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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

120anpena]20100roga NJ61-93

POCCUNCKASA ®EQEPALIUA
®EQEPANbHbLIA 3AKOH
OB OBPALLUEHUU NEKAPCTBEHHbIX CPECTB

MpuHat
NocypnapcteeHHon [dymoim
24 mapta 2010 roga

OpobpeH
CoseTom depepaumm
31 mapTta 2010 roga

CnncoK N3MeHSILLNX JOKYMEHTOB
(B pen. PepepanbHbix 3akoHoB OoT 27.07.2010 N 192-93,

o1 11.10.2010 N 271-93, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-03,
oT 25.06.2012 N 93-93, ot 25.12.2012 N 262-93, ot 02.07.2013 N_185-93,
oT 25.11.2013 N 317-®3, ot 12.03.2014 N 33-93, o1 22.10.2014 N 313-93,

oT 22.12.2014 N 429-®3 (pen. 13.07.2015), ot 08.03.2015 N 34-03,
oT 29.06.2015 N 160-@3, ot 13.07.2015 N 233-®3, o1 13.07.2015 N 241-93,
ot 13.07.2015 N 262-93, o1 14.12.2015 N 374-®3, o1 29.12.2015 N 389-03,
oT1 02.06.2016 N 163-93, ot 03.07.2016 N 261-®3, o1 03.07.2016 N _305-93,
o1 03.07.2016 N 350-93, o1 29.07.2017 N 242-®3, ot 29.07.2017 N 278-03,

oT 28.12.2017 N 425-®3 (pen. 28.11.2018), ot 04.06.2018 N 140-93,
oT 28.11.2018 N 449-93, o1 27.12.2018 N 511-93, o1 06.06.2019 N 134-03,
oT 26.07.2019 N 240-93, o1 02.08.2019 N 297-®3, o1 27.12.2019 N 462-93,

0T 27.12.2019 N 475-93)

Mnasa 1. OBLWWUE NONOXKEHUA
Cratbs 1. peameT perynupoBaHus HacTosiwero denepanbHOro 3aKkoHa

1. Hactoswwmin PepepanbHblii 3akOH perynvpyeT OTHOLIEHWUSl, BO3HMKaKOWWE B CBSA3M C obOpalleHnem -
pa3paboTkon, OOKIMUHUYECKMMU UCCMNEAOBaHUAMU, KIMMHUYECKUMWU UCCNEOOBaHUSIMU, SKCNEPTU30W, rocydapCTBEHHOW
pernctpaumen, co cTaHOapTu3auMel WU C KOHTPONieM KadecTBa, MNPOU3BOACTBOM, W3rOTOBMNEHWEM, XpaHEHUEM,
nepeBo3kon, BBO30OM B Poccuiickyto Pepepauunto, BbiBO3oM K3 Poccuiickon Pepepauuu, peknamon, OTMyCKOM,
peanusaumen, nepegaden, NPUMEHEHNEM, YHUUTOXEHNEM NEKAPCTBEHHLIX CPEACTB.

(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

2. Hactoswmin depepanbHbil  3aKOH  yCcTaHaBnvMBaeT MPUOPUTET  FOCYAapPCTBEHHOIO  perynMpoBaHus
6e3onacHoCTH, kavecTBa U 3PPEKTUBHOCTUN NIEKAPCTBEHHBLIX CPEACTB NpU NX obpalleHunu.
(B peq. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

Cratbsa 2. Cchepa npumeHeHUs HacToswero PenepanbLHOro 3akoHa

HacTtoswmn degepanbHbii 3aKOH NPUMEHSETCS K OTHOLLUEHUSAM, BO3HUKAIOLLMM Npy 0bpaLleHnm NekapcTBEHHbIX
CpeAcTB Ha Tepputopumn Poccuinckon degepaumm.

Cratbs 3. 3akoHoAaTenbLCTBO 06 0OpaLleHUN NeKapCTBEHHbIX CPeacTB

1. 3akoHogaTenbLCcTBO 00 o6pau.|,eH|/|V| JIeKapCTBEHHbIX CpeacTB COCTOUT U3 HaACToALLEero d>ep,epaanoro 3aKOHa,
apyrux cbep,epaanblx 3aKOHOB N MHbIX HOPMATUBHbLIX NPaBOBbIX aKTOB Poccunckon dJe,qepau,VM.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

1.1. 3akoHopaTenbcTBO 006 OOpalleHnn fekapCcTBEHHbIX CPEeACTB B  OTHOLIEHWM OPUAMYECKUX vl W
MHAMBUAOYanNbHbLIX NpeanpuHUMaTtenen, OCyLeCTBASIWMX AeATENbHOCTb Ha  TepputopuyM  MeXOyHapOAHOro
MEeOULMHCKOro Kractepa, NpUMeEHsieTcd C y4eToM ocobeHHoCTen, ycTaHoBneHHbIx ®PepgepanbHbiM 3akoHom "O
MeXOyHapoAHOM MeOUUMHCKOM KnacTepe U BHECEeHWUM U3MEHEHUN B OTAelNbHble 3akoHodaTerbHble akTbl Poccuinckom
denepaummn”.

(vacte 1.1 BBegeHa depepanbHbiM 3akoHoM oT 29.06.2015 N 160-D3)

2. [enctBne Hactoswero ®&eaepanbHOro 3akoHa pacnpocTpaHseTcd Ha obpalleHne HapKOTUYECKUX
NeKapCTBEHHbLIX CPeacTB U MCUXOTPOMHbIX JIEKAPCTBEHHBLIX CPEeACTB C YY4EeTOM OCOOEHHOCTEN, YCTaHOBIEHHbIX
3akoHopatensctBoM Poccuiickoit Penepaumm O HAPKOTUYECKMX CpencTBax, NCUXOTPOMHbLIX BellecTBax M 06 umx
npekypcopax.

3. Oencteme Hactodwero ®egepanbHOro 3akoHa pacnpocTpaHseTcs Ha obpalleHve paguodapmaueBTUYecKmx
neKkapCTBEHHbIX CPeacTB C yvyeToM OcoBeHHOCTeW, YCTaHOBMEHHbIX 3akoHoaaTenbcTtBoM Poccuiickon Pepepauum B
obnactu obecneyeHns pagmMaumMoHHon 6e30nacHOCTM.

