POCCUNCKAA ®EOQEPALINA
®OEJEPAITbHBLI 3AKOH
O6 obpalLeHnn nekapCTBEHHbIX CPenCTB

(C n3ameHeHuaMn Ha 29 nekabps 2015 roga)



[IOKYyMEHT C U3MEHEHUAMMWN, BHECEHHBLIMU:

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

®epepanbHbiM_3akoHoM oT 11 okTsabpsa 2010 roga N 271-d3 (Poccuiickas
raseta, N 234, 15.10.2010);

depnepanbHbiM_3akoHOM 0T 29 Hoabpa 2010 roga N 313-$3 (Poccuiickas
razeta, N 274, 03.12.2010) (o nopsgke BCTYNneHUa B curiy CM. cTatbio 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 PenepanbHOro 3akoHa oT 6 gekabps
2011 roga N 409-®3);

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

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

depnepanbHbiM_3akoHoM oT 2 wmona 2013 roga N 185-93 (OdwmumansHbin
WHTEpHeT-nopTan npaBoBOM WHGopmauun www.pravo.gov.ru, 08.07.2013) (o
nopsgke BCTYMNSIEHUA B curny CM. ctatbio 163 denepanbHOro 3akoHa oT 2 uond
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 PepepanbHOro 3akoHa oT 25 Hoabps
2013 roga N 317-93);

depnepanbHbiM_3akoHoMm o1 12 mapta 2014 roga N 33-93 (OdwmumanbHbin
WHTEPHET-NopTan npaBoBon uHGoOpMauun 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-NnopTan npasBoBoM UWHGoOpMauum www.pravo.gov.ru, 22.10.2014, N
0001201410220022) (0 nopsigke BCTYNSIEHUS B CuUiy CM. ctatbio 2 PefeparnbHoro

3aKkoHa o1 22 okTa6ps 2014 roga N 313-93);

denepasnbHbiM 3akoHOM 0T 22 nekabpsa 2014 roga N 429-93 (OdwmumanbHbIn
WHTEepPHeT-NnopTan npaBoBOM UWHGoOpMauum www.pravo.gov.ru, 23.12.2014, N

0001201412230021) (C u3aMeHeHusAMU, BHeCEHHbIMU PefeparnbHbiM 3aKkOHOM OT 8

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

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

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

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

depnepanbHbiM_3akoHoM OT 13 uonga 2015 roga N 233-93 (OdwmumansHbin
WHTEepPHeT-NnopTan npasBoBoM UWHGopmauum www.pravo.gov.ru, 13.07.2015, N
0001201507130077);

depnepanbHbiM_3akoHoM OT 13 wuonga 2015 roga N 241-93 (OdwmumanbHbIn
WHTEpPHeT-NnopTan npasBoBouM uWHGopmauum www.pravo.gov.ru, 13.07.2015, N
0001201507130051);

depnepanbHbiM_3akoHoM OT 13 wuonga 2015 roga N 262-93 (OdwmumanbHbIn
WHTEepPHeT-nopTan npasBoBoM UWHGopmauum www.pravo.gov.ru, 13.07.2015, N
0001201507130067) (sBcTynun B cuny ¢ 1 aHBapsa 2016 roga);

depnepanbHbiM 3akoHoM 0T 14 nekabpsa 2015 roga N 374-93 (OdwmumanbHbIn
WHTEpPHeT-NopTan npaBoBOM UWHGoOpMauum www.pravo.gov.ru, 15.12.2015, N
0001201512150001) (o nopsiake BCTYBIiEHUS B CUy CM. cTaTbio 5 degepansHoro
3akoHa ot 14 gekabpsa 2015 roga N 374-93);

denepasnbHbiM 3akoHoM 0T 29 anekabpsa 2015 roga N 389-93 (OdwmumansHbIn
WHTEPHEeT-NopTan npaBoBOM UWHGOpMauum www.pravo.gov.ru, 29.12.2015, N
0001201512290018) (BcTynun B cuny ¢ 1 aHBapsa 2016 roga).

MpnHAT
"ocypnapcTBeHHON [lymon
24 mapta 2010 roga

OpobpeH
Coetom Penepauumn
31 mapta 2010 roga

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

maBa 1. Obwme nonoxeHusn (ctatbun 1 - 4)

Ctatba 1. [NpegmeT perynnpoBaHusi HACcToALLEro
PenepanbLHOro sakoHa
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1. Hactoawmmn ®efneparnbHbiii 3aKOH perynmpyeT OTHOLLEHUA, BO3HUKAKOLLME B CBA3K
c obpauleHnem - pa3paboTKon, AOKIMHUYECKUMUN UCCNEAO0BAHUSMN, KIIMHUYECKNMU
nccrnegoBaHUs MU, 9KCNepTM30Nn, rocygapCTBEHHOM perncTpaumen, co
CTaHgapTuU3auMen U C KOHTPOSiIeEM KayecTBa, MPOU3BOLCTBOM, W3rOTOBJIEHUEM,
XpaHeHneM, MepeBo3KoW, BBO3OM B Poccunckyio Pepepaumo, BbIBO3OM U3
Poccuickon depepaunn, peknamou, OTMNYCKOM, peanusaumen, nepenaden,
NPUMEHEHNEM, YHNYTOXEHNEM NEKaPCTBEHHbIX CPeaCTB.

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

2. Hactoawmn deneparnbHbI 3aKOH yCTaHaBIMBaET NPUOPUTET rocy4apCTBEHHOIo
perynupoBaHna 6e3onacHoCTW, KadecTBa WU 3EKTUBHOCTU NEKAPCTBEHHbIX
cpeacTs nNpu nx obpalleHun.

(Hactb B pepakuuu, BBedeHHoW B pencteme ¢ 25 umwoHa 2012 ropa
denepanbHbiM 3aKoHOM OT 25 noHa 2012 roga N 93-93.

KommeHTapum k ctaTbe 1

Ctatba 2. Cchepa npumeHeHNA HacTosiwero PenepanbHOro
3aKoOHa

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

CtaTbf 3. 3aKkoHoAaTeNbLCTBO 06 oOpaweHun
NeKapCTBEHHbIX CpeacTs

1. 3akoHogaTenbCcTBO 00 oOOpalleHUN rneKapcTBEHHbIX CPeacTB COCTOUT U3
HacTosiero ®PenepanbHOro 3akoHa, ApyrMx deaepanbHbiX 3aKOHOB M MHbIX
HOPMaTUBHbIX NMPaBoOBbIX akTOB Poccuinckon denepaumn.

1 1. 3akoHogatensCcTBO 06 OOpalLeHNN NEKapCTBEHHbIX CPEeACcTB B OTHOLLEHUU
IOPUOMYECKUX UL, N MHAMBUAOYAlNbHbLIX MpeanpuHUMaTenen, OCYLLECTBSHOLMX
OEATENbHOCTb Ha TEppUTOpUM  MeXOyHapoaoHOro MeOULMHCKOro  KnacTtepa,
NPUMEHSETCHA C yd4eToM OCOBeHHOCTEN, yCTaHOBIEHHbIX PeaepasnbHbiM 3aKOHOM
"O_MexayHapoaHOM MEeAULIMHCKOM KracTepe U BHECEHUN U3MEHEHUN B OTAENbHbIE
3aKkoHogarenbHble akTbl Poccurickon ®egepaummn”.

(Yactb pononHutenbHo BkmtodeHa ¢ 30 uoHa 2015 ropga PegepanbHbiv
3akoHoM OT 29 utoHsa 2015 roga N 160-93)
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2. [ewnctBne Hactosdwero PenepanbHOro 3akoHa pacnpocTpaHAeTcs Ha
oOpalleHMe  HapKOTUYECKUX  FIEKApCTBEHHbIX CPeacTB U MCUXOTPOMHbIX
NEKapCTBEHHbIX  CpeacTB € Yy4eTOM  ocobeHHOoCTeW,  YCTaHOBIEHHbIX
3akoHogaTtenoctBoM Poccuinckon ®Penepaumm O HAPKOTUYECKUX CpedcTBax,
NCUXOTPONHbIX BELLECTBAXxX 1 00 nx npekypcopax. *3.2)

3. [Henctene Hactodwero ®enepanbHOro 3akoHa pPacrnpoCTpaHAeTcs Ha
obpawieHne pagunodapMaleBTUHECKMX JIEKApPCTBEHHbIX CPeAcTB C  Y4ETOM
ocobeHHOCTEN, YCTaHOBMEHHbIX 3akoHodaTenbscTBoMm Poccunckon denepaumm B
obnactn obecneyeHus pagmaumnoHHomn 6esonacHocTn. *3.3)

4. Ecrv mexxgyHapogHbeiM gorosopoM Poccuinckon degepaunm yCTaHOBMEHbI UHbIE
npaBua, 4em Te, KoTopble NpeaycMoTpeHbl HacTosawmMm deneparnbHbiM 3aKOHOM,
NPUMEHSIOTCA NpaBusia MexagyHapoL4HOro 4orosopa.

5. B Poccumnckon ®denepaumm B COOTBETCTBUMM C MeEXOYHAPOAHbLIMU LOroBOpamu
Poccuinckon denepaumm n (Unn) Ha OCHOBE MpMHLUMMNA B3aMMHOCTWU MPU3HAKOTCS
pe3yrnbTaTtbl  KIMHUYECKUX WCCNeaOoBaHUM JIEKapCTBEHHbIX MnpenapaTtoB ASis
MEOMLUMHCKONO  MNPUMEHEHUS, MNPOBEAEHHbIX 3a npegenamu  Tepputopumn
Poccuinckon denepaumn.

KommeHTapum K ctatbe 3

CrtaTtbs 4. OCHOBHbIE NOHATUS, UCNOJIb3yEeMbIe B
HacTosAwem PeagepanbHOM 3aKOHe

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

1) nekapcTBeHHble CpencTBa - BewecTBa WM MX KOMOWHaUMK, BCTynawowme B
KOHTaKT C OpraHM3MOM 4YerioBeKa WUNnn XMBOTHOMO, NMPOHMKaKOLWME B OpraHbl, TKaHU
OopraHu3Ma 4erioBeka WM >XUMBOTHOMO, MpUMEHsIEMble AOns  NpPodMNaKkTUKMK,
AVarHOCTUKM (3a UCKITIOYEHNEM BELLECTB UM UX KOMOWHALIMKW, HE KOHTaKTUPYHOLLMX
C OpraHM3MoM YesfioBeKa UMM XMBOTHOrO), NedeHns 3abonesaHusi, peabunurauuu,
ONsi  COXpaHeHus, npedoTBpalleHNs WM npepbiBaHus  6epeMeHHOCTU U
NOofny4YeHHbIE U3 KPOBW, Mra3Mbl KPOBW, U3 OpraHoOB, TKAHEW OpraHuamMa 4desrioBeka
UM XMBOTHOIO, pacTeHUn, MUHEpParioB METOAaMW CUHTE3a UM C NPUMEHEHMEM
bunonormyecknx  TexHorormn. K  neKapCTBEHHbIM  CpeacTBaM  OTHOCATCS
drapmaLeBTU4ECKNE CYDCTaHLUN N NeKapCTBEHHbIE NpenapaThbl;
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2) (hapmavneBTnyeckas cydbcTtaHums - fiekapCTBEHHOE CPenCcTBO B BUAE OLHOIMo Un
HECKOSMbKMX obragarowmx (apmMakonormyeckon akTUBHOCTBIO — OENCTBYIOLLMX
BELLECTB BHE 3aBMCMMOCTU OT NMPUPOAbI MPOUCXOXOEHUS, KOTOPOE NpeaHa3Ha4YeHo
Ansi NPOU3BOACTBA, U3rOTOBIIEHUS NEKAPCTBEHHbIX NpenapaToB U onpeaensieT ux
9)PEKTUBHOCTD;

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

3) BCrioMmoraTerbHble BellecTBa - BELLECTBA HEOPraHNYEeCKOro U opraHM4ecKoro
NPOUCXOXOEHWS, WCMOMb3yeMble B Mpouecce Mpou3BOACTBA, W3rOTOBJSIEHUA
NEeKapCTBEHHbIX NpenapaTtoB Ans npyaaHust M 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,
COOTBETCTBYHOLWIEE cnocobam ero BBEAEHWUsT N NPUMEHEHUA U obecnevnBaroLlee
AOCTMXeHMe Heobxoanmoro nevedHoro adpdekTa;

5 1) Ao3npoBKa - cofepXaHne O4HOro UM HECKONbKUX AENCTBYHOLMX BELLECTB B
KOSIMYECTBEHHOM BbIPaXXEHUM HA eauHULy [03bl, UM eguvHuly obbema, unm
eQVHMLY MacCbl B COOTBETCTBUWN C flieKapCTBEHHOW ¢popMon NMBO ANA HEKOTOPbIX
BUOOB NEKapCTBEHHbIX )OPM KONMMYECTBO BbICBODOXOAEMOro M3 JieKapCTBEHHOM
doopMbl AENCTBYIOLLErO BELLECTBA 3a €AVHULY BPEMEHW;

(MyHKT gononHuTensHo BktodeH ¢ 1 nona 2015 roga PeagepanbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)

6) NnepeyeHb XN3HEHHO HEOHXOAUMBIX U BaXHENLLUMX NIEKapCTBEHHbIX NpenapaTos -
exerogHo yreepxagaembln [paButensctBom Poccunckon Pepepaumm nepeyeHb
NeKapCTBEHHbIX NpernapaTtoB Ans MeAULMHCKOro NpuMeHeHus, obecneymBatoLLmx
NPUOPUTETHBbIE NOTPEOHOCTU 3a4pPaBOOXPaAHEHUS B LIENAX NPOUNaKTUKN U NeYeHns
3aboneBaHu, B TOM 4ucrie npeobrnagaroumx B CTPyKType 3abonesaemMocTt B
Poccuinckon denepaumm; *4.6)

6_1) opdaHHble nekapCTBEHHble MpenapaTbl - JleKapCTBEHHble npenaparbl,
npeaHasHayYeHHble UCKIMIOYUTENbHO ANS AWArHOCTUKU UM NaToreHeTu4ecKkoro
neyeHna (nedYeHnd, HanpaBieHHOro Ha MexaHu3M pasBUTUA 3aboneBaHnda) peakux
(opdpaHHbIX) 3aboneBaHu;

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



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

6_2) 6uororndeckne rekapCTBeHHble npernapaTtbl - NlekapCTBEHHbIE npenaparhbl,
OEeNCTBYIoLLEee BELLECTBO KOTOPbIX MPOU3BEAEHO 1IN BblereHo 13 B1onormyeckoro
MCTOYHMKA W AON9 ornpeferneHnss CBOWCTB M KadecTBa KOTOpbIX Heobxoguma
KOMBMHauma 6uonormyeckmx n qoManKo-xmMmyeckux metogoB. K Guonornyeckum
neKapCTBEHHbIM npenapaTtaM OTHOCATCH MMMYHOBMOSormdeckne nekapcTBeHHbIe
npenapartbl, NlekapCTBEHHbIE Mnpenaparbl, NOMyyYeHHble U3 KPOoBW, MNfia3Mbl KPOBU
YyerioBeka U 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)  unMMyHOGBUMOMoOrMyeckme rekapCcTBEHHble npenapatbl -  JIeKapCTBEHHbIE
npenaparbl, npegHasHayeHHble AOns (opMUPOBaHMUS aKTUBHOIO WM MacCUBHOIO
NMMMyHUTETA JIMOO  OMAarHOCTUKU  HanmnMums  UMMYHUTETA WM AUArHOCTUKMU
cneumdmyeckoro nNpUoGpPeTeHHOro WU3MEHEHUS WMMYHOSOrMYECKOro OTBeTa Ha
anneprmsvpytoume  Bewwectea. K = MMMyHOGMOMOrMY4ECKMM  fieKapCTBEHHbLIM
npenaparaMm OTHOCATCA  BaKUWHbl, 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.

7_1) 6uoTexHonormyeckue rnekapcTBEHHble npenapaTbl - JleKapCTBEHHbIe
npenapartbl, MNPOU3BOACTBO KOTOPbIX OCYLIECTBMAETCA C UCMNOMb30BaHUEM
BroTexHonormyecknx npoueccoB n metogoB (B Tom yucrne OHK-pekoMbuHaHTHOM
TEXHOSOrMKN, TEXHONOTMM  KOHTPONMPYEMOW 3KCMPEeCcCUM TEeHOB, KOOUPYHOLLMX
buornornyeckn akTMBHble Oernku B NpoKapuoTax W adyKapuoTax, BKIovas
M3MEHEHHbIE KIMEeTKM MIiekonuTalwmx), mbpugoMHoro MeTtoga W MeTtoda
MOHOKJSIOHASbHbIX aHTUTENT;

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

7_2) reHoTepaneBTUYECKME T5eKapCTBEHHble rpenapaTtbl - JleKapCTBEHHbIe
npenapartbl, hapmaueBTnyeckasa cybCcTaHUmMa KOTOPbIX ABNSETCA PEKOMOUHAHTHOM
HYKNEMHOBOW KUCSIOTOW WM BKIoYaeT B cebA PeKOMOWMHaHTHYIO HYKIEWHOBYHO
KUCNOTY, MO3BONAIOLLYIO OCYLIECTBNATL perynupoBaHve, penapauuio, 3aMeHy,
nobasrieHve unn yaaneHvue reHeTU4eckomn nocrenoBaTesisHOCTY;

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

8) HapKOTU4eCKMe IeKapCTBEHHbIE CpeAcTBa - JleKapCTBEHHble npenapatbl U
dhapmaLeBTUYECKNE CYOCTaHUUK, codepXawpme HapKoTM4Yeckue cpenctea w
BKJIIOMEHHble B [lepeyeHb HapKOTUYECKUX CPpeacTB, MCUXOTPOMHbLIX BELUECTB U UX
NPEKYPCOPOB, Noanexawmx KoHTponto B Poccuimnckon egepaumm, B COOTBETCTBUA
C 3akoHopaTenbcTtBoM Poccuickon depepauuuv, MexayHapoaHbIMU O0roBopamm
Poccunckon depnepaummn, B TOM 4ucre EOMHOW KOHBEHUMEW O HApPKOTUYECKUX
cpeanctBax 1961 roaa;
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9) NCUXOTPONHbIE NEKAPCTBEHHbLIE CPeACTBa - JeKapCTBEHHble npenapatbl U
dhapmMaLeBTUYECKNE CYOCTaHUMK, coaepxalme MNCUXOTPOonHble BewecTBa W
BKIMOYEHHble B [lepeyeHb HapKOTUYECKUX CPeACTB. MCUXOTPOMNHbIX BELLIECTB U UX
NPEKYPCOPOB, Noanexalmx KOHTposto B Poccurickon Peaepaumm, B COOTBETCTBUN
C 3akoHopaTenbcTtBoM Poccuinckon depepauuuv, MexayHapoaHbIMU O0roBopamMm
Poccunckon ®epepaumnmn, B TOM Yucre KoOHBEHUMEN O NCUXOTPOMHLIX BELLECTBAX

1971 rona;

10) paguodbapmaueBTUYECKME JeKapCTBEHHble CpeacTBa - JleKapCTBEHHble
cpencTtBa, KOTOpble coaepXaT B roToBOM Ans UCNOMb30BaHUS dopme OoauH
PaAVOHYKNG UM HECKONbKO paguoHYKNMA0B (paanoakTUBHBIX N30TOMOB);

11) pedbepeHTHbI NeKapCTBEHHbIN Npenapar - JIeKapCTBEHHbIN rnpenapaT, KOTopbIN
BrepBble 3aperncTpmpoBaH B Poccunckon Pefepaumm, kadecTso, 3pdeKTUBHOCTb
N 6e30MacHOCTb KOTOPOro AoKa3aHbl HA OCHOBaHWUM Pe3yribTaToB AOKIMHUYECKNX
NccrnegoBaHMn  NEKAPCTBEHHbIX CPeACTB M KIIMHWYMECKUX  UCCredoBaHumn
NeKapCTBEHHbIX MpenapaTtoB, MNPOBEAEHHbIX B COOTBETCTBMM C TpeboBaHUAMMU
yacten 6 wn7 crtatbu 18 Hactodulero ®PenepanbHOr0 3akoHa B OTHOLLEHUU
NeKapCTBEHHbIX CPeACcTB A8 MeQULMHCKOrO NpUMeEHeHNa nmbo B COOTBETCTBUM C
TpeboBaHuaMuM cTatbn 12 Hactosuwero PenepanbHOro 3akoHa B OTHOLUEHUMU
NEKapCTBEHHbIX CPeacTB [ONS  BETEPUHAPHOIO MNPUMEHEHUs, W  KOTOPbIN
ncnonb3yetTcss Ana  oueHkn OUOSKBMBANEHTHOCTM UMM TepaneBTUYECKOMn
9KBMBASIEHTHOCTWN, KayecTBa, 9dpekTUBHOCTH n 6e3onacHoCcTU
BOCMpou3BeeHHOro unm  6uoaHanorooro  (61MonogobHOro)  rnekapCTBEHHOrO
npenapara;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 uona 2015 roga PenepanbHbIiM
3akoHomM OT 22 nekabpa 2014 roga N 429-93; B pegakuun, BBEAEHHOW B AeNCTBUE
dPenepanbHbiM 3akoHoM oT 13 nronga 2015 roga N 241-93.

12) BOCNpOU3BEOEHHbIN JIEKapCTBEHHBIN NpenapaTt - NeKapCTBEHHbIN npenapar,
KOTOPbIM MMEET TaKOM >Xe KadeCTBEHHbIA COCTaB M KONMMYECTBEHHbIM COCTaB
AENCTBYIOLWMX BELECTB B TaKOM e JieKapCTBEHHOW opme, YTO U pedpepeHTHbIN
NEKapCTBEHHbIM npenapaTt, W OMO3KBUBANEHTHOCTb WM  TepaneBTUYecKas
9KBMBANeHTHOCTb  KOTOPOro  pedepeHTHOMY  JIeKapCTBEHHOMY  npenapary
nogTBepXgeHa COOTBETCTBYHOLLMMU UCCIeO0BaHUAMY;

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

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

(MyHkT gononHuTensHo BkrtoveH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)
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12_2) 6uoaHarnorosbin (6ronogobHbIN) nekapcTBEHHbIN npenapat (buoaHanor) -
BronorMyecknin nekapCTBEHHLIM NpenapaTt, CXOXWUA MO napaMmeTpaMm KadecTBa,
adpekTMBHOCTM UK BesonacHoCTM € pedepeHTHbIM  BMONorM4yecknm
NeKapCTBEHHbIM MpenapaTtoM B TaKOW e JieKapCTBEHHOW ¢opMe M MMelowmin
MOEHTUYHBLIN CNoCcob BBEOEHUS;

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

12_3) B3aMMO3aMeHAEMbIN NIEKapCTBEHHbIN Npenapar - fleKapCTBEHHbIN npenapat
C AOKa3aHHOW TepaneBTUYECKOM 3KBUBANEHTHOCTbLIO Ui BMO3KBUBANEHTHOCTLIO B
OTHOLLEHNN peddePeHTHOro fieKapCTBEHHOIO npenapaTa, UMeLWMn 3KBUBANEHTHbIE
€My KayeCTBEHHbI COCTaB U KOSIMYECTBEHHbIA COCTaB LENCTBYHOLLMX BELLECTB,
COCTaB BCMOMOraTerbHbIX BELECTB, JIeKapCTBEHHYO popMy 1 cnocob BBeLEHWS;

(MyHKT gononHuTensHo BktodeH ¢ 1 nonga 2015 roga PeaepanbHbiM_3aKOHOM
oT 22 nekabpsa 2014 roga N 429-93)

13) nekapcTBEHHOE pacTUTENIbHOE CbIPbe - CBEXWE WM BbICYLUEHHbIE PacTeHus
mmbo Mx 4acTu, ucnonb3yemble AN NPOM3BOACTBA NEKAPCTBEHHbLIX CPencTB
opraHM3auusiMn - NPOU3BOAUTENSMWN NEKAPCTBEHHbIX CPeaCTB UM U3rOTOBIIEHUS
NEKapCTBEHHbIX MNpPenapaTtoB anTe4YyHbIMU  OpraHu3auusiMM, BeTepUHapPHbIMU
anTe4YHbIMU OpraHn3aumsaMn, MHANBUAYanbHbIMM NpeanpUHUMaTEns M1, UMEHLLIMM
NULLEH3MI0 Ha bapMaLeBTUYECKYHO AEATENbHOCTb;

14) nekapCTBEHHbLIA pacTUTENbHbIM NpenapaT - JieKapCTBEHHbIA Mpenapar,
NPOV3BEOEHHbIN  UNW  U3FOTOBMIEHHBIN M3  OAHOrO BuAa  JIeKapCTBEHHOMO
pPacTUTESNTbHOIO ChIPbS UMM HECKOSTbKMX BWOOB TaKOro Cbipbsi U peanv3yembii B
pacgacoBaHHOM Buae BO BTOPUYHOM (MOTPEBbUTENLCKON) YNaKkoBKeE;

15) romeonaTU4eCKUn JeKapCTBEHHbIN npenapaTt - JfeKapCTBEHHbIN npenapar,
NPOV3BEAEHHBIN UM U3rOTOBSIEHHBIN U3 dbapMaleBTUYECKON CcyOCTaHuuMM wnm
drapMaLeBTUYECKNX CYDCTaHUMM B COOTBETCTBMM C TpeboBaHUaMM 0OBLLMX
dpapmakonenHbIX cTaTten K romeonaTuyecknm fekapCTBEHHbLIM npenaparam unm B
COOTBETCTBUM C TpeboBaHMAMM drapmMakornen CcTpaHbl MNPOU3BOAMTENS TaKoro
neKkapCTBEHHOro npenapara;

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

16) MexgyHapo4HOEe HenaTeHTOBaHHOE HauMeHOoBaHWE fieKapCTBEHHOMO cpeacTsa
- HaMMeHoBaHVe [OEWCTBYILWEro BewecTBa d¢apmaueBTUYEeCKONn cybcTaHuuu,
pekomeHgoBaHHOEe BcemupHom opraHn3saumen 3apaBooXpaHeHus;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 uona 2015 roga PenepanbHbiM
3akoHOM OT 22 aekabpsa 2014 rona N 429-P3.
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17) TOproBoe HaMMEHOBaHWE JIEKapCTBEHHOMO cpeacTtBa - HaMMEHOBaHWe
NEeKapCTBEHHOrO0 CpeacTBa, NPUCBOEHHOE ero paspaboTymkoM, AepxaTenem unm
BNagenbuem perMcTpaLMoHHOro y40CTOBEPEHUS NIEKApCTBEHHOIO Npenapara;

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

17_1)  rpynnMpOBOYMHOE  HaWMEHOBaHWE  JIEKAapCTBEHHOro  rnpenapata -
HavMeHOBaHVe JeKapCTBEHHOrNo nMpernapaTra, He MWMEKOLWEero MexayHapo4HOoro
HenaTeHTOBaHHOrO HaMMeHOBaHUS, UM KOMBMHaU MM NekapcTBEHHbIX Npenapartos,
ncnosb3yemoe B Lensx obbeguHeHs nx B rpynny nog eguHbIM HauMeHOBaHUEM
ncxoas U3 O4MHAKOBOro cocTaBa AeUCTBYIOLLMX BELLECTB;

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

18) obLwaa papmakonenHas ctatbs - AOKYMEHT, YTBEPXKOEHHbIA YNONHOMOYEHHbIM
doegeparnbHbIM - OpraHoM  UCMOSIHUTENBbHOWM BflaCTUM M coaepXawmn nepedeHb
nokasatenen kadectBa M (MnM) METOOOB KOHTPONS KavyecTBa KOHKPETHOM
neKkapcTBEHHON OPMbl, JIEKAPCTBEHHOIMO PaCTUTENbHOIO Chipbs, OMUCaHUS
Bronormyecknx, BUOXUMUYECKNX, MUKPOOUONOrMYecKknX, GM3NKO-XUMNYECKIX,
JM3NYECKUX, XMMUYECKMX N APYIMX METOA0B aHanMsa fiekapCTBEHHOIO CPeacTBa, a
Takke TpeboBaHWs K UCNOSMb3yeMbiM 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 aekabpsa 2014 rona N 429-93.

19) dapmakonenHas cTaTbd - [OOKYMEHT, YTBEPXOEHHbIA YNONHOMOYEHHbIM
doegeparnbHbIM - OpraHoOM  UCMOSIHUTENBbHOWM BflaCTUM M coaepXawmm nepedeHb
nokasarternemn Ka4yecTBa M METOAO0B KOHTPOSISI Ka4eCcTBa fleKapCTBEHHOINO CPeaCcTBa;
*4.19)

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

19 1) cTaHgapTHble obpa3subl - BELWECTBA, NOCPELCTBOM CPaBHEHUSI C KOTOPbIMU
OCYLLECTBNAETCH KOHTPOSib KavecTBa MCCreyeMblX JIeKapCTBEHHbIX CPEAcTB C
MOMOLB  (PM3UKO-XUMUYECKMX U OMOMOrMYecKux MeTOAoB B Lensax
NOATBEPXKOEHMS  COOTBETCTBUS  NEKAPCTBEHHbIX  CcpeacTB  TpeboBaHusiM
HOpPMaTUBHOW AOKYMeHTaumu, YyCTaHOBJIEHHbIM npu OCYLLECTBEHUN
roCy4apCTBEHHON perMcTpaumm, u KOTopble MNPUMEHSAITCS ANg  KanmbpoBKu
CTaHAapTHbIX 06pa3u 0B NPON3BOAMUTENS JIEKAaPCTBEHHbBIX CPEACTB, UCMNOSb3YeMbIX
ANS1 KOHTPOMNSA KayecTBa U MHbIX Lienen npu obpalleHnm nekapcTBEHHbIX CPeacCTB;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)
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19 2) dapmMakonenHbll CTaHO4apTHbIM oOpasey - cTaHgapTHbIn  obpaseu,
Npoun3BeLEeHHbIN 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 SKCMEpTU3 MokasaTtenemn
KadecTBa JIeKapCTBEHHOro cpefctBa Afsd MeOULMHCKOro NpUMeEHeHUsl, MeToL0B
KOHTPOIS €ro KayecTsa U YCTaHOBJIEHHbIW €ro NPon3BoanTENEM;

21) HOpMaTMBHbLIN OOKYMEHT - LOKYMEHT, coaepXalmin nepedeHb onpenensemMbix
No pesyrbTatam COOTBETCTBYIOLWMX 3KCMEPTM3 nokasaTtenen kadectBa u (Mnm)
METOLOB KOHTPOSS KayecTBa JieKapCTBEHHOM G)OPMbl, ONMMCaHUA BMONorM4ecKkux,
BMOXMMUYECKNX,  MUKPODMOMOrMYECKNX,  GIM3UKO-XUMUYECKUX,  (OM3NYECKUX,
XMMUYECKUX W OpYyrMX MEeTOOOB aHanu3a JIeKapCTBEeHHbIX CcpeactB  Aans
BETEPMHAPHOIO NPUMEHEHUs, TPeBOBaAHUA K UCMOMb3yeMbIM B LiensX NpoBeaeHus
AaHHOro aHanmMsa peakTuBaM, TUTPOBaHHbLIM pacTBOpaM, WHOMKAToOpaM U
YCTaHOBJIEHHbIW €ro Npon3BoanTeNeMm;

21_1) obwmin TexXHU4eCcKUM OOKYMEHT - KOMMIIEKT AOKYMEHTOB M MaTepuarios,
COCTOALLMA U3 HECKOSIbKUX pa3fderioB - [OOKYMeHTauuv agMWHUCTPAaTUBHOIO
XapakTepa, XMMUYecKoWn, hapmaueBTUYECKON M OUOMOrMYEecKon AOKYMEHTaLuu,
dbapmakoriorm4eckou, TOKCUKOSOMMYEeCKOoW OOKYMeHTaLuu, KITMHUYECKOM
OOKYMeHTauumM ©n  npegcraBnsgemMbii  OQHOBPEMEHHO C  3asBfieHMeM O
rocy4apCTBEHHOW perucTpaunn nekapcTBEHHOro npernaparta Ang MeguuuHCKOro
NpUMeHeHns B dopmMare, YCTaHOBIIEHHOM YMOMHOMOYEHHbIM  dpefeparbHbIiM
OpraHoM WUCMONHUTENbHOW BMNacTw;

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

22) KayecTBO JlEKapCTBEHHOrO CpeacTBa - COOTBETCTBME JIEKAPCTBEHHOIO
cpenctea TpeboBaHUAM hapMakornenHon cTaTbu MO0 B crnyvyae ee OTCYTCTBUA
HOPMaTMBHOW AOKYMEHTaL UM UM HOPMATUBHOTO JOKYMEHTA;

23) 6e30nNacHOCTb fleKapCTBEHHOIO CpeAcTBa - XapakTepucTuKa JieKapCTBEHHOro
cpencTBa, OCHOBaHHas Ha CpaBHUTENbHOM aHanmse ero 3eKTMBHOCTU N pUcKa
NPUYNHEHNA Bpena 3400PO0BbI;

24) 3eKTUBHOCTb JIEKAapPCTBEHHOro mnpenapata - XapakTepuUCTuKa CTeneHu
NOSIOXXUTENBHOMO  BIMSIHAA ~ JIEKAPCTBEHHOrO  Mpenapata Ha  Te4veHue,
NpPOOOIMKUTENBHOCTL 3aboneBaHnst UN ero NpeaoTBpaLleHne, peabunurauunio, Ha
coxpaHeHue, nNpeaoTBpaLleHne nnm npepbiBaHne 6epemMeHHOCTH;

25) cepusi NEeKapCTBEHHOIO CpeAcTBa - KONMMYECTBO NEKapCTBEHHOrO CpeacTBa,
Npov3BedeHHoe B  pe3yrnbTate  OAHOTO  TEXHONOMMYECKOro  LMKNa  ero
NPOV3BOAUTENEM;
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26) perMcTpaunoHHOEe yOO0CTOBEpPEHME FeKapCTBEHHOro npernapaTta - OOKYMEHT,
nogTeepXxgarvowmn  akT  rocygapCTBEHHOW  permcTpauun  fniekapCTBEHHOro
npenapara;

26 1) pepxatenb WM Bnageney,  perMcTpaunoHHOro  yooCTOBEpPEeHUd
NekapCTBEHHOro npenapata - pas3paboTyMk  JieKapCTBEHHOro  cpeacTsa,
Npou3BOAUTENb NEKAPCTBEHHbIX CPeAcTB WM MHOE  lopuanydeckoe  nvuo,
obnagaroliee NpaBoM BrafeHUsl PermcTpauLMoOHHbIM YOOCTOBEPEHUEM, KOTOpbIE
HECYT OTBETCTBEHHOCTb 3a KayecTBO, 9ddeKTMBHOCTL U ©He3onacHoCTb
rneKkapcTBEeHHOro npenapara;

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

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

28) obpalleHne nekapCTBEHHbIX CpPeacTB - paspaboTka, [OOKIMHUYEcKue
nccnegoBaHns, KrMHUYECKUE UCCredoBaHus, 9KCnepTusa, rocyaapcTBEHHast
perMcTpauusi, CcTaHOapTu3auusi UM KOHTPOfb  KavecTBa, MpoM3BOACTBO,
N3roToBIIeHNe, XpaHeHne, NepeBo3ka, BBO3 B Poccuimnckyo denepauymio, BbIBO3 U3
Poccuickon ®enepaumm, pekriama, OTnyck, peanusauus, nepegada, npMmeHeHue,
YHUYTOXEHNE NIeKapCTBEHHbIX CPEACTB;

(MyHKT B pepakuun, BBeaeHHoM B pJenctBue ¢ 7 qanBaps 2012 ropa
denepanbHbiM 3akoHOM OT 6 Aekabpsa 2011 roga N 409-93.

29) cybbeKkTbl obpalleHnst NekapCTBEHHbIX CPeAcTB - dm3nyeckue nvua, B TOM
yucrne  vMHOMBMAOYanbHble  npeanpuHAMaTenn, U lopuguyeckue  nuua,
OCYyLLECTBIAOWME OEATENBHOCTL NPpKY 06 paLleHnn NiekapCTBEHHbLIX CPEACTB;

30) paspaboTyMK nekapCTBEHHOrO cpeacTea - oOpraHusaums, obnagarowas
npaBamn Ha pesynbTaTbl AOKIMHUYECKUX WUCCREOOBaHWA  NEeKapCTBEHHOMO
CPeAcTBa, KNMHUYECKMX MCCIeAOBaHMM JIEKAPCTBEHHOro npenapara u (unm) Ha
TEXHOIOr0 NPON3BOACTBA JIEKApPCTBEHHOrO CpeacTBa;

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

31) Npou3BOACTBO NEKAPCTBEHHbLIX CPEACTB - OEATENbHOCTb MO MPOM3BOACTBY
NEeKapCTBEHHbIX CPEACTB OpraHu3aumsiMmM - NPOM3BOAUTENSIMU NEKAPCTBEHHbIX
CPEeACTB Ha OAHOM CTaguu, HECKONbKUX UMM BCEX CTagusiX TEXHONOMMYecKoro
npouecca, a Takxke N0 XPaHEeHUI0 U peanu3aunm Npon3BeneHHbIX NeKapCTBEHHbIX
CpencTs;
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31_1) npousBogCTBEHHAs nrowaaKka - TepputopuanbHO 060COBEHHBIN KOMMIIEKC
Npon3BOAMTENA NEKapCTBEHHbIX CPenCTB, NpeAHasHa4YeHHbIN ONs BbINOSNHEHUS
BCEro npouecca NpousBOACTBA JIEKapCTBEHHbIX CPeaCcTB UM ero onpeneneHHom
cTaguu;

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

32) npounsBoguTeENb JEKAapPCTBEHHbLIX CPEACTB - OpraHuM3auumsi, OCYLLECTBIALWAs
NPOM3BOACTBO JEKAPCTBEHHbLIX CPeACTB B COOTBETCTBUM C TpeboBaHUsMU
HacTosiLuero PengepanbHOro 3aKoHa;

33) drapmaueBTUYECKas OEATENbHOCTb - AeATeNbHOCTb, BKIYawwas B cebd
ONTOBYKO TOPrOBSIO JIEKAPCTBEHHLIMU CpeacTBaMu, UX XpPaHEHWe, MepeBO3KYy WU
(M) PO3HMYHYIO TOPrOBIO fleKapCTBEHHBbIMM NpenapaTtamm, X OTMNYCK, XpaHeHue,
NnepeBO3KYy, N3rOTOBSIEHNE NIeKapCTBEHHbIX NPenapaTtos;

34) opraHu3aums onToBOW TOProBsM fieKapCTBEHHLIMU CPeACTBaMM - OpraHM3aLnms,
OCYLLECTBIIAIOLLAA OMTOBYK) TOProBSIO  JIEKAPCTBEHHbIMU  cpeacTBaMu, WX
XpaHeHne, NepeBO3Ky B COOTBETCTBMM C  TpeboBaHMSMW  HACTOSLLEro
deneparnbHOro 3aKoHa;

35) anteyHass opraHu3aums - opraHuMsauusi, CTPYKTYpHOe nogpasgerieHne
MeOULMHCKOWU opraHmsauun, ocyLlecTBriaoume PO3HUYHYHO TOProBsito
NeKapCTBEHHbIMW npenapaTtaMmun, XpaHeHue, nepeBo3Ky, U3rOTOBMIEHWE U OTMYCK
NEKapCTBEHHbIX NpernapaTtoB Ansd MeOULUMHCKOro NpUMEHEHNA B COOTBETCTBUM C
TpeboBaHusaMKn HacTosiero PegepanbHOro 3akKoHa;

(MyHKT B pepakuun, BBeAeHHOW B AencTeue PenepanbHbiM 3aKOHOM OT 25
Hosa6psa 2013 roga N 317-93.

36) BeTepuHapHasi anTevyHass opraHuM3auna - opraHu3aumd, CTPYKTYpHOe
noapasgeneHve BeTEepUHApPHOM OpraHu3auuM, OCYLUECTBIISIOWME  PO3HUYHYIO
TOProBfi0 fieKapCTBEHHbIMM MNpenapaTtaMmn, XpaHeHue, M3roTOBIIEHWE M OTNYCK
NEKapCTBEHHbIX NpenapaToB AN BETEPUHAPHOIO MPUMEHEHUSI B COOTBETCTBUM C
TpeboBaHusaMK HacTosiero PegepanbHOro 3aKoHa;

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

38) HegobpokadeCcTBEHHOE fleKapCTBEHHOE CPeaCTBO - fliekapCTBEHHOE CPenCTBO,
He coOoTBeTCTBylLEee TpeboBaHWsM dhapMakonenHon ctatbu nNMMbo B cryvyae ee
OTCYTCTBMS TpeboBaHMSM HOPMATUBHOM [OOKYMEHTauunm Wnm HOPMaTUBHOIO
OOKYMEHTA;

39) KOHTpadhakTHOE JieKapCTBEHHOE CPeaCTBO - JleKapCTBEHHOE CpPencTBo,
Haxogsweecs B 060poTe C HapyLLEHNEM rPaX4aHCKOro 3akoHo4aTenbCcTBa; *4.39)
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40) QOKNMHMYECKoe uccriegoBaHWE NieKapCTBEHHOMo cpeactsa - Guornornyeckue,
MUKpoBumonornyeckume, MMMYHOJTOrM4yecKkue, TOKCUKOSIOrm4yeckue,
dpapmakornorndeckue, dmsandeckue, XuUMUYEeCcKne W Opyrme  UCCcregoBaHus
NeKapCTBEHHOro cpeacTBa NyTeM NpPUMEHeHUs Hay4YHbIX METOAO0B OLLEHOK B LIensX
nony4yeHus gokasaTenbCcTB 0Oe3onacHoCcTWM, kKadecTBa UM 3GPeKTUBHOCTU
reKapcTBEeHHOro cpeacTBa;

41) KNMHMYECKoe WuccredoBaHWe JIeKapCTBEHHOMo npenapata - U3ydeHue
ANAarHOCTUYECKUX, NevebHbIX, NpodmnakTUYeckmx, papmMakosriormyecknx CBOUCTB
NeKapCTBEHHOro npenapara B Npouecce ero nNpMMeHeHns y YyernoBeka, XMBOTHOIO,
B TOM 4UCIie NPOLLECCOB BCachIBaHWUA, pacnpeneneHns, 3MeHeHus1 1 BblBe4EeHUs,
NyTEM MPUMEHEHNA Hay4YHbIX METOO0B OLLEHOK B Liernsx nosryyeHust JoKasaTernsCcTB
6e3onacHoCcTU, kKayecTBa M 3(PdEKTUBHOCTU NIEKAPCTBEHHOrO npenapaTa, AaHHbIX
O HexenaTtesibHbIX peakuusix opraHmsma 4erioBeka, XMBOTHOMO Ha NpPUMEHEeHue
NeKkapcTBEHHOro 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 WCCcrenoBaHUE NEeKapCTBEHHOo
npenapata AN MEAUUMHCKOrO MPUMEHEHMS, MPOBOAMMOE pa3paboTYMKOM
NeKapcTBEHHOro npenapata B ABYX M Oonee MeOMUMHCKMX opraHusaumsix no
eaUHOMY MPOTOKONY KIMMHUYECKOIO MCCRNeaoBaHus NekapcTBEHHOro npenapara;

43) MeXayHapoaHoe MHOIrOLLEHTPOBOE KNMHU4ecKkoe nccregoBaHue
NEeKapCTBEHHOro npenapara Ansg MeOUUMHCKOrO MPUMEHEHUSI - KIIMHUYecKoe
nccrieqoBaHMe rekapcTBEHHOro npenapata Ansg MeOUUMHCKOro NpUMEHEHUs,
npoBoaMMoe pa3paboTyMKOM NeKapCTBEHHOIO npenapara B pasfiMiHbiX CTpaHax no
eMHOMY NPOTOKOSY KITMHNYECKOro UCCneaoBaHna fiekapCTBEHHOIO npenapara;

44)  NOCTPENCTPaLMOHHOE  KIMHWYECKOEe  UCCredoBaHUe  JieKapCTBEHHOro
npenapata AN MeOULUWHCKOTO MPUMEHEHUst - KIMHUYECKoe WcCreaoBaHue
NeKapCTBEHHOrO npenapata Ans  MEeAULUMHCKOrO MPUMEHEHMs, MpPOBOAUMOE
Npov3BOOUTENEM IIeKapCTBEHHOro npenapara, rpaagaHckuii obopoT KOTOpOoro
OCYLLECTBMSETCA  MOCMe  rocydapCTBEHHOW  perucTpauuu, B Lensx
oononHuTenbHoro cbopa AaHHbiX O ero 6esonacHocTM U 3dpeKTUBHOCTH,
pacLLMPeHMss MoKasaHui K MPUMEHEHMI0 OAaHHOro IeKapCTBEHHOro npenaparta, a
TaKXe BbISIBNEHUS HEXernaTerbHbIX peakL i NaLneHToB Ha ero AencTBUE;



45) wuccrnenoBaHne OWMO3KBMBANEHTHOCTU JEKApCTBEHHOro npenapaTta - BuA
KIMMHUYECKOro MCCNeaoBaHUs fieKapCTBEHHOIO npernapara, NpoBefeHne KOTOPOro
OCYLLECTBIIAETCA ONs onpenesieHna CKOPOCTU BCACbIBaHUA U BbIBEOEHUS OOHOro
NN HECKONbKMX obriagarowmx apmMakosiormnyeckon akTUBHOCTbIO [ENCTBYIOLLMX
BEWeCTB, KOMMYecTBa JleKapCTBEHHOro npenapara, OOCTUratolero CUCTEMHOro
KPOBOTOKA, W  pe3ynbTaTbl  KOTOPOro  MO3BOMAKOT  chefiatb  BbIBOO O
ONO3KBMBANEHTHOCTM  BOCMNPOU3BEOEHHOINO  fIEKApPCTBEHHOro  npenapara B
onpenesieHHbIX JieKkapcTBEHHOU hopmMe 1 O03MPOoBKE, COOTBETCTBYIOLWMX dhopMe U
A031POBKe pedpepeHTHOro fiekapCTBEHHOIO npenapara;

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

46) wuccnegoBaHWe — TepaneBTUYECKOM  3KBMBANEHTHOCTM  fleKapCTBEHHbIX
npenapaTtoB - BWA KIMHUYECKOro WUCCenoBaHWUsS JIeKapCTBEHHbIX Mpernaparos,
npoBefeHNe KOTOPOro OCYLLECTBISETCH ANA BbISBIEHUS OLWHAKOBLIX CBOWCTB
NeKapCTBEHHbIX MNpenapaToB OrnpeaesieHHON JieKapCTBEHHOM ()OpMbl, a TaKxke
HanMMunMa  OOWHAKOBbLIX  MokasaTenen 6e3onacHocTM U 3PEeKTUBHOCTH
NEeKapCTBEHHbIX MpenapaTtoB, OAWHAKOBbLIX KIMMHUYECKUX 3peKTOoB npu  UX
NPUMEHEHUM;

47) nNpOTOKON KIMHUYECKOrOo WCCNeooBaHUs IeKapCTBEHHOro npenapata -
[IOKYMEHT, B KOTOPOM ornpeaenstoTcs uenun, dopmbl opraHu3aumm u MeToaonorms
NpoBeaeHnst KIMMHUYECKOro MCCrneqoBaHusi, cTaTUCTUYEeCcKMe MeTodbl 06paboTku
pe3ynsTaToB Takoro WCCredoBaHuMs U Mepbl Mo obecneyeHutio Ge3onacHOCTM
M3NYECKUX NNL, Y4aCTBYHOLLMX B KMMHMYECKOM WUCCNeooBaHUM neKapCTBEHHOro
npenapara;

48) 6poLuopa nccnegoBartenst - CBOAHOE N3NOXEHUE pe3ynbTaToB AOKIMHUYECKOrO
NCcneaoBaHNs NEKapCTBEHHOrO CpeacTtBa U KIMHUYECKOro  UCCeaoBaHus
NeKkapcTBEHHOro npenapara ans MeAnLMHCKOro NPUMEHEHNS;

49) MHGOPMALMOHHBIA JIMCTOK MaumeHTa - OJOKYMEHT, B KOTOPOM coaepxaTtcd B
AOCTYNHOM  dopMe  CBeLeHud, Kacawwmecd npoBOAUMOIO  KIIMHUYECKOro
MCCrnegoBaHNA  NIEKApCTBEHHOroO  npenapata, W B NUCbMEHHOM  dopme
A0BpoBOSbHOE Ccorfacue naumeHtTa Ha ydacTve B KIMHMYECKOM MccrenoBaHuu
NeKkapCTBEHHOro Npenapara nocrie 03HaKoOMMEHUS1 C OCOBEHHOCTSAMM KIIMHUYECKOro
nccrnegoBaHns, UMEKOLWMMUN 3HAYEHWE A5 BblPaXXeHUs1 TaKoro Cornacus;

50) noboyHoe p[encTBMe - peakuma OpraHmsmMa, BO3HUKLLIAA B CBSA3NM C
NPMMEHEHNEM NEKapCTBEHHOTO NpenapaTa B A403ax, PEKOMEHAYEMbIX B MHCTPYKLUA
MO ero NPUMeHeHno, AN NPoMNaKkTUKK, OANArHOCTUKK, NeYeHns 3aboneBaHns nnm
ans peabunutauuu;
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50 1) HexenaTenbHaa peakuunsa - HenpegHamMepeHHasa HebraronpusaTHas peakuus
opraHuama, KoTtopass MOxeT OblTb CcBfA3aHa C MNPUMEHEHUEM JIEKapCTBEHHOro
npenapara;

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

51) cepbe3Has HexenarternbHas peakuusa - HexernaTeribHas peakuusi opraHnsma,
CBSi3aHHasA C MNPUYMEHEHWEM feKapCTBEHHOro npernaparta, npuBeawas K cMepTw,
BPOXOEHHbIM aHOMarMam unuM nopokam passutus nmbo npeactaBnaowas cobom
yrposy »u3Hu, Tpebylouaa rocnutanusaunm nnv npuBedlias K CTOMKOM yTpaTe
TpyZocrnocobHoCcTH 1 (UNn) HBaANUMOHOCTY;

52) HenpeaBuaeHHas HexenatenbHas peakuna - HexenatenbHas peakuund
opraHu3ama, KoTopasi CBsidaHa C NpMMeHeHNeM fiekapCcTBEHHOMO Npenapara B 403aX,
PEKOMEHOYEMbIX B MNPOTOKOSIE €ro KrMHUYECKOro uccrenoBaHusi, 6Gpoluope
uccriegosatend, UNM C MPUMEHEHWMEM FEeKapCTBEHHOro npenaparta B A03ax,
PEKOMEHOYEMbIX B WHCTPYKUMM MO €ro NpUMEHEHM0 Ans  NpodmnakTUKi,
AVarHoCTUKN, ne4vyeHns 3abonesaHns Mnu MeauumMHCKOn peabunuraumm naumeHTa,
N CYLWIHOCTb, TSXKECTb WM UCXOO KOTOPOM He COOTBETCTBYET WHAopMauum o
NeKapCTBEHHOM Mpenaparte, codep)Xallencd B MPOTOKOMie €ero  KrMHUYeCKoro
nccrnegoBaHusi, OpoLLope muccrnenoBatenss 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) bapmakoHagsop - Bug AeATENbHOCTU MO MOHUTOPUHIY 3GEKTUBHOCTU Y
6e30nacHOCTM JleKapCTBEHHbIX MpenapaToB, HanpaBfieHHbI Ha BbIABIEHUE,
OUEHKY U MpedoTBpalleHNe HexernaTerbHbiX  MOCNeAcTBUA  NPUMEHEHUd
rneKapCcTBEeHHbIX Npenaparos;

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

52 _2) nnaH ynpaefeHusi puckamnm - nNogpoOHOEe onucaHue MeponpusaTUA Mo
papmakoHaa30py, HarnpasreHHbIX Ha BbISIBIIEHWE, OLLeHKY U npegoTBpaLleHve unm
MUHUMU3aLMIO PUCKOB, CBA3AHHbIX C NEeKapCTBEHHbIMU MpernapaTamMu, BKIOYas
OLeHKY 3(p(peKTMBHOCTN JaHHbIX MEpPOrpUATUI;

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

53) peuenT Ha NEeKapCTBEHHbIN npenapar - [MUCbMEHHOE Ha3HaveHue
nekapcTBEHHOro npenapara no yCcTaHOBMeHHON dopme, BblAaHHOE MeOUUMHCKUM
WM BETEepUHapHbIM PabOTHMKOM, MMEKLWMM Ha 3TO NpaBo, B LEnsx OTnycka
nekapcTBEHHOro nNpenapaTta Ui ero U3roToBIieHus 1 oTnycka; *4.53)
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54) TpeboBaHMe MeOULMHCKOW oOpraHusauuvM, BeTEepUHApHOW oOpraHusaumm -
AOKYMEHT YCTaHOBJIEHHOM (OPMbl, KOTOPbIN BbINUCAH MEAULUHCKAM  UIu
BETEPUHAPHBLIM PabOTHNKOM, MMEIOLLMM Ha 3TO NpPaBo, U COAEPHUT B NMUCbMEHHOMN
dopme yKasaHue anTeyYHoOW opraHuMsauum ob OTnycKe fieKapCTBEHHOro npenaparta
WM O ero U3rotoBneHun n o6 otnycke ana obecnedyeHnsa nevebHoro npouecca B
MeLULIMHCKOW opraHu3aLunmn, BeTepuHapHON opraHnsaumm; *4.54)

55) KOMMJieKkcHas OLUEHKa  neKapCcTBEHHOro npenapara - OLeHKa
3aperMcTpupoBaHHOIO JleKapCTBEHHOIo npenapara, BKryawwaa B ceba aHanms
NHopMaLMM O CpPaBHUTENBHOW KIMHUYECKOM 3(PpeKTUBHOCTN M ©e30nacHOCTU
rNeKapcTBEeHHOro rnpenapata, OLUEHKY OKOHOMWYECKMX MNOocreacTBuMM  ero
NPUMEHEHWS, n3ydeHne - OOMOMHUTENbHbIX nocrnencTeum NpPUMEHEHWS
rNeKapcTBEeHHOro nmnpernapata B Uendx MNPUHATUSA pPeLleHMA O BO3MOXHOCTU
BKIMIOMEHNS NEKapCTBEHHOro npenapara B MNepeveHb XM3HEHHO HeobxoouMbIX U
BaXXHENLLMX NeKapCTBEHHbIX MpenapaTtoB, HOPMAaTMBHbIE MPaBOBbIE aKTbl U WUHbIE
OOKYMEHTbI, ornpegendoowme nopsaaok oOKasaHus MeguUMHCKOW MOMOLM, Umu
NCKIOYEHUS ero N3 yKkasaHHbIX NepeYHsi, aKkToB 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 peaepanbHbIX OPraHoB
MCNOJNTHNTENIbHON BNacTU, oOpraHoB
MCNOSNTHNTENTbHON BNacTU CyOBHLEKTOB
Poccuuckoun ®epepaumnm npm odpawieHnm
rieKkapCTBeHHbIX cpeacTB (cTaTbu 5 - 6)

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

K nonHomounam dpegeparnbHbiX OpraHoB  UCMOSIHUTENbHOM BriacTv  Mnpwu
obpalLleHnn NekapCcTBEHHbIX CPeaCTB OTHOCATCS:

1) npoBegeHue B Poccurckon denepaumm equHoON rocyaapCTBEHHOM MOMUTUKA B
obracTn obecrneyeHnsa rfieKapCTBEHHbIMU Npenapatamu rpaxgaH B Poccumnckon
depepauuu;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nona 2015 roga PenepanbHbIiM
3akoHoM oT 22 aekabps 2014 roga N 429-93.
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2) yTBepXaeHne obwmx dapMakonenHblXx cTaTen, drapMakonenHblX cTaTen,
nsgaHne rocygapcTBeHHOM (papmakonew, co3gaHve W BefeHue peecTtpa
dhapmMakonenHbIX CTaHAapTHbIX 06pa3LuoB; *5.2)

(MyHKT B pepakuun, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropa
dPenepanbHbIM 3akoHOM OT 22 aekabpa 2014 rona N 429-93.

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

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

4) nueH3npoBaHne NPoOM3BOACTBA NIEKAPCTBEHHbIX CPEeACTB 1 hapmaleBTUYECKON
AesaATenbHOCTU B COOTBETCTBUM C 3aKoHogaTenbCTBOM Poccuinckon Penepauunu;
*5.4)

5) opraHM3aumMss 3KCMepTU3bl NEKApPCTBEHHbIX CPeACTB, 3TUYECKOM 3KCNEpTU3bl
BO3MOXHOCTM  MNPOBEAEHUS  KIMMHMYECKOrO0  MUCCIeaoBaHust  NieKapCTBEHHOro
npenapata AN  MEAWUWHCKOrO  MPUMEHEHUsl, 9KCMNepTM3bl  [OOKYMEHTOB,
NpeacTaBliEHHbIX ans onpeneneHus BO3MOXXHOCTM paccmarpmBaTtb
NeKapCTBEHHbIN NpenapaTt AN MeguUMHCKOro NpUMEHEHMST NP rocygapCTBEHHOM
perMcTpanmm B Ka4yecTBe opdpaHHOro fiekapcTBEHHOro npenapara; *5.5)

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

5_1) opraHusauumsa npoBeeHss KOMMIEKCHOM OLLeHKWN NeKapCTBEHHOro npenapara
B Uenax TMpUHATUA peeHnn O BO3MOXHOCTU BKIMOYEHUS TeKapCTBEHHOro
npenapata B nepeyeHb XU3HEHHO HeOOXOOMMbBbIX U BaXKHEWLUMX JleKapCTBEHHbIX
npenapaToB, HOPMaTUBHbIE NMPAaBOBbIE aKTbl U UHble AOKYMEHTbI, onpeaensioLwme
MOPSAAOK OKasaHus MeOUUWMHCKOW MOMOLUM WU UCKIKOYEHUS €ero U3 yKa3aHHbIX
NnepeyHsi, akToB U JOKYMEHTOB;

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

6) Bbldadya paspeleHun Ha MpoBeLeHME  KITMHUYECKUX  UCCIieqoBaHWU
NeKapCTBEHHbIX MpenapaToB, BedeHWe peecTpa BblAaHHbIX paspeLlleHnn Ha
NpoBeAEHNE KIMHUYECKMX UCCIiegOBaHUIN NEeKapCTBEHHbIX NpenapaToB; *5.6)

7) rocygapCTBEHHas perumcTpauusi  JieKapCTBEHHbIX MpenapaTtoB, BedeHune
rOCyapCTBEHHOIO peecTpa fekapCTBEHHbIX CPeACTB; *5.7)
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8) opraHusaumsa n (MnmM) NpoBedeHUEe WHCMEKTUPOBaHUS CYObeKTOB ObpalleHUs
NeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME NpaBuniamMm Haanexallen nabopatopHom
NPaKTUKW, NpaBuUiamM Hagnexawemn KNMHUYECKON NpakTUKK, npaBunam Hagnexailemn
NPaKTUKN XPaHEHUs U MNEepeBO3KN JIeKapCTBEHHbIX npenapaToB, Mpasunam
Hagnexawen OUCTPUOBLIOTOPCKOM MNPaKTUKW, MpaBuraMm Haanexallen anTtevyHom
NPaKTUKW;

(MyHKT B pepakuumn, BBedeHHoM B penctBue ¢ 1 saHBaps 2016 ropga
denepanbHbIM 3aKOHOM OT 22 aekabpsa 2014 roga N 429-03.

8 1) opraHusaumna u (Unn) NpoBeaeHne MHCNEKTUPOBAHNS CYyOBbEKTOB ObpalleHUs
NeKapCTBEHHbIX CpeACTB Ha COOTBETCTBME TpeboBaHWsM NpaBurl Hagnexallen
NPOV3BOACTBEHHOM  MNPaKTUKW,  Bblda4a  3aK/MOYEHUWA O  COOTBETCTBUM
Npou3BOAMUTENA JIEeKapCTBEHHbIX CpeacTB TpeboBaHWSM npaBun Haanexailemn
NPON3BOACTBEHHOW NPAKTUKW;

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

8 2) ycTaHoBneHue nopsagka BedeHWs N BedeHWe roCydapCTBEHHOro peecTpa
3aKIMOYEeHMN O COOTBETCTBMM  MPOU3BOAMUTENSA  JIEKApCTBEHHbIX  CPeacTB
TpeboBaHMsIM NpaBun Hagnexallen NponsBoACTBEHHOW NPaKTUKK; *5.8_2)

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

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

9 1) cormacoBaHve [MPOEKTOB pPEeLIeHUA OpraHoB WCMOMHUTENBLHON BriacTu
cybbektoB Poccuinckon depepaumm 06 yCTaHOBNEHUM W (AM) U3MEHEHUU
npeaenibHbIX pa3MepoB OMTOBbLIX HaAbaBOK M NpeaderibHbIX pa3MepoB PO3HUYHbIX
Haa0aBOK K paKTMYECKMM OTMYCKHbIM LieHaM, YCTaHOBSIEHHbIM NPON3BOAUTENSAMMU
NeKapCTBEHHbIX MNpenapaTtoB, Ha feKapCTBEHHble npenapaTbl, BKMOYEHHbIE B
nepeyYeHb XXN3HEHHO HEOBXOAMMbIX N BaXKHENLLMX SIEKapCTBEHHbLIX NpenapaTos;

(MyHKT gononHuTensHO BKIMtoveH PefeparnbHbiM 3akoHoM oT 13 utong 2015 roga
N 241-03)

10) ycTaHOBneHWe nopsiika BBO3a fEeKapCTBEHHbIX cpeacTB B Poccuickyro
depepaunio N BbiBO3a JleKapCTBEHHbIX cpeacts m3 Poccunckon depepauum;
*5.10)

(MyHKT B pepakunn, BBegeHHon B aenctBue c¢ 1 wmonsa 2015 ropga
denepanbHbIM 3aKOHOM OT 22 aekabpsa 2014 roga N 429-03.
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10_1) Bblgaya, ycTaHOBMieHMe nopsaka Bblgadn n OpMbl AOKYMEHTA, KOTOPbIN
NOATBEPXOaeT, YTO MPOM3BOACTBO JIEKapCTBEHHOIO npenapara OCYLIECTBNEHO B
COOTBETCTBUM C TpeboBaHWsSMW nNpaBusl  Hagnexawen npons3BOACTBEHHON
NPaKTUKK, 1 NOANEXUT NpeacTaBneHnto no TpeboBaHMIo YNOIHOMOYEHHOro opraHa
CTpaHbl, B KOTOPYIO BBO3UTCS JleKapCTBEHHbIV Nnpenapar;

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

10 _2) Bblgaya, YycTaHOBfeHME nopsgka Bblgadym WM OPMbl  OOKYMEHTa,
codepxallero cBefieHNs O CTagusax TEeXHONOorM4yeckoro npouecca Mpou3BOACTBaA
NeKapCTBEHHOro cpeacTtea Ansg MeauuMHCKOro NpUMEHEHUs!, OCYLLECTBIISAEMbIX Ha
TepputTopun EBpasninckoro aKOHOMMYECKOro Cok3a;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
oTr 22 pekabpa 2014 roga N 429-03; B pegakuun, BBEOAEHHOW B OeNCTBUE
denepasnbHbiM 3akoHoM OT 13 mona 2015 roga N 241-93.

11) co3gaHve CoBeTOB MO BOMpOCcaM, CBs3aHHbIM C 0bpalleHeM feKkapCTBEHHbIX
cpencTs; *5.11)

12) aTTectaums u cepTudgmkaums cneymanmcTtos; *5.12)

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

14) ocyLlecTBneHe gapmakoHaasopa; *5.14)
(MyHKT B pepakuun, BBegeHHon B aenctBne c¢ 1 wmonsa 2015 ropa
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

15) yyacTume B MexayHapoaHOM COTPYAHUYECTBE;

16) nonyyeHMe MO 3anpocam  YMNOfIHOMOYEHHOro doedepanbHOro  opraHa
MCMOSHUTENBbHON BfacTM OT OpPraHoB MWCMOSIHUTESNIbHOM BracTu CyObeKkToB
Poccuinckon Pepepaummn, a Takke OT CYyOBHEKTOB OOpalleHWs nekapCTBEHHbIX
cpeacTB AN MeOMUMHCKOro  MNPUMEHEHMst  UHdopMaumm nNo  Borpocam
YCTaHOBIEHNA N MPUMEHEHUS LiEH Ha JleKapCTBEHHble npenapaTbl U HagbaBoK K
HUM;

17) npumMeHeHWe Mep OTBETCTBEHHOCTM 3a HapylleHMe 3akoHodaTenbcTBa
Poccuinckon denepauuu;
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18) yTBepxgeHMe npaBun Haanexawen nabopaTopHOM NPaKTUKK, MpaBuUs
Hagnexawen KIMHWYECKOW MpaKTUKW, MpaBui Hagnexawen npousBogCTBEHHOM
MNPaKTUKKN, NPaBUN Haanexalen NpakTUKN XpaHeHNs N NepeBO3KN NEKapCTBEHHbIX
npenapatoB, MpaBwui  Haanexawen OUCTPUBOLIOTOPCKON MNPaKTUKK, MpaBun
Hagnexawlemn anTe4yHou NPaKTUKWU, npasun Hagnexawemn NPaKTUKK
papmakoHaz30pa NnekapCTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeHEeHUs;

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

19) ycTaHoBreHWe nopsgka opMUPOBaHNS  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 429-03)

20) yTBepXKaeHne npasun paunoHanbHoro Belbopa HaMMeHoBaHW fieKapCTBEHHbIX
npenapaToB AN MegULNHCKOro NpUMeHeHus;

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

21) yTBEpXOEeHNE nepeyHs HanMeHOBaHWI NeKapCTBEHHbIX hopM;
(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-93)

22) hopmupoBaHmne peecTtpa TUMOBbIX UHCTPYKLUA NO MEAULMHCKOMY NPUMEHEHUIO
B3anMoO3aMeHsAeMbIX NeKapCTBEHHbIX NpenapaTos;

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

23) yTBEpXOeHMe TpeboBaHWM K WHCTPYKUUW NO MEAULMHCKOMY MNPUMEHEHUIO
rNeKapCcTBEHHbIX MpernapaTtoB W K WHCTPYKUUW MO BETEPUHAPHOMY MNPUMEHEHUIO
reKapCcTBEHHbIX Npenaparos;

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

24) pocynebHoe 3akpblTMe CanlToB, codepXawmx WHGopMauuio O PO3HUYHOWN
npogaxe  AUCTaAHUMOHHBIM  cnocobom, npegnoxeHne o  nNpuobpeTeHnn
AVUCTAHUMOHHBLIM  CMOCODOOM, [OCTaBke AUCTAHUMOHHLIM CMOcCObOM U (Mnn)
nepegade m3nM4ecKoMy nmuy AUCTaAHUMOHHLIM CNOCO6OM  NeKapCTBEHHbIX
npenapaTtoB, HAapPKOTUYECKUX FEKAPCTBEHHbIX MpenapaTtoB W MNCUXOTPOMHbIX
NEKapCTBEHHbIX MNpenapaTtoB, 3a WUCKIIOYEHWEM CllydaeB, YCTaHOBIEHHbIX
[MpaButenscTBOM Poccuimnckon denepaumn.

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

KommeHTapun K ctatbe 5

Ctatba 5_1.lMepenaya ocyLwiecTBNeHUs NOSTHOMOUYUN
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cdenepanbHbLIX OPraHOB UCMOJTHUTENBLHOW BNacTy Npu
oOpaLlleHMN NeKapCcTBEeHHbIX CPeACTB OpraHam
MCNOJIHUTESNIbHOU BNacTU cyobeKkToB Poccumckom
Pepgepauun

[MonHomounsa doegeparnbHbiX OpraHoB UCMNOSTHUTENBHOW BNacTy nNpu obpatueHnn
NeKapCTBEHHbIX CPeaCcTB, NPeayCMOTPEHHbIE HAacToALWLMM PeaeparnbHbIM 3aKOHOM,
MOryT nepefaBaTbCA A5 OCYLWECTBIIEHUS OpraHamM WCMOSIHUTENTbHOW BracTu
cybbektoB  Poccuiickon  Pepepaumm  noctaHoBrieHusmmn - [paBuTenscTBa
Poccuickon ®enepaunm B nopsgke, yctaHosrieHHoM PegeparnbHbiM 3aKOHOM OT 6
okTabpa 1999 rmpa N 184-®3 "O6  obumx npuHUunax _opraHusaLuuv
3aKoHogaTtenbHbIX (MpeacTaBUTENBHbIX) n NCOOSIHUTENbHbLIX  OPraHoB
rocyaapcTBeHHOM BracTu cydbekToB Poccurickon Peaepaumn”.

(Ctatba pononHuTenbHo BktodeHa ¢ 24 wona 2015 roga PeneparnbHbiM
3akoHoM oT 13 uona 2015 roga N 233-93)
KommeHTapumn k ctatbe 5_1

Ctatbsa 6. [lonHOMOYUA OpraHoOoB UCMOJTHUTESNIbHON BNacTu
cyobekTta Poccunckoun Pegepauum npum odpawieHMn
rleKapCTBEHHbIX CpeaAcTB

K nonHomMo4msim oOpraHoB WCMONMHUTENbHOM BriacTu cybbekta Poccumrckon
denepauunmn npy obpalleHUn NnekapCTBEHHbLIX CPeaCTB OTHOCATCS:

1) paspaboTka M peanm3aumsi perMoHarnbHbIX NporpaMm obecneyeHust HaceneHus
nekapcTBEHHbIMU MpenapaTtamu;

2) ycCTaHOBfeHVe npefernbHbIX pas3MepoB OMTOBbLIX HagbaBOK W npedesibHbIX
pasMepoB  PO3HUYHbIX HagbaBoOK K  (PAaKTUYECKUM  OTMYCKHbIM  LieHaMm,
YCTaHOBJIEHHbIM NpOV3BOAUTENAMMU nekapCcTBEHHbIX npenapaTos, Ha
nekapcTBEHHble npenapatbl, BKIOYEHHbIE B NepeyYeHb XU3HEHHO HEOBXOOMMbIX U
BaXKHENLLMX NleKapCTBEHHbIX NpenapaTos; *6.2)

3) OCyLleCTBNEHNE pPErmoHanbHOro rocygapCTBEHHONO KOHTPOSS 3a NPUMEHEHMEM
LEH Ha JeKapCTBEHHbIE rMpenapaTbl, BKIHOYEHHbIE B MNepeyYeHb XXU3HEHHO
HEOBXOOUMBIX W BaXHEWMLLMX JIEKapCTBEHHbIX MpenapaTtoB, OpraHM3auusiMm
OonTOBOU TOProBsn, anTe4YHbIMA opraHmsaumnamum, NHAMBUAYanbHbIMN
npeanpuHMaTenamm, UMeLMMn NULLEH3UIO Ha dhapmau,eBTUYECKYHO
NEeATEeNbHOCTb.

(MyHKT B pepakuun, BBegeHHOM B AenctBue ¢ 25 wmwoHa 2012 ropa
denepanbHblM 3aKkOHOM OT 25 ntoHa 2012 roga N 93-93.

KommeHTapun K ctaTtbe 6
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'naBa 3. locypapcTtBeHHasa papmakones
(ctatbn 7 - 7)

CtaTbf 7. Pa3paboTka 1 nagaHme rocygapctBeHHOM
capmakoneu, pasmeLieHme AaHHbIX O HEU

1. lNoa rocygapcTBEHHOW dhapMakoneen NoHMMaeTcs cBog, 06LLmx hapmakonenHbix
cTarten n bapMakonemnHblX cTaTen.

2. PaspaboTka obumx dapmakonenHblx cTaten u dapmMakonenHblx CTaTen, B TOM
yucrne dapmMakonenHblX cTatern Ha dhapMakonenHble CTaHdapTHble obpasubl, W
BKITIOYEHME WX B FOCYOAPCTBEHHYIO (dapMakorner OCYLIECTBIATCA B MOPSOKe,
YCTAHOBMEHHOM  YNOSIHOMOYEHHbIM  drefeparnbHbIM - OpraHoOM  UCMNOSHUTENBHOW
BnacTu. *7.2)

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

3. PaspaboTtka apmakonenHom cTatbn Ha pedepeHTHbIN NeKapCTBEHHbIN
npenapat N BKIOYEHWE ee B rocyfapCTBEHHYHO duapMakonerd B TeYeHue Cpoka
AENCTBUSA 3almMTbl UCKIKOYUTESNIbHOIO MpaBa, YOOCTOBEPEHHOro MNaTeHTOM Ha
pedepeHTHbIN  JleKapCTBEHHbLIA MNpenapaTt, OCYLUECTBIIAIOTCA C corflacua  ero
paspaboTyuka.

