COOTBETCTBUU C
uHpopmaluen, cofepxaiiencs B JOKYMEHTaX PEruCTPAllMOHHOTO TOChE Ha
JIEKapCTBEHHBIN Mpenapar 10 AaThl IPUHSATHUS TAKOTO PEIICHHUS.

(Yactp B penakium, BBeieHHOI B neictBue ¢ 13 aBrycra 2019 roga denepanbHbiM
3akoHOM OT 2 aBrycta 2019 roma Ne 297-®3. - CMm. ipeapIAyIIyI0 PEIAKIIUIO)
(Cratps B penakiuu, BBeACHHOH B aelicTBue ¢ 1 ssuBaps 2017 roga @enepaibHbIM
3aKoHOM OT 22 nekadpst 2014 roma Ne 429-D3. - CM. ipeAbIAYyIIYIO PEAAKIIUIO)

Crarbs 30. BHeceHne u3MeHEHU B TOKYMEHTBI, COAECPKALIUECS B PETUCTPALIUOHHOM
JIOChE€ HA 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar A1 MEAUIUHCKOTO
IIPUMEHEHUS

1. B nensix BHECEHUSI U3BMEHEHUI B JOKYMEHTBI, COJIEp KAIlIUECs B PETUCTPALMOHHOM
JIOChE Ha 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar JJisi MEIUIIMHCKOTO
MIPUMEHEHUSI, Iep>KaTellb WU BiaJelell PpErUCTPAMOHHOTO YI0CTOBEPEHUS
JIEKApCTBEHHOTO MperapaTa Wik YIIOJTHOMOYEHHOE UM JIPYToe HOPHUINIECKOE JTUII0
(marnee B HacTOsIIIEH CTaThe - 3aIBUTENb) MPEACTABISET B YIIOJIHOMOUYEHHBIN
(dhenepaibHBINA OpraH UCIIOJIHUTEIILHON BIIACTH 3asBJICHHE O BHECCHUH TaKUX M3MEHECHUN
o Gopme, YCTAaHOBIICHHON YIIOJTHOMOUYEHHBIM (pe/iepambHBIM OpraHOM UCIIOTHUTENBHON
BJIACTH, ¥ TIPHJIaraeMbIe K HEMY U3MEHECHHSI B YKa3aHHBIC JJOKYMEHTBI, a TAKXKe
JOKYMEHTBI, TOATBEPKIA0IINE HEOOXOAUMOCTh BHECEHUS TAKUX U3MEHEHUH.

(YacTs B pemakiuu, BBeIeHHOHU B nieiicTBre ¢ 1 ssaBapst 2017 roma denepaibHbIM
3aKkoHOM OT 22 nexabps 2014 roga Ne 429-03 (c u3MEeHEHUSIMHU, BHECEHHBIMH
®enepanbHbM 3ak0HOM OT 13 uronist 2015 roga Ne 241-D3); B pegakuum, BBEACHHOU B
nerictBue ¢ 15 nrons 2018 rona @enepanbubiM 3aKk0HOM OT 4 uroHs 2018 roma Ne 140-
@3. - CM. IpeABIaYIIYIO PEAAKIIHIO)



1.1. ITpy HEOOXOIMMOCTH BHECEHHSI B IOKYMEHTHI, COJIEP)KAIIUECS B PETUCTPAITMOHHOM
JI0OChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar st MEAUIIUMHCKOTO
MPUMEHEHUSI, ”BMEHEHUH, YKa3aHHBIX B ITYHKTE 3 4acTH 2 HACTOSIIEH CTaThbU U
TpeOYIOMMX MPOBEICHHIS SKCIIEPTU3HI KA4eCTBA JICKAPCTBEHHBIX CPEJICTB, 3asBUTEIb
JIOTIOJTHUTEIBHO MPEJICTABIISET B YIOJHOMOYCHHBIN (peepanbHbIi OpraH
WCTIOJTHUTEJIbHON BJIACTH KOIHUIO JIMLIEH3UHU Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB
WJIA KOTHIO 3aKJIFOYEHHUS O COOTBETCTBUU MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUAM MPABUI HAJICKAIICH TPOU3BOICTBEHHON MPAKTUKHU, BBIITAHHBIX
YIIOJITHOMOYEHHBIM (peiepabHbIM OPraHOM MCIIOJHUTEILHOM BIACTH B OTHOIIICHUH
W3MEHEHHOM U (UJK) TOTIOJIHEHHOU MPOU3BOCTBEHHOM TUIOMIAAKU JIE€KAPCTBEHHOTO
npermnapara, B ciiydae, €Ciid POU3BOACTBO JIEKAPCTBEHHOIO MpernapaTa OCyIIEeCTBISETCS B
Poccuiickoit @enepanuu, 1100 KOMUIO BBIAAHHOW YIIOJIHOMOYEHHBIM OPraHOM CTPaHBI
MPOU3BOAUTENS JTUIEH3UN HA MPOU3BOJICTBO JIEKAPCTBEHHOTO IIpenapara 1 ee nepeBo/
Ha PYCCKUH S3bIK, 3aBEPEHHBIC B YCTAHOBIIEHHOM TOPSJIKE, a TAK)KE KOITHIO 3aKITIOYCHUS
0 COOTBETCTBUHU IMPOU3BOIUTES JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSM IPABHII
HaJJIeKallel MPOU3BOJICTBEHHON TPAKTUKH, BBIJTAHHOTO YIIOJTHOMOYEHHBIM
(henepalbHBIM OPraHOM HCITOJTHUTEIIbHON BJIACTH B OTHOIIEHWH U3MEHEHHOM M (HJIH)
JOTIOJTHEHHOM MPOU3BOICTBEHHOMN IIJIOIIAIKH JIEKAPCTBEHHOTO MperiapaTa, HJId KOO
pelleHrs YyIOJTHOMOYEHHOTO (eIepalbHOrO OpraHa UCIOJHUTEIBHOMN BIACTH O
MPOBEACHUN MHCIIEKTUPOBAHUS ITPOU3BOIUTEIS JIGKAPCTBEHHBIX CPEJICTB B CIIydae, €Ciu
MIPOU3BOJICTBO JIEKAPCTBEHHOT'O IperapaTa OCyLIECTBIsAETC 3a npeaenamu Poccuiickoi
denepanuu.

(YacTp gomoaHuTeNnbHO BKItOYeHA ¢ 15 utons 2018 roga denepanbHbIM 3aKOHOM OT 4
utoHs 2018 roma Ne 140-D3)

1.2. ITpu HEOOXOIMMOCTH BHECEHHSI B JOKYMEHTBI, COJEpXKAIUECS B PETUCTPALIMOHHOM
JIOChE Ha 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar s MEAUIUHCKOTO
IIPUMEHEHHUS], U3BMEHEHUH, YKa3aHHbIX B IIYHKTE 4 4acTH 2 HACTOSIIEH CTaTbU U
TpeOYIOUINX MTPOBEIEHUS SKCIIEPTU3bI KAUECTBA JIEKAPCTBEHHBIX CPENICTB, 3aBUTEID
JIOTIOJTHUTENBHO MPEICTABIISET B YIOJTHOMOYEHHBIH (pesiepabHblif opran
VCIIOJTHUTEJIBHON BJIACTH KOIIHIO JINLIEH3UHU Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPECTB
WJIY KOIUIO 3aKIIOUEHUs O COOTBETCTBUU IIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM IIPAaBUJI Ha/IJIEKAIEH MPOU3BOACTBEHHON MPAKTUKH, BBIIAHHBIX
YIOJIHOMOYEHHBIM (eiepalibHbIM OPraHOM HCIIOJIHUTENILHON BIACTH B OTHOIIEHUH
IIPOU3BOICTBEHHON IIJIOUIAIKH JIEKAPCTBEHHOIO IIPETNapara, B Cirydae, eCiu
IIPOU3BOJICTBO JIEKAPCTBEHHOTO IIpemnapara ocyuectsiserca B Poccniickoit denepanuu,
00 KOMUIO BbIIAHHONW YIIOJTHOMOYEHHBIM OPTaHOM CTpaHbl IPOU3BOAUTENS JIULIEH3UU
Ha [IPOMU3BOCTBO JIEKAPCTBEHHOTO IIPENapara U ee IepeBol Ha PYCCKUH A3bIK,
3aBEPEHHBIEC B YCTAHOBJIEHHOM MOPSJIKE, & TAKKE KOIHIO 3aKJIFOYEHHS O COOTBETCTBUU
MIPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM MTPABUI HaJIEKAIIeH
MIPOM3BOJICTBEHHON MPAKTUKH, BBIJAHHOTO YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM
HCIIOJTHUTEJIBHON BJIACTU B OTHOLLIEHHUH ITPOU3BOJACTBEHHOM IUIOMIAIKN JIEKAPCTBEHHOIO
Ipernapara, Wil KOIHIO peleHHs yIIOJTHOMOYEHHOro (hefiepalbHOro OpraHa
HCIIOJTHUTEJIBHON BJIACTHU O NPOBEACHUN UHCIIEKTUPOBAHUS IPOU3BOIUTENSA
JIEKapCTBEHHOI'O CPEJCTBA B ClIydae, €CJIM IIPOU3BOJCTBO JEKaPCTBEHHOTO TIpenapara
OCyLIECTBIsAETCS 3a npeaenamu Poccuiickon denepanuu.



(YacTp gomoaHuTEeNbHO BKItOUeHA ¢ 15 mions 2018 roga denepanbHbIM 3aKOHOM OT 4
uroHs 2018 roga Ne 140-D3)

1.3. TlpunsTHE pelieHns 0 BHECCHUH U3MEHEHUN WM 00 0TKa3e BO BHECCHUH U3MECHECHUN
B JIOKYMEHTBI, COJIEpIKAIIUECs B PErUCTPALIMOHHOM JI0ChE Ha 3apErUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Tpernapar JUisk MeIUIIMHCKOTO MPUMEHEHHSI, B CITy4ae HEOOXOAUMOCTH
MIPOBEACHUS IKCIIEPTU3BI KaUeCTBA JIEKAPCTBEHHBIX CPEJCTB U (MIIH) SKCTICPTU3BI
OTHOILIEHUS 0KHUJIAeMOM MOJIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHHUS JIEKAPCTBEHHOTO
npemnapara i MEAUIMHCKOTO MPUMEHEHHUSI OCYIIECTBIISIETCS B CPOK, HE TTPEBBIIIAOIIHIA
JEBSIHOCTA PabOYMX JTHEH, a B OCTAJIbHBIX CIIy4asiX B CPOK, HE MPEBBIMIAIOIINI TPUILIATH
pabouux JHEH cO JHS MPUHATHS YIIOJTHOMOUYEHHBIM (eIepalbHBIM OpraHOM
HCIIOJIHUTEILHON BIACTH 3asIBJICHUS O BHCCCHUH TaKUX U3MCHCHUM.

(YacTp gomoaHuTENbHO BKItOUYeHA ¢ 15 mronst 2018 roga denepaabHbIM 3aKOHOM OT 4
utoHs 2018 roma Ne 140-D3)

1.4. YnonnomMoueHHBIN (efepanbHbIii OpraH UCIOTHUTEIBHON BIACTH C YYETOM
pe3yJIbTaToOB (hapMaKOHAI30pa U TIPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPEJICTB,
HaXOJSIIMXCS B TPAXKIAHCKOM 000pOTE, YCTAaHOBJICHHBIM TPEOOBAHUAM K UX KA4€CTBY B
TEUCHHE JECATH pabOYMX JHEH CO JTHS MOCTYIUICHUS COOTBETCTBYIOIIEH HH(MOPMAITUU
pasmMelnaer Ha cBoeM opHUIHAILHOM caiiTe B ceTu "MHTepHeT" cBeneHus o
HEO0OXOIUMOCTH BHECEHUS B MHCTPYKITUIO TI0 MEIUIIMTHCKOMY TIPUMEHEHHUIO
JIEKapCTBEHHOT'O MIpernapaTa U3MEHEHH B OTHOIICHUH CBEJICHUI O MTOKa3aHUAX IS
MIPUMEHEHHUSI U MPOTUBOMOKA3aHMX VISl IPUMEHEHHS JICKAPCTBEHHOTO IIpenapara,
BBISIBJICHHBIX IOOOYHBIX JIEHCTBUSAX, HEXKENATEIbHBIX PEAKIUAX MPU TPUMEHEHUU
JIEKapCTBCHHOT'O TIperapaTa U yBeJIOMIISIET 00 3TOM B AJICKTPOHHOU (hopMe WITH
MUCbMEHHOM (hopme (Ha OyMakHOM HOCHUTEINE) AepKaTens WK BIaenbla
PEruCTPalIMOHHOTO YA0CTOBEPEHUS JIEKAPCTBEHHOTO TIpenapara (MiIu yIoJTHOMOYEHHOE
UM JIPYTO€ IPUTUIECKOE JIUII0), a TAKXKE JIep:KaTeIei Uil BIaJeNblIeB
PErUCTPalIMOHHBIX YI0OCTOBEPEHUN JIEKAPCTBEHHBIX MPENapaToB (MIJIK YIIOJIHOMOYEHHBIX
MU JAPYTUX OPUTUIECKHX JIHII), KOTOPBIE SBISIOTCS B3aUMO3aMEHSIEMbIMH.

(Yactp nomomHuTenpHO BKItOYeHa ¢ 1 Mmapta 2020 romga denepaibHbIM 3aKOHOM OT 27
nexadps 2019 roga Ne 475-D3)

1.5. JlepxaTenb niam Biajesel peruCTpaliOHHOIO yI0CTOBEPEHUS JIEKAPCTBEHHOTO
rpenapara, a TakKe Jep>KaTelld WiId BIaJelIblibl PETUCTPAMOHHBIX yIOCTOBEPEHUIN
JIeKapCTBEHHBIX NpenapaToB (MM YIOJIHOMOYEHHbIE UMU JIpyTHe I0pUINUECKUe JUIa),
KOTOpBIE ABJISIOTCS B3aMMO3aMEHSIEMbIMU, 00513aHbl IPEICTaBUTh B YIIOJTHOMOYEHHBIH
(benepanbHBI OpraH UCIIOTHUTEIBHOM BIACTH 3asBJICHUS O BHECEHUM U3MEHEHUH B
JIOKYMEHTBI, COAECPKALIUECS B PETUCTPALIMOHHBIX JJOChE HA 3aPETUCTPUPOBAHHBIE
JIEKApCTBEHHBIE IIPENapaTsl JUisi MEAULIMHCKOTO IPUMEHEHUS, B OTHOLLICHUN CBEICHUH,
YKa3aHHBIX B HHCTPYKIIMH 110 MEAUIIMHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHBIX
[IperaparoB, B TEUCHHE COPOKa pabouuX AHEW co AHSA pa3MELIeHHs YIIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM UCHIOJIHUTENBHOM BIacTH MHPOPMAIINK, YKa3aHHOH B yacTH 1.4
Hacrosel crathi. JlaHHoe TpeOoBaHUE HE pacCIPOCTPAHAETCS Ha Cllyuyal BHECEHUS B
MHCTPYKIHIO 110 MEJUIIMHCKOMY IPUMEHEHUIO JIEKAPCTBEHHOIO ITperapaTa u3MEHEHUH B
OTHOILIEHUHU HOBBIX [TOKAa3aHUM JJIs IPUMEHEHHUs JIEKAPCTBEHHOIO IIperapara Ha



OCHOBAHUU PE3yJIbTATOB COOTBETCTBYIOLIUX HCCIIEIOBAHUM.
(Hactp nononHUTEnbHO BKiItoueHa ¢ 1 mapra 2020 roga denepaibHbIM 3aKOHOM OT 27
nexadps 2019 roma Ne 475-D3)

2. DKkcnepTur3a JICKapCTBEHHBIX CPEICTB B YACTH SKCIEPTHU3bI KAYECTBA JIEKAPCTBEHHOTO
CpEeACTBa U (MJIM) HKCIIEPTU3BI OTHOIIEHUS 0)KUAEMOM MOJIb3bl K BO3MOKHOMY PUCKY
IIPUMEHEHHUSI JIEKAPCTBEHHOTO MpernapaTa JJil MEIUIUHCKOTO IPUMEHEHUS IPOBOUTCS B
Clly4ae BHECEHUS U3MEHEHUH B JIOKYMEHTBI, COJEPIKAIINECS B PETUCTPALIMOHHOM JI0ChE
Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN NIpenapar, B OTHOLLICHUH:

1) cBeneHuil, yka3aHHbBIX B MHCTPYKLUHU 110 MEAUIIMHCKOMY IIPUMEHEHUIO
JIEKapCTBEHHOTIO IIperapara:

a) JIeKapCTBeHHasi popMa ¢ yKa3aHHEeM HAaUMEHOBAaHUH M KOJIMYECTBEHHOT'O COCTaBa
JCHCTBYIONINX BEIISCTB M KAYECTBEHHOTO COCTaBa BCIIOMOTATEIbHBIX BEIIECTB (TIpH
HEOO0XOIMMOCTH KOJIMYECTBEHHOTO COCTaBa BCIIOMOTATEIIbHBIX BEIICCTR);

0) papmakonuHamuka U (hapMaKOKHHETHKA (32 HCKITFOYCHUEM (hapMaKOKHHETHKH
TOMEOTIATHYECKUX JICKAPCTBECHHBIX MMPENapaTOB M PACTHTEIBHBIX JICKApPCTBEHHBIX
MpenaparoB);

B) TIOKa3aHUs JJIsI IPUMCHCHUS;

T') IPOTUBOIIOKA3aHUS JJIsl IPUMCHCHUS,

1) MEpBI IPETOCTOPOKHOCTH TIPU TPUMEHEHUU;

€) yKa3aHue BO3MOKHOCTH M OCOOEHHOCTEH MPUMEHEHUS JIEKapCTBEHHOTO Mpenapara
JUTSE MEJTUITTHCKOTO MPUMEHEHHSI O€PEMEHHBIMHU JKCHIITTHAMH, KESHIIUHAMH B TICPUO]T
TPYAHOTO BCKapMIIMBAHHUS, J€THMH, B3POCIBIMHI, UMEIOIIUMHU XPOHUUYECKHE
3a00JICBaHHUS;

k) PSKHUM JO3UPOBAHUS, CIIOCOOBI BBEICHUS U IPUMEHEHUS, TIPU HEOOXOTUMOCTH BPEMsI
npreMa JIEKapCTBEHHOTO Tpernapara, IpoA0KUTEIbHOCTh JICUYEHHS, B TOM YUCIE Y

JIeTel 10 ¥ mocJie OJTHOTO IoJia;

3) BO3MOXHBIC TOOOYHBIC JICHCTBHSI U HEXKENIATEIIbHBIC PEAKIIUU PU PUMEHEHUH
JIEKapCTBEHHOTO IMpernapara;

1) CUMIITOMBI [I€PEI03UPOBKH, MEPHI IO OKA3aHHIO IIOMOILY IIPU MEPEI03UPOBKE;

K) B3aMMOJICICTBHE C APYTUMHU JIE€KApCTBEHHBIMU NpenapaTaMu U (UJIu) MUIIEBBIMU
IIPOAYKTAMU;

71) popMBI BIITyCKa JIEKapCTBEHHOT'O IIpenapara;



M) yKa3zaHue (Mpu HeoOXOAMMOCTH) OCOOSHHOCTEH JACHCTBUS JICKapCTBEHHOTO IIpenapara
IIPY TIEPBOM MPUEME HITU TIPU €r0 OTMEHE;

H) CBCACHUA O BOSMOXHOM BJIMAHUU JICKAPCTBCHHOI'O ITpCriapaTta i MEAUIUHCKOIO
IIPUMECHCHUA HA CIIOCOOHOCTD YIpaBJATh TPAHCIIOPTHBIMHA CPEACTBAMU, MCXAHU3MAMMH

0) CPOK 'OJTHOCTHU M YKa3aHHE Ha 3allpeT IPUMEHEHMS JIEKAPCTBEHHOIO IIperapaTra 1o
HCTEYEHUH CPOKa FOJIHOCTH;

I1) YCIIOBHSI XpaHCHHS,
P) YCIIOBHS OTITyCKa,
2) cocTaBa JIEKapCTBEHHOIO MpernapaTa i MEIUIIMHCKOTO IPUMEHEHUS;

3) HU3MCHCHUA MCCTA MPOU3BOJACTBA JICKAPCTBCHHOI'O ITp€riapaTta Ajisd MEAULIUHCKOT'O
IIPUMCHCHMUA,

4) u3MeHeHus MoKa3aTesel KauecTBa JIGKApCTBEHHOTO Mpenapara A MEAUIIMHCKOTO
MIPUMEHEHUS U (MJIM) METOJ0B KOHTPOJISI KaueCTBa JIEKAPCTBEHHOTO MpernapaTa Jis
MEAHUIIMHCKOTO IPUMEHEHHS,

5) U3MEHEHUs CPOKa TOJHOCTH JIEKAPCTBEHHOTO MperapaTa it MeIUIIMHCKOTO
MIPUMEHEHUS;

6) cBesieHH 0 HEOOXOAMMOCTH BHECEHUSI MHBIX U3MEHEHUH B MHCTPYKIUIO 110
MEAUIIMHCKOMY IPUMEHEHUIO JIEKapCTBEHHOT'0 Mpenapara, a Tak’ke B MHbIE JJOKYMEHTHI,
COJIEpIKalIMeECs B PETUCTPALIMOHHOM JIOChE Ha 3apErUCTPUPOBAHHBIN JIEKapPCTBEHHBIN
npenapat. [Ipu 3ToMm perienre o NpoBeAEHUN SKCIEPTU3bI KaUeCTBa JIEKaPCTBEHHBIX
CPEICTB U (MJIM) SKCIIEPTU3BI OTHOLICHUSI 0KMIAEMOM I0JIb3bI K BOBMOKHOMY PUCKY
MIPUMEHEHHUS JIEKapCTBEHHOT'0 Ipernapara JUisi METUIIUHCKOTO MPUMEHEHUS IPUHUMAETCS
B COOTBETCTBHUH C YTBEPKICHHOM YIOITHOMOYEHHBIM (eiepaIbHbIM OPraHOM
HCIIOJIHUTEJILHOM BJIacTH Kilaccu(UKaueil N3MeHeHU, BHOCUMBIX B IOKYMEHTHI,
COJIEpIKalMecs B PETUCTPALIMOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JIEKapPCTBEHHBIN
npenapar.

(Yactpb B pemakium, BBeieHHO B neiicTBue ¢ 1 saBapst 2016 rona denepanibHbIM
3aKkoHOM oT 22 nexadps 2014 roga Ne 429-03. - Cm. npeabIAyLIYIO peAaKIUIO)

3. C 3asBIeHHEM O BHECEHUH U3MEHEHUH B JOKYMEHTBI, COJEpKAIINECS B
PErUCTPalMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT JiIs
MEIULMHCKOTO MPUMEHEHHUS, Hapsay ¢ JOKYMEHTaMH, YKa3aHHBIMH B yacTu |
HACTOAIIEH CTaThU, 3aIBUTEIb MPECTABIAET KOMUH IOKYMEHTOB, TOATBEPKIAOIINX
yIUIaTy FOCYAApCTBEHHON MOIIJIMHBI 32 BHECEHUE B IOKYMEHTBHI, COIEpKAILIUECS B
PErUCTPaIlMOHHOM JIOChE Ha 3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapat Jist
MEIULUHCKOTO MPUMEHEHHU s, U3MEHEHUH, TpeOYIOLINX MPOBEICHHS SKCIIEPTU3bI
JIEKapCTBEHHBIX CPEJICTB B YACTU HKCIIEPTHU3bI KAUECTBA JIEKAPCTBEHHOTO CPE/ICTBA U



(WK PKCTIEPTHU3BI OTHOIICHUS 0XKUIAEMOU MOJIB3bl K BO3SMOKHOMY PUCKY IPHUMEHEHUS
JIEKApCTBEHHOTO MpernapaTa JJisi MEIUIIMHCKOTO MPUMEHEHHUS, TOCY 1apCTBEHHOM
MOIIMHBI 32 BHECEHHE B JIOKYMEHTBHI, COJIEP)KAIIUECs B PErUCTPALIMOHHOM JIOChE HA
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar sk MEIUIIMHCKOTO TPUMEHEH U,
M3MEHEHUH, He TPEeOYIOIUX MPOBEICHUS dKCIIEPTU3HI JIEKAPCTBEHHOTO CPECTBA, JINOO
BIIPaBE MPEJCTABUTH 10 COOCTBEHHOW MHUIIMATHBE YKa3aHHbBIC JOKYMEHTHI. B cirydae ux
HETIpEeACTaBICHUS YIIOJHOMOUYEHHBIN (eiepaibHbIi OpraH UCIIOJIHUTEILHON BIaCTH
poBepsieT GakT YIIaThl TOCYJAPCTBEHHBIX MOILINH 3asSBUTEIEM MTOCPEICTBOM
WCIIOJIh30BaHUs HH(POPMAIUK 00 YIIJIaTe TOCYAapCTBEHHBIX MOILINH, COJAEPKAIIEHCS B
l'ocynapcrBerHON MHGOPMAITMOHHON CHCTEME O TOCYAaPCTBEHHBIX M MyHUITUTIATBHBIX
IJIaTekax, Ha OCHOBAaHUH TPEICTABIICHHBIX 3asSBUTENIEM KOITUHA TOKYMEHTOB,
MOATBEPKIAIOIINX YIUIATY TOCYAaPCTBEHHOM MOIUIUHBI.

(YacTp B penakiuu, BBeIeHHOU B feficTBre ¢ 1 uromst 2015 roma @enepaabHbIM 3aKOHOM
ot 22 nexadbps 2014 roga Ne 429-D3. - Cm. npeAbIAYIIYIO PEAAKITUIO)

4. B Teuenue necsaTi pabouyux JHEH cO IHSA NOCTYIUIEHUS YKA3aHHOTO B 4acTH 1
HACTOSILEH CTaThH 3asiBJIICHUS] U HEOOXOIMMBIX TOKYMEHTOB YITOJIHOMOUEHHBIH
(denepanbHBI OPraH UCIOJTHUTEIIBHON BIIACTH:

1) MIPpOBOAUT IIPOBEPKY MOJIHOTHI U JOCTOBECPHOCTHU CBGI[GHPIIZ, COACPIKAIIUXCS B
MMPCACTABJICHHBIX 3aABUTCIICEM MaTCpUalliax;

2) IpUHUMAET PELIEHUE O IPOBEICHUH YKa3aHHbBIX B YaCTU 2 HACTOSILIENH CTaThU
COOTBETCTBYIOLIUX IKCIEPTHU3 JIEKAPCTBEHHOI'O CPEICTBA MU 00 OTKa3e B UX
MIPOBEICHUH;

3) yBeAOMIISIET B 3JICKTPOHHOMN UM MUCBMEHHOM (hopMe 3asiBUTENS O IPUHIATOM
pELIeHNH WIH B CIy4ae MPUHATHS pelieHust 00 0TKa3e B IPOBEIEHUU COOTBETCTBYIOLIEH
9KCIIEPTU3BI C YKa3aHUEM NPUYHMH TaKOr'O OTKa3a.

(ITlynkr B penakuuu, BBeJieHHOM B neiictBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM
ot 22 aexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKIUIO)

4.1. B cimy4dae BBIABICHHS HEIOCTOBEPHOCTH CBEICHUI, COJEPIKALLUXCS B
MPEACTABICHHBIX 3asIBUTEIIEM MaTepualiax, YIIOJIHOMOYCHHBIN (enepanbHbIil opran
WCIIOJTHUTENBHOM BIIACTH HAMPABIISAET 3asSBUTEINIO 3aMPOC 00 YTOUHEHUH YKa3aHHBIX
cBeneHUi. JlaHHBIN 3aIIPOC MOXKET OBITh Mepe/laH YIOJTHOMOUYEHHOMY MPEICTABUTEIIO
3asBUTENIS JIMYHO TOJI PACIIUCKY, HAIIpaBJIeH MO MOYTEe 3aKa3HbIM MHUCbMOM HWIIH NepeaaH
B 2JIEKTPOHHOU (pOopMe 0 TeTEeKOMMYHUKAITMOHHBIM KaHaIaM CBsi3H. B ciydae
HaIpaBJIEHUs JAHHOTO 3a1poca Mo MoYTe 3aKa3HbIM MUCbMOM OH CUUTAETCS
MOJTYY€HHBIM 110 UCTEUEHUH TIECTH THEH ¢ JaThl HAIIPABIEHUS 3aKa3HOTO MUChMa.
(Yactp nmomonHHUTENHHO BKIIIOUeHa DenepalbHbIM 3aKOHOM OT 25 HOsi0pst 2013 roma Ne
317-03)

4.2. 3asBuTens 00s13aH MPEACTaBUTH OTBET HA 3aMTPOC YIOJIHOMOYEHHOTO (peiepaabHOTO
opraHa MCIOJHUTEILHOM BIIACTU B CPOK, HE MPEBBIIIAIOIINI IeBIHOCTA pab0UMX JTHEH cOo
JIHS TIOJy4YeHUs TaHHOTo 3anpoca. Cpok, yka3aHHBIN B 4acTu 4 HACTOSIILEH CTaTbH,



MPUOCTAHABJIMBACTCS CO JTHS HAIIPABIICHUS 3asIBUTEIIO 3aIIPOCa YIOITHOMOUYECHHOTO
(denepanbHOro OpraHa UCIOJHUTEIBHON BIACTH J0 JHS IMOJTYYCHHS UM OTBETa Ha
JAHHBIH 3aMPOC M HE YYUTHIBACTCS MPH UCYUCIICHUU CPOKA MPHHSATHUS PEIICHUS O
BHECEHUU U3MEHEHUH B JIOKYMEHTHI, COACPKAIINECS B PETUCTPAIMOHHOM JI0ChE HA
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIH Mperapar sl MeJUIIMHCKOTO IPHMEHEHHSL.
(Yactp momonHUTENHHO BKIIOUeHA DenepaibHbIM 3aK0OHOM 0T 25 HosiOps 2013 roma Ne
317-@3)

5. OcHOBaHMEM JIsl OTKa3a B MPOBEJICHUH YKa3aHHBIX B YACTH 2 HACTOSAILECH CTaThU
AKCIEPTHU3 SBJISETCS MPEACTABICHUE IOKYMEHTOB, IEPEUMCICHHBIX B yacTsAx 1 u 3
HACTOSIICH CTaThH, B HEMOJHOM 00beMe, HEMPEACTABJICHHE 3asBUTEIIEM B
YCTaHOBJIEHHBIN CPOK OTBETA Ha yKa3aHHBIN B yacTu 4.1 HacTosiel cTaThby 3a1poC
YIOJHOMOYEHHOTO (eiepalbHOr0 OpraHa CHOIHUTENBHOM BIIACTH, a TAKXKE OTCYTCTBHE
B MPEJCTaBICHHBIX JOKYMEHTaX JOCTATOYHBIX CBEICHUM, TOATBEPKIAIOIINX
HE00XO0UMMOCTb BHECEHUSI U3MEHEHU, U OTCYTCTBUE HH(OpMAInH,
MTOATBEPIKTAIOMIEH (PaKT YIIaThl TOCYIaPCTBEHHBIX MOILINH, YKa3aHHBIX B 9YaCcTH 3
HaCTOSIIEH CTaThH.

(Hactb B penakiuu, BBeieHHOM B elficTBue denepanbHbIM 3aK0OHOM OT 25 HOoA0pst 2013
rona Ne 317-®3; B penakuuu, BBeieHHOU B fieficTBue ¢ 1 uroms 2015 rona denepanbHbIM
3akoHOM 0T 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYLIYIO PEAAKIUIO)

6. YKa3aHHbIC B YaCTU 2 HACTOSILEH cTaThbU SKCIEPTU3bI IPOBOJISATCS B MOPSAKE,
YCTaHOBJIEHHOM cTaThel 23 HacTosiero denepajbHOr0 3aKOHa.

7. B cpok, He IPEBBIIAIOIINI AECITH pabounuX AHEH CO JHS MOIYYSHUS 3aKITFOYCHUI
KOMUCCHUH 3KCIIEPTOB I10 pe3yJIbTaTaM yKa3aHHBIX B YACTH 2 HACTOSAIIEH CTaTbU
9KCIIEPTU3, YIIOJHOMOYEHHBIN (eiepanbHblil OpraH UCIOIHUTEIbHOM BIIACTH:

(AG3ar B perakuuu, BBeieHHOH B eiicTBre ¢ 1 uronst 2015 rona deaepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-@3. - Cm. npeAbIAYLIYIO pEAAKIUIO)

1) npuHUMaeT perieHue 0 BHECEHUN U3MEHEHUH B IOKYMEHTBI, CoJiepKaluecs B
PErUCTPAalMOHHOM J0ChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar 1Jis
MEIULMHCKOTO MPUMEHEHHUs, U 00 0TKa3e BO BHECEHUH TAKUX U3MEHEHHIA;

2) BHOCHUT B FOCY,I[apCTBCHHHﬁ peecTp JICKAPCTBECHHBIX CPECACTB HAa OCHOBAHHUU PCUHICHUA
0 BHECCHHMH M3MCHEHHI B JAOKYMCHTBI, COACPKAINHUECA B PETUCTPALITMOHHOM JJOCEE HA
3apeFHCTpHpOBaHHBII>'I HeKapCTBeHHLIﬁ npemnapar Ajist MCAUIUHCKOI'O IPUMCHCHU A,
HGO6XOJII/IMBIG N3MCHCHUA U BO3BPAIIACT UX 3adBUTECIIIO,

3) BbIIaeT 3asBUTEII0 HOBOE PETUCTPAIIMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOTO
rpenapara B clly4ac U3MEHEHHUsI CBEACHUH, COAEPIKALUXCS B HEM.

(ITynkt nononHutenbHO BKItoueH ¢ 1 utonst 2015 rona denepaibHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

8. OcHOBaHMEM JI OTKa3a BO BHECEHUH MU3MEHEHUMN B JJOKYMEHTBI, COJIEpKalliecs B
PETUCTPALIMOHHOM JIOChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapat JUis



MCIUIHUHCKOI'O IPUMCHCHUS, ABJISACTCA 3aKJIFOYCHHUE YIIOJTHOMOYECHHOI'O (beI[CpaJ'IBHOl"O
opraHa HCIIOJIHUTEILHOM BIACTH O BO3MOXKHOCTH CHMKCHUS 6630HaCHOCTI/I, KadcCTBa,
S(b(beKTI/IBHOCTI/I JICKAPCTBCHHOI'O CPCACTBA B CJIy4ac BHCCCHUA TaKHUX H3MCHEHHUH.

9. HomyckaeTcst oOpaInieHue JICKapCTBEHHBIX MPENapaToB I MEIUITUHCKOTO
MIPUMEHEHHUSI [0 UICTEUEHUSI CPOKA FOJIHOCTH, MPOU3BEJCHHBIX B TEUCHHUE CTA
BOCBMHJICCATH JTHEH IMOCIIE IaThl MPUHSITHS YIIOJTHOMOYEHHBIM (eZiepalbHBIM OpraHOM
WCIIOTHUTEJIbHOW BJIACTU PEIICHHS] O BHECEHUH U3MEHEHUM B JIOKYMEHTHI,
coJiepKalrecsl B PETUCTPAIIMOHHOM JIOChE, B COOTBETCTBUU C MH(GOPMAIIUECH,
coJiepKallieiicss B JOKyMeHTaxX perucTpallMOHHOTO JOChE Ha JIEKAPCTBEHHBIN MTpenapar
JI0 TaThl IPUHSITHS TAKOTO PEIICHHMS.

(Yactp B penakuuu, BBeieHHOU B fieiicTBre ¢ 1 utonst 2015 roga denepalibHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYLIYIO PEAAKIUIO)

Cratbs 31. BHeceHre U3MEHEHUN B JOKYMEHTBI, COJIEPKaIIUECs B pErUCTPALMIOHHOM
JI0ChE Ha 3apEerMCTPUPOBAHHBIN JIEKapCTBEHHBIN penapaT JUIsi BETEpUHAPHOTO
[IPUMEHEHHUS

1. B uensx BHeCEHUsI U3MEHEHUN B JIOKYMEHTHI, COJEPKAIIUECs B PETUCTPALIMOHHOM
JI0ChE Ha 3apEerMCTPUPOBAHHBIN JIE€KapCTBEHHBIN penapaT JUIsl BETEpUHAPHOTO
MIPUMEHEHUS, JepaKaTellb WIN BIIaJelel] perucTPallMOHHOTO Y0CTOBEPEHNUS
JIEKapCTBEHHOT'0 Mpenapara Win yIoJIHOMOYEHHOE UM JPYroe IopUAnYECcKOe U0
(manee B HacTOSIILIEH CTaThE - 3aABUTENIb) NIPEACTABISAET B YIIOJIHOMOUYEHHBIN
(benepanbHbIi OpraH UCIIOJHUTEIbHOM BIIACTH 3asBJICHUE O BHECEHUU TAKMX U3MEHEHUH
o ¢popme, yCTaHOBJICHHOM YITOJIHOMOYEHHBIM (PeiepaabHbIM OPraHOM UCTIOTHUTETHLHOM
BJIACTH, U IIPUJIAraeMble K HEMY U3MEHEHUS B YKa3aHHbIE JOKYMEHTBI, & TAKXKE
AOKYMCHTBI, TIOATBECPKAAIOIINEC HCO6XOI[I/IMOCTB BHECEHHS TAKUX M3MEHEHHH. HpI/I
HE00XO/IMMOCTH BHECEHUS! U3MEHEHUI B TOKYMEHTBI, COJIepKalluecs B
PEruCTPallMOHHOM JI0ChE HA 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar Juis
BETEPUHAPHOTO MPUMEHEHHUS, B CIIy4asiX U3MEHEHUS U (WJIN) JOTIOJIHEHUS
IIPOM3BOJICTBEHHOMN IUIOIIA/IKH JIEKAPCTBEHHOI'O CPEJICTBA, a TAKKE U3MEHEHUS
IIOKa3aTese KauecTBa JIEKapCTBEHHOTO Mpenapara i BETEpUHApHOTO IPUMEHEHHUS U
(11IM) METOI0B KOHTPOJISI KauecTBa JIEKApCTBEHHOTO Mpernapara JJisi BETEpUHAPHOTO
IIPUMEHEHHUS 3asIBUTEIIb JOIOJIHUTENBHO IPEACTABIIAET B YIIOJTHOMOYEHHBIN
(dbenepalibHBINA OpraH UCIIOJIHUTEIILHON BIIACTHU CJIEIYIONINE JOKYMEHTHI:

1) xonus MMILIEH3UU HAa IPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB, BbIIAHHON
ITPOU3BOUTEIIO JIEKAPCTBEHHOTO IIpenapara Jijisi BETEpUHAPHOTO IPUMEHEHMS, IS
POCCUMCKUX IIPOU3BOAUTEIEH;

2) KOMusl JTUIIEH3UH Ha TIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB, BBIJAHHOM
MIPOU3BOJIUTEINIO (papMalieBTUUECKON CyOCTaHIINM, BXOAIIEH B COCTaB JIEKAPCTBEHHOTO
npenapara Jijisi BETepUHAPHOTO MPUMEHEHHUS, 111 POCCUMCKUX TPOU3BOAUTENEH;

3) Komus JOKYMEHTA, BEIIAHHOTO YIIOJIHOMOYEHHBIM OPTaHOM CTPAHBI TPOU3BOIUTEINS
JUISL KQXKI0W MPOW3BOJICTBEHHOM IIJIONIAIKY JIEKAPCTBEHHOIO Mpenapara JJist



BETEPUHAPHOTO MPUMEHEHHUSI ¥ TTOATBEPKAAIOIIETO COOTBETCTBUE TPOU3BOIUTEIS
JIEKapCTBEHHOTO TIperapaTa TpeOOBaHUSIM IIPABHII HA/IJIKAIIEH MPON3BOJICTBEHHOM
MPAKTUKH, U €r0 MEPEBO/I HA PYCCKUH SA3BIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IMOPSIKE, a
TaKXe KOIHS 3aKIOUYECHUS O COOTBETCTBUM IIPOU3BOIUTEIIS JICKAPCTBEHHBIX CPE/ICTB
TpeOOBaHUSAM ITPABUJI HA/JICXKAIICH MPOU3BOJICTBEHHOM NMPAKTUKH, BRIJAHHOTO
YIOJTHOMOYEHHBIM (pe/IepalIbHBIM OPTaHOM HCIIOJTHUTEIBLHON BIACTH JUTSI KAXKIOM
MPOU3BOJACTBEHHOM TUIOLIAIKH JIEKAPCTBEHHOIO Mpernapara i BETEpUHAPHOTO
MIPUMEHEHHUS, THOO0 KOIMHS PEIICHUs O MPOBEICHUU HHCIICKTHPOBAHUS IPOU3BOUTEIS
JIEKAPCTBEHHBIX CPEJICTB, MPUHATOTO YIIOJHOMOYCHHBIM (he/lepaIbHBIM OPraHOM
HCIOJIHUTEIBHON BJIACTHU JUISl KQXKI0W MPOU3BOACTBEHHOM IUIOIIA/IKY JIEKAPCTBEHHOIO
npemnapara Jijii BETEpMHAPHOIO MPUMEHEHHUS. Y Ka3aHHbIEC JOKYMEHTHI MPEICTABISIOTCS B
Clly4ae, €Clid MPOU3BOJCTBO JEKAPCTBEHHOr0 IIpenapara Jyisi BETEpUHApPHOT O
MIPUMEHEHHUs OCylIecTBIIsIeTcs 3a npeaenamu Poccuiickoit denepanuu;

4) Komnusl JOKYMEHTA, BBIIAHHOTO YIIOJTHOMOUYEHHBIM OpPraHOM CTpPaHbl POU3BOAUTENS
(hapMaIreBTHIECKON CyOCTaHIIMU U TIOJTBEPIKIAIOIIETO COOTBETCTBUE TIPOU3BOTUTEIIS
(apmalleBTHUECKOI CyOCTaHIIMU, BXOSIICH B COCTAaB JIEKAPCTBEHHOIO MIpernapaTa Jiis
BETEPUHAPHOTO IPUMEHEHUS, TPEOOBAHUAM MPABWII HAJUICKAIEH TPOU3BOACTBEHHOM
MPAKTUKH, ¥ €T0 TIEPEBOJI HA PYCCKUI S3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSIKE, B
cllydae, €Clid IPOU3BOJCTBO (papMaIieBTHUECKON CyOCTaHIIMK OCYIIECTBIIAETCS 32
npeaenamu Poceniickoit denepanun.

(YacTp B penakiuuu, BBeJIeHHOU B nericTBre ¢ 15 urons 2018 roga denepaibHbIM
3akoHOM OT 4 uroHs 2018 romga Ne 140-D3. - CM. ipeAbIayIIYIO PEAAKIINIO)

1.1. B ciryuae u3aMeHeHus U (WIM) JOMOJIHEHUS IPOU3BOJCTBEHHON IUIOIIAIKH
JIEKapCTBEHHOI'O CPEJICTBA JOKYMEHTBI, YKa3aHHBIE B YaCTH | HACTOSILEH CTaTbH,
MIPE/ICTABIISIOTCS 3aIBUTEIEM B OTHOLLIEHUU U3MEHSEMON U (MJIN) TOTIOTHAEMON
IIPOU3BOJICTBEHHOMN IIJIONIA/IKH JIEKAPCTBEHHOIO CpeCTBa. Penienne o BHeceHUn
M3MEHEHUH B JOKYMEHTBI, COJIEpKaIIMECs B PETUCTPALIMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIN JIEKApCTBEHHBIN Npenapar sl BETEPUHAPHOIO IPUMEHEHHUS, WIH
00 0TKa3e B MX BHECEHUU MPUHUMAETCS B CIIyyae HEOOXOAMMOCTH MPOBEACHUS
9KCIEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA B CPOK, HE MPEBBIIIAIOIININ 1EBIHOCTA pab0UHUX
JTHEH, a B OCTaJIbHBIX CIy4yasiX B CPOK, HE MPEBBIIAIOLINI TPUALATH pabounX JTHEH CO
TIHSI IPUHATHUS YIIOJTHOMOYEHHBIM (heiepalibHbIM OPraHOM UCIIOJIHUTENBHOM BIacTh
3asIBJICHUS O BHECEHUU TaKUX U3MEHEHUI.

(Yactp nmomonHUTENHHO BKIIOUeHa ¢ 15 uroHs 2018 rona @enepaibHbIM 3aKOHOM OT 4
utoHs 2018 roma Ne 140-D3)

1.2. B cinydae peopranuzaiuu aep>kaTens Wid BiaJeblia perucCTpalliOHHOTO
YZIOCTOBEPEHMS JIEKAPCTBEHHOTO Npemnapara il BETEpUHAPHOIO IPUMEHEHN,
pa3paboTurKa Ui MPOU3BOAUTENS JIEKAPCTBEHHOTO MIpernapaTa Jijisl BETepUHAPHOTO
IIPUMEHEHHSI B 3asIBJICHUN O BHECEHUU U3MEHEHUH B JIOKYMEHTBI, COJIEPIKaIIMECS B
PErUCTPaIlMOHHOM JIOChE Ha 3apEeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapat JJist
BETEPUHAPHOT'O MPUMEHEHM S, YKa3bIBAIOTCS JaHHbBIE IOKYMEHTA, ITOATBEPKIAIOLIETO
BHECEHHME COOTBETCTBYIOIINX U3MEHEHUH B EMHBIN rocy1apCTBEHHBIN peecTp
IOPUANYECKUX JINLL (1711 OpraHu3alnii, 3aperucTpUPOBaHHBIX Ha TEPPUTOPUH



Poccuiickoit @deaeparun), Wik HHOTO JOKYMEHTA, MOATBEPKIAIOIIET0 peopraHu3aluio
IOPUAMYECKOro JIMLA (1711 OpraHu3aluii, He 3apErUCTPUPOBAHHBIX HA TEPPUTOPHUU
Poccutickoit deneparun). 3asBieHre 0 BHECECHUHM U3MEHEHUN B TOKYMEHTHI,
CoJIeprKalliecs B pErUCTPALlMOHHOM JIOChE Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIM
rpenapar Jijisi BETepUMHapHOTO IPUMEHEHMUS, U IIpUjlaraéMble K HEMY JOKYMEHTBI
MIPEJCTABISAIOTCS B YIIOJTHOMOYEHHBIN (hefepanbHblii OpraH UCIIOJTHUTEIBHON BIACTH HE
MO3/JHEE YeM uepe3 TPUALATh pabouyux AHEH CO IHS BHECEHUS! COOTBETCTBYIOIINX
n3MeHeHU B EnMHBIN rocy1apCcTBEHHBIN peecTp IOPUANYECKUX JIUL] (U151 OpraHu3alui,
3aperucTpUpOBaHHBIX Ha TeppuTopuun Poccuiickoit denepanyin) Win co THS TPUHITUS
COOTBETCTBYIOILETO JOKYMEHTA, MOATBEPHKAAIOIIET0 PEOPraHU3ALINIO FOPUIUUECKOTIO
nuna (IUist opraHu3aiuil, He 3aperucTpUpOBaHHBIX HAa TeppuTopuu Poccuiickoit
®enepauun). B ciydae peopranuzanuu gepxaTesis WM BIaAebla PErUCTPAMOHHOTO
YAOCTOBEPEHUS JIEKaPCTBEHHOI'O IIpenapara Jijisi BET€pUHAPHOTO IPUMEHEHUS 3asBICHHE
0 BHECEHUU U3MEHEHUH B IOKYMEHTHI, COJEPKAIIUECI B PETUCTPALIMOHHOM JIOChE Ha
3apEerucTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar A1l BETEPUHAPHOTO TPUMEHEHUS,
[10/1a€TCs FOPUAUYECKUM JIULIOM, KOTOPOMY B XO/JI€ peOpraHU3aliuy EPEAAHO PaBO
BJIAJICHUSI TAKUM PETUCTPALIMOHHBIM YA0CTOBEPEHUEM.

(Yactp nomomHuTeNnbHO BKItOUeHa ¢ 13 aBrycra 2019 roga denepanbHbIM 3aKOHOM OT 2
asrycra 2019 roga Ne 297-03)

2. B cnyuae BHECEHMsI U3MEHEHUN B JOKYMEHTBI, COJIEPKaIIECs B pErUCTPALMIOHHOM
JI0OChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar sl BETEPUHAPHOIO

AN o o e n

MIPUMEHEHUSI, B OTHOIIICHUH CBEJICHUH, YKa3aHHbBIX B moanyHkrax "e", "x", "k", "n", "u",
"c", "x" mynkra 7 yactu 3 ctateu 17 Hacrosuiero @eaepaabHOrO 3aKOHA, U3MEHEHUS U
(W1M) TOTMOTHEHUS TPOU3BOCTBEHHOM TUIOMIAK! JIEKaPCTBEHHOT'O CPE/ICTBA, a TAKXKE B
Cllyyae U3MEHEHMs TIOKa3aTeNel KauecTBa JEKapCTBEHHOr O Mpernapara 1Jis
BETEPUHAPHOTO MPUMEHEHUS U (MJIM) METO0B KOHTPOJISI KAYECTBA JICKAPCTBEHHOTO
npenapara Jijisi BETepUHApHOTO MPUMEHEHHS IPOBOAUTCS IKCIEPTU3A JIEKAPCTBEHHOTO
CpelCTBa JIJIsl BETEpUHAPHOTO MpUMeHEeHUs. B ciiyuae HeoOX0IMMOCTH BHECEHHST MHBIX
W3MEHEHUHN B IOKYMEHTBI, COIEPKAIINECS B PETUCTPALIMOHHOM J1I0ChE Ha
3apeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpemapar JJisi BETEPUHAPHOTO TPUMEHEHU S,
AKCIEePTH3a JIEKAPCTBEHHOT'O CPEICTBA JIsl BETEPUHAPHOTO PUMEHEHHS HE IIPOBOAUTCS.
(Hactb B pepakiuu, BBeieHHOM B neiicTBue ¢ 1 ssHBapsa 2015 rona denepanbHbIM
3aK0HOM OT 22 okTs10ps 2014 roma Ne 313-D3; B penakiuu, BBeIeHHOM B JeiicTBHeE ¢ |
utoiist 2015 roga @enepanbHbiM 3akoHOM OT 22 nekadbps 2014 roga Ne 429-@3. - Cwm.

npeabIAyuryro pe,[[aKI_lI/IIO)

3. C 3asBII€HHEM O BHECEHNHU U3MEHEHUH B JIOKYMEHTBHI, COAECpKAILUECS B
PErUCTPaIlMOHHOM JIOChE Ha 3apEeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapat JJist
BETEPUHAPHOTO IPUMEHEHHUS, HapsAAy C JOKYMEHTaMH, yKa3aHHBIMU B yacTu 1
HACTOAIIEH CTaThU, 3aIBUTEIb MPECTABIAET KOMUH IOKYMEHTOB, TOATBEPKIAOIINX
yIUIaTy FOCYAApCTBEHHON MOIIJIMHBI 32 BHECEHUE B IOKYMEHTHI, COACpKAIINECS B
PErUCTPallMOHHOM JIOChE Ha 3apEeTrMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar JJist
BETEPUHAPHOTO MIPUMEHEHHS, U3MEHEHUH, TPEOYIONUX MPOBEIEHUS IKCIIEPTU3I
JIEKapCTBEHHOI'O CPEJICTBA, MJIM U3MEHEHUH, He TPeOYIOINX MPOBEACHUS SKCIIEPTU3BI
JIEKapCTBEHHOT'O cpesicTBa. B ciydae HE0OX0MMOCTH U3MEHEHHSI CBEJICHUH,



COJIEPIKAIIMXCS B PETUCTPALIMOHHOM yIOCTOBEPEHUH JIEKAPCTBEHHOI'O IIpenapara s
BETEPUHAPHOIO IPUMEHEHMS], C 3a8BJICHUEM, YKa3aHHBIM B 4acTU 1 HacTOAILIEH cTaThu,
3asiBUTEIIb JOIOJIHUTENBHO IPECTABIIAET KOIUIO JOKYMEHTA, TOATBEPKAAIOILErO
yIUIaTy FOCyAapCTBEHHON MOIIJIMHBI 32 BbI1ady PETUCTPALIMOHHOIO yI0CTOBEPEHUS
JIEKapCTBEHHOT'0 Npenapara. 3asBUTelb 10 COOCTBEHHOW MHULIMATHBE BIIPaBe
MPEJCTaBUTh JIOKYMEHTHI 00 YIUIaTe roCcyAapCTBEHHBIX MONIUIMH. B ciyyae
HENpeACTaBICHUS 3asBUTENIEM JOKYMEHTOB 00 yIUIaTe rocy1apCTBEHHBIX MOIUIMH
YIIOJIHOMOYEHHBIN (heiepalbHbIi OpraH UCIOTHUTEIBHOM BIACTH MPOBEPSET PaKkT
YIUIAThI 3asIBUTEJIEM IOCYNapCTBEHHBIX ITOIUINH IIOCPEICTBOM UCIIOIb30BaHM
uHpopManuu 00 yIuiaTe rocy1apCTBEHHBIX MOIUIMH, COICPIKAIICHCS B
I'ocynapcTBeHHOM HH(OPMALIMOHHOM CUCTEME O FOCYJapCTBEHHBIX U MyHHIIMITIATbHbIX
I1aTe’Xkax, Ha OCHOBaHUM IIPE/ICTABICHHBIX 3asBUTENIEM KOIIUM TOKYMEHTOB,
MIOATBEPKIAIOIIUX YIUIATy FOCYAAPCTBEHHBIX MOLUUINH.

(Hactb B penakiuu, BBeieHHOH B nelictBue ¢ 1 ssuBapst 2015 rona denepanbHbIM
3aK0HOM OT 22 okTs0pst 2014 roma Ne 313-D3; B penakuuu, BBEJACHHOU B eicTBUE C 13
asrycra 2019 rona ®@enepanbHbiM 3akoHOM 0T 2 aBrycta 2019 rona Ne 297-@3. - Cwm.
IPEIBbIIYLIYIO PEJAKIHIO)

4. B cpok, HE MPEBHIIAIONINHN ASCATH pad0OuMX JHEH CO JHS MOCTYIUICHUS YKa3aHHOTO B
yacTu | HacTosIIel CTaThbH 3asBICHUS U HEOOXOIUMBIX TOKYMEHTOB, YIIOJTHOMOYEHHBIH
(denepanbHBIA OPraH UCIIOJHUTEIIBHON BIIACTH:

1) mpoBOAUT MPOBEPKY MOITHOTHI U JJOCTOBEPHOCTH CBEJEHUH, COIEPKALLUXCS B
[IPEACTABJICHHBIX 3aIBUTEIIEM JOKYMEHTaX;

2) IpUHUMAET PElIeHUE O IPOBEIACHHUH SKCIIEPTU3bI IEKAPCTBEHHOTO CPECTBA IS
BETEPUHAPHOTO MPUMEHEHUS WIH 00 OTKa3e B €€ MPOBEICHUH;

3) YBCAOMIISICT B MMMCbMEHHOM (bopMe 3asABUTCIE O IIPUHATOM PCHICHUU UK B CJIy4ac
IMPUHATHA PCIICHUA 00 oTKaze B MMPOBCACHUH SKCIICPTHU3BI JICKAPCTBECHHOI'O CPCACTBA AJId
BETCPUHAPHOI'O MPUMCHCHUA C YKA3aHUEM IIPUYIHNH TAKOI'O OTKa3a4.

4.1. B ciiydae BBISIBICHHS] HEJOCTOBEPHOCTH | (MJIM) HEAOCTATOYHOCTHU CBEACHUM,
COJIEPIKAIIMXCS B MTPEJCTABICHHBIX 3aIBUTEIEM JTOKYMEHTAX, YIIOJHOMOYEHHbBIN
(benepanbHBIA OpraH UCMIOTHUTENBHON BIACTH HAMpPaBISAET 3aBUTENIO 3ampoc 00
YTOUYHEHHH YKa3aHHBIX CBEICHHM. 3arpoc MOXKET ObITh TIEpPEeIaH YIIOJTHOMOYCHHOMY
MPEICTaBUTENIO 3asABUTENS IO PACIIMCKY, HAIIPABJIEH 110 ITOYTE 3aKa3HBIM ITMCbMOM WJIU
nepeaad B JIEKTPOHHOHN (opMe 0 TEIIEKOMMYHHUKAIIMOHHBIM KaHajlaM CBs3U. B ciydae
HaMpaBlIeHUs 3arpoca 00 YTOUYHEHUN YKa3aHHBIX CBEJACHUM IO MOYTE 3aKa3HBIM
MHCHbMOM OH CYUTAETCS MOJYYEHHBIM 10 UCTEUECHUH IIECTU JHEW C IaThl HAIIPABICHUS
3aKa3HOT0 MHChMa.

(YacTp gomomHuTEeNpHO BEKIIOUYeHA ¢ 15 mions 2018 roga denepanbHbIM 3aKOHOM OT 4
utoHs 2018 roga Ne 140-D3)

4.2. 3asBuUTeNb 0053aH MPEICTABUTH OTBET Ha 3aPOC YIOIHOMOYEHHOTO (hefiepaibHOro
opraHa UCIIOJIHUTEIILHOHN BIACTH B CPOK, HE MPEBBIIIAIOIINI JIEBIHOCTA pab0ounx JHEH CO



JTHS TIOJTyYeHUs JaHHOTO 3arpoca. CpokH, ykazaHHbIC B yacTu 1.1 HacTosIIeH cTaThH,
MIPUOCTAHABINBAIOTCS CO JHS HAMIPaBJICHUS 3asIBUTEIIO 3a1poca YIOIHOMOYEHHOTO
(dhenepalbHOr0 OpraHa UCIIOJIHUTEIIPHON BJIACTH JI0 JTHS MOJYUYEHUs OTBETA HA JTAHHBIN
3ampoc U HE YUYUTHIBAIOTCS MPU UCYUCIICHUH CPOKA MIPUHSATHS PEIICHUSI O BHECCHUH
W3MEHEHUH B TOKYMEHTBI, COJICPKAIIMECS B PETUCTPAIIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar Uisi BETEPUHAPHOTO IPUMEHEHHUS.
(YacTp gomoaHuTENbHO BKIHOYeHA ¢ 15 mtons 2018 roga denepanbHbIM 3aKOHOM OT 4
utoHs 2018 roga Ne 140-D3)

5. OcHOBaHMEM JJIsl OTKa3a B IPOBEJICHUM SKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEACTBA AJIs
BETEPUHAPHOTO IPUMEHEHUS SBIISICTCS MPECTABICHUE JOKYMEHTOB, YKa3aHHBIX B
gacTax | u 3 HacTosIIel CTaTby, B HEMOJHOM 00bEME HIIM OTCYTCTBHE B
MIPE/ICTABICHHBIX TJOKYMEHTAX JIOCTATOYHBIX CBEJICHUH, TOATBEPKAAIOIINX
HE0OXOIMMOCTh BHECEHUSI U3MEHEHUH, TNOO0 HENPEICTABIICHUE 3asBUTEIICM B
YCTaHOBJICHHBIN CPOK OTBETA Ha YKa3aHHBIN B yacTu 4.1 HacTosIIeH CTaThH 3aIPOC
YIOJHOMOYCHHOTO (heJIepaibHOr0 OpraHa HCIIOJIHUTEIPHON BIACTH.

(YacTe B penakuuu, BBeJIcHHOU B nericTBre ¢ 15 urons 2018 roga denepaibHbIM
3akoHOM OT 4 uroHs 2018 romga Ne 140-®D3. - CM. ipeAbIayIIYIO PEAAKIINIO)

6. DKcrepTu3a JeKapCTBEHHOTO CPECTBA JIJIsl BETEPUHAPHOTO PUMEHEHHS B LENISIX
BHECCHHS U3MEHEHHI B JOKYMEHTHI, COJIEP KAIIUECS B PETUCTPAITMOHHOM JIOChE Ha
3aperucTpUpPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar A BEeTepUHAPHOTO MPUMEHEHUS,
OCYIIECTBJISIETCS B MOPSAKE, YCTAHOBIEHHOM cTaThel 24 Hacrosero deaepaabHOTO
3aKOHa.