4. Ecnn mexgyHapoaHbeiM gorosopoMm Poccuiickon degepaummn ycTaHOBMEHbI MHblE MpaBunia, Yem Te, KOTopble
npeaycmoTpeHbl HacToAwmM PefepanbHbIM 3aKOHOM, MPUMEHSIIOTCA NpaBuia MexxayHapo4HOro 40roBopa.

5. B Poccuickon ®egepaumm B COOTBETCTBUM C MEXAYHAPOAHbIMKU JoroBopamu Poccuiickon ®egepauun n (Mnm)
Ha OCHOBE MPUWHUMMNA B3aUMHOCTUX NMPU3HAKTCS pe3yrnbTaThl KITMHUYECKMX UCCIEeAOBaHUA NEKapCTBEHHbIX NpenapaToB
ON1s MegMLUMHCKOro NpMMEHEHUs, MPOBEeAEHHbIX 3a npeaenamu tepputopun Poccuiickon ®epepauun.

Ctatbs 4. OCHOBHbIE NOHATUSA, UCNOSIb3yeMble B HacTosieMm deanepanbLHOM 3aKOHe
Ons uenen HacTosAwero PegepanbHOr0 3akoHa MCMONb3YTCA CreayloLmMe OCHOBHbIE MOHATUSA:

1) nekapcTBeHHble cpeacTBa - BELEecTBa UM MX KOMBUHALIMK, BCTynaloliMe B KOHTAKT C OpraHn3MoM 4erioBeka
WM XMBOTHOTO, MNPOHMKaloLWMe B OpraHbl, TKAHW OpraHuamMa uYenoBeka WMM XMBOTHOrO, MpUMeEHsIeMble Ons
NPOgUNaKTUKA, ONArHOCTUKM (3@ WCKMHOYEHMEM BeLLEeCTB UMM UX KOMOGWHAUMMA, HE KOHTaKTUPYIOLWMX C OpraHu3mMoMm
yernoBeka WM >KMBOTHOMO), JleyeHusi 3aboneBaHusi, peabunuTauuM, AN COXpPaHeHWsl, NPeaoTBpaLlEHUst Wnu
npepbiBaHUs 6epeMeHHOCTV 1 MoSyYeHHble U3 KPOBW, NiiasMbl KPOBW, M3 OPraHoB, TKaHEW opraHuM3Ma 4YerioBeka uiu
XWBOTHOrO, pPacTeHWit, MUHEepPanoB MeTodaMW CUHTe3a WNM C MpUMEHeHMeM Guonormyecknx TexHomormin. K
nNeKkapcTBEHHbIM CpeAcTBaM OTHOCATCS dpapMaLieBTUYeckne cybctaHUmMm 1 NekapcTBeHHbIe nNpenaparsl;

2) dhapmaueBTuyeckasa cybcTtaHUMs - nekapcTBEHHOe CpeACTBO B BWAE OAHOMO WM HECKONbKMX 06nagaroLimx
hapmMakonorMyeckon akTMBHOCTbIO AENCTBYIOLWMX BELLECTB BHE 3aBUCUMOCTWU OT MPUPOAblI MPOUCXOXOEHMUS, KOTOPoe
npegHasHadYeHo AN NPon3BOACTBa, N3rOTOBIEHNS NIEKapCTBEHHbIX NpenapaToB v onpeaenseTt nx 3deKkTMBHOCTb;

(n. 2 B pea. PegepanbHOro gakoHa ot 22.12.2014 N 429-93)

3) BcnomoraTenbHble BeLecTBa - BellecTBa HEOPraHWYEeCKOro WM  OPraHUYeckoro NPOUCXOXAEHUS,
ucrnonb3yemble B Mpouecce npou3BOACTBA, W3rOTOBMEHUS JIEKApPCTBEHHbIX MpenapatoB Ans npuaaHvs UM
HeobxoaMMbIX PU3NKO-XMMNYECKUX CBONCTB;

4) nekapcTBeHHble npenapaTbl - NeKapCTBEHHbIE CPeAcTBa B BMOE JIEKAPCTBEHHbLIX DOPM, NMPUMEHsieMble Ons
NPOUNaKTUKA, OMArHOCTUKKU, NeyeHus 3aboneBaHus, peabunuTauuu, Ans COXpaHeHusl, NpedoTBpalleHus WUnu
npepbiBaHns GeEPEMEHHOCTHU;

5) nekapcTBeHHas hopma - COCTOsiHME NeKapCTBEHHOro npenaparTa, cooTBeTCTBYHOLLEE cnocobam ero BBegeHUs
N NpUMeHeHNA n obecneunBatoLlee AOCTUKEHNE HEODX0ANUMOro nevyedbHoro adpekra;

5.1) po3npoBka - cogepxaHne OQHOMO UMW HECKOMbKUX AEWCTBYHOLLMX BELLECTB B KONMMYECTBEHHOM BbIPaXEeHUU
Ha edvHuUUy 003bl, UNK eanHuLy obbemMa, Unu eaguHUMLY Maccbl B COOTBETCTBUM C NEKapCTBEHHOM dhopMon nubo ang
HEKOTOPbIX BUAOB feKapCTBEHHbIX POPM KOMMYECTBO BbICBODOXAEMOro U3 NekapCTBEHHON (POPMbI AENCTBYOLLErO
BellleCcTBa 3a e4VHNULY BpeEMEHM;
(n. 5.1 BBegeH depepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

6) nepeyeHb XMU3HEHHO HEOBXOOUMBIX U BaXKHEWLUMX NEeKapCTBEHHbIX MpenapaToB - eXerogHo yTBepXaaeMbln
MpaBuTensctBoMm Poccuiickon dedepauun nepeyeHb NeKapCTBEHHbIX MpenapaToB AN MeAUUMHCKOrO NPUMEHEHWs,
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

obecneunBatoLLmX NPUOPUTETHLIE NOTPEBHOCTU 30PaBOOXPAHEHMS B LIEMAX NPOGUIAKTUKN U feveHus 3abonesaHui, B
TOM uucne npeobnagatroLwmnx B CTpyKType 3abonesaemoctn B Poccuickon deaepaumy;

