POCCUNCKAA ®EOEPALINA
®OEJEPAITbHBLI 3AKOH
O6 obpalLeHnn nekapCTBEHHbIX CPeaCTB

(c usmeHeHnsamu Ha 3 anpens 2020 roga)



[IOKYyMEHT C U3MEHEHUAMMWN, BHECEHHBLIMU:

denepanbHbiM 3akoHoM oT 27 utong 2010 roga N 192-d3 (Poccuiickas raseTa,
N 166, 29.07.2010) (0 nopsgke BCTynneHus B cury cM. ctatblo 4 degepanbHOro
3akoHa ot 27 nionsg 2010 roga N 192-93);

depnepanbHbiM_3akoHoM oT 11 okTabpsa 2010 roga N 271-d3 (Poccuiickas
raseta, N 234, 15.10.2010);

denepanbHbiM_3akoHOM 0T 29 Hoabpa 2010 roga N 313-d3 (Poccuiickas
razeta, N 274, 03.12.2010) (o nopsgke BCTynneHUa B cury cM.ctatbio 17
denepansHoro 3akoHa ot 29 Hoabpsa 2010 rona N 313-93);

denepasnbHbiM 3akoHoM oT 6 aekabps 2011 roga N 409-903 (OdwmumansHbin
WHTEpHeT-nopTan npaBoBOM WHGopmauun www.pravo.gov.ru, 07.12.2011) (o
nopsiake BCTYMMEHUs B CUIy CM. cTaTbio 26 PefepanbHOro 3akoHa oT 6 gekabps
2011 roga N 409-®3);

denepanbHbiM_3akoHOM OT 25 uioHa 2012 roga N 93-93 (OdwmumanbHbin
NHTEPHET-NopTas NpaBoBOW MHOpMaL MM Www.pravo.gov.ru, 25.06.2012);

denepasnbHbiM 3akoHOM OT 25 aekabpsa 2012 roga N 262-$3 (OdwmumansHbIn
NHTEPHET-NopTas NpaBoOBOW MHOPMaLMM WWW.pravo.gov.ru, 26.12.2012);

depnepanbHbiM_3akoHoM oT 2 wmona 2013 roga N 185-93 (OdwmumansHbin
WHTEepHeT-nopTan npaBoBOM WHGopmauun www.pravo.gov.ru, 08.07.2013) (o
nopsgke BCTYMNSIEHUA B curny CM. ctatbio 163 denepanbHOro 3akoHa oT 2 Mg
2013 roga N 185-93);

denepasnbHbiM _3akoHOM 0T 25 HoAbps 2013 roga N 317-93 (OdwmumansHbIn
WHTEPHET-NopTan npaBoBon uHGOpMauuMm www.pravo.gov.ru, 25.11.2013) (o

nopsiake BCTYMMEHUs B CUIy CM. cTaTbio 64 PenepanbHOro 3akoHa oT 25 HoAbps
2013 roga N 317-93);

depnepanbHbiM_3akoHoMm ot 12 mapta 2014 roga N 33-®3 (OdwmumanbHbin
WHTEpHeT-nopTan npaBoBOM WHGopmauun www.pravo.gov.ru, 12.03.2014) (o
nopsiake BCTYNneHud B cuny cM. ctatbio 21 PenepanbHoro 3akoHa ot 12 mapra
2014 roga N 33-93);

denepasnbHbiM 3akoHOM 0T 22 okTabps 2014 roga N 313-93 (OdwmumansHbin
WHTEpPHeT-NnopTan npaBoBoM UWHGoOpmauum www.pravo.gov.ru, 22.10.2014, N
0001201410220022) (0 nopsigke BCTYNSiEHUs B cuny CM. ctatbio 2 PeneparnsbHoro
3akoHa o1 22 ok1a6pa 2014 roga N 313-93);

denepasnbHbiM 3akoHOM 0T 22 nekabpsa 2014 roga N 429-93 (OdwmumanbHbIn
WHTEepPHeT-NnopTan npaBoBOM UWHGoOpMauum www.pravo.gov.ru, 23.12.2014, N
0001201412230021) (c nameHeHUAMKM, BHeCEHHbIMN DegeparnbHbM 3aKOHOM OT 8

mapTta 2015 roga N 34-03, PeanepanbHbiM 3akoHoM OT 13 mona 2015 roga N 241-
P3) (0 nopsgke BCTYNSEHNs B Cuiy CM. cTaTbio 4 depepanbHOro 3akoHa o1 22
aekabps 2014 roga N 429-93);

depepanbHbiM _3akoHoM oT 8 mapta 2015 roga N 34-93 (OdwmumanbHbIn
WHTEepPHeT-nopTan npasoBouM uWHGopmauum www.pravo.gov.ru, 09.03.2015, N

0001201503090043) (o nopsigke BCTYNSIEHUS B CUy CM. cTaTbio 3 deaepansHoro

3akoHa o1 8 mapta 2015 roga N 34-93);
depnepanbHbiM_3akoHOM OT 29 uoHa 2015 roga N 160-93 (OdwmumanbHbin
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WHTEepHeT-nopTan npasoBouM uWHGopmauum www.pravo.gov.ru, 30.06.2015, N
0001201506300055);

depnepanbHbiM_3akoHoM OT 13 utonga 2015 roga N 233-93 (OdwmumanbHbIn
WHTEepPHeT-NopTan npasBoBouM uWHGopmauum www.pravo.gov.ru, 13.07.2015, N
0001201507130077);

depnepanbHbiM_3akoHoM OT 13 uwong 2015 roga N 241-03 (OdwmumanbHbIn
WHTEepPHeT-nopTan npasBoBoM uWHGopmauum www.pravo.gov.ru, 13.07.2015, N
0001201507130051);

depnepanbHbiM_3akoHoM OT 13 uwonga 2015 roga N 262-03 (OdwmumansHbin
WHTEpPHeT-NnopTan npasBoBoM UWHGopmauum www.pravo.gov.ru, 13.07.2015, N
0001201507130067) (sBcTynun B cuny ¢ 1 aHBapsa 2016 roga);

denepasnbHbiM 3akoHoM oT 14 nekabpsa 2015 roga N 374-93 (OdwmumanbHbIn
WHTEepPHeT-NnopTan npaBoBOM UWHGoOpMauum www.pravo.gov.ru, 15.12.2015, N
0001201512150001) (o nopsigke BCTYNSIEHUS B CUy CM. cTaTbio 5 PeaepansHoro
3akoHa ot 14 nekabpsa 2015 roga N 374-93);

denepasnbHbiM 3akoHoM oT 29 nekabpsa 2015 roga N 389-d3 (OdwmumansHbIn
WHTEPHeT-NopTan npaBoBOM UWHGOpMauum www.pravo.gov.ru, 29.12.2015, N
0001201512290018) (scTynun B cuny ¢ 1 aHBapsa 2016 roga);

denepasnbHbiM_3akoHOM OT 2 moHa 2016 roga N 163-93 (OdwmumanbHbIn
WHTEepPHeT-nopTan npasoBouM uWHGopmauum www.pravo.gov.ru, 02.06.2016, N
0001201606020015);

depnepanbHbiM_3akoHoM oT 3 wmona 2016 roga N 261-93 (OdwmumansHbin
WHTEepPHeT-nopTan npasoBouM uWHGopmauum www.pravo.gov.ru, 04.07.2016, N
0001201607040127) (o nopsigke BCTYNSIEHNs B CUy CM. cTaTbio 9 deaepansHoro
3akoHa o1 3 uona 2016 roga N 261-93);

depnepanbHbiM_3akoHoM oT 3 wmonga 2016 roga N 305-93 (OdwmumansHbin
WHTEepPHeT-nopTan npasoBouM uWHGopmauum www.pravo.gov.ru, 04.07.2016, N
0001201607040146);

denepanbHbiM_3akoHoM oT 3 wmong 2016 roga N 350-93 (OdwmumanbHbin
WHTEepPHeT-nopTan npasBoBouM uWHGopmauum www.pravo.gov.ru, 04.07.2016, N
0001201607040122);

depnepanbHbiM_3akoHoM OT 29 wwonga 2017 roga N 242-03 (OdwmumanbHbin
WHTEepPHeT-nopTan npasoBouM uWHGopmauum www.pravo.gov.ru, 30.07.2017, N
0001201707300032) (scTynun B cuny ¢ 1 aHeaps 2018 roga);

denepanbHbiM_3akoHoM OT 29 wuwonga 2017 roga N 278-93 (OdwmumanbHbin
WHTEepPHeT-NnopTan npasBoBoM UWHGopmauum www.pravo.gov.ru, 31.07.2017, N
0001201707310022) (o nopsigke BCTYNSIEHUS B CUY CM. cTaTbio 8 deaepansHoro
3akoHa o1 29 nonga 2017 roga N 278-93);

denepasnbHbiM 3akoHoM oT 28 nekabpsa 2017 roga N 425-93 (OdwmumanbHbIn
WHTEePHEeT-NopTan npaBoBOM UWHGOpMauum www.pravo.gov.ru, 29.12.2017, N
0001201712290006) (c M3MeHeHMsMN BHECEHHbIMM DeepalibHblM 3aKOHOM OT 28
Hos0pst 2018 rona N 449-03, denepanbHbiM 3akoHOM OT 27 nekabps 2019 roga N
462-D3) (0 nopsiike BCTYMMEHNS B CUITy CM. cTatbio 2 ®efepanbHoro 3akoHa o1 28
nekabpsa 2017 rona N 425-93);

denepanbHbiM_3akoHoM OT 4 wmoHa 2018 roga N 140-93 (OdwmumanbHbin



http://docs.cntd.ru/document/420287123
http://docs.cntd.ru/document/420287116
http://docs.cntd.ru/document/420287096
http://docs.cntd.ru/document/420322328
http://docs.cntd.ru/document/420322328
http://docs.cntd.ru/document/420326554
http://docs.cntd.ru/document/420357460
http://docs.cntd.ru/document/420363767
http://docs.cntd.ru/document/420363767
http://docs.cntd.ru/document/420363762
http://docs.cntd.ru/document/420363727
http://docs.cntd.ru/document/436753156
http://docs.cntd.ru/document/436753415
http://docs.cntd.ru/document/436753415
http://docs.cntd.ru/document/556175648
http://docs.cntd.ru/document/551782075
http://docs.cntd.ru/document/564069058
http://docs.cntd.ru/document/556175648
http://docs.cntd.ru/document/557585270

WHTEepHeT-nopTan npasoBouM uWHGopmauum www.pravo.gov.ru, 04.06.2018, N
0001201806040061);

denepasnbHbiM 3akoHoM OT 28 Hoabps 2018 roga N 449-03 (OdwmumanbHbIn
WHTEpPHeT-NopTan npaBoBoM WHJoOpmMauum www.pravo.gov.ru, 28.11.2018, N
0001201811280057) (0 nopsiake BCTYNNEHUA B CUMy CM. cTaTbio 5 deaepansHoro
3akoHa ot 28 Hos0ps 2018 rona N 449-93);

denepasnbHbiM 3akoHoM 0T 27 aekabpa 2018 roga N 511-93 (OdwmumansHbin
WHTEepPHeT-NopTan npaBoBOM UWHGoOpMauum www.pravo.gov.ru, 27.12.2018, N
0001201812270067);

denepanbHbiM_3akoHOM OT 6 wmoHa 2019 roga N 134-93 (OdwmumansHbIn
WHTEepHeT-nopTan npasoBouM uWHGopmauum www.pravo.gov.ru, 07.06.2019, N
0001201906070020);

depnepanbHbiM_3akoHoM OT 26 wuonga 2019 roga N 240-93 (OdwmumanbHbIn
WHTEpPHeT-NnopTan npaBoBOM UWHGoOpMauum www.pravo.gov.ru, 26.07.2019, N
0001201907260109);

denepanbHbiM_3akoHoM oT 2 asrycta 2019 roga N 297-93 (OdwmuymansHbIn
WHTEepPHeT-nopTan npasBoBoM uWHGopmauum www.pravo.gov.ru, 02.08.2019, N
0001201908020069);

denepasnbHbiM 3akoHoM 0T 27 aekabpsa 2019 roga N 462-93 (OdwmumansHbIn
WHTEpPHeT-NnopTan npaBoBOM UWHGoOpMauum www.pravo.gov.ru, 28.12.2019, N
0001201912280029);

depnepasnbHbiM 3akoHoM oT 27 aekabpsa 2019 roga N 475-93 (OdwmumansHbIn
WHTEPHeT-NopTan npaBoBOM UWHGoOpMauum www.pravo.gov.ru, 28.12.2019, N
0001201912280038) (o nopsigke BCTYNSIEHUS B CUy CM. cTaTbio 4 degepansHoro
3akoHa ot 27 gekabpa 2019 rona N 475-93);

PepnepanbHbiM_3akoHom o1 26 Mapta 2020 roga N 67-93 (OdwmumansbHbIn
WHTEepPHeT-NopTan npaBoBoM UWHGoOpMmauum www.pravo.gov.ru, 26.03.2020, N
0001202003260030);

depnepanbHbiM_3akoHoMm o1 1 anpens 2020 roga N 98-®3 (OdwmumansHbin
WHTEepHeT-nopTan npasoBouM uWHGopmauum www.pravo.gov.ru, 01.04.2020, N
0001202004010072);

depnepanbHbiM _3akoHoMm oT 3 anpend 2020 roga N 105-93 (OdwmumansHbin
WHTEepPHeT-nopTan npasoBouM uWHGopmauum www.pravo.gov.ru, 03.04.2020, N
0001202004030060).

MpnHAT
["ocypnapcTBeHHON [lymon
24 mapta 2010 roga

OpobpeH
Coetom Penepauumn
31 mapta 2010 roga
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KommeHTapumn Kk PepgepanbHomy 3akoHy ot 12 anpensa 2010 roga N 61-93 "O6
obpalleHun nekapcTBeHHbIX cpeacTs”

'maBa 1. Obwwme nonoxeHusn (ctatbn 1 - 4)

Ctatba 1. [NpegmeT perynnpoBaHusi HacToALLEero
PenepanbLHOro sakoHa

1. HacTosumin ®epeparnbHbld 3aKOH perynupyeT OTHOLUEHUS, BO3HUKAaKOLWLME B
cBA3n Cc obpaweHnem - pas3paboTKor, OOKIMHUYECKMMU UCCIeLoBaHUAMM,
KITMHUYECKMMN UCCIieq0BaHNSAMKN, SKCMEPTU30MN, rocygapCTBEHHOW pernctpaumen,
CO CTaHOapTU3auMuen U C KOHTPOSEM KavyecTBa, NPOM3BOLACTBOM, U3rOTOBJIEHNEM,
XpaHeHneM, nepeBo3Kon, BBO3OM B Poccunckyro Pepepaumo, BbIBO3OM U3
Poccuinckon depepaunn, peknamou, OTMNYCKOM, peanusaumen, nepenaden,
NPUMEHEHMEM, YHUHTOXEHNEM NIEKAPCTBEHHbIX CPEACTB.

(Hactb B pepakuumn, BBedeHHoOW B pfenctBne ¢ 7 saHBaps 2012 ropa
PenepanbHbiM 3akoHoM OT 6 nekabps 2011 roga N 409-93.

2. HacTtoawmn denepanbHbIn 3aKOH ycTaHaBnmBaeT npuopuTeT
rocy4apCTBEHHOro perynmpoBaHua 6esonacHocT, kadectBa U 3GPeKTUBHOCTU
NEeKapCTBEHHbIX CPEACTB Mpu Ux o6 paLleHun.

(HYactb B pepakuuu, BBedeHHoW B pencteme ¢ 25 wmwoHa 2012 ropa
PenepanbHbiM 3akoHOM OT 25 mnoHa 2012 roga N 93-P3.

KommeHTapun Kk ctatbe 1

Ctatba 2. Cchepa npumeHeHNA HacTosiwero PenepanbHOro
3aKoOHa

HacTtoawmn ®enepanbHbii 3aKOH NPUMEHSETCHA K OTHOLLEHMSIM, BO3HUKAKOLLMM
Npy obpalLeHnn nekapCTBEHHbIX CPenCcTB Ha TeppuTopumn Poccunckon ®egepaumn.
KommeHTapuin K ctaTtbe 2

CtaTbf 3. 3aKkoHoAaTeNbLCTBO 06 oOpaweHun
NeKapCTBEHHbIX CpeacTs

1. 3akoHogatenbcTBO 06 Ob6palleHnn NeKapCTBEHHbIX CPeaCTB COCTOUT U3
HacTosiero ®PenepancHOro 3akoHa, ApyrMx deaepanbHbiX 3aKOHOB M MHbIX
HOPMaTUBHbIX NMPaBoOBbIX akToB Poccuinckon denepaumn.
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1_1. 3akoHogaTenbcTBO 06 OOpaLLEHNN NeKapCTBEHHbIX CPEACTB B OTHOLLEH
IOpPUOMYECKUX UL, N MHAMBUAOYAlbHbLIX MpeanpuHUMaTenen, OCYLLECTBSHOLMX
OEATENbHOCTb Ha TepputopunM  MeXOyHapoaHOro MeOMUMHCKOro KracTepa,
NPUMEHSETCHA C yd4eToM OocobeHHOCTEN, yCTaHOBIEHHbIX PeaepasnbHbiM 3aKOHOM
"O_MexayHapoaAHOM MEeAULIMHCKOM KracTepe U BHECEHUN U3MEHEHUIN B OTAESNbHbIE
3akoHoaaTenbHble akTbl Poccunckon Peanepaummn”.

(Yactb pgononHutenbHo BkmtodeHa ¢ 30 uioHa 2015 ropga PegepanbHbiv
3akoHoM OT 29 utoHsa 2015 roga N 160-93)

2. [euncteue HacTtosdwero ®PenepanbHOro 3akoHa pacnpoCTpaHseTcd Ha
oOpalleHMe HapKOTUYECKUX  FIEKApCTBEHHbIX CPeacTB U MCUXOTPOMHbIX
NEKapCTBEHHbIX  CpeacTB € y4eTOM  ocobeHHOCTeW,  YCTaHOBIEHHbIX
3akoHogaTtenoctBoM Poccuinckon ®Pegepaumm O HAPKOTUYECKUX CpedcTBax,
NCUXOTPONMHbIX BELLECTBAX 1 00 NX NPEKYpPCOpaXx.

3. [HenctBue HacTosiwero ®denepanbHOro 3akoHa pacnpocTpaHAeTcsl Ha
obpawieHne pagunodapMaleBTUHECKMX JIEKApPCTBEHHbIX CPeacTB C  Y4ETOM
ocobeHHOCTEN, YCTaHOBMEHHbIX 3akoHodaTenbcTBoMm Poccunckon denepaumm B
obracTu obecneveHnsa pagmaumoHHom 6e3onacHOCTI.

4. Ecnn mexayHapoaHbim gorosopom Poccuinckon denepauunm ycTaHOBIEHbI
WHble npaBwura, 4Yem Te, KOTOopble npefyCcMOTpeHbl HacTosumm dPegepanbHbiM
3aKOHOM, NPUMEHSOTCA Npasuia MexayHapo4HOro 4orosopa.

5. B Poccuinckon depepaumm B COOTBETCTBUN C MEXOYHAPOAHbLIMW LOroBOpPaMu
Poccuinckon denepaumm 1 (Unn) Ha OCHOBE MpMHUMMNA B3aMMHOCTWU MPU3HAKOTCS
pe3yrnbTaTtbl  KIMHUYECKUX WCCNeaoBaHUM JIEKapCTBEHHbIX MnpenapaTtoB ASis
MEOMLUMHCKONO  MNPUMEHEHUS, MNPOBEAEHHbIX 3a npegenamu  Tepputopumn
Poccuinckon denepaumn.

KommeHTapum K ctatbe 3

CtaTtbs 4. OCHOBHbIE NOHATUS, UCNOJIb3yEeMble B
HacTosAwem PegepanbHOM 3aKOHe

Ona uenen Hactosiwero denepanbHOrO 3akoHa MCMOMb3YHTCH creaylowme
OCHOBHbI€ MOHATUS:


http://docs.cntd.ru/document/420284279
http://docs.cntd.ru/document/420284279
http://docs.cntd.ru/document/420321621

1) NnekapcTBeHHblEe CpeacTBa - BewecTBa Unn nx kKombuHaumm, BCTynatwoLwme B
KOHTaKT C OpraHM3MOM YerioBeKka Wnn XMBOTHOMO, NMPOHMKaKOLWME B OpraHbl, TKaHU
OopraHu3Ma 4erioBeka WM >XUMBOTHOMO, MpUMEHsIEMble AOns  NPodMNaKkTUKMK,
AVarHOCTUKM (3a UCKITIOYEHNEM BELLECTB UM UX KOMOWHALIMW, HE KOHTaKTUPYHOLLMX
C OpraHM3MoM YesfioBeKa UM XMBOTHOrO), NedeHns 3abonesaHusl, peabunurauuu,
ONsi  COXpaHeHusi, npedoTBpalleHNs WM npepbiBaHus  6epeMeHHOCTU U
NOofny4YeHHbIE U3 KPOBW, Mra3Mbl KPOBU, U3 OpraHoB, TKAHEW opraHusmMa 4desioBeka
UM XMBOTHOIO, pacTeHUW, MUHEpParioB METOAaMW CUHTE3a UM C NPUMEHEHMEM
bunonormyecknx  TexHorormn. K  neKkapCTBEHHbIM  CpeacTBaM  OTHOCATCS
drapmaLeBTU4ECKNE CYDCTaHLUN N NeKapCTBEHHbIE NpenapaThbl;

2) chapmaueBTMyecKkas cybcTaHuus - NekapcTBEHHOE CpeaCTBO B BUAE OLHOMo
NN HECKONbKMX obriagarowmx apmMakosiormnyeckon akTUBHOCTbIO OENCTBYOLLMX
BELLECTB BHE 3aBMCMMOCTU OT NMPUPOAbI NPOUCXOXOEHUS, KOTOPOE NpeaHa3Ha4YeHo
Ansi NPOU3BOACTBA, U3rOTOBIIEHUS NEKAPCTBEHHbIX NpenapaToB U onpeaensieT ux
9GPekTUBHOCTD;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 uona 2015 roga PenepanbHbIiM
3akoHoM oT 22 aekabpsa 2014 rona N 429-P3.

3) BchnomMmoratesnbHble BewecTBa - BewecTBa HEOPraHM4yeckoro  umu
OPraHN4YecKoro MnpPOUCXOXOEHUHA, WCMNOSib3yeMble B Mpouecce nNpou3BOACTBA,
N3roTOBIIEHUS1 NEKAPCTBEHHLIX MpenapatoB ANS NpuaaHuss UM HeobXoauMbIX
JoM3NKO-XMMMNYECKUX CBOUCTB;

4) nekapCTBeHHble MpenapaTtbl - JleKapCTBEHHble CpeacTBa B Buae
NeKapCcTBEHHbIX POPM, NMPUMEHsIEMble AN NPOUNAKTUKKN, ONArHOCTMKK, NeYeHus
3aboneBaHusi, peabunutaumm, [ONS  COXPaHEHUs, NPEeAOoTBpaLLEHUS UK
npepbiBaHNsi 6epeMeHHOCTY;

5) nekapcTBeHHass dopmMa - COCTOsiHME JIEKapCTBEHHOro npenaparta,
COOTBETCTBYyHOLWIEE cnocobam ero BBEAEHWUs N NPUMEHEHUA U obecnevnBaroLlee
AOCTMXeHMe Heobxoanmoro nevedHoro adpdekTa;

5 1) no3unpoBka - cogep)xaHme 0gHOro UM HECKOSNbKNX AENCTBYHOLLMX BELLECTB
B KOSIMYECTBEHHOM BbIpaXeHUM Ha eguHULy [03bl, WK eguHuly obbema, unm
eQVHMLY MacCbl B COOTBETCTBUMN C fleKapCTBEHHOW ¢popMon NMBO ANA HEKOTOPbIX
BUOOB NEeKapCTBEHHbIX )OPM KONMMYECTBO BbICBODOXOAEMOro M3 JieKapCTBEHHOM
doopMbI AENCTBYIOLLIErO BELLECTBA 3a €4AVHULY BPEMEHWY;

(MyHKT gononHuTensHo BktodeH ¢ 1 nonga 2015 roga PeaepanbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)
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6) nepedYeHb XU3HEHHO HeoBXOOMMbIX W  BaXHENLLMX JEeKapCTBEHHbIX
npenapaToB - eXXerogHo yreepxagaemoln [Npasutenscteom Poccuinckon deaepavmm
nepevyeHb JeKapCTBEHHbIX MpenapaTtoB AN  MeOULUHCKOrO  NPUMEHEHNS,
obecrneymBaloLMX MPUOPUTETHbIE MNOTPEOHOCTM 34pPaBOOXPAHEHUS B LeNndax
NPOUNakTUKN U nedvyeHuss 3aboneBaHun, B TOM 4uUcrie npeobnagalowmx B
CTPYKTYype 3aboneBaemocTn B Poccuinckon denepaumm;

6_1) opdhaHHble rneKkapCTBEHHble npenapaTtbl - JleKapCTBEHHbIE Mpenaparbl,
npeaHas3HayYeHHble MWCKIMIOYUTENbHO ONS AWArHOCTUKU UM naToreHeTu4ecKkoro
neyeHna (neyYeHnd, HanpaBieHHOro Ha MexaHu3M pasBUTUA 3aboneBaHnda) peakux
(opdpaHHbIX) 3aboneBaHu;

(MyHkT gononHuTensHo BkrtoveH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)

6_2) buonornyeckme nekapCcTBeHHbIe Npenaparbl - flekapCTBEHHbIE npenaparhl,
OEeNCTBYoLLEee BELLECTBO KOTOPbIX MPOU3BEAEHO UM BblereHo 13 B1onormyeckoro
MCTOYHMKA W AON9 ornpeferneHnss CBOWCTB M KadecTBa KOTOpbIX Heobxoguma
KOMBUMHauma 6uonormyeckmx n qomManKo-xmMmmyeckux metogoB. K Guonornyeckum
neKapCTBEHHbIM npenapaTtaM OTHOCATCH MMMYHOBMOMormdeckmne nekapcTBeHHbIe
npenapartbl, NlekapCTBEHHbIE Mnpenaparbl, NOfyyYeHHble U3 KPOBW, MNfa3Mbl KPOBU
YyerioBeka U XMBOTHbIX (3@ UCKMOYEHMEM LENbHOW KPOBM), DUOTEXHOMOrMYecKue
neKkapCTBEHHble npenaparthbl, reHoTepaneBTUYeCKne nekapCcTBEHHbIE npenaparhl;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 roga PegepanbHbIM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)

7) UMMyHOBUMOSOrMYeckmMe neKkapCTBEHHble npenapatbl - JeKapCTBEHHble
npenapatbl, npegHasHayeHHble AN (opMMpoBaHMS aKTUBHOIMO WM NACCUBHOMO
NMMMyHUTETA JIMBO  OMAarHOCTUKWM  HanmMums  UMMYHUTETA WM OANArHOCTUKMU
cneumdmyeckoro nNpUoGpPeTeHHOro WU3MEHEHUS WMMYHOSOrMYECKOro OTBeTa Ha
anneprmsvpytoume  Bewectea. K = MMMyHOGMOMOrMYECKMM  fieKapCTBEHHbLIM
npenapataMm OTHOCATCS  BaKUWHbl, aHATOKCWUHbI, TOKCUHbI,  CbIBOPOTKMN,
NMMYHOIMOB YNNHBI 1 annepreHbl;

(MyHkT B pepakuun, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropga
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

7_1) 6uoTexHonormyeckue rnekapcTBeHHble rMpenapaTtbl - feKapCTBEHHbIE
npenapartbl, MNPOU3BOACTBO KOTOPbIX OCYLIECTBMSAETCA C UCMNOMb30BaHUEM
BroTexHonormyecknx npoueccoB n metogoB (B Tom yucrne OHK-pekoMbuHaHTHOM
TEXHOSOrMKN, TEXHONOTMM  KOHTPONMPYEMOW 3KCMPEeCCUM TEeHOB, KOOUPYHOLLMX
buornornyeckn akTMBHble Oernku B NpoKapuoTax W adykKapuoTax, BKIovas
M3MEHEHHbIE KIMEeTKM MIIeKonuTalwmx), mbpugoMHoro MeTtoga W MeTtoda
MOHOKJSIOHASbHbIX aHTUTENT;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 roga PegepanbHbIM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)
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7_2) reHoTepaneBTUYECKME JleKapCTBEHHbIE MpenapaTtbl - JeKapCTBEHHbIE
npenapartbl, hapmaueBTnyeckasa cybcTaHUmMA KOTOPbIX ABNSETCA PEKOMOUHAHTHOM
HYKNEMHOBOW KUCSFIOTOW WM BKIOYaeT B cebA pPeKOMOWMHaHTHYIO HYKIEWHOBYHO
KWCNOTY, MO3BONAIOLLYIO OCYLIECTBNATL perynupoBaHve, penapauuio, 3amMeHy,
nobasrieHve unn yaaneHue reHeTU4eckomn nocrenoBaTesisHOCTY;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 roga PegepanbHbIM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-93)

8) HapKoTU4eCKMe nekapCTBEHHbIE CPenCcTBa - fleKapCTBEHHbIE NMpenapaTtbl U
dhapmMaLeBTUYECKNE CYOCTaHUUK, codepXawpme HapKoTMYeckue cpeactea w
BKIMOYEHHble B [lepeyeHb HapKOTUYECKUX CPeACTB. MCUXOTPOMNHbIX BELLIECTB U UX
NPEKYPCOPOB, Noanexalmx KOHTposto B Poccurickon Peaepauimm, B COOTBETCTBUN
C 3akoHopaTenbcTtBoM Poccuickon depepauuuv, MexayHapoaHbIMU O0roBopamMm
Poccunckon depnepaummn, B TOM 4ucrne EOMHOW KOHBEHUMEW O HApPKOTUYECKUX
cpenctBax 1961 roaa;

9) NCUXOTPOMHblIE fleKapCTBEHHbIE CPeAcTBa - JIeKapCTBEHHbLIE Mpenapatbl U
dhapMaLeBTUYECKNE CYOCTaHUMK, coaepxalme MNCUXOTPOonHble BewecTBa W
BKIMOYEHHble B [lepeyeHb HapKOTUYECKUX CPeACTB. MCUXOTPOMNHbIX BELLIECTB U UX
NPEKYPCOPOB, Noanexalmx KOHTposto B Poccurckon Penepaumm, B COOTBETCTBUN
C 3akoHopaTenbcTtBoM Poccuickon depepauuuv, MexayHapoaHbIMU O0roBopamMm
Poccunckon ®epepaumnm, B TOM Yucre KOHBEHUMEN O NCUXOTPOMHbLIX BELLECTBAX

1971 rona;

10) paguodhapmaueBTUYECKME FEKAPCTBEHHbIE CpeAcTBa - JIEKApCTBEHHbIE
cpencTtBa, KOTOpble coaepXaT B roToBOoM Ans UCNONb30BaHUS dopme oauH
PaAVOHYKNG UM HECKONbKO paguoHYKNMA0B (paanoakTUBHBIX N30TOMOB);

10_1) opurmHanbHbIN NeKapCTBEHHbIN Npenapar - fiekapCTBEHHbIN npenapar C
HOBbIM [OENCTBYIOLLMM BELLECTBOM, KOTOPbIM MNepBbiM 3aperncTpupoBaH B
Poccuickon ®epepaumm mnnm B MHOCTPaHHbLIX rocygapcTBax Ha OCHOBaHWUU
pe3ynbTaToB  OOKIMHUYECKUX WUCCMedoBaHUA  NEKapCTBEHHbIX CpeacTB W
KITMHUYECKMX UCCRedoBaHA fiekapCTBEHHbIX MpenapaTtoB, NogTBEPX4aloWLmMX ero
KadecTBO, 9GeKTUBHOCTb 1 6€30MacHOCTb;

(MyHKT pononHuTensHO BkMoyeH ¢ 1 mapta 2020 roga PeneparnbHbiM_3aKOHOM
o1 27 nekabpsa 2019 roga N 475-93)
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11) pedepeHTHbIN feKapCTBEHHbLIM nNpenapaTt - feKapCTBEHHbIN npenapar,
KOTOPbIN MCMONb3yeTcs ANs1 OLEeHKN BUOIKBMBANEHTHOCTU UM TepaneBTU4ECKOM
9KBMBASIEHTHOCTWN, KayecTBa, 9dpekTUBHOCTH n 6e3onacHoCcTU
BOCMPOM3BELEHHOIO  JIEKApCTBEHHONO  npenapata wm  GuoaHanoroBoro
(buonogobHOro) nekapcTBeHHoro npenapata (6uoananora). B kadecTBe
pedepeHTHOro NeKapCTBEHHOro npenapara angd MeAUUMHCKOro MNpUMEHEHUs
NCMOMb3YeTCs  OpUrMHamNbHbIN  NEeKapCTBEHHbIN  npenapat  fmbo,  ecnm
OpUrMHarnbHbIWM NEKapCTBEHHbIN NpenapaT He 3aperMcTpupoBaH UMM He HaXo4UTCS
B obopoTte B Poccuickon denepaumm n He Haxoautcs B 060poTe B MHOCTPAHHbLIX
rocygapcTBax, BOCNPOM3BEAEHHbIN NEKapCTBEHHbIM npenapaTt un 6noaHanorosbIn
(6uonogoOHbIN) NekapCTBEHHbIM npenapat (buoaHanor), KOTopblIM  NepBbIM
3apermcTpmpoBaH 13 4ucra Haxogawmxcst B obopote B Poccuickon denepaumu,
ONO3KBUBANEHTHOCTb WM TepaneBTUYecKas OKBMBANEHTHOCTb, Ka4yecTBo,
9hpeKTMBHOCTL M 0e30MacHOCTb KOTOPOro OLEHMBANUCb MO  OTHOLLEHMIO K
opuUrMHanbHOMY fiekapCTBEHHOMY Mpenapary, a Takxe KadecTBo, 3(ppeKTUBHOCTb n
6e3onacHOCTbL KOTOPOro MnoATBEpXOaTCA pesyrbTatamu dapMakoHagsopa U
NPOBEPOK COOTBETCTBUS NEKAPCTBEHHbIX CPEACTB, HAXOOASALMXCS B rpaXgaHCKOM
obopoTe, yCTaHOBEHHbIM TPebOBaHNAM K UX KayecTBY. B kadecTBe pedepeHTHOro
NeKapCTBEHHOrO npenapata A9 BETEpPUHAPHOro MNPUMEHEHUA MCMNOoSb3yeTcs
NeKapCTBEHHbIN Npenapar Ans BETEPUHAPHOrO NPUMEHEHMS, 3aperncTpUpPOBaHHbIN
B Poccuinckon ®depepaumm Ha OCHOBaHMM  pPes3ynbTaTtoB  JOKIMMHUYECKUX
nccrnegoBaHMn  NEKapCTBEHHbIX CPeACTB UM KIIMHUYECKUX  UccriegoBaHuin
NeKapCTBEHHbIX NpenapaToB, NOATBEPXKAAKOLWMX €ro Ka4ecTBo, 3(pdekTUBHOCTL U
6e3onacHoCTb;

(MyHKT B pepakuun, BBeaeHHoW B penctBne ¢ 1 mapta 2020 ropa
denepasnbHbIM 3akoHOM OT 27 aekabpsa 2019 rona N 475-93.

12) BOCNpoun3BeaEeHHbIN NleKapCTBEHHbIN Npenapar - fekapCcTBEHHbIN npenapat
Ans MeauuMHCKOrO NPUMEHEHUS, KOTOPbIN UMEET 3KBMBAareHTHbIN peddepeHTHOMY
NeKapCTBEHHOMY npenapaTy KadeCTBEeHHbI COCTaB WU KONMYECTBEHHbIN COCTaB
OENCTBYIOLUMX BELLECTB B OKBMBANEHTHOM nekapcTBeHHon dopme, nnbo
rNeKkapCTBEHHbIW npenapar Ass BeTEPUHAPHOIro NMPUMEHEHUSA, KOTOPbIN UMeEeT Takue
Xe, YTO N pedepeHTHbIN NeKapCTBEHHbIW npenapaT, KavyeCTBEHHbIM COCTaB U
KOSIMYECTBEHHbLIA COCTaB [EWCTBYIOLWMX BELWECTB B TaKOW >Xe JleKapCTBEHHOM
dopme, BUOIKBMBANEHTHOCTb UMM TepaneBTUYECKas 3KBMBASIEHTHOCTb KOTOPbIX
COOTBETCTBYHOLLEMY pedepeHTHOMY JieKapCTBEHHOMY Mpenaparty noaTBepXaeHa
COOTBETCTBYHOLLMMUN UCCIIeLO0BaAHNAMM;

(MyHKT B pepakunn, BBeaeHHoW B pdenctBne ¢ 1 mapta 2020 ropa
PepeparnbHbiM 3aKoHOM OT 27 aekabpsa 2019 roga N 475-93.
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12_1) TepaneBTUYeCKass 9KBUBANIEHTHOCTb JIEKApPCTBEHHbIX MpenapaTtoB -
OOCTWXEHME  KIMHUYECKM COrMoCTaBUMbIX TeparneBTudeckoro adpekta U
nokasartenen agdeKTUBHOCTM U 6e30nacHOCTU NpU NMPUMEHEHUN NEKAPCTBEHHbIX
npenapaTtoB AN MeOULMHCKOrO NPUMEHEHUS, UMEILWMX OOHO MeXOyHapoLHoe
HenaTeHTOBaHHOe (MM XUMUYECKOE, WM PYNNUPOBOYHOE) HauMMeHoBaHue, B
9KBMBamNeHTHbIX 403MPOBKax Mo O4HUM U TEM Xe NOoKa3aHUAM K MPUMEHEHUIO N NpU
O4MHAKOBOM Ccrnocobe BBeAEHUSA Yy OOHOW U TOW e rpynnbl B0MbHbIX;

(MyHKT gononHuTensHo BkrtodeH ¢ 1 nonga 2015 roga PeaepanbHbiM_3aKOHOM
oT 22 gekabpsa 2014 roga N 429-93; B pegakuuu, BBeAeHHOM B aencteune c 1
mapTa 2020 roga PegepanbHbiM 3akoHOM OT 27 aekabpa 2019 roga N 475-93.

12_2) BroaHanoroBbin (61onogobHbIN) NekapCTBEHHbIN Npenapart (broaHanor) -
BronorMyecknin nekapCTBEHHbLIM MNpenapart, CXOXWUA Mo napaMeTpaMm KadecTBa,
adpekTMBHOCTM UM BesonacHoCTM € pedepeHTHbIM  BMonorM4yecknm
NeKapCTBEHHbIM MpenapaTtoM B TaKOW Xe JieKapCTBEHHOW dopMe M MMelowmin
MOEHTUYHBLIN CNoCcob BBEOEHUS;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 ropga PegepanbHbIM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)

12_3) B3aMMO3aMeEHSAEMbINM JIEKapCTBEHHbIN MpenapaTr - JieKkapCTBEHHbIN
npenapar C  [OOKas3aHHOWM  TepaneBTUYECKOM  3KBUBANEHTHOCTbIO UK
OMO3KBMBANEHTHOCTLIO B OTHOLLEHUM peddepeHTHOro fekapcTBEHHOro npenapara,
NMEKOLLMA SKBUBASIEHTHbIE €EMY Ka4eCTBEHHbIM COCTaB U KOSIMYECTBEHHbI COCTaB
OEeUCTBYIOLLMX BELLUEeCTB, COCTaB BCMNOMOratesbHbIX BeLEeCTB, IeKapCTBEHHYHO
dopmMy 1 crnocob BBeAEHUS;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 ropga PegepanbHbIM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)

12_4) O6MO3KBMBASIEHTHOCTb JIEKAPCTBEHHbLIX MpenapaTtoB - AOOCTUXKEHME
COMOCTaBMMbIX MOKa3aTerien CKOPOCTM BCacCbiBaHWUSA, CTENeHW MOCTYMMeHna K
MeCcTy OEWCTBUA M CKOPOCTWU BbIBEAEHWUS OOHOrO WM HECKOSbKUX obnagaroLmx
dpapMakonorm4ecKko akTUBHOCTbIO [OEUCTBYIOLWMX BELECTB MNpu MNpUMEHEHUN
rneKapcTBeHHbIX npenapaTtoB Anf MeAULWHCKOro NPUMEHEHUs, UMEeRLMX OOHO
MeXOyHapO4HOe HenaTeHTOBaHHOe (MM  XUMUYEecKoe, WM rpynnMpoBOYHOE)
HavMMeHOBaHWe, B 3KBMBANEHTHbIX [J03UPOBKax W MNpW OOMHAKOBOM crnocobe
BBELEHUS;

(MyHKT gononHuTensHO BkMoyeH ¢ 1 mapta 2020 roga PeneparnbHbiM_3aKOHOM
o1 27 nekabpsa 2019 roga N 475-93)

13) nekapCTBEHHOE PacTUTENbHOE CbIpbe - CBEXME UM BbICYLLEHHbIE PacTEHUS]
mmbo Mx 4acTu, ucnonb3yemble AN NPOM3BOACTBA JIEKAPCTBEHHbLIX CPencTB
opraHM3auusiMu - NPOU3BOAUTENSAMWN NEKAPCTBEHHbIX CPeaCTB UM U3rOTOBIIEHUS
NEKapCTBEHHbIX MNpPenapaTtoB anTe4YyHbIMU  OpraHu3auusiMM, BeTepUHapPHbIMU
anTe4YHbIMU OpraHn3aumsaMmn, MHANBUAYanbHbIMM NpeanpUHUMaTENs MU, UMEHLLIMM
NULEH3MI0 Ha hapMaLLEeBTUYECKYHO AEATENbHOCTb;
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14) nekapCTBEHHbIN pacTUTENbHbIN MpenapaTt - JNeKapCTBEHHbLIM Mpenapar,
NPOV3BEOEHHbIN  UNW  USFOTOBMIEHHBIN M3  OAHOrO BuAa  fIeKapCTBEHHOMO
pPacTUTESNbHOIO ChIPbS UMM HECKOSTbKUX BWOOB TaKOro Cbipbsi U peanu3yemMbli B
pacgacoBaHHOM Buae BO BTOPUYHOM (MOTPEBbUTENLCKON) YNaKkoBKe;

15) romeonaTtnyeckm NekapCcTBEHHbIN NpenapaT - NeKapCTBEHHbIN npenapar,
NPOV3BEAEHHBIN UM M3rOTOBSIEHHBIN U3 dbapMaLeBTUYECKON cyOCTaHuuMM unm
drapMaLeBTUYECKNX CYDCTaHUMM B COOTBETCTBMM C TpeboBaHMAMM 0OBLLMX
dpapmakonenHbIX cTaTten K romeonaTuyecknm feKapCTBEHHbLIM npenaparam unm B
COOTBETCTBUM C TpeboBaHMAMM drapmMakonen CcTpaHbl MNPOU3BOAMTENS TaKoro
neKapCTBEHHOro npenapara;

(MyHKT B pepakuun, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropa
PepeparnbHbIM 3aKoHOM OT 22 fekabpsa 2014 roga N 429-93.

16) MexOQyHapo4HOe HenaTeHTOBaHHOE HaMMEHOBaHWE JeKapCTBEHHOro
cpegctea - HauMMeHOBaHMEe OEWCTBYIOWEro BewecTBa dapMaueBTUYecKomn
cybcTaHumMK, pekomeHaoBaHHoe BcemMmnpHon opraHmsaumnen 34paBoOXpaHEeHNS;

(MyHKT B pepakunn, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropga
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

17) TOproBoe HaMMEHOBaHWE JleKapCTBEHHOINO CpencTBa - HaMMeHoBaHue
NEKapCTBEHHOrO0 CpeacTBa, NPUCBOEHHOE ero paspaboTyukoM, AepxaTenem unm
Bnagenbuem perMcTpaLMoHHOro y40CTOBEPEHUS NIEKapCTBEHHOIO Npenapara;

(MyHKT B pepakuun, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropa
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

17_1) rpynnMpoOBOYMHOE HaWMEHOBaHWE JIEKapCTBEHHOro npenapata -
HavMeHOBaHVe JeKapCTBEHHOINo MpernapaTta, He MWMEKOLWEero MexayHapo4HOoro
HenaTeHTOBaHHOrO HaMMeHOBaHUS, UM KOMBMHaU MM NekapcTBEHHbIX Npenapartos,
ncnosnb3yemoe B Lensx obbeguHeHns nx B rpynny nog eguHbIM HauMeHOBaHUEM
ncxoas U3 O4AMHAKOBOro CocTaBa AeUCTBYIOLLMX BELLECTB;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 roga PegepanbHbIM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)

18) obwasa dapmakonenHas cTaTbs -  OOKYMEHT,  YTBEPXOEHHbIN
YMNOHOMOYEHHbIM  doeeparibHbiM -~ OpraHOM  UCMOSHUTESNTbHOM  Bfactu U
cogepxalwmn nepedeHb nokasatenenM Kadectsa W (MM) METOOOB KOHTPOIA
KadecTBa KOHKPETHOW JieKapCTBEHHOW (POpPMbl, NEKAPCTBEHHOIO PacTUTENbHOMO
CbIpbs, onucaHnst BUoNorMYecKmx, BUOXMMMNYECKMX, MUKPOBMONOMMYECKNX, PU3NKO-
XUMUYECKUX,  (U3UYECKUX, XMMWYECKUX W  OpyrMx MeTOAOB  aHanmsa
NeKapCTBEHHOrO CpeacTBa, a Takke TpeboBaHuMs K UCMOMb3yeMblM B LEnax
NpoBeOeHNd  OaHHOro  aHarmmsa  peakTvBaM, TUTPOBaHHbIM  pacTBOpam,
NHOVKaTopam;

(MyHkT B pepakunn, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropa
PepeparnbHbIM 3aKoHOM OT 22 fekabpsa 2014 roga N 429-93.
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19) phapmakonenHass cTaTbd - OOKYMEHT, YTBEPXOEHHbIA YrNONTHOMOYEHHbIM
doegeparnbHbIM - OpraHoOM  UCMOSIHUTENBbHOM BflaCTUM M coaepXawmn nepedeHb
nokasarteremn kadecTBa U METOLOB KOHTPOJS KadecTBa JleKapCTBEHHOIO CpeacTBa;

(MyHKT B pepakunn, BBegeHHon B aenctBue ¢ 1 wmonsa 2015 ropga
denepanbHbIM 3aKOHOM 0T 22 aekabpsa 2014 roga N 429-93.

19 1) cTaHgapTHble oOpasubl - BeLecTBa, MOCPEeaCTBOM CpPaBHEHUA C
KOTOPbIMU OCYLLECTBISAETCHA KOHTPOSb KayecTBa MCCledyeMblX JeKapCTBEHHbIX
CpeacTB C MNOMOLLBIO (PU3UKO-XMMUYECKUX U BUONOrMYEecKUX MeTOAOB B LEenax
NOATBEPXKOEHUA  COOTBETCTBUA  JIEKAPCTBEHHbIX  CpedcTB  TpeboBaHMAM
HOpMaTMBHOM OOKyMeHTaumu, YCTaHOBSIEHHbIM npu OCYLLECTBMEHNN
rocyqapCTBEHHOM pernctpauum, WM KoTopble MNPUMEHAITCA AN  KanuMbpoBku
CTaHOapTHbIX 0Opa3sL/oB NPON3BOAUTENS JIEKAPCTBEHHBLIX CPeaCcTB, UCNOSb3yeMbIX
AJ19 KOHTPOSIA KayecTBa U UHbIX Lernen npu obpalleHnm rnekapCTBeHHbIX CPeaCTB;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 ropga SegepanbHbIM _3aKOHOM
o1 22 fekabpsa 2014 roga N 429-93)

19 2) dbapmakonenHbln CTaHOapTHbIM obpasel - cTaHgapTHbIM obpasel,
Npoun3BeLEeHHbIN B COOTBETCTBUM C (papMakonenHon ctaTbewu;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 ropga PegepanbHbIM _3aKOHOM
oT 22 nekabpsa 2014 roga N 429-93)

20) HopmaTtMBHasi [OOKYMeHTauust - [OOKYMEHT, coaepXauwmnm nepeyeHb
onpenendemMbix MO pesynbTataM COOTBETCTBYHOLLMX SKCMEpPTU3 MokasaTenemn
KayecTBa JleKapCTBEHHOro cpeactBa ANid MeOMLUMHCKOro NPUMEHEHUsi, MeTOO0B
KOHTPOIIS ero KayecTsa U YCTaHOBJIEHHbIW €ro NPon3BoaANTENEM;

21) HOpMaTUBHbIA  OOKYMEHT - [OOKYMEHT, CcoAepXawmn nepeyveHb
onpegensemMbix MO pes3ynbTataMm COOTBETCTBYIOWLMX 3KCMNEepTU3 MokKasaTtereu
KayecTBa M (A1) METOAO0B KOHTPOSS KavyecTBa fiekapcTBEHHON hOpMbl, ONUCaHNS
Buonornyecknx, BUOXUMUYECKMX, MUKPODOUONOTMYECKUX,  (PU3NKO-XUMUYECKNX,
PM3NYECKUX, XUMUYECKMX U OPYrMX METOOOB aHanmM3a NnekapCTBEeHHbIX CpencTB
ON9  BETEPUHAPHOrO MpuUMeHeHusi, TpeboBaHWs K UCNOMb3yeMbliM B Lensx
npoBedeHNs  OaHHOro  aHanuMsa  peakTuBaMm, TUTPOBaHHbIM  pacTBOpaMm,
NHOVKaTOpaM M YCTaHOBIIEHHbLIN €ro NPon3BoauUTENeM;

21_1) 06N TEXHUYECKUA OOKYMEHT - KOMMIEKT OOKYMEHTOB M MaTtepuaros,
COCTOALLMA U3 HECKOSIbKUX pa3fderioB - [OOKYMeHTauuv agMWHUCTPAaTUBHOIO
XapakTepa, XMMUYecKoWn, dhapmaueBTUYECKON M OUONOrM4ecKon AOKYMEHTaLuu,
doapmakoriornieckou, TOKCUKOIOMMYEeCKOW AOKYMeHTaLuu, KITMHUYECKOM
OOKYMEeHTauumM ©n  npegcraBnsemMbii  OQHOBPEMEHHO C  3asBfieHeM O
rocy4apCTBEHHOW perucTpaunn nekapcTBEHHOro npernaparta Ang MeguuuHCKOro
npUMeHeHns B dopmMare, YCTaHOBIIEHHOM YMOMHOMOYEHHbIM  dpefeparbHbIM
OpraHoM WUCMONHUTENbHOW BMNacTw;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 ropga ®egepanbHbIM _3aKOHOM
o1 22 fekabpsa 2014 roga N 429-93)
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22) Ka4yeCcTBO JleKapCTBEHHOIO CpedcTBa - COOTBETCTBME Jl€KapCTBEHHOro
cpenctea TpeboBaHNAM hapMakornenHon cTaTbu MO0 B crnyvyae ee OTCYTCTBUA
HOPMAaTMBHOW AOKYMEHTaL N UM HOPMAaTUBHOTO JOKYMEHTA;

23) 0Ge3onacHOCTb  JIEKApCTBEHHONO  cpeacTBa -  XapaKTepucTuka
NEKapCTBEHHOrO CpeAcTBa, OCHOBaHHasi Ha CpaBHUTENbHOM aHanuse ero
90PEKTUBHOCTU U pUCKa NPUYNHEHNS Bpeaa 340PO0BbIO;

24) 9(peKTMBHOCTb NEKapCTBEHHOro rnpenapata - XapakTepucTuka CTerneHu
NOSIOXXUTENBHOMO  BIMSIHAA  JIEKAPCTBEHHOrO  Mpenaparta Ha  Te4veHue,
NPOOOIMKUTENBHOCTL 3aboneBaHnst UN ero NpeaoTBpaLLeHne, peabunurauunio, Ha
coxpaHeHue, npeaoTBpaLleHne nnm npepbiBaHne 6epemMeHHOCTH;

25) cepust NeKapCTBEHHOMO CpeAcTBa - KONMMYECTBO NEKapCTBEHHOMO CpeacTBa,
npov3BedeHHoe B  pe3yrnbTate OAHOTO  TEXHONOMMYEeCKOro  LMKNa  ero
NPOV3BOAUTENEM;

26) permcTpaumoHHOe y40CTOBEPEHUE JNIEKApPCTBEHHOIO NpernapaTa - JOKYMEHT,
nogTeepXxgarvowmmn  akT  rocygapCTBEHHOW  permcTpauun  fniekapCTBEHHOro
npenapara;

26 1) pepxatenb WM Brageney,  pPermcTpauuMoHHOrO  YO4OCTOBEPEHUS
nekapCTBEHHOro npenaparta - pas3paboTymMk  JieKapCTBEHHOro  cpeacTsa,
Npou3BOAUTENb JNEKAPCTBEHHbIX CPeAcTB WM MHOE  lpuanydeckoe  nvuo,
obnagaroliee NpaBoM BrafeHUs PermcTpauMoOHHbIM YOOCTOBEPEHUEM, KOTOpbIE
HECYT OTBETCTBEHHOCTb 3a KayecTBO, 9deKTMBHOCTL U ©He3onacHoOCTb
rneKapcTBEeHHOro npenapara;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 roga PegepanbHbIM _3aKOHOM
oT 22 fekabpsa 2014 roga N 429-93)

27) peruMcTpaumoHHbIn  HOMep - KOAoBOe 0b6O3HayeHue, nNPUCBOEHHOE
neKkapCTBEHHOMY NMpenapary npuv ero rocygapCTBEHHOW perncTpauuu;

28) obOpalweHne nekapCTBEHHbIX CpeacTB - paspaboTka, OOKIMHUYeCKue
nccnegoBaHnst, KrMHUYECKUE UCCredoBaHus, 9KCnepTusa, rocyaapcTBEHHast
perMctpauusi, CcTaHOapTu3auust M KOHTPOMb  KadecTBa, MpoM3BOACTBO,
N3roToBIIEHNe, XpaHeHne, NepeBo3ka, BBO3 B Poccuinckyto Penepauymio, BbIBO3 U3
Poccuickon denepaumm, pekriama, OTnyck, peanvsauus, nepegada, npMmeHeHue,
YHUYTOXEHNE NIeKapCTBEHHbIX CPEACTB;

(MyHKT B pepakuun, BBeaeHHoOM B pJenctBue ¢ 7 anBaps 2012 ropga
PenepanbHbliM 3akoHoM OT 6 nekabps 2011 roga N 409-93.

29) cybbekTbl 0bpalleHns nekapCTBEHHbIX CPeacTB - dm3ndeckmne nuua, B TOM
yucrne  vMHOMBMAOYanbHble  npeanpuHAMaTenn, U lpuguyeckue  nuua,
OCYyLLECTBIIAOWME OEATENBHOCTL NPpKY 06 paLleHnn NekapCTBEHHbLIX CPEACTB;
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30) pa3paboTymKk nekapCTBEHHONO CpeacTBa - opraHusauus, obnagarowas
npaBamn Ha pesynbTaTbl AOKIMHUYECKUX WCCREOOBaHWA  NEeKapCTBEHHOMO
cpencTBa, KMMHUYECKUX MCCrieqoBaHUW NeKapCTBEHHOro npenapara u (Mnu) Ha
TEXHOSIOMI0 NPON3BOACTBA NIEKAapCTBEHHOIO CPEACTBa;

(MyHKT B pepakunn, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropa
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-P3.

31) Npon3BOACTBO NEKAPCTBEHHbLIX CPEACTB - AEATENbHOCTb MO NPOU3BOACTBY
NEeKapCTBEHHbIX CPEACTB OpraHu3aumsiMm - MNPOM3BOAUTENSIMU NEKAPCTBEHHbIX
CPEeACTB Ha OAHOM CTaguu, HECKONbKUX UMM BCEX CTagusiX TEXHONOMYecKoro
npouecca, a Takke MO XPaHEeHUI0 U peanu3aunm Npon3BeneHHbIX NeKapCTBEHHbIX
CpencrTs;

31_1) npou3BOACTBEHHast nMfowaaka - TeppuTopuanbHO 000CO6NEHHbIN
KOMMMEKC Mpou3BOaMTENA JIeKapCTBEHHbIX CPeacTB, NpefHasHaYeHHbIn Ans
BbIMONMHEHMS BCEro npouecca npou3BoACTBa JIEKAPCTBEHHbIX CPedAcTB WM ero
onpeneneHHon ctaguu;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 ropga PegepanbHbIM _3aKOHOM
o1 22 fekabpsa 2014 roga N 429-93)

32) nponsBoauTenb NeKapCTBEHHbIX CPEACTB - OpraHn3aL s, ocyLLIeCTBNAOLAs
NPOU3BOACTBO JEKApCTBEHHbIX CPeACcTB B COOTBETCTBMM C TpeboBaHusMU
HacToswero PeaepanbHOro 3akoHa;

33) drapmaueBTUYECKast OEATENbHOCTb - OEeATENbHOCTb, BKoYatowas B ceb4
ONTOBYKO TOPrOBSIO JIEKAPCTBEHHLIMU CpencTBaMu, UX XPaHEHWE, MepeBO3KYy WU
(M)  PO3HUMYHYKD TOProBMO JIEKAPCTBEHHLIMW MpenapataMmyv, B TOM 4uUcne
AVUCTaHUMOHHBLIM cnocoboM, WX OTMYCK, XpaHeHue, MNepeBO3KYy, W3roToBfeHue
NeKapCTBEHHbIX NpenapaTos;

(MyHKT B pepakuuun, BBeAeHHOMW B AencTteue PenepanbHbiM 3aKOHOM OT 3
anpensa 2020 roga N 105-93.

34) opraHuM3auma ONTOBOW TOProBNM JIeKApCTBEHHbIMW  CcpeacTBaMKU -
OopraHusaunsa,  OCYLWIEeCTBNAKWAA  ONTOBYHD  TOProBfO  JIeKAPCTBEHHbIMU
cpegctBamn, WX XpaHeHue, MNepeBO3KYy B COOTBETCTBMM C  TpeboBaHuUsiMK
HacToswero denepanLHOro 3aKoHa;

35) anTeyHas opraHuM3auma - opraHmMsauusi, CTPYKTYpHOe noapasgeneHue
MeONLMHCKOWN opraHu3auum, ocyLlecTBrsAoLLmMe PO3HUNYHYLO TOProBrio
NEeKapCTBEHHbIMN MpenapataMmm, B TOM 4uUCNEe AOUCTAHUMOHHBIM CNOCOOOM,
XpaHeHue, nepeBO3KY, U3FOTOBIEHME M OTMYCK JfleKapCTBEHHbIX MpenapaToB A5
MEOULWNHCKOrO MNPUMEHEHUST B COOTBETCTBUM C TpebOBaHUSIMW HACTOSALLErO
depneparnbHOro 3aKoHa;

(MyHKT B pepakuun, BBegeHHoW B penctBue degepaslibHblM 3aKOHOM OT 25
HoA6ps 2013 rona N 317-93; B pegakuuu, BBeaeHHon B aenctene PegepanbHbiM
3akoHom ot 3 anpend 2020 roga N 105-93.
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36) BeTepyHapHaa anTevyHas opraHus3aumss - opraHusauusi, CTPYKTypHoe
nogpasgeneHve BeTEpPUHAPHOM OpraHu3auuM, OCYLUECTBIISIOWME  PO3HUYHYIO
TOProBr0 NieKapCTBEHHbIMK MNpenapatamu, B TOM 4YuUCNEe AUCTaHLMOHHbLIM
cnocoboMm, XpaHeHue, MU3roTOBIIEHWE M OTMNYCK JIEKapCTBEHHLIX NpenapaTtoB ANid
BETEPUHAPHOIO MPUMEHEHNS B COOTBETCTBMM C TpeboBaHUSAMM HACTOSALLErO
depneparnbHOro 3aKoHa;

(MyHKT B pepakuuun, BBeaeHHOMW B Aencteue PepepasnbHbiM 3aKOHOM OT 3
anpens 2020 roga N 105-93.

37) dranbCcuUuMpoBaHHOE FEKapCTBEHHOE CpPeaCTBO - JleKapCTBEHHOE
CpeacTBO, COMPOBOXOAEMOE JIOXKHOW MHGopMaunen o ero coctase U (Mnm)
npounssoauTene;

38) HepobOpokayeCTBEHHOE JEKapCTBEHHOE CPEeACTBO - JleKapCTBEHHOE
CpeacTBO, He COOoTBeTCTBYylOLWEee TpeboBaHMAM dhapMakonenHon ctatbu 6o B
crydae ee OTCyTCTBUSA TpeboBaHWSAM HOPMATUBHOW  OOKYMEHTaUUM  UMn
HOPMaTUBHOIO JOKYMEHT3;

39) KOHTpahakTHOE IieKapCTBEHHOE CpPEeACTBO - JleKapCTBEHHOE CpeacTBo,
Haxogsweecs B 060poTe C HapYyLLEHNEM MPaXOaHCKOro 3aKkoHo4aTeNbCTBa;

40) AOKINMMHNYecKoe nccregoBaHue nekapcTBEHHOro cpencrtea -
Bronornyeckne, MUKpobuonornyeckne, MUMMyHONOrMYecKkmne, TOKCUKOSIOMYECKne,
doapmakornornyeckue, dmsandeckue, XuUMUYEeCKMe W Opyrme  UCCregoBaHus
NeKapCTBEHHOro cpeacTBa NyTeM NpPUMEHeHUs Hay4YHbIX METOAO0B OLLEHOK B LiensX
nony4yeHns gokasaTenbCcTB 0Ge3onacHoCTWM, kKadecTBa U 3GPEeKTUBHOCTU
NeKapCTBEHHOro CpeacTBa;

41) KIMWMHUYECKOE WUCCnedoBaHMe fiekapCTBEHHOMO Mpenapata - U3yvyeHue
AVNAarHOCTUYECKUX, NevebHbIX, NpodmnakTUYeckmx, papmMakosriorm4yecknx CBOUCTB
NeKapCTBEHHOro npenapara B Npouecce ero npMMeHeHns y YyernoBeka, XMBOTHOIO,
B TOM 4MUCIie NPOLECCOB BCachIBaHWNA, pacnpeneneHns, 3MeHeHUs1 1 BblBe4eHUs,
NyTEM MPUMEHEHNA Hay4YHbIX METOO0B OLLEHOK B Liensx nosryyeHus: oKasaTernsCcTB
6e3onacHoCTU, kKayecTBa M 3(PdEKTUBHOCTU NIEKAPCTBEHHOrO npenapaTa, AaHHbIX
O HexenaTtesibHbIX peakuusix opraHmama 4erioBeka, XMBOTHOMO Ha NpPUMEHeHue
NekapcTBEHHOro npenapata M o6 adxpekTe ero B3aMMOOEWUCTBUS C  APYruMu
nekapcTBEeHHbIMU NpenapaTtamu 1 (Mnn) NUWEBLIMU NPOAYKTaMKU, KOPMaMMU;

42) MHOrOLEHTPOBOE KIMMHUYECKOE UCCeAoBaHMe NeKapCTBEHHOro npenapara
ONS MEOULMHCKOTO MPUMEHEHUS! - KIMHUYMECKOe WUCCredoBaHWe NekapCTBEHHOrO
npenapata AN MEAUUWHCKOrO MPUMEHEHMS, MpPOBOAMMOE pa3paboTYMKOM
NeKapcTBEHHOro npenapata B ABYX M Oonee MeOMUMHCKMX opraHusaumsix no
eaNHOMY MPOTOKONY KMMHUYECKOro MCCRNeaoBaHMs NekapcTBEHHOro npenapara;
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43)  MexagyHapoOHOe  MHOTOLEHTPOBOE  KIMHMYECKOe  MccrieqoBaHue
NeKapCTBEHHOro npenapata AOns MeOULUHCKOTO MPUMEHEHMSI - KIMHUYecKoe
NCCNefoBaHMe IeKapCTBEHHOro npenapata Aans MEAULMHCKOrO MPUMEHEHMS,
NPOBOANMOE pa3paboTYMKOM NEKAPCTBEHHOMO Npenapara B pasnyHbIX CTpaHax rno
ea1HOMY NMPOTOKOMY KIMMHUYECKOro UCCrneoBaHMs NekapCTBEHHOIo npenapara;

44) nNOCTPErucTpauMoHHOE KMMHUYECKOE WCCHENOBaHNE NEeKapCTBEHHOMo
npenapata AN MeOULUWHCKOTO MPUMEHEHUst - KIMHUYECKoe WCCreaoBaHue
NeKapCTBEHHOrO npenapata AN  MEeOULUMHCKOrO MPUMEHEHMS, MpPOBOAUMOE
NpoM3BOOUTENEM IIeKapCTBEHHOro npenapara, rpaagaHCcKuii obopoT KOTOpPOoro
OCYLLECTBNSETCA  MNOCMe  rocydapCTBEHHOW  perucTpauun, B Lensx
oononHuTenbHoro cbopa AaHHbiX O ero 6esonacHocTM U 3dpeKTUBHOCTH,
pacLLMPEHMss MoKasaHui K NMPUMEHEHMI0 OaHHOro IeKapCTBEHHOro npenaparta, a
TaKXXe BbISIBNEHUS HEXernaTerbHbIX peakL i NaLneHToB Ha ero AencTBUE;

45) nccnepoBaHne OWO3KBMBANEHTHOCTU JIEKAPCTBEHHOMO npenapata - Bua
KIMMHUYECKOro MCCNeaoBaHUs NeKapCTBEHHOIO npernapara, NpoBefeHne KOTOPOro
OCYLLECTBIIAETCA ONS onpenesieHna CKOPOCTU BCACbIBaHUA U BbiBEOEHUS OOHOro
NN HECKONbKMX obriagarowmx apmMakosiormnyeckon akTUBHOCTbIO OENCTBYOLLMX
BEWeCTB, KOMMYecTBa JleKapCTBEHHOro npenapara, OOCTUratolero CUCTEMHOro
KPOBOTOKA, W  pe3ynbTaTbl  KOTOPOro  MO3BOMAKOT  chefiatb  BbIBOL O
ONO3KBMBANEHTHOCTM  BOCMNPOU3BEOEHHOINO  FIEKApCTBEHHOro  npenapara B
onpenesieHHbIX JlekapcTBEHHOU hopmMe 1 O03MPOoBKE, COOTBETCTBYIOLMX dhopMe U
003npoBKe pedrepeHTHOro fiekapCTBEHHOrO Npenapara;

(MyHkT B pepakunn, BBegeHHon B AenctBue c¢ 1 wmonsa 2015 ropga
denepanbHbiM 3aKOHOM 0T 22 aekabpsa 2014 roga N 429-93.

46) wuccrnegoBaHMe TepaneBTMYECKOW 3KBMBANEHTHOCTU  fleKapCTBEHHbIX
npenapaTtoB - BWA KIMHUYECKOro WUCCenoBaHWsS JIeKapCTBEHHbIX Mpernaparos,
npoBefeHNEe KOTOPOro OCYLLECTBISAETCH AN BbISBIEHUS OLWHAKOBLIX CBOWCTB
NeKapCTBEHHbIX MNpenapaToB OrnpeaesieHHON JieKapCTBEHHOM ()OpMbl, a TaKxke
HanMMuMa  OOWHAKOBbLIX  MokasaTenen 6Ge3onacHocTM U 3PEeKTUBHOCTH
NEeKapCTBEHHbIX MpenapaTtoB, OAWHAKOBbLIX KIMMHUYECKUX 3peKTOoB npu  UnX
NpPUMEHEHUM;

47) npOTOKOM KMMHWUYECKOro WCCrneooBaHUsi NeKapCcTBEHHOro npenaparta -
[OKYMEHT, B KOTOPOM ornpeaenstoTcs uenun, dopmbl opraHu3aumMm u MeToaonorms
NpoBeaeHnst KIMHUYECKOro MCCcrneqoBaHusi, cTaTUCTUYECKMe MeTodbl 06paboTku
pe3ynbTaToB Takoro WCCredoBaHuMs U Mepbl Mo obecneyeHutio Ge3onacHOCTM
U3NYECKUX NNL, Y4aCTBYHOLLMX B KMMHUYECKOM WUCCNEeQoBaHUM neKapCTBEHHOro
npenapara;

48) Opowtopa wuccriegosaTtenss - CBOAHOE  M3JIOXKEHWE  pesynbTaToB
OOKIMMHUYECKOrO MCCNeaoBaHUst NEeKapCTBEHHOro CpeacTtBa U KITMHUYECKOro
NccneaoBaHns NekapCTBEHHOro npenapara anis MeAULIMHCKOro NPUMEHEHNS;
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49) NHPOPMAaLMOHHbBIN NINCTOK MauneHTa - JOKYMEHT, B KOTOPOM coaepxaTcd B
AOCTYNHOM  dopMe  CBefeHud, Kacawwmecd npoBOAUMOIO  KIIMHUYECKOro
MCCrnegoBaHNA  NIEKapCTBEHHOro  npenapata, W B NUCbMEHHOM  dhopme
A0BpoBOSbHOE Ccorfacue naumeHTa Ha yydacTve B KIMHMYECKOM MccrenoBaHuu
NeKkapCTBEHHOro Npenapara nocrie 03HakKoOMEHUS1 C OCOBEHHOCTSAMU KIIMHUYECKOro
nccrnegoBaHnsa, UMEKOLWMMUN 3HAYEHWE A5 BblPaXXeHUs1 TaKoro Cornacus;

50) nobo4vHoe pencTBMe - peakuusi opraHMsma, BO3HUKLWAS B CBSA3U C
NPMMEHEHNEM NEKapPCTBEHHOTO NpenapaTa B 403ax, PEKOMEHAYEMbIX B MHCTPYKLUA
MO ero NPUMEeHeHNo, AN NPoMNakTUKK, OANArHOCTUKK, NeYeHns 3aboneBaHnst nnm
ans peabunutauuu;

50 1) HexenatenbHas peakuusi - HenpegHamepeHHass HebnaronpusTHas
peakumsi opraHusma, KoTtopass MoxeT OblTb CBfi3aHa C MNPUMEHEHUEM
neKapCTBEHHOro npenapara;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 roga PegepanbHbIM _3aKOHOM
oT 22 nekabpsa 2014 roga N 429-93)

51) cepbe3Has HexenaTternbHas peakuus - HexernarternbHasa peakuna opraHuama,
CBSi3aHHaA C NPUMEHEHWEM feKapCTBEHHOro npernaparta, npuBeawas K cMepTw,
BPOXOEHHbIM aHOMarMam UM nopokam passutus Nmbo npeactaBnaowas cobom
yrposy >u3Hu, Tpebylouaa rocnutanusaunm nnv npuBedlias K CTOMKOM yTpaTe
TpyZocnocobHoCTH 1 (MNn) HBaANUMOHOCTY;

52) HenpegBuOEHHast HexenatenbHas peakuust - HexenaTernbHas peakuund
opraHu3ama, KoTopasi CBsidaHa C NpMMeHeHNeM fiekapCTBEHHOMo Npenapara B 403aX,
PEKOMEHOYEMbIX B MNPOTOKOSIE €ro KrMHUYECKOro uccrnenoBaHus, 6Gpoluope
uccriegosatend, UNM C MPUMEHEHWEM FEeKapCTBEHHOro npenaparta B A03ax,
PEKOMEHOYEMbIX B WHCTPYKUMM MO €ro NpUMEHEHM0 Ans  NpodmnakTUKi,
AVarHoCTUKN, nevyeHns 3abonesaHns Mnnm MeauumMHCKON peabunuraumm naumeHTa,
N CYLWIHOCTb, TSXKECTb WM UCXOO KOTOPOM HEe COOTBETCTBYET WHJopMauum o
NeKapCTBEHHOM Mpenaparte, codepXallencd B MPOTOKONe ero  KiMHUYeCcKoro
nccrnegoBaHusi, Opoluope uccrenoBatenss UM B MHCTPYKUMUM MO NPUMEHEHMIO
NekapCTBEHHOro Npenapara;

(MyHKT B pepakuun, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropa
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

52_1) papmakoHan30p - BU4 AeATENIbHOCTU NO MOHUTOPUHIY 3COPEeKTUBHOCTN U
6e30nacHOCTM JleKapCTBEHHbIX MpenapaToB, HanpaBfieHHbI Ha BbIABIEHUE,
OLUEHKY U1 MpedoTBpalleHNe  HeXernaTerbHbiX  MOCMNeAcTBUA  NPUMEHEHUH
reKkapCcTBEHHbIX NpenapaTos;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 roga ®egepanbHbIM _3aKOHOM
o1 22 fekabpsa 2014 roga N 429-93)
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52 _2) nnaH ynpaBfeHust puckamu - nogpobHoe onucaHue MeponpuUSTUA Mo
(papmakoHaZ30py, HarnpasfeHHbIX Ha BbISIBIIEHWE, OLLeHKY U npegoTBpaLleHve unm
MUHMMU3ALNIO PUCKOB, CBA3AHHbIX C NEeKapCTBEHHbIMW MpernapaTamMu, BKIo4as
OLeHKY 3(p(peKTMBHOCTN OaHHbLIX MEpPOrpUATUI;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 roga PegepanbHbIM _3aKOHOM
o1 22 fekabpsa 2014 roga N 429-93)

53) peuent Ha JieKapCTBEHHbIN npenapar - MeOUUMHCKUMA  OOKYMEHT
YCTaAHOBJSIEHHON ()OpPMbl, COAEpXaln HasHayeHue JieKapCTBEHHOro npenapaTa
Anst MeAUUNHCKOro NpUMEHEHUS!, BblAaHHbIM MEAULNHCKMM paboTHMKOM B LIEMNsIX
OTMyCKa JieKapCTBEHHOro npenapata WM ero W3roToBrieHUss W OTMycka Ha
ByMaXKHOM HOCUTESe UK C cornacus nauneHTa Un ero 3aKoOHHOro NpeacTaBUTeNd
B popMe 3NEKTPOHHOIo LOKYMEHTA, NOLMUCAHHOIO C UCMOSIb30BaHNEM YCUIIEHHOMN
KBanNMULUMPOBAHHOM 3SIEKTPOHHOM MNOAMUCUM MeOULMHCKOro paboTHuKa, nunbo
AOKYMEHT YCTaHOBJIEHHOMW (POpMbI, coepXauwmin HasHadeHue reKapCTBEHHOro
npenapara ana BeTepuHapHOro NPUMEHEHNs, BblAaHHbIN cneunannucTomMm B obnactu
BEeTepUHapun B Lendx OTnycka fiekapCTBEHHOro npenapara uin ero UsrotToBrieHnd
N OTnycka Ha ByMaxkHOM HocUTene;

(MyHKT B pepakuun, BBedeHHoM B penctBue ¢ 1 saHBaps 2018 ropa
denepanbHbiM 3akoHoMm oT 29 mnona 2017 roaa N 242-93; B pegakuumn, BBEAEHHON
B aenctemne ¢ 13 aerycta 2019 roga ®enepansHoeiM 3akoHoM OT 2 aerycta 2019
roga N 297-03.

54) TpeboBaHWe MeOULMHCKOW OpraHusauun, BEeTEepUHApPHOM OpraHusauum -
AOKYMEHT YCTaHOBIIEHHOMN (POPMbI, KOTOPbIN BbINMUCAH MEAULUHCKUM PabOTHUKOM
Wi cneuuanucTtom B obnactM BeTeEpMHapuM, MMEWMMM Ha 3TO NpaBo, W
cooepxut B MNUCbMEHHOM dopMe yKasaHue anTeyHoOM opraHu3auum unm
BETEPMHAPHOW anTe4yHon opraHnsaumm ob oTnycke fnekapcTBEHHOro npenapara unm
O ero msrotoerieHMn un o6 otnycke ana obecneveHuss nevyebHoro npouecca B
MeAWLMHCKOW opraHn3auum, BEeTepUHapHOW opraHmn3auuu;

(MyHKT B pepakuuu, BBeaeHHon B pgenctBue ¢ 13 asrycta 2019 ropga
denepanbHbiM 3akoHOM OT 2 asrycta 2019 roga N 297-93.

55) KOMMfeKkcHasi oueHKa JieKapCTBEHHOro nmnpenapata -  OLUEHKa
3aperMcTpupoBaHHOIo JleKapCTBEHHOIo npenapara, BKyawwaa B ceba aHanms
NHopMaLMM O CpPaBHUTENBHOW KIMHUYECKON 3(ppeKTUBHOCTU KU ©e30nacHOCTU
reKapcTBeHHOro rnpenapata, OUEHKY OKOHOMUYECKMX MNOocreacTBuM  ero
NPUMEHEHWS, n3ydeHne - OOMOMHUTENbHbIX nocneacTesum NPUMEHEHNS
rNeKapcTBEeHHOro nmnpernapata B Uendx MNPUHATUSA pPeLlieHnA O BO3MOXHOCTU
BKIMIOMEHNS NEKapCTBEHHOro npenapara B MNepeveHb XM3HEHHO HeobxoouMbIX U
BaXXHEULLMX JeKapCTBEHHbIX MpenapaTtoB, HOPMAaTMBHbIE MPAaBOBbIE aKTbl U WUHbIE
OOKYMEHTbI, ornpegendoowme nopsaaok OKasaHus MeguUMHCKOW MOMOLM, Umu
NCKIOYEHUS ero N3 yKkasaHHbIX NepeYHsi, akToB U JOKYMEHTOB;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uong 2015 roga PeneparnbHbiM_3aKOHOM
oT 22 nekabpsa 2014 roga N 429-93)
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56) cucTemMa MOHUTOPWHra [ABWXEHWS JIeKapCTBEHHbIX npenapaTtoB Ans
MeOWLMHCKOro NpuUMeHeHus - doedepanbHas rocygapcTBeHHas MHAJopMaLnoHHas
cucteMa MOHUTOPUHra ABWXEHUA JNeKapCTBEHHbIX rnpenapaTtoB Ans MeauuHCKOro
NPUMEHEHNs1 OT NPOU3BOAUTENSA 0O KOHEYHOro noTpebuTena ¢ Ucnonb30BaHNEM B
OTHOLLEHUW NeKapCTBEHHbIX npenapaTtoB ANd MeAULMHCKOro NpUMeHeHUs CcpeacTB
noeHTudmnKaumnu.

(MyHKT gononHuTenbHO BKModeH ¢ 1 aHBapa 2018 roga PegepanbHbiM 3aKOHOM
ot 28 nekabpsa 2017 roga N 425-93)

[MonoxeHus cTtatbn 4 HacTosiwero PenepanbHOro 3akoHa (B pedakuum
®epepansHoro 3akoHa ot 29 wuonsa 2017 roga N 242-d3) B 4acTu, KacarwLwemncs
doopMUPOBaHNA N Bblgayun peLenToB Ha NleKapCTBEHHbIE npenapaThbl, coaepxawme
Ha3Ha4YeHne HapKOTUYECKUX CpencTB WM MNCUXOTPOMHbLIX BeLeCcTB, B dopme
9NEKTPOHHbIX LOKYMEHTOB, npumeHsTca ¢ 1 aHBaps 2019 roga - CM. NYHKT 2
ctatbn 4 PenepansHoro 3akoHa o1 29 mona 2017 roga N 242-93.

KommeHTapum k ctatbe 4

(naBa 2. NonHoMouuna penepanbHbIX OPraHoB
MCNONTHNTENIbHON BNacTU, OpraHoB
MCMNONTHNTENTbHON BNacTU CyOHLEKTOB
Poccuuckoun ®epepaumnm npu odpawieHmnm
rieKkapCcTBeHHbIX cpeacTB (cTaTbu 5 - 6)

CtaTtba 5. [MlonHomMmouusa peagepanbHbIX OpraHoOB
MCNOJIHUTESNIbHOW BNAacTU Npu oopalieHUmn neKkapCcTBeHHbIX
cpeAcTtB

K nonHomoumnam dpegeparnbHbiX OpraHoB  UCMOSIHUTENbHOWM BriacTv  Mnpwu
obpalleHnM NekapCTBEHHbIX CPeaCTB OTHOCATCS:

1) npoeeaeHne B Poccuinckon deaepaumm eguHon rocygapCcTBEHHOW MNOMNUTUKN
B obnactn obecneveHust nekapcTBEHHLIMU npenapartamu rpaxagaH B Poccumnckon
depepauuu;

(MyHKT B pepakunn, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropga
denepanbHbIM 3aKOHOM OT 22 aekabpsa 2014 roga N 429-03.

2) yTBepxgeHune obumx hapmakonenHblx cTaTen, apMakonenHblX cTaTen,
nsgaHne rocygapcTBeHHOM dpapmakonewn, co3gaHve W BefeHue peecTtpa
drapMakonemnHbIX CTaHAapTHbIX 06pasLoB;

(MyHKT B pepakuun, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropa
PepeparnbHbIM 3aKoHOM OT 22 fekabpsa 2014 roga N 429-93.
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3) ocyLLeCTBMNEHME rocy4apCTBEHHOMO KOHTPONA (Hagsopa) B cdpepe obpalleHus
NEeKapCTBEHHbIX CPEACTB;

(MyHKT B pepakumn, BBegeHHOM B AenctBne ¢ 25 wmwoHa 2012 ropa
dPenepanbHblM 3akOoHOM OT 25 ntoHa 2012 roga N 93-93.

4) nMuUEeH3NpoBaHme Npon3BoACcTBa NEeKapCTBEHHbIX cpeacTts n
dapmaueBTUIECKON [OEATENbHOCTM B COOTBETCTBUMM C  3aKOHOAATENbCTBOM
Poccuinckon denepauum;

5) opraHmMsaumst 9KCNepTU3bl NEKapCTBEHHbIX CPeACTB, 9TUMECKON AKCNEPTU3bI
BO3MOXHOCTW  MPOBEAEHUS1  KIMHMYECKOro  UCCredoBaHUA — NEKapCTBEHHOMO
npenapata And  MeOUUMHCKOrO  MPUMEHEHUs),  3KCMEepPTU3bl  JOKYMEHTOB,
npeacTaBneHHbIX ans onpeaernexHuns BO3MOXXHOCTM paccmMaTtpmBaTtb
nekapCcTBEHHbIN nNpenapaT Ans MeauuMHCKOro NpUMeHeHNs nNpu rocygapcTBEHHON
perMcTpaumm B kKa4ecTee opdiaHHOro fiekapCTBEHHOIO npenapara;

(MyHKT B pepakunn, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

5 1) opraHuMsaumss npoBeOeHUA KOMIMIIEKCHOM OLEHKN  JieKapCTBEHHOro
npenapata B Uengx [MpPUHATUA peLleHMA O BO3MOXHOCTU  BKITHOYEHUS
NeKapCTBEHHOro npenapara B NepeyvyeHb XU3HEHHO HEeOOXOAUMbLIX U BaKHEWLLMX
rneKapCcTBEHHbIX npenapaToB, HOPMaTMBHbIE MPAaBOBbIE aKTbl U UHbIE OOKYMEHTHI,
onpegensaioLwme nopsaaok okasaHus MeguLMHCKON NOMOLLM UM UCKITKOYEHNS ero 13
yKa3aHHbIX NepeyHsl, akTOB U JOKYMEHTOB;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 roga ®egepanbHbIM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-93)

6) Bblgaya paspeweHun Ha NpoBedEHNE KIMMHUYECKUX UCCreoBaHun
NeKapCTBEHHbIX MnpenapaToB, BedeHWe peecTpa Bbl4aHHbIX paspeLlleHnn Ha
npoBefeHne KITMHNYECKUX UCCre4oBaHNN JIeKapCTBEHHbIX NpenapaTos;

7) rocyOoapCTBEHHasi perMctpaums neKkapCTBEHHbIX MpenapaTtoB, BeaeHue
roCyaapCTBEHHOIO peecTpa fekapCTBEHHbIX CPeACTB;

8) opraHusaums n (unn) NpoBeneHNEe MHCNEKTMPOBaHNS CYOBHEKTOB OB paLleHus
NEeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME NpaBuniamMm Haanexallen nabopatopHom
NPaKTUKW, NpaBuUiamM Hagnexawen KNMHNYECKON NpakTUKK, NpaBunam Haanexailemn
NPaKTUKN XPaHEHUs U NEepeBO3KN JieKapCTBEHHbIX npenapaToB, Mpasunam
Hagnexawen OUCTPUOBLIOTOPCKOM MNPaKTUKW, MpaBuiaMm Haanexallen anTtevyHom
NPaKTUKY;

(MyHKT B pepakuun, BBeaeHHom B penctBue ¢ 1 qauBaps 2016 roga
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-P3.
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8_1) opraHmsauua wn (unn) npoBefeHMe WHCNEKTUPOBaAHUA CYObeKkTOB
obpalleHnss nekapcTBEHHbIX CPeACTB Ha COOTBETCTBUE TpeboBaHWsAM npaBus
Haaliexalwlen Npon3BoaCTBEHHOM NPaKTUKKU, BblAada 3akiiOYEHUN O COOTBETCTBUMU
Npon3BOAMUTENA JIEKapCTBEHHbIX CpeacTB TpeboBaHWsAM npaBun  Haanexailemn
MNPOV3BOACTBEHHOW MPaKTUKY;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 ropga PegepanbHbIM _3aKOHOM
oT 22 nekabpsa 2014 roga N 429-93)

8 2) ycTaHoBneHue nopsiaka BeLeHUs U BeLeHMe rocyapCTBEHHOIO peecTpa
3aKMOYeHMn O COOTBETCTBUW  MPOU3BOAUTENS  JIeKApCTBEHHbIX CpencTB
TpeboBaHUsM NpaBun Hagnexallen NPou3BoLCTBEHHON NPaKTUKW;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 roga PegepanbHbIM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-93)

9) rocygapcTBeHHass  permcTpaums npedernbHbIX  OTMYCKHbIX  LieH
nponsBoaUTENEN Ha §EeKapCTBEHHble MpenapaTtbl, BKMKOYEHHbIE B MNepeveHb
XM3HEHHO HEOOXOAUMbIX U BaXKHEMLLMX NEKapCTBEHHbIX NpenapaToB, W BeaeHue
roCya4apCTBEHHOro peecTpa npefernbHbIX OTMYCKHbIX LEH Npou3BoguTenen Ha
NeKapCTBEHHbIE NMpenapatbl, BKMOYEHHbIE B NEPeYeHb XU3HEHHO HEOOXOAUMbBIX U
BaXKHENLLNX NIEKapCTBEHHbIX NpenapaTos;

(MyHKT B pepakuun, BBeaeHHon B genctaeme ¢ 7 noHa 2019 roga PenepanbHbiM
3akoHom oT 6 noHda 2019 roga N 134-93.

9 1) cornacoBaHWe TMPOEKTOB pPELLUEHNA OpraHOB WCMOSHUTENBHON BracTu
cybbektoB Poccuinckon depepaumm 06 yCTaHOBNEHUM W (AM) U3MEHEHUU
npeaenibHbIX pa3MepoB OMTOBbLIX HaAbaBOK M NpeaderibHbIX pa3smMepoB PO3HUYHbIX
Haa0aBOK K paKTMYECKMM OTMYCKHbIM LieHaM, YCTaHOBSIEHHbIM NPON3BOAUTENSAMMU
NeKapCTBEHHbIX NpenapaTtoB, Ha feKapCcTBEHHble npenapaTbl, BKMOYEHHbIE B
nepeyYeHb XXN3HEHHO HEOBXOAMMbIX N BaXXKHENLLMX SIEKapCTBEHHbLIX NpenapaTos;

(MyHKT gononHuTensHO BKItoveH PeaepanbHbiM_3akoHom oT 13 wmona 2015
roga N 241-93)

10) Bblga4a, yCTaHOBIIEHNE NopsaKa BblAavyn paspelleHnsa Ha BBO3 KOHKPETHOW
napTumn fiekapCTBEHHOIO cpeacTBa B Poccunckyto ®enepaumio;

(MyHKT B pepakuuu, BBeaeHHon B pgenctBue ¢ 13 asrycta 2019 ropga
denepanbHbIM 3akoHOM OT 2 aBrycta 2019 roga N 297-93.
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10_1) Bblgaya, yCTaHOBIEHNE nopsigka Bblaadn 1 opMbl JOKYMEHTA, KOTOPbIN
nogTBepXaaeT, YTo NPOM3BOACTBO JIeKapCTBEHHOIO npenapara Ans MeguLMHCKoro
NPUMEHEHNST  OCYLLECTBSIEHO B COOTBETCTBMM C TpeboBaHuMsaMWU  npaBun
Hagnexalen Npon3BoLaCTBEHHOW MPaKTUKU UMW YTO NleKapCTBEHHbIW npenapar g4
BETEPMHAPHOIO NPUMEHEHNA AonyLleH K obpalleHno B Poccuinckon degepaumm, m
noanexuT NpeacTaBfieHno No TPebOoBaHUIO YNOSTHOMOYEHHOro opraHa CTpaHbl, B
KOTOPYI BBO3UTCS fleKapCTBEHHbIW Npenapar;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
oT 22 pgekabpa 2014 roga N 429-03; B peoakuun, BBeaeHHoOM B gencrteme ¢ 13
aBrycta 2019 roga ®egepansHbiM 3akoHoM OT 2 asrycta 2019 roga N 297-93.

10_2) Bblgaya, YCTaHOBMEHWEe nopsaaka Bblgadn UM OPMbl  OOKYMEHTA,
codepxallero cBefeHNs O CTagusax TEeXHONOorM4yeckoro npouecca npou3BOACTBaA
NeKapCTBEHHOro cpeacTtea Ansg MeauuMHCKOro NpUMEHEHUS, OCYLLECTBIISAEMbIX Ha
TepputTopun EBpasmninckoro aKOHOMMYECKOro Cor3a;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 ropga SegepanbHbIM _3aKOHOM
oTr 22 pekabpa 2014 roga N 429-03; B pegoakuun, BBeOAEHHOW B OeNCTBUE
denepasnbHbiM 3akoHOM OT 13 mona 2015 rona N 241-93.

11) co3gaHMe COBEeTOB MO BOMpocaM, CBA3aHHbIM € obpaleHuem
NEeKapCTBEHHbIX CPEACTB;

12) aTTecTaums u cepTudukalms cneymnanmcTos;

13) nyHKT yTpatun cuny ¢ 1 ceHtabpa 2013 roga - PenepasbHbid 3aKOH OT 2
niona 2013 roga N 185-93;

14) ocyLlecTBneHe grapMakoHaa3opa;
(MyHKT B pepakunn, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropa
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

15) yyactne B MeXOyHAapOLHOM COTPYAHNYECTBE;

16) nony4yeHne Mo 3anpocaM YMNoSIHOMOYEHHOrO dedeparnbHOro opraHa
MCMOSHUTENBbHON BfacTM OT OpPraHoB MWCMOSIHUTESNIbHOM BracTu CyObekToB
Poccuinckon Pepepaummn, a Takke OT CyOBHEKTOB OOpalleHWs NeKapCTBEHHbIX
cpeacts  Ansg  MeOULMHCKOrO  MNMPUMEHEHWs  MHGopmauum no  Bonpocam
YCTaHOBIEHNA N MPUMEHEHUS LiEH Ha JNleKapCTBEHHble npenapaTbl U HagbaBoK K
HUM;

17) NpUMeHeHne Mep OTBETCTBEHHOCTM 3a HapylleHue 3aKoHoOaTenbCTBa
Poccuinckon denepauuu;
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18) yTBepxaeHWe npasBui Hagnexawen nabopaTopHON NPaKTUKK, MpaBusl
Hagnexawen KIMHWYECKOW MpaKTUKW, MpaBui Hagnexawen npousBogCTBEHHOM
NPaKTUKW, NpaBuIT HaaieXallen NPakTUKN XpaHeHUs N NepeBO3KN JIeKapCTBEHHbIX
npenapaToB, MpaBun Hagnexawen OUCTPUOLIOTOPCKOW MpakTUKW, npaBun
Hagnexawlemn anTe4yHou NPaKTUKMU, npasun Hagnexawemn NPaKTUKK
doapmakoHaz30pa fekapCTBEHHbIX NpenapaToB A1 MeOULMHCKOro NPUMEHEHNS;

(MyHKT gononHuTensHo BkItodeH ¢ 1 uona 2015 roga ®egepanbHbiM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)

19) ycTaHoBneHve nopsgka OPMUPOBAHUS PErMCTPALMOHHOIO [0Cbe Ha
nekapcTBEHHbIN NpenapaT 1 TpeboBaHWM K JOKYMEHTaM B €ro COCTaBE;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 roga PegepanbHbIM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)

20) yTBepXOeHWe npaBun  pauuoHanbHOro  Bblbopa  HaMMeHOBaHUW
rneKapCcTBEHHbIX NpenapaToB A9 MeaULMHCKOro NpUMEHeHS;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 roga PegepanbHbIM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)

21) yTBEpXOEHNE NepeyHs HauMeHOBaHWI NeKapCTBEHHbIX GhopM;
(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 roga ®egepanbHbIM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)

22) NyHKT, gononHutensHo BkmtodeH ¢ 1 wona 2015 roga PegepanbHbiM
3akoHoM oT 22 nekabps 2014 roga N 429-93; yrpatun cuny ¢ 1 mapta 2020 roga -
denepanbHblv 3akoH oT 27 nekabpsa 2019 rona N 475-93;

23) yTBEpXOeHne TpeboBaHMM K MHCTPYKUMU MO MEOULMHCKOMY MPUMEHEHUIO
rNeKapCcTBEHHbIX MpernapaTtoB M K WHCTPYKUUW MO BETEPUHAPHOMY MNPUMEHEHUIO
reKapCcTBEHHbIX NpenapaTos;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 ropga PegepanbHbIM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)
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24) NPUHATUE peLLEHUI, SBMSIOLMXCS OCHOBaHUSIMU O5151 BKITFOYEHNSA JOMEHHbIX
MMeH n  (AKM)  ykasatenem CTpaHiy caumtoB B MHGOPMALMOHHO-
TeNeKoMMYyHUKaUnoHHON ceTu "MIHTepHeT", a TakXXe CeTeBblX afpecoB B eLUHYH0
aBTOMATU3MPOBAHHYIO WMHAOPMAUMOHHYIO cucTemy "EOuHBIN peecTp AOMEHHbIX
MMEH, yKasaTenen CTpaHul CcanToB B WMHGOPMaLMOHHO-TENEeKOMMYHUKALMOHHOMN
cetn "MIHTepHeT" n ceTeBbIX agpecoB, MO3BONAOLWMX NOEHTUMLNPOBATL CanTbl B
MHPOPMAaLIMOHHO-TENEKOMMYHUKALMOHHON  ceTu  "WIHTepHeT",  coaepkalume
NMHJpopMaLmIo, pacnpocTpaHeHne KoTtopon B Poccuinckon denepaumnm 3anpeLleHo”,
B OTHOLUEHUM WH(popMauuu, coaepxallen npeariokeHne o PO3HUYHOW TOProsrie
NeKapcTBEHHbIMM Mpenapatamu, B TOM 4ucre AOUCTaHUMOHHBIM Crnocobowm,
PO3HUYHAA TOProBSiA KOTOPbLIMW OrpaHW4YeHa WM 3aripellieHa B COOTBETCTBUM C
HacTosumm  depeparnbHbiM  3aKOHOM, M (MnM)  mHOpMauuK, coaepallemn
npensioxeHne 0 PO3HUYHOW TOProBrie fiekapCTBEHHbIMU NpenapaTtaMm, B TOM 4Yucrie
AVNCTaHUMOHHBLIM cnocoboMm, nnmuamn, He UMEKLLMMKN FIMLEH3UN U pa3peLleHns Ha
OCYLLECTBJIEHNE TaKOW LEeATEeSNIbHOCTU, eCrin MNoslydeHne JIMLEH3UN N paspeLleHns
NpeayCcMOTPEHO 3aKkoHoAaTeNnbCTBOM 06 0B paLleHnn nekapCcTBEHHbIX CPEACTB;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
oTr 22 pekabpa 2014 roga N 429-03; B pegakuun, BBeOAEHHOW B OeNCTBUE
denepanbHbiM 3akoHoM oT 3 anpend 2020 roga N 105-93.

25) BblJa4a paspeLLeHumn Ha BBO[ B rpakgaHCcKum obopoT
NMMYHOBMOSIOrMYECKMX NeKapCTBEHHbIX NpenapaTos.
(MyHKT pgononHuTenbHO BKMOYeH ¢ 29 Hoabps 2019 roga PeneparnbHbiv
3aKoHOM OT 28 HosA6pa 2018 roga N 449-93)
KommeHTapumn Kk ctatbe 5

Ctatba 5_1.lepepnaya ocywecTBneHUs1 NOJIHOMOUYUN
cdenepanbHbLIX OPraHOB UCMOJTHUTENBLHOW BNacTy Npu
oOpalleHMN NneKapCcTBEeHHbIX CPeACTB OpraHam
MCNOJTHUTESNIbHOMU BNacTuU cyobekToB Poccumckomn
dPepgepauun

[MonHomounsa doegeparnbHbiX OpraHoB UCMNOSTHUTENBHOW BNacTy nNpu obpatueHnn
NeKapCTBEHHbIX CPeaCcTB, NPeayCMOTPEHHbIE HAacToALWLMM PefeparnbHbIM 3aKOHOM,
MOryT nepefaBaTbCA A5 OCYLWECTBIIEHUS oOpraHamM WCMOSIHUTENTbHOW BracTu
cydbbektoB  Poccuiickon  Pepepaumm  noctaHoBrieHusimmn - [paBuTenscTBa
Poccuickon ®enepaunmn B nopsigke, yctaHosrieHHoM PefeparnbHbiM 3aKOHOM OT 6
okTabpa 1999 roga N 184-®3 "O6 obumx npuHLMNAX opraHu3aumm
3aKoHodaTenbHbIX (NpeacTaBUTENbHbIX) n NCNONHUTESNbHbIX OpraHoB
rocygapCcTBEHHOM BriacTu cyobekToB Poccumnckon Penepavimmn'.

(Ctatba pononHuTensHo BkMoveHa ¢ 24 wona 2015 ropga PegepanbHbiv
3akoHoM oT 13 utona 2015 roga N 233-93)

KommeHTapun Kk ctatbe 5 1
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Ctatbsa 6. [lonHOMOYUA OpraHoB UCMOJTHUTESNIbHOW BNacTu
cyobekTta Poccunckoun Pegepauum npum odbpawieHMn
rleKapCTBEHHbIX CpeaAcTB

K nonHomo4msim oOpraHoB WCMONMHUTENbHOM BracTu cybbekta Poccumrckon
denepauunm npy obpalleHnn nekapCTBEHHbIX CPeaCTB OTHOCATCS:

1) paspaboTka W peanuM3aunsa perrMoHasnbHbIX MporpamMm obecneyeHus
HacerneHus NekapCTBEHHbIMW NpenapaTtamu;

2) ycTaHOBNEHWe npeaernbHbIX pa3MepoB OMTOBbIX HAA0aBOK M NpederbHbIX
pasMepoB  PO3HUYHbLIX HaabaBOK K  (PAKTUMECKMM  OTMYCKHbIM  LieHawm,
YCTaHOBIIEHHbIM NPON3BOAUTENAMU  NIEKApCTBEHHbIX  Mpenaparos, Ha
nekapcTBEHHble nMpenaparbl, BKIIOYEHHbIE B NepevYeHb XM3HEHHO HEOOXO04MMbIX U
Ba)KHENLLMX NEKaPCTBEHHbIX NpenapaTos;

3) OCYLIECTBfiEHME  pPerMoHanbHOro  rocygapCTBEHHONO  KOHTPONs  3a
NPUMEHEHMEM LIEH Ha feKapCTBEHHble npenapaTtbl, BKMOYEHHbIE B MNepeyveHb
XM3HEHHO  HEODOXOOMMbIX M BaXHEWMWMX  JIeKapCTBEHHbIX  Mpenaparos,
OopraHu3aunsamMm OMNTOBOW TOProBfM NEKAPCTBEHHLIMU CpeacTBaMn, anTeYHbIMU
opraHM3aunamMu, nHgmMBMayasnbHbIMU NpeanpUHUMaTENaIMU, UMEIOLLMMN FIULLEH3UIO
Ha  papmaueBTMYECKYID  OeATEeNbHOCTb,  MEeAULMHCKMMW  OpraHusauumsiMu,
NMMEWMMA  JIMUEH3NI0  Ha  drapMaueBTUYECKYID  OEATENbHOCTb, W WX
060cobneHHbIMM  nogpasgeneHnsammn - (ambynatopusamu,  enbawepckumm U
denbAWwepCcKo-akyLepCKUMN  MYHKTaMW,  LeHTpaMn  (OTAeneHuamun)  obuien
BpayebHON (CeMenHOWN) MpPaKkTUKK), PacrofiOKEHHbIMWU B CENMbCKUX HaceneHHbIX
MNYyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYyHble OpraHn3aumm;

(MyHKT B pepakumn, BBedeHHOM B aenctBue ¢ 25 wuwoHa 2012 ropga
denepanbHbiM 3akoHOM OT 25 noHda 2012 roga N 93-93; B pegakuunmn, BBEAEHHON B
aencteme ¢ 1 mapta 2020 roga PenepansHbiM 3akoHOM OT 27 aekabpa 2019 roaa
N 475-03.
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4) npuvHATME peleHna o0 WUCMNOMb3OBaHUM Ha TeppuTopun CcybbekTa
Poccuickon ®enepaumm Hapsgy C peuentamMym Ha JfieKapCTBEHHbIe rpenaparthbl,
OpopMNIEHHbIMM  Ha OyMaxHOM HOcuTerie, peuenToB Ha JeKapCTBEHHbIE
npenapaTbl, COPMMNPOBAHHbLIX B hOpPME 3NIEKTPOHHbIX 4OKYMEHTOB.

(MyHKT gononHuTenbHO BKModeH ¢ 1 aHBapa 2018 roga PegepasnbHbiM 3aKOHOM
o1 29 uniona 2017 roga N 242-93)

[MonoxeHus cTaTtbn 6 HacTosiwero PenepancHOro 3akoHa (B pedakuum
depnepancHoro 3akoHa ot 29 wons 2017 roga N 242-®3) B 4acTu, Kacarwowemncs
doopMUPOBaHNA N Bblgayun peLenToB Ha NieKapCTBEHHbIE npenapaThbl, coaepxawme
Ha3Ha4YeHne HapKOTMYECKUX CpencTB WM MNCUXOTPOMHbLIX BeELIeCTB, B dopme
9NEKTPOHHbIX LOKYMEHTOB, npumeHstTca ¢ 1 aHBaps 2019 roga - CM. NyHKT 2
cTatbn 4 PenepansHoro 3akoHa ot 29 uona 2017 roga N 242-93.

KoMmeHTapum K ctatbe 6

'naBa 3. locypnapcTtBeHHasa papmakones
(ctatbn 7 - 7)

CtaTbs 7. Pa3paboTka 1 nagaHme rocygapCctBeHHOM
chapmakoneu, pasmeLieHme AaHHbIX O HEU

1. Tlog rocygapcTBeHHOM dhapMakorneen MNOHMMAaeTCs CcBog — OOLmX
dpapmakonenHbIx cTaTen U gapmakornemnHbiX cTaTen.

2. Paspabotka obumx dapmakonernHbix ctaten u dapmMakonenHblix cTaTten, B
TOM Yncne hapmakonenHblx cTaTen Ha drapMakonenHble cTaH4apTHble 06pasubl, U
BKITIOYEHME WX B rOCYAAPCTBEHHYIO (dapMaKorner OCYLIECTBISATCA B MOPSOKe,
YCTAHOBJIEHHOM  YMOSIHOMOYEHHbIM  doefiepalribHbIM  OpraHOM  UCMOSNTHUTENbHOMN
BracTu.

(HYactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 roga
denepanbHbiM 3aKOHOM 0T 22 aekabpsa 2014 roga N 429-93.

3. PaspaboTtka papmakonenHom cTaTbM Ha pedepeHTHbIN feKapCTBEHHbIN
npenapat N BKMOYEHWE ee B rocyfapCTBEHHYHO diapMakoner B TeYeHue Cpoka
OENCTBUA 3alMThbl  UCKIKOYUTENBLHOIO npaBa, YOAOCTOBEPEHHONO MAaTEHTOM Ha
pedepeHTHbIN JIeKapCTBEHHbLIA MNpenapaTt, OCYLUECTBIIAOTCA C corflacua  ero
paspaboTuuka.

(HYactb B pepakumn, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropa
denepanbHbiM 3aKOHOM 0T 22 aekabpsa 2014 roga N 429-93.
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4. locypapcTBeHHasa hapmakonest u3gaeTcsa YnorHOMOYEHHbIM defeparbHbIM
OpraHOM MCMONHUTENBbHOM BracTu 3a CYeT cpencTB dhedeparnbHoro GrogxeTta m
noANEeXUT NepensfaHusM He pexe YeM OAMH pa3 B NATb NeT, B nepuog mexay
KOTOPbIMU U3JAKTCA NPUITOXEHUA K roCy4apCTBEHHOM (bapMakonee, coaepaiume
obuwme drapmakonenHole ctTatbu U (UNKM) KapMakonenHble CTaTbn, YTBEPXKOEHHbIE
nocrne u3gaHnsa unum nepensgaHns rocygapcTBeHHoON hapmakonen.

5. YNornHoMo4YeHHbINn doeaeparnbHbii OpraH UCMONHUTENBHOM BriacTy pasMeLlaeT
AaHHble O rocygapCTBeHHOW dhapmakornee n MNPUIIOKEHUSX K HENM Ha CBOEM
odmumransHoM cante B ceTu "IHTepHeT" B yCTaHOBSIEHHOM UM MOPSALKe.

KommeHTapumn Kk ctaTtbe 7

(naBa 4. locyaapCTBEeHHbIU KOHTPOJIb NpU
obOpalleHnu rekapcTBeHHbIX cpencTB (cTatbu 8
- 9)

CtaTtbsa 8. JlIuueHanpoBaHue nponsBoacTBa
rieKapcTBeHHbIX cpeacTB U chapmMaLeBTUYECKOMN
AeATerIbHOCTU

1. JlnueHsnpoBaHue npou3BoaCcTBa NeKapCTBEHHbIX cpeacTs n
dapmaueBTUHECKOM  OEATENbHOCTU  OCYLUECTBIIIETCH B COOTBETCTBUM C
3aKkoHopaTtencTBoM Poccunrckon degepavmn.

2. O6si3aTenbHbIM yCroBMEM MNpPeaoCTaBfeHNst NULEH3UN Ha MPOU3BOACTBO
NEKapCTBEHHbIX CPEeACTB SBNSETCS NPUIOXEeHWE K 3asiBNEHU0 couckaTens
NMULEH3MM NepeydHsl NeKapCTBEHHbIX ¢opM M (MnM) BMOOB dhapMaLeBTUYECKUX
cybCcTaHUMA, KOTOopble MpPOM3BOAMTENb JIEKAPCTBEHHbIX CPeAcTB HaMepeH
NPON3BOAUTD.

3. B cnyyae HeobxoouMOCTU pacLUMPEHNsT MPOM3BOACTBA JIEKApPCTBEHHbIX
CpeaCcTB 3a CYEeT HOBbIX JIeKapCTBEHHbLIX (hopM M BMAOOB dhapMaLeBTUYECKNX
cyOCTaHUMA NpOM3BOAUTENb JEKAPCTBEHHbIX CPEACTB AOIMKEH NepeoopMUTb
NMLLEH3MIO0 Ha MPOU3BOLCTBO fIeKapCTBEHHbIX CPEaCTB.

(Yactb B pepakuun, BBedeHHon B penctBne ¢ 13 asrycta 2019 ropga
denepanbHbiM 3akoHOM OT 2 asrycta 2019 roga N 297-93.

KommeHTapumn Kk ctatbe 8

Ctatba 9. locypapcTBeHHbIM KOHTPONb (Haa3op) B cdepe
oOpallueHUs neKkapCcTBeHHbIX cpeacTB
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1. FfocyaapcTBEHHbIN KOHTPOSb (Haa3op) B cdepe obpalleHnsa nekapCTBEHHbIX
cpeacTB BKOYaeT B cebs:

1) NMLLEH3NOHHBIN KOHTPOSb B cdhepe NPon3BOACTBA NIEKAPCTBEHHbLIX CPEACTB U
B cdoepe papmaLeBTUYECKON OEATENBHOCTY;

2) (pepepanbHbIl  TOCYOAApPCTBEHHbIM  Haa3op B cdepe  obpalweHus
nekapCcTBEHHbIX CPeaCTB;

3) BLIBOPOYHBIN KOHTPOSIb KayecTBa fleKapCTBEHHbIX CPEACTB.
(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 roga PegepanbHbIM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)

2. JINLEH3NOHHBIN KOHTPOSTb B Chepe NpOon3BOACTBA JIEKapPCTBEHHbIX CPenCTB U
B cdepe hapmaLeBTUHECKON OeATENbHOCTU OCYLLECTBIIAETCS YNOSIHOMOYEHHbIMN
doegeparnbHbIM OpraHOM UCMONMHUTENBHON BNacTyu U opraHamMyv UCMONHUTENbHON
BnacTn cybbekToB Poccuimckon denepaumm cornacHo nx KOMNETEHLMN B NOPSIAKeE,
ycTaHoBIieHHOM DefeparnbHbiM 3akoHOM OT 26 aekabpsa 2008 roga N 294-03 "O
3alumrTe npaB IOPUOMYMECKMX MWL N WHOMBUAOYAlbHLIX NpeanpuHUMarenen npu
OCYLLIECTBIIEHUN rOCYAapCTBEHHOIO KOHTpond (Hags3opa) WM MyHMUMOANbHOrO
KOHTpons", ¢ yd4eToM OCOBEHHOCTEN opraHuMsauum u NpoBEAEHUA MNPOBEPOK,
ycTaHoBIeHHbIX PenepanbHbiM _3akoHoM o1 4 mada 2011 roga N 99-03 "O
NNLLEH3NPOBAaHNN OTAEMbHbIX BUOOB AeATENbHOCTH".

3. ®depeparnbHbIi  rOCYOapCTBEHHbIM  Hag30op B cdepe  obpalleHud
NeKapCTBEHHbIX CPenCTB OCYLIECTBSAETCA YMNONMHOMOYEHHbIMU heaepansHbIMu
opraHamn UCMNOSHUTENBLHOW BracTu (4anee - opraHbl rocy4apCTBEHHOrO Haa3opa)
COrflaCHO WX KOMMEeTeHuuu B nopsake, YycTaHoBneHHoM [lpaBuUTEnsCTBOM
Poccuinckon denepaumn.

4. depepanbHbl  roCydapCTBEHHbIM  Haa3op B cdepe  obpalleHus
NeKapCTBEHHbIX CPeaCTB BKIOYAET B Ceb4:
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1) opraHu3auuo n NpoBeaeHne NPoBEPOK CobntogeHNs1 CyObeKkTaMu 0D paLLEHNS
NeKapCTBEHHbIX CPeACTB YCTaHOBJMIEHHbIX HacToAwmM deneparnbHbIM 3aKOHOM U
NPUHATBIMUA B COOTBETCTBUM C HUM WHBbIMW HOPMAaTUBHBLIMW MPaABOBbLIMU aKTaMu
Poccuinckon ®depepaumm TpeboBaHMA K OOKIMHUYECKMM  UCCNeaoBaHUSIM
NEKAPCTBEHHbIX CPEeACTB, KIMHUMYECKMM  UCCredoBaHUAM  FleKapCTBEHHbIX
npenapaTtoB, XpaHeHuto, nepeBo3ke, BBO3Yy B Poccunckyo Penepaumio, OTMyckKy,
peanusaunn nekapcTBEHHbIX CPEACTB, NMPUMEHEHNIO NIEKAPCTBEHHbBIX NpenapaTos,
YHUYTOXEHNIO  JIEKapCTBEHHbIX CPeaCTB, YCTAHOBMEHUIO  MPOM3BOAUTENAMMU
NEeKapCTBEHHbIX NpenapaToB LLEeH Ha NeKapCTBEHHble MpenapaTtbl, BKMOYEHHbIE B
nepeyvyeHb XM3HEHHO HEOOXOAUMbIX U BaXKHEMLLMX NEKapCTBEHHbLIX NpenapaTos, a
Takke cobnogeHns YnofIHOMOYEHHLIMW OpraHamMu WUCMOSHUTENbHON BRacTu
cybbektoB Poccuickon depepaumm METOAMKM  YCTaAHOBEHUS NpedenbHbIX
pa3MepoB OMNTOBbIX HAA6aBOK M NpederibHbIX pa3sMepoB PO3HUYHbLIX HaAabaBOK K
daKkTU4ECKUM OTMNYCKHbIM LeHaMm, YCTaHOBJIEHHbIM npon3BoanTENSa MM
NEKapCTBEHHbIX MpenapaTtoB, Ha IleKapCTBEHHble npenapaTtbl, BKIMOYEHHbIE B
NnepevYeHb XN3HEHHO HEOOXOOUMbBIX U BaXKHEWMLLMX FEKapCTBEHHbIX MpenapaTtoB
(nanee - obgasaTternbHble TpeboBaHUS);

(MyHKT B pepakuun, BBeaeHHoW B penctBne ¢ 1 mapta 2020 ropa
denepanbHbIM 3aKOHOM OT 27 aekabpa 2019 roga N 475-93.

2) opraHusauuMio U NpPOBEAEHME TMPOBEPOK COOTBETCTBMS JEKapCTBEHHbIX
CpencTB, HaxoOsLLMXCH B rpakaaHCKoM 060poTe, YCTaHOBMEHHbIM TPeOoBaHMSAM K
NX KAYeCTBY;

2_1) npoBefeHVe KOHTPOSbHbIX 3aKyrnoK B Lensx MpoBepku cobnoaeHns
cybbekTamu obpaLleHnsi nekapCTBEHHbIX CPEACTB, OCYLLECTBIIAOLLMMN PO3HUYHYIO
TOProBM0 INEeKapCTBEHHbIMU MpenaparaMu And  MeAULUHCKOro MpuUMeHeHus,
npaBun OTMyCKa NeKapCTBEHHbIX MnpenapaTtoB ONA MeOULUHCKOro MpUMEHEHUS U
(un) 3anpeta npogaxv  anbCUPUUUMPOBAHHBLIX NEKApCTBEHHbIX CPencTs,
Hen o6 pokavyeCTBEHHbIX rneKapCcTBEHHbIX cpeacTs n KOHTpadlakTHbIX
rneKapCcTBEHHbIX CPeacTs;

(MyHKT pgononHuTensHO BKMtoMeH € 7 gaHeBapa 2019 roga DegepanbHbIM
3akoHoM oT 27 nekabps 2018 rona N 511-93)

2_2) npoBefeHVe KOHTPOSbHbIX 3aKyrnokK B Lensx MpoBepku cobnoaeHns
cybbekTamu obpaLleHNsi nekapCTBEHHbIX CPEACTB, OCYLLECTBIIAOLLMMN PO3HUYHYHO
TOProBri0 fieKapCTBEHHLIMW MpernapatamMm AN BETEPUHAPHOro MPUMEHEHUS,
NpaBuN Hagnexawen anTedyHOM MNPaKTUKWU JIeKapCTBEHHbIX npenapaToB AN
BETEPUHAPHOIO NPUMEHEHUA U (M) 3anpeta npogaxu garnbCUdULMPOBaHHBIX
NeKapCTBEHHbIX CpeacTB, HeLoOpOKaYeCTBEHHbLIX JIEKAPCTBEHHbIX CPEeAcTB U
KOHTpadlaKTHbIX JIEKapCTBEHHbIX CPeaCTB;

(MyHkT pononHuTensHo BkodeH ¢ 13 aerycta 2019 roga PenepanbHbiM
3akoHoM ot 2 aBrycta 2019 roga N 297-03)

3) opraHusaumio 1 nposegeHne apmMakoHan3opa;
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4) npuMeHeHne B MNopsiike, YyCTaHOBIIEHHOM 3aKOHoOaTenbCTBOM Poccuinckon
denepauunn, Mep Mo MNPEeCceYEeHUO BbISBMEHHbIX HapyleHun oba3aTesibHbIX
TpeboBaHUn N (M) YCTPaHEHUIO MOCNEACTBUA TaKUX HapyLleHUW, B TOM 4ucrie
NPUHATME peELLEHNsI O HaXOoXOEeHUN NeKapCTBEHHbIX CpeaCcTB B obpalleHun, Bblaady
npeanucaHnin 06 ycTpaHeHUN BbiSIBIIEHHbIX HapyLLeHUN 06s3aTernbHbIX TpeboBaHui
N NpMBrEeYeHne K OTBETCTBEHHOCTM fNL, COBEPLUMBLUMX TaKne HapyLleHWs!.

(HYactb 4 B pepakuuu, BBedeHHon B pgenctene ¢ 1 wmonsa 2015 ropa
dPenepanbHbIM 3akoHOM 0T 22 aekabpa 2014 rona N 429-03.

5. depepanbHbi  TOCYAaApCTBEHHbIM  Hag3op B cdepe  obpaweHus
NeKapCTBEHHbIX CPeACTB  OCYLIECTBISeTCS B MOpsSAke,  YCTaHOBJIEHHOM
denepanbHbIM_3akoHOM OT 26 gekabpsa 2008 rogma N 294-03 "O 3awmre npas
OPUANYECKUX L U MHAMBUAYANbHbLIX NPEeAnpUHUMAaTENen Npu OCYLLIECTBIEHUU
rOCYAapCTBEHHOr0 KOHTPONsA (Hag3opa) v MYHWULIMNANbHOrO KOHTpons", ¢ y4eToM
ocobeHHOCTEN, YCTaHOBMEHHbLIX HacToswen cTaTben. [lpegBapuTernbHoe
corfiacoBaHne C opraHamu MnpoKypaTypbl CPOKOB MpPOBEOEHUS BHENITaHOBOW
NpoBepKM CYOBLEKTOB  obpalleHuMst  feKapCTBEHHbIX CpeacTB, a  Takxke
npegBapuTenibHOEe  yBEOOMJSIEHME  IOpUONYECKUX  Jinu, NHAMBUOYanbHbIX
npeanpuHMMaTenen o Hadarne npoBeneHNst 3ToN NpoBepkn He TpebyeTcs. OpraHbl
NPOKypaTypbl M3BELLAIOTCA O MNPOBEAEHUN BHEMNSIAHOBOW MNPOBEPKM CYOBLEKTOB
obpalleHus NeKapCTBEHHbIX cpeacTs nocpeacTsoMm HanpaBrieHns
COOTBETCTBYHOLMX [OOKYMEHTOB B TeyeHuMe Tpex paboumx OHeM C MOMEHTa
OKOHYaHuWs NpoBeAeHUs YKa3zaHHOW BHEMNSTaHOBOW NPOBEPKMU.

(Hactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

6. [OSPKHOCTHbIE §Mua oOpraHa roCy4apCTBEHHOrO Hags3opa B Mopsake,
YCTaHOBJIEHHOM 3aKoHogartennbcTBoM Poccunckon degepaunm, UMeroT npaso:

1) nonyyaTb Ha OCHOBaHMM MOTMBUPOBAHHbLIX MUCbMEHHbLIX 3anpoCoB OT
CyObekToB 0bpalleHNa JieKapCTBEHHbIX CPeacTB, OpraHoB WCMOSHUTENbHON
BnacTn cybbekToB Poccunckon depepaumm n opraHoB MECTHOIO CaMoyrnpaBreHns
AOKYMEHTbI 1 MHopMaL Mo nNo Bonpocam ob paLleHns fiekapCTBEHHbIX CPeACTB;

2) 6ecnpenaTCTBEHHO MO NnpeabsBNEeHUN CIy»KeOHOro yaAoCTOBEPEHUS U KOMUK
npukasa (pacnopsbkeHWsi) opraHa rocygapCTBEHHONO0 Haa3opa O Ha3HavyeHwuu
NPOBEPKN MoceLaTb UCMNoMb3yeMble HpUONYECKUMU NULaMK, UHAUBUAYaNbHLIMA
npeanpyHUMaTeNnsaMn, SBMAIWMMUCA cybbekTamu obpalleHust NekapCTBEHHbIX
CpeacTB, NpPW  OCYLLECTBMEHUM CBOEN [OesATenbHOCTU TeppuTopun, 30aHug,
MOMELLEHUSA N COOPYXEHUS B LLENsX NPoBeAEHUS MEePONPUATUA MO KOHTPOSIO;

3) npoBoguTb OT6OpP 06pPa3LOB JlEKAPCTBEHHbLIX CPEACTB, NpeaHasHa4YeHHbIX
ONd  peanmM3aunm 1 peanusyemblX CcybbekTamm obpalleHusi neKapCTBEHHbIX
cpencTB, AN NMPOBEPKU MX KayecTBa, NPOBEAEHNS UCCIeaOBaHUN, UCTbITAHUN B
COOTBETCTBUK C npasunamu oTbopa obpa3suos, YCTaHOBJIEHHbIMU
YMNOSTHOMOYEHHbIM dhegeparbHbIM OpraHoOM UCMNOSNHUTENBHOM BaCTy;
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3_1) npoBOAUTb KOHTPOSbHbIE 3aKYMNKW JleKapCTBEHHbIX MpenapaToB Ans
MEeOULMHCKOrO MPUMEHEHUs B Lensx npoBepku cobrogeHus cybbektamm
obpalleHnsi fiekapCTBEHHbIX CPeaCTB, OCYLUECTBIAWLMMA PO3HUYHYKO TOProOBIIO
reKapcTBeHHbIMU npenaparamMmn ang MeauumMHCKOro npuMeHeHns, npasum oTnycka
neKapCTBEHHbIX NpenapaToB AN MegUUMHCKOro npuMeHeHua u (unn) 3sanpeTta
npoaaxu dranbcugunumMpoBaHHbIX neKxapCcTBEHHbIX cpencrTs,
HeobpokavyeCTBEHHbIX rneKapCcTBEHHbIX cpencTs n KOHTpadlakTHbIX
rneKapCcTBEHHbIX CPeacTs;

(MyHKT gononHUTenbHO BKoYeH ¢ 7 aHBapa 2019 roga PegepasnbHbiM 3aKOHOM
o1 27 nekabpsa 2018 roga N 511-93)

3_2) nNpoBOAUTb KOHTPOSbHbIE 3aKYMNKW JleKapCTBEHHbIX MpenapaTtoB Ans
BETEPUHAPHOIO MPUMEHEHUss B UenaxX npoBepku cobnogeHns cybbekTamm
obpalleHnsi fiekapCTBEHHbIX CPeaCTB, OCYLLECTBIIAWLMMA PO3HUYHYKO TOPrOBIIO
NekapCTBEHHbIMX MpenapataMmn AN BETEPUHAPHOro MPUMEHEHWs, NpaBusl
HaZnexallen anTeqyHon NPakTUKK fiekapCTBEHHbIX NpenapaToB AN BETepUHapHOro
npuMeHeHnss 1 (unn) 3anpeta npogaxu ¢anbCUUUNMPOBAHHBIX JTEKapCTBEHHbIX
cpeacTB, HegobpOKayYeCTBEHHbIX FeKapCTBEHHbIX CPeacTB M KOHTpadaKTHbIX
neKapCTBEHHbIX CPEACTB;

(MyHkT pononHuTensHo BkodeH ¢ 13 aerycta 2019 ropga PeneparnbHbiv
3akoHom ot 2 aBrycta 2019 roga N 297-93)

4) BblgaBaTb CybbekTaM obpalleHnsT NeKapCTBEHHbIX CPeaCTB npeannucaHns o
NpekpaweHn HapylweHun obsasaTenbHblX TpeboBaHMin ©n 06  ycTpaHeHun
BbIAABMEHHbIX HapyLleHun obs3aTenbHbIX TpeboBaHuiA;

5) HanpaBnaATb B YMNONMHOMOYEHHblE OpraHbl MaTepuanbl, CBS3aHHble C
HapylleHMsIMKn  00si3aTenbHbIX TpeboBaHWMK, AN peLleHnss  BOMPOCOB O
BO30Y»KOEHUN YronoBHbIX Aen No Npu3Hakam NpecTynieHnn.

7. BbIGOPOUYHBI KOHTPOSb KadeCcTBa JlekapCTBEHHbIX CPeACTB OCYLLECTBNSAETCS
YNONMHOMOY€EHHbIM  doegeparibHbiM  OPraHOM  UCMOSHWUTENbHOM — BnacTu B
yCTaHOBIIEHHOM MM MOPSIAKE M BKIOYaeT B cebs:

1) o0paboTKky cBedeHun, B obA3aTenbHOM MOpsAdKe npedocTaBnsgeMblX
cyObekTamn ObpalleHNs NeKapCTBEHHbIX CpPeacTB, O Cepusix, napTuax
NeKapCTBEHHbIX CPeaCcTB, MNOCTynawwmx B rpaxgaHckun obopoT B Poccuimckon
depepauuu;

2) otbop o06pasuoB feKapCTBEHHbIX CPeAcTB Yy CybObekToB obpalieHus
NEeKapCTBEHHbIX CPeACTB B LEeNnsx NpoBeAeHUd UCMbITaHUA Ha UX COOTBETCTBUE
TpeboBaHNSAM HOPMaTMBHOM AOKYMEHTALUN UM HOPMATUBHbBIX JOKYMEHTOB;

3) npuHATME no pe3yrnbTaTaM MNPOBEAEHHbIX UCMbITAHUA  peLLeHnst O
OanbHenWweM rpaxgaHCKOM  00OopoTe  COOTBETCTBYHLIETO — fleKapCTBEHHOro
cpencTBa;
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4) NpuHATME YNONMHOMOYEHHbIM dedeparnbHbiM  OpraHOM  UCMOSTHUTESTbHOM
BflaCTU pelweHnss O MepeBoae JeKapCTBEHHOMO CpeacTBa Ha MNOCEPUMHBIN
BbIOOPOYHbIN KOHTPOSb KavyecTBa JleKapCTBEHHbLIX CPeACTB B Crlydae MNOBTOPHOMO
BbISBIEHMSI HECOOTBETCTBUA Ka4eCTBa fleKapCTBEHHOrO cpefcTBa YCTAHOBIEHHBIM
TpeboBaHnssIM K (NpM HeobXoaMMOCTW) O nNpoBepke cybbekTa obpaleHus
NeKapCTBEHHbIX cpeacTB. Pacxoabl, CBsi3aHHble C NPOBEOEHWEM MOCEPUNHOIO
BbIOOPOYHOrO KOHTPOSs KadecTBa JIEKAPCTBEHHbIX CPeacTB, OnfadvMBaroTCA
npounsBoanTenemM nekapCTBEHHOro cpeactea nNMbo aepxartenem unvm Bragenbuem
perMcTpaLMoOHHOro y40CTOBEPEHUS NIEKApCTBEHHOIO Npenapara.

(Yactb 7 pononHuTenbHo BkodeHa ¢ 1 wmonsa 2015 ropga PegepanbHbiv
3akoHoM oT 22 nekabps 2014 rona N 429-93)

(Ctatba B pepakuun, BBedeHHoM B pgenctBne ¢ 25 uoHa 2012 ropa
denepanbHbiM 3akoHOM OT 25 noHs 2012 roga N 93-03.

KommeHTapum K ctatbe 9

'naBa 5. Pa3paboTka, AOKNUHU4eckKkue
nccnengoBaHUA NeKapCTBEHHbIX CpeAacTs, a
TaKXe KINMHU4ecKkue nccrnenoBaHus
rleKapCTBEeHHbIX npenaparoB Ans
BeTepuHapHoro npumeHeHus (ctatbm 10 - 12)

Ctatbsa 10. Pa3paboTKka nekapcTBeHHbIX CpeacTB

1. PaspaboTka nekapCTBEHHbIX CPeACTB BKMOYAeT B cebA MOMCK HOBbIX
dapmakonormyeckm  akTMBHbIX  BELWEeCTB, Mocregywwee  U3y4eHne  ux
NeKapCTBEHHbIX CBONCTB, OOKIMHUYECKME NCCEe0BaHNs, pa3paboTKy TEXHOMOMMM
npou3BoAacTBa (papmaueBTMYECKMX CcybCTaHuuK, pas3paboTky COoCcTaBoB U
TEXHOSIOrMn NPOM3BOACTBA NIEKAaPCTBEHHbIX NPenapaTos..

2. OunHaHcoBoe obecne4vyeHne pas3paboTkM  NEeKapCTBEHHbIX CPeacTs
OCYLLUECTBIISIETCA 3a CYET:

1) cpeacTs denepanbHoro 61oaXxeTa;
2) cpeacTs pa3paboTyMKOB NeKapCTBEHHbIX CPeACTB;

3) cpencTB NpoV3BOAUTENEN JIEKAPCTBEHHLIX CPEACTB MNPU  BbIMONHEHWN
Hay4yHo-UccreaoBaTenbCkuX paboT MNo  LOroBopy Mexay pas3paboTymMkom
NEeKapCTBEHHbIX CPEACTB 1 NPOM3BOAUTENEM NEKAPCTBEHHbLIX CPEACTB;
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4) WHbIX He 3anpelleHHbIX 3akoHogaTenbcTBoM Poccuiickon denepaumm
NCTOYHUKOB.

3. lNpaBa pa3paboTynka nekapCcTBEHHOrO0 CPeAcTBa OXPAHSAKTCS rpaXKaaHCKMM
3aKOHOOaTENbCTBOM.
KommeHTapum k ctatbe 10

CtaTtbs 11. [loknnHn4yeckKkoe nccnegoBaHue
NleKapCTBEHHOro cpeAacTBa ANA MeAULMHCKOro
NnPUMeHeHnsA

1.  [oKnuMHuM4yeckoe  uccregoBaHMe  NEKapCTBEHHOrO  cpeactBa  Ans
MEOULMHCKOrO NMpUMEHEeHUs NMPOoBOAUTCH MyTeM MPUMEHEHUS Hay4YHbIX METOL0B
OLEHOK B Lensx nonyvyeHuss aokasaTtenbcTB ©e3onacHoCTW, KavecTBa W
9GbpeKTUBHOCTM fIeKapCTBEHHOro cpeacTBa.

2. JloknuHuyeckoe  uUccriedoBaHME — NEKapCTBEHHOrO  cpeactBa  Ans
MEOMLUMHCKONO MNPUMEHEHUST MNPOBOAMTCA B COOTBETCTBMM C  NpaBunamu
Hagnexaiwlen nabopaTopHOM MNPaKTUKKW, YTBEPXKOEHHbIMU  YNOSIHOMOYEHHbLIM
doegepanbHbIM OpraHoM UCMONHUTENBLHOW BracTu.

(HYactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropa
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

3. [Ona opraHu3auumm u” NpoBeOeHUss  OOKITMHUYECKOro MCCreaoBaHus
NEKapCTBEHHOro cpeacTBa AN  MEOUUMHCKOrO MNPUMEHEHUs  pas3paboTuyumkm
NEKapCTBEHHbIX CpeaCcTB  MOMYT  NpUBREKaTb  Hay4yHO-UccriegoBaTenbCKue
opraHusauun, obpasoBaTenbHble OpraHM3auun BbiCLLEro obpa3oBaHusi, UMeoLme
HeoOXxoaMMyKO  MaTepuanbHO-TEXHMYECKYD ©azy ©n  KBanMdMUMPOBaHHbIX
cneumanucToB B COOTBETCTBYIOLLEN 061acTu uccnegoBaHus.

(Hactb B pepakuuu, BBegeHHonm B pgenctBne ¢ 1 ceHtsbpa 2013 ropa
PenepanbHbiM 3akoHoM OT 2 nongd 2013 roga N 185-P3.

4. [OKnMHMYEeCKoe  uccregoBaHME — NEeKapCTBEHHOro  cpeactBa Ans
MELULMHCKOINO MNPUMEHEHUS NPOBOOMTCS MO YTBEPXOEHHOMY pa3paboTymMKkoM
NeKapCTBEHHOro cpeacTBa NnaHy C BeeHWeM MPOTOKora 3TOro uccrenoBaHusa u
COCTaBrieHMeM OT4eTa, B KOTOPOM COAepXaTcs pesdynbTaTbl 3TOr0 UCCrefoBaHUs U
3aK/lOYEHNE O BO3MOXHOCTM  MPOBEOEHUA  KITMHUMYECKOINO  UccregoBaHud
NieKapCTBEHHOrO npenapara ans MeauuMHCKOro npuMeHeHns.
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5. lNpoBeaeHne npoBepok cobGnoAeHUa npaBun Hagnexallen nabopaTopHoOW
NPaKTUKW M NPaBOBbIX HOPM WCMNONb30BaHMUSI >XMBOTHbLIX MPU MNPOBedEHUU
OOKIMMHNYECKNUX WUCCNEeaoBaHMA NEKapCTBEHHbIX CPeAcTB AN MeaUUMHCKOro
NPUMEHEHNST  OCYLLECTBIISIETCA  YMNOSMIHOMOYEHHbLIM  dbedeparnibHblM  OpraHoM
NCMNOSTHUTENbHOW BNAcTMW.

(MyHKT B pepakunn, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropa
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

6. Pe3ynbTatbl JOKITMHUYECKOro NCCneoBaHns NekapCTBEHHOro cpeacTea aNid
MELULIMHCKOrO MpUMEHEHUs MoryT ObiTb npeacTaBfieHbl B YNOSHOMOYEHHbIN
doegeparnbHbI OpraH UCMOSHUTESNBHOM BlaCTU B YCTAHOBJIEHHOM MOpPSAKe B Lesiax
rocygapCTBEHHOW perncTpaumm nekapCcTBEHHOro npenapara.

KommeHTapum k ctatbe 11

CtaTtbs 12. [loKnnHN4eckKkoe nccnegoBaHue
NleKapCTBEHHOro cpeAcTBa U KNMHUYECKOoe uccrnegoBaHue
NleKapCTBEHHOro npenaparta AnA BeTepUHapHOro
NnPUMeHeHnsA

1.  [OKnuMHMYeckoe  uccredoBaHMe  NEKapCTBEHHOrO  cpeactBa  Ans
BETEPMHAPHOIO NPUMEHEHNA NPOBOOMUTCS MNyTEM MPUMEHEHUS] HayYHbIX METOL0B
OLEHOK B Lensx nonyvyeHuss aokasatenbcTB ©Oe3onacHoCcTW, KadectBa W
9GPEKTUBHOCTM NEKAPCTBEHHOIO CpeacTBa, B TOM YMCHE onpeaeneHnsa cpoka ero
BblBEAEHNA W3 OpraHMaMa XMBOTHOro, B Lendx obecnedeHust 6e30nacHOCTU
NPOAYKLUN XXMBOTHOMO MPOUCXOXOEHUSA MNOCSie NPUMEHEHNS COOTBETCTBYIOLLErO
NekapCTBEHHOro npenapara.

2. [oknMHn4yeckoe uccnenoBaHue NeKapCTBEHHOrO CpeacTBa U KIMHUYEecKoe
nccrnegoBaHMe NEKaApPCTBEHHOro npenapara And BeTepMHApPHOro MNpUMEHEHUS,
nccrnegoBaHne OWMO3KBMBANEHTHOCTM YKa3aHHOIO JleKapCTBEHHOro npenapara
NPOBOOATCA B COOTBETCTBUM C MpaBuiiamu, YTBEpPXOEeHHbIMU YNOSIHOMOYEHHbIM
doegeparnbHbIM OpraHoOM UCTMONHUTESNBHOW BIlacTMW.

3. [loknuHM4eckoe uccrneaoBaHne NeKapCTBEHHOTO CPEeACcTBa U KIMHUYECcKoe
nccnegoBaHMe NekapCTBEHHOro npenapata [Ans BeTepUHapHOTO MPUMEHEHUS
NMPOBOAATCSA MO YTBEPXKOEHHOMY pa3paboTYMKOM NEKapPCTBEHHOrO cpeAcTBa MnraHy
C BeJjeHMeM NPOTOKOJIOB 3TUX UCCIed0BaHUA U COCTaBIIEHNEM OTYETOB, B KOTOPbIX
coaepxaTtcs pesynbTaTbl 3TUX UCCNEOOBAHUNA.
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4. [Ona opraHM3aumMM W NpoBeaeHuss  OOKMMHWYECKOro  uccrenoBaHust
NeKapCTBEHHOrO cpeacTBa W KIMHMYECKOrO WCCNEeAoBaHUst JIeKapCTBEHHOro
npenapata [Ansi BETEPUHAPHOTO MNPUMEHEHUSI pPa3paboTyMK NeKkapcTBEHHOMO
cCpeactBa  MOXET  MpuBnekaTb  OpraHvM3auun, uUmelwme  Heobxoaumyto
mMaTepuanbHo-TEXHUYECKYD 6a3y ”  KBanMdmMUWUPOBaHHbLIX CMEeuManicToB B
COOTBETCTBYHLLEN 061acTu UccrnegoBaHusl.

5.  KnuHuyeckue  nccnemoBaHWsi  NEKAPCTBEHHbIX — MpenapatoB AN
BETEPVHAPHOIO MPUMEHEHNSI MPOBOAATCA B BETEPUMHAPHbIX OpraHuM3auusx u B
opraHM3aumsix, OCYLUECTBMSIIOWLMX pas3BedeHne, BblpallMBaHME W coaepaHue
YXUBOTHbIX, B LLENSIX:

1) yCTaHOBMNEHWsI MEPEHOCUMOCTM JeKapCTBEHHbIX MpenapaTtoB 340pPOBbIMU
YXUBOTHbIMU;

2) nogbopa onTumarnbHbIX OO3MPOBOK NEKAPCTBEHHbIX MPenapaTtoB M Kypca
NeYeHns1 Ha KOHKPETHOW rPyrne XMBOTHLIX C onpeaerneHHbIM 3abonesaHnem;

3) ycTaHoBneHns 6e3onacHOCTU U 3GPEKTUBHOCTM NleKapCTBEHHOIO npenapara,
npeaHasHa4YeHHOro ONs fievyeHns onpeaerieHHbIX 3aboneBaHun XUBOTHbIX, WA
9bPeKTMBHOCTM JeKapCTBEHHOrO npenapata Ans npodmnakTuki 3aboneBaHui
3[0POBbIX XNBOTHbIX;

4) n3ydyeHMs BO3MOXHOCTEM pacCLLUMPEHUA MOKa3aHUM K  MPUMEHEHUIO
3aperMcTpypoBaHHOIO  JileKapCTBEHHOro npernapata W BbISBMEHUA  paHee
HEM3BECTHbIX NOOOYHbIX OENCTBUN.

6. KnnHuyeckoe nccnegoBaHve nekapcTBEHHOro npenapara As BeTepuHapHoro
NPUMEHEHMSI OCYLUECTBIISIETCS 3a CYET CPEeACTB paspaboTyvka NeKapCTBEHHOro
cpencTea.

7. OT4yeTbl O pesynbratax LOKMHUYECKOro WCCredoBaHUs NeKapCTBEHHOro
cpeacTBa M KINMHWYECKOTO UCCeoBaHWS  NIEKapCTBEHHOro npenapaTta  Ans
BETEPMHAPHOIO MPUMEHEHUSI COCTaBMATCA pas3paboTyMKOM JiekapCTBEHHOMO
cpeactBa C  yvyeToOM  3ak/MOYMEeHUW opraHuMsauui, nNpUHMMaBLLMX YydacTue B
opraHusauun n NpoBeLeHNN 3TUX UCCeLOBaHUN.

8. KoHTpornb 3a npoBefeHneM OOKIIMHUYECKUX MUCCreLoBaHUU NeKapCTBEHHbIX
CpPeacTB UM KIMHMYECKUX UCCNeaoBaHWW JIEKApPCTBEHHLIX npenapaTtoB  And
BETEPUHAPHOIO MPUMEHEHNA OCYLLECTBIISETCSH YMONHOMOYEHHbIM doefeparnbHbIM
OpraHoM UCMONHUTESNBLHON BIiacTMw.

KommeHTapun K ctatbe 12

(naBa 6. OcywecTBneHue rocyaapCcTBeHHOM
perncrpaumm fieKapCTBEeHHbIX Npenaparos
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(ctatbun 13 - 37)

Ctatba 13. locygapcTBeHHast peructpauus
rieKapCcTBEHHbIX NpenapaToB

1. B Poccuinckon ®epepaumm [oONycKawTCA MPOM3BOACTBO, M3rOTOBJIEHNUE,
XpaHeHve, nepeBo3ka, BBO3 B Poccuuckyo denepauuio, BbiBO3 n3 Poccumnckom
denepauunn, peknama, OTAycK, peanusaums, nepegadya, NpUMEHeEHNE, YHNYTOXEHNE
NeKapCTBEHHbIX MpernapaToB, €CfM OHW 3aperMcTpupoBaHbl COOTBETCTBYHOLLMM
YrNOMHOMOYEHHbIM dheeparibHbIM OpraHOM UCMONHUTENBHOW BIACTMW.

(YacTb B pepakuumn, BBeaeHHoW B Aencteue PenepanbHbiM 3akOHOM OT 13
nona 2015 roga N 241-93.

2. ['ocygapcTBEHHOM perucTpaummy noasiexar:

1) BCe nekapcTBEHHble npenapathbl, BNepBble noanexawme sBogy B obpalleHme
B Poccunckon ®enepaunu;

2) neKkapCTBEHHble  npenapaTbl, 3aperMcTpupoBaHHble  paHee,  HO
Npoun3BeLeHHble B OPYrnX fieKapCTBEHHbIX oOpMax B COOTBETCTBUM C MepeyHeMm
HaMMEeHOBaHW NeKapCTBEHHbIX oOpPM, B HOBOM [0O3MPOBKE NpW LOKa3aTeNnbCTBe ee
KITMHUYECKON 3HAYMMOCTU U 3GPEKTUBHOCTY;

3) HoBble KOMOMHaUMM  3apPErMCTPUMPOBAHHBLIX paHee  NeKapCTBEHHbIX
npenapaTos.

3. [ocynapcTBeHHas! perucTpaums NEKapCTBEHHbIX npenapaToB
OCYLUECTBNSIETCS MO pe3ynbTaTtam 3SKCNepTusbl NeKapCTBEHHbIX CPeAcTB, a
rocyaapcTBeHHasi  peructpauust  opdpaHHbIX — NeKapCTBEHHbIX  MpenapaTtoB
OCYLLUECTBINSIETCS NO pe3ynbTaTam 3KCNepTusbl AOKYMEHTOB, NpeacTaBneHHbIX A1
onpedeneHnsl BO3MOXHOCTW paccMmaTpuBaTb NEKapCTBEHHbI npenapat Ans
MEANLIMHCKOro NPUMEHEHMS! MPU OCYLLECTBIIEHUM FOCYAapCTBEHHOW perucTpaummn B
kayecTBe opdhaHHOrO NekapCTBEHHOro npenaparta, U no pesynstatam 3KCnepTusbl
NEeKapCTBEHHbIX CPEACTB.
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4, [ocynapcTBeHHas perncTpauus NeKkapCTBEHHOIo npenaparta
OCYLLUECTBIISIETCA COOTBETCTBYIOLLMM YMNOSIHOMOYEHHbLIM heaeparnbHbIM  OpraHoMm
MCMNOSMHUTENbHON BNAacTU B CPOK, HE MPEBbILAKLLMA CTa LWeCcTMaecaTn paboymx
OHEN CO [OHA NPUHATUS COOTBETCTBYIOLLErO 3asiBfieHNs O rocynapCTBEHHOW
perMcTpaunm nekapCTBEHHOro npenaparta. B ykasaHHbIM CPOK BKIHOYAETCH Bpems,
Heobxoaumoe Ansi MNOBTOPHOMO MNPOBEAEHUS  SKCMEPTM3bl  NEKAPCTBEHHOMO
cpencTtBa B COOTBETCTBMM CO cTaTben 25 HacTosiwero deneparnbHOro 3akoHa.
CpoK rocyoapCTBEHHOW permcTpaumm nekapcTBEHHOro npenapara UCHUCHSETCS CO
OHS NPUHATUA COOTBETCTBYIOLLMM  YNOSNIHOMOYEHHBLIM  (hefepanbHbiM - OpraHoM
NCMOMHUTENBbHON BIlaCTU COOTBETCTBYIOLLEro 3asiBfieHUs O [OCyAapCTBEHHOM
perMcTpaumm  feKkapcTBEHHOro npenapara C  MPUIoXeHMEM  HeobXoauMbIX
AOKYMEHTOB MO [EHb BblAavyn perncTpauMoHHOrO YAOCTOBEPEHUS NEKapCTBEHHOIO
npenapata. Bpems, Heobxogumoe AOns  HanpaBfeHUA  YNOSIHOMOYEHHbIM
degepanbHbIM - OpraHoM UCMNOSMHUTENbHOWM BRacTW 3anpoca O npeacTaBfeHun
HeobXoOMMbIX MaTepuanoB W NpeacTaBfieHUs 3asBUTENEM OTBETa Ha [OaHHbIN
3anpoc B COOTBETCTBUM cO cTaTbsamu 16, 19 n 23 Hactosawero PeneparnsHOro
3aKOHa, He y4uUTbIBAeTCs Mpu UCHUCIIEHUMM CpPOKa rocyoapCTBEHHOW perncTpaunm
NekapCTBEHHOro npenapara.

5. [ocymapcTBeHHOM perncTpaunmn He nognexar:

1) nekapcTBeHHble npenapaTbl, U3rOTOBMEHHbIE anTEYHbIMU OpraHM3auusMu,
BETEePUHAaPHbLIMM anTeYHbIMU opraHusauusamu, NHOMBMAYaNbHLIMU
npegnpuHMMaTensiMiM, KOTOPble MMEeKT JMUEH3U Ha  dapmaueBTUHMECKYHo
OeATenbHOCTb, MO peuenTtaM Ha NekapCTBEHHble Mpenapatbl U TpeboBaHMAM
MeOULMHCKMX OpraHn3aL i, BETepUHapHbIX OpraHn3aLui;

2) nekapCTBEHHble npenapaTtbl, MPUODPETEHHbIE M3NYECKMMN fMLaMU 3a
npegenamn Poccunckon Pepepaumm M npegHasHayeHHble ONS JIMYHOro
NCNOSIb30BaHUA;

3) nekapcTBeHHble npenapaTbl, BBO3UMbIE B Poccuinckyto Pepepaumto ans
OoKasaHus MeOULUMHCKOM MNOMOLM MO XM3HEHHbIM MOKa3aHWAM KOHKPETHOro
naymMeHTa Ha  OCHOBaHMM  paspelleHusi,  BblgAHHOMO  YNOSIHOMOYEHHbIM
doegeparnbHbIM OpraHoOM UCTMONHUTESNBHOW BIlacTy;

4) nekapCTBEHHble cpeacTsBa, BBO3UMbIE B Poccuickyto Pegepaunto Ha
OCHOBaHWU1 BblJaHHOMO YMNOSTHOMOYEHHbIM deaepanbHbIM opraHom
NCMNOSHUTENBbHON BIlACTU paspeLleHnss N npeaHa3HadeHHble Ans NpoBeaeHUs
KITMHUYECKMX MCCeoBaHUN JieKapCTBEHHbLIX MpenapaToB M (MM) NpoBeLEHUs
9KCNepTu3bl NEKAPCTBEHHbLIX CPeaCTB [ANs OCYLWECTBIIEHUS rocygapCTBEHHON
perMcTpawlnm nekapCTBEHHbIX NpenapaTos;

5) chapmaueBTMYecKkue cybcTaHuuuy;



6) pagvodapmaLeBTMYEeCKMe IeKapCTBEHHble npenapaThl, W3rOTOBIIEHHbIE
HENOCPEACTBEHHO B MEOWMLIMHCKMX OpraHuM3aumnsx B MOpsaKe, YCTaHOBMNEHHOM
YMONMHOMOYEHHbIM dhefiepanbHbIM OPraHoOM UCMONMHUTENBLHON BNacTu;

7) nekapCTBEHHbIE NpenapaTbl, MPOM3BOAUMbIE OIS AKCMOpPTAa.
6. He ponyckaeTcs rocygapcTBeHHas perncTpaumns:

1) JIEKAPCTBEHHbLIX MpenapartoB, OT/IMYaloWMXcA Apyr OT Apyra Ka4eCTBE€HHbIM
COCTaBOM D,GIZCTByI-OLU.l/IX BellecTs, Nnog oanMHakoBblM TOProBbiIM HaMMeEHOBaHUEM,

2) 0HOro fekapCTBEHHOrO npenapaTta, NpPeaCcTaBneHHOro Ha rocygapCTBEHHYHO
permcTpaumio B OTHOLLUEHUM OQOHOMO M TOro e Jepxatens wnn Bragenbua
pErMcTPaLmMoOHHOIro YOAOCTOBEPEHUST NEKAPCTBEHHOIO npenaparta B BuAe OBYX U
bonee NEeKapCTBEHHbIX npenapaToB noA pasnnyYHbIMA TOProBbIMU
HaVMEHOBaHUAMM.

(MyHKT B pepakumn, BBedeHHoM B genctBue ¢ 15 wuwoHa 2018 ropa
denepanbHbiM 3akoHOM OT 4 nioHda 2018 roga N 140-93.

7. No 3anpocy (B 9fIEKTPOHHON hopme unn Ha BymakHOM HocuTene) cybbekTa
obpalleHnsi NeKapCTBEHHbIX CPEeACTB COOTBETCTBYHOLMM  YNOSIHOMOYEHHbLIM
doegeparnbHbIM OopraHom NCNOSHUTESTbHOMN BIlacTwu, OCYLLECTBJIAIOLLMM
roCygapCTBEHHYIO perncTpauunio JieKapCTBEHHbIX MnpenapaToB, B YCTaHOBIIEHHOM
UM NOpAgKe OCYLUECTBIIAETCH HaydHOe KOHCYMbTMpOBaHMe Mo  BOrpocaw,
CBSI3@aHHbIM C NpoBedEHMEM [OOKITMHUYECKUX WUCCIiedoBaHUN, KIMHUYECKUX
nccrnegoBaHuin NeKapCTBEHHbIX npenaparos, 9KCNepTU3bl KayecTBa
NeKapCTBEHHbIX CpeacTB, ahdeKTMBHOCTU M 6e30nacHOCTU, C OCYLUECTBIIEHNEM
rocygapCTBEHHON perncTpauumn rnekapCTBEHHbIX npenapatoB. KoHCcynsTupoBaHue
OCYLLUECTBIISIETCA C npuBneyvyeHmemM egeparnbHbIX rocygapCTBEHHbIX OHOKETHBIX
yypexageHun, NnoaBeaOMCTBEHHbIX AaHHOMY doepepanbHoMy opraHy
MUCMNOSIHUTENbHOW BfacTM M He YyyacTBylOLWMX B OpraHvsaumm npoBeneHund
9KCMepTm3bl KayecTBa JIEKapCTBEHHbIX CPeACTB B LENAX OCYLUECTBIIEHUA WX
rocygapCTBEHHOW perncTpaumm B COOTBETCTBUMM CO cTatben 16 HacToAwero
depepanbHOro 3akoHa, B Buae OTBeTa B MUCbMEHHOW hopme YnoSTHOMOYEHHOIro
doegeparnbHOro opraHa UCMNOSTHUTENBHOW BracTu Ha 3anpoc. Pasmep B3nmMaemoun C
3agBuTens nnatbl OnNpegenseTca B COOTBETCTBMM C  3aKOHO4ATENbCTBOM
Poccuinckon depepaumm 06 opraHMsauumn npegocTaBneHnss roCydapCTBEHHbIX Y
MyHUUMNanbHbIX — ycnyr.  WHdopmaums 06 OCyWecTBRIEHUN  HayYHOro
KOHCYNbTUPOBaHWs, B TOM YUCe cTaTbn, 0630pbl, CNPaBoOYHble MaTepuarbl U MHada
NHpopmaumst 06 OCYLLECTBNEHMM HAYYHOTO KOHCYNbLTUPOBAHUS, pasMeLlaeTcs Ha
odmuManbHOM canTe YNorHOMOYEHHOro doeaeparibHOro opraHa MCMNOSTHUTESNTbHOW
Bnactm B cetn "WHTepHeT" C COOMoAeHnEM OrpaHUYeHnn, YCTaHOBIIEHHbIX
3aKoHO4aTeNbCTBOM O MNEepCOoHalnbHbIX  AaHHbIX, KOMMepyeckon u  (Mnm)
rocygapCTBEHHOWN TanHe.
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8. locymapcTBeHHasi pernctpaumsa JeKapCTBEHHbIX npenapaToB, KOTopble
npeaHasHaveHbl 419 NPUMEHEHUS B YCITOBUAX BOEHHbIX OENCTBUMN, Ype3BblYanHbIX
cuTyauuin, npegynpexneHus YpessblyanHbiX CUTyauuin, NPOGMUNaKkTUKMU N NedYeHns
3abonesaHun, NpeacTaBAOWMX OMACHOCTb AN OKpyXawwmx, 3abonesaHun wu
NOpaXeHun, MOMyYeHHbIX B pesynbTate BO3AeNUCTBUA  HebnaronpuUATHbIX
XUMUYECKMX, BMOMNOrM4eckmx, pagmaumoHHbIX akTopoB, U KOTOpble paspaboTaHsbl
B TOM 4ucrie no 3agaHuio doegeparnbHbiX OpraHoB WCMOMHUTENBHOWM BRacTw,
YMNOSMHOMOYEHHbIX B 06rnacTM 0BOpOHbI CTpaHbl M ©e3onacHOCTU rocynapcTBa,
OCYLLECTBIIAETCA B MopsgKke, YCcTaHOBSIeHHOM [lpaButensctBoM Poccurckon
depepaumn.

(YacTb B pepakuun, BBegeHHon B aAeuncTeue PeneparnbHbIM _3aKOHOM OT 1
anpens 2020 roga N 98-93.

(Ctatba B pepakuumn, BBegeHHou B pgenctBne ¢ 1 wmwona 2015 ropa
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

KommeHTapum kK ctatbe 13

Ctatba 14. [IpnHUMUNBI 3KCNEePTU3bl JIEKAPCTBEHHbIX
cpeacTB

1. OKcnepTusa nekapCTBEHHbIX CPeACTB OCHOBLIBAETCA Ha MpUHLMNAax
3aKOHHOCTK, cobrnogeHMss npaB UM cBoboa YernoBeka M rpaxaaHuHa, npaB
IOPUANYECKOrO NLA, HE3aBUCUMOCTHM 3KCnepTa, 0O bEKTUBHOCTU, BCECTOPOHHOCTY
M MOMHOTBI UCCMeAoBaHWl, MNPOBOAMMBIX C MWCMOMb30BaHNMEM COBPEMEHHbIX
LOCTWDKEHUI HAyKN U TEXHVKU, OTBETCTBEHHOCTU dhefiepanbHOro rocynapCTBEHHOMo
OHOIPKETHOTO YYpEXOeHMs! No NPOBEeOEHMI0 9KCNEePTU3bl NeKapCTBEHHbIX CPeACcTB U
9KCMepTOB 3a NPOBEAEHNE N KAYECTBO IKCNEPTU3bI.

2. JKcnepTm3a NeKapCTBEHHbIX MpenapaTtoB Anst MEAULMHCKOrO MPUMEHEHMS
BKIHOYaeT B ceda:

1) 3KCNEepTU3y OOKYMEHTOB, NPEACTAaBEHHbIX ANS onpeaeneHnst BO3MOXHOCTH
paccMaTpMBaTh NEKapCTBEHHbIN npenapaTt Ans MeAULMHCKOrO MPUMEHEHUS Mpu
OCYLLECTBMEHUM TFOCYOApCTBEHHOM permctpaumMm B KavyecTBe  oOpdhaHHOro
nekapcTBEHHOro NpenapaTa;

2) 3KCnepTu3y npeasiokeHHbIX MeTOL4OB KOHTPOSsS KavyecTBa fleKapCTBEHHOro
cpedcTBa M KadecTBa npeacTaBrieHHbIX 06pa3uoB NeKapCTBEHHONO CpeacTBa C
NCMNOMb30BaHNEM 3TUX METOAOB (Aaree - dKCnepTusa KadecTBa fiekapCTBEHHOMO
cpencTea);

3) 3KCcnepTU3y OTHOLUEHMSI OXMOAEMOM MONb3bl K BO3MOXHOMY PUCKY
NPUMEHEHMUS NEKAPCTBEHHOO NpenapaTa;
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4) aKCnepTn3y perucTpaumoHHOro JOCbe Ha NekapCTBEHHbIN npenaparT B Lensix
onpegeneHns  B3aMMO3aMEHSEMOCTU  JIeKapCTBEHHbIX  npenapaTtoB  Anid
MeOMULNMHCKOrO NPUMEHEHMS.

(MyHKT gononHuTensHO BkMoyeH ¢ 1 mapta 2020 roga PeneparnbHbiM_3aKOHOM
o1 27 gekabpsa 2019 roga N 475-93)

3. OKcnepTuia nekapcTBEHHbIX MpenapaTtoB ASi1 BETEPUHAPHOIO MPUMEHEHUS
BKIIOYAEeT B cebsi aKCrnepTm3y KayecTBa NIEKapCTBEHHOIO CpeacTBa U IKCNepTU3y
OTHOLUEHNA  OXMOAeMOM  MNOMb3bl K BO3MOXHOMY  PUCKY  NPUMEHEHUd
NekapCTBEHHOro npenapara.

(Ctatba B pepakuumn, BBegeHHou B pgenctBne ¢ 1 wmwona 2015 ropa
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

KommeHTapum K ctatbe 14

Ctatbs 15. DegepanbHoe rocyaapcTBeHHOe OOaXKeTHOe
yuypexxaeHue no npoBeaeHUo 3KCNepTU3bl NIeKapCTBEHHbIX
cpeacTB

JKcneptTnsa  NeKapCTBEHHbIX  CPeacTB npoBoauTCH denepanbHbIM
rocyaapCTBEHHbIM OHOOXETHbIM yypexageHmem COOTBETCTBYHLLEIO
YMOMTHOMOYEHHOro dpefieparnbHOr0 opraHa WCMNOSIHUTENBHOWM BNAcTW, CO34aHHbLIM
ans obecnevyeHnst UCMNOSMHEHUS MOMIHOMOYMKA 3TOro doedepanbHOro opraHa no
BblOaye paspeLleHnin Ha NpoBeaeHUE KITMHUYECKUX NCCneaoBaHnin NekapcTBEHHbIX
npenapatoB ” (unn) NO rocygapCTBEHHOW perncTpauum  nekapCTBEHHbIX
npenapaToB (ganee - 3KCnepTHoE yuypexaeHue).

KommeHTapun Kk ctatbe 15

Ctatbsa 16. OpraHmsauusi npoBeneHUs1 3IKCNepTu3bl
rleKapCTBEHHbIX CpeacTB

(HanveHoBaHve B pepakuun, BBegeHHon B pgencteue ¢ 1 wmonsa 2015 roga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.
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1. OKcnepTuda neKapCTBEHHbIX CPeACTB MPOBOAMTCHA KOMUCCUEN 3KCMNEpPTOB
9KCMEePTHOro y4ypexaeHusi, HasHayeHHOM ero PpykoBOAMTENEM, Ha OCHOBaHUU
3agaHna Ha npoBedeHME 3JKCMepTU3bl JIEKApCTBEHHOro cpeacTBa, BblAAHHOMO
YMNOSTHOMOYEHHbIM doegeparnbHbIM opraHom NCNONMHUTENBbHOMN BNacTW.
PykoBoguTenbs 3KCNEPTHOro yupexaeHns obecneymBaeT Haasnexalee nposegeHme
9KCMNepTU3bl JIeKapCTBEHHbLIX CPeaCTB B COOTBETCTBMM C 3adaHMEM, BblaHHbIM
YMNOSIHOMOYEHHbIM (hefeparnbHbIM OpraHOM UCMONHUTENBLHOM BracTu, U OpraHn3yeT
NO4rOTOBKY CBOOHOIMO 3aK/o4eHna 3ToM Komuccuu. B coctaB aTom Kommuccum no
PELLEHNIO PYKOBOAUTENA 3KCMEPTHOro YYpexaeHUs MoryT ObiTb BKMOYEHbI B
Ka4eCcTBe 9KCNepToB fmua, He paboTalowme B JAHHOM 3KCNEPTHOM YyUpexaeHun,
€eCcnn X cneynarnbHble 3HaHNSA HeobxoaUMbl AN NPOBEAEHNSA SKCNEPTU3bI U Takme
9KCMepTbl OTCYTCTBYHOT B JAHHOM 3KCMNEPTHOM YYpeXxaeHNN.

2. DKCNepToM Mo NPOoBEeAEHNI0 SKCNEPTU3bl NeKapCTBEHHbIX CPpeacTB ABNSAETCS
aTTECTOBaHHbIN PabOTHUK 3KCMEPTHOrO Y4YpexaeHus, KOTOpbI MMEET BbiCLLEE
MeauLUuHckoe,  dhapmMaueBTUYeckoe, Ouornormyeckoe, BeTEpUHapHoe  uUnu
XMMUYeckoe obpas3oBaHMe W MPOBOAMT SKCMEPTU3Y NeKapCTBEHHbLIX CpeacTB B
NOPSIAKE UCMOMNHEHUS CBOMX JOIMKHOCTHBLIX 005i3aHHOCTEN (aanee - aKcnepT).

3. Mpy npoBeaeHUM 3KCNEPTU3bl NIEKAPCTBEHHbLIX CPeACTB IKCMEpPT HE MOXET
HaXoAUTbCS B KaKON-NMMOO 3aBUCUMOCTU OT N1LA, Ha3HAYUBLLENO 3TY 3KCNEpPTU3Yy,
pa3paboTumMka NeKapCTBEHHOrO CpeacTBa WM OPYrMX 3aMHTEPECOBaHHbLIX B
pesynbTaTtax aKcnepTu3bl nuL,.

4. Tpn npoBegeHUM IKCNepTU3bl JNIEKAPCTBEHHbLIX CPeACTB He [OMyCKaeTcs
nctpeboBatb y 3asaBuTens nMbO WHbIX NML Martepuanbl, Heobxogumble AN
npoBeneHns akcnepTmsbl. B criydae HegocTaTtoOMHOCTU NpenCcTaBlIEHHbIX SKCMEepTy
MaTepvarnoB Of15 Ja4Yn 3aKIYeHNs 9KCNepT CTaBUT BOMPOC O NpencTaBlieHnn eMy
HeoOXoAUMbIX MaTepuarnoB nepen pPyKoBOOUTENEM SKCNEPTHOrO ydpexaeHus,
KOTOpbI obpal@eTtcss C COOTBETCTBYIOLWMM 3arpoCcoM B YNOSIHOMOYEHHbIN
doegepanbHbIA - OpraH  UCMOSIHUTENbHOWM  BnacTW, BblAaBWMA  3a4aHWe Ha
npoBefeHe 3KCMepTU3bl JIEKAPCTBEHHOIO CpencTBa. YKasaHHbIM (pefepasribHbIN
opraH WCMOMHUTENbHON BfacTM B TedeHne natm paboymx OHen co [OHA
MNOCTYMMEHUS 3arnpoca PYKOBOOUTESNA 3KCMEPTHOro YYpexaeHns Harnpasnser
3asBUTESIO 3anpoc O NpeacTaBneHnn HeobXoaANUMbIX MaTepmanos. [daHHbIN 3anpoc
MOXeT ObITb nepedaH YnorIHOMOYEHHOMY MPeACcTaBUTENO 3asBUTENA NIMYHO NOof,
pacnuncky, HarnpasseH Mo no4vte 3akasHbIM NMMCbMOM WUIK nepefaH B 3N1eKTPOHHOMN
dopme Mo TEeNeKOMMYHUKaALMOHHBLIM KaHamam cBA3un. B cnyyae HanpasneHus
AaHHOro 3anpoca Mo rnoyTe 3akasHbIM MUCbMOM OH CYUTAETCS MNOJSTydEeHHbIM MO
MCTEYEeHUN WeCTn AHEen C AaTbl HanpaBfeHNsa 3akasHoro nucbma.

(YacTb B pepakuuun, BBeaeHHoW B Aencteue PenepanbHbiM _3aKOHOM OT 25
Hos16pa 2013 roga N 317-93.
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4 1. 3aaButens o06s13aH NpeacTaBUTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOro
doegepanbHOro opraHa WCMNOSHUTENBHOM BIlaCTM B CPOK, HEe MpEBbILLAoLLmi
AeBsaHoCcTa pabovnx gHen co QHS ero nony4vyeHus. Y norHOMOYEHHbIN defeparnbHbIn
opraH UCNOSHUTENbHOM BMiacTu, BblgaBLLUMW 3alaHuUe Ha NpoBedeHne 3KCnepTusbl
NeKapCTBEHHOro CpeAcTBa, B TeYEeHNe NATU paboymx gHEN CO AHSA NOCTYNNEHNa oT
3asgBUTENs OTBETA Ha [OaHHbLIA 3anpoC HanpaBrseT TakoW OTBET B 3KCMNepTHOEe
yypexaeHue. B cnyvyae HenpeacTaBneHus No UcTedeHnn gessHocTa paboymx gHen
3asBuTENEeM OTBETa Ha AaHHbIA 3arnpoc YMNONIHOMOYEHHbIN doeaeparbHbin opraH
MCNOSHUTENbHOM BracTW, BblAaBLWMW 3adaHMEe Ha MNpoBedeHue 3IKCNepTusbl
NEKapCTBEHHOr0 cpeacTtBa, B Te4dyeHne nATM paboumx OHEeW HanpaenseT B
9KCMepTHOEe ydpexaeHne yBeoMIieHMe O HernpeacTaBrieHun 3adaBuTernemMm oTBeTa
Ha 3anpoc yka3aHHOro opraHa. Bpemsa co gHs HanpasneHust 3anpoca 3KCNepTHOro
yypexageHus B yNormHOMOYEHHbIN doeeparibHbi OpraH UCNONHUTENbLHOM BiacTu 40
AHS NOJSTydeHUs1 3KCMNEPTHbLIM yYpexaeHMeM OTBETa Ha 3arnpoc WUIM yBegOMISIEHUSA O
HenpeacTaBfieHMM OTBETa Ha 3arnpoC He YYUTbIBAEeTCH MNPW MUCYUCIIEHUMM CpOKa
NpoBefeHNsT 3KCNEePTU3bl NIeKapCTBEHHOIO CpeacTBa.

(YacTb gononHuTenbHO BKMtoYeHa PenepanbHbiM 3aKOHOM OT 25 HoAbps 2013
roga N 317-93)

4 2. Ecnn B cocTaBe perMcTpaumMoHHOro LOCbe Ha fieKapCTBEHHbIM npenapart
AN MegULMHCKOrO MPUMEHEHUS COLAEPXUTCA nNpesycMOTpeHHaa cTatben 18,
yactbto 1 1 ctatbn 30 n ctatben 34 HactodAwero PeneparnbHOro 3akoHa Konug
peLLeHns YNONMHOMOYEHHOro doeeparibHOro opraHa WCMOSHUTESTbHOW BriacTu O
NPOBEOEHUN  MHCMNEKTUPOBAHUS  MPOM3BOAUTENS  NIEKAPCTBEHHLIX  CPeacTs,
9KCnepTy 00 OdOPMISIEHUA pPe3yrbTaToB 3KCNepTU3bl JIEKapCTBEHHOINO CpeacTaa
npenocTaBndeTcs B NopagKe U Ha YCIoBUSX, KOTOPble NpeayCcMOTpeHbl YacTamum 4
n 4 3 HacTosAIWEN CTaTbW, KOMUA 3aKkioYeHUs1 O COOTBETCTBMM MPOU3BOAMUTENS
NEKapCTBEHHbIX CpeacTB TpeboBaHMsM NpaBun Haanexallen npou3BoaCTBEHHOM
NPaKTUKN, BblAAHHOIO YNOSIHOMOYEHHbIM doefiepasibHbIM OPraHOM MCTOSHUTESNbHON
BNacTu.

(YacTb pononHuTenbHO BKMtodeHa ¢ 15 uwoHa 2018 roga PenepanbHbIM
3akoHoM OT 4 ntoHa 2018 roga N 140-93)



http://docs.cntd.ru/document/499059427
http://docs.cntd.ru/document/557585270

4 3. 3aaButenb obs3aH NpeacTaBUTb B YNOMHOMOYEHHbIN doedepanbHbi opraH
MCMNOSTHUTENTbHON BracTU KOMUK 3aKioYeHUs O COOTBETCTBUM MPOU3BOOUTENH
nekapCcTBEHHbIX cpeacTB TpeboBaHUAM npaBui Haanexawen nponssBoaCcTBEHHOW
NPaKTUKN B CPOK, HE MPEBbILLAIOWMA CTa BOCbMUOECATU paboymx OHEN CO OHS
NoslydeHns 3arnpoca O ee MnpedocTaBreHuMn. YNOSTHOMOYEHHbIN dhefeparibHbIN
OopraH WCMOSHUTENBHOM BflacTu, Bbl4aBLLUMW 3aaHue Ha NpoBeLeHne 3KCMnepTusbl
NeKapCTBEHHOrO CpeaAcTBa, B Te4EeHNe NATU paboymx gHEN CO AHSA NOCTYNNEHUSa OT
3asBUTENA KOMUWN 3aKSIIOYEHUS O COOTBETCTBMM MPOU3BOAUTENS NEeKapCTBEHHbIX
cpeacts  TpeboBaHMSIM  MpaBuIl  Hagnexallen npou3BOLCTBEHHOM MNPAKTUKMK,
HanpaBndeT ee B J3KCMNepTHoe ydpexaeHne. B cnydae HenpegcTtasrieHUd
3agBUTENEM B YKasaHHbIA CPOK  KOMUM  3aKIIIOMEHMS O COOTBETCTBUM
NPOM3BOAUTENA JEKAapPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBun Hagnexallemn
NPON3BOLCTBEHHON NPaKTUKK YMNOSTHOMOYEHHbI N doegepanbHbIf opraH
MCMNOSIHUTENbHOW BracTW, BblOaBLWMW 3aJaHNe Ha npoBedeHne 3KCnepTusbl
NEeKapCTBEHHOrO CpeacTBa, B TedeHne nNsaTM paboumx OHEW HarnpaenseTr B
9KCMepTHOEe y4pexaeHue yBeOOMSIEHMEe O HenpencTaBfieHUW 3asiBUTENeM Konuu
3aK/MOYEHNA O COOTBETCTBMM  NPOU3BOAUTENS  JIEKAPCTBEHHbIX CpencTs
TpeboBaHMsM NpaBun Hagnexallen Npon3BoACTBEHHOW MpPaKTUKWU. Bpemsi co aHs
HanpaBfieHNa  3anpoca  9KCMEePTHOro  y4ypexaeHnda B YNOSIHOMOYEHHbIN
doepeparnbHbIA OpraH UCMOSNHUTESNTbHOW BIiacTyU A0 AHS MOSyYeHUA SKCMepPTHbIM
yypexgeHnemM Konumu 3akito4eHna 0 COOTBETCTBUN NPOU3BOAUTENS NIeKapCTBEHHbIX
cpeacTtB TpeboBaHMAM NpaBui Hagmnexallen npou3BOOCTBEHHOW MPaKTUKU UM
YBEOOMJIEHNA O €e HernpeacTaBfieHUN He YYUTbIBAETCSH MNPU UCHUCIIEHUM CpOKa
NpoBefeHNs] 3KCNEePTU3bl NIeKapCTBEHHOIO CpeacTBa.

(YacTb pononHuTenbHO BKMtodeHa ¢ 15 uwoHa 2018 roga PeneparnbHbIM
3akoHoM OT 4 mioHa 2018 roga N 140-93)

5. OkcnepT npy nNpoBegeHWMn MOPYYEHHOW eMy PYKOBOAWUTENIeM 3KCMEepPTHOro
ydpexaeHnst aKcnepTusbl NiekapcTBEHHOTO cpeAcTBa 0053aH:

1) nNpoBEcTM MOMHOe WccrnegoBaHWe NPeAcTaBfeHHbIX €My OObEeKTOB,
matepuanoB, gatb 060CHOBaHHOE M OO BEKTMBHOE 3aKroYeHMe MO NOCTaBMEHHbIM
nepeg HUM BOMpPoCaM WM MOTMBMPOBAHHOE 3aKIMOYEeHWe O HEBO3MOXHOCTU
NPOBEAEHMST UM SKCMepTU3bl feKapCTBEHHOIO CPEACcTBa, €CnvM MOCTaBliEHHblEe
BOMPOCbI BbLIXOAAT 3a Mpegenbl crneuuanbHbIX 3HAHUMM 3KcnepTa, OOBLEKTHI
NCCNeaoBaHUA M MaTepuarnbl HEMPUrogHbl UMM HEeOOCTAaTOYHblI A58 NPOBeaEeHUs
NCCNeaoBaHNA U Oavn 3aKIlo4YeHUss MO0 COBPEMEHHbIN YPOBEHb Pa3BUTUSI HAYKU
He NO3BOJIIET OTBETUTb Ha NOCTAaBIIEHHbIE BOMPOCHI;

2) He pasrawaTb CBedeHUs, KOTopble CcTanm €My W3BECTHbl B CBS3U C
NnpoBefeHNEM 3KCMepPTU3bl JIeKapCTBEHHOIO CpeacTBa, a TakXe CBefeHus,
COCTaBNsALLME rocy4apCTBEHHYH, KOMMEPYECKYH UIMN MHYIO OXPaHAEMYHO 3aKOHOM
TanHy;

3) obecneynTb COXPaHHOCTb MNpeaCcTaBfieHHbIX OOBLEKTOB WCCeaoBaHUA U
MaTepuaros.


http://docs.cntd.ru/document/557585270

6. DKCnepT He BMNpase:

1) NpoBOAUTL SKCMEPTU3Y JIEKApPCTBEHHOrO cpeacTBa no  obpaleHuo
HenocpenCTBEHHO K HeMY opraHusaumm nnm qmsandeckmx nuu;

2) camocTosATeNbHO cobupaTb MaTtepuarnbl Ons MPOBEOEHUS 3SKCNepTU3bl
NEKapCTBEHHOIO CPEACTBA;

3) npoBOOUTb 3KCNEpPTU3y FEKapCTBEHHOrO CpeacTBa B KadyecTBe
HErocyaapCTBEHHOrO aKcnepTa.

7. B cnydyae HeobxoAMMOCTM 3KCMNEpPT BMNpaBe XxogaTancTBOBaTb Mepen
PYKOBOAUTENEM OKCMEPTHOro YYpeXxOdeHUss O TMpuBIieYeHUU K NpoBeLEHUIO
9KCMepTn3bl NeKapCTBEHHOro cpeacTBa ApYyrux aKCNepToB.

8. Kaxabln 3KcnepTt, BXOASWMW B COCTaB KOMMUCCUM JKCMEPTOB, KOTOPOU
NOpy4YeHO npoBeLEeHNEe JKCNepTU3bl JIEKAPCTBEHHONO CpencTBa, He3aBUCUMMO W
CaMOCTOATENbHO MPOBOOMUT UCCIEeLOBaHUSA, OLEeHMBAET pesyrbTaThbl, NoslydYeHHble
UM JIMYHO W OPYrMMK  3KcrnepTamu, n d¢opMyrnmpyeT BbiBOObl OTHOCUTESTBHO
NOCTaBSIEHHbIX BONPOCOB B Npeaesiax CBoux creymarbHbIX 3HaHWN.

9. Pesynbrartbl 9KCNepTM3bl NIEKApPCTBEHHOINO CcpeactBa  OOpMIISKTCH
3aK/IOYEHNEM KOMUCCUM IKCNepToB. B  3aknoyeHMn KoMmUccum 3KCnepToB
yKasblBalOTCA nepevyeHb nccrnenoBaHni, 06-em NpoBeAeHHbIX KaXablM 3KCNEPTOM
MccregoBaHW, YCTaHOBIEHHbIE KaxObiM W3 HUX akTbl U CAOenaHHble B
pesynbTaTe uccrnegoBaHuMn BbIBOAbl. DKCMNEPT, MHEHME KOTOPOro He COoBMagaeT C
peweHneM KOMUCCUN 3KCMepPTOB, BNpaBe Bblpa3nTb CBOE MHEHWE B NMUCbMEHHOMU
doopme, KoTopoe NpmobLaeTcsa K 3aKno4YeHNo KOMUCCUN SKCNEPTOB.

10. 3KcnepTbl, BXxoAdwme B COCTaB Komuccuu, npepynpexgatoTca 06
OTBETCTBEHHOCTM B COOTBETCTBUM C 3aKoHoAaTenbCcTBOM Poccunckon denepaumm
3a Jadvy 3akioveHns, cogepxallero Heo6oCcHOBaHHbIE UMMM dhanbCUULMPOBaHHbIE
BbIBOLbl, O YEM OHM AAK0T NOAMUCKY.

11. OnpegeneHne YypoBHA NpodeCcCMoHanbHOM MNOLFOTOBKM 9KCNEpToB U
atTectaumsa X Ha NpaBO MPOBEAEHUS 3KCMepTU3bl JeKapCTBEHHbIX CpencTs
OCYLLECTBJIAIOTCHA 3KCMNEePTHO-KBArMJMKaLMOHHBIMM  KOMUCCUSIMU B MOPSAKE,
YCTAHOBJIEHHOM COOTBETCTBYIOLWMM YMNOSIHOMOYEHHbLIM hefepanbHbiM  OpraHoM
MCMNOSTHUTENTbHOW BIiacTWU. YpoBeHb MNPOddeCCMOHarbHOM MOATrOTOBKU 3KCMNEepTOoB
NoaJIEXMT NepecMoTpy YKasaHHbIMU KOMUCCUSIMU He pexe YeM OAWH pa3 B NATb
ner.



12. lNpaBuna npoBeaeHna 3KCNePTU3bl JIEKApPCTBEHHbLIX CPEACTB U 0COBEHHOCTU
9KCNepTusbl OTAENbHbIX BUOOB JIEKAPCTBEHHbLIX MpenapaToB (pedepeHTHbIX
NeKapCTBEHHbIX MpenapaTtoB, BOCMNPOM3BEAEHHbIX JFleKapCTBEHHbIX MpenapaTos,
Buornornyecknx nekapcTBeHHbIX MpenapaToB, OuoaHanoroBbix (6MOMNOAO6HbLIX)
nekapcTBEHHbIX npenapaTtoB (GuoaHanoroB), romeonaTn4yecknx rekapCcTBEHHbIX
npenapaToB, JIEKAPCTBEHHbIX  PacTUTENbHbIX  NpenapaTtoB,  KOMOWHauuin
NeKapCTBEHHbIX npenapatoB), {OpPMbl  3aKIOYEHUA  KOMUCCUM  IKCMEPTOB
yCTaHaBMMBAOTCA COOTBETCTBYIOLLMM YMNONIHOMOYEHHbLIM doefieparibHbIM OpraHoMm
NCMNOSHUTENBbHOWN BAcTMW.

(HYactb B pepakumm, BBegeHHom B pencteue ¢ 1 wmona 2015 ropa
PepeparnbHbIM 3aKoHOM OT 22 fekabpsa 2014 roga N 429-93.

KommeHTapum k ctatbe 16

Ctatba 17. [logaya u paccMoTpeHue 3asBNeHUs o
rocyaapCcTBeHHOM perncrpaunm neKkapcTtBeHHOro
npenapara Ansa BeTepuHapHOro NpuMeHeHuUs

1. [Ana rocyoapCTBEHHOM perucTpauuv nekapCTBEHHOro npenaparta Ans
BETEPMHAPHOIO NPUMEHEHUS pa3paboTymMK Takoro fiekapCTBEHHOMO npenaparta unm
YrNOSTHOMOYEHHOE UM Opyroe puandeckoe Nuuo (ganee B HacToOALWEN cTaTbe -
3asBuTEnb) nNpeacTaBnsieT B YNOSIHOMOYEHHbIM  defeparnbHblA - OpraH
MCMNOSTHUTENbHOW BacTh, OCYLIECTBIAWMA FOCYOAapPCTBEHHYIO pernctpaumio
NeKapCTBEHHbIX MpernapaTtoB Afs BeTEPUHAPHOro MPUMEHEHUNA, B OJIEKTPOHHOM
dopme nnm Ha BymMakHOM HocUTesie 3asiBfieHne O rocyapCTBEHHOW perncTpaunm
NeKapCTBEHHOro npernapara a8 BeTepuHapHOro NpMMeHeHus!, a Takxe B Nnopsake,
YCTAHOBJIEHHOM COOTBETCTBYIOLWMM YMNOSIHOMOYEHHbLIM hefepanbHbiM  OpraHoM
NCMNOSHUTENBbHON BracTW, B 3SIEKTPOHHOM dopMe unn Ha GymaxHoM Hocutene
HeobxoanMble JOKYMEHTbLI, U3 KOTOPbIX hopMupyeTcsa permcTpaumMoHHoe JOChe Ha
NeKkapCTBEHHbIW npenapar 419 BeTepUHapHOro NPUMeEHEHNS.

2. B 3agBneHun o rocygapCTBEHHOW perMcTpauum JieKapCTBEHHOro npenapata
A5 BETEPHAPHOIo NMPUMEHEHNS yKa3blBatOTCS:

1) HaumeHOBaHWe W aapec 3asBuTens, paspaboTyMka W npous3BoAUTENS
NeKapcTBEHHOro npenapaTta Ons BETEPUHaAPHOTO MPUMEHEHUs M aapec MecTa
OCYLLUECTBIEHNSI MPON3BOACTBA NEKApPCTBEHHOro npenapata Afs BeTepUHapHOro
NPUMEHeHMs (B CNydae HanMyinsi HECKOMbKUX Y4aCcTHMKOB MpoLiecca Npon3BoacTBa
HeobXoANMO yKa3aTb KaXdoro U3 HuX);

2) HauMeHoBaHMe NieKapCTBEHHOIO npenaparta A9 BeTepUHapHOro npMMeHeHus
(MexgyHapogHOe HernaTeHTOBaHHOe, WK rpynnupoBOYHOE, WM XMMUYECKoe U
TOProBo€ HaMMEHOBaHUS);
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3) nepeveHb OENCTBYHOLMX N BCMOMOraTernbHbIX BELLIECTB, BXOASALWMX B COCTaB
NekapcTBEHHOro npenapata AOns BETEPUHAPHOTO MPUMEHEHUsl, C YyKasaHueM
KONMM4YecTBa KaXaoro U3 HuX;

4) nekapCcTBeHHas hopMa, 403MPOBKa, CNOCObbl BBEAEHMS U MPUMEHEHUS, CPOK
FOAHOCTM NEKapCTBEHHOro npenapara Ans BeTepuUHapHOro NPUMEHEHUS;

5) chapmakoTepaneBTnyecKas rpynna;

6) HeoOXOoAMMOCTb MPUMEHEHUS YCKOPEHHOW Npouedypbl  3KCnepTusbl
NeKapCTBEHHbIX CPEACTB B LiENsiX rocy4apCTBEHHON pernctpaumm nekapcTBEHHOIO
npenapara;

7) KOrnun OOKYMEHTOB, noaTtBepXaarolWwmx ynnaTty FOCyﬂapCTBeHHOIZ NMOLWWNHDbI:

a) 3a npoBedeHMe JIKCMepTu3bl KayecTBa JIEKAPCTBEHHOrO cpeactea WU
9KCMepTn3bl OTHOLLEHUS OXWOAEeMOW MOSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NEKapCTBEHHOrO npenapata AN BETEPUHAPHOrO  MPUMEHEHUA NpU  €ero
rocygapCTBEHHOW perncTpauuu;

6) 3a Bblgady permcTpaLoHHOrO YO0CTOBEPEHMS NEKapCTBEHHOrO Npenapara;

8) Hannume cornacus, NPeaycMOTPEHHOIO YacTblo 7 HACTOSILLEN CTaTbW, €CIN C
MOMEHTa permcTpauum pedepeHTHOro  fieKapCTBEHHOro npenapara  Aand
BETEPUHAPHOIO NPUMEHEHUS MPOLLIIO MEHEE YEM LLECTDb NeT.

(MyHKT B pepakuumn, BBeAeHHoW B AencTteue PeneparnbHbiM _3akoHOM OT 13
nions 2015 roga N 241-93.

3. PernctpaumoHHoe gocbe B Lensax 3KCnepTusbl NeKapCTBEHHOro npenaparta
ANs1 BETEPUHAPHOIO NpUMEHeHNs OPMUPYETCA M3 CrNeayoLLmMX JOKYMEHTOB:

1) KOMUs FMLEH3UN Ha NPOWU3BOACTBO JIEKAPCTBEHHbLIX CPEACcTB, BblOaHHOW
NPOV3BOAUTESIO PEMMCTPUPYEMOrO fleKapCTBEHHOMO npenapaTa AN BETEPUHAPHOTO
NPUMEHEHUS, 4S9 POCCUNCKUX MPOU3BOaUTENEN;

(MyHKT B pepakumn, BBedeHHoM B genctBue ¢ 15 umwoHa 2018 ropa
denepanbHbiM 3akoHOM OT 4 noHsa 2018 roga N 140-93.

2) KOnusl NMLEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACcTB, BblOaHHOW
npou3BoaUTENO  (papmMaLeBTUYECKOM  CyDOCTaHuuM, BXogswenW B  COCTaB
pPeErMcTpupyemMoro rekapCTBEHHOro npenapara OSi9 BeTepPUHaApHOro NpUMEHEHNS,
A5 POCCUUCKMX NPON3BOLUTESEN;

(MyHKT B pepakumn, BBedeHHoM B aenctBue ¢ 15 uwoHa 2018 ropa
denepanbHbiM 3akoHOM OT 4 ntoHa 2018 roga N 140-93.

[MogonyHKT 2 yacTn 3 HacTosLen cTaTtby BCTYnUnT B cuny ¢ 1 auBapsa 2017 roga
- CM. NYHKT 3 cTaTbu 4 PenepanbHoro 3akoHa ot 22 gekabpsa 2014 roga N 429-03.
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2 1) Konua [OKYMEHTa, BblIAAHHOMO YMNOSIHOMOYEHHLIM OpPraHOM CTpaHbl
npousBoauUTENa ONA KaXOouW NPOU3BOACTBEHHOM MIOWadKn pPerucTpupyemMoro
NeKapCTBEHHOrO npenapaTta Ans BeTePUHaApPHOro NpUMEHEHNA U No4TBEPXOatoLLEro
COOTBETCTBME MPOU3BOAUTENS NIEKAPCTBEHHOIO npenapata TpeboBaHUAM npaBusi
Hagnexawen npousBOoACTBEHHON MPAKTUKW, U ero nepeBoq Ha PYCCKUN A3bIK,
3aBepeHHble B YCTAHOBJIEHHOM MOpsS4Ke, a Takke KOMUA 3akrioyeHus o
COOTBETCTBUN MPOM3BOAMUTENSA NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npaBun
Hagnexawen npou3BOACTBEHHOW TMPaKTUKX, BblOAHHOMO  YMNOSIHOMOYEHHbIM
doegeparnbHbIM OpraHoOM MCMNOSTHUTENBHOW BrAacTU ON1S KaXaom Npou3BoaCTBEHHOMN
NSIOWALKN  pPerMcTpupyemoro JiekapCTBEHHOro npenaparta [OJ19 BeTepuHapHOro
NpUMEHEHUsI, §MBO KOMuUsl peleHnss O  MPOBEAEHUMM  MHCMEKTUPOBAHUSA
nponsBoaUTENA  NEeKapCTBEHHbIX  CPEACTB,  MPUHATOMO  YNOSIHOMOYEHHbIM
doegeparnbHbIM OpraHoOM MCMNOSTHUTENBHOW BrAacTU ON1S KaXaom Npou3BOLCTBEHHOMN
NSIOWALKN  pPerMcTpupyemoro JiekapCTBEHHOro npenaparta [OJ1I9 BeTepuHapHOro
npuMeHeHusi. YKasaHHble [OKYMEHTbl MpeacTaBnaAlTCcAa B Cllydae, ecru
NPON3BOLCTBO JIeKAPCTBEHHOrO npenapaTta OCYLUECTBMSETCHA 3a npegenamu
Poccuinckon denepauuu;

(MyHKT gononHUTensHO BKIodeH ¢ 15 uioHa 2018 roga PenepasnbHbiM 3aKOHOM
oT 4 noHa 2018 roga N 140-93)

2 2) Konua [OKYMEHTa, BblAAHHOMO YMNOSIHOMOYEHHLIM OpPraHOM CTpaHbl
npovsBoauTena  hapmaueBTMYECKOM — CyBCTaHuuMM 1M NoaTBeEpXOatoLlero
COOTBETCTBME npousBoauTens apmaueBTnyeckon cybcTaHuum, BXOASLWEN B
COCTaB pPerucTpuMpyemMoro JieKapCTBEHHOro npenapata Ansg BeTepuHapHOro
NpUMEHeHUs1, TpeboBaHNAM NpaBun Hagnexawen NPon3BOACTBEHHOW MPAKTUKK, Y
€ro rnepeBos Ha PYCCKUN A3blK, 3aBepeHHble B YCTAaHOBIIEHHOM MNopsiiKe, B Criyyae,
ecrim npousBoACTBO dhapMaLEBTUYECKOM CYOCTaHUMM OCYLLECTBNSETCS 3a
npeaenamun Poccunckon ®enepauunu;

(MyHKT gononHuTensHO BKIodeH ¢ 15 uioHa 2018 roga PenepasnbHbiM 3aKOHOM
oT 4 noHa 2018 roga N 140-93)

3) NpoekT HOPMAaTMBHOIO [OOKYMEHTa Ha IeKapCTBEHHbIM npenapaTt Ans
BETEPUHAPHOIO NPUMEHEHNS;

4) NOKYMEHT, codepXalmn criegyoLyto MHdopMauuio o dapmMaleBTUYECKOM
cyOCTaHUuMM wunn  (papmMaueBTUMECKMX CYOCTaHUMSX, BXOAAWMX B COCTaB
nekapcTBEHHOro npenapara ans BeTepuHapHOro NpUMeEHEHWS:

a) HanmmeHoBaHve dhapMaleBTUYECKON cyOCTaHUuMK, ee CTpyKTypa, obume
ceBocTBa (MpM  rocygapCTBEHHOW  perMcTpauun  UMMYHOBOMONOTMYECKNX
NeKapCTBEHHbIX NpenapatoB ANl BETEPMHAPHOrO MPUMEHEHUs1 NpeacTaBnsTCS
cBedeHMss O LWTamMMe, BKMO4Yas €ro HavMeHOBaHWe, WHdopmauu o
NPOUCXOXOEHMM, EFO CBOMCTBAX, XapakTEPUCTUKAX N MECTE 4ENOHNPOBAHNS);

(MognyHKT B penakuun, BBeaeHHonm B gencteume ¢ 13 asrycta 2019 roga
denepanbHbiM 3akoHOM 0T 2 aBrycta 2019 roga N 297-03.
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6) HaumeHoBaHWe N agpec NPOU3BOAUTENS;

B) TEXHONOrMsi MPON3BOACTBA C ONUCaHWEM CTaaui NPOU3BOACTBA M METOLOB
KOHTPOMS Ha BCEX CTaausAX NPou3BOACTBa;

r) wHopmaumss o npumecax (He npeacTaBnseTca Mnpu rocygapCcTBEHHON
perucTpaumm  UMMYHOBOMOMOIMMYECKMUX  JIEKApCTBEHHbLIX  npenapatoB AN
BETEPMHAPHOIO MPUMEHEHUS);

(MognyHKT B penakuun, BBeaeHHon B gencteume ¢ 13 asrycta 2019 roga
denepasnbHbiM 3akoHOM OT 2 asrycta 2019 roga N 297-93.

O) cneundwmkaums Ha dpapmMaueBTUYECKYO cybcTaHumio (He npeacTaBnseTcs
Npy  rocygapCTBEHHOW perMcTpaumm  MMMYHOBUOMOMMYECKUX  NEKAPCTBEHHbIX
npenapaToB 4N BETEPUHAPHOrO NPUMEHEHUS);

(MognyHKT B penakuun, BBeageHHon B gencteume ¢ 13 asrycta 2019 roga
denepanbHbiM 3akoHOM OT 2 asrycta 2019 roga N 297-93.

e) onncaHmne MeTogukK KOHTpOJId Ka4eCTBa,

X) pesynbratbl aHanmMsa cepuin  dapmaueBTMdeckon cybcTaHuum  (He
NpeacTaBnAlTCA NpPU  rOCYAAapPCTBEHHOMW pernctpauum  UMMYHOBMONMOrnm4yecKmx
nekapcTBEHHbIX NpenapaToB A9 BETEPMHAPHOTO MPUMEHEHUS);

(MognyHKT B penakuun, BBeaeHHonm B gencteume ¢ 13 asrycta 2019 ropga
denepanbHbIM 3akoHOM OT 2 aBrycta 2019 roga N 297-93.

3) nepeyeHb CTaHOAPTHbIX O0Opa3LOB WM BELWECTB, WCMOMb3yeMbiX MNpu
OCYLLECTBINEHUN KOHTPONS Ka4ecTBa;

I/I) onncaHmne XapakTepuctmk u CBOWCTB YNaKOBOYHbIX MaTepuasrios W«
YKYMNOPOYHbIX CPpencCTB,

K) OaHHble O cTabwunbHOCTM (He npeacTaBnsarTCA MpU rocygapCTBEHHOW
perucTpaunum  MMMyHOBMOSOrMYECKUX  NEeKapCTBEHHbIX  MpenapartoB AN
BETEPUHAPHOIO NPUMEHEHUS);

(MognyHKT B penakuun, BBeageHHon B gencteume ¢ 13 asrycta 2019 ropga
denepanbHbiM 3akoHOM OT 2 asrycta 2019 roga N 297-93.

) CPOK rOQHOCTW, YCIIOBUSI XpPaHEHUS;
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5) oT4yeT O pesynbTatax AOKMIMHUYECKOrO WUCCNeaoBaHUs JeKapCTBEHHOro
cpeacTtBa Ansi BETEPUHAPHOIO MPUMEHEHMUS, BKIHOYAaKOWMA ONuUcaHWe MeTOOOB
onpegeneHna OCTaTOYHbIX KOMMYECTB LEMCTBYIOLIErO BeLUecTBa (OENCTBYHOLLNX
BELLECTB), AocTUraroLwero (4OCTuraroumx) CUCTEMHONO KpPOBOTOKA, B NPOAYKL MK
YXMBOTHOIO NPOUCXOXOEHUSA NOCNE NMPUMEHEHNSA TAKOro NEKapCTBEHHOINO CPeacTBa,
a Takxe JOKYMeHTarnbHOe NoaTBepXaeHue (Banmaaums) ykasaHHbIX METOA0B;

(MyHKT B pepakuuu, BBeaeHHon B pgenctBue ¢ 13 asrycta 2019 ropga
denepanbHbIM 3akoHOM OT 2 aBrycta 2019 roga N 297-93.

6) oTyeT O pesynbratax KIMHUYECKOro UWCCreaoBaHMs JeKapCTBEHHOIO
npenapata [AOfs BEeTEePUMHAPHOIO TMPUMEHEHUS Y KaXOdoro Buaa >XUBOTHbIX,
yKa3aHHbIX B MHCTPYKLIUN N0 BETEPUHAPHOMY NMPUMEHEHMWIO;

7) NpPOEKT WHCTPYKUUM MO BETEPUHAPHOMY MPUMEHEHUIO NEKapPCTBEHHOIO
npenaparta, cogepallen crneayolme CBeaeHns:

a) HauMeHoBaHWe NieKapCTBEHHOIO npenaparta A9 BeTepUHapHOro npMMeHeHus
(MexgyHapogHOe HernaTeHTOBaHHOe, WK rpynnupoBOYHOE, WM XMMUYECKoe U
TOProBo€ HaMMEHOBaHUS);

6) nekapcTBeHHasi popmMa C yKasaHMeM HaMMEHOBAHWW U KOSIMYECTBEHHOIO
cocTaBa [OENCTBYHOLUMX BELLECTB W KA4YeCTBEHHON0 COCTaBa BCMOMOraTenbHbIX
BELLECTB;

B) onmncaHme BHeLUHero Buvaa JrekapCTBEHHOIo rpenapara Aand BeTepunHapHOro
NPUMEeHEHUA;

r) dapmakoTepaneBTMyeckass rpynna JfekapcTBEHHOro npenapaTta And
BETEPUHAPHOIO MPUMEHEHNA WM yKa3aHue "romeonaTuyecKun JieKapCTBEHHbIN
npenapar";

a) drapmakognHamumka n drapmakoKkMHeTHKa (3a NCKITIOYEeHneM
drapMaKkOKNHETMKMN roMeonaTUYeCKnX fieKapCTBEHHbIX NpenapaToB U pacTUTESbHbIX
NeKapCTBEHHbIX MNpenapaTtoB) WM OnNUCaHne WUMMYHOBMOSIOrMYECKMX CBOWCTB
neKkapCTBEHHOro npenapara;

€) NokasaHusl Anst NPUMMEHEHUS;
X) NPOTMBOMNOKAa3aHMs AN NPUMEHEHUS;
3) Mepbl NPegoCTOPOXKHOCTU MPU MPUMEHEHWN;

N) yKaszaHue BO3MOXHOCTU M OCOBEHHOCTENM MPUMEHEHUST Y BepeMeHHbIX
XVBOTHBIX, Y XXMBOTHbIX B NEPUOA flakTaL 1, y MOTOMCTBA XMBOTHBbIX;


http://docs.cntd.ru/document/560855147

K) pexvm 003MpoBaHns, cnocob BBeAEHUSA 1 NPUMEHEHNS, NPU HEODXO4MMOCTH
BpeEMSA MpuveMa neKapCTBEHHOro npenapata ANd BeTEepUHapPHOro npuMeHeHus,
NPOAOIPKATENBHOCTL NlEYEeHNs;

) BO3MOXHble NOOOYHbIE AEUCTBUS, HEXENnaTenbHble peakun Npy NpUMMEHEHUN
nekapcTBEHHOro nNpenapaTa A BeTEPMHAPHOrO NPUMEHEHUS;

M) CUMMNTOMbI MEpPedo3VPOBKW, Mepbl MO  OKasaHWio MOMOLLM  Mpw
Nnepeno3npoBKeE;

H) B3auMoLencTBME C [OPYrMMW JeKapCTBEHHbIMW npenapatamm un (1nm)
KopMamu;

0) opMbl BbiNycka JeKapCTBEHHOrO npenapata Anid  BeTepuHapHOro
NPUMEHEHUS;

n) ykasaHue (npu Heob6xoammocTn) ocobeHHOCTen OENCTBUSA JIeKapCTBEHHOro
npenaparta AN BETEepPUHapHOro MPUMEHEHUA Mpu NepBOM NpUEME WU MNpu ero
OTMEHE;

p) onucaHuve (NpM HeobxoauMOoCcTM) AEeNCTBU cneumanucta B obracTu
BETEpMHapuu, BragenbLa XXMBOTHOMO NMpu NPonycke npuema ogHon Ui HECKOSbKMX
003 NekapCcTBEHHOro npenapara Ans BeTepnHapHOro NpUMeEHeEHWS;

(MognyHKT B penakuun, BBedgeHHon B gencteume ¢ 13 asrycta 2019 roga
denepanbHbiM 3akoHOM OT 2 asrycta 2019 roga N 297-93.

C) CpOK roOoHOCTM W YyKasaHue Ha 3anpeT MNPUMEHEHMS IeKapCTBEHHOro
npenapara AJisl BETEePUHAPHOro NPUMEHEHUS MO UCTEYEHUN CPOKa rOHOCTY;

T) YCINOBUS XpaHEHUS;

y) yKasaHue Ha HeoOXOAMMOCTb XpaHeHVsi NeKapCcTBEHHOro npenaparta Ans
BETEPUHAPHOTO NMPUMEHEHNS B MECTaX, HEAOCTYMNHbIX ANs AETeu;

@) ykasaHue (Npy HeobxoaMMOCTK) cneynanbHbIX Mep NPeaoCTOPOXKHOCTU Mpu
YHUYTOXEHNN HEMCNOSb30BaHHbIX NIEKAPCTBEHHbIX NpenapaToB 415 BETEPUHAPHOIo
NPUMEHEHWS;

X) CPOKN BO3MOXXHOIo UCMNOJIb30BaHNA NpoAyKUUn XMBOTHOIO NMPONCXOXOEHUA
nocne BBeAeHUA XMBOTHOMY JIEKAPCTBEHHOIO npenapara Ald BeTepuHapHOro
NPUMEeHEHUA;

L) yCnoBus OTMYyCKa;

‘-I) HanMeHoBaHNA W apgpeca Mnpon3BoACTBEHHbIX MJIOWaO0K MNpPon3BOOUTENA
JIEKapCTBEHHOIO npenapara aJld seTepnHapHOro npuMeHeHud;
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L) HaMMEeHOBaHMe, adpec opraHu3auun, YNOrIHOMOYEHHOW aAepXaTtenem Wnm
BragenbLemM permcTpauuoHHOrO YOOCTOBEPEHMST NEKapCTBEHHOro npernapara Ha
NPUHATME NPETEH3UIN OT NOTPeduTens;

8) nNpoeKTbl MaKeToB MEPBMYHOW YNaAKOBKM U  BTOPUYHOW  YNaKOBKW
rNeKkapCTBEHHOro npenapara s BETEPUHAPHOro NpUMeHeHUs;

9) crnenywowme cBedeHVs O NeKapCTBEHHOM MnpenapaTte Ans BeTepuHapHOro
NMPUMEHEHWS:

a) onucaHWe UK COCTaB IleKapCTBEHHOro npenapata ans BeTepuHapHOro
NMPUMEHEHWS;

6) onucaHne dapmaueBTUHECKON pas3paboTKu;

B) onucaHve npouecca npouM3BOACTBA W €ro KOHTPONd, noanucaHHoe B
nopsiake, yCTaHOBSIEHHOM B COOTBETCTBMM C YacTbio 1 HACTOSILLEN CTaTbMU;

(MognyHKT B penakuun, BBegeHHonm B gencteume ¢ 13 asrycta 2019 ropga
denepanbHbiM 3akoHOM OT 2 asrycta 2019 roga N 297-93.

) onUcaHne KOHTPOMsS KPUTUYMECKUX CTaaun nNpomsBOACTBa U NPOMEXYTOYHOWN
NPOAYKLMKN, NogNMCaHHOe B Nopsiake, yCTaHOBIIEHHOM B COOTBETCTBUM C YaCTbHO 1
HacTOSALLEN CTATbW;

(MognyHKT B penakuun, BBedgeHHon B gencteume ¢ 13 asrycta 2019 roga
denepanbHbiM 3akoHOM OT 2 asrycta 2019 roga N 297-93.

) HanMmeHoBaHMS M agpeca paspaboTuyumka, gepxaTensa wunm Bnagenbua
pernMcTpauoOHHOro YOOCTOBEPEHWS NeKapCTBEHHOrO npenapara,
NPON3BOACTBEHHbIX MSIOWAA0K MPOM3BOAMTENS NEKapCTBEHHOro npenapara and
BETEPMHAPHOIO MPUMEHEHUSI C YKasaHWEM CTagun TEXHOSOrMYecKoro npotecca,
OCYLUECTBNSIEMbIX  Ha NPOM3BOACTBEHHbLIX  Mrowagkax  npousBoauTens
NeKkapCTBEHHOro npenapara Ansi BETEPUHAPHOro NPpUMEHEHUs;

(MognyHKT B pegakuun, BBegeHHon B aenctemne PegepasnbHbiM 3aKOHOM OT 13
nona 2015 roga N 241-93; B pegakuumun, BBegeHHon B genctene ¢ 13 asrycta 2019
roga PenepanbHbiM 3akoHoM OT 2 aBsrycta 2019 roga N 297-93.

e) papmaLeBTMYecKkasi COBMECTUMOCTb;
) MUKpPOBMOorMyeckne xapakTepucTuKu;
3) MaTepuarnbHbln 6anaHc Ans NPon3BoACTBaA CEPUN FOTOBOIO NPOAYKTA;

I/I) onncaHmne XapakTepuctmk u CBOWUCTB YNakoOBOYHbIX MaTepuasrios w”
YKYMNOPOYHbIX CPencCTB,

K) OOKYMeHTarnbHOe MoATBepxaeHue (Banugaumsi) npoueccoB W (Mrm) wux
OL|EeHKa;
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n) TpeboBaHMA K Ka4yecTBYy BCMomMoraTesibHbIX BeLEeCTB (cepTudmkar,
cneumdmKaumsa Ha BCrioMoraTerbHble BelecTBa 1 nx 06ocHoBaHue);

M) aHalmTn4eckmne MeToaukn, Ucnosib3yemble MNMpu OCYLUECTBIIEHN KOHTPOJIA
Ka4deCcTBa BClroMorartesibHbIX BELWEeCTB;

H) OOKyMeHTanbHOe NOATBepXaeHue (Banuaauusl) aHanMTU4eCcKUX METOAVK,
MCNOMb3yeMbIX MPW  OCYLUECTBINEHUM KOHTPONS KayecTBa BCroMoraTerbHbIX
BELLECTB;

O) I/IHC*)OpMaLI,I/IFI 00 Mcnonb30BaHMM BCNOMOraTernbHbIX BELWECTB YEroBEYECKOro
N XMBOTHOIO NMPOUNCXOXOEHUA,

M) nognyHKT yTpatun cuny ¢ 13 aerycta 2019 roga - PegepanbHbli 3aKOH OT 2
aBrycta 2019 roga N 297-93;

p) TpeboBaHNA K Ka4yeCcTBY JleKapCTBEHHOro npenapata AN9 BeTepUHapPHOro
NpUMeHeHnst (cepTudmkaTt, cneumdmKauna Ha fekapCTBEHHbIM npenapar un KX
0b60oCHOBaHue);

C) aHalimTn4yeckme MeToaukun, ucnosib3dyemble Mpn OCYLIECTBIIEHN KOHTPOJIA
KaydeCTBa JIeKapCTBEHHOIO rpernapara ajid BeTepnHapHOro rnpyuMeHeHuA,

T) OOKyMEeHTanbHOe MNOATBepXaeHue (BanvMpauusi) aHanmMTUYECKMX METOAMK,
NCMNOMb3yeMbIX MNPW  OCYLUECTBMEHWM KOHTPONS KavecTBa JleKapCTBEHHOro
npenapara Ans BeTepnHapHOro NPUMEHEHUS;

y) OOKYMEHT, MOATBEepXOalolmMiA Ka4yecTBO EeKapCTBEHHOrO nperaparta Tpex
MPOMBILLINEHHbIX Cepuii (MPOTOKOMN aHanm3a unv ceptTudmkaTt aHanunsa), ogHa cepus
KOTOpPOro [OIPkHa coBradaTb C cepueit obpasla nekapCcTBEHHOro rnpenapara,
NoJaHHOIo Ha PErMCTPaLVIo;

) XapakTepucTuka npuMmecem;

X) nepevyeHb CTaHOapTHbIX 06p83LI,OB, NCMNoJib3yeEMbIX MNpn OCyLlIeCTBIIEHNN
KOHTPOJIA Ka4eCTBa JIeKapCTBEHHOIO rnpernapara aJid BeTepnHapHOro npuMeHeHud;

L|) OaHHble O CTabunbHOCTU JIEKapCTBEHHOrO Mnpenaparta Ansi BeTepuHapHOro
NPUMEHEHUS;

10) konua [OOKYMeHTa, coaepXxawero uHdgopMauui o Hamudum unn o6
OTCYTCTBUM PaKTOB perncTpaumm nekapCTBEHHOro rnpenapara Ans BeTepmuHapHoro
npumMeHeHus 3a npegenammn Poccunckon ®enepavmu;
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11) cornacue B NUCbMEHHOM hopMe, NPeayCMOTPEHHOE YacTblo 7 HACTOSILLEN
cTaTtbun, B Crny4ae permctpawmm BOCNpPON3BELEHHOO fieKkapCTBEHHOMO Npenapara;

(MyHKT B pepakuun, BBeAeHHoW B AencTteue PenepanbHbiM 3akoHOM OT 13
nona 2015 roga N 241-93.