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

4. TocypapcTBeHHaa dhapmakonesi usgaetcsl YNoSIHOMOYEHHbIM heaeparnbHbIM
OpraHOM MCMONMHUTENBbHOM BracTu 3a CYeT cpencTB dhedepanbHoro GrogxeTta u
NoANEXUT NEpensfaHusM He pexe YeM OAMH pa3 B NATb NeT, B nepuog mexay
KOTOPbIMU U3JAKTCHA NPUITOXEHNA K roCy4apCTBEHHOM (bapMakornee, coaepaiume
obume dapmakonenHole ctTaTtbu U (UnKM) hapMakonenHble CTaTbn, YTBEPXKOEHHbIE
nocne u3gaHnsa unum nepensgaHns rocygapcTBeHHon dpapmakonen. *7.4)

5. YNONMHOMOYEHHbIN dhefeparnbHbii OpraH UCMONHUTENBHOM BNacTu pasMeLlaet

AaHHble O rocygapCTBeHHOW dhapmakoree U MNPUIIOKEHUSX K HENM Ha CBOEM

odmumansHomM cante B ceTu "VIHTepHET" B yCTaHOBIIEHHOM UM nopsagke. *7.5)
KommeHTapumn Kk ctaTtbe 7

'naBa 4. [locyaapCTBEeHHbIU KOHTPOJIb NpU
obOpalleHnu rekapcTBeHHbIX cpencTB (ctatbu 8
- 9)
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CtaTtbsa 8. JlIuueHanpoBaHue nponsBoacTBa
reKapcTBeHHbIX cpeacTB U hapmMaLeBTUYECKOMN
AeATerIbHOCTU

1. JTnueHsunpoBaHune npon3BoacTBa NeKapCTBEHHbIX cpeacTts n
drapMaLeBTUYECKON  OEATENbHOCTU  OCYLIECTBNSIETCA B COOTBETCTBUMM C
3akoHogartenscteBoM Poccuinckon denepaummn. *8.1)

2. OOsasartenbHbIM YCIOBMEM MNPEeOOCTaBMNeHNss NULEH3UM Ha NpPOU3BOACTBO
NEKapCTBEHHbIX CPeACTB SBNSETCS NPUIOXEeHWEe K 3asiBNEHU0 couckaTens
NMULEH3MM NEepeydHsl NeKapCTBEHHbIX ¢opM M (Mnn) BMOOB dhapMaLeBTUYECKUX
cybcTaHUMA, KOTOopble MpPOM3BOAMTENb JIEKAPCTBEHHbIX CPeAcTB HaMepeH
NPON3BOAUTD.

3. B cnyyae HeobxoanMmMoCTU pacLuMpeHnss NPoM3BOACTBA NeKapCTBEHHbIX CPeaCcTB
3a CYeT HOBbIX feKapCTBEHHbIX )OPM M BMAOOB (hapMaLeBTUYECKUX CyBCTaHLUn
Npoun3BoOAUTESNb JIEKAPCTBEHHbLIX CPEACTB LAOSPKEH MOMYy4YUTb HOBYIO JIMLEH3UIO Ha
NPON3BOLCTBO JIEKAPCTBEHHbIX CPeCTB.

KommeHTapumn k ctatbe 8

Ctatba 9. locypapcTBeHHbIM KOHTPONb (Haa3op) B cdepe
oOpallueHUs nekapCcTBeHHbIX cpeancTB

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

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

2) (begepanbHbIN rocygapcTBEHHbIN Haa30p B cdepe obpalleHns fieKapCTBEHHbIX
cpencrTs;

3) BLIBOPOYHBIN KOHTPOSIb KayecTBa fleKapCTBEHHbIX CPEACTB.
(MyHkT gononHuTensHo BkrtodeH ¢ 1 uong 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)
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2. JINUEeH3NOHHBIN KOHTPOIb B cdiepe Npou3BOACTBA fIeKapCTBEHHbIX CPEeACTB U B
cdepe rapmaueBTUYECKON OEATESNIbHOCTU OCYLIECTBNAETCA YNOSIHOMOYEHHbIMU
doegeparnbHbIM OpraHOM UCMONMHUTENBHON BNacTu U opraHamMyv UCMONHUTENbHON
BnacTn cybbekToB Poccuimckon denepaumm cornacHo nx KOMNETEHLMN B NOPSAKE,
ycTaHoBIieHHOM DefeparnbHblM 3akoHOM OT 26 aekabpsa 2008 roga N 294-03 "O
3almTe npaB IOPUOMYMECKMX NN N WMHAMBUAYAlbHbLIX NpeanpuHUMaTenen npu
OCYLIECTBIIEHUN rOCYAAPCTBEHHOIO KOHTpond (Hags3opa) WM MyHUMUMOANbHOrO
KOHTpons", ¢ yd4eToM OCOBEHHOCTEW opraHusauum u NpoBEeAEHUA MNPOBEPOK,
ycTaHoBIeHHbIX PenepanbHbiM _3akoHoM oT 4 mada 2011 roga N 99-03 "O
NMLLEH3NPOBAHUWN OTAENbHbLIX BUAOB AeATEeNbHOCTH",

3. ®enepanbHbIN rocygapCTBEHHbIN HAA30p B cdhepe obpalleHnsa nekapCTBEHHbIX
CpedcCTB  OCYLUECTBISETCH  YNONHOMOYEHHbIMU  (pefeparnbHbIMM - OpraHamu
NCMNOSHUTENBHOW BracTu (garnee - opraHbl roCyA4apCTBEHHOro Haa3opa) CorfiacHo
MX KOMMETeHUUNn B nopsake, ycTaHoBrieHHOM [lpaButensctBoM Poccumnckon
denepauun. *9.3)

4. ®epepanbHbI rocyaapCTBEHHbIN HAA30p B cdepe obpalleHus fekapCTBEHHbIX
cpeacTB BKOYaET B cebs:

1) opraHuM3auunio U NpoBeaeHne NPOBEPOK cobnogeHna cybbekTammn obpalleHus
NeKapCTBEHHbIX CPeACTB YCTaHOBJSIEHHbIX HacToAwmM deneparnbHbIM 3aKOHOM U
NPUHATBIMUA B COOTBETCTBUM C HUM WHBbIMA HOPMAaTUBHBLIMW MPaABOBbLIMU aKTaMmu
Poccuickon ®depepaumm TpeboBaHMA K OOKITMHUYECKMM  UCCNeaoBaHUSIM
NEKAPCTBEHHbIX CPEeACTB, KIMHUYECKMM  UCCredOBaHUAM  FleKapCTBEHHbIX
npenapaTtoB, XpaHeHuIo, NnepeBo3ke, BBO3Yy B Poccunckyo Penepauymto, OTMycky,
peanusaunn nekapcTBEHHbIX CPEACTB, NMPUMEHEHUIO NEKAPCTBEHHbBIX NpenapaTos,
YHUUMTOXEHNIO NEKAPCTBEHHbLIX CPEACTB, a Takke CobMogeHNsT YNONTHOMOYEHHbIMA
opraHamn UCNOSIHUTENBHOW BNacTu cydbekToB Poccurckon denepaumm MeToanku
YCTaHOBMEHUA MpeaesibHblX pasMepoB OMNTOBbIX HagbaBoK W npedenbHbIX
pasMepoB  PO3HUYHbIX HagbaBoOK K  (PAaKTUYECKUM  OTMYCKHbIM  LieHaMm,
YCTaHOBJIEHHbIM npon3BoanTeENsaIMm NeKapCTBEHHbIX npenapartos, Ha
NeKapCTBEHHbIE NMpenapatbl, BKMOYEHHbIE B NEPeYeHb XU3HEHHO HEOOXOAUMbIX U
BaXKHENLLMX NleKapCTBEHHbIX NpenapaToB (ganee - ob6a3aTtenbHble TpeboBaHus);

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

3) opraHusaumio 1 nposegeHne dapmMakoHan3opa;
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4) npuMmeHeHue B nNopsake, YCTaHOBMEHHOM 3aKoHogaTernsCcTBOM Poccuimckon
denepaumnn, Mep Mo MNPEeCceYEeHUO BbISBIEHHbIX HapyleHun oba3aTesibHbIX
TpeboBaHUn N (MNK1) YCTPaHEHUIO MOCNEACTBUA TaKUX HapyLleHUW, B TOM 4ucrie
NPUHATME peELLEHNsI O HaXOoXOEeHUN NeKapCTBEHHbIX CpeaCcTB B obpalleHun, Bblaady
npeanucaHnin 06 ycTpaHeHUN BbiSIBIIEHHbIX HapyLLeHUN 06s3aTernbHbIX TpeboBaHui
N NpMBrEeYeHne K OTBETCTBEHHOCTM fNL, COBEPLUMBLUMX TaKne HapyLleHWs!.

(Yactb 4 B pepakumu, BBegeHHon B pgenctene ¢ 1 wmona 2015 ropa
dPenepanbHbIM 3akoHOM 0T 22 aekabpa 2014 rona N 429-03.

5. ®enepanbHbIN rOCygapCTBEHHbIN HAA30p B cdepe obpalleHnsa nekapCTBEHHbIX
CpencTB OCYLUECTBIIAETCA B nopsagke, ycTtaHoBrneHHOM PenepalibHbIM 3aKOHOM OT
26 pekabpa 2008 roga N 294-03 "O 3aumre npaB HOPpUONYECKUX UL U
MHOMBUAOYANbHbLIX _NpeanpuHMMaTenen Npuv _ OCYLLIECTBEHUN [OCYy1apCTBEHHOIO
KOHTpONs (Hags3opa) U MYHWUMNANbHOrO KOHTpons", ¢ yd4eToM OCOBEeHHOCTEN,
YCTAHOBJSIEHHbIX HacTosdwen cTatben. [lpegBaputenbHoe corfnacoBaHne C
opraHamn npoKypaTypbl CPOKOB MPOBEAEHUS BHEMSAHOBOW MPOBEPKN CYOHLEKTOB
obpalleHnsi NieKapCTBEHHbIX CPEeACTB, a Takxke npeaBapuTernibHOEe yBeOoOMIleHue
IOPUONYECKUX N, UHOMBUAYAlbHBIX MpeanpuHuMaresien o Hadane nposeneHud
9TON npoBepkn He Tpebyetcsa. OpraHbl NPOKypaTypbl U3BELWAKTCS O NPOBEAEHUN
BHEMMAHOBOW MpPOBEPKM CyObeKToB obpaleHns fiekapCTBEHHbIX CpeacTsB
nocpenCcTBOM HarpasrfieHUsi COOTBETCTBYHOLLMX [OOKYMEHTOB B TeyeHue Tpex
paboyunx OHENn C MOMEHTaA OKOHYaHWA MNPOBEAEHUA YKa3aHHOW BHEMNSIaHOBOW
NPOBEPKN.

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

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

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

2) BGecnpensaTCTBEHHO MO MNpeabsBrieHUM CryXebHOro yooCTOBEPEHUA U KOMUK
npukasa (pacnopsikeHWsi) opraHa rocygapCTBEHHOro0 Haa3opa O Ha3HavyeHuu
NPOBEPKN MoceLaTb UCMNoMb3yeMble HpUaNYECKUMU NULaMKn, UHAUBMAYaNbHLIMA
npeanpyHUMaTeNnsaMn, SBMAIWMMUCA cybbekTamu obpalleHust NekapCTBEHHbIX
CpeacTB, NpPW  OCYLLIECTBMEHUM CBOEN [OesATenbHOCTU TeppuTopun, 30aHug,
MOMELLEHUSA N COOPYXEHUS B LLENsX NPoBeAEHUS MEePONPUATUA MO KOHTPOSIO;

3) npoBoAuTbL OTOOP 06pa3LOB fEeKapCTBEHHbIX CPEACTB, NpedHasHa4YeHHbIX A4
peanusauun 1M peanunsyembiX cydobekTamm obpalleHusi NeKapCTBEHHbIX CPencTB,
ONs  NPOBEPKM WX Ka4yecTBa, MNPOBEAEHUs WUCCreooBaHWW, WCMbITAHUA B
COOTBETCTBUK C npasunamm oTbopa obpa3suos, YCTaHOBJIEHHbIMU
YMNOSTHOMOYEHHbIM dhegeparbHbIM OpraHoOM UCMNOSNHUTENBHOM BaCTW;
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4) BblgaBaTb CybbekTaMm oObpalleHUA NeKapCTBEHHbLIX CPEeAcTB NpeanucaHusa o
NpekpaweHm HapylweHun obsasaTenbHblX TpeboBaHMn M 06  ycTpaHeHun
BbIFABMEHHbIX HapyLleHun obs3aTenbHbIX TpeboBaHuiA;

5) HanpaBnAaTb B  YMNOMHOMOYEHHbIE OpraHbl Marepuanbl, CBA3aHHble C
HapylweHnamMn  obssartenbHbiX  TpeboBaHWMIM, [ONA  pELleHMs  BOMPOCOB O
BO30Y>OEHUN YTONOBHbIX AEN N0 NPU3HaKam NpPecTyneHN.

7. BbIOOpPOYHbLIN KOHTPOSb KayecTBa NeKapCTBEHHbIX CPeaCTB OCYLLECTBISETCS
YNONMHOMOY€EHHbIM  doegeparibHbiM ~ OPraHOM  UCMOSHWUTENbHOM  BnacTu B
yCTaHOBIIEHHOM UM MOPSIAKE M BKIOYaeT B cebs:

1) o06paboTky cBegeHud, B obdA3aTenbHOM nNopsiake npefocTaBniseMblX
cyObekTamm ObpalleHNs NeKapCTBEHHbIX CpPeacTB, O Cepusix, NnapTuax
NeKapCTBEHHbIX CpeacTB, MOCTynawwmx B rpaxgaHckun obopoT B Poccuimckon
depepauuu;

2) otbop o06pa3uoB NEeKapCTBEHHbIX CpeacTB Yy CYObekToB obpalleHus
NEeKapCTBEHHbIX CPeACTB B LENnsx NpoBedeHUs UCMbITaHUA Ha UX COOTBETCTBUE
TpeboBaHNSAM HOPMaTMBHOM AOKYMEHTALMN UM HOPMATUBHbBIX OKYMEHTOB;

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

4) NpUHATME YNONMHOMOYEHHbIM doeadeparbHbiM OpraHOM MCMOSTHUTESTbHOM BracTu
pELLEHNsT O NepeBOAE NEeKapCTBEHHOIO CpeacTBa Ha MOCEPUNHBLIA BbIOOPOYHbIN
KOHTPOSb KayecTBa JIEKapCTBEHHbLIX CPeACTB B Cllydae MOBTOPHOrO BbISIBIIEHUS
HECOOTBETCTBMS  KayecTBa  JIEKapCTBEHHOro  cpeacTBa  YCTAHOBIIEHHbIM
TpeboBaHnssIM K (Npy HeobXogMMOCTW) O nNpoBepke cybbekTa obpaleHus
NeKapCTBEHHbIX cpeacTB. Pacxoabl, CBsi3aHHble C NPOBEOEHUEM MOCEPUMHOIO
BbIOOPOYHOrO KOHTPOSs KadecTBa JIEKAPCTBEHHbIX CPeacTB, OnfadvMBarTCA
npounsBoanTenemM nekapCTBEHHOro cpeacTea nNMbo aepxartenem unvm Bragenbuem
perMcTpaLMoHHOro y40CTOBEPEHUS NIEKapCTBEHHOIO Npenaparta. *9.7)

(Yactb 7 pononHuTenbHo BktodeHa ¢ 1 wmonsa 2015 ropga PegepanbHbiv
3akoHoMm oT 22 nekabps 2014 roga N 429-93)

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

KommeHTapum K ctatbe 9

'naBa 5. Pa3paboTka, AOKNUHU4eckKkue
nccrenoBaHUA NeKapCcTBEeHHbIX CpeacTB, a
TaK)XXe KNMHU4YeCKue nccnenoBaHus
FNleKapCTBEHHbIX NnpenaparoB AN
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BeTepuHapHoro npumeHeHus (ctatobm 10 - 12)

Ctatbsa 10. Pa3paboTKka nekapcTBeHHbIX CpeacTB

1. PaspaboTka nekapCTBEHHbIX CPeacCTB BKMOYaeT B cebA MOUCK HOBbIX
dapmakonormyeckm  aKkTMBHbIX  BELWEeCTB, Mocregylowee  U3y4eHne  ux
NEeKapCTBEHHbIX CBONCTB, OOKIMHUYECKME NCCREe0oBaHNs, pa3paboTKy TEXHOMOMMM
npousBoAacTBa hapmaueBTMYECKMX CcyDbCTaHuuK, pas3paboTky COoCcTaBoOB U
TEXHOSIOrMn NPOM3BOACTBA NIEKAaPCTBEHHbIX NPenapaTos.

2. OunHaHcoBoe  obecneyvyeHne  pas3paboTKM  NIEeKapCTBEHHbIX  CPeacTB
OCYLLUECTBIISIETCA 3a CYET:

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

3) cpeacTs Npov3BOAUTENEN NEKAPCTBEHHbLIX CPEACTB MPU BbIMOMHEHUN Hay4YHO-
nccnenoBaTenbCKnX paboT no AoroBopy Mexay pa3paboTYMKOM NekapCTBEHHbIX
cpencTB M NPON3BOAUTENEM NleKapCTBEHHbLIX CPeACTB;

4) WHbIX He 3anpeleHHbIX 3akoHogatenbCcTBoM Poccunckon denepaumm
NCTOYHUKOB.

3. lpaBa paspaboTyMKka NEKapCTBEHHOIO CPEeACTBa OXPaAHSOTCH rPaXKOAaHCKMUM
3akoHogartenscteom. *10.3)
KommeHTapum k ctatbe 10

CtaTtbsa 11. [loknnHn4yeckoe nccnenoBaHue
NleKapCTBEHHOro cpeAacTBa ANA MeAULMHCKOro
NnPUMeHeHnsA

1. JOKNMHMYecKoe uccrenoBaHNe NeKapCTBEHHOrO CpeacTBa AN MeOULMHCKOro
NPUMEHEHMS NMPOBOAUTCS MyTEM NPUMEHEHUs] HayYHbIX METOAOB OLEHOK B LIensx
nonyvyeHuss  OokasaTenbcTB ©Oe3onacHocTW, KavecTBa U 3GdEKTUBHOCTU
NeKapCcTBEHHOrO cpeacTBaa.

2. [loknnHnyeckoe uccregoBaHne nekapcTBEHHONO cpeacTtBa Anst MeaguuUHCKOro
NPUMEHEHMUST MPOBOAUTCSA B  COOTBETCTBUM C MNpaBuraMmn  Hagnexailemn
nabopaTtopHOM NPaKTUKK, YTBEPXOEHHbIMU  YMOSHOMOYEHHbIM  doefeparnbHbIM
OpraHoOM UCMONHUTENbHOM BnacTu. *11.2)

(Yactb B pepakumm, BBegeHHom 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  UCCreaoBaHUs
NEKapCTBEHHOr0 cpeacTBa AN  MEOUUMHCKOrO MNPUMEHEHUs  pas3paboTyunkum
NEKapCTBEHHbIX CpeaCcTB  MOMYT  NpUBMEKaTb  Hay4yHO-UccriegoBaTenbCKue
opraHusauun, obpasoBaTenbHblEe OpraHM3auun BbiCLLEro 0bpa3oBaHus, UMeoLMe
HeoOXxoaAMMyKD  MaTepuanbHO-TEXHMYECKYD ©azy ©n  KBanMMUMPOBaHHbIX
cneymanucToB B COOTBETCTBYIOLLEN 061acTu uccnegoBaHus.

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

4. [JoknnHn4yeckoe uUccrnenoBaHWe NeKapCTBEHHOrO CpeacTBa AN MeOULMHCKOro
NPUMEHEHUS MPOBOAUTCSA MO YTBEPXKOEHHOMY pa3pabOoTYMKOM NeKapCTBEHHOro
CpeacTBa MNnaHy C BedeHWeM MPOTOKOSla 3TOro UCCIEAOBaHUs M COCTaBIIEHMEM
OT4YeTa, B KOTOPOM coepxaTcs pesynbraTbl 3TOro UCCNEAOBaHNS U 3aKIloYeHne 0O
BO3MOXHOCTW  MPOBEAEHUS  KIMMHUYECKOTO  WUCCNeaoBaHWUsl  NeKapCcTBEHHOMO
npenapara Ans MeauLMHCKOro NPUMEHEHUS.

5. [lpoBegeHne npoBepok cobnogeHnss npaBun Haanexawen nabopaTopHoOu
NPaKTUKU M NPaBOBbIX HOPM WCMNONb30BaHMUSI >XMBOTHbLIX MPU MNPOBedEeHUn
OOKIMMHUYECKNX WCCIIeQOBaHUN NEeKapCTBEHHbIX CPeAcTB AN MeAULMHCKOro
NPMMEHEHNs1  OCYLLECTBISETCS  YMNOSMIHOMOYEHHLIM  doefeparnbHbiM - OpraHoM
NCMNOSTHUTENbHOW BNAcTMW.

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

6. Pe3ynbTaTbl OOKIMHUMYECKOrO MCCeLoBaHUS feKapCTBEHHOrO cpeacTtBa Ans
MELULIMHCKOrO MpUMEHEHUs MoryT ObiTb npeacTaBfieHbl B YNOSHOMOYEHHbIN
deepanbHbIA OpraH UCMOMHUTENbHOM BlaCTU B YCTAHOBSIEHHOM NopsaaKke B Lienax
rocyaapCTBEHHOM perncTpaumm nekapcTBEHHOro npenapara.

KommeHTapui Kk ctatbe 11

CtaTtbs 12. [loKnMHN4eckKkoe nccnegoBaHue
NleKapCTBEHHOro cpeAcTBa U KIMHUYECKOe uccrnegoBaHue
NieKapCTBEHHOro npenaparta AnA BeTepUHapHOro
NnPUMeHeHunsA

1. [JOKNMHU4YeCcKoe nccrneaoBaHne NekapcTBEHHOrO CpeacTBa Afs BETEPUHAPHOro
NPUMEHEHMS NMPOBOAUTCH MyTEM NPUMEHEHUs] HayYHbIX METOAOB OLEHOK B LIEnsx
Nnony4yeHUst OokasaTenbCTB 0Oe3onacHocTWM, KadecTtBa U 3dhdeKTUBHOCTU
NeKapcTBEHHOro CPeacTBa, B TOM Yuche ornpeaeneHnst Cpoka ero BbiIBEAEHUS U3
opraHu3ma > BOTHOTO, B LLeNnsix obecneyvyeHns 6€3onacHoOCTM NPoaYKL MU KUBOTHOMO
MPOUCXOXKOEHMUS1  Mocre  MNPUMEHEHUss COOTBETCTBYHOLLIENO  NEKapCTBEHHOo
npenaparta.
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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 MNpaBuiiaMn, yTBEPXKOEHHbIMU YNOIHOMOYEHHbIM
deepanbHbIM OpraHoM UCNOSTHUTESNBHOM BriacTu. *12.2)

3. [oKnMHMYecKkoe uccreaoBaHWe neKapCTBEHHOro cpeacTBa U KIMHUYecKoe
nccnegoBaHWe NekapCTBEHHOro npenapata [Anf BeTepUHapHOTO MPUMEHEHUS
NMPOBOAATCSA MO YTBEPXKOEHHOMY pa3paboTYMKOM NEKaPCTBEHHOrO CpeAcTBa MnraHy
C BeJjeHMeM NPOTOKOJIOB 3TUX UCCIed0BaHUA U COCTaBIIEHNEM OTYETOB, B KOTOPbIX
coaepxartcs pesyrnbTaTbl 3TUX UCCNEOOBAHUNA.

4. [Ona opraHuM3auuMm U NPOBEAEHMsI  OOKIMMHMYECKOrO  UCCEe[oBaHus
NEeKapCTBEHHOrO cpeacTBa W KIMHMYECKOrO MCCNeAoBaHUst JeKapCTBEHHOro
npenapata [Ansi BETEPUHAPHOTO MNPUMEHEHUS1 pa3paboTyMK NeKkapcTBEHHOMO
cCpeactBa  MOXET  MpuBnekaTb  OpraHvM3auun, uUmewwme  Heobxoaumyto
mMaTepuanbHo-TEXHUYECKYD 6a3y ”  KBanMMUWPOBaHHbLIX CMELManicToB B
COOTBETCTBYHLLEN 061acTu UccrnegoBaHus.

5. KnMHnyeckne nccrnenoBaHusi NekapcTBEHHbIX NpenapaToB ANsi BETEPUHaPHOro
NPUMEHEHUS MNPOBOAATCS 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 JIEKApCTBEHHbIX MpenapaTtoB M Kypca
NeYeHNs1 Ha KOHKPETHOW rPyrne XMBOTHLIX C onpeaeneHHbIM 3abonesaHnem;

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

4) un3ydeHNss BO3MOXHOCTEM  paclUMpeHusi MnokasaHuh K NPUMEHEHUIO
3aperncTpypoBaHHOIO  JIeKapCTBEHHOro npernapata W BbISBMEHUA  paHee
HEN3BECTHbIX NOOOYHbIX OENCTBUN.

6. KnmHnyeckoe uccrenoBaHve NekapcTBEHHOro npenapata Afs BeTepUHapHOro
NPUMEHEHMSI OCYLUECTBIISIETCS 3a CYET CPEeACTB pa3paboTyvka NeKapCTBEHHOo
cpeancTea.
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7. OTyeTbl O pesynbTatax [OOKIMHUYECKOrO WCCeaoBaHUs JieKapCTBEHHOIO
cpeocTBa M KIMHWYECKOTO UCCIeoBaHWS NIEKapCTBEHHOro npenapaTta  Ans
BETEPMHAPHOIO MPUMEHEHUSI COCTaBNATCA pa3paboTyMKOM fiekapCTBEHHOMO
cpeactBa C  y4eTOM  3ak/MOYMEeHUW opraHuMsauui, nNpUHUMaBLLMX YydacTue B
opraHusauun n NpoBeLeHNN 3TUX UCCeLoBaHUN.

8. KoHTponb 3a npoBegeHMEM [OOKIIMHUYECKUX WUCCreaoBaHUA eKapCTBEHHbIX
CpeacTB UM KIMHMYECKUX UCCNeaoBaHWW JIEKApPCTBEHHLIX npenapaTtoB  And
BETEPUHAPHOIO MPUMEHEHNA OCYLLECTBIISETCSH YMNONHOMOYEHHbIM doefeparnbHbIM
OpraHOM UCMONHUTENbHOM BnacTu. *12.8)

KommeHTapum Kk ctatbe 12

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

Ctatba 13. locyaapcTBeHHast peructpauus
rieKapCcTBEHHbIX NpenapaToB

1. B Poccuinckon degepaunmn LOMNYCKAKOTCA NPOU3BOACTBO, W3rOTOBJIEHNUE,
XpaHeHve, nepeBo3ka, BBO3 B Poccuuckyo denepauuio, BbiBOo3 n3 Poccumckom
denepauun, peknama, OTNycK, peanusaums, nepegadya, NpUMEHeEHNE, YHNYTOXEHNE
NeKapCTBEHHbIX MpernapaToB, €CfM OHW 3aperMcTpupoBaHbl COOTBETCTBYHOLLMM
YMNOMHOMOYEHHbIM dheeparibHbIM OpraHOM UCMONHUTENBHOW BIAacTMW.

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

2. ['ocygapcTBEHHOM perucTpaumum noasiexar:

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

2) nekapcTBeHHbIE NpenapaThbl, 3aperMcTpupoBaHHbIe paHee, HO NPOoU3BeLEHHbIE B
APYrMx nekapCTBEHHbIX (popMax B COOTBETCTBUM C MNepevyHeM HauMeHOBaHWMn
NeKapCcTBEHHbIX hOpM, B HOBOW OO3UPOBKE NPU AOKa3aTeNbCTBE ee KIMMHUYECKON
3HaYMMOCTU U 9PGEKTUBHOCTH;

3) HoBble KOMBUHALMM 3aperMcTpPUPOBaHHbIX PpaHee NeKapCTBEHHbIX NpenapaTos.
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3. TocyoapcTBeHHas perncTpauuns NekapCcTBEHHbIX NMpenapaToB OCYLUECTBSETCS
No pe3yrnbTaTam 3KCNepTM3bl JIeKapCTBEHHbIX CPEACTB, a rocydapCTBEeHHas
perMcTpaums opdiaHHbIX NEeKapCTBEHHbIX MNpPenapaToB  OCYLUECTBMSETCH MO
pesynbTaTtam 9KCNepTu3bl [OKYMEHTOB, MNPEACTaBMNEHHbIX ANS  onpeaeneHns
BO3MOXHOCTU paccMaTpuBaTb JEeKapCTBEHHbIN npenapaTt Ans MeaULUHCKOro
NPUMEHEHMSI MPU OCYLUECTBIIEHUM TOCYOAPCTBEHHON perucTpaumMm B KadecTBe
opdbaHHOro NeKapCTBEHHOro npenapata, W MO pe3yrnbTaTam  3KCNepTusbl
NEeKapCTBEHHbIX CPEACTB.

4. TocynapcTBeHHas perncTpaunsa nekapCTBEHHOro rnpenapara OCYLUIECTBSAETCS
COOTBETCTBYHOLLMM YMNONIHOMOYEHHbIM doeeparibHbiM OpraHoM WCMNOSTHUTESNTbHOW
BflaCTU B CPOK, HE MPEBbIALWMA CTa LECTUOECATU paboymx OHENn cOo OHS
NPUHATUA COOTBETCTBYIOLLErO 3adBfieHNA O TroCy[apCTBEHHOW pernctpauum
nekapcTBEHHOro npenapaTta. B ykasaHHbIN CPOK BKOYaeTCs BpeMsi, Heobxoanmoe
ONns  NOBTOPHOrO MPOBEdEHUsI 3KCNEepPTU3bl JIEKAPCTBEHHONO cpeactBa B
COOTBETCTBUM  cocTaTtben 25 HacTtosuwero ®PenepanbHoro 3akoHa. Cpok
rocygapCTBEHHOW perncTpauumv fiekapcTBEHHOro npenapara UCYUCSETCH CO LHA
NPUHATUA  COOTBETCTBYIOLLMM  YNOSIHOMOYEHHbIM  begeparnbHbiM  OpraHoMm
MCMNOSTHUTENTbHOW BMacTu COOTBETCTBYIOLLEIO 3asiBfieHNss O [oCygapCTBEHHOM
perMcTpaumm  NeKkapcTBEHHOro npenapara C  MPUIoXeHMeEM HeobXoauMbIX
AOKYMEHTOB MO [€eHb BblAa4yn perMcTpauoOHHOro y4oCTOBEPEHUS NeKapCTBEHHOro
npenapata. Bpems, Heobxogumoe AOns  HanpaBfeHUA  YNOSIHOMOYEHHbIM
doegeparnbHbIM - OpraHOM  UCMOSHUTENBHOM BIaCTU 3anpoca O npeacTaBiieHnn
HeobXoOMMbIX MaTepuanoB W NpeacTaBfeHUs 3asBUTENEM OTBETa Ha OaHHbIN
3anpoc B COOTBETCTBUM coO ctatbamu 16, 19 un 23 HacTtosauwero PenepansbHOro
3aKOHa, He Y4YUTbIBAETCS MpPU MUCYUCIIEHMM CPOKa rocydapCTBEHHOM perncTpauum
NeKapCTBEHHOrO npenapara.

5. [ocynoapcTBeHHOM perncTpaunmn He nognexar:

1) nekapCTBeHHble npenapaTbl, W3roTOBIIEHHbIE anTeYHbIMW OpraHn3aLusiMu,
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 depepaumm M npegHasHayeHHble ONs JIMYHOro
NCNOSIb30BaHUA;

3) nekapCTBEeHHble npenapaTbl, BBO3MMble B Poccuiickyto ®Pegepaumo ans
OKasaHus 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 Poccuickyto denepaumio  Ha
OCHOBaHWU1 BblJaHHOIO YMNOSTHOMOY€EHHbIM deaepansHbIM opraHom
NCMNOSHUTENBbHON BflACTU paspeLleHnss N npeaHa3HadeHHble Ans NPoBeLeHUs
KITMHUYECKMX MCCefoBaHUN JieKapCTBEHHbLIX MpenapaToB M (MM) NpoBeLEHUs
9KCNepTu3bl NEKAPCTBEHHbLIX CPeaCcTB [ANs OCYLWECTBIIEHUS rocygapCTBEHHOM
perMcTpaLnm nekapCTBEHHbIX NpenapaTos;

5) hapmaueBTnYecKue cybcTaHuuuy;

6) pagunodapmaueBTMYECKME JeKapCTBEHHble MpenapaTtbl, W3roTOBMEHHbIE
HEeNnoCcpeaCTBEHHO B MEOULMHCKUX OpraHuM3auusx B nopsiake, YyCTaHOBIIEHHOM
YMNOHOMOYEHHbIM doeeparibHbIM OpraHOM UCMONHUTENbHOM BracTu; *13.5.6)

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

1) JIEKAapCTBEHHbIX MpenapartoB, OTMYarowmMxcAa Apyr OT Apyra KadeCTBEHHbIM
COCTaBOM D,GIZCTByI-OLU.l/IX BelleCcTs, Nog oanMHakoBblM TOProBbiIM HaMMeEHOBaHUEM,

2) OQHOro nekapcTBEHHOro npenapaTta, BblMyCKAeMoro npousBoauTernem nog
pPa3NMYHbIMM  TOProBbIMM  HAMMEHOBAHUSIMM U MPEACTaBMNEHHONO  Ha
rocyQapCTBEHHYD pernctpauuio B Buae [OBYX W 0Oonee nekapCcTBEHHbIX
npenapaTos.
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7. Mo 3anpocy (B 9NEKTPOHHOM dopMe unn Ha BGymaxHOM HocuTere) cybbekTa
obpalleHnsi NeKapCTBEHHbIX CPEeACTB COOTBETCTBYHOLUMM  YNOSIHOMOYEHHbLIM
doeaeparnbHbIM opraHom NCNOSHUTESTbHOMN BIlacTwu, OCYLLECTBSIAIOLLMM
roCygapCTBEHHYIO perncTpauunio JieKapCTBEHHbIX MnpenapaToB, B YCTaHOBSIEHHOM
UM NOpsAgKe OCYLUECTBIIAETCH HaydHOe KOHCYMbTMpOBaHMEe Mo  BOrpocaw,
CBSI3@aHHLIM C MNpoOBedEHMEM [OOKITMHUYECKUX WUCCIiedoBaHUN, KIMHUYECKUX
nccrnenoBaHun NeKapCTBEHHbIX npenapartos, 9KCnepTusbl KadecTBa
NeKapCTBEHHbIX CpeacTB, ahdeKTMBHOCTU M 6e30nacHOCTU, C OCYLUECTBIIEHNEM
rocygapCTBEHHON perncTpaunmn rnekapCTBEHHbIX npenapatoB. KoHCcynsTupoBaHue
OCYLLUECTBIISIETCA C npuBneyvyeHnemM egeparnbHbiX rocygapCTBEHHbIX OHOKETHBIX
yypexaeHun, 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 YNnoSTHOMOYEHHOIro
doegeparnbHOro opraHa UCMNOSTHUTENBHOW BracTu Ha 3anpoc. Pasmep B3nmMaemoun C
3agBUTENd nnaTbl oOnpedensdeTrca B COOTBETCTBUM C  3aKOHOAATENbCTBOM
Poccuinckon depepaumm o6 opraHMsauumn npegocTtaBeHnst roCy4apCTBEHHbIX U
MyHUUMNanbHbIX — ycnyr.  WHdopmaumss 06  OCyWecTBfIEHUW  Hay4YHOro
KOHCYNbTUPOBaHWs, B TOM YUCe cTaTbn, 0630pbl, CNPaBoOYHble MaTepuarbl U MHasa
NHpopmaumss 06 OCYLLECTBNEHMM HAYYHOTO KOHCYNbLTUPOBAHUS, pa3MeLlaeTcs Ha
odmuManbHOM canTe YNorHOMOYEHHOro doeaeparibHOro opraHa MCMNOSTHUTENTbHOW
Bnactm B cetn "WHTepHeT" C COOMoaeHneM orpaHuyeHnn, YCTaHOBIIEHHbIX
3aKoHO4aTENbCTBOM O MNEpPCOoHalnbHbIX  AaHHbIX, KOMMepyeckon U  (Mnm)
rocygapCTBEHHOWN TanHe.

8. TocymapcTBeHHasi perncTpaumsa JeKapCTBEHHbIX npenapaToB, KoTopble
npeaHasHaveHbl 4119 MPUMEHEHUS B YCITOBUAX BOEHHbIX OENCTBUIN, Ype3BblYanHbIX
cutTyauun, NpodomnakTUKN N fnedvyeHns 3aboneBaHUn 1 NopaXeHUn, NoslyYeHHbIX B
pesyneTaTte BO3LENCTBUS  HEBNAronpUATHbIX  XUMUYECKUX,  OMOoNormdeckux,
paguaumoHHbIX akTopoB, U pa3paboTaHbl No 3agaHuio deneparnbHbIX OpraHoB
NCMNOSHUTENBbHON BMacTW, YMOSMHOMOYEHHbIX B 06fiacTm OBOpPOHbI CTpaHbl WU
6e3onacHOCTM rocygapcTBa, OCYLECTBNSAETCS B nopsagke, yCTaHOBMEHHOM
[MpaBuTtensctBoM Poccuinckon ®enepaumn.

(Ctatba B pepakuun, BBedeHHon B pgenctBne ¢ 1 wona 2015 ropa
PepeparnbHbIM 3aKoHOM OT 22 fekabpsa 2014 roga N 429-93.

KommeHTapum k ctatbe 13

Ctatba 14. [IpnHUMUNBI 3KCNEePTU3bl JIEKAPCTBEHHbIX
cpeacTB
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1. OKcneptv3a IeKapCTBEHHbIX CPEACTB OCHOBbLIBAETCS Ha  NpUHLMNax
3aKOHHOCTW, cobrnogeHuss npaB W cBobod 4enoBeka WM rpaxaaHuHa, npaB
IOPUONYECKOro N1La, He3aBUCUMOCTU 3KcnepTa, 06 BLEKTUBHOCTU, BCECTOPOHHOCTU
M MONMHOTbI WUCCNEeQOoBaHU, MPOBOAUMBIX C WCMOMb30BAHWMEM COBPEMEHHbIX
OOCTUXKEHMUIN HAYKN U TEXHMKKN, OTBETCTBEHHOCTU dbeaepanbHOro rocyaapCTBEHHOIO
BHOOKETHOIMO YYPEXKOEHUS MO NPOBEAEHUIO SKCNEPTU3bI NEKAPCTBEHHbLIX CPEACTB U
3KCNepToB 3a NpoBeaeHMe N Ka4eCcTBO SKCNEPTU3bI.

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

1) aKcnepTM3y OOKYMEHTOB, NMpeAcTaBfeHHbIX AN onpeaernieHMst BO3MOXHOCTU
paccMaTpMBaThb NEKapCTBEHHbIN npenapaTt Ans MeAULMHCKOrO MPUMEHEHUS Mpu
OCYLLECTBMEHUN TFOCYOApCTBEHHOMW permctpaumMm B KavyecTBe OpdhaHHOro
nekapcTBEHHOIro Npenapara;

2) 9KCNepTusy npensiokeHHbIX METOAOB KOHTPOSiA KadecTBa JieKapCTBEHHOMO
cpedcTBa M KayecTBa npeacTaBrieHHbIX 06pa3uoB NeKapCTBEHHONO CpeacTtBa C
NCMNOfb30BaHNEM 3TUX METOAOB (Aaree - dKCcnepTusa KadecTBa fiekapCTBEHHOMO
cpencTea);

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

3. JKcnepTtmsa neKapCTBEHHbIX MNpenapaTtoB ANl BETEPUHAPHOINO MNPUMEHEHUS
BKItOYaeT B cebsi aKCnepTM3y KadecTBa NIeKapCTBEHHOIO CpeacTBa MU IKCNepTU3y
OTHOLUEHNA  OXMOAEeMOM  MNOMb3bl K BO3MOXHOMY  PUCKY  NPUMEHEHUd
NekapCTBEHHOro npenapara.

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

KommeHTapumn Kk ctatbe 14

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

JKcneptTnsa  NeKapCTBEHHbIX  CPeacTB npoBoauTCH denepanbHbIM
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 ” (unn) N0 rocygapCTBEHHOW perncTpauum  nekapCTBEHHbIX
npenapaToB (ganee - 3KCNepTHoE yuypexaeHue).

KommeHTapun Kk ctatbe 15



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

Ctatba 16. OpraHmsauusi npoBeneHUs1 3IKCNepTu3bl
rleKapCTBEHHbIX CpeaAcTB

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

1. OKcnepTmsa neKkapCTBEHHbIX CPeaCTB MNPOBOAMTCA KOMUCCUEN 3KCNEepTOoB
9KCMEePTHOro y4ypexaeHusi, HasHa4yeHHOM ero PpykoBOAMTENEM, Ha OCHOBaHUU
3agaHnd Ha npoBedeHME JKCMepTU3bl JIEKApCTBEHHOro cpeacTBa, BblAAHHOMO
YMNOSTHOMOYEHHbIM doegeparnbHbIM opraHom NCNONMHUTENbHOMN BNacTW.
PykoBoguTenbs 3KCNEPTHOro yupexaeHns obecneymBaeT Haasexallee nposegeHme
9KCMNEepTU3bl JIEKAapCTBEHHbLIX CPEeaCTB B COOTBETCTBMM C 3adaHMEM, BblaHHbIM
YMNOSIHOMOYEHHbIM hefeparnbHbIM OPraHOM UCMONHUTENBLHOM BrAcTu, U OpraHn3yeT
NO4rOTOBKY CBOOHOIMO 3aK/OYeHUa 3TOM Komuccuu. B coctaB aTom Kommuccum no
PELLEHNIO PYKOBOAUTENA 3KCMEPTHOMO YYpexaeHUa MoryT ObiTb BKMOYEHbI B
Ka4eCcTBe 9KCNepToB fMua, He paboTalowme B JAaHHOM 3KCNEPTHOM YyYpexaeHun,
€eCcnn X cneynarnbHble 3HaHNA HeobXxoaUMbI AN NPOBEAEHNSA SKCNEPTU3bI U Takme
9KCMepTbl OTCYTCTBYOT B JAHHOM 3KCMNEPTHOM Y4peXxaeHnN.

2. JKcnepTomM Mo MPOBEAEHUID 3KCMEPTU3bl NEKAPCTBEHHBLIX CPEACTB SIBMNSETCS
aTTeCTOBaHHbIN PabOTHUK 3KCMEPTHOrO Y4YpexnoeHus, KOTOpbI MMEET BbiCLLEE
MeauuuHckoe,  hapmaueBTUYeckoe, Ouonormyeckoe, BeETEpPUHApPHOE — UNn
XMMu4eckoe obpasoBaHMe W MPOBOAWUT IKCMEpPTM3Yy NEeKapCTBEHHbIX CPEACTB B
nopsiake NCNOSHEeHNS1 CBOUX OOJPKHOCTHbIX 06S3aHHOCTEN (aanee - 3Kcnepr).

3. Mpn npoBeaeHMM 3KCMepTM3bl NEKAPCTBEHHbIX CPeaCTB 3KCNEpT He MOXeT
HaXoAUTbCS B KaKON-NMMOO 3aBUCUMOCTU OT N1LA, HAa3HAYUBLLENO 3TY 3KCNEpPTU3y,
pa3paboTumnka 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 akcnepTmsbl. B criydae HegocTaTtoOMHOCTU NpenCcTaBlIEHHbIX SKCMepTy
MaTepvarnos OS5 Ja4Yn 3aKIOYEeHNs 9KCNepT CTaBUT BOMPOC O NpeacTaBlieHnn eMy
HeoOXOAUMbIX MaTepuarnoB nepen pPyKoBoOOUTENEM 3SKCMNEPTHOrO yupexaeHus,
KOTOpbIN obpal@aeTtcss C COOTBETCTBYIOLWMM 3aripoCcoM B YNOSIHOMOYEHHbIN
degepanbHbIA - OpraH  UCMOSIHUTENbHOWM  BRacTW, BblAaBWMA  3a4aHWe Ha
npoBefeHe 3KCMepTU3bl JIEKAPCTBEHHOIo CpencTBa. YKasaHHbIM (pefepasibHbIN
opraH WCMOMHUTENbHON BfacTM B TedeHne natm paboymx OHen co [OHA
NOCTYMNMEHUS 3arnpoca PYKOBOOUTESNA 3KCMEPTHOro YYpexaeHns HarpasnseT
3a8BUTENIO 3anpoc O NpeacTaBneHnn HeobXoANMbIX MaTepmanos. [daHHbIn 3anpoc
MOXeT ObITb nepedaH YnorIHOMOYEHHOMY MPEeACTaBUTENO 3asBUTENA NIMYHO NOf,
pacnuncky, HarnpasseH Mo no4vte 3akasHbIM NMMCbMOM WUIK NepefaH B 3N1eKTPOHHOMN
dopme Mo TeNeKoOMMYHMKaALMOHHBLIM KaHamam cBA3n. B cnyyae HanpasneHus
AaHHOro 3anpoca Mo rnoyTe 3akasHbIM MUCbMOM OH CYUTAETCS MOJSTyYeHHbIM MO
MCTEYEeHUN WeCTn AHEeN C AaTbl HanpaBfeHNsa 3aka3Horo nucbma.

(YacTb B pepakuuun, BBeaeHHoOW B Aencteue PenepanbHbiM 3aKOHOM OT 25
HoA6ps 2013 roga N 317-93.

4 1. 3asButenb ob6s3aH npeacTtaBuUTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOIO
doegepanbHOro opraHa WCMNOSHUTENBHOM BIlaCTM B CPOK, HE MpPEBbILLAoLLmi
AeBAHoCcTa pabovnx gHen co gHs ero nonyvyeHus. Y norHOMOYEHHbIN dpefepanbHbIn
opraH UCNOSHUTENbHOM BMlacTW, BblgaBLLUMW 3alaHue Ha NpoBedeHne 3KCnepTusbl
NeKapCTBEHHOrO CpeacTBa, B Te4eHUe NATU paboymx gHEN CO AHSA NOCTYNNEHNSa oT
3asgBUTENs OTBETA Ha [OaHHbLIA 3anpoc HanpaBrseT Tako OTBET B 3KCMNepTHOEe
yypexaeHue. B cnyvyae HenpencTaBneHus No UcTedeHnn essHocTa paboymx gHen
3asBuTENEeM OTBETa Ha AaHHbIA 3arnpoc YMNONMHOMOYEHHbIN doeaeparbHbin opraH
MCNOSHUTENbHOM BracTW, BblAaBLWMW 3agaHMe Ha NpoBedeHue 3KCNepTusbl
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 UCNONHUTENbLHOM BiacTu 40
AHS NOJSTydeHUs1 3KCMNEPTHLIM yYpexaeHMeM OTBETa Ha 3arnpoc WIM yBegOMISIEHUSA O
HenpeaCcTaBfieHMM OTBETa Ha 3anpoC He Y4YUTbIBAEeTCH MNPW MUCYUCIIEHUMM CpOKa
NpoBefeHNs1 3KCNEepPTU3bl NIeKapCTBEHHOIO CpeacTBa.

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

5. OkcnepT npu NPOBEdEHUMU MOPYYEHHOW €My PYKOBOAWUTENEM 3SKCMEpPTHOro
yUpEXOEHUS SKCNEepTM3bl NeKkapcTBEHHOro cpeacTBa 0053aH:
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1) NpoBecTH NOfNHOEe UccrnenoBaHne NpeacTaBeHHbIX eMy OO bEKTOB, MaTepuaros,
Aatb 060CHOBaHHOE N OOBEKTUBHOE 3aKfOYEeHWEe MO NOCTaBMEHHbIM nepen HUM
BOMPOCaM UMM MOTUBUPOBAHHOE 3aKIMHYEeHWEe O HEBO3MOXHOCTM MPOBEAEHUST UM
9KCNepTusbl NeKapCTBEHHOrO CPeACcTBa, eCnv NOCTaBrEHHbIE BOMPOCHI BbIXOOAAT
3a npegenbl chneuuvanbHbIX 3HAHWA 3Kcnepta, OObEeKTbl MCCrneooBaHUA W
MaTepuarnbl HenpurogHbl UMM HEAOCTaTOYHbl AN NPOBEOAEHUS WUCCIeQOBaHUN U
Aayvn 3aknioveHns NMMbo COBPEMEHHLINM YPOBEHb Pa3BUTUS HaykKM HE MO3BOmseT
OTBETUTb Ha NOCTaBIEHHbIE BOMNPOCHI;

2) He pasrmawaTtb CBeLEeHWs, KOTOopble CcTann €My W3BEeCTHbl B CBS3U C
NnpoBefeHNEM 3KCMepPTU3bl JIeKapCTBEHHOIO CpeacTBa, a TakXe CBefeHus,
COCTaBNsAoLLME rocy4apCTBEHHYH, KOMMEPYECKYH UIMN NHYIO OXPaHSAEMYHO 3aKOHOM
TanHy;

3) obecneuntb COXPaHHOCTb MpeacTaBfneHHbIX OOBLEKTOB WCCNegoBaHUA W
MaTepuaros.

6. DKCnepT He BMNpase:

1) nNpoBOOMUTb  3KCMEPTM3Y JEeKapCTBEHHOro cpeacTBa Mo  obpalleHuto
HenocpenCTBEHHO K HEMY opraHMsaumm nnm qmandeckmx nuu;

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

3) npoBoauMTb  OKCMEPTM3y  FEeKapCTBEHHOrO cpeacTBa B KayecTBe
HErocyaapCTBEHHOrO aKcnepTa.

7. B cnyyae HeobxoguMMOCTW 9KCNepT BMpaBe XxodaTanucTBoBaTb nNepep
PYKOBOAUTENEM OKCMEPTHOro Y4YpexmoeHuss O TMpuBIeYeHMM K NpoBeLEHUIO
9KCMepTn3bl NeKapCTBEHHOro cpeacTBa ApYyrux aKCNepToB.

8. KaxkabIn akcnepT, BXOOAWMN B COCTAB KOMUCCUM 9KCNEPTOB, KOTOPOW NOpy4eHO
npoBegeHne  3KCMepTu3bl  JIeKapCTBEHHOrO0  CpeAcTBa,  He3aBuCMMO U
CaMOCTOATENbHO MPOBOOMUT UCCIEeLOBaHUA, OLEeHMBAaET pesyrbTaThbl, NoslydYeHHble
UM JIMYHO W OPYrMMK  3Kcrneptamu, n d¢opMyrnmpyeT BbiBOObl OTHOCUTESTBHO
NMOCTaBJIEHHbIX BOMPOCOB B Mpeferax CBOVX crneuymarnbHbIX 3HaHUN.

9. Pesynbrartbl  9KCNepTM3bl  JIEKAPCTBEHHONO  cpeactBa  OoOpMIISKTCH
3aK/IIOYEHNEM KOMUCCUM IKCNepToB. B  3aknoyeHMn KoMmUccuM 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 CoBMagaeT C
peweHneM KOMUCCUN 3KCMepPTOoB, BNpaBe Bblpa3nTb CBOE MHEHWE B NMUCbMEHHOMU
doopme, KOTopoe NpmobLLaeTca K 3aKno4eHNo KOMUCCUN SKCNEPTOB.



10. 3KcnepTbl, BxoAswme B COCTaB KoMmuccun, npegynpexgawtca o6
OTBETCTBEHHOCTM B COOTBETCTBUM C 3aKoHoaaTenbcTBoM Poccunckon denepaumm
3a Jadvy 3aKioveHns, cogepxallero Heo6oCcHOBaHHbIE UMMM dhanbCUULMPOBaHHbIE
BbIBObl, O YEM OHU AAK0T MO MUCKY.

11. OnpegeneHve YpPOBHSA NpoOdecCnoHarnbHONM MNOArOTOBKM  3KCMNEPTOB WU
aTtTectaumsa MX Ha NpaBO MPOBEAEHUS 3KCMepTU3bl JeKapCTBEHHbIX CpPencTB
OCYLLECTBJIAIOTCHA 3KCMNEPTHO-KBArMJMKaLMOHHBIMM  KOMUCCUSIMXU B MOPSAKE,
YCTAHOBJIEHHOM COOTBETCTBYHOLWMM YMNOSIHOMOYEHHbLIM hefepanbHbiM  OpraHoM
NCMNOSTHUTENbHOW BIlAcTU. YpoBeHb NPOddeCCMOHarbHOM MOATrOTOBKU 3KCMNEepTOoB
NoaJNIEXMT NMepecMoTpy YKasaHHbIMU KOMUCCUSIMU He pexe YeM OAWH pa3 B NATb
net. *16.11)

12. lNpaBuna npoBeaeHus1 IKCNepPTU3bl feKapCTBEHHbIX CPeacTB U 0COBEHHOCTU
9KCNepTusbl OTAENbHbIX BUOOB JIEKAPCTBEHHbLIX MpenapaToB (pedepeHTHbIX
NeKapCTBEHHbIX MpenapaTtoB, BOCMNPOM3BEAEHHbIX JleKapCTBEHHbIX MpenapaTos,
Buornormyecknx nekapcTBeHHbIX rpenapaToB, OuoaHanoroBbix (6MOMNOAO6HbLIX)
nekapcTBEHHbIX npenapaTtoB (OuoaHanoroB), roMeonaTn4yecknx eKkapCTBEHHbIX
npenapaToB, JIEKAPCTBEHHbIX  PacTUTESNbHbIX  NpenapaTtoB,  KOMOUWHau Wi
NeKapCTBEHHbIX npenapatoB), {OPMbl  3aKMIOYEHUA KOMUCCUM  IKCMEPTOB
yCTaHaBMMBAOTCA COOTBETCTBYIOLLMM YMNOSIHOMOYEHHBIM doefieparibHbIM OpraHoMm
NCNOSTHUTENbHOM BracTu. *16.12)

(Yactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropa
dPenepanbHbIM 3akoHOM OT 22 aekabpsa 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 pa3paboTymK Takoro fiekapCTBEHHOMO npenaparta unm
YNOSTHOMOYEHHOE UM Opyroe puandeckoe Nuuo (Janee B HacTOALWEN cTaTbe -
3asBuTEnb) nNpeacTaBnsieT B YNOSIHOMOYEHHbIM  defeparibHbl - OpraH
MCMNOSTHUTENbHOW BacTh, OCYLIECTBISAOWMA FOCYOapCTBEHHYIO  pernctpaumio
NeKapCTBEHHbIX MpernapaTtoB Afs BEeTEPUHAPHOro MPUMEHEHUA, B OJIEKTPOHHOM
dopme nnm Ha BymMaxkHOM HocuTere 3asiBfieHne O rocyapCTBEHHOW perncTpaunm
NeKapCTBEHHOro npernapara A BeTepuHapHOro NpMMEHeHus!, a Takxe B Nnopsake,
YCTAHOBJIEHHOM COOTBETCTBYIOLWMM YMNOSIHOMOYEHHbLIM hefepanbHbiM  OpraHoM
NCMNOSHUTENBbHON BracTW, B 3SIEKTPOHHOM dopMe unn Ha GymaxHoM Hocutene
HeobxoanMble JOKYMEHTbLI, U3 KOTOPbIX hopMupyeTcs permcTpaumMoHHoe JOChe Ha
NeKkapCTBEHHbIW npenapaT A1 BeTepUHapHOro NPUMeEHEHNS.

2. B 3aaBneHun o rocygapcTBEHHOM perncTpaunmn nekapcTBeHHOro 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 MPOU3BOACTBA NEKApPCTBEHHOrO npenapata Afs BeTepUHapHOro
NPUMEHEHMS (B CNy4ae HanMyinsi HECKOMbKMX Y4aCcTHMKOB MpoLiecca Npou3BoacTBa
HeobXoANMO yKa3aTb KaXdoro U3 HuX);

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

3) nepeyveHb AENCTBYIOLLMX WU BCMOMOraTeslbHbIX BELLUEeCTB, BXOASLIMX B COCTaB
NekapcTBEHHOro npenapata AOns BETEPUHAPHOTO MPUMEHEHUsl, C YyKasaHueM
KONMM4YecTBa KaXaoro U3 HuX;

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

5) chapmakoTepaneBTnyecKas rpynna;

6) HeobOXOAMMOCTb  MPUMEHEHUSI  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
OTHOLUEHNA  OXuAaemMouM  Norfb3bl K BO3MOXHOMY  PUCKY  MPUMEHEHUS
NEKaApCTBEHHOrO npenapata AN BETEPUHAPHOrO  MPUMEHEHUA NpU  ero
rocygapCTBEHHOW perncTpauuu;

6) 3a Bblgady permcTpaLoHHOrO YO0CTOBEPEHMS NEKapCTBEHHOMO Npenapara;

8) Hanuumne cornacusi, NPegyCMOTPEHHOro YacTbio 7 HacTosAWEW cTaTbW, €Crin C
MOMEHTA perucTpaumm  pedepeHTHOro JfieKapCTBEHHOIO npenapata AN
BETEPUHAPHOIO NPUMEHEHUSI MPOLLIIO MEHEE YEM LLECTDb NeT.

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

3. PernctpaumoHHoe gocbe B Lensax 9KCnepTusbl NekapcTBEHHOro npenaparta ans
BETEPUMHAPHOro NPUMeEHEeHMs1 opMUPYETCS N3 CreayHLLMX AOKYMEHTOB:
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1) KOnNns OOKYMEHTa Ha PYCCKOM $3blke, BblJAHHOMO KOMMETEHTHbIM OpraHom
CTpaHbl  npou3BoAuTEns AN Kaxgonm  NPOU3BOACTBEHHOM  MJIOLWALKU
pPErMcCTPUPYEMOro fiekapCTBEHHOIO NpernapaTta ANg BETEePUHaApHOro npumMeHeHus (B
TOM 4Yucre Ana NpovusBoauTena grapmaleBTUYecKkon cybcTaHL M), 3aBEPEHHOIO B
YCTAHOBJIEHHOM MOpsAKe W MNOATBEPXOaloLero COOTBETCTBME NPOU3BOAUTENS
peErMcTpupyemMoro JieKapCTBEHHOro npenaparta LS9 BETEPUHAPHOro MpUMEHEHUd
TpeboBaHMsIM NpaBui Hagnexawen npousBOoACTBEHHOW MNPaKTUKK, NMBO Konus
NMUEH3MM Ha [MpOM3BOACTBO JIEKApCTBEHHbIX CPEeACTB [ON1d  BETEepUHapHOro
NPUMEHEHUS OJ19 POCCUNCKUX MPOU3BOaUTENEN;

2) KOnns 3akSto4YeHnst 0 COOTBETCTBMM NPOU3BOAUTENS NIeKapCTBEHHOrO npenapara
Onst  BETEPUHAPHOrO  MPUMEHEHus  TpeboBaHMAM  NpaBun  Hagnexawlen
NPOV3BOACTBEHHON MPaKTMKW, BbIAAHHOIO  YNOSIHOMOYEHHbIM  dhefeparbHbIM
OpraHOM WCIMOSHUTESNBHON BrlaCTU AONS KaxO4oW MNpou3BOACTBEHHOM MNSOWAAKN
pPErMcCTPUPYEMOro fiekapCTBEHHOIO NpernapaTta ANg BETEePUHapHOro npumMeHeHus (B
TOM 4ucne 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 auBapsa 2017 roga
- cM. NYHKT 3 ctatbn 4 PegepansHoro 3akoHa ot 22 gekabpsa 2014 roga N 429-P3.

3) npoekT HOpPMATMBHOIO [AOKYMEHTA Ha JleKapCTBEHHbIA npenapat Aans
BETEPUHAPHOIO NPUMEHEHNS;

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

a) HaumeHoBaHWe dhapMaueBTUYECKON 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 00pasuUoB WM  BELLECTB, WCMOMb3yeMbIX Mpu
OCYLLECTBINEHUN KOHTPONS Ka4ecTBa;

1) onucaHne XapakTepUCTUK U CBOWCTB YNaKOBOYHbIX MaTepuarnos U YKYNopOUHbIX
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 KNMHUYECKOro NCCNeaoBaHNs NIeKkapCTBEHHOro npenapara
ONST BETEPUHAPHOTO MPUMEHEHUS Y KaOoro BuOa MMUBOTHbIX, YKa3aHHbIX B
MHCTPYKLUN MO BETEPUHAPHOMY NMPUMEHEHMWIO;

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

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

6) nekapcTBeHHass dopMa C yKasaHMEM HaMMEHOBaHWMA W  KONMMYECTBEHHOMO
cocTaBa [OENCTBYHOLUMX BELLECTB W KA4YEeCTBEHHONo COCTaBa BCMOMOraTenbHbIX
BELLECTB;

B) onncaHne BHeLWHero Bwaa JeKapCTBEHHOIo rperapara Alid BeTepUuHapHOro
NPUMEeHEHUA,

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

A0) dapmMakognHamuka u oapMakoKMHETMKA (3a UCKMOYEHMEM (hapMaKOKMHETUKU
roMmeonaTu4ecKmx feKapCTBEHHbIX MpenapaToB W PacTUTESIbHbIX JIeKapCTBEHHbIX
npenapaTtoB) WM onucaHne WUMMYHOBMOSOrMYECKUX CBOWCTB JleKapCTBEHHOMO
npenapara;

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

3) Mepbl NPegoCTOPOXKHOCTU MPU MPUMEHEHWN;



1) yKkasaHne BO3MOXHOCTN 1 OCODEHHOCTEN NMPUMEHEHNS Y BEPEMEHHbIX XXMBOTHBIX,
Y )XMBOTHbIX B MepVop, NakTaumu, y NOTOMCTBA XUBOTHbIX;

K) pexxvMm 003upoBaHus, Crocob BBeOEHUS N NPUMEHEHUS, NpU HeOBXOAMMOCTU
BpeMsi npuemMa feKkapCTBEHHOro npenapara Aansi BETEPUHAPHOro MNPUMEHEHNUS,
NPOOOIMKUTENBHOCTL NEYEHUs;

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

M) CUMMNTOMbI NEPEeAO3MPOBKM, MEPbI MO OKa3aHMKO NOMOLLM NPU Nepeao3nNpPOBKE;
H) B3aMMO4EeNCcTBME C APYrMMU NleKapCTBEHHbIMM NpenapaTamu 1 (Unm) KopmMamu;
0) oopMbl BbINyCKa NleKapCTBEHHOIO Npenaparta Ansi BETEPUHAPHOIrO NPUMEHEHUS;

n) ykasaHve (npu HeobXxoaAuUMOCTU) OCOOEHHOCTEN AENCTBUSA feKapCTBEHHOMO
npenapata AN BEeTEepUHapHOro MPUMEHEHUA Mpu NepBOM NPUEME WU MNpu ero
OTMEHE;

p) onucaHne (NpM HeobXoOMMOCTW) AEeUCTBUM  BETEPUHAPHOro  Bpaya
(BeTepuHapHoro deenbjllepa), MHOro cneuwanuctTa B obfacTm BeTepuHapuw,
Bnagenbua >MBOTHOMO Mpy MPOMycke rMpuemMa OAHOWM WIIM HECKOMbKUX 003
NekapCTBEHHOro nNpenapara Ansi BETEPUHAPHOro NPpUMEHEHUs;

C) CPOK rogHOCTU U yKasaHue Ha 3anpeT NPUMEHEHUs! NeKapCTBEHHOro npenapaTta
[NA BETEPUHAPHOIO NPUMEHEHNS N0 UCTEYEHUN CPoKa roAHOCTY;

T) YCINOBUS XpaHEHUS;

y) yKkasaHue Ha HeoOXOAMMOCTb XpaHeHVUsi IeKapCTBEHHOro mnpenapata Ans
BETEPUHAPHOIO NMPUMEHEHNS B MECTaX, HEAOCTYMHbIX OIS AeTeu;

d) ykasaHue (nNpy HeobxooMMOCTKM) cheuunanbHbIX Mep MPeLoCTOPOXHOCTU Npwu
YHUYTOXEHNN HEMCNOSb30BaHHbIX NIEKAPCTBEHHbIX NpenapaToB 415 BETePUHAPHOro
NPUMEHEHWS;

X) CPOKM BO3MOXHOIo WUmCnNosib3oBaHNA nNpoaykKUunun XMBOTHOIO MNMPOUCXOXOEHUA
nocne BBeAeHUA XMBOTHOMY JIEKApPCTBEHHOIO npenapara Al BeTepuHapHOro
NPUMEeHEHUA;

L) yCnoBus OTMyCKa;

‘-I) HanMeHoBaHNA W afgpeca TMpon3BOACTBEHHbLIX TMMJIOWAA0OK Mponu3BoaUTENA
JIEKapCTBEHHOIO npernapara aJd seTepnHapHOro npuMeHeHud;



L) HaMMeHOBaHWe, agpec opraHuM3auuK, YMNONHOMOYEHHOW AepXaTtenem unm
BragenbLemM permcTpauuoHHOrO YOOCTOBEPEHMST NEKapCTBEHHOro npernapara Ha
MPUHATME NPETEH3UIN OT NOTPeduTens;

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

9) crnenywlwme cBeOeHVs O IeKapCTBEHHOM npenapaTte Ans BeTepuHapHOro
NMPUMEHEHWS:

a) onucaHMe U COCTaB JleKapCTBEHHOro npenapata [Ans BeTepuHapHOro
NMPUMEHEHWS;

6) onucaHmne dapmaueBTUHECKON pa3paboTKy;
B) onvcaHue npouecca NpoM3BOACTBA U €ro KOHTPOns;

) onMcaHue KOHTPOMs KPUTUYECKMX CTadui Npou3BoACTBa M MPOMEXYTOYHOM
NpoAyKLUW;

O) HaumeHoBaHWsT W afpeca paspaboTyvka, Aepxatens wnv  Bnagesnbua
pernMcTpauoOHHOro YOOCTOBEPEHWS NeKapCTBEHHOrO npenapara,
NPON3BOACTBEHHbIX MNSIOWAA0K MPOM3BOAMTENS NEKapCTBEHHOro npenapara angd
BETEPUHAPHOIO NPUMEHEHUS;

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

e) papmaLeBTMYeCcKasi COBMECTUMOCTb;
) MUKPOBUMOorMyeckne xapakTepucTuKku;
3) MaTepuarnbHbln 6anaHc Ans NPon3BoACTBaA CEPUN FOTOBOIO NPOAYKTA;

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

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

n) TpeboBaHMA K KadecTBY BCNoMoraterbHbIX BeLwecTB (cepTudwmkar,
cneuundumkaumsa Ha BcrnomoraTesibHble BellecTBa U nx o6ocHoBaHue);

M) aHalimTn4yeckme MeToaukn, ucnosnb3yemble Tpun OCyLIeCTBIIEHUN KOHTPOIA
Ka4deCcTBa BCromMorartesibHbIX BELLEeCTB;

H) [OOKyMeHTanbHoe noaTBepXaeHne (Banmmgauusl) aHanmMTUYECKUX METOAMK,
NCNOMb3yeMbIX MPW OCYLUECTBINEHUM KOHTPONS KayecTBa BCroMoraTerbHbIX
BELLECTB;
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O) VIHCbOpMaLI,VIFI 00 1cnonb3oBaHMM BCNOMOraTenbHbIX BELIECTB YErNoBEYECKOro n
XMBOTHOIO MPOUCXOXOEHUA,

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

p) TpeboBaHMA K KadecCTBY JleKapCTBEHHOrO npenapata Afs BeTEpUMHapHOro
NpUMeHeHnst (cepTudmkaTt, cneumdmkauna Ha fekapCTBEHHbIM npenapar U KX
ob6oCHOBaHue);

C) aHalmTn4yeckne MeToaunkn, ucnornb3dyemMble Tpu OCYLUECTBIIEHN KOHTPOJIA
KaydeCTBa JIeKapCTBEHHOIO rpernapara aJid BeETepnHapHOro rnpyuMeHeHuA,

T) AOKyMeHTanbHOe noaTBepXaeHne (Banugauus) aHanMTUYecKMx MeToauK,
NCNOMb3yeMblX MNPW  OCYLUECTBMEHMM KOHTPONS KavecTBa JleKapCTBEHHOro
npenapara Aans BeTepnHapHOro NPUMEHEHUS;

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

) XapakTepucTuka npumecem;

X) neped4eHb CTaHOapPTHbIX 06pa3LI,OB, NCrMoJib3yeMbliX TMpun OCYyLIEeCTBIIEHNN
KOHTPOJIA Ka4eCTBa JIeKapCTBEHHOIO rnpernapara aJid BeTepnHapHOro npuMeHeHud;

L) OaHHble O CTabWibHOCTM NEeKapCTBEHHOro npenapata AN BeTepuHapHOro
NPUMEHEHUS;

10) KOst AOKYMEHTa, coaepaLlero nHgopmaumo 0 Hanmdium nnm o6 oTCyTCTBUK
dhakToB perncTpawmm siekapCTBEHHOro npenapara 45 BeTEPUHAPHOro NpUMeHeHus
3a npegernamn Poccunckon ®enepaunu;

11) cornacve B NUCbMEHHOW opMe, NPeayCMOTPEHHOE YacTbio 7 HaCTOoALIEN
cTaTbW, B CNyvyae permctpaumm BOCNpon3BEAEHHOrO fleKapCTBEHHOrO npenapara;

(MyHKT B pepakuun, BBegeHHon B penctBue degepaslibHblM 3akOHOM OT 13
nona 2015 roga N 241-93.

12) KONMa LOKYMEHTa Ha PyCCKOM Si3blke, 3aBEPEHHOIO B YCTAHOBIIEHHOM MOPSiAKe
N NOATBEPXKOAOLLETO MPABOMOYHOCTb 3asBIIEHNS O FOCYAAPCTBEHHON pervcTpaumm
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 LEnsxX ero rocygapCTBEeHHOM
perMcTpaumm MoxeT NpencTaBfAaTbCs MHGOPMaL UL, NolydeHHaa nNpu nposeseHnn
KITMHUYECKMX UCCRenoBaHUM NeKapCTBEHHOro npenapara un onybrnvkoBaHHas B
cneunanmavpoBaHHbIX MeYyaTHbIX U3OaHUAX, a Takke LOOKYMEHTbl, coaepxalme
pe3ynbTaThbl UccrnegoBaHnst 6MO3KBMBANIEHTHOCTM fleKapCTBEHHOro npenaparta and
BETEPUHAPHOIo NPUMEHEHUS.

5. Ha akcneptnsy pasfndHbIX JIeKapCTBEHHbIX ()OPM OAHOMO UM TOro Xe
NeKapCTBEHHOro npenapata Ans BETEPUHAPHOrO MNPUMEHEHUs  3asBUTElb
npencraBndeT OTAerbHble 3aABSfIEHNA U pPerMcTpauuoHHbIE [0Cbe Ha KaXayro
neKkapcTBeHHyto dopmy. [lpu ycrnoBuM OOHOBPEMEHHOM MoAdadn Ha 3KCNepTusy
OLOHOW nekapcTBeHHOM {opMbl C pPasfMYHbIMUA  OO3UMPOBKOW, KOHLIEHTpaLuuen,
06 beEMOM 3asiBUTENb NPEACTaBAET O4HO 3asiBfieHMe N perncTpaunoHHOe 4OCke C
NPUSIOXKEHMEM MaKeTOB YMaKOBOK Ha KaXayr L03UPOBKY, KaXOyt KOHLEHTpaumio,
KaXKObl 06 bEM U KaXOoe KONMYEeCTBO 03 B YNaKOBKE.

6. 3asBuTenb BrpaBe nNpeacTaBUTb MO COOCTBEHHOM WHULMATMBE BMECTe C
3asBrneHMeM O rocygapCTBEHHOM pernctpauum nekapCTBEHHOro npenapara ans
BETEPUHAPHOro NPUMEHEHUS AOKYMEHTHbI, nogTeepXxgaroLme ynnary
rocygapCTBEHHOW MOLLTMHLI U YKa3aHHble B MyHKTEe 7 YacTu 2 HacTodlen ctatbu. B
cryyae nx HernpeacTaBrieHuUs COOTBETCTBYIOLMU YNOSTHOMOYEHHbIN (hefiepasibHbIN
OpraH WCMONHUTENBbHON  BracTM npoBepseT  akT  ynnaTtbl  3asBUTESNEM
rocyaapCTBEHHOM MOLIMHBLI NOCPEACTBOM UCMONb3oBaHNA nHdopmaumm ob ynnarte
rocygapCTBEHHOM NOLLMHBDI, cogepxaLlencs B [ocynapcTBeHHON
MHJPOPMALIMOHHOM CUCTEME O roCYAAPCTBEHHbLIX U MyHULMMNANbHbBIX nriaTexax, Ha
OCHOBaHUW MpeacTaBrieHHbIX 3adBUTENIEM KOMUW AOKYMEHTOB, MOLTBEPXKOatoLLmX
ynnarty rocygapCTBeHHOW NOLMHbI.

7. He ponyckaeTcsi ucnonb3oBaHWe B KOMMEPYECKUX Lensax WHdopMauum o
pesynbTatax OOKIMHUYECKMX MUCCeoBaHUM  JIEKapCTBEHHbLIX CPeAcTB W
KIMTMHUYECKUX UCCNeaoBaHMA JEKApPCTBEHHbIX MpenapaTtoB ANd BEeTepUHapHOro
NPUMEHEHNS, NpeaCTaBfieHHON 3adBUTENEM 515 rocygapCTBEHHOW perucTpaumm
NeKapCTBEHHbIX npenapartoB, 6e€3 ero cornacusi B Te4eHue LWeCcTU neT ¢ aathl
rocyaapCTBEHHOM perncTpaumm pedepeHTHOro JfekapCTBEHHOrO mnpenapata B
Poccuinckon denepaumn.