6.1) opcdhaHHbIEe nekapCTBEHHbIE MpenapaThl - NIeKapCTBEHHbIE MpenapaTbl, NpegHas3HaYeHHbIE VCKIHYMTENBHO
AN ONarHoCTUKU UNWN MaTOreHEeTUYECKOro NeYeHns (NeYeHusl, HanpaBeHHOro Ha MexaHuM3m pas3BuTus 3aboneBaHus)
penknx (opdaHHbIX) 3aboneBaHui;
(n. 6.1 BBegeH degepanbHbIM 3akoHOM 0T 22.12.2014 N 429-93)

6.2) ©OuonorvyeckMe nekapcTBEHHble MpenapaTbl - JIEKAPCTBEHHbIE MpenapaTbl, AEWCTBYIOLLEE BELLECTBO
KOTOpPbIX NPON3BEAEHO UIN BbIAENEHO N3 OMOMOrMYECKOro UCTOMHUKA M ANs onpeaerieHnst CBOMCTB M KavyecTBa KOTOPbIX
HeobxooMMa KOMOMHAUMSA OUONOrMYECKMX U  (PU3MKO-XMMUYECKUX MeTodoB. K OuonormvyeckMm nekapCTBEHHbIM
npenapaTam OTHOCATCS MMMYHOBUONOrMYeckne nekapcTBEHHbIE NpenapaThl, IEKapCTBEHHbIE Npenaparbl, NONTyYeHHbIE
M3 KpOBM, MNNa3mMbl KPOBM YenoBeka W >KMBOTHbIX (3@ WCKIYEHMEM LENbHOW KpoBW), OMOTEXHonorn4yeckme
neKkapcTBEHHble npenapaTbl, FeHoTepaneBTUYECKME NEKAPCTBEHHbIE Npenaparbl;

(n. 6.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

7) ummyHobuonornyeckne nekapcTBeHHble npenapaTtbl - flekapCTBeHHble npenapartbl, NpefHasHadeHHble ANnd
¢)0pMI/IpOBGHI/IF| aKTUBHOIoO UM naccmMBHOro UMMYHUTETA nmbo OVNarHoCTUKMU Hanu4na MMMyHUTETa UM OUarHOCTUKU
cneundunyeckoro nNpUOBPETEHHOrO WM3MEHEHWUs MMMYHOSOrMYEecKoro oTBeTa Ha anneprusvpytowme BewecTtea. K
UMMYHOGMOMOIMYECKUM  FeKapCTBEHHbIM NpernapaTtamM OTHOCSTCS BaKUMHbI, aHaTOKCUHbI, TOKCUHbI, CbIBOPOTKMY,
UMMYHOTNOOYMWHBI 1 annepreHbl;

(n. 7 B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) GuoTexHonorvyeckne nekapcTBeHHble npenapartbl - NeKkapCTBEHHblE MpenapaTbl, NPOM3BOACTBO KOTOPbIX
OCYLLLECTBMAETCSA C UCMOSIb30BaHNEM BMOTEXHONOrMYECKMX NpoLeccoB U MeTodoB (B ToM yucrne JHK-pekoMOuHaHTHOW
TEXHONOMMM, TEeXHOMOMMM KOHTPONMPYEeMOW 3SKCMPeCCUM FeHOB, Koaupylowmux 6uonormvecks aktueHble Oenkv B
npokapuoTax M 3yKapuoTax, BKMOYas M3MEHEHHble KMeTKu MrekonuTawowmx), rMbpuaomMHOro metoga u Metoga
MOHOKITOHarbHbIX aHTUTETT;

(n. 7.1 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTMYECKME FEeKapCTBEHHble MpenapaTbl - JIEKApPCTBEHHbIE Npenapatbl, dapMaleBTuYeckas
cybCTaHUUSA KOTOPbLIX SIBNSIETCA PEKOMOMHAHTHOW HYKITEMHOBOW KUCITOTOM WMNn BKIOYaeT B cebsi peKOMOWHAHTHYHO
HYKIEWMHOBYIO KUCMOTY, MNO3BOMSIOLWYK OCYLLECTBNATb perynvpoBaHve, penapauuio, 3ameHy, gobaBneHve wunu
yoaneHue reHeTM4ecKkom nocneaoBaTesnibHOCTY;

(n. 7.2 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

8) HapkoTMdeckue nekapCTBEHHbIE CPEACTBa - NeKapCTBEHHbIe npenapaThl 1 dapMaleBTMyeckue cybctaHuum,
cofeprkallme HapKoTM4eckue CpeacTsa v BKINOYEHHbIe B [lepedyeHb HAapKOTUYECKMX CPEACTB, MCUXOTPOMHbLIX BELLECTB U
X NPeKypcopoB, noanexawmx KoHTpono B Poccuickon ®Pegepaumn, B COOTBETCTBMM C 3aKoOHOOATENbCTBOM
Poccuiickon ®epepauuun, mexayHapoaHeiMu gorosopamu Poccuiickon depepaumm, B ToM uncrne EAMHON KOHBEHLIMEN O
HapKoTu4eckux cpeacreax 1961 roaa;

9) NCMXOTPONHbIE NEKAPCTBEHHbIE CPeACTBa - fleKapCTBEHHbIE Mpenapartbl U hapmaueBTudeckne cybctaHuunm,
cofepXalume NcMxoTPOonHbIe BELLECTBA M BKMOYEHHbIE B [epeyeHb HAapKOTMYECKNX CPeaCTB, NMCUXOTPOMHbIX BELLECTB U
X MpeKypcopoB, noAanexawmx KoHTponto B Poccuiickon depepauum, B COOTBETCTBMM C 3aKOHOAATEMNbCTBOM
Poccuiickon ®epepauuun, mexayHapoaHbiMu gorosopamu Poccunckon ®depepauun, B ToM 4ncne KoHBeHuuven o
NCMXOTPONHbIX BewwecTBax 1971 roaa;

10) pagnodapmaueBTMYECKME NEKAPCTBEHHbIE CPeAcTBa - fEKapCTBEHHbIE CPEeACTBa, KOTOpble coaepXaTt B
roTOBOM A1 UCMOSb30BaHUSA (hopMe OAWNH PaaUOHYKIUA UM HECKOSbKO PaMOHYKMAOB (PaanoakTUBHBLIX M30TOMOB);

10.1) opurnHanbHbIA NEKAaPCTBEHHBIN Npenapar - JIeKapCTBEHHbIN NpenapaTt ¢ HOBbIM AENCTBYIOLLIMM BELLECTBOM,
KOTOpPLIN NepBbiM 3apernctpmpoBaH B Poccuiickon depepauumn unm B UMHOCTPAHHBLIX rOCygapcTBax Ha OCHOBaHMM
pe3ynbTaToB AOKMMHUYECKMX MCCNeoBaHWUIA NEKAaPCTBEHHbIX CPEACTB N KIMHUYECKUX MCCNEeAOBaHUN NeKkapCTBEHHbIX
npenapaToB, NOATBEPXKAALLNX ero Ka4ecTBo, acpdEKTUBHOCTbL M 6E30NaCHOCTb;

(n. 10.1 BBegeH ®enepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

11) pedepeHTHLIN NeKkapCTBEHHLIN Npenapar - NIeKapCTBEHHbIA npenapar, KOTOPbIA UCMoNb3yeTcs ANs OLEHKM
OMOIKBMBANEHTHOCTM WNW  TepaneBTUYECKOW IKBMBANEHTHOCTW, KadyecTBa, 9dpekTMBHOCTM U Be3onacHOCTU
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

BOCMPOM3BEOEHHOIO NEKAapCTBEHHOrO npenapaTta unu ouoaHanoroBoro (6uonogobHOro) nekapcTBEHHOro npenapara
(6buoaHanora). B kayectBe pedepeHTHOro nekapcTBEHHOro npenaparta Ais MeauLMHCKOro NpUMEHEHUs UCNofb3yeTcs
OpurMHanbHbIA NeKapCTBEHHbIV Npenapat nmMbo, ecnu OpurnHanbHbIV NeKapCTBEHHbIV NpenapaTt He 3aperncTpmpoBaH
unu He Haxoautcst B obopote B Poccuiickon ®epepaumm un He HaxoguTcs B 060poTe B MHOCTPaHHbIX rocyaapcTsax,
BOCMPOM3BEAEHHbIA NEKAPCTBEHHLIN npenapat unvM OuoaHanorosbin (OMONOAOOHbLIN) NeKapCTBEHHbIM Mpenapat
(broaHanor), KoTopbIi MEPBbLIM 3aperMcTpuMpoBaH U3 4ucra Haxoaswmxcs B obopote B Poccuiickon degepauum,
OMOIKBMBANEHTHOCTb UMM TepaneBTUYecKasi 3KBUBANEHTHOCTb, Ka4ecTBO, 3h(PeKTMBHOCTbL U Be30MacHOCTb KOTOPOro
OLUEHVBanNNCb MO OTHOLUEHMIO K OpUrMHanbHOMY NeKkapCTBEHHOMY MpenapaTty, a Takke KadyecTBo, 3(PEKTUBHOCTb U
BesonacHOCTb KOTOPOro NOATBEPXKOAIOTCH pe3ynbTaTammn papmakoHag3opa M NPoBEPOK COOTBETCTBUS NEKapCTBEHHbIX
CpPeAcTB, HaxoAsLMXCA B rpaxgaHckoMm o6opoTe, YyCTaHOBMEHHbIM TpeboBaHWsM K ux kadecTBy. B kayectse
pedepeHTHOro NeKapCTBEHHOMO NpenapaTa Ansa BeTepMHAPHOro NPUMEHEHUS NCNONb3yeTCsl NEKAPCTBEHHbIV Npenapat
ONA BeTepuMHapHOro MPUMEHEHUS, 3aperMcTpupoBaHHbIi B Poccuiickon ®egepauum Ha OCHOBaHUWM pe3yrnbTaToB
OOKIMMHNYECKMX UCCIefOBaHUN NEKapCTBEHHbIX CPEACTB M KIMHUYECKNX UCCNEeLOBaHUN NEKapCTBEHHbIX MpenapaTos,
NOATBEPXKAAIOLLMX €ro Ka4ecTBo, APPEKTUBHOCTL U 6E30NaCHOCTb;

(n. 11 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12) BocnponsBeAeHHbIN NeKapCTBEHHbIN Npenapar - fleKapCTBEHHbIN npenapart Ans MeauUMHCKOro NPUMeHeHUs,
KOTOPbIN  MMeeT 3KBUBANEHTHbIN  pedepeHTHOMY JieKapCTBEHHOMY npenapaTy KaveCTBEHHbIW COCTaB U
KONMMYEeCTBEHHbLIN COCTaB AENCTBYIOLUX BELLECTB B IKBMBANEHTHOW IeKapCTBEHHOW dopme, Nubo nekapCTBEHHbIV
npenapar 45ns BeTepMHAPHOIo NPUMEHEHUS, KOTOPbIA MMEET Takme Xe, YTO N pedepeHTHbIN NekapCTBEHHbIN npenapar,
KayeCTBEHHbI COCTaB WM KONUMYECTBEHHbLIM COCTaB AENCTBYIOLMX BELIEeCTB B TakoW Xe JekapcTBeHHow dopme,
OWO3KBMBANEHTHOCTb WM TepaneBTMYECKas 9SKBMBANEHTHOCTb KOTOPbIX COOTBETCTBYyKOLEMY pedepeHTHOMY
nekapcTBeHHOMY npenapary nogrsepxaeHa CooTBETCTBYIOLNMN UCCNeoBaHUAMMY;

(n. 12 B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.1) TepaneBTUYeCKas 3KBUBANEHTHOCTb JIeKapCTBEHHbIX NpenapaToB - AOCTUXEHME KITMHUYECKN COMOCTaBUMbIX
TepaneBTuyeckoro adpcpekta u nokasatenen apdekTMBHOCTM M GEe30MacHOCTM MpW MPUMEHEHWM feKapCTBEHHbIX
npenapaTtoB Ans MeAULMHCKOrO NPUMEHEHNs, UMEIOLLMX OAHO MeXAyHapogHOoe HenaTeHTOBaHHOe (MNN XUMUYeCKoe,
Unu rpynnMpoBOYHOE) HAMMEHOBAHWE, B 3KBUBANEHTHbIX A03MPOBKAxX MO OAHWM U TEM e MOKa3aHUSAM K MPUMEHEHUIO U
npv oguHakoBoMm cnocobe BBeAEHWNS Y OOHOW U TOW Xe rpynnbl O0MbHbIX;