12) KonMMs OOKYMEHTa Ha PYCCKOM $3blke, 3aBEPEHHONO0 B YCTAHOBIIEHHOM
nopsioke W MOATBEPXKOAKLWIEro NPaBOMOYHOCTb 3asiBNIEHMS O rOCyAapCTBEHHOM
permcTpaunum nekapCTBEHHOro npenaparta AN BEeTEepUHAPHOro  MPUMMEHEHUS
(0OBEPEHHOCTD);

13) cBedeHMa O  TrOCYAAapPCTBEHHOW  perucTpaumm  reHHO-MHXEHEPHO-
MOLNMLIMPOBaHHbBIX OPraHM3MOB, NpeaHa3Ha4YeHHbIX A9 BbiNyCKa B OKPY»atoLLyto
cpeny (Npy rocygapCTBEHHOW pernctpaumn nekapCTBEHHbIX npernapaTtoB Anid
BETEPUHAPHOIO MPUMEHEHNS, MOMYYEHHbIX C MPUMEHEHMEM TEHHO-UHXEHEPHO-
MOLNMNLIMPOBAHHBIX OPraHM3MOB Ui COAEPXaLLMX Takme opraHu3Mbl).

(MyHkT pononHuTensHo BkodeH ¢ 13 aerycta 2019 ropa PenepanbHbiM
3akoHom ot 2 aBrycta 2019 roga N 297-93)

4. Tlpn npoBefeHMN YCKOPEHHOW npouenypbl 9KCMepTusbl JieKapCTBEHHOro
npenapata Ans BETEPMHAPHOIO MNPUMEHEHUA B LENSX €ro rocyaapcTBEHHOM
perMcTpaumm BMeCTO OT4yeTa paspaboTymMka o pesynbTaTax LOKIIMHUYECKOro
nccnegoBaHns NEKapCTBEHHOMO CpeacTBa Ans BETEPUHAPHOIO NMPUMEHEHUST MOXET
ObITb NpeacTaBrieH 0630p HayyHbIX paboT O pesynbratax LOOKIIMHUYECKOro
nccnegoBaHnst pedepeHTHOro JieKapCTBEHHOro npenapara ansi BETEPUMHapHOro
NPUMEHEHNSI, @ BMECTO OT4yeTa O pe3ynbrTartax KIMHWUYECKOro uccrieqoBaHUA
nekapcTBEHHOro npenaparta Ansi BETEPMHAPHOrO NPUMEHEHUS OTYET O pesyrnbTraTax
nccnegoBaHnin  BUOSKBMBANEHTHOCTM  BOCMNPOU3BEOEHHOIO  flieKapCTBEHHOMO
npenapaTa ang BeTepMHapHOro NpUMeEHEHUS.

(Yactb B pepakuun, BBedeHHon B penctBne c¢ 13 asrycta 2019 ropga
denepanbHbIM 3akoHOM OT 2 aBrycta 2019 roga N 297-93.

5. Ha oakcneptnsy pasfnyHbiX neKapCTBEHHbIX ()OpM OAOHOMO U TOMo Xe
NeKapCTBEHHOro npenapata Ansg BETEPUHAPHOrO MNPUMEHEHUs  3asBUTElb
npencraBndeT OTAerbHble 3aABSfIEHNA U pPerMcTpauuoHHbIE [0Cbe Ha Kaxayro
neKkapcTBeHHyto dopmy. [lpy ycrnoBuM OOHOBPEMEHHOM MoAdadn Ha 3IKCNepTusy
OLOHOW nekapcTBeHHOM {opMbl C pPasfMYHbIMUA  OO3UMPOBKOW, KOHLIEHTpaLumen,
06 beEMOM 3asiBUTENb NPEACTaBAET O4HO 3asiBfieHMe N perncTpaunoHHOe 4OCke C
NPUSIOXKEHNEM MaKeTOB NEPBUYHOWN YNakOBKU U BTOPUYHOW ynakoBKU. Ha makeTtax
NepBUYHON YNaKOBKM N BTOPUYHOW YMNaKOBKWM YKa3biBAOTCA BCEe MNPOU3BOAUMbIE
OO03MPOBKKW,  KOHLEHTpauuu, oO0bemMbl W KOMMYECTBO [O3 B  YNakoBKe
rNeKkapCTBEHHOro npenapara s BETEPUHAPHOro NpUMeHeHUs.

(Yactb B pepakuun, BBedeHHon B penctBne ¢ 13 asrycta 2019 ropga
denepasnbHbiM 3akoHOM OT 2 asrycta 2019 roga N 297-93.
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6. 3aaBuTenb BrpaBe MpeacTaBUTb MO COOBCTBEHHOM WHMUMATUBE BMECTE C
3asiBfieHNeM O rocygapCTBEHHOW pernctpauuu rekapcTBEeHHOro npenaparta and
BETEpPUHapHOro NPUMEHEHNS OOKYMEHTHI, noaTeepxgaroLme ynnarty
rocy4apCTBEHHOM MOLLWIMHbI U YKa3aHHbIe B NYHKTE 7 YacTu 2 HacToswen ctatbu. B
cryyae nx HernpeacTaBrieHUsi COOTBETCTBYIOLMU YNOSTHOMOYEHHbIN (hefiepasibHbIN
opraH WCMONHUTENbHOW BlAcTU NPOBepseT akT ynnaTtbl  3adABUTENEM
rocy4apCTBEHHOM NOLLMHLI NOCPeaCTBOM UCMNONb30BaHNS MHGopmaummn o6 ynnarte
rocygapCTBEHHOM NMOLLMHBI, cogepxaLlencs B [ocynapcTBeHHON
NHEPOPMALMOHHON CUCTEME O roCYAapCTBEHHbIX N MyH/LMNArbHbIX Nrarexax, Ha
OCHOBaHuUM MpeacTaBlieHHbIX 3asBUTENEM KOMUMA OOKYMEHTOB, Mo4TBEepXOaroLLmx
ynnaTy rocyaapCTBEHHOW NOLLUUHBI.

7. He ponyckaetca ucnonb3oBaHME B KOMMEPYECKUX Lensax MHGopMauun o
pesynbTatax OOKIMHUYECKMX UCCeoBaHUMM  JIEKapCTBEHHbLIX CPeAcTB W
KIMTMHUYECKMX UCCNeaoBaHWA NEKAPCTBEHHbIX MpenapaTtoB ANd BeTepUHapHOro
NPUMEHEHNS, NpeaCTaBfieHHON 3adBUTENEM Af1s rocygapCTBEHHOW perucTpaumm
NeKapCTBEHHbIX npenapartoB, 6e€3 ero cornacusi B Te4eHue LWeCcTU neT ¢ aathl
rocyaapCTBEHHOM perncTpaumm pedepeHTHOro JfekapCTBEHHOrO npenapata B
Poccuinckon denepaumn.

8. [epxatenb wm  Bnageney,  perMcTpaulmMoOHHONO  YOOCTOBEPEHUS
NEeKapCTBEHHOro npenaparta Ans BETEPUHAPHOrO MNPUMEHEHUS1 NpeacTaBnsieT B
YMNONMHOMOYEHHbIN  (pefeparibHbIi - OpraH  UCMOSIHUTENTbHOW BfacTU  OTYeT Mo
pesynbTaTtaMm dpapMakoHan3opa ouH pa3 B LLUECTb MECSILLEB B TeYyeHue ABYX NeT
nocrie rocygapcTBEHHOM pernctpaumm rekapcTBeHHOro npenapara B Poccumnckon
denepauunn, 3aTemM exerogHo B Te4eHMe nocreayrowmx Tpex NneT U B AarnbHenwem
OOWH pa3 B Tpu roga.

(YacTb pononHutensHo BkModeHa ¢ 13 aerycta 2019 roga PeneparnbHbiM
3akoHoM ot 2 aBrycTta 2019 rona N 297-93)

(Ctatba B pepakuumn, BBegeHHom B pgenctBne ¢ 1 wmwona 2015 ropa
denepasnbHbIM 3akOHOM OT 22 fekabpsa 2014 rona N 429-P3.

KommeHTapuit K ctatbe 17

Ctatba 18. [logaya u paccmoTpeHue 3asiBNeHus o
rocyaapCTBeHHOM perncrpaunm nekapcTtBeHHOro
npenaparta Ansa MeaUMUUHCKOro npuMeHeHus

(HanveHoBaHve B pepakuun, BBegeHHon B pgencteue ¢ 1 wmonsa 2015 roga
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.
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1. [Ana rocyoapCTBEHHOM perucTpauuv nekapCTBEHHOro npenaparta Ans
MELULIMHCKOrO MPUMEHEHUS lopuanyeckoe nuuo, OEenCTBYOLEe B CODCTBEHHbIX
MHTepecax UM ynosIHOMOYEHHOE NMpeacTaBndaTb MHTEPECHI 4PYroro opuanyecKkoro
nvua v 3asBnstoLLee fiekapCcTBEHHbIN Npenapar Ha rocygapCTBEHHYIO perncTpaunio
(Danee B HacToOdALWEN cTaTbe - 3aABUTENb), NPencTaBnseT B YNONHOMOYEHHbIN
doeaeparnbHbIf opraH NCNOSHUTESTbHOMN BflacTy, OCYLLECTBIIAIOLLMIN
roCcygapCTBEHHYIO pPerucTpauuio fiekapCTBEHHbIX MpenapaTtoB ON19 MeOULMHCKOro
NPUMEHEHNS, B 3SIEKTPOHHOM bOpMe M Ha OyMaKHOM HoOcuUTene 3asiBfieHne o
rocygapCTBEHHOW perucTpauuv JiekapcTBEHHOro npenapara Ansg MeguuMUHCKOro
NMPUMEHEHUs,, a Takke B Nopsake, YCTAHOBSIEHHOM  YMNOSIHOMOYEHHbIM
doegepanbHbIM OpraHoM UCMOSTHUTESNTbHOW BriaCcTW, B 3NIEKTPOHHOM dhopMe U Ha
OymMaxHOM HocuTerne HeobxoguMble OOKYMEHTbI, W3 KOTOpbIX opMupyeTcs
perMcTpaumMoHHOe [O0Cbe Ha JIeKapCTBEHHbIA npenapatr and  MeauLMHCKOro
NPUMEHEHUS.

(HYactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropga
dPenepanbHbIM 3akoHOM 0T 22 aekabpsa 2014 rona N 429-03.

2. B 3agBneHun o rocygapCTBEHHOW perMcTpauum JieKapCTBEHHOro npenapata
Ans MeguLMHCKOro NpUMEHEHNs yKa3blBatoTCS:

1) HaMmeHoBaHWe, agpec 3asBUTENd W NPOU3BOAUTENS NEeKapCTBEHHOro
npenapata ana MeauUWHCKOro npuMeHeHus, cBegeHnst o6 ux pernctpauum B
Ka4ecTBe Hanoronfatenbwmka B CTpaHe peructpauum (Ona  pPOCCUMCKMX
topUOMYECKUX NN, - NOEHTUGMKALNOHHBIN HOMep HarnoronnaTtensuwyka (MHH), ons
MHOCTPAHHbIX OPUONYECKUX JUL, - CTpaHa perncTpauumn, HanmMeHoBaHue
PErMCTPUPYIOLLEro opraHa, perMcTpaunoHHbIM HOMEep, KO4 Hanorornnartesnblpka B
CTpaHe perucTpauum (MHKopropauum) wunM ero adanor) W agpec MecTta
OCYLLUECTBIIEHNA MPOM3BOACTBA JIEKapCTBEHHOro npenapara (B crydae Hanmdud
HECKOSIbKMX Y4aCTHUKOB Mpouecca ero npou3BoacTBa Heobxoaumo yKasaTb
KaXkOgoro y4acTH/MKa B COOTBETCTBUM C OCYLLECTBIIAEMON CTagmen Npon3BoaCcTea);

(MognyHKT B pepakuun, BBegeHHoOM B gencteune ¢ 1 auBaps 2018 ropga
denepanbHbiM 3akoHOM 0T 28 aekabpa 2017 rona N 425-93.

2) HaMMeHOBaHWe NieKapCTBEHHOIO npenapara and MeguLUHCKOro NpUMEHeEHUs
(MexgyHapogHOe HernaTeHTOBaHHOe, WK rpynnupoBOYHOE, UMM XMMUYECKoe U
TOProBo€ HaMMEHOBaHUS);

3) nepeveHb OENCTBYHOLMX N BCMOMOraTernbHbIX BELLIECTB, BXOASALWMX B COCTaB
NekapcTBEHHOro npenapata Ans MeOUUMHCKOrO MPUMEHEHUsl, C  yKasaHueM
KOnMyecTBa KaXaoro U3 HUX;

4) nekapcTBeHHas hopMa, 403MPOBKa, CNOCOObI BBEAEHMS Y MPUMEHEHUS, CPOK
roqHOCTW NeKapCTBEHHOIro NpenapaTta A MeauUNHCKOro NPUMEHEHUS;


http://docs.cntd.ru/document/420241318
http://docs.cntd.ru/document/556175648

5) dapmakoTepaneBTMyeckas rpynna, Kod — aHaTOMO-TepaneBTUYeCKO-
XMMUYECKOM  Knaccudmkauum, pekomeHgoBaHHoOW BcemupHon opraHusaumen
34paBoOOXpaHeHWs, 3asaBNAeMble MOKasaHWa O MPUMEHEHUS JieKapCTBEHHOro
npenapara 419 MeauLMHCKOro NpuMeHeHus;

6) oOTCcyTCTBME HEOOXOOMMOCTW NpPedocTaBfieHNss OT4yeTa O pesynbraTtax
KIMMHUYECKOro nccreaoBaHus, ncenegoBaHus OVO3KBMBANEHTHOCTM
NEeKapCTBEHHOro npenapara, paspeleHHoro Angd MeAUUWHCKOro MNpUMEHEHUsT B
Poccuinckon depepaumm 6onee paBaguatv net, C yKasaHMEM HOPMAaTMBHbIX
NpaBOBbIX aKTOB, NOATBEPXKAAKOLLMX JaHHBIN CPOK NPUMEHEHUS;

7) HeobXxoAMMOCTb O(OPMIIEHNA paspeleHns Ha BBO3 B Poccumnckyro
denepaunio KOHKpPEeTHOM napTum 3aperncTpmupoBaHHbIX n (Mrm)
He3aperMcTpupoBaHHbIX  NIEKAPCTBEHHbLIX CPeACcTB, NpeAHasHadeHHbIX AN
NpOBEAEHNS IKCMNEPTU3bl JEKApPCTBEHHbIX CPeaCTB B LENsX rocyaapcTBEHHOM
perucTpauum;

8) HeobxoAMMOCTb MNPOBEAEHUSI IKCMEPTU3bl AOKYMEHTOB, NPEACTaBMEHHbIX
ONs onpedeneHns BO3MOXHOCTM paccMmaTpuBaTb NEKapCTBEHHbIM npenapat Aans
MEANLIMHCKOro NPUMEHEHMS! NMPU OCYLLECTBIIEHUM FOCYAapCTBEHHOW perucTpaummn B
kayecTBe opdaHHOro fieKapCTBEHHOO NpenapaTa;

9) HeoOXOAMMOCTb MPUMEHEHUS YCKOPEHHOW Npoueadypbl  3KCNepTusbl
NeKapCTBEHHbIX CPEACTB B LieNsiX rocy4apCTBEHHON pernctpaumm nekapcTBEHHOIO
npenapara;

10) KonNuM LOKYMEHTOB, NOATBEPXKAAKOLLWMX YNIATy roCyAapCTBEHHOW NOLLTUHbI:

a) 3a nNpoOBedEeHMEe IKCMepTU3bl [OOKYMEHTOB, MpeAcTaBMeHHbIX Ans
onpedeneHnsl BO3MOXHOCTW paccMmaTpuBaTb NEKapCTBEHHbI npenapat Ans
MEANLIMHCKOrO NPUMEHEHMS! MPU OCYLLECTBIIEHUM FOCYAapCTBEHHOWN perucTpaummn B
kayecTBe opdaHHOro NekapCTBEHHOro Npenapara;

6) 3a npoBedeHWe 3IKCNepTM3bl KayecTBa JIEeKapCTBEHHOro cpeactsa WU
9KCNEepTU3bl OTHOLLEHUS OXMOAEMOM MOSb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
NEeKapCTBEHHOro npenapara, paspeleHHoro AN MeOUUWHCKOro MNpUMEHEHUsT B
Poccuinckon  ®depepaummn 6Gonee aBaguatu  neT, nNpu  OCYLIECTBIEHUN
rocyaapCTBEHHOM perncTpawumm nekapcTBEHHOro npenapara;

B) 3a npoBedeHMEe JKCNepTusbl KadecTBa JIEKApCTBEHHONO cpeacTBa W
9KCMepTn3bl OTHOLLEHUS OXWOAeMOW MOSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NMEKaApCTBEHHOrO npenapara ANd  MEOUUMHCKOro  MNPUMEHEHUS MNpu  ero
rocygapCTBEHHOW pernctpauuu;



) 3a npoBedeHWe 3KCMepTU3bl KadecTBa JleKapCTBEHHOro cpeactBa W
9KCMepTn3bl OTHOLLEHUS OXWOAEeMOW MOSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NeKapCTBEHHOro npenapata a9 MegUUMHCKOrO MNPUMEHEHUHA, B OTHOLLEHUU
KOTOPOro  npoBedeHbl  MeXOyHapoAHble  MHOIOUEHTPOBble  KIMMHUYECKUE
nccregoBaHns, 4YacTb M3 KOTOpbIX npoBegeHa B Poccuinckon depepauun, npu
OCYLLECTBJIEHUN roCy4apCTBEHHOW perncTpawum rnekapcTBEHHOro npenapara;

11) Hanmume cornacus nNpomM3BOAMTENs  JFIeKapCTBEHHOro  npenaparta,
NPON3BOLCTBO KOTOPOro OCYLIECTBSAETCA 3a npeaenammn Poccuinckon denepauum,
Ha NpoBeAeHne MHCNEKTUPOBAHMS MPOM3BOAUTENA HA COOTBETCTBUE TpeboBaHMAM
npaBun Hagnexallen npon3BoaCcTBEHHON NPAKTUKK;

12) HanM4ue cornacusi, NPeayCMOTPEHHOIO YacTbio 18 HacTosAWEeN cTaTby;

13) ykasaHve BuOa JleKapCTBEHHONO npenapata, MpeacTaBneHHoOro Ha
percTpauno (pedepeHTHbIM NeKapCTBEHHbIM npenapaTt, BOCMPOU3BELEHHbIN
NeKapCTBEHHbIM  npenapart, OuonorMvyecknin  nNeKapCTBEHHbLIM  npenapar,
GuoaHanoroBbin  (6MONOOOOHBIN)  fleKapCTBEHHbIM  NpenapaT  (GuoaHanor),
roMmeonaTu4ecKknn JeKapCTBEHHbIM npenapaT, JeKapCTBEHHbIW pacTUTENbHbIN
npenapar).

(Hactb 2 B pepakuuu, BBedeHHon B pgenctene ¢ 1 wmonsa 2015 ropa
PepeparnbHbIM 3aKoHOM OT 22 fekabpsa 2014 roga N 429-93.

3. PernctpaumoHHoe OoCbe Ha fleKapCTBEHHbIN npenapat ans MeauunHCKOro
NPUMEHEHNS NpefocTaBnsaeTcs B opmMe 0OLLErO TEXHNYECKOro JOKYMEHTa.

(Hactb B pepakuumn, BBedeHHon B pfencteBne ¢ 1 saHBaps 2016 roga
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

4. Pazgen AOKyMeHTauM1 agMUHUCTPATMBHOIO XxapakTepa BKIoYaeT B cebs:

1) 3asiBNeHmne o rocygapCTBEHHOW perncTpauun rnekapCTBEHHOro npenapara ans
MEeOULMHCKOrO NPUMEHEHNS B 3NEKTPOHHOM hopMe U Ha ByMakHOM HOCUTEnE;

2) KOMuIo [AOKYMEHTa Ha pPYCCKOM $3blke, 3aBEPEHHOr0 B YCTAHOBIIEHHOM
nopsake 1 noaTBePXOatoLLEero NpaBOMOYHOCTb 3asBUTENSA nogaBaTth 3asBreHue O
rocygapCTBEHHON perMcTpaumm nekapCTBEHHOro npenaparta Ansg MeauuuMHCKOro
NpUMeHeHns1 (0OBEPEHHOCTD);
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3) KOnulo INULEH3MM Ha MNPOM3BOACTBO JIEKApPCTBEHHbIX CPEeaCTB WM KOMWIo
3aKMIOYEHN O COOTBETCTBMM  NPOU3BOAUTENST  NIEKAPCTBEHHbIX CPeacTB
TpeboBaHMsaM NpaBun Hagnexawen npou3BOACTBEHHON MPAKTUKK, BblAAHHbIX
YNOSHOMOYEHHbIM hefeparnbHbIM OpraHOM MCMNOSTHUTENBHOW BracTu B OTHOLLEHUU
NPOM3BOACTBEHHON MMOLWALKN PErMcTpupyemMoro riekapCTBEHHOro npenapara, B
criydae, ecnm npou3BOACTBO JIEKAPCTBEHHOMO Mnpenapata OCYLIECTBNSETCS B
Poccuinckon denepauuu;

(MyHKT B pepakumn, BBedeHHoM B genctBue ¢ 15 umwoHa 2018 ropa
denepanbHbiM 3akoHOM OT 4 noHsa 2018 roga N 140-93.

4) KONWKO BbIAAHHOW YMNOSIHOMOYEHHBbIM OpPraHoOM CTpaHbl MPOU3BOAUTENS
INMLLEH3NN Ha NPOMN3BOACTBO fleKapCTBEHHOrO NpenapaTa U ee NepeBos Ha PYCCKUK
A3blK, 3aBEpPEHHbIE B YCTAHOBSIEHHOM MOPSAKE, a TakKXe KOMUIo 3aKfYeHus o
COOTBETCTBUN MPOM3BOAMUTENSA NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npaBun
Hagnexallen MpPOM3BOACTBEHHOM MPaKTWMKW, BblAAHHOMO  YNOSIHOMOYEHHbLIM
degepanbHbIM OpraHoM UCMONHUTENBHOM BlacTU B OTHOLLEHUN NPON3BOACTBEHHON
Nnowaakm permcTpmpyemoro fekapCcTBEHHOro npenapara, UM KOMuilo peLLEeHUs
YNOSTHOMOYEHHOrO dhefieparnibHOro opraHa UCMNOSHUTENBLHOW BracTu O NpoBeseHUu
NMHCMNEKTUPOBAHUA MNPOU3BOAMUTENS JEKAPCTBEHHbLIX CPEAcTB, B Cry4vae, ecnv
NPOM3BOACTBO JIEKAPCTBEHHOro npenaparta OCYLECTBNAETCA 3a npegenamu
Poccuinckon denepaunu;

(MyHKT B pepakumn, BBedeHHoM B pgenctBue ¢ 15 umwoHa 2018 ropa
denepanbHbiM 3akoHOM OT 4 noHsa 2018 roga N 140-93.

5) NPOeKT WHCTPYKUUM MO MEOULMHCKOMY MPUMEHEHUIO NEKapCTBEHHOo
npenaparta, cogepxallen crneayolme cBeaeHns:

a) HanMeHoBaHue NeKapCTBEHHOroO npenapara (MexgyHapogHoe
HenaTeHTOBaHHOe, WM PYNMNUPOBOYHOE, WM XMMUYECKOe U  TOProBoe
HaMMeHOBaHUS);

6) nekapcTBeHHasi popMa C yKasaHMEM HaMMEHOBAHWA WU KOSIMYECTBEHHOIO
cocTaBa [OEWCTBYHOLLMX BELLUECTB M KA4YeCTBEHHOIO COCTaBa BCNoMoraTesSibHbIX
BewwecTB (Npu HeobXOAMMOCTM KOSIMYECTBEHHOrO CcocTaBa BCMOMOraTesbHbIX
BELLECTB);

B) onncaHme BHELWIHEro Buvaa rnekapCcTBeHHOro rnpenapara and meanumHcKoro
NPUMEeHEHUA,

r JM3NKO-XMMUYEecKmne cBOMWCTBA (ans paguodapmMaLeBTUYEeCKNX
nekapcTBEHHbIX NpenapaToB);

0) drapmMakoTepaneBTUYecKkasa rpynna, KoA NeKapCTBEHHOro npenapata Ans
MeAWLMHCKOro NpUMEHEeHUs no aHaTOMO-TepaneBTUYEeCKO-XMMNUYECKON
Kraccudpmkaumm, pekomeHgosaHHoOM BcemupHon opraHmnsaumein 34paBoOXpaHeHNs,
NN ykasaHve "romeonaTtn4yeckun fiekapcTBeHHbIN npenapar”;
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e) dhapmakoanHamumka n drapmakoKkmMHeTHKa (3a NCKITIOYEeHeM
drapMaKkOKMHETMKN roMeonaTUYeCKUX fieKapCTBEHHbIX NpenapaToB U pacTUTESbHbIX
nekapcTBEHHbIX NpenapaToB);

X) NOKa3aHusa Anst NPUMEHEHs!;
3) NPOTMBOMNOKa3aHMs 118 MPUMEHEHUS;
1) Mepbl NPEAOCTOPOXHOCTU NPU NPUMEHEHUN;

K) yKkasaHue BO3MOXHOCTM W OCOBEHHOCTEN MNPUMEHEHUST JEKAPCTBEHHOIO
npenapata Ansg MeauUMHCKOro  NPUMEHEHUS BepeMEHHbIMU  KEHLLUMHaMW,
XEHLUMHaMKM B nepuo rpyaHoro BCKapMimMBaHus, 4eTbMu, B3pOCTbIMU, MMEKOLLMMU
XpOHM4YeCcKne 3aborneBaHus;

n) pexum O03MpoBaHUS, crnocobbl BBeOEHUSS W MNPUMEHEHWs, Npu
HeobXxoOMMOCTN BPeEMsI MpvemMa feKapCTBEHHOro npenapata Ans MeauLMHCKOro
NPUMEHEHUS, NPOLOIPKATENBHOCTL NIEYeHMs, B TOM 4uicrne y AeTten oo M nocre
OJHOrO roaa;

M) BO3MOXHbIE HeEXernaTeslbHble peakuun rnpm npuMeHeHnn nekapcTtBeHHOro
npenapara ana megunumnHCKoro npuMeHeHud,;

H) CUMMTOMbI NepPeao3NPOBKU, MEPbI MO OKa3aHMI MOMOLLM NPV Nepeno3NpPOBKE;

0) B3auUMOAEWCTBME C APYrMMW NEeKapCTBEHHbIMM Mpenapatamm n (Unm)
NULLEBLIMU NPOAYKTaMU;

N) hopMbl BbIMyCKa NekapCTBEHHOrO Npenapara;

p) ykasaHue (npu HeobxoammocTn) ocobeHHOCTeN OENCTBUSA JIeKapCTBEHHOro
npenapata And MeAULMHCKOrO MPUMEHEHUS MpU NEepBOM MpUeEME WM NpU €ero
OTMEHE;

C) onucaHue (NpuM HeobxoauMMOCTW) OercTBu Bpada (denbwepa) n (unm)
naumeHTa npu nponycke npuemMa OL4HOW WM HECKONbKUX A03 JleKapCTBEHHOro
npenapata Ans MeguUMHCKOro NpUMeHeHUS;

T) BO3MOXHOE BJIMAHME JIEKAPCTBEHHOIO nMpernapara A MeguunHCKOro
nEUMEHEeHNA  Ha CNocobHOCTb ynpaeJiATb  TPaHCMOPTHbIMKM  CpenCTBaMMu,
MexXaHN3MaMU;

y) CPOK TOOHOCTM W YyKasaHue Ha 3anpeT MpPUMEHEeHUs NEeKapCTBEHHOo
npenapara Ans MeAULIMHCKOro MPUMEHEHUS MO UCTEYEHUN CPOKa FOHOCTY;

) ycrnoBusa xpaHeHus;



X) yKasaHue Ha HeobXxoOMMOCTb XpaHEeHus1 NeKapCTBEHHOro npenapara Aans
MeAULMHCKOro NPUMEHEHNS1 B MeCcTax, HeOCTYNHbIX ANs AeTew;

L) ykasaHue (npu HeobxoaMMoCTn) creymanbHbIX Mep nNpegoCTOPOXHOCTU Npu
YHUYTOXEHNN HEUCMNOSb30BaHHbIX JIEKAPCTBEHHLIX NpenapaToB AN MeAULMHCKOro
NPUMEHEHWS;

4) YCroOBWUS OTMYCKa;

L) HAUMEHOBAHUS M agpeca MpPOM3BOACTBEHHbIX MMOWAA0K MPOM3BOOUTENS
reKapCTBEHHOIo npenapara;

lLl) HaMMeHOoBaHWe, aapec opraHu3auuu, YNONHOMOYEHHOW AepxaTenem Wnm
BradenbLemM perMcTpaLuoHHOro yOOoCTOBEPEHMST NeKapCTBEHHOrO npenapata ans
MEANLIMHCKOro NPUMEHEHNSI Ha NPUHSITUE NPETEH3UIN OT NoTpebutens;

6) MHCTPYKLUMIO MO MEANLNHCKOMY MPUMEHEHWNIO UMM KPaTKYH XapaKTEPUCTUKY
nekapcTBEHHOIo Npenapara, YyTBepXaeHHbIe B CTpaHe Npov3BoAUTENs;

7) MpOeKTbl MakeToB MEPBUYHOW YMNaKOBKM W  BTOPUYMHOM  YMAKOBKU
rekapCTBEHHOIO npenapata Anst MeAULMHCKOro NPUMEHEHUS;

8) MpoeKkT HOPMAaTMBHOW [OOKYMEHTauMM WM HOPMaTMBHOIMO [AOKYMEHTa Ha
NeKapCcTBEHHbIN npenapaTt Ans MeaUUMHCKOro MpuUMeEHeHus nnbo  ykasaHue
COOTBETCTBYHLLEN (papMakonenHom cTaTbi;

9) LOKYMEHT, coaepXammn MHGopPMaLnio 0 Hannm4um unn o6 oTCyTCTBUN (PaKToB
perMcTpaumn nekapCTBEHHOro npenapara gnsgd MeguuMHCKOro MNMpUMEHeHna 3a
npeaenamn Poccunckon ®enepaumnu;

10) KonuM [OOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBIIEHHOM MoOpsigke MU
noaTBepXaaowmx dakT perycTpaunm nekapcTBEHHOrO npenaparta B MHOCTPaHHbIX
rocygapcTBax B kadecTBe opdaHHOro fiekapCTBEHHOrO npenapaTa;

11) nnaH ynpaBneHuss puckamu Ans  OMONMOrMYecKnx neKapCTBEHHbIX
npenapaToB ANsi MeaULMHCKOIo NPUMEHEHUS;

12) [OKYMEHT O cucTeMe papmakoHag3opa Aepxatens wnv Bragesnbua
pernMcTpaumoOHHOro yOCTOBEPEHWS NIeKapCTBEHHOMO Npenapara;

13) OOKYMEHT, noaTBepXaalolLmin KayecTBO JfieKapCTBEHHOrO npenapara Tpex
NPOMBILLIEHHBIX CEPUI (MPOTOKON aHanM3a unm ceptudmkaTt aHanmaa), ogHa cepus
KOTOpPOro AOoSPkHa coBnagaTb C cepuen obpasua nekapcTBEHHOro npenapara angd
MeOULIMHCKOro NPUMEHEHUS, npeacTaBneHHOro Ha rocygapCTBEHHYHO
perncTpaumio.

(Yactb B pepakuumn, BBedeHHon B pfenctBne ¢ 1 saHBaps 2016 roga
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.



http://docs.cntd.ru/document/420241318

5. Pasgen xumundeckon, apmaueBTMYeckon U BMonorm4eckon AoKyMeHTaLmm
BKIlOYaeT B cebsl AOKYMEHTbI, cogepxawme nHgopmaumio o dapmMaleBTU4ECKOM
CyOCTaHUMM U §NeKapCTBEHHOM npenapate Ans MeOUUMHCKOrO MpUMEHEHUS,
npoLecce ero npon3BoAcTBa U MeETO4AX KOHTPONA KayecTBa, B TOM YUCTIE:

1) KOMMIO  OOKYMEHTa, CoAepXalwero Creaylowyo  UHgopmaunwo o
drapmaLieBTU4ECKON CyBCTaHL MM nnv gapMaueBTUHECKUX CybCTaHLMAX, BXOOALLMX
B COCTaB JieKapCTBEHHOro npenaparta, 3a WCKIMIYeHMeM WHdopmaumm o
drapMaLeBTUYECKNX CYOCTaHUMSAX, BKIHOYEHHbIX B [OCYOAPCTBEHHBLIN _peecTp
NEeKapCTBEHHbIX CPEeACTB B COOTBETCTBUM CO cTatben 34 HacTosiwero
depneparnbHOro 3akoHa:

(AG3ay, B pepakuun, BBeaeHHOM B agenctsue ¢ 28 pekabps 2019 ropa
denepanbHbIM 3aKOHOM OT 27 aekabpa 2019 roga N 462-93.

a) HanmeHoBaHue dhapmMaueBTMYECKON cyOCTaHuuK, ee CTpyKTypa, obume
CBOWCTBA;

6) HaumeHoBaHWe N agpec NPOU3BOAUTENS;

B) TEXHONOrMsi MPON3BOACTBA C ONUCaHWEM CTaaui NPOU3BOACTBA M METOLOB
KOHTPOMNS Ha BCEX CTaausAX NPou3BOACTBa;

) onnucaHne pa3paboTku npouecca Npon3BOACTBa;

[) onMcaHue KOHTPONS KPUTUHMECKUX CTaaui NMPOU3BOACTBA M MPOMEXYTOYHON
NpoAyKLUW;

€) [OOKyMeHTarnbHoe noaTBepxaeHwe (Banugauumsl) npoueccoB u  (unu) ux
OL|EeHKa;

) CBOMCTBA M CTPYKTypa AENCTBYIOLLMX BELLECTB;
3) XapakTepucTuka npnumecem;
n) cneyndmkauma Ha papmaLeBTUYECKY0 CyBCTaHLnIo U ee 060CHOBaHWE;

K) aHanMTuyeckme MeToOMKW, WUCMOSb3yeMble NPU OCYLUECTBIIEHUN KOHTPOSIA
KadyecTBa hapmaleBTUYECKON CybCcTaHLuu;

n) AOKyMeHTanbHoe MnoATBepXaeHue (Banngaumsl) aHanmMTUYEeCKUX MeToauK,
MCMONb3yeMbIX NPV OCYLLUECTBIIEHUN KOHTPONA KadecTBa dbapMaLeBTUHECKOM
cybcTaHumm;

M) pe3ynbTaTbl aHanm3a cepumn gapmMmaleBTU4eCcKon cybcTaHLum;

H) nepevyeHb CTaHOapTHbIX 06pa3u,03 mnn BewecTB, WUCMNOJIb3yEMbIX TpU
OCYyLLECTBJIEHUN KOHTPOJIA Ka4eCTBa,


http://docs.cntd.ru/document/499025507
http://docs.cntd.ru/document/564069058

O) onncaHmne XapakTepuctmk u CBOWCTB YNakKOBOYHbIX MaTepuasrioB w”
YKYMNOPOYHbIX CPpencCTB,

M) AaHHble O CTabunbHOCTN hapmaleBTUYECKON CyBCTaHLuu;
p) CPOK rogHOCTMU;

1 1) B OTHOWEHUM bapMaueBTUYECKMX CYOCTaHUMA, BXOASWMX B COCTaB
NEeKapCTBEHHOrO npenapata W BKKYEHHbIX B FOCYAAPCTBEHHbLIN  peecTp
NEKaApPCTBEHHbIX CPeACTB B COOTBETCTBUM CO cTatben 34 HacTosiwero
degepanbHOro  3akoHa, - KOMUSA  OOKYMEHTa, COAepXallero CrieayroLlyto
MHJpopMaLmIO:

a) HanmeHoBaHue dhapmMaueBTMYECKON cyOCTaHUuK, ee CTpyKTypa, obume
CBOWCTBAa;

6) HaumeHoBaHWNe 1 agpec NPOU3BOAUTENS;
B) pe3ynbTaTbl aHanM3a cepun papmaLr,eBTUYECKON CyOCTaHU MK,
) CPOK roAHOCTY;

(MyHKT 1_1 gononHuTenbHO BKMoYeH ¢ 28 aekabps 2019 roga PenepanbHbIiM
3akoHoM oT 27 nekabps 2019 rona N 462-93)

2) OOKYMEHT, coAepXallmii crieaytolume CBedeHnst O NekapCTBEHHOM npenapaTe
ONa MEAULIMHCKOIO MPUMEHEHUS:

a) onMcaHMe W COCTaB JleKapCTBEHHOro npenapata Aans MeOULMHCKOro
NMPUMEHEHWS;

6) onucaHne ghapmaueBTU4eCKon pa3paboTkn (o6ocHoBaHME BbIDOpa CcocTaBa,
NEPBUYHON YNAKOBKN U UHOIO);

B) TEXHONOrMsi MPON3BOACTBA C ONUCaHWEM CTaaui NPOU3BOACTBA M METOLOB
KOHTPOMNS Ha BCEX CTaausAX NPon3BOACTBa;

) OnucaHue KOHTPOMNs KPUTUYECKMX CTagum npouecca npousBoacTsa W
MPOMEXYTOYHOM NPOAYKL UK,

O) HanMmeHoBaHMEe UM agpec  MecTa  OCYLUECTBMIEHWST  MPOM3BOACTBA
NeKkapcTBEHHOro npenapara Ans MeguuMHCKOro npuMeHeHns (B criydae Hanmyus
HECKOSIbKMX Y4aCTHMKOB MpoLiecca NpouM3BOACTBa HEOOXOAMMO yKasaTb KaXmoro
N3 HUX);

e) bapmaneBTMYeckast COBMECTUMOCTb;

) MUKpPOBUMOorMyeckne xapakTepucTuKu;
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3) maTepuanbHbIi 6anaHc 4ns Npon3BOACTBA CEPUM rOTOBOIO NPOAYKTA;

I/I) onncaHmne XapakTepuctmk u CBOWUCTB YNakoOBOYHbIX MaTepuasrios w”
YKYMNOPOYHbIX CPpeCTB,

K) OOKYMeHTanbHOe noaTreepxaeHue (Banuaaumsi) npoLeccoB npou3BoacTBa m
(MrK) X oL EHKa;

n) TpeboBaHMA K Ka4yecTBY BCMomMoraTesibHbIX BeLEeCTB (cepTudmkar,
cneumdmKaumsa Ha BCrioMoraTerbHble BellecTBa 1 nx 06ocHoBaHue);

M) aHalmTun4eckmne MeToauKkn, Ucnosib3dyemble Mpu OCYLUECTBIIEHN KOHTPOJIA
Ka4decCcTBa BClromMorartesibHbIX BELLEeCTB;

H) OOKyMeHTanbHOe NOATBepXaeHue (Banuaauusl) aHanMTU4eCcKUX METOAVK,
MCNOMb3yeMbIX MPW OCYLLECTBINEHUM KOHTPONsS KayecTBa BCroMoraTesbHbIX
BELLECTB;

O) I/IHC*)OpMaLI,I/IFI 00 1cnonb30BaHMM BCNOMOraTernbHbIX BELWECTB YEeroBE4EeCKOro
N XMBOTHOIO NMPOUNCXOXOEHUA,

I'I) I/IHC*)OpMaLI,I/IFI 00 1MCcnonb30BaHMM HOBbIX BCNOMoOraTesibHbIX BELWIEeCTB;

p) TpeboBaHMs K KadeCTBY JNEeKapCTBEHHOro rnpenapata Ans MeauuMHCKOro
NpUMeHeHnst (cepTudmkaTt, cneumdmkauna Ha fekapCTBEHHbIM npenapar un KX
0b60oCHOBaHue);

C) aHalimTn4yeckme MeTooukun, ucnosib3dyemble Mpun OCYLIECTBIIEHN KOHTPOJIA
KaydeCTBa JIieKapCTBEeHHOro rpenapara ajlid MeamumHCKOro npuMeHeHua,;

T) OOKyMEeHTanbHOoe MNOATBepXaeHue (BanvMpauusi) aHanmMTUYEeCcKMX METOAMK,
NCMNOMb3yeMbIX MNPW  OCYLUECTBMEHMM KOHTPONS KavecTBa JleKapCTBEHHOro
npenapara Ans MeauLMHCKOro NPUMEHEHUS;

y) pe3ynbTaTbl aHanM30B Cepuii NIekapCTBEHHOIO npenapaTa ans MeguuMHCKOro
NPUMEHEHMS;

) XapakTepucTuka npuMmecem;

X) nepevyeHb CTaHOapTHbIX 06p83LI,OB, NCMNoJib3yeEMbIX MNpn OCyLlIeCTBIIEHNN
KOHTPOJIA Ka4eCTBa JIeKapCTBEHHOIO rnpernapara aJjidi MeagmumnHCKoro rnpyuMeHeHu4,

}) OaHHble O CTabWNbHOCTM NEeKapCTBEHHOro npenapara Ans MeauuMHCKOro
NPUMEHEHUS.

(Hactb B pepakuumn, BBedeHHon B pfencteBne ¢ 1 saHBaps 2016 roga
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-P3.
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6. Pasgen drapmakosiorndyeckon, TOKCUKONOrM4eckon LOKYMEHTauun BKIo4aeT
B cebsa oTyeTbl O pesyrbrartax OOKIMHUYECKUX UCCIeqOBaHUM JeKapCTBEHHOIO
cpeacTBa Ana MeauLUNHCKOro NPUMEHEHWS, B TOM YUCTIE:

1) oT4eT 0 (hapmakogMHaAMNYECKUX UCCEeL0BaHUSX;
2) OTYET 0 (hbapMaKOKMHETUYECKNX UCCIIEA0BaHUSIX;

3) OTYET O TOKCUKOSIOMMYECKNX UCCIea0BaHUSIX.

(YacTb gononHutTensHO BKkItodeHa ¢ 26 okTabps 2010 roga PegepanbHbiv
3akoHomM oT 11 okTa6ps 2010 rona N 271-93; B pegakuuun, BBEAEHHOW B AeNCTBUE
c 1 aHBaps 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabps 2014 rona N 429-3.

[MNonoxeHus YyacTu 6 HacTosLWEeN cTaTbK (B peaakunm PegepanbHoro 3akoHa ot
11 okTa0psa 2010 roga N 271-P3) NPUMEHAIOTCA K NPaBOOTHOLLEHNSIM, BO3HUKLLMM
nocrie OHA BCTynsieHna B cuny ana Poccurckon ®Pepepaumm npoTokona o
npucoegnHeHnn Poccuinckon ®depepaumm K BcemmpHoOM TOpProBon opraHu3auuu -
cM. ctaTbio 2 PenepanbHoro 3akoHa o1 11 okTa6psa 2010 rona N 271-P3.

7. Paspen KIMHMYECKOM [OOKYMEHTauum BKMO4aeT B cebA oT4yeTbl O
pesynbTatax KIMHWYECKMX WCCreaoBaHUM JeKapCTBEHHOrO npenaparta Aans
MeaMLMHCKOro NPUMEHEHMS1, B TOM YUCTIE:

1) oTyeTbl 06 wuccrnegoBaHMsX OMOOOCTYNHOCTU UM OGUOSKBUBANEHTHOCTM,
NccnegoBaHnsix, YCTaHaBMBAKOLWMX KOPPENALMIO pesynbTaToB, MOSTlydeHHbIX B
yCnoBusX in vitro 1 in vivo;

2) OTYETbI 0 (hpapMaKOKUHETUYECKNX UCCIEA0BaHUSIX;
3) oT4YeThl 0 hapmMakogMHaAMNYECKMX UCCen0BaHUSX;
4) OTYETbI O KITMHNYECKNX NCCrenoBaHnsax 3dekTUBHOCTM U 6e30MacHOCTMU;

5) OTYET O NOCTPENMCTPALMOHHOM ONbITE NPUMEHEHNS (NPU HANNYUK).
(YacTb pononHuTenbHO BKMtodeHa ¢ 1 ganBaps 2016 roga PegepanbHbiM
3akoHoM oT 22 nekabpsa 2014 roga N 429-93)

8. TpebosaHua Kk o06bemy uHdOpPMaLMK, npeaocTaBfseMon B COCTaBe
perMcTpaLmMoHHOro Aocke, ANA OTAEMbHbIX BUAOB NIEKAPCTBEHHbIX NpenapaToB A5
MELULIMHCKOrO MPUMEHEHUST YCTaHaBNMBAKOTCS YNOSTHOMOYEHHbIM dhefeparbHbIM
OpraHOM UCMOMHUTENBbHOW BAacTMW.

(YacTb pononHuTenbHO BKMtodeHa ¢ 1 ganBaps 2016 ropga PegepanbHbiv
3akoHoM oT 22 nekabps 2014 rona N 429-93)
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9. B OTHOLLEHMM NEKAPCTBEHHbIX NpenapaToB, paspeLleHHbIX a5 MeanLUHCKOro
npumeHeHnst B Poccuinckon degepaunmn 6onee gsaguatn NeT U B OTHOLLEHUM
KOTOPbIX HEBO3MOXHO MNpOBeAEeHME MCCregoBaHUMNM KX GMO3KBMBANEHTHOCTU (3a
NCKINOYEHNEM  OMOMOrMYEecKUX JIeKapCTBEHHbLIX MNpenapatoB), [4OMycKaeTcs
BKIOYEHME B COCTaB pasfernia (apMakoriormyeckon, TOKCUKOMOrm4yecKom
AOKYMEeHTauumM W pasgena  KIMHUYEeCKOWM [OOKYMeHTauunm BMeCTO oT4veTa
paspaboTymka O pesynbTaTax COOCTBEHHbIX AOOKIMMHUYECKUX UCCIeq0BaHWUN
NEKAPCTBEHHbIX CPEeACTB M KIMHUYECKMX UCCHEedOBaHUM  NeKapCTBEHHbIX
npenapaTtoB Ans MeOUUMHCKOrO NpUMEHeHnss ob3opa  HaydHblX paboT o
pesyrnbratax [OOKIMHUYECKUX UCCIieLOBaHUN  JIeKapCTBEHHbIX CpeacTB WU
KIMTMHUYECKMX UCCedoBaHUA OaHHbIX NIEKapCTBEHHbIX MpenapartoB, B TOM 4uUcrie
BKIHOYast OMNbIT MX NOCTPErMCTPALNOHHOIO NPUMEHEHUS.

(YacTb pgononHuTenbHO BKMtodeHa ¢ 1 sHBaps 2016 roga PeneparnbHbIM
3akoHomM OT 22 nekabpa 2014 roga N 429-93; B pegakuuu, BBEAEHHOW B AeNCTBUE
c 1 mapta 2020 roga PegepanbHbiM 3akoHoM OT 27 aekabps 2019 roga N 475-93.

10. pwu rocygapCTBEHHOM perncTpauum BOCMPOU3BEAEHHbLIX NeKapCTBEHHbIX
npenapaTtoB 4S9 MeOULMHCKOro NpuMeHeHUs OoNyCKaeTCA BKIOYeHMe B COCTaB
pasgena apmMakosiormn4eckon, TOKCUKOSTIOMMYECKOW [OOKyMeHTauum v pasgena
KIMMHUYECKOM OOKYMEHTauunm BMECTO oT4yeTa paspabotymMka O pesyrnbrarax
COBCTBEHHbIX AOKMMHUYECKNX WUCCredoBaHUA feKapCTBEHHbIX cpeacTB ob3opa
Hay4HbIX paboT O pesynbTatax AOKIMHUYECKUX MUCCrenoBaHUn pedepeHTHOro
NeKapCTBEHHOro  npenapara W npegcTaBfieHWe  BMECTO  KITMHUYECKMUX
nccrnegoBaHnin B MNOSHOM O6beme, YCTAHOBMEHHOM pasfernioM  KIMHUYECKOM
AOKYMEHTauuMK, oTdyeTa O pesynbratax WuccnegoBaHuin 6GUMO3KBUBANEHTHOCTU
BOCMNPOUN3BELEHHONO NieKapCTBEHHOro npenapara ansg MeguumMHCKOro npUMeHeHus.
He TpebyeTca npeacTtaBneHne oT4eTa O pesynbratax UccnegoBaHWUi
OMO3KBMBANEHTHOCTU BOCMPOM3BEAEHHOIO JIeKapCTBEHHOrO npenapaTta And
MEOULMHCKOTO  MPUMEHEHUs, eCliu  PEerncTpupyroTcad  BOCMPOU3BELEHHbIE
neKkapCTBEHHble npenapaTbl 45 MegULMHCKOro NMPUMEHEHUSA, KOTOpbIE:

1) npegHasHadeHbl ONs napeHTepanbHoro (MOAKOXHOro, BHYTPUMbILLEYHOrO,
BHYTPUBEHHOTIO, BHYTPUIMA3HOTO,  BHYTPUWMOSIOCTHOINO,  BHYTPUCYCTaBHOIO,
BHYTPUKOPOHAPHOIo) BBEAEHMS N NPEACTaBNAT COO0N BOAHbIE pacTBOPLI;

2) NpeacTaBnAlT cobor pacTBOPbI 4Ns NepopasibHOro NPUMEHEHNS;

3) npou3BedeHbl B popMe MOPOLLKOB MMM NMOMM3aToB Ans NPUrOTOBMEHUS
PacTBOpPOB;

4) AaBNsATCA razamu;

5) €aBNAOTCA YWHLIMA WM [Mas3HbIMM  JIEKAPCTBEHHbIMKU  Mpenapatamu,
Npon3BeneHHbIMN B pOpMe BOAHbLIX pacTBOPOB;
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6) npegHasHadeHbl ONsi MECTHOr0 MPUMEHEHUS U MPUrOTOBMEHbI B dopme
BOAHbIX PAaCTBOPOB;

7) npenctaBnsalT coOOW BOAHbIE PacTBOPbLI ANS MUCNOMb30BaHWS B hopme
MHranaumm C nomMouwplo Hebynamsepa WM B KavyecTBe Ha3arbHbIX Chpees,
NPUMEHSAEMBIX C MOMOLLBH CXOAHbIX YCTPOUCTB.

(YacTb pononHuTenbHO BKMtodeHa ¢ 1 gauBaps 2016 roga PegepanbHbiM
3akoHoM oT 22 nekabps 2014 rona N 429-93)

11. [Ana cny4aes, ykasaHHbIX B nyHkTax 1-3, 5-7 yactu 10 HacTosALWen cTaTbuy,
BOCMPOU3BELEHHbIA NEKAPCTBEHHLIM npenapat ANngd MeaULMHCKOro MNpUMEHEHUS
OOIDKEH codepXaTb Takue e BcrnomoratenbHble BelwecTBa B TakUX Xe
KonmdecTBax, Kak U pedepeHTHbIN JieKapCTBEeHHbIN npenapat. Ecrm cocTasbl
BCMOMOraTerbHbIX BELWEeCTB pasnuyalTcsd, 3asBuTenb [OOIDKeH nNpencTaBuUTb
AoKasaTternbcTBa TOrO, YTO UCMOMb3yeMble B  [OaHHbIX  KOHLEHTpauusax
BCMoMoraterbHble BellecTBa He BMAKOT Ha 6GesonacHocTb U (Mnn)
9()PEKTUBHOCTbL JIEKApPCTBEHHOIO npenaparta gnsg MeauuuHCKOro npumeHeHus. B
clydae, ecnm 3asiBUTENb He MOXET NMpeaCTaBUTb Takne gokasatencrsa n (Unn) He
nmeer OOCTyna K COOTBETCTBYWOLWMM OdaHHbIM, OH [OOSDKeH MpOBeCTuU
COOTBETCTBYIOLLME WCCMNedoBaHUA ONd [doKadaTernbCTBa OTCYTCTBUSA BIUAHUA
pasHbIX BCMOMOraTesibHbIX BeWecTB WM  BCMNoMoraTesibHbIX YCTPOMCTB Ha
6esonacHoCcTb W (MnM) 9dEeKTUBHOCTL JIEKAPCTBEHHONO npenapata And
MEOULMHCKOrO MNPUMEHEHNsT B MNOpsiake, YCTAHOBMEHHOM  YNOSIHOMOYEHHbIM
doegeparnbHbIM OpraHoOM UCTMONHUTESNBHOW BIlacTMW.

(YacTb pononHuTenbHO BkMtodeHa ¢ 1 gauBaps 2016 roga PegepanbHbiv
3akoHoM oT 22 nekabps 2014 rona N 429-93)

12. [e]% rocyfapCTBEHHOM perncTpaumm KOMOMHaL I paHee
3aperMcTpUpPOBaHHbIX  JIEKAPCTBEHHbIX  MpenapaToB  ANd  MeAWUUMHCKOro
NPUMEHEHNST OOMNYCKaeTCsa BKIOYEHME B COCTaB pasfernia ghapMakosriorn4eckom,
TOKCUKOSIOMMYECKON [OKYMEHTauum u pasfjerna KIMHUYEeCKOW [OOKYMEHTaLuu
BMECTO oOT4yeTa paspaboTymka O pesynbTaTax COOCTBEHHbLIX AOKIMHUYECKNX
nccrnegoBaHnin NeKapCcTBEHHbLIX cpeacTB 0630pa HayydHbIX paboT O pesyrnbrarax
OOKIMMHUYECKNX  UCCNeaoBaHUn  pedpepeHTHbIX JIeKapCTBEHHbIX MNpenapaTos,
BXOOSALMX B COCTaB KOMBMHaL MM NekapCTBEHHbIX NpenapaToB, 1 06 OTCYTCTBUM KX
B3aUMOAENCTBUSA B O4HOM fleKkapCTBEHHOW hopMe.

(YacTb pononHuTenbHO BKIMtodeHa ¢ 1 ganBaps 2016 roga PegepanbHbiv
3akoHoM oT 22 nekabps 2014 rona N 429-93)
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13. Ha oaKkcnepTtnsy pasnuyHbiX JIeKapCTBEHHbIX (bOpM OOHOr0 M TOro Xe
NeKapCTBEHHOro npenaparta Ansg  MeguUMHCKOrO  MPUMEHEHUA  3asBUTElb
npencraBndeT OTAerbHble 3aABSfIEHUA U pPerMcTpauWoHHbIe [0Cbe Ha KaXayro
neKkapcTBeHHyto dopmy. [lpu ycrnoBun OOHOBPEMEHHOM MoAdadn Ha 3IKCNepTusy
OLOHOW nekapcTBeHHOM (OpMbl C pPasfMYHbIMUA  OO3MPOBKOW, KOHLIEHTpaLuunen,
06 beEMOM 3asiBUTENb NPEACTaBNAET O4HO 3asiBfieHMe N perncTpaunoHHOe 4OCke C
NPUSIOXKEHMEM MaKeTOB YMaKOBOK Ha KaXayr O03UPOBKY, KaXOyt KOHLEHTpaumio,
KaXkObl 06 bEM U KaXOoe KONMYEeCTBO 03 B YNaKOBKE.

(YacTb pononHuTenbHO BKMtodeHa ¢ 1 gauBaps 2016 roga PegepanbHbiv
3akoHom oT 22 nekabps 2014 roga N 429-93)

14. [lpy rocygapCTBEHHOM perncTpaumm opdraHHOro fiekapCTBEHHOro npenapaTa
3asBuTenb nNpeacTaBndeT wHdopmauumio, Heobxogumyo Ons  OPMUPOBaHUA
pasgena  KIMHWMYECKOM  OOKYMeHTauuw, B 00beme, YyCTaHOBIEHHOM
YMOSMHOMOYEHHbIM dheeparibHbIM OpraHOM UCMONHUTENBHOW BAcTMW.

(YacTb pononHuTenbHO BKMtodeHa ¢ 1 gauBaps 2016 roga PegepanbHbiM
3akoHOoM oT 22 nekabpsa 2014 roga N 429-03)

15. Tlpn permcTpauum  BGUOMOMMYECKOro  fleKapCTBEHHOrO  npenapara,
NOSTlyYdEHHOIO M3 KPOBM, MSia3Mbl KPOBWU 4YerioBeKka, B COCTaBe perncTpalnoHHOro
A0Cbe Ha JieKapCTBEHHbIN Mpenapar A MeOULMHCKOro MPUMEHEHUS LOSTKHbI
6bITb NpeacTaBrieHbl 4OMNOMHUTESNBHO:

1) B pasgene [OOKYMeHTauun agMUHUCTPATUBHOIO XapakTepa [OOKYMEHT,
cogepxawmn nHgopmaumio o cydbbektax obpalleHna JOHOPCKOW KpoBU U (Mnn) ee
KOMMOHEHTOB, O TOM, e Oblfia ocywecTBrneHa AoHauunsa (Kposu u (unn) nnasmol
KpOBM), a TakXe [AaHHble 00 WHMEKUMOHHbLIX 3aboneBaHusax, nepenarLmxcs
napeHTeparbHbIM NyTem, MHpopMauns o cybbekTax obpalleHns JOHOPCKOW KPoBU
n (MM) ee KOMIMOHEHTOB, B OTHOLUEHUM KOTOPbIX OCYLUECTBMSAETCA KOHTPOJlb
[ OHOPCKOW KPOBM U (MrN) €e KOMNOHEHTOB;

2) B pasgene Xxumumyeckow, drapMaueBTUHECKOM U BUOSormyeckon
AOKYMEHTaLN:

a) Kputepmm 1 cnocobbl oTbopa, TPaHCNOPTUPOBAHUS N XPAHEHUSI JOHOPCKOW
KPOBM U (UrN) €e KOMMNOHEHTOB;

6) pesynbTaTbl UccrnenoBaHMi OTOBPaHHbIX AOHOPCKOW KPOBU U (MUK) nnasmbl
KPOBM M NySIOB Ha Hanuyue Bo3byauTenen nMHeKUnn, Bkrodas nHgopmMaumo ob
NCMOSIb30BaHHbIX METOAMKAxX MCCNedoBaHMW M B Cllydae uccrefoBaHWs MnyrioB
nnasMmbl KPOBW pesyrnbTaTbl [JOKYMEHTanbHOro MOATBEpXOeHus (Banugauum)
NCMOSIb30BaHHbIX METOOMK;
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B) TEXHMYECKME XapaKTEPUCTUKM YNaKOBKM AOns OoTOOpa OOHOPCKOW KPOBWU W
(M) nnasmMbl KpoBW, BKMoYas mHdopMauuio 06 MCnofib30BaHHbLIX pacTBOpax
aHTUKOarynaHToB.

(YacTb pononHuTenbHO BKIMtodeHa ¢ 1 ganBaps 2016 roga PegepanbHbiv
3akoHoM oT 22 nekabps 2014 rona N 429-93)

16. KnuHuyeckne  uccrieqoBaHWA — NeKapCTBEHHOrO  npenapara  Aans
MEOULMHCKOrO MNPUMEHEHUSI B LeNsX ero rocygapCTBEHHOW pernctpauum
npoBogAatTca B Poccunckon depepauumm B nopsgke, YCTAHOBSIEHHOM CTaTbAMWU
38-44 HacTosuero PegepansHoro 3akoHa. OT4eT 0 NpoBeAEHHbIX UCCeaoBaHNSAX
BKITIOYAETCH B COCTaB pasferna KIMHUYECKOW OOKYyMeHTauun perncTpauyoHHOro
OOCbe Ha JleKapCTBEHHbIN npenapatr Ansg MeOUUMHCKOro npumeHeHna. [ns
NEKApPCTBEHHbIX MNpenapaTtoB A1 MEeOULUHCKOro MPUMEHEHUSA, B OTHOLLEHUN
KOTOpbIX B peaynbraTe 9KCnepTusbl [OKYMEHTOB, MpeAcTaBrfieHHbIX A1iA
onpegeneHns BO3MOXHOCTM paccMaTpuBaTb JIEKAPCTBEHHbLIN npenapaTt  Aangd
MEOMLMHCKOIo NMpUMEHEHNA B KadecTBe OpdbaHHOro fiekapCTBEHHOrO npenapara,
Takasi BO3MOXHOCTb MNpU3HaHa U B OTHOLLEHMN KOTOPbLIX NPOBEAEHbI KITMHUYECKNE
nccrnegoBaHns, BbINOSHEHHble 3a npegenamu  Poccuinckon depepaumm B
COOTBETCTBUN C MpaBunamn Hagnexawen nabopaTtopHOM NPakTUKKU 1 NpaBunamm
Hagnexawen KIMHUYECKON NpakTUKK, O0MyCKaeTCcs BKIOYEHNE B COCTaB pasgesia
KITMHWYEeCKOM [OOKYMeHTauuMM BMEeCTO OT4yeTa O pesynbrarax KIMHUYECKUX
nccrnegoBaHNA  NEeKapCTBEHHOrO npenapata angd MeguuUMHCKOro NpUMEHEHUs,
npoBeneHHbIX B Poccumckon ®Pepepaumm, otdeta O pesynbrartax KIMHUYECKUX
nccrnegoBaHnii, BbIMONHEHHbIX 3a npeaenamu Poccuinckon denepaumn.

(YacTb pononHuTenbHO BKMtodeHa ¢ 1 ganBaps 2016 roga PegepanbHbiv
3akoHoM oT 22 nekabpsa 2014 roga N 429-93)

17. 3agBuTenb BrnpaBe NpeacTtaBuUTb MO COOCTBEHHOW MHMLMATUBE BMECTE C
3asBrneHMeM O rocygapCTBEHHOM pernctpauum nekapCTBEHHOro npenapara ans
MEeLWLMHCKOro NPUMEHEHWS A OKYMEHTHbI, nogTeepXxgaroLme ynnary
rocya4apCTBEHHOM MOLLMHBLI U yKasaHHble B NyHKTe 10 YyacTn 2 HacTosLen cTaTb.
B cnyyae wmx HenpenctaBrieHMst  COOTBETCTBYHOLLMA  YNOSTHOMOYEHHbIN
doepeparnbHbIA - OpraH  UCMOSHUTENBbHOM  BracTW  MpoBepseT  dakT  ynsaTthl
rocygapCTBEHHOW  MOWWMHbI  3asBUATENEM  MOCPeACTBOM  MCMOSb30BaHUA
MHpopmaumm 06  ynnate rocygapCTBEHHOW MOWWMHBLI, coAepxallenca B
[ocyoapCTBEHHOM  MHMOPMALMOHHOW  CUCTEME O  TOCYOapCTBEHHbIX U
MYH/LMNArNbHbIX MNiatexax, Ha OCHOBaHUW NpenCTaBSIEHHbIX 3adBUTESNIEM KOMWiA
AOKYMEHTOB, NOATBEPXOarLWMX yrnsiaTy rocyaapCTBEHHOM MOLNHDBI.

(YacTb pononHuTenbHO BKMtodeHa ¢ 1 ganBaps 2016 roga PegepanbHbiM
3akoHoM oT 22 nekabps 2014 rona N 429-93)



http://docs.cntd.ru/document/420241318
http://docs.cntd.ru/document/420313829
http://docs.cntd.ru/document/420313829
http://docs.cntd.ru/document/420241318
http://docs.cntd.ru/document/420241318

18. He ponyckaetcs mcnonb3oBaHWe B KOMMEPYECKUX uensx mHdopmauum o
pesynbTatax OOKIMHUYECKMX MUCCeoBaHUM  JIEKapCTBEHHbLIX CPeAcTB W
KITMHUYECKMX UCCIeQOBaHUA NEeKapCTBEHHbIX MpenapaToB Ans MeaULMHCKOro
NPUMEHEHNS, NpeaCTaBfieHHON 3adBUTENEM Af1s rocygapCTBEHHOW perucTpaumm
nekapcTBEHHOro npenapata, ©6e3 ero cornacus B TeyeHue LeCcTu neT ¢ garbl
rocyaapCTBEHHOM perncTpaumm pedepeHTHOro JfekapCTBEHHOrO npenapata B
Poccuinckon denepaumn.

(YacTb pononHuTenbHO BKMtodeHa ¢ 1 gauBaps 2016 roga PegepansHbiv
3akoHoM oT 22 nekabps 2014 rona N 429-93)

19. [Hepxatenb wrv  Brnagerney  pPermcTpauMoHHOrO  yOOCTOBEpPeHUs
NEKapCTBEHHOr0  npenapata Ha  OMOTEXHOMOrMYeckKUn UM  opdpaHHbIN
NekapcTBEHHbIN npenapaT obsisaH nNpefocTaBfsaATb Ha BO3ME34HOW OCHOBE
obpasubl pedepeHTHOro NeKapCTBEHHOMO NpenapaTa 3asBuTensam 48 NpoBeaeHns
KIMHUYeCKnX nccnegosaHun. CtommocTb obpasua peepeHTHOro fiekapCTBEHHOMO
npenapaTa, BK/OYEHHOMO B MepeYeHb XU3HEHHO HEOOXOAMMbBIX W BaKHEMLUMX
NeKapCTBEHHbIX MpernapaTtoB, He [OIPkHa MNpeBblWwaTbh 3aperncTpupoBaHHYH
npeaernibHyt0 OTNYCKHYKO LieHy Ha pedepeHTHbIN nekapCTBEHHbIM npenapart unu
LleHY Ha JileKapCTBEHHbIV Nnpenapar B CTpaHe Npon3BoauTens.

(YacTb pononHuTenbHO BKMtodeHa ¢ 1 gauBaps 2016 roga PegepanbHbiM
3akoHoM oT 22 nekabps 2014 rona N 429-93)

20. 3asBrneHMe O rocygapCTBEHHOW perncTpaununm  BOCMPOU3BELEHHOro
nekapcTBEHHOro npenapara ans MeauuMHCKOro NpMMeEHeHUs MOXeT BbiTb NoAaHo
B YMNOSIHOMOYEHHbIN  dbegeparnbHblii  OpraH  UCMOSHUTENBbHOM  BracTw,
OCYLLECTBJIAIOLMIA TOCYAAPCTBEHHYIO perncTpauuio JieKapCTBEHHbIX MNpenapaTos,
MO UCTEYEHNN YeTbIpeX NeT C AaTbl roCygapCTBEHHON perncTpaunmn pedepeHTHOro
nekapcTBEHHOroO npenapara B Poccurckon degepaumn.

(YacTb pononHuTenbHO BKMtodeHa ¢ 1 ganBaps 2016 roga PegepanbHbiM
3akoHoM oT 22 nekabps 2014 rona N 429-93)

21. 3asiBNeHMe O TroCydapCTBEHHOM  pernctpauum  BuoaHarnoroBoro
(buonogobHoro) rekapcTBeHHOro npenapara (bnoaHanora) MoxeT ObITb NogaHo B
YMNOSTHOMOYEHHbI doegepanbHbIf opraH NCMNOSTHUTESTbHOW BJlacTw,
OCYLLUECTBIIAIOWMN FOCYJapPCTBEHHYIO PErncTpaunto fieKapCTBEHHbLIX MpenapaTos,
MO UCTEYEHUM TpexX NeT C [aTbl rocygapCTBEHHOW perucTpaumm pedepeHTHOro
nekapcTBEHHOro npenapara B Poccurckon degepavumn.

(YacTb pononHuTenbHO BKMtodeHa ¢ 1 ganBaps 2016 roga PegepanbHbiv
3akoHoM oT 22 nekabps 2014 rona N 429-93)
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22. [epxatens wrv  Bragerney  permcTpaumMoHHOrO  yOOCTOBEpeHUs
NeKapCTBEHHOro rnpenapara npeacTtaBnsgeT B YMNOMHOMOYEHHbIM doefdepanbHbIf
OpraH WCMOSHUTENBHON BIiACTW, OCYLUECTBSAOWMA (OYHKLUUN MO KOHTPOSO WU
Hag30py B cdpepe 3OpaBoOOXpaHeHUs, OTYeT Mo pesyrbrataMm dpapMakoHan3opa
OOWH pa3 B LWeECTb MeCAUEeB B TeyeHwe [BYX JieT nocre rocygapCTBeHHOW
permcTpaumm rnekapcTBeHHoro npenapara B Poccunckon degepaumm, exerogqHo B
TeyeHve NocneayLwmx Tpex JieT U B JarbHenwemM o4vH pas B MATb NeT.

(YacTb pononHuTenbHO BKMtodeHa ¢ 1 gauBaps 2016 roga PegepansHbiv
3akoHoM oT 22 nekabps 2014 rona N 429-93)

KommeHTapumn k ctatbe 18

Ctatba 19. [punHATHE pelueHUs O Bblaayve 3KCnepTHOMY
yupexaeHuio 3agaHna Ha npoBeaeHUe 3KCnepTU3bl
FieKapCTBEHHOro cpeacTBa

1. B TedeHne pecatm paboumx AOHEW CO AOHS MPUHATUS  3asaBEeHUs O
rocygapCTBEHHOW perncTpaumm JfnekapCTBEHHOINoO npenapata COOTBETCTBYHOLLMINA
YMNONMHOMOYEHHbIN  dbegeparnbHbini - OpraH  UCMONMHUTESNTbHOW  BIilaCcTU  MPOBOAUT
NPOBEPKY  MOSMHOTbI,  AOCTOBEPHOCTU U  MpPaBWUIbHOCTN  Od)OPMIIEHNS
npencTaBfieHHbIX [OOKYMEHTOB PermcTpaumMoHHOIO [OCbe Ha JIeKapCTBEHHbIN
npenapart u NPUHUMAaET peELLEHNE O Bblade 3aaHnsa Ha NpoBeeHNE:

1) aKcnepTu3bl JOKYMEHTOB, NpPeAcTaBMeHHbIX AN OnpeaeneHns BO3MOXHOCTM
paccMaTpMBaThb NEKapCTBEHHbIN npenapaTt Ans MeAULMHCKOrO MPUMEHEHUS Mpu
OCYLUECTBIEHNMM FOCYAAPCTBEHHOM pernctpauum B  KadecTBe OpPdaHHOro
NeKkapcTBEHHOro Npenapara;

2) OKCNepTun3bl JiIeKapCTBEHHOINoO cCpeacTtBa B 4YaCTU 3KCMNEPTU3bl KayecTBa
JIEKapCTBEHHOIO cCpeacTtBa U J3KCNepTu3bl OTHOLUEHUA OXMgaemMon nosnb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHUA JIEKapCTBEHHOIo npenapara Ajid MeguumnHCKOro
NPUMEeHEeHUA;

3) 9KCnepTusbl JfIeKapCTBEHHOMO CpeacTBa B 4acTW 3KCMEpPTM3bl KadecTsa
NEKapCTBEHHOrO0 cpeacTBa M 3KCNEePTU3bl OTHOLLEHUS OXMOAEMOW MOofb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUSI NEeKapCTBEHHOro npenapara gns MeguuuHCKOro
NPUMEHEHNST B MNOPSAKE YCKOPEHHOM npouenypbl 3KCNepTusbl feKapCTBEHHbIX
CpeacTB B COOTBETCTBUMN CO cTaTben 26 HacToswero PegepansHOro 3aKoHa;

4) 3KCnepTu3bl INEKapCTBEHHONO CpeacTBa B OTHOLLEHUWM IeKapCTBEHHOro
npenaparta Ansi BETEPUHAPHOIO NMPUMEHEHMS.
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2. YNOrnHOMOYEHHbIN  begeparnbHbli  OpraH  UCMOSHUTENBbHOW  BracTu
yBEAOMISIET B 3JIEKTPOHHOW popMe unm Ha BymakHOM HocuTene 3asiBuTens U
9KCMEepPTHOE y4YpexaeHne o MPUHATOM pPeLLeHnN O Bblgaye 3a4aHui Ha nposedeHne
9KCMepTn3, MnpeayCcMOTPeHHbIX 4YacTbto 1 HacToswen cTtatbl, M B Cllyyae
HeobxoaAMMOCTM O Bblgade paspelleHns Ha BBO3 B Poccurckyto Pegepauumto
KOHKPETHOW NapTun, Cepun 3apermcTpupoBaHHbIX U (M) He3aperncTpupoBaHHbIX
NeKapCTBEHHbIX cpeacTB wmnm 06 oTKase B MpoBeAeHUMM MpenyCMOTPEHHbIX
9KCMepTn3 C yKasaHneM npuymH Takoro oTkasa.

3. B cny4ae BbIigBEHUA OTCYTCTBUS WM HEO4OCTOBEPHOCTU MHGOpMaLIUW,
cofepXallenca B rnpeacTaBrfieHHbIX 3asBUTENIeM OOKYMEHTax, YMNOSHOMOYEHHbIN
deepanbHbIA OpraH UCMOMHUTENbHOM BracTy HanpaBnseT 3asBUTENO 3anpoc ob
YTOYHEHUN 3TOMN MHJpopMaLun (ganee - 3anpoc YNorHOMOYEHHOro doeepansHOro
opraHa  WUCMOSHUTENbHOW  BflacTU),  KOTOpbIM  MOXeT  OblITb  nNepeaaH
YNONIHOMOYEHHOMY NpeacTaBuUTEmNo 3asBUTENS JIMYHO MO PacruCKy, HarnpasrieH
MO nMoyTe 3akasHbIM [MUCbMOM WM rnepedaH B 3NeKTPOHHOW dhopme Mo
TENEeKOMMYHUKALMOHHLIM KaHanmam cBA3n. B cnyyae HanpaeneHus 3anpoca
YMNOSNIHOMOYEHHOro pefepanbHOr0 opraHa WCMNOSIHUTENbHOWM BrlaCTU MO No4vTe
3aKa3HbIM NMMCbMOM OH CYMUTAETCA NOSTyYEeHHbIM MO NCTEYEHUN LWEeCTN OHEN C AaTbl
HanpaBfieHNsa 3aKa3Horo Nucbma.

4. 3agasutenb 00653aH nNpeacTaBUTb OTBET Ha 3anpoc  YNOSTHOMOYEHHOro
degepanbHOro opraHa WCMNOMHUTENbHOM BRAcTM B CPOK, He NpeBblLUaoLLMm
AeBsaHocTa paboymx gHen co gHs ero nonydvyeHusi. Cpok, yKkasaHHbIM B 4acTtu 1
HacTosIWen cTaTbW, MNPUOCTaAHaABMIMBAETCS CO [AOHS HanpaBneHus 3asiBUTENo
3anpoca ynosIHOMOYEHHOro dpefeparibHOro opraHa UCNOSHUTENBHOW BlacTn 40 AHA
NOfy4YeHMs UM COOTBETCTBYHIOLLErNo oTBeTa.

5. OcHoBaHMeM [Onsi OTKa3a B OpraHmM3auum 3KCNepTus, NpegyCMOTPEHHbIX
yacTblo 1 HacTosilen cTaTbW, SABNAETCHA NpeAcTaBlieHne HeobXxoauMbIiX ANd
NpoBeaEHNA NPEeAYCMOTPEHHbIX 3KCMNEPTU3 LOKYMEHTOB B HEMOSIHOM 06beme unm
HenpeacTaBfieHMe 3asBUTENEM B YCTAHOBIEHHbIN CPOK OTBETA Ha 3anpoc
YMNOSTHOMOYEHHOIO doefepanbHOro opraHa WCMOSHUTENbHOM BRacTW, a Takxke
NpeacTaBneHne [OOKYMEHTOB, HEe COAepXaluxX WCYEpnbiBaKOLWEro nepeyHs
HeobxoanMbIX CBEOEHUN.



6. [pn OoTKase B opraHnsauum aKCnepTunsbl, NPeayCMOTPEHHON MYHKTOM 4 4yacTu
1 HacTosAWwen cTaTbu, JOKYMEHTbI, BXOASLWME B COCTaB PerMcTpaLMoHHOro A4oche
Ha neKapCTBEHHbLIM npenapat ONs BETEPMHAPHOrO MPUMEHEHUS, MOryT ObiTb
BO3BpaLleHbl 3asBUTES0 HA OCHOBaAHUKN ero NMCbMEHHOIO 3anpoca, HanpasieHHOro
B YMOSIHOMOYEHHbIN doefeparnbHblA OpraH WCMOSHUTESTIbHOW BIlaCTU B TeYeHue
Tpyauatn paboymx OHEN CO AOHA MPUHATUS  YNONHOMOYEHHbLIM deadeparnbHbIM
OpraHOM WCMOSHUTENBLHON BriacTU pelweHns o6 oTKase B OpraHusaummM Takowm
9KCMnepTmsbl. YNONHOMOYEHHbIM defiepalibHbI OpraH MWCMOSHUTENBHON BracTu
BO3BpaLLaeT 3asiBUTENO yKasaHHble JOKYMEHTbI B Te4YeHe OeCATn pabounx gHen
CO [HSA NoJSlyd4eHns1 COOTBETCTBYHOLLErO 3anpoca 3asaBuTens.

(YacTb pononHutensHo BkMoveHa ¢ 13 aerycta 2019 roga PeneparnbHbiM
3akoHoM ot 2 aBrycta 2019 roga N 297-03)

(Ctatba B pepakuumn, BBegeHHou B pgenctBne ¢ 1 wmwona 2015 ropa
PepeparnbHbIM 3aKoHOM OT 22 fekabpsa 2014 roga N 429-93.

KommeHTapum k ctatbe 19

Ctatba 20. KcnepTU3a AOKYMEHTOB, NpeACTaBNeHHbIX Ans
onpeaesrieHns BO3MOXXHOCTU paccMaTpuBaTb
neKkapCcTBeHHbIU nNpenaparT Ansa MeAMLUUHCKOro NnpuMeHeHus
Npu OCyLWEeCTBJIEHNU rOCyAapCTBEHHOU perucTpauvu B
KayecTBe opraHHOro nNeKapCcTBeHHOro npenapara

1. DKcnepTusa JOKYMEHTOB, NpeAcTaBfieHHbIX A8 onpeaesieHnss BO3MOXHOCTU
paccMaTpvBaTthb feKapCTBEHHbIW MNpenapat Ansgd MeOUUWHCKOro MpuUMEeHeHus npu
OCYLLECTBJIEHUN TOCYOAPCTBEHHOM peructpaumm B KayecTBe  OpdhaHHOro
NeKapCTBEHHOro npenapaTa, COCTaBfIeHNEe KOMUCCUEWN IKCMEPTOB 3aK/MOYEHUA O
BO3MOXHOCTU UMM HEBO3MOXXHOCTU paccMaTpmuBaTh JIeKapCTBEHHbIN npenapaT 4114
MEANLMHCKOro NMPUMEHEHNS NMpu OCYLLECTBIIEHUN rOCY4apCTBEHHON perucTpauum B
KadecTBe Op(paHHOro JIeKapCTBEHHOINo rMpernaparta W HanpaslieHWe [OaHHOro
3aKNMOYEHNA B YMONMHOMOYEHHbIM doeeparibHbIA OpraH MCMOSHUTENBHOW BriacTu
OCYLLUECTBIIAIOTCA B CPOK, HE MpeBbllauwmi Tpuguatn paboymx gHenW co OHA
NOSTydEeHNA IKCMEPTHBbIM ydpexaeHnem 3aaHus YnofIHOMOYeHHOro doefeparnbHOro
opraHa MWCNOSIHUTENBbHOM BracTW U B 3fIEKTPOHHOM dOpMe UM Ha ByMakHbIX
HOCUTENSX HEOOXOANMbBIX JOKYMEHTOB, YKasaHHbIX B NyHKTax 1, 2, 5, 6, 10 yacTtu 4
N B YacTn 7 ctatbk 18 HacToswero ®eneparbHOro 3akoHa.
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2. [lokymMeHTbIl, coaepXalmeca B permcTpaumMoHHOM 4OChbe Ha feKapCTBEHHbIN
npenapaT 1 NOCTyNuBLLME Ha BYMaXKHbIX HOCUTENSIX B AKCMEPTHOE yypexaeHne s
OCYLLECTBJIEHNA X IKCMEpPTU3bl 4S9 onpeaeneHns BO3MOXHOCTN paccMaTpuBaTh
NeKapCTBEHHbIN Npenapar 4519 MeAULMHCKOro NPUMEHEHUS B Ka4ecTBe opddaHHOro
NeKapCTBEHHOro  rnpernapara, noanexar Bo3BpaTty B YMNONIHOMOYEHHbIN
doegeparnbHbIN OpraH UCMOSNHUTENBHOM BrlaCTU OQHOBPEMEHHO C 3aKITHOYEHUAMU
COOTBETCTBYHOLLMX 9KCNEPTUS.

(Ctatba B pepakuun, BBegeHHou B pgenctBne ¢ 1 wmwona 2015 ropa
denepanbHbIM 3aKOHOM 0T 22 aekabpsa 2014 roga N 429-93.

KommeHTapumn k ctatbe 20

Ctatbs 21. PeweHue 0 BO3MOXHOCTU paccMmaTpmBaThb
rieKapCTBEHHbIU npenapart Nnpu oCcyLleCcTBIIeHUN
rocyaapCcTBeHHOM perucrtpaunm B Kadyectse opcgaHHOro
rieKapCTBEHHOro npenapara

1. B cpok, He npeBblwalowmn nNATM paboumx OHEW CO AHA NonyyYeHus
3aKkno4eHns, ykasaHHoro B 4acTtu 1 ctatbn 20 HacToswero ®enepansHOro 3akoHa,
YMNOSIHOMOYEHHbIN hefepanbHbli OpraH MUCMOSHUTENBHOM BflaCTU OCYLLECTBISET
OLLEHKY MOSTy4EeHHOro 3aKksoveHna Ons onpefesieHns ero COOTBETCTBUSA 3afaHuio
Ha npoBedEeHWe COOTBETCTBYHLUEN OSKCMEepTM3bl U yBeLOMISEeT 3asBuTens B
9IIEKTPOHHON dhOopMe UM Ha BymMaHOM HocuTene O pesyrbTatax npoBeaeHHOW
9KCNepTU3bl C MNPUIIOKEHNEM KOMUM IKCMEPTHOrO 3akroyeHus (C CoxXpaHeHnem
KOH(pMOeHUnansHOCTM WHQopMaunum O CcocTaBe IKCMEPTHOM KOMWUCCUM) U O
BO3MOXXHOCTU UMM HEBO3MOXHOCTU paccMaTpmuBaThb JIeKapCTBEHHbIN npenaparT 4114
MEANLMHCKOro NMPUMEHEHNS NMpu OCYLLECTBIIEHUN rOCy4apCTBEHHON perucTpauumv B
KadecTBe OpdbaHHOro fiekapCTBEHHOIo rnpenapara.

2. [lpn BbIHECEHUM KOMUCCUMEN IKCMEPTOB 3aKIMOYEHUS O BO3MOXHOCTU
paccMaTpvBaTthb feKapCTBEHHbIW npenapat Ansg MeOUUWHCKOro MpuUMEeHeHus npu
OCYLLECTBJIEHUN TOCYOAPCTBEHHOM peructpaumm B KayecTBe  OpdhaHHOro
NeKapCTBEHHOIO npenapara YMNOSTHOMOYEHHbI doegeparnbHbIin opraH
NCMNOSHUTENBbHON BNacTuU B CPOK, HE MpeBbllwarowpmn NATu paboumnx gHen co OHS
NOSlydeHNA OaHHOro 3aKriyeHus, NPUHMMaeT pelleHWe O Bblgadve 3aJaHus Ha
npoBefeHe 3KCMepTu3bl KayecTBa JeKapCTBEHHOrO cpedcTBa W 3KCNepTUsbl
OTHOLUEHNA  OXMAaemMoM Nomfb3bl K BO3MOXHOMY  PUCKY  MPUMEHEHUS
NeKapCTBEHHOro npenapata Ansgd  MeOUUUMHCKOrO MNpUMEHeHUs B Mnopsake
YCKOPEHHOW Mpoueaypbl 3KCNepTUsbl NIeKapCTBEHHOIO cpeacTBa B COOTBETCTBUMU
CO cTaTben 26 HacToswero PenepansHOro 3akoHa.
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3. B cnyyae npuHATMS PpeELIeHMA O HEBO3MOXHOCTM paccMaTtpuBaTthb
NeKkapCTBEHHbIW npenapaT Ansg MeguuMHCKOro NpUMEHEHUs NMpu rocyaapcTBEHHOM
perncTpauum B KayecTBe opdbaHHOro NeKapCcTBEHHOro npenapara
YMNOSNMHOMOYEHHbIN pefiepalibHbIi OpraH WUCMOSIHUTENbLHOM BflaCTU MpeKpallaeT
npouenypy rocydapCTBEHHOM  percTpauum  fieKapCTBEHHOro  npenapara.
3asgBuTeNnb BripaBe 00OpaTUTLCA B PErMCTPUPYIOLLMIA OpraH C 3asBfIEHMEM O
rocygapCTBEHHON perncTpauun YyKasaHHOro JieKapCTBEHHOro npenapata B
COOTBETCTBUKN co cTaTben 18 HacToswero PeaepansHOro 3akoHa.

(Ctatba B pepakuumn, BBegeHHou B pgenctBne ¢ 1 wmwona 2015 ropa
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-93.

KommeHTapumn Kk ctaTtbe 21

Ctatbna 22. PeweHne o npoBeAeHUN KITMHUYECKOrO
nccneanoBaHUsA JfieKapCTBEHHOroO nNpenaparta Ans
MeAULMHCKOro NpuMeHeHUs

(YTpatuna cuny ¢ 1 uiona 2015 roga - PeaepanbHbii 3akoH 0T 22 aekabps 2014
roga N 429-93.

KoMmeHTapum K ctatbe 22

CtaTtba 23. 3KCcnepTU3a KayecTBa JIeKapCTBEHHOIO
CcpeAcCTBa M 3KCnepTnU3a OTHOLUEHUS OXUAaeMoun Nosib3bl K
BO3MOXXHOMY PUCKY NMPUMEHEHNA NleKapCTBEHHOro
npenaparta Ansa MeaUMUUHCKOro npuMeHeHus

1. DKkcnepTm3a KayecTBa fiekapCTBEHHOIO CpeAcTBa M 3KCMNepTM3a OTHOLLEHUS
OXnaaemMou rnorb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NIeKapCTBEHHOMO npenapaTa
Ansg  MeOUUMHCKOrO  MPUMEHEHUHA, COCTaBfieHMe  KOMWUCCUAMUM  OKCNepToB
3aKNMOYEeHNn No pesynsraTtaMm MNpPoOBeSEHHBIX 3KCMEepTU3 W HanpaBSieHUe 9TUX
3aK/NMOYEHNUN B YMONMHOMOYEHHbIM doeeparibHbIA OpraH MCMOSHUTENBHON BriacTu
OCYLLUECTBIIAIOTCA B CPOK, HE MPEBbILLAOWMA CTa AeCATM pabovnx OHEN CO OHA
noslydeHus 9KCMEepPTHbIM yypexgeHnem COOTBETCTBYHLLENO 3agaHuvs
YMOSTHOMOYEHHOTO heeparibHOro opraHa UCMOMHUTESNbHOM BNAacTy 1 HEODXO4UMbIX
AOKYMEHTOB B 351EKTPOHHON (hopme Unn Ha ByMaXkHbIX HOCUTESNAX.
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2. B TeyeHne geBAHOCTa AHEN CO OHA MOMy4YeHUs pelleHust YNoSTHOMOYEHHOro
doegepanbHOro opraHa WCMOMHUTENBHON BraCTU O MNPOBEOEHMN  QKCMNEPTUS,
NpegyCMOTPEHHbIX YacTblo 1 HacTosAwen cTatbW, 3asBUTErNb MpeacTaBnseT B
9KCMepTHOE y4ypexaeHue ONa nNpoBedeHUs 9KCNepTm3bl KadecTBa JIeKapCTBEHHOIo
cpeacTea obpasubl NleKapCTBEHHOrO Npenapara Ans MeguumMHCKOro NpUMeEHEHMs,
NPON3BEOEHHOIO B COOTBETCTBMM C TPebOBaHMSIMU OMbITHO-NPOMbILLIIEHHOMO W
(Mrm) NPOMbILLIIEHHOrO pernameHToB, YyTBEPXKOEHHbIX pykoBoauTenem
Npon3BOAUTESNSA JIeKapCTBEHHbBIX CPEACTB, a TakkKe B COOTBETCTBYIOLLMX Crydasx
obpasubl (papmaueBTUyeckon cybcTaHuun, TecT-lTamMmma MUKPOOPraHNM3MoB,
KynbTypbl KINETOK, obpasubl BewecTB, NPUMEHSIEMbIX OS5 KOHTPONs KadecTsa
NeKapCTBEHHOro  cpefcTtBa MyTeEM CPaBHEHMA C  HUMU  UCCrieqyemoro
NeKapCTBEHHOrO CpeacTBa, B KonuyectBax, HEOOGXoAuUMbIX ANs1 BOCMPOM3BEOEHMS
METOLOB KOHTPOIS KavyecTBa.

3. MNpn nony4yeHnn o6pa3sLoB fiekapCTBEHHOIO npenaparta 1 apmaueBTUYEeCKON
CyOCTaHUMM  OKCMNEpPTHOE  ydypexaeHue  BblOaeT  3asBUTENM0  JOKYMEHT,
noATBEPXOaWMIA NofyYyeHne yKkasaHHbIX 06pa3LoB, U B CPOK, HE MpeBbILaoLLmi
Tpex paboyux OHeW, yBeOOMNMSIET B 3fIeKTPOHHOM opMe MM Ha OBymakHOM
HocuTene o6 3TOM YMNOMHOMOYEHHbLIN dedeparnbHbii OpraH MCMNOSHUTESbHOM
BlacTu.

4. YKasaHHble B 4YacTaX 2 M 3 HacTosILLEN CTaTbXM CPOK AN npencTaBrieHns
3asBuTENneM 0Opas3UoB NeKapCTBEHHOro npenapata W  dhapmaueBTUYECKON
CyOCTaHUMM W CPOK YBEOOMIEHUSA IKCMEPTHbIM Yy4ypexaeHnem o6 9ToM Ha
ByMaxHOM HoOcUTene YMNOfIHOMOYEHHOro heaepanbHOro opraHa MUCMONHUTENBHON
BflaCTU He BK/OYAOTCHA B CPOK MNpPOBEOEHUS 3SKCMepTus, MnpeayCMOTPeHHbIX
YyacTbio 1 HACTOSALLIEN CTATbMW.

5. [JOKyMEHTbI, MOCTYNMBLUME B 3SKCMNEPTHOE YydpexaeHue ONa npoBedeHUd
aKCnepTu3, NPeayCcMOTPEHHbIX YacTblo 1 HacTosALWEN cTaTbW, Noanexar Bo3BpaTy B
YMNONMHOMOYEHHbIN doefeparibHbIA OpraH UCMNOSTHUTENbHOW BIlaCTU O4HOBPEMEHHO C
3aKIYEHNAMM, NOSTyMEHHBbIMU NO pe3yrbTaTaM COOTBETCTBYIOLLMX 3KCNEPTUS.

(Ctatba B pepakuumn, BBegeHHou B pgenctBne ¢ 1 wmwona 2015 ropa
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-P3.
KommeHTapumn K ctatbe 23

CTtaTtbAa 24. 3KcnepTU3a KayecTBa JieKapCTBEHHOIO
cpeAcTBa M 3KCnepTnU3a OTHOLLUEHUS OXUAaeMoun Nosib3bl K
BO3MOXXHOMY PUCKY NPUMEHEHNA NleKapCTBEHHOro
npenapara Ansa BeTepuHapHOro NpuMeHeHuUs
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1. 3KcnepTu3a KadecTBa fNleKapCTBEHHOIO CpeacTBa M 3KCNepTuU3a OTHOLLEHUS
OXnaaemMou rnorb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NIeKapCTBEHHOMO npenapaTa
ANt BETEPUHAPHOro MNPUMEHEHUs, COCTaBfIEHWE KOMUCCUAMM  IKCMEepTOB
3aKMOYEeHNUN Mo pesyrbrataM YyKasaHHbIX 3KCNepTU3 W HarnpasfieHue TaKuXx
3aK/NMOYEHNN B YMONMHOMOYEHHbIM doeeparibHbIA OpraH UCMOSHUTENBbHOW BriacTu
OCYLLUECTBIIAIOTCA B CPOK, HE MPEBbILLAOWMA CTa AEeCATM pabounx OHEN CO OHA
NOSTydEeHNA IKCMEPTHbIM ydpexaeHnem 3agaHus YnofIHOMOYeHHOro doefeparnbHoro
opraHa UCNOSTHUTENBHOM BrlacTU C JOKYMEHTaMM, YyKadaHHbIMW B YacTu 3 cTaTbun 17
HacTosLwero PenepansHOro 3akoHa.

(YacTb B pepakuuu, BBedeHHOM B pgenctBue c¢ 22 Hosibpa 2014 ropa
denepanbHbiM _3akoHOM OT 22 okTsabps 2014 roga N 313-93; B pegakuumu,
BBeAeHHOW B gencteune PenepanbHbiM 3akoHoM oT 13 utona 2015 roga N 241-P3.

2. B TeyeHve Tpuaouatm paboumx OHEN CO AOHA NOSyYEHUS peLleHus
YNOSTHOMOYEHHOro defieparnibHOro opraHa UCMNOSHUTENBLHOW BracTyU O NpoBeseHUu
yKasaHHbIX B 4acTn 1 HACTOsILLEN CTaTbW 3KCMNEPTM3 3asiBUTENb NpeacTaBnsieT B
9KCMepTHOE y4ypexaeHue ONa NpoBedeHUs 9KCNepTm3bl KadecTBa JIeKapCTBEHHOIo
cpeacTea obpasubl NleKapCTBEHHOIro npenapaTa ans BeTepUHapHOro NpUMeEHEHMs,
NPON3BELAEHHOIO B COOTBETCTBMM C TPEOOBAHNAMM TEXHOSOMMYECKNX PErNTaMEHTOB,
YTBEPXKOEHHbIX PYKOBOAUTENEM NPON3BOAUTENS NEKAPCTBEHHbLIX CPEACTB, a Takxe
B COOTBETCTBYIOLMX Cy4YasX TECT-LUTaMMbl MUKPOOPraHM3MOB, KYIbTypbl KIETOK,
obpasubl hapmauyeBTnyeckon cydcTaHumm, obpasLbl BELLECTB, NPUMEHAEMbIE AN
KOHTPOIS Ka4ecTBa NeKapCTBEHHOrO CpeacTBa, B KONMYecTBax, Heobxoanmbix And
BOCMNpOn3BeaeHNS METOAO0B KOHTPOSIA KadecTBa.

(Yactb B pepakuun, BBedeHHon B penctBne c¢ 13 asrycta 2019 ropga
denepanbHbiM 3akoHOM OT 2 aBrycta 2019 roga N 297-03.

3. MNpn nony4yeHnn obpa3sL 0B fiekapCTBEHHOrO npenaparta 1 apmaueBTUYEeCKON
CyOCTaHUMM  OKCMNEpPTHOE  ydypexaeHue  BblJaeT  3asBUTENM0  JOKYMEHT,
noATBEPXOaWMIA NofyyYyeHne ykasaHHbIX 06pa3LoB, U B CPOK, HE MpeBbILIaoLLmi
Tpex pabounx aHen, yBegoMnsieT B NMMCbMEHHOM hopme 06 3TOM YNOSIHOMOYEHHbIN
doegeparnbHbIN OpraH NUCNOSHUTENbHOM BNAcTu.

4. Cpok pOna npeactaBneHus 3asiBuTeneM o00pasuyoB  NeKapCTBEHHOro
npenapaTta un papmauleBTUYECKON CYOCTaHUMN U CPOK YBEAOMIIEHUS IKCNEPTHBLIM
yypexgeHmem o6 3TOM B MUCbMEHHOW (popme YNONHOMOYEHHOro doegeparnsHOro
opraHa UCNOSTHUTENbLHOM BacTK, YKasdaHHble B YacTdax 2 U 3 HacTosAWen cTaTby, He
BKIIIOYAKOTCA B CPOK MPOBEAEHUS YKasaHHbIX B 4acTu 1 HacTosAwen cratbu
aKCnepTuns.

5. [OKYMEeHTbI, MOCTYNMBLUME B JKCMNEPTHOE ydpexaeHue OS19 MpoBedeHus
YKa3aHHbIX B 4YacTu 1 HacTosWen cTaTtbM 3KCNepTu3, nogsexar Bo3BpaTy B
YMNONMHOMOYEHHbIN doefeparbHbI OpraH UCMNOSTHUTENbHOW BIlaCTU O4HOBPEMEHHO C
3aKNMOYEHNAMM MO pe3yribTaTtam yKasdaHHbIX 9KCMNepTus.

KommeHTapumn Kk ctatbe 24
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CtaTtba 25. [loBTOPpHOE NpoBeAeHMEe IKCNepPTU3bI
rleKapCTBEHHbIX CpeaAcTB

(HanveHoBaHve B pepakuun, BBegeHHon B pgencteue ¢ 1 wmonsa 2015 roga
denepanbHbIM 3aKOHOM OT 22 aekabpsa 2014 roga N 429-03.

1. B cnyyasix HegocTtaTo4yHOM OBOCHOBAHHOCTU WM HEMOSHOTbI 3aKoYeHus
KOMWUCCUM IKCMNEPTOB, HaNMMYMs B HEM MPOTUBOPEYMBBLIX AaHHbIX, hanbcudmkaumm
BbIBOLOB 3KCMNEPTU3bl JNIEKAPCTBEHHOIO CPeacTBa, COKPbITUS OT YNOSTHOMOYEHHOro
doegeparnbHOro opraHa UCMNOSTHUTENBbHOW BIACTU OCHOBaHWMA AN OTBOAA 3KCnepTa
BCeACTBME ero  3avHTEpPeCcOBaHHOCTUM B pesyrbrarax COOTBETCTBYIOLLEN
9KCNEepPTU3bl, HanMMUMA AaHHbIX O MPSIMOM NMOO KOCBEHHOM BMeELLATENbLCTBE B
Nnpouecc COOTBETCTBYIOLLEN 3KCNEPTU3bl NNL, HE Y4aCTBYIOLWMX B ee NpoBeLeHnN,
HO OKasaBWMX BJMAHME Ha MNpouecc W pesynbTartbl ee MNpoBedeHus,
YMNOSNMHOMOYEHHbIM doefeparibHbiM OpraHOM UCTMONHUTENBHOM BrACcTW Ha3HaYaeTCs
NOBTOPHAas 9KCNepTu3a fiekapCTBEHHOIro cpeacTaa 1 (Mnm) aTudeckasa akcnepTmsa.

(Hactb B pepakumn, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropga
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

2. lNoBTOpHaa akcnepTu3a NeKapCTBEHHOro cpeacTBa MPOBOAUTCH C YY4ETOM
pe3yrnbTatoB paHee MNpoOBEeOEHHOW 3KCMepTu3bl B CPOK, YCTAHOBJIEHHbLIN
YMNOSMMIHOMOYEHHbIM  doejeparibHbiM  OPraHOM  UCMOSHUTENBbHOM BflaCTM U He
npeBbiLalWmn - Tpuguatn paboymx AHeW CO [OHSA  NOfy4YeHUst IKCMNEePTHbIM
yypexgeHneM 3afjaHua Ha npoBedeHne MOBTOPHOM 3KCNepTu3bl JIeKapCTBEHHOro
cpeacrTea.

(Yactb B pepakumm, BBegeHHom B pencteue ¢ 1 wmona 2015 ropga
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

3. dnHaHcoBOEe obecrneyeHne BbINONMHEHNA 3aaHns Ha NpoBegeHne NOBTOPHOW
9KCNepTU3bl NleKapCTBEHHOro cpeaCcTBa He OCYLLECTBIIAETCA.
(Hactb B pepakumm, BBegeHHom B pencteue ¢ 1 wmona 2015 ropa
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.
KommeHTapui K ctatbe 25

CtatbA 26. YCKOpeHHas npoueaypa 3aKcnepTusbl
rleKapCTBEHHbIX CpeaAcTB
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1. YCKopeHHasi npoueaypa 3KCNepTUsbl JIEKApCTBEHHbLIX CPEeACTB B LEnsX
rOCyO4apCTBEHHOM perMcTpaumn nekapCTBEHHbLIX MpenapaTtoB MPUMEHSIETCS B
OTHOLLEHNN opdbaHHbIX NIeKapCTBEHHbIX NPenapaToB, NEPBbIX TPEX NeKapCTBEHHbIX
npenapatoB, pernctpupyembix B Poccuinckon depgepaunmm B KavyecTBe
BOCMPOU3BEAEHHbIX  JIEKApPCTBEHHbLIX MpenapatoB, OYepedHOCTb  KOTOPbIX
onpegenseTcss B COOTBETCTBMM C HOMEPOM W OAaTOW BXOASLUMX 3asiBIEHUN O
rOCya4apCTBEHHOM permcTpaumm nekapCTBEHHbIX MpenapaTtoB B pamMKax O4HOro
MEeXOYyHapOL4HOro0 HenaTeHTOBaHHOMO HaMMEeHOBaHWS JeKapCTBEHHOro npenapara
WM rPYNNMPOBOYMHOIO  HAaMMEHOBAHWS  JIEKApPCTBEHHOro  npenapata, W
NeKapCTBEHHbIX NpenapaToB, NpeaHa3Ha4YEeHHbIX UCKIMIYNTENBHO NSt NPUMEHEHMS
HECOBEPLLEHHONETHUMN rpaXkaaHaMu.

(HYactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropa
denepanbHbIM _3akoHOM OT 22 aekabpsa 2014 roga N 429-03; B pegakuuu,
BBeAeHHOW B gencteune PenepanbHbiM 3akoHoM OT 13 utong 2015 rona N 241-P3.

2. YCKOpeHHasi npouenypa 3KCNepTu3bl NEKApCTBEHHbIX CPEACTB B Lensx
rocy4apCTBEHHON perncTpaunm NeKkapCTBEHHbIX NpenapaToB He MNPUMEHSIETCS B
OTHOLLEHUM:

1) GuoaHanorosbIx (6MoNoao06HLIX) flekapCTBEHHbIX NpenapaTos (buoaHarnoros);

2) pedepeHTHbIX NEeKapCTBEHHbIX MpenapaToB (3a MCKoYeHMeM OpdiaHHbIX
nekapCcTBEHHbIX NpenapaToB);

3) BOCNpoOM3BEAEHHbIX fleKapCTBEHHbIX NpenapaToB (3a UCKMOYEHMEM NEPBbIX
Tpex permctpupyemblx B Poccuinckon depepaumm B Ka4eCcTse BOCNPON3BELEHHbIX
NeKapCTBEHHbIX MpernapaToB M JIeKapCTBEHHbLIX NpenapaToB, npegHas3HayYeHHbIX
NCKIMIOYUTENBHO 4S9 NPUMEHEHNS] HECOBEPLLEHHOMNETHUMU rpaXkgaHamm);

4) HOBbIX KOMOMHAUWA  3apPerMcTpPUpPOBaHHbLIX paHee  NeKapCTBEHHbIX
npenapaTtos;

5)  NeKapCTBEHHbIX  MpenapaToB,  3aperMcTpUPOBaHHbIX  paHee,  HOo
NPOun3BEeLEHHbIX B OPYrMX JleKapCTBEHHbIX popMax B COOTBETCTBUM C MepeyHeMm
HaMMeHOBaHUN fleKapCTBEHHbIX (POPM U B HOBOW LO3UPOBKE.

(HYactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropa
denepanbHbIM 3aKOHOM OT 22 aekabpsa 2014 roga N 429-03.
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3. YCcKOpeHHas rnpoueaypa 9KCnepTusbl NEKapCTBEHHbIX CPeacTB NPOBOAUTCS
MO pPELLUEHNIO COOTBETCTBYIOLLEro YMNOSIHOMOYEHHOro dhegeparnbHOro opraHa
MCMNOSIHUTENMBbHOM BIlaCTUM Ha OCHOBaHUM 3asBfieHUs 3asiBUTENST B CPOK, He
NpEBbILLALLMA BOCbMUAECATN paboumnx gHen. [pn 3TOM akcnepTu3a AOKYMEHTOB,
cogepXawmxcss B permcTpauMoHHOM [OOCbe Ha JIeKapCTBEHHbLIM npenapar,
NpoBOOUTCA B CPOK, HE MPEBbILWAKWMA OECATU paboumx OHEeRn, akcnepTmsa
KayecTBa JIEKapCTBEHHOIO cpeacTBa M 9KCMNepTu3a OTHOLUEHUA OXMOaemoun
NoSfib3bl K  BO3MOXHOMY PUCKY TMPUMEHEHUA JeKapCTBEHHOro npenapara
NPOBOAATCH B CPOK, HE NPEBbLILLAILLMIA LIECTUAECATN paboumnx gHEN.

(HYactb B pepakumm, BBegeHHom B pencteue ¢ 1 wmona 2015 ropa
dPenepanbHbIM 3akoHOM 0T 22 aekabpa 2014 rona N 429-93.

3 1. B oTHOweHMM opdhaHHbIX NeKapCTBEHHbLIX MpenapaTtoB MOryT ObiTb
npegcTaBfieHbl  pesyrnbTaTtbl  OOKIMHUYECKUX WUCCeaoBaHUM  NeKapCTBEHHbIX
CpeacTB M KIMHUYECKUX WUCCNeaoBaHUMA JNEKapCTBEHHbIX npenapaTtoB  ASiA
MEOULMHCKOINO  MPUMEHEHUs, BbINOSIHEHHbIX 3a npegeriamum  Poccumnckon
denepauunmn B COOTBETCTBUM C NpaBuiiaMmn Hagnexailen nabopaTopHOM NPakTUKAN K
npaBuiamMu Hagsiexallen KImMHUYeCKOM NPakTUKK.

(YacTb gononHuTenbHo BkItodeHa ¢ 1 mons 2015 roga PegepanbHbiM 3aKkOHOM
o1 22 nekabpsa 2014 roga N 429-93)

4. YckopeHHas npouenypa aKkcnepTuabl JIeKapCTBEHHbBIX CPEeACTB NMPOBOAUTCS B
nopsgke, yctaHoBfieHHOM ctatbammn 17-20, 23 u 24 HacToswero deaepanbHOro
3aKOHa, M He O3HayaeT CHWkeHust TpeboBaHu K ©e3onacHOCTW, Ka4vyecTBy W
9(0PEKTUBHOCTM NleKapCTBEHHbIX MpenapaTos.

KommeHTapun K ctaTtbe 26

CtatbAa 27. PeweHune o rocyaapCTBEHHOMN perucrtpauum
FieKapCTBEHHOro npenapara

1. B cpok, He npeBblWwalowmn Aecatn paboumx AHEen Co OHA NonyyYyeHus
3aK/MIOYEHNN KOMUCCUM JKCMNEepTOB MO pesynbTatam 3KCNepTusdbl KayecTsa
NIEKApPCTBEHHOIO CpeacTBa WM 9KCMNEPTU3bl OTHOLUEHUA OXMOAeMOM NoSb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOro rnpernapara, COOTBETCTBYHLLMNA
YMNOSNMHOMOYEHHbIN doefeparnbHbi OpraH UCMONHUTENBHON BNacTu:

(AG3ay B pepakuun, BBegeHHom B pgencteune ¢ 1 wmona 2015 ropa
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

1) pasmewger Ha cBoeM odwmumnansHom cante B cetn "NHTepHeT"
COOTBETCTBYHOLUME 3aAKIMOYEHNS KOMUCCUM 3KCMEPTOB U OCYLLECTBNSAET UX OLEHKY
Ans onpegeneHns COoTBETCTBUA 3a4aHNI0 HA NPOBEAEHNE 3TUX KCNEPTUS;

(MyHKT B pepakunn, BBegeHHon B AenctBue c¢ 1 wmonsa 2015 ropga
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.



http://docs.cntd.ru/document/420241318
http://docs.cntd.ru/document/420241318
http://docs.cntd.ru/document/420321621
http://docs.cntd.ru/document/420241318
http://docs.cntd.ru/document/420241318

2) NpUHMMAET pelUeHne O roCyAapCTBEHHOW perncTpauumm neKapcTBEHHOro
npenapata unM o6 oTKase B rocydapCTBEHHOM perncTpaunvM neKapCTBEHHOo
npenapara;

3) BHOCUT nNpU TMPUHATUM pPeLleHMs O rOCYyOapCTBEHHOW pernctpauuu
NEKapCTBEHHOro0 Mpenaparta [AaHHble O 3aperMcTpupoBaHHOM FeKapCTBEHHOM
npenapaTe, B TOM ynucre o hapmaueBTUYeCKon cybCcTaHLmM, BXOOALLEN B COCTaB
NeKapCTBEHHOro npenapara, B rocyaapCTBEHHbIN PeecTp NEKapPCTBEHHbLIX CPEACTB
N BbldaeT 3asiBUTENO PErMcTpaumoHHOEe YOOCTOBEPEHME  JleKapCTBEHHOMO
npenapaTta, dopMa KOTOpPOro YTBEPXKOAETCH YMNOMHOMOYEHHbLIM deaeparnbHbIM
OpraHoOM UCMOSHUTENBLHOW BIlACTW, COrMacoBaHHbIE HOPMATUBHYIO LOKYMEHTaLWto,
HOPMAaTUBHbIN JOKYMEHT, MHCTPYKLMIO MO NPUMEHEHWIO NIEKapCTBEHHOro npenapara
N MakeTbl MEPBUYHON YMAKOBKNW N BTOPUYHOW (NOTPEOUTENLCKOW) YMaKOBKU C
yKasaHMeM Ha HUX HOMepa PperncTpaunoHHOro yaoCTOBEPEHUS JlEKapCTBEHHOIO
npenapaTta M gartbl ero rocygapCTBEHHOW pernctpauun unm B criydae MNpUHSTUS
peLleHns o6 OTKase B rocygapCTBEHHOW permcTpaumm nekapcTBEHHOro npenapara
yBedoMnsieT B NUCbMEHHOW ¢opme 3asiBuTens o6 9TOM C yKasaHWeM MpUYuH
Takoro OTkasa. 3a Bblgayy peryMcTpaunoHHOro yaoCTOBEPEHUS JIEKapCTBEHHOIO
npenapata B3WMaeTCA rocygapCTBEHHas nMowrnvHa B COOTBETCTBMM  C
3akoHogartenscTBoMm Poccumnckon denepavmm o Hanorax n cbopax.

(MyHkT B pepakunn, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropga
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-93.

2. OcHoBaHveM Onsi oTKasa B rocygapCTBEHHOW pernctpauumn nekapcTBeHHOro
npenapara  Aanq MEOULUMHCKOTO  MNPUMEHEHUs1  dABISieTCs 3aKkno4veHne
COOTBETCTBYHOLLErO YMOSIHOMOYEHHOrO doefeparnbHOro opraHa WCMNOSTHUTESNTbHOW
BNactTM O TOM, 4TO KayecTBO M (UrK) 9PdEeKTUBHOCTL PEMMCTPUPYEMOTO
NEeKapCTBEHHOIO npenapara Angd MeauuuMHCKOro NPUMEHEHUS He NOATBEPXKOEHbI
NOSTydEHHbIMW [aHHLIMU UM YTO PUCK MPUYMMHEHUS Bpeda 340pOBbl YernoBeka
BCieCTBME NpuUemMa feKkapCTBEHHOro npenapara ans MeauuuHCKOro NnpuMeHeHus
npeBbIWaeT 3PeKTUBHOCTb €ro NPUMeEHeHUs.

(Hactb B pepakuun, BBegeHHon B penctene ¢ 15 wuwoHa 2018 ropa
PenepanbHbiM 3akoHOM OT 4 nioHda 2018 roga N 140-93.

3. [lloBTOpHOE npeacTaBrieHMe B COOTBETCTBYHOLLMA  YMOFTHOMOYEHHbIN
doepepanbHbIA OpraH UCNONHUTENbHOM BriaCTU NIEKapCTBEHHOro npenaparta, B
OTHOLLEHNN KOTOPOro Morly4eH OTKa3 B rocyfapCTBEHHOW perncTpaunm u KOTopbIn
BNocreacTBUN NOABEPICS N3MEHEHUIO B YaCcTW ero cocTaBa, paccMaTpmBaeTCs Kak
npencTaBfieHNe HOBOINO JIeKapCTBEHHOrO npenapata Ha ero rocyaapcTBEHHYHO
perncTpaumo He3aBUCUMO OT COXPaHEHUs1 ero NepBUYHOrO HaMMEHOBAHNA.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 umwona 2015 roga PenepanbHbiM
3akoHoM oT 22 aekabps 2014 ronga N 429-93.
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4. MNpn npegocTaBneHnn 3asaBUTENEM B COCTaBe PErMcTpaunoHHOro AOCbe Ha
NEKapCTBEHHbINM npenapaT ON9 BETEePUHAPHOrO0 MNPUMEHEHUSI KOMUM  PeLUEHUS
YMNOSTHOMOYEHHOro dhefieparnibHOro opraHa UCMNOSHUTENBLHOW BracTu O NpoBeaeHUu
MHCMNEKTUPOBAHUS MNPOU3BOAUTENSA NEKAPCTBEHHbIX CPEACTB CPOK MPUHATUSA
pELLEHNST O rOCYyQapCTBEHHOW perMcTpaunm rekapCTBEHHOro npenapaTta  Ans
BETEPMHAPHOIO  MPUMEHEHUSI  MPUOCTAHaBIMBaAEeTCA CO  AHA  MNOSyYeHus
3aKNMOYEHNN, YyKasaHHbIX B 4YacTu 1 HacTosAwen cTaTbW, OO AHA NPUHATUA
YNOSMHOMOYEHHbIM beeparibHbIM OpraHOM WCMOSHUTENBHOW BfaCcTy peLleHust o
Bblgavye unnm ob oTkase B Bblgaye 3akro4veHUst O COOTBETCTBMM MPOU3BOAUTENS
NEeKapCTBEHHbIX CpeacTB TpeboBaHMsM NpaBun Hagnexallen npou3BoaCTBEHHOM
NPaKTUKK, HO He Bornee YeM Ha CTO BOCEMbAECAT paboumnx gHEN.

(YacTb pononHuTenbHO BKMtodeHa ¢ 15 uwoHa 2018 roga PenepanbHbIM
3akoHoM OT 4 utoHa 2018 roga N 140-93)

5. OcHoBaHMeM Ons OTKasa B rocyapCTBEHHOW perncTpaunm fekapcTBEHHOIO
npenapara AN BETEPUHAPHOIO  MPUMEHEHUSI  SABNSETCA  3aKroveHue
YMNOSNMHOMOYEHHOro dpefiepasribHOrO opraHa MWCMOSHUTENBbHON BflaCTU O TOM, YTO
Ka4ecTBO M (UnKn) 3appeKTUBHOCTb PErMCTPUPYEMOro JfIEKapCTBEHHOro npenapara
ANS BETEPUHAPHOro NPMMEHEHUS He noaTBepxaeHbl NOfy4YeHHbIMU OaHHBbIMU UK
YTO PUCK MPUYMHEHMS Bpeda 340POBbH0  XMBOTHOMO BCNeACTBME Mpuema
NEKapPCTBEHHOrO rpenapata AN BETEPUHAPHOrO MPUMEHEHUS NpeBbIaeT
9()PEKTUBHOCTb €ro NMPUMEHEHUA, OTKa3 YNorHOMOYEHHOro pefepansHOro opraHa
MCMNOSHUTENBbHOW BIlaCTM B Bblade 3akiovYeHusi 0 COOTBETCTBUM NPOU3BOAUTENS
NEKapCTBEHHbIX CpeacTB TpeboBaHMsM NpaBun Hagnexallen npou3BoaCTBEHHOM
NPaKTUKN  ONs  KaXOouW  MPOM3BOLCTBEHHOW  MSIOWAAKM  PerucTpupyemoro
NeKapCTBEHHOro npenapaTta A BETEPUHAPHOro MNPUMEHEHUs B Cllydae, ecriv
NpPoOn3BOACTBO JIEKAPCTBEHHOrO npenaparta AN BeTEepUMHApPHOro MNpUMEHEHUS
ocyllecTBrigeTcsa 3a npegenamm Poccuinckon denepaumm, unm oTCyTCTBME TaKoro
3aKntoYeHns.

(YacTb pononHuTenbHO BKMtodeHa ¢ 15 uwoHa 2018 roga PenepanbHbIM
3akoHoM OT 4 ntoHsa 2018 roga N 140-93)

KoMmmMmeHTapun K ctatbe 27

Ctatba 27_1. B3anmo3aMeHAEMOCTb JIeKapCTBEHHbIX
npenapartoB ANA MeAULUHCKOro NnpuMeHeHus
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1. B3aMmo3aMeHsieEMOCTb JIeKapCTBEHHbIX MnpenapaTtoB Afs MeaUUUHCKOro
NPUMEHEHUsT  ornpegenseTcs  YNOfIHOMOYEHHbIM  dpefepalribHbIM — OpraHoMm
MCMNOSTHUTENbHOW BracTW, OCYLUECTBNAIOWMM [OCYLAapPCTBEHHYK pernctpaumio
NEKapCTBEHHbIX MpenapaToB OS11 MEAULUMHCKONo NPUMEHEHUS, B pamMKax OLHOro
MEeXOYHapo4HOro HenaTeHTOBAHHOro (MM XMMUYECKOro, WM rpynnmupoBOYHOrO)
HaUMEHOBaHMUSI Ha OCHOBE 3aK/MlOYEeHUs] KOMMUCCUMM IKCMNEPTOB 9SKCMEPTHOro
yypexgeHns O B3aMMO3aMEHSEeMOCTW  JIeKapCTBEHHOro  npenapara  Aans
MEOULWNHCKOrO MPUMEHEHNA MO0 O TOM, YTO JleKapCTBEHHbIN npenapaTr Aangd
MEOMLUMHCKONO TMPUMEHEHNA He SABNSETCA B3auMMoO3aMeHsieMbiM.  [lopsagok
ornpeneneHus B3aMMO3aMEHSEMOCTN  JIeKapCTBEHHbIX  MnpenapaTtoB A
MEOMLUMHCKONO rMpuUMEHeHNa U1 dqopmMma 3akfloYeHNAS KOMMUCCUM  QKCMNEepPTOB
9KCMEepPTHOro y4dpexneHuss 0 B3aMMO3aMEHSIEMOCTU JIEKapCTBEHHbIX MNpenapaTos
Anst MeAULNHCKOro NpuMMeHeHns nmbo o0 TOM, YTO NlEKapCTBEHHbIM npenapaTt Aans
MEAULMHCKOrOo NPUMEHEHUS He ABIIAETCH B3aMMO3aMEHAEMbIM, YCTaHaBIMBAKTCH
[MpaButenscTBOM Poccuinckon denepaumn.

2. Komuccua 3KCnepToB OKCMNEPTHOro yupexneHus [aeT 3akroyeHne o
B3aMMO3aMEHSAEMOCTN  JIeKapCTBEHHOro  npenapata gnd  MeguLMHCKOro
NPUMEHEHNST NMMBO O TOM, YTO JIEKapCTBEHHbIA npenapaTt Ans MegUuLUHCKOro
NMPUMEHEHUST He SBNSETCA B3aMMO3aMEHAEeMbiM, Ha OCHOBaHWM CriefyroLmx
KpUTEepmneB (XapakTepPUCTUK):

1) 3KkBMBaneHTHOCTb (Ans 6uoaHanoroBbix (OMONOAOOHBLIX) NEeKapCTBEHHbIX
npenapaTtoB (6MoaHanoros) - CONOCTAaBUMOCTb) Ka4€CTBEHHbIX U KOSMYECTBEHHbIX
XapakTepucTuk  apmaueBTUYEeCKMX  CyOCTaHUMA WM COMOCTaBUMOCTb
aHTUrEeHHOro cocTaBa BakKuUWH. Wcnonb3oBaHWe pasnnyHbiX conen, 3dmpos,
KOMMJIEKCOB, N30MEPOB, KPUCTarmM4eckmnx opmM 1 gpyrux npon3BogHbIX O4HOMO U
TOro e [ENCTBYIOLLIErO BELLECTBA He ABNSETCS NPensaTCcTBMEM A8 onpeneneHus
B3aMMO3aMEHSEMOCTM JIeKapCTBEHHbIX MpenapaToB, €CinvM npu MNpoBeaeHun
nccnegoBaHnst  OUMOSKBMBANEHTHOCTM  NEKApCTBEHHOro  npenaparta  Unu
nccrnegoBaHnst TepaneBTUYECKOM 3KBMBANEHTHOCTU JfleKapCTBEHHOMO npenapara
[0Ka3aHO OTCYTCTBUE KIIMHUYECKN 3HAYMMbIX Pa3nnyiun hapMakoKUHETUKN U (1)
adhpekTMBHOCTM M 6Ee30MacHOCTU NeKapCTBEHHOro npenaparta and MeauumHCKOro
NPUMEHEHWS;



2) O9KBMBASIEHTHOCTb  JleKapCTBEHHOM opmbl. [log  9KBMBASNEHTHLIMU
NeKapCTBEHHbIMN  (popMamMKM  MOHMMAKOTCH pasHble JeKapCTBEHHble  (POpPMBblI,
MMELLIME OAMHAKOBbLIE CNocob BBeAeHUs1 U crnocod npuMmeHeHusi, obnagatowme
COMNOCTaBMMbIMU drapMaKkoKMHETNYECKUMM XapakTepucTmKamm n
dapmakonormdyeckum OenucTemMem n obecnedvBarolLMe Takxe AOOCTMXKEHUE
HeobXxoaAMMOro KnmHudeckoro adudekta. Pasnuumst nekapcTBeHHbIX ¢opm  He
ABMAOTCS NpensaTCTBMEM ans onpenereHnd B3aMMO3aMeHSEMOCTH
NeKapCTBEHHbIX  MpenapaTtoB, €CnM  Npu  MPOBEeAEeHUUM  UCCNenoBaHus
OMO3KBMBANEHTHOCTU  JIEKAPCTBEHHONO  MNpenapata WM UCCliegoBaHUA
TepaneBTUYECKON OSKBMBArIEHTHOCTU JIEKAPCTBEHHOIO npenaparta [[oKasaHo
OTCYTCTBME KIMHUYECKN 3HAYMMbIX pasfimymin  apMakoKUHETUKKM KN (KMnK)
adhdpekTMBHOCTM M 6Ee30MacHOCTU NeKapCTBEHHOro npenapata and MeauumHCKOro
NPUMEHEHWS;

3) 3KBMBANeHTHOCTb UIN CONOCTaBMMOCTb COCTaBa BCMoMoraTesibHbIX BELLECTB
NekapcTBEHHOro npenapara and MeguunHCKOro npumMeHeHud. Pasnuuns cocTasa
BCMOMOraTerbHbIX  BELIECTB  JIeKApCTBEHHOIO  npenapara He  SABMSKTCS
NpensaTcTBMEM ONs  onpedesieHnss  B3auMO3aMeHSIEMOCTM  NIeKapCTBEHHbIX
npenapaTtoB, €cnvM Npy NPOBEAEHUN uUccreoBaHUs OGUO3KBUBANEHTHOCTU
NeKapCTBEHHOro npenapara nnm nccnegoBaHus TepaneBTUYECKON
9KBUMBASIEHTHOCTM NEKapCTBEHHOro npenapara LoKa3aHO OTCYTCTBUE KIMHUYECKMN
3HAYUMbIX PasMYMn papMakoKMHETUKU U (Un) addeKTMBHOCTU U 6e30nacHOCTH
NeKapCTBEHHOro npenapata Ans MeguUUHCKOro npuMmeHeHuns. [lpyu  Hanmyum
KITMHUYECKMN 3HAYMMbIX pasfininin papmMakoKUHETUKK n (Mnn) 3ddPeKTUBHOCTU U
6e3onacHOCTM NeKapCTBEHHOro npenaparta Ansg  MeauuMHCKOro npuMeHeHus
B3aMMO3aMEHSEMOCTb OMnpenensieTcsl C yKasaHMEM Ha WCKIHYEeHWe OTAenbHbIX
rpynn naymneHToB;

4) ngeHTn4HocTb cnocoba BBeaeHUs 1 cnocoda NpUMEHEHNS;

5) COOTBETCTBME NPOU3BOOMTENS NEKapCTBEHHOro cpenctBa TpeboBaHWsM
npaBun Hagnexallen npon3BoaCcTBEHHON NPAKTUKMN.

3. OnpenenexHne B3anMMO3aMEHSIEMOCTM BOCMPOM3BEAEHHbIX JEKapCTBEHHbIX
npenapaTtoB 4S9 MEOULMHCKOro NMpuUMeEHeHund, ykasaHHbiX B Yyactn 10 ctatbm 18
HacTosiwero degepanbHOro 3akoHa, ocyuwecTBnseTca 06e3 HeobxoaumocTu
JokasarenbcTBa nx OMO3KBMBANEHTHOCTW.

4. OcobeHHOCTM onpegeneHns  B3aMMO3aMEHSeMOCTU  BGMonormdYeckmx
NEKapCTBEHHbIX MpenapaTtoB, KOMOWHUPOBAHHbLIX JIEKApPCTBEHHbLIX MNpenapaToB
(cogepxaumx  KombumHaumto OByX W 6Oonee  OENCTBYIOLLMX  BELUECTB),
NEKapCTBEHHbIX MpenapaTtoB ANs1 NapeHTeparibHOro NUTaHUs N He403UPOBaHHbIX
NeKapCTBEHHbIX npenapaToB YycTaHaeBnmealTca [lpaButensctBom Poccuinckom
denepaumn.



5. OnpeneneHne B3aMMO3aMEHSEMOCTU HE OCYLLECTBMSETCA B OTHOLUEHUU
NEKaPCTBEHHbIX PaCTUTENbHbIX MpPenapartoB, rOMeonaTU4YecKUX IeKapCTBEHHbIX
npenapaTos.

6. (DOpMVIpOBaHVIe nepevyHsa B3aMO3aMEHAEMbIX JIEKapCTBEHHbIX rpernapartoB
ana MegUUMHCKOIro rnpuMeHeHuUsa OCYLUEeCTBIIAETCA OSKCMEPTHbIM YydpexaeHnem
nocpencTteBom obbeanHeHs JIEKAPCTBEHHbIX MpernapartoB B OTAESIbHbIE Ipyrrbl, B
Kaxxaown u3 KOTOPbIX JIEKapPCTBEHHbIE Npenapartbl ABJIAOTCA B3aNMO3aMeEHAEMbIMN.

7. B cny4yae BK/MOYEHUA B WHCTPYKUMIO MO MEOULUHCKOMY MNPUMEHEHNIO
NeKapCTBEHHOro rnpernapara Ha OCHOBaHWM pPe3yrnbTaTtoB  COOTBETCTBYHOLIMX
nccrnegoBaHUA NokasaHuin Ans NpUMEHEHNs, KOTopble OTNIMYAalOTCA OT NoKasaHumn
Ansg  NpUMEHeHUs  OPYrMX  JIeKapCTBEHHbIX  MnpenapatoB U3 IPYMnbl
B3aMMO3aMEHSEMbIX JNIEKAPCTBEHHLIX NpenapartoB, B NepeyHe B3anMO3aMeEHAEMbIX
NEKapCTBEHHbIX MpenapaTtoB Ans MEeOULMHCKOrO MPUMEHEHUSI OO0IPkHa OblTb
yKasaHa COOTBETCTBYHLAs NHopMaLns.

8. [llepeyeHb B3auMMoO3aMeHSiEMbIX JIEKApCTBEHHbIX MpenapartoB  Anis
MEOULUHCKOIO MNPUMEHEHNS pasMeLLaeTcs  YNONIHOMOYEHHbIM  doefdeparnbHbIM
OpraHoOM  WUCMOSIHUTENbHOWM  BNacTW,  OCYLLUECTBMAKOWMM  rOCyOapCTBEHHYHO
perMcTpaumio fieKapCTBEHHbIX MpernapatoB AN MeOULMHCKOro NpPUMEHEHUs, Ha
cBoeM odwmunansHom cante B cetn "UHTepHeT". WHdopmauma B nepedHe
B3aMMO3aMeHSEMbIX JIEKapCTBEHHbIX NpenapaTtoB 419 MeAULNHCKOrO NMpUMEHEHNd
OBOHOBMNAETCA YyKa3aHHbIM bedeparnibHbiM OpraHOM UCMONMHUTESNbHOM BracTu C
Y4ETOM  HOBbIX  3apPErMCTPUPOBaHHbLIX  JIEKAPCTBEHHbIX  MpenapaTtoB A
MEOULMHCKONO  MPUMEHEHNA U BHECEHHbIX WU3MEHEHUA B  [OOKYMEHThI,
cogepxawmecd B perMcTpauuoHHbIX  OOCbe  Ha  3aperncTpuvpoBaHHble
neKkapCTBEHHble npenapaTbl A1 MegULMHCKOrO NMPUMEHEHUS.

9. Tlopsagok  wvcnonb3oBaHWa  vHGOpPMauMM O  B3aMMO3aMeHSEMbIX
NEKapPCTBEHHbIX MpenapaTax Ansg MeaULMHCKOro MpUMEHEHUs U MopsiaoK gayu
pa3bsACHEHUA MO BOMPOCaM B3aMMO3aMEHSIEMOCTM JeKapCTBEHHbIX MpenapaToB
Ans MeguLMHCKOro NnpuMeHeHns yctaHasnmBatoTcs [NpaButensctesom Poccuinckom
depepaumn.

(Ctatba pononHutenbHo BkmodeHa ¢ 1 wona 2015 roga PeneparnbHbiM
3akoHoM OT 22 nekabpa 2014 roga N 429-93; B pegakuun, BBEAEHHOW B AeNCTBME
c 1 mapTta 2020 roga PegepanbHbiM 3akoHoM OT 27 aekabps 2019 rona N 475-93.

KommeHTapum k ctatbe 27_1

Ctatba 28. PernctpaunoHHoe yaoctoBepeHue
rieKapCTBEHHOro npenapara
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1. PernctpaunoHHoe yaocToBepeHve rnekapCTBEHHOro npenapara ¢ ykadaHuem
NeKapCTBEHHbIX (POPM WM O03MPOBOK BblaaeTcs 6eccpoyvHO, 3a UCKIIHOYEHNEM
perMcTpaumoHHOro y4oCTOBEPEHUS NEKapPCTBEHHOMO npernapara, Bbl4aBaemMoro co
CPOKOM [eNcTBUA nNATb JieT, Ha BhepBble perncTpupyemble B Poccumnckon
denepaunn riekapcTBeHHbIE Npenaparbl.

2. o nctedeHnn ykasaHHOro B 4actu 1 HacCTOsLUEN CTaTbM CPOKa BblOaeTcs
B6eccpoyHOe perMcTpaumoHHOEe YOOCTOBEPEHME FeKapCTBEHHOrO npenapata npu
YCINOBUM NOATBEPXOEHUSA €ero rocygapCTBEHHOW perncTpaumn.

3. B cnyyae BHeceHns B coorBetcTBuMM cO cTtatbamn 30 n 31 HacTosLero
®enepanbLHOro 3akoHa U3MeHeHUW B cofepXKalumecs B permcTpauMoHHOM 40Che Ha
3aperncTpypoBaHHbIN  NeKapCTBEHHbIN Mnpenapatr AOOKYMEHTbl, 3aTparnBaroLLmx
cBefeHusi, OTpaXeHHble B perucTpauyvoHHOM YOOCTOBEPEHUN JeKapCTBEHHOIO
npenapara, YMNOfIHOMOYEHHbIN defeparibHbIi OpraH UCMOSTHUTENTbHOW BracTu
BblJaeT HOBOE perucTtpaunoHHOe YOOCTOBEPEHME [eKapCTBEHHOro npenapara,
cofepxallee BHECEHHbIE B HEIO U3MEHEHWS.

(YacTb gononHuTenbHo BkItodeHa ¢ 1 nons 2015 roga PegepanbHbiM 3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)

4. B cny4yae yTtpartbl UM MOBPEXOEHUS pPerucTpauuoHHOro YO0CTOBEPEHUS
NIEKapCTBEHHOrO npernapara rno 3asiBrieHnio B NMMCbMEHHOW dhopMe aepatenst unm
BIlagernbLa perMcTpaumMoHHOro yoO0CTOBEPEHUA JeKapCTBEHHOro npenapaTta wunm
YMNOTHOMOYEHHOIO UMW APYroro Hpuaunyeckoro nvua o Bblgade AybnuvkaTa
peErMcTpaumoOHHOro yYa4OCTOBEPEHUS JIEKapCTBEHHOro npenaparta yrnosIHOMOYEHHbIN
doegeparnbHbIN OpraH UCMNOSHUTENBHOW BIlaCTU B CPOK, HE MPEBbILLAOWMA OEeCATH
pabounx gHeM CO OHA MOCTynfeHus  3asBfeHus, BblgaeT  gybnukar
pPErMCTPaLMOHHOIO YOOCTOBEPEHUS JEKApCTBEHHOrO npenapata. 3a Bblgady
aybnvkata perMcTpauuMoHHOro  YOOCTOBEPEHMSI JNIEKApCTBEHHOro npenapara
B3MMaeTCHd rocydapCTBeHHas MnouriMHa B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccunckon degepaunmn o Hanorax n cbopax.

(YacTb gononHuTenbHo BkItodeHa ¢ 1 mons 2015 roga PegepanbHbiM 3aKOHOM
o1 22 nekabpsa 2014 roga N 429-93)

KommeHTapun K ctaTtbe 28

CraTtbs 29. NoaTBepXXaeHMe rocyaapCcTBEeHHON
perncTpauumv neKkapcTBeHHOro npenapara
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1. MNoaTeepXaeHne rocygapCTBEHHON perucTpaumm JiekapCTBEHHOro npenapaTa
OCYLLECTBISIETCA Mpu Bblgaye 6eCcCpoYHOro perncTpaunoHHOro yaoCTOBEpPEeHUd
rNeKapCTBEHHOro rnpenapara B cliydae, ykasaHHOM B YacTu 2 cTaTby 28 HacTosALWEero
denepanbHOro 3akoHa, B CPOK, HE MPEBbILLAKLLMA LLIECTUAECATN paboumnx oHEN CO
OHS MOny4YeHNs COOTBETCTBYIOLWMM YMNOSTHOMOYEHHbIM dbefeparibHbiM  OpraHoM
MUCMNOSIHUTENTbHOW  BflaCTU  3asBSfIEHUA O TMOATBEPXOEHUM roCyaapCTBEHHOM
perMcTpaumn nekapcTBEHHOro npenaparta. He ocylwlecTBrisgeTcs MoaTBepXaeHue
rocygapCTBEHHOW perncTpaumm B OTHOLUEHUW JEKapCTBEHHOro npenapara, He
HaxoamBLLerocd B obpalleHun B Poccuinckon denepaumm B Te4eHne Tpex n bonee
NeT, a Takke B OTHOLWEHUN JIeKapCTBEHHOrO cpeacTBa, MNPOU3BEOEHHOIO C
HapyLleHnem TpeboBaHWs, YCTAHOBIIEHHOrO 4acTbto 3 7 cTaTbl 71 HacToALIEro
depeparnbHOro 3akoHa.

2. 3agBneHve O NOATBEPXOEHMM  TOCYLAPCTBEHHOW  pernctpauuu
NeKapCTBEHHOro npenapara gng MeguUMHCKOro NpUMeHeHUs NpeacTaBnaeTca B
COOTBETCTBYHOLLMA  YMNOSNIHOMOYEHHbLIN  doeeparibHbii - OpraH  UCMNOSTHUTESNTbHOW
BJlAaCTU He paHee 4YeM 3a CTO BOCEMbAECAT AHEN 00 UCTEYEHUA cpoKa OenCTBUA
pernMcTpaumoHHOro y4OCTOBEPEHWS NIEKapCTBEHHOMO npenaparta 4S9 MeauLMHCKOro
NPUMEHEHWS.

(Yactb B pepakuun, BBedeHHon B penctBne c¢ 13 asrycta 2019 ropga
denepanbHbiM 3akoHOM OT 2 asrycta 2019 roga N 297-93.

2 1. 3asBneHne O TMOATBEPXOEHUN [OCYAAPCTBEHHOM  pernctpauuu
NeKapCTBEHHOro npenapara AN BETEPUHAPHOrO MPUMEHEHUS npeacTaBnseTcs B
COOTBETCTBYHOLLMA  YMNOSNIHOMOYEHHbLIN  doeeparibHbii - OpraH  UCMNOSTHUTESNTbHOW
BJlAaCTU He paHee 4YeM 3a CTO BOCEMbAECAT AHEN 00 UCTEYEHUA cpoKa OenCTBUA
perncTpauoOHHOro YyAOCTOBEPEHMS NeKapCTBEHHOro npenapara ans
BETEPUHAPHOIo NPUMEHEHUS U He No3gHee OKOHYaHNS CpoKa ero 4enCTBUS.

(YacTb pononHutensHo BkModeHa ¢ 13 asrycta 2019 roga PenepanbHbIiM
3akoHoM ot 2 aBrycta 2019 roga N 297-93)

3. MNoaTBepxaeHne rocyaapCTBEHHOM perncTpaunmn nekapcTBeHHOro npenapara
OCYLLECTBIIAETCA MO pe3yribTatam 3KCNepTudbl OTHOLLEHUA OXUOAEeMON MNosSib3bl K
BO3MOXHOMY PUCKY TMPUMEHEHUA IeKapCTBEHHOro Mpenapara Ha OCHOBaHWUU
pe3ynbTaToB MOHUTOPUHra 3GEKTUBHOCTM U ©Ee30MacHOCTU  JIeKapCTBEHHOMO
npenapara, MpPOBOAMMOIO JepXaTenem unM BragernbueMm perucTpalMoHHOro
YOOCTOBEPEHNS]  JNIeKapCTBEHHOro npenapata JmMbO  YNOSIHOMOYEHHBbIM UMW
lopuanN4eckuM  JMUOM, a  Takke  COOTBETCTBYOLMM  YMNOSIHOMOYEHHbIM
deneparnbHbIM - OpraHOM  UCMOSIHUTENTbHOM  BfaCTM B COOTBETCTBMM  C
TpeboBaHusMK cTaTbh 64 HacTosLwero PegepanbHOro 3akoHa.

4. K 3a9BrieHnto O MOATBEPXKOEHUM T[OCYOAPCTBEHHOM  peructpauum
NeKkapCTBEHHOro npenapara ansg MeauumMHCKOro NpMeHeHus npuniaratoTcs:
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1) LOOKYMEHTbI, coaepXaume pesynbTaTbl MOHUTOPUHra 3ddPEKTUBHOCTU U
6e3onacHOCTM flekapCTBEHHOrO npenapata Ans MegULMHCKOro NpUMeHeHus,
NpoOBeOEHHOrO AepxaTterneMm Unn Briagenbuem perncTpaumoHHOro yaoCcToBEpPEeHNd
NeKapCTBEHHOro  npenapata AN MEeOUUMHCKOrO  MpUMEHeHust  nnbo
YNOMIHOMOYEHHbIM UM  IOPUAWMYECKMM  JMUOM, No  dopMme, YTBEepXOeHHOMU
YMNOSMHOMOYEHHbIM (hefiepasibHbIM OpraHOM UCMNOSTHUTENTbHOW BIlacTu;

2) KOnusl NULEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM KOMUS
3aKIIOYEHNA O COOTBETCTBUM MNPOM3BOAUTENS  JIEKAPCTBEHHbLIX CpPeacTB
TpeboBaHMsAM NpaBun Hagnexawen npou3BOACTBEHHON MPAKTUKK, BblAAHHbIX
YMNOSIHOMOYEHHbIM doefieparibHbIM OpraHoOM UCMOSNHUTESTbHOW BAaCTU B OTHOLLEHUU
NPOV3BOACTBEHHOMN MIIOWAAKM IEeKapCTBEHHOrO npenaparta ans MeguuMHCKOro
NPUMEHEHUS, ToCYyapCTBEHHAs perMcTpaumst KOToOporo NoATBEPXKOAETCA B Cry4ae,
€CIn NPOM3BOACTBO NEKApPCTBEHHOro npenaparta 49 MeauunHCKOro rnpuMeHeHns
ocywectarniaeTrcsa B Poccuinckon ®enepaumm;

3) Konus BblAAHHOW YMOSMHOMOYEHHbIM OpPraHOM CTpaHbl MNPOM3BOAUTENS
NMUEH3MM Ha NPOU3BOACTBO JIEKApPCTBEHHONO Mpenaparta Ans MeguuuHCKOro
NPUMEHEHNST N ee MNEePEeBOA Ha PYCCKUA A3blK, 3aBEPEeHHble B YCTaHOBMEHHOM
nopsgke, a Takke KOnuMs 3aKfioyeHuss O COOTBETCTBMM  MPOM3BOAMUTENS
NEeKapCTBEHHbIX CpeacTB TpeboBaHMsM NpaBun Hagnexallen npou3BoaCTBEHHOM
NPaKTUKK, BblAAHHOMO YNOSTHOMOYEHHbIM (hefepanbHbIM OpraHOM UCMOSTHUTESbHOM
BflaCTU B OTHOLUEHMM MPOU3BOACTBEHHOW MIoOWAAKM NeKapCTBEHHOro npenapara
AN MeOUUMHCKOro MPUMEHEHUS, TrocydapCTBEHHAs pernctpaumsi  KOToporo
NOATBEPXKOAETCS, UMM KOMUA peLleHns YNOorIHOMOYEHHOro doefieparnibHOro opraHa
MCMNOSMHUTENbHON BMacTM O MPOBEAEHUM WHCMNEKTUPOBAHUS MNPOM3BOAUTENS
NeKapCTBEHHbIX CpeacTB B Cryvyae, €ecfiM  MpouM3BOACTBO  JIEKAPCTBEHHOIMo
npenapata Ansa MeOuUMHCKOro MPUMEHEHUSI OCYLLECTBNSETCS 3a npegenamu
Poccuinckon denepaumn.

(Hactb B pepakuuu, BBegeHHon B penctene ¢ 15 wuwoHa 2018 ropa
depnepanbHbiM 3akoHOM OT 4 nioHda 2018 roga N 140-93.

4 1. B oOTHOWweHUNn OBUOMOrMYECKMUX JEeKapCTBEHHbIX MpenapaTtoB AN
MEOULMHCKONO  MPUMEHEHUS1  3asiBUTESlb  AOMNOSIHUTENBbHO  NpeacTaBnseT
pe3ynbTaTbl MEpPONPUATUA, MPeLyCMOTPEHHbIX MSIaHOM YMNpPaBfeHUs puUCKamu,
YTBEPXKOEHHLIM  YMOMMHOMOYEHHbIM  dpefeparibHbIM  OpPraHOM  UCMNOSHUTENBbHOW
BNacTW Mpu OCYLIECTBIIEHMN T[OCY4apPCTBEHHOW pPerncTpaunm rnekapCTBEHHOMO
npenapaTa ang MeguunHCKOro npuMeHeHus.

(YacTb pononHuTenbHO BKMtodeHa ¢ 15 uwoHa 2018 roga PeneparnbHbIM
3akoHoM Ot 4 utoHsa 2018 roga N 140-93)
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4 2. K 3ad9BfieHMio O NOATBEPXKOEHUM TOCYOAPCTBEHHOM peructpauumm
NEKApPCTBEHHOrO npenapara A9 BETEPUHAPHOro MNPUMEHEHUS npuraratTcd
OOKYMEHTbI, cogepXaume pesynbTtartbl  MOHUTOPUHra  3PeKTUBHOCTU 1
6e3onacHOCTM NEeKapCTBEHHOro npenaparta Ansi BETEPUHAPHOrO MPUMEHEHUS,
NPOBOOMMOrO AepXaTenem wunu Briagesibuem perncTpaumMoHHOro yaoCTOBEpPEHUH
NEKapCTBEHHOIO npenaparta  A4nq BETEPUHAPHONO  MPUMEHEHUsT  NMbo
YNONIHOMOYEHHbIM UM  IOPUAWMYECKMM  JMuoM, No  dopMme, YTBEepXOeHHOMU
YMNOSIHOMOYEHHbIM dpefiepalibHbIM OpraHOM UCMONHUTENbHOM BNAacTU, U JOKYMEHTHI,
yKkasaHHble B nyHkTax 1, 2-2 2, nognyHktax "a", "6", "k", "n" nyHkta 4 yactn 3
cTaTbu 17 HaCTOSALLEro depneparnbHoro 3aKoHa. B OTHOLLEHUN
NMMYHOOMOSOMMYECKMX  JIEKApPCTBEHHbIX  MpenapatoB  Ans  BETEPUMHAPHOro
NPUMEHEHUS HE NPeaCTaBnaTCAa CBeAeHUNA, ykadaHHble B noanyHkTe "K" nyHkTa 4
yactm 3 cTatbn 17 HacToswero PenepanpHoOro 3akoHa. B oTHoweHun
NeKapCTBEHHbIX npenapaToB A1 BETEPUHAPHOro MNPUMEHEHUS, MOJSTyYEeHHbIX C
NPUMEHEHNEM FEHHO-NHXXeHEePHO-MOANPULMPOBAHHBIX OpraHM3mMoB nnm
cogepXawmx Takue OpraHu3mbl, OOMOSHUTENBLHO MPEeACTaBnATCA CBEOEHWS,
yKa3aHHble B nyHKTe 13 4acTtu 3 ctatbn 17 HacToswero PeneparnbHOro 3akoHa.

(YacTb pononHuTenbHO BKMtodeHa ¢ 15 uwoHa 2018 roga PenepanbHbIM
3akoHoM oT 4 noHa 2018 roga N 140-93; B peagakumm, BBeAeHHOM B aenctene ¢ 13
asrycta 2019 roga ®egepanbHbimM 3akoHoM OT 2 asrycta 2019 roga N 297-903.

4 3. C 3asaBneHnem O NOATBEPXOEHUM TOCYAapCTBEHHOW perncTpaumm
NeKapCTBEHHOro npenapaTta 3asBUTENb NpeacTaBndeT KoM  OOKYMEHTa,
nogTBepXOaroLwero yrnraTy rocygapCTBEHHOW MOWMHbI 33 MOATBEPXOEeHue
rOCyO4apCTBEHHOM perncTtpauun fekapCTBEHHOrO npenaparta, JfmMbo  MOXeT
NpeacTaBuUTb YKasdaHHbIA [OOKYMEHT Mo CcobCTBeHHOM wuHuuunatmBe. B crniydae
HenpeacTaBlieHNa YKa3aHHOro OOKYMEHTa YNoNHOMOYEHHbIN doeaeparnbHbin opraH
MCMNOSTHUTENBHOW BflaCcTU npoBepseT uakT yrnsiaTbl rocya4apCTBEHHOM MOLUIMHbI
3asBuTENieM  NocpeacTBOM  UCMOMb3OBaHMA  WMHopmaumm 006  ynnaTte
rocygapCTBEHHOM NOLLMHBDI, cogepxaLlencs B [ocynapcTBeHHON
MHJPOPMALIMOHHOM CUCTEME O roCYAAaPCTBEHHbLIX U MyHUUMMNANbHbBIX nriaTexax, Ha
OCHOBaHWUM NpeacTaBrieHHOW 3asiBUTENEM KOMuUM OOKYMEeHTa, MoATBepXaaroLero
ynnarty rocygapCTBeHHOW NOLMHbI.

(YacTb pononHuTenbHO BKtodeHa ¢ 15 wmwoHa 2018 roga PenepanbHbiM
3akoHoM OT 4 utoHa 2018 roga N 140-93)

5. B TeyeHne pecATM paboumx OHEN CO AHS NPUHATUS 3asiBNEHUs O
NOATBEPXKOEHUN FOCYAApPCTBEHHON perucTpaumu IekapCTBEHHOro npenaparta U
[OKYMEHTOB, COAEPXalMxX pe3ynbTaTbl MOHUTOPUHra  3AEKTUBHOCTU U
©e30MacHOCTM NeKkapCTBEHHOro npernaparta, NPoBOAMMOrO JepXaTtenem unmm
BragenbLemM perMcTpaLnoHHOro yaoCTOBEPEHMS NTIEKAapCTBEHHOIO npenapara iMoo
YNOMHOMOYEHHbIM VMU  IOPUONYECKUM NULIOM, YMNOMHOMOYEHHbIN deaeparnbHblii
opraH UCMONMHUTENBHOW BracTu:
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1) NpoBOAMT NPOBEPKY MONMHOTLI CBEAEHUIA, COAEPXKALLMXCS B NPeaCTaBMeHHbIX
3asABUTENEM LOKYMEHTaX;

2) nNpuHUMaeT pelleHMe O npoBedeHun unnm ob oTkase B NpoBegeHUU
9KCNEepTU3bl OTHOLLEHNS OXMOAEMOM MOSIb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
NEeKapCTBEHHOrO0  npenapata Ha  OCHOBaHWM  pPe3ynbTaTtoB  MOHUTOPWHIa
9dbeKTMBHOCTM K 6e30MacHOCTU feKapCTBEHHOro npenapara, NpPoBOAUMOro
aepxarenem unn Bnagenbuem perMcTpaLMoHHOro YaoCToBEPEHUS NeKapCTBEHHOIO
npenapata MGO YMNOfIHOMOYEHHLIM UMW  IOPUOUYMECKMM JMLOM, a TaKxe
degepanbHbIM - OpraHOM  UCMOSHUTENbHOM  BracTM B COOTBETCTBUU  C
TpeboBaHusMK cTaTbh 64 HacTosLwero PegepanbHOro 3aKoHa;

3) yBeOOMMSET B 3NIeKTPOHHOM dhopMe UM NMUCbMEHHOW dopMe 3asiBUTENS U
9KCNEepTHOE yypexgeHne O NPUHATOM peLleHun Nnbo B criydae NPUHATUA peLleHns
06 oTKase B NpOBEAEHNN IKCMEPTU3bI YKasblBaeT NPUYMHbLI TAKOro oTKasa.

6. B cnyyae BbISIBieHNss HeOOCTOBEPHOCTU U (MNKM) HEeJOCTaTOYHOCTU
MHGpopMaLMK, coaepXawencs B MpeacTaBfieHHbIX 3asBUTENEM [OOKYMEHTaXx,
YMNOSNIHOMOYEHHbIN  doefieparibHbii  OpraH WCMNOSIHUTENbHOW BJlaCTU  HanpasnseT
3aaBuTento  3anpoc 06  YyTOMHEHWW  yKasaHHOM  MHdopMauun.  3anpoc
YNOSTHOMOYEHHOro heeparnbHOro opraHa MCNOSIHUTENBHOM BracTu MOXET OblTb
nepegaH yYnosIHOMOYEHHOMY MpPeACcTaBUTEN0 3asBUTENA JIMYHO MO PAacCrUCKY,
HanpaeJSieH No NoYTe 3akasHbIM NMUCbLMOM UM NMepefaH B 3NeKTPOHHOW dopMe Mo
TENEeKOMMYHUKALUWOHHBIM KaHanmam cBA3n. B cnyyae HanpaeneHus 3anpoca
YMNOSNMHOMOYEHHOro pefepanbHOr0 opraHa WCMNOSIHUTENbHOWM BJlaCTU NO  No4vTe
3aKa3HbIM NMUCbMOM OH CYMUTAETCA NOSTyYEeHHbIM MO NCTEYEHUN LWEeCTN OHEN C AaTbl
HanpaBfieHNsa 3aKka3Horo Nucbma.

7. 3asButenb 06s3aH NpeacTaBUTb OTBET Ha 3anpoc  YNoSIHOMOYEHHOrO
degepanbHOro opraHa WCMNOMHUTENbHOM BRAcTM B CPOK, He NpeBblLUaoLLMM
AeBsHocTa paboymx gHen co AHs ero nonydvyeHusi. Cpok, yKasaHHbIM B 4YacTu 5
HacTosIWen cTaTbW, MNPUOCTaAHABIIMBAETCS CO [AOHS HanpaBneHus 3asiBUTENO
3anpoca ynosIHOMOYEeHHOro dpefeparibHOro opraHa UCNOSNHUTENBHOW BlacTn 40 AHA
NOfy4YeHUs UM COOTBETCTBYIOLLENO OTBETA U HE Y4YUTbIBAETCS MpPU MUCHUCTIEHUU
CpoKa NOATBEPXOEHUSI  FOCYAAPCTBEHHOM  pernctpauuu  JfieKapCTBEHHOIO
npenapara.



8. OcHoBaHMeM a9 oTKasa B NPOBEAEHUN IKCMEPTU3bl OTHOLLEHNS OXUOAEMON
NOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA NeKapCTBEHHOrO npenaparta ABnseTcs
npegcrtaBfieHne  LOKYMEHTOB, cogepxawmx  pesynbrathbl MOHUTOPUHra
adhpekTMBHOCTM M 6e30nacHOCTU feKapCTBEHHOro npenapata, U (um) B
OTHOLEHUN  BMONOMMYECKUX  NIEKAPCTBEHHbIX  MpenapaTtoB  pe3yrbTaToB
OCYLLUECTBIIEHNA MEPONPUATUA B COOTBETCTBMM C MSIAHOM YMNpaBfieHNss pUcKamu,
YTBEPXKOEHHLIM  YMOMMHOMOYEHHBIM  dpefeparibHbIM  OpPraHOM  UCMNOSHUTENBbHOW
BNacTM nMNpu OCYLIECTBIIEHNN T[OCY4apPCTBEHHOW pPerMcTpaunm rekapCTBEHHOMO
npenapaTta, B HeEMNofHoM o0beme, OTCYTCTBME WHpopmaumu, noaTBepxaatoLemn
GakT ynnaTbl rocygapCTBEHHOW MOWSMHbLI 3@ NOATBEPXKOEHME rOCYOapCTBEHHOM
percTpaumm nekapcTBEHHOro npenapara, fMbo HenpeacTaBrieHNe 3asiBUTESNIEM B
YCTAHOBJIEHHbINM CPOK OTBETa Ha YKas3aHHbIA B YacTu 6 HacTOsLLEN CTaTbU 3arnpoc
YMNOSTHOMOYEHHOrO heaepanbHOro opraHa WCMNOSHUTENbHOW BrlacTU, a Takxe
OTCYTCTBME B YKa3aHHbIX JOKYMEHTaX MHGopMaLnn, KoTopasa OOimkHa ObiTb B HUX
oTpaxeHa.

9. 3kcnepTusa OTHOLWEHUS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY
NMPUMEHEHNST  NEKapCTBEHHOrO  npernapata B Uendx  NoaTBepXOeHus
rocyqapCTBEHHOM  perncTtpaumm  NeKapCTBEHHOro  npenapata  NPOBOAUTCS
KOMUCCMEN SKCMEPTOB SKCMEPTHOMO YYPEXOEHWss B CPOK, HE MpeBblLLaloLLiA
copoka pabouunx gHen.

10. B crnyyae HegoCTaTOYHOCTU MpenCTaBSIEHHbIX 3KCNepTy maTepuarnos ASis
Aadn  3aKknioYeHna  aKkcnepT obpawaeTcsas K PyKOBOAWUTESIO  9KCMNEPTHOro
yypexageHus 0 npeaocTaBfieHnn emy Heobxoaumbix MaTepuasnoB. PykoBoauTernb
9KCNEepTHOro y4ypexaeHns obpawaeTcsa C COOTBETCTBYHOLWMM 3arnpocoM B
YMNOSNMHOMOYEHHbIN  (hefiepalribHbI OpraH UCMOSMHUTENTbHOW BracTW, BblAaBLUMN
3aflaHMe Ha TnrpoBedeHMe 3IKCMepTU3bl OTHOLLIEHUA OXuMOaemMon nosb3bl K
BO3MOXHOMY PUCKY TMPUMEHEHUA IeKapCTBEHHOro Mpenapara Ha OCHOBaHWUU
AOKYMEHTa, CoAepXallero pesyrnbtartbl  MOHUTOpUHra  3deKTUBHOCTU U
6e3onacHOCTK nekapCTBEHHOrO npenapata. B TeyeHne natu pabounx gHen co aHA
NOCTYMNMEHUs 3arnpoca pPYKOBOOUTESIA OKCMEPTHOro YYpexaoeHUd yKa3aHHbIN
doegeparnbHbIA OpraH UCMOSHUTENBHOM BfacTU HanpaefideT 3asiBUTENO 3anpoc O
npeacTaBfieHnn HeobXxooMMbIX MaTepuaroB, KOTOpbIA MOXeT ObITb nepenaH
YMNONMHOMOYEHHOMY NpeacTaBuUTEmNto 3asBUTENS JIMYHO MO PacruCKy, HarnpasrieH
MO nMoyTe 3akasHbIM [MUCbMOM WM nepedaH B 3NEeKTPOHHOW dhopme no
TENEeKOMMYHUKALUWMOHHLIM KaHanmam cBA3n. B crnyyae HanpaeneHus 3anpoca
YMNOSIHOMOYEHHOro pefepanbHOr0 opraHa WCMNOSIHUTENbHOWM BJlaCTU NO  MNo4vTe
3aKa3HbIM NMMCbMOM OH CYMUTAETCA NOSTyYEeHHbIM MO NCTEYEHUN LWEeCTN OHEN C AaTbl
HanpaBfieHNsa 3aKka3Horo nNucbma.



11. 3asaButenp o06s3aH npeacTaBUTb OTBET Ha 3arnpoc  YrnOSfIHOMOYEHHOrO
doegepanbHOro opraHa WCMNOSIHUTENbHOWM BraCTU B CPOK, He MNpeBblLUaoLwLmm
lwectngecatn paboymx [OHEeM CcO  AOHA  MOSfyYeHus1  yKasaHHOro  3anpoca.
YnonHOMoYeHHbIW  dbefeparnbHbii OpraH UCMONMHUTENbHON BacTW, BblOaBLUNK
3aflaHMe Ha TnpoBedeHVe 3KCMepTU3bl OTHOLLIEHUA OXuOaemMon nosb3bl K
BO3MOXHOMY PUCKY TMPUMEHEHUA IeKapCTBEHHOro Mpenapara Ha OCHOBaHUU
AOKYMEHTa, CoAepXallero pesyrnbtaTtbl  MOHUTOpPUHra  3deKTUBHOCTU U
6e3onacHOCTU NekapCTBEHHOMO nNpenapara, B Te4eHre Natn paboymx gHEN CO OHA
NOCTYMNEeHNUs OT 3asiBUTENS OTBETa Ha 3anpoc YMNOSfIHOMOYEHHOro doegeparnbHOro
opraHa WCMOSHUTENbHON BriaCTW HanpasensieT 9TOT OTBET B 3KCNepTHoe
yypexaeHve. B cnyvyae HenpeacTaBfieHUs MO UCTEYEHUUN LIECTUMAECATN paboumx
AHen 3aaBuTerieM OTBEeTa Ha YKasaHHbIM 3anpoc YNOrHOMOYEHHbIN doeepanbHbIn
OpraH WCMOSHUTENBHON BIlacTu, Bbl4aBLLUMW 3aaHue Ha NpoBeLeHne 3KCnepTusbl
OTHOLUEHNA  OXMAaemMoM nNorb3bl K BO3MOXHOMY  PUCKY  MPUMEHEHUS
NeKapCTBEHHOro npenapara Ha OCHOBaHUM OOKYMEHTa, CoAepXxallero pesynbraThbl
MOHUTOPUHra 3GPEKTUBHOCTM M 6E30NacHOCTU JIeKapCTBEHHOIO npenapara, B
TeyeHne NATn paboumnx AHEN HaNpaBseT B 9KCNEPTHOE yupexaeHne yBeaomreHne
O HenpecTaBlieHUN 3adBUTESNIEM OTBETa Ha 3arnpoc yKkasaHHOro opraHa. Bpemsi co
OHS HanpasefieHuUst 3arnpoca 3KCMEpPTHOro ydpexaeHus B YNONIHOMOYEHHbIN
doepepanbHbIA OpraH UCMOSNHUTESNTbHOW BIiacTyU A0 AHS MOSyYeHUd SKCMepPTHbIM
yypexageHrnemMm oTBeTa Ha 3arnpoc Unm yBe4oMIieHns1 O HenpencTaBfieHUn OTBETa Ha
3anpoc He Y4UTbIBAETCHA MNpU UCYUCIEHUN CpOoKa MNpOBEeLEHNA 3KCMNepTusbl
OTHOLUEHNA  OXuAaemMoM Nofb3bl K BO3MOXHOMY  PUCKY  MPUMEHEHUS
NeKapCTBEHHOro npenapara Ha OCHOBaHUM OOKYMEHTa, CoAepXallero pesynbraThbl
MOHUTOPWHIra 3dPeKTUBHOCTM U BE30MacHOCTM NeKapCTBEHHOroO npenapara.

12. B cpok, He npeBbi@wWmin Aecatn paboymx OHEW CO AHA NOony4YeHus
3aK/MIOYEHNA KOMUCCUN 3KCMNEPTOB MO pesynbTaTtaMm 9KCNepTusbl OTHOLLEHUS
oXugaemMon nosib3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI  JIeKapCTBEHHOIro
npenaparta, COOTBETCTBYIOLWMM  YMNOSIHOMOYEHHbIN  doeaeparbHbin  opraH
NUCMONHUTENBbHON BNACTH:

1) OCyLIEeCTBNSIET OLEHKY 93TOro 3akrlouYeHus ANns  OnpedeneHust  ero
COOTBETCTBMSA 3a[aHN0 Ha NPOBEAEHNE YKa3aHHOW 3KCNEPTU3bI;

2) NpUHMMaET pelleHe O MNOATBEPXOEHUM TOCYOapCTBEHHOW perncTpaunm
nekapcTBEHHOro npenapaTta unm o6 oTkase B MOATBEPXKOEHMU rOCyOapCTBEHHOM
perncTpauumn nekapcTBEHHOro npenapara;

3) BHOCUT MpU MPUHATUN PELUEHUS O TOATBEPXKIEHUM [OCYOapCTBEHHOW
pericTpaummn nekapcTBEHHOro npenapata CBeAeHMs! B FOCYaapCTBEHHbIN PeecTp
NEKapPCTBEHHbIX CPeACTB W BblAaeT 3asBuTento GeccpoyHoe perMcTpaumoHHOe
YO OCTOBEPEHME NekapCTBEHHOro npenapara.
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13. OcHoBaHMeEM A119 OTKasa B MOATBEPXKOEHUN rocygapCTBEHHON pernctpaumm
NeKapCTBEHHOro  rnpernapata  SBMASeTCA  3aK/iloYeHMe  COOTBETCTBYHOLLEro
YMNOSIHOMOYEHHOro doefieparnbHOro opraHa UCMoSHUTENBHOM BlaCcTU O TOM, YTO PUCK
NPUYMHEHNA Bpeda 340POBbI0 YerioBeKa WM XXMBOTHOMO BCIieACTBME MNpuema
NeKkapCcTBEHHOrO npenapara npesbiwaeT 3dEKTUBHOCTL €ro NPUMEHEHNS.

(Hactb B pepakuun, BBegeHHon B penctene ¢ 15 wuwoHa 2018 ropa
depnepanbHbiM 3akoHOM OT 4 nioHda 2018 roga N 140-93.

14. B nepvon npoBedeHUa npouenypbl MOATBEPXOEHUA rocyLapCTBEHHOW
perMcTpaumm nekapCTBEHHOro npenapata ero obpaweHve B Poccumnckon
depepaunmn He NPUOCTaHaBIMBaETCS.

15. [lonyckaeTtcs obpalleHne nekapcTBEHHbIX NpenapaTtoB 40 UCTEYEHUS CPpoKa
rogqHoOCTU, NPomM3BedeHHbIX B TeYeHMe CTa BOCbMUOECATU KarneHOapHbIX OHEen
nocrie gartbl MPUHATUS YNOSTHOMOYEHHbIM doeeparibHbIM OPraHoOM UCTONHUTENbHON
BflaCTU peleHuss O NOoATBEpPXOeHUM rocydapCTBEHHOM perucTpauun, B
COOTBETCTBUN C MH(popMaLIMeN, coaepxalencs B JOKYMEHTaX perncTpauOHHOro
A0Cbe Ha NnekapCTBEHHbIN npenapar 40 AaTbl NPUHATUA TaKoro peLLleHms.

(Yactb B pepakuun, BBedeHHon B penctBne ¢ 13 asrycta 2019 ropga
denepanbHbiM 3akoHOM OT 2 asrycta 2019 roga N 297-93.

(Ctatba B pepakuun, BBegeHHoM B pgenctBne ¢ 1 saHBapa 2017 ropa
denepanbHbIM 3aKOHOM OT 22 aekabpsa 2014 roga N 429-03.

KommMmeHTapum k ctatbe 29

CrtaTtbs 30. BHeceHMe u3aMeHeHUU B [OKYMEHThI,
coaepxawmecsi B permcTpayMoHHOM AOCbe Ha
3aperncTpmMpoBaHHbIN NleKapCTBEHHbIU npenapart gns
MeAULIMHCKOro NPpUMeHeHuns
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1. B uendx BHECEHUA WU3MEHEeHUN B [JOKYMEHTbl, COAepXalmecs B
permcTpaumMoHHOM OOCbEe Ha 3aperncTpMpoOBaHHbLIN NTEKapCTBEHHbIN npenapar ans
MEOMLUMHCKOrO MNPUMEHEHUS, [LOepxaTeflb WM  Brageney, peructpalMoHHOro
yOOCTOBEPEHUA INEKapCTBEHHOro npenaparta WM ynornHOMO4YEeHHOEe UM [pyroe
lopugmyeckoe nUUO (ganee B HACTOSLLEN CTaTbe - 3adBUTENb) NpeacTaBfseT B
YMNOSNMHOMOYEHHbIN hefepanbHbI OpraH MWCMONHUTENBHOM BrlacTU 3adBfiIeHNE O
BHECEHUN TaKUX W3MEHEHUA Mo opMe, YCTAHOBJSIEHHON YMNOSIHOMOYEHHbIM
doegepanbHbIM - OpraHOM  UCTOSHUTENbHOW BracTW, U Npunaraemble K Hemy
M3MEHEHNS B YyKa3aHHble [OOKYMEHTbl, a TakXe [AOKYMEHTbl, nogTBep)garoLme
HEeoOX0OMMOCTb BHECEHUS TaKNX M3MEHEHUI.

(Hactb B pepakumu, BBeaeHHonm B penctBne ¢ 1 auBapa 2017 ropa
dPenepanbHbIM _3akoHOM OT 22 aekabpsa 2014 roga N 429-03 (C namMeHeHuamu,
BHeceHHbIMN PefepanbHbiM _3akoHoM oT 13 wmonsa 2015 roga N 241-93); B
penakuuu, BBeaeHHon B gencteune ¢ 15 moHa 2018 roga PenepasnbHbiM 3aKOHOM
oT 4 uioHsa 2018 rona N 140-P3.

1 1. lpn HeobxoAMMOCTM BHECEHUSS B OOKYMEHTbl, coaepXawmecs B
perMcTpaumoHHOM OOCbe Ha 3aperMcTpupoOBaHHbIN JIeKapCTBEHHbLIM Npenapart a4
MEOULUNHCKOINO MPUMEHEHUS, U3MEHEHWW, YyKa3aHHblX B MNyHKTe 3 4Yactm 2
HacToswen ctatbn U Tpebyoumx nNpoBedeHUs  IKCnepTudbl  KavecTBa
NEKAPCTBEHHbIX CPeAcCTB, 3asiBUTENMb  OOMOSHUTENbHO  NpeacTaBnseT B
YMNOSMHOMOYEHHbIN doefeparbHbI OpraH UCMONHUTENBHOM BNAaCcTU KOMWKO NULLEH3NN
Ha MpPOM3BOACTBO JIEKAPCTBEHHbIX CPenCTB WM KOMUKO  3aKSKOYeHUst O
COOTBETCTBUN NPOU3BOOMUTENS JNEKAPCTBEHHbLIX CPeAcTB TpeboBaHUAM MpaBus
Hagnexawen npou3BOACTBEHHOM  MPAKTUKX, BbI4AHHbLIX  YMNOSIHOMOYEHHbIM
doepepanbHbIM OpraHoOM UCMONHUTESNTbHOW BNacTuM B OTHOLLUEHUN W3MEHEHHOU WU
(M) OONONHEHHOW NPOM3BOACTBEHHOM MSIOLWAAKM FIEKapCTBEHHOro npenapaTta, B
cryyae, ecniM npou3BOACTBO JIeKapCTBEHHONO mnpenaparta OCYLUECTBISAETCH B
Poccuinckon ®depepaunmn, nmbo KONUKO BblAAHHOW YNOSIHOMOYEHHLIM OpraHoM
CTpaHbl NPON3BOAUTENSA JIMLLEH3MM HA NPON3BOLCTBO JIEKapCTBEHHOIO npenapara u
ee nepeBo Ha PYCCKUN A3blK, 3aBEPEHHbIe B YCTAHOBIIEHHOM MOpPsSAKe, a Takxke
KOMWIO 3aKSIIOYEeHUs O COOTBETCTBUM MPOU3BOAMUTENS JIEKAPCTBEHHbLIX CPencTB
TpeboBaHMsM npaBun Hagnexawen npon3BOACTBEHHON MPaAKTUKK, BblOAHHOMO
YMNOSIHOMOYEHHbIM doefieparibHbIM OpraHoOM UCMOSHUTESTbHOW BIACTU B OTHOLLEHUU
N3MEHEHHON U (1MNn) LOMNOSIHEHHOW MPOM3BOACTBEHHOM NIIOLALKN FIeKapCTBEHHOMO
npenapara, WM KOMUK pelleHns YNoSTHOMOYEHHOro dpefieparibHOro opraHa
MCMNOSIHUTENMBbHOMW BIlaCTU O MNPOBEAEHUN  MHCMEKTUPOBAHUA MNPOU3BOAMUTENS
NEeKapCTBEHHbIX CpeacTB B Cryvyae, €ecliv  MpouM3BOACTBO  JIEKAPCTBEHHOIMo
npenapara ocyLlecTBndeTcs 3a npegenamm Poccunckon denepaunm.

(YacTb pononHuTenbHO BKMtodeHa ¢ 15 uwoHa 2018 roga PenepanbHbIM
3akoHoM OT 4 utoHa 2018 roga N 140-93)
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1 2. lpn HeobxoAMMOCTM BHECEHUSS B OOKYMEHTbl, coaepXawmecs B
perMcTpaumoHHOM [OCbe Ha 3aperMcTpuMpOBaHHbIN JleKapCTBEHHbLIM Npenapar a4
MEOULUNHCKOIrO MPUMEHEHUS,, U3MEHEHWW, YyKa3aHHblX B nNyHKTe 4 4vactm 2
HacTosWwen ctatbn U Tpebyoumx nNpoBedeHUs  IKCNepTudbl KavecTBa
NEeKapCTBEHHbIX CpeacTB, 3asBuTENlb  OOMOSHUTENbHO  NpeacTaBnder B
YMNOSNMHOMOYEHHbIN doeaeparbHbI OpraH UCMONHUTENBHOM BNAacTU KOMUIO NULLEH3NUN
Ha MpPOM3BOACTBO JIEKAPCTBEHHbIX CPenCTB WM KOMUKO  3aKSKOYeHUst O
COOTBETCTBUN NPOU3BOOMUTENS JNEKAPCTBEHHbLIX CPeAcTB TpeboBaHUAM MpaBus
Hagnexawen npou3BOACTBEHHOM  MPAKTUKX, BbIAAHHBLIX  YMNOSIHOMOYEHHbIM
doegepanbHbIM OpraHOM UCTMONHUTENBHOM BlacTU B OTHOLLEHUN NPON3BOLCTBEHHON
NSOWALKM  NEeKapCTBEHHOro npenapara, B Cllydae, €eclim  Npou3BOLCTBO
nekapcTBEHHOro npenapata ocyuwecTtenseTca B Poccuickon depepauun, nmbo
KOMWIO Bbl4aHHOW YNOSTHOMOYEHHbLIM OpraHOM CTpaHbl MPOU3BOAUTESNA JINL,EH3UN HA
NPON3BOLCTBO JIEKAPCTBEHHOIO Mpenapara U ee MepeBOd Ha PYCCKUM A3blK,
3aBepeHHble B YCTAHOBIIEHHOM TMOPSAKe, a TakkKe KOMuK 3akimo4vyeHnd o
COOTBETCTBUN NPOU3BOOMUTENS JNEKAPCTBEHHbLIX CPeAcTB TpeboBaHUAM MpaBus
Hagnexawen npou3BOLCTBEHHOW MPaKTUKX, BblOAHHOMO  YMNOSIHOMOYEHHbIM
doepepanbHbIM OpraHOM UCTMONHUTENBHOM BlacTU B OTHOLLEHUN NPON3BOLCTBEHHOW
NSIOWALKN NIEKapCTBEHHOro npernapara, Wi KOMuio pPeLLeHUA  YNOSTHOMOYEHHOro
doegepanbHOro opraHa UCMNOSTHUTENbHOW BlacTU O MPOBEAEHUN NHCMEKTUPOBAHUSA
NpoOun3BOAUTENA JIEKAPCTBEHHONO CpeacTBa B Crydyae, eciiv  Npou3BOLCTBO
NeKapCTBEHHOro npenapaTta OCywecTBnsgeTcda 3a npegenamu Poccuinickonm
depepaumn.

(YacTb pononHuTenbHO BKMtodeHa ¢ 15 uwoHa 2018 roga PenepanbHbIM
3akoHoM OT 4 utoHsa 2018 roga N 140-93)

1_3. lMNpuHATME peleHns 0 BHECEHUN U3MEHEHNN UM 06 OTKase BO BHECEHWUU
N3MEHEHUA B [OOKYMEHTbl, CoAepXalpmeca B perucTpaumMoHHOM [OCbe Ha
3aperMcTpmpoBaHHbIN NeKapcTBEHHLIN NpenapaTt Ansa MeauLMHCKOro NpUMeHeHMs,
B Cry4ae HeobXoOAMMOCTM MpoBeOEHMSI SKCNEepTU3bl KadecTBa JeKapCTBEHHbIX
cpeacTB 1 (MK) SKCNEPTU3bl OTHOLLEHNSA OXMAAEMOWN NOSIb3bl K BO3MOXHOMY PUCKY
NPUMEHEHUST TNIEKAPCTBEHHOro npenapata Ansg  MeOUMUUMHCKOro  NMpUMEHEHUs
OCYLLECTBIISIETCA B CpPOK, He MpeBbllaumin geBsHocTa pabounx OHen, a B
ocTasrbHbIX Crny4vasix B CPOK, HEe MpeBbIlLaloWmn Tpuguatn paboumnx gHenm co OHA
NPUHATUS  YNOSTHOMOYEHHbIM  drefieparibHbIM  OpraHOM  UCMOSHUTENBHON BRacTu
3as1BfieHns1 O BHECEHMUM TaKUX U3MEHEHUN.

(YacTb pononHuTenbHO BKMtodeHa ¢ 15 uwoHa 2018 roga PenepanbHbIM
3akoHoM oT 4 uioHa 2018 roga N 140-93)
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1 4. YnonHoMo4YeHHbIN doeaeparnbHbii OpraH UCNOSTHUTENbLHOM BNacTu C y4eToM
pe3ynbTatoB apmMakoHad3opa W MPOBEPOK COOTBETCTBUA JeKapCTBEHHbIX
CpeacTB, HAaXOOSLWMXCS B rpaxgaHCKoM obopoTe, YyCTaHOBMEHHbIM TpeboBaHNAM K
MX KayecTBY B TeyeHMe [JecATn paboumx [OHen CcO [OHS  NOCTYNSEeHUs
COOTBETCTBYHOLLEN MHGOPMALUM pa3MellaeT Ha CBOeM odmuunanbHOM cauTe B
cetn "VIHTepHeT" cBegeHust O HeoOXOOMMOCTU BHECEHUSI B WMHCTPYKLUIO MO
MeAULNHCKOMY NPUMEHEHMIO JIEKAapCTBEHHOIO rnpenapara U3MeHeHUn B OTHOLLIEHUN
CBeLEeHUN O NMoKasaHnAX AN MPUMEHEHUA N MPOTMBOMOKAa3aHUAX OS19 NPUMEHEHUS
NeKkapCTBEHHOro npenapaTta, BbISIBIIEHHbIX MODOYHbBIX OENCTBUSIX, HEXenaTeNbHbIX
peakumax npyu NpUMEHEeHUN NEKapCTBEHHOIO npenaparta u yBeaomrsieTr od 9ToM B
9NIEKTPOHHON bopMe wnM  nNUCbMeHHoOW dopmMe (Ha 6BGymaxHoM HocuTene)
aepxarens vnM Bnagerbla perncTpaunoHHOIO YOOCTOBEPEHUS JeKapCTBEHHOro
npenapata (UnNM YNOfHOMOYEHHOE WM [pyroe pUANYECKOe InLUO), a TaKxe
aepxarenen wn BnagerbLeB pPerMcTpaumoHHbIX YO0CTOBEPEHUN NIEKapCTBEHHbIX
npenapatoB (MM YMOSTHOMOYEHHbIX UMW APYrUX HPUONYECKUX Iny), KOTOopble
ABNATCA B3aMO3aMeHseMbIMI.

(YacTb gononHuTenbHo BkoveHa ¢ 1 mapta 2020 roga PenepanbHbIM 3aKOHOM
o1 27 gekabpsa 2019 rona N 475-93)

1 5. [epxatens wnin Brnageney  permcTpauuoHHOro  yYaoCTOBEPEHMUS
NeKapCTBEHHOrO  npernapaTta, a Takke Jgepxatenm wm  Briagenblbl
PErMCTPALMOHHBLIX  YOOCTOBEPEHMW  JIEKApCTBEHHbIX  MpenapaTtoB (Mrm
YMNOSTHOMOYEHHbIE MMW  [pyrMe opuaudeckue nuvua), KoTopble SBRSHOTCSA
B3anmo3amMeHsieMbiMK, 004a3aHbl NpeaCcTaBUTb B YNOMHOMOYEHHbIN doeepanbHbii
opraH UCMOSHUTENbHOW BIlACTN 3a8BfIEHNS] O BHECEHUN U3MEHEHUIN B JOKYMEHTHI,
cogepxawmeca B PerMcTpauMoHHbIX  OOCbE  Ha  3aperncTpupoOBaHHblEe
nekapcTBEHHble npenapatbl AN9 MeAUUMHCKOro MNPUMEHEHUS, B OTHOLUEHUU
CBeJeHUN, YKasaHHblX B WHCTPYKUMM N0  MEeOULMHCKOMY  MNPUMEHEHUIO
NeKapCTBEHHbIX MNpenapaTtoB, B Te4vyeHne copoka pabounx [HeW Cco  AOHs
pasMeLleHNa YNONHOMOYEHHbIM doefeparbHbiM OpraHoOM UCMOSHUTENBHOW BRacTu
NHopmaL M1, ykasaHHon B YacTn 1_4 HacTosiwen ctatbl. [laHHoe TpeboBaHue He
pacrnpoCcTpaHAeTCAa Ha Ccfnyvyanm BHECEHUA B WHCTPYKUMIO MO  MeLULUHCKOMY
NPUMEHEHNIO JIEKAPCTBEHHOINO npenapata W3MEHEHMW B OTHOLUEHMM HOBbIX
noKasaHuin [Ons  MNPUMEHEHUST NEKaApCTBEHHOrO npenapara  Ha OCHOBaHWUU
pe3ynbTaTtoB COOTBETCTBYIOLLMX UCCNEOBAHNIA.

(YacTb gononHuTenbHo BkNoveHa ¢ 1 mapta 2020 roga PeneparnbHbIM 3aKOHOM
o1 27 gekabpsa 2019 roga N 475-93)

2. OKcnepTu3a IeKkapCTBEHHbIX CPeACTB B 4acTU SKCNepTusbl KavecTBa
NekapcTBEHHOro cpeacTea U (Unn) 3KCNEepPTMU3bl OTHOLLEHMST OXMOAEMON NOSb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHWsI NEeKapCTBEHHOro npenapaTta Ans MeauLyMHCKOro
NPUMEHEHUS NPOBOAUTCS B Cllydae BHECEHUS] W3MEHEHWA B [OOKYMEHTHI,
cogepxaumecss B PerMcTpauMoOHHOM  [OOCbE Ha  3aperMcTpUpPOBaHHbIN
nekapCTBEHHbIV Npenapar, B OTHOLLEHWM:
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1) cBedeHWI, YyKasaHHbIX B WHCTPYKUMM MO MEOULMHCKOMY MNPUMEHEHNIO
nekapcTBEHHOro npenapara:

a) nekapcTBeHHasa opma C yKkasaHMeM HauMMEHOBaHUM W KOFMYECTBEHHOro
cocTaBa [OEWCTBYHOLMX BELLUECTB M KA4YeCTBEHHOIO COCTaBa BCNoMoraTesibHbIX
BewwecTB (Npy HeobXOAMMOCTM KOSIMYECTBEHHOrO CcocTaBa BCMOMOraTesnbHbIX
BELLECTB);

6) drapmakognHamumka n dpapmakoKMHeTuKa (3a NCKITIOYEeHneMm
drapMaKkOKMHETMKMN roMeonaTUYeCKNX fieKapCTBEHHbIX NpenapaToB U pacTUTESbHbIX
nekapCcTBEHHbIX NpenapaToB);

B) NMOKa3aHus 4N NPUMEHEHUS;
) NPOTUBOMNOKa3aHUs ANsi NPUMEHEHUS;
a) Mepbl NpegoCTOPOXHOCTU NPY NPUMEHEHNM;

€) yKasaHue BO3MOXHOCTM U OCOBEHHOCTEN NPUMEHEHUSA FEeKapCTBEHHOro
npenapata Ans  MEAWULMHCKOrO MpUMEHEHUst OepeMEHHBbIMM  XKEeHLLMHaMW,
XEHLLWHaM1 B nepvog rpyaHoro BCKapMinvMBaHus, 4eTbMU, B3POCSbIMU, MMEHOLLMMM
XPOHM4YeCKne 3aborneBaHus;

X) pexum [O03MpoBaHUS, Ccnocobbl BBEOEHUS W NPUMEHEHUsl, npu
HeobXoaAUMOCTIN BpeMsi NpMema NekapcTBEHHOro rnpenapara, NpoaoIKATENbHOCTb
neYeHuns, B TOM YuCrne y AeTen 4o 1 nocre O4HOro roga;

3) BO3MOXHble MOOOYHbIE [OEUCTBUMS U HeXenaTenbHble peakuum npu
NPUMEHEHUN NEKAPCTBEHHOMO NpenapaTa;

I/I) CUMIMTOMbI Nepeano3npoBKn, Mepbl NO OKa3aHUKO NMOMOLLM NMPpn nNepeao3npoBKe,;

K) B3aMMOAeWcTBMe C ApPYrMMA  NeKapCTBEHHbIMW Mpenapatamm un  (1nm)
NULLEBbLIMU NPOAYKTaMU;

n) dopmbl BbINyCKa NeKapCTBEHHOMO NpenapaTa;

M) yKkasaHue (npu HeobxoguMMOCTM) OCODEHHOCTEN AENCTBUS JIEKapCTBEHHOro
npenapara npuv nepBom npuemMme Um rnpu ero OTMeHe;

H) CcBedeHWss O BO3MOXHOM BIMSIHAM JEeKapCTBEHHOrO npenapata Ans
MEOULMHCKOTO MPUMEHEHUsS Ha CMNOCOOHOCTbL  YNpaBnATb  TPaHCMOPTHbLIMU
CpeacTBaMU, MEXaHU3MaMu;

0) CPOK rOOHOCTM W YyKasaHWe Ha 3anpeT MNPUMEHEHMS IeKapCTBEHHOro
npenapara no UCTEeYEeHUN CPOKa rogHOCTMU;



M) YCIIOBUS XpaHEHUS;
p) YCIOBUS OTNYCKa;
2) cocTaBa fnekapCTBEHHOro npenapara ana MeguumMHCKOro NpuMeHeHus;

3) wu3MeHeHMss MecTa nNpPoOM3BOACTBA JEKApCTBEHHOrO npenapata Ans
MeOULMHCKOro NPUMEHEHNS;

4) UW3MEHeHWs1 MokasaTenel KadecTBa JEeKapCTBEHHOro npenapara Aans
MEeAULMHCKOro NPUMEHEeHMs 1 (M) METOAOB KOHTPOSSl Ka4ecTBa NeKapCTBEHHOro
npenapara Ans MeauLMHCKOro NPUMEHEHUS;

5) 3MeHeHuss cpoka roqHOCTM NieKapCTBEHHOro npenaparta AN MeanLnHCKOro
NPUMEHEHUS;

6) cBefeHMn O HEODXOOMMOCTU BHECEHUSA MHbIX U3MEHEHUN B UHCTPYKLMIO MO
MEeOULMHCKOMY MPUMEHEHMNIO JNEKApPCTBEHHOIO Mnpenapata, a Takke B WHble
AOKYMEHTbI, cCoAepXawmecs B perMcTpaymMoHHOM 0OCbe Ha 3aperncTpupoBaHHbLIN
NeKapCTBEHHbIM npenapaT. [lpu 9TOM pelweHMe O MpPOoBEAEHUM ISKCNEPTU3bI
KayecTBa JIeKapCTBEHHbLIX CPeAcTB M (MnM) SKCNEepTU3bl OTHOLLEHUSI OXUOaeMOou
NOfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS §eKapCTBEHHOro npenapata Ans
MELULIMHCKOIO MPUMEHEHUSI MNPUHUMAETCA B COOTBETCTBUM C YTBEPXKOEHHOM
YMNOSTHOMOY€EHHbIM denepanbHbIM OpraHom NCMOMNMHUTENbHOMN BfacTu
Krnaccudmkaumen MW3MeHeHUW, BHOCUMMbIX B [OKYMEHTbl, cogepxawmecs B
perncTpaumMoHHOM 4OCbE Ha 3aperMcTpupoBaHHbIN fleKapCTBEHHbIW rnpenapar.

(Hactb B pepakuumn, BBedeHHon B pfenctBne ¢ 1 saHBaps 2016 ropga
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.
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3. C 3aaBneHnemMm O BHECEHUN M3MEHEHWI B LOOKYMEHTbl, cogepxalumecsa B
permcTpaumMoHHOM OOCbEe Ha 3aperncTpMpoOBaHHLIN JNleKapCTBEHHbIN npenapar ans
MEOULMHCKOrO NpUMEHeHUs, Hapsgy C AOKYMEeHTaMmK, yKasaHHbIMM B 4Yactu 1
HaCTOsILLEN cTaTbum, 3aaBUTESb npeacTaenser KOonun  OOKYMEHTOB,
nogTBepXaarLwmx ynraTy rocy4apCTBEHHOM MOLUIMHBI 3@ BHECEHNE B [ OKYMEHThI,
cogepXawumecss B PermcTpaumMoHHOM  OOCbE€ Ha  3apermcTpupoBaHHbIN
NEKaApPCTBEHHbIM MnpenapaT Ansd  MeOUUMHCKOrO  MPUMEHEHUS, U3MEHEHUN,
Tpebylowmx NpoBeAEHNs OKCMNEepTU3bl JEKapCTBEHHbIX CPeacTB B 4acTu
9KCNepTU3bl Ka4ecTBa feKapCTBEHHOrO cpeacTasa U (Mnn) aKCNepTU3bl OTHOLLEHUS
OXnaaemMou rnorb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NIeKapCTBEHHOMO npenapaTa
AN MeOVLUMHCKOro MpUMEHEHUs, rocyfapCTBEHHOW MOLWIMHbI 3a BHECEHWE B
AOKYMEHTbI, CoAepXalwmecs B pPerMcTpaymMoHHOM 0OCbe Ha 3aperncTpupoBaHHbIN
NEKapCTBEHHbIM npenapar Angd MeOUUUHCKOrO MPUMEHEHNS, W3MEHEHUW, He
TpebyloLwmx NpoBedeHNss 3KCNePTU3bl JleKapCTBEHHOro cpenctBa, NMMbo Bnpase
npeacTaBuUTb N0 COBCTBEHHOM MHMLMATUBE YKasaHHble OOKYMeHTbl. B criydae umx
HenpeacTaBfieHNa  YNONHOMOYEHHbIN  doefeparibHblA - OpraH  UCTOSHUTESNbHOMN
BflaCTU npoBepseT (akT yriaTbl [OCYO4APCTBEHHbLIX MOWIMH  3asBUTEnem
NoCpeacTBOM UCMOMb30BaHUA MHGopMaumm 06 ynnate rocygapCTBEHHbIX MOLLMH,
cogepxaLlencs B locynapcTBeHHOM MHJ)OPMAaLLMOHHOMN cucteme o]
roCcygapCTBEHHbIX M MyHMUMNANbHbIX Mnartexax, Ha OCHOBaHUW MpeacTaBrieHHbIX
3agBuTENEM KOMUA [OOKYMEHTOB, MNOATBepXOalwmx ynnaty rocygapCTBeHHOW
NOLTNHbI.

(HYactb B pepakumm, BBegeHHom B pencteue ¢ 1 wmona 2015 ropga
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

4. B Te4yeHne gecsatn paboumx gHen co AHA NOCTYNNEHNA yKa3daHHOoro B YacTu 1
HaCTOSILLEN CTaTbM 3asiBfiEHN M HEoBXOOAMMbIX OOKYMEHTOB YMNOSHOMOYEHHbIN
doegeparnbHbIN OpraH NCNOSHUTENbHOM BNAcTU:

1) NpoBOAUT NPOBEPKY MONHOTbI M AOCTOBEPHOCTU CBEAEHUN, COAEPKALUMXCH B
nNpeacTaBneHHbIX 3asiBUTENeM Matepuanax;

2) NPUHNMAET peLLeHne O NPOBEAEHUN YKa3aHHbIX B YacTU 2 HAacTOSILLEN cTaTby
COOTBETCTBYHOLUMX IKCMNEPTU3 JeKapCTBEHHOro cpeactBa wunim o6 oTkase B WX
npoBeaeHnm;

3) yBe4OMSIFET B 35IEKTPOHHOW UM MMCbMEHHON (hopme 3asiBUTENS O NPUHSTOM
peELEHNM UMM B Crfiydae MnpUHATUA pelleHnss o6 oTkase B NpoBedeHun
COOTBETCTBYHOLLEN SKCNEPTU3bI C YKazaHMEM MPUYNH TaKoro oTkasa.

(MyHKT B pepakunn, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropga
PepeparnbHbiM 3aKoHOM OT 22 fekabpsa 2014 roga N 429-93.
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4 1. B cny4yae BbISIBNIEHUS HEOOCTOBEPHOCTU CBELEHWUN, codepXalmxcs B
npeacTaBfieHHbIX 3adBuUTEneM Martepuanax, YrnofHOMOYEHHbIM dheaeparnbHbIn
opraH WCMNOSHUTENBLHOW BfiaCTW HanpasnseT 3asBuTento 3anpoc 06 yTOYHEeHWUn
yKasaHHbIX cBeAeHUN. [JaHHbIN 3anpoc MOXET OblTb nepedaH YNnosIHOMOYEHHOMY
npeacTaBUTENO 3adBUTESA JIMHHO MO PacnUCKy, HamnpaBsfieH No nodTe 3akasHbiM
NMMCbMOM WNN nepefaH B 3NIEeKTPOHHOUM dopMe MO TENEKOMMYHUKALMOHHbLIM
KaHanam cBs3n. B cnyvae HanpaBneHus OaHHOro 3anpoca Mo rnoyTe 3akasHbiM
MMCbMOM OH CYMTAETCH TMOJSIyYEHHbIM MO WCTEYEeHUW LWecTn AHeW C AaThbl
HanpaBfieHNsa 3aKa3Horo nNucbma.

(YacTb gononHuTensHO BKMtoYeHa PegepanbHbiM 3aKOHOM OT 25 HoAbpsa 2013
roga N 317-93)

4 2. 3aaButenb o06s13aH NpeacTaBUTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOro
deoepanbHOro opraHa WCMNONHUTENbHONM BNMacTM B CPOK, HEe MNPEBbILLALLAN
AeBsiHocTa paboymx AHEN Co AHSA NonyyYyeHns gaHHoro 3anpoca. Cpok, yKasaHHbI B
yacTu 4 HacTosilen cTaTbW, MPUOCTAHABNMBAETCS CO [AHSA HanpaBneHus
3aABUTENMIO 3anpoca YMNoSIHOMOYEHHOro dheaeparnbHOrO opraHa WCMONMHUTENbLHON
BNacTu 0O AHSA NOMyYEeHUS UM OTBETA Ha AaHHbIA 3arnpoc U He y4uUTbiBaeTCcs npu
MCUYMCIIEHMN CPOKA MPUHATUS PELUeHNsI O BHECEHUN U3MEHEHWA B OOKYMEHThI,
cogepxawmeca B permcTpaumMoHHOM  OOCbE€ Ha  3aperMcTpupoBaHHbLIN
NeKapCcTBEHHbIN NpenapaT ANd MeauLUHCKOrO NMPUMEHEHMS.

(YacTb gononHuTenbHO BKMtoYeHa PegeparnbHbiM 3aKOHOM OT 25 HoAbps 2013
roga N 317-93)

5. OcHOBaHMeM aNn9 oTKasa B NPOBEAEHUN yKasaHHbIX B 4acTWU 2 HacTOsLEN
CTaTbW 3KCNEepTU3 SBMSETCHA NpeacTaBfieHne [OOKYMEHTOB, MePEeYUCSIEHHbIX B
yactsax 1 M 3 HacTosiwen cTaTbW, B HENorHOM obbeme, HenpeacTaBreHue
3asBUTENEM B YCTAHOBSIEHHbIN CPOK OTBETA Ha YKa3aHHbIN B YacTun 41 HacToALen
cTaTbW 3anpoc YrnorHOMOYEHHOro doegeparibHOro opraHa UCNoSTHUTENbLHOM BIiacTH,
a TaKxe OTCYTCTBME B MNpPeLCTaBSIEHHbIX OOKYMEHTax [OOCTaTOYHbIX CBEOEHWUMH,
noaTBepXgalwLmMx HeobXoAMMOCTb BHECEHUSI W3MEHEHW, W  OTCYTCTBUE
MHpopMaumK, noaTeepxaawwen dakT ynnatbl  roCy4apCTBEHHbIX  MOLUWIMH,
YKa3aHHbIX B YacTN 3 HAacTOSALLEN CTaTbM.

(YacTb B pepakuuun, BBeaeHHoOW B Aencteue PenepanbHbiM _3aKOHOM OT 25
HoA6psa 2013 roga N 317-93; B pegakuum, BBegeHHon B aencteme ¢ 1 uwona 2015
roga PenepanbHbiM 3akoHoM OT 22 aekabps 2014 roga N 429-93.

6. YKasaHHble B 4acTuM 2 HaCTOSALWEN CTaTbW 3KCNepTu3bl MPOBOAATCH B
nopsgKe, ycTaHOBIIEHHOM cTaTbeun 23 HacToswero ®enepansHoOro 3akoHa.

7. B cpok, He npeBbllLalOWMA OeCATU paboymx OHEN CO AHA MosnydYeHud
3aKMOYEHUN KOMUCCUM 3IKCMEePTOB MO pesynbraraM YyKasaHHbIX B 4Yactn 2
HacTosIWwen CcTaTbM  3KCNEepTu3, YMNONHOMOYEHHbIN  dbeaeparnbHbin  OpraH
MCMNOSTHUTESNTbHOW BIIACTU:

(AG3ay B pepakuun, BBegeHHonm B pgencteune ¢ 1 wmona 2015 ropa
PepeparnbHbIM 3aKoHOM OT 22 fekabps 2014 roga N 429-93.
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1) NPUHUMAET peLLEHNE O BHECEHUM U3MEHEHMI B OKYMEHTbI, COAEPKALLMECS B
perMcTpaLuoHHOM JOCbe Ha 3aperMcTpUpPOBaHHbIM NEKapCTBEHHbIN NpenapaTt Ans
MEeAULIMHCKOro NPUMEHEHUs1, U 06 oTKase BO BHECEHUM TaKUX U3MEHEHWI;

2) BHOCUT B FOCYAapCTBEHHbIN PEECTP NEKAPCTBEHHbIX CPEACTB HAa OCHOBaHUM
PELUEHNss O BHECEHUM W3MEHEHUA B  [OOKYMEHTbl, COAEpXallmecs B
PerMcTpaumoHHOM A0Cbe Ha 3aperMcTpUpOBaHHbIN NeKapCTBEHHLIN NpenapaT ans
MEAULMHCKOrO MNPUMEHEHUsi, HeobXoaAuMble W3MEHEHUss W BO3BpalaeT UX
3as8BUTENIO;

3) BblgaeT  3adABMTEN0O  HOBOE  PEerucTpaumoHHOEe  YOOCTOBEpeHue
rneKapcTBEeHHOro npernaparta B Cliydae U3MEHEeHUsl CBedeHWUN, COoOepXallmMxXCHA B
HEeM.

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 roga PegepanbHbIM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)

8. OcHoBaHMeM pfns oOTKa3a BO BHECEHUMNM W3MEHEHUA B [OOKYMEHTHI,
cogepxalwpmeca B PEerucTpaLMOHHOM  [OCbe Ha  3aperycTpupoBaHHbIN
NeKapCTBEHHbIN Npenapat AN MeauLUHCKOro NpUMEHEHUS!, ABNSIETCS 3aKioYeHne
YNONMHOMOY€EHHOro doegeparbHOro opraHa UCMOSNHUTENbHOW BNacTh O BO3MOXHOCTM
CHWXeHnst 6esonacHocTu, kadecTBa, 3dEKTMBHOCTM NEKapCTBEHHOIO CpeacTBa B
Clny4Yae BHECEHUS TaKUX N3MEHEHWIA.

9. [onyckaetca obpalleHne rekapCTBEHHbIX npenapaTtoB ANd MeAULMHCKOro
NPUMEHEHUST OO0 WUCTEYEHUs CcpoKa roAHOCTU, NMPOU3BEOAEHHbIX B Te4YeHue cTa
BOCbMUOECATU AHEeW nocrie Aatbl MPUHATUS  YNOSIHOMOYEHHbIM dhefeparbHbIM
OpraHOM MCMOSTHUTESTbHOM BIlAaCTU PeLLeHns1 O BHECEHUN U3MEHEHUIA B JOKYMEHTHI,
cogepxawmecs B perMcTtpaumMoHHOM [0Cbe, B COOTBETCTBUM C WMHGOpMaLMEn,
cogepxalenca B OOKYMEHTax pPermcTpaumMoHHOrO AOCbe Ha JeKapCTBEHHbIN
npenapart 4o AaTbl NPUHATUS TAKOro peLLEHs.

(HYactb B pepakumm, BBegeHHonm B pencteme ¢ 1 wmona 2015 roga
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-93.

KommeHTapumn Kk ctatbe 30

Ctatbsa 31. BHeceHne namMeHeHUN B AOKYMEHTbI,
coaepxawmecsi B peructpayuMoHHOM AOChLEe Ha
3aperncTpmMpoBaHHbIN NleKapCTBEHHbIU npenapart gns
BeTepPUHAPHOro NpMMeHeHUs
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1. B uendx BHECEHUA WU3MEHEeHUN B [JOKYMEHTbl, COAepXalmecs B
permcTpaumMoHHOM OOCbEe Ha 3aperncTpMpoOBaHHLIN JNleKapCTBEHHbIN npenapar ans
BETEPUHAPHOIO MNPUMEHEHUS, [OepXaTelb WM Briageney peructpalMoHHOro
yOOCTOBEPEHUA INEKapCTBEHHOro npenaparta WM ynornHOMO4YEeHHOEe UM [pyroe
lopugmyeckoe nUUO (ganee B HACTOSLLEN CTaTbe - 3adBUTENb) NpeacTaBfseT B
YMNOSNMHOMOYEHHbIN hefepanbHbI OpraH MWCMONHUTENBHOM BrlacTU 3adBfiIeHNE O
BHECEHUN TaKUX W3MEHEHUA Mo opMe, YCTAHOBJSIEHHON YMNOSIHOMOYEHHbIM
degepanbHbIM - OpraHoOM  UCMOSTHUTENbHOW  BflaCTW, W MNpwuriaraemble K Hemy
M3MEHEHNS B YyKa3aHHble [OOKYMEHTbl, a TakXe [AOKYMEHTbl, nogTBep)garoLme
HeOBXOOMMOCTb BHECEHUSI TakuMX WU3MeHeHun. [lpu HeobxoaAuMMOCTU BHECEHUS
M3MEHEHNA B [OOKYMEHTbl, coaepxawmecss B pPeruMcTtpaumMoHHOM [OCbe Ha
3aperMcTpUpPOBaHHbIN JIEKAaPCTBEHHbIN rMpenapaT 419 BETEPUHAPHOIO NPUMEHEHWS,
B CnyyasiX W3MEHeHua wun (unm) LOrMOSHEHUA MPOU3BOLCTBEHHOM NSOWAaKM
NEKApPCTBEHHOINO CpedcTBa, a TaKke W3MEHEHUA noKasaTernenm KadecTBa
NeKkapCcTBEHHOro npenapaTta A9 BETEPUHAPHOIO NPUMEHEHUS N (MnM) MeTOO0B
KOHTPOSIA KadecTBa NeKkapCTBEHHOrO npenapara Ans BeTEPUHaApPHOro NpUMeEHEHUs
3agBuTENb [LOMOSHUTENBbHO MpeacTaBnsgeT B YNONHOMOYEHHbIN (hefeparibHbIN
opraH UCMNOJSTHUTENbLHOW BACcTyU criefyowme JOKYMEHTDI:

1) KOst NMLEH3UN Ha NPOWU3BOACTBO JIEKAPCTBEHHbIX CPEACTB, BblAaHHOW
NPON3BOAUTESNIO NNEKAPCTBEHHOIO npenapara ans BETepUHapHOro NpuMeEHeHns, ans
POCCUNCKNX MPON3BOAUTENEN;

2) KOnusl NMLEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEeAcTB, BblOaHHOW
npou3BoAUTENO  (papmMaLeBTUYECKOM  CyDOCTaHuuKM, BXogswenW B  COCTaB
NeKapCTBEHHOro npenaparta ANd BeTepUHapHOro MNpUMEHEHUs, ONs POCCUNCKUX
npounsBoguTernen;

3) KonMua [OOKYMEHTa, BblIAAHHOMO YMNOMIHOMOYEHHLIM OpPraHOM CTpaHbl
npousBoauTeENs AOns Kaxgonm Npou3BOACTBEHHOM MSIOWAAKN  JIeKapCTBEHHOro
npenapara A9 BETEPUHAPHOro NMPUMEHEHNA U NOATBEPXKOAKLWEro COOTBETCTBME
NPON3BOAUTENSA NEKApCTBEHHOrO npenapara TpeboBaHMsIM npaBui Hagnexallemn
NPON3BOLCTBEHHON MPAKTUKW, U €ro rnepeBo[, Ha PYCCKUM A3blK, 3aBEPEHHble B
YCTAHOBJIEHHOM TMOpPsSAKe, a TakXe KOMuA 3akio4vyeHns O COOTBETCTBUMU
NPON3BOAUTENSA NEKAPCTBEHHbLIX CPeAcTB TpeboBaHMAM MpaBui  Haanexallemn
NPOV3BOACTBEHHON MPaKTUKW, BbIAAHHOIO  YNOSIHOMOYEHHbIM  dhefeparbHbIM
OpraHOM WCIMOSHUTESNBHON BflaCTU AONS KaxO4oW MNpou3BOACTBEHHOM MNSOWAAKN
NEKapCTBEHHOro npenapaTta Ans BETEePUHAPHOro MNPUMEHEHUsA, NMOO  Konus
pPELLEHNST O MPOBEAEHUM WHCMNEKTMPOBAHUS MNPOU3BOAUTENS JEKapCTBEHHbIX
cpeacTB, MPUHATOrO YNOSIHOMOYEHHbIM doefeparnbHbIM OpraHOM UCMONHUTENBHON
BflaCTW AN KaxOdOW MPOU3BOACTBEHHOW MSIOWAAKN NEeKapCTBEHHOrO npenapara
ANS BETEPUHAPHOrO MNPUMEHEHUS. YKasaHHble [OKYMEHTbl MNpPeAcTaBrstoTCa B
cryyae, ecrv nNpoOu3BOACTBO JIeKAPCTBEHHOro rnpenapara Ans BeTepuHapHOro
NpUMEHEHUs ocyLlecTBrseTcs 3a npegenamm Poccuinckon ®epepaumu;



4) Konus OOKYMEHTa, BblJAHHOMO YMNOSIHOMOYEHHbIM OpraHoM CTpaHbl
npovsBoauTena  hapmaueBTMYECKOM  CcybCTaHuuMM 1M NoaTBepXKOatoLlero
COOTBETCTBME nNpousBoauTens apmaueBTnyeckon cybcTaHuum, BXOASLEN B
COCTaB JIEKApPCTBEHHOro rpenapata A9 BETEPUHAPHOIO  MPUMEHEHWS,
TpeboBaHMAM MpaBun Haarnexawlen npoM3BoACTBEHHOMN NMPaKTUKKU, N ero nepesos
Ha PYCCKUN £A3blK, 3aBEpPeHHble B YCTaAHOBIIEHHOM TMOpsAKe, B Cllydae, ecnm
NPOM3BOACTBO bapMaLEeBTUHECKON CYOCTaHUMM OCYLLECTBIIAETCA 3a npegenamu
Poccuinckon denepaumn.

(Hactb B pepakuuu, BBegeHHon B penctene ¢ 15 wuwoHa 2018 ropa
PenepanbHbiM 3akoHOM OT 4 nioHda 2018 roga N 140-93.

1 1. B cnyyae naMeHeHnst n (Unn) SOnOSHEHUA NPOU3BOACTBEHHOW MIIOLAAKM
NeKapCTBEHHOro cpefcTBa AOKYMEHTbI, yKa3aHHble B YacTn 1 HacToswWwen cTaTby,
NpeacTaBnAlTCA 3asiBUTENEM B OTHOLUEHUMM M3MEHAEMOW U (MnK) OOMNOSHAEMOM
NPON3BOACTBEHHOW MIOWAAKN NeKapcTBEHHOro cpeacTBa. PelleHne o BHECEHUU
N3MEHEHUA B [OOKYMEHTbl, CoAepXalwmeca B perucTpaumMoHHOM [OCbe Ha
3aperMcTpmpoBaHHbIN NeKapCTBEHHbIN Npenapar Ang BETEPUHAPHOro NPUMEHEHMS,
nnm o6 oTKase B X BHECEHMM NPUHUMAETCA B Cryvyae HeobXoaMMOCTN NPOBELEHNS
9KCNepTM3bl NEKapCTBEHHOrO CpeacTBa B CPOK, He MpEeBbIIAOWMA OEeBAHOCTa
pabounx OHen, a B OCTamnbHbIX Cry4asix B CPOK, He MNpeEBbILLAOWMn Tpuauatm
pabounx OHenW CO [OHS NPUHATUS YNOSTHOMOYEHHbIM heaepanbHbIM - OpraHoM
NCMONMHUTENbHON BNACTU 3a8BMNEHUS O BHECEHUN TaKUX U3MEHEHU.

(YacTb pononHuTenbHO BKMtodeHa ¢ 15 uwoHa 2018 roga PenepanbHbIM
3akoHoM OT 4 utoHa 2018 roga N 140-93)
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1 2. B cnyyae peopraHusauuv gepxarend unm eragenbua permctpauiOHHOro
YAOOCTOBEPEHNS JeKapCTBEHHOro rpernapara Ans BeTepuHapHOro npuMeEHEeHWs,
paspaboTymMka wunM  Npou3BOAUTENS  JNIeKapCTBEHHOro  npenapata  Ans
BETEPUHAPHOIO MPUMEHEHUSA B 3aABSIEHUN O BHECEHUU U3MEHEHWN B OOKYMEHThI,
cogepxawmeca B perMcTpayMoHHOM  OOCbe  Ha  3aperncTpupoBaHHbLIN
NeKapCTBEHHbIW rMpernapar ANd  BEeTepUHapHOro MNPUMEHEHUS, YKa3blBalOTCH
AaHHble OOKYMeHTa, NoaTBepXOaroLLero BHECEHNE COOTBETCTBYIOLMX USMEHEHUN B
EovHbIN - rocydapCTBEHHbLIA  peecTp opuandecknx nuiy,  (ons  opraHusauumn,
3apermcTpmpoBaHHbIX Ha Tepputopun Poccunckon degepaunm), uUnim  UHOroO
OOKYMEHTa, MOATBEPXOaloLWero peopraHMsauuio pugnyeckoro nuida (ans
opraHuM3auun, He 3aperMcTpupoBaHHbIX Ha Tepputopun Poccuiickon Penepauun).
3asgBrneHMe O BHECEHUNM U3MEHEHMW B [OOKYMEHTbl, coaepXaumecs B
perMcTpaumoHHOM OOCbe Ha 3aperMcTpUpOBaHHbIN JleKapCTBEHHbLIN Npenapar 4114
BETEPUHAPHOIO NPUMEHEHNS, U NpuraraemMmble K HeMy JOKYMEHTbI NMpeacTaBnisoTCA
B YNOSIHOMOYEHHbIN (hefieparibHbIN OpraH UCNOSTHUTENbHOW Br1acTy He Nno3gHee Yyem
Yyepes Tpuguatb paboumx AHeN CO OHSA BHECEHUS COOTBETCTBYHOLMX U3MEHEHUN B
EovHbIN - rocydapCTBEHHbLIA  peecTp lopuandecknx nuiy,  (ons  opraHusauumn,
3apermcTpmpoBaHHbIX Ha Tepputopumn Poccuinckon degepaunmn) wunm co OHs
NPUHATUA COOTBETCTBYILLErO [OOKYMEHTa, MNO4TBEepXOatolero peopraHnsaumio
topuagmyeckoro nuua (ana opraHmsauumn, He 3apermcTpupoBaHHbLIX Ha TeppUTOpPUM
Poccuinckon denepaunn). B cnydyae peopraHusauuu gepxartens wunu Bnagensua
perncTpauOHHOro YyAOCTOBEPEHUS NeKapCTBEHHOro npenapara ans
BETEPUHAPHOIO NMPUMEHEHUS 3asiBlieHWe O BHECEHUN U3MEHEHUN B [OOKYMEHThI,
cogepxawmeca B perMcTpaumMoHHOM  OOCbe Ha  3aperncTpupoBaHHbLIN
NeKapCTBEHHbIW  npenapat Ansd  BETEPUHAPHOrO0  MPUMEHEHUs, MOAaeTCs
IopuanNYEeCcKUM nULOM, KOTOPOMY B XO4e peopraHusauum nepefaHo npasBo
BJlaJEeHNS TaKUM PerMcTpaLnoHHbIM YOOCTOBEPEHVEM.

(YacTb pononHutensHo BkMoveHa ¢ 13 aerycta 2019 roga PeneparnbHbIiM
3akoHoM oT 2 aBrycta 2019 roga N 297-93)
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2. B cnyyae BHeceHMS Wn3MeHeHMA B [OOKYMEHTbl, coaepXalwmecsa B
permcTpaumMoHHOM OOCbEe Ha 3aperncTpMpoOBaHHLIN JNleKapCTBEHHbIN npenapar ans
BETEPUHAPHOIO MPUMEHEHNHA, B OTHOLUEHUM CBEOEHWIN, YKa3aHHbIX B MOLMYyHKTax
"e", "', "k", "n", "H", "c", "X" nyHkTa 7 yactu 3 ctatbn 17 HacTosiwero PegepanbHOro
3aKOHa, W3MEeHeHua wun (unn) [ONOSHEHUS MNPOM3BOACTBEHHOM  MIIOLIALKM
NeKapCTBEHHOro CpefCTBa, a Takxke B Cllydae U3MEeHEeHUs nokasaTeren kadecTsa
NeKkapCTBEHHOro npenapaTta A9 BETEPUHAPHOIO NPUMEHEHNS N (MnNM) MeTOoO0B
KOHTPOSIA KadecTBa NeKapCTBEHHOrO npenapara Ans BeTEPUHAPHOro NpUMeEHeHUs
NPOBOAUTCA 3KCNepTM3a IeKapCTBEHHOrO CpeactBa O BEeTEpPUHapHOro
npuMeHeHus. B crnyyae HeobXxoanMMOCTU BHECEHUSA UHBIX U3MEHEHNA B JOKYMEHTHI,
cogepXawmecss B PermcTpaumMoHHOM  OOCbE€ Ha  3apermcTpupoBaHHbIN
NEKaApCTBEHHbIM Npenapatr O BETEepPUMHApPHOro MPUMEHEHUH, 3JKCchnepTusa
NeKapCTBEHHOIO cpeacTBa ANd BETEPUHAPHOIo NPUMEHEHNS HE NPOBOAMUTCA.

(Hactb B pepakuumn, BBegeHHon B pfenctBne ¢ 1 sanBaps 2015 ropga
denepanbHbiM_3akoHOM OT 22 okTsabpsa 2014 roga N 313-03; B pegakuuu,
BBeaeHHon B geunctBune ¢ 1 umwona 2015 ropa PenepanbHbIM _3aKOHOM OT 22
nekabpsa 2014 rona N 429-93.

3. C 3asaBneHnemM O BHECEHUN U3MEHEHW B LOOKYMEHTbl, cogepxalupmecsa B
permcTpaumMoHHOM OOCbe Ha 3aperncTpUpOBaHHLIN NTEKapCTBEHHbIN npenapar ans
BETEPUHAPHOIO MPUMEHEHUSA, Hapsay C OOKYMEHTaMu, yKasaHHbIMW B 4acTu 1
HacTosILLeM  cTaTby, 3asaBuUTeErb npeacTasnser KOnuM  OOKYMEHTOB,
nogTBepXaarLWmMx ynraTy rocyaapCTBEHHOM MOLWIMHBI 3@ BHECEHNE B [ OKYMEHThI,
cogepXawumecss B PermcTpaumMoHHOM  OOCbE€ Ha  3apermcTpupoBaHHbIN
NMEKaApPCTBEHHbIM Npenapatr ans  BEeTEepUMHApPHOro  MPUMEHEHNHA, U3MEHEHUN,
TpebyloLwmx NpoBeaeHNs1 AKCNEPTU3bl NIEKAPCTBEHHOIO CPeacTBa, UM U3MEHEHUN,
He Tpebywmx NpoBeaeHUs IKCNepTU3bl fiekapCTBEHHOrO cpeacTBa. B cnydvae
HeobX0OMMOCTU W3MEHEHUSI CBEOEHWUA, COAEpXaWmMxXca B pPerncTpalOHHOM
YAOCTOBEPEHNN JIEKapCTBEHHOIO npenaparta Ans BeTepUHAPHOro NMpPUMEHEHUS, C
3asBrneHneM, ykasaHHbIM B YacTu 1 HacTosALWEen cTaTbn, 3aaBUTENb AOMNOSTHUTENBHO
npegcraBndeT KOMuIo LOKYMeHTa, NoaTBepXOaroLlero ynnarty rocygapCTBEHHOM
MOWMHBLI 32 Bblgady pPerMcTpaumMoHHOIO YO4OCTOBEPEHUA  JIEKapCTBEHHOrO
npenapata. 3asBuTenb N0 COOCTBEHHOM WHMUMATMBE BNpaBe NpeacTaBuUTb
OOKYMeHTbl 06 ynnaTe rocygapCTBEHHbIX MOWMH. B crnyvae HenpencTtaBneHus
3asBuUTENeM OOKYMEHTOB 06 ynnaTe rocygapCTBEHHbIX MOLWIMH YNOSTHOMOYEHHbIN
doepepanbHbIA - OpraH  UCMOSHUTENBbHOM  BracTW  MpoBepseT  duakT  yrnsaTthl
3asgBUTENEM  OCYOAPCTBEHHbIX  MOWMH  MOCPEACTBOM  UCMNOSIb30BaHUSA
MHpopmaumm 06  ynnate rocygapCTBEHHbIX MOWWIMH, CcoAepXallencsa B
[ocyoapCTBEHHOM  MHMOPMALMOHHOW  CUCTEME O  TOCYOapCTBEHHbIX U
MYyH/LMNArNbHbIX MNiatexax, Ha OCHOBaHUW NpenCTaBSIEHHbIX 3adBUTESNIEM KOMUiA
AOKYMEHTOB, NOATBEPXOaLWMX yniaTy rocy4apCTBEHHbIX MOLLIMH.

(Yactb B pepakumu, BBeaeHHon B pgenctBne ¢ 1 sauBapa 2015 ropga
degepanbHbiM_3akoHOM OT 22 okTsabpsa 2014 roga N 313-93; B pegakuumu,
BBegeHHon B peuncteue ¢ 13 asrycta 2019 roga PenepanbHbiM _3aKOHOM OT 2
aBrycta 2019 roga N 297-93.
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4. B cpok, He NpeBbIlLAOWMA OECATU paboymx OHEW CO OHS MNOCTYNSIEHUs
yKa3aHHOro B YacTu 1 HacTosILEN cTaTbM 3asBNEHNA N HEOBXOAUMbIX JOKYMEHTOB,
YMNONMHOMOYEHHbIN doeaeparnbHbi OpraH UCMONHUTENBHON BNacTu:

1) NpoBOAUT NPOBEPKY MOMHOTbI M AOCTOBEPHOCTU CBEAEHUN, COAEPKALUMXCH B
nNpeacTaBneHHbIX 3asBUTENEM AOKYMEHTaX;

2) NpUHUMAaET peLleHre O NPOoBeAEHUN SKCNEPTU3bl NeKapCTBEHHOrO cpeacTBa
[N BETEPHApPHOro NpUMeHeHNs Ui 06 oTkase B ee NpoBeaeHUN;

3) yBe4oOMIIAET B NMUCbMEHHOM (popMe 3aaBUTENS O NMPUHATOM PELLEHUN UM B
criydae NpUHATUA pelleHna ob oTkase B NPOBEAEHUN IKCNEPTU3bl JIEKAPCTBEHHOIO
cpencTBa 4S9 BEeTepPUHapHOro NpuMeHeHus C yKkasaHueM NpuYmnH Takoro oTkasa.

4 1. B cnyyae BbISIBfiEeHNsT HEOOCTOBEPHOCTM U (MNM) HeLOCTaTOYHOCTU
CBELEeHUN, coaepxawmxcsd B MpeacTaBrfieHHbIX 3adBuUTerNieM  LOKYMEHTaX,
YMNOSNMHOMOYEHHbIN  doefeparibHbii  OpraH WCMNOSIHUTENbHOW BJlaCTU  HanpasnsieT
3aaBuUTENto 3anpoc 06 YTOYHEHUW YKasaHHbIX CBeAeHMW. 3anpoc MOXeT OblTb
nepegaH ynosIHOMOYEHHOMY NPeACTaBUTESIO 3asdBUTESIA NOL PacnuUCKy, HanpasJieH
MO royTe 3akasHbIM [MUCbMOM WM rnepedaH B 3NeKTPOHHOW dhopme Mo
TeneKkOMMYHUKaLMOHHbIM KaHanaMm cBasn. B cnyvae HanpaeneHusi 3anpoca 06
YTOYHEHUN YKa3aHHbIX CBEeAEHUU MO MoyTe 3akasHbIM MUCbMOM OH CYUTaEeTCH
NOJSTy4EeHHbLIM MO UCTEYEHUN LWeCTU AHEeN C AaTbl HanpaBfeHNsa 3aka3Horo nucbMma.

(YacTb pononHuTenbHO BKMtodeHa ¢ 15 uwoHa 2018 roga PeneparnbHbIM
3akoHoM OT 4 utoHa 2018 roga N 140-93)

4 2. 3aaButenb ob6s13aH NpeacTaBUTb OTBET Ha 3anpoc  YNOSTHOMOYEHHOro
deqepanbHOro opraHa WCMNOSNHUTENBLHONM BNacTM B CPOK, He MNPEBbILLAOLLNA
AeBsaHoCcTa paboumx gHEN Co AHA NoslydeHnss gaHHoro 3anpoca. Cpoku, ykasaHHble
B 4actTu 1_1 HacToswen ctaTbu, NPUOCTAHABIMBAKOTCA CO [HA HanpaBlieHUd
3asBUTENIO 3anpoca YNoSIHOMOYEHHOro heaepanbHOro opraHa WMCMOMHUTENbHON
BNacTW 0O OHA MONydYeHUs OTBETa Ha AaHHbIM 3arnpoc M He YYUTbIBaAOTCSA MNpu
NCYMCIIEHNUN CpPOKa MNPUHATUS PELLEHNS O BHECEHUN WU3MEHEHUA B [OOKYMEHTHI,
cogepxawmeca B perMcTpauMoHHOM  [OOCbE  Ha  3aperycTpupoOBaHHbIN
nekapcTBEHHbIN NpenapaT A9 BETEPMHAPHOTO NMPUMEHEHUS.

(YacTb pononHuTenbHO BKMtodeHa ¢ 15 uwoHa 2018 roga PenepanbHbIM
3akoHoM OT 4 utoHsa 2018 roga N 140-93)
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5. OcHoBaHMeM Ansi OTKasa B MNPOBEOEHUN SKCMEPTU3bl NEKapCTBEHHOMO
cpeactBa ON11 BETEPUHAPHOrO  MPUMEHEHUS  SBNSIETCA  MpeacTaBrieHne
OOKYMEHTOB, YKasaHHbIX B YacTaxX 1 U 3 HacTosilen ctaTbW, B HEMNOMHOM obbeme
WM OTCYTCTBME B MpPeAcCTaBfieHHbIX [OOKYMeHTax [AOCTaTO4YHbIX CBeLeHun,
noaTBepXKOalLLMX HE06X0ANMMOCTb BHECEHUSI U3MEHEHUI, MO0 HenpeaCcTaBfeHne
3asBUTENieM B YCTaHOBIIEHHbIN CPOK OTBETA Ha yKasaHHbIN B YacTu 4_1 HacTosALen
cTaTby 3anpoc ynorHOMOYEHHOro doegeparibHOro opraHa UCMNoSTHUTENbHOW BIlacTMU.

(Yactb B pepakuun, BBegeHHon B penctene ¢ 15 wuwoHa 2018 ropa
PenepanbHbiM 3akoHOM OT 4 nioHda 2018 roga N 140-93.

6. OKcnepTusa nekapCcTBEHHOrO cpeacTBa AN BETEPUHAPHOIO MPUMEHEHUS B
LensiXx BHECEeHUS U3MEHEHUN B [OKYMEHTbI, cogepXawmecs B pPerncTpauMiOHHOM
OOCbEe Ha 3aperncTpupoBaHHbIM JleKapCTBEHHbLIN npenapaTt OS1 BeTEepPUHApPHOro
NPUMEHEHUS, OCYLLUECTBIIIETCA B TMOpsSAKe, YCTAHOBMIEHHOM cTatben 24
HacToswero PenepansHOro 3akoHa.

6_1. B cpoKk, He npeBbllWalOWMN OeCATU paboymx OHEW CO OHS NOonyyYyeHus
3aK/MOYEHNA KOMMUCCUM JKCMNEepToB MO pesyrbTtartamM yKas3aHHOM B Yactm 2
HacTosIWEen CTaTbW 3KCMNEpTU3bl, YMOSNMHOMOYEHHbIM  doefeparnbHblA - OpraH
NUCMONHUTENbHON BNACTHU:

(AG3ay B pepakuun, BBedeHHom B pencteue ¢ 13 asrycta 2019 ropga
denepanbHbiM 3akoHOM 0T 2 aBrycta 2019 roga N 297-03.

1) NPUHMMAET peLLeHNe O BHECEHNM N3MEHEHMI B OKYMEHTbI, coaepallmecs B
PEerMcTpaLvoHHOM AOChbe Ha 3aperycTPUPOBaHHbIN NeKapCTBEHHbIV npenapat ans
BETEPUHAPHOTO NPUMEHEHUS, UMM 06 OTKa3e BO BHECEHUN TaKMX U3MEHEHWIA;

2) BHOCMUT B rocydapCTBEHHbIN PeecTp JIEKapPCTBEHHbLIX CPEACTB HA OCHOBaHUU
peELlEeHNsT O BHECEHUMM U3MEHEHMW B  [OOKYMEHTbl, coAepxawmecss B
perMcTpaLmMoHHOM OOCbe Ha 3aperMcTpUpOBaHHbIN NEKAPCTBEHHLIM Npenapat ans
BETEPMHAPHOIO MNPUMEHEHUS, HeobXoauMble W3MEHEHUs U BO3BpallaeT 3Tu
OOKYMEHTbI 3adBUTENIO;

3) BblgaeT  3aABUTENO  HOBOE  PEerncTpauuoHHOE  YOOCTOBepeHue
NekapCTBEHHOro npenapara [Ans BETEPUHAPHOIrO MNPUMEHEHUA B Crlyyae
HeobXOAMMOCTU U3MEHEHUSI CBeOEeHUN, COAepXalMXCA B HEeM, C COXpaHEeHUEM
HOMepa paHee BblAAHHOMO PEerncTpaunoHHOIO YOOCTOBEPEHUS feKapCTBEHHOMO
npenapara ans BeTepnHapHOro NpUMeHeHus.

(MyHkT pononHuTensHo BkodeH ¢ 13 aerycta 2019 roga PeneparnbHbiv
3akoHom ot 2 aBrycta 2019 roga N 297-03)

(YacTb 6_1 gononHuTenbHO BKMoveHa ¢ 22 Hosbps 2014 roga PegepansHbiv
3akoHOM OT 22 okT1a6psa 2014 roga N 313-93)
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6 2. B cnyyae BHeceHWa wn3MeHeHMA B [OOKYMEHTbl, CoOAepXawpmecs B
permcTpaumMoHHOM OOCbEe Ha 3aperncTpMpoOBaHHLIN JNleKapCTBEHHbIN npenapar ans
BETEPMHAPHOIO MPUMEHEHNsI, B 4acTW, Kacalwlenca WuaMeHeHua wu (unm)
OOMOSIHEHUST MNPOU3BOACTBEHHOM MIIOWAAKM JIeKapCTBEHHOro npenapara, npu
npegcraBfieHMn 3asBUTESNieM B COOTBETCTBMM C MYHKTOM 3 4acTu 1 HacTosLen
CTaTbW KOMWUN peLleHnst YNOorTHOMOYEHHOro doefieparnibHOro opraHa MCMNoSTHUTESNTbHOW
BJlaCTM O NPOBEAEHUN NHCNEKTUPOBAHNA NPOM3BOANTENS NIEKAPCTBEHHbBIX CPEeaCTB
CPOK, YKa3aHHbIM B 4YacTu 6_1 HacTosLen ctaTbu, NPUOCTaHaBIIMBAETCH CO OHSA
NOSIydeHUs 3aKYeHNss KOMUCCUM IKCNEPTOB A0 OHA MPUHATUA YNONTHOMOYEHHbIM
degepanbHbIM OpraHoOM UCMNOMHUTENBHOM BRAcTM pelleHns O Bblgade unm ob
OTKa3e B Bblaye 3aKro4yeHUs 0 COOTBETCTBUN MPOU3BOAUTENSA NEeKapCTBEHHbIX
cpeacTe TpeboBaHMsM MpaBun Hagnexawen Npon3BoACTBEHHOW MPAKTUKK, HO HE
BGonee YeM Ha CTO BOCEMbAECAT pabo4ymx gHEN.

(YacTb pononHuTenbHO BKMtodeHa ¢ 15 wuwoHa 2018 roga PenepanbHbIM
3akoHoM OT 4 ntoHsa 2018 roga N 140-93)

7. OcHoBaHMeM [Ons OTKasa BO BHECEHUN WU3MEHEHWA B [OOKYMEHTHI,
cogepXawumecss B PermcTpaumMoHHOM  OOCbE€ Ha  3apermcTpupoBaHHbLIN
NeKapCTBEHHbIW npenapaT a9 BETEPUHAPHOrO MPUMEHEHUs, B CllydasiX, He
Tpebylowmx NpoBedeHNss 3KCNepTU3bl JIEKApPCTBEHHOMO CpeacTBa, SBMSETCS
npegcraBfieHne OOKYMEHTOB, yKasaHHbIX B YacTax 1 v 3 HacTodwen ctaTtbu, B
HenoriHoM oBbeMe WMnNM OTCYTCTBME B NpenCTaBfieHHbIX AOKYMEHTAX CBeAEeHUN,
KOTOpble O0MKHbl ObiTb B HUX OTpaXeHbl, MO0 HenpeacTaBreHne 3asiBUTENEM B
YCTAHOBJIEHHbIM CPOK OTBETa Ha YyKadaHHbI B 4acTn 4 1 HacTodAwWwen cTaTbu
3anpoc yrnofIHOMOYeHHOro doefiepasibHOro opraHa UCMOSHUTENBHOM BNacTu.

(Hactb B pepakuun, BBegeHHon B penctene ¢ 15 wuwoHa 2018 ropa
PenepanbHbiM 3akoHOM OT 4 nioHda 2018 roga N 140-93.

7_1. OcHoBaHMeM Ans OTkasa BO BHECEHUMM W3MEHEHUA B [OKYMEHTHI,
cogepxawmeca B perMcTpauMoHHOM  OOCbE  Ha  3aperycTpupoOBaHHbIN
NeKapCTBEHHbIN npenapar Ans BeTEpPUHapPHOro MNpPUMEHEHUs, B  CriydasX,
Tpebylowmx NpoBedeHNss 3KCNepTU3bl JIEKApPCTBEHHOMO CpeacTBa, SBMSETCS
3aKkroyeHre ynorHOMOYEHHOro doefieparnibHOro opraHa UCMNOSIHUTENBHOW BNacTu O
BO3MOXHOCTU CHWXeHnd 6esonacHocTy, KayecTBa, 9)PEKTUBHOCTH
NeKapCTBEHHOro npenapata BCreACTBUME BHECEHUS WU3MEHEHUM B YyKa3aHHble
AOKYMEHTbI, OTKa3 YMNOSIHOMOYEHHOro deaeparnbHOro opraHa WCNOSMHUTENbHOW
BNacTW B BblAade 3akf4YeHUs O COOTBETCTBUM MPOU3BOAUTENSA NEKAPCTBEHHbIX
cpeactB TpeboBaHMAM NpaBuil Hagnexallen npou3BOACTBEHHOW MPaKTUKM B
crydae U3MeHeHuss U (unn)  OOMNOSHEHMS  MPOW3BOACTBEHHOM  NIIOLIALKM
nekapcTBEHHOro npenapara, eciv NponsBogCTBO feKapCTBEHHOro npenapara ans
BETEPMHAPHOIO MNPUMEHEHUA OCYLLECTBNSETCS 3a npegenamn Poccunckom
denepauunu, unm OTCYTCTBUE 3TOMO 3aKIOYEHUS.

(YacTb pononHuTenbHO BKMtodeHa ¢ 15 uwoHa 2018 roga PenepanbHbIM
3akoHoM OT 4 ntoHa 2018 roga N 140-93)
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8. [JonyckaeTcs obpalleHne fnekapCTBEHHbIX NMpenapaTtoB Afs BETEPUHAPHOro
NPUMEHEHUS OO0 WUCTEYEHUs1 CpoKa rogHOCTU, MPOU3BEAEHHbIX B TeveHue cTa
BOCbMUAECATU OHEN nocrie Aatbl MPUHATUSA YMONMHOMOYEHHbIM doefeparnbHbIM
OpraHoM UCMOSTHUTESNBLHOM BrAcTU peLleHnss 0 BHECEHUN N3MEHEHUN B LOKYMEHTHI,
cogepxawmecs B pPerMcTpaunMoHHOM [O0OCbe Ha JleKapCTBEHHbIM npenapar, B
COOTBETCTBUN C MH(popMaLIMeN, coaepxawencs B JOKYMEHTaX perncTpauOHHOro
AOCbe Ha NnekapCTBEHHbIN npenapar 40 AaTbl NPUHATUA TaKoro peLLeHus.

(Hactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

KommMmeHTapum Kk ctatbe 31

Ctatbsa 32. OTMeHa rocyaapCcTBeHHOU peructpauum
FieKapCTBEHHOro npenapara

PelwieHne 06 OTMEHe TrocydapCTBEHHOW perucTpauuu NeKkapCTBEHHOo
npenapata W WCKIMIOYEHUM TeKapCTBEHHOro npernapaTta W3 rocyaapCTBEHHOro
peecTpa NeKapCTBEHHbIX CPEACTB NPUHMMAETCS YNONHOMOYEHHbLIM dleaeparnbHbIM
OpraHoM UCMONMHUTENBHOW BracTu B Criyvae:

1) npeacTaBrneHMst COOTBETCTBYHOLMM  YNOMHOMOYEHHbIM  dheagepanbHbIM
OpraHoM UCMONMHUTENbHOM BMAcTX 3aKMOYEHUs1 O pUcke unn ob yrpose 300POBbIO,
XXM3HN YEerioBeKa WINM XMBOTHOMO MpU MPUMEHEHUM NEeKapCTBEHHOrO npenapara,
npeBbIlAWLMX ero 3dpeKTUBHOCTb, MO pe3yrbTataM OCYLUECTBMNSIEMOIO UM
MOHUTOpPUHra 6e30MacHOCTM NEKapCTBEHHOIO NpenapaTa;

2) nogayn gepxarteneMm unu BnagesibLueM perncTpauuMoHHOrO YOoCTOBEPEHUS
NeKapCTBEHHOro npenaparta WM YnosIHOMOYEHHbIM UM APYrUM  KOPUANYECKNM
MUOM 3asBfieHNst 00 OTMEeHe roCydapCTBEHHOM pernctpauumn JekapCTBEHHOIO
npenapara;

(MyHKT B pepakuun, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

3) HenoaTBEPXOEHWUS FOCYOAAPCTBEHHOM  peructpaumm  nekapCTBEHHOro
npenapata no WUCTEYEHUU CpoKa OENCTBUS PErMcTPauMOHHOIO yOOCTOBEPEHMS,
BblAAHHOIO Ha NATb NET;

4) HenpeacTaBneHusa 3asBuTeneM WHdopmauun, KotTopas MOXET MOBMeYb 3a
cobon HeobXoAMMOCTb BHECEHUSI U3MEHEHUMW B AOKYMEHTbI, coaepXaumecs B
PErMCTPaLMOHHOM [A0CbE Ha 3aperMcTpUpOBaHHbLIA NEKApPCTBEHHbIN npenapart, B
TeJeHne Tpuguatn paboymx AHeEn Co AHA HACTYNNEHNsT 9TUX UBMEHEHWN;
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5) OCYLLECTBIEHUS rOCY4apCTBEHHOW perMcTpaumm nekapCTBEHHOro npenapara
nog TOProBbIM HAMMEHOBAHWEM 3apPErmcTPUPOBAHHOIO paHee Nnog 3TUM TOProBbIM
HaUMEHOBaHMEM JIEKapCTBEHHOrO npenapara, OTMMYaloLWErocsi KadeCTBEHHbIM
COCTaBOM [ENCTBYHOLLMX BELLECTB;

(MyHKT B pepakuun, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropa
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

6) OCYLIECTBIIEHNSS TOCYOAPCTBEHHOM permcTpaumMm OOHOMO0 W TOro  Xe
NEKapCTBEHHOrO npenapaTta B OTHOLWIEHMM OOHOrO U TOrO Xe Aepxatens wnm
Bnagernbua permcTpaumoHHOro yooCTOBEPEHUS NTIEKAapCTBEHHOIO npenaparta B Buae
ABYX W 0Oonee rnekapCTBEHHbLIX MNpenapaTtoB Mo pasnMyHbIMU - TOProBbIMU
HaVMEHOBAHUAMM;

(MyHKT B pepakumn, BBedeHHoM B genctBue ¢ 15 umwoHa 2018 ropa
denepanbHbiM 3akoHOM OT 4 noHsa 2018 roga N 140-93.

7) BblHECEHVWS CYIOM peLLeHnst O HapyLleHUn npas npaBoobriagaTtens o6 bLEKTOB
NHTeNneKTyansHon co6CTBEHHOCTM Npu 06 paLLeHM NeKapCTBEHHbIX CPeaCTB;

8) oTCcyTCcTBMA neKkapCTBEHHOro npenapata B obpalleHun B Poccuimnckon
denepaumm B Te4eHue Tpex u bornee nerT;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 ropga SegepanbHbIM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-93)

9) HeBbINOMHEHWs OepXaTenem WM BragenbueM  perncTpaunoHHOro
YOOCTOBEPEHUST NIEKapCTBEHHOro npenapara fimbo yrnorHOMOYEHHbIM UMW APYriM
lopuOMYEeCKUM  NMUOM  MepornpuaTMiM  no  obecneyeHuto  ©e3onacHoOCTU
NeKapCTBEHHbIX MNpenapaToB, YCTAHOBMEHHbIX YMNOMHOMOYEHHbIM dedeparnbHbIM
OpraHOM WCMOSIHUTENBHOW BriaCTM B COOTBETCTBMM C Yactamun 3 n 4 ctatbn 64
HacToswero PenepanLHOro 3akoHa, B paMKkax OCyLLECTBIEHUS ddapMakoHaa3opa;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 roga ®egepanbHbIM _3aKOHOM
oT 22 fekabpsa 2014 roga N 429-93)
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10) oTkasa pepxatens wnv Bnagenbla perycTpauyMoHHOro YyAoCTOBEPEHUs
nekapcTBEHHOro npenapata fMbO YNOSTHOMOYEHHOrO UMW APYroro puandeckoro
nvua OT BHECEHUS U3MEHEHUW B MHCTPYKUMUIO MO MPUMEHEHUIO JIeKapCTBEHHOIO
npenapara, KacatLMXCA HOBbIX MOATBEPXOEHHbIX AdaHHbIX O TOM, 4YTO PUCK
NPUYMHEHUA Bpeda 300POBbIKO YerioBeKa WM XMBOTHOMO BCIieaCcTBME MpuemMa
rneKapcTBeHHOro npenapara npesblwaeT 3PPEKTUBHOCTL €ro NPUMEHEHWS.

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
oT 22 nekabpsa 2014 roga N 429-93)

C 1 auBapa 2023 roga PegepanbHbiM 3akoHOM OT 27 aekabpa 2019 roga N
475-903 cTatbs 32 HacToswero PenepanbHOro 3akoHa 6yaeT AoNosIHEHA MYHKTOM
11.

KoMmeHTapumn K ctatbe 32

Ctatbsa 33. [locyaapCcTBeHHbIN peecTp NeKapCTBEeHHbIX
cpeacTts

1 . [ocynapCTBEHHbIN PEECTP JIEeKapPCTBEHHbIX CPEeACTB COAEPXUT NepedeHb
NEeKapCTBEHHbIX MpernapaTtoB, Mpowenwmx rocygapCTBEHHYIO — permcTpauuio,
nepeyeHb papMaLeBTUYECKUX CYOCTaHLUUN, BXOASALWMX B COCTaB JIEKAPCTBEHHbIX
npenapaTos, U criefyroLLyo NHdopMaumio:

1) B OTHOLLEHWM NEKaPCTBEHHbIX NPenapaTos.:

a) HaMMeHoBaHue NEKapCTBEHHOIO npenapara (MexgyHapogHoe
HenaTeHTOBaHHOe, WM PYNMNUPOBOYHOE, WM XMMWYECKOe U  TOProBoe
HaMMeHOBaHUS);

(MognyHKT B pepakuun, BBegeHHon B pgenctBue ¢ 1 umona 2015 ropa
dPenepanbHbiM 3akoHoM OT 22 nekabps 2014 roga N 429-03.

6) nekapcTBeHHas opMa C ykasaHnem O03UPOBKU NeKapCTBEHHOro npenapaTa
1 ero KonM4ecTBa B NOTPEOUTENbCKON YNaKOBKE;
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B) HauMeHOBaHWe depxatensa wnM  Bragenbua  perMcTpalMoOHHOro
YOOCTOBEPEHNSA JIEKapCTBEHHOINO npenapata W CBeAeHuss O  perucrtpauum
aepxarenst UM Bragenbua perMcTpaunoHHOro YO4oCTOBEPEHUSI NEKapCTBEHHOro
npenapata Ans MeguUUMHCKOro NMpPUMMEHEHUS B Ka4yecTBe Harnoronnatenblymka B
CTpaHe pernctpauuun (4ns PoCCUNCKUX HPUONYECKUX ML, - NOEHTUGMKALUOHHBIN
Homep Hanoronnarenswmka (MHH), onsa MHOCTpaHHbLIX PUANYECKUX NUL, - CTpaHa
perMcTpaunm, HauMeHoOBaHNE PErMCTPUPYIOLLErO OpraHa, permcTpaumoHHbIN HOMEP,
Kog, HanoronnaTtenbLuyKka B CTpaHe percTpaunm (MHKopnopawmm) unm ero aHarsor);

(MognyHKT B pepakumn, BBegeHHoM B pencteue ¢ 1 wona 2015 ropga
denepanbHbiM _3akoHOM OT 22 aekabpsa 2014 rogpa N 429-903; B pegakuumu,
BBedeHHon B ageuncteue ¢ 1 auBaps 2018 roga PegepanbHbIM _3akKOHOM OT 28
aekabpsa 2017 rona N 425-93.

) HaMMeHOBaHWEe W agpec NPOM3BOAUTESNA JIEKapCTBEHHOMO npenapara wu
CBedeHns O perucTpaumm npousBoaUTENs JIeKapCTBEHHOro npenapata Aangd
MEOMLUMHCKOrO TMPUMEHEHNA B Ka4yecTBe Haroronnartenbumka B CTpaHe
percTpaumm (Ana pOCCUNUCKUX HPUANYECKUX UL - MOEHTUGMKALNOHHBIA HOMEP
Hanoronnatenswmka (MHH), ona WMHOCTpaHHbLIX OPUOAMYECKUX NUL, - CcTpaHa
perucTpaumm, HaMMeHOBaHNE PErMCTPUPYIOLLIErO OpraHa, PerMcTpauoHHbIN HOMED,
Kog, HanoronnaTtenbLuyKka B CTpaHe percTpaunm (MHKopnopawmm) unm ero aHarsor);

(MognyHKT B pepakuun, BBegeHHoOM B gencteune ¢ 1 anBaps 2018 ropa
denepanbHbiM 3akoHOM 0T 28 aekabpa 2017 rona N 425-93.

AO) dhapmakoTepaneBTudeckaa rpynna, Ko JekapCTBEHHOro npenapara Mo
aHaTOMO-TepaneBTUYEeCKO-XMMNYECKON Kriaccudomkawmu, peKoMeH0BaHHOM
BcemupHom opraHnsaumen 3gpaBooOXpaHeHs;

(MognyHKT B pepakuun, BBegeHHon B pgencteue ¢ 1 umona 2015 ropa
denepanbHbIM 3aKOHOM 0T 22 aekabpsa 2014 roga N 429-93.

€) NoKasaHusi 1 NPOTUBOMOKAa3aHNs K MPUMEHEHUIO NIEKapCTBEHHOIoO nNpenapara;
) N06OYHbIE OENCTBMS NEKapCTBEHHOroO Npenapara;

3) CPOK rOAHOCTU fleKapCTBEHHOIO Npenapara;

N) YCrOBUSA XpaHEHWsT NeKapCTBEHHOroO npenapara;

K) YCInoBuKst OTNycKa fekapcTBEHHOro npenapara;

n) Homep papmakonemHom cTaTbM WM B Crlydae ee OTCYTCTBUA HoMep
HOPMaTUBHOM AOKYMEHTaL MM TM6O HOPMATMBHOIO JOKYMEHTA;
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M) [aTa rocygapCTBEHHOW perncTpauum nekapCcTBEHHOro npenaparta U ero
perMcTpaumoHHbln  HOMeEp, [faTa 3aMeHbl pPerncTpauyMoHHOro YyO0CTOBEPEHUH
NeKapCTBEHHOro rnpenapata Ha OeccpoyHoe perncTpauuoHHOE YO40CTOBEpEHUe
NEKapCTBEHHOrO npenapara, garta nogadu 3asaBfieHMss O NOATBEPXOeHUN
rocygapCTBEHHOW permcTpauun JiekapCTBEHHOro rnpenapara, gaTta OTMEHb
rocygapCTBEHHOW perncTpaumm nekapCcTBEHHOMo Npenapara;

(MognyHKT B pepakuun, BBegeHHon B pgencteue ¢ 1 umona 2015 ropa
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-P3.

H) Ka4eCTBEHHbIN COCTaB U KOMMYECTBEHHbIN COCTaB AENCTBYHOLLMX BELIECTB U
Ka4yeCTBEHHbIN COCTaB BCNOMOraTesibHbIX BELLECTB FIeKapCTBEHHOMO Nnpenapara;

(MognyHKT AononHutTensHO BkMtodeH ¢ 1 uwona 2015 roga PegepanbHbiv
3akoHom oT 22 nekabps 2014 roga N 429-93)

0) NHcopmaums 060 BCeX paspeLleHHbIX Buaax BTOPUYHON (NOTPebUTENbCKON)
YMNaKOBKMU;

(MognyHKT AononHuTensHO BkMtodeH ¢ 1 wiona 2015 ropga PegepanbHbiv
3akoHoMm oT 22 nekabps 2014 roga N 429-93)

N) gata NPUHATUS pPeELLEeHMs O BO3MOXHOCTWU paccMaTpuBaTb NeKapCTBEHHbIN
npenapatr npu rocygapCTBEHHOW perMcTpaumm B KadyecTBe  OpdlaHHOro
nekapcTBEHHOro npenapara (459 nekapCTBEHHbIX NpenapaTtoB Ans MeauuMHCKOro
NPUMEHEHNS);

(MognyHKT pononHuTenbHO BkMtodeH ¢ 1 mong 2015 roga PenepanbHbIM
3akoHom oT 22 nekabpa 2014 roga N 429-93; B pegakuun, BBEAEHHOW B AeNCTBUE
c 1 mapta 2020 roga PegepansHbiM 3akoHoM OT 27 aekabps 2019 roga N 475-93.

p) HanMyMe fnekapCTBEHHOrO npenaparta B NepeyvyHe XM3HEHHO HeobXoanMbIX U
BaXKHENLLUMX JleKapCTBEHHbIX MpernapaToB (478 fleKapCTBEHHbIX MpenapaToB AN
MeLUNLMHCKOro NPUMEHEHMS);

(MognyHkT pononHuTenbHo BkMtodeH ¢ 1 mong 2015 roga PenepanbHbIM
3akoHomM OT 22 nekabpa 2014 roga N 429-93; B pegakuun, BBEAEHHOW B AeNCTBUE
c 1 mapta 2020 roga PegepansHbiM 3akoHoM OT 27 aekabps 2019 roga N 475-P3.

C) HanMyine B JleKapCTBEHHOM nMpenapate HapKOTUYECKUX CPedcTs,
NCUXOTPONHbIX BELLECTB U UX NPEKYPCOPOB, MoASIexalumx KOHTposo B Poccumnckon
depepaumn, B COOTBETCTBMM C 3akoHodaTenbcTBoM Poccunckon denepauun,
MexayHapoaHbiMyn gorosopamu Poccuinckon denepauuun, B ToMm 4ucne EonHom
KOHBEHLIMEN O HapKoTudeckux cpencrtBax 1961 roga n KoHBeHLIMen o
NCMXOTPONHbIX BewlectBax 1971 roaa;

(MognyHKT AononHuTensHO BkMtodeH ¢ 1 wiona 2015 ropga PegepanbHbiv
3akoHoM oT 22 nekabpsa 2014 roga N 429-03)
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T) vHdoOpMauus O TOM, SBSETCA M AdaHHbIA JIeKapCTBEHHbIN npenapat
pedepeHTHbIM JIeKapCTBEHHbIM NMpenapaToM;

(MognyHKT AononHuTensHO BkMtodeH ¢ 1 wona 2015 ropga PegepansHbiv
3akoHoM oT 22 nekabps 2014 rona N 429-93)

y) cBefeHust O rnopadve 3asBfeHusi O BHECEHUN WU3MEHEHUA B [OKYMEHTHI,
cogepxalmecs B perMcTpaLnoHHOM OChE Ha NEKapCTBEHHLIN Npenapar;

(MognyHKT AononHuTensHO BkMtodeH ¢ 1 wiona 2015 roga PenepansHbiv
3akoHoM oT 22 nekabpsa 2014 roga N 429-93)

d ) nognyHKT gononHuTensHo BkMoveH ¢ 1 uona 2015 roga SegepanbHbiM
3akoHoM oT 22 gekabps 2014 roga N 429-93; ytpaTtun cuny ¢ 1 mapta 2020 roga -
PenepanbHbi 3akoH o1 27 aekabpa 2019 roga N 475-93;

X) CPOK BBEOEHUS NIEKapCTBEHHOIO NpenapaTa B rpaxgaHckuin 06oporT;
(MognyHKT AononHutTensHO BkMtodeH ¢ 1 wona 2015 roga PegepansHbiv
3akoHoM oT 22 nekabps 2014 rona N 429-03)

2) B OTHOLLEHMM (bapMaLeBTUYECKMX CYyDCTaHLUI:

a) HaumMeHoBaHve (papmaueBTUYeckon cybcTaHuum  (MexayHapomHoe
HenaTeHTOBaHHOe, WM PYNMNUPOBOYHOE, WM XMMWYECKOe U TOProBoe
HaMMeHOBaHUS);

(MognyHKT B pepakuun, BBegeHHon B pgencteue ¢ 1 umona 2015 ropa
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

6) HaumeHoBaHWe N agpec NPoM3BOAUTENA (hapMaLEBTUYECKON CYOCTaHU MK,
B) CPOK rogHOCTUM dhapMaLeBTUYECKON CybCTaHLuW;
) ycrnoBusa xpaHeHus apMaLeBTU4ECKOn CybCcTaHLuu;

A) Homep dbapMakonemHonW CcTaTbM WM B Cllydae ee OTCYTCTBUS HOMEpP
HOPMaTUBHOM AOKYMEHTaL MM TM6O HOPMATMBHOIO JOKYMEHTA;

e) Hanmune apmaueBTMYeCKon CybCTaHUMM B nNepevyHe HapKOTUYEeCKuX
CpencTs, MCUXOTPONMHbIX BELIECTB U UX MPEKYPCOPOB, NoasieXxalmx KOHTPOS B
Poccunckon ®epepauunm, B COOTBETCTBUM C 3aKoHOAATENbCTBOM Poccuinckon
®epepaunn, MexayHapoaHbiMu porosopamu Poccuiickon depepauun, B TOM
yucne EonHon KOHBEHUMEN O HapkoTudeckmnx cpeactBax 1961 roga v KoHBeHLen
O NCUXOTPONHbIX BewecTBax 1971 roaa.

(MognyHKT AononHuTensHO BkMtodeH ¢ 1 wiona 2015 ropga PenepansHbiv
3akoHoM oT 22 nekabpsa 2014 roga N 429-93)
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2. ®apmaueBTUdeckas cybcTaHumMa, NpoM3BeAEHHas ANA peanusauumn, MoXeT
ObiTb BKMOYEHA B rOCYJapCTBEHHbIV _PEECTP JEeKapCTBEHHbIX CPeacTB Ha
OCHOBaHUM 3asiBrieHMs1 paspaboTyMka Wnn Npomn3BOAUTENS  NIEKapCTBEHHOMO
cpeagctea fMbO  YNOMHOMOYEHHOMO UMMM  HOPUOMYECKOro fivua npu  ycroBum
NpoBEeAEHN B OTHOLUEHUM Takon dhapMaueBTUYECKOW CyOCTaHUMM 3KCMNepTu3bl
KadyecTBa bapmaleBTMYECKON CybCTaHLMK B NOpPsiAKe, YCTaHOBIIEHHOM cTaTben 34
HacTosilwero ®enepanbHOro 3akoHa. B oTHoweHun  dbapmaueBTUHECKUX
cyOCTaHUMi, npousBedeHHbIX Ans peanusauuu, B rocyJapCTBEHHOM peecTpe
NIeKapCTBEHHbLIX CPEeACTB COAEPXUTCA criefyroas MHopMauns:

1) HaumeHoBaHue (papmaueBTU4ecKon cybCcTaHuum  (MexagyHapogHoe
HernaTteHToOBaHHOe, WNM  [PYynnUPOBOYHOE, WM XMMWYEeCKOe U TOProBoe
HaMMeHOBaHUS);

2) HanMmeHoBaHue, agpec npousBoauTens hapmaueBTUYeckon cybcTaHumu, a
Takxe B OTHOLUEHMW NEeKapCTBEHHbIX CPedcTB AN MeOUUMHCKOro MpuMeEHeHNsd
CBeJeHus O peructpaumm npomsBoauTens apmaueBTU4eckon cybcTaHuum B
Ka4ecTBe Hanoronfatenbwmka B CTpaHe peructpauum (4N  pPOCCUMCKMX
topUaMYECcKnX Nny, - naeHTUMKaLUNOHHbBIN HOMep HarnoronnaTtenswyka (MHH), ons
MHOCTPAHHbIX OPUONYECKUX JUL, - CTpaHa pernctpauun, HanmMeHoBaHue
PErMMCTPUPYIOLLEro OpraHa, perMcTpaunoHHbIM HOMEep, KO4 Hanorornnartesnblpka B
CTpaHe perucTpaumm (MHKopnopawumn) nnm ero aHaror);

(MyHKT B pepakuun, BBedeHHoM B pJenctBue ¢ 1 saHBaps 2018 ropga
denepanbHbIM 3aKOHOM OT 28 aekabpsa 2017 roga N 425-03.

3) CpoK rogHoOCTV bapmaLeBTUHECKON CybCcTaHLuu;
4) ycroBusi XxpaHeHus papmMaLeBTUYECKON CyOCTaHU MK,

5) Homep (papmakonenHon cTaTbM NMMOGO B Crydae ee OTCYTCTBUS HOMEpP
HOPMaTUBHOW AOKYMEHTAL MM UM HOPMAaTUBHOIO LOKYMEHTA;

6) Hanmune apmaueBTMYECKONW CyBCTaHUMM B nNepevyHe HapKOTUYEeCKuX
CpeacTs, MCUXOTPONMHbLIX BELIECTB U UX MPEKYPCOPOB, NoasSieXamx KOHTPOSO B
Poccunckon ®epepauum, B COOTBETCTBUM C 3aKoHOAATENbCTBOM Poccuinckon
®epepaunn, MexayHapoaHbiMu porosopamu Poccuiickon depepauun, B TOM
ymncne EonHomn KoHBeHLMen o HapkoTndeckux cpeacteax 1961 roga n KouseHuumen
O NCcuxOTponHbIX BewlecTtBax 1971 roaa;

7) pata BKMoYeHus dapMaueBTUYEeCKONn CcyObCTaHUMM B rocyaapCTBEHHbIN
peecTp JIeKapCTBEHHbIX CPeACTB, AdaTa BHECEHUA W3MEHEHUW B [OOKYMEHTbI
hapmaueBTU4ECKON  CcyBCTaHuuKW, Jata  UCKMYeHus  dbapMaueBTUYEeCcKomn
cybCTaHLUMM U3 rocy1apCTBEHHOIO peecTpa f1eKapCTBEHHbIX CPEACTB.

(Hactb 2 B pepakuuu, BBedeHHon B pgenctene ¢ 1 wmonsa 2015 ropa
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-93.
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3. MNopsiaok BeaeHWst rocy4apCTBEHHOIO peecTpa NeKapCTBEHHbLIX CPeACTB Afs
MEOULWNHCKOrO MNPUMEHEHUSI U MNOPSIAOK BEeOEHUS roCyNapCTBEHHOIO peecTpa
NEKapCTBEHHbIX CPeACTB A4S  BETEPMHAPHOIO MPUMEHEHUS  yTBEepXaarTCs
COOTBETCTBYHOLMM YMNOSIHOMOYEHHBIM doefieparnibHbIM OpraHOM  UCMOSHUTENBHON
BNacTw.

KoMMmeHTapun K ctatbe 33

CtaTtbsa 34. BknoyeHne B rocyaapCcTBeHHbIN peecTp
rleKapCTBEHHbIX CPeaAcTB U UCKITIOYEeHue n3
rocynapCTBeHHOro peectpa fieKapCTBeHHbIX CpeaAcTB
cdapmaueBTUYECKOM CyOCTaHUMN, NpOn3BeAeHHON AnA
peanusauunm

(HanmeHoBaHve B pepakuun, BBegeHHon B pgencteue ¢ 1 wmonsa 2015 roga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 roga N 429-P3.

1. Ons BKNMOYeHUs hapmaueBTMdeckon cybcTaHumM, NPOouM3BEOdEHHOM Ans
peanusauun, B roCyOapCTBEHHbLIA PEEeCcTp NeKapCTBEHHbIX CPeACTB, NPOBOAUTCAH
9KCMnepTM3a ee KayecTBa.

(HYactb B pepakumn, BBegeHHom B pencteue ¢ 1 wmona 2015 ropa
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-93.

2. JKcneptmsa KayecTBa YyKasaHHOM B 4acTm 1 HacToseEN cTaTbu
drapmaueBTU4ECKON  CcyBCTaHUMKW,  COCTaBfieHMEe  KOMUCCUMEW  9KCNepToB
3aK/MOYEeHNn no pesynbTataM 3TOWM  OKCMEepTM3bl UM WX  HanpaslieHne B
YMNOSIHOMOYEHHbIN (hefieparibHbIN OpraH UCMOSNTHUTESNTbHOW BraCTU OCYLLECTBIIAIOTCS
B CPOK, He nMpeBbllaloumi WecTuaecsatTn paboymx OHENn CO OHS NOSyYeHus
9KCMEepPTHbIM  yYpexaeHMeM COOTBETCTBYIOLIENO 3afaHud  YNoOSIHOMOYEHHOro
doegepanbHOro opraHa UCMONHUTESTbHOW BJIAaCTU U CreayroLWLMX LOKYMEHTOB:

1) KOst FMLEH3NMN Ha NPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM KOMUS
3aK/IOYEHNA O COOTBETCTBUM MNPOM3BOAUTENS  JIEKAPCTBEHHbLIX CPeacTB
TpeboBaHMsM NpaBun Hagnexawen npou3BOACTBEHHON MPAKTUKK, BblAAHHbIX
YMNOSNMHOMOYEHHbIM befeparnbHbiM OpraHoOM WCMONMHUTESNTbHOW BracTu, B Crlyyae,
eCcIv Npoun3BOLCTBO JIEKAPCTBEHHOINO CpeAcTBa OcylecTBrideTcsa B Poccurckon
depepauuu;

(MyHKT B pepakumn, BBedeHHoM B genctBue ¢ 15 umwoHa 2018 ropa
denepanbHbiM 3akoHOM OT 4 noHsa 2018 roga N 140-93.
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2) KOnMWA [OOKYMEHTa, BblAAHHOMO YMNOMIHOMOYEHHLIM OpPraHOM CTpaHbl
Npon3BOAUTENSA FEKApCTBEHHOrO CcpeacTBa W MOATBEPXKOAIOLWEro paspeLleHue
NPOM3BOACTBA JIEKApCTBEHHOIO CPeacTBa, W ero nepeBod Ha PYCCKUN A3bIK,
3aBepeHHble B YCTAHOBMIEHHOM MOpSAKe, a Takke KOnusa 3akfioYeHuUst O
COOTBETCTBUN MPOM3BOAMUTENSA NEKapCTBEHHbIX cpeacTB TpeboBaHMsM npaBun
Hagnexallen MpoOM3BOACTBEHHOM MPaKTUKW, BblAAHHOMO  YNOSIHOMOYEHHbLIM
degepanbHbIM - OpraHoM — UCMNOSMHUTENbHOWM  BRacTh, MO0 KOMuUs  peLueHust
YMNOHOMOYEHHOro dhefieparibHOr0 opraHa UCMNOSHUTENBLHOW BracTu O NpoBegeHUu
MHCMEKTMPOBaHUS MNPOU3BOAUTENS  JIEKApCTBEHHOrO cpeacTtBa.  YKasaHHble
OOKYMEHTbI MpPeAcTaBnsaAlTCA B Cllydae, ecfiv Npou3BOLCTBO JeKapCTBEHHOro
cpencTBa ocyllecTBrigeTcs 3a npegenamm Poccurckon ®egepaumu;

(MyHKT B pepakumn, BBedeHHoM B genctBue ¢ 15 uwoHa 2018 ropa
denepanbHbiM 3akoHOM OT 4 nioHda 2018 roga N 140-93.

3) OOKYMEHT, cogepxawun cregywowme cBefeHuss O  hapmaueBTUYEeCKON
cybcTaHumm:

a) HanmmeHoBaHue dhapMaueBTMYECKON CcyOCTaHUuMK, ee CTpyKTypa, obume
CBOWCTBA;

6) HaumeHoBaHWMe N agpec NPOU3BOAUTENS;

B) TEXHONOrMsi MPON3BOACTBA C ONUCaHWEM CTaaui NPOU3BOACTBA M METOLOB
KOHTPONS Ha BCEX CTaausAX NPoU3BOACTBa;

) onnucaHne pa3paboTku npouecca Npon3BOACTBa;

) OnUCaHue KOHTPONSA KPUTUYECKMX CTaaun npouecca npou3BoacTeBa u
NPOMEXYTOYHOM NPOaYKLUW;

€) [OOKyMeHTarnbHoe noaTBepxaeHwe (Banmugauumsi) npoueccoB u (unu) ux
OL|EeHKa;

) CBOMCTBA U CTPYKTypa AENCTBYIOLLMX BELLECTB;
3) XapakTepucTuka npnumecem;
n) cneymndmkaumsa Ha papmaLeBTUYECKY0 CyBCTaHUUIO U ee 060CHOBaHWE;

K) aHanMTuyeckme MeToOMKW, WUCMOSb3yeMble NPU OCYLUECTBIIEHUN KOHTPOSIA
KadyecTBa hapmaLeBTMYECKON CybCTaHLuu;

n) AOKyMeHTanbHoe MnoAaTBepXaeHue (Banngauusl) aHanmMTUYEeCKUX MeToauK,
MCMOMb3yeMbIX NPV OCYLLUECTBIIEHUN KOHTPONA KadecTBa (bapMaLeBTUYECKOMN
cybcTaHumm;

M) pe3ynbTaTbl aHanM3a cepumn gapmMmaleBTU4ecKomn cybcTaHuum;
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H) nepevyeHb CTaHOapTHbIX o6pa3u,0|3 mnn BewecTB, WUCMNOJIb3yEMbIX TpU
OCYyLLECTBJIEHNN KOHTPOJ1A Ka4eCTBa,

O) onncaHmne XapakTepuctmk u CBOWCTB YNakKOBOYHbIX MaTepuasrioB W”
YKYMNOPOYHbIX CPpencCTB,

M) AaHHble O CTabunbHOCTN hapmaleBTUYECKON CybCTaHLuu;
p) CPOK rogHOCTMU;

4) [OOKYMEHT, coaepXawmi cBedeHUs O perucTpauun  nponsBoauTens
NeKapCTBEHHbIX CpeacTB  And  MeOWMUUHCKOro  MpUMEHEHUst B KadecTBe
HanoronnaTenbLuyKa B CTpaHe pernctpaunm (4nsa poCCUNCKUX HOPUONYECKUX NALL -
NOEHTUGMKAUNOHHBIN  HOMep Hanoronnatensumka (MHH), ana mnHocTpaHHbIX
IOpUOMYECKUX Iuy, - CcTpaHa perucTpauuv, HauMeHOBaHWEe pPerncTpupyroLlero
opraHa, permcTpaumoHHbIM HOMEp, KO HaroronnarenbLlyka B CTpaHe perycTtpaumnm
(MHKOpMOpaLm1) nnu ero aHarnor).

(MyHKT gononHuTenbHO BKMtodeH ¢ 1 aHBapa 2018 roga PenepasnbHbiM 3aKOHOM
ot 28 nekabpsa 2017 roga N 425-93)

(Hactb B pepakuumn, BBedeHHon B pfenctBne ¢ 1 saHBaps 2016 ropga
dPenepanbHbiM _3akoHOM OT 22 aekabpsa 2014 roga N 429-03 (C namMeHeHuamu,
BHeCeHHbIMN DefieparnbHbiM 3akoHoM OT 13 uons 2015 roga N 241-93).

3. [na npoBefeHus aKCnepTuabl KadecTBa yKas3aHHOM B 4YacTu 1 HacToALLEN
cTaTbM  (papmaueBTMYECKOM  CyOCTaHUuM  3asaBUTENb  NpeacTaBnsieT B
YMNOSNMHOMOYEHHbIN doeaeparnbHbI OpraH UCMOMNHUTENBHON BNacTu:

1) 3asBneHVe O BKMIOYEHUN B [OCYOAPCTBEHHbLIN PEECTP MEeKapCTBEHHbIX
CcpeacTB AaHHOM hapmaueBTUYEeCKon cybcTaHuuu;

2) KOnus AOKYMEHTAa, NoATBEPXKAAoLLEro ynaTy rocyaapCTBEHHOM NOLWIMHBI 3a
BKITHOYEHME B FOCYapCTBEHHbLIN peecTp  NEKapCTBEHHbIX  CPeacTB
drapmaLeBTU4ECKON CYBCTaHUUK, NPOM3BEAEHHOW AOns peanusauumm, nbo no
cob6CTBEHHOW MHULUMATMBE YKa3aHHbIA AOKYMEHT. B crniydae ero HenpencTaBneHus
3asBUTENEM YMNOSTHOMOYEHHBIN begeparnbHbii OpraH WUCMNOSIHUTENbHOW BlacTu
npoBepdeT  pakT  ynnatbl rOCYO4apCTBEHHOM  MOWMHbI  3asBUTENleM C
MCMNOMb30BaHMEM  WHGopMaumm 00  ynnate rocygapCTBEHHOM  MOLWIMHGI,
coaepailencd B [ocynapcTBEHHOM WH(pOPMALIMOHHOM ~ cuUCTeMe O
rocygapCTBEHHbIX N MYHULUMNArbHbBIX MraTtexax, Ha OCHOBaHWUM MNpencTaBlieHHON
3agBuTENEM KOMUW [OOKYMEHTa, NoaTBepXdarowero ynraTty rocygapCTBeHHOW
NOLLNHbI;

(MyHKT B pepakuun, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropa
dPenepanbHbIM 3akoHOM OT 22 aekabpsa 2014 rona N 429-93.
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3) AOKYMEHTbI, YKa3aHHble B YacTn 2 HaCcTOsLWEN CTaTby;
(MyHKT B pepakuun, BBeaeHHon B genctaeme ¢ 1 nonda 2015 roga PenepanbHbIiM
3akoHom ot 22 nekabpsa 2014 roga N 429-03.

4) 3asiBfieHMe O Bblgaye paspelleHnss Ha BBO3 B Poccuickyo denepaumto
KOHKPETHOM  NapTuM  He3aperncTpupoBaHHOIO  fieKapCTBEHHOTO  CPedcTBa,
npeaHa3Ha4YeHHOoro Asid NpoBeaeHNs YKka3aHHOW 3KCNepTusbl.

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 ropga PegepanbHbIM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)

4. B TeueHne gecatn paboumx gHen co OHSA NPUHATUA 3asBNEHN O BKIKOYEHUN
yKaszaHHOM B 4acTm 1 HacToswen cTaTbu apmaueBTUdeckon cybcTaHuum B
OCY0apCTBEHHbIN  pPEeecTp  JIeKapCTBEHHbIX  CPeAcTB MW OOKYMEHTOB,
nepevncrieHHblXx B 4actu 1 M nyHKTe 2 4yacTm 3 HacTosWeWn cTaTbuy,
YMNOSNMHOMOYEHHbIN doeaeparnbHbI OpraH UCMOMNHUTENBHON BNacTu:

(AG3ay B pepakuun, BBegeHHonm B pgenctene ¢ 1 wmona 2015 ropga
denepanbHbIM 3aKOHOM 0T 22 aekabpa 2014 roga N 429-03.

1) NpoBOAUT NPOBEPKY MOMHOTbLI U LOCTOBEPHOCTU [aHHbIX, COAEpPXaLUMXCs B
NpeacTaBrieHHbIX 3asBUTENEM LOKYMEHTAX;

(MyHKT B pemakuun, BBeAeHHoW B AencTteue PenepanbHbiM _3aKOHOM OT 25
Hos6pa 2013 roga N 317-93.

2) NPUHUMAET PELLEHNE O HarnpaBSiEHNN B 3KCMEPTHOE ydpexaeHne 3agaHnsa Ha
npoBefeHne 3KCNepTu3bl KayecTBa yKa3aHHOM B 4acTu 1 HacTodAwwen cTaTtbu
dhapmaLieBTU4ECKON cybCTaHL MM nnm ob oTKkase B TaKOM HanpaBfieHWM;

3) yBe4OMSIFET B 35IEKTPOHHOW UM MMCbMEHHOM (hopme 3asiBUTENS O NPUHSTOM
PELLEHM UK B ClNyvae OTKasa C yKasaHWeM NPUYMH Takoro oTkasa.

(MyHkT B pepakunn, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropa
PepeparnbHbIM 3aKoHOM OT 22 fekabpsa 2014 roga N 429-93.

4 1. B cny4yae BbISIBNIEHUS HEOOCTOBEPHOCTU CBELEHWUN, COodepXalmxcs B
npeacTaBfieHHbIX 3adBuTerneM Martepuanax, YrnoOfHOMOYEHHbIM dbeaeparnbHbIn
opraH WCMNOSMHUTENLHOW BfaCTW HanpasnseT 3asBuTento 3anpoc 06 YyTOYHEeHWUn
yKasaHHbIX cBeAeHUN. [JaHHbIN 3anpoc MOXeT OblTb nepedaH YNnosIHOMOYEHHOMY
npeacTaBUTENo 3adBUTESA JIMHHO MO PAacnUCKy, HamnpaBSfieH No NnodTe 3akasHbiM
NMMCbMOM WM MepefaH B 3NIEKTPOHHOUM dopMe MO TENEKOMMYHUKALMOHHbLIM
KaHanam cBs3n. B cnyvae HanpaBneHus OaHHOro 3anpoca Mo rnoyTe 3akasHbiM
MMCbMOM OH CYMTAETCH TMOSIyYEHHbIM MO WCTEYEeHUW LWecTU AHeW C AaThbl
HanpaBfieHNsa 3aKka3Horo NucbMa.

(YacTb gononHuTenbHO BKNtoYeHa PegepanbHbiM 3aKOHOM OT 25 HoAbps 2013
roga N 317-93)
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4 2. 3aaButenb o06s13aH NpeacTaBUTb OTBET Ha 3anpoc  YNOSTHOMOYEHHOro
doegepanbHOro opraHa WCMNOSHUTENBHOM BIlaCTM B CPOK, HEe MpEBbILLAoLLmi
AeBsaHocTa pabounx gHen co gHs nonydeHna gaHHoro 3anpoca. Cpok, ykasaHHbIN B
yacTM 4 HacTosilen cTaTbW, NPUOCTaHaBMMBAETCA CO AOHS HanpaBneHus
3agBUTEN0 3anpoca YMNoSIHOMOYEHHOro defepasribHOro opraHa WMCMNOSTHUTESNTbHOW
BNacTW 00 AHSA NOSlydeHUs MM OTBETA Ha JaHHbIW 3anpoc U He y4uTbiBaeTCs npu
MCYMCIIEHMN CpOKa IKCMEepPTM3bl KadvyecTBa (rapMaueBTUYECKON cybcTaHumw,
Hencnosib3yemMon npu Npon3BoLCTBE JIeKapCTBEHHbIX NpenapaTos.

(YacTb gononHuTenbHO BKNtoYeHa PenepanbHbiM 3aKOHOM OT 25 HoAbps 2013
roga N 317-93)

5. OcHOBaHVeM A9 0TKa3a B HanpasfieHUN B 9KCNEPTHOE yupexaeHne 3agaHnsd
Ha NpoBefeHMe 3KCNepTU3bl KadecTBa YKa3aHHOM B 4YacTu 1 HacTosAwen cTatbu
drapMaueBTU4ECKON CYBCTaHUMM ABNSIETCS  HenpeacTaBrieHne OOKYMEHTOB,
YKa3aHHbIX B 4acTM 2 HacTosAwWwen CcTaTbW, OTCYTCTBME WH{popMaLmu,
nogTeepXxaaroLwen dakT ynnatbl rocy4apCTBEHHOM MOLWMHbLI 33 BKIHOYEHUe
drapmaueBTU4ECKON  cyBCTaHuMW, NpoM3BEeOEeHHOW AOns  peanuMsauuu, B
OCYOAapPCTBEHHbIAN  pPEecTp  JIeKAapCTBEHHbIX  CPedCcTB,  HenpeacTaBfieHne
3asiBUTENieM B YCTaHOBIIEHHbIN CPOK OTBETA Ha YKasaHHbIN B YacTu 4_1 HacToALen
cTaTbW 3anpoc YNOrHOMOYEHHOro dpefieparnibHOro opraHa MCMOSHUTENBHON BIlacTu
UM npencTaBlfieHNe LOOKYMEHTOB, He coepXawmx WcHepnbiBalLEero nepeyvHd
HeobxoanMbIX CBEOEHUN.

(Yactb B pepakumm, BBegeHHom B pencteue ¢ 1 wmona 2015 ropa
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-P3.

6. B TedyeHne naTHaguatM paboymMx OHEN CO [OHS MOSyYeHUa peLleHus
YMNOSIHOMOYEHHOro hefepanbHOro opraHa UCMNONHUTESNTbHOW BNAacTU O HarnpasieHum
B 3KCMNEpTHOe ydYpexaeHne 3afaHus Ha npoBeLeHWe 3KCNepTudbl KadvecTsBa
ykaszaHHOM B 4acTum 1 HacTodwen cTaTbl drapMaueBTUYEeCKon cybcTaHLmm
3agBuTENb NpencTaBndeT B 3KCMEPTHOe ydpexaeHue Ons NnpoBedeHus OaHHOW
aKcnepTusbl  oOpasubl  (hapmaueBTMYecKOM CyOCTaHUMM B KONMYecTBe,
HeobxoaMMOM ANs1 BOCNPOU3BEAEHUSI METOOOB KOHTPOSA KadecTBa. OKCNEpPTHOe
yypexageHve npu nonyyvyeHnn obpasuoB ykasaHHOM B YacTu 1 HacTosLWen cTaTby
drapmMaLeBTU4ECKON CYOCTaHL MM BblAaeT 3asiBUTENIO JOKYMEHT, NOATBEPKOAOLLMIA
nony4yeHne 3TMx obpasLoB, U B CPOK, HE MNpPeBbIWAKWMIA Tpex paboumnx AOHENn,
yBEAOMISIET B 3SIEKTPOHHOM UIN NMUCbMEHHOW (hopme 06 3TOM YNOSTHOMOYEHHbIN
degepanbHbI opraH UCNONHUTENbHOW BflaCTU. DT CPOKU HE BKIOHAKOTCS B CPOK
npoBeaeHnst JaHHOW 9KCNepTU3bl.

(Yactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropa
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.
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7. [OKYMEeHTbl, MOCTYNuBLUME B JKCMNEpTHOE ydpexaeHne OS19 MpoBeadeHus
9KCMepTm3bl  KayecTBa YyKazaHHOM B 4actu 1 HacTosdwen  craTby
drapMaLeBTU4ECKON CYDCTaHUMKM, Noanexar Bo3BpaTy B YNOSTHOMOYEHHbIN
doegeparnbHbIN OpraH UCNOSTHUTESNTbHOW BIlaCTM OAHOBPEMEHHO C 3aKIMOYEHUSAMN 1O
pesyrbTaram NpoBeaeHHON SKCNepTumsbl.

8. B cpok, He npeBblwalowmn NaTKM paboumx OHEeW CO AHA NOonyyYyeHus
3aK/MIOYEHNA KOMMUCCUM 3JKCNEepToOB MO pesynbTatam 3KCNepTusdbl KayecTsa
ykasaHHoOM B 4acTm 1 HacTosiwen cTtaTtbu papmaueBTMYecKon cybcTaHuuu,
YMNOSNMHOMOYEHHbIN doeaeparnbHbI OpraH UCMONHUTENBHON BNacTu:

1) OCyWEeCTBMAET OUEHKY TaKoro 3akitoyeHus [An9  OnpeferieHnsl  ero
COOTBETCTBMSA 3a[aHNO HA NPOBEAEHNE LaHHON 3KCNEPTU3bI;

2) NPUHNMAET peLleHre O BKIMIOYEHUN YKa3aHHOW B YacTy 1 HACTOsALWEN cTaTby
drapMaLeBTU4ECKON CYOCTaHUMM B roCyaapCTBEHHbIM _PEeecTp JIeKapCTBEHHbIX
CpeacTB Unu pelleHre 06 oTKase B TakOM BKIIHOYEHUM;

3) BHOCUT MpU MPUHATMM pPeLleHUst O BKIMKOYEHMM YKasaHHOM B 4actn 1
HacTosILen cTaTbn hapMaueBTUHECKON CyOCTaHUMM B FOCYAAapPCTBEHHbLIN PEECTP
NEKapCTBEHHbIX CPeACcTB NPeaYyCMOTPEHHYD 4acTbio 2 cTaTtbM 33 HACTOSALIEro
denepanbHOro 3akoHa MHdopmaumio 1 ysegomnser 06 3TOM B 3SIEKTPOHHON UM
NMCbMeHHOM oopme 3asiBUTENS.

(MyHKT B pepakuun, BBeaeHHom B gencteme ¢ 1 nona 2015 roga PenepanbHbiM
3akoHomM oT 22 aekabps 2014 roga N 429-03; B peaakumm, BBEOEHHOM B AeNCTBUE
c 28 pekabps 2019 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 roga N 462-
d3.

9. OcHoBaHMEM A58 OTKa3a BO BKIHOYEHUW yKa3aHHOW B 4YacTu 1 HacToswen
cTatby dhapmavn,eBTUHECKON cybcTaHumm B FOCY1apPCTBEHHbIN ___peecTp
NEKapCTBEHHbIX cpeacTs ABMNAeTcA 3aKknoyeHne COOTBETCTBYHLLEIO
YrNOSHOMOYEHHOro doefepanbHOro opraHa WCMNOSMHUTENBLHOWM BflaCTU O TOM, YTO
Ka4ecTBO drapMaLeBTUYECKON CYOCTaHUMM He NOATBEPXOEHO MOfyYEHHbIMU
OaHHbIMMW.

(YacTb pgononHuTenbHO BKMtoYeHa C¢ 22 Hosibpa 2014 roga PeneparnbHbIM
3akoHoM oT 22 okTa6pa 2014 roga N 313-93; B pegakuun, BBEAEHHOW B AeNCTBUE
¢ 15 moHa 2018 ropa PenepanbHbiM 3akoHoM OT 4 noHa 2018 roga N 140-P3.

10. He ponyckaeTtcsa BKMOYeHWe B [OCY0apPCTBEHHbIM PEECTP MeKapCTBEHHbIX
CpeaCTB OA4HOW  (papmaueBTUYECKOM  CcybCcTaHuuW, Mpou3BeLeHHOM  ANd
peanM3aunn 1 BbiMyCKaeMon OgHMM N TEM Xe Npou3BoauTerneM, B BUAE ABYX U
BGonee peecTpoBbIX 3annCEN.

(YacTb gononHuTensbHo BktodeHa ¢ 1 mons 2015 roga PegepanbHbiM 3aKkOHOM
o1 22 nekabpsa 2014 roga N 429-03)
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11. BHeceHne M3MEHEHU B OOKYMEHTbl Ha dbapMaueBTUYECKYH CyDCTaHLMIO,
NPOV3BEAEHHYIO ONS peanu3auuMM U BKIIHOYEHHYIO B rOCYOApPCTBEHHbLIA PEECTP
NeKapCTBEHHbIX CPEACTB, OCYLUECTBIISAETCA B NOPsSAKe, YCTAaHOBSIEHHOM CTaTbAMMU
30 n 31 HacToswero ®PenepanbHOro 3akoHa, C YMnaTton rocygapCTBEHHOW
MOLLTMHLI, MNPefyCMOTPEeHHOM 3akoHopaTenbcTBoM Poccunckon Pepepaumm o
Harnorax u cbopax.

(YacTb gononHuTenbHo BkItodeHa ¢ 1 mons 2015 roga PegepansHbiM 3aKOHOM
oT 22 nekabpsa 2014 roga N 429-93)

12. [JonyckaeTcs obpalleHre grapMaueBTUYeCKnX cCybCcTaHuuin, NponsBeaeHHbIX
Ana peanu3auun, B TevyeHne cTa BOCbMWOECATU OHEW OO0 W Mocre MNPUHATUSA
YNOSHOMOYEHHbIM beeparibHbIM OpraHOM UCMOSHUTENBHOW BfacTy peLleHnst o
BHECEHMM W3MEHEHUA B [OOKYMEHTbl Ha papmaueBTMYecKyo CybCcTaHLuIo,
NPOV3BEAEHHYIO ONS peanu3aumMM U BKIIHOYEHHYIO B rOCYOApPCTBEHHbLIN PEECTP
NeKapCTBEHHbIX CPeACTB.

(YacTb gononHuTenbHo BktodeHa ¢ 1 mons 2015 roga PegepansHbiM 3aKOHOM
o1 22 fekabpsa 2014 roga N 429-93)

13. PelwweHre 06 MCKMHOYEHUM U3 roCyapCTBEHHOIO peecTpa fekapCTBEHHbIX
cpeacTB dhapMaueBTUYECKON CybCTaHuuMM, Npou3BEeOEHHOW A58 peanusauuu,
NPUHMMAETCS YNONIHOMOYEHHbLIM heeparibHbIM OpraHOM UCMOSHUTENBHOW BNacTu
B cnyyae:

1) npencTaBneHNss COOTBETCTBYHOLWMM  YMONIHOMOYEHHbIM  deaepanbHbIM
OpraHOM MCMONMHUTENbHOW BNAacTW 3aKMOYEHUs O pucke unm ob yrpose >XM3HU Unn
300pPOBbLI0 4YerioBeka NMOO >KMBOTHOTO MPU  UCMONb30BaHMM JIEKAPCTBEHHOIO
cpencTBa;

2) nogayn paspaboTyMKOM NEeKapCTBEHHOro cpeacTBa WM Npov3BOAUTENEM
NeKapCTBEHHOro cpeactBa MO0 YNOMHOMOYEHHBIM UMW OPYIUM  KOPUANYECKNM
MLOM 3asBIfieHNs1 00 UCKIMIOYEHNM U3 FOCYAapCTBEHHOIO peecTpa fekapCTBEHHbIX
cpeacTtB hapmaueBTMHECKON CybCTaHLNK, NPOM3BEAEHHON OIS peani3auuu;

3) oTcyTcTBMA  dhapMaueBTUYECKOW cybcTaHuuu, npousBegeHHon And
peanusauun, B obpalueHnn B Poccuinckon degepaunmn B TeveHue Tpex u bornee
ner.

(YacTb gononHuTenbHo BktodeHa ¢ 1 mons 2015 roga PegepansHbiM 3aKkOHOM
oT 22 nekabpsa 2014 roga N 429-03)

KommMmeHTapum K ctatbe 34

CtaTtbsa 35. [loBTOpHOE NpeacTaBrieHMe NeKapcTBeHHOro
npenapara, He nNpoweAwero rocyaapcTBeHHOMN
perucrTpaunm neKkapCcTBeHHbIX NpenapaTtoB, Ha
rocyaapCTBeHHYH perucrtpauuio neKapcTBeHHbIX
npenapartoB
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(Ytpatuna cuny ¢ 1 mona 2015 roga - @enepanbHbli 3akoH OT 22 aekabpsa 2014
roga N 429-03.

KommeHTapum k ctatbe 35

Ctatbsa 36. O6xanoBaHue pelwweHUsa 00 oTKa3se B Bbiaauve
pa3peLlleHUs Ha npoBeAeHne KNMHNYEeCKOro nccnenoBaHus
rleKapCcTBEHHOro npenapara, peweHus o6 oTkase B
rocyaapcTBeHHOM perucTpauumm fieKapcTBeHHOro
npenapara, 3aKkfno4YeHNA KOMUCCUN IKCNEPTOB
3KCNEepPTHOro y4ypexaeHna unm 3aknvyeHnsa coseTa no
3TUKe
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PelwieHne COOTBETCTBYHOLLEro YMNOSIHOMOYEHHOro doeaeparnbHOro  opraHa
MCMNONMHUTENbHOM BrlacTM 00 oOTKase B Bblgavye paspelleHus Ha npoBedeHue
KITMHUYECKOro uccrefoBaHUA IeKapCTBEHHOrO rnpenapara, peleHue YyKasaHHOro
deqepanbHOro opraHa WCMNOSIHUTENBHOM BriacTu o6 OTKase B rocygapCTBEHHOW
permcTpaumm rekapCTBEHHOro mnpenapara, 3akflYeHne KOMUCCUN JKCMNepPTOB
9KCNEPTHOrO Y4YpEeXOeHUs WM 3akriodeHWe coBeTa Mo 9TuKe MOXeT OblTb
obXanoBaHO B MopsigKe, YCTaHOBMIEHHOM 3akoHodaTenbCTBOM Poccumrckon
denepaumnn.  3akOYEHNE KOMWUCCUM SKCMNEPTOB IKCMEPTHOMO YYPEXOEHUS O
B3aMMO3aMEHSEMOCTN  JIEKAPCTBEHHbLIX  MpenapaTtoB  Ansg  MegULUMHCKOro
NpUMEHEHUsT NMMBO O TOM, YTO JEKAPCTBEHHbIM npenapaTt Ansg MeaULMUHCKOro
NPUMEHEHUST HE SBMSIETCS B3auMMO3aMEHSIEMbIM, MOXET ObiTb 0bXxanoBaHo
aepxartenem unn sriagesibuem perncTpaunoHHOro ya40CTOBEPEHUS NIeKapCTBEHHOMO
npenaparta B YMNOSIHOMOYEHHbIN hefepanbHbii OpraH MUCIMOSHUTENBHON BracTw,
KOTOPbIN MpuBreKaeT K pacCMOTPEHMIO YKaszaHHOW anobbl NoaBegOMCTBEHHbIE
€My HaydHble opraHusaumm wn obpasoBaTeflbHble OpraHM3auun  BbICLIErO
obpasoBaHusl, ocywecTergloume geaTenbHoCTb B cdepe  obpalleHud
NEKAPCTBEHHbIX CPeacTB. 3aknovyeHne KOMUCCUM  IKCMNEpPTOB  SKCMEPTHOro
yypexaeHusi, opopMIIEHHOE MO UToram nepecmoTpa 0OXKaroBaHHOMO 3aKOYeHUs
aKkcnepta, MOXeT ObiTb  OCNOpeHO  AepxaTenem  unu  Bragenbuem
perncTpauoOHHOro YyAOCTOBEPEHUS NEKapCTBEHHOIO npenapara nmmbo
YNONIHOMOYEHHbIM UMW JIMLOM B MOpPsiAKe, YCTaHOBIIEHHOM 3aKOHOAATENbCTBOM
Poccuinckon ®depepaumn. [pn obxanoBaHUM  peLLeHUst  YNOSIHOMOYEHHOrO
doegepanbHOro opraHa WCMNOSHUTENBHOM BIiacTW, 3aK/MlOYeHUs JKcnepta unm
KOMUCCUN QKCNEPTOB 3KCMEPTHOIO YYpeXOdeHus, 3akSitoYeHus coBeTa Mo 3TUKe
aepxarterns wnn Briageney, permcTpaumoHHOrO yoOCTOBEPEHUA JeKapCTBEHHOro
npenapaTta M60O YyNosIHOMOYEHHOE UMM NULO BrpaBe NpeacTaBuUTb pesynbTathbl
9KCNepTU3bl NEKapCTBEHHOIO npenapara, NPOTOKOJbI NOJSTydEeHHbIX
aKKpeauToBaHHbIMU UCMbITaTeNbHbIMKM NabopaTtopuamMmn (LEeHTpaMn) pesynbTaTos
nccnegosaHnn, UCNbITaHNNA.

(Ctatba B pepakuun, BBeaeHHon B pgenctBne ¢ 1 wona 2015 ropa
denepanbHbiM _3akoHOM OT 22 aekabpsa 2014 roga N 429-903; B pegakuuu,
BBedeHHon B geuncteume ¢ 1 mapta 2020 roga PenepanbHbiM 3akOHOM OT 27
nexkabps 2019 rona N 475-93.

KommeHTapumn K ctatbe 36

Ctatba 37. UHpopmauus, cBA3aHHAA C OCyLLECTBIIEHNEM
rocyaapCcTBeHHON perncrpaumm neKkapCcTBeHHbIX
npenapaTtoB, UH(popmMaLmsa 0 3aperMcTpUpPoOBaHHbIX
NeKapCTBeHHbIX NpenapaTtax n fneKapCcTBeHHbIX
npenapartax, UCKMHYEHHbIX U3 rocyaapCTBEHHOro peecTtpa
rieKapCTBEeHHbIX CpeacTB
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1. COOTBETCTBYHOLLMI YNONMHOMOYEHHLIN doeaeparnbHblii OpraH UCNOSHUTENbHON
BflaCTM pasMewaeTr Ha CBOeM odwmumnansHom cante B ceTn "UHTepHet"
MHJpOPMaLIMIO, CBA3AHHYKO C OCYLLECTBIIEHMEM TOCYy[4apCTBEHHOW pernctpauum
NEKApPCTBEHHbIX MNpernapatoB, B TOM 4YuUCrie [MPOBEAEHNEM  OKCMNEPTU3bI
NeKapCTBEHHbIX CpeaCcTB (BKoYas pesyrnbTatbl ee npoBeaeHnd), niopmMmaumnio o
3apernMcTpPUPOBAHHbIX JNIEKAPCTBEHHbIX Npenapartax 1 fieKapCTBEHHbIX npenaparax,
MCKIMIOYEHHbIX M3 TOCYOAPCTBEHHOINO peecTpa JeKapCTBEHHbLIX CPencTB, He
nosgHee 4em 4yepes NATb paboymx OHEW CO AHSA MNOSlyYEHUs] YNOSIHOMOYEHHbIM
doegepanbHbIM OpraHoOM UCMONHUTENBLHOM BracT COOTBETCTBYIOLLEN MHGOpMaL, N,

(YacTb B pegakumun, BBegeHHon B genctane ¢ 1 umwona 2015 roga PenepanbHbIiM
3akoHomM oT 22 nekabpa 2014 roga N 429-93; B pegakuun, BBEAEHHOW B AeNCTBUE
c 13 aBrycta 2019 roga PenepanbHbiM 3akoHoM 0T 2 aBrycta 2019 roga N 297-93.

2. Cpokn 1 nopsagok pasMeLLeHnst yKazaHHOM B 4YacTu 1 HacTosiwen cTaTby
MH(pOpMaLMM  YCTaHaBNMBAKOTCA  YNOSTHOMOYEHHBIM  doefeparibHbIM - OpraHoMm
ncnosnHuTenbHon Bractu. IHgopmaums, ykaszaHHas B 4acTu 1 HacTosiwen ctaTtbu,
SBMSETCA OTKPbITOM U OOLLUEOOCTYNMHOM U NPeaoCTaBnsAeTCa 3aMHTepecoBaHHbIM
nmuam B COOTBETCTBUM C 3aKoHoAaTeNnbcTBOM Poccurckon denepaumn.

(HYactb B pepakumn, BBegeHHom B pencteue ¢ 1 wmona 2015 ropga
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

KommeHTapum Kk ctatbe 37

'naBa 7. KnnHnyeckmne nccrnegoBaHus
rleKapCTBEeHHbIX npenaparoB Ans
MeAULUHCKOro NnpuMmeHeHus, 4orosop o6 ux
npoBeaeHuu, npasa NauMeHToB, Yy4aCcTBYHOLLMX
B 3TUX uccnepgoBaHusx (ctatbmn 38 - 44)

Ctatba 38. KnmHn4yeckmne nccnepnoBaHus rieKapCTBEHHbIX
npenapartoB ANA MeAULUHCKOro NnpuMeHeHus

1. KnuHuyeckne  uccrnenoBaHWss  NIEKAPCTBEHHbIX — MpenapatoB AN
MELULMHCKOrO MNPUMEHEHUA, B TOM YUCIie MeXOyHapOAHble MHOMOLLEHTPOBbLIE,
MHOIOLLEHTPOBbLIE, MOCTPErMCTPaALMOHHbIE, NPOBOAATCA B OAHOW UMM HECKOSbKUX
MEOULWNHCKUX OpraHmsaumax B COOTBETCTBMM C MpaBunamMu  Hagnexailemn
KITMHUYECKON  MNPaKTUKK, YTBEPXKOEHHbIMU  YNOSTHOMOYEHHbIM  defeparbHbIM
OpraHOM UCMOSHUTENbHOW BaCTW, COOTBETCTBEHHO B CrieAyHOLLMX Liensax:

(AG3ay B pepakuun, BBegeHHonm B pgeuctBue ¢ 1 wmona 2015 ropa
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.
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1) ycTtaHoBneHve 6Ge30MacHOCTM JleKapCTBEHHbIX MpenapaToB ANs 340pPO0BbIX
AobpoBorbLEB U (MNM) NEPEHOCUMOCTU WX 340pOBbIMM  A06poBOMbLaAMKM, 3a
NCKIMIOYEHMEM TaKUX UCCedoBaHUN NEKapCTBEHHbIX NpenapaToB, NPoM3BeAEeHHbIX
3a npegernamn Poccunckon ®enepaunu;

2) nogbop onTMManbHbIX O03MPOBOK JIEKAPCTBEHHOrO npenapara M Kypca
nedYeHna ons nauneHToB C onpeaerieHHbiM 3aborieBaHneM, onTUMarbHbIX 403 U
CXeM BaKUMHAUMM  UMMYHOBMOSOMMYECKMMN  NEeKapCTBEHHbIMKM  NpenapaTtamm
300pOoBbLIX 4OOPOBOMLLEB;

3) ycTaHoBneHve ©e30nacHOCTM  JleKapCTBEHHOIO Mpenapata U €ero
9dpekTUBHOCTH ansd NnauneHToB C onpeneneHHbIM 3aboneBaHuneM,
npodomnakTnyeckon 3PEKTUBHOCTN  UMMYHOBMOSOMMYECKMX  NIEKAPCTBEHHbIX
npenapaTtoB AN 340P0BbIX 40OPOBOSbLEB;

4) n3y4yeHne BO3MOXHOCTM pacCLUMpPEHMst MOKasaHuA Ans  MeauLMHCKOro
NMPUMEHEHNSS U  BbISIBNEHUS paHEe HEU3BECTHbIX MOOOYHbLIX  OEeNCTBUMA
3aperMcTpPUPOBaHHbIX NeKapCTBEHHbIX NPenapaTos.

2. B OTHOWeEHUM BOCNPOM3BEAEHHbLIX JIEKapCTBEHHbLIX MNpenapaTtoB Ans
MEeAULMHCKOrO NMPUMMEHEHMST NPOBOASTCSA MCCreaoBaHUs OMOSKBMBANEHTHOCTU U
(M)  TepaneBTMYECKOM  3KBMBANEHTHOCTW B MNOpsiaoke, YCTaAHOBIEHHOM
YNONMHOMOY€HHbIM cheeparnbHbIM OpraHOM UCMNONMHUTENBHOW BIACTW.

3. OpraHvlsau,vuo nposegeHnda KrMHN4YeCKnx nccnegoBaHin JlIeKapCTBEHHOIoO
npenapara g meanunHCKoro rnpuMeHeHn4 BrpaBse OCYLECTBIIATb.

1) pa3paboTymMK NeKapcTBEHHOro npenapara unm yrnoriHoMo4YeHHOe UM N1LO;

2) obpasoBaTenbHble OpraHuM3auum BbICLLIEro 00pa3oBaHWs, OpraHMsaLuu
AO0MONHUTENBHOro NpodeccmMoHansHOro 0bpasoBaHus;

(MyHKT B pepakuun, BBedeHHoM B penctBue ¢ 1 ceHTabpa 2013 roga
denepanbHbiM 3akoHOM OT 2 nonsa 2013 roga N 185-03.

3) Hay4Ho-UCccneaoBaTenbCKe opraHm3aL .
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4. KnuHnyeckune nccrenoBaHns nekapcTBEHHOro npenapara and MeanumnHcKoro
NPUMEHEHUS MNPOBOAATCA Ha OCHOBAHWM  paspelleHusl Ha npoBedeHune
KIMIMHMYECKONO  MUCCNefoBaHUs  JIEKApPCTBEHHOIO  npenapara, BblJaHHOIo
YNOSTHOMOYEHHbIM doegeparnbHbIM opraHom NCMONMHUTESNTbHOMN BracTu.
YNonHoMo4YeHHbIN dpefiepasribHbI OpraH UCMNOSITHUTENbHOW BriacTu BedeT peecTp
BblAaHHbIX  paspelleHnin Ha  npoBedeHne  KITMHUMYECKUX  MUCCrieqoBaHumn
NeKapCTBEHHOro rnpenapara, cogepXawmi ykasaHue Ha ux uerb wuim uenu, B
YCTaAHOBJSIEHHOM 3TUM OpraHoM Mopsiake.

(HYactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropa
denepanbHbiM _3akoHOM OT 22 aekabpsa 2014 rogpa N 429-903; B pegakuumu,
BBeAeHHOW B gencteune PenepanbHbiM 3akoHoM oT 13 utong 2015 roga N 241-P3.

5. Yactb yrtpatvna cuny ¢ 1 wona 2015 ropa - ®enepasnbHbl 3aKOH OT 22
nekabps 2014 rona N 429-93. .

6. K opraHmsauum npoBeneHNs KIMHUYECKMX UccregoBaHU NekapCTBEHHOro
npenapata Ana MeOUUMHCKOrO MPUMEHEHUS pas3paboTYMKOM fEeKapCTBEHHOMO
npenapata MOryT nNpuBIieKaTbCAa lopugmnyeckme nuua nobon opraHM3alMoHHO-
NpaBoBOW (POpMbl MpU YCroBUM obecneyvyeHnst COOTBETCTBUS 3TUX UCCedoBaHN
TpeboBaHuaMm HacTosiwero PegepanbHOro 3akoHa.

7. KnunHnyeckne  mnccnepoBaHuUs  NEeKAPCTBEHHbIX — MpernapatoB  Anis
MEOULMHCKOINO MPUMEHEHUS MNPOBOAATCA B MEOUUMHCKUX  OpraHuM3auusix,
aKKpeOuTOBaHHbIX YMOSNMHOMOYEHHbIM (hefiepalibHbIM  OpPraHOM  UCMOSTHUTESTbHOW
BJlacTU B nopsifke, yctaHosreHHOM [NpasutensctBom Poccunckon denepaunm.

8. [lepeyeHb MeOUUMHCKUX OpraHuMsauui, UMeWmMX MnpaBo MPOBOAUTL
KITMHWYEeCKMe WuccrieqoBaHNsa IeKapCTBEHHbIX MpenapaTtoB Ans MeOULMHCKOro
NPUMEHEHUS, N peecTp Bbl4aHHbIX paspelleHun Ha NpoBeLeHNE KIMHUYECKUX
nccnegoBaHnii NeKapCTBEHHbLIX NpenapaToB onybnMKOBbLIBAOTCA U pasMeLLaoTcA
YNONMIHOMOYEHHbIM  doefiepalribHbIM ~ OpraHOM  UCMOSHUTENbHOW  BflacTU B
YCTaHOBJIEHHOM MM MNOopsAAKe Ha CBOeM odmLmManbHOM cante B ceTu "MIHTepHeT".

KommeHTapum k ctatbe 38

Ctatbsa 39. PeweHune o npoBegeHUN KITMHUYECKOTO
nccneanoBaHUsA fieKapCTBEHHOroO nNpenaparta Ans
MeAULMHCKOro NpMMeHeHUs


http://docs.cntd.ru/document/420241318
http://docs.cntd.ru/document/420287116
http://docs.cntd.ru/document/420241318
http://docs.cntd.ru/document/420321621

1. KnnHnyeckoe vccrnenoBaHue nekapCTBEHHOrO npenapara gnd MeguumHCKOro
NMPUMEHEHUST MPOBOOMUTCA Ha OCHOBaHMM  paspelleHMsi Ha npoBedeHue
KITMHWYECKOro  UccriefoBaHNA  NIeKapCTBEHHOINo  npenapaTta,  Bbl4aHHOMO
YMNOMMHOMOYEHHbIM  (pefiepalibHbIM ~ OPraHOM  UCMOSIHUTESNTbHOW  BJflaCTU MO
pesynbTaTaM  9KCNepTusbl  JOKYMEHTOB, HeobxoAuMbliX ANA  nornyyYeHud
paspelweHnss Ha nMpoBedeHUe KIMHUYECKOro WCCredoBaHUsA JeKapCTBEHHOro
npenapata n 3TU4EeCKOM 3KCNEepPTU3bI.

2. [Ina nosnyyeHus paspeLleHna Ha npoBedeHWe KIMHUYECKOro MUCCredoBaHus
NeKapCTBEHHOro npenapara Ansg  MeguUMHCKOrO  MPUMEHEHUA  3asBUTElb
npencTaBndeT B YNOMHOMOYEHHbIN doefeparbHbi OpraH UCNOSTHUTENbHOW BracTu:

1) 3adBrieHMe O Bblaye paspeweHnd Ha npoeegeHne KrinHn4ecKoro
nccrnegoBaHmA nekapCcTtBeHHOro rnpenapara and MmeamuymHCKoOro npyuMeHeHua,;

2) KONun SOKYMEHTOB, NOATBEPXKAALWMX ynnaTy rocygapCTBEHHON NOLTNHBI 3a
npoBefeHNe 3TUYECKOM SKCMEPTU3bl, IKCNEPTU3bl LOKYMEHTOB Ha JIEKapCTBEHHbIN
npenapar Ana  MofydeHna  paspelleHns Ha npoBedeHue  KITMHUYECKOro
nccregoBaHNs NekapCTBEHHOro npenapara gnsg MeguuMHCKOro NMpuUMeEHeHud, 3a
Bblgadyy  paspelleHuss Ha  NpOBedEHWe  KIMHUMYECKOro  uccrieqoBaHud
NeKapCTBEHHOro rnpenapara Ansg MeguUUMHCKOro npuMeHeHus, 3a rnpoBefdeHue
9KCMepTm3bl [OOKYMEHTOB Ha JleKapCTBEHHbIW npenapar OSi9  NoslydeHus
paspelleHnss Ha NpoBefeHNe MeXOYyHApOA4HOro MHOIOLLEHTPOBOIO KITMHUYECKOro
nccregoBaHNs NekapCTBEHHOro npenapara gnsg MeguuMHCKOro npuUMeEHeHusd, 3a
Bblgady paspeweHuss Ha npoBefeHVe  MeXOyHapO4HOro  MHOIOLLeHTPOBOro
KITMHWYECKOro UCCneaoBaHus JIeKapCTBEHHOro npenapara Ansg MeguuMHCKOro
NPUMEHEHWS, 3a NpoBeAeHNe 3TUYECKON 3KCNEepPTU3bl, SKCNEPTM3bl JOKYMEHTOB Ha
NeKapCTBEHHbIM Mpenapatr Ans  MNoSlydeHusl paspeleHus Ha rnposedeHue
NOCTPErMcTpPaLMOHHOIO KIIMHUYECKOro MUCCreLoBaHUA NekapCTBEHHOro npenapara
AN MeOUUMHCKOro MnpuMEHeHWs, 3a Bblgayy paspelleHus Ha npoBegeHve
NOCTPErMcTpPaLMOHHOIO KIIMHUYECKOro MUCCreLoBaHUA NeKapCTBEHHOro npenapara
AN MeAUUMHCKOro MPUMEHEHUs!, UM NO COBCTBEHHOW WHULMATMBE YKa3aHHble
AOKyMeHTbl. B cnyvyae HenpencrtaBrieHMa 3asiBUTENEM YKasaHHbIX OOKYMEHTOB
YMNOSIHOMOYEHHbIN hefeparnbHbI OpraH UCNONHUTENbLHOM BNacTu npoBepsieT akT
ynnaTbl rocygapCTBEHHOW MOLWMHBI C UCMOMb30BaHNEM WHGpopMaumm o6 ynnaTte
rocygapCTBEHHOM NMOLLMHBDI, cogepxaLlencs B [ocynapcTBEHHON
MHJPOPMALIMOHHOM CUCTEME O MOCYAAPCTBEHHbLIX U MyHUUMMNANbHbBIX nriaTexax, Ha
OCHOBaHUU NpeaCcTaBrEHHbIX 3ad9BUTENEM KOMUN JOKYMEHTOB;

3) NPOTOKON KIMHUYECKOro WCCIEeAOBaHWUs JIeKapCTBEHHOro npenapata Ans
MeAULMHCKOro NPUMEHEHNS;

4) 6poLuopy nccnenoBarens;

5) MHGOPMALIMOHHBIN NIMCTOK NaLWEHTa;



6) ceBegeHna 06 onblTe paboTbl uccregoBaTenen Mno COOTBETCTBYIOLLMM
cneumanbHOCTAM U UMX OnbiTe paboTbl NO MPOBEOEHMIO  KITMHUYECKUX
nccnegoBaHui;

7) cBedeHuss O MeOUUMHCKMX oOpraHM3auusix, B KOTOpbIX npegnonaraetcs
npoBedeHne KIMMHMYECKOro WCCedoBaHMS JEKApCTBEHHOro npenapara Aans
MEOULMHCKOrO  npuMeHeHusi  (MofHoe M COKpalUeHHOEe  HauMeHOBaHW4,
OpraHn3aunoHHO-NpaBoBasd popmMa, MeCTO HaxOXOEeHUS U MEeCTO OCYLLECTBIIEHUS
nesatenbHOCTH, TenedoH, Tenedakc, agpec JJIEKTPOHHOM MOYThl  KaXKOdow
MeLULIMHCKOW opraHu3auun);

8) cBegeHusas O npegnonaraeMbiXx CpPoOKax MPOBEAEHUS  KIMHUYECKOro
NCCneaoBaHNs NIekapCTBEHHOIO Npenapara Anst MeguuMHCKOro NpUMEHeHNs;

9) «konuwo fgoroBopa 06s3aTENbHOrO CTpPaxoBaHWs,  3aKSIIOYEHHOMO B
COOTBETCTBUMN C TMNOBbLIMW NpaBuiamMmm 06s13aTenbHOro CTpaxoBaHus, C yKkadaHnem
NpeaenbHOM  YUCMEHHOCTU  MAUMEHTOB,  y4acTBYWOWMX B KIMHUYECKOM
nccrneaoBaHNM NekapcTBEHHOro npenapara ans MeAULIMHCKOro NPUMEHEHNS;

10) vHdopMauno O cocTaBe JleKapCTBEHHOIO npenapata Ana MeauuLMHCKOro
NPUMEHEHUS;

11) OOKYMEHT, COCTaBfiEHHbIM MNPOU3BOAMUTENEM FEKapCTBEHHOro npenapara
AN MEeOULUMHCKOrO MPUMEHEHUS N coaepXallyn nokasaTtenu (XapakTepucTuku), a
Takxe CBeOEHUs O feKapCTBEHHOM npenapare Ansg MeOUUMHCKOro NpUMEHEHNS,
NPoOV3BEEHHOM AN NPOBEAEHUS KITMHUYECKUX UCCeoBaHn;

12) KONWIO INULEH3MM Ha MPOU3BOACTBO JIEKAPCTBEHHbLIX CPeaCTB B Cryyae,
€eCIv NPOn3BOACTBO JIEKAPCTBEHHOIO npenapaTta oCyLwecTBnaeTca B Poccumnckon
depepaumn, WM KONUKO  3aK/MOYEHUS O COOTBETCTBUM  MPOM3BOAUTENS
NEKapCTBEHHOIO npenapara TpeboBaHMsM npasun Haanexaluemn
NPOV3BOACTBEHHON MPAKTUKK, BbIAAHHOMO YMOHOMOYEHHBIM OpPraHoOM CTpaHbl
NpPoOn3BOAUTENS NIeKapCTBEHHOMO npenapara.

(MyHKT B pepakumn, BBedeHHoM B genctBue ¢ 15 umwoHa 2018 ropa
denepanbHbiM 3akoHOM OT 4 noHsa 2018 roga N 140-93.

3. B cpok, He npeBbllLaoLLMn NaTn paboumx gHen CO OHA NPUHATUA YKa3aHHOIo
B NyHKTE 1 4YacTu 2 HaACTOsLEN CTaTbW 3asBfIEHNA U HEODXOOUMbIX JOKYMEHTOB,
YMNONMHOMOYEHHbIN doeaeparnbHbI OpraH UCMONHUTENBHON BNacTu:

1) NpoBOAUT NPOBEPKY MONHOTbI M AOCTOBEPHOCTU CBEAEHUN, COAEPKALUMXCH B
npeacTaBneHHbIX 3asiBUTENEM AOKYMEHTAX;
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2) NPUHMMAET peLleHne O NPOBEAEHMN SKCNEPTMU3bl AOKYMEHTOB AJIA MOSTy4YEeHUSs
paspelleHns Ha npoBedeHMe KITMHUYECKOrO MWCCreaoBaHUs NeKapCTBEHHOro
npenapata Ans MeOouUMHCKOro MPUMEHEHUSt M 3TUYECKOM 3KCnepTusbl Uinm ob
OTKa3e B NPOBEAEHMN YKa3aHHbIX 9KCNEePTU3;

3) yBeOOMNSET B 3M1EKTPOHHON hopMe Unn Ha BymaKHOM HocuTerne 3asBuUTens o
NPUHATOM peleHun mMbo B Crlydae MNpuHATUMA pelleHust o6 oOTKase Takxke C
yKazaHueM MpUYmH Takoro 0TKasa;

4) noAarotaBiiMBaeT U Hanpaede€T B 3KCNEepTHOE y4pexaeHne n CoBeT MNno 3TUKe
3ajaHne Ha nposeneHne CooTBETCTBYHOLLIMX 3KCNEPTU3.

4. B crnydyae BbISIBNIEHUSI HEMOMHOTHI U (UNK) HEOOCTOBEPHOCTU MHGOPMaLLUK,
cogepxallenca B npeacTaBrieHHbIX 3asBuUTeneM OOKYMEHTax, YNOSIHOMOYEHHbIN
deepanbHbIA OpraH UCMONMHUTENbHOM BracTy HanpaBnseT 3asBUTENo 3anpoc ob
YTOYHEHUM YyKaszaHHOW WHopmauun. [aHHbln 3anpoc MoxeT ObiTb nepenaH
YrNOrMHOMOYEHHOMY MpeAcTaBUTENI0 3asBUTENA NMYHO Mog pacrnuvcky, HarnpasneH
MO no4yTte 3aKka3HbiM MUCbMOM WM nepefaH B  SJIEKTPOHHOW dopmMe Mo
TeNneKOMMYHUKaLMOHHbIM KaHanam cBaA3un. B cnyyae HanpaBneHus [aHHOro
3anpoca no no4yte 3akasHbIM MMCbMOM OH CYUTAETCH NOJSTydEeHHbIM MO UCTEYEeHUN
lWecTM OHerW C [JaTbl HanpasBrieHMs 3akasHoro nmucbMa. 3asButens 00s3aH
npeacTaBuTb  OTBET Ha 3arnpoc  YNoSIHOMOYEHHOro dpegeparnbHOro opraHa
NCMOSTHUTENLHOM BracTu B CPOK, HE MpeBbILaloWwmin AeBAHOCTa pabodnx gHen co
OHA ero nonydeHns. CpoK, YyKasaHHbIn B 4YacTu 3 HaCcTosWen cTaTtbwy,
NPUOCTaHaBIIMBAETCH CO OHSA HaMnpaBrieHUa 3asgBUTEN0 3anpoca YrnormHOMOYEHHOro
demepanbHOro opraHa WCMOMHUTENbHOW BNAactM A0 [AOHA  NOSyYeHUd UM
COOTBETCTBYIOLLEro OTBETA N HE YYUTbIBAETCHA MPU UCUYUCIIEHUN CPOKa MPUHATUA
YMNOrNHOMOYEHHbIM befeparibHbiM OpraHoM WCTMONHUTENbHOW BMacTy peLleHus o
NpoBeAEeHNN 3KCNepTU3bl JOKYMEHTOB 4518 NOSydeHns pa3peLleHus Ha nposeaeHne
KITMHNYECKOro UCCrieqoBaHUA reKapCTBEHHOro npenapata Ang MeguuuHCKOro
NPUMEHEHWS.



5. OcHoBaHMeEM A5 OTKasa B MNPOBEAEHUN 3SKCNEepTU3bl OOKYMEHTOB A1
NoslydeHns  paspelleHMsi Ha  NpoOBedEeHue  KIMHUMYECKOro  uccriefoBaHud
NEeKapCTBEHHOro npenapata a9 MegUUMHCKOrO MNPUMEHEHNA U 9TUYECKOM
9KCMepTusbl ABNSETCS npeacTaBrieHne OOKYMEHTOB, NMPeayCMOTPEHHbIX YacTbio 2
HacTosILen cTaTbW, B HeNnosHoM obbeme, HenpencTaBfieHWe 3adBUTENEM B
YCTAHOBJIEHHbIN CPOK OTBETa Ha YKas3aHHbIM B YacTu 4 HaCTOSLLEN CTaTbU 3arnpoc
YMNOTHOMOYEHHOrO  doeflepanibHOr0  opraHa  MCNOSMHUTENbHOM  BriactTm  nmvbo
OTCYTCTBME B MNPELCTaBIIEHHbIX [OOKYMEHTax WCYepnbiBalOLWEro nepeydHs
HeobxoanmMon nHdopmaumm unn nHgopmaumm, Kotopas gormkHa 6blTb OTpaxeHa B
HMX, a TaKxe OTCyTCTBMEe WHJopMauun, noaTeepxgarowenn dakt ynnaThbl
rocygapCTBEHHOW MOLWIMHBI 32 NPOBEeLEHNE 3TUYECKON IKCMepPTU3bl, 3KCNepTUsbl
AOKYMEHTOB Ha JIeKapCTBEHHbIN npenapaTr Ans MOonyvyeHns paspelleHuss Ha
npoBefeHNe KIMHUYECKOrO UWCCredoBaHUsA JIeKapCTBEHHOro npenapaTta nnd
MEOULMHCKONO MPUMEHEHUsA, 3a Bblgayy pas3pelleHna Ha npoBedeHue
KITMHWYECKOro UCCneaoBaHUs JIeKapCTBEHHOro npenapara Ansg MeguuMuHCKOro
NPUMEHEHUS, 3a MNpoBedeHNEe 3JKCNepTu3bl [JOKYMEHTOB Ha JIeKapCTBEHHbIN
npenapar gnsg nosiydeHus paspelleHnss Ha MpoBedeHne  MeXayHapO4HOro
MHOIOLLEHTPOBOIO K/MMHUYECKOrO UCCIeLOBaHUA NekapCTBEHHOro npenapara gnd
MEOULMHCKOIrO  MPUMEHEHUs, 3a Bblgayy pas3pelleHna Ha npoBedeHue
MEeXOYyHapOL4HOr0 MHOMOLLEHTPOBOIO KIIMHMYECKOro UccriefoBaHnA fiekapCTBEHHOMO
npenapata Ansgd MeOULUHCKOTO TMPUMEHEHUd, 3a MNpoBeLeHNe 3TUYECKOM
9KCMepTmsbl, 3KCNepTu3bl [JOKYMEHTOB Ha JIEKapCTBEHHbIM Mpenapar Ans
NOSlydeHns paspeLleHns Ha npoBedeHWe MOCTPErnCTPaLMOHHOIO KITMHUYECKOro
nccregoBaHNs NekapCTBEHHOro npenapara gnsg MeguuMHCKOro npuUMeEHeHusd, 3a
Bblgady paspelleHns Ha npoBedeHWe MOCTPErnMcTpPaLMOHHOIO  KITMHUYECKOro
nccregoBaHns fiekapCTBEHHOMO Npenapara 419 MeauLMHCKOro NpuMeHeHus.

6. lNpoBeneHne aKCNepTuU3bl AOKYMEHTOB Af1s MOfyYeHUs paspelleHus Ha
npoBefeHne KIMHUYECKOrO UWCCredoBaHUsA JIeKapCTBEHHOro npenapaTta  nnd
MEAULMHCKOrO MPUMEHEHNA U 3TUYECKOW IKCMNepTu3bl, COCTaBsfieHNe KOMUCCUEN
9KCMepToOB N COBETOM MO 3TUKE 3aKIOYEHNA O BO3MOXHOCTU UM HEBO3MOXHOCTHU
NpoBeOeHNss TaKOro KIMHWYECKOrO0 UCCriegoBaHWSA W HanpaBlieHMe  3TUX
3aK/MIOYEHNUN B YMONHOMOYEHHbIN doeeparibHbIA OpraH MCMOSHUTENBbHON BriacTu
OCYLLUECTBIIAIOTCA B CPOK, HE MpeBbllauwmi Tpuguatn paboymx gHen co OHA
NOSTydeHNs IKCMNEPTHbIM ydpexaeHneMm 3aaHus YnofIHOMOYeHHOro doefeparnbHOoro
opraHa WCMOSHUTENBHON BIlaCTU C MNPUIOXEHUWEM [OKYMEHTOB, YKa3aHHbIX B
nyHkTax 3, 4, 10 n 11 yacTn 2 HacTosALEN CTaTbKn, U COBETOM MO 3TUKE 3aaHusA
YMNOSNMHOMOYEHHOro doefieparibHOro opraHa UCMONHUTENBHOM BIIACTU C NPUITOXEHNEM
AOKYMEHTOB, YKa3aHHbIX B MyHKTax 3-6, 8 n 9 yacTtn 2 HacToALen cTaTb.

7. B cpok, He npeBbllalWmMin MNATU paboymx AOHEeWn CO [LHSA MornydYeHud
3aK/MOYEHNN, yKasaHHbIX B YacTM 6 HacTosdwen cTaTbW, YMNONHOMOYEHHbLIN
doegeparnbHbIN OpraH UCNOSHUTENTbHOM BNAcTU:



1) OCyLWIECTBNSAET OLEHKY MOCTYMMBLUMX 3aKMOYEHUA AN onpegeneHus nx
COOTBETCTBUS 3aaHMsIM Ha NpOBeAeHNE COOTBETCTBYHOLLMX 3KCNEPTUS;

2) NpUHUMAaET peLLeHne O Bblaye paspelleHUsi Ha NPOBEAEHUE KIMHUYECKOrO
nccnenoBaHUst NEKapCTBEHHOIO npenapaTta Ans MeauLMHCKOrO MPUMEHEHUST 1K
00 oTKkase B Bblade ykazaHHOro paspeLleHus;

3) BblgaeT paspelleHMe Ha NpoBedeHUEe KIMHUYECKOro WUCCIieaoBaHus
NeKapCTBEHHOrO npenaparta Ans MeauLMHCKOrO NMPUMEHEHUS UK pelueHne o0
OTKa3e B Bbla4ye yKa3aHHOro paspeLLeHuns ¢ ykasaHuem NpuynH oTkasa.

8. OcHoBaHMem pnOnsi OTkasa B Bblgaye paspeleHns Ha npoBeneHue
KNMMHUYECKOro UCCneaoBaHUs NeKapCTBEHHOro mnpenapata Ansd MeaulMHCKOro
NPUMEHEHUS ABMSIETCA HanMuMe 3aKMiYeHUs KOMWUCCUM  3KCMEepTOB  UNn
3aKNOYEeHNst coBeTa MO 3TUKE O HEBO3MOXHOCTU MPOBEAEHMSI KIIMHUYECKOro
NCCNeaoBaHNsl NEKapCTBEHHOro npenapaTta Ansd MeAUUWHCKOrO NPUMEHEHUsT Mo
pesynbTatam NpoBeaeHHbIX 3KCMepTn3, NPeayCMOTPEHHbIX YacTbio 6 HacTosLwen
cTaTtbMu.

9. PeweHne 06 oTkase B NpoBeAEHUN IKCMEPTMU3bl AOKYMEHTOB 4S5 NOSyYEHUs
paspeleHnsi Ha MpoBeAEeHUe KIMMHUYECKOro WCCMeaoBaHUsS NeKapCTBEHHOMO
npenaparta ans MegumuuHCKOro NpUMEHEHUs1 U 3TUYECKOW 3KCNepTM3bl U B Bblaadve
paspeleHns Ha nMpoBeAEeHUe KIMMHUYECKOro WCCMeaoBaHUsS NeKapCTBEHHOMO
npenaparta and MeauuMHCKOro NnpuMeHeHnst MoXeT BbiTb 0banoBaHoO B Nopsigke,
YCTaHOBJIEHHOM 3aKoHogartenbcTBoM Poccunckon denepauinm.

(Ctatba B pepakuun, BBegeHHom B pgenctBne ¢ 1 wmwona 2015 roga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.
KommeHTapun K ctatbe 39

Ctatbsa 39_1. 3TUYecKas aKcnepTn3a

1. OTnyeckad JKCnepTtn3a nposBoanTcA COBeTOM IO 3TWKe, CO3daHHbIM B
nopaake, YCTaHOBJIEHHOM YNOJIHOMOYEHHbIM C*)eﬂepaﬂbelM opraHom
UCNONHUTENbHOM BflacTW, B LUeNndxX Bblgadn 3akfoveHust o6  aTuyveckomn
ODOCHOBAHHOCTM  BO3MOXHOCTH npoeegeHnsa KrmHM4eCcKoro unccriegoBsaHuA
JIeKapCTBEHHOIO npernapara ajJda MmeguumnHCKoro rnpuMeHeHuA.

2. JKcneptamu coBeTa Mo 9TUKe MOryT OblTb NpeAcTaBUTENN MeLULMHCKUX
opraHuM3auunin, HayyYHbIX OpraHu3auun, obpasoBaTesbHbIX OpraHM3aunin BbICLUErO
obpasoBaHus, a Takxke nNpeacTaBUTeENM 06LECTBEHHbIX OpraHn3aummn, Penrmo3HbIX
opraHusauun n cpencts mMaccoBon MHdopMauun. [aHHble SKCnepTbl He OOMKHbI
HaxoOMUTbCA B KakKoW-nMbo 3aBUCMMOCTU OT pPa3paboTUMKOB NEKAPCTBEHHbIX
npenapatoB W Apyrux 5wy, 3auHTEepPecOBaHHbIX B pesyrbratax 3TU4EeCKOW
9KCMnepTussbl.
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3. OnnaTta ycnyr aKCnepToB coBeTa MO 3TUKE OCYLUECTBSETCS Ha OCHOBaHUU
AO0roBopa, 3aKMtOYEHHOro Mexdy YNnoSIHOMOYEHHbIM  dedeparnibHbiM - OpraHoM
NCMNOSNHUTENbHOW BMAcTU, KOTOPbIM CO34aH COBET MO 3TUKE, U 3KCNEPTOM COBETa
NoO 9TUKe, 3a cYyeT OKOXKETHbIX  acCUrHOBaHWA,  NPedyCMOTPEHHbIX
YrNOTHOMOYEHHOMY beaepanbHOMY OpraHy WCMNOSIHUTENBHOWM BracTu, KOTOPbIM
co3faH COBET Mo 3TuKe, B doefepansHOM OrogKeTe Ha COOTBETCTBYIOLMIW rof Ha
obecrneyeHne ero AeaTenbHOCTN, B pasmepax, YCTaHOBMEHHbIX [MpaBUTENbECTBOM
Poccuinckon denepaumn.

4. JOKcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUMU C
3aKkoHopaTtenscTBoM Poccunrckon degepavmn.

5. CocTtaB coBeTa Mo 3TuKe, MNoroxeHue o6 3TOM COBETe, MOPSAOK €ro
aesaTenbHocTn, TpeboBaHUA K KBanMdmKauum 1M onbiTy paboTbl MO SKCMEPTHOM
OLEHKE Hay4HblX, MEeOWLUMHCKMX W STUYECKUX acneKkToB  KIIMHUYECKUX
NCCNEAOBaHUA NEeKapCTBEHHbIX MNpenapaTtoB Ans MeOWLMHCKOro MNpUMEHEHMS,
npeobsaBnsieMble K 3SKCMepram coBeTa MO 3TMKe, MNOPSAoK opraHu3auun u
NPOBEAEHMST 3TUYECKOM 3KCMepTM3bl, dopma 3aKMoyeHust CoBeTa Mo 3TUKe
yCTaHaBNMMBAIOTCS YMNOHOMOYEHHbIM degeparbHbIM  OpraHOM  MCMNONHUTENbHOM
BracTu. Yncno npeacraBuTenen MeauULIMHCKMX OpraHn3auni He MOXeT NpeBbILaTh
MONOBMHY OT OOLLEro YMcna 3KCnepToB CoBeTa Mo 3TUKE.

6. MIHdopmaumss 0 cocTaBe coBeTa No 3TUKe, NMraHax ero paboTbl U TeKyLlen
AEATENbHOCTU  pasMewaeTcd Ha odumunanbHOM  cauTe  YNOFIHOMOYEHHOro
doegepanbHOro opraHa UCNofHUTENbHOW Briactu B cetn  "HTepHeT" B
YCTaHOBIEHHOM UM MOpsigKe.

(Ctatba pononHuTenbHo BkodeHa ¢ 1 wmonsa 2015 ropga PegepanbHbiv
3akoHoM oT 22 nekabps 2014 rona N 429-93)

KommeHTapum K ctatbe 39 1

Ctatbs 40. lpoBeaeHUe KNMHUYECKOro nccnenoBaHus
reKapCTBEeHHOro npenapara Ana MeauLMnHCKOro
NnPUMeHeHnsA

1. PykoBoauTernb MeguLMHCKOM OpraHu3auum, KoTopasd NpoBOaUT KITMHUYeCKoe
nccrnegoBaHMe IeKapCTBEHHOrO npenapata and MeguuUMHCKOro NpUMEHEeHUs,
Ha3Ha4yaeT uccregosarersi, OTBETCTBEHHOIO 3a NpoBeaeHne Takoro nccnegoBaHus
N umelowero rnevyebHylo cneunanbHOCTb, COOTBETCTBYIOLLYHO MPOBOLUMOMY
KITMHUYECKOMY MCCeoBaHUIO SIEKapCTBEHHOIO npenapaTta, Co cTaxeM paboTbl Mo
nporpaMmmMam KIiMHUYECKUX MUCCriefoBaHUM NeKapCTBEHHbIX MpenapaTtoB HE MeHee
Yyem TpU roga v No ero npPeasnioXeHW HasHavyaeT couccriegosartenen u3 Yucna
Bpayen aTon MegULMHCKOM OpraHn3auuu.

(HYactb B pepakumn, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.
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2. WccneposaTenb OCyWECTBNsieT BbIOOP NaUMEHTOB, KOTOpble MO
MEAULMHCKMM MOKa3aHUAM MOryT ObiTb NPUMBREYEHbl K Yy4acTU0 B KIIMHUYECKOM
nccneaoBaHUM NEKapCTBEHHOIO nNpenaparta A MeauLMHCKOro NpUMEeHeEHMS.

3. WccnepoBatens u couccriegoBatenn [OOIDKHbl ObiTb  O3HAKOMIEHbl C
pesynstataMM  LOOKIMHUYECKOTrO MCCNEAoBaHMS  NIEKapCTBEHHOIO CPeacTBa,
coaepxawmmmcs B 6poluope nccnegoBartens, NPOeKToM NPOoToKora KIMHUYECKOro
NCcneaoBaHNsl NEeKapCTBEHHOro npenapata AN MeAULMHCKOro MNpUMEHEeHUs,
pa3paboTaHHbIM  pa3paboTUMKOM  FleKapCTBEHHOMO npenapata WM UHbIM
IOPUONYECKMM NULIOM, MPUBMEKAEMbIM K OpraHu3auuv NpoBeAeHUsa KIMHUYECKOro
NCcneaoBaHNsl NEKapCTBEHHOro npenapaTta Aans MeOULMHCKOro MPUMEHEHUs, U
APYrMMN MaTepuranamm Takoro nccnegoBaHus.

3_1. PykoBoauTernb MegULMHCKOW OpraHn3auum B CPOK, He NpeBbILLaLWLMN Tpex
pabounx OHeNn CcOo [OHS Hayana npoBedeHUst KIMHUYECKOro WUCCredoBaHus
nekapcTBEHHOro npenaparta ans MeguuMHCKOro NpUMEHeHUs!, coobLLaeT o6 3Tom B
YMNONMHOMOYEHHbIN  (pefiepalribHbI  OpraH  UCMONHUTENbHOW BracTW, BblAaBLUMN
paspelleHre Ha NpoBefEeHNE TaKoro UCCredoBaHus, No YCTaHOBIIEHHOW UM doopme
(4acTb gononHUTenbHO BkMoveHa ¢ 1 aHBapa 2011 roga PenepanbHbiM 3aKOHOM
oT 29 Hoa6psa 2010 roga N 313-93).

4. OpraHusauunn, OCYLLUECTBNSIOLME OpraHM3auuio npoBeaeHust KIMHUYECKOro
nccrnegoBaHNa NEeKapCTBEHHOrO npernapara Ansg MeguuMHCKOro MpUMEHEHNA U
yKasaHHble B YacTn 3 ctaTtbu 38 HacToswero denepanbHOro 3akoHa, B cCllyyae
HeoB6X0OMMOCTU BHECEHUSA U3MEHEHUA B MPOTOKOS KMMHUYECKOrO UCcregoBaHUS
NeKkapCTBEHHOro npenapaTta Ans MeauuMHCKOro NnpumMeHeHust coobwarot 06 3Tom B
YMNONMHOMOYEHHbIN  (pefiepalribHbI  OpraH UCMONHUTENTbHOW BracTW, BblAaBLUMN
paspelleHre Ha NpoBefeHNE Takoro UCCredoBaHus, No YCTaHOBIIEHHOW UM doopme
(4acTb gononHeHa ¢ 26 okTsa6pa 2010 roga PegepanbHbiM 3akoHOM OT 11 oKTAOpA
2010 roga N 271-93.

4 1. dopma coobLleHMss O BHECEHUN WU3MEHEHUM B MNPOTOKOSN KIMHUYECKOro
nccregoBaHNs  NekapCTBEHHOro npenaparta  gnsg  MeguuMHCKOro  MpUMeEHeHUd
O0JSPKHa codepXaThb criefyolme CBeaeHus:

1) HaumeHoBaHVe, WOEHTUPUKALMOHHBLIA HOMEp W garta  npoToKona
KIMMHUYECKOro uccrnenoBaHns;

2) [ara BHECEHUS N3MEHEHUN B NPOTOKOJ1 KITIMHNYECKOIro nccriegoBaHunA,
3) HanMmeHoBaHne N MeCTO HaxXoXXOeHUA 3aABUTESA;

4) HanMeHOBaHue opraHusauum, NnpuBIie4eHHON pa3paboTymkom
NekapCTBEHHOro npenaparta K oOpraHu3auuMmM  npoBefeHUs  KIIMHUYECKOro
nccrnegoBaHns (Npy HanUYmK);
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5) HaMMeHOBaHMSA 1 MeCcTa HaxoXaeHUs1 MeAULNMHCKUX OpraHn3auni, B KOTOPbIX
NPOBOAMTCS KNMHUYECKOE UCCNEAOBaHUE,;

6) AaTa BblAayn paspelleHusl Ha NpoBeaeHne KIMMHUYECKOro UCCReqoBaHusa U
HOMEp 3TOro paspeLleHUs;

7) U3MEHEHUs1, BHOCUMbIE B NMPOTOKOS KITMHUYECKOrO UCCreoBaHus.
(YacTtb 4_1 pononHutenbHO BKItodeHa ¢ 26 okTabps 2010 roga PegepansHbiv
3akoHoM oT 11 okTsa6ps 2010 roga N 271-$3)

5. B cpok, He npeBbllwalowmn Tpuauatn paboymx OHEW CO AHSA MOydYeHud
yKasaHHOro B 4acTm 4 HacTosiwen cTaTbM CoobLWEeHus, YnOrIHOMOYEHHbIN
doegepanbHbI OpraH UCMOMHUTENBHOM BRAcTM paccMaTpuBaeT 3TO coobuleHne B
YCTAHOBJIEHHOM MM MNOpsiAKe U NPUHMMAaeT pelleHMe O BHECEHUU U3MEHEHUN B
NPOTOKOST  KIMHWYECKONO UCCreaoBaHWA  JIeKapCTBEHHOro npenaparta Aans
MEAULNHCKOro NPUMEHEHUST UM 00 OTKase BO BHECEHUWN TaKuUX M3MeHeHUW. [Npn
PacCMOTPEHNN COOBLLEHNS O HEOBXOOMMOCTU BHECEHUS U3MEHEHUA B MPOTOKOJ
KIMMHUYECKOINO WCCeOoBaHUA JIEKapCTBEHHOIO npenaparta Ansg MeguuMHCKOro
NPUMEHEHUST B LENSX OLEHKM ODOOCHOBAHHOCTM npeanaraeMbiX WU3MEHEHUA W
onpenesieHna CTeneHn pucka Ans MnauneHToB, MpUHMMaKrWMX YyvacTue B
KITMHUYECKUX  UCCregoBaHusX,  YNONHOMOYEHHbIM  dpefepanbHbIM - OpraHoMm
MCMNOSTHUTESNTbHOW BIaCTU MOIYT NPUBIIEKaTbCH 3KCMNEepThbl COBETA MO 3TUKE.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 mwona 2015 roga PenepanbHbIiM
3akoHOM OT 22 aekabpsa 2014 rona N 429-93.

6. KnnHnyeckoe nccregoBaHue nekapCcTBEHHONO npenapara and MmeanunHCKoro
NPUMEHEHUSI MOXET ObITb MPUOCTAHOBIIEHO UMK NPEeKpaLLeHo, eCnin B NpoLecce ero
nposeaeHns obHapyxeHa onacHOCTb ASA XU3HW, 300pOBbSA NaumeHToB. B cnyyvae
BO3HMKHOBEHUS OMacHOCTU AONS XU3HW, 300POBbS MauueHTa, y4dacTBYHOLLEro B
KIMMHMYECKOM UCCreaoBaHUM JeKapCTBEHHOrO npenapara And MeguuMHCKOro
NPUMEHEHUsI, uccnegoBaTenM  00s3aHbl  npovHdopMupoBaTtb 06  9TOM
pykoBoauTeENs MEeOWLMHCKOM oOpraHuM3auuMM W OpraHu3auuio,  nostyuYmBLLYHO
paspeLleHne ynosTHOMOYEHHOIo (pefiepasibHOro opraHa UCMONHUTENBHOM BiacTu Ha
opraHuMsauuio  npoBedeHUs1  KIMMHUYECKOro  UccriegoBaHnd  NieKapCTBEHHOro
npenapara. PeweHne 0O nMPUOCTAHOBIIEHUN  KIMMHUYECKOro  UCCIiedoBaHus
NIEKapPCTBEHHOrO npenapata Ansgd  MeOUUMHCKONO MNPUMEHEHUS  MNPUHUMaoT
pyKoOBOOMTEMNb MEOULMHCKOW opraHmsauum n (Mnm) opraHusaumsi, nonyyvmeLUas
paspeLleHre ynosTHOMOYEHHOro (pefiepasibHOro opraHa UCMONHUTENBHOM BiacTu Ha
opraHMsauuio  NnpoBedeHUst  KIMHUYECKOro  UccriegoBaHWa  NeKapCTBEHHOIO
npenapara ana MeauLUHCKOro MNPUMEHEHUS, pPeLLeHMe O MpeKpalleHUn Takoro
nccnenosaHug npuHUMaeT YMNOSTHOMOYEHHbI N doeaeparnbHbIf opraH
MCMNOSMHUTENbHOM BfaCTU Ha OCHOBaHMM COOBOLIEHNA B MUCbMEHHOW dhopMme
pyKkoBOAUTENS MEOMUMHCKOM OpraHu3auunm wnim opraHusauus, rnosyymeLuag
paspeLleHne ynosTHOMOYEHHOro (pefiepasibHOro opraHa UCMONHUTENBHOM BiacTu Ha
opraHuMsauuio  npoBedeHUst  KIMMHUYECKOro  UccregoBaHnd  NeKapCTBEHHOIo
npenapara 4na MeguLMHCKOro NpUMeEHEHMS.
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7. B cpok, He npeBblaWmin nNATU pabounmx OHEW CO AHA 3aBepLieHus],
NPUOCTaHOBIIEHUS nnm npekpaLeHns KITMHUYECKOro nccrnenoBaHus
nekapcTBEHHOro npenapaTa 4ns MeguunHCKOro npumMeHeHns, coobuieHme o6 aTom
HanpaBdeTca opraHnsaunaMu, yKasaHHbIMM B 4acTu 3 cTatbu 38 HACTOALLEro
denepanbHOro 3akoHa, B YNOSIHOMOYEHHbIN doeaeparibHbI OpraH UCNOSTHUTESNTbHOW
BJ1AaCTU NO YCTAHOBJIEHHOM UM (hopMeE.

8. ®dopma coobleHNa O 3aBepLUeHUWN, MPUOCTAHOBIIEHUM UMK MpeKpaLleHum
KITMHUYECKOro MCCrefoBaHUs fieKapCTBEHHOrO npenapata Ans MeguuUHCKOro
NPUMEHEHNS AOSPKHA coaepxaTb:

1) HpopmaL Mo 0 MEAULMHCKOWN OpraHn3aumm unm MeauuMHCKMX opraHnsaumsix,
NPOBOAUBLUNX OAHHOE UCCIIed0BaHME;

2) onncaHne OaHHOro UCCreaoBaHus;

3) mOaHHble wuccnepoBatens (damunus, wMMsA, OTYECTBO, MeCTO paboThl,
3aHMMaemMasli [OOSPKHOCTb, CheumanbHOCTb, CTaX paboTbl MO nporpaMmam
KITMHUYECKUX UCCNeaoBaHUN NEKaPCTBEHHbBIX NpenapaToB, nepeyeHb KIMHUYECKNX
nccrnegoBaHnn NEKapCTBEHHbLIX MpenapaToB, B KOTOPbIX OH MpuMHMMan y4vactue
(nepuoabl yd4acTus) B KadyecTBe uccriegoBatens unm couccriegosatens) (MyHKT
aornornHeH ¢ 26 oktadbpsa 2010 roga PenepanbHbiM 3akoHOM OT 11 okTabpsa 2010
roga N 271-93;

4) pesynbTaT OaHHOrO UCCrenoBaHus (3aBeplUeHne, MPUOCTaHOBIIEHNE WA
NnpekpaweHue LaHHOrO MCCredoBaHUs C yKasaHMeM WX MPUYMH U BIUSIHUSA Ha
OLEHKY €ero pesyrnbTaToB, OOLLy0 OLIEHKY pucka M Oxugaemon nosb3bl OT
NPUMEHEHUS nccriegyemoro NeKapCcTBEHHOro npenapara, a Takxe
npegnosiaraeMble ganbHenWmne encTems).
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8 1. Tllpn BbiIABNeHUM deaeparbHbiM  OpPraHoM UCMONHUTESNTbHOW  BIiacTH,
OCYLLECTBSIAIOWLMM (DYHKLMW MO KOHTPOSKO M HaA30py B cdepe 34paBoOOXpaHEHMS,
HapyweHUn npaBwST Haamnexawen KIMHUYECKOM MNpakTUKU Mpu  npoBeLeHun
KITMHUYECKOro UCCrefoBaHUs fieKapCTBEHHOMO npenapara, BIIMAIOLWMX Ha MOSHOTY
n (MM) [OCTOBEPHOCTb [OaHHOMO KIMHMYECKOro WCCredoBaHust, YKasaHHbIN
doegeparnbHbIA OpraH UCMOSHUTENBHOM BflaCTM MNpUOCTaHaBIMBAET nNpoBeaeHne
AaHHOIo KIMHMYECKOro MCCreaoBaHUs U BbIHOCUT MEOMULMHCKOM OpraHu3auuuv, B
KOTOPOW NPOBOAUTCSA AaHHOE KIMHWUYECKOE WccredoBaHune, npeanucaHne ob
YCTPaAHEHUN BbIABSIEHHbIX HapyweHun. [lpyu  HeycTpaHeHuu  MeOULMHCKOMN
opraHusaunen BbISBfIEHHbIX HAPYLWEHWW B YCTAHOBIIEHHbLIA B MpeanMcaHum Cpok
YyKasaHHbIM (pefieparibHbI OpraH UCMOSTHUTESNTbHOW BAacTU MPUHUMAET peLleHne o
NpekpaweHun npoBeLeHNA  KIMMHWYECKOrO  UCCIedOBaHUA  JIeKapCTBEHHOro
npenapara W HanpasnseT B defeparbHbiA OpraH WCMONHUTENbLHOM BracTw,
OCYLLECTBIAIOWMIA  PyHKUMM MO BbipaboTke W peanusauum rocygapcTBEHHON
NOSIMTUKM U HOPMAaTMBHO-NPaABOBOMY PErynMpoBaHnio B cdepe 34paBOOXpaHEHNS,
3aKnoYeHne O BbISIBIIEHUM MPU MPOBEAEHUN JaHHOIO KITMHUYECKOro UCCreaoBaHus
HapyLweHWU NpaBuST Haanexawen KIMHUYECKON NPaKTUKN OS89 NPUHATUA peLLeHnd
06 OTMeHe paspelleHnsi Ha OopraHM3auunio NPOBEAEHUA [aHHOMO KIIMHUYECKOro
nccrnegoBaHnss C AaTbl MPUHATUA PELLEHUA O MNPUOCTAHOBIIEHUM NpPOBeLEeHNd
KITMHUYECKOro uccrieoBaHna fiekapcTBEHHOro npenapara.

(YacTb gononHuTenbHo BkItodeHa ¢ 1 nmons 2015 roga PegepansHbiM 3akOHOM
oT 22 pekabpa 2014 roga N 429-03; B pegoakuun, BBeOAEHHOW B OeNCTBUE
denepasnbHbiM 3akoHoM OT 13 miona 2015 rona N 241-93.

9.  YnornHoOMoO4YeHHbI  begeparnbHblii  OpraH  UCMOSHUTENBbHOW  BracTu
onyobrMKOBbLIBAET M pasMellaeT Ha cBoeM odmumanbHOM canTte B ceTu "UHTepHeT"
coobLleHe O 3aBepLleHUKn, NPUOCTAHOBIIEHUN UMK MNPEKPALLEHNN KITMHUYECKOro
nccregoBaHNs JieKapCTBEHHOIO rnpenaparta gnsgd MeauuMHCKOro npuMeHeHus B
CPOK, He npeBblalWmn nNATU paboymx OHEW CO [OHA ero nosiydeHusi, B
YCTaAHOBJIEHHOM UM MOpsKe.

10.  YnornHoMoO4yeHHbIn doefeparnbHbiA - OpraH  UCMONHUTESNTbHOW  BracTu
OCyLleCTBNAET BedeHWe peecTpa uccrnegoBartenen, nNpoBOAALMX UMK
NPOBOOMBLUMX KIMMHUYECKME WCCIedOBaHUA IeKapCTBEHHbIX MpenapaTtoB OJid
MEAULMHCKOro NpUMeHeHus, B COOTBETCTBUM C YTBEPXOEHHBIMU UM NpasuriaMm mn
pasmelaeTr ero Ha cBoeM odwmuuansHoM caute B cetu "HTepHeT" B
YCTAHOBJIEHHOM UM TMOpsAKe. YKasaHHblM peecTp COoaepXUT WHdopmMaumio,
NPeayCMOTPEHHYIO MYHKTOM 3 YacTu 8 HacTOsALLEN CTaTbMW.
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11. OTyeT O pesynbTatax KAMHUYECKOrO WUCCenoBaHUsS JlekapCTBEHHOMO
npenapara Ang MegULMHCKOrO TMPUMEHEHUA COCTaBIiAeTCA  opraHusaumen,
yKazaHHoW B YacTu 3 ctatbk 38 HacToswero PeneparnbHOro 3akoHa, Ha OCHOBaHUU
3aKMOYEHUN MEOULUMHCKUX OpraHmMsauun, npoBOAMBLUMX 3TO WUCCredoBaHue, Wt
npeacTaBndeTca B YNOSIHOMOYEHHbIN hefepanbHbIi OpraH  UCMOSHUTENBbHON
BJflacTW, BblAaBLIMW pa3peLleHne Ha npoBedeHne 3TOro UccrefoBaHnd, B CPOK, He
NPEBbILLALWLMA TPEX MECALEB CO OHS €ero 3aBepLleHus, NPUOCTAHOBMEHUA W
NpekpalwieHnsi, B MOpsiAKe, YCTAHOBMEHHOM YMNOSHOMOYEHHbIM dheaeparbHbIM
OpraHOM UCMOMHUTENBbHOW BAacTMW.

12. HapyweHne npaBun Hagnexaien KrnMHUYecKkon NpakTukuy, danscudmkaumns
pe3yrnbTatoB KIMMHUYECKOrO UCCriefOoBaHUA JeKapCTBEHHOro Mpenapara Aans
MeLULIMHCKOro NpUMEHEHUS BieKyT 3a CODOM OTBETCTBEHHOCTbL B COOTBETCTBUMN C
3akoHopaTtenscTBoM Poccunrckon degepavmn.

(HYactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropa
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-93.

13. [pn npoBeageHNN KIIMHNYECKOrO UCCreaoBaHNA fiekapCTBEHHOIO rnpenapara
ANs MeQULIMHCKOro NpUMEHEHUsT JonyckaeTcs 3abop y naumeHToB B1onormieckmx
MaTepuarnoB (06pa3sLbl OUONOrMYEecKNX XMOKOCTEN, TKAHEN, CEKPETOB M NPOAYKTOB
XU3HEeLEeATENbHOCTU YernoBeka, (M3NoorMyeckmnx U naTonorm4yeckmnx BblAeNeHnn,
Ma3KoB, COCKODOB, CMbIBOB, MUKPOOPraHNM3MOB, BUOMNCUMHBLIA MaTepuan) ans mx
nsydeHna B Poccumnckon Pepepaumm u (um) 3a npegenamy  Poccuinckon
denepaumn.

(Yactb B pepakumm, BBegeHHom B pencteue ¢ 1 wmona 2015 ropa
dPenepanbHbIM 3akoHOM 0T 22 aekabpsa 2014 rona N 429-93.

14. lopspok BBO3a B Poccunckyr degepaunio M BbiBO3a 3a npegernsl
Poccuinckon  depepaumm  BUMOMOMMHECKUX  MaTepuarnoB, MNOSIyYEHHbIX  MNpwU
NpPoOBEeOEHUN KITMHMYECKOrO0 WUCCIedoBaHMUS JEKaApCTBEHHOro npenapara Aans
MEOULMHCKOrO nNpUMEHeHns, YycTaHaesnmBaetcda [lpaButensctBoM Poccumnckon
denepauun.

(Hactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropa
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

KommeHTapumn Kk ctaTtbe 40

Ctatbsa 41. JloroBop 0 npoBeAeHUU KITMHUYECKOro
nccneanoBaHUsA fieKapCTBEHHOroO nNpenapara Ans
MeAULMHCKOro NpMMeHeHUs
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1. KnMHnyeckoe nccnegoBaHvue nekapcTBEHHOro npenapara Ans MeauLMHCKOro
NPUMEHEHNs TMPOBOAUTCS B COOTBETCTBUMM C [OrOBOPOM O MNpoBeaeHun
KNMMHUYECKOro UCCReaoBaHUs NeKapCTBEHHOro npenapata Ans MeauLMHCKOro
NPUMEHEHMS, 3aKMOYaeMbiM MeXxdy opraHu3aunen, Mony4YMBLUEN pas3peLleHne
YNONHOMOYEHHOIrO  dpeiepanbHOro  opraHa  MCMONHUTENbHOM  BRacTM  Ha
opraHu3aL Mo NPOBeAEeHNss Takoro UCCeaoBaHns, U MeaULMHCKOW opraHu3alunen,
OCYLLECTBNSIOLLEN NPOBeAeHNe Takoro UCCeaoBaHus.

2. ﬂ,OFOBOp O nposegeHnn KIrimHM4ecKoro wuccrneagoBaHnda JrekapcTtBeHHOro
npenapara anda meguumnHCKoro rnpuMmeHeHnd gornkeH coaepXatb:

1) yCroBMS1 1 CPOKM NPOBEAEHNSI aHHOIO UCCeaoBaHus;

2) onpegeneHve oObWen CTOMMOCTW MNPOrpaMMbl JAHHOMO WUCCIeQOBaHUA C
yKasaHnem CyMMbl, MpedHasHadallwencs Ana  BbinfaTt  UccregoBaTensawm,
couccrnenoBaTensam;

3) onpeaerneHne popmbl NpeacTaBlieHNst pe3ynbTaToB AaHHOMo MccrnenoBaHus
B YNOSIHOMOYEHHbIN (hefieparibHbIN OpraH UCMNOSTHUTENTbHOW BIIaCcTMW.
KommeHTapum Kk ctaTtbe 41

CtaTtbsa 42. PnHaHcoBOe obecneyeHue KNMHNYECKOro
uccrnenoBaHUA NeKapCcTBEHHOro npenaparta ansd
MeAULMHCKOro npumMeHeHus

dunHaHcoBOe obecnevyeHne KIMHUYECKOro uccrneaoBaHus JlIeKapCTBEHHOIoO
npenapara anqa meanunHCKoro rnpuMeHeHnA OCyLeCTBIIAETCA 3a CHET.

1) cpeacTs denepanbHoro 61oaXxeTa;

2) cCpeacTB  opraHusauui, MOMyYMBLUMX pas3pelleHrMe Ha  opraHuMsauuio
npoBefeHNss JaHHOro MUCCneaoBaHus, B COOTBETCTBMM C YCIOBUSIMW LOroBopa o
ero nposeneHuu;

3) WHbIX He 3anpelleHHbIX 3akoHogaTtenbcTBoM Poccunckon dPeaepaumu
NCTOYHNKOB.
KommeHTapumn K ctaTtbe 42

CrtaTtbs 43. [lpaBa nauMeHTOB, y4aCcTBYHOLINX B
KIIMHNYEeCKOM UccregoBaHUM NeKapCTBEHHOro npenapara
Ans MeAULUMHCKOro npuMeHeHus

1. YvyacTue naumeHToB B KIIMHMYECKOM WCCriedoBaHUN J1IeKapCTBEHHOIoO
npenapara anda meguumnHCKoro rnpuMeHeHnAa ABrdeTCcA ﬂOGpOBOJ’IbeIM.
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2. MaymneHT nnm ero 3aKoHHbIN NpeacTaBUTENb A0SMKEH ObITb NHOPMUPOBAH B
NMCbMEHHOU hOpME:

1) 0 nNekapCcTBEHHOM npenapate Ans MeaULMHCKOro NMPUMEHEHUST N CYLLUHOCTU
KIMMHUYECKOro NCCNeaoBaHnsi 3TOro NekapCTBEHHOro npenapara;

2) o 6esonacHOCTM JieKapCTBEHHOro npenapata Ana  MeauuLMHCKOro
NpUMEHEHUs, ero oxugaemon 3PPEKTUBHOCTM U CTEMNEHN pUCKa AN NaUUeHTa;

3) o0 ycnoBusx y4acTus naumeHTa B  KIMHUYECKOM  WUCCIieaoBaHuu
nekapcTBEHHOro npenapaTta A MeauUMHCKOro NPUMEHEHUS;

4) O uemmm unnm uendax m npogormkUTENbHOCTU KIMMHUYECKOro uccriegoBaHus
JIEKapCTBEHHOIO npernapara aJda MmeguumnHCKoro rnpuMeHeHu4,

5) 0 OencTBMAX naumeHTa B cryvyae HenpeaBuaeHHbIX 3GPeKTOB BIMSHUA
NeKapCTBEHHOro rnpenapara Ansg MeguuuHCKOro NnpUMEHEHUS Ha COCTOSIHWE ero
3[0pOBbS;

6) 06 ycrnoBuax 06513aTenbHOro CTpaxoBaHUs XN3HN, 300POBbSA NALMEHTa;

7) O rapaHTudax KOHq)I/ID,eHLI,VIaJ'IbHOCTVI yd4actna naudmneHta B KIMMHU4YEeCKOM
nccrnegoBaHmn nekapCcTBeHHOro rnpenapara and MmeamuymHCKoOro npyuuMeHeHu.

3. [obpoBonbHoe corrnacue nauneHta Ha ydactme B KITMHUYECKOM
nccrnegoBaHMM  NEKapCTBEHHOro npenapara Ansg MeaguuMHCKOro  NMpUMEHEHUs
noaTBEpPXKOAETCH €ro NoANUCHI0 UM NOAMNUCHLID €ro 3aKOHHOro NPeACcTaBUTENSA Ha
MHPOPMAaLIMOHHOM FNIUCTKE NauneHTa.

4. [MauneHT mnm ero 3akoHHbIN NpeacTaBUTENbL MMEET MpaBO OTKasaTbCs OT
ydacTma B  KIMHWYECKOM UCCIedOBaHUW JNEKaApCTBEHHOro npenapara  Aans
MEAULNHCKOro NpUMeHeHust Ha Nobon cTagum NpoBeAEHUS Takoro UccreaoBaHus.



5. [NpoBeneHne KIIMHUYECKOro UccrieqoBaHns NekapCTBEHHOro npernapara ans
MEOULMHCKOrO MNPUMEHEHUST C YydacTMeM B KayeCcTBe MauMeHTOB [JeTen
AOMycKaeTcs TOMbKO C corfacuss B MNUCbMEHHOM dopme UX poauTenen,
ycbiHOBUTENen. [etn Moryt paccmaTpuBaTbCAd B KadecTBe MNOTeHUWarbHbIX
NaLMEeHTOB TaKOro UccrnegoBaHud, TOMbKO ecnn ero nposeneHne Heobxoanmo ans
YKpEnmneHns 300poBbsa AeTer U NpodmMnakTUKM MHAPEKLMOHHBLIX 3aboreBaHnii B
AETCKOM BO3pacTe NMBOo ecnun uenbio Takoro UccreaoBaHns sSBnsieTcsa nonyvyeHme
AaHHbIX O HaUny4LWwen JO3UPOBKe NieKapCTBEHHOMO npenapara AN neyveHns geTen.
B aTux cnyyasix TakoMy MCCredoBaHUIO LOSPKHO NpeawecTBOBaTh KIMMHUYECKOE
nccriegoBaHe JieKapCTBEHHOro rnpenaparta gng MeguuMHCKOro npUMEHEHUs Ha
COBEPLUEHHONETHNX rpaxkgaHax, 3a MWCKIMIOYEHWEM CryvaeB, ecliv UCCresyembln
NeKapCTBEHHbIW npenapat Ang  MeOUUUMHCKOTO MPUMEHEHUA npegHasHayeH
NCKITFOYUTENBHO A5 UCMOSb30BaHNS HECOBEPLLEHHOSIETHUMU rpaXgaHaMMU.

(HacTb B pepakuuu, BBedeHHOWM B pgenctBue c¢ 22 Hosibpa 2014 ropa
denepanbHbIM 3aKoHOM OT 22 okTA6ps 2014 roga N 313-93.

6. 3ar|peUJ,aeTC;| nposegeHne KrimHNM4ecKkoro uccrneagoBaHund rnekapcTtBeHHOro
npenapara anqa meanumnHCKoro npuMeHeHnd ¢ ydactnemM B Ka4ecTBe NnauymMeHTOB:

1) beTen-cupoT N aeTen, ocTaBlLMXca 6e3 nonevyeHns poaguTenemn;

2) XeHWuH B nepuvog OEepemMeHHOCTW, >XEeHWMH B nepuod  rpyaHoro
BCKapMIIMBaHWsl, 3a WCKIMIOYEHWEM CIy4YaeB, €CNM MNPOBOAMUTCH  KIIMHUYECKOoe
NCCneaoBaHMe neKapCTBEHHOrO npenaparta, npegHasHadeHHOro AnNsl yKasaHHbIX
YKEHLUMH, NpW YCIoBUN HEO6X0QMMOCTM NOyyYeHnst HdopMaLnmM ToNbKO BO BpeMs
NPOBEAEHMST COOTBETCTBYIOLLMX KIMUMHUYECKMX WCCReOoBaHUM U MPUHATUS BCEX
HeobX04MMbIX Mep MO UCKITIOYEHUIO pUCKa HAHECEHMS BPeda XEeHLWHe B nepuon
GepeMEHHOCTMH, XeHLLMHE B Nepuop, rpyaHOro BCKapMIMBaHus, nrnogy unm pebexky;

3) BOEHHOCHYyXalmX, 3a WCKMOYEHMEM CrydaeB MPOBEOEHUS KITMHUYECKOro
nccrnegoBaHNs NeKapcTBEHHOrO npenapara, chneumnansHo paspaboTaHHOro Ans
NMPUMEHEHUST B YCIIOBUSIX BOEHHbIX [OEeWCTBUN, Ype3BblY4anHbIX CUTyauun,
NPOOMNAaKTUKN N NievYeHnst 3aboneBaHnin U NopaXeHU, NosTlydeHHbIX B pesyrnbraTte
BO3OENCTBUA HEONaronpuaTHbIX XUMUYECKUX, Buonormyeckux, pagmaunoHHbIX
drakTopoB. KnMHn4eckoe nccnegoBaHme Takoro fiekapCTBEHHOro npenapaTta MoXeT
NpoBOOUTLCA C Yy4aCTMEM B KadeCcTBe MauMeHTOB BOEHHOCyXawmx, 3a
NCKIIOYEHNEM BOEHHOCTYKaLWMX, MPOXOAALMX BOEHHYH CIyxOy no npusbiBy, C
cobnogeHnem TpeboBaHui, YCTaHOBIEHHbIX HacToAwmM PefeparnbHbIM 3aKOHOM B
OTHOLLEHNN rPaXdaHCKUX N,

4) COTPYOHWUKOB NPaBOOXPaHUTENbHbLIX OPraHoB;

5) nuu, oTObIBaOWMX HaKasaHWe B MecTax NuweHna ceobofbl, a Takxe nuu,
HaXOOALLMXCS NMOA CTPaXen B CreACTBEHHbIX N30MATOpaXx.
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7. [onyckaeTcsa npoBefeHMNEe KIMHUYECKOro WCCreAoBaHUs JeKapCTBEHHOro
npenaparta Ansg MeOULMHCKOro MpPUMEHEHUd, npegHa3HayeHHoro Ans JievyeHud
ncuxmyeckmnx 3aboneBaHuin, C yvyacTMEM B KadecTBe MNaUMEHTOB Iy, C
NCUXNYECKMMN 3aboneBaHNAMM, MNPU3HAHHbIX HeLeecrnocobHbIMM B MOPSAKE,
YCTaAHOBJIEHHOM 3akoHodaTernbcTBoM Poccunckon ®depepaumn. KnvHuyeckoe
nccrieqoBaHe JieKapCTBEHHOIO rMpernapata B 3TOM Cliydae MnpoBOAUTCH MNpu
HanMM4MM cornacus B NMUCbMEHHOW (popMe 3aKOHHbIX MpeacTaBuUTeNen yKasaHHbIX
.

KommeHTapum k ctatbe 43

CtaTbs 44. Ob65A3aTesnibHOe CTpaxoBaHMe XU3HU, 340POBbLA
naumeHTa, y4yacTBYyHOLEro B KMMHUNYECKOM UCCrneaoBaHuUmn
rleKapCTBEHHOro npenaparta A4nst MeQULUMHCKOro
NnPUMeHeHUs

1. OpraHusauusi, nNonyvmBLUAs paspelleHne Ha opraHusaumilo npoBeneHus
KITMHUYECKOro MCCrefoBaHUs feKapCTBEHHOrO npenapata Ans MeguuUHCKOro
NpUMeHeHns, 06s3aHa B KayeCcTBe CTpaxoBaTens CTpaxoBaTb PUCK MPUHUHEHUS
Bpeda XM3HW, 300pPOBbH0 MNauMeHTa B pesyrbrTaTte NpoBeaeHUs! KITMHUYECKOro
nccnegoBaHnsl NeKapCTBEHHOrO npenaparta Ans MeguMUMHCKOrOo MpUMMEHEHMs 3a
CBOW CYET NMyTEeM 3aKroyeHns goroBopa 06s3aTenbHOro CTpaxoBaHus.

2. O6bekToM 065a3aTENBHOMO CTPaxoBaHWS ABNSETCH UMYLLECTBEHHbIN NHTEPEC
NauueHTa, CBSA3aHHbIM C MNPUYMHEHMEM Bpeda €ero XWU3HW WM 340pOBbi0 B
pe3ynbTaTe NpoBeaeHUs KIMHUYECKOro NccrnenoBaHus NekapcTBEHHOrO npenapara
ANs MeAULMHCKOro NPUMEHEHWS.

3. CTpaxoBbiM criy4aeM Mo [0roBopy 0653aTenbHOro CTpaxoBaHUs SBMAETCS
CMepTb NauueHTa UM yxyalleHne ero 340poBbs, B TOM YMCHE BrieKkyllee 3a coboi
YCTaHOBINEHWE WHBanNMOHOCTU, MPW  HarMyuM MPUYNHHO-CIIEACTBEHHON CBSA3U
MEXIOy HacTynneHWeM 3TOro COObITUS UM ydacTMeM NauueHTa B KIIMHUYECKOM
“CccneaoBaHUM NekapcTBEHHOro npenapara.

4. TpeboBaHMA O BO3MELUEHUM Bpeda, MPUYUHEHHOTO XMW3HW WU 300POBbIO
naumeHTa, NpeabsaBnsAloTCA B TeYEHNE CPOKOB MCKOBOW 4aBHOCTU, YCTAHOBIEHHbIX
rpaXKgaHCKUM 3aKOHO4ATENbCTBOM.

5. Pasmep cTpaxoBoW BbiMmaTbl MO AOroBOpPYy 00s13aTenbHOro CTpaxoBaHUS
COCTaBnsieT:

1) B crnydae cMepTv NaumeHTa ABa MUITIMOHA pybnen Ha Kaxgoro nauueHTa,
y4acTBOBABLLEIO B KIIMHNYECKOM MCCeqoBaHMM NekapCTBEHHOrO npenapara;

2) Npuv yxyaLWeHUN 300pOBbs NaUMeHTa:
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a) nosriekLeM 3a cobol ycTaHOBIEHNE MHBaNMAHOCTY | rpynnbl, OAUH MUIIMOH
NATbCOT ThbiCAY pybrer Ha Kaxamoro nauueHTa, y4acTBOBaBLUErO B KIMHUYECKOM
MccneaoBaHUM NekapcTBEHHOrO npenapara;

6) noenekLwem 3a cobon ycTaHOBNEHE NHBaNMAHOCTY Il rpynnbl, OAWMH MUMIMOH
pybnem Ha Kaxgoro nauuneHTa, y4acTBOBaBLUENO B KIIMHMYECKOM UCCliegoBaHUM
rneKapcTBEeHHOro npenapara;

B) noBsrekwemM 3a cobon ycTaHoBneHue wuHsanugHoctu Il rpynnbl, nAaTbCOT
ThiICAY pybrie Ha Kaxdoro naumeHTa, Yy4acTBOBaBLUErO B KIMHUYECKOM
nccnegoBaHUM neKkapcTBEHHOro npenapara;

) He nosriekwem 3a coboKr YyCTaHOBMEHUA UHBANMOHOCTK, He Bornee Yem TpucTta
TbiCAY pybrien Ha Kaxgoro naumeHTa, YydacTBOBaBLUENO B KIMHUYECKOM
nccregoBaHMM NekapcTBEHHOMO npenaparta, UCXoas U3 HOPMaTUBOB, OTPaXKaroLLMX
XapakTep U cTeneHb MOBPEXOEHUS 300pOBbA, a Takke hakTUYECKU NMOHECEHHbIX
NaLMEeHTOM pPacxXOdoB, Bbl3BaHHbLIX MOBPEXOEHMEM 300POBbS, HA MEOULMHCKYHO
NoMoLLb, NprobpeTeHne NekapCTBEHHbIX NpenapaTos.

(MognyHKT B pepakuun, BBegeHHon B pgencteue ¢ 1 umona 2015 ropa
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

6. Yactb ytpatuna cuny ¢ 1 mona 2015 roga - PenepasrnbHbii 3aKOH OT 22
nekabps 2014 roga N 429-93. .

7. Cpok goroBopa 00sa3aTenbHOro CTpaxoBaHUS HE MOXET ObiTb MeHee, Yem
CPOK NPOBEeAEHUS KITMHNYECKOro UCCneaoBaHNa nekapCTBEHHOrO npenapara.

8. YcnoBusi goroBopa 00sa3aTenbHOro CTpaxoBaHUs, B TOM YUCIE CTpPaxoBble
Tapudbl Mo obA3aTeNlbHOMY CTpaxoBaHWUIO, NepevyeHb HeoBXOOAMMbIX LOKYMEHTOB
A5 OCYLLECTBIIEHUSI CTPaxX0BOW BbINaThl, MOPSLOK YCTAHOBIIEHUS CTpaxoBaTenem
NHAMBUOYANbHOIO NOEeHTUNKaLMOHHOIO Koga naumeHTa, nopsiaoK
MHPOPMMPOBAHNS CTpaxoBaTesieM CTPaxoBLWKa O NPUBIIEYEHHbIX K KITMHUYECKOMY
NCCredoBaHMIO JEKAPCTBEHHOro npenaparta ansg MeguUMHCKOro MNpUMEHEHUS
nauyumeHTax, nopsagoK ynratbl CTpPaxoBOM MpeMun, MNOpsgoK — peanusauum
onpenerieHHbIX HacTtoaumm deneparnbHbiM 3aKOHOM U ApyruMu doeaeparbHbIMU
3aKOHamMmn npaB W 004A3aHHOCTEM CTOPOH MO [OroBopy 06s3aTensHOro
CTpaxoBaHMA, a TakKXe HOopMaTuBbl, OTpaxallme Xxapaktep W CTeneHb
NOBPEXOEHMS 3[0PO0BbS, YCTAHABIIMBAKOTCS TUMNOBLIMU NMpaBuiaMmm 06a3aTenbHOro
CTpaxoBaHus.

(HYactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropa
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.
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9. B cnyyae npuunHeHVMst Bpeda KM3HM MauMeHTa, YydacTBOBaBLUEMO B
KNMMHUYECKOM nccnegoBaHnm NEKapCTBEHHOIo npenapara,
BblrogonpuobpeTaTensaMm no OoroBopy ob6s3aTenbHOro CTpaxoBaHus SBMSOTCS
rpakgaHe, MMeOLLME NpaBo Ha BO3MELLEHVE Bpeaa B Cliy4ae CMepTu KopMurbLa B
COOTBETCTBMM C TrpaXgaHCKMM 3aKOHOOATENbCTBOM, MpPU OTCYTCTBMM TaKKX
rpakgaH - PoOAWUTENW, Cynpyr, AeTM YMepLUero nauuneHTa, y4yacTBOBaBLUErO B
KNMMHMYECKOM MCCReaoBaHMM FeKapCcTBEHHOro MnpernapaTta, B Clydyae CMepTu
nauMeHTa, Yy4acTBOBaBLUErO B KIMHUYECKOM WCCReAOBaHUM NEKapCTBEHHOo
npenapaTta U He UMEBLLIErO CaMOCTOSATENBHOMO A0X0Aa, - MPpaXKaaHe, Ha WKONBEHUN
KOTOPbIX OH HaxoOurcsi, B OTHOLUEHMN BO3MELLEHUS pacxodoB Ha norpebeHue
nauMeHTa, Yy4acTBOBaBLLUErO B KIMHUYECKOM WCCReAOoBaHUM NEKapCTBEHHOo
npenapara, - MU0, MOHECLLIEE TaKMe pacxoabl.

10. CtpaxoBasi Bbinyiata B CYET BO3MELLEHMSI Bpeda, MPUYUHEHHOTO >KU3HU
nauuneHTa, y4acTBOBaBLUErO B KIMHMYECKOM WCCIEAOBaHUM NeKapCTBEHHOro
npenaparta, pacnpegenseTcs Mexay BbirogonpuobpetarensmMmy nponopLmoHansHO
NX KONMMYECTBY B PaBHbIX JONSIX.

11. Tlpn HacTynneHuM CTpaxoBOro criyyasd nauueHT, y4acTBOBasBLMA B
KITMHUYECKOM MCCreqoBaHUM NeKapCTBEHHOMO npenapara, BblrogornpuobpeTtartesb
BNpaBe NpeabsiBUTb HEMOCPEACTBEHHO CTPaxXOBLLMKY TpeboBaHMe O BO3MELLEHUU
npuymMHeHHoro Bpeda. CTpaxoBas BbiMfiaTa OCYLECTBISETCA CTPaxXOBLUMKOM B
TeyeHne Tpuauatnm OHEW CO OHS NpeacTaBrfieHUss HeOOXOAUMbBIX [OKYMEHTOB.
[MaumeHT, y4acTBOBaBLUMMA B KIMHWYECKOM UWCCIIE0OBaHUM  NeKapCTBEHHOro
npenapaTta, unn Bbirogonpuobpetatens 0065A3aH CoOOWMTL CTPaxXOBLLMKY ONS
OCYLLECTBJIEHNA CTPAXOBOM BbINfaTbl UHOMBUOYANbHBIN NOEHTU(MKALMOHHLINA KO
NauueHTa, YCTaHOBJIEHHbIN CTpaxoBaTefieM B COOTBETCTBUM C  TUMNOBbIMU
nNpasunamm oba3aTesibHOro CTpaxoBaHUS.

12. [Jo nonHoro onpegeneHna pasmMepa noasiexallero BO3MELLEHUIO Bpea
CTPaxoBLWMK MO 3asBfieHMI0 MNauWeHTa, y4acTBOBaBLUEr0 B  K/IMHUYECKOM
nccregoBaHun NEKapCTBEHHOIO npenapara, nnm 3asiBrieHno
BblrogonpuobpeTatens BnpaBe OCYLECTBUTb YacTb CTPaxoBOW BbIMfaThl,
COOTBETCTBYHLLYIO 0aKTUYECKU onpeaesieHHON YacTu NPUYMHEHHOTO Bpeaa.

13. CtpaxoBasd BbinfiaTa B COOTBETCTBMM C [OOMOBOPOM 0OSA3aTENbHOro
CTpaxoBaHWA OCYLLUECTBNAETCA He3aBUCUMO OT BbIMiaT, MNpUYUTaOWMXCA MO
ApPYrMM Bugam CcTpaxoBaHuS.

14. He ponyckaetca y4acTve nauveHTa B [MPOBEAEHUU KIMHUYECKOro
nccregoBaHNs  NIEKApPCTBEHHOINO  npenapata npu OTCYTCTBMM  [O0roBopa
obsa3aTensLHOro cTpaxoBaHus.



15. KOHTpOnb 3a UCNorHeHMeM opraHusaumen, MnosiydmBLIEN paspeLLeHne Ha
opraHuMsauuio  npoBedeHUs  KIMHUYECKOro  UccriegoBaHUd  NieKapCTBEHHOro
npenaparta Ansg MeauuMHCKOro npuUMeHeHNd, YCTaHOBIIEHHON HaCTOSLLEN CTaTben
0643aHHOCTM MO 06s3aTeNbHOMY CTPaxOBaHUIO >XU3HW, 300POBbSA MaUMEHTa,
y4acTBYyOLLEro (y4acTBOBaBLUENO) B KIMMHUYECKOM UCCIie40BaHUN JIEKapCTBEHHOIO
npenapata, OCYLUECTBNAETCHA  YMNOSIHOMOYEHHbIM  begeparnbHbiM  OpraHoMm
MCMNOSIHUTENMBbHOW BrAacTW, BblAaBLUMM pa3pelleHne Ha npoBedeHuE KITMHUYECKUX
nccrnegoBaH NieKapCTBEHHbIX NpenapaTtoB 4ns MeaAnLUHCKOro NpuMeHeEHNS.

(Ctatba B pepakuun, BBegeHHoM B penctene ¢ 1 saHBapa 2011 roga
denepanbHbiM 3akoHOM 0T 29 Hoa6pa 2010 roaa N 313-P3.

KommeHTapumn K ctatbe 44

(naBa 8. [lpon3BoACTBO U MapKMpPOBKa
reKapCTBEeHHbIX cpeAacTB (cTaTtbu 45 - 46)

CtaTtbsa 45. [Ipon3BoacTBO NeKapCTBEHHbIX CPeAcTB

1. [lpon3BoAcCcTBO JEKAPCTBEHHLIX CPeACTB AO/MKHO COOTBETCTBOBATb
TpeboBaHMsIM NpaBui Haanexawen npon3Bo4CTBEHHOW NPaKTUKK, YTBEPXKOEHHbLIM
YMOSTHOMOYEHHbIM doeeparibHbIM OpraHOM UCMONHUTENbHOM BracTu. OcobeHHoCTH
nepexona npovsBoaCTBa OTAENbHbBIX JIEKAPCTBEHHbLIX CPEACTB K UX MPOM3BOACTBY
B COOTBETCTBUMM C TpeboBaHMsSIMXU MpaBuin Haanexawen nponsBoaCTBEHHOM
NpakTuUKKM ycTaHasrmBaloTcs [NpaButenscteom Poccuinckon ®Penepaumn. Boigada
3aK/IOYEHNN O COOTBETCTBUM  MNPOM3BOAUTENS  JIEKAPCTBEHHbLIX CPeacTB
TpeboBaHMsIM NpaBui Haaexawen Npon3Bo4CTBEHHOW NPaKTUKM OCYLLECTBISETCS
No pesyrbtartamM WMHCMNEKTUPOBaHUS MPOU3BOAUTENEN JIeKapCTBEHHbLIX CPeaAcTB B
nopsgke, ycrtaHosreHHoM [lpasButenbctBom Poccuimnckon Pepepauun. Pasmep
nfaTtbl 3a Bblgayy 3aKkio4YeHUs O COOTBETCTBMM MPOU3BOOUTENA JIeKapCTBEHHbIX
cpeacte TpeboBaHMAM MpaBun  Haanexalwlen npou3BOACTBEHHON MPaAKTUKK
ycTaHaBrmBaeTca  [lpaButenbctBom  Poccunckon  ®Pepepaumn.  lopsagok
opraHmsauum N rnpoBeAEHNA NHCMNEKTUPOBAHUS NPOM3BOAUTENEN NEeKapCTBEHHbIX
CpedcTB Ha COOTBETCTBME TpeboBaHNAM NpaBuIl Hagnexaluen Npon3BoacTBEHHON
NpaKkTUKM ycTaHaBnmBaeTcs [NpaButensctesom Poccumnckon ®enepavimu.

(Hactb B pepakuuu, BBedeHHoW B pencteme ¢ 25 umwoHa 2012 ropa
denepanbHbiM 3akoHOM OT 25 noHda 2012 roga N 93-93; B pegakunmn, BBEAEHHON B
aenctene ¢ 22 Hosabps 2014 roga PenepanbHbiM 3akoHOM OT 22 okTsabps 2014
roda N 313-®3; B pemakuuun, BBegeHHoum B genctBne ¢ 1 mona 2015 roga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.
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2. [lpom3BoacTBO JiekapCTBeHHbIX cpeactBs B Poccunckon denepauymn
OCYLLUECTBIISIETCA  MNPOU3BOAUTENSMN  JIEKApPCTBEHHbIX CPeaCcTB, UMEeKLWMn
NMUEH3NI0 Ha MNpPoOM3BOACTBO JleKapCTBEHHbIX cpeacTB. [loaTBepaeHue
COOTBETCTBUSA NULUEH3NATA NpaBuniaMm Hagnexalwlen npou3BoACTBEHHOM MPaKTUKK
OCYLUECTBISIETCA B paMKaxX JIMUEH3MOHHOMO KOHTPOMNss B COOTBETCTBUMM C
3akoHogartenscTBoMm Poccuimnckon denepaumm ¢ y4eToM 0CODEHHOCTEN, YKa3aHHbIX
B YacTun 1 HacTosILLEN CTaTbW.

(YacTb B pepakuuu, BBedeHHOW B pgenctBue c¢ 22 Hosibpa 2014 ropa
denepanbHbiM_3akoHOM 0T 22 okTsabpsa 2014 roga N 313-93; B pegakuumu,
BBeaeHHon B geunctBune ¢ 1 umwona 2015 roga PegepalbHbIM _3aKOHOM OT 22
nekabpsa 2014 rona N 429-93.

3. Mpon3BOACTBO NEKAPCTBEHHbIX CPEACTB OCYLLECTBIAETCS C CcOOnoaeHnem
TpeboBaHui MPOMBbILLIIEHHOIO pernameHTa, KOTOPbIN yTBEPXKOAETCS
pykoBOAUTENEM MPOM3BOAUTENSI NEeKapCTBEHHbIX CPEACTB W BKNoYaeT B cebs
nepeyeHb UCMOSb3yeMbIX bapMaLeBTUYECKMX CYOCTaHUUA M BCMoMoraTenbHbIX
BELLUECTB C YKa3aHMEM KONMYEeCTBa KaXOoro M3 HUX, AaHHble 06 MCMonb3yemMoMm
obopyaoBaHMK, OnMcaHWe TEXHOMOIMYECKOro npouecca U MeTO4OB KOHTPONsS Ha
BCEeX aTanax Npou3BoACcTBa NekapCTBEHHbIX CPeaCcTB.

4. [Mpwn npou3BoaCcTBE NeKapCTBEHHbIX cpeacTs MCNOSb3YKTCH
drapMaLeBTU4ECKNE CYDCTaHUMM, CBEOEHUA O KOTOpbIX codepxatcs B
rOCYJapCTBEHHOM _pEeecTpe  NEeKapCTBEHHbIX  CPeacTB, 3a  UCKIHOYEeHnem
drapmMaLeBTUYECKNX CYBCTaHL WA, NPOU3BOAMMBIX ANS NPOBEAEHUS KIMHUYECKNX
nccregoBaHni M ons akcnopta. K npoueccy npousBoacTBa (papmMaueBTUYeCcKom
cyOCTaHuMM  OTHOcATCS  nobble  cTaguMmM  TEXHOSMOMMYEcKoro  npouecca,
No3BONAOWLME MNONYYUTb FOTOBbIN MNPOAYKT, COOTBETCTBYOWMA TpeboBaHUAM
dpapmakonenHon cTaTtbW, B TOM 4UCIie repMeHTauus, SKCTPaKuuda, O4YUCTKA,
BblOeNieHne, nepekpucTanmsaums, BbiCylLMBaHNe, U3Mernb4YeHue.

(YacTb B pegakumu, BBegeHHou B aenctene ¢ 1 umwona 2015 roga PenepanbHbiM
3akoHomM oT 22 nekabpa 2014 roga N 429-93; B pegakuun, BBEAEHHOW B AeNCTBUE
c 28 pekabps 2019 roga PenepanbHbiM 3akoHoM oT 27 aekabps 2019 roga N 462-
3.
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4 1. lNepeyeHb nekapCcTBEHHbIX NpenapaToB AN MEAULNHCKOro NpUMEHEHUs, B
OTHOLLEHUN KOTOPLIX YCTaHaBfmMBarTCca TpeboBaHus K 06beMy Tapbl, yNakoBKe U
KOMMJIEKTHOCTW, MepevYeHb JIEKapCTBEHHbIX MpenapaTtoB AN BeTEepUHapHOro
NPUMEHEHNS, B OTHOLUEHUMW KOTOPbIX YyCTaHaBnumBatoTcs TpeboBaHWa K ob6bemy
Tapbl, a Takke TpeboBaHMA K OObeMy Tapbl, YNakOBKE W KOMMIIEKTHOCTU
NEKapCTBEHHbIX MpenapaTtoB AN MeOUUMHCKOrO NPUMEHEHUs, TpeboBaHUA K
obbeMy Tapbl JleKapCTBEHHbLIX NpenapaTtoB Afs BETEPUHAPHOIO NPUMEHEHUS
onpenenatTCcs COOTBETCTBYHOLLMMN YNOSTHOMOYEHHbLIMU dheaeparibHbIMU OpraHamu
MCMOMHUTENBHON  BfacTM B NOpsidke, ycTaHOBNEHHOM  [lpaBuUTENLCTBOM
Poccuinckon denepaumn.

(YacTb gononHuTenbHo BktodeHa ¢ 1 nmons 2015 roga PegepansHbiM 3aKOHOM
oT 22 pekabpa 2014 roga N 429-03; B peoakuun, BBeaeHHOM B gencTteme ¢ 15
aekabpsi 2015 rona PenepanbHbiM 3akoHoM OT 14 nekabps 2015 roga N 374-3.

4 2. OpraHusauumu, OCYLLUECTBNSAOWLME NPOU3BOACTBO (hapMaLeBTUYECKOM
cyOCTaHUMM cnupTa 9TUIIOBOro (dTaHona) Ana NpoMsBOACTBa CNMPTOCOAEPKaLLMX
nekapCcTBEHHbIX NpenapaToB, 0653aHbl OCYLIECTBIATL YY4ET U OeKrnapupoBaHne B
nopsiake, ycTaHOBMIEHHOM cTatbamu 8 u 14 denepanbHOro 3akoHa oT 22 HoA6ps
1995 rogpa N 171-®3 "O rocynapCTBEHHOM perynMpoBaHUM MpovM3BOACTBA U
obopoTa 3TUMOBOIrO CNupTa, ankorofbHOW U cnupTocoaepXallen NpoaykLmm u o6
orpaHnyeHnn noTpedneHns (pacnuTms) ankoroabHoOM NpoaykLmm'.

(YacTb pgononHuTenbHO BKMtodeHa ¢ 1 sHBaps 2017 roga PeneparnbHbIM
3akoHom oT 3 utonsa 2016 roga N 261-93)

4 3. NHomBmayaneHele  npegnpyHMMmaTten W lopuandeckue  nvua,
OCYLLUECTBIIAIOLME 3aKYrNKy W UCNoNb3oBaHue papmaueBTnyeckon cybcTaHuum
cnupTa 3TWUMNOBOro (dTaHomna), a TaKxe MNpPOM3BOACTBO, MU3rOTOBMEHWE W (Mnu)
0obopoT (3@  VWCKMOYEHMEM  PO3HUYHOM  MPOOaXW)  CNMPTOCOAEepXKaLmx
nekapcTBEHHbIX NpenapaToB, 0653aHbl OCYLLECTBIATb UX YY4ET U AeKapupoBaHue
B nopsiake, yCTaHOBMEHHOM cTaTbaMu 8 n 14 PenepanbHOro 3akoHa o1 22 HoAbps
1995 rogpa N 171-®3 "O rocynapCTBEHHOM perynMpoBaHUM NpovM3BOACTBA U
obopoTa 3TUMOBOIO CNupTa, ankorofbHOW U cnnpTocoaepXallen NpoaykLmm u o6
orpaHnYeHnn NnoTpebnenuns (pacnutuns) ankoronsHOM NPoayKLMn'",

(YacTb pgononHutTenbHO BKMtodeHa ¢ 1 saHBaps 2018 roga PeneparnbHbIM
3akoHoMm ot 29 utong 2017 roga N 278-93)

4 4. [lpn npousBoACTBE IEeKapCTBEHHbIX MpenapaTtoB OJiI9 BETepUHapHOro
NPUMEHEHUS [OMyCKaeTCA WCMOofb30BaHNE MNPOU3BELEHHbIX ONF peanusauum
drapMaLeBTUYECKNUX CYOCTaHUWMW, BKIMOYEHHbLIX B [OCYAapPCTBEHHLIM peecTp
NeKAaPCTBEHHbIX  CPEeACTB YMNOSTHOMOYEHHbIM degeparnbHbIM OpraHom
MCMNOSTHUTESNTbHOW BMacTW, OCYLLECTBIIAIOWMM BedeHWe rocy1apCTBEHHOro peecTpa
NeKapCTBEHHbIX CPeACTB A1 MeAULMHCKOro NPUMEHEHNS.

(YacTb pononHutensHo BkMoveHa ¢ 13 aerycta 2019 roga PenepanbHbiM
3akoHom ot 2 aBrycta 2019 roga N 297-03)

5. 3anpellaeTcs NpomM3BoOACTBO:
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1) NeKapCTBEHHbIX CPEeACTB, HE BKJMOYEHHbIX B rOCYOAPCTBEHHbLIV PEEcTp
NEKApPCTBEHHbIX _ CPEACTB, 3@  MCK/OYEHMEM  JIEKAPCTBEHHbIX  CPEeacTB,
NMPOM3BOANMBIX A8 MPOBEAEHMS KIMHUYECKUX UCCNEAOBAHMI N 4118 3KCMNOPTa;

2) hanbcmdmunpoBaHHbIX fIeKapCTBEHHbIX CPEACTB;

3) nekapcTBeHHbIX cpeacTB 6e3 nMueH3un Ha NPOU3BOACTBO JIEKAPCTBEHHbIX
CpencTs;

4) nexapCTBEHHbIX CPEACTB C HapyLLUEHMEM MPaBWi OpraHn3auumM nponsBoacTea
N KOHTPONS Ka4ecTBa NeKapCTBEHHbIX CPEACTB;

5) dhapmaueBTU4ecCKon cybcTaHuMM cnupta 3TWUMOBOrO (9TaHosma) Ha
TexHosrormdieckom  obopyaooBaHuM,  KOTOpPOE  He  3aperucTpupoBaHO  UIu
3aKOHCepPBUPOBaHO B coOTBETCTBUM ¢ PefeparnbHbiM 3aKOHOM OT 22 Hoa6psa 1995
roda N 171-®3 "O rocynapCTBEHHOM perynmpoBaHvv npou3soacTtsa M obopota
S9TUIOBOIO _CNUPTA, arnkoronbHOW W _CchnvpTocoepXallen npoaykumm n o6
orpaHu4eHun NoTpedbneHns (pacnuTms) ankorofbHOW NPoayKLUmKn".

(MyHKT gononHuTenbHO BKMoYeH ¢ 1 aHBapa 2018 roga PegepanbHbiM 3aKOHOM
o1 29 niona 2017 roga N 278-93)

6. [llpu BBOOE NEKAPCTBEHHbIX CPeACTB B  rpaxgaHCKuin  obopoT
YMNOSIHOMOYEHHOE JIMLO MPOU3BOOUTESNA NIEKAPCTBEHHbLIX CPEACTB OCYLLUECTBISAET
noaTBeEpXKOEHME  COOTBETCTBUSI  NEKApCTBEHHbIX  cpeacTB  TpeboBaHUsAM,
YCTAHOBJSIEHHbIM MPU WX TOCYOAPCTBEHHOM perucTpauuu, v rapaHTupyeT, 4To
NeKapCTBEHHblIE cpeacTBa NPoM3BeAeHbl B COOTBETCTBMM C TpeboBaHNAMU NpaBusi
Haarexawlen Npon3BoaCTBEHHOM MPAKTUKN.

(Hactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropga
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

7. YNONMHOMOYEHHbIM §MLUOM MPOM3BOAUTENS JIEKAPCTBEHHbIX CPEeacTB
ABnseTca ero paboTHMK, aTTeCcToOBaHHbIA B YCTAHOBMEHHOM YMNOSIHOMOYEHHbLIM
doegeparnbHbIM  OpraHOM UCMOSHUTENBHOM BriaCTU MoOpagKe U MMEKLWMW CTax
paboTbl He MeHee 4YeM NATL NleT B obracTm npous3BoacTBa M (MNM) KOHTPOIA
KayecTBa JleKapCTBEHHbIX CPeAcCTB, Bbicllee obpa3oBaHWE COOTBETCTBEHHO MO
OOQHOW U3 cneuuwansHocTen W (ANK) OAHOMY W3 HanpasfieHUA MOLrOTOBKM:
BGronorna, GUoTexHonorMsi, BeETepuHapusi, BETEPUHAPHO-CaAHUTApPHas 3KCNepTusa,
KIMMHM4YecKass MeguunHa, paguaumnoHHas, xmmmdeckass n buonornyeckast 3awmra,
drapmauus, pyHgameHTanbHas MeauunHa, XmMmmieckast TEXHOMOMS, XMMUSL,

(YacTb B pepakuun, BBeAeHHOWM B pJenctBue ¢ 22 Hos6psa 2014 ropa
denepanbHbIM_3akoHOM OT 22 okTsabpsa 2014 roga N 313-93; B pegakuuu,
BBegeHHon B geuncteue ¢ 13 asrycta 2019 roga PenepanbHbiM _3aKOHOM OT 2
aBrycta 2019 roga N 297-93.
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8. [ponsBoauTENM  NIEKApCTBEHHbIX  CPeacTB (3@ UCKIOYEHMEM
dapmaueBTudeckon  cybcTaHuMM  crnvpTa  3TWUMOBOrO  (3TaHona)  MoryT
OCYLIECTBIMATbL NPOAaXy JIeKapCTBEHHbIX CpPeacTB WM nepedaBatb WX B
YCTaHOBJIEHHOM 3aKoHogartennlbcTBoM Poccunckon denepaunm nopsgke:

(AbG3ay B pepakuun, BBeaeHHon B pencteue ¢ 1 sgHBapa 2018 ropa
denepasnbHbiM 3akoHOM OT 29 miona 2017 rona N 278-93.

1) OpyrMM nNpOV3BOAUTENSM JeKapCTBEHHbIX CpeacTB [Afs Npou3BoacTBa
NeKapCTBEHHbIX CPeaCTB;

2) opraHmn3aLusiMm ONTOBOW TOPrOBIN NEKAapCTBEHHbIMU CpeacTBaMK;

3) antevyHbiM OopraHm3auusam, BeTepUuHapHbIM anTte4vYHbiM OpraHn3auundam,
nHamnsmnayalribHblM npeanpuHnUMaTesisam, MMELLIMM JIMLUEH3UIO Ha
q)apmaueBqueCKym OeATerNIbHOCTb nin JIMUEeH3nto Ha MeaANUNHCKYHO
OeATEeJIbHOCTb;

4) Hay4HO-UccregoBaTeNbCKUM opraHusaumnsam ans Hay4HO-
nccriegoBaTenibCKkon paboThl;

5) MegMUMHCKNM OpraHu3aumnsam 1 BeTEpUHapPHLIM OpraHu3auunsam;

6) opraHusaumsiM N MHAnBMAYarbHbLIM NpeanpuHUMaTENaM, OCYLLECTBIIAOLLMM
pasBedeHne, BblpalumBaHne N coaepkaHne XMUBOTHbIX (3a UCKIOYEHMEM MPOaaXxu
nm papMaLeBTUYECKNX CYDOCTaHLUIA N UX nepegayn).

(MyHKT B pepakuuu, BBegeHHon B genctBue ¢ 13 asrycta 2019 ropga
denepanbHbiM 3akoHOM OT 2 asrycta 2019 roga N 297-93.

9. [pousBogutenu dapmMaueBTU4YeCcKon cybcTaHuum cnupTa STUIIOBOro
(3TaHona) obsa3aHbl OCYLWECTBMATbL peanu3auumo (nepegady B yCTaHOBEHHOM
3akoHogartensctBoMm Poccuinckon depepaumm nopsigke)  hapmaueBTMYeCcKon
cyOCTaHuMM cnupTta 3TUMNOBOrO (3TaHOMa) MPOM3BOAUTENAM JleKapCTBEHHbIX
cpencTtB Ans NPOM3BOACTBA flEKapCTBEHHbIX CPEeACTB B €MKOCTAX 06beMOM He
bonee 1 nutpa n (Unn) He meHee 1000 nUTpoB, a opraHu3aumsiM, yKasaHHbIM B
NyHKTaX 2-6 YacTu 8 HacTosLLEN cTaTbn, B Tape o0beMomM He B6ornee 1 nuTpa.

(YacTb pgononHutTenbHO BKMtodeHa ¢ 1 saHBaps 2018 roga PepeparnbHbIM
3akoHoM ot 29 utong 2017 roga N 278-93)

KommeHTapum k ctatbe 45

Ctatbsa 46. MapkupoBKa neKapCTBeHHbIX CPeAcTB

1. ﬂeKapCTBeHHble npenapartbl, 3a UCKIMOYEHNEM JIEKapPCTBEHHbLIX MNpenaparTtos,
M3roToBJIEHHLIX  anTeé4YHbiMK  OpraHn3auundamMu, BeTepuHapHbiM1n  anTevYHblMU
opraHn3auunamun, nHaneunayarnbHbIMU npegnpuHUMmartendaMmm, nMerollimMn MU eH3nko
Ha q)apmaueBqueCKym AeATENIbHOCTb, AOJPKHbI MOCTYNAaThb B 06pau4eH|/|e, ecnn:
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1) Ha WX NEepBMYHOM YMNaKOBKe (3a WCKIHOYEHVMEM MEePBUYHON YNaKOBKU
NEKapCTBEHHbIX PaCTUTENbHbLIX MNPenapaTtoB) XOPOLWO YUTAeEMbIM LWPUAGTOM Ha
PYCCKOM  A3blke  YyKasaHbl HaMMEHOBaHME  JleKapCTBEHHOro  npenapara
(MexgyHapogHoe HenaTeHTOBaHHOE, UIu rpynnMpoOBOYHOE, UM XMMUYECKOE, UM
TOproesoe HavMeHOBaHue), HOMeEp cepuu, nata BbInycka (ans
NMMYHOBMOSOrMYECKMX feKapCTBEHHbIX NpenapaToB), CPOK rogHOCTU, LO3UPOBKA
NN KOHUEHTpauunsi, 06beM, aKkTUBHOCTb B eAuHULAX OENCTBUS UM KONUYECTBO
A03,;

(MyHKT B pepakumn, BBeAeHHOW B pAenctBne ¢ 26 oktabpsa 2010 roga
denepanbHbiM_3akoHOM OT 11 okTabpsa 2010 roga N 271-93; B pegakuumu,
BBeaeHHon B geunctBune ¢ 1 umwona 2015 ropa PenepanbHbIM _3aKOHOM OT 22
nekabps 2014 rona N 429-93.

2) Ha UX BTOPUYHOM (MOTPEOUTENBCKON) YyNaKoBKE XOPOLLO YUTaEMbIM LLPUETOM
Ha pPYCCKOM $3blke YyKasaHbl HauMMeEHOBaHWE JIeKapCTBEHHOMO npenapara
(MexxgyHapogHOe HernaTeHTOBaHHOe, WK rpynnupoBOYHOE, WM XMMUYECKoe U
TOProBOE HaMMEHOBaHWHA), HaMMeHOBaHMEe NPOU3BOAMUTENS  JIEKAapCTBEHHOIO
npenapata, HoOMep cepun, paTta BbiNycka (409  UMMYHOBMONMOrMYEeCKmX
NeKapCTBEHHbIX MpenapaTtoB), HOMEP PEerncTpaLMoHHOrO YO4OCTOBEPEHUS, CPOK
rOAHOCTW, CNocob nMpPUMEHEHUs, AO03MPOBKA WM KOHUEHTpauusi, obbem,
aKTMBHOCTb B eAuHUUax [OenucTBus fmMbo KOMM4ecTBO [J03 B YNakoBKe,
neKkapcTBEHHas dopma, yCroBusi OTNycCKa, yCrioBUsl XpaHeHus,
npeaynpeguTenbHble Hagnncu.

(MyHKT B pepakuun, BBeAeHHOW B pOenctBue ¢ 26 oktabpsa 2010 roga
denepanbHbiM_3akoHOM OT 11 okTabpsa 2010 roga N 271-®3; B pegakuumu,
BBeaeHHon B geunctBune ¢ 1 umwona 2015 ropa PenepalnbHbIM _3aKOHOM OT 22
nekabpsa 2014 rona N 429-93.

2. GapmavueBTnyeckmne cybcTaHumMmM OOSKHLI NocTynaTbh B obpalleHre, ecnm Ha
NX NEPBUYHON YNaKOBKE XOPOLLO YUTaEMbIM LLUPUGTOM Ha PYCCKOM $S3blKe YKa3aHbl
HanMeHoBaHue doapmaLeBTUHECKON cybcTaHumm (MexgyHapogHoe
HenaTeHTOBaHHOe, WM PYNMNUPOBOYHOE, WM XMMWYECKOe U TOProBoe
HaMMeHOBaHKs1), HaMMEHOBaHWe npoussoanTena dapmaueBTudeckon cybcTaHumn,
HOMEp cepum W [OaTa MU3roTOBSIEHWUS, KONMMYECTBO B YMNakOBKE W  e4UHWULbI
N3MEPEHNA KONMYECTBAa, CPOK rOAHOCTU U YCITOBUSI XPaHEHUS.

(HYactb B pepakumn, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropga
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-93.

3. JlekapcTBeHHble cpeacTBa B KayeCTBE CbIBOPOTOK [OOIPKHbI MOCTynaTb B
obpalleHne ¢ yKasaHWeM XMBOTHOrO, U3 KPOBM, NMna3Mbl KPOBM, OPraHOB U TKaHen
KOTOPOro OHM MOJSTy4€EHbI.
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4. Ha BTOpuYHylO (NOTPEOUTENBLCKYKD) YNAKOBKY JIEKApCTBEHHbIX CPencTs,
NOSTydEeHHbIX M3 KPOBMW, MfiasMbl KPOBW, OPraHOB W TKaHEW 4erioBeka, OO0IpkHa
HaHOCUTbCA Hagnucb: "AHTuTena k BUY-1, BUY-2, k Bupycy renatuta C u
NOBEPXHOCTHbLIN aHTUreH BMpyca renatuta B otcyTcTeyoT".

5. Ha nepBuYHylO ynakoBKy UM BTOPWUYHYK (NOTPEOUTENbCKY) YNakoBKY
pagnoapMaLeBTUYECKUX EeKapCTBEHHbIX CPeACTB AOSMKeH HaHOCUTbLCHA 3HaK
pagnaLoHHOM OMNAaCHOCTMW.

6. Ha BTOpuyHylo  (NOTPEOUTENbLCKYID)  YMakoBKy  roMeonaTn4eckux
NeKapCTBEHHbIX NpenapaTtoB 4OSPkHA HAHOCUTbLCS Haanueb: "lromeonaTuyeckun®.

7. Ha BTOprYHy0 (NOTPEBUTENLCKYD) YNakoBKY feKapCTBEHHbIX pacTUTESbHbIX
npenapaTtoB AOIPkHA HAHOCUTbLCA Hagnuch: "Mpogykuma npouwia paguauiOHHbIN
KOHTpPOITb".

8. Ha nepBu4yHyt0 ynakoBKy (ecrm Onsi 3TOro CyWecTBYEeT TexHUYeckas
BO3MOXHOCTb) W BTOPUYHYIO (MOTPEBUTENbCKY) YNaKoBKY JleKapCTBEHHbIX
npenapaTtoB, MpeAHasHaA4YeHHbIX AONd KIMHWYECKUX UCCcregoBaHW,  O0IDKHA
HaHOCUTbCA HagNuch: "[Ona KNMHMYEeCcKnx nccnegoBaHnin'.

(Hactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 roga
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

9. YnakoBKa neKkapCTBEHHbIX CpeacTB, NpeaHa3HauYeHHbIX UCKMIYUTENbHO Ans
3KCnopTa, MapKMpyeTcs B COOTBETCTBUU C TpeboBaHUAMN CTpaHbI-MMNopTepa.

10. Ha TpaHCnopTHYto Tapy, KoTopasa He npefHasHayeHa ansa notpedbutenen n B
KOTOPYI MOMELLEHO JIeKapCTBEHHOE CPeaCTBO, LOSPKHA HAHOCUTLCA MHGOPMaLUA
O HaMMeHOBaHWW, Cepun NeKapCTBEHHOrO CpPeacTBa, aTe BbINycKa, KonmdecTse
BTOPUYHBIX  (NOTPeOUTENbCKMX)  YNakoOBOK  JleKapCTBEHHOrO  CpPedcTBa,
npomnsBoguTernie JNeKapCTBEHHONO CpeAcTBa C  yKa3aHMeM HaMMEeHOBaHuS W
MECTOHaXOXOEeHNA MNPOU3BOAUTENSA JleKapCTBEHHOro cpeacrtea (agpec, B TOM
4yucrie cTpaHa u (Mnm) MecTo NPOM3BOACTBA NEKapCTBEHHOIO CPeAcTBa), a Takxke O
CPOKe TOAHOCTWU feKapCTBEHHOro cpeactBsa M 06 yCroBUSIX €ro XpaHeHust u
nepeBo3kn, Heobxoaumble npeaynpeauTerbHble Haanucu U MaHUNyNATOpPHbIE
3HaKMW.

11. Ha nepBu4YHY0 YNakoBKY W BTOPUYHYKO (MOTPEOUTENBLCKYI) YNakoBKY
NeKapCTBEHHbIX CPeACTB AN BEeTEepPUHaApPHOro MNMpPUMEHEHUS [OOoShkHa HaHOCUTLCS
Hagnuce: "[na BeTepuHapHOro npumMeHeHus".

12. Ha BTOpWYHYIO (MOTPeOUTENbCKYI0) YNakoBKY NEeKapCTBEHHOro npenapaTa
HAHOCUTCS LUTPUXOBOWN KOL,.
KommeHTapum k ctatbe 46

(naBa 9. BBO3 nekapcTtBeHHbIX CPeACTB B
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Poccuuckyro ®epepaumnio n BbiBO3
reKapCcTBeHHbIX cpencTtB n3 Poccnnuckon
Pepepaunu

(HanmeHoBaHve rmaBbl B pegakuuun, BBeOeHHOM B gencteue ¢ 7 sHeapsa 2012 roga
denepanbHbIM 3aKOHOM OT 6 aekadbpa 2011 roga N 409-93.

Ctatbsa 47. [lopanok BBO3a NeKapCTBEHHbIX CPeACTB B
Poccumnckyro Pepgepaumnio n BbiBO3a JieKapCTBEHHbIX
cpeactB n3 Poccunckonm degepayummn

(HanmeHoBaHve B pepakuun, BBedeHHOM B Aenctsue ¢ 7 gaHBaps 2012 roga
denepanbHbIM 3aKOHOM OT 6 aekadbpa 2011 roga N 409-93.

1. BBO3 nekapcTBeHHbIX cpeacTts B Poccunckyro denepaumio OCyLLECTBSAETCS
B nopsagke, ycTtaHoBrieHHOM [lpaButensctBoMm Poccunckon denepauunun, B
COOTBETCTBUN C TAMOXXEHHbIM 3aKOHOAATENTbCTBOM TaMOXEHHOro Colo3a B pamKax
EBpA33C (ganee - TaMOXeHHbIN COO3) U (MNK) 3aKoHOZaTeNLCTBOM Poccumnckom
depepaumm 0 TaMOXeHHOM derne.

(Hactb B pepakuumn, BBedeHHoW B pfenctBne ¢ 7 saHBaps 2012 ropga
denepanbHbiM 3akoHOM OT 6 Aekabpsa 2011 roga N 409-03.

2. BBosumble B Poccunckyro depepaunto nekapCTBEHHble CpeacTBa AOIMKHbI
coaepxaTbCA B rocyaapCTBEHHOM peecTpe NeKapCTBEHHbIX CPEACTB.

(Hactb B pepakumu, BBeAeHHOM B pfenctBne ¢ 7 saHBapa 2012 ropa
denepanbHbiM_3akoHoM OT 6 paekabpsa 2011 roga N 409-93; B pegakuuu,
BBeAeHHon B aencTteue ¢ 28 gekabps 2019 ropa PenepanbHbiM 3akOoHOM OT 27
nekabpsa 2019 rona N 462-93.
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3. Honyckaetca BB0O3 B Poccuickyio ®Pepepaumio KOHKpPETHOM MNapTum
3apernmcTpMpoOBaHHbIX U (MN1) He3aperMcTpUpPOBaHHbBIX JIEKapCTBEHHbLIX CPeACTB,
npegHasHa4YeHHbIX ONs NPOBEAEHUS KIMMHUYECKUX UCCNEAOoBaHUA NEKapCTBEHHbIX
npenapaTtoB, MPOBEOEHUSI  3KCMNEpPTU3bl  JIEKAPCTBEHHbIX  CpeacTtB  And
OCYLLUECTBIIEHNA roCy4apCTBEHHON perncTpaumm nekapCTBEHHbLIX NpenapaTtoB Un
ANsi OKaszaHUsi MeOMLMHCKOM MOMOLUM MO KU3HEHHbIM MOKa3aHUsIM KOHKPETHOro
NauueHTa Ha  OCHOBaHMM  paspelleHnsl,  BblAAHHOMO  YNOSIHOMOYEHHbIM
denepanbHbIM OpraHoM UCMNOSTHUTENBHOW BIAaCcTU MO 3asiBEHUAM JUL, YKa3aHHbIX
B cTaTbe 48 HacTodwero ®eneparbHOro 3akoHa. PaccMoTpeHne Takoro 3asiBfieHus!
N NPUHATME pPELUEHMSI O Bbldade pas3pelleHns Ha BBO3 KOHKPETHOM napTum
3apernmcTpMpoOBaHHbIX U (MN1) He3aperMcTpPUPOBaHHbBIX JTIEKapCTBEHHbLIX CPEeACTB,
npegHasHa4YeHHbIX ONs NPOBEAEHUS KIMMHUYECKUX UCCNEAOBaHUA NEKapCTBEHHbIX
npenapaTtoB, MNPOBEOEHUSI  3KCMNEpPTU3bl  JIEKAPCTBEHHbIX  CpeacTtB  And
OCYLLUECTBIIEHNSA roCy4apCTBEHHON perncTpaumm nekapCTBEHHbLIX NpenapaTtoB Unn
ANsi OKaszaHusi MeaMLMHCKOM MOMOLUM MO KU3HEHHbIM MOKa3aHUsIM KOHKPETHOro
nauueHTa nMbo o6 oTKase B BblAaye yKasaHHOro paspelLeHunss Npou3BOAATCS B
CPOK, He npeBbllWwalwmn nAaTM paboumx gHen. [nata 3a Bblgady YyKasaHHOMoO
paspeLlleHnsi He B3MaeTCs.

(Hactb B pepakuumn, BBedeHHoW B pfenctBne ¢ 7 saHBaps 2012 ropga
PenepanbHbiM 3akoHoM OT 6 nekabps 2011 roga N 409-93.

3_1. [Honyckaetca BB03 B Poccuinckyro denepaumnio KOHKPETHOW NapTum
He3aperncTpUpoBaHHbIX NeKapCTBEHHbIX npenapaTos, coaepaLumx
HapKOTMYEeCKMe cCcpeacTBa WM MCUXOTPOMHbIE  BewecTBa, B Nopsake,
ycTtaHoBrieHHoM [lpaButensctBom Poccuinckon denepauunun, Onsgd  okKasaHus
MEAULNHCKON MOMOLLM MO KU3HEHHbIM MOKa3aHMsIM KOHKPETHOro nauueHTa unm
rpynnbl NauMeHTOB B Crydae, €CciivM UMeeTcsa pelueHne BpavyebHonm Kommuccum
MeOMLMHCKOW opraHmn3aumnm o HeddPeKTUBHOCTM NITM HEBO3MOXXHOCTU NMPUMEHEHNS
Yy KOHKPETHOro naumeHTa UHbIX 3aperMcTpupoBaHHbIX EKapCTBEHHbIX NpenapaTos,
B TOM YuCre coaepXawmx apyrme OencTBylolme BewecTBa, U 0 HeobXxoamMMoCTu
BBO3a ONpeaeneHHoro Hes3aperncTpupoBaHHOMO JeKapCTBEHHOrO npenapaTta cC
yKasaHnem ero MexgyHapogHOro HenaTeHTOBaHHOMo (MM XUMUYECKOro, Wu
rpPynnMpPOBOYHOIO) HaMMeEHOBaHUS, (opMbl BblNycka W KonmyecTBa. [lepedveHb
3aboneBaHMM N COCTOAHUA W COOTBETCTBYHOLLMX JEKAPCTBEHHbIX MpenapaTos,
coaepXalmx HapKoTMYeCcKMe cpeacTBa U MNCUXOTPOMHbIE BEWecTBa, B Lensax
OCYLLUECTBIIEHNA MX BBO3a B COOTBETCTBMM C TpebOBaHMAMM HaCTOSILIEN 4acTu
yTBEPXKOAETCHA  YNOSIHOMOYEHHbIM  begepanbHbIM - OpraHoOM — UCMOSNHUTENBbHOW
BfacTu.

(YacTb gononHuTenbHo BkNoveHa ¢ 1 mapta 2020 roga PenepanbHbIM 3aKOHOM
oT 27 nekabpsa 2019 roga N 475-93, npumeHsaetca oo 31 gekabps 2023 roga)
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4. B Poccuinckyto depepaumio MOXHO BBO3WUTb JIeKapCTBEHHbIE CPeacTBa,
Ka4yeCTBO KOTOPbIX NOATBEPXKOEHO CEPTUMKATOM NPOM3BOANTENS NIEKaPCTBEHHbIX
CpeacTB, YOOCTOBEPSAKOLWMM COOTBETCTBME BBO3UMbIX JIEKAPCTBEHHbIX CPencTB
TpeboBaHnsiM  dbapMakonenHbix cTaTtem nmMbo B Ccrfiydae UX OTCYTCTBUSA
HOPMAaTMBHOW AOKYMEHTaLMUN UM HOPMAaTUBHOTO JOKYMEHTA.

(Hactb B pepakuumn, BBedeHHoW B pfenctBne ¢ 7 saHBaps 2012 ropga
PepnepanbHbIM 3aKoHOM OT 6 Aekabpa 2011 rona N 409-93.

5. 3anpewgaetca BB03 B Poccuickyto Penepaunto danbCUgULMpoBaHHbIX
NEKapCTBEHHbIX CpPeacTB, HeaoOpOKa4yeCTBEHHbIX JEKAPCTBEHHbLIX CPEeacTs,
KOHTpadbaKkTHbIX NEKapCTBEHHbIX CPeACTB.

(Hactb B pepakuumn, BBedeHHoOW B pfencteBne ¢ 7 saHBaps 2012 ropga
denepanbHbiM 3akoHOM OT 6 Aekabpsa 2011 roga N 409-03.

6. PanbcudmUnpoBaHHbIE NEKapCTBEHHbIE CpeacTBa, HegobpoKavyeCTBEHHbIE
NeKapCTBEHHble cpeacTBa Mnoasexar U3bATUIO U NOCHeayrLWweMyY YHUHTOXEHWUIO
um BbIBO3y U3 Poccuickon depnepaunn, KOHTpadpakTHble IeKapCTBEHHbIE
CpeacTBa - U3BATUIO N NOCTIeYIOLLEMY YHUHTOXEHUIO. YHUYTOXEHME NN BbIBO3 U3
Poccuickon ®depepaumm  dansCUmUMpPOBaHHbBIX  JIEKAPCTBEHHBIX  CPencTs,
He4o00poKa4yeCTBEHHbIX NIEKAPCTBEHHbIX CPEACTB, KOHTpPadiaKTHbIX NEKAPCTBEHHbIX
CpedCcTB OCYLECTBNAETCA 3a CYeT nmua, OCyLecTBMBLUEro mMx BBO3. [lopagok
YHUMTOXEHNSA  U3BATbIX  PanbCUPUUNPOBAHHBIX  JIEKAapCTBEHHbLIX  CPEeAcTB,
He400poKa4yeCTBEHHbIX NIEKAPCTBEHHbIX CPEACTB, KOHTpadiaKTHbIX NIEKAPCTBEHHbIX
cpencTs ycTtaHaBnmBaetcs [NpasutensctBom Poccunckon denepauunm.

(Hactb B pepakuun, BBedeHHoW B pfeunctBne ¢ 7 saHBaps 2012 ropga
PepeparnbHbIM 3aKkoHOM OT 6 Aekabpa 2011 roga N 409-93.

7. Jlnya, OCYLLECTBIIAIOLLME  BBO3 B Poccuinckyto  depepaunio
danbCcnnUmMpoBaHHbIX  NEKAPCTBEHHbIX  CPeacTB,  HegobpoKayeCTBEHHbIX
NEKapCTBEHHbIX CPeacTB, KOHTpadiaKTHbIX JeKapCTBEHHbIX CpPeacTB, HeCcyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TAMOXEHHbIM  3aKOHOOAaTerlbCTBOM
TamoxeHHoro corsa u (unm) 3akoHogatenscTtBoM Poccunckon depepaumm o
TaMOXeHHOM Aerne.

(Hactb B pepakuumn, BBedeHHoW B pfenctBne ¢ 7 saHBaps 2012 ropga
dPenepanbHbiM 3akoHOM OT 6 Aekabpsa 2011 roga N 409-03.

8. BbiBO3 nekapcTBeHHblX cpeactB  u3  Poccunckon — denepauyun
ocywecTBnseTca 6e3 npuUMeHeHUa OrpaHUYeHuin, YCTaHOBIIEHHbIX TaMOXEHHbLIM
3aKkoHoOaTeNbCTBOM  TaMOXeHHOro cow3a W (unM)  3akoHOo4aTeNbLCTBOM
Poccuickon Pepepaumm 0 rocygapCTBEHHOM pPerynvpoBaHUM BHELLUHETOProBOW
AeAaTenbHOCTH.

(Hactb B pepakumu, BBeAeHHOW B penctBne ¢ 7 aHBapa 2012 ropga
degepanbHbiM_3akoHoM OT 6 paekabpsa 2011 roga N 409-93; B pegakuumu,
BBeJeHHON B gencteme PegepanbHbiM 3akoHOM OT 25 Hoabpsa 2013 roga N 317-
d3; B pegakuuun, BeegeHHon B geunctene ¢ 1 umona 2015 roga PegepanbHbim
3akoHoM oT 22 fekabpsa 2014 roga N 429-93. - CM. npeablayLlyo pegakLnio)
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9. BBog B rpaxgaHckmi oBOpPOT  NeKapCTBEHHbLIX MpenapaTtoB  Ans
MEOULMHCKOrO  NpuMeHeHusi, BBe3eHHblX B  Poccuuckyo  Pepepauumio,
ocywlecTBnsieTca ¢ cobnogeHnem TpeboBaHWU, YCTAHOBMEHHbIX cTaTben 52 1
HacTosiero PenepanbHOro 3akoHa.

(YacTb gononHuTenbHO BKMtodeHa c¢ 29 Hosibpa 2019 roga PeneparnbHbIM
3akoHOM 0T 28 Hoabpsa 2018 rona N 449-93)

KommeHTapun Kk ctaTtbe 47

Ctatbs 48. Opuanyeckue nmua, KOTOpbIM pa3peLlueH BBO3
reKapcTBeHHbIX cpeacTtB B Poccuuckyro dengepauuto

(HanmeHoBaHve B pepakuun, BBedeHHOM B Aenctsue ¢ 7 gaHBaps 2012 roga
PenepanbHbiM 3akoHoOM OT 6 nekabps 2011 roga N 409-93.

IlekapcTtBeHHbIEe cpeacTBa B Poccurckyo denepaumio MOryT BBO3UTb:
(AG3ay B pepakuun, BBedeHHoW B penctBue ¢ 7 saHBapa 2012 ropga
PenepanbHbiM 3akoHoM OT 6 Aekabpsa 2011 roga N 409-93.

1) Npov3BOAUTENN JEKAPCTBEHHbLIX CPeacTB Ans  uenen CcOBCTBEHHOro
NPOM3BOACTBA JIEKapCTBEHHbLIX CPEACTB;

2) WHOCTpaHHble pa3paboTyMKN JeKapCTBEHHbIX CPeAcCTB M WMHOCTPaHHbIE
NPOV3BOAUTENMN FEKAPCTBEHHbIX CPEACTB WM Opyrve lopuaundeckue nuiua no
NOpy4yeHUI0  paspaboTyMka JIeKapCTBEHHOro cpeacTBa Ans  NPOBELEHUs
KIMMHUYECKMX  MUCCreQoBaHUW  JIEKapCTBEHHOINO  MpernapaTta, OCYLUECTBIIEHUS
rOCydapCTBEHHOM  permcTpauuMmM  feKapCTBEHHOro  npenaparta,  BKIIHOYEHUS
drapMaLeBTU4ECKON CYOCTaHUMM B roCy4apCTBEHHbIV PEeecTp JIeKapCTBEHHbIX
CPEencTB, KOHTPOSA KadecTBa NEeKapCTBEHHbIX CPEACTB MNPy HanM4mm paspeLueHus
YMNOMHOMOYEHHOrO  doefieparnibHOr0 OpraHa MCMOSIHUTENbHOM BflaCTU Ha BBO3
KOHKPETHOM NapTun NeKkapcTBEHHLIX CPEACTB;

3) opraHu3aL M1 ONTOBOW TOProBNM JieKapCTBEHHLIMW CPEACTBaMMU;

4) Hay4HO-uccrenoBaTenbCckmMe opraHnsauumu, obpasoBaTesbHble OpraHusauum
Bbicllero  obpasoBaHus, MNPOM3BOOAUTENN  NIEKAPCTBEHHbIX CpeacTB  And
pa3paboTku, nccrnegoBaHumn, KOHTponsa 6e3onacHoOCTK, KadecTBa, 3deKTUBHOCTH
NEKapCTBEHHbIX CPeAcTB  NPU  HanmMuum  paspeLleHnst  YnosIHOMOYEHHOIO
doegepansHOro opraHa UCNOSNTHUTENbHOW BriacTU;

(MyHKT B pepmakuun, BBedeHHoM B penctBue ¢ 1 ceHTabpa 2013 roga
denepanbHbiM 3akoHOM OT 2 nons 2013 rona N 185-03.
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5) MeauUMHCKME OpraHusauuu, MHble yKasaHHble B NyHKTax 1-4 HacToswen
CTaTbM oOpraHu3aumm nAnsg okasaHust MeOUUMHCKOM MNOMOWM MO  KU3HEHHbIM
NOKa3aHMUsIM KOHKPETHOro naumeHTa npu HarnMymm paspeLleHns YnosIHOMOYEHHOro
doegepanbHOro opraHa WCMOSMHUTENbHON BIlaCTUM Ha BBO3 KOHKPETHOW napTum
NeKapCTBEHHOro npenaparta, BblgaHHOMO B YCTAHOBIIEHHOM nopsgke B dopme
9NEeKTPOHHOrO0  [OOKYMEHTa, Mo4MUCaHHOIO  YCUIEHHOM  KBanvdmuupoBaHHOW
9NEKTPOHHON NOAMUCHIO.

(MyHKT B pepakuun, BBegeHHon B aenctBue PegepasnbHbiM 3aKOHOM OT 12
mapTta 2014 roga N 33-93.

6) rocyaapCTBEHHbIE YHUTaPHbIE NPEeANnPUATULA, UMYLLECTBO KOTOPbLIX HAXOAUTCS
B begepanbHoM cOOCTBEHHOCTW, onpegensieMmble [paButenscTBOM Poccumnckom
®epepaunn, B yactn BeBo3a B Poccuinckyto denepaumnio HesaperncTpupoBaHHbIX
NeKapCTBEHHbIX MpenapaToB, CoAepXawmx HapKoTU4ecKue cpenctea wnm
NCUXOTPONHbIE BELeCTBa, AN OKa3aHus MeOULUMHCKOM MOMOLLM MO KU3HEHHbIM
NOKa3aHWsIM KOHKPETHOro nauneHTa unm rpynnbl NaunMeHToB B COOTBETCTBUUN C
yacTbto 3_1 ctaTbn 47 HacTodwero PeneparnbHOro 3akoHa.

(MyHKT gononHuTensHO BkMoveH ¢ 1 mapta 2020 roga PeneparnbHbiM_3aKOHOM
o1 27 nekabpsa 2019 roga N 475-93, npumeHsetca oo 31 gekabpsa 2023 roga)

KommeHTapum Kk ctatbe 48

Ctatbsa 49. [loOKyMeHTbI, NpeAcTaBnsieMble B TAMOXEHHbIe
opraHbl Poccunckou Pepepaunu npm BBO3e
reKkapcTBeHHbIX cpeacTtB B Poccuuckyro denepauuto

(HanmeHoBaHve B pepakuun, BBedeHHOM B Aenctsue ¢ 7 gaHBaps 2012 roga
denepanbHbIM 3aKOHOM OT 6 aekadbpa 2011 roga N 409-93.

1. llpn BBO3e nekapCTBeHHbIX cpeactB B Poccuickyio denepaunio B
TamoXeHHble opraHbl Poccuickon ®epepaumm  Hapsgy € OOKYMEHTaMu,
NpeacTaBfieHNne KOTOPbIX MNPegyCMOTPEHO TaMOXEHHbIM 3aKoHOOaTeNbCTBOM
TamoxeHHoro cotsa u (unm) 3akoHogatenscTtBoM Poccunckon depepaumm o
TaMOXXeHHOM fere, NpeacTaBnalTCca cneayroume 4OKYMEHTbI:

(AG3ay B pepakuun, BBedeHHoW B penctBue ¢ 7 saHBapa 2012 ropga
denepanbHbIM 3aKOHOM OT 6 aekadbpa 2011 roga N 409-93.

1) cepTudmKkaT Npon3BOAUTENS JIEKAPCTBEHHOINO CpeacTBa, yO0CTOBEPSAHOLIMN
COOTBETCTBUE BBO3MMOro nekapcTBEHHOro cpencTtea TpeboBaHusM
drapmakornenMHon cTtatbn MO0 B Crlydae €ee OTCYTCTBMS  HOPMaTMBHOW
AOKYMEHTAaL, MM UM HOPMAaTUBHOIO JOKYMEHTA;

2) paspelleHne YMNOorIHOMOYEHHOro defeparnbHOro opraHa WUCMNOSHUTENbHON
BflaCTM Ha BBO3 KOHKPETHOW MapTUM JIeKapCTBEHHOro CpeacTBa B Cryyasix,
YCTaHOBJIEHHbIX YacTbto 3 cTaTbyh 47 HacTosLwero ®efepansHOro 3akoHa.
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2. [JOKyMeHTbl, yKadaHHble B NyHKTax 1 v 2 yactm 1 HacToswen cTaTbM,
NpeacTaBnATCA B TaMOXeHHble opraHbl Poccunckon degepauumm npu npubbiTum
neKkapCTBEHHbIX cpeacTB B Poccunckyto ®enepadmtio.

(Hactb B pepakuumn, BBedeHHoW B pfenctBne ¢ 7 saHBaps 2012 ropa
denepanbHbIM 3akoHOM OT 6 Aekabpsa 2011 roga N 409-03.

KommeHTapum k ctatbe 49

Ctatbsa 50. BBO3 nekapcTBeHHbIX NpenapaTtoB B
Poccumnckyro ®epgepaumnto ong siudHOro UCNofib30BaHUA U
MHbIX HEKOMMEPYeCKUX Lerieun, a Takxe ans
MCNONb30BaHUS HA TEPPUTOPUUN MeXAYHAPOOHOro
MeAULMHCKOro Krnacrtepa

(HanmeHoBaHve B pepakuun, BBegeHHOM B Aenctsue ¢ 7 gaHBaps 2012 roga
denepanbHbiM_3akoHoM oT 6 paekabpsa 2011 roga N 409-93; B pegakuuu,
BBegeHHon B gencteue ¢ 30 noHa 2015 roga PepepanbHbIM 3aKOHOM OT 29 MHOHSA
2015 roga N 160-93.

1. JlekapcTBeHHble npenapatbl MoOryT OblTb BBe3eHbl B Poccumrckyto
denepaunto 6e3 yyeta TpeboBaHMA, NPEAYCMOTPEHHbLIX YacTamn 1-4 ctatbun 47,
ctatbaMn 48 n 49 HacTosiwero deneparnbHOro 3akoHa, ecriv OHWU npegHasHaveHbl
ansa:

(AG3ay B pepakuun, BBedeHHoW B penctBue ¢ 7 saHBapa 2012 ropga
denepasnbHbIM 3akOHOM OT 6 Aekabpsa 2011 roga N 409-93.
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1) IMYHOro UCNONBb30BaHUSA M3NYECKMMU NMLLaMK, NPUBbIBLLMMK B POCCUICKYHO
®epepaunto. llpn sTtom BBO3 B Poccunckyto denepaumnio nekapCTBEHHbIX
npenapaToB, coAepxalwmx cunbHogencTsyloume u (Unn) sSOoBUTble BELLECTBA,
BKJTHOYEHHbIE COOTBETCTBEHHO B CMUCOK CUSTbHOOENCTBYIOLLMX BELWECTB ANA Lenen
YrorioBHOro 3akoHogaresisctBa Poccurckon Pefepaumm m B CMMCOK ALOBUTLIX
BELIeCTB [N Lerien YyrorioBHOro 3akoHogarternbcTBa Poccuickon denepauum,
yTBepxaeHHble [lpaButensctBom Poccumnckon depepaumm, OCyweCTBASETCA Npu
HanMMyYMM OOKYMEHTOB (3aBEPEHHbIX KOMUM AOKYMEHTOB UMM 3aBEPEHHbIX BbIMUCOK
M3 HWUX), MOATBEPXOALWMX Ha3Ha4YeHUe U3NYEeCKoMy J5mLy  YKasaHHbIX
NEeKapCTBEHHbIX nNpenapaTtoB (3a WCKMOYEHMEM JEKAPCTBEHHbLIX MpenapaTos,
3aperucTpmpoBaHHbix B Poccuinckon denepauunm n otnyckaembix B Poccuimnckom
denepaunmn 6e3 peuenta Ha nekapcTBeHHbIM npenapaT). [logTBepxaatoLume
OOKYMEHTbI (MX 3aBEpPEHHbIE KOMUW UM 3aBEPEHHLIE BbIMUCKN U3 HWUX) OOSMKHbI
cogepXaTtb CBeAeHWds O HaMMEHOBaHMM U KONMYEeCTBE  Ha3Ha4YeHHOoro
nekapcTBEHHOro npenapara. B cnyyae, ecnv nogreepxgarolme OOKYMEHTbI (KX
3aBEpeHHble KOMMM UMM 3aBEPEHHbIE BLIMUCKM W3 HUX) COCTaBfEHbl Ha
MHOCTPAHHOM $I3bIKE, K HUM MpuriaraeTcsl HoTapuarbHO 3aBepeHHbI NnepeBod Ha
PYCCKUM A3bIK;

(MyHKT B pepmakuun, BBegeHHOM B AenctBne ¢ 13 wmwoHa 2016 roga
denepanbHbIM 3akoHOM OT 2 uoHA 2016 roga N 163-93.

2)  MNCMOMb30BaHUA  paboTHMKaMM  OUNSIOMATUYECKOro  Kopryca — uMmu
NpeacTaBuUTENAMM  MEXOYHAPOAHbIX  OpraHu3auuni,  akKpeauToBaHHbIX B
Poccuinckon denepauum;

3) NeYyeHna NaccaxnpoB M YNEHOB 3KUMNaXen TPaHCNOPTHBIX CPeACTB, NOe34HbIX
Opuvrag v BoguTEnenW TPaHCMOPTHbIX CpPeacTB, MpuObIBLLUMX B Poccuimnckyto
denepaunio;

(MyHKT B pepakuun, BBeaeHHoOM B pJenctBue ¢ 7 qanBaps 2012 ropga
denepanbHbIM 3akoHOM OT 6 Aekabpa 2011 roga N 409-93.

4) neYeHuMsi  Y4aCTHUKOB  MeXOyHapoAHbIX  KYMbTYPHbIX,  CMOPTUBHbIX
MEpPONPUATUA U Y4aCTHUKOB MEXOYHapPOOHbIX 3KCNeanLni;

5) nevYeHns KOHKPETHbIX MMBOTHbIX B 300Mapkax, 3oocajax, Uuupkax,
okeaHapuymax, AenbmHapusx, eYeHUa OUKUX KMUBOTHbIX, MOCTOSIHHO WIn
BPEMEHHO Hacenawwmx Tepputoputo Poccuinckon dPepepaumm, HaxogsaWMXcsa B
COCTOSIHUM eCTecTBEHHOM cBOOOAbl M NpuHaanexawmx K BMaam, 3aHECEHHbIM B
KpacHyto kHury Poccunckon ®depepaumm n (Mnn) KpacHble KHUMM CYOBEKTOB
Poccuinckon depepaummn, a Takxke MXMBOTHbIX, BBO3UMbIX B Poccuinckyto
denepauuio 4ng y4actusi B CNOPTUBHBIX U 3PESTULLHBIX MEPONPUATUSAX;

(MyHKT B pepakuun, BBedeHHOM B pJenctBue ¢ 7 saHBaps 2012 ropga
denepanbHbiM_3akoHoM oT 6 paekabpsa 2011 roga N 409-93; B pegakuuu,
BBegeHHon B geuncteue ¢ 13 asrycta 2019 roga PenepanbHbiM 3aKOHOM OT 2
aBrycta 2019 roga N 297-93.
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6) MCNONb30BaHNS Ha TEPPUTOPUN MEXOYHAPOLHOro MEAULMHCKOrO KrnacTepa.
(MyHkT gononHuTenbHo BrtodeH ¢ 30 noHa 2015 roga PeneparnbHbiM 3aKOHOM
oT 29 ntoHa 2015 roga N 160-93)

2. B cny4asax, npegyCMOTPEHHbIX YacTbio 1 HacTosAWen cTaTbW, OOMyCKaeTcs
BB0O3 B Poccuickyto  ®depepauumio  fieKapCTBEHHbIX — MpernapaTtoB,  He
3aperncTpupoBaHHbix B Poccumnckon ®enepaun.

(Hactb B pepakuumn, BBedeHHoW B pfencteBne ¢ 7 saHBaps 2012 roga
PepepanbHbIM 3aKoHOM OT 6 Aekabpa 2011 roga N 409-93.

3. JlekapcTBeHHbIe npenaparbl, NpeaHa3HayYeHHble Ans r'YMaHUTapHOW MOMOLLM
(cogencTBust) wMnM NOMOLM MpPU  Ypes3BblYarHbIX CUTyauusX, BBO3ATCA B
Poccuinckyto depepaunio B nopagke, ycTtaHoBneHHoMm  [lpaBUTenbLCTBOM
Poccuinckon ®depnepaumn. 3anpelwaetca BBo3 B Poccuiickyto  Pegepauumto
He3apermcTpUpPoBaHHbIX JIEKAPCTBEHHbIX MpenapatoB, npeAHasHa4YeHHbIX A4
'YMaHUTapHOM NOMOLLM (COL4ENCTBUS) UM MOMOLLM NPU Ype3BblYanHbIX CUTYaLNAX.

(Hactb B pepakuumn, BBedeHHoW B pfenctBne ¢ 7 saHBaps 2012 ropga
denepanbHbIM 3aKOHOM OT 6 aekadbpa 2011 roga N 409-93.

KommeHTapumn K ctatbe 50

Ctatbsa 51. CoTpyaHuyecTBO (hegepanbLHOro opraHa
MCNOJIHUTESNIbHOW BNAcTU, YNOJIHOMOYEHHOro B ob6ractu
TaMOXXeHHOro gena, u Apyrux yrnosIHOMO4YeHHbIX
cdenepanbHbLIX OPraHOB UCMOJTHUTENBLHOMU BNacTun

1. YnonHomouyeHHble doedeparibHble OpraHbl  UCMOSHUTESNbHOW  BracTu
NpenocTaBnAloT B pacrnopshkeHve dpefeparnibHOro opraHa UCMOSHUTESTbHOW BracTy,
YMNOSTHOMOYEHHOrO B 06facTm TaMOXEHHOro Aeria, rocydapCTBEHHbIM _peecTp
NIeKapCTBEHHbIX CPEACTB, a Takke WMHJOopMauuio O BbligaHHbLIX paspelleHusX Ha
BBO3 KOHKPETHOW MapTUM JIeKapCTBEHHbIX CPeACTB B CllydasiX, YCTaHOBIIEHHbIX
YacTbto 3 cTaTbmh 47 HacTosLwero PenepansHOro 3aKoHa.

2. ®efeparnbHbI OpraH UCMONHUTESNbHOM BracTu, YNOMHOMOYEHHbIN B 06nacTtu
TaMOXEHHOro aera, WHQopMupyeT yKasaHHble B 4acTu 1 HacToswen cTaTbu
YMNONMHOMOYEHHbIe doeeparibHble OpraHbl  UCMOSHUTENbHOM Bfactu O BBO3e
neKkapCcTBEeHHbIX cpenctB B Poccuinckyto Penepaumio M BbiBO3e JIEKapCTBEHHbIX
cpeacte u3 Poccunckon ®Pepepaumm no dqopme M B Nopsagke, KoTopble
ycTaHoBsieHbl [NpaButenscteBoMm Poccunckon denepaunu.

(Hactb B pepakuumn, BBedeHHoW B pfenctBne ¢ 7 saHBaps 2012 ropga
PepeparnbHbIM 3aKoHOM OT 6 Aekabpa 2011 rona N 409-93.

KommeHTapum Kk ctatbe 51

'maBa 10. PapmaueBTUYECKaAA OeATEeNbHOCTb
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(ctatbm 52 - 58)

Ctatbsa 52. OcywecTBneHue papmaueBTUYECKOMN
AEATEeNIbHOCTU

1. ®dapmaueBTUyeckass OeATeNlbHOCTb  OCYLIECTBISETCA  opraHM3aunamu
ONTOBOM TOProBfM IEKapCTBEHHbIMU CPpeacTBaMu, anTe4YHbIMU OpraHu3aunsamu,
BETEPUHAPHbLIMN anTeyYHbIMn opraHusaumnsamu, NHAVBUAYanbHbLIMN
npegnpuHMMmaTensMu, NMELLIMMU NNLEH3NI0 Ha drapmaLeBTUYECKYHO
AEATENbHOCTb, MEAULMHCKMMM  OpraHuM3auusiMi, WUMEWMMU  FIMLEH3UI  Ha
drapMaLeBTUYECKYIO OEATENbHOCTb, U WX 060COBNEHHbIMM nogpasgeneHnaMm
(ambynatopuamn, denbAlUepCKUMn U penbaLuepCKo-aKyLLepCKMMN  NMYHKTaMu,
ueHTpamn  (oTaeneHusimmn)  obwen  BpadyebHoOW  (CEMEMHOM)  MPaKTUKK),
pPacrnonoXeHHbIMW B CENMbCKUX HAacCesieHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYHOT
anTeyHble opraHM3aummn, 1 BETEPUHAPHbLIMN OpraHn3aunamMu, UMELLMMN JTULLEH3UIO
Ha bapMaleBTUYECKYIO AeATENbHOCTb.

(YacTb B pepakuuun, BBeaeHHoOW B AencTteue PepepanbHbiM _3aKOHOM OT 25
Hos6pa 2013 roga N 317-93.

2. dusnyeckme nmua MoryT OCyLLECTBIATbL dpapMaueBTUYECKYH OeATeNlbHOCTb
NPy HanmMuuM BbICLLIErO WM cpegHero apmMaueBTMyeckoro obpasoBaHus W
cepTndmkaTa cneymnanucTa, BbiCLLEro U cpegHero BETEpMHAPHOro obpasoBaHus
N ceptudmkaTa cneumnanucrta, a Takke BbICLUEro WM cpegHero MeguuMHCKOro
obpa3soBaHus, ceptudmkarta cneunanucTa n JOMNONMHUTENBHOIo
npodeccroHanbHOro obpasoBaHust B YacTU PO3HUYHOW TOProBnM fieKapCTBEHHbIMN
npenapatamMmm npu ycroBun ux paboTbl B 000COBNEHHLIX nogpasaeneHnax
MEeLULIMHCKMX OpraHusauuin, ykasaHHbIX B YacTu 1 HacToswen ctaTbl (4acTb B
penakuuu, BBeaeHHon B gencteune ¢ 29 mona 2010 roga PegeparnbHbiM 3aKOHOM
ot 27 niona 2010 roga N 192-93.

KommeHTapumn K ctatbe 52

CtaTtbs 52_1. BBOA B rpaxgaHcKum obopoT
NeKapCTBEHHbIX NpenapaTtoB AN MeOULMHCKOro
NPUMeHeHuns
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1. MNepen BBOAOM B rpaxgaHCKUin 0O60POT KaxkOooW Cepun UM Kaxaonm napTuu
nponsseneHHoro B Poccunckon degepaumm nekapCTBEHHOro npenapara Ans
MEOULMHCKONO  MPUMEHEHUsI,  3a  WUCKIIIOYEHMEM  UMMYHOBMONOrMYeCcKmx
NeKapCTBEHHbIX MpernapaTros, MPOM3BOAMUTENb TaKOro JIeKapCTBEHHOro npenapaTa
npegcraesndeT B dpeeparbHbi OpraH UCMOSTHUTENbHOW BlacTy, OCYLLECTBISIOLLNIA
QYyHKLUMN MO KOHTPOMO W Haa3opy B cdepe 34paBOOXpPaHEHUs, LOOKYMEHT
Npou3BOAUTENA  JIEKAPCTBEHHONO  CpeacTtBa, MNoATBeEpXOalWmin  KavyecTBO
NeKapCTBEHHOro npenapaTta, W  MOATBEPXOEHWEe  YNOSIHOMOYEHHOro  nvua
Npoun3BOAUTENA  NIEKAPCTBEHHbIX CPeACTB  COOTBETCTBUS  JIEKAPCTBEHHOIO
npenapata TpeboBaHWAM, YCTAHOBMEHHbIM MNpU  €ro  rocyaapCTBEHHOM
perncTpauun.

2. lNepen BBOOAOM B rpaxgaHCKUM O0DOPOT KaXdon Cepun Unm Kaxoown napTum
BBO3UMOro B Poccunckyro degepaunio JieKapCTBEHHOro npenapara  Ans
MEOULMHCKONO  MPUMEHEHMsI,  3a  WUCKIIIOYEHMEM  UMMYHOBMONOrMYeCcKmx
NeKapCTBEHHbIX npenaparos, opraHusauus, oCyLLeCTBIIAILAs BBO3
nekapcTBeHHOro npenapara B Poccuinckyto ®depepauuvio, npeacrtasnsetr B
doegeparnbHbIA OpraH UCMONHUTENBHOW BJlaCcTW, OCYLLUECTBIIAIOWMA (PyHKLUKM MO
KOHTPOSKO M Hads3opy B cdepe 34paBOOXpaHeHud, ceptudmkaT npousBoguTend
NeKapCTBEHHOr0  CpeacTBa, YOOCTOBEPSAKOLWMA  COOTBETCTBME  BBO3UMOIO
NekapcTBEHHOro npenaparta TpeboBaHusIM bapMakomnenHoW cTaTbW, a B Crlydae
OTCYTCTBMSA bapMakonenHon ctatbn TpeboBaHNAM HOPMaTMBHOW LOKYMEHTaLun, 1
noaTBepXxaeHve  npeacTaBuTeNnsd  opraHuM3auuu,  OCYLLECTBISAKOLWEN  BBO3
neKkapcTBeHHoOro npenapata B Poccuickyto denepaunio M yrnorHOMOYEHHOM
MHOCTPaHHbLIM  NPOU3BOAUTENEM  JIeKapCTBEHHbIX CpPeacTB, COOTBETCTBUA
BBO3MMOIO JleKapCTBEHHOrO npernapaTta TpeboBaHWsIM, YCTaHOBSIEHHbIM NPU €ro
rocygapCTBEHHOW perncTpaumn.

3. MNMopsigok npenctaBneHNss B COOTBETCTBMM C 4vacTsamm 1 M 2 HacTosILLEN
cCTaTbW OOKYMEHTOB W CBeAEeHUWM O JieKapCTBEHHbIX npenapaTtax, BBOAUMbIX B
rpaxgaHckmi  obopoT,  ycTaHaBrmmBaetca  [lpaButenbctBoM  Poccumnckom
depepaumn.



4. B oTHOWEHMM nepBbIX Tpex cepur UM napTuin feKapCTBEHHOro npenapara,
BriepBble npounsBeneHHoro B Poccunckon denepaunn nnm Bnepsbie BBO3MMONO B
Poccuickyto ®depepauunio, B dedeparbHbii OpraH WUCMNONHUTENbLHOM BnacTy,
OCYLLECTBIIAIOWMIA PYHKL MM MO KOHTPOSK U Haa30py B cdepe 34paBoOXpaHEHMS,
AOMOSHUTENBHO NPeACcTaBnsaeTCa NPOTOKOM UCTbITAHUA O COOTBETCTBUM CEPUN U
napTuUK NeKapcTBEHHOro npenapara Ans MegauLMHCKOro NpMMeHeHns nokasarensm
Ka4ecTBa, NpegyCMOTPEHHbIM HOPMAaTUBHOM OOKYMEHTauMnen (ganee - NpoTOKON
NCMbITaHWI), NPOBOOMMBIX  aKKpeaUTOBaHHbLIMU B COOTBETCTBUU C
3akoHogatenscTBoM Poccuickon deagepaumm o6 akkpeauTauum B HalMOHarbHOM
cucteme akkpegutauum degepanbHbiMU  rOCYOAPCTBEHHLIMU  OHOLKETHLIMN
ydypexgeHuamMn, noaBenoMCTBEHHbIMU doeeparibHOMY OpraHy WCMONHUTENbHOM
BNacTn, ocyuwecTersawowemMy @QyHKuMM no  BblpaboTke W peanusauum
rocygapCTBEHHOW MOSMMTUKN N HOPMAaTUBHO-MPaBOBOMY perynvpoBaHuio B cdpepe
3gpaBooxpaHeHus, U dedeparibHOMy — OpraHy  UCMNOSIHUTENbHOWM  BIiacTw,
ocyLecTBriarowemMy yHKLMM Mo KOHTPOSO U HaA30py B cdepe 34paBoOXpaHEHMS.
[Mopsaaok BblAayn yKasdaHHbIMW hegepanbHbiMy rocyaapCTBEHHLIMU B0 KETHBIMMU
yYpexXgeHusaMn  OaHHOro rpoToKosia WM pa3mvep Mnatbl 3a  ero  Bblgadvy
ycTaHaBrmBatoTcs [NpaButensctesom Poccurckon ®enepaumu.

5. ExxerogHo He nosgHee 1 dpeBpansa nNpov3BOAUTENN JIeKapCTBEHHbLIX CPenCcTB
WA OpraHusaumn, OCYLUECTBAIOWME BBO3 JIEKapCTBEHHbIX MnpenapaTtoB B
Poccuickyto ®enepaumio, npeactasnaioT B egeparnbHblii OpraH UCMOSNHUTENbHON
BflacTK, OcCywecTBrarowmMn  yHKUMA N0 KOHTPOSMIO U Hags3opy B cdhepe
3[paBOOXpaHEHNS, MPOTOKON WCMbITaHUA MNOCTYNMBLLUENO B TeYeHwe roga B
rpaxxgaHckmi 0BopoT NekapCTBEHHOro npenapara KOHKPEeTHOro NpomsBoaunTens (Ha
OLHY CEepPUI0 Kaxkgoro TOpProBoro HAMMEHOBaHUA C Y4EeTOM JfleKapCTBEHHOM hopMbl U
A03MPOBKMN), NPOBOAUMBIX  aKKpeaUTOBaHHbLIMU B COOTBETCTBUK c
3akoHogatenscTBoM Poccuickon deagepaumm o6 akkpeauTauum B HaLMOHarbHOM
cucTemMe akkpeautTaumm ucnbiTatenbHbIMM NabopaTtopmsiMn (LLeHTpamu).

6. [Mpon3BoauTENM  NEKAPCTBEHHbIX  CPEeAcCTB nnn opraHusauum,
OCYLLECTBSIAIOLME BBO3 JIEKApPCTBEHHbIX npenapaTtoB B Poccunckyo denepauntio,
He MeHee YeM 3a OAWH rof, 40 NraHUpyeMbIX NPUOCTAHOBIIEHUS NI NPEKPaLLEHNS]
NPON3BOLCTBA JIeKApPCTBEHHbIX MpenapatoB WM MX BBO3a B Poccumrckyro
denepauuio ysegomnaoT 06 aToM degeparnbHblii OpraH UCMONMHUTESNbHOM BracTw,
OCYLLECTBSIAOLWMIA OYHKL MM MO KOHTPOSO N HAA30py B cdepe 34paBoOXpaHEHUS U
doepeparnbHbIA OpraH MUCMONHUTENBHOW BIlaCTW, OCYLLUECTBIIAIOWMA (PyHKLUM MO
NN EH3UPOBAHMIO NPOM3BOACTBA JIEKapPCTBEHHbLIX CPEeaCTB.

(YacTb gononHuTensHO BKMoYeHa PegepasbHbiM 3aKOHOM OT 28 HosA6psa 2018
roga N 449-03)
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7. BBog B rpaxgaHCKuMM OOOpPOT Kaxgon Cepum WM Kadon napTuu
NMMYHOOMOSOrMYECKOro  NIeKapCTBEHHONO  npenapara, MNpOVM3BEAEHHOro B
Poccuinckon @epepaummnm wnm BeBo3mmoro B Poccuinckyio  depepaumio,
OCYLLECTBIIAETCA Ha OCHOBaHMM paspeLleHunsi, BblAaHHOro doefeparnbHbIM OpraHoM
MCMNOSTHUTESNTbHOW BIlaCTU, OCYLLECTBNSAOWMM (OYHKLUW MO KOHTPOSIHO U Haa30py B
cdepe 3OpaBOOXpaHEHUs, Ha  OCHOBaHUM  BblgaHHOrO  doeaeparbHbIMU
rocya4apCTBEHHbIMU  OHOKETHBIMU  YYPEXOEHUAMW, YKa3aHHbIMM B 4acTu 4
HacTosIWenW CTaTbW, 3aKk/MoO4YeHUd O COOTBETCTBUM CepuuM WM naptum
NMMYHOBMNOSOrMYecKoro NeKapCTBEHHOro npenapara TpeboBaHuAM,
YCTAHOBJSIEHHBbIM TMpPU €ero rocygapcTBeHHOU pernctpaumn. [lopagok  Bblgayum
paspelleHnss Ha BBOA4 B rpaxgaHckun obopoT cepum  unnM napTum
NMMYHOBOMOSOrMYECKOro fleKapCTBEHHOIO Mnpenaparta, a Takke MopsaoK Bblgayu
YKa3aHHOIoO 3aKkrioyeHuss U pasMep nnatbl 3a ero Bblgadyy YyCTaHaBIMBaKOTCS
[MpaBuTtensctBoM Poccuinckon ®enepaumn.

8. 3a HenpeacTasneHne UM HeCBOEBPEMEHHOE NMpeacTaBneHne JOKYMEHTOB U
CBeLEeHUN, npedycMOTPeHHbIX 4vactamm 1, 2, 4, 5 U 6 HacToAwen cTaTbM,
NPON3BOAUTENN NEKAPCTBEHHbIX CPEACTB U OpraHusauum, ocyLLeCcTBIIAIoLME BBO3
neKkapCcTBEHHbIX npernapatoB B Poccunckyto Penepanmto, HECYyT OTBETCTBEHHOCTb
B COOTBETCTBUN C 3aKoHoAaTenscTBoM Poccumnckomn ®enepaumnu.

9. lNpencrasBreHne OOKYMEHTOB U CBEAEHUN, NMPeayCMOTPEHHbIX YacTamn 1, 2 n
4 HacTosdWen cTaTbW, M MONyvYeHne npenycCMOTPEHHOrO 4acTbk 7 HacToswen
CTaTbM paspelleHns Ha BBOL MMMYHODMOMOrMYEeCKoro fiekapCTBEHHOMO npenapara
B rpaxxgaHCcKuMi o0opoT He TpebytoTCca B OTHOLLEHWM fleKapCTBEHHbIX NpenapaTos,
npegHasHa4YeHHbIX ANst NPOBEAEHUS KIMMHUYECKUX UCCNEAOBaHUA NEKapCTBEHHbIX
npenaparoB, MNPOBEOdEHUs  JKCMepTU3bl  JIeKApCTBEHHbIX  CpeacTB  ANiA
OCYLLECTBJIEHNA TOCYOAPCTBEHHOM pernctTpaumm JiekapCTBEHHbIX MpenaparoB, a
Takke B OTHOLUEHUN He3aperMcTpupoBaHHbIX JIEKAPCTBEHHbLIX Mpenaparos,
npegHasHa4YeHHbIX Afs  OKasaHusl MeOULMHCKOM MNOMOWM MO KUM3HEHHbIM
NOKa3aHMsIM KOHKPETHOro nauneHTa WM rpynnbl  NauWeHToB, BBO3UMbIX B
Poccuinckyto ®denepaumio B cootBeTcTBMM C 4Yactamm 3 um 3 1 ctatbu 47
HacTosLero PenepanbHOro 3akoHa.

(Hactb B pepakumm, BBeaeHHon B pgenctBue ¢ 1 mapta 2020 ropga
denepanbHbiM 3akoHOM 0T 27 aekabpa 2019 rona N 475-93.
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10. Tpn BbiISIBNEHMM B rpaxgaHcKoM obopoTe cepum  wunn  NapTum
NeKapCTBEHHOro  npenapata, OOKYMEHTbl W CBeOeHMda O  KOTOpbIX,
npegycMoTpeHHble vyactamn 1, 2 n 4 HacTodAwWen cTaTbW, He npeacTasrieHbl B
doegeparnbHbIA OpraH MUCMONHUTENBHOW BlaCcTW, OCYLUECTBIIAIOWMA  (PyHKLUM MO
KOHTPOMO W Haa3opy B cdepe 34paBooXpaHeHus, fnmbo cepun unm naptum
NMMYHOBMOSIOrMYECKOro ieKapCTBEHHOIo npenapaTa, He NMelLWMX paspeLLeHnst Ha
BBOA B rpakgaHCKMM 0OOpOT, NpeayCMOTPEHHOro YacTbio 7 HACTOSILEN CTaTbw,
doegeparnbHbIA OpraH UCMONHUTENBHOW BlaCcTW, OCYLLECTBIIAIOWMA (PyHKLUK MO
KOHTPOIKO U Hag3opy B cdoepe 34paBOOXpPaHEHUs, B MOpsake, YCTaHOBIIEHHOM
[MpaButensctBOM Poccuimnckon denepaumn, NpUHMMaET peLleHne O npekpalleHum
rpaxxgaHcKkoro obopoTa Takux Cepun unn napTum 40 NpeacTaBfeHns yKasaHHbIX
AOKYMEHTOB 1 CBeAEHN MO0 NOMy4YeHUs1 yKadaHHOro paspeLLEHMS.

(Ctatba OONONHUTENLHO BKItoYeHa ¢ 29 Hosopa 2019 roga PeneparnbHbIiM
3aKoHOM OT 28 HosA6pa 2018 roga N 449-93)

CtaTtbsa 53. [lpogaxa, nepenayvya neKkapCcTBeHHbIX CPeAcTB
opraHusayussmMm onToBOM TOProBJIN NIeKapCTBEHHbIMU
cpeacTtBamm

1. OpraHMsauunm OnTOBOW TOProBfM JiEKApPCTBEHHbIMW CpeacTBaMn  MOryT
OCYLLECTBSIATL MPOAaAXy JeKapCTBEHHbIX CpPeacTB WM nepedasBaTtb UX B
YCTaHOBJIEHHOM 3aKoHogatennbcTBoM Poccunckon denepaunm nopsgke:

(AG3ay B pepakuumn, BBeaeHHoW B pencteue ¢ 1 sgHBapa 2018 ropga
PenepanbHbiM 3akoHOM OT 29 utona 2017 roga N 278-P3.

1) ApyrMm opraHM3aumsiM ONTOBOW TOProBnM JiekapCTBEHHLIMU CPEACTBaMMU;

2) npou3BOOMTENSAM IEeKapCTBEHHbIX CpeacTB AN uerne npousBoacTea
NeKapCTBEHHbIX CPeaCTB;

3) anTte4vyHblM opraHm3aumnamMm n BETepHapHbIM anTev4HblM OpraHn3aunAam;

4) Hay4HO-UccregoBaTeNbCKUM opraHusaumnsam ans Hay4HO-
nccrieqoBaTenibCKon paboThl;

5) wvHouMBMAOyanbHbIM  NpegnpuHUMaTensM, MMELWMM  JMLEH3NKD  Ha
dapmMaLeBTMYECKYI0  OEATENbHOCTb UMM JIMUEH3MIO  Ha  MEeOULMHCKYHO
NEeATEeNbHOCTb;
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6) MegUWUMHCKMM  opraHmMsauusMm, B  TOM  4Yucfie  CO34aHHbIM U
3aperMcTpmpoBaHHbiM B COOTBETCTBMM C 3aKOHOOATENbCTBOM WMHOCTPAHHOIO
rocygapcTsa - YneHa OpraHusaumm 3KOHOMUYECKOro COTpyaHMYecTBa N pPasBUTUS
MHOCTPaHHbLIM  LOPUANYECKUM  NULaM, UWHOMBMAYaNbHbIM  NpeanpuHUMaTensm,
ABMAIOLWMMCS y4aCTHUKaAMKM NpoekTa B cOOTBETCTBUM ¢ PeaeparnbHbiM 3akoHoM "O
MeXOyHapOAHOM MEeAWLIMHCKOM KIacTepe WU BHECEHUW U3MEHEHWN B OTAENbHbIEe
3akoHogartenbHble  akTbl  Poccunckon — depepauuun”, ©n  BeTEpPUHAPHbLIM
opraHu3auunsam;

(MyHKT B pepakuumn, BBedeHHoM B genctBune c¢ 6 asrycta 2019 ropga
denepanbHbiM 3akoHOM OT 26 mnonsa 2019 roga N 240-93.

7) opraHMsauusamMm 1 MHOMBMAYanNbHbIM NpeanpuHUMaTEnsiM, OCYLLECTBASOWLMM
pasBedeHne, BblpalumBaHne N coaepXkaHne XMUBOTHbIX (3a UCKIOYEHMEM MPOaaXu
MM papMaLeBTUYECKNX CYDOCTaHLUIA U UX nepegayn).

(MyHKT B pepakuuu, BBegeHHon B pgenctBue ¢ 13 asrycta 2019 ropga
depnepanbHbiM 3akoHOM OT 2 asrycta 2019 roga N 297-93.

2. OpraHumsauumm OnTOBOW TOProBSfiM NEKapCTBEHHbIMM CpeacTBamMu 00SA3aHbI
XPaHUTb  3aKyrnsieHHylo dapmMauleBTUYECKyt0 CcybCcTaHUuuio CcnvpTa  3TWUMOBOIO
(3TaHona), OCYyWEeCTBMATbL €e peanM3aunio unM nepegavy B YCTaHOBMEHHOM
3akoHogartenscTBoM Poccuickon denepaumm nopagke opraHn3aunam, ykasaHHbIM
B NyHKTax 1-7 yacTu 1 HacTosLLeN cTaTbn, B Tape o6 bemMom He 6onee 1 nutpa.

(YacTb pgononHuTenbHO BKMtodeHa ¢ 1 sHBaps 2018 roga PeneparnbHbIM
3akoHoM oT 29 uong 2017 roga N 278-93)

KommeHTapum Kk ctatbe 53

CtaTtba 54. [IpaBuna onToBOM TOProBfun fieKapCTBEHHbIMU
cpeacTBamm

OntoBass  TOProBnsa  fieKapCTBEHHbIMM  CpeacTBaMy  OCYLLECTBIISETCS
NPON3BOANTENSAMN NEKAPCTBEHHBIX CPEACTB M OpraHnsaunamMm onToOBOW TOProBn
NEeKapCTBEHHbIMN cpeacTBaMyM MO NpaBunaM Hagnexawen OUCTpubbroTOPCKOM
NPakKTUKM W NpaBuUNaM Haanexawen npakTUKNU XpaHeHUst U NepeBO3KU
NeKapCTBEHHbIX npenapaTos, YTBEPXKOEHHBLIM COOTBETCTBYHOLLWMMN
YNOMHOMOYEHHbIMU doeeparbHbIMU OpraHaMmy UCNOSTHUTESNBbHOM BracTu.

(Ctatba B pepakumn, BBegeHHom B pgenctBne ¢ 1 wmwona 2015 ropa
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

KommeHTapumn K ctatbe 54

Ctatbs 55. [lopsaaoOK pO3HUYHOM TOProBIU
reKapCcTBeHHbIMU NpenapaTtamm
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1. PO3HM4YHas TOProBnd feKapCTBEHHbIMU MpenapataMmm B KONMYecTBaXx,
HeoOXxoaAnMbIX ONS BbINOSHEHUS BpavyebHbIX (henbalepckmx) HasHavyeHun wnm
Ha3Ha4YeHUn cneumnanMcToB B 0brnacTu BeETEpPUHapUN, OCYLLECTBNSIETCS anTeYHbIMN
opraHM3aunsamMu, BETEPUHAPHBIMU anTeYHbIMU OpraHM3aunamMu, NHAMBUAYyansHbIMN
npeanpuHMMmaTensMu, NMELLIMMU NNLEH3NI0 Ha dhapmaLeBTUYECKYHO
OEATENbHOCTb, MEAULWHCKMMW  OpraHuM3auusimn, WUMEWMMU  FIMLEH3UI0  Ha
drapMaLEeBTUYECKYIO OEATENbHOCTb, U WX 0B60COONEHHbIMM nogpasgeneHnaMm
(ambynatopuamn, denbAlUepCKUMN U penbLUepCKO-aKyLLEePCKMMN  NMYHKTaMw,
ueHTpamn  (oTaeneHusimmn)  obwen  BpadyebHoOW  (CEMEMHOM)  MNPaKTUKK),
pPacrnonoOXeHHbIMW B CENMbCKUX HAacCesieHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYHOT
anTeYHble opraHm3auumn, N BETePUHAPHbLIMN OpraHn3aunaMu, UMELLMMN JTULLEH3UIO
Ha (papmaLeBTUYECKYD OeATenbHOCTb. PaspelleHa po3HMYHas TOProBist TOSMbKO
NeKapCTBEHHbIMW  MpernapartamMu,  3apermcTpupoBaHHbiMM B Poccuinckonm
degepaunn UM U3roTOBNEHHBIMU aNTEYHBIMU OpraHM3aumsMu, BeTepUHapPHbIMU
anTeYHbIMX OpraHn3auusaMm, MHANBMAYyanbHbIMU NpeanpuHUMaTenamMm, UMeLLMn
NMUEH3NI0  Ha  (papmaueBTMYECKYD  OeATenbHOCTb. PoO3HMYHas  Toproens
NeKapCTBEHHbIMM NpenapaTtamMu OCYLUECTBMAETCA MO MpaBuramM Hagnexawen
anTe4YHOWN MPaKTUKK, YTBEPXOEHHbIM YMNONHOMOYEHHbIM defeparibHbIM OpraHoM
NCMOMNMHUTENbHON BNACTH.

(YacTb B pepakuuun, BBeaeHHoW B Aencteue PenepanbHbiM 3aKOHOM OT 25
HoA6ps 2013 rona N 317-93; B pegakuum, BBegeHHon B aencteme ¢ 1 uwonsa 2015
roga PegepanbHbiM 3akoHOM 0T 22 aekabpsa 2014 roga N 429-P3.



http://docs.cntd.ru/document/499059427
http://docs.cntd.ru/document/420241318

1 1. Po3HM4YHaA TOpProBnd riekapCTBEHHbIMW npenaparamMu o9 MeguuMHCKOro
NPUMEHEHNST (3@ MWCKIOYEHMEM JeKapCTBEHHbIX MpenapaTtoB, OTNyCKaeMblX Mo
peuenty Ha JIeKapCTBEHHbIW rpernapart, HapKOTUYECKUX  JIeKapCTBEHHbIX
npenapatoB W  MNCUXOTPOMHbLIX  JIEKAPCTBEHHbIX MpenapaTtoB, a Takxe
cnupTocodepxalmx feKkapCTBEHHbIX NpenapaTtoB ¢ 06beMHOM O0ren 3TUMOBOro
cnupta cBbile 25 NpOLEHTOB) MOXET  OCYLECTBMATLCA  anTeYHbIMU
opraHusaunamm AVCTaHLUMOHHbIM cnocobom. Po3Hn4Hyt0 TOProBIio
NeKkapCTBEHHbIMM MpenaparamMu 48 MegULMHCKOro NpUMEHEHNA OUCTaHLMOHHbBIM
cnocoboM MOryT OCYLLECTBNATb anTeYHble opraHMsauuu, UMeEKLWmMe NMLEH3NIO Ha
dapmaueBTUYECKYD  OedATeNlbHOCTb M COOTBETCTBYKLEe  paspelueHue
doegepanbHOro opraHa WCMONHUTENbHOM BNacTy, OCYLLECTBIIAIOLWEro (yHKLUK Nno
KOHTPOSKO U Hag30py B cdepe 3apaBooxpaHeHnd. [opagok Bblgayvm paspeLueHnd
Ha OCYLIeCTBNIEHNE PO3HMYHOWM TOPrOBfM  JIEKAPCTBEHHbLIMW  MnpenapaTamu
AVUCTaHUMOHHBLIM cnocobom, TpeboBaHMA K anTevHblM OpraHusaumsiM, KOTopble
MOIYT OCYLUECTBJSIATbL TaKyk TOProBSlO, U MOPSLOK €e OCYLUECTBIIEHUS, a Takxe
npaBusia OOCTaBKM JIEKApPCTBEHHbLIX MNpenapaToB rpaxgaHaMm ycTaHaBiMBaKTCAHA
[MpaButensctBoM Poccuinckon denepaumn. WHdopmauna o6 onnavyeHHbIX
(OTNYLUEHHbIX) WU MOMYYEHHbIX JIEKApPCTBEHHbLIX Mpenaparax BHOCUTCA B CUCTEMY
MOHUTOPUHIa [BWKEHUS JeKapCTBEHHbIX rMpenapatoB And  MeOULMHCKOro
NpUMEHEHUsT B NopagKe, NpeayCMOTPEeHHOM YacTbito 7 cTaTbU 67 HACTOALUEro
depneparnbHOro 3akoHa.

(YacTb gononHuTensHO BKItoYeHa PedepanbHbiM 3akoHOM OT 3 anpensa 2020
roga N 105-93)

2. Bugbl anTedHblX oOpraHuM3auunM U rnpasBuria OTNyCKa JeKapCTBEHHbIX
npenapatoB Ans  MEOULMHCKOrO MPUMEHEHUS arnTeYHbIMU  OpraHu3auusiMu,
NHANBMAYaNbHLIMU npeanpyHUMaTenamu, NMELLIMN NNLEH3UIO Ha
drapmaueBTUYECKYID OeATeNbHOCTb, a TakXe rnpaBura OTnycka IeKapCTBEHHbIX
npenapatoB AN MeOUUUHCKOro MPUMEHEHUs MeOWULUHCKUMW OpraHuM3aunsimu,
NMEWLMMN  NMUEH3MIO Ha  (bapMaueBTUYECKYID  OeATerlbHOCTb, WU WX
obocobneHHbIMM  nogpasgeneHuamu - (ambynaropuamy,  enbawepckumMmn - U
denbAWwepCcKo-akyLepCKUMN  MYHKTaMW,  LeHTpaMn  (OTAeneHuamun)  obuien
BpayebHON (CeMenHON) MpakTUKKU), PacrorioXEHHbIMU B CENbCKUX HaCEereHHbIX
MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeudHble opraHusauuun, YTBepXaakTCs
YMNOSTHOMOYEHHbIM dhefeparibHbIM OPraHOM UCMOSNHUTENBHOM BIlacTy.

(YacTb B pepakuuun, BBeaeHHoW B AencTteue PenepanbHbiM 3aKOHOM OT 25
Hos16psa 2013 roga N 317-93.
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3. [llpaBura oOTNycka HApPKOTUYECKUX CPencTB M TMNCUXOTPOMNHbIX BELUECTB,
3apErMcTpUPOBaHHbIX B KadecCcTBE JleKapCTBEHHbIX MpenaparoB, feKapCTBEHHbIX
npenaparoB, CoAepXalmx HapKOTUYECKME cpeadcTBa U MCUXOTPOMHbIE BELLECTBA,
YTBEPXOAKTCA  YMNOSNMHOMOYEHHbIM  (pefiepalribHbIM ~ OpraHoOM  UCMOSTHUTENbHOMN
BflaCTM MO cornacoBaHuio C degepanbHbiM OpraHoOM WUCMOSHUTENBHOM BRAacTW,
YMNOSTHOMOYEHHbIM B Cdpepe BHYTPEHHUX O en.

(HYactb B pepakumn, BBegeHHonm B pencteme ¢ 4 wmona 2016 roga
denepanbHbiM 3akoHOM OT 3 nons 2016 roga N 305-03.

4. JlekapCTBEeHHble npenapaTtbl AN BETEPUHAPHOrO MNPUMEHEHUST noanexar
OTNYCKY  BETEPVMHAPHbIMA  anTeYHbIMWU  OpraHu3aumsamun,  BeTepuHapHbIMK
opraHM3aunamMu, nHamMBMayasnbHbIMU NpeanpUHUMaTENaIMU, UMEIOLLMMN FIULLEH3NIO
Ha dpapMaueBTUYECKYO aesaTernbHoCTb. OTNYCK feKkapCTBEHHbIX NpenapaToB Ans
BETEPMHAPHOIO MNPUMEHEHNST OCYLLECTBMSIETCA B COOTBETCTBMM C MpasBuriamu
Hagnexawen anTe4yHon NPakTUKM NekapcTBEHHbIX NpenapaToB Afsl BETEPUHAPHOro
NPUMEHEHNS,  YTBEPXOEHHbIMA  YNOSIHOMOYEHHbIM  (begepanbHbIM — OpraHoM
NCMONMHUTENbHON BNACTW.

(Yactb B pepakuun, BBeadeHHon B penctBne ¢ 13 asrycta 2019 ropga
depnepanbHbiM 3akoHOM OT 2 asrycta 2019 roga N 297-93.

5. [lepevyeHb MeOUUMHCKUX  OpraHusauui, UMEKWMX JINLEH3UI0  Ha
dhapMaLEeBTUYECKYIO OeATeNIbHOCTb, W  UX 000COBMEeHHbIX noapasneneHun
(ambynatopun, enbalepckmx 1 denbaluepcKo-akyLepCcKmux MyHKTOB, LLEHTPOB
(oToeneHun) obwen BpadebHOM (CeMerHOW) MpakTUKKU), PacnofiOKEHHbIX B
CerbCKNX HACENeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble opraHMsaumu, a
TaKkke nepevyeHb JIeKapCTBEHHbIX MpenapaTtoB, Mpodaxa KOTOpbIX MOXeT
OCYLWIECTBIMATLCA  YKasaHHbIMWM  OpraHu3aumsMm n - ux  060COoBEeHHbIMU
noapasgeneHnsMn,  yCcTaHaBiMBaKOTCA  OpraHamMm  UCMOSHUTENbHOW  BRacTu
cybbekToB Poccuiickon eaepaumu.

(YacTb B pepakuuun, BBedeHHOM B aenctBue degepalibHbiM 3aKOHOM OT 25
HoA6ps 2013 roga N 317-93; B pegakuuu, BBeaeHHon B aenctene degepanbHbiM
3akoHom ot 3 anpenga 2020 roga N 105-93.

6. AnTedHble opraHuMsauuu, MHAMBMAYarbHblE MpeanpuHUMaTENnn, uUMmerome
NMUEH3NI0 Ha drapMaueBTUYECKYID [OeATernbHOCTb, 0653aHbl  obecneynBaTtb
yTBepxaeHHbin [lpaButenscteoMm Poccunckon ®Pepepaumm n opmMupyembii B
YCTAQHOBMEHHOM WM MOPSAKE MUHUManbHbIM  aCCOPTUMEHT  fleKapCTBEHHbIX
npenapaToB, HEOH6XOAUMbIX 4151 OKa3aHUA MeULMHCKON NOMOLLM.

(YacTb B pepakuuun, BBeaeHHoW B AencTteue PepepanbHbiM _3aKOHOM OT 25
Hos16psa 2013 roga N 317-93.
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7. AnTedyHble opraHuM3auun, uHOMBMAYarnbHble npeanpuHUMaTeny, MMetoLme
NMLEH3NI0 Ha papMaueBTUYECKYD OeATeNbHOCTb, Hapsiay C NeKapCTBEHHbIMU
npenapatamm MMEKT npaBo npuobpeTatb M npogaBaTb, B TOM 4uUCnie
AVUCTaAHUMOHHLIM  cnocoboM,  MeduuMHCKMe  u3genud,  AesvHduuupyrome
cpencTtesa, NpeaMeTbl M CpeacTBa fIMMHOWM MUIMEeHbl, Nocydy Ans MeOUUMHCKNX
uenen, npegmeTbl U CpeacTBa, nNpedHasHadeHHble Ons yxoga 3a 605nbHbIMWY,
HOBOPOXOEHHLIMN U OETbMW, HE OOCTUMLUMMK BO3pacTa TPeX JiIeT, O4KOBYO ONTUKY
N cpencTBa yxoda 3a Her, MMHeparbHble BoAbl, MPOAYKThbl le4ebHOoro, AeTCKoro u
OVETUYECKOrO NUTaHUS, GMONorMYeckn akTuBHble O006aBkW, NapgOMeEpHble U
KOCMETUYECKMEe CpeacTBa, MeOVUMHCKME W CaHUTapHO-NPOCBETUTENbHbIE
nevyaTHble U3gaHusl, NpeaHa3Ha4YeHHbIe Ans nponaranabl 340pOBOro o6pasa XM3HW.

(Yactb B pepakuuun, BBegeHHon B penctene ¢ 29 wuwona 2010 roga
denepanbHbiM 3akoHoMm oT 27 nona 2010 roga N 192-93; B peaakuumn, BBEAEHHON
B aencteue PenepanbHbiM _3akoHOM OT 25 Hoabpsa 2013 roga N 317-93; B
penakuuu, BBegeHHou B genctemne PeaepansHeiM 3akoHoM oT 3 anpensa 2020 roga
N 105-P3.

8. [eaTenbHOCTb anTeudHblX opraHusauun BoopyxeHHbix Cun Poccuinckon
denepaunn, Opyrmx BOWMCK, BOUHCKUX (POPMUPOBAHUAN WM OpraHoB, B KOTOPbIX
3akoHogartensctBoM Poccunckon Penepaumm npegycMOTPEHO  MNPOXOoXOeHue
BOEHHOM CcnyxObl UM degepanbHOM rocyaapCTBEHHOW CryxObl, CBA3AHHOW C
NpaBOOXpPaHUTENbLHOM OEeATenbHOCTbIO, pernamMeHTmpyeTcs HacTOALLMM
d®epeparnbHbIM 3aKOHOM U YTBEPXOEHHbIMU COOTBETCTBYOWMMN doeaeparibHbIMU
opraHamm MWCNOSTHUTENBbHOM BriacTU nornoxeHusMn. KoHTponb 3a cobnogeHnem
YKa3aHHbIMW anTeYHbIMW OpraHn3aumnaMmn rnorioxeHnn Hactoswero denepansHoro
3aKOHa  OCYLWECTBISAETCA  COOTBETCTBYHOWMMKU  dpefeparibHbIMU - OpraHamu
NCMNOSTHUTESNTbHOW BIIacTMU.

(Yactb B pepakuumn, BBedeHHon B pfencteBne ¢ 1 saHBaps 2016 roga
denepanbHbiM 3akoHoMm oT 13 wonga 2015 roga N 262-$3. - CM. npeabiayLuyto

peaakLnto)
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9. B ycnoBusx 4pesBbl4anHOW cuTyauum U (Unn) nNpu BO3HUKHOBEHWUWN Yrpo3bl
pacrnpocTpaHeHna 3aboneBaHnst, NPeCcTaBNSOLWEro ONACHOCTb AN OKPYXKatoLLMIX,
[MpaBuTenscTBO Poccunckon depepauunm npyn HeobxogmMmocTn BnpaBe yCTaHOBUTb
BPEMEHHbLIN MOPSOOK PO3HUYHOW TOProBfM JIEKApCTBEHHbIMU NpenaparaMmm Onis
MELULIMHCKOIO MNPUMEHEHNS (3a WCKIMKOYEHWEM HaPKOTMYECKUX JNEKapCTBEHHbIX
npenapatoB UM  MCUXOTPOMHbIX  JIEKAPCTBEHHLIX MNpernapaTtoB, a Takxe
cnupTocoaepXxallumx NeKkapCTBEHHbIX MpenapaTtoB C 0ObEMHOM O0MNen 3TUIOBOro
cnupta cBbllwe 25 MpOLEHTOB) AUCTAHLUMOHHLIM CNocoboM, MOPSAOK Bblaauvn
paspeLlleHnst Ha OCYLLECTBIIEHNE TOProBv, NpesycMOTPEHHON HAaCTOSLLEN YaCTbIO,
TpeboBaHMsl K anTeYHbIM OpraHusauusiM, KOTOpble MOMyT OCYLUECTBIATb TaKyto
TOProBIitl0, a TakXe BPEMEHHbIE NpaBuia OOCTaBKU JIEKAapCTBEHHbLIX MpenapaToB
rpakgaHam.

(YacTb gononHuTensHO BKItoYeHa PenepanbHbiM 3akoHOM oT 3 anpensa 2020
roga N 105-93)

[MonoxeHne yYacTn 9 HacTosdwen ctaTbl npumeHsieTcs o 31 gekabpsa 2020
roga BKJMOYUTENLHO - CM. NYHKT 2 cTatbk 3 PefepanbHOro 3akoHa o1 3 anpend
2020 roga N 105-93.

KoMmmeHTapum K ctatbe 55

CrtaTtbs 56. UsroToBrneHne n oTnyckK fieKapCTBEHHbIX
npenapatoB

1. M3roToBneHne rnekapcTBEHHbIX MpenapaToB anTeYHbIMW OpraHM3auusmuy,
BETEPHAPHbLIMM anTeYHbIMU opraHusauusamu, NHOMBMAYaNbHLIMU
npegnpuHMMaTensMy,  MMEWMMW  JNWLEH3MI0  Ha  dbapmaueBTUYECKYHo
OeATenbHOCTb, OCYLLECTBNAETCS MO peuenTtaM Ha NekapCTBEHHble npenaparthbl, No
TpeboBaHMAM MEOVUMHCKUX OpraHu3auun, BeTepuHapHbiX OpraHusauui B
COOTBETCTBUU C MpaBuiamMmn N3roToBIEHMS U OTMyCKa NeKapCTBEHHbIX Npenaparos,
YTBEPXKOEHHbIMW  YNOSNIHOMOYEHHbIM  doeaeparbHbiM - OpraHOM  UCMONHUTENbHOM
BracTu.

2. Npn n3roToBNeEHNN NEKapCTBEHHbLIX MpenapaToB anTeYHbIMU OpraHM3aumsivMu,
BETEPHAPHbLIMU anTe4yHbIMn opraHusaumnamum, NHOMBMAOYyansHbIMU
npeanpuHMMaTenamm, NMEOLLMMMU NNLEH3UIO Ha drapmau,eBTUYECKYHO
AeATeNbHOCTb, MCMOMb3yTCA dapMaueBTUdeckne cybcTaHuun, BKIOYEHHbIE
COOTBETCTBEHHO B [OCYJAPCTBEHHLIN pPeecTp JeKapCTBEHHbIX CPeacTB ASiA
MEOMLMHCKOro NMPUMEHEHNSA N FOCYOAaPCTBEHHbIM PEECTP NEKAPCTBEHHbLIX CPEaCTB
ANs BEeTepUHapHOro MpUMEHEHNA B YCTaHOBIEHHOM rnopsake. He ponyckaetcs
M3roTOBMIEHME  anTeYHbIMM  OpraHu3aumsiMu, BeTEepPUHAPHbIMM  anTeYHbIMU
OopraHusaunamMm, MHAnBUAYyanbHbIMU NpesnpuHMMaTens My, NUMeLWMMU JTMLLEH3UIO
Ha  dapMaueBTUYECKYKD  OesTeNbHOCTb, NEKApPCTBEHHbIX  Npenapartos,
3aperncTpupoBaHHbixX B Poccumnckon ®enepaun.
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3. MapkupoBka neKkapCTBEHHbIX MpenapaTtoB, W3rOTOBMIEHHbLIX anTeYHbIMU
OopraHusaunamMm, BeTepmHapHbiMU anTeYHbIMW OpraHM3aumsaMn, NHOMBUAYarbHbIMU
npeanpuHMMaTenamm, MMELLMMIN NMALLEH3UIO Ha drapmau,eBTUYECKYHO
OeATenbHOCTb, M 0doOpMIIEHNE TakKuUxX npenapaTtoB OOSPKHbl COOTBETCTBOBATb
npaBusiaM, ykasaHHbIM B YacTu 1 HacTosALLEN CTaTbM,

4. AnTeyHble oOpraHM3auuu, BETEPUHAPHblE anTe4YHble  OpraHM3auuu,
nHavBUAYyanbHble NpeanpuHUMaTenn, MMeloLme ML EH3N0 Ha hbapmaleBTUYECKYIHO
AeATeNbHOCTb, HECYT OTBETCTBEHHOCTbL 3a HECObOAEeHNE NpaBu U3roTOBMNEHUS U
OTNycKa IeKapCTBEHHbIX MpenapaTtoB B COOTBETCTBUM C 3aKOHOAATESNIbCTBOM
Poccuinckon denepaumn.

KommeHTapun K ctatbe 56

CtaTtba 57. 3anpeweHne npogaxu panbcnpuumnpoBaHHbIX
NleKapCTBEHHbIX CpeacTB, HeAOOpOoKa4YeCTBEHHbIX
JrleKapCTBEHHbIX CpeaAcTB, KOHTPa(PaKTHbIX NTeKapCTBEHHbIX
cpeacTB

[Mpooaxa doanbcmgmumMpoBaHHbIX NneKapCTBEHHbIX CpeAacrTs,
He40bpoKa4YeCTBEHHbIX NIEKAPCTBEHHbIX CPEACTB, KOHTpadiaKTHbIX NEKAPCTBEHHbIX
CpeacTB 3anpeLlaeTcs.

KommeHTapum Kk ctatbe 57

Ctatbna 58. XpaHeHue nekapcTBeHHbIX CpeacTB

1. XpaHeHue reKapCTBEHHbIX CPEeACTB OCYLUECTBISAETCA MNPOM3BOAUTENAMMU
NEKapCTBEHHbIX CPEeACTB, OpraHM3auusiMm OMNTOBOW TOProBfM NEKapCTBEHHbIMU
cpeacTBaMn,  anTeYHbIMW  OpraHM3aumsiMi,  BETEPUHaPHbIMK  anTeYHbIMU
opraHM3aunamMu, nHgmMBMayasnbHbIMU NpeanpUHUMaTENAaIMU, UMEIOLLMMN FIULLEH3NIO
Ha (papmMaLeBTUYECKYD [OEATENbHOCTb WM JIMLEH3NIO  HA  MEeOULMHCKYHO
AEATENbHOCTb, MEAULMHCKUMU OpraHn3aunsmMm, BeTEPUHAPHbIMU OpraHn3aunamMm
N WHbIMW OpraHM3aunaMK, OCYLUECTBRSIOWMMM ObpalleHne nekapCTBEHHbIX
cpeacTB. XpaHeHue IeKapCTBEHHbIX CPEeAcTB AN BETEPMHAPHOro MNPUMEHEHUS
opraHM3aunamMm U MHAnBMAYyanbHLIMU NpegnpyuHUMaTENnsIMn B Criydasax, €Crii OHU
NCMOMb3YTCA MCKIOYUTENBHO MpU pa3BefeHVU, BblpallmBaHUW, COLEPXaHUN U
NEYEHUN XUBOTHbIX, MOXET OCYLECTBNATbCA 6€e3 nonyyYyeHust JMUEH3Un Ha
drapMaLeBTUYECKYIO OEATENBHOCTb.

(HacTb B pepakuuu, BBedeHHOW B JgenctBue c¢ 22 Hosibpa 2014 ropa
dPenepanbHblM 3akoHOM OT 22 okTa06ps 2014 roga N 313-P3.

2. [MpaBuna  XpaHeHus NEKapCTBEHHbIX  CPedcTB  YTBEpXXOarTCH
COOTBETCTBYHOLLMM YMNONIHOMOYEHHbIM doeieparibHbiM OpPraHoM WCMNOSTHUTESTbHOW
BlacTu.
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3. XpaHeHne HapKOTUYECKUX JIEKAPCTBEHHLIX CPeacTB, MNCUXOTPOIHbIX
NEKApPCTBEHHbIX CpPeacTB, pagunodapmaueBTUYECKUX JIEKAPCTBEHHbLIX CpeacTB
OCYLLECTBIIAETCSA B COOTBETCTBUN C 3aKoHOoAaTenscTBoM Poccuinckon ®enepaumn.

KommeHTapun K ctatbe 58

CrtaTtbs 58_1. MpeamMeTHO-KONMNYECTBEHHbLIN Y4YeT
rleKapCTBEHHbIX CpeACTB ANA MeAULIMHCKOro NnpuMeHeHus

1. TlepeyeHb nekapCTBEHHbIX CpPeaCcTB AN MEeOULMHCKOTrO MNpUMEHEHMS,
noanexaLumx NpeaMeTHO-KONMYEeCTBEHHOMY yyery, yTBEpXaaeTcs
YNONMHOMOY€HHbIM cheeparnbHbIM OpraHOM UCMONMHUTENBHOW BIAaCTW.

2. [lopagok BKIKOYEHUS JNEKApPCTBEHHbLIX Cpeacte And  MeauuuHCKOro
NPUMEHEHNST B MNepeyYeHb JIEKapCTBEHHbLIX CpeacTB  Onsd  MegULUMHCKOro
NPUMEHEHUS, Noanexawmx npegMeTHO-KONMMYECTBEHHOMY YYeTy, YCTaHaBIMBaeTCH
YMNONMHOMOYEHHbIM  (pefiepalibHbIM  OPraHOM  UCMOSIHUTESNTbHOW  BflaCcTU MO
cornacoBaHuto C doeaepanbHbIM opraHom UCNOMNMHUTENbHOMN BriacTu,
YMNOSTHOMOYEHHbIM B Cdpepe BHYTPEHHUX O en.

(HYactb B pepakumn, BBegeHHonm B pencteue ¢ 4 wmona 2016 roga
denepanbHbiM 3akoHOM OT 3 nons 2016 roga N 305-93.

3. [llpeoMeTHO-KONMMYEeCTBEHHbIM  Y4eT  JieKapCTBEHHbIX CcpeactB  Ans
MEOULMHCKOrO MNPUMEHEHUS BeayT MPOU3BOOUTENN JEKapCTBEHHbLIX CpPeacTs,
opraHuMsauum OfnTOBOM TOProBSIN  JIEKAPCTBEHHLIMU CpeacTBamMu, arnTeuvHble
opraHuM3auun, uHanBMAOyasnbHble NpPeanpuUHUMaTeny, WUMelwme JULEH3UI0 Ha
dapmMaueBTUYECKYD  OEATESNIbHOCTb WM JIMUEH3UI0  Ha  MegULMHCKYHO
AeATenbHOCTb, W MeOULUMHCKME opraHuM3auuun, ocyuwlecTerawowme obpalleHue
NEeKapCTBEHHbIX CPeAcTB ANA MEeAULMHCKOro MpUMEHEHUs, NMyTeM pernctpauuu
MobbIX CBA3aHHbLIX C UX ObpalleHMeM ornepauur, nNpu KOTOPbIX U3MEHSIETCS UX
KONMMYecTBO M (M) COCTOsIHME, B cCreumnasnbHbIX XypHanax yyeTta ornepawuuin,
CBSI3aHHbIX C oObOpalleHMeM §eKapCTBEHHbIX CpPeacTB Ans  MeauLUMHCKOro
NpMMeHeHns (ganee - cneyuarbHbIe XXypHarbl).

4. [NpaBuna pernctpaunmn onepawuin, CBA3aHHbIX C 0bpalLeHNEM NekapCTBEHHbIX
cpeacts  And MeOUUMHCKOrO  MPUMEHEHUS,  BKIMKOYEHHbIX B NepedYeHb
NEKAPCTBEHHbIX CpPeacTB AN MeOMUMHCKONO MNPUMEHEHUs,  noasiexawmx
npegMeTHO-KONMYECTBEHHOMY YYeTy, B CheuuarnbHbiX >XypHarmax W npasBuia
BeOEHNS U XpaHEeHUs cheumarnbHbIX XypHanoB YTBEPXOAaKTCHA YNOSIHOMOYEHHbIM
doegeparnbHbIM OpraHoOM UCTONHUTENBHOW BIlacTMW.
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5. KoHTponb 3a cobnogeHnem npasun peructpauum onepauumn, CBs3aHHbIX C
oOpallueHMeM NEeKapCTBEHHbIX CPeacTB Ans  MEeAMUMHCKOro  NPUMEHEHUS,
BKIMIOYEHHbLIX B MEpeYeHb JIeKapCTBEHHbIX CPeacTB Ansg  MeOULMHCKOro
NPUMEHEHNS, NoANeXawmx NPeaMETHO-KONMYECTBEHHOMY YYETY, B cneumanbHbIX
XypHarnax, a Takxe 3a cobnogeHMeM npaBuin BEAEHUA U XpaHeHUs cneumanbHbIX
XypHaroB  BO3faraeTcsl Ha  YNOSIHOMOYEHHble  beaepanbHble  OpraHbl
MCMNOMHUTENBbHON BIflACTU M OpraHbl  MUCMOSHUTESNIbHOM  BNacTn CyObekToB
Poccuickon depepaunn, OCYLLECTBIAIOLME JULEH3VMPOBaHME MNPOM3BOLCTBA
NEKApPCTBEHHbIX CPeacTB, (papmaueBTUMYECKOU AeATENlbHOCTU U MeOULMHCKOMN
AeATeNbHOCTN, N OCYLLECTBISETCS B paMKaXx fIMLEH3NOHHOIO KOHTPOSA.

(Ctatba pononHuTensHo BkModeHa ¢ 25 uoHa 2013 roga PegepanbHbiv
3akoHoM oT 25 nekabps 2012 rona N 262-93)

KommeHTapumn Kk ctatbe 58 1

'naBa 11. YHNUTOXEHUe nekapCTBEeHHbIX
cpenctB (ctatbu 59 - 59)

CtaTtbs 59. OcHOBaHMA N NOPAQOK YHUUTOXKEHUSA
rieKapCTBEHHbIX CpeacTB

1. HegobpokayecTBeHHbIE feKapCTBEHHble cpeacTBa, dhanbCudmunMpoBaHHbIE
nekapCcTBEHHble CpeacTBa noanexar U3bATUIO M3 ODpalLEHNS N YHUYTOXEHUIO B
nopsgke,  YCTaHOBMIEHHOM [lpaBUTENLCTBOM Poccuinickon  depepauun.
OcHoBaHMEM AON9 YHUYTOXEHUSA NEKAPCTBEHHbLIX CPEnCTB SBMSETCSA peLueHune

Bragenblia  NeKapCTBEHHbIX  CPeacCTB., PELLEHNE  COOTBETCTBYIOLLENO
YMONHOMOY€EHHOro dpefepansHOro opraHa UCMOMHUTENbLHON BNacTu UMM pelleHue
cyaa.

(Hactb B pepakumn, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

2. KoHTpadghakTHble 5eKapCTBEHHble CpeacTBa noanexar U3bATUI0 U3
obpalleHnss U YHUHMTOXEHUIO MO peweHuto cypa. [lopsagok  YHUYTOXEHUS
KOHTpPadhakTHbIX JIEKapCTBEHHbIX CPeAcTB YycTaHaBrvBaeTcs [lpaBUTenLCcTBOM
Poccuinckon denepaumn.

(HYactb B pepakumn, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropa
denepanbHbiM 3akoHOM 0T 22 aekabpsa 2014 rona N 429-93.

3. Pacxogbl, cBfi3aHHble C YHUYTOXEHWEM KOHTpPaddaKTHbIX JIeKapCTBEHHbIX
cpencrTs, HeJo00poKa4yeCTBEHHbIX NeKapCTBEHHbIX CpeacTs,
dranbCcmdmLMpOBaHHbIX JIEKAPCTBEHHbLIX CPeACTB, BO3MELLAIOTCS X BnagerbLeMm.
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4. Braperneu  nekapCTBEHHbIX CpeAcTB  [O/KeH  npeactaButb B
YMNOSMIHOMOYEHHbIN hefepanbHbli OpraH WUCMONHUTENbLHOM BNacTu OOKYMEHT Winu
3aBepeHHyl0 B YCTaHOBJIEHHOM TMOpS4Ke ero Konuw, noaTreepxgatowme dakT
YHUYTOXEHNS NEKAPCTBEHHbIX CPeACTB.

5. CooTBeTCTBYHOLMI YNONHOMOYEHHbIN doefeparnbHbii OpraH UCMNOSNHUTENbHON
BNacTW, MPUHABLUMW peleHne o6 YHUYTOXEHMM FeKapCTBEHHbIX CpencTBs,
OCYLLECTBJIAET KOHTPOJSIb 32 UX YHUYTOXEHMEM.

6. YHUUTOXEHME IeKapCTBEHHbIX CpeacTB MNpPOM3BOAUTCS OpraHM3aunsamu,
MMEIOLLWMMIN COOTBETCTBYIOLLYHO JIMUEH3MIO, Ha cneuuanbHO 0060pyaoBaHHbIX
nnowankax, nonmMroHax W B chneumanbHO 000pyaAoBaHHbIX MOMELLEHUSAX C
cobniogeHeMm TpeboBaHMM B 0BNacTM  OxpaHbl OKpyXawwen cpedbl B
COOTBETCTBUM C 3aKoHoaaTenscTBoM Poccurckon degepavmn.

7. HapkoTudeckmne nekapCTBeHHble CpeacTBa, NCUXOTPOrHbIE NeKapCTBEHHbIE
cpencTsa, paguodapmaleBTUHECKME NIEKAPCTBEHHbIE CPeaCcTBa YHUYTOXAKTCH B
COOTBETCTBUM C 3aKoHoaaTenscTBoM Poccurckon degepavmn.

KommeHTapun K ctatbe 59

'naBa 12. [ocyaapcTBeHHOe perynupoBaHue
LleH Ha nekapcTBeHHble npenapaTbl Ans
MeauUMNHCKOro npumeHeHus (ctatom 60 - 63)

Ctatbsa 60. locygapcTBeHHOE perynupoBaHue LeH Ha
NeKapcTBeHHble npenapaTtbl ANA MeAULUHCKOro
NnpUMeHeHUs

1. TocynapCTBEHHOE perynmpoBaHue LieH Ha nekapCTBEHHble npenapaTbl O
MeANLNHCKOro NpUMEHEHUS OCYLLECTBIIAETCSA NOCPEeaCTBOM:

(AG3ay B pefakuuu, BBegeHHon B AencTtsue PeneparnbHbiM 3aKOHOM OT 26
mapTa 2020 roga N 67-93.

1) yrBepxaeHusa NpaButensctBoM Poccuinckon degepaumm nepeyHst XM3HeHHO
HeOOXOANMbIX U BaXXHENLLMX NEeKapCTBEHHbIX NpenapaToB, KOTOPbLIWM CopMupoBaH
B YCTAHOBJIEHHOM WM MOpPsiAKe Ha OCHOBE KOMIMIIEKCHOW OLEHKU JIeKapCTBEHHbIX
npenapaTtoB, BK/OYas aHanu3 CBEeLEHUA O CpPaBHUTENBbHOM  KIIMHUYECKOM
abpekTMBHOCTM UM Be30MacHOCTM  JIEKapCTBEHHOMO  CPencTBa,  OLEHKY
9KOHOMWYECKUX NOcreacTBUU NPUMEHEHUS NeKapCTBEHHOrO cpeacTBa U nsydeHue
AOMOSHUTENbHBIX NOCIe4CTBUN NPUMEHEHWS NIeKapCTBEHHOIO CPeacTBa;

(MyHKT B pepakuun, BBegeHHon B paenctBue c¢ 1 wmonsa 2015 ropga
dPenepanbHbIM 3akoHOM OT 22 aekabpsa 2014 rona N 429-93.
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2) yTBEPXOEHUA METOAMKK pacyeta npegesibHblX OTMNYCKHbIX  LieH
nponsBoaUTENEN Ha §NEeKapCTBEHHble MpenapaTtbl, BKMOYEHHbIE B MNepeveHb
XXM3HEHHO HEODOXOOMMbBIX U BaXKHEMLLMX FEKAPCTBEHHbIX MNpenapaToB, a TakXe
BHePEHNSI MEXaHM3MOB POPMUPOBAHNSA CUCTEMBI PpedPePEHTHbIX LEH;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nona 2015 roga PenepanbHbIiM
3akoHom oT 22 nekabpa 2014 roga N 429-93; B pegakuun, BBEAEHHOW B AeNCTBUE
c 7 ioHs 2019 roga PenepanbHbiM 3akoHOM OT 6 nioHa 2019 roga N 134-93.

3) rocygapCTBEHHOM  pernctpauuu npedernbHbIX  OTMYCKHbIX  LeH
npousBoaUTENEN Ha IeKapcTBEHHble npenapaTtbl, BKIOYEHHbIE B MNepeyveHb
YXM3HEHHO HEOOXOAMMbBIX U BaXXHENLUMX NIEKapCTBEHHbIX NpenapaTos;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 7 noHa 2019 roga PenepanbHbIiM
3akoHom oT 6 noHa 2019 roga N 134-93.

4) BegeHnst rocyoapCTBEHHOrO peecTpa npederibHbIX  OTMYCKHbIX  LieH
Npou3BoOuTENEN Ha JleKapCTBEHHble MpenapaTtbl, BKMKOYEHHblE B MNepeyYeHb
YKM3HEHHO HEOOXOAUMBIX N BaXKHENLLMX NEKaPCTBEHHbIX NPenapaTos.;

5) yTBEPXOEHUA METOAUKM YCTaHOBEHUS OpraHamMm UCMOSHUTENbLHOW BracTu
cybbekToB Poccuinckon denepaumm npegenbHbIX pasmMepoB ONTOBbIX HagbaBok U
npeaernbHbIX PasMepoB PO3HMYHLIX HaADAaBOK K 0aKTUYECKMM OTMYCKHbIM LieHaMm,
YCTaHOBJIEHHbIM Npoun3BoOaUTENAMMN NeKapCTBEHHbIX npenapartos, Ha
nekapcTBEHHble nNpenapatbl, BKIOYEHHbIE B NepeyYeHb XU3HEHHO HEOBXOOMMbIX U
BaXKHENLLMX JIeKapCTBEHHbIX NpenapaTos;

6) ycTaHOBNEHUs npeaernbHbIX pa3MepoB OMTOBbIX HAA0aBOK M NpedernbHbIX
pasMepoB  PO3HUYHbLIX HaabaBOK K  (PAKTUMECKMM  OTMYCKHbIM  LieHawm,
YyCTaHOBIIEHHbIM NPON3BOAUTENAMU  NIEKApCTBEHHbIX  Mpenaparos, Ha
nekapcTBEHHbIe npenaparbl, BKIIOYEHHbIE B NepevYeHb XM3HEHHO HEOOXO04MMbIX U
Ba)KHENLLMX NEKapCTBEHHbIX NpenapaTos;

7) yTBEPXOEHUA Mopsgka Bblgadyn npeanucaHuin opraHam UCMOSNHUTENbHOW
Bnactn cybwvektoB Poccunckon depepaumm 0 npuBegeHUM B COOTBETCTBUE C
3akoHogartensctBoMm Poccunckon ®Pepepaumn peweHud 06  yCTaHOBEHUU
npeaenbHbIX pasMepoB OMTOBbIX HAAOaBOK M nMpedenbHbIX PasMepoB PO3HUYHbIX
Haa0aBOK K pakKTMYECKMM OTMYCKHbIM LieHaM, YCTaHOBSIEHHbIM NPON3BOAUTENSAMMU
NIEKApPCTBEHHbIX MNpenapaTtoB, Ha JieKapCTBEHHbIE npernapartbl, BKIKOYEHHbIE B
nepevyeHb XM3HEHHO HEeODXOAUMbLIX U BaKHEWMLLMX JEKapCTBEHHbLIX Mpenaparos,
€CIM OHU NPUHATBLI C HapylweHeM 3akoHoaaTernbcTBa Poccuinckon denepaumm, B
nopsgke, yctaHosrieHHoM [paButensctBoM Poccuinckon ®epepaumm;
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8) HanpasfeHus YnosTHOMOYEeHHbIM deaepasribHbiM OpraHoM UCMOSHUTENbHOW
BNacTW opraHam WCMOMHUTENbHON BracTu cybbekToB Poccurckon Pepepaunm
npegnucaHnin o NpuMBeLeHUn B COOTBETCTBME C 3aKoHogaTeNlbcTBOM Poccumnckon
depepaunn NPUHATBIX C HapyLWeHeM 3akoHogartensctea Poccunckon ®enepaumm
pelweHnin 06 YyCTaHOBIEHUN nMpedesibHblX pa3MepoB ONTOBbIX HaabaBok u
npenenbHbiX pasMepoB pPO3HUYHLbIX HaabaBOK K LEeHaM Ha nekapCTBEHHbIEe
npenapaTtbl, BKIMOYEHHbLIE B MEpPeYeHb XM3HEHHO HEeoOXOAUMbIX U BaXKHEMLUMX
NeKapCTBEHHbIX Npenaparos.;

9) ocywecTBneHns degepansHoOro rocyaapcTBEHHOro Hagsopa B cdepe
obpalleHnsi NeKapCTBEHHbIX CPeacTB UM pernMoHaribHOro  rocyaapCTBEHHOMO
KOHTPOSIA 3a NMPUMEHEHNEM LIEH Ha JleKapCTBEHHbIE MNpenapaTbl COOTBETCTBEHHO
YMNOSTHOMOYEHHbIMW  (pefepanbHbIMM  OpraHaMu  UCTMONHUTENBbHON  BflaCTU U
opraHammn UCnorHUTENbHOM BnacTn cybbekToB Poccuickon deaepaumm cornacHo
MX KOMMETeHUUN B nopsake, ycTaHoBlieHHOM [lpaBuTtensctBoMm Poccumckon
depepauuu;

(MyHKT B pepmakuun, BBegeHHOM B AenctBne ¢ 25 wmwoHa 2012 ropa
denepanbHbiM 3akoHOM OT 25 mnoHs 2012 roga N 93-03.

10) nNpuUMeHeHMss NpPedyCMOTPEHHbIX  3akoHodaTenbCTBOM  Poccumnckon
denepaumnmn Mep OTBETCTBEHHOCTU 3a HapyLUeHWe nopsgka LeHoobpasoBaHus Ha
NeKapCTBEHHbIE NMpenapatbl, BKMOYEHHbIE B NEPeYEHb XU3HEHHO HEOOXOAUMbBIX U
BaXKHENLLNX NIEKAPCTBEHHbIX NpenapaTos .

(MyHKT B pegakumn, BBegeHHom B aencteure ¢ 1 mapta 2020 roga PegepanbHbiM
3akoHoM oT 27 aekabpa 2019 rona N 475-P3.

2. B ycnosusax 4ypesBblHaHOM CUTyauum v (Mnuv) Npyv BO3HUKHOBEHUU Yrpo3bl
pacnpocTpaHeHnsi 3aboneBaHus, NPeaCTaBAoLWEro ONaCHOCTb AN OKPYXKatoLLmX,
a TaKkxe B Crlyyae, ecriiv B TeYeHve TpuauaTu KaneHgapHbIX OHEN rnocre NpuHATUA
[MpaBuTtensctBOoM Poccuinckon ®denepaumm peweHns 0 NpoBeeHNN MOHUTOPUHIa
PO3HUYHLIX LIeH Ha IekapCTBEHHble npenapaTtbl, He BKIMOYEHHble B MNepedvYeHb
XU3HEHHO HEOBXOOAMMBbIX U BaXHEWLMX JeKapCTBEHHbIX MpernapaToB, Ha
TeppuTopusax cybbekToB Poccuickon denepaunm BbISIBSIEH POCT PO3HUYHbBIX LiEH
Ha yKasaHHble JleKapCTBEHHble npenapatbl Ha TpuauaTb nNpoueHToB M Boree,
[MpaButenbctBO Poccunckon ®degepaumm BnpasBe YCTaAHOBUTH nNpenesnbHble
OTMYCKHblE LEeHbl MpomM3BoOAUTESNIEN Ha YKasaHHble JleKapCTBEHHble Mnpenaparhl,
npeaernbHble pasmepbl ONTOBbIX HaA0aBOK M npeferbHble pasmMepbl PO3HUYHbIX
Haab0aBOK K (PaKTMYECKMM OTMYCKHbIM LieHaM MNpoM3BOAUTESNIEN HA YyKasaHHble
neKkapcTBeHHble npenapaTtbl. [lepevyeHb neKapCTBEHHbIX npenapaToB, He
BKJIIOYEHHbIX B NepeyvyeHb XU3HEHHO HEOOXOAUMbBIX U BaXHENLLUMX NEKAPCTBEHHbIX
npenapaTtoB, M MOPSAOK ero dopMmpoBaHns ornpegenaTca [lpaBuTenscTBOM
Poccuinckon denepaumn.

(YacTb gononHuTensHO BKItoYeHa PegepanbHbiM 3akoHOM OT 26 Mapta 2020
rooa N 67-93)
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3. B TeyeHne peBAHOCTaA KaneHOapHbIX [OHEN CO [OHA YTBEPXOEeHUs
[MpaButenbctBom Poccuinckon ®enepaumm nepeyHsi, yKasaHHOro B 4actm 2
HacTosAWEN CTaTbW, HEe LOMNYyCKalTCA peanns3auna nU OTMYCK BKITKOYEHHbLIX B HEro
NeKapCTBEHHbIX MpernapaToB Mo LeHaMm, NpeBbIWaWLmMM npeaesibHble OTMYCKHbIe
LeHbl Npou3BoauTernen Ha ykasaHHble JieKapCTBEHHble npenapaTtbl, npenesnbHble
pa3Mepbl ONTOBbLIX HaabaBOK M NpeaernbHble pa3Mepbl PO3HUYHbLIX HaabaBoOK K
JpakTU4ECKUM OTMYCKHbIM LieHaM Npou3BoAUTENEN Ha YKa3aHHble NleKapCTBEHHbIE
npenapaTbl C Y4€TOM Harora Ha 400aBneHHy0 CTOMMOCTb.

(YacTb gononHuTenbHO BKoveHa PeneparnbHbiM 3akoHOM OT 26 Mapta 2020
roga N 67-93)

KommeHTapumn K ctatbe 60

Ctatbsa 61. locygapcTBeHHas peructpauus v
nepepeructpauus npegeribHbIX OTNYCKHbIX LeH
npon3BoAuTenen Ha neKapcTBeHHbIe npenaparbl,
BKJTHOYEHHbIe B Nepe4vYeHb XXN3HEHHO He00XoANMbIX U
BaXXHEULLMNX JleKapCTBEHHbIX NpenapaToB

1. lNpenenbHas oTnyCcKHasa ueHa NpoM3BOaUTENSA Ha NeKapCTBEHHbIV npenapar,
BKITHOMEHHbLIN B NepeYvYeHb XMU3HEHHO HEODOXOOUMbBIX U BaXXHEWMLLMX NEKapCTBEHHbIX
npenapaTtoB,  NOLJIEXVUT  FOCYQApPCTBEHHOW  perctpaumm B MOpsAKe,
ycTtaHoBrfieHHoM [lpaButensctBoMm Poccuinckon depgepaunn, Ha OCHOBaHUU
NpeacTaBfieHHOrO B YMNOSIHOMOYEHHbIN dhegeparnbHbii OpraH  UCMOSHUTENbHON
BJlACTU 3asBIieHNsA gepXaTens unv Bragesnbua perncTpaunoHHOro yaoCcToBepeHnd
nekapcTBeHHOro npenapara (YnosIHOMOYEHHOro UM nnua).

2. 3aperncTpypoBaHHaa npegernbHas OTMyCKHast LeHa npousBoauTens Ha
NekapCTBEHHbIN npenapar, BKIHOYEHHbIN B NepevyeHb XM3HEHHO HEeOBXOAMMbIX U
BaXKHENLLMX IEeKapCTBEHHbIX MNpenapaTtoB, MOXeT OblTb nepeperMcTpupoBaHa B
CTOPOHY yBENMYEeHUA OAWH pa3 B KalneHgapHOM roQy Ha OCHOBaHUU
NpeacTaBfieHHOrO B YMNOSIHOMOYEHHbIN dhefeparnbHbii OpraH  UCMOSHUTENBbHON
Bnactm o 1 okTsabpsa Kaxooro roga 3asiBfieHua gepxartens unv Bnagenbua
perncTpaumnoHHOro yaoCTOBEPEHUS JIeKapCTBEHHOro npenaparta (YynorHOMOYEHHOro
UM nuua).

3. 3aperucTpupoBaHHasi npegenbHad OTNyckHas LeHa Mpou3BOAUTENS Ha
NekapCTBEHHbIN npenapar, BKIIHOYEHHbIN B NepevyeHb XM3HEHHO HEOBXOAMMbIX U
BaXKHENLLMX NEeKapCTBEHHbIX MNpenapaTtoB, MOXeT OblTb nepeperMcTpupoBaHa B
CTOPOHY CHWKeHUss Ha OCHOBaHWM TMpeacTaBfieHHOro B YMNOSHOMOYEHHbIN
doegeparnbHbIn - OpraH  UCMNOSHUTENBbHOWM BIracTU  3asiBfIEHNA  epxaTens unm
Bllagenbua permcTpaumoHHOrO  YOOCTOBEPEHUS JIeKapCTBEHHOro npenapara
(YNOSTHOMOYEHHOro UM NnLa).
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4. [epxaten wwm  Bragerney,  pPermcTpauuoHHOrO  YO4OCTOBEPEHUS
nekapcTBeHHOro npenapata (ynosIHOMOYEHHOE MM NnLo) obsa3aH NpeacTaBUTb B
YMNOSNMHOMOYEHHbIN hefepanbHbI OpraH MWCMONHUTENBHOM BrlaCTU 3adBfiEHNE O
nepeperMcTpaumm  3apermcTpupoBaHHOM  npefenbHOM  OTMYCKHOM  LeHbl
NPON3BOAUTESNA HA JIEKAapPCTBEHHbLIN NpenapaT, BKIIHOYEHHbIN B NepeyYeHb XN3HEHHO
HEeOOXOANMBIX N BaXXHENLLMX NEKapCTBEHHbIX MpenapaTtoB, B CTOPOHY CHWXKEHUS B
criefyrowmx criydasx:

1). CHWKEHME LEeHbl B MHOCTPAHHOW BaroTe Ha JleKapCTBEHHLIM npenapaTr B
CTpaHe npousBoguTens n (Unn) B cTpaHax, B KOTOPbIX fleKapCTBEHHbIN npenapar
3aperncTpmpoBaH U (1) B KOTOpble NOCTaBNSETCS NPON3BOAUTENEM;

2) CHXeHWe LieH Ha pedbepeHTHbIE NekapCTBEHHbIE NpenapaTbl B COOTBETCTBUM
C NyHKTOM 1 HacTosiwen 4vactm (4nd COOTBETCTBYIOLWMX BOCMPOU3BELAEHHbIX,
BGroaHanoroBbIx (6MoNog0OHbIX) NNEKAPCTBEHHLIX NpenapaToB);

3) npeBbleHne NpeaenbHON OTMYCKHOM LieHbl Ha NepPBbI BOCNPON3BEAEHHbIN,
GrnoaHanorosbin  (6ronogobHbIN)  NeKapCTBEHHbLIA  Npenapat  MHOCTPaHHOrO
Npoun3BOLCTBa Had npenesisHOM OTMYCKHOW LeHOW MNPOU3BOAUTENA Ha BTOPOW
BOCnpou3BeneHHbIN, 6rnoaHanoroebi (61MonogobHbIN) NekapCTBEHHbIN npenapar,
pacCYMTaHHOW B COOTBETCTBUM C METOLAMKOW, yTBEPXOEeHHOW [lpaBUTEnbLCTBOM
Poccuinckon denepauuu;

4) npeBbiLLEHVE NpeaeribHON OTNYCKHOW LeHbl Ha NepBbli BOCNPOU3BELEHHbIN,
B6rnoaHanoroBbln  (6ronogobHLIN)  fleKapCTBEHHBIA  NpenapaTt  Npou3BOAUTENS
rocygapctea - uyneHa EBpasumcKOro SKOHOMWYECKOro COw3a Hazg npeneribHom
OTNYCKHOW LIEHOW NPON3BOAMUTENS Ha BTOPOWN BOCNPOU3BEAEHHbIN, DMoaHanoroBbIiin
(6bronogoOHbIN) NeKkapCTBEHHbIWM NpenapaTt Npou3BoOAUTENS rocygapcTBa - YfieHa
EBpasnMickoro 9KOHOMMYECKOrO COH3a, pPacCyYUTaHHOM B COOTBETCTBUM C
MeToAMKON, yTBepxaeHHou [paBuTtensctBom Poccuinckon ®enepaumn.

5. lopsagok nepepernctpaumm 3aperMcTpUpPOBaHHbLIX NpenesibHbIX OTMYCKHbIX
LEeH Npou3BOAUTErNen Ha JfieKapCTBEHHble npenapaTtbl, BKIKOYEHHbIE B MNepeyveHb
XN3HEHHO HEOBXOAMMbBIX U BaXXHEWULLMX NEKapCTBEHHbIX MpenapaTtoB, B Cryyas,
NpegyCMOTPEHHbIX  YacTamu  2-4  HacTodAWwen cTatbW, YyCTaHaBMBaAETCH
[MpaButenscTBOoM Poccuimnckon denepaumn.

6. OKOHOMUYECKUA aHanmn3 npegesibHOM OTMYCKHOW LieHbl NpouM3BOAUTENA Ha
NEKapCTBEHHbIN npenapar, BKMOYEHHbIN B NEPEeYEHb XU3HEHHO HEOOXOAUMbBIX U
Ba)KHENLLMX NeKapCTBEHHbIX MpernaparosB, NpyU ee rocygapCTBEHHOW pernctpauum
NN nepeperncTpalmm ocyLecTBNAeTca degeparnbHbIM OpraHOM UCTONHUTENBbHON
BNacTW, OCYLLECTBASAIOLWMM (OYHKLMUM MO NPUHATUIO HOPMATUBHbLIX NPaBOBbLIX aKkTOB
N KOHTPOS 3a cobnogeHveMm 3akoHodaTeNnbCTBa B cdepe rocyaapCTBEHHOMO
perynmpoBaHus LieH (TapudoB) Ha ToBapsbl (ycrnyri).



7. Pac4eT npegernbHbIX OTNYCKHbIX LEH, YkasdaHHbIX B YacTax 1 1 2 HacTosLen
cTatbn, MNpU WX TOCYO4APCTBEHHOM perucTpauun wummM rnepeperucTpaumum
OCYLLECTBJIAETCA B COOTBETCTBUM C METOOMKOW, YTBepXaeHHOU [1paBuUTensCTBOM
Poccunckon denepaumnm n y4mTtoiBatowen B TOM YUCTIE:

1) cobniogeHne GanaHca WHTepecoB noTpebuTenen  nekapCTBEHHbIX
npenapaToB, BKIMHOYEHHbIX B MEpPEeYeHb XM3HEHHO HEOOXOAUMbBIX UM BaXKHEMLUMX
NeKapCTBEHHbIX MpenapaToB, M MNPOM3BOAUTENEN eKapCTBEHHbIX MpenapaTos,
BKITIOYEHHbIX B NepeYyeHb }M3HEHHO HEOOXOAUMbBIX U BaXHENLLNX NEeKapCTBEHHbIX
npenapaTos;

2) (paKTMYECKYHO OTMYCKHYIO LLEHY Ha NekapCTBEHHbIE npenapaTtbl B Poccumnckom
®epepaunn, LieHy BBO3a JileKapCTBEHHbIX NpenapatoB B Poccunckyo denepauntio,
a TakXe LeHbl Ha aHarnorMdHble NeKapCTBEHHbIE npenapartbl, Haxodswumecs B
obpalueHumn B Poccuinckon deaepaumu;

3) 3aTpaTtbl NPOM3BOAUTENS NEKAPCTBEHHOrO npenaparta Ha NPOVM3BOACTBO U
peanusaunio NekapcTBEHHOro NpenapaTa;

4) ueHy Ha neKkapCTBEHHbIN NpenapaT, ero LeHy B cTpaHe Npou3BOAUTENS U B
CTpaHax, B KOTOpbIX EKApCTBEHHbIN MpenapaTt 3aperucTpupoBaH u (unn) B
KOTOpble NOCTaBMAETCSA NPON3BOAUTENEM.

8. He ponyckaioTca peammsauma W OTMYCK JIEKAPCTBEHHbIX MnpenapaTos,
BKJIIOYEHHbIX B NepeYeHb XU3HEHHO HEOOXOAUMbBIX U BaXHENLLUMX NEKAPCTBEHHbIX
npenapaTtoB, Ha KOTOpble MNPOU3BOOMTENSAMU JIEKAPCTBEHHbLIX MNpPenapaTtoB He
3aperMcTpuypoBaHa npeaernbHasa OTMyCKHasi LieHa, peanu3auns npou3BoguTensimm
nekapCTBEHHbIX NpenapaToB Mo LieHaM, NpPeBbILLALMM 3aperMcTpUpoBaHHbIE U
nepeperncTpupoBaHHble MNpedernbHble  OTMYCKHble LEeHbl Ha JleKapCTBEHHbIE
npenapaTbl C Y4€TOM Harora Ha 400aBneHHy0 CTOMMOCTb.

9. OcoBeHHOCTN rocygapCTBEHHOMO perynmpoBaHus NpeaeribHbIX OTMYCKHbIX
LEeH NPoM3BOAUTENEN Ha NEKapCTBEHHblE npenapaTthl, BKMOYEHHbIE B MNepeveHb
XM3HEHHO HEODXOOMMbIX W  BaXHEWLUMX JIeKapCTBEHHbIX MpenapatoB, B
3aBUCMMOCTM OT 3IKOHOMUYECKMX U (MrKM) coumarnbHbIX KpUTepueB (M3MeHeHue
YCrOBUKW, nopsggka M CTOMMOCTM MNPOU3BOACTBA JIEKAPCTBEHHbLIX MpenapaTos,
MCMNOMb30BaHNWE HOBbIX OpM, MeTOAOB UM cnocoboB rocygapCTBEHHOMO
pErynMpoBaHnsa LIeH Ha fekapCTBEHHble npernapaTbl, B TOM YUCSie HA OCHOBE
MexaHn3Ma pedepeHTHOro LeHoobpa3oBaHUs, W3MEHEHUA Mopsiaka OKas3aHus
MeLULMHCKON NMOMOLLM, U UHble U3MEHEHUS) yCcTaHaBnMBaloTCs [paBuUTENLCTBOM
Poccuinckon denepaumn.

(Ctatba B pepakuun, BBedeHHon B pgenctBne ¢ 7 uoHa 2019 ropa
denepanbHbiM 3akoHOM OT 6 noHsA 2019 roga N 134-03.

KommeHTapui K ctatbe 61

Ctatbsa 62. locygapcTBeHHbIN peecTp npeaesibHbIX
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OTNYCKHbIX LEeH I1p0I/I3BO,D,I/ITEJ19I7I Ha NekKapCcTBeHHbIe
npenapartbl, BKNO4YeHHbIe B rnepeyvyeHb XM3HEHHO
Heo6XoAUMbIX U BaXKHEeULLUNX NeKapCTBEeHHbLIX npenapatoB

1. 3apernMcTpmMpoBaHHble UMM NepeperncTpupoBaHHbIe NpeaesibHble OTNYCKHbIE
LeHbl NPOM3BOAUTENEN HA NEKapCTBEHHbIE Mpenapatbl, BKMOYEHHbIE B NepeveHb
XM3HEHHO HEOOXOOUMbLIX U BaXKHEMLUMX FEKAPCTBEHHbIX npenapaToB, noanexar
BKIIIOMEHNIO B  FOCYOAPCTBEHHbIN  peecTp npefernbHbiX  OTAYCKHbIX  LEH
nponsBoaUTENEN Ha §EeKapCTBEHHble MpenapaTtbl, BKMOYEHHbIE B MNepeyveHb
YXM3HEHHO HEOOXOAMMbBIX U BaXXHENLUMX FIEKapCTBEHHbIX NpenapaTos.

(YacTb B pegakumu, BBegeHHoM B aenctane ¢ 7 noHa 2019 roga PenepanbHbiM
3akoHoM OT 6 uoHsa 2019 roga N 134-93.

2. TocynapCTBEHHbBIN peecTp npenesibHbIX OTMYCKHbIX LeH NMpou3BoaUTENeEN Ha
nekapcTBEHHble npenapatbl, BKIOYEHHbIE B NepeyYeHb XU3HEHHO HEOBXOOMMbIX U
BaXHENLUMX JIEKApCTBEHHbIX MpenapaToB, coaepxut B cebe creayloLyto

MHJpopMaLmIo:

1) HaMMeHOBaHWe JepxaTtens WM Bnagenbua  perncTpauuoHHOro
YOOCTOBEPEHNST JIEKapCTBEHHOro mnpenaparta, HauMmeHoBaHWe nNpoun3BoaUTENS
nekapcTBEHHOro npernapaTa, CBeAeHNsa O perncTpaumm gepxartens unm snagensua
peErMcTpaumoHHOro yOOCTOBEPEHUS JIeKapCTBEHHOINo Mpenapara, CBeAeHus O
perMcTpaumm npomsBoAUTENS JeKapCTBEHHOrO npenapata Ans MeauuUHCKOro
NPUMEHEHNST B Ka4yeCTBe Hanoronsatefblwmka B CTpaHe peructpauun (ons
POCCUNCKMX IOPUOUYECKUX NALL - NOEHTUGMKALNOHHBIN HOMEP HaroronnaTtenbLumka
(MHH), Aana WHOCTpPaHHbIX HPUOUYECKMX TJUL, - CTpaHa perucTpaumn,
HaMMEHOBaHWE PErMCTPUPYIOLLIErO  OpraHa, pPerMcTpaumoHHbIN  HOMeEp, Kopg
HanoronnaTtenbwmka B CTpaHe perucTpaunm (MHKopnopauuu) unm ero adaror),
MECTO HaxOXOEeHUA MNPOU3BOACTBEHHbLIX MIOWAA0K, Y4acTBYHOWMX B npoLecce
NpPOM3BOLCTBA JIeKapCTBEHHOrO npenapaTta, C YyKasaHuem cTagum npolecca
NpOun3BOLCTBA;

(MyHKT B pepakuun, BBedeHHoM B pJenctBue ¢ 1 saHBaps 2018 ropga
PegeparnbHbIM 3aKkoHOM OT 28 aekabpsa 2017 roga N 425-93.

2) HanMeHOBaHue NeKapCTBEHHOroO npenapara (MexgyHapogHoe
HenaTeHTOBaHHOe, WM PYNMNUPOBOYHOE, WM XMMWYECKOe U TOProBoe
HaMMeHOBaHUS);

(MyHKT B pepakunn, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropga
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-P3.

3) HOMep perucTpaLoOHHOIO YO0CTOBEPEHNS NeKapCTBEHHOTO NpenapaTa;
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4) nekapCTBEHHas (popma C ykasaHMeEM OO3MPOBKM SlEKapCTBEHHOIO npenapaTa
M ero KonnyectBa BO BTOPUYHOW (MOTPeOUTENbLCKOM) YnakoBKe, a Takxe
KOMMNSIEKTHOCTb;

(MyHkT B pepakunn, BBegeHHon B paenctBue c¢ 1 wmonsa 2015 ropga
denepanbHbIM 3aKOHOM 0T 22 aekabpa 2014 roga N 429-03.

5) 3aperMcTpuvpoBaHHasa npefenbHas OTNyCKHas LeHa Ha JeKapCTBEHHbIN
npenapaT B pyonsix;

(MyHKT B pepakuun, BBeaeHHoW B penctBne ¢ 1 mapta 2020 ropa
denepanbHbIM 3aKoHOM OT 27 aekabpa 2019 roga N 475-93.

6) parta M HoOMep nMpuKasa YrNoSIHOMOYEHHOro doedepanbHOro opraHa
NCMNOSHUTENBbHOW BlaCTU O rOCYA4apCTBEHHOW permcTpaumm unm nepeperucTpaumm
npenensHOM OTMYCKHOM LeHbl Ha JeKapCTBEHHbIW rnpernapaT, BKIIHYEHHbIA B
nepeYveHb XN3HEHHO HEOBXOOMMbIX N BaXXHENLLMX NEKapCTBEHHLIX NpenapaTos;

(MyHKT B pepakuun, BBeaeHHom B gencteme ¢ 1 nona 2015 roga PenepanbHbIiM
3akoHomM oT 22 nekabpa 2014 roga N 429-93; B pegakuun, BBEAEHHOW B AeNCTBUE
c 7 ioHs 2019 roga PenepanbHbiM 3akoHOM OT 6 nioHa 2019 roga N 134-93.

6_1) noara BCTynsieHus B CUry npukasa yrnosIHOMOYEeHHOro dpegepansHoro opraHa
NCMOMNHUTENbHOW BIlaCTU O roCcy4apCTBEHHOW perucTpauum unm nepeperucTpaumm
npegensHoM OTMYCKHOM LEeHbl MPOM3BOAMTENS Ha JleKapCTBEHHbIW rpenapar,
BKIMOMEHHBIN B NEepeyvyeHb XM3HEHHO HEOOXOAMMBIX U BaXHENLUMX JIeKapCTBEHHbIX
npenapaTos;

(MyHKT gononHuTensbHO BKItodeH ¢ 7 uoHsa 2019 roga PeneparnbHbiM_3aKOHOM
oT 6 uoHa 2019 roga N 134-93)

7) WTPUXOBOM KO, HAHECEHHbIN Ha BTOPUYHYK (NOTPEBUTENBLCKY) YNaKoBKY
neKapCTBEHHOro npenapara;

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 roga PegepanbHbIM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)

8) Ko nekapCTBEHHOro npernapara no aHaToOMO-TepaneBTU4eCKO-XUMUYECKON
Kriaccudpmkaumm, pekomeHgosaHHon BcemmnpHom opraHmsaumen 34paBoOXpaHeHs.

(MyHKT gononHuTensHO BkItoveH ¢ 1 uona 2015 roga PegepanbHbIM _3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)
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3. [locymapcTBeHHast perucTpaums wunm nepepermcTpaumss npeaenbHbIX
OTNYCKHbIX LIEH Ha JieKapCTBEHHbIE npenapaTtbl, BKMOYEHHbIE B MepeYeHb
XXM3HEHHO HEODOXOOMMbBIX U BaXKHEMLLMX FEKAPCTBEHHbIX npenapaToB, BeaeHue
roCya4apCTBEHHOro peecTpa npefernbHbIX OTMYCKHbIX LEH Npou3BoguTenen Ha
NeKapCTBEHHbIE NMpenapaTbl, BKIOYEHHbIE B NEPeYeHb XNU3HEHHO HEOOXOAUMbIX U
BaXXHENLUMX  JIEKAPCTBEHHbLIX MNpenapaTtoB, OCYLWECTBASAKTCA B  MNOPSKeE,
ycTaHoBJieHHOM [lpaButensctBom Poccumnckon ®enepavumn.

(YacTb B pegakumu, BBegeHHoM B aenctane ¢ 7 noHa 2019 roga PenepanbHbiM
3akoHom Ot 6 noHda 2019 roga N 134-93.

KomMmmeHTapum K ctatbe 62

Ctatbsa 63. YcTaHOBNEHUe opraHaMm UCNOJTHUTENTbHON
Bnactu cyobektoB Poccunckon ®egepaunm npeaenbHbIX
pa3mepoB ONTOBbLIX HAA0ABOK U NpeAeribHbIX pa3MepoB
PO3HMYHbIX HaA0aBOK K (haKTUYECKUM OTIMYCKHbIM LieHaM,
YyCTaHOBJIEHHbLIM MPON3BOANTESIAMM NTIEKapPCTBEHHbIX
npenaparTtoB, Ha NleKapCTBEHHbIe npenapaTbl, BKNHOYEeHHbIe
B NepeyvyeHb XXU3HEHHO HEOOXOAUMBIX U BaXKHE ULUMX
rleKapCTBEHHbIX nNpenapaToB

(HanveHoBaHve B pepakuun, BBedeHHon B pgenctBne ¢ 1 mapta 2020 roga
denepanbHbIM 3aKOHOM OT 27 aekabpa 2019 roga N 475-93.



http://docs.cntd.ru/document/554801542
http://docs.cntd.ru/document/420321621
http://docs.cntd.ru/document/564069028

1. OpraHbl uMcCnonHUTENbHOM BracTu cydbbekToB Poccuickon denepaumm
yCTaHaBnMBaloT npefernbHble pasMepbl OMTOBbIX HaabaBOK W nNpefernbHble
pasMepbl PO3HUYHbLIX HAO0aBOK K (PAaKTUYECKUMM OTMYCKHbIM LieHam (6e3 ydeTta
Hanora Ha [06aBrfieHHYI0 CTOMMOCTbL), YCTaAHOBJSIEHHbIM MNPOU3BOAUTENSAMMU
NeKapCTBEHHbIX MNpenapaTtoB, Ha feKapCTBEHHble npernapaTbl, BKMOYEHHbIE B
nepeyYeHb XM3HEHHO HEOOXOAMMbIX U BaXKHENLUMX JIEKApCTBEHHbLIX MpenapaToB, B
COOTBETCTBUM C YTBEPXOEHHOW B MOpsAKe, YCTaHOBMEHHOM [lpaBUTENbCTBOM
Poccuickon ®enepaumm, METOAUKOM YCTAHOBIIEHUA OpraHamMu MCMOSHUTESNbHON
Bnactn cyobektoB Poccuinckon depepaumm npefenbHblX pa3MepoB OMTOBbIX
Haab0aBOK W npefernbHbIX pPasMepoB PO3HUYHbIX HagbaBoK K  (haKTUYECKUM
OTNYCKHbIM  LleHaM, YCTaHOBJSIEHHbIM  MPOM3BOAUTENAMM  JIeKapCTBEHHbIX
npenapaToB, Ha flekapCTBEHHbIE NMpenapaTbl, BKIOYEHHbIE B NEPeYEHb XU3HEHHO
HEOOXOAUMBIX W BaXXHEWLWIMX JieKapCTBEHHbIX mnpenapaTtoB. [1pOeKTbl peLLeHui
OpraHoOB WCMOMHUTENBLHOW Bractu cybbektoB Poccuiickon degepaunmn 06
YCTaHOBMEHUN U (MNN) U3MEHEHUN NpeaesibHbIX PasMepoB OMTOBbLIX HanbaBOK U
npeaenbHbIX PasMepoB PO3HMYHLIX HaADAaBOK K 0aKTUYECKMM OTMYCKHbIM LieHaMm,
YCTaHOBJIEHHbIM NpOV3BOAUTENAMMU NekapCcTBEHHbIX npenapaTos, Ha
nekapcTBEHHble npenapatbl, BKIIOYEHHbIE B NepeyYeHb XU3HEHHO HEOBXOOMMbIX U
BaXHENLUMX  JIEKApCTBEHHbLIX  MpenapaTtoB, MOAJSIEXaT  COMMacoBaHUIO  C

YMNONMHOMOYEHHbIM  (pefeparnbHbiM ~ OpraHOM  UCMOSIHUTENBHOWM  BAcCTM,
OCYLLUECTBIIAIOWMM  (PYHKLUMW NO MPUHATUIO HOPMATMBHbLIX MNPaBOBbIX akTOB W
KOHTPOMO 3a cobnogeHveM 3akoHogaTenbCTBa B cdepe rocyaapCTBEHHOMO
perynupoBaHnsa UeH (TapudoB) Ha ToBapbl (ycnyru), B nopsigke, ycTaHOBIEHHOM
[MpaBuTtensctBoM Poccuinckon ®enepaumn.

(YacTb B pepakuumn, BBedeHHOM B aencteue degepaslibHbiM _3aKOHOM OT 13
nona 2015 roga N 241-93; B pegakumm, BBegeHHon B agencteme ¢ 1 mapta 2020
roga PegepanbHbiM 3akoHOM OT 27 aekabps 2019 roga N 475-93.
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2. OpraHusauum onToBOM TOProBSIN JIEKAPCTBEHHLIMW CPeACcTBaMKU, anTeyHble
opraHuM3auun, uHAuBMAOyasnbHble NpPeanpuUHUMaTeny, UMelwme JULEH3UI0 Ha
hapMaLeBTUYECKYIO  AEATENbHOCTb, MEeAWUUMHCKME OpraHusauuu, UMetome
MMUEH3NI0  Ha drapMaueBTUYECKYID OesaTenbHOCTb, W KX 000cobneHHble
nogpasgeneHuss (ambynatopuun, denbglepckme un  denbalepcKo-akyLepckmne
NYHKTbl, LEHTpbl (OTAeneHus) obwen BpadebHON (CemMenHoM) npakTUKu),
pacrnofioXXeHHble B CESIbCKMX HaCeNEHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYHOT
anTeudHble opraHM3aLun, OCYLLECTBASIOT peanv3aunto fiekapCTBEHHbIX NpenapaTos,
BKJIIOYEHHbIX B NepeyvyeHb XU3HEHHO HEOOXOAUMbBIX U BaXHENLLUMX NEKAPCTBEHHbIX
npenapaToB, MO LieHaM, KOTOopble (POPMUPYHOTCS B COOTBETCTBUM C MNOPSAKOM,
ycTaHoBJIeHHbIM [paButensctBoM Poccunckon ®Penepaumm, n ypoBeHb KOTOPbIX
(6e3 yyeTta Hanora Ha OoOaBMNEHHYD CTOMMOCTb) HE AOSPKEH MpeBblIaTb CYMMY
pakTM4EeCKoU OTMYCKHOW LieHbl, yCTaHOBMEHHOW MPOU3BOAUTENIEM JIEKAPCTBEHHOIO
npenapara, He MpPEeBbILLAOWEN 3apPerMcTpUpoBaHHON UM nepeperncTpmupoBaHHON
npedenbHOM  OTMYCKHOW — LeHbl  npou3Boautens (Ha gaty  peanusauum
NeKkapCTBEHHOro npenapaTta npou3BoaUTENEM), U pa3Mepa ONTOBOM HaabaBKu U
(Mn) pasmepa po3HMYHOM HagbaBKW, He NPEBbILLAIOLLMX COOTBETCTBEHHO pa3mepa
npegenbHOM oOnNToBOWM HagbaBknm M (MnM) pasmepa  npeaenbHOM  PO3HUYHOM
Haa0aBKK, yCTaHOBSEHHbIX B cyObekTe Poccuinckon denepaumu.

(Hactb B pepakumm, BBeadeHHon B pgenctBue ¢ 1 mapta 2020 ropa
PepeparnbHbiM 3aKkoHOM OT 27 aekabpsa 2019 roga N 475-93.

3. OpraHbl ucnonHuUTenbHOM BriacTn cybbekToB Poccuiickon dPepepaumu
pasmMeLLatoT B ceTu "MIHTepHeT" MHdhopMau Mo 0 3aperMcTpupoBaHHbIX NpeaerbHbIX
OTMYCKHbIX LleHax Npon3BoauUTesien Ha nekapCTBEHHbIE npenaparbl, BKIOYEHHbIE B
nepeyYeHb XM3HEHHO HEOOXOAUMbBIX U BaXKHEMLLMX NeKapCTBEHHbIX NpenapaTos, 06
YCTaHOBIEHHbIX B CcybbekTe Poccuiickon Pepepaunmn npeaernbHbiX pasmepax
ONTOBbIX HagbaBokK M (UnK) NpedenibHblX pasMepax pPO3HUYHbIX HagbaBoOK K
YCTAHOBJIEHHBbIM MPOU3BOAUTENIAMMU JIEKAPCTBEHHbIX MpenapaTtoB (akTUYeCcKnm
OTMYCKHbIM LileHaM Ha JieKapCTBEHHbIE npenapaTbl, BK/OYEHHblE B MepeyeHb
XN3HEHHO HEODXOOMMBIX U BaXXHEWMLLMX fEeKapCTBEHHbIX NpenapatoB, a Takxe O
CYMMe 3aperMcTpuvpoBaHHbIX MpefernbHbIX OTMYCKHbIX LeH npou3BoauTenen Ha
nekapcTBEHHble npenapatbl, BKIOYEHHbIE B NepeyYeHb XU3HEHHO HEOBXOOMMbIX U
BaXKHENLLMX FleKapCTBEHHbIX NpenapaToB, YCTaHOBMEHHbIX B CybbekTe Poccumnckom
denepauunn npegenbHbIX pasMepoB ONTOBbIX HAAOaBOK U NpeferbHbIX pa3smMepoB
PO3HWYHbLIX HaabaBOK WM Harora Ha [obaBneHHy cToummocTb. WIHdopmaums,
npegycMOTpPeHHass HacTOsLLEeN YacTbio, OOSMKHA HaXOAUTbCH Takke B anTeyHbIX
opraHusaumax B [LOCTYNHOM Anfs BCeX 3anHTepecOoBaHHbIX J1uy  doopme U
OBOHOBMATLCA NO Mepe ee pasMeLUeHUA opraHamu WCMNOSMHUTENBLHOW BrlacTu
cyobekToB Poccuinckon depepaumm B cetn "IHTepHeT".

(Hactb B pepakumm, BBegeHHon B pgenctBue ¢ 1 mapta 2020 ropga
PepeparnbHbIM 3aKoHOM OT 27 aekabpsa 2019 roga N 475-93.
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4. YacTtb ytpatuna cuny ¢ 1 maprta 2020 roga - PeneparnbHbii 3akOH OT 27
nekabps 2019 rona N 475-93..
KommeHTapum k ctatbe 63

'maBa 13. MOHUTOPUHI 3(PpPEKTUBHOCTU U
©e30nacHOCTU NleKapCTBEHHbIX Npenaparos,
HaxoaAwuxcsa B oopawieHnn B Poccumnckon
Pepnepauuu (ctatbmn 64 - 66)

(HanveHoBaHve B pepakuun, BBegeHHon B pgencteue ¢ 1 wmonsa 2015 roga
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

Ctatbna 64. ®DapmakoHan3op

1. JlekapcTBeHHble npenapaTtbl, Haxoaswmeca B obpaweHun B Poccuimnckon
denepauunn, noanexar MOHUTOPUHIY 3ddeKTMBHOCTM U 6e30nacHOCTU B Lendax
BbISIBIIEHUS ~ BO3MOXHbIX  HEratTMBHbIX  MOCNEeACTBUMM  UX  NPUMEHEHNUS,
NHAMBUOYaNbHOW HEMNEPEHOCUMOCTI, NpeaynpeXxaeHna MeauLMHCKNX paboTHNKOB,
cneuymanucToB B 0brnacTu BeTepMHapUK, NauMeHToOB NN BragernbLEB XMBOTHbIX U
NX 3aLMTbI OT NMPUMEHEHNA TaKUX NieKapCTBEHHbIX MpenapaTos.

(Hactb B pepakuun, BBedeHHon B penctene ¢ 13 asrycta 2019 ropga
denepanbHbiM 3akoHOM OT 2 asrycta 2019 roga N 297-93.

2. d®apmMakoHag30p OCYLIECTBSIETCA COOTBETCTBYHOLMM  YNOSTHOMOYEHHbIM
denepanbHbIM OpraHoM MCMONMHUTESNTbHOM BfacTuU B YCTAHOBMIEHHOM MM MoOpsiake
nyTeM aHanmMsa npefnocTaBnsgeMon cybobekTamum obpalweHus nekapCTBEHHbIX
cpeacts  MHGopMauum O MNOBOYHBLIX AENCTBUSAX, HexXenaTesnbHbIX peakuunsx,
CEpPbE3HbIX HeXenaTerbHbIX peakuunsax, HenpeaBuaeHHbIX  HexernaTeslbHbIX
peakumax npu npUMEHEHUN JeKapCTBEHHbLIX MpenapaTtoB, 00 WHOMBUAOYalNbHOM
HEeNnepeHoCUMOCTH, OTCYTCTBMM 3GEKTUBHOCTM fEKapCTBEHHbIX MpenapaToB, a
Takke 00 MHbIX drakTax U 0bCTOATENbCTBAX, NPEACTaBMAAIOWMX YrPO3Yy XU3HU Mn
300pOBblD  4YerioBeka MO0 KMBOTHOrO Mpyv  MNPUMEHEHUN  JIeKapCTBEHHbIX
npenapaTtoB W BbISBMEHHbIX Ha BCeX 3Tanax obpaleHns nekapCTBEHHbIX
npenapartos B Poccuickon ®efepaumm n apyrux rocygapcTaax.
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3. CybbekThbl obpalleHmst fieKapCTBEHHbIX CPEeACTB B Nopsagke, yCTaHOBIEHHOM
YMNOMHOMOYEHHbIM  doefieparnbHbIM  OpPraHOM UCMNOSMHUTENBHOW BfacTh, 00SA3aHbl
coobLatb B YMNOSHOMOYEHHbIN hedeparnbHbli OpraH UCMOSHUTENbHOW BracTu O
NOBOYHbIX OENCTBUNAX, HEeXenaTesnbHbIX peakuusix, Cepbe3HbIX HexenaTernbHbIX
peakumax, HenpeaoBuOEHHbIX HeXenaTesSibHbIX peakuusx rpu  NMpUMeHeHun
nekapcTBEHHbIX NpenapaTos, 06 MHANBMAYarbHON HEMNEPEHOCUMOCTU, OTCYTCTBUM
9hPeKTMBHOCTM JIEKApCTBEHHbLIX MpenapaToB, a Takke 00 WHbIX akTax wu
obCcToATENBCTBAX, NPEACTABNSAOLWLMX YIPO3Y XU3HM UK 300POBLI0 YerioBeka nmbo
YXMBOTHOIO Mpv NPUMEHEHUN NEeKapCTBEHHbIX NpenapaToB U BbISBIIEHHbIX HA BCEX
9Tanax obpalleHusi fekapCTBEHHbIX npenapaTtoB B Poccuinckon depepaumm u
ApYrux rocygapcTBax.

4. [epxaterm wnM  Bnagenbubl  PErMCTPauMOHHbIX  YOOCTOBEPEHUi
NeKapCTBEHHbIX NpenapaTtoB, PUOAWYECKNE §MUa, HA WUMS KOTOPbIX BblAaHbl
paspelleHns Ha nMpoBeAEHNE KIMHUYECKUX uUccredoBaHun B Poccuinckon
denepauunn, NMM60O YNOSIHOMOYEHHbIE UMW AOPYrue pUandeckne nuiua B pamMKkax
obecneveHnss  ©6e30MacHOCTM  NIEKApCTBEHHbIX MpenapatoB B  Nopsiake,
YCTaHOBIEHHOM COOTBETCTBYIOLLMM YMNOSIHOMOYEHHbLIM doefeparnbHbiM - OpraHoMm
NCMNOSHUTENBbHON BracTu, o0043aHbl OCYLLECTBNATb MpueM, YyyeT, o0paboTky,
aHanmM3 W XxpaHeHue nocTynawwmx B WX agpec OT CcyObekToB obpalleHus
NEeKapCTBEHHbIX CPeaCTB M OpraHoB rocydapCTBEHHOM BriacTU COOOLIEHUM O
NOBOYHbIX OENCTBUAX, HEXenaTeNbHbIX peakumnax, Cepbe3HbIX HexenaTerbHbIX U
HenpeaBUOEHHbIX HexXernaTerbHbIX peakumsx npu NpUMEHEHUN NeKapCTBEHHbIX
npenapaTtoB, 06 0COBEHHOCTAX MX B3aUMOLENCTBUS C APYrMMU fieKapCTBEHHbIMU
npenapaTtaMmn, UHOMBUAYaANbHOM HEMEPEeHOCUMOCTU, a Takke 00 WHbIX hakTax u
obCcToATENBCTBAX, NPEACTABNSAOLWLMX YIPO3Y XU3HM UK 300POBLI0 YerioBeka nmbo
XVBOTHOIO WM BIINAIOWMX HA W3MEHEHWE OTHOLUEHUSI OXOaemMou Mnosib3bl K
BO3MOXHOMY PUCKY NPUMEHEHNS fIeKapCTBEHHbIX NpenapaTos.

5. lNpn BbISIBNEHUM MHOPMaLMM O CEPbE3HbIX HeXenaTerlbHbIX peakuusix u
HenpeaBuMOEHHbIX HeXenaTenbHbIX peakuusx npu NPUMEHEHUM TEKapCTBEHHbIX
npenapaTtoB, 06 0COBEHHOCTAX MX B3aUMOLENCTBUS C APYrMMU fieKapCTBEHHbIMMU
npenapaTtaMmn, UHOMBUAYaNbHOM HEMEPEeHOCUMOCTU, a Takxke 006 WHbIX hakTax u
obcToATeNbCTBAX, BMUSAIOWMX HA WU3MEHEHME OTHOLLEHUS OXMOAaeMOW MNofb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUA NEKAPCTBEHHbLIX MpenapaTtoB, gepxaTtenn unm
Bnagenbubl PErmcTpauMoOHHbIX YOOCTOBEPEHUM JEKAPCTBEHHbLIX MNpenapaTtos,
lopuandeckme nuua, Ha MM KOTOpPbIX BbldaHbl paspelleHuMsi Ha npoBedeHue
KIMHMYeCcKknx nccnegosaHnn B Poccumrckon depepaumm, nmbo ynorHOMOYEHHble
MK apyrme opuguyeckme nvua obsizaHbl MNPUHATb Mepbl, HanpaBfieHHble Ha
yCTpaHEHME HeraTuBHbIX MOCMeACTBUA MNPUMEHEHUS TaKUX JeKapCTBEHHbIX
npenapaTos, NpeaynpexgeHne NpUYNHEHN Bpeaa XN3HN U 340POBbI0 YerioBeka
MO0 XXMBOTHOrO, 3aLLUTY UX OT NPUMEHEHMUS TaKNX NIEKApCTBEHHbIX NpenapaToBs, Ha
AONOSHUTENBHBLIN CcOop AaHHbIX 06 3ddeKTUBHOCTM M BE30MacHOCTU TaKux
NeKapCTBEHHbIX NpenapaTos.



6. 3a HecoOOLIEHNEe UMM COKPbITUE MHEpOPMaLMK, NPeayCMOTPEHHON YacTbio 3
HaCTOoSALWEN CTaTbW, AepXaTeny Unv BrnagerbLbl PerMcTpaLnoHHbIX YO0CTOBEPEHNI
NEKapPCTBEHHbIX MNpenapaTtoB, lpuandeckne nvua, Ha UMA KOTOPbIX BblAaHbI
paspelleHns Ha TMpoBEeAEHME KIMHUYECKUX uUccregoBaHun B Poccuinckon
denepauunn, MO0 YNOSIHOMOYEHHbIE UMW APYrUe lopuguyeckme nvua, a Takxke
AOIPKHOCTHbIE IMua, KOTOpbIM 3Ta MHGOpMauWa cTana W3BecTHa Mo poay MX
npodpeccuoHanbHON OeATenbHOCTU, HEeCYT OTBETCTBEHHOCTb B COOTBETCTBUMM C
3aKkoHopaTtenscTBoM Poccunrckon degepavmn.

7. Tlpyn nosny4yeHun ynorIHOMOYEHHbIM doeeparibHbiM OpraHoM UCMOSTHUTESNTbHOW
BflaCTM B paMKax OCYLEeCTBNEeHNd WM drapMakoHaZ3opa [[OoKasaTenbCTB O
HECOOTBETCTBMM JIEKapCTBEHHOIO Mnpenaparta yCTaHOBSIEHHbIM TpeboBaHuAM mnm
Npy NOSlyYeHNN MHopMaLmm 0 HECOOTBETCTBUN AaHHbIX 06 3¢peKTUBHOCTN U O
6e3onacHOCTU NeKapCTBEHHOMO npenapata AaHHbIM O NIeKapCTBEHHOM Npenapare,
coAepXalmMcsl B MHCTPYKLUW MO €ro NpUMEHEHMO (B TOM YMCIie BbiSIBIIEHHbIX B
Xo4e OcCyllecTBreHus papmMakoHans3opa KOHTPOSbHO-HAA30PHbLIMU — OpraHamu
MHOCTpPAaHHbIX rocyaapcTs), YMNOSTHOMOYEHHbI N doegeparnbHbIn opraH
MCMNOSTHUTENTbHOW BIlaCTU B YCTAHOBIIEHHOM MM MOPSAKe paccMaTpuBaeT BOMNPOC O
NPUOCTaAHOBIIEHUN NPUMEHEHNS TAaKOro JIeKapCTBEHHOIO npenaparTa.

(Ctatba B pepakuun, BBegeHHom B pgenctBne ¢ 1 wmwona 2015 ropa
PepeparnbHbIM 3aKoHOM OT 22 fekabpsa 2014 roga N 429-93.

KommeHTapum Kk ctatbe 64

CtaTtbsa 65. [lpnocraHoBNeHne NpUMeHeHUsA
rieKapCcTBEHHOro npenapara

1. Tpn nony4yeHnn MHgopMaL MM O HexenaTesibHbIX peakunax rnpu npuMeHeHnun
NeKapCTBEHHOro npenapaTta, He YKasaHHbIX B WHCTPYKUMW MO  MPUMEHEHUIO
NEKapCTBEHHOrO  npenaparta, Cepbe3HbiX HexenatenbHbIX — peakumnax, o6
OCODEHHOCTAX ero B3aumMoOencTBus C OPYrMMU fekapCTBEHHbIMU npernaparamu,
KOTopble MOryT nNpeacTaBnsaTb Yrpo3y >XU3HW WM 340POBbI0  4erioBeka mbo
XMBOTHOIO, a Takke O HeCOOTBETCTBUM [aHHbIX 00 3deKTUBHOCTM U O
6e3onacHOCTM NeKapCTBEHHOMO npenapata AaHHbIM O NIeKapCTBEHHOM npenapare,
cogepXawwmmMcss B  WHCTPYKUMM NO €ero TMpUMEHEHWo, B TOM 4ucre ot
YMNOSTHOMOYEHHbIX  OpraHoB  MHOCTPaHHbLIX  rocyaapcTB, OOMEH  KOTOpOW
OCYLLECTBIIAETCA B COOTBETCTBUM C COMMALLEHUAMMN MeXOY YNOSTHOMOYEHHbLIM
doepepanbHbIM OpraHoOM UCTONHUTENBHOM BrACTU U YNOSTHOMOYEHHbBIMU OpraHamu
MHOCTpPAaHHbIX rocynapcrTs, YMNOSTHOMOYEHHbI M doegeparnbHbIin opraH
NCMNOSTHUTESTbHOW BNnacTu paccmartpuBaeT BOMpoC o] BO3MOXHOCTU
NPUOCTaHOBIEHNA OOpalleHMsl TakKoro feKapCTBEHHOro npenapara B MOpsigKe,
YCTAHOBJIEHHOM  YMOSIHOMOYEHHbIM  doefieparibHbIM  OpraHOM  UCMOSTHUTENbHOMN
BIlacTu.
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2. [pn HeucrnomnHeHun wnNn HeHagnexawem WCMOSHEHUN aAepXaTenaMn unm
BlagenbLuaMmy permcTpaumoHHbIX YOOCTOBEPEHU JeKapCTBEHHbIX Mpenaparos,
OPUONYECKUMN NMLLAMKW, HA UMS KOTOPbIX BblAaHbl paspelleHnss Ha npoBedeHune
KITMHUYecKux nccrnegosaHnim B Poccumnckon denepaumnu, unm ynosIHOMOYEHHbIMU
UMW OPYTUMW FOPUONYECKMMN NNLaMn 0693aHHOCTEN, YCTaHOBSIEHHbIX YacTamMu 3 1
4 cTtaTbu 64 HacTosdwero denepanbHOro 3akoHa, IMbo B cryyasx npencraBfieHus
COOTBETCTBYHOLLMM YMNONIHOMOYEHHbIM doefieparibHbiM OpPraHoM MCMOSTHUTESTbHOW
BflaCTU  3aK/MOYEHUA O  HeLOCTOBEPHOCTUM  pe3ysibTaTtoB  KIIMHUYECKOro
MccrnegoBaHNsa INEKapCTBEHHOrO npenaparta angd MeauuMHCKOro NpUMEHEeHUs,
KOTOpOE OCHOBaHO Ha pesyrbratax M[poBEPKNU MeLULMHCKON OopraHusauum,
NPOBOAMBLLEN YKa3aHHOE KIMHWYEeCKoe WCCneaoBaHMe C HapylueHWeM npaBul
Hagnexawen KIMHUYECKOW MPakTUKK, U MPUBENO K MOSyYEeHUIO HeOOCTOBEpPHbIX
pesyneTatoB, M6O B Crlydae HEBbINOSHEHUA MpeanucaHnsi, Bbl4aHHOIO
YMNOSNMHOMOYEHHbIM hbefeparnbHbiM OpPraHOM WCMOSTHUTENbHOM BIlaCTU MO UTOram
OCYLLUECTBIIEHNA BbIOOPOYHOIrO KOHTPOSS KayecTBa JiIeKapCTBEHHOro npenapara,
YMNOSNMHOMOYEHHbIN hefeparnbHbIi OpraH UCNOSTHUTENBLHOM BiacTU B YCTAHOBIIEHHOM
UM NopsiaKe paccMaTpuBaeT BOMPOC O MNPUOCTAHOBIEHMN MNPUMEHEHUSI TaKoro
NeKapCTBEHHOrO npenapara.

3. YNOnHOMOYEeHHbIN doefeparnbHbliA  OpraH WCMNOSIHUTENbHOW BrlaCcTu  Npw
npegcraBfieHnn eMy CBeeHUN O HECOOTBETCTBUM MPOU3BOAMUTENS JIEKapPCTBEHHbIX
cpencTts TpeboBaHMAM NpaBusn Haanexawen Npon3BOACTBEHHON NMPaKTUKK U (1K)
O HapyWeHUN IULEH3MOHHbIX TpeboBaHW, KOTopble ObinM BbISIBMEHbI B XO4e
NpoBefEHNS] MHCMEKTUPOBAHUA MMPOU3BOOMUTENSA JIeKapCTBEHHbIX CpencTB Wnn
OCYLLECTBJIEHNA NULLEH3MOHHOIO KOHTPONSA B cdoepe Npomn3BoaCTBa NeKapCTBEHHbIX
CpedcTB U NpuBENM WM MOTYT TMPUBECTU K MNPOU3BOLCTBY JeKapCTBEHHbIX
npenapaTtoB Ans MeOUUUHCKOrO MNPUMEHEHUS!, MNPUYMHUBLLMX WM CNOCOBHbIX
NPUYUHUTL BPed XM3HW WM 300POBbIK0 rpaxgaH, paccMatpuBaeT BOMPOC O
NPUOCTAHOBIIEHUN NMPUMEHEHUS JeKapCTBEHHbIX NpenapaTtoB A9 MeAULMHCKOro
NPUMEHEHUS B YCTAHOBSIEHHOM MM MOpSA4Ke B Cregyowmx cryvyasax:

1) cocTaB n (MnNn) TEXHOMOMMSA MPOM3BOACTBA NlEeKapCTBEHHOro npenapaTta Ans
MeLULIMHCKOro NpuMeHeHus (C onncaHvemM cTaguin Npons3BoaCcTBa) OTNIMYaTCAa OT
3as1BSIEHHbIX B PErMCTPaLMOHHOM OCLE;

2) nekapcTBeHHbI npenapaTt Ans MeAULVMHCKOrO NPMMEHEHUS NPoM3BedeH Ha
NPON3BOACTBEHHON MMOLLAAKE, HE YKa3aHHOW B perMcTpaunoHHOM A40ChE;

3) y npousBoguTENs JEKapCTBEHHbIX CPEACTB OTCYTCTBYKT [OOKYMEHTbI,
noaoTBEPXKOALWME COOTBETCTBME KayecTBa JIEKApPCTBEHHOrO MpenapaTta [Aans
MEANLMHCKOIO NPUMEHEHWNsI, BBOAUMOIO B rpaXKgaHCKMM o6opoT, TpeboBaHusMm,
YCTaHOBIEHHbIM MPW €r0 rocy4apCTBEHHOW PervcTpaLmu;



4) npou3BOOUTENEM  JIEKAPCTBEHHbIX CPEeACcTB B COMACOBaHHbIN  C
COOTBETCTBYHOLUWMM YMNOSIHOMOYEHHbIM doefieparibHbIM OpraHOM  UCMONHUTENBHON
BNacTU CPOK He YCTpaHeHbl HapyleHua TpeboBaHuMM NpaBun  Hagnexallemn
NPOM3BOACTBEHHON MPAKTUKN N (M) SIMLEH3MOHHbIX TpeboBaHnn, KOTopble Bbinn
BblFBMEHbI B XO4e NpoBeaeHUsI MHCMNEKTUPOBAHNA NPON3BOAMUTENS NEKAPCTBEHHbIX
CpeacTB UMM OCYLLECTBIEHUS NIMLLEH3UOHHOIO KOHTPOMsS B cdhepe Npom3BOACTBa
NEKapCTBEHHbIX CPeacTB W MNpuvBENM WM MOIYT TMPUMBECTU K MPOM3BOACTBY
NekapCTBEHHbIX NpenapaTtoB A9 MeULMHCKOrO MPUMEHEHUS, NPUYNHUBLLMX WU
CNOCOBHbLIX MPUYUHUTDL BPE XXN3HN UK 300POBbLIO rpaxkaaH.

(YacTb pononHuTenbHO BKMtodeHa ¢ 15 uwoHa 2018 roga PeneparnbHbIM
3akoHoM OT 4 utoHsa 2018 roga N 140-93)

4. YNormHOMOYeHHbIN peaeparnbHbl OpraH MWCMONHUTENBHON BRactum npu
HanMM4YMM y Hero cBedeHUn O HEeCOOTBETCTBUM MNPOU3BOAUTENSA JIeKapCTBEHHbIX
cpencTts TpeboBaHMAM NpaBus Haanexawen Npon3BOACTBEHHON NMPaKTUKK U (1K)
O HapyWeHUN IULEH3MOHHbIX TpeboBaHW, KOTopble ObinM BbISIBMEHbI B XO4e
NpoBefEHNS MHCMEKTUPOBAHUA MMPOU3BOOMUTENSA JIeKapCTBEHHbIX CpencTB Wn
OCYLLECTBJIEHNA NULLEH3MOHHOIO KOHTPONA B cdoepe Npomn3BoaCTBa NeKapCTBEHHbIX
CpedcTB U NpuBENM WM MOTYT TMPUBECTU K MNPOU3BOLCTBY JeKapCTBEHHbIX
npenapaTtoB AN BETEPUMHAPHOrO MPUMEHEHUS, MNPUYMHUBLLMX WM CNOCOBHbIX
NPUYUHUTL BPed XM3HW UM 300POBbI0 XUBOTHbLIX, paccMatpuBaeT BOMPOC O
NPUOCTAHOBIIEHUN peanu3aunnm 1 NpPUMEHEHUs JieKapCTBEHHbIX npenapaTtoB L4
BETEPUHAPHOIo NPUMEHEHUS B YCTAHOBSIEHHOM MM MOpPSA4Ke B Creayowmx cryvyasax:

1) cocTaB n (Mnn) TEXHOMOMMSA MPOM3BOACTBA NleKapCTBEHHOro npenapaTta Ans
BETEPMHAPHOIO NPUMEHEHNS (C ONMCaHNEM CTaaun NPOn3BOACTBA) OTIMYalOTCS OT
3as1BSIEHHbIX B PErMCTPaLMOHHOM OChE;

2) nekapCTBEHHbIN NpenapaT A4S BETEPUHAPHOrO NPUMEHEHUS NPon3BeneH Ha
NPON3BOACTBEHHON MMOLLIAAKE, HE YKa3aHHOW B perMcTpaunoHHOM A0ChLE;

3) y npousBoguTens neKapCTBEHHbIX CPEACTB OTCYTCTBYOT [OOKYMEHThI,
nogoTBEPXKOALWME COOTBETCTBME KayecTBa JIEKApPCTBEHHOrO MpenapaTta nns
BETEPMHAPHOIO MPUMEHEHUS!, BBOAMMOIO B IpaXgaHCKuM ob6opoT, TpeboBaHuSAM,
yCTaHOBIIEHHbIM MNP Ero rocyaapCTBEHHOW perncTpauuu;
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4) npou3BOOUTENEM  JIEKAapCTBEHHbIX CPEeACTB B COMACOBaHHbIN - C
COOTBETCTBYHOLUMM YMNOSIHOMOYEHHBIM doefieparibHbIM OpraHOM  UCMONHUTENBHON
BNacTU CPOK He YCTpaHeHbl HapyleHua TpeboBaHuMM NpaBuni  Hagnexalemn
NPOM3BOACTBEHHON MPAKTUKN N (ArK) SIMLEH3MOHHBIX TpeboBaHunn, KOTopble Bbinu
BbISIBMIEHbI B X04€ NPOBEAEHNSI MHCNEKTUPOBAHNS NPON3BOAUTENS NEKApPCTBEHHbIX
CpeacTB UMM OCYLLECTBIEHUS NIMLLEH3UOHHOIO KOHTPOMsS B cdhepe NMpom3BOACTBa
NEKapCTBEHHbIX CPeacTB W MNpuvBENM WM MOryT TMPUMBECTU K MPOM3BOACTBY
NEKapCTBEHHbIX NpenapaToB Afs BETEPUHAPHOIO MPUMEHEHUS, MPUYMHUBLLNX WA
CNOCOOHbIX MPUYMHUTD BPE, XMU3HN NN 300POBbI0 XKUBOTHBIX.

(YacTb pononHuTenbHO BKMtodeHa ¢ 15 uwoHa 2018 roga PenepanbHbIM
3akoHoM OT 4 utoHsa 2018 roga N 140-93)

C 1 auBapa 2023 roga PegepanbHbiM 3akoHOM OT 27 aekabpa 2019 roga N
475-903 cTatbs 65 HacTodwero PeagepansHOro 3akoHa 6yaeT gonofnHeHa YacTamu
5n6.

(Ctatba B pepakuun, BBedeHHon B pgenctBne ¢ 1 wona 2015 ropa
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-P3.
KommeHTapun K ctaTtbe 65

Ctatbsa 66. UHcpopmauuna o pesynbTtaTtax dpapmMakoHagsopa

YNONHOMOYEHHbIN doepeparnbHbIf opraH NCNONMHUTENbHOMN BriacTu,
OCYLLECTBSIAIOWMIA (bapMaKoOHaa30p, MO ero pesynbtaramM pa3melaeT Ha CBOEM
odmumansHoM cante B ceTu "IHTepHeT" nHgopmauuio o:

1) BbISIBMEHUM HOBbIX MNOATBEPXOEHHBLIX OaHHLIX O MOOOYHbLIX AEUCTBUSIX,
HexenaTernbHbIX peakuusx, Cepbe3HbIX HeXenaTernbHbIX peakuusx,
HenpeaBUOEHHbIX HeXenaTerbHbIX peakuusix npu NPUMEHEHUU NeKapcTBEHHOMO
npenapata, B TOM YMUCIie BIMSIOWMX Ha OTHOLUEHWE OXMOAeMOW Monb3bl K
BO3MOXHOMY PUCKY NPUMEHEHMS1 JAHHOIO NeKapCTBEHHOIo nNpenapaTa;

2) MPUHATLIX PELUEHNAX O BHECEHUN U3MEHEHUN B MHCTPYKLIMIO NO MPUMEHEHWUIO
NEeKapCTBEHHOro npenapara, O MPUOCTAHOBMEHUN MPUMEHEHUST NIEKapCTBEHHOIO
npenapata, 00 wu3bLATUM K3 OOpalEeHUs NEeKapCTBEHHOro npenapara WM o
BO30OHOBEHNN NPUMEHEHUS TEKAPCTBEHHOIO npenapara.

(Ctatba B pepakuun, BBegeHHon B penctene ¢ 1 mapta 2020 ropga
denepanbHbiM 3akoHoOM OT 27 aekabpa 2019 rona N 475-93.

KommeHTapun K ctatbe 66

'maBa 14. UHdpopmauma o nekapCTBeHHbIX
npenaparax. Cncrema MOHUTOPUHra oBUXEeHUSA
rieKapCTBEeHHbIX npenapaTroB Ans
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MeOULUMNHCKOro npumeHeHus (ctatbm 67 - 67)

(HanveHoBaHve B pepakuun, BBegeHHoM B genctsue ¢ 1 auBapsa 2018 roga
denepanbHbIM 3aKOHOM OT 28 aekabpsa 2017 roga N 425-03.

Ctatbsa 67. UHcbopmauma o neKkapCTBEHHbIX NpenapaTtax.
CucrtemMa MOHMTOPUHra ABMXXEHUSA NIeKapCTBEHHbIX
npenapaTtoB ANA MeAULMUHCKOro npumMeHeHus

(HanmeHoBaHve B pepakuun, BBegeHHoM B Aenctsue ¢ 1 anBaps 2018 roga
denepanbHbIM 3aKOHOM OT 28 aekabpa 2017 roga N 425-03.

1. MHbopmMaumnsa O JfiekapCTBEHHbIX npenapatax, OTrnycKaeMblX No peuenTty Ha
NeKapCTBEHHbIW npenapart, JOrmkHa CoAepXaTbCs TOMbKO B Crneumnann3npoBaHHbIX
n3gaHusax, NpeaHasHavyeHHbIX AN MeguUUHCKUX, dapMaueBTUYeCcKux paboTHNKOB,
cneuymanmcToB B obnactu BeTepuHapun. WHdopmauma o nekapCTBEHHbIX
npenapaTtax ansg cneymanictoB B obrnacTtu obpalleHns nekapCTBEHHbLIX CPencTB
MOXeT coAepXaTbCA B MOHOrpadmsix, CnpaBOYHMKAX, HAy4YHbIX CTaTbsX, B
AOKMagax Ha KOoHrpeccax, KOH(pbepeHuMsiXx, CUMMO3nymMax, HaydHbIX coBeTax, a
TaKXXe B MHCTPYKLMAX MO MPUMEHEHUIO JIeKapCTBEHHbIX NpenapaTos.

(Yactb B pepakuun, BBedeHHon B pencteBne ¢ 13 asrycta 2019 ropga
denepanbHbiM 3akoHOM 0T 2 asrycta 2019 roga N 297-93.

2. VIHdhopmaumna o nekapcTBEHHbIX NpenapaTax, oTrnyckaemblx 6e3 peuenTta Ha
NeKapCTBEHHbIN Npenapat, MOXeT codepxaTbCs B Nybnukauusax n obbsaBrneHusx
cpeacTB MaccoBOW MHGOpPMauuK, CrneunanmsmpoBaHHbIX U OBWMX neYvaTHbIX
N30aHNAX, WMHCTPYKLMSX MO MNPUMEHEHMIO JIEKAPCTBEHHbIX MpenapaToB, WHbIX
n3gaHuax CcybbekToB obpalleHusl NeKkapCTBEHHbIX cpeacTtB.  PeknamHble
mMaTtepvanbl O JeKapCTBEHHOM rpenapaTte, oTnyckaemom 6e3 peuenta Ha
NeKkapCTBEHHbIW npenaparT, 4OSPKHbl COOTBETCTBOBATbL UHCTPYKL MM MO MPUMEHEHUIO
neKkapCTBEHHOro npenapara.

3. [Honyckaetca wucnonb3oBaHve MOObIX  MaTepuarnbHbIX  HOCUTENEN,
NO3BONAWMX  XpaHWUTb, MNepedaBaTtb W UCNONb30BaTb  WMHGoOpMauuio o
nekapCTBEHHbIX NpenapaTtax 6e3 ee UCKaXeHWs.

C 1 mona 2020 roga PegepanbHbiM 3akoHOM 0T 28 nekabpsa 2017 roga N 425-
D3 (c nsmeHeHnAMU BHeCeHHbIMN DefieparnbHbiM 3akoHOM OT 28 Hosi6pa 2018 roga
N 449-®3, depnepanbHbiM 3akoHOM OT 27 aekabpa 2019 roga N 462-93)
HacTosiasi cTaTbs Oy4eT JONONHEHa YacTblo 4.
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5. XapakTepucTukm cpenctBa uaeHTUMKauum, nopsiaoKk €ro HaHeCceHust U
TpeboBaHust K CTPYKType 1 copmaTty nHdopmaumm, KOTOpYo COLEPHUT CPeacTBO
noeHTudmkaumu, onpegenattca lNpasutenscteom Poccumnckon ®enepaumnv.

(YacTb pgononHutTenbHO BKMtodeHa ¢ 1 sHBapsa 2018 roga PeneparnbHbIM
3akoHoMm oT 28 nekabps 2017 roga N 425-93)

6. lNopagok cosgaHus, pasBuTUS, BBOAA B SKCMryatauuioo, 3Kcnnyarauum u
BblBO4A W3 JKCrslyatauum CUCTEMbl MOHUTOPUHIa [OBWKEHUS JIeKapCTBEHHbIX
npenapatoB Ansd MEeOULWMHCKOrO MpPUMEHEHUd, TMOops4oK  npenocTaBrieHnd
MHJpopMaLIMK, CoaepXalLUencs B CUCTEME MOHUTOPUHIA OBWKEHUA JIeKapCTBEHHbIX
npenapaTtoB OS54 MEOULUWHCKOro npPUMEHEHNd, W MNOPALOK B3aMMOOenCcTBUA
YKa3aHHOW CUCTEMbI C MHbIMW roCcyAapCTBEHHbIMU MHOPMAaLIMOHHBIMW CUCTEMaMM
N MHPOPMALMOHHBIMA CUCTEMAMM  IOPUONYECKUX JUL, W MHAMBUAYAlbHbIX
npegnpyHMmaTenen, YykasaHHbix B 4actax 7 u 10 Hactodwen crartby,
ycTaHaBnuBatoTca [lpaButensctBoM Poccuinckon ®egepauynn. Onepatopamu
CUCTEMbl MOHUTOPUHIa OBWXEHUS NEKapCTBEHHbIX NpenapaToB AN MegULMHCKOro
NPUMEHEHNST ABNAOTCA bedeparibHbii OpraH MCMONMHUTENbHOM Briactn mn (unn)
opraHusauus, ynornHoMmo4eHHble lNpasutensctBom Poccunckon degepaunm.

(YacTb pgononHutenbHO BKMtodeHa ¢ 1 saHBapsa 2018 roga PeneparnbHbIM
3akoHOM oT 28 nekabpsa 2017 roga N 425-93)

C 1 mrona 2020 roga PegepanbHbiM 3akoHoMm o1 28 aekadpsa 2017 roga N 425-
D3 (c n3amMeHeHMsAMU BHeCeHHbIMN DefeparnbHblM _3akoHOM OT 27 aekabpsa 2019
roga N 462-93) HacTodAwaa ctatbsa 6yaeT JonornHeHa YacTblo 7.

7 1. JlekapcTBeHHble npenapatbl AN  MEOULUMHCKOrO  MPUMEHEHUS,
npegHasHavyeHHble  Onad  obecneyeHus v, BonbHbIX  remodomnnen,
MYKOBUCLM030M, rmnogomsapHbIM HaHU3MOM, 6onesHbto [oLwe,
3M10Ka4eCTBEHHbIMM  HOBOOOpAa30BaHUAMU  JIMMAOOMOHOW,  KPOBETBOPHOM W
POACTBEHHbIX UM TKaHEeW, pacCesiHHbIM CKIIepO30M, UL, Nocre TpaHCnnaHTauum
OpraHoB 1 (1nu) TkaHeu, npouseeneHHble 00 31 aekabpsa 2019 roga, a Takxe UHble
nekapcTBeHHble npenapatbl Afs MeOUUUHCKOrO NMPUMEHEHUS!, NPOn3BeSEHHbIE 40
1 wona 2020 roga, noanexar XpaHeHuto, MNepeBO3Ke, OTMYCKY, peanv3auuu,
nepegadve, NpUMeHeHUo 6e3 HaHeceHus1 CPeacTB MAEHTUMUKaLMmM 0O UCTEYEHUS
CpoKa WX roqHoCTH.

(YacTb pgononHuTenbHO BKMtodeHa c¢ 29 Hosidpa 2019 roga PenepanbHbIM
3aKkoHoM OT 28 Hos6psa 2018 roga N 449-93; B pegakunmn, BBEOAEHHOW B AENCTBUE C
28 pekabps 2019 roga PenepanbHbiM 3akoHOM OT 27 aekabps 2019 rona N 462-
d3.
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8. OpraHusaumnsa MHgopMaLMOHHOMO B3aUMOLENCTBUS CUCTEMbl MOHUTOPUHIa
ABWKEHWS NeKapCTBEHHbIX NpenapaTtoB Afs MeAULMHCKOro NPUMEHEHUA C UHbIMU
rocyaapcTBEHHbIMU MHPOPMALMOHHBIMW CUCTEMaMKM obecneyYmBaeTcsa B TOM YnCne
nocpencTsom NH(PPaCTPYKTYPbI, obecnevnBaroLLEN MHJ)OPMALIMOHHO-
TEXHOorM4yeckoe B3anmogencTame MHPoOPMaLMOHHbBIX CUCTEM, UCNOSb3YyeMbIX 4515
NpeaocTaBlieHNss FOCYAAapPCTBEHHbIX W MyHUUMNAMNbHbIX YCAYr U MUCMOSIHEHUS
rocy4apCTBEHHbIX U MyHULMNArnbHbIX YHKL M B SNIEKTPOHHOM POpME.

(YacTb pgononHutTenbHO BKMtodeHa ¢ 1 saHBapsa 2018 roga PeneparnbHbIM
3akoHom oT 28 nekabps 2017 roga N 425-93)

9. ObwepocTtynHas wmHdOpMaUKUs, copepXawasica B CUCTEME MOHUTOPUHra
OBWKEHUS1 NEeKapCTBEHHbIX MpenapaTtoB And MEeOUUWHCKOro  NPUMEHEHNUS,
pasmellaeTcs B UH(OPMaLMOHHO-TENTEKOMMYHUKaLMOHHOW ceTh "HTepHeT" (B TOM
yucre B hopMe OTKPbITbIX AaHHbIX) B NOpPsAKe, yCTaHOBIEHHOM [1paBUTENBECTBOM
Poccuinckon denepaumn.

(YacTb pgononHutTenbHO BkMtodeHa ¢ 1 sHBapsa 2018 roga PeneparnbHbIM
3akoHoMm oT 28 nekabps 2017 roga N 425-93)

10. TlNpomsBoguTenn nekapCTBEHHbIX CPEACTB MOny4arT COLEepXallytocs B
cUcTeMe MOHUTOPUHIa ABWKEHUS NIEKapCTBEHHbLIX npenapaToB Ans MeauuMHCKOro
NPUMEHEHNST MHAOPMALMIO O CeEpPUsIX M NapTUAX JNEeKapCTBEHHbIX NpenapaTtos,
NPON3BOAUMBIX UMW U HaxoOsWMXCS B rpaxgaHcKkom obopoTe B Poccuimnckon
denepaunn, 6e3803Me34HO.

(YacTb pgononHutTenbHO BKMtodeHa ¢ 1 sHBaps 2018 roga PeneparnbHbIM
3akoHoMm oT 28 nekabpsa 2017 roga N 425-93)

C 1 vona 2020 ropga PenepanbHbiM 3akoHOM OT 28 gekabpa 2017 roga N 425-
D3 (c n3amMeHeHMsAMU BHeCeHHbIMN DefeparnbHblM _3akoHOM OT 27 aekabps 2019
roga N 462-93) HacTodLwaa ctatba 6yaeT gononHeHa Yactoto 11.
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12. MNpaButenscTBO Poccunckon denepaumm BnpaBe yCTaHOBUTb OCODEHHOCTM
BHEPEHNS CUCTEMbl MOHUTOPWHIa OBWKEHUSA JieKapCTBEHHbIX MpernapatoB OJ1d
MEOULMHCKOrO TMPUMEHEHUA, BKIIIOMAs CPOKU €e BHeOPEeHus, B OTHOLUEeHUU
NeKapCTBEHHbIX npenapaToB OS1I9 MeOUUMHCKOrO MPUMEHEHUSA, BKITHOYEHHbIX B
nepeyYeHb XM3HEHHO HEOBXOOMMbIX U BaXKHEWLUMX JIEKapCTBEHHbLIX Mpenapartos,
NeKapCcTBEHHbIX NpenapaToB, NpegHasHavyeHHbIX s obecneyeHus nuy, 60nbHbIX
remodmnmen, MyKoOBUCLMAOO30M, MNogu3apHbiM HaHuM3MoM, 6onesHbio [oLe,
3M10Ka4eCTBEHHbIMM  HOBOOOpAa3oBaHUAMU  JIMMAOOUMOHOW,  KPOBETBOPHOM W
POOCTBEHHbBIX UM TKaHEW, pacCesHHbIM CKIepo3OoM, 1L Mocrie TpaHcnaHTauum
OpraHoB WU (Unn) TKaHeW, WHbIX NeKapCTBEHHbIX MpenapaTtoB Afs MeaULMHCKOro
NPUMEHEHWSI.

(YacTb pgononHutTenbHO BKMtodeHa ¢ 1 sHBapsa 2018 roga PeneparnbHbIM
3akoHoM oT 28 nekabpsa 2017 roga N 425-93)

KommeHTapum Kk ctatbe 67

'maBa 14_1. OrpaHnyeHun, Hanaraemble Ha
opraHusauuu, ocywjecTensoLwme
AeATeNnbHOCTb MO OOpaLleHNo fieKapCTBEHHbIX
cpenctB (ctatbu 67_1 - 67 _2)

(TmaBa pononHuUTensHO BKIMYeHa PefeparnbHbiM _3aKOHOM 0T 25 Hoabpsa 2013
rooga N 317-93)

Ctatbsa 67_1. OrpaHnyeHus, Hanaraemblie nNpu
ocyLlecTBNeHNN aeaTenbHOCTN B chepe obpaweHus
NleKapCTBEeHHbIX CpeacTB

1. OpraHusaumm, 3aHumMaroumecs paspaboTkon, npou3BOACTBOM U (Mnn)
peanM3aunen nekapCTBEHHbIX npenapaTtoB A9 MEeOUUMHCKOrO NpUMEHeHUs,
opraHu3auun, obragatowme npasaMmm Ha UCMNOfNb30BaHME TOProBOro HAMMEHOBaHUS
NeKapCTBEHHOro npenapata Ansg  MeauuMHCKOro MNPUMEHEHWs, OpraHM3auuu
ONTOBOW TOProBfM JIEKapCTBEHHbIMW CpeacTBaMu, anTeyHble opraHmsauun (Mx
npeacTaBUTENN, UHble M3NYECKME U IOPUANYECKMNE NULA, OCYLLECTBASOWLME CBOKO
OeATeNbHOCTb OT WMMEHW 3TUX OpraHM3auun) B OTHOLLEHUM MeLULMHCKUX
paboTHMKOB U pyKoBOAUTENEN MEAULNMHCKNX OpraHnu3aL i He Bnpase:
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1) BpyyaTb MNoAapku, BbiNfavMBaTb OEHEXHble cpeacTBa (3a WCKIHOYEHUEM
BO3HarpaXgeHun no [oroBopam Mpu MNPOBEAEHWMM KIMMHUYECKUX WCCIieaoBaHWui
NeKapCTBEHHbIX MpenapaTtoB AN MeAULUHCKOrO MPUMEHEHUS!, BO3HarpaXxkgeHuin,
CBSI3@HHbIX C OCYLLECTBIIEHMEM MEOULMHCKMM pPabOTHUKOM Medarormdeckon u
(Mnn) HaydHOM OEeATenbHOCTU), B TOM YMCIEe OnrayMBaTth pPas3BrieveHusi, OTAbIX,
npoe3d K MecTy OTAblXa, a TaKxe MNPUBIIEKaTb K y4acTUIO B pasBrieKaTerbHbIX
MepOonpUATUSAX, NPOBOAMMbIX 32 CHET CBOUX CPEACTB;

2) 3aknoyaTb COrMMalleHUsl O Ha3Ha4YeHUM WM pekoMeHZauuu nauueHTam
NeKapCTBEHHbIX NpenapatoB ANst MEeAULMHCKOrO MpPUMMEHEHUs (3a UCKITHYEHMEM
OOrOBOPOB O MPOBEAEHMU  KIIMHUYECKUX  UCCRedoBaHUM  NeKapCTBEHHbIX
npenapaToB ANs MegULMHCKOro NpUMEHeHUs);

3) npegocTaBnaTb 00pasubl NeKapCTBEHHbIX NpenapaTtoB ANs MeauLUHCKOro
NPUMEHEHUS B LeNnsiX BpydeHus naumneHTam (3a UCKIYEHEM Cry4YaeB, CBSA3aHHbIX
C NpoBeOEeHNEM KITMHUYECKMX WCCNELOBaHWIA NeKapCTBEHHbIX MpenapaTtoB Anis
MEeOULMHCKOrO NPUMEHEHNS);

4) npenocTaBnATb HEOOCTOBEPHYHD W (MNM) HENOSHYH MHAOPMaUnKo o
nekapcTBEHHbIX NpenapaTtax Ans MeauuMHCKOro NPUMEHEHNS;

5) nocewaTtb Ux B paboyvyee BpemMsi Ha paboumx MecTax, 3a WUCKIIHOYEHNEM
cllydaeB, CBA3aHHbIX C MPOBeLEHNEM KITMHUYECKNX UCCIEeq0BaHN SIeKapCTBEHHbIX
npenapaTtoB Ans MEOUUWHCKOrO MNPUMEHEHUs, C Yy4acTMeM B MOPsAKe,
YCTAQHOBMEHHOM pPyKOBOAMUTENEM MEOMUMHCKON opraHu3aumm, B cobpaHusax
MeOULMHCKMX PabOTHUKOB U MHbIX MEPOMNPUATUAX, HanpaBsfieHHbIX Ha NOBbILLEHNE
MX NpoheCcCnoHaribHOro YpoBHS UM Ha nNpefocTaBlieHne nHopMaLnmn, CBA3aHHON
C OCYLLECTBIIEHNEM MOHUTOPUHra 6€e30NacHOCTN flekapCTBEHHbIX NpPenapaTos;

6) NoGyxaaTb K BbINMCbIBAHWUIO NTEKAPCTBEHHbIX NpenapaToB As MeauLMHCKOro
NPUMEHEHU Ha OnaHkax, coaepxalmx MHAOPMAaLMIO PeKaMHOro xapakTepa, a
TaKXe Ha peLenTypHbIX OraHkax, Ha KOTOpbIX 3apaHee HanevyaTaHo HanMeHOoBaHue
rekapCcTBEHHOro npenapatTa Ans MeauLnHCKOro NpUMeHeHus.

2. OpraHusauumn, ykasaHHble B ab3aLe NepBoM YacTu 1 HacTosILLEN cTaTby, U UX
npeacTaBUTENN B OTHOLLEHUM dbapMaleBTMYECKMX pabOTHUKOB U pyKOBOAUTENEN
anTe4YHbIX OpraHu3aLu i He BnpaBe:

1) BpydaTb nodapku, BbiNMaYMBaTb [AeHexHble CpeacTBa, B TOM 4uchne
onnayvBaTh pasBrievyeHus, OTAbIX, MPOe3a K MecTy OTAblxa, W npusrnekatb K
y4acTUI0O B pasBrekaTeribHbIX MepornpuaTUAX, MNPOBOAMMBIX 3a CYeT CBOUX
CpeacTB;

2) npepocTaBnATb 00pa3ubl NEeKAapCTBEHHbIX MpenapaTtoB AN MeaULMHCKOro
NPUMEHEHUS ANsi BPYYEHUs1 HACENEHWIO;



3) 3akn4vatb COMMaleHMst O MNPEAJIOKEHMN HACEeNeHUI0  OonpeaeneHHbIX
nNekapCTBEHHbIX NpenapaToB Asl MeOULMHCKOIO NMPUMEHEHUS;

4) nNpeoocTaBnATb HEOOCTOBEPHYIO W (MrM) HEMosHyw WMHopMauu o
NeKapCTBEHHbIX MpenapaTax Ana MeOUUMHCKOro MPUMEHEHWUs, B TOM 4ucre
NMEIOLLIMX OAMHAKOBOE MeXOyHapo4HOe HenaTeHTOBaHHOe HaMeHOBaHMe.

KommeHTapumn k ctatbe 67_1

CtaTbs 67_2. TpeboBaHMNA K opraHusaumm n npoBeaeHuro
Hay4HbIX MEPONPUATUN, UHbIX MEPONPUATUN,
HanpaBneHHbIX Ha NoBbiweHue npodeccnoHarnbHOro
YPOBHSA MEOULUHCKMUX PAaOOTHMKOB UMM Ha
npegocrtaBneHue nHpopmaumm, CBA3aHHOMU C
ocywecTBneHneM MOHUTOPUHra 6e3onacHOCTHU fnekK

1. [pn npoBeaeHUN Hay4YHbIX MEPONPUSATUN, UHBIX MEPOMNPUATUIA, HAaNpaBEeHHbIX
Ha MOBbILLEHME MPOGECCUOHANBHOMO YPOBHA MEOULMHCKMX PabOTHUKOB MM Ha
NpeaocTaBlfieHNe CBSA3aHHOM C  OCYLIECTBIIEHNEM MOHUTOPMHra ©e30nacHOCTU
NeKapCTBEHHbIX MpernapaTtoB  MHGOPMaUUK, OpraHn3yemMblX OpraHusaunamu,
yKkasaHHbIMK B ab3aue nepsBom 4Yactu 1 ctatbn 67 _1 HacToswero degepansHOro
3aKOHa, UX npegcraBuTeNns Mn N (UM) (PUHAHCUPYEMbIX 3a CYEeT CpencTB 3TUX
opraHusauun n ux npegcraBuTesien, 3arnpeLiaeTca npensaTcTBOBaTb y4acTuUo B
YKa3aHHbIX MEpPONpUATUAX WHbIX OpraHu3auun, KOoTopble MpPOM3BOOAT WU
peanu3yloT JieKapCTBEHHble npenapaTtbl AN MeOULMHCKOro MNPUMEHEHUA CO
CXOXMM  MEXaHM3MOM (papMakosriorm4eckoro agencteusi, nmbo co3gaBaTb
AVCKPUMUHALMOHHBIE YCITOBUA ONS O4HUX YYACTHMKOB MO CPaBHEHUIO C APYruMu
y4yacTHUKaMN, a UMEHHO:

1) npegocTaBnsATb pPas3fMYHOE KOMMYECTBO BPEMEHW AONA  BbICTYMNSIEHUN
YYaCTHUKOB, pasfiMdHble N0 pa3Mepy 3aHMMaemou nrowaan Mecta Agns
AeMOHCTpauum o6pas3LoB JleKapCTBEHHbIX npenapaTtoB  Ans  MeauLMHCKOro
NPUMEHEHUS WM PeKSTaMHbIX MaTepuasrioB O JeKapCTBEHHbIX Mpernapartax nnid
MEAULMHCKOrO NMPUMEHEHNA Ha 3KCMO3ULUAX, CTeHOaxX, 3a UCKITIOYEHMEM Crly4vaeB,
€CIM Takue YCriOBUS 3aKpensieHbl B COMMaleHnax 3TUX opraHmsauum, ux
npeacTasutTenen o MHaHCUPOBAHMM YKa3aHHbIX MepPOonpuUATUN KU OOYCIOBMEHDI
pasfIMYHbIMK 3aTpaTaMmn y4aCTHMUKOB Ha NX OpraHn3aLuio;

2) ycTaHaBnMBaTb pa3mep B3HOCA ANSl Y4aCTHUKOB MeEPONPUSTUA, yKkasaHHbIX B
ab3aLe NnepBOM HACTOSILLEN YacTW, NPEBLILLAILLMIA CYMMY 3aTpaT Ha opraHM3auuio
yKa3aHHbIX MeponpuaTuiA U BeayLmii K HEOGOCHOBAHHOMY OFpaHMYEHUI0 Yncna KX
YYaCTHUKOB.
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2. OpraHmsauuu, ykasaHHble B absaue nepBom 4Yactm 1 cTtatbun 67 1
HacToswero ®efepancHOro 3akoHa, WX NpeacTaBUTENK, OCYLLECTBSOLWLME
opraHuMsauunio 1 (1MnmM) domHaHCUpOBaHME MEPONPUATUIA, YKasaHHbIX B 4actn 1
HacTosiLen ctaTtbn, 06s3aHbl obecnevnBaTb 4OCTYN K MHGOpMaLuK o gaTte, MecTe
MW  BPEMEHU MNpOBEOEHNS YKas3aHHbIX MeponpuATUK, MiaHax, nporpammMax
NpoBefEeHNS YKa3aHHbIX MEPONPUATUA U TeMax, NNaHNpyeMbiX 4515 pacCMOTPEHNS,
cocTaBe WX Y4aCTHUKOB MyTeEM pasMeLleHUs COOTBETCTBYIOLWEN MHGOpMaLUnn Ha
CBOUX odmumarnbHbiX cantax B cetu "VIHTepHeT" He no3gHee OBYX MecsueB A0
Ha4vasa npoBefeHns yKasaHHbIX MepOorpuUsaTu.

3. HpopmaLumsa 0 npoBefeHnn MEPONPUATUN, YKa3aHHbIX B YacTn 1 HACTOALLEN
CTaTbW, B CPOK, YCTAHOBJIEHHbIN 4YacTbi 2 HACTOSALEN CTaTbW, OOIMKHA ObITb
HanpaerieHa B begeparbHbii OpraH WCMOSHUTENBHOM BflaCTU, OCYLLECTBISIOLLMIA
JOYHKL MM MO KOHTPOJSO U HAA30pY B cdpepe 34paBOOXpaHEHNA, Ans nocrieqyroLero
pasMeLLeHNsa ee Ha ouLmansHOM canuTe 3TOro opraHa B cetu "MIHTepHeT".

KommeHTapumn K ctatbe 67_2

(naBa 15. OTBeTCTBEHHOCTb 3a HapyLwleHue
3akoHogaTenbcTtBa Poccunckoun depepaumm
npu obpaweHnumn nekKapcTBeHHbIX CPeacTB U
BO3MelleHMe Bpeaa, NPUYNHEHHOro
300pOBbLIO rpaxkpgaH BcreacTteBme NpuMeHeHus
rieKapCTBEeHHbIX npenapartoB (ctatbu 68 - 69)

Ctatbsa 68. OTBeTCTBEHHOCTb 3a HapyLleHUue
3aKkoHopaTtenbcTBa Poccumnckom degepaumm npu
oOpaLleHMn nekapcTBeHHbIX CpeacTB

1. HapyweHune 3akoHopaTtenoctBa Poccuinckon denepaumm npu obpalleHum
NEKapCTBEHHbIX CPeAcCTB BrievyeT 3a cobom OTBETCTBEHHOCTb B COOTBETCTBUM C
3aKkoHopaTtenscTBoM Poccunrckon degepavmn.

(Yactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropa
denepanbHbIM 3aKOHOM OT 22 aekabpsa 2014 roga N 429-03.
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2. 3a HenpeacTaBneHMe WM HECBOEBPEMEHHOE NpeacTaBneHne nHgopmaumnum
n (Mnn) OOKYMeHTOB nMbO npeacTaBreHne HeJOCTOBEPHbIX MHpopMauun u (KUnu)
OOKYMEHTOB , NPeayCMOTPEHHbIX HacTosawmM PeaepanbHbiM 3aKOHOM, CYOBHEKTbI
obpalleHnst NieKapCTBEHHbIX CPeACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C
3aKkoHopaTtenscTBoM Poccunrckon degepavmn.

(YacTb gononHutensHo BkItodeHa ¢ 1 uonsa 2015 roga PeneparnbHbIM 3aKOHOM
oT 22 gekabpa 2014 roga N 429-03; B peoakuun, BBeaeHHOM B gencTteme ¢ 15
noHa 2018 roga PenepanbHbiv 3akoHOM OT 4 nioHda 2018 roga N 140-93.

KommeHTapui K ctatbe 68

Ctatbsa 69. Bo3melweHune Bpeaa, NpMYNHEHHOIo 300POBbLIO
rpaxgaH Bcneacrteme NPUMEHeHUA NieKapCTBEeHHbIX
npenapaTos

1. TNpousBoauTenb IekapcTBEHHOro npenapata ob6s3aH BO3MECTUTb Bpen,
MPUYMHEHHBI 300POBbI0 paXkaaH BCneacTBME MPUMEHEHUS NEKapCTBEHHOro
npenapara, ecrnv 4oKa3aHo, YTo:

1) NeKkapcTBEHHbIV NpenapaTt NPUMEHSINCS N0 Ha3HaA4YeHWIo B COOTBETCTBUM C
MHCTPYKLUMEN MO MPUMEHEHUIO NeKapCTBEHHOro npenapata W npuYvHOM Bpeaa
SIBANCS BBOJ B rpaXaaHCKMA 0O6OpOT HeaoObpoKayecTBEHHOro reKapCTBEHHOro
npenapara;

2) Bpead 300pOBbK MPUYMHEH BCreAcTBME HEeOOCTOBEPHOM MHdopMauuu,
cofepXallenca B MHCTPYKUMM MO TMPUMEHEHUIO JIeKapCTBEHHOro npenapara,
n3gaHHOM NPOn3BOLUTESIEM NIEKapPCTBEHHOMO Npenapara.

2. B cnyyae, ecnu Bpe[, 300p0BbI0 rpaxaaH Npu4nHeH BCreacTBME NPUMEHEHUS
nekapcTBEHHOro npenapara, npuwleLlero B HeroqHOCTb B pe3ysbTaTe HapyLUeHUs
NpaBui  XpaHEHUA JNEeKapCTBEHHbLIX CPeACcTB, MNpaBuil  OMTOBOWM  TOProBnv
NekapcTBEHHbIMM MNpenapaTtamu, npaBui OTMNYCKa JleKapCTBEHHbLIX MpenapaTos,
NpaBui N3rOTOBMEHNA M OTMYyCKa JIeKapCTBEHHbIX NpenapaToB, BO3MELLEHWe Bpeaa
OCYLLIeCTBNAETCH COOTBETCTBEHHO opraHusaumnen ONnTOBOW TOpProsnm
NeKapCTBEHHbIMM  cpeacTBaMK, anTe4yHOM opraHusauven, wuHaMBUAYyanbHbIM
npeanpuHUMaTenemM, MMELLMMUN FIMLEH3MNI0 HA dapMaLLeBTUYECKYIO AeATENTbHOCTb
WA NIMLEH3UI0 Ha MEeOULMHCKYI AeATenbHOCTb, MEeOULMHCKOW opraHu3aunen,
NMEILWEN NULEH3NI0 Ha hapMaueBTUYECKYD OeATeNbHOCTbL (ee 060COobneHHbIM
noapasgeneHvem (amoynatopuen, denbillepCkuMm U enbLepcKo-aKyLepcKkum
NyHKTaMn, LeHTpoM (oTaerneHvemM) obuwen BpadebHoW (CemMenHOW) nNpakTUKn),
pacrnonioXXeHHbIM B CEflbCKOM HacCerieHHOM MyHKTe, B KOTOPOM OTCYTCTBYET
anTedHaa opraHuMsauusi), OONyCTUMBLUMMW  Mpodaxy WM OTMYCK  Takoro
nekapcTBEHHOro npenapara.

(YacTb B pepakuuun, BBeaeHHOW B AencTteue PenepanbHbiM _3aKOHOM OT 25
Hos16psa 2013 roga N 317-93.
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3. BosmeweHne Bpena, NPUYMHEHHOrO 340POBLID rpaxgaH BCreacTeue
NPUMEHEHUST JIEKapPCTBEHHbIX MpenapaTtoB WM COBEPLUEHUS NPOTUBOMNPAaBHbLIX
AencTBun cybbekTamm obpalleHnst NieKapCTBEHHbIX CPeACcTB, OCYLLUECTBNSETCS B
COOTBETCTBUM C 3aKoHoaaTenscTBoM Poccunckom deagepaumn.

KomMeHTapuit K cTtaTtbe 69

FnaBa 16. 3aknwunTenbHbIe NONMOXEeHUA
(ctatbn 70 - 71)

Ctatba 70. O npusHaHUU yTPaTUBLLMMU CUNY OTAESIbHbIX
3aKoHoAaTeNbHbIX aKTOB (MONOXEeHUN 3aKoOHoOAAaTeNbHbIX
akToB) Poccunckon depnepayun

Mpu3HaTb yTpaTUBLUMMW CURY:

1) ®epepanbHbivi 3akoH 0T 22 moHa 1998 roga N 86-93 "O nekapCTBEHHbIX
cpeactBax” (CobpaHune 3akoHogatensctBa Poccunckon denepaumm, 1998, N 26,

c1.3006);

2) ®epepanbHbin 3akoH oT 2 aHBapsa 2000 roga N 5-93 "O BHeCEHWW U3MEHEHUS

n gononHeHnn B PegepanbHbii 3akoH "O nekapcTBeHHbIX cpegctax” (CobpaHne
3akoHogartenbctBa Poccuickon ®epepauum, 2000, N 2, ¢T.126);

3)cratbto 40 PepepancHoro 3akoHa ot 10 aHBapa 2003 roga N 15-93 "O
BHECEHUN W3MEHEHWW W [OMOMHEHWMN B HEKOTOPbIE 3aKoHOA4ATErbHbIE aKThbl
Poccuinckon ®Pepepaumm B cBA3M € npuHatnem PepepanbHoro 3akoHa "O
NLEH3NPOBaHUN oTAenbHbIX BUOOB gearenbHocTn" (CobpaHue
3akoHogartensctBa Poccuickon enepauum, 2003, N 2, cT.167);

4)ctatbto 31 PepepanbHoro 3akoHa oT 30 uoHa 2003 roga N 86-93 "O

BHECEHUN W3MEHEHUW W [OMOMHEHUW B HEKOTOpble 3aKkoHodaTelbHble aKThl
Poccunckon  degepauunn,  NpuU3HAHUM __ VTPATUBLLMMWU __ CUNY  OTAENbHbIX
3aKoHoaaTenbHbIX akToB Poccuinckon Penepaumm, npeaocraBieHnn OTAeSNbHbIX
rapaHTU _COTPYAHWKAM OPraHoOB BHYTPEHHWX [erNl, OPraHoB MO KOHTPOIO 3a

OGOQOTOM HAaPKOTUYECKUX CPENCTB U NCUXOTPOMNHbIX BELIECTB W YNPa3aHAEMbIX
eparnbHbIX OpraHoB HAIOroBOW MOMMUMN B CBA3W C OCYULIECTBIEHWEM MEP No

COBEPLLIEHCTBOBAHMIO rocy1apCTBEHHOro npasneHns” (CobpaHnne
3akoHopgartenbcTBa Poccuiickon ®eaepaumu, 2003, N 27, ¢1.2700);
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5)ctatbio 101 PepepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-93 "O
BHECEHUN W3MEHEHUW B 3akoHoAdaTernbHble akTbl Poccuunckon Pepepaumm u
NpU3HaHWUM YTPaTMBLLMMW CWUY HEKOTOPbIX 3aKoHoAAaTemNbHbIX akToB Poccumnckom
denepaumm B CBA3M C NpuHATMEM deaepasibHblX 3aKOHOB "O BHECEHUN N3MEHEHUN
M _gononHenHnn B PenepanbHbin 3akoH "O6 obumx npuHLMNAax opraHu3alimnm
3aKoHodaTeNbHbIX (MpeacTaBUTENBHbIX) n NCMOMHUTENbHbIX  OpraHoB
rocynapcTBeHHon Briactn cybbektoB Poccuimckon Pepepaumn” n "O6 obumx
ApyvHUKMNax opraHvM3aunm MecTHOro camoynpasneHus B Poccurckon Pepepaummn”
(Cobpanue 3akoHogaTenbcTBa Poccumnckon denepaumm, 2004, N 35, ¢1.3607);

6) cTatbio 28 PenepanbHoro 3akoHa ot 18 gekabps 2006 roga N 231-93 "O
BBEeEHN B [EeNCcTBMe YacTu YveTBepTon [pakaaHCKoro kopekca Poccumrckoun
®enepauunn” (CobpaHne 3akoHogatensctBa Poccuinckon depepaumm, 2006, N 52,
cT.5497).

KommeHTapum k ctatbe 70

CrtaTtbs 71. BcTynneHue B cusny HacTosLero
dPepepanbHOro 3akoHa

1. Hactosiumin ®epepanbHbii 3akoH BCTynaeT B cuny ¢ 1 ceHTss6psa 2010 roga.

2. JlekapcTBeHHbIE CpeaCcTBa, 3aperMcTpupoBaHHble 40 AHS BCTYNNEHUS B CUITY
HacToswero PefepanbHOro 3akoHa, noasexaTr BKIOYEHUO B FOCYOapPCTBEHHbIE
peecTpbl IEKAPCTBEHHbIX CPEACTB C BHECEHMEM yKa3aHHbIX B Yyactn 1 ctatbn 33
HacTosiero PenepanbHOro 3akoHa cBefeHun 06 3TUX NeKapCTBEHHbIX CpeacTBax
6e3 npoxoxaoeHuss  BHOBb  Mpoueaypbl  rocygapCTBEHHOM — perMcTpauunm
NeKapCTBEHHbIX Npenaparos.

3. TlocypapcTBeHHasi perucTpauus  feKapCTBEHHbIX MpenapatoB, 3a
NCKIMIOYEHNEM JIEKApPCTBEHHbLIX MpPenapaTtoB AN MEAULMHCKOrO MNPUMEHEeHUs,
NPEeACTaBMEHHbIX Ha YyKasaHHyl perucTpauuio 0O OHS BCTYMMEHUA B Cuny
HacTosiero ®PegepancHOro 3akoHa, OCYLIECTBNSAETCA B COOTBETCTBUM C
HacToswmm PegepanbHbIM  3aKOHOM Ha OCHOBaHWM OOKYMEHTOB W AaHHbIX,
NpeacTaBneHHbIX 0O OHS BCTYNNEHUs B cuny HacTtoswero degepanbHOro 3akoHa
(4acTb gononHeHa ¢ 26 okTsa6pa 2010 roga PegepanbHbiM 3akoHOM OT 11 okTA6p4
2010 roga N 271-93.
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3 1. TocygapCTBeHHas perucTpauusi JieKapCTBEHHbIX MpenapartoB Anis
MEAULMHCKOro NpUMEHEHUs!, NPeaCTaBIEHHbIX HA rOCY4apCTBEHHYIO perncTpaumio
A0 [OHA  BCTynsieHMa B cunly  Hactodwero ®PeneparnbHOro  3akoHa, U
rocygapCTBeHHad perncTpaums fneKkapCTBEHHbIX npenapaTtoB AN MeOULMHCKOro
NPUMEHEHUS, NPeaCTaBNEHHbIX Ha 9KCNEepTU3y NeKapCTBEHHbIX CPeacTB 40 LHA
BCTYMNIEHUs B cury HacTtosdwwero ®efepanbHOro 3akoHa B LeNdx Ux rnocrieayroLlen
rocygapCTBEHHOW pernctpaumn, OCYLLECTBISKOTCA Ha OCHOBAHUW [OKYMEHTOB WU
AaHHbIX, NPpeAcTaBsieHHbIX 00 OHA BCTYMNNEHUs B cuny Hactosiwero ®eneparnbHOro
3aKOHa, a Takxe 3asiBrieHUss O rocy4apCTBEHHOM pernctpaumm JieKapCTBEHHOro
npenapara, NpeacTaBeHHOro NPou3BoAUTENEM JIEKapCTBEHHbLIX NpenapaTtoB uUnm
YNOMMIHOMOYEHHbIM UM JIMLOM B COOTBETCTBUM C Hactoawmm deneparnbHbiM
3aKOHOM B YMOJSIHOMOYEHHbIN drefiepalribHbIM OpraH UCMONHUTENbLHOM BriacTu 0 1
mapta 2011 roga, ©e3 TpeboBaHMA ynnatbl rocygqapCTBEHHOM MOLINHGI,
npegycMOTPeHHON 3akoHogartenbsctBoM Poccunckon depepaumm O Harorax Wu
cbopax (4acTb AONOMHUTENBHO BKItoYeHa ¢ 26 okTabpsa 2010 roga PegepanbHbiv
3akoHomM oT 11 okTa6psa 2010 roga N 271-93; B pegakuun, BBEAEHHOW B AeNCTBUE
c 3 gekabpsa 2010 roga PegepanbHbiM 3akoHOM OT 29 Hoabpa 2010 roga N 313-
D3, pacnpocTpaHseTcsl Ha NPaBOOTHOLLEHUS!, BO3HUKLLME ¢ 1 ceHTabpa 2010 roga.

3 2. [llooTteBepxgeHne rocygapCTBEHHOW — perMcTpauumM  JieKapCTBEHHbIX
npenapatoB AN MeOUUMHCKOrO  MPUMEHEHUs,  NpeacTaBneHHbIX — And
NOATBEPXKOEHUS TOCYQAPCTBEHHOW perncTtpauun [0 OHS BCTYNNEHUS B CUMy
HacTosiwero ®defepanbHOr0O 3akoHa, W MOATBEPXOEHWE rocyaapCTBEHHOM
perMcTpaumm nekapcTBEHHbIX npenapaTtoB Ans MEeAULWUHCKOro MNpUMEHEHUS,
NpeacTaBrieHHbIX Ha 9KCNEepTU3Yy NEKapCTBEHHbLIX CPeaCTB 4O AHA BCTYMMEHUA B
cuny HacTtosdwero degepansHOro 3akoHa B Lensx nocregyoLwero noaTBepKaeHns
NX rocygapCTBEHHOW perncTpaumm, OCYLLECTBSOTCHA HA OCHOBAHUN JOKYMEHTOB U
AaHHbIX, NPeAcTaBrieHHbIX 40 OHS BCTYNNEHNA B cuny HacTtoswero ®egepanbHoro
3aKOHa, a Takxe 3asiBfieHNss O NOLTBEPXKOEHUN TOCYAapCTBEHHOW perncTpaunm
NeKapCTBEHHOro npenapaTta, NpeacTaBrieHHOro NpoM3BOAUTENEM fEKapCTBEHHbIX
npenapaTtoB WM YMNOSIHOMOYEHHbIM MM NULOM B COOTBETCTBMM C HACTOSLMM
d®epeparnbHbIM 3aKOHOM B YNONTHOMOYEHHbBIN dhefieparibHbINM OpraH UCMNOSTHUTESNTbHOW
Bnactm go 1 mapta 2011 roga, 6e3 TpebGoBaHMa ynnaTbl roCcygapCTBEHHOW
MOLLTNHLI, MNPefyCMOTPEeHHOM 3akoHopaTernbcTBoM Poccunckon Pepepaumm o
Harnorax u cbopax (4acTb OOMONHUTENbHO BKMOYeHa C 26 okTadbpa 2010 roga
denepanbHbiM_3akoHOM OT 11 okTabpsa 2010 roga N 271-93; B pegakuumu,
BBeaeHHon B gencteme ¢ 3 gekabps 2010 roga degepanbHbiM 3aKOHOM OT 29
HoA6ps 2010 roga N 313-®3, pacnpoCcTpaHAETCa Ha NPaBOOTHOLLEHUS, BO3HUKLLNE
c 1 ceHTa6psa 2010 roga.
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3_3. lNpuHATME peweHns 0 BHECEHUN U3MEHEHUN B AOKYMEHTbI, COAepXalumecs
B permcTpaumoHHOM AOCbE Ha 3aperncTpupoBaHHbIM NEKAPCTBEHHbIW npenapar
AN MeOULMHCKOrO NMPUMEHEHUST U NpeAcTaBfieHHble A0 OHS BCTYNNEHUA B cuny
HacTosiero degepanbHOro 3aKoHa, U MPUHATUE PELLEHNS O BHECEHUN U3MEHEHNI
B JOKYMEHTbI, CoAepXalmecs B permcTpaunoHHOM 4OChbe Ha 3aperncTpupoBaHHbIn
NeKapCTBEHHbIN Npenapart Ans MeAUUNHCKOro NpUMEHEHUST N NpeacTaBreHHbIe Ha
9KCNepTuU3y neKapCTBEHHbIX CPeacTB OO0 OHS BCTYMNSIEHWS B CUITy HACTOSLEro
denepanbHOro 3akoHa, OCYLLECTBAAKTCH Ha OCHOBaHUM OOKYMEHTOB W [AaHHbIX,
NpeacTaBrieHHbIX 40 AHSA BCTYNNEHNA B cuiy HacToswero defeparnbHoro 3akoHa, a
TaKkke 3adBfeHMst O BHECEHUN W3MEHEHUW B [OOKYMEHTbl, CoAepXalumecs B
perMcTpaumoHHOM OOCbe Ha 3aperMcTpupoBaHHbIN flieKapCcTBEHHbLIA Npenapart angd
MEAULWNHCKOro NPUMEHEHUS, NpeaCcTaBfIiEHHOro NPOU3BOAUTENEM NEKapCTBEHHbIX
npenapaTtoB WM YMNOSIHOMOYEHHbIM MM NULOM B COOTBETCTBMM C HaCTOSLMM
d®epeparnbHbIM 3aKOHOM B YNONTHOMOYEHHbBIV hefieparibHbINM OpraH UCMNOSTHUTESNTbHOW
Bnactm go 1 mapta 2011 roga, 6e3 TpeboBaHMa ynnaTbl rocygapCTBEHHOW
MOLLTNHLI, NPefyCMOTPEeHHOM 3akoHopaTernbcTBoM Poccunckon Pepepaumm o
Harnorax u cbopax (4acTb OOMONHUTENbHO BKMOYeHa C 26 okTadbpa 2010 roga
denepanbHbiM_3akoHOM OT 11 okTabpsa 2010 roga N 271-93; B pegakuuu,
BBeaeHHon B gencteme ¢ 3 gekabps 2010 roga degepanbHbiM 3aKOHOM OT 29
HoA6ps 2010 roga N 313-P3, pacnpoCTpaHAETCA Ha NPABOOTHOLLEHUS, BO3HUKLLNE
c 1 ceHTa6psa 2010 roga.
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3 4. Bblgaya paspelleHMn Ha npoBedeHNEe KIMMHUYECKUX UCCreaoBaHUN
NEKapCTBEHHbIX MpenapaTtoB AN MeOULMHCKOrO MNPUMEHEHMUSI MO 3asBIIEHUSM,
nogaHHbIM 40 OHA BCTYMNSEHNA B cuny HacToswwero ®efeparnbHOro 3akoHa, a Takxe
NO 3asBfieHWsIM, NOAaHHLIM MOocfle [OHS BCTYNSIEHUS B CWUIly HACTOSLLEro
depepanbHOro 3akOHa Ha OCHOBaHUM JKCMepTusd, MNPOBEAEHHbIX OO0 [AHA
BCTYNreHuss B Ccuny Hactodwero ®denepanbHOro 3akoHa, OCYLIECTBIIAETCA B
COOTBETCTBUMN C HacTosaumm PeneparnbHbiM 3aKOHOM Ha OCHOBaHUW OKYMEHTOB U
OaHHbIX, MNPenCTaBfEeHHbIX WM MNOMYYEHHbIX OO0 [AHA BCTYMMEHUA B Cuny
HacTosilwero ®denepanbHOroO 3akoHa, a Takke Ha  OCHOBAHWM  KOMuu
npeaBapuUTeNibHOrO gorosopa 0643aTenbHOro CTPaxoBaHUSA XU3HW, 300POBbS
NauyMeHToB, Yy4acTBYOLMX B KIMHWYECKOM UCCHedOBaHUN JfIeKapCTBEHHOro
npenapata Ans MeauuMHCKOro NPUMEHEHUS, UM Konun gorosopa obsa3aTenbHOro
CTpaxoBaHWA XW3HKW, 300POBbS MNALMEHTOB, Y4acTBYHOLWMX B  KITMHUYECKOM
nccrnegoBaHMM NeKkapCTBEHHOrO npenapaTta and MeguumMHCKOro NpUMeHeHus1, nbo
npeacTaBfieHHON KOMUK OOoroBopa obsA3aTenbHOro CTpaxoBaHWs, 3aKFOYEHHOro B
COOTBETCTBUMN C TUMOBbLIMW NpaBuiamm obsa3aTenbHOro CTpaxoBaHUS, C yKasaHNEM
npeaenbHOM  YUCIEHHOCTU  MAaUMEHTOB,  Y4acTBYWOUWMX B KIIMHUYECKOM
nccrnegoBaHMM NeKapCTBEHHOro npenapara Ans MeQUUMHCKOro NpuMeHeHust, 6e3
TpeboBaHus ynnartbl rocyaapcTBEHHOM NOLLITNHBI, npeaycMOTPEHHON
3akoHogartensctBoMm Poccuinckon depepaumm o0 Hanorax u cbopax (4acTb
AOMONHUTENBbHO BKMoYeHa ¢ 26 okTsa6ps 2010 roga PegepanbHbiM 3aKkoHOM OT 11
okTa6psa 2010 roga N 271-93; B pegakuun, BBeAeHHOW B AenUcTeme ¢ 3 gekabps
2010 ropa PenepanbHbiM _3akOHOM 0T 29 Hos6pa 2010 rogma N 313-93,
pacrnpocTpaHseTcsa Ha NPaBoOOTHOLLEHUA, BO3HUKLLME C 1 ceHTAbpsa 2010 roga.

3_5. 3aperncTpmpoBaHHble B MHOCTPaHHOW BanoTe 40 OHA BCTYNSEHUS B CUNYy
HacTosiwero degepanbHOro 3akoHa npeferbHbie OTNYCKHble LEeHbl MHOCTPaHHbIX
npousBoauUTENen Ha IeKapCTBEHHble MpenapaTtbl, BKIHOYEHHble B MNepeyvYeHb
XW3HEHHO HEOBXOAMMbIX U BaXXHEWMLUMX NEeKapCTBEHHbIX MpenapatoB, nogsnexat
nepecyety B pybnm no kypcy LleHTpanbHoro 6aHka Poccunckon depepaumnmn Ha
aaty, ycTaHoBneHHytwo [lpaButensctBoM Poccunckon ®depnepaumm, 6e3
npencTaBfieHNa 3asiBfieHNss O MepecyeTe LieHbl C BHECEHMEM COOTBETCTBYHOLLMX
M3MEHEHUA B TOCYLAPCTBEHHbIM peecTp npedesibHbIX  OTMYCKHbIX  LeH
npousBoauTENen Ha JeKapCTBEHHble Mpenapartbl, BKIHOYEHHble B MNepeyvYeHb
XWU3HEHHO HEOBXOOAMMbIX W BaXHEWLMX JIeKapCTBEHHbIX MpenapaTtoB (4acTb
AOMONHUTENBbHO BKMoYeHa ¢ 26 okTsabps 2010 roga PegepanbHbiM 3aKkoHOM OT 11
okTa6pa 2010 rona N 271-93).



http://docs.cntd.ru/document/902239803
http://docs.cntd.ru/document/902247741
http://docs.cntd.ru/document/902239803

3 6. 3aperMcTpypOBaHHble [0 [AHA BCTYNSEHUMA B CWUYy HaCTOSLEro
denepanbHOro  3akoHa  npedesnbHble  OTMNYCKHble  LieHbl POCCUINCKMX
NpoOV3BOAUTENEN HA JleKapCTBEHHblE MpenapaTbl, BKMOYEHHbIE B MNepeveHb
XW3HEHHO HEOBXOAUMbIX U BaXXHEWMLUMX NEeKapCTBEHHbIX MpenapatoB, nognexat
nHgekcauumm ¢ 1 Hosbps 2010 roga ncxonsa M3 NPOrHO3UPYEMOro YPOBHS MHAMNALLMN,
ycTaHoBIieHHoro PegepanbHbiM 3akoHOM OT 2 aekabps 2009 roga N 308-93 "O
denepansHom 6romkete Ha 2010 rog n Ha nnaHosbin nepuoa 2011 n 2012 ronos”
Ha 2011 rog (4acTb [ononHUTENbHO BKoMeHa ¢ 26 okTsabpa 2010 roga
denepanbHbiM 3akoHOM OT 11 okTsabps 2010 roga N 271-93).

3 7. llocrne 1 mapta 2011 roga He [ornyckalTCH NPOU3BOACTBO U BBO3 B
Poccuinckyto denepaumnio neKapCTBEHHbIX MNpenapatoB B yNakoBKax C
MapKUPOBKOW, KOTopas Oblfia HaHeceHa 00 AHS BCTYMNSIEHUA B CUIy HACTOSLLEro
depnepancHOro 3akoHa. Mo UcTeveHnn ykasaHHOro cpoka faHHble fleKapCTBEHHble
npenapaTbl MOryT OTMYCKaTbCS, peanv3oBbIiBaTbCS, NepeaBaTbCs Y NPUMEHSTHCS
A0 UCTEYEHNsT X CpOKa MogHOCTMW.

(YacTb gononHuTensHO BkIodeHa ¢ 26 okTabps 2010 roga PegepanbHbiv
3akoHomM oT 11 okTa6psa 2010 roga N 271-93; B pegakuun, BBEAEHHOW B AeNCTBUE
c 1 anBaps 2011 roga PenepanbHbiM 3akoHOM 0T 29 Hos6psa 2010 roga N 313-93;
B pedakuuu, BBeAeHHOM B penctBue ¢ 7 saHBapa 2012 roga PenepalnbHbiM
3akoHom oT 6 aekabpsa 2011 roga N 409-93.

4. Co gHa BCTynneHus B cuny Hactoswero depepanbHoro 3akoHa n no 30
anpena 2011 roga BKIIOYUTENbHO [OMYCKaeTCcs [MpoBedeHue 3KCMnepTusbl
NeKapCTBEHHbIX CPeACTB dKCNnepTaMm SKCMEepTHOro ydpexaeHuss 00 NPOXOXKOeHUS
MMM aTTecTaumm B MNopsgKe, YCTAHOBSIEHHOM YMOSHOMOYEHHbIM doefeparnbHbIM
OpraHoM MCMOSHUTENBHON BNacTu.

5. Co gHa BcTynneHua B cuny Hactoswero denepanbHoro 3akoHa v no 31
nekabpsa 2013 roga BKIMHOYUTESNBHO OCYLLECTBIIAETCHA MNEpexod K Mpou3BOACTBY
NEeKapCTBEHHbIX CpeacTB B COOTBETCTBMM C  MpaBunamu  opraHvsauuu
NPON3BOLCTBA M KOHTPOSIA KadecTBa JIeKAapCTBEHHbIX CPencTB, YKa3aHHbIMU B
yacTtn 1 ctatbn 45 HacTosiwero PegepanbHOro 3akoHa, B NOTHOM o6beme. Cpoku
nepexoga nMpoM3BOACTBA JIEKAPCTBEHHbIX CPeacTB K MX MpOM3BOACTBY B
COOTBETCTBUN C KOHKPETHbIMW TPebOoBaHUAMW OaHHbIX NpaBui, BKIKOYasi CPOKM
atTecTaumMm YrorIHOMOYEHHbIX JnL, YKa3aHHbIX B Yactax 6 wm 7 crtatbu 45
HacTosiwero ®efepanbHOro  3akoHa, ycTaHaBrmBalTCcA  [lpaBUTENbLCTBOM
Poccuinckon denepaumn.

6. JlnyeHsnn Ha Npom3BOLCTBO JIEeKapCTBEHHbIX CPencTB, BblAaHHble A0 1
aHuBaps 2014 roga, gencteytoT nocrie 1 aHBapsa 2014 roga 4O NCTEYEHUA CpoKa KX
AENCTBUSA TMpU  YCIrOBMM COOTBETCTBUA JMUEeH3Mata npasunam opraHusauum
NPON3BOLCTBA U KOHTPOJS Ka4yeCcTBa JIeKapCTBEHHbIX CPeLCTB, YKa3aHHbIM B YacTu
1 cTtaTtbu 45 HacToswero PegepansHOro 3akoHa.
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7. ®opmMmupoBaHMe TFOCYAAPCTBEHHOrO 3adaHus Ha MNpPOBEAEHME 3KCMEepPTU3sbl
NEKapCTBEHHbIX CpeacTB dphedepanbHOMYy rocydapCTBEHHOMY  OrogXeTHOMY
yUYpeXaeHuto No NPOBELEHMIO SKCNEPTM3bI NIEKAPCTBEHHbIX CPEACTB N MHAHCOBOE
obecnevyeHne BLIMOMHEHMST 3TOMO 3adaHWs  OCYLLECTBASIOTCA B MOPSAKeE,
ycTaHoBneHHOM PefeparnbHbiM_3akoHoOM OT 12 gHeapa 1996 roga N 7-93 "O
HEKOMMepYeCcKux opraHnsaumsax” (4acTb OOMONMHUTENbHO BKMOYEHA C 3 Oekabps
2010 roga PenepanbHbiM 3akoHOM 0T 29 Hos6pa 2010 roga N 313-93).

KommeHTapui kK ctatbe 71

[Mpe3ngeHT
Poccuinckon ®egepaumnm
[.MepBenes

MockBa, Kpemnb
12 anpena 2010 ropa
N 61-03

Pemakumsa IOOKYyMeHTa C ydeToM
M3MEeHEeHUM UM IOIOJIHEHUM IIOOTOTOBJIEHAa
AO "Komexkc"
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