6.1. B cpok, He npeBbIIatoIui 1ecATH pabouux AHEN CO JHS NOTYYEeHUs 3aKIF0UEHUS
KOMHUCCHH 3KCIEPTOB I10 pe3ybTaTaM yKa3aHHOM B YaCTH 2 HACTOSIIEH CTaThbU
9KCHEPTHU3bI, YITOJTHOMOUEHHBIH (e/iepanbHblil OpraH HCIOIHUTENBHOM BIacTu:
(A03ar B peakiu, BBeieHHOM B neficTBue ¢ 13 aBrycra 2019 roga @enepanbHbIM
3akoHOM OT 2 aBrycta 2019 roma Ne 297-®3. - CM. npeapIAyLIyIO PEAAKIIHUIO)

1) nmpuHUMaeT pelieHre 0 BHECEHUH M3MEHEHUM B IOKYMEHTHI, COJIEp KaIliecs B
PETUCTPALIMOHHOM JI0ChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpernapar 1
BETEPUHAPHOTO TPUMEHEHUS, WK 00 0TKa3e BO BHECEHUH TaKUX M3MEHEHUI;

2) BHOCHUT B FOCYAapCTBEHHBIN peecTp JIEKApCTBEHHBIX CPEJCTB HA OCHOBAHUU PEILICHUS
0 BHECECHUU U3MEHEHUH B JJOKYMEHTBI, COIEPKALIMECST B PETUCTPALIMOHHOM J10ChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar AJis1 BETEPUHAPHOTO IPUMEHEHUS,
HE00XO0/IMMBbIe U3MEHEHHUS M BO3BPAILACT 3TH JOKYMEHTHI 3asIBUTEIIO;

3) BBIZAET 3asBUTEII0 HOBOE PETUCTPAIIMIOHHOE YJOCTOBEPEHHUE JIEKAPCTBEHHOTO
npernaparta Jiyisi BETEpMHAPHOTO IPUMEHEHUs B CiIydae HeOOXOIMMOCTH U3MEHEHHUS
CBEJICHUH, COJIepXKAILUMUXCA B HEM, C COXPAaHEHUEM HOMEpa paHee BbIJAHHOIO
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO Npenapara JAJisi BETEPUHAPHOTO
IIPUMEHEHHS.

(ITynkt nononuHurensHO BKItoueH ¢ 13 aBrycra 2019 roga denepaibHbIM 3aKOHOM OT 2



asrycra 2019 roga Ne 297-®3)
(Yacts 6.1 nonomHuTenpHO BKIIOUEHA ¢ 22 HOs10ps 2014 ronga DenepanbHBIM 3aKOHOM
ot 22 okTs0ps 2014 roga Ne 313-D3)

6.2. B ciiydae BHeCeHUsI U3MEHEHUI B JOKYMEHTBI, COJIEPKALUECS B PETUCTPALIMOHHOM
JI0Ch€ Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar Jisl BETEpUHAPHOTO
IIPUMEHEHHMS], B YaCTH, Kacarolleicst U3MEHEHUs U (MJIM) JONOJHEHUS IPOU3BOICTBEHHOM
IJIOLIA/IKH JIEKAPCTBEHHOIO IIpenapaTa, Ipy MpeACTaBIECHUH 3asBUTEIIEM B
COOTBETCTBHUHM € IIYHKTOM 3 yacTu 1 HacTosimei craTbi KOIMH PEeLICHUS
YIIOJIHOMOYEHHOTO (heiepaibHOTO OpraHa UCIIOJHUTEILHON BIACTH O MPOBEICHUN
MHCIIEKTUPOBAHUS POU3BOANUTEIS JIEKAPCTBEHHBIX CPE/ICTB CPOK, YKA3aHHBIN B 4aCTH
6.1 HacrosIIEl CTaTbU, IPUOCTAHABIMBAETCS CO JIHS MOJyUYEHUs 3aKJIFOUEHUSI KOMUCCUU
HKCHEPTOB JI0 AHS MIPUHATHUS YIOJTHOMOYEHHBIM (heJiepaibHbIM OpraHOM
WCIIOJIHUTEJILHOM BJIACTH PELIEHMsI O BblJIa4y€ UM 00 OTKa3€ B BblJaue 3aKJIIOUYEHUS O
COOTBETCTBUH ITPOU3BOAUTEIIS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM IIPABUI
HaJuIeXkallel Ipou3BOJCTBEHHON IPAKTUKY, HO HE 00Jiee UeM Ha CTO BOCEMbJIECAT
pabouux JTHEH.

(Hactp nonoiaHUTENbHO BKItOUeHa ¢ 15 urons 2018 rona ®@enepalibHbIM 3aKOHOM OT 4
ntoHs 2018 roma Ne 140-D3)

7. OcHOBaHMEM JUIsl OTKa3a BO BHECEHUM U3MEHEHUN B JOKYMEHTBI, COJIEpKalHeCs B
PEruCTPallMOHHOM J0ChE Ha 3apETUCTPUPOBAHHBIN JIEKaPCTBEHHBIN IIpenapar AJis
BETEPUHAPHOTO MPUMEHEHHS, B CITy4asiX, HE TPEOYIOUINX MPOBEICHHS SKCIICPTH3BI
JIEKApCTBEHHOT'O CPEJCTBA, SBIISAETCA MPEACTaBICHUE JOKYMEHTOB, YKa3aHHBIX B YACTIX
1 u 3 Hacrosiel cTaTby, B HENOJHOM 00bEME WIIM OTCYTCTBUE B MPEACTABIECHHBIX
JOKYMEHTaX CBEACHUMN, KOTOPBIE TOJIKHBI ObITh B HUX OTpPa)keHbI, THOO
HEMpeJICTaBICHNE 3asiBUTENIEM B YCTAaHOBJIEHHBIN CPOK OTBETAa HA YKa3aHHBIN B yacTH 4.1
HACTOSIIEH CTaThH 3apOC YIOJIHOMOYEHHOTO (eIepaIbHOr0 OpraHa UCIOJHUTEIbHON
BJIACTH.

(Yactb B pemakinm, BBeieHHOM B neiicTBue ¢ 15 utons 2018 roga denepanbHbiM
3akoHOM OT 4 uroHs 2018 roga Ne 140-@3. - CM. ipeABIAYIIYIO PEAAKIINIO)

7.1. OcHOBaHUEM JIJIsl OTKa3a BO BHECEHUU U3MEHEHHH B IOKYMEHTBHI, COIep Kalluecs B
PETUCTPALIMOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapatT s
BETEPUHAPHOTO MIPUMEHEHMS], B CIy4asX, TPEOYIOMMX MPOBEICHUS 3KCIIEPTU3bI
JIEKapCTBEHHOT'O CPEJICTBA, ABISETCS 3aKJIIOYEHHE YIIOJTHOMOUEHHOTO (eiepaabHOro
OpraHa UCHOJHUTEJILHOM BJIaCTH O BO3MOXKHOCTH CHUYKEHUS 0€3011aCHOCTH, KaueCTBa,
3¢ EKTUBHOCTH JIEKAPCTBEHHOTO Mperapara BCJIECTBUE BHECEHUS U3MEHEHUH B
yKa3aHHbIE TOKYMEHTBI, OTKa3 YIOJIHOMOYEHHOTO (efiepaibHOro opraHa
HCIIOJIHUTEJILHON BJIACTU B BbIAAY€ 3aKIIOUEHUS O COOTBETCTBUU IPOU3BOIUTENSA
JIEKapCTBEHHBIX CPEICTB TPeOOBAHUAM IPaBUII HaIIeKaleil MPOU3BOICTBEHHOMN
IIPAKTUKU B CIIy4ae U3MEHEHHU U (WJIN) TOMOJIHEHHSI IPOU3BOICTBEHHOM MJIOMAAKN
JIEKApCTBEHHOTO Mperapara, €CJIv IPOU3BOJICTBO JIEKAPCTBEHHOTO IIpenapara Jyuist
BETEPUHAPHOI0 IPUMEHEHUS OCYLIECTBIAETCS 3a npenenamu Poccuiickon denepanuu,
WY OTCYTCTBHE 3TOTO 3aKIFOYEHUS.



(YacTp nomoaHuTENbHO BKItOUeHA ¢ 15 utonst 2018 roga denepaibHbIM 3aKOHOM OT 4
uroHs 2018 roga Ne 140-D3)

8. Jlomyckaetcst oOpalieHne JeKapCTBEHHBIX MTPEmapaToB ISl BETEPUHAPHOTO
MIPUMEHEHHUSI 10 UCTCUYCHUSI CPOKA TOJTHOCTH, MPOU3BEACHHBIX B TEUCHHUE CTA
BOCBMUJICCATH JHEH MMOCIIE AAThl MPUHATHS YIIOJTHOMOYEHHBIM (pelepabHbIM OpraHOM
WCTIOTHUTEJIPHON BJIACTH PEIICHHS O BHECCHUH U3MEHECHHUM B JIOKYMECHTHI,
coJiepKallrecs: B peTUCTPAlMOHHOM JIOChE Ha JICKaPCTBEHHBIN Ipenapar, B
COOTBETCTBUU C MHPOPMAIIMEH, COAEPIKAIIEHCS B IOKYMEHTaX PETUCTPAITMOHHOTO JI0ChE
Ha JIEKapCTBEHHBIN IIpenapar A0 JaThl MPUHATHS TAKOTO PEIICHHUS.

(YacTp B penakuuu, BBeIeHHOU B fericTBre ¢ 1 uroms 2015 roma denepanbHBIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKITUIO)

Cratbs 32. OTMeHa rocy1apCTBEHHON PETUCTPALIMU JICKAPCTBEHHOTO Mpernapara

Pemienue 06 otMeHe FOCY,Z[&pCTBGHHOfI perucrpanuu JICKAapCTBCHHOI'O IIpeliapara U
HCKIIIOYCHHHU JICKAPCTBCHHOI'O IIpCriaparta U3 roCyapCTBCHHOTO peeCTpa JICKAPCTBCHHBIX
CpCACTB IPUHUMACTCA YIIOJTHOMOYCHHBIM (I)C,I[CpaJ'ILHLIM Opranom HUCIOJIHUTEIbHOM
BJIACTU B ClIy4dac:

1) mpencraBieHHs] COOTBETCTBYIOIIUM YIIOJHOMOYEHHBIM (eiepaibHbIM OPIaHOM
UCTIOJIHUTEIBHON BJIACTHU 3aKJIIOYECHUS O PHCKE HIIN 00 YIpo3e 37J0POBBIO, )KU3HU
YeJI0BEKA MJIM )KMBOTHOI'O IPU NPUMEHEHUH JIEKapCTBEHHOTO Npernapara,
MPEBBIIAIOMINX €T0 YPPEKTUBHOCTD, MO PE3yIbTaTaM OCYIIECTBISIEMOTO UM
MOHHUTOPHUHTra 0€30MaCHOCTH JIEKaPCTBEHHOI'O IpenapaTa;

2) nojjauu epkaTeneM UK BIaeblleM PErHCTPAllMOHHOTO YA0CTOBEPEHUS
JIEKapCTBEHHOI'O IIperapaTa Uil YIOJIHOMOYEHHBIM UM JIPYTUM OPUINYECKUM JIULIOM
3asBJICHUS 00 OTMEHE rOCyJapCTBEHHOM perucTpaliy JeKapCTBEHHOTO Mpernapara;
(ITlynkr B penakuuu, BBeieHHOU B feiictue ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKIUIO)

3) HENMOATBEPKAEHUS TOCYJApPCTBEHHOM perucTpaiyy JeKapcTBEHHOTO Mpenapara 1no
HCTEYEHUH CPOKa JICUCTBUS PETUCTPAIMOHHOTO YIOCTOBEPEHUS, BBIJAHHOTO HA TISTh
JIeT;

4) HenpeiCTaBIEHUS 3asiBUTENIEM UH(OPMALIMHU, KOTOPast MO>KET MOBJIEYb 32 COOOM
HE00XO0/IMMOCTh BHECEHUSI U3MEHEHUI B TOKYMEHTBI, COJIepKaliecs B
PErUCTPAlMOHHOM JIOChE Ha 3apEeTruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar, B TeUeHHE
TPUILATH pabOYMX JTHEH CO JHS HACTYIUICHUS 3TUX U3MEHEHUH;

5) ocyiecTBIEHUS TOCYJaPCTBEHHON perucTpaiiy JeKapcTBEHHOTO Mpermapara mnoj
TOPrOBBIM HAUMEHOBAHHEM 3aPETUCTPUPOBAHHOTO PAHEE MOl ’TUM TOPTOBBIM
HAMMEHOBAHUEM JIEKAPCTBEHHOI'O IIPEnapara, OTIIMYAOIIErocsi KaYeCTBEHHBIM COCTaBOM
JIEWCTBYIOIIMX BEIIECTB;



(ITyHKT B pemakiuu, BBeIeHHOH B fieiicTBre ¢ 1 uromns 2015 rona deaepanbHBIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeApIAyIIYIO PEAAKITUIO)

6) OCYILIECTBIICHUS TOCYIAPCTBEHHON PETUCTPAIlMU OJIHOTO U TOTO YK€ JIEKAPCTBEHHOTO
rpenapara B OTHOIIICHUH OJTHOTO U TOTO JK€ JIepyKaTelis WiIu Biaieiibia
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JICKApPCTBEHHOTO Tperapara B BUJE IBYX U OoJiee
JIEKAPCTBEHHBIX MPEMapaToB MO/ Pa3IMYHBIMH TOPTOBBIMH HAUMEHOBAHMSIMU;

(ITynkT B penakuuu, BBeIeHHOM B feiicTBue ¢ 15 utons 2018 rona denepanibHbIM
3aKoHOM OT 4 uroHs 2018 romga Ne 140-®D3. - CM. ipeAbIayIIYIO PEAAKIIHIO)

7) BBIHECEHUS CYJIOM PELICHHUs O HApYIIEHUH MTPpaB MpaBooOagaresst 00beKTOB
MHTEJUIEKTyallbHOW COOCTBEHHOCTH NPH 00pallleHUH JIEKapCTBEHHBIX CPE/ICTB;

8) oTcyTCcTBUSI IEKapCTBEHHOTO TIpenapaTa B oopamiennn B Poccuiickoit denepanuu B
TeUeHHue Tpex u OoJiee JIeT;

(ITlynkt nomonuurtenbHO BkitoueH ¢ 1 utonst 2015 rona denepanbHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

9) HEBBITIOTHEHUS ACPKATEIEM WIIH BJIAJICIBIIEM PETUCTPAIIMOHHOTO YIOCTOBEPECHHS
JIEKapCTBEHHOT'O IpernapaTa Ju00 YIOJTHOMOUYEHHBIM UMHU APYTUM IOPUAMYECKUM JTHIIOM
MEPOIPHUATHIA 110 00ECTICUSHUIO OE30IMACHOCTH JISKAPCTBEHHBIX ITPETIapaToB,
YCTAHOBJICHHBIX YIOJIHOMOYEHHBIM (heJiepalIbHbIM OPTaHOM UCIIOJIHUTEIILHON BIIACTH B
COOTBETCTBHUH C YacTsAMH 3 U 4 cratbu 64 HacTosmero denepayibHOro 3aKOHA, B paMKax
OCYyIIECTBIEHUs (papMakoHaA30pa;

(ITynkt nomonautensHO BkiItoueH ¢ 1 uronst 2015 rona denepanbHbIM 3aKOHOM OT 22
nexadpst 2014 romga Ne 429-D3)

10) oTkaza nmeprkatesis Wiu BIaJelblia PErUCTPAIIMOHHOTO YI0CTOBEPEHUS
JIEKapCTBEHHOT'O MIpernapaTa Tu00 YIOTHOMOUYEHHOTO MU JPYTOro IOPUAUYECKOTO U
OT BHECEHUSI U3MEHEHUH B HHCTPYKITUIO 110 TPUMEHEHHIO JIEKAPCTBEHHOTO TIpenapara,
KacaroUIUXCsl HOBBIX MOJATBEPKIACHHBIX JaHHBIX O TOM, YTO PUCK IPUUMHEHUS Bpeaa
3I0POBBIO YEJIOBEKA WJIM )KUBOTHOT'O BCIIEJICTBUE MTPHUEMA JICKAPCTBEHHOTO Mpenapara
npeBbiIaeT 3 HEKTUBHOCT €ro MPUMEHEHUSI.

(ITynkT nononHuTENbHO BKIOYEH ¢ 1 utonsa 2015 roga denepaibHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

C 1 suBaps 2023 rona ®enepanbHbiM 3akoHOM 0T 27 nekabdps 2019 roga Ne 475-D3
cTatbhs 32 Hacrosiero denepaibHOTO 3aK0Ha OyAET AOMOJIHEeHA MyHKTOM 11.

Cratbs 33. I'ocy1apCTBEHHBIN pEECTp JIEKAPCTBEHHBIX CPEICTB

1. T'ocynapcTBeHHBIH peecTp JEeKapCTBEHHBIX CPEICTB COACPIKUT MEpeUeHb
JIEKApCTBEHHBIX IIPENapaToB, MPOLIEANINX IOCYIAPCTBEHHYIO PErUCTPALUIO, IIEPEUYECHD
(dhapmaleBTHUECKUX CYOCTaHIINM, BXOSIINX B COCTaB JIEKAPCTBEHHBIX MPENapaToB, U
CJIeNyIONy10 HH(pOpMAIHIO:



1) B OTHOIIEHUHU JIEKAPCTBEHHBIX MPENapaToB:

a) HAMMEHOBAHUE JICKAPCTBEHHOTO Tpenapara (MeXIyHapOoaHOE HETAaTCHTOBAHHOE, UITH
IPYIIUPOBOYHOE, WIM XUMHUYECKOE U TOPIrOBOE€ HAUMEHOBAHMUS );

(ITonmyHKT B penakuuu, BBeACHHOM B neiicTBue ¢ 1 utonsa 2015 roga denepanbHbIM
3akoHOM 0T 22 nekabps 2014 romga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKITUIO)

0) nekapcTBeHHas (opMa ¢ yKazaHUEM JI03UPOBKH JIEKAPCTBEHHOTO MIpernapaTa v ero
KOJIMYECTBA B IOTPEOUTENBCKON YIIAaKOBKE;

B) HAUMEHOBAHUE JepKaTelsl WIH BIIaJEIbla PErUCTPAMOHHOIO YIOCTOBEPEHUS
JIEKApCTBEHHOTO IperapaTa U CBEACHUS O PErUCTPaLUK JIep KaTelisd UiId BIaJelbla
PErUCTPaLlMOHHOIO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpenapara A MEAUIIMHCKOTO
MIPUMEHEHUS B KQUECTBE HAJIOTOIUIATENbIIMKA B CTPAHE PETUCTPALIUU (11 POCCHICKUX
IOPUINYECKUX JIUIT - MICHTH(PHUKAIMOHHBIH HoMep Hanoromiatensiuka (MHH), s
MHOCTPAaHHBIX IOPUANYECKUX JIULL - CTPAHA PErUCTPALIMH, HAUMEHOBaHUE
PETUCTPUPYIOLIETO OpraHa, perucTpallMOHHbIM HOMEp, KOJI HAJIOTrOIlIaTesbIINKa B
CTpaHe perucTpanuu (MHKOPIOPAIMK) WIH €r0 aHAJIOT);

(ITonmyHKT B penakiuu, BBeAeHHOM B aAeiicTBue ¢ 1 uronst 2015 roga @enepanbHbIM
3aK0HOM OT 22 nekadps 2014 roma Ne 429-D3; B pegakuum, BBEACHHOM B IeCTBHE C 1
suBaps 2018 roga denepanbHbIM 3ak0HOM OT 28 nekalps 2017 roga Ne 425-03. - Cwm.
MPEIbIAYIIYIO PEIAKIIHIO)

I') HAUMEHOBAHUE U a/IpeC TPOU3BOIUTEIIS JIEKAPCTBEHHOTO MperapaTa U CBEACHUS O
pErucTpaly MPOU3BOIUTENS JIEKAPCTBEHHOTO IIpenapara Juisi MEIULIMHCKOTO
MIPUMEHEHHUSI B KAYECTBE HAJIOTOIUIATEIBIIUKA B CTPAaHE PETUCTpaIuu (11 POCCUMCKUX
IOPUANYECKUX JIUI - UAeHTU(UKAIMOHHBIN HOMep HajoromnaTensimka (MHH), ans
WHOCTPAHHBIX IOPUINYECKUX JIUI] - CTPaHA PErUCTPAIIMH, HAUMEHOBAHUE
PErUCTPUPYIOLIErO OpraHa, peruCTPalMOHHBIA HOMED, KOJI HAaJOroIulaTebluKa B
CTpaHe perucTpauuy (MHKOPIOpAIK) WK €r0 aHaJIOoT);

(IToamyHKT B pemakiuu, BBeieHHO B neiicTBue ¢ 1 ssaBaps 2018 rona @enepaibHbBIM
3akoHOM OT 28 nexadpst 2017 roma Ne 425-D3. - CM. ipeabIAyIIyIO PEAAKIINIO)

1) papMakoTepaneBTHUYECKas TPYIIa, KO JISKAPCTBEHHOTO IIpernapara 1mo aHaTOMO-
TepaneBTHYECKO-XUMUYECKON Kilaccu(UKallUU, peKOMEHI0BaHHON BcemupHoit
OpraHu3alMen 31paBOOXPaHEHHUS;

(IToamyHKT B pepakiuu, BBeieHHOU B fneiicTBue ¢ 1 uronsg 2015 roga denepanbHbiM
3ak0HOM OT 22 nekadpst 2014 roma Ne 429-D3. - CM. ipeapIAyIIyIO PEAAKIINIO)

€) MOKa3aHusI ¥ MPOTHUBOTIOKA3aHMS K IPUMEHEHHUIO JIEKAPCTBEHHOTO Mperapara;

) MOOOYHBIE NeHUCTBUS JIEKAPCTBEHHOTO Mpernapara;

3) CPOK IrOAHOCTH JICKAPCTBCHHOI'O IIpCIiapara,

I/I) YCJIO0BUA XPAHCHUSA JICKAPCTBCHHOT'O ITpeIiapara,



K) YCIIOBHS OTITyCKa JIEKAPCTBEHHOTO Mpernapara;

1) HoMep (hapMaKomneHON CTaTbU WM B CIy4ae €€ OTCYTCTBUS HOMEP HOPMATUBHON
JOKYMEHTAIUH JIN00 HOPMATUBHOTO JIOKYMEHTA;

M) JaTa rocyJIapCTBEHHON PETUCTpaIliy JICKapCTBEHHOTO IIpenapara u ero
PErucTpallMOHHBIN HOMEp, AaTa 3aMEHbI PErUCTPAIMOHHOTO YIOCTOBEPEHUS
JIEKApCTBEHHOTO MperapaTa Ha 6€CCpOYHOe PETUCTPAIIMOHHOE YIOCTOBEPECHHE
JIEKaApCTBEHHOTO Mperapara, 1ata nojadu 3asBJICHUs O OITBEPKICHUN
roCyJIapCTBEHHOM PEeruCTpaIiy JICKAPCTBEHHOTO Mperapara, Jata OTMEHbI
rocyJJapCTBEHHOM pEerucTpaliu JIEKapCTBEHHOTO Mperapara;

(ITonmyHKT B penakiuu, BBeAeHHOU B aeiicTBue ¢ 1 utons 2015 roga denepanbHbIM
3aKoHOM OT 22 nekadpst 2014 roma Ne 429-D3. - CM. ipeabIayIIyIO PEAAKIIUIO)

H) Ka4YeCTBEHHBIN COCTAB U KOJIMYECTBEHHBIN COCTaB JACHCTBYIOIIUX BEIIECTB U
Ka4EeCTBEHHBIN COCTaB BCIIOMOTATEJIbHBIX BEIIECTB JICKAPCTBEHHOTO Iperapara;
(IToamyHKT MonoJHUTENHHO BKIItOUEH ¢ 1 urons 2015 rona deaepanbHbIM 3aKOHOM OT 22
nexadps 2014 roma Ne 429-D3)

0) nHopManus 000 BceX pa3pelIeHHBIX BUIaX BTOPUYHOH (MTOTPEOUTEIHCKOM )
YIaKOBKH,

(ITonmyHKT MonoJHUTENHHO BKIItOUEH ¢ 1 urons 2015 rona deaepanbHbIM 3aKOHOM OT 22
nexadps 2014 roma Ne 429-D3)

1) JaTa IPUHATHS peIIeHHs O BO3MOXKHOCTH pPacCMaTpHUBATh JIEKAPCTBEHHBIN Mpenapar
IIPY TOCYAApCTBEHHOM PErUCTpalliy B Ka4YeCTBE OpPaHHOIO JIEKAPCTBEHHOT0 Mpernapara
(U1t TIeKapCTBEHHBIX PENapaToB I MEIUIIUHCKOTO IPUMEHEHNU);

(IToamyHKT monoJHUTENHHO BKIItOUEH ¢ 1 urons 2015 rona deaepanbHBIM 3aKOHOM OT 22
nexa0pst 2014 rona Ne 429-03; B penaxiuu, BBeZieHHOM B AeiicTBue ¢ 1 mapra 2020 roga
®denepanbHbIM 3ak0HOM OT 27 aexadpst 2019 roga Ne 475-D3. - Cm. npeapaynyo
peaaKIno)

P) HaJIM4KeE JIEKAapCTBEHHOTO MIpernapara B IepeyHe )KU3HEHHO HEOOXOUMBIX U
BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB ([ IEKAPCTBEHHBIX MPENapaToB s
MEIULUHCKOTO MPUMEHEHHUS);

(IToamyHKT MONOJHUTENHHO BKIItOUEH ¢ 1 urons 2015 rona deaepanbHBIM 3aKOHOM OT 22
nexa0pst 2014 rona Ne 429-03; B penaxiuu, BBeZieHHOM B AeiicTBue ¢ 1 maprta 2020 roga
®denepanbHbIM 3ak0HOM OT 27 aexadpst 2019 roga Ne 475-D3. - Cm. npeapaynyro
peaaKinio)

C) HAJIMYME B JICKaPCTBEHHOM Ipenapare HAPKOTUYECKUX CPENICTB, MCUXOTPOITHBIX
BEILIECTB U UX MIPEKYPCOPOB, NOMIEKAIMX KOHTPOIIO B Poccuiickoit denepannu, B
COOTBETCTBHUHU C 3aKOHOAATENBCTBOM Poccuiickoit denepannn, MexayHAPOIHBIMH
norosopamu Poccuiickoi @enepaunu, B TOM yucie ENMHON KOHBEHUIUEH O
HapKoTHYeckuXx cpenctBax 1961 roga u KonBeHIMen o NCUXOTPOIHBIX BemecTBax 1971
rojaa;



(IToxmyHKT MONOJHUTETHHO BKItOUEH ¢ 1 urons 2015 rona deaepanbHBIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

T) HH(GOPMAIHS O TOM, SIBJISIETCS JIM TaHHBIN JIEKAPCTBEHHBIN MpenapaT peQepeHTHbIM
JIEKapCTBEHHBIM IIPENapaToM;

(IToamyHKT nononHUTENBHO BKItOUEH ¢ 1 utonst 2015 rona denepanbHbIM 3aKOHOM OT 22
nexadps 2014 roma Ne 429-D3)

y) CBEJIEHUS O I10J1a4€ 3asiBJICHNUS O BHECEHUH U3MEHEHUH B JOKYMEHTBI, COJEpIKAIINECS
B PErMCTPALIMOHHOM JIOChE Ha JIEKapCTBEHHBIN ITpernapar;

(IToamyHKT 1ononHUTENBHO BKItOUeH ¢ 1 utonst 2015 rona denepanbHbIM 3aKOHOM OT 22
nexadps 2014 roma Ne 429-D3)

() NOAMYHKT MOMOMHUTENbHO BKItoueH ¢ 1 uronst 2015 roga denepanbHbIM 3aKOHOM OT
22 nexadps 2014 roga Ne 429-@3; yrparun cuiny ¢ 1 mapra 2020 rona - @enepanbHbiit
3akoH oT 27 nexabpst 2019 roga Ne 475-D3 - cM. npeapIayIyo peaaKkiuio;

X) CPOK BBEJICHHUS JIEKAPCTBEHHOT'O Iperapara B rpaJaaHCKHi 000poT;
(ITonmyHkT monoaHUTENHHO BKItOUEH ¢ 1 uronst 2015 roga denepaibHbIM 3aKOHOM OT 22
nexadps 2014 roma Ne 429-D3)

2) B OTHOILICHUHU (hapMaeBTHYECKUX CYyOCTaHIIHIA:

a) HauMeHOoBaHue (papMareBTUIECKON cyOcTaHINK (MEXTyHAPOIHOE HETTATCHTOBAHHOE,
WM TPYIITUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAaHMUS);

(ITonmyHKT B penakiuu, BBeAeHHOU B neiictBue ¢ 1 utonsg 2015 roga denepanbHbIM
3akoHOM 0T 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKIUIO)

0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTENS (papMalleBTUUECKON CyOCTaHIIUY;
B) CPOK TOAHOCTH (papMaIrieBTUIECKOM CyOCTaHIINN;
T') yCIIOBUS XpaHEHUs (papMalleBTUYECKON CyOCTaHIINN;

1) HoMep (hapMaKoONeHOM cTaThbH WIM B CIIydae ee OTCYTCTBUS HOMEP HOPMAaTUBHOM
JOKYMEHTAIUH JIN00 HOPMAaTUBHOTO IOKYMEHTA;

€) Hannuue (apMareBTUIeCKOW CyOCTaHIIMHU B TIEPEUHE HAPKOTHUECKUX CPEJICTB,
MICUXOTPOIHBIX BEUIECTB U UX MPEKYPCOPOB, MOJIEKAIMX KOHTPOJIO B Poccuiickon
®denepanyn, B COOTBETCTBUU C 3aKOHOAATENLCTBOM Pocculickon denepanuu,
MEKIyHapOAHbIMU J0oTOoBOpaMu Poccuiickon denepaunu, B ToM yucie EnuHoin
KOHBEHIIMEN 0 HapKOTH4YeCcKuX cpeactBax 1961 rona u KonBeHnuen o ncuXoTPOMHBIX
BemecTBax 1971 rona.

(IToamyHKT MONOJHUTENHHO BKIItOUEH ¢ 1 mrons 2015 roma deaepanbHBIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)



2. ®apmarieBTHYECKast CyOCTaHIUS, TPOU3BEICHHAS JIJISl pealTU3allii, MOXKET ObITh
BKJIFOUEHA B TOCYJIAPCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPEJICTB HA OCHOBAHUU
3asBIICHHS Pa3pa00TUYHKA WIN TPOU3BOIUTENS JISKAPCTBEHHOTO CPEJICTBA JTIHOO
YIOJTHOMOYEHHOTO MU FOPUIUIECKOTO JIUIIA ITPH YCIOBUU IPOBEJCHHS B OTHOIICHUHN
Tako# (papmarneBTUYECKOi CyOCTaHIINU SKCIIEPTU3HI KauecTBa (papMareBTHIeCKOi
CyOCTaHIINH B MOPSIIKE, YCTAHOBICHHOM cTaThel 34 HacTosmero denepalibHOTO 3aKOHA.
B otHomeHnn hapmareBTHUECKUX CyOCTaHIINHI, MPOU3BEICHHBIX JIJIS pealln3alliuy, B
rOCYJapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEACTB COJEPKHUTCS CIEAYIOIast
nHpopManus:

1) naumeHoBaHue (hapMaleBTHUECKON cyOCTaHIIMU (MEXTyHApOIHOE HETaTEeHTOBAHHOE,
WM TPYNIIMPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

2) HauMEHOBaHUe, aipec MPOU3BOAUTENS hapMalleBTUYECKON CyOCTaHIINU, a TAKKE B
OTHOIIIEHUH JIEKAPCTBEHHBIX CPECTB JJISI MEIUIIMHCKOTO TPUMEHEHHUS CBEJICHUS O
perucTpalnuu Npou3BoauTeNs (hapMaleBTHUECKON CyOCTaHIIMM B Ka4eCTBe
HaJIOTOIUIATEIbIIMKA B CTPAHE PETUCTPALUU (TSI POCCUUCKUX IOPUIUICCKUX JIUIT -
uaeHTU(OUKAITMOHHBIN HOMep Hayorommatenbinuka (MHH), nius nnocTpanHbIx
FOPUJIMYECKUX JIHI] - CTpaHa PETUCTpaIlii, HAMMEHOBAHUE PETUCTPUPYIOIIETO OpraHa,
PEruCTPAlIMOHHBIA HOMED, KO/ HAJIOTOTUIATEIIbIIUKA B CTPAHe PETUCTPAIlUN
(MHKOpIIOpAaIMK) UK €T0 aHaJor);

(ITlynkt B penakiuu, BBeieHHOM B neiicTBue ¢ 1 ssuBaps 2018 roga denepanbHbiM
3aKoHOM OT 28 nexadpst 2017 roma Ne 425-D3. - CM. ipeAbIAyIIYIO PEAAKIINIO)

3) cpok TOTHOCTH (papMarleBTUUECKON CyOCTaHIINH;
4) ycrnoBus XpaHeHus (apMareBTHUECKON CyOCTaHIHM;

5) Homep dapmakonelHON CTaThu JIMOO B Cllyyae ee OTCYTCTBHSI HOMEP HOPMaTHBHOM
JOKYMEHTAIlMU WJIM HOPMaTUBHOTO TJOKYMEHTA;

6) Hanuuue GpapMaleBTUYECKON CyOCTaHIIMU B TIEpEYHE HAPKOTUUECKUX CPECTB,
MICUXOTPOIHBIX BEUIECTB U UX IIPEKYPCOPOB, MOIEKAIMX KOHTPOIIO B Poccuiickon
®denepanyn, B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickon denepanuu,
MEKIyHapOAHbIMU J0oroBOpaMu Poccuiickon denepaunu, B ToM yucie EnuHon
KOHBEHIMEN 0 HapKoTHUYeCKuX cpenctBax 1961 roga u KonBeHue o NCUuXOTPOTHBIX
BemecTBax 1971 rona;

7) nata BKJItoueHus apMaleBTUUECKOM cyOCTaHLIMN B TOCYIapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPECTB, aTa BHECEHUS U3MEHEHUH B JOKYMEHTHI (papMalieBTHUECKOM
cyOCTaHIINH, JaTa UCKIIIOYEHHS (papMalleBTUYECKOM CyOCTaHIIMU U3 TOCYJapCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPE/CTB.

(Yacts 2 B penakmuu, BBeJeHHOH B AeiicTBue ¢ 1 uronst 2015 roga denepanbHbIM
3akoHOM 0T 22 niekadps 2014 roga Ne 429-@3. - CM. npeabIAyIIyIO PeAAKIIHIO)



3. Ilopsaok BeaeHus: rocyJapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB IS
MEIUIIMHCKOTO IPUMEHEHUS U TIOPAJIOK BEICHUS TOCYJaPCTBEHHOTO peecTpa
JIEKAPCTBEHHBIX CPEJICTB JIJIsl BETEPUHAPHOTO MPUMEHEHHS YTBEPKIAIOTCS
COOTBETCTBYIOIIUM yIIOJTHOMOYEHHBIM (peiepaibHbIM OpPraHOM HCIIOJTHUTEIBHOMN BIIACTH.

Cratps 34. BkitoueHue B rocyJapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB U
UCKJIIOYEHHUE U3 TOCYJAPCTBEHHOI'0 PEECTPa JICKAPCTBEHHBIX CPEICTB
(hapmaneBTHUECKON CyOCTaHIINU, TPOU3BEICHHOM IS peaTu3aiuu

HanmenoBanue B penakiuu, BBeJieHHOU B aeiicTtBue ¢ 1 urons 2015 rona @enepanbHbIM
3aK0oHOM 0T 22 aekadps 2014 roga Ne 429-03. - CM. npeAbIAYIIYIO PEAAKITUIO

1. g BrroueHus (hapMareBTHUECKON CyOCTaHIIUU, IPOU3BEICHHON IS Pealiu3alni, B
rOCyJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB, IPOBOAUTCS IKCIIEPTU3A €€
KauecTna.

(YacTp B penakiuu, BBeIeHHOU B feficTBre ¢ 1 uromst 2015 roma @enepaabHbIM 3aKOHOM
ot 22 nexadps 2014 roga Ne 429-D3. - Cm. npeAbIAYIIYIO PEAAKITUIO)

2. DKcnepTr3a KauecTBa yKa3aHHOU B yacTu | Hacrosiel ctaTby (papManeBTUYECKON
cyOCTaHIM, COCTaBIEHUE KOMUCCHEN SKCIIEPTOB 3aKIOUYEHUH 110 pe3ysibTaTaM 3TOM
HKCHEPTHU3bI U X HAIMIPABICHHUE B YIIOJIHOMOYEHHBIN (esiepanbHbIi Opran
HCIIOJTHUTEJIBHON BJIACTH OCYILIECTBIISAIOTCS B CPOK, HE NPEBBIIAIONIUH IIECTHIECATH
pabouux JHEH co AHS MOJYUYEHUS SKCIEPTHBIM YUPEKICHUEM COOTBETCTBYIOLIETO
3a7aHuUs YIIOJIHOMOYEHHOTO (heIepabHOr0 OpraHa UCIOIHUTEIbHOMN BIACTH U
CJIIEYIOLIUX JOKYMEHTOB:

1) Komus NUIIEH3UH Ha IPOU3BOJICTBO JEKAPCTBEHHBIX CPEJICTB WM KOS 3aKIIFOUEHUS O
COOTBETCTBUU IIPOU3BOJAUTENIS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHMSIM TIPABUIT
HaJjIeKallel MpoOU3BOJACTBEHHON IPAKTUKH, BBIJAHHBIX YIIOJHOMOYEHHBIM
(dhenepaibHBIM OPTraHOM UCITOJIHUTEIILHON BIIACTH, B CJIy4ae, €CIIM MIPOU3BOICTBO
JIEKapCTBEHHOT'O CPEJCTBa ocyllecTBisAeTcs B Poccuiickoit denepannu;

(ITynkT B pemakiuu, BBeIeHHOH B feicTBue ¢ 15 utons 2018 rona denepanbHbIM
3ak0oHOM OT 4 ntoHs 2018 roga Ne 140-D3. - CM. peAbIayLIYIO pEAAKIINIO)

2) Komusl JOKYMEHTA, BBIJAHHOTO YIIOJTHOMOUYEHHBIM OPTaHOM CTPaHbI MPOU3BOAUTENS
JIEKApCTBEHHOTO CPEJICTBA U MOATBEPIK/IAIOIIETO pa3pelieHne Mpou3BOACTBA
JIEKApCTBEHHOT'O CPEJCTBA, U €r0 NEPEBOJI HA PYCCKUH S3bIK, 3aBEPEHHBIE B
YCTAaHOBJICHHOM TIOPSIIKE, 4 TAK)KE KOTHUS 3aKIFOUEHUS O COOTBETCTBUH MPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEICTB TPEOOBAHUSM MPABIII HAITIEKAIIEH MPOU3BOACTBEHHOMN
MPaKTHUKH, BBIJIAHHOTO YIIOJITHOMOYEHHBIM (peiepaibHBIM OPTaHOM HCIIOTHUTEIIBHON
BIIACTH, JTMOO0 KOMHSI pEIIeHUs YIOJTHOMOYEHHOTO (peiepallbHOTO OpraHa
WCTIOTHUTEIFHON BJIACTH O MPOBEJCHUN WHCIIEKTHPOBAHUS IPOU3BOIATEIS
JIEKApCTBEHHOT'O CPEJCTBA. Y Ka3aHHBIE IOKYMEHTHI MPEJICTABIISIOTCS B CIIy4ae, €clid
MPOU3BOCTBO JIEKAPCTBEHHOT'O CPEICTBA OCYIIECTBISAETCS 3a MpenesaMu Poccuiickon
denepauny;



(ITyHKT B pemakiuu, BBeIeHHOH B feiicTBue ¢ 15 utoHs 2018 romga denepanbHbIM
3akoHOM OT 4 utoHs 2018 roga Ne 140-03. - CM. ipeAbIIYyIIYIO PEAAKIINIO)

3) AOKYMEHT, COAep AU CICTYIOIINE CBEACHHS O (hapMalleBTUYECKON CyOCTaHIINU:
a) HaMEHOBaHUE (apMaIleBTHYECKON CYyOCTaHIINH, €€ CTPYKTypa, o0IIre CBONCTBA,
0) HAMMEHOBAHUE U AJIPEC MMPOU3BOAUTEIIS;

B) TEXHOJIOTHA ITPOU3BOACTBA C OIIMCAHUEM CTaI[I/II\/'I IIPOU3BOACTBA U METOJ0B KOHTPOJIA
Ha BCCX CTaAUAX ITPOU3BOACTBA,

T') oMKcaHue pa3pabOTKu Mmpoliecca MPOU3BOICTBA;

1) OIMCaHNe KOHTPOJISI KPUTUYECKUX CTaHi mpoliecca MPOU3BOACTBA U MTPOMEKYTOUHOM
MPOAYKIINH;

€) IOKYMEHTaJIbHOE TIOJITBEPKACHUE (BaJIMIA1IMsI) IPOIIECCOB U (MJIM) UX OIICHKA;
) CBOMCTBA M CTPYKTYpa JIEHCTBYIOIINUX BEIIECTB;

3) XapaKTEPUCTUKA ITPUMECEH;

1) cnieuudukanys Ha papmMaleBTHUIECKyI0 CyOCTaHIIUIO U ee 0O00CHOBAHHE,

K) aHAJIMTUYECKHE METOAMKH, UCTIOb3YEMbIE TIPH OCYIIECTBICHUN KOHTPOJISI KauecTBa
(bapmarieBTHYECKON CyOCTaHINH;

J) TOKYMEHTaIbHOE MMOATBEPIKACHUE (BaTHIAINS ) QHATUTHYECKIX METOJIUK,
HCIIOJIB3YCMBIX ITPU OCYHICCTBJICHUH KOHTPOJIA Ka4C€CTBA q)apMaHeBTH‘IeCKOﬁ
cyOcTaHINH;

M) pe3yJIbTAaThl aHAIHN3a CEPHl hapMaIleBTUUECKON CyOCTaHIINH;

H) MepevYeHb CTaHAAPTHBIX 00PA3I0B UM BEIIECTB, UCIIOIb3YEMBIX MPU OCYIIECTBICHUN
KOHTpOJISL Ka4eCTBa;

0) OITUCAaHME XapPAKTEPUCTUK U CBONCTB YIAKOBOYHBIX MaTEPHUATIOB U YKYTIOPOUYHBIX
CPEICTB;

1) JaHHbIE O CTAOMIBHOCTH (papMalleBTUIECKOM CyOCTaHINY;
P) CPOK TOIHOCTH;

4) AOKYMCHT, co;:[epxcamm‘/'l CBCACHUA O PECTUCTPALIUU TPOU3BOAUTEIIA JICKAPCTBCHHBIX
CpEACTB 1A MEAUIIMHCKOI'O IPUMCHCHH A B KAUCCTBC HAJIOTOINIATC/IBIIIUKA B CTPAHE



peructpauuu (AJi1 pOCCUNCKUX IOPUTUIECKUX JIUIL - UACHTU(HUKALIMOHHBIA HOMEP
Hanoromarensiyka (MHH), 11 nHOCTpaHHBIX IOPUAMYECKUX JIULL - CTpaHa
pEerucTpanyy, HAUMEHOBAaHUE PETUCTPUPYIOILIETO OPTaHa, PErUCTPALUOHHBII HOMEp, KO
HaJIOTOIJIaTEbIINKA B CTPAHE pEerucTpaly (MHKOPIIOPALUK) WIK €ro aHajor).

(ITynkT nomoiaHUTENbHO BKIFOYEH ¢ 1 ssHBaps 2018 roga denepanbHbIM 3aKOHOM OT 28
nexadps 2017 roga Ne 425-D3)

(YacTe B pemakiu, BBeIeHHOU B nericTBre ¢ 1 saBaps 2016 roga denepaibHbIM
3akoHOM OT 22 nekabps 2014 roga Ne 429-03 (c u3MEeHEHUSIMU, BHECCHHBIMH
®denepanbHbIM 3akoHOM OT 13 utosst 2015 roma Ne 241-D3). - Cm. npeapLaynyro
peaaKInIo)

3. s npoBeieHrs SKCIepTU3bl KauecTBa YKa3aHHOW B 4yacTu | HacTosiel cTaTbu
(bapmaleBTHUECKOI CyOCTaHIIUY 3asiBUTEINb MPEICTABIISAET B YIIOTHOMOYEHHBIH
(denepanbHBIA OPraH UCIIOJTHUTEIIBHON BIIACTH:

1) 3asBeHUE O BKIFOUEHUH B TOCYJAPCTBEHHBIN peecTp JIeKapCTBEHHBIX CPECTB TaHHOM
(hapmaIeBTHIECKOIN CyOCTaHIINY;

2) Komnusi JOKYMEHTA, MOATBEPKAAIOILEr0 yIJIaTy FoCy1apCTBEHHON MOIIIMHBI 32
BKJIFOYEHHE B IOCY1apCTBEHHBINA PEECTp JIEKAPCTBEHHBIX CPEJICTB (papMalleBTUYECKON
CyOCTaHIIH, IPOM3BEACHHON ISl pealin3aliuu, T100 1Mo COOCTBEHHON WHUIIMATHBE
YKa3aHHBIN TOKyMEHT. B cirydae ero HenpeacTaBiIeHHs 3asBUTEIIEM YIIOJHOMOYECHHBIN
(benepanbHBII OpraH UCIIOTHUTEIBHOM BIACTH NIPOBEpseT (PakT yraTel
rOCyJapCTBEHHOM MOIIIMHBI 3asIBUTEIEM C UCIIOJIb30BaHUEM MH(OpMaIuu 00 ymiare
rocy/1apCTBEHHON MOLUIMHBI, coiepkKariieiics B I'ocy1apcTBeHHON HHPOPMAIIMOHHOM
CHCTEME O FOCYAapCTBEHHBIX U MYHULIUIIAIbHBIX IIJIATEKaX, HA OCHOBAHUU
MIpE/ICTaBICHHOMN 3asBUTEIEM KOIUU JOKYMEHTA, MOATBEPKAAIOIIET0 yIIaTy
roCy1apCTBEHHON NOLUIHHBI;

(ITlynkr B penakuuu, BBeieHHOM B neiictBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO pEAAKIUIO)

3) TOKyMEHTHI, YKa3aHHBIE B UaCTH 2 HACTOSIIEH CTaThU;
(ITynkt B penakiuu, BBeieHHOM B feiicTBue ¢ 1 uronsg 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - CM. npeAbIIyIIyI0 PEIaKIIHIO)

4) 3asiBeHUE O BblAaue pa3peluieHus Ha BBo3 B Poccuiickyto deneparinio KOHKPETHON
MapTUU HE3aPErUCTPUPOBAHHOTO JIEKAPCTBEHHOI'O CPEACTBA, MPEIHAZHAYEHHOTO JIJIs
MPOBEACHUS YKA3aHHOU IKCTIEPTHU3HI.

(ITynkT gononnuTenbHO BitodeH ¢ 1 utons 2015 roga denepaibHbIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-D3)

4. B Tedenue necatu pabounx JHEH CO THS TPUHATHS 3asIBJICHUS O BKIIOYECHUN
yKa3aHHOU B yacTH | HacTosIiei craTbu papMaleBTUYECKO cyOCTaHIIuU B
rOCYIapCTBEHHBIN PEECTP JEKAPCTBEHHBIX CPEACTB U IOKYMEHTOB, IEPEUUCIIEHHBIX B
gacTu | v myHKTE 2 9acTu 3 HACTOSIIIIEH CTaThH, YIIOTHOMOYEHHBIN (peepanbHbIil opran
HWCTIOTHUTETBHON BIACTH:



(AG3ar B penakiuu, BBeIeHHOU B fielicTBre ¢ 1 uromst 2015 roma denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeApIAyIIYIO PEAAKITUIO)

1) mpoBOAKUT MPOBEPKY MOIHOTHI M JOCTOBEPHOCTH JAHHBIX, COIEPKAIINXCS B
IIPEJCTABICHHBIX 3asBUTENIEM IOKYMEHTAX;

(ITynkT B penakuuu, BBeIeHHOH B JieiicTBue denepaibHbIM 3aKOHOM OT 25 HOs10ps 2013
rona Ne 317-®3. - Cm. npenpIAyIIyo PeIaKIuio)

2) NpUHUMAET PEIICHUE O HAMPABJICHUH B SKCIIEPTHOE YUPEKICHHUE 3aJaHHs Ha
MPOBEICHUE SKCIICPTH3bI KAYECTBA YKA3aHHOW B YacTh | HACTOsAIIEH cTaThu
(hapmaleBTHUECKOIM CyOCTaHIIMY WK 00 OTKa3e B TAKOM HAIPABJICHHH,

3) yBeAOMIISET B 3JICKTPOHHOMN MJIM MUCBMEHHOU (hopMe 3asiBUTEIS O TIPUHITOM
peLlIeHNH WX B ClTyyae 0TKa3a ¢ yKa3aHUEeM IPUYMH TaKOro OTKas3a.

(ITlynkr B penakuuu, BBeieHHOU B feiictBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYLIYIO PEAAKIUIO)

4.1. B citydae BBISBIEHHS HEJOCTOBEPHOCTH CBEIEHUM, COAECPKAILINUXCS B
MPEJCTABIICHHBIX 3asBUTENIEM MaTepUaax, yIioJHOMOYCHHBIN (eepatbHbIii OpraH
UCIIOJHUTENIbHOM BJIACTU HAINpaBJIseT 3asiBUTENIO 3apoc 00 YTOUHEHUN YKa3aHHBIX
cBefcHMA. JIaHHBIN 3aIIPOC MOXKET OBITH Iepe/iaH YIIOTHOMOYEHHOMY PEICTABUTEITIO
3asiBUTENIS JIMUHO I10/] PACIMCKY, HAIIPABJIEH I10 NOYTE 3aKa3HbIM TUCHbMOM WIIM II€peiaH
B 3JIEKTPOHHOH (pOopMe MO TeIEKOMMYHHUKAIIMOHHBIM KaHajaM CBs3H. B ciydae
HaIpaBJIEHUs JAHHOT'O 3aIlpoca 10 MOYTE 3aKa3HbIM UCbMOM OH CUUTAETCS
IIOJIyYE€HHBIM 10 UICTEUEHHUH LIECTH THEN C JaThl HAIIPABIEHUS 3aKa3HOTO MUChMa.
(Hactp nononHUTENBHO BKIItoUeHa DeepanbHbIM 3aKOHOM OT 25 Hosi0pst 2013 rona Ne
317-D3)

4.2. 3asBuTenb 0053aH MPEICTABUTH OTBET Ha 3aIPOC YIOJIHOMOYEHHOTO (hefepaibHOro
opraHa UCIOJIHUTEILHOM BIACTH B CPOK, HE MPEBBIIIAIONINI JIEBIHOCTA pabounx AHEH CO
JIHS TIOJTyYEeHUs1 JaHHOT O 3anpoca. Cpok, yKa3aHHBIA B 4acTH 4 HACTOAILEH CTaThH,
MIPUOCTAHABIMBACTCS CO JIHS HAIPABJICHUS 3asIBUTEIIIO 3aIIpOca YIIOJIHOMOYEHHOTO
(benepanbHOrO OpraHa UCMOJHUTENBHON BIACTH A0 JHS MOJTYYSHHs UM OTBETa Ha
JAHHBIHN 3aMPOC U HE YUYUTHIBAETCS MPU UCYUCICHUH CPOKA IKCIIEPTHU3BI KaueCTBa
(dapmalleBTHUECKOI CyOCTaHIINU, HEUCTIONh3yEeMOM PU MTPOU3BOJICTBE JIEKAPCTBEHHBIX
npenaparos.

(Yactp nomonHUTENHHO BKIIOUeHa DenepanbHbIM 3aKOHOM 0T 25 HosiOps 2013 roma Ne
317-03)

5. OcHOBaHHEM JUJIs1 OTKA3a B HAIPABIICHUH B 3KCIIEPTHOE YUPEKACHUE 3aJaHUS HA
IIPOBEJICHUE IKCIEPTU3bI KAUE€CTBA YKA3aHHOM B 4acTH 1 HacTosIIel craTbu
(apmaleBTHUECKOI CyOCTaHIIMU SIBJISIETCS HEMPECTAaBIEHUE TIOKYMEHTOB, YKa3aHHBIX B
YacTH 2 HACTOSIIEH CTaTbU, OTCYTCTBUE HH(OPMAIIUHU, TOATBEPKAaromel (pakT yrmaTe
rocy/1apCTBEHHON MOLUIMHBI 32 BKIIOUEHHE (papMalieBTHUECKON CyOCTaHIINH,
IIPOU3BEICHHOM I pealn3ally, B TOCYJapCTBEHHBIN PEeCTp JIEKAPCTBEHHBIX CPECTB,
HEIPECTABICHUE 3asBUTENIEM B YCTAHOBJIEHHBIN CPOK OTBETA HA YKa3aHHBIN B 4acTH 4.1



HACTOSIICH CTaThH 3alPOC YIIOJIHOMOYEHHOTO ()eZIepaIbHOTO OpraHa UCIOJIHUTEIbHON
BJIACTHU WJIM MPEJICTABIICHUE JOKYMEHTOB, HE COJEPKAIIMX UCUEPIBIBAIOIIETO ITEPEUHS
HEOOXOJIMMBIX CBEIACHUM.

(Yactp B penakuuu, BBeieHHOU B JieiicTBre ¢ 1 utoss 2015 rona denepaibHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - CM. IpeAbIIyIIYIO PEIAKIIHIO)

6. B Teuenue naTHaaUaTH pabOUYMX JHEH cO IHS MMOJIy4YEHUs pelIeHUs] YIOJTHOMOYEHHOTO
(benepanbHOrO OpraHa UCIOJHUTEIHHON BIACTH O HAIIPABJICHUU B SKCIIEPTHOE
YUpEXKICHHUE 3aJJaHKs] Ha TPOBEICHUE DKCIIEPTU3bI Ka4eCTBA YKa3aHHOM B 4acTH 1
HACTOsIIEH cTaThH (papMaleBTUUECKOI CyOCTaHIIMU 3asBUTEIb TPEACTABISIET B
HKCHEPTHOE YUPEKJICHHUE I IPOBEICHUS TaHHOM SKCIIepTU3bl 00pa3Lbl
(bapMareBTHYeCKOl CyOCTaHIINH B KOJIMYECTBE, HEOOXOAMMOM Il BOCTIPOU3BEICHHS
METO0B KOHTPOJISl KauecTBa. DKCIEPTHOE YUPEXkKAECHUE MIPH MTOJyUYSeHUH 00pa31ioB
yKa3aHHOM B yacTu 1 HacToslIel cTaTbu (papMalieBTUUECKON CyOCTaHIIUY BbIIaeT
3asBUTEIIO JOKYMEHT, IIOATBEPKIAIOIMHI TOJIy4eHHe 3TUX 00pa3LioB, U B CPOK, HE
MIPEBBILIAIOIINMI TpeX padounx JHEH, YBEIOMIISET B JIEKTPOHHOMN WJIM TUCbMEHHON
¢dopme 00 ITOM YyHOJTHOMOUYEHHBIH (peiepanbHblii OpraH UCIIOJIHUTENbHON BIACTH. DTH
CPOKHU HE BKJIIOYAIOTCS B CPOK IIPOBEJCHUS TaHHOM SKCIIEPTU3BI.

(Hactb B penakiuu, BBeieHHOH B aelictBue ¢ 1 utonst 2015 rona @enepalibHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYLIYIO PEAAKIUIO)

7. JJOKyMEHTBI, IOCTYIHUBILUE B 3KCIIEPTHOE YUPEKACHUE I IPOBEACHUS SKCIIEPTU3bI
KauyecTBa yKa3aHHOU B yacTu | Hacrosiiel cTaTby (papMalieBTUHUECKON cyOcTaHIuy,
1oJyIe’kaT BO3BpaTy B YIOJIHOMOYEHHBIH (hefiepalibHbli OpraH UCIIOJHUTEIbHOM BIACTH
OJIHOBPEMEHHO C 3aKJIIOUEHUSMH 110 pe3yJIbTaTaM MPOBEACHHON KCIIEPTU3HI.

8. B cpok, He mpeBbIaomui IATH padoYnX AHEH CO THS MOTyUEHUs 3aKII0UCHUS
KOMUCCHH 3KCIIEPTOB I10 pe3ybTaTaM dKCIIEPTU3bl KAUECTBA YKa3aHHOU B yacTu |
HacToAIIel cTaTbu (hapMalleBTHUECKON CyOCTaHIIMU, YIIOJTHOMOUYEHHBIN (enepanbHbIi
OpraH UCIIOJIHUTENIBHOM BIIACTH:

1) OCYHICCTBIIACT OLCHKY TAKOI'O 3aKJIIOUYCHUA OJId OMMPEACTICHUS €0 COOTBETCTBUA
3aIaHUT0 Ha ITPOBCACHHUC JaHHOM 9KCHEPTU3HI,

2) mpyUHUMAET pelIeHUE O BKIFOUEHUH YKa3aHHOW B 4acTu | HacTosIIel cTaTbu
(hapmareBTUUeCKOM CyOCTaHIIMU B TOCYAAPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB
WJIH penieHrne 00 0TKa3e B TAKOM BKJIFOUEHUU;

3) BHOCHUT IIPH MPHUHATUH PEILICHHS O BKJIIOUEHUH yKa3aHHOH B yacTu 1 HacTosien
CTaThy (papMarieBTHUECKON CyOCTaHIIMK B FTOCYAaPCTBEHHBINA PeeCTp JIEKapCTBEHHBIX
CPEICTB MPENYCMOTPEHHYIO 4acThIo 2 ctathu 33 Hactosuiero denepaibHOro 3aKkoHa
HMH(}OPMALIHIO U yBEIOMIISIET 00 3TOM B AJIEKTPOHHOM WJIM MUCbMEHHOU (hopme
3asIBUTEIIS.

(ITynkT B pemakiuu, BBeieHHOHU B fieiicTBre ¢ 1 uroms 2015 rona denepanbHBIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-®3; B penakiiuu, BBEJICHHO B JeiicTBuec 28 nexalps



2019 roga ®enepanpHbiM 3akoHOM OT 27 nekadpst 2019 romga Ne 462-D3. - Cm.
MPEeABIIYIIYIO0 PEIAKIIHIO)

9. OcHoBaHMEM JUIsl OTKa3a BO BKJIIOUEHUH YKAa3aHHOM B 4acTu | HacTosIel CcTaTbu
(hapMmareBTHUeCKOM CyOCTaHITMU B TOCYAAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEIICTB
SIBJISICTCS 3aKJIFOUEHUE COOTBETCTBYIOIIETO YIIOJIHOMOUYEHHOTO (heIepaabHOro opraHa
WCIIOTHUTEJIPHON BJIACTH O TOM, YTO KauyecTBO (hapMalleBTHUECKOU CyOCTaHIIUN HE
MOATBEPKICHO MOJYYCHHBIMU JTAHHBIMHU.

(YacTp gomoaHUTENBHO BKIIOUEHA ¢ 22 HOs10ps 2014 roga denepanbHbIM 3aKOHOM OT 22
okts10pst 2014 roma Ne 313-@3; B pepakuuu, BBeAeHHOM B aelicTBre ¢ 15 nutons 2018
roaa denepanbHbiM 3aKk0HOM OT 4 uroHsa 2018 roga Ne 140-@D3. - CM. ipeapIayIIyIO
peaaKInio)

10. He nomyckaeTcst BKIIOYEHHE B TOCYAapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB
OJTHOM (papMareBTUIECKON CyOCTaHITNH, TPOU3BEACHHOM JIJIS pean3aliy U
BBIITYCKaeMOM OJTHUM M TE€M Ke MPOU3BOIUTEIEM, B BUJIE IBYX U O0Jiee peecTpOBBIX
3aImucei.

(YacTp gomoaHuTenbHO BKItoUeHa ¢ 1 utons 2015 roga denepanbHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

11. BHecenne n3MEeHEHMI B TOKYMEHTHI Ha (hapMalieBTUUECKYI0 CyOCTaHIIHUIO,
MIPOU3BEACHHYIO JJIs PeaTu3alii U BKIOYSHHYIO B TOCYIapCTBEHHBIN peecTp
JIEKApCTBEHHBIX CPEJICTB, OCYIIIECTBIIACTCS B MOPSIKE, YCTAaHOBICHHOM cTaThsimMu 30 u 31
HacTosiero denepanbHOro 3aK0Ha, ¢ YIIATOH roCy1apCTBEHHON MOIUIHHBI,
MIpelyCMOTPEHHOM 3aKoHO1aTeIbcTBOM Poccuiickoit denepanyu o Hajlorax u coopax.
(Hactp nomonHuTensHO BKiItoueHa ¢ 1 utomst 2015 rona denepanbHbIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-D3)

12. lonyckaercs obpaiienue hapMaieBTHUECKUX CyOCTaHIINA, TPOU3BEICHHBIX IS
peanu3aiuu, B TeYeHHUE CTa BOCBbMUIECATH JHEH 10 U TIOCIIe IPUHSATHUS
YIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HUCIIOJIHUTEIHHON BIACTH PELICHUS O
BHECCHHH U3MEHEHHI B IOKYMEHTHI Ha (hapMalleBTUUECKYI0 CyOCTaHIIHIO,
MIPOU3BEICHHYIO JUJISl peaiu3alii 1 BKIOUEHHYIO B TOCYJapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEJICTB.

(Yactp nomonHUTENHHO BKIIOUeHa ¢ 1 utons 2015 rona @enepalbHBIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-D3)

13. Pemienre 00 UCKIIIOYEHUH U3 FOCYAAPCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEICTB
(bapMarieBTHUeCKON CyOCTaHIIUM, TPOM3BEACHHON IS peasin3alui, IPUHUMAETCs
YIOJHOMOYEHHBIM (eiepaibHbIM OPTaHOM HCIIOTHUTEILHON BIIACTH B CIyyae:

1) mpencraBieHHs] COOTBETCTBYIOLINM YIIOJHOMOYEHHBIM (eiepaibHbIM OpraHOM
WCTIOJTHUTEJIbHOM BJIACTH 3aKIIOUEHUS O PUCKE MITH 00 yrpo3e )KU3HU WU 370POBBIO
4eJI0BeKa JIM00 AKUBOTHOTO IIPU UCIIOJIb30BAaHUH JIEKAPCTBEHHOT'O CPEJICTBA;



2) noxayu pa3paboTUMKOM JIEKAPCTBEHHOTO CPEACTBA WU IIPOU3BOAUTEIIEM
JIEKapCTBEHHOT'O CPEJICTBA JIMOO YIOJTHOMOYCHHBIM UMH JIPYTUM FOPHIAICCKUM JIUIIOM
3asiBJIEHUS 00 MCKITIOYEHUH U3 TOCYJapCTBEHHOTO pPeecTpa JIEKapCTBEHHBIX CPECTB
(hapmaleBTHUECKOM CyOCTaHIINU, TPOU3BEICHHON IS PeaTU3alluu;

3) orcyTcTBHs (papMalneBTUUECKO# cyOCcTaHIIMM, TPOU3BEACHHON IS peaan3alyy, B
obpamienuu B Poccutickoii @enepanuiu B TEUCHHE TPEX U OoJiee JieT.

(Hactp 1onoiaHUTENbHO BKItoUeHa ¢ 1 utons 2015 rona ®@enepalibHbIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-D3)

Cratps 35. IloBTOpHOE TIpeicTaBICHUE JIEKAPCTBEHHOTO IIpenapaTa, He MPOIIE/IIero
roCy/IapCTBEHHON PETUCTPALIUU JEKApPCTBEHHBIX MPENapaToB, Ha TOCYJapCTBEHHYIO
PETUCTPAIIHIO JIEKAPCTBECHHBIX MPENIapaTOB

VYrparuna cuny ¢ 1 utons 2015 roga - @enepanbhblil 3akoH oT 22 nekadpst 2014 rona Ne
429-D3. - CM. npeapIayyo peaakiuio

Crates 36. O6xkanoBanue pernieHust 00 0TKas3e B BbAaue pa3pelieHus Ha IPOBEICHUE
KJIIMHUYECKOI0 UCCIIEIOBaHMsI JIEKAPCTBEHHOIO IIpenapara, peieHus o0 oTkase B
rOCy/IapCTBEHHOW PETUCTPALIUU JIEKAPCTBEHHOTO Mpenapara, 3aKII0YeHIs] KOMUCCUU
AKCIEPTOB AKCIIEPTHOTO YUPEKJACHHS WM 3aKIFOUEHHUS COBETA MO ITUKE

Pemennie cooTBETCTBYIOIIETO YIOIHOMOYEHHOTO (hefiepaibHOro opraHa
WCTIOJTHUTENIBHOM BJIACTH 00 OTKa3e B BbIa4Ye Pa3pelIeHUs Ha IPOBEACHUE
KJIIMHUYECKOTO NCCIIEI0OBaHM JIEKAPCTBEHHOTO IIpenapaTa, pelieHne YKa3aHHOTO
(denepanbHOro opraHa UCIOJHUTENBHOM BIacTU 00 OTKa3€ B TOCYJapCTBEHHOMN
pETUCTpaLMK JIEKAPCTBEHHOIO IIpenapara, 3aKJII0UeHNE KOMUCCHH YKCIIEPTOB
9KCIIEPTHOIO YUPEKICHUS MU 3aKIIOUEHUE COBETA 110 ATUKE MOXKET ObITh 00KalI0BaHO B
MOPsAJIKE, YCTAHOBJIIEHHOM 3aKOHOATeNIbcTBOM Pocculickoit denepannu. 3aKir0oueHue
KOMMCCHH 3KCIIEPTOB 3KCIEPTHOIO YUPEKACHUS O B3aUMO3aMEHAEMOCTH JIEKAPCTBEHHBIX
IPenapaToB [yl MEAULUHCKOTO MPUMEHEHHU JIM00 O TOM, UTO JIeKapCTBEHHBIH Mpenapar
JUISL MEUIIMHCKOTO IPUMEHEHHUSI HE SIBJISIETCS] B3aUMO3aMEHSIEMbIM, MOKET ObITh
00>KaJI0BaHO JiepKaTesIeM WIIN BIaJeNIbLIEM PErUCTPALIMIOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTO MperapaTa B yIOJIHOMOYEHHBIN (eiepaibHbI OpraH UCTIOJIHUTEIbHON
BJIACTH, KOTOPBIN MPUBJIEKAET K PACCMOTPEHHUIO YKa3aHHOM aslo0bl 110/IBEIOMCTBEHHBIE
€My HayuyHble OpraHu3aluu U 00pa3oBaTeIbHbIE OPraHU3alMK BBICIIET0 00pa30BaHus,
OCYILECTBISIOUINE ACATEIbHOCTD B cepe 0OpaIleHus JIeKapCTBEHHBIX CPE/ICTB.
3aKiIr04eHre KOMUCCHH 3KCIIEPTOB SKCIIEPTHOTO YUpeKaeHHs, 0)OpMIIEHHOE IO UTOTaM
nepecMoTpa 00KaJOBAHHOTO 3aKIIIOYEHHUS IKCIIEPTa, MOXKET OBITh OCIIOPEHO JiepKaTeIeM
WJIM BJIQJIENIbLIEM PETUCTPALIMOHHOTO yIOCTOBEPEHM S JIEKAPCTBEHHOTO MperapaTa Jubo
YIOJIHOMOYEHHBIM UMM JIMIIOM B MTOPSAJIKE, YCTAHOBIEHHOM 3aKOHOIaTEILCTBOM
Poccuiickoit ®eaepanuu. [Ipu o6xanoBaHuM pelIeHNs YIOTHOMOYEHHOTO
(benepanbHOro OpraHa UCIOJHUTEIBHOM BIACTH, 3aKIIOUEHUS SKCIIepTa MM KOMUCCHH
JKCIEPTOB HKCIIEPTHOTO YUPEXKACHUS, 3aKIIFOUEHHSI COBETA 110 ITUKE JIep>KaTellb WU
BJIaJIEJIEl] PErUCTPALMOHHOTO yI0CTOBEPEHHS JISKApPCTBEHHOTO Mpernapara JInbo
YIIOJIJHOMOYEHHOE UMM JIMLIO BIIPABE MPEACTABUTH PE3YJIBTATHI HKCIIEPTU3I



JIEKApCTBEHHOTO MperapaTa, MPOTOKOJIBI MOJIYYCHHBIX aKKPEIUTOBAHHBIMU
UCIBITATEIbHBIMU JIA0OPATOPHUSAMU (LIEHTPAMHK ) PE3yJIbTATOB HCCIICIOBAHUHN, UCIIBITAHUN.
(Cratbs B penakmnuu, BBeZeHHOU B aeiicTBue ¢ 1 utonsa 2015 roga denepanbHbIM
3aKkoHOM OT 22 nekabps 2014 roma Ne 429-03; B penakiuu, BBeIEHHOM B aeiicTBHE ¢ |
MapTta 2020 rona deaepanbHbIM 3aK0HOM OT 27 faexadps 2019 roma Ne 475-@3. - Cwm.
MPEABIIYIIYIO0 PEIAKIIHIO)

Cratbs 37. Undopmanus, cBA3aHHAs C OCYIIECTBICHUEM rOCY1apCTBEHHON PEerucTpaluu
JIEKapCTBEHHBIX IpenapaToB, HH(GOPMAIUs O 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX
Ipernaparax 1 JISKapCTBEHHBIX Iperaparax, UCKJIFOUEHHBIX U3 TOCY1apCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPENICTB

1. CooTBeTCTBYIOMINI YITOTHOMOUYEHHBIH (pe/iepatbHbIi OpraH UCTIOHUTEILHON BIACTH
pasMeniaer Ha cBoeM OoUIMATbHOM caiite B ceTH "MHTepHer" nHdopmalmio, CBSI3aHHYIO
C OCYHIECTBJICHUEM TOCYAapPCTBEHHOM PEruCTPaIMK JIEKAPCTBEHHBIX IIPEMapaToB, B TOM
YHClie IPOBEACHUEM SKCIIEPTU3bI IEKAPCTBEHHBIX CPE/ICTB (BKItOUAs pe3yJIbTaThl ee
MIPOBEJICHUS ), TH()OPMAIIHIO O 3aPETUCTPUPOBAHHBIX JICKAPCTBEHHBIX MIperapaTax u
JIEKApCTBEHHBIX MperapaTax, UICKIYEHHBIX U3 TOCYJapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB, HE MO3/IHEE YEM Uepe3 MATh pad0oUuX JHEH CO JTHA MOTyUYeHUs
YIOJHOMOYEHHBIM (pe/iepalibHbIM OPraHOM UCIIOJIHUTEIHHON BJIACTH COOTBETCTBYIOIIEH
nHpOpMaInu.

(YacTp B penakuu, BBeIeHHOU B fiericTBre ¢ 1 uromst 2015 roma denepanbHbIM 3aKOHOM
ot 22 nexadps 2014 roga Ne 429-D3; B penakuuu, BBEJCHHOH B nieiicTBue ¢ 13 aBrycra
2019 roga ®enepanbHbiM 3ak0HOM OT 2 aBrycta 2019 roga Ne 297-@3. - Cwm.
MPEABITYIIYIO0 PEIAKIIHIO)

2. Cpoku ¥ MOPSI0K pa3MeIleHNs yKa3aHHOH B yacTH 1 HacTosie craTbu HHPOpMaIuu
yCTaHABIMBAIOTCS YIIOJTHOMOYEHHBIM (pe/iepalbHbIM OPraHOM UCTIOJIHUTEIHHOM BIACTH.
WNupopmanusd, ykazanHas B 4acTu | HaCTOAIIEH CTaTbU, SBISETCS OTKPBITOM U
OOIIEeTIOCTYITHOM U MPEIOCTABIISAETCS 3aMHTEPECOBAHHBIM JIMIIAM B COOTBETCTBUU C
3akoHo aTenbcTBOM Poccuiickoit denepanum.

(Yactp B pemakium, BBeieHHOM B neiicTBue ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - CM. npeAbIIyIIyI0 PEIAKIIHIO)

I'maBa 7. KnuHndeckue ucciae10BaHus JIEKApCTBEHHBIX IIPENAapaToB sl MEAUIIMHCKOTO
MIPUMEHEHHUS], JOTOBOP 00 UX MPOBEACHUH, IIPaBa MAallMEHTOB, YYaCTBYIOIINX B ATHX
HCCIIEA0BAHUAX

Cratbs 38. Knuanueckue HCCIICAOBaHUA JICKAPCTBCHHLIX MPETIapaToOB AJI
MCIUIHUHCKOI'0 MPpUMCHCHUA

1. Knuanueckue uccienoBanus JICKapCTBEHHBIX TPENApaTOB ISl MEAUIMHCKOIO
IIPUMEHEHHUs], B TOM YHUCJIE MEXKIYHAPOAHbIE MHOI'OLICHTPOBBIE, MHOTOLICHTPOBEIE,
ITOCTPETUCTPALMOHHBIE, TPOBOJIATCS B OJJTHOM WJIM HECKOJIBKUX MEIUIIMHCKUX
OpraHu3alysaX B COOTBETCTBUM C IIPAaBUIIAMU HAJUICKAIIEH KIIMHUYECKON ITPAKTHUKH,
YTBEPKICHHBIMU YIIOJTHOMOUYEHHBIM (pe/iepaJbHbIM OPraHOM HCIIOJIHUTENBHOMN BIACTH,



COOTBETCTBEHHO B CIICTYIONIUX IEISIX:
(A03an B penakiuu, BBeieHHOM B nelicTBue ¢ 1 urong 2015 rona ®enepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - CM. npeAbIIyIIYIO PEIAKIIHIO)

1) ycranoBieHune 6€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB sl 30POBBIX
JTO0OPOBOJIBIIEB U (WJIH) TIEPEHOCUMOCTH UX 3JJOPOBBIMHU JTOOPOBOJIBIIAMHU, 32
UCKITIOYEHUEM TaKHX UCCIIEIOBAHU JIEKaPCTBEHHBIX MIPENapaToB, MPOU3BEACHHBIX 3a
npeaenamu Poccniickoit denepanuu;

2) non0op ONTUMAIBHBIX TO3UPOBOK JIEKAPCTBEHHOTO Mpernapara u Kypca JeUeHUs 171
MAIMEHTOB C ONpeCICHHBIM 3a00JIeBaHUEM, ONITUMATBHBIX 103 M CXEM BaKIIMHAIIUU
UMMYHOOHOJIOTHYECKIMHU JIEKAPCTBEHHBIMU MIPErapaTaMu 310pOBbIX JOOPOBOJIBLIEB;

3) ycraHoBieHHe 6€30MaCHOCTH JIEKAPCTBEHHOT'O IIpenapara U ero 3pGeKTUBHOCTH IS
MAIMEHTOB C OIPe/IeIEHHBIM 3a00JIeBaHUEM, TPOPHIAKTHICCKOHN I (HEKTUBHOCTH
MMMYHOOHOJIOTUYECKHUX JI€KAPCTBEHHBIX MPENapaToB Uil 310POBBIX JOOPOBOJIBIIEB;

4) nzyueHre BO3MOKHOCTH pacIIUpPEeHUs MOKa3aHUM U1 MEAUIUHCKOIO IPUMEHEHUS U
BBISIBJICHUSI paHEE HEU3BECTHBIX IOOOYHBIX IEHCTBUIN 3apErUCTPUPOBAHHBIX
JIEKApCTBEHHBIX IIPENApaToB.

2. B otHOmICHNN BOCITPOU3BCACHHBIX JICKAPCTBCHHBIX MPCIIaApaTOB AJIA MCIUIUHCKOI'O
IPUMCHCHUA IIPOBOAATCA UCCICAOBAHUA OMOSKBUBAJICHTHOCTH U (I/IJ'II/I) TepaHeBTquCKOﬁ
OKBHUBAJICHTHOCTHU B IMOPAAKE, YCTAHOBJIICHHOM YITIOJJHOMOYCHHBIM q)eﬂepaJH)HI)IM
OpraHomMm HCIIOJIHUTEIbLHOMN BIACTH.

3. OpraHH3aumo MPOBCACHU KIIMHUYCCKUX I/ICCJ'IC,[[OBaHI/Iﬁ JICKAPCTBCHHOTI'O IIpCIiapara
A MEAUIUHCKOTO ITPUMCHCHU A BIIPABE OCYIICCTBIIATDL:

1) pa3pa60TqI/H< JICKAPCTBCHHOTO IIpeIlapaTa WK YIIOJITHOMOYCHHOC UM JIMI O,

2) obpa3oBaTelbHbIE OPraHU3allMK BHICIIEr0o 00pa30BaHUsl, OpraHU3aluu
JOTIOTHUTEIHHOTO MPO(HEeCCHOHATBFHOTO 00pa30BaHMUS;

(ITynkt B penakiuu, BBeieHHOM B neiicTBue ¢ 1 centadps 2013 rona @enepanbHbIM
3akoHOM oT 2 utoiist 2013 roga Ne 185-@3. - Cm. npeabIayIyo peaaKiuo)

3) Hay4YHO-UCCIIEI0BATEIbCKUE OPTaHU3AIINH.

4. Knuanveckue ucciae0BaHms JIEKapCTBEHHOTO Ipenapara Juisi MEAUIIMHCKOTO
MPUMEHEHUS POBOISITCS HA OCHOBAHUY Pa3pelICHHs HAa TPOBEICHUE KIIMHUYECKOTO
HCCIIEIOBAHUS JIEKAPCTBEHHOr'0 IIPENapaTa, BBIJAHHOTO YIIOJHOMOYEHHBIM
(dbenepaibHBIM OPTaHOM HCITOJIHUTEIBHON BIACTH. Y TIOJTHOMOYCHHBIN (eaepanbHbIN
OpraH UCIOJIHUTEIBHOM BJIACTU BEAET PEECTP BBIAAHHBIX PA3PELIEHUN HA IPOBEACHUE
KJIMHUYECKUX UCCIIEA0BAaHUM JIEKAPCTBEHHOTO Tpernapara, CoAaepKaliui ykazaHue Ha uxX
LIEJIb WJIH LIEJIH, B YCTAHOBJIEHHOM 3TUM OpPraHOM IOPSIKE.

(YacTp B pemakiuu, BBeIeHHOU B fieiicTBre ¢ 1 uromst 2015 roma denepaqbHBIM 3aKOHOM



ot 22 nexadbps 2014 roga Ne 429-D3; B penakiuu, BBeJIeHHOH B fciicTBUe DeaepabHbIM
3akoHOM OT 13 uronisg 2015 roga Ne 241-@3. - CM. npeapIIyIyI0 peJaKilnio)

5. Yacts yrparuna cuiy ¢ 1 uronst 2015 rona - @enepanpHbiid 3akoH o1 22 aekabps 2014
roaa Ne 429-®3. - Cm. npeapliyuryto peaakiuio.

6. K opranuzanuu npoBeeHUsI KIMHAYECKUX MCCIIEI0BAHMM JIEKApCTBEHHOTO IIpenapara
IUI MEIMIIUHCKOTO IIPUMEHEHUS pa3pabOTUMKOM JIEKAPCTBEHHOTO IIpernapara MOryT
MIPUBJIEKATHCS IOPUINYECKHE JIUIA JII000H OpraHU3alMOHHO-TIPABOBON (POPMBI IPU
YCIIOBUM 00€CIIEUEHMsI COOTBETCTBUS 3TUX UCCIIE0OBaHUI TpeOOBAHUAM HACTOSALIETO
denepanbHOro 3aK0oHa.

7. Knuaudeckue uccieioBaHus JIEKapCTBEHHBIX MPEMapaToB sl MEIUIIMHCKOTO
MIPUMEHEHHUSI POBOIATCS B MEAUITUHCKUX OPraHU3aIUsaX, aKKPEIUTOBAaHHBIX
YIOJHOMOYCHHBIM (heIepaTbHBIM OPTaHOM HCIIOJTHUTEILHOM BIIACTH B IMTOPSJIKE,
ycranoBjieHHOM [IpaBurensctBoM Poccuiickoit deneparuu.

8. [lepeueHb MEIUIIMHCKUX OPTaHU3ALNNA, UMEIOIINX IIPABO IPOBOAUTH KITMHUYECKHE
MCCIIEI0BAHUS JICKAPCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO IPUMEHEHHUSI, U PEECTp
BBIIAHHBIX pa3pelleHui Ha MIPOBEICHUE KIMHUYECKUX UCCIIeI0BAHUN JIEKAPCTBEHHBIX
MperapaToB OMyOIMKOBBIBAIOTCS U PA3MENIAOTCS YIIOJIHOMOYCHHBIM (heiepaTbHbIM
OpraHOM MCTOJHUTEIBHOM BIACTH B YCTAHOBJIEHHOM MM TIOPSAJIKE HA CBOEM
oduimaasHOM caiite B cet "MHTEepHET".

Cratbs 39. Pemenue o IMPOBCACHNUU KIIMHUYCCKOT'0 UCCIICAOBAHUS JICKAPCTBCHHOT'O
npemnapara Jji1 MCIUIUHCKOTIO IPUMCHCHU A

1. Knmunnyeckoe uccienoBaHue JeKapCTBEHHOIO IIpenapara Jisi METUIIUHCKOT O
MIPUMEHEHHUSI IPOBOJAMUTCSI HA OCHOBAHUHU pa3pellIeHusl Ha IPOBEICHUE KIMHUYECKOTO
HCCTIE0OBAHUS JIKAPCTBEHHOTO TIpenapara, BbIJJAaHHOTO YIIOJTHOMOYEHHBIM
(dbenepanbHBIM OPraHOM UCTIOTHUTENHFHOU BIACTH MO pe3yIbTaTaM dKCIIEPTH3BI
JIOKYMEHTOB, HEOOXOIUMBIX JIJISl TIOJIYYSHHS Pa3pellieHUs Ha MPOBEJECHUE KITMHUYECKOTO
HCCIIEA0BAHMS JIEKAPCTBEHHOTO MTpenapara u 3TUYECKOM SKCIIEPTU3HI.

2. 114 nosy4eHus pa3pelieHus Ha MPoBeIeHNE KIMHUYECKOTO UCCIIEJOBaHUS
JIEKApCTBEHHOTO IIpernapara i MEAULHUHCKOTO IPUMEHEHUS 3asiBUTENb IIPEICTABISAET B
YIOJHOMOYEHHBIN (pe/iepalibHbII OpraH UCIIOTHUTEIbHONW BIACTH:

1) 3asiBIeHUE O BBIJIAYE pa3peIICHUs Ha MPOBECHNE KIIMHUYECKOTO UCCIIEOBaHUS
JIEKapCTBEHHOIO ITpernapara Jjisi MEIULIMHCKOTrO TPUMEHEHUS;

2) KOIIMHU JOKYMCHTOB, ITOATBCPKAAOIIUX YILIATY I' OCY,I[&pCTBCHHOfI IOLIIIMHEI 3a
IMPOBCACHUC ITHYECKOM SKCIIECPTU3BI, SKCIICPTU3bI JOKYMCHTOB HA HeKapCTBeHHBIﬁ
npenapar JJis MOJIYyUCHU pa3pClICHUS Ha MPOBECACHUEC KIIMHUYCCKOI'0 UCCIICAOBAHU A
JICKApCTBCHHOTO Iperapara JJI1 MEAUIUHCKOI'o IPpUMEHCHU, 3a BbIAa4y PaspCIICHUA Ha
MPOBCACHUC KIIMHUYCCKOT'O UCCIICAOBAHUS JICKAPCTBCHHOT'O IIpCIriapaTta JJIsd



MEIULHUHCKOr0 MPUMEHEHMS, 33 IPOBEICHUE SKCIEPTU3BI JOKYMEHTOB Ha
JIEKapCTBEHHBIN Mpenapar JJisl MOJIydeHUs pa3pelleHus Ha MPOBEICHUE
MEXIYHAPOAHOTO MHOTOLIEHTPOBOI'O KIIMHUYECKOTO MCCIIEJOBAHUS JIEKAPCTBEHHOTO
npenapara Jijisi MeJUIMHCKOro MPUMEHEHHS], 3a BbIJIauy pa3pellieHus Ha POBEACHUE
MEXIYHAPOAHOTO MHOTOLIEHTPOBOI'O KIIMHUYECKOTO MCCIIEOBAHUS JIEKAPCTBEHHOIO
npenapara Jijisi MeJUIMHCKOT0 MPUMEHEHHUS, 3a IPOBEJICHUE STUUECKON IKCIIEPTHUSHI,
JKCIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIN MpenapatT AJis TOIyYEHUs pa3pelieHms Ha
MPOBEACHUE MOCTPErUCTPALIMOHHOTO KIIMHUYECKOTO UCCIEA0BaHUS JICKAPCTBEHHOTO
npenapara Jijisi MEJUIUHCKOr0 IPUMEHEHMS], 3@ BbIIauy pa3pelleHUs Ha IPOBEACHUE
[IOCTPErUCTPALIMOHHOTO0 KIIMHUYECKOT0 UCCIIEI0BAaHUS JIEKAPCTBEHHOTO Mpenapara Jjs
MEIUIIMHCKOTO MPUMEHEHHUSI, WK 110 COOCTBEHHON MHUIIMATUBE YKa3aHHbBIC IOKYMEHTHI.
B ciiyuae HenpencraBieHus 3asBUTENIEM YKA3aHHBIX JOKYMEHTOB YIIOJIHOMOYECHHBIN
(benepanbHBIA OpraH UCIOTHUTENBHON BIACTH POBEPSIET (DAKT yIIaThl
rOCy/IapCTBEHHOW MOIUIMHBI C HCIIOJIb30BaHHEM WH(OpMaIUU 00 yIiaTe
rocy/IapCTBEHHON MOILUIMHBI, coAepxkariieiics B I 'ocyapcTBeHHON HHPOPMAIIIOHHOM
CUCTEME O TOCYJIApPCTBEHHBIX U MYHUIIMITAJIbHBIX IJIATEXKAaX, HA OCHOBAaHUU
MIPEACTABJICHHBIX 3asIBUTEJIEM KOMUI JTOKYMEHTOB;

3) IIPOTOKOJI KIMHUYCCKOTO UCCICAOBAHUSA JICKAPCTBCHHOIO ITpCTiapaTa s
MCAUIHUHCKOI'O ITPUMCHCHUS

4) 6porrropy MccaeaoBaTes;
5) nHOpPMAITMOHHBIH JIMCTOK MAIMEHTA,

6) cBeneHust 00 ombITe PabOTHI UCCIIEOBATENEH 110 COOTBETCTBYIOIINM CIEIIUATBHOCTSIM
Y UX OMBITE pabOTHI MO MPOBEACHUIO KIMHUYECKUX UCCIIEeIOBaHUIA;

7) cBeAeHHs O MEAUIIMHCKUX OPTaHMU3AIHIX, B KOTOPBIX MPEANOIaraeTcs MpoBeICHNE
KJIMHUYECKOTO MCCIIeIOBAHMUS JIEKAPCTBEHHOTO Mpernapara Jijisi MeIUIIMHCKOTO
puUMeHeHHUs (IOJTHOE U COKpAIICeHHOE HAMMEHOBaHU S, OPraHU3aIlHOHHO-TIPAaBOBAs
(dbopMa, MECTO HaXOXKJIEHUSI U MECTO OCYILECTBICHUS IeATEIbHOCTH, TeIe(oH, Tenedakc,
aZpec ANEKTPOHHOU MOYTHI KAXKI0M MEAUIIMHCKON OpraHU3alllH );

8) CBCACHUA O MPCAINOJara€MbIX CpOKax MPOBCACHUA KIIMHUYCCKOTO UCCIICIOBAHUA
JICKApCTBCHHOTO Iperiapara JJisi MCAUITUHCKOI'O MPUMECHCHUS

9) KOITMIO JOTOBOpa 00513aTeNIBLHOTO CTpaxoOBaHMs, 3aKJIFOUCHHOTO B COOTBETCTBUU C
TUITOBBIMU IIpaBUIaMHU 0053aTeILHOr0 CTpaxoBaHUs, C YKa3aHUEM Hpe)IeHBHOfI
YUCJICHHOCTHU MAIMCHTOB, YYACTBYIOIINX B KIIMHUYCCKOM UCCIICAOBAHUN
JICKApCTBCHHOTO Iperiapara JJIisd MCIUITUHCKOIO MIPUMEHCHU S ;

10) uadopmaruio o cocraBe JeKapCTBEHHOIO IIpenapara Jisl METULIUHCKOTO
MIPUMEHEHHS;



11) nokymeHT, cOCTaBIEHHBIN MTPOU3BOIUTENIEM JIEKAPCTBEHHOTO Mpenapara Jjis
MEIUILUHCKOTO IPUMEHEHUS U COJIEp KAIlIUi MOKa3aTeNH (XapaKTePUCTUKN), a TAKKE
CBEICHHUS O JIEKAPCTBEHHOM IIperapaTe JijIsl MeIUIIUHCKOTO IIPUMEHEHUS,
MIPOU3BEICHHOM ISl IPOBEJCHUS KIMHUUECKUX UCCICAOBaHUM;

12) xomnuto JIMIIEH3UU Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB B CIydae, eCiu
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O IIpernapara ocyuiectsisercs B Poccuiickoii @enepaium,
WJTU KOIHUIO 3aKJIIOUEHHUS O COOTBETCTBUH MPOU3BOIUTENS JICKAPCTBEHHOIO IIpenapara
TpeOOBaHUSM IIPABUJI Ha/IJIEKaIeH MPOU3BOICTBEHHON MPAKTUKH, BBIIAHHOTO
YIOJIHOMOYEHHBIM OPTaHOM CTPaHbl TPOU3BOAUTEIIS JIEKAPCTBEHHOTO Mperapara.
(ITyHKT B pemakiuu, BBeIeHHOH B feiicTBue ¢ 15 utons 2018 romga denepanbHbIM
3akoHOM OT 4 utonst 2018 roma Ne 140-D3. - CM. IpeabIIyIIyI0 PEIAKIIHIO)

3. B cpok, He mpeBbIIAIMUN MATH padoYuX JHEH cO THSA MPUHITHS YKa3aHHOTO B
NMyHKTe | 9acTu 2 HACTOSIIIEH CTaTbU 3asBJICHUS U HEOOXOAMMBIX JOKYMEHTOB,
YIOJHOMOYEHHBIN (eiepalibHbIi OpraH UCIOTHUTEIbHONU BIACTH:

1) IPpOBOAUT ITPOBEPKY MMOJIHOTHI U JOCTOBEPHOCTHU CBe,Z[eHI/Iﬁ, COACPIKAIIUXCS B
MMpCACTABJICHHBIX 3aABUTCIIEM JOKYMCHTAX;

2) NIpUHUMAET PELIEHUE O IPOBEICHUH SKCIIEPTU3bl JOKYMEHTOB JJIsl IOJyUEHUS
paspelleHus Ha IPOBEACHNUE KIIMHUYECKOIO UCCIIEOBAHNS JIEKaPCTBEHHOI O IIperapara
U1 METMIIUHCKOT'O IPUMEHEHUS M 3THUECKON IKCIEPTH3bl Wil 00 OTKa3e B POBEACHUU
YKa3aHHBIX JKCIIEPTH3;

3) yBenoMJIsIeT B JIEKTPOHHOMU (hopMe MM Ha OyMaKHOM HOCUTEJE 3asiBUTENS O
MPUHATOM PELICHNH JINOO0 B clydyae MPUHATHUS pelIeHus 00 0TKa3e TakKe ¢ yKazaHHueM
IIPUYHUH TAaKOT'O OTKAa3a,

4) moAroTaBIMBAET U HANIPABIISIET B SKCIIEPTHOE YUPEKICHUE U COBET 110 3THUKE 3a/1aHUE
Ha IPOBEJCHHUE COOTBETCTBYIOIIMX IKCIEPTHU3.

4. B cnyuae BBISBIIEHUSI HEMIOJHOTHI U (MJIM) HEOCTOBEPHOCTH MH(pOpMaLnHy,
CoJIeprKalllelics B IPEICTABIEHHBIX 3asBUTEIEM JOKYMEHTAX, YIIOJHOMOYEHHbIN
(benepanbHbIN OpraH UCIOJHUTEIBHON BIIACTH HANPABIIAET 3asBUTEIIO 3a1IpOC 00
YTOUYHEHHUH yKa3zaHHOH uHpopMaruu. JlaHHbIN 3alIpoCc MOKET OBITh MepeiaH
YIOJHOMOYEHHOMY NPEACTABUTENIO 3asBUTENS IMYHO O] PaCIUCKY, HAIIPaBJIEH IO
MOYTe 3aKa3HbIM MUCbMOM WJIM NIEPEAaH B JIEKTPOHHOH (popme 1o
TEJeKOMMYHUKAIIMOHHBIM KaHajaM CBsI3U. B cilydae HampaBieHus: JAaHHOTO 3arpoca 1o
[I0YTE 3aKa3HbIM IMCBMOM OH CUMTAETCSI TOJIYYEHHBIM 110 UCTEUYEHUH IIECTU THEN C
JaThl HaMpPaBJIEHUS 3aKa3HOIO MUChMa. 3asBUTENb 00s13aH MPEJCTaBUTh OTBET HA 3a1poC
YIIOJIHOMOYEHHOT0 (heZiepaibHOTO OpraHa UCIIOJIHUTENLHON BIACTH B CPOK, HE
MPEBBILIAIOIINH IeBIHOCTA pabounx JHEN co qHS ero nonydeHus. Cpok, ykazaHHBIN B
4acTH 3 HACTOSIIEN CTaTbU, IPUOCTAHABIMBAETCS CO JIHS HAIPABIIECHUS 3aBUTEIIO
3arpoca yHnoJIHOMOYEHHOTr0 (heJiepaIbHOro OpraHa MCIOJIHUTEIbHON BIACTH 10 JHS
IIOJIyYE€HHUSI UM COOTBETCTBYIOILETO OTBETA U HE YUUTHIBAETCS MPU UCUUCIEHUH CPOKa



MNPUHATHUA YIIOJTHOMOYCHHBIM (be,[[epaﬂbeIM OpraHomM HCIIOJIHUTEILHOM BJIACTH pemCHuA
O IPOBCACHUHU SKCIICPTU3bI JOKYMCHTOB IJIA MMOJYYCHUS PA3PCIICHNA HAa IPOBCACHUC
KIIMHUYCCKOI'O UCCIICAOBAaHUSA JICKAPCTBEHHOI'O IIpEriapara JJIs1 MCIAUIIUHCKOI'O
IMPUMCHCHUS.

5. OcHOBaHMEM JUIsl OTKa3a B IPOBEIEHUU 3KCIEPTU3bI IOKYMEHTOB IS [IOJy4YEHUs
paspelleHus Ha IPOBEACHNUE KIIMHUYECKOrO NCCIIEJ0BaHMs JIEKAPCTBEHHOT O IIpenapaTa
JUISL MEUIIMHCKOTO TIPUMEHEHMSI U STHUECKOM 3KCIIEPTU3bI ABISAETCS MPEACTABICHUE
JOKYMEHTOB, ITPElyCMOTPEHHBIX YaCThIO 2 HACTOSIIEH CTaTbU, B HEIIOJIHOM 00bEME,
HEIPEJICTAaBICHNUE 3asIBUTENIEM B YCTAaHOBJIEHHBIN CPOK OTBETA HA yKa3aHHbIN B yacTH 4
HACTOSIIEH CTaThH 3apOC YIIOJIHOMOYEHHOIO (eIepaIbHOI0 OpraHa UCIOJHUTEIbHON
BJIACTH JINOO OTCYTCTBHUE B MPECTABICHHBIX JTOKYMEHTaX UCUEPIBIBAIONIETO TEPEUHS
He00X01MMOM HHPOPMALIUU UK UH(OPMAIMH, KOTOPasi T10JKHA ObITh OTPaXKEeHa B HUX,
a TaKk)Ke OTCYTCTBHE MH(POPMALINH, TOATBEPKAAIONICH (DAKT yIIaThl rOCy1apCTBEHHOM
MOLLJIMHBI 332 IPOBEJEHUE 3TUYECKON IKCIIEPTU3BL, IKCIIEPTU3BI JOKYMEHTOB Ha
JIEKapCTBEHHBIHN Mpernapar Jyis OJIy4eHUs pa3pelleHus Ha IPOBEIEHNE KIMHUUECKOTO
HCCIIEIOBaHMsI JIEKAPCTBEHHOTO IIpenapaTa il MEAULUHCKOTO IIPUMEHEHU, 3a BblIady
paspelleHus Ha IPOBEACHNUE KIIMHUYECKOIO UCCIIEJOBaHMsI JIEKAPCTBEHHOIO IIpernapaTa
JUIS. MEUIIMHCKOTO IPUMEHEHMS], 3a IPOBEJIEHUE SKCIIEPTU3HI IOKYMEHTOB Ha
JIEKapCTBEHHBIN Ipenapar Juis OJIy4eHHs pa3pelleHus Ha IPOBEICHUE
MEX/1yHapOAHOI'0 MHOTOLIEHTPOBOI'O KIIMHUYECKOIO UCCIIEIOBAHUS JIEKAPCTBEHHOTO
Ipenapara JUisi MEIULIUHCKOTO IIPUMEHEHU, 3a BblJady pa3pelleHHs Ha IPOBEIECHUE
MEX1yHapOAHOI'0 MHOTOLIEHTPOBOI'O KIIMHUYECKOIO UCCIIEIOBaHUS JIEKAPCTBEHHOTO
npenapara JUisi MEIULIUHCKOTO IIPUMEHEHU, 3a IPOBEACHNUE ITUYECKOM SKCIIEPTU3HI,
9KCIIEPTU3BI JOKYMEHTOB Ha JIEKapCTBEHHBIH Npenapar AJis NOJyUeHUs pa3pelieHus Ha
IIPOBEJIEHUE MOCTPETUCTPALMOHHOTO KIIMHUYECKOT O UCCIIEJOBAHUS JIEKAPCTBEHHOIO
npernapara Jyisi MEIUIUHCKOTO PUMEHEHUS, 3a BblJauy pa3pelieHNs Ha IPOBEICHHE
MIOCTPETUCTPALIMOHHOTO KIIMHUYECKOTO UCCIIEN0BAaHNUS JIEKapCTBEHHOTO Mpenapara ajs
MEAUIIMHCKOTO MPUMEHEHHUS.

6. [IpoBeneHue sKCcepTU3bl TOKYMEHTOB IS [TOJIy4YEHHUs pa3pelleHus Ha IPOBeIeHUE
KJIIMHUYECKOT'0 MCCIIEI0BaHUs JIEKAPCTBEHHOIO IIpenapara s MEJUIIUHCKOTO
IIPUMEHEHHUS] U STUYECKOH IKCIIEPTU3BI, COCTABIICHHE KOMUCCUEN KCIIEPTOB U COBETOM
I10 3TUKE 3aKIF0YEHUN O BO3MOKHOCTU WM HEBO3MOXKHOCTHU IIPOBEAEHUS TAKOIO
KJIMHAYECKOTO MCCIICIOBAHUS U HAIIPaBJICHUE TUX 3aKIOYEHUHN B YIIOJJHOMOYEHHBIN
(benepanbHBI OpraH UCIOIHUTEIBHOMN BIACTH OCYILECTBIISIOTCS B CPOK, HE
MIPEBBILIAOIINHN TPUALIATH pabOYuX JHEH CO JAHS MMOIYYEHUS SKCIIEPTHBIM YUPEKICHUEM
3aJJaHKs YIIOJIHOMOYEHHOTO (eIepabHOr0 OpraHa UCIOJHUTEIBHOM BIACTH C
MIPUJIOKEHNEM JOKYMEHTOB, YKa3aHHBIX B IyHKTax 3, 4, 10 n 11 wactu 2 Hacrosmein
CTaThH, U COBETOM I10 ITHKE 3aJIlaHHsI YIIOJTHOMOYEHHOTO (heZiepaibHOro OpraHa
WCTIOJTHUTEIBHOW BJIACTH C MIPHIIOKEHUEM JIOKYMEHTOB, YKa3aHHBIX B IMyHKTax 3-6, 8 n 9
4acTH 2 HACTOSIILEN CTaThH.

7. B cpok, He IPEBBIIAIOIINN TIATH padoYuX THEH CO THS MOIYYCHUS 3aKITIOUEHUH,
yKa3aHHbBIX B YaCTH 6 HACTOSIIEH CTaThbH, YIIOJTHOMOYEHHBIHN (erepanbHblil opran
HUCIOJIHUTEIHLHOU BJIACTH:



1) OCYHIECTBIIACT OLICHKY ITOCTYIIMBIIUX 3aKITFOUYCHUM AJIA OIIPCACIICHUA UX
COOTBCTCTBUA 3alaHUAM Ha ITPOBCACHNUEC COOTBCTCTBYIOIMNX SKCIICPTHU3,

2) IpUHMMAET PELEHUE O BbIJIa4Y€ pa3pellieHUsl Ha IPOBEACHNUE KIIMHUYECKOTIO
HCCIIEI0BaHMs JIEKapCTBEHHOI'O Mpenapara i MeIUIUHCKOI0 IPUMEHEHUS HIIU 00
OTKa3€ B BbIJIaye YKa3aHHOI'O pa3pelleHus;

3) BbIAACT paspClICHUEC HA IIPOBEACHNE KIIMHUYCCKOTI'O UCCIICA0BAaHUA JICKAPCTBEHHOI'O
npenapara ajid MECAUIUHCKOTO IIPUMCHCHUW A UJIKW PCUHICHUC 00 oTKaze B BbIJJa4dc
YKa3aHHOTI'O pa3spCHICHUA C YKa3aHUEM IIPUYKH OTKa3a.

8. OcHOBaHMEM JJIs1 OTKA3a B BbIJIaY€ PA3PEILICHUS HAa IPOBEACHUE KIIMHUYECKOTO
KCCJIEIOBAHUS JIEKAPCTBEHHOIO IIpernapara JJjisi MEIUIIMHCKOTrO IPUMEHEHUS SIBISECTCS
HAJIMYME 3aKJIFOYEHUS] KOMUCCHUM JKCIIEPTOB WM 3aKJIFOYEHHUS COBETA I10 ITUKE O
HEBO3MOKHOCTH MPOBEACHUS KIMHUYECKOT0 UCCIEN0BAaHMS JIEKAPCTBEHHOIO Mpenapara
JUIL MEIULIMHCKOTO IPUMEHEHUS 110 PE3YJIbTaTaM IIPOBEIAEHHBIX IKCIIEPTH3,
MPEAYCMOTPEHHBIX YaCThIO 6 HACTOAIIEH CTaThU.

9. Pemmenne 06 0TKa3e B MPOBEICHUH SKCIIEPTU3BI TOKYMEHTOB JIJISI TIOJTyYCHUS
paspelieHus Ha IPOBEICHHUE KIMHUYECKOTO MCCIICIOBAHUS JIEKAPCTBEHHOTO MperapaTa
JUTSL MEIMITMHCKOTO MIPUMEHEHHUS U STUYECKOM IKCIIEPTU3BI U B BhIJaUe pa3pelicHus Ha
MPOBEACHUE KIMHUYECKOTO UCCIICOBAHMS JIGKAPCTBEHHOTO IIpernapara Jjist
MEIHUIIMHCKOTO MPUMEHEHUSI MOKET OBITh 00KAJIOBAHO B MOPAIKE, YCTAHOBICHHOM
3aKoHoarenbcTBOM Pocculickon denepanuu.

(Cratps B penakiuu, BBeICHHOH B aelicTBue ¢ 1 utons 2015 rona @enepaibHbIM
3aKoHOM OT 22 nekadpst 2014 roma Ne 429-D3. - CM. ipeAbIAyIIyIO PEAAKIINIO)

Crartbs 39.1. DTrueckas 3KCriepTU3a

1. DTHyeckas OKCIICPTHU3a ITPOBOAUTCS COBETOM I10 39TUKE, CO3AaHHBIM B ITOPAIKE,
YCTAHOBJICHHOM YIIOJTHOMOYCHHBIM (I)C,HepaJ'ILHLIM OpraHomMm HCIIOJIHUTEIbHOMN BJIaCTH, B
OEJIAX BblAa4YM 3aKJIFOUYCHU A 00 THYECKON 000CHOBAHHOCTH BO3MOKHOCTH IIPOBCACHUA
KIIMHUYCCKOT'0 UCCIICAOBAHUA JICKAPCTBCHHOTO IIpCIlapaTa AJIsI MECAUTTUHCKOT'O
IMPUMCHCHUS.

2. DKCnepTaMu COBETa MO STUKE MOTYT OBITh MPEICTABUTENN MEIUITMHCKUX
OpraHu3aIyil, HAyYHBIX OpraHU3aIHii, 00pa30BaTEIHHBIX OPraHU3AIMI BBICIIETO
o0pa3oBaHMsl, a TAKXKE MPEJACTABUTENN OOIIECTBEHHBIX OpraHU3aIiil, PEIUTHO3HBIX
OpraHu3aIMi U CPEJCTB MacCOBOM MHGOpMaIuu. JJaHHbIE YKCIIEPTHI HE TOJKHBI
HaXOJUTHCS B KAKOH-THOO 3aBUCUMOCTH OT pa3paOO0TYHKOB JIEKAPCTBEHHBIX MPENapaToB
U IPYTHX JIUII, 3aMHTEPECOBAHHBIX B PE3YJIbTATaX ITUYECKOU SKCIEPTU3HI.

3. OmaTa yciyr 9KCIepTOB COBETA MO ITHKE OCYIIECTBIISIETCS HA OCHOBAaHHUHU J0T0BOpa,
3aKJIFOYEHHOT0 MEX/Ty YIIOJTHOMOYEHHBIM (hefiepalbHbIM OPTaHOM UCTIOJHUTENbHOM
BJIACTH, KOTOPBIM CO3JIaH COBET IO ITHKE, U SKCIIEPTOM COBETA MO ITHKE, 33 CUET
OI0JKETHBIX aCCUTHOBaHMA, IPEAYCMOTPEHHBIX YIIOJTHOMOYEHHOMY (eiepaaIbHOMY



OpraHy UCHOJHHUTEIbHOM BIACTH, KOTOPBIM CO3/IaH COBET IO 3THKE, B (heiepaibHOM
Or0/KeTe Ha COOTBETCTBYIOIIMMU TO/1 HAa 00ECIIEUEHUE €T0 ACATEIbHOCTH, B pa3Mepax,
ycranoBiieHHbIX [IpaButensctBoM Poccuiickoit denepanmm.

4. DKcrepThl COBETA MO ATUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C
3aKoHoarenscTBoM Pocculickon denepanuu.

5. CocraB coBeTa I10 3THKE, [10JI0’KEHHE 00 3TOM COBETE, MOPSJIOK €ro AeATEeIbHOCTH,
TpeOOBaHUS K KBATU(UKAIIUU U OTBITY paObOTHI MO SKCIIEPTHOM OIICHKE HAyYHBIX,
MEIULMHCKUX U ATHYECKUX ACIIEKTOB KIIMHUYECKUX UCCIIECIOBAHNN JIEKapCTBEHHBIX
IIpenaparoB Ui MEAULUHCKOrO IIPUMEHEHHUS], IPEAbIBIIAEMBIEC K DKCIIEpTaM COBETA 110
9THKE, NOPSAAO0K OPraHU3aLMH U IPOBEICHHS STHUECKON IKCIEPTHU3bI, popMa
3aKJIIOYCHHUSI COBETA 10 3THUKE YCTAHABIMBAIOTCS YIIOJIHOMOYEHHBIM (eiepaaIbHbIM
OpPraHOM MCIIOJIHUTEIBbHON BiIacTH. UKCI0 peacTaBuTeNed MEIUIIMHCKUX OpraHu3aui
HE MOJKET MPEBbIIIATH OJOBUHY OT OOILEro YKcia KCIEPTOB COBETA 10 ATHKE.

6. udopmarus 0 cocTaBe coBeTa 10 3THUKE, TIaHAX €ro padOTh U TEKyIIeH
JeSTeIbHOCTH pa3MelaeTcsi Ha OQUIHAIbHOM CaliTe YIOJTHOMOYEHHOr0 (heiepabHOro
OpraHa UCIOJIHUTEJIbHOM Bi1acTH B ceTy "MIHTepHET" B yCTaHOBIEHHOM UM IOPSIJIKE.
(Cratps monosHUTEIHHO BKItOUeHa ¢ 1 uromns 2015 rona deaepanbHBIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

Cratbs 40. HpOBe,Z[eHI/Ie KIIMHUYCCKOI'O UCCIICA0OBAHUA JICKAPCTBCHHOI'O IIpCIiapaTa JJIsd
MCIUIUHCKOI'O0 MPUMCHCHUA

1. PykoBoauTes MEAUIIMHCKONW OpPraHn3alii, KOTOpas IPOBOINUT KIIMHHYECKOE
HCCIIEIOBaHKE JIEKAPCTBEHHOIO IIpenapara Juisi MEAULUHCKOTO IPUMEHEHUS, Ha3HAYAET
HCCIIeI0BaTeNs, OTBETCTBEHHOTO 32 MPOBEACHNUE TAKOTO HCCIEA0BAHUS U UMEIOIIETO
Je4eOHY0 CTIeUAIbHOCTh, COOTBETCTBYIOIIYIO IPOBOAMMOMY KIMHUYECKOMY
HCCIIETOBAHMIO JIEKAPCTBEHHOTO Npemnapara, co CTakeM padoThl IO IporpaMMam
KJIIMHUYECKUX UCCIIEOBAaHUM JIEKAPCTBEHHBIX NIPENAPATOB HE MEHEE YEM TPU rojJia U 110
€ro MPEAIOKEHUIO Ha3HA4YaeT COMCCIIEN0BATENIEH U3 YNCIIa Bpaue 3TON MEAUIIMHCKON
OpraHM3alMH.

(Hactb B penakiuu, BBeieHHOM B eficTBue ¢ 1 uronsg 2015 rona denepaibHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKIUIO)

2. I/ICCJ'IG,[[OBaTeJ'IB OCYHICCTBIIACT BBI60p ManueHTOB, KOTOPBIC 10 MCAUTTUHCKUM
IIOKa3aHUusAM MOT'YT OBITh MIPHUBJICYCHBI K YYaCTHUIO B KIIMHUYCCKOM HCCIICIOBAHUU
JICKApCTBCHHOTO IperiapaTa JJIis1 MCAUIUHCKOTO IPUMCHCHHA.

3. UccnenoBarenp U COMCCIEN0BATENN JOKHBI ObITh 03HAKOMJIEHBI C pe3yJIbTaTaMu
JOKJIIMHUYECKOTO UCCIIEI0BAHUS JIEKAPCTBEHHOT'O CPEICTBA, COJEPIKALIMMHUCS B
OpoIiope uccieaoBarTess, MPOEKTOM MTPOTOKOJIA KIMHUYECKOTIO UCCIIEIOBAHUS
JIEKapCTBEHHOT'O Mpenapara il MeIUIIMHCKOr0 IPUMEHEHUs, pa3paboTaHHBIM
pa3paboTYNKOM JIEKapCTBEHHOTO Mpernapara Wik UHBIM IOPUITYECKUM JTUIIOM,
IIPUBJIEKAEMBIM K OpraHU3alMH POBEACHUS KIIMHUYECKOIO UCCIIEOBAHMS



JICKApCTBCHHOT'O IIpfriapara JJId MEAUIUHCKOI'o IPUMEHCHU, U JPYTUMU MaTCpUajlaMn
TaKOT'0 UCCJICAOBaHMA.

3.1. PykoBoauTenb MEIULIMHCKON OPraHU3alllU B CPOK, HE MPEBBIIAIOIINN TPEX
pabouux JTHEH co AHS Havaja MPOBEACHHS KJIMHUYECKOTO UCCIICIOBAHMS
JIEKapCTBEHHOTO TIperapara Jyisi MeTUITUHCKOTO MPUMEHEHH S, cO00MIaeT 00 3TOM B
YIIOJITHOMOYCHHBIN (peiepanbHbIi OpTaH UCTIOJTHUTEIBHOM BJIACTH, BBIABITUI
paspeleHre Ha MPOBEICHNE TAKOTO HCCIIEI0BaHMs, TI0 YCTAHOBICHHON UM (popme (JacThb
JOTIONTHUTENRHO BKItoueHa ¢ 1 saBaps 2011 roga deaepanbHBIM 3aKOHOM OT 29 HOSIOpS
2010 roma Ne 313-D3).

4. Opranu3anuu, OCyIIeCTBISIONINE OPTaHNU3ALIUIO TPOBEACHUS KIIMHUYECKOTO
WCCIIIOBAaHMS JICKAPCTBEHHOTO Tpernapara AJisi METUIIMHCKOTO IIPUMEHEHUS ’
yKa3zaHHbIe B yacTH 3 ctatbu 38 HacTosmero denepanbHOro 3aKkoHa, B cydae
HE0O0XOIMMOCTH BHECEHUSI H3MEHEHUH B MTPOTOKOJ KIIMHHYECKOTO UCCIIETOBAHHMS
JIEKapCTBEHHOT'O Ipernapara Jisi METUIIUHCKOTO MPUMEHEHHS COO0IIat0T 00 3TOM B
YIIOJTHOMOYCHHBIN (e IepalIbHbIN OpraH UCTIOTHUTEILHOM BIIACTH, BBIABIINN
paspelleHre Ha MPOBEICHNE TAKOTO UCCIIE0BaHus, 0 YCTaHOBICHHON UM popme (JacThb
nomnonHeHa ¢ 26 okTsa0ps 2010 roxa @enepanbHbM 3aKkoHOM OT 11 okTa6pst 2010 roma Ne
271-®3 - cM. IPeAbIAYIIYIO PEAAKIIHIO).

4.1. d)opMa COO6H.I€HI/I$[ 0 BHECCHMHU M3MCHCHUH B IMPOTOKOJI KIIMHUYCCKOT'O
HCCIICA0BAaHMA JICKAPCTBCHHOI'O IIpcriapara A MEAULIUHCKOTO IIPUMCHCHU A NOJIKHA

COACPIKATh CIICAYIOIINEC CBCACHUSA:

1) HaumeHOBaHUE, UACHTU(UKAIIMOHHBIM HOMEpP U J1aTa MPOTOKOJIa KIMHUYECKOTO
HCCIIEA0OBAHUS;

2) JlaTa BHECECHUS U3MEHECHHU B MMPOTOKOJ KIIMHUYCCKOT'O0 UCCIICAOBAHN,
3) HaAaMMCHOBAHUC U MCCTO HaAXOXJACHUA 3aABHUTCIIA,

4) HauMeHOBaHME OpraHU3alUH, IPUBJICUEHHON pa3pabOTUNKOM JIEKAPCTBEHHOTO
npernapara K OpraHu3alyy IpoBeIeHUs KIMHUYECKOT0 UCCIIe0BaHus (IIPU HAIMYHHN);

5) HAaMMEHOBaHUS U MeCTa HAXOXICHUS MEAUIIMHCKIX OPTaHU3aIlfii, B KOTOPBIX
MIPOBOJIUTCS KIIMHUYECKOE UCCIIEOBAHUE;

6) naTta BbIIaYM pa3pelieHus Ha MPOBEICHNE KIMHUYECKOTO UCCIIEIOBAaHUS U HOMED
3TOr0 pa3pelICHUs;

7) U3MEHEeHUs, BHOCUMBbIE B POTOKOJI KIIMHUYECKOTO UCCIIEI0BAHUSI.
(Hactp 4.1 gomonHUTENBHO BKITtoUeHA ¢ 26 okTs10ps 2010 roga denepanbHbIM 3aKOHOM
ot 11 oxTs6ps 2010 roga Ne 271-D3)



5. B cpok, He IpeBBIMIAIOIINN TPUIAIIATH padOUHX JHEH CO THS MOTYUYEHUS YKA3aHHOTO B
4acTH 4 HACTOSIICH CTaThbH COOOIICHHS, YITOTHOMOUEHHBIN (e/iepantbHbli Opran
WCIIOTHUTEJIPHON BJIACTH PACCMATPUBACT 3TO COOOIICHUE B YCTAHOBICHHOM UM TTOPSIJIKE
Y IPUHUMAET PEIICHUE O BHECEHUU U3MEHEHUN B MMPOTOKOJI KIIMHUYECKOTO
HCCIIEA0BAHMS JICKAPCTBEHHOTO TIpenapara Jyisi MEAUIIMHCKOTO MPUMEHCHHSI HUJTA 00
OTKa3e BO BHECEHUU TakuX U3MeHeHui. [Ipu paccMoTpeHnn cooO0IIeHus o
HEOOXOAMMOCTH BHECEHHUS U3MEHEHUH B TPOTOKOJI KJIMHUYECKOTO UCCIICTOBAHMS
JIEKApCTBEHHOTO MperapaTa i MEIUIUHCKOTO MPUMEHEHUS B LIEJSAX OLIEHKH
000CHOBAaHHOCTH TIPeIJIaraéMbIX U3MEHEHHI 1 ONIPEACIICHUs CTETICHH pUCKa JIJIs
MalUEeHTOB, IPUHUMAIOIIUX YYaCTHUE B KIIMHUYECKUX UCCIEOBAHUAX, YIIOTHOMOYECHHBIM
(dhenepalbHBIM OPraHOM UCITOJTHUTEIIBHON BJIACTH MOTYT MPUBJICKATHCS IKCIIEPTHI COBETA
II0 DTHKE.

(YacTp B penakuuu, BBeJIeHHOU B nericTBre ¢ 1 utoms 2015 roga denepaibHbIM 3aKOHOM
ot 22 nexadbps 2014 roga Ne 429-D3. - Cm. npeAbIAYIIYIO PEAAKITUIO)

6. Kimuanueckoe ucciiejoBaHye JeKapCTBEHHOTO Ipernapara i MEAULIMHCKOTO
IIPUMEHEHMSI MOKET OBbITh MPUOCTAHOBJIEHO UJIHM MTPEKPAIIEHO, €CIIU B MPOLIECCE €ro
IIpOBeIeHUS] OOHApYKEHA OMACHOCTb JJISl )KU3HU, 3/10pOBbs MallMeHTOB. B ciayyae
BO3HHUKHOBEHHUS OMACHOCTH JUISl KU3HHU, 3/I0POBBS MAllMEHTa, YYaCTBYIOILETO B
KJIIMHUYECKOM HCCIIEJOBAaHUM JIEKAPCTBEHHOI'O IIpenapara Uit MEJUIIMHCKOTO
MPUMEHEHHS, MCCIIeIOBATEIH 00s3aHbI MPONH(POPMHUPOBATE 00 3TOM PYKOBOIUTEIIS
MEIULMHCKOW OpraHu3alyy U OpraHu3aluio, IOJyYUBIIYIO pa3peIIeHue
YIOJIHOMOYEHHOTO (peiepaibHOTo OpraHa UCIIOHUTEILHON BIIACTH HAa OPTaHU3AIHIO
IIPOBEJEHUS KIMHUYECKOT0 UCCIIEA0BaHUs JIEKapCTBEHHOT O Ipenapara. Pemenue o
IIPUOCTAHOBJIEHUU KJIMHUYECKOTO HCCIIEA0BaHNUs JIEKapCTBEHHOTO Mpenapara Jyist
MEIULMHCKOTO MPUMEHEHNS] IPUHUMAIOT PYKOBOJUTENb MEAULIMHCKON OpraHU3alvy U
(unn) opranu3anys, NOJy4YUBIIas pa3pelieHrne YIIOTHOMOUYEHHOTO ()e/IepalbHOrO OpraHa
VCIIOJIHUTEJILHOM BJIACTH HA OPraHU3aLUIO ITPOBEAEHUS KIMHUUYECKOTO UCCIIEN0BaHUs
JIEKapCTBEHHOI'O IIpernapaTa Jiisi MEIUIIUMHCKOTO IPUMEHEHUS, pElIeHHE O NMPeKpallieHun
TaKOT'0 UCCIIE0BAaHUS MPUHUMAET YIOJHOMOYEHHBIN (hefepabHbli opraH
HCIIOJIHUTEJILHOM BJIACTU HA OCHOBAaHMM COOOIIEHUS B MUCbMEHHOU popme
PYKOBOJUTEIS MEAULIMHCKON OpraHU3allui UM OpraHu3alus, IOJyYnBIIas pa3peIieHnue
YHOJHOMOYEHHOTO (heJiepaibHOro OpraHa UCIOJIHUTEIbHON BIaCTH HA OPTaHU3alNIo
IIPOBEJIEHUS KIMHUYECKOTO UCCIEA0BAHUS JIEKaPCTBEHHOI O IIpernapara Jist
MEAUIIMHCKOTO MPUMEHEHHUS.

7. B cpok, He IPEBBIIAIOIMNN MIATH padOYUX JHEH cO IHA 3aBEepIICHMUS,
IIPUOCTAHOBJICHUS] WJIN IIPEKPALICHUS KIIMHUYECKOI0 UCCIIEOBAaHUS JIEKAPCTBEHHOI O
npernaparta JUisi MEIUIIUHCKOTO MPUMEHEHUs, COOOIIeHHe 00 3TOM HaIlpaBJIsIeTcs
OpraHM3alMsIMM, YKa3aHHBIMH B 4acTH 3 cTaTbi 38 HacTodAmero denepaabHOro 3aKoHa, B
YITOJTHOMOYEHHBIN (peiepaibHbIii OpraH UCTIOTHUTEIHHOM BJIACTH 110 YCTAHOBIICHHONW UM

dopme.

8. dopma cooOIIeHNs O 3aBEPUICHNUH, IPUOCTAHOBICHUH UITH MTPEKPaIleHUH
KJIIMHUYECKOTO UCCIIEIOBaHMS JIEKAPCTBEHHOTO MpernapaTa Jiisl MeIUIUHCKOTO
IIPUMEHEHHUS JOJDKHA COIEPIKATh:



1) nuadopManuio 0 MEIUIIUHCKOW OPTaHU3aAIIUY WIM MEIUIIMHCKAX OpraHU3allnsX,
MIPOBOJIUBIIMX JAHHOE UCCIIEOBAHUE;

2) onMcaHue JaHHOTO UCCIIeI0BAHMS;

3) nanHbIe KccnenoBaTens (paMuiIKs, UM, OTYECTBO, MECTO PaOOTHI, 3aHUMaeMast
JOJKHOCTB, CIIEIUATBHOCTh, CTaX PabOTHI 110 IporpaMMaM KIMHHYECKUX HCCIIET0BaHUN
JIEKApCTBEHHBIX MPEMapaToB, NEPEUCHb KIMHUYECKUX MCCIICIOBAHNUN JIEKAPCTBEHHBIX
MpenaparoB, B KOTOPBIX OH MPUHUMAIT y4acTue (IePHUO/Ibl yUaCTHsI) B KaueCTBE
HCCIIE0BATENS WK COMCCIIeIoBaTes ) (IMyHKT JonojiHeH ¢ 26 okTsaops 2010 romxa
®denepanbHbM 3aK0HOM OT 11 okTsa6pst 2010 roma Ne 271-D3 - cM. mpeabITyITyIO
peIaKIINIo);

4) pe3ynbTaT NaHHOTO MCCIIeIOBaHuUs (3aBEPIICHUE, TPHOCTAHOBJICHUE UITH
MPEKpaIeHUE TaHHOTO HCCIICIOBAHMUS C YKa3aHUEM WX MPUYNH U BIUSHUS HA OI[CHKY
€ro pe3yJbTaToB, OOLIYIO OLIEHKY PUCKA U 0YKUIaEMOMU TOJIb3bI OT IPUMEHECHUS
HCCJIeTyeMOT0 JICKApCTBEHHOTO TIperapara, a TakKe MpeJIrnoaracMbie JaTbHEHIIHe
NEHCTBHUS ).

8.1. Ilpu BhIsiBIEHUHU (eaepaTbHbIM OPraHOM MCIIOJIHUTENILHON BIIACTH,
OCYIIECTBISIONMM (DYHKIIMH IO KOHTPOJIIO M HAA30pY B cpepe 31paBoOXpaHeHUs,
HapyILIECHUH NTPAaBUJI HAUIEKANIEH KIMHUYECKON IIPAKTUKU IIPU ITPOBEACHUHN
KJIIMHUYECKOTO NCCIIEI0OBAaHUS JIEKAPCTBEHHOIO IIpenapara, BIUAIOINX Ha [TOJIHOTY U
(MIM) 1OCTOBEPHOCTH JAHHOTO KJIMHUYECKOIO UCCIIEOBAHUS, YKA3aHHBIN (peepanbHblii
OpraH UCIIOJIHUTEIBHOM BJIACTH IIPUOCTAHABIINBAET IPOBEICHUE JaHHOTO KIIMHUYECKOTO
HCCIIEIOBaHMS ¥ BBIHOCUT MEAMIIMHCKOW OpraHu3aliu, B KOTOPOH MPOBOJUTCS JAHHOE
KIMHUYECKOE HCCIeI0BaHNe, IPEANUcaHie 00 YCTpaHEHUHN BBISABICHHBIX HAPYIICHUH.
[Ipu HEeyCcTpaHEeHNHM MEIUIIMHCKOM OpraHU3aliel BBISIBIICHHBIX HAPYIICHH B
YCTAQHOBJICHHBIH B ITPEINMCAHUU CPOK YKa3aHHBIN (peiepanbHblii OpraH UCTIOIHUTEIbHON
BJIACTH NIPUHUMAET PEIlIeHUE O MIPEKPaIlleHUH MPOBEACHUS KIMHUYECKOTO NCCIIEeI0OBaHUS
JIEKapCTBEHHOT'O Mpenapara u HarpasisieT B (pefiepanbHblii OpraH UCTIOJIHUTENTbHON
BJIACTH, OCYLIECTBIISAIOMNN (DYHKIIUH 110 BEIPaOOTKE U peaan3aliy rocy1apCTBEHHOMN
MOJUTUKHM U HOPMAaTUBHO-TIPAaBOBOMY PETYJIUPOBAHMIO B chepe 3paBOOXpAaHEHHUS,
3aKJIFOUYEHHUE O BBISIBJICHUU IIPH MPOBEICHNUN JAHHOTO KJIMHUYECKOIO UCCIIEI0OBAHUS
HapyIIeHUH MPpaBUI HaJUIeXKalled KIMHUYECKON MPAaKTUKHU JJIs IPUHSTHUS PeIIeHus 00
OTMEHE Pa3pelIeHNs] Ha OpraHU3alUI0 IPOBEICHHS TAaHHOTO KIIMHUYECKOTO
UCCIIEIOBAHMS C JaThl IPUHATHS PEILIEHUS O IPUOCTAHOBJIEHUY IIPOBEACHUS
KJIMHUYECKOTO MCCIIEI0OBAaHUS JIEKAPCTBEHHOIO IIpenapara.

(Hactp 1onoiaHUTENLHO BKItOUeHa ¢ 1 utons 2015 rona denepalibHbIM 3aKOHOM OT 22
nexadpst 2014 roma Ne 429-03; B penakiuu, BBEJACHHOH B jeiicTBre DenepaibHbIM
3akoHOM 0T 13 mrosnst 2015 roga Ne 241-®3. - CM. npebIAYIIYIO PEAAKIIHIO)

9. YnomHOMOYEeHHBIHN (eiepaibHBIN OpTaH UCTIOTHUTENLHOM BIIACTH OMTyOIMKOBBIBACT U
pasmeraet Ha cBoeM opUIIMATILHOM caiiTe B ceTH "MHTepHeT" coolbIeHue o
3aBEPILICHUH, IPUOCTAHOBICHUH WM MPEKPALICHUN KIMHUYECKOTO UCCIEA0BaHUS



JICKaApCTBCHHOI'O IIpCIiapaTa JJjisi MCAUIIUMHCKOT'O IIPUMCHCHHA B CPOK, HEC HpeBBIHIaIOIHHﬁ
1T pa60q1/1x I[Hef/'l CO JHA €ro MnoJy4eHusd, B YCTAHOBJICHHOM UM ITOPAJIKE.

10. YnomHOMOUEHHBIH (pesiepaibHbIi OpraH UCTIOIHUTENFHON BIACTH OCYIIECTBIISAET
BEJICHUE PEECTpa UCCIIEN0BATENEH, TPOBOJAIIMX WIHA IPOBOAUBIINX KIMHUYECKUE
HCCIIEIOBaHMS JIEKAPCTBEHHBIX MPENapaToB AJIs MEAUIIMHCKOTO IPUMEHEHHS, B
COOTBETCTBHUH C YTBEPKICHHBIMU UM IIPABUJIAMH U Pa3MEIAET €r0 Ha CBOEM
ounmaneHoM caiite B cetn "MHTepHET" B YCTAaHOBIEHHOM UM MOPSIKE. YKa3aHHBIN
peecTp CoIepKUT HH(POPMALIHIO, TPEIYCMOTPEHHYIO MyHKTOM 3 4acTH § HacTosALIeH
CTaTbH.

11. Otyer o pe3ynbpTaTax KIMHHYECKOTO MCCIIEIOBAHUA JEKAPCTBEHHOIO Ipenapara s
MEUIIMHCKOTO MPUMEHEHHS COCTABIISICTCS] OPraHU3alliel, yKa3aHHOM B 4acTH 3 CTaTbu
38 Hacrosimiero denepaibHOIO 3aKOHA, HA OCHOBAHUHU 3aKIOYEHUN MEIUIUHCKUX
OpraHu3alyii, IPOBOJAUBUIMX 3TO HCCIIEIOBAHUE, U MTPEACTABIISIETCS B YIIOJTHOMOYEHHbIN
(benepanbHBI OpraH UCIIOTHUTENBHOMN BIACTH, BBIIABIINH pa3pellieHre Ha MPOBEICHNE
3TOr0 UCCIIEIOBaHUsA, B CPOK, HE IPEBBIIAIOIIMI TPEX MECSLEB CO JIHS €r0 3aBEPIICHUS,
MIPUOCTAHOBIJICHUS WUJIN MIPEKPALLECHUS, B [IOPAJIKE, YCTAHOBJIEHHOM YIIOJHOMOYEHHBIM
dbenepanbHBIM OPraHOM UCTIOTHUTEIILHOM BJIACTH.

12. Hapymienue npaBui1 HaJuIexKaeil KIIMHUIECKOW MPAKTUKH, (HaTbCUPUKAITHS
pe3yJIbTaTOB KIMHUYECKOTO UCCIEA0BaHNs JIEKapCTBEHHOIO IIpenapara Jist
MEIUIIMHCKOTO IPUMEHEHUSI BIIEKYT 3a COOON OTBETCTBEHHOCTb B COOTBETCTBUU C
3akoHoJaTeNbecTBOM Poccuiickoit denepaium.

(Hactb B penakiuu, BBeieHHOM B efictBue ¢ 1 uronst 2015 rona denepaibHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKIUIO)

13. Ilpu nmpoBeaeHNH KIMHUYECKOTO HCCIIEI0BaHus JIEKapCTBEHHOT0 Mpernapara Jjis
MEIULMHCKOTO MPUMEHEHHUs A0y CKaeTcst 3a00p Y MallueHTOB OMOIIOTHYECKUX
MaTepuasoB (00pa31bl OMOJOTUYECKUX KUAKOCTEN, TKAaHEH, CEKPETOB U MPOAYKTOB
KHU3HEIEATENbHOCTH YelloBeKa, (PU3MOIOTHYECKUX U MATOJIOIMYECKUX BBIJCICHHH,
Ma3KoB, COCKOOOB, CMBIBOB, MUKPOOPTaHM3MOB, OMOTICUIMHBII MaTepra) s UX
uzydenus B Poccuiickoit @enepanunu u (wm) 3a npenenamu Poccuiickoit deaepanmu.
(Hactb B penakiuu, BBeieHHOM B eiicTBue ¢ 1 urons 2015 rona denepanbHbIM 3aKOHOM
ot 22 aexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKIUIO)

14. ITopsinok BBo3a B Poccuiickyto @enepanyio 1 BbIBO3a 3a penensl Poccniickoi
denepannun OMOTOTHIECKUX MATEPHATIOB, TTOJIYYCHHBIX TIPH MPOBEACHUN KIIMHUYECKOTO
HCCIeA0BaHMS JICKAPCTBEHHOTO IIpenapara Jijisi MEAUIUHCKOTO PUMEHEHHUS],
ycranaBiauaercs [IpaButensctBoM Poccuiickoint denepanuu.

(Hactp B pepakuuu, BBeieHHOU B fieiicTBre ¢ 1 utons 2015 rona @enepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - CM. IpeAbIIyIIyIO PEIAKIIHIO)

Crarbs 41. JloroBop o npoBeeHUN KIIMHUYECKOTO NCCIEA0BAHUS JIEKAPCTBEHHOT O
rpenapara s MEJULUHCKOTO IIPUMEHEHUS



1. KitmHndeckoe ucciiejoBaHue JEKapCTBEHHOIO IIpenapara Juisi MEJULUHCKOT O
IIPUMEHEHHUS IPOBOJUTCS B COOTBETCTBUU C IOTOBOPOM O IIPOBEAEHUM KIMHUYECKOTO
HCCIIEI0OBaHMs JIEKAPCTBEHHOTO IIpenapara Jjisi MEAULIMHCKOIO IPUMEHEHHUS,
3aKJII0YaEMbIM MEXYy OpraHU3alyeil, MOJyYnBIIeH pa3pelieHUe YIIOTHOMOYEHHOTO
(benepanbHOro opraHa UCIOJHUTEIbHOMN BJIACTH HA OPraHU3allHIo IPOBEAECHUS TAKOTO
HCCIIEN0BAHMS, U MEAUIIMHCKON OpraHu3aluel, OCYIECTBISAIOIECH IIPOBEIECHUE TAKOTO
UCCIIEIOBaHUS.

2. HOFOBOp O IMPOBEACHNH KIIMHUYCCKOI'O UCCIICAOBaHMA JICKAPCTBCHHOI'O IIpriapara JJisd
MCIUITUHCKOI'O IPUMCHCHUS JOJIKCH COACPIKATD:

1) YCJII0BUA U CPOKH IPOBCACHUA JAHHOI'O HCCIICJOBAHNA,

2) OIIpCACIICHUC 0611_[61‘/'1 CTOUMOCTH IPOTpaAMMBI JAHHOTI'O UCCIICAOBAHUS C YKA3aHUCM
CYMMEI, HpGI{H&?;H&‘I&IOHIGﬁC?I JJIA BBITIJIAT UCCIICA0BATECIAM, COUCCIICA0BATCIIAM,

3) onpenenenue GOpMbI MPEACTABICHHUS PE3YIbTATOB JAHHOTO HCCIICIOBAHNUS B
YIOJHOMOYEHHBIN (peiepaibHbIi OpraH UCIIOTHUTEIHHON BIACTH.

Cratbs 42. ®uHaHCOBOE 00ECIICUCHHE KIMHUYECKOTO UCCIIEAOBAHUS JICKAPCTBEHHOTO
npenapara Jisi MEIUIIUHCKOTO PUMEHEHUs

dunaHcoBoe obecreyeHre KIMHUIECKOro HCCJICOOBAHUA JICKAPCTBCHHOI'O IIpCIIapara
AT MEAUIUHCKOT'O ITPUMCHCHUA OCYIICCTBIIACTCA 3a CHCT!

1) cpencTB deaepanbHOro OIOKETA;

2) CpCACTB OpFaHH3aHHﬁ, IMMOJIYYHNBHIUX PA3PCHICHUC Ha OPraHU3aluio ITPOBECIACHUA
AAaHHOTO UCCJIICAOBAHUS, B COOTBETCTBUU C YCIIOBHUAMHA JOTrOBOpa O €ro MpOBCACHUU,

3) UHBIX HE 3alpenieHHbIX 3aKOHOoAaTeNbCTBOM Poccuiickoit denepaiinu HICTOYHUKOB.

Cratbs 43. HpaBa ManueHTOB, YYaCTBYIOIINUX B KIIMHUYCCKOM HUCCIICAOBAHUN
JICKApCTBCHHOTO Iperapara JJIis1 MCAUITUHCKOIO IPUMCHCHUS

1. YuacTue nanueHToB B KIIMHHYECKOM MCCIIEIOBAaHUH JIEKAPCTBEHHOTO TIpenapara Jjist
MEIHUIIMHCKOTO MPUMEHEHHUS SBIISETCS JOOPOBOIBHBIM.

2. [TarueHT WK €ro 3aKOHHBINA PECTABUTEINb JOHKEH ObITh MHGOPMUPOBAH B
MUCbMEHHOU (popme:

1) 0 JICKapCTBCHHOM IIperapare Mjisd MCAUIUHCKOTO MPUMCHCHUA U CYIIHOCTU
KIIMHUYCCKOT'O UCCIICAOBAHUA 3TOr0 JICKAPCTBEHHOT'O ITpEriapara,

2) 0 6e30macHOCTH JIEKAPCTBEHHOTO Tperapara JJisi MEIUIIMHCKOTO TPUMEHEHUS, €r0
oxxugaeMoi 3pHEeKTUBHOCTH U CTENIEHU PUCKA JJIs AIUEHTA,



3) 00 YCIIOBUAX YHACTHUSA MMalMCHTa B KIMHUYECKOM HMCCICA0OBAHUHN JICKAPCTBECHHOI'O
npemnapara ajisd MCIUIUHCKOTO IIPUMCHCHU,

4) 0 ICJIU UJIK HCJIAX U NPOAOJIKUTCIBbHOCTH KIIMHUYCCKOTO UCCIICIOBAHUA
JICKApCTBCHHOT'O IIpfriapara JJIs1 MCAUIIUHCKOI'O IIPUMEHCHU A ;

5) 0 AeHCTBUSX MAIMEHTA B CIIy4ae HeNpeIBUICHHBIX Y3PPEKTOB BIUSIHUSA
JIEKapCTBEHHOTO IIpenapara Juisi MeTUIIMHCKOTO IPUMEHEHHUS Ha COCTOSIHUE €r0
3JI0pPOBBS;

6) 00 ycToBHsX 00S3aTEILHOTO CTPAXOBaHUSI KU3HU, 3I0POBbSI MMAIMEHTA;

7) O rapaHTHuAgX KOH(l)I/IIIGHIII/IaJII)HOCTI/I y4dacTuda nNaqueHTa B KIIMHUYCCKOM HMCCICJOBAHUN
JICKaApCTBCHHOI'O IIpliiapara JJisd MCIAUIMHCKOI'O IIPUMCHCHUA.

3. 1o6poBoJIbHOE corjlacue MalueHTa Ha y4acTue B KIMHUYECKOM HCCIIEJOBaHUU
JIEKapCTBEHHOT'O Ipernaparta Jisi METUIIUHCKOTO MPUMEHEHHS MTOATBEPKAACTCS €ro
MOAMKUCHIO WITK TTOANKUCHIO €r0 3aKOHHOTO MPEICTaBUTEISI HA UH(POPMAIIMOHHOM JIMCTKE
ManueHTa.

4, HaI_II/IGHT WK €TI0 3aKOHHBIN MMPpEACTaBUTECIIb UMCCT IIPABO OTKA3ATHCA OT Y4aCTHA B
KIIMHUYCCKOM HUCCJICAO0BAHUM JICKAPCTBCHHOT'O ITpLIiapara AJisi MCAUIITUHCKOI'O
IIPpUMCHCHHA Ha JII000H CTaauu MPOBCACHUA TAKOTO UCCIICIOBAHUA.

5. [IpoBeaeHne KITMHUYECKOTO UCCIIEAOBAHUS JIGKAPCTBEHHOTO TIpernapara Jjist
MEIULUHCKOTO IPUMEHEHUS C YYaCTUEM B KaUeCTBE MAIIMEHTOB JI€TEH IOy CKaeTCs
TOJIBKO C COTJIacHs B MUCbMEHHOU (hopme ux poauTenei, ycbiHoBuTenei. [letn MmoryT
paccMaTpuBaThCs B KAYECTBE MOTEHI[MAIBHBIX NAIMEHTOB TAKOI'O UCCIEA0OBAHUS, TOJIBKO
€CJIM €T0 MPOBEIEHNE HEOOXOAMMO JIJIsl YKPETUICHHSI 3JIOPOBbS IeTel MIIH MPOQUIaKTHUKN
MH(DEKIMOHHBIX 3a00JI€BaHUI B IETCKOM BO3pacTe MO0 €CIH LETbI0 TAKOTO
WCCTIEIOBAHUS SIBIISIETCS MOJTYyYEHHE JAaHHBIX O HAMTYYIIeH T03UPOBKE JIEKAPCTBEHHOTO
rpenapara Jijis JJeueHus JeTei. B 3Tux ciiydasx TakoMy UCCIEI0BAHUIO JOJIKHO
MPEANIECTBOBATh KJIMHUYECKOE MCCIIEIOBAHNE JIEKAPCTBEHHOTO TIpenapara Jijis
MEIULUHCKOTO IPUMEHEHUS HA COBEPILIEHHOJIETHUX IPAKIAHAX, 32 UCKIFOUEHUEM
CJTy4aeB, €CJIM MCCIIeyEMBIN JIEKApCTBEHHBIN MpenapaT AJisi METUIIMHCKOTO TPUMEHEHUS
MpeAHa3HAYEH UCKIIFOUUTEIBHO JIs1 UCIIOJIb30BAaHNS HECOBEPIIEHHOJIETHUMHU
rpaKJIaHaAMHU.

(Yactp B peakium, BBeIeHHOH B neicTBue ¢ 22 HOs0ps 2014 roga DenepanbHbIM
3aK0HOM OT 22 okTsa0pst 2014 roma Ne 313-D3. - CM. ipeApIAYyIIYIO PEAAKITUIO)

6. 3anpemaeTcs1 IMPOBCACHUC KIIMHUYCCKOI'0 UCCIICA0OBAHUA JICKAPCTBCHHOTI'O IIpeIiapara
I MEAUILUHCKOTO ITPUMCHCHHS C YHYaCTHEM B KaUCCTBC MALIUCHTOB!

1) HCTCﬁ-CHpOT )51 ,Z[CTGfI, OCTaBIIMXCS 0€3 MOMEeUCHUS pOI[HTGJ'ICﬁ;



2) *EHILKH B Iepuoj 0EpeMEHHOCTH, KEHILIKWH B IEPUO IPYAHOIO BCKapMJIMBaHUS, 32
HCKJIIOUEHUEM CIIy4YaeB, €CJIU IMPOBOJNUTCS KIMHUYECKOE HCCIIEA0BAHNE JIEKAPCTBEHHOTO
npernapara, peHa3HauYeHHOTO JUIsl YKa3aHHbBIX KEHIIWH, IPU YCIOBHH HEOOXOIUMOCTH
MOJTy4eHHUsT HH(OPMAIIUU TOIBKO BO BPEMS MPOBEACHUS COOTBETCTBYIOIINX
KJIIMHUYECKUX UCCIIETOBAHUM U MIPUHSITUS BCEX HEOOXOAUMBIX MEp 10 UCKIIOUYEHHUIO
pUCKa HAaHECEHUS Bpea KEHIIMHE B TIEpHO OEPEMEHHOCTH, KEHIIUHE B TIEPUO/T
IPYAHOTO BCKApMIIMBAHUSL, IJI0y UM PEOCHKY:;

3) BOGHHOCITYKAIHX, 32 UCKIIOYEHUEM CIIy4aeB IPOBEACHUS KIMHUYECKOTO
UCCIIeJOBaHMsI JIEKAPCTBEHHOI0 IIpenapara, CHelUalIbHO Pa3pabOTaHHOTO IS
IIPUMEHEHHMS B YCIOBUSAX BOCHHBIX AEHCTBUH, Upe3BbIUAHBIX CUTYALMHA, TPOPUIAKTUKI
U JIeueHus 3a00JIeBaHUI U IOPaYKEHHIA, TIOJTYYESHHBIX B Pe3yJIbTaTe BO3ICHCTBHS
HeOJaronpuATHBIX XUMUYECKUX, OMOIOIHYECKHX, paJluallMOHHBIX (DaKTOPOB.
KimHangeckoe ucciieJ0BaHue TaKoro JIEKapCTBEHHOTO NIpenapara MOXKET IIPOBOIUTHCS C
y4acTHEM B Ka4€CTBE MALlMEHTOB BOEHHOCIYKaIHX, 38 UCKIOYEHUEM
BOEHHOCITYKAIIUX, IPOXOASIINX BOEHHYIO CIIyK0Y 110 MPU3BIBY, C COOIIOACHUEM
TpeOOBaHUH, yCTaHOBIIEHHBIX HacTosAIUM DenepanbHbIM 3aKOHOM B OTHOLLIEHUU
IPAKIAHCKUX JIULL;

4) cOTpYTHUKOB MTPABOOXPAHUTEILHBIX OPTaHOB;

5) JINII, OT6BIBaI-OI_I_II/IX HaKa3aHHMC B MCCTax JIMIIICHUHA CBO60,Z[BI, a TaKoKeC JIMII,
HaxoaaIuxcs 1moJ CTpameﬁ B CJIICACTBCHHBIX U30JIAATOpAx.

7. Jlonyckaercs poBeIeHNe KIMHUYECKOT0 UCCIIEA0BAHNUsI JIEKAPCTBEHHOIO Mpenapara
JUISt METUIIMHCKOTO TPUMEHEHU S, TPETHA3HAYEHHOTO JIJIS JICUEHUS ICUXUYECKUX
3a005IeBaHUM, C y4aCTHEM B Ka4eCTBE MAlMEHTOB JIUI[ C ICUXUYECKHUMHU 3a00JI€BaHUSIMH,
MIPU3HAHHBIX HEJIEECTIOCOOHBIMH B TIOPAJIKE, YCTAHOBICHHOM 3aKOHOAATEIbCTBOM
Poccuiickoit ®enepanuu. KnuHnyeckoe uccienoBanme J€KapCTBEHHOTO Mpernapara B
9TOM ClIy4ae MPOBOJAUTCS MPHU HAIMYUU COTJIacHs B TUCbMEHHON (hOpMe 3aKOHHBIX
MpEICTaBUTENEN YKA3aHHBIX JIULL.

Cratbs 44. O0s3aTeIbHOC CTpaxOBAHUC KU3HU, 3JOPOBbS IMALIUCHTA, YIACTBYIOLICTO B
KIIMHUYCCKOM HUCCIICAOBAHUH JICKAPCTBCHHOTO ITpIriapara JJisi MCAUITUHCKOTI'O
MPUMCHCHUA

1. Opranuzanus, MoJy4rBIIas pa3pelieHne Ha OpraHnu3aluio MPOBEICHHS KITHHUYECKOTO
MCCIIEIOBAHMSI JISKAPCTBEHHOTO Tpernapara il MeIUIIMHCKOTO TIPUMEHEHUs, 00s13aHa B
Ka4yecTBE CTpaxoBaTessi CTPaxoBaTh PUCK NPUUMHEHHS Bpeaa KU3HH, 3/J0POBBIO
MaIMEeHTa B pe3yJIbTaTe MPOBEICHHS KIMHNYECKOTO UCCIIETOBAHMS JICKAPCTBEHHOTO
npernapara JUisi MEAMIIMHCKOTO MTPUMEHEHHSI 32 CBOM CUET IyTeM 3aKJIFOUEHHS JJ0TOBOpa
00513aTeILHOTO CTPaxXOBaHUSI.

2. O0BbeKkTOM 0053aTEeIILHOTO CTpaxOBaHUA ABJIACTCA I/IMYIJ_ICCTBCHHHﬁ HHTCpPEC
namueHTa, CBSI3aHHBIN C IMPUYUHCHHUEM BpEaa €ro )XU3HU UIIN 3JOPOBBIO B PE3YJILTATEC



IIPOBCACHUA KIIMHUYCCKOro UCCIICA0BAaHUA JICKAPCTBEHHOI'O ITpCriapara JAJIsd
MCIUITUHCKOI'O IPUMCHCHUS.

3. CTpaxoBbIM CIIy4aeM I10 I0TOBOPY 0053aTEILHOTO CTPAXOBAHMS SBIISETCS CMEPTh
ManyeHTa Uik YXyIIIEeHUEe ero 3/J0pOBbs, B TOM UKCIe BIEKyIIee 3a co00i
YCTaHOBJICHHE UHBATUAHOCTH, TPU HATMYUHU TPUUUHHO-CIIEACTBEHHOMN CBS3H MEXTY
HACTYIIJICHUEM 3TOT0 COOBITHS M y4acTHEM NaIlMeHTa B KIMHUYECKOM HCCIIEIOBAaHUU
JIEKapCTBEHHOI'O IIperapara.

4, Tpe6OBaHI/I${ 0 BOBMCHICHUHA BpE€aa, IPUIYNHCHHOI'O JKXU3HU UK 3I0POBBIO ITAIIMCHTA,
NPCABABIAIOTCA B TCUCHUC CPOKOB HCKOBOM AAaBHOCTH, YCTAHOBJICHHBIX I'PAKAAHCKUM
3aKOHOJaTCIbCTBOM.

5. Pa3Mep CTanOBOﬁ BBIIUIATHI 11O JOTOBOPY 00513aTEJILHOTO CTpaxoBaHUs COCTABJIACT!

1) B ClIy4ac CMCPTH IMalUCHTA ABa MUJIJIMOHA pY6H€ﬁ Ha KaxXa0ro 1nmanucHTa,
Y4aCTBOBABIICTO B KIMHUYCCKOM HMCCIICIOBAHNHU JICKAPCTBCHHOI'O IIpCIiapara,

2) npH yXyIIICHUU 3I0POBBS MAIlEHTA:

a) MOBJEKIIIEM 3a COOOH YCTAaHOBJICHUC NHBAJIMJHOCTH I rpyniibl, OAUH MUWIJIMOH IATHCOT
TBICAY pY6H€ﬁ Ha KQKXI0TO IMalkuCHTa, y4aCTBOBABIICTO B KIIMHUYCCKOM UCCIICAOBAHUHA
JICKaApCTBCHHOI'O IIpCIIapara,

0) nmoBiekIeM 3a co00M ycTaHOBJIEHHE MHBAIMAHOCTH 1] rpymmbl, oAMH MUJUIHMOH
pyOuieit Ha Ka)/10T0 MalMeHTa, y4acTBOBABIIETO B KIMHUYECKOM UCCIIE0BAaHUH
JIEKapCTBEHHOTO ITpernapara;

B) TIOBJIEKILIEM 3a cO00M ycTaHOBIeHNE UHBANUAHOCTH 11l rpynmel, NATECOT THICAY
pyOuieit Ha Ka)/10T0 MalMeHTa, y4acTBOBABIIETO B KIMHUYECKOM UCCIIE0BAaHUH
JIEKapCTBEHHOI'O IIPEIapara;

T') HE MOBJIEKIIIEM 3a CO00I YCTaHOBJIEHUS UHBAJIUIHOCTH, HE 00JIee YeM TPUCTA ThICAY
pyOI1eit Ha Ka)KA0ro MarueHTa, y9acTBOBABIIETO B KIIMHUYECKOM HCCIIEI0BaHUN
JIEKApCTBEHHOTO MperapaTa, UCXOs U3 HOPMaTHUBOB, OTPAKAIOIIUX XapaKTep U CTENEHb
MOBPEKACHHUSI 3J0POBbsI, a TaKkKe (PAKTUUECKH MOHECEHHBIX MallMEHTOM PacXo/I0B,
BBI3BAaHHBIX MTOBPEKICHUEM 37I0POBbS, Ha METUIIMHCKYIO TTOMOIIb, TPUOOpEeTEeHNE
JIEKapCTBEHHBIX IIPENapaToB.

(ITonmyHKT B penakiuu, BBeAeHHOU B aeiicTBue ¢ 1 utons 2015 roga denepanbHbIM
3akoHOM 0T 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKITUIO)

6. Yacts yrparmia cury ¢ 1 mrons 2015 roga - @eaepanbHblii 3akoH oT 22 jgekadps 2014
rojia Ne 429-@3. - Cm. npeapIAyLyo peIaKkuio.

7. CpOK A0rosopa 00513aTENIHLHOTO CTpaxOBaHUA HE MOXKCT OBITh MCHEC, HEM CPOK
MPOBCACHUA KIIMHUYCCKOI0 UCCIICAO0BAHUA JICKAPCTBEHHOT'O ITpEIiapara.



8. YcioBus noropopa 00s13aTeILHOTO CTPAXOBAHHUs, B TOM YHCIIC CTPaXOBbIe Tapu bl 11O
00s13aTeTbHOMY CTPaXOBaHHUIO, ITEPEUEHb HEOOXOAMMBIX TJOKYMEHTOB JJIsI
OCYIIECTBJICHUS CTPAXOBOM BBITLIATHI, OPSIOK YCTAHOBJICHHUS CTPaxoBaTEIEM
WHIUBUAYATHHOTO UACHTU(DHUKAIIMOHHOTO KOJIa TAIIMEeHTA, TIOPSA0K HH)OPMHUPOBAHUS
CTpaxoBaTeJIeM CTPaXOBIIUKA O IPUBJICUCHHBIX K KIIMHUYECKOMY MCCIICI0BAHHUIO
JIEKApCTBEHHOTO MperapaTa il MEIUIUHCKOTO MPUMEHEHUS AIUEHTaX, MOPSI0K
yILIaThl CTPAXOBOW MPEMUH, TIOPSIOK PeaU3aIUN ONPEIETICHHBIX HACTOSIIINM
denepalbHBIM 3aKOHOM U APYTUMU (efepaTbHBIMU 3aKOHAMU TIPaB U 00S3aHHOCTEH
CTOPOH TI0 JIOTOBOPY 0053aTEILHOTO CTPaXOBaHMUsI, a TAK)KE HOPMATHBBI, OTPAKAIOIIINE
XapaKTep U CTENECHb MOBPEXKACHUS 3/I0POBbs, YCTAHABIMBAIOTCS TUIIOBBIMU IIPaBUIIAMHU
00513aTEILHOTO CTPAXOBAHUS.

(Yactp B pepakuuu, BBeieHHOU B JieiicTBre ¢ 1 utoss 2015 rona denepaibHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYLIYIO PEAAKIUIO)

9. B ciiyyae npuuuHeHus Bpea )KM3HU MALUEHTAa, yYaCTBOBABUIETO B KIIMHUYECKOM
WCCIICIOBAaHHUH JIEKAPCTBEHHOTO MPeTapara, BHITOA0IPHOOpETaTENIMH 110 IOTOBOPY
00513aTeNTLHOTO CTPaxXOBaHUS SBJISIOTCS TpakaHe, UMEIOIIKE TIPAaBO Ha BO3MEIEHUE
BpE/a B CIIy4yae CMEPTH KOPMUJIbIIAa B COOTBETCTBUH C TPa’KJaHCKUM
3aKOHOAATEIBCTBOM, IIPU OTCYTCTBUU TaKUX IPAXKIAH - POAUTENH, CYIPYT, JETH
YMEPILETro MalKeHTa, y4aCTBOBABILIEIO B KIIMHUYECKOM HCCIIEJOBAHUU JIEKAPCTBEHHOIO
npernapara, B CIy4ae CMEpPTH MallMEHTa, y4aCTBOBABILEIO B KIMHUYECKOM HCCIIEJOBaHUU
JIEKApCTBEHHOTO IperapaTa U He UMEBUIET0 CaMOCTOSTENIBHOIO I0X0/a, - FPaK/1aHe, Ha
WKAMBEHUH KOTOPBIX OH HAXOWICS, B OTHOIIEHUN BO3MEIIEHMSI pacX0/10B Ha
norpebeHre NaleHTa, y4acTBOBABIIETO B KIMHUYECKOM HUCCIIEI0BAHUU JIEKAPCTBEHHOTO
npernapara, - JINLO, [IOHECIIEE TAKUE PACXObL.

10. CtpaxoBas BbITUIaTa B CUET BO3MEIICHHS BpeIa, MPUIMHEHHOTO )KH3HHU TIAIMEHTA,
Y4acTBOBABUIETO B KIIMHUYECKOM HUCCIIEOBAaHUU JICKAPCTBEHHOTO IIpenapara,
pacrpenenseTcss MeX,Iy BhITOJONPUOOPETATENIMU MPOTIOPIIMOHATBHO UX KOJIUYECTBY B
PaBHBIX JOJSIX.

11. HpI/I HACTYIUVICHUH CTPAaXOBOT'O ClIy4das MalluCHT, y‘laCTBOBaBH_II/Iﬁ B KIMHHYCCKOM
HCCIICA0OBAHNHU JICKAPCTBCHHOI'O IIpriapara, BI)IFO)IOHpI/IO6p€TaT€J'II) BIIpaBC NPCABABUTH
HETMIOCPCACTBCHHO CTPAXOBIIUKY Tpe60BaHI/Ie 0 BOBMCHICHUHN NPUYIUHCHHOI'O Bpca.
CTanOBafl BbITIJIaTa OCYIICCTBIIACTCS CTPAXOBIIUKOM B TCHCHHUE TPUALATH JTHEH CO JHS
MMpEACTaBJICHUA HCO6XOI[I/IMBIX HAOKYMCHTOB. HaI_II/IeHT, y‘laCTBOBaBH_II/Iﬁ B KIMHHYCCKOM
HCCICOOBAHNHU JICKAPCTBCHHOI'O NIpcriapara, njin BI)IFOI[OHpI/IO6p€TaTeJ'II) 00s13aH
COO6H.II/ITB CTPAaxOBIIUKY IJId OCYHICCTBIICHUA CTanOBOﬁ BBIIIJIAThI I/IHI[I/IBI/I,Z[yaJ'IBHHﬁ
I/I)IeHTI/ICbI/IKaHI/IOHHHﬁ Koa nmanueHTa, yCTaHOBHeHHBIﬁ CTPaxoBaTCJICM B COOTBETCTBHHU C
TUIIOBBIMU IIpaBUJIaMU 00513aTEIBLHOTO CTpaxOBaHUs.

12. /o monHOTrO onpeAesnieHus pa3mepa NoJIeKaIIero BO3MENIEHHUIO Bpela CTPaxOBIIUK
IO 3asBJICHUIO NAI[MEHTA, YYACTBOBABIIETO B KIIMHUYECKOM HCCIIEI0BAaHUU
JIEKapCTBEHHOTO MperapaTa, WJIA 3asBJICHUIO BBITOIONTPHOOpETATENS BIIPaBe
OCYIIECTBUTH YaCTh CTPAXOBOU BHITLIATHI, COOTBETCTBYIOMIYIO (DaKTHUECKH
ONpPEACICHHON YacTH MMPUYNHEHHOTO Bpea.



13. CTanOBaSI BbIIIJIaTa B COOTBETCTBUU C IOI'OBOPOM 0053aTeNLHOr0 CTpaxoBaHUA
OCYHICCTBIIACTCA HC3aBUCUMO OT BBIIUIAT, IPUYUTAOIIHUXCA 110 APYTHUM BHIaM
CTpaxoOBaHUA.

14. He nomyckaercsi yyacTHe MallMeHTa B IPOBEICHUH KIIMHUYECKOTO UCCIIEIOBAHUS
JIEKapCTBEHHOTO TIperapara Mpu OTCYTCTBUU JOTOBOPA 00SI3aTEIILHOTO CTPAXOBAHHS.

15. KoHTpoJib 32 UCIIOJHEHUEM OpTraHU3allMel, OJyYUBILIECH pa3penieHrue Ha
OpraHU3alMI0 MIPOBEACHUS KIMHUYECKOTO UCCIIEI0BAHMS JIGKAPCTBEHHOTO IIpenapara
JUTSL MEJTUIIMHCKOTO IPUMEHEHHUSI, yCTAHOBJICHHON HACTOSIICH cTaTheil 00513aHHOCTH 11O
00s13aTeTbHOMY CTPaXOBaHUIO KU3HU, 3[JOPOBBS MAIMCHTA, YYaCTBYIOIIETO
(Yy4acTBOBaBILIET0) B KJIMHHYECKOM HCCIIEOBAHUHU JIEKapCTBEHHOTO Mpernapara,
OCYIIECTBIISIETCS YIIOJIHOMOUYEHHBIM (heJiepabHbIM OPTraHOM UCTIOTHUTEIIEHOM BIIACTH,
BBIJIABILIMM Pa3pelIeHre Ha MTPOBEICHUE KIMHUYECKUX UCCIIeI0BAHUN JIEKAPCTBEHHBIX
MpenapaToB JJIsl MEAUIIMHCKOTO IIPUMEHECHHUS.

(Cratbs B penaknuu, BBeZcHHOM B aeiicTBue ¢ 1 suBaps 2011 roga denepaabHbIM
3aKoHOM OT 29 Hos10pst 2010 roga Ne 313-D3. - Cm. npeapiIyIyo peaakiifio)

I'naBa 8. [Ipon3BOACTBO U MapKUPOBKA JIEKAPCTBEHHBIX CPE/ICTB
Cratbs 45. IIpon3BoACTBO JIEKApPCTBEHHBIX CPEICTB

1. ITpon3BOACTBO JICKAPCTBEHHBIX CPEACTB JIOHDKHO COOTBETCTBOBATH TPEOOBAHUAM
MpaBWJI HAJJIEKAIIEH TPOU3BOICTBEHHON MPAKTUKH, YTBEPKACHHBIM YIIOJITHOMOYEHHBIM
(benepanbHBIM OPraHOM UCTIOTHUTENBHOM BIacTH. OcoOOEHHOCTH Mepexo/ia
MPOU3BOJACTBA OTJEIBHBIX JIEKAPCTBEHHBIX CPEACTB K UX MPOU3BOJCTBY B COOTBETCTBHH
¢ TpeOOBaHUAMHU MPABIII HAANIEXKAIIEH MTPON3BOACTBEHHON MPAKTUKHN YCTaHABIUBAIOTCS
[IpaBuTenscTBOoM Poccuiickoi @enepannn. Bergada 3akir04eHn O COOTBETCTBUU
MIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHMIM MPABUII HAJJIeKaIIeH
MPOU3BOACTBEHHON MPAKTUKU OCYIIECTBISETCS MO Pe3yJibTaTaM HHCIIEKTUPOBAHUS
MIPOU3BOUTENEH JIEKAPCTBEHHBIX CPEJICTB B MOPSAJKE, ycTaHOBIEHHOM [IpaBuTenscTBOM
Poccuiickoit ®eneparuu. PazMep miaTel 3a BelIady 3aKIIOYEHUS O COOTBETCTBUU
MIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM MPABUI HaIJIEKAIICH
IIPOU3BOJICTBEHHOM NIPAKTUKH ycTaHaBiauBaercs [IpaBurenscrBom Poccniickoit
®enepaunn. [Topsaok opranuzanuy U NPoBEACHUS UHCIIEKTUPOBAHUSI IPOU3BOIUTENEH
JIEKapCTBEHHBIX CPEJICTB HA COOTBETCTBHE TPEOOBAHMAM IIPABUII HAIJICKAIIIECH
MIPOU3BOJACTBEHHOM MPAKTUKHU ycTaHaBiuBaercs lIpasurensctsoM Poccuiickoit
denepanuu.

(YacTp B pepakuuu, BBeiIeHHOU B niericTBre ¢ 25 utoHs 2012 roga denepanbHbiM
3akoHOM OT 25 utoHs 2012 roga Ne 93-®3; B penakunu, BBEIEHHON B JEHCTBUE C 22
Hos10pst 2014 rona denepanbHbIM 3ak0HOM 0T 22 okTs0pst 2014 roga Ne 313-D3; B
penakuuu, BBeIeHHOU B AeiicTBHE ¢ 1 urons 2015 rona denepanbHbIM 3aKOHOM OT 22
nexa0pst 2014 roga Ne 429-03. - CM. npeapIIynyo pelakiuio)

2. Ilpoun3BoacTBO J€KapCcTBEHHBIX cpeacTB B Poccuiickoit denepanuu ocyiecTBiaseTcs
MPOU3BOAUTESIMH JICKAPCTBEHHBIX CPEJICTB, UMEIOIIMMU JIUIIEH3UIO HA TPOU3BOJICTBO



JIEKapCTBEHHBIX cpecTB. [loaTBEpKIeHNEe COOTBETCTBUS JIUIICH3MATA MPaBHJIaM
HaJIeKallel MPOU3BOJCTBEHHON IPAKTUKH OCYIIECTBIISIETCS B paMKaX JIMIIEH3UOHHOTO
KOHTPOJISI B COOTBETCTBHH C 3aKOHOIaTeILCTBOM Poccutickoit denepariuu ¢ ydeTom
0COOCHHOCTEH, yKa3aHHBIX B 4YacTU | HACTOSIIEH CTaThH.

(YacTp B penakiuu, BBeICHHOU B nielicTBHE ¢ 22 HOsA0ps 2014 rona deaepanbHbIM
3aKk0HOM OT 22 okTs10pst 2014 roma Ne 313-D3; B penakiuu, BBeIeHHOM B JeiicTBHE ¢ |
urost 2015 roga @enepanbHbiM 3akoHOM OT 22 nekadps 2014 roga Ne 429-D3. - Cwm.
MPEABIIYIIYIO0 PEIAKIIHIO)

3. IIpou3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB OCYLIECTBISETCS C COOIIOACHUEM
TpeOOBaHUI MPOMBILUIEHHOTO PerjiaMeHTa, KOTOPbI yTBEPKIaeTCsl pPyKOBOIUTEIIEM
MIPOU3BOIUTEIS JICKAPCTBEHHBIX CPEJICTB U BKIIOYACT B c€0sl IEPEUCHB MCIIOIh3YEMBIX
(hapmaleBTHUECKUX CYOCTaHIIMN U BCIIOMOTAaTEeIbHBIX BEIIECTB C YKa3aHUEM KOJINYECTBA
Ka)XJI0TO U3 HUX, JaHHbIE 00 UCTOIB3YyeMOM 000PYI0BAHUM, OITUCAHUE
TEXHOJIOTUYECKOI0 MPOLIecca U METOI0B KOHTPOJIS Ha BCEX dTanax Mpou3BOJICTBA
JIEKApCTBEHHBIX CPEJICTB.

4. IIpu npou3BOACTBE JEKAPCTBEHHBIX CPEJICTB UCTIONB3YIOTCS (hapMalleBTUUECKUE
CyOCTaHIINH, CBEJICHUS O KOTOPBIX COJCPKATCS B TOCYJApCTBEHHOM PEECTpe
JIEKapCTBEHHBIX CPEJICTB, 32 UCKITIOYEHHEM (papMaIieBTHUECKUX CyOCTaHIIHH,
MIPOU3BOIUMBIX ISl MPOBEEHUS KIMHUYECKUX UCCIIEOBAaHUMN U i 9KcropTa. K
MIpoLIecCy MPOU3BOICTBA (hapMalleBTUUECKOI CyOCTaHIIMU OTHOCSITCS JIt0ObIe CTaANH
TEXHOJIOTHYECKOTO MPOIIeCcCca, O3BOJISIONINE MOTYYUTh TOTOBBIM MPOIYKT,
COOTBETCTBYIOIIUN TpeOOBaHUSIM (papMaKoONeitHON CTaThH, B TOM YHuciie (hepMeHTalus,
AKCTPAKIIUS, OUYMCTKA, BBIJICIICHHUE, IEPEKPUCTATUIN3ALINS, BHICYIIIMBAHUE, U3MEIIbUCHHUE.
(Yactp B pemakium, BBeieHHOI B neficTBue ¢ 1 uromnst 2015 rona denepaibHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-@3; B penakiuu, BBeIEHHOM B ielicTBUEC 28 ekadpst
2019 rona denepanbubiM 3aK0HOM OT 27 aexadps 2019 roga Ne 462-D3. - Cwm.
MPEABITYIIYIO PEIAKIIHIO)

4.1. IlepeueHpb JeKapCTBEHHBIX NPENAPATOB /ISl MEIUILIMHCKOTO IPUMEHEHUSs, B
OTHOILIEHUU KOTOPBIX YCTaHABIUBAIOTCS TPeOOBaHUSA K 00bEMY Taphbl, yIIAKOBKE U
KOMIUIEKTHOCTH, MIEPEUYEHb JIEKAPCTBEHHBIX MIPENapaToB JIsl BETEPUHAPHOIO
MPUMEHEHHMS], B OTHOLIEHUH KOTOPBIX YCTaHABIMBAIOTCS TPEOOBaHUS K 00beMy Taphl, a
TaKxe TpeOoBaHMsI K 00bEMY Taphbl, yIaKOBKE U KOMIUIEKTHOCTH JIEKAPCTBEHHBIX
IIPEenapaToB Uil MEIUIIUHCKOIO IPUMEHEHUs1, TpeOOBaHUs K 00bEMY Tapbl
JIEKapCTBEHHBIX MPENapaToB /ISl BETEPUHAPHOIO MPUMEHEHHUS ONPEIeIIoTCs
COOTBETCTBYIOLIUMH YIIOJTHOMOYEHHBIMHU (heiepabHBIMU OpraHaMy UCTIOIHUTENIbHON
BJIACTH B MOPsAKE, ycTaHOBIEHHOM [IpaBuTtenscTtBoM Poccuiickoit @enepanyu.

(Hactp 1onoiaHUTENbHO BKItOUeHa ¢ 1 utons 2015 rona denepalibHbIM 3aKOHOM OT 22
nekadpst 2014 roma Ne 429-03; B penakimu, BBEJASHHOH B jAeicTBHe ¢ 15 nexadbps 2015
roga ®enepaiabHbIM 3aKk0HOM OT 14 nexkabps 2015 rona Ne 374-03. - CM. npeapIIynyo
PEeIaKIINIO)

4.2. Opranusaliyu, OCyIeCcTBISIONINE TPOU3BOJICTBO (hapMaIleBTUUECKON CYyOCTaHIH
CIUpTa ATUJIOBOTO (3TaHOJA) AJI IPOU3BOJICTBA CIIUPTOCOEPKAIINX JIEKAPCTBEHHBIX



IpenapaToB, 00s3aHbl OCYIIECTBISATH YUET U JEKIapUPOBAHUE B MOPSAIKE,
YCTaHOBJICHHOM cTaThsiMH 8 U 14 denepanbHoro 3akoHa oT 22 Hos0ps 1995 roga Ne 171-
®3 "O rocyaapcTBEHHOM pEryJMPOBAHUHU ITPOU3BOACTBA M 000POTA ATHUIIOBOTO CITHPTA,
QJIKOTOJIBHOM M CIUPTOCOJepIKALIeH MPOAYKIUHU U 00 OrpaHUYEHUH MOTPEOICHUS
(pacriuTHsl) aJIKOTOJLHON IPOYyKIUU".

(Yactp gonoaHuTenbHO BKItoueHa ¢ 1 siuBaps 2017 roga denepaibHbIM 3aKOHOM OT 3
urost 2016 roga Ne 261-D3)

4.3. lnnuButyalibHbIe IPEANPUHUMATETN U IOPUIUYECKHE U1, OCYLIECTBIIAIONINE
3aKyIKYy U UCTIOJIb30BaHUE (DapMaleBTHUECKOM CyOCTaHIIMU CIIUPTA ATUIIOBOTO
(3TaHONA), a TAK)KE MPOM3BOJICTBO, M3TOTOBIICHUE U (MIJIH) 000POT (32 HCKIIOYCHUEM
PO3HMYHOM MPOJAKN) CIIUPTOCOACPIKAIINX JIEKAPCTBEHHBIX MTPENapaToB, 00s3aHbI
OCYIIECTBIISTh UX YUET U JIEKJIapUPOBaHKE B MOPSIJIKE, yCTAHOBICHHOM CTaThsimu 8 U 14
®enepanibHOrO0 3aKk0Ha OT 22 HOA0ps 1995 rona Ne 171-®3 "O rocynapcTBeHHOM
PEryIMpOBaHUM MPOU3BOJICTBA U 000POTA ITHUIIOBOTO CIIUPTA, aJTKOTOJILHOMN U
CIUPTOCOEpIKAIIECH MPOIYKIMU U 00 OrpaHUYEHUN OTPEOICHUS (PACIUTHS)
AJIKOTOJIbHOM MPOAYKIUH".

(Hactp nononHUTENbHO BKItoUeHa ¢ 1 sHBaps 2018 rona ®@enepalibHbIM 3aKOHOM OT 29
nrost 2017 roga Ne 278-D3)

4.4. IIpu npou3BOJCTBE JIEKAPCTBEHHBIX NIPENApaTOB /ISl BETEPUHAPHOIO IPUMEHEHUS
JIOMYCKaeTCs UCIOIb30BaHUE MMPOU3BEACHHBIX IS peain3aiuu (hpapMareBTHIeCKUX
CyOCTaHIMi1, BKIIFOYEHHBIX B TOCYIapPCTBEHHBIN peecTp JIEKapCTBEHHBIX CPECTB
YIOJHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HUCIIOJIHUTEIBHON BIACTH, OCYIIECTBIISIONIIM
BEJICHUE rOCYAapCTBEHHOI'0 PEECTpa JIEKApPCTBEHHBIX CPEJCTB AJI MEAULIMHCKOTO
MIPUMEHEHUS.

(YacTp nomomHuTenbHO BKIIOUeHa ¢ 13 aBrycra 2019 roga denepanbHbIM 3aKOHOM OT 2
aBrycrta 2019 roga Ne 297-®3)

5. 3ampemaercst NpOM3BOACTBO:

1) nexapCcTBEHHBIX CPEJICTB, HE BKIIOYEHHBIX B FOCY/IapCTBEHHBIN PEECTp
JIEKapCTBEHHBIX CPEJICTB, 32 UCKIIOYEHUEM JIEKAPCTBEHHBIX CPEICTB, IPOU3BOJUMBIX IS
MPOBEICHUS KIMHUYECKUX HCCIEA0BaHNUN U ISl SKCIIOPTa;

2) hanbcupuIUPOBaHHBIX JIEKAPCTBEHHBIX CPEJICTB;

3) nekapcTBEHHBIX CPEJCTB O€3 JIMIEH3UN Ha MPOU3BOICTBO JIEKAPCTBEHHBIX CPE/CTB;

4) JICKAPCTBCHHBIX CPCACTB C HAPYHICHUCM IIPpaBUJI OPraHu3aliuu IMpoOnu3BOACTBA U
KOHTPOJIA KaYCCTBaA JICKAPCTBECHHBIX CPCICTB;

5) dbapmarieBTHUECKOM CYOCTaHITMU CIUPTA TUIIOBOTO (9TaHOIA) Ha TEXHOJIOTHYECKOM
000pyI0BaHUH, KOTOPOE HE 3aPETUCTPUPOBAHO HITH 3aKOHCEPBUPOBAHO B COOTBETCTBUU
¢ ®enepanbHbIM 3aKOHOM OT 22 HO0pst 1995 roma Ne 171-®d3 "O rocyaapcTBeHHOM
peryaupoBaHUM MIPOU3BOJICTBA U 000OPOTA 3TUIIOBOTO CIHPTA, AIKOTOJIbHOM U



CHUPTOCOEpIKAIICH MPOIYKIMH U 00 OrpaHHYEHUU NOTpeOIeHHs (PacTIUTHs)
QIKOTOJIBLHOM MPOAYKITUH".

(ITynkT nomoaHUTENbHO BKItOYeH ¢ 1 ssHBaps 2018 roga denepanbHbIM 3aKOHOM OT 29
uroist 2017 roma Ne 278-D3)

6. [Ipu BBOJIE JIEKAPCTBEHHBIX CPEACTB B IPAXKIAHCKHUI 000POT YIIOTHOMOYEHHOE JTUIIO
MIPOU3BOIUTEIS JICKAPCTBEHHBIX CPEJICTB OCYIISCTBIISAET MOATBEPIKICHUE COOTBETCTBHS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUSIM, YCTAHOBICHHBIM ITPH UX TOCYIaPCTBCHHON
PErUCTpAllNK, U TAPAHTHPYET, UYTO JIEKAPCTBECHHBIC CPEICTBA IIPOU3BECHBI B
COOTBETCTBUH C TPCOOBAHUSMU MPABUI HAITICHKAIIECH MPOU3BOJICTBEHHOM MPAKTUKH.
(YacTp B pemakiuu, BBeIeHHOU B fericTBre ¢ 1 uromst 2015 roma denepaibHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKITUIO)

7. YII0JIHOMOYEHHBIM JIULIOM IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB ABIACTCS €ro
pabOTHHUK, aTTECTOBAaHHBIN B YCTAHOBJIEHHOM YIIOJTHOMOUYEHHBIM (e/IepaTbHbBIM OPraHOM
WCIIOJHUTEJILHOM BIACTU MOPSJIKE U UMEIOLIMNA CTaXK paboThl HE MEHEe YeM ISITh JIET B
00J1acTH MPOU3BOACTBA M (MJIN) KOHTPOJIS Ka4eCTBA JIEKAPCTBEHHBIX CPEJICTB, BHICIIIECE
00pa3oBaHNe COOTBETCTBEHHO MO OJIHON U3 CIIELUAIBHOCTEH U (MIIN) OTHOMY U3
HaIpPaBJICHUH MOATOTOBKU: ONOJIOTHS, OMOTEXHOJIOTHSI, BETepUHAPHS, BETEPUHAPHO-
CaHMTapHAas 3KCIEePTU3a, KIMHUYECKas MEAULIMHA, PaJUallUOHHAs, XUMUYECKas U
Ouosiornyeckas 3ammura, papmanus, GyHaaMeHTaTbHas MEAUIINHA, XUMHYECKast
TEXHOJIOTUSI, XUMHUSL.

(YacTp B peakunu, BBeIeHHOU B eiicTBre ¢ 22 HOs1Opst 2014 rona denepanbHBIM
3aKOHOM OT 22 okTs10pst 2014 roma Ne 313-D3; B penakuuu, BBEICHHOM B eicTBUE C 13
asrycra 2019 rona ®@enepanbHbiM 3akoHOM OT 2 aBrycta 2019 rona Ne 297-@3. - Cwm.
MPEIBIIYLIYIO PEJAKIHIIO)

8. IlpousBoauTeNny JIEKapCTBEHHBIX CPEACTB (32 UCKIIIOUEHUEM (apMalleBTUYECKOM
CyOCTaHIIMM CIIMPTA STUJIOBOTO (3TaHOJIa) MOTYT OCYIIECTBIISITh MPOAAKY
JIEKapCTBEHHBIX CPEJICTB WJIM MEPEIaBaTh UX B YCTAHOBIEHHOM 3aKOHOIATEILCTBOM
Poccuiickoit ®eneparum nopsake:

(AG3ar1 B penakiuu, BBeieHHOH B neiictBue ¢ 1 saBaps 2018 rona denepanbHbIM
3akoHOM OT 29 utonst 2017 rona Ne 278-®3. - CM. mpeaplIylyo peIaKInio)

1) apyruM mpoM3BOAUTENSAM JIEKAPCTBEHHBIX CPECTB IS TPOU3BO/ICTBA JICKAPCTBEHHBIX
CPEICTB;

2) opraHu3anusM ONTOBOM TOPTOBIIH JIEKAPCTBEHHBIMU CPEICTBAMU;

3) anTeuHbIM OpraHU3alUsIM, BETepUHAPHBIM alITEUHBIM OpraHU3alUsiIM,
WH/IMBUYaTbHBIM MPEIIPUHUMATENSIM, UMEIOIIUM JIMIIEH3UIO Ha (hapMalleBTUYECKYIO
JEATEIBbHOCTD WIH JTULEH3HUI0 HA MEAUIMHCKYIO JIEATEIBbHOCTB;

4) HAayYHO-HUCCJICAOBATCIILCKUM OpTraHU3alusaAM JJId Hay‘{HO-HCCHC,HOBaTCHBCKOﬁ pa6OTBI;

5) MCIUIIUHCKUM OpraHru3alusIM U BETCPUHAPHBIM OPraHU3alHuAM;



6) opraHu3anysaM U HHIUBUAYATbHBIM IPEIITPUHUMATENSM, OCYLIECTBIISIONINM
pa3BeicHUE, BBIPAIIMBAHUE U COCPIKAHUE KUBOTHBIX (32 UCKIIFOUEHUEM MPOJAXKH UM
(hapMareBTHUeCKIX CyOCTaHIIUN WM UX TIEpeIadn).

(ITynkT B penakuuu, BBeieHHOH B feiicTBue ¢ 13 aBrycra 2019 roga ®@eaepanbHbM
3akoHOM OT 2 aBrycta 2019 roma Ne 297-®3. - CM. ipeapIAyIIyI0 PEIAKIUIO)

9. [IpousBoauTenu (apmMaleBTHUECKON CyOCTaHIIMM CIIUPTA STHUJIOBOTO (3TaHOJIA)
00513aHBI OCYILECTBIISATH pPeAIN3aLuIo (TIepejady B yCTaHOBICHHOM 3aKOHOAATEIbCTBOM
Poccutiickoit deneparuu nopske) GpapManeBTHIECKON CyOCTaHIIMK CITUPTA STHIIOBOTO
(3TaHOJIa) MPOU3BOAMUTENSM JIEKAPCTBEHHBIX CPEACTB IS IPOU3BOACTBA JIEKAPCTBEHHBIX
CPEIICTB B eMKOCTSAX 00BbeMoM He 6osee 1 nutpa u (naum) He meree 1000 nuTpos, a
OpraHu3aIMsIM, YKa3aHHBIM B ITyHKTax 2-6 4acT § HACTOALICH CTaThH, B Tape 00HEMOM
He Oosee 1 muTpa.

(Hactp nononHUTENbHO BKItoueHa ¢ 1 sHBaps 2018 rona ®@enepalibHbIM 3aKOHOM OT 29
nroist 2017 roga Ne 278-D3)

Cratbs 46. MapkupoBKa JIEKapCTBEHHBIX CPEJCTB

1. JlekapcTBEHHBIE NpENapaThl, 3a UCKJIIOUYEHUEM JIEKAPCTBEHHBIX MPENApaTOB,
U3TOTOBJICHHBIX alITCYHBIMUA OPraHU3alUsAMU, BETEPUHAPHBIMU alITCYHBIMU
OpraHu3alysAMU, UHAVMBUAY AJIHBIMU IIPEANPUHUMATEISAMA, UMEIOIIMMHU JINLICH3UIO HA
(bapMareBTUYECKYIO JesITeIbHOCTb, JOKHBI IOCTYNIAaTh B OOpallieHue, eCiu:

1) Ha UX IEPBUYHON yIaKOBKE (32 UCKIIIOUCHUEM IEPBUYHON YIIAaKOBKH JIECKAPCTBEHHBIX
PaCTUTENBHBIX MPENapaToB) XOPOIIO YATAEMBIM MIPU(PTOM Ha PYCCKOM SI3BIKE YKA3aHbI
HaWMEHOBAHHE JIEKAPCTBEHHOTO Mpernapata (MeXIyHapoIHOE HEMATEHTOBAHHOE, WITH
TPYIIUPOBOYHOE, WIM XUMUYECKOE, WM TOPTOBOE HAUMEHOBAHUE), HOMEP CEpUH, AaTa
BBITyCKa ()11 UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MIPEMapaToB), CPOK TOJHOCTH,
JO3UPOBKA UJIM KOHIIEHTpaIKs, 00bEM, aKTUBHOCTh B €IMHULIAX IEHCTBUS WU
KOJIMYECTBO 03,

(ITynkt B penakiuu, BBeIeHHOM B neiicTBue ¢ 26 okTs0ps 2010 roga denepanbHbIM
3ak0oHOM OT 11 okTsa0pst 2010 roma Ne 271-®D3; B pegakuuu, BBEACHHOM B IelicTBHE C 1
utonst 2015 roga @eaepanbHbIM 3ak0HOM OT 22 nekabps 2014 roga Ne 429-03. - Cwm.
MPEABITYIIYIO PEIAKIIHIO)

2) Ha UX BTOPUYHOU (OTPEOUTENHCKON) YITAaKOBKE XOPOIIIO YHTAEMBIM HIpU(TOM Ha
PYCCKOM $I3bIKE€ YKa3aHbl HAMMEHOBAHUE JIEKAPCTBEHHOTO Ipenapara (MeX/IyHapOoJHOe
HETMAaTeHTOBAaHHOE, WIH TPYIIHUPOBOYHOE, WIH XUMUUYECKOE U TOPTOBOE€ HAMMEHOBAHUS),
HaWMEHOBAaHME MPOU3BOJIUTENS JIEKAPCTBEHHOT O IIpenapara, HOMEP Cepuu, AaTa
BBITTyCKa ()11 HUMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MIPEMapaToB), HOMEP
PETUCTPAIIMOHHOTO YAOCTOBEPEHUsI, CPOK TOJHOCTH, CIIOCO0 MPUMEHEHHUS, JO3HPOBKA
WJTU KOHIIEHTpaIus, 00beM, aKkTUBHOCTD B €IMHUIIAX ACHCTBHUS JTUOO KOJTUYECTBO /103 B
yIaKOBKe, JIEKapCTBEHHAs popMa, YCIOBUS OTIYCKa, YCIOBHS XPAHEHUS,
MpeAyNpeTUTEHHBIC HAIITACH.

(ITynkt B penakiuu, BBeJIeHHOM B feiicTBue ¢ 26 okTs0ps 2010 roga denepanbHbiM
3ak0oHOM OT 11 okTsa0pst 2010 roma Ne 271-®3; B pegakuum, BBEACHHOM B IeliCTBHE C 1



uros 2015 roga @enepanbHbiM 3akoHOM OT 22 nekadps 2014 roga Ne 429-D3. - Cwm.
MPEeABIIYIIYIO0 PEIAKIIHIO)

2. @apmaieBTUYECKHE CYOCTaHIIMH JOJKHBI TIOCTYTATh B OOpaIIeHne, €ClIi Ha UX
MEPBUYHOM YITAKOBKE XOPOIIIO YUTAEMBIM MIPU(TOM Ha PYCCKOM SI3BIKE YKA3aHbI
HauMeHOBaHHE (DapMaIleBTHUECKON CyOcTaHiH (MEXTyHAPOIHOE HETTATEHTOBAHHOE,
WJIY TPYIIUPOBOYHOE, T XMMHUYECKOE U TOPTOBOE HAMMEHOBAHHS ), HAMMEHOBAHHUE
MPOU3BOIUTENS (DapMaIleBTHUECKON CyOCTaHIIMK, HOMEp CEpUU U J1aTa U3TOTOBJICHUS,
KOJIMYECTBO B YITAKOBKE U €TUHHUIIBI H3MEPEHHUS KOJNYECTBA, CPOK TOJHOCTH U YCIOBHS
XpaHEHHUSI.

(YacTp B pemakiuu, BBeIeHHOU B fericTBre ¢ 1 uromst 2015 roma denepaibHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKITUIO)

3. HeKapCTBeHHLIC CpeACTBA B KAY€CTBE CbIBOPOTOK JOJIKHBI IIOCTYIIATh B o6pa1ueHHe C
YKa3aHUEM KMBOTHOI'O, U3 KPOBH, IJIa3MbI KPOBH, OPTaHOB U TKaHeH KOTOPOro OHH
ITOJIYUCHBI.

4. Ha BTOpUYHYIO (TOTPEOUTENIBCKYI0) YIAKOBKY JIEKAPCTBEHHBIX CPEJICTB, MOJIYyUYEHHbBIX
13 KpOBH, IJIa3MbI KPOBU, OPIaHOB U TKaHEH YeI0BeKa, JOHKHA HAHOCUTHCS HAAMKCh:
"Antutena k BUY-1, BUY-2, k Bupycy renaruta C ¥ NOBEpXHOCTHBIN aHTUIEH BUpYyca
renatuta B oTrcyTcTBYIOT".

5. Ha nepBHUYHYIO YIIAaKOBKY U BTOPHUHYIO (IOTPEOUTENBCKYIO) YIIAKOBKY
paanogdapmMalieBTHUECKUX JIEKAPCTBEHHBIX CPEACTB JI0JKEH HAHOCUTHCS 3HAK
paZAvalOHHON OIACHOCTH.

6. Ha BTopuuHyto (MOTpeOUTENBCKYI0) YIAKOBKY TOMEOMATHYECKHIX JIEKapCTBEHHBIX
MpenapaToB JI0JDKHA HAHOCUTHCA HaNMuCh: "['oMeonaTnyeckuii".

7. Ha BTOpH4HY!O0 (HOTPEOUTENBCKYI0) YIAKOBKY JIEKAPCTBEHHBIX PACTUTEIIbHBIX
IIPENapaToB JOJKHA HAHOCUTHCS HaanuCh: "[IpoayKius npouia paaualioOHHbINA
KOHTPOJIB".

8. Ha mepBuYHYIO yHIakoBKY (€CJH ISl 3TOTO CYIIECTBYET TEXHUYECKasi BO3SMOKHOCTD) U
BTOPUYHYIO (TOTPEOUTENBCKYIO) YIIAKOBKY JIEKapCTBEHHBIX MIPENapaToB,
MpeAHa3HAYEHHBIX ISl KIMHUYECKUX MCCIIEIOBAHNUM, OJKHA HAHOCUTHCS HAAMHUCH!

" J171 KTUHAYECKUX UCCICAOBAaHUM".

(HacTp B pepakuuu, BBe1eHHOU B fieiicTBre ¢ 1 utons 2015 rona @enepaibHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - CM. IpeAbIIyIIyI0 PEIAKIIHIO)

9. YnakoBka JICKAPCTBCHHLIX CPECACTB, MPEAHA3HAYCHHBIX UCKIIOYHUTCIBHO AJIA
9KCIIOpPTa, MAPKUPYETCA B COOTBETCTBUH C TpC6OBaHI/I}IMI/I CTPAaHbI-UMITIOPTEpPA.

10. Ha TpancniopTHy10 Tapy, KOTOpast He MpeiHa3HaueHa JUIsl MoTpeduTesielt 1 B KOTOPYIO
MTOMEILEHO JIEKAPCTBEHHOE CPECTBO, JOKHA HAHOCUTHCA MH(pOpMaLUs O
HAauMEHOBAaHMM, CEPUU JIEKAPCTBEHHOT'O CPEJCTBA, 1aTE BBIITYCKA, KOJINYECTBE



BTOPUYHBIX (MOTPEOUTENHCKHX) YIIAKOBOK JIEKAPCTBEHHOTO CPEACTBA, IPOU3BOIUTEIIE
JIEKapCTBEHHOI'O CPEJICTBA C YKa3aHUEM HaMEHOBAHUS U MECTOHAX 0KICHUS
MIPOU3BOIUTEINS JIEKAPCTBEHHOI'O CPECTBA (apec, B TOM YHCIIe CTpaHa U (UJIH) MECTO
IIPOU3BO/ICTBA JIEKAPCTBEHHOI'O CPE/ICTBA), A TAKKE O CPOKE FOJJTHOCTH JIEKAPCTBEHHOI'O
CpeICTBa U 00 YCIOBUSAX €r0 XpaHEHUs U IEPEBO3KH, HEOOXOIUMBbIE
MpeAyNpeIuTeIbHbIC HAMUCA U MAHUITYJISITOPHBIE 3HAKH.

11. Ha nepBu4Hy0 YIaKOBKY U BTOPHYHYIO (TIOTPEOUTENBCKYIO) YIAKOBKY
JIEKapCTBEHHBIX CPEACTB Il BETEPUHAPHOIO IPUMEHEHUS 0JIKHA HAHOCUTHCS HAAIUCh!
" 1151 BETepUHAPHOTO MPUMEHEHHUS".

12. Ha BTOpHuHYIO (HOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO IIpenapara
HAaHOCUTCS LITPUXOBOM KOJI.

I'nmaBa 9. BBo3 nexapctBeHHbIX cpeacTB B Poccuiickyro denepainio 1 BHIBO3
JIeKapCTBEHHbIX cpeAcTB u3 Poccuiickoit Penepanun

HanMeHoBaHuUe TJ1aBbl B pe/IaKIIUU, BBEICHHOM B neiicTBue ¢ 7 stuBaps 2012 roga
®enepanbHbIM 3ak0HOM OT 6 nekadpst 2011 roga Ne 409-D3. - CMm. peapIayyio
peIaKIuio

Cratbs 47. [lopsiok BBO3a JIeKapCTBEHHBIX cpeACTB B Poccuiickyro denepanuio u
BBIBO3a JIEKAPCTBEHHBIX cpeAcTB u3 Poccuiickoit denepannu

HaumeHoBaHue B pelakiiuy, BBEIEHHOU B AeiicTBue ¢ 7 sHBaps 2012 roga
®denepanbHbIM 3ak0HOM OT 6 nekadpst 2011 roma Ne 409-D3. - CM. ipeabIayyio
pENaKIMIo

1. BBo3 nexapcTBeHHBIX cpeacTB B Poccniickyro denepannio OCyeCTBISIETCS B
nopsizke, ycranosiaeHHoM [IpaBurensctBoMm Poccuiickon denepannn, B COOTBETCTBUU C
TaMOXXEHHBIM 3aKOHOJIATEILCTBOM TaMOKeHHOTO coto3a B pamkax EBpA3DC (nanee -
TamoxeHHbIH cor03) 1 (WIK) 3aKoHOAaTeILCTBOM Poccuiickoii deneparuu o
TaMO>KEHHOM JIEJIE.

(Yactpb B pemakium, BBeieHHO B neiicTBue ¢ 7 ssuBapst 2012 rona denepaibHbIM
3aKoHOM OT 6 nexabps 2011 roga Ne 409-D3. - CM. npeabIIyIyI0 peIaKIlfio)

2. Brosumslie B Poccuiickyto @enepanuio JeKapCTBEHHbIE CPEICTBA TOJIKHBI
COJIEPKATHCS B TOCYJAPCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPENICTB.

(YacTe B pemakiuu, BBeIeHHOU B fieiicTBre ¢ 7 ssuBaps 2012 roma denepaibHBIM
3akoHOM 0T 6 nexalpst 2011 roma Ne 409-D3; B pegakiyu, BBEACHHOU B AelCTBHE ¢ 28
nekadpsa 2019 roga denepanbubiM 3aKoHOM 0T 27 aexadps 2019 roga Ne 462-03. - Cwm.
MPEIBIIYIIYIO PEJAKIHUIO)

3. Homyckaercst BBo3 B Pocculickyro ®@eneparinio KOHKPETHON MapTHH
3aperucTPUPOBAHHBIX U (MJIM) HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPECTB,
IIpeAHA3HAYEHHBIX U1 [IPOBEICHUS KIMHUYECKUX UCCIIENOBAaHUN JIEKAPCTBEHHBIX



MpenapaToB, MPOBEACHUS YKCIIEPTU3BI JICKAPCTBEHHBIX CPECTB JJISI OCYIIECTBICHUS
roCyJJapCTBEHHOM pErucTpaliy JICKapCTBEHHBIX MPENapaToB UiK ISl OKa3aHUs
MEIUIIMHCKOM MTOMOIIIH 110 KU3HCHHBIM MTOKa3aHUsM KOHKPETHOTO IAaIlMeHTa Ha
OCHOBaHUU Pa3peIICHMs], BEIAHHOTO YIIOJTHOMOYEHHBIM (peliepabHbIM OpPraHOM
WCTIOTHUTEIIPHON BJIACTH 110 3asBJICHUSIM JIMII, YKa3aHHBIX B CTaThe 48 HACTOSAIICTO
®enepanbHOro 3aKoHa. PaccMoTpeHne Takoro 3asBJICHUs U IPUHATHE PEILICHUS O
BBIJIa4€ pa3pelieHus Ha BBO3 KOHKPETHOHN MapTUH 3apETUCTPUPOBAHHBIX U (HJIN)
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, MPEIHAZHAYCHHBIX JJIs1 TPOBEICHUS
KIIMHAYECKUX UCCIIEOBAaHUH JICKAPCTBEHHBIX MTPENapaToB, MPOBEACHUS IKCIIEPTU3BI
JIEKAPCTBEHHBIX CPEJICTB ISl OCYLIECTBICHUS TOCYAapCTBEHHON pEerucTpaifu
JIEKApCTBEHHBIX MIPEMapaToB WU I OKa3aHUs MEIUITMHCKOW MTOMOIIH 110 KU3HCHHBIM
MMOKa3aHUSM KOHKPETHOTO MaIMeHTa 1100 00 0TKa3e B BhIJAU€ YKA3aHHOTO pa3peIICHHUS
MIPOU3BOJIATCS B CPOK, HE MPEBBIMIAONINI msITH pabounx anei. [lnara 3a Benauy
YKa3aHHOTO pa3pelieHus: He B3UMAaeTCsl.

(YacTp B pemakiuu, BBeIcHHOU B nericTBre ¢ 7 suBaps 2012 roga denepanbHbiM
3aKoHOM OT 6 nexadps 2011 roga Ne 409-D3. - CM. npeabIIyIyI0 peIaKifio)

3.1. Jonyckaercs BB0o3 B Poccuiickyto deneparinio KOHKpETHOW napTuu
HE3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX PENApaToOB, COAECPKAILNX HAPKOTHUECKHE
CpeICTBa WM TICUXOTPOIHbBIE BEIIECTBA, B OPSIKE, yCTaHOBIEHHOM [IpaBuTEnbCcTBOM
Poccuiickoit ®eneparuu, A1l OKa3aHUd MEAUIMHCKON MTOMOIIH 1O )KU3HEHHBIM
MOKa3aHUSAM KOHKPETHOTO MAlMeHTa WU TPYIIIbI MAllMEHTOB B CIy4yae, eClIl UMEeTCs
peleHre BpaueOHOM KOMUCCUN METUIIMHCKON OpraHu3anuy 0 HedPPEeKTHBHOCTH WITH
HEBO3MOXKHOCTH MPUMEHEHHS Y KOHKPETHOTO MAI[eHTa WHBIX 3aPETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX IIPENapaToOB, B TOM UUCIIE COAEPKALIUX IpYrHe JeHCTBYIOIINE
BEIIIECTBA, U 0 HEOOXOAMMOCTH BBO3a ONPEIEICHHOT0 HEe3apEeruCTPUPOBAHHOTO
JIEKapCTBEHHOI'0 IIpernapaTa ¢ yKa3aHueM €ro MeXIyHapOIHOTO HEMAaTEeHTOBAHHOTO (WK
XMMHUYECKOT'0, UM IPYNIHUPOBOYHOr0) HAMMEHOBAHUS, (POPMBI BBITYCKa M KOJIMUYECTBA.
[lepeuens 3a00n€BaHUM U COCTOSHUN U COOTBETCTBYIOIUX JIEKAPCTBEHHBIX MIPENapaToB,
COJIEpIKaIMX HAPKOTUYECKUE CPEACTBA U IICUXOTPOIIHBIE BEUIECTBA, B LIETAX
OCYIIIECTBIIEHUS MX BBO3a B COOTBETCTBUU C TPEOOBAHUSAMHU HACTOAIIEH YacTH
YTBEP)KJIAeTCsl YIIOJTHOMOUYEHHBIM (he/iepabHbIM OPraHOM HCIIOJHUTEIbHOMN BIIACTH.
(YacTp nomomHuTenbHO BKItOYeHa ¢ 1 MapTa 2020 romga denepaibHbIM 3aKOHOM OT 27
nexa0pst 2019 roma Ne 475-03, npumensercs 1o 31 aexadps 2023 rona)

4. B Poccuiickyro @enepanyro MOKHO BBO3UTH JIEKAPCTBEHHBIE CPEACTBA, KAUECTBO
KOTOPBIX MOJITBEPKIEHO CEPTU(PHUKATOM ITPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB,
yJIOCTOBEPSIOLIMM COOTBETCTBUE BBO3UMBIX JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUAM
(apmakonenHbIX cTaTei T1M00 B Cllydyae UX OTCYTCTBUS HOPMAaTUBHOM JOKYMEHTAIlUU
WM HOPMAaTUBHOTO JTIOKYMEHTA.

(YacTe B pemakiuu, BBeIeHHOU B nielicTBre ¢ 7 ssuBaps 2012 roma denepaibHbIM
3akoHOM 0T 6 nexa0pst 2011 roga Ne 409-@3. - CM. npeabIIynyo pelakinio)

5. 3ampemtaercs BBo3 B Poccuiickyto denepanmio dpaabcuduiupoBaHHbIX
JICKApCTBCHHBIX CPCACTB, He)IO6pOKa‘—IeCTBeHHBIX JICKAPCTBCHHBIX CPEACTB,
KOHTpa(aKTHBIX JEKapCTBEHHBIX CPE/ICTB.



(YacTe B pemakiuu, BBeIeHHOU B JielicTBre ¢ 7 ssuBaps 2012 romga denepaibHbIM
3akoHOM 0T 6 nexadpst 2011 roga Ne 409-D3. - CM. peapIIyIIyI0 peIaKInio)

6. QanbcudunUpoBaHHBIE IEKAPCTBEHHBIC CPECTBA, HETOOPOKAUYECTBEHHBIC
JICKaPCTBEHHBIE CPEJICTBA MOJICKAT U3BATUIO U TIOCIICIYIONIEMY YHUYTOKEHUIO W
BBIBO3Y U3 Poccuiickoit deneparinu, KOHTpadaKTHEIC IEKAPCTBEHHBIE CPEICTBA -
U3BATUIO U TTOCIEAYIOIIEMY YHUUTOXKEHUIO. Y HHUTOKEHNE WIIA BBIBO3 U3 Poccuiickoi
Ddenepanyn GanbCcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEOOPOKAYeCTBEHHBIX
JIEKApCTBEHHBIX CPEJICTB, KOHTPA(AKTHBIX JICKAPCTBEHHBIX CPECTB OCYIIECTBISACTCS 32
CYET JIMIIa, OCYLIECTBUBILETO UX BBO3. [[OpSAI0K YHUUTOXKEHUS U3BITHIX
(hanbcuUIMPOBaHHBIX JIGKAPCTBEHHBIX CPEJICTB, HEIOOPOKAUYECTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB, KOHTPA(DAKTHBIX JIEKAPCTBEHHBIX CPEICTB YCTAHABINBACTCS
[IpaBuTenscTBOoM Poccuiickoit denepanuu.

(Hactb B penakiuu, BBeieHHOM B neiicTBue ¢ 7 stHBaps 2012 roga denepanbHbM
3akoHOM 0T 6 nexadbps 2011 roga Ne 409-@3. - CM. IpeapIaIynyo peaakiuio)

7. Jluna, ocymecTsistone BBo3 B Poccuiickyro @enepannto hanbcupuupoBaHHBIX
JIEKapCTBEHHBIX CPE/ICTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB,
KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C
TaMO>KEHHBIM 3aKOHOJIaTeNIbCTBOM TaMO)KEHHOTO COr03a U (MJIM) 3aKOHOAATEIHCTBOM
Poccuiickoit denepanuy 0 TaMOKEHHOM JIETIE.

(YacTp B pemakiuu, BBeICHHOM B JielicTBre ¢ 7 ssHBaps 2012 romga denepaibHbIM
3akoHOM 0T 6 nexadpst 2011 roga Ne 409-D3. - CM. peapIIyIIyI0 peIaKIInio)

8. BbIB03 JilekapcTBEHHBIX cpeAcTB U3 Poccuiickoit denepannn ocyuiecTsisercs 6e3
MIPUMEHEHHUSI OTPAHUYEHUI, YCTAHOBIIEHHBIX TAMOYKEHHBIM 3aKOHOJATEIBCTBOM
TamokeHHOT0 CcOr03a U (MJIN) 3aKOHOIAaTeNhCTBOM Poccuiickoit denepariuu o
roCcyJapCTBEHHOM PEryJIMPOBAHUU BHEIIHETOPTOBOM I€ATEIbHOCTH.

(YacTp B pemakiuu, BBeIeHHOU B fieiicTBre ¢ 7 sstuBaps 2012 roma denepaibHbIM
3akoHOM 0T 6 nexa0pst 2011 roma Ne 409-D3; B pefaxiuy, BBEACHHON B 1eHCTBHE
®denepanbHbIM 3aKOHOM OT 25 HOs10pst 2013 roga Ne 317-D3; B penakiuu, BBEICHHON B
neiictue ¢ 1 urons 2015 roga denepanbHbiM 3akoHOM OT 22 nekabps 2014 romga Ne 429-
@3. - CM. IpeABIaYIIYIO PEIAKIINIO)

9. BBoa B rpakjaHCKU 000POT JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO
IIpUMEHEHHUs], BBe3eHHbIX B Poccuiickyto denepainio, OCymEeCTBISIETCS ¢ COOTIOICHUEM
TpeOOBaHUH, YCTaHOBIIEHHBIX cTaTbel 52.1 HacTosmero denepanbHOro 3aKOHa.

(YacTp gomomHUTENHHO BKIIOUEHA C 29 HOs10ps 2019 roga denepanbHbIM 3aKOHOM OT 28
HOos10pst 2018 roma Ne 449-D3)

Crarbs 48. FOpuanueckue iuiia, KOTOPbIM pa3pelieH BBO3 JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepanuro

HanmenoBanue B penakiuu, BBEEHHOM B aeiicTBue ¢ 7 suBaps 2012 rona
®denepanbHbIM 3aK0HOM OT 6 nekadps 2011 roxa Ne 409-D3. - Cm. mpeabIayIIyio
peIaKIuio



JlekapcTBeHHbIe cpenicTBa B Poccuiickyro denepaninio MOTyT BBO3UT:
(A03an B penakiuu, BBe1eHHO! B nelictBue ¢ 7 ssHBaps 2012 rona ®enepalibHbIM
3aK0HOM OT 6 nekadps 2011 roga Ne 409-D3. - CM. npeabIIyIIyI0 peIaKIliio)

1) IIPOU3BOJUTEIIN JICKAPCTBCHHBIX CPEACTB AJIA ueneﬁ COOCTBEHHOT'O IIpOU3BOJACTBA
JICKApCTBCHHBIX CPCACTB;

2) “HOCTpaHHBIE Pa3paOOTUNKH JIEKAPCTBEHHBIX CPEJICTB U MHOCTPAHHbIE
IIPOU3BOIUTEININ JEKAPCTBEHHBIX CPEJICTB WIN APYTHUE IOPUANUECKUE UL IO
MOPYUYEHHUIO pa3paboTurKa JEKapCTBEHHOI'O CPECTBA TS MPOBEACHUS KIMHUYECKUX
HCCIIEI0OBaHUM JIEKApCTBEHHOIO IIperapaTa, OCyLIECTBIEHUS TOCY1apCTBEHHON
perucTpanuu JeKapcTBeHHOI O Ipernapara, BKIItoueHus papMaleBTUYeCcKoil cyOcTaHIuu
B I'OCY/IapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEICTB, KOHTPOJISI KAUeCTBa
JIEKapCTBEHHBIX CPE/ICTB MPH HATMYUU Pa3pelieHus YIIOJIHOMOYEHHOTo (henepaabHOro
OpraHa MCHOJHUTEJILHOM BJIAaCTH Ha BBO3 KOHKPETHOM MapTUH JIEKAPCTBEHHBIX CPE/CTB;

3) opranu3aiuu ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMU;

4) Hay4HO-HCCIICIOBATEIIbCKIE OpraHU3allii, 00pa30BaTeIbHbIC OPTAHU3AIMH BBICIIIETO
00pa3oBaHMs, MPOU3BOIUTEIIH JICKAPCTBEHHBIX CPEICTB JJIs pa3paOdO0TKH, HCCICTOBAHUH,
KOHTPOJIs 0€30MacHOCTH, Ka4ecTBa, 3PPEKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB MPHU
HaJUYUH Pa3pelIeHus YIIOJHOMOYEHHOTO (eepaaibHOrO OpraHa UCIIOJIHUTEIbHON
BJIACTH;

(ITynkt B penakmuu, BBeieHHOM B neiicTBue ¢ 1 cenTsops 2013 roma denepanbHbiM
3aKoHOM OT 2 utons 2013 rona Ne 185-®3. - Cm. npeapayyo peIakiuio)

5) MeIUMIMHCKHUE OpTaHU3aliH, UHbIE YKa3aHHbIE B MyHKTax 1-4 HacTosIel cTaTbu
OpraHU3aIMK JIs1 OKa3aHUS MEAUITUHCKON TTOMOIIH TI0 KM3HEHHBIM TTOKa3aHUIM
KOHKPETHOTO MallMeHTa MPU HAIMYUH Pa3pelieHus YIIOJIHOMOUYEHHOTO (peiepaabHOro
opraHa UCIOJIHUTEILHOM BJIACTH Ha BBO3 KOHKPETHOW MapTHH JICKAPCTBEHHOTO
npernapaTa, BEIIAHHOTO B YCTAHOBJIICHHOM MOPSAKE B OpME IJIEKTPOHHOTO IOKYMEHTA,
MOJANKCAHHOTO YCUJIEHHOHN KBaTU(PHUIIMPOBAHHON AJIEKTPOHHON MOJIIHUCKIO.

(ITlynkt B penakiuu, BBeleHHOM B neiicTBue denepanbHbIM 3akoHOM OT 12 mapra 2014
rozia Ne 33-@3. - CM. ipeAbIayIIYIO PEAAKIINIO)

6) rocy1apCTBEHHbIE YHUTAPHbIE MPEANPUATHUS, UMYIIECTBO KOTOPBIX HAXOAUTCS B
¢benepanbHOt cOOCTBEHHOCTH, onpeaenseMble [IpaBurensctBom Poccuiickoit
®enepannn, B yacTu BBo3a B Poccuiickyro denepanuio He3aperncTpupOBaHHBIX
JIEKapCTBEHHBIX NIPENApPaTOB, COAEPIKALUX HAPKOTUUECKNE CPEACTBA WU
MICUXOTPOITHBIE BEUIECTBA, /I OKa3aHUSI MEJUIIMHCKOM MOMOIIH 110 )KMU3HEHHBIM
[TOKa3aHUSM KOHKPETHOIO NAI[MEHTA UM TPYIIIBI MAMEHTOB B COOTBETCTBUU C YACThIO
3.1 cratbu 47 Hactosimero denepasbHOrO 3aK0HA.

(ITynkt nononuurensHO BKItoueH ¢ 1 mapra 2020 roga @enepanbHbIM 3aKOHOM OT 27
nekabpsa 2019 roga Ne 475-®3, npumensiercst 10 31 nexabpst 2023 rona)



Cratpa 49. JIokyMeHTBI, IPEACTaBIIsIEMbIE B TAMOXKEHHbBIE OpraHbl Poccuiickoi
®denepanuy pU BBO3€E JICKAPCTBEHHBIX cpeacTB B Pocculickyro denepanuto

HaumenoBanue B penakiiuu, BBeIeHHOM B JeficTBue ¢ 7 stHBapsa 2012 roga
denepanbHbIM 3ak0HOM OT 6 nekadps 2011 roma Ne 409-D3. - CM. ipeapIayyio
peaKuuo

1. ITpu BBO3E ieKkapcTBEHHBIX CpeAcTB B Poccuiickyro denepaninio B TAMOKEHHBIE
opransl Poccuiickont @enepanuu Hapsaay ¢ JOKyMEHTaMU, IIPEICTABICHUE KOTOPBIX
MIPEIyCMOTPEHO TAMOKEHHBIM 3aKOHOAATEIHCTBOM TaMOKEHHOTO COk03a U (MIIn)
3aKoHoarenbcTBOM Pocculickoit denepanuu 0 TaMOKEHHOM JIEJI€, PEACTaBISIOTCS
CJIEIyIOIINE JOKYMEHTHI:

(A03an B penakiuu, BBeieHHOM B nelicTBue ¢ 7 ssHBaps 2012 rona denepaibHbIM
3akoHOM 0T 6 nexadbps 2011 roga Ne 409-D3. - CM. peapIIynyo peaakiuo)

1) cepTudukar nporu3BOUTENS JEKAPCTBEHHOTO CPECTBA, YA0CTOBEPSIOIIUI
COOTBETCTBHE BBO3UMOTIO JIEKAPCTBEHHOI'O CPEJICTBA TPEOOBaHUSIM (papMaKoneinHON
CTaThH MO0 B ClIy4ae €€ OTCYTCTBHUSI HOPMATUBHOM TOKYMEHTAIIUU UM HOPMAaTUBHOTO
JIOKYMEHTA;

2) pa3pelieHue yroJIHOMOYEHHOTO (heiepaTbHOro OpraHa UCIIOTHUTEILHOW BIACTH HA
BBO3 KOHKPETHOM MapTUH JIEKAPCTBEHHOT'O CPEJICTBA B CIIy4asX, YCTAHOBJICHHBIX YaCThIO
3 crarbu 47 HacTosmero denepabHOrO 3aKOHA.

2. JIOKyMEHTBI, yKa3aHHbIE B IyHKTax 1 u 2 yactu 1 HacTosIIEeH CTaTbH,
MIPEJICTaBIISIOTCS B TAMOXKEHHBbIE opranbl Poccuiickoit denepannu npu npuoObITHH
JIEKapCTBEHHBIX cpencTB B Poccuiickyro denepanuro.

(Hactb B penakiuu, BBeileHHOM B neiicTBue ¢ 7 stHBaps 2012 rona denepanbHbIM
3akoHOM 0T 6 nexa0ps 2011 roga Ne 409-@3. - CM. npeabIIyyro pelakiinio)

Cratps 50. BBo3 nekapcTBeHHBIX npenapaTtos B Poccuiickyro denepannro 1uist JUIHOIO
HCIIOJIb30BAaHUS U HHBIX HEKOMMEPUYECKUX LI, a TAKXKE I UCIIOIb30BAHUS HA
TEPPUTOPUU MEKAYHAPOIHOIO MEIULIMHCKOTO KIacTepa

HaumenoBanue B penakiiuu, BBeJICHHOM B feiicTBue ¢ 7 saBaps 2012 rona
®enepanbHbIM 3aKOHOM OT 6 ekabps 2011 roma Ne 409-D3; B penakiiiu, BBEICHHOH B
nevictue ¢ 30 urons 2015 rona @eaepanbubiM 3aKk0HOM OT 29 utons 2015 roga Ne 160-

@3. - CM. npeAbIayIIy0 peaakinio

1. JlekapcTBEeHHBIE TTpenapaThl MOTYT OBITH BBe3€HBI B Poccuiickyto ®enepanmio 6e3
ydera TpeOOBaHMM, MPeyCMOTPEHHBIX YacTsMu 1-4 ctatbu 47, ctaThsiMu 48 u 49
Hacrosuero PenepaabHOro 3aK0Ha, €CIIM OHU IIPEAHA3HAYEHBI IS

(A63ar B penakiuu, BBeIeHHOU B nericTBue ¢ 7 ssuBaps 2012 roga denepanbHbIM
3akoHOM 0T 6 nexabpst 2011 roga Ne 409-D3. - CM. IpeapIIyIIyI0 PeIaKIINIO)



1) TMYHOTO KCTIOB30BaHMs HU3MYECCKUMU JIMIIaMH, MPUOBIBITMMU B Poccuiickyro
®enepanuro. IIpu aTrom BBO3 B Poccuiickyro denepanuio J€KapCTBEHHBIX IPENapaTos,
coJiepKalluX CHILHOJACHCTBYIOIINE U (UJTK) SIAOBUTHIC BEIECTBA, BKIIFOUCHHBIC
COOTBETCTBEHHO B CIIMCOK CHJIbHOJICUCTBYIOIIMX BELIECTB IS 1IeJIeld YyTOJI0BHOTO
3akoHojarenbeTBa Poccuiickoit denepaniviu U B CIUCOK SIOBUTHIX BEIIECTB IS 1IEIeH
YTOJIOBHOI'O 3aKOHOAATeNbCcTBa Poccuiickon denepanny, yTBEpKICHHbIE
[IpaBuTenscTBOoM Poccuiickoit @enepanuu, OCyIIECTBISICTCS IPU HATUYUH IOKYMEHTOB
(3aBepeHHBIX KOMUI TOKYMEHTOB WJIU 3aBEPEHHBIX BBIMHCOK U3 HUX), TOATBEPKIAIOIINX
Ha3Ha4YeHHE (PU3MUECKOMY JIMITY YKa3aHHBIX JIEKapCTBEHHBIX MpernapaToB (3a
HCKJIFOYEHHUEM JIEKaPCTBEHHBIX IIPENApaToOB, 3apEeruCTPUPOBAHHBIX B POCCUIICKON
denepanun 1 oTIycKkaeMbix B Poccuiickoit deneparuu 63 perenTa Ha JIeKapCTBEHHBIH
npenapar). [logrBepkaaronime TOKyMEHThI (UX 3aBEpPEHHbIE KOITUU WUJIU 3aBEPEHHbIC
BBITTMCKHU M3 HUX) JIOJDKHBI COJIEP)KaTh CBEACHUS O HAMMEHOBAHUHU U KOJTMYCCTBE
Ha3HA4YEHHOTO JIEKAPCTBEHHOTO MpernapaTa. B ciyuae, eciiv moATBepIKIar0mue
JOKYMEHTHI (MX 3aBEpEHHBIE KOIUU WK 3aBEePEHHBIC BHIMUCKU U3 HIUX) COCTaBJICHbBI Ha
WHOCTPAHHOM SI3bIKE, K HUM IpHUJIaraeTcs HOTapruaJbHO 3aBEPEHHBIN MePEBO Ha
PYCCKU SA3BIK;

(ITynkT B penakiuu, BBeIeHHOH B fericTBue ¢ 13 utons 2016 rona denepanbHbIM
3akoHOM OT 2 utoHst 2016 roga Ne 163-D3. - CM. IpeapIIyyo peIaKIno)

2) UCTIONB30BaHMS PA0OTHUKAMHU TUTIIIOMATHYECKOTO KOPITYCa MU MPEICTABUTEIISIMU
MEXIYyHApOAHBIX OpraHu3alMi, akkpeauToBaHHbIX B Poccuiickoit denepanuu;

3) neyeHus macca)KupoB U YJICHOB SKUITaXKEH TPAHCHIOPTHBIX CPEACTB, MOE3AHBIX OpHUTra
U BOJIUTEJIEH TPaHCIIOPTHBIX CPEIACTB, NpuObIBIINX B Poccuiickyto denepannio;

(ITynkt B penakiuu, BBeleHHOM B feiicTBue ¢ 7 staBaps 2012 roga denepanbHbiM
3aKoHOM OT 6 nexabps 2011 roga Ne 409-D3. - CM. npeabIIyIIyI0 peIakiifio)

4) neyeHus: y4aCTHUKOB MEKYHAPOHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPONPUATUHN U
YYaCTHUKOB MEXAYHAPOIHBIX KCIIECIULIUNT;

5) nedeHusi KOHKPETHBIX )KUBOTHBIX B 300I1apKax, 300Ca/1ax, [IUPKaX, OKeaHapuymax,
nenb(pUHApULX, JeUCHUS JUKUX KUBOTHBIX, TOCTOSTHHO UJIM BPEMEHHO HACEISIFOIINX
Tepputoputo Poccuiickoit @enepanyn, HaXOIAMNUXCA B COCTOSIHUHA €CTECTBEHHOM
cBOOO/IBI M MPUHAANIEKAIIUX K BUAaM, 3aHeceHHbIM B KpacHyto kHury Poccuiickoit
Oenepanuu u (MIM) KpacHbIe KHUTU cyObekTOB Poccuiickoit denepanun, a Takxke
KUBOTHBIX, BBO3UMBIX B Poccuiickyro denepanuio sl y4acTus B CHOPTUBHBIX U
3PETUITHBIX MEPOTIPUSTHSIX;

(ITynkT B penakuuu, BBeJIeHHOH B feiicTBue ¢ 7 stuBaps 2012 rona @egepanbHbIM
3akoHOM OT 6 nexadps 2011 roga Ne 409-D3; B penakiuu, BBeIEHHOH B AeiicTBrE ¢ 13
asrycra 2019 rona ®@enepanbabiM 3akoHOM 0T 2 aBrycta 2019 roma Ne 297-@3. - Cwm.
MPEABITYIIYIO PEIAKIIHIO)

6) UCTIOB30BAHUS HA TEPPUTOPUU MEXKTYHAPOTHOTO METUIIMHCKOTO KIacTepa.
(ITynxt gononHuTenbHO BiItodeH ¢ 30 utons 2015 roga denepanbHbIM 3aKOHOM OT 29
utoHs 2015 roma Ne 160-D3)



2. B ciyuasix, npeayCMOTPEHHBIX 4acThio | HAacTOsIIEeH CTaThy, IOMYyCKAeTCsl BBO3 B
Pocculickyro @enepanuio JIeKapCTBEHHBIX IIPENApaToOB, HE 3aPETUCTPUPOBAHHBIX B
Poccuiickoit @enepanuu.

(Hactb B penakiuu, BBeIeHHOH B nelictBue ¢ 7 ssHBapst 2012 rona denepaibHbIM
3aK0HOM OT 6 nekadps 2011 roga Ne 409-D3. - CM. npeabIIyIyI0 peIaKIliio)

3. JlekapcTBEeHHBIE ITpENapaThl, IpeIHa3HAYEHHbIE ISl TYMAaHUTAPHON MOMOIIN
(comeicTBHSI) MM TTOMOILM IPY YpE3BbIYAMHBIX CUTYaLUsX, BBO3ATCS B Poccuiickyto
®denepanuio B nopsake, ycranopieHHoM [IpaButensctBoMm Poccuiickoi denepanum.
3anpemaercs BBo3 B Poccuiickyto denepannio He3aperucTpupOBaHHbIX JIEKApPCTBEHHBIX
MpernapaToB, MpeIHa3HAYCHHBIX IJIs1 TYMaHUTAPHOM MOMOIIH (COACUCTBUA) MIIK TOMOIIH
IIPU YpE3BbIUYANHBIX CUTYAIUAX.

(YacTp B pemakiuu, BBeJICHHOU B nericTBre ¢ 7 suBaps 2012 romga denepanbHbIM
3aKoHOM OT 6 nexadps 2011 roga Ne 409-D3. - CM. npeabIIyIyI0 peIakifio)

Crates 51. CotpynnudectBo (efepaibHOro opraHa UCIIOJHUTEIbHON BIACTH,
YIOJHOMOYEHHOT'O B 00J1aCTH TAMOYKEHHOTO JIeN1a, U IPYTUX YIOJTHOMOYEHHbIX
(benepanbHBIX OPraHOB HCIIOTHUTEIHHON BIACTH

1. YnonHoMmoueHHbIe eiepaabHble OpraHbl HCIIOJHUTEIbHON BIACTH MIPEIOCTABIISIOT B
pacnopspkeHue (eepaabHOro OpraHa UCIOIHUTEIBHON BIACTH, YIOJTHOMOYCHHOTO B
00J1aCTH TaAMOXKEHHOTO JIeJ1a, TOCYIapCTBEHHBIN PeecTp JIEKapCTBEHHBIX CPEJICTB, a
TaKxe HH(POPMAIUIO O BBIJAHHBIX Pa3pelIeHUAX Ha BBO3 KOHKPETHOM MapTUH
JIEKapCTBEHHBIX CPEACTB B CIIyyasiX, yCTAHOBJIEHHBIX YaCTbiO 3 CcTaThby 47 HACTOSILETO
denepanbHOro 3aK0OHa.

2. @enepanbHbIi Oprad HCIOJIHUTENBHOM BIACTH, YIOJTHOMOYEHHBIH B 001acTH
TaMO>KEHHOT0 Jie1a, UH()OPMUpPYET yKa3aHHbIE B YacTH 1 HacToswei craTbu
YIIOJIHOMOYEHHBIE (e/iepabHble OpraHbl HCIIOJHUTEILHON BIACTH O BBO3E
JIEKapCTBEHHBIX CpelIcTB B Poccuiickyro denepanuio U BEIBO3€ JIEKAPCTBEHHBIX CPEICTB
u3 Poccuiickoii @eneparnuu no Gpopme U B MOpsJIKE, KOTOPbIE YCTAHOBJIEHBI
[IpaBurenscTBOoM Poccuiickoit denepanun.

(Yactp B penakiiuu, BBeIeHHOM B aeiictBue ¢ 7 ssuBapst 2012 roga deaepaibHbIM
3akoHOM OT 6 nexadps 2011 roga Ne 409-®3. - CM. npeaplIyLyo peaakiuo)

I'maBa 10. ®dapmanieBTrUeckas ASSITEIHHOCTD
Crartps 52. OcymiecTBiieHne (papMareBTHIECKON NeITETbHOCTH

1. ®apmaneBTHYECKAs ACSITEIBHOCTD OCYIECTBIIAETCS OpPraHU3aUsIMU ONTOBOM
TOPTOBJIN JIEKAPCTBEHHBIMH CPEICTBAMU, alITEUHBIMH OpraHU3alUsIMU, BETEPUHAPHBIMU
anTeYHBIMH OPTaHU3ALUSIMU, HHAWBUTyAIbHBIMH MIPEANPUHUMATEISIMHU, IMEIOIIUMU
JUIEH3UI0 Ha (apMalleBTUYECKYIO I€ATeIbHOCTh, MEIULIMHCKUMH OpraHU3allUusIMU,
MMEIOIIMMHU JIMIEH3HIO Ha (papMalleBTUYECKYIO AeITeIbHOCTb, 1 UX 000CO0ICHHBIMU
nojpaszeneHusaMu (amOynaropusMu, GeabAIepcKUMH U (heTpAepcKo-aKyepCKUMHU
MIYHKTaMH, LIEHTpaMH (OTJeNIeHUsIMH) 0011el BpaueOHOH (ceMeiHOoi) MpaKTUKH),



PacIioyIOKEHHBIMU B CEIbCKMX HACEIEHHBIX IIYHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€UHbIE
OpraHM3aliK, U BETEPUHAPHBIMU OPraHU3aLMSIMU, UMEIOLIUMHU JIMLEH3UIO Ha
(bapMareBTUYECKYIO JESITEIbHOCTD.

(YacTp B peakuuu, BBeIEHHOHU B jieiicTBre DenepaabHBIM 3aKOHOM OT 25 Hos0ps 2013
rona Ne 317-@3. - Cm. npenpIAyIIyo PeaaKiuo)

2. dusnyeckue JuIa MOTyT OCYIIECTBIIATH (hapMalleBTUUECKYIO eI TEIIbHOCTD TTPH
HAJIMYUU BBICIIETO WK CPEeIHETO (hapMalleBTUYECKOTO 00pa3oBanus U ceprudukara
CIEIUAJIMCTA, BBICIIECTO WM CPEIHETO BETEPUHAPHOTO 00pa30BaHus U cepTH(HUKATa
CIEIMAIINCTA, a TAKXKE BBICIIETO WM CPETHETO MEIUIIMHCKOTO 00pa3oBaHus,
cepruduKaTa CrenraIucTa U JOMOJHUTEIHHOTO MPOodheCCHOHATBLHOTO 00pa30BaHMs B
9aCcTH PO3SHUYHOM TOPTOBIIU JICKAPCTBEHHBIMH IIPEMapaTaMy MPU YCIOBHH UX PAOOTHI B
000CO0JIEHHBIX MOJIpa3eNICHUsIX METUIIMHCKUX OpraHu3auil, yka3aHHbIX B yacTu 1
HacToALIEeH cTaTbu(4acTh B pelakliuy, BBeeHHO! B AeiicTue ¢ 29 utonst 2010 rona
®enepanbHbIM 3ak0HOM OT 27 utoist 2010 roga Ne 192-D3, - cm. npeapiayuryro
peIaKInIo).

Cratbs 52.1. BBoa B rpakiaHckuii 000pOT JIEKapCTBEHHBIX MPENapaToB A
MEIUIIUHCKOTO MPUMEHEHUS

1. Ilepen BBOAOM B IpaxIaHCKHI 000POT KaxA0M CEpUU WIH KaXKIO0W NapTun
IIpou3BeNeHHOr0 B Poccuiickoit denepannn 1eKapcTBEHHOTO Npenapara ajis
MEIUIIMHCKOTO IPUMEHEHHUS], 3a UCKIIOUYEHUEM UMMYHOOUOJIOTHYECKUX JIEKAPCTBEHHBIX
IIPEeNnapaToB, IPOU3BOIUTEID TAKOTO JIEKAPCTBEHHOTO IIpenapara IpeCTaBIIsAeT B
(denepanbHBIA OpraH UCIOJHUTENBHOMN BIACTH, OCYIIECTBISIFOIIMHT (PYHKIINN 1O
KOHTPOJIIO ¥ HAA30pY B chepe 3ApaBOOXpPAHEHUS], JOKYMEHT ITPOU3BOANUTEIS
JIEKapCTBEHHOI'O CPEICTBA, MOATBEPKAAOIINN Ka4eCTBO JICKaPCTBEHHOI O IIpernapara, u
MIOATBEPKICHUE YIIOJIHOMOYEHHOTO JIUIIA IPOU3BOIUTEIS JIEKAPCTBEHHBIX CPENICTB
COOTBETCTBHUS JIEKAPCTBEHHOTO NpernapaTa TpeOOBAHUSAM, YCTAaHOBJICHHBIM IIPU €T0
roCyJapCTBEHHOM pPEruCTpaLiu.

2. Tlepen BBOJOM B TpaxaaHCKUM 000OPOT KaXAOW CEPUH WIIM KaXKI0H TapTHH BBO3ZUMOTO
B Poccuiickyro @enepaiinio JIeKapCcTBEHHOTO ITpenapara Jyisi MEAUIIMHCKOTO
MIPUMEHEHHUS], 32 UCKIIIOYEHHEM UMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MIPENapaTos,
opraHu3alys, OCyIIeCTBIISIIOLIAs BBO3 JIEKAPCTBEHHOTO Ipenapara B Poccuiickyro
®denepanuio, NpeACTaBiseT B (eiepalibHbII OpraH UCIOIHUTENbHOM BJIACTH,
OCYIIECTBISIONIMN (PYHKIIMU IO KOHTPOJIIO U HA/130py B chepe 31paBooOXpaHeHMs,
cepTu(dUKaT NPOU3BOIUTEINS JIEKAPCTBEHHOI'O CPEJICTBA, YAOCTOBEPAIOIINN COOTBETCTBUE
BBO3HMMOT'O JIEKAPCTBEHHOTO Tpernapara TpeOoBaHMsIM (GpapMaKoIeiHOM CTaThH, a B
Ciy4dae OTCYTCTBHUSI (papMaKONEHHOM CcTaThi TPEOOBAHUSIM HOPMATUBHOW JJOKyMEHTAITUH,
U NIOATBEPKICHUE MTPEACTABUTENS OPraHU3aLUH, OCYIECTBISAIOIIEH BBO3
JIEKapCTBEHHOT O Tipemnapara B Poccuiickyto denepaiuio u yrnoJaHOMOYEHHON
WHOCTPAHHBIM IPOU3BOIUTENEM JIEKAPCTBEHHBIX CPEJICTB, COOTBETCTBUS BBO3UMOI'O
JIEKapCTBEHHOI'O IpernapaTa TpeOOBaHUsIM, YCTaHOBJIEHHBIM IIPU €0 rOCyAapCTBEHHOM
pEerucTpalum.



3. Ilopsimok mpeAcTaBICHHS B COOTBETCTBUU € YaCTSIMU 1 U 2 HacCTOsIIEN CTaTbU
JIOKYMEHTOB M CBEJCHUM O JIEKAPCTBEHHBIX MperaparTax, BBOAUMBIX B IPaKIaHCKUI
obopor, ycranaBnuBaetcs [IpaBurensctBoM Poccuiickoit deneparuu.

4. B oTHOLIEHUH NIEPBBIX TPEX CEPUH WIN NIAPTUH JIEKAPCTBEHHOTO IIpenapara, BIIEPBbIE
npousBeneHHoro B Poccuniickoit denepanuu uim Brepsble BBO3UMOTO B Poccuiickyro
®enepanyio, B herepaibHblA OpraH UCIIOJIHUTEIBHON BIACTH, OCYILECTBIISIOLINHA
(GYHKIMU IO KOHTPOJIIO U HA/30pYy B cepe 31paBoOXpaHeHHs, JOMOTHUTEIHHO
IIPECTABIISAETCS IPOTOKOJI UCIIBITAHUN O COOTBETCTBUU CEPUU WM NTAPTHH
JIEKApCTBEHHOTIO IIpernapara il MEJULIHUHCKOrO IPUMEHEHUS II0Ka3aTelsiM KayecTBa,
IIPEyCMOTPEHHBIM HOPMATUBHOM JOKYMEHTalue! (fajee - MPOTOKOJ UCIIBITaHUM),
IIPOBOJIMMBIX aKKPEIUTOBAaHHBIMU B COOTBETCTBUU C 3aKOHOJATENLCTBOM Poccuiickon
®enepanun 00 akKpeAUTaIMK B HALIMOHAJIBHON CUCTEME aKKpeAUTaluu (eaepaabHbIMU
rOCYJapCTBEHHBIMH OIOPKETHBIMH YUPEKIACHUSIMH, I10/IBEIOMCTBEHHBIMH
(beneparbHOMY OpraHy UCIOJHUTEIbHOM BJIACTH, OCYILECTBISAIONIEMY (DYHKLUH 110
BBIPAOOTKE U peaTn3anuy TOCYAapCTBEHHOM MOJUTHKH U HOPMATUBHO-TTPABOBOMY
peryaupoBaHMIo B cepe 34paBOOXpaHeHus, U (perepalbHOMY OpraHy UCIOJIHUTEIbHON
BJIACTH, OCYHIECTBIISIOIIEMY (DYHKIIHH IO KOHTPOJIIO M HAA30py B cdepe
3npaBooxpaneHus. [lopsgok BeIgaun yka3aHHBIMU (eiepabHBIMU TOCY/1apCTBEHHBIMU
OIOJKETHBIMU YUPEXKIESHUSIMH JaHHOTO ITPOTOKOJIA U pa3Mep IUIaThl 3a €ro BblAavy
ycraHasinuBarotcs [IpaBurensctBoM Pocculickoit @enepannu.

5. Exxeronmno He mo3anHee 1 GeBpans mpon3BOAUTEIH JICKAPCTBEHHBIX CPEACTB WU
OpraHu3alyy, OCYIIECTBIISIIOUIME BBO3 JIEKAPCTBEHHBIX NpenaparoB B Poccuiickyto
denepanuio, MPeACTABISAIOT B (he/iepaabHbIA OpraH UCIIOJIHUTEIHPHON BIIACTH,
OCYIIECTBISIONINI (PYHKITMH 10 KOHTPOIIIO U HAA30pY B chepe 3ApaBOOXpaHEHUs,
MIPOTOKOJI UCIIBITAHUH MOCTYUBIIErO B TEUEHUE TOJIa B TPAXKIAHCKHI 000pOT
JIEKapCTBEHHOT'O MpernapaTa KOHKPETHOTO MPOU3BOAUTENS (HA OJTHY CEPHIO KaXkI0TO
TOPTrOBOTO HAUMEHOBAHMSI C YUETOM JIEKAPCTBEHHOM (POPMBI M IOZUPOBKH ), TPOBOIUMBIX
aKKpEJIMTOBAHHBIMHU B COOTBETCTBUHU C 3aKOHOIaTeNbcTBOM Poccuiickoit @enepanuu 06
aAKKpEeIUTAIMH B HAITMOHAJIbHOW CUCTEME aKKPEAUTAIIMHN UCTIBITaTeIbHBIMU
naboparopusiMu (LIEHTPaMH ).

6. [Ipon3BouTENM JIEKAPCTBEHHBIX CPEACTB WIJIM OPraHU3alMU, OCYLIECTBIISIONINE BBO3
JIEKapCTBEHHBIX NpenapaToB B Poccuiickyio denepaliuio, He MEHEE YeM 3a OJIMH o[l J10
IJIAHUPYEMBIX IPUOCTAHOBJICHUS WU MPEKPAILIEHUs IPOU3BOJICTBA JIEKAPCTBEHHBIX
MpenapaToB WK WX BBO3a B Poccuiickyto Deaepanuio yBeIOMISIOT 00 TOM
(denepanbHBIA OpraH UCMIOTHUTENBHON BIACTH, OCYIIECTBISIFONINKA (PYHKIIUU TIO
KOHTPOJIIO M HaJ30py B cepe 3apaBooXpaHeHUs U (peepanbHblil opraHn
HCIIOJTHUTENIBHOMN BJIACTH, OCYIIECTBISIFOIINKA (PYHKIIUU TIO TUIICH3UPOBAHUIO
MIPOM3BOICTBA JICKAPCTBEHHBIX CPEJICTB.

(Yactp nmomonHHUTENHHO BKIIIOUeHA DenepanbHbIM 3aKk0HOM 0T 28 HosiOps 2018 roma Ne
449-D3)

7. BBoA B rpaskIaHCKUI 000POT KaXJI0M CEpUU MM KaXKIO0H MapTUU
MMMYHOOHMOJIOTHYECKOT0 JIEKAPCTBEHHOTO Mperapara, Iponu3BeeHHoro B Poccuiickoi



®denepanun iy BBo3uMoro B Poccuiickyro deneparuio, OCymecTBIsSICTCS Ha OCHOBAaHUU
pa3peleHus, BRIIaHHOTO (peiepaabHBIM OpraHOM HCIIOJHUTEIBHON BIIACTH,
OCYIIECTBIISIOMUM (PYHKITUU IO KOHTPOJTIO M HAA30py B chepe 3paBOOXpaHEHU S, Ha
OCHOBAHUU BBIJJAHHOTO (pe/iepaTbHBIMU TOCYAaPCTBEHHBIMU OFOKETHBIMH
YUPEKIECHUSIMH, YKa3aHHBIMH B YaCTH 4 HACTOSIIIICH CTaThH, 3aKIIOUEHUS O
COOTBETCTBUU CEPUH WIIA MAPTUU UMMYHOOHUOJIOTHYECKOTO JIEKaPCTBEHHOIO IIpenapara
TpeOOBaHUSAM, YCTAHOBIICHHBIM IIPH €T0 TOCYAapCTBEHHOM peructpanud. [lopsimok
BBIJIa4M Pa3pelICHUsI Ha BBOJI B IPAXKJAHCKHUI 000POT CEpUM WM TAPTHU
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO MperapaTa, a Tak)Ke IMOPsA0K BbIIaun
YKa3aHHOTO 3aKJIFOUEHHS U pa3Mep IJIAThI 3a €r0 BbIIaUy YCTaHABIUBAIOTCSA
[IpaBuTenscTBOM Poccuiickoit denepanni.

8. 3a HenpeaCTaBIEHUE UM HECBOEBPEMEHHOE MPEICTABICHUE JOKYMEHTOB U CBEACHUIA,
MPEeAYCMOTPEHHBIX YacTsmu 1, 2, 4, 5 u 6 HACTOSIIIEH CTaTbU, IPOU3BOIUTEIIN
JIEKAPCTBEHHBIX CPEJICTB U OPraHU3alu, OCYLIECTBIISIOLIME BBO3 JIEKAPCTBEHHBIX
npenaparoB B Poccuiickyro deaepanuto, HECYT OTBETCTBEHHOCTh B COOTBETCTBHU C
3akoHoJaTeNbecTBOM Poccuiickoit deneparum.

9. IlpencraBieHue JOKYMEHTOB U CBEJIEHUH, IPEAYCMOTPEHHBIX YacTsimu 1, 2 u 4
HACTOSAIIEH CTaThU, U MOITYYSHHE MTPETYCMOTPEHHOTO YacThi0 7 HACTOAMICH cTaThu
paspenieHus: Ha BBOJ UMMYHOOHOJIOTUYECKOT0 JIEKAPCTBEHHOTO MpernapaTa B
Ipa)xAaHCKHI 000pOT HEe TPEOYIOTCS B OTHOIICHUHU JIEKAPCTBEHHBIX MPENapaToB,
MpeAHa3HauYeHHBIX JJIsl IPOBECHUS KIIMHUYECKUX UCCIEIOBaHUH JIEKAPCTBEHHBIX
MIpernapaToB, MPOBEICHUS IKCIEPTU3BI JICKAPCTBEHHBIX CPEJCTB JAJISl OCYIIECTBICHHS
roCyJapCTBEHHOM PEruCTpaIiy JICKAPCTBEHHBIX MPENapaToB, a TAK)Ke B OTHOIICHUH
HE3apeTruCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, MPeAHA3HAYEHHBIX JUIsl OKa3aHUs
MEJUIIMHCKOW TTOMOIIIH 10 KU3HEHHBIM MMOKAa3aHUsIM KOHKPETHOTO MAIIMeHTa UITN
IpyIIIbl TAIMEHTOB, BBO3UMBIX B Poccuiickyro denepanuto B COOTBETCTBUH C YaCTAMU 3
u 3.1 crateu 47 Hactosiiero deepaabHOTO 3aKOHA.

(Hactpb B pemakiuu, BBeieHHOM B neiicTBue ¢ 1 mapta 2020 roga @enepalibHbIM 3aKOHOM
ot 27 nexabps 2019 roga Ne 475-@3. - CM. peAbIIyIIyIO PEIAKIIHIO)

10. Ilpu BbIsIBIEHUH B Ipa)kJaaHCKOM 000pOTE CEPUU WU NapTUU JIEKApPCTBEHHOTO
npenapara, TOKyMEHTbI U CBEICHUS O KOTOPBIX, IPEyCMOTPEHHbIE YacTsamu 1, 2 u 4
HACTOSIEN cTaThy, HE MPeACTaBIeHbI B (heJiepaabHblil OpraH UCIIOJIHUTEIbHON BIACTH,
OCYIIECTBISIONIMN (PYHKIIMU IO KOHTPOJIIO U HA/A30py B chepe 31paBooXpaHeHus, 1100
CepUH WM NapTUU UMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOI'O IIpenapara, He MUMEIOIINX
paspelieHrs Ha BBOJ B IPaXJaHCKHI 000pOT, MPeayCMOTPEHHOTO YaCThi0 7 HACTOSIIEH
CTaThb, (heepaabHbIA OpraH UCIIOJHUTEIBHON BIACTH, OCYIIECTBISIONINN PYHKIIMU 1O
KOHTPOJIIO ¥ HAA30pY B cepe 3ApaBOOXpaHEHUs, B TOPAIKE, YCTAHOBICHHOM
[IpaBurenscTBOM Poccuiickoit deneparuy, NpUHAMAET PELIEHUE O IPEKPALICHUN
Ipa)IaHCKOT0 000pOTa TAKMX CEPUU WJIH MAPTHH O MPEACTABICHUS YKa3aHHBIX
JIOKYMEHTOB U CBEJIEHUH JINOO MOIyYEeHUS YKA3aHHOTO pa3pelIeHHUs.

(CraThs monomHUTENHHO BKIIOUYEHA ¢ 29 HOos0ps 2019 rona denepanbHbIM 3aKOHOM OT
28 Hos10ps 2018 roma Ne 449-D3)



Cratpa 53. [Iponaxa, nepenaya JeKapCTBEHHBIX CPEJCTB OpraHU3aldsIMU ONITOBOM
TOPTOBJIU JICKAPCTBEHHBIMU CPEJICTBAMU

1. Opranu3zanuu OnToBOM TOProOBIIX JEKAPCTBEHHBIMU CPEACTBAMU MOTYT OCYILIECTBIISTh
MPOJIaXy JICKAPCTBEHHBIX CPEJICTB MIIM NEepeaBaTh UX B YCTAHOBICHHOM
3akoHoJaTeNbeTBOM Poccuniickoit denepannu nopsiake:

(AG3ar B penakiuu, BBeIeHHOU B nielicTBre ¢ 1 saBaps 2018 romga denepaibHbIM
3akoHOM OT 29 utonst 2017 rona Ne 278-®3. - CM. npeaplIyyo peIaKInio)

1) apyrum opraHu3anusM ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEICTBAMU;

2) IpOU3BOIUTEIISIM JIEKAPCTBEHHBIX CPEJCTB LIS 1IeJIeH TIPOU3BOJICTBA JICKAPCTBEHHBIX
CPEICTB;

3) AIlITCUHBIM OpPraHu3alusaM U BETCPUHAPHBIM alITCYHBIM OPraHU3alHuiaM,
4) HAaYyYHO-HUCCJICAOBATCIIbCKUM OpTraHU3alusaAM IJId Hay‘lHO-I/ICCJ]e,HOBaTCJIBCKOﬁ pa6OTH;

5) WHAUBUAYAJIbHBIM MPECANTPUHUMATEIIAM, UMCIOIIIUM JIMICH3WIO Ha Q)apMaHeBTI/I‘leCKYIO
ACATCIIbHOCTD WJIN JIMICH3HUIO HA MCIUINHCKYIO ACATCIIbHOCTD,

6) MEIUIIMHCKUM OPTaHU3AIMSAM, B TOM YKCIIE CO3aHHBIM U 3apPETUCTPUPOBAHHBIM B
COOTBETCTBHUH C 3aKOHOJATEIILCTBOM MHOCTPAHHOI'O TOCYAApCTBa - wieHa OpraHu3aiun
SKOHOMHUYECKOTO COTPYIHUYECTBA U PA3BUTUSI MHOCTPAHHBIM FOPUINYECKUM JIUIIAM,
WHJIMBUIYATHHBIM MPEITPUHUMATENSM, SIBISIOMUMCS YIYaCTHUKAMH MPOEKTA B
cootBeTcTBUU ¢ DenepanbHbIM 3aKOHOM "O MEXIYHAPOIHOM MEIUIIMHCKOM KIIacTepe U
BHECCHHH U3MEHEHHI B OTJEIbHBIC 3aKOHOAAaTeNbHbBIE aKkThl Poccuiickoi denepanun", u
BETEPUHAPHBIM OpPraHU3aLUSIM;

(ITynkT B pemakiuu, BBeIeHHOH B fieiicTBre ¢ 6 aBrycra 2019 roga denepanbHbiM
3akoHOM OT 26 utonst 2019 rona Ne 240-D3. - CM. peabIIyIIyo PeIaKIINIO)

7) opraHu3anysaM U UHIUBUAYATHHBIM IPEITPUHUMATENSIM, OCYIIECTBIISIOMINM
pa3Be/ieHUE, BbIPALLIMBAHUE U COAECPKAHHUE KUBOTHBIX (32 UCKIIOUEHUEM MPOJIAXKH UM
(bapMareBTHUECKIX CYOCTaHIIUI UM UX MIEepeaayn).

(ITynkT B pemakiuu, BBeiIeHHOHU B fericTBre ¢ 13 aBrycrta 2019 rona @enepaibHbIM
3akoHOM OT 2 aBrycta 2019 roma Ne 297-®3. - CM. npeabIAyLIy0 PEAAKIHUIO)

2. OpraHu3anuu ONTOBOM TOPTOBIH JEKAPCTBEHHBIMU CPEACTBAMH 00sI3aHBI XPaHUTh
3aKyIUICHHYIO (hapMarieBTUYECKYI0 CYOCTaHITUIO CITUPTA ATHJIOBOTO (3TaHOA),
OCYLIECTBJISITh €€ peallu3alyio WK Nepeady B YCTAHOBIEHHOM 3aKOHOIaTE€IbCTBOM
Poccuiickoit ®deneparuy nopsike OpraHu3alusaM, yKa3aHHbIM B IIyHKTax 1-7 gactu |
HACTOSIIEH cTaThu, B Tape 00beMoM He Oonee 1 muTpa.

(YacTp nomomHuTeNbHO BKIIOUeHA ¢ 1 ssHBapst 2018 roga denepanbHBIM 3aKOHOM OT 29
utonst 2017 rona Ne 278-D3)

Cratbs 54. IIpaBuia onToBOW TOPrOBIIH JIEKAPCTBEHHBIMU CPEICTBAMU



OrnrToBast TOProBJIs JICKAPCTBEHHBIMHU CPEJICTBAMH OCYIICCTBIISIETCS TIPOU3BOAUTEIISIMHU
JIEKAPCTBEHHBIX CPEJICTB U OPraHU3aIMsIMUA ONTOBOM TOPTOBIIH JIEKAPCTBEHHBIMU
CpelICcTBaMH 110 MpaBWIaM HaJIeKaIeH JTUCTPHUOBIOTOPCKON MPAKTHKU W IIPaBUIaM
HaJIeKallel MPaKTUKU XPAaHEHHUS U MEPEBO3KH JICKaPCTBEHHBIX MTPENapaToB,
YTBEPKJACHHBIM COOTBETCTBYIOIIMMH YIIOJITHOMOYCHHBIMH (PeiepaaIbHBIMU OpraHAMH
HCIIOJIHUTEILHOMN BIACTH.

(Cratbs B penakmuuu, BBeZeHHOM B aeiicTBue ¢ 1 urons 2015 roga denepanbHbIM
3akoHOM 0T 22 nekabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKITUIO)

Cratbs 55. Ilopsa0Kk pO3HUYHOM TOProBIIM JEKApCTBEHHBIMU IIpeniapaTaMu

1. Po3Hu4Has TOProBiIs JIEKApCTBEHHBIMHU TpeNapaTaMu B KOJIMYECTBaX, HEOOXOIUMBIX
JUTSL BRITIOJTHEHUS BpaueOHBIX ((enbAmIepCcKiX) Ha3HAYCHU N WIH Ha3HAYCHHH
CHEIHAIMCTOB B 00JIACTH BETEPUHAPUHU, OCYIIECTBIISICTCS allTeYHBIMUA OpraHU3aUsIMH,
BETEPUHAPHBIMH alITCYHBIMH OPTaHU3ANUSIMHA, UHIUBHTY ATbHBIMH
MpeaNpUHUMATESIMU, UIMEIOIIMMU JIMIICH3HIO Ha (DapMaIleBTHYECKYIO JesITeIbHOCTD,
MEIUIIUHCKUMU OPTaHU3ALMSIMHU, UMEIOIIMMHU JTUIEH3UIO Ha (hapMalleBTUYECKYIO
NeSITeNIbHOCTD, U UX 000COOIEHHBIMU MOpa3ieeHUsIME (aMOyIaTOPHUsIMH,
denpamepckuMu 1 (HepAmepCKo-aKyIIepCKUMU MTyHKTaMH, IIEHTPaMH (OTICIICHUSIMH )
oOmieli BpaueOHOM (CeMEHHOM ) MPAaKTHUKH), PACTIOIO0KEHHBIMU B CEIIbCKUX HACEIEHHBIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTE€YHbIC OPraHU3aIlui, 1 BETEPUHAPHBIMU
OpraHu3alisIMH, UMEIOIMMU JIMLEH3UIO Ha (hapMalleBTHUECKYIO AeSITebHOCTD.
Pazpemiena po3HuyHas TOProBiIsi TOJBKO JIEKAPCTBEHHBIMU TIpenapaTamH,
3aperucTpupoBaHHBIMU B Poccuiickoit denepaliuy WiId U3roTOBJICHHBIMU allTEYHBIMH
OpraHu3alysIMU, BETEpUHAPHBIMU AlITE€YHBIMU OPraHU3ALUSIMH, HHIUBUIYaTbHBIMU
MpeanpUHUMATENISIMHU, IMEIOIIMMU JIMIIEH3UI0 Ha (papMaIieBTHUECKYIO NesTENbHOCTb.
Po3au4dHast TOPTroBiIs JeKapCTBEHHBIMU MIpenapaTaMy OCYIIECTBISIETCS 110 MpaBUIaM
HaJIexallel anTeuyHol NPakTUKU, YyTBEPKACHHBIM YIIOTHOMOYEHHBIM (efiepaTbHbIM
OpraHOM HCTIOJHUTEIHLHOM BIACTH.

(Yactp B pemakiim, BBeIeHHOM B neiicTBue denepanbHbIM 3aK0OHOM OT 25 Hos0pst 2013
rona Ne 317-®3; B penakuiuu, BBeieHHOU B niefictBre ¢ 1 utomns 2015 roga denepaibHbIM
3akoHOM 0T 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKIUIO)

1.1. Po3HnuHas TOProsiist IEKApCTBEHHBIMU IIPENapaTaMu I MEAUIIMHCKOTO
MIPUMEHEHHUS (32 UCKITIOYEHHUEM JIEKapCTBEHHBIX MIPENapaToB, OTIYCKAEMBbIX IO PELENTY
HAa JIEKapCTBEHHBIN ITpenapaT, HAPKOTHUECKUX JIEKAPCTBEHHBIX IPENapaToB U
MICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB, a TAKKE CHUPTOCOAEPKAIINX
JIEKapCTBEHHBIX MPENapaToB ¢ 00bEMHOMN J0JIel 3TUIOBOTO CIUPTA CBHIIIE 25
MIPOLIEHTOB) MOXKET OCYIIECTBISATHCS aTEUHBIMH OpPraHU3alUsIMU JUCTAaHIMOHHBIM
cnoco6oM. PO3HUYHYIO TOProBITIO JIEKAPCTBEHHBIMHU NpenapaTaMy JJIsi METULIMHCKOTO
MIPUMEHEHUSI TUCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYLIECTBIIATH alITEUHbIE OPraHU3allnu,
UMEIOIIME JIMIEH3HUIO Ha (hapMalleBTUYECKYIO JAEITEeIbHOCTh U COOTBETCTBYIOLIEE
paszpenieHue ¢eaepanbHOro opraHa UCIOJHUTENBHOMN BIACTH, OCYIIECTBIISIONIETO
(GYHKIMU IO KOHTPOJIIO U HA/30py B chepe 31paBooxpaneHus. [lopsamaok Beijaun
pa3peleHus: Ha OCYIIECTBICHHE PO3HUYHOM TOProBIIM JI€KapCTBEHHBIMU NpenapaTaMu
JMCTAHIIMOHHBIM CIIOCOO0M, TPEOOBAaHUS K allTE€YHBIM OpraHU3alUsiM, KOTOPbIE MOTYT



OCYIIECTBIISITh TAKYIO TOPTOBIIIO, U MOPAJIOK €€ OCYLIECTBIICHUS, a TAKXKE MTpaBUIIa
JIOCTABKU JIEKAPCTBEHHBIX MPEMapaToB IrpakJjaHaM ycTaHaBiauBatoTcs [IpaButenscTBOM
Poccutiickoit deneparuu. Muadopmarus 06 omadeHHBIX (OTIYIICHHBIX) U IMTOTYYEHHBIX
JIEKApCTBEHHBIX IpernapaTax BHOCUTCS B CHCTEMY MOHUTOPUHTA JIBHKCHUS
JIEKapCTBEHHBIX MPENapaToB JJIsl MEIULIUHCKOIO IPUMEHEHUs B IOPSJIKE,
IIPEyCMOTPEHHOM 4acThI0 7 cTaThbu 67 HacTosuiero denepanbHOro 3aKOHa.

(YacTp gomoaHUTENBHO BKIOUeHA DenepanbHbIM 3akoHOM OT 3 ampenst 2020 roga Ne
105-@3)

2. Bujbl aniTeyHbIX OpraHu3anuii U MpaBuiia OTIyCKa JIGKAPCTBEHHBIX MPENapaToB s
MEIUIIMHCKOTO MPUMEHEHHSI allTEeYHBIMU OPTaHU3ALUSIMH, UHAUBUIYIbHBIMU
MpeNPUHIMATEIISIMU, IMEIOIIMMU JIMIICH3HUIO Ha (DapMaIieBTUYECKYIO JeSTeIbHOCTD, a
TaK)Ke MPaBHJia OTITYCKA JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO TPUMEHEHUS
MEIUIIMHCKUMU OPTaHU3AIHUSIMHA, UMEIOITUMHE JIUICH3UI0 Ha ()apMaIleBTHYECKYIO
NeSITeNIbHOCTD, U UX 000COOICHHBIMU MOpa3ieeHUsIME (aMOyIaTOPHUIMH,
denpamepckuMu 1 (HepAmepCKo-aKyIIepCKUMU MTyHKTaMU, IIEHTPaMHu (OTICIICHUSIMH )
oO1meli BpaueOHOM (CeMeHHOM ) MPAaKTHUKHN ), PACTIONIO0KEHHBIMHU B CEILCKUX HACEICHHBIX
MTyHKTaX, B KOTOPBIX OTCYTCTBYIOT alITCYHBIC OPTraHU3alluH, YTBEPIKIAIOTCS
YIOJHOMOYCHHBIM (heIepaATbHBIM OPTaHOM HCIIOTHATEILHOW BIIACTH.

(YacTp B penakiuu, BBeJIeHHOU B nericTBre denepanbHbIM 3aKOHOM OT 25 HOs0ps 2013
roja Ne 317-®3. - Cm. npenbIAyLIy0 PeIaKIuio)

3. [IpaBuiia oTIyCKa HAPKOTUYECKUX CPENICTB U IICUXOTPOIHBIX BEILLIECTB,
3apEerUCTPUPOBAHHBIX B KAUECTBE JICKAPCTBEHHBIX MIPENApaToB, JIEKAPCTBEHHBIX
IIpenapaToB, COAEPIKALIUX HAPKOTUUECKUE CPEJICTBA U IICUXOTPOITHbIE BELIECTBA,
YTBEP)KJAIOTCSl YIIOJTHOMOYEHHBIM (heiepaibHbIM OPraHOM UCIIOJIHUTENBHOM BIACTH O
COTJIACOBAHUIO C (eiepabHBIM OPIaHOM HCIIOTHUTEIbHON BIACTH, YIIOJTHOMOUYEHHBIM B
cdepe BHYTPEHHUX /€.

(Hactb B penakium, BBeiIeHHOM B ieficTBue ¢ 4 utonst 2016 rona denepaibHbIM 3aKOHOM
ot 3 utonig 2016 roga Ne 305-@3. - CM. ipeAbIIyIIYIO0 PEJAKIINIO)

4. JlexapCTBEHHBIE NpenapaTsl sl BETEPUHAPHOTIO IPUMEHEHUS IIOJIIEKAT OTITYCKY
BETEPUHAPHBIMU alITEYHBIMH OPraHU3aLUsIMHU, BETEPUHAPHBIMU OPraHU3aLUSIMH,
VMHIVBUAYAIbHBIMU IPEAIPUHUMATENSMH, UMEIOIIMMHU JIMLEH3UIO Ha
(apmaleBTUUECKYIO AESITeNbHOCTh. OTIYCK JIEKAPCTBEHHBIX NPENapaToB AJs
BETEPUHAPHOT'O NIPUMEHEHMSI OCYILECTBIISIETCSA B COOTBETCTBUU C IIPAaBUIIAMU
HaJuIeXkallel anTeuHol MPakTUKU JIEKapCTBEHHBIX MIPENapaToB JUlsl BETEPUHAPHOTO
MIPUMEHEHHMS], YTBEP>KACHHBIMU YIIOJIHOMOYEHHBIM (e/lepaIbHbIM OpraHOM
VCIIOJTHUTEIBHON BIIACTH.

(Hacts B penakium, BBeieHHOH B elictBue ¢ 13 aBrycra 2019 roga ®enepanbHpiM
3akoHOM OT 2 aBrycta 2019 roga Ne 297-@3. - CM. npeaplayIIyto peaaKkiuio)

5. IlepedeHb METUIIMHCKUX OpraHU3alyii, UMEIOIINX JTUIEH3HIO Ha (hapMaIleBTUYECKYIO
JeSITeNIbHOCTD, U UX 000COOJIEHHBIX Mo/ipa3aeneHnii (aMOynaTopui, Gpenbamepckux u
(enpamepeKo-aKyepcKuX MyHKTOB, IIEHTPOB (OTAesIeHui) o01ielt BpaueOHOM
(ceMeliHOI) MPaKTUKHU ), PACIIOJIOKEHHBIX B CEJIbCKMX HACEJIEHHBIX MYHKTAX, B KOTOPBIX



OTCYTCTBYIOT allTEUHbIC OPTaHU3alINH, & TAK)KE TIEPEUCHb JIEKAPCTBEHHBIX IIPETapaToB,
MPOJIa’ka KOTOPBIX MOXKET OCYIECTBIATHCA YKa3aHHBIMU OpraHU3alUsIMU U X
000Cc00JIEHHBIMU TTO/Ipa3/ICIICHUSMH, YCTAaHABIUBAIOTCS OpraHaMHy UCIIOJTHUTEIIbHON
BJacTu cyobekToB Poccuiickoit denepanuu.

(YacTp B penakiuu, BBeIeHHOMU B nericTBre denepanbHbIM 3aKOHOM OT 25 HOs0ps 2013
rona Ne 317-®3; B pegakuuu, BBeIcHHOM B JielicTBre DeepaibHbIM 3aKOHOM OT 3
ampeist 2020 roga Ne 105-D3. - Cm. npeapIIyyo peaakiif)

6. AniTeuHble OpraHu3aliy, UHIMBUYalbHbIE MTPEIPUHUMATEHN, UMEIOLIUE JTUIEH3UIO
Ha (apMaleBTUYECKYIO JACITEILHOCTh, 00s3aHBI 00ECTICUNBATh YTBEPKICHHBIN
[IpaButenscTBOM Poccuiickoit deneparuu 1 GOpMHUPYEMBIN B YCTAHOBIEHHOM UM
MOPSIKE MUHUMAIBHBIN aCCOPTUMEHT JICKAPCTBEHHBIX MIPEMapaToB, HEOOXOAMMBIX IS
OKa3aHUs MEAUIIMHCKOW TOMOIIIH.

(Hactb B pemakiuu, BBeieHHOM B eiicTBue denepanbHbIM 3aKOHOM OT 25 HOoA0pst 2013
roga Ne 317-@3. - CM. npeaplaylyo peaaKiuio)

7. AniTeuHble OpraHu3alii, UHIUBUIyIbHBIC IPEATPUHUMATEIIN, UMEIOIINE JTUIIEH3UIO
Ha $apMaleBTUYECKYIO IeATEIbHOCTh, HAPAIY C JIEKapCTBEHHBIMHU MpErapaTaMi HMEIOT
MIPaBoO MPUOOPETATh U MPOIaBaTh, B TOM YHCIIE TUCTAHITMOHHBIM CIIOCOOOM,
MEIUIIMHCKUE U3AETUs, Ie3UHPUIMPYIOIINE CPENICTBA, MPEAMETHI  CPEICTBA JTUUYHOMN
TUTHEHBI, TOCYy JJII METUIIMHCKHUX 1LIeJIeH, IPEIMETHI U CPEICTBA, IIPeIHA3HAYECHHBIE
JUIS yX0/a 3a 0OJIbHBIMH, HOBOPOKJICHHBIMU U JIETbMH, HE IOCTUTIIMMHU BO3pACTa TPeX
JIET, OYKOBYIO OIITHUKY U CPEJICTBA YX0/1a 3a HEl, MUHEPAJIbHBIE BOBI, TPOTYKThI
JIe4eOHOI0, TETCKOTO M TUETHUECKOTO MUTAHM, OMOJIOIHYECKN aKTUBHBIE T0OAaBKH,
napproMepHbIe 1 KOCMETHICCKUE CPEICTBA, MEAUIIMHCKUE H CAHUTAPHO-
MIPOCBETUTENbHBIC NT€YaTHbIE U3aHUs, IPEeIHa3HAYCHHbIE ISl PONaralibl 3J10pOBOrO
o0Opa3za KU3HHU.

(Yactp B penakiuu, BBeieHHO B neiicTBue ¢ 29 utons 2010 roga deaepanbHbIM
3akoHOM OT 27 utonisg 2010 roga Ne 192-D3; B penakiuu, BBEICHHON B JEHCTBUE
denepanbHbIM 3aKOHOM OT 25 HOs10pst 2013 roma Ne 317-D3; B penakiinu, BBeIEHHOH B
neiicreue denepanbHbIM 3akoHOM OT 3 ampens 2020 roga Ne 105-03. - Cwm.
MPEIbIAYIIYIO PEIAKIIHIO)

8. JleATenpbHOCTh anTeuHbIX opranusanuii Boopyxennsix Cui Poccuiickoii @enepanuu,
JIPYTUX BOMCK, BOMHCKUX (POPMUPOBAHUIN U OPraHOB, B KOTOPHIX 3aKOHOAATEIHCTBOM
Poccuiickoit @enepaniuu npeaycMOTpEeHO IPOXOXKICHUE BOCHHOM CiTyKObl MK
(dhenepaibHON TOCYJAPCTBEHHOM CITYKObI, CBSI3aHHOM C MPAaBOOXPAHUTEIHLHOMN
JEeATEIbHOCTBIO, PETJIAMEHTUPYETCS HACTOAIUM DeepanbHbIM 3aKOHOM U
YTBEPKICHHBIMU COOTBETCTBYIOIMMU (heiepaibHbIMU OPraHaMU UCIIOTHUTEIbHOM
BJIACTH MOJ0KEHUAMHU. KOHTpOIIb 32 cOOI0OA€HNEM YKa3aHHBIMU allTe€YHbIMU
OpraHu3alMAMU NOJIOKEHUHN HacTosmero denepanbHOro 3aKOHa OCYIECTBIISAECTCS
COOTBETCTBYIOLUMH (heJiepalibHbIMUA OpTaHaMH UCTIOJIHUTEIBHOM BIAcTH.

(YacTs B pemakiuu, BBeIeHHOU B fielicTBre ¢ 1 ssuBapst 2016 roma denepaibHbIM
3akoHOM 0T 13 mronst 2015 roga Ne 262-®3. - CM. mpebIAYIIYIO PEAAKIIHIO)



9. B ycroBusix upe3BbluaiiHOM cuTyanuu U (Uin) NPy BOSHUKHOBEHUH YTIPO3BI
pacrpocTpaHeHHs 3a00JIeBaHuUs, PEACTABIAIONIETO ONACHOCTD ISl OKPY KaIOIINX,
[IpaButenscTBO Poccutickoii denepamnuu mpu HEOOXOAMMOCTH BIIPABE YCTAHOBUTH
BPEMEHHBIN MOPSIIOK PO3HUYHOM TOPTOBJIM JIEKAPCTBEHHBIMU MIpenapaTamu Jjist
MEIUIIMHCKOTO MPUMEHEHHUS (32 UCKITIOYCHHEM HAPKOTUYECKUX JIEKAPCTBEHHBIX
MpenapaToB U MCUXOTPOIHBIX JIEKAPCTBEHHBIX MPENAPATOB, a TAKKE CIUPTOCOACPHKAIINX
JIEKapCTBEHHBIX MPENapaToB ¢ 00bEMHOM 10JIeH 3TUIIOBOTO CIIUPTA CBbIIIE 25
MPOLIEHTOB) TUCTAHIIMOHHBIM CIIOCOOOM, MOPSIIOK BBIJAYH Pa3pelICHUs HA
OCYIIECTBIICHUE TOPTOBIIH, IPEyCMOTPEHHON HACTOSIIECH YacThio, TpeOOBaHUS K
anTEeYHBIM OPTraHU3aHUsIM, KOTOPbIE MOTYT OCYIIECTBIISATh TAKYI0 TOPTOBIIIO, & TAKXKE
BpEMEHHbIE MPaBUJIa TOCTABKHU JIEKAPCTBEHHBIX MIPENapaToB IPpaxaaHaM.

(YacTp gononaHuTenbHO BKIOUeHA DeiepanbHbIM 3akoHOM OT 3 ampenst 2020 roga Ne
105-03)

[Tonoxxenue yactu 9 Hacrosiei cratbu npuMenseTcs 10 31 nexadps 2020 roga
BKJIFOYUTENBHO - CM. MYHKT 2 ctatbu 3 denepanbHoro 3akona ot 3 anpens 2020 roma Ne
105-d3.

Cratps 56. M3roToBieHne U OTIYCK JIEKAPCTBEHHBIX IPENapaToB

1. M3rotoBneHue 1eKapCTBEHHBIX PENapaToB alT€YHbIMUA OpraHU3alUsIMU,
BETEPUHAPHBIMU AlITCYHBIMU OPraHU3aLUAMU, UHANBULY AIbHBIMU
NpeINpPUHIMATEISIMA, IMEIOLIHMH JIMIIEH3UI0 Ha (hapMaleBTHYECKYIO e TeIbHOCTS,
OCYILECTBIISICTCS [0 PeLeTaM Ha JIEKapCTBEHHbIE Ipenaparsl, 10 TpeOOBaHUAM
MEIUIUHCKUX OPTaHU3alUi, BETEPUHAPHBIX OPraHU3alui B COOTBETCTBUH C IIPaBUIIaMHU
M3TOTOBJICHHS U OTIIYCKA JIEKAPCTBEHHBIX IPENAPATOB, YTBEPKACHHBIMU
YIOJHOMOYEHHBIM (eiepalbHbIM OPTaHOM HCIIOTHUTEIbHON BIIACTH.

2. IIpu U3roTOBIIEHNH JIEKAPCTBEHHBIX MPENApPATOB allTEUHBIMU OpraHU3alusIMH,
BETEPUHAPHBIMH alITEYHBIMU OPTraHU3aLUsAMHU, UHINBUYy AJIbHBIMA
NpeINpUHUMATENISIMU, UIMEIOIIMMHU JIMLEH3UI0 Ha (hapMalleBTHUECKYIO JesITeIbHOCTD,
UCIOJIb3YI0TCA (hapMalleBTHUECKHE CyOCTaHIIMU, BKIIOUEHHbBIE COOTBETCTBEHHO B
rOCYJapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB JI MEAULIMHCKOTO IIPUMEHEHUS U
rOCyJapCTBEHHBIN pPEeCTp JICKAPCTBEHHBIX CPENICTB /Il BETEPUHAPHOIO IPUMEHEHUS B
YCTaHOBJICHHOM Iopsifike. He mormyckaercs U3roroBieHue anTe4YHbIMU OpraHUu3alusIMH,
BETEPUHAPHBIMH alITEYHBIMU OPTraHU3aLUsAMHU, UHINBUYy AJIbHBIMA
IpeINpUHUMATEISIMU, UIMEIOIIMMH JIMLEH3UI0 Ha (hapMalleBTHUECKYIO JesITeIbHOCTD,
JIEKApCTBEHHBIX NPENAapaToB, 3aperucTpupoBaHHbIX B Poccniickoit denepanun.

3. MapkupoBKa JEKapCTBEHHBIX TPENAPATOB, U3TOTOBJICHHBIX alITEYHBIMHU
OpraHu3alMsIMU, BETEPUHAPHBIMU alITEYHBIMU OPraHU3aLUsIMU, UHIUBULYAIbHBIMU
MpeANPUHUMATEIISIMI, IMEIOIITUMU JIUIICH3UIO Ha (PapMarieBTUIECKYIO AeATEIbHOCTD, U
odopMmIIeHHEe TaKUX MPENapaToB JOKHBI COOTBETCTBOBATH MPABUIIaM, YKA3aHHBIM B
yacTH 1 HacTosImeh cTaTbu.



4. AnTeuHsle OpraHu3alyy, BETEpUHAPHbIC alITeUHbIE OPraHU3al1K, UHIUBUAYaJIbHbIE
npeaApuHUMaTeIii, UMCIOIUC JIMIICH3UTIO Ha q)apMaI_IeBTI/I‘ICCKYIO ACATCIIbBHOCTD, HCCYT
OTBETCTBEHHOCTb 32 HECOOJIIOICHNE IPAaBUII U3TOTOBJICHUS U OTIYCKa JIEKAPCTBEHHBIX

IIpenapaToB B COOTBETCTBUHU C 3aKOHOAATeNIbCTBOM Poccuniickoit denepanuu.

Cratps 57. 3anpenienne npogaxu GpaibCuUIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB,
HEeI0OOPOKaYeCTBEHHBIX JICKAPCTBEHHBIX CPENICTB, KOHTPA(AKTHBIX JICKAPCTBEHHBIX
CpEICTB

[Iponaxa danbcubuupOBaHHBIX JIEKAPCTBEHHBIX CPEICTB, HEJOOPOKAUECTBEHHBIX
JIEKapCTBEHHBIX CPEACTB, KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3AIPEIIACTCS.

Crarbs 58. XpaHeHue JIeKapCTBEHHBIX CPEJICTB

1. XpaHneHue 1eKapCTBEHHBIX CPEJICTB OCYIIECTBIISICTCS MPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX CPEJICTB, OPraHU3aIusIMUA ONTOBOM TOPTOBJIHU JICKAPCTBEHHBIMHU
CpelICTBaMH, allTeYHBIMU OPTaHU3aIUSIMU, BETEPUHAPHBIMU AlITEUYHBIMU OpraHU3AIMSIMH,
WHIUBUAYATbHBIMU TPEAIPUHAMATENSIMH, UMEIOIINMHU JTUIEH3UIO Ha
(hapMaIreBTHYECKYIO ACITSILHOCTD WM JTUICH3UIO HA MEIUIIUHCKYIO JCSITeILHOCTD,
MEIUIIMHCKUMHU OpTraHU3aIUsIMU, BETEPUHAPHBIMUA OPTaHU3AIUSIMH U HHBIMU
OpraHu3aIMsIMHU, OCYIIECTBISIONIMMU 00pallleHNe JIEKAPCTBEHHBIX CPEACTB. XPaHCHUE
JIEKAPCTBEHHBIX CPEJICTB JIJIsl BETEPUHAPHOTO MPUMEHEHHS OPTaHU3ALUSIMH U
WHIUBUAYATbHBIMU IPEIIPUHAMATENSIMHU B CIy4asiX, €CJIM OHH UCIIOJIb3YIOTCS
HCKJIIOYHUTENIBHO TP Pa3BEACHUH, BRIPAITUBAHUH, COACPYKAHUN U JICYCHUH KUBOTHBIX,
MOJKET OCYIIECTBISATHCS 0€3 MOTyUYeHUS JIMIIEH3UN Ha (papMalleBTUYECKYIO
JIeITEIIEHOCTb.

(Yactpb B peakinm, BBeIeHHO B neiicTBue ¢ 22 HOs0ps 2014 roga deaepaibHbIM
3aK0HOM OT 22 okTs10pst 2014 roga Ne 313-@3. - Cm. npeabIAyLIYIO peAaKIUIO)

2. [IpaBuna xpaHeHus JIEKapCTBEHHBIX CPECTB YTBEPXKIAIOTCS COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM HCIIOJIHUTENIBHON BIACTH.

3. XpaHeHHEe HApKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX
CpencTB, paarnodapMarieBTUYECKUX JEKAPCTBEHHBIX CPEACTB OCYIIECTBISETCS B
COOTBETCTBHUU € 3aKOHOJATeNbCTBOM Poccuiickoi denepanni.

Cratbs 58.1. [IpenMeTHO-KOIMYECTBEHHBIN yUEeT JIEKApCTBEHHBIX CPEICTB JIJIs
MEIUIIMHCKOTO IPUMEHEHMS

1. HCpC‘ICHB JICKApCTBCHHBIX CPCACTB AJII MCAUIIMHCKOI'O IIPUMCHCHU S, ITOJICIKAIITUX
NPpECAMETHO-KOJIMYECCTBEHHOMY YUCTY, YTBECPKAACTCA YIIOJTHOMOUYCHHBIM (l)ellepaJ'II)HI)IM
OpraHomMm HCIIOJIHUTENLHOM BIACTH.

2. HOpH,Z[OI( BKJIFOUCHUS JICKAPCTBCHHBIX CPCACTB AJII MCAUTTUHCKOI'O IIPUMCHCHU A B
MNEPCUYCHD JICKAPCTBCHHBIX CPEACTB JJIA MEAUIMHCKOTO IIPUMCHCHU, ITOJJICKAIIUX
NpeAMETHO-KOJIMYECCTBCHHOMY YUCTY, YCTAHABJIIMBACTCA YIIOJTHOMOYCHHBIM



(dhenepalbHBIM OPTraHOM HCITOJTHUTEIIBHON BJIACTH 110 COTJIACOBAHUIO C (heepaibHBIM
OpPraHOM UCTIOJTHUTEIHHOU BIACTH, YIIOJTHOMOYECHHBIM B chepe BHYTPEHHUX JCII.

(YacTp B penakiuu, BBeICHHOU B niericTBrE ¢ 4 utois 2016 romga denepaibHBIM 3aKOHOM
ot 3 utoiist 2016 roga Ne 305-D3. - CM. npeAbIIYyIIYIO PEIAKIINIO)

3. IIpeMeTHO-KOIMYECTBEHHBIN YUET JIEKapCTBEHHBIX CPEJCTB I MEAULIMHCKOIO
IIPUMEHEHHUS BELyT IPOU3BOIUTENHN JIEKAPCTBEHHBIX CPEJICTB, OPraHU3aLMK OIITOBON
TOPrOBJIM JICKAPCTBEHHBIMU CPEJICTBAMH, alITE€YHbIC OPraHU3allMK, NHIUBHIyaJIbHbIC
IpeIIPUHUMATENN, UMEIOLIHE JULIEH3UI0O Ha (PapMaLleBTUYECKYIO 1eATEIbHOCT MU
JIMLEH3UIO HA MEJULIMHCKYIO I€ATEIIBHOCTD, U MEAULMHCKAE OPraHU3aLuH,
OCYILECTBIISAIONINE OOpaLEHHE JIEKAPCTBEHHBIX CPEJICTB JUIsl MEAULIMHCKOTO
MPUMEHEHHS, ITyTEM PETUCTPAIMH JIOObIX CBA3aHHBIX C MX O0OpaIIeHUEM ONepalyii, Ipu
KOTOPBIX U3MEHSETCS UX KOJIMYECTBO U (MJIM) COCTOSIHUE, B CHIELMATIBHBIX KypHaIax
ydera orepaluii, CBsI3aHHbIX C 00paIlleHUEM JIEKapCTBEHHBIX CPEJICTB AJIs
MEIULMHCKOr0 NPUMEHEeHHUs (J1aee - CelHaIbHbIe )KypHAJIbI).

4. [1paBuia perucTpamnuy ornepannii, CBI3aHHBIX ¢ 00paIeHHeM JIEKAPCTBEHHBIX CPENICTB
JUISL MEAMLIMHCKOIO IPUMEHEHUs, BKIIFOYCHHBIX B IIEPEUYCHb JICKAPCTBEHHBIX CPEACTB IS
MEIULUHCKOTO IIPUMEHEHUS, TIOJIEKAIINUX IIPEAMETHO-KOJINYECTBEHHOMY YUETY, B
CIELMAIbHBIX XKypHAJIaX U IIPaBUJIa BEICHU U XPAHCHUS CIICLUAIbHBIX )KYPHAIIOB
YTBEPIKIAIOTCS YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM MCTIOJTHUTEIBHOM BIACTH.

5. KoHTpo:1b 3a coOMo1eHneM PpaBUil PETUCTPALIH OTIEPALAid, CBSI3aHHBIX C
oOpallleHueM JIEKApCTBEHHBIX CPECTB JIJIsl MEIULIMHCKOTO IPUMEHEHUS, BKIIOYCHHBIX B
MepEYCHb JICKAPCTBEHHBIX CPEICTB JJIsI METUIIMHCKOTO IPUMEHEHUS, TIOITISKAIIINX
MPEAMETHO-KOJINYECTBEHHOMY YUETY, B CIIELIMAIbHBIX )KypHaax, a TakkKe 3a
coOJTI0/ICHUEM TPABUII BEJICHUS U XPAHEHUS CIIEIMATIBHBIX KYPHAJIOB BO3JIaraeTcsi Ha
YIOJTHOMOYEHHBIE (pe/iepalibHbIe OpTraHbl UCIIOTHUTENBHON BIACTH U OPTaHbI
WCIIOTHUTENIbHON BiIacTh cyObekToB Poccuiickoit deneparinu, oCyniecTBISIONINE
JTUIEH3WPOBAaHNE TIPOU3BOICTBA JIEKAPCTBEHHBIX CPEACTB, (hapMarieBTHIEeCKON
NEeSATETLHOCTH U MEIUIIMHCKOMN JCSITEIIbHOCTH, U OCYIIECTBIISETCS B paMKax
JIMLEH3UOHHOT'O KOHTPOJIA.

(Cratps monoJIHUTENRHO BKItOUeHa ¢ 25 utoHs 2013 rona deaepanbHBIM 3aKOHOM OT 25
nexadps 2012 roga Ne 262-D3)

I'maBa 11. YHHMUYTOXKEHHUE JIEKAPCTBEHHBIX CPEJICTB
Crartbs 59. OcHOBaHUSA U NOPSAIOK YHUUTOKEHHUS JIEKAPCTBEHHBIX CPEJICTB

1. Hego6pokauecTBeHHBIE JIEKAPCTBEHHBIE CPENICTBA, (hanbcuPUIIMPOBAHHBIE
JIEKapCTBEHHbIE CPEJCTBA MOJIEKAT U3BATHIO U3 00paIlleHHUs] U YHUUITOXKEHUIO B
nopsizke, ycranosiaeHHoM [IpaButensctBoM Poccuiickon @enepanun. OCHOBaHUEM ISt
YHUUTOKEHUS JIEKapCTBEHHBIX CPEJICTB SBJISETCS PEIICHUE Bialeiblia JIEKAPCTBEHHBIX
CPEICTB, pEIIEHHE COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (heiepaibHOro opraHa
VCIIOJIHUTEJILHOM BJIACTH WIN PELIEHUE CYAA.



(YacTp B penakiuu, BBeeHHOU B fericTBre ¢ 1 uromst 2015 roma denepaibHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeApIAyIIYIO PEAAKITUIO)

2. KoHTpadakTHbIe TeKapCTBEHHBIE CPEICTBA MOICKAT U3BIATUIO U3 OOpAIICHUS U
YHUUTOXXEHHUIO 110 petieHuto cyaa. [lopsnok yHnuToKeHus: KOHTpadaKTHBIX
JIEKApCTBEHHBIX CpelcTB ycTaHaBinuaercs [IpasurenscrBom Poccniickoit denepanuu.
(YacTp B penakiuu, BBeIeHHOU B fericTBre ¢ 1 uromst 2015 roma denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeApIAYIIYIO PEAAKITUIO)

3. Pacxopnpl, CBSI3aHHBIE C YHUUTOXECHUEM KOHTPa(aKTHBIX JICKAPCTBEHHBIX CPEJICTB,
HET00pPOKAaYECTBEHHBIX JICKAPCTBEHHBIX CPECTB, (hanbCu(UIIMPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB, BOSMEINAIOTCS X BJIAICITBLIEM.

4. Biagenen JIeKapCTBEHHBIX CPEICTB JO0JDKEH IPEACTABUTh B YIIOJIHOMOYEHHBIN
(benepanbHBI OpraH UCIIOTHUTEIHHOMN BIACTH JOKYMEHT WM 3aBEPEHHYIO B
YCTQHOBJICHHOM IOPSAJIKE €0 KOIHIO, TOITBEpHKAaoLe (PaKT YHUUTOKEHUS
JIEKAPCTBEHHBIX CPEJICTB.

5. CoOTBETCTBYIOMINI YITOTHOMOUYEHHBIH (pe/iepantbHbIi OpraH UCTIOTHUTEILHON BIACTH,
IPUHSABLIMH pelieHre 00 YHUUTOKEHUH JI€KapCTBEHHBIX CPE/ICTB, OCYLIECTBISET
KOHTPOJIb 3@ UX YHUYTOKEHUEM.

6. YHUUTOXEHHE JIEKAPCTBEHHBIX CPEJICTB MPOU3BOJUTCS OpraHru3alusIMy, UMEIOIUMHU
COOTBETCTBYIOIIYIO JIMIICH3HIO, Ha CIIEIIHAIbHO 000PYA0BaHHBIX IUIOMIAIKAX, TOJTUTOHAX
U B CIIELIMaIbHO 000PY/I0OBAaHHBIX MOMELIECHUSX C COOI0IeHneM TpeOoBaHuil B 001acTu
OXpaHbl OKPYKAOWIEH Cpeabl B COOTBETCTBHM C 3aKOHOAATENBCTBOM Poccuiickoin
denepanun.

7. HapkoTrueckue JeKapCTBEHHbIE CPEIACTBA, IICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPEJICTBA,
paaunodapmaleBTHYECKUE JIEKAPCTBEHHBIE CPEICTBA YHUUTOXKAIOTCS B COOTBETCTBUU C
3akoHoarenbeTBOM Pocceniickoit denepanumu.

I'maBa 12. T'ocymapcTBeHHOE peryIMpOBaHUeE 1IEH Ha JICKAPCTBEHHBIE MpenapaThl s
MEIULUHCKOTO MPUMEHEHUS

Cratbs 60. FOCYI[apCTBCHHOe PEryjinpoBaHUC IICH Ha JICKAPCTBCHHLIC ITpCTIapaThbl AJId
MCIUIUHCKOI'0 MPUMCHCHUA

1. 'ocygapcTBEHHOE pEryIMpOBaHUE 1IEH Ha JIEKAPCTBEHHBIE MTPEnapaThl AJIst
MEIUIUHCKOTO IPUMEHEHUS OCYLIECTBISAETCS MTOCPEICTBOM:

(AG3ar B perakiuu, BBeICHHOU B JielicTBre DenepalbHbBIM 3aK0HOM OT 26 MapTa 2020
roja Ne 67-®@3. - CM. peAbIAYyLIYIO PEAAKIINIO)

1) yrBepxnaenus [IpaButensctBom Poccuiickoit denepannu nepeyHs KU3HEHHO
HEOOXOIMMBIX M BKHEHUIINX JIEKAPCTBEHHBIX MPENapaToB, KOTOPHIH GpopMupyeTcs u He
peke OHOTO pa3a B roJl IEPECMaTPUBACTCS B yCTAHOBIECHHOM UM IOPSKE HA OCHOBE



KOMILIEKCHOM OIEHKH JIEKAPCTBEHHBIX IIPENapaToB, BKIOYAs aHAIU3 CBEACHUH O
CPaBHHUTEIHHOW KIIMHUYECKON A3PPEKTUBHOCTH U OE30IMACHOCTH JIEKAPCTBEHHOTO
CpelICTBa, OIEHKY SKOHOMUYECKUX MOCIICCTBUMA MPUMEHEHHUSI JICKAPCTBEHHOTO CPEJICTBA
Y U3Y4YEHUE JOMOIHUTEIbHBIX TOCIEICTBUM MPUMEHEHHUS JIEKAPCTBEHHOTO CPEJCTBA;
(ITyHKT B pemakiuu, BBeIeHHOH B aeiicTBue ¢ 1 uromns 2015 rona deaepaibHBIM 3aKOHOM
ot 22 nexadbps 2014 roga Ne 429-D3; B pepakiuu, BBeIeHHOH B neiicTBue denepanbHbiM
3akoHOM OT 13 urosisg 2020 roga Ne 206-D3. - CM. NpeapIIyIIyI0 peIaKInio)

2) yTBEepKACHHUS METOIUKHU pacueTa MpeaesbHBIX OTITYCKHBIX IICH MPOU3BOIUTEIICH Ha
JIEKapCTBCHHBIE TPEIapaThl, BKIIOYCHHBIE B IIEPEUYCHb KU3HEHHO HEOOXOIUMBIX U
BOKHEUIIINX JICKAPCTBEHHBIX MTPENApaToB, a TAK)KE BHEIPEHUS MEXaHU3MOB
(dbopmMHupOBaHUs CUCTEMBI Pe(hepPEHTHBIX 1IEH,

(ITlynkt B penakiuu, BBeieHHOM B feiicTBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexadps 2014 roga Ne 429-D3; B penakiiuu, BBeJICHHOI B feiictBue ¢ 7 utons 2019
roja PenepanbHbIM 3aK0OHOM OT 6 UtoHS 2019 roma Ne 134-D3. - CMm. npeapayyto
peIaKInIo)

3) rocy1apcTBEHHON PETUCTPAIlMU MPEeNIbHBIX OTIYCKHBIX IIEH MPOU3BOAUTENCH Ha
JIEKapCTBEHHBIE MTPENapaThl, BKIIOYCHHBIC B IEPEUCHb )KU3HEHHO HEOOXOAMMBIX U
BOKHEUIIINX JICKAPCTBEHHBIX MIPENapaToB;

(ITlynkr B penakuuu, BBeieHHOU B feiicTBue ¢ 7 uroHs 2019 rona @enepalibHbIM 3aKOHOM
ot 6 urons 2019 roga Ne 134-@3. - Cm. ipeabIAyIIyIO PEIAKIIHIO)

4) BCACHUS I'OCYJAPCTBCHHOI'O peeCTpa NPCACIbHBIX OTIITYCKHbBIX LICH HpOHSBOHHTeHCﬁ
Ha JICKapCTBCHHBLIC ITPEIiapaThl, BKJIIOYCHHBIC B ICPCYCHD )KU3HCHHO H€06XOI[I/IMI>IX u
BaXXHEUIITHUX JICKApCTBCHHBIX IIPCIIapaTOB;

5) yTBEepK/I€HUS METOIMKH YCTAaHOBJICHUS! OpraHaMu HCIOJIHUTEIbHON BJIACTH
cyobekToB Poccuiickoit deaepannu npeenbHbIX pa3MepoB ONTOBBIX HaJ0aBOK U
Mpe/ieIbHBIX pa3MEPOB PO3HUYHBIX HAJ0aBOK K (PAKTUUECKUM OTITYCKHBIM IIEHAM,
YCTaHOBJICHHBIM IIPOU3BOAUTEISAMH JIEKAPCTBEHHBIX IPENAapaToB, Ha JIEKAPCTBEHHbBIE
IpenapaThl, BKJIIOUEHHBIE B IEPEUEHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIINX
JIEKapCTBEHHBIX MpenapaToB;

6) yCTaHOBJIEHUS MpeAEIbHBIX Pa3MEPOB ONTOBBIX HAA0ABOK U MPEEIbHBIX Pa3MEepPOB
PO3HUYHBIX HaJ0aBOK K (PAKTUYECKUM OTIYCKHBIM IIEHAM, YCTaHOBJIEHHBIM
MIPOU3BOIUTEIISIMH JIEKAPCTBEHHBIX MTPENApaToB, Ha JIEKAPCTBEHHbIE MPenaparsl,
BKJIFOUEHHBIE B [T€pEeUEHb )KM3HEHHO HEOOXOUMBIX U BaKHEHIINX JIEKApCTBEHHBIX
[Ipernaparos;

7) yTBEpKAEHUS MOPsIJIKa BbIa4u MPEANUCAaHUI OpranaM HCIIOJTHUTEIbHON BIACTH
cyonekToB Poccuiickoit denepannu o npuBeAeHUN B COOTBETCTBUE C
3akoHoJaTenbcTBOM Poccuiickoit denepanyu penieHnit 00 yCTaHOBJIEHUH MPeIeNbHbIX
pa3MepoB ONTOBBIX HAJ0ABOK U MPeIEIbHBIX pa3MEPOB PO3HUYHBIX HAJI0aBOK K
(aKTHYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM IPOU3BOIUTEISIMH JIEKAPCTBEHHBIX
IIpenaparoB, HA JEKAPCTBEHHBIE IPENAapAThl, BKIIFOUCHHBIE B IIEPEUYECHb JKU3HEHHO



HEO0OXOIUMBIX M BaXKHEUIINX JIEKApPCTBEHHBIX MIPENapaToB, €CJIU OHU MPUHSATHI C
HapyLIEHHUEM 3aKOHOAATeNbCTBA Pocculickoit @enepanuu, B NOPSIKE, yCTAHOBICHHOM
[IpaBuTenscTBOoM Poccuiickoit @enepannu;

8) HalpaBiIeHUs YIIOJIHOMOYEHHBIM (eiepaIbHbIM OPraHOM UCIIOJIHUTENIHON BIACTH
OpraHaM HCIOJHUTENBbHOH BiacTu cyObekToB Poccuiickoit denepannu npeanucaHuii o
IIPUBEICHNUN B COOTBETCTBUE C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu NpUHATHIX C
HapyIlIeHHeM 3aKoHoaaTeabcTBa Poccuiickoii @enepanun pemeHunii 00 ycTaHOBICHUH
IIPEJENIbHBIX pa3MEPOB ONTOBBIX HAJI0ABOK U MPEEIbHBIX Pa3MEPOB PO3ZHUYHBIX
Ha70aBOK K 1I€HaM Ha JIEKApCTBEHHbBIE IIPENapaThl, BKJIOUEHHbIE B [IEPEUEHD KU3HEHHO
HEOOXOAMMBIX U BaKHEHUIIMX JIEKAPCTBEHHBIX IIPENApaToB;

9) ocymiectBieHus GeaepaTbHOrO TOCYIapPCTBEHHOTO HaA30pa B cepe odparieHus
JIEKapCTBEHHBIX CPEJICTB U PETHOHAIBLHOTO FOCYAAPCTBEHHOTO KOHTPOJIS 32
MIPUMECHEHHUEM II€H Ha JICKaPCTBEHHBIE MPEnapaThl COOTBETCTBEHHO YIIOJIHOMOYCHHBIMU
(dhenepalbHBIMA OpPraHaMH MCIIOJTHUTEIHFHOM BJIACTH U OpraHaMU UCITOJTHUTEIIbHON
BIacT cyobekToB Poccuiickoii Denepanuu COriacHO WX KOMITETSHITUH B TIOPSIJIKE,
ycranoBjiaeHHOM [IpaBurensctBoM Poccuiickoit deneparuuy;

(ITyHkT B pemakiuu, BBeIeHHOH B feiicTBue ¢ 25 utoHs 2012 rona denepanibHbIM
3akoHOM OT 25 utoHs 2012 roga Ne 93-D3. - CM. IpeapIIylyo peIaKIno)

10) npumeHeHHs peayCMOTPEHHBIX 3aKOHOIaTeNbcTBOM Poccuiickoit denepanuu Mep
OTBETCTBEHHOCTH 32 HapyIIEHUE MOPsAKA IIEHO00pa30BaHUs HA JIEKAPCTBEHHBIC
npenaparsl, BKIIOYCHHBIC B ITIEPEYCHb )KM3HEHHO HEOOXOIMMBIX M BaXKHEHIITMX
JIEKapCTBEHHBIX MIPEMapaToB.

(ITynkt B penakiuu, BBeieHHOM B feiicTBue ¢ 1 mapta 2020 ronga @enepanbHbIM
3akoHOM OT 27 nexadpst 2019 roma Ne 475-D3. - CM. ipeAbIAYyIIYIO PEAAKIINIO)

2. B ycnoBusix upe3BblYaifHONM CUTyallMy U (WJIK) IPH BOSHUKHOBEHUHU YI'PO3bI
pacnpocTpaHeHus 3a00eBaHusl, IPEACTABISIONIET0 OMTACHOCTD ISl OKPY KAIOLIUX, a
TaK)Ke B CJIy4ae, €CJIM B TEYEHNE TPULIATH KAJICHJAPHBIX JHEH 110CIIE TPUHSITHS
[IpaBurenscTBOoM Poccuiickoit denepauu pemeHns 0 IpOBEIeHNA MOHUTOPHUHTA
PO3HUYHBIX LIEH HA JIEKAPCTBEHHBIE NIPENapaThl, HE BKIIOUEHHBIE B IEPEUEHB )KU3HEHHO
HEOOXOUMBIX M Ba)KHEUIIMX JIEKApCTBEHHBIX IIPENapaToB, Ha TEPPUTOPUSIX CYOBEKTOB
Poccuiickoit @enepanuy BeIABIECH POCT PO3HUYHBIX LIEH Ha YKAa3aHHbIE JIEKAPCTBEHHBIE
npenaparsl Ha TPUALIATh NPOIeHTOB U Oosee, [IpaButensctBo Poccuiickoit deneparu
BIIPaBE YCTAHOBUTH NPEAEIbHBIE OTITYCKHBIE LIEHBI IPOM3BOAUTENIECH HAa yKa3aHHBIE
JIEKapCTBEHHbIE Mperaparsl, MpeesbHbIe pa3Mephl ONTOBBIX Ha10aBOK U MpeesibHbIE
pa3Mepbl PO3ZHUYHBIX Ha/I0ABOK K (DaKTUYECKUM OTITYCKHBIM LIEHaM ITPOU3BOIUTENEH Ha
YKa3aHHBIE JICKapCTBEHHBIE NpernapaTsl. [lepedeHs ekapCTBEHHBIX NIpEnapaToB, HE
BKJIFOYEHHBIX B II€PEUCHb KUZHEHHO HEOOXOMMBIX M BaKHEHIIINX JeKapCTBEHHBIX
MpernapaToB, U HOPAAOK ero opMupoBaHus onpenenstorcs [IpaBureascTBoM
Poccutickoii denepanuu.

(Hactp nonoiHUTENHHO BKIOUeHa DenepaibHbIM 3aKOHOM 0T 26 MapTta 2020 roga Ne
67-03)



3. B Teyenue neBsiHOCTa KaJeHAApHBIX IHEN co qHS yTBepxkaeHus [IpaBurenscTBoM
Poccuiickoit deneparuu nepeyurs, yka3aHHOTO B YaCTH 2 HACTOSIIICH CTaThH, HE
JIOTYCKAalOTCA peau3alys U OTIYCK BKJIFOUYEHHBIX B HETO JIEKAPCTBEHHBIX MIPENapaToB 10
[[EHAM, MPEBBIMIAIONTIM MPECIIbHBIC OTITYCKHBIC IICHBI TIPOU3BOANTENICH Ha yKa3aHHBIC
JIEKapCTBEHHbIE MPENapaThl, MpeAebHbIE pa3Mepbl ONTOBBIX HA/10aBOK U MpEAETbHBIC
pa3Mepsl POZHUYHBIX HA/I0aBOK K (DaKTHUECKUM OTITYCKHBIM IIEHaM IIPOU3BOIUTEINEH Ha
yKa3aHHbIE JIEKAPCTBEHHbBIE IIPENapaThl C y4eTOM HaJIoTra Ha 100aBIEHHYIO0 CTOUMOCTb.
(YacTp gononaHuTeNbHO BKItOUeHA DeepanbHbIM 3akoHOM OT 26 mapTa 2020 roga Ne
67-D3)

Crates 61. I'ocynapcTBeHHast perucTpalus U MepeperucTpanus mpeaeibHbIX OTIYCKHBIX
LIEH MTPOU3BOUTEIICH HA JIEKAPCTBEHHBIE IIPENapaThl, BKJIIOUCHHBIE B IEPEUCHb
KU3HEHHO HEOOXOIMMBIX U BaXKHEUIITNX JICKAPCTBEHHBIX MIPENapaToB

1. IlpenenpHast OTITyCKHAs LIeHA MPOU3BOAMTEINS HA JIEKAPCTBEHHBIN Ipenapar,
BKJIFOUCHHBIH B TIEPEYCHB )KU3HEHHO HEOOXOAMMBIX U BaKHEUIINX JIEKAPCTBEHHBIX
MPENapaToB, MOUICKHUT TOCYJAPCTBEHHON PETUCTPAIMH B IOPS/IKE, YCTAaHOBICHHOM
[TpaBurenscTBOoM Poccuiickoii dexeparin, Ha OCHOBAaHUH TPEJICTABICHHOTO B
YIOJHOMOYEHHBIN (heepabHbIi OPTraH UCIIOTHUTEIBHOMN BIIACTH 3asBICHUS ACPIKaTEIs
WM BJIA/ICNbLA PETUCTPALMOHHOTO YI0CTOBEPEHUS JIEKAPCTBEHHOTO IIpenapara
(YIIOJIHOMOYEHHOI'O UM JIULIA).

2. 3apeructpupoBaHHas MpeAesibHas OTIYCKHAsI [IEHa MPOU3BOIUTENS Ha
JIEKapCTBEHHBIH Npenapar, BKIIOYSHHBIN B IEPEUCHb KU3HEHHO HEOOXOIMMBIX
BOKHEUIIINX JICKAPCTBEHHBIX MPEMapaToB, MOXKET OBITh IEPEPETUCTPUPOBAHA B CTOPOHY
YBEIUYEHUS OJMH Pa3 B KaJICHJapHOM I'OJly Ha OCHOBAaHHHM IPEJCTABICHHOTO B
YIIOJITHOMOYEHHBIN (peiepanbHbIi OpraH UCTIOTHUTEIBHON BIIACTH 10 1 OKTAOPS KaXKI0ro
rojia 3asBJICHUS JiepKaTesl WIM BiaJleNblia PeruCTPAMOHHOTO yI0OCTOBEPEHHMSI
JIEKapCTBEHHOI'0 Ipemnaparta (yIoJIHOMOUYEHHOTO UM JIUIA).

3. 3aperucTpupoBaHHas NpeesIbHAs OTIIYCKHAs LIEHA IPOM3BOAUTENS Ha
JIEKapCTBEHHBIHN Mpernapar, BKIFOUEHHBIN B IEPeUeHb KU3HEHHO HEOOXOIUMBIX U
BaXHEHIIIMX JIEKAPCTBEHHBIX MTPENApPATOB, MOKET OBITh MEPEPErUCTPUPOBAHA B CTOPOHY
CHIDKEHHUS Ha OCHOBAHUU MPEACTABIEHHOTO B YIIOJHOMOYEHHbIN (eiepanbHbIi OpraH
VCIIOJIHUTEJILHOM BJIACTH 3asBIICHUS P KaTels WIN BiIaJleiblia pErucTpaliOHHOTO
YAOCTOBEPEHUS JIEKApCTBEHHOT0 Npenapara (ynoJHOMOYEHHOT'O UM JINLA).

4. JlepxaTeib WK BIaAeIIel] PErUCTPAlMOHHOTO YIOCTOBEPEHHUS JIEKaPCTBEHHOT O
npemnapara (yImoJHOMOYEHHOE UM JIUII0) 00sI3aH MPEJCTaBUTh B YIOJIHOMOYEHHBIH
(benepanbHBIN OPraH UCIOJHUTENBHOMN BIIACTH 3asBJIEHUE O TIEpEepPErucTpaluu
3apEruCTPUPOBAHHON MIPENEIBHON OTIIYCKHOM LIEHBI IIPOU3BOAUTEIIS HA JIEKAPCTBEHHbIN
npemnapar, BKJIIOUEHHBEIHA B MEPCUCHb )KU3HCHHO HGO6XO)II/IMI)IX ¥ BaKHEHIIHMX
JIEKAPCTBEHHBIX IIPENAPaTOB, B CTOPOHY CHUKEHHUS B CIIEYIOLIUX CIIydasX:



1). cHI>KEeHUE IIeHbl B MHOCTPAaHHOU BaJIOTE Ha JIEKapCTBEHHbIN Mperapar B CTpaHe
IIPOU3BOUTENA U (WIN) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIN IIpenapar
3aperucTpUpoBaH U (W) B KOTOPbIE MTOCTABISETCS MPOU3BOAUTEIIEM;

2) CHIKEHHE 1IeH Ha pe()epeHTHBIE JICKAPCTBEHHBIE MPETapaThl B COOTBETCTBUU C
myHKTOM | HacTosmiel yacTu (1 COOTBETCTBYIOIINUX BOCIIPOU3BEACHHBIX,
OMOaHAIOTOBBIX (OMOTIOI00HBIX) JIEKAPCTBEHHBIX MIPENapaToB);

3) npeBbllIEHUE ITPEIEIbHON OTITYCKHOM LIEHBI Ha IEPBBIN BOCIIPOU3BEICHHbIH,
OroaHaIoTroBbIN (OMOITO00HKI) JIEKAPCTBEHHBIN MTpenapaT HHOCTPAHHOTO
MPOU3BOACTBA HAJ PEIEIBHON OTIIYCKHOM LEHOW MPOU3BOAUTENS Ha BTOPOU
BOCITPOM3BEICHHBIN, OMOaHATIOTOBBIN (0MOTI0T00HBIN) JICKAPCTBEHHBIN IIpemnapar,
pacCYMTaHHOM B COOTBETCTBMM C METOJUKOM, YTBEPKAeHHOH [IpaBuTenscTBOM
Poccuiickoit denepaiuu;

4) npeBbllLICHUE PEEIbHON OTIYCKHOM LIeHbl Ha EPBbIi BOCIPOM3BEAECHHBIH,
O1oaHaIoroBbIH (OMOTOAOOHKIH) JIEKAPCTBEHHBIN IpenapaT MPOU3BOAUTEIS
rocyzapcTBa - 4wieHa EBpa3uiickoro 5KOHOMMYECKOT 0 COI03a HaJl IPEAEIbHON
OTITyCKHOM 11I€HOI MPOU3BOAUTENS HA BTOPON BOCIIPOU3BEACHHbIN, OMOaHAIOTOBBIN
(Omorono0OHBIi) IeKapcTBEHHBIN NpenapaT MPOU3BOAUTEINS TOCYJapCTBa - YJeHa
EBpa3uiickoro 5’KOHOMHUYECKOT0 COK03a, PACCUMUTAHHON B COOTBETCTBUH C METOAMKOM,
yTBepxkaeHHou [IpaBurensctBoM Poccuiickoit denepanmu.

5. Iopsinok mepeperucTpanuy 3aperuCTpPUPOBAHHBIX MPEAEIIbHBIX OTITYCKHBIX LIEH
MIPOU3BOJUTENEH HA IEKApCTBEHHbIE ITPENapaThl, BKIIFOUEHHBIE B IEPEUYCHb )KU3HEHHO
HEO0OXOUMBIX M BaKHEHIIMX JIEKapCTBEHHBIX IIPENapaToB, B CIy4asx,
MPEAYCMOTPEHHBIX YacTsIMU 2-4 HACTOSIIEH cTaThH, ycTaHaBIuBaeTcs [IpaBuTenscTBoM
Poccuiickoit @enepanuu.

6. DKOHOMHUYECKHI aHaIU3 TPEeIbHON OTIYCKHOW 1IEHBI TPOU3BOIUTENS Ha
JIEKapCTBEHHBIH Mpenapar, BKIIOUEHHBIN B IepeUeHb KU3HEHHO HEOOXOUMBIX U
BAKHEWIIINX JICKAPCTBEHHBIX MIPENApaToB, IIPU €€ TOCYAAPCTBEHHONW PETMCTPALN UITN
nepeperucTpanuy ocymecTBiseTcs (heaepalbHbIM OPraHOM UCIIOIHUTENBHOM BIacTH,
OCYIIECTBISIONUM (YHKIUH 110 IPUHATHIO HOPMAaTUBHBIX IPABOBBIX aKTOB M KOHTPOJIIO
3a cOOJII0JICHHEM 3aKOHOATENbCTBA B c(pepe rocy1apcTBEHHOI'O PEryIMPOBAHUS 1IEH
(TapudoB) Ha TOBaphl (YCIyTrn).

7. PacueT npenenbHbIX OTIYCKHBIX [I€H, YKa3aHHBIX B 4acTAX | M 2 HacTOALIEH CTaThH,
IIPU UX F'OCYIaPCTBEHHOMN PETUCTPALUU WIH [IEPEPETUCTPALUN OCYILLECTBISAETCS B
COOTBETCTBUH C METOJMKOMN, yTBepk1eHHOH [IpaBurenscTBoM Poccuiickont @enepanmun
U YYUTBHIBAIOIIECH B TOM YHUCIIE:

1) cobGnronenue 6ananca UHTEPECOB MOTPEeOUTENEN JTeKapCTBEHHBIX MIPENapaToB,
BKJIFOYEHHBIX B IepeueHb )KU3HEHHO HEOOXOIUMBIX U BaKHEHIIINX JeKapCTBEHHbIX
nmpemnaparos, U HpOHSBOHHTCJ’ICfI JICKAPCTBCHHBIX MPCIIapaTOB, BKIIFOYCHHBIX B IIEPCUCHDb
KHU3HEHHO HEOOXOAMMBIX M BaXKHEHUIIHNX JIEKAPCTBEHHBIX MPENapaToB;



2) (hakTHUECKYIO OTIIYCKHYIO IIEHY Ha JIeKapCTBEHHbIE Ipernaparsl B Poccuiickoit
®denepanuu, LIEHY BBO3a JICKAPCTBEHHBIX NpenaparoB B Poccuiickyro Penepanuro, a
Tak)Ke [ICHbl HA AaHAJIOTUYHbIE JIEKAPCTBEHHBIE IIPerapaThl, HaXOAAIuecs B 00palleHuu B
Poccuiickoit ®enepanuy;

3) 3aTparbl NPOU3BOAMTES JIEKAPCTBEHHOTO IIpenapaTa Ha IPOU3BOJICTBO U PEAIU3ALINIO
JIEKapCTBEHHOI'0 IIperapara;

4) ueHy Ha JIeKapCTBEHHBIH Ipenapar, ero LieHy B CTpaHe POU3BOAMTENS U B CTpaHax, B
KOTOPBIX JICKAPCTBEHHBIH MpenapaT 3aperucTpUpOBaH U (HIIK) B KOTOPbIE MOCTABIISIETCS
IIPOU3BOIUTEIIEM.

8. He nomyckaroTcst peasin3anysi U OTILYCK JIEKaPCTBEHHBIX [TPENapaToB, BKIIOYEHHBIX B
NepevyeHb )KMU3HEHHO HEOOXOAUMBIX M BaKHEHUIIMX JIEKAPCTBEHHBIX IIPENapaToB, Ha
KOTOPBIE ITPOU3BOAUTEISIMU JIEKAPCTBEHHBIX IIPENIAPATOB HE 3apETUCTPUPOBAHA
IpezeIibHAs OTIIYCKHAs LIEHA, pealu3alus IPOU3BOAUTENAMU JIEKAPCTBEHHBIX
IIpEnaparos I10 LEHaM, IIPEBBILIAIOIINM 3aPETUCTPUPOBAHHBIE WIH
[IepEPETUCTPUPOBAHHBIC IIPECIIbHBIE OTIIYCKHBIC LICHBI HA JICKAPCTBEHHBIC IIPEIApaThI C
Y4€TOM HaJlora Ha JO0OaBJICHHYIO CTOMMOCTb.

9. OcobeHHOCTH TOCYAAPCTBEHHOTO PETYINPOBAHUS PEICITBHBIX OTITYCKHBIX LIEH
MIPOU3BOIUTENICH HA JIEKAPCTBEHHBIE ITPEeNapaThl, BKIIFOUCHHBIC B IEPEYCHB )KM3HEHHO
HEO0OXOUMBIX M BaKHEUIIHNX JIEKAPCTBEHHBIX MPENapaToB, B 3aBUCUMOCTH OT
SKOHOMUYECKUX U (MJIM) COLIMAIBHBIX KPUTEPHUEB (M3MEHEHHUE YCIOBUM, TTOPSIIKA U
CTOMMOCTH MPOU3BOJICTBA JIGKAPCTBEHHBIX MPENapaToB, HCIOIb30BaHHE HOBBIX (OpM,
METOJIOB M CIIOCOOOB rOCYJapCTBEHHOT'O PEryIMpPOBAaHUS 1IEH Ha JIeKapCTBEHHBIE
mpemnapaTsl, B TOM YHCIie Ha OCHOBE MeXaHU3Ma peepeHTHOro 1eHO00pa30BaHuUs,
M3MEHEHUH TOpsIIKa OKa3aHMsI MEUIIMHCKON TTOMOIIM, U MHBIE U3MEHEHUS)
ycranasiauBarorcs [IpasurensctBom Poccuiickon denepanuu.

(Cratbs B penakiuu, BBeZeHHOU B aeiicTBue ¢ 7 utoHs 2019 rona deaepanbHbIM
3ak0oHOM OT 6 nroHsA 2019 roga Ne 134-@3. - CM. peAbIayLIYIO pEAAKIINIO)

Cratps 62. I'ocyjapcTBEHHBIN peecTp NPEAENIbHBIX OTITYCKHBIX LIEH IPOU3BOANUTENEH Ha
JIEKapCTBEHHBIE MPENapaThl, BKIIOUYEHHBIE B IEPEUYEHb KUZHEHHO HEOOXOIUMBIX U
BaXHEHIINX JIEKAPCTBEHHBIX MTPENapaToB

1. 3apeructpupoBaHHbIE UM IEPEPETUCTPUPOBAHHBIE TTPENEIBHBIE OTITYCKHBIE LIEHBI
MIPOU3BOIUTENCH Ha JIEKAPCTBEHHBIC MTPENapaThl, BKIIFOUCHHBIC B IEPEYCHB )KU3HEHHO
HEO0OXOUMBIX M BaXKHEUIIIHX JIEKAPCTBEHHBIX MPENapaToB, MOJIEKAT BKIFOUECHUIO B
TOCYJapCTBEHHBIN peecTp MpeIeTbHbIX OTIMYCKHBIX II€H MMPOU3BOIUTENICH Ha
JIEKapCTBEHHBIE TPETapaThl, BKIIOYCHHBIE B MIEPEUYCHb KU3ZHEHHO HEOOXOIUMBIX U
BOKHEUIIINX JICKAPCTBEHHBIX MPEMapaToB.

(Yactp B penakuuu, BBeieHHOU B fielicTBre ¢ 7 utoHd 2019 rona @enepanbHbIM 3aKOHOM
ot 6 urons 2019 roma Ne 134-@3. - Cm. mpenpIAyIIyI0 PEIaKIIHIO)



2. l'ocynapcTBeHHBIN peecTp MpeAeNbHbIX OTIYCKHBIX IIEH MPOU3BOANUTENCH Ha
JIEKapCTBCHHBIE TPEIapaThl, BKIIOYCHHBIE B IIEPEYCHD KU3HEHHO HEOOXOIUMBIX U
BaYKHEHMIIINX JIEKAPCTBEHHBIX MPENapaToB, COAEPKUT B ceOe ClIeqYyIONy0 HH(OPMAILIUIO:

1) HaMMEHOBaHME JIEPKATENS WIIA BJIaJIEbIIa PETUCTPAIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO MpernapaTa, HAMMEHOBaHUE TPOU3BOAUTENIS JIEKAPCTBEHHOTO Mpernapara,
CBEJICHUS O PETUCTPAIIUH JICPIKATENS WIIH BJIaJIEIbI[a PETUCTPAIIMOHHOTO YI0CTOBEPECHHUS
JIEKApCTBEHHOTO MperapaTa, CBEACHUS O PErUCTPALIMK MPOU3BOIUTENS JIEKAPCTBEHHOTO
npenapara Jijisi MEJUIIMHCKOTO PUMEHEHHS B Ka4ECTBE HAJIOTOIUIATEIbIUKA B CTPAHE
peructpanuu (1Ji1 POCCUNUCKUX FOPUTUICCKIX JIHIL - HACHTU(HUKAIIMOHHBIA HOMEP
Hajoromiarenbika (MHH), 1st ”HOCTpaHHBIX FOPUIMYECKUX JIMI] - CTpaHa
pEerucTpanuy, HAMMEHOBAHUE PETUCTPUPYIOIIETO OPTraHa, PErUCTPALIMOHHBIN HOMEp, KO
HAJIOTOIUIATEIIbIIMKA B CTPAHE PETUCTpaliy (MHKOPIOPAIlUN) WM €T0 aHAJIOT ), MECTO
HAaXO0’/ICHUS MPOU3BOJICTBEHHBIX IUIONIA/I0K, YYaCTBYIOIINX B MPOIIECCE MPOU3BOICTBA
JIEKapCTBEHHOT'O Mpernapara, ¢ yKazaHUEeM CTaJuH mpoliecca Mporu3BOICTBA;

(ITynkT B penakiuu, BBeIeHHOM B neiictBue ¢ 1 ssaBaps 2018 rona deaepanbHbIM
3akoHOM 0T 28 nexabps 2017 roga Ne 425-03. - Cm. npeAbIAYLIYIO PEAAKIUIO)

2) HauMEHOBaHME JIEKaPCTBEHHOI'O IIpenapaTa (MexX1yHapoAHOE HEMaTeHTOBaHHOE, WIIN
IpYNIHPOBOYHOE, MM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHMS);

(ITlynkr B penakuuu, BBesieHHOM B fneiictBue ¢ 1 urong 2015 roga denepanbHbIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYLIYIO PEAAKIUIO)

3) HOMEp PEerucTPAIMOHHOTO YIOCTOBEPEHUS JIEKaPCTBEHHOTO Mpernapara;

4) nexapcTBeHHas GopMa ¢ yKazaHUEM JO3UPOBKHU JIEKAPCTBEHHOTO Mpenapara u ero
KOJINYECTBA BO BTOPUYHOM (IOTPEOUTENbCKOM) YIIAKOBKE, @ TAKKE KOMIUIEKTHOCTb;
(ITlynkr B penakuuu, BBeieHHOU B feiictBue ¢ 1 urons 2015 roga denepanbHbIM 3aKOHOM
ot 22 aexabps 2014 roga Ne 429-03. - Cm. npeAbIAYIIYIO PEAAKIUIO)

5) 3aperucTpupoBaHHas peAeTbHas OTITYCKHAs IIeHa Ha JICKApCTBEHHBIH MpemnapaT B
pyOIIsIX;

(ITynkt B penakuuu, BBeieHHOM B feiictBue ¢ 1 mapta 2020 rona denepaibHbIM
3akoHOM OT 27 nexadpst 2019 roma Ne 475-D3. - CM. ipeAbIAYyIIYIO PEAAKIIUIO)

6) n1aTa ¥ HOMEp MpHUKa3a YIOJTHOMOYEHHOTO (eIepalbHOTO OpraHa UCIIOJTHUTEIIbHON
BJIACTU O FOCYJIAPCTBEHHON PETUCTPALlMU I MEPEPETUCTPALIUU NTPEAEIbHON OTIYCKHOMN
IIEHBI Ha JICKAPCTBEHHBIN MpernapaT, BKIIOUECHHBIN B IEPEUYCHb )KU3HEHHO HEOOXOTUMBIX
1 BOKHEWILIUX JICKAPCTBEHHBIX MIPENapaTos;

(ITynkT B pemakiuu, BBeIeHHOH B aeiicTBue ¢ 1 uromns 2015 rona deaepanbHBIM 3aKOHOM
ot 22 nexabps 2014 roga Ne 429-®3; B penakiiuu, BBeJIeHHOI B feiictBue ¢ 7 utons 2019
roaa denepanbHbiM 3ak0HOM OT 6 HroHs 2019 roga Ne 134-@3. - CM. ipeapIayIIyIO
peaaKinio)

6.1) mara BCTyIIeHUS B CUJTy MPUKa3a yIOJIHOMOUYEHHOTO (heepaibHOro opraHna
HCIIOJIHUTEIBHOM BJIACTU O TOCYJAPCTBEHHOM PETUCTPALIMU UJIU IIEPEPErUCTPALIAN



MpeieIbHON OTIYCKHOM 1I€HbI MPOU3BOIUTENS Ha JIEKapCTBEHHBIH Mpemnapar,
BKJIFOUEHHBIN B MEPEUCHb KU3HEHHO HEOOXOIUMBIX M BOKHEHIIINX JICKApCTBEHHBIX
[penapaTos;

(ITynkT gonoiaHuUTENbHO BKIOYEH ¢ 7 utoHs 2019 rona deaepanbHbIM 3aKOHOM OT 6
ntoHs 2019 roma Ne 134-D3)

7) MTPUXOBOH KO/, HAHECCHHBIM Ha BTOPUYHYIO (MIOTPEOUTENBCKYIO) YITAKOBKY
JIEKapCTBEHHOTO Mpernapara;

(ITynkT nononaHUTENbHO BKIOYEH ¢ 1 utoisa 2015 roga denepaibHBIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

8) ko1 JIeKapCTBEHHOTO TIpernapara 1o aHaTOMO-TEPAeBTUYECKO-XUMHIECKOM
KJIacCU(UKaLlMU, pPEKOMEH0BAaHHON BcemupHoll opranuzanueil 31paBooXpaHeHusl.
(ITlynkt nomonuutensHO BkitoueH ¢ 1 utonst 2015 rona denepaibHbIM 3aKOHOM OT 22
nexadps 2014 roga Ne 429-D3)

3. l'ocynapcTBeHHast perucTpanus Uin nepeperucTparus mpeaeabHbIX OTIYCKHBIX 1IEH
Ha JICKapCTBEHHBIE TIPeNapaThl, BKJIOUECHHBIE B TIEPEUCHD KU3HEHHO HEOOXOIUMBIX H
BOKHEUIIIMX JICKAPCTBEHHBIX MTPENapaToB, BEIEHUE FOCYJapCTBEHHOTO peecTpa
Mpe/ieIbHBIX OTIYCKHBIX 1IEH MPOU3BOUTENEH Ha JIEKaPCTBEHHBIE MPEnapaThl,
BKJIFOUCHHBIC B ITEPEUCHB )KM3HEHHO HEOOXOUMBIX M BaKHEHIIINX JICKAPCTBEHHBIX
MIpernapaToB, OCYIIECTBIAIOTCS B MOPsIIKe, ycTaHOBICHHOM [IpaBuTenscTBOM
Poccuiickoit @enepanuu.

(YacTp B penakuuu, BBeJieHHOU B nerictBre ¢ 7 utoHs 2019 roga denepaabHbIM 3aKOHOM
ot 6 utonst 2019 roga Ne 134-®3. - Cm. npeapIIynIyI0 peIakiifo)

Cratbs 63. YcTaHOBICHHE OpraHaMM UCTIOJIHUTENBHOM BiacTu cyObekToB Poccuiickoit
®denepanyu MpeAeIbHBIX pa3MEPOB ONTOBBIX HAJI0AaBOK U MPEAEIbHBIX Pa3MEPOB
PO3HUYHBIX Ha/10aBOK K (DaKTHUYECKUM OTITYCKHBIM LI€HaM, YCTaHOBJIEHHBIM
IIPOU3BOUTEISIMY JIEKAPCTBEHHBIX MTPENApaTOB, HA JIEKAPCTBEHHBIE IIPENapaTsl,
BKJIFOYEHHBIE B IIepEUEHb )KU3HEHHO HEOOXOIUMBIX U BaXKHEHIINX JIEKapCTBEHHBIX
IIpenapaTroB

HaumenoBanue B penakiuu, BBeieHHOM B aeiictBue ¢ 1 mapra 2020 roga denepaibHbIM
3akoHOM 0T 27 nekadps 2019 roga Ne 475-D3. - Cm. mpeaplIyLIyI0 peJaKIo

1. Opransl UCTIOJIHUTENBHOM BacTu cyOBeKkTOB Poccuiickoit denepanuu
YCTaHABIIMBAIOT MPEICTbHBIE pa3MePhl OMTOBBIX HAA0ABOK M MPEIETbHBIC pa3MeEPhI
PO3HUYHBIX HAA0aBOK K (DaKTHUECKUM OTITYCKHBIM IIeHaM (0e3 ydeTa Hajiora Ha
00aBIICHHYIO CTOMMOCTH), YCTAHOBJICHHBIM MPOU3BOIUTEIISIMU JIEKAPCTBEHHBIX
MIPEIapaToB, Ha JICKAPCTBEHHBIE IIPENapaThl, BKIIFOYEHHBIE B IEPEUYEHb JKU3HEHHO
HEOOXOIMMBIX U BOKHEUIITUX JIEKAPCTBEHHBIX MIPETApaToOB, B COOTBETCTBUU C
YTBEPKICHHOW B NIOpsAKE, ycTaHOBIIEHHOM [IpaBurensctBoM Poccuiickoit denepanuu,
METOJIMKON YCTaHOBJIEHUSI OpraHaMU UCIIOJIHUTENBHOM Bi1acTu cyObekToB Poccuiickoit
denepanuu MpeAeIbHBIX pa3MEPOB OMTOBBIX HAI0ABOK M MPEACTBHBIX Pa3MEPOB
PO3HUYHBIX HaJ0aBOK K (PAKTUUECKUM OTITYCKHBIM I[€HaM, YCTAaHOBJICHHBIM



[IPOU3BOUTENSIMU JIEKAPCTBEHHBIX MTPENAapaToB, HA JEKAPCTBEHHbIE IIPENapaTsl,
BKJIFOUEHHBIC B MTEPEUCHB )KM3HEHHO HEOOXOUMBIX M BOKHEHIIINX JICKAPCTBEHHBIX
npenapaToB. [IpoekThl perennii opraHoB UCIIOJIHUTENBHOMN BIACTU CYOBEKTOB
Poccuiickoit @enepanuu 00 yCTaHOBJIEHUU U (WIM) U3MEHEHUU IPEEIIbHBIX Pa3MEPOB
OITOBBIX Ha/10aBOK U MPEENIbHBIX Pa3MEPOB POZHUYHBIX Ha/10aBOK K (DaKTUYECKUM
OTITYCKHBIM II€HaM, YCTaHOBJICHHBIM MPOU3BOIUTEISIMU JIEKAPCTBEHHBIX MPEMapaToB, Ha
JIEKapCTBEHHbIE MPENapaThl, BKIIOYEHHbIE B IEPEUYCHb KU3HEHHO HEOOXOIUMBIX U
BOKHEUIIIMX JICKAPCTBEHHBIX MIPENapaToB, MOJIEKAT COTJIACOBAHUIO C YIIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM UCHIOTHUTENBHOM BIIACTH, OCYLIECTBIAIOMNUM (QYHKINUU 1O
MPUHITHIO HOPMATHBHBIX IMPABOBBIX AKTOB M KOHTPOJIIO 33 COOTIOICHUEM
3aKOHOJATENHCTBA B cpepe TOCYTapCTBEHHOIO PETYJIUPOBaHUS 1IeH (TapuQoB) Ha
TOBaphl (YCIyTH), B IOpsiaKe, ycranoBlieHHOM [IpaBurenscTBoM Poccuiickoii
®enepanuu.

(Hactb B penakiuu, BBeieHHO B neificTBue denepanbHbiM 3aKk0HOM 0T 13 urons 2015
roaa Ne 241-®3; B penakiuu, BBeieHHOM B felictBue ¢ 1 mapta 2020 rona
®denepanbHbIM 3ak0HOM OT 27 aexadpst 2019 roga Ne 475-D3. - Cm. npeapayuryo
PEIaKIINIO)

2. Opranu3anuy ONTOBOM TOProBIM JEKAPCTBEHHBIMH CPEACTBAMMU, AalITEUHBIE
OpraHu3al|K, UHIAMBUAYaJIbHbIE IPEANPUHUMATENN, UMEIOLIHE JIULEH3UI0 Ha
(bapMareBTHYECKYIO A TeIbHOCTD, MEIUIIUTHCKIE OPTaHU3aIlUH, UMEIOIINE JTUICH3HIO
Ha (papMaleBTUYECKYIO IEATEIbHOCTh, U UX 000COOJIEHHBIE MT0Ipa3/IeIeHUs
(amOymaTopuu, enpamepckue U GenbaAIepCcKo-aKyIepcKue MyHKTHI, IICHTPHI
(otnenenust) obmieit BpaueOHOM (CEMEIHOM ) MPAKTHKH ), PACIIOI0KEHHBIE B CEIIBCKUX
HACEJIEHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIe OPraHU3aIMK, OCYIIECTBIISAIOT
pean3anmio JIEKAPCTBEHHBIX NPENapaToB, BKIOYEHHBIX B IEPEUYEHB KU3HEHHO
HEO0OXOIUMBIX M BaKHEUIINX JIEKapCTBEHHBIX IIPENapaToB, MO 1IeHaM, KOTOpbIe
(bopMHPYIOTCS B COOTBETCTBUH € IOPSIIKOM, YCTaHOBJIEHHBIM [IpaBUTEIHLCTBOM
Poccuiickoit @eaepanuu, 1 ypoBeHb KOTOPBIX (0€3 yueTa Hajora Ha J0OaBIECHHYIO
CTOMMOCTb) HE JIOJKEH NPEBBIIATh CyMMY (PaKTHYECKON OTIYCKHOM LIEeHBI,
YCTaHOBJIEHHOW MTPOU3BOJUTENIEM JIEKAPCTBEHHOTO Mpernapara, He MpeBbIIaoeil
3apEruCTPUPOBAHHON NI NEPEPErUCTPUPOBAHHON NMPEAEIBHON OTIIYCKHOM 1IEHBI
MIPOU3BOIUTENA (Ha 1aTy pean3aluy JeKapCTBEHHOTO Mpernapara Nporu3BOIUTENIEM), U
pa3mepa onToBO# Haf0aBKU U (WJIM) pa3Mepa PO3ZHUYHOM Ha0aBKU, HE MPEBbIIIAIOLINX
COOTBETCTBEHHO pa3Mepa MpeieIbHON ONTOBOM Haq0aBKU U (UJIM) pa3Mepa MpeaeabHoM
PO3HMYHOM HaJJ0AaBKH, yCTAaHOBJIEHHBIX B cyObekTe Poccuiickoit denepanuu.

(Hactb B penakiuu, BBeieHHOM B nieiicTBue ¢ 1 mapta 2020 roga ®@enepalibHbIM 3aKOHOM
ot 27 nexabps 2019 roga Ne 475-03. - Cm. npeAbIAYIIYIO PEAAKITUIO)

3. Oprasbl HCIOJTHUTENBHOM BiacTu cyobekToB Poccuiickoit deneparyn pasmMenaoT B
cetu "MHTepHeT" HH(DOPMALIKIO O 3apETUCTPUPOBAHHBIX MTPEIETbHBIX OTIYCKHBIX IIEHAX
IIPOU3BOJUTENIEH HA JIEKAPCTBEHHBIE IIPENAPAThl, BKIIIOUCHHBIE B [IEPEUYCHb JKU3HEHHO
HEO0OXOUMBIX M BaKHEUIIHNX JIEKApCTBEHHBIX IIPENapaToB, 00 YCTaHOBIEHHBIX B
cyobekte Poccuiickoii denepariiu mpeesbHbIX pa3Mepax ONTOBBIX HaJ0aBOK U (MIJIH)
MpeiebHBIX pa3Mepax PO3HUUYHBIX Ha/I0aBOK K YCTaHOBJIEHHBIM MPOU3BOAUTEISIMU
JIeKapCTBEHHBIX MpenapaToB (PaKTHYECKUM OTITYCKHBIM 1I€HAM Ha JIEKApCTBEHHBIE



npenaparsl, BKIIOYCHHBIC B ITIEPEYCHb )KM3HEHHO HEOOXOIMMBIX M BaXKHEHIIINX
JIEKAPCTBEHHBIX MPEMApaToOB, a TAKKE O CYMME 3apEeTUCTPUPOBAHHBIX MPEIEIbHBIX
OTITYCKHBIX II€H ITPOU3BOIMTEIICH Ha JICKaPCTBEHHBIE TIPETapaThl, BKIIOUECHHBIE B
MepeveHb )KM3HEHHO HEOOXOIUMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX MPENapaToB,
YCTaHOBJICHHBIX B CyObekTe Poccuiickoit depepanun npeaebHbIX Pa3MEpPOB ONTOBBIX
Ha70aBOK U MIPEIETbHBIX Pa3MEPOB POSHUYHBIX HAJ0ABOK U HAJIOTA HA T00ABICHHYIO
ctouMocTb. MHpOopManus, npeaycMOTpeHHasI HACTOSIICH YacThiO, T0DKHA HAXOAUTHCS
TaK)Ke B aITEYHBIX OPTAaHU3AMMSIX B JOCTYITHOM JIJIsl BCEX 3aMHTEPECOBAHHBIX JIUII (hopme
1 OOHOBIIATHCS IO MEPE €€ pa3MEIICHUS OpraHaMy UCITOJTHUTEIILHON BJIACTH CyOBEKTOB
Poccuiickoit @enepanuu B cetu "MuTepHeT".

(YacTp B penakiuu, BBeIeHHOMU B nerictBre ¢ 1 mapTa 2020 roga denepaibHBIM 3aKOHOM
ot 27 nexadps 2019 roga Ne 475-D3. - Cm. npeAbIAYIIYIO PEAAKITUIO)

4. Yactp yrpatuna cuiy ¢ 1 mapta 2020 rona - @eaepanbHblii 3akoH oT 27 aexadps 2019
roja Ne 475-@3. - Cm. OpeaplAyLIy0 PeIaKIUIO.

['maBa 13. MonuTopuHT 3PPEKTUBHOCTH U O€30MACHOCTH JIEKAPCTBEHHBIX MPENapaToB,
Haxoagmuxcs B oopamenun B Poccuiickoit deneparun

HanmenoBanue B penakiiuu, BBeJieHHOU B aeiicTtBue ¢ 1 urons 2015 rona denepanbHbIM
3aK0oHOM 0T 22 nexadps 2014 roga Ne 429-@3. - CMm. npeablAyLIYI0 pEAAKIUIO

Cratbs 64. @apmakoHaA30p

1. JlekapcTBEeHHBIE TpenapaThl, HaxosAmuecs B oopamenuu B Poccuiickoii @enepanum,
MO/JIe’KaT MOHUTOPUHTY d(PPEKTUBHOCTH U O€30TIACHOCTH B EJISX BBISIBICHUS
BO3MOJKHBIX HETaTUBHBIX MOCIEACTBUN UX MPUMEHEHUS, UHANBUIY ATbHON
HETePEHOCUMOCTH, MPEAYTPEKACHUS METUITUHCKUX PAOOTHUKOB, CTICITHATMCTOB B
o0JacTy BeTepUHAPUH, MAIMEHTOB WU BIIAJIENbIIEB )KUBOTHBIX U UX 3aIIUTHI OT
MIPUMEHEHHUSI TAKUX JIEKAPCTBEHHBIX MPETapaToB.

(Yactp B penakium, BBeIeHHOI B neiictBue ¢ 13 aBrycra 2019 roga denepanbHbiM
3akoHOM oT 2 aBrycta 2019 roga Ne 297-@3. - CM. npeaplaylyto peaaKiuo)

2. ®apMaKOHaI30p OCYLIECTBIISETCS COOTBETCTBYIOIIUM YIIOTHOMOYEHHBIM
(benepaabHBIM OPraHOM UCTIOJIHUTENILHON BIACTH B YCTAHOBJIEHHOM MM MOPSIKE MTyTeM
aHaJIM3a MPE0CTaBIAEMON CyObeKTaMK 00palleH sl JIEKapCTBEHHBIX CPECTB
uHpopMalHU 0 TOOOYHBIX JEHCTBUAX, HEXKENATENbHBIX PEAKIIUIX, CEPhE3HBIX
HEeXKeJIaTeJIbHBIX PeaKUsIX, HeMPEIBUICHHBIX HEeXKeNaTeIbHbIX peakusix Mpu
MPUMEHEHHH JIEKAPCTBEHHBIX MPEnapaToB, 00 WHANBUYaTbHON HENEPEHOCUMOCTH,
OTCYTCTBUH 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX MIPEMapaToB, a TaKkkKe 00 MHBIX (haKkTax U
00CTOSTENBCTBAX, MPEICTABIISIONINX YIPO3Y KH3HHU WIH 3J0OPOBbIO YeloBeKa J100
KUBOTHOT'O IIPY MPUMEHEHUH JIEKApCTBEHHBIX MPENapaToB U BBISIBIECHHBIX Ha BCEX
sTanax oOpaleHus JeKapCcTBEeHHbIX NpenapaToB B Poccuiickoit denepanuu u Apyrux
rocyJapcTBax.



3. CyOBexTsl 0OpalleHus JIEKapCTBEHHBIX CPEJCTB B MOPAIKE, YCTAHOBICHHOM
YIIOJIHOMOYEHHBIM (heiepaibHBIM OPTaHOM HCIIOIHUTENILHOW BIACTH, 00S3aHbI COOOIIATH
B YIIOJIHOMOYEHHBIN (eiepaibHblil OpraH HCIOIHUTEIBHON BIACTH O TOOOYHBIX
JEWCTBUSX, HEXKENIATEIbHBIX PEaKIUIX, CEPhE3HBIX HEKEIATEIbHBIX PEAKLIU X,
HeMpeABUICHHbIX HEXKENATEIbHbIX PeaKIUAX IPU IPUMEHEHUH JIEKaPCTBEHHBIX
IpernaparoB, 00 HHIUBUAYATEHONW HETIEPEHOCUMOCTH, OTCYTCTBUH 3 (HEKTUBHOCTH
JIEKapCTBEHHBIX IIPENapaToB, a TAKXke 00 MHBIX (PakTax U 0OCTOATENLCTBAX,
MPEJCTABISAIONINX YIPO3Y KU3HU WK 37J0POBBIO YEI0BEKa MO0 KUBOTHOTO TIPU
IIPUMEHEHHH JIEKAPCTBEHHBIX MPENapaToB U BBIIBIECHHBIX Ha BCEX 3Tanax oOpalieHus
JIEKapCTBEHHBIX IpenaparoB B Pocculickoit denepanuu 1 Ipyrux rocyAapcrBax.

4. Jlepxatenu WIN BIAAEbLbl PpETUCTPALIMOHHBIX YIOCTOBEPEHNUHN JIE€KApPCTBEHHBIX
IIPENapaToB, OPUANYECKHE JIMIIA, HA UM KOTOPBIX BBIIAHBI PAa3pEIICHUs HAa IPOBEICHHE
KJIMHUYeCcKUX uccienoBanuil B Poccuiickoit denepanuu, 1m60 yrnoIHOMOUYEHHbBIE MU
Jpyrue IpUANYEcKHe 1A B paMKax o0ecreueHust 6€301acHOCTH JIEKapCTBEHHbBIX
IIPEenapaToB B MOPSIJIKE, YCTAHOBIEHHOM COOTBETCTBYIOIIUM YIIOJHOMOYEHHBIM
(benepanbHbIM OPraHOM HCIIOJIHUTENILHON BIIACTH, 0053aHbI OCYIIECTBIIATh IIPUEM, yUeT,
00paboTKy, aHAJIN3 U XPaHEHHUE MMOCTYIAIONINX B X aJIpec 0T CyOBEKTOB 00paIieHus
JIEKapCTBEHHBIX CPEACTB U OPTaHOB TOCYJAPCTBEHHOMN BJIACTH COOOMICHUN O TOOOYHBIX
JENCTBUSAX, HEXKEIATEIIBHBIX PEAKIUAX, CEPbE3HBIX HEXKENATEIbHBIX U HEITPEIBHUICHHBIX
HEXEeJIaTEJIbHBIX PeaKUsIX MIPU MPUMEHEHUH JIEKAPCTBEHHBIX IIPEnapaToB, 00
0COOEHHOCTSIX UX B3aUMOJICHCTBHUS C IPyI'MMH JIEKAPCTBEHHBIMU MperapaTamu,
WHIMBUIyaIbHOM HETIEPEHOCUMOCTH, a TaK)Ke 00 MHBIX (hakTaX U 0OCTOSTENbCTBAX,
IPEJCTABISAIOIINX YIPO3Y JKU3HU WM 370POBBIO YeI0BEKa JINOO )KUBOTHOI'O MIIU
BJIUSIIOLUX HA U3MEHEHUE OTHOLLIEHUS OKUAAEMOM MOJIb3bl K BO3SMOKHOMY PUCKY
IIPUMEHEHHUS JIEKAPCTBEHHBIX MIPETApaTOB.

5. Ilpu BeIsBACHUH UH(OPMALIUU O CEPhE3HBIX HEKETATENbHBIX PEAKIHIX U
HENPEIBUICHHBIX HEXKETATEIbHBIX PEAKIHUAX TPU IPUMEHEHUH JIEKAPCTBEHHBIX
mpemnapaToB, 00 0COOEHHOCTSAX UX B3aUMOAECHCTBUS C APYTUMHU JIEKAPCTBEHHBIMH
npenaparamu, HHAUBUAYaIbHON HEMEPEHOCHUMOCTH, a TaKXKe 00 MHBIX (paKTax u
00CTOSITEILCTBAX, BIMSIOMIMX HA K3MEHCHNE OTHOIICHHS OJKHIAEMOM OJIb3bI K
BO3MOXXHOMY PUCKY MPUMEHEHUS JICKAPCTBEHHBIX MPENApaTOB, AEPKATEIIH WA
BJIAJIEIIbLIbI PETUCTPALMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IIPENApPaTOB,
IOPUANYECKHE JINIA, HA UM KOTOPBIX BBIJAHbI pa3pelieHUs] Ha TPOBEACHUE
KIMHUYECKNX uccinenoBannii B Poccuiickoit deneparuu, 1m0 ymoIHOMOUYEHHBIE MU
JIpyTrUe I0pUINIEeCKUe JINIa 00s3aHbl IPUHATH MEPHI, HAIIPaBJICHHBIC HA YCTPAHCHUE
HETaTUBHBIX MOCIEACTBUN NPUMEHEHUS TAKUX JIEKaPCTBEHHBIX MPENapaToB,
MpeAyNpexACHIE MPUINHEHUS Bpe/ia )KU3HU WU 3JJOPOBBIO YeJIOBEKa JTNOO KUBOTHOTO,
3allUTY UX OT IPUMEHEHUS TAKUX JIEKAPCTBEHHBIX MPENapaToB, HAa IOMOJIHUTEIbHbIN
cOop IaHHBIX 00 3P PEKTUBHOCTH U OE30MACHOCTH TAKHUX JIEKAPCTBEHHBIX MpPErapaTos.

6. 3a HECOOOIICHNE WIIH COKPHITHE HHPOPMAIIHH, TPEyCMOTPEHHOMN YacThio 3
HACTOSIIEH CTaThbU, IEPHKATEIN UM BJIAJIEIIBIBI PETUCTPALIMOHHBIX YAOCTOBEPEHUN
JIEKapCTBEHHBIX MPENAPATOB, FOPUANYECKHUE JIUIA, HA UMSI KOTOPBIX BBIJIAHBI Pa3pelICHUs
Ha TIPOBECHNE KIIMHUYECKUX uccienoBanuii B Poccuiickoit deneparuu, mu60



YIOJIHOMOYEHHbIE UMH JIPyTHE IOPUIUUECKUE JIUIIA, a TAKXKE JODKHOCTHBIE JIMILIA,
KOTOPBIM 3Ta MH(OpMAaIHs cTaia U3BECTHA MO POAY MX MPO(EeCcCHOHATBHOM
NesITeIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOIATEIILCTBOM
Poccuiickoit denepanumn.

7. Ilpu moy4eHnH yIOITHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIIOJIHUTEBHON BIACTH
B paMKaXx OCYLIECTBIICHUS UM (hapMaKOHA[30pa JOKA3aTeIbCTB O HECOOTBETCTBUHU
JIEKApCTBEHHOTO MperapaTa yCTaHOBIEHHBIM TPeOOBaHUSM WIIU MIPU MOJTyYSHUH
nH(pOpMaUK 0 HECOOTBETCTBUH JTAHHBIX 00 A (HEKTUBHOCTH U 0 OE€3011aCHOCTH
JIEKApCTBEHHOTO MperapaTa JaHHBIM O JISKAPCTBEHHOM IIperapare, cojiepKaiumcs B
MHCTPYKIIHHU MO €r0 MPUMEHEHHUIO (B TOM YHCIIE BBISIBICHHBIX B XOJI€ OCYILIECTBICHHUS
(dhapmakoHa30pa KOHTPOIHHO-HAA30PHBIMHA OpraHAMH WHOCTPAHHBIX TOCYIapCTB),
YIOJIHOMOYEHHBIN (eiepalibHbIi OpraH UCIOTHUTEIHHON BIACTH B YCTAHOBICHHOM UM
MOPSIIKE PacCMaTPUBAET BOMPOC O MPUOCTAHOBJICHUH MIPUMEHEHHS TAKOTO
JIEKapCTBEHHOT'O Ipernapara.

(Cratbs B penakuuu, BBeZeHHOM B aeiicTBue ¢ 1 utonsa 2015 roga denepanbHbiM
3akoHOM 0T 22 nexabps 2014 roga Ne 429-03. - Cm. npeAbIAYLIYIO PEAAKIUIO)

Cratbs 65. [IprocraHoBieHHE TPUMEHEHUS JIEKaPCTBEHHOTO TIpenapara

1. ITpu noyuennn nHGOPMALIUN O HEXKEITATEIBHBIX PEaKIUIX IPU IPUMEHEHUN
JIEKApCTBEHHOTO MperapaTa, He YKa3aHHbIX B MHCTPYKLMH 10 IPUMEHEHHUIO
JIEKapCTBEHHOI'O IIPETapaTa, Cepbe3HbIX HEKENATEIbHBIX PEAKIUIX, 00 0COOEHHOCTSX
€ro B3aUMOJICUCTBUS C APYTMMHU JIEKAPCTBEHHBIMU MpenapaTaMu, KOTOPbIE MOTYT
MIPEJICTABIATh YIPO3y JKU3HH WM 310POBbIO YEJIOBEKa MO0 )KMBOTHOTO, a TAKXKE O
HECOOTBETCTBHH JaHHBIX 00 3(h)(heKTUBHOCTH U 0 GE30MMaCHOCTH JIEKaPCTBEHHOTO
IpernapaTa JaHHBIM O JIEKAPCTBEHHOM IIperapare, CoIEepKalliuMcsl B MHCTPYKIUU 110 €ro
IIPUMEHEHHIO, B TOM YHUCJIE OT YIIOJHOMOYEHHBIX OPraHOB HHOCTPAHHBIX TOCYJapCTB,
00MEH KOTOPOW OCYIIECTBIISIETCSI B COOTBETCTBUH C COTJIAILIEHUSIMU MEXTY
YIIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIIOJIHUTENILHON BIACTH U
YIOJHOMOYEHHBIMU OPraHaMy MHOCTPAHHbBIX FOCYAAPCTB, YIIOJIHOMOYEHHBIN
(benepanbHBII OpraH UCIOTHUTEIBHOM BIACTH PACCMATPUBAET BOIIPOC O BO3MOXKHOCTH
MIPUOCTAaHOBJIEHUSI OOpaIlleHUs] TAKOTO JIEKAPCTBEHHOTO MIperapaTa B IMOpsIJIKe,
YCTQHOBJICHHOM YIIOJTHOMOYEHHBIM (he/iepaibHbIM OPraHOM HCHOJIHUTEIbHOM BIACTH.

2. Ilpu HeUCTIOTHEHUY WM HEHAIJIeKAIIEM UCTIOTHEHUN JIEPKATEIIMUA WITH
BJIaJI€NIbLIAMU PETUCTPALMOHHBIX YI0CTOBEPEHUH JIEKAPCTBEHHBIX IIPENAPATOB,
FOPUANYECKUMU JTUIAMH, HAa UMSI KOTOPBIX BbIAAHBI pa3pelieHus Ha MPOBEACHUE
KJIMHUYECKUX UccienoBaHuii B Poccuiickon denepannuu, WM YIIOJTHOMOYEHHBIMA MU
JTPYTUMU IOPUTUIECKUMHA JTUIIAMU 005I3aHHOCTEH, YCTAHOBIIEHHBIX YaCTsAMH 3 U 4 CTaTbu
64 nacrosimero deeparbHOrO 3aKOHA, MO0 B CIydyasX MPeICTaBICHUS
COOTBETCTBYIOIINM YIIOJTHOMOYEHHBIM (heZIepalbHBIM OPTraHOM HCTIOTHUTEIHHOM BIACTH
3aKJIFOYEHUS O HEJOCTOBEPHOCTHU PE3YJIbTATOB KIIMHUYECKOIO HCCIIEI0BaHUS
JIEKapCTBEHHOTO Tpernapara Jjisi MeIUIIMHCKOTO MTPUMEHEHU A, KOTOPOE OCHOBAHO Ha
pe3yJibTaTax NpOBEPKUA MEAUIIMHCKON OpraHU3ally, POBOIUBIIEN YKa3aHHOE
KJIMHUYECKOE MCCIIEIOBAaHNE C HAPYIIEHUEM ITPaBUJI HAIJIEKAIEH KITMHUYECKON



MIPAKTUKU, ¥ MIPUBEJIO K MOJyYEHUIO0 HEAOCTOBEPHBIX PE3yJIbTAaTOB, JIM00 B Cliyyae
HCBBITOJHCHHUA MPEANTNCAHUS, BBIJAHHOI'O YIIOJTHOMOYCHHBIM Q)eﬂepaanHM OopraHomMm
MCIOJIHUTEJILHOM BJIACTH IO UTOTaM OCYILECTBJICHHS BBIOOPOYHOTO KOHTPOJIS KauecTBa
JIEKapCTBEHHOT'O TIperapaTa, yIoJIHOMOYCHHBIN (eiepalbHbIi OpraH UCTIOTHUTEIHLHOM
BJIACTU B YCTAHOBJICHHOM UM IOPSAKE pPacCCMaTPHUBAET BOMPOC O MPUOCTAHOBICHUHU
MIPUMEHEHHUS TAKOTO JICKAPCTBEHHOTO IpEIapara.

3. YomHOMOYCHHBIN (eiepaIbHBIN OpTaH UCTIOTHUTEIILHOM BJIACTH MPHU TPECTABICHUN
€My CBEJICHUI1 O HECOOTBETCTBHH IPOU3BOIUTEISI IEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM
IIpaBWJI HaJJIeXkKallel IPOU3BOJCTBEHHON IPAKTUKY U (WJIM) O HApYLIEHUH
JTUIEH3UOHHBIX TpeOOBaHUM, KOTOpPbIE ObLIN BBISIBICHBI B X0J1€ IPOBEICHUS
MHCIIEKTUPOBAHMS IIPOU3BOUTENS JIEKAPCTBEHHBIX CPEICTB UM OCYIIECTBICHUS
JTUIEH3MOHHOTO KOHTPOJIA B c(hepe MPOU3BOACTBA JICKAPCTBEHHBIX CPEICTB U MPUBEIN
WJIY MOTYT IPUBECTH K IIPOU3BOACTBY JIEKAPCTBEHHBIX IIPENAPATOB ISl MEIUIIMHCKOTO
MPUMEHEHHU S, TPUUMHUBIIHNX WIA CIOCOOHBIX MPUYUHUTE BPEJI KU3HU WIH 3I0POBBIO
IPaKJaH, paCCMAaTPUBAET BOIPOC O NPUOCTAHOBJIICHUM IPUMEHEHMS JICKAPCTBEHHBIX
[penaparoB Il MEAULIUHCKOTO IPUMEHEHHS B YCTAHOBJIEHHOM UM MOPSIIKE B
CIIEIYIOIINX CIIyYasix:

1) cocTaB u (UIM) TEXHOJIOTHUS MPOU3BOACTBA JIEKAPCTBEHHOTO Tpernapara Jyis
MEIUIIUHCKOTO MPUMEHEHHS (C OMMCAHUEM CTaIui TPOU3BOACTBA) OTIMYAOTCS OT
3asIBJICHHBIX B PETUCTPALIMOHHOM JIOChHE;

2) nexapcTBEHHBIN mpenapar A MEAUIIMHCKOTO TPUMEHEHUS TPOU3BEIeH Ha
MPOU3BOACTBEHHOM IUIOIIAIKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JI0ChHE;

3) y Ipou3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB OTCYTCTBYIOT IOKYMEHTHI,
MOATBEP>KAAIOIINE COOTBETCTBUE KAaU4ECTBA JICKAPCTBEHHOTO Ipenapara s
MEIULUHCKOTO MPUMEHEHHUS, BBOJUMOI'O B TPKAAHCKUNA 000pOT, TpeOOBAHHUSAM,
YCTaHOBJIEHHBIM IIPH €r0 FOCYJapCTBEHHOM PErUCTPALINHY;

4) mpor3BOIUTENIEM JIEKAPCTBEHHBIX CPEJCTB B COINIACOBAHHBIN C COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (heiepalibHbIM OPTaHOM HCIIOJIHUTENIbHON BJIACTU CPOK HE YCTPaHEHBI
HapylLIieHHs TpeOOBaHUM MpaBUIl Ha/IIeKale TPOU3BOICTBEHHOM NMPAKTUKU U (UJTHN)
JIMIIEH3UOHHBIX TPeOOBAaHUM, KOTOPbIE OBLIM BBISIBICHBI B X0J1€ MPOBEICHMUS
MHCIEKTUPOBAHUS TPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB WIIK OCYIIECTBICHUS
JIMIIEH3MOHHOTO KOHTPOJIS B chepe MPOU3BOCTBA JIEKAPCTBEHHBIX CPE/ICTB U IPUBETH
WM MOTYT MPUBECTU K IPOU3BOJICTBY JEKAPCTBEHHBIX MPENapaToB JIsl MEAULIUHCKOTO
MPUMEHEHMS, TIPUYMHUBIINX UM CIOCOOHBIX MPUYUHUTD BPEJl )KU3HU WU 37I0POBBIO
rpaxaaH.

(YacTp gononaHuTenbHO BKItOUYeHA ¢ 15 utonst 2018 roga @enepanbHbIM 3aKOHOM OT 4
utoHs 2018 roma Ne 140-D3)

4. YnonHoMouYeHHBbIH (efepanbHbIii OpraH UCIOJHUTENBHOM BIACTH MPU HATUYUH Y
HEro CBEACHUI 0 HECOOTBETCTBUU ITPOU3BOJUTEIIS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM IPaBUJI Ha/IJIEKaIe MPOU3BOACTBEHHOMN NMPAKTUKU U (MJIM) O HApYLIEHUH



JIMLIEH3UOHHBIX TPeOOBAaHUM, KOTOPbIE OBLIM BBISIBICHBI B X0J1€ IPOBEACHMUS
MHCIIEKTUPOBAHMS IIPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEICTB UM OCYIIECTBICHUS
JIMIIEH3MOHHOT'O KOHTPOJIS B chepe MPOU3BOCTBA JIEKAPCTBEHHBIX CPEICTB U IPUBEIN
WJIYM MOTYT IIPUBECTH K IIPOU3BOACTBY JIEKAPCTBEHHBIX IIPENApATOB ISl BETEPUHAPHOIO
IPUMEHEHMS], IPUYUHUBIINX UM CIIOCOOHBIX MPUYUHUTD BPEJl )KU3HU WU 3]J0POBBIO
JKUBOTHBIX, PACCMATPHUBAET BOIPOC O IIPUOCTAHOBJIICHUH PEAIU3ALMU U IIPUMEHEHUS
JIEKApCTBEHHBIX IIPENAPaTOB I BETCPUHAPHOIO IPUMEHEHHUS B YCTAHOBICHHOM UM
MOPAJKE B CIEAYIOLIMX CIIy4asx:

1) cocraB u (MJIM) TEXHOJIOTUS IPOU3BOJICTBA JIEKAPCTBEHHOIO IIpernapaTa Jyist
BETEPUHAPHOI0 IPUMEHEHHUS (C OMMCAHUEM CTaJuil IPOU3BOCTBA) OTINYAIOTCS OT
3a4ABJICHHBIX B PETUCTPALIMOHHOM JJOCHE;

2) nexapCcTBEHHBIN Mpenapar AJisi BETEpUHAPHOTO MPUMEHEHHS POU3BEICH Ha
MIPOM3BOJICTBEHHOM TUIONIA/IKE, HE YKa3aHHOW B PETUCTPAIIMOHHOM JI0ChE;

3) y npou3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT JOKYMEHTHI,
MIOATBEPKIAIOIIHME COOTBETCTBUE KAUECTBA JIEKAPCTBEHHOIO IIperapara 1Jis
BETEPUHAPHOTO MPUMEHEHHS, BBOJMMOTO B TPAXKIAHCKHUI 000pOT, TpeOOBaHUSAM,
YCTaHOBJICHHBIM IIPU €r0 FOCYJapCTBEHHOM PErUCTPaLIH;

4) mpon3BOIUTENIEM JIEKAPCTBEHHBIX CPEJCTB B COINIACOBAHHBIN C COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM (pe/iepalibHbIM OPraHOM UCIIOJIHUTEIHHON BJIACTH CPOK HE YCTPAHEHBI
HapylIeHus TpeOOBaHUI TIPABHII HAIICKAIICH MPOW3BOJICTBEHHOMN MPAKTUKH U (FITH)
JTUIEH3NOHHBIX TPeOOBaHUM, KOTOpPbIE ObLITN BBISIBICHBI B X0J1€ TIPOBEICHUS
MHCIEKTUPOBAHUS TPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB WIIM OCYIIECTBICHUS
JTUIEH3MOHHOTO KOHTPOJIA B c(hepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB U MPHUBEIU
WJTU MOTYT MPUBECTH K TPOU3BOACTBY JIEKAPCTBEHHBIX MPEMApaTOB ISl BETEPUHAPHOTO
MPUMEHEHUS, TPUUNHUBIIHNX WIA CIOCOOHBIX MPUYUHUTE BPEJI KU3HU WIH 3/I0POBBIO
KUBOTHBIX.

(Yactp nomonHUTENHHO BKIIOUeHa ¢ 15 uroHs 2018 rona @enepanbHbIM 3aKOHOM OT 4
utoHs 2018 rona Ne 140-®3)(Cratbs B penakiuu, BBeJleHHO! B aeiictBue ¢ 1 uronsg 2015
roga GenepanbHbiM 3ak0HOM OT 22 nexabps 2014 romga Ne 429-03. - Cm. npeAbIAYyIIYIO
peIaKInIo)

C 1 suBaps 2023 roga ®enepanbHbiM 3akoHOM OT 27 nexkadps 2019 roga Ne 475-03
craths 65 HacTosiero PenepaabHOro 3aKOHa OyAET AOMOJIHEHA YacTsIMU S U 6.

Cratbs 66. Undopmanus o pesynbraTax ¢papMakoHaa3opa
YnonHoMo4YeHHBIN (efepanbHbIi OpraH UCIOTHUTENbHOM BIACTH, OCYIECTBIISIFOIINMA
(bapMakoHaa30p, 1O ero pe3ybTaTaM pa3MellaeT Ha CBOeM O(UIIHATLHOM caiiTe B CETH

"Uutepuer" nHbOpMAIIHIO O:

1) BBISIBIICHUH HOBBIX TOJTBEPKACHHBIX JAHHBIX O MMOOOYHBIX JEHCTBUSIX,
HEKEJIaTEJIbHBIX PEAKIUAX, CEPhE3HBIX HEXKENATENbHBIX PEAKLUIX, HEIPEIBUIECHHBIX



HEXKECIATCIbHBIX PCAKIUAX IMIPH NIPUMECHCHUHN JICKAPCTBEHHOI'O ITPEIiapaTra, B TOM YUCJIC
BIMAKOIIKX HAa OTHOIICHHUEC O)KHII&GMOﬁ IMOJIB3bI K BOBMOKHOMY PHUCKY IPUMCHCHUA
JaHHOT'O JICKapCTBCHHOI'O IIp€Iiapara,

2) MPUHATHIX PEUICHUAX O BHECCHMH U3MEHEHHI B MHCTPYKIIHIO TIO MPUMEHEHHIO
JIEKapCTBEHHOTO MperapaTa, O IPUOCTAHOBICHUH PUMEHEHHUS JIEKAPCTBEHHOTO
npenapara, 00 U3bATHU U3 00paIleHHsI ICKAPCTBEHHOTO Mperapara Uik o
BO300HOBJICHUU TPUMEHEHUS JICKAPCTBEHHOTO IIpenapara.

(Cratps B penakuuu, BBeZIcHHOU B aeiicTBue ¢ 1 mapTa 2020 roga denepaibHbIM
3akoHOM 0T 27 nekabps 2019 romga Ne 475-03. - Cm. npeAbIAYIIYIO PEAAKITUIO)

I'maBa 14. Madopmanus o 1eKkapCcTBEHHBIX npernaparax. CucreMa MOHUTOPUHTA
JBKEHUS JIEKAPCTBEHHBIX MPETApaToB ISl MEAUIIMHCKOTO TPUMEHEHUS

HaumenoBanue B penakiiuu, BBeieHHOM B eiicTBue ¢ 1 stuBapsa 2018 roga
®enepanibHbIM 3aKOHOM OT 28 nexadbpst 2017 roma Ne 425-D3. - CM. npeapIayyo
peAaKIuIo

Cratps 67. UHdopmanus o IekapcTBEHHBIX npenaparax. CucteMa MOHUTOPHHTA
JBIKEHUS JIEKAPCTBEHHBIX IIPENAPATOB IS MEAULIMHCKOIO IPUMEHEHUS

HaumenoBanue B penakiiuu, BBeieHHOM B jieiicTBue ¢ 1 ssuBapsa 2018 roga
®enepanibHbIM 3aKOHOM OT 28 nexadbpst 2017 roma Ne 425-D3. - CM. npeapIayyo
peAaKIuIo

1. Undopmanius o 1ekapCcTBEHHBIX Mpenaparax, OTIyCKaeMbIX 0 pelenTy Ha
JIEKapCTBEHHBIN Mpernapar, J0HKHA COIEPIKaThCs TOJIBKO B CIELMAIN3UPOBAHHBIX
W3JIaHUsX, IPeIHa3HAYEHHBIX JIJIs1 MEIULMHCKUX, (papMalieBTHYECKUX PAOOTHHUKOB,
CMELUANNCTOB B 001acTH BeTepuHapuu. MHpopmarus o iekapcTBEHHBIX Mpenaparax s
CHEIHAIMCTOB B 00JIaCTH 00paleHHs JIEKAPCTBEHHBIX CPEACTB MOXKET COJIEPKATHCS B
MOHOTpadUsIX, CIPABOYHUKAX, HAYYHBIX CTaThAX, B JOKJIA/1aX HAa KOHIpEccax,
KOH(epeHIMSIX, CUMIIO3UyMaX, HAyYHBIX COBETaX, a TAKXKe B MHCTPYKIUX IO
IIPUMEHEHHUIO JIEKAPCTBEHHBIX IPENapaToB.

(Hactb B penakium, BBeieHHOM B efictBue ¢ 13 aBrycra 2019 roga ®enepanbHbIM
3akoHOM OT 2 aBrycta 2019 roma Ne 297-®3. - CM. npeapIAyLIy0 PeAAKIHUIO)

2. ndopmanus o 1eKapCTBEHHBIX MperapaTax, OTIyCKaeMbIX 0e3 pererra Ha
JIEKapCTBEHHBIN Mpernapar, MOKET COJAEPIKAThCS B MyOIHKAIUSIX U OOBSBICHHUIX CPEICTB
MaccoBOM WH(MOPMAINH, CIICITHATH3NPOBAHHBIX U OOIIUX MEYATHBIX U3IaHUSX,
WHCTPYKIUSAX 10 TPUMEHEHHUIO JIEKAPCTBEHHBIX MPEMapaToB, MHBIX U3JJaHUSIX CyOBEKTOB
oOparieHus JJeKapCTBEHHBIX CPEACTB. PekilaMHbIe MaTEpHAIBI O JIEKAPCTBEHHOM
mpermapare, OTIyckaeMoM 0e3 pelenTa Ha JeKapCTBEHHBIHN mpenapar, T0JKHBI
COOTBETCTBOBATh MHCTPYKITUHU IO MPUMEHEHHIO JICKAPCTBEHHOTO TIperapara.



3. JlomyckaeTcs UCHOIb30BaHUE JIIOOBIX MAaTepUAIbHBIX HOCUTEINEH, I03BOJISIOLINX
XpaHHTh, TIEpEeIaBaTh U UCTIOIH30BATH HH(POPMAIUIO O JIEKAPCTBEHHBIX Mpenaparax 0e3
€€ NCKaXXECHUs.

4. 1ns ueneit uaeHTU(PUKALMN YITaKOBOK JIEKaPCTBEHHBIX MPErnapaToB s
MEIUIIMHCKOTO IPUMEHEHMSI IPOU3BOIUTENHN JIEKAPCTBEHHBIX CPEJICTB B MOPSAIKE,
ycranoBieHHOM [IpaButenscTBoM Poccuiickoit deaepanyu, HAHOCSAT Ha MEPBUYHYIO
YIaKOBKY (B OTHOLIEHUH JIEKAPCTBEHHBIX IIPENAPATOB JUIsl MEAULIMHCKOTO IIPUMEHEHUS,
JUISL KOTOPBIX HE MPEeyCMOTpeHa BTOPUYHAS YIIAKOBKA) U BTOPUYHYIO
(mOTpeOUTENBCKYI0) YIIAKOBKY JIEKAPCTBEHHBIX IIPENApaTOB JIIsl MEIULIUHCKOTO
MIPUMEHEHUS CPE/ICTBA UACHTU(DUKAIINH, 32 UCKIIIOUEHUEM JIEKAPCTBEHHBIX MpPENapaToB
JUISL MEUIIMHCKOTO IIPUMEHEHHSI, IPOU3BOIUMBIX JIJIsl IPOBEACHUSI KIIMHUYECKUX
UCCIIEIOBaHMM, SKCIIOPTA, JIEKAPCTBEHHBIX MPENapaToB AJs MEAUIIMHCKOTO TPUMEHEHUS,
yKa3aHHbIX B yacTsX 5 u 8 crateu 13 Hacrosmero ®enepanbHOro 3aKOHa,
paanodapMaleBTHUECKUX JIEKAPCTBEHHBIX MPENapaToB, MUSIBOK MEIUIIUHCKUX U ra30B
MeauIUHCKUX.(YacTh nonoaHuTenbHo BKiItodeHa ¢ 1 utons 2020 roga @enepanbHbIM
3aK0HOM OT 28 nexadpst 2017 roma Ne 425-D3 (¢ n3BMEHEHUSAMU BHECEHHBIMU
®denepanbHbIM 3aK0HOM OT 28 HOs10pst 2018 roga Ne 449-03, OenepaibHBIM 3aKOHOM OT
27 nexabps 2019 roga Ne 462-D3))

5. XapaKTepUCTUKU CPEICTBA UICHTU(DUKAIIMH, TIOPSAIOK €r0 HaHECESHUS M TPeOOBaHUS K
CTpYKType U ¢popmaTy nHGOpMAIINU, KOTOPYIO COEPKUT CPEICTBO UACHTHU(UKAIINY,
onpeaesitores [pasurensctBom Poccuiickont @enepanuu.

(YacTp nomoaHuTenbHO BKItOUeHa ¢ 1 ssHBaps 2018 roga denepanbHbIM 3aKOHOM OT 28
nexadps 2017 roga Ne 425-D3)

6. [Topsimok co3nanusi, pa3BUTHSA, BBOJIAa B SKCILTyaTaIMI0, SKCILTyaTalliy U BBIBOJIA U3
JKCIUTyaTallii CUCTEMbl MOHUTOPUHTA JIBH>KEHHUS JIEKAPCTBEHHBIX MTPEnapaToB JJIs
MEJUIIMHCKOTO MPUMEHEHHUS, TIOPSIOK MPEA0CTaBICHUS MHPOPMALIUU, COACPIKAIICICS B
CUCTEME MOHUTOPUHIA ABUKEHUS JIEKAPCTBEHHBIX MTPENapaToB Il MEAUIIUHCKOTO
MIPUMEHEHUSI, U TIOPSIIOK B3aUMOJICHCTBUS YKa3aHHON CUCTEMBI C MHBIMU
rocy1apCTBEHHBIMU WH(GOPMAITMOHHBIMU CHCTEMaMU U UH(GOPMAITMOHHBIMHU CHCTEMaMuU
FOPUTMYECKUX JIUI] ¥ UHIMBUIYaJIbHBIX IPEANMPUHUMATENEH, YKAa3aHHBIX B 4acTsax 7 u 10
HACTOSIIEHN CTaThU, ycTaHaBinuBaroTcs [IpaBurensctBoM Poccniickoit denepanum.
OmnepaTopaMu CHCTEMBI MOHUTOPUHTA JIBUKEHUS JICKAPCTBEHHBIX MpEnapaToB s
MEIUIIMHCKOTO MMPUMEHEHHUSI SIBISIOTCS (peiepalibHbIi OpraH UCIOTHUTEILHON BIACTH U
(wm) opranuzanus, ynorHoMmodeHHbie [IpaBurensctBom Poccuiickoit
®enepanun.(YacTs JonomHUTENBHO BKIIOYeHa ¢ | ssHBaps 2018 roga deaepanbHbIM
3aKoHOM OT 28 nexadpst 2017 roma Ne 425-D3)

7. FOpuanueckue JIMlia U MHAUBUIyallbHbIE IPEANPUHUMATENN, OCYILECTBISAIONINE
MPOU3BOJCTBO, XpaHeHUe, BBO3 B Poccuiickyro denepannio, OTIyCK, peaanu3aiuio,
rnepenavy, IPUMEHEHUE U YHUUYTOKEHUE JIEKAPCTBEHHBIX ITPENAPATOB JJI1 MEIUIIUHCKOTO
MIPUMEHEHHUsI, 00ECTICUMBAIOT B MTOPSIIKE U B COCTABE, KOTOPBIE YCTaHOBJIECHBI
[IpaBurenscTBoM Poccuiickon denepannu ¢ y4eToM BUAA OCYILIECTBISEMON UMU
NesTeTbHOCTH, BHECEHUE MH(OPMAITUH O JIEKAPCTBEHHBIX MperapaTax s



MEIUIIMHCKOTO IPUMEHEHHS B CUCTEMY MOHMTOPHHTA JIBH)KCHHS JIGKAPCTBEHHBIX
MpenaparoB JJIsl MEAUIIUHCKOTO PUMEHECHHUS.

(Yactp gomoaHuTenpHO BKItoueHa ¢ 1 urons 2020 roga denepanbHbIM 3aKOHOM OT 28
nexabpst 2017 roma Ne 425-03 (c u3MeHEeHUSIMUA BHECEHHBIMU DeiepaibHbIM 3aKOHOM OT
27 nexabps 2019 roga Ne 462-D3))

7.1. JlekapcTBEHHBIE MpenapaThl Jjs MEAULIUHCKOIO IPUMEHEHHS], IPEJHA3HAYCHHbIE
111 o0ecTiedeHus UL, OOMBHBIX reMO(pUINeH, MyKOBHCIUA030M, THIIO(QH3apHBIM
HaHU3MOM, OoJie3HbI0 [ o111e, 3710KaYeCTBEHHBIMU HOBOOOPA30BaHUSAMU JIMM(OUIHOH,
KPOBETBOPHOU M POACTBEHHBIX UM TKAHEH, paCCESIHHBIM CKJIEPO30M, JIUII MTOCIIE
TpaHCIJIAaHTAI[MX OPTaHOB M (MJIM) TKaHEH, mpou3BeaeHHbIie 10 31 nexadps 2019 roxa, a
TaK)K€ UHbIE JICKAPCTBEHHBIE MPETapaThl 111 MEUIUHCKOTO MPUMEHEHMUS,
npousBeneHHble 10 1 uronsg 2020 rona, noanexaT XpaHEHHUIO, IEPEBO3KE, OTILYCKY,
peam3anuu, epeaave, IPUMEHEHUI0 0€3 HAaHECCHHS CPEJICTB UACHTH(MHUKAIIIH 10
HcTeYeHUs cpoka ux rogHoctu. IIpaButensctBo Poccuiickoit denepannu Bpase
YCTaHOBHUTH OCOOCHHOCTH BBOJIa B TPAXkKIaHCKHI 000POT JICKAPCTBEHHBIX IIPEIIapaToB
JUIS. METUIIMHCKOTO TPUMEHEHU S, TPOU3BeeHHBIX B riepuo ¢ 1 uromnsa 2020 roxa mo 1
okts10pst 2020 roza. B memnsix BBosa B rpa)1aHCKUH 000POT JIEKapCTBEHHBIE MPETIapaThl
JUTSL MEIMITMHCKOTO MIPUMEHEHHS, 32 UCKITIOYECHUEM JICKAPCTBEHHBIX MPENapaTos,
MpeIHa3HAYEHHBIX 7151 0O0ecTieueHus Jinll, OOJIbHBIX reMo(uiInel, MyKOBUCIIUI030M,
runogu3apHbIM HaHU3MOM, O0Jie3HbIO [ o111e, 3710KaueCTBEHHBIMU HOBOOOPa30BaHUSIMU
TuMGOUIHOM, KPOBETBOPHOU U POJCTBEHHBIX UM TKAHEH, paCCESTHHBIM CKIEPO30M, JIUIT
MOCJI€ TPAHCIUJIAHTAI[MU OPTaHOB M (UJIM) TKaHEU, TPOU3BEICHHBIC 3a TIpeieIaMu
tepputopuun Poccuiickoit @enepannu 10 1 oktsiOps 2020 roga, MOryT ObITH BBE3EHBI B
Poccuiickyro ®@enepanuto 1o 1 saBaps 2021 rona B nopsike, yCTaHOBICHHOM
[IpaButenscTBOM Poccuiickoit denepannu, 6e3 HaHECEHUs CPEICTB UACHTU(DUKAIIIHN.
(YacTp gomomHUTENHHO BKIIOUEHA ¢ 29 HOos10ps 2019 roga denepanbHbIM 3aKOHOM OT 28
Hos10pst 2018 rona Ne 449-d3; B pepakuuu, BBeIeHHOHU B jieiicTBre ¢ 28 nexadps 2019
roga denepanbHbiM 3aK0HOM 0T 27 nexadps 2019 roga Ne 462-D3; B pegaxkuuy,
BBeieHHOM B niericTBue denepanbHbiM 3akoHOM OT 13 mronst 2020 rona Ne 206-D3,
pacrpocTpaHseTcs Ha MpaBOOTHoIIEeHUs, Bo3HUKIHE ¢ 1 uronst 2020 roga. - Cwm.
MPEIbIAYIIYIO PEIAKIIHIO)

8. Opranu3zanus UHGOPMAIIMOHHOT'O B3aUMOJICHCTBUS CCTEMbl MOHUTOPHHIA IBM)KEHUS
JIEKapCTBEHHBIX MPENapaToB JUIsl MEIULIMHCKOTO IPUMEHEHUS C UHBIMU
rOCyJapCTBEHHBIMHM MH(POPMALIMOHHBIMHU CUCTEMaMH 00€CIIeUnBAETCs B TOM YHCIIE
MOCPEACTBOM MH(PACTPYKTYphl, o0ecneunBaromiei nH(HOpMalnOHHO-TEXHOJIOTMUECKOe
B3aUMOJIeHCTBHE HHPOPMALIMOHHBIX CHCTEM, UCTIOIb3YEMBIX JUISl TPEIOCTABICHUS
roCy/IapCTBEHHBIX U MyHHUIIUIAIBHBIX YCIYT U UCIIOJIHEHUS TOCYIaPCTBEHHBIX U
MYHULIUNATBHBIX (QYHKIUHI B 3IEKTpOHHON (opMme.

(YacTp nomomHuTEeNbHO BKIIOUeHA ¢ 1 ssHBapst 2018 roga denepanbHBIM 3aKOHOM OT 28
nexabpst 2017 rona Ne 425-03)

9. O0menoctynHas HHPOPMALUS, COIEpKAIIAsACA B CHCTEME MOHUTOPUHTA IBUKCHUS
JIEKapCTBEHHBIX MPENapaToB JIIsl MEIUIIMHCKOTO IPUMEHEHUS, pa3MeIaeTcs B
MH(POPMAIMOHHO-TEJIEKOMMYHUKaMOHHON ceTn "MHTepHeT" (B ToM ymcie B popme



OTKPBITHIX JIaHHBIX) B MOPSAKE, ycTaHOBIeHHOM [IpaBuTenscTBoM Poccuiickoi
denepauuu.

(YacTp nomoaHuTenbHO BKItOUeHa ¢ 1 ssHBaps 2018 roga denepanbHbIM 3aKOHOM OT 28
nexadps 2017 roga Ne 425-D3)

10. [IpousBoauTeNM JEKAPCTBEHHBIX CPEJICTB MOIYUYAIOT COACPKAILYIOCS B CUCTEME
MOHHUTOPHHTA JABHKEHUS JIEKAPCTBEHHBIX MIPENapaToB Ui MEIUIIMHCKOTO IPUMEHEHUS
MH(OPMAIIHIO O CEPUAX U MAPTHSIX JICKAPCTBEHHBIX MPENapaToB, IPOU3BOANMBIX HMH U
HaXOJSIIMXCS B TpaxkaHCKOM obopote B Poccuiickoii @eneparu, 6€3B03ME31HO.
(Yactp gononHuTenbHO BKItOYeHa ¢ 1 suBapst 2018 roga denepanbHbIM 3aKOHOM OT 28
nexadpst 2017 roma Ne 425-D3)

11.3a mpou3BOJICTBO WU MPOJIAXKY JEKAPCTBEHHBIX MIPEMAPATOB ISl MEULIUHCKOTO
MIpUMEHEHUS 0€3 HAaHECeHUsI CPEICTB UACHTH(UKAIINY, C HAPYIIEHUEM yCTaHOBICHHOTO
MOPsIIKA UX HAHECEHM S, a TAK)KE 32 HECBOEBPEMEHHOE BHECCHHE JIAHHBIX B CUCTEMY
MOHHUTOPHHTA JABHKEHHUS JIEKAPCTBEHHBIX MPENapaToB Ui MEIUIITHCKOTO IPUMEHEHHS
WJTM BHECEHUE B HEE HEJIOCTOBEPHBIX JIAHHBIX IOPUANYECKUE JINIIA U UHIUBUIyATbHBIC
MpeaNpUHUMATENH, YKa3aHHbIE B YacTsIX 4 U 7 HACTOSIIEH CTaThbH, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoi denepanuu.
(Yactp gomoaauTenbHO BKItoueHa ¢ 1 urons 2020 roga denepanbHbIM 3aKOHOM OT 28
nexadps 2017 roga Ne 425-D3 (¢ u3MeHEeHUSIMU BHECCHHBIMU DeiepalibHBIM 3aKOHOM OT
27 nexabps 2019 roma Ne 462-D3))

12. IIpaBurensctBo Poccuiickoilt denepannu BrpaBe yCTAHOBUTh OCOOEHHOCTH
BHEJPEHUS CUCTEMbl MOHUTOPUHIA JIBUKEHUS JIEKAPCTBEHHBIX MPENapaToB AJis
MEIUIIMHCKOTO IPUMEHEHHUS], BKJIOUAsl CPOKU €€ BHEAPEHUS, B OTHOILICHUU
JIEKapCTBEHHBIX MPENapaToB JUIsl MEIULIMHCKOTO IPUMEHEHUS, BKIIIOUEHHBIX B II€PEUYEHb
AKHU3HEHHO HEOOXOAMMBIX M BaKHEHUIIHNX JIEKAPCTBEHHBIX MPENapaToB, JEeKapCTBEHHbBIX
MpenaparoB, MpeAHa3HAYECHHBIX JIJIs1 00ecTIeueHus JTUI, O0JIBHBIX TeMO(PUITHEH,
MYKOBHCIIU/1030M, TUITO(PHU3apHBIM HAaHU3MOM, 00Jsie3HbI0 [ o111e, 3710KauecTBEHHBIMU
HOBOOOPa30BaHUAMHU JTUMPOUTHON, KPOBETBOPHOU U POACTBEHHBIX UM TKaHEH,
paccessHHbIM CKJIEPO30M, JIMII OCJIE TPAHCIUIAHTALIMN OPTaHOB U (MJIM) TKaHEH, MHBIX
JIEKapCTBEHHBIX MPENapaToB JUIsl MEIUIIUHCKOTO IPUMEHEHUSI.

(Hactp nononHUTENbHO BKIItOUeHa ¢ 1 stHBaps 2018 roga denepanbHbIM 3aKOHOM OT 28
nexadpst 2017 roma Ne 425-D3)

I'mapa 14.1. Ol"paHI/I‘leHI/ISI, HaJlaraCMbIC Ha OpraHu3allui, OCYHICCTBIAOIINC
JACATCIIBHOCTD I10 o6pameHm0 JICKAPCTBCHHBIX CPCIACTB

I'maBa nomosHuTENnbHO BKIIOUeHa DeepaibHBIM 3aKOHOM OT 25 HOs10pst 2013 roma Ne
317-®3

Crates 67.1. OrpanudeHus, HaaraemMble IPU OCYIIECTBIICHUH JACSITEILHOCTH B cepe
oOpareHus JeKapCTBEHHBIX CPEACTB



1. Opranuzanuu, 3aHUMArOLIUECs pa3pabOTKOM, MPOU3BOACTBOM U (WJIHM) peanu3anuei
JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO TPUMEHEHH S, OpraHu3allii,
oOazarolue npaBaMy Ha HCIOIb30BaHHE TOPrOBOTO HAUMEHOBAHMS JIEKAPCTBEHHOTO
npenapara Jijisi MeAUIMHCKOT0 MPUMEHEHHUsI, OPTaHU3aI[uU ONITOBOM TOPTOBIIH
JIEKapCTBEHHBIMU CPECTBAMHU, allTEYHbIC OPraHU3aluy (MX MPEICTaBUTENN, HHbIE
(u3HUecKre U IOPUINICCKUE JTUIA, OCYIIECTBIISIOIINE CBOIO ACSITEILHOCTh OT UMEHU
ATUX OpraHu3aIil) B OTHOIIEHUHU MEAUIIMHCKUX PAOOTHUKOB U PYKOBOJUTENECH
MEJIUIUHCKUX OPTaHU3alluii HE BIIPaBe:

1) BpyuaTh nojapku, BHIIUIAYMBATh JICHEXKHBIE CPEICTBA (3a UCKIIIOUEHUEM
BO3HArpaKJAeHUH 10 10roBOpaM IpU IPOBEIEHUH KIIMHUYECKUX UCCIIe0BaHUH
JIEKapCTBEHHBIX NIPENApaToB JJIsl MEAULIMHCKOIO IPUMEHEHHUS], BO3HATPAXKICHUH,
CBSI3aHHBIX C OCYILECTBICHUEM MEIUIMHCKUM PAaOOTHUKOM IEAaroruuyeckon u (Min)
HAy4YHOU JIeATENbHOCTH), B TOM YHCJIE OIIJIAaYUBATh Pa3BIEUYEHHUs, OTJBIX, IPOE3] K MECTY
OT/bIXA, a TAKXKE MPUBJIEKATh K YYACTUIO B pa3BIeKaTEIbHBIX MEPOIPUATHIX,
IIPOBOJMMBIX 3@ CUET CBOUX CPE/CTB;

2) 3aKJII0YaTh COTJIANICHHUS O HA3HAYCHUHW WJIM PEKOMEHIAIMH MTallHCHTaM
JIEKApCTBEHHBIX MPEMApaToOB AJIsi MEIUIIMHCKOTO TPUMEHEHUS (32 UCKIIIOUEHHEM
JIOTOBOPOB O MPOBEJICHUH KIIMHUYECKUX UCCIICIOBAHUH JIEKApPCTBEHHBIX MIPEnapaToB JJis
MEJIUIIUHCKOTO IPUMEHEHHUS);

3) npeaocTaBiIATh 0OPA3Ilbl JIGKAPCTBEHHBIX MTPENapaToB sl MEAUIIMHCKOTO
MPUMEHECHHS B EIIAX BPYUYCHHS MAIIMCHTaM (32 UCKJIFOUCHHEM CITy4acB, CBSI3aHHBIX C
MIPOBEJICHUEM KIIMHHYECKUX HCCIICIOBAHUH JICKAPCTBEHHBIX MPENapaToB JJIs
MEIHUIIMHCKOTO MTPUMEHEHHS);

4) nmpenocTaByIATh HEAOCTOBEPHYIO U (UJIM) HEMOJIHYI0 MH(POPMAIUIO O JIEKapCTBEHHBIX
npenaparax i MEAUIMHCKOTO IPUMEHEHHS;

5) nocemarp ux B pabouee Bpemst Ha pabOUYMX MeCTax, 3a UCKIIIOYEHUEM CIIy4aes,
CBSA3aHHBIX C ITPOBEJICHUEM KIMHUYECKHUX UCCIIEIOBAHUN JIEKAPCTBEHHBIX IIPENapaToB
JUISL MEAULIMHCKOTO IPUMEHEHUS, ¢ yYaCTUEM B IIOPAIKE, YCTAHOBJICHHOM
PYKOBOJUTENIEM MEIUIIMHCKON OpraHu3alyy, B COOpaHUsIX MEAUIIMHCKUX PAOOTHUKOB U
MHBIX MEPONPUATHUSAX, HAITPABJICHHBIX Ha MOBBILIEHHE UX MPO(PECCHOHATBHOTO YPOBHS
WM Ha IPeIoCTaBlIeHuEe HH(POPMAIUH, CBSI3aHHOW C OCYILIECTBICHHEM MOHUTOPHHTA
0€30IaCHOCTH JIEKapCTBEHHBIX MpenapaToB;

6) moOy>KJ1aTh K BHIMUCHIBAHUIO JIEKAPCTBEHHBIX MPENAPaTOB IS MEIUITTHCKOTO
MIPUMEHEHHUSI Ha OIaHKax, COAEPKAMUX HH(HOPMAITHIO PEKJIAMHOTO XapaKTepa, a TakKe
Ha pelenTypHBIX OJIaHKaX, Ha KOTOPBIX 3apaHee HareyaTaHO HAUMEHOBAaHUE
JIEKapCTBEHHOTO MperapaTa sl MEIUIIMHCKOTO IPUMEHEHUSI.

2. Opranu3anuu, yka3aHHble B a03alie mepBOM 4acTH 1 HacTOSIIEeH cTaTbU, U UX
MIPE/ICTaBUTENN B OTHOUIEHUH (papMaIieBTHUECKUX paOOTHUKOB U PYKOBOAUTENEH
anTeYHbIX OpraHU3alMi HE BIIPABE:



1) Bpy4daTh IMOJApKH, BbIIIAYMBATh JCHCKHBIC CPEACTBA, B TOM YUCIIC OIJIAYMBaTh
Pa3BJICYCHUSA, OTABIX, ITPOC3] K MCCTY OTAbIXA, U ITPUBJICKATH K Y4aCTUIO B
Pa3BJIICKATCIIbHBIX MCPOIIPUATHAX, IIPOBOJUMBIX 3a CUET CBOUX CPECACTB,

2) npeaocTaBiIATh 00pa3Lbl JEKapCTBEHHBIX IPENapaToB AJIs MEIULMHCKOTO
IIPUMEHEHHSI U1l BPYYEHHUsI HACEIICHHUIO;

3) 3aK/II04YaTh COTJIalI€HUA O MPCATOKEHUN HACCIICHUIO OIIPCACIICHHBIX JICKAPCTBCHHBIX
npenaparoB AJisI MCAUIIUHCKOI'O MPUMCHCHU A,

4) mpeaoCTaBIATh HEJOCTOBEPHYIO U (MJIM) HETIOJIHYIO0 HH(POPMALIHIO O JIEKapCTBEHHBIX
npernaparax A MeIULMHCKOIO IPUMEHEHUS, B TOM YHCIIe UMEIOIUX OJIMHAKOBOE
MEX/1yHapOAHOE HEMAaTEeHTOBAHHOE HAUMEHOBAHUE.

Cratbs 67.2. TpeboBaHMsI K OpraHU3aLUU U IPOBEACHNUIO HAYYHBIX MEPOIIPUATHH, HHBIX
MEpOIPUATHIA, HAIIPABJICHHBIX HAa OBBIIICHUE TPO(PECCHOHATBHOTO YPOBHS
MEIUIUHCKUX PA0OTHUKOB MJIHM HA TMPEIOCTABICHUE MHPOPMALIUH, CBI3aHHOM C
OCYIIIECTBIICHEM MOHUTOPHHIAa O€30I1aCHOCTH JIEKapPCTBEHHBIX ITPENapaToB

1. IIpu npoBeneHNN HAyYHBIX MEPONPUATUIN, UHBIX MEPOIIPUATHH, HAaIIPABJIEHHBIX Ha
MOBBIIIEHUE TPO(HECCHOHAIBHOTO YPOBHS MEAMLIMHCKUX PAOOTHUKOB MJIM Ha
IPEOCTaBJICHHE CBSI3aHHON C OCYIECTBICHUEM MOHUTOPUHTA O€3011aCHOCTH
JIEKapCTBEHHbIX IIPenapaToB HH(GOpMALUU, OPraHU3yEeMbIX OpraHU3alusiIMHy,
yKa3aHHbIMU B a03artie nepBoM yactu 1 crateu 67.1 HacTosmero denepanbHOro 3aKkoHa,
UX MPEICTaBUTENAMU U (WIK) PUHAHCHPYEMBIX 3@ CUET CPEJCTB ITUX OPTaHU3aIMi U UX
HpCHCTaBHTCHCﬁ, 3anpeuacTCs NpeuATCTBOBATh YUACTHIO B YKAa3aHHBIX MEPOIIPHUATUAX
MHBIX OPraHMU3alMi, KOTOPBIE IPOU3BOJAT WM PEATU3YIOT JIEKAPCTBEHHBIE IPENapaThl
A1 MEAUIUHCKOTO IMTPUMCHCHUA CO CXOXKHUM MEXaHNU3MOM q)apMaKOHOFI/I‘IGCKOFO
neicTBus, MO0 co3/aBaTh AMCKPUMHUHALIMOHHBIE YCIOBUS M OAHUX YYaCTHUKOB IO
CpPaBHEHHUIO C APYTUMHU YYaCTHUKAMH, & UIMEHHO:

1) mpetocTaBiIATh Pa3IMYHOE KOJIMYECTBO BPEMEHU JIs BHICTYIUIEHUN YyYaCTHUKOB,
pas3IuYHbIE 110 pa3Mepy 3aHUMAeMOH IIOAad MecTa JUIsl JEMOHCTpAIuK 00pa31oB
JIEKAPCTBEHHBIX IIPENApaToOB ISl MEAUIIMHCKOTO IPUMEHEHUS UIIN PEKIaMHBIX
MaTepHuasoB O JICKAPCTBEHHBIX MperapaTax Iy MEAULUHCKOrO IIPUMEHEHHS Ha
JKCIIO3ULUAX, CTEHAAX, 3a HCKIIFOUEHUEM CIIy4aeB, €CJIM TAKUE yCIIOBUS 3aKPEIUICHBI B
COIJIAIIEHUSX ATUX OpraHu3alui, UX MpeacTaBuTeIe o GUHAHCUPOBAHUYU YKa3aHHBIX
MEPOIPUATHI U 00YCIIOBIEHBI pa3IMYHBIMU 3aTPATaMU YYACTHUKOB HAa X OpPraHU3aLHUIo;

2) ycTaHaBIUBaTh pa3Mep B3HOCA JJIsl YHACTHUKOB MEPONPUATHI, yKa3aHHbBIX B a03arie
MIEPBOM HACTOSAIIEH YacTH, MPEBBIMIAIONINN CyMMY 3aTpaT Ha OPraHU3alKI0 YKa3aHHbBIX
MEPONPUATHIA U BeyIIUi K HEOOOCHOBAaHHOMY OTPaHHYEHHUIO YHCIIA UX YYACTHUKOB.

2. Opranu3anuu, ykaaHHble B a03a1ie nepBoM dactH 1 cratbu 67.1 HacTosIero
®denepalibHOTO 3aKOHA, UX MPEACTABUTENH, OCYIIECTBIISIONINE OPraHU3aINI0 U (HJIH)
(uHaHCHpOBaHNE MEPONPUATHH, YKa3aHHBIX B YaCTH | HACTOsAIIEH CTaThbu, 00SI3aHbI



o0ecneunBaTh JOCTYH K HH(POPMAIUH O AaTe, MECTE€ U BPEMEHHU MTPOBEICHUS YKa3aHHBIX
MEpONPUSITHH, IJIaHAX, MPOrPaMMax MPOBEACHUS YKA3aHHBIX MEPOIIPUSATUN U TEMaX,
IUTAHUPYEMBIX JUIsl PACCMOTPEHHSI, COCTaBe UX YYACTHUKOB ITyTEM pa3MeIEeHUs
COOTBETCTBYIOIIEH HH(POPMAITUU Ha CBOUX O(UIIMANBHBIX caiiTaX B ceTH "MHTepHeT" He
MO3/JHEE IBYX MECSIEB J0 Hayaja MPOBEICHUS YKA3aHHBIX MEPOIPHUITHA.

3. Uudopmanus 0 IpoBEICHUH MEPOIIPUATHH, YKa3aHHBIX B YaCTU | HACTOSIIEH CTAThH,
B CPOK, YCTAHOBJICHHBIN YaCThIO 2 HACTOSIIIEH CTaThH, OJHKHA OBITH HAIIpaBlicHA B
(benepanbHBIA OpraH UCMOJHUTENBHON BIACTH, OCYIIECTBISIIONINKI (PYHKIIUU 1O
KOHTPOJIIO ¥ HAA30pY B cepe 3ApaBOOXpaHEHUs, I MOCIEIYIONIEr0 pa3MeIieHus ee Ha
oduIMaILHOM caiiTe 3Toro oprana B cetu "MHTEepHET".

['maBa 15. OTBETCTBEHHOCTH 3a HapyIlIeHHE 3aKoHOoAaTenbcTBa Poccuiickoit deneparnun
IIpH 0OpallleHNH JICKAPCTBEHHBIX CPEJICTB U BO3MEIICHUE Bpeia, MPUIYNHEHHOTO
3JI0POBBIO IPaKJIaH BCIEACTBUE IPUMEHEHHUS JIEKAPCTBEHHBIX MPENapaToB

Cratbs 68. OTBETCTBEHHOCTH 3a HapyIICHUE 3aKOoHOAaTeIbcTBa Poccuiickoit denepannn
pu 0OpaICHUH JIGKAPCTBEHHBIX CPEIICTB

1. Hapymenue 3akonoaarensctBa Poccuiickoit denepanuu npu odpaiieHun
JIEKAPCTBEHHBIX CPEJICTB BJICUET 32 COOON OTBETCTBEHHOCTh B COOTBETCTBUU C
3aKoHoarenbcTBOM Pocculickon denepanuu.

(YacTp B penakiuu, BBeIeHHOU B fericTBre ¢ 1 uroms 2015 romga denepaabHBIM 3aKOHOM
ot 22 nexadpst 2014 roga Ne 429-D3. - Cm. npeAbIAYIIYIO PEAAKITUIO)

2. 3a HempeiCcTaBICHUE UM HECBOEBPEMEHHOE MpeICTaBIeHHE HH(OpMALIUU U (UITHN)
JOKYMEHTOB JINOO Mpe/iCTaBlIeHNe HEAOCTOBEPHBIX HHPOPMALIUU U (MJIH) JOKYMEHTOB,
MIPEeyCMOTPEHHBIX HacTOSIIIUM DesiepalibHbIM 3aKOHOM, CyOBEKThI 00paIleHUs
JIEKapCTBEHHBIX CPEJICTB HECYT OTBETCTBEHHOCTh B COOTBETCTBUH € 3aKOHOJATEIBCTBOM
Poccuiickoit @enepanuu.

(Hactp nononHUTENbHO BKItOYeHa ¢ 1 uroinst 2015 roga @enepanbHbIM 3aKOHOM OT 22
nexadpst 2014 rona Ne 429-D3; B pegakuuu, BBeACHHOM B neiictue ¢ 15 urons 2018
rona PenepanbHbIM 3aK0OHOM OT 4 ntoHA 2018 roga Ne 140-D3. - CM. mpeapIayyto
peIaKInIo)

Cratbs 69. Bo3menienue Bpeia, MpUUMHEHHOTO 3/I0POBBIO TPaXKJIaH BCICACTBUE
MIPUMEHEHHUSI IEKaPCTBEHHBIX MIPENapaToB

1. [Ipou3BoauTENb JEKAPCTBEHHOTO IIpenapara 00s13aH BO3SMECTUTD BpPel, IPUUNHEHHBIN
3I0pPOBBIO IPAXKAAH BCIEACTBHE IPUMEHEHUS JIEKAPCTBEHHOT'O IIpernapara, eCliu
JI0Ka3aHo, YTo:

1) nexapcTBEHHBIN NpenapaT NPUMEHSJICS 110 HA3HAYEHUIO B COOTBETCTBUU C
MHCTPYKLHEN 110 IPUMEHEHHUIO JIEKAPCTBEHHOIO IIpenapaTa U MPUYNHON Bpeaa ABUIICS
BBOJ B IpaKJaHCKUI 000pOT HEJOOPOKauECTBEHHOTO JIEKAPCTBEHHOT'O IIpEerapara;



2) Bpea 310pOBbIO IPUYHMHEH BCJIEICTBUE HEAOCTOBEpHOM HH(pOpMaLnU, coaepKamiencs
B UHCTPYKILIUHU 110 TPUMEHEHUIO JIEKAPCTBEHHOTO MperapaTa, U3JJaHHON MPOU3BOIUTEIEM
JIEKapCTBEHHOI'O Iperapara.

2. B cnyuae, ecnu Bpeq 370pOBBIO T'pak/iaH IPUYUHEH BCIICACTBUE IPUMEHEHUS
JIEKapCTBEHHOTO Mpenapara, MPUIIE/IIero B HErOAHOCTh B Pe3yJIbTaTe HapYICHUS
MIPaBWJI XpaHEHUSs JIEKAPCTBEHHBIX CPEZCTB, IPABUJ ONTOBOM TOPTOBJIH JIEKAPCTBEHHBIMU
mpermapaTamu, MPaBmWI OTITYCKa JIEKApCTBEHHBIX MPEMapaToB, MPABIII U3TOTOBJICHUS U
OTITyCKa JIEKapCTBEHHBIX IIPENapaToB, BO3MEIICHUE BPE/Ia OCYIIECTBIIACTCS
COOTBETCTBEHHO OpraHU3aIMell ONTOBOI TOPrOBIH JEKAPCTBEHHBIMH CPEJCTBAMH,
anTeyHOoM opranu3anuei, HHIMBUYaIbHBIM [IPEANPUHIMATENEM, UMEIOIIUMU
JUIIEH3MIO HA (papMareBTUYECKYIO ACATEIbHOCTD WU JIMICH3UIO Ha METUIITHCKYIO
NesITeNIbHOCTh, MEUIIMHCKON OpraHu3aueil, UMeIoIeH TMIEH3UI0 Ha
(hapMaIeBTHYECKYIO ACITEIHLHOCTD (€€ 000COOICHHBIM MOIPa3IeIICHUEM
(amOynatopueit, Gpenpamepckum U GenbalepCeKo-aKyIepCKUM MyHKTaMH, LIEHTPOM
(oTaenenuem) ooOmel BpaueOHON (CEMEWHOM) MPaKTUKH), PACTIONIOKEHHBIM B CEIbCKOM
HACEJICHHOM ITyHKTE€, B KOTOPOM OTCYTCTBYET anTeuHas OpraHu3alius), J0MyCTUBIIUMU
MPOJAXXy WJIN OTILYCK TaKOT'O JIEKAPCTBEHHOTO Ipernapara.

(Hactb B penakiuu, BBeieHHOM B elicTBue denepanbHbIM 3aKOHOM OT 25 HOoA0pst 2013
roga Ne 317-@3. - CM. npeaplaylyo peaaKiuio)

3. Bo3menenue Bpena, IpUUUHEHHOTO 3/10pPOBbIO IPaX/1aH BCIEACTBUE IPUMEHEHUS
JIEKapCTBEHHBIX MIPENapaToB UM COBEPIICHUSI IPOTUBOIIPABHBIX IEUCTBUN CyObEKTaMU
oOpalleHus JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBIISIETCS B COOTBETCTBUHU C
3aKoHoarenscTBOM Pocculickon denepanuu.

I'maBa 16. 3akimrouynTeIbHBIE TTOJIOKEHUS

Cratps 70. O npu3HaHUU YTPATUBILINMU CHIIy OTAEIBHBIX 3aKOHOIATEIbHBIX aKTOB
(monoxeHui 3aKkoHoJaTeNbHbIX akTOB) Poccuiickoit denepanun

[Ipu3HaTh yTpaTUBIINMU CUITY:

1) ®enepanbhblii 3akoH OT 22 utoHs 1998 roga Ne 86-D3 "O nexkapcTBEHHBIX cpeacTBax”
(Cobpanwue 3axkoHonatenscTBa Poccuiickoit @eneparmu, 1998, Ne 26, c¢1.3006);

2) ®enepanbubiii 3aK0H 0T 2 stHBapst 2000 roga Ne 5-d3 "O BHeceHHUU U3MEHEHUS U
nononHenuit B @enepanbhslii 3akoH "O nexapcTBeHHBIX cpeacTax” (Cobpanue
3akoHomarenbcTBa Poccuiickoit deneparuu, 2000, Ne 2, ¢T.126);

3) crateio 40 ®enepanpHoro 3akona oT 10 ssuBaps 2003 roga Ne 15-D3 "O BHecenuun
W3MEHEHUH U JONOJIHEHUI B HEKOTOPBIE 3aKOHOAATENbHBIE aKThl Poccuiickoi
®enepanuu B cBs3U ¢ npuHsaTueM denepanbHoro 3akoHa "O JTUIEH3UPOBAHUHT
OTJIENBbHBIX BUJIOB jAearenbHocTH" (CoOpanue 3akoHoIaTenbeTBa Poccuiickoit
®enepanun, 2003, Ne 2, ¢1.167);



4) crarpio 31 denepansHoro 3akoHa ot 30 uroHs 2003 roma Ne 86-D3 "O BHeceHUHN
M3MEHEHUH U JONOJIHEHUN B HEKOTOPBIE 3aKOHOAATENbHBIE akThl Poccuiickon
®denepanyu, NPU3HAHUKM YTPATUBIIMMHU CHITY OTIEIBHBIX 3aKOHOIATEIbHBIX aKTOB
Poccuiickoit denepanuy, NpeOCTaBICHUN OTEIbHBIX FTAPAHTUM COTPYIHUKAM OpPraHOB
BHYTPEHHUX JI€J, OPTaHOB 10 KOHTPOJIIO 32 000POTOM HAPKOTHYECKUX CPEICTB U
MICUXOTPOITHBIX BEMIECTB U yIPa3THAEMBIX (eepaTbHBIX OPTaHOB HAJIOTOBOW MOJIUIUHU B
CBSI3U C OCYIIECTBICHUEM MEP IO COBEPIICHCTBOBAHUIO IOCYAAPCTBEHHOTO YIpaBiIeHU"
(Cobpanue 3akononarenscTBa Poccuiickoit @eneparmm, 2003, Ne 27, ¢1.2700);

5) crateio 101 denepanbHoro 3akoHa ot 22 asrycra 2004 roga Ne 122-03 "O BHeceHUH
M3MEHEHUH B 3aKOHOaTenbHble akThl Poccuiickoit denepanuu u npu3HaHuu
YTPAaTUBIIMMH CUIIy HEKOTOPBIX 3aKOHOAATENIBHBIX akTOB Poccuiickoi denepannu B
CBSI3U € IpUHSITHEM (hefiepabHbIX 3aKOHOB "O BHECEHUH U3MEHEHU U IONOJHEHH B
®denepanpHblil 3ak0H "O0 OOIIUX MPUHIIKAIIAX OPraHU3AIMH 3aKOHOAATEIIbHBIX
(mpeacTaBUTENBHBIX) U UCIOIHUTENBHBIX OPTraHOB FOCYAaPCTBEHHON BIACTH CYOBEKTOB
Poccwuiickoit @eneparnuu” 1 "OO6 o0NIMX TPUHIUIIAX OPTaHU3AMUNA MECTHOTO
camoynpasnenus B Poccuiickoii @eneparun" (CoOpanue 3akoHogaTenscTBa Poccuiickoit
Oenepanun, 2004, Ne 35, c¢1.3607);

6) crateio 28 denepanbHoro 3akoHa ot 18 nexadps 2006 roma Ne 231-D3 "O BBeneHUH B
nercTBre yacTu yetBeptoi ['paxaanckoro koaekca Poccuiickoit deneparnun’
(CoOpanue 3axononarensctBa Poccuiickoit @enepaunu, 2006, Ne 52, c1.5497).

Cratps 71. Berymuienue B cuity Hactosiuiero denepaibHOro 3aKkoHa
1. Hacrosmuit ®enepanbHblil 3aKoH BeTynaer B cuity ¢ 1 centsops 2010 roaa.

2. JlekapcTBeHHBIE CPEACTBA, 3aPETHUCTPUPOBAHHEBIE 10 JHS BCTYIUICHUS B CUITY
Hacrosiniero deaepanbHOro 3aK0HA, MOJJIEXKAT BKIOUYEHUIO B TOCY/1apCTBEHHbIE
peecTphl JIEKapCTBEHHBIX CPEJICTB C BHECEHHEM YKa3aHHBIX B 4acTh 1 cTaThu 33
HacTosmero denepanbHOT0 3aKOHA CBEICHUN 00 ATHX JIEKAPCTBEHHBIX CpeJCTBaxX 0e3
MIPOXOKICHHS BHOBB MPOIIETYPHI TOCYAAPCTBEHHOW PErUCTPAINH JIEKAPCTBEHHBIX
Mpenaparos.

3. 'ocynapcTBeHHas perucTpanms JEKapCTBEHHbBIX TPENApaTOB, 3a HCKIIOUEHUEM
JIEKapCTBEHHBIX MTPENapaToB JUIsl MEIUIIMHCKOTO IPUMEHEHUS, IPEACTaBIEHHBIX Ha
YKa3aHHYIO PETUCTPALUIO 10 JHS BCTYIUIEHHS B CUIIy HacTosero denepalbHOro
3aKOHa, OCYIIECTBIISIETCS B COOTBETCTBHHM ¢ HacTosAuuM denepaabHbIM 3aKOHOM Ha
OCHOBAHUU JIOKYMEHTOB U JAHHBIX, IPEJICTABICHHBIX O JHS BCTYIUJICHUS B CUILY
Hacrosiero dexaepaabHOTO 3aK0HA (YacTh JAoroiaHeHa ¢ 26 okTsa6ps 2010 roga
®enepanbHbIM 3ak0HOM OT 11 okTa6ps 2010 roma Ne 271-®3 - cm. mpeapIayLIIyIO
peIaKInio).

3.1. rOcyIIapCTBCHHaH perucTpanus JICKApCTBCHHBIX IMPEIIapaToOB AJId MEAUILMHCKOT'O
MPUMCEHCHUS, TPEACTABIICHHBIX HA TOCYAaPCTBCHHYIO PETUCTPALIUIO 10 JHSA BCTYIIJICHUA
B CUJIY HACTOAIICTO (Dez[epam,Horo 3dKOHa, U TOCYAapCTBCHHAA pETUCTpaAllUuA



JIEKAPCTBEHHBIX NIPENapaToB sl MEAUIIMHCKOTO IPUMEHEHUS, TPEACTABICHHBIX Ha
AKCIEPTU3Y JEKAPCTBEHHBIX CPEJICTB J0 JIHSA BCTYIUICHUS B CHJIy HACTOSILIETO
@denepanbHOro 3aKOHA B LEJSIX UX MOCIEAYOUIEH rOCy 1apCTBEHHON PErUCTpaluu,
OCYIIECTBJISIFOTCSI HA OCHOBAaHUH JIOKYMEHTOB U JaHHBIX, IPEJICTABJICHHBIX JI0 JTHS
BCTYIUICHUS B CUJTy HacToswero GeaepanbHOro 3aK0Ha, a TAKXKeE 3asBJICHUS O
rocyJJapCTBEHHOM pEerucTpalvu JIEKapCTBEHHOTO MpernapaTa, mpeICTaBIEHHOT0
MIPOU3BOJUTENIEM JIEKAPCTBEHHBIX IIPENAPATOB WU YIIOJHOMOUYEHHBIM UM JIMIIOM B
COOTBETCTBHUH ¢ HacTosimuM DeepaabHbIM 3aKOHOM B YIIOJTHOMOYEHHBIH (heaepanbHbIid
opraH UCHOJIHUTENbHOH BiacTH 10 1 maprta 2011 roxa, 6e3 TpeboBaHUs yIUIaThI
rOCyJIapCTBEHHOM MOUUIMHBI, IPEAYCMOTPEHHOM 3aKOHOAATENLCTBOM Poccuiickoit
denepanuu 0 HaOrax u cOoOpax (4acTh JOTOJHUTEIBHO BKIItOUeHa ¢ 26 okTsa0ps 2010
roga ®enepanbubpiM 3aK0HOM OT 11 okTsa0ps 2010 roga Ne 271-@3; B pegakuuy,
BBE/ICHHOM B jiericTBue ¢ 3 aekadbps 2010 roma deaepanbHBIM 3aKOHOM OT 29 HOSOpS
2010 roga Ne 313-d3, pactipocTpaHsieTcs Ha MPABOOTHOIICHHUS, BOSHUKIIHUE C |
ceHtsiOps 2010 roaa, - cM. IPEIBIIYIIYIO PEIAKIIUIO).

3.2. IloaTBepxkAEHUE TOCY IapPCTBEHHON PETUCTPALUN JIEKAPCTBEHHBIX IIPENapaToB Is
MEIUIIMHCKOTO IPUMEHEHMUS], IPEICTABICHHBIX ISl TIOATBEPAKIECHUS FOCY1apCTBEHHON
perucTpanuu 10 JHS BCTYIUICHUS B CUITy HacTosiero denepabHOro 3aK0Ha, U
IIOATBEPKICHUE TOCYJaPCTBEHHOM PErucTpaluy JEKapCTBEHHbIX NIPENapaToB Ul
MEIUIIMHCKOTO IPUMEHEHMUS], IPEICTABICHHBIX Ha AKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJICTB
710 THS BCTYIUIEHHSI B CHITy HacTosero denepalbHOro 3aK0Ha B LEIAX OCJIELYIOIIETO
MIOATBEPK/ICHUS UX FOCYAAPCTBEHHON PETUCTPALINHU, OCYIIECTBISIOTCS HA OCHOBaHUU
JOKYMEHTOB U JIJaHHBIX, IPEACTABIEHHBIX /10 IHSA BCTYIUICHUS B CHUJLy HACTOSIIETO
®DenepalibHOTO 3aKOHA, a TAKXKE 3asBJICHUS O MOATBEPKIEHUHU IOCYJapCTBEHHOMN
pErUCTpalMK JEKAPCTBEHHOT O IIpernapara, IpeICTaBIeHHOIO IPOU3BOJUTENIEM
JIEKapCTBEHHBIX MTPENapaToB UM YIIOJIHOMOUYEHHBIM UM JIULIOM B COOTBETCTBHUH C
HactosmuM desepabHBIM 3aKOHOM B YIIOJTHOMOUEHHBIH (e/iepanbHblil opran
UCHOJHUTENBbHOM BiacTu 10 1 mapra 2011 roga, 6e3 TpeOoBaHuUS ynaaThl
roCyapCTBEHHOM MOLUIMHBI, IPEAYCMOTPEHHON 3aKOHOAATENbCTBOM Poccuiickoi
®denepanuu 0 HaTorax U cOopax (4acTh JOTOJHUTEIHHO BKITIOUEHA ¢ 26 okTs0ps 2010
roga GenepanbabiM 3akoHOM OT 11 okTs16pst 2010 roga Ne 271-D3; B pegaxiumy,
BBE/ICHHOM B niericTBre ¢ 3 aexadps 2010 roga deaepanbHBIM 3aKOHOM OT 29 HOSIOpS
2010 roga Ne 313-®3, pacipocTpaHsAeTCs HA IPaBOOTHOILLIEHUS, BO3HUKIINE C |
cenTs6ps 2010 rona, - cM. MPEABIIYIIYIO PEIAKIIHIO).

3.3. [IpunsTHE perieHnst 0 BHECEHUH U3MEHEHUHN B JOKYMEHTBI, COJEpIKalliecs B
PETUCTPALIMOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapat s
MEIUIIMHCKOTO MPUMEHEHMSI U TIPEJICTABICHHBIE /10 IHS BCTYIUIEHUS B CHITy HACTOSIIETO
@denepalbHOTO 3aKOHA, U IPUHATHE PELLIEHUSI O BHECEHUU U3MEHEHUH B IOKyMEHTHI,
coJiep KallKecs] B PETUCTPAlMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN JICKAPCTBEHHBIN
Ipenapar sl MEAULUHCKOTO IPUMEHEHUS U NPEACTABIECHHBIE HA SKCIIEPTU3Y
JIEKAPCTBEHHBIX CPEJICTB JI0 IHS BCTYIUICHU B CHITy HacTosmero denepanbHOro 3akoHa,
OCYIIECTBIISAIOTCS HA OCHOBAaHUU IOKYMEHTOB U JIaHHBIX, IPEACTABJICHHBIX 10 JHS
BCTYIUIEHUS B CHITy HacTosmero GeaepanbHOro 3aKk0Ha, a TAKXKE 3asBJICHHUS] O BHECCHUU
U3MEHEHUH B JOKYMEHTBI, COJEPIKAIIMECS B PETHCTPALIMOHHOM JI0OChE Ha



3aperucTpUpPOBaHHBIN JIEKAPCTBEHHBIH Mpenapar A MEAUIIMHCKOTO TPUMEHEHHUS,
IIPEICTAaBICHHOIO IPOU3BOJUTENIEM JIEKAPCTBEHHBIX IPENAPATOB WIH YIIOJTHOMOYEHHBIM
UM JIMIIOM B COOTBETCTBHUH C HAacTOAIUM DeiepabHbIM 3aKOHOM B YIIOJTHOMOYEHHBIH
denepanbHBIN OpraH UCIIOTHUTENBHON BiacTu A0 1 mapta 2011 roma, 6e3 TpeboBanus
YIUIaThl TOCYAApCTBEHHOM MOILUIUHBL, IPETyCMOTPEHHOH 3aKOHOJATEIbCTBOM
Poccuiickoit @eaepanuu o Hasorax u coopax (4acTb JOMOIHUTEIbHO BKJIIOUEHA C 26
okTs0ps 2010 roma denepanbHpiM 3aKk0HOM OT 11 okTsa6pst 2010 roma Ne 271-D3; B
penakiuu, BBeIeHHOM B elicTBue ¢ 3 nekadps 2010 roga denepanbHbIM 3aKOHOM OT 29
HOs10pst 2010 roma Ne 313-D3, pactipocTpaHseTcs Ha MPAaBOOTHOIICHUSI, BOSHUKIIHKE C |
centsiops 2010 roxa, - cM. IPEIBIIYIIYIO PEIAKIIUIO).

3.4. Beigaua pa3penieHui Ha IPOBEICHUE KIIMHUYECKUX UCCIEOBAaHUM JIEKAPCTBEHHBIX
MpenapaToB A1 MEAUIIMHCKOTO MPUMEHEHHUSI IO 3asBJICHUSM, IMOJIAaHHBIM J10 JTHS
BCTYIUICHUS B CUJTy HacTosmero deaepaqbHOro 3aK0Ha, a TAKXKE 10 3asBICHUSAM,
MOJAAHHBIM I1OCJIE JIHS BCTYIUICHUS B clily HacTosero denepanbHOro 3akoHa Ha
OCHOBAHMU IKCIIEPTHU3, TPOBEICHHBIX 10 AHS BCTYIUICHHS B CHITY HACTOSIIETO
denepanbHOIO 3aKOHA, OCYIIECTBIISIETCS] B COOTBETCTBUU € HAacTOSIIUM DenepaibHbIM
3aKOHOM Ha OCHOBAHUU JJOKYMEHTOB M JIAHHBIX, MPECTABICHHBIX WU MOJYYCHHBIX J0
JTHSI BCTYIUICHUS B CUJTY HacTosmiero deaepanbHOro 3aK0Ha, a TAKKE Ha OCHOBAHUH
KOITMH MPEBAPUTEIHHOTO IOTOBOPa 0053aTEIIBHOTO CTPAXOBAHUS KH3HHU, 3/I0POBbS
MalMEeHTOB, YYaCTBYIOIIMX B KIIMHUYECKOM MCCIICIOBAHUH JICKAPCTBEHHOTO IIpernapara
JUTSI METMITMHCKOTO IPUMEHEHUS, WJIM KOTIMH JIOrOBOpa 00s3aTEIbHOTO CTPaxOBaHUS
YKU3HH, 37I0POBBS MALMEHTOB, yUYaCTBYIOIINUX B KIMHUYECKOM UCCIIEOBAaHUHU
JIEKApCTBEHHOTO MperapaTa sl MEIUIIMHCKOTO IPUMEHEHUS, JIMOO TIPEICTaBICHHON
KOIIMH JIOTOBOpPA 0053aTEIbHOTO CTPAXOBAHUSs, 3aKJIFOYEHHOTO B COOTBETCTBHH C
TUTIOBBIMHU MTPaBHIIaMU 0053aTETFHOTO CTPaXOBaHUs, C YKa3aHUEM TpeelbHON
YUCJICHHOCTH TMAlIMEHTOB, YYaCTBYIOIIMX B KIMHHYECKOM UCCIIEIOBAaHUHT
JIEKapCTBEHHOTO Tpernaparta Jisi METUIIUHCKOTO MPUMEHEHHs, 0e3 TpeOOBaHUS YILIaThI
roCyIapCTBEHHOM MOLUJIUHBI, TPEAYCMOTPEHHON 3aKOHOAATENBCTBOM Poccuiickoit
denepanyu 0 Hajorax 1 coopax (4acTh IOMOJIHUTENBHO BKIIOUYEHa ¢ 26 okTa0ps 2010
rona OenepanbHbM 3aK0HOM OT 11 okTsa6ps 2010 roma Ne 271-D3; B pegakuuu,
BBeJIeHHOM B fieiicTBue ¢ 3 nekadps 2010 rona @enepanbHBIM 3aKOHOM OT 29 HOSOpA
2010 roga Ne 313-d3, pactpocTpaHsieTcs Ha MPAaBOOTHOIIEHHU S, BOSHUKIIIHE C |
ceHTsi0ps 2010 roxa, - cM. IPEIBIIYIIYIO PEIAKIIUIO).

3.5. 3aperucTpupoBaHHbIE B MHOCTPAHHOM BaJIIOTE 10 JAHS BCTYIUICHHUS B CUILY
HacTosuero denepaabHOro 3aK0Ha NMpeeNbHbIE OTIYCKHbIE IIEHbl MHOCTPAHHBIX
IIPOU3BOJUTEINIEN Ha JIEKAPCTBEHHBIE IIPENIapaThl, BKIOYEHHBIE B IEPEUEHb KU3HEHHO
HEO0OXOUMBIX M BaXKHEHUIINX JIEKApPCTBEHHBIX MPENapaToB, MOAJIEKAT IEPecyeTy B
py6mu o xkypcey LlentpanbHoro 6anka Poccuiickoit deaeparuu Ha naTty,
ycranoBieHHyI0 [IpaButenscTBoM Poccuiickoit Denepannn, 6€3 npeacTaBieHUs
3asIBJICHNUS O NEPECUETE IIEHBI C BHECEHUEM COOTBETCTBYIOIINX U3MEHEHUI B
roCy/IapCTBEHHBIN PeecTp MpeAeNbHbIX OTIYCKHBIX II€H MPOU3BOIUTENEH Ha
JIeKapCTBEHHBIE MTPETapaThl, BKIOYSHHbIE B IepeUYeHb )KU3HEHHO HEOOXOIMMBIX U
BaYKHEHMIIINX JIEKAPCTBEHHBIX MPENapaToB (YacTh AOMOJHUTEIBHO BKIIOUYEHA ¢ 26
okTs0pst 2010 rona ®enepanbHbiM 3akoHOM OT 11 okTsa0pst 2010 roga Ne 271-D3).



3.6. 3aperucTpupoBaHHbIE JI0 THS BCTYIUICHUS B CHITy HacTosero denepanbHOro
3aKOHA MpeJIeTbHBIE OTITYCKHbBIE IIEHBl POCCUHUCKUX MTPOU3BOIUTENCH HA JIEKAPCTBEHHbIE
rpenapaThsl, BKIIOYEHHbIE B TIEPEeYCHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIIINX
JIEKApCTBEHHBIX MpEmnapaToB, noanexar unaekcanuu ¢ 1 nosaops 2010 roxa ucxons u3
MIPOTHO3UPYEMOT0 YPOBHS UHGIISAMH, yCTaHOBICHHOTO DeiepalibHbIM 3aKOHOM OT 2
nexadps 2009 roga Ne 308-D3 "O denepanpaoM Oromkere Ha 2010 rox u Ha MIaHOBBIN
nepuoa 2011 u 2012 romos" Ha 2011 roa(4acTh TOMOJHUTEIHEHO BKIIIOUYEHA ¢ 26 OKTIOPS
2010 rona ®enepanbubiM 3akoHOM OT 11 okTs10pst 2010 roga Ne 271-D3).

3.7. Ilocne 1 mapta 2011 rona He nonmyckaroTCsl HPOM3BOACTBO U BBO3 B Poccuiickyo
denepannio JICKapCTBEHHBIX MTPENapaToB B YIIAKOBKAaX C MApKUPOBKOM, KOTOpas Oblia
HaHECEHa JI0 JIHS BCTYIUIEHUS B cuily HacTosiiero denepanbHoro 3akoHa. [1o ucreuenun
YKa3aHHOTO CPOKa JIaHHbIE JIEKapCTBEHHBIE MperapaTbl MOT'YT OTITYCKaThC,
peann30BbIBATHCSA, TIEPEAABATHCA U IPUMEHATHCS 10 UICTCUCHHS MX CPOKA TOTHOCTH.
(YacTp gomoaHUTENBHO BKItOUeHA ¢ 26 okTA0ps 2010 roga deaepaabHBIM 3aKOHOM OT
11 oktsa6ps 2010 roma Ne 271-®3; B penakuuu, BBeieHHOH B neiictBue ¢ 1 staBaps 2011
rona deaepanbHbIM 3aK0OHOM OT 29 HOs0ps 2010 roga Ne 313-dD3; B penakium,
BBeJIeHHOM B nieiicTBue ¢ 7 staBaps 2012 roga denepanbHbiM 3aKk0HOM 0T 6 nexadpst 2011
roga Ne 409-@3. - CM. npeapIaylyo peaaKiuio)

4. Co ans BeTyIuieHus B cuity Hactosiero ®enepanpHoro 3akoHa u 1o 30 ampens 2011
ro/ia BKIIOYHTENIBHO AOIYCKAeTCsl IPOBEICHUE SKCIIEPTH3HI JIEKAPCTBEHHBIX CPE/ICTB
OKCIICPTaMU SKCIICPTHOTO YUPCIKACHUA 10 TPOXOXKIACHUA UMHU aTTCCTAlMU B IIOPAIKE,
YCTaHOBJICHHOM YTIOJTHOMOYEHHBIM (heepaabHbIM OPraHOM HUCTIOIHUTEIBHOM BIACTH.

5. Co aus BeTymieHus B cuity Hacrosiero denepanbHoro 3akona u mmo 31 nexkabps 2013
rojJia BKJIIOYUTEIbHO OCYIIECTBIIAETCSA NEPEXO0]] K TPOU3BOJICTBY JIEKAPCTBEHHBIX CPEICTB
B COOTBETCTBUU C IPaBUJIAMH OpraHU3alluy IPOU3BOACTBA U KOHTPOJISI KAuecTBa
JIEKapCTBEHHBIX CPE/ICTB, YKa3aHHBIMU B yacTH 1 cratbu 45 Hactosuiero denepanbHoro
3aKOHa, B OJHOM o0beMe. CpokH nepexo/ia MPOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB K
UX MPOU3BOJICTBY B COOTBETCTBHM C KOHKPETHBIMU TPEOOBAHUSIMU JTAHHBIX ITPaBUJI,
BKJIIOYAsl CPOKH aTTECTALIMN YTIOJTHOMOYEHHBIX JIMILI, YKa3aHHBIX B 4acTAX 6 U 7 CTaTbu
45 nacrosmiero deepanbHOro 3aK0Ha, ycraHaBiuBatoTces [IpaBurensctBoM Poccuiickoi
denepanuu.

6. JIn1eH3u Ha MPOU3BOJICTBO JEKAPCTBEHHBIX CPE/ICTB, BblaHHbIe 110 1 stHBaps 2014
roja, 1eiucTByroT nocie 1 suBapsa 2014 roga 1o ucreyeHus cpoka ux ACUCTBUS IPU
YCIIOBUU COOTBETCTBUS JIMLIEH3UATa IIPaBUJIaM OpraHU3alK MPOU3BOJICTBA M KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPECTB, YKa3aHHBIM B 4acTH 1 cTaTbu 45 HACTOSILETO
denepanbHOro 3aKOHa.

7. ®opMuUpOBaHUE TOCYJAPCTBEHHOTO 3aJaHKsI Ha TPOBEJCHUE SKCIIEPTH3BI
JIEKapCTBEHHBIX CPEACTB (heZiepaibHOMY roCy1apCTBEHHOMY OI0/DKETHOMY YUPEKICHUIO
IO TMPOBEICHUIO SKCIIEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB U (PMHAHCOBOE OOecTieueHne
BBITIOJTHEHUS 3TOTO 33JaHMsI OCYLIECTBIISIFOTCS B MOPSIAKE, YCTAHOBIEHHOM
®enepanbHbIM 3aKOHOM OT 12 sHBaps 1996 roga Ne 7-@3 "O HekoMMepUeCKUX



opranuzanusax'"(4acTh TOMOJHATEIBHO BKIOYeHA ¢ 3 aekadps 2010 roma deaepanbHbIM
3akoHOM 0T 29 HOs0pst 2010 roma Ne 313-D3).

[Ipesunent
Poccuiickoit deneparuu
Hd.Mengenen
Mocksa, Kpemib

12 anpens 2010 roga

Ne 61-@3