(n. 12.1 B peq. ®egepansHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoaHanoroBbli (6MONOAOGHBIN) NEKapCTBEHHbINM NpenapaT (6uoaHanor) - GnonorM4ecknii IeKapCTBEHHbIN
npenapaT, CXOXWA MO napamMeTpaM KadecTBa, 3pdeKkTMBHOCTM M Oe3onacHoCcTU ¢ pedepeHTHbIM GMOoNornyecknm
NeKapCTBEHHbBIM MpenapaToM B TaKOW Xe NekapCTBEHHOM hopMe U UMEKLLNIN NOEHTUYHbIM cnocob BBeOeHUS;

(n. 12.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

12.3) B3aMMO3aMeHsieMbli NEeKapCTBEHHbI MpenapaTr - JIeKapCTBEHHbIM npenapatr C  [4OKa3aHHOM
TepaneBTUYECKON 3KBUBANIEHTHOCTBIO WM OWO3IKBMBANIEHTHOCTBIO B OTHOLIEHUW PedepeHTHOro NEeKapCTBEHHOIro
npenapaTa, MMELLMIN 3KBMBASNEHTHbIE EMY KaYeCTBEHHbIN COCTaB N KONIMYECTBEHHbIA COCTaB AEUCTBYIOLLMX BELLECTB,
COCTaB BCNoMoraTenbHbIX BELLECTB, NIeKapCTBEHHYO hopMy 1 cnocob BBeaeHUS;

(n. 12.3 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

12.4) GMO3KBMBANEHTHOCTb JIEKAPCTBEHHBLIX MpenapaToB - AOCTUXKEHWE COMOCTaBMMbIX MoOKa3aTenen CKOpPOCTU
BCaCbIBaHWs1, CTENEHN MOCTYMNMEHUS K MECTY AEACTBMSA U CKOPOCTU BbIBEAEHWSI OQHOMO UM HECKOSbKNX obragaomx
hapMaKkonormyeckon akTMBHOCTbIO [OENCTBYHOLUMX BeELEeCTB MNpUM MPUMEHEHUN §EeKapCTBEHHbLIX MpenapaTtoB Ansg
MEOWLMHCKOrO MNPUMEHEHUs!, MUMEIOLMX OAHO MeXOyHapOo4HOe HenaTeHTOBaHHOoe (UNuM  XMMWUYeckoe, WUnu
rpynnuMpOBOYHOE) HAMMEHOBAHWE, B 3KBUBANEHTHbIX JO3MPOBKaX 1 MPU OAMHAKOBOM cnocobe BBeAEHMS;

(n. 12.4 BBegeH PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

13) nekapCTBEHHOE PacTUTENBbHOE CbIpbe - CBEXUE UMW BbICYLUEHHbIE pacTeHnsa NMbo MX YacTu, UCMONb3yeMble
Ons Npou3BOACTBa NEKapCTBEHHbIX CPEACTB OpraHuM3auusiMu - MPOU3BOAUTENSIMU JEKAPCTBEHHbLIX CPeACTB UMK
N3roTOBIEHUS NNEKAPCTBEHHbIX NPENapaToB anTe4YHbIMW OpraHM3aumMsaMmn, BETEPUHAPHBIMU anTeYHbIMU OpraHn3aLmnsamu,
WHAMBUAYaNbHLIMU NPEANPUHUMATENAMU, UMEIOLLMMY NMLEH3UIO Ha (dapMaLeBTUYECKYIO AEATENbHOCTD;

14) nekapCTBEHHbIW pacTUTENbHbLIV NpenapaT - NeKkapCTBEHHbIN npenapar, NPon3BeAeHHbI UNN N3rOTOBMNEHHbIN
M3 OOHOro BMAa NEKapCTBEHHOrO PacTUTENbHOMO CbIPpbA MM HECKONbKMX BUOOB TAKOrO ChipbA U peanu3yembii B
paccacoBaHHOM BMAE BO BTOPUYHOW (NOTPEOUTENBCKON) YNAKOBKE;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

15) romeonaTU4ecKMiA TNEKApPCTBEHHbIW nNpenapaT - JIEKApCTBEHHbI MpenapaTt, MNPOW3BEAEHHbIA UMK
W3roTOBMEHHbIN M3 apmaueBTUYeckon cybcTaHuMM unu apmaueBTUYecknx CcyoCcTaHuMi B COOTBETCTBUM C
TpeboBaHnsMN 06X hapMaKONENHbIX CTaTen K roMeonaTM4YeCckUM NekapcTBEHHbIM npenapaTam UM B COOTBETCTBUM
¢ TpeboBaHMaAMU hapmakonen cTpaHbl NPOM3BOAMTENS TAKOrO flIeKapCTBEHHOMO Npenapara;

(n. 15 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

16) MexayHapogHoe HenaTeHTOBaHHOE HavMeHOBaHWe FeKapCTBEHHOINO CPeAcTBa -  HauMeHoBaHuWe
JencTBylollero BewectBa apmaueBTMyeckon cybcTtaHumu, pekomeHgoBaHHoe BcemupHon opraHusaumen
3[paBOOXpPaHeHUS;

(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

17) TOproBoe HaMMEHOBAHWE JEKAapCTBEHHOrO CpeacTBa - HaMMEHOBAaHWE IeKapCTBEHHOINO CPeAcTBa,
NPUCBOEHHOE €ro pa3paboTumkoM, AepXaTenem unu BnagenbLueM permcTpaunoHHOro yaoCcToBEPEHUS NEKapCTBEHHOIO
npenaparTa;

(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

17.1) rpynnMpoBOYHOE HaMMEHOBaHWe NekapCTBEHHOMO NpenapaTta - HaMMeHoBaHe NekapCTBEHHOMO Npenapara,
He VMMEeNLLEro MeXxayHapo4HOro HenaTeHTOBaHHOIO HaMMEHOBaHWUS, MM KOMBMHaUUWM NekapCTBEHHLIX NpenapaTtos,
ucnosnb3yemoe B Lensix 00beauMHeHuUs ux B rpynny nog eAvHbIM HauMeHOBaHMEM UCXOAs M3 OOWHAKOBOro cCOcTaBa
OENCTBYIOLLMX BELLECTB;
(n. 17.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

18) obwasa dapmakonenHas cTaTbsl - AOKYMEHT, YTBEPXAEHHbIN YNONHOMOYEHHbIM deaepanbHbiM OpraHoM
UCMNOMHUTENBHOW BracT M cogepxalwmii nepedyeHb nokasartenen kadectsa M (UNK) METOOOB KOHTPONSA KavecTBa
KOHKPETHOW NeKkapCTBEHHONW (POpPMbl, MEeKapCTBEHHOrO PacTUTENbHOrO  Chipbsl, OMNUCaHWs  BGUONOrMYeckux,
BUOXMMUYECKMX, MMKPOBMONOrM4ecknx, OU3NKO-XMMUYECKUX, (PU3UYECKMX, XMMUYECKMX U APYrMX MEeTOoOOoB aHanusa
neKapCcTBEHHOro CpefcTBa, a TaKkke TpeboBaHMA K UCMONb3yeMblM B LieNsX NPOBeAeHNS AaHHOrO aHanm3a peakTusam,
TUTPOBaHHbLIM pacTBoOpaMm, MHOUKaToOpaMm;

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

19) dapmakonenHass cTatbd - [AOKYMEHT, YTBEPXKAEHHbIN YNOMHOMOYEHHbIM hefepanbHbiM  OpraHoMm
WCMOMHMTENBHOW BracTu W CcodepXallui nepeyvyeHb MokasaTenen KadyecTBa M METOAOB KOHTPONHA KavecTBa
nekapCTBEHHOro CPeAcTBa;

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

19.1) cTaHgapTHble 06pasupbl - BeELWEeCTBa, MNOCPEACTBOM CPaBHEHMSI C KOTOPbIMU OCYLLUECTBMSIETCA KOHTPOIb
KayecTBa MCCreayeMblX NeKapCTBEHHbIX CPEACTB C NOMOLLLI (OU3MKO-XMMUYECKUX 1 BMONOrMYecknx MEeTOAOB B LENsX
NMOATBEPXKAEHUS COOTBETCTBUS NEKAPCTBEHHbLIX CPeACcTB TpeboBaHUSIM HOPMAaTUBHOW LOKYMEHTaLUN, YCTaHOBMEHHLIM
NPy OCYLUECTBIIEHUM TOCYLAPCTBEHHOW PerucTpaumm, U KoTopble MNPUMEHSAIOTCA ANS KanubpoBKM CTaHOAPTHbIX
o6pasLoB NpoM3BOAMTENS] NEKAPCTBEHHLIX CPEACTB, UCMOMb3yeMblX AfS KOHTPOMS KayecTBa W WHbIX Lenen npu
obGpalleHnV NekapCTBEHHbIX CPE/CTB;

(n. 19.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

19.2) dhapmakonenHbln cTaHAapTHbIN obpasel - CcTaHOapTHbIM obpasel, Npou3BedeHHbI B COOTBETCTBMMU C
dapmakonenHom cTaTben;
(n. 19.2 BBegeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

20) HopMaTMBHas [OOKYMEHTauusi - [OOKYMEHT, coAepXalui nepeveHb onpeaensieMblx Mo pesynbTatam
COOTBETCTBYHLUMX IKCNEPTU3 MNokasaTernein kavyecTBa IEKapCTBEHHOro cpeacTBa AN MELMUMHCKOrO MpUMEHEHMS,
MEeTOO0B KOHTPOJISi €r0 Ka4ecTBa 1 YCTaHOBMEHHbI ero NpousBoavTenem;

21) HOpMaTMBHbLI OOKYMEHT - [AOKYMEHT, CcoAepXalluMih nepeveHb OnpedensieMblXx Mo pesynbTaram
COOTBETCTBYIOLLMX SKCNEpPTU3 nokasaTernen kadectBa M (Mnn) METOAOB KOHTPOMsSl KavyecTBa leKapCTBEHHOM hOpMbl,
OnucaHusa BUONOrMYEeCcKMX, BUOXUMMYECKNX, MUKPOBNONOTMYECKNX, (PU3UKO-XUMUYECKUX, (PU3NYECKUX, XUMUYECKUX U
OpYrMx METOOOB aHanm3a NnekapCTBEHHbIX CPEACTB ANsl BETEPUHAPHOIO NpUMeEHeHUsl, TpeboBaHMs K UCMONb3yeEMbIM B
uensax npoBefeHWs OAaHHOIO aHanusa peakTuBam, TUTPOBAHHLIM PacTBOpaM, WMHAMKATOPaM W YCTAHOBIIEHHbIA €ro
npounseBoguTenem;

21.1) obWMA TEXHUYECKUA [OKYMEHT - KOMMMEKT AOKYMEHTOB W MarepuanoB, COCTOSLWMA W3 HECKOMbKUX
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

pas3genoB - AOKYMEHTaUuMM agMUHUCTPATMBHOIO XapakTepa, XMMWU4Yeckon, dapMaueBTUYEeCKOM UM OBUOIormveckon
OOKyMeHTauuu,  dapMakonormdeckon, TOKCUMKOSIOrMYEeCKOM  OOKYMEHTauuW,  KIUHUYECKOW  [OKYMeHTauum u
npeacraBnaAemMbli OOAHOBPEMEHHO C 3asiBIEHMEM O FOCYOapCTBEHHOW perMctpauum nekapcTBEHHOro npenapaTta ans
MeOMWLMHCKOro NpuMeHeHus B oopmaTe, yCTaHOBNEHHOM YNONTHOMOYEHHbIM dheaepanbHbiM OpraHoM UCMNOSTHUTENBHOM
Bnactu;

(n. 21.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

22) KayecTBO IleKapCTBEHHOIO CpeacTBa - COOTBETCTBME JIEKAPCTBEHHOro cpeAactBa TpeboBaHUAM
hapmakonenHom ctaTbl NMBO B criyyae ee OTCYTCTBUS HOPMATMBHOW JOKYMEHTaLMUM UITM HOPMATUBHOTO LOKYMEHTA;

23) Ge3onacHOCTb JleKapCTBEHHOro CpeAcTBa - XapaKTepuUCTMKa NekapCTBEHHOro CpPeacTBa, OCHOBAaHHAas Ha
CPaBHUTENbLHOM aHanm3se ero aMEKTUBHOCTY 1 pUCKa NPUYMHEHNS Bpeda 300POBbIO;

24) 3EKTMBHOCTL IeKapCTBEHHOro npenapaTta - XapaKTepUCTMKa CTEMEeHU TONOXUTENbHOro  BIUSIHUS
NeKapcTBEHHOro nMpenapata Ha TeuyeHue, MPOAOIIKUTENIbHOCTL 3aboreBaHusi WM ero  MpeaoTBpalleHue,
peabunuTauuio, Ha coxpaHeHue, NPeAoTBPaLLEHNe UK NpepbiBaHne GepeMEHHOCTY;

25) cepua nekapCTtBeHHOro cpenctea - KOJIMYeCTBO JieKapCTBEHHOro cpeactea, npou3seneHHOe B pe3ylibTaTte
OHOro TEXHOJIOI’MYEeCKOro UunKma ero npon3BognUTeNemMm;,

26) peructpauuoHHOe YAOOCTOBEpPEHWE IeKapCTBEHHOro npenaparta - [OOKYMEHT, nogTeepXaarolimi akT
rocyapCTBEHHOW perMcTpaumm nekapcTBEHHOrO Npenapara;

26.1) pepxatenb unu Brnagerney permcTpaumMoHHOro yaoCcTOBEPEHUS IeKapCTBEHHOMO npenaparta - pa3pabdoTymk
nekapCTBEHHOIO CpeAcTBa, NPOV3BOAMTENb JIEKApCTBEHHbIX CPEACTB MM MHOE topuaudeckoe nuuo, obragawoulee
npaBoM BMageHUs pPEerncTpauuoHHbIM  YAOCTOBEPEHMEM, KOTOPble HECYyT OTBETCTBEHHOCTb 3a KaudecTBo,
adhpekTUBHOCTb U 6E30MacCHOCTb NEKapCTBEHHOrO NpenapaTa;

(n. 26.1 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

27) perucTpaumoHHbI HOMep - kogoBoe 0603HayeHWe, NPUCBOEHHOE NeKapCTBEHHOMY npenapaTty npu ero
rocyapCTBEHHOWN perucTpaumu;

28) oOpalleHne neKkapCcTBEHHbIX CPEeACTB - pa3paboTka, [OOKIMHWYECKME WCCRefoBaHUSA, KIMMHUYECKME
nccregoBaHus, aKCnepTu3a, rocyaapCTBEHHas perncrpauus, ctaHgapTu3aums U KOHTPOSb KayecTBa, NMpPOM3BOACTBO,
N3roTOBIIEHNE, XpaHeHNe, nNepeBo3ka, BBO3 B Poccuiickyto ®enepaumio, BbiBO3 M3 Poccuiickon degepaumm, peknama,
OTMYyCK, peanusauus, nepegada, NpMMeHeHne, YHNYTOXEHNE NekapCTBEHHbIX CPeCTB;

(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

29) cybbekTbl obpalleHusi NeKapCTBEHHbIX CPeAcTB - (IU3NYeckMe nuua, B TOM YWChe WHAMBMAOYambHble
npeanpuHMMaTenu, 1 lopuanyeckue nuua, ocyLLecTBRsALMe OesTenbHOCTb Npu oGpaLleHUn NeKapCTBEHHbIX CPEaCTB;

30) paspaboTuMk nekapCTBEHHOro cpeacTBa - oOpraHusauusi, obnagatowass npaBamu Ha pesynbTaTbl
[OKMUHNYECKNX UCCIedoBaHWI NekapCTBEHHOro CpeacTBa, KNMHMYECKUX UCCNenoBaHni NiekapcTBEHHOro npenapaTa u
(MnK) Ha TEXHONOrMIO NPOM3BOACTBA NeKapCTBEHHOIO CPEACTBA;

(B pean. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

31) npon3BoACTBO JleKapCTBEHHbIX CpencTB - OEeATeNIbHOCTb MO NpPOM3BOACTBY JIE€KapCTBEHHbIX CpeacTs
opraHnsaunamMmm - npoun3sBoaunTeENAMU JNEKAapPCTBEHHbIX CpeacTB Ha OAHOW CTagun, HECKONbKUX WNM BCEX CTagusix
TEXHOJT0r’M4YeCKOoro npouecca, a Takke no XxpaHeHuo n peann3daumm npomn3BeneHHbIX NeKapCTBEHHbIX CPEeACTB,;

31.1) npousBOACTBEHHasd nnowagka - TeppuTopuanbHO OBOOCOGMEHHBbIN  KOMMMEKC Npov3BOAUTENS
nekapCcTBEHHbIX CpeacTB, NpedHasHayYeHHbI Ans BbINOMHEHUA BCero mnpouecca Mnpou3BOACTBA NEKapCTBEHHbIX
CpeacTB UMM ero onpeaeneHHon cTagmu;

(n. 31.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

32) nponsBoanTEnb NEKAPCTBEHHbLIX CPEACTB - OpraHmn3auus, OCyLLecTBsLWasi NPON3BOACTBO NIeKapCTBEHHbIX
cpencTs B COOTBETCTBUM C TpeboBaHUsIMK HacTosiLero ®efepanbHOro 3akoHa;

33) (papmaueBTMYeckas [OesATeNbHOCTb - [OesiTEeNbHOCTb, BKMOYallas B cebs ONTOBYD TOProBsio
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

NeKapCTBEHHbIMU CPEACTBAMM, UX XpaHeHNe, NEPEBO3KY U (M) PO3HUYHYIO TOPTOBIIO NIEKAPCTBEHHBLIMM Npenapatamu,
NX OTNYCK, XpaHeHue, NepeBo3Ky, U3roTOBMEHME NeKapCTBEHHBIX NpenapaTos;

34) opraHusauusi ONTOBOW TOProBfM NEKAPCTBEHHLIMU CpeacTBaMM - opraHM3aums, OCcyLLEeCTBsOLWAas OnTOBYO
TOProBflO fIEKapCTBEHHbIMU CPEACTBAMU, UX XpPaHEHWE, NMepeBO3KYy B COOTBETCTBMM C TpebGOoBaHMSMU HaCTOSILLErO
depnepanbHOro 3akoHa;

35) anTeyHas opraHu3auMs - OpraHusauusl, CTPYKTypHOe MoJpasfeneHne MeLMUUHCKON opraHusauum,
OCYLLECTBNAIOLMNE PO3HUYHYIO TOPrOBMO NEKAPCTBEHHLIMK MpenapaTaMu, XpaHeHue, NepeBO3Ky, W3rOTOBMEHUE W
OTMYCK NeKapCTBEHHbIX MpenapaToB ANs MEAWMLMHCKOrO MPUMEHEHUS B COOTBETCTBUM C TpebOBaHUSIMM HaCTOALLErO
depnepanbHOro 3akoHa;

(B pen. PepepanbHoro zakoHa ot 25.11.2013 N 317-03)

36) BeTepuHapHas anTevyHasi opraHusaumMsi - OpraHusauusi, CTPYKTYpHOEe roapasfeneHne BeTepuHapHOM
OpraHM3aummn, OCYLLECTBISIOLME PO3HUYHYIO TOPTrOBMHO JIEKAPCTBEHHbLIMY MpenapaTtamu, XpaHeHue, U3roToBreHne U
OTMYCK NEKAPCTBEHHBIX NMpenapaToB Ans BETEPUHAPHOIO MPUMEHEHMUSI B COOTBETCTBMU C TPeOOBaHMAMU HACTOALLENO
depepanbHOro 3akoHa;

37) cdanbcudmuMpoBaHHOE NeKapCTBEHHOE CPEeACTBO - NeKapCTBEHHOE CPefCcTBO, COMPOBOXAAEMOE IOXHOWA
nHdpopMaLmeli 0 ero coctaee U (Unn) NPOU3BOANTENE;

38) HepobpokayecTBEHHOE NEeKapCTBEHHOE CPEeACTBO - JieKapCTBEHHOE CpPeAcTBO, HEe COOTBETCTBYHLLEE
TpeboBaHNsIM hapMakonenHom cTatby NMbo B cnydae ee oTCyTCTBMS TpeboBaHMAM HOPMaTUBHOW SOKYMEHTaLMN UMK
HOpPMaTMBHOIO JOKYMEHTA;

39) koHTpadpakTHOE nekapCcTBEeHHOe CPedcTBO - JleKapCTBEHHOE CpeACTBO, Haxodsileecs B obopoTte C
HapyLUeH/eM rpaXaaHCKoro 3akoHo4aTenbCTBa;

40) [poKNMHMYECKoe uWccneaoBaHWMe JEKapCTBEHHOrO cpeacTBa - OGUoOnornyeckne, MUKpOGUONOrnyeckue,
UMMYHOIOrMYeckne, TOKCUKONIOrMyeckne, gapmMakonormieckme, usndeckne, XMMmMYeckue U Apyrue uccnenoBaHus
NleKapCTBEHHOro cpeacrtea nytemM npuMeHeHUda HaydHbIX MEeTOoAdOB OLEHOK B Uendx nonydeHuna [OoKasaTesbCTB
Bes3onacHocTU, kayecTsa N 3PPEKTUBHOCTM NEKAPCTBEHHOIO CPEACTBA;

41) KNMHWYECKOe WCCredoBaHVWe feKapCTBEHHOro npenapaTta - W3yyeHWe AUarHoCTUYECKMX, neyebHbIX,
NpogunakTUYeckmx, (apMakosiorMyecknx CBOWCTB JIEKAPCTBEHHOTO Mpenapata B MpPOLEcce €ero MPUMEHEHUst Y
YyenoBseka, >XMBOTHOTO, B TOM YUCMEe MPOLIECCOB BCacChblBaHUS, pacrnpedeneHuns, U3MEHEHUss U BbIBEAeHUs, MyTeMm
NPUMEHEHN Hay4yHblX METOAOB OLEHOK B LENsAxX nofydyeHus [OokasaTenbcTB 6e30onacHOCTM, KavecTBa U
3PEKTUBHOCTUN NEKapCTBEHHOro npenapara, AaHHbIX O HexenaTerbHbIX peakLusiX opraHvM3Ma 4YerioBeka, XMBOTHOIO
Ha MpUMEHeHWe IeKapCTBEHHoro npenapaTta U o6 addekTe ero B3aMMOAENCTBMS C APYTMMU JEeKapCTBEHHbIMU
npenapatamv 1 (Unun) NULEBLIMU NPOAYKTaMU, KOPMaMU;

42) MHOrOLEHTPOBOE KINMHUYECKOE MCCrneoBaHWe NekapCTBEHHOMO npenapaTa Ans MeAULUHCKOro NPUMEHEHNS -
KNMMHWYECKOe  UCCrieoBaHWe feKapCTBEHHOro npenapata Ans  MEAMUMHCKOro  MpUMEHEHMS, NPOBOAMMOE
pa3paboTuMkoM NekapCTBEHHOro npenaparta B ABYX M Gonee MeAMUMHCKUX OpraHu3auusix No eauHOMY MpOTOKOMY
KIMUHUYECKOro UCCNeAoBaHMS NekapCTBEHHOIO Npenapara;

43) wMexayHapooHOe MHOMOLIEHTPOBOE KMMHMYECKoe WccrnedoBaHWe leKapCTBEHHOro npenaparta  Aans
MEAMLMHCKOrO MPUMEHEHMs - KIWHUYECKoe WCCredoBaHWe reKkapCTBEeHHOro npenapata Ans  MeOuUMHCKOro
NpUMeHeHus1, NPoBoANMOE pa3paboTUNKOM NeKapCTBEHHOro npenaparta B pasfMyHbIX CTpaHax No eauHOMY MpPOTOKOSY
KIMMHUYECKOro UCCNeAoBaHUs NeKapCTBEHHOTO Npenapara;

44) noCTperucTpaunoHHOEe KIIMHUYECKOe WCCrefoBaHWe IekapCTBEHHOro npenapata Ans  MeauumHCKOro
NPUMEHEHNS - KNUHMYECKOE UCCreoBaHNe nekapCTBEHHOro npenaparta ans MeauumMHCKOro npuMeHeHns, npoBogmmoe
npou3BoaMTENEM  NIEKAPCTBEHHOro npenaparta, rpaXgaHckuiA  00OpoT  KOTOPOro  OCYLLECTBNSAETCA  rocne
rocyJapCTBEHHