POCCUNCKAA ®EOEPALINA
®OEJEPAITbHBLI 3AKOH
O6 obpalLeHnn nekapCTBEHHbIX CPeaCTB

(C usmeHeHnsamu Ha 13 mona 2015 roga)
(pepakums, gencteytowasn ¢ 24 nons 2015 roga)



[IOKYyMEHT C U3MEHEHUAMMWN, BHECEHHBLIMU:

denepanbHbiM 3akoHoM 0T 27 uonsa 2010 roga N 192-d3 (Poccuiickas raseta,
N 166, 29.07.2010) (0 nopsgke BCTynneHus B cury cM. ctatblo 4 degepanbHOro
3akoHa o1 27 nonga 2010 roga N 192-93);

depepanbHbiM_3akoHoM oT 11 okTabpsa 2010 roga N 271-d3 (Poccuickasd
raseta, N 234, 15.10.2010);

depepanbHbiM_3akoHOM 0T 29 Hoa6pa 2010 roga N 313-93 (Poccuickasd
razeta, N 274, 03.12.2010) (o nopsgke BCTynneHUa B CcCury CM.ctatb 17
depnepansHoro 3akoHa o1 29 Hoa6pa 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 409-93);

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

denepasnbHbiM 3akoHOM 0T 25 aekabpsa 2012 roga N 262-$3 (OdwmumansHbIn
NHTEPHET-NopTas NpaBoBOW MHOPMaLMM WWW.pravo.gov.ru, 26.12.2012);

depnepanbHbiM_3akoHoM oT 2 wmonga 2013 roga N 185-93 (OdwmumanbHbin
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 npaBoBOM WHGopMauun 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 o1 12 mapta 2014 roga N 33-93 (OdwmumanbHbin
WHTEepHeT-nopTan npaBoBOM WHGopmauun www.pravo.gov.ru, 12.03.2014) (o
nopsiake BCTYNNeHud B cuny cM. ctatbio 21 PenepanbHOro 3akoHa or 12 mapra
2014 roga N 33-93);

denepasnbHbiM 3akoHOM 0T 22 okTabps 2014 roga N 313-93 (OdwmumansHbIn
WHTEepPHeT-NopTan npasBoBoM WHGoOpMmauum 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
WHTEPHEeT-NopTan npaBoBOM UWHGoOpMauum www.pravo.gov.ru, 23.12.2014, N
0001201412230021) (c nameHeHUAMKM, BHeCEHHbIMN DegeparnbHbM 3aKOHOM OT 8
mapta 2015 roga N 34-93) (o nopsake BCTYMMEHWs B CUNy CM. cTatbilo 4
denepanbHoro 3akoHa ot 22 nekabpsa 2014 rona N 429-93);

depnepanbHbiM _3akoHoM oT 8 mapta 2015 roga N 34-93 (OdwmumanbHbIn
WHTEepPHeT-nopTan npasoBouM uHGopmauum www.pravo.gov.ru, 09.03.2015, N
0001201503090043) (o nopsigke BCTYNSIEHUS B CUy CM. cTaTbio 3 dPeaepansHoro
3akoHa o1 8 mapta 2015 roga N 34-93);

depnepanbHbiM_3akoHOM OT 29 uoHa 2015 roga N 160-93 (OdwmumanbHbin
WHTEpPHeT-nopTan npasoBouM uHGopmauum www.pravo.gov.ru, 30.06.2015, N
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0001201506300055);

depnepanbHbiM_3akoHoM OT 13 uonga 2015 roga N 233-93 (OdwmumanbHbIn
WHTEpPHeT-NnopTan npasBoBoM uWHGopmauum www.pravo.gov.ru, 13.07.2015, N
0001201507130077);

depnepanbHbiM_3akoHoM OT 13 wuonga 2015 roga N 241-93 (OdwmumanbHbIn
WHTEepPHeT-NnopTan npasBoBoM UWHGopmauum www.pravo.gov.ru, 13.07.2015, N
0001201507130051).

MpnHAT
["ocypapcTBeHHON [lymon
24 mapta 2010 roga

OpobpeH
Coetom Penepaunmn
31 mapta 2010 roga

KommeHTapun k PenepansHoMmy 3akoHy ot 12 anpens 2010 roga N 61-93 "O6
obpallieHnn nekapCTBEHHbIX cpeacTB”

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

Ctatba 1. [MpegmeT perynnpoBaHusit HACToALLEro
PenepanbLHOro sakoHa

1. Hactoawmmn ®efneparnbHbiii 3aKOH perynmpyeT OTHOLLEHUA, BO3HUKAKOLLME B CBA3K
c obpauleHnem - pa3paboTKon, AOKIMHUYECKUMUN NCCNEAO0BAHUSMN, KIIMHUYECKNMU
nccregoBaHUs MU, 9KCNepTM30N, rocygapCTBEHHOM perncTpaumen, co
CTaHgapTu3aumMen U C KOHTPOSiIeM KayecTBa, MPOU3BOLCTBOM, W3rOTOBJIEHUEM,
XpaHeHneM, nepeBo3KoW, BBO3OM B Poccunckyro Pepepaumo, BbIBO3OM U3
Poccuickon depepaunn, peknamou, OTMNYCKOM, peanusaumen, nepenaden,
NPUMEHEHNEM, YHNYTOXEHNEM NEKapPCTBEHHbIX CPeaCTB.

(Hactb B pepakuumn, BBedeHHoW B pfenctBne ¢ 7 saHBaps 2012 ropga
denepanbHbIM 3aKOHOM OT 6 aekadbpa 2011 roga N 409-93.

2. Hactoawmn ®deneparnbHbI 3aKOH YyCTaHaBIMBaET NPUOPUTET rocy4apCTBEHHOIo
perynupoBaHna 6e3onacHoOCTW, KadecTBa W 3EKTUBHOCTU NEKAPCTBEHHbIX
cpeacTs nNpu nx obpalleHun.

(Hactb B pepakumu, BBedeHHon B pencteme ¢ 25 umwoHa 2012 ropa
dPenepanbHbiM 3akoHOM OT 25 noHa 2012 roga N 93-93.

KommeHTapum k ctatbe 1
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Ctatba 2. Cchepa npumeHeHNA HacTosiwero PenepanbHOro
3aKOHa

HacTtoawmn ®eneparnbHbii 3aKOH NPUMEHSETCHA K OTHOLLEHMSIM, BO3HUKAKOLLMM
Npy obpalLeHnn nekapCTBEHHbIX CPenCTB Ha TeppuTopun Poccunckon ®egepaumn.
KommeHTapui K ctaTtbe 2

CtaTbs 3. 3aKkoHOoA4aTeNbLCTBO 06 oOpaweHun
NeKapCTBEHHbIX CpeacTB

1. 3akoHogaTenbCcTBO 00 oOOpalleHUN reKapcTBEHHbIX CPeacTB COCTOUT U3
HacTosiero ®PenepancHOro 3akoHa, ApyrMx deaepanbHbiX 3aKOHOB M MHbIX
HOPMaTUBHbIX NMNPaBoOBbIX akToB Poccuinckon denepaumn.

1_1. 3akoHogatensCcTBO 06 OOpalLeHNN NEeKapCTBEHHbIX CPeAcTB B OTHOLLEHUU
IOPUOMYECKMX UL, N MHAMBMAOYAlbHbLIX NpeanpuHUMaTenen, OCYLLECTBSHOLMX
OEATENbHOCTb Ha TEeppUToOpUM  MeXayHapogHOro MeOWLMHCKOro  KnacTtepa,
NPUMEHSETCH C yd4eToM ocobeHHOCTEN, yCTaHOBIEeHHbIX PeaepasnbHbiM 3aKOHOM
"O_MexayHapoaHOM MEeAULMHCKOM KracTepe U BHECEHUN U3MEHEHUN B OTAENbHbIE
3akoHogarenbHble akTbl Poccurickon Degepauimmn”.

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

2. [eunctBne Hactosdwero dPenepanbHOro 3akoHa pacnpocTpaHAeTcs Ha
oOpalleHMe  HapKOTUYECKUX  FIEKApCTBEHHbIX CPeacCTB U MCUXOTPOMHbIX
NEKapCTBEHHbIX  CpeacTB € y4eToM  ocobeHHOoCTeW,  YCTaHOBIEHHbIX
3aKkoHogaTtenoctBoM Poccuinckon Pepepaumm O HAPKOTUYECKUMX CpedcTBax,
NCUXOTPONHbIX BELLECTBAXxX 1 00 nx npekypcopax. *3.2)

3. [Henctene Hactodwero ®enepanbHOro 3akoHa pPacrnpoCTpaHAeTcs Ha
obpaweHne pagunodapMaleBTUHECKMX JIEKApPCTBEHHbLIX CPeacTB € Y4ETOM
ocobeHHOCTEN, YCTaHOBMEHHbIX 3akoHodaTenbcTBoMm Poccunckon denepaumm B
obnactn obecneyeHus pagmaumnoHHomn 6esonacHocTn. *3.3)

4. Ecrv mexxgyHapogHbeiM gorosopomM Poccuinckon ®egepaunmn yCTaHOBIEHbI MHbIE
npaBusa, 4em Te, KoTopble NpenycMoTpeHbl HacTosawmm deneparnbHbiM 3aKOHOM,
NPUMEHSIOTCA NpaBusia MexayHapoLHOro 4orosopa.

5. B Poccuinckon ®denepaumm B COOTBETCTBUM C MeEXOYHAPOAHbLIMU LOroBOpamu
Poccuinckon denepaumm n (Unn) Ha OCHOBE MpPMHLMMNA B3aMMHOCTWU MPU3HAKOTCS
pe3yrnbTaTtbl  KIMHUYECKUX WCCNeaoBaHUM JIEKapCTBEHHbIX MpenapaTtoB ASis
MEOMLUMHCKONO  MNPUMEHEHUS, MNPOBEAEHHbIX 3a npegenamu  Tepputopumn
Poccuinckon denepaumn.

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

Ona uenen Hactosiwero denepanbHOro 3akoHa MCMOMb3YHTCH Ccreaylowme
OCHOBHbI€ MOHATUS:

1) nekapcTBeHHble CpencTBa - BewecTBa WM MX KOMOWHaUMK, BCTynawowme B
KOHTaKT C OpraHM3MOM YerioBeKka WUnn XMBOTHOMO, NMPOHMKaKOLWME B OopraHbl, TKaHN
OopraHu3Ma 4erioBeka WM >XUMBOTHOMO, MpUMEHsIEMble AOns  NPodMNakTUKMK,
AVarHOCTUKM (3a UCKITIOYEHNEM BELLECTB UM UX KOMOWHALIMKW, HE KOHTaKTUPYHOLLMX
C OpraHM3MoM YesfioBeKa UMM XXMBOTHOrO), NedeHns 3abonesaHusi, peabunurauuu,
ONsi  COXpaHeHusi, npeaoTBpalleHNs WM npepbiBaHns  6epeMeHHOCTU U
Nofny4YeHHbIE U3 KPOBW, Mra3Mbl KPOBW, U3 OpraHoOB, TKaHEW opraHusmMa 4desrioBeka
UM XMBOTHOIO, pacTeHUW, MUHEpPAarioB METOAaMW CUHTE3a UM C NPUMEHEHMEM
buonormyecknx  TexHorormn. K neKkapCTBEHHbIM  CpeacTBaM  OTHOCATCS
drapmaLeBTU4ECKNE CYDCTaHLUN N NeKapCTBEHHbIE NpenapaThbl;

2) (hapmavneBTnyeckas cydbcTaHums - fiekapCTBEHHOE CPenCcTBO B BUAE OOHOIMO Un
HECKOSMbKMX obragarowmx (apmMakonormyeckon akTMBHOCTBIO — OENCTBYIOLLMX
BELLECTB BHE 3aBMCMMOCTU OT NMPUPOAbI MPOUCXOXOEHUS, KOTOPOE NpeaHa3Ha4YeHo
Ansi NPOU3BOACTBA, U3rOTOBIIEHUSI NEKAPCTBEHHbLIX NpenapaToB U onpeaensieT ux
9PEKTUBHOCTD;

(MyHKT B pepakuun, BBeaeHHom B gencteme ¢ 1 nona 2015 roga PenepanbHbIiM
3akoHOM oT 22 aekabpsa 2014 rona N 429-P3.

3) BCrioMmoraTernbHble BellecTBa - BELLECTBA HEOPraHNYEeCKOro U opraHM4ecKoro
NPOUCXOXOEHWS, WCMOMb3yeMble B Mpouecce Mpou3BOACTBA, W3rOTOBJSIEHUA
NeKapCTBEHHbIX NpenapaTtoB Ans npyaaHus UM HEO6X0AMMbIX (PU3UKO-XUMUYECKUX
CBOWCTB;

4) nekapCTBEHHbIE NpenapaTbl - NIeKapCTBEHHbIE CPEACTBA B BUAE NEKAPCTBEHHbIX
dopM, npumeHsiemble Ona npodUnakTUKK, ONArHOCTUKKW, NeyvyeHust 3aboneBaHus,
peaburmtaumm, ONsS  COXPaHEeHWs, nNpeaoTBpalleHUst UMM NpepbiBaHUS
6epeMeHHOCTY;

5) nekapcTBeHHas dopma - COCTOSIHUE JIEKapCTBEHHOro  npenapara,
COOTBETCTBYyHOLWIEE cnocobam ero BBEAEHUsI N NPUMEHEHUA U obecnevnBaroLlee
AOCTMXeHMe HeobxoanmMoro nevedHoro adpdekTa;
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5 1) Ao3npoBKa - cofepaHne O4HOro UM HECKONbKUX AENCTBYHOLMX BELLECTB B
KOSMYECTBEHHOM BbIPaXXEHUM HA eauHULy [03bl, UM eguvHuly obbema, unm
eQVHMLY MacCbl B COOTBETCTBUWN C fieKapCTBEHHOW ¢popMon NMBO ANA HEKOTOPbIX
BWOOB NEKapCTBEHHbIX )OPM KONMMYECTBO BbICBODOXOAEMOro M3 JieKapCTBEHHOM
doopMbl AENCTBYIOLLErO BELLECTBA 3a €AVHULY BPEMEHW;

(MyHKT gononHuTeneHo BktodeH ¢ 1 nona 2015 roga PeaepansbHbiM_3aKOHOM
oT 22 nekabpsa 2014 roga N 429-03)

6) NnepeyeHb XXN3HEHHO HEOHXOANMBIX U BaXHENLLMX JIEKapCTBEHHbIX NpenapaTos -
exerogHo yrteepxagaembln [paButensctBom Poccunckon Pepepaumm nepeyeHb
NeKapCTBEHHbIX NpernapaTtoB Ans MeAWLMHCKOro NpuMeHeHus, obecneymBaoLLmx
NPUOPUTETHBLIE NOTPEOHOCTU 3a4pPaBOOXPaAHEHUS B LIENAX NPOUNaKTUKN U NeYeHns
3aboneBaHu, B TOM u4ucrie npeobrnagaroumx B CTPyKType 3abonesaemMoct B
Poccuinckon denepaumm; *4.6)

6_1) opdaHHble nekapCTBEHHble MpenapaTbl - JleKapCTBEHHble npenaparbl,
npeaHasHayYeHHble UCKIMIOYUTENbHO ANS AWArHOCTUKU UM NaToreHeTu4ecKoro
nevYeHna (neyYeHnd, HanpaBieHHOro Ha MexaHu3M pasBUTUA 3aboneBaHnda) peakux
(opdpaHHbIX) 3aboneBaHu;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 fekabpsa 2014 roga N 429-93)

6_2) 6uororndeckmne rekapCTBEHHble npernapaTtbl - NlekapCTBEHHbIE npenaparhbl,
OEeNCTBYIoLLEee BELLECTBO KOTOPbIX MPOU3BEAEHO 1IN BblereHO 13 B1onormyeckoro
MCTOYHMKA W AON9 ornpeferneHnss CBOWCTB M KadecTBa KOTOpbIX Heobxoguma
KOMBMHauma 6uonormyeckmx n gomManKo-xmMmyeckux metogoB. K Guonornyeckum
neKapCTBEHHbIM npenapaTtaM OTHOCATCH MMMYHOBUOsormdeckne nekapcTBeHHbIEe
npenapartbl, NlekapCTBEHHbIE npenaparbl, NOMyyYyeHHble U3 KPOBW, MNfa3Mbl KPOBU
YyerioBeka W XMBOTHbIX (3@ UCKMOYEHMEM LENbHOW KPOBM), DUOTEXHOMOrMYecKue
neKkapCTBEHHble npenaparthbl, reHoTepaneBTUYeCKne nekapCcTBEHHbIE npenaparhl;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 fekabpsa 2014 roga N 429-93)

7)  unMMyHOBUMOMorMyeckme rnekapcTBEHHble npenapatbl -  JIeKapCTBEHHbIE
npenaparbl, npegHasHayeHHble AOns opMUpPOBaHMUS aKTUBHOIO WM MacCUBHOIO
NMMMyHUTETA JIMBO  OMarHOCTUKM  HanmMums  UMMYHUTETA WM OAUArHOCTUKMU
cneumdmyeckoro nNpUoGpPeTeHHOro WU3MEHEHUS WMMYHOSOrMYECKOro OTBEeTa Ha
anneprmsvpytoume  Bewwectea. K = MMMyHOGMOMOrMY4ECKMM  fieKapCTBEHHbLIM
npenaparaMm OTHOCATCA  BaKUWHbI, aAHATOKCWUHbI, TOKCWUHbI,  CbIBOPOTKM,
NMMYHOINOB YNHBI 1 annepreHbl;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nonda 2015 roga PenepanbHbIiM
3akoHOM oT 22 aekabpsa 2014 rona N 429-P3.
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7_1) 6uoTexHonormyeckue rnekapcTBEHHble npenapaTbl - JleKapCTBEHHble
npenapartbl, MNPOM3BOACTBO KOTOPbIX OCYLIECTBMAETCA C UCMNOMb30BaHUEM
BroTexHonormyecknx npoueccoB n metogoB (B Tom yucrne OHK-pekomMbuHaHTHOM
TEXHOSOrMKN, TEXHONOTMM  KOHTPONMPYEMOW 3KCMPEeCcCUM TEeHOB, KOOUPYHOLLMX
buornormdyeckn akTMBHble Oernku B NpoKapuoTax W adykKapuoTax, BKIovas
M3MEHEHHbIE KIMEeTKM MIieKonuTalwmx), mbpugoMHoro MeTtoga W MeTtoda
MOHOKJSIOHASbHbIX aHTUTENT;

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

7_2) reHoTepaneBTUYECKME 5eKapCTBEHHble rpenapaTbl - JleKapCTBEHHble
npenapartbl, hapMmaueBTnyeckasa cybCcTaHUmMA KOTOPbIX ABNSETCA PEKOMOUHAHTHOM
HYKNEMHOBOM KUCSFIOTOW WM BKIOYaeT B cebA PeKOMOWMHaHTHYIO HYKIEWHOBYHO
KUCNOTY, MO3BONAIOLLYIO OCYLIECTBNATL perynupoBaHve, penapauuio, 3amMeHy,
nobasrieHve unn yaaneHve reHeTU4eckoun nocrnenoBaTesisHOCTY;

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

8) HapKOTU4eCKMe reKapCTBEHHbIE CpeAcTBa - JleKapCTBEHHble npenapatbl U
dhapmaLeBTUYECKNE CYOCTaHUUK, codepXawpme HapKoTM4Yeckue cpeactea w
BKIMOYEHHble B [lepeyeHb HapKOTUYECKUX CPeACTB. MCUXOTPOMNHbIX BELLIECTB U UX
NPEKYPCOPOB, Noanexalmx KOHTposto B Poccurckon Penepaumm, B COOTBETCTBUN
C 3akoHopaTenbcTtBoM Poccuinckon depepauuuv, MexayHapoaHbIMU O0roBopamm
Poccunckon depnepaummn, B TOM 4ucre EOMHOW KOHBEHUMEW O HApPKOTUYECKUX
cpeactBax 1961 roaa;

9) NCUXOTPONHbIE NEKAPCTBEHHbIE CPeACTBa - JleKapCTBEHHble npenapatbl U
drapMaLeBTUYECKNE CYOCTaHUMKM, coaepxalme MNCUXOTPOonHble BewecTBa W
BKIMOYEHHble B [lepeyeHb HapKOTUYECKUX CPeACTB. MCUXOTPOMNHbIX BELLIECTB U UX
NPEKYPCOPOB, Noanexalmx KOHTposto B Poccurickon Peaepaumm, B COOTBETCTBUN
C 3akoHopaTenbcTtBoM Poccuickon depepauuuv, MexayHapoaHbIMU O0roBopamMm
Poccunckon ®epepaumnm, B TOM ducre KoOHBEHUMEN O NCUXOTPOMHbLIX BELLECTBAX

1971 rona;

10) paguodhapmaueBTMYECKME FEKAPCTBEHHbIE CpeacTBa - JIEeKAPCTBEHHbIE
cpencTtBa, KOTOpble coaepXaT B roToBOM Ans UCMNONb30BaHUS dopme OoauH
PaaVOHYKNG UK HECKONbKO paguoHYKNMA0B (paanoakTUBHBIX N30TOMOB);
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11) pedbepeHTHbI NeKapCTBEHHbIN Npenapar - JIeKapCTBEHHbIN rnpenapaT, KOTopbIN
BrepBble 3aperncTpmpoBaH B Poccunckon Pefepaumm, kadecTso, 3pdeKTUBHOCTb
N 6e30MacHOCTb KOTOPOro AoKa3aHbl HA OCHOBAHWM Pe3yribTaToB AOKIMHUYECKNX
NCCcnegoBaHMn  NEKAPCTBEHHbIX CPEeACTB M KIIMHWYMECKUX  UCCredoBaHumn
NeKapCTBEHHbIX MpenapaTtoB, MNPOBEAEHHbIX B COOTBETCTBMM C TpeboBaHUAMMU
yacten 6 wn7 crtatbu 18 Hactodulero ®PenepanbHOrO0 3akoHa B OTHOLLEHUU
NeKapCTBEHHbIX CPeAcTB Ans MegULMHCKOro NpUMeHeHna Mmbo B COOTBETCTBUM C
TpeboBaHuaMuM cTatbn 12 HacTosiwero PenepanbHOro 3akoHa B OTHOLUEHUM
NEKapCTBEHHbIX CpPeacTB [ONS  BETEPUHAPHOIO  MPUMEHEHUS, W  KOTOPbIN
Mcnonb3yeTcss Ana  oueHkn OUOSKBMBANEHTHOCTM UMM TepaneBTUYECKOM
9KBUBASIEHTHOCTMN, KayecTBa, 9dpekTUBHOCTH n 6e3onacHocTH
BOCMpou3BeneHHOro um  6uoaHanorooro  (6mMonogobHOro)  rnekapCTBEHHOMO
npenapara;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nona 2015 roga PenepanbHbiM
3akoHoM OT 22 nekabpa 2014 roga N 429-93; B pegakuun, BBEAEHHOW B AeNCTBUE
denepanbHbiM 3akoHoM oT 13 nonda 2015 roga N 241-93.

12) BOCNpoOU3BEOEHHbIN JIEKapCTBEHHbBIN NpenapaTt - NeKapCcTBEHHbIN npenapar,
KOTOPbIM MMEET TaKOM >Xe KadeCTBEHHbIA COCTaB M KONMYECTBEHHbIM COCTaB
AENCTBYIOLMX BELECTB B TaKOM e JieKapCTBEHHOW (popme, YTO U pedpepeHTHbIN
NEKapCTBEHHbIM npenapar, W OMO3KBUBANEHTHOCTb WM  TepaneBTUYecKas
9KBMBANeHTHOCTb  KOTOPOro  pedepeHTHOMY  JIeKapCTBEHHOMY  npenapary
nogTBepXgeHa COOTBETCTBYHOLLMMU UCCIeO0BaHUAMY;

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

12_1) TepaneBTMYECKas 9KBMBASIEHTHOCTb -  [OOCTWKEHME  KIIMHUYECKU
COMOCTaBMMOro TepaneBTUYeCcKoro adpdekta npu nNpPUMEHEeHUN JieKapCTBEHHbIX
npenapaToB AN MeAULMHCKOrO NPUMEHEHUS A5 O4HOW M TOW e rpynnbl 60SbHbIX
MO OOHUM U TEM Xe NOoKasaHUAM K NPUMEHEHNIO;

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

12_2) 6uoaHarnorosbin (61onogobHbIN) nekapcTBEHHbIN npenapaTt (buoaHanor) -
BronorMyecknin nekapCTBEHHbLIM MNpenapart, CXOXWA Mo napaMmeTpaMm KadecTBa,
adpekTMBHOCTM UK BesonacHocTM € pedepeHTHbIM  BMonorM4yecknm
NeKapCTBEHHbIM MpenapaTtoM B TaKOW Xe JieKapCTBEHHOW ¢opMe M MMelowmin
MOEHTUYHBLIN cNocob BBeOEeHUS;

(MyHKT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)
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12_3) B3aMMO3aMeHAEMbIN NIEKapCTBEHHbIN Npenapar - fleKapCTBEHHbIN npenapat
C AOKa3aHHOW TepaneBTUYECKOM 3KBUBANEHTHOCTbLIO UM BMO3KBUBANEHTHOCTLIO B
OTHOLLEHNN peddePeHTHOro NieKapCTBEHHOIO npenapaTa, UMeLWMn 3KBUBANEHTHbIE
€My KayeCTBEHHbI COCTaB U KOSIMYECTBEHHbLIA COCTaB LENCTBYHOLLMX BELLECTB,
COCTaB BCMOMOraTerbHbIX BELECTB, JIeKapCTBEHHYO popMy M cnocob BBeLEHWS;

(MyHKT gononHuTeneHo BktodeH ¢ 1 nona 2015 roga PeaepanbHbiM_3aKOHOM
oT 22 nekabpsa 2014 roga N 429-03)

13) nekapcTBEHHOE pacTUTENbHOE CbIPbe - CBEXWE WM BbICYLUEHHbLIE PaCTeHus
mmbo Mx 4acTu, ucnonb3yemble AN NPOM3BOACTBA JEKAPCTBEHHbLIX CPencTB
opraHM3auusiMn - NPOU3BOAUTENAMWN NEKAPCTBEHHbIX CPeaCTB WU U3rOTOBIIEHUS
NEKapCTBEHHbIX MNpPenapaTtoB anTe4YyHbIMU  OpraHu3auusiMM, BeTepUHaPHbIMU
anTe4YHbIMN OpraHn3aumsaMn, HANBUAYanbHbIMY NpeanpUHUMaTENs M1, UMEHLLIMM
NULLEH3MI0 Ha bapMaLeBTUYECKYHO AEATENbHOCTb;

14) nekapCTBEHHbLIA pacTUTENbHbIM NpenapaTt - JieKapCTBEHHbIA Mpenapar,
NPOV3BEOEHHbIN  UNW  USFOTOBMIEHHBIN M3  OAHOrO BuAa  JIeKapCTBEHHOMO
pPacTUTESIbHOIO ChIPbS UMM HECKOSTbKUX BWOOB TaKOro Cbipbsi U peanv3yemMbii B
pacgacoBaHHOM Buae BO BTOPUYHOM (MOTPEBUTENLCKON) YNaKkoBKeE;

15) romeonaTU4eCKUn JeKapCTBEHHbIN npenapaTt - JfieKapCTBEHHbIN npenapar,
NPOV3BEAEHHBIN UM M3rOTOBSIEHHBIN U3 dbapMaueBTUYECKON CcyOCTaHuMM unm
drapMaLeBTUYECKNX CYDCTaHUMM B COOTBETCTBMM C TpeboBaHUAMM 0OBLLMX
dpapmakonenHbIX cTaTten K romeonaTuyecknm fekapCTBEHHbIM npenapartam unm B
COOTBETCTBUM C TpeboBaHMAMM drapMakonen CcTpaHbl MNPOU3BOAMTENS TaKoro
neKkapCTBEHHOro npenapara;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nonda 2015 roga PenepanbHbiM
3akoHoM oT 22 fekabpa 2014 roga N 429-93.

16) MexgyHapo4HOe HernaTeHTOBaHHOE HauMeHOoBaHWE fieKapCTBEHHOMO cpeacTBa
- HaMMeHoBaHVMe [OENCTBYIOLWIEro BewecTBa dapmaueBTUYEeCKOn cybcTaHuuu,
pekomeHOoBaHHOe BcemupHom opraHn3saumen 3apaBooXpaHeHNs;

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

17) TOproBoe HaMMEHOBaHWE JIEKapCTBEHHOMO cpeacTtBa - HaMMEHOBaHWe
NEKapCTBEHHOrO0 CpeacTBa, NPUCBOEHHOE €ro paspaboTynkoM, AepxaTenem unm
Bnagenbuem perMcTpaLMoHHOro y40CTOBEPEHUS NIEKApCTBEHHOIO Npenapara;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nonda 2015 roga PenepanbHbiM
3akoHoM oT 22 aekabpa 2014 rona N 429-P3.
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17_1)  rpynnMpOBOYMHOE  HaWMEHOBaHWE  JIeKApCTBEHHOro  rnpenapata -
HavMeHOBaHVe JeKapCTBEHHONo MpernapaTra, He MWMEKoLWEero MexayHapo4HOoro
HenaTeHTOBaHHOrO HaMMeHOBaHUS, UM KOMBMHaU MM NekapcTBEHHbIX NpenapaTos,
ncnosnb3yemoe B Lensx obbeguHeHs nx B rpynny nog eguHbIM HavMeHOBaHUEM
ncxoas U3 O4MHAKOBOro CocTaBa AeUCTBYIOLLMX BELLECTB;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-93)

18) obLwaa papmakonenHas ctatbs - AOKYMEHT, YTBEPXKOEHHbIA YNONHOMOYEHHbIM
doegeparnbHbIM - OpraHoOM  UCMOSIHUTENBbHOWM BlaCTUM M coaepXawmn nepedeHb
nokasatenenm kadectsa M (MnM) METOOOB KOHTPONS KavyecTBa KOHKPETHOM
neKkapcTBEHHON OPMbl, JEKAPCTBEHHOINO pPaCTUTENbHOMO Chipbs, OMUCaHUSA
Bronornyecknx, BUOXUMUYECKNX, MUKPOOUONOrMYecKknX, M3NKO-XUMNYECKIX,
M3NYECKUX, XMMUYECKMX N APYIMX METOA0B aHanmMsa fiekapCTBEHHOIO CPpeacTBa, a
Takke TpeboBaHWs K UCNOMb3yeMbiM B LENSX NPOBEAEeHUA LaHHOro aHanmsa
peakTnBam, TUTPOBaHHbIM pacTBopaMm, UHauKatopam; *4.18)

(MyHkT B pepakunn, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropa
denepasnbHbIM 3akOHOM OT 22 fekabpsa 2014 rona N 429-93.

19) dapmakonenHas cTaTbd - [OOKYMEHT, YTBEPXOEHHbIA YNONHOMOYEHHbIM
doegeparnbHbIM - OpraHoM  UCMOSIHUTENBbHOWM BflaCTUM M coaepXawmm nepedeHb
nokasarteremn KayecTBa M METOAO0B KOHTPOSISl Ka4eCcTBa fleKapCTBEHHOIO CPeacTBa;
*4.19)

(MyHKT B pepakunn, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropa
denepasnbHbIM 3akOHOM OT 22 fekabpsa 2014 rona N 429-93.

19 1) cTaHgapTHble obpa3subl - BELWECTBA, NOCPELCTBOM CPaBHEHUSI C KOTOPbIMU
OCYLLECTBMNAETCS KOHTPOSib KavecTBa MCCreyeMblX JIeKapCTBEHHbIX CPEAcTB C
MOMOLBIO  (PM3UKO-XUMUYECKMX U OMOMOrMYecKux MeTOdoB B Lensax
NOATBEPXKOEHMS  COOTBETCTBUSI  NEKAPCTBEHHbIX  CpeacTB  TpeboBaHusiM
HOpPMaTUBHOW AOKYMeHTaumu, YyCTaHOBJIEHHbIM npu OCYLLECTBEHUN
roCy4apCTBEHHON perMcTpaumm, u KOTopble MNPUMEHSAITCSA Ang  KanmbpoBKku
CTaHAapTHbIX 06pa3uoB NPON3BOAMUTENS JIEKAaPCTBEHHbBIX CPEACTB, UCMNOSb3YeMbIX
ANS1 KOHTPOMSA KayecTBa W MHbIX Lienen npu obpalleHnm nekapcTBEHHbIX CPeacCTB;

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

19 2) drapmMakonenHbll CTaHO4apTHbIM oOpasey - cTaHgapTHbIn  obpasel,
Npoun3BeLeHHbIN B COOTBETCTBUM C (papMakonenHom ctaTbeu;

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

20) HopmaTuBHaAss OOKYMEHTauusi - [OOKYMEHT, coAepXawmnh nepeyeHb
onpenendemMbix MO pesynbTataM COOTBETCTBYHOLLMX SKCMEpPTU3 MokasaTtenemn
KayecTBa JleKapCTBEHHOro cpeacTtBa ANid MeOMLUMHCKOro NPUMEHEHUsi, MeTOO0B
KOHTPOIS ero KayecTsa U YCTaHOBJIEHHbIW €ro Npon3BoanTENEM;
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21) HOpMaTMBHbIN OOKYMEHT - LOKYMEHT, coaepXalmin nepedeHb onpenensemMbix
No pesyrbTatam COOTBETCTBYIOLWMX 3KCMEpPTM3 MnokasaTtenen kadectBsa u (Mnm)
METOLO0B KOHTPOSS KayecTBa JieKapCTBEHHOM G)OPMbl, OMMCaHUA GMONorm4ecKkux,
BMOXMMUYECKNX,  MUKPODMOMOrMYECKNX,  GIM3UKO-XUMUYECKUX,  (OM3NYECKUX,
XMMUYECKUX W OpYyrMX MeEeTOoOOB aHanu3a JIeKapCTBEeHHbIX CcpeacTtB  Ans
BETEPMHAPHOIO NPUMEHEHUs, TPEOOBaAHNA K UCMOMb3yeMbIM B LiensX NpoBeaeHs
AaHHOro aHanmMsa peakTuBaM, TUTPOBAHHbLIM pacTBOpaM, WHOMUKAToOpaM U
YCTaHOBJIEHHbIW €ro Npon3BoanTeneMm;

21_1) obwmn TeXHU4eCKUM OOKYMEHT - KOMMIIEKT AOKYMEHTOB M MaTepuarios,
COCTOALLMA U3 HECKOSIbKUX pas3fderioB - [OOKYMeHTauuv agMWHUCTPaTUBHOIO
XapakTepa, XMMUYecKoWn, dhapmaueBTUYEeCKON M OUOMOrM4ecKom AOKYMEHTaLuu,
dbapmakoriorn4eckou, TOKCUKOIOrMYEeCKoW AOKYMeHTaLuu, KITMHWYECKOM
OOKYMeHTauumM W  npegcraBnsemMbii  OQHOBPEMEHHO C  3asBfieHMeM O
rocydapCTBEHHOW perucTpaunm nekapcTBEHHOro npernaparta Ang MeguuuHCKOro
NpUMeHeHns B dopmMare, YCTaHOBIIEHHOM YMONHOMOYEHHbIM  dpefeparbHbiM
OpraHoM WUCMONHUTENbHOW BMNacTw;

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

22) KayecTBO JIeKapCTBEHHOrO0 CpeacTBa - COOTBETCTBME JIEKAPCTBEHHOIO
cpenctea TpeboBaHNAM hapMakornernHon cTaTbu MO0 B cCrnyvyae ee OTCYTCTBUA
HOPMAaTMBHOW OKYMEHTaL N UM HOPMATUBHOTO JOKYMEHTA;

23) 6e30nacHOCTb fleKapCTBEHHOIO CpeAcTBa - XapakTepucTUKa JieKapCTBEHHOro
cpencTBa, OCHOBaHHas Ha CpaBHUTENbHOM aHanmse ero 3geKTMBHOCTU N pUcKa
NPUYNHEHNA Bpena 300PO0BbI;

24) 3eKTUBHOCTb JIEKApCTBEHHOro mnpenapata - XapakTepucTuKa CTeneHu
NOSIOXXUTENBHOMO  BIMSIHAA ~ JIEKAPCTBEHHOrO  Mpenapata Ha  Te4veHue,
NpPOOOIKUTENBHOCTL 3aboneBaHnst UN ero NpeaoTBpaLleHne, peabunurauunio, Ha
coxpaHeHue, npegoTBpaLleHne nnm npepbiBaHne 6epemMeHHOCTH;

25) cepusi NeKapCTBEHHOMO CpeAcTBa - KONMMYECTBO NEKapCTBEHHOrO CpeacTBa,
npov3BedeHHoe B  pesyrnbTate  OAHOTO  TEXHONOMMYEeCKOro  LMKNa  ero
NPOV3BOAUTENEM;

26) perMcTpaunoHHOEe YOOCTOBEPEHME FeKapCTBEHHOro npernapaTta - OOKYMEHT,
nogTeepXxgarvowmn  akT  roCcygapCTBEHHOW  permcTpauun  fniekapCTBEHHOro
npenapara;
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26 1) pepxatenb WM Bnageney,  perMcTpaunoHHOro  yooCTOBEpEeHUd
nekapCTBEHHOro npenapata - pas3paboTyMk  JieKapCTBEHHOro  cpeacTsa,
Npou3BOAUTENb JNEKAPCTBEHHbIX CPEeACcTB WM MHOE  lopuanydeckoe  nvuo,
obnagarollee nNpaBoM BrafeHUs PermcTpauLMoHHbIM YOOCTOBEPEHUEM, KOTOpbIE
HECYT OTBETCTBEHHOCTb 3a KayecTBO, 9deKTMBHOCTL U ©He3onacHoOCTb
rneKapcTBEeHHOro npenapara;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 fekabpsa 2014 roga N 429-93)

27) permcTpauuoHHbI  HOMep - KogoBoe 00O3HayeHue, MNpPUCBOEHHOE
neKkapCTBEHHOMY NMpenapary npuv ero rocygapCTBEHHOW perncTpauuu;

28) obpalleHne nekapCTBEHHbIX CpeacTB - paspaboTka, [OOKIMHUYEcKue
nccnegoBaHnst, KrMHUYECKUEe UCCrenoBaHus, 9KCnepTusa, rocyaapcTBEHHast
perMctpauusi, CcTaHOapTu3auusi M KOHTPOMb  KavecTBa, MpoM3BOACTBO,
N3roToBIIEHNe, XpaHeHne, NepeBo3ka, BBO3 B Poccuinckyto Penepauymio, BbIBO3 U3
Poccuickon ®enepaummn, pekriama, OTnyck, peanvsaums, nepegada, npumeHeHue,
YHUYTOXEHNE NIeKapCTBEHHbIX CPEACTB;

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

29) cybbeKkTbl obpalleHnst NekapCTBEHHbIX CPeacTB - m3nyeckue nvua, B TOM
yucrne  vMHOMBMAOYanbHble  NpeanpuHAMaTenn, U lopuguyeckue  nuua,
OCYyLLECTBIAOWME OEeATENBHOCTL NP 06 paLleHnn NekapCTBEHHbLIX CPEACTB;

30) paspaboTyMK nekapCTBEHHOrO cpeacTsa - oOpraHusaums, obnagarowas
npaBamn Ha pesynbTaTbl AOKIMHUYECKUX WCCREOOBaHWA  NEeKapCTBEHHOMO
CPeAcTBa, KIMHUYECKMX MCCIeAOBaHMM JIEKAPCTBEHHOro npenapata u (unm) Ha
TEXHOIOro NPON3BOACTBA NIEKApPCTBEHHOro CpeacTBa;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nonda 2015 roga PenepanbHbiM
3akoHoM oT 22 aekabps 2014 roga N 429-93.

31) Npou3BOACTBO NEKAPCTBEHHbLIX CPEACTB - OEATENbHOCTb MO MPOM3BOACTBY
NEeKapCTBEHHbIX CPEACTB OpraHu3aumsiMm - NPOM3BOAUTENSIMU NEKAPCTBEHHbIX
CPEeACTB Ha OAHOM CTaguu, HECKONbKUX UMM BCEX CTagusiX TEXHONOMYecKoro
npouecca, a Takke Mo XPaHEeHUI0 U peanu3aunm Npon3BeneHHbIX NeKapCTBEHHbIX
CpencTs.;

31_1) npousBoaCTBEHHAs nrowagKka - TepputopuanbHO 060COBEHHBIN KOMMNIIEKC
Npon3BOAMUTENA NEKapCTBEHHbIX CPenCTB, NpeAHasHayYeHHbIN ONs BbINOMHEHUS
BCEro npouecca NpousBOACTBA JIEKapCTBEHHbIX CPeaCTB UM ero onpeneneHHom
cTaguu;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
oT 22 nekabpsa 2014 roga N 429-93)
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32) npousBoguTENb JEKAapPCTBEHHbLIX CPEACTB - OpraHuM3auumsi, OCYLLECTBIALWAs
NPOM3BOACTBO JEKAPCTBEHHbLIX CPeACTB B COOTBETCTBUM C TpeboBaHUsMU
HacTosiuero PenepanbHOro 3aKoHa;

33) drapmaueBTUYECKas OEATENbHOCTb - AeATeNbHOCTb, BKIYawuwas B cebd
ONTOBYKO TOPrOBSIO JIEKAPCTBEHHLIMU CpencTBaMu, UX XPaHEHWe, MepeBO3KYy WU
(M) PO3HMYHYO TOPrOBIO fleKapCTBEHHbIMM NpenapaTtamm, X OTMNYCK, XpaHeHue,
NnepeBO3KYy, N3rOTOBJIEHNE JNIeKapCTBEHHbIX NPenapaTtos;

34) opraHu3aums onToBOM TOProBsM fieKapCTBEHHLIMU CPeACTBaMM - OpraHM3aLms,
OCYLLECTBSIAIOLLASA OMTOBYK) TOProBSHO  JIEKAPCTBEHHbIMU  CcpeacTBaMu,  UX
XpaHeHne, NepeBO3Ky B COOTBETCTBMM C  TpeboBaHMSMW  HACTOSLLEro
deneparnbHOro 3aKoHa;

35) anTeyHass opraHu3aums - opraHuMsauusi, CTPYKTYpPHOe nogpasgerieHne
MeaULMHCKOWU opraHmsauun, ocyLlecTBriaoLme PO3HUYHYHO TOProBsito
NeKapCTBEHHbIMW npenapaTtaMmun, XpaHeHue, nepeBo3Ky, U3rOTOBMIEHWE U OTMYCK
NEKapCTBEHHbIX NpernapaTtoB Ans MeOULUMHCKOro NpUMEHEHNA B COOTBETCTBUM C
TpeboBaHusaMK HacTosiero PegepanbHOro 3aKoHa;

(MyHKT B pepakuun, BBeAeHHOW B AencTteue PenepanbHbiM 3aKOHOM OT 25
Hosa6ps 2013 roga N 317-93.

36) BeTepuHapHasi anTevyHass opraHuM3auna - opraHu3aums, CTPYKTYpHOe
noapasgeneHve BeTEpUHAPHOM OpraHu3auuM, OCYLUECTBIISIOWME  PO3HUYHYIO
TOProBfil0 fieKapCTBEHHbIMM MNpenapaTtaMmn, XpaHeHWe, M3roTOBIIEHWE M OTNYCK
NEKapCTBEHHbIX NpenapaToB A1 BETEPUHAPHOIO MPUMEHEHUSI B COOTBETCTBUM C
TpeboBaHusaMK HacTosiero PegepanbHOro 3aKoHa;

37) dhanbcuUdUuMpPoOBaHHOE fiekapCTBEHHOE CPEACTBO - fleKapCTBEHHOE CPenCTBO,
CONpPOBOXOaeMoe NoXHON MHopmaumen o ero coctase U (Mnu) nponssoauTene;

38) HegobpokadecTBEHHOE fleKapCTBEHHOE CPeaCTBO - fliekapCTBEHHOE CPenCTBO,
He CcOoOoTBeTCTBylLEee TpeboBaHWsM dhapMakonenHon ctatbu nNMMbo B cryvyae ee
OTCYTCTBMS TpeboBaHMsM HOPMATUBHOM OOKYMEHTauunm Wnm HOPMaTUBHOIO
OOKYMEHTA;

39) KOHTpadakTHOE JieKapCTBEHHOE CPeaCTBO - JleKapCTBEHHOE CpPencTBo,
Haxogsweecs B 060poTe C HapyLLEHNEM rPaXgaHCKOro 3akoHo4aTensCcTBa; *4.39)

40) QOKNMHMYECKoe uccriegoBaHWE JieKapCTBEHHOMo cpeactsa - Guornornyeckue,
MUKpoBumonornyeckume, MMMYHOJTOrM4yecKkue, TOKCUKOSIOrM4yeckue,
dpapmakornornyeckue, dmsandeckue, XUMUYECKne W  Opyrme  UCCcredoBaHus
NeKapCTBEHHOro cpeacTBa NyTeM NpUMeEHeHUs Hay4YHbIX METOAO0B OLLEHOK B LIensiX
nony4yeHns gokasaTenbCcTB 0Oe3onacHoCTWM, kKadecTBa UM 3GPEeKTUBHOCTU
rieKapcTBEHHOro cpeacTBa;
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41) KNMHMYECKoe WuccredoBaHMe JIeKapCTBEHHOMo npenapata - U3ydeHue
AVNAarHOCTUYECKMX, NevebHbIX, NpodmnakTUYeckmx, papmMakosriormyecknx CBOUCTB
NeKapCTBEHHOro npenapara B Npouecce ero npMMeHeHns y YyernoBeka, XMBOTHOIO,
B TOM 4MUCIie NPOLECCOB BCachIiBaHWUA, pacnpeneneHns, N3MeHeH!s1 U BblBe4EeHUS,
NyTeEM MPUMEHEHNA Hay4YHbIX METOO0B OLLEHOK B Liensx nosnyydyeHust JoKasaTernbCcTB
6e3onacHoCcTU, kKayecTBa M 3(PdEKTUBHOCTU NIEKAPCTBEHHOrO npenapaTa, AaHHbIX
O HexenaTtesibHbIX peakuusix opraHmama 4erioBeka, XMBOTHOMO Ha NpUMEHeHue
nekapcTBEHHOro npenapata M o6 adxpekTe ero B3aMMOOEWUCTBUS C  APYruMu
nekapcTBEeHHbIMU NpenapaTtamun 1 (Mnn) NUWEBLIMU NPOAYKTaMKU, KOPMaMMU;

42) MHOIOLIEHTPOBOE KIMHMYECKOE UCCRneaoBaHme NekapCTBEHHOro npenapaTa ans
MEAULMHCKOrO MPUMEHEHUS - KIMHUYECKOe WccrnenoBaHME NEeKapCTBEHHOo
npenapata AN MEAUUMHCKOrO MPUMEHEHMS, MpPOBOAMMOE pa3paboTYMKOM
NeKapcTBEHHOro npenapata B AOBYX M Oonee MeOMUMHCKMX opraHusaumsix no
eaVHOMY MPOTOKONY KMMHUYECKOro MCCRNeaoBaHMs NekapcTBEHHOro npenapara;

43) MeXayHapoaHoe MHOIOLLEHTPOBOE KNMMHU4Yeckoe nccregoBaHue
NEeKapCTBEHHOro npenapara Ansg MeOUUMHCKOrO MPUMEHEHUSI - KIIMHUYecKoe
nccriegoBaHMe ekapcTBEHHOro npenapata Ansg MeOUUMHCKOro NpUMEHEHUs,
npoBoaMMoe pa3paboTyMKOM NeKapCTBEHHOIO npenapara B pas3fiMiHbIX CTpaHax no
e4MHOMY NPOTOKOSY KITMHNYECKOro UCCneaoBaHna fiekapCTBEHHOO npenapara;

44)  NOCTPErNCTPaLMOHHOE  KIMHWYECKOEe  UCCredoBaHUe  JIeKapCTBEHHOro
npenapata AN MeOULMWHCKOTO MPUMEHEHUst - KIMHUYECKOe WcCreaoBaHue
NeKapCTBEHHOrO npenapata AN  MEeOULUMHCKOrO MPUMEHEHMs, MpPOBOAUMOE
Npov3BOOUTENEM IeKapCTBEHHOro npenapara, rpaagaHCcKuii obopoT KOTOporo
OCYLLUECTBNSAETCA  MNOCMe  rocydapCTBEHHOW  perucTpauuu, B Lensx
oononHuTenbHoro cbopa AaHHbiX O ero 6esonacHocTM U 3dpeKTUBHOCTH,
pacLLMPeHMss MoKasaHui K NMPUMEHEHMI0 OaHHOro JieKapCTBEHHOro npenaparta, a
TaKXXe BbISIBNEHUS HEXernaTerbHbIX peakL i NaLneHToB Ha ero AencTBUE;

45) wuccrnenoBaHne OWMO3KBMBANEHTHOCTU FEKApCTBEHHOro npenapaTta - BuA
KIMMHUYECKOro MCCNeaoBaHUs fieKapCTBEHHOMO npernapara, NpoBefeHne KOTOPOro
OCYLLECTBIIAETCA ONs onpefesieHna CKOPOCTU BCACbIBaHUA U BbIBEOEHUS OOHOro
NN HECKONbKMX obriagatowmx apmMakosiormyeckon akTUBHOCTBIO OENCTBYIOLLMX
BEWEeCTB, KOMMYecTBa JeKapCTBEHHOro npenapara, OOCTUratolero CUCTEMHOro
KPOBOTOKA, W  pe3ynbTaTbl  KOTOPOro  MO3BOMAKOT  chefiatb  BbIBOO O
ONO3KBMBANEHTHOCTM  BOCMNPOU3BEOEHHOINO  fIEKApCTBEHHOro  npenapara B
onpenesieHHbIX JlekapcTBEHHOW hopmMe 1 O03MPOoBKe, COOTBETCTBYIOLWMX dhopMe U
A031POBKe pedpepeHTHOro fieKapCTBEHHOIO npenapara;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 uonda 2015 roga PenepanbHbIiM
3aKoHOM OT 22 aekabps 2014 roga N 429-93.
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46) wuccnegoBaHWe — TepaneBTUYECKOM  3KBMBANEHTHOCTM  fleKapCTBEHHbIX
npenapaTtoB - BWA KIMHUYECKOro WUCCenoBaHWUS JIeKapCTBEHHbIX Mpernaparos,
npoBefeHNEe KOTOPOro OCYLLECTBISETCH AN BbISBIEHUS OLWHAKOBLIX CBOWCTB
NeKapCTBEHHbIX MNpenapaToB OrnpeaesieHHON JieKapCTBEHHOM ()OpMbl, a TaKxke
HanMMunMa  OOWHAKOBbLIX  MokasaTenen 6Ge3onacHocTM U 3PEeKTUBHOCTH
NEeKapCTBEHHbIX MpenapaTtoB, OAWHAKOBbLIX KIMMHUYECKUX 3peKTOoB npu  unX
NPUMEHEHUM;

47) nNpOTOKON KIMHUYECKOrOo WCCNeooBaHUs NEeKapCTBEHHOro npenapata -
[OKYMEHT, B KOTOPOM ornpeaenstoTcs uenun, dopmbl opraHu3aumMm u MeToaonorms
NpoBeaeHnst KIMMHUYECKOro MCCcrneqoBaHusl, cTaTUCTUYECKMe MeTodbl 06paboTku
pe3ynbTaToB Takoro WCCRedoBaHuMs U Mepbl Mo obecneyeHuio Ge30nacHOCTM
M3NYECKUX NUL, Y4aCTBYHOLLMX B KMMHMYECKOM WUCCNEeQoBaHUM neKapCTBEHHOro
npenapara;

48) 6poLuopa nccrnegoBartenst - CBOAHOE N3NOXEHNE pe3ynbTaToB AOKIMHUYECKOrO
NCcnegoBaHNs NEKapCTBEHHOrO CpeacTBa W KIMHUYECKOro  UCCeaoBaHuS
NeKapcTBEHHOro npenapara ans MeaAnLMHCKOro NPUMEHEHNS;

49) MHOPMALMOHHBIA JIMCTOK MauMeHTa - OJOKYMEHT, B KOTOPOM coaepxaTtcd B
AOCTYNHOM  dopMe  CBefeHud, Kacawwmecd npoBOAUMOIO  KIIMHUYECKOro
MCCrnegoBaHNA  NIEKApCTBEHHOroO  npenapata, W B NUCbMEHHOM  dopme
A00poBOSbHOE Ccorfacue naumeHtTa Ha yydacTve B KIIMHMYECKOM MccrenoBaHuu
NeKapCTBEHHOro Npenapara nocrie 03HakKoOMMEHUsS1 C OCOBEHHOCTSAMM KIIMHUYECKOro
nccrnegoBaHns, UMEKOLWMMUN 3HAYEHWE A5 BblPaXXeHUs1 TaKoro Cornacus;

50) noboyHoe p[encTBMe - peakumsa OpraHmsma, BO3HUKLLIAA B CBSA3UM C
NPMMEHEHNEM NEeKapCTBEHHOTO NpenapaTa B 403ax, PEKOMEHAYEMbIX B MHCTPYKLUA
MO ero NPUMeHeHNo, AN NPoMNaKkTUKK, OANArHOCTUKK, NeYeHns 3aboneBaHnst nnm
ans peabunutaunu;

50 1) HexenaTenbHaa peakuunsa - HenpegHamMepeHHaa HebraronpusaTHas peakuus
opraHusma, KoTtopass MoOxeT OblTb CBfA3aHa C MNPUMEHEHUEM JIEKapCTBEHHOro
npenapara;

(MyHkT gononHuTensHo BkrtoveH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-93)

51) cepbe3Has HexenarternbHas peakuusa - HexernaTerbHas peakuusi opraHnsma,
CBSi3aHHasA C NPUMEHEHWEM feKapCTBEHHOro npernaparta, npuBeawas K cMepTw,
BPOXOEHHbIM aHOMarMam UM nopokam passutus nmbo npeacraBnaowas cobom
yrposy >u3Hu, Tpebylouaa rocnutanusaunum nnv npuBedlias K CTOMKOM yTpaTe
TpyZocnocobHoCTH 1 (MNn) HBaANMOHOCTY;
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52) HenpeaBuaeHHas HexenatenbHas peakunsa - HexenatenbHas peakuund
opraHu3ama, KoTopasi CBsidaHa C NpMMeHeHNeM fiekapCcTBEHHOMO Npenapara B 403aX,
PEKOMEHOYEMbIX B MNPOTOKOSIE €ro KrMHUYECKOro uccrenoBaHusi, 6Gpoluope
uccriegoBartend, UNM C MPUMEHEHWMEM FEeKapCTBEHHOro npenaparta B A03ax,
PEKOMEHOYEMbIX B WHCTPYKUMM NO €ro NpUMEHEHW0 Ans  NpodmnakTUKi,
AVarHoCTUKN, nevyeHns 3abonesaHns Mnu MeauumMHCKON peabunuraumm naumeHTa,
N CYLWIHOCTb, TSXKECTb WM WUCXOO KOTOPOM He COOTBETCTBYET WHJopMauum o
NeKapCTBEHHOM nMpenaparte, CcoAepXallencd B MPOTOKOMe ero  KiMHUYeCKoro
nccnegoBaHusi, OpoLLope uccrnenoBatenss UM B MHCTPYKUMUM MO NPUMEHEHMIO
NekapCTBEHHOro Npenapara;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nonda 2015 roga PenepanbHbiM
3akoHOM OT 22 aekabpsa 2014 rona N 429-93.

52_1) chapmakoHagsop - Bug AeATENbHOCTU MO MOHUTOPUHIY 3GPEKTUBHOCTU Y
6e30nacHOCTM JleKapCTBEHHbIX MpenapaToB, HanpaBfieHHbI Ha BbIABMEHUE,
OUEeHKY U1 MpedoTBpalleHNe  HexernaTerbHbiX MOCNeAcTBUA  NPUMEHEHUd
reKkapCcTBEHHbIX Npenaparos;

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

52 _2) nnaH ynpaefeHusi puckamnm - nNogpobHOEe onucaHue MeponpusaTUA Mo
(papmakoHaa30py, HarpasreHHbIX Ha BbISIBIIEHNE, OLLeHKY U npegoTBpaLleHve unm
MUHUMMU3aLNIO PUCKOB, CBA3AHHbIX C EeKapCTBEHHbIMU MpernapaTamMu, BKIo4as
OLeHKY 3(p(peKTMBHOCTN JaHHbIX MEepPOrpUATUI;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-93)

53) peuenT Ha NEeKapCTBEHHbIM npenapar - [MUCbMEHHOE HasHavyeHue
nNekapcTBEHHOro npenaparta no yCTaHOBMeHHON dopme, BblAaHHOE MeOULMHCKUM
WM BETEepUHapHbIM PabOTHMKOM, MMEKLWMM Ha 3TO NpaBo, B LEnsx OTnycka
nekapcTBEHHOIo nNpenapaTta Ui ero U3roToBIieHus 1 oTnycka; *4.53)

54) TpeboBaHMe MeEOULMHCKOW oOpraHusauuvM, BETEepUHApHOW OpraHusaumm -
AOKYMEHT YCTaHOBJSIEHHOM (POPMbl, KOTOPbIN BbIMUCAH MEAULUHCKAM  UIu
BETEPUHAPHBLIM PabOTHNKOM, MMEIOLLMM Ha 3TO NpPaBo, N COAEPHUT B NMUCbMEHHOMN
dopme yKasaHue anTeyYHoOW opraHusauum ob OTnycKe fieKapCTBEHHOro npenaparta
WM O ero U3rotoBneHun n o6 otnycke ana obecnedyeHnsa nevebHoro npouecca B
MeLULMHCKOW opraHu3aLum, BeTepuHapHON opraHnsaumm; *4.54)
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55) KOMMJieKkcHasa OLUEeHKa  neKapcTBEHHOro npenapara - OLeHKa
3aperMcTpupoBaHHOIO JleKapCTBEHHOro npenapara, BKryawwaa B ceba aHanms
NHopMaLMM O CpPaBHUTENBHOW KIMHUYECKON 3(PpeKTMBHOCTU KU ©e30nacHOCTU
reKapcTBeHHOro rnpenapata, OUEHKY OKOHOMUYECKMX MNOCrieacTBuMM  ero
NPUMEHEHWS, n3ydeHne - OOMOMHUTENbHbIX nocrencTeum NPUMEHEHUS
rNeKapcTBEHHOro nmnpernapata B Uendx MNPUHATUSA pPeLleHnA O BO3MOXHOCTU
BKIMIOMEHNS NEKapCTBEHHOro npenapara B MNepeveHb XM3HEHHO HeobxoouMbIX U
BaXXHEULUMX JeKapCTBEHHbIX MpenapaTtoB, HOPMAaTMBHbIE MPAaBOBbIE aKTbl U WNHbIE
OOKYMEHTbI, ornpegendoowme nopsaaok oOkKasaHus MeguUMHCKOW MOMOLM, Umu
NCKINOYEHUS ero N3 yKkasaHHbIX NepeYHsi, akToB U JOKYMEHTOB.

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

KommeHTapum k ctatbe 4

'naBa 2. NonHoMouuna penepanbHbIX OPraHoB
MCNOJNTHNTENIbHON BNacTU, OpraHoB
MCNONTHNTENbHON BNacTU CyOHLEKTOB
Poccuuckoun ®epepaumnm npm odpawieHmnm
rieKkapCcTBeHHbIX cpeacTB (cTaTbu 5 - 6)

CtaTtba 5. [MlonHomMmouusa peagepanbHbIX OpraHoOB
MCNOJIHUTESNIbHOW BNacTU Npu odpaLieHUmn neKkapcTBeHHbIX
cpeAcTtB

K nonHomoumnam dpegeparnbHbiX OpraHoB  UCMOSIHUTENbHOM BriacTv  Mnpwu
obpallLeHnn NekapCTBEHHbIX CPeaCTB OTHOCATCS:

1) npoBegeHne B Poccurckon denepaumm equHoON rocyaapCTBEHHOM MOMUTUKA B
obracTn obecrneyeHnsa riekapCTBEHHbIMW Npenapatamu rpaxgaH B Poccuinckon
depepauuu;

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

2) yTBepXaeHne obwmx dapMakonenHblX cTaTen, drapMakonenHblX cTaTen,
n3gaHne rocygapcTBeHHOM (papmakonen, co3gaHve W BefeHue peecTtpa
drapmMakonenHbIX CTaHAapTHbIX 06pa3uoB; *5.2)

(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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3) OCyLLeCTBfieHMe rocydapCTBEHHOro KOHTponsa (Hagsopa) B cdepe obpalleHus
NEeKapCTBEHHbIX CPEACTB;

(MyHKT B pepmakuun, BBegeHHOM B AenctBne ¢ 25 wmwoHa 2012 ropa
denepanbHbiM 3akoHOM OT 25 noHs 2012 roga N 93-03.

4) nueH3npoBaHne NPoM3BOACTBA NIEKAPCTBEHHbIX CPEeACTB 1 hapMmaleBTUYECKON
AesaATenbHOCTU B COOTBETCTBUM C 3aKoHoAaTenbCTBOM Poccuinckon ®enepauunu;
*5.4)

5) opraHM3aumnss 3KCMNepTU3bl NEKApPCTBEHHbIX CPeACTB, 3TUYECKOM IKCNEpTU3bl
BO3MOXHOCTM  MNPOBEAEHUS  KIMHMYECKOrO0  MUCCIeaoBaHust  NleKapCTBEHHOro
npenapata AN  MEAWUWHCKOrO  MPUMEHEHUsl, 9KCMNepTM3bl  [OOKYMEHTOB,
npeacTaBliEHHbIX ans onpeneneHus BO3MOXXHOCTM paccmatpmBaTtb
NeKapCTBEHHbIN Npenapat A MeguUMHCKOro NpUMEHEHMsT NP1 rocygapCTBEHHOM
perMcTpaumm B Ka4yecTBe opdpaHHOro fiekapcTBEHHOro npenapara; *5.5)

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

5_1) opraHusauumsa npoBedeHnss KOMMIEKCHOM OLLeHKWN NeKapCTBEHHOro npenapara
B Uenax TMpUHATUA peeHnn O BO3MOXHOCTU BKIMOYEHUS TeKapCTBEHHOro
npenapata B nepeyeHb XU3HEHHO HeOOXOOAMMbBbIX U BaXKHEWLIMX JleKapCTBEHHbIX
npenapaToB, HOPMaTUBHbIE NMPaBOBbIE aKTbl U UHble AOKYMEHTbI, onpeaensioLme
MOPSA4OK OKasaHus MeOUUUMHCKOW MOMOLUM WM UCKIKOYEHUS €ero U3 yKa3aHHbIX
NepeyHsi, akToB U JOKYMEHTOB;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-93)

6) Bbldavya paspeleHUn Ha MpoBedeHME  KITMHUYECKUX  UCCIieqoBaHWU
NeKapCTBEHHbIX MnpenapaToB, BedeHWe peecTpa Bbl4aHHbIX paspeLlleHnn Ha
NpoBeAEHNE KIMHUYECKMX UCCIieJOBaHUIN NEeKapCTBEHHbIX NpenapaToB; *5.6)

7) rocygapCTBEHHas perucTpauusi  JieKapCTBEHHbIX MpenapaTtoB, BedeHune
rOCyaapCTBEHHOrO peecTpa fekapCTBEHHbIX CPeACTB; *5.7)

8) MHCNEKTnpoBaHME rMpon3BoaACTBa JIEKAPCTBEHHbLIX CpeaACTB Ha COOTBETCTBUE
npasusiam opraHm3aumm rpomn3BoacTBa M KOHTPOJIA KadeCcTBa JieKapCTBEHHbIX
cpeacTB, Bblaada 3aKIIIOYEHNUN O COOTBETCTBUU npon3soaunTena JieKapCTBEHHbIX
cpeacTB TpGGOBaHI/IFIM npaswus1 opraHn3auunn npon3BoactBa M KOHTPOSA KaveCTBa
JIeKapCTBEHHbIX CPpeacCTB,

C 1 anBapa 2016 roga PegepanbHbiM 3akOHOM OT 22 aekabpa 2014 roga N
429-93 nyHKT 8 HacTosLEN CTaTbM DYAET N3N0XEH B HOBOW peaaKkuuu.
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8 1) opraHusauma u (Unn) NpoBeaeHne MHCNEKTUPOBaAHNS CYyOBbEKTOB ObpalleHUs
NeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHWsM NpaBurl Hagnexallen
NPOV3BOACTBEHHOM  MNPaKTUKKW,  Bblda4a  3aK/MOYEHUWA O  COOTBETCTBUM
Npou3BOAMUTENA JIEeKapCTBEHHbIX CpeacTB TpeboBaHWsSM npaBun Haanexailemn
NPOV3BOACTBEHHON NPAKTUKK;

(MyHkT gononHuTensHo BkItodeH ¢ 1 uong 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-93)

8 2) ycTaHoBneHMe nopsgka BedeHWs N BedeHWe roCydapCTBEHHOro peecTpa
3aKMoYeHn O COOTBETCTBUM  MPOU3BOOUTENS  JIeKapCTBEHHbIX CpencTB
TpeboBaHUsM NpaBun Hagnexallen NPou3BoL4CTBEHHON NPaKTUKW;

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

9) rocygapCTBeHHad  perMctpauns  YCTaHOBJIEHHbIX  MPOU3BOAUTENSIMU
NeKapCTBEHHbIX MpenapaToB npedesibHbiX OTMYCKHbIX LEH Ha XM3HEHHO
HeoOXoOAMMbIE U BaXHeWWMe JeKapCTBEHHble npenapatbl W BedeHue
roCya4apCTBEHHOro peecTpa npefernbHbIX OTMYCKHbIX LEH Npou3BoguTenen Ha
nekapcTBEHHble npenapatbl, BKIOYEHHbIE B NepeyYeHb XU3HEHHO HEOBXOOMMbIX U
BaXKHENLLMX NleKapCTBEHHbIX NpenapaTos; *5.9)

9 1) corrnacoBaHMe NPOEKTOB PELLUEHNA OpraHoB WCMOMHUTENBbHOW BRacTu
cybbektoB Poccuinckon depepaumm 06 yCTaHOBNEHUM W (AM) WU3MEHEHUU
npeaernibHbIX pa3MepoB OMTOBbLIX HaAbaBOK M NpeadesibHbIX pa3MepoB PO3HUYHbIX
Haa0aBOK K paKTMYECKMM OTMYCKHbIM LieHaM, YCTaHOBSIEHHbIM NPON3BOAUTENSAMMU
NeKapCTBEHHbIX MNpenapaTtoB, Ha feKapCTBEHHble npernapaTbl, BKMOYEHHbIE B
nepeyYeHb XXN3HEHHO HEOBXOAMMbIX N BaXXHENLLMX SIEKapCTBEHHbLIX NpenapaTos;

(MyHKT gononHuTensHO BKIMtoyeH PefeparnbHbiM 3akoHoM oT 13 monga 2015 roga
N 241-03)

10) ycTaHOBneHWe nopsiika BBO3a IeKapCTBEHHbIX cpeacTB B Poccuickyro
depepaunio N BbiBO3a JleKapCTBEHHbIX cpeacts un3 Poccumnckon depepauum;
*5.10)

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

10_1) Bblgaya, ycTaHOBMieHME nopsaka Bblgadn M OpMbl JOKYMEHTA, KOTOPbIN
NOATBEPXOaeT, YTO MPOM3BOACTBO JIEKapCTBEHHOIO npenapara OCYLLIECTBNEHO B
COOTBETCTBUM C TpeboBaHWsSMW nNpaBusl  Hagnexawen nponsBOACTBEHHON
NPaKTUKK, 1 NOANEXUT NpeacTaBneHnto no TpeboBaHMIo YNOIHOMOYEHHOro opraHa
CTpaHbl, B KOTOPYIO BBO3UTCSA JNlEKapCTBEHHbIV Mpenapar;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)
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10 _2) Bblgaya, YycTaHOBfEeHME nopsgka Bblgadym WM OPMbl  OOKYMEHTA,
codepxallero cBefeHNs O CTagusax TEeXHONOorM4yeckoro npouecca Mnpou3BOACTBaA
NeKapCTBEHHOro cpeacTtea Ansg MeauuMHCKOro NpUMEHEHUS!, OCYLLECTBIISAEMbIX Ha
TepputTopun EBpasmninckoro aKOHOMMYECKOro Cor3a;

(MyHkT gononHuTensHo BkrtoveH ¢ 1 uonga 2015 roga PeneparnbHbiM_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) co3gaHve CoBEeTOB MO BOMpoOcaM, CBsA3aHHbIM C 0bpalleHMeM feKkapCTBEHHbIX
cpencTs; *5.11)

12) aTTectaums u cepTudmkaums cneymanmcTtos; *5.12)

13) nyHKT yTpaTtun cuny ¢ 1 ceHtsabps 2013 roga - PenepasnbHbii 3aKOH OT 2 MIoNA
2013 roga N 185-93;

14) ocyLlecTBneHre dgapmakoHaasopa; *5.14)
(MyHKT B pepakuun, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

15) yyacTne B MEXOYyHAapOLHOM COTPYAHNYECTBE;

16) nonydyeHMe MO 3anpocam  YMNOfIHOMOYEHHOro doegepanbHOro  opraHa
MCMOMHUTENBbHON BfacTM OT OpPraHoB MWCMOSIHUTESIbHOM BracTu CyObekToB
Poccuinckon Pepepaummn, a Takke OT CYyOBHEKTOB OOpalleHWs NnekapCTBEHHbIX
cpeacTB AN MeOMUMHCKOro  MNPUMEHEHMst  UHdopmaumm nNo  Borpocam
YCTaHOBIEHNA N MPUMEHEHUS LiEH Ha JleKapCTBEHHble npenapaTbl U HagbaBoK K
HUM;

17) npumMeHeHMe Mep OTBETCTBEHHOCTM 3a HapylleHuve 3akoHodaTenbCcTBa
Poccuinckon denepauum;

18) yTBepxgeHMe npaBun Haanexawen nabopaTopHOM NPaKTUKK, MpaBuUs
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
dhapmakoHaz30pa NekapCTBEHHbIX NpenapaTosB 419 MeOULMHCKOro NPUMEHEHNS;

(MyHKT gononHuTensHo BktodeH ¢ 1 nonga 2015 roga PeaepanbHbiM_3aKOHOM
oT 22 nekabpsa 2014 roga N 429-03)

19) ycTaHoBrieHWe nopsaka (opMUPOBaHUS  PErMCTPALMOHHOIO [OOCbe Ha
nekapcTBEHHbIN NpenapaT 1 TpeboBaHWM K JOKYMEHTaM B €ro COCTaBE;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
oT 22 nekabpsa 2014 roga N 429-93)
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20) yTBepKaeHne npasun paunoHansHoro Belbopa HaMMeHoBaHW fieKapCTBEHHbIX
npenapaToB AN MegULNHCKOro NpUMeHeHus;

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

21) yTBEpXOEeHNE nepeyHs HauMeHOBaHWI eKapCTBEHHbIX hopM;
(MyHkT gononHuTensHo BkItodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
oT 22 fekabpsa 2014 roga N 429-93)

22) hopmmpoBaHme peecTtpa TUMOBbIX UHCTPYKLUA NO MEAULMHCKOMY NPUMEHEHUIO
B3anMo3aMeHsAeMbIX NeKapCTBEHHbIX NpenapaTos;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 fekabpsa 2014 roga N 429-93)

23) yTBEpXOeHMe TpeboBaHWM K WHCTPYKUUW NO MEeAULMHCKOMY MNPUMEHEHUIO
rNeKapCcTBEHHbIX MpernapaTtoB W K WHCTPYKUUW MO BETEPUHAPHOMY MNPUMEHEHUIO
reKkapCcTBEHHbIX NpenapaTos;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-93)

24) pocynebHoe 3akpblTMe CanToB, codepXawmx WHGopMauuio O PO3HUYHOWN
npogaxe  AUCTaAHUMOHHBIM  cnocobom, npegnoxeHne o  nNpuobpeTeHnn
AVUCTAHUMOHHBLIM  CMOCODOOM, [OCTaBke AUCTAHUMOHHLIM CMocoboM U (Mnn)
nepegade m3nMHeCcKoMy nmuy AUCTaAHUMOHHLIM CNOCO6OM  NeKapCTBEHHbIX
npenapaTtoB, HapPKOTUYECKUX FEKAPCTBEHHbIX MpenapaTtoB W MNCUXOTPOMHbIX
NEKapCTBEHHbIX MNpenapaTtoB, 3a WUCKMKOYEHWEM CllydaeB, YCTaHOBIEHHbIX
[MpaButenscTBOoM Poccuimnckon denepaumn.

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 fekabpsa 2014 roga N 429-93)

KomMMmeHTapum K ctatbe 5

Ctatba 5_1.lMepepnaya ocywecTBneHUs NOJTHOMOUYUN
cdenepanbHbLIX OPraHOB UCMOJTHUTENBLHOU BNacTy Npu
oOpalleHMN NneKapCcTBEeHHbIX CPeACTB OpraHam
MCNOJTHUTESNIbHOMU BNacTuU cCyobeKkToB Poccumckomn
dPepgepauun
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[MonHomounsa doegeparnbHbIX OpraHoB UCMNOSTHUTENBHOW BNacTy nNpu obpatueHnn
NeKapCTBEHHbIX CPeaCcTB, NPeayCMOTPEHHbIE HAacToALWLMM PeaeparnbHbIM 3aKOHOM,
MOryT nepefaBaTbCA A5 OCYLWECTBIIEHUS oOpraHamM WCMOSIHUTENTbHON BracTu
cybbektoB  Poccuiickon  Pepepaumm  nocTtaHoBrieHusmmn - [paButenscTBa
Poccuickon ®egepaunm B nopsgke, yctaHosrieHHoM PegeparnbHbiM 3aKOHOM OT 6
okTabpa 1999 roga N 184-®3 "O6 obumx npuHLMNAX opraHu3aumm
3akoHoaaTerNbHbIX (MpeacTaBUTENBHbIX) n NCMONHUTENbHbIX OpraHoB
rocynapcTBeHHoOW BnacTu cybbektoB Poccurickon Peaepaumn'.

(Ctatba pononHuTenbHO BktodeHa ¢ 24 wona 2015 roga PepeparnbHbIiM
3akoHoM oT 13 uona 2015 roga N 233-93)

Ctatbsa 6. [lonHOMOYUA OpraHoB UCMOJTHUTESIbHOW BNacTu
cyobekta Poccunckoun Pegepauum npm odbpawieHnn
rleKapCTBEHHbIX CpeaAcTB

K nonHomMo4msim oOpraHoB WCMONMHUTENbHOM BracTu cybbekta Poccumrckon
denepauunm npy obpalleHUn NnekapCTBEHHbIX CPeaCTB OTHOCATCS:

1) paspaboTka M peanmM3aumsi pervMoHarnbHbIX NporpaMm obecneyeHust HaceneHus
nekapcTBEHHbIMU NpenapaTtamu;

2) ycTaHoOBfeHue npefernbHbIX pPas3MepoB OMTOBbLIX HagbaBOK W npedesibHbIX
pasMepoB  PO3HUYHbIX HagbaBoK K  (PAaKTUYECKUM  OTMYCKHbIM  LieHaMm,
YCTaHOBJIEHHbIM NPOM3BOAUTENAMMU nekapCcTBEHHbIX npenapaTos, Ha
nekapcTBEHHble npenapatbl, BKIOYEHHbIE B NepeyYeHb XU3HEHHO HEOBXOOMMbIX U
BaXKHENLLMX NleKapCTBEHHbIX NpenapaTos; *6.2)

3) OoCyLleCTBNEHNE pPEermoHanbHOro rocygapCTBEHHONO KOHTPOMS 3a NPUMEHEHMEM
LEH Ha JeEKapCTBEHHbIE rpenapaTbl, BKIIOYEHHbIE B MNepeyYeHb XKU3HEHHO
HEOBXOOUMBIX W BaXHEWMLLMX JIEeKapCTBEHHbIX MpenapaTtoB, OpraHM3auusiMn
onToOBOU TOProBsn, anTe4YHbIMK opraHmsaumnamum, NHAMBUAYanbHbLIMN
npeanpuHUMaTenamMm, NMeLMMn NNLLEH3UIO Ha dhapmau,eBTUYECKYHO
NEeATEeNbHOCTb.

(MyHKT B pemakumn, BBegeHHOM B AenctBne ¢ 25 wmoHa 2012 ropa
denepanbHblM 3aKOHOM OT 25 ntoHa 2012 roga N 93-93.

KommeHTapun K ctaTtbe 6

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

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

1. lNoa rocygapcTBEHHOW dhapMakorneen NoHMMaeTcs cBog, 06LLmx hapmakonenHbix
cTarten n bapMakonenHblX cTaTen.

2. PaspaboTka obumx dapmakonenHblix cTaten u dapmMakonenHblXx CTaTen, B TOM
yucrne dapmMakonenHblX cTatern Ha dhapMakonenHble CTaHdapTHble obpasubl, W
BKITIOYEHME WX B FOCYOAPCTBEHHYIO (dapMakorner OCYLIECTBIATCA B MOPSOKe,
YCTAHOBMEHHOM  YNOSIHOMOYEHHbIM  doefeparnbHbIM - OPraHoOM  UCMNOSHUTENBbHOW
BNacTu. *7.2)

(Yactb B pepakumm, BBegeHHom B pencteue ¢ 1 wmona 2015 ropa
denepanbHbIM 3aKOHOM 0T 22 aekabpsa 2014 roga N 429-93.

3. PaspaboTtka apmakonenHom cTatbn Ha pedepeHTHbIN NeKapCTBEHHbIN
npenapat M BKMOYEHWE ee B rocyfapCTBEHHYHO duapMakonerd B TeYeHue Cpoka
AEUCTBUSA 3alMTbl UCKIKOYUTESNIbHOIO rMpaBa, YOOCTOBEPEHHOro MNaTeHTOM Ha
pedepeHTHbIN JIeKapCTBEHHbLIA MNpenapaTt, OCYLIEeCTBIIATCA C corflacua  ero
paspaboTuuka.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 mona 2015 roga PenepanbHbiM
3aKoHOM OT 22 aekabps 2014 roga N 429-93.

4. TocypapcTBeHHaa dhapmakonesi usgaetcsl YNnoSIHOMOYEHHbIM heaeparnbHbIM
OpraHOM MCMONMHUTENBbHOM BracTU 3a CYeT cpencTB dhedepanbHoro GrogxeTta m
NoANEeXUT NepensfaHusM He pexe YeM OAMH pa3 B NATb NeT, B nepuog mexay
KOTOPbIMU U3JAKTCA NPUITOXEHUA K roCy4apCTBEHHOM (bapMakonee, coaepaiume
obume drapmMakonenHole cTatbu U (UNKM) KapMakonenHble CTaTbn, YTBEPXKOEHHbIE
nocne u3gaHnsa nnu nepensgaHns rocygapcTBeHHon dpapmakonen. *7.4)

5. YNONMHOMOYEHHbIN dheaeparnbHbii OpraH UCMONHUTENBHOM BNacTu pasMeLlaet

AaHHble O rocygapCTBEHHOW dhapmakoree U MNPUIIOKEHUSX K HENM Ha CBOEM

odmumansHomM cante B ceTu "VIHTepHET" B yCTaHOBIIEHHOM UM nopsgke. *7.5)
KommeHTapumn k ctaTtbe 7

'naBa 4. locyaapCTBEHHbIU KOHTPOJIb NpPU
obOpalleHnu rekapcTBeHHbIX cpencTB (ctatbu 8
- 9)

CtaTtbsa 8. JluueHanpoBaHue nponsBoacTBa
reKapcTBeHHbIX cpeacTB U hapmMaLeBTUYECKOMN
AeATerIbHOCTU
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1. JTnueHsunpoBaHune npon3BoacTBa NeKapCTBEHHbIX cpeacTts n
drapMaLeBTUYECKON  OEATENbHOCTU  OCYLIECTBNSIETCA B  COOTBETCTBUM C
3akoHogartenscteBoM Poccuinckon denepaummn. *8.1)

2. O0OsaszartenbHbIM YCIOBMEM NPEeOOCTaBMNeHNss NULEH3UM Ha NpPOU3BOACTBO
NEKapCTBEHHbIX CPeACTB SBNSETCS NPUIOXEeHWE K 3asiBNEHU0 couckaTens
NMULEH3MM NEepPeYHsl NeKapCTBEHHbIX ¢opM M (Mnn) BMOOB dhapMaLeBTUYECKUX
cybcTaHUMA, KOTOpble MpPOM3BOAMTENb JIEKAPCTBEHHbIX CPeAcTB  HaMepeH
NPON3BOAUTD.

3. B cnyyae HeobxoanMoCTU pacLuMpeHnss NPoOM3BOACTBA NeKapCTBEHHbIX CPeaCcTB
3a CYeT HOBbIX feKapCTBEHHbIX )OPM M BMAOOB (hapMaLeBTUYECKUX CyBCTaHLuUn
Npon3BOAUTESNb JIEKAPCTBEHHbLIX CPEACTB LAOSPKEH MOMy4YUTb HOBYIO JIMLEH3UIO Ha
NPON3BOLCTBO JIEKAPCTBEHHbLIX CPeCTB.

KommeHTapum k ctatbe 8

Ctatba 9. locypapcTBeHHbIM KOHTPONb (Haa3op) B cdepe
oOpallueHUs neKkapCcTBeHHbIX cpeacTB

1. TocyaapCTBEHHbIN KOHTPOSb (Hag3op) B cdepe obpalleHust nekapCTBEHHbIX
cpeacTB BKOYaET B cebs:

1) NMMLEH3NOHHBIN KOHTPOSb B cdepe Npon3BoACTBa NEeKapCTBEHHbIX CPeaCcTB U B
cdepe drapmaLeBTUHECKON OEATENBHOCTY;

2) (bepepanbHbIN rocyaapcTBEHHbIN Haa30p B cdepe obpalleHns fieKapCTBEHHbIX
cpencrTs;

3) BbLIBOPOYHBIN KOHTPOSIb KayecTBa fleKapCTBEHHbIX CPEACTB.
(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)

2. JINuEeH3MOHHBIN KOHTPOIb B cdiepe Npou3BOACTBA fIeKapCTBEHHbIX CPEeACTB U B
cdepe rapmaueBTUYECKON OEATESNIbHOCTU OCYLIECTBNAETCA YNOSIHOMOYEHHbLIMU
doegeparnbHbIM OpraHoOM UCMONMHUTENBHON BNacTu U opraHamMyv UCMONHUTENbHON
BnacTn cybbekToB Poccuimckon denepaumm cornacHo nx KOMNETEHLMN B NOPSIAKeE,
ycTaHoBIieHHOM DefeparnbHblM 3akoHOM OT 26 aekabpsa 2008 roga N 294-03 "O
3aluMTe npasB IOPUOMYMECKMX MWLl WU WHOMBUAYAlbHLIX NpeanpuHUMarenen npu
OCYLIECTBIIEHUN rOCYAapCTBEHHOIO KOHTpond (Hags3opa) WM MyHMUMOANbHOrO
KOHTpons", ¢ y4eToM OCOBEHHOCTEN opraHuMsauum u NpoBEeAEHUA MNPOBEPOK,
ycTaHoBIeHHbIX PenepanbHbiM _3akoHoM o1 4 mada 2011 roga N 99-03 "O
NMLLEH3NPOBaHNN OTAENbHbIX BUOOB AeATENbHOCTH".
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3. ®enepanbHbIN roCygapCTBEHHbIN HAA30p B cdhepe obpalleHnsa nekapCTBEHHbIX
CpedCcTB  OCYLUECTBISAETCH  YNONHOMOYEHHbIMU  (pefeparnbHbIMM - OpraHamu
NCMNONHUTENBbHOW BracTu (garnee - opraHbl roCyA4apCTBEHHOro Haa3opa) CorfiacHo
MX KOMMETeHUUN B nopsake, ycTaHoBlieHHOM [lpaBuTtenscTtBoM Poccumnckon
denepauun. *9.3)

4. ®epepanbHbI rocyaapCTBEHHbIN HaA30p B cdepe obpalleHnst fekapCTBEHHbIX
cpeacTB BKOYaET B cebs:

1) opraHM3auuio U NpoBeaeHne NPOBEPOK CobnoaeHna cybbekTammn obpalleHus
NeKapCTBEHHbIX CPeACTB YCTaHOBISIEHHbIX HacToAwmM degeparnbHbIM 3aKOHOM U
NPUHATBIMUA B COOTBETCTBUM C HUM WHBbIMA HOPMAaTUBHBLIMW MPaABOBbLIMU aKTaMmu
Poccuickon ®depepaumm TpeboBaHMA K OOKIMHUYECKMM  UCCNeaoBaHUSIM
NEKAPCTBEHHbIX CPEeACTB, KIMHUYECKMM  UCCredoBaHUAM  NleKapCTBEHHbIX
npenapaTtoB, XpaHeHuto, nepeBo3ke, BBO3Yy B Poccunckyo denepaumto, OTMyckKy,
peanusaunn nekapcTBEHHbIX CPEACTB, NMPUMEHEHNIO NEKAPCTBEHHbBIX Npenaparos,
YHUUMTOXEHNIO NEKAPCTBEHHbLIX CPEACTB, a Takke CobMogeHNsT YNONTHOMOYEHHbIMMA
opraHamn UCNOSIHUTENBHOW BNacTu cydbekToB Poccurckon denepaumm MeToanku
YCTaHOBMEHUA MpeaesibHblX pasMepoB OMNTOBbIX HagbaBoK W npedenbHbIX
pasMepoB  PO3HUYHbIX HagbaBoOK K  (PAaKTUYECKUM  OTMYCKHbIM  LieHaMm,
YCTaHOBJIEHHbIM npon3BoanTeNaIMm NeKapCTBEHHbIX npenaparos, Ha
NeKapCTBEHHbIE NMpenapatbl, BKMOYEHHbIE B NEPEeYeHb XU3HEHHO HEOOXOAUMbBIX U
BaXKHENLLMX NleKapCTBEHHbIX NpenapaToB (ganee - ob6s3aTtenbHble TpeboBaHus);

2) opraHu3aumio 1 NpoBeaeHUe NPOBEPOK COOTBETCTBUSA NEKAPCTBEHHbIX CPEACTB,
HaXOASALMXCA B T[PaXIaHCKOM 06OpoTe, YCTaHOBINEHHbIM TpeboBaHUsSM K UX
Ka4yecTBy;

3) opraHusaumio 1 nposegeHne apmMakoHan3opa;

4) npuMmeHeHue B nopsake, YCTaHOBMEHHOM 3aKoHogaTernsCcTBOM Poccuimckon
denepaumnn, Mep Mo MNPeCceYEeHU0 BbISBMEHHbIX HapyleHun obda3aTesibHbIX
TpeboBaHun N (MNK) YCTPaHEHUIO MOCNEACTBUA TaKUX HapyLleHWW, B TOM 4ucrie
NPUHATME peLLEHNsT O HaXOXOEeHUN NeKapCTBEHHbIX CpeaCcTB B obpalleHun, Bblaady
npeanucaHnin 06 ycTpaHeHNN BbisIBIIEHHbIX HapyLLeHUn o6s3aTenbHbIX TpeboBaHui
N NpMBrEeYeHne K OTBETCTBEHHOCTM fNL, COBEPLUMBLUMX TaKne HapyLleHWs!.

(Yactb 4 B pepakumu, BBegeHHon B pgenctBne ¢ 1 wmona 2015 ropa
dPenepanbHbIM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03.
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5. ®enepanbHbIN rocygapCTBEHHbIN HAA30p B cdhepe obpalleHnsa nekapCTBEHHbIX
cpeacTB OCYLUECTBISETCSA B Nopsiake, ycTaHoBNneHHoM PegepasnbHblM 3aKOHOM OT
26 pekabpa 2008 roga N 294-03 "O 3aumre npaB HOPUONYECKUX NULL U
MHOMBUAYANbHBIX NpeanpuHUMartenien Nnpu  OCYLLECTBIIEHUN roCyaapCTBEHHOrO
KOHTpONs (Hag3opa) U MyHWUMNANbHOrO KOHTpons", ¢ yd4eToM OCOBEeHHOCTEN,
YCTAHOBJIEHHbIX HacTosdwen cTatben. [lpegBaputernbHoe cornacoBaHWe C
opraHamn npoKypaTypbl CPOKOB MPOBEAEHUS BHEMSAHOBOW MPOBEPKN CYOBHLEKTOB
obpalleHnsi NeKapCTBEHHbIX CPEACTB, a Takxke npeaBapuTernibHOe yBeOoMIleHue
IopUOMYECKUX nuu, MHOMBMAYAmNbHbIX NpeanpuHMMaTtene O Hadvane npoBeneHus
9TON npoBepkn He Tpebyetcsa. OpraHbl NPOKypaTypbl U3BELWAKTCS O NPOBEAEHUN
BHEMMAHOBON MpPOBEPKM CYOBbEeKTOB obpalleHna fiekapCTBEHHbIX CpeacTB
NOCPEACTBOM HanpasfieHUsl COOTBETCTBYHOLUMX [OOKYMEHTOB B TeYeHne Tpex
pabounx OHEeNn C MOMEHTa OKOHYaHWA MNPOBEAEHUS YKas3aHHOWM BHEMNSIaHOBOW
NPOBEPKM.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 umwona 2015 roga PenepanbHbiM
3akoHom ot 22 nekabpsa 2014 roga N 429-03.

6. [O/mKHOCTHbIE JMua opraHa rocydapCTBEHHONO Haa3opa B Mopsake,
YCTaHOBJIEHHOM 3aKoHogartennbcTBoM Poccunckon denepaunm, UMeoT npaso:

1) nony4yatb Ha OCHOBaHUN MOTMBUPOBAHHbLIX MMCbMEHHbIX 3anpoCcoB OT CYOBHEKTOB
obpalleHnsi  NieKapCTBEHHbIX CPEeACTB, OpraHoB  MCMOSIHUTENbHOM  BrlacTu
cybbektoB Poccuickon Pepepaumm M opraHoB MECTHOMO CcamoynpasfieHus
AOKYMEHTbI 1 MHopMaL Mo nNo Bonpocam ob paLleHns fiekapCTBEHHbIX CPeACTB;

2) GecnpensaTCTBEHHO MO NpeabsBrieHUM CryebHOro yooCTOBEPEHUA U KOMUK
npukasa (pacnopsbkeHWsi) opraHa rocygapCTBEHHONO0 Haa3opa O Ha3HavyeHuu
NPOBEPKN MoceLaTb UCMNoMb3yeMble HpUANYECKUMU NLaMKU, UHAUBUAYaNbHLIMA
npeanpuHUMaTeNnsaMn, SBMAIWMMUCA cybbekTamu obpalleHust NekapCTBEHHbIX
CpeacTB, NpPW  OCYLLIECTBMEHUA CBOEN [OesATenbHOCTU TeppuTopun, 30aHug,
MOMELLEHUSA N COOPYXEHUS B LLENsX NPoBeAEHUS MePONPUATUA MO KOHTPOSIO;

3) npoBoAuTbL OTOOP 06pa3LOB feKapCTBEHHbIX CPEACTB, NpeaHasHa4YeHHbIX ANd
peanusauun 1 peanunlyemblX cydobekTamm obpalleHusi NeKapCcTBEHHbIX CPencTB,
ONs MNPOBEPKM WX Ka4yecTBa, MNPOBEAEHUs WUCCreooBaHWMM, WCMbITAHUA B
COOTBETCTBUK C npasunamu oTbopa obpa3suos, YCTaHOBJIEHHbIMU
YMNOSTHOMOYEHHbIM dhegeparibHbIM OpraHoOM UCMNOSNHUTENBHOM BaCTy;

4) BblgaBaTb CybbekTaMm obpalleHUA NEeKapCTBEHHbLIX CPEeAcTB NpeanucaHusa o
NpekpaweHm HapyleHun obsasaTenbHblX TpeboBaHMin ©n 06  ycTpaHeHuu
BbIAABMEHHbIX HapyLleHun obs3aTenbHbIX TpeboBaHuiA;

5) HanpaBnsaTb B YMNOMHOMOYEHHbIE OpraHbl Marepuasnbl, CBA3aHHble C
HapyweHnamMn  obssartenbHbix  TpeboBaHWMM, [ONA  peLleHMst  BOMPOCOB O
BO30Y>KOEHUN YTONOBHbIX AEN N0 NPU3HaKam NpPecTyNeHN.
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7. BbIOOpPOYHbLIN KOHTPOSb KayecTBa feKapCTBEHHbIX CPeaCTB OCYLLECTBISETCS
YNONMHOMOYEHHbIM  doegeparibHbiM ~ OPraHOM  UCMOSHWUTENbHOM  BnacTu B
yCTaHOBIIEHHOM MM MOPSIAKE M BKIOYaET B cebs:

1) o06paboTky cBegeHud, B obdA3aTeNbHOM nopsiake npefocTaBniseMblX
cyObekTamn ObpalleHNss NeKapCTBEHHbIX CpPeacTB, O CepusiX, napTuax
NeKapCTBEHHbIX CPeacTB, NOCTynawwmx B rpaxgaHckuin obopoT B Poccuimckon
depepauuu;

2) otbop o06pa3uoB neKapCTBEHHbIX CpeacTB Yy CYObekToB obpalleHus
NEeKapCTBEHHbIX CPeACTB B LENnsxX NpoBedeHUA UCMbITaHUA Ha UX COOTBETCTBUE
TpeboBaHNSAM HOPMaTMBHOM AOKYMEHTALMN UM HOPMATUBHbBIX JOKYMEHTOB;

3) NnpuHaTHE NO pesynbTataMm NPOBEAEHHbIX UCMbITAHUA PeLleHnst O AarbHeNLem
rpakgaHCKoOM 060poTe COOTBETCTBYHLLENO NIEKAPCTBEHHOTO CPeACTBa;

4) NpUHATME YNONHOMOYEHHbIM doeeparbHbiM OpraHOM MCMOSTHUTESTbHOM BracTu
peELLEHNs O NepeBOAe fEeKapCTBEHHOMNO CpeacTBa Ha MOCEPUNHBLIA BbIOOPOYHbIN
KOHTPOSb KayecTBa JNEKapCTBEHHbLIX CPeACTB B Cllydae MOBTOPHOrO BbISIBIIEHUS
HECOOTBETCTBMS  KayecTBa  JIeKapCTBEHHOro  cpeacTBa  YCTAHOBIIEHHBLIM
TpeboBaHnssiM K1 (NpM HeobXoaMMOCTW) O NpoBepke cybbekTa obpaleHus
NeKapCTBEHHbIX cpeacTB. Pacxoabl, CBsi3aHHble C NPOBEOEHWEM MOCEPUMHOIO
BbIOOPOYHOrO KOHTPOSs KadecTBa JIEKAPCTBEHHbIX CPeacTB, OnfadvMBaroTCA
npounsBoanTenemM nekapCTBEHHOro cpeacTea nNMbo aepxartenem unv Bragenbuem
perMcTpaLmMoHHOro y40CTOBEPEHUS NIEKapCTBEHHOIO Npenapara.

(Yactb 7 pononHuTenbHO BkModeHa ¢ 1 uona 2015 roga PenepanbHbIM
3akoHoM oT 22 nekabps 2014 rona N 429-93)

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

KommeHTapun K ctatbe 9

(naBa 5. Pa3paboTka, AOKNUHU4eckKkue
nccnengoBaHUA NeKapCTBEeHHbIX CpeAacTB, a
TaKXe KINMHU4ecKkue nccrnenoBaHus
rleKapCTBEeHHbIX npenaparoB Ans
BeTepuHapHoro npumeHeHus (ctatobu 10 - 12)

Ctatbsa 10. Pa3paboTKka nekapcTBeHHbIX cpeacTB


http://docs.cntd.ru/document/420241318
http://docs.cntd.ru/document/902353938
http://docs.cntd.ru/document/420217554

1. PaspaboTka nekapCTBEHHbIX CPeaCTB BKMOYaeT B cebA MOUCK HOBbIX
dapmakonormyeckm  aKkTMBHbIX  BELWEeCTB, Mocregylowee  U3y4eHne  ux
NeKapCTBEHHbIX CBONCTB, OOKIMHUYECKME NCCEe0oBaHNs, pa3paboTKy TEXHOMOMMM
npou3BoAacTBa (hapmaueBTMYECKMX CcybCTaHuuK, pas3paboTky COoCcTaBoB U
TEXHOSIOrMin NPon3BOACTBA NIEKAaPCTBEHHbIX NPenapaTos..

2. OuHaHcoBoe  obecneyvyeHne  pas3paboTKM  NEKapCTBEHHbIX  CPeacTB
OCYLLUECTBIISIETCA 3a CYET:

1) cpeacTs denepanbHoro 61o0aXxeTa;
2) cpeacTs pa3paboTyMKOB NleKapCTBEHHbIX CPeaCTB;

3) cpeacTs Npou3BOAUTENEN NEKAPCTBEHHbLIX CPEACTB MPU BbIMOMHEHUN Hay4YHO-
nccnenoBaTenbCKNX paboT no AoroBopy Mexay pa3paboTYMKOM NekapcTBEHHbIX
cpencTB M NPOU3BOAUTENEM NEeKapCTBEHHbLIX CPeACTB;

4) WHbIX He 3anpeleHHbIX 3akoHogatenscTBoM Poccunckon denepaumm
NCTOYHMKOB.

3. lpaBa paspaboTyuMKka NEeKapCTBEHHOIO CPEeACTBa OXPaAHSOTCH rPaXKOAaHCKMUM
3akoHogartenscteom. *10.3)
KommeHTapum k ctatbe 10

CtaTtbs 11. [loknnHn4yeckoe nccnenoBaHue
rleKapCTBEHHOro cpeAacTBa ANA MeAULMHCKOro
NnPUMeHeHunsA

1. JOKNMHMYecKoe uccrenoBaHNe NeKapCTBEHHOrO CpeacTBa AN MeOULIMHCKOro
NPUMEHEHMS NMPOBOAUTCH MyTEM NPUMEHEHUs] Hay4HbIX METOAOB OLEHOK B LIensx
nonyvyeHuss  gokasaTenbcTB ©Oe3onacHocTW, KkKavecTBa U 3GdEKTUBHOCTU
NeKapCcTBEHHOro cpeacTBaa.

2. [loknnHnyeckoe uccregoBaHne nekapcTBEHHONO cpeacTBa Anst MeauLUHCKOro
NPUMEHEHUST MPOBOAUTCSA B  COOTBETCTBUM C MNpaBuraMmn  Hagnexailemn
nabopaTtopHOM NPaKTUKK, YTBEPXOEHHbIMW  YMOSHOMOYEHHbIM  doefeparnbHbIM
OpraHoOM UCMONHUTENbHOM BnacTu. *11.2)

(HYactb B pepakumn, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.
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3. [Ona opraHu3auuMm KW NpoBeOEHUs  OOKIMHMYECKOrO  MUCCReaoBaHus
NEKapCTBEHHOrO0 cpeacTBa AN  MEOUUMHCKOrO MNPUMEHEHUS  pas3paboTyukm
NEeKapCTBEHHbIX CpeaCTB  MOMYT  NpuUBNEKaTb  Hay4yHO-UccriegoBaTenbCKue
opraHusauun, obpasoBaTenbHbIEe OpraHM3auun BbiCLLEro obpas3oBaHus, UMeoLIMEe
HeoOXxoauMyKO  MaTepuanbHO-TEXHMYECKYD ©azy ©n  KBanMdMUMPOBaAHHbIX
cneumanucToB B COOTBETCTBYIOLLEN 061acTu uccnegoBaHus.

(Yactb B pepakuuu, BBegeHHonm B pgenctBne ¢ 1 ceHtsbpa 2013 roga
PenepanbHbiM 3akoHoM OT 2 uiongd 2013 roga N 185-93.

4. [JoknnHu4yeckoe uUccrnenoBaHUe NeKapCTBEHHOrO CpeacTBa AN MeOULMHCKOro
NPUMEHEHUS MPOBOAUTCSA MO YTBEPXKOEHHOMY pa3pabOoTYMKOM NeKapCTBEHHOro
CpeacTBa NnaHy C BedeHWeM MPOTOKOSia 3TOro UCCIEAOBaHUs U COCTaBIIEHMEM
OT4YeTa, B KOTOPOM coepxaTcs pesynbraTbl 3TOro UCCNEAOBaHNS U 3aKIloYeHne o
BO3MOXHOCTW  MPOBEAEHUS  KIMMHUYECKOTO  WUCCNeaoBaHWUsl  NeKapCcTBEHHOMO
npenapara Ans MeauLMHCKOro NPUMEHEHUS.

5. [poBegeHne npoBepoKk cobntogeHnss npaBun Haanexawen nabopaTopHoOu
NPaKTUKW M NPaBOBbIX HOPM WCMNONb30BaHMUSI >KMBOTHbLIX MPU MNPOBedEHUN
OOKIMMHUYECKNX WCCIIeQOBaHUN NEKapCTBEHHbIX CPeAcTB AN MeAULMHCKOro
NPUMEHEHNs1  OCYLLECTBISETCS  YMNOSMIHOMOYEHHLIM  doefeparnbHbiM - OpraHoM
NCMNOSTHUTENbHOW BNAcTMW.

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nona 2015 roga PenepanbHbIiM
3akoHoM oT 22 aekabps 2014 roga N 429-93.

6. PesynbraTbl OOKIIMHWYECKOrNO UCCHedOBaHUA NeKapCTBEHHOro cpencrtBa nnd
MELULMHCKOrO MpUMEHEHUs MoryT ObiTb npeacTaBfieHbl B YNOSHOMOYEHHbIN
doegeparnbHbI OpraH UCMOSHUTESNBHOM B1AaCTW B YCTAHOBJIEHHOM MOpPSAKe B Lesiax
rocygapCTBEHHOWN perncTpaumm nekapCcTBEHHOro npenapara.

KommeHTapum k ctatbe 11

CtaTtbs 12. [loKnnHN4eckKkoe nccnenoBaHue
NleKapCTBEHHOro cpeAcTBa U KIMHUYECKOe uccrnegoBaHue
NleKapCTBEHHOro npenaparta AnA BeTepUHapHoOro
NnPUMeHeHunsA

1. [JOKNMHU4YeCKoe nccrneaoBaHne NekapcTBEHHOrO CpeacTBa Afs BETEPUHAPHOro
NPUMEHEHMS NMPOBOAUTCS MyTEM NPUMEHEHUs] HayYHbIX METOAOB OLEHOK B LIensix
Nnony4yeHUst OokasaTenbCTB 0GesonacHocTW, kKadectBa U 3dhdbeKTUBHOCTU
NeKapcTBEHHOro CpeacTBa, B TOM YuUche ornpeaeneHnst Cpoka ero BbiIBEAEHUS U3
opraHu3ma > BOTHOTO, B LLeNnsix obecnevyeHns 6€30nacHOCTM NPoaYyKL MU KUBOTHOMO
MPOUCXOXKOEHMUS1  Mocre  MNPUMEHEHUss COOTBETCTBYHOLLIENO  NEKapCTBEHHOo
npenapara.
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2. [oKnuMHMYeckoe uccrnegoBaHMe fEKapCTBEHHOMO CpeacTBa M KIIMHUYECKoe
nccrieqoBaHMe neKapCTBEHHOro npenapaTta And BETEPUHAPHOrO NPUMEHEHUS,
nccrnegoBaHne OWMO3KBMBANEHTHOCTM YKa3aHHOIO JleKapCTBEHHOro npenapara
NPOBOAATCA B COOTBETCTBUM C NpaBuUiiaMn, yTBEPXKOEHHbIMU YNONIHOMOYEHHbIM
deaeparnbHbIM OpraHoM UCNOSTHUTESNBHOM BracTu. *12.2)

3. [OKNMHMYEecKoe uccreaoBaHWe neKapCTBEHHOro cpeacTBa U KIMHUYecKoe
nccnegoBaHWe NekapCTBEHHOro npenapata [Ans BeTepUHapHOTO MPUMEHEHUS
NMPOBOAATCSA MO YTBEPXKOEHHOMY pa3paboTYMKOM NEKaPCTBEHHOMO CpeAcTBa MnraHy
C BejeHVeM NPOTOKOJIOB 3TUX UCCIed0BaHUA U COCTaBIIEHNEM OTHETOB, B KOTOPbIX
coaepxartcs pesyrnbTaTbl 3TUX UCCNEOOBAHUNA.

4. [Ona opraHuM3auuMm U NPOBEAEHMSI  OOKMMHUYECKOrO  UCCEeAoBaHus
NEeKapCTBEHHOrO cpeacTBa W KIMHMYECKOrO MWCCNEeAoBaHUst JIeKapCTBEHHOro
npenapata [Ansi BETEPUHAPHOTO MNPUMEHEHUSI pa3paboTyMK NeKkapcTBEHHOMO
cCpeactBa  MOXET  MpuBnekaTb  OpraHvM3auun, umelwme  Heobxoaumyto
mMaTepuanbHO-TEXHUYECKYD 6a3y ”  KBanMmMUMPOBaHHbLIX CMEUManicToB B
COOTBETCTBYHLLEN 061acTu UccrnegoBaHus.

5. KnMHnyeckne nccrnenoBaHusi NekapcTBEHHbIX NpenapaToB ANsi BETEPUHaPHOro
NPUMEHEHUS MPOBOAATCS B BETEPUHAPHbLIX OpraHM3auusix M B OpraHusauusix,
OCYLLECTBNAIOLLMX pa3BeAeHne, BblpallBaHe 1 COOepPXKaHNE XMBOTHbIX, B LieNsiX:

1) yCTaHOBNEHWsi MEePEeHOCMMOCTU JIEKapCTBEHHbIX MpenapaTtoB 340POBbIMM
YXUBOTHBIMU;

2) nogbopa onTuUManbHbIX A03MPOBOK JIEKApPCTBEHHbIX MpenapaTtoB M Kypca
NeYeHNs1 Ha KOHKPETHOW rPyrne XMBOTHLIX C onpeaeneHHbIM 3abonesaHnem;

3) ycTaHoBrieHnss 6esonacHocTU N 3PEKTUBHOCTU NIEKAPCTBEHHOMO npenapara,
npeaHasHa4YeHHOro ONs fieYyeHns onpeaerieHHbIX 3aboneBaHuUn KUBOTHbIX, WA
9hPeKTMBHOCTM JeKapCTBEHHOrO npenapata Ans npodmnakTuki 3abonesBaHui
300POBbIX XXMBOTHbIX;

4) un3ydeHUss BO3MOXHOCTEM  paclUMpeHusi MNokasaHui K NPUMEHEHUIO
3aperncTpyMpoBaHHOIO  JleKapCTBEHHOro npernapata W BbIGBMEHUA  paHee
HEN3BECTHbIX NOOOYHbIX OENCTBUN.

6. KnmHnyeckoe uccrengoBaHve NekapcTBEHHOro npenapata Afs BeTepuUHapHOro
NMPUMEHEHMSI OCYLLECTBIISIETCS 3a CYET CPEeACTB paspaboTyvka NeKapCTBEHHOro
cpeancTea.
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7. OTyeTbl O pesynbTaTtax [OOKIMHUYECKOTO WCCeaoBaHUs JieKapCTBEHHOMO
cpeoctBa M KIMHWYECKOTO UCCeoBaHWS  NIEKapCTBEHHOro npenapaTta  Ans
BETEPMHAPHOIO MPUMEHEHUSI COCTaBNATCA pa3paboTyMKOM fiekapCTBEHHOMO
cpeactBa C  y4eTOM  3ak/MOYMEHUW opraHuMsauui, nNpUHUMaBLLMX YydacTue B
opraHusauun n NpoBeLeHNn 3TUX UCCeLoBaHUN.

8. KoHTponb 3a npoBegeHMEM [OOKIMHUYECKUX WUCCredoBaHUA eKapCTBEHHbIX
CpeacTB UM KIMHMYECKUX UCCNeaoBaHWW JIEKApPCTBEHHLIX npenapaTtoB  And
BETEPUHAPHOIO MPUMEHEHNA OCYLLECTBIISAETCH YMONHOMOYEHHbIM doefeparnbHbIM
OpraHOM UCMONHUTENbHOM BnacTu. *12.8)

KommeHTapum Kk ctatbe 12

(naBa 6. OcywecTBneHue rocyaapCcTBeHHOMN
perncrpauum nekapcTBeHHbIX NpenaparoB
(ctatbun 13 - 37)

Ctatbsa 13. locygaapcTBeHHast peructpauus
rieKapCcTBEHHbIX NpenapaToB

1. B Poccuinckon degepaunmn LOMNYCKAKOTCA NPOU3BOACTBO, W3rOTOBJIEHNUE,
XpaHeHue, nepeBo3ka, BBO3 B Poccuuckyo denepauuio, BbiBO3 u3 Poccumnckom
denepauun, peknama, OTNycK, peanusaums, nepegadya, NpUMEHeEHNE, YHNYTOXEHNE
NeKapCTBEHHbIX MpernapaToB, €CfM OHW 3aperMcTpupoBaHbl COOTBETCTBYHOLLMM
YrNOMHOMOYEHHbIM dheeparibHbIM OpraHOM UCMONHUTENBHOW BACTMW.

(YacTb B pepakuun, BBedeHHOM B aenctBue degepaslbHbiM 3akOHOM OT 13
nona 2015 roga N 241-93.

2. ['ocygapCcTBEHHOM perucTpaumumv noasiexar:

1) BCe nekapCTBEHHble NpenapaThl, BNepsble nognexailume BBoay B obpalleHve B
Poccuinckon denepauum;

2) nekapcTBeHHbIE NpenapaThbl, 3aperMcTpupoBaHHbIe paHee, HO NPOoU3BELEHHbIE B
APYrMx IekapCTBEHHbIX (popMax B COOTBETCTBMM C MNepevyHeM HauMeHOBaHWMn
NeKapCcTBEHHbIX hOpM, B HOBOW OO3UPOBKE NPU AOKa3aTeNbCTBE ee KIMMHUYECKON
3HaYMMOCTU U 9PGEKTUBHOCTH;

3) HoBble KOMBUHALMM 3aperMcTpUpPOBaHHbIX PpaHee NekapCTBEHHbIX NpenapaTos.
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3. TocygapcTBeHHas perycTpauuns NekapcTBEHHbIX NMpenapaTtoB OCYLUECTBSETCS
NOo pe3yrnbTaTam 3KCNepTM3bl JIeKapCTBEHHbIX CPEACTB, a rocydapCTBEeHHas
perMcTpaums opdiaHHbIX NEeKapCTBEHHbIX MNPenapaToB OCYLUECTBMSETCH MO
pesynbTaTtam 3KCNepTu3bl [OOKYMEHTOB, MNPEACTaBMEHHbIX ANs  onpeaeneHns
BO3MOXHOCTW paccMaTpuBaTb JeKapCTBEHHbIN npenapaTt Ans MeauLUHCKOro
NPUMEHEHMSI MPU OCYLUECTBIIEHUM TOCYOAPCTBEHHON perucTpaumMm B KadecTBe
opdbaHHOro NeKapCTBEHHOro npenapata, W MO pe3ynbTaTam  3KCNnepTu3bl
NEeKapCTBEHHbIX CPEACTB.

4. TocynapcTBeHHas perncTpaunsa nekapCTBEHHOro npenapara OCYLLIECTBSAETCS
COOTBETCTBYHOLLMM YMNONIHOMOYEHHbIM doeieparibHbiM OpraHoM WCMNOSTHUTESNTbHOW
BflaCTU B CPOK, HE MPEBbIALWMA CTa LECTUOECATU paboymx OHENn cOo OHS
NPUHATUA COOTBETCTBYIOLLErO 3adBfieHNA O TroCy[apCTBEHHOW pernctpauum
nekapcTBEHHOro npenaparta. B ykasaHHbIN CPOK BKOYaeTCs BpeMsi, Heobxoanmoe
ANns  NOBTOPHOrO MNPOBEOEHUsT 3KCNEPTU3bl JIEKAPCTBEHHONO cpeactBa B
COOTBETCTBUM  cocTatben 25 Hactosuwero ®PepepanbHoro 3akoHa. Cpok
rocygapCTBEHHOW perncTpauuv fiekapcTBEHHOro npenapara UCYUCSETCH CO LHA
NPUHATUA  COOTBETCTBYIOLLMM  YNOSIHOMOYEHHbIM  begeparnbHbiM  OpraHoMm
MCMNOSIHUTENTbHOW BMacTu COOTBETCTBYIOLLEIO 3asiBfieHNss O roCygapCTBEHHOM
perMcTpaumm  feKkapcTBEHHOro npenapara C  MPUroXeHMeEM  HeobXoauMbIX
AOKYMEHTOB MO [A€eHb BblAa4n perMcTpaumoOHHOro y4oCTOBEPEHUS NeKapCTBEHHOro
npenapata. Bpems, Heobxogumoe AOns  HanpaBfieHUs  YNOSIHOMOYEHHbIM
doegeparnbHbIM  OpraHOM  UCMONHUTENBHOM BIaCTU 3anpoca O npeacTaBrieHnn
HeobXoOMMbIX MaTepuanoB W NpeacTaBfieHUs 3asBUTENEM OTBETa Ha [OaHHbIN
3anpoc B COOTBETCTBUM co cTtatbamu 16, 19 un 23 Hactoauwero PenepansHOro
3aKOHa, He Y4YUTbIBAETCS MpPU MUCYUCIIEHMM CPOKa rocydapCTBEHHOM perncTpauum
NeKapCTBEHHOrO npenapara.

5. [ocygapcTBeHHOM perncTpaunmn He nognexar:

1) nekapCTBeHHble npenapaTbl, W3rOTOBIEHHbIE anTeYHbIMW OpraHM3aLusiMu,
BETEPUHAPHbLIMM anTeYHbIMU opraHusauusamu, NHOMBMAYaNbHLIMU
npegnpuHMMaTensiMiM, KOTOpble MMEeKT JMUEH3U0 Ha  dapmaueBTUHMECKYHo
OeATenbHOCTb, MO peuenTaM Ha NekapCTBEHHble npenapatbl U TpeboBaHMAM
MeOULMHCKMX OpraHn3aL i, BETepUHapHbIX OpraHn3aLui;

2) rneKkapcTBeHHble npenapatbl, MNPUOBpPETEHHblE M3NYECKMMMN NULaMK  3a
npegenamn Poccunckon Pepepaumm M npegHasHayeHHble ONs JIMYHOro
NCNOSIb30BaHUA;

3) nekapCTBEeHHble npenapaTbl, BBO3MMble B Poccuiickyto ®Pegepaumo ans
OoKasaHus MeOULUMHCKOM MNOMOLM MO XM3HEHHbIM MOKa3aHWAM KOHKPETHOro
naymMeHTa Ha  OCHOBaHMM  paspelleHusi,  BblgAHHOMO  YNOSIHOMOYEHHbIM
doegeparnbHbIM OpraHoOM UCTMONHUTESNBHOW BIlacTy;
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4) nekapcTBeHHble cpeacTBa, BBo3uMMble B Poccurckyto degepaumio  Ha
OCHOBaHWU1 BblJaHHOIO YMNOMHOMOY€EHHbIM deaepanbHbIiM opraHom
NCMNOSHUTENBbHON BIlACTU paspeLleHnss N npeaHasHadeHHble ANs NpoBeaeHUs
KITMHUYECKMX MCCefoBaHUN JieKapCTBEHHbLIX MpenapaToB M (MnM) NpoBeLEHUs
9KCNepTu3bl NEKAPCTBEHHbLIX CPeaCcTB [ANs OCYLWECTBIIEHUS rocygapCTBEHHOM
perMcTpawlnm nekapCTBEHHbIX NpenapaTos;

5) hapmaueBTnYecKue cybcTaHuuuy;

6) pagunodapmaueBTMYECKME JeKapCTBEHHble MpenapaTtbl, W3roTOBMEHHbIE
HEenoCcpeaCTBEHHO B MEOULMHCKUX OpraHuM3auusx B MNopsiake, YCTaHOBIIEHHOM
YMNOHOMOYEHHbIM doeeparibHbIM OpraHOM UCMONHUTENbHOM BracTu; *13.5.6)

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

1) JIEKapCTBEHHbIX MpenapartoB, OTMYaroWwmMxcAa Apyr OT Apyra KadeCTBEHHbIM
COCTaBOM D,GIZCTByI-OLU.l/IX BellecTs, Nog oanMHakoBblM TOProBbiIM HaMMEHOBaHUEM,

2) OQHOro nekapcTBEHHOro npenapaTta, BblMyCKAeMoro npous3BoauTernem noa
pPa3NMYHbIMM  TOProBbIMM  HAMMEHOBAHUSIMM U MPEACTaBMNEHHONO  Ha
rocyqapCTBEHHYD pernctpauuio B Buae [OBYX W 0Oonee nekapcTBEHHbIX
npenapaTtos.
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7. Mo 3anpocy (B 9fEKTPOHHOM dopMe unn Ha BGymaxHOM HocuTerne) cybbekTa
obpalleHnsi neKapCTBEHHbIX CPEeACTB COOTBETCTBYHOLUMM  YNOSIHOMOYEHHbLIM
doegeparnbHbIM opraHom NCNOSHUTESTbHOMN BIlacTw, OCYLLECTBSIAIOLLMM
roCygapCTBEHHYIO perncTpauunio JieKapCTBEHHbIX MnpenapaToB, B YCTaHOBIIEHHOM
UM MNOpsAgKe OCYLUECTBIIAETCHA HaydHOe KOHCYIbTMpOBaHMEe Mo  BOrpocaw,
CBSI3@aHHLIM C NpoBedEHMEM [OOKIMHUYECKUX WUCCIiedoBaHUN, KIMHUYECKUX
nccrnenoBaHun NeKapCTBEHHbIX npenapartos, 9KCnepTusbl KadecTBa
NeKapCTBEHHbIX CPeacTB, apdeKTMBHOCTU M 6e30nacHOCTU, C OCYLUECTBIIEHNEM
rocygapCTBEHHON perncTpaunmn rnekapCTBEHHbIX npenapatoB. KoHCcynsTupoBaHue
OCYLLUECTBIISIETCA C npuBneyvyeHnemM egeparnbHbiX rocygapCTBEHHbIX OHOKETHBIX
yypexageHun, noaBeaOMCTBEHHbIX AaHHOMY doepepanbHoMy opraHy
MCMNOSIHUTENbHOW BfacTM M He YyyacTBylOUWMX B OpraHusaumm npoBeneHund
9KCMepTm3bl KayecTBa JIeKapCTBEHHbIX CPeACTB B LENsX OCYLUECTBIIEHUA WX
rocygapCTBEHHOW perucTpauumM B COOTBETCTBUM CO cTatben 16 HacTodAulero
degepanbHOro 3akoHa, B Buae OTBeTa B MUCbMEHHOU hopme YnoSTHOMOYEHHOro
doegeparnbHOro opraHa UCMNOSIHUTENBHOW BracTu Ha 3anpoc. Pasmep B3nmMaemoun C
3agBuTENd nnaTbl oOnpedendeTrca B COOTBETCTBUM C  3aKOHOAATENbCTBOM
Poccuinckon depepaumm o6 opraHMsauun npegocTaBeHnst roCcy4apCTBEHHbIX U
MyHUUMNanbHbIX  ycnyr.  WHdopmaumss 06  OCyWecTBIIEHUNM  HayYHOro
KOHCYNbTUPOBaHWs, B TOM YUCE cTaTbn, 0630pbl, CPaBoOYHbIE MaTepuarbl U MHada
NHpopmaumss 06 OCYLLECTBNEHMM HAYYHOTO KOHCYNbLTUPOBaHUS, pasMeLlaeTcs Ha
odmuManbHOM canTe YNorHOMOYEHHOro doeaeparibHOro opraHa MCMNOSTHUTESNTbHOW
Bnactm B cetn "WHTepHeT" C COOMoaeHneM orpaHuyeHnn, YCTaHOBIIEHHbIX
3aKoHO4aTeNbCTBOM O MNEpPCOHarnbHbIX  AaHHbIX, KOMMepyeckon U  (Mnm)
rocygapCTBEHHOWN TanHe.

8. [locymapcTBeHHasi pernctpaumsa JekapCTBEHHbIX npenapaToB, KoOTopble
npeaHasHaveHbl 419 NPUMEHEHUS B YCITOBUAX BOEHHbIX OENCTBUMN, Ype3BblYanHbIX
cutyauun, NpodomnakTUKn N nedvyeHns 3aboneBaHUn N NOpaeHUn, NoslyYeHHbIX B
pesyneTaTte BO3LENCTBUS  HEBNAronpUATHbIX  XUMUYECKUX,  OMOoNormdeckux,
paguaumoHHbIX ¢akTopoB, U pa3paboTaHbl No 3agaHuio defeparnbHbIX OpraHoB
NCMNOSHUTENBbHON BMacTW, YMNOSHOMOYEHHbIX B 06fiacTm OBOpPOHbI CTpaHbl WU
6e3onacHOCTM rocygapcTBa, OCYLECTBNSAETCS B nopsagke, YyCTaHOBMEHHOM
[paBuTtensctBoM Poccuinckon ®enepaumn.

(Ctatba B pepakuun, BBedeHHon B pgenctBne ¢ 1 wona 2015 ropa
dPenepanbHbIM 3akoHOM OT 22 aekabpsa 2014 rona N 429-903.

KommeHTapum k ctatbe 13

Ctatba 14. [IpnHUMUNBI 3KCNEePTU3bl JIEKAPCTBEHHbIX
cpeacTB
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1. OKcnepTv3a IeKapCTBEHHbIX CPEeACTB OCHOBbLIBAETCS Ha  NpUHLMNax
3aKOHHOCTW, cobrnogeHuss npaB W cBobod 4enoBeka WM rpaxaaHuHa, npaB
IOPUONYECKOro N1La, He3aBUCUMOCTU 3KcnepTa, 06 BEKTUBHOCTU, BCECTOPOHHOCTH
M MONMHOTbI WUCCNEeQOoBaHU, MPOBOAUMBIX C WCMOMb30OBAHWMEM COBPEMEHHbIX
OOCTUXKEHUI HAyKN U TEXHMKKN, OTBETCTBEHHOCTW dbeaepanbHOro rocyaapCTBEHHOIO
OHOOXKETHOIO YYPEXKOEHUS MO NPOBEAEHUIO SKCNEPTU3bI NEKAPCTBEHHbLIX CPEACTB U
3KCNepToB 3a NpoBeaeHMe N Ka4eCcTBO SKCNEPTU3bI.

2. OkcnepTu3a neKapCTBEHHbIX MNpenapaTtoB Ans MeAULMHCKOro MNpUMEHeHUs
BKIOYaeT B ceda:

1) aKCcnepTu3y OOKYMEHTOB, NMpeAcTaBfeHHbIX AN onpeaernieHMst BO3MOXHOCTU
paccMaTpMBaThb NEKapCTBEHHbIN npenapaTt Ans MeAULMHCKOrO MPUMEHEHUS Mpu
OCYLLECTBMEHUM TrOCYOapCTBEHHOMW permctpaumMm B KavyecTBe  OpdhaHHOro
nekapcTBEHHOIro Npenapara;

2) 9KCNepTusy npensiokeHHbIX METOAOB KOHTPOSiA KadecTBa JieKapCTBEHHOMO
cpeacTBa M KadyecTBa npeacTaBrieHHbIX 06pa3uoB NeKapCTBEHHONO CpeacTtBa C
NCMNOMb30BaHNEM 3TUX METOAOB (Aaree - aKCcnepTusa KadecTBa fiekapCTBEHHOMO
cpencTea);

3) akcnepTu3y OTHOLLEHUS1 OXKMOAEMOWN MOSb3bl K BO3MOXHOMY PUCKY NMPUMEHEHNS
nekapcTBEHHOro nNpenapara.

3. JKcnepTtmsa neKkapCTBEHHbIX MNpenapaTtoB ANl BETEPUHAPHOIO MNPUMEHEHUS
BKItOYaeT B cebsi aKCnepTM3y KadecTBa NIeKapCTBEHHOIO CpeacTBa MU IKCNepTU3y
OTHOLUEHNA  OXMOAeMOM  MNOMb3bl K BO3MOXHOMY  PUCKY  NPUMEHEHUd
NekapCTBEHHOro npenapara.

(Ctatba B pepakuun, BBegeHHon B pgenctBne ¢ 1 wmona 2015 ropga
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

KommeHTapumn Kk ctatbe 14

CtaTbs 15. DegepanbHoe rocyaapcTBeHHOe OOaXKeTHOe
yuypexxaeHue no npoBefeHUIo 3KCNepTU3bl NTIeKapCTBEHHbIX
cpeacTB

JKcnepTnsa  NeKapCTBEHHbIX  CPeacTB npoBoauUTCH degepanbHbIM
rocyaapCTBEHHbIM OHOOXETHbIM yypexageHmem COOTBETCTBYHLLEIO
YMNOSTHOMOYEHHOro dpefiepanbHOr0 opraHa WCMNOSIHUTENBHOWM BNAcTW, CO34aHHbIM
ans obecnevyeHns UCMNOMHEHUS MOMIHOMOYMKA 3TOro doedepanbHOro opraHa no
BblOaye paspeLleHnin Ha NpoBeAeHNE KITMHUYECKUX NCCneaoBaHnin NekapcTBEHHbIX
npenapatoB W (unn) NO rocygapCTBEHHOW perncTpauum  nekapCTBEHHbIX
npenapaToB (ganee - 3KCNepTHoE yuypexaeHue).

KommeHTapun Kk ctaTtbe 15
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Ctatba 16. OpraHmsauusi npoBeneHUs1 3IKCNepTu3bl
rleKapCTBEHHbIX CpeacTB

(HanmeHoBaHve B pefakumum, BBegeHHon B gencteue ¢ 1 mons 2015 roga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

1. OKcnepTmsa neKkapCTBEHHbIX CPeaCTB MNPOBOAMTCA KOMUCCUEN 3KCNEepTOoB
9KCMEePTHOro y4ypexaeHusi, HasHayeHHOM ero pykoBOAMTENEM, Ha OCHOBaHUU
3agaHna Ha npoBedeHME JKCMepTU3bl JIEKapCTBEHHOro cpeacTBa, BblAAHHOMO
YMNOSTHOMOYEHHbIM doegeparnbHbIM opraHom NCNONMHUTENbHOMN BNacTW.
PykoBoguTens 3KCNEPTHOro yypexaeHns obecneymBaeT Haanexalee nposegeHme
9KCMNepTU3bl JIEKApCTBEHHbLIX CPEeaCTB B COOTBETCTBMM C 3adaHMEM, BblaHHbIM
YMNOSIHOMOYEHHbIM hefeparnbHbIM OpraHOM UCMONHUTENBLHOM BrAacTu, U OpraHn3yeT
NO4rOTOBKY CBOOHOIMO 3aK/O4eHUa 3ToM Komuccuu. B coctaB aTom Kommuccum no
PELLEHNIO PYKOBOAUTENA 3KCMEPTHOMo YYpexaeHUs MoryT ObiTb BKMOYEHbI B
Ka4eCcTBe 9KCNepToB fumua, He paboTalowme B JAaHHOM 3KCNEPTHOM YyUpexaeHun,
€eCcnn X cneynarnbHble 3HaHNSA HeobXxoaUMbI AN NPOBEAEHNSA SKCNEPTU3bI U Takme
9KCMepTbl OTCYTCTBYOT B JAHHOM 3KCMNEPTHOM Y4peXxaeHnN.

2. JKcnepTomM Mo MPOBEAEHUID 3KCMEPTU3bl NMEKAPCTBEHHbLIX CPEACTB SIBMNSETCS
aTTECTOBaHHbIN PabOTHUK 3KCMEPTHOrO Y4YpexaeHus, KOTOpbI MMEET BbiCLLEE
MeauuuHckoe,  hapmaueBTUYeckoe, Ouonormyeckoe, BeETEpPUHApPHOE — UNn
XMMu4eckoe obpasoBaHMe W MPOBOAWUT IKCMEpPTM3Yy NEeKapCTBEHHbIX CPEACTB B
nopsiake NCMNOSHEeHNs1 CBOUX OOJMKHOCTHbIX 06S3aHHOCTEN (aanee - 3Kcnepr).

3. Mpn npoBeaeHMM 3KCMEepTM3bl NEKAPCTBEHHbIX CPeaCTB 3KCNEpT He MOXeT
HaXoAUTbCS B KaKON-NMMOO 3aBUCUMOCTU OT N1LA, HAa3HAYUBLLENO 3TY 3KCNEpPTU3y,
pa3paboTunka NeKapCTBEHHOrO CpeacTBa WM OPYrMX 3aMHTEPECOBaHHbLIX B
pesynbTaTtax 3KcnepTu3bl nu,.
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4. Tlpn npoBeneHuM 3IKCMNepTU3bl JeKapCTBEHHbIX CPencTB He [OMycKaeTcs
nctpeboBatb y 3asaBuTens MO0 WHbIX NML Martepuanbl, Heobxogumble LN
npoBefeHns akcnepTusbl. B criydae HegocTaTtoMHOCTU NpenCcTaBlIEHHbIX SKCMepTy
MaTepvarnoB OS5 Ja4Yun 3aKIOYEeHNs 9KCNepT CTaBUT BOMPOC O NpeacTaBlieHnn eMy
HeoOXOAUMbIX MaTepuarnoB nepen pPyKoBoOOAUTENEM SKCNEPTHOrO ydpexaeHus,
KOTOpbI obpal@eTtcss C COOTBETCTBYIOLWMM 3arpoCcoOM B YNOSIHOMOYEHHbIN
doegepanbHbIA - OpraH  UCMOSIHUTENbHOW  BRacTW, BblAaBWMA  3aaHWe Ha
npoBefeHe 3KCMepTU3bl JIEKAPCTBEHHOIO CpencTBa. YKasaHHbIM (pefepasribHbIN
opraH WCMOMHUTENbHON BfacTM B TedeHne natm paboymx OHen co [OHA
MOCTYMMEHUS 3arnpoca PYKOBOOUTESNA 3KCMNEePTHOro YYpexaeHns Harpasnset
3a8BUTESIO 3anpoc O NpeacTaBneHnn HeobXoANMbIX MaTepmanos. [daHHbIn 3anpoc
MOXeT OblTb nepedaH YnorHOMOYEHHOMY MPEeACTaBUTENO 3asBUTENA NIMYHO NO[,
pacnuncky, HarnpasseH Mo no4vte 3akasHbIM NMMCbMOM WIK NnepefaH B 3N1eKTPOHHOM
dopmMe Mo TEeNeKoOMMYHMKaALMOHHBLIM KaHanmam cBA3n. B cnyyae HanpasneHus
AaHHOro 3anpoca Mo rnoyTe 3akasHbIM MUCbMOM OH CYUTAETCS MNOJSTyYEeHHbIM MO
MCTEYEeHUN WeCTn AHEeN C AaTbl HanpaBfeHNsa 3aka3Horo nucbma.

(YacTb B pepakuuun, BBeaeHHon B Aencteue PepepanbHbiM _3aKOHOM OT 25
Hos16pa 2013 roga N 317-93.

4 1. 3asButenb ob6s3aH npeacTtaBuUTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOrO
doegepanbHOro opraHa WCMNOSHUTENBHOM BIlaCTM B CPOK, HE MpPEBbILLAoLLmi
AeBsaHocTa pabovnx gHen co QHS ero nonyvyeHus. Y norHOMOYEHHbIN defeparnbHbIn
opraH UCNOSHUTENbHOM BMiacTW, BblgaBLLUMW 3aaHue Ha NpoBedeHne 3KCnepTusbl
NeKapCTBEHHOrO CpeacTBa, B Te4eHUe NATU paboymx gHEN CO AHSA NOCTYNNEHNa oT
3asBUTENd OTBETa Ha [OaHHbIWM 3arnpoCc HarnpasnseT TakouM OTBET B 3KCMNepTHoe
yypexaeHue. B cnyvyae HenpencTaBneHus No UcTedeHnn essHocTa paboymx gHen
3asgBuTENEeM OTBETa Ha AaHHbIA 3arnpoc YMNONMHOMOYEHHbIN doeaeparbHbin opraH
MCNOSHUTENbHOM BracTW, BblAaBLWMW 3adaHMe Ha NpoBedeHue IKCNepTusbl
NEKapCTBEHHOrO0 cpeacTBa, B Te4vyeHne nATM paboumx OHEN HanpaenseT B
9KCMepTHOEe ydpexaeHne yBeLoMIIeHMe O HernpeacTaBrieHun 3adaBuTernemMm oTBeTa
Ha 3anpoc yka3aHHOro opraHa. Bpemsa co gHs HanpasneHust 3anpoca 3KCNepTHOro
yypexageHus B yNnormHOMOYEHHbIN doeeparibHbi OpraH UCNONHUTENbLHOW BiacTu 40
AHS NOJSTydeHUs1 3KCMNEPTHbLIM yYpexaeHMeM OTBETa Ha 3arnpoc Wim yBegOMISIEHUSA O
HenpeaCcTaBfieHMM OTBETa Ha 3anpoC He Y4YUTbIBAEeTCH MNPW MUCYUCIIEHUMM CpOKa
NpoBefeHNs1 3KCNEepPTU3bl NIeKapCTBEHHOIO CpeacTBa.

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

5. OKcnepT npu nNPOBEdEHUMN MOPYYEHHOW €My PYKOBOAUTENEM 3SKCMEpPTHOro
yUpEXOEHUS SKCNEPTM3bl NeKkapcTBEHHOro cpeacTBa 0053aH:
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1) NpoBeCTH NOfHOE UCCrenoBaHNe NpeacTaBeHHbIX eMy OO bEKTOB, MaTepunarnos,
Aatb 060CHOBaHHOE N OOBEKTUBHOE 3aKfOYEeHWEe MO NOCTaBMEHHbIM nepen HUM
BOMPOCaM UMM MOTUBUPOBAHHOE 3aKIMKYEeHWEe O HEBO3MOXHOCTM MPOBEAEHUSI UM
9KCNepTusbl NeKapCTBEHHOrO CPeACcTBa, eCnv MOCTaBrEHHbIE BOMPOCHI BbIXOOAAT
3a npegenbl chneuuvanbHbIX 3HAHWA 3Kcnepta, OObEeKTbl UCCrneooBaHUA W
MaTepuarnbl HenpurogHbl UMM HEAOCTaTOYHbl AN NPOBEOAEHUs UCCIeaOBaHUN U
Aayvn 3aknioveHns NMMbo COBPEMEHHLINM YPOBEHb Pa3BUTUS HaykKM HE MO3BOmseT
OTBETUTb Ha NOCTaBIEHHbIE BOMNPOCHI;

2) He pasrmawaTtb CBeLEHWs, KOTOpble CcTanmn €My W3BEeCTHbl B CBS3N C
NpoBefeHNEM 3KCMepPTU3bl JIeKapCTBEHHOIO CpeacTBa, a TakXe CBefeHus,
COCTaBNsAoLLME rocy4apCTBEHHYH, KOMMEPYECKYH UIMN NHYIO OXPaHSAEMYHO 3aKOHOM
TanHy;

3) obecneuyntb COXPaHHOCTb MpeacTaBneHHbIX OOBLEKTOB WUCCNeaoBaHUA W
MaTepuaros.

6. DKCnepT He BMNpase:

1) nNpoBOOMUTb  3KCMEPTM3Y JEeKapCTBEHHOro cpeacTBa Mo  obpalleHuto
HenocpenCTBEHHO K HeMY opraHMsaummn nnm mandeckux nuu;

2) camocTosTenbHo cobupaTb MaTepuanbl AN NPOBEAEHUS 3KCNEPTU3bI
NEKapCTBEHHOIO CPEACTBA;

3) npoBoauMTb  OKCMEPTM3y  JEeKapCTBEHHOrO cpedcTBa B KadyecTBe
HErocyaapCTBEHHOrO aKcnepTa.

7. B cnyyae HeobxoguMMOCTW 9KCNepT BMpaBe XxodaTanucTBoBaTb nepen
PYKOBOAUTENEM OKCMEPTHOro Y4YpexaeHuss O TMpuBIieYeHUM K NpoBeLEHUIO
9KCMepTn3bl NeKapCTBEHHOro cpeacTBa ApYyrux aKCNepToB.

8. Kaxxabin akcnepT, BXOOAWMN B COCTaB KOMUCCUM 9KCNEPTOB, KOTOPOW NOpYy4eHO
npoBefeHne  3KCMepTU3bl  JIeKapCTBEHHOrO0  CpeAcTBa,  He3aBuCMMO U
CaMOCTOATENbHO MPOBOOMUT UCCELOBaHUA, OLEeHMBAET pesyrbTaThl, NoslydYeHHble
UM JIMYHO W OPYrMMK  3Kcrneptamu, n dopMyrnmpyeT BbiBOObl OTHOCUTESTBHO
NMOCTaBJIEHHbIX BOMPOCOB B Mpeferax CBOVX crneuymarnbHbIX 3HaHUN.

9. Pesynbrartbl  9KCNepTM3bl  JIEKAPCTBEHHONO  cpeactBa  OoOpMIISKTCH
3aK/IIOYEHNEM KOMUCCUM 3IKCNepToB. B  3aknoyeHMn KoMuccum 3KCnepToB
yKasblBalOTCA nepevyeHb nccrnenoBaHni, 06-em NpoBeAeHHbIX KaXablM 3KCNEPTOM
nccregoBaHU, YCTaHOBIEHHbIE KaxObiM W3 HUX akTbl U CAOenaHHble B
pe3ynbTaTe uccrnegoBaHuMn BbIBOAbl. DKCMNEPT, MHEHME KOTOPOro He COoBMagaeT C
peweHneM KOMUCCUN 3KCMepPTOoB, BNpaBe Bblpa3nTb CBOE MHEHWE B NMUCbMEHHOMU
doopme, KoTopoe NpmobLLaeTcsa K 3aKno4eHNo KOMUCCUN SKCNEPTOB.



10. 3KcnepTbl, BxoAswme B COCTaB KoMmuccun, npegynpexgawtca o6
OTBETCTBEHHOCTM B COOTBETCTBUM C 3aKoHoaaTenbcTBoM Poccunckon denepaumm
3a Jadvy 3akioveHns, cogepxallero Heo6oCcHoOBaHHbIE UMMM dhanbCUULMPOBaHHbIE
BbIBOLbI, O YEM OHU AaK0T MO MUCKY.

11. OnpegeneHve YpPOBHSA NpoOdecCnoHarnbHONM MNOArOTOBKM  3KCMNEPTOB WU
atTectaumsa X Ha NpaBO MPOBEAEHUS 3KCMepTU3bl IeKapCTBEHHbIX CpencTs
OCYLLECTBJIAIOTCHA 3KCMNEePTHO-KBarMJMKaLMOHHBIMM  KOMUCCUSIMWU B MOPSAKe,
YCTAHOBJIEHHOM COOTBETCTBYHOLWMM YMNOSIHOMOYEHHbLIM hefepanbHbiM  OpraHoM
MCMNOSTHUTENbHOW BIiacTWU. YpoBeHb NPOdeCCMOHarbHOM MOATrOTOBKU 3KCMNEepTOoB
NoaJNIEXMT NepecMoTpy YKazaHHbIMU KOMUCCUSIMU HE pexe YeM OAWH pa3 B NATb
net. *16.11)

12. lNpaBuna npoBeaeHus1 IKCNepPTU3bl feKapCTBEHHbIX CPeacTB U 0COBEHHOCTU
9KCNepTusbl OTAENbHbIX BUOAOB JIEKAPCTBEHHbLIX MpenapaToB (pedepeHTHbIX
NeKapCTBEHHbIX MpenapaTtoB, BOCMNPOM3BEAEHHbIX JleKapCTBEHHbIX MpenapaTos,
Buornormyecknx nekapcTBeHHbIX rpenapaToB, OuoaHanoroBbix (6MOMNOAO6HbLIX)
nekapcTBEHHbIX npenapaToB (GuoaHanoroB), roMeonaTn4yecknx ekapCTBEHHbIX
npenapaToB, JIEKAPCTBEHHbIX  PacTUTESNbHbIX  NpenapaTtoB,  KOMOUWHau Wi
NeKapCTBEHHbIX npenapatoB), dOPMbl  3aKMIOYEHUA KOMUCCUM  IKCMEPTOB
yCTaHaBMMBaOTCA COOTBETCTBYIOLLMM YMNONIHOMOYEHHBIM doefieparibHbIM OpraHoMm
NCNOSTHUTENbHOM BracTu. *16.12)

(HYactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropga
PepeparnbHbiM 3aKoHOM OT 22 fekabpsa 2014 roga N 429-93.

KommeHTapum k ctatbe 16

Ctatba 17. [logavya u paccmMoTpeHue 3asBNeHus o
rocyaapCTBeHHOM perncrpaunm neKkapcTtBeHHOro
npenapara Ansa BeTepuUHapHOro NpuMeHeHus

1. [Onsa rocygoapCTBEHHOM pernctTpauum nekapCTBEHHOro npenapara Ans
BETEPMHAPHOIO NPUMEHEHUS pa3paboTymMK Takoro fiekapCTBEHHOMO npenaparta unm
YNOSTHOMOYEHHOE UM Opyroe puandeckoe Nuuo (Janee B HacTOALWEN cTaTbe -
3asBuTenb) nNpeacTaBnsieT B YNOSIHOMOYEHHbIM  dpefeparibHbl - OpraH
MCMNOSTHUTENbHOW BacTh, OCYLIECTBISAOWMA FOCYOapCTBEHHYIO  pernctpaumio
NeKapCTBEHHbIX MpernapaTtoB Afs BETEPUHAPHOro MPUMEHEHUA, B OJIEKTPOHHOM
dopme nnm Ha BymMaxkHOM HocUTere 3asiBfieHne O rocyapCTBEHHOW perncTpaunm
NeKapCTBEHHOro npernapara A BeTepuHapHOro NpMMEHeHus!, a Takxe B Nnopsake,
YCTAHOBJIEHHOM COOTBETCTBYHOLWMM YMNOSIHOMOYEHHbIM hefepanbHblM  OpraHoM
NCMNOMHUTENBbHON BracTW, B 3SIEKTPOHHOM dopMe unn Ha GymaxHoM Hocutene
HeobxoanMble JOKYMEHTbLI, U3 KOTOPbIX hopMupyeTcs permcTpaumMoHHoe JOChe Ha
NeKkapCTBEHHbIW nNpenapar A1 BeTepuHapHOro NPUMeEHEHNS.

2. B 3aaBneHun o rocygapCcTBEHHOM perncTpaunmn nekapCcTBeHHOro npenapara ans
BETEPUHAPHOIO NPUMEHEHUS YKa3blBaOTCH:
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1) HaumeHOBaHWe W aapec 3asiBuTens, paspaboTyMka W npou3BoAUTENS
NEeKapCTBEHHOro npenapaTta AN BEeTEPUHAPHOrO MPUMEHEHMSI U agpec MecTa
OCYLLUECTBINEHNSI MPON3BOACTBA NEKAPCTBEHHOro npenapata Afs BeTepUHapHOro
NPUMEHEHMS (B CNy4ae HanMynsi HECKOMbKUX Y4aCcTHMKOB MpoLiecca Npou3BoacTBa
HeobXoANMO yKa3aTb KaXOoro U3 HuX);

2) HaMMeHOBaHWe IeKapCTBEHHOrO npernapaTta ONg BeTepUHapHOro npuMeHeHus
(MexgyHapogHOe HernaTeHTOBaHHOe, WK rpynnupoBOYHOE, WM XMMUYECKoe U
TOProBo€ HaMMEHOBaHUS);

3) nepeyveHb AENCTBYIOLLMX M BCMOMOraTeslbHbIX BELLUECTB, BXOASLUMX B COCTaB
NekapcTBEHHOro npenapata AOns BETEPUHAPHOTO MPUMEHEHUsl, C YyKasaHMeM
KONMM4YecTBa KaXaoro U3 HuX;

4) nekapcTBeHHasa dopma, A03MPOBKA, CNocobbLI BBEAEHUS U NMPUMEHEHMS, CPOK
FOAHOCTM NEKapCTBEHHOro npenapara Ans BeTepuUHapHOro NPUMEHEHUS;

5) chapmakoTepaneBTnyecKas rpynna;

6) HeobOXOAMMOCTb  MPUMEHEHUST  YCKOPEHHOW  mnpoueaypbl  3KCNEepTU3bl
NeKapCTBEHHbIX CPEACTB B LieNsiX rocy4apCTBEHHON pernctpaumm nekapcTBEHHOIO
npenapara;

7) KOrnun OOKYMEHTOB, NnoAaTBepXXaarolWwmx ynnaTty FOCyﬂapCTBeHHOIZ NOLWWNHDbI:

a) 3a NpoBeAeHne 3KCNepTU3bl KayecTBa NeKapCTBEHHOIO CpeacTBa N 9KCNepPTU3bl
OTHOLIEHNA  OXM4aemMoM  Nomfb3bl K BO3MOXHOMY  PUCKY  MPUMEHEHUS
NEKaApCTBEHHOrO npenapata AN BETEPUHAPHOrO  MPUMEHEHUA NpU  ero
rocygapCTBEHHOW perncTpauuu;

6) 3a Bblgady permcTpaLoHHOrO YO0CTOBEPEHMS NEKapCTBEHHOMO Npenapara;

8) Hanu4dmne cornacusi, NPegyCMOTPEHHOro YacTblo 7 HacTosAWEW CcTaTbW, €Crin C
MOMEHTA perucTpaumm  pedepeHTHOro JfieKapCTBEHHOrO  rnpenapata AN
BETEPUHAPHOIO NPUMEHEHUSI MPOLLIIO MEHEE YEM LLECTDb NeT.

(MyHKT B pepakuun, BBeAeHHOW B Aencteue PegepanbHblM 3akoHOM oT 13
nona 2015 roga N 241-93.

3. PernctpaumoHHoe gocbe B Lensax 9KCnepTusbl NekapcTBEHHOro npenaparta ans
BETEPVHAPHOro NPUMeEHeHMs1 opMUpPYeTCS 13 CrieayroLLMX AOKYMEHTOB:
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1) KONns OOKYMEHTa Ha PYCCKOM $3blke, BblJAHHOMO KOMMETEHTHbIM OpraHom
CTpaHbl  npou3BoAuTEns AN Kaxgonm  NPOU3BOACTBEHHOM  MJIOLALKU
pPErMCTPUPYEMOro fieKapCTBEHHOIO NpenapaTta ANg BETEePUHApHOro npumMeHeHus (B
TOM 4Yucre Ang NpovusBoauTensa grapmaleBTUYeCKon CcybcTaHL M), 3aBEPEHHOIO B
YCTAHOBJIEHHOM MOpsAKe W MNOATBEPXOaloLero COOTBETCTBME NPOU3BOAUTENS
peErMcTpupyemMoro JieKapCTBEHHOro npenaparta LS9 BETEPUHAPHOrO MpUMEHEHUH
TpeboBaHMsIM NpaBui Hagnexawen npousBOoACTBEHHOW MNPaKTUKK, NMBO Konus
NMUEH3MM Ha [MpOM3BOACTBO JIEKApCTBEHHbIX CPEeACTB [ON1d  BETEepUHapHOro
NPUMEHEHUS 4S9 POCCUNCKUX MPOU3BOaUTENEN;

2) KOnns 3akSto4YeHnst 0 COOTBETCTBMM NPOU3BOAUTENS NIeKapCTBEHHOrO npenapara
Onst  BETEPUHAPHOro  MPUMEHEeHus  TpeboBaHMAM  NpaBun  Hagnexawen
NPOV3BOACTBEHHON MPAaKTMKW, BbIAAHHOIO  YNOSIHOMOYEHHbIM  defeparbHbIM
OpraHOM WCIMOSHUTESNBHON BrlaCTU AONS KaxO4oW MNpou3BOACTBEHHOM MNSOWAAKN
pPErMCTPUPYEMOro fieKapCTBEHHOIO NpernapaTta ANg BETEePUHapHOro npumMeHeHus (B
TOM 4Yucne Ans npousBoguTens dapmaueBTudeckon cybcTaHuum), nmbo Konus
NMUEH3UM Ha NpPOU3BOACTBO JIEKAPCTBEHHbLIX CPeacTB AN BEeTepUHapHOro
NPUMEHEHUS OJ19 POCCUNCKUX MPOU3BOaUTENEN;

[MoanyHKT 2 YacTu 3 HacTosLLEN CTaTbu BCTynaeT B cuny ¢ 1 aHBapsa 2017 roga
- CM. NYHKT 3 cTaTbu 4 PenepanbHOro 3akoHa ot 22 gekabpsa 2014 roga N 429-03.

3) nNpoekT HOPMATMBHOIO [AOKYMEHTA Ha JleKapCTBEHHbIA npenapat Aans
BETEPUHAPHOIO NPUMEHEHNS;

4) OOKYMEHT, coepxalmn cregylowyo WHgopmaumo o dapmaleBTUYecKon
cyOCTaHUuMM wunn  papmMaleBTUMECKMX CYOCTaHUMSX, BXOAAWMX B COCTaB
nekapcTBEHHOro npenapara ans BeTepuHapHOro NpUMEHEHWS:

a) HaumeHoBaHWe dapMaueBTUYECKON CcybCcTaHuMW, ee CTpyKTypa, obume
CBOWCTBA;

6) HaumeHoBaHWe 1 agpec NPOU3BOAUTENS;

B) TEXHOSorMsi Npov3BOACTBA C ONMUCaHMEM CTaaui NMpouM3BoaCcTBa M METOAOB
KOHTPONS Ha BCEX CTaausAX NPoOu3BOACTBa;

) HpopMaLNS O NPUMECSIX;
A) cneuundmkaumna Ha dapmaneBTUYECKY CYOCTaHLMIO;
€) onMcaHne MeTOAMK KOHTPOSIA Ka4yeCcTBa;

X) pe3ynbTaTbl aHanMsa cepumn gapmMmaleBTU4eCcKon cybcTaHLum;
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3) nepeyeHb CTaHOApPTHbIX 00pasUoB WM  BELLECTB, WCMOMb3yeMbIX Mpu
OCYLLECTBINEHUN KOHTPONS Ka4ecTBa;

1) onncaHne XapakTepUCTUK U CBOWCTB YNaKOBOYHbIX MaTepuarnos U YKYNoOpOUHbIX
CpencTs;

K) Aa@HHble O CTaburbHOCTY;
1) CPOK FOAHOCTWN, YCINOBUS XPaHEHUS;

5) otyeTr 0 pesynbratax OOKIMHUYECKOTO WCCReaoBaHUs JeKapCTBEHHOrO
cpeacTBa AN BETEPUHAPHOIO NPUMEHEHMS;

6) oT4eT 0 pesynbratax KIMHUYECKOro NCCeaoBaHNs NIeKkapCTBEHHOro npenapara
ONSi BETEPUHAPHOTO MPUMEHEHUS Y KaOoro BuOa MMUBOTHbLIX, YKa3aHHbIX B
MHCTPYKLUW MO BETEPUHAPHOMY NMPUMEHEHMWIO;

7) nNPOEKT WHCTPYKUMM NO BETEPUHAPHOMY MPUMEHEHNIO NEKapCTBEHHOo
npenaparta, cogepxallen crneayolme CBeaeHns:

a) HaMMeHOBaHWe IeKapCTBEHHOIO npernaparta ONng BeTepUHapHOro npuMeHeHus
(MexgyHapogHOe HernaTeHTOBaHHOe, WM rpynnupoBOYHOE, WM XMMUYECKoe U
TOProBOo€ HaMMEHOBaHUS);

6) nekapcTBeHHass dopMa C yKa3aHMEM HaMMEHOBaHWMA W  KONMMYECTBEHHOMO
cocTaBa [OENCTBYHOLUMX BELLECTB U KA4YEeCTBEHHON0 COCTaBa BCMOMOraTenbHbIX
BELLECTB;

B) onncaHne BHeLWHero Bwaa JeKapCTBEHHOIo rpernapara Alid BeTepUuHapHOro
NPUMEeHEHUA;

r) dapmakoTepaneBTMyeckass rpynna JieKapCTBEHHOro npenapara  Ans
BETEPUHAPHOIO MPUMEHEHNA WM yKa3aHue "romeonaTuyecKkuin JieKapCTBEHHbIN
npenapar";

) dapmMakognHamuka n oapMakoKMHETMKA (3a UCKIOYEHMEM (hapMaKOKUHETUKU
roMeonaTuYecKmx NeKapCTBEHHbIX MpenapaToB N PacTUTESbHbIX JIeKapCTBEHHbIX
npenapaToB) WM onucaHue WUMMYHOBMOSOrMYECKUX CBOWCTB JleKapCTBEHHOMO
npenapara;

€) NokasaHusl Anst NPUMEHEHUS;
X) NPOTMBOMNOKAa3aHWs AN NPUMEHEHUS;

3) Mepbl NPegoCTOPOXKHOCTU MPU MPUMEHEHWN;



1) yKkasaHne BO3MOXHOCTN M OCODEHHOCTEN MPUMEHEHNS Y BEPEMEHHBIX XXMBOTHBIX,
Y )XMBOTHbIX B MepVop, NakTaumu, y NOTOMCTBA XUBOTHbIX;

K) pexxvMm 003upoBaHus, Cnocob BBeOEHUS N NPUMEHEHUS, NPpU HEOBXO0AMMOCTU
BpeMsSi npuemMa feKkapCTBEHHOro npenapara Ansi BETEPUHAPHOro MNPUMEHEHNUS,
NPOOOIMKUTENBHOCTL NEYEHUs;

n) BO3MOXHble MOOOYHbIE AENCTBUS, HeXenaTernbHble peakuum npyu npUMeHeHUm
nekapcTBEHHOro nNpenapaTa A BeTEPMHAPHOrO NPUMEHEHUS;

M) CUMMNTOMbI NEPEeAO3MPOBKM, MEPbI MO OKa3aHMKO NOMOLLM NPY Nepeao3nNpOBKE;
H) B3aMMo4encTBME C APYrMMUN NieKapCTBEHHbIMM NpenapaTamu 1 (Unm) KopmMamu;
0) oopMbl BbINyCKa NleKapCTBEHHOIO Npenaparta Ansi BETEPUHAPHOIrO NPUMEHEHUS;

n) ykasaHve (npu HeobXxoaAuUMOCTU) OCOOEHHOCTEN AENCTBUSA feKapCTBEHHOMO
npenaparta AN BETEePUHapPHOro MPUMEHEHUA MpuU NEepBOM NPUEME WUIn MNpu ero
OTMEHE;

p) onucaHne (NpM HeobXoOMMOCTW) AEeUCTBUM  BETEPUHAPHOro  Bpaya
(BeTepuHapHoro doenbgllepa), WHOro cneuwanucTa B obfacTm BeTepuHapuw,
Bnagenbua >MBOTHOMO MNPy MpPOMycke rnpuemMa OOHOWM WIIM HECKOMbKUX 003
NekapCTBEHHOro nNpenapara Ansi BETEPUHAPHOro NPpUMEHEHUs;

C) CPOK roQHOCTU U yKasaHue Ha 3anpeT NPUMEHEHUs! NeKapCTBEHHOro npenapaTta
[NA BETEPUHAPHOIo NPUMEHEHNS Mo UCTEYEHUN CpoKa roAHOCTY;

T) YCINOBUS XpaHEHUS;

y) yKkasaHue Ha HeoOXOAMMOCTb XpaHeHVUsi IeKapCTBEHHOro mnpenapata Ans
BETEPUHAPHOIO NMPUMEHEHUNS B MECTaX, HEAOCTYMNHbIX ANs AETeu;

@) ykasaHue (nNpy HeobxooMMOCTK) cheuunanbHbIX Mep MPeLoCTOPOXHOCTU Npwu
YHUUYTOXEHNN HENCNOSb30BaHHbIX NIEKAPCTBEHHbIX NpenapaToB 415 BeTePUHAPHOro
NPUMEHEHWS;

X) CPOKM BO3MOXHOIo WwmCnNosib3oBaHA nNpoAaykKunn XMBOTHOIO MNPONCXOXOAEHUA
nocne BBeAeHUA XMBOTHOMY JIEKAPCTBEHHOIO npenapara Al BeTepuHapHOro
NPUMEeHEHUA;

L) yCnoBus OTMyCKa;

‘-I) HanMeHoBaHA W afgpeca TMnpon3BOACTBEHHbLIX TMMJIOWAA0OK Mponu3BoaUTENA
JIEKapCTBEHHOIO npenapara aJd seTepnHapHOro npuMeHeHud;



L) HaMMeHOBaHWe, agpec opraHu3auuK, YNONHOMOYEHHOW AepXaTtenem unm
BragenbLemM permcTpauuoHHOrO YOOCTOBEPEHMST NEKapCTBEHHOro npernapara Ha
NPUHATME NPETEH3UIN OT NOTPeduTens;

8) NpoeKTbl MaKeToB NEPBMYHON YNaKOBKM M BTOPUYHOWN YNAKOBKWN NEKAPCTBEHHOIO
npenaparta Ansi BETEPUHAPHOIro NPUMEHEHUS;

9) crnenywwme cBedeHVMs O IeKapCTBEHHOM npenapaTte Ans BeTepuHapHOro
NMPUMEHEHMS:

a) onucaHMe U COCTaB JieKapCTBEHHOro npenapata Ans BeTepuHapHOro
NMPUMEHEHWS;

6) onucaHne dapmaueBTUHECKON pas3paboTku;
B) onvcaHue npouecca NpoM3BOACTBA U €ro KOHTPOns;

) onMcaHue KOHTPOMNs KPWUTUYECKMX CTagaui npou3BoACTBa M MPOMEXYTOYHOM
NpoAyKLUW;

[) HaumeHoBaHMST W afpeca paspaboTyvka, Aepxatens wnv  Bnagesnbua
pernMcTpauoOHHOro YOOCTOBEPEHWS NeKapCTBEHHOrO npenapara,
NPON3BOACTBEHHbIX MNSIOWAA0K MPOM3BOAMTENS NEKapCTBEHHOro npenapara and
BETEPUHAPHOIO NPUMEHEHUS;

(MognyHKT B pegakuun, BBegeHHon B aenctemne PegepasnbHbiM 3aKOHOM OT 13
nona 2015 roga N 241-93.

e) papmaLeBTMYeCcKasi COBMECTUMOCTb;
) MUKpPOBMOorMyeckne xapakTepucTuKku;
3) MaTepuarnbHbln 6anaHc Ans NPon3BoACTBA CEPUN FOTOBOIO NPOAYKTA;

1) onucaHne XapakTepUCTUK U CBOWCTB YNaKOBOYHbIX MaTepuarnoB U YKYNOpPOYHbIX
CpencTs;

K) AOKYMEHTanbHoe nogreepXaeHne (Banngauns) npoLeccos 1 (Mnm) nx oLeHKa;

n) TpeboBaHMA K KadecTBY BCNoOMOraterbHbIX BeLwecTB (cepTudwmkar,
cneuundmkaumsa Ha BcnomoraTesibHble BellecTBa U nx o6oCcHoBaHue);

M) aHalmTn4yeckme MeToauKkn, ucnosnb3yemble Tpun OCyLIeCTBIIEHUN KOHTPOIA
Ka4deCcTBa BCromMorartesibHbIX BELLEeCTB;

H) [OOKyMeHTanbHoe noaTBepXaeHne (Banmmaauusl) aHanmMTUYECKUX METOAMK,
NCNOMb3yeMbIX MPW  OCYLUECTBINEHUM KOHTPONsS KayecTBa BCroMoraTerbHbIX
BELLECTB;
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O) VIHCbOpMaLI,VIFI 00 1cnonbL3oBaHMM BCNOMOraTenbHbIX BELIECTB YErNoBEYECKOro U
XMBOTHOIO MPOUCXOXOEHUA,

I'I) I/IHC*)OpMaLI,I/IFI 00 Mcnonb30BaHMM HOBbIX BCNOMOraTesibHbIX BELWIEeCTB;

p) TpeboBaHMA K KadecTBY JleKapCTBEHHOrO npenapata [Afs BeTEepUMHapHOro
NpUMeHeHns1 (cepTudmkaTt, cneumdmkauna Ha fekapCTBEHHbIM npenapar n KX
ob6oCHOBaHue);

C) aHalmTn4yeckne MeToaunkn, ucnosrnb3dyemble Tpu OCYLUECTBIIEHN KOHTPOJIA
KaydeCTBa JIeKapCTBEHHOrO rpernapara aJjid BeTepnHapHOro rnpuMeHeHuA,

T) AOKyMeHTanbHOe mnoaTBepXxaeHne (Banugauus) aHamMTUYecKUX MeToauK,
NCNOMb3yeMblX MNPW  OCYLUECTBMEHMM KOHTPONS KavecTBa JleKapCTBEHHOro
npenapara Ans BeTepnHapHOro NPUMEHEHUS;

y) [OOKYMEHT, MOATBEPXKOAOWMA KaYyeCcTBO INEeKapCTBEHHOro Mpenapata Tpex
MPOMBILLINEHHbIX Cepuii (MPOTOKOMN aHanM3a unv ceptTudmkaTt aHanunsa), oqHa cepus
KOTOpPOro [OIPkHa coBradaTb C cepueit obpasla nekapCcTBEHHOro npenapara,
NoJaHHOIo Ha PErMCTPaLVIo;

) XapakTepucTuka npumecem;

X) neped4eHb CTaHOapTHbIX 06pa3LI,OB, NCMNoJib3yeMblIX TMpn OCYLUEeCTBIIEHNN
KOHTPOJIA Ka4eCTBa JIeKapCTBEHHOIO rnperapara aJid BeTepnHapHOro npuMeHeHud;

L) OaHHble O CTabWibHOCTM NEeKapCTBEHHOro npenapata AN BeTepuHapHOro
NPUMEHEHUS;

10) Konnst AOKYMEHTa, coaepaLlero nHgopmaumio 0 Hanmdium nnm o6 oTCyTCTBUK
dhakToB pernctpawmm fiekapCTBEHHOro npenapara 45 BeTEPUHAPHOro NpUMeHeHus
3a npegernamn Poccunckon ®enepaunu;

11) cornacve B NUCbMEHHOW opme, NPeayCMOTPEHHOE YacTbio 7 HaCTOoALIEN
cTaTbW, B CNy4yae permctpaumm BOCNpon3BEAEHHOrO fieKapCTBEHHOrO npenapara;

(MyHKT B pepakuun, BBegeHHon B pencteue degepaslibHbiM _3aKOHOM OT 13
nona 2015 roga N 241-93.

12) KONMa LOKYMEHTa Ha PyCCKOM Si3blke, 3aBEPEHHOIO B YCTaHOBIIEHHOM MOPSiAKe
N NOATBEPXKOALLETO MPAaBOMOYHOCTb 3asBIIEHNSA O rOCYAAPCTBEHHON perycTpaumm
NeKapCTBEHHOIO Nnpenapara Afsi BETEPMHAPHOIO NPUMEHEHUS (OBEPEHHOCTD ).


http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/420287116

4. [lpn npoBegeHMn YCKOPEHHOM npouenypbl 3KCNepTusbl JIeKapCTBEHHOro
npenaparta gnsg BeTepuMHapHOro MNPUMEHEHUS B LEensxX ero rocygapCTBEeHHOM
perMcTpaumm MoxeT NpencTaBfAaTbCs MHGOPMaL UL, NolydeHHas nNpu nposeseHnn
KITMHUYECKMX UCCRenoBaHUM NeKapCTBEHHOro npenapara un onybrnvkoBaHHas B
cneunanmavpoBaHHbIX MeYyaTHbIX U3OaHUAX, a Takke LOOKYMEHTbl, coaepxalme
pe3ynbTaThbl NccrnegoBaHnst 6MO3KBMBANIEHTHOCTM SleKapCTBEHHOro npenaparta angd
BETEPUHAPHOIO NPUMEHEHUS.

5. Ha akcneptnsay pasfndHbIX JIeKapCTBEHHbIX (OPM OAHOMO UM TOro Xe
NeKapCTBEHHOro npenapata Ans BETEPUHAPHOrO MNPUMEHEHUs  3asBUTElb
npencraBndeT OTAerbHble 3aABSfIEHUA U PerMcTpauloHHbIe [0Cbe Ha KaXayro
neKkapcTBeHHyto dopmy. [lpu ycrnoBuM OOHOBPEMEHHOM MoAdadn Ha 3KCNepTusy
OLOHOW nekapcTBeHHOM {opMbl C pPasfMYHbIMU  OO3UMPOBKOW, KOHLIEHTpaLuuen,
06 beEMOM 3asiBUTENb NPEeACTaBseT O4HO 3asiBfieHMe N perncTpaunoHHOe OCke C
NPUSIOXKEHMEM MaKEeTOB YMaKOBOK Ha KaXayr [03UPOBKY, KaXOyt KOHLEHTpaumio,
Kaxkabl 06 bEM U KaXOoe KONMYEeCTBO 03 B YNaKOBKE.

6. 3adBuTenb BnpaBe NpeacTaBUTb MO COOCTBEHHOW WHMUMATMBE BMECTE C
3asiBfieHNeM O rocygapCTBEHHOW pernctpauuu rekapcTBEeHHOro npenaparta and
BETEPUHAapHOro NPUMEHEHNS OOKYMEHTHI, noaTeepxgaroLme ynnarty
rocy4apCTBEHHOM MOLLIMHbI U YKa3aHHble B NYHKTE 7 YacTu 2 HacTodulen ctatbu. B
cryyae nx HernpeacTaBrieHUsi COOTBETCTBYIOLMU YNOSTHOMOYEHHbIN (hefiepalibHbIN
opraH WCMONHUTENbHOW BrlacTU NpPoOBepseT akT ynnaTtbl  3adABUTENEM
rocygapCTBEHHOM NOLLIMHLI NOCPEeACTBOM UCMNOMNb30BaHNS MHGopmaummn o6 ynnarte
rocygapCTBEHHOM NOLLMHBDI, cogepxaLlencs B [ocynapcTBeHHON
NHEPOPMALMOHHON CUCTEME O roCYAapCTBEHHbIX N MyHULMNArbHbIX Nrarexax, Ha
OCHOBaHWM MpeacTaBlieHHbIX 3asBUTENEM KOMUMA OOKYMEHTOB, MOATBEepXOaroLLmMX
ynnaTy rocyaapCTBEHHOMW NOLLUUHBI.

7. He ponyckaeTcsi ucnonb3oBaHWe B KOMMEPYECKUX Lensax WHdopmMauum o
pesynbTatax OOKIMHUYECKMX UCCeoBaHUM  JIEKapCTBEHHbLIX CPeAcTB W
KIMTMHUYECKUX UCCNeaoBaHUA NEKAPCTBEHHbIX MpenapaTtoB AN BEeTepUHapPHOro
NPUMEHEHNS, NpeaCTaBfieHHON 3adBUTENEM 515 rocygapCTBEHHOW perucTpaumm
NeKapCTBEHHbIX npenapartoB, 6e€3 ero cornacusi B Te4eHue LWeCcTU neT ¢ aarhl
rocyaapCTBEHHOM perncTpaumm pedepeHTHOro JfekapCTBEHHOrO npenapata B
Poccuinckon denepaumn.

(Ctatba B pepakuun, BBegeHHon B pgenctBne ¢ 1 wmona 2015 ropa
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 roga N 429-P3.

KommeHTapun Kk ctatbe 17

Ctatba 18. [logaya u paccmMmoTpeHue 3asiBNeHus o
rocyaapCTBeHHOM perncrpaunm neKkapcTtBeHHOro
npenaparta Ansa MeaUMUUHCKOro npuMeHeHus
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(HanmeHoBaHve B pefakumun, BBegeHHon B gencteue ¢ 1 mons 2015 roga
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

1. Onsa rocygoapCTBEHHOM pernctTpauum rnekapCTBEHHOro npenaparta Ans
MEeLULIMHCKOrO MPUMEHEHUS lopuanyeckoe nuuo, OEenCTBYoLee B CODBCTBEHHbIX
MHTepecax UM ynosIHOMOYEHHOE NMpeacTaBndaTb MHTEPECHI 4PYroro opuandeckoro
nvua v 3asBnstoLLee fiekapCTBEHHbIN Npenapar Ha rocygapCTBEHHYIO perncTpaunio
(Danee B HaCcTOALEN cTaTbe - 3aABUTENb), NPencTaBnseT B YNONHOMOYEHHbIN
doeaeparnbHbIn opraH NCNOSTHUTESTbHOMN BflacTy, OCYLLECTBIIAIOLLMIN
roCygapCTBEHHYIO PerucTpauuio fiekapCTBEHHbIX MpenapaTtoB ON19 MeAULMHCKOro
NPUMEHEHNS, B 3SIEKTPOHHOM bOpMEe M Ha OyMadkHOM HoOcuTene 3asiBfieHne o
rocygapCTBEHHOW perucTpauuv fiekapcTBEHHOro npenapara Ansg MeguuMHCKOro
NMPUMEHEHUs,, a Takke B NopsaKe, YCTAHOBSIEHHOM  YMNOSIHOMOYEHHbIM
doegeparnbHbIM OpraHoM UCMOSNHUTESNTbHOW BracTW, B 3NIEKTPOHHOM dhopMe U Ha
OymMaxHOM HocuTerne HeobxoguMble [OOKYMEHTbI, W3 KOTOpbIX opMupyeTcs
perMcTpaumMoHHOe [O0Cbe Ha JIeKapCTBEHHbIM npenapar and  MeauLMHCKOro
npumMmeHeHus. *18.1)

(HYactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropga
PepeparnbHbiM 3aKoHOM OT 22 fekabpsa 2014 roga N 429-93.

2. B 3aaBneHuu o rocygapCcTBEHHOM perncTpaunmn nekapcTBeHHOro npenapara ans
MEeANLMHCKOro NpUMEHEHUS YKa3bIBaOTCH:

1) HanmeHoBaHVMEe W agpec 3aaBUTENS W NPOM3BOAUTENHA JIEKApPCTBEHHOIO
npenapaTta and MeguuUHCKOro NMpUMEHEHUS U agpec MecTa OCYLUECTBIIEHUS €ro
npovsBoAcTBa (B Clnyd4ae HanmuMuMa  HECKOSIbKMX  y4acTHMKOB  rpoLlecca
NpoM3BOACTBA HEOOXOOMMO YKasaTb KaXdoro yyacTHMKA B COOTBETCTBUMM C
OCYLLUECTBSIeMOW CTagmnemn npon3BoLCcTBa);

2) HauMeHoBaHMe JieKapCTBEHHOIO npenapata Ansg MeauuMHCKOro npuMeHeHus
(MexgyHapogHOe HernaTeHTOBaHHOe, WK rpynnupoBOYHOE, WM XMMUYECKoe U
TOProBOo€ HaMMEHOBaHUS);

3) nepeyveHb AENCTBYIOLLMX M BCMOMOraTeslbHbIX BELUEeCTB, BXOASLUMX B COCTaB
NekapcTBEHHOro npenapata Ans MeOUUMHCKOrO MPUMEHEHUsl, C  yKasaHueM
KOnMyecTBa KaXao0ro nu3 HUX;

4) nekapcTBeHHasa dopma, A03MPOBKA, CNocobbl BBEAEHUS U NMPUMEHEHMS!, CPOK
roqHOCTM NeKkapCTBEHHOIro NpenapaTta A MeauUNHCKOro NPUMEHEHUS;

5) dapmakoTepaneBTMyecKas rpynna, Ko aHaToOMO-TepaneBTUYEeCKO-XMMUYECKON
Kraccudpmkaumm, pekomeHgosaHHoOM BcemupHon opraHmnsaumen 34paBooXpaHeHns,
3agBngemMble nokasaHua [AOns MpUMEHEHUA JieKapCTBEHHOro npenaparta Ans
MeANLNHCKOro NpuMeHeHus;
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6) OTCcyTCTBME HEODXOOMMOCTW npPefoCTaBfeHns oT4yeTa O pesynbraTtax
KIMMHUYECKOro nccreaoBaHus, nccnegoBaHus OVO3KBMBANEHTHOCTM
NEeKapCTBEHHOro npenapara, paspeleHHoro And MeAUUWHCKOro NpUMEHEHUsT B
Poccuinckon depepaumm 6onee aBaguatyv net, C yKasaHMEM HOPMAaTMBHbIX
NpaBOBbIX aKTOB, NOATBEPXKAAKOLLMX JAHHBIN CPOK NPUMEHEHUS;

7) HeobxoaMMOCTb odhopMIieHUs paspeLleHnst Ha BBO3 B Poccuinckyto ®egepanmto
KOHKPETHOW MapTUM 3aperucTpuMpoBaHHbIX W (MM)  He3apermcTpupoBaHHbIX
NEKapCTBEHHbIX CPeAcTB, MNpedHasHayeHHbIX A9 MpoBeAEHUs OKCNepTu3bl
NekapCTBEHHbIX CPeaCTB B LLENSX rocya4apCTBEHHOM pernctpauuuy;

8) HeobGxooMMOCTb MPOBEOEHUS1 IKCNEPTU3bl OOKYMEHTOB, NpeacTaBneHHbIX Ans
onpedeneHnsl BO3MOXHOCTW paccMmaTpuBaTb NEKapCTBEHHbIM npenapat Ans
MEANLIMHCKOro NPUMEHEHMS! MPU OCYLLECTBIIEHUM FOCYAapCTBEHHOW perucTpaummn B
KayecTBe opdaHHOro NeKkapCTBEHHOro Npenapara;

9) HeobOXOAMMOCTb  MPUMEHEHUSI  YCKOPEHHOW  mnpoueaypbl  3KCNEepTU3bl
NeKapCTBEHHbIX CPEACTB B LieNsiX rocy4apCTBEHHON pernctpaumm nekapcTBEHHOIO
npenapara;

10) KonNuM LOKYMEHTOB, NOATBEPXKAAKOLLWMX YNATy roCyAapCTBEHHOW NOLLTUHbI:

a) 3a npoBedeHMe 3KCNepTU3bl JOKYMEHTOB, NPEACTaBMNEHHbIX A4S onpeaeneHns
BO3MOXHOCTW paccMaTpuBaTb JeKapCTBEHHbIN npenapaTt Ans MeaULUHCKOro
NPUMEHEHMSI MPU OCYLUECTBIIEHUM TOCYAApPCTBEHHON perucTpaumMm B KadecTBe
opdraHHOro nekapcTBEHHOrO npenapara;

6) 3a npoBefeHME IKCNEPTU3bI KaYeCTBa NIeKapCTBEHHOIO cpeaCcTBa N AKCMNepPTU3bl
OTHOLUEHNA  OXMOAeMOM  MNOMb3bl K BO3MOXHOMY  PUCKY  NPUMEHEHUd
NEeKapCTBEHHOro npenapara, paspeleHHoro Ang MeOUUWHCKOro MNpUMEHEHUsT B
Poccuinckon  ®depepaummn 6Gonee aBaguatu  neT, nNpu  OCYLIECTBIEHUN
rocyaapCTBEHHOM perncTpawumm nekapcTBEHHOro npenapara;

B) 3a NpoBeAEeHNe 3KCNePTM3bl KadecTBa JIeKapCTBEHHOIO CpeacTBa U AKCNepTU3bl
OTHOLUEHNA  OXuAaemMoM  Nomfb3bl K BO3MOXHOMY  PUCKY  MPUMEHEHUS
NMEKapCTBEHHOrO npenapara ANd  MEeOUUMHCKOro  MPUMEHEHUS MNpu  ero
rocygapCTBEHHOW perncTpauuu;

) 3a npoBeAeHne IKCNepTU3bl Ka4ecTBa JIeKapCTBEHHOro CpeacTBa U aKCNepTU3bl
OTHOLUEHNA  OXuAaemMoM nNomfb3bl K BO3MOXHOMY  PUCKY  MPUMEHEHUS
NeKapCTBEHHOro npenapata a9 MegUUMHCKOrO MNPUMEHEHUHA, B OTHOLLEHUU
KOTOPOro  MpoBedeHbl  MeXOyHapoAHble  MHOIOUEHTPOBble  KIMMHUYECKUE
nccregoBaHns, YacTb M3 KOTOpbIX npoBegeHa B Poccuinckon depepauun, npu
OCYLLECTBJIEHUN roCy4apCTBEHHOW perncTpawmm nekapcTBEHHOro npenapara;



11) Hann4umne cornacusa NPON3BOAUTENS NEKapCTBEHHOro npenaparta, NPon3Bo4CTBO
KOTOpOro ocywectenderca 3a npegenamm Poccuinckon ®epepaumn, Ha
npoBeaeHNE WHCNEKTUPOBAHUS MNPOU3BOAUTENS Ha COOTBETCTBUE TpeboBaHMsIM
npaBuIT Hagnexalen Nnpon3BoLCTBEHHON NPaKTUKK;

12) HanM4ue cornacus, NPeayCMOTPEHHOIO YacTbio 18 HacTosAWEeN cTaTby;

13) yKasaHMe Buaa NeKapCTBEHHOro npenaparta, MpeacTaBfiEHHOro Ha
percTpauno (pedepeHTHbIM NeKapCTBEHHbIM npenapaTt, BOCMPOU3BELEHHbIN
NeKapCcTBEHHbIM  npenapart, OuonorMvyecknin  nNeKapCTBEHHbIM  npenapar,
GrnoaHanorobin  (6MONOOOOHLIN)  fieKapCTBEHHbIM  NpenapaT  (GuoaHanor),
roMeonaTu4ecKnn JeKapCTBEHHbIM npenapaT, JeKapCTBEHHbIM pacTUTENbHbIN
npenapar).

(Yactb 2 B pepakumu, BBegeHHon B penctBne ¢ 1 wmona 2015 ropa
dPenepanbHbIM 3akoHOM 0T 22 aekabpsa 2014 roga N 429-903.

3. PernmctpauunoHHoe gocke popmMupyeTcs 13 crieqyowmx JOKYMEHTOB:

1) NPOEKTbl MakeTOB MEpPBUMYHOM YMNaKOBKM W BTOPUYHOW (NOTpPebuTernbckomn)
yNaKkoBKW fiekapCTBEHHOrO npenapara;

2) OOKYMEHT, NepeBedeHHbIN Ha PYCCKUA A3blK, NOATBEPXOAOWMA COOTBETCTBUE
NPOV3BOAUTENA PErMCTPUPYEMOro JIEKapCTBEHHOINO Mpenapata TpeboBaHMAM
npaBui opraHMsauunM Mpou3BOACTBA W KOHTPOSs KadecTBa JleKapCTBEHHbIX
CpeacTB, BblAaHHbIM  KOMMETEHTHbIM  OpraHOM  CTpaHbl  Mpou3BoOAUTENS
pPErMCTpUpyeMoro JfiekapCTBEHHOIO npenapaTta M 3aBepPeHHbl B YCTaHOBSIEHHOM
NnopsiaKe;

3) NPOEKT HOPMAaTMBHOW [OOKYMEHTauMM WM HOPMATMBHOMO [JOKYMEHTa Ha
NekapcTBEHHbIN npenapaTt nNMbo yKasaHMe COOTBETCTBYHOLEN ddapMakonenHou
cTaTby;

4) cxemMa TEXHOIOrMYecKoro npoLecca NponsBoACTBa JIEKapCTBEHHOIo npenapara,
ee onucaHne wn (Unn) cxema TEXHONOMMYeCcKoro npouecca npoM3BOACTBa
drapmaueBTU4eckomn cybcTaHumm, ee onucaHue;

5) OOKYMEHT, NepeBedeHHbIN Ha PYCCKUA A3blK, NOATBEPXOAKOWMIA COOTBETCTBUE
npovsBoauTena  papmaueBTMdeckoM  cybcTaHuum  TpeboBaHuAM  npaBun
opraHMsauum npou3BOACTBA WM KOHTPOMS Ka4vecTBa JieKapCTBEHHbIX CPencTs,
BblAaHHbI KOMMNETEHTHLIM OPraHOM CTpPaHbl NMpoun3BoauTensa dpapmaueBTU4eCKOn
cyOCTaHUMK, 3aBEePEHHbIN B YCTAHOBIIEHHOM MOPSIAKE N COAEPXKaLLMN:

a) HauMMmeHoBaHvWe  drapmaueBTU4Yeckonm — cybcTaHuumM  (MexayHapoaHoe
HeMnaTeHTOBaHHOE UIM XMMUYECKOE U TOProBOE HaUMEHOBaHMS);

6) HaMMeHoBaHWe 1 agpec NponsBoauTens gapmaueBTUYeckon cyocTaHumm;
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B) CPOK rogHOCTUM dhapMaLeBTUYECKON CybCTaHLuu;

6) A OKYMEHT, cogepxaLummn cBegeHus o] nokasarensix KayecTBa
drapmau,eBTU4ECKON cybcTaHumu, MCNosb3yemMon npu npou3BoaCcTBe
nekapcTBEHHbIX NpPenapaTos;

7) HOpmaTMBHAsA  OOKYMEHTaums WM HOPMAaTUBHbIM  OOKYMEHT  Ha
dapmaueBTUdeckyro  cybcTaHuuMio — mMBO  yKasaHue  COOTBETCTBYHOLLEW
doapmakonenHon ctaTby;

8) nHopmaums 06 ycrnoBumsiX XpaHeHUs!, NEPEBO3KN fleKapCTBEHHOrO npenaparta u
NHaa MHopmMaums;

9) oT4yeT O pelylribratax OOKIIMHNYEeCKOro wuccrnegoBaHna JrieKkapCTtBEeHHOro
cpegcrtea and MeanumnHCKOro rnpuMmeHeHu4, COLI,Gp)K&LLI,I/IVI onncaHue, pesyrbratbl U
CTaTUCTUYECKUIM aHann3 pe3yrnbTatoB AaHHOINo AOKJIMHNYECKOro nccregoBaHus,

10) oTyeT O pesynbratax [OOKMUMHMYECKOrO WCCreaoBaHUs JeKapCTBEHHOro
CpeacTBa M KIMHUMYECKOTO WCCIeAOBaHUsl JleKkapCTBEHHOro npenapara Aans
BETEPUHAPHOIO NPUMEHEHNS;

11) NPOEKT MPOTOKONa KIMHUYECKOro UCCreaoBaHMs NEeKapCTBEHHOro npenapara
ONS MEAULIMHCKOIO MPUMEHEHUS;

12) 6powlopa uccregosartens;
13) NHPOPMALMOHHbIN JIMCTOK NauMeEHTa;

14) wHGopMauus O BbiNfaTax W KOMMNEHcauusix nauuveHTam  (340pOBbiM
aobposorbLam, 60nbHbIM) (ganee - nauneHTbl), NPUBIIEYEHHBIM K NPOBEOEHUIO
KIMTMHUYECKMX UCCregoBaHUA NEeKapCTBEHHOro npenapaTta Ansg MeauLMUMHCKOro
NPUMEHEHNs1, UuccrnefoBaHU OWO3KBUBANEHTHOCTU U (MNK) TepaneBTUYEeCKOn
9KBUBANEHTHOCTH;

15) oTyeT 0O pesynbTatax MeXayHapoaHbIX MHOMOLEHTPOBbLIX KIMHUYECKUX
nccregoBaHUA  JIeKapCTBEHHOIO rnpenapata Agngd MeauuMHCKOro npUMEHEHUs,
4YacTb M3 KOTOPbLIX NpoBeaeHa Ha Tepputopumn Poccuinckon ®enepavumu;

16) NPOEKT MHCTPYKLMN MO NPUMEHEHWNIO NEKAPCTBEHHOIO npenapara, CoaepKaLLmi
cneayowme cBeaeHUs:

a) HanMeHoBaHME JieKkapCTBEHHOINo cpeancrtBa (MemyHaponHoe HenateHToBaHHOe
nnn XxmMn4yeckoe 1 Toprosoe HaI/IMeHOBaHI/IFI);

6) nekapcTBeHHass dopMa C yKa3aHMEM HaMMEHOBaHWMA WU  KONMMYECTBEHHOMO
cogepaHus (akTMBHOCTK) dbapMaLEBTUHYECKUX CYOCTaHUMA M BCNOMOraTenbHbIX
BELLECTB;



B) dbapMakoTepaneBTMYecKas rpynna rekapcTBEHHOro npenapara;
) NoKasaHus Ans NPUMEHEHUS;
[1) NPOTMBOMNOKa3aHns ANs NPUMEHEHS;

€) pexmMm O03MpoBaHuA, cnocob BBedeHWs, NMpu HEOBXOOMMOCTU BpeMsa npuema
NeKapCTBEHHOrO npenapaTta, MNPOLOIMKUTENBbHOCTL JledeHnss (B TOM  yucre
nekapcTBEHHOro npenapata AN MeguUUMHCKOro NPUMEHEHWS Y OeTen A0 U nocre
ofHoro roga);

(MognyHKT B pepakuuu, BBegeHHOW B AencTteue ¢ 22 Hosbpss 2014 ropa
depnepanbHblM 3akoHOM OT 22 okTA6psa 2014 roga N 313-P3.

X) Mepbl NPeaoCTOPOXHOCTU NPY MPUMEHEHWUU;
3) CUMMNTOMbI NEePeno3nUPOBKN, MEPLI MO OKa3aHW NOMOLLM NPU Nepeao3npPOBKE;

M) ykasaHue, Npu HeobXoOAMMOCTM, OCODEHHOCTENW [OEWCTBUSI NeKapCTBEHHOrO
npenaparta npu nepBoM nNpueme UM nNpu ero OTMeHE;

K) onnucaHue, npyu HeobxoanmMocTu, AeNCTBUn Bpada (henbalwepa), cneymanucTa B
obractn BeTepuHapuu, nauneHTa, BriagenbLa XUBOTHOMO NpU Nponycke npuema
OLHOWM UM HECKOSbKMX 03 fieKkapCTBEHHOIO npenapara,;

) BO3MOXHble NOOOYHbIE 4ENCTBMSA NPU NPUMEHEHUN NEKAPCTBEHHOIO NpenapaTa;

M) B3aMMOOENCTBME C OPYIMMUN NIEKApCTBEHHbIMM NpenapaTtaMmu u (Unu) NULLEBbIMU
npoayKTamu, KopMamu;

H) YyKa3aHMe BO3MOXHOCTM UM OCOOEHHOCTEN MEeOUUMHCKOrO MNPUMEHEHNS
NeKapCTBEHHOro npenapata 6epeMeHHbIMAN KEHLLMHAMMW, XEHLLMHaMU B MNepuoa
FPYAHOr0 BCKapMIMBaHWs, AETbMK, B3POCIbIMK, WUMEIOLWMMN  XPOHUYECKUNE
3aboneBaHus;

O) CBedeHMs O BO3MOXHOM BIMSIHUM JIEKApCTBEHHOro npenapara Aans
MEOULMHCKOTO MPUMEHEHUsS Ha CMNOCOOHOCTbL  yNpaBnATb  TPaHCMOPTHbLIMU
CpeacTBaMU, MEXaHU3MaMK;

I'I) CPOK rogHOCTHU U yKa3aHue Ha 3arnpeT npuMmeHeHuna neKkapCTtBeHHOro npernapara
Nno ncteveHmnm cpoka roaoHoCTH;

p) YCIIOBUS XpaHEHUS;

C) ykasaHue Ha HeobGXO0OMMOCTb XPaHEeHUs! NekapCTBEHHOro npenapaTta B MecTax,
HEeOOCTYMHbIX AN AeTew;
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T) ykasaHue, npu HeobXoOAUMOCTMW, chneuuarnbHblIX Mep NpeaoCTOPOXHOCTM MpU
YHUYTOXEHUN HENCTONb30BaHHbIX NIEKAPCTBEHHbIX NPenapaTos.;

y) CPOKM BO3MOXHOIo WwmCnNosib3oBaHNA MNpoaykKunun XMBOTHOIO MNMPONCXOXOAEHUA
nocne BBeAeHUA XMBOTHOMY JIEKAPCTBEHHOIO npenapara Al BeTepuHapHOro
NPUMEeHEHUA;

¢) HanmeHoBaHVe, agpec MNPOVM3BOAUTENSA NEKapCTBEHHOro npenapaTta U aapec
MecTa NpOon3BOACTBA NEKAPCTBEHHOMO Npenapara;

X) ycrnoBusi oTnycka (nognyHKT OOMNofnHUTENbHO BKModeH ¢ 3 aekabpsa 2010 ropa
denepanbHbiM 3akoHOM OT 29 HosA6psa 2010 roga N 313-93);

17) nepeBefeHHas Ha PYCCKUN A3blK M 3aBEpeHHasl B YCTAHOBIIEHHOM Mopsiake
KONusa OOKYMeHTa, NOATBEPXOaloLero permcTpawmio fiekapcTBEHHOro npenapara B
crnyyae ero peructpauun BHe npegenos Poccurckon ®enepavumu;

18) [OOKyMeHTbl, MNpeacTaBnsiemMble B COOTBETCTBMM CO cTartbamu 19-23
HacTogulero PeaepanbHOro 3aKkoHa.

C 1 anBapa 2016 roga PegepanbHbiM 3aKOHOM OT 22 aekabpa 2014 roga N
429-03 yacTb 3 HacTosLLEN cTaTbh ByaeT U3noxeHa B HOBOW peadakLun.

4. o >kenaHuto 3asiBUTENS MOryT 6bITb NpeacTaBneHbl OTYETbI O NPOBEAEHHbIX B
CTpaHe 3asiBUTENS WU OPYrMX CTpaHax pesyrnbrartax KMHUYECKUX UCCredoBaHun,
nccnegoBaHnii 6MO3KBUMBANEHTHOCTU N (M) TepaneBTUYECKON 3KBUBANEHTHOCTU
NeKapCTBEHHOroO npenapara (BKMOYas anMaemMmoriornyeckme nnm
9MNU300TOSOMMYECKME  UCCregoBaHUS  MMMYHOBMOMOMMYECKNX  FIeKapCTBEHHbIX
npenapaToB, NpegHasHaYeHHbIX 4715 UMMYHONOMMYeCckon NpodomnakTUKN N Nie4YeHns
NH(PEKLMOHHbIX 3aboneBaHun, B TOM YucCre y OeTen), coaepalme OonucaHus
NPOBEAEHHbIX WCCMeAoBaHUA EeKapCTBEHHOrO npenapara, WX pesynbtatbl U
CTaTUCTMUYECKUIN aHanM3 rnosly4eHHbIX pe3yrbTaToB.

C 1 anBapa 2016 roga PegepanbHbiM 3akOHOM OT 22 aekabpa 2014 roga N
429-03 yacTb 4 HacTosLLEN cTaTbh ByaeT U3noxeHa B HOBOW peadakLun.

5. K 3a\BneHnio 0 rocyaapCTBEHHOW perucTpauuM NekapCTBEHHOro npenaparta
npunararTcs:

1) [OOKYMEHT, MOATBEPXOAWMN ynnaTy rocydapCTBEHHOM MOWMHbLI  3a
NpoBeaeHne 3KCnepTmU3bl JOKYMEHTOB 4518 NOSydeHns pa3peLleHun Ha nposeaeHne
KNMHUYECKNX UCCReoBaHUA NekapCTBEHHOro rnpenapata Angd MeguumMHCKOro
NPUMEHEHNST U 3TUYECKOM ISKCNepTusbl MNpyv obpalleHun 3a rocyaapcTBEHHOM
perucTpawmen nekapcTBEHHOro npenapara;
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2) [OOKYMEHT, noATeBepxgawwmi ynnaty rocygapCTBEHHOM MOLWWIMHBI - 3a
NpoBeOeHNE IKCNEepTU3bl KavyecTBa JIEKApPCTBEHHOINO CpeacTBa M 3KCMNepTusbl
OTHOLIEHNA  OXMAaemMouM Nosfb3bl K BO3MOXHOMY  PUCKY  MPUMEHEHUS
NEKapCTBEHHOrO npernapara, paspeleHHOro And MeauUMHCKOro NpUMEHEeHUs Ha
Tepputopun Poccuimnckon ®eaepaumm 6onee asaguatu neT, npu rocyaapcTBEeHHOM
perncTpaumm nekapCTBEHHOro npenapara;

3) [AOOKYMEHT, noATBepXaawwun ynraTy rocygapCTBEHHOW MOWMHLL  3a
NnpoBedeHNEe 3KCNEepPTU3bl KavyecTBa JIEKApPCTBEHHOINO CpeacTBa M 3KCMNEepTusbl
OTHOLUEHNA  OXMAaemMoM Nosfb3bl K BO3MOXHOMY  PUCKY  MPUMEHEHUS
NIEKapCTBEHHOrO npenapata Ansg MeOULWUHCKOro MPUMEHEHUSA, B OTHOLLEHUN
KOTOPOro  MpoBeLEHbI MeXOyHapo4Hble  MHOIOUEHTPOBble  KIMMHUYECKUE
nccregoBaHns, 4YacTb W3 KOTOPbIX MpoBedeHa Ha Tepputopun Poccumnckon
denepaunn, Npu rocygapCTBEHHON perncTpanmm nekapcTBEHHOro npenapara;

4) [OKYMEHT, nogTBepxgalwmi ynnaty rocyadapCTBEHHOM MOLWWIMHBI  3a
npoBefeHne 3KCMepTu3bl KayecTBa JeKapCTBEHHOrO cpedcTBa W 3KCNEepTU3b
OTHOLUEHNA  OXMOaemMoM Nomfb3bl K BO3MOXHOMY  PUCKY  MPUMEHEHUS
NeKapCTBEHHOro npenapata a9 BETEPUHAPHOro  MPUMEHEHUs nMnpu  ero
rocygapCTBEHHOW pernctpaumn.

C 1 anBapa 2016 roga PegepanbHbiM 3aKOHOM OT 22 aekabpa 2014 roga N
429-03 yacTb 5 HacTosLen cTaTbh ByaeT U3noxeHa B HOBOW peaakLun.
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6. He pgonyckaioTca nosnydeHue, pasrnalleHue, UCMosfib3oBaHNE B KOMMEPYECKNX
uensax u B Uendx rocyadapCTBEHHOM perncTpaunm rekapCTBEHHbIX npenapaToB
MHopMaumMm O pesynbTatax LOOKIIMHUYECKUX WCCNeaoBaHUA JieKapCTBEHHbIX
cpeacTB W KIMHUYECKUX  UCCegoBaHWA — NIEKAPCTBEHHbIX — NpenapaTos,
NpeacTaBieHHON 3adBUTENEM NS FOCYAAapPCTBEHHOM perncTpaumm nekapCTBEHHbIX
npenapaTtoB, 6e3 ero cornacusi B Te4eHne WecTu NeT ¢ gatbl rocyaapcTBEHHOM
perMcTpaumm nekapcTBEHHOro Npenapara.

HecobniogeHne 3anpeTta, YCTaAHOBMEHHONO HACTOSILWEW 4acTblo, BfeYyeT 3a
cobon OTBETCTBEHHOCTb B COOTBETCTBMW C 3akoHogaTenbCTBOM Poccuinckon
depepauun.

Ha Tepputopum Poccuiickon degepaumm  3anpeligeTcs  obpalueHue
NeKapCTBEHHbIX CPeaCcTB, 3apermcTpUpOBaHHbIX C HapyLLEHMEM HacTOoSsILLEN YacTu.

(YacTb pononHuTenbHO BKItodeHa ¢ 26 okTabpsa 2010 roga PeneparnbHbIM
3akoHoM oT 11 okTsa6ps 2010 roga N 271-$3)

[MNonoxeHusa YyacTu 6 HacTosLWen cTaTbu (B peaakunm PegepanbHOro 3akoHa ot
11 okTa6psa 2010 roga N 271-P3) NPUMEHAIOTCA K NPaBOOTHOLLEHNSIM, BO3HUKLLMM
nocrie OHA BCTynsfieHna B cuny ana Poccurckon ®Pepepaumm npoTokona o
npucoegnHeHnn Poccuinckon depepavmm K BcemmpHoOM TOpProBon opraHu3auuu -
cM. ctaTbto 2 PenepanbHoro 3akoHa o1 11 okTa6psa 2010 rona N 271-P3.

C 1 anBapsa 2016 roga PenepanbHbiM 3akoHoM OT 22 nekabpsa 2014 roga N
429-03 yacTb 6 HacTosLLEN cTaTbh ByaeT U3noXxeHa B HOBOW pedakLun.

C 1 anBapsa 2016 roga PenepanbHbiM 3akoHoM oT 22 nekabpsa 2014 roga N
429-03 HacTosAWasa cTaTbsa ByaeT AonofnHeHa YacTamm 7-22.

KommeHTapumn kK ctatbe 18

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

1. B TedyeHue pgecatn paboumx OHEN CO [OHA MPUHATUA 3asiBNEHUSI O
rocygapCTBEHHOW perncTpaumn JnekapCTBEHHOINo npenapata COOTBETCTBYHOLLMINA
YMNOSMMHOMOYEHHbIN  dbegeparnbHbini - OpraH  UCMONMHUTESNTbHOW  BIilaCTU  MPOBOAUT
NPOBEPKY  MOMHOTbI,  AOCTOBEPHOCTU U  TMpPaBUIbHOCTN  Od)OPMIIEHNS
npeacTaBfieHHbIX OOKYMEHTOB PerncTpauMoHHOIO [OCbe Ha JieKapCTBEHHbIN
npenapart u NPUHUMAaET peLLEHNE O Bblade 3aaHnsa Ha npoBeeHNE:
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1) aKcnepTu3bl AOKYMEHTOB, MpeAcTaBMEeHHbIX AN ONpenerieHnss BO3MOXHOCTM
paccMaTpMBaThb NEKapCTBEHHbIN npenapaTt Ans MeAULMHCKOrO MPUMEHEHUS Mpu
OCYLUECTBIEHNM  FOCYAAPCTBEHHON pernctpauum B  KadecTBe OpPdaHHOro
NeKapcTBEHHOro Npenapara;

2) 3KCnepTM3bl NEeKApCTBEHHOIO CPeAcTBa B 4acTW 3KCNEepTM3bl KadecTBa
NEeKapCTBEHHOrO CpeaCcTBa W 3KCMNEPTU3bl OTHOLLEHMSI OXMOAEMOW MOomMb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHWUsI NeKapCTBEHHOro npenapaTta Ans MeauLyMHCKOro
NPUMEHEHMS;

3) 9KCnepTusbl JNEKApCTBEHHONO CpeacTBa B 4YacTW 9KCNepTusbl KavecTBa
NEKapCTBEHHOrO CpeAcTBa W 9KCNEepTU3bl OTHOLUEHUSI OXMOAeMon Mofb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUSI NEeKapCTBEHHOro npenapara gns MeguuuHCKOro
NPUMEHEHNST B MNOPSAKEe YCKOPEHHOM npouenypbl 9KCNepTusbl feKapCTBEHHbIX
CpeacTB B COOTBETCTBUM CO cTaTben 26 HacToduero PenepansHOro 3akoHa;

4) 3KcnepTu3bl JEKapCTBEHHOTO CPeACcTBa B OTHOLUEHUM JEKapCTBEHHOrO
npenaparta Ansi BETEPUHAPHOIro NMPUMEHEHMUS.

2. YNOonHOMOoYeHHbIN doefiepalibHbIM OpraH UCTMOSTHUTENBHOM BlacTy YBEAOMIISET B
9NIEKTPOHHON OpME WM Ha OyMaKHOM HocuTene 3asBUTEeNd M 3KCNepTHoe
yypexageHue O NPUHATOM pelleHuMn O Bblhadve 3afaHni Ha NpoBeLeHne 3KCnepTus,
NpeayCcMOTPEHHbIX YacTbio 1 HacTosAWEen cTaTbW, U B Crydae HeobxoguMMoCTu O
Bblgaye paspelleHusi Ha BBO3 B Poccuuckyto Penepaumio KOHKPETHOW MapTum,
cepun 3aperMcTpupoBaHHbIX M (UNN) He3aperncTPUPOBaHHbBIX JleKapCTBEHHbIX
cpencTtB unm ob oTkase B NpoBeAeHUN NPeayCMOTPEHHbIX 3KCNEPTU3 C YKa3aHNEM
NPUYNH TaKoro oTkasa.

3. B cnyyae BbiSiBNeHMS OTCYTCTBUA WM HEOOCTOBEPHOCTU MHGOpMaLUu,
cofepXallenca B rnpeacTaBrfieHHbIX 3asBUTENIeM AOKYMEeHTax, YMNOFHOMOYEHHbIN
deepanbHbIA OpraH NUCMONMHUTENbHOM BracTy HanpaBnseT 3asBUTENo 3anpoc ob
YTOYHEHUN 3TOMN MHJpopMaLun (ganee - 3anpoc YNorHOMOYEHHOro doeepansHOro
opraHa  WUCMOSHUTENbHOW  BflacTW),  KOTOpbIM  MOXeT  OblTb  nepeaaH
YNOSNIHOMOYEHHOMY NpeacTaBuUTEmNo 3asBUTENS JIMYHO MO PacruCKy, HarnpasrieH
MO nMoyTe 3akasHbIM [MUCbMOM WM nepedaH B 3NEeKTPOHHOW dhopme o
TENEeKOMMYHUKALMOHHLIM KaHanmam cBA3n. B cnyyae HanpaeneHus 3anpoca
YMNOSNMHOMOYEHHOro pefepanbHOr0 opraHa WCMNOSIHUTENbHOWM BrlaCTU NO  MNo4vTe
3aKa3HbIM NMMCbMOM OH CYMUTAETCA NOSTyYEeHHbIM MO NCTEYEHUN LWEeCTN OHEN C AaTbl
HanpaBfieHNsa 3aKa3Horo Nucbma.

4. 3aasutenb 06583aH npeacTaBUTb OTBET Ha 3anpoc  YNoSIHOMOYEHHOrO
degepanbHOro opraHa WCMNOMHUTENbHOM BRAcTM B CPOK, He NpeBblLUaoLLmMm
AeBsaHoCTa paboymx gHen co OHs ero nosiydeHms. Cpok, yKasaHHbIM B Yactu 1
HacTosAWEW CTaTbW, MPUOCTAHABNMBAETCA CO [OHSA HarpasfieHUs 3asiBUTENO
3anpoca ynosIHOMOYEHHOro dpefeparibHOro opraHa UCNOSNHUTENBHOW BlacTn 40 AHSA
NOfy4YeHMs UM COOTBETCTBYHIOLLErNo OTBeTa.
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5. OcHoBaHveM a59 oTKasa B OpraHMsauum aKcrnepTma, NpeayCMOTPEHHbIX YacTblo
1 HacTosAWEN CTaTbK, ABNAETCS NpeacTaBfieHne HeobXxoauMbIX Ans NPOBEeAEHUs
NPeaAyCMOTPEHHbLIX  3KCMEPTM3  JOKYMEHTOB B  HEMONHOM o0beme  unm
HenpeacTaBlieHne 3asiBUTENieM B YCTAHOBIIEHHbIW CPOK OTBETa Ha 3anpoc
YrNOSTHOMOYEHHOrO heaepanbHOro opraHa WCMNOSHUTENbHOW BrlacTU, a TakKxe
NpeacTaBfieHne [OOKYMEHTOB, He coAepXalwmx WCYEpPnbIBaKOLWEro nepeYHs
HeobxoanMbIX CBEOEHUN.

(Ctatba B pepakuun, BBedeHHon B pgenctBne ¢ 1 wona 2015 ropa
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-P3.

KommeHTapun Kk ctatbe 19

Ctatba 20. KcnepTU3a AOKYMEHTOB, NpeACTaBNeHHbIX Ans
onpeaesrieHNs BO3MOXXHOCTU paccMaTpuBaTb
nekapCcTBeHHbIU nNpenapar Ansa MeANLUUHCKOro NnpuMeHeHus
Npu OCyLEeCTBJIEHNU rOCYyAapCTBEHHON perucTpauvu B
KayecTBe opraHHOro nNeKapCTBeHHOro npenapara

1. OKkcnepTmsa OOKYMEHTOB, NpeaCTaBrfieHHbIX Ans onpefeneHnus BO3MOXHOCTU
paccMaTpvBaTthb feKapCTBEHHbIW Npenapat Ansgd MeOUUWHCKOro MpUMEHeHus npu
OCYLLECTBJIEHUN TOCYOAPCTBEHHOM perucTtpaumm B KayecTBe  OpdhaHHOro
NeKapCTBEHHOro npenapaTa, COCTaBfIeHNEe KOMUCCUEWN IKCMEPTOB 3aK/MOYEHUA O
BO3MOXXHOCTU UMM HEBO3MOXHOCTU paccMaTpmuBaThb JIeKapCTBEHHbIN npenapaT 4114
MEANLMHCKOro NMPUMEHEHNS NMpu OCYLLECTBIIEHUN rOCY4apCTBEHHOW perucTpauumv B
KadecTBe Op(paHHOro JIeKapCTBEHHOINo rpernaparta W HanpaslieHWe [OaHHOro
3aKNOYEHNA B YMONHOMOYEHHbIM doeeparibHbIA OpraH MCMOSHUTENBHOW BriacTu
OCYLLUECTBIIAIOTCA B CPOK, HE MpeBbllauwmi Tpuguatn paboymx gHen co OHA
NOSTydEeHNA SKCMEPTHbIM ydpexaeHnem 3aaHus YnofIHOMOYeHHOro doefeparnbHOoro
opraHa MWCNOSIHUTENbHOM BracTW U B 3fIEKTPOHHOM dOpMe UM Ha ByMadkHbIX
HOCUTENSX HEOOXOANMbIX JOKYMEHTOB, YKasaHHbIX B NyHkTax 1, 2, 5, 6, 10 yactun 4
N B YacTtu 7 ctatbu 18 HacTosuero PegepanbHOro 3akoHa.

2. [lokymeHTbl, coaepxawpmecs B pPerMcTpauuoHHOM [OCbe Ha JeKapCTBEHHbIN
npenapaT 1 NOCTyNUBLLME Ha BYMaXKHbIX HOCUTENSIX B 9KCMEPTHOE yupexaeHne s
OCYLLECTBJIEHUA X IKCMEpPTU3bl 4S9 onpeaeneHns BO3MOXHOCTU paccMaTpuBaTh
NeKapCTBEHHbIN Npenapar 4519 MeAULMHCKOro NPUMEHEHUST B Ka4ecTBe OpddaHHOro
NeKapCTBEHHOro  rnpernapara, noanexar Bo3BpaTty B YMNONIHOMOYEHHbIN
doegeparnbHbIN OpraH UCMONHUTENBHOMN BrlaCTU OQHOBPEMEHHO C 3aKITHOYEHUAMU
COOTBETCTBYHOLLMX IKCNEPTUS.

(Ctatba B pepakuumn, BBegeHHon B pgenctBne ¢ 1 wmona 2015 ropa
denepasnbHbIM 3akOHOM OT 22 fekabpsa 2014 rona N 429-93.

KommeHTapum k ctatbe 20

Ctatbs 21. PeweHue 0 BO3MOXHOCTU paccMmaTpuBaThb
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neKapcTBeHHbIN NpenapaT Npu ocyLlecTBNeHun
rocynapcTBeHHOM perucTpaumm B KayecTtBe opcaHHOro
neKapcTBeHHOro npenaparta

1. B cpok, He npeBbIwaowmn AT pabounx gHeN Co OHS NOSTydeHUs 3aKkroyeHus,
yKa3aHHOro Byactm 1 crtatbu 20 HacToduwero ®PegepanbHOro —3akKoHa,
YMNOSIHOMOYEHHbIN hefepanbHbl OpraH MCMOSHUTENBHOM BflaCTU OCYLLECTBIISET
OLLEHKY MOSTy4YEHHOro 3aKksmoveHna Ons onpeaesieHns ero COOTBETCTBUSA 3afaHuio
Ha npoBedEeHWe COOTBETCTBYHLUEN OSKCMepTM3bl M yBeLOMISeT 3asBuTens B
9IIEKTPOHHON dopMe UM Ha BymakHOM HocuTene O pesyrbTatax npoBeaeHHOW
9KCNepTU3bl C MNPUIIOKEHNEM KOMUM IKCMEPTHOrO 3akroyeHus (C coxXpaHeHnem
KOH(pMOeHUnansHOCTM WHGopMaLUum O CocTaBe 3KCMEPTHOM KOMWUCCUMM) U O
BO3MOXHOCTU UM HEBO3MOXXHOCTU paccMaTpmuBaThb JIeKapCTBEHHbIN npenapaT 4114
MEANLMHCKOro NMPUMEHEHNS NMpu OCYLLECTBIIEHUN rOCYy4apCTBEHHON perMcTpaumv B
KadecTBe OpdpaHHOro fiekapCTBEHHOro rnpenapara.

2. [lpn BblHECEHMM KOMWUCCUEW JKCNEPTOB 3aK/MOYEHUA O BO3MOXHOCTU
paccMaTpvBaTthb feKapCTBEHHbIW Npenapat Ansgd MeOUUUHCKOro MpUMEHeHus npu
OCYLLECTBJIEHUN TOCYOAPCTBEHHOM perucTtpaumMm B KadyecTBe  OpdhaHHOro
NeKapCTBEHHOIO npenapara YMNOSTHOMOYEHHbI doepepanbHbIn opraH
NCMNOSHUTENBbHOW BNacTuM B CPOK, HE MpeBblwarowmn NATu paboumnx gHen co OHS
NOSlydeHNs OaHHOro 3aKriyeHus, NPUHMMaeT pelleHne O Bblgadve 3aJaHus Ha
npoBefeHne 3KCMNepTu3bl KayecTBa JeKapCTBEHHOrO cpeacTBa W 3KCNepTUsbl
OTHOLUEHNA  OXMAaemMoM nNomfb3bl K BO3MOXHOMY  PUCKY  MPUMEHEHUS
NeKapCTBEHHOro npenapata Ansgd  MeOUUUMHCKOrO MNpUMEHeHUs B Mnopsake
YCKOPEHHOW Mpoueaypbl 3KCNepTUsbl NleKapCTBEHHOIO cpeacTBa B COOTBETCTBUMU
co cTtaTtben 26 HacTosaulero PegepanbHOrO 3aKoHa.

3. B cnyyae npuHATMA pewleHMss O  HEBO3MOXHOCTM  paccMartpuBaTthb
NeKkapCTBEHHbIW npenapaT Ansg MeguuMHCKOro NpUMEHEHUs NMpu rocyaapcTBEHHOM
perncTpauum B KayecTBe opdbaHHOro NeKapCTBEHHOro npenapara
YMNONMHOMOYEHHbIN (pefiepalibHbIL OpraH WUCMOSIHUTENbLHOM BflaCTU MpeKpallaeT
npouenypy rocydapCTBEHHOM  perncTpauum  fieKapCTBEHHOro  npenapara.
3asaBuTenb BripaBe 00OpaTUTLCA B PErMCTPUPYIOLLMIA OpraH C 3asBfiEHMEM O
rocygapCTBEHHON perncTpauun YyKasaHHOro JieKapCTBEHHOro npenapata B
COOTBETCTBUM CcO cTaTtben 18 HacTosulero PenepanbHOro 3aKoHa.

(Ctatba B pepakuun, BBegeHHon B pgenctBne ¢ 1 wona 2015 ropa
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-93.

KommeHTapui K ctaTtbe 21

Ctatbna 22. PeweHne o npoBeAeHUN KITMHUYECKOrO
nccneanoBaHUsA JfieKapCTBEHHOroO nNpenaparta Ans
MeAULMHCKOro NpUMeHeHUs
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(YTpatuna cuny ¢ 1 uiona 2015 roga - PegepanbHbli 3akoH OT 22 aekabps 2014
roga N 429-93.)

KoMmeHTapum K ctatbe 22

CtaTtbAa 23. 9KCcnepTU3a KayecTBa JIeKapCTBEHHOIO
cpeAcTBa M 3KCnepTnU3a OTHOLLUEHUS OXUAaeMoun Nosib3bl K
BO3MOXXHOMY PUCKY NPUMEHEHNA NieKapCTBEHHOro
npenaparta Ansa MeaUMUUHCKOro npuMeHeHus

1. OKcnepTmsa KadecTBa JIEKapCTBEHHOrO CpencTBa M 3KCnepTu3a OTHOLUEHUS
OXnaaemMou rnorb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NIeKapCTBEHHOIO npenapaTa
Ang  MeOWUMHCKOTrO  MPUMEHEHUHA, COCTaBfleHMe KOMWCCUAMM  SKCNepToB
3aKMOYEeHNn No pesynbTaTtaMm MNpPoOBeOEHHBIX 3KCMEepTU3 W HanpasBSieHne 9TUX
3aK/MOYEHNN B YMONHOMOYEHHbIN doeeparibHbIA OpraH MCMOSHUTENBHOW BriacTu
OCYLLUECTBIIAIOTCA B CPOK, HE MPEBbILLAOWMA CTa AeCATM pabounx OHEN CO OHA
noslydeHus 9KCMEepPTHbIM yypexgeHnem COOTBETCTBYHLLENO 3agaHuvs
YrNOSTHOMOYEHHOTO heeparibHOro opraHa UCMOMHUTENbHOM BNAacTy 1 HEODXO4UMbIX
AOKYMEHTOB B 351EKTPOHHON (hopme Unn Ha ByMaxkHbIX HOCUTENAX.

2. B TeyeHue OeBAHOCTaA OHEW CO OHA MOJSlyYEHUS pPeLleHUs YNOSTHOMOYEHHOro
doegepanbHOro opraHa WCMOMHUTENBHON BraCTU O MNPOBEAEHMN  QKCMNEPTUS,
NpeayCcMOTPEeHHbIX YacTblo 1 HacTosdwen cTtaTbu, 3adBUTENb MNPeacTaBrseT B
9KCMepTHOE y4ypexaeHue ONa NpoBedeHUs 9KCNepTm3bl KadecTBa JIeKapCTBEHHOIo
cpeacTea obpasubl NleKapCTBEHHOrO Npenapara Aans MeguumMHCKOro NpUMeEHEHMs,
NPON3BEOEHHOIO B COOTBETCTBMM C TPebOBaHMSIMU OMbITHO-NPOMbILLIIEHHOMO W
(Mrm) NPOMbILLIIEHHOrO pernameHToB, YyTBEPXKOEHHbIX pykoBoauTenem
Npoun3BOAUTESNA JIeKapCTBEHHbBIX CPEACTB, a Takke B COOTBETCTBYIOLLMX Crydasx
obpasubl (papmaueBTnyeckon cybcTaHuun, TecT-lTaMmma MUKPOOPraHM3MoB,
KynbTypbl KINETOK, obpasubl BewecTB, NPUMEHSIEMbIX OS5 KOHTPONs KadecTsa
NeKapCTBEHHOr0  cpefcTtBa MyTeEM CPaBHEHMA C  HUMU  UCCrieqyemoro
NeKapCTBEHHOrO CpeacTBa, B KonnyectBax, HEOOGXoauUMbIX As1 BOCMPOM3BEOEHMS
METOLO0B KOHTPOSS KavyecTBa.

3. MNpn nony4yeHnn obpasLoB feKapCTBEHHOrO npenapata n dapmMaueBTUYecKomn
CyOCTaHUMM  OKCMNEPTHOE  ydypexaeHue  BblOaeT  3asBUTENM0  JOKYMEHT,
noATBeEPXOaWMIA NofyYyeHne ykasaHHbIX 06pasLoB, U B CPOK, HE MpeBbILaoLLmi
Tpex paboymx OHeW, yBeOOMNSIET B 3feKTPOHHOM hopMe MM Ha BymakHOM
HocuTene o6 3TOM YMNOMHOMOYEHHbLIN dedepanbHbii OopraH MCMNOSHUTESbHOM
BIlacTu.
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4. YKasaHHble B YacTax 2 W3 HaCTodAWEeW CcTaTbW CPOK ONA npeacTaBrieHus
3asBuTenieM o00pasuoB JleKapCTBEHHOro npenapata W dapMaueBTUYecKomn
CyOCTaHUMM W CPOK YBEOOMIEHUSA IKCMEPTHbIM y4ypexaeHnem o6 9ToM Ha
ByMaxXHOM HoOcUTene YNOfIHOMOYEHHOro heaepanbHOro opraHa MUCMONHUTENbHON
BflaCTU He BKI/OYAOTCH B CPOK MNPOBEOEHUS OJKCMepTus, MnpeayCMOTPeHHbIX
YacTbio 1 HACTOsALLEN CTaTbMU.

5. [OKyMEeHTbl, MNOCTYNMBLUME B IKCMEPTHOE Yy4ypexaeHne ans npoBeaeHud
9KCMnepTns, NpesycCMOTPEHHbIX YacTblo 1 HACTOALLEW CTaTbW, NOAIeXaT BO3BpaTy B
YMNONMHOMOYEHHbIN doefeparibHbIA OpraH UCMNOSTHUTENbHOW BIlaCTU O4HOBPEMEHHO C
3aKrYEHNAMM, NOSTyMEeHHbIMU NO pe3yrbTaTaM COOTBETCTBYIOLLMX 3KCNEPTUS.
(Ctatba B pepakuun, BBegeHHon B pgenctBne ¢ 1 wmona 2015 ropa
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-93.
KommeHTapum K ctatbe 23

CtaTtbAa 24. 3KcnepTU3a KayecTBa JIeKapCTBEHHOIO
cpeAcTBa M 3KCnepTnU3a OTHOLUEHUS OXUAaeMoMn Nosib3bl K
BO3MOXXHOMY PUCKY NPUMEHEHNA NleKapCTBEHHOro
npenapara Ansa BeTepuHapHOro NpuMeHeHus

1. JKcnepTm3a KadvecTBa fIeKapCTBEHHOrO CpeacTBa W 3KCNEepTU3a OTHOLLEHUS
OX1OaemMou Nnosb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NleKapCTBEHHOrO npenapara
Onsi  BETEPUMHApPHOro  MNPUMEHEHUS, COCTaBfIEHWE KOMUCCUSIMM  SKCNepToB
3aKMYeHM NO  pesynbTataM  YKasaHHbIX 9KCNepTu3 U HanpasfieHWe TaKux
3aK/MOYEHNUN B YMONHOMOYEHHbIN doeeparibHbIA OpraH UCMOSHUTENBbHON BriacTu
OCYLLUECTBIIAIOTCA B CPOK, HE MPEBbILLAOWMA CTa AECATM pabovnx OHEN CO AOHA
NONy4YEHUST IKCMEPTHBLIM YUpEXOEeHNEM 3adaHnst YNONMHOMOYEHHOrO drefeparbHOro
opraHa UCNOSTHUTENBbHOM BrlacTU C JOKYMEHTaMM, YKadaHHbIMK B YacTu 3 cTatbu 17
HacTosero PegepansHOro 3aKoHa.

(YacTb B pepakuun, BBeAeHHOWM B pJenctBue ¢ 22 Hos6psa 2014 ropa
denepanbHbiM_3akoHOM OT 22 okTsabpsa 2014 roga N 313-93; B pegakuumu,
BBeAeHHOW B gencteune PenepanbHbiM 3akoHoM OT 13 utong 2015 rona N 241-P3.

2. B TeyeHne nATHaguatM paboumx OHENn CO AOHA  MOSMyYeHus  pelueHud
YNOSTHOMOYEHHOrO dhefieparibHOro0 opraHa UCMNOSHUTENBLHOW BracTu O NpoBegeHuu
yKasaHHbIX B YacTu 1 HacTodAwen cTaTbW SKCNEPTU3 3adBUTENb NPeaCTaBseT B
9KCNEepTHOoE yypexaeHne Ans NPoBeAeHUS 3KCNepTM3bl KayecTBa JIEKapCTBEHHOIO
cpeacTea obpasubl NleKapCTBEHHOroO npenapaTa ans BeTepUHapHOro NpUMEHEHMS,
NPOn3BEAEHHOIO B COOTBETCTBMM C TPEOOBAHNAMM TEXHOSOMMYECKNX PErNTaMEHTOB,
YTBEPXKOEHHbIX PYKOBOAUTENEM NPON3BOAUTENS NEKAPCTBEHHbLIX CPEACTB, a Takxe
obpasel hapmaueBTMyecKoM CybCTaHUMM B KonmdecTBax, HeobxoguMmblx ANd
BOCMNpOn3BeaeHNS METOA0B KOHTPOSIA KadecTBa.
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3. MNpn nony4yeHnn obpasLoB feKapCTBEHHOrO npenapata n dapmMaueBTUYeCcKomn
CyOCTaHUMM  OKCMNEpPTHOE  ydypexaeHue  BblJaeT  3asBUTENM0  JOKYMEHT,
noATBeEPXOaoWMiA NofyyYyeHne ykasaHHbIX 06pasLoB, U B CPOK, HE MpeBbILaoLLmii
Tpex pabounx aHen, yBegoMnsieT B MMCbMEHHOM hopme 06 3TOM YNOTHOMOYEHHbIN
doegeparnbHbIN OpraH UCNOSHUTENTbHOM BNacTu.

4. Cpok aonsa npegcrasneHus 3assutenem obpasLoB NekapCTBEHHOrO npenaparta u
drapmaueBTU4ecKkon Cyb6CcTaHLMN U CPOK YBEAOMITEHNSI 3KCMEPTHBIM yYpeXaeHnem
o6 9TOM B nNUCbMEHHOW dOpPMe YMNOSIHOMOYEHHOro dhedeparnbHOro opraHa
NCMNOMHUTENbHOW BMacTW, YyKa3aHHble BYacTtax 2 W3 HacToduwenh CcTatbu, He
BKIIOYAOTCA B CPOK MNpoBedeHUs YyKasdaHHbIX BYacTu 1 HacToduen crartbu
aKcnepTus.

5. [OKyMeHTbl, MOCTYyNMBLLME B 3KCMEPTHOE Yy4ypexaeHue ONd MpoBeaeHus
YKa3aHHbIX BYactn 1 HacTodulen CcTaTbW SKCMNEepTU3, noarexaTr Bo3BpaTy B
YMNONMHOMOYEHHbIN doefeparbHbIA OpraH UCMNOSTHUTENbHOW BIlaCTU O4HOBPEMEHHO C
3aKNMIOYEHNAMM MO pe3yribTaTtam yKasdaHHbIX 9KCMNepTus.

KommeHTapuin Kk ctatbe 24

Ctatba 25. [loBTOPpHOE NpoBeaeHNEe 3KCNepTU3bI
rleKapCTBEHHbIX CpeaAcTB

(HanmeHoBaHve B pefakuumu, BBegeHHon B gencteue ¢ 1 mons 2015 roga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

1. B cnyyaax HegocTaTO4HOM OBGOCHOBAHHOCTWM WM HEMOSHOTbLI  3aKYeHUs
KOMUCCUM IKCMNEPTOB, HaNMMYns B HEM MPOTUBOPEYMBbLIX AaHHbIX, hanbcudmkaumm
BbIBOLOB 3KCMNEPTU3bl JIEKAPCTBEHHOIO CPeacTBa, COKPbITUS OT YNOSTHOMOYEHHOrO
doegeparnbHOro opraHa UCMNOSTHUTENBbHOW BIACTU OCHOBaHMA AN OTBOAA 3KcnepTa
BCeACTBME ero  3avHTEpPeCOBaHHOCTUM B pesyrbrarax COOTBETCTBYIOLLEN
9KCNEepPTU3bl, HaNMMUMA AaHHbIX O MPSIMOM JNMOO KOCBEHHOM BMeELLATENbLCTBE B
Nnpouecc COOTBETCTBYHOLLEN 3KCNEPTU3bl NNL, HE Y4aCTBYIOLWMX B ee NpoBeLeHNN,
HO OKasaBWMX BJMAHME Ha MNpoLecc W pesynbTartbl ee MNpoBedeHus,
YMNOSMIHOMOYEHHbIM doeaeparibHbiM OpraHOM UCTMONHUTENBHOM BrACcTW Ha3Ha4YaeTCs
NOBTOPHAas 9KCnepTu3a fiekapCTBEHHOIro cpeacTaa 1 (Mnm) aTudeckasa akcnepTmsa.

(YacTb B pegakumun, BBegeHHou B genctane ¢ 1 umona 2015 roga PenepanbHbIM
3akoHoM oT 22 aekabpsa 2014 rona N 429-93.
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2. lloBTOpHaa aKcrnepTmsa JieKapCTBEHHONO cpencTBa MNPOBOAUTCA C YY4ETOM
pe3yrnbTatoB paHee MNpoOBEeOEHHOW 3KCMepTu3bl B CPOK, YCTAHOBJIEHHbLIN
YNOSMMIHOMOYEHHbIM  doeieparibHbiM  OPraHOM  UCMOSHUTESNBbHOM BJflaCTM U He
npesbilLalWmn - Tpuguatn paboymx OHeW CO [OHSA  NOfy4YeHUst IKCMNEePTHbIM
yypexgeHneM 3afaHua Ha npoBedeHne MOBTOPHOM 3KCNepTu3bl JIeKapCTBEHHOro
cpeacTea.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 mona 2015 roga PenepanbHbiM
3akoHOM oT 22 aekabpsa 2014 rona N 429-93.

3. ®uHaHcoBoe obecrneyeHne BbIMOMHEHUST 3adaHus Ha NpoBeAEeHME MOBTOPHOM
9KCNepTU3bl NleKapCTBEHHOro CpeaCcTBa He OCYLLECTBIIAETCA.
(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 mwona 2015 roga PenepanbHbIM
3akoHom ot 22 nekabpsa 2014 roga N 429-03.
KommeHTapun K ctaTtbe 25

CTtatbA 26. YCKOpeHHas npoueaypa 3KcnepTusbl
rleKapCTBEHHbIX CpeaAcTB

1. YCKOpeHHaa npoueaypa 9KCNepTusbl JIEKAapCTBEHHbIX CPeacTB B LensX
rocygapCTBEHHON perncTpaunn rekapCTBEHHbIX MnpenapaTtoB MPUMEHSETCS B
OTHOLLEHMM OphbaHHbIX JNIEKAaPCTBEHHbIX NpenaparoB, NepBbIX TPEX NeKapCTBEHHbIX
npenapatoB, pernctpupyembix B Poccuinickon depgepaunmm B Ka4vyecTBe
BOCNPOM3BEAEHHLIX  JIEKAPCTBEHHLIX MpenapartoB, O4YepedHOCTb  KOTOpPbIX
onpegenseTcss B COOTBETCTBMM C HOMEPOM M OaTOM BXOOAWMX 3asiBfIEHUMM O
rocygapCTBEHHOW perncTpauum JeKapCTBEHHbIX MpenapaTtoB B paMKax OAHOro
MEeXOYyHapOL4HOr0 HenaTeHTOBaHHOMO HaMMEeHOBaHWS JeKapCTBEHHOro npenapara
WM TPYNMUPOBOYHONO HaMMEHOBaHUA JekapCTBEeHHOro npenapata, 0000000um
NEKapCTBEHHbIX NpenapaTtos, NpeaHasHa4YeHHbIX UCKITKYUTESNBbHO ANA NMPUMEHEHNS
HEeCOBEPLLUEHHONETHUMM rpaXKgaHaMu.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 unona 2015 roga PenepanbHbIiM
3akoHomM oT 22 nekabpa 2014 roga N 429-93; B pegakuun, BBEAEHHOW B AeNCTBUE
denepanbHbiM 3akoHoM OT 13 mnonsa 2015 roga N 241-93.

2. YcKOpeHHasi npouegypa 9KCMepTu3bl JeKapCTBEHHbIX CPEACTB B Lensx
rocy4apCTBEHHON perncTpaunm NeKkapCTBEHHbIX NpenapaToB He MNPUMEHSIETCS B
OTHOLLEHUM:

1) 6GmuoaHarnoroBbIx (61MonogobHbIX) NekapCTBEHHbIX NpenapaToB (bnoaHanoros);

2) pedepeHTHbIX feKapCTBEHHbIX MpenapaToB (3a WCKMYeHneM OpdiaHHbIX
neKapCTBEHHbIX NpenapaTos);
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3) BOCNPOU3BEOEHHbIX NEKAapPCTBEHHbIX MNpenapaToB (3a WCKIIOYEHMEM MEpPBbIX
Tpex permctpupyemMblx B Poccuinckon depepaumm B Ka4ecTBe BOCNPON3BELEHHbIX
NeKapCTBEHHbIX MpernapaToB M JIeKapCTBEHHbLIX NpenapatoB, npegHas3HayYeHHbIX
NCKIMIOYUTENBHO AN NPUMEHEHNS] HECOBEPLLEHHONETHUMU rpaXkgaHamm);

4) HOBbIX KOMOVHAL M 3aperMcTPUPOBaHHbIX PaHee NeKapCTBEHHbIX NPenaparos;

5) NekapCTBEHHbIX NMpenapaToB, 3aperMcTPUPOBaHHbIX paHee, HO NMPOU3BELEHHbIX B
APYrMxX IeKapCTBEHHbIX (popMax B COOTBETCTBUM C MNepevyHeM HauMeHOBaHWMn
neKkapCTBEHHbIX (POPM U B HOBOW O3UPOBKE.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 umona 2015 roga PepepanbHbiM
3akoHom ot 22 nekabpsa 2014 roga N 429-93.

3. YckopeHHas npouenypa 3KCrnepTusbl NeKapCTBEHHbLIX CPeacTB NPOBOOUTCA MO
PELLEHNIO  COOTBETCTBYIOLLErO  YMOSIHOMOYEHHOro  pegepanbHOro  opraHa
MCMNOSIHUTENMBbHOM BIlaCTUM Ha OCHOBaHUM 3asBfieHUs 3asiBUTENS B CPOK, He
NpEBbILLALLMA BOCbMUAECATN paboumnx gHen. [pn 3TOM akcnepTu3a AOKYMEHTOB,
cogepXawmxcsi B permcTpauMoHHOM [OOCbe Ha JlIeKapCTBEHHbLIM Mpenapar,
NpoBOOAUTCA B CPOK, HE MPEBbILWAWNMA OECATU paboumx OHEeRn, akcnepTmsa
KayecTBa JIEKApCTBEHHOIO cpeacTBa M 9KCMNepTu3a OTHOLUEHUA OXMOaemoun
NoSfib3bl K  BO3MOXHOMY PUCKY TMPUMEHEHUA JieKapCTBEHHOro npenapara
NPOBOASATCH B CPOK, HE NPEBbLILLAIOLLMIA LIECTUAECATUN paboumnx gHEN.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 unwona 2015 roga PenepanbHbIiM
3akoHoM oT 22 aekabpa 2014 rona N 429-P3.

3 1. B oTHOweHn opdhaHHbIX JeKapCTBEHHbIX npenapaTtoB MoryT 6biTb
npeacTaBfieHbl  pesyrnbTaTtbl  OOKIMHUYECKUX WUCCNeaoBaHUM  NeKapCTBEHHbIX
CpeacTB M KIMHUYECKUX WUCCNeaoBaHUA JEKapCTBEHHbIX npenapaTtoB ASiA
MEOULMHCKOrO  MPUMEHEHUs, BbINOSIHEHHbIX 3a npegeriamm  Poccumnckon
denepauunmn B COOTBETCTBUM C NpaBuiiaMmn Hagnexailen nabopaTopHoOM NPakTUKA K
npaBuiamMu Hagsiexallen KImMHUYeCKOM NPakTUKK.

(YacTb gononHutensHoO BktodeHa ¢ 1 uonsa 2015 ropa PeneparnbHbIM 3aKOHOM
o1 22 nekabpsa 2014 roga N 429-93)

4. YcKopeHHada npouenypa aKCrnepTusbl NEKapCTBEHHbIX CPenCTB MPOBOAUTCS B
nopsagke, yctaHoBfieHHOM ctatbamu 17-20, 23 n 24 Hactosuwero degeparnbHOro
3aKOHa, M He O3HayaeT CHWwkeHust TpeboBaHu K ©e30nacHOCTW, Ka4vyecTBy W
9(0PEKTUBHOCTM NleKapCTBEHHbIX MpenapaTos.

KommeHTapun K ctaTtbe 26

CtatbAa 27. PeweHune o rocyaapCTBEHHON perucrpauum
rieKapCTBEHHOro npenapara
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1. B cpok, He npeBbllaloWmn LecATn paboumx OHEW CO OHA NOonyyYyeHus
3aK/MIOYEHNN KOMMUCCUM 3JKCMNEepTOB MO pesynbTatam 3KCNepTusdbl KayecTsa
NIEKapPCTBEHHOIO CpeacTBa WM 9KCMNEPTM3bl OTHOLUEHUA OXMOAemMou Nosb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOro rnpernapara, COOTBETCTBYHLLMINA
YMNOSNMHOMOYEHHbIN doeaeparnbHbI OpraH UCMONHUTENBHON BNacTH:

(AG3ay B pegakumm, BBegeHHon B gencteue ¢ 1 nona 2015 roga PenepanbHbiM
3akoHOM oT 22 aekabpsa 2014 rona N 429-93.

1) pasmew@er Ha CBOeM odwmuuanbHOM cante B cetn "UHTepHeT"
COOTBETCTBYHOLUME 3aKIMOYEHNS KOMUCCUM 3KCMEPTOB U OCYLLECTBNSET UX OLEHKY
Ans onpegeneHns COOTBETCTBUA 3a4aHNI0 HA NPOBEAEHNE 3TUX SKCMNEPTUS;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nonda 2015 roga PenepanbHbIiM
3akoHOM oT 22 aekabpsa 2014 rona N 429-93.

2) NpPUHMMaeT peLleHne O rOCYOQapCTBEHHOM perucTpaumm nekapcTBEHHOro
npenapata unM o6 oTKase B rocydapCTBEHHOM permcTpaunvM neKapCTBEHHOro
npenapara;

3) BHOCUT TMpuU TMPUHATAM  PELUEHNS O T[OCYOAPCTBEHHOM  perncTpauunm
NEeKapCTBEHHOrO npenaparta [gaHHble O 3aperncTpMpoOBaHHOM JleKapCTBEHHOM
npenapaTe, B TOM yncre o hapmaueBTUYeCKon cybCcTaHLmM, BXOAALLEN B COCTaB
NekapcTBEHHOro npenapara, B rocy1apCTBEHHbIN PeecTp feKapCTBEHHbIX CPeACTB
N BbldaeT 3asiBUTENO PErMcTpaumoHHOEe YOOCTOBEPEHME  JleKapCTBEHHOMO
npenapaTta, dopMa KOTOpPOro YTBEPXKOAETCH YMNOMHOMOYEHHbLIM deaeparbHbIM
OpraHoOM WUCMOSHUTENBLHOW BIlaCTW, COrfacoBaHHbIe HOPMATUBHYIO LOKYMEHTaLWto,
HOPMAaTUBHbIN JOKYMEHT, MHCTPYKL MO MO NPUMEHEHWIO NIEKapCTBEHHOro npenapara
N MakeTbl MEPBUYHOM YMAKOBKNM N BTOPUYHOM (NOTPEOGUTENLCKOW) YMaKOBKU C
yKasaHMeM Ha HUX HOMepa PperncTpaunoHHOro yaoCTOBEPEHUS JIEKapCTBEHHOIO
npenapaTta M gatbl €ro rocygapCTBEHHOW pernctpauun unm B criydae MNpUHSTUS
peLleHnst o6 OTKase B rocygapCTBEHHOW permcTpaumm nekapcTBEHHOro npenapara
yBedoMnsieT B NUCbMEHHOW opme 3asiBuTens o6 9TOM C yKasaHWeMm MpUYuH
Takoro OTkasa. 3a Bblgayy peryMcTpaunoHHOro yaoCTOBEPEHUS] JEKapCTBEHHOIO
npenapata B3MMaeTCA rocygapCTBEHHas nowrnvHa B COOTBETCTBMM C
3akoHogartenscTBoMm Poccuimnckon ®enepaumm o Hanorax n coopax. *27.1.3)

(MyHkT B pepakunn, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropa
dPenepanbHbIM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03.

2. OcHoBaHMeM ONSa OTKa3a B rOCy4apCTBEHHOM perMcTpaumm fekapCTBEHHOIO
npenapata  49BNSETCS peLleHne  COOTBETCTBYHOLWIENO  YNOSIHOMOYEHHOrO
denepanbHOro opraHa WCMNOSMHUTENBLHOWM BfacTM O TOM, YTO KayecTBO U (Mru)
9(hPeKTUBHOCTL PEMMCTPUPYEMOTO fNIEKAPCTBEHHOMO NpenapaTta He NoATBEPXOEHbI
NONy4YEHHLIMN OAHHBIMU UK YTO PUCK NPUYMHEHMS Bpeaa 300P0BbI0 YerioBeka nnm
XVBOTHOIO BCfeACTBME MNpPUEMA JeKapCTBEHHOro rnpenapaTta npeBblaeT
9heKTUBHOCTL €ro NpMMeEHeHUs (4acTb B pedakuum, BBEAEHHOW B AeNCTBUE C 26
okTs6pa 2010 roga PenepasnbHbimM 3akoHOM OT 11 okTa6pa 2010 roga N 271-D3.
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3. [lloBTOopHOEe npeacTaBrnieHMe B COOTBETCTBYHOLLMA  YMOSHOMOYEHHbIN
doepeparnbHbIA OpraH UCNONHUTESNbHOM BriaCTU JIEKapCTBEHHOrO npenaparta, B
OTHOLLEHNN KOTOPOro Mosly4eH OTKa3 B rocyfapCTBEHHOW perncTpaunm u KOTopbIn
BNocreacTBUN NOABEPICs N3MEHEHUIO B YaCcTW ero cocTaBa, paccMaTpmBaeTCs Kak
npencraBfieHNe HOBOINo JIeKapCTBEHHOrO npenapata Ha ero rocyaapCTBEHHYHO
perncTpaumo He3aBUCUMO OT COXPaHEHUs1 ero NepBUYHOrO0 HaMMEHOBAHNA.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 mona 2015 roga PenepanbHbiM
3akoHOM oT 22 aekabpsa 2014 rona N 429-93.

KommeHTapun Kk ctatbe 27

Ctatba 27_1. Mopsanok onpepeneHus
B3aMMO3aMeHAeMOCTU NeKapCTBEeHHbIX NMpenapaToB Ans
MeAULMHCKOro NpUMMeHeHUs

1. B3aumo3amMeHsIeMOCTb FNEKapCTBEHHbLIX MpenapaTtoB Ansg  MeauuUHCKOro
NPUMEHEHNST onpegensieTcsa B MNOpsAdKe, ycTaHOBNEHHOM [lpaBuUTENLCTBOM
Poccunckon denepaumnm, Ha OCHOBaHUU crie4yroLwmx napamMmeTpoB:

1) aKBMBaneHTHocTb (Ana 6uoaHanoroBbix (6monogobHbIX) JleKapCTBEHHbIX
npenapaTtoB (61oaHanoros) - CONOCTAaBUMOCTb) Ka4€CTBEHHbIX U KOSIMYECTBEHHbIX
XapakTePUCTUK drapMaueBTUYEeCKMX CcybCcTaHuun (MCnonb3oBaHMe pPasfndHbIX
cornew, adgwmpoB, KOMMJSIEKCOB, M30MEPOB, KpUCTarNIMYECKUX opM WU OpYyrnx
NPOM3BOAHbLIX OAHOMO W TOrO0 >Xe [OEWCTBYIOLIErOo BeLecTBa He SABNSETCS
NPensaTCTBMEM 45151 B3aMMO3aMEHSAEMOCTU JNIEKapCTBEHHbLIX NpenapaTos, ecnn npu
nposeaeHnn nccrnegoBaHnst 6M03KBMBANIEHTHOCTM NIEKApPCTBEHHOMO nNpenapara unm
B Crflydae HEeBO3MOXHOCTWU MpOBEAEHMS 3TOr0 MCCrefoBaHuMs Npu NpoBeneHun
nccrnegoBaHnst TepaneBTUYECKOM 3KBMBANEHTHOCTU JfleKapCTBEHHOMO npenapara
[0Ka3aHO OTCYTCTBUE KIIMHUYECKN 3HAYMMbIX Pa3nimyiun hapMakoKUHETUKU U (1K)
6e3onacHoCcTN U 3PEKTUBHOCTN NEKApCTBEHHOIO npenapara Ans MeguuuHCKOro
NPUMEHEHNS);

2)  9KBMBASIEHTHOCTb  fleKapCTBEHHOM  dopMbl  (N04 — 9KBMBANIEHTHbLIMU
NeKapCTBEHHbIMN  (popMamMK  MOHMMAKOTCH pasHble JeKapCTBEHHble  (POpPMBblI,
MMELLIME OAMHAKOBbLIE Cnocob BBeAeHus1 U crnocod npuMmeHeHusi, obnagatolme
COMNOCTaBUMbIMUA drapMaKkoKMHETNYECKUMM XapakTepucTmKamm n
dapmakonormdyeckum genuctemem n obecnedvBarolLMe Takxe OOCTUMKEHUE
HeobXxoaAMMOro KnmHudeckoro adudekta. Pasnuumst nekapcTBeHHbIX ¢opm  He
ABNATCA NPEnATCTBMEM AN UX B3aMMO3aMEHSIEMOCTU, ecriv Npu NpoBeneHun
nccnegoBaHnst OMO3KBMBANEHTHOCTM JIEKapCTBEHHOro npenapara uiv B crny4vae
HEBO3MOXHOCTM  MpPOBEeAEeHUsT  3TOro0  UCCredoBaHUA  npu  npoBeneHun
nccregoBaHNs TepaneBTUYECKON 3KBUBANEHTHOCTU JIeKapCTBEHHOro npenapara
A0Ka3aHOo OTCYTCTBUE KIIMHUYECKN 3HAYMMbIX Pa3nnyiun hapMakoKUHETUKN U (1nn)
6e3onacHocTN U 3PEKTUBHOCTN NEKApCTBEHHOIO npenapara Ans MeguuuHCKOro
NPUMEHEHNS);
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3) 9KBMBArNEHTHOCTb WS COMOCTaBMMOCTb COCTaBa BCMOMOraTeslbHbIX BELUECTB
NEeKapCTBEHHOIo npenapata Ans MEeAULMHCKOrO NpUMMEHEHMs (pasnuyms cocTaBa
BCMOMOraTesbHbIX BELUECTB JIEKApCTBEHHOrO npenapata Ansd  MeOULUHCKOro
NPUMEHEHUS He SIBNAOTCS NPEnATCTBMEM AN X B3aUMO3aMeEHSEMOCTU, eCrv npu
NpoBeaeHnn nccrnenoBaHnst GMOSKBMBANEHTHOCTM NIEKAPCTBEHHOTO Npenapara anis
MEANLMHCKOrO MPUMEHEHUS WM B Clly4ae HEBO3MOXHOCTM MPOBEOEHMsT 3TOro
nccnenoBaHns npu npoBeaeHNm nccnenoBaHns TepaneBTUYECKON
9KBMBANEHTHOCTU JIEKAPCTBEHHOrO npenapata Ans MeAULMHCKOro MpUMEHEHNS
[0Ka3aHO OTCYTCTBUE KIIMHUYECKUN 3HAYMMbIX Pasnnymn qapMakoKMHETUKM U (UIn)
6e3onacHoCTM U 3GEKTMBHOCTM NEKAPCTBEHHOMO Npenapara Ans MeauLuHCKOro
npuMeHeHus. [Npr 3TOM pasnnyms cocTaBa BCNoOMOraTernbHbIX BELLECTB HE AOITKHbI
NPUBOAUTL K PUCKY BO3HMKHOBEHUSI CEPbe3HbIX HeXeraTenbHblX peakuun Y
OTAEnNbHbIX rPYNM NaLNEeHTOB UM NOBbILLEHNS1 YaCTOTbl X BO3HUKHOBEHUS);

4) ngeHTMYHOCTb cnocoba BBeAEHUS U MPUMEHEHNS;

5) OTCYTCTBME KIMHUYECKN 3HAYMMbIX pasnnymi npu npoBeneHnn UccreqoBaHUA
BMO3KBMBANEHTHOCTN NEKAPCTBEHHOIO NpenapaTta un B criy4ae HEBO3MOXHOCTMU
NpOBEAEHN 3TOr0 MCCreoBaHUS OTCYTCTBUE KIMHUYECKM 3HAYUMbIX pasfinymim
nokasartenen 6e3o0nacHOCTU U 3(PEeKTMBHOCTU NEKAPCTBEHHOMO npenapata npu
npoBeeHNN  UCCNeaoBaHUs  TepaneBTUYECKOW  3KBMBaneHTHOCTU.  [aHHbIn
napameTp He MNPUMEHAETCA B OTHOLLEHWM BOCMNPOU3BEOEHHbLIX NEKAPCTBEHHbIX
npenapaToB., YkasaHHbIx B HYacTu 10 ctatbu 18 HacToduwero PegepanbHOro 3akoHa.
B oTHoweHun 6GuoaHanoroBbix (OMOMNOAOOHBIX) JIEKAPCTBEHHbLIX MNpenapaToB
(buoaHanoroB) pAaHHble 00 OTCYTCTBUM KIMHUYECKM 3HAYUMbIX pasnnymim
6e3onacHocT, 9PEKTUBHOCTU U UMMYHOIEHHOCTU NIEKapCTBEHHOro npenapara no
pesynbTataM npoBeAEHUs KIMHUYECKUX WCCeaoBaHUA npeaocTaBfsioTCcs B
nopsgKe, yCTaHOBIIEHHOM HACTOALLEN YacCTblo;

6) COOTBETCTBME MNPOU3BOAUTENS JEKapCTBEHHOro cpeactBa TpeboBaHUsM
Haalexawlen Npon3BoaCTBEHHOM MPAKTUKN.

2. CpaBHeHVe napamMeTpoB pPerncTpuypyeMblX IEeKapCTBEHHbIX npenapaTtoB ANid
MELAULMNHCKOrOo NPUMEHEHNST OCYLLECTBISETCA KOMUCCUEN IKCNEPTOB 3KCMNEPTHOroO
yuypexgeHus rnpyv npoBefeHnn 9KCNepTM3bl TakMX NeKapCTBEHHbIX MpenapaTtoB B
npouecce WX TrOCygapCTBEHHOW  perucTpauun. BbiBOAbl  9KCNepToB O
B3aMMO3aMEHSEMOCTN UM HEB3aMMO3aMEHAEMOCTU NeKapCTBEHHbIX MpenapaToB
AN MeOUUMHCKOro NPUMEHEHUS, cAeraHHble B pesyrbTarte 3Toro CpaBHEHWUS,
O0QOPMSIAIOTCA B BUAE TMPUNOXEHUS K 3aKIioYeHUK0 SKCMepToB no  hopme,
YTBEPXOEHHOM  YNONHOMOYEHHbIM  doefiepalribHbIM ~ OPraHoOM  UCMOSTHUTENbHOMN
BlacTu.
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3. [NonoxeHns HacToAWEN CcTaTbM He pacrnpoCTPaHATCHA Ha pedepeHTHble
NEKapCTBEHHbIE MNpenapaTtbl, JIeKApCTBEHHbIE pacTUTElNbHble  npenaparhbl,
romeonaTrnyeckne neKapCTBEHHbIE rMpenapaTbl M JeKapCTBEHHbIE Mnpenaparhl,
KOTOpble paspeLleHbl And MeauLMHCKOro npumeHeHust B Poccuinckon depepauunm
bonee pABaguatM nNeT U B OTHOLUEHMM KOTOPbIX HEBO3MOXHO MNpOBedEHne
nccnenoBaHnsa nx 6MO3KBUBANEHTHOCTMW.

(Ctatba pgononHutenbHo BkmodeHa ¢ 1 wona 2015 roga PeneparnbHbM
3akoHoM oT 22 nekabpsa 2014 roga N 429-93)

Ctatba 28. PernctpaunoHHoe yaocrtoBepeHue
rieKapCTBEHHOro npenapara

1. PeructpauuoHHOe yOoOCTOBEpEHME IEeKapCTBEHHOro rnpenapara C yKasaHuem
NEeKapCTBEHHbIX (POpM WM O03MPOBOK BblaaeTcs 6eCccpoyvHO, 3a WUCKIIHOYEHNEM
perMcTpaumoHHOro y40CTOBEPEHUS NIEKapCTBEHHOMO npernapara, Bbl4aBaemMoro co
CPOKOM [eNcTBUA nNATb JieT, Ha BhepBble perncTpupyemble B Poccurckon
denepaunn riekapcTBeHHbIE Npenaparbl.

2. llo ncrtedyeHnn ykasaHHOro B YacTM 1 HaACTOAUEW CTaTbW CpPOKa BblOaeTcs
B6eccpoyHOe perMcTpaumnoHHOEe YOOCTOBEPEHME FeKapCTBEHHOrO rnpenapata npwu
YCOBUKN NOOTBEPXKOEHMS €ro rocyaapCTBEHHON pernctpauuu.

3. B cnyyae BHeceHus B cootBeTcTBMM coO cTatbamuv 30 u 31 HacTosdllero
defepanbHOro 3akoHa M3MEHeHUN B coepkallimecs B perMcTpauMoHHOM 4OCbe Ha
3aperucTpmMpoBaHHbIN  NIeKapCTBEHHbIM Mpenapat AOKYMEHTbl, 3aTparMBaoLLmx
CBeLEeHUsA, OTpaXeHHble B perncTpaumoHHOM YOOCTOBEPEHUN JIeKapCTBEHHOIo
npenaparta, YMNOSIHOMOYEHHbIN defeparibHbIi OpraH UCMOSTHUTENTbHOW BracTu
BblaeT HOBOE perMcTpaunoHHOe YOO0CTOBEPEHWE JieKapCTBEHHOro Mpenapara,
coaeprkalliee BHECEHHbIE B HEr0 N3MEHEHNS.

(YacTb gononHutensHoO BkItodeHa ¢ 1 uonsa 2015 ropa PenepanbHbIM 3aKOHOM
oT 22 fekabpsa 2014 roga N 429-93)
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4. B cny4yae yrtpaTtbl WM MOBPEXOEHUA pPerncTpaunoHHOIO YO0CTOBEPEHUS
NIEKapCTBEHHOrO npenapara no 3asiBrieHnio B NMCbMEHHOW doopMe aepaTens nnm
BlagernbLa perMcTpaumoHHOro yoO0CTOBEPEHUA JeKapCTBEHHOro npenapaTta wunm
YMNOTHOMOYEHHOIO UMK  APYroro Hpuand4eckoro nvua o Bblgade AybnuvkaTa
pPErMcTpaumoOHHOIo yYa4OCTOBEPEHUS JIEKapCTBEHHOro npenaparta YnosIHOMOYEHHbIN
doegeparnbHbIN OpraH UCMNOSHUTENBHOW BIlaCTU B CPOK, HE MPEBbILLAOWMA OECATH
pabounx gHeM CO OHA MOCTynfeHus  3asBfeHus, BblgaeT  gybnukar
pPErMCTPaLMOHHOIO YOOCTOBEPEHUSI FEKapCTBEHHOro npenapata. 3a Bblgavy
aybnvkata perMcTpauuoHHOro  YOOCTOBEPEHMSI  NIEKApCTBEHHOro npenapara
B3MMaeTCHd rocydapCTBeHHas MnouriMHa B COOTBETCTBMM C 3aKOHOAATeNbCTBOM
Poccunckon degepaunmn o Hanorax n cbopax.

(YacTb gononHutensHoO BkItodeHa ¢ 1 uonsa 2015 ropa PenepanbHbIM 3aKOHOM
o1 22 fekabpsa 2014 roga N 429-93)

KommeHTapun K ctaTtbe 28

CrtaTtbs 29. NNoaTBepXXaeHMe rocyaapCcTBeHHON
perncTpauumv neKkapcTBeHHOro npenapara

1. lNogTeBepXaeHne rocygapCTBEHHOW perucTpauuv JieKapCTBEHHOro npenapaTa
OCYLLECTBISIETCA Mpu Bblgaye 6eCcCpoYHOro perncTpaunoHHOro yaoCTOBEpPEeHUd
NeKapCTBEHHOro rnpenapara B criydae, ykasaHHOM B YacTu 2 cTaTtby 28 HacTosALero
denepanbHOro 3akoHa, B CPOK, He MPEBbIWALWLMA OEBAHOCTA pabounx AHEN co
OHS NOMyYEeHNs1 COOTBETCTBYHOLLMM YMNOSIHOMOYEHHbIM defeparibHbIM - OpraHoM
NCMOMHUTENBbHON BracTU  3asiBfieHUs O NOATBEPXKOEHWMM FOCYAaPCTBEHHOM
perMcTpaumm neKapcTBEHHOro npenapaTta Ans  MeAUUMHCKOro MNpUMEHEHUs,
0dbOpPMIIEHHOIO B COOTBETCTBUN C YacTblo 2 cTatbn 18 HacToduero PenepansHOro
3aKOHa, fmMbO 3aaABneHMss O MOATBEPXOEHUU rOCYOapCTBEHHOW perncTpaunm
NIEKapCTBEHHOrO npenapara Ans BeTEPUMHAPHOro NpUMeEHeHUsl, odpOopMIIEHHOIO B
COOTBETCTBUM C HacTbto 2 cTaTbu 17 HacTosLllero PeaepanbHOro 3akoHa.

(YacTb B pepakuumn, BBedeHHOM B penctBue degepaslibHblM 3akOHOM OT 13
nons 2015 roga N 241-93.

2. lNoaTeepxaeHne rocygapCTBEHHOW perucTpauuv JieKapCTBEHHOro npenapaTa
OCYLLECTBIIAETCA MO pe3yribTatamM 3KCNepTu3bl OTHOLLEHUA OXUOAEeMOW MNosSib3bl K
BO3MOXXHOMY PUCKY MPUMEHEHNA NeKapCTBEHHOrO npenaparta, a Takke 3KCnepTusbl
KadecTBa JfleKapCTBEHHOro CpeacTBa, NPOBOAMMON B Cllydae BHECEHUS U3MEHEHUI
B HOPMAaTUBHYIO JOKYMEHTAL MO NN HOPMATUBHbIA AOKYMEHT (4acTb B pedakuun,
BBeaeHHon B gencteme ¢ 1 auBapsa 2011 roga PegepanbHbiM 3aKOHOM OT 29
HO0ps 2010 roga N 313-03.
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3. K 3agBneHnio O TMOATBEPXOEHUN rOCYLAapPCTBEHHOWM  perncTpauuu
NeKapCTBEHHOro npenapata Angd MeOULMHCKOrO TMPUMEHEHUA npuraratoTcs
AOKYMEHT,  MOATBepXOawWwmn  ynraty  rocy4apCTBEHHOM  MOWMHbI  3a
noaTBepXaeHue rocyaapCTBEHHOM perMcTpauum rnekapCTBEeHHOro npenapara gnd
MEOULMHCKOrO MPUMEHEHUHA, OOKYMEHT, coepXawmin pes3yribTaTbl MOHUTOPUWHIa
6e3onacHOCTU NekapCTBEHHOrO npenaparta, NPoBOAUMOro 3asBuTernemM, no opme,
YCTAHOBJIEHHON COOTBETCTBYIOLMM YMOSIHOMOYEHHBIM  doeeparibHbiM - OpraHoM
NCMNOSHUTENBHOM BIACTN, a TakXe JOKYMEHTbI, yKa3aHHble B NyHKTax 2 n 5 yactu 3
ctatbk 18 HacTtosuwero denepanbHOro 3akoHa (B Criydae npencTaBneHud
3adBrneHnss O NoATBEPXOEHUM TrOCYyOapCTBEHHOW perMcTpauum JieKapCTBEHHOro
npenapaTta Ana meguumHckoro npumeHeHus no 31 gekabpa 2015 roga), nubo
OOKYMEHTbI, yKadaHHble B nNyHkTax 3 u 44actm 4 crtarbu 18 HacTtogduiero
denepansHOro 3akoHa (B criyd4ae NpeacTaBrieHNs 3asiBfiEHUs O MOATBEPXKOEeHUN
rocygapCTBEHHOW perucTpauuv JiekapcTBEHHOro npenapara Ansg MeguuLMHCKOro
npumeHeHus ¢ 1 aHuBapst 2016 roga). *29.3)

(YacTb B pepakuuun, BBeaeHHoOW B AencTteue PenepanbHbiM 3akOHOM OT 13
monsa 2015 rona N 241-93.

3 1. K 3aaBneHui0o O nNoOTBEPXKOEHUM T[OCYOapPCTBEHHOW perncTpauum
NeKapCTBEHHOro rnpernapata Ans BeTepuHapHOro MNpUMEHEHUs npuraratTCs
AOKYMEHT,  MOATBepXOawWwmn  ynraty  rocy4apCTBEHHOM  MOWMHbI  3a
nogTBepXaeHue rocyaapCTBEHHOM perucTpauum fnekapCTBEeHHOro npenapara gnd
BETEPUHAPHOIO MPUMEHEHUS, OOKYMEHT, COoAepXawmn pesyrnbTaTbl MOHUTOPUHIa
6e3onacHOCTK NekapCTBEHHOMO npenaparta, NPoBOAUMOro 3asBuTerniemM, no opme,
YCTAHOBJIEHHON COOTBETCTBYIOLMM YMNOSTHOMOYEHHBbIM  doeeparibHbiM - OpraHoOM
NUCMOMHUTENBbHON BrlacTW, a TakKXe [OKYMEHTbl, YyKasaHHble B OyHKTe 1 u
noanyHktax "a", "6", "k", "n" nyHkTa 4 4yactu 3 cTatbM 17 HacToAWEro
denepanbHOro 3akoHa.

(YacTb gononHuTensHO BKoveHa PepepanbHbiM 3akoHoM oT 13 mwong 2015
roga N 241-93)

3 2. HopmaTtvBHas [OOKyMeHTauus WM HOPMAaTUBHLIM  OOKYMEHT, MpPOEKT
MHCTPYKLUMM MO MPUMEHEHUIO JEKApPCTBEHHOrO npenaparta, MPoeKkTbl MaKkeToB
NEPBMYHON YNaKOBKU MU BTOPUYHON (MOTPEOUTENLCKON) YNaKoBKW fieKapCTBEHHOMO
npenapaTa npunaralTCa K 3asiBEHUO O MOATBEPXKAEHUN [OCyAapCTBEHHOM
perMcTpaumm fnekapCTBEHHOrO rnpenapaTta BHOBb TOSIbKO B Crlydae, €Clii B HUX
BHOCSATCHA U3MEHEHMWS.

(YacTb gononHuTensHO BKoveHa PepepanbHbiM 3akoHoM oT 13 mwong 2015
roga N 241-93)

4. B TeyeHne pecAtTM paboymx [OHEN CO [OHSA MPUHATUA 3adBfieHUMst O
noaTBEPXOEHUM TOCY4apCTBEHHOW pPerMcTpauum JieKapCTBEHHOro npenaparta wu
HeOOXOAUMbIX AOKYMEHTOB COOTBETCTBYIOLLMA YNOMIHOMOYEHHbIN deepanbHbii
opraH UCMNOJSTHUTENbHOW BIacTu:
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1) NPOBOAUT MPOBEPKY MOSIHOTbI M AOCTOBEPHOCTU CBEOEHWUA, COoOepXalmxcsl B
nNpeacTaBneHHbIX 3asiBUTENeM Matepuanax;

2) NPUHMMAET peLLEHNE O NpoBeaeHMM UM 06 OTKase B NPOBEAEHUN SKCNEPTU3bI
OTHOLUEHNA  OXMOAEMOM  MNOMb3bl K BO3MOXHOMY  PUCKY  NPUMEHEHUd
NeKapCTBEHHOro npenaparta, a Takxe OKCMepTusbl KayecTBa JieKapCTBEHHOIro
cpeacTtea, NPOBOAMMOM B Cllydae BHECEHUS WU3MEHEHMW B HOPMaTUBHYHO
AOKYMEHTALMIO MU HOPMAaTUBHbBIN OOKYMEHT (MYHKT B pedakuun, BBELEHHOW B
aencteune ¢ 1 anBapa 2011 roga PenepanbHbiM 3akoHOM OT 29 HoA6ps 2010 roaa
N 313-93;

3) yBeaoMnsieT B NUCbMEHHOW (hopme 3asBUTENA O MPUHATOM pPeLleHuM unn B
criydae NPUHATUA pelueHns o6 oTKase B MpPOBEdEHUM 3KCMEPTU3bl C yKasaHWEM
NPUYNH TaKoro oTkasa.

4 1. B cny4yae BbiSBNEHNs HeLOCTOBEPHOCTU CBEOEHWN, COLepXawmxca B
npeacTaBfieHHbIX 3adBuTeneM Marepuanax, YrnoOfHOMOYEHHbIM dbeaeparnbHbIn
opraH WCMNOSHUTENLHOW BfacTW HanpasnseT 3asBuTento 3anpoc 06 yTOYHEeHUn
yKasaHHbIX cBeAeHUn. [JaHHbIN 3anpoc MOXeET ObliTb nepedaH YNnosIHOMOYEHHOMY
npeacTaBUTENO 3adBUTESA JIMMHO MO PAacnUCKy, HamnpaBsfieH No NnodTe 3akasHbiM
NMMCbMOM WU repefaH B 3NIEKTPOHHOUM dopMe MO TENEKOMMYHUKALMOHHbLIM
KaHanam cBs3n. B cnyvae HanpaBneHus OaHHOro 3anpoca Mo rnoyTe 3akasHbiM
MMCbMOM OH CYMTAETCH TMOSIyYEeHHbIM MO WCTEYEeHUW LWecTn AHeW C AaThbl
HanpaBfieHNsa 3aKa3Horo nNucbma.

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

4 2. 3asButenb ob6s3aH npeactaBuMTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOrO
doegepanbHOro opraHa WCMNOSHUTENBHOM BIlaCTM B CPOK, HE MpPEeBbILLAoLLmin
AeBsaHocTa pabovnx gHen co gHs nonydeHna gaHHoro 3anpoca. Cpok, yKasaHHbIN B
YyacTn 4 HacTosduwen cTaTtbW, MPUOCTaHABIIMBAETCA CO [OHA HanpasreHud
3agBUTENO 3anpoca YMNosIHOMOYEHHOro defepasribHOro opraHa WMCMNOSTHUTESNTbHOW
BNacTW 00 AHSA NOSlydeHUs UM OTBETA Ha JaHHbIW 3anpoc U He Y4uUTbiBaeTCs npu
NCYUCIEHUN cpoka noaTBEPXKOEHUS rocygapCTBEHHOM perncTpauum
NeKapCTBEHHOrO npenapara.

(YacTb gononHuTenbHO BKNtoYeHa PenepanbHbiM 3aKOHOM OT 25 HoAbps 2013
roga N 317-93)
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5. OcHoBaHMEM Ona OTKasa B MNPOBEOEHUM IKCNEPTM3bl OTHOLLEHUSA OXUOaeMou
NOfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NEeKapCTBEHHOro npenapara v (unm)
9KCNepTM3bl KadecTBa JIEKApCTBEHHOrO cpeacTBa SBMSETCA nNpeacTaBreHue
AOKYMEHTOB, yKasaHHbIX B YacTax 1 un 3 HacToswen ctatbn, B HEMNOSIHOM 0b6beme,
HenpeacTaBlieHne 3adBUTENEM B YCTAHOBIEHHbIM CPOK OTBETA Ha YyKa3aHHbIM B
yacTn 4 1 HacToduen CcTaTbX 3anpoc YMNOSIHOMOYEHHOro dedepansHOro opraHa
MCMNOMHUTENBbHOW BNAcTW, a TakXe OTCYTCTBME B MNPeACTaBIIEHHbIX OOKYMeHTax
ncuyepnblBarOLLMX CBEOEHNI, KOTOPbIE AOMKHbI ObITb OTPaXXeHb! B HUX.

(Hactb B pepakuumn, BBedeHHon B pencteBne ¢ 1 anBaps 2011 roga
denepanbHbiM _3akoHOM 0T 29 Hoabpsa 2010 roga N 313-P3; B pegakuumu,
BBeJeHHON B gencteme PegepanbHbiM 3akoHOM OT 25 Hoabpsa 2013 roga N 317-
3.

6. JKcnepTnsa OTHOLLEHNS] OXNOAEMON MOSb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
NeKapcTBEHHOro npenapata u (Unn) 9KcnepTusa KadyecTBa JIEKapCTBEHHOIO
cpeactea B Uensax  NOATBEPXKOEHWST  TFOCYAApPCTBEHHOW  perncTpauunm
nekapCcTBEHHOro npenapara NpoBoAATCS Ha OCHOBaHUN OOKYMEHTOB, YKa3aHHbIX B
YacTu 3 HaCTOdLLEN CTaTbu, B NOPSAKe, YCTAHOBNEHHOM YacTamu 5-8 ctatbun 23 u
cTatben 24 HacTogduero PegepansHOro 3akoHa (4acTb B pedakuunn, BBEAEHHOWN B
aencteue ¢ 3 gekabpsa 2010 roga PegepansHbiM 3akoHOM OT 29 HoAbpa 2010 roaa
N 313-®3, pacnpocTpaHsieTCcsi Ha NPaBOOTHOLLEHNS, BO3HUKLWLME ¢ 1 ceHTabps 2010
roga.

7. B nepuwog nposedeHuss npouenypbl NOOTBEPXOEHUS rocyLapCTBEHHOW
perMcTpaumm  nekapCTBEHHOro  npenapata  ero  rpaxgaHckmi — obopoTt
ocyLlecTBrigeTcs Ha Tepputopumn Poccumrckon degepavmu.

8. OcHoBaHMeM a9 oTKasa B NOLTBEPXKOEHUN rOCYAapCTBEHHOW pernctpaunm
nekapcTBEHHOro npenapaTa ABnsieTcH peLueHne COOTBETCTBYHLLEIO
YrNOHOMOYEHHOro doeepanbHOro opraHa WCMNOSMHUTENBLHOWM BflaCTU O TOM, YTO
Ka4ecTBO M (Unn) adpeKTUBHOCTb NEKapCTBEHHOMO NpernapaTta He NoaTBEePXAEHbI
NOMYy4YEHHLIMN JAHHBIMU UK YTO PUCK NPUYNHEHMS Bpeaa 3400PO0BbI0 YerioBeka nnm
XVBOTHOIO BCfeACTBME MNpPUEMA JeKapCTBEHHOro rnpenapaTta npeBbllaeT
9Gb(PeKTUBHOCTb €ro NPUMeEHEHUSI.

(YacTb pgononHuTenbHO BKMtoYeHa C¢ 22 Hosidpa 2014 roga PeneparnbHbIM
3akoHOM OT 22 okT1a6psa 2014 rona N 313-93)

C 1 auBapa 2017 roga PegepanbHbiM 3akoHOM OT 22 aekabpa 2014 roga N
429-03 cTtatbsa 29 HacTosiwero PenepanbHOro 3akoHa OyaoeT mMsnoxeHa B HOBOW
peoakuuu.

KommMmeHTapum k ctatbe 29

CrtaTtbs 30. BHeceHMe uaMeHeHUU B [OKYMEHThI,
cogepxalimecsi B permcTpauuoHHOM OCbe Ha
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3aperncTpmMpoBaHHbIN NleKapCTBEHHbIU npenapart ans
MeAULMHCKOro NpUMMeHeHUs

1. B uensdx BHeECEHWs W3MEHEeHMM B [OOKYMEHTbl, CcoAepxawpmecs B
perMcTpaymoHHOM OOCbe Ha 3aperMcTpuUpOBaHHbIN JleKapCTBEHHbLIN Npenapart g4
MEOULMHCKOrO MpUMEHEHUs, 3asiBUTENb MpeacTaBnsgeT B YNOSIHOMOYEHHbIN
doegeparnbHbIA OpraH WUCMNOSHUTENTbHOM BracTu 3adBfieHME O BHECEHUM TaKuX
N3MeHeHnn No dpopme, YCTaHOBIEHHOM YNONTHOMOYEHHBIM (hefeparnbHbIM OpraHoM
MCMNOSTHUTENbHOW BracTW, W TMPUIOXEHHbIe K HeMy W3MEHEeHUs B YyKa3aHHble
OOKYMEHTbI, a TakXe AOKYMEHTbl, nogreepxgarlme HeobXooMMOCTb BHECEHUS
Taknx M3MEHeHWn. [NpuHATME peLLEeHNss O BHECEHUM TaKuUX U3MEHeHUrM unm o6
OTKase B MX BHECEHUM OCYLUECTBJSIAETCA B CPOK, He MpeBbilualowmin OeBAHOCTa
pabounx OHenW CcO [OHS NPUHATUS  YNOSTHOMOYEHHbIM heaepanbHbIM - OpraHoM
NCMNOSHUTENBbHOW BNAcTy 3asiBIEHNSA O BHECEHUN TakuxX nameHeHun. *30.1)

C 1 anBapa 2017 roga PenepanbHbiM 3akoHoM oT 22 nekabpsa 2014 roga N
429-03 yacTb 1 HacTosLeN cTaTbh ByaeT U3noxeHa B HOBOW peaakLun.

2. B cny4yae BHeCeHUs NI3SMEHEHU B MHCTPYKL MO MO NPUMEHEHUIO JIEKAapCTBEHHOIO
npenapata B OTHOLWIEHMM CBEeAEHUI, yKa3aHHbIX B nognyHkTax "' - "n", "X" nyHkTa
16 _4yactm 3 ctatbu 18 Hactosuwero PenepanbHOro 3akoHa, B COCTaB
NEeKapCTBEHHOrO npenapara Ansg MeauLUHCKOro NPUMEHEHUs!, USMEHEHNA MecTa
Npon3BoACTBa JIeKApCTBEHHOrO npenapaTta Aaf MeOUUMHCKOro MNPUMEHEHUS,
N3MEHEeHUs1 NoKasaTtersien KadecTBa JiekapCTBEHHOro npenapara 419 MeguuMHCKOro
NPUMEHEHMS 1 (UM) METOAOB KOHTPOSIA KadecTBa fleKapCTBEHHOro npenapara s
MEOMLUMHCKOINO MPUMEHEHNHA, W3MEHEHUS CpOKa [rOOHOCTU  JleKapCTBEHHOro
npenapara On9  MeOUUMHCKOro  MPUMEHEHMSI  MPOoBOAUTCS  3KCNepTusa
NEKAPCTBEHHbIX CPeacCTB B 4YacTW JKCMepTudbl KayecTBa JIEeKapCTBEHHOMO
cpeactea M (MnNM) aKCNEepTU3bl OTHOLLEHMS OXMOAEMOW MNOSMb3bl K BO3MOXHOMY
PUCKY MPUMEHEHNA NIeKapCTBEHHOIO npenapara ans MeauumMHCKoro npumeHeHus. B
crydae HeobXoOMMOCTU BHECEHUSI WHbIX WM3MEHEHUMW B [aHHYD WHCTPYKLMIO
9KCMNepTM3a JEKapCTBEHHONO cpeacTBa O BHECEHUA TaKuUX W3MEHEHUN B
CBedeHNs O 3aperMcTpupoBaHHOM JIEKApCTBEHHOM MpenapaTte He NpoBOAUTCA
(4acTb B pepjakumv, BBedeHHOM B aenctBue ¢ 26 okTtabps 2010 roga
denepanbHbiM_3akoHoM OT 11 okTabpsa 2010 roga N 271-93; B pegakuumu,
BBeaeHHon B gencteme ¢ 3 gekabps 2010 roga PegepanbHbiM 3aKOHOM OT 29
Hosa6ps 2010 roga N 313-93.

C 1 anBapsa 2016 roga PenepanbHbiM 3akoHoM oT 22 nekabpsa 2014 roga N
429-03 yacTb 2 HacTosLLEN cTaTbn ByaeT U3noxeHa B HOBOW peadakLun.
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3. C 3asaBreHneM O BHECEHUN WU3MEHEHUA B [OOKYMEHTbI, cogepxalmeca B
perMcTpaumoHHOM OOCbe Ha 3aperMcTpUpOBaHHbIN JleKapCTBEHHbLIM Npenapart 4114
MEOULMHCKOIO MPUMEHEHUsA, Hapsay C OOKYMEHTaMu, YyKasaHHbIMM B YacTtu 1
HacTosdLen  crartbu, 3asBuTENDb npegcrtaBnder  Konuu  LOKYMEHTOB,
noaTBepXaarLwmMx ynraTy rocy4apCTBEHHOM MOLUIMHBI 3@ BHECEHNE B [ OKYMEHThI,
cogepxawmeca B perMcTpaumMoHHOM  OOCbe Ha  3aperncTpupoBaHHbLIN
NeKapCTBEHHbIM npenapaTr And  MegUUMHCKOrO  MPUMEHEHUHA, U3MEHEHUH,
Tpebylowmx NpoBeAEHNs OKCMNEepTU3bl JEKapCTBEHHbIX CPeacTB B 4acTu
9KCNepTU3bl Ka4ecTBa feKapCTBEHHOrO cpeacTasa U (Mnn) aKCNepTU3bl OTHOLLEHUS
OXnaaemMou rnorb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOMO npenapaTa
Ansg MeOVUMHCKOro MpUMEHEHUs, rocyapCTBEHHOW MOLWIMHbI 3a BHECEHWE B
AOKYMEHTbI, CoAepXalwpmecs B perMcTpaymMoHHOM 0OCbe Ha 3aperncTpupoBaHHbIN
NeKapCTBEHHbIW npenapat AN MeOUUMHCKOrO MPUMEHEHUS, WU3MEHEHUN, He
TpebyloLwmx NpoBedeHNss 3KCNePTU3bl JleKapCTBEHHOro cpenctBa, NMMbo Bnpase
npeacTaBuUTb N0 COBCTBEHHOM MHMLMATUBE YKasaHHble OOKYMeHTbl. B criydae umx
HenpeacTaBieHNa  YNONHOMOYEHHbIN  doefeparibHblA - OpraH  UCTOSHUTESNbHOMN
BflacTU npoBepseT (akT yriaTbl [OCYAAPCTBEHHbLIX MOWIMH  3asiBUTEnem
NocCpeacTBOM UCMOMb30BaHUA MHGopMauum 06 ynnate rocygapCTBEHHbIX MOLLMH,
coaepailencs B locynapcTBEHHOM WH(pOPMALIMOHHOM ~ cuUcTeMe O
roCcygapCTBEHHbIX M MyHMUMNANbHbIX Mnartexax, Ha OCHOBaHUW MpeacTaBrieHHbIX
3agBuTENEM KOMUA [OOKYMEHTOB, MNOATBepXOalwmx ynnaty rocygapCTBeHHOW
NOLLNHBI.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 umwona 2015 roga PenepanbHbIiM
3akoHoM oT 22 fekabpa 2014 roga N 429-93.

4. B TeveHne gecatn paboymx OHEN Co OHS NOCTYNSIEHUs yKadaHHOro B YacTtu 1
HacTosALWEN CTaTbW 3asBfiEHNS U HEOBXOAUMbIX OOKYMEHTOB YMNOSIHOMOYEHHbIN
doegeparnbHbIN OpraH NCNOSHUTENTbHOM BNAcTU:

1) NPOBOAUT MPOBEPKY MOSHOTbI M AOCTOBEPHOCTU CBEOEHWUA, COoOepXalmxcs B
nNpeacTaBneHHbIX 3asiBUTENeM Matepuanax;

2) NpYHMMaET peLleHne O NPOoBeAEHNN yKasaHHbIX B HacTW 2 HacTOoAWEN CTaTbu
COOTBETCTBYHOLUMX IKCMNEPTU3 JeKapCTBEHHOro cpeactBa wunim o6 oTkase B WX
npoBeaeHnu;

3) yBeOOMNSET B 3fEKTPOHHON UM NMUCbMEHHOM hopMe 3aaBUTENS O MPUHATOM
peELEHM UMK B Criydae MnpUHATUA pelleHnss ob oTkase B NpoBedeHun
COOTBETCTBYHLLEN 3KCNEPTU3bI C yKazaHMeM NPUYNH Takoro oTkasa.

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nonda 2015 roga PenepanbHbiM
3akoHoM oT 22 aekabps 2014 roga N 429-93.
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4 1. B cny4yae BbiSBNEHNA HeLOCTOBEPHOCTU CBEOEHWN, COLepXawmxca B
npeacTaBfieHHbIX 3adBuUTEneM Martepuanax, YrnofHOMOYEHHbIM dheaeparnbHbIn
opraH WCMNOSHUTENBLHOW BfiaCTW HanpasnseT 3asBuTento 3anpoc 06 yTOYHEeHWUn
yKasaHHbIX cBeAeHUN. [JaHHbIN 3anpoc MOXET ObliTb nepedaH YNnosIHOMOYEHHOMY
npeacTaBUTENO 3adaBUTESA JIMHHO MO PAacnUCKy, HamnpaBsfieH No NnodTe 3akasHbiM
NMMCbMOM WX repefaH B 3NIeKTPOHHOUM dopMe MO TENEKOMMYHUKaALMOHHbLIM
KaHanam cBs3n. B cnyvae HanpaeneHus OaHHOro 3anpoca Mo rnoyTe 3akasHbiM
MMCbMOM OH CYMTAETCH TMOJSIyYEHHbIM MO WCTEYEeHUW LWecTn AHeW C AaThbl
HanpaBfieHNsa 3aKa3Horo nNucbma.

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

4 2. 3asButenb ob6s3aH npeacTtaBUTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOrO
denepanbHOro opraHa WCMNOMHUTENbHOM BfAcTU B CPOK, HE MNPEBbILLAKOLLNNA
AeBsiHocTa paboymx AHEN Co aHA NonyyYyeHns gaHHoro 3anpoca. Cpok, yKasaHHbI B
yacTm 4 HacTosuwen CcTaTbW, MPUOCTaHaBMMBaAETCA CO [AHA HanpaBneHus
3aABUTENMIO 3anpoca YMNoSIHOMOYEHHOro dheaeparnbHOrO opraHa WCMONMHUTENbLHON
BNacTu 0O AHSA NOMyYEeHUS UM OTBETA Ha AaHHbIA 3arnpoc U He y4uUTbiBaeTCcs npu
MCUYMCIIEHMN CPOKA MPUHATUS PELUeHNss O BHECEHUN U3MEHEHWA B OOKYMEHThI,
cogepxawmeca B perMcTpauMoHHOM  OOCbE  Ha  3aperncTpyupoBaHHbIN
NeKapCTBEHHbIN Npenapart AN MeAULMHCKOro NPUMEHEHUS.

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

5. OcHOBaHMeM NS OTKasa B NPOBEOEHMM YKa3aHHbIX B YacTu 2 HaCTOALLEW
CTaTbW 9KCNEpPTU3 4ABNSETCS npeacTaBrieHne [OOKYMEHTOB, MNEPEYUCSIEHHbIX B
yactax 1 wn3 HacTodalwen cTartbW, B HEMNONHOM ob6beme, HenpeacTaBreHue
3asBUTENieM B YCTaHOBIIEHHbLIV CPOK OTBETAa Ha yKa3aHHbIW B HacTn 4_1 HacTodLlen
CTaTby 3aMnpoc YNOSIHOMOYEHHOro heagepanbHOro opraHa UCMONHUTENBHOW BracTw,
a TakKe OTCYTCTBME B NpPeaCTaBfEeHHbIX OOKYMEHTaX OOCTaTOYHbIX CBeOeHUN,
noATBepXgalwLmMx HeobXoAMMOCTb BHECEHUSI W3MEHEHW, W  OTCYTCTBUE
MHpopMaumK, noaTeepxaawwen dakT ynnatbl  roCy4apCTBEHHbIX  MOLUWIMH,
yKasaHHbIX B 4aCcTu 3 HAaCTOoALLEeN CTaTbW.

(YacTb B pepakuuun, BBedeHHOM B aenctBue degepaslibHblM 3aKOHOM OT 25
HoA6ps 2013 rona N 317-93; B pegakuum, BBegeHHon B aencteme ¢ 1 uwonsa 2015
rona PegepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga N 429-P3.

6. YKasaHHble B YacTu 2 HacToALEeW CTaTbn 9KCNEePTMU3bl NPOBOLAATCA B MOPSAKe,
YCTaHOBJIEHHOM cTaTben 23 HacToswero PefeparnbHOro 3akoHa.

7. B cpok, He npeBbllalOWMn [ecAaTu paboymx OHen co OHS  NonyyYeHud
3aKMOYEHUN KOMUCCUM 3IKCMEepToB MO pesyrbrTaraMm YyKasaHHbIX B Yactu 2
HacToAWenW CTaTtbM  3KCNEepTU3,  YMNOSIHOMOYEHHbIN  doeaeparnbHbi - opraH
NUCMONHUTENBbHON BNACTH:

(AG3au B pegakumm, BBegeHHon B gencteue ¢ 1 nona 2015 roga PenepanbHbiM
3akoHoM oT 22 aekabps 2014 roga N 429-93.
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1) NPUHMMAET peLleHMEe O BHECEHUN U3MEHEHU B OOKYMEHTbI, coaepallmecs B
PerMcTpaLmoHHOM A0CbEe Ha 3aperMcTpUpPOBaHHbIN NeKapCTBEHHLIN NpenapaT ans
MEANLIMHCKOro NPUMEHEHUs], U 00 OTKa3e BO BHECEHUN TaKUX U3MEHEHWN;

2) BHOCWUT B [OCYOapCTBEHHbLIN PEEeCTP JIEKAPCTBEHHbIX CPEACTB Ha OCHOBaHUK
peleHNss O BHECEHUMM U3MEHEHMW B  [OOKYMEHTbl, coepxawmecsi B
perMcTpaLmMoHHOM 0OCbe Ha 3aperMcTpuMpoOBaHHbIN NEKAPCTBEHHLIM npenapat ans
MEOULMHCKOIO MNPUMEHEHNsI, HeobXoguMble W3MEHEHMSI U BO3BpaWaeT UX
3aaBUTENIO;

3) BblOaeT 3asABUTENO HOBOE PerMcTpauuoHHOE YOOCTOBEpEeHUE NeKkapCTBEHHOMO
npenaparTa B Cliydae n3MeHeHUss CBeAeHU, COAEePXaLUMXCS B HEM.

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 fekabpsa 2014 roga N 429-93)

8. OcHoBaHMeM nandg oTkasa BO BHECEHUMWM W3MEHEHWA B  [OOKYMEHTHI,
cogepxalwpmeca B PEerucTpaLMOHHOM  [OCbe Ha  3aperycTpupoBaHHbIN
NeKapCTBEHHbIN NpenapaT AN MeauLHCKOro NpUMEHEHUs!, ABNSIETCS 3aKioYeHne
YNONMHOMOY€EHHOro doegeparbHOro opraHa UCMOSNHUTENbHOW BNAacTh O BO3MOXHOCTM
CHWXeHnst 6esonacHocTK, kadecTBa, 3dEKTMBHOCTM NEKapCTBEHHOIO CpeacTBa B
Clny4yae BHECEHUS TaKUX N3MEHEHWIA.

9. [onyckaeTcs obOpalleHne nekapCTBEHHbIX npenapaTtoB Ans MeauLMHCKOro
NPUMEHEHUST OO0 WUCTEYEHUs cpoKa roAHOCTU, NMPOU3BEOEHHbIX B Te4YeHue cTa
BOCbMWOECATU AHEeW nocrie Aatbl MPUHATUS YNOSIHOMOYEHHbIM dhefeparbHbIM
OpraHOM MCMOSTHUTESTbHOM BIlaCTU peLLeHnst O BHECEHUN U3MEHEHWIA B JOKYMEHTHI,
cogepxawmecs B perMcTtpaumMoHHOM [0Cbe, B COOTBETCTBUM C WHGOpMaLMeEn,
coepxalenca B OOKYMEHTax permcTpaumMoHHOrO AOCbe Ha NeKapCTBEHHbIN
npenapart 40 AaTbl NPUHATUS TAKOro peLLEHUs.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 umwona 2015 roga PenepanbHbiM
3akoHom ot 22 nekabpsa 2014 roga N 429-03.

KommeHTapum k ctatbe 30

Ctatbsa 31. BHeceHne namMeHeHUN B AOKYMEHTbI,
coaepxawmecsi B peructpauMoHHOM AOChLEe Ha
3aperncTpmMpoBaHHbIN NleKapCTBEHHbIU npenapart gns
BeTEepPUHAPHOro NpMMeHeHUs
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1. B uUensdx BHeECEHWS W3MEHEeHMW B [OOKYMEHTbl, CcoAepxawpmecs B
permcTpaumMoHHOM OOCbEe Ha 3aperncTpMpoOBaHHLIN JNleKapCTBEHHbIN npenapar ans
BETEPUHAPHOIO MNPUMEHEHUs, OepXaTefb WM Briageney peructpaluoHHOro
yOOCTOBEPEHUA INEKapCTBEHHOro npenaparta WM ynornHOMO4YEeHHOEe UM [pyroe
lopugmyeckoe nMUO (garnee B HACTOSLLEN CTaTbe - 3adBUTENb) NpeacTaBnseT B
YMNOSNMHOMOYEHHbIN hefepanbHbl OpraH MWCMONHUTENBHOM BrlaCcTU 3adBfiEHNE O
BHECEHUN TakKuUX W3MEHEHUA Mo ¢opMe, YCTAHOBJSIEHHON YMNOSIHOMOYEHHbIM
doegepanbHbIM - OpraHOM  UCTONHUTENBHOW  BracTW, U MNPUIIOXKEHHbIE K Hemy
M3MEHEHNS B YyKa3aHHble [OOKYMEHTbl, a TakXe [AOKYMEHTbl, nogTBep)garoLme
HEOBXOOMMOCTb BHECEHUSI TakMX WU3MEHEHUNW. [puHATUE peLLleHns O BHECEHUN
TakNX U3MEHEHUN MM o0 OTKa3e B WX BHECEHUM OCYLLECTBISIETCS B CPOK, He
NpeBbILLAWLMA OEBAHOCTA pabounx AHENn CO AHSA MPUHATUS YNOSIHOMOYEHHbLIM
doegeparnbHbIM OpraHoOM UCMNOSHUTESNTbHOW BACTU 3asiBfIEHNA O BHECEHUM TaKuX
N3MEHEHUN.

(YacTb B pepakuumn, BBedeHHOM B aenctBue degepaslibHbiM _3akOHOM OT 13
nions 2015 roga N 241-93.

2. B cnyyae BHeCeHMA U3MEHEHWW B [OOKYMEHTbl, coepXawmecd B
permcTpaumMoHHOM OOCbEe Ha 3aperncTpMpoOBaHHbLIN NTeKapCTBEHHbIN npenapar ans
BETEPUHAPHOIO MPUMEHEHUS, B OTHOLLEHUM CBELEHUW, yKasaHHbIX B NOAMNYHKTax
"e", ™, Mk, ", MR, "e”, X" nyHKkTa 7 yactun 3 ctatbun 17 HacTosuwero PegepanbHoro
3aKOHa, W3MEeHeHua wu (unn) [OMNOSHEHUS MNPOM3BOACTBEHHOM  MIIOLIALKM
NeKapCTBEHHOro CpefCcTBa, a Takxke B Cllydae U3MEeHEeHUs MnokasaTernen kadecTsa
NeKapCTBEHHOro npenapaTta A9 BETEPUHAPHOIO NPUMEHEHNS N (MnNM) MeTOoO0B
KOHTPOSIA KadecTBa NeKkapCTBEHHOro npenapara Ans BeTEPUHaApPHOro NpuUMeEHeHUs
NPOBOAUTCA 3KCNepTM3a JeKapCTBEHHOrO CpeacTtBa O BETEpPUHapPHOro
npuMeHeHus. B crnyyae HeoBXxo4nMMOCTU BHECEHUSA UHBIX U3MEHEHU B JOKYMEHTHI,
cogepxawumecss B PermcTpaumMoHHOM  OOCbE€ Ha  3apermcTpupoBaHHbLIN
NEKaApCTBEHHbIM Npenapatr O BEeTEepPUMHAPHOro MPUMEHEHUH, 3JKCchnepTusa
NEKapCTBEHHOIO cpeacTBa ANd BETEPUHAPHOIo NPUMEHEHNS HE NPOBOAMUTCA.

(Yactb B pepakumu, BBeaeHHon B pgenctBne ¢ 1 sauBapa 2015 ropga
degepanbHbIM_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.
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3. C 3asaBreHnMeM O BHECEHUM WU3MEHEHWA B [OOKYMEHTbI, cogepxalmeca B
permcTpaumMoHHOM OOCbEe Ha 3aperncTpMpoOBaHHLIN JNleKapCTBEHHbIN npenapar ans
BETEPMHAPHOIO MPUMEHEHUS, Hapsgy C LOKYMEHTaMu, yKasaHHbIMM B YacTtu 1
HacTosAWenW CcTaTbW, NPEACTaBrATCA [OOKYMEHTbl, MnoaTBepXaarowme ynnarty
rocygapCTBEHHOW TMOLWWMHBbI 3a BHECEeHWe B [OOKYMEHTbl, CoAepXxalmecs B
permcTpaumMoHHOM OOCbe Ha 3aperncTpMpoOBaHHLIN JNTEKapCTBEHHbIN npenapar ans
BETEPMHAPHOIO MNPUMEHEHUHA, U3MEHEHUWN, TPebylomxX NpoBeOEeHUsT IKCMepTU3bl
NEKapCTBEHHOIO cpeacTBa Afs BETEPUHAPHOIO MPUMEHEHUSA, UM U3MEHEHUI, He
Tpebylowmx NpoBEeAEHNA  9KCNepTusbl  fIeKapCTBEHHOINO  cpeacTea  Ans
BETEPUHAPHOIO NPUMEHEHUS.

(Hactb B pepakumu, BBeaeHHon B pgenctBne ¢ 1 auBapa 2015 ropga
dPenepanbHblM 3akoHOM OT 22 okTa6psa 2014 roga N 313-P3.

4. B cpok, He npeBbiawWmin gecatn paboymx OHENn CO AHA MOCTYynsfeHus
yKa3aHHOro B YacTu 1 HACTOsALLEN CTaTbW 3asBIIEHNS N HEOOXOAUMbIX JOKYMEHTOB,
YMNOSNMHOMOYEHHbIN doeaeparnbHbI OpraH UCMONHUTENBHON BNacTu:

1) NPOBOAUT MPOBEPKY MOSHOTbI M AOCTOBEPHOCTU CBEOEHWUA, COoOEepXalmxcs B
nNpeacTaBneHHbIX 3asBUTENEM AOKYMEHTAX;

2) NPUHMMAaET peLleHne O NPOBEAEHMMN SKCNEPTM3bl NNEKapCTBEHHOIO CpeacTBa Ans
BETEPUHAPHOro NPUMEHEHMs Unn 06 OTKa3e B ee NPOBEAEHUN;

3) yBeaoMnsieT B NMUCbMEHHOW hopme 3asBUTENA O MPUHATOM peLleHuM unn B
criydae NpUHATUA pelleHna ob oTkase B NPOBEAEHUN IKCNEPTU3bl JIEKAPCTBEHHOIO
cpencTBa 4S9 BEeTepPUHapPHOro NpuMeHeHus C yKkasaHueM NpuYmnH Takoro oTkasa.

5. OcHoBaHMeM st OTKasa B NpoBeLEHNM 3KCMEPTM3bl SIEKAapPCTBEHHOIO cpeacTBa
ONs BETEPVMHAPHOrO MNPUMEHEHUA SBMSeTCA NpeacTaBrfieHNne  OOKYMEHTOB,
yKaszaHHblX BYactax 1 un3 HacToduwlen ctatbW, B HEMNONHOM obbeme uu
OTCYTCTBME B MNpPEenCTaBfieHHbIX  OOKYMEHTax [OCTaTOuYHbIX  CBeOeHun,
noATBEPXOaLWLMX HEOOXOANUMOCTb BHECEHUS U3MEHEHWN.

6. OKcnepTusa nNeKapCTBEHHOro cpeacTBa Afsi BETEPUHAPHOrO MPUMEHEHUS1 B
Lensx BHECEeHUS U3MEHEHUN B [OKYMEHTbI, cogepXawmecs B pPernctpauiOHHOM
AOCbEe Ha 3aperncTpupoBaHHbIM JIeKapCTBEHHbIN npenapaT OS1 BeTEepPUHApPHOro
NMPUMEHEHUS, OCYLUECTBNAETCA B  MOpsAKe, YCTaHOBIIEHHOM cTaTben 24
HacTosLero PegepansHOro 3akoHa.

6 1. B cpok, He npeBblwaloWmn nNATU paboymx AOHEeNn CcO OHS  MonydYeHud
3aK/MIOYEHNA KOMMUCCUM OKCNEepTOB MO pesynbrataM  yKasaHHOWM B YacTtu 2
HacToAWenW CTaTbW 3KCMEepTU3bl, YMONHOMOYEHHbIM  doefeparnibHbld - OpraH
NCMNOSTHUTESNTbHOW BIIacTU:
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1) NPUHMMAET peLleHME O BHECEHUN U3MEHEHUN B OOKYMEHTbI, coaepallmecs B
PerMcTpaLmoHHOM A0ChbEe Ha 3aperMcTpUpPOBaHHbIN NeKapCTBEHHLIN NpenapaT ans
BETEPUHAPHOro NPMMEHEHUs1, U 06 0TKase BO BHECEHWUM TaKUX NU3MEHEHUIA,

2) BHOCWUT B [OCYOapCTBEHHbIN PEeecTp JIEKapCTBEHHbIX CPeACTB Ha OCHOBaHUM
peELlEeHNsT O BHECEHUMM U3MEHEHMW B  [OOKYMEHTbl, coAepxawmecss B
perMcTpaLmMoHHOM 0OCbe Ha 3aperMcTpUpOBaHHbIN NEKAPCTBEHHLIM NpenapaTt s
BETEPMHAPHOIO MPUMEHEHUS, HeobXoOuMble W3MEHEHWs U BO3BpallaeT 3Tu
OOKYMEHTbI 3adBUTENIO.

(YacTb 6_1 gononHuTenbHO BKMoveHa ¢ 22 Hosbps 2014 roga PegepanbHbiv
3akoHOM OT 22 okT1a6psa 2014 rona N 313-93)

7. OcHoBaHMeM AOna  OTKasa BO BHECEHUMM U3MEHEHMA B  OOKYMEHTHI,
cogepxawmeca B perMcTpauMoHHOM  OOCbe  Ha  3aperncTpupoBaHHbLIN
NEKaApPCTBEHHbIM  npenapatr Ansg BETEPUHAPHOro  MNPUMEHEHUs, ABISIETCH
3aKno4YeHne yrnosIHOMOYEHHOro hefepanbHOro opraHa MCMOSHUTENBHON BraCcTu O
BO3MOXHOCTU CHWKEHUS 6e3onacHocTH, KayecTBa, 9dpekTUBHOCTH
NeKapCTBEHHOro npenapata Ans BETEPUHAPHOrO NPUMEHEHUS B CIlydae BHECEHUS
N3MEHEHW B YKa3aHHbl€ OKYMEHTbI.

8. [Honyckaetca oOpalleHne rekapCTBEHHbIX NpenapaTtoB AN BeTepUHApPHOro
NPUMEHEHUS OO0 WUCTEYEHUS1 CpoKa rogHOCTU, MPOU3BEAEHHbIX B TeyeHue cTa
BOCbMUAECATU OHEN nocrie Aatbl MPUHATUSA YNONMHOMOYEHHbIM doefdeparnbHbIM
OpraHoM UCMOSTHUTESNBLHOM BACcTU peLleHnss 0 BHECEHUN N3MEHEHUN B LOKYMEHTHI,
cogepxawmecs B pPerMcTpaunMoHHOM [O0Cbe Ha JieKapCTBEHHbIM npenapart, B
COOTBETCTBUN C MH(popMaLIMeEN, coaepxalwemncs B JOKYMEHTaX perncTpauOHHOro
AOCbe Ha NnekapCTBEHHbIN npenapar 40 AaTbl NPUHATUA TaKoro peLleHus.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 mwona 2015 roga PenepanbHbiM
3akoHom ot 22 nekabpsa 2014 roga N 429-03.

KommeHTapuit Kk ctatbe 31

Ctatbsa 32. OTMeHa rocyaapCcTBeHHOU perucrtpauum
FieKapCTBEHHOro npenapara

PelwieHne 06 OTMEHe TrocydapCTBEHHOW perucTpauuMu NeKkapCTBEHHOO
npenapata W WCKIMOYEHUM TeKapCTBEHHOro npernapaTta W3 rocyaapCTBEHHOro
peecTpa NeKapCTBEHHbIX CPeACTB NPUHMMAETCS YNONHOMOYEHHbIM dleaeparnbHbIM
OpraHoM UCMONMHUTENBHOW BracTu B Criyvae:

1) NpencTaBneHUs COOTBETCTBYIOLLMM YNONHOMOYEHHbIM dedeparnbHbiM OpraHoM
NCMNOSHUTENbHOW BIAaCTU 3aKOYEHMs1 O pucke uinm ob yrpos3e 340pOBbiO, XU3HU
4yernoBeka WM >KMBOTHOMO MpW NPUMEHEHUM NeKapCTBEHHOro npenapara,
npeBblaloWLmMX ero 3peKkTMBHOCTb, MO pe3ynbrataMm OCYLUECTBSIEMOIO UM
MOHWTOPMHra 6e30NacHOCTM NleKapCTBEHHOIO Npenapara;
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2) nogayn pepxatenem wnv BragenbLeM permcTpaumMoHHOIO yaoo0CTOBEPEHUS
NeKapCTBEHHOro npenaparta WM YnosIHOMOYEHHbIM UM APYrUM  KOPUANYECKNM
MuoM 3asBfieHnst 06 OTMEeHe roCydapCTBEHHOM pernctpauumn JiekapCTBEHHOIO
npenapara;

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

3) HenoaTBeEPXKOEHMS1 rOCYAapCTBEHHOW percTpauum nekapcTBEHHOro npenaparta
MO UCTEYEHMN CPOKa OENCTBUS PErMCTPaLNOHHOMO YAOCTOBEPEHUS, BblAAHHOMO Ha
NATb NET;

4) HenpeacTaBneHNs 3asBUTENeM MHdopMaLnM, KoTopast MOXET NoBreYb 3a coboi
HEeoOXOOAMMOCTb BHECEHWUS M3MEHEHWA B [OOKYMEHTbl, codepxalmecss B
PEerMcTpaLuoHHOM [0Cbe Ha 3aperMcTpUpOBaHHbIN NeKapCTBEHHbIN npenapart, B
TeuyeHue TpuauaTtm pabounx AHen Co AHS HACTYNNEHMS 3TUX UBMEHEHWIA;

5) OCYLLECTBEHUST TOCYAApPCTBEHHOW permcTpaumm nekapcTBEHHOro npenapara
nog TOProBbIM HAMMEHOBAHWEM 3apPErMcTPUPOBAHHOIO paHee Nnog 3TUM TOProBbIM
HaUMEHOBaHMEM JIEeKapCTBEHHOrO npenapara, OTNMYaloLWErocsi KadeCTBEHHbIM
COCTaBOM [ENCTBYHOLLMX BELLECTB;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nonda 2015 roga PenepanbHbiM
3akoHom ot 22 nekabpsa 2014 roga N 429-03.

6) OCYLLUECTBNEHUS rOCYAAPCTBEHHOW perucTpauunm 3asBuUTenem O4HOMo U TOro e
rekapCTBEHHOro npenapara nog pasnM4HbIMU TOProBbiMM HaMMEHOBaHUAMU;

7) BblHECEHMSA CYOOM peLleHns O HapylleHun rpaeB npasoobnagartens ob6beKkToB
NHTeNNeKTyansHon co6CTBEHHOCTM Npu 06 paLLeHM NeKapCTBEHHbIX CPeaCTB;

8) oTcyTCcTBMA rNeKapCTBEHHOro nmnpenapata B obpaweHun B Poccumrckon
denepaumm B Te4eHue Tpex u bornee nerT;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-93)

9) HeBbINOMHEHMS  OepxaTenem  wnu  BragenbueM  perucTpauMoHHOro
YOOCTOBEPEHUS JIEKapCTBEHHOro npenapara NMbo ynonHOMOYEHHBIM UMW OPYrM
lOpUOMYECKMM  NMUOM  MepornpuaTMiM  no  obecneyeHuto  ©e3onacHoOCTuU
NeKapCTBEHHbIX MpenapatoB, YCTaHOBSIEHHbIX YMONMHOMOYEHHbIM heaeparnbHbIM
OpraHOM WCIOSHUTESNLHON BflacTU B COOTBETCTBUM C Yactamun 3 n4 crtatbn 64
HacTogulero PenepanbHOro 3akoHa, B paMkax OCyLLECTBIEHUS dhapMakoHaa3opa;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-93)
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10) oTkasa pepxatens wnM Bragenbua perycTpaumMoHHOro yaooCTOBepeHUs
nekapcTBEHHOro npenapata fMbO YNOSTHOMOYEHHOrO UMW APYroro puandeckoro
rvua OT BHECEHUS U3MEHEHUW B MHCTPYKUMIO MO MPUMEHEHUIO JIeKapCTBEHHOIO
npenapaTa, KacalrLMXCA HOBbIX MOATBEPXOEHHbIX AdaHHbIX O TOM, 4YTO PUCK
NpUYMHEHUA Bpeda 300POBbIKO YerioBeka WM XMBOTHOMO BCIieaCcTBMe npuemMa
rneKapcTBeHHOro npenapara npesblwaeT 3PPEKTUBHOCTL €ro NPUMEHEHWS.

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

KommeHTapum k ctartbe 32

Ctatbsa 33. [locyaapcTBeHHbIN peecTp NeKapCTBEeHHbIX
cpeacTts

1 . [ocynapCTBEHHbIN _PEeecTp JIEKapCTBEHHbIX CPeACTB COLEPXUT MepeyeHb
NEeKapCTBEHHbIX MpernapaTtoB, Mpowenwmx rocygapCTBEHHYIO — perncTpauuio,
nepeyeHb papMaLeBTUYECKUX CYOCTaHLUUA, BXOAAWMX B COCTaB JIEKAPCTBEHHbIX
npenapaTos, U criefyoLLyo NHdopMaumio:

1) B OTHOLLEHWM NEKaPCTBEHHbIX NPenapaTos.:

a) HaMMeHoBaHWe fiekapCTBEHHOro npenapara (MexayHapoaHoe HenaTeHTOBaHHoe,
NN rPYNNUPOBOYHOE, UITM XMMUYECKOE N TOProBOe HAaMMEHOBaHWS);

(MognyHkT B pepakumn, BBegeHHouM B pgencteue ¢ 1 wona 2015 ropga
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-93.

6) nekapcTBeHHass hopma C ykasaHMeM [4O3UPOBKU NeKapCTBEHHOro npenapara u
€ro KonM4yecTBa B NOTPEOUTENbCKON YNaKOBKE;

B) HaMMeHOBaHWE OepxaTend unu Bragesnbua perMcTpalmMoHHOro yaoCTOBEPEHUS
NeKapCTBEHHOrO npenapara;

(MognyHkT B pepakumn, BBegeHHou B pencteue ¢ 1 wona 2015 ropga
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-93.

) HaMMEeHOBaHWe 1 apec NPoON3BOAUTENSA NEKapCTBEHHOTO Npenapara;

A0) apmakoTepaneBTMyeckass rpynna, Ko4 JfieKkapCTBEHHOro npenapara o
aHaTOMO-TepaneBTUYEeCKO-XMMNYECKON Kriaccudomkawmu, peKoMeH0BaHHOM
BcemupHom opraHnsaumen 3gpaBooXpaHeHs;

(MognyHkT B pepakumn, BBegeHHou B pgencteue ¢ 1 wona 2015 ropga
denepasnbHbIM 3akOHOM OT 22 faekabpsa 2014 rona N 429-93.

€) NoKasaHusi 1 NPOTUBOMOKAa3aHNs K MPUMEHEHUIO NIEKapCTBEHHOIo npenapara;
) N06OYHbIE OENCTBMUS NEKapCTBEHHOIrO Npenapara;

3) CPOK rOIHOCTM NeKapCTBEHHOTO NpenapaTa;
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1) YCNOBUS XpaHEeHWs1 NekapcTBEHHOro npenapara;
K) yCrnoBuMs OTNyCKa NekapCTBEHHOro npenapara;

n) Homep dapMakonemHom cTaTbM WM B Cllydae ee OTCYTCTBUA HOMeEp
HOPMaTUBHOM AOKYMEHTaL MM TM6O HOPMATMBHOIO JOKYMEHTA;

M) QaTa rocygapCTBEHHOW perncTtpauum rfekapCTBEHHOro npenaparta W ero
perMcTpaumoHHbln  HOMep, [faTa 3aMeHbl pPerncTpauMoHHOro YyO0CTOBEPEHUH
NeKapCTBEHHOro rnpenapata Ha OeccpoyHoe PerncTpauuoHHOE YO40CTOBEpPEHUe
NEKapCTBEHHOrO npenapara, garta nogadu 3asaBfieHMss O NOATBEPXOEeHUN
rocygapCTBEHHON permcTpauun JiekapCTBEHHOro rnpenapara, gaTta OTMEHb
rocygapCTBEHHOW perncTpaumm nekapCcTBEHHOro Npenapara;

(MognyHKT B pepakumn, BBegeHHouM B pgencteue ¢ 1 wona 2015 ropga
PenepanbHbiM 3akoHoM OT 22 nekabps 2014 roga N 429-93.

H) Ka4eCTBEHHbIN COCTaB WM KONMMYECTBEHHbLIN COCTaB AENCTBYHOLUMX BELLUECTB U
Ka4yeCTBEHHbIN COCTaB BCNOMOraTesibHbIX BELLECTB JIeKapCTBEHHOMO Npenapara;

(MognyHkT pononHuTenbHO BkMtodeH ¢ 1 mong 2015 roga PenepanbHbIM
3akoHoM oT 22 nekabps 2014 rona N 429-93)

0) WH(popmaumss 060 BCeEX paspeLLeHHbIX BUOax BTOpUYMHOM (NOTPebuTenbLcKon)
YMNaKOBKMU;

(MognyHkT pononHuTenbHo BkMtodeH ¢ 1 mong 2015 roga PenepanbHbIM
3akoHoM oT 22 nekabpsa 2014 roga N 429-93)

N) gata NPUHATUS PeELLEHNss O BO3MOXHOCTM paccMaTpuBaTh JiEKapCTBEHHbIN
npenapar npuv TroCy4apCTBEHHOM pernctpaumm B KayecTBe  OpdphaHHOro
NeKapCTBEHHOrO npenapara;

(MognyHKT pononHuTenbHO BkMtodeH ¢ 1 mong 2015 roga PenepanbHbIM
3akoHoM oT 22 nekabpsa 2014 roga N 429-93)

p) HanMyue nekapCTBEHHOro rnpenapaTta B MepedYHe >XU3HEHHO HeobXoO4UMbIX W
Ba)XHEWLLMX NeKapCTBEHHbIX NpenapaTos;

(MognyHkT pgononHuTenbHo BkMtodeH ¢ 1 mong 2015 roga PenepanbHbIM
3akoHoM oT 22 nekabpsa 2014 roga N 429-93)

C) HanM4ne B fieKapCTBEHHOM MnpenapaTe HapKOTUYECKUX CpeacTB, NCUXOTPOMHBbIX
BELLECTB U UX NPEKYpCcOpOoB, noasnexawmx KOHTposno B Poccuickon denepaumv, B
COOTBETCTBUMN C 3aKoHogaTenbcTBoM Poccurckon deaepaunmn, MexayHapoLHbIMU
porosopamn Poccunckon ®Pepepaumun, B TOM 4ucne EOMHOW KOHBEHUMEW O
HapkoTnyeckux cpegcrteax 1961 roga n KoHBEHUMEN O NCUXOTPOMHbLIX BELLECTBAX
1971 roaa;

(MognyHKT pononHuTenbHO BkMtodeH ¢ 1 mong 2015 roga PenepanbHbIM
3akoHoM oT 22 nekabpsa 2014 roga N 429-93)
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T) MHJoOpMauna O TOM, SBMSETCA M AdaHHblA  JIeKapCTBEHHbLIA npenapat
pedepeHTHbIM JIeKapCTBEHHbIM NMpenapaToM;

(MognyHKT pononHuTenbHO BkMtodeH ¢ 1 mong 2015 roga PeneparnbHbIM
3akoHoMm oT 22 nekabps 2014 roga N 429-93)

y) cBedeHus O rnopjadvye 3asiBieHUs O BHECEHUN WU3MEHEHUM B [OOKYMEHTHI,
cogepxalmecs B permcTpaLnoHHOM OOChE Ha NEKapCTBEHHLIN Npenapar;

(MognyHkT pononHuTenbHo BkMtodeH ¢ 1 mong 2015 roga PenepanbHbIM
3akoHOM oT 22 nekabpsa 2014 roga N 429-03)

&) cBeaeHUsa 0 B3anMo3aMeHSEMOCTM NleKapCTBEHHOIo npenapara;
(MognyHkT pononHuTenbHO BkMtodeH ¢ 1 mong 2015 roga PeneparnbHbIM
3akoHoMm oT 22 nekabps 2014 roga N 429-93)

X) CPOK BBEOEHUS NIeKapCTBEHHOIO NpenapaTa B rpaxgaHckuin 06oporT;
(MognyHkT pononHuTenbHO BkMtodeH ¢ 1 mong 2015 roga PeneparnbHbIM
3akoHom oT 22 nekabps 2014 roga N 429-93)

2) B OTHOLLEHWM (bapMaLeBTUYECKMX CYyDCTaHLUI:

a) HaumeHoBaHWe  dhapmaueBTudeckoM  cybcTaHuum  (MexgyHapogHoe
HenaTeHTOBaHHOe, WM PYNMNUPOBOYHOE, WM XMMUYECKOe U TOProBoe
HaMMEeHOBaHUS);

(MognyHKT B pepakumn, BBegeHHou B pgencteue ¢ 1 wona 2015 ropga
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-93.

6) HaumeHoBaHWe N agpec NPoM3BOAUTENA (hapMaLEBTUYECKON CYOCTaHU MK,
B) CPOK rogHOCTUM dhapMaLeBTUYECKON CybCTaHLuu;
) ycrnoBusa xpaHeHust apMaLeBTU4YECKOn CybCcTaHLuu;

O) Homep (papmakonemHon cCTaTbM UM B Clydae ee OTCYTCTBMS HOoMep
HOPMaTUBHOM AOKYMEHTaL MM TM6O HOPMATMBHOIO JOKYMEHTA;

e) Hannume dhapMaueBTUHECKON CyBCTaHUMM B NepevyHe HapKOTUYECKUX CPEeacTB,
NMCUXOTPONMHbIX BELLECTB N UX NPEKYPCOPOB, MOoASIexalumx KOHTposmo B Poccumnckon
depepaumn, B COOTBETCTBMM C 3akoHogaTenbcTBoM Poccunckon denepauum,
MexayHapoaHbiMyn gorosopamu Poccuinckon denepauuun, B ToMm 4ucne EonHom
KOHBEHLIMEN O HapKoTuyeckux cpencrtBax 1961 roga n KoHBeHLMen o
NCUXOTPONHbIX BewlectBax 1971 roga.

(MognyHKT pononHuTenbHO BkMtodeH ¢ 1 mong 2015 roga PenepanbHbIM
3akoHOoM oT 22 nekabpsa 2014 roga N 429-03)
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2. ®apmaueBTnyeckas cybcTaHuus, NpouMsBedeHHad A9 peanusaumu, MOXET
OblTb BKMHOYEHA B rOCYNapPCTBEHHbIM PEeecTp MeKapCTBEHHbIX CPEeACTB Ha
OCHOBaHMM 3asiBfieHnst pas3paboTymka wnM nNpomsBoAMTENS  JIEKapCTBEHHOIO
cpeagctea fMbO  YNOMHOMOYEHHOMO UMMM  HOPUOMYECKOro fivua npu  ycroBum
NpoBeAEHN B OTHOLUEHUW Takon dhapMaueBTUYECKOW CyOCTaHUMM 3KCNepTu3bl
KadyecTBa bapmaleBTMYECKON CybCTaHUMKM B NOpPsiAKe, YCTaHOBIIEHHOM cTaTben 34
HacTosdwero  degepanbHOro  3akoHa. B OTHOweHuM  papmaueBTUYEeCKUX
cyOCTaHUM, nNpousBedeHHbIX ANs peanusauuu, B rocyJapCTBEHHOM peecTpe
NeKapCTBEHHbLIX CPEeACTB COAEPXUTCA criefyroas MHopMauns:

1) HavMMmeHoBaHVWe  bapmaueBTMYecKon  cybcTaHuum (MexayHapogHoe
HernaTteHToOBaHHOe, WNM  [PYynnUPOBOYHOE, WM XMMWYEeCKOe U TOProBoe
HaMMeHOBaHUS);

2) HaMMeHOBaHWe N agpec NPon3BoauTENs rapMaueBTU4YEeCKon cybcTaHLuu;
3) CpoK rogHoOCTV bapmaLeBTUHECKON CybCcTaHLuu;
4) ycroBusi XxpaHeHus papmMaL,eBTUYECKOM CyOCTaHU MK,

5) HoMmep drapMakonenHon cTaTbM MO0 B cCriydae ee OTCYTCTBUS HOMEpP
HOPMaTUBHOM AOKYMEHTAL MM UM HOPMATUBHOIO LOKYMEHTA;

6) Hannume dhapmMaueBTUHECKON CyBCTaHLMM B NepevyHe HapKOTUYECKUX CPeacTB,
NCUXOTPONHbIX BELLECTB N UX NPEKYPCOPOB, MOoASIexalumx KOHTPoso B Poccumnckon
depepaumn, B COOTBETCTBMM C 3akoHodaTenbcTBoM Poccunckon denepauun,
MexayHapoaHbiMyn gorosopamu Poccuinckon denepauuun, B ToM 4ucne EovHom
KOHBEHLIMEN O HapkoTuyeckmx cpeacTtBax 1961 roga n KoHBEHLIMEN O
NCMXOTPONHbIX BewlecTtBax 1971 roga;

7) paTta BKNOYEHNs hapmaueBTMYeCcKon CyOCTaHLMM B rOCYOapCTBEHHbLIN PEECTP
NEeKapCTBEHHbIX  CpedcTB, [hdaTa BHECEeHUS  U3MEHEHMW B [OOKYMEHTHI
drapmaueBTU4ECKON  cyBCTaHuuKW, Jata  UCKMYeHus  dbapMaueBTUYEeCcKomn
cybCTaHLU MM U3 rocyaapCTBEHHOIO peecTpa feKapCTBEHHbIX CPEACTB.

(Hactb 2 B pepakumu, BBegeHHon B penctene ¢ 1 wmona 2015 ropa
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

3. lNopsook BedeHust rocyadapcTBEHHOMO peecTpa MeKapCTBEHHbIX CPEeAcTB AN
MEOULWNHCKOrO MNPUMEHEHUSI U MNOPSIAOK BeOEHWUS roCyNapCTBEHHOIO peecTpa
NEKapCTBEHHbIX CPeACTB AfiIe  BETEPMHAPHOIO MPUMEHEHUS  yTBepXaakTCs
COOTBETCTBYHOLUWMM YMNOSIHOMOYEHHBIM doefieparibHbIM OpraHOM  UCMONHUTENBHON
BnacTu. *33.4)

KoMmMmeHTapun K ctatbe 33

CtaTtbsa 34. BknoyeHne B rocyaapCcTBeHHbIN peecTp
NleKapCTBEeHHbIX CPeaAcCTB U UCKITIOYEeHne U3
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rocyfapCcTBEHHOro peecTpa fieKapCTBEeHHbIX CPpeAcTB
cdapmaueBTUYHECKOM CyOCTaHUMN, NpOn3BeAeHHON AnA
peanunsauuu

(HanmeHoBaHve B pefakumun, BBegeHHon B gencteue ¢ 1 mons 2015 roga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

1. [Ona BkMoveHnss dpapMaueBTU4ECKON CcyOCcTaHuMWM, nNpou3BegeHHON Ans
peanusauun, B rocyOapCTBEHHbIA PEEecTp NeKapCTBEHHbIX CPeACcTB, NPOBOOUTCAH
9KCMnepTM3a ee KayecTBa.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 mona 2015 roga PenepanbHbIiM
3akoHOM oT 22 aekabpsa 2014 rona N 429-P3.

2. JKcrneptusa KayecTBa YyKasaHHOM BYactm 1 HaAcTosduen cTaTbwu
drapmaueBTU4ECKON  cyBCTaHUMKW,  COCTaBfieHMe  KOMUCCUMEW  9KCNepToB
3aKMoyYeHMn Mo pesynbrataM TakoW 3KCMepTudbl W UX HarpasreHne B
YMNOSNMHOMOYEHHbIN (hefieparibHbIN OpraH UCMOSTHUTESNTbHOW BIaCTU OCYLLECTBIIAIOTCS
B CPOK, He MpeBblllaloWmi LWeCcTUaecaTM paboynx OHerW CO OHS MOonyyYeHus
SKCNEepTHbIM  yypexaeHueM COOTBETCTBYIOLLEro 3afaHus  YNofIHOMOYEHHOrO
dpeoepanbHOro opraHa MWCNOSMHUTENbHOW BIiACTU UM OOKYMEHTOB, YKas3aHHbIX B
nyHkTax 4-7 yactn 3 ctatbu 18 HacTtosulero denepanbHOro 3akoHa (B criydae
NpOBEedEHNA  3KCMepTU3bl  NIEeKapCTBEHHbIX CPeacTB ONd  MeOUUUHCKOro
NpUMeHeHns1), NMO0 OOKYMEHTOB, YKa3aHHbIX B NyHKTax 1 n4 vyactn 3 crtarten 17
HacTosuwero ®denepanbHOro  3akoHa (B Criydae MnpoBedeHUs  SKCnepTu3bl
neKapCTBEHHbIX CPeACTB AN BETEPUHAPHOrO NPUMEHEHUS).

(YacTb B pepakuumn, BBedeHHOM B penctBue degepaslibHblM 3aKOHOM OT 13
nona 2015 roga N 241-93.

C 1 anBapsa 2016 roga PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 roga N
429-03 yacTb 2 HacTosALLEN cTaTbh ByaeT U3noXxeHa B HOBOW pedakLun.

3. [na npoBefeHna aKcnepTusdbl KayecTBa YyKasaHHOM BYacTu 1 HacTodulen
cTaTbu  (papmaueBTMYECKOM  CybCTaHUuuM  3asaBUTENb  NpeacTaBnsieT B
YMNONMHOMOYEHHbIN doeaeparbHbI OpraH UCMONHUTENBHON BNacTu:

1) 3asBfieHne O BKIIHOYEHNN B FOCYAAPCTBEHHbLIN PEECTP NIEKAaPCTBEHHbIX CPEACTB
AaHHOM hapmaueBTMYECKON cybCcTaHuuu;
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2) KOnus OOKYMEHTa, MOATBepXaalLero ynnaTty rocygapCTBEHHOW MOLWIMHbI 3a
BKIIHOYEHME B [OCYOAPCTBEHHbI pEeecTp  JNEeKapCTBEHHbIX  CPeacTB
drapmaLeBTU4ECKON CybCTaHUUK, NPOM3BEAEHHOW AOns peanusauumm, nmbo no
Ccob6CTBEHHOW MHULUMATMBE YKa3aHHbI AOKYMEHT. B crniydae ero HenpencTaBneHus
3asBUTENEM YMNOSTHOMOYEHHBIN befeparnbHbii OpraH WUCMNOSIHUTENbHOW BJlacTu
npoBepAeT  pakT  ynnatbl rOCY4apCTBEHHOM  MOWMHbI  3asBUTENlEM C
MCMOMb30BaHMEM  WHGopMaumm 00  ynnate  rocygapCTBEHHOM  MOLWIMHGI,
coaepailencd B locynapcTBEHHOM WH(pOPMALIMOHHOM ~ cuUcTeMe O
rocygapCTBEHHbIX N MYHULUMNASbHbBIX MraTtexax, Ha OCHOBaHUM MNpencTaBlieHHON
3agBuTENEM KOMUW [OOKYMEHTa, NoaTBepXdaroLwero ynraTty rocygapCTBeHHOW
NOLLNHbI;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nonda 2015 roga PenepanbHbiM
3akoHoM oT 22 fekabpa 2014 roga N 429-93.

3) AOKYMEHTbI, yKa3aHHble B YacTu 2 HAaCcTOoALEN CTaTby,
(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nonda 2015 roga PenepanbHbiM
3akoHom ot 22 nekabpsa 2014 roga N 429-03.

4) 3asBreHne O Bblgaye paspeweHns Ha BBO3 B Poccuickyio Pepepauuio
KOHKPETHOW  NapTuM  He3aperncTpupoBaHHOIO  fiekapCTBEHHOTO  CPedcTBa,
npeaHa3Ha4YeHHOoro A9 NpoBeaeHNs YKa3aHHOW 3KCNepTusbl.

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

4. B TedeHue gecatn paboumx OHEN CO OHS MPUHATUA 3asBfIEHUS O BKIOMEHUMU
ykasaHHOM BYactu 1 HacToswen cTatbu apmaueBTU4eckon cybcTaHuum B
FOCYOAPCTBEHHbIN  peecTp  feKapCTBEHHbIX  CPedcTB W [JAOKYMEHTOB,
nepeyucrieHHblx  BYactu 1 MOYHKTe 2 YacTu 3 HacToAWeW CTaTbM,
YMNOSNMHOMOYEHHbIN doeaeparnbHbI OpraH UCMONHUTENBHON BNacTu:

(AG3ay B pegakumm, BBegeHHon B gencteue ¢ 1 nona 2015 roga PeneparnbHbiM
3akoHoM oT 22 nekabpa 2014 roga N 429-93.

1) NpoBOAUT MPOBEPKY MOSIHOTbI U AOCTOBEPHOCTU AaHHbIX, COAEpXKaLWXCH B
NpeacTaBrieHHbIX 3asBUTENEM LOKYMEHTAX;

(MyHKT B pepakuun, BBeAeHHOW B AencTeue PenepanbHbiM _3aKOHOM OT 25
Hos6pa 2013 roga N 317-93.

2) NPUHAMAET peLleHne O HanpaBfieHMM B 3KCMEPTHOE yypexaeHue 3adaHusa Ha
npoBefeHne 3KCNepTu3bl KayecTBa yKa3aHHOM B YacTu 1 HacTodulen cTatbu
drapmaLieBTU4ECKON cybCTaHL MM nnm ob oTKkase B TaKOM HanpaBfieHWM;

3) yBeOOMNSET B 3fEKTPOHHON UM NMUCbMEHHOM hopMe 3aaBUTENS O MPUHATOM
PELLEHNM UK B CNyvae OTKasa C yKa3aHWeEM NPUYMH Takoro oTkasa.

(MyHKT B pepakuun, BBeaeHHom B gencteme ¢ 1 nona 2015 roga PenepanbHbIiM
3akoHoM oT 22 aekabps 2014 roga N 429-93.
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4 1. B cny4yae BbiSBNEHNs HeLOCTOBEPHOCTU CBEOEHUN, COLEepXawmxca B
npeacTaBfieHHbIX 3adBuUTEneM Martepuanax, YrnofHOMOYEHHbIM dheaeparnbHbIn
opraH WCMNOSHUTENBLHOW BfiaCTW HanpasnseT 3asBuTento 3anpoc 06 yTOYHEeHWUn
yKasaHHbIX cBeAeHUN. [JaHHbIN 3anpoc MOXET ObliTb nepedaH YNnosIHOMOYEHHOMY
npeacTaBUTENO 3adaBUTESA JIMHHO MO PAacnUCKy, HamnpaBsfieH No NnodTe 3akasHbiM
NMMCbMOM WX repefaH B 3NIeKTPOHHOUM dopMe MO TENEKOMMYHUKaALMOHHbLIM
KaHanam cBs3n. B cnyvae HanpaeneHus OaHHOro 3anpoca Mo rnoyTe 3akasHbiM
MMCbMOM OH CYMTAETCH TMOJSIyYEHHbIM MO WCTEYEeHUW LWecTn AHeW C AaThbl
HanpaBfieHNsa 3aKa3Horo nNucbma.

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

4 2. 3asButenb ob6s3aH npeactaBuUTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOrO
doegepanbHOro opraHa WCMNOSHUTENBHOM BIlaCTM B CPOK, HE MpEBbILLAoLLmin
AeBsaHocTa pabovnx gHen co gHs nonydeHna gaHHoro 3anpoca. Cpok, yKasaHHbIN B
YyacTn 4 HacTosduwen cTaTtbW, MPUOCTaHABIIMBAETCA CO [OHS HanpasreHud
3agBUTENO 3anpoca YMNosIHOMOYEHHOro defepasribHOro opraHa WMCMNOSTHUTESNTbHOW
BNacTW 00 AHSA NOSlydeHUs UM OTBETA Ha JaHHbIW 3anpoc U He y4uTbiBaeTCs npu
MCYMCIIEHMN CpOKa IKCMEepTU3bl KayvyecTBa (rapMaueBTUYECKON cybcTaHumw,
Hencnosib3yemMon npu Npon3BoLCTBE JIeKapCTBEHHbIX NpenapaTos.

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

5. OcHOBaHVeM A9 0TKa3a B HanpasfieHUN B 9KCNEPTHOE yYpexaeHne 3agaHng Ha
npoBefeHne JKCNepTu3bl KayecTBa yKa3aHHOM B YacTu 1 HacTodulen cTatbu
drapmaueBTU4ECKON CYBCTaHUMM ABNSIETCS  HenpeacTaBrieHne  [OOKYMEHTOB,
yKa3aHHbIX BYacTW 2 HaCTodAuleW CcTaTbW, OTCYTCTBME WMHJOpPMaLun,
nogTeepxaaroLwen dakT ynnatbl rocy4apCTBEHHOM MOLWMHbLI 33 BKIKOYEHUE
drapmaueBTU4ECKON  cybCcTaHuMWM, nNpou3BegeHHOW AOns  peanuMsauuu, B
OCYOApPCTBEHHbIA  PEecTp  JIeKApCTBEHHbIX  CPedCcTB,  HenpeacTaBrieHne
3asBUTErNieM B YCTaHOBIIEHHbLIV CPOK OTBETAa Ha yKa3aHHbIW B HacTn 4_1 HacTodLlen
CTaTbW 3anpoc YMNOrHOMOYEHHOro dpefeparnibHOro opraHa MCMOSHUTENBHON BIiacTu
UM npencTaBlieHNe LOOKYMEHTOB, He coepXawmx WucHepnbiBaloLEero nepeyvHd
HeobxoanMbIX CBEOEHUN.

(YacTb B pegakumu, BBegeHHon B gencteune ¢ 1 unwona 2015 roga PenepanbHbIiM
3akoHoM oT 22 aekabps 2014 roga N 429-93.
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6. B TeyeHne nATHaguatM pabounmx OHENM CO AOHA  MOSNyYeHusa  pelleHud
YMNOSIHOMOYEHHOro hefepanbHOro opraHa UCMNONHUTESNTbHOW BNAacTU O HarnpasieHum
B 3KCMNEpTHOe ydYpexaeHne 3afaHus Ha npoBeLeHWe 3KCNepTudbl KadvecTsBa
ykazaHHoOM BYactm 1 HacTodulenW cTatbM (apMaueBTUYECKOM CybBCTaHLuK
3agBuTENb NpeacTaBndeT B 3KCMEPTHOe ydpexaeHue Ons npoBedeHus LaHHOW
aKcnepTusbl oOpasubl  (hapmaueBTMYECKOM CyOCTaHUMM B KONMYecTBe,
HeobxoQMMOM ANs1 BOCNPOU3BEAEHUSI METOOOB KOHTPOSA KadecTBa. OKCNEpPTHOe
yypexageHme npu nostydeHun obpasLoB yKaszaHHOW B YacTu 1 HacTosAuwen cTaTbu
drapmMaLeBTU4ECKON CYOCTaHL MM BblAaeT 3asBUTESNIO JOKYMEHT, NOATBEPKOAOLLMIA
nony4yeHne 3TMx ob6pasLoB, U B CPOK, HE MNpeBbIWAKWMA Tpex paboumnx OHENn,
yBeAOMISIET B 3SIEKTPOHHOM UIN NMUCbMEHHOW ¢hopme 06 3TOM YNOSTHOMOYEHHbIN
degepanbHbI opraH UCNONHUTENbHOW BflaCTU. OTU CPOKM HE BKIOHAKOTCS B CPOK
npoBeaeHnst JaHHOW 9KCNepTU3bl.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 umwona 2015 roga PenepanbHbIiM
3akoHoM oT 22 aekabps 2014 roga N 429-93.

7. [OKyMeHTbl, MOCTYyNMBLLME B 3KCMNEPTHOE Yy4ypexaeHue ONd MpoBeaeHus
3KCNepTU3bl KayecTBa YyKa3aHHOW ByactT 1 HacTodulen cTaTbu
drapMaLeBTU4ECKON CYDCTaHUMKM, Noanexar Bo3BpaTy B YNOSTHOMOYEHHbIN
doegeparnbHbIN OpraH UCNOSTHUTESNTbHOW BIlaCTM OAHOBPEMEHHO C 3aKIOYEHUSAMN MO
pesyrbTaram NpoBeaeHHON SKCNepTuM3blI.

8. B cpok, He npeBblwaoWmii NATU paboymx AHEN CO OAHA NOMyYeHUs1 3aKYeHns
KOMMCCUM SKCMEPTOB MO pe3yribTaTam 3KCNepTuabl KayecTBa yKazaHHOM B YacTu 1
HacToswen cTatbn  ¢papMaLeBTUYECKOM  cybcTaHuuW,  YNONHOMOYEHHbIN
doegeparnbHbIN OpraH NUCNOSHUTENTbHOM BNAcTU:

1) OCYyLLECTBNSAET OLEHKY TaKOro 3aKNoYeHUs Ans onpenerieHnst ero COoTBETCTBUS
3a4aHunio0 Ha NpoBeaeHVe AaHHOW SKCNePTU3bI;

2) NpUHMMaET peLleHre O BKITIOYEHUMU yKasaHHOW B YacTu 1 HacTosUen cTaTbu
drapMaLeBTUYECKON CYOCTaHUMM B roCyAapCTBEHHbIV PEeecTp JIeKapCTBEHHbIX
CpeacTB Unu pelleHre 06 oTkase B TakOM BKIIHOYEHUM;

3) BHOCUT NpU NPUHATUN peLLEHUst O BKITIOYEHUN YKa3aHHOM B YacTu 1 HacTodALen
cTaTbu doapmMaueBTUYECKON cybcTaHumm B rOCYOAapCTBEHHbIN __ PEEcTp
NIeKaPCTBEHHbIX CPeACTB  NPefyCMOTPEHHYI0 MyHKTOM 2 4Yactn 1 cTtatbm 33
HacToswero PenepanbHOro 3akoHa WHgopMauuio n yBegomnser ob6 9ToMm B
9NEKTPOHHOM NN NNCbMEHHOW dhopMe 3asBUTENS.

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nona 2015 roga PenepanbHbIiM
3aKoHOM OT 22 aekabps 2014 roga N 429-93.
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9. OcHoBaHMeM A5 OTKasa BO BKJMOYEHMM YyKas3aHHOM B YacTu 1 HacTodAllewn
cTaTbu doapmMaueBTUYECKON cybcTaHumm B OCYOAapPCTBEHHbIN __ PEEcTp
NEKapCTBEHHbIX CcCpeacTB ABnsieTcA peLleHne COOTBETCTBYHLLENO
YMNONMHOMOYEHHOro pefiepasribHOro opraHa MCMOSHUTENBHON BflaCTU O TOM, YTO
Ka4ecTBO drapMaLeBTUYECKON CYOCTaHUMM He NOATBEPXOEHO MOfyYEeHHbIMU
OaHHbIMMW.

(YacTb pononHuTenbHO BKIMtoYeHa ¢ 22 Hoabps 2014 ropga PegepanbHbiM
3akoHOM oT 22 okTs6ps 2014 roga N 313-93)

10. He ponyckaetcsa BKMOYeHWE B rOCYOAPCTBEHHbIN PEECTP MeKapCTBEHHbIX
CpeaCTB OA4HOW  (papmMaueBTUYECKOM  CyOCTaHuMW, Mpou3BeLeHHOM  ANid
peanM3auun 1 BbiMyCKaeMon OQHMM N TEM Xe Npou3BOAuTENeM, B BUAE ABYX U
BGonee peecTpoBbIX 3aMNCEN.

(YacTb gononHutTensHo BkItodeHa ¢ 1 uonsa 2015 roga PenepanbHbIM 3aKOHOM
oT 22 nekabpsa 2014 roga N 429-03)

11. BHeceHve u3MeHeHWNn B AOKYMEHTbl Ha dhapMaueBTUYECKYH CyOCTaHLMIO,
NPOV3BEAEHHYIO ONS peanu3aumMM U BKIIHOYEHHYIO B rOCYOApPCTBEHHbLIN PEECTP
NeKapCTBEHHbIX CPEeACTB, OCYLLECTBISETCSA B Nopsiake, YCTaHOBIEHHOM CTaTbaMU
30 wn31 Hactodulero degepanbHOro 3akoHa, C  YnraTton rocygapCTBEHHOW
MOLLTMHLI, MNPefyCMOTPEeHHOM 3akoHopaTernbcTBoM Poccunckon ®Pepepaumm o
Harnorax un cbopax.

(YacTb gononHutensHo BkrtodeHa ¢ 1 uonsa 2015 roga PenepanbHbIM 3aKOHOM
o1 22 fekabpsa 2014 roga N 429-93)

12. [JonyckaeTcs obpalleHne dapMaueBTUYEeCKUX cybCcTaHuun, Npoun3BedeHHbIX
Ana peanu3auun, B TevyeHne cTa BOCbMWOECATU OHEW OO0 W Mocre MNPUHATUSA
YMNOSHOMOYEHHbIM befeparibHbIM OpraHOM UCMOSHUTENBbHOW BfacTy peLleHnst o
BHECEHMM W3MEHEHUA B [OOKYMEHTbl Ha papmaueBTMYeCcKyo CcybCcTaHuumIo,
NPOV3BEAEHHYIO ONS peanu3aumMM U BKIIHOYEHHYIO B rOCYOApCTBEHHbLIN PEECTP
NeKapCTBEHHbIX CPeACTB.

(YacTb gononHutensHoO BkItodeHa ¢ 1 uonsa 2015 ropa PenepanbHbIM 3aKOHOM
oT 22 fekabpsa 2014 roga N 429-93)

13. PeweHne 06 WCKMIOYEHUN W3 FOCYOAPCTBEHHOMO peecTpa feKapCTBEHHbIX
cpeacTB rapMaueBTUYECKON CybCTaHuuMM, Npou3BeOEeHHOW A8 peanusauuu,
NPUHUMAETCS YNONIHOMOYEHHbIM heeparibHbIM OpraHOM UCMOSHUTENBHOW BNacTu
B crnyyae:

1) npeacTaBneHnst COOTBETCTBYIOLLMM YNONHOMOYEHHbIM dbefeparnbHbiM OpraHoM
NCMNOSHUTENbHOW BIIACTU 3aKIIIOMEHNS1 O pUCKe U 06 yrpo3e XU3HW Unn 340POBbHO
YyernoBeka NMbo XMBOTHOMO NPY UCMONb30BaHMU NIEKapCTBEHHOIO CPEACTBa;
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2) nogayn pas3paboTyMKOM JieKapCTBEHHOIO cCpeacTBa WM  Mpou3BOLUTENEM
NeKapCcTBEHHOro cpeactBa MO0 YNOMHOMOYEHHBIM UMW OPYIUM  KOPUANYECKNM
MLOM 3asBIfieHNs1 00 UCKIMIOYEHNM U3 FOCY1apCTBEHHOIO peecTpa fekapCTBEHHbIX
cpeacTtB hapmaueBTUHECKON CybCTaHLUK, NPOM3BEAEHHON OIS peani3auuu;

3) oTcyTCcTBUA dhapMaLeBTUHECKON CyBCTaHLUKN, NPON3BEAEHHON NS peanu3anun,
B obpalleHnn B Poccurckon degepaumnm B Te4eHne Tpex u bonee ner.

(YacTb gononHutensHoO BkItodeHa ¢ 1 uonsa 2015 roga PeneparnbHbIM 3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)

KommeHTapumn K ctaTtbe 34

CtaTtbsa 35. [loBTOpHOE NpeacTaBrieHMe NeKapcTBeHHOro
npenapara, He nNpoweALwero rocygapcTBeHHOMN
perucrTpaunm neKkapCcTBeHHbIX NpenapaTtoB, Ha
rocyaapCTBeHHYH perucTpauuio neKapcTBeHHbIX
npenapartoB

(Ytpatuna cuny ¢ 1 monsa 2015 roga - ®egepanbHblii 3akoH 0T 22 aekabpsa 2014
rooa N 429-93.)

KommeHTapum k ctatbe 35

Ctatbsa 36. O6xanoBaHue pelwweHUAa 00 oTKa3se B Bbiaauve
pa3peLlleHUs Ha npoBeAeHne KNMHNYEeCKOro nccnenoBaHus
NleKapCcTBEHHOro npenapara, peweHus o6 oTkase B
rocyaapcTBeHHOM perucTpauumm fieKapcTBeHHOro
npenapara, 3aKno4YeHN KOMUCCUN IKCNEepPTOB
3KCNEepPTHOro y4ypexaeHna unm 3akrn4vyeHnsa coseTa no
3TUKe


http://docs.cntd.ru/document/499025507
http://docs.cntd.ru/document/420241318
http://docs.cntd.ru/document/420217554
http://docs.cntd.ru/document/420241318
http://docs.cntd.ru/document/420217554

PelweHne COOTBETCTBYHOLIEro YMNOSIHOMOYEHHOro doeaeparnbHOro  opraHa
MCMNONMHUTENBbHOM BrlacTM 00 OTKase B Bblgavye paspelleHusl Ha npoBedeHue
KITMHUYECKOro uccrefoBaHUA IeKapCTBEHHOro rnpenapara, peleHue YyKasaHHOro
deqepanbHOro opraHa WCMNOSIHUTENBHOM BriacTu o6 OTKase B rocygapCTBEHHOW
permcTpaumm JrekapCTBEHHOro mnpenapara, 3akflo4YeHne KOMUCCUN IJKCMNepPTOB
9KCNEPTHOrO YYpPEeXOEHUS WK  3aKrloYeHWe coBeTa Mo 3TUKe MOXeT ObITb
obXanoBaHO B MopsiiKe, YCTaAHOBMIEHHOM 3akoHodaTenbCTBOM Poccuirckon
depgepaunn. 3aknoveHne akcnepta, OodOPMIEHHOE MO MUTOram 3KCNepTu3bl B
Lenax onpenerieHnst B3anMmo3aMeHSeMOCTM 3aperMcTpUpoBaHHOIO fleKapCTBEHHOIO
npenapata, MOXeT ©OblTb obxanoBaHO AepXaTenem unu  Bragenbuem
pPErMCcTpaumoOHHOro YOOCTOBEPEHUS JIeKapCTBEHHOrO npenapata B KOMUCCUIO
9KCNEepToOB 3KCMEPTHOro  ydpexaeHus. 3akroyeHMe KOMUCCUM  SKCNepToB
9KCNEPTHOro ydpexaeHus, oqopMsrieHHoe Mo utoram nepecmMoTpa 06xxanoBaHHOro
3aKMNOYEeHNa aKcnepTa, MOXeT OblTb OCNOPEHO Aep)XaTernemM unvM Bragesbuem
perncTpauoOHHOro YyAOCTOBEPEHUS NEKapCTBEHHOIO npenapara nmmbo
YMNOMHOMOYEHHBIM UMW JIMLOM B MNOpsiAKe, YCTaHOBMEHHOM 3aKOHOAATeSNlbCTBOM
Poccuinckon ®depepaumn. [pn obxanoBaHUM  peLLeHUst  YNOSIHOMOYEHHOrO
doegepanbHOro opraHa WCMNOSHUTENBHOM BIiacTW, 3aK/MlOYEeHUs JKcnepta unm
KOMUCCUN QKCMNEPTOB 3KCMEPTHOIO YYpPeXOeHus, 3akSitoYeHusi coBeTa Mo 3TUKe
aepxarterns wnn Briageney, permcTpaumoHHOrO yoO0CTOBEPEHUA JeKapCTBEHHOro
npenapaTta MM60 YyNosIHOMOYEHHOE UMK NULO BrnpaBe NpeacTaBuUTb pesynbTaThbl
9KCNepTU3bl NEKapCTBEHHOIO npenapara, NPOTOKOSbI NOMy4YEHHbIX
aKKpeauToBaHHbIMU UCMbITaTeNbHbIMKM NabopaTtopnamMmn (LEeHTpamn) pesynbTaTos
nccnegosaHnn, UCNbITAHNNA.

(Ctatba B pepakuun, BBedeHHon B pgenctBne ¢ 1 wmona 2015 ropga
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

KommeHTapun Kk ctatbe 36

Ctatba 37. UHbopmauus, cBA3aHHAA C OCyLLEeCTBIIEHNEM
rocyaapCcTBeHHON perncrpaumm nekapcTBeHHbIX
npenapaTtoB, UH(popmMaLumsa 0 3apermcTpUpoBaHHbIX
NeKapCTBEeHHbIX NpenapaTtax u feKapCcTBeHHbIX
npenapartax, UCKIMKYEeHHbIX U3 rocyaapCTBEHHOro peecTtpa
NeKapCTBEeHHbIX CpeacTB
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1. CoOTBETCTBYIOLLMA YMNONMHOMOYEHHbLIN deaeparnbHbii OpraH UCMNONHUTENbHOW
BflaCTM pasMewaeTr Ha CBOeM odwmumnansHom cante B ceTn "UHTepHet"
MHJpOpPMaLIMIO, CBA3AHHYIO C OCYLLECTBIIEHMEM TOCYy[apCTBEHHOW pernctpauum
NEKApPCTBEHHbIX nNpernapatoB, B TOM YuUCrie [MPOBEOEHNEM  OKCMNEPTU3bI
NekapCTBEHHbIX CpeaCcTB (BKYas pesyrnbTaTbl ee npoBeaeHnd), nidopmMmaumnio o
3apernMcTpPUPOBAHHbIX JNIEKAPCTBEHHbIX Npenapartax 1 fieKapCTBEHHbIX npenaparax,
MCKIMIOYEHHbIX W3 [OCYOAapCTBEHHOIO peecTpa JeKapCTBEHHbIX CPeAcCTB, He
nosgHee 4Yem 4yepes NsATb paboymx OHEW CO OHS MNOSlydeHUss COOTBETCTBYHOLLMM
YMNOSNMHOMOYEHHbIM befeparbHbiM OpraHOM UCMONHUTESNTbHOW BNacTU 3asBieHNs O
rocygapCTBEHHOW perncTpaumm nekapCcTBEHHOro npenapara.

(YacTb B pegakumu, BBegeHHon B genctene ¢ 1 unwona 2015 roga PenepanbHbiM
3aKoHOM OT 22 gekabps 2014 roga N 429-93.

2. Cpokn n nopsaok pasMelleHns ykasaHHOWM B YacTu 1 HacTodlen craTbu
MH(pOpMaLMM  YCTaHaBNMBAKOTCA  YNOSTHOMOYEHHBIM  doefeparibHbIM - OpraHoMm
ncnosnHuTenbHon BriacTu. MHdopmayma, ykasaHHas B 4actu 1 HacTogdllen cTaTtby,
SBMSETCA OTKPbITOM U OOLLUEOOCTYNMHOM U NPeaoCTaBnsAeTCa 3aMHTepecoBaHHbIM
nmuam B COOTBETCTBUM C 3aKoHoAaTenbscTBoM Poccunckon ®epepaunn. *37.2)

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

KommeHTapum Kk ctatbe 37

'naBa 7. KnnuHnyeckmne nccrnegoBaHus
rleKapCTBEeHHbIX npenaparoB Ans
MeAULUHCKOro NnpuMmeHeHus, 4orosop o6 ux
npoBeaeHuu, npasa NauMeHToB, Yy4aCcTBYHOLLMX
B 3TUX uccnepgoBaHusx (ctatbmn 38 - 44)

Ctatba 38. KnmHn4yeckmne nccnepoBaHus rieKapCTBEHHbIX
npenapartoB ANA MeAULUHCKOro NnpuMeHeHus

1. KnmHnyeckne uccrnegoBaHnsa nekapCTBEHHbIX MpenapaTtoB AN MeauLUHCKOro
NPUMEHEHNS, B TOM YuCIe MEXOyHAapPOAHble MHOrOLLEHTPOBbIE, MHOMOLLEHTPOBbLIE,
NOCTPEerncTpaLmoHHble, MNPOBOAATCA B OOHOW WM HECKOMbKUX MeOULMHCKUX
OopraHu3aumnsax B COOTBETCTBUM C NpaBuUniaMn Haanexallen KNMHUYECKON NpakTUKK,
YTBEPXKOEHHBIMW  YNOSIHOMOYEHHBIM  pefeparnbHbIM - OpraHoOM  UCMNOSNHUTENBHOW
BNacTW, COOTBETCTBEHHO B crieayroumx Lenax: *38.1)

(AG3ay B pepakuun, BBegeHHonm B pgencteune ¢ 1 wmona 2015 ropa
denepanbHbIM 3aKOHOM 0T 22 aekabpa 2014 roga N 429-03.
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1) ycTaHoBrieHne 6e30MacHOCTM JeKapCTBEHHbIX MpenapaToB AN9 340pPOBbIX
AobpoBorbLEB U (MNM) NEPEHOCUMOCTU WX 340pOBbIMM  A06poBOMbLaAMKM, 3a
NCKIMIOYEHMEM TaKUX UCCedoBaHUN NEKapCTBEHHbIX NpenapaToB, NPoM3BeAEeHHbIX
3a npegernamn Poccumnckon ®eaepaunu;

2) nogdop onTuMmanbHbIX 4O3MPOBOK JIEKAPCTBEHHOIO NpenapaTa u Kypca fievyeHus
ONs NauMeHTOB C ornpederneHHbiM 3aboneBaHneMm, ONnTUMarbHbIX O03 U CXEM
BaKUMHALUN MMMYHOOMNOMOrMYECKMMM NEKAPCTBEHHLIMU MNpenapaTtamn 340POBbIX
A00pOBOSbLEB;

3) ycTaHoBreHne 6e30nacHOCTU fieKapCTBEHHOro npenapara u ero agpekTMBHOCTH
OAnst  nNauueHToB C  OnpedeneHHbIM  3aboneBaHneM,  npodmnakTU4ecKom
9(hEeKTUBHOCTM  MMMYHODMOSMOrMYECKUX  FIEKAapCTBEHHbIX  MpenapaTtoB  ANd
300pOoBbLIX 4OOPOBOMLLEB;

4) u3yyeHMe BO3MOXHOCTM paclUMpeHUst NoKasaHun Ang  MeguUMHCKOro
NMPUMEHEHNSS U  BbISIBNEHUS paHEe HEU3BECTHbIX MOOOYHbLIX  OENCTBUM
3aperMcTPUPOBaHHbIX NeKapcTBEHHbIX NpPenapaTos..

2. B oOTHoweHWM BOCMpoM3BEOEHHbIX JeKapCTBEHHbIX MNpenapaTtoB  Ans
MEeAULMHCKOrO NMPUMMEHEHMSI NPOBOASTCSA MCCreaoBaHUs OMOSKBMBANEHTHOCTU U
(M)  TepaneBTMYECKOM  3KBMBANEHTHOCTW B MNOpsiaoke, YCTaAHOBIEHHOM
YNONMHOMOY€HHbIM cheeparnbHbIM OpraHOM UCMNONMHUTENBHOW BIACTW.

3. OpraHvlsau,vuo nposegeHnda KIrmHN4YeCcKnx nccnegoBaHin JlIeKapCTBEHHOIoO
npenapara g meanunHCKoro rnpuMeHeHn4 BrpaBse OCYLECTBIIATb.

1) pa3paboTymK NeKkapcTBEHHOro npenapara unm yrnoriHoMo4YeHHOe UM N1LO;

2) obpasoBaTenbHble OpraHu3aumm Bbicllero obpasoBaHus, opraHu3auum
AO0MONHUTENBHOro NpodeccmMoHansHOro 0bpasoBaHus;

(MyHKT B pepmakuumn, BBedeHHon B penctBue ¢ 1 ceHTabpa 2013 roga
depnepanbHbliM 3akoHoM OT 2 uiond 2013 roga N 185-93.

3) Hay4Ho-UCccneaoBaTenbCKe opraHm3aL .
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4. KnuHu4eckne uccrnegoBaHUst NeKapCTBEHHOro npenapara Anst MeguuuHCKOro
NPUMEHEHMST MNPOBOASATCA Ha OCHOBaHMM  paspelleHuMsi Ha npoBedeHue
KMIMHWYECKOro  uccregoBaHns  NEKApCTBEHHOro  npenapara, BblAHHOIO
YMNOTHOMOY€EHHbIM denepanbHbIM OpraHom NCNONHUTENbHOMN BrlacTw.
YNonHoMo4YeHHbIN (pefiepasribHbIM OpraH UCMNOSTHUTENbHOW BIiacTu BedeT peecTp
BblOAHHbIX  pa3pelleHnn Ha  NpoBeAeHMe  KIMHUYECKUX  UccriegoBaHWin
NeKapCTBEHHOrO npenapara, COoAepXalun yKasaHue Ha uX ueflb UM uenu, B
YCTaHOBEHHOM 3TUM OpraHom nopsake. *38.4)

(Hactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropga
denepanbHbiM_3akoHOM OT 22 aekabpsa 2014 roga N 429-03; B pegakuumu,
BBeAeHHOW B gencteune PenepanbHbiM 3akoHoM OT 13 utong 2015 rona N 241-93.

5. YacTtb yTpaTtuna cuny ¢ 1 nona 2015 roga - PegepanbHbii 3aKoH 0T 22 aekabp4
2014 roga N 429-93. .

6. K opraHmsaumm npoBeneHust KIMHUYECKUX WCCIiedoBaHUM JeKapCTBEHHOIro
npenapata Ana MeOUUMHCKOrO MPUMEHEHUS pas3paboTyYMKOM NEKapCTBEHHOMO
npenapata MOryT npuBIiekaTbCAa lopugnyeckme nuua nobon opraHnsauMoHHO-
NpaBoBON (POpMbl MpU yCroBun obecneyeHnst COOTBETCTBUS 3TUX UCCredoBaHNM
TpeboBaHuaM HacTosiwero PegepanbHOro 3akoHa.

7. KnuHnyeckue uccnenoBaHUsa NekapCTBEHHbIX MpenapatoB AN MeguLMHCKOro
NPUMEHEHNsT MNPOBOAATCA B MEOULUHCKUX OpraHu3aunsix, akkpeguTOBaHHbIX
YMNOSIHOMOYEHHbIM (hefeparnbHbIM OpraHoOM WCMOMHUTENBHOW BracTu B NOpsiake,
ycTaHoBrneHHoM [paButenscTBoM Poccurckon deanepaunn. *38.7)

8. [llepeyeHb MeOMUMHCKUX OpraHusauun, UMeKWMX npaBo MPOBOAUTL
KITMHWYEeCKMe WuccrieqoBaHNsa IeKapCTBEHHbIX MpenapaTtoB Ans MegULMHCKOro
NPUMEHEHUS, N peecTp Bbl4aHHbIX paspelleHnn Ha npoBeLeHNE KIMHUYECKUX
nccnegoBaHii NeKapCTBEHHbLIX NpenapaToB onybnMKOBbIBAOTCA U pas3MeLLaoTcA
YMNONMHOMOYEHHbIM  doefieparibHbIM ~ OpraHOM  UCMOSHUTENbHOW  BflacTU B
YCTaAHOBJIEHHOM UM MoOpsaKke Ha cBoeM odmuunanbHoMm caute B ceTu "MHTepHeTt".
*38.8)
KommeHTapum k ctatbe 38

Ctatbsa 39. PeweHune o npoBeaeHUN KITMHUYECKOTO
nccneanoBaHUs fieKapCTBEHHOroO nNpenaparta Ans
MeAULMHCKOro NpUMeHeHUs
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1. KnnHn4eckoe wvccrenoBaHue JieKapCTBEHHOro npenapara Aans MeguuuHCKOro
NMPUMEHEHUST MPOBOOMUTCA Ha OCHOBaHMM  paspelleHMsi Ha npoBedeHue
KITMHWYECKOro  UcCriefoBaHNA  JIleKapCTBEHHOro  npenapaTta,  Bbl4aHHOMO
YMNONMHOMOYEHHbIM  (pefiepalibHbIM ~ OpraHOM  UCMOSIHUTESNTbHOW  BfilacTuU Mo
pesynbTaTaM  9KCNepTusbl  JOKYMEHTOB, HeobxoauMbIX AN9  nonyyYeHud
paspelweHnss Ha nMpoBedeHUe KIMHUYECKOro WCCredoBaHUsA JeKapCTBEHHOro
npenapata n 3TU4EeCKOM 3KCNEepPTU3bI.

2. [Ana nonyyeHus paspelleHus Ha NpoBefeHMNE KITMHUYECKOro MWCCcredoBaHus
NeKapCTBEHHOro npenapara Ansg  MeguUMHCKOrO  MPUMEHEHUA  3asBUTElb
npencTaBndeT B YNOMHOMOYEHHbIN doefeparbHbi OpraH UCNOSTHUTENbHOW BracTu:

1) 3asdBlieHne O Bbla4ve pa3peLlleHnsa Ha nposeneHne KrimHnM4eCcKoro nccreagoBaHunA
JIeKapCTBEHHOIO npernapara ajhda MmeguumnHCKoro rnpuMeHeHu4,

2) KONUW OOKYMEHTOB, MOATBEPXOAKOWMX ynraTy rocyaapCTBEHHOM MOLWIMHBLI 3a
npoBefeHNe 3TUYECKOM SKCMEPTU3bl, IKCNEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHbIN
npenapar Ana  MofiydeHna  paspelleHns Ha npoBedeHue  KITMHUYECKOro
nccriegoBaHNs NekapCTBEHHOro npenapara gnsg MeguuMHCKOro NMpUMeEHeHud, 3a
Bblgadyy  paspelleHuss Ha  NpOBedEHWe  KIMHUMYECKOro  uccrieqoBaHud
NeKapCTBEHHOro rnpenapara Ansg MeguUUMHCKOro npuMeHeHus, 3a rnpoBefdeHue
9KCMepTm3bl [OOKYMEHTOB Ha JleKapCTBEHHbIW npenapar OSi9  NoslydeHus
paspeleHnss Ha NpoBefeHNe MeXOYHAPOA4HOro MHOIOLLEHTPOBOIO KIMHUYECKOro
nccreqoBaHNs NeKkapCTBEHHOro npenapara gnsg MeguuMHCKOro NMpuUMeEHeHud, 3a
Bblgady paspeweHuss Ha npoBefeHne  MeXOyHapO4HOro  MHOrOLLEeHTPOBOro
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
NOCTPErMcTpaLMOHHOIO KIIMHUYECKOro MUCCreLoBaHUA NeKkapCTBEHHOro 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 MOLWIMHBI C UCMOMb30BaHNEM WHGpopmaumm ob ynnaTte
rocygapCTBEHHOM NMOLLMHBI, cogepxaLlencs B [ocynapcTBeHHON
MHJPOPMALIMOHHOM CUCTEME O MOCYAAPCTBEHHbLIX U MyHULMMNANbHbBIX nriaTexax, Ha
OCHOBaHUU NpeaCcTaBrEHHbIX 3ad9BUTENEM KOMUN JOKYMEHTOB;

3) npoTOKON KMMHWYECKOTO WCCIeAOBaHUsl eKapCTBEHHOro mnpenapata Aans
MeAULMHCKOro NPUMEHEHNS;

4) 6poLuopy nccnegosarens;

5) MHGOPMALIMOHHBIN NIMCTOK NALWEHTa;



6) cBegeHna o6 onbiTe paboTbl wuUccrnegoBaTesnien Mo  COOTBETCTBYHOLLMM
cneumanbHOCTAM U UMX OnbiTe paboTbl NO MPOBEOEHMIO  KITMHUYECKUX
nccnegoBaHui;

7) cBegeHust O MeOUMUMHCKMX OpraHu3aumsix, B KOTOpbIX npegnonaraetcsd
npoBedeHne KIMMHMYECKOro WCCedoBaHMS JEKApCTBEHHOro npenapara Aans
MEOULMHCKOrO  nMpuUMeHeHusi  (MofHoe M COKpalUeHHOEe  HauMeHOBaHW4,
OpraHn3aunoHHO-NpaBoBasd popmMa, MEeCTO HaxOXOEHUS U MEeCTO OCYLLECTBIIEHUSA
nesaTtenbHOCTH, TenedoH, Tenedakc, agpec JNIEKTPOHHOM MOYThl  KaXkOdow
MeLULIMHCKOW opraHu3auun);

8) cBefieHnA O rnpegnoriaraemMblX CpoKax rnposegeHna KImHN4YeCcKoro ncecregoBaHus
JIeKapCTBEHHOIO npenapara ajhda MmeguumnHCKoro rnpuMeHeHu4,

9) Konuio JoroBopa 06A3aTeNbLHOr0 CTPAXOBaHWSA, 3aKIMOYEHHOTO B COOTBETCTBUM C
TUMOBBLIMU MpaBUNaMM 00SA3aTENbHOrO CTPaxoBaHMsA, C yKasaHueM npenenbHOn
YNCMEHHOCTU MNaUMEHTOB, Y4acTBYWLMX B  KIMHWYECKOM  UCCredoBaHun
NeKapcTBEHHOro npenapata Ans MeauLHCKOro NPUMEHEHUs;

10) MHopMaUUO O cocTaBe feKapCTBEHHOro npenapata Ansg MeauuMHCKOro
NPUMEHEHUS;

11) QOKYMEHT, COCTaBJfIEHHbIN NPOM3BOAUTESNIEM JlEKApCTBEHHOro npenapara Aans
MEeLULIMHCKOrO NPMMEHEHUS U CoOePXalLmin MoKasaTenn (xapakTepUCTUKM), a Takxe
CBeleHNa O JIeKapCTBEHHOM rpenapate Ansd MeauuUMHCKOro MNpUMEHEHUs,
Npoun3BeLeHHOM A9 NPOBeLEHNSA KITMHUYECKUX NCCeaoBaHum;

12) KONUIO NNLLEH3UN Ha NPOU3BOACTBO SfIEKAPCTBEHHbLIX CPEACTB B Crlydae, eciv
NPON3BOLCTBO JIEKAPCTBEHHOIO npenapata ocyuwectenderca B Poccumnckon
depepaumn, WM KONUKO  3aK/MOYEHUS O COOTBETCTBUM  MpPom3BOAUTENS
NEKapCTBEHHOIO npenapara TpeboBaHusM npasun Haarnexaluemn
NPON3BOLACTBEHHON TMPAKTUKK, BbIAHHOIO KOMMETEHTHbIM  YMNOSIHOMOYEHHbIM
OpraHoOM CTpaHbl MPON3BOAUTENSA NIEKapCTBEHHOIO npenapara.

3. B cpok, He npeBbiaoWwmin NATN pabounx gHEN CO OHA NPUHATUS YKas3aHHOro B
NyHKTe 1 YyacTm 2 HacTosAwen CTaTbW 3asiBEHUA U HEeOBXOAMMbIX OOKYMEHTOB,
YMNOSNMHOMOYEHHbIN doeaeparnbHbI OpraH UCMONHUTENBHON BNacTu:

1) NPOBOAUT MPOBEPKY MOSHOTbI M AOCTOBEPHOCTU CBEOEHWUA, COoOepXalmxcs B
npeacTaBneHHbIX 3asBUTENEM AOKYMEHTaX;

2) NpYHUMaEeT pelleHne O NPOBEAEHMM SKCMEepTM3bl JOKYMEHTOB Afsl MOnydeHust
paspelleHns Ha npoBedeHMe KITMHUYECKOrO MWCCreaoBaHMs NeKapCTBEHHOro
npenapata Ans MeOouUMHCKOro MPUMEHEHUSI M 3TUYECKOM 3KCnepTusbl Uinm ob
OTKa3e B NPOBEAEHMN YKa3aHHbIX 9KCNEePTU3;
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3) yBe4OMIIFAET B 3MIEKTPOHHOM (popMe MM Ha BymMakHOM HocuTerne 3asiBuTenst o
NPUHATOM peleHun mbo B Criydae MNpuHATUMSA pelleHust o6 oTKase Takxke C
yKasaHVeM MpUYmH Takoro 0TKasa;

4) noAarotaBiiMBaeT U HanpasJIAE€T B 3KCNEepTHOE y4dpexaeHne n COoBET MO 3TUKE
3ajlaHne Ha nposeneHne CooTBETCTBYHOLLIMX 3KCNEPTU3.

4. B cnyyae BbIsIBNEHWS HEMNOMHOTbI U (UNM) HEegOCTOBEPHOCTWU MHAOpMaL MK,
cogepxallencd B nNpeacTaBrieHHbIX 3asBuTeneM OOKYMEHTax, YNOSIHOMOYEHHbIN
deepanbHbIA OpraH UCMONMHUTENMbHOM BracTy HanpaBnseT 3asBuTEnNto 3anpoc ob
YTOYHEHUM YyKaszaHHOW WHopmauun. [aHHbln 3anpoc MoxeT ObiTb nepenaH
YrNOrMHOMOYEHHOMY MpeAcTaBUTESNi0 3asBUTENA NMYHO Mog PacruvcKy, HarnpasneH
MO no4yte 3aKka3HbiM MUCbMOM WM nepefaH B  SJIEKTPOHHOW dopmMe Mo
TeNneKOMMYHUKaLMOHHbIM KaHanam cBaA3n. B cnyyae HanpaBneHus [aHHOro
3anpoca no no4yte 3akasHbIM MMCbMOM OH CYUTAETCH NOJSTydEHHbIM MO UCTEYEeHUN
lWecTM OHerM C [JaTbl HanpasBrieHUs 3akasHoro nmucbMa. 3asButens 00s3aH
npeacTaBuTb  OTBET Ha 3arnpoc  YNoSIHOMOYEHHOro dpegeparnbHOro opraHa
NCMNOSTHUTENbLHOM BracTu B CPOK, HE MpeBbILaloWwmin AeBAHOCTa pabodnx gHen co
OHA ero nonydeHns. CpoK, YyKasaHHbIM BYacTu 3 HACTOsAUEN CTaTtbM,
NPUOCTaHaBMMBAETCH CO OHSA HaMNpaBrieHUa 3asaBUTENO 3arnpoca YrnormHOMOYEHHOro
deoepanbHOro opraHa WCMOMHUTENbHOW BNAactTM A0 [AOHA  NOSydeHUs UM
COOTBETCTBYIOLLEro OTBETA N HE YYUTbLIBAETCH MPU UCUYUCIIEHUN CPOKa NMPUHATUA
YrNOrNHOMOYEHHbIM beeparibHbiM OpraHoM WCTMONHUTENbHOW BracTy peLleHus o
NpoBeEeHNN 3KCNepTU3bl JOKYMEHTOB 4518 NOSyYeHns pa3peLleHus Ha nposeaeHne
KITMHNYECKOro UCCriefoBaHUA IeKapCTBEHHOro npenapata Ang MeguuuHCKOro
NPUMEHEHWS.
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5. OcHoBaHveM [OnNa oOTKasa B NPOBEAEHUM IKCNepTudbl [OKYMEHTOB ANid
NoslydeHns  paspelleHMsi Ha  NpoOBedEeHue  KIMHUMYECKOro  uccriefoBaHud
NEeKapCTBEHHOro npenapata a9 MegUUMHCKOrO MNPUMEHEHNA U 9TUYECKOM
9KCMepTusbl SABMSETCH NpeacTaBneHne JOKYMEHTOB, NpenyCMOTPEHHbIX HacTbio 2
HacTosLWen CcTaTtbW, B HEMOSHOM 0ObemMe, HenpeacTasrieHMe 3adBUTENEM B
YCTAHOBJIEHHbIN CPOK OTBETA Ha YKasaHHbIN B HacTu 4 HACTOoALWEN CTaTbX 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
MEOULMHCKOINO MPUMEHEHUs, 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 MHOrOLLEHTPOBOIO 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
nccriegoBaHns niekapCTBEHHOMO Npenaparta 419 MeauLMHCKOro NpuMeHeHus.

6. [llpoBeneHne aKCNepTuU3bl [JOKYMEHTOB [OSIA MNOSlydYeHUs 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
NOSTydEeHNA IKCMEPTHbIM ydpexaeHnem 3aaHus YnonMHOMOYEeHHOro doefeparnbHOoro
opraHa WCMOSHUTENBHON BIlaCTU C MNPUIOXEHUWEM [OKYMEHTOB, YKa3aHHbIX B
nyHkTax 3, 4, 10 n 11 yactn 2 HacTosAWen cTaTbu, U COBETOM MO 3TUKE 3aLaHud
YMNOSNMHOMOYEHHOro doefieparibHOro opraHa UCMONHUTENBHOM BIIACTU C NPUITOXEHNEM
AOKYMEHTOB, YKa3aHHbIX B NyHKTax 3-6, 8 n 9 yacTtn 2 HacToALLEen CTaTbw.

7. B cpok, He npeBblWarowpmn N9t paboymx gHEN Co OHS NOMNYyYEHUST 3aKITFYeHUI,
YKa3aHHbIX B 4acTW 6 HACTOALIEN CTaTbu, YNOSIHOMOYEHHbIN (hefeparibHbIN opraH
NCMNOSTHUTENbHOW BIIACTU:
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1) OCyLIeCTBNSIET OLEHKY MOCTYMMBLUMX 3aKMYEeHMn Ons  onpeneneHvst ux
COOTBETCTBUS 3aaHMsIM Ha NpOBeAeHNE COOTBETCTBYHOLLMX 3KCNEPTUS;

2) NpYHUMaEeT pelleHVMe O BblOayve paspelleHUs Ha NpoBeaeHVe KIMHUYECKOro
nccnenoBaHUst NEKapCTBEHHOIO npenapaTta Ans MeauLMHCKOrO MPUMEHEHUST 1K
00 oTKkase B Bblade ykazaHHOro paspeLleHus;

3) BblOaeT paspelleHne Ha NpoBedeHMe  KIMHWYMECKOro  UccregoBaHust
NeKapCTBEHHOrO npenaparta Ans MeauLMHCKOrO NMPUMEHEHUS UK pelueHne o0
OTKa3e B Bbla4ye yKa3aHHOro paspeLLeHuns ¢ ykasaHuem NpuynH oTkasa.

8. OcHoBaHMeM AN OTKasa B Bblgaye paspelleHnsi Ha NpoBeAeHne KIMHUYECKOro
NCCNEedoOBaHNsl EeKapCTBEHHOro npenapata Ans MeAUUMHCKOTO  MpUMEHEHUS
ABNAETCH HanM4ne 3akioyYeHst KOMMCCUM 3KCMEPTOB MU 3aKIlOYeHUss coBeTa Mo
9TMKE O  HEeBO3MOXHOCTU  MPOBEAEHUS  KIMMHMYECKOro  MCCriegoBaHust
NekapcTBEHHOro npenapata Ans MeAULUHCKOrO MPUMEHEHUs MO pe3ynbTaram
NPOBEAEHHbIX 3KCNEPTM3, NPeayCMOTPEHHbIX YacTbio 6 HACTOALLIEN CTATbMU.

9. PelweHne o6 oTkasze B NpoBeOEHUM IKCNEPTU3bl JOKYMEHTOB ANs NOMyYeHus
paspeleHns Ha nMpoBeAEeHUe KIMMHUYECKOro WCCMeaoBaHUs NeKapCTBEHHOMO
npenaparta ans MeguuuHCKOro NpUMEHEHUs1 U 3TUYECKOW 3KCNepTM3bl 1 B Bblaadve
paspeleHns Ha MpoBeAEeHUe KIMMHUYECKOro WCCMeaoBaHUS NEeKapCTBEHHOMO
npenaparta and MeauuMHCKOro NnpuMeHeHnst MoXeT BbiTb 0banoBaHO B Nopsigke,
YCTaHOBJIEHHOM 3aKoHogartennbcTBoM Poccunckon denepaunm.

(Ctatba B pepakuun, BBegeHHon B penctBne ¢ 1 wona 2015 ropga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

KommeHTapun Kk ctatbe 39

Ctatbsa 39_1. 3TUYecKas aKcnepTn3a

1. DTuyeckas akcnepTm3a NPOBOAMTCHA COBETOM MO 3TUKE, CO34aHHLIM B nopsigke,
YCTAHOBIIEHHOM  YMOJIHOMOYEHHbIM  defepanbHbiM  OpraHoOM  UCMONHUTENbHOM
BfacTW, B LUensX Bblgadn 3akoyeHnss o0 3Tuveckon 0BOCHOBAHHOCTU
BO3MOXHOCTW  MPOBEAEHUSI  KIIMHUYECKOrO  UCCreaoBaHUs  NIeKapCTBEHHOro
npenapaTta Ans MeguUMHCKOro NpMMeHeHMsI.

2. JKcneptamu coBeTa Mo 3TUKE MOryT OblTb NpeacTaBUTENM MeOULMHCKNX
opraHuM3auuin, HayyYHbIX OpraHu3auun, obpasoBaTesbHbIX OpraHM3aunin BbICLLErO
obpasoBaHus, a Takxke nNpeacTaBUTeENM 06LECTBEHHbIX OpraHn3aummn, PenMrmo3HbIX
opraHusauun n cpencts mMaccoBon MHdopMauun. [daHHble SKCnepTbl He OOMKHbI
HaxoOMUTbCA B KakKoW-nMbo 3aBUCMMOCTU OT pa3paboTUMKOB NEKapCTBEHHbIX
npenapatoB W Apyrux 5nuvd, 3auHTEepPecOBaHHbIX B pesyrbratax 3TU4EeCKOW
9KCNepTusbl.
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3. Onnarta ycnyr 3KCNepToB COBETa MO 3TUKE OCYLLUECTBMNSETCS Ha OCHOBaHWUM
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. 3OKcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C
3aKkoHopaTtenscTBoM Poccunrckon degepavmn.

5. CoctaB coBeTa Mo 3TUKe, MOMoXeHWe 006 3TOM COBETE, MOPSAOK €ro
aesaTenbHocTn, TpeboBaHUA K KBanMdmKauum 1M onbiTy paboTbl MO SKCMEPTHOM
OLEHKE Hay4HblX, MEeOWLUMHCKMX W STUYECKUX acneKkToB  KIIMHUYECKUX
NCCNEAOBaHUA NEeKapCTBEHHbIX MNpenapaTtoB Ans MeOULMHCKOro 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. MHgopmaumna o coctaBe coBeTa MO 3TUKe, NfiaHax ero paboTbl U TEKyLLEN
AEATENbHOCTU  pasMewaeTcd Ha odumunanbHOM  cauTe  YNOFIHOMOYEHHOro
degepanbHOro opraHa WUCNOnHUTENBLHOM Briactm B ceTun  "MIHTepHeT" B
YCTaHOBIEHHOM UM MOpsigKe.

(Ctatba pononHutenbHo BkodeHa ¢ 1 wona 2015 roga PeneparnbHbIM
3akoHOM oT 22 nekabpsa 2014 roga N 429-03)

Ctatbs 40. lpoBeaeHUe KNMHUYECKOro nccnenoBaHus
NieKapCTBEeHHOro npenaparta Ana MeauLMHCKOro
NnPUMeHeHusA

1. PykoBoguten MeguuuHCKOM opraHusauum, KOTopad MPOBOAUT KIIMHUYEeCcKoe
nccrnegoBaHMe IeKapCTBEHHOrO npenapata angd MeauuMHCKOro NpUMEHEHUs,
Ha3Ha4yaeT uccregosarersi, OTBETCTBEHHOIO 3a NpoBeaeHne Takoro UccnegoBaHus
N umelowero rnevyebHylo cneunanbHOCTb, COOTBETCTBYIOLLYHO MPOBOLUMOMY
KITMHUYECKOMY MCCeLoBaHUIO SIEKapCTBEHHOIO npenapaTta, Co cTaxeM paboTbl Mo
nporpaMmmMam KIiMHUYECKUX MUCCrieqoBaHUW NeKapCTBEHHbIX MpenapaTtoB HE MeHee
Yyem TpW roga v No ero npPeanioXeHW HasHavyaeT couccriegosartenen u3 Yucna
Bpayen aTon MegULNHCKOM OpraHn3auunu.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 unona 2015 roga PenepanbHbIiM
3akoHoM oT 22 aekabpsa 2014 rona N 429-P3.
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2. NccnepoBaTtenb ocylwecTBnseT Bbl6Op NauneHToB, KOTOpbIe N0 MEAULNHCKAM
NoKasaHnsiM MOryT 6biTb MPUBIIEYEHBI K Y4aCcTUIO B KITMHUYECKOM WUCCredoBaHnm
NeKkapCTBEHHOro npenapara ans MeauumMHCKOro NpUMeHeHus.

3. WccnepoBatenb u couccnegoBaTenyu  OOIDKHbl  OblTb  O3HAKOMIIEHbI C
pesynstataMM  LOOKIMHUYECKOTNO MWCCNEAoBaHUS  fIeKapCTBEHHOIO CPeacTBa,
coaepxawmmmcs B 6poluope nccnegoBartens, NPOeKToM NPoToKorna KIMHUYECKOro
NCcneaoBaHNsl NEeKapCTBEHHOro npernaparta Ansg MeAULMHCKOro MNPUMEHEeHUs,
pa3paboTaHHbIM  pa3paboTUMKOM  FIEeKapCTBEHHOMO npenapata WM UHbIM
IOPUOMYECKMM NULOM, MPUBMEKAEMbIM K OpraHusauuv NpoBeAeHUsa KIMHUYECKOro
NccnegoBaHnNsl NEKapCTBEHHOro npenapaTta Aans MeaULMHCKOro MPUMEHEHUs, U
APYTMMN MaTepuranamm Takoro nccrnegoBaHus.

3_1. PykoBoauternb MeguLMHCKOM OpraHuM3auuuM B CPOK, He MpeBbllualolwmn Tpex
pabounx OHeNn CcOo [OHS Hayana npoBedeHUst KIMHUYECKOro UCCredoBaHus
nekapcTBEHHOro npenaparta ans MeguUMHCKOro NpUMEHeHUs!, coobLlaeT o6 3Tom B
YMNONMHOMOYEHHbIN  (pefiepalribHbIi  OpraH UCMONHUTENTbHOW BracTW, BblAaBLUMN
paspelleHre Ha NpoBefeHNE Takoro UCCredoBaHus, No YCTaHOBIIEHHOW UM doopme
(4acTb gononHUTensHO BKMoveHa ¢ 1 aHBapa 2011 roga PenepanbHbiM_3aKOHOM
o1 29 Hoa6pa 2010 rona N 313-93).

4. OpraHusauumm, OCYLLECTBASKOLME OpraHM3auuio nNpoBeAEeHUA KITMHUYECKOro
nccregoBaHNs JieKapCTBEHHOIO rnpenaparta gnsgd MeguuMHCKOro MnpUMeHeHUs r
yKa3aHHble B YacTtu 3 ctatbu 38 Hactodwero degepanbHOro 3akoHa, B cryyae
HeO6XOANMOCTN BHECEHUS U3MEHEHW B MPOTOKOS KIIMHUYECKOro WUCCredoBaHus
nekapcTBEHHOro npenapaTta and MeauuMHCKOro npumMeHeHnsa coobwatot o6 aTom B
YMNOSNMHOMOYEHHbIN  (hefiepalribHbIi OpraH UCMONHUTENbHOW BracTW, BblAaBLUMN
paspelleHre Ha NpoBefEeHNE TaKoro UCCredoBaHusl, No YCTaHOBIIEHHOW UM doopMe
(4acTb gononHeHa ¢ 26 okTsa6pa 2010 roga PegepanbHbiM 3akoHOM OT 11 okTA6pA
2010 roga N 271-93.

4 1. ®opma COOOLIEHNA O BHECEHUM W3MEHEHUA B MPOTOKOM KIIMHUYECKOro
nccregoBaHNs  NeKapCTBEHHOro npenaparta  gnsg  MeguuMHCKOro  MpUMeEHeHUd
O0JSPKHa codepXaThb criefyolme CBeaeHNs:

1) HaMMeHOBaHWe, UAEHTUMPUKALMOHHBLIA HOMEP M aTa NPOoToKona KIIMHUYECKOro
nccreqoBaHns;

2) Aara BHECEHUS N3MEHEHUN B NPOTOKOJT KIMTMHNYECKOro nccriegoBaHunA,
3) HanMmeHoBaHne U MeCTO HaxXoXXOeHUA 3aABUTESA;

4) HauMeHOBaHWEe opraHu3auuKn, NpPUBEYEHHON pPa3paboTyYMKOM JieKapCTBEHHOIO
npenapata K oOpraHu3aumm npoBeAEeHNs KIMHUYECKOro wuccrieqoBaHua (npu
HanMuun);
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5) HauMeHOBaHMSA U MecTa HaxOXOEHUs1 MEeAULMHCKUX OpraHu3auui, B KOTOPbIX
NPOBOAMTCS KNMHUYECKOE UCCNEAOBaHUE,;

6) nata BblgauM paspelleHuss Ha npoBedeHUe KIMMHWYECKOro WCCREedoBaHus U
HOMEp 3TOro paspeLleHUs;

7) U3MEHEHNs1, BHOCUMbIE B NMPOTOKOS KITMHUYECKOrO UCCreoBaHus.
(YacTtb 4_1 pononHutenbHO BKItodeHa ¢ 26 okTabps 2010 roga PegepanbHbiv
3akoHoM oT 11 ok1a6pa 2010 roga N 271-P3)

5. B cpok, He npeBblwalowmn Tpuguatn paboymx OHEN CO [OHS MOnydYeHud
yKa3aHHOro BYacTu 4 HacTosAuwlen CcTatbh COOOLUEHUS, YNONHOMOYEHHbIN
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 WCCRedoBaHUA 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
NCMNONHUTENBHOM BAACTM MOIYT NPUBReEKaTbCSA aKCNepTbl coBeTa rno atuke. *40.5)

(HYactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 roga
denepasnbHbIM 3akOHOM OT 22 aekabpsa 2014 rona N 429-93.

6. KnmHnyeckoe uccrieqoBaHue neEKapCTBEHHOro npenapara ans MeauuuHCKOro
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
pykoBoauTens MeOWLMHCKOWM opraHuM3auuMM W OpraHu3auuio,  nostyuYmBLLYHO
paspeLleHne ynosTHOMOYEHHOIo (pefiepasibHOro opraHa UCMONHUTENBHOM BlacTu 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
opraHuMsauuio  rnpoBedeHUs  KIMHUYECKOro  UccriegoBaHNd  NieKapCTBEHHOIo
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  rnpoBedeHUs  KIMHUYECKOro  UccriegoBaHNd  NieKapCTBEHHOro
npenapara 4na MeguLMHCKOro NpUMeEHEHMS.
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7. B cpok, He npeBblwaroumn natM paboumx OHEM CO [HSA  3aBepLueHus,
NPUOCTaHOBIIEHUS nnm npekpaLeHns KITMHNYECKOro nccnegoBaHus
nekapCTBEHHOro rnpenapara Ana MeauLUHCKOro npuMeHeHus1, coobLieHne ob aTom
HanpasnseTca opraHu3auusaMu, ykasaHHbIMM B MYacTu 3 ctatbu 38 HaCTOALIEro
defepanbHOro 3aKkoHa, B YNOSIHOMOYEHHbIN doeaeparibHbI OpraH UCNOSTHUTESNTbHOW
BracTu No ycTaHoBMeHHoW UM copme. *40.7)

8. ®dopma cooblleHMs O 3aBepLUeHMM, MNPUOCTAHOBIIEHUN WM  NpeKpaLleHUn
KITMHUYECKOro MCCrefoBaHUs feKapCTBEHHOrO npenapata Ans MeguuUHCKOro
NPUMEHEHNS AOSPKHA coaepxaTb:

1) MHpopMaumo 0 MEeQULIMHCKON opraHu3auum nnm MeguunHCKUX opraHuM3auunsx,
NPOBOAUBLUNX OAHHOE UCCIIed0BaHME;

2) onncaHmne OaHHOro UCCreaoBaHus;

3) p[aHHble wuccnepoBatens (amuvnus, WMs, OTYEeCTBO, 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 [OaHHOIO WCCeaoBaHUA (3aBeplUeHWe, NPUOCTaHOBIIEHME WU
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. Tllpu BbIABNEHUM deneparibHbIM  OpPraHoOM  UCMOSHUTESNbHOMW  BIiAacTH,
OCYLLECTBSIAIOWLMM (DYHKLMW MO KOHTPOSKO M HaA30py B cdepe 34paBoOOXpaHEHMS,
HapyweHUn npaBwST Haamnexawen KIMHUYECKOM MNpakTUKU Mpu  npoBeLeHun
KITMHUYECKOro UCCredoBaHUs NieKapCTBEHHOMO npenapara, BIIMAIOLWMX Ha MOSHOTY
n (MM) [OCTOBEPHOCTb [OaHHOMO KIMMHMYECKOro WCCredoBaHust, YKasaHHbIN
doegeparnbHbIA OpraH UCMOSNHUTENBHOM BflaCTM MNpUOCTaHaBMBAET nNpoBeaeHne
AaHHOIO KIMMHMYECKOro MUCCreAoBaHUs U BbIHOCUT MEOMLMHCKOM OpraHu3auuuv, B
KOTOPOW NPOBOAUTCSA AaHHOE KIMHUYECKOE WccredoBaHune, npeanucaHne ob
YCTPaAHEHUN BbIABSIEHHbIX HapyweHun. [lpyu  HeycTpaHeHuu  MeOULMHCKOMN
opraHusaumnen BbISBfIEHHbIX HAPYLIEHWW B YCTAHOBSIEHHbLIA B MpeanMcaHum Cpok
yKa3aHHbIM (pefieparibHbI OpraH UCMOSTHUTESNTbHOW BacTU MPUHUMAET peLleHne o
NpekpaweHuM npoBefeHNd  KIMMHUYECKOrO  UCCIedOBaHUA  JIeKapCTBEHHOrO
npenaparta W HanpasnseT B deaeparbHbiA OpraH WCMONHUTENbLHOM BracTw,
OCYLLECTBIAOWMIA  PyHKUMM MO BbipaboTke W peanusauum rocygapcTBEHHOM
NOSIMTUKM U HOPMAaTMBHO-NPaABOBOMY PErynMpoBaHnio B cdepe 34paBOOXpaHEHNS,
3aKno4YeHne O BbISIBIIEHUM MPU MPOBEAEHUN JaHHOIO KITMHUYECKOro UCCreaoBaHus
HapyLweHU NpaBuST Haanexawen KIMHUYECKOM NPakTUKN OS89 NPUHATUA peLLeHnd
06 OTMeHe paspelleHnsi Ha OopraHM3auunio NPOBEAEHUA [aHHOMO KIIMHUYECKOro
nccrnegoBaHnss C AaTbl MPUHATUA pPELLEHUA O MNPUOCTAHOBIIEHUM NpPOBeLEeHNd
KITMHUYECKOro uccrieoBaHnd fiekapcTBEHHOIo npenapara.

(YacTb gononHutensHoO BkItodeHa ¢ 1 uonsa 2015 ropa PenepanbHbIM 3aKOHOM
oTr 22 pekabpa 2014 roga N 429-03; B pegakuun, BBeOAEHHOW B OeNcTBUE
denepasnbHbiM 3akoHoM OT 13 mona 2015 rona N 241-93.

9.  YnornHOMO4YeHHbI  dbegeparnbHblii  OpraH  WCMOSHUTENBbHON  BracTu
onyobrMKOBbIBAET M pasMellaeT Ha cBoeM odwmumanbHOM canTte B ceTu "UHTepHeT"
coobLleHe O 3aBepLleHUK, NPUOCTAHOBIIEHUN UMK MNPEKPALLEHNN KITMHUYECKOro
nccregoBaHNs JieKapCTBEHHOIO rnpenaparta gnsgd MeauuMHCKOro npuMeHeHUs B
CPOK, He npeBblaWmMA NATU paboymx [HENW CO [OHSA €ero nosiydeHusl, B
YCTaAHOBJIEHHOM UM MOpsKe.

10.  YnornHOMoOYeHHbIn  doefeparnbHbiA - OpraH  UCMOMHUTESNTbHOW — BracTu
OCYLLECTBIIAET  BedeHWe peecTpa wuccriegoBarterien,  NpoBOAAWLMX — UIK
NPOBOOMBLUMX KIMMHUYECKUE WCCIedOBaHUA IeKapCTBEHHbIX MpenapatoB OJid
MEAWLNHCKOro NpuMeHeHus, B COOTBETCTBUU C YTBEPXKOEHHBIMU UM NpasuriaMmm mn
pasMelaeTr ero Ha CcBoeM odwmuuansHoM caute B cetu "HTepHeT" B
YCTAHOBJIEHHOM WM TMOpsAKe. YKasaHHblM peecTp COoAEPXMT WHJpopmMaumio,
NpeaycMOTPEHHYHO NYHKTOM 3 YacTu 8 HacToswen ctatbu. *40.10)
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11. OT4eT 0 pesynbratax KIAMHUYECKOrO WUCCNeAoBaHUA JleKapCTBEHHOMO
npenapara Ang MeguUMHCKOrO TMPUMEHEHUA COCTaBIiAeTCA  opraHusaumen,
ykaszaHHou B HacTu 3 ctatbu 38 HacTogdulero degeparnbHOro 3akoHa, Ha OCHOBaHUM
3aKMOYEHNN MeUUMHCKUX OpraHuM3auuin, npoBOAMBLLMX 3TO UCCrenoBaHue, U
npeacTaBndeTca B YNOSIHOMOYEHHbIN hefepanbHbIi OpraH  UCMOSHUTENBbHON
BJflacTW, BblAaBLIMW pa3peLleHne Ha npoBedeHne 3TOro UccrefoBaHnd, B CPOK, He
NpPeBbIWALMA TPpeX MeCHAueB CO AHS €ero 3aBepLueHus, MPUOCTaHOBIIEHNA WUNn
NnpekpaweHusi, B Mnopsake, YCTaHOBMEHHOM  YMOSMHOMOYEHHbIM  doefdeparnbHbIM
OpraHoM MCMOSHUTENBHON BNacTu.

12. HapylweHue npaBun Hagnexawlen KIMHUYECKOM NpakTUKK, danscudmkaumns
pe3yrnbTatoB KIMMHUYECKOrO UCCriefOoBaHUA JeKapCTBEHHOro Mpenapara Aans
MeLULIMHCKOro NpUMEHEHUS BieKyT 3a CODOM OTBETCTBEHHOCTbL B COOTBETCTBUMN C
3akoHopaTtenscTBoM Poccunrckon degepavmn.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 umona 2015 roga PenepanbHbiM
3akoHoM oT 22 aekabps 2014 roga N 429-93.

13. lNpn npoBegeHNN KIMHUYECKOro WUCCreaoBaHUSA JfEKapCTBEHHOro npenapaTa
AN MeQULMHCKOro NpUMeEHeHUs JornyckaeTcs 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 pegakumu, BBegeHHou B genctane ¢ 1 umwona 2015 roga PenepanbHbIiM
3akoHoM oT 22 fekabpa 2014 roga N 429-93.

14. lNopsanok BBo3a B Poccurckyto Penepaunio 1 BbiBo3a 3a npeaerbsl Poccuinckom
denepaunmn  OUMOMOrMHECKUX  MaTepuarnoB, MNOSIyYEHHbIX NpU  NPOBEAEHUN
KIMMHUYECKOINO WCCredoBaHUA JIEKapCTBEHHOIO npenaparta Ansg MeguuMHCKOro
npumMeHeHusi, YycTaHaBrmBaeTca [lpaButensctsom Poccumnckon denepauun.
*40.14)

(HYactb B pepakumm, BBegeHHom B pencteue ¢ 1 wmona 2015 ropa
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

KommeHTapum K ctatbe 40

Ctatbsa 41. JloroBop 0 npoBeAEeHUU KITMHUYECKOro
nccneanoBaHUsA fieKapCTBEHHOroO nNpenapara Ans
MeAULMHCKOro NpMMeHeHUs
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1. KnnHuyeckoe uvccrenoBaHve rekapCTBEHHOro npenapaTta Ans MeauLMHCKOro
NPUMEHEHNs TMPOBOAUTCS B COOTBETCTBUMM C [OrOBOPOM O MNpoBeaeHun
KNMMHUYECKOro WCCReaoBaHUs NeKapCTBEHHOro npenapata Ans MeauLMHCKOro
NPUMEHEHMS, 3aKIO4aeMbiM MeXxdy opraHu3auunen, Mony4YMBLUEN pas3peLleHne
YNONHOMOYEHHOIrO  dpeiepanbHOro  opraHa  MCMONHUTENbHOM  BRacTM  Ha
opraHu3aL Mo NPOBeAEeHNss Takoro UCCeaoBaHns, U MeaULMHCKOW opraHu3alunen,
OCYLLECTBNSIOLLEN NPOBeAeHNe Takoro UCCeaoBaHus.

2. ,D,OFOBOp O nposedgeHnn KIrIMHNM4YeCcKoro wuccriegoBaHna JeKapCTBEeHHOro
npenapara anda meguumnHCKoro rnpuMmeHeHnd gornkeH coaepXatb:

1) yCroBMS1 1 CPOKM NPOBEAEHNSI JaHHOIO UCCeaOoBaHus;

2) onpegeneHve obuwen CTOMMOCTM MporpaMMbl AaHHOrO WUCCredoBaHust C
yKasaHnem CyMMbl, MpedHasHadallwencs Ana  BbinfaTt  UccregoBaTensawm,
couccrnenoBaTensam;

3) onpeneneHve opMbl NpeacTaBfieHNss pe3ynbTaTtoB JaHHOMO MUCCrenoBaHus B
YMNOSNMHOMOYEHHbIN doeaeparbHbI OpraH UCMOMNHUTENBHON BNacTu.
KommeHTapum k ctaTtbe 41

CtaTtbsa 42. PnHaHcoBOe obecneyvyeHue KNNMHNYECKOro
uccrnenoBaHUA NeKapCcTBEHHOro npenaparta ansd
MeAULMHCKOro npumMeHeHus

dunHaHcoBOe obecnevyeHne KIMHUYECKOro uccrneaoBaHus JlIeKapCTBEHHOIO
npenapara ana meanunHCKoro rnpuMeHeHnA OCyLEeCTBIIAETCA 3a CHET.

1) cpeacTs denepanbHoro 61o0aXxeTa;

2) cpeacTB OpraHmM3auui, NonyyYMBLUMX pa3peLLeHne Ha opraHM3auunio NpoBeaeHus!
OAHHOTO WCCNedoBaHMsi, B COOTBETCTBMM C YCNOBMSIMM [OroBopa O €ro
NPOBEAEHUY;

3) MWHbIX He 3anpelleHHbIX 3akoHogaTtenbcTBoM Poccuickon depepaumm
NCTOYHNKOB.
KommeHTapumn K ctaTtbe 42

CrtaTtbs 43. [lpaBa nauMeHTOB, y4acTBYHOLINX B
KIIMHNYEeCKOM UccregoBaHUM NeKapCTBEHHOro npenapara
Ans MeAULUUHCKOro NnpuMeHeHus

1. YyacTue nauneHToB B KIIMHUYECKOM UCCnegoBaHum JIeKapCTBEHHOIO npenapara
ana meanumHCKoOro npuMeHeHns ABndeTcs ﬂOGpOBOJ’IbeIM.
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2. MMaymeHT nnn ero 3akoHHbIN nMpeacTaBUTENb OIMKEH ObiTb MHOPMUPOBaAH B
NMMCbMEHHOU hOpME:

1) O nekapcTBEHHOM npenapaTte AN MeOWLMHCKOrO MPUMEHEHMSI U CYLUHOCTM
KIMMHUYECKOro NCCneaoBaHnsi 3TOro NekapCTBEHHOro npenapara;

2) o 6e30nacHOCTU feKkapCTBEHHOrO npenapara Ansg MeauuMHCKOro npuMeHeHus,
ero oxvgaemon 3pdPeKTUBHOCTU U CTENeHU pucKa Ans nauneHTa;

3) 006 ycnoBuax ydacTtusa naymeHTa B KIMHNMYECKOM nccneagoBaHnn nekapCTtBEHHOIO
npenapara ana megunumnHCKoro rnpuMeHeHud,;

4) O uenm unn uendax wn npoaoJPKUTESIbHOCTU KITMHUYECKOro wuccriegoBaHusA
JIeKapCTBEHHOIO npernapara ajhda MmeguumnHCKoro rnpuMeHeHu4,

5) 0 OeucTBusaX NauueHTa B cliydae HenpeaBuaeHHbIX 3¢PeKToB BIMSHUA
NeKapCTBEHHOro rnpenapara Ansg MeguuuHCKOro NnpUMEHEHUs Ha COCTOSIHUE ero
30pOBbS;

6) 06 ycrnoBuax 06s13aTenNbHOr0 CTpaxoBaHUS XN3HN, 300P0BbA NALUEHTa;

7) O TrapaHTuUdax KOHCbMﬂGHHMGﬂbHOCTM ydqactua nadmeHta B KITMHUYECKOM
nccrnegoBaHmn rnekapCcTtBeHHOro rnpenapara and MmeamuymHCKoro nppuMeHeHus.

3. [JobpoBornkbHOE cornacue nauneHtTa Ha ydacTue B KITMHUYECKOM UCCegoBaHUN
NeKapCTBEHHOro npenapara and MeguumMHCKOro NpUMeEHeHNs1 NOATBEPXOAETCHA ero
noanucb0 UMM NOAMUCBHIO €ro 3aKOHHOro npeacTaBuTeENnsd Ha WHAGOPMAaLMOHHOM
NMCTKe navumeHTa.

4. laymeHT unnm ero 3akOoHHLIN npeacTaBUTENb MMEET MnpaBO OTKasaTbCHA OT
ydacTma B  KIMHWYECKOM UCCIedOBaHUW JNEKaApCTBEHHOro npenapara  Aans
MEAULUHCKOro NpuMeHeHust Ha Nobon cTagum NpoBeAEHUS Takoro UCcrneaoBaHus.



5. lNpoBeneHne KIIMHUYECKOro WCCriedoBaHUA IeKapCTBEHHOro npenaparta ans
MEOULMHCKOrO MNPUMEHEHUSI 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 uernbio Takoro UccrneaoBaHns sSBrsieTcsa nonyvyeHme
AaHHbIX O HaUny4Lwen JO3UPOBKe NieKapCTBEHHOMO npenapara AN neyYeHus 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.

(YacTb B pepakuuu, BBedeHHOM B JgenctBue c¢ 22 Hosibpa 2014 ropa
denepanbHbIM 3aKoHOM OT 22 okTA6ps 2014 roga N 313-93.

6. 3ar|peUJ,aeTC;| nposegeHne KrimHM4eckKoro wumccriegoBsaHna rnekapcTtBeHHOro
npenapara anqa meanumnHCKoro npuMeHeHnd ¢ ydactnemM B Ka4ecTBe NnauymMeHTOB:

1) beTen-cupoT N aeTen, ocTaBlUMXca 6e3 nonevyeHns poaguTenen;

2) XeHUWH B nepuoa 6epeMeHHOCTHU, XEeHLWMH B Nepuog rpyaHOro BCKapMIIMBaHus,
3a WCKIMIOYEHMEM CIlydaeB, €CnM MPOBOAUTCS KIIMHUYECKOE MCCregoBaHue
NeKapCcTBEHHOro npenapara, NpeaHasHa4yeHHOro Afs YKa3aHHbIX JKEHLUMH, Mpu
YCIIOBUN HEOOXOAMMOCTU NosydYeHust MHopMaLMn TONbKO BO BpeMsi NpoBedeHus
COOTBETCTBYHOLUMX KITMHUYECKMX UCCNEAOBAHUA U MPUHATUS BCEX HEOOXOAUMbIX
Mep MO UCKIOYEHMIO pUCKa HaHeCeHus1 Bpeaa XeHlwHe B nepuoa 6epeMeHHOCTH,
XEHLUMHE B Nepuo rpyaHoro BCKapMiMBaHus, Niioay unm pedeHky;

3) BOEHHOCNyXalux, 3a WCKIIIOYEHNEM Crlyd4aeB MNPOBEAEHUA KIIMHUYECKOro
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 Yy4aCTUMEM B KavecCcTBe MauMeHTOB BOEHHOCyXaumx, 3a
NCKIIOYEHNEM BOEHHOCTYKaLWMX, MPOXOAALMX BOEHHYH CIyxOy no npusbiBy, C
cobnogeHnem TpeboBaHui, YCTaHOBIEHHbIX HacToAwmM PefeparnbHbIM 3aKOHOM B
OTHOLLEHNN rPaXdaHCKUX N,

4) COTPYOHWUKOB NPaBOOXPaHUTENbHbLIX OPraHoB;

5) nuy, oTbbiBalWMX HakasaHMe B MecCTax JmweHuss cBobodbl, a Takxe nuu,
HaXOOALLMXCS NMOA CTPaXen B CreACTBEHHbIX N30MATOpaXx.
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7. [onyckaeTcsa npoBefeHNEe KIMHUYECKOro WCCreaoBaHUs JeKapCTBEHHOro
npenaparta Ansg MeOULMHCKOro MpPUMEHEHUd, npegHa3HayeHHoro Ans JievyeHud
ncuxmyeckmnx 3aboneBaHuin, C y4yacTMEM B KadecTBe MaUMEHTOB Iy, C
NCUXNYECKMMN 3aboneBaHUAMM, MNPU3HAHHbIX HeLeecrnocobHbIMM B MOPSAKeE,
YCTaAHOBJIEHHOM 3akoHodaTernbcTBoM Poccunckon ®depepaumn. KnvHuyeckoe
nccrieqoBaHe JieKapCTBEHHOIO rMpernapata B 3TOM Cliydae MnpoBOAUTCH MNpu
HanMM4MM cornacus B NMUCbMEHHOW (popMe 3aKOHHbIX MpeacTaBuUTeNen yKasaHHbIX
. *43.7)
KommeHTapum k ctatbe 43

CtaTbs 44. Ob65A3aTesnibHOe CTpaxoBaHMe XU3HU, 340POBbLA
naumeHTa, y4yacTBYyHOLEro B KMMHUNYECKOM UCCrneaoBaHuUmn
rleKapCTBEHHOro npenaparta A4nst MeQULUMHCKOro
NnPUMeHeHUs

1. OpraHuMsauuns, nonyymBlLUas paspelleHMe Ha opraHuM3auuio npoBeaeHus
KITMHUYECKOro MCCreoBaHUs fiekapCTBEHHOrO npenapata Ans MeguuUHCKOro
NpUMeHeHnsi, 06s3aHa B KayeCcTBe CTpaxoBaTens CcTpaxoBaTb PUCK MPUHUHEHUS
Bpeda XM3HW, 300pPOBbI0 MNauMeHTa B pesyrbraTte NpoBeaeHUs! KITMHUYECKOro
nccnegoBaHnst NeKapCTBEHHOMO npenapata Ans MeguMUMHCKOrO MpUMMEHEHUs 3a
CBOW CYET MyTeM 3akroyeHns goroBopa 06s3aTenbHOro CTpaxoBaHus.

2. Ob6bekToM 065A3aTENbHOrO CTPaxOBaHUA ABNSETCS UMYLLECTBEHHbLIA MHTEpec
NauueHTa, CBSA3aHHbIM C MNPUYMHEHMEM Bpeda €ero XM3HW WM 300pOBbi0 B
pe3ynbTaTe NpoBeaeHus KIMHUYECKOro NccrnenoBaHus fekapcTBEHHOro npenapara
Ans MeAULMHCKOro NPUMEHEHWS.

3. CTtpaxoBbiM cry4aem Mo [O0roBopy o00s3aTenbHOro CTpaxoBaHUS SIBNSIETCS
CMepTb NauMeHTa Unu yxyalleHne ero 340poBbs, B TOM YMCTIe BreKyllee 3a cobol
yCTaHOBMEHME WHBANMOHOCTW, MPU HamUM4yMn MNPUYUHHO-CNEACTBEHHON CBSA3U
MeXOy HacTynneHMeM 3TOro COObITMS M y4acTUEM nauuMeHTa B KIMHUYECKOM
nccnenoBaHUM NekapcTBEHHOIO Npenapara.

4. TpeboBaHMs O BO3MELLUEHUMW Bpeaa, MNPUYMHEHHOTO XXU3HW WM 300POBbLH
naumeHTa, NpeabsaBrsloTCA B TEYEHNE CPOKOB MCKOBOW JaBHOCTU, YCTAHOBIEHHbIX
rpaXkgaHCKUM 3aKOHO4ATENbCTBOM.

5. Pasmep cTpaxoBoW BbiMnatbl MO [OOroBOpy 00s3aTenbHOrO CTpaxoBaHUS
COCTaBnsieT:

1) B cnydae CMepTM MauueHTa ABa MWUIIMOHA pybnen Ha Kaxgoro nauueHTa,
y4acTBOBABLLEIO B KIIMHNYECKOM MCCeq0oBaHMM NeKapCTBEHHOrO npenapara;

2) Npuv yxyaLWeHUn 300pOoBbs NaUneHTa:
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a) nosnekwem 3a cobon ycTaHOBMNEHWe WHBaNMAHOCTWU | rpynnbl, OANUH MUNTIMOH
NATLCOT ThiCAY PYyOnen Ha Kaxooro nauveHTa, y4acTBOBAaBLUErO B KIMMHUYECKOM
NccneaoBaHnM NiekapCcTBEHHOIo Npenapara;

6) nosrekwem 3a cobon ycTaHOBMEeHUe nHBanMaHocTu |l rpynnbl, OAWH MUIIIIMOH
pybnem Ha Kaxgoro nauneHTa, y4acTBOBaBLUENO B KIMHUMYECKOM UCClegoBaHUM
rneKapcTBEeHHOro npenapara;

B) noBrekiwem 3a cobon yctaHoBneHne uHeanuaHocTu lll rpynnbl, NATLCOT ThiCAY
pybnem Ha Kaxgoro nauneHTa, y4acTBOBaBLUENO B KIIMHWMYECKOM UCClegoBaHUM
rneKapcTBEeHHOro npenapara;

) He nosriekwem 3a cobon yCTaHOBMEHUS MHBANMAHOCTU, He Bornee 4yem Tpucta
TbiCAY pybrien Ha Kaxgoro naumeHTa, YydacTBOBaBLUENO B KIMHUYECKOM
nccrenoBaHMM NeKapCcTBEHHOMO npenaparta, UCXo4s U3 HOPMaTUBOB, OTPaXKaroLLMX
XapakTep U cTeneHb MOBPEXOEHUs 300pOBbA, a Takke hakTU4ECKU NMOHECEHHbIX
NaLMEHTOM pPacXOdoB, Bbl3BaHHbLIX MOBPEXOEHMEM 300POBbS, HA MEOULMHCKYHO
noMoLLb, NprobpeTeHne nekapCTBEHHbIX NpenapaTos.

(MognyHKkT B pepakumn, BBegeHHoM B pencteue ¢ 1 wona 2015 ropga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

6. YacTtb yTpaTtuna cuny c 1 nonsa 2015 roga - PegepanbHbii 3aKoH OT 22 aekadbp4
2014 roga N 429-93. .

7. Cpok goroBopa obsa3aTernbHOro CTpaxoBaHNsa He MOXET OblTb MEHee, YeM CPOK
NPOBEAEHNS KIMHUYECKOro NCCreaoBaHns NeKapCTBEHHOro npenapara.

8. Ycnosusi goroBopa o6s3aTenbHOro CTpaxoBaHWsl, B TOM 4UCNE CTpaxoBble
Tapudbl Mo obA3aTeNlbHOMY CTpaxoBaHWUIO, NepevyeHb HeoBXOOAMMbIX LOKYMEHTOB
A5 OCYLLECTBIIEHUS CTPaxoBOW BbINaThl, MOPSLOK YCTAHOBIIEHUS CTpaxoBaTernem
NHAMBUOYaANbHOIo NOeHTUNKaLMOHHOIo Koga naumeHTa, nopsiaoK
NHJPOPMMPOBAHNS CTpaxoBaTesieM CTPaxoBLWKa O NPUBIIEYEHHbIX K KITMHUYECKOMY
NCCregoBaHMIO NEKAPCTBEHHOro npenapata Ansg MeguUMHCKOro MNpUMEHEHUS
nayueHTax, nopsagoK ynratbl CTpPaxoBOWM MpeMun, MOpsgoK — peanusauum
onpenesrieHHbIX Hactoaumm deneparnbHbiM 3aKOHOM U ApyruMu doeaeparbHbIMU
3aKOHaMmM npaB W 00HA3aHHOCTEM CTOPOH MO [0roBopy 0b6s3aTensHOro
CTpaxoBaHMA, a TakKXe HOopMaTuBbl, OTpaxallme xapaktep W CTeneHb
NOBPEXOEHMS 3[00PO0BbS, yCTaHABIMBAKOTCS TUNOBLIMU NMpaBuriamMmm 06a3aTenbHOro
CcTpaxoBaHug. *44.8)

(HYactb B pepakumm, BBegeHHonm B pencteve ¢ 1 wmona 2015 roga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.
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9. B cnyyae npuunHeHust Bpeaa »m3HU naumneHTa, y4acTBOBABLLENO B KIIMHNYECKOM
nccnegoBaHWM  NEKapCTBEHHOrO  npenaparta, Bblrogonpuobpetatensmm Mo
O0roBopy 00SA3aTenbHOr0 CTpaxoBaHUS SABMSIOTCS rpaxagaHe, MMelolwme npaBo Ha
BO3MeELLEHVE Bpeada B Cllydae CMepTU KOPMUIbL.a B COOTBETCTBUUN C rpaXkgaHCKUM
3aKoHOOaTeNbCTBOM, NPV OTCYTCTBUM TaKMX fpaxgaH - poguTenu, cynpyr, OeTu
yMepLUEro  nauueHTa, Yy4yacTBOBaBLIEr0O B  KIMHUMYECKOM  UCCIeLOoBaHUM
NekapcTBEHHOro npernapara, B Cllydae CMepTU nauneHTa, ydacTBOBAaBLLEMO B
KNMHUYECKOM WUCCNeaOoBaHWM FeKapCTBEHHOrO npenapata W He WMEBLUEro
CaMOCTOSITENBHOIO 40X0Aa, - rpaXdaHe, Ha WKANBEHUN KOTOPbIX OH Haxoauncs, B
OTHOLLEHMM BO3MELLEHUSA pacxodoB Ha norpebeHne naumeHTa, y4acTBOBAaBLLEINO B
KNMHUYECKOM UCCreaoBaHNM NekapcTBEHHOrO nNpenaparta, - UL, NOHecLUee Takue
pacxoapbl.

10. CtpaxoBasi Bbinnata B CYET BO3MELLUEHMS Bpeda, MPUYMHEHHOTO KN3HM
nauuneHTa, y4acTBOBaBLUErO B KIMHMYECKOM WCCIEAOBaHUM NeKapCTBEHHOro
npenaparta, pacnpegenseTcs Mexay BbirogonpuobpetarensmMmy nponopLmoHansHO
NX KONMMYECTBY B PaBHbIX JONSIX.

11. Tlpn HacTynneHunm CTpaxoBOro cny4yasd nauueHT, Yy4yacTBOBaBLUMA 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
npasunamm obasaTenibHOro cTpaxoBaHud. *44.11)

12. o nornHoro onpegerieHus pasmepa noafexalero 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. CrtpaxoBas BbinfatTa B COOTBETCTBMM C [OOMOBOPOM 00SA3aTENbHOro
CTpaxoBaHWA OCYLLUECTBNAETCA He3aBUCUMO OT BbIMiaT, MNpUYUTaOWMXCA MO
ApPYrMM Bugam CcTpaxoBaHuS.

14. He ponyckaetca yyacTve nauuveHtTa B NPOBEAEHUN  KITMHUYECKOro
nccrnegoBaHWs  NeKapCcTBEHHOro  npenapara npu  OTCYTCTBUM  OOroBopa
06s3aTensHOro CTpaxoBaHus.
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15. KOHTpOnb 3a uCMofHeHVeM opraHu3auuven, MnonyymBlLIEN pa3peLleHne 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  JIEKAPCTBEHHbLIX CPeACTB  AO/MKHO  COOTBETCTBOBATb
TpeboBaHMsIM NpaBui Haanexawen npon3BoLCTBEHHOW NPaKTUKK, YTBEPXKOEHHbLIM
YMNOHOMOYEHHbIM doeeparibHbIM OpraHOM UCMONHUTENbHOM BracTu. OcobeHHoCTH
nepexona npovsBoaCTBa OTAENbHbBIX JIEKAPCTBEHHbLIX CPEACTB K MUX MPOM3BOACTBY
B COOTBETCTBMM C TpeboBaHMsSIMX MpaBun Haanexawen nponsBoaCTBEHHOM
NpakTuUKM ycTaHaBrmBatoTcs [NpaButensctsom Poccuinckon denepaumn. Boligada
3aKIOYEHNN O COOTBETCTBUM MNPOM3BOAUTENS  JIEKAPCTBEHHbLIX CPeacTB
TpeboBaHMsIM NpaBu Haaexallen NPpon3Bo4CTBEHHOW NPaKTUKM OCYLLECTBIISETCS
Nno pesyrnbtartamM WMHCMNEKTUPOBaHUS MPOU3BOAUTENEN JIeKapCTBEHHbIX CPeaAcTB B
nopsgke, ycrtaHosreHHoM [lpaButensctBom Poccuimckon Pepepaumn. Pasmep
nfaTtbl 3a Bblga4yy 3akio4YeHNs O COOTBETCTBUM MPOU3BOOUTENA JIeKapCTBEHHbIX
cpeacte TpeboBaHMAM MNpaBun  Hagnexawen npou3BOACTBEHHON MPaAKTUKK
ycTaHaBrmBaeTca  [lpaButenbctBom  Poccunckon  Pepepaumn.  lopsagok
opraHmsauum M rnpoBeAEHNA NHCMNEKTUPOBAHUS NPOM3BOAUTENEN NEeKapCTBEHHbIX
CpedcTB Ha COOTBETCTBME TpeboBaHNAM NpaBuIl Hagnexallen Npon3BoacTBEHHON
NpaKkTUKKN ycTaHaBnmBaeTcs NpaButenscTtBoM Poccuickon Penepaumn. *45.1)

(Hactb B pepakumu, BBedeHHoW B pencteme ¢ 25 wmwoHa 2012 ropa
denepanbHbiM 3akoHOM OT 25 noHda 2012 roga N 93-93; B pegakuunmn, BBEAEHHON B
aencteme ¢ 22 Hosabps 2014 roga PenepanbHbiM 3akoHOM OT 22 okTsabps 2014
rooda N 313-93; B pepmakuuun, BBegeHHoum B genctBne ¢ 1 mona 2015 roga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.



http://docs.cntd.ru/document/902247741
http://docs.cntd.ru/document/420217554
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/902353938
http://docs.cntd.ru/document/420227433
http://docs.cntd.ru/document/420241318

2. [lpon3BoaCTBO JileKapCTBEHHbIX cpeacts B Poccuinmckon denepauyum
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 yacTu 1 HacTodLlen cTaTbn. *45.2)

(HacTb B pepakuuu, BBedeHHOW B JgenctBue 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. lMpon3BoacTBO NEKAPCTBEHHbIX CPEACTB OCYLUECTBNSETCS C COOMNoaeHUeEM
TpeboBaHui MPOMBbILLIIEHHOIO pernameHTa, KOTOPbIN yTBEPXKOAETCS
pykoBOAUTENEM MPOM3BOAUTENSI NEeKapCTBEHHbIX CPEACTB W BKNoYaeT B cebs
nepeyeHb WUCMNOSb3yeMbIX 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. Mpw Npon3BoaCcTBe NEeKapCTBEHHbIX cpeacTs MCNOSb3YKTCH
drapmaLeBTU4ECKNE CYOCTaHUMM, BKIIOYEHHbIE B rOCYJapCTBEHHbIN peecTp
NEKapCTBEHHbIX CPeaCTB, 3a WUCKMoYeHWeM apmaueBTUYeCcKuX cybcTaHuun,
NPON3BOAUMbIX AN NPOBEAEHUST KITMHUYECKMX uccregoBaHnin u ans akcnopta. K
npoueccy npousBoacTBa papmaueBTUYECKOM CYOCTaHUMM OTHOCATCA Jobble
CTagun TEeXHOSOrM4YecKoro rnpowecca, no3BossoWwme noslydmuTb roTOBbIN NPOOYKT,
cooTBeTCcTBYylOLMN TpeboBaHNAM apMakonemHon cTaTtbW, B TOM 4ucre
depMeHTaumns, 9SKCTpakumsa, O4vYUCTKa, BblAeneHue, nepekpucTannmaauus,
BbICyLLMBAHWE, U3MESNbYEHME.

(YacTb B pegakumu, BBegeHHou B aenctene ¢ 1 umwona 2015 roga PenepanbHbiM
3akoHOM oT 22 aekabpsa 2014 rona N 429-P3.

4 1) TpeboBaHna Kk o6beEMy Tapbl, YNakoBKE, KOMMMEKTHOCTU OTAENbHbIX
NeKapCTBEHHbIX npenapaToB YycTaHaeBnmealTca [lpaButensctBom Poccuinckom
denepauun.

(YacTb gononHutensHo BkItodeHa ¢ 1 uona 2015 roga PenepanbHbIM 3aKOHOM
oT 22 nekabpsa 2014 roga N 429-93)

5. 3anpellaeTcs NpomM3BoACTBO:

1) JneKapCTBEHHbIX CpPEACTB, He BKIMHOYEHHbIX B rOCYJapCTBEHHbIN peecTp
NEKApCTBEHHbIX  CPEedCTB, 3@  MWCKMOYEHWEM  JIeKapCTBEHHbIX  CPEeacTB,
NPON3BOANMbIX A5l NPOBEAEHUS KIMHUYECKNX UCCeQoBaHNA 1 ANsl 3KCNOoPTa;

2) hanbcmdmunpoBaHHbIX fIEKaPCTBEHHbIX CPEACTB;


http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/420227433
http://docs.cntd.ru/document/420241318
http://docs.cntd.ru/document/499025507
http://docs.cntd.ru/document/420241318
http://docs.cntd.ru/document/420241318
http://docs.cntd.ru/document/499025507

3) nekapcTBeHHbIX cpeacTB 6e3 nMUueH3Mn Ha NPOM3BOACTBO JIEKAPCTBEHHbIX
CpencTs;

4) nekapCTBEHHbIX CPeACTB C HapyLUEHNEM NpaBuUIT OpraHM3auum NpoM3BoacTBa U
KOHTPONSi Ka4ecTBa NeKapCTBEHHbIX CPeaCTB.

6. lNpn BBOAE NEKAPCTBEHHbIX CPEACTB B rpaXgaHCKuMin oBopoT YnorIHOMOYEHHOoe
NMUO NPOU3BOAUTENSA JeKapCTBEHHbIX CPenCTB OCYLWECTBNSET MNoaTBepXaeHue
COOTBETCTBUA JIEKApPCTBEHHbIX CpeaCcTB TpebOoBaHUAM, YCTAHOBEHHbIM MpPU UNX
rocygapCTBEHHOW perucTpauuv, M rapaHTMpyeT, YTO JieKapCTBEHHble cpencTBa
npov3BedeHbl B  COOTBETCTBMM C  TpeboBaHMAMM  MNpaBunl  Hagnexallen
NPON3BOLCTBEHHOWN NPaKTUKN.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 unona 2015 roga PenepanbHbiM
3akoHoM oT 22 fekabpa 2014 roga N 429-93.

7. YNONMHOMOYEHHbIM NNLLIOM NPOU3BOAUTENS NIEKAPCTBEHHbIX CPEACTB SBMSETCS
ero paboTHWK, aTTECTOBaHHbIN B YCTAHOBSIEHHOM YNOSTHOMOYEHHbIM doeeparnbHbIiM
OpraHoOM WCMOSHUTENBbHOW BacTW NOPSAKE U UMEKWMA CTax paboTbl HE MeHee
YyeM nNaTb et B obnactM npousBoAcTBa M (MM) KOHTpONsS KayecTBa
NeKapCTBEHHbIX CPeacTB, Bbicllee obOpas3oBaHMe COOTBETCTBEHHO MO OAHOW U3
cneumanbHocTen W (MnM) OOHOMY W3 HaMNpasfeHWW MOAroTOBKWU: Buonorus,
BunoTexHornorna, BeTepuHapusi, KIMHWMYecKkass MeguuuHa,  pagunaluoHHas,
XMMmnyeckasi U buonormdeckasa sawmrta, papmaums, dyHaameHTanbHaa MeguumHa,
XMMU4Yeckasi TEXHOSOMA, Xumus. *45.7)

(YacTb B pepakuuu, BBedeHHOM B pgenctBue c¢ 22 Hosibpa 2014 ropa
denepanbHbIM 3aKoHOM OT 22 okTA6ps 2014 roga N 313-93.

8. [lpousBoauTenn nekapCTBEHHbIX CpPencTB MOMyT OCYLWEeCTBATb Mpoadaxy
NIEKApPCTBEHHbLIX  CPeacTB nnm nepenasaTb MX B  YCTaAHOBJIEHHOM
3akoHopaTtenscTBoM Poccunrckon degepaumm nopaake:

1) OpyrM  NPOU3BOAUTENSAM EKapCTBEHHbIX CPeAcTB [Afs  NpOu3BOACTBA
NeKapCTBEHHbIX CPeacCTB;

2) opraHmn3aLnsiMm onTOBOW TOProBIN NEKAapCTBEHHbIMU CpeacTBaMK;

3) anTtedyHbiM  OpraHn3auunam, BEeTepuUHapHbIM  anTe4yHbiM  OpraHn3auunam,
nHansuayalribHblM npeanpuHnUMaTesiam, MMeELLIMM JIMLUEH3UIO Ha
cbapmau,eBTquCKym OeATesNIbHOCTb nin JIMUEeH3nto Ha MeaNUNHCKYHO
OeATEeJIbHOCTb;

4) Hay4HO-UccrengoBaTeNbCKMM OpraHusauusam And Hay4yHO-UccrenoBaTeslbCKOM
paboThbl;

5) MegMUMHCKNM opraHu3aumnsam 1 BeTepUHapPHLIM OpraHu3auunsam;
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6) opraHM3auunaMm, OCYLLECTBSIOLWMM pasBefeHue, BblpalyBaHMe U copepXaHue
YKUBOTHbIX.
KommeHTapum k ctatbe 45

Ctatbsa 46. MapkupoBKa neKapCTBeHHbIX CPeAcTB

1. neKapCTBeHHble npenapartbl, 3a UCKIMOYEeHUEM JieKapCTBEHHbLIX MpernaparTos,
M3roToBJIEHHbLIX  anTeé4YHbiMK  OpraHn3auundamMu, BeTepuHapHbiM1n  anTevYHbIMU
opraHn3auunamun, nHaneunayarnbHbIMU npegnpuHUMmartendaMmm, MMerollimMmn MU eH3nko
Ha cbapmau,eBTquCKym AEeATENIbHOCTb, AOJTKHbI MOCTYNAaThb B 06pau4eH|/|e, ecnn:

1) Ha WX nMepBMYHON YyNakoBKe (3a WCKIMOYEHMEM MNEPBUYHOM  YNaKOBKM
NEKapCTBEHHbIX PaCTUTENbHbLIX MNPenapaTtoB) XOPOLWO YUTAeEMbIM LWPUJGTOM Ha
PYCCKOM  A3blke  YyKasaHbl HaMMEHOBaHME  JleKapCTBEHHOro  npenapara
(MexgyHapogHoe HenaTeHTOBaHHOE, UK rpynnMpPOBOYHOE, UM XMMUYECKOE, UM
TOproesoe HavMeHOBaHue), HOMeEp cepuu, nara BbInycka (ans
NMMYHOBMOSOrMYECKMX NeKapCTBEHHbIX NpenapaToB), CPOK rogHOCTU, LO3UPOBKA
NN KOHUEHTpauunsi, 06beM, aKTUBHOCTb B eAuHMLAX OENCTBUS UM KONMYECTBO
A03,;

(MyHKT B pepakuun, BBegeHHoOW B pgenctBne ¢ 26 oktabpa 2010 ropa
denepanbHbiM_3akoHOM OT 11 okTabpsa 2010 roga N 271-93; B pegakuuu,
BBeaeHHon B geunctBune ¢ 1 umwona 2015 ropa PenepanbHbIM _3aKOHOM OT 22
nekabps 2014 rona N 429-93.

2) Ha UX BTOPUYHOM (NOTPEBUTENBCKOM) YNaKkOBKE XOPOLLIO YNTaeMbIM LIPUGITOM Ha
PYCCKOM  A3blke  YyKasaHbl HaMMEHOBaHME  JieKapCTBEHHOro  npenapara
(MexgyHapogHOe HernaTeHTOBaHHOe, WK rpynnupoBOYHOE, WM XMMUYECKoe U
TOProBOE HauMMEHOBaHWHA), HaMMeHOBaHWEe NPOU3BOAMUTENS  JIEKAapCTBEHHOIO
npenapata, HoOMep cepun, paTa BbiNycka (409  UMMYHOBMONMOrMYEeCKmX
NeKapCTBEHHbIX MpenapaTtoB), HOMEP PEerncTpaLMoHHOrO YO4OCTOBEPEHUS, CPOK
rOAHOCTW, CNocob nMpPUMEHEHUs, O03MPOBKA WM KOHUEHTpauusi, obbem,
aKTMBHOCTb B eAuHUUax [OenucTBus fmMbo KONMMYecTBO [J03 B YNakoBKe,
neKkapcTBeHHas dopma, yCroBwusi OTNYyCKa, yCroBUsl XpaHeHus,
npeaynpeguTenbHble Hagnncu.

(MyHKT B pepakuumn, BBegeHHoOW B penctBne ¢ 26 oktsabpa 2010 ropa
denepanbHbiM_3akoHOM OT 11 okTabpsa 2010 roga N 271-93; B pegakuuu,
BBeaeHHon B geunctBune ¢ 1 umwona 2015 roga PenepanbHbIM _3aKOHOM OT 22
nekabpsa 2014 rona N 429-93.
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2. GapmavueBTnyeckme cyocTaHumMmM OOSMKHbI NOCTynaTb B obpalleHne, ecrm Ha nx
NEPBMYHON YMNaKOBKE XOPOLLO YMTaeMbiM LPUETOM Ha PYCCKOM S3blKe YyKasaHbl
HanMeHoBaHue doapmaLeBTUHECKON cybcTaHumm (MexgyHapogHoe
HenaTeHTOBaHHOe, WM PYNMNUPOBOYHOE, WM XMMWYECKOe U  TOProBoe
HaMMeHOBaHWs1), HaMMEHOBaHWe npoussoanTena dapmaueBTUYeckon cybcTaHumn,
HOMEp cepum W [OaTa MU3roTOBMIEHUS, KONMMYECTBO B YMNaKOBKE W  e€4UHWULbI
N3MEPEHNA KONMYeCTBa, CPOK rOAHOCTU U YCIIOBUS XPaHEHUS.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 umona 2015 roga PenepanbHbIiM
3akoHom ot 22 nekabpsa 2014 roga N 429-03.

3. JlekapcTBeHHble CpencTBa B KadeCTBe CbIBOPOTOK [OSDKHbI MOCTynaTb B
obpalleHne C yKasaHWeM XMBOTHOrO, U3 KPOBM, MMna3Mbl KPOBM, OPraHOB U TKaHewn
KOTOPOro OHM MOSTy4€EHbI.

4. Ha BTOpMYHyl0 (NOTPebUTENbCKYD) YNAKOBKY JIEKApCTBEHHbIX CpeacTs,
NOSTydEeHHbIX N3 KPOBW, Mfia3Mbl KPOBW, OPraHOB W TKaHEW 4ersioBeka, OO0IpkHa
HaHOCUTbCA Hagnucb: "AHTuTena k BUY-1, BUY-2, k Bupycy renatuta C u
NOBEPXHOCTHLIN aHTUreH BMpyca renatuta B otcyTcTeytoT".

5. Ha nepBmyHyl0 ynakoBKY W BTOPUYHYKO (MOTPEDOUTENbLCKYIO) YNakoBKY
pagnoapMaLeBTUYECKUX EeKapCTBEHHbIX CPeACTB AOSMKeH HaHOCUTLCHA 3HaK
paanaLnoHHOM OMNAaCHOCTMW.

6. Ha BTOpn4Hyto (NOTPEOUTENBCKYIO) YNAKOBKY rOMeonaTuYeckux fieKapCTBEHHbIX
npenapaTtoB LOSPKHA HAHOCUTBLCA Hagnuek: "lomeonaTndeckmmn”,

7. Ha BTOpuYHyO (MOTPeOUTENbCKYI0) YNaKOBKY fEKAPCTBEHHbIX PaCTUTENbHbIX
npenapaTtoB AOSfPkHA HAHOCUTbLCA Hagnuck: "Mpogykuma npouwia paguauyoOHHbIN
KOHTpOIb".

8. Ha nepBumyHyl0 ynakoBKy (ecrnm [Anst 3TOro CylecTByeT TexHudeckasd
BO3MOXHOCTb) W BTOPUYHYIO (MOTPEBUTENbCKYD) YNaKoBKY JleKapCTBEHHbIX
npenapaTtoB, MpeaHasHaA4YeHHbIX AONd  KIMHUWYECKUX UCCcregoBaHWA,  O0IDKHA
HaHOCUTbCA HagnNuck: "[na KNMHMYEeCcKnx nccnegoBaHnin'.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 umwona 2015 roga PenepanbHbIiM
3akoHoM oT 22 aekabpsa 2014 rona N 429-P3.

9. YnakoBKka NeKapCTBEHHbIX CPEeACTB, NpPeAHa3Ha4YeHHbIX WCKIMIOYUTENbHO ANS
3KCnopTa, MapKMpyeTcs B COOTBETCTBUU C TpeboBaHUAMN CTpaHbI-MMIopTeEpPa.
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10. Ha TpaHCnopTHyto Tapy, KoTopad He npefHasHadyeHa Ans notpedbutenen v B
KOTOPYI NMOMELLEHO JIeKapCTBEHHOE CPeaCTBO, LOSPKHA HAHOCUTLCA MHGOPMaLUA
O HauMeHOBaHWN, CepuUn JNeKapCTBEHHOro cpeacTBa, AaTe BbliNycka, KormyecTse
BTOPUYHBIX  (NOTPeOUTENbCKMX)  YNakoOBOK  JleKapCTBEHHOrO  CpPedcTBa,
npounsBoguTernie JeKapCTBEHHONO CpeAcTBa C  yKa3aHMeM HaMMEeHOBaHuA W
MECTOHaXOXOEeHNA NPOM3BOAUTENSA JleKapCTBEHHOro cpeacrtea (agpec, B TOM
Yyucre cTpaHa u (Mnm) MecTo NPOM3BOACTBA NEKAaPCTBEHHOIO CPeAcTBa), a Takxke O
CPOKe TOAHOCTWU feKapCTBEHHOrO cpeactsa U 06 yCroBUsIX €ro XpaHeHust u
nepeBo3knN, Heobxoaumble npeaynpeauTernbHble Haanucu U MaHUNyNATOpPHbIE
3HaKMW.

11. Ha nepBWYHYIO YMakoBKYy W BTOPUYHYIO (NOTPEOUTENLCKYHD) YNakoBKY
NeKapCTBEHHbIX CPeACTB AN BETEePUHaApPHOro MNMpPUMEHEHUS [OO0ShKHAa HaHOCUTLCS
Hagnuce: "[na BeTepuHapHOro npumMeHeHus".

12. Ha BTOpu4Hy0 (NOTpPebuTenbcKky) YnakoBKY rekapCTBEHHOro npenapaTta
HaAHOCUTCS LUTPUXOBOWN KOL,.
KommeHTapui k ctatbe 46

(naBa 9. BBO3 nekapcTtBeHHbIX CPeACTB B
Poccuuckyro ®epepaumnio n BbiBO3
rieKapCcTBeHHbIX cpencTtB n3 Poccnnuckon
Pepepaunu

(HanmeHoBaHuve rnaBbl B pegakuum, BBeaeHHon B aencteume ¢ 7 aHeaps 2012 roga
PenepanbHbliM 3akoHoM OT 6 nekabps 2011 roga N 409-93.

Ctatbsa 47. [lopanok BBO3a NeKapCTBEHHbIX CPeACTB B
Poccumnckyro Pepgepaumnio n BbiBO3a JieKapCTBEHHbIX
cpeactB n3 Poccunckonm degepaymmn

(HanmeHoBaHve B pefakumu, BBegeHHon B gencteue ¢ 7 aHBapsa 2012 roga
PenepanbHbiM 3akoHoM OT 6 nekabps 2011 roga N 409-93.

1. BBO3 nekapcTBeHHbIX cpeacTB B Poccunrckyo denepaumnio ocyLecTBNAeTCA B
nopsgke, ycrtaHoBneHHom [lpaButenbctBom Poccurckon Pepepauun, B
COOTBETCTBUN C TAMOXXEHHbIM 3aKOHOAATENTbCTBOM TaMOXEHHOro Colo3a B pamKax
EBpA33C (ganee - TaMOXeHHbIN COO3) U (MNK) 3aKoHoZaTeNLCTBOM Poccumnckom
denepauunmn o TaMoxXeHHOM aene. *47.1)

(Hactb B pepakuumn, BBedeHHoW B pfeunctBne ¢ 7 saHBaps 2012 ropga
PenepanbHbiM 3akoHoM OT 6 nekabps 2011 roga N 409-93.
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2. Beosnmble B Poccurickyto ®egepauunto fiekapCTBeHHbIE CpeacTBa LOSMKHbI ObIThb
BKJTHOYEHbI B FOCY1AaPCTBEHHbLIN PEECTP JIEKAPCTBEHHbLIX CPEACTB.

(Hactb B pepakuumn, BBedeHHoW B pfenctBne ¢ 7 saHBaps 2012 ropga
denepanbHbiM 3akoHOM OT 6 Aekabpsa 2011 roga N 409-03.

3. [Honyckaetca BBO3 B Poccunckyo ®Pefepaumio  KOHKPETHOM NapTum
3apermcTpMpoOBaHHbIX U (MN1) He3aperMcTpUpPOBaHHbBIX JIEKApCTBEHHbLIX CPeACTB,
npeaHasHavYeHHbIX ON9 NPOBEOEHUS KIMHUYECKUX UCCeaoBaHA NeEKapCTBEHHbIX
npenapaTtoB, NPOBEAEHUA  OKCMEpPTU3bl  JIEKApPCTBEHHbLIX  CPeacTB AN
OCYLLUECTBIIEHNA roCy4apCTBEHHON perncTpaumm nekapCTBEHHbLIX NpenapaTtoB Unn
ANS OKasaHua MeaMLMHCKOM MOMOLM MO XM3HEHHbIM MOKa3aHUsM KOHKPETHOro
NauueHTa Ha  OCHOBaHMM  paspelleHns,  BblAaHHOMO  YNOSIHOMOYEHHbIM
denepanbHbIM OpraHoM UCMNOSTHUTENBHOW BlAaCTU MO 3asiBEHUAM JUL, YKa3aHHbIX
B cTatbe 48 HacTosulero PegepansHOro 3akoHa. PaccMoTpeHne Takoro 3asiBrieHust
N NPUHATUE pELLUEHMST O BblJaye pas3pelleHnsl Ha BBO3 KOHKPETHOM MapTum
3apernmcTpMpoOBaHHbIX U (MN1) He3aperMcTpUpPOBaHHbBIX JIEKApPCTBEHHbLIX CPEeACTB,
npeAHasHavYeHHbIX ON9 NPOBEAEHUS KIMHUYECKUX UCCeaoBaHA NeKapCTBEHHbIX
npenapaTtoB, NPOBEAEHUA  OKCMEpPTU3bl  JIEKApCTBEHHbIX  CPeacTB AN
OCYLLUECTBIIEHNA roCy4apCTBEHHON perncTpaumm nekapCTBEHHbIX NpenapaTtoB Unn
ANS OKasaHua MeaMLMHCKOM MOMOLM MO XMU3HEHHbIM MOKa3aHUsM KOHKPETHOro
nauueHTa nMbo o6 oTKase B Bblgaye YyKasaHHOro paspeLLeHnss NpousBOAATCS B
CPOK, He npeBbllWalowmn nNAaTM paboumx gHen. [nata 3a Bblgady yKasaHHOMoO
paspelleHnst He B3MaeTCs.

(Yactb B pepakuumn, BBedeHHoW B pfenctBne ¢ 7 saHBaps 2012 ropga
PepepanbHbIM 3aKoHOM OT 6 Aekabpsa 2011 rona N 409-93.

4. B Poccuinckyto Pepepaumio MOXHO BBO3UTb JleKapCTBEHHble CpencTBa,
Ka4yeCTBO KOTOPbIX NOATBEPXKOEHO CEPTUMNKATOM NPOM3BOANTENS NIEKAaPCTBEHHbIX
CpeacTB, YOOCTOBEPSAIOLWMM COOTBETCTBME BBO3UMbIX JIEKAPCTBEHHbIX CPencTB
TpeboBaHnsiM  dbapMakonerHblx cTaTtem nmMbo B criydae UX OTCYTCTBUSA
HOPMAaTMBHOW AOKYMEHTaL UM UM HOPMAaTUBHOTO JOKYMEHTA.

(Hactb B pepakuumn, BBedeHHoOW B pfenctBne ¢ 7 saHBaps 2012 ropga
denepanbHbIM 3aKOHOM OT 6 aekadbpa 2011 roga N 409-93.

5. 3anpewaetca BBo3 B Poccuickyto dPepepauunio  danbcmnnumpoBaHHbIX
NEKaPCTBEHHbIX CPeacTB, HeaoOpPOKa4YeCTBEHHbIX JIEKAPCTBEHHbLIX CPEeacTB,
KOHTpadbaKTHbIX NEKapCTBEHHbIX CPeACTB.

(Hactb B pepakuumn, BBedeHHoW B pfencteBne ¢ 7 saHBaps 2012 ropga
denepanbHbIM 3akoHOM OT 6 Aekabpsa 2011 roga N 409-93.
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6. danbcuuumnpoBaHHble rEeKapCTBEHHble CpeacTBa, HegobpokavyeCTBEHHbIE
NeKapCTBEHHble CpeacTBa Mnoasexar U3bATUIO U NOCHeayrLweMy YHUHTOXEHWUIO
um BbIBO3y U3 Poccuickon depnepaunn, KOHTpadpakTHble IeKapCTBEHHbIE
CpeacTBa - U3BATUIO N NOCTIeYIOLLEMY YHUHTOXEHUIO. YHUYTOXEHME NN BbIBO3 U3
Poccuickon ®depepaumm  dansCmumMpoBaHHbIX  JIEKAPCTBEHHBIX  CPencTs,
He40bpoKa4YeCTBEHHbIX NIEKAPCTBEHHbIX CPEACTB, KOHTpPadhaKTHbIX NEKAPCTBEHHbIX
CpedCcTB OCYLECTBNAETCA 3a CYeT fmua, OCyLecTBMBLUEro Mx BBO3. [lopsagok
YHUMTOXEHNS  U3BATbIX  PanbCUPULNPOBAHHBIX  JIEKApPCTBEHHbLIX  CPEeAcCTB,
He4o00poKa4yeCTBEHHbIX NIEKAPCTBEHHbIX CPEACTB, KOHTpadiaKTHbIX NIEKAPCTBEHHbIX
cpencTB ycTaHasnmBaeTca lNpaButenscteom Poccunckon ®epepaunn. *47.6)

(Hactb B pepakuumn, BBedeHHoW B pfeunctBne ¢ 7 saHBaps 2012 ropga
PepepanbHbiM 3aKoHOM OT 6 aekabpa 2011 roga N 409-93.

7. Jlnya, ocyLlecTBriaoume BBO3 B Poccuickyto depepauuto
danbCcnnUmMpoBaHHbIX  NEKapCTBEHHbIX  CPeacTB,  HeaobpokayeCTBEHHbIX
NEKapCTBEHHbIX CPeAcTB, KOHTpadiaKTHbIX JEeKapCTBEHHbIX CpPeacTB, HeCcyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TAMOXEHHbIM  3aKOHOOAaTeflbCTBOM
TamoxeHHoro corsa u (unn) 3akoHogatenscTtBoM Poccunckon depepaumm o
TaMOXeHHOM Aene.

(Hactb B pepakuumn, BBedeHHoW B pfenctBne ¢ 7 saHBaps 2012 ropga
denepanbHbIM 3akoHOM OT 6 Aekabpsa 2011 roga N 409-93.

8. BbIBO3 nekapcTBeHHbIX cpencts n3s Poccurckon denepaumm OCyLLECTBSAETCS
6e3 npUMeHeHNs orpaHUYeHnin, YCTaHOBIIEHHbIX TaMOXEHHbIM 3aKOHO4aTENbCTBOM
TamoxeHHoro corsa u (unm) 3akoHogatenscTtBoM Poccunckon depepaumm o
rocygapCTBEHHOM peryrmpoBaHUM BHELLHETOProBOM AeATerNbHOCTMI.

(Hactb B pepakumu, BBeAeHHOWM B pfenctBne ¢ 7 saHBapa 2012 ropga
denepanbHbiM_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 PegepanbHbiv
3akoHom ot 22 nekabpsa 2014 roga N 429-93.

KommeHTapun Kk ctaTtbe 47

Ctatbs 48. lOpuanyeckue nmua, KOTOpbIM pa3pelueH BBO3
reKkapcTBeHHbIX cpeactB B Poccuunuckyro dengepauuto

(HanmeHoBaHve B pefakumu, BBegeHHon B gencteue ¢ 7 aHBapsa 2012 roga
denepanbHbIM 3aKOHOM OT 6 aekadbpa 2011 roga N 409-03.

IlekapcTBeHHbIe cpencTtBa B Poccurckyo denepaumio MOryT BBO3UTb:
(AG3ay B pepakuun, BBedeHHoOW B penctBue ¢ 7 saHBapa 2012 ropga
denepanbHbIM 3aKOHOM OT 6 aekadbpa 2011 roga N 409-93.
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1) npousBoOOMTENM JEKAPCTBEHHbLIX CpPeacTB Ans  uernen CcobBCTBEHHOrO
NPON3BOLCTBA JIEKAaPCTBEHHbIX CPECTB;

2) WHOCTPaHHble pas3paboTyMKM FeKapCTBEHHbIX CPeaCTB WM MHOCTPaHHble
NPOV3BOAUTENN JEKAPCTBEHHbIX CPEeACTB WM Opyrve lopugundeckue nuiua no
NOpy4yeHMI0  paspaboTyMka JieKapCTBEHHOro cpeacTBa Ans  NPOBeLEHUs
KIMMHUYECKMX  MUCCregoBaHUW  JIEKApCTBEHHOINO  MpernapaTta, OCYLUECTBIIEHUS
rOCydapCTBEHHOM  permcTpauuMmM  fieKapCTBEHHOro  npenaparta,  BKIIHOYEHUS
drapmanieBTMHECKON CYOCTaHUMM B rOCYapCTBEHHbIN PEeecTp JeKapCTBEHHbIX
CPeacTB, KOHTPOMS KayecTBa JIeKapCTBEHHbIX CPEACTB NPU HaNM4YmMM paspeLleHns
YMNOSTHOMOYEHHOrO  doefieparnibHOr0 opraHa  MCMOSIHUTENbHOM BflaCTU Ha BBO3
KOHKPETHOW NapTun NeKapCTBEHHbIX CPeaCTB;

3) opraHm3aL M1 ONTOBOW TOProBNM JieKapCTBEHHLIMU CPEACTBaMMU;

4) Hay4dHoO-uUccregoBaTenbCKue opraHusauumm, obpasoBaTeflbHble OopraHM3aLuu
Bbicllero obpasoBaHus, MPOM3BOOAUTENN  NIEKAPCTBEHHbIX CpeacTB  And
pa3paboTku, nccrnegoBaHumn, KOHTponsa 6e3onacHoOCTH, KadecTBa, 3eKTUBHOCTH
NEKapCTBEHHbIX CPeACTB  NPU  HanmMuum  paspeLleHnst  YynosIHOMOYEHHOIO
doegepansHOro opraHa UCNOSNMHUTENbHOW BacTu;

(MyHKT B pepakuun, BBedeHHoM B penctBue ¢ 1 ceHTabpa 2013 roga
denepanbHbiM 3akoHOM OT 2 nonsa 2013 rona N 185-03.

5) MeauuMHCKMe opraHm3aLnm, UHble yKkasaHHble B NyHKTax 1-4 HacTosAlen cTaTbu
opraHMsauum Ona okasaHust MegULUHCKOM MOMOLM MO KU3HEHHBbIM MOKa3aHUAM
KOHKPETHOro  nauuMeHta npu  HanMymm  paspelleHns  YnoSfIHOMOYEHHOro
doegepanbHOro opraHa WCMOSHUTENbHON BflaCTUM Ha BBO3 KOHKPETHOW napTum
NeKapCTBEHHOro npenaparta, BblJaHHOMO B YCTAHOBIIEHHOM nopsgke B dopme
9NEeKTPOHHOr0  [OOKYMEHTa, Mo4MUCaHHOIO  YCUIEHHOM  KBanvdmuupoBaHHOW
9NEKTPOHHOW NOAMUCHIO.

(MyHKT B pemakuun, BBeAeHHOW B AencTeue PeaepanbHbiM 3akOHOM OT 12
mapTa 2014 roga N 33-93.

KommeHTapumn K ctatbe 48

Ctatbsa 49. [loOKyMeHTbI, NpeacTaBnsieMble B TAMOXEHHbIe
opraHbl Poccunckou Pepepaunu npm BBO3e
rekapcTBeHHbIX cpeactB B Poccuuckyro dengepauuto

(HanmeHoBaHve B pefakumu, BBegeHHon B gencteue ¢ 7 aHBapsa 2012 roga
PenepanbHbiM 3akoHoOM OT 6 nekabps 2011 roga N 409-93.
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1. MNpu BBO3e nekapcTBeHHbIX cpeacTB B Poccurckyto Penepaumo B TaMOXEHHbIE
opraHbl Poccuinckon ®enepaumm Hapsgy ¢ 4OKyMeHTamu, NnpeacTaBrieHne KOTOpbIX
NPeayCMOTPEHO TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXeHHOro cotsa 1 (Mnm)
3akoHogaTtensctBoMm  Poccumckon  depepaumm O TaMOXeHHOM  fere,
npencTaBnaAloTCS cregyrowme JOKYMEHTbI:

(AG3ay B pepakuun, BBedeHHoW B penctBue ¢ 7 saHBapa 2012 ropga
PenepanbHbliM 3akoHoOM OT 6 nekabps 2011 roga N 409-93.

1) cepTudmKkaT npon3BOAUTENS JIEKAPCTBEHHOMO CPeacTBa, YOO0CTOBEPSHOLIMN
cooTBeTCTBUE BBO3MMOTO neKkapcTBEHHOro cpencTtea TpeboBaHusIM
drapmakonenMHon cTtatbn MO0 B Criydae €ee OTCYTCTBMS  HOPMaTMBHOW
AOKYMEHTAaL MM UM HOPMAaTUBHOIO JOKYMEHTA;

2) paspeLleHne ynosIHOMOYEHHOro hefepanbHOro opraHa UCNOSTHUTENBHOW BlacTh
Ha BBO3 KOHKPETHOW NMapTuUK JIeKapCTBEHHOIO CpeacTBa B Crlyvasix, yCTaHOBIIEHHbIX
yacTtbio 3 ctatbm 47 HacTogawero deaepansHOro 3aKkoHa.

2. [lokymeHTbl, YyKkasaHHble ByHkTax 1 w2 4vactu 1 HacTosduwen craTbu,
NpeacTaBnATCA B TaMOXeHHble opraHbl Poccunckon degepauumm npu npubbiTum
neKkapCTBEHHbIX cpeacTB B Poccunckyto ®enepadmtio.

(Hactb B pepakuumn, BBedeHHoW B pfeunctBne ¢ 7 saHBaps 2012 ropga
dPenepanbHbIM 3akoHOM OT 6 Aekabpsa 2011 roga N 409-03.

KommeHTapum k ctatbe 49

Ctatbsa 50. BBO3 nekapcTBeHHbIX NpenapaTtoB B
Poccuuckyro Pepgepauuto gns IM4HOro NUCNosib30BaHNA U
MHbIX HEKOMMEPYeCKUX LerieUn, a Takxe ans
MCNONb30BaHUS HaA TEPPUTOPUUN MeXAYHAPOOHOro
MeAULMHCKOro Kracrtepa

(HanmeHoBaHve B pefakumu, BBegeHHon B gencteue ¢ 7 aHBapsa 2012 roga
denepanbHbIM 3aKkoHOM OT 6 aekabpa 2011 roga N 409-93; B pegakumu,
BBegeHHou B gencteue ¢ 30 noHa 2015 roga PegepanbHbiM 3aKOHOM OT 29 UIOHS
2015 roga N 160-93.

1. JlekapcTBeHHble npenapatbl MOryT 6biTb BBE3€eHbl B Poccurckyto denepauuio
6e3 ydeTa TpeboBaHWI, NPenyCMOTPEHHbIX YacTamu 1-4 ctaten 47, ctatbsammn 48 m
49 HacTosuero PegepansHOro 3aKkoHa, ecriv OHM NpeaHa3Ha4vYeHbl Ons:

(AG3ay B pepakuun, BBedeHHoW B penctBue ¢ 7 saHBapa 2012 ropga
denepanbHbiM 3akoHOM 0T 6 aekabpa 2011 rona N 409-P3.

1) NMYHOro Mcnosnb3oBaHWUs U3NYECKUMKU NiULaMn, NpubbiBLUMMKM B POCCUNCKYHO
denepaunio;

(MyHKT B pepakuun, BBeaeHHoM B pJenctBue ¢ 7 qanBaps 2012 ropga
denepanbHbiM 3akoHOM 0T 6 aekabpa 2011 rona N 409-P3.
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2) NCMONb30BaHUS paboTHNKamMm AMNoOMaTUYEeCKOoro Kopnyca nnm
NpeacTaBuUTENAMM  MEXOYHApPOAHbIX  OpraHu3auuni,  akKpeauToBaHHbIX B
Poccuinckon denepauuu;

3) NeYeHnsa naccaxvpoB U YNEHOB 3KUNaXen TPaHCMOPTHbLIX CPeacTB, NOe3aHbIX
Opuvrag u BoguTEnenW TPaHCMOPTHbIX CPeacTB, MpuObIBLLUMX B Poccuimnckyto
denepaunio;

(MyHKT B pepakuun, BBeaeHHOM B pJenctBue ¢ 7 qanBaps 2012 ropga
denepanbHbiM 3akoHOM OT 6 Aekabpa 2011 roga N 409-3.

4) NneYeHns y4acTHUKOB MeXOyHapOOHbIX KYNbTYPHbIX, COPTUBHBLIX MEPONPUATUN U
Y4YaCTHMKOB MexayHapoaHbIX 3Kcrneanuuii;

5) NneYeHns KOHKPETHbIX XXMBOTHbLIX B 300MapKax, a TakXe XBOTHbIX, BBO3UMbIX B
Poccuinckyto  Pepepaumo  gnsg  yd4actTmd B CMOPTUMBHBIX U 3pernHbIX
MEPONPUATUSIX.

(MyHKT B pepakuun, BBeaeHHOM B pJenctBue ¢ 7 qanBaps 2012 ropga
denepanbHbiM 3akoHOM OT 6 Aekabpsa 2011 roga N 409-03.

6) MCNONb30BaHNS Ha TEPPUTOPUN MEXOYHAPOLHOro MeAULMHCKOrO KracTepa.
(MyHkT gononHuTenbHO BrtodeH ¢ 30 noHa 2015 roga PeneparnbHbiM 3aKOHOM
oT 29 noHa 2015 roga N 160-93)

2. B cny4asax, npegycMoTpeHHbIX YacTbio 1 HacTodLEeN cTaTby, JOMYyCKaeTCcs BBO3
B Poccunckyo ®enepaumio nekapCTBEHHbIX NpenapaTos, He 3aperncTpupoBaHHbIX
B Poccunckon ®enepaumnmn.

(Hactb B pepakuumn, BBedeHHoW B pfenctBne ¢ 7 saHBaps 2012 ropga
PepeparnbHbIM 3aKoHOM OT 6 Aekabpsa 2011 roga N 409-93.

3. JlekapcTBeHHble npenapartbl, NpegHasHavyeHHble Ans ryMaHUTapHOW MOMOLLM
(cogencTtBust) wMnM NOMOLM MpPU  Ypes3BblYarHbIX CUTyauMsX, BBO3ATCA B
Poccuinckyto depepaunio B nopagke, yctaHoBneHHoMm  [lpaBUTenbLCTBOM
Poccuinckon ®depnepaumn. 3anpelwaetca BBo3 B Poccuiickyto  Pepepauuto
He3apermcTpUpPoBaHHbIX JEKAPCTBEHHbIX MpenapatoB, npeAHas3Ha4YeHHbIX A4
'YMaHUTapHOM NOMOLLM (COLENCTBUS) UM MOMOLLM NMPU Ype3BblYarHbIX CUTYaLUSIX.
*50.3)

(Hactb B pepakuumn, BBedeHHoW B pfenctBne ¢ 7 saHBaps 2012 ropga
denepanbHbIM 3aKOHOM OT 6 aekadbpa 2011 roga N 409-93.

KommeHTapuin Kk ctaTtbe 50

Ctatbsa 51. CoTpyaHuyecTBO (hegepanbLHOro opraHa
MCNOJTHUTESNIbHOU BNAacTU, YNOJSIHOMOYEHHOro B o6ractu
TaMOXXeHHOro gena, u Apyrux yrnosIHOMO4YeHHbIX
cdenepanbHbLIX OPraHOB UCMOJTHUTENBLHOU BNacTun
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1. YnonHomoyeHHble  doedeparibHble  OpraHbl  UCMOSHUTENbHOM  BracTu
NpenocTaBnAloT B pacrnopshkeHve dpeeparnibHOro opraHa UCMOSHUTESTbHOW BracTy,
YMNOSTHOMOYEHHOTO B 06facTM TaMOXEHHOro Aeria, rocydapCTBEHHbIM _peecTp
NeKapCTBEHHbIX CPEACTB, a Takke WMHJOopMauuio O BbligaHHbIX paspelleHusx Ha
BBO3 KOHKPETHOW MapTUM JIeKapCTBEHHbIX CPeACTB B CllydasiX, YCTaHOBIIEHHbIX
YacTbio 3 cTatbu 47 HacTodulero PegepanbHOrO 3aKoHa.

2. ®epepanbHbIA OpraH UCMOSHUTENBHOW BRAcTW, YNOMHOMOYEHHbLI B ObracTu
TaMOXEHHOro aerna, WHJopMUpyeT YyKasaHHble B YacTu 1 HacTodulen CcTaTtby
YNONMHOMOYEHHbIEe doeeparibHble OpraHbl  UCMOSHUTENbHOM BfiacTu O BBO3E
neKkapcTBeHHbIX cpenctB B Poccuinckyto Penepaumio M BbiBO3E JIEKapPCTBEHHbIX
cpeacte u3 Poccuinckon ®Pepepaumm no dqopme M B Nopsgke, KoTopble
ycTaHoBsieHbl [paButensctBoMm Poccunckon denepaunm.

(Hactb B pepakuumn, BBedeHHoW B pencteBne ¢ 7 saHBaps 2012 ropga
denepanbHbiM 3akoHOM OT 6 Aekabpa 2011 roga N 409-93.

KommeHTapum k ctaTtbe 51

'maBa 10. PapmaueBTUYECKaAA OeATEeNbHOCTb
(ctatbm 52 - 58)

Ctatbsa 52. OcywecTBneHue papmaueBTUYECKOMN
AEATEeNIbHOCTU

1. ®apmaueBTuyecKkass OedaTeNnbHOCTb OCYLUECTBIIAETCA OpraHM3auusMm OnToBOW
TOProBfnM  NEeKapCTBEHHbIMM  CcpedcTBaMW,  anTe4YHbIMU  OpraHusauunsamu,
BETEPUHAPHbLIMN anTeyHbIMn opraHusaumnsamu, NHAMBUAYanbHbIMN
npeanpyHMMmaTensMu, NMEOLLMMMU NNLEH3UIO Ha drapmaLeBTUYECKYHO
AEATENbHOCTb, MEAULWMHCKMMW  OpraHM3auusiMmi, WUMEWMMU  JIMLEH3UI  Ha
drapMaLEeBTUYECKYIO LEATENbHOCTb, U WX 0B60COBNEHHbIMM nogpasgeneHnaMm
(ambynatopuamn, denbAlUepCKUMn 1 penbaLuepCcKo-akyLLepCKMMN  NMYHKTaMu,
ueHTpamn  (oTaeneHusimmn)  obwen  BpadyebHoOW  (CEMEMHOM)  NPaKTUKK),
pPacrnonoXeHHbIMW B CENMbCKUX HacCesieHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYHOT
anTeyHble opraHM3aumm, N BETEPUHAPHbLIMWU OpraHn3aunamMu, UMELLMMN NTULLEH3UIO
Ha dpapMaLeBTUYECKYI0 AeATeNbHOCTb. *52.1)

(YacTb B pepakuuun, BBeaeHHoW B Aencteue PenepanbHbiM _3aKOHOM OT 25
Hos6pa 2013 roga N 317-93.
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2. dusunyeckme nmua MOryT OCyLLECTBIIATL (bapMaLeBTUYECKYO AeATeNbHOCTb Npu
HanMM4YMM  BbICLLErO WM cpedHero  hapmMaueBTMYECcKOro obpasoBaHus W
cepTndmkaTa cneymnanucTa, BbiCLLEro Unn cpegHero BETEpMHAPHOro obpasoBaHus
n ceptmdmkaTta cneuuanicTa, a TakXe BbICLIEro UnM cpegHero MeauuMUHCKOro
obpa3oBaHus, ceptndmkaTa cneumanmcTa n AONONMHUTENBLHOIO
npodeccroHanbHOro obpasoBaHust B YacTu PO3HUYHOW TOProBnM fieKkapCTBEHHbIMN
npenapatamMmm npu ycroBun ux paboTbl B 000COBNEHHBLIX nogpasaeneHnax
MEeOULIMHCKMX OpraHmMsauun, ykasaHHbIX B YacTu 1 HacToduwlen ctatbM (4acTb B
penakuuu, BBeaeHHon B gencteune ¢ 29 mona 2010 roga PegeparnbHbiM 3aKOHOM
ot 27 nonga 2010 roga N 192-93.
KomMmmeHTapum K ctatbe 52

CtaTtba 53. [Ipogaxa, nepenayvya neKkapCcTBeHHbIX CPeaAcTB
opraHusayusamMm onToBOM TOProBJIN NNeKapCTBEHHbIMU
cpeacTtBamm

OpraHusaumm OnTOBOM TOProBMM  fleKapCTBEHHbIMKM  CpeacTBaMu  MOTyT
OCYLLECTBSIATL MPOAaXy JeKapCTBEHHbIX CpPeacTB WM nepedaBaTtb WX B
YCTaHOBJIEHHOM 3aKoHogartennbcTBoM Poccunckon denepaunm nopsgke:

1) Apyrvm opraH13aumsiM ONTOBOW TOProBnM JiekapCTBEHHLIMU CPEACTBaMMU;

2) nNpou3BOAUTENSAM JeKapCTBEHHbIX CpeacTB ANs  uernei Npou3BOACTBaA
NeKapCTBEHHbIX CPeaCTB;

3) anTe4vyHblM opraHm3aunam n BETEepHapHbIM anTe4HblM OpraHn3aunAam;

4) Hay4HO-UccrenoBaTeNbCKMM OpraHusauuam And Hay4yHO-uccregoBaTeslbCKOM
paboThbl;

5) wvHOMBMAOYanbHbIM  NpPeanpuHUMaTensM,  UMEeWVM  JNMUEH3UI0  Ha
dapmMaLeBTMYECKYID  OEATENbHOCTb UMM JIMUEH3UIO  Ha  MEeOULMHCKYHO
NEeATEeNbHOCTb;

6) MeguMUMHCKUM opraHu3auusav, BeTeprMHapHbIM OpraHM3aumsm;

7) opraHusaumsMm, OCYLLECTBISIOWMM pasBedeHne, BblpallmMBaHNE N cogepxaHune
YKUBOTHbIX.
KommMmeHTapum k ctatbe 53

CtaTtba 54. [IpaBuna onToBOn TOProBfu fieKapCTBEHHbIMU
cpeacTBamm
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OntoBass  TOProBnsa  fleKapCTBEHHbIMM  CpeacTBaMy  OCYLLECTBIISETCS
NPON3BOAUTENSAMN NEKAPCTBEHHBIX CPEACTB M OpraHnsaunamMm onTOBOWM TOProBn
NEKapCTBEHHbIMN cpeacTBaMM MO NpaBunaM Hagnexawen OUcTpubbroTOPCKOM
NPakKTUKM N NpaBuUNaM Haanexawen npakTUKNU XpaHeHUst U NepeBO3KU
NeKapCTBEHHbIX npenapaTos, YTBEPXKOEHHbLIM COOTBETCTBYHLLWMMN
YMONMHOMOYEHHbIMU doefieparnbHbIMU OpraHaMu UCNOSTHUTENBHOW BriacTu. *54)

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

KommeHTapum K ctatbe 54

Ctatbs 55. [lopsaaoK pO3HUYHOM TOProBIU
reKapCcTBeHHbIMU NpenapaTtamm

1. Po3HM4YHasi TOProBnd fieKapCTBEHHbIMM MpenapataMmM B  KONMYEecTBaXx,
HeoOXxoaAUMbIX ONS BbINOSHEHUS BpavyebHbIX (henbalepckmx) HasHavyeHun wnm
Ha3Ha4YeHUn cneumanMcToB B 0brnacTu BeETEpPUHapUN, OCYLLECTBNSIETCS anTeYHbIMN
opraHM3aunamMm, BETEPUHAPHBIMU anTeYHbIMK OpraHM3aunamMu, NHaMBUAYyansHbIMN
npegnpuHMMmaTensMu, NMELLIMMU NNLEH3NI0 Ha dhapmaLeBTUYECKYHO
AEATENbHOCTb, MEAULMHCKMMM  OpraHuM3auusiMi, UMEWMMU  JIMLEH3UKD  Ha
drapMaLEeBTUYECKYIO OEATENbHOCTb, U WX 0B60COBNEHHbIMM nogpasgeneHnaMm
(ambynatopuamn, denbAluepCkUMn 1 penbaLuepCcKo-akyLLepCKMMN  NYHKTaMu,
ueHTpamn  (oTaeneHnsimn)  obwen  BpadyebHoOW  (CEMENHOM)  MNPaKTUKK),
pacrnonOXeHHbIMW B CENMbCKUX HAacCesieHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYHOT
anTeyHble opraHm3auum, n BETEPUHAPHbLIMN OpraHn3aunamMu, UMELLMMN JTULLEH3UIO
Ha (papmaLeBTUYECKYD OeATenbHOCTb. PaspelleHa po3HMYHas TOProBfsi TOMbKO
NeKapCTBEHHbIMW  Mpernaparamu,  3apermcTpupoBaHHbiMM B Poccuickonm
degepaunn UM U3roTOBNEHHBIMU aNTEYHBLIMU OpraHM3aumsMu, BeTepUHapPHbIMU
anTeYHbIMX OpraHn3auusaMm, MHANBMAYyanbHbIMWU NpeanpuHUMaTenamMm, UMeLLMn
NMUEH3N0  Ha  (papmaueBTUYECKYD  OeATenbHOCTb. PoO3HMYHas  Toproens
NeKapCTBEHHbIMM NpenapaTtamMu OCYLIECTBMAETCA MO MpaBuramM Hagnexawen
anTe4YHON MNPaKTUKW, YTBEPXOEHHbIM YMNOMHOMOYEHHbIM defeparibHbIM OpraHoM
NCMOMNMHUTENbHON BNACTH.

(YacTb B pepakuuun, BBeneHHOM B aenctBue degepalibHbiM 3aKOHOM OT 25
HoA6ps 2013 roga N 317-93; B pegakuum, BBegeHHon B aencteme ¢ 1 uonsa 2015
roga PenepanbHbiM 3akoHoM OT 22 aekabps 2014 roga N 429-93.
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2. Buabl anTeudHbIX opraHMsauuin u npaesuna OTrycka fiekapCTBEHHbIX NpenapaToB
AN MeQULMHCKOrO NPUMEHEHUSA anTeYHbIMW OpraHnsauusamMm, HOMBUAYaIbHbIMU
npeanpuHUMaTenamu, NMMEWMMA  JIMUEH3UI0  Ha  drapMaLeBTUYECKYHO
AeATenbHOCTb, a Takke npaBura OTMNycKa JeKkapCTBEHHbIX MpenapaToB Ans
MEOULMHCKONO  NPUMEHEHUA  MEeOULUMHCKAMW  OpraHMsauusiMiM,  UMeLwmMm
NMUEH3NI0 Ha (papMaueBTUYECKYD OeATeNlbHOCTb, U  UX 060COBneHHbIMU
nogpasgeneHnsammn  (ambynatopuamu, — denbgliepckummn - 1 doenbaLepCcKo-
aKyLLepCKMMN NyHKTaMu, LeHTpamn (oTaeneHnamm) odLen sBpadebHomn (cemenHon)
NPaKTUKKN), PACMNOSIOKEHHBIMA B CESIbCKUX HACENEHHbIX MYHKTax, B KOTOPbIX
OTCYTCTBYIOT  anTeudHble  opraHu3auun, YTBepXOalTCs  YNOSIHOMOYEHHbLIM
deeparnbHbIM OpraHoM UCNOSTHUTESNBHOM BriacTu. *55.2)

(YacTb B pepakuuun, BBeaeHHoW B AencTteue PenepanbHbiM 3aKOHOM OT 25
HoA6ps 2013 roga N 317-93.

3. [lpaBuna oOTNycka HapKOTUYECKUX CPEencTB W MCUXOTPOMHbIX BELLECTB,
3apermcTpmpoBaHHbIX B Ka4yeCTBEe JieKapCTBEHHbIX MpenapaToB, JleKapCTBEHHbIX
npenapaToB, CoAepXalmx HapKoTUYeCcKue cpeacTBa M NCUXOTPOrHbIE BELLECTBA,
YyTBEPXKOATCA  YNOMHOMOYEHHLIM  (pefepanbHbiM - OpraHoOM  UCMNOSHUTENBbHOW
BNacTM No corracoBaHuio ¢ egepanbHblM OpraHoOM MCNOSTHUTENBHOW BIiacTw,
OCYLLECTBIAIOWMM  OYHKLMM N0  BbIpaboTKe roCyaapCTBEHHOM  MOSIMTUKM,
HOPMaTMBHO-NPaBOBOMY PEryrnmpoBaHuio, KOHTPOSO U Haa3opy B cdepe obopoTta
HaPKOTUYECKUX CPEACTB, NMCUXOTPOMHbLIX BELLUECTB U UX NPEKYPCOPOB, a TakXe B
obnacTn NPoTMBOLENCTBMUS UX HE3AKOHHOMY 000pOoTY. *55.3)

4. JlekapcTBeHHble npenapatbl Afs BETEPUMHAPHOrO MNPUMEHEHUS noanexar
OTMYCKYy  BETEPUHAPHbIMA  anTeYHbIMW  OpraHu3auusMn,  BeTepUHapPHbIMU
OopraHusaunamMm, MHAnBUAYyanbHbIMU NpegnpuHMMaTensaMn, NMeLWMMU JTMLLEH3UIO
Ha dpapMaueBTUYECKYID [OeATernbHOCTb. [lpaBuna oTnycka JieKapCTBEHHbIX
npenapaTtoB AS11 BETEPUHAPHOrO MPUMEHEHUS YTBEPXOATCSA YNOSTHOMOYEHHbLIM
doegeparnbHbIM OpraHoOM UCTMONHUTESNBHOW BIlaCcTMW.

5. [lepeyeHb  MeOULMHCKUX  OpraHM3auun, UMerWwMx  JMUEH3MK  Ha
dapmaueBTUYECKYD  OEATEeNbHOCTb, W UX 000COONEeHHbIX noAapasaenieHnn
(ambynatopun, enbalepckmx 1 denbaLllepcKo-akyLepCcKuxX MyHKTOB, LLEHTPOB
(oToeneHun) obwen BpadebHOM (CeMerHOW) MpaKTUKKU), PacnofiOKEHHbIX B
CenbCKMX HAacemneHHbIX MyHKTaXx, B KOTOPbIX OTCYTCTBYOT anTevHble opraH1M3aumm, a
TaKke NnepeyeHb NEeKapCTBEHHbIX MpenapaTtoB (3a WCKMYEHUEM HapPKOTUYECKUX
NEKaApCTBEHHbIX MpenapaTtoB M MCUXOTPOMHLIX JIEKAPCTBEHHLIX MpenapaTos),
npogaxa KOTOpbIX MOXET OCYLUECTBMNATLCSA YKa3aHHbIMW OpraHM3aumsMm n unx
060Cc0obnEHHbIMMU nogpasaeneHnsiMu, yCTaHaBMBaloTCS opraHamu
NCNONHUTENBHOM BnacTu cydobekToB Poccuimnckon denepaumm. *55.5)

(YacTb B pepakuuun, BBeaeHHoW B AencTteue PenepanbHbiM 3aKOHOM OT 25
Hos6pa 2013 roga N 317-93.
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6. AnTedHble opraHu3auun, WHOMBMAYaNbHble npegnpuHUMaTeny, UMetome
NMUEH3NI0 Ha drapMaueBTUYECKYID [OedTernbHOCTb, 00653aHbl  obecneynBaTtb
yTBepxaeHHbIin [NpaButenscteoMm Poccunckon Pepepaumm n opmMupyembii B
YCTAQHOBMEHHOM WM MOPSAKE MUHUMArbHbIM  aCCOPTUMEHT  fleKapCTBEHHbIX
npenapaToB, HEOH6XOAUMbIX A5 OKa3aHUA MegULMHCKON nomoLy. *55.6)

(YacTb B pepakuuun, BBeaeHHoW B Aencteue PenepanbHbiM _3aKOHOM OT 25
Hos6pa 2013 roga N 317-93.

7. AnTeyHble opraHu3auun, wWHOMBUAYyalbHble NpeanpuUHUMaTEny, UMeloLme
NMLEH3NI0 Ha papmaueBTUYECKYD OeATeNbHOCTb, Hapsiay C JNeKapCTBEHHbIMU
npenapataMmm MMeEKT MNpaBo npuobpeTtatb M npodaBaTb MeAULMHCKUE mn3genus,
AesnHduumpyowme cpeactsa, npegmeTbl U CpeacTBa SIMMHOW TUMMEHbl, nocyay
AN MeAUUMHCKUX Lernen, npeaMeTbl N cpeacTsa, NnpegHasHadeHHble s yxoaa 3a
60nbHbIMW, HOBOPOXOEHHBIMA U OETbMW, HE OOCTUMLMMM BO3pacTa Tpex neT,
OYKOBYHO OMTUKY M CpedcTBa yxoda 3a HeW, MuHepasrbHble BOAbl, NPOAYKTbI
ne4yedbHOro, AETCKOro  AMETUYECKOro NUTaHUs, OMOMNOrM4YecKkn akTBHbIE 40OaBKMW,
napoMepHble M KOCMETUYECKMe CcpeacTBa, MeOUUUHCKME U CaHUTapHO-
NpoOCBETUTENMbHbLIE MeYaTHble Wu3gaHus, npedHasHa4dyeHHble And nponaraHabl
340pOBOro obpasa XN3HW.

(Hactb B pepakumu, BBedeHHonm B pencteme ¢ 29 wmona 2010 ropa
denepanbHbiM 3akoHoMm oT 27 nona 2010 roga N 192-93; B peaakuumn, BBEAEHHON
B AenctBue PenepanbHbiM 3aKkOHOM OT 25 Hosa0pa 2013 roga N 317-P3.

8. [edatenbHOCTb anTeuvHblX opraHusaumi BoopyxeHHbix Cun  Poccumrckon
denepaunn, Opyrmx BOWCK, BOUHCKUX (POPMUPOBAHUA WM OpraHoB, B KOTOPbIX
3akoHogartensctBoM Poccunckon Penepaumm npegycMOTPEHO  MNPOXOXOeHue
BOEHHOM WM MPaBOOXPAHUTENBHOW CIyXObl, pernameHTUpyeTca HacTOAWMM
®epeparnbHbIM 3aKOHOM U YTBEPXOEHHbIMU COOTBETCTBYOWMMN doeaeparibHbIMU
opraHamm MWCNOSTHUTENBbHOM BfiacTU nornoxeHnsMmn. KoHTponb 3a cobnogeHnem
YKa3aHHbIMW anTeYHbIMW OpraHu3aumnaMu rnorioxeHnn Hactoswero denepansHoro
3aKOHa  OCYLWECTBISETCA  COOTBETCTBYHOWMMKU  dpefepalribHbIMU  OpraHamu
NCMNOSHUTENBbHOW BAcTMW.
KommeHTapum Kk ctatbe 55

CrtaTtbs 56. UsroToBrneHne n oTnycK JyieKapCTBEHHbIX
npenapatoB

1. WN3roToBneHne nekapCTBEHHbIX MpenapaTtoB anTevyHbIMW OpraHusauusimu,
BeTepUHapHbIMU anTeYyHbIMU opraHusauusamu, NHANBMAYanNbHLIMU
npeanpyHUMaTensamu, MMEeWMMN  FMUEH3MI0  Ha  dpapMaLeBTUYECKYHO
OeATeNnbHOCTb, OCYLIECTBNAETCA Mo peuenTtaM Ha JiekapCTBEHHble npernaparbl, Mo
TpeboBaHNAM MEOWMLUHCKUX OpraHu3auun, BeTepuHapHbIX OpraHusauun B
COOTBETCTBUM C NpaBuiaMmm N3roToBNEHNSA 1 OTMyCKa NekapCcTBEHHbIX NpenapaTos,
YTBEPXOEHHbIMWU  YMONTHOMOYEHHbIM  dhefeparibHbIM - OPraHoOM  UCMNOSHUTESTbHOW
BnacTu. *56.1)
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2. [1lpn M3roToBMNEHNN NEKAPCTBEHHbIX MpenapaTtoB anTe4YHbIMU OpraHM3aunuaMu,
BETEPHAPHbLIMU anTe4yHbIMn opraHu3aumnamum, NHOMBMAOYyansHbIMU
npeanpuHMMaTenamm, NMEOLLMMMU NNLLEH3UIO Ha drapmau,eBTUYECKYHO
AeATeNbHOCTb, MCNOMb3yTCs dapMaueBTUdYeckne cybcTaHuun, BKIOYEHHbIE
COOTBETCTBEHHO B [OCYJAPCTBEHHLIN pPeecTp JeKapCTBEHHbIX CPeacTB ASiA
MEOMLMHCKOro NMPUMEHEHNSA N FOCYOAaPCTBEHHbIN PEECTP NEKAPCTBEHHbLIX CPEaCTB
ANs BEeTepUHapHOro MpUMEHEHUA B YCTaHOBIIEHHOM rnopsake. He ponyckaetcs
M3roTOBSIEHME  anTeYHbIMW  OpraHu3aumsiMu, BeTEPUHAPHbIMM  anTeYHbIMU
OopraHusaunamMm, MHAnBUAYyanbHbIMU NpegnpuHMMaTensaMn, NMerLWMMU JTMLLEH3UIO
Ha  dpapMaueBTUYECKYKD  OesTEeNbHOCTb, NEKapPCTBEHHbIX  Npenapartos,
3aperncTpupoBaHHbix B Poccumnckon ®enepaumnu.

3. MapKI/IpOBKa JIEKapCTBEHHbIX MpenapartoB, W3roTtoBJIEHHbIX anTe4YHbIMU
opraHn3auunamun, BeTepmHapHbiMn anTe4YHbiIMU OpraHn3aunamMn, tHansBmayaribHbIMU
npeanpuHnMaTesiamMum, MMerLLIMMUN JIMUEeH3nto Ha cbapmau,eBqueCKyro
OeATerlbHOCTb, WU OCbOpMJ'IeHVIe TakKumx npenaparoB AOOJDKHblI COOTBETCTBOBATb
npasuinam, yka3aHHbIM B HacTu 1 HacToALEN CTaTbMU.

4. AnTeuyHble  oOpraHuM3auuu, BETEPUHAPHblE  anTe4YHble  OpraHM3auuu,
nHavBUAYyaneHble NpeanpuHUMaTenn, MMeloLme ML EH3N0 Ha hapMaleBTUYECKYHO
AeATenbHOCTb, HECYT OTBETCTBEHHOCTbL 3a HECOboAEeHNE NpaBu U3roTOBNEHUS U
OTNycKa IeKapCTBEHHbIX MpenapaTtoB B COOTBETCTBUM C 3aKOHOAATESNbCTBOM
Poccuinckon denepaumn.

KommeHTapun K ctatbe 56

CtaTtba 57. 3anpeweHne npogaxu danbcnpurumnpoBaHHbIX
NeKapCTBEHHbIX CpeacTB, HeAoOOpOoKaYeCTBEHHbIX
rleKapCTBEHHbIX CpeaAcTB, KOHTPa(paKTHbIX TeKapCTBEHHbIX
cpeacTB

[Mpooaxa dranbcmmuMpoBaHHbIX NeKapCTBEHHbIX CpeAacrTs,
He40bpoKa4yeCTBEHHbIX NIEKAPCTBEHHbIX CPEACTB, KOHTpadiaKTHbIX NEKAPCTBEHHbIX
CpeacTB 3anpeLlaeTcs.

KommeHTapum Kk ctatbe 57

Ctatbsa 58. XpaHeHue nekapcTBeHHbIX CpeacTB
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1. XpaHeHue IeKapCTBEHHbIX CPEACTB OCYLIECTBAETCA MNPOM3BOAUTENAMMU
NEKapCTBEHHbIX CPEeACTB, OpraHM3auusiMm OMNTOBOW TOProBnM NEKapCTBEHHbIMMU
cpeacTBaMn,  anTeYHbIMW  OpraHM3aumsiMi,  BEeTEPUHaPHbIMK  anTeYHbIMU
opraHusauusmMu, HANBMAYyanbHbIMM NPEANPUHMMATENAMUN, UMEOLLWMMA JINLLEH3UIO
Ha papmMaueBTUYECKYD [OEATENbHOCTb WM JIMLEH3NIO  HA  MEeOULMHCKYHO
AEeATEeNbHOCTb, MEAULMHCKUMU OpraHn3aunsmMm, BETEPUHAPHbIMU OpraHn3aunamMm
N WHbIMW OpraHM3aunaMK, OCYLUECTBRSIOWMMM ObpalleHne nekapCTBEHHbIX
cpeacTB. XpaHeHue IeKapCTBEHHbIX CPEeAcCTB AN BETEPMHAPHOro MNPUMEHEHUS
opraHusauusMm 1 MHOMBUAYanbHbIMU NpeanpuHUMaTens MM B Crydasx, €Crin OHU
NCMOMb3YTCA MCKIOYUTENBHO MNpU pa3BefeHMU, BblpallyMBaHUW, COLEPXaHUN U
NEYEHUN XUBOTHbIX, MOXET OCYLECTBNATbCA 6€e3 nonyyvyeHust JMUEH3Un Ha
drapmMaLeBTUYECKYIO OEATENBHOCTb.

(HacTb B pepakuuu, BBedeHHOW B JgenctBue ¢ 22 Hosibpa 2014 ropa
depnepanbHbliM 3akoHOM OT 22 okTa6ps 2014 roga N 313-P3.

2. NpaBuna xpaHeHus JfieKapCTBEHHbIX CPEeACTB YTBEPXKOAITCHA COOTBETCTBYHOLLMM
YMOSHOMOYEHHbIM dheeparibHbIM OpraHOM UCMONHUTENBbHOM BRacTu. *58.2)

3. XpaHeHne HapKOTMYECKUX  JIeKAapCTBEHHbIX CPeacTB,  MCUXOTPOMHbIX
NEKApPCTBEHHbIX CpeacTB, pagunodapmaueBTUYECKUX JIEKAapCTBEHHbLIX CpeacTB
OCYLLECTBJIAETCS B COOTBETCTBMM C 3aKOHOAaTeNnbCcTBOM Poccunckon denepaumu.
*58.3)

KommeHTapun Kk ctatbe 58

Ctatba 58 _1. [lpeamMmeTHO-KONMMYECTBEHHbLIU Y4eT
NleKapCTBEeHHbIX CpeacTB ANA MeAULMHCKOro NpMMeHeHus

1 .[lepeyeHb nekapCTBEHHbIX CpPeacTB AN  MeOULUMHCKOrO  NpUMEHEHUS,
nognexawmx npegmMeTHO-KOrM4eCTBEHHOMY yyery, yTBEepXXOaeTcs
YrNOSTHOMOYEHHbIM doeeparibHbIM OpraHOM UCMONHUTENbHOM BracTu. *58 1.1)

2. [Nopsanok BKMOYEHUSA NEeKapCTBEHHbIX CPeacTB AN MeAULMHCKOrO NPUMEHEHUS
B NepevYeHb JIeKapCTBEHHbIX CPeacTB AN MEAUMUMHCKOro  NpUMEHEHUs,
noanexarwumx NpeaMeTHO-KONTMYECTBEHHOMY yyery, yCTaHaBnMBaeTCcH
YMNOSTHOMOYEHHbIM  doefieparibHbIM — OpraHoOM — UCMOSIHUTENbHOWM  BRactu  No
cornacoBaHuto C doegepanbHbIM opraHom UCMNOMNMHUTENbHOMN BriacTu,
OCYLLECTBIAIOWMM  OYHKUMM N0 BbIpaboTKe roCcyaapCTBEHHOM  MOSIMTUKM,
HOPMaTUBHO-NPaABOBOMY PEryriMpoBaHuMio, KOHTPOMKO M HaA30py B cdepe obopoTa
HaPKOTUYECKNX CPEACTB, NMCUXOTPOMHbLIX BELLECTB U UX NPEKYPCOPOB, a TakXe B
obnacTn NpoTMBOAENCTBUS UX HE3AKOHHOMY 060poTy. *58_1.2)
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3. MNMpeamMeTHO-KONMYECTBEHHbIN Y4ET NeKapCTBEHHbIX CPEACTB AN MeaULMHCKOro
NPUMEHeHNss BedyT NPOU3BOAUTENN TEKAPCTBEHHbIX CPEACcTB, OpraHusauum
OMNTOBOM TOProBNMM JIEKAPCTBEHHbIMW CPeacTBaMK, anTeyvHble OpraHmsauum,
nHOMBUAYyanbHble NpeanpuHMMaTeny, MeLme NNLEeH3NIo Ha dapmMaLeBTUHMECKYHO
OEeATENbHOCTb UMM JIMLEH3NI0 Ha MEeOMUMHCKY0 OesTernbHOCTb, U MeauuMHCKNe
opraHuM3aumy, OCYLUECTBIAOWME OOpalleHne neKapCTBEHHbIX CpeacTB Aans
MEOULMHCKOTO MNPUMEHEHWs, MyTeM permctpaumMm JobbiX CBSA3aHHbIX C WX
obpalleHnem onepauuin, MNpyM KOTOPbIX W3MEHSIETCS WX KONMMYecTBO U (1nm)
COCTOSsIHME, B CneuunarnbHbIX XXypHanax y4eTa onepauui, CBA3aHHbIX C 06 palleHrem
NeKapCTBEHHbIX CpeacTB AN MeAULMHCKOro NpMMeHeHus (ganee - cneymarnbHble

XypHarbl).

4 . [MpaBuna permcTpauum onepauunn, CBs3aHHbIX C obpalleHNEM neKkapCTBEHHbIX
cpeacts AN MEOUUMHCKOTO  NPUMEHEHWUs,  BKIIOYMEHHbIX B MepeyvYeHb
NEKapCTBEHHbIX CpeacTB AN  MeOULMHCKOro  MPUMEHEHUs,  nogsnexalumx
NpeaMETHO-KONMYECTBEHHOMY  y4eTy, B cCheumanbHbiX XypHanax U npasuna
BeAEHUA U XpaHEHUs1 crneuumanbHbIX XypHanoB YTBEpPXOatTcsa YNOfHOMOYEHHbIM
deneparnbHbIM OpraHoM UCNOSTHUTENBHOM BriacTu. *58_1.4)

5. KoHTponb 3a cobrniogeHvem npaBun pernctpaumm onepauum, CBsI3aHHbIX C
oOpalleHMeEM NEeKapCTBEHHbIX CPeacTB Ansg  MeAMUMHCKOro  NPUMEHEHMS,
BKIMIOYEHHbLIX B MEpeYeHb JIeKapCTBEHHbIX CPEeAcTB Ansg  MeOULMHCKOro
NPUMEHEHNS, NoANeXawmx NpeaMeTHO-KONMYECTBEHHOMY YYETY, B cneumanbHbIX
XypHarnax, a Takxe 3a cobnogeHMeM npaBun BEOAEHUA U XpaHeHUs cneumanbHbIX
XypHaroB  BO3faraeTcsl Ha  YNOSIHOMOYEHHble  begepanbHble  OpraHbl
NCMOMHUTENBbHON BflACTU M OpraHbl  MUCMOSIHUTESIbHOM  BNacTun CyObekToB
Poccuickon depepauumn, OCYLLUECTBIAIOLME JULEH3VMPOBaHME MPOM3BOLCTBA
NEKApPCTBEHHbIX CpeacTB, (papmaueBTUYECKOUM AOeATEeNbHOCTU U MeOULMHCKOMN
AeATeNbHOCTN, N OCYLLECTBISETCS B paMKaXx fMLEH3NOHHOIO KOHTPOSA.

(Ctatba pgononHuTenbHO BkMtodeHa ¢ 25 uwoHa 2013 roga PeneparnbHbiM
3akoHom oT 25 nekabps 2012 roga N 262-93)

KommeHTapumn K ctatbe 58 1

maBa 11. YHNUTOXEHUe nekapCTBEHHbIX
cpeacTtB (ctaTbu 59 - 59)

CtaTtbs 59. OcHOBaHMA N NOPAQOK YHUUTOXKEHUSA
rieKapCTBEHHbIX CpeacTB
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1. HepobpokayecTBeHHble rneKapCTBEHHbIE CPeacTBa, anbCUULMPOBaHHbIE
nekapCcTBEHHble CpeacTBa Noanexar U3bATUIO M3 ODpalLEHNS N YHUYTOXEHUIO B
nopsgke,  YCTaHOBMIEHHOM [MpaBUTENLCTBOM Poccuinckon  depepauun.
OcHoBaHMEM AON19 YHUYTOXEHUSA JNEKAPCTBEHHbLIX CPEnCTB SBMSETCA pelueHune

Bnagensua NeKapCTBEHHbIX CPEAcCTB, peLleHne COOTBETCTBYHIOLLErO
YMNOSTHOMOYEHHOro doefeparnbHOro opraHa UCMONMHUTENbLHON BNAacTW WUIN PeELLEHne
cyga. *59.1)

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

2. KoHTpadhakTHblE NeKapCTBEHHbIE CpeaAcTBa NMoanexar U3bAaTUIO N3 obpaLLEeHUs U
YHUYTOXEHNIO MO peweHno cyda. [lopagok  YHUMTOXEHUS  KOHTpadoakTHbIX
NeKapCTBEHHbIX CcpencTB YycTaHaBrmBaeTcs [lpaButensctBoM  Poccuinckom
denepauunn. *59.2)

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

3. Pacxogbl, cBfi3aHHble C YHUYTOXEHMEM KOHTpagpaKTHbIX JIeKapCTBEHHbIX
cpencrTs, He400poKa4yeCTBEHHbIX NeKapCTBEHHbIX CpeacTs,
dranbCcmdmLMpOBaHHbIX JIEKAPCTBEHHbLIX CPeaCTB, BO3MELLAIOTCS X BNnagerbLeMm.

4. Bnageney nekapCTBEHHbIX CPeacTB OOSMKeH NpeacTaBUTb B YNONTHOMOYEHHbIN
doepepanbHblA OpraH UCMONHUTESNTbHOW BIiacTM OOKYMEHT WM 3aBEepPEeHHY B
YCTAHOBJIEHHOM MOps4Ke €ero KOomnuv, noaTteepxaarowme qakT YHUYTOXEHUS
NeKapCTBEHHbIX CPeaCTB.

5. CooTBETCTBYHOLMI YMNOMHOMOYEHHbIN defeparnbHblA OpraH WUCMONHUTENBHON
BNacTW, MPUHABLUMW peleHne o6 YHUYTOXEHMM FEKapCTBEHHbIX CpPencTB.,
OCYLLECTBJIAET KOHTPOJSIb 32 UX YHUYTOXEHMEM.

6. YHWYTOXEHME IEKapCTBEHHbLIX CPEACTB MPOU3BOAUTCH  OpraHusauusimu,
MMEIOLLWMMIN COOTBETCTBYIOLLYHO JIMUEH3MIO, Ha cneuuanbHO 0060pyaoBaHHbIX
nnowankax, nonmMroHax W B chneumanbHo 000pyAoBaHHbIX MOMELLEHUSAX C
cobniogeHeMm TpeboBaHMM B 0BNacTM  OXpaHbl OKpyXawwen cpedbl B
COOTBETCTBUM C 3aKoHoaaTenscTBoM Poccurckon degepavmn.

7. HapkoTudeckume nekapCTBEHHble CPEeAcTBa, MCUXOTPOMHbIE NEeKapCTBEHHbIE

cpencTea, paguodapmMaleBTUYECKME NEKAPCTBEHHbIE CPEACTBA YHUUTOXAKOTCSH B

COOTBETCTBUM C 3aKOHoAaTeNnbLCcTBOM Poccuickon Peaepaumm. *59.7)
KommeHTapun K ctatbe 59

naBa 12. [locyaapcTBeHHOe perynupoBaHue
LLleH Ha nekapcTBeHHble npenapaTbl Ans
MeauUMHCKOro npumeHeHus (ctatom 60 - 63)
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Ctatbsa 60. locygapcTBeHHOE perynupoBaHue LeH Ha
NeKapcTBeHHble npenapaTtbl A4NA MeAULUHCKOro
NnpUMeHeHUs

[ocynapcTBEHHOE perynmpoBaHve LieH Ha NeKkapCTBeHHble npenapaTtbl Ans
MEAMLMHCKOro NPMMEHEHUS! OCYLLIECTBNSAETCS NOCPEACTBOM:

1) yTBepxaeHus [NpaButensctBoM Poccunckon depepaumm nepedHsa XU3HEHHO
HeOOXOANMBIX U BaXXHEWLLMX NeKapCTBEHHbIX NpenapaToB, KOTOPbIWM CopMupoBaH
B YCTaAHOBIIEHHOM WM MOpPsiAKe Ha OCHOBE KOMIMIIEKCHOW OLEHKU JIeKapCTBEHHbIX
npenapaTtoB, BKIOYas aHanu3 CBeLEHUA O CpPaBHUTENBbHOM  KIIMHUYECKOM
ahpekTMBHOCTM N Be30MacHOCTM  JIEKapCTBEHHOMO  CPencTBa,  OLEHKY
9KOHOMWUYECKUX NOCreacTBUU NPUMEHEHUS NeKapCTBEHHOrO cpeacTBa U n3ydeHve
AOMOSHUTENBbHBIX NOCIIe4CTBUN NPUMEHEHWS NIeKapCTBEHHOIO CPeacTBa;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nona 2015 roga PenepanbHbIiM
3akoHoM oT 22 fekabpa 2014 roga N 429-93.

2) yTBEPXKOEHUS METOAMKM YCTaAHOBMEHUS NPOU3BOAUTENSAMM JleKapCTBEHHbIX
npenapaTtoB MpedernbHblX OTMNYCKHbIX LEH Ha JNekapCTBEHHbIE npenaparhl,
BKIHOYEHHbIE B NEepeYvYeHb XM3HEHHO HEODOXOOUMbLIX U BaXKHEWMLLMX NEKapPCTBEHHbIX
npenapaTtoB, a TakKxe BHeOpPeHns MexaHn3MoB (opMMPOBaHUS CUCTEMDI
pedepeHTHbIX LieH; *60.2)

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

3) rocygapCTBEHHOM  permcTtpauuMum  YCTaHOBIEHHbIX  MPOW3BOAUTENSMU
NEeKapCTBEHHbIX MNpenapaToB npedenbHbIX OTMYCKHbIX LEeH Ha eKapCTBEHHbIe
npenapaTtbl, BKMHOYEHHbIE B MEPEeYEeHb XM3HEHHO HEeoOXOOAUMbBIX U BaXKHEMLLMX
nekapCcTBEHHbIX NpenapaTos;

4) BedeHUs TOCyOQapCTBEHHONO peecTpa MNpedenbHblX  OTMYCKHbIX — LeH
npou3BoaouTENe Ha IekapCTBEHHble MpenapaTtbl, BKMKOYEHHblE B MNepeYeHb
YXM3HEHHO HEOOXOAUMBIX N BaXKHENLLMX NEKAPCTBEHHbIX NPenapaTos.;

5) yTBEPXKOEHUS METOAMKM YCTaAHOBMEHUS OpraHaMyv MWCMNOSIHUTENBHOW BriacTu
cybbekToB Poccuinckon denepaumm npegenbHbIX pasmMepoB ONTOBbIX HagbaBok U
npeaernibHbIX PasMepoB PO3HUYHLIX HaADaBOK K 0aKTUYECKMM OTMYCKHbIM LieHaMm,
YCTaHOBJIEHHbIM NpOV3BOAUTENAMMU NeKapCTBEHHbIX npenaparos, Ha
nekapcTBEHHble npenapatbl, BKIOYEHHbIE B NepeyYeHb XU3HEHHO HEOBXOOMMbIX U
BaXKHENLLMX NeKapCTBEHHbIX npenapatos; *60.5)
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6) ycTaHOBNEHUS npeaernbHblX pa3MepoB OMTOBbIX Han0aBOK WM NpeadernbHbIX
pasMepoB  PO3HUYHbLIX HaabaBOK K  (PAKTUMECKMM  OTMYCKHbIM  LieHawm,
YyCTaHOBIIEHHbIM NPoOn3BOOAUTENAMU  NIEKApCTBEHHbIX  Mpenaparos, Ha
nekapcTBEHHbIE NMpenaparbl, BKIIOYEHHbIE B NepevYeHb XM3HEHHO HEOOXO0QMMbIX U
Ba)kHENLLMX NEKapCTBEHHbIX NpenapaTos;

7) yTBEPXOEHUS NOpsAKa Bbl4avyn npeanvcaHuin opraHam UCMONMHUTESNbHOM BlacTh
cydbbektoB Poccunckon degepaumm O nNpuUBEOEHUN B COOTBETCTBME C
3akoHogartensctBom Poccunckon ®Pepepaumm peweHud 06  yCTaHOBIEHUU
npenenbHbIX pasMepoB OMTOBbIX HAAOaBOK U nMpeaenbHbIX PasMepoB PO3HUYHbIX
Haa0aBOK K pakKTMYECKMM OTMYCKHbIM LieHaM, YCTaHOBSIEHHbIM NPON3BOAUTENSAMMU
NEKApPCTBEHHbIX MNpenapaTtoB, Ha JIeKapCTBEHHbIE npernapartbl, BKIKOYEHHbIE B
nepevyeHb XM3HEHHO HEeOOXOAUMBIX U BaKHEWMLLMX JEeKapCTBEHHbLIX Mpenaparos,
€CIM OHUM NPUHATBLI C HapylweHeM 3akoHoaaTernbcTea Poccuinckon denepaumm, B
nopsigke, yctaHorieHHOM [paButensctBom Poccunckon ®epepauun; *60.7)

8) HanpaBneHus YNosIHOMOYEHHbIM doedeparnbHbiM  OpraHOM  UCMOSHUTENBHON
BNacTW opraHam WCMONHUTENbHOW BracTu cybbekToB Poccurckon Pepepaunm
npegnucaHnin o NpuBeLeHun B COOTBETCTBME C 3aKoHoLaTeNlbcTBOM Poccumckon
denepaunn NPUHATBIX C HApyLWeHeM 3akoHogartensctea Poccunckon ®enepaumm
peleHnin 06 yCTaHOBMEHUN nMpedesibHblX pa3MepoB ONTOBbIX HaabaBok u
npegenbHbIX pasMepoB pPO3HUYHbIX HaabaBOK K LEeHaM Ha nekapCTBEHHblEe
npenapaTtbl, BKIOYEHHbIE B MEpPeYeHb XM3HEHHO HEeoOXOAUMbIX U BaXKHEMLUMX
NEKapCTBEHHbIX Npenaparos.;

9) ocywecTBneHna deaepanbHOro rocygapCTBEHHONO Hag3opa B cdepe
obpalleHnsi NeKapCTBEHHbIX CPeacTB UM pPernoHarbHOro  rocyaapCTBEHHOIO
KOHTPOSIA 3a NMPUMEHEHNEM LIEH Ha JleKapCTBEHHbIE MNpenapaTtbl COOTBETCTBEHHO
YMNOSNMIHOMOYEHHbIMW  dbegeparnbHbiMM  OpraHamMu  UCMONHUTESNTbHOW  Bnactm U
opraHammn UCnorHUTENbHOM BnacTn cybbekToB Poccuickon deaepaumm cornacHo
MX KOMMETeHUUN B nopsake, ycTaHoBrieHHOM [lpaBuTtenscTtBoM Poccumckon
denepauuu; *60.9)

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

10) npuMeHeHus NpeaycMOTPEHHbIX 3aKkoHoaaTenscTBOM Poccuinckon deaepanum
Mep OTBETCTBEHHOCTW 3a HapylleHue nopsaka LeHOObpas3oBaHWA Ha XXU3HEHHO
HeobXxoanMbIE U BaXKHENLLME NeKapCTBEHHbIE NpenapaTbl.

KommeHTapum k ctatbe 60

Ctatbsa 61. locygapcTBeHHast peructpauums
yCTaHaBJIMBaeMbIX MPOU3BOANTESNIAMU NEeKapCTBEHHbIX
npenapartoB npeaesibHbIX OTNYCKHbIX LEeH Ha
rieKapcTBeHHbIe npenapaTbl, BKNHOYEeHHbIe B NepeyYeHb
XXN3HEHHO HEeOOXOANMbIX U BaXXHEMNLUNX FIeKapCTBEHHbIX
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npenapartoB

(HanmeHoBaHve B pefakumum, BBegeHHon B gencteue ¢ 1 mons 2015 roga
denepanbHbiM 3akoHOM 0T 8 mapTa 2015 roga N 34-93.

1. YcTaHaBnMBaeMbIe  NPOM3BOAUTENSMUM  NIEKAPCTBEHHLIX  MpenapaToB
npegernbHble OTMYCKHblE LeHbl Ha JfieKapCTBEHHble Mpenapartbl, BKIMOYEHHble B
nepevyeHb XM3HEHHO HEeOOXOAUMLIX U BaKHEWMLLMX JEKapCTBEHHbLIX Mpenaparos,
nognexar rocygapCTBEHHOM  perucTpauuvM B nopsgke,  yCTaHOBIIEHHOM
[MpaButenscTBOM Poccuimnckon denepaumn.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 umwona 2015 roga PenepanbHbIiM
3akoHoM oT 8 mapta 2015 roga N 34-93.

2. Ha ocHoBaHuM nogaHHoro A0 1 OKTAOpsA KaxOooro roga 3asiBNeHust
NpPoOn3BOAUTENS NEKAPCTBEHHLIX NPenapaToB, BKIOYEHHbIX B NEPeYEeHb XU3HEHHO
HEOBXOOUMBIX N BaXKHEWLLMX NEKAPCTBEHHLIX MNpenapaToB, 3aperncTpupoBaHHas
npegenbHas OTNYCKHas LeHa Ha JieKapCTBEHHbIM npenapat MoxeT 6biTb
nepeperMcTpupoBaHa OAvH pas B KareHaapHOM rofy B Mnopsake, yCTaHOBIIEHHOM
[MpaButenscTBoM Poccuinckon denepaummn. *61.2)

(HYactb B pepakumn, BBegeHHonm B pencteue ¢ 1 wmona 2015 roga
PenepanbHbiM 3akoHoM OT 8 mapTta 2015 roga N 34-93.

2 1. YacTtb 2_1 pononHutenbHo BKoYeHa ¢ 26 okTs6ps 2010 roga PenepansHbim
3akoHoM OT 11 okTa6psa 2010 roga N 271-d3, yrpaTtuna cuny ¢ 1 monsg 2015 ropa
dPenepanbHbIM 3akoHOM 0T 8 MapTa 2015 roga N 34-93. .

2 2. YacTb gononHuTensHO BKIoYeHa ¢ 26 oktabpa 2010 roga PenepanbHbiM
3akoHoM OT 11 okTa6psa 2010 roga N 271-d3, yrpaTtuna cuny ¢ 1 monsg 2015 ropa
PenepanbHbiM 3akoHoM OT 8 mapTa 2015 roga N 34-P3. .

3. PacuyeT npefenbHbIX OTMNYCKHbIX LEeH, YKas3aHHbIX B HacTax 1 v 2 HacTodAulen
cTartbun, NpU WX TOCYO4APCTBEHHOM perucTpauun wummM rnepeperucTpaumnum
OCYLLECTBIIAETCA B COOTBETCTBUM C METOOMKOW, YTBepXaeHHOoU [1paBuUTEensCTBOM
Poccunckon denepaumm v y4mTbiBaloLen, B YaCTHOCTH:

1) cobntogeHne 6anaHca MHTepPecoB NoTpebuTenen nekapcTBEHHbLIX NpenapaTos,
BKITIOYEHHbIX B NepeYeHb }M3HEHHO HEOOXOAUMbBIX U BaXHENLLMX NEKapCTBEHHbIX
npenapaToB, W MPOU3BOAUTENEN NEKAPCTBEHHbIX MNpenapaToB, BKIMOYEHHbIX B
NnepeYeHb XXN3HEHHO HEOOXOAMMbIX N BaXKHENLLNX NIEKApPCTBEHHbIX NpenapaTos;

2) (bakTU4eCKyo OTNYCKHYIO LIEeHY Ha JleKapCTBEHHbIe npenapatbl B Poccumckon
®epepaunn, LieHy BBO3a JileKapCTBEHHbIX NpenapatoB B Poccunckyo denepaunio,
a TakXe LeHbl Ha aHarnorMdHble NeKapCTBEHHbIE npenapaTtbl, Haxodswmecs B
obpalueHum B Poccuinckon deaepauuu;
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3) 3aTtpaTbl NPOVM3BOAUTENS IIEKAPCTBEHHONO npenaparta Ha MpPOM3BOACTBO M
peanu3aunio NekapcTBEHHOro NpenapaTa;

4) UeHy Ha NnekapCTBEHHbIM npenapaT MHOCTPaHHOrO NMPOu3BOLCTBA, €ro LieHy B
CTpaHe Npou3BOAUTENS M B CTpaHax, B KOTOPbIX npenapaTt 3aperncTpupoBaH u
(1) B KOTOpble NOCTaBMSAETCA UHOCTPAHHbLIM NPOU3BOAUTENEM.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 umwona 2015 roga PenepanbHbiM
3akoHom ot 8 mapTta 2015 roga N 34-P3.

4. He ponyckawTca peanu3auuss M OTNYCK JIeKapCTBEHHbIX npenapaTos,
BKJIIOYEHHbIX B NepeYvyeHb XU3HEHHO HEOOXOAUMbBIX U BaXXHENLLUMX NEKAPCTBEHHbIX
npenapaTtoB, Ha KOTOpble MPOM3BOAMTENSAMU JIEKAPCTBEHHbLIX MNpenapaTtoB He
3aperucTpuypoBaHa npefenibHad OTMYCKHas UeHa, peanu3aunss n - OTNycK
NPON3BOAUTENAMN  JIEKApPCTBEHHbLIX MNpenapaTtoB MO UeHaM, MpeBbillaiowmm
3aperucTpuypoBaHHble npefesibHble  OTMYCKHble UeHbl Ha JieKapCTBEHHble
npenapatbl, a TakXe peanuMsaums W OTNYCK JIeKapCTBEHHbIX rpenapaToB
OpraHus3aunamMm OrTOBOM TOProB/fIM N PO3HUYHOW TOProBSIM JIeKapCTBEHHbLIMU
npenapataMmy Mo LEeHaM, YpOBEHb KOTOPbIX C Y4YeTOM rMpeaerbHOM OrnTOBOW
HaabaBKM U NpenenbHON PO3HUYHOM HaabaBKM NPEBbILAET pa3mMep akTU4ecKom
OTMYCKHOW LiEHbI.

(YacTb gononHutensHo BkItodeHa ¢ 1 uonsa 2015 ropa PeneparnbHbIM 3aKOHOM
oT 8 mapta 2015 roga N 34-93)

5. OcobeHHOCTN rocyaapCTBEHHOrO perynmpoBaHus npefernbHbIX OTMYCKHbIX LieH
Ha rnekapcTBeHHbIE NpenapaThbl, BKIIOYEHHbIE B NEPEYEHb XU3HEHHO HEODXO4MMbIX
N BaXXHENLLUMX NeKapCTBEHHbIX MpenapaTtoB, B 3aBUCUMOCTU OT 9KOHOMUYECKUX U
(Mrn) coumarnbHbIX KpuTepueB (M3MEHEHMEe YCroBWUW, nopsiika U CTOUMOCTU
Npou3BOACTBA JIeKapCTBEHHbLIX MpenapaToB, WCMOMb30BaHME HOBbIX OOpM,
MeTogoB M cnocoboB rocygapCTBEHHOIO PerynMpoBaHUs LeH Ha JleKapCTBEHHble
npenaparbl, B TOM YUCIe HA OCHOBE MexaHu3ma pedpepeHTHOro LileHoobpa3oBaHus,
M3MEHEHUN ropsgKka oKasaHus MeguUMHCKOM MOMOWM, W UHble U3MEHEHUS)
ycTaHaBrmBatoTcs [paButensctesom Poccumnckon ®enepavumu.

(YacTb pgononHuTenbHO BKkModeHa ¢ 16 mapta 2015 ropga PegepanbHbiv
3akoHoM oT 8 mapTta 2015 roga N 34-93)

KommeHTapum k ctatbe 61

Ctatbsa 62. locygapcTBeHHbIN peecTp npeaesibHbIX
OTNMYCKHbIX LLleH NPOMU3BOAUTENEN HA NeKapCTBEHHbIe
npenapaTbl, BKIKOYEeHHbIe B NepeYvYeHb XXU3HEeHHO
Heo0XoANMBbIX U BaXKHEULLUUX JSIeKapCTBEeHHbIX NpenapaTtos
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1. 3apermctpupoBaHHble MpenenbHble OTMYCKHblE LEeHbl Ha JeKapCTBEHHbIe
npenapaTtbl, BKMHOYEHHbIE B MEPEYEHb XM3HEHHO HEeoOXOOAUMbBIX U BaXKHEMLLMX
NeKapCTBEHHbIX MpenapaToB, MOANeXaT BKIMHOYEHUO B roCy4apCTBEHHbIA peecTp
npenernbHbIX OTMYCKHbIX LEeH MpoM3BOOMTENEN Ha NeKapCTBEHHble npenaparhl,
BKITHOUEHHbIE B NEpeYeHb XN3HEHHO HEODOXOOMMbBIX N BaXKHEMLLMX JIEKapCTBEHHbIX
npenapaTos.

2. [TocynapCTBEHHbIN peecTp npeferbHbiX OTMYCKHbIX LieH npou3BoauTenen Ha
nekapcTBEHHble npenapatbl, BKIOYEHHbIE B NepeyYeHb XU3HEHHO HEOBXOOMMbIX U
BaXHENLUMX JIEKapCTBEHHbIX MpenapaToB, coaepxut B cebe creayloLyto

MHJpopMaLmIo:

1) HauMeHOBaHWe aepXaTtens unu Bragernbsua PermcTpaLMoHHOrO YO0CTOBEPEHUS
NEeKapCTBEHHOro npenaparta, HauMeHOBaHME MPOU3BOAUTENSA JIEKapCTBEHHOIO
npenapaTta, MeCTO HaxOXOEHWS NPOU3BOACTBEHHbLIX MIOWAA0K, y4acTBYHOLMX B
npouecce nNpouM3BOACTBa JleKapCTBEHHOrO npenapaTta, C YyKasaHuem ctaguv
npouecca npoMsBoacTBa;

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

2) HaMMeHoOBaHWe fiekapCTBEHHOro npenapara (MexayHapoaHoe HenaTeHTOBaHHoe,
NN rPYNNUPOBOYHOE, UITM XMMUYECKOE N TOProBOe HAaMMEHOBaHWS);

(MyHKT B pepakuun, BBeaeHHom B gencteme ¢ 1 nonda 2015 roga PenepanbHbIiM
3akoHom ot 22 nekabpsa 2014 roga N 429-93.

3) HOMep perucTpaLoOHHOIO YO0CTOBEPEHUS NeKapCTBEHHOTO NpenapaTa;

4) nekapcTBeHHaa dopmMa C yKaszaHueM [O3UPOBKM JIEKapCTBEHHOIO npenapara u
ero KomumyectBa BO BTOpPUYHOW (NOTPEBMTENLCKOM) YMNakoBKe, a Takxe
KOMMSIEKTHOCTb;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nona 2015 roga PenepanbHbiM
3akoHoM oT 22 aekabps 2014 roga N 429-93.

5) 3aperncTpupoBaHHas npegensHasa OTNyCKHas LieHa B pyonsix;

6) pfara W HOMep npukasa YMNOfIHOMOYEHHOro  pegepanbHOro  opraHa
NCMNOMHUTENBbHON BIlACTU O rOCYOapCTBEHHOW perncTpaunn, nepeperucTpaumm
npenensHOM OTMYCKHOM LeHbl Ha JeKapCTBEHHbIW npernapaT, BKIIHYEHHbIA B
nepeyYeHb XXN3HEHHO HEOBXOAMMbIX N BaXXHENLLMX SIEKapCTBEHHbLIX NpenapaTos;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nona 2015 roga PenepanbHbIiM
3akoHoM oT 22 fekabpa 2014 roga N 429-93.

7) LTPUXOBOW KOO, HAHECEHHbI Ha BTOPUYHYIO (MOTPEBUTENBLCKYHD) YNakOBKY
neKapCTBEHHOro npenapara;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uong 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-93)
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8) Kog nekapcTBEHHOro npenapara MO aHaTOMO-TepaneBTUYECKO-XMMUYECKON
Kriaccudpmkaumm, pekomeHgosaHHon BcemmnpHonm opraHmsaumen 34paBoOXpaHeEHs.

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

3. 'ocynapcTBeHHas perucTpaums npefenbHbIX OTMYCKHbIX LeH Ha JleKapCTBEHHbIE
npenapatbl, BK/OYEHHble B MepevYeHb XWU3HEHHO HeobXOoO4MMbIX U BaXHEWLLMX
rneKapCcTBEHHbIX NnpenapatoB, BedeHWe rocydapCTBEHHOro peectpa npeferbHbIX
OTNYCKHbIX LIeH NMpou3BOAUTENEN HA NEKapCTBEHHbIE npenapatbl, BKIOYEHHbIE B
nepevyeHb XM3HEHHO HEeOOXOAUMbLIX U BaXHEWLUMX JeKapCTBEHHbIX Mnpenapartos,
OCYLLECTBIAIOTCA B nopsagke, yctaHoBneHHoMm [lpaButensctBom Poccumrckon
depepauun.
KommeHTapum k ctartbe 62

Ctatbsa 63. YcTaHOBNEHUe opraHaMm UCMNOJTHUTENTbHON
Brnactu cyobektoB Poccunckon ®egepaunm npeaenbHbIX
pa3mepoB ONTOBbLIX HAA0ABOK N NpeAesibHbIX pa3MepoB
PO3HMYHbIX HaA0aBOK K (haKTUYECKUM OTIMYCKHbIM LieHaM,
YyCTaHOBJEHHbIM MPOU3BOANTESNIAMU NIEKaPCTBEHHbIX
npenaparoB, Ha NleKapCTBEeHHbIe npenapaTbl Ans
MeAULMHCKOro NnpumMeHeHns *63)
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1. OpraHbl MCNOMHUTENBHOM Bnactn cybbekToB Poccunckon dPeaepaumm
yCTaHaBnMBaloT npefernbHble pasMepbl OMTOBbIX HaabaBOK W nNpefernbHble
pasmMepbl  PO3HWYHbIX HagbaBOK K  (UAKTUYECKMM  OTMYCKHbIM  LieHawm,
YCTaHOBJIEHHbIM npoun3BoanTeNsaIMm NEeKapCTBEHHbIX npenaparos, Ha
NeKapCTBEHHbIE NMpenapaTbl, BKIOYEHHbIE B NEPeYeHb XNU3HEHHO HEOOXOAUMbIX U
BaXKHENLLUMX JEeKapCTBEHHbIX MpenapaTtoB, B COOTBETCTBUM C YTBEPXKOEHHOW B
nopsagke, ycraHosieHHoM [paButensctBoMm Poccunckon Pepepaumm, METOLUKON
YCTaHOBIEHUA OpraHamMy WCMOSHUTENbHOW BrnacTu cybbekToB Poccuimckon
denepaunn npegenbHbIX pasMepoB ONTOBbLIX HAA6aBOK M NpeaenbHbIX pasmMepoB
PO3HWYHbLIX HaabaBOK K (PaKTUYECKMM OTMYCKHbIM LeHaM, YCTaHOBSIEHHbIM
NPOn3BOAUTENSAMM NEKAPCTBEHHbBIX MPenapaTtoB, Ha feKapCTBEHHbIE npenaparThl,
BKIHOYEHHbIE B NEepeYvYeHb XM3HEHHO HEODOXOOUMbLIX U BaXKHEWMLLMX JEKapCTBEHHbIX
npenapaTtoB. [IpPOEKTbl peLleHU OpraHoB MWCMNOSIHUTENBHOMW BRacTu CyObeKTOoB
Poccuinckon ®depepaumm 06 ycTaHOBMAEHUM W (MNK) U3MEHEHUM NpenenbHbIX
pa3MepoB OMNTOBbIX HAA6aBOK M NpederibHbIX pa3sMepoB PO3HUYHbLIX HaAbaBOK K
daKkTU4ECKUM OTMNYCKHbIM LeHaMm, YCTaHOBJIEHHbIM npoun3BoanTENaIMM
NEKapCTBEHHbIX MpenapaTtoB, Ha IleKapCTBEHHble npenapaTtbl, BKIMOYEHHbIE B
nepevyeHb XM3HEHHO HEeOOXOAUMbLIX U BaKHEWMLLMX JEKapCTBEHHbLIX Mpenaparos,
noanexar corrnacoBaHWio C degeparnbHblM OpraHoM UCTMONHUTENBHON BRNAacTw,
YNOMMHOMOYEHHbIM  OCYLUECTBIIATbL  MpaBOBOE  perynvpoBaHne B cdepe
rocy4apCTBEHHOIro perynmpoBaHna LieH (TapudoB) Ha ToBapbl (ycryrn), B Nopsigke,
ycTaHoBJieHHOM [lpaButenscTtBom Poccuinckon ®enepavumn.

(YacTb B pepakuun, BBedeHHOM B penctBue degepaslibHblM 3aKOHOM OT 13
nona 2015 roga N 241-93.

2. OpraHuszaumm ONTOBOWM TOProBiM U (MM)  anTeyHble  opraHusauuu,
nHavBUAYyanbHble NpeanpuHUMaTenn, MMeloLme MLEH3No Ha hapmaueBTUYECKYHO
AEATEeNbHOCTb, OCYLUECTBNSAOT  peanM3auunio  NeKapCTBEHHbIX  MNpenapaTos,
BKJIIOYEHHbIX B NepeYeHb XU3HEHHO HEOOXOAUMbBIX U BaXXHENLLUMX NEKAPCTBEHHbIX
npenapaToB, NO LieHaM, YPOBEHb KOTOPbIX He MpeBbiaeT CymMMy ¢bakTU4eCcKom
OTNYCKHOW LiEHbI, YCTAHOBMIEHHOW MPOU3BOAUTESIEM fIEKaPCTBEHHbIX NPenapaToB n
He MpeBblLLaloWen 3aperMcTpupoBaHHOW NpeaeribHOM OTMYCKHOW LieHbl, N pasmep
onToBOW HagbaBkn W (MnM) pasMep PO3HMYHOW HagbaBKW, He npeBbilLatoLme
COOTBETCTBEHHO pasmMepa npeaensHon onToBon Hagbasku M (unn) pasmepa
npeaenbHOM PO3HUMYHOM HaabaBKkW, YCTaHOBIEHHbLIX B cybbekTe Poccumnckom
denepaumn.
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3. OpraHbl wucnonHuUTENbHOM BractTu cybbekToB Poccunckon dPepepaumm
pasmewarT B cetn "UHTepHeT" wnn  onybnmMkKoBbIBAOT  MHAOpMaLuMlo O
3aperucTpMpoBaHHOM  MpedernbHOM  OTMYCKHOM  LeHe Ha  JleKapCTBEHHble
npenapaTtbl, BKIMOYEHHbLIE B MEPEeYeHb XM3HEHHO HEeOoOXOAUMbIX U BaXKHEMLUMX
NeKapCTBEHHbIX MpenapaTtoB, 00 YCTaHOBMEHHbIX B CYbbekTe Poccuinckon
denepaunn pasmepe npenenbHoM onTtoBoM HagbaBkm wu  (Mnn) pasmepe
npeaenbHON  PO3HUYHOM HagbaBKM K YCTAHOBIEHHbIM  MPOWU3BOAMUTENSAMMU
NeKapCTBEHHbIX rnpernapaTtoB (pakTUYeCKUM OTMYCKHbIM LieHaM Ha fieKapCTBEHHbIE
npenapaTtbl, BKIMOYEHHbLIE B MEpPeYeHb XM3HEHHO HEeoOXOAUMbIX U BaXKHEMLUMX
nekapcTBEHHbIX NpenapaTos, M 06 yKa3zaHHOM B YacTu 2 HACTOALLEN CTaTbn CYMME.
NHdopmaumsa, npeaycMoTpeHHass HacTOsLWen YacTblo, OOShkHa pasMellaTbCs
TakXe B anTedHblX opraHuMsauusx B [LOOCTYNMHOW Afs CBeOeHus BCeX
3anHTepecoBaHHbIX N1l hopMe 1 0OBHOBATLCS NO Mepe ee onybMKoBaHuS.

4. puHATbLIE C HapyLleHeM 3akoHogaTtenscTea Poccumnckon denepaunmn peLleHus
OpraHoB UCMOMHUTENBLHONW Bnactu cybbekta Poccuiickon ®Pegepaunmn 06
YCTaHOBMEHUN MpedesibHblX pasMepoB OMNTOBbIX HagbaBoK W npedenbHbIX
pasmMepoB PO3HUYHbIX HAO06aBOK K 3aperMcTpupoBaHHbIM NpeaesibHbIM OTNYCKHbIM
LeHaM Ha 5eKapCTBEHHble rMpenapaTtbl, BK/OYEHHbIE B MepeYeHb XU3HEHHO
HEeOOXOAUMBIX N BaXKHENLUMX FlEeKapCTBEHHbIX MpenapatoB, noanexar oTMeHe B
cyoebHom nopsiake.
KommeHTapum Kk ctatbe 63

'naBa 13. MOHUTOPUHI 3(PpPEKTUBHOCTU U
Oe3o0nacHOCTU NleKapCTBEHHbIX Npenaparos,
HaxoaAwuxcsa B oopawieHnn B Poccumnckon
Pepepauuu (ctatbun 64 - 66)

(HanmeHoBaHve B pefakumu, BBegeHHon B gencteue ¢ 1 mons 2015 roga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

Ctatbsa 64. ®apmakoHaas3op

1. JlekapcTBeHHble npenapaTtbl, Haxogsumecs B obpaiweHun B Poccumrckon
denepauunn, noanexar MOHUTOPUHTY 3dEeKTUBHOCTM U 6e30nacHOCTU B Lendax
BbISIBMNEHUS BO3MOXHbIX  HeraTUMBHbIX  MNOCNeacTBUMA UX  MPUMEHEHNS,
NHAMBUOYaNbHOW HEMNEPEHOCUMOCTI, NpeaynpeXaeHna MeauLMHCKNX paboTHNKOB,
BETEPMHAPHbIX CMeuMannucToB, MauMeHTOB WM BriadesibLeB »XUBOTHbIX U KX
3aWmTbl OT MPUMEHEHNA TaKNX NeKapCTBEHHbIX NpenapaTos.
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2. ®dapmakoHag30p OCYLUECTBMSIETCS COOTBETCTBYHOLWMM  YNOSIHOMOYEHHbLIM
denepanbHbIM OpraHoM MCMONMHUTESNTbHOM BfacTuU B YCTAHOBMIEHHOM UM MoOpsiake
nyTeM aHanmMsa npefnocTaBnsgeMon cybobekTamu obpalweHus nekapCTBEHHbIX
cpeactBs  MHGopMauum O MNOBOYHBLIX AENCTBUSAX, HexenaTesnbHbIX peakuunsx,
CEepPbE3HbIX HeXenaTerbHbIX  peakumnsax, HenpeaBuaeHHbIX  HexenaTeslbHbIX
peakumsax npu npUMEHEHUN JeKapCTBEHHbIX MpenapaTtoB, 00 WHOMBUAOYalNbHOM
HENepeHoCUMOCTH, OTCYTCTBMM 3GEKTUBHOCTM NEKAapCTBEHHbIX NpenapatoB, a
Takke 006 MHbIX drakTax u obCToATENbCTBAX, NPEACTaBMAAIOWMX YrPO3Yy XU3HU MUK
300pOBblD  4YerioBeka SMBO >KMBOTHOrO MNpyv  MNPUMEHEHUN  JIeKapCTBEHHbIX
npenapaTtoB W BbISBMEHHbIX Ha BCeX 3Tanax obpaleHns nekapCTBEHHbIX
npenapartoB B Poccuickon ®efepaumm n apyrux rocygapcTaax.

3. CybbekTbl ObOpalleHnsi nekapCTBEHHbIX CPeAcTB B MOpsiAKe, YyCTaHOBMEHHOM
YNOMHOMOYEHHbIM  doefieparnbHbIM  OPraHOM UCMNOSMHUTENBHOW BriacTn, 00SA3aHbl
coobLatb B YMNONHOMOYEHHbIN hedeparnbHbli OpraH UCMOSHUTENbHOW BracTu O
NOBOYHbIX OENCTBUNAX, HeXenaTesnbHbIX peakuusix, Cepbe3HbIX HexenaTernbHbIX
peakumax, HenpenoBuOEHHbIX HeXenaTesilbHbIX peakuusx rpu  NMpUMeHeHUn
nekapcTBEHHbIX NpenapaToB, 06 MHANBMAYarbHON HENEPEHOCUMOCTU, OTCYTCTBUM
9hPeKTMBHOCTM JIEKApPCTBEHHbLIX MpenapaToB, a Takke 00 WHbIX akTax wu
obCcToATENBCTBAX, NPEACTABNSAOLWLMX YIPO3Y XU3HM UK 300POBLI0 YerioBeka nmbo
XXMBOTHOIO Mpv NPUMEHEHUN NEeKapCTBEHHbIX NpenapaToB U BbISBIIEHHbLIX HA BCEX
9Tanax obpalleHusi fekapCTBEHHbIX npenapaTtoB B Poccuinckon depepaumm u
ApYrux rocygapcTBax.

4. [lepxatenn nnm Bragenslbl perMcTpaLmMoHHbIX YAOCTOBEPEHNN NleKapCTBEHHbIX
npenapaTtoB, lopuandeckue nuua, Ha WMMsS KOTOPbIX BbldaHbl paspelleHust Ha
npoBegeHNe KNMHUYECKNX wuccnegosaHmin B Poccuinckon ®depepaumm, nmbo
YMNOTHOMOYEHHbIE UMW Opyrve puandeckne niua B paMkax obecneyeHus
6e3onacHOCTM JieKapCTBEHHbIX MpenapaTtoB B MNOpsAKe, YCTaHOBMEHHOM
COOTBETCTBYHOLUWMM YMNOSIHOMOYEHHbIM doefieparibHbIM OpraHOM  UCMONHUTENBHON
BNacTn, obsa3aHbl OCYLIECTBMATbL MNpuUeM, ydeT, obpaboTky, aHanmu3 u XpaHeHue
NoCTynawwmx B UX agpec OT CYOBLeKToB obpalleHUa NekapCTBEHHbIX CPencTB U
OpraHoOB rOCYAapCTBEHHOM BflaCTU COOOLUEHMA O MOOOYHbIX AEeNCTBUSAX,
HeXenaTesrbHbIX peakuusix, Cepbe3HbIX HeXxenaTternbHblX W HenpeaBuaeHHbIX
HeXenaTtesnbHbIX peakuusix Npu NPUMEHEHMM FEKAPCTBEHHbIX MpenapaTtoB, 00
OCOBEHHOCTAX MX B3aUMOLEWCTBUS C APYrMMU NEKapCTBEHHbIMM npenapatamu,
NHOVMBUOYANbHOM  HENEepeHOCMMOCTW, a Takke 00 WHbIX dakTax u
obCcTOATENBCTBAX, NPEACTABNSAOLLMX YIPO3Y XU3HM UK 300POBLI0 YerioBeka nmbo
XMBOTHOMO WM BIUSIOWLMX HA WU3MEHEHME OTHOLUEHUSI OXMAaemMon Mnonb3bl K
BO3MOXHOMY PUCKY NPUMEHEHNS fIeKapCTBEHHbIX NpenapaTos.



5. lNpn BbISIBNEHUM UHAOPMALUN O CEPbE3HbIX HeXenaTerbHbIX peakumnsax Wu
HenpeaBMAEHHbIX HeXenaTenbHbIX peakuusx npu NPUMEHEHUN TEKapCTBEHHbIX
npenapaTtoB, 06 0COBEHHOCTAX MX B3aUMOLENCTBUS C APYrMMU fieKapCTBEHHbIMMU
npenapaTtaMmn, UHOMBUAYaANbHOM HEMEPEHOCUMOCTU, a Takke 00 WHbIX hakTax u
obcToATeNnbCTBaX, BMUSIOWLMX HA WU3MEHEHME OTHOLLEHUS OXMOAaeMOW MNofb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUA NEKapCTBEHHbLIX MpenapaTtoB, gepxaTtenn unm
Bnagenbubl PErmcTpauMOHHbIX YOOCTOBEPEHUM JIEKAPCTBEHHbLIX MNpenapaTos,
lopuandeckme nuua, Ha MM KOTOpPbIX BbldaHbl paspelleHuMsi Ha npoBedeHue
KIMMHMYeCcKnx nccnegosaHnm B Poccurckon depepaumm, nmbo ynorHOMOYEHHble
UMK aOpyrme opugmyeckme nvua obsizaHbl MNPUHATL Mepbl, HanpaBfieHHble Ha
yCTpaHEeHMe HeraTuMBHbIX MOCMeACTBUA MNPUMEHEHUST TaKUX JeKapCTBEHHbIX
npenapaTos, NpeaynpexgeHne NPUYNHEHN Bpeaa X13HN U 340POBbH0 YerioBeka
MO0 XXMBOTHOrO, 3aLLUTY UX OT NPUMEHEHMUS TaKNX NIEKApPCTBEHHbIX NpenapaToBs, Ha
AONOSHUTENBHBLIN CcOop AaHHbIX 06 3ddeKTUBHOCTM M OE30MacHOCTU TaKux
NeKapCTBEHHbIX NpenapaTos.

6. 3a HecoobLleHe WM COKpbITUE MHAdOoPMaUUKW, NPesyCMOTPEHHOM YacTbio 3
HaCToALEW CTaTbu, AepXaTenu Unv BrnagerbLbl PerMcTPaLnoHHbIX Y40CTOBEPEHNI
NEKapPCTBEHHbIX MNpenapaTtoB, lpuandeckne nvua, Ha UMA KOTOPbIX BblOaHbI
paspelleHns Ha nMpoBeAEHNE KIMHUYECKUX UccredoBaHMn B Poccuinckon
denepauunn, MO0 YNOSIHOMOYEHHbIE UMW APYrUe opuguyeckme nvua, a Takxke
AOIPKHOCTHbIE IMua, KOTOpbIM 3Ta MHGOpMauWA cTana W3BecTHa Mo pPoay MX
npodpeccroHanbHON OeATenbHOCTU, HEeCYT OTBETCTBEHHOCTb B COOTBETCTBUMM C
3akoHopaTtenbcTBoM Poccunckon degepavmn.

7. Mpy nosy4yeHun YMoriHOMOYEHHbIM doeeparibHbiM OpraHoOM MUCMOSTHUTESNTbHOW
BflaCTM B paMKax OCYLEeCTBNeHNd UM dpapMakoHad3opa [[OoKasaTenbCTB O
HECOOTBETCTBMM JIeKapCTBEHHOIO Mnpenaparta yCTaHOBSIEHHbIM TpeboBaHUAM mnm
Npy NOSlyYeHNN UHopMaLM O HECOOTBETCTBUN AaHHbIX 06 3¢peKTUBHOCTN U O
6e3onacHOCTU NeKapCTBEHHOMO npenapata AaHHbIM O NIEKapCTBEHHOM npenapare,
coAepXalmmMcsl B MHCTPYKLUKW MO €ro NpUMEHEHMIO (B TOM YUCIIe BbiSIBIIEHHbIX B
Xo4e OcCyllecTBreHus papmMakoHag3opa KOHTPOSbHO-HAA30PHbLIMU — OpraHamum
MHOCTpPAaHHbIX rocyaapcTts), YMNOSTHOMOYEHHbI N doepepanbHbIif opraH
MCMNOSTHUTESNbHOW BIlaCTU B YCTAHOBIIEHHOM MM MOPSAKe paccMaTpuBaeT BOMNPOC O
NPUOCTaAHOBIIEHUN NPUMEHEHWS TaKOro JIeKapCTBEHHOIO npenaparTa.

(Ctatba B pepakuun, BBedeHHon B pgenctBne ¢ 1 wona 2015 ropa
dPenepanbHbIM 3akoHOM OT 22 aekabpsa 2014 rona N 429-03.

KommeHTapumn Kk ctatbe 64

CtaTtbsa 65. [lpnocraHoBNeHne NpUMeHeHUA
rieKapCcTBEHHOro npenapara
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1. Tlpn nonyyeHun vHOPMaLUN O HexernaTerlbHbIX peakunax rnpyu npuMeHeHun
NeKapCTBEHHOro npenapaTta, He YKasaHHbIX B WHCTPYKUMW MO  MPUMEHEHUIO
NEeKapCTBEHHOrO  npenaparta, CepbesHbiX HexenaTtenbHbIX — peakumnax, o6
OCODEHHOCTAX ero B3aumMoOencTBusA C OPYrMMU neKapCTBEHHbIMU Nnpernaparamu,
KOTOpble MOryT nNpeacTaBnAaTb Yrpo3y >XU3HW WM 340POBbI  4eroBeka mbo
XVBOTHOrO, a Takke O HeCcOoOTBETCTBUM [aHHbIX 00 3deKTUBHOCTM U O
6e3onacHOCTM NeKapCTBEHHOMO npenapata AaHHbIM O NIEKapCTBEHHOM Nnpenapare,
coaepXawmmMcss B  WHCTPYKUMM NO €ero TMpUMEHEHWo, B TOM 4ucre ot
YMNOTHOMOYEHHbIX  OpraHoOB  MHOCTPaHHbLIX  rocydapcTB, OOMEH  KOTOpOW
OCYLLECTBIIAETCA B COOTBETCTBUM C COMMALLEHUAMM MeXOYy YNOSTHOMOYEHHbLIM
doepepanbHbIM OpraHoOM UCTONHUTENBHOM BrACTU U YNOSTHOMOYEHHbLIMU OpraHamu
MHOCTpPaHHbIX rocygapcrTs, YMNOSTHOMOYEHHbI doegepanbHbIf opraH
NCMNOSTHUTESTbHOW BNnacTu paccmaTtpuBaeT BOMpOC o] BO3MOXHOCTU
NPUOCTaHOBIEHNA OOpalleHMsl TakKoro feKapCTBEHHOrNO npenapata B MOPsiaKe,
YCTAHOBJIEHHOM  YMOSIHOMOYEHHbIM  doefiepalribHbIM  OpraHOM  UCMOSNTHUTENbHOMN
BlacTu.

2. [lpn HEUCNONMHEHMN WM HEHaanexallemM WCMNOMHEeHUN aepxaTensaMmm unu
BlagenbLuaMmy  permcTpaumoHHbIX YOOCTOBEPEHUN JeKapCTBEHHbIX Mpernaparos,
OPUANYECKMMN NULAMKM, HA UMSI KOTOPbIX BblaHbl pa3pelleHns Ha npoBedeHue
KITMHUYecKux nccrnegosaHnm B Poccumnckon denepauunu, unm ynosIHOMOYEHHbIMU
NMKU OPYTUMW FOPUONYECKMMN NnLaMn 0653aHHOCTEN, YCTaHOBIIEHHbBIX YacTamun 3 U
4 cTatby 64 HacTodulero PegepansHOro 3akoHa, Sibo B cryyasx npencraBfieHus
COOTBETCTBYHOLLMM YMNONIHOMOYEHHbIM doeeparibHbiM OpraHoM WCMNOSTHUTESNTbHOW
BflaCTU  3aK/MOYEHUA O  HeLOCTOBEPHOCTUM  pe3ysibTaToB  KIIMHUYECKOro
nccrnegoBaHNsa NEKapCTBEHHOrO npenapata Angd MeguuUMHCKOro NpUMEHEHUs,
KOTOpOE OCHOBaHO Ha pesyrbratax M[poBEPKNU MeLULMHCKON OopraHusauum,
NPOBOAMBLLEN YKa3aHHOE KIMHWYEeCKoe WCCneaoBaHMe C HapylleHWeM npaBul
Hagnexawen KIMHUYECKOW MPaKTUKK, U MPUBENO K MOSMyYEeHUIO HeOOCTOBEpPHbIX
pesynbTatoB, M6O B Crydae HEBbINOSHEHUA MpeanucaHnst, Bbl4aHHOIO
YNOMHOMOYEHHbIM defieparibHbIM OpraHOM MCMONMHUTESNbHOM BfiaCTU MO UToram
OCYLLUECTBIIEHNA BbIOOPOYHOIrO KOHTPOSS KayecTBa JieKapCTBEHHOro npenapara,
YMNOSNMHOMOYEHHbIN hefeparnbHbI OpraH UCNOSTHUTENBLHOM BiacTU B YCTAHOBIIEHHOM
UM NopsiAKe paccMaTpuBaeT BOMPOC O MNPUOCTAHOBMEHMN MNPUMEHEHUSI TaKoro
NeKapCTBEHHOrO npenapara.

(Ctatba B pepakuun, BBegeHHon B pgenctBne ¢ 1 wmona 2015 ropa
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

KommeHTapun K ctatbe 65

Ctatbsa 66. UHcpopmauuna o pesynbTtaTtax dpapmMakoHagsopa

(HanmeHoBaHve B pefakumu, BBegeHHon B gencteue ¢ 1 mons 2015 roga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.
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YNOSTHOMOYEHHbIN doepeparnbHbIn opraH NCMNOSTHUTESTbHOW BJlacTw,
OCYLLUECTBIAIOWMIN (hapMakoHaa30p, Haxogaswmxcss B obpalwleHun B Poccumrckon
denepaumnn, nNo pesynbTatam @E@pMakoHag3opa pa3MeLlaeT Ha  CBOEM
odmumnanbHoM cante B cetu "VHTepHeT" MHgopMaumio O NPUHATBLIX PELLEHUAX O
BHECEHUN N3MEHEHNA B MHCTPYKLMIO MO NPUMEHEHNIO NIeKapCTBEHHOMO npenapara,
O MNPUOCTAHOBIEHUN TMPUMEHEHUSI NEKapCTBEHHOro npenapara, 06 M3bATUM U3
oOpalleHust nekapCTBEHHOro npenapara unm O BO30OHOBMEHUN MNPUMEHEHUS
NekapCTBEHHOro npenapara.

(Ctatba B pepakuun, BBegeHHon B pgenctBne ¢ 1 wona 2015 ropga
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.

KomMmmeHTapui K ctatbe 66

'maBa 14. UHdpopmauma o nekapCTBeHHbIX
npenapartax (ctatbu 67 - 67)

Ctatbsa 67. UHpopmaumsa o nekapCTBeHHbIX Npenaparax

1. Hdbopmauma O nekapCTBEHHbIX Mpernaparax, OTnyckaemblX Mo peuenty Ha
NeKapCTBEHHbIW npenapart, JOrmkHa CoAepXaTbCs TOMbKO B Crneumnann3npoBaHHbIX
n3gaHusax,  NpegHasHadeHHblX AN MegUUMHCKMX,  dpapMaleBTUYECKUX,
BETEPMHAPHbIX paboTHMKOB. WHGopmMaums O NekapCTBEHHbLIX npenapatax Ans
cneuymanmcToB B obnactm obpalleHUa NEeKapCTBEHHbLIX CPEACTB  MOXeT
cogepxaTbCa B MOHOrpadwmsix, CnpaBoYHMKAax, Hay4yHbIX CTaTbAX, B OOKMagax Ha
KOHrpeccax, KOHJepeHUMnsax, CUMMo3nymax, Hay4dHblX COBeTax, a TaKxe B
NMHCTPYKLMSIX MO NPUMEHEHWNIO SIEKApPCTBEHHbLIX NpenapaTos.

2. VIHdopmauma o0 nekapCTBEHHbIX npenapartax, OTnycKaemblX 0e3 peuenTta Ha
NekapCTBEHHbIN Npenapat, MOXeT codepxaTbCs B Nybnukauusx n obbsaBrneHusx
cpeacTB MaccoBOW MHGOpPMauuK, CrneunanmsmpoBaHHbIX U OBWMX neYvaTHbIX
N30aHNAX, WMHCTPYKLMSX MO MNPUMEHEHMIO JIEKAPCTBEHHbIX MpernapaToB, WHbIX
n3gaHuax CcybbekToB obpalleHusl  nekapCTBEHHbIX cpeacTtB.  PeknamHble
mMaTtepvanbl O JeKkapCTBEHHOM rpenapaTte, oTnyckaemom 6e3 peuenta Ha
NeKkapCTBEHHbIW npenaparT, 4OSPKHblI COOTBETCTBOBATbL UHCTPYKL MM MO MPUMEHEHUIO
neKkapCTBEHHOro npenapara.

3. JonyckaeTca ncnosnb3oBaHue NModbIX MaTepuarbHbIX HOCUTENEN, NO3BOMSHOLLMX
XpaHuUTb, MepedaBaTtb W UCNOMb30BaTb MHAOPMaUMIO O  JfleKapCTBEHHbIX
npenapatax 6e3 ee UCKaxeHus.

KommeHTapum Kk ctatbe 67

'maBa 14_1. OrpaHnyeHun, Hanaraemble Ha
opraHusauuu, ocywjecTensaoLwme
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AeATeNIbHOCTb N0 O0paLLeHUI0 JIeKaPCTBEHHbIX
cpenctB (ctatbu 67_1 - 67 _2)

(MTnasa gononHuternsHo BKItoveHa PeaeparnbHbiM 3aKOHOM OT 25 Hoabpa 2013
roga N 317-93)

Ctatbsa 67_1. OrpaHnyeHus, Hanaraemblie nNpu
ocyLlecTBNeHNN aeaTenbHOCTN B chepe obpaweHus
NeKapCTBEeHHbIX CpeacTB

1. OpraHumsauuy, 3aHumMarowmecss paspaboTKon, npou3BOACTBOM U (MNK)
peanu3aumnen nekapCcTBEHHbIX MpenapaTtoB Ans MeaULMHCKOro MNpUMEHEHNS,
opraHusauun, obrnagaroume npaBaMmm Ha UCNOMb30BaHME TOProBOro HaMMEHOBAHMS
NEKapCTBEHHOro npenaparta And MeOWUWMHCKOro MNPUMEHEHUsI, opraHuM3auumm
ONTOBOW TOProBfM JIEKapCTBEHHbIMWU CpeacTBaMu, anTeyHble opraHmsauumn (Mx
npeacTaBUTENN, UHble M3NYECKME U IOPUANYECKME NULA, OCYLLECTBASOWLME CBOKO
OeATeNbHOCTb OT WMMEHW 3TUX OpraHM3auun) B OTHOLLEHUM MeLULIMHCKUX
paboTHMKOB U pyKoBoOAUTENEN MEAULNMHCKNX OpraHn3aL i He Bnpase:

1) BpyyaTb MoAdapKku, BbiNnadYMBaTb [OEHEXHble CpeacTBa (3a WUCKMHYEHMEM
BO3HarpaXxgeHun no [oroBopam Mpu MNPOBEAEHWMM KITMHUYECKUX WUCCIieaoBaHWUi
NeKapCTBEHHbIX MpenapaTtoB AN MeAULUHCKOTO MPUMEHEHUS!, BO3HarpaXxkaeHuin,
CBSI3@HHbIX C OCYLLECTBIIEHMEM MEOULMHCKUM pPabOTHUKOM Medarormdeckon u
(Mnn) HaydHOM OEeATenbHOCTU), B TOM YMUCIEe OnayvMBaTb pPa3BrieYeHusi, OTAbIX,
npoe3d K MecTy OTAblXa, a TaKxe MNPUBIIEKaTb K y4acTUIO B pasBriekaTerbHbIX
MepOoNpUATUSAX, NPOBOAMMbIX 32 CHET CBOUX CPEACTB;

2) 3akmoyaTb COrMMalleHMsl O HasHa4YeHUM WM pekoMeHgauuvM naumneHTam
NeKapCTBEHHbIX NpenapaTtoB ANs MeAULMHCKOro MPUMMEHEHUs (3a UCKIHYEHMEM
OOrOBOPOB O MPOBEAEHUMN  KIIMHUYECKUX  UCCRedoBaHUM  NeKapCTBEHHbIX
npenapaToB ANs MeULMHCKOro NpUMEHeEHUs);

3) npepocTaBnATb 00pasubl NEKApPCTBEHHbLIX MNpenapaTtoB ANs MeaULMHCKOro
NPUMEHEHUS B LeNsiX BpydYeHus NaumeHTam (3a UCKIYEHEM CIy4YaeB, CBSA3aHHbIX
C NpoBeOEeHNEM KITMHUYECKMX WCCINELOBaHWIA NEeKapCTBEHHbIX MpenapaTtoB AOnis
MEeOULMHCKOrO NPUMEHEHNS);

4) npenocTaBnAaTb HEOOCTOBEPHYHO UM (UNKM)  HEMNOSHYK  MHGopmaumio o
nekapcTBEHHbIX Npenapartax Ans MeanuMHCKOro NPUMEHEHNS;
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5) nocelatb Ux B paboyvee BpemMs Ha paboymx MecTax, 3a UCKIOYEHUEM CIy4aEeB,
CBSAA3@HHbIX C MpPOBEOEHMEM  KITMHUYECKUX WUCCredoBaHUM  NeKapCTBEHHbIX
npenapatoB Ansd MeOWUWHCKOro MpUMEHeHusi, C YydacTmeMm B NOpsgkKe,
YCTaQHOBMEHHOM pPYKOBOAUTENEM MEOMUMHCKON oOpraHu3auum, B cobpaHusax
MeLULMHCKMX PabOTHUKOB U MHbLIX MEPOMNPUATUAX, HanpaBsfieHHbIX Ha NOBbILLEHNE
MX NpoheCCnoHaribHOro YpoBHS UM Ha nNpefocTaBlieHne nHopMaLnmn, CBA3aHHON
C OCYLLECTBIIEHNEM MOHUTOPUHIa 6€e30NacHOCTN fleKapCTBEHHbIX NPenapaTos;

6) noGyxnaTb K BbINMCbIBAHUIO JNIEKAPCTBEHHbIX NpenapaTtoB AnA MeOWLMHCKOro
NPUMEHEHU Ha OGnaHkax, coAepXalmx MHAOPMAaLMIO PeKiaMHOro xapakTepa, a
TaKXe Ha peLenTypHbIX OraHkax, Ha KOTOpbIX 3apaHee HanevyaTaHo HanMeHOoBaHue
NeKkapCcTBEHHOro npenapatTa Ans MeauLHCKOro NpUMeHeHus.

2. OpraHnsaumm, ykasaHHble B ab3aue nepBoM Yactu 1 HacToswen cTatbu, U UX
npeacTaBUTENN B OTHOLLEHUWM dbapMaleBTMYECKMX pabOTHUKOB U pyKOBOAUTENEN
anTeYHblX OpraHM3auum He Bnpase:

1) Bpy4daTb NoAdapKu, Bblfnyiad4mnBaTb AE€HEXHbIE CpeaCcTBa, B TOM HNCIIE OrJiavymnBaTb
pa3BliedeHnd, OTAblX, npoe3aq K MeCTy OTAbiXa, W TpuBJriekatb K y4aCTuio B
pasBriekaTesibHbIX MEPONPUATUAX, NPoBOoANMbIX 3a CHET CBOUX CPECTB,

2) npegocTaBnaTb 00pasubl JIEKAPCTBEHHbIX NpPenapaTtoB AN MeauLMHCKOro
NPUMEHEHUS ANsi BPYYEeHUs1 HACENEHWIO;

3) 3aknoyaTb CcorMalleHuss O MNpPensioKeHUM HaCerieHUo  OnpeaerneHHbIX
nekapCTBEHHbIX NpenapaToB Asl MeaULMHCKOIO NMPUMEHEHUS;

4) nNpemocTaBnATb HEOOCTOBEPHYID W (MNM)  HEMOMHYH  MHopmauuio o

NeKapCTBEHHbIX Mpenapatax Ansa MeOUUMHCKOrO MPUMEHEHWUs, B TOM 4ucre

NMEILLIMX OANHAKOBOE MeXOyHapo4HOe HenaTeHTOBaHHOe HaMMeHOBaHMe.
KommeHTapum k ctatbe 67_1

CtaTbs 67_2. TpeboBaHMA K opraHusaumm n npoBeaeHuro
Hay4HbIX MEPONPUATUN, UHbIX MEPONPUATUN,
HanpaBneHHbIX Ha NoBbiWeHue npodeccnoHarnbHOro
YPOBHSA MEOULUHCKMUX PAaOOTHMKOB UMM Ha
npegocrtaBneHue uHpopmaummn, CBA3aHHOMU C
ocywecTBNeHneM MOHUTOPUHra 6e3onacHOCTHU fnekK
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1. [pn npoBeaeHUN Hay4YHbIX MEPOTPUATUIN, UHBIX MEPONPUATUIA, HaNpPaBsieHHbIX Ha
NOBbILLEHNE MPOGECCUOHANBHOMO YPOBHA MEOULMHCKMX pPabOTHUKOB WM Ha
npeaocTaBlfieHNe CBSA3aHHOM C  OCYLUECTBIIEHMEM MOHUTOPMHra ©e30nacHOCTU
NEeKapCTBEHHbIX MpernapaTtoB  MHGOPMaUUK, OpraHn3yemMblX OpraHusaunamu,
yKkasaHHbiMW B ab3aue nepBomM Yactu 1 ctatbun 67_1 HacTosauwero PegepansHoro
3aKOHa, uUX npegcraBuTens Mn N (UM) (PUHAHCUPYEMbIX 3a CYeT CpencTB 3TUX
opraHusauunm u ux npegcraBuTesien, 3arnpeLiaeTca npensaTcTBOBaTb Yy4acTuUo B
YKa3aHHbIX MEpPONpPUATUAX WHbIX OpraHu3auun, KOoTopble MPOM3BOOAT WU
peanu3yloT JieKapCTBEHHble npenapaTtbl AN MeOULMHCKOrO NPUMEHEHUS CO
CXOXMM  MEXaHM3MOM  (papMakosfiorm4eckoro gencteusi, nmbo co3gaBaTb
AVCKPUMUHALMOHHBIE YCITOBUA ONS O4HUX YYACTHUKOB MO CPaBHEHUIO C APYruMu
y4yacTHUKaMU, a MMEHHO:

1) npegocTaBnATb  Pas3fMHMHOE  KOMMYECTBO BPEMEHW AOfS  BbICTYMSEHUN
YYaCTHUKOB, pasfiMdHble N0 pas3Mepy 3aHMMaemou nrowaanm Mecta [Agns
AeMOHCTpauum o6pas3LoB JleKapCTBEHHbIX npenapaTtoB Ans  MeauLMHCKOro
NPUMEHEHUST UM PeKSTaMHbIX MaTepuasrioB O JeKapCTBEHHbIX Mpernapartax nnid
MEANLMHCKOrO NMPUMEHEHNA Ha 3KCMO3ULMAX, CTeHOaxX, 3a UCKITIOYEHVEM Crly4YaeB,
€CIM Takue YCriOBMS 3aKpensieHbl B COMMaleHnax 3TUX opraHmsauum, ux
npeacTasuTenen o MHaHCUPOBAHMM YKa3aHHbIX MepOonpuATUN U OOYCIOBMEHDI
pasfIMYHbIMK 3aTpaTamMmn y4aCTHUKOB Ha X OpraHn3aLuio;

2) ycTaHaBnMBaTb pasMep B3HOCa ANSl YYACTHUKOB MEPOMNPUSATUN, yKasaHHbIX B
ab3aLe NepBOM HaCTOSILLEN YacTW, NPEBLILLAIOLLMIA CYMMY 3aTpaT Ha opraHu3auuto
yKa3aHHbIX MeponpuaTUiA U BeayLmii K HEOGOCHOBAHHOMY OFpaHMYEHU0 Yncna KX
YYaCTHUKOB.

2. OpraHunsauuu, ykasaHHble B ab3aue nepBom Yactu 1 ctatbu 67_1 HacTosauwlero
denepanbHOro 3akoHa, MX npeacTaBUTENKW, OCYLUECTBASIOLWME OpraHusauuio u
(VM) domHaHCMpOBaHME MEpPONPUATUN, YKa3aHHbIX B YacTu 1 HacTodAwen CTaTbw,
oba3aHbl obecneumBatb AOCTyn K wHGOpPMauuuM O [ate, MecTe U BPEMEHMU
NpOBEeAEHNS  YKasaHHbIX MepPonpuUsTUA, nraHax, nporpaMmmax MpoBeLEHNS
yKasaHHbIX MEPONPUATUA N TeMax, NMiaHMpyeMbIX N5l PaCCMOTPEHUS, COCTaBe UX
YYaCTHMKOB MNyTEM pPa3MELLEHNs COOTBETCTBYIOLLEN MHGOPMaUUM Ha CBOMUX
odmumanbHbIX canTax B cetn "MIHTepHeT" He no3gHee OBYX MecsueB 00 Havana
NpoBeAeHNs yKazaHHbIX MEPONPUATUIA.

3. NHdpopmaumna o npoBefeHnn MeporpusTUA, YKasaHHbIX B YacTu 1 HacTodulen

CTaTbW, B CPOK, YCTAHOBSEHHbIA YacTbio 2 HACTOALLEN CTaTbW, AOSPKHA OblTb

HanpaerieHa B begeparnbHbii OpraH WCMOSHUTENBHOM BflaCTU, OCYLLECTBISIOLLNINA

JOyHKL MM MO KOHTPOJSO U HAA30pYy B cdpepe 34paBOOXpaHEHNA, Ans nocrieqyroLwero

pasMeLLeHNda ee Ha ouLmansHOM canTe 3TOoro opraHa B cetu "MIHTepHeT".
KommeHTapumn K ctatbe 67_2

(naBa 15. OTBeTCTBEHHOCTb 3a HapyLleHue
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3akoHogaTenbcTBa Poccunckoun ®epepaumnm
npu odopaweHumn neKapcTBeHHbIX CPeacTB U
BO3MelleHMe Bpeaa, NPUYNHEHHOro
300pOBbLIO FrpaXaaH BCcrneacTtesme NpMMeHeHus
rieKapCTBEeHHbIX npenapartoB (ctatbu 68 - 69)

Ctatbsa 68. OTBeTCTBEHHOCTb 3a HapyLUeHUe
3akoHogatenbcTBa Poccunckon ®engepauum npu
oOpaLleHMn neKkapcTBeHHbIX CpeacTB

1. HapyweHue 3akoHogatensctBa Poccuiickon depepaumm npu  obpalieHum
NEKapCTBEHHbIX CPeacTB BrievyeT 3a cobom OTBETCTBEHHOCTb B COOTBETCTBUM C
3aKkoHopaTtenbcTBoM Poccunrckon degepavmn.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 mona 2015 roga PenepanbHbIiM
3akoHOM oT 22 aekabpsa 2014 rona N 429-93.

2. 3a HenpegcTtasreHne uWHGoOpMauuMnM u  (UK) LaHHbIX, NPEeSYCMOTPEHHbIX
HacTosumm  ®defeparnbHbiM  3aKOHOM, CYObeKTbl obpalleHust nekapCTBEHHbIX
cpeacTB  HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATESNlbCTBOM
Poccuinckon denepaumn.

(YacTb gononHutensHoO BkItodeHa ¢ 1 uonsa 2015 roga PenepanbHbIM 3aKOHOM
o1 22 fekabpsa 2014 roga N 429-93)

KommeHTapumn K ctatbe 68

Ctatbsa 69. Bo3meweHune Bpeaa, NPMYNHEHHOIo 300POBbLIO
rpaxgaH Bcneaocrteme NPUMEHeHUA NieKapCTBEeHHbIX
npenapaTos

1. TMpousBoauTenb rnekapCcTBEHHOro npenapata o6s3aH BO3MeCTUTbL Bpen,
MPUYMHEHHBI 3[0POBbI0 paXkaaH BCNeacTBME MPUMEHEHUS NEKapCTBEHHOro
npenapara, ecrnv 4oKa3aHo, YTo:

1) nekapCTBEHHbIA npenapaT MPUMEHSNCSA MO Ha3Ha4YeHU0 B COOTBETCTBUM C
MHCTPYKLUMEN MO MPUMEHEHUIO NeKapCTBEHHOrO npenapata W npuYvHOM Bpeaa
SIBANCS BBOA B rpaXaaHCKMA 0OOpOT HeaobpoKayecTBEHHOro reKapCTBEHHOro
npenapara;

2) Bpeg 300pOBbK  MNPUYMHEH BCREACTBME HEeLOCTOBEpPHOM MHGOopMauuu,
coAepXallenca B MHCTPYKUMW MO TMPUMEHEHUIO JIeKapCTBEHHOro npenapara,
n3gaHHOM NPON3BOLUTENIEM NIEKapPCTBEHHOMO Npenapara.
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2. B cnyyae, ecnun Bpea 3400pOBbHO rpaXaaH MpUYUHEH BCReacTBUE NPUMEHEHUS
nekapcTBEHHOro npenapara, npulleLlero B HeroqHOCTb B pesysibTaTe HapyLUeHUs
NpaBui  XpaHEHUA JNEeKapCTBEHHbLIX CPeACTB, MNpaBuil  OMTOBOWM  TOProBnuv
NekapCcTBEHHbIMM MNpenapaTtamu, npaBui OTMYCKa JIeKapCTBEHHbLIX MpenapaTos,
NpaBui N3rOTOBMEHNA M OTMYyCKa JIeKapCTBEHHbIX NpenapaToB, BO3MELLEHWe Bpeaa
OCYLLIeCTBNAETCH COOTBETCTBEHHO opraHusaumen ONnTOBOW TOProsnm
NeKapCTBEHHbIMM  CcpeacTBaMu, anTe4yHOM opraHusauven, wuHaMBUAYyanbHbIM
npeanpuHUMaTenemM, MMELLMMUN FIMLLEH3UIO HA ddapMaLLeBTUYECKYIO AeATENTbHOCTb
WA NIMLEH3UI0 Ha MEeOUMLMHCKYI OeATenbHOCTb, MEeOULMHCKOW opraHu3auunen,
NMEKLWEeN NMUEH3NI0 Ha hapMaueBTUYECKYD OeATEeNbHOCThL (ee 060CObnNEHHbIM
noapasgeneHvem (amoynatopuen, denbillepCkuMm U enbLepcKo-aKyLwepcKkum
NyHKTaMn, LeHTpoM (oTaerneHvem) obuwen BpadebHoW (CemMenHoW) npakTUKn),
pacrnonioXXeHHbIM B CEflbCKOM HacCesfleHHOM MyHKTe, B KOTOPOM OTCYTCTBYET
anTedHaa opraHuMsauusl), OONyCTUBLLUMMKW  Mpodaxy WM OTMYCK  Takoro
nekapcTBEHHOro npenapara.

(YacTb B pepakuuun, BBeaeHHoOW B AencTteue PenepanbHbiM 3aKOHOM OT 25
HoA6ps 2013 roga N 317-93.

3. BoasmelweHne Bpena, MPUYUHEHHONO 340POBbLID rpaxnoaH BCrieacTeue
NPUMEHEHUST JIEKapPCTBEHHbIX MpenapaTtoB WM COBEPLUEHUS NPOTUBOMNPAaBHbLIX
AencTBun cybbekTamm obpalleHnst NieKapCTBEHHbIX CPeACTB, OCYLLUECTBNSETCS B
COOTBETCTBUM C 3akoHoaaTenscTBoM Poccurckon degepavmn.

KommeHTapun K ctatbe 69

FnaBa 16. 3aknounTenbHbIe NONMOXEeHUA
(ctatbn 70 - 71)

CtaTtbsa 70. O npu3HaHUM yTpaTUBLUMMU CUNY OTAENbHbIX
3aKoHoAaTeNbHbIX aKTOB (MONOXEeHUU 3aKoHoAAaTe NMbHbIX
akToB) Poccunckon ®enepauyun

MpusHaTb yTpaTUBLUMMU CURY:

1) ®enepanbHblni 3akoH OT 22 moHa 1998 roga N 86-P3 "O nekapCTBEHHbIX
cpeactBax” (CobpaHune 3akoHogatensctBa Poccunckon denepaumm, 1998, N 26,
c1.3006);

2) ®enepanbHblt 3akoH oT 2 aHuBaps 2000 roga N 5-93 "O BHeCceHUU U3MEHEHUS U
gononHeHn B PefepanbHbld 3akoH "O nekapcTBeHHbIX cpeactBax” (CobpaHue
3akoHogartenbctBa Poccuickon ®enepauum, 2000, N 2, cT.126);
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3 )cTtatblo 40 PepepancHoro 3akoHa oT 10 aHBaps 2003 roga N 15-¢3 "O
BHECEHNN W3MEHEHWW W [OOMOMHEHWN B HEKOTOPbIE 3aKOHOA4ATEMbHbIE aKThbl
Poccuiickon ®defepauunm B cBA3N € npuHatvem PepepanbHoro 3akoHa "O
ML EH3NPOoBaHUN oTAernbHbIX BUOOB gedarensHocTn" (CobpaHue
3akoHogartenbctBa Poccuickon enepauum, 2003, N 2, cT.167);

4) ctatbto 31 PenepansHoro 3akoHa ot 30 utoHa 2003 roga N 86-93 "O BHeceHuu
M3MEHEHUN W OOMOSIHEHUWA B HEKOTOPbIE 3akoHoAaTelbHble akTbl Poccumnckomn
denepaumm, NpU3HaHUN YTPaTUBLUMMWU CUIY OTAENbHbIX 3aKOHOAATENbHbIX aKTOB
Poccunckon dPenepauun, npeaocTaBleHUN OTAEMNbHbIX rApaHTUN _COTPYAHUKAM
OpPraHoB BHYTPEHHUX AErl, OpraHoB MO KOHTPOSO 3a 00O0pPOTOM HapKOTUYECKMX
CpPeacTB M NCUXOTPOMHbIX BELIECTB W ynpasgHAeMblx deaepanbHbiX  OpraHoB
HaNoOroBoW MOSIULIMM B CBSA3M C OCYLIECTBIIEHMEM MEpP MO COBEPLLUEHCTBOBAHUIO
rocygapctBeHHoro ynpasrenuns" (CobpaHve 3akoHogatenbctBa Poccumnckom
®enepauuu, 2003, N 27, c1.2700);

5)crtarbto 101 denepancHoro 3akoHa oT 22 asrycta 2004 roga N 122-03 "O
BHECEHUN WU3MEHEHUW B 3aKoHodaTeslbHble akTbl Poccunckon Pegepaumm u
NPU3HAHUN YTPaATUBLUMMU CUIMNY HEKOTOPbIX 3aKOHOOATElNbHbIX akTOB PoccumcKkom
denepalmm B CBA3N C NpUHATUEM ddeaeparbHbiX 3aKOoHOB "O BHECEHUN U3MEHEHUI
n_gononHeHnn B PenepanbHbin _3akoH "O6  obumx npuHLMNax opraHu3auiunm
3aKoHoOaTenNbHbIX (NpeacTaBUTENbHbIX) n NCNOJHUTENbHbIX opraHoB
rocygapcTBeHHOM Bnactu cybbektoB Poccunckon Pegepaummn” n "O6 obLumx
NPUHLIMNAX OpraHu3aLum MecTHOro camoynpasneHnss B Poccumckon Penepaunmn'
(Cobpanue 3akoHogaTenbcTBa Poccumnckon denepaumm, 2004, N 35, c¢1.3607);

6 ) cTtatbto 28 PepepanbHoro 3akoHa oT 18 gekabpsa 2006 roga N 231-93 "O
BBEeEHUN B [EeNCTBME YacTu 4veTBepTon [pakaaHCKoro kopekca Poccumrckon
®Penepaumnn” (CobpaHne 3akoHogatensctBa Poccuinckon deaepaumm, 2006, N 52,
CT.5497).

KommeHTapum k ctatbe 70

CrtaTtbsa 71. BcTynneHue B cusy HacTosLWwero
PenepanbLHOro sakoHa

1. Hactosiumin ®epepanbHbii 3akoH BCTynaeT B cuny ¢ 1 ceHTabpsa 2010 roga.

2. JlekapcTBeHHble cpenCcTBa, 3aperMcTpypoBaHHbie 0O OHA BCTYMMEHUS B CUIy
HacTosilwero PenepanbHOro 3akoHa, noasnexar BKMOYEHUK B roCyaapCTBEHHbIE
peEEeCTpbl NeKapCTBEHHbIX CPEACTB C BHECEHMEM YKadaHHbIX B Yactun 1 ctatbn 33
HacTosiwero PenepanbHOro 3akoHa cBeAeHuUn 06 3TUX NeKapCTBEHHbIX CpeacTBax
6e3 npoxoxaoeHuss  BHOBb  Mpouenypbl  rocygapCTBEHHOM  perncTpauunm
NeKapCTBEHHbIX NpenapaTos.
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3. NocynapcTBeHHas perncTpauus nekapcTBEHHbIX NpenapaToB, 3a UCKITIOYEHNEM
NeKapCTBEHHbIX NpenapaToB Afsi MegULIMHCKOro NPUMEHEHNS, NpeacTaBeHHbIX Ha
yKasaHHYy0 permctTpauuio 0O OHS BCTYNNeHua B cuny HacTosiwero degepansHOro
3aKOHa, OCYLLECTBNSETCS B COOTBETCTBMM C HacTosawmMm deaeparnbHbiM 3aKOHOM
Ha OCHOBaHWWN OOKYMEHTOB W1 AaHHbIX, NPeACTaBfeHHbIX 40 OHS BCTYMNNAEHUSA B CUMY
HacTosiwero degepansHOro 3akoHa (4acTb gononHeHa ¢ 26 oktabpsa 2010 roga
PenepanbHbiM 3akoHoM OT 11 okTa6pa 2010 roga N 271-P3.

3 1. TocygapCTBeHHas perucTpauusi JieKapCTBEHHbIX MpenapatoB  Anis
MEAULMHCKOro NpUMEHEHUS, NPeaCTaBIEHHbIX HA rOCY4apCTBEHHYIO perncTpaumio
A0 [OHA BCTyrSieHMa B cunly  Hactodwero ®PeneparnbHOro  3akoHa, U
rocygapCTBEeHHasa perncTpaums fneKkapCTBEHHbIX npenapaTtoB AN MeOULMHCKOro
NPUMEHEHUS, NPeaCTaBNEHHbIX Ha 9KCNEepTU3y NeKapCTBEHHbIX CPeacTB L0 LHA
BCTYMNIEHUsS B cury HacTtosdwwero ®efepanbHOro 3akoHa B LeNdx Ux rnocriegyroLlen
rocygapCTBEHHOW pernctpaumm, OCYLLECTBISKOTCA Ha OCHOBAHUW [OKYMEHTOB WU
AaHHbIX, NPeAcTaBsieHHbIX 00 OHA BCTYMNNeHUs B cuny Hactosiwero ®eneparnbHOro
3aKOHa, a Takxe 3asiBrieHUss O rocy4apCTBEHHOM pernctpaumm JieKapCTBEHHOro
npenapara, nNpeacTaBfeHHOro NPou3BoAUTENEM JIEKapCTBEHHbLIX NpenapaTtoB uUnm
YNONIHOMOYEHHbIM UM JIMLOM B COOTBETCTBUM C Hactodawmm deneparnbHbIM
3aKOHOM B YMOJSIHOMOYEHHbIN drefiepalribHbIM OpraH UCMONHUTENbLHOM BriacTu 0 1
mapta 2011 roga, ©e3 TpeboBaHMA ynnatbl rocy4apCTBEHHOM MOLINHGI,
npegycMOTPeHHON 3akoHogartenbsctBoM Poccunckon depepaumm O Harorax Wy
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 nekabpsa 2010 roga PegepanbHbiM 3akoHOM OT 29 Hoabpa 2010 roga N 313-
D3, pacnpocTpaHseTcsl Ha NPaBOOTHOLLEHUS!, BO3HUKLLME ¢ 1 ceHTabpa 2010 roga.
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3_2. lNoaTteepxaeHe rocyagapCTBEHHOW perncTpaumm nekapCTBEHHbIX NpenapaTos
aAns  MeAUMUMHCKOro MNPUMEHEHUs!, MNPEeACTaBMEHHbIX AN NOATBEPXOEHUS
rocygapCTBEHHOW perucTpaumm OO [OHA BCTYMNIEHUA B CUIly HACTOALUEro
depepanbHOro 3akoHa, W MOATBEPXOEHWE rOCyLapCTBEHHOW perncTpauuu
NeKapCTBEHHbIX NpenapaTtoB 4S9 MEAULMHCKOro NpUMEHEHNs, NpeacTaBEHHbIX Ha
9KCMepTn3y JeKapCTBEHHbIX CPeACTB [0 OHA BCTYMJIEHUMA B CUIy HacTOSALLEro
depepanbHOro  3akoHa B Uenax — nocriegylowero  nogTtBepXaeHus  Ux
rocygapCTBEHHOW perncTpaumm, OCYLLECTBIAKTCA Ha OCHOBAHUW [OKYMEHTOB WU
AaHHbIX, NPeAcTaBsieHHbIX 00 OHA BCTYMNNEHUs B cuny Hactosiwero ®eneparnbHOro
3aKOHa, a Takxe 3adBfieHnd O MNOoATBEpPXOEeHUM roCyOapCTBEHHOW perncTpauum
NEKapCTBEHHOrO npenaparta, NpeacTaBfieHHOro NMPoOM3BOAUTENEM NEKapPCTBEHHbIX
npenapaTtoB WM YMNOSIHOMOYEHHbIM MM JIMLOM B COOTBETCTBMM C HACTOALMM
d®epeparnbHbIM 3aKOHOM B YNONTHOMOYEHHBIV (hefieparibHbIN OpraH UCMNOSTHUTENTbHOW
Bnactm go 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaTbl rocygapCTBEHHOW
MOLLTNHLI, NPefyCMOTPEeHHOM 3akoHopaTernbcTBoM Poccunckon Pepepaumm o
Harnorax u cbopax (4acTb OOMONHUTENbHO BKMOYeHa C 26 okTsadbpa 2010 roga
denepanbHbiM _3akoHoM OT 11 okTabpsa 2010 roga N 271-93; B pegakuuu,
BBeaeHHon B gencteme ¢ 3 aekabps 2010 roga PegepanbHbiM 3aKOHOM OT 29
HoA6ps 2010 roga N 313-93, pacnpocTpaHAETCa Ha NPaBOOTHOLLEHUS, BO3HUKLLNE
c 1 ceHTs6psa 2010 roga.

3_3. lNpunHATHe pelleHnss 0 BHECEHUN U3MEHEHUN B AOKYMEHTbI, cofepXalmecs B
permcTpaumMoHHOM OOCbe Ha 3aperncTpMpoOBaHHbLIN JNTleKapCTBEHHbIN npenapar ans
MEOULMHCKOIO MPUMEHEHUS W NpeLCTaBfieHHble 0O OHA BCTYNSIEHUA B CUNy
HacTosLwero ®eaepanbHOro 3akoHa, U NMPUHATME PELLEHNS O BHECEHUN N3MEHEHUN
B JOKYMEHTbI, COAepXalpmecs B perMcTpauMoOHHOM LOCbe Ha 3aperMcTppOBaHHbIN
NeKapCTBEHHbIN npenapart And MeauunHCKOro npuMeHeHNa 1 npeacraBnieHHble Ha
9KCMepTn3y JeKapCTBEHHbIX CPeACTB [0 OHA BCTYMJIEHUS B CUIy HacTOSALLEro
depepanbHOro 3akoHa, OCYLLECTBIIAKOTCA Ha OCHOBaHWM [OKYMEHTOB W [aHHbIX,
npencTaBfieHHbIX 40 OHA BCTYNNEHNS B CUy HacToswero ®enepanbHoro 3akoHa, a
TaKkXe 3asBfieHNs O BHECEHUM W3MEHEHUA B [OKYMEHTbI, cogepXalwmeca B
permcTpaumMoHHOM OOCbe Ha 3aperncTpMpOBaHHbLIN JNTEeKapCTBEHHbIN npenapar ans
MEOMLMHCKOro NMpUMEHEHN, NpeacTaBfieHHOro NPou3BoAUTENIEM JleKapCTBEHHbIX
npenapaTtoB WM YMNOSIHOMOYEHHbIM MM JIMLOM B COOTBETCTBMM C HACTOALLMM
®epeparnbHbIM 3aKOHOM B YNONTHOMOYEHHbBIN dhefieparibHbIN OpraH UCMNOSTHUTENTbHOW
Bnactm go 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaTbl rocygapCTBEHHOW
MOLLTNHLI, MNPefyCMOTPEeHHOM 3akoHopaTernbcTBoM Poccunckon Pepepaumm o
Harnorax u cbopax (4acTb OOMONHUTENbHO BKMOYeHa C 26 okTsadbpa 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 313-93, pacnpoCcTpaHAETCA Ha NPaBOOTHOLLEHUS, BO3HUKLLNE
c 1 ceHTa6psa 2010 roga.
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3 4. Bblgada paspeleHMn Ha npoBefeHUe  KIMHUYECKUX  UCCriedoBaHUn
NEKapPCTBEHHbIX MNpernapaTtoB Afs MeOUUMHCKOrO NPUMEHEHUsT MO 3asdBIIEHUsIM,
nogaHHbIM 40 OHA BCTYMNSEHNA B cury HacToswwero ®efeparnbHOro 3akoHa, a Takxke
No 3asBfieHNsIM, MOAaHHbIM TMOCfe [OHA BCTYNJIEHWA B CWITy HACTOALLEro
depepanbHOro 3akOHa Ha OCHOBaHUM JKCMepTu3, MNPOBEAEHHbIX OO0 AOHS
BCTYNreHuss B cuny Hactodwero ®denepanbHOro 3akoHa, OCYLIECTBIIAETCA B
COOTBETCTBUMN C HacTosaumm PeneparnbHbiM 3aKOHOM Ha OCHOBaHUW OKYMEHTOB U
OaHHbIX, NPEenCTaBfEHHbIX WM MNOMYyYEHHbIX OO0 [AHA BCTYMMEHUS B Cuny
HacTosiwero ®PenepanbHOr0O 3akoHa, a Takke Ha  OCHOBAHWUM  KOMuUuU
npeaBapuUTeNibHOrO gorosopa 0643aTenbHOro CTPaxoOBaHUSA XU3HW, 300POBbS
NauyMeHToB, Yy4acTBYOLMX B KIMHWYECKOM UCCIedOBaHUN  JIEKapCTBEHHOMO
npenapata Ans MeauuMHCKOro NPUMEHEHUS, UMK Konun gorosopa obsa3aTenbHOro
CTpaxoBaHWA XM3HW, 300pPOBbA MALUMEHTOB, Y4acTBYOLWMX B KIIMHUYECKOM
nccregoBaHMM NeKkapCTBEHHOro npenapaTta and MeguumMHCKOro NpUMeHeHus1, Nbo
npeacTaBfieHHON KOMUK OOoroBopa ob0A3aTenbHOro CTpaxoBaHWs, 3aKIOYEHHOro B
COOTBETCTBUM C TUMOBLIMW NpaBunamm obsa3aTenbHOro CTpaxoBaHUs, C yKasaHUEM
npegensHoM  YUCNEHHOCTU  NauMeHToB,  Y4aCTBYOWMX B KIMHUYECKOM
nccregoBaHMM NeKapCTBEHHOro npenapara ans MeQUUMHCKOro NpuMeHeHust, 6e3
TpeboBaHus ynnarbl rocygapCTBEHHOM NOLLMHbI, npegycMoTpeHHOM
3akoHogartensctBoMm Poccuinckon depepaumm o0 Hanorax u cbopax (4acTb
AOMONHUTENBHO BKMoYeHa ¢ 26 okTsa6ps 2010 roga PenepanbHbiM 3aKOHOM OT 11
okTa6psa 2010 roga N 271-93; B pegakuun, BBeOAEHHOW B AenUcTBme ¢ 3 aekabps
2010 ropa PenepanbHbiM _3akOHOM 0T 29 Hos6pa 2010 roga N 313-93,
pacrnpocTpaHsaeTcsa Ha NPaBOOTHOLLEHUS, BO3HUKLLME ¢ 1 ceHTAbpsa 2010 roga.

3_5. 3aperMcTpupoBaHHble B MHOCTPaAHHOW BankoTe OO0 OHS BCTYNSIEHUS B CUIy
HacTosiwero degepanbHOro 3akoHa npeferbHbie OTNYCKHble LeHbl MHOCTPaHHbIX
npousBoauUTENen Ha IeKapCTBEHHble MpenapaTtbl, BKIKOYEHHble B MNepeyvYeHb
XWU3HEHHO HEOBXOAUMbIX U BaXXHEWMLUMX NEKapCTBEHHbIX MpenapatoB, nogsnexat
nepecyety B pybnm no kypcy LleHTpanbHoro 6aHka Poccunckon depepaumnmn Ha
aaTty, ycTaHoBneHHytwo [lpaButenbctBoM Poccumnckon ®depnepaummn, 6e3
npencTaBrieHNa 3asiBfieHNss O MepecyeTe LeHbl C BHECEHMEM COOTBETCTBYHOLLMX
M3MEHEHNUA B TOCYLAPCTBEHHbIM peecTp npedesibHbIX  OTMYCKHbIX  LeH
npousBoauTENen Ha IeKapCTBEHHble MpenapaTtbl, BKIKOYEHHble B MNepeyvYeHb
XWU3HEHHO HEOBXOOMMbIX W BaXHEWLWMX JieKapCTBEHHbIX MpenapaTtoB (4acTb
AOMONHUTENBbHO BKMoYeHa ¢ 26 okTsabps 2010 roga PenepanbHbiM 3aKkOHOM OT 11
okTa6pa 2010 roga N 271-93).
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3_6. 3apermcTpupoBaHHble 0O OHS BCTYNNEHUs B cuny HacToswwero ®enepansHoro
3aKoHa npedesfibHble  OTMNYCKHblE LiEeHbl POCCUUCKUMX MNPOM3BOAUTENEN Ha
nekapcTBEHHble nNpenapatbl, BKIOYEHHbIE B NepeyYeHb XU3HEHHO HEOBXOOMMbIX U
BaXKHENLLUMX NEKAPCTBEHHbIX NpenapaTtoB, nognexat nHaekcauumm ¢ 1 Hoabps 2010
roga wucxogs U3 NPOrHO3MPYeMoro  YPOBHA  UHAAULMKM,  YCTaAHOBIIEHHOIO
denepanbHbiM 3akoHOM OT 2 aekabpa 2009 roga N 308-03 "O denepansHom
6rogpxete Ha 2010 roa v Ha nnaHoBbln nepuon 2011 n 2012 rogos" Ha 2011 roa
(4acTb AONONHUTENBLHO BKItoYeHa ¢ 26 okTs6psa 2010 roga PegepanbHblM 3aKOHOM
ot 11 okTa6ps 2010 roga N 271-D3).

3 7. lNocne 1 mapta 2011 roga He ponyckawTCA MNPOU3BOLACTBO U BBO3 B
Poccuinckyto denepaumnio  neKapCTBEHHbIX MNpenapatoB B yNakoBKax C
MapKUPOBKOW, KOTopas Oblfia HaHeceHa OO0 AHS BCTYMNSIEHUA B CUIYy HACTOSLLEro
depnepansbHOro 3akoHa. Mo uctevyeHnn ykasaHHOro cpoka faHHble fieKapCTBEHHbIEe
npenapaTbl MOryT OTMYCKaTbCS, pean3oBbIBaTbCS, NepeaBaTbCs U NPUMEHSTHCS
A0 UCTEYEHMUS X CpOoKa roaHOCTM.

(YacTb gononHuTensHO BKkItodeHa ¢ 26 okTabps 2010 roga PegepanbHbiv
3akoHomM oT 11 okTa6psa 2010 roga N 271-93; B pegakuuun, 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 aekabps 2011 rona N 409-P3.

4. Co gHsa BCTynneHns B cuny Hactoswero ®enepanbHoro 3akoHa n no 30 anpens
2011 roga BKMOYUTENBHO O0MNYCKAETCA NPOBEAEHNe IKCMNepTU3bl JieKapCTBEHHbIX
CpeacTB 3KcnepTaMm 3KCNEPTHOTO YYpeXaeHUs 00 NPOXOXOEHNA UMW aTTecTauum
B Nopsiake, YCTAHOBSIEHHOM  YMOSIHOMOYEHHbIM  hefepanbHbiM — OpraHoMm
NCMNOMHUTENBbHOWN BNAcTMW.

5. Co gHa BCTynsieHnst B cuny HacTtoswero ®egeparnbHoro 3akoHa v no 31 gekabps
2013 roga BKJIOYUTENbHO  OCYLIECTBNAETCA rnepexoq K Npou3BOLCTBY
NEeKapCTBEHHbIX CpPeacTB B COOTBETCTBMM C  MpaBufiamu  opraHuMsauuu
NPOM3BOACTBA M KOHTPOSA KayecTBa JIeKapCTBEHHbIX CPEenCTB, YKasaHHbIMU B
yactn 1 ctatbu 45 HacTodwero ®egepanbHOro 3akoHa, B NofHoM obbeme. Cpoku
nepexoda NPOM3BOACTBA JIEKAPCTBEHHbIX CPeAcTB K WX MPOM3BOACTBY B
COOTBETCTBUN C KOHKPETHbIMW TPebOoBaHUAMW OaHHbIX NpaBui, BKIKOYasi CPOKM
aTTecTauMm YMNONHOMOYEHHbIX 51U, YKasaHHbIX BYactax 6 W7 crartbun 45
HacTosdwero  ®PenepalnbHOrO  3akOHa, YcTaHaBrvBalTCcA  [lpaBUTEnbLCTBOM
Poccuinckon denepaumn.

6. JlnueH3nn Ha nNpom3BOACTBO JIEKAPCTBEHHbLIX CPeACTB, BblAaHHbIe A0 1 AHBaps
2014 ropga, peuncteytor nocrie 1 aHBaps 2014 roga OO UCTeYeHUs Ccpoka UX
OENCTBUS TMpU  YCrOBMM COOTBETCTBUA JMUEeH3Mata npasuriam opraHusauum
NPON3BOLCTBA U KOHTPOJS Ka4yeCcTBa JIeKapCTBEHHbIX CPeLCTB, YKa3aHHbIM B YacTu
1 cTtatbu 45 HacTosuwero PegeparnibHOrO 3aKoHa.



http://docs.cntd.ru/document/902187895
http://docs.cntd.ru/document/902239803
http://docs.cntd.ru/document/902239803
http://docs.cntd.ru/document/902247741
http://docs.cntd.ru/document/902316095
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/902209774

7. ®opmupoBaHME TrOCYLapCTBEHHOIO 3aJaHus Ha MpoBedeHuMe SKCnepTusbl
NEeKapCTBEHHbIX CpeacTB  doedeparnibHOMY  roCygapCTBEHHOMY  BHOKETHOMY
YyYpEXOEHUIO MO NPOBEAEHUIO 3KCNEPTU3bI NTEKAPCTBEHHbIX CPeacTB 1 oMHaHCOBOE
obecrneyeHne BbINOMHEHMS 3TOMO0 3adaHUs  OCYLUECTBIATCA B NOpsiake,
ycTaHoBneHHOM PefeparnbHbiM_3akoHoOM OT 12 gHeapa 1996 roga N 7-93 "O
HEKOMMepPYECKuX opraHnsaumsx” (4acTb OOMONMHUTENbHO BKMOYEHA C 3 Oekabps
2010 roga PenepanbHbiM 3akoHOM OT 29 Hos6pa 2010 roga N 313-93).
KommeHTapui Kk ctatbe 71

[Mpe3ngeHT
Poccuinckon ®egepaumnm
[.MepBenes

MockBa, Kpemnb
12 anpensa 2010 ropa
N 61-03

Pemakuma IOOKYyMeHTa C ydeToM
M3MEeHEeHUM UM IOIOJIHEHUM IIOOTOTOBJIEHA
3A0 "Komexc"
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