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

KommeHTapun Kk ctatbe 17

Ctatba 18. [logaya u paccmMmoTpeHue 3asiBNeHus o
rocyaapCTBeHHOM perncrpaunm neKkapcTtBeHHOro
npenaparta Ansa MeaUMUUHCKOro npuMeHeHus
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(HanmeHoBaHve B pepakuun, BBegeHHon B pencteue ¢ 1 wmonsa 2015 roga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

1. Onsa rocygoapCTBEHHOM pernctTpauum rnekapCTBEHHOro npenaparta Ans
MEeLULIMHCKOrO MPUMEHEHUS lopuanyeckoe nuuo, OEenCTBYOLEEe B CODBCTBEHHbIX
MHTepecax UM ynosIHOMOYEHHOE NMpeacTaBndaTb MHTEPECHI 4PYroro opuandecKkoro
nvua v 3asBnstoLLee fiekapCTBEHHbIN Npenapar Ha rocygapCTBEHHYIO perncTpaunio
(Danee B HacToOdALEN cTaTbe - 3aABUTENb), NpPencTaBnseT B YNONHOMOYEHHbIN
doeaeparnbHbIf opraH NCNOSHUTESTbHOMN BflacTy, OCYLLECTBIIAIOLLMIN
roCygapCTBEHHYIO pPerucTpauuio fiekapCTBEHHbIX MpenapaTtoB ON19 MeAULMHCKOro
NPUMEHEHNS, B 3SIEKTPOHHOM bOpMEe M Ha OyMadKHOM HOcuUTene 3asiBfieHne o
rocygapCTBEHHOW perucTpauuv JiekapcTBEHHOro npenapara Ansg MeguuUHCKOro
NMPUMEHEHUs,, a Takke B NoOpsaKe, YCTAHOBSIEHHOM  YMNOSIHOMOYEHHbIM
doegeparnbHbIM OpraHoM UCMOSNHUTESNTbHOW BracTW, B 3NIEKTPOHHOM dhopMe U Ha
OymMaxHOM HocuTene HeobxoauMble OOKYMEHTbl, W3 KOTOpbIX opMupyeTcs
perMcTpaumMoHHOe [O0Cbe Ha JIeKapCTBEHHbIM npenapar and  MeauLMHCKOro
npuMeHeHus. *18.1)

(HYactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropa
dPenepanbHbIM 3akoHOM OT 22 aekabpa 2014 rona N 429-903.

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

1) HanmeHoBaHMEe W agpec 3aaBUTENS W MNPOM3BOAUTENHA 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) HauMeHoBaHWe JieKapCTBEHHOIO npenapata AN 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  yKasaHueMm
KOnMyecTBa KaXao0ro nu3 HUX;

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

5) dhapmakoTepaneBTMyecKkas rpynna, Kog aHaToOMO-TepaneBTUYEeCKO-XMMUYECKON
Kraccudpmkaumm, pekomeHgosaHHoOM BcemupHon opraHmnsaumen 34paBooXpaHeHns,
3agBngemMble nokasaHna AOns MpUMEHEHUA JieKapCTBEHHOro npenaparta Ans
MeAULNHCKOro NpuMeHeHus;
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6) OTCyTCTBME HEODXOOMMOCTW nNpPefoCTaBfeHna oT4yeTa O pesynbraTtax
KIMMHUYECKOro nccreaoBaHus, nccnegoBaHus OVO3KBMBANEHTHOCTM
NEeKapCTBEHHOro npenapara, paspeleHHoro And MeOUUWHCKOro NpUMEHEHUsT B
Poccuinckon depepaumm 6onee aBaguatv net, C YyKasaHMEM HOPMAaTMBHbIX
NpaBOBbIX aKTOB, NOATBEPXKAAKOLLMX JAHHBIN CPOK NPUMEHEHUS;

7) HeobxoaMMOCTb odhopMIieHUs paspeLleHnst Ha BBO3 B Poccuinckyto ®egepanmto
KOHKPETHOW MapTUM 3aperucTpuMpoBaHHbIX W (MM)  He3apermcTpupoBaHHbIX
NEKapCTBEHHbIX CPeAcTB, MpedHasHavyeHHbIX A9 MpoBeLEeHUs OKCNepTu3bl
NekapCcTBEHHbIX CPeaCTB B LENSX rocya4apCTBEHHOM pernctpauuuy;

8) HeobGxooMMOCTb MPOBEOEHUS1 IKCMEPTU3bl OOKYMEHTOB, NpeacTaBneHHbIX Ans
onpedeneHnsl BO3MOXHOCTW paccMmaTpuBaTb NEKapCTBEHHbIM npenapat Ans
MEANLIMHCKOro NPUMEHEHMS! NMPU OCYLLECTBIIEHUM FOCYAapCTBEHHOW perucTpaummn B
KayecTBe opdaHHOro NekapCTBEHHOrO 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 TOCYAAPCTBEHHON 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 And MeOUUWHCKOro MNpUMEHEHUsT B
Poccuinckon  ®depepaummn 6Gonee aBaguatu  neT, nNpu  OCYLIECTBIEHUN
rocyaapCTBEHHOM perncTpawumm nekapcTBEHHOro npenapara;

B) 3a NpoBeAEeHNe 3KCNePTM3bl KadecTBa JIeKapCTBEHHOIO CpeacTBa U AKCNepTU3bl
OTHOLUEHNA  OXuAaemMouM Nomfb3bl K BO3MOXHOMY  PUCKY  MPUMEHEHUS
NEKapCTBEHHOrO npenapara And  MeOUUMHCKONo  MPUMEHEHUS Npu  ero
rocygapCTBEHHOW perncTpauuu;

) 3a npoBeAeHne IKCNepTU3bl Ka4ecTBa JIeKapCTBEHHOro CpeacTBa U aKCNepTU3bl
OTHOLUEHNA  OXMAaemMoM  Nosfb3bl 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 perncTpawum nekapcTBEHHOIo npenapara;



11) Hann4mne cornacusa NPON3BOAUTENS NEKapCTBEHHOro npenaparta, NPon3Bo4CTBO
KOTOpOro ocywectenderca 3a npegenamm Poccuinckon ®epepaumn, Ha
npoBeaeHNE WHCNEKTUPOBAHUS MNPOU3BOAUTENS Ha COOTBETCTBME TpeboBaHMsIM
npaBuIT Hagnexalen Nnpon3BoLCTBEHHON NPaKTUKK;

12) HanM4ue cornacus, NPeayCMOTPEHHOIO YacTbio 18 HacTosAWEeN cTaTby;

13) yKasaHMe Buaa NeKapCTBEHHOro npenaparta, MpeacTaBfiEHHOro Ha
percTpauno (pedepeHTHbIM NeKapCTBEHHbIM npenapaTt, BOCMNPOU3BELEHHbIN
NeKapCcTBEHHbIM  npenapart, OuonorMvyecknin  nNeKapCTBEHHbIM  npenapar,
GrnoaHanorobin  (6MONOOOOHLIN)  fieKapCTBEHHbIM  NpenapaT  (GuoaHanor),
roMeonaTuyecKknn JeKapCTBEHHbIM npenapaT, JeKapCTBEHHbIW pacTUTENbHbIN
npenapar).

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

3. PerucTpaunoHHOe O0Cbe Ha NEKaApCTBEHHLIM npenapar afs MeaUUUMHCKOro
NPUMEHEHWS NpefocTaBnsaeTcs B opmMe 0OLLErO TEXHNYECKOro JOKYMEHTA.

(Yactb B pepakumu, BBeaeHHon B pgenctBne ¢ 1 sauBapa 2016 ropga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 roga N 429-P3.

4. Pazgen AoKyMeHTauum agMUHUCTPATMBHOIO XxapakTepa BKIo4YaeT B cebs:

1) 3asiBNeHne O rocygapCTBEHHOW permctpauumn nekapCTBEHHOro npenapara ans
MeOULMHCKOro NPUMEHEHUS1 B 3NEKTPOHHOM hopMe U Ha ByMakHOM HOCUTEnE;

2) KONuo OKYMEHTa Ha PyCCKOM SA3blKke, 3aBEPEHHOTO B YCTaHOBMEHHOM nopsigke un
NOATBEPXOALWero MNpaBOMOYHOCTb  3asiBUTENA nodaBaTb  3asiBfieHWe O
rocygapCTBEHHON perMcTpaumm nekapCTBEHHOro npenaparta Ansg MeauuMHCKOro
NpUMeHeHns1 (0OBEPEHHOCTD);

3) KOMMIO JNULEH3MM Ha NPOM3BOACTBO JIEKApPCTBEHHbIX CPeaCTB WM KOMUKo
3aK/IOYEHNA O COOTBETCTBUM MNPOM3BOAUTENS  JIEKAPCTBEHHbLIX CpPeacTB
TpeboBaHMAM nMpaBun Haanexawen npon3BOACTBEHHON MPAKTUKK, BblAaHHbIE
YMNOSNMIHOMOYEHHbIM befeparnbHbiM OpraHoOM WCMONMHUTESNTbHOW BfacTu, B Cllyyae,
€eCIv NPOn3BOACTBO JIEKAPCTBEHHOIO npenapaTta ocyLwecTBnaeTca B Poccumnckon
depepauuu;

4) KONWIo BblAAHHOW YNOSTHOMOYEHHbBIM OpraHOM CTpaHbl MPOU3BOAUTENS NINLLEH3UN
Ha MPOM3BOACTBO JIEKAapCTBEHHONO npenapaTta M ee nepeBof Ha PYCCKUM A3bIK,
3aBepeHHble B YCTAHOBJIEHHOM MOPSALKEe, U KOMUIO 3aKroyeHUss O COOTBETCTBUM
NPON3BOAUTENSA NEKAPCTBEHHbLIX CPeacTB TpeboBaHMSM MpaBui  Hagnexallemn
NPON3BOLACTBEHHON MNPAaKTUKKW, BbIAAHHOIO  YMNOSIHOMOYEHHbIM  doefdeparnbHbIM
OpraHoM UCMNOJSTHUTESbLHOW BflacTu, B Criyvae, eciv Npou3BOACTBO JIEKAapCTBEHHOIo
npenapara ocyLlecTBndeTcs 3a npegenamm Poccunckon denepaunu;
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5) nNpoOeKT WHCTPYKUMM MO MEOULMHCKOMY MPUMEHEHMIO NEKapCTBEHHOo
npenaparta, cogepxallen cneayolme CBeaeHns:

a) HauMeHoBaHMe NnekapcTBEHHOro npenapaTa (MexayHapoaHoe HenaTeHTOBaHHOe,
UMW TPYNMUPOBOYHOE, UM XMMUYECKOE 1 TOProBOE HanMeHOBaHNS);

6) nekapcTBeHHass dopMa C yKasaHMEM HaMMEHOBaHWA W  KONMMYECTBEHHOMO
cocTaBa [OEWCTBYHOLLMX BELLUECTB M KA4YeCTBEHHOIO COCTaBa BCNoMoraTesibHbIX
BewwecTB (Npu HeobXOAMMOCTM KOSIMYECTBEHHOrO CcocTaBa BCMOMOraTesnbHbIX
BELLECTB);

B) onncaHme BHeLWHero Buaa JiekapCTBEeHHOro npernapara ana mMeamumHcKoro
NPUMEeHEHUA;

r) dwmsuko-xmmmndeckne csonctea (AN pagmodapmaueBTUHECKUX NEKaPCTBEHHbIX
npenapaToB);

n) dapmakoTepaneBTMyeckas rpynna, Ko JieKapCTBEHHOro npenapaTta Ans
MeLWLMHCKOro NpPUMEHEeHUs no aHaTOMO-TepaneBTUYEeCKO-XMMNYECKON
Kraccudomkaumm, pekomeHgosaHHoM BcemupHon opraHmnsaumen 34paBoOXpaHeHns,
NN yKkasaHve "romeonaTtn4yeckun fiekapcTBeHHbIN npenapar”;

e) hapmakognHammka n hapMakoKMHETUKA (3@ UCKYEHNEM (hapMaKkOKMHETUKN
romMeonaTn4ecKkmx INEeKapCTBEHHbIX MPenapaTtoB U pPacTUTENbHbIX NEKAPCTBEHHbIX
npenapaToB);

X) NoKa3aHusa Anst NPUMEHEHs;
3) NPOTMBOMNOKa3aHMs 18 MPUMEHEHUS;
1) Mepbl NPEAOCTOPOXHOCTU NPU NPUMEHEHUN;

K) YyKasaHMe BO3MOXHOCTM U OCODBEHHOCTEN MNPUMEHEHNS FleKapCTBEHHOMO
npenapata Ansg MeauUMHCKOrOo NPUMEHEHUS BepeMEHHbIMU  KEHLLUMHaMW,
XEHLUMHaMKM B nepuo rpyaHoro BCKapMimMBaHus, 4eTbMu, B3POCTbIMU, MMEKOLLMMU
XpOHM4YecKkune 3aborneBaHus;

n) pexvm O03upoBaHus, CrnocoObl BBEAEHUS N NPUMEHEHNS, NPU HEOOXOANUMOCTU
BpEMSA MnpuemMa neKapCcTBEHHOro rnpenapata and MeauuMHCKOro npuMeHeHus,
NPOAOIPKATENBHOCTL JIEYEHUs1, B TOM YuCrie Y AeTen OO U Nocfie OAHOro roaa;

M) BO3MOXHbIE HeEXelnaTesibHble peakuun T1pu TrNpuMeHeHnn JeKapCTBEeHHOro
npenapara ana megunumnHCKoro npuMeHeHud,;

H) CUMMNTOMbI NepPeao3NPOBKU, MEPbI MO OKa3aHMI0 MOMOLLM NPV Nepeno3NpPOBKE;



0) B3aumMogencTeue ¢ ApyrMMm rekapcTBeHHbIMM npenapataMmm 1 (Unu) nueBbIMn
npoayKkTamu;

N) hopMbl BbINyCKa NekapCTBEHHOrO Npenapara;

p) ykasaHue (npu HeobXoauUMOCTW) OCOBEHHOCTEN AEeNCTBUSA feKapCTBEHHOrO
npenapata And MeauUMHCKOrO MPUMEHEHUS MpU NepBOM MpUeEME WM NpU €ero
OTMEHE;

C) onucaHue (npu HeobxoommocTW) AencTBun Bpadva (denbwepa) wn (1nm)
naumMeHTa npu nponycke npuemMa OL4HON WM HECKONbKUX A03 JleKapCTBEHHOro
npenapaTta Ans MeguUMHCKOro NpUMEHeEHUS;

T) BO3MOXHOE BJIMAHME JEKapCTBEHHOIo rnpernapara Ald MeanumHCKoro
nPpUMEHEeHNA  Ha CNocobHOCTb ynpaeJiATb  TPaHCMOPTHbIMKM  CpenCcTBaMMu,
MexXaHN3MaMU;

y) CPOK rOQHOCTW M yKasaHue Ha 3anpeT NPpUMMEeHEeHUs feKapCTBEHHOro npenaparta
AN MeOULMHCKOro NPUMEHEHMS MO UCTEYEHMUM CPOKa rOQHOCTY;

) ycrnoBusa xpaHeHus;

X) yKasaHne Ha HeobxooMMOCTb XpaHeHWUst NeKapCTBEHHOro npenapata ans
MEeOULMHCKOro NPUMEHEHNS1 B MeCcTax, He4OCTYNHbIX ANs AeTew;

) ykasaHue (npyM HeobXoouMMOCTW) cheuunanbHblX Mep NpeaoCTOPOXHOCTM Mpu
YHUYTOXEHNN HEUCMNOSb30BaHHbIX JIEKAPCTBEHHbLIX NpenapaToB AN MeAULMHCKOro
NPUMEHEHWS;

4) YCroBWUS OTMYCKa;

) HaMMEHOBaHMA W agpeca MNPOM3BOACTBEHHbIX MNIOLAA0K NPOU3BOAUTENS
reKapCTBEHHOIo npenapara;

lll) HaMMeHOBaHWe, aapec opraHusauuu, YMNONHOMOYEHHOW AepXaTenem Wnm
BradenbLemM perMcTpaLnoHHOro yooCTOBEPEHMST NEKapCTBEHHOrO npenapata ans
MEANLIMHCKOro NPUMEHEHNSI Ha NPUHSTME NPETEH3UIN OT NoTpebutens;

6) WHCTPYKUMIO MO MEAMLWHCKOMY MPUMEHEHUIO UINN KPaTKY XapakTepUCTUKY
nekapcTBEHHOIo Npenapara, YyTBepXaeHHble B CTpaHe Npov3BoAUTENS;

7) NPOEKTbI MAKETOB NEPBUYHON YNaKOBKM M BTOPUYHOW YNaKOBKN NEKapCTBEHHOrO
npenapaTta Ans MeguUMHCKOro NpMMeHEHUS;

8) npoeKkT HOopMaTMBHOWM [OOKYMEHTauMM WM HOPMAaTUBHOIO [OKYMEHTa Ha
NeKapCTBEHHbIN npenapaTt Ansg MeaUUMHCKOro MpuMeHeHust nnbo  ykasaHue
COOTBETCTBYHLLEN (papMakonenHom cTaTbi;



9) OOKYMEHT, coaepXawmi MHGopMaLmMio O HamMuum nnm ob oTCcyTCcTBUM (PaKToB
permcTpaumm nekapcTBEHHOro npenapara ansg MeauuMHCKOro MpuMEHeHNa 3a
npeaenamun Poccunckon ®enepauunu;

10) KOMMM  [OOKYMEHTOB, 3aBEPEHHbIX B  YCTAHOBMNEHHOM Mopsiake U
noaTBepXxaalWmx akT perMcTpaummn NekapcTBEHHOro npenapaTta B MHOCTPaHHbIX
rocyaapcTBax B kayecTBe opdiaHHOro fiekapcTBEHHOro npenapara;

11) nnaH ynpaeneHust puckamm anst 6MoNorMYyecknx NekapCTBEHHbIX NpenapaToB
AN MeOULMHCKOro NPUMEHEHMS;

12) [OKYMEHT O cucteme dapMakoHagsopa fepxaTena wnu Bragenbua
pernMcTpaumoOHHOro Y4OCTOBEPEHWS NIeKapCTBEHHOMO Npenapara;

13) OOKYMEHT, noaTBepxOalolLmMA KavyeCTBO JEeKapCTBEHHOro npenapara Tpex
NPOMBILLIEHHBIX CEPUI (MPOTOKON aHanM3a unm ceptudmkaTt aHanmaa), ogHa cepus
KOTOpPOro AOSPkHa coBnagaTb C cepuen obpasua nekapcTBEHHOro npenapara angd
MeOULIMHCKOro NPUMEHEHNS, npeacTaBneHHOro Ha rocygapCTBEHHYHO
perncTpaumio.

(Yactb B pepakumm, BBeaeHHon B pgenctBne ¢ 1 sauBapa 2016 roga
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-P3.

5. Pasgen xumundeckon, dpapmaueBTUHECKOM W OUOMOrM4YecKon LOKyMeHTauum
BKItOYaeT B cebsl AOKYMEHTbI, coepxawme nHgopmaumio o dapmMaleBTUYECKOM
CcyOCTaHUMM U §NeKapCTBEHHOM npenapate Ans MeOUUMHCKOrO MpUMEHEHUS,
npoLecce ero npon3BoAcTBa U MeETO4AX KOHTPONA KayecTBa, B TOM YUCTIE:

1)  KONMM  OOKYMEHTa, CcoAepxallero  crefylowyro  MHdopMauuw o
drapmaLeBTU4ECKON CyBCTaHL MM nnu gapMaueBTUHEeCKNX CybCcTaHLMAX, BXOOALLMX
B COCTaB JleKapCTBEHHOro npenapara:

a) HaumeHoBaHWe dapMaueBTUYECKON CcybCcTaHuMW, ee CTpPyKTypa, obume
CBOWCTBAQ;

6) HaumeHoBaHWe 1 agpec NPOU3BOAUTENS;

B) TEXHOSorMsi Npov3BOACTBA C ONUCaHMEM CTaaui Npou3BoacTBa M METOAOB
KOHTPONS Ha BCEX CTaausAX NPou3BOACTBa;

) onnucaHne pa3paboTku npouecca Npon3BOACTBa;

) onMcaHWe KOHTPONsS KPUTUYECKUX CTaaui MNpPOU3BOACTBA M MPOMEXYTOYHOM
NpoAyKLUW;

€) OKYMeHTarnbHoe NoaTBepXaeHne (Banngauns) npoLeccos 1 (Mnm) nx oLeHKa;

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

K) aHanmMTu4yeckne MeTOoOMKW, WUCMNOoNb3yeMble MNpU OCYLLECTBIIEHUN KOHTPONS
KadyecTBa hbapmaLeBTUYECKON CybCcTaHLuu;

n) AOKyMeHTanbHoe MOATBEPXOAEHME (Banvpauusl) aHanUTUYEeCKUX METOAMK,
MCMOMb3yeMbIX NPV OCYLLUECTBIIEHUN KOHTPONA KadyecTBa (bapMaLeBTUYECKOM
cybcTaHumm;

M) pe3ynbTaTbl aHanmsa cepumn gapmMmaleBTU4eCcKomn cybcTaHLum;

H) nepeyeHb CTaHOapTHbIX 00pasuoB WM BELECTB, WCMNOMb3yeMbIX MNpu
OCYLLECTBINEHUN KOHTPONS Ka4ecTBa;

0) OnMcaHWe XapaKTepUCTMK U CBOWCTB YNaKkoBOYHbLIX MaTepuanoB U YKYNopO4HbIX
CpencTs;

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

2) OOKYMEHT, coaepxalmin crieqylolme cBefeHns O NeKapCTBEHHOM Mpenaparte
Anst MeauUUMHCKOro NPUMEHEHUS:

a) onMcaHMe W COCTaB JleKapCTBEHHOro npenapata AOns  MeOuLMHCKOro
NMPUMEHEHWS;

6) onucaHue drapmaueBTU4eCKON paspaboTkm (0bocHoBaHMe Bbibopa cocTaBa,
NEPBUYHON YNAKOBKN U UHOIO);

B) TEXHOSormMsi NPov3BOACTBA C ONMUCaHMEM CTaaui NpouM3BoacTBa M METOAOB
KOHTPOMNS Ha BCEX CTaausAX NPou3BOACTBa;

) onucaHue KOHTPOMNs KPUTUYECKUX CTaaun npouecca npousBoacTBa U
MPOMEXYTOYHOW NPOAYKL UK,

D,) HanMeHoBaHWe 1 agpec MeCTa OCyLleCTBIIeHUA Npon3BoaCcTBa JieKapCTBEHHOIo
npenapara Agld mMeguumnHCKOro rnpumMmeHeHud (B cnydyae Hanmyima HECKOJIbKUX
y4aCTHUKOB npouecca rnpon3soacTea HeobxoaMmo yKasaTb KaXxgoro mn3 HI/IX);

e) bapmaneBTMyeckast COBMECTUMOCTb;

) MUKpPOBUMOorMyeckne xapakTepucTuKu;



3) maTepuanbHbIi 6anaHc 4ns Npon3BOACTBA CEPUM rOTOBOIO NPOAYKTA;
N) ONUCaHMe XapakTepUCTMK U CBOWCTB YNaKOBOYHbIX MarepuanoB W
YKYMOPOYHbIX CPeACTB;

K) OOKyYMeHTarlbHoe MoATBepXaeHue (Banugauunsa) npoueccoB NpouM3BOACTBaA U
(M) X OLEeHKa;

n) TpeboBaHMA K KadecTBY BCNoOMoOraterbHbIX BeLwecTB (cepTudmkar,
cneuundmkauma Ha BcnomoraTesibHble BellecTBa U nx 06oCcHoOBaHue);

M) aHalmTn4yeckme MeToaukn, ucnosnb3yemble Tpun OCyLIeCTBIIEHUN KOHTPOIA
Ka4deCcTBa BClromMorartesibHbIX BELECTB;

H) [OOKyMeHTanbHOoe noaTBepXaeHne (Banmmaauusl) aHanmMTUYECKUX METOAMK,
NCNOMb3yeMbIX MPW OCYLLECTBINEHUM KOHTPONs KayecTBa BCroMoraTerbHbIX
BELLECTB;

O) VIHCbOpMaLI,VIFI 00 1cnonb3oBaHMM BCNOMOraTenbHbIX BELIECTB YErNoBEYECKOro n
XMBOTHOIO MPOUCXOXOEHUA,

I'I) I/IHC*)OpMaLI,I/IFI 00 1Mcnonb30BaHMM HOBbLIX BCNOMOraTesibHbIX BELWIEeCTB,;

p) TpeboBaHMs K KayecTBY JleKapCTBEHHOro npenapara Afd MegULUHCKOro
NpUMeHeHnst (cepTudmkaTt, cneumdmkauna Ha nekapCTBEHHbIM npenapart U KX
0b60oCHOBaHue);

C) aHalmTn4yeckne MeToaunkn, ucnosrb3yemMble Tpu OCYLUECTBIIEHN KOHTPOJIA
KaydeCTBa JIeKapCTBEeHHOro rnpenapara ajld MeamumHCKOro npyuMeHeHuna,

T) AOKyMeHTanbHOe noaTBepXxaeHne (Banugauus) aHamMTUYecKMX MeToauK,
NCNOMb3yeMbIX MNPW  OCYLUECTBMEHMM KOHTPONS KavecTBa JleKapCTBEHHOro
npenapara Ans MeauLMHCKOro NPUMEHEHUS;

y) pe3ynbTaTbl aHanM30B CEepuii NeKapCTBEHHOro npenapara Ans MeauunHCKOro
NPUMEHEHMS;

) XxapakTepucTuka npnuMmecem;

X) neped4eHb CTaHOapPTHbIX O6pa3LI,OB, NCrMoJib3yeMbIX TMpn OCYyLIEeCTBIIEHNN
KOHTPOJIA Ka4eCTBa JIieKapCTBEHHOIO rnpernapara aJjid MegmumnHCKoro rnpyuMmeHeHu4,

L) OaHHble O CTabunbHOCTW neKapCTBEHHOro npenapaTta and MeguuUHCKOro
NPUMEHEHMS.

(Hactb B pepakumu, BBeaeHHon B penctBne ¢ 1 sauBapa 2016 roga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 roga N 429-P3.
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6. Pasgen dpapmakornormieckomn, TOKCUKOSOrMYeCcKON OOKYMEHTauMN BKIKOYaeT B
cebss oTyeTbl O pesynbratax OOKIIMHUYECKMX WCCReLoBaHUM FeKapCTBEHHOro
cpeacTBa Ana MeauLUNHCKOro NPUMEHEHWS, B TOM YUCTIE:

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

3) OTYET O TOKCUKOSIOMMYECKNX UCCIea0BaHUSIX.

(YacTb gononHutTensHO BKkItodeHa ¢ 26 okTabps 2010 roga PegepansHbiv
3akoHomM oT 11 okTsa6ps 2010 roga N 271-93; B pegakunn, BBEAEHHOW B AeNCTBUE
c 1 aHBaps 2016 roga PenepanbHbiM 3akoHOM OT 22 aekabps 2014 roaa N 429-3.

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

7. Paszgen KnMHNMYeCcKom AOKYMEHTauMu BKIoYaeT B cebsa oTyeTbl O pesynbraTax
KNMHUYECKNX WCCNeaoBaHUA NeKapCTBEHHOro npenapata Ang  MeauuUHCKOro
NPUMEHEHNS], B TOM YUCTIE:

1) otyeTbl 06 wuccnegoBaHMax 6MOOOCTYNHOCTU UM OUOIKBMBANEHTHOCTH,
NccnegoBaHnsix, YCTaHaBMBAKOLWMX KOPPENALMIO pesynbTaTtoB, MOSTlydeHHbIX B
yCnoBusX in vitro 1 in vivo;

2) OTYETbI 0 (hpapMaKOKMHETUYECKNX UCCIEA0BaHUSIX;
3) oT4YeThl 0 hapMakogMHaAMNYECKMX UCCen0BaHUSX;
4) OTYETbI O KITMHNYECKNX NCCrenoBaHmsax 3deKTUBHOCTM U 6e30MNacHOCTMU;

5) OTYET O NOCTPErMCTPALMOHHOM OMNbITE NPUMEHEHNS (NPU HANNYUK).
(YacTb pgononHuTenbHO BKMtodeHa ¢ 1 sHBaps 2016 roga PeneparnbHbIM
3akoHoM oT 22 nekabpsa 2014 roga N 429-93)

8. TpeboBaHusa Kk o0b6beMy WHGoOpMaLUM, nNpeaocTaBnseMon B COCTaBe
perMcTpaLmMoHHOro Aocke, ANA OTAEMNbHbIX BUAOB NIEKAPCTBEHHLIX NpenapaToB A5
MELULIMHCKOrO MPUMEHEHUST YCTaHaBNMBAKOTCS YNOSTHOMOYEHHbIM dhefeparbHbIM
OpraHOM UCMOMHUTENBbHOW BAacTMW.

(YacTb pgononHuTenbHO BKMtodeHa ¢ 1 sgHBaps 2016 roga PenepanbHbIM
3akoHoM oT 22 nekabps 2014 rona N 429-93)
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9. B OTHOWeEHNN NeKapCTBEHHbIX MpenapaToB, pa3peLLeHHbIX O MeaUUUHCKOro
npumeHeHnst B Poccuiickon depepaumm bonee asaguatu neT (3a UCKIIOYEHNEM
Bronormyecknx nekapcTBEHHbIX NpenapaToB), AOMNYyCKaeTCca BKIOYEHME B COCTaB
pasgena apMakosiormn4eckon, TOKCUKOSTOMMYECKOW [OOKyMeHTauum v pasgesna
KIMMHUYECKOM OOKYMEeHTauunm BMECTO oT4yeTa paspabotymMka O pesyrnbrarax
CODCTBEHHbIX OOKMMHUYECKUX WUCCNEOOBaHUMN JEeKapCTBEHHbIX CPeacTB WU
KIMTMHUYECKMX WCCNEedOBaHUN NEKapCTBEHHbLIX MpenapaTtoB Ans MeOULWHCKOro
NpUMeHeHnst 0630pa HayyHbIX paboT O pesynbratax  AOKIMHUYECKNX
nccrnegoBaHMn NEKapCTBEHHbIX CPEACTB U KIMHUYECKUX UCCRedoBaHUM AaHHbIX
NEKApCTBEHHbIX  MpenapatoB, B TOM  4YuCfe  BKMo4Yad  onblT  UX
NOCTPErncTpaunoHHOro NPUMEHEHNS.

(YacTb pgononHuTenbHO BKMtodeHa ¢ 1 sHBaps 2016 roga PeneparnbHbIM
3akoHoM oT 22 nekabpsa 2014 roga N 429-93)

10. Tpn rocygapCTBEHHOM perncTpauum BOCMPOU3BEAEHHbLIX JeKapCTBEHHbIX
npenapaTtoB OJ19 MeOULMHCKOro NpuMeHeHUs OOoNyCKaeTCA BKIOYeHMe B COCTaB
pasgena apMakosiormn4eckon, TOKCUKOSTIOMMYECKOW [OOKyMeHTauum v pasgesna
KIMMHUYECKOM OOKYMEeHTauunm BMECTO oT4yeTa paspabotyMka O pesyrnbrarax
COBCTBEHHbIX AOKMMHUYECKNX WUCCRedoBaHUA feKapCTBEHHbIX cpeacTB ob3opa
Hay4HbIX paboT O pesynbTatax AOKIMMHUYECKUX MUCCrenoBaHUn pedepeHTHOro
NeKapCTBEHHOro  npenapara W npegcTaBfieHWe  BMECTO  KITMHUYECKUX
nccrnegoBaHnin B MNOSHOM O6beme, YCTAHOBMEHHOM pasfernioM  KIMHUYECKOM
AOKYMEHTaUuMK, oTdyeTa O pesynbratax WuccnegoBaHuin 6GUMO3KBUBANEHTHOCTU
BOCMNPOUN3BELEHHONO NieKapCTBEHHOro npenapara ansg MeguumMHCKOro npUMeHeHus.
He TpebyeTca npeacTtaBneHne oT4eTa O pesynbratax UccnegoBaHWUin
OMO3KBMBANEHTHOCTU BOCMPOM3BEAEHHOIO JleKapCTBEHHOrO npenapaTta And
MEOULMHCKOTO  MPUMEHEHUs, eCliu  PEerncTpupyroTcad  BOCMNPOU3BELEHHbIE
neKkapCTBEHHble npenapaTbl 45 MegULMHCKOro NMPUMEHEHUA, KOTopbIe€:

1) npegHasHadeHbl AOn8 NapeHTepanbHOro (MOAKOXHOMO, BHYTPUMbILLEYHOIO,
BHYTPUBEHHOTIO, BHYTPUIMA3HOTO,  BHYTPUWMOSIOCTHOIrO,  BHYTPUCYCTaBHOIO,
BHYTPUKOPOHAPHOIo) BBEAEHMS N NPEACTaBNAT CoOO0N BOAHbIE pacTBOPLI;

2) NpeacTaBnAlT cobor pacTBOPbI 4Ns NepopasibHOro NPUMEHEHNS;

3) npousBedeHbl B OpMe MOPOLUKOB MM NMOGMIM3aTOB ANl NPUroTOBIIEHUS
PacTBOpPOB;

4) ABNSATCA razamu;

5) 4aBMAOTCA  YWHbIMWM WM [MA3HbIMW  JIEKAPCTBEHHbIMKU  MpenapaTamu,
Npon3BeneHHbIMN B pOpMe BOAHbLIX pacTBOPOB;

6) npeaHasHayeHbl 4N MECTHOro NMPUMEHEHUSI U MPUTOTOBIEHbI B ()OPME BOOHbIX
pPacTBOpPOB;
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7) npenctaenalT cobor BoaHble pacTBOpPbl AN MUCNOoNb3oBaHMs B dopMe
MHranaumm C nomMowplo Hebynamsepa WM B KavyecTBe Ha3arbHbIX Chpees,
NPUMEHSAEMBIX C MOMOLLBH CXOAHbBIX YCTPONCTB.

(YacTb pgononHuTenbHO BKMtodeHa ¢ 1 saHBaps 2016 roga PenepanbHbIM
3akoHoM oT 22 nekabps 2014 rona N 429-93)

11. Ona cnyy4aes, ykasaHHbIX B nyHkTax 1-3, 5-7 4actu 10 HacToAllen cTaTby,
BOCMPOU3BELEHHbIA NEKAPCTBEHHLIM npenapat ANngd MeLULMHCKOro MNpUMEHEHUS
OOSDKEH codepxaTb Takue e BCnoMoraternbHble BellecTBa B TakuUX ke
KonmdecTBax, Kak U pedepeHTHbIN JieKapCTBEeHHbIN npenapat. Ecrm cocTasbl
BCMOMOraTerbHbIX BELEeCTB pasnuyaloTcsl, 3asBuTeNb [LOIMKEH NpeacTaBuTb
AokasatenbcTBa TOro, YTO UCMOMb3yemMble B  OaHHbIX  KOHUEeHTpauusax
BCMoMoraterbHble BellecTBa He BMAKOT Ha 6GesonacHoCcTb U (Mnn)
9()PEeKTUBHOCTbL JIEKAPCTBEHHOIO npenaparta gnsg MeauuuHCKOro npumeHeHus. B
clyvae, ecnm 3asiBUTENb He MOXET NpeaCTaBUTb Takne fokasatenbcTsa u (Unn) He
MMeeT [[OCTyna K COOTBETCTBYWLMM [JaHHbIM, OH [JOSPKEH [pOBECTU
COOTBETCTBYHOLUME MWCCNEeAoBaHUA ANA [JoKasaTernbCcTBa OTCYTCTBUS  BIUSHUA
pasHbIX BCMOMOraTesibHbIX BeWecTB WM  BCMNoMoraTesibHbIX YCTPOMCTB Ha
6esonacHoCcTb W (MnM) 9dEKTMBHOCTL JIEKAPCTBEHHONO npenapata And
MEOULMHCKOrO MNPUMEHEHNs B MNOpsiake, YCTAHOBMEHHOM  YNOSIHOMOYEHHbLIM
doegeparnbHbIM OpraHoOM UCTMONHUTESNBHOW BIlacTMW.

(YacTb pgononHuTenbHO BKMtodeHa ¢ 1 sHBapsa 2016 roga PenepanbHbIM
3akoHoM oT 22 nekabps 2014 rona N 429-93)

12. Npun rocygapCTBEHHOW perncTpaunm KoMOUHaLMM paHee 3apermcTpupoBaHHbIX
NeKapCTBEHHbIX MpenapaTtoB Afs MeOUUMHCKOro MNpUMEHEHUs OOonycKaeTcs
BKIOYEHME B COCTaB pasfgerna (apMakoriormyeckon, TOKCUKOMOrm4yecKom
AOKYMEHTauumM W pasgena  KIMHUYEeCKOM [OOKYMeHTauunm BMeCTO oT4veTa
paspaboTymka O pesynbTaTax COOCTBEHHbIX AOOKIMMHUYECKUX WUCCIeq0oBaHWUN
NekapcTBEHHbIX cpeacTB 0630pa HayyHbIX paboT O pesynbratax gOKMHUYECKUX
nccnegoBaHnin pedepeHTHbIX JNIEKapCTBEHHBLIX MpenapaTtoB, BXOASWMX B COCTaB
KOMOWHaLMM NeKkapCTBEHHbIX NpenapaTos, U 06 OTCYTCTBUM UX B3aUMOLENCTBUS B
OLHOW JileKapCTBEHHOM hopme.

(YacTb pgononHuTenbHO BKMtodeHa ¢ 1 sHBaps 2016 roga PeneparnbHbIM
3akoHoM oT 22 nekabps 2014 rona N 429-93)
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13. Ha oakcneptmsy pasnuyHbiX JeKapCTBEHHbIX OOPM OOHOr0 W TOro e
NeKapCTBEHHOro npenapara Ansgd  MeguUMHCKOrO  MPUMEHEHUA  3asBUTElb
npencraBndeT OTAerbHble 3aABSfIEHUA U PerMcTpauuoHHbIe [0Cbe Ha KaXayro
neKkapcTBeHHyto dopmy. [lpu ycrnoBun OOHOBPEMEHHOM MoAdadn Ha 3IKCNepTusy
OLOHOW nekapcTBeHHOM {OpMbl C pPasfMYHbIMUA  OO3UMPOBKOW, KOHLIEHTpaLuuen,
06 beEMOM 3asiBUTENb NPEeACTaBAET O4HO 3asiBfieHMe N perncTpaunoHHOe 4OCke C
NPUSIOXKEHMEM MaKeTOB YMaKOBOK Ha KaXayr O03UPOBKY, KaXOyt KOHLEHTpaumio,
KaXkObl 06 bEM U KaXOoe KONMYEeCTBO 03 B YNaKOBKE.

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

14. Tpn rocygapCTBEHHOM perncTpauun opdlaHHOro JieKapCTBEHHOro npenapaTa
3asBuTEnb NpeacTaBndeT uHdopmauumio, Heobxogumyo Ons  OPMUPOBaHUA
pasgena  KIMHWMYECKOM  OOKYMeHTauuw, B 00beme, YyCTaHOBIEHHOM
YMOSMHOMOYEHHbIM dheeparibHbIM OpraHOM UCMONHUTENBHOW BAcTMW.

(YacTb pgononHutTenbHO BKMtodeHa ¢ 1 sHBaps 2016 roga PeneparnbHbIM
3akoHOoM oT 22 nekabpsa 2014 roga N 429-03)

15. Mpwn perucTpaumm GUONOrMYECKOro NekapcTBEHHOro npenapata, Mory4eHHOro
M3 KPOBM, MNNa3mbl KPOBWM YerioBeka, B COCTaBe PErmcTpaLMOHHOTrO [0Cbe Ha
NeKapCTBeHHbI npenapaT Ons  MEAULMHCKOrO MPUMEHEHUS [OmkHbl ObiThb
npeacTaBneHbl AOMNOMHUTENBHO:

1) B pasgene [OOKYMEHTauun aaMUHUCTPATMBHOIO XapakTepa [OOKYMEHT,
cogepxawmn nHgopmaumio o cydobektax obpalleHna JOHOPCKOW KpoBU U (Mnn) ee
KOMMOHEHTOB, O TOM, e Oblfia ocywecTBrneHa AoHauunsa (Kposu u (unn) nnasmol
KpOBM), a TakXe [AaHHble 00 WHMEKUMOHHbLIX 3aboneBaHusax, nepenarLmxcs
napeHTeparnbHbIM NyTem, MHpopMauns 0 cybbekTax obpalleHns JOHOPCKOW KPoBU
n (MM) ee KOMIMOHEHTOB, B OTHOLUEHUM KOTOPbIX OCYLUECTBMSAETCA KOHTPOJlb
[ OHOPCKOW KPOBM U (MrN) €e KOMNOHEHTOB;

2) B pasgerie XMMM4ecKon, papmaL,eBTUYECKOM 1 BNONOrMYeCcKomn JOKYMEHTaLUK:

a) Kputepum M cnocobbl oTOopa, TPaHCNOPTUPOBAHUS U XPaHEHUS OHOPCKOW
KPOBM U (UrN) €e KOMMNOHEHTOB;

6) pesynbTaTbl MUCCregOBaHUM OTOOpPaHHbLIX OOHOPCKOW KpoBM U (MUnn) nnasmbl
KPOBM M NySiOB Ha Hanuyue Bo3byauTenen nMHeKUnn, Bkrovas nHdgopmMaumo ob
NCMOSb30BaHHbIX METOAMKAxX MCCNedoBaHMW M B Crlydae uccrefoBaHWs MnyrioB
nnasMmbl KPOBW pesyrnbTaTbl [JOKYMEHTanbHOro MOATBEpXOAeHus (Banugauum)
NCMNOSIb30BaHHbIX METOOMK;
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B) TEXHUYECKME XapPaKTEPUCTUKN YNaKoBKU A9 oTOopa AOHOPCKOW KpoBWU U (Unn)
nNasmbl  KPOBW, BKMoYaa uMHGopMauuio 06 MUCMNOMb30BaHHbIX  pacTBOpax
aHTUKOarynaHToB.

(YacTb pgononHuTenbHO BKMtodeHa ¢ 1 sgHBaps 2016 roga PeneparnbHbIM
3akoHoM oT 22 nekabps 2014 rona N 429-93)

16. KnnHnyeckne mnccrenoBaHusl NEKapCTBEHHOro npenapara ansg MeauunHCKOro
NMPUMEHEHUST B LENsgX ero rocygapCTBEHHOM peructpaumm npoBoAATCH B
Poccuickon ®enepaunmv B nopsake, yCTaHOBIIEHHOM cTaTtbamu 38-44 HacTosALEero
denepanbHoro 3akoHa. OT4eT O NPoBEeAEHHbIX UCCegoBaHUSX BKIHOYAETCs B
COCTaB pasferna KrMHMYEeCKOW [OOKYMEeHTauuuM permcTpauuoHHOro [AoCbe Ha
NEKapCTBEHHbIN npenapaT Ons MeauuMHCKOro npumeHeHna. [ns nekapCTBEHHbIX
npenapaTtoB 4119 MegULMHCKOro NpUMeEHeHUs!, B OTHOLLEHUN KOTOPbIX B pe3yrnbrarte
9KCMepTm3bl [OOKYMEHTOB, MNpPenCTaBSfIEHHbIX ONA onpenesieHns BO3MOXHOCTU
paccMmaTpuBaTtb JIeKapCTBEHHbIN npenapaTr Ansgd MegUUUHCKOro NPUMEHEHUS B
KayecTBe OopdhaHHOro fieKapCTBEHHOIO npenapaTta, Takasg BO3MOXHOCTb NpU3HaHa 1
B OTHOLLEHNN KOTOPbIX NPOBEAEHbI KITMHUYECKUE UCCeaoBaHns, BbINOSHEHHbIE 3a
npeaenammn Poccunckon degepaumm B COOTBETCTBUM C NpaBUnaMn Hagrexailemn
nabopaTopHOM NPaKTUKN U NpaBUMaMmm Haanexawem KIMHUYECKON MpaKkTUKK,
AO0MyCKaeTCs BKIIOYEHNE B COCTaB pasfera KIIMHUYeCKOW OOKYyMeHTauum BMeCTO
oTyeTa O pesynbTarax KIMHUYECKUX UCCredoBaHUM NeKapCTBEHHOro npenapara
Anst MeQULMHCKOro npuMeHeHns, nposeaeHHbIX B Poccunckon degepaumm, otyeta
O pes3ynbrarax KIMHUYECKUX WCCcrieqoBaHn, BbIMOMHEHHbIX 3a npeaeriamu
Poccuinckon denepaumn.

(YacTb pgononHutTenbHO BKMtodeHa ¢ 1 sgHBaps 2016 roga PeneparnbHbIM
3akoHoM oT 22 nekabps 2014 rona N 429-93)

17. 3asiBuTenb BnpaBe MNpeacTaBUTb MO COBCTBEHHOW WMHMLMATMBE BMeECTe C
3asBrneHMeM O rocygapCTBEHHOM pernctpauum nekapCTBEHHOro npenapara ans
MEeLWLMHCKOro NPUMEHEHWS A OKYMEHTHbI, nogTeepXxgaroLme ynnary
rocy4apCTBEHHOM MOLLMHBI U yKa3aHHble B nyHKTe 10 YacTu 2 HacTodLlen cTarbu.
B cnyyae wmx HenpenctaBrieHMst  COOTBETCTBYHOLLMA  YNOSTHOMOYEHHbIN
doepeparnbHbIA - OpraH  UCMOSHUTENBbHOM  BracTW  MpoBepseT  dakT  ynsaTthl
rocygapCTBEHHOW  MOWWIMHbI  3asBUTENEM  MOCPeACTBOM  MCMOSb30BaHUA
MHpopmaumm 06  ynnate rocygapCTBEHHOW MOWWIMHBLI, coAepxallenca B
[ocyoapCTBEHHOM  MH(OPMALMOHHOW  CUCTEME O  TOCYOapCTBEHHbIX U
MYyH/LMNArNbHbLIX MNiatexax, Ha OCHOBaHUW NpenCTaBSIEHHbIX 3adBUTESNIEM KOMUiA
AOKYMEHTOB, NOATBEPXOarLWMX yrnsiaTy rocyaapCTBEHHOM MOLNHDBI.

(YacTb pgononHuTenbHO BKMtodeHa ¢ 1 saHBaps 2016 roga PeneparnbHbIM
3akoHoM oT 22 nekabps 2014 rona N 429-03)
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18. He ponyckaetca ucnonb3oBaHWe B KOMMEPYECKUX Lenax uHdgopmauum o
pesynbTatax OOKIMHUYECKMX UCCeoBaHUM  JIEKapCTBEHHbLIX CPeAcTB W
KITMHUYECKMX WUCCIeQOBaHUA feKapCTBEHHbIX MpenapaToB Ans MeaULMHCKOro
NPUMEHEHNS, NpeaCTaBfieHHON 3adBUTENEM Af1s rocygapCTBEHHOW perucTpaumm
nekapcTBEHHOro npenapata, ©6e3 ero cornacus B TeyeHue LeCcTu neT ¢ garbl
rocyaapCTBEHHOM pernctpaumm pedepeHTHOro JfekapCTBEHHOrO npenapata B
Poccuinckon denepaumn.

(YacTb pgononHuTenbHO BKMtodeHa ¢ 1 sHBaps 2016 roga PeneparnbHbIM
3akoHoM oT 22 nekabps 2014 rona N 429-93)

19. [epxaTenb nnu sragerney, perncTpaunoHHOrO Y40CTOBEPEHUS JIEKapCTBEHHOIO
npenapata Ha OGMOTEXHONOMMYECKUA UM OphaHHbIN NeKapCTBEHHbIN npenapat
obs3aH npegocTaBnNATb Ha BO3ME3HOM OCHoBe obpasubl pedepeHTHOro
NeKapCTBEHHOro npenapaTta 3adBuUTenaM  Onsd  NpoBedeHUs  KITMHUYECKUX
nccrnepgosaHni. CtoumocTb obpasua pedepeHTHOro fiekapCTBEHHOro npenapara,
BKJTIOYEHHOIO B MepeYeHb XU3HEHHO HEOOXOAUMBIX N BaXKHEWLUMX NEKAPCTBEHHbIX
npenapaTtoB, He [OOSPKHA MNpeBblWaTb  3aperMcTpupoBaHHYK  MNpeaerbHYyo
OTMYCKHYKO LeEeHy Ha pedepeHTHbIW JNeKapCTBEHHbIA npenapar win LeHy Ha
NeKkapCTBEHHbIV nNpenapaT B CTpaHe Npon3BoauUTess.

(YacTb pgononHuTenbHO BKMtodeHa ¢ 1 saHBaps 2016 roga PeneparnbHbIM
3akoHoM oT 22 nekabps 2014 rona N 429-93)

20. 3asiBeHMe O TrOCYyOapCTBEHHOW  perMcTpaumm  BOCMPOU3BELEHHOIO
nekapcTBEHHOro npenapara ans MeauuMHCKOro NpMMeEHeHUs MOXeT ObiTb NoAaHo
B YMNOSIHOMOYEHHbIN  dbegeparnbHbli  OpraH  UCMOSHUTENBbHOM  BracTw,
OCYLLECTBJIAIOLMIA TOCYAAPCTBEHHYIO perncTpauuio JieKapCTBEHHbIX MNpenapaTos,
MO UCTEYEHNN YeTbIpeX NeT C AaTbl roCygapCTBEHHON perncTpaunmn pedepeHTHOro
rnekapcTBEHHOrO npenapara B Poccurckon degepavumn.

(YacTb pgononHuTenbHO BKMtodeHa ¢ 1 sHBaps 2016 roga PenepanbHbIM
3akoHoM oT 22 nekabps 2014 rona N 429-93)

21. 3asaBneHve o rocygapCTBEHHOW permcTpaumm brnoaHanorosoro (bnonogobHoro)
nekapcTBeHHOro npenapara (buoaHarsora) MoXeT 6bITb NO4aHO B YNOSHOMOYEHHbIN
doeneparnbHbIf opraH NCNOSHUTESTbHOMN BflacTy, OCYLLECTBIIAIOLLMIN
rOCY4apCTBEHHYIO perncTpauunio NekapcTBEHHbIX NpenapaToB, N0 NCTEYEHUU TPEX
neT C p[gaTtbl rocydapCTBEHHOM pernmcTpaumm pedepeHTHOro JieKapCTBEHHOMO
npenapara B Poccunckon degepavmn.

(YacTb pgononHuTenbHO BKMtodeHa ¢ 1 saHBaps 2016 roga PeneparnbHbIM
3akoHoM oT 22 nekabpsa 2014 roga N 429-93)
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22. [lepxaTens nnu sragerey, permcTpaunoHHOrO Y40CTOBEPEHUS JIeKapCTBEHHOIo
npenapara npeacTaBnsgeT B YMNOMHOMOYEHHbIM  dhegepanbHbln  OpraH
NCMNOSTHUTESNTbHOW BJIAaCTU, OCYLLUECTBIIAIOWMIA (PYHKLUW MO KOHTPOSO U Haa30py B
cdoepe 34paBOOXpaHEeHUs, OTYET Mo pesyrnbrataM dpapmMakoHaz3opa OAuH pa3s B
leCcTb MecdueB B TeyeHne [AOBYX JieT nocrie rocygapCTBEHHOW pernctpauum
nekapcTBEHHOro npenapata B Poccunckon ®Penepauunun, exerogHo B Te4YeHue
nocriegyowmx Tpex fieT 1 B ganbHenwem ogvH pas B NATb JieT.

(YacTb pgononHuTenbHO BKMtodeHa ¢ 1 saHBaps 2016 roga PenepanbHbIM
3akoHoM oT 22 nekabps 2014 rona N 429-93)

KommeHTapum k ctatbe 18

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

1. B TedyeHne pgecatn paboumx OHEN CO [OHA MPUHATUA 3asiBNEHUSI O
rocygapCTBEHHOW perncTpaumm JnekapCTBEHHOro npenapata COOTBETCTBYHOLLMIN
YMNOSNMHOMOYEHHbIN  dbegeparnbHbini - OpraH  UCMOMHUTESNTbHOW  BIilaCTU  MPOBOAUT
NPOBEPKY  MOMHOTbI,  AOCTOBEPHOCTU U  MPaBWUIbLHOCTU  Od)OPMIIEHNS
npencTaBfieHHbIX [OOKYMEHTOB PerncTpaumMoHHOIO [A0Cbe Ha JIeKapCTBEHHbIN
npenapart u NPUHUMAaET peLLEHNE O BblAade 3aaHnAa Ha NnpoBeeHNE:

1) aKcnepTu3bl AOKYMEHTOB, MpeAcTaBMEHHbIX AN OnpenerieHnss BO3MOXHOCTM
paccMaTpMBaThb NEKapCTBEHHbIN npenapaTt Ans MeAULMHCKOrO MPUMEHEHUS Mpu
OCYLUECTBINEHUM FOCYAAPCTBEHHOM permctpauum B  KadecTBe OpPdaHHOro
NeKkapcTBEHHOro Npenapara;

2) 3KCnepTM3bl NEKApCTBEHHOIO CPEeAcTBa B 4YacTW 3KCNEepTM3bl KadecTBa
NEeKapCTBEHHOIO CpenCcTBa W 3KCMNEPTU3bl OTHOLLEHMSI OXMOAEMOW MOofb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHWUsI NeKapCTBEHHOro npenapaTta Ans MeauLyMHCKOro
NPUMEHEHMS;

3) 9KCnepTusbl JEKApCTBEHHONO CpeacTBa B 4acTW 9KCNepTusbl KavecTBa
NEKapCTBEHHOrO CpeAcTBa W 9KCNEepTU3bl OTHOLUEHUSI OXMOAeMoW Mofb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUSI NEKapCTBEHHOro npenapata gns MeguuuHCKOro
NPUMEHEHNST B MNOPSAKE YCKOPEHHOM npouenypbl 9KCNepTusbl NeKapCTBEHHbIX
CpeacTB B COOTBETCTBUM CO cTaTben 26 HacTodulero PenepansHOro 3akoHa;

4) 3KcnepTu3bl JEKapCTBEHHOTO CPeACcTBa B OTHOLLEHUM JEeKapCTBEHHOrO
npenaparta Ansi BETEPUHAPHOIO NMPUMEHEHMUS.
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2. YNOnMHOMOYeHHbIN dhefiepalibHbI OpraH UCTMOSTHUTENBHOM BIlacTy YBEAOMIISET B
9NIEKTPOHHON OpME WM Ha OyMakHOM HocuTene 3asiBUTENd M 3KCnepTHoe
yypexgeHue o NPUHATOM pelleHun O Bblhade 3afaHni Ha NpoBeLeHne 3KCnepTus,
NpeayCcMOTPEHHbIX YacTbio 1 HacTosAWEeN cTaTbW, U B Crlydyae HeobxoauMMOoCTU O
Bblgaye paspelleHusi Ha BBO3 B Poccuurckyto Penepaumio KOHKPETHOW MapTum,
cepun 3aperMcTpupoBaHHbIX U (UNN) He3aperncTpUPOBaHHbBIX JleKapCTBEHHbIX
cpencTtB unm ob oTkase B NpoBeaeHUN NPeayCMOTPEHHbIX 3KCNEPTU3 C YKa3aHNEM
NPUYNH TaKoro oTkasa.

3. B cnyyae BbiSiBNeHMS OTCYTCTBUA WNN  HEOOCTOBEPHOCTU MHGOpMaLUW,
cofepXallenca B rnpeacTaBrfieHHbIX 3asBUTENIEM OOKYMEHTax, YMNOSHOMOYEHHbIN
deepanbHbIA OpraH UCMOMHUTENBbHOM BracTy HanpaBnseT 3asBUTENO 3anpoc ob
YTOYHEHUN 3TOMN MHAopMaLun (ganee - 3anpoc YNorHOMOYEHHOro doegeparnsHOro
opraHa  WUCMOSHUTENbHOW  BflacTU),  KOTOpbIM  MOXeT  OblITb  nNepeaaH
YNONIHOMOYEHHOMY NpeacTaBuUTEmNO 3asBUTENS JIMYHO MO PacrnuCKy, HarnpasrieH
MO nMoyTe 3akasHbIM [MUCbMOM WM nepedaH B 3NeKTPOHHOW dhopme no
TENEeKOMMYHUKALMOHHLIM KaHanmam cBA3n. B cnyyae HanpaeneHus 3anpoca
YMNOSNIHOMOYEHHOro pefepanbHOr0 opraHa WCMNOSIHUTENbHOWM BrlaCTU MO No4vTe
3aKa3HbIM NMMCbMOM OH CYMUTAETCA NOSTyYEeHHbIM MO NCTEYEHUN LWeCTN OHEN C AaTbl
HanpaBfieHNsa 3aKa3Horo Nucbma.

4. 3aasutenb 06583aH npeacTaBUTb OTBET Ha 3anpoc  YNoSIHOMOYEHHOrO
deqepanbHOro opraHa WCMNOSHUTENbHONM BNAacTM B CPOK, He MNPEBbILLAOLLNA
AeBsaHoCcTa paboymx OHen co OHs ero nosiydeHms. Cpok, yKasaHHbIM B YacTtu 1
HacToAWEN CTaTbW, MNPUOCTaHaBMMBAETCHA CO [AOHA HanpaBfeHusl 3asaBUTENO
3anpoca ynosIHOMOYEHHOro dpefeparibHOro opraHa UCNOSHUTENBHOW BlacTn 40 AHA
NOfy4YeHMs UM COOTBETCTBYHIOLLErNo oTBeTa.

5. OcHoBaHveM aN9 oTKasa B opraHMsauum aKcnepTms, NpeayCMOTPEHHbIX YacTblo
1 HacTosAWEN CTaTbK, ABNAETCS NpeacTaBfieHne HeobXxoauMbIX Ans NpOoBEeAEHUs
NPeaAyCMOTPEHHbLIX  3KCMEpPTM3  [JOKYMEHTOB B  HEMONHOM 00beme  unm
HenpeacTaBlieHNe 3asiBUTENieM B YCTaAHOBIIEHHbIW CPOK OTBETa Ha 3anpoc
YNOSMHOMOYEHHOrO beaepanbHOro opraHa WCMNOSHUTENbLHOW BrlacTU, a Takxe
NpeacTaBfieHne [OOKYMEHTOB, He coAepXalwmx WCYEpPnbIBaKOLWEro nepeyHs
HeobxoanMbIX CBEOEHUN.

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

KommeHTapun Kk ctatbe 19

Ctatba 20. 3KcnepTU3a AOKYMEHTOB, NpeACTaBNeHHbIX Ans
onpeaesrieHNs BO3MOXHOCTU paccMaTpuBaTb
NeKapCcTBeHHbIU nNpenapar Ansa MeAMLUUHCKOro NnpuMeHeHus
NpU OCyLEeCTBJIEHNU rOCYyAapCTBEHHON perucTpauvu B
KayecTBe opraHHOro NeKapCTBeHHOro npenapara
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1. OKcnepTmsa OOKYMEHTOB, NMpeaCTaBrfieHHbIX Ans onpefeneHns BO3MOXHOCTU
paccMaTpvBaTthb feKapCTBEHHbIW npenapat Ansg MeOUUWHCKOro NpuUMeHeHus npu
OCYLLECTBJIEHUN TOCYOAPCTBEHHOM perucTtpaumm B KayecTBe  OpdhaHHOro
NeKapCTBEHHOro npenapara, COCTaBSIeHNe KOMUCCUEWN IKCMEPTOB 3aK/MOYEHUA O
BO3MOXXHOCTU UMM HEBO3MOXHOCTU paccMaTpmuBaThb JIeKapCTBEHHbIN npenapaT 4114
MEANLMHCKOro NMPUMEHEHNS NMpu OCYLLECTBIIEHUN rOCY4apCTBEHHON perucTpauumv B
KadecTBe Op(paHHOro JIeKapCTBEHHOINO rpernaparta W HanpaslieHWe [OaHHOro
3aKNMOYEHNA B YMONHOMOYEHHbIM doeeparibHbIA OpraH MCMOSHUTESNBbHOW BriacTu
OCYLLUECTBIIAIOTCA B CPOK, HE MpeBbllaoumi Tpuguatn paboymx gHen co OHA
NOSTydEeHUA IKCMEPTHbIM ydpexaeHnem 3agaHus YnonHOMOYeHHOro doefeparnbHOoro
opraHa MWCNOSIHUTENBbHOMW BracTW U B 3fIEKTPOHHOM dOpMe UM Ha ByMadkHbIX
HOCUTENSAX HEOOXOANMbBIX JOKYMEHTOB, YKasaHHbIX B NyHkTax 1, 2, 5, 6, 10 yactun 4
N B YacTtu 7 ctatbu 18 HacTosuero PegepanbHOro 3akoHa.

2. [lokymeHTbl, coaepxawpmecs B pPerMcTpauuMoHHOM [OCbe Ha eKapCTBEHHbIN
npenapaT 1 NOCTyNuBLUME Ha BYMaXKHbIX HOCUTENSIX B AKCMEPTHOE yypexaeHne ans
OCYLLECTBJIEHNA X IKCMEpPTU3bl AN onpeaeneHns BO3MOXHOCTU paccMaTpuBaTh
NeKapCTBEHHbIM Npenapar 4519 MeAULMHCKOro NPUMEHEHUS] B Ka4ecTBe OpddaHHOro
NeKapCTBEHHOro  rnpernapara, noanexar Bo3BpaTty B YMNONIHOMOYEHHbIN
doegeparnbHbIN OpraH UCMONHUTENBHOMN BrlaCTU OQHOBPEMEHHO C 3aKITHOYEHUAMUN
COOTBETCTBYHOLLMX SKCNEPTUS.

(Ctatba B pepakuumn, BBegeHHon B pgenctBne ¢ 1 wona 2015 ropa
denepasnbHbIM 3akOHOM OT 22 fnekabpsa 2014 rona N 429-P3.

KommeHTapum k ctatbe 20

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

1. B cpok, He npeBbIwaowmn AT pabounx gHeN Co OHS NOSTydeHUs 3aKkroyeHus,
yKa3aHHOoro Byactm 1 cratbu 20 HacToduwero PegepanbHOro —3akoHa,
YMNOSNMHOMOYEHHbIN hefepanbHbli OpraH MCMOSHUTENBbHOM BflaCTU OCYLLECTBIISET
OLLEHKY MOSTy4EeHHOro 3aKksoveHna Ons onpefesieHns ero COOTBETCTBUSA 3afaHuio
Ha npoBedEeHWe COOTBETCTBYHLUEN SKCMepTM3bl M yBeLOMISEeT 3asBuTens B
9IIEKTPOHHON dhopMe UM Ha BymMaHOM HocuTene O pesyrbTartax npoBeneHHOW
9KCNepTu3bl C MNPUIIOKEHNEM KOMUM IKCMEPTHOrO 3akroyeHus (C coxpaHeHnem
KOH(pMOeHUnansHOCTM WHQopMaUnum O CocTaBe OIKCMNEPTHOM KOMWUCCUMUM) U O
BO3MOXXHOCTU UM HEBO3MOXXHOCTU paccMaTpmuBaTh JIeKapCTBEHHbIN npenapaT 4114
MEANLMHCKOro NMPUMEHEHNS NMpu OCYLLECTBIIEHUN rOCYy4apCTBEHHON perMcTpauumv B
KadecTBe OpdpaHHOro fiekapCTBEHHOro rnpenapara.
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2. [lpn BbIHECEHMM KOMWUCCUEW JKCMNEPTOB 3aK/MOYEHUA O BO3MOXHOCTU
paccMaTpvBaTthb feKapCTBEHHbIW Npenapat Ansgd MeOUUWHCKOro MpuUMEeHeHus npu
OCYLLECTBJIEHUN TOCYOAPCTBEHHOM peructpaumm B KavyecTBe  OpdhaHHOro
NeKapCTBEHHOIO npenapara YMNOSTHOMOYEHHbI doepeparnbHbIf opraH
NCMNOSHUTENBbHOW BNacTuM B CPOK, He MpeBbllwarowpmn NAatTu paboumnx gHen co OHS
NOSlydEeHNs OaHHOro 3aKriyeHus, NPUHUMaeT pelleHne O Bblgade 3aJaHus Ha
npoBefeHne 3KCMNepTu3bl KayecTBa JeKapCTBEHHOrO cpedcTBa W 3KCNepTUsbl
OTHOLUEHNA  OXMAaemMouM Nomfb3bl K BO3MOXHOMY  PUCKY  MPUMEHEHUS
NeKapCTBEHHOro npenapata Ansgd  MeOUUUMHCKOrO MNpPUMEHeHUs B Mnopsake
YCKOPEHHOW Mpoueaypbl 3KCNepTUsbl NleKapCTBEHHOIO cpeacTBa B COOTBETCTBUMU
co cTaTtben 26 HacTodaulero PegepanbHOro 3aKoHa.

3. B cnyyae npuHATMA pewleHnss O  HEBO3MOXHOCTM  paccMaTtpuBaTthb
NeKapCTBEHHbIW npenapaT Ansgd MeguuMHCKOro NPpUMEHEHUs NMpu rocyaapcTBEHHON
perncTpauum B KayecTBe opdbaHHOro NeKapCTBEHHOro npenapara
YMNONMHOMOYEHHbIN pefiepalibHbIi OpraH WUCMOSIHUTENbLHOM BflaCTU MpeKpallaeT
npouenypy rocydapCTBEHHOM  pernctpauum  fieKapCTBEHHOro  rnpenapara.
3asgBuTeNnb BripaBe 00paTUTLCA B PErMCTPUPYIOLLMIA OpraH C 3asBfiEHMEM O
rocygapCTBEHHON perncTpauun YyKasaHHOro JieKapCTBEHHOro npenapata B
COOTBETCTBUM CcO cTaTtben 18 HacTosulero PeaepanbHOro 3aKoHa.

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

KommeHTapuin K ctaTtbe 21

CtatbAa 22. PeweHne o npoBeAeHUN KITMHUYECKOro
nccneanoBaHUsA JfieKapCTBEHHOroO nNpenaparta Ans
MeAULMHCKOro NpUMeHeHUs

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

KoMmeHTapum K ctatbe 22

Ctatba 23. IKCcnepTU3a KayecTBa JIeKapCTBEHHOIO
CpeAcCTBa M 3KCnepTnU3a OTHOLUEHUS OXUAaeMoun Nosib3bl K
BO3MOXXHOMY PUCKY NMPUMEHEHNA NleKapCTBEHHOro
npenaparta Ansa MeaUMUUHCKOro npuMeHeHus
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1. OKcnepTmsa KavecTBa JIEKapCTBEHHOrO CpencTBa W 3KCnepTu3a OTHOLUEHUS
OXnaaemMou rnorb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NIeKapCTBEHHOMO npenapaTa
Ang  MeOUUMHCKOTrO  MPUMEHEHUHA, COCTaBflieHMe KOMWCCUAMMUM  SKCNepToB
3aKMOYEeHNn No pesynsTaTtaMm MNpPoOBeSEHHBIX 3KCMEepTU3 W HanpasBSieHUe 9TUX
3aK/MIOYEHNUN B YMONMHOMOYEHHbIN doeeparibHbIA OpraH UCMOSHUTENBbHOW BriacTu
OCYLLUECTBIIAIOTCA B CPOK, HE MPEBbILLAOWMA CTa AEeCATM pabovnx OHEN CO OHA
noslydeHus 9KCMEePTHbIM yypexgeHnem COOTBETCTBYHLLENO 3agaHus
YrNOSTHOMOYEHHOTO heeparibHOro opraHa UCMOMHUTENbHOM BNAacTy 1 HEODXO4UMbIX
AOKYMEHTOB B 311EKTPOHHON (hopme Unn Ha ByMaxkHbIX HOCUTENAX.

2. B TeyeHve OeBAHOCTaA OHEW CO OHA MOJSIlyYEHUS pPeLleHUs YNOSTHOMOYEHHOro
doegepanbHOro opraHa WCMOMHUTENBHOM BraCTU O MNPOBEAEHUN  QKCMNEPTUS,
NpeayCMOTPEeHHbIX YacTbio 1 HacTodlen crtaTbu, 3adBUTENb MNPeacTaBrseT B
9KCMepTHOE y4ypexaeHue ONd NpoBedeHUs 9KCNepTm3bl KadecTBa JIeKapCTBEHHOIo
cpeacTea obpasubl NleKapCTBEHHOrO Npenapara ans MeguumMHCKOro NpUMeEHEHMs,
NPON3BEOEHHOIO B COOTBETCTBMM C TPebOBaHMSIMU OMbITHO-NPOMbILLIIEHHOMO W
(Mrm) NPOMbILLIIEHHOrO pernameHToB, YyTBEPXKOEHHbIX pykoBoauTenem
Npoun3BOAUTESNSA JIeKapCTBEHHbBIX CPeACTB, a Takke B COOTBETCTBYIOLLMX Crydasx
obpasubl (papmaueBTnyeckon cybcTaHuun, TecT-lTaMmma MUKPOOPraHM3MoB,
KynbTypbl KNETOK, obpasubl BewecTB, NPUMEHSIEMbIX OS5 KOHTPONs KadecTsa
NeKapCTBEHHOro  cpefcTtBa MyTeEM CPaBHEHMA C  HUMU  UCCrieqyemMoro
NeKapCTBEHHOrO CpeacTBa, B KonnyectBax, HEOOGXoAuUMbIX ANsi BOCMPOM3BEOEHMS
METOLO0B KOHTPOSIS KavyecTBa.

3. MNpn nony4yeHnn obpasLoB feKapCTBEHHOrO npenapata n dapmMaueBTUYecKomn
CyOCTaHUMM  OKCMNEpPTHOE  ydypexaeHue  BblJaeT  3asBUTENM0  JOKYMEHT,
noATBEPXOaoWMIA NofyyYyeHne ykasaHHbIX 06pasLoB, U B CPOK, HE MpeBbILIaoLLmiA
Tpex paboymx OHeW, yBeOOMNSIET B 3feKTPOHHOM hopMe MM Ha BymakHOM
HocuTene o6 3TOM YMNOMHOMOYEHHbLIN dedeparnbHblii OpraH MCMNOSTHUTESbHOM
BlacTu.

4. YKasaHHble B YacTax 2 M3 HaCTodAWEeW CTaTbW CPOK ONA npeacTaBrieHus
3asBuTenieMm o00pasuoB JleKapCTBEHHOro npenapata U dapMaueBTUYecKomn
CyOCTaHUMM W CPOK YBEOOMIIEHUA 3JKCMEPTHbIM y4ypexaeHnem o6 9ToM Ha
ByMaxHOM HOCUTeENe YNOfIHOMOYEHHOro heaepanbHOro opraHa WUCMONHUTENBHON
BNacTW He BKIOYAKTCHA B CPOK MNPOBEAEHUA 3JKCNepTus, MNpeaycMOTPEHHbIX
YacTbio 1 HACTOALLEN CTaTbMU.

5. [OKyMEHTbl, MNOCTYNMBLUME B IKCMEPTHOE Yy4ypexaeHne Ons npoBeaeHud
9KCMnepTns, NpesyCcMOTPEHHbIX YacTblo 1 HACTOoALLEW CTaTbun, NOAIeXaT BO3BpaTy B
YMNONMHOMOYEHHbIN doefeparibHbI OpraH UCMNOSTHUTENbHOW BIlaCTU O4HOBPEMEHHO C
3aKIYEHNAMM, NOSTyMEHHBbIMM NO pe3yrbTaTaM COOTBETCTBYIOLLMX 3KCNEPTUS.
(Ctatba B pepakuun, BBedeHHon B pgenctBne ¢ 1 wona 2015 ropa
denepanbHbIM 3aKOHOM OT 22 aekabpa 2014 roga N 429-03.
KommeHTapum K ctatbe 23
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CTtaTtba 24. 3KcnepTU3a KayecTBa JieKapCTBEHHOIO
CcpeAcTBa M 3KCnepTnU3a OTHOLLUEHUS OXUAaeMoun Nosib3bl K
BO3MOXXHOMY PUCKY NPUMEHEHNA NleKapCTBEHHOro
npenapara Ansa BeTepuHapHOro NpuMeHeHus

1. JKcnepTm3a KayvecTBa fleKapCTBEHHOrO CpeacTBa W 3KCNepTU3a OTHOLLEHUS
OX1OaemMou Nnomb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NIeKapCTBEHHOro npenapara
Onsi  BETEPUMHAPHOro  MNPUMEHEHUS, COCTaBfIEHWE KOMMUCCUSIMM  SKCNepToB
3aKMYeHMn No  pesynbTataM  YKasaHHbIX 9KCNepTU3 U HanpasBfieHNe TaKux
3aK/NMOYEHNN B YMONHOMOYEHHbIM doeeparibHbIA OpraH MCMOSHUTENBbHOW BriacTu
OCYLLUECTBIIAIOTCA B CPOK, HE MPEBbILLAOWMA CTa AeCATM pabovnx OHEN CO OHA
NONy4YEHUST IKCMEPTHBLIM YYpEXOEHNEM 3adaHnNs YNONMHOMOYEHHOrO drefeparbHOro
opraHa UCNOSTHUTENbHOM BrlacTU C JOKYMEHTaMM, YKadaHHbIMW B YacTu 3 cTatbu 17
HacToswero PegepansHOro 3aKoHa.

(HacTb 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 OHENM CO AOHA  MOSMyYeHus  pelleHud
YNOSTHOMOYEHHOro defieparibHOr0 opraHa UCMNOSHUTENBLHOW BracTu O NpoBeseHUu
yKasaHHbIX B YacTu 1 HacTodAwen CTaTbW SKCNEpPTU3 3adBUTENb NpeaCcTaBseT B
9KCNEepTHOE yypexaeHe Ans NPoBeAeHUs 3KCNepTM3bl KayecTBa JIeKapCTBEHHOIO
cpeacTea obpasubl NleKapCTBEHHOro npenapaTa ans BeTepPUHaApPHOro NPUMEHEHMS,
NPON3BEAEHHOIO B COOTBETCTBMM C TPEOOBAHNAMM TEXHOSOMMYECKNX PErNTaMEHTOB,
YTBEPXKOEHHbLIX PYKOBOAUTENEM NPON3BOAUTENS NEKAPCTBEHHbLIX CPEACTB, a Takxe
obpasel hapmaueBTMYeCcKOM CybCTaHUMM B KonmdecTBax, HeobxoguMblx ANid
BOCMNpOn3BeaeHN METOA0B KOHTPOSIA KadecTBa.

3. MNpn nony4yeHnn obpasLoB feKkapCTBEHHOrO npenapata n dapmMaueBTUYeCcKomn
CyOCTaHUMM  OKCMNEpPTHOE  ydypexaeHue  BblJaeT  3asBUTENM0  JOKYMEHT,
noATBEPXOAWMIA NofyYyeHne yKkasaHHbIX 06pa3LoB, U B CPOK, HE MpeBbILIaoLLmiA
Tpex pabounx aHen, yBegoMnsieT B NMMCbMEHHOM hopme 06 3TOM YNOfTHOMOYEHHbIN
doegeparnbHbIN OpraH UCNOSHUTENbHOM BNAcTu.

4. Cpok ona npegcrasneHus 3assutenem obpasLoB NekapCTBEHHOrO npenaparta u
drapmaueBTU4eCcKkon Cyb6CTaHLMN U CPOK YBEAOMITEHNSI SKCMEPTHBIM yYpeXgeHnem
o6 9TOM B nMNUCbMEHHOW dOpPMe YMNOSIHOMOYEHHOro dhedeparnbHOro opraHa
NCMNOMHUTENbHON BMacTW, YKa3aHHble BYacTax 2 W3 HacTosdwenh CTatbu, He
BKIIIOYAOTCA B CPOK MpoBedeHUs YKasdaHHbIX B Yactv 1 HacTodulen cratbu
3KCnepTus.
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5. [OKyMeHTbl, MOCTYyNMBLUME B 3KCMEPTHOE Yy4ypexaeHue ONd MpoBeaeHus
YKa3aHHbIX BYactu 1 HacTodulen CTaTbX SKCMEepTU3, noarexaTr Bo3BpaTy B
YMNOSNMHOMOYEHHbIN doefieparibHbIA OpraH UCMNOSTHUTENbHOW BIlaCTU O4HOBPEMEHHO C
3aKNMIOYEHNAMM MO pe3yribTaTam yKasdaHHbIX 9KCNepTus.

KommeHTapui Kk ctatbe 24

CtaTtba 25. [loBTOPpHOE NpoBeAeHMNEe IKCNepPTU3bI
rleKapCTBEHHbIX CpeaAcTB

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

1. B cnyyaax HegocTaTO4HOM OBGOCHOBAHHOCTWM WM HEMOSHOThLI 3aKYeHus
KOMWUCCUM IKCMNEPTOB, HaANMMYns B HEM MPOTUBOPEYMBbLIX AaHHbIX, hanbcmudmkaumm
BbIBOLOB 3KCMNEpPTU3bl JIEKAPCTBEHHOIO CPencTBa, COKPbITUS OT YNOSTHOMOYEHHOro
doegeparnbHOro opraHa UCMNOSTHUTENbHOW BIACTU OCHOBaHMA AN OTBOAA 3KcnepTa
BCeACTBME ero  3avHTEpPeCOBaHHOCTUM B pes3yrbrTarax COOTBETCTBYIOLLEN
9KCNEepPTU3bl, HanMMUMA AaHHbIX O MPSIMOM NMOO KOCBEHHOM BMeELLATENbLCTBE B
Npouecc COOTBETCTBYIOLLEN 3KCNEPTU3bl NNL, HE Y4acTBYIOLWMX B ee NpoBeLeHnN,
HO OKasaBWMX BJMAHME Ha MNpouecc W pesynbTartbl ee MNpoBedeHus,
YMNOSNMHOMOYEHHbIM doeeparibHbiM OpraHOM UCTMONHUTENBHOM BrAcTU Ha3Ha4YaeTCs
NOBTOPHAas 9KCNepTu3a fiekapCTBEHHOro cpeacTaa 1 (Mnm) aTudeckasa akcnepTmsa.

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

2. lloBTOpHas aKcrnepTmsa JieKapCTBEHHONo cpencTBa MNPOBOAUTCA C YY4ETOM
pe3yrnbTatoB paHee MNpoOBEeOEHHON 3KCMepTu3bl B CPOK, YCTAHOBJIEHHbLIN
YMNONMHOMOYEHHbIM  doejeparibHbiM  OPraHOM  UCMOSHUTENBbHOM BflaCTM U He
npesbiLalWmn - Tpuguatn paboymx AHEeW CO [OHSA  NOMy4YeHUst IKCMNEePTHbIM
yypexgeHneM 3afaHua Ha npoBedeHne MOBTOPHOM 3KCNepTu3bl JIeKapCTBEHHOro
cpeacTea.

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

3. ®uHaHcoBoe obecrneyeHne BbIMOMHEHUST 3adaHus Ha NpoBeAeHMEe 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

CtatbA 26. YCKOpeHHas npoueaypa 3aKkcnepTusbl
rleKapCTBEHHbIX CpeacTB
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1. YCKOpeHHaa npoueaypa 9KCNepTusbl JIEKApPCTBEHHbIX CPeacTB B LensXx
rocygapCTBEHHON perncTpaunn reKkapCTBEHHbIX MnpenapaTtoB MPUMEHSETCS B
OTHOLLEHMN OphaHHbIX JNIEKAaPCTBEHHbIX NpenaparoB, NepBbIX TPEX NeKapCTBEHHbIX
npenapatoB, pernctpupyembix B Poccuinickon degepaunmm B Ka4vyecTBe
BOCNPOM3BEAEHHLIX  JIEKAPCTBEHHLIX MpenapatoB, O4YepedHOCTb  KOTOpPbIX
ornpegenseTcss B COOTBETCTBMM C HOMEPOM M OaTOM BXOOAWMX 3asiBfIEHUMM O
rocygapCTBEHHOW perncTpauum JekKapCTBEHHbIX MpernapaTtoB B paMKax OLHOro
MEeXOYyHapOL4HOro0 HenaTeHTOBaHHOMO HaMMEeHOBaHWS JeKapCTBEHHOro npenapara
WM TPYNNMPOBOYHOIO  HauMMEHOBAHWA  JIEKApPCTBEHHOro  npenapara, W
NEeKapCTBEHHbIX NpenapaTtos, NpeaHa3Ha4YeHHbIX UCKITIYUTENBbHO ANA NMPUMEHEHNS
HEeCOBEPLLUEHHONETHUMM rpaXKgaHaMu.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 unona 2015 roga PenepanbHbiM
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. YcKOopeHHasi npouegypa 3KCMepTu3bl JeKapCTBEHHbIX CPEACTB B Lensx
rOCy4apCTBEHHON perncTpaunm NeKkapCTBEHHbIX NpenapaToB He MNPUMEHSIETCS B
OTHOLLEHUM:

1) GuoaHanorosbIx (61MoNoA06HLIX) NleKapCTBEHHbIX NpenapaTos (buoaHarnoros);

2) pedepeHTHbIX feKapCTBEHHbIX MpenapaToB (3a WCKMYeHneM OpdiaHHbIX
neKapCTBEHHbIX NpenapaTos);

3) BOCNPOU3BEOEHHbIX NEKApPCTBEHHbIX MNpenapaToB (3a WCKIMIOYEHMEM MEpPBbIX
Tpex permctpupyemblx B Poccuinckon depepaumm B Ka4ecTBe BOCNPON3BELEHHbIX
NeKapCTBEHHbIX MpernapaToB M JIeKapCTBEHHbLIX NpenapaToB, npegHas3HayYeHHbIX
NCKIMIOYUTENBHO AN1A NPUMEHEHNS] HECOBEPLLEHHONETHUMU rpaXkgaHamm);

4) HOBbIX KOMOMHAL M 3aperMcTPUPOBaHHbLIX PaHee NeKapCTBEHHbIX NPenaparos;

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

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 mwona 2015 roga PenepanbHbiM
3akoHoM oT 22 aekabpsa 2014 rona N 429-P3.
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3. YckopeHHas npouenypa 3KCrnepTusbl NeKapCTBEHHbLIX CPeAcTB NPOBOOUTCA MO
PELLEHNIO  COOTBETCTBYIOLLErO  YMOSIHOMOYEHHOro  pegeparnbHOro  opraHa
MCMNOSIHUTENbHOM BIlaCTM Ha OCHOBaHUM 3asBfieHUs 3asiBUTENST B CPOK, He
NpEeBbILLALLMA BOCbMUAECATU paboumnx gHen. [pn 3TOM akcnepTu3a AOKYMEHTOB,
cogepXawmxcsi B permcTpauMoHHOM [OOCbe Ha JlIeKapCTBEHHbLIM Mpenapar,
NpoBOOUTCA B CPOK, HE MPEBbILWAWMA OECATU pabovmx OHEeRn, akcnepTmsa
KayecTBa JIEKApCTBEHHOIO CpeacTBa M 9KCMNepTu3a OTHOLUEHUA OXMOaemoun
NoSfib3bl K  BO3MOXHOMY PUCKY TMPUMEHEHUA JeKapCTBEHHOro npenapara
NPOBOAATCH B CPOK, HE NPEBbLILLAILLMIA LIECTUAECATN paboumnx gHEN.

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

3 1. B oTHOweHMn ophaHHbIX JeKapCTBEHHbIX npenapaTtoB MoryT 6biTb
npegcTaBfieHbl  pesyrnbTaTtbl  OOKIMHUYECKUX WUCCeaoBaHUM  NeKapCTBEHHbIX
CpeacTB UM KIMHMYECKUX UCCNeaoBaHWW JIEKApCTBEHHLIX npenapaTtoB  And
MEOMLUMHCKOrO MNPUMEHEHUs, BbINOMHEHHbIX 3a npegenamm  Poccuinckon
degepaunn B COOTBETCTBUM C NpaBunaMmmn Haanexawlen nabopatopHon NPakTUKN U
npaBuiamMu Hagsiexallen KImMHUYeCKOM NPakTUKK.

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

4. YcKopeHHada npouenypa aKCrnepTusbl NEKapCTBEHHbIX CPpenCcTB MPOBOAUTCS B
nopsagke, yctaHoBfieHHOM ctatbamu 17-20, 23 n 24 Hactosuwero degepanbHOro
3aKOHa, M He O3HayaeT CHwkeHust TpeboBaHu K ©e3onacHOCTW, Ka4vyecTBy W
9(0PEKTUBHOCTM NleKapCTBEHHbIX MpenapaTos.

KommeHTapun Kk ctaTtbe 26

CtatbAa 27. PeweHune o rocygapCTBEeHHOMN perucrtpauum
rieKapCTBEHHOro npenapara

1. B cpok, He npeBbllaloWmn LeCcATU paboumx OHEW CO OHA NOonyyYyeHus
3aK/MIOYEHNN KOMUCCUM JKCMNEepTOB MO pesynbTatam 3KCNepTusdbl KayecTsa
NIEKApPCTBEHHOIO CpeacTBa WM 9KCMNEPTM3bl OTHOLUEHUA OXMOAeMou Nosb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOro rnpernapara, COOTBETCTBYHOLLMIN
YMNOSNMHOMOYEHHbIN doeaeparnbHbI OpraH UCMONHUTENBHON BNacTu:

(AG3ay B pegakumm, BBegeHHon B gencteue ¢ 1 nona 2015 roga PenepanbHbiM
3akoHoM oT 22 aekabpsa 2014 rona N 429-P3.

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

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nonda 2015 roga PenepanbHbiM
3akoHOM OT 22 aekabpsa 2014 rona N 429-93.
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2) NpPUHMMaeT peLleHne O rOCYOdapCTBEHHOM perucTpaumm nekapcTBEHHOro
npenapata unM o6 oTKase B rocydapCTBEHHOM perncTpaunmM neKapCTBEHHOro
npenapara;

3) BHOCUT TMpuU TMPUHATAM  PELUEHN O T[OCYAAPCTBEHHOM  perncTpauunm
NEKapCTBEHHOro0 Mpenaparta [OaHHble O 3aperMcTpupoBaHHOM FeKapCTBEHHOM
npenapaTe, B TOM yncrne o hapmaueBTUYeCKon cybCcTaHLmM, BXOAALLEN B COCTaB
NeKapCTBEHHOro npenapara, B rocyaapCTBEHHbIN PeecTp NEKapPCTBEHHbLIX CPEACTB
N BbldaeT 3asiBUTENO PErMcTpaumoHHOEe YOOCTOBEPEHME  JleKapCTBEHHOMO
npenapaTta, dopMa KOTOpPOro YTBEPXKOAETCH YMNOMHOMOYEHHbLIM deaeparbHbIM
OpraHoOM WUCMOSHUTENBLHOW BIlACTW, COrfacoBaHHble HOPMATUBHYIO LOKYMEHTaLWto,
HOPMAaTUBHbIN JOKYMEHT, MHCTPYKLMIO MO NPUMEHEHWIO NIEKapCTBEHHOro npenapara
N MakeTbl MEPBUYHON YMAKOBKNM N BTOPUYHOW (NOTPEOGUTENLCKOW) YMaKOBKU C
yKasaHMeM Ha HUX HOMepa PerncTpaunoHHOro yaoCTOBEPEHUS JlEKapCTBEHHOIO
npenapaTta M gatbl ero rocygapCTBEHHOW pernctpauun unm B criydae NpUHSTUS
peLleHnst 06 oTKase B rocygapCTBEHHOW perMcTpaumm nekapcTBEHHOro npenapara
yBedoMnsieT B NUCbMEHHOW ¢opme 3asiBuTens o6 9TOM C yKasaHWeM MpUYuH
Takoro OTkasa. 3a Bblgayy peryMcTpaunoHHOro yaoCTOBEPEHUSI JIEKapCTBEHHOIO
npenapata B3MMaeTCA rocygapCTBEHHas nMowrnvHa B COOTBETCTBMM  C
3akoHogartenscTBoMm Poccuimnckon ®enepaumm o Hanorax n coopax. *27.1.3)

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

2. OcHoBaHMeM ONa OTKa3a B roCy4apCTBEHHOM perMcTpauum rekapCTBEHHOIO
npenapata  S9BNsETCS pelleHne  COOTBETCTBYHOLWIENO  YNOSIHOMOYEHHOrO
deqepanbHOro opraHa WCMNOSMHUTENBHOWM BfacTM O TOM, YTO KayecTBO U (Mru)
9(hPeKTUBHOCTL PEMMCTPUPYEMOrO fIEKAPCTBEHHOMO NpenapaTta He NoATBEPXOEHbI
NOMYy4YEHHLIMN JAHHBIMU UK YTO PUCK NPUYUHEHMS Bpeaa 300PO0BbI0 YerioBeka nnm
XVBOTHOIO BCMeACTBME MNpMEMA JeKapCTBEHHOro rnpenapata npeBbllaeT
9heKTUBHOCTbL €ro NpMMeEHeHUs (4acTb B pedakunn, BBEAEHHOW B AeNCTBUE C 26
okTs6pa 2010 roga PegepasnbHbimM 3akoHOM OT 11 okTabpa 2010 roga N 271-D3.

3. [lloBTOopHOE npeacTaBrnieHMe B COOTBETCTBYHOLLMA  YMOSTHOMOYEHHbIN
doepepanbHblA OpraH UCMNONHUTENbHOM BriaCTU JIEKapCTBEHHOrO npenaparta, B
OTHOLLEHNN KOTOPOro Mosly4YeH OTKa3 B rocyfapCTBEHHOW perncTpaunm u KOTopbIN
BNocreacTBUN NOABEPICS N3MEHEHUIO B YaCcTW ero cocTaBa, paccMaTpmBaeTCs Kak
npencTaBfieHne HOBOro JIeKapCTBEHHOrO npenapata Ha ero rocyaapCTBEHHYH0
perncTpaumo He3aBUCUMO OT COXPaHEHUsT ero NepBUYHOrO HaMMEHOBAHNA.

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

KommeHTapun Kk ctaTtbe 27

Ctatba 27_1. Mopsanok onpepeneHus
B3aMMO3aMeHAeMOCTU NeKapCTBEeHHbIX NMpenapaToB Ans
MeAULMHCKOro NpMMeHeHUs
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1. B3aumo3ameHsIeMOCTb FNEKapCTBEHHbLIX MpenapaTtoB Ansg  MeauuLUHCKOro
NPUMEHEHNST onpegenseTca B MNOpsidKke, ycTaHOBNEHHOM [lpaBuUTENLCTBOM
Poccunckon denepaunm, Ha OCHOBaHUK Crie4yroLwmx napamMmeTpoB:

1) aKkBMBaneHTHocTb (4na 6uoaHanoroBbix (6monogobHbIX) JfleKapCTBEHHbIX
npenapaTtoB (61MoaHanoros) - CONOCTAaBUMOCTb) Ka4E€CTBEHHbIX U KOSMYECTBEHHbIX
XapakTepUCTUK drapMaueBTUYECKMX CybCcTaHUuMn (MCnonb3oBaHMe pPasfnYHbIX
cornew, 3adgwmpoB, KOMMJSIEKCOB, M30MEPOB, KpUCTaSINTMYECKUX opM W OpYyrnx
NPOM3BOAHbLIX OAHOMO W TOr0 >Xe [OEWCTBYIOLIErO BeLecTBa He SABNSETCS
NpensaTCTBMEM 45151 B3aMMO3aMEHSAEMOCTW JNIEKapCTBEHHbLIX NpenapaTos, ecnn npu
nposeaeHnn nccrnegoBaHnst 6M03KBMBANEHTHOCTM NEKAPCTBEHHOMO nNpenapara unm
B Crflydae HEeBO3MOXHOCTWU MpOBEeAEHMS 3TOr0 MCcrefoBaHus Npu MNpoBeneHun
nccrnegoBaHnst TepaneBTUYECKOM 3KBMBANEHTHOCTU JfleKapCTBEHHOMO npenapara
[0Ka3aHOo OTCYTCTBUE KIIMHUYECKN 3HAYMMbIX Pa3niniumn hapMakoKUHETUKN U (1nn)
6e3onacHoCcTN 1 3PEKTUBHOCTN NIEKApPCTBEHHOIO npenapara Ans MeguuuHCKOro
NPUMEHEHNS);

2)  9KBMBASIEHTHOCTb  fleKapCTBEHHOM  doopMbl  (N04 — 9KBMBANEHTHbIMU
NeKapCTBEHHbIMN  (popMamMM  MOHMMAKOTCH pasHble JeKapCTBEHHble  (POpPMBblI,
MMELLIME OAMHAKOBbLIE cnocob BBedeHust U crnocod npuMmeHeHusi, obnagatowme
COMNoCTaBMMbIMU drapMaKkoKMHETNYECKUMM XapakTepucTmKkamm n
dapmakonormdyeckum OenucTeBmMem n obecnedvBalolLMe Takxe AOOCTUMXKEHUE
HeobXxoaAnMOro KnmHudeckoro adudekta. Pasnnumst nekapcTBeHHbIX ¢opm  He
ABNATCA NPENATCTBMEM AN UX B3aMMO3aMEHSIEMOCTU, ecriv Npu NpoBeseHun
nccnegoBaHnst OUMO3KBMBANEHTHOCTM JIEKapCTBEHHOro npenapara uivM B crny4vae
HEBO3MOXHOCTM  MpPOBeAEeHUss  3TOro  UCCredoBaHuA  npu  npoBeneHun
nccriegoBaHNs TepaneBTUYECKON 3KBUBANEHTHOCTU JIEKapCTBEHHOro npenapara
A0Ka3aHOo OTCYTCTBUE KIIMHUYECKN 3HAYMMbIX Pa3nnyiun hapMakoKUHETUKN U (1)
6e3onacHoCcTN 1 3PEKTUBHOCTN NEKapCTBEHHOIO npenapara Ans MeguuuHCKOro
NPUMEHEHNS);

3) 9KBMBANeHTHOCTb MM COMOCTaBUMMOCTb COCTaBa BCMOMOraTerlbHbIX BELUECTB
NEeKapCTBEHHOIo npenapata Ans MEeAULMHCKOrO NpUMEHEHMs (pasnnyms cocTaBa
BCMOMOraTesbHbIX BELUECTB JIEKAPCTBEHHOrO npenapata Ansd  MeOULUHCKOro
NPUMEHEHUS He SIBNAOTCS NPEnATCTBMEM ANS X B3aUMO3aMeHSEMOCTU, eCrv npu
NpoBeaeHnn nccrnenoBaHnst GMOSKBMBANIEHTHOCTM NIEKAPCTBEHHOTO Npenapara anis
MEANLMHCKOrO MPUMEHEHUS UM B Clly4ae HEBO3MOXHOCTM MPOBEOEHMsT 3TOro
nccnegoBaHns npu npoBeneHNM nccnegoBaHns TepaneBTUYECKON
SKBMBAIEHTHOCTU JeKapCTBEHHOro npenapata Ans MEAULMUHCKOrO MNpUMEHEHUs!
[0Ka3aHO OTCYTCTBUE KIIMHUYECKUN 3HAYMMbIX Pasnnymn qapMakoKMHETUKM U (UIn)
6e3onacHoCTM U 3GdEKTMBHOCTM NEKAPCTBEHHOMO Npenaparta Ans MeauLuHCKOro
npuMeHeHus. [Npr 3TOM pasnnyms cocTaBa BCNoOMOraTerbHbIX BELLECTB HE AOITKHbI
NPUBOAUTb K PUCKY BO3HMKHOBEHUSI CEPbEe3HbIX HeXeraTenbHblX peakuun Y
OTAEnNbHbIX rPYNM NaLNeHTOB UM NOBbILLEHNS1 YaCTOTbl X BO3HUKHOBEHUS);



4) ngeHTM4YHOCTb cnocoba BBeaEHUS U MPUMEHEHWS;

5) OTCYTCTBME KIMHUYECKN 3HAYMMbIX pasnnymi npu npoBeLeHnn UccreqoBaHUA
BMO3KBMBANEHTHOCTN NEKAPCTBEHHOIO NpenapaTta un B criy4ae HEBO3MOXHOCTMU
NpOBEeAEHN 3TOr0 MCCreoBaHUS OTCYTCTBUE KIMHUYECKU 3HAYUMbIX pasnnymim
nokasartenen 6e3onacHOCTU U 3(PPEeKTMBHOCTU NEKAPCTBEHHOMO rnpenapata npu
npoBeeHNN  UCCNeaoBaHUs  TepaneBTUYECKOWM  3KBMBaneHTHOCTU.  [aHHbIn
napamMeTp He MNPUMEHAETCA B OTHOLLUEHWM BOCMPOU3BEOEHHbLIX JEKAPCTBEHHbIX
npenapaToBs, Yka3aHHbIxX B 4acTu 10 ctatbu 18 HacToduwero PegepanbHOro 3akoHa.
B oTHoweHun 6GuoaHanoroBbix (OMOMNOAOOHBIX) JIEKAPCTBEHHbLIX MNpenapaToB
(buoaHanoroB) pAaHHble 00 OTCYTCTBUM KIMHUYECKM 3HA4YMMbIX pasnnymim
6e3onacHocT, 9PEKTUBHOCTU U UMMYHOIEHHOCTU NIeKapCTBEHHOro npenapara no
pesynbTaTtaM npoBeAEHUS KIMHUYECKUX WCCNeaoBaHUA npeaoCcTaBfsloTCcs B
nopsgKe, yCTaHOBIIEHHOM HACTOALLEN YaCTblo;

6) COOTBETCTBME MNPOU3BOAMUTENS JEKapCTBEHHOrO cpeactBa TpeboBaHUsM
Haarexawlen Npon3BoaCTBEHHOM MPAKTUKN.

2. CpaBHeHVe napamMeTpoB pPerncTpuypyeMblX eKapCTBEHHbIX npenapaTtoB ANid
MEAULNHCKOrOo NPUMEHEHUS OCYLLECTBISETCH KOMUCCUEN SKCNEPTOB 3KCMNEPTHOro
ydypexageHus npyu npoBefeHnn 9KCNepTM3bl TakMX NeKapCTBEHHbIX MpenapaTtoB B
npouecce WX TrOCygapCTBEHHOW  perncTpauun. BbiBOObl  9KCNepTtoB O
B3aMMO3aMEHSEMOCTN UM HEB3aMMO3aMEHAEMOCTU NeKapCTBEHHbIX MpenapaToB
AN MeOUUMHCKOro NPUMEHEHUS, cAeraHHble B pesyribTarte 3TOoro CpaBHEHWUS,
0OPMSIAIOTCA B BUAE MPUINOXEHUS K 3aKIiOYeHUK0 3SKCMepToB no  hopme,
YTBEPXOEHHOM  YNONHOMOYEHHbIM  doefiepalribHbIM ~ OPraHoOM  UCMOSTHUTENbHOMN
BlacTu.

3. [NonoxeHus HacToAWEen CcTaTbM He pacrnpoCTPaHATCHA Ha pedepeHTHble
NEKapCTBEHHbIE MNpenapaTtbl, JIeKApCTBEHHbIE pacTUTElNbHblE  npenaparhbl,
romeonarnyeckne rneKapCTBEHHbIE rMpenapaTbl M JeKapCTBEHHblE Mnpenaparol,
KOTOpble paspeLleHbl And MeauLHCKOro npumeHeHus B Poccuimnckon denepauunm
Gonee pABaguatM neT U B OTHOLUEHMM KOTOPbIX HEBO3MOXHO MNpOBedEHue
nccnegoBaHnsa X 6MO3KBUBANEHTHOCTMW.

(Ctatba pononHutenbHo BkodeHa ¢ 1 wona 2015 roga PenepanbHbiM
3akoHoM oT 22 nekabpsa 2014 roga N 429-93)

KommeHTapumn Kk ctaTtbe 27 1

CtatbAa 28. PernctpaunoHHoe yaoctoBepeHue
rieKapCTBEHHOro npenapara
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1. PernctpauuoHHOe yOoCTOBEpeHVEe IeKapCTBEHHOro rpenapara C yKasaHuem
NeKapCTBEHHbIX (POpM WM O03MPOBOK BblaaeTcs 6eccpoyvHO, 3a WUCKIIHOYEHNEM
perMcTpaumoHHOro y4oCTOBEPEHUS NIEKapCTBEHHOMO npernapara, Bbl4aBaemMoro co
CPOKOM [eNcTBUA nNATb JieT, Ha BhepBble perncTpupyemble B Poccurckon
denepaunn riekapcTBeHHbIE Npenaparbl.

2. llo ncrtedyeHnn ykasaHHOroO B YacTM 1 HACTOAUEW CTaTbW CpPOKa BblOaeTcs
B6eccpoyHOe perMcTpaumnoHHOEe YOOCTOBEPEHME FleKapCTBEHHOrO npenapata npwu
YCOBUKN NOOTBEPXKOEHMS €ro rocyaapCTBEHHOM perncTpauuu.

3. B cnyyae BHeceHns B cootBeTcTBMM coO cTatbamuv 30 u 31 HacTosdllero
degepanbHOro 3akoHa M3MeHeHU B cofiepKallmecs B perMcTpauMoHHOM OOCbe Ha
3aperucTpmMpoBaHHbIN  NIeKapCTBEHHbIM Mpenapat OOKYMEHTbl, 3aTparMBaloLLmx
CBeLEHNsA, OTpaXeHHble B perncTpaumoHHOM YOOCTOBEPEHUN JIeKapCTBEHHOIro
npenaparta, YMNOSIHOMOYEHHbIN defdeparibHbIi OpraH UCMOSTHUTENTbHOW BracTu
BblJaeT HOBOE perMcTpauuoHHOe YOO0CTOBEPEHWE JieKapCTBEHHOro Mpenapara,
cofepkalliee BHECEHHbIE B HEr0 U3MEHEHNS.

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

4. B cny4yae yrtpaTtbl WM MOBPEXOEHUA pPerncTpaunoHHOIO YO0CTOBEPEHUS
NIEKapCTBEHHOrO npenapara no 3asiBrieHnio B NMCbMEHHON dhopMe aepaTens nunm
BlagernbLa perMcTpaumoHHOro yoO0CTOBEPEHUA JeKapCTBEHHOro npenapaTta wunm
YMNOTHOMOYEHHOIO UMK  APYroro Hpuaunyeckoro nvua o Bblgade AybnuvkaTa
peErMcTpaumoOHHOro yYa4OCTOBEPEHUS JIEKapCTBEHHOro npenaparta ynosIHOMOYEHHbIN
doegeparnbHbIN OpraH UCMNOSHUTENBHOW BIlaCTU B CPOK, HE MPEBbILLAOWMA OEeCATH
pabounx gHeM CcO OHA MOCTynfeHus  3asBfeHus, BblgaeT  gybnukar
pErMcCTPaLmMOHHOIO YOOCTOBEPEHUS FEKapCTBEHHOro npenapata. 3a Bblgavy
aybnvkata perMcTpauuMoHHOro  YOOCTOBEPEHMSI JNIEKapCTBEHHOro npenapara
B3MMaeTCHd rocydapCTBeHHas MnouriMHa B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccunckon degepaunm o Hanorax n cbopax.

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

KommeHTapun K ctatbe 28

CrtaTtbs 29. NNoaTBepXXaeHMe rocyaapCcTBeHHOMN
perncTpauumv neKkapcTBeHHOro npenapara
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1. lNogTeBepXaeHne rocygapCTBEHHOW perucTpauuv JieKapCTBEHHOro npenapaTa
OCYLLECTBISIETCA Mpu Bblgaye 6eCcCpoYHOro perncTpaunoHHOro yaoCTOBEpPEeHUd
rNeKkapCTBEHHOro rnpenapara B criydae, ykasaHHOM B YacTu 2 cTaTtby 28 HacTosAulero
denepanbHOro 3akoHa, B CPOK, He MpEBbIWAWLMA OEBAHOCTA pabovunx AHEN co
OHS NOMYyYeHNs1 COOTBETCTBYHOLLMM  YNOSIHOMOYEHHbIM defeparibHbIM - OpraHoM
NCMOMHUTENBbHON BracTU  3asiBfieHUs O NOATBEPXKOEHWM FOCYAapPCTBEHHOM
permcTpaumm neKapcTBEHHOro npenapata Ansg  MeAUUMHCKOro nNpUMEHEHUs,
0dbOPMIIEHHOIO B COOTBETCTBUM C YacTblo 2 cTatbn 18 HacTodulero PenepansHOro
3aKOHa, fmMbOo 3aaABneHuMst O MOATBEPXOEHUM rOCYOapCTBEHHOW perncTpaunm
NEKapCTBEHHOrO npenapara Ans BeTEPUMHAPHOro NpUMeHeHusl, odpOopMIIEHHOIO B
COOTBETCTBUU C HacTbto 2 cTaTbu 17 HacTosLlero PeaepanbHOro 3akoHa.

(YacTb B pepakuumn, BBedeHHOM B aenctBue degepaslbHblM 3aKOHOM OT 13
nons 2015 roga N 241-93.

2. lNoaTeepxaeHne rocygapCTBEHHOW perucTpauuv JieKapCTBEHHOro npenapaTa
OCYLLECTBIIAETCA MO pe3yfibTatam 3KCNepTuUdbl OTHOLLEHUA OXUOAEeMOW MNosSib3bl K
BO3MOXXHOMY PUCKY MPUMEHEHNA NeKapCTBEHHOrO npenaparta, a TakXke 3KCnepTusbl
KadecTBa JfleKapCTBEHHOIo CpeacTBa, NPOBOAMMON B Cllydae BHECEHUS U3MEHEHUI
B HOPMAaTUBHYIO JOKYMEHTAL MO UM HOPMATUBHbIA AOKYMEHT (4acTb B peaakuuwn,
BBeaeHHon B gencteme ¢ 1 auBapsa 2011 roga PegepanbHbiM 3aKOHOM OT 29
HO0ps 2010 roga N 313-03.

3. K 3asgBneHnio O TMOATBEPXOEHUN rOCYLapCTBEHHOW  perncTpauum
NEKapCTBEHHOrO npenapata ans9  MeOUUMHCKOrO MPUMEHEHNA  npuraratoTcd
AOKYMEHT,  MOATBEpXOawWwmn  ynraty  rocy4apCTBEHHOM  MOWMHbI  3a
nogTBepXaeHne rocyaapCTBEHHOM perucTpauum fnekapCTBEeHHOro npenapara gnd
MEAULMHCKOrO MPUMEHEHUHA, OOKYMEHT, coepXawmin pes3yribTaTbl MOHUTOPUWHIa
6e3onacHOCTM NeKapcTBEHHOro npenaparta Ans MEeOUUMHCKOro MpUMEHEeHUs,
NpoBOOMMOro 3asiBuTenem, no dopme, YCTAHOBMIEHHON COOTBETCTBYHOLLMM
YMNONMHOMOYEHHbIM befeparnbHbiM OpraHOM UCMONHUTESTbHOW BracTW, OOKYMEHT,
nepeseneHHbIN Ha  PYCCKMAW  A3blK, noaTBeEPXOarwWMnM  COOTBETCTBUE
Npon3BOAUTENSA JIEKAPCTBEHHOIO npenapara ansg MeauUUMHCKOro MNpUMEHEHUS
TpeboBaHMsM MpaBun Haanexawen npon3BOACTBEHHON MPAKTUKW, BblOAAHHLIN
KOMMETEHTHbLIM OpraHOM CTpaHbl NMPON3BOAUTESNA NEKapCTBEHHOrO npenapara ans
MEANLMHCKOrO NPUMEHEHUSA N 3aBEPEHHbIN B YCTAHOBJIEHHOM MOpAAKe, OOKYMEHT,
nepeseneHHbIN Ha  PYCCKMA  A3blK, noaTBeEPXKOarwWMn  COOTBETCTBUE
npovsBoauTena  papmaueBTMdeckom  cybcTaHuum  TpeboBaHuAM  npaBun
Haanexawen npou3BoaCTBEHHON MNPaKTUKW, BblAaHHbLIA KOMMNETEHTHLIM OpraHoOM
CTpaHbl npou3BoAUTENA (rapMaueBTUYECKON CYOCTaHUMKM, 3aBEPEHHbLIA B
YCTaAHOBJIEHHOM TMOpsAKe W coepXaumin HanmeHoBaHue dapmaleBTUHeCcKomn
cybcTaHuMM (MexgyHapogHOe HernaTeHTOBaHHOE WM XMMUYECKOE U TOpProBoe
HaMMEHOBaHWS1), HaMMeHOBaHWE W adpec npov3BoauTena duapmMaleBTUYECKOM
cyObCTaHL MK, CPOK roAHOCTU papmMaLeBTUYECKOM cybcTaHumn. *29.3)

(Hactb B pepakumu, BBeaeHHon B pgenctBne ¢ 1 sauBapa 2016 roga
dPenepanbHbIM 3akoHOM 0T 29 aekabpsa 2015 roga N 389-03.



http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/420287116
http://docs.cntd.ru/document/902247741
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/420326554

3 1. K 3asgBneHnio 0O nMOATBEPXKOEHUN TOCYAAPCTBEHHOM  perncTpauuu
NEKApPCTBEHHOIO npenapara AN BETEPUHAPHOro MNPUMEHEHUS npuraralTcd
AOKYMEHT,  MOATBEpXOawWwmn  ynraty  rocy4apCTBEHHOM  MOWrMHbI  3a
nogTBepXaeHne rocyaapCTBEHHOM perucTpauum nekapCTBEeHHOro npenapara gnd
BETEPUHAPHOIO MPUMEHEHUS, OOKYMEHT, COoAepXawmn pesyrnbTaTbl MOHUTOPUHIa
6e3onacHOCTU NleKapCTBEHHOIO npenapaTa, NPOBOAUMOro 3asBuTenem, no gopme,
YCTAHOBJIEHHON COOTBETCTBYIOLMM YMOSIHOMOYEHHBbIM  doeeparibHbiM - OpraHoM
MUCMNOSIHUTENTbHOW BNacTW, a Takke [LOKYMEHTbl, YyKa3aHHble BIMyHkTe 1 un
nognyHkrax "a", "6", "k", "n" _nyHkta 4 yactm 3 cTtatbM 17 HaCTOSALLEro
denepanbHOro 3akoHa.

(YacTb gononHuTensHo BKoveHa PepepanbHbiM 3akoHoM oT 13 mwong 2015
rooa N 241-93)

3 2. HopmaTtvBHas [OOKyMeHTauus WM HOPMAaTUBHLIM  OOKYMEHT, MpPOEKT
MHCTPYKLUMM NO MPUMEHEHUIO JNEKApPCTBEHHOrO npenaparta, MpPoeKkTbl MaKeToB
NEPBMYHON YNaKOBKU MU BTOPUYHON (MOTPEOUTENLCKON) YNakoBKU fieKapCTBEHHOMO
npenapata npunaralTCa K 3asiBEHU0 O MNOLTBEPXKAEHUN [OCyAapCTBEHHOM
perMcTpaumm fnekapCTBEHHOrO rnpenapaTta BHOBb TOSIbKO B Crlydae, €Clii B HUX
BHOCSATCH U3MEHEHMS.

(YacTb gononHuTensHo BKoveHa PenepanbHbiM 3akoHoM oT 13 mrong 2015
roga N 241-93)

4. B TeyeHne pecAtTn paboymx [OHEN CO [OHSA MPUHATUA 3adaBfieHUMst O
noaTBEPXOEHUM TOCY4apCTBEHHOW pPerMcTpauum JieKapCTBEHHOro npenaparta wu
HeOOXOANMbBIX AOKYMEHTOB COOTBETCTBYIOLLMA YNOMIHOMOYEHHbIN defdepanbHbii
opraH UCNOJSTHUTENbHOW BIacTu:

1) NPOBOAUT MPOBEPKY MOSHOTbI M AOCTOBEPHOCTU CBEOEHWUA, COOEepXalmXcs B
npeacTaBneHHbIX 3asiBUTENeM Matepuanax;

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

3) yBeaomMnsieT B NUCbMEHHOW (hopme 3asBUTENd O MPUHATOM peLleHuUM unn B
criydae NPUHATUA pelueHns ob oTKase B MPOBEOEHUM 3KCMEPTU3bl C YKasaHWEM
NPUYNH TaKoro oTkasa.
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4 1. B cny4yae BbiSBNEHNs HeLOCTOBEPHOCTUM CBEOEHUN, COLepXawmxca B
npeacTaBfieHHbIX 3adBuUTEneM Martepuanax, YrnofHOMOYEHHbIM dheaeparnbHbIn
opraH WCMNOSHUTENLHOW BfaCTV HanpasnseT 3asBuTento 3anpoc 06 yTOYHEeHWUn
yKasaHHbIX cBeAeHUN. [JaHHbIN 3anpoc MOXeT ObiTb nepedaH YnosIHOMOYEHHOMY
npeacTaBUTENO 3adaBUTESA JIMHHO MO PAacnUCKy, HamnpaBsfieH No NnodTe 3akasHbiM
NMMCbMOM WNN MepefaH B 3NIEKTPOHHOM dopMe MO TeNEeKOMMYHUKALMOHHbLIM
KaHanam cBs3n. B cnyvae HanpaBneHus OaHHOro 3anpoca Mo rnoyTe 3akasHbiM
MMCbMOM OH CYMTAETCH TMOJSIyYEHHbIM MO WCTEYEeHUW LWecTU AHeW C AaThbl
HanpaBfieHNsa 3aKa3Horo nNucbma.

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

4 2. 3asButenb ob6s3aH npeacTtaBUTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOrO
deoepansHOro opraHa WCMNONHUTENbHOM BMacTM B CPOK, HEe MNPEBbILLALLAN
AeBsiHocTa paboymx AHEN Co AHSA NonyyYyeHns gaHHoro 3anpoca. Cpok, yKasaHHbI B
yacTu 4 HacTodulen CTaTbW, NPUOCTAHABIIMBAETCA CO [OHSA HanpaBneHus
3aABUTENMIO 3anpoca YMNoSIHOMOYEHHOro dheaeparnbHOrO opraHa WCMONMHUTENbLHON
BNacTu 0O AHSA NOMyYEeHUS UM OTBETA Ha AaHHbIA 3arnpoc U He y4uUTbiBaeTCcs npu
NCYUCIEHUNN cpoka noATBEPXOEeHUS rocygapCTBEHHOM perucTpauum
neKkapcTBEHHOro npenapara.

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

5. OcHoBaHMEM ONna OTKasa B MNPOBEOEHUM IKCNEPTM3bl OTHOLLEHUSA OXUOaeMou
NOfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NEKapCTBEHHOro npenapara v (unm)
9KCNepTM3bl KadecTBa JIEKApCTBEHHOrO CcpeacTBa SBMSETCA nNpeacTaBreHue
AOKYMEHTOB, yKasaHHbIX B YacTax 1 n 3 HacTosuen ctatbn, B HEMNOMHOM 0b6beme,
HenpeacTaBlieHne 3adBUTENEM B YCTAHOBIEHHbIN CPOK OTBETA Ha YyKa3aHHbI B
yacTn 4 1 HacTodulen CcTaTbX 3anpoc YMOSIHOMOYEHHOro dedepansHOro opraHa
NCMNOSHUTENBbHON BNAcTW, a TakXe OTCYTCTBME B MNPeACTaBIIEHHbIX OOKYMEHTax
ncuyepnblBalOLWLMX CBEOEHUIA, KOTOPbIE A0MKHbI ObITb OTPaXeHb! B HUX.

(Hactb B pepakuumn, BBedeHHon B penctBne ¢ 1 anBaps 2011 roga
denepanbHbiM _3akoHOM 0T 29 Hoabpsa 2010 roga N 313-93; B pegakuumu,
BBeJeHHOW B gencteme PegepanbHbiM 3akoHOM OT 25 Hoabpsa 2013 roga N 317-
3.

6. DKcnepTnsa OTHOLLEHNST OXMOAEMOM MOSb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
NeKkapcTBEHHOro npenapata u (UnK) 9KcnepTusa KadvyecTBa JIEKapCTBEHHOIO
cpeactea B Uensax  NOATBEPXKOEHWS  TFOCYAApPCTBEHHOW  perncTpauunm
nekapcTBEHHOro npenapara NpoBoAATCS Ha OCHOBaHUWN OOKYMEHTOB, YKa3aHHbIX B
YacTu 3 HaCTOdLLEN CTaTbW, B NOPSAKe, YCTaHOBNEHHOM YacTamu 5-8 ctatbn 23 w
cTatben 24 HacTosduero PegepansHOro 3akoHa (4acTb B pedakuunn, BBEAEHHOW B
aencteume ¢ 3 gekabpsa 2010 roga PegepansHbiM 3akoHOM OT 29 HoAbpa 2010 roaa
N 313-®3, pacnpocTpaHsieTCcsi Ha NPaBOOTHOLLEHNS, BO3HUKLLME ¢ 1 ceHTabps 2010
roga.
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7. B nepuwog nposedeHuss npouenypbl  NOOTBEPXOEHUS rocygapCTBEHHOW
perMcTpaumm  nekapCcTBEHHOro  npenapata ero  rpaxgaHckmi  obopoT
ocyLlecTBrigeTcs Ha Tepputopumn Poccumrckon degepavmn.

8. OcHoBaHMeM On9 oTKasa B MNOLTBEPXKOEHUN rOCYOapCTBEHHOW perncTpaunm
neKkapcTBEHHOro npenapaTa ABnsieTcH peLueHne COOTBETCTBYHLLEIO
YrNOSTHOMOYEHHOro doefepanbHOro opraHa WCMNOSMHUTENBHOWM BflaCTU O TOM, YTO
Ka4ecTBO M (Unn) adpeKTUBHOCTb NEKapCTBEHHOMO NpernapaTta He NoaTBEePXAEHbI
NOMNYy4YEHHLIMN OAHHBIMU UK YTO PUCK NPUYUHEHMS Bpeaa 300P0BbI0 YerioBeka nnm
XVBOTHOIO BCfeACTBME MNpPUEMA JeKapCTBEHHOro rnpenapaTta npeBbllaeT
9¢b(PeKTUBHOCTb €ro NPUMeEHEHUSI.

(YacTb gononHuTenbHO BKMtoYeHa C¢ 22 Hosidpa 2014 roga PepeparnbHbIM
3akoHOM OT 22 okT1a6pa 2014 rona N 313-93)

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

KommMmeHTapum Kk ctatbe 29

CrtaTtbs 30. BHeceHMe u3aMeHeHUU B [OKYMEHThI,
cofepxawmecsi B permctpayMoHHOM AOCbe Ha
3aperncTpmMpoBaHHbIN NleKapCTBEHHbIU npenapart gns
MeAULIMHCKOro NPpUMeHeHus

1. B uensdx BHeECEHWS W3MEHEeHMM B [OOKYMEHTbl, CoAepxawpmecs B
perMcTpaymoHHOM OOCbe Ha 3aperMcTpupOBaHHbIN JleKapCTBEHHbLIM Npenapar 414
MEOULMHCKOrO MPUMEHEHUs, 3asBUTENb MpPeacTaBnsgeT B YNOSIHOMOYEHHbIN
doegeparnbHbIA OpraH WUCMNOSHUTENbHOM BracTu 3adBfieHME O BHECEHUM TaKuXx
N3MeHeHnn No dpopme, YCTaHOBIIEHHOM YNONTHOMOYEHHbIM hefeparnibHbIM OpraHoOM
MCMNOSTHUTENTbHOW BracTW, W TMPUIOXEHHbIe K HeMy W3MEHEeHUs B YyKa3aHHble
OOKYMEHTbI, a TakXe OOKYMEHTbl, nogreepxgarlme HeobXoonMOCTb BHECEHUS
Taknx M3MEHeHW. [NpuHATME peLLEeHNss O BHECEHUM TaKuUX U3MEHeHUrn unm o6
OTKase B MX BHECEHUM OCYLUECTBIIAETCA B CPOK, He MpeBbilialowmin OeBAHOCTa
pabounx OHenW CO [OHS NPUHATUS YNOSTHOMOYEHHbIM heaepanbHbIM - OpraHoM
NCMNOSHUTENBbHOW BNAacTy 3asiBIEHNSA O BHECEHUWN TakuxX nameHeHun. *30.1)

C 1 auBapa 2017 roga PegepanbHbiM 3akoHOM OT 22 aekabpa 2014 roga N
429-03 yacTb 1 HacTosALEeN cTaTbh ByaeT U3noXxeHa B HOBOW peaakLun.
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2. OKcnepTusa IeKapCTBEHHbIX CPEeACTB B 4acTuM 3KCNEpPTM3bl KadecTBa
NekapcTBEHHOro cpeacTea U (UnM) 3KCNEepPTU3bl OTHOLLEHMST OXMOAEMON NOMb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHWUsI NEeKapCTBEHHOro npenapaTta Ans MeaulMHCKOro
NPUMEHEHNS NPOBOAUTCS B Cllydae BHECEHUS] W3MEHEHUA B [OOKYMEHTHI,
cogepxaumecss B PerMcTpauMoOHHOM  [OOCbE Ha  3aperMcTpUpPOBaHHbIN
NeKapCTBEHHbIV Npenapar, B OTHOLLEHWM:

1) cBeOeHMI, YKasaHHbIX B WHCTPYKUMM MO MEOULMUHCKOMY MNPUMEHEHNIO
nekapcTBEHHOro npenapara:

a) nekapCcTBeHHas opma C YyKasaHMEM HaUMEHOBaHWA U  KOSIMYECTBEHHOIO
cocTaBa [OEWCTBYHOLLMX BELLUECTB M KA4YeCTBEHHOIO COCTaBa BCNoOMoOraTesibHbIX
BewwecTB (Npy HeobXOAMMOCTM KOSIMYECTBEHHOrO CocTaBa BCMOMOraTesnbHbIX
BELLECTB);

6) dapmakogMHamuka u papMakoKMHETMKA (3a UCKYEeHNEM hapMakOKMHETUKN
romMeonaTtn4eckmx INEeKapCTBEHHbIX MPenapaTtoB U pPacTUTENbHbIX NEKAPCTBEHHbIX
npenapaToB);

B) NMOKa3aHus 4N NPUMEHEHUS;
) NPOTUBOMNOKAa3aHUs ANt NPUMEHEHUS;
4) Mepbl NPegoCTOPOXHOCTU NPY NPUMEHEHNM;

€) YyKasaHMe BO3MOXHOCTM W OCOBEHHOCTEN MPUMEHEHUSI JIEKapCTBEHHOIO
npenapata Ans  MEAULMHCKOrO MpUMEHEHUst OepeMEHHbIMM  XKEeHLLMHaMW,
XEHLLWHaM1 B nepvog rpygHoro BCKapMinvMBaHus, 4eTbMU, B3POCSbIMU, MMEHOLLMMM
XpOHM4YecKkune 3aborneBaHus;

X) pexvmMm 0031poBaHus, cnocobbl BBEAEHNA U NPUMEHEHUH, NPU HEOOXOANUMOCTU
BpeEMS npuema fekapCTBEHHOro npenapaTa, NpoaoSPKUTENBHOCTL NeYeHNs, B TOM
Jyucne y geten 40 M nocre ogHOro roaa;

3) BO3MOXHbl€ NMOOOYHbIE OENCTBUSI U HEXenaTenbHble peakuum npy npMMeHeHnm
nekapcTBEHHOro NpenapaTa;

I/I) CUMIMTOMbI Nepeano3npoBKn, Mepbl NO OKa3aHUIO NMOMOLLM NMPpu Nepeao3npoBKe,;

K) B3anMogencTBue ¢ Apyrumm nekapCTBEHHbIMM Npenapatamy 1 (Unm) NULLEBbIMU
NpoayKTamu;

n) dopMbl BbINyCKa NeKapCTBEHHOMO NpenapaTa;

M) yKasdaHue (rnpu HeobxoammocTn) OCOBEeHHOCTeW OeUCTBUS feKapCTBEHHOMO
npenapara npuv NnepBom npuemMme Um rnpu ero OTMeHe;



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

0) CPOK roQHOCTU U yKa3aHue Ha 3anpeT NPUMEHEHUs! NeKapCTBEHHOro npenaparta
MO UCTEYEHNN CPOKa rOAHOCTMU;

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

3) uM3MeHeHMsi MecTa MpouM3BOACTBA JIEKAPCTBEHHOro npenapata  And
MeAULMHCKOro NPUMEHEHNS!;

4) un3MeHeHMs1 NoKasaTenen KadecTBa JIeKapCTBEHHOro npenapata Ans
MEeOULMHCKOro NPUMEHEeHMs 1 (M) METOAOB KOHTPOSSI Ka4yecTBa NeKapCTBEHHOro
npenapara Ans MeauLMHCKOro NPUMEHEHUS;

5) M3IMEHEHNA CPOKa NogHOCTU JiIeKapCTBEHHOro ripenapara Aand mMeamumHCKoro
NPUMEeHEHUA;

6) cBegeHMn O HeoBXOOMMOCTU BHECEHUSI MHbIX U3MEHEHWA B WHCTPYKLUIO MO
MEOULMHCKOMY MNPUMEHEHNIO JeKapCTBEHHOrO Mnpenaparta, a Takke B WHble
AOKYMEHTbI, CoAepXxawmecs B perMcTpaymMoHHOM 0OCbe Ha 3aperncTpupoBaHHbIN
NeKapcTBEHHbIM npenapat. [lpy 9TOM peleHMe O npoBeAEeHUN JKCMNeEpPTU3bI
KayecTBa JIeKapCTBEHHbLIX CPeAcTB M (MrM) SKCNEepTU3bl OTHOLLEHUSI OXUOaeMOM
Nofnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS §eKapCTBEHHOrO npenapata Ans
MELULMHCKOIO MPUMEHEHUSI MNPUHUMAETCA B COOTBETCTBUM C YTBEPXKOEHHOM
YMNOTHOMOY€EHHbIM denepanbHbIM OpraHom NCMNONTHUTENbHOW BIacTu
Krnaccudmkaumen MU3MeHeHUW, BHOCUMMbIX B [OKYMEHTbl, coaepxawmecs B
perncTpaumMoHHOM 4OCbE Ha 3aperMcTpupoBaHHbIN fleKapCTBEHHbIW Nnpenapar.

(Hactb B pepakumu, BBeAeHHon B pgenctBne ¢ 1 auBapa 2016 roga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.
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3. C 3asaBreHneM O BHECEHUN WU3MEHEHUA B [OOKYMEHTbI, cogepxalmeca B
perMcTpaumoHHOM OOCbe Ha 3aperMcTpUpOBaHHbIN JleKapCTBEHHbLIM Npenapart 4114
MEOULMHCKOrO MPUMEHEHUsA, Hapsgy C OOKYMEHTaMu, YyKasaHHbIMM B YacTtu 1
HacTosdLen  crartbu, 3asBuTENDb npegcrtaBnder  Konuu  LOKYMEHTOB,
nogTBepXaarLwmx ynraTy rocy4apCTBEHHOM MOLUIMHbBI 3@ BHECEHNE B [ OKYMEHThI,
cogepxawmeca B perMcTpaumMoHHOM  [OCbe  Ha  3aperncTpupoBaHHbLIN
NeKapCTBEHHbIM npenapaTr And  MegUUMHCKOrO  MPUMEHEHUHA, U3MEHEHUH,
Tpebylowmx NpoBedEeHNss OKCMNEpPTU3bl JEKapCTBEHHbIX CpPeacTB B 4acTu
9KCNepTU3bl Ka4ecTBa feKapCTBEHHOrO cpeacTasa U (Mnn) aKCNepTU3bl OTHOLLEHUS
OXnaaemMou rnorb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NIeKapCTBEHHOrO npenapaTa
AN MeOVLUMHCKOro MpUMEHEHUs, roCcyapCTBEHHOW MOLWIMHbI 3a BHECEHWE B
AOKYMEHTbI, CoAepXawmecs B perMcTpaymMoHHOM 0OCbe Ha 3aperncTpupoBaHHbIN
NeKapCTBEHHbIW npenapat af19 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 [OCYOAAPCTBEHHbLIX MOWIMH  3asBuUTenem
NocCpeacTBOM UCMOMb30BaHUA MHGopMauum 06 ynnate rocygapCTBEHHbIX MOLLMH,
coaepailencs B [ocynapcTBEHHOM WH(pOPMALIMOHHOM  cUCTeEME O
rocygapCTBEHHbIX M MyHMUMNANbHbIX Martexax, Ha OCHOBaHUW MpeacTaBrieHHbIX
3agBuTENEM KOMUA [OOKYMEHTOB, MNOATBEepXOalwmx 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 NPOBEeAEHUN yKasaHHbIX B HacTW 2 HAacCTOAWIEN 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 BbiSBNEHNS HeLOCTOBEPHOCTU CBEOEHWUN, COLepXawmxca B
npeacTaBfieHHbIX 3adBuUTEneM Martepuanax, YrnofHOMOYEHHbIM dheaeparnbHbIn
opraH WCMNOSHUTENBLHOW BfiaCTW HanpasnseT 3asBuTento 3anpoc 06 yTOYHEeHWUn
yKasaHHbIX cBeAeHUN. [JaHHbIN 3anpoc MOXET ObliTb nepedaH YNnosIHOMOYEHHOMY
npencTaBUTENo 3adaBUTESA JIMYHO MO PAacnUCKy, HamnpaBsfieH No NnodTe 3akasHbiM
NMMCbMOM WX repefaH B 3NIEeKTPOHHOM dopMe MO TENEKOMMYHUKALMOHHbLIM
KaHanam cBs3n. B cnyvae HanpasneHus OaHHOro 3anpoca Mo rnoyTe 3akasHbiM
MMCbMOM OH CYMTAETCH TMOSlyYEeHHbIM 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 npeactaBuUTb 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, MpPUOCTaHaBMMBaAEeTCA 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  3aperncTpupOBaHHbIN
NeKapCTBEHHbIN Npenapart AN MeAULMHCKOro NPUMEHEHUS.

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

5. OcHOBaHMeM [Ons OTKasa B NPOBEOEHMM YKa3aHHbIX B YacTu 2 HaCTOALLEW
CTaTbW 9KCNEpPTU3 HABMSETCS npeacTaBfieHne [OOKYMEHTOB, MEPEYUCIIEHHbIX B
yactax 1 wn3 HacTodalwen cTartbW, B HEMNONHOM ob6beme, HenpeacTaBreHue
3asBUTENieM B YCTaHOBIIEHHbLIV CPOK OTBETAa Ha yKa3aHHbIW B HacTn 4_1 HacTodLlen
CTaTby 3aMnpocC YNOSIHOMOYEHHOro hegepanbHOro opraHa UCMONHUTENBHOW BracTw,
a Takke OTCYTCTBME B NpeaCTaBfeHHbIX OOKYMEHTaX OOCTaTOYHbIX CBeOeHUNn,
noATBepXgalwLmMx HeobXoAMMOCTb BHECEHUSI W3MEHEHW, W  OTCYTCTBUE
MHpopMaumK, noaTeepxgawwen dakT ynnatbl  roCy4apCTBEHHbIX  MOLWIMH,
yKasaHHbIX B 4aCcTu 3 HAaCTOoALLEeN CTaTbW.

(YacTb B pepakuuun, BBedeHHOM B aenctBue degepalibHbiM 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 HACTOoALEeW CTaTbn 9KCNEepPTMU3bl NPOBOLAATCA B MOPSAKe,
YCTaHOBJIEHHOM cTaTben 23 HacToswero PefeparnbHOro 3akoHa.

7. B cpok, He npeBbllalOWMn [ecAaTu paboymx OHEeW CcO OHS  MonydYeHud
3aKMOYEHUN KOMUCCUM 3IKCMEepTOB MO pesyrbraraMm YyKasaHHbIX B Yactu 2
HacToAWenW CTaTtbM  3KCNEepTU3,  YMNOSIHOMOYEHHbIN  doeaeparnbHbi - opraH
NUCMONHUTENBbHON BNACTH:

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



http://docs.cntd.ru/document/499059427
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/499059427
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/499059427
http://docs.cntd.ru/document/420241318
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/420241318

1) NPUHMMAET peLleHME O BHECEHUN U3MEHEHUN B OOKYMEHTbI, coaepallmecs B
PerMcTpaLmoHHOM A0CbEe Ha 3aperMcTpUpPOBaHHbIN NeKapCTBEHHLIN NpenapaT ans
MEANLIMHCKOro NPUMEHEHUs], U 00 OTKa3e BO BHECEHUN TaKUX U3MEHEHWN;

2) BHOCUT B [OCYOapCTBEHHbLIN PEEeCTP JIEKAPCTBEHHbIX CPEACTB Ha OCHOBaHUK
peELleHNsT O BHECEHUMM U3MEHEHMW B  [OOKYMEHTbl, coaepxawmecss B
perMcTpaLmMoHHOM 0OCbe Ha 3aperMcTpuMpoOBaHHbIN NEKAPCTBEHHLIM npenapat ans
MEOULMHCKOrO MNPUMEHEHNsI, HeobXoouMble W3MEHEHMSI U BO3BpaWaeT UX
3aaBUTENIO;

3) BblOaeT 3asBUTENO HOBOE PerMcTpauuoHHOE YOOCTOBEpEeHUE feKkapCcTBEHHOMO
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 PerucTpaLMOHHOM  [OCbe Ha  3aperycTpupoBaHHbIN
NeKapCTBEHHbIN Npenapat AN MeauLHCKOro NpUMEHEHUs!, ABNSIETCS 3aKioYeHne
YNONMHOMOY€EHHOro doegeparbHOro opraHa UCMOSNHUTENbHOW BNacTh 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
BOCbMMUOECATU AHEeW nocrie Aatbl MPUHATUSA YNOSIHOMOYEHHbIM dhefeparbHbIM
OpraHOM MCMOSTHUTESTbHOM BIlaCTU peLLeHnst O BHECEHUN U3MEHEHWIA B JOKYMEHTHI,
cogepxawmecs B perMcTtpaumoHHOM [0Cbe, B COOTBETCTBUM C WMHGOpMaLMeEn,
cogepxalenca B OOKYMEHTAx pPermcTpaumMoHHOrO AO0Cbe 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 Brageney 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 NPUIIOXKEHHbIE K Hemy
M3MEHEHNS B YyKa3aHHble [OOKYMEHTbl, a TakXe [AOKYMEHTbl, nogTBep)garolme
HEOBXOOMMOCTb BHECEHUSI TakMX U3MEHEHUNW. [puHATUE peLLleHus O BHECEHUN
TakNX U3MEHEHUN MM 00 OTKa3e B WX BHECEHUM OCYLUECTBISIETCS B CPOK, He
NpeBbILLAWLMA OeBSHOCTA pabounx AHENn CO AHSA MPUHATUS YNOSIHOMOYEHHbLIM
doegeparnbHbIM OpraHOM WUCMNOSTHUTESNTbHOW BACTU 3asiBfIEHNA O BHECEHUM TaKuX
N3MEHEHUN.

(YacTb B pepakuuun, BBeneHHOM B aenctBue PegepaslibHbiM _3akOHOM OT 13
nions 2015 roga N 241-93.

2. B cnyyae BHeCeHWA U3MEHEHWW B [OOKYMEHTbl, cogepXawmecd B
permcTpaumMoHHOM OOCbEe Ha 3aperncTpMpoOBaHHbLIN NTeKapCTBEHHbIN npenapar ans
BETEPUHAPHOIO MPUMEHEHUS, B OTHOLLEHWA CBELEHUW, yKasaHHbIX B NOAMNYHKTax
"e", ", Mk, ", MR, e, X" nyHKkTa 7 yactun 3 ctatbun 17 HacTosuwero PegepanbHoro
3aKOHa, W3MeHeHua w”n (unn) [ONOSHEHUS MNPOM3BOACTBEHHOM  MIIOLIALKM
NeKapCTBEHHOro CpefCcTBa, a Takxke B Cllydae U3MEeHEeHUs MnokasaTernen kadecTsa
NeKkapCTBEHHOro npenapaTta A9 BETEPUHAPHOIO NPUMEHEHUs N (MnNM) MeTOoO0B
KOHTPOSIA KadecTBa NekapCTBEHHOro npenapara Ans BeTEPUHAPHOIro NpUMeEHEHUs
NPOBOAUTCA 3KCNepTu3a IeKapCTBEHHOrO CpeactBa O BEeTEpPUHapHOro
npuMeHeHus. B crnyyae HeoBXxo4nMMOCTU BHECEHUSA UHBIX U3MEHEHU B JOKYMEHTHI,
cogepxawumecss B PermcTpaumMoHHOM  [OOCbE€ Ha  3apermcTpupoBaHHbLIN
NEKaApCTBEHHbIM Npenapar O BEeTEepPUHApPHOro MPUMEHEHUd, 3JKCchnepTusa
NEKapCTBEHHOIO cpeacTBa ANd BETEPUHAPHOIo NPUMEHEHNS HE NPOBOAMUTCA.

(Hactb B pepakumu, BBeaeHHonm B pgenctBne ¢ 1 auBapa 2015 ropga
degepanbHbIM_3akoHOM OT 22 okTsabpsa 2014 roga N 313-03; B pegakuuu,
BBeaeHHon B geunctBune ¢ 1 umwona 2015 roga 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, U3MEHEHUN, TPebylowmx NpoBeaeHUs1 3KCMNepTU3bl
NEKapCTBEHHOIO cpeacTBa Afs BETEPUHAPHOIO NMPUMEHEHNSA, UM U3MEHEHUI, He
Tpebylowmx NpoBEeAEHUA  9KCNepTusbl  JIeKapCTBEHHOINO  cpeacTea  Ans
BETEPUHAPHOIO NPUMEHEHUS.

(Yactb B pepakumu, BBeAeHHon B pgenctBne ¢ 1 sauBapa 2015 roga
dPenepanbHblM 3akoHOM OT 22 okTa6psa 2014 roga N 313-P3.

4. B cpok, He npeBbiawWmn gecatn paboymx OHENn CO AHA MOCTYynsfeHus
yKa3aHHOro B YacTu 1 HACTosALLEN CTaTbK 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 NUCbMEHHOW hopme 3asBUTENA O MPUHATOM peLleHun 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 NpeacTaBfieHne  OOKYMEHTOB,
yKaszaHHblX BYactax 1 un3 HacToduwlen ctatbW, B HEMNONHOM obbeme uu
OTCYTCTBME B MpenCTaBfeHHbIX OOKYMEHTax [OOCTaTOuYHbIX  CBeOeHun,
noATBEPXOaLWLMX HEOOXOANUMOCTb BHECEHUS U3MEHEHWN.

6. OKcnepTusa neKapCTBEHHOro0 cCpeacTBa Afsi BETEPUHAPHOrO MPUMEHEHUST B
LensiXx BHECEeHUS U3MEHEHUN B [OKYMEHTbI, cogepXawmecs B pernctpauiOHHOM
OOCbEe Ha 3aperncTpupoBaHHbIM JIEKapCTBEHHbLIN MpenapaT OS1 BEeTEePUHApPHOro
NMPUMEHEHUS, OCYLUECTBNAETCA B  MOpsAKe, YCTaHOBIIEHHOM cTaTben 24
HacTosLero PegepansHOro 3akoHa.

6 1. B cpok, He npeBbllwaloWmn nNATU paboymx AOHENn CcO OHS  MonydYeHud
3aK/MIOYEHNA KOMMUCCUM IKCNEepTOB MO pesynbrataM  yKasaHHOWM B YacTtu 2
HacToAWenW CTaTbW 3KCMEepTU3bl, YMONHOMOYEHHbIM  doefeparnibHbld - OpraH
NCMNOSTHUTESNTbHOW BIIacTU:
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1) NPUHUMAET pelleHne 0 BHECEHUUN N3MEHEHUN B OOKYMEHTbI, cogepXawmeca B
perMcTpaumnoHHOM OOCbe Ha 3aperncTpuUpoBaHHbLIN NleKapCTBEHHbIW npenapart ang
BETEPUHAPHOIO NPpUMEHeHUA, Nnn 00 oTKase BO BHECEHUN TAKUX N3MEHEHWUI;

2) BHOCMUT B [OCY0apCTBEHHbIM PEECTP NEKAPCTBEHHbLIX CPEACTB HA OCHOBaHWUM
pELIEHNsT O BHECEHUM U3MEHEHMW B [OOKYMEHTbl, coaepxawmecsi B
pPeErMcTpaumoHHOM A0Che Ha 3aperMcTpMpOBaHHbIN NEKapCTBEHHbLIA Npenapart angd
BETEPMHAPHOIO MPUMEHEHUS, HeobXoauMble W3MEHEHWs U BO3BpaLLUaeT 3Tu
AOKYMEHTbI 3a8BUTENIO.

(YacTb 6_1 pononHuTenbHO BKMNoveHa ¢ 22 Hosbps 2014 roga PepepansHbiv
3aKoHOM OT 22 okTa6pa 2014 rona N 313-P3)

7. OcHoBaHMeM Anss oOTKasa BO BHECEHUN W3MEHEHUM B OOKYMEHTHI,
cogepamecs B perncTpayMoHHOM Aocbe Ha 3aperncTpupoBaHHbIN
NEKapCTBEHHLIN npenapar  Aansd BETEPUHAPHOIo rnpmMMmeHeHund, ABJIIAETCA
3aKJiro4eHne yrnosiHOMO4YeHHOro doeiepanbHOro opraHa UCMONHUTENBHOM BfilaCcT O
BO3MOXHOCTU CHWXEeHWUA 6e3onacHocTH, Ka4vyecCcTBa, SCbeeKTMBHOCTM
JIeKapCTBEHHOIO npenaparta AJjid1 BeTepunHapHoOro rnpMmmeHeHna B Criydae BHECEHUA
N3MEHEHUN B YKa3aHHbl€ JOKYMEHTHhI.

8. [Honyckaetca oOpalleHne nekapCTBEHHbLIX NpenapaTtoB ONs BETEePUHAPHOro
NPUMEHEHUST OO0 WUCTEYEHUA cpoKa FOoAHOCTW, MNPOU3BELEHHbIX B TeYeHue cTa
BOCbMUAECATU OHEN nocre AaTtbl MPUHATUSA YNONHOMOYEHHbIM doedepanbHbIM
OpraHoM UCMOSTHUTENBLHOM BACTU peLleHNs O BHECEHUN N3MEHEHUN B LOKYMEHTHI,
coaepXawmeca B pPerMcTpaumoHHOM [OCbe Ha IeKapCTBEHHbIN npenapat, B
COOTBETCTBUN C MH(popMaLMEN, coaepXallencsl B JOKYMEHTaX pPerncTpauoOHHOro
AOCbe Ha NekapCcTBEHHbIN Npenapar 40 AaTbl NPUHATUA TaKkoro peLleHms.

(YacTb B pegakuun, BBegeHHom B genctaure ¢ 1 nona 2015 roga PegepanbHbiv
3aKkoHoM oT 22 nekabps 2014 roga N 429-93.

KommeHTapum Kk ctatbe 31

CtaTtbs 32. OTMeHa rocyaapCcTBEeHHOM perucrtpauumm
rleKapCTBEHHOrO npenapara

PeweHne o006 oTmeHe Focyﬂ,apCTBeHHOVI permcTpaunn  rneKkapcTtBeHHOro
npenapara w”nu WUCKINIYEHUN JeKapCTBEHHOINo rnpenapara w3 rocygapcrtBeHHOro
peecTpa NnekapCcTBEeHHbIX CPEACTB NMPUHUMaEeTCA YNOJIHOMOYEeHHbIM cben,epaanblM
OpraHoM UCMOSTHUTESNTbHOM BflaCTu B Cllydae:

1) npeacrtaBiieHna cooTBeTCTBYHOLLMM YrNOJSIHOMOYEHHbIM cbe/:l,epaanuM OopraHom
NUCMOSMHUTESNTbHON BMacTU 3aKIOYEHUS O PUCKE Unn 006 yrpose 340pOBbHO, XU3HU
yerioBeka Wi XKMBOTHOMO TMpun nNpuUMEeHeHUn JeKapCTBEHHOINo rnpernaparta,
npeBbILLakWLnMX ero 3(b(beKTVIBHOCTI:>, Nno pesyribTataM OCyWeCTBJIAEeEMOIo UM
MOHUTOPWHIa 6e3onacHocTu JIEKapCTBEHHOIO rpenaparta,
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2) nogaun pepxatenem wnv BragenbueM permcTpaumMoHHOIO yaoCTOBEPEHUd
NEeKapCTBEHHOro npenapata WM YNOSIHOMOYEHHbIM UM  OPYrUM  HOPUONYECKUM
MuoM 3asBfieHnst 06 OTMeHe roCydapCTBEHHOM pernctpauumn JiekapCTBEHHOIO
npenapara;

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

3) HenoaTBEPXKOEHMS1 roCYyOapCTBEHHOW percTpauum nekapcTBEHHOro npenaparta
MO UCTEYEHMN CPOKa OENCTBUS PEMMCTPALMOHHOMO YAOCTOBEPEHUS, BblAAHHOMO Ha
NATb NET;

4) HenpeacTaBneHNs 3asBUTeNeM MHdopmaLnM, KoTopast MOXET NoBreYb 3a coboi
HEeoOXOOMMOCTb BHECEHUS M3MEHEHWA B [OOKYMEHTbl, codepxalmecss B
PErMcTpaLuoHHOM [10Cbe Ha 3apermcTpUpoOBaHHbIN NEeKapCTBEHHbIN npenapart, B
TeuyeHue TpuauaTtm pabounx AHen Co AHs HACTYNNEHMS 3TUX UBMEHEHWIA;

5) OCYLLECTBIEHUSI TOCYAapCTBEHHOW permcTpaumm nekapcTBEHHOro npenapara
nog TOProBbIM HAMMEHOBAHMEM 3apPErmcTPUPOBAHHOIO paHee Nnog 3TUM TOProBbIM
HaUMEHOBaHMEM JIEKapCTBEHHOrO rnpenapara, OTNMYaloLWErocsi KadeCTBEHHbIM
COCTaBOM [ENCTBYHOLLMX BELLECTB;

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

6) OCYLLUECTBNEHUSI rOCYAAPCTBEHHOW perucTpaunm 3asBuUTenem O4HOMo U TOro xe
rekapCTBEHHOro npenapara nog pasnM4HbIMU TOProBbiMM HaMMEHOBaHUAMU;

7) BblHECEHMSA CYOOM peLleHns O HapylleHun rpaB npaBoobnagartens o6beKkToB
NHTeNneKTyansHon co6CTBEHHOCTM Npu 06 paLLeHM NeKapCTBEHHbIX CPeaCTB;

8) oTcyTCcTBMA rNeKapCTBEHHOro nmnpenapata B obpaweHun B Poccuirckon
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) HeBbINOMHEHWsT  gepxaTerneMm WM BragenbuemM  perMcTpalMoOHHOro
YOOCTOBEPEHUST NEKapCTBEHHOro npenapara fiMbo yrnorHOMOYEHHBIM UMW APYriM
lopUOMYEeCKMUM  NMUOM  MepornpuaTMiM  no  obecneyeHuto  ©e3onacHoOCTU
NeKapCTBEHHbIX MNpenapaToB, YCTAHOBMEHHbIX YMNOMHOMOYEHHbIM dedeparnbHbIM
OpraHOM WCIMOSHUTESNBLHON BflacTU B COOTBETCTBUM C Yactamun 3 n4 crtatbn 64
HacToswero PegeparnbHOO 3aK0Ha, B paMKax OCYLLECTBIIEHNA dpapMakoHan30pa;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
o1 22 nekabpsa 2014 roga N 429-03)
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10) oTkasa pepxatens wnn Bragenbua perycTpaumMoHHOro yaooCTOBEpeHUs
nekapcTBEHHOro npenaparta fMbo YNnosTHOMOYEHHOrO MU APYroro puandeckoro
rvua OT BHECEHUS U3MEHEHUW B MHCTPYKUUIO MO MPUMEHEHUIO JIeKapCTBEHHOIO
npenapaTa, KacatLMXCA HOBbIX MOATBEPXOEHHbIX AaHHbIX O TOM, 4YTO PUCK
NpUYMHEHUA Bpeda 300pPOBbIKO YerioBeka WM XMBOTHOMO BCIieaCcTBMe npuemMa
rneKapcTBeHHOro npenapara npesblwaeT 3PPEKTUBHOCTL €ro NpUMEHEHWS.

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

KommeHTapum k ctatbe 32

Ctatbsa 33. [locygapcTBeHHbIN peecTp NeKapCTBEHHbIX
cpeacTts

1 . [oCcynapCTBEHHbLIN pPeecTp JeKapCTBEHHbIX CPeACTB COLEPXUT nepedyeHb
NeKapCTBEHHbIX MpernapaToB, Mpowenwmx rocygapCTBEHHYIO — permcTpauuio,
nepeyeHb papMaLeBTUYECKNX CYOCTaHLUMUA, BXOAALWMX B COCTaB JIEKAPCTBEHHbIX
npenapaTos, U criefyroLLyo NHdopMalmio:

1) B OTHOLLEHWM NEKaPCTBEHHbIX NPenapaTos.:

a) HaMMeHoBaHWe fiekapCTBEHHOro npenapara (MexayHapoaHoe HenaTeHTOBaHHoe,
NN rPYNNUPOBOYHOE, UITM XMMUYECKOE N TOProBoe HaMMEHOBaHWS);

(MognyHkT B pepakumn, BBegeHHoM B pgencteue ¢ 1 wonsa 2015 ropga
PenepanbHbiM 3akoHoM OT 22 nekabps 2014 roga N 429-03.

6) nekapcTBeHHass chopma C ykasaHMeM [4O03UPOBKU NeKapCTBEHHOro npenapara u
€ro KonM4ecTBa B NOTPEOUTENbCKON YNaKOBKE;

B) HaUMeHOBaHWE gepxaTend unu Bragesnbua perMcTpalmMoHHOro yaoCTOBEPEHUS
NeKapCTBEHHOrO npenapara;

(MognyHKT B pepakumn, BBegeHHoM B pgencteue ¢ 1 wona 2015 ropga
PenepanbHbiM 3akoHoM OT 22 nekabps 2014 roga N 429-03.

) HaMMEeHOBaHWe 1 apec NPoON3BOAUTENSA NEKapCTBEHHOrO Npenapara;

0) apmakoTepaneBTuyeckas rpynna, Ko4 JfieKkapCTBEHHOro npenapata o
aHaTOMO-TepaneBTUYEeCKO-XMMNYECKON Kriaccudomkawmu, peKoMeH0BaHHOM
BcemupHom opraHnsaumen 3gpaBooXpaHeHs;

(MognyHKT B pepakumn, BBegeHHoM B pencteue ¢ 1 wonsa 2015 ropga
denepanbHbIM 3aKOHOM 0T 22 aekabpsa 2014 roga N 429-03.

€) NoKasaHusi 1 NPOTUBOMOKAa3aHNs K MPUMEHEHUIO NIeKapCTBEHHOIO npenapara;
) NO6OYHbIE OENCTBMUS NEKapCTBEHHOroO Npenapara;

3) CPOK rOIHOCTM NeKapCTBEHHOTrO NpenapaTa;
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M) YCNoBUA XpaHEHUA JIEKapCTBEHHOIO rnpernaparta,
K) YCnoBuA OTNYyCKa JIeKapCTBEHHOIO rnperaparta,

n) Homep dbapMakonemHoM cTaTbWM WNM B Cryd4ae €ee OTCYTCTBUS HOMEp
HOPMAaTMBHOWN AIOKYMEHTaLMN Moo HOPMaTMBHOMO JOKYMEHTA;

M) [daTta rocygapCTBEHHOM perucTpaumm JIiekapCTBEHHOro mnpenapata U ero
pErMCTpaumoHHbIN  HOMEpP, [faTa 3aMeHbl pPErncTpaumMoHHOIO YO0CTOBEPEHUSA
NeKapCTBEHHOro npenapata Ha OeccpoyHoe perncTpauuoHHOE YOO0CTOBEpPEHUE
NEKapCTBEHHOrO npenaparta, Aata nogadu 3asaBfeHMss O NOATBEPXKOEeHUN
rocygapCTBEHHOW permcTpauun JfekapCTBEHHOrO npenaparta, [nata OTMEHb
rocygapCTBEHHOW perncTpaumm nekapcTBEHHOro Npenapara;

(MoonyHKT B pegakuuu, BBedeHHon B pgenctene ¢ 1 uwona 2015 roga
dPenepanbHbiM 3akoHoM OT 22 nekabps 2014 roga N 429-93.

H) Ka4yeCTBEHHbIN COCTaB N KONMMYECTBEHHbIM COCTaB OENCTBYHOLLMX BELLUECTB U
Ka4eCTBEHHbIN COCTaB BCNOMOraTesibHbIX BELLECTB fIeKapCTBEHHOMO Npenapara;

(MoonyHKT pononHutTenbHo BkModeH ¢ 1 wmona 2015 roga PegepanbHbiv
3akoHoM oT 22 aekabps 2014 roga N 429-93)

0) MHcopmaumss 060 BCEX paspeLLEHHbIX BUOAX BTOPUYHOM (NOTPEBUTENLCKON)
YNaKoBKW;

(MoaonyHKT pononHutenbHo BkModeH ¢ 1 wmona 2015 roga PegepanbHbiM
3akoHoM oT 22 aekabps 2014 roga N 429-93)

N) garta NPUHATUS peLLleHNs O BO3MOXHOCTM paccMaTtpuBaTh JieKapCTBEHHbIN
npenapatr npu rocygapCTBEHHOW perucTpaumm B KadyecTBe  OpdlaHHOro
nekapcTBEHHOro npenapara;

(MoonyHKT pononHutTenbHo BkModeH ¢ 1 wmona 2015 roga PegepanbHbiM
3aKoHoM OT 22 nekabps 2014 roga N 429-03)

p) HanMume neKapCcTBEHHOro npenapaTta B MEpPeYHe >XU3HEHHO HEeobXoaUMbIX U
Ba)XHENLLMX NeKapCTBEHHbIX NpenapaTos;

(MoonyHKT pononHutTenbHo BkModeH ¢ 1 wmona 2015 roga PegepanbHbiM
3akoHoM oT 22 aekabps 2014 roga N 429-93)

C) Hannumne B fieKapCTBEHHOM MpenapaTe HapKOTUYECKUX CPeacTB, NCUXOTPOMHbIX
BELLECTB M UX NPEKYPCOPOB, noanexawmx KOHTposno B Poccuickon degepaumu, B
COOTBETCTBUWN C 3aKoHogaTeNnbCcTBOM Poccurckon degepaunn, MexagyHapogHbIMU
porosopamn Poccunckon depepaumun, B TOM 4ucne EOMHOW KOHBEHLMEW O
HapkoTuyeckmx cpeacteax 1961 roga v KOHBEHLIMEN O MCUXOTPOMNHbIX BELLEeCTBaXx
1971 rona;

(MoonyHKT pononHutTenbHo BkModeH ¢ 1 wmona 2015 roga PegepanbHbiv
3akoHoM oT 22 aekabps 2014 roga N 429-93)
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T) MHJoOpMauna O TOM, SBMSETCA M AdaHHbIA  JIeKapCTBEHHbLIA npenapat
pedepeHTHbIM JIeKapCTBEHHbLIM NMpenapaToM;

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

y) cBedeHus O rnopjadvye 3asiBieHUs O BHECEHUN WU3MEHEHUW B [JOKYMEHTHI,
cogepxalmecs B permcTpaLnoHHOM OChEe Ha NEKapCTBEHHLIN Npenapar;

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

&) cBeaeHus 0 B3anmMo3aMeHSIEMOCTM NleKapCTBEHHOIoO npenapara;
(MognyHKT pononHuTenbHo BkMtodeH ¢ 1 mong 2015 roga PenepanbHbIM
3akoHoM oT 22 nekabps 2014 rona N 429-93)

X) CPOK BBEOEHUS NIeKapCTBEHHOIO NpenapaTa B rpaxgaHcKkuin 06oporT;
(MognyHkT pononHuTenbHo BkMtodeH ¢ 1 mong 2015 roga PenepanbHbIM
3akoHoM oT 22 nekabps 2014 rona N 429-93)

2) B OTHOLLEHWM (bapMaLeBTUYECKMX CYDCTaHLWI:

a) HaumeHoBaHWe  dpapmaueBTudeckoM  cybcTaHuum  (MexgyHapogHoe
HenaTeHTOBaHHOe, WM PYNMNUPOBOYHOE, WM XMMWYECKOe U  TOProBoe
HaMMeHOBaHUS);

(MognyHkT B pepakumn, BBegeHHouM B pgencteue ¢ 1 wona 2015 ropga
PenepanbHbiM 3akoHOM OT 22 nekabpsa 2014 rona N 429-P3.

6) HaumeHoBaHWe N agpec NPoOM3BOAUTENA (hapMaL,EBTUYECKON CYOCTaHLU MK,
B) CPOK rogHOCTM dpapMaLeBTUYECKON CybCTaHLuW;
) ycrnoBusa xpaHeHust dapMaLeBTU4YECKON CybCTaHLuu;

O) Homep papmakonemHom cTaTbM WM B Criydae ee OTCYTCTBUS HOMep
HOPMaTUBHOM AOKYMEHTaL MM TM6O HOPMATMBHOIO JOKYMEHTA;

e) Hannume dapMaueBTUHECKON CyBCTaHUMM B NepevyHe HapKOTUYECKUX CPeacTB,
NCUXOTPONHbIX BELLECTB U UX NPEKYPCOPOB, MOoASIexalumx KOHTposo B Poccumnckon
depepaumn, B COOTBETCTBMM C 3akoHogaTenbCcTBoM Poccunckon denepauun,
MexagyHapoaHbiMyn gorosopamu Poccuinckon denepauuun, B ToM 4ucne EonHom
KOHBEHLIMEN O HapkoTuyeckmx cpeacTtBax 1961 roga n KoHBEHLIMEN O
NCUXOTPONHbIX BewlectBax 1971 roga.

(MognyHKT pononHuTenbHO BkMtodeH ¢ 1 mong 2015 roga PenepanbHbIM
3akoHoM oT 22 nekabpsa 2014 roga N 429-93)
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2. ®apmaueBTudeckas cybcTaHUus, NPOu3BEAEHHas ONA peanusauun, MOXeT
OblTb BKHOMEHA B rocydapCTBEHHbLIM peecTp  JIeKapCTBEHHbLIX CpeacTB Ha
OCHOBaHUN 3asBneHus paspaboTyMka WM MNPOU3BOAUTENSA  NEKapCTBEHHOro
cpeactBa nMGO  YMOMHOMOYEHHOTO VMU  OPUAWYMECKOro nuvua npu  YCroBum
NpoBeaeHNst B OTHOLUEHMM Takon ¢hapmalLeBTUYEeCKON CYOGCTaHLUM 3KCnepTusbl
KayecTBa papMaLeBTUYECcKon cybcTaHLMn B Nopsiake, yCTaHOBNEHHOM cTaTben 34
HacTodwero  ®degepanbHoro  3akoHa. B oTHoweHWM  dhapmaLeBTUYECKUX
cybcTaHUuin, npousBeneHHbIX ANs peanu3auunn, B rocynapCTBEHHOM peecTpe
NEKaPCTBEHHbIX CPENCTB COAEPXUTCS crieayoLLas nHdopMaLus:

1) HanMeHoBaHue doapmMaueBTUYECKON cybcTaHumm (MexgyHapogHoe
HenaTeHTOBaHHOe, WM  PYNMNUPOBOYHOE, WM XMMUYECKOE U  TOProBoe
HaMMEeHOBaHUS);

2) HaMMeHoBaHWe N agpec NPon3BoaMTENsS dapMaLeBTUYECKON CybCTaHLuu;
3) cpok rogHOCTM dhapmaueBTUHECKON cybCcTaHuuu;
4) ycrnoBusi XxpaHeHus papmMaLeBTUYECKON CyOCTaHL MK,

5) Homep dapmakonenHon cTaTbM NMOO B CIyd4ae ee OTCYTCTBUS HOMep
HOPMAaTMBHOW AIOKYMEHTAaLMN UM HOPMaTUBHOIO [OKYMEHTA;

6) Hannume dapmaueBTUYECKON CyOCTaHUMM B NepevyHe HapKOTUYECKMUX CPEACTB,
NCUXOTPONMHbIX BELLECTB N UX NPEKYPCOPOB, Noasnexalumx KOHTposo B Poccumnckon
depepaunn, B COOTBETCTBMM C 3akoHogaTenbcTBoM Poccuinckon depepauun,
MexayHapoaHbiMyn gorosopamu Poccuinckon depepauuun, B ToM 4vucne EanHom
KOHBEHLIMEN O HapKOTUYEckKmX cpeactBax 1961 roga n KoHBEHLUMEN O
NCUXOTPONHbIX BewlecTtBax 1971 rona;

7) paTta BKNoYeHust hapmaueBTMYECKON CyOCTaHLMM B FOCYAAaPCTBEHHbLIN PEECTP
NEeKapCTBEHHbIX  CpedcTB, [OaTa BHECEHUS! U3MEHEHMW B  [OOKYMEHTHI
dapmaueBTU4ECKON  cybCTaHuuW, gata  UCKMYeHust  dhapMaueBTUYEeCcKomn
cybCTaHLU MM U3 rocyaapCTBEHHOIO PeecTpa NeKapCTBEHHbLIX CPEACTB.

(Hacte 2 B pepakuun, BBegeHHon B pgenctBne ¢ 1 wmona 2015 roga
dPenepanbHbiM 3akoHoM OT 22 nekabps 2014 roga N 429-93.

3. lNMopsigok BeaeHus rocydapCTBEHHONO peecTpa NeKapCTBEHHbLIX CPeacTB Al
MEAULMHCKOrO MNPUMEHEHUSI U NOPSOOK BedeHUs rocyaapCTBEHHOrO peecTpa
NEKAPCTBEHHbIX CPeACTB Afs  BETEPUHAPHOrO MPUMEHEHUs  yTBepXdatTCs
COOTBETCTBYHOLUMM YMNOSIHOMOYEHHbIM doefeparnbHbIM OpraHOM WUCMOSHUTENbHON
BracTu. *33.4)

KommeHTapum Kk ctatbe 33

CtaTbs 34. BknoyeHue B rocyaapCTBeHHbIN peecTp
NleKapCTBEHHbIX CPeACTB U UCKITHOYEeHMe U3


http://docs.cntd.ru/document/499025507
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/499025507
http://docs.cntd.ru/document/1900371
http://docs.cntd.ru/document/1901829
http://docs.cntd.ru/document/499025507
http://docs.cntd.ru/document/499025507
http://docs.cntd.ru/document/420241318
http://docs.cntd.ru/document/499025507
http://docs.cntd.ru/document/499025507
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/420321621

rocyfapCcTBEHHOro peecTpa fieKapCTBEeHHbIX CpeACcTB
cdapmaueBTUYECKOM CyOCTaHUMN, NpOn3BeAeHHON ANnA
peanunsauuun

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

1. [Ona BkMoveHnss dpapMaueBTUYECKON CyOCcTaHuMWM, nNpou3BegeHHON Ans
peanusauun, B roCyOapCTBEHHbIA PEECTpP feKapCTBEHHbIX CPeACcTB, NPOBOOUTCAH
9KCnepTM3a ee KayecTBa.

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

2. JKcrneptuda KayecTBa YyKasaHHOM BYactm 1 HacTosduen cTaTbu
dapmaueBTU4ECKON  cyBCTaHuuKW,  COCTaBfieHMe  KOMUCCUMEW  9KCNepToB
3aKMoYeHMn no pesyrnbtataMm 3TOWM  3KCMEepTU3bl W UX HanpasreHve B
YMNOSMHOMOYEHHbIN (hefiepalibHbIN OpraH UCMOSTHUTESTbHOW BraCTU OCYLLECTBIIAIOTCS
B CPOK, He MpeBbllialwmi LWeCcTUaecaTM paboynx OHeW CO OHS MOonyyYeHus
SKCNEepTHbIM  y4ypexaeHueM COOTBETCTBYIOLLEro 3afaHus  YnonHOMOYEHHOro
dreepansLHOro opraHa UCMOMHUTENbLHOW BNacTu U criedytoLwmx JOKYMEHTOB:

1) KOMuMs NMUEH3MM Ha MPOM3BOLCTBO JIEKAPCTBEHHbIX CPEeACTB WM KOMUs
3aKIIOYEHNA O COOTBETCTBUM  MNPOM3BOAUTENS  JIEKAPCTBEHHbLIX CpPeacTB
TpeboBaHMsAM nMpaBun Haanexalwen npon3BOACTBEHHOW MPAKTUKK, BblAaHHbIE
YMNOSNMIHOMOYEHHbLIM befeparnbHbiM OpraHoOM WCMONMHUTESNTbHOW BracTu, B Crlyyae,
€eCcIv NPOn3BOACTBO JIEKAPCTBEHHOIO npenapaTta ocyLwecTBnaeTca B Poccumnckon
depepauuu;

2) KOnus BblaHHOW YNOIHOMOYEHHBIM OpraHOM CTpaHbl NPOU3BOAUTENSA NULLEH3UN
Ha NPOW3BOACTBO JIEKAPCTBEHHOrO CpeacTBa M ee nepeBod Ha PYCCKUN A3bIK,
3aBepeHHble B YCTaAHOBSIEHHOM MOpAOKe, U KOMUS 3aKkiioYeHUs O COOTBETCTBUM
NPON3BOAUTENSA JNEKAPCTBEHHbLIX CPeacTB TpeboBaHMSM MpaBui  Hagnexallemn
NPON3BOLACTBEHHON MNPAaKTUKW, BbIAAHHOIO  YMNOSIHOMOYEHHbIM — doefdeparnbHbIM
OpraHoM UCMNOJSTHUTESbLHOM BflacTu, B Criyvae, eCciv Npou3BOACTBO JIEKAapCTBEHHOIO
cpencTBa ocylecTBrigeTcs 3a npegenamm Poccurckon ®egepaumu;

3) [OOKYMEHT, coaepxawumn cregyloume cBedeHuss o0  dhapMaueBTUYecKomn
cybcTaHumm:

a) HaumeHoBaHWe dapMaueBTUYECKON CcybCcTaHuMWM, ee CTpPyKTypa, obwme
CBOWCTBA;

6) HaumeHoBaHWNe 1 agpec NPOU3BOAUTENS;

B) TEeXHOIorMsi Npov3BOACTBA C ONUCaHMEM CTaaui NpouM3BoACcTBa M METOAOB
KOHTPOMNS Ha BCEX CTaausaAX NPpou3BOACTBa;
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) onnucaHne pa3paboTku npouecca Npon3BOACTBa;

1) OnucaHue KOHTPOmNA KPUTUYECKUX CTaaund npouecca nNpousBOACTBA U
MPOMEXYTOYHOM NPOAYKL UK,

€) OKYMeHTarnbHoe NoaTBepXaeHne (Banngauns) npoLeccos 1 (Mnm) nx oLeHKa;
) CBOMCTBA U CTPYKTYpa AENCTBYHOLWX BELLECTB;

3) XapakTepucTuka npnumecem;

n) cneymndmkaumsa Ha papmaLeBTUYECKY0 CybCTaHUnIo U ee 060CHOBaHWE;

K) aHanmuMTu4yeckne MeToOMKW, WUCMNOoNb3yeMble MNpU OCYLLECTBIIEHUN KOHTPONS
KadyecTBa hapmaleBTUYECKON CybCcTaHLuu;

n) AOKyMEeHTanbHoe MOATBEPXOAEHME (Banvaauusl) aHanMTUYEeCKUX MEeTOAMK,
NCMONb3yeMbIX NPV  OCYLLUECTBIIEHUN KOHTPONSA KadecTBa (hapMaLeBTUYECKOM
cybcTaHumm;

M) pe3ynbTaTbl aHanM3a cepumn gapmMmaleBTU4eCcKon cybcTaHLum;

H) nepeyeHb CTaHAapTHbIX 00pasuoB WM BELECTB, WCMNOMb3yeMbIX MNpu
OCYLLECTBINEHUN KOHTPONSA Ka4ecTBa;

0) ONMCaHWe XapaKTepUCTMK U CBOWCTB YNaKkoBOYHbLIX MaTepuanoB U YKYNopO4HbIX
CpencTs;

M) AaHHble O CTabunbHOCTN hapmaleBTUYECKON CybCTaHLuu;

p) CPOK rogHOCTMW.

(Hactb B pepakumu, BBeaeHHonm B pgenctBne ¢ 1 sauBapa 2016 roga
denepanbHbiM_3akoHOM oT 22 aekabpsa 2014 roga N 429-03 (¢ namMeHeHuamu,
BHeCceHHbIMN DefiepanbHbiM 3akoHoM OT 13 uons 2015 rona N 241-93).

3. [na npoBefeHna 3KCnepTu3dbl KayecTBa YykasaHHOM BYacTu 1 HacTtodulen
cTatbM  (papmaueBTMYECKOM  CybCTaHuuM  3asaBUTENb  NpeacTaBnsieT B
YMNOSNMHOMOYEHHbIN doeaeparnbHbI OpraH UCMONHUTENBHON BNacTu:

1) 3asBfieHne O BKITHOYEHNN B FOCYOAPCTBEHHbLIN PEECTP NIEKAPCTBEHHbIX CPEeACTB
AaHHOW (hapmaueBTMYECKON cybCcTaHLuu;
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2) Konua OOKYMeHTa, NOoATBepXaarlolero ynnaty rocygapCTBEHHOW MOLWIMHbLI 3a
BKNOYEHNE B roCcy1apCTBEHHbLIN peecTp NEKAPCTBEHHbIX cpeacTB
drapmaueBTUdeckon cybCcTaHuMM, NpounsBedeHHON ONnd peanu3auun, nmbo no
COBCTBEHHOW MHULMATMBE YKa3aHHbIA OOKYMEHT. B crnyyae ero HenpeacTtaBneHus
3asBUTENEM YMNOSTHOMOYEHHBIN beaeparnbHbii OpraH WUCMNOSIHUTENBbHOW BflacTu
npoBepdeT pakT ynnatbl roCydapCTBEHHOM  MNOWMHbI  3asiBUTENIEM C
MCNOMb30BaHMEM  WHGopMaumm 00  ynnate rocygapCTBEHHOM  MOLLMHGI,
coaepxaLlencs B [ocynapcTBeHHOM MHJbOPMAaLLMOHHOMN cucteme 0
rocygapCTBEHHbIX N MYHULUMNAmbHbBIX MraTexax, Ha OCHOBaHWUM MNpeacTaBlieHHON
3asBUTENEM KOMUW [OOKYMEHTa, noaTBepXaaroLwero ynnaTty rocyaapcTBeHHOW
NOLLSNHbI;

(MyHKT B pepakuuun, BBeaeHHou B genctene ¢ 1 nona 2015 roga PegepanbHbiv
3akoHoM oT 22 nekadpsa 2014 rona N 429-03.

3) OOKYMEHTbI, YKa3aHHble B YacTu 2 HAaCTOSLLEN CTaTbMU;
(MyHKT B pepakuuun, BBeaeHHoun B aenctene ¢ 1 nona 2015 roga PegepanbHbiv
3aKkoHoM oT 22 aekabps 2014 roga N 429-93.

4) 3asaBneHne o Bblgaye paspeleHuss Ha BB0O3 B Poccuickyio ®depepauuio
KOHKPETHOM  MapTUM  He3aperncTpupoBaHHOIO  JIEKApCTBEHHONO  CpeacTBa,
npegHasHa4YeHHOro Ans NpoBeaeHns ykasaHHOM 3KCNepTUsbl.

(MyHKT gononHuTensHo BktoveH ¢ 1 uona 2015 roga PenepansHbiM 3aKOHOM
oT 22 nekabpsa 2014 roga N 429-03)

4. B TedeHue gecatn paboymx OHEN CO OHS MPUHATUA 3a8BIEHUS O BKIHOYMEHUMU
ykaszaHHOM BYacTu 1 HacTosAwen cTaTtbu apmaueBTUYEecKon cybcTaHuum B
OCYOAPCTBEHHbLIA  PEECTP  NEeKapCTBEHHbIX  CPeacTB N OOKYMEHTOB,
nepevyncrieHHblx  BYactn 1 MOYHKTE 2 4acTu 3 HacTOALIEN CTaTby,
YNOSTHOMOYEHHbIN dpefeparnbHbIv opraH NCNOSTHUTENBbHOW BracTu:

(AG3ay B pegakumm, BBegeHHoun B gencteue ¢ 1 nona 2015 roga PenepanbHbiM
3akoHoM oT 22 nekadpsa 2014 rona N 429-03.

1) NpoBOAUT MPOBEPKY MOSMHOTbI M AOCTOBEPHOCTU AaHHbIX, COAEPXKaLWXCS B
NpeacTaBlieHHbIX 3asBUTENEM JOKYMEHTAX;

(MyHKT B pepakuuun, BBedeHHoM B genctBue PenepanbHblM 3aKOHOM OT 25
Hosa6ps 2013 roga N 317-93.

2) NnPpUHNMaEeT pelleHne O Hamnpas/ieHUn B 3KCNEepTHOE ydpexaeHune 3aaHnAa Ha
npoBegeHne 3SKCNnepTtn3dbl KaydecTBa y|<a3aHH0171 BYactm 1 HacTosuwen cTaTtbu
CbapMaLleBTM‘-leCKOﬂ Cy6CTaHLI,MM nnn od oTkase B TaKkoM HarnpasJieHnn,

3) yBeOOMMSIET B 3SIEKTPOHHOM UMM NUCbMEHHOW bopMe 3asiBUTENA O MPUHATOM
PELLEHUN UMK B CIlydae OTKasa C yKasaHWeM MpuUyrH Takoro oTkasa.

(MyHKT B pepakuuun, BBeaeHHoun B aenctene ¢ 1 nona 2015 roga PegepanbHbiv
3akoHoM oT 22 nekadpsa 2014 rona N 429-03.
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4 1. B cny4yae BbiSBNEHNA HeLOCTOBEPHOCTU CBEOEHWUN, COLepXawmxca B
npeacTaBfieHHbIX 3adBuUTEneM Martepuanax, YrnoOfHOMOYEHHbIM dbeaeparnbHbIn
opraH WCMNOSHUTENLHOW BfacTW HanpasnseT 3asBuTento 3anpoc 06 yTOYHeHUn
yKasaHHbIX cBeAeHUN. [JaHHbIN 3anpoc MOXeT OblTb nepedaH YnosIHOMOYEHHOMY
npeacTaBUTENO 3adBUTESA JIMHHO MO PAacnUCKy, HamnpaBsieH No NnodTe 3akasHbiM
NMMCbMOM WX nepefaH B 3NIeKTPOHHOUM dopMe MO TENEKOMMYHUKALVMOHHBLIM
KaHarnam cBs3n. B cnyvae HanpaeneHus OaHHOro 3anpoca Mo rnoyTe 3akasHbiM
MMCbMOM OH CYMTAETCH TMOSIyYEeHHbIM MO WCTEYEeHUW LWecTn AHeW C AaThbl
HanpaBfieHNsa 3aKka3Horo NucbMma.

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

4 2. 3asButenb o0b6s3aH npeactaBuUTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOIO
doegepanbHOro opraHa WCMNOSHUTENBHOM BIlaCTM B CPOK, HE MpEBbILLAoLLmin
AeBsaHocTa pabovnx gHen co gHs nonydeHna gaHHoro 3anpoca. Cpok, yKasaHHbIN B
YyacTn 4 HacTosduwen cTaTtbW, MNPUOCTaHABIIMBAETCA CO [OHA HanpasreHud
3agBUTENO 3anpoca YMNosIHOMOYEHHOro defepasribHOro opraHa WMCMNOSTHUTENTbHOW
BNacTW 00 AHSA NOSlydeHUs MM OTBETa Ha JaHHbIW 3anpoc U He y4uTbiBaeTCs npu
MCYMCIIEHMN CpOKa IKCMEepTMU3bl KadecTBa (rapMaueBTUYECKON cybcTaHumw,
Hencnosib3yemMon npu Npon3BoLCTBE JIeKapCTBEHHbIX NpenapaTos.

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

5. OcHOBaHWeM A9 0TKa3a B HanpasfieHUN B 9KCNEPTHOE yupexaeHne 3agaHng Ha
npoBefeHne JKCNepTu3bl KayecTBa yKa3aHHOM B YacTu 1 HacTodulen cTatbu
drapMaLeBTU4ECKON CYyBCTaHUMM ABNSIETCS  HenpeacTaBrieHne [OOKYMEHTOB,
yKa3aHHbIX BYacTW 2 HaCTodAuleW CcTaTbW, OTCYTCTBME WHJOpPMaLmn,
nogTeepXaarLwen dakT ynnatbl rocydapCTBEHHOM MOWMHbLI 33 BKIHOYEHUE
hapmaueBTU4ECKON  cyBCcTaHuMW, nNpou3BegeHHOW AOns  peanuMsauuu, B
OCYOAPCTBEHHbIA  PEecTp  JIeKApCTBEHHbIX  CPedCcTB,  HenpeacTaBfieHne
3asBUTErNieM B YCTaHOBIIEHHbLIV CPOK OTBETAa Ha yKa3aHHbIV B HacTn 4_1 HacTodLlen
CTaTbu 3anpoc YMNOrHOMOYEHHOro dpefeparnibHOro opraHa MCMOSHUTENBHON BIiacTu
U npencTaBlfieHNe LOOKYMEHTOB, He coepXawmx WucHepnbiBaloLEro nepeyvHd
HeobxoanMbIX CBEOEHUN.

(YacTb B pegakumu, BBegeHHon B genctane ¢ 1 umwona 2015 roga PenepanbHbIiM
3akoHoM oT 22 aekabps 2014 roga N 429-93.
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6. B TeyeHne nATHaguatM pabounmx OHENn CO AOHA  MOSNyYeHus  pelleHud
YMNOSIHOMOYEHHOro hefepansHOro opraHa UCMNONHUTESNTbHOW BNacTu O HarnpasieHum
B 3KCMNEpTHOe yuYpexaeHne 3afaHus Ha npoBeLeHWe 3KCNepTudbl KadecTsBa
ykazaHHoM BYactm 1 HacTosdulenW cTatbM @papMaueBTUYECKOM CybOCTaHLuK
3agBuTENb NpencTaBndeT B 3KCMEPTHOe ydpexaeHue Ons npoBedeHus LaHHOW
aKcnepTusbl  obpasubl  (hapmaueBTMYEeCKOM CyOCTaHUMM B KONMYecTBe,
HeobXxoQMMOM ANs1 BOCNPOU3BEAEHUSI METOAOB KOHTPOSA KadecTBa. OKCNEpTHOe
yypexageHme npu nosydeHun obpasLoB ykaszaHHOW B YacTu 1 HacTosuwen cTaTby
dhapmMaLeBTU4ECKON CYOCTaHL MM BblAaeT 3asBUTESNIO LOKYMEHT, NOATBEPKOAOLLMIA
nony4yeHne 3TMx ob6pasLoB, U B CPOK, HE MNpeBbIWAKWMIA Tpex paboumnx OHen,
yBeAOMISIET B 3SIEKTPOHHOM UIN NMUCbMEHHOW ¢hopme 06 3TOM YNOSTHOMOYEHHbIN
degepanbHbI OpraH UCNOMHUTENbHOW BflaCTU. DT CPOKM HE BKIOHAKOTCS B CPOK
npoBeaeHnst JaHHOW SKCNepTU3bl.

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

7. [OKyMeHTbl, MOCTYyNMBLLME B 3KCMEPTHOE Yy4ypexaeHue ONd MpoBedeHus
3KCNepTU3bl KayecTBa YyKa3aHHOW Byactu 1 HacTodulen craTtbu
drapMaLeBTU4ECKON CYDCTaHUMKM, Noanexar Bo3BpaTy B YNOSTHOMOYEHHbIN
doegeparnbHbIN OpraH UCNOSTHUTESNTbHOW BIlaCTM OAHOBPEMEHHO C 3aKIOYEHUSAMN MO
pesyrbTaram NpoBeLeHHON SKCNepTumsbl.

8. B cpok, He npeBbILaoWLmii NATU paboymx AHEN CO OAHA NOMyYeHUs 3aKYeHns
KOMMCCUM SKCMEPTOB MO pe3yribTatam 3KCNepTuabl KayecTBa yKazaHHOM B YacTu 1
HacToswen cTatbu  papMaLeBTUYEeCKOM  cybcTaHuuW,  YNONHOMOYEHHbIN
doegeparnbHbIN OpraH NCNOSHUTENbHOM BNAcTU:

1) OCyLLECTBNSET OLEHKY TaKOro 3aKNoYeHus Ans onpenerieHnsl ero COoTBETCTBUS
3aaHunio Ha NpoBeaeHVe AaHHOW SKCNePTU3bl;

2) NpUHMMaET peLleHre O BKITIOYEHUMU yKasaHHOW B YacTu 1 HaCcTosUen CcTaTbu
drapMaLeBTU4ECKON CYOCTaHUMM B roCyAapCTBEHHbIV _PeecTp JIeKapCTBEHHbIX
CpeacTB Unu pelleHre 06 oTkase B TakOM BKIHOYEHUM;

3) BHOCUT NpU NPUHATUN peLLEHUsT O BKITIOYEHUN yKa3aHHOM B YacTu 1 HacTodALen
cTaTbu doapmMaueBTU4ECKON cybcTaHumm B FOCY1apPCTBEHHbIN ___peecTp
NeKapCTBEHHbIX CPeaCTB MNPeayCMOTPEHHYIO NyHKToOM 2 4Yactu 1 cratbu 33
HacTosuwero PenepanbHOro 3akoHa WHgopMauuio n yBegomnser o6 9ToMm B
9NEKTPOHHON NN NNCbMEHHOW dhopMe 3asBUTENS.

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 uona 2015 roga PenepanbHbiM
3akoHoM oT 22 fekabpa 2014 roga N 429-93.
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9. OcHoBaHMeM A5 OTKasa BO BKJMOYEHMM YyKasaHHOM B YacTu 1 HacTodAllen
cTaTbu doapmMaueBTU4YECKON cybcTaHumm B FOCY1apPCTBEHHbIN ___peecTp
NEKapCTBEHHbIX cpencTs ABNAETCS peLLeHne COOTBETCTBYHLLEIO
YrNOSMHOMOYEHHOro doefeparnbHOro opraHa WCMNOSMHUTENBHOWM BflaCTU O TOM, YTO
Ka4ecTBO drapMaLeBTUYECKON CYOCTaHUMM He NOATBEPXOEHO MOMyYEeHHbIMU
JaHHbIMMW.

(YacTb pononHuTenbHO BKIMoYeHa ¢ 22 Hoabps 2014 ropga PegepanbHbiM
3akoHOM 0T 22 okTs6ps 2014 roga N 313-$3)

10. He ponyckaeTcs BKMOYEHWE B rOCYOapCTBEHHbIN PeecTp JeKapCTBEHHbIX
CpeaCTB OA4HOW  (papmMaueBTUYECKOM  CyOCTaHuMW, Mpou3BeLeHHOM  ANid
peanM3aunn 1 BbiMyCKaeMon OgHMM N TEM Xe Npou3BOoauTerneM, B BUAE ABYX U
BGonee peecTpoBbIX 3annCEN.

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

11. BHeceHve u3MeHeHWn B AOKYMEHTbl Ha dhapMaueBTUYECKYHD CyDOCTaHLMIO,
NPOV3BEAEHHYIO ONS peanu3aumMM U BKIIHOYEHHYIO B rOCYOapCTBEHHbLIN PEECTP
NeKapCTBEHHbIX CPEACTB, OCYLLECTBISAETCSA B Nopsiake, YCTaHOBIIEHHOM CTaTbaMU
30 wn31 Hactosaulero degepanbHOro 3akoHa, C  YnraTton rocygapCTBEHHOW
MOLLTNHLI, MNPefyCMOTPeHHOM 3akoHopaTernbcTBoM Poccunckon Pepepaumm o
Harnorax n cbopax.

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

12. [JonyckaeTcs obOpalleHne dapMaueBTUYEeCKUX CcybCcTaHuun, Npoun3BeOEHHbIX
Ana peanu3auun, B TevyeHne cTa BOCbMWOECATU OHEW OO0 W Mocre MPUHATUSA
YMNOSHOMOYEHHbIM befeparibHbiM OpraHOM UCMOSHUTENBbHOW BfacTy peLleHust o
BHECEHMM W3MEHEHUA B [OOKYMEHTbl Ha papmaueBTMYecKyo CcybcTaHumIo,
NPOV3BEAEHHYIO ONS peanu3aumMM U BKIIHOYEHHYIO B rOCYOapCTBEHHbLIN PEECTP
NeKapCTBEHHbIX CPEACTB.

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

13. PeweHne 06 wucknoyYeHUn w3 rocyaapCTBEHHOIO peecTpa feKapCTBEHHbIX
cpeacTB dhapMaueBTUYECKON CybCTaHuuMM, Npou3BEeOEHHOW Ans peanusauuu,
NPUHUMAETCS YNONIHOMOYEHHbIM heeparibHbIM OpraHOM UCMOSHUTENBHOW BNacTu
B cnyyae:

1) npeacTaBneHnst COOTBETCTBYIOLLMM YNONHOMOYEHHbIM dbegeparnbHbiM OpraHoM
NCMNOSHUTENbHOW BIIACTU 3aKIIOMEHNS1 O pUCKe Unm 06 yrpo3e XU3Hu Unn 340pOBbHO
YyernoBeka NnMbo XMBOTHOMO NPY UCMONb30BaHMU NIEKapCTBEHHOIO CPEACTBa;
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2) nogayn pas3paboTyMKOM JIeKapCTBEHHOIO CcpeacTBa WM MPOU3BOLUTENEM
NeKapCTBEHHOro cpeactBa MO0 YNOMHOMOYEHHBIM UMW OPYIUM  OPUANYECKNM
MLOM 3asBIfieHNs1 00 UCKIMIOYEHNM U3 FOCY1apCTBEHHOIO peecTpa fekapCTBEHHbIX
cpeacTtB hapmaueBTUHECKON CybCTaHLNK, NPOM3BEAEHHON OIS peanu3auuu;

3) oTcyTCcTBUA dhapMaLeBTUHECKON CyBCTaHLUKN, NPON3BEAEHHON NS peanv3aunn,
B obpalleHnn B Poccurckon degepaumm B Te4eHne Tpex u bonee ner.

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

KommeHTapumn K ctaTtbe 34

CtaTtbsa 35. [loBTOpHOE NpeacTaBrieHMe NeKapcTBEeHHOro
npenapara, He nNpoweALwero rocyaapcTBeHHOMN
perucrTpaunm neKkapCcTBeHHbIX NpenapaTtoB, Ha
rocyfapCTBeHHYH peructpauuio neKapcTtBeHHbIX
npenapartoB

(Ytpatuna cuny ¢ 1 mona 2015 roga - @enepanbHbli 3akoH OT 22 aekabpsa 2014
rooa N 429-93.)

KommeHTapum k ctatbe 35

Ctatbsa 36. O6xanoBaHue pelwweHNAa 00 oTKa3se B Bbiaauve
pa3peLlleHUs Ha npoBeAeHne KNMHNYEeCKOro nccnenoBaHus
NleKapCcTBEHHOro npenapara, peweHus o6 oTkase B
rocyaapcTBeHHOM perucTpaumm fieKapcTBeHHOro
npenapara, 3aKno4YeHN KOMUCCUN IKCNEepPTOB
3KCNEepPTHOro y4ypexaeHna unm 3akrn4vyeHnsa coseTa no
3TUKe
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PelweHne COOTBETCTBYHOLIEro YMNOSIHOMOYEHHOro doeaeparnbHOro  opraHa
MCMNONMHUTENBbHOM BrlacTM 00 OTKase B Bblgavye paspelleHusl Ha npoBedeHue
KITMHUYECKOro uccrefoBaHUA IeKapCTBEHHOro npenapara, peleHue YyKasaHHOro
deqepanbHOro opraHa WCMNOSIHUTENBHOM BriacTu o6 OTKase B rocygapCTBEHHOWM
permcTpaumm JrekapCTBEHHOro mnpenapara, 3akfloYeHne KOMUCCUU JKCMNepToB
9KCNEPTHOrO YYpPEeXOEHUS WK  3aKrloYeHWe coBeTa Mo 3TUKe MOXeT ObITb
obXanoBaHO B MopsigKe, YCTaHOBMIEHHOM 3akoHodaTenbCTBOM Poccumrckon
depgepaunn. 3aknoveHne akcnepta, OodOPMIEHHOE MO MUTOram 3KCNepTu3bl B
Lenax onpenerieHnst B3anMmo3aMeHSeMOCTM 3aperMcTpUpoBaHHOIO JfleKapCTBEHHOIO
npenapata, MOXeT ©OblTb obxanoBaHO AepXaTenem wunu  Bragenbuem
pPErMcTpaumoOHHOro YOOCTOBEPEHUS JIeKapCTBEHHOrO npenapata B KOMUCCUIO
9KCNEepToOB 3KCMEPTHOro  ydpexaeHus. 3akioyeHMe KOMUCCUM  SKCNepToB
9KCNEPTHOro ydpexaeHus, odopMrieHHoe No utoram nepecmMoTpa 06xxanoBaHHOro
3aKMNYEeHNa aKcnepTa, MOXeT ObiTb OCNOPEHO AepXaTernemM unvM Bragenbuem
perncTpauoOHHOro YyAOCTOBEPEHMS NEKapCTBEHHOIO npenapara nmbo
YMNOMHOMOYEHHBIM UMW JIMLOM B MNOpsiAKe, YCTaHOBMEHHOM 3aKOHOAAaTeSNlbCTBOM
Poccuinckon ®depepaumn. [pn obxanoBaHUM  peLLeHUst  YNOSIHOMOYEHHOTO
doegepanbHOro opraHa WCMNOSHUTENBHOM BIlacTW, 3aK/MOYEeHUs JKcnepta unm
KOMUCCUN QKCMNEPTOB 3KCMEPTHOIO YYpeXaeHus, 3akSitoYeHus coBeTa Mo 3TUKe
aepxarterns wnn Briageney, permcTpaumoHHOrO yo0CTOBEPEHUA JeKapCTBEHHOro
npenapaTta MM60O YyNosIHOMOYEHHOE UMM NULO BrnpaBe NpeacTaBuUTb pesynbTaThbl
9KCNepTU3bl NEKapCTBEHHOIO npenapara, NPOTOKOSbI NOMy4YEHHbIX
aKKpeaMToBaHHbIMU UCMbITaTeNbHbIMKM NabopaTopnamMmn (LEeHTpamn) pesynbTaTos
nccrnegosaHnn, UCNbITaHNNA.

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

KommeHTapun Kk ctatbe 36

Ctatba 37. UHbopmauus, cBA3aHHAA C OCyLLEeCTBIIEHNEM
rocyaapCcTBeHHON perncrpaumm neKkapcTBeHHbIX
npenapaTtoB, UH(popmMaLumsa 0 3apermcTpUpoBaHHbIX
NeKapCTBEeHHbIX NpenapaTtax u feKapCcTBeHHbIX
npenapartax, UCKMHYEHHbIX U3 rocyaapCTBEHHOro peecTtpa
NeKapCTBEeHHbIX CpeacTB
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1. COOTBETCTBYIOLMM YMOSNIHOMOYEHHbIN dheaeparnbHbli opraH WUCMNOSTHUTENbHOW
BflacTM pasMewaeTr Ha CBOeM odwmumnansHom cante B ceTn "UHTepHeT"
MHGPOPMaLIMIO, CBSAI3aHHYKO C OCYLLUECTBMIEHMEM TOCYy4apCTBEHHOW pernctpauum
NEKaApPCTBEHHbIX MNpenapatoB, B TOM 4Yucrie MpPOBEAEHUEM  OKCMNEpPTU3bI
NeKapCTBEHHbIX CPeAcTB (BKMNoYasa pesynbraTbl ee npoBefeHns), MHopmMaumnio o
3aperMcTpUpPOBaHHbIX NEKAPCTBEHHbIX Npenapatax 1 fekapCTBEHHbIX npenapartax,
NUCKITIOYEHHbIX M3 TOCYOAapPCTBEHHOIO PEeecTpa JIEKAPCTBEHHbLIX CPEACTB, He
no3gHee 4Yem 4yepes NsATb paboumx OHEW CO OHS MNOSlyYeHUss COOTBETCTBYHOLUMM
YNONMHOMOYEHHbIM dheaeparnbHbiM OpraHOM UCMONHUTESNBbHOW BacTWU 3asiBNEHNS O
rocygapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara.

(YacTb B pegakuun, BBegeHHom B gencteure ¢ 1 nona 2015 roga PegepanbHbiv
3aKkoHoM oT 22 nekabps 2014 roga N 429-93.

2. Cpokn n nopsigok pasMeLleHnss ykasaHHOM B YacTu 1 HacTodulen CcTaTbu
MHJpOpMaL MM YCTaHaBNMBAKOTCA  YNOSTHOMOYEHHBIM  ddeeparnbHbIM - OpraHoM
ncnonHuTenbHon BracTu. MHdopmaumna, ykazaHHast B 4actn 1 HacToAllen cTaTbu,
SIBMAETCA OTKPbLITOM M 0BLLIEAOCTYNHOM M NPEeAOoCTaBnAETCA 3auHTepecoBaHHbLIM
nMuam B COOTBETCTBMM C 3akoHogatensctBoM Poccunckon denepaumnn. *37.2)

(Yacte B pepakuun, BBegeHHou B pencteBue ¢ 1 wmona 2015 ropa
degepanbHbiM 3akoHOM OT 22 aekabpsa 2014 roga N 429-03.

KommeHTapun Kk ctatbe 37

(naBa 7. KnnHnyeckmne nccnegoBaHus
reKkapCTBEeHHbIX npenaparoB AnA
MeAULMHCKOro NpUuMeHeHuns, oorosop o6 nx
npoBefeHun, npasa NnaymMeHToOB, y4acTBYHOLWUX
B 3TUX uccrnepgoBaHusix (crtatbu 38 - 44)

CtaTtba 38. KnnHnyeckmne nccnepnoBaHus rieKapCTBEHHbIX
npenaparoB ANA MeAULUHCKOro NnpuMeHeHus

1. KnnuHnyeckne nccnenoBaHusi NekapCTBEHHbIX MpenapaToB ANS MeaULUHCKOro
NPUMEHEHUS, B TOM YUMCIle MEXOYyHapOoaAHble MHOrMOLEHTPOBbLIE, MHOMOLLEHTPOBbIE,
NOCTPErMcTpaunoHHble, MNPOBOOAATCA B OAHOM WM HECKOSMbKUX MEeAULMHCKUX
opraHmsaumnsax B COOTBETCTBUM C NpaBuUiaMn Hagnexalluen KnmHNYeCcKon NpakTuku,
YyTBEPXKOEHHLIMY  YMOSNIHOMOYEHHbIM  dpefiepalribHbIM  OpraHOM  UCMOSTHUTENbHOM
BIlaCTW, COOTBETCTBEHHO B criegytowmx uensax: *38.1)

(AG3ay B pepakuun, BBegeHHonm B penctBue ¢ 1 wona 2015 ropa
dPenepanbHbiM 3akoHoM OT 22 nekabps 2014 roga N 429-93.
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1) ycTaHoBrieHne 6e30MacHOCTM JeKapCTBEHHbIX MpenapaToB AN9 340pPOBbIX
AobpoBorbLEB U (MNKM) NEPEHOCUMOCTU WX 340pOBbIMM  A06poBOMbLaAMKM, 3a
NCKIMIOYEHMEM TaKUX UCCedoBaHU NEKapPCTBEHHbIX NpenapaToB, NPoM3BeAEHHbIX
3a npegernamn Poccunckon ®eaepaunu;

2) nogdop onTuMmarnbHbIX 4O3MPOBOK JIEKAPCTBEHHOIO NpenapaTa 1 Kypca fie4yeHus
ANs NauueHTOB C ornpederneHHbiM 3aboneBaHneMm, ONnTUMarbHbIX 03 U CXEM
BaKUMHALUN MMMYHOOMNOMOrMYECKMMM NEKAPCTBEHHLIMU MNpenapaTamn 340POBbIX
A00pOBOSbLEB;

3) ycTaHoBeHne 6e30nacHOCTU fieKapCTBEHHOro npenapara u ero adpekTMBHOCTH
OAnst  nauneHToB C  OnpedeneHHbIM  3aboneBaHneM,  npodmnakTU4ecKom
9(hEKTUBHOCTM  MMMYHODMOSMOrMYECKUX  NIEKapCTBEHHbIX  MpenapaTtoB  ANd
300pOBbLIX 4OOPOBOLLEB;

4) u3yyeHMe BO3MOXHOCTM paclUMpeHUst NoKasaHun Ang  MeguUMHCKOro
NMPUMEHEHNSS U  BbISIBNEHUS paHEe HEU3BECTHbIX MOOOYHbLIX  OENCTBUMA
3aperMcTpPUPOBaHHbIX NeKapCTBEHHbIX NPenapaTos..

2. B oTHOweHMM BOCNpOM3BEOEHHbLIX JeKapCTBEHHbIX MNpenapaTtoB  Ans
MEOULMHCKOrO NMPUMEHEHMSI NPOBOASTCSA MCCreaoBaHMs OMOSKBMBANEHTHOCTU U
(M)  TepaneBTMYECKOM  3KBMBANEHTHOCTW B MNOpsiAke, YCTaAHOBIEHHOM
YNONMHOMOY€HHbIM cheeparnbHbIM OpraHOM UCMONHUTENBHOW BIACTW.

3. OpraHvlsau,vuo nposegeHnda KIrmHN4YeCcKmnx nccrnegoBaHuin J1IeKapCTBEHHOIO
npenapara asa meanunHCKoro rnpuMeHeHn4 Brpase OCYLECTBIIATb.

1) pa3paboTymMK NeKkapcTBEHHOro npenapara unm yrnoriHoMo4YeHHOe UM N1LO;

2) obpasoBaTenbHble OpraHu3auum Bbicllero obpasoBaHus, opraHu3auum
AO0MOMHUTENBHOro NpodecCcmMoHansHOro 0bpasoBaHus;

(MyHKT B pepakuumn, BBedeHHoM B penctBue ¢ 1 ceHTabpa 2013 roga
denepanbHbiM 3akoHOM OT 2 nons 2013 rona N 185-03.

3) Hay4Ho-UCccneaoBaTenbCKe opraHm3aL .
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4. KnnHnyeckme uccnegoBaHns neKkapCTBEHHOro npenapata Ans MeauuMHCKOro
NPUMEHEHNST MPOBOAATCA Ha OCHOBaHUM  paspelleHns Ha NpoBedeHune
KIMIMHNYECKOro  UCCredoBaHuUs  NIeKapCTBEHHOMo  npenaparTa, BblJaHHOIO
YNOSTHOMOY€EHHbIM denepanbHbIM OpraHom NCNOSTHUTENbHOM BlAcTMW.
YNOnHOMOY€EHHbIN dheaepanbHbIi OpraH UCMNONMHUTENbHOW BRacTW BedeT peecTp
BblOJAHHbIX  pas3pelleHnn Ha  NpoBedeHMe  KINMHUYECKUX  UccregoBaHuin
NeKapCTBEHHOrO npenapara, COAepXalun ykasaHue Ha MX uefb UM uenu, B
YCTaHOBJSIEHHOM 3TUM OopraHom nopsiake. *38.4)

(HYacte B pepakuun, BBedgeHHou B pencteue ¢ 1 wmona 2015 ropa
degepanbHbiM _3akoHOM OT 22 aekabpsa 2014 roga N 429-03; B pegakuuu,
BBeAeHHOW B aencteme PegepansHbiM 3akoHoM oT 13 nonsg 2015 roga N 241-93.

5. HacTb yTpaTtuna cuny ¢ 1 monga 2015 roga - PeneparnbHbiv 3aKOH OT 22 aekabps
2014 roga N 429-93. .

6. K opraHusauumm NpPoBEAEHUS KITMHUYECKMX WCCNenoBaHUA fieKapCTBEHHOro
npenapara ana MeguumnHCKoro npmMmeHeHund p83p860TLWIKOM JIeKapCTBEHHOIo
npenapara MOryt npuBriekatbC4d rwpunan4eckme Jruua nobon opraHmn3aynoHHO-
ﬂpaBOBOVI CbOprI npwn ycriosunn obecrnevyeHns COOTBETCTBUA 3TUX UCCRea0BaHUN
Tpe6OBaHMF|M HacTo4dLero Cben,epaanoro 3aKOHa.

7. KnnHnyeckme mccrnenoBaHust NeKapCcTBEHHbIX npenapaTtoB Ans MeauLMHCKOro
NPUMEHEHNST MPOBOAATCSA B MEOMUMHCKUX OpraHM3aumnsx, akkpeguToBaHHbIX
YMNONMHOMOYEHHbIM doeaeparnbHbiM OpraHoOM MCMOSMHUTENbHOM BRacTuU B MNOpsiaKe,
ycTaHoBrieHHOM [paButensctBom Poccuinckon ®egepauymmn. *38.7)

8. [llepevyeHb MeOVUMHCKUX OpraHusauui, UMeWMX npaBo MNPOBOAUTL
KIMMHUYECKME WCCRedoBaHNsl NEKaApCTBEHHbLIX MNpenapatoB Afs MeaULMHCKOro
NPUMEHEHNSI, N PEECTP BblOaAHHbIX pPa3peLLeHMA Ha MNpPOBEAEHUNE KITMHUYECKMX
nccnegoBaHniA NekapCTBEHHbLIX NpenapaTtoB onybnMKoBbLIBAOTCA U pas3MeLLaoTcs
YrNOTHOMOYEHHbIM  doedeparnbHbiM -~ OpraHOM  UCMONMHUTENbHOM  BfacTu B
YCTaHOBJIEHHOM UM MopsiAke Ha cBoeM odmumnanbHoM caute B ceTu "MHTepHeT".
*38.8)
KommeHTapuit K ctatbe 38

Ctatba 39. PeweHune o npoBeaeHUN KITMHUYECKOTO
uccrnenoBaHus fieKapCTBEHHOro npenaparta ans
MeAULMHCKOro NpUMeHeHUs
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1. KnnHndeckoe wvccrenoBaHWe JieKapCTBEHHOro npenapara Aans MeguuuHCKOro
NPUMEHEHUST MNPOBOOMUTCA Ha OCHOBaHMM  paspelleHMsi Ha npoBedeHue
KITMHWYECKOro  UccriefoBaHNA  NIleKapCTBEHHOrNo  npenapaTta,  Bbl4aHHOMO
YMNONMHOMOYEHHbIM  (pefiepalibHbIM  OpraHOM  UCMOSIHUTESNTbHOW  BJflaCTU MO
pesynbTaTaM  9KCNepTusbl  JOKYMEHTOB, HeobxoauMbliX Af9  MonyyYeHud
paspeweHnss Ha nMpoBedeHUe KIMHUYECKOro WCCredoBaHusa JeKapCTBEHHOMO
npenaparta n 3TU4ECKOM 3KCNEepPTU3bI.

2. [Ana nonyyeHus paspelleHus Ha NnpoBefeHME KITMHUYECKOro MWCcredoBaHus
NeKapCTBEHHOro npenapara Ansgd  MeguUMHCKOrO  MPUMEHEHUA  3asBUTElb
npegcTaBndeT B YNOMHOMOYEHHbIN doefieparibHbl OpraH UCNOSTHUTENbHOW BracTu:

1) 3adBlieHne O Bbla4ve pa3peLlleHnd Ha nposeneHne KiimHn4eCcKoro nccreagoBaHunA
JIeKapCTBEHHOIO npernapara ajnda MmeguumnHCKoro rnpuMeHeHu4,

2) KONUW OOKYMEHTOB, MOATBEPXOAKOWMX ynraTy rocyaapCTBEHHOW MOWWIMHBLI 3a
npoBefeHNEe 3TUYECKOM SKCMEPTU3bl, IKCNEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHbIN
npenapar Ana  MofiydeHna  paspelleHns Ha npoBedeHue  KITMHUYECKOro
nccreqoBaHNs NeKkapCTBEHHOro npenapara gnsg MeguuMHCKOro NMpuUMeEHeHud, 3a
Bblgadyy  paspewleHuss Ha  NpOBEdEHMe  KIMHUMYEeCKOro  uccrieqoBaHud
NeKapCTBEHHOro rnpenapara Ansg MeguUUMHCKOro npuMeHeHus, 3a rnpoBefdeHue
9KCMepTm3bl [OOKYMEHTOB Ha JleKapCTBEHHbIW npenapar OJ19  NoslydeHus
paspeleHnss Ha NpoBefeHNe MeXOYHAPOA4HOro MHOIOLLEHTPOBOrO KIIMHUYECKOro
nccrieqoBaHNs NeKkapCTBEHHOro npenapara gnsg MeguuMHCKOro NpuUMeEHeHud, 3a
Bblgady paspeweHuss Ha npoBefeHne  MeXOyHapO4HOro  MHOIOLLEeHTPOBOro
KITMHWYECKOro UCCneaoBaHus JIeKapCTBEHHOro npenaparta Ansg MeguuuHCKOro
NPUMEHEHUS, 3a NpoBeAeHNe 3TUYECKON 3KCNEePTU3bl, SKCNEPTM3bl JOKYMEHTOB Ha
NeKapCTBEHHbIW Mpenapatr Ans  MnosiydeHusl paspelweHusl Ha rnposefeHue
NOCTPErMcTpPaLMOHHOIO KIIMHUYECKOro MUCCreLoBaHUA NeKapCTBEHHOIo npenapara
AN MeOUUMHCKOro MnpUMEHEeHWs, 3a Bblgayy paspelleHns Ha npoBefeHve
NOCTPErMcTpaLMOHHOIO KIIMHUYECKOro MUCCreLoBaHUA NekapCTBEHHOro npenapara
AN MeAUUMHCKOro MPUMEHEHUs!, UM NO COBCTBEHHOW WHULMATMBE YKa3aHHble
AOKyMeHTbl. B cnyvyae HenpencrtaBrieHMa 3asiBUTENEM YKasaHHbIX [OOKYMEHTOB
YMNOSNMHOMOYEHHbIN hefepanbHbI OpraH UCNONHUTENbLHOM BNacTu nposepsieT akT
ynnaTbl rocygapCTBEHHOW MOLWIMHBI C UCMOMb30BaHNEM WHGpopmaumm o6 ynnaTte
rocygapCTBEHHOM NMOLLMHBI, cogepxaLlencs B [ocynapcTBeHHON
MHJPOPMALIMOHHOM CUCTEME O MOCYAAPCTBEHHbLIX U MyHULMMNANbHbBIX nyiaTexax, Ha
OCHOBaHUU NpeaCcTaBlEHHbIX 3ad9BUTENEM KOMUN JOKYMEHTOB;

3) NpOTOKON KMMHWYECKOTO WCCIeAOBaHUsl JeKapCTBEHHOro Mnpenapata Aans
MeAULMHCKOro NPUMEHEHNS;

4) 6poLuopy ncenenoBartens;

5) MHGOPMALIMOHHBIN NIMCTOK NaLWEHTa;



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

7) cBegeHusi O MeOUMLUMHCKMX OpraHu3aumsix, B KOTOpbIX npegnonaraetcd
npoBedeHne KITMHMYECKOro WCCredoBaHMUS JEKaApCTBEHHOro npenapara Aans
MEOULMHCKOrO  npuUMeHeHusi  (MofHoe M COKpalUeHHOE  HauMeHOBaHuS,
OpraHn3aunoHHO-NpaBoBasd popmMa, MeCTO HaxOXOEeHUS U MEeCTO OCYLLECTBIIEHUS
nesaTenbHOCTH, TenedoH, Tenedakc, agpec JJIEKTPOHHOM MOYThl  KaXKOdow
MeLULIMHCKOW opraHu3awuun);

8) cBefleHnA O rnpegnoriaraemMblX CpoKax rnposegeHna KIimHNM4YeCcKoro nccriegoBaHus
JIeKapCTBEHHOIO npernapara aJhda MmeguumnHCKoro rnpuMeHeHu4,

9) Konuio goroBopa 06A3aTeNbLHOr0 CTPAX0BaHWSA, 3aKIMOYEHHOrO B COOTBETCTBUM C
TUMOBBLIMX MpPaBUNaMM 00SA3aTeNbHOrO CTPaxoBaHMsA, C yKasaHueM npenenbHon
YNCMEHHOCTU MNaUMEHTOB, Y4acTBYWLMX B  KIMHUYECKOM  UccredoBaHun
NeKapCcTBEHHOro npenapata Ans MeauLHCKOro NpUMeHeEHUs;

10) MHopMauUWio O cocTaBe feKapCTBEHHOro npenapata Ansg MeauuMHCKOro
NPUMEHEHUS;

11) QOKYMEHT, COCTaBJSIEHHbIN NPOM3BOAUTESNIEM JIEKapCTBEHHOro npenapara Aans
MeLULIMHCKOrO NPMMEHEHUS U CoOepXalLmin MoKasaTenn (xapakTepUCTUKM), a Takxe
CBeEeHNa O JIeKapCTBEHHOM rpernapate Ansgd MeauuUMHCKOro MNpUMEHEHUs,
Npoun3BeLeHHOM A9 NPoBeLEeHNSA KITMHUYECKUX NCCreaoBaHum;

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 TpeboBaHMsM npasun Haarnexaluemn
NPON3BOLACTBEHHON TMPAKTUKK, BbIAHHOIO KOMMETEHTHbIM  YMNOSIHOMOYEHHbIM
OpraHoOM CTpaHbl MPON3BOAUTENSA NIeKapCTBEHHOIO npenapara.

3. B cpok, He npeBbiLaoWmin NATN pabounx gHEN CO OHA NPUHATUS YKasaHHOro B
NyHKTe 1 YyacTn 2 HacTosAuwen CTaTbW 3asiBEHUA U HeOBXOAMMbIX OOKYMEHTOB,
YMNOSNMHOMOYEHHbIN doefeparnbHbI OpraH UCMONHUTENBHON BacTu:

1) NPOBOAUT MPOBEPKY MOSIHOTbI M AOCTOBEPHOCTU CBEOEHWUA, COoOepXalmxcsl B
nNpeacTaBneHHbIX 3asiBUTENEM AOKYMEHTAX;

2) NpYHUMaEeT pelleHne O NPOBEeAEHMM 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) yBe4OMIIAET B 3MIEKTPOHHOM (popMe MM Ha BymMakHOM HocuTerne 3asiBUTenst o
NPUHATOM peleHnn Mbo B Crlydae MNpuHATUMSA pelleHnst 06 oOTKase Takxke C
yKazaHueM MpUYmH Takoro 0TKasa;

4) noAarotaBiiMBaeT U HanpasJIAE€T B 3KCMNEepTHOE y4dpexaeHne n COoBET MO 3TUKEe
3ajaHne Ha npoeeneHne CooTBETCTBYHOLLIMX 3KCNEPTU3.

4. B cnyyae BbISIBNEHWS HEMNOMHOTbI U (UNM) HEOOCTOBEPHOCTWU MHAOpMaL MK,
cogepxallencd B npeacTaBrieHHbIX 3asgBuTeneM OOKYMEHTax, YNOSIHOMOYEHHbIN
deepanbHbIA OpraH UCMONMHUTENbHOM BracTy HanpaBnseT 3asBUTEnNto 3anpoc ob
YTOYHEHUM YyKaszaHHOW WHopmauun. [aHHbln 3anpoc MoxeT ObiTb nepenaH
YrNOrMHOMOYEHHOMY MpeAcTaBUTESNI0 3asBUTENA NUYHO Mog PacruvcKy, HarnpasneH
MO no4yTe 3aka3HbiM MUCbMOM WM nepefaH B SJIEKTPOHHOW dopmMe Mo
TeNneKOMMYHUKaLMOHHbIM KaHanam cBaA3un. B cnyyae HanpaBneHus [aHHOro
3anpoca no no4yrte 3akasHbIM MMCbMOM OH CYUTAETCH NOJSTydEeHHbIM MO UCTEYEeHUN
lWecTM OHerM C [JaTbl HanpasBrieHuUs 3akasHoro nucbMa. 3asButens 00s3aH
npeacTaBuTb  OTBET Ha 3arnpoc  YMNOSIHOMOYEHHOro dpegeparnbHOro opraHa
NCMOSTHUTENbLHOM BracTu B CPOK, HE MpeBbILaloWmin AeBAHOCTa pabodnx aHen co
OHA ero nonydeHunss. Cpok, YyKasaHHbIM BYacTu 3 HACTOsAUEeW CTaTtbMu,
NPUOCTaHaBIIMBAETCH CO OHSA HaMNpaBrieHUa 3asgBUTENO 3anpoca YrnormHOMOYEHHOro
demepanbHOro opraHa WCMOMHUTENbHOW BNAactTM A0 [AOHA  NOSydeHUd UM
COOTBETCTBYIOLLEro OTBETA N HE YYUTbLIBAETCA MPU UCUYUCIIEHUN CPOKa NMPUHATUA
YrNOrNHOMOYEHHbIM befeparibHbiM OpraHoM WCTMONHUTENbHOW BMacTyU peLleHus o
NpoBeAEeHNN 3KCNepTU3bl JOKYMEHTOB 4518 NOSy4YeHns pa3peLleHus Ha nposeaeHne
KITMHNYECKOro UCCriefoBaHUA IeKapCTBEHHOro npenapata Ang MeguuuHCKOro
NPUMEHEHWS.
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5. OcHoBaHveM [nOna oOTKasa B NPOBEAEHUM IKCNepTuUdbl [OOKYMEHTOB ANid
NoslydeHns  paspelleHnsi Ha  NpoBedEeHue  KIMHUMYECKOro  uccrieqoBaHud
NeKapCTBEHHOro npenapata 19 MegUUMHCKOrO MNPUMEHEHNA U 9TUYECKOM
9KCMepTusbl SABMSEeTCH NpeacTaBneHne JOKYMEHTOB, NpenyCMOTPEHHbIX HacTblo 2
HacTosLWen CcTaTtbW, B HEMOSHOM OObemMe, HenpeacTasfieHMe 3adBUTENEM B
YCTAHOBJIEHHbIN CPOK OTBETA Ha YKasaHHbIN B HacTu 4 HACToALWEN CTaTbX 3arnpoc
YrNOSTHOMOYEHHOrO  doefieparnibHOr0  opraHa  MUCNOSMHUTENbHOM  BriacTm  nmvbo
OTCYTCTBME B MNPEeLCTaBIIEHHbIX [OOKYMEHTax WCYepnbiBalOLWEro nepeydHs
Heobxoanmon nHdopmaumm unn nHgopmaumm, Kotopas gormkHa 6biTb OTpaxeHa B
HMX, a TaKxe OTCYTCTBMEe WHJopMauuu, noaTeepxgarowenn dakt ynnaThbl
rocygapCTBEHHOW MOLWIMHBI 32 NPOBELEHNE 3TUYECKON IKCMepTU3bl, 3KCNepTUsbl
AOKYMEHTOB Ha JIeKapCTBEHHbIN npenapaTr Ans MOonyvyeHns paspelleHus Ha
npoBefeHne KIMHUYECKOrO UWCCredoBaHUsA JIeKapCTBEHHOro npenapaTta nnd
MEOULMHCKOINO MPUMEHEHUs, 3a Bblgayy pas3pelleHna Ha  npoBedeHue
KITMHUYECKOro ucCneaoBaHUs JIeKapCTBEHHOro npenaparta Ansg MeguuMHCKOro
NPUMEHEHUs, 3a MNpoBedeHNEe 3JKCNepTu3bl [JOKYMEHTOB Ha JieKapCTBEHHbIN
npenapar gnsg nosiydeHus paspelleHnss Ha npoBedeHve  MeXayHapO4HOro
MHOIOLLEHTPOBOIO K/IMHUYECKOrO UCCIeLOBaHUA NeKapCTBEHHOro npenapara gnd
MEOULMHCKOIrO MPUMEHEHUs, 3a Bblgayy pas3pelleHna Ha npoBedeHue
MEeXOYyHapOL4HOr0 MHOrOLLEHTPOBOIO KIIMHMYECKOro UccriefoBaHnA fiekapCTBEHHOMO
npenapata Ansgd MeOULUHCKOrO TMPUMEHEHUd, 3a MNpoBeLeHNe 3TUYECKOM
9KCMepTmsbl, 3KCNepTu3bl [JOKYMEHTOB Ha JIEKapCTBEHHbIM Mpenapar Ans
NOSlydeHNs paspeLleHns Ha npoBedeHWe MOCTPErnCcTPaLMOHHOIO KITMHUYECKOro
nccrieqoBaHNS NekapCTBEHHOro npenapara gnsg MeguuMHCKOro NMpuUMeEHeHud, 3a
Bblgady paspelleHns Ha npoBedeHWe MOCTPErncTPaLMOHHOIO  KITMHUYECKOro
nccriegoBaHns niekapCTBEHHOMO Npenaparta 419 MeauLMHCKOro NpuMeHeHus.

6. [llpoBeneHne aKCNepTuU3bl [OKYMEHTOB [SIA MNOSydYeHUs paspeLleHus Ha
npoBefeHne KIMHUYECKOrO UCCredoBaHUsA JIeKapCTBEHHOro npenapaTta nnd
MEAULMHCKOrO MPUMEHEHNA U 3TUYECKOW IKCMNepTu3bl, COCTaBsfieHNe KOMUCCUEN
9KCMepToB N COBETOM MO 3TUKE 3aKIOYEHNN O BO3MOXHOCTU UM HEBO3MOXHOCTHU
NpoBefeHNss TaKoro KIMHWYECKOrO0 UCCriegoBaHWSA W HanpaBlieHMe  3TUX
3aK/MOYEHNUN B YMONHOMOYEHHbIM doeeparibHbiA OpraH MCMOSHUTENBHOW BriacTu
OCYLLUECTBIIAIIOTCA B CPOK, HE MpeBbllaoumin Tpuguatn paboymx gHen co OHA
NOSTydeHN IKCMEPTHbIM ydpexaeHneMm 3aaHusa YnofIHOMOYEeHHOro doefeparnbHOoro
opraHa WCMOSHUTENBHON BIlaCTU C MNPUIOXEHNWEM [OKYMEHTOB, YKa3aHHbIX B
nyHkTax 3, 4, 10 n 11 yactn 2 HacTosWen cTaTbu, U COBETOM MO 3TUKE 3aLaHud
YMNOSNMHOMOYEHHOro doefieparibHOro opraHa UCMONHUTENBHOM BIIACTU C NPUITOXEHNEM
AOKYMEHTOB, YKa3aHHbIX B NyHKTax 3-6, 8 n 9 yacTtn 2 HacTosALLEen CTaTbu.

7. B cpok, He npeBblWarowpmn N9t paboymx AHEN Co OHS NOMYyYEHUS 3aKITFYeHNUI,
YKa3aHHbIX B 4acTW 6 HACTOALIEN CTaTbu, YNOSIHOMOYEHHbIN (hefeparibHbIN opraH
MCMNOSTHUTESNTbHOW BIIACTU:
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1) OCyLeCTBNSET OLEHKY MOCTYMMBLUMX 3aKMYEeHWn Ons  onpeneneHyst ux
COOTBETCTBMS 3adaHMsAM Ha NpOBeAeHNe COOTBETCTBYHOLLMX 3KCNEPTUS;

2) NpYHUMaEeT pelleHVMe O BblOadve paspelleHUs Ha NpoBeaeHVe KIMHUYECKOro
nccrnenoBaHUst NEKapCTBEHHOrO npenapaTta Ans MeauLMHCKOrO MPUMEHEHUST UMK
00 oTKase B Bblade ykazaHHOro paspeLleHus;

3) BblOaeT paspelleHne Ha NpoBedEeHMe  KIMHWYECKOro  UccregoBaHust
NeKapCTBEHHOro npenaparta Ans MeOuLMHCKOrOo MNMPUMEHEHUS UK pelueHne 00
OTKa3e B Bbla4ye yKa3aHHOro paspeLleHus ¢ ykasaHuem NpuynH oTkasa.

8. OcHoBaHMeM AN OTKasa B Bblgaye paspelleHnsi Ha NpoBeAeHne KIMHUYECKOro
NCCNEedoOBaHNsl TEeKapCTBEHHOrO npenapata Ans MeAUUMHCKOTO  MPUMEHEHUS
ABNSAETCH HanM4ne 3akroyYeHst KOMUCCUM 3KCMEPTOB MMM 3aKIlOYEeHUss coBeTa Mo
9TMKE O  HEeBO3MOXHOCTU  MPOBEAEHUS  KIMMHMYECKOro  MCCriegoBaHust
NekapcTBEHHOro npenapata Ans MeAUUUHCKOrO MPUMEHEHUs MO pe3ynbTatam
NPOBEAEHHbIX 3KCNEPTU3, NPeayCMOTPEHHbIX YaCcTbio 6 HACTOALLIEN CTATbMU.

9. PelweHne o6 oTkase B NpoBeOeHUM IKCNEPTU3bl JOKYMEHTOB ANs MOfyYyeHus
paspeleHnsi Ha npoBedeHUe KIMMHUYECKOro WCCMeaoBaHUs NEeKapCTBEHHOMO
npenaparta ans MegumuuHCKOro NpUMEHEHUs1 U 3TUYECKOW 3KCNepTM3bl U B Bblaadve
paspeleHnsi Ha nMpoBeAEeHUe KIMMHUYECKOro WCCMeaOoBaHUsS NEeKapCTBEHHOMO
npenaparta and MeauuMHCKOro NnpuMeHeHnst MoXeT BbiTb 0bXanoBaHO B Nopsigke,
YCTaHOBJIEHHOM 3aKoHogartennbcTBoM Poccunckon denepawinm.

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

KommeHTapun K ctatbe 39

Ctatbsa 39_1. 3TUYecKas aKcnepTn3a

1. DTuyeckas akcnepTM3a NPOBOAMTCA COBETOM MO 3TUKE, CO34aHHLIM B nopsigke,
YCTAHOBIIEHHOM  YMOJIHOMOYEHHbIM  defepanbHbiM  OpraHOM  UCMONHUTENbHOM
BfacTW, B LUensX Bblgadn 3akoyeHnss o0 3Tuveckon 0BOCHOBAHHOCTU
BO3MOXHOCTW  MPOBEAEHUSI  KIIMHUYECKOrO  UCCreaoBaHUs  NeKapCTBEHHOro
npenaparta Ans MeguUMHCKOro NpuMeHeHMsI.

2. JKcneptamm coBeTa MO 3TUKE MOryT OblTb NpeacTaBUTENIM MeOULMHCKNX
opraHuM3auuin, HayyYHbIX OpraHu3auun, obpasoBaTesbHbIX OpraHM3aunin BbICLLErO
obpasoBaHus, a Takxke nNpeacTaBUTeENM 06LECTBEHHbIX OpraHn3aummn, PenUMrmo3HbIX
opraHusauun n cpenctB mMaccoBon MHdopMaumn. [aHHble SKCnepTbl He OOIDKHbI
HaxoOMUTbCA B KaKoW-nMbo 3aBUCMMOCTU OT pa3paboTyUMKOB NEKapCTBEHHbIX
npenapatoB W Apyrux 5uvd, 3auHTEPeCcOBaHHbIX B pesyrbratax 3TU4EeCKOW
9KCMnepTussbl.
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3. Onnara ycnyr 3KCNepToB COBETa MO 3TUKE OCYLLUECTBNSETCS Ha OCHOBaHWUM
AO0roBopa, 3aKMOYEHHOro Mexdy YnoSIHOMOYEHHbIM dedeparnbHbiM - OpraHoM
NCMNONMHUTENbHOW BMNAcTU, KOTOPbIM CO34aH COBET MO 3TUKE, U 3KCNepTOM COBEeTa
No 9TUKe, 3a c4yeT OKOXKEeTHbIX  acCUrHOBaHWA,  NPEeAyCMOTPEHHbIX
YrNOrHOMOYEHHOMY beagepanbHOMY OpraHy WCMNOSIHUTENBHOW BracTu, KOTOPbIM
co3faH COBET Mo 3TuKe, B doeaepansHOM BrogxeTe Ha COOTBETCTBYIOLMIA rog Ha
obecrneyeHne ero AeaTenbHOCTN, B pasmepax, YCTaHOBMNEHHbIX [MpaBUTENbCTBOM
Poccuinckon degepaumn.

4. OkcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUMM C
3akoHogaTenscTBoMm Poccuiickon depepavimm.

5. CoctaB coBeTa nNo 3TUKe, MornoxeHne o6 3TOM coBeTe, nopAaaoK ero
OeATEeJIbHOCTMH, Tpe6OBaHMF| K KBaJ'IMCbMKaLl,MM n OonbITy pa6OTI:>I No 3KCMnepTHOW
OUEeHKEe  HaYy4HblX, MEONUNHCKNX WU 3TUHECKUX  aClieKkToB KITMHN4ECKUX
nccnegoBaHMn  fieKapCTBEHHbIX MpenapatoB AN MeOUUMHCKOro MNpUMEHeHus,
npegbdaBridemMble K 3KCrNeptamMm cCcoBeTa Mo 3TUKe, MnopAaaoK opraHn3adnnm u
nposeneHuns aTU4YecKkomn 9KCNepTn3hbl, (bopma 3aKIn4yeHnsda coBeTa Mno J3TUKe
yCTaHaBJIMBaOTCA YMNOJIHOMOYEHHbIM cben,epaanblM OpraHoM UCMOSTHUTESTbHON
BriacTu. Yncno npegcraBnTenen MeauuMHCKMX opraHn3aunm He MOXET MpeBbILaTh
NOJIOBUHY OT obLwero Yncna AQKCMNepToB COBETA Mo 3TUKe.

6. MHdopmaumna o coctaBe coBeTa MO 3TUKe, NriaHax ero paboTbl M TEKYLLEN
AEeATEeNbHOCTU  pasMewaeTca  Ha  oduvunanbHOM cauTe  YNOSIHOMOYEHHOro
denepanbHOro opraHa WUCNonHUTENbHOM Bractm B ceTn  "MIHTepHeT" B
YCTaHOBJIEHHOM MM MNopsigKe.

(Ctatbss pgonornHuTensHo BkmtodeHa ¢ 1 wuwona 2015 roga PegepanbHbiv
3akoHoM oT 22 aekabps 2014 roga N 429-93)

KommeHTapum Kk ctatbe 39 1

Ctatba 40. [poBeaeHne KNMHUYECKOro nuccrnenoBaHusA
NleKapCTBEHHOro npenaparta Ans MegULUMHCKOro
NnPpUMeHeHUs

1. PykoBogutenb MeOuuUUMHCKOM opraHusauum, KoTopasd MpoBOAWUT KIIMHUYEecKoe
nccrnegoBaHne JiekapCcTBEHHOro npenapata Ansg MeauuMHCKOro nNpUMEHEHUS,
Ha3Ha4yaeT uccrnegoBarternsi, OTBETCTBEHHOIO 3a NpPoBeAeHNe Takoro nccneaoBaHus
N umelowero nevyebHylo cneunanbHOCTb, COOTBETCTBYIOLLYO MPOBOAUMOMY
KITMHU4YECKOMY MCCReLoBaHUIO NIEKAapCTBEHHOIO npenapaTta, Co cTaxeM paboTbl Mo
nporpaMmmMam KIiMHUYECKUX UCCregoBaHUM NeKapCTBEHHbIX NMpenapaTtoB HE MeEHee
Yyem TpW roga v No ero nNpPeasrioXeHU HasHavaeT couccrnegoBaTenen U3 yucna
Bpayen 3ToON MeauLMHCKON opraHmn3aLum.

(YacTb B pegakuun, BBegeHHom B genctaure ¢ 1 nona 2015 roga PegepanbHbiv
3akoHoM oT 22 nekadpsa 2014 rona N 429-03.
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2. NccnepoBaTtenb ocyulecTBrndeT Bbl60p naumneHToB, KOTopbie No MeguunHCKNUM
NnokKalaHunAaAM MOryT ObITb npmBriev4eHbl K y4aCTnio B KIIMHN4YECKOM mUccrneaoBaHUn
JIeKapCTBEeHHOro rnpenaparta anda meamnumMHCKoOro rnipyumeHeHnA.

3. WccnepoBaTens W couccrieaoBaTenn [O0MKHbl OblTb  O3HAKOMMEHbl C
pesynbTaTtamy  OOKIMMHUYECKOrO UCCIEAOoBaHMA JIeKapCTBEHHONO  CpeacTBa,
coaepXalmmMmmcs B GpoLLope nccrenoBatens, NPOeKToM NPoToKomna KIMHUYECKOro
nccrnenoBaHWs NeKapCTBEHHOro npenapata Ans MeOuLMHCKOTO MPUMEHEHMS,
pa3paboTaHHbIM  pPa3paboTYMKOM  NeKapCTBEHHOro npenapata WM UHbIM
IOPUONYECKMM NULLOM, MPUBIIEKAEMbIM K OpraHuM3aLun npoBeaeHNst KIMHUYECKOro
nccnenoBaHUs NeKapcTBEHHOro npenapata Ans MeAULMUHCKOro MpUMEHEHUs!, U
OpYrMMy MaTepuanamm Takoro UCCreaoBaHus.

3 1. PykoBoautenb MeOuLMHCKOW OpraHuM3auum B CPOK, HE MpeBblLaloWmi Tpex
paboynx OHEN CO [OHS Havana npOBEeAEeHUs KNMHUYECKOro WUccreanoBaHus
NeKkapCTBEHHOro npenaparta ans MeguLuHCKOro NpMMeHeHns, coobLiaeT o6 3Tom B
YNOSTHOMOYEHHbIN  doeaepanbHbii  OpraH MCMNOSHUTENbHOM BNacTW, BblOaBLUMK
paspeLLeHe Ha NpoBeaeHNE Takoro nccrnenoBaHusl, Mo YCTaHOBMNEHHON UM dopMe
(4acTb gononHuTenbHO BKItodeHa ¢ 1 aHBaps 2011 roga PenepansHbIM 3aKOHOM
oT 29 Hos6psa 2010 roga N 313-93).

4. OpraHu3auun, OCYLUECTBNAKOWME OpraHM3auuio nNpPoBEeAEHUS KITMHUYECKOro
nccrnenoBaHNs NeKapcTBEHHOro npenaparta ansg MeauLUHCKOro NPUMEHEHUS Y
yKasaHHble B YacTtu 3 cTtatbu 38 HacTosuwero PenepalnbHOro 3akoHa, B criydae
HeobXo0OMMOCTU BHECEHNSA WU3MEHEHUN B MPOTOKON KMMHUYECKOro UccrenoBaHUs
NeKkapCcTBEHHOro npenapaTta Ans MeauLMHCKOro NnpumMmeHeHust coobwaot 0d 3Tom B
YNOSMHOMOYEHHbIN  doeaepanbHbii  OpraH MCMNOSMHUTENbHOM BNacTW, BblOaBLUMN
paspeLLeHe Ha NpoBeaeHNE Takoro nccrnenoBaHusl, Mo YCTaHOBMEHHON MM dhopMe
(4acTb gononHeHa ¢ 26 okTsa6psa 2010 roga PenepanbHbiM 3akoHOM OT 11 okTABpA
2010 roga N 271-93.

4 1. dopma COOOLUEHNSS O BHECEHUN W3MEHEHWUA B MNPOTOKOM KIMHUYECKOro
nccnenoBaHUsl NeKapcTBEHHOro npenapata Ans  MEeAUUMHCKOrO  MpUMEHEHMUs!
[I0IPKHA coaepaTh crieayrLLme cBeeHus:

1) HanMmeHoBaHME, Mﬂ,eHTVI(bVIKaLI,VIOHHbIﬁ HOMEP N Aata NpPoToKoJ1la KIMMHNYECKOIro
nccrnengoBaHuA,

2) Aarta BHECEHNSA UBMEHEHUIN B NPOTOKOS KITMHUYECKOro UccrenoBaHng;
3) HanMmeHoBaHME U MECTO HaXOXOAEHUA 3aABUTENA,

4) HaMMeHOBaHWEe opraHu3auun, NPUBMEYEHHON pPa3paboTyYMKOM JEKapCTBEHHOIO
npenapata K oOpraHu3auum npoBEAEHNs KIMHUYECKOro uccregoBaHusa (npuv
HanMM4nn);
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5) HaMMEHOBaHMUA N MeCTa HaxoXOeHUs MeOULUHCKUX opraHu3auuin, B KOTOPbIX
npoBOoAUTCA KITMHN4YECKOE UcCcriegoBaHne,

6) AaTta Bblgadyn pa3pelleHnda Ha nposeneHne KriMHM4YeCcKoro uccriegoBaHuna u
HOMEP 3TOIo pa3peLleHnA,

7) UBMEHeHWs1, BHOCKMbIE B NPOTOKOM KITMHUYECKOro UCCregoBaHus.
(YacTtb 4 _1 pononHutenbHO BKItodeHa ¢ 26 okTabps 2010 roga PegepansHbiv
3akoHoM ot 11 ok1abpa 2010 roga N 271-P3)

5. B cpok, He npeBbllwalowmn Tpuguatu pabouymx OHEW CO OHS MOonyyYeHusd
yKazaHHOro B YactM 4 HacTodAuwlen CcTaTbW COOOLIEHUSA, YNOSIHOMOYEHHbIN
denepanbHbIA OpraH UCMOMNHUTENBHOM BRAcTM paccMaTpuBaeT 3TO coobuleHne B
YCTAHOBSIEHHOM MM MNOpsiike U NPUHUMAaET pelleHMe O BHECEHUM U3MEHEHUN B
NPOTOKONT  KMMHWYECKOrO UCCneaoBaHWA  NIeKapCTBEHHOro npenapata Aans
MEOULMHCKOrO MPUMEHEHUST Unn 06 oTKa3e BO BHECEHMM TakuMX M3MEHeHuNn. [Npu
pacCMOTPEHNN COOBLLEHNA O HEOBXOOMMOCTU BHECEHUS U3MEHEHUA B MPOTOKOJT
KITMHUYECKOro MCcCneaoBaHusl JleKapCTBEHHOro npenapata Ans MeauuLMHCKOro
NPUMEHEHUST B LENsX OLEeHKM ODOCHOBAHHOCTM MpeanaraémMbiX WU3MEHEHUA W
onpenerieHna CTeneHn pucka Ans nauneHToB, MpUHMMalroWMx YyvacTue B
KITMHUYECKMUX  UCCreaoBaHusiX,  YNOSHOMOYEHHbIM  dpegepanbHbIM - OpraHoMm
NCNOSTHUTENBbHOW BlIaCTU MOTYT NPUBIIEKATbCA 3KCNepThbl coBeTa No aTuke. *40.5)

(Hacte B pepakuun, BBedgeHHou B pencteue ¢ 1 wmona 2015 ropa
dPenepanbHbiM 3akoHoM OT 22 nekabps 2014 roga N 429-93.

6. KnnHnyeckoe nccrnenoBaHWe NekapcTBEHHOro npenapata Ansi MeguuMHCKOro
NPUMEHEHNs1 MOXeT ObITb NMPUOCTAHOBIIEHO UM MPEKpaLLEeHo, eCnv B NpoLecce ero
NpoBeaeHnss obHapyxeHa OnacHOCTb ANS XW3HW, 340POBbs NauueHToB. B cnyyae
BO3HUMKHOBEHMSI OMAacHOCTU ONS KM3HM, 300POBbS NaUMEHTa, y4acTBYHOLLEro B
KIMMHUYECKOM UWCCIeqoBaHUM JieKapCTBEHHOro npenapata Ans MeauuUHCKOro
NpUMeHeHns1,  uccnegoBaTenm  06si3aHbl  NpouHdopMMpoBaTb 06  3TOM
pyKoBOOAUTENS MEOMLMHCKOM OpraHu3aumMum W opraHu3auuio,  MonyYuBLLYHO
paspeLLeHne YNoNHOMOYEHHOTo deaepanbHOro opraHa UCMONHUTENbHOW BracTu Ha
opraHuMsauuilo  NpoBedeHus!  KMMHUYECKOro  UCCREeAOoBaHUsi  NieKapCTBEHHOro
npenapata. PelweHve 0 MNPUOCTAHOBMEHUM  KIMHWUYECKOTO  UCCredoBaHUs
feKapCTBEHHOrO npenapata Afs  MEAWUMHCKOrO  MPUMEHEHUST  MPUHUMAaKT
pykoBoAUTENb MEAWMLUMHCKON opraHu3aumMn u (Mnn) opraHusauusi, noryymsLIas
paspeLLeHne YyNonHOMOYEHHOTo deepanbHOro opraHa UCMONHUTENbHON BracTu Ha
opraHMsauuilo  NpoBedeHVst  KMMHUYECKOro  UCCREAOoBaHUsi  NIeKapCTBEHHOro
npenapata ANs MeOMLMWHCKOrO MPUMEHEHUS, peLleHME O MpPeKpalleHUn Takoro
nccrneaoBaHus NpPUHUMaET YNOMHOMOYEHHbI dheneparnbHbii opraH
MCMOSHUTENBbHOM BracTU Ha OCHOBaHWM COOOLUEHUSS B MNUCbMEHHoW dhopme
pykoBoOAUTENs MEAWULMHCKOW oOpraHu3auum WnM opraHusauusi, noryymsLas
paspeLLeHne YNoNHOMOYEHHOro deaepanbHOro opraHa UCMONHUTENbHON BracTu Ha
opraHuMsauulo  NpoBedeHVs!  KMMHUYECKOro  WUCCREAOoBaHUsi  NIeKapCTBEHHOro
npenaparta ans MeaAULMHCKOro NPUMEHEHMSI.
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7. B cpok, He npeBblaloumn natM paboumx OHEM CO [HSA  3aBepLueHus,
NPUOCTaHOBIIEHUS nnm npekpaLeHuns KITMHNYECKOro nccnegoBaHus
neKkapCTBEHHOro rnpenapara Ana MeauLMHCKOro nNpuMeHeHus, coobLieHne ob aTom
HanpaBsnseTca opraHu3aumsMu, ykasaHHbIMM B MYacTu 3 ctatbu 38 HaCTOALIEro
defepanbHOro 3aKkoHa, B YNOSIHOMOYEHHbIN doeaeparibHbI OpraH UCNOSTHUTENTbHOW
BacTu No yCTaHoBMeHHOW UM copme. *40.7)

8. ®opma cooblleHMs O 3aBepLUeHMM, MNPUOCTAHOBIIEHUN WM MNpeKpaLleHUn
KITMHUYECKOro MCCrefoBaHus fieKapCTBEHHOrO npenapata Ans MeguuUHCKOro
NPUMEHEHNS OOSPKHA coaepxaThb:

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

2) onncaHne OaHHOro UCCreaoBaHus;

3) p[aHHble wuccnepoBatens (damuvnus, WMs, OTYeCcTBO, MeCTO paboThl,
3aHMMaemMasli [OOSPKHOCTb, CheumanbHOCTb, CTaX paboTbl Mo nporpaMmmam
KITMHUYECKUX UCCReaoBaHUN NEKapCTBEHHbBIX NpenapaToB, nNepeyYeHb KIMHUYECKNX
nccnegoBaHnin NEKapCTBEHHbLIX MpenapaToB, B KOTOPbIX OH MpuMHMMan y4vactue
(nepuoabl yd4acTus) B KadyecTBe uccriegoBatens unm couccriegosatens) (MyHKT
gornornHeH ¢ 26 oktadbpsa 2010 roga PenepanbHbiM 3akoHOM OT 11 okTabpsa 2010
roga N 271-93;

4) pesynbTaT [OaHHOIO WCCeaoBaHUA (3aBeplUeHne, NPUOCTaHOBIIEHME WU
NnpekpaweHne LaHHOrO MCCredoBaHUs C yKasaHMeM WX MPUYMH U BIUSIHUA Ha
OLEHKY €ero pesyrnbTaToB, OOLLy0 OLIEHKY puUcka WM OXugaemon nosb3bl OT
NPUMEHEHUS nccriegyemoro NeKapCTBEHHOro npenapara, a Takxe
npeanosiaraeMble ganbHenWmne encTems).
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8 1. Tllpu BbiIABNEHUM deneparnibHbIM  OpPraHoOM  UCMOSHUTESNbHOM  BIiacTH,
OCYLLECTBSIAIOLLMM (DYHKLMW MO KOHTPOSKO M HaA30py B cdepe 34paBoOOXpaHEHMS,
HapyweHUn npaBwST Haanexawen KIMHUYEeCKOM MpakTUKU Mpu  npoBeseHun
KITMHUYECKOro UCCrefoBaHUs fieKapCTBEHHOMO npenapara, BIIMAIOLWMX Ha MOSHOTY
n (MM) [OCTOBEPHOCTb [OaHHOMO KIMMHUYECKOro WCCredoBaHust, YKasaHHbIN
doegeparnbHbIN OpraH UCMONHUTENBHOM BflaCTM MNpUOCTaHaBMBAET NpoBeaeHne
AaHHOIO KIMMHMYECKOro MUCCredoBaHUs U BbIHOCUT MEOMULMHCKOM OpraHu3auuu, B
KOTOPOW NPOBOAUTCSA AaHHOE KIMHUYECKOE WccredoBaHune, npeanucaHne ob
YCTPaAHEHUN BbIABSIEHHbIX HapyweHun. [lpyn  HeycTpaHeHuu MeOULUMHCKOMN
opraHusaumnen BbISBMIEHHbIX HAPYLWEHUWW B YCTAHOBSIEHHbLIA B MpeanMcaHum Cpok
YKasaHHbIM (pefieparibHbI OpraH UCMOSTHUTESNTbHOW BacTU MPUHUMAET peLleHne o
NpekpaweHuM npoBefeHNA  KIMMHUYECKOrO  UCCIedOBaHUA  NIeKapCTBEHHOro
npenapara W HanpasenseT B defdeparbHbiA OpraH WCMONHUTENbLHOM BracTw,
OCYLLECTBIAIOWMIA  PyHKUMM MO BbipaboTke W peanusauum rocygapcTBEHHOM
NOSIMTUKM U HOPMAaTMBHO-NPaABOBOMY PErynMpoBaHnio B cdepe 34paBOOXpaHEHNS,
3aKsno4YeHne O BbISIBIIEHUM MPU MPOBEAEHUN JaHHOIO KITMHUYECKOro UCCredoBaHus
HapyLweHU NpaBuST Haaexawen KIMHUYECKOM NPaKTUKN OS89 NPUHATUA peLLeHnd
06 OTMeHe paspelleHnsT Ha OopraHM3auunio NPOBEAEHUA [aHHOMO KIIMHUYECKOro
nccrnegoBaHnss C AaTbl MPUHATUA PELLEHUA O MNPUOCTAHOBIIEHUU NpOoBeLEeHNd
KITMHUYECKOro uccrieoBaHna fiekapcTBEHHOro npenapara.

(YacTb gononHutTensHO BkItodeHa ¢ 1 uonsa 2015 ropa PenepanbHbIM 3aKOHOM
oTr 22 pekabpa 2014 roga N 429-03; B pegoakuun, BBEOAEHHOW B OeNCTBUE
denepasnbHbiM 3akoHoM oT 13 mona 2015 rona N 241-93.

9.  YnornHOMO4YeHHbI  pbegeparnbHbli OpraH  WCMOSHUTENBbHOM  BracTu
OonybrMKOBbLIBAET M pasMellaeT Ha cBoeM odwmumanbHOM canTte B ceTu "UHTepHeT"
coobLieHe O 3aBepLleHUKn, NPUOCTAHOBIIEHUN WIN MNPEKPALLEHNN KITMHUYECKOro
nccregoBaHNs JieKapCTBEHHOIo rnpenaparta gnsg MeauuMHCKOro npuMeHeHus B
CPOK, He npeBblalWmin NATU paboymx [HEW CO [OHSA ero nosiydeHusl, B
YCTaAHOBJIEHHOM MM MOpsKe.

10.  YnornHOMOYeHHbIn  doefeparnbHbIA - OpraH  UCMOMHUTESNTIbHOW — BracTu
OCYLLECTBIIAET  BedeHWe peecTpa uccriegoBarterien, NpoBOAAWLMX — UIK
NPOBOOMBLUMX KIMMHUYECKNE WCCIedOBaHUA IeKapCTBEHHbIX MpenapaTtoB OJid
MEAULUHCKOro NpUMeHeHusi, B COOTBETCTBUM C YTBEPXKOEHHBIMU UM NpasuriaMm mn
pasmMelaeTr ero Ha cBoeM odwmuuansHoMm 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 WUCCNeOoBaHUA JieKapCTBEHHOMO
npenapara Ang MegUUMHCKOrO TMPUMEHEHUA COCTaBIiAeTCA  opraHusaumen,
ykaszaHHou B YacTu 3 ctatbu 38 HacTodulero egeparnbHOro 3akoHa, Ha OCHOBaHUM
3aKMOYEHNN MeUUMHCKUX OpraHuM3auui, npoBOAMBLLMX 3TO UCCrenoBaHue, U
npeacraBndeTca B YNOSIHOMOYEHHbIN hefepanbHbIi OpraH  UCMOSHUTENbHOMN
BJflacTW, BblAaBLUMW pa3peLleHne Ha npoBeeHne 3TOro uccriefoBaHnd, B CPOK, He
NpeBbIWALMA TPpeX MeCHAueB CO AHS €ero 3aBepLleHus, MPUOCTaHOBIIEHNA WUIn
npekpaweHusi, B nopsake, YCTaHOBMIEHHOM YMOSMHOMOYEHHbIM  doefeparnbHbIM
OpraHoM MCMOSHUTENBHON BNacTu.

12. HapylweHue npaBun Hagnexawen KIMHUYECKOM NpakTUKK, danscudmkaumns
pe3yrnbTatoB KMMHUYECKOrO WUCCriefOoBaHUA JeKapCTBEHHOro mMpenaparta Ans
MEeLULIMHCKOro NpUMEHEHUS BieKyT 3a CODOM OTBETCTBEHHOCTbL B COOTBETCTBUMN C
3akoHopaTtenscTBoM Poccunrckon degepaumn.

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

13. lNpn npoBegeHNN KIMHUYECKOrO0 WCCreaoBaHUSA JfEKapCTBEHHOro npenapaTa
ANs MeQULMHCKOro NpUMeEHEHUsT JornyckaeTcs 3abop y naumeHToB B1onormieckmx
MaTepuarnoB (06pa3sLbl OUONOrMYEecKnX XMOKOCTEN, TKAHEN, CEKPETOB M NPOAYKTOB
XU3HeLEeATENbHOCTM YernoBeka, (M3NoorMyeckmnx U naTonorm4yecknx BblAeNeHun,
Ma3KoOB, COCKODOB, CMbIBOB, MWKPOOPraHNM3MOB, BUOMNCUMHBLIA MaTepuan) ans mx
nsydyeHna B Poccumnckon depepaumm u  (unm) 3a npegenamm  Poccuinckon
denepaumn.

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

14. INopsanok BBo3a B Poccunckyto Penepaunio 1 BbiBo3a 3a npeaerbsl Poccuinckom
denepaunn  OUMOMOrMHECKUX  MaTepuarnoB, MNOSIyYEHHbIX NpU  NPOBEAEHUN
KIMMHUYECKOINO WCCRedoBaHUA JIEKapCTBEHHOIO npenaparta Ansg MeguuMHCKOro
npumMeHeHusi, YycTaHaBrmBaeTca [lpaButenbctBom Poccumnckon denepauun.
*40.14)

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

KommeHTapumn Kk ctaTtbe 40

Ctatbsa 41. JloroBop 0 npoBeAEeHUU KITMHUYECKOro
nccneanoBaHUs JfieKapCTBEHHOroO nNpenaparta Ans
MeAULMHCKOro NpUMeHeHUs
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1. KnuHnyeckoe uccrieqoBaHWe NEKapCTBEHHOro npenapata Ans MeauLMHCKOro
NPUMEHEHMSI MPOBOAMTCA B COOTBETCTBUM C [IOTOBOPOM O MPOBEAEHMU
KNMMHUYECKOrO WCCIEeAoBaHUS reKapCcTBEHHOro npenapata Ans MeaULUHCKOro
MPUMEHEHMSI, 3aKMioYaeMbiM MeXOy opraHu3alunen, Mony4YmBlLUEN paspeLleHne
YNONHOMOYEHHOro  dpefiepanbHOro  opraHa  MUCMOMHUTENbHOM  BRacTuM  Ha
opraHM3aL o NPoBeaeHNs Takoro UccrnegoBaHns, U MeauLMHCKOW opraHusaLuunen,
OCYLLECTBNSAILLEN NpoBeaeHNe Takoro UCCneaoBaHus.

2. [loroBop © npoBedeHUn KIMHUYECKOrO UCCreaoBaHUsa  JieKapCTBEHHOro
npenapara anda meguumnHCKoro rnpuMmeHeHnA JormkeH coaepiKatb.:

1) yCnoBuAa U CpoKKn nposegeHnda 4aHHOro nccrnegoBaHuA,

2) onpeneneHne obLlwen cTomMmocTu nporpaMmmbl OaHHOINO UCCliegoBaHnA C
YKa3aHnem CyMMbl, Hpeﬂ,HGSHaanOU.leVICFl OnAa  BblnMaT UCCegoBaTesisdm,
counccriegoBartendam,

3) onpeneneHve opMbl NpeacTaBfieHnNsl pPe3ynbTaToB JaHHOro MUCCredoBaHus B
YNONHOMOYEHHbIN doeaeparnbHbI OpraH UCMOMNHUTENBHON BNacTu.
KoMmmeHTapumn K ctatbe 41

CtaTtbsa 42. PnHaHcoBOe obecneyvyeHue KNMHNYECKOro
nccnenoBaHUSA NIeKapCTBEHHOrO nNpenapara aAns
MeAULMHCKOro NpuMeHeHus

dunHaHcoBOe obecnevyeHne KIMHUYECKOro uccneaoBaHus JlIeKapCTBEHHOIo
npenapara anda meguumnHCKoro rnppuMmeHeHnA OCyLLEeCTBIIAETCA 3a CHET.

1) cpeacts dpegepanbHoro 6roaxeTa;

2) cpeacTB opraHM3al Wi, NonyYMBLUMX paspeLleHe Ha opraHmn3aLuio NpoBeaeHUs
[aHHOTO UcCcrneaoBaHusl, B COOTBETCTBMM C YCIOBMSIMM [OroBopa O €ro
NpPOBEAEHWM;

3) WHbIX He 3anpelleHHbIX 3akoHogaTenbcTBoM Poccunckon denepaumnm
NCTOYHUKOB.
KoMmeHTapum K ctatbe 42

CtaTtbs 43. [lpaBa nauMeHTOB, y4aCcTBYHOLINX B
KINTMHNYEeCKOM UccriefoBaHUM NleKapCTBEHHOro npenapara
Ans MegUUMHCKOro npuMeHeHus

1. YyacTue naumeHToB B KITIMHUYECKOM MUCCNeaoBaHnm JIeKapCTBEHHOIO npenapara
ana meanumHCKoro npuMeHeHuns ABndaeTc D,O6pOBOJ'IbeIM.
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2. MMaymeHT nnn ero 3akoHHbIN NMpeacTaBUTENb LOMMKEH ObiTb MHOPMUPOBaAH B
NMMCbMEHHOU POpME:

1) O nekapcTBEHHOM npenaparte AN MeOULMHCKOrO MPUMEHEHMSI U CYLUHOCTM
KIMMHUYECKOro NCCneaoBaHnsi 3TOro NekapCTBEHHOro npenapara;

2) o 6e30nacHOCTN feKkapCTBEHHOrO npenapara Ansg MeauuMHCKOro npuMeHeHus,
ero oxvgaemon 3pdPeKTUBHOCTU U CTENeHU pucKa Ans nauneHTa;

3) 006 ycnoBuax ydacTtusa naymeHTa B KIIMHNYECKOM nccneaoBaHnn NnekapCTtBeHHOIo
npenapara ana megunumnHCKoro npuMeHeHud,;

4) O uenn unn uendax wn npoaoJPKUTESIbHOCTU KITMHUYECKOro wuccriegoBaHusA
JIeKapCTBEHHOIO npernapara aJda MmegmumnHCKoro rnpuMeHeHu4,

5) 0 OeucTBuAX NauueHTa B cliydae HenpeaBuAaeHHbIX 3¢PeKToB BIMSAHUA
NeKapCTBEHHOro rnpenapara Ansg MeguuuMHCKOro NpUMEHEHUs Ha COCTOSIHWE ero
30pOBbS;

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

7) O TrapaHTuUdax KOHCbI/ID,eHLI,I/IaJ'IbHOCTI/I ydqactua nadneHta B KIMMHUYECKOM
nccrnegoBaHmn rnekapCcTtBeHHOro rnpenapara and MmeamuymHCKoro nppuMeHeHus.

3. [JobpoBornkbHOE cornacue nauneHtTa Ha ydacTue B KITMHUYECKOM UCCegoBaHUN
NeKapCTBEHHOro npenapara and MeguumMHCKOro NpUMeEHeEHNs1 NOATBEPXKOAETCH ero
noanuCcb0 UMM NOAMUCBHIO €ro 3aKOHHOro npeacTaBuTeENsa Ha WHAOPMAaLMOHHOM
NMCTKe navumeHTa.

4. laymeHT unnm ero 3akOoHHLIN npeacTaBUTENb MMEET npaBO OTKasaTbCA OT
ydacTma B  KIMHWMYECKOM UCCIedOBaHUW JNEKapCTBEHHOro npenapara Aans
MEAULNHCKOro NpUMeHeHUst Ha obon cTagum NpoBeAeHUs Takoro UccreaoBaHus.



5. lNpoBeneHne KIIMHUYECKOro WCCriedoBaHUA IeKapCTBEHHOro npenaparta ans
MEOULMHCKOrO MNPUMEHEHMSI C YydacTMeM B KayecTBe MauuMeHTOB [JeTen
AOMycKaeTcs TOMbKO C corfacuss B MNUCbMEHHOM dpopme UX poauTenen,
ycbiHOBUTENen. [etn Moryt paccmaTpuBaTbCHd B KadecTBe MNOTeHUUarbHbIX
NaLMeHTOB TaKOro uccrnegoBaHud, TOMbKO ecnn ero nposeneHne HeobxoanmMo Ans
YKpEenmneHns 300poBbsa AeTer U NpodomMnakTUKM MHAPEKLMOHHBLIX 3aboreBaHnii B
AETCKOM BO3pacTe B0 ecnun uenbio Takoro UccreaoBaHns sSBnsieTca nonyvyeHme
AaHHbIX O HaUny4LWwen JO3UPOBKe NeKapCTBEHHOMO npenapara ANnga neyveHus geTen.
B aTux cnyyasix TakoMy uCCregoBaHUIO LOSPKHO NpealecTBOBaTh KIMHUYECKOE
nccrieqoBaHe JieKapCTBEHHOro rnpenapara gngd MeguuMHCKOro npUMeEHeEHUs Ha
COBEPLUEHHONETHNX rpaxgaHax, 3a MWCKIMIOYEeHWEM Cry4aeB, ecriv UCCresyemMbln
NeKapCTBEHHbIW npenapatr AN  MeOUUMHCKOrO MPUMEHEHUA npegHasHayeH
NCKITFOYUTENBHO A5 UCMOSb30BaHNS HECOBEPLLEHHOSIETHUMU IpaXXgaHaMMU.

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

6. 3ar|peUJ,aeTc;| npoeegeHne KrimHM4eckKoro wumccriegoBsaHnAa rneKkapcTtBeHHOro
npenapara ansa meanumnHCKoro npuMeHeHnd ¢ ydactnemM B Ka4ecTBe NnaymMeHTOB:

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

2) XeHUWH B nepuoa 6epeMeHHOCTH, XEeHLMH B Nepuog rpyaHOro BCKapMIMBaHuS,
3a WCKIMIOYEHMEM CIlydaeB, €CnM MPOBOAUTCS KIIMHUYECKOEe MCcCreaoBaHue
NeKapCcTBEHHOro npenapara, NpeaHasHa4yeHHOro Afs YKa3aHHbIX JXEHLUMH, Mpu
YCIIOBUN HEOOXOAMMOCTU NofydYeHnst MHopMaL M TONbKO BO BpeMsi NpoBedeHus
COOTBETCTBYHOLUMX KITMHUYECKMX UCCNEAOBAHUA U MPUHATUS BCEX HEOOXOAUMbIX
Mep MO UCKIOYEHMIO pUCKa HaHeCeHus Bpeaa »eHWwHe B nepuoa 6epeMeHHOCTH,
XEHLUMHE B Nepuoa rpyaHoro BCKapMiMBaHus, Nioay unm pedeHky;

3) BOEHHOCNyXalux, 3a WCKIIOYEHNEM Crlyd4aeB MNPOBEAEHUA  KIIMHUYECKOro
nccregoBaHNs NeKapcTBEHHOMO npenapara, chneumnanbHo paspaboTaHHOro Ans
NMPUMEHEHUST B YCIIOBUSX BOEHHbIX [OEeWCTBUN, 4pe3BblY4anHbIX CUTyauun,
NPOOMNAaKTUKN N NieYeHnss 3aboneBaHnin U NopaXeHU, NostlydeHHbIX B pesyrnbraTte
BO3OENCTBUA HEeONaronpuaTHbIX XUMUYECKUX, Buonormyeckux, paguaunoHHbIX
drakTopoB. KnnmHn4eckoe nccnegoBaHme Takoro fiekapCTBEHHOro npenapaTta MoXeT
NpoBOOUTLCA C Yy4aCTMEM B KadecTBe MauMeHTOB BOEHHOCyXawmx, 3a
NCKIIOYEHNEM BOEHHOCTYKaLLMX, MPOXOASLMX BOEHHYK CIyx0Oy no npusbiBy, C
cobnogeHnem TpeboBaHui, YCTaHOBIEHHbIX HacToAWwmM PefeparnbHbIM 3aKOHOM B
OTHOLLEHNN rPaXdaHCKUX N,

4) COTPYOHNKOB NPaBOOXPaHUTENbHbLIX OPraHoB;

5) nuy, oTbbiBalWMX HakasaHMe B MecTax JmweHuss cBobodbl, a Takxke nuu,
HaXOOALLUMXCS NMOA CTPaXen B CreACTBEHHbIX N30MATOpaXx.
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7. [onyckaeTcs npoBeAeHME KIMHUYECKOrO0 WCCReaoBaHuUst fekapCTBEHHOMO
npenapata Ans MeOULMHCKOro MPUMEHEHUS, NpeaHa3HayYeHHoro Ans rnevYeHus
NCUXn4eckmnx 3aboneBaHun, C y4yacTMEM B KadecTBe MauUMeHTOB Iuy, C
NCUXNYECKMMIN 3ab0neBaHUAMM, MNPU3HAHHbLIX HeO4eecrnocobOHbIMM B MOPsiAKeE,
YCTaHOBNEHHOM 3akoHogaTtenbctBom Poccuiickon Pepepaumn. KnnHunyeckoe
nccrnegoBaHMe neKkapCTBEHHOrO npenapata B 9TOM Cryvyae MpoBOAUTCA Mpu
HanMuMM cornacusi B NMCbMEHHON hOpMe 3aKOHHbIX NpeacTaBuUTENen yKasaHHbIX
nu. *43.7)
KommeHTapum Kk ctaTtbe 43

Ctatbsa 44. Ob6sA3aTenbHOE CTpaxoBaHUE XU3HU, 300POBbLA
nayueHTa, y4acTBylLWero B KNMHUYECKOM UccrieAoBaHNN
reKapCTBEHHOro npenapara gna MeguLUuHCKOro
NnpUMeHeHns

1. OpFaHM3aLI,MF|, nosiyynsllasd pa3peleHne Ha opraHun3auunto npoBeneHus
KIMIMHNYECKOro wuccregoBaHna JneKkapCTBeHHOro npenapara ana mMeanmumHcCKoro
npuMeHeHuA, obsizaHa B Ka4yecTBe CTpaxoBaTtena CTpaxoBaTb PUCK NMPUYNHEHUA
Bpeda XM3HW, 300pOBbO MauneHTa B pe3dyribTate nposeaeHnd KIrIimHUN4YeCcKoro
nccenegoBaHnAa nekapcTtBeHHOro npenapara anda MeauumnHCKoOro rnpuMeHeHms 3a
CBOW cYeT nyTem 3aKJiio4eHnAa oroBopa obsa3aTensHoro CTpaxoBaHUA.

2. ObbekToM 0b6s13aTENBHOIO CTpaxoBaHNA ABINAETCA MMyLLI,eCTBeHHbIﬁ NHTEpEeC
nauueHTa, CBA3aHHbIA C npuynHeEHMeEmM Bpenga ero XmMsHmn win 300pOBblHO B
pesynbrarte nposeneHnd KInmHn4eCcKoro ncerieqoBaHnA JNieKkapCTBEeHHOIO rnpenaparta
ana meanymHCKoro nppuMmeHeHuA.

3. CTanOBbIM Cl/liydaemMm 1o [Oorosopy obsasarenbHoro CTpaxoBaHUA ABJIAETCA
CMepPTb NauneHTa unn yxyauweHme ero 340poBbd, B TOM HYUCTIE BJrieKyLlee 3a cobon
yCTaHoBJIeHne WHBarmMaHoOCTU, nMNpu Haln4ynun NPUYNHHO-CNEACTBEHHON CBS3U
Mexay HacTynrneHnem 3TOro cobbITns 1n ydqactmemMm nauneHta B KIIMHUYECKOM
nccregoBaHnMn NekapCcTBeHHOro npernapara.

4. Tpe6OBaHVIFI O BO3MeweHnn Bpena, MNPUYNHEHHOIo XKNU3HU WM 300POBbLIO
nauneHTa, NnpeabAaBiAal0oTCA B Te4eHNE CPOKOB NCKOBOW 0aBHOCTH, YCTaHOBJIEHHbLIX
rpagaHCKnM 3aKoHOA4aTeSIbCTBOM.

5. Pasmep cTpaxoBoi BbinnaTbl MO [OroBopy 06s3aTerlbHOr0 CTpaxoBaHUS
COCTaBnsEeT:

1) B cnyyae cMepTu nauueHTa ABa MUMNNMOHA PyOner Ha Kakaoro nauueHTa,
y4acTBOBABLLErO B KIMHUYECKOM UCCIeA0BaHUN NEKapCTBEHHOMo Npenapara;

2) Npu yxyaLIeHUM 300PpoBbs NaLUeHTa:
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a) noenekwem 3a cobon yCTaHoBJ1IeHne unHBanMaHoOCTU | reynnel, oanH MWITTIMOH
NATbCOT ThbICAY py6nel71 Ha KaxXgoro naudneHTa, ydacrtBoBaBLUEero B KIIMHMYECKOM
nccregoBaHnMn NekapCcTBeHHOro npernapara,

6) noBnekliem 3a cobol ycTaHoBneHne nHeanuaHocTu Il rpynnbl, oAUH MUNMNOH
pyonen Ha Kagoro nauueHTa, y4acTBOBaBLUErO B KIMMHUYECKOM WCCreaoBaHum
nekapcTBEHHOro npenapaTa;

B) noernekwem 3a cobon yCTaHoOBJ1IEHNE UHBAIIMOHOCTH ] rpynnbl, NMATbCOT ThbICAY
py6nel71 Ha Kaxaoro nauuneHTta, yydYacTBoOBaBLUEro B KIIMHMWYECKOM UcclegoBaHun
JIeKapCTBEHHOrO rpenaparta,

) He noBrekwem 3a cobon yCTaHOBMEHUSI MHBANMAHOCTU, He Bonee 4yem TpucTa
TbiCAY pybnem Ha Kaxgoro nauuMeHTa, YydacTBOBaBLUEIO B KIMHWUYECKOM
nccnegoBaHUM NieKapCTBEHHOrO npenapaTa, Ucxoas U3 HOPMaTUBOB, OTPaXKaroLLMX
XapakTep U CTeneHb NOBPEXOEHUs 300POBbS, a Takke (PaKTUYECKU MOHECEHHbIX
NayMeHTOM pPacxogoB, Bbl3BaHHbIX MOBPEXOEHMEM 300POBbSA, HA MEOULMHCKYIO
NnomMoLLb, NpnobpeTeHne NekapCTBEHHbIX NpenapaTos.

(MoonyHKT B pedakuuu, BBedeHHon B pgenctene ¢ 1 uwona 2015 roga
dPenepanbHbiM 3akoHoM OT 22 nekabps 2014 roga N 429-93.

6. YacTb yTpaTtuna cuny c 1 mona 2015 roga - PeaepasnbHbiv 3aKOH OT 22 aekabps
2014 roga N 429-93. .

7. CpOK Aorosopa obsa3aTensLHoro CTpaxoBaHNA HE MOXET ObITb MEHee, Yem CpOK
npoBeneHna KInmHM4eCcKoro nccriefoBaHmns nekapCTBeHHOro npenapara.

8. YcnoBusi goroBopa o06s3aTenbHOr0 CTpaxoBaHWUs, B TOM 4uUCNe CTpaxoBbie
Tapudbl MO o0bA3aTeNnbHOMY CTpPaxOBaHWUIO, NepevyeHb HeoBXOOAMMbIX OOKYMEHTOB
A1 OCYLLECTBIEHUSI CTPaxoBOW BbINMaThl, MOPSA0K YCTAHOBIIEHUS CTpaxoBaTenem
NHOMBMAOYaNbHOro NaeHTUONKaLMOHHOIO Koaa nauneHTa, NnopsiaoK
MHPOPMMPOBAHNS CTpaxoBaTesieM CTpaxoBLWKa O NPUBIIEYEHHbIX K KITMHUYECKOMY
MCCNeQoBaHMIO NEKApPCTBEHHOro npenapata Ansg MeauUMHCKOro MNPUMEHEHUS
naymeHTax, nopsgoK ynnaTbl CTpaxoBOM MNpeMun, MNOpsSgoK — peanusauum
onpenerieHHbIX Hactosuwmm deneparnbHbiM 3aKOHOM U ApyruMu doeaeparnbHbIMU
3aKOHamMM npaB W 004A3aHHOCTEM CTOPOH MO OOroBopy 06s3aTensHOro
CTpaxoBaHusA, a TakKxe HOopMaTuBbl, OTpaxawlme XxapakTep W CcTeneHb
NOBPEXOEHMS 300POBbS, YyCTAHABIMBAKOTCS TUMOBLIMU NpaBunamMmm 06a3aTenbHOro
CTpaxoBaHu4. *44.8)

(HYacte B pepakuun, BBeageHHou B pencteue ¢ 1 wmona 2015 ropa
dPenepanbHbiM 3akoHoM OT 22 nekabps 2014 roga N 429-93.
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9.B cllydae npnvinHeHus spena xXM3Hn nauneHTta, ydacrtesoBaBLUEro B KIMIMHN4YECKOM
ncenegoBaHMM  NiekapCTtBeHHOro  ripenaparta, BbIFO,EI,OI'IpMO6peTaTeJ'IF|MM no
A0orosopy obsa3aTensHoro CTpaxoBaHNA ABNAKOTCA rpaxgaHe, mMmerolme rnpaBo Ha
BO3MeELLeHNEe Bpeda B Criyd4ae CMepTU KOpMusibLia B COOTBETCTBUN C IMPaXKOaHCKUM
3aKoHOAaTesIbCTBOM, MpU OTCYTCTBUUN TaKUX rpaxaaH - poautenun, cynpyr, OeTu
ymepLiero nauneHTa, yqyacTBOBaBLUEro B KITMHNYECKOM nccrnegoBaHnMn
JIeKapCTBEHHOIo npenapara, B ClJliydae CMepTu nauueHta, y4acTBOBaBLUEIO B
KITMHN4EeCKOM UCCJiegoBaHMMN JIEKaApPCTBEHHOIo npernaparta W He WMEeBLUEro
CaMOCTOATESIbHOIoO AoxoAa, - rpaxgaHe, Ha WwxanBeHM KOTOPbIX OH Haxoawrcd, B
OTHOLLEHNN BO3MELLUEHUA PaCXOo4OoB Ha norpe6eHme nauneHTta, ydactsoBaBLUEero B
KITMHN4E€CKOM UccrnegoBaHnn nekapcTtBeHHOro npenapara, - rimio, noHecLlee Takme
pacxoibl.

10. CTanOBaH BblfJy1latTa B CYEeT BO3MeWweHUud BpeAaa, MNpU4nHEeHHOro >MN3Hu
nauuneHta, ydacTtBoOBaBLUEro B KJIMHUYECKOM WUCCJieJoBaHN J1eKapCTBEHHOIo
npenapara, pacnpegendaeTtcda Mmexay BbIFOJJ,OI'IpMO6peTaTeJ'IF|MM nponopLumnoHaribHO
NX KONnM4ecTBY B pPaBHbIX O0JIAX.

11. Tlpn HacTynneHunm CTpaxoBOro cry4vyass NauueHT, Yy4acTBOBaBLUMA B
KITMHUYECKOM MCCreaoBaHMM NEKapCTBEHHOMO npenapara, BblirogonpuodbpeTtarens
BNpaBe NpeabsBUTb HEMOCPEACTBEHHO CTPaxXOBLLMKY TpeboBaHMe O BO3MELLEHUM
npuymMHeHHoro Bpeda. CTpaxoBas BbinfiaTta OCYLWECTBSETCS CTPaxXOBLUMKOM B
TeyeHne Tpuauatu OHEW CO OHS NpeacTaBfieHUss HEeOOXOAUMbBIX [OKYMEHTOB.
[MaumeHT, y4acTBOBaBWMA B KIMHWYECKOM UWCCNEOOBaHUM NEKapCTBEHHOro
npenapaTta, unu BbirogonpuobpeTtatens 006s3aH coobWMTb CTPaxXOBLUMKY AN
OCYLUECTBNEHNSA CTPax0oBOM BbiNfaTbl MHOMBUAYANbHbBIN MOEHTUUKALMOHHBIA KOA
NauueHTa, YCTaHOBIIEHHbIN CTpaxoBaTenemM B COOTBETCTBUM C  TUMNOBbIMU
npaBunaMmm obasaTenbHOro cTpaxoBaHusd. *44.11)

12. o nonHoro onpeaesieHna pas3Mepa noanexawlero BO3MELWEHUIO Bpeaa
CTpaxoBWUK MO 3adBJieHMKO nMNadneHTta, ydactBoBaBLIEro B  KIIMHUYECKOM
nccecnegoBaHnMn JIeKapCTBEHHOIo npenapara, nnm 3adABJIEHUNIO
BbIFOJJ,OI'IpMO6peTaTeJ'IF| BrpaBe OCyWEeCTBUTb 4YacCTb CTpaxoBoW BbINaThl,
COOTBETCTBYHLLYHO CbaKTM‘-IeCKM ornpeaeneHHon YyacTu NpUYNHEHHOro Bpeaa.

13. CTanOBaH BbllJylatTa B COOTBETCTBUM C [OOMOBOPOM obsa3aTensHoro
CTpaxoBaHUA OCYyLWEeCTBJIAETCA HE3aBMCUMMO OT Bblll1aT, NPpUYNTaOLMXCA MO
ApyrmMm Bngam CTpaxoBaHUA.

14. He AornyckKkaetcqa y4yactme rnadmeHta B nposeeHnn KImHNM4eCKoro
nccecrnengoBaHnA JIeKapCTBEHHOIoO npenapara npu OTCYyTCTBUN Aorosopa
obsa3aTensHoro CTpaxoBaHUA.
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15. KOHTponb 3a uWCMofHeHWeM opraHu3auuven, MnonyymBlLIEN pa3peLleHne Ha
opraHuMsauuio  rnpoBedeHUs1  KIMHUYECKOro  UccriegoBaHnd  NieKapCTBEHHOro
npenaparta Ansg MeauuMHCKOro rnpuUMeHeHNd, YCTaHOBIIEHHON HaCTOSLLEN CTaTben
0643aHHOCTM MO 06s3aTeNbHOMY CTPaxOBaHUIO >XU3HW, 300POBbSA MaUMEHTa,
yyacTByoLLero (y4acTBOBaBLUENO) B KIIMHUYECKOM UCCIie4OBaHUN JIEKapCTBEHHOIO
npenapata, OCYLUECTBNAETCH  YMNOSIHOMOYEHHbIM  begepanbHbiM  OpraHoMm
MCMNOSIHUTENMBbHOW BrAacTW, BblAaBLUMM pas3pelleHne Ha npoBedeHue KITMHUYECKUX
nccrnegoBaHn NieKapCTBEHHbIX NpenapaTtoB 4ns MeaAnLUHCKOro NpuMeHeHNS.

(Ctatba B pepakuun, BBegeHHoM B penctene ¢ 1 sauBapsa 2011 roga
depepanbHbiM 3akoHOM 0T 29 Hosa6pa 2010 roga N 313-93.

KommeHTapumn K ctatbe 44

(naBa 8. [lpon3BoACTBO U MapKMpPOBKa
reKkapCTBeHHbIX cpeacTB (cTaTtbu 45 - 46)

CtaTtbsa 45. [Ipon3BoacTBO NeKapCTBEHHbIX CPeAcTB

1.  [llpon3BoAcCcTBO  JIEKAPCTBEHHbLIX CPeACTB  AO/MKHO  COOTBETCTBOBATb
TpeboBaHMsIM NpaBui Haanexawen nNpon3Bo4CTBEHHOW NPaKTUKK, YTBEPXKOEHHbLIM
YNOSHOMOYEHHbIM doeeparibHbIM OpraHOM UCMONHUTENbHOM BracTu. OcobeHHoCTH
nepexona npovsBoaCTBa OTAENbHbBIX JIEKAPCTBEHHbLIX CPEACTB K MUX MPOM3BOACTBY
B COOTBETCTBMM C TpeboBaHMsSIMXU MpaBuin Haanexawen nponsBoaCTBEHHOM
NpakTuUKM ycTaHaBrmBalTcs [lpaButensctBom Poccuinckon ®Penepaumn. Boigada
3aKIIOYEHNN O COOTBETCTBUM MNPOM3BOAUTENS  JIEKAPCTBEHHbLIX CpPeacTB
TpeboBaHMsIM NpaBui Haafexawen NPpon3Bo4CTBEHHOW NPaKTUKM OCYLLECTBISETCS
No pesyrnbrtartamM WMHCMNEKTUPOBaHUS MNMPOU3BOAUTENEN JIeKapCTBEHHbIX CPeaAcTB B
nopsgke, yctaHosreHHoM [lpasButenbctBom Poccuimckon Pepepaumn. Pasmep
nfaTtbl 3a Bblgayy 3akio4YeHNs O COOTBETCTBMM MPOU3BOOUTENA JIeKapCTBEHHbIX
cpeacte TpeboBaHMAM MpaBun  Hagnexallen npou3BOACTBEHHON MPaAKTUKK
ycTaHaBrmBaeTca  [lpaButenbctBom  Poccunckon  Pepepaumn.  lopsagok
opraHmsauum N rnpoBeAEHNA NHCMNEKTUPOBAHUS NPOM3BOAUTENEN NEeKapCTBEHHbIX
CpedcTB Ha COOTBETCTBME TpeboBaHNAM NpaBul Hagnexallen Npon3BoacTBEHHON
NpaKkTUKKN ycTaHaBnmeaeTcs NpaButensctBoM Poccuickon Penepaumn. *45.1)

(Hactb B pepakuuu, BBedeHHoW B pencteme ¢ 25 umwoHa 2012 ropga
denepanbHbiM 3aKkoHOM OT 25 noHda 2012 roga N 93-93; B pegakunmn, BBEAEHHON B
aenctemne ¢ 22 Hosabps 2014 roga PenepanbHbiM 3akoHOM OT 22 okTsabps 2014
roga N 313-®3; B pepmakuuun, BBegeHHoum B genctBne ¢ 1 wmona 2015 roga
denepanbHbiM 3akoHOM 0T 22 aekabpa 2014 rona N 429-P3.
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2. [lpon3BoaCTBO JieKapCTBEHHbIX cpeacts B Poccuinmckon denepauyumn
OCYLLUECTBIISIETCA  MNPOU3BOAUTENSMU  JIEKApPCTBEHHbIX CPeaCcTB, UMEKLWMn
NMUEH3NI0 Ha MNPOM3BOACTBO JleKapCTBEHHbIX cpeacTB. [loaTBepaeHue
COOTBETCTBUA NULUEH3MATA NpaBuniaMm Hagnexalwlen npou3Boa4CTBEHHOM MPaAKTUKK
OCYLLECTBISIETCA B paMKaxX JIMUEH3MOHHOMO KOHTPOMNSs B COOTBETCTBUMM C
3akoHogartenscTBoMm Poccuimnckon denepaumm ¢ y4eToM 0CODEHHOCTEN, YKa3aHHbIX
B YacTu 1 HacTodLen cTaTbn. *45.2)

(YacTb B pepakuuu, BBedeHHOWM B JgenctBue c¢ 22 Hosibpa 2014 ropa
degepanbHbiM_3akoHOM OT 22 okTsabpsa 2014 roga N 313-93; B pegakuuu,
BBeaeHHon B geunctBune ¢ 1 umwona 2015 ropa PenepanbHbIM _3aKOHOM OT 22
nekabpsa 2014 rona N 429-93.

3. lMpon3BoacTBO NEKapCTBEHHbIX CPEACTB OCYLUECTBNSETCS C COOMNogeHneM
TpeboBaHui MPOMBbILLINIEHHOIO pernameHTa, KOTOpPbIN yTBEPXKOAETCS
pykoBOAUTENEM MPOM3BOAUTENSI NEKapCTBEHHbIX CPEACTB W BKNoYaeT B cebs
nepeyeHb UCMOSb3yeMblX bapMaLeBTUYECKMX CYOCTaHUUA M BCMomoraTenbHbIX
BELLUECTB C YKa3aHMeM KONMYeCcTBa KaXOgoro M3 HUX, AaHHble 006 MCMonb3yeMoMm
obopyaoBaHMK, OnMcaHue TEXHOMOIMYECKOro npoLecca U MeTOO4OB KOHTPONsS Ha
BCEeX dTanax NponsBoACTBa NekapCTBEHHbIX CPeaCTB.

4. [Mpwn Npou3BOACTBE NeKapCTBEHHbIX cpencTts MCNOSb3YKTCH
drapMmaLeBTU4ECKNE CYOCTaHUMM, BKIIOYEHHbIE B rOCYapCTBEHHbIN peecTp
NeKapCTBEHHbIX CPeacTB, 3a WUCKMoYeHneM apmaueBTUYeCcKMX cybCcTaHuun,
NPOM3BOAUMbBIX NS NPOBEAEHUA KIMHUYECKUX MccreqoBaHun u ana akcnopta. K
npoueccy npousBoacTBa papmaueBTUYECKOM CYOCTaHUMM OTHOCATCA Jobble
CTagun TEeXHOSOrM4YeCcKoro rnpowecca, no3BossoWwme NnoslydmuTb roTOBbIN NPOOYKT,
cooTBeTCcTBYylOLMI TpeboBaHNAM apmMakonemHon cTaTtbW, B TOM 4ucre
depMeHTaunsa, IKCTpaKuMsl, O4YUCTKA, BblOeNneHue, nepekpuctTanmsauus,
BbICyLLMBAHME, U3MESNbYEHME.

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

4 1. lNepeyeHb rieKapCTBEHHbIX MpenapaTtoB AN MeAULUHCKOro MpPUMEHEHUd, B
OTHOLLEHUN KOTOPLIX YCTaHaBfmMBaroTCcA TpeboBaHus K 06beMy Tapbl, ynakoBKe U
KOMMJIEKTHOCTW, MepevYeHb JIEKapCTBEHHbIX MpenapaTtoB AN BeTEepUHapHOro
NPUMEHEHNS, B OTHOLUEHUMW KOTOPbIX YCTaHaBnuBatoTcs TpeboBaHna K ob6bemy
Tapbl, a Takke TpeboBaHMA K 0ObeMy Tapbl, YNakOBKE W KOMMIIEKTHOCTU
NEKapCTBEHHbIX MpenapaTtoB AN MEeOUUMHCKOrO NPUMEHEHUs), TpeboBaHUA K
obbeMy Tapbl JlEKapCTBEHHbLIX MNpenapaTtoB Afs BETEPUHAPHOIO MNPUMEHEHUS
onpenenatTCcs COOTBETCTBYHOLLMMN YNONTHOMOYEHHbLIMU dheaeparibHbIMU OpraHamu
MUCMNOSIHUTENBbHOW  BIlaCTM B MOPsSAKe, YCTaHOBSIEHHOM  [lpaBUTenbLCTBOM
Poccuinckon denepaumn.

(YacTb gononHutensHo BkItodeHa ¢ 1 uonsa 2015 roga PenepanbHbIM 3aKOHOM
ot 22 pgekabpa 2014 roga N 429-03; B peoakuun, BBeaeHHOM B gencTteme ¢ 15
nekabpsa 2015 roga PegepanbHbiv 3akoHoM OT 14 aekabpsa 2015 roga N 374-93.
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5. 3anpellaeTcs NpomM3BoOACTBO:

1) nNeKkapCTBEHHbIX CPeAcTB, He BKIMOYEHHbIX B rOCYNapCTBEHHbLIA pPEecTp
NEKAPCTBEHHbIX  CPeACTB, 3@  WUCKMHYEHMEM  IeKapCTBEHHbIX  CPencTs,
NPON3BOAMMbIX AN NPOBEAEHUS KIIMHUYECKUX NCCNEAOBaHNIA U AN 9KCNOPTa;

2) hanbcmdmunpoBaHHbIX fIeKapCTBEHHbIX CPEACTB;

3) nekapcTBeHHbIX cpeacTB 6e3 nMUEeH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX
CpencTs;

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

6. lNpn BBOAE NEKAPCTBEHHbIX CPEACTB B rpagaHCKuMin obopoT YrnorIHOMOYEHHOe
NMLO NPOU3BOAUTENSA JeKapCTBEHHbIX CPenCTB OCYLIECTBNSAET MNoaTBepXaeHue
COOTBETCTBUA JlEeKapCTBEHHbIX CpeaCcTB TpeboBaHUAM, YCTAHOBMEHHbIM MpPU WX
rocygapCTBEHHOW perucTpauuu, M rapaHTMpyeT, YTO JieKapCTBEHHble cpencTBa
npov3BedeHbl B  COOTBETCTBMM C  TpeboBaHMAMM  MNpaBunl  Hagnexallemn
NPON3BOLCTBEHHOWN NPaKTUKN.

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

7. YNONMHOMOYEHHbIM NNLLIOM NPOU3BOAUTENS NIEKAPCTBEHHbIX CPEACTB SIBMSETCS
ero paboTHWK, aTTECTOBaHHbIN B YCTAHOBSIEHHOM YNOSTHOMOYEHHbIM doeeparnbHbiM
OpraHOM 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 u (MnM) OOHOMY W3 HaMNpasfeHWW MOAroTOBKWU: Buonorus,
buoTexHornorna, BeTepuHapusi, KIMHWMYecKass MeguuuHa,  pagunaluoHHas,
XMMmnyeckasi U buonormdeckasa saumrta, papmaums, dyHgameHTanbHaa MeguumHa,
XMMU4Yeckasi TEXHOSOMA, Xumusi. *45.7)

(HacTb B pepakuuu, BBedeHHOM B JgenctBue c¢ 22 Hosibpa 2014 ropa
denepanbHbiM 3aKkoHOM 0T 22 okTA6ps 2014 roga N 313-93.

8. [lpousBoauTenn nekapCTBEHHbIX CpPeaCcTB MOMyT OCYLWEeCTBNATb Mpoaaxy
NEKApPCTBEHHbLIX  CpPeacTB nnm nepenasaTb MX B  YCTaAHOBJIEHHOM
3akoHopaTtenbcTBoM Poccunrckon degepaumm nopsake:

1) OpyrM NPOU3BOAUTENSAM  EeKapCTBEHHbIX CPeACcTB [Afs  NpPOU3BOACTBA
NeKapCTBEHHbIX CPeaCTB;

2) opraHmn3aLusiMm ONTOBOW TOPrOBIN NEKAPCTBEHHbIMU CpeacTBaMK;
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3) anTteyHbiM  OpraHm3auunsam, BETEPUHAPHbLIM  anTe4HbIM  OpraHmn3auunsam,
nHansmnayarbHbIM npeanpuHnMmaTesiam, MMELLIMM JIMUEeH3NIo Ha
CbapMaLl,eBTW-IeCKyI-O OeATesIbHOCTb nnm JIMUEeH3No Ha MeanUnNHCKYHO
OeATEeJIbHOCTb;

4) Hay4HO-UccregoBaTeNbCKMM OpraHu3auuam And Hay4yHO-UccreaoBaTerlbCKOM
paboThbl;

5) MeanunHCKM opraHm3aumnam n BetTepmHapHbiM OpraHmn3aunsam,

6) opraHu3auusaMm, OCyLIECTBNAIOWMM pa3BedeHne, BblpalmBaHue U cogepxaHue
KUBOTHbIX.
KommeHTapumn K ctatbe 45

Ctatba 46. MapkupoBKa NeKapCTBEeHHbIX CPeAcTB

1. ”eKapCTBeHHbIe npenaparbl, 3a WUCKJTIOHEHMEM JIEKapCTBEHHbIX Mpenapartos,
M3roToBJIEHHbLIX anTedYHbiIMMXU  OopraHn3aunamMun, BeTepuHapHbIMKU  anTe4YHbIMU
opraHmnsauunamun, nHonsuayarnbHbIMU npegnpuHnMmartenamm, nmerwummMmn JIMLEH3Uo
Ha CbapMaLl,eBTW-IeCKyI-O OeATEeSIbHOCTb, AOJPKHbI MOCTYNAaTb B o6pau.|,eHme, eCln.

1) Ha WX nNEPBUYHON YNakoBKe (3a WCKIMOYEHMEM MEPBUYHON YNaKOBKW
NEKapPCTBEHHbIX PaCTUTENbHbLIX MNPenapaTtoB) XOPOLWIO YUTaeMbIM LIPUAITOM Ha
PYCCKOM  A3blke€  YyKasaHbl HaMMEHOBaHME  JIeKapCTBEHHOro  npenapara
(MexxgyHapogHoe HenaTeHTOBaHHOE, MK rPYNnMPOBOYHOE, UM XMMUYECKOE, UM
TOproBoe HaMeHOBaHue), HOMeEp cepuum, para BbIMNycKa (ans
NMMYHOOMOSOrMYEeCKMX NeKapCTBEHHbIX NpenapaToB), CPOK roAHOCTU, 403UPOBKa
NN KOHLLeHTpauusi, 00beM, akTUBHOCTb B eAuHuLAaxX OENCTBUA UMM KONMMYECTBO
A03,;

(MyHKT B pemakuumn, BBeOaeHHoOM B penctBne c¢ 26 oktadbpa 2010 ropa
depnepanbHbiM_3akoHoM OT 11 okTabpa 2010 roga N 271-P3; B pepakumu,
BBeaeHHon B geunctBue ¢ 1 umwonga 2015 ropa PepepalbHbiM  3aKOHOM OT 22
nekabps 2014 rona N 429-93.
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2) Ha UX BTOPMYHOM (NOTPEBUTENBLCKOM) YNaKOBKE XOPOLLIO YNTAEMbIM LUPUAITOM Ha
PYCCKOM  A3blke€  YyKasaHbl HaMMEHOBaHME  JIeKapCTBEHHOro  npenapara
(MexxgyHapogHOe HenaTeHTOBaHHOEe, WK PyNnUPOBOYHOE, UMM XUMUYECKoe U
TOProBOE HaMMEHOBaHWA), HaUMMEHOBaHME NPOU3BOAMUTENS  JIEKAapCTBEHHOIO
npenapata, HoOMep cepun, pgaTta Bbinycka (4N  UMMYHOBMONOrMYEeCcKmX
NEKapCTBEHHbIX MpenapaTtoB), HOMEP PEerncTpaLMoHHOrO YO4OCTOBEPEHUS, CPOK
rogHOCTW, CMNocob nMpUMEHEeHus, [O03MPOBKA WM KOHUEHTpauusi, obbem,
aKTMBHOCTb B €AWHUUAax [OencTBus §mMbo KONMMYecTBO [J03 B YNakoBKe,
nekapcTBeHHas dopma, yCroBwusi OTNyCKa, yCroBUSt XpaHeHus,
npeaynpeauTensbHbie Hagnucu.

(MyHKT B pemakumn, BBEeOeHHOW B pgenctBne ¢ 26 oktadbpa 2010 ropa
depnepanbHbiM_3akoHoM OT 11 okTabpa 2010 roga N 271-P3; B pepakumu,
BBeaeHHon B geunctBue ¢ 1 umwona 2015 ropa PenepalbHbiM _ 3aKOHOM OT 22
nekabps 2014 rona N 429-93.

2. GapmaueBTnyeckme cybcTtaHumMmM OOMKHbI NOCTynaTb B obpalleHne, ecrm Ha nx
NEepPBUYHON YNaKOBKE XOPOLLUO YUTAeMbIM LLUPUJITOM Ha PYCCKOM S3blKe yKasaHbl
HanMeHoBaHue drapmaLr,eBTUHECKON cybcTaHumm (MexgyHapogHoe
HenaTeHTOBaHHOE, WM TPYNNUPOBOYHOE, WM XUMUYECKOe W TOProBoe
HaMMEHOBaHWs1), HAaMMEHOBaHWE NPou3BoANTENS drapMaleBTUYECKON CybCTaHL MK,
HOMEpP Ccepum W [[aTta W3roTOBSIEHMS, KOMMYECTBO B YMNakoBKe W euHULb
N3MEPEHNS KONMYECTBA, CPOK rOAHOCTU U YCIIOBUS XPaHEHUS.

(YacTb B pegakuun, BBegeHHom B genctaure ¢ 1 nona 2015 roga PegepanbHbiv
3akoHoM oT 22 nekadpsa 2014 roga N 429-03.

3. ﬂeKapCTBeHHble cpeagctBa B KadeCcTBe CbIBOPOTOK AOOJDKHblI MOCTyMaTb B
o6pau.1eHme C yKa3aHnemMm XMBOTHOro, U3 KpoBW, rnia3mbl KpoBu, opraHoB " TKaHen
KOTOPOIro OHU NnoJiy4eHol.

4. Ha BTOpu4Hy0 (NOTPEOUTENLCKYKD) YMNakoOBKY JEKapCTBEHHbIX CPEeAcTs,
MOMNYYEHHbIX M3 KPOBW, Mra3Mbl KPOBW, OPraHOB W TKaHEM 4ernoBeka, AO0SPkHa
HaHocuTbCA Hagnucb: "AHTuTena Kk BWY-1, BUY-2, k Bupycy renatuta C un
MOBEPXHOCTHbLI aHTUreH Bupyca renatuta B otcytcTeytoT".

5. Ha nepBuYHyi0 ynakoBKY W BTOPUYHYO (MOTPEOUTENbCKYD) YNakoBKY
pagnodapMaLeBTUYECKNX NEKAPCTBEHHBLIX CPeaCcTB [O/PKeH HaHOCUTLCS 3Hak
pagunaLoHHOM ONacHOCTMU.

6. Ha BTOpn4Hyto (NOTpeObUTENBLCKYI0) YNaKoBKY rOMeonaTu4eckmx fieKapCcTBEHHbIX
npenapaToB 4OSPKHA HAHOCUTbLCS Haanueb: "lromeonaTuyeckun”.

7. Ha BTOpuYHyto (MOTPeOUTENbCKYIO) YNaKOBKY NEKAPCTBEHHbIX PaCTUTENbHbIX
npenapaToB AOSPKHA HAHOCUTbCS Hagnuch: "lMpoaykums npowna pagualoHHbIN
KOHTpOsb".
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8. Ha nepBuyHyt0 ynakoBKy (ecrnv pAOns 9TOro CyWECTBYeT TexHU4ecKas
BO3MOXHOCTb) M BTOPUYHYIO (NOTPEBUTENLCKYK) YNakoBKY FEKapCTBEHHbIX
npenapatoB, npeaHas3Ha4YeHHbIX AOnd KIAMHUYECKUX UCCregoBaHuK, OO0rhkHa
HaHOCUTbCA HaagnNuUch: "[Ns KNMHUYECKNX nccrneaoBaHnmn'.

(YacTb B pegakuun, BBegeHHom B gencteure ¢ 1 nona 2015 roga PegepanbHbiv
3akoHoM oT 22 nekadpsa 2014 rona N 429-03.

9. YnakoBka JIeKapCTBEeHHbIX CpeacTB, MNnpeaHa3Ha4YeHHbIX WUCKIMOYUTENbHO OJ14
9KCMopTa, MapKnpyeTcda B COOTBETCTBUN C Tpe6OBaHMF|MM CTpaHbI-UMMNopTeEpa.

10. Ha TpaHcnopTHylo Tapy, KoTopas He npeaHasHadyeHa Ons notpedutenen u B
KOTOPYIO NMOMELLEHO NeKapCTBEHHOe CpeacTBO, AOMkHa HAaHOCUTBCS MHAOPMaL s
O HaMMEHOBaHMW, CEepUN NEeKapCTBEHHOrO CpeacTBa, AaTe BblMycka, KonM4ecTBe
BTOPUYHbIX  (NOTPEOUTENbCKUX)  YNakoBOK  JIEKApCTBEHHONO  CPeacTBa,
NPOVU3BOAUTENE NEKapCTBEHHOrO CpeacTBa C  yKasaHWeM HauMEHOBaHuUs WU
MECTOHaX0oXOeHs1 MPOU3BOAUTENS NeKapCTBEHHOro cpencTsa (agpec, B TOM
yucne cTpaHa v (Unu) MecTo NPOM3BOACTBA NEKapCTBEHHOIO CPEACTBA), a TaKKe O
CpOKEe rofQHOCTM NEeKapCTBEHHOro cpeacTBa M 0O YCINOBUAX €ro XpaHeHust U
NepeBo3kn, Heobxoaumble npeaynpeauTenbHble HaanuMcu U MaHUMynATOPHbIe
3HaKM.

11. Ha nepBMYHyl0O YyNakoBKY W BTOPUYHYKD (NOTPEOUTENLCKYK) YNakoBKY
NeKapCTBEHHbIX CPeACTB AN BEeTEePUHApPHOro MPUMEHEHUS AO0SHKHA HaHOCUTLCS
Haanucek: "[na BeTepnHapHOro npuMmeHeHns".

12. Ha BTOpuW4YHYytO (NOTPEOMTENLCKYK) YNakOBKY JieKapCTBEHHOrO npenapaTta
HaHOCUTCS LUTPUXOBOW KOL..
KommeHTapum Kk ctatbe 46

(naBa 9. BBO3 nekapCcTBeHHbIX CPeACTB B
Poccuunckyro depgepauuio n BbiBO3
rieKapCTBEeHHbIX cpeancTs s Poccunckoum
Penepayumnmu

(HanmeHoBaHve rnaBbl B pefakuum, BBedeHHon B aencteune ¢ 7 sHeaps 2012 roga
denepanbHbiM 3akoHOM OT 6 aekabpa 2011 roaa N 409-P3.

Ctatbsa 47. [Nopanok BBO3a NeKapCTBEHHbIX CPeAcCTB B
Poccumnckyiro Pegepauuio n BbiBO3a NfileKapCTBEHHbIX
cpeactB n3 Poccunckom degepaymmn

(HanmeHoBaHMe B pepakuun, BBegeHHoM B genctsme ¢ 7 saHBaps 2012 roga
denepanbHbiM 3akoHOM OT 6 aekabpa 2011 roaa N 409-P3.
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1. BBO3 nekapcTBeHHbIX cpeacTB B Poccunrckyo denepaumnio ocyLecTBNAeTCA B
nopsgke, ycrtaHoBneHHom [lpaButenbctBom Poccunckon Pepepauun, B
COOTBETCTBUN C TAMOXEHHbIM 3aKOHO4AaTENbCTBOM TaMOXeHHOro Cok3a B pamKax
EBpA33C (ganee - TaMOXeHHbIN COO3) U (MNK) 3aKoHoOaTeNLCTBOM Poccumnckom
denepauunmn o TaMoXXeHHOM aene. *47.1)

(Hactb B pepakuumn, BBedeHHoW B pfenctBne ¢ 7 saHBaps 2012 ropga
denepanbHbIM 3akoHOM OT 6 Aekabpsa 2011 roga N 409-03.

2. Beosnmble B Poccurckyto ®egepauuto fiekapcTBeHHbIE cpeacTBa LOSMKHbI ObIThb
BKITOYEHbI B FOCYapCTBEHHbIN PEECTP JIeKapCTBEHHbLIX CPEACTB.

(Hactb B pepakuumn, BBedeHHoOW B pfenctBne ¢ 7 saHBaps 2012 ropga
denepanbHbiM 3akoHOM OT 6 aekabpa 2011 rona N 409-P3.

3. [Honyckaetca BBO3 B Poccunckyo ®Pefepaumio  KOHKPETHOM NapTum
3apermcTpMpoOBaHHbIX U (MN1) He3aperMcTpUPOBaHHbBIX JIEKApCTBEHHbLIX CPEeACTB,
npeaHasHavYeHHbIX ON9 NPOBeAEHUS KIMHUYECKUX UCCeaoBaHMA NEKapCTBEHHbIX
npenapaTtoB, MPOBEOEHUA  3KCMepTU3bl  JIEKApCTBEHHbIX  Cpeacts  and
OCYLLECTBJIEHNA rOCYapCTBEHHON perncTpaunn fekapCTBEHHbIX NnpenapaToB Uiu
ANS OKasaHua MeaMLMHCKOM MOMOWM MO XMU3HEHHbIM MOKa3aHUsM KOHKPETHOro
naymMeHTa Ha  OCHOBaHMM  paspelleHusi,  BblJAHHOMO  YNOSIHOMOYEHHbIM
denepanbHbIM OpraHoM UCMNOSTHUTENBHOW BIAaCcTU MO 3asiBEHUAM JUL, YKa3aHHbIX
B cTatbe 48 HacTosuero PegepanbHOro 3akoHa. PaccMoTpeHne Takoro 3asiBrieHust
N NPUHATUE pELLUEHNST O BblJaye paspelleHnsl Ha BBO3 KOHKPETHOM NapTum
3apermcTpMpoOBaHHbIX U (MN1) He3aperMcTpUPOBaHHbBIX JIEKapCTBEHHbLIX CPEeACTB,
npeaHasHavYeHHbIX ON9 NPOBEOEHUS KIMHUYECKUX UCCeaoBaHA NEKapCTBEHHbIX
npenapaTtoB, MPOBEOEHUA  3KCMepTU3bl  JIEKApPCTBEHHbIX  Cpeacts  and
OCYLLECTBJIEHNA rOCYapCTBEHHON perncTpaunn fekapCTBEHHbIX NnpenapaToB Uiu
ANS OKasaHUa MeaMLMHCKOM MOMOLM MO XM3HEHHbIM MOKa3aHUsM KOHKPETHOro
nauueHTa nMbo o6 oTKase B Bblgaye yKa3aHHOro paspelLeHunss Npou3BOAATCS B
CPOK, He npeBbllWalwmn nAaTM paboumx gHen. [nata 3a Bblgady YyKasaHHOroO
paspelleHnsi He B3MaeTCs.

(HacTb B pepakuun, BBedeHHoOW B pfenctBne ¢ 7 saHBaps 2012 ropga
denepanbHbIM 3akoHOM OT 6 Aekabpsa 2011 roga N 409-03.

4. B Poccuinckyto Pepepaumio MOXHO BBO3UTb JleKapCTBEHHble CpeacTBa,
Ka4yeCTBO KOTOPbIX NOATBEPXKOEHO CEPTUMNKATOM NPOM3BOANTENS NIEKaPCTBEHHbIX
CpeacTB, YOOCTOBEPSAKOLWMM COOTBETCTBME BBO3UMbIX JIEKAPCTBEHHbIX CPencTB
TpeboBaHnsiM  dbapMakonenHblx cTaTtem nmMbo B criydae UX OTCYTCTBUSA
HOPMaTMBHOW AOKYMEHTaLMUM UM HOPMAaTUBHOTO JOKYMEHTA.

(YacTb B pepakuumn, BBedeHHoOM B pfenctBne ¢ 7 saHBaps 2012 ropga
PenepanbHbiM 3akoHoOM OT 6 nekabps 2011 roga N 409-93.
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5. 3anpewaetca BB03 B Poccuurckyo ®Pegepaumio  danbcnguumpoBaHHbIX
NEKapCTBEHHbIX CPeacTB, HeaoOpPOKa4YeCTBEHHbLIX FEKAPCTBEHHbIX CPEeacTs,
KOHTpadaKTHbIX NleKapCTBEHHbIX CPEACTB.

(HYacte B pepakuuu, BBegeHHoM B pgencteme ¢ 7 gaHBapsa 2012 ropa
denepanbHbiM 3akoHOM OT 6 aekabpa 2011 roaa N 409-P3.

6. danbcuuumnpoBaHHble NEeKapCTBEHHble CpeacTBa, HenobpokavyeCcTBEHHble
NeKapCTBEHHbIE CpeacTBa NoanexaT U3bATUIO U NOCIeayLEMY YHUHYTOXEHUIO
nnm BbIBO3y K3 Poccuickon depepaunn, KoHTpadakTHble eKapCTBEHHblEe
cpeacTBa - U3bATUIO U NMOCEaYOLWEMY YHUUTOXEHUIO. YHUUTOXEHNE NN BbIBO3 U3
Poccuiickon ®depepaumm  danscnmnumMpoBaHHbIX  NEKAPCTBEHHbLIX CPeacTs,
Hen0b6poKa4YeCTBEHHbIX NNEKAPCTBEHHbIX CPeaCTB, KOHTpadaKTHbIX NEKAPCTBEHHbIX
CpeacTB OCYLWIECTBISETCA 3a CYeT nmua, OCyLlecTBMBLUEro mx BBO3. [lopsigok
YHUMTOXEHNSA  U3BbATbIX  PanbCUPULMPOBAHHBLIX — NIEKAPCTBEHHbIX  CPEACTB,
Hen0b6poKa4YeCTBEHHbIX NEKAPCTBEHHbIX CPeaCTB, KOHTpadaKTHbIX NEKAPCTBEHHbIX
cpeacTs ycTaHaBnmBaeTca [NpasutensctBoM Poccumnckon epepauun. *47.6)

(Hacte B pepakuuu, BBegeHHoOM B pgencteue ¢ 7 gaHBapsa 2012 ropa
denepanbHbiM 3akoHOM OT 6 aekabpa 2011 roaa N 409-P3.

7. Jlnua, ocyLlecTBrsaowme BBO3 B Poccwuinckyto depepauuto
danbcndnLMpoBaHHbIX  NEKapCTBEHHbIX  CPeacTB,  Heaobpoka4vyeCTBEHHbIX
NEKapPCTBEHHbIX CPeAcTB, KOHTpadaKTHbIX JIEKapCTBEHHbIX CPeAcTB, HeECyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOAATENbCTBOM
TamoxeHHoro coto3a u (unn) 3akoHogatensctBoM Poccurckon depepaumm o
TaMOXXeHHOM Aene.

(Hacte B pepakuuu, BBegeHHoM B pgencteume ¢ 7 gaHBapsa 2012 ropa
denepanbHbiM 3akoHOM OT 6 aekabpa 2011 roaa N 409-P3.

8. BbiBO3 nekapCcTBeHHbIX cpeacTB n3 Poccurckon degepaumm OCyLLECTBASETCS
6e3 NpUMEHEHN OrpaHUYEHNN, YCTaHOBIIEHHbIX TaMOXEHHbIM 3aKOHOAaTENbCTBOM
TamoxeHHoro coto3a n (unm) 3akoHogatenbsctBoM Poccunckon Pepepaumm o
rocygapCTBEHHOM peryrnmpoBaHMM BHELLHETOProBOM AeATEeNbHOCTMI.

(HYacte B pepakuun, BBegeHHoOM B pencteme ¢ 7 saHBaps 2012 roga
denepanbHbiM _3akoHoOM OT 6 agekabpa 2011 roga N 409-93; B pepakuumu,
BBeAeHHOW B Aencteme PegepalibHbiM 3akOHOM OT 25 Hosabpsa 2013 roga N 317-
d3; B pepakumn, BeegeHHom B gencteme ¢ 1 mona 2015 roga PenepanbHbiM
3aKkoHoM oT 22 nekabps 2014 roga N 429-93.

KommeHTapuu K ctatbe 47

CtaTtbs 48. Opuanyeckne nmua, KOTOpbIM pa3peLlueH BBO3
reKapcTBeHHbIX cpeacTB B Poccunckyro denepauunto

(HanmeHoBaHMe B pepakuun, BBegeHHoM B genctsme ¢ 7 saHBaps 2012 roga
denepanbHbiM 3akoHOM OT 6 aekabpa 2011 roaa N 409-P3.



http://docs.cntd.ru/document/902316095
http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/902316095
http://docs.cntd.ru/document/902316095
http://docs.cntd.ru/document/902316095
http://docs.cntd.ru/document/499059427
http://docs.cntd.ru/document/420241318
http://docs.cntd.ru/document/420321621
http://docs.cntd.ru/document/902316095

JlekapcTBeHHbIE cpeacTBa B Poccuickyto degepaumio MoryT BBO3UTb:
(AG3ay B pegakuun, BBeAeHHOW B pencteme ¢ 7 sHBapsa 2012 roga
denepanbHbiM 3akoHOM OT 6 aekabpa 2011 roaa N 409-P3.

1) NPOM3BOAMTENN JNEKAPCTBEHHbLIX CPeacTB Ana  uenen CODCTBEHHOrO
npomn3BoaCcTBa JfieKapCTBEHHbIX CPeacCTB,;

2) VHOCTpaHHble pa3paboTyYMKM EeKapCTBEHHbIX CPEACTB U MHOCTPaHHbIe
NPOV3BOAUTENN TNEKAPCTBEHHbIX CPEACTB WNM Apyrue lpuandeckse nuiua no
NOpy4YeHMio  paspaboTymka FNEeKapCTBEHHOro cpeacTtBa Ans  NpoBeAeHust
KNMMHUYECKUX  WUCCNEedoBaHUA  NeKapCTBEHHOro npenapata, OCYLUECTBEHUs
roCyaapCTBEHHON  perncTpauuMM NeKapcTBEHHOro  npenapaTta,  BKIMOYEHWs
dapmaLeBTMYECKON CYOCTaHLUMM B FOCYOapPCTBEHHbIN PEeecTp NeKapCTBEHHbIX
CPEeNCTB, KOHTPOSS KavyecTBa NeKapCTBEHHbIX CPeACTB MNPy HarmM4mmM paspeLLeHust
YNOrNHOMOYEHHOro dhefiepanbHOro opraHa WCMOMHUTENbHOM BNacTM Ha BBO3
KOHKPETHOW NapTUM NeKkapCcTBEHHbIX CPEACTB;

3) opraHu3auumn ornToBOM TOProBIiN fIEKapCTBEHHbLIMU CpeacTBaMy;

4) Hay4HO-uUccregoBaTenbCKMe opraHusauum, obpasoBaTerbHbie OopraHM3aLum
Bbicllero obpasoBaHudA, MNPOM3BOOAUTENN  NIEKAPCTBEHHbIX CPeacTB  And
pa3paboTku, nccrneaoBaHun, KOHTponsa 6e3onacHoCTH, KadecTBa, 3deKTUBHOCTH
NEKapCTBEHHbIX CPeaCTB NPU  HanmuMuum  paspeLleHnst  YynosIHOMOYEHHOrO
deaepanbHOro opraHa UCNONHUTENbHOW BNacTU;

(MyHKT B pemakuun, BBeaeHHon B pencteue ¢ 1 ceHTsbpa 2013 roga
PenepanbHbiM 3akoHoM OT 2 unonga 2013 roga N 185-P3.

5) MeguLUMHCKNE opraHn3aunn, nHble ykasaHHble B NyHKTax 1-4 HacTosLen cTaTbu
OpraHu3auun Ons okasaHus MeAWLWHCKOWM MOMOLLM MO XXM3HEHHLIM MOKa3aHUAM
KOHKPETHOrO  MauueHTa npuM  HanMyuuum  paspelleHnst  YnorIHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbHOM BMAacTM Ha BBO3 KOHKPETHOM NapTum
NeKapCTBEHHOro npenaparta, BblOaHHOMO B YCTaHOBIIEHHOM nopsaake B dhopme
9NIEKTPOHHOrO  OOKYMEHTa, MOAMWCAHHOIMO  YCUMEHHOW  KBanuduuMpOBaHHOWM
SNEKTPOHHON NOAMUCHIO.

(MyHkT B pepakuuun, BBeaeHHou B aencteue PenepalibHbIM 3aKOHOM OT 12
mapta 2014 roga N 33-P3.

KommeHTapum Kk ctaTtbe 48

CtaTtbs 49. [loKyMeHTbI, NpeacTaBnsieMble B TAaMOXXEeHHbIe
opraHbl Poccunckou Pepepaunu npm BBO3e
reKapcTBeHHbIX cpeacTB B Poccuinckyro ®enepauunto

(HammeHoBaHMe B pepakuun, BBegeHHoM B genctsme ¢ 7 saHBaps 2012 roga
denepanbHbiM 3akoHOM OT 6 aekabpa 2011 roaa N 409-P3.
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1. MNpu BBO3e nekapcTBeHHbLIX cpeacTB B Poccurckyo Penepaumo B TaMOXEHHbIE
opraHbl Poccuinckon ®enepaumm Hapsgy ¢ JOKyMeHTamu, NnpeacTaBrieHne KOTOpbIX
NPeayCMOTPEHO TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXeHHOro cotsa 1 (Mnm)
3akoHogaTtensctBoMm  Poccumckon  depgepaumm O TaMOXeHHOM  ferne,
npencTaBnaAloTCS crieayrowme JOKYMEHTbI:

(AG3ay B pepakuun, BBedeHHoW B penctBue ¢ 7 aHBapa 2012 ropga
denepanbHbIM 3akoHOM OT 6 Aekabpsa 2011 roga N 409-03.

1) cepTudmKaT npon3BOAUTENS JIEKAPCTBEHHOMO CPeacTBa, YOO0CTOBEPSHOLIMN
cooTBeTCTBUE BBO3MMOTO nekapcTBEHHOro cpencTtea TpeboBaHusM
dhapmakornenMHon cTtatbn MO0 B Criydae €ee OTCYTCTBMS  HOPMaTMBHOW
AOKYMEHTAaL MM UM HOPMAaTUBHOIO JOKYMEHTA;

2) paspeLleHne ynosIHOMOYEHHOro hefepanbHOro opraHa UCNOSTHUTENBHOW BIlacTh
Ha BBO3 KOHKPETHOW NMapTuUK JIeKapCTBEHHOIO CpeacTBa B Crlydasix, yCTaHOBIIEHHbIX
yacTtbio 3 ctaTtbm 47 HacTogawero deaepanbHOro 3aKkoHa.

2. [okymeHTbl, YyKkasaHHble BryHkTax 1 w2 4vactu 1 HacTosduen craTbu,
NpeacTaBnATCA B TaMOXeHHble opraHbl Poccunckon degepaumm npu npubbiTum
neKkapCTBEHHbIX cpeacTB B Poccunckyto ®enepadmtio.

(Yactb 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 Pepepauunio gns nMIM4HOro NUCNosib30BaHNA U
MHbIX HEKOMMEPYeCKUX Lerieun, a Takxe ans
MCNONb30BaHUS HA TEPPUTOPUUN MeXAYHAPOAHOro
MeOULMHCKOro Krnacrtepa

(HanmeHoBaHve B pepakuun, BBedeHHOM B Aenctsue ¢ 7 gaHBaps 2012 roga
denepanbHbiM_3akoHoM oOT 6 paekabpsa 2011 roga N 409-93; B pegakuumu,
BBeageHHon B gencteue ¢ 30 noHa 2015 roga PepepanbHbIM 3aKOHOM OT 29 MOHA
2015 rona N 160-93.

1. JlekapcTBeHHble npenapaTtbl MOryT 6biTb BBE3eHbl B Poccurckyto denepauuio
6e3 ydeTa TpeboBaHWI, NPeayCMOTPEHHbIX YacTamu 1-4 ctatbn 47, ctatbsamm 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.
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1) NMMYHOrO MCNonNb3oBaHUA (U3NYECKUMK NnLamn, NpubbIBLMMK B Poccuinckyto
depepaunto;

(MyHkT B pepakumn, BBeOeHHOW B genctBne ¢ 7 saHeBaps 2012 ropa
denepanbHbiM 3akoHOM OT 6 aekabpa 2011 roaa N 409-P3.

2) NCMONb30BaHUS paboTHMKamm AMNoMaTUYEeCcKoro Koprnyca nnm
NpeacTaBUTENAMM  MEXOYHAPOAHbIX  OpraHu3auuni,  akKpeauToBaHHbIX B
Poccuinckon denepauuu;

3) NeYeHnsa naccaxuMpoB U YNEHOB 3KUNaXen TPaHCMOPTHbLIX CPEeacTB, MOEe3aHbIX
Opuvrag u BOOMTENEW TPaHCMNOPTHbLIX CPEeacTB, MpuObIBLLMX B Poccuinckyto
depepaunto;

(MyHkT B pepakumn, BBeOeHHOW B genctBne ¢ 7 saHeBaps 2012 ropa
denepanbHbiM 3akoHOM OT 6 aekabpa 2011 roaa N 409-P3.

4) ne4YeHns y4acTHUKOB MeXOYHapPOAHbIX KYNbTYPHbIX, COPTMBHBLIX MEPOMNPUSTUIA U
Y4aCTHUKOB MeXOyHapOoOHbIX 3KCneauLnii;

5) NneYeHnst KOHKPETHbIX XMBOTHLIX B 300MapKax, a TakxXe >MBOTHbIX, BBO3UMbIX B
Poccuinckyto  ®depepaumo AOna  yd4actmss B CMOPTMBHBbIX WU 3PESULLHbIX
MEPONPUATUSIX.

(MyHkT B pepakumn, BBeOeHHOW B genctBue ¢ 7 saHeBaps 2012 ropa
denepanbHbiM 3akoHOM OT 6 aekabpa 2011 rona N 409-P3.

6) NCNoMNb30BaHUA Ha TEPPUTOPUN MEXOYHAPOAHOrO MEAMLIMHCKOrO KracTepa.
(MyHkT gononHutenbHo BktoveH ¢ 30 mioHs 2015 roga PegepanbHbiM 3aKOHOM
oT 29 nioHa 2015 roga N 160-93)

2. B cnyyasnx, npeaycMOTPEHHbIX YacTbio 1 HAcTOALIEN CTaTbU, AOMNYCKAETCS BBO3
B Poccuiickyto degepaumio nekapcTBeHHbIX NpenapaTtoB, HE 3aperMcTpUpPOBaHHbIX
B Poccunckon ®eaepaumnm.

(Hacte B pepakuuu, BBegeHHoM B pgencteme ¢ 7 gaHBapsa 2012 ropa
denepanbHbiM 3akoHOM OT 6 aekabpa 2011 roaa N 409-P3.

3. JlekapcTBeHHble npenapartbl, NpegHasHavyeHHble Ans yMaHUTapHOW MOMOLLM
(cogencTemst) UM NOMOWM NPU  4Ype3BblYaWHbLIX CUTyauusix, BBO3ATCA B
Poccuinckyto depepauntio B nopsgke, ycTtaHoBneHHoM  [lpaBUTENbLCTBOM
Poccuickon ®depepaumn. 3anpewaetca BBo3 B Poccurckyo degepaunto
He3aperMcTpupoBaHHbIX JIEKAPCTBEHHbIX MNpenapatoB, nNpeaHasHadeHHbIX AO1is
rYMaHuUTapHoOM nomMmowm (CooencTasusl) UM NOMoLLW Npu YpesBblHanHbIX CUTYaLUSIX.
*50.3)

(Hacte B pepakuuu, BBegeHHoM B pgencteue ¢ 7 gaHBapsa 2012 ropa
denepanbHbiM 3akoHOM OT 6 aekabpa 2011 roaa N 409-P3.

KommeHTapum Kk ctatbe 50

CtaTtbs 51. CoTpyaHnyecTBO heaeparnbHOro opraHa
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MCNOJIHUTESNIbHOW BNAacTU, YNOJIHOMOYEHHOro B o6ractu
TaMOXXeHHOro gena, u Apyrux yrnosIHOMO4YeHHbIX
cdenepanbHbLIX OPraHOB UCMOJTHUTENBLHOMU BNacTun

1. YnonHomoyeHHble  doedeparibHble  OpraHbl  UCMOSHUTENbHOM  BracTu
NpeaocTaBnNAlT B pacrnopsXeHne egeparnbHOro opraHa UCMONHUTENBHOM BNacTw,
YMNOSTHOMOYEHHOTO B 06facTM TaMOXEHHOro Aeria, rocyoapCTBEHHbIM peecTp
NIEKapPCTBEHHbIX CPEACTB, a Takxe MHOpMauMio O BblaHHbIX pa3peLleHusiX Ha
BBO3 KOHKPETHOW MapTUM JIeKapCTBEHHbIX CPeACTB B CllydasiX, YCTaHOBIIEHHbIX
YacTbio 3 cTaTbu 47 HacToswero PegepanbHOro 3aKoHa.

2. ®epepanbHbIA OpraH UCMOSHUTENBHOW BacTW, YNOMHOMOYEHHbLIM B ObracTu
TaMOXEHHOro aerna, WHJopMUpyeT YyKasaHHble B YacTu 1 HacTodulen CTaTby
YMNONMHOMOYEHHbIe doeeparibHble OpraHbl  UCMOSHUTENbHON BfacTu O BBO3e
neKkapcTBeHHbIX cpenctB B Poccuickyto Penepaumio M BbiBO3e JIEeKapCTBEHHbIX
cpeacte u3 Poccunckon ®Pepepaumm no dqopme M B Nopsgke, KoTopble
ycTaHoBsieHbl [paButenscteBoMm Poccunckon denepaunu.

(HacTb B pepakuumn, BBedeHHoW B pfenctBne ¢ 7 saHBaps 2012 ropga
denepanbHbIM 3akoHOM OT 6 Aekabpsa 2011 roga N 409-03.

KommeHTapum Kk ctaTtbe 51

'maBa 10. PapmaueBTUYECKaAA OeATEeNbHOCTb
(ctatbm 52 - 58)

Ctatba 52. OcywecTBneHue papmaueBTUYECKOMN
AEATEeNIbHOCTU

1. ®apmaueBTuyecKkass 0esaTeNnbHOCTb OCYLUECTBIIAETCA OpraHM3auusMm OnToBOW
TOProBfnM  NEKapCTBEHHbIMM  cpedcTBaMW,  anTe4YHbIMU  OpraHu3auunsamu,
BETEPUHAPHbLIMN anTeyYHbIMn opraHusaumnsamu, NHAVBUAYanbHbLIMN
npeanpuHMMmaTensMu, NMELLIMMMU NNLEH3NI0 Ha drapmaLeBTUYECKYHO
AEATENbHOCTb, MEAULMHCKMMM  OpraHuM3auusiMn, WUMEWMMU  FIMLEH3UK  Ha
dhapMaLEeBTUYECKYIO OEATENbHOCTb, U WX 060COBNEHHbIMM nogpasgeneHnaMm
(ambynatopuamn, denbAlUepCKUMN U penbaLUepCKO-aKyLLEePCKMMN  NMYHKTaMu,
ueHTpamn  (oTaeneHusimn)  obwen  BpadyebHoW  (CEMENHOM)  MNPaKTUKK),
pPacrnonOXeHHbIMW B CENMbCKUX HacCesieHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYHOT
anTeyHble opraHMsaumm, 1 BETEPUHAPHbLIMN OpraHn3aunamMu, UMELLMMN JTULLEH3UIO
Ha bapmaLeBTMYECKYIO AeATeNbHOCTb. *52.1)

(YacTb B pepakuuun, BBeaeHHoW B AencTteue PenepanbHbiM 3aKOHOM OT 25
Hos6pa 2013 roga N 317-93.
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2. dusmndeckme nmua MoryT ocyLLECTBNATL hbapMaLEeBTUYECKYO AeATENbHOCTb Npu
HanMM4YUM BbICLLErO WM cpeaHero  dhapmMaueBTMYecKoro obpasoBaHus 1
cepTndmkaTa cneumnanncTa, BbiCLLEro Unn cpeaHero BeTepMHapHoOro obpasoBaHus
N cepTudmkaTa cneumanucta, a Takke BbICLUEro UM cpegHero MeguuMHCKOro
obpa3soBaHus, cepTudumkara cneuvanucTta n A OMNONMHUTENBHOIO
npodeccroHanbHOro obpasoBaHUst B YacTU PO3HUYHOW TOProBNM NeKkapCTBEHHbIMN
npenapatamMmm nNpu YycrioBuUM ux paboTbl B 0OOCOBMNEHHLIX noApasaeneHnsax
MEOULMHCKMX OpraHM3auumn, yKasaHHbIX B YacTu 1 HacToswen ctatbu (4acTb B
penakuuu, BBeaeHHon B gencteune ¢ 29 mona 2010 roga PegepanbHbiM 3aKOHOM
ot 27 nonsa 2010 roga N 192-93.
KoMmmMmeHTapum K ctatbe 52

CtaTtba 53. [lpoaaxa, nepenayvya nekapcTBeHHbIX CPeaAcTB
opraHusayuusimm onToBOM TOProBJIN NeKapCTBEHHbIMU
cpeacTBamu

OpFaHM3aLI,MM OMTOBOW TOProBfM JEKAPCTBEHHbLIMU CpeacTBamMu MOryT
OCYLLUECTBJIATb NpoAaXxy JieKapCTBEHHbIX CpeacCTB WM nepeaBartb WX B
YCTaHOBJIEHHOM 3aKOHO4AaTESIbCTBOM Poccuinckon Cbenepau,mm nop4aake:

1) Apyrmm opraHm3aumnam OMTOBOW TOProBSM NIEKAPCTBEHHbLIMU CpeacTBaMy;

2) NPOM3BOAMUTENSM JIeKapCTBEHHbIX CpeacTB Anid  uereM npovs3BoACcTBa
JIeKapCTBEHHbIX CPEeNCTB,

3) anTteyHblM opraHn3aumam n BeTepmHapHbIM anTevyHbiM opraHn3as nam;

4) Hay4HO-UccregoBaTeNnbCKMM OpraHu3auuam And Hay4yHO-UccreaoBaTerlbCKON
paboThbl;

5)  wHOMBMAOyanbHbIM  MpeanpuUHMMaTEnsM,  MMELWMM  NULEH3WI  Ha
dapMaLeBTUYECKYD  OEATENbHOCTb UMM JMLEH3MI0  Ha  MeOULMHCKYH
AeATernbHOCTb;

6) MEOULIMHCKUM OpraHu3aLMsiM, BETEPUHAPHBIM OpraHn3aLmsiv;

7) opraHu3aumnsam, OCYLUECTBSIIOMM pasBedeHne, BblpallMBaHNE N coaepxaHune
YKUBOTHbIX.
KoMmmeHTapumn kK ctatbe 53

CtaTtba 54. [IpaBuna onToBOU TOProBfiM NleKapPCTBEHHbLIMU
cpeacTtBamm
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OntoBass  TOProBns  fieKapCTBEHHbIMM  CpeacTBaMy  OCYLLECTBIISETCS
NPON3BOAUTENAMN NEKAPCTBEHHbBIX CPEACTB M OpraHn3aunamMu onToOBOWM TOProBn
NeKapCTBEHHbIMN cpeacTBaMy MO NpaBunaM Hagnexawen OUCTpubbroTOPCKOM
NPakKTUKM W NpaBuUNaM Haanexawen npakTUKN XpaHeHUst U NepeBO3KU
NeKapCTBEHHbIX npenapaTos, YTBEPXKOEHHbLIM COOTBETCTBYHOLLWMMN
YMOMHOMOYEHHbIMU doefieparnbHbIMU OpraHaMu UCNOSTHUTENBHOW BriacTu. *54)

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

KommeHTapum K ctatbe 54

Ctatbs 55. [lopsaaoK pO3HUYHOU TOProBIU
reKapCcTBeHHbIMU NpenapaTtamm

1. Po3HM4YHasi TOProBnd fieKapCTBEHHbIMM MpenapataMmM B  KONMYecTBaXx,
HeoOXxoaAnMbIX ONS BbINOSHEHUS BpavyebHbIX (henbalepckmux) HasHavyeHun wnm
Ha3Ha4YeHUn cneumnanMcToB B 0brnacTu BETEpPUHapUN, OCYLLECTBNSIETCS anTeYHbIMN
opraHM3aunamMu, BETEPUHAPHBIMWN anTeYHbIMW OpraHM3aunamMu, NHaMBUAYyanbHbIMN
npegnpuHUMaTensmMu, NMELLIMMU NNLEH3NI0 Ha drapmaLeBTUYECKYHO
OEATENbHOCTb, MEAULMHCKMMM  OpraHuM3auusiMmi, WUMEWMMU  FIMLEH3UID  Ha
drapMaLeBTUYECKYIO OEATENbHOCTb, U WX 060COBNEHHbIMM nogpasgeneHnaMm
(ambynatopuamn, denbAluepCkuMmn 1 penbgLepCcKo-akyLLepCKMMN  NyHKTaMu,
ueHTpamn  (oTaeneHusimmn)  obwen  BpadyebHoW  (CeMEMHOM)  MNPaKTUKK),
pPacrnonoXeHHbIMW B CENMbCKUX HacCesieHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYHOT
anTeyHble opraHm3auumn, n BETePUHAPHbLIMN OpraHn3aunamMu, UMELLMMN NTULLEH3UIO
Ha (papmaLeBTUYECKYD OeATenbHOCTb. PaspelleHa po3HMYHas TOProBisi TOSMbKO
NeKapCTBEHHbIMW  MpernapartamMu,  3apermcTpupoBaHHbiMM B Poccuickonm
degepaunn UMM U3roTOBNEHHBIMU aNTEYHBIMU OpraHM3aumnsMu, BeTepUHapPHbIMU
anTeYHbIMX OpraHn3aumsaMm, MHANBMAYyanbHbIMWU NpeanpuHUMaTenamMm, UMeoLLMn
NMUEH3N0  Ha  (papmaueBTMYECKYD  OeATenbHOCTb. PoO3HMYHas  Toproens
NeKapCTBEHHbIMM NpenapaTtamMu OCYLIECTBMAETCA MO MpaBuramM Hagnexawen
anTe4YHON MPaKTUKW, YTBEPXOEHHbIM YMNONHOMOYEHHbIM defeparbHbIM OpraHoMm
NCMONMHUTENbHON BNACTH.

(YacTb B pepakuun, BBedeHHOM B aenctBue degepalibHblM 3aKOHOM OT 25
HoA6ps 2013 roga N 317-93; B pegakuum, BBeaeHHon B aencteme ¢ 1 uonsa 2015
roga PenepanbHbiM 3akoHoM OT 22 aekabps 2014 roga N 429-93.



http://docs.cntd.ru/document/902209774
http://docs.cntd.ru/document/420241318
http://docs.cntd.ru/document/420321621
http://docs.cntd.ru/document/499059427
http://docs.cntd.ru/document/420241318

2. Buabl anTeudHbIX opraHMsauuin u npaesuna OTrycka fiekapCTBEHHbIX NpenapaToB
ANs MeQULMHCKOrO NPUMEHEHUSA anTeYHbIMU OpraHnsauusamMm, UHOMBUAYaIbHbIMU
npeanpuHUMaTenamu, NMMEWMMA  JIMUEH3UI0  Ha  drapMaLeBTUYECKYHO
AeATeNnbHOCTb, a Takke npaBura OTMNyCcKa JeKapCTBEHHbIX MpernapaToB Ans
MEOULMHCKONO  NPUMEHEHUA  MEeOULUMHCKAMW  OpraHMsauusiMiM,  UMeLwmMm
NMUEH3NI0 Ha (papMaueBTUYECKYD OedATeNlbHOCTb, U  UX 0060COBneHHbIMU
nogpasgeneHnsammn  (ambynatopuamu, — denbgliepckummn - 1 doenbaLepCcKo-
aKyLLepCKMMN NyHKTaMu, LeHTpamn (oTaeneHnamMm) odLen sBpadebHon (cemenHon)
NPaKTUKKN), PACMNOSIOKEHHBIMA B CESIbCKUX HACENEHHbIX MYHKTax, B KOTOPbIX
OTCYTCTBYIOT  anTeudHble  opraHu3auun, YTBepXOalTCs  YNOSIHOMOYEHHbLIM
deeparnbHbIM OpraHoM UCNOSTHUTESNBHOM BriacTu. *55.2)

(YacTb B pepakuuun, BBeaeHHoOW B AencTteue PenepanbHbiM 3aKOHOM OT 25
HoA6ps 2013 roga N 317-93.

3. [paBuna oOTNycka HapPKOTUYECKUX CPEencTB W MCUXOTPOMHbIX BELLECTB,
3apernmcTpMpoBaHHbIX B KayeCTBEe JieKapCTBEHHbIX MpenapaToB, JleKapCTBEHHbIX
npenapaToB, CoAepXalmx HapKoTUYeCKue 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 AOfs BETEPUMHAPHOrO MNPUMEHEHUS noanexar
OTMYCKYy  BETEPUHAPHbIMA  anTeYHbIMW  OpraHu3auusMn,  BeTepUHapPHbIMU
OopraHusaunamMm, MHAnBUAYyanbHbIMU NpegnpuHMMaTensaMn, NMeLWMMU JTMLLEH3UIO
Ha dpapMaueBTUYECKYID [OeATernbHOCTb. [lpaBuna oTnycka JieKapCTBEHHbIX
npenapaTtoB AJ11 BETEPUHAPHOrO MPUMEHEHUS YTBEPXOATCSA YNOSTHOMOYEHHbIM
doegeparnbHbIM OpraHoOM UCTMONHUTESNBHOW BIlaCcTMW.

5. [lepeyeHb  MeOULMHCKUX  OpraHuM3auun, UMerWwMx JMUEH3MK  Ha
dapmaueBTUYECKYD  OeATeNbHOCTb, W UX 000COONEeHHbIX noAapasaenieHnn
(ambynatopun, enbalepckmx 1 denbaLllepcKo-akyLepCckmux MyHKTOB, LLEHTPOB
(oToeneHun) obwen BpadebHOM (CeMerHOW) MpaKTUKKU), PacnofiOKEHHbIX B
CenbCKMX HAacemneHHbIX MyHKTaXx, B KOTOPbIX OTCYTCTBYOT anTevHble opraH1M3aumm, a
TaKke NnepeyeHb NEeKapCTBEHHbIX MpenapaToB (3a WCKMYEHWEM HapPKOTUYECKUX
NEKapCTBEHHbIX MpenapaTtoB M MCUXOTPOMHbLIX JIEKAPCTBEHHLIX MpenapaTos),
npogaxa KOTOpbIX MOXET OCYLUECTBMNATLCSA YKa3aHHbIMW OpraHM3aunsMm n unx
060Cc0obnEHHbIMMU nogpasaeneHnsiMu, yCTaHaBMBaloTCS opraHamu
NCNONHUTENBHOM BnacTu cydobekToB Poccuimnckon denepaumm. *55.5)

(YacTb B pepakuuun, BBeaeHHoOW 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 OesTernbHOCTb, 0653aHbl  obecnednBaTtb
yTBepxaeHHbIin [NpaButenscteoMm Poccunckon Pepepaumm n opmMupyembii B
YCTAQHOBMEHHOM WM MOPSAKE MUHUMarbHbIM  aCCOPTUMEHT  fleKapCTBEHHbIX
npenapaToB, HEOH6XOAUMbIX A5 OKa3aHUA MegULMHCKON nomoLy. *55.6)

(YacTb B pepakuun, 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 MMEKT MNpaBo npuobpeTtatb M npogaBaTb MeAULUHCKUE mn3genus,
AesnHduumpyowme cpeacTsa, npegmeTbl U CpeacTBa SIMMHOW TUMMEHbI, nocyay
AN MeAULMHCKUX Lernen, npeaMeTbl N cpeacTsa, NnpegHasHadeHHble ans yxoaa 3a
60nbHbIMW, HOBOPOXOEHHBIMA U OETbMW, HE OOCTUMLMMM BO3pacTa Tpex neT,
OYKOBYHO OMTUKY M CpedcTBa yxoda 3a HeW, MuHepasrbHble BOAbl, NPOAYKTbI
ne4yedbHOro, AETCKOro n AMETUYECKOro NUTaHUs, OMONOrM4YecKkn akTBHbIE 40OaBKMW,
napgtoMepHble M KOCMETUYECKMe CpeacTBa, MeOUUUHCKME U CaHUTapHO-
NpOCBETUTENMbHbLIE MeYaTHble Wu3gaHus, npedHas3Ha4vyeHHble And  nponaraHabl
340pOBOro obpasa XN3HW.

(Hactb B pepakumu, BBedeHHom B pencteme ¢ 29 wmona 2010 ropa
denepanbHbiM 3akoHoMm oT 27 nona 2010 roga N 192-93; B peaakuumn, BBEAEHHON
B gencteme PegepanbHbiM 3akoHOM OT 25 HoA0psa 2013 roga N 317-P3.

8. [edatenbHOCTb anTeuvHblX opraHusaumn BoopyxeHHbix Cun  Poccumrckon
denepaunn, Opyrmx BOWCK, BOUHCKUX (POPMUPOBAHUA WM OpraHoB, B KOTOPbIX
3akoHogartensctBoM Poccunckon Penepaumm npegycMOTPEHO  MNPOXOoXOeHue
BOEHHOM Ccnyx0Obl UM degepanbHOM rocyaapCTBEHHOW CryxObl, CBA3AHHOW C
NpaBOOXPaHUTENBHON NEATENbHOCTbIO, pernamMeHTupyeTcs HaCTOSALLMM
d®epeparnbHbIM 3aKOHOM U YTBEPXOEHHBbIMU COOTBETCTBYOLWMMN doeaeparibHbIMU
opraHaMmuM WCMNONMHUTENbLHOM BRacTu nonoxeHnamu. KoHTponb 3a cobriogeHnem
YKa3aHHbIMW anTeYHbIMW OpraHu3aunaMun rnorioxeHnn Hactoswero denepansHoro
3aKOHa  OCYLWECTBISAETCA  COOTBETCTBYHOWMMKU  dpefepalribHbiMU  OpraHamu
NUCMONHUTENBHON BNAcTH.

(Hactb B pepakumu, BBeaeHHon B penctBne ¢ 1 auBapa 2016 roga
denepanbHbiM 3akoHOM OT 13 mnonsa 2015 roga N 262-93.

KomMmmeHTapum K ctatbe 55

CrtaTtbs 56. UsroToBrneHne n oTnycK JyieKapCTBEHHbIX
npenapatoB
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1. WM3rotoBneHne neKapCTBEHHbIX MNpenapaTtoB anTe4YHbIMU OpraHn3aLnsamu,
BETEPUHAPHbLIMIN anTeYHbIMK opraHusaunsamu, nHAMBUAYanbHbLIMN
npegnpyHMMmaTensaMu, NMEOLLMMMU NLEH3UIO Ha dhapmMmaLeBTUYECKYHO
AeATenbHOCTb, OCYLLECTBIISETCS NO peLenTtamM Ha nekapCTBEHHbIE nNpenaparthbl, Mo
TpeboBaHMSAM MEOULMHCKUX OpraHu3auun, BeTEepuUHapHbIX opraHu3auuin B
COOTBETCTBUW C NpaBunamMmn U3roToBfEHMS U OTNYyCKa NeKapCTBEHHbIX NpenapaTos,
YTBEPXKOEHHBIMW  YNONIHOMOYEHHbLIM  dpefeparnbHbIM - OpraHoOM  UCMNONHUTENBLHOW
BracTu. *56.1)

2. Mpn M3roTOBMNEHMN NEeKapCTBEHHbIX MpenapaToB anTeYHbIMU OpraHn3aLusMu,
BETEepPUHaPHbIMM anTe4yHbIMU opraHusauusamu, NHOMBUAYaNbHLIMU
npeanpuHMaTenamMn,  UMeLMMKM  JNULEH3UK  Ha  drapMaLeBTUYECKYHO
OeATenbHOCTb, WCMNOMb3YyTCA dapMaLeBTUYeckne cyoCcTaHLUUM, BKIMIOYEHHbIE
COOTBETCTBEHHO B [OCYJApPCTBEHHbIN _PEecTp NeKapCTBEHHbIX CPeAcTB A
MEAMULMHCKOro NPUMEHEHNA 1 Focy1apCTBEHHbIN PEECTP NEeKapCTBEHHbIX CPeacTB
ONS BETEPUHAPHOro MpUMEHEHUSI B yCTaHOBMNEHHOM nopsiake. He ponyckaetcs
N3roTOBMEHNEe  anTeYHbIMW  OpraHu3auusiMK,  BeTEepUHapHbIMK  anTeYHbIMU
opraHusaunamMu, UHAMBUAYyanbHbIMU NpeanpuHUMaTens MmN, UMEKLLMMA TNULLEH3NIO
Ha  dapMaLeBTMYECKYD  [OEeATeNnbHOCTb,  NeKapCTBEHHbIX  Mpenaparos,
3aperucTpupoBaHHbIx B Poccuiickoin ®enepavuiun.

3. MapKVIpOBKa JIeKapCTBEHHbIX nMpenapartoB, W3roTtoBJri€HHbIX anTe4YHbIMU
opraHmn3auuamm, setTepunHapHbiMMU anTe4HbIMnN OpraHn3aunaMmmn, nHonsBuayarbHbIMU
npeanpnHnMmaTesidiMu, MMELLIMMU JIMUEeH3NI0 Ha cbapmaueBqueCKyro
OeATerlbHOCTb, W” O(bOpMJ'IeHVIe TakKnxX npenapartoB OOJTPKHbl COOTBETCTBOBATb
npasusiam, yKa3aHHbIM B HaCTU 1 HacTosILEN CTaTbW.

4. AnTeuyHble  OpraHu3auuu, BeETEePUHApPHble  anTeuvHble  OopraHM3auuu,
nHavBUAYyanbHbIe NpeanpuHUMaTenn, NMelLIme ML EH3N0 Ha hapmaleBTUYECKYHO
AeATenbHOCTb, HECYT OTBETCTBEHHOCTbL 3a HECOOOAEHNE NpaBun U3roTOBMNEHMS U
OTNnycka neKapCTBEHHbIX MpenapaTtoB B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuinckon denepaumn.

KommeHTapui K ctatbe 56

CtaTtba 57. 3anpeweHue npogaxu anbcnpuumnpoBaHHbIX
NeKapCTBEeHHbIX CpeacTB, HeAOOpPOKaYeCTBEHHbIX
NeKapCTBEeHHbIX CPeacTB, KOHTPaMdaKTHbIX NIeKapCTBEHHbIX
cpeacTts

[Mpogaxa dranbCcUUuMpPoOBaHHbIX neKkapCTBEHHbIX cpencTs,
Hego6poKavyeCTBEHHbIX JIEKapCTBEHHbIX CPEeACTB, KOHTPaaKTHbLIX JIeKapCTBEHHbIX
cpencTB 3anpeLlaeTcs.

KommeHTapun K ctatbe 57
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Ctatbna 58. XpaHeHue nekapcTBeHHbIX CpeacTB

1. XpaHeHue IeKapCTBEHHbIX CPEACTB OCYLIECTBSAETCA MNPOM3BOAUTENAMMU
NEKapCTBEHHbIX CPEeACTB, OpraHM3auusiMm OMNTOBOW TOProBfM NEKapCTBEHHbIMMU
cpeacTBaMn,  anTeYHbIMW  OpraHM3auusiMi,  BEeTEPUHaPHbIMK  anTEeYHbIMU
opraHM3aunamMu, nHgmMeBMayasnbHbIMU NpeanpUHUMaTENa MU, UMEIOLLMMN FIULLEH3UIO
Ha (apmMaueBTUYECKYD [OEATENbHOCTb WM JIMLEH3UIO HA  MEeOULMHCKYHO
AEeATEeNnbHOCTb, MEAULMHCKUMU OpraHn3aunsmMm, BETEPUHAPHbIMU OpraHn3aunamMm
N WHbIMW OpraHM3aunaMK, OCYLUECTBRSAIOWMMM ObpalleHne nekapCTBEHHbIX
cpeacTB. XpaHeHue IeKapCTBEHHbIX CPEeAcTB AN BETEPMHAPHOro MNPUMEHEHUS
opraHM3aunaMm U MHAnBMAYyanbHLIMU NpeanpuHUMAaTENs MmN B Criydasax, €Crii OHU
NCMOMb3YTCA MCKIYUTENBHO MNpU pa3BefeHMU, BblpallMBaHUW, COLEPXaHUN U
NEYEHUN XUBOTHbIX, MOXET OCYLECTBNATbCA 6€e3 nonyyYyeHus JMUEH3UN Ha
drapMaLeBTUYECKYIO OEATENBHOCTb.

(YacTb B pepakuuu, BBedeHHOM B JgenctBue c¢ 22 Hosibpa 2014 ropa
PepepanbHbliM 3akoHOM OT 22 okT6ps 2014 roga N 313-93.

2. lNpaBuna xpaHeHus JfieKapCTBEHHbIX CPEeACTB YTBEPXKOAITCHA COOTBETCTBYHOLLMM
YMNOSHOMOYEHHbIM dheeparibHbIM OpraHOM UCMONHUTENBbHOM BacTu. *58.2)

3. XpaHeHne HapKOTMYECKMX  JIeKApCTBEHHbIX CPeacTB,  MCUXOTPOMHbIX
NEKApPCTBEHHbIX CpPeacTB, pagunodapmaueBTUYECKUX JIEKAPCTBEHHbLIX CpeacTB
OCYLLECTBJIAETCS B COOTBETCTBMM C 3aKOHOA4aTernbCcTBOM Poccunckon denepaumu.
*58.3)

KommeHTapun K ctatbe 58

Ctatbsa 58 _1. [lpeamMmeTHO-KONMMYECTBEHHbLIU Y4eT
NeKapCTBEeHHbIX CpeacTB ANA MeAULMHCKOro NpuMeHeHus

1 .[lepeyeHb neKkapCTBEHHbIX CpPeacTB AN  MeOULUMHCKOrO  NpUMEHEHUs,
nognexawmx npegmMeTHO-KOrMYeCTBEHHOMY yyery, yTBEepXXOaeTcs
YrNOSMHOMOYEHHbIM doeeparibHbIM OpraHOM UCMONHUTESNbHOM BracTu. *58 1.1)

2. [lopsanok BKMOYEHUS NeKapCTBEHHbLIX CPeacTB AN MeAULMHCKOrO NPUMEHEHUS
B MNepevYeHb JIeKapCTBEHHbIX CPeacTB AN MEAUMUMHCKOro  NpUMEHEHUs,
noanexawumx NpeaMeTHO-KONTMYECTBEHHOMY yyery, yCTaHaBnMBaeTCcH
YMNOSTHOMOYEHHbIM  doefieparibHbIM - OpraHOM — UCMOSHUTENbHOW  BRactu  No
cornacoBaHuto C doegepanbHbIM opraHom UCMNOMNMHUTENbHOMN BracTu,
OCYLLECTBIAIOWMM  OYHKUMM MO BbIpaboTKe roCyaapCTBEHHOM  MOSIMTUKM,
HOPMaTUBHO-NPaBOBOMY PEryriMpoBaHnMio, KOHTPOMKO M Hag30py B cdepe obopoTa
HaPKOTUYECKNX CPEACTB, NMCUXOTPOMHbLIX BELUECTB U UX NPEKYPCOPOB, a TakXe B
obrnacTu NpoTMBOAENCTBUS UX HE3AKOHHOMY 060poTY. *58_1.2)
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3. npe,EI,MeTHO-KOJ'IW-IeCTBeHHbI171 yyqeT NeKkapCTBEeHHbIX CpeacTB AJid MeanumHCKOro
npuMmeHeHna BeaytT npon3BoauUTeENn JeKapCTBEeHHbIX CpeacTB, OpraHun3aunm
ornToBOM TOproesin JnekapCcTBeHHbIMM CcpeacTBaMuy, aritTeédHble OpraHn3auunu,
nHanBunayaribHble npearnpuHnuMartesiv, nmerome nMueH3no Ha CbapMaLl,eBTW-IeCKyI'O
AeATesIbHOCTb U NMUEeH3NK0 Ha MEeOUUUNHCKYK OeATeslbHOCTb, U MeaUuUunNHCKue
opraHmsauun, ocyulecrtendrowpme o6pau.1eHme JIeKapCTBEeHHbIX CcpeactTB A4
MEOULUNHCKOIo npuMeHeHud, nytem pernctpaumnm NMobbIX CBA3aAHHbLIX C  UX
o6pau.|,eHmeM orepauun, nNpu KOTOPbIX WU3MEHAETCHA WX KONMM4ecTBO U (MJ'IM)
COCTOsAHME, B CneyunalribHbIX KypHaliax ydeTa onepau,vu7|, CBA3aHHbLIX C o6pau.|,eHmeM
JlIeKapCTBEHHbIX CpeaCcTB AJ1Id MeaANUMHCKOro npuMeHeHud (,u,anee - cneunarbHbie

XypHanbl).

4 . [lpaBuna perncTpaumm onepauun, cBs3aHHbIX ¢ obpalleHneM neKkapCTBEHHbIX
cpeactB AN MEOUUMHCKOrO  MPUMEHEHMS,  BKIMIOYEHHbIX B MNepeyeHb
NEeKapCTBEHHbIX CpeacTB AN MEOUUMHCKOrO  MPUMEHEHWs,  MOASiexalumx
NPeaMETHO-KONMMYECTBEHHOMY Yy4eTy, B cCheuunarnbHbiX >XypHanax W npasuna
BeAEHNS N XpaHEHUS chneuunasnbHbIX XypHarnoB YTBEPXOAKTCSA YNOMHOMOYEHHbIM
doegepanbHbIM OpraHoOM UCMOSHUTENBHOM BacTu. *58 1.4)

5. KoHTponb 3a cobniogeHvem npaBwun permcTpaumm onepauui, CBA3aHHbIX C
obpalleHneM neKapCTBEHHbIX CpeacTB AN MEeAULMHCKOro  MPUMEHEHUS,
BKIIIOYEHHbIX B MNEepeyvyeHb JIeKapCTBEHHbIX CPeacTB AN  MeaULUHCKOro
NPUMEHEHMS, NoANeXawmx NpeaMeTHO-KONMYECTBEHHOMY YYETY, B CneumanbHbIX
XypHanax, a Takxe 3a cobnogeHMeM npaBun BEAEHUA U XpaHEHUs1 cneumanbHbIX
XKypHanoB  BO3MaraeTcsl Ha  YNoSIHOMOYEHHble  dhegepanbHble  OpraHbl
MCMNOMHUTENbHON BflACTU U OpraHbl  MCMONHUTENbHOM BNactTu CyObeKkToB
Poccuinckon ®denepaumnn, OCYLIECTBASIOWME JMUEH3NUPOBaHME MPOM3BOACTBA
NeKapCTBEHHbIX cpeacTs, dapmaueBTUYECKON OeATEerNbHOCTM U MeaWLMHCKOW
AEeATEeNbHOCTN, N OCYLLECTBISETCS B paMKaXx fIMLEH3NOHHOIO KOHTPOSIA.

(CtaTbst pononHuTenbHO BKodeHa ¢ 25 mwoHa 2013 roga PegepanbHbiM
3akoHoM oT 25 aekabps 2012 roga N 262-P3)

KommeHTapumn k ctatbe 58 1

(naBa 11. YHUUYTOXEHMe neKapCTBEeHHbIX
cpeacTB (ctaTbu 59 - 59)

CtaTtbs 59. OcHOBaHMA N NOPAJOK YHUUYTOXEHUSA
NeKapCTBEeHHbIX CpeacTB
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1. HepobpokayecTBeHHble rneKkapCTBEHHbIE CpeacTBa, anbCUULMPOBaHHbIE
NekapCTBEHHble CpeacTBa noanexar U3bATUIO M3 ODpaLLEHNS N YHUYTOXEHUIO B
nopsgke,  yCTaHOBMIEHHOM [lpaBUTENLCTBOM Poccuinckon  depepauun.
OcHoBaHMEM AON9 YHUYTOXEHUSA JNEKApCTBEHHbLIX CPEnCTB SBMSETCSA pelueHune

Bnagensua NeKapCTBEHHbIX CPEAcCTB, peLleHne COOTBETCTBYHIOLLETO
YMNOSTHOMOYEHHOro doefepanbHOro opraHa UCMONMHUTENbLHON BNAacTW WU PeELLeHne
cyga. *59.1)

(HYactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropa
PenepanbHbiM 3aKkoHOM OT 22 nekabpsa 2014 roga N 429-93.

2. KoHTpadhakTHbIE NeKapCTBEHHbIE CPeaACcTBa NMoanexar U3bAaTUIO N3 0bpaLLEeHUS U
YHUYTOXEHNIO MO peweHno cyda. [lopagok  YHUMTOXEHUS  KOHTpadoakTHbIX
NeKapCTBEHHbIX CcpencTB YycTaHaBrmBaeTcs [lpaButenbctBoM  Poccuickom
denepauun. *59.2)

(Yactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropa
dPenepanbHbIM 3akoHOM 0T 22 aekabpsa 2014 rona N 429-93.

3. Pacxogbl, cBfi3aHHble C YHUYTOXEHWEM KOHTpadpaKTHbIX JIeKapCTBEHHbIX
cpencrTs, He400OpoKa4yeCTBEHHbIX NeKapCTBEHHbIX CpeacTs,
dranbCcmdmLMpOBaHHbIX JIEKAPCTBEHHbLIX CPeaCTB, BO3MELLAIOTCS UX BnagerbLeMm.

4. Bnapgeney nekapCTBEHHbIX CPeACTB OOSMKeH NpencTaBUTb B YNONTHOMOYEHHbIN
doepepanbHblA OpraH UCMONHUTESNTbHOW BIiacTW OOKYMEHT WM 3aBEPEHHY B
YCTAHOBJIEHHOM TMOps4Ke €ero KOomnuv, noaTteepxgarowme qakT YHUYTOXEHUS
NeKapCTBEHHbIX CPeaCTB.

5. CooTBeTCTBYHOLMI YMNONMHOMOYEHHbIN defeparnbHblA OpraH WUCMONHUTENBbHON
BNacTW, MPUHABLWMW peleHne o6 YHUYTOXEHMM FeKapCTBEHHbIX CpencTs,
OCYLLECTBJIAET KOHTPOJSIb 32 UX YHUYTOXEHMEM.

6. YHWYTOXEHME INEeKapCTBEHHbLIX CPEACTB MPOU3BOAUTCH  OpraHu3auusimu,
MMEIOLLMMIN COOTBETCTBYIOLLYHO JIMUEH3MIO, Ha cneuuanbHO 0060pyaoBaHHbIX
nnowankax, nonMroHax W B chneumanbHO 000pyaoBaHHbIX MOMELLEHUSAX C
cobniogeHeMm TpeboBaHMM B 0BNacTM OXpaHbl OKpyXawwen cpedbl B
COOTBETCTBUM C 3aKoHoaaTenscTBoM Poccurckon degepavmn.

7. HapkoTudeckune nekapCTBEHHble CPEeAcTBa, MCUXOTPOMHbIE NEeKapCTBEHHbIE

cpencTea, paguodapmMaleBTUYECKME NIEKAPCTBEHHbIE CPEeACTBA YHUUTOXAKOTCSH B

COOTBETCTBUM C 3aKOHoAaTenbcTBOM Poccuickon Peaepaumn. *59.7)
KommeHTapuit K ctatbe 59

'naBa 12. [ocyaapcTBeHHOe perynupoBaHue
LleH Ha nekapcTBeHHble npenapaTbl Ans
MeauUMHCKOro npumeHeHus (ctatobm 60 - 63)
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CrtaTtbs 60. locyaapcTBeHHOE perynupoBaHue LieH Ha
rleKapcTBeHHble npenapaTtbl ANS MeAULUHCKOro
NnpUMeHeHUs

FocynapCTBeHHoe perynmposaHne LEH Ha JieKapCTBEHHbIE Mnpenapartbl O
MeaUUNHCKOIo npuMeHeHnA OCYLLECTBIIAETCA NoCpeCTBOM:

1) yrtBepxaeHus [NpaButensctBoM Poccunckon depepauumm nepevHsa XU3HEHHO
HEOOXOANMBIX U BaXKHEWLLMX NEKapCTBEHHbIX NpenapaToB, KOTOPbIN copmMupoBaH
B YCTAHOBSIEHHOM MM MOPSiAKE Ha OCHOBE KOMMMEKCHOW OLLEHKWN NEKaPCTBEHHbIX
npenapaTtoB, BKMOYasi aHanmuM3 CBEOEHUA O CPaBHUTENbHOMW  KIMHUYECKOWN
adbdekTMBHOCTM WM Oe30macHOCTM  NIEKapCTBEHHONO  CPEeACcTBa,  OLEHKY
9KOHOMMYECKUX NOCNEACTBUN NPUMEHEHMUS NEKAPCTBEHHOINO CPEeACTBaA U U3yYeHne
AOMNOSHUTENbHbLIX NOCNEACTBUN NPUMEHEHMS NeKapCTBEHHOro cpeacTtaa; *60.1)

(MyHKT B pepakuuun, BBeaeHHoun B aenctene ¢ 1 nona 2015 rona PegepanbHbim
3akoHoM oT 22 aekabpa 2014 rona N 429-93.

2) yTBEPXOEHUA METOAMKM YCTAHOBMEHUA MPOU3BOOUTENAMU NEKapPCTBEHHbIX
npenapaTtoB npefenbHbIX OTMYCKHbIX LEeH Ha JeKapCTBEHHble npenaparhl,
BKIMHOYEHHbIE B NepeYvYeHb XM3HEHHO HEOOXOAUMbBIX U BaXKHEWMLLMX NEKAPCTBEHHbIX
npenapaTtoB, a Takke BHeAPEHUd MexaHn3aMoB dOPMUPOBAHUS CUCTEMBI
pedepeHTHbIX LeH; *60.2)

(MyskT B pepakumn, BBedeHHon B pgenctBne ¢ 1 wmona 2015 ropa
denepanbHbiM 3akoHoM OT 22 nekabpsi 2014 roga N 429-03.

3) rocyoapCTBEHHOM  perncTpauuv  YCTaHOBIIEHHbLIX  MPOW3BOAUTENAMU
rekapCTBEHHbIX MpenapaTtoB MpeaeribHbIX OTMYCKHbIX LEH Ha feKapCTBEHHble
npenapaTbl, BKMOYEHHbIE B MNEpPeYEHb MU3HEHHO HEOOXOAMMbBIX U BaXKHEWLLMX
rekapCTBEHHbIX Npenaparos.;

4) BeAEeHUA rocygapCtBeHHOro peectpa npenesibHbiX OTMNYCKHbIX  LEH
npousBoauTeNen Ha JeKapCTBEHHble TrpenapaTtbl, BKIOYEHHble B MepedeHb
YXM3HEHHO HEOOXOAMMBIX U BaXKHENLUMX JIEKapCTBEHHDbIX rnpernaparTos,

5) yTBEPXKOEHUST METOAWKM YCTaAHOBMEHMSI OpraHaMyM WCMNOSIHUTENbHOW BriacTh
cybbekToB Poccuickon degepaumm npenenbHbIX pasmMepoB ONTOBbIX HagbaBok U
npeaenbHbIX pasMepoB PO3HMYHLIX HaA0aBOK K OaKTUYECKMM OTMYCKHBbIM LieHaMm,
YCTaHOBIEHHbIM NpOM3BOAUTENAMMU NeKapCTBEHHbIX npenapaTos, Ha
NeKkapCcTBEHHblEe Npenapatbl, BKIIOYEHHbIE B NEPEYEHb XU3HEHHO HEODOXOOMMbIX U
BaXKHENLLNX SleKapCTBEHHbIX NpenapaTos; *60.5)
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6) YCTaHOBJIEHNA TMpeaeribHblIX pa3MepoB OlMTOBbIX Hanb6aBoK W npeneribHbIX
pa3mepoB PO3HUYHbIX Hanb6aBok K CbaKTW-IeCKMM OTMNYCKHbIM L eHaM,
YCTaHOBJIEHHbIM npon3sogunTenamm JIEKapCTBEHHbIX npenaparos, Ha
JleKapCTBEHHbIE MNpenapartbl, BKIMKOYEHHbIE B NepevYeHb XUM3HEHHO HEeobXoAUMBIX U
BaXXHENLLMX JIeKapCTBEHHDbIX rnpernaparTos,

7) yTBEPXOEHMS NOpsiAKa Bblaavyn npeanMcaHuin opraHam UCMNONHUTENbHOM BiacTh
cyobektoB Poccunckon depgepaumm O nNpuUBEAEHUN B COOTBETCTBME C
3akoHogartenoctBom Poccunckon ®depepaumn pewweHnin 06  yCTaHOBMEHUU
npenenbHbIX pa3MepoB OMTOBbIX HAAbaBOK M npeaenbHbIX Pa3sMepoB PO3HUYHbIX
Haa0aBoOK K dbaKTMYECKMM OTMYCKHbIM LiEeHaM, YCTaHOBIIEHHbIM NPON3BOAUTENSAMMU
NEKapCTBEHHbIX NpenapaTtoB, Ha IeKapCTBEHHble MpenapaTbl, BKMOYEHHbIE B
NepeyYeHb XM3HEHHO HEOOXOOMMbBIX U BaXKHEWLUMX JIEeKapCTBEHHbLIX Mpenapartos,
€CIN OHM MPUHATBI C HapyLUeHNeM 3akoHogaTensctBa Poccuickon degepaumm, B
nopsagke, yctaHosrneHHoM [pasutensctBomM Poccuimnckon epepauum; *60.7)

8) HanpaBneHus yYNoOrHOMOYEHHbIM dheaeparnbHbIM OpraHoM  UCMONMHUTENbHOM
BMAcTXU OpraHamM WCMOMHUTENbHOM BriacTu cybbekToB Poccuiickon depnepaunm
npeanucaHnini o NpUBEAEHUN B COOTBETCTBUE C 3aKoHoaaTenbCTBOM Poccuiickon
denepauun NPUHATLIX C HapyLLeHWEM 3akoHoaaTtenbcTBa Poccuiickon ®enepavuum
pelleHnn o6 yCTaHOBMNEHWM MpefenbHbiX pPasMepoB OMNTOBbIX HaAbaBoK WU
npedenbHbiX pPasMepoB PO3HWYHbIX HaabaBOK K LieHaM Ha neKapCTBEHHble
npenapaTtbl, BKIMOYEHHbIE B MepeyYeHb XU3HEHHO HEeoOXOAUMBIX W BadKHEMLLMX
NeKapCcTBEHHbIX NpenapaTos;

9) ocywecTBneHuss degepanbHOro rocygapcTBeHHOro Hagsopa B cdepe
obpalleHnsi NEeKapCTBEHHbIX CPeacTB UM PernoHaribHOro  rocyaapCTBEHHOIO
KOHTPONS 3a NPUMEHEHWEM LLEH Ha NEeKapCTBEHHbIE npenapaTtbl COOTBETCTBEHHO
YMNOTHOMOYEHHbIMM  (hbegepanbHbIMM  OpraHaMuM  UCMONMHUTENbHON  BflacTU U
opraHammn UcnorHUTeNbHOM BnacTn cybbekToB Poccuiickon degepaumm cornacHo
NX KOMMEeTeHUMn B nopsigke, ycTaHoBneHHoM [lpaButenscTtBoM Poccumnckom
denepaumm; *60.9)

(MyHkT B pepakumu, BBedeHHoM B pgenctBune ¢ 25 wmoHa 2012 ropa
PenepanbHbiM 3akoHOM OT 25 mnoHa 2012 roga N 93-P3.

10) NnpumMeHeHus nNpegycMOTPEHHbIX 3aKoHoaaTenbcTBoM Poccuinckon denepaumm
Mep OTBETCTBEHHOCTW 3a HapylleHue nopsaka LeHoobpas3oBaHWA Ha XU3HEHHO
HeobXxoanMbIE U BaXKHENLLME NEKapCTBEHHbIE NpenaparTbl.

KommeHTapumn k ctatbe 60

CtaTtbsl 61. locyaapcTBeHHast peructpauus
yCTaHaBNMBaeMbIX NPOU3BOAUTENSAMU NTeKapCTBEHHbIX
npenapaToB NnpeaenbHbIX OTMNYCKHbIX LieH Ha
rleKapCcTBeHHbIe npenapaTbl, BKIIOYEeHHbIe B NepeyeHb
XXN3HEHHO HEeOOXOANMbIX N BaXXHENLUUX FIeKapCTBEHHbIX
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npenapaTtoB

(HanveHoBaHve B pepakuun, BBegeHHon B pgencteue ¢ 1 wmonsa 2015 roga
denepanbHbIM 3akoHOM 0T 8 mapTta 2015 roga N 34-93.

1. YcTaHaBnMBaeMble  NPOM3BOAUTENSMM  NIEKAPCTBEHHLIX  MpenapaToB
npegernbHble OTMYCKHblE LeHbl Ha JfieKapCTBEHHble Mpenapartbl, BKIMOYEHHble B
nepevyeHb XM3HEHHO HEeOOXOAUMbLIX U BaKHEWMLLMX JEKapCTBEHHbLIX Mpenaparos,
nognexar rocygapCTBEHHOM  perucTpauuvM B Mnopsgke,  yCTaHOBIIEHHOM
[MpaButenscTBOoM Poccuinckon denepaumn.

(YacTb B pegakumun, BBegeHHon B genctane ¢ 1 umwona 2015 roga PenepanbHbIiM
3akoHoM oT 8 mapta 2015 roga N 34-93.

2. Ha ocHoBaHmm nogaHHoro A0 1 OKTA6psa KaxOooro roga 3asiBNeHust
Npon3BOAUTENS NEKAPCTBEHHLIX NPenapaToB, BKIOYEHHbIX B NepPeYeHb 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 denepaumn. *61.2)

(HYactb B pepakumm, BBegeHHonm B pencteue ¢ 1 wmona 2015 ropga
PepepanbHbiM 3akoHOM OT 8 mapTa 2015 roga N 34-93.

2 1. YacTtb 2_1 pononHutenbHo BKoYeHa ¢ 26 okTsa6ps 2010 roga PenepansHbim
3akoHoM OT 11 okTa6psa 2010 roga N 271-d3, yrpaTtuna cuny ¢ 1 monsg 2015 ropa

denepanbHbiM 3akoHOM 0T 8 mapTta 2015 roga N 34-93. .

2 2. YacTb gononHuTensHO BKoveHa ¢ 26 okTabps 2010 roga PepepanbHbiv

3akoHoM OT 11 okTa6psa 2010 roga N 271-d3, yrpaTtuna cuny ¢ 1 monsg 2015 ropa
denepasnbHbiM 3akoHoM OT 8 mapTta 2015 roga N 34-93. .

3. PacuyeT npefenbHbIX OTNYCKHbIX LEeH, YKasdaHHbIX B YacTax 1 v 2 HacTodulen
cTartbW, NpU WX TOCYO4APCTBEHHOM perucTpauum umm nepeperucTpaumum
OCYLLECTBIIAETCA B COOTBETCTBUM C METOOMKOW, YTBepXaeHHOU [NpaBuUTensCTBOM
Poccunckon denepauunm v y4mTbiBaloLen, B HaCTHOCTH:

1) cobntogeHne 6anaHca MHTepecoB NoTpebuTenen nekapcTBEHHbLIX NpenapaTos,
BKITIOYEHHbIX B NepeYeHb }U3HEHHO HEOOXOAUMbBIX U BaXXHENLLNX NEKapCTBEHHbIX
npenapaToB, M MPOU3BOAUTENEN IEKAPCTBEHHbIX MNpenapaToB, BKIMOYEHHbIX B
NnepeYeHb XXN3HEHHO HEOOXOAMMbIX N BaXKHENLLNX NIEKApPCTBEHHbIX NpenapaTos;

2) (bakTU4EeCKyto OTMYCKHYKO LIEHY Ha JleKapCTBEHHbIe npenapatbl B Poccurckon
d®epepaunn, LieHy BBO3a JileKapCTBEHHbIX NpenapatoB B Poccunckyo denepaunio,
a TakXe LeHbl Ha aHarnorMdHble JfeKapCTBEHHbIE npenapartbl, Haxodswmecs B
obpalueHum B Poccuinckon deaepaumu;
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3) 3aTtpaTbl NPOVM3BOAUTENS IIEKAPCTBEHHONO npenaparta Ha MpPOM3BOACTBO M
peanu3aunio NekapcTBEHHOro NpenapaTa;

4) LeHy Ha NnekapCTBEHHbIM npenapaT MHOCTPaHHOro NMPOW3BOLCTBA, €ro LieHy B
CTpaHe Npou3BOAUTENS U B CTPaHax, B KOTOPbIX npenapaTt 3aperncTpupoBaH n
(M) B KOTOpble NOCTaBMSAETCA UHOCTPAHHbLIM NPON3BOAUTENEM.

(YacTb B pegakumu, BBegeHHon B aenctane ¢ 1 umwona 2015 roga PegepanbHbiM
3akoHom oT 8 mapTta 2015 roga N 34-P3.

4. He ponyckawTca peanu3aumss M OTNYCK JIeKAapCTBEHHbIX npenapaTos,
BKJIIOYEHHbIX B NepeYvyeHb XU3HEHHO HEOOXOAUMbBIX U BaXHENLLUMX NEKaAPCTBEHHbIX
npenapaTtoB, Ha KOTOpble MPOU3BOAMUTENSAMU JIEKAPCTBEHHbLIX MNpenapaTtoB He
3aperucTpypoBaHa npefenibHad OTMYyCKHas LUeHa, peanu3aunss n - OTnycK
NPON3BOAUTENAMN  JIEKApPCTBEHHbLIX MNpenapaTtoB MO UeHaMm, MpeBbillaiowmm
3aperucTpypoBaHHble npefesribHble  OTMYCKHble LUeHbl Ha JieKapCTBEHHble
npenapatbl, a TakXe peanuM3aums W OTNYCK JIeKapCTBEHHbIX MpenapaTtoB
OpraHusaunamMm OrTOBOM TOProBfIM N PO3HUYHOW TOProBSIM JIeKapCTBEHHbLIMU
npenapataMmy Mo LeEeHaM, YpPOBEHb KOTOPbIX C Y4eTOM rMpeaerbHOM OrnTOBOW
Haa0aBKM U NpegenbHON PO3HUYHOM HaabaBKM NPEBbILAET pa3mMep akTU4ecKom
OTMYCKHOW LiEHbI.

(YacTb gononHutensHo BkItodeHa ¢ 1 uonsa 2015 roga PenepanbHbIM 3aKOHOM
oT 8 mapta 2015 roga N 34-93)

5. OcobeHHOCTN rocyaapCTBEHHOrO perynmpoBaHus npefernbHbIX OTMYCKHbIX LieH
Ha nekapcTBeHHbIE NpenapaThbl, BKIIOYEHHbIE B NEPEeYEHb XU3HEHHO HEODXO4MMbIX
N BaXXHEWLLNX NEeKapCTBEHHbIX NpenapatoB, B 3aBUCUMOCTU OT 3KOHOMWYECKUX U
(M) coumarnbHbIX KpuUTepueB (M3MEHEHWEe YCroBWUW, nopsiika U CTOUMOCTU
NPOM3BOACTBA Jl€KapCTBEHHbIX MNpenapaTtoB, WCMOMb30BaHNWE HOBbIX OpM,
MeTogoB M cnocoboB rocygapCTBEHHOIO perynmpoBaHus LeH Ha JleKapCTBEHHble
npenaparbl, B TOM YUCIe HA OCHOBE MexaHu3ma pedpepeHTHOro LileHoobpa3oBaHus,
M3MEHEHUN MopsgKka oKasaHus MegUUMHCKOW MOMOWM, W UHble U3MEHEHUS)
ycTaHaBrmBatoTcs [paButensctesom Poccunckon ®enepaumu.

(YacTb pononHuTenbHO BKkModeHa ¢ 16 mapta 2015 ropga PegepanbHbiv
3akoHoM oT 8 mapTta 2015 roga N 34-93)

KommeHTapum K ctatbe 61

Ctatbsa 62. locygapcTBeHHbIN peecTp npeaesibHbIX
OTNYCKHbIX LLleH NPOM3BOAUTENEN HA NEeKapCTBEHHbIE
npenaparbl, BKIIOYEeHHbIe B NepeYvYeHb XXU3HEeHHO
Heo0Xo0ANMbIX U BaXKHEULLUUX JSIeKapCTBEeHHbIX NpenapaTos
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1. 3apermctpupoBaHHble MpenenbHble OTMYCKHblE LEeHbl Ha JeKapCTBEHHbIe
npenapaTtbl, BKMOYEHHbIE B MEpPeYeHb XM3HEHHO HEeoOXOOAUMbBIX U BaXKHEMLLMX
NeKapCTBEHHbIX MpenapaToB, MOANeXaT BKIMHOYEHUO B rOCY4apCTBEHHbIA peecTp
npenernbHbIX OTMYCKHbIX LEeH MpOM3BOAMTENEN Ha NeKapCTBEHHble npenaparhl,
BKITHOUEHHbIE B NepeYeHb XXN3HEHHO HEOOXOOMMbIX N BaXKHEMLLMX JIEKapCTBEHHbIX
npenapaTos.

2. [ocypapCTBEHHbIN peecTp npefernbHbiX OTMYCKHbIX LieH npou3BoauTenen Ha
nekapcTBEHHble npenapatbl, BKIOYEHHbIE B NepeyYeHb XU3HEHHO HEOBXOOMMbIX U
BaXHENLUMX JIEKApCTBEHHbIX MpenapaToB, coaepxut B cebe creayloLyto

MHJpopMaLmIo:

1) HauMeHOBaHWe aepXaTens unu Bragernbsua PermcTpaLmMoHHOrO YO0CTOBEPEHUS
NEKapCTBEHHOrO rnpenapaTta, HaMMeHOBaHME MPOU3BOAMUTENSA JIEKapCTBEHHOMO
npenapara, MeCcTO HaxXOXOEeHUA NPOW3BOLACTBEHHbIX MSIOWALO0K, Y4aCTBYHOLWMX B
npouecce nNpPOU3BOACTBA JIEKAPCTBEHHOIO npenapaTta, C YyKasaHuem ctagum
npoLecca npon3BoaACTBa;

(MyHKT B pepakuun, BBeaeHHon B gencteme ¢ 1 nonda 2015 roga PeneparnbHbIM
3akoHoMm oT 22 nekabps 2014 roga N 429-03.

2) HaMMeHoOBaHWe fiekapCTBEHHOro npenapara (MexayHapoaHoe HenaTeHTOBaHHoe,
NN rPYNNUPOBOYHOE, UITM XMMUYECKOE N TOProBOE HAUMEHOBAHWS);

(MyHKT B pepakuun, BBeaeHHom B gencteme ¢ 1 nonda 2015 roga PenepanbHbiM
3akoHoMm oT 22 nekabps 2014 roga N 429-03.

3) HOMep perucTpaLoOHHOIO YO0CTOBEPEHNS NeKapCTBEHHOIO NpenapaTa;

4) nekapcTBeHHaa dopmMa C yKaszaHuMeM [O3UPOBKM JIEKApCTBEHHOIO npenapara u
ero KomumyectBa BO BTOpPUYHOW (NOTPEBMTENLCKOM) YMNakoBKe, a Takxke
KOMMMEKTHOCTb;

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

5) 3aperncTpupoBaHHas npegensHasa OTNyCKHas LieHa B pyonsix;

6) para W HOMep npukasa YMNOfIHOMOYEHHOro  pegepanbHOro  opraHa
MCMNOSTHUTENTbHONW BracTWM O TOCYAApPCTBEHHOM pernctpauun, nepeperncrpamm
npenensHOM OTMYCKHOM LeHbl Ha JeKapCTBEHHbIW npernapaT, BKIIHYEHHbIA B
nepeyYeHb XN3HEHHO HEOBXOAMMbBIX N BaXXHENLLMX SIEKapCTBEHHbLIX NpenapaTos;

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

7) LTPUXOBOW KO, HAHECEHHbI Ha BTOPUYHYIO (MOTPEBUTENBLCKYHD) YMNakOBKY
neKapCTBEHHOro npenapara;

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PeneparnbHbiM_3aKOHOM
oT 22 nekabps 2014 roga N 429-03)
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8) Kog nekapcTBEHHOro npenapara MO aHaToOMO-TepaneBTUYECKO-XMMUYECKON
Kriaccudpmkaumm, pekomeHgosaHHon BcemmpHom opraHmsaumen 34paBoOXpaHeEHs.

(MyHkT gononHuTensHo BkrtodeH ¢ 1 uonga 2015 roga PepeparnbHbiM 3aKOHOM
oT 22 nekabpsa 2014 roga N 429-93)

3. l'ocynapcTBeHHas perucTpaums npefenbHbIX OTMYCKHbIX LeH Ha JleKapCTBEHHbIE
npenapatbl, BK/OYEHHble B MepevYeHb XWU3HEHHO HeobXOoO4MMbIX U BaXHEWLLMX
rneKapcTBEHHbIX NpenapatoB, BedeHWe rocydapCTBEHHOro peectpa npeferbHbIX
OTNYCKHbIX LIeH Mpou3BOAUTENEN Ha NEKapCTBEHHbIE npenaparbl, BKIOYEHHbIE B
nepevyeHb XM3HEHHO HEeOOXOAUMbLIX U BaXHEWLLMX JeKapCTBEHHbIX Mnpenapartos,
OCYLLECTBIAIOTCA B nNopsgke, yctaHoBneHHoMm [lpaButensctBom Poccumrckon
depepaumn.
KommeHTapui k ctatbe 62

Ctatbsa 63. YcTaHOBNEHUe opraHaMm UCNOJTHUTENTbHON
Brnactu cyobektoB Poccumnckon ®egepaunm npeaenbHbIX
pa3mepoB ONTOBbLIX HAA0ABOK U NpeAeribHbIX pa3MepoB
PO3HMYHbIX HaA0aBOK K (haKTUYECKUM OTIMYCKHbIM LieHaM,
YyCTaHOBJIEHHbIM MPOU3BOANTESNIAMU NEKaPCTBEHHbIX
npenaparoB, Ha NleKapCTBEeHHbIe npenapaTbl Ans
MeAULMHCKOro NpuMeHeHns *63)
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1. OpraHbl UMCNOMHUTENBHOM Bnactn cybbekToB Poccunckon dPepepaumm
yCTaHaBnMBaloT npeferbHble pa3Mepbl OMTOBbIX HaabaBOK W nNpederbHble
pasmMepbl  PO3HWYHbIX HagbaBOK K  (UAKTUYECKMM  OTMYCKHbIM  LieHam,
YCTaHOBJIEHHbIM npou3BoaUTENSMU NeKapCTBEHHbIX npenaparos, Ha
NeKapCTBEHHbIE Mpenapatbl, BKMOYEHHbIE B NEPeYeHb XU3HEHHO HEOOXOAUMbBIX U
Ba)KHENLLMX JeKapCTBEHHbIX MpenapaTtoB, B COOTBETCTBMU C YTBEPXOEHHOW B
nopsgke, ycraHosieHHoM [paButenscteoMm Poccunckon Pepepaumm, METOLUKON
YCTaHOBIMEHUA OpraHamMy WUCMOSHUTENbHOW BracTu cybbekToB Poccuimckon
denepaunn npegenbHbIX pasMepoB ONTOBLIX HAAOaBOK M NpeaenbHbIX pasmMepoB
PO3HWYHbLIX HaabaBOK K (PaKTUYECKMM OTMYCKHbIM LeHaM, YCTaHOBSIEHHbIM
NPON3BOAUTENSMWN NEKAPCTBEHHLIX MpenapaToB, Ha fleKapCTBEHHbIE Mnpenaparhl,
BKIMHOYEHHbIE B NEpPeYEeHb XM3HEHHO HEODOXOOUMbBIX U BaXKHEWMLLMX NEKapCTBEHHbIX
npenapaTtoB. [IpOEeKTbl peLleHUr OpraHoB MCMNOSIHUTENBHOMW BRacTu CyObeKToB
Poccuinckon ®depepaumm 06 ycTaHOBAEHUM WU (MNM) U3MEHEHUM NpenernbHbIX
pa3MepoB OMNTOBbIX HAA6aBOK M NpederibHbIX pa3sMepoB PO3HUYHBLIX HaAabaBOK K
doaKTU4ECKUM OTMYCKHbIM LLeHawMm, YCTaHOBJIEHHbIM Nnpou3BoOaUTENSMU
NIEKApPCTBEHHbIX MNpenapaTtoB, Ha JieKapCTBEHHbIE npernapartbl, BKIKOYEHHbIE B
nepevyeHb XM3HEHHO HEeOOXOAUMbLIX U BaXHEWMLLMX JEKapCTBEHHbLIX Mpenaparos,
noanexar corrnacoBaHuio C degeparnbHblM OpraHoOM UCTMONHUTENBHOW BRNacTw,
YNOMIHOMOYEHHbIM  OCYLUECTBIIATbL  MpaBOBOE  perynvpoBaHne B cdepe
rocy4apCTBEHHOro perynmpoBaHns LieH (TapudoB) Ha ToBaphbl (yCryrn), B Nopsigke,
ycTaHoBJieHHOM [lpaButenscTtBom Poccuinckon ®enepavumn.

(YacTb B pepakuumn, BBedeHHOM B pencteue degepaslibHbiM 3akOHOM OT 13

uionsa 2015 roga N 241-93.

2. OpraHuszaumm ONTOBOWM TOProBiM U (MM)  anTeyHble  opraHusauuu,
nHavBUAYyaneHble NpeanpuHUMaTenn, MMeloLme ML EH3N0 Ha hapmaueBTUYECKYHO
AEeATeNbHOCTb, OCYLUECTBNAOT  peanuM3auunio  NeKapCTBEHHbIX  NpenapaTos,
BKITHOYEHHbIX B MEPeYeHb XN3HEHHO HEOOXOOMMbBIX U BaXKHEWULLMX NEKapCTBEHHbIX
npenapaToB, NO LieHaM, YPOBEHb KOTOPbIX He MpeBbiaeT CymMMy ¢bakTU4eCcKom
OTNYCKHOW LiEHbI, YCTAHOBIEHHOW MPOU3BOAUTESIEM fIEKAPCTBEHHbIX NPenapaToB n
He MpeBblLLaloWwen 3aperMcTpupoBaHHOW NpeaeribHOM OTMYCKHOW LieHbl, 1 pasmep
onToBOW HagbaBkn W (MnM) pasMep PO3HMYHOW HagbaBKW, He npeBbllLatoLme
COOTBETCTBEHHO pasmMepa npenenbHon onToBon Hanbasku M (unn) pasmepa
npeaenbHON PO3HUMYHOM HaabaBKkW, YCTaHOBIEHHbLIX B cybbekTe Poccumnckom
depepaumn.


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

3. OpraHbl wucnonHUTENbHOM BractTu cybbekToB Poccunckon dPepepaumm
pasMewaroT B cetn "UHTepHeT" wnn  onybnmMkoBbIBaOT  MHAOpMaLulo o
3aperucTpMpoBaHHOM  MpedernbHOM  OTMYCKHOM  LieHe Ha  JieKapCTBEHHble
npenapaTtbl, BKIIOYEHHbLIE B MEpPeYeHb XM3HEHHO HEeoOXOAUMbIX U BaXKHEMLUMX
NeKapCTBEHHbIX MpenapaTtoB, 00 YCTaHOBMEHHbIX B CYObekTe Poccuimnckon
denepaunn  pasmepe npefenbHoM oOnNToBoM HagbaBkm wn  (Mnn)  pasmepe
npeaenbHON  PO3HUYHOM HanbaBKM K YCTAHOBIEHHbIM  MPOWU3BOAMUTENSAMU
NeKapCTBEHHbIX MpernapaTtoB (pakTUY4EeCKUM OTMYCKHbIM LieHaM Ha fieKapCTBEHHbIe
npenapaTtbl, BKIMOYEHHbLIE B MEpPeYeHb XM3HEHHO HEeoOXOAUMbIX U BaXKHEMLIMX
nekapcTBEHHbIX NpenapaTos, M 06 yKa3aHHOM B YacTu 2 HACTOALLEN CTaTbn CYMME.
NHdopmaums, npeaycMoTpeHHass HacTOsLWen YacTblo, OOShkHa pasMellaTbCs
TakXe B anTedHblX opraHuMsauusx B [LOOCTYMHOM A5fs CBeOeHus BCeX
3anHTepecoBaHHbIX N1l hopMe 1 0BHOBATLCS NO Mepe ee onybMKoBaHUS.

4. lpuHATbLIE C HapyLleHeM 3akoHogaTtenscTBa Poccumnckon denepaunmn peLleHus
OpraHoOB UCMOMHUTENBLHONW Bnactu cybbekTta Poccuiickon dPegepaunmn 06
YCTaHOBMEHUN MpeaesibHbIX pa3MepoB OMNTOBbIX HagbaBoK W npedenbHbIX
pasmMepoB PO3HUYHbIX HA406aBOK K 3aperMcTpupoBaHHbIM NpeaesibHbIM OTNYCKHbIM
LeHaM Ha 5eKapCTBEHHble rMpenapaTtbl, BK/OYEHHbIE B MepeYeHb XU3HEHHO
HEOOXOAUMBIX N BaXKHENLUMX FfEeKapCTBEHHbIX MpenapatoB, noanexar oTMeHe B
cyoebHom nopsiake.
KomMeHTapui K cTaTtbe 63

'naBa 13. MOHUTOPUHI 3(PpPEKTUBHOCTU U
©e3o0nacHOCTU NleKapCTBEHHbIX Npenaparos,
HaxogAwuxcsa B oopawieHnn B Poccumnckon
Pepnepauuu (ctatbun 64 - 66)

(HanmeHoBaHve B pepakuum, BBegeHHon B pencteue ¢ 1 wmonsa 2015 roga
dPenepanbHbIM 3aKoHOM 0T 22 aekabpsa 2014 rona N 429-93.

Ctatbsa 64. ®DapmakoHan3op

1. JlekapcTBeHHble npenapaTtbl, Haxogsumecs B obpaiweHun B Poccumrckon
denepauunn, noanexar MOHUTOPUHIY 3ddeKTUBHOCTM U 6e30nacHOCTU B Lendax
BbISIBNEHUS BO3MOXHbIX  HeraTUMBHbIX  MNOCNeacTBUMA UX  MPUMEHEHNS,
NHAVBUOYaNbHOW HEMNEPEHOCUMOCTI, NpeaynpeXxaeHna MeauLMHCKNX paboTHNKOB,
BETEPUHAPHbIX CMeuMannucToB, MauMeHTOB WM BriadesibLeB XUBOTHbIX U KX
3aWmTbl OT MPUMEHEHNA TaKNX NeKapCTBEHHbIX MpenapaTos.
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2. ®apmakoHag30p OCYLUECTBMSIETCS COOTBETCTBYHOLMM  YNOSIHOMOYEHHbLIM
denepanbHbIM OpraHoOM MCMONMHUTESNTbHOM BfacTuU B YCTAHOBMIEHHOM MM MoOpsiake
nyTeM aHanmMsa npegnocTaBnsgeMon cybbektamu obpaleHus nekapCTBEHHbIX
cpeactB MHGopMauum O NOBOYHBLIX AENCTBUSAX, HexenaTesnbHbIX peakuunsx,
CEepPbE3HbIX HeXenaTerbHbIX peakuunsax, HenpeaBuaeHHbIX  HexenaTesbHbIX
peakumsax npu npUMEHEHUN JeKapCTBEHHbLIX MpenapaTtoB, 00 WHOMBUAOYalbHOM
HENnepeHoCUMOCTH, OTCYTCTBMM 3GEKTUBHOCTM NEKapCTBEHHbIX MpenapatoB, a
Takke 00 MHbIX drakTax u obCToATENbCTBAX, NPEACTaBMAAIOWMX YrPO3Yy XU3HU MUK
300pOBblD  4YerioBeka MO0 KMBOTHOrO Mpyv  MNPUMEHEHUN  JIeKapCTBEHHbIX
npenapaTtoB W BbISBMEHHbIX Ha BCeX 3Tanax obpaleHns nekapCTBEHHbIX
npenapartos B Poccuickon ®efepaumm n apyrux rocygapcTaax.

3. CybbekTbl OOpalleHnsi nekapCcTBEHHbIX CPeAcTB B MOpsidKke, YyCTaHOBMEHHOM
YMNOSMHOMOYEHHbIM  doefieparnbHbIM  OPraHOM UCMNOSMHUTENBHOW BracTh, 00SA3aHbl
coobLatb B YMNOSHOMOYEHHbIN heaeparnbHbli OpraH UCMOSHUTENbHOW BracTu O
NOBOYHbIX OENCTBUNAX, HEXenaTesnbHbIX peakuusix, Cepbe3HbIX HexenaTernbHbIX
peakumax, HenpeaoBuOEHHbIX HeXenaTesSibHbIX peakuusx rpu  NMpUMeEHeHUn
nekapcTBEHHbIX nNpenapaTos, 06 MHANBMAYarbHONW HEMNEPEHOCUMOCTU, OTCYTCTBUM
9(bPeKTBHOCTM JIEKApPCTBEHHbLIX MpenapaToB, a Takke 00 WHbIX akTax wu
obCcToATENBCTBAX, NPEACTABNSAOLLMX YIPO3Y XU3HM UK 300POBLI0 YerioBeka nmbo
XXMBOTHOIO Mpv NPUMEHEHUN NEKapCTBEHHbIX NpenapaToB U BbISBIIEHHbIX HA BCEX
9Tanax obpalleHus NekapCTBEHHbIX npenapaTtoB B Poccuinickon depepaumm u
ApYrux rocygapcTBax.

4. epxatenn nnu Bragenblbl perMcTpaLmMoHHbIX YA0CTOBEPEHNN NeKapCTBEHHbIX
npenapaTtoB, lopuanveckue nuua, Ha WMMS KOTOPbIX BbldaHbl paspelleHust Ha
npoBegeHNe KNMHUYECKNX wuccnegosaHmin B Poccuinckon ®depepaumm, nmbo
YMNOSTHOMOYEHHbIE UMW  Opyrve puandeckne nvua B paMkax obecneyeHus
6e3onacHOCTM JleKapCTBEHHbIX MpenapaTtoB B MNOpsadKke, YCTaHOBMEHHOM
COOTBETCTBYHOLUWMM YMNOSIHOMOYEHHBIM doefieparnibHbIM OpraHOM  UCMONHUTENBHON
BNacTn, obsa3aHbl OCYLIECTBATbL NpuUeM, ydeT, obpaboTky, aHanmu3 u XpaHeHue
nocTynawwmx B UX agpec OT CYOBHeKToB obpalleHUA NeKkapCTBEHHbIX CPenCcTB U
OpraHoOB rOCYA4apCTBEHHOM BflaCTU COOOLUEHMA O MOOOYHbIX AEeNCTBUSAX,
HeXenaTesrbHbIX peakuusiX, Cepbe3HbIX HeXenaTternbHbIX W HenpeaBuaeHHbIX
HeXxenaTesrbHbIX peakuusix Npu NPUMEHEHMM FEKAPCTBEHHbIX MpenapaTtoB, 00
OCOBEHHOCTAX MX B3aMMOLEWCTBUS C APYMMMU NEeKapCTBEHHbIMM npenapartamu,
NHOMBUOYANbHOM  HEMNEepeHOCMMOCTW, a Takke 00 WHbIX dakTax u
obCcToATENBCTBAX, NPEACTABNSAOLWLMX YIPO3Y XU3HM UK 300POBLI0 YerioBeka nmbo
XXMBOTHOMO WM BIUSIOLLMX HA WU3MEHEHME OTHOLUEHUSI OXMAaemMon Monb3bl K
BO3MOXHOMY PUCKY NPUMEHEHNS fIeKapCTBEHHbIX NpenapaTos.



5. lNpn BbISIBNEHUM UHGOPMALUN O CEPbE3HbIX HeXenaTerbHbIX peakumnsax Wu
HenpeaBMAEHHbIX HeXenaTenbHbIX peakuusx npy NPUMEHEHUN IEKapCTBEHHbIX
npenapaTtoB, 06 0COBEHHOCTAX MX B3aUMOLENCTBUS C APYrMMU fieKapCTBEHHbIMMU
npenapaTtaMmn, UHOMBUAYaANbHOM HEMEPEHOCUMOCTU, a Takke 00 WHbIX hakTax u
obcToATeNbCTBaX, BMUSAIOWMX HA WU3MEHEHME OTHOLLEHUS OXMOAaeMOW MNofb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUA NEKaPCTBEHHbLIX MpenapaTtoB, gepxaTtenn wunm
Bnagenbubl PErMcTpauMOHHbIX YOOCTOBEPEHUW JEKAPCTBEHHbLIX MNpenapaTtos,
lopuandeckme nuua, Ha MM KOTOpPbIX BbldaHbl paspelleHuMsi Ha npoBedeHue
KIMMHMYeCKnx nccnegosaHnn B Poccurckon depepaumm, nmbo ynorHOMOYEHHble
UMK aOpyrme opugmyeckme nvua obsizaHbl MNPUHATL Mepbl, HanpaBfieHHble Ha
yCTpaHEHME HeraTuBHbIX MOCMeACTBUA MNPUMEHEHUS TaKUX JeKapCTBEHHbIX
npenapaToBs, NpeaynpexgeHne NPUYNHEHNS Bpeaa XN3HN U 340POBbH0 YerioBeka
MO0 XMBOTHOrO, 3aLLUTY UX OT NPUMEHEHMS TaKNX NEKApPCTBEHHbIX NpenapaToBs, Ha
OONOSHUTENBHBLIN cOop AaHHbIX 06 3ddeKTUBHOCTM M OEe30MacHOCTUM TaKux
NeKapCTBEHHbIX NpenapaTos.

6. 3a HecoobLlieHe WM COKpbITUE WHAdopMaUUKW, NPesyCMOTPEHHOM YacTbio 3
HaCTOoAUleN CTaTbU, AepXaTeny Unv BrnagerbLbl PerMcTpaLnoHHbIX Y40CTOBEPEHNI
NEKapPCTBEHHbIX MNpenapaTtoB, puandeckne nvua, Ha UMA KOTOPbIX BblOaHbI
paspelleHns Ha nMpoOBEeAEHME KIMHUYECKUX uUccredoBaHMn B Poccuinckon
denepauunn, MO0 YNOSIHOMOYEHHbIE UMW APYrUe opuguyeckme nvua, a Takxke
AOIPKHOCTHbIE IMua, KOTOpbIM 3Ta MHGOpMauWA cTana W3BecTHa Mo poay MX
npodpeccroHanbHON OeATenbHOCTU, HEeCYT OTBETCTBEHHOCTb B COOTBETCTBUMM C
3akoHopaTtenbcTBoM Poccunckon degepavmn.

7. Mpy nosy4yeHun YMoriHOMOYEHHbIM doeeparibHbiM OpraHoOM MUCMOSTHUTESNTbHOW
BflaCTM B paMKax OCYLEeCTBNEeHNd WM dpapMakoHad3opa [[OoKasaTenbCTB O
HECOOTBETCTBMM JIEKapCTBEHHOMO Mnpenaparta yCTaHOBSIEHHbIM TpeboBaHUAM mnm
Npy NOSIy4eHNN UHopMaL MM O HECOOTBETCTBUN AaHHbIX 06 3¢peKTUBHOCTN U O
6e3onacHOCTM NeKapCTBEHHOMO npenapata AaHHbIM O NIeKapCTBEHHOM npenapare,
cofepXalmmMcsl B MHCTPYKLWW MO €ro NpUMEHEHM0 (B TOM YUCIie BbiSIBfIEHHbIX 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 npenapara.

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

KommeHTapum Kk ctatbe 64

CtaTtbsa 65. [lpnocraHoBNeHne NpUMeHeHUA
rieKapCcTBEHHOro npenapara
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1. Mpu nony4yeHUn MHopMaLUM O HexenaTernbHbIX peakuusx npu NpUMeHeHUM
NEKapCTBEHHOro npernapaTta, He YKasaHHbIX B WHCTPYKUUM MO MNPUMEHEHUIO
NEKapCTBEHHOro MpenapaTta, Cepbe3HblX HexenaTerbHbiX — peakuusix, 006
OCODEHHOCTAX ero B3auMOoOenCTBUSA C OPYTMMU NeKapCTBEHHbIMM npenaparamu,
KOTOpble MOryT NPeACTaBMATb Yrpo3y >XMU3HU WNM 300pPOBbI YernoBeka Moo
XVBOTHOTO, a TaKXe O HEeCOOTBETCTBUM [AaHHbiX 006 3dpeKTUBHOCTM U O
Ge3onacHOCTM NekapcTBEHHOro npenapaTa AaHHbIM O NleKkapCTBEHHOM rpenapare,
COOAEPXALLMMCA B  WHCTPYKLMW MO €ro MpUMEHEHMIO, B TOM 4ucrie OT
YNOMHOMOYEHHbIX  OpPraHoOB  MHOCTPaHHbIX  rOCydapcTB, OOMEH  KOTOopoW
OCYLLUECTBISIETCA B COOTBETCTBUW C COrMaLLEHUSMU MeXay YNONHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOMHUTENBHOW BMACTX U YNOMHOMOYEHHbIMMU OpraHamMm
MHOCTPaHHbIX rocyaapcTB, YNOITHOMOY€EHHbI denepanbHbii opraH
UCMONMHUTENbHOM  BracTU  paccMaTpuBaeT  BOMPOC O  BO3MOXHOCTU
NPUOCTAHOBIEHMS OOpaLLEHNss TaKoro nekapCTBEHHOro npenapata B nopsiake,
YCTaHOBMNEHHOM  YMONMHOMOYEHHbIM hbeaeparnbHbIM  OpraHoM  UCMONHUTENbHOW
BMACTW.

2. [lpyn HEUCnOorNHEHMN WM HeHaanexalemM WCMNOSHEHUN aepXxaTensaMm  unu
Bragenbuamn permcTpaumoHHbIX YOOCTOBEPEHUM JEeKapCTBEHHbIX MpenapaTtos,
IOPUANYECKUMN NMLLAMW, HA UMS KOTOPbIX BblAaHbl paspelleHns Ha npoBeaeHue
KIMHUYecKux nccrnegosaHnm B Poccumnckon denepaunu, unm ynosIHOMOYEHHbIMU
NMKU OPYTUMW FOPUONYECKMMN NNLaMn 0653aHHOCTEN, YCTaHOBIIEHHbIX YacTamun 3 u
4 cTtatbk 64 HacTodwero PegepansHOro 3akoHa, NMbo B cryyasx npencraBreHus
COOTBETCTBYHOLLMM YMNONMHOMOYEHHbLIM doeeparibHbiM OpraHoM WUCMOSTHUTENbHOW
BflaCTU  3aK/MOYEHUA O  HeLOCTOBEPHOCTUM  pPe3ynbTaToB  KIIMHUYECKOro
MccrnegoBaHMsa NEKapCTBEHHOrO npenapata Angd MeauuUHCKOro MNpUMEHEHUSs,
KOTOpOE OCHOBaHO Ha pesyrbrTatax M[NpoBEPKN MeOULMHCKON OopraHu3auunm,
NpPOBOAMBLUEN YKa3aHHOE KIMHWYECKoe WccneaoBaHue C HapylleHWeM npaBur
Hagnexawen KIMHUYECKOW MPaKTUKK, U NPUBENO K MOSyYeHUI0 HeOoCTOBEPHbIX
pe3ynbtTatoB, nMbO B Cry4ae HEBbLINOHEHUA NpPeannucaHnsi, BblOaHHOIO
YNONMHOMOYEHHbIM heaepanbHbiM OpraHoOM WCMNOSTHUTESNBLHOM BflacTU MO UTOram
OCYLUECTBNEHNA BbIOOPOYHOrO KOHTPOSS KayecTBa JleKapCTBEHHOro npenapaTa,
YNONMHOMOYEHHbIN heaepanbHbIn OpraH UCNOSTHUTENBLHOW BacTU B YCTAHOBIIEHHOM
UM NopsiaKe paccMaTpuBaeT BOMPOC O MNPUOCTAHOBMEHMN MNPUMEHEHUSI TaKoro
NekapcTBEHHOrO npenapara.

(Ctatbss B pepakuuu, BBegeHHou B pgeuctene ¢ 1 wmona 2015 roga
denepanbHbiM 3aKkoHOM OT 22 nekabpsa 2014 roga N 429-03.

KommeHTapum K ctatbe 65

CtaTtbs 66. UHpopmauuna o pesynbTaTax chapmakoHagsopa

(HammeHoBaHne B pepakuun, BBegeHHon B genctene ¢ 1 wmona 2015 roga
denepanbHbiM 3aKkoHOM OT 22 nekabpsa 2014 roga N 429-03.
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YNONHOMOYEHHbIN doegeparnbHbIf opraH NCNOSHUTENbHOW BNacTw,
OCYLUECTBIAIOWMIN dhapMakoHaa30p, Haxoasawmxcss B obpalweHun B Poccuinckon
depgepaunn, no pesynbrataMm (apmMakoHag3opa pasMeliaeT Ha  CBOEM
odmumansHoMm caute B cetn "IHTepHeT" nHdopMaumio O MPUHATLIX PeLleHnAX O
BHECEHUN N3MEHEHUSI B MHCTPYKLIMIO MO NPUMEHEHMIO NIeKapCTBEHHOro npenapara,
O MPUOCTAHOBIIEHUN TMPUMEHEHUS NEKApPCTBEHHOro npenapara, 06 M3bATUM U3
oOpalleHuss nekapCTBEHHOro npenapara unm O BO30OHOBMNEHUN MNPUMEHEHUS
nekapcTBEHHOrO npenapara.

(Ctatbss B pepakuuu, BBegeHHou B peuctene ¢ 1 wmona 2015 roga
denepanbHbiM 3aKkoHOM OT 22 nekabpsa 2014 roga N 429-03.

KoMmmeHTapun K ctaTtbe 66

(naBa 14. UHpopmaumsa o nekapCTBEHHbIX
npenapartax (ctatbu 67 - 67)

Ctatbsa 67. UHchbopMaLumusa 0 nekapCcTBEHHbIX Npenapartax

1. VIHdopmaLma O nekapcTBeHHbIX npenapatax, OTnyckaemblX MO peuenTty Ha
NEeKapCcTBEHHbIV npenapar, A0oMmKHa CoaepXaTbCs TOMNbKO B chneumanM3npoBaHHbIX
U3OaHUsX,  NpedHasHadeHHbIX AN MeOULUHCKUX,  dbapMaLeBTUYECKUX,
BeTEepPUHapHbIX paboTHUKOB. MHdopMaums o nekapcTBeHHbIX npenapartax ans
cneumanMctoB B 00MnacTM oOOpalleHuss NeKapCTBEHHbIX CPEeACTB  MOXET
coaepaTbCsl B MOHOrpadmsix, CnpaBoYHMKaX, Hay4dHbIX CTaTbsX, B [OKNagax Ha
KOHrpeccax, KOH(bepeHLMsaX, CUMMOo3uMymax, Hay4dHbIX COBETax, a TaKke B
NHCTPYKLMSAX MO MPUMEHEHUIO NEKapCTBEHHbIX NpenapaTos.

2. VIHdbopmaLuma o nekapCTBEHHbIX Mpenapartax, OTnyckaembix 6e3 pelLenTta Ha
NEKapCTBEHHbIN NpenapaTt, MOXeT COAepXaTbCsA B NMyOonMKaumnsax U o0bABNEHUSX
cpencTB MaccoBOW MHApopMaLuK, CneumnanuaMpoBaHHbIX U OOLMX NeYaTHbIX
N3OaHUAX, WHCTPYKLUMUSIX MO MNPUMEHEHUIO NEKapCTBEHHbIX MpenapartoB, WHbIX
N3OaHusaX CcyOobekToB obpalleHVMsi NnekapCTBEHHbIX cpeacTB. PeknamHble
matepvanbl O NEeKapCTBEHHOM npenapaTe, oOThnyckaemMom 6e3 pelenTta Ha
NeKapCcTBEHHbIV npenapar, A0MKHbl COOTBETCTBOBATb MHCTPYKLIUM MO NPUMEHEHNIO
NeKkapcTBEHHOro npenapara.

3. JonyckaeTca ncnonb3oBaHne NoObIX MaTepuarnbHbIX HOCUTENEN, NO3BOMAHOLLMX
XpaHUTb, nepegaBaTb W UCNOMb30BaTb WHMOPMALUIO O NEKapPCTBEHHbIX
npenapaTtax 6e3 ee NCKaxeHus1.

KoMMmeHTapun Kk ctatbe 67

'naBa 14_1. OrpaHn4yeHunsa, Hanaraemble Ha
opraHuvsauum, ocyliecTensowme
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AeATeNIbHOCTbL N0 O0paLLeHUI0 JIeKaPCTBEHHbIX
cpenctB (ctatbu 67_1 - 67 _2)

(ThaBa pononHuUTenbHO BKIoYeHa PefeparnbHbiM _3aKOHOM OT 25 Hosbps 2013
roga N 317-93)

Ctatbsa 67_1. OrpaHnyeHus, Hanaraemblie nNpu
ocyLlecTBNeHNN aeaTenbHOCTN B chepe obpaweHus
NieKapCTBeHHbIX CpeacTB

1. OpraHunsauuy, 3aHumMaroumecss paspaboTkon, npou3BOACTBOM U (MnK)
peanusaumnen neKapCcTBEHHbIX MpenapaTtoB Ans MeaULMHCKOro MNpPUMEHEHNS,
opraHusauun, obrnagaroume npaBaMmm Ha UCNoMb30BaHME TOProBOro HaMMEHOBAHMS
NEeKapCTBEHHOro npenaparta And MeOWUWMHCKOro MNPUMEHEHUs), opraHuM3auumm
ONTOBOW TOProBfM JIEKapPCTBEHHbIMWU CpeacTBaMu, anTeyHble opraHmsauumn (Mx
npeacTaBUTENN, UHblE M3NYECKME U IOPUANYECKME NLA, OCYLLECTBASOWLME CBOKO
OeATeNbHOCTb OT WMMEHW 3TUX OpraHM3auun) B OTHOLLEHUM MeLULIMHCKUX
pabOoTHMKOB U pyKoBOAUTENEN MEAULNMHCKNX OpraHn3aL i He Bnpase:

1) BpyyaTb MoAdapKku, BbiNnadMBaTb [OEHEXHble CpeacTBa (3a WUCKMHYEHMEM
BO3HarpaXKgeHun no [[oroBopaMm Mpu MNPOBEAEHWMM KITMHUYECKUX WUCCIieaoBaHui
NeKapCTBEHHbIX MpenapaTtoB AN MeAULMUHCKOrO MPUMEHEHUS!, BO3HarpaXxkaeHuin,
CBSI3@HHbIX C OCYLLUECTBIIEHMEM MEOULMHCKUM pPabOTHUKOM Medarormdeckon u
(Mnn) HaydHOM OEeATenbHOCTU), B TOM YMCIEe OnfayMBaThb pPa3BIieYeHusi, OTAbIX,
npoe3d K MecCTy OTAblXa, a Takxe MNPUBIIEKaTb K y4acTUIO B pasBrieKaTerbHbIX
MepOoNpUATUSAX, NPOBOAMMbIX 32 CHET CBOUX CPEACTB;

2) 3aknmoyaTb COrMMalleHMsl O HasHa4YeHUM WM pekoMeHgauuvM naumneHTam
NeKapCTBEHHbIX NpenapaTtoB ANs MeAULMHCKOrO MPUMEHEHUs (3a UCKITHYEHMEM
OOrOBOPOB O MPOBEAEHUMN  KIMHUYECKUX  UCCRedoBaHUM  NneKapCTBEHHbIX
npenapaToB ANst MegULMHCKOro NpUMEHeHUs);

3) npepocTaBnATb 00pasubl NEKAPCTBEHHbLIX MNpenapaTtoB ANs MeaULMHCKOro
NPUMEHEHUS B LeNsiX BpyYeHus naumneHTam (3a UCKIYEHEM CIy4YaeB, CBSA3aHHbIX
C NpoBeOEeHNEM KITMHUYECKMX WCCNELOBaHWIA NEeKapCTBEHHbIX MpenapaTtoB AOnis
MEeOULMHCKOrO NPUMEHEHNS);

4) npenocTaBnAaATb HEOOCTOBEPHYHO UM (UNKM)  HEMNOSHYK  MHopmaumio o
nekapcTBEHHbIX Npenapartax Ans MeanuMHCKOro NpUMEHEHNS;
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5) nocewartb X B pa6oqee BpeMA Ha p860LWIX MeCTax, 3a UCKJTIOHEHNEM CIly4aeEB,
CBAA3@HHbIX C TMPOBEOEHUEM KITMHUYECKUX WUCCeaoBaHUM  NleKapCTBEHHbIX
npenaparos AJi1 MeOUUUNHCKOINro ripuMeHeHnd, C Yydyactmem B Nopdadke,
yCTaHOBJIEHHOM pyKOBOAUTESIEM MeOUNLUHCKOW opraHun3auunn, B CO6paHMF|X
MeanLNHCKNX pa6OTHl/IKOB N UHbIX MEePONnpuUATNUAX, HaripaBJieHHbIX Ha MNMOBbILLEHNE
nXx I'IpOCbeCCVIOHaJ'IbHOFO YPOBHA U Ha npeaocTtaBsieHne MHCbOpMaLI,MM, CBSA3aHHON
C ocyulecTBrneHnemMm MOHUTOPUHIa 6e3onacHocTu JIeKapCTBEHHbIX MNMpenapartos,

6) nobyaaTb K BbINMUCLIBAHUIO NEKapPCTBEHHbIX NpenapaTtoB AN MeauLMHCKOro
NPUMEHEHUs1 Ha OnaHkax, codepxalmx MHAOoPMAaLMIO PeKknaMHOro xapakTtepa, a
TakXe Ha peLenTypHbIX brnaHkax, Ha KOTOpbIX 3apaHee HanevyaTaHo HavMeHoBaHue
NeKkapcTBEHHOro npenapata Ans MeauLNHCKOro NPUMEHEHUS.

2. OpraHusauumu, ykasaHHble B ab3alie nepBoM YacTu 1 HacTosLLen cTaTby, U KX
NpeacTaBUTENN B OTHOLLEHUN dhapMaLeBTUYECKUX pabOTHUKOB U pykoBoauUTeEnen
anTeyYyHbIX OpraH13aLuii He Brpase:

1) Bpy4daTb NoAapkKu, BbifJla4nBaTb EHEXHbIE CpenCcTBa, B TOM HUCTIE OrJia4mnBaTb
pasBriedeHnd, oTAbiX, npoe3n K MeCTy OTAblXa, WU npuBriekatb K y4aCTUO B
pa3BriekaTteribHbIX MePONPUATNAX, MPOBOAUMBIX 3a CHET CBOUX CPENCTB,

2) npenocTaBSIATb O6p83Ll,bI JIeKapCTBEHHbIX nMpenapartoB AOnd MeguumnHCKOro
npuMeHeHunA Anda BpyyYeHnAa HaCereHuio,

3) 3aKrn4artb  CcorfaweHna o  npeanoxeHnn HacerneHnio  onpegerneHHblX
JIeKapCTBEeHHbIX rnpenaparos And megnummHCKOro npuMeHeHu4,

4) npenocTaBnsATb HEOOCTOBEPHYHD U (MNW)  HEMnosiHyrww  WHdopmMauumio o

NekapCcTBEHHbIX MpenapaTtax Ansgd MeOUUMHCKOro MpPUMEHEHUs,, B TOM 4ucrie

NMeLMX OONHAKOBOE MeXayHapoaHOe HenaTeHTOBaHHOE HanMeHoBaHe.
KommeHTapumn Kk ctatbe 67_1

Ctatba 67_2. TpeboBaHMA K OpraHM3auum n npoBeaeHUIo
Hay4HbIX MEPONPUATUUN, UHbLIX MEPONPUATUN,
HanpaBneHHbIX Ha NOBbIWeHUe NpocgeccUoHanbLHOro
YPOBHA MEAULMHCKUX PaOOTHMKOB UK Ha
npepocTtaBrieHne nHdopmauumn, CBA3aHHOM C
ocywecTBneHneM MOHUTOPUHra 6e3onacHoOCTU fnek
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1. [pwn npoBeaeHUN Hay4YHbIX MEPOTNPUATUN, UHBIX MEPONPUATUIA, HaNpPaBsieHHbIX Ha
NOBbILLEHNE MPOGECCUOHANBHOMO YPOBHA MEOAULMHCKMX pPabOTHUKOB WM Ha
NpenocTaBrieHe CBSA3aHHOM C  OCYLUECTBIEHMEM MOHUTOpPUHra ©e3onacHoCTu
NEeKapCTBEHHbIX MpernapaTtoB  MHGOPMaUUK, OpraHn3yemMblX OpraHusauuamu,
yKkasaHHbIMW B ab3aue nepBoM Yactun 1 ctatbn 67 1 HacToduwero denepansHOro
3aKOHa, uX npegctaBuTeNns Mn N (UM) (PUHAHCUMPYEMbIX 3a CYeT CpencTB 3TUX
opraHusauunm n ux npegcraBuUTesien, 3anpeLiaeTca npensaTcTBOBaTb y4acTuo B
YKa3aHHbIX MEPONpPUATUAX WHbIX OpraHu3auun, KOoTopble MpPOM3BOOAT WU
peanu3yloT JieKapCTBEHHble npenapaTtbl AN MeOULMHCKOrO MNPUMEHEHUA CO
CXOXMM  MEXaHU3MOM  (papMakosfiorm4eckoro agencteusi, nmbo co3gaBaTb
AVCKPUMUHALMOHHbBIE YCITOBUSA ONS O4HUX YYACTHUKOB MO CPaBHEHUIO C APYruMu
y4yacTHUKaMU, a UMEHHO:

1) npegocTaBnATb  Pas3fMHMHOE  KOMMYECTBO BPEMEHW AOfS  BbICTYMSIEHUN
YYaCTHUKOB, pasfiMdHble N0 pa3Mepy 3aHMMaemou nrowaan Mecta [Ans
AeMOHCTpauum o6pas3LoB JleKapCTBEHHbIX npenapaTtoB  Ans  MeauLMHCKOro
NPUMEHEHUS WM PeKSTaMHbIX MaTepuasrioB O JeKapCTBEHHbIX Mpernapartax nnid
MEANLMHCKOrO NMPUMEHEHNA Ha 3KCMO3ULUAX, CTeHOax, 3a UCKITIOYEHVEM Crly4YaeB,
€CIM Takue YCriOBMS 3aKpensieHbl B COMMaleHnax 3TUX opraHmsauum, ux
npeacTasuTenen o MHaHCUPOBAHMM YKa3aHHbIX MepOonpuATUn U OOYCIIOBMEHDI
pasfIMYHbIMK 3aTpaTaMmn y4aCTHUKOB Ha NX OpraHn3aLuio;

2) ycTaHaBnMBaTb pa3Mep B3HOCA ANSl YYACTHUKOB MEPOMNPUSTUI, yKasaHHbIX B
ab3aLe NepBOM HACTOSILLEN YacTW, NPEBLILLAILLMIA CYMMY 3aTpaT Ha opraHu3auuto
yKa3aHHbIX MeponpuaTuiA U BeayLmii K HEOGOCHOBAHHOMY OFpaHMYEHUO Yncna KX
YYaCTHUKOB.

2. OpraHunsauuu, ykasaHHble B ab3aue nepBom Yyactu 1 ctatbu 67 1 HacToaulero
dPefepanbHOro 3akoHa, MX npeacTtaBuUTenu, OCYLIECTBNSAWME OpraHuM3auuio u
(M) doMHaHCUpPOBaHME MEpPONPUATUIN, YKa3aHHbIX B YacTu 1 HacTodALEen CTaTbw,
oba3aHbl obecneumBatb AOCTyn K wHGOpPMauuMnM O [ate, MecTe U BPEMEHMU
NpoBefeHNss yKadaHHbIX MepOornpuaTUA, NNnaHax, nporpaMmax npoBeneHnd
YKa3aHHbIX MEepPOrpuUaTUn U Temax, NMraHupyemblixX A5 pacCMOTPEHUS, COCTaBe UX
YYaCTHUKOB MNYTEM pasMeLUeHUs COOTBETCTBYHOLUEN WH(oOpMaUuMM Ha CBOMX
odmumanbHbIX canTax B cetn "MIHTepHeT" He no3gHee OBYX MecsueB 00 Havana
npoBefeHNs yKa3aHHbIX MepPOorpuUsaTu.

3. NH(popmaumna o npoBefeHnn MeporpuUsTUA, YKasaHHbIX B YacTu 1 HacTodLlen

CTaTbW, B CPOK, YCTAHOBSEHHbIA YacTbi 2 HACTOALLEN CTaTbW, AOSPKHA ObITb

HanpaerieHa B begeparnbHbii OpraH WCMOSHUTENBHOM BIlaCTU, OCYLLECTBISKOLLNINA

JoYHKL MM MO KOHTPOJSO U HAA30pYy B cdpepe 34paBOOXpaHEHNA, A8 nocrieqyroLwero

pasMeLLeHNsa ee Ha ouLmansHOM canuTe 3TOro opraHa B cetu "MIHTepHeT".
KommeHTapui K ctatbe 67 2

(naBa 15. OTBeTCTBEHHOCTb 3a HapyLWleHue
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3akoHogaTenbcTtBa Poccunckoun ®epepaumnm
npu odpaweHumn neKapcTBeHHbIX CPeacTB U
BO3MelleHne Bpeaa, NPUYNHEHHOro
300pOBbLIO FrpaXaaH BCcrneacTtesme NpUMMeHeHus
rieKapCTBEeHHbIX npenapartoB (ctatbu 68 - 69)

Ctatbsa 68. OTBeTCTBEHHOCTb 3a HapyLleHUue
3akoHopgatenbcTBa Poccunckon ®engepauum npum
oOpaLleHMn neKkapcTBeHHbIX CpeacTB

1. HapyweHue 3akoHogatensctBa Poccuiickon depepaumm npu  obpaleHum
NEeKapCTBEHHbIX CPeacTB BrievyeT 3a cobom OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHopaTtenscTBoM Poccunrckon degepavumn.

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

2. 3a HenpegcTasreHne uWHGopMauunm u  (UK) LaHHbIX, NPEeSYCMOTPEHHbIX
HacTosumm  defeparnbHbiM  3aKOHOM, CYObeKTbl obpalleHusl nekapCTBEHHbIX
cpeacTB  HeCYyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATESNTbCTBOM
Poccuinckon denepaumn.

(YacTb gononHutTensHoO BKItodeHa ¢ 1 uonsa 2015 roga PepepanbHbIM 3aKOHOM
o1 22 fekabpsa 2014 roga N 429-93)

KommeHTapum Kk ctatbe 68

Ctatbsa 69. Bo3melweHune Bpeaa, NpMYNHEHHOIo 300POBbLIO
rpaxgaH Bcneacrteve NPUMEHeHUA NieKapCTBEeHHbIX
npenapaTos

1. TMpousBoauTenb rneKapCTBEHHOro npenapata o6s3aH BO3MeCTUTbL Bpen,
MPUYMHEHHBI 300POBbI0 paXkaaH BCneacTBME MPUMEHEHUS NEKapCTBEHHOro
npenapara, ecrnv 4oKa3aHo, YTo:

1) nekapCTBEHHbIA npenapaT MNPUMEHSNCS MO Ha3HaYeHU0 B COOTBETCTBUM C
MHCTPYKLUMEN MO MPUMEHEHUIO NeKapCTBEHHOro npenapata W MnpuYvHOM Bpeaa
SIBANCS BBOA B rpaXaaHCKMA 006OpOT HeaobpoKayecTBEHHOro reKapCTBEHHOro
npenapara;

2) Bpeg 300pOBbl  MNPUYMHEH BCREACTBME HEeLOCTOBEpPHOM MHGOopMauuu,
coAepXallenca B MHCTPYKUMM MO TMPUMEHEHUIO JIeKapCTBEHHOro npenapara,
N3LgaHHOM NPON3BOLUTESIEM JIEKapPCTBEHHOIO Npenapara.
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2. B cnyyae, ecnun Bpea 3400pOBbIO rpaXaaH MpUYUHEH BCReacTBUE NPUMEHEHUS
nekapcTBEHHOro npenapara, npuwieLlero B HEroqHOCTb B pe3ysibTaTe HapyLUeHWUs
NpaBui  XpaHEHUA JNIEKapCTBEHHbLIX CPeACTB, MNpaBuil  OMTOBOWM  TOProBnuv
NekapcTBEHHbIMM MNpenapaTtamu, npaBui OTMYCKa JleKapCTBEHHbLIX MpenapaTos,
NpaBui N3rOTOBMEHNA M OTMYyCKa JleKapCTBEHHbIX NpenapaToB, BO3MELLEHWe Bpeaa
OCYLLIeCTBNAETCH COOTBETCTBEHHO opraHusaumnen OrNnTOBOW TOProsnm
NeKapCTBEHHbIMM  CcpeacTBaMK, anTe4yHOM opraHusauuven, wuHaMBUAYyanbHbIM
npeanpuHUMaTenemM, MMELLMMUN FIMLLEH3MNIO HA dapMaLLeBTUYECKYIO AeATENbHOCTb
WA NIULEH3UIO Ha MEOWMLMHCKYK OeATenbHOCTb, MEeOULMHCKOW opraHu3auunen,
NMEILEN NULEH3NIO Ha (hapMaueBTUYECKYD OeATeNbHOCTbL (ee 060COobMEHHbIM
noapasgeneHvem (amoynatopuen, denbillepCkuMm U enbLepcKo-aKyLepcKkum
NyHKTaMn, LeHTpoM (oTaerneHvem) obuwen BpadebHoW (CemMenHoW) npakTuKu),
pacrnonioXXeHHbIM B CEflbCKOM HAacCerieHHOM MyHKTe, B KOTOPOM OTCYTCTBYET
anTedHaa opraHuMsauusi), OONyCTUMBLUMMKW  Mpodaxy WM OTMYCK  Takoro
nekapcTBEHHOro npenapara.

(YacTb B pepakuuun, BBeaeHHoW B AencTteue PenepanbHbiM _3aKOHOM OT 25
Hos16psa 2013 roga N 317-93.

3. BoamelweHne Bpena, MPUYUHEHHONO 340POBbLID rpaxadaH BCrieacTBue
NPUMEHEHUST JIEKaPCTBEHHbIX MpenapaTtoB WM COBEPLUEHUS NPOTUBOMNPAaBHbLIX
AencTBun cybbekTamm obpalleHnst NleKapCTBEHHbIX CPeACTB, OCYLLUECTBNSETCS B
COOTBETCTBUM C 3aKoHoaaTenscTBoM Poccurckon degepavmn.

KommeHTapun K ctaTtbe 69

FnaBa 16. 3aknunTenbHbIe NONOXEeHUA
(ctatbn 70 - 71)

CtaTtbs 70. O npu3HaHUM yTpaTUBLUMMU CUNY OTAENbHbIX
3aKoHoAaTeNbHbIX aKTOB (MONOXEeHUU 3aKoHoAATeNMbHbIX
akToB) Poccunckon denepauyun

MpusHaTb yTpaTUBLUMMW CURY:

1) ®epepanbHblni 3akoH OT 22 moHa 1998 roga N 86-P3 "O nekapCTBEHHbIX
cpeactBax” (CobpaHune 3akoHogatensctBa Poccunckon denepaumm, 1998, N 26,
c1.3006);

2) ®epepanbHbl 3aKkoH 0T 2 aHBapsa 2000 roga N 5-903 "O BHeCEHUU U3MEHEHUS U
gononHeHnn B PenepanbHbld 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
BHECEHUN W3MEHEHUM U [OOMOMNHEHUM B HEKOTOpble 3akoHodaTemnbHble aKThl
Poccuiickon ®Pepepaumm B cBA3M € npuHatnem dPegepanbHoro 3akoHa "O
NLLEH3UPOBaHUN OTAEeNbHbIX BWOOB gesatensHocTun" (CobpaHnne
3akoHogartenbctBa Poccuickon enepauum, 2003, N 2, cT.167);

4) ctatbto 31 PepepansHoro 3akoHa o1 30 uoHsa 2003 roga N 86-93 "O BHeceHuu
M3MEHEHUW W OOMNONHEHUA B HEKOTOpPblE 3akoHoAdaTenbHble aKTbl Poccumnckon
denepauunu, NpUsHaHUM YTPaATMBLUMMW CUITY OTAENbHbIX 3aKOHOAATESlbHbIX aKTOB
Poccunckon denepaumnn, npegocTaBeHUN OTAENbHbIX rApaHTUM  COTPYAHUKaM
OpraHoOB BHYTPEHHUX Aen, OpraHoB MO KOHTPOM 3a 060pOTOM HaPKOTUYECKMX
CpeaCTB W MNCUXOTPOMHbIX BELIECTB W yNpasgHAEMbIX eparbHbIX OpPraHoB
HaNOroBOM MOMULIMM B CBA3M C OCYLUECTBMIEHMEM Mep MO COBEPLUEHCTBOBAHUIO
rocygapcTBeHHoro ynpasrieHns" (CobpaHue 3akoHogaTenbctBa Poccunckom
denepauunu, 2003, N 27, c1.2700);

5)crtarbto 101 dPenepansHoro 3akoHa o1 22 asrycta 2004 roga N 122-93 "O
BHECEHMM W3MEHEHUN B 3akoHodaTernbHble akTbl Poccuinckon Pegepaumn u
NPU3HAHUM YTPaTUBLUMMU CWUITY HEKOTOPbIX 3aKoHOoAATemNbHbIX akToB Poccumnckom
denepaLmm B CBA3U C NpUHATUEM deaeparnbHbiX 3akoHOB "O BHECEHUM U3MEHEHUN
n_pononHeHnn B PegepanbHbii 3akoH "O6  0blmx ApuHUMIAax opraHusaumm
3aKoHo4AaTenbHbIX (NpeacTaBUTENbHbIX) n NCNOJTHUTENbHbIX OpraHoBs
rocygapCTBEHHOM Bnactu cyobekTtoB Poccunckon Pegepaumn” n "O6 obumx

NpUHLMNAxX opraHmsaumm MeCTHOro camoynpasrieHns B Poccunckon Pegepaummn”
(Cobpanue 3akoHogaTenbcTBa Poccuinckon ®enepaumm, 2004, N 35, ¢1.3607);

6 ) ctatbio 28 denepanbHoro 3akoHa oT 18 pekabpsa 2006 roga N 231-93 "O
BBEOEHUM B AOENCTBUE YacTu 4YeTBepton [paxpgaHckoro kogekca Poccumnckow

Penepaumnn” (CobpaHne 3akoHogatensctBa Poccuinckon deagepaumm, 2006, N 52,
CT.5497).

KommeHTapui k ctatbe 70

CrtaTtbs 71. BcTynneHue B cusny HacTosLWwero
PenepanbLHOro sakoHa

1. Hactosiumin depepanbHbi 3akoH BCTynaeT B cuny ¢ 1 ceHTabpsa 2010 roga.

2. JlekapcTBeHHble cpefCcTBa, 3aperMcTpypoBaHHbie 00 OHA BCTYMMEHUS B CUITy
HacTosiwero ®PefepanbHOro 3akoHa, MnoAsfexaT BKIYEHUO B FOCYOaPCTBEHHbIE
peeCcTpbl NIeKapCTBEHHbIX CPEACTB C BHECEHMEM YKadaHHbIX B YacTun 1 ctatbn 33
HacTosilero PegepanbHOro 3akoHa cBeAeHun 06 3TUX NeKapCcTBEHHbIX CpeacTBax
6e3 npoxoxaoeHuss  BHOBb  Mpouenypbl  rocygapCTBEHHOM  perMcTpauunm
NEeKapCTBEHHbIX NpenapaTos.
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3. locynapcTBeHHas perncTpauus fnekapcTBEHHbIX 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 JOKYMEHTOB W AaHHbIX, NPeACTaBfeHHbIX 40 OHS BCTYMNNAEHUSA B CUMY
HacTosiwero degepancHOro 3akoHa (4acTb gonosnHeHa ¢ 26 oktabpsa 2010 roga
denepanbHbIM 3akoHOM 0T 11 okTa6ps 2010 roga N 271-93.

3 1. TocygapCTBeHHasi perucTpauusi JieKapCTBEHHbIX MpenapatoB  Anis
MEANLMHCKOro NpUMEHEHUs1, NPeaCTaBlIEHHbIX HA rOCY4apCTBEHHYIO perncTpaumio
A0 [OHA BCTyrSieHMa B cunly  Hactodwero ®PenepanbHOro  3akoHa, U
rocygapCTBeHHasa perncTpaums fneKkapCTBEHHbIX npenapaTtoB AN MeOULMHCKOro
NPUMEHEHUS, NPeaCTaBNEHHbIX Ha 9KCNEepTU3y NeKapCTBEHHbIX CPeacTB 0 LHA
BCTYMNIEHUsS B cury HacTtosdwwero ®efepanbHOro 3akoHa B LeNdx Ux rnocrieayroLlen
rocygapCTBEHHOW pernctpaumm, OCYLLECTBIAKTCA Ha OCHOBAHUW [OKYMEHTOB WU
AaHHbIX, NPeAcTaBsieHHbIX 00 OHA BCTYMNNEHUs B cuny Hactosiwero ®eneparnbHoOro
3aKOHa, a Takxe 3asiBrieHUst O rocy4apCTBEHHOM pernctpaumm JieKapCTBEHHOro
npenapara, NpeacTaBneHHOro NPoOU3BoOAUTENEM JIEKAPCTBEHHbLIX NpenapaTtoB uUnm
YNOMMIHOMOYEHHbIM UM JIMLOM B COOTBETCTBUM C Hactoawmm deneparnbHbIM
3aKOHOM B YMOJSIHOMOYEHHbIN drefiepalribHbIM OpraH UCMONHUTENbLHOM BriacTu 0 1
mapta 2011 roga, ©e3 TpeboBaHMA ynnatbl rocygqapCTBEHHOM MOLLINHGI,
npegycMOTPeHHON 3akoHogartenbsctBoM Poccunckon depepaumm O Harorax Wu
cbopax (4acTb AONOMHUTENBHO BKItoYeHa ¢ 26 okTabpsa 2010 roga PegepanbHbiM
3akoHomM oT 11 okTs6ps 2010 roga N 271-93; B pegakuun, BBEAEHHOW B AeNCTBUE
c 3 nekabpsa 2010 roga PegepansHbiM 3akoHOM 0T 29 Hosbpa 2010 roga N 313-
D3, pacnpocTpaHseTcsl Ha NPaBOOTHOLLEHUS1, BO3HUKLLME ¢ 1 ceHTabpa 2010 roga.
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3_2. lNoaTteepxaeHve rocyagapCTBEHHOW perncTpaumm nekapCTBEHHbIX NpenapaTos
ans  MeOUUMHCKOro MNPUMEHEHUs!, MNPEeACTaBMEHHbIX Ans  NOATBEePXOEHUS
roCydapCTBEHHOM perucTpaumMm [0 [OHS BCTYNSIEHUSE B CUITy HAcCTOSLLEro
depepanbHOro 3akoHa, W MOATBEPXOEHWE roCyLapCTBEHHOW perncTpauuu
NeKapCTBEHHbIX NpenapaToB Afs MegULIMHCKOro NPUMEHEHNS, NpeacTaBeHHbIX Ha
9KCNepTuU3y neKapCTBEHHbIX CPeacTB OO0 OHS BCTYMNNEHWS B CUITy HACTOSLUEro
depepanbHOro  3akoHa B Uenax — nocriegylowero  nogTtBepXaeHus  Ux
rocygapCTBEHHOW perncTpaumm, OCYLLECTBISKTCA Ha OCHOBAHUW [OKYMEHTOB WU
AaHHbIX, NPeAcTaBrieHHbIX 40 OHS BCTYNNEHNA B cuny HacTtoswero ®egepanbHoro
3aKOHa, a Takxe 3adBfieHns O MNOoATBEpPXOEHUM roCyOapCTBEHHOW perncTpauuu
NeKapCTBEHHOro npenaparta, npeacTaBrieHHOro NpouM3BOaUTENEM JeKapCTBEHHbIX
npenapaTtoB WM YMNOSIHOMOYEHHbIM MM NULOM B COOTBETCTBMM C HACTOSLMM
®epeparnbHbIM 3aKOHOM B YNONTHOMOYEHHBIV hefieparibHbIN OpraH UCMNOSTHUTESNTbHOW
Bnactm go 1 mapta 2011 roga, 6e3 TpeboBaHMa ynnaTbl rocygapCTBEHHOW
MOLLTNHLI, MNPefyCMOTPEeHHOM 3akoHopaTernbcTBoM Poccunckon ®Pepepaumm o
Harnorax u cbopax (4acTb OOMONHUTENbHO BKMOYeHa C 26 okTsadbpa 2010 roga
PegepanbHbiM_3akoHOM OT 11 okTabpss 2010 roga N 271-93; B pegakuuu,
BBeaeHHon B gencteme ¢ 3 gekabps 2010 roga PegepanbHbiM_3aKOHOM OT 29
HosA6ps1 2010 roga N 313-P3, pacnpocTpaHAeTCa Ha NPaBOOTHOLLEHUS, BO3HUKLLNE
c 1 ceHTa6psa 2010 roga.

3_3. lNpunHATHE pelleHnss 0 BHECEHUN U3MEHEHUN B AOKYMEHTbI, coepKalmecs B
perMcTpaumoHHOM O0Cbe Ha 3aperMcTpMpoBaHHbIN NeKapCcTBEHHbLIA Npenapart angd
MEOULMHCKOrO MPUMEHEHUS N MpeacTaBfeHHble 00 AHA BCTYMNNEHUS B CWUIy
HacTosLwero deneparnbHOro 3akoHa, U NMPUHATME PELLEHNS O BHECEHUN N3MEHEHUN
B JOKYMEHTbI, COAepXalmecs B perMcTpauMoOHHOM LOCbe Ha 3aperMcTppOBaHHbIN
NeKapCTBEHHbIN Npenapart Ans MeAUUNHCKOro NpUMEHEHUs1 N NpeacTaBreHHble Ha
9KCNepTuU3y neKapCTBEHHbIX CPeacTB OO0 OHS BCTYNSIEHWS B CUITy HACTOSLUEro
denepanbHOro 3akoHa, OCYLLECTBIIAKOTCA Ha OCHOBaHUM [LOKYMEHTOB W [aHHbIX,
NpeacTaBrieHHbIX 40 AHSA BCTYNNEHNA B cuiy HacToswero efeparnbHoro 3akoHa, a
TaKkke 3adBfeHUsl O BHECEHUN W3MEHEHUW B [OOKYMEHTbl, cCoaepXalumecs B
permcTpaumMoHHOM OOCbe Ha 3aperMcTpMpoBaHHbIN NeKapCTBEHHbLIA Npenapart angd
MEAULWNHCKOro NPUMEHEHUS, NpeaCcTaBfIiEHHOro NPOU3BOAUTENEM NEKApPCTBEHHbIX
npenapaTtoB WM YNOSIHOMOYEHHbIM MM NULOM B COOTBETCTBMM C HaCTOSLMM
d®epeparnbHbIM 3aKOHOM B YNONTHOMOYEHHbBIV hefieparibHbIN OpraH UCMNOSTHUTENTbHOW
Bnactm go 1 mapta 2011 roga, 6e3 TpeboBaHua ynnaTbl rocygapCTBEHHOW
MOLLTNHLI, MNPenyCMOTPEeHHOM 3akoHodaTernbCcTBOM Poccunckon Pepepaumm o
Harnorax u cbopax (4acTb OOMONHUTENbHO BKMOYeHa C 26 okTadbpa 2010 roga
PegepanbHbiM_3akoHOM OT 11 okTabps 2010 roga N 271-93; B pegakuuu,
BBeaeHHon B gencteme ¢ 3 aekabps 2010 roga PegepanbHbiM _3aKOHOM OT 29
HosA6ps 2010 roga N 313-9P3, pacnpocTpaHAeTCa Ha NPaBOOTHOLLEHUS, BO3HUKLLNE
c 1 ceHTa6psa 2010 roga.
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3 4. Bblgada paspeleHMn Ha npoBefeHNe  KIMHUYECKUX  UCCriedoBaHUn
NEKApPCTBEHHbIX MNpernapaTtoB Afs MeOUUMHCKOrO NPUMEHEHUsT MO 3asaBIIEHUSIM,
nogaHHbIM 40 OHA BCTYMNSEHNA B cuny HacTosdwwero ®efeparnbHOro 3akoHa, a Takxke
No 3asBfieHNsM, MOAaHHbIM TMOCfe [OHA BCTYNJIEHWA B CWITy HACTOALLEro
depepanbHOro 3akOHa Ha OCHOBaHUM JKCMepTu3, MNPOBEAEHHbIX OO0 [AOHS
BCTYNreHuss B Cuny Hactodwero ®denepanbHOro 3akoOHa, OCYLIECTBIIAETCA B
COOTBETCTBUMN C HacTosaumm PeneparnbHbiM 3aKOHOM Ha OCHOBaHUW OKYMEHTOB U
OaHHbIX, MNPenCTaBfEeHHbIX WM MNOMYYEHHbIX OO0 [AHA BCTYMMEHUS B Cuny
HacToswero ®denepanbHOroO 3akoHa, a Takke Ha  OCHOBAHWM  KOMuuU
npeaoBapuUTeNbHOrO gorosopa 0643aTenbHOro CTPaxoBaHUSA XU3HW, 300POBbSA
NauyMeHToB, Yy4acTBYHOLMX B KIMHWYECKOM WCCIeLOBaHUN  JIeKapCTBEHHOMO
npenaparta Ans MeauuMHCKOro NPUMEHEHUS, UMK Konun gorosopa obsa3aTenbHOro
CTpaxoBaHWA XM3HW, 300pPOBbA MALUMEHTOB, Y4acTBYOWMX B KIIMHUYECKOM
nccregoBaHMM NeKkapCTBEHHOro npenapaTta and MeguumMHCKOro NpUMeEHeHus, NMbo
npeacTaBfieHHON KOMUW OOoroBopa obsA3aTenbHOro CTpaxoBaHWs, 3aKIOYEHHOro B
COOTBETCTBUM C TUMOBLIMW NpaBunamm obsa3aTenbHOro CTpaxoBaHUS, C yKasaHNEM
npegensHoM  YUCNEHHOCTU  NauMeHTOB, Y4aCTBYOWMX B KIIMHUYECKOM
nccrnegoBaHNM NeKapCTBEHHOrO npenapara ans MeAUUMHCKOro NpuMeHeHust, 6e3
TpeboBaHus ynnarbl rocygapCTBEHHOM NOLLMHbI, npegycMoTpeHHOM
3akoHogatensctBoMm Poccuinckon dPepepaumm o0 Hamorax u cbopax (4acTb
AOMONHUTENBbHO BKMoYeHa ¢ 26 okTsa6ps 2010 roga PegepanbHbiM 3aKkoHOM OT 11
okTsa6psa 2010 roga N 271-93; B pegakuun, BBeOAEHHOW B AenUcTBme ¢ 3 aekabps

2010 ropga PenepanbHbiM _3akOHOM 0T 29 Hos6pa 2010 roga N 313-93,
pacnpocTpaHsieTcsl Ha NPaBOOTHOLLEHNS, BO3HUKLWME ¢ 1 ceHTabps 2010 roaa.

3_5. 3apermcTpupoBaHHble B MHOCTPaAHHOW BankoTe 00 OHS BCTYNSIEHUS B CWUIy
HacTosiwero denepanbHOro 3akoHa npeferbHbie OTNYCKHbIe LEeHbl MHOCTPaHHbIX
npousBoauUTENEeN Ha IeKapCTBEHHble MpenapaTtbl, BKIKOYEHHble B MNepeyvYeHb
XW3HEHHO HEOBXOAUMbIX U BaXXHEWMLUMX NEKapCTBEHHbIX MpenapatoB, nognexat
nepecyety B pybnm no kypcy LleHTpanbHoro 6aHka Poccunckon denepaumnmn Ha
aaTty, ycTaHoBneHHyiwo [lpaButensctBoM Poccunckon ®depnepaummn, 6e3
npencTaBrieHNa 3asiBfieHNss O MepecyeTe LeHbl C BHECEHMEM COOTBETCTBYHOLLMX
M3MEHEHNUA B TOCYLAPCTBEHHbIM peecTp npedesibHbIX  OTMYCKHbIX  LEeH
npousBoauUTENen Ha JeKapCTBEHHble MpenapaTtbl, BKIKOYEHHble B MNepeyvYeHb
XNU3HEHHO HEOBXOOAMMbIX W BaXHEWLMX JIeKapCTBEHHbIX MpenapaTtoB (4acTb
AOMONHUTENBbHO BKMoYeHa ¢ 26 okTsabps 2010 roga PegepanbHbiM 3aKkoHOM OT 11
okTa6pa 2010 roga N 271-93).
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3_6. 3aperncTpupoBaHHbIe 00 OHA BCTYNSIEHNA B cuny HacTtoswwero degepanbHoro
3aKOoHa npegesibHble OTMYCKHble LeHbl POCCUUCKMX nNpou3BoauTenen Ha
NeKapCTBEHHbIE NMpenapatbl, BKMOYEHHbIE B NEepeYeHb XXU3HEHHO HEeOOXoAUMbIX U
BaXKHENLLMX NEKaApPCTBEHHbIX npenaparos, noanexat nHiaekcauum ¢ 1 Hos6ps 2010
roga wucxogst U3 MNPOrHO3MPYEMOro  YPOBHA  MHEALMKM,  YCTaHOBIIEHHOMO
denepanbHbiM_3akoHOM 0oT 2 aekabpsa 2009 roga N 308-93 "O denepansHom
oromxete Ha 2010 rog v Ha nnadHoBbin nepuoa 2011 n 2012 rogos" Ha 2011 roa
(4acTb AOMNONHUTENBLHO BKItoYeHa ¢ 26 okTs6psa 2010 roga PegepanbHbiM 3aKOHOM
o1 11 ok1a6psa 2010 rona N 271-D3).

3 7. lNocne 1 mapta 2011 roga He ponyckawTCcA NPOU3BOACTBO W BBO3 B
Poccuinckyto  depepaumnio  NeKapCTBEHHbIX MNpernapaTtoB B ynakoBKax C
MapKMUPOBKOW, KOTopas Oblfia HaHeceHa OO0 AHS BCTYMNMIEHUA B CUIY HACTOSLLEro
denepansHOro 3akoHa. Mo ucteveHnn ykasaHHOro cpoka AaHHble fleKapCTBEHHbIEe
npenapaTbl MOMyT OTNYCKaTbCS, peanv3oBbIBaTbCS, NepeaaBaTbCs U NMPUMEHSTLCS
A0 UCTEYEHMNS NX CpoKa rogHOCTMW.

(YacTb gononHutTenbHO BkModeHa ¢ 26 okTabps 2010 roga PegepanbHbiv
3akoHoM oT 11 oktabpsa 2010 roga N 271-P3; B pegakumm, BBEAEHHON B ENCTBME
c 1 anBapst 2011 roga PegepanbHbIM 3akoHOM OT 29 Hos6ps 2010 roga N 313-03;
B pedakuun, BBeAeHHOM B penctBue ¢ 7 saHBapsa 2012 roga PegepanbHbiM
3akoHoM oT 6 aekabps 2011 roga N 409-93.

4. Co gHa BCTynneHust B cuny Hactosiwero degepanbHoro 3akoHa u no 30 anpens
2011 roga BKMOYUTENBLHO AOMNYyCKaeTcsa NpoBeAeHNe 3KCNepTU3bl fieKapCTBEHHbIX
cpeacTB aKcnepTamMu 3KCNEPTHOIO yYpeXaeHst 40 NPOXOXKOEHUS MU aTTecTauum
B MNOpsidke, YCTaAHOBIIEHHOM  YMONIHOMOYEHHbIM  deaeparnbHbiM  OpraHoM
NCNOSHUTENbHOM BNAcTMW.

5. Co gHa BCTynneHns B cuny HacTtoswero degeparnbHoro 3akoHa v no 31 aekabps
2013 roga BKIOYUTENBHO  OCYLWECTBNSAETCA Mepexoq K  MNpoun3BOLCTBY
NEKapCTBEHHbIX CPeacTB B  COOTBETCTBMM C  NpaBunamu  opraHusauumm
NPOM3BOACTBA M KOHTPONA KayecTBa JlEeKApCTBEHHbIX CPEACTB, YKasaHHbIMU B
yacTtn 1 ctatbu 45 HacToswero PegepansHOro 3akoHa, B nofiHoM obbeme. Cpoku
nepexoga NpPOM3BOACTBA JIEKAPCTBEHHbIX CPeACTB K WX MpPOM3BOACTBY B
COOTBETCTBUN C KOHKPETHbIMK TPeOOBaHMAMW AaHHbLIX NpPaBun, BKMOYAs CPOKU
aTTecTauum YMNoNMHOMOYEHHbIX &MU, YKasaHHbIX BYacTax 6 u7 cratbun 45
HacTosuwero  ®denepanbHOro  3akoHa, YcTaHaenuBawoTca  [lpaBuUTENLCTBOM
Poccuinckon denepaumn.

6. JlnueHsmm Ha Npon3BoACTBO NEKApPCTBEHHbBIX CPEACTB, BblAaHHblE A0 1 sHBapS
2014 ropa, peuncteytoT nocrie 1 aHBaps 2014 roga OO UCTEYEHUS CpoKa WX
OENCTBUS MpPU  YCIrIOBMM COOTBETCTBUA JMUEH3Mata npasunam opraHumsauumm
NPON3BOACTBA U KOHTPOJS Ka4eCcTBa JleKapCTBEHHbIX CPeaCTB, YKa3aHHbIM B YacTu
1 cTtatbu 45 HacToswero PegepanbHOro 3akoHa.
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7. dopmupoBaHME TrOCy4apCTBEHHOrO0 3adaHusi Ha MpoBedeHME JKCnepTusbl
NEKapCTBEHHbIX CpeacTB  dedepanbHOMy  rocyaapCTBEHHOMY  BHoaKeTHOMY
YyYpEXOEHUIO MO NPOBEAEHUIO 3KCNEPTU3bI NTEKAPCTBEHHLIX CPeacTB U dMHaHCOBOE
obecnevyeHne BbIMOMHEHMST 3TOrO0 3afaHUs  OCYLUECTBSATCA B MOpsiake,
ycTaHoBneHHoM PegepanbHbiM _3akoHOM oT 12 guBapsa 1996 roga N 7-©3 "O
HEKOMMEPYECKUX opraHunsaumsx” (4acTb OOMONMHUTENbHO BKMOYEHA C 3 aekabps
2010 roga PenepanbHbiM 3akoHOM OT 29 Hosa6pst 2010 roga N 313-D3).
KommeHTapum Kk ctatbe 71

[Mpe3ngeHT
Poccunckon denepaumnm
[.MenBenes

MockBa, Kpemrb
12 anpens 2010 roga
N 61-903

Pemaklumda IOOKYMEHTa C yUeTOM
M3MEeHEeHUM UM IOOIOJIHEeHUM IIOOT'OTOBJIeHAa
AO "Komexkc"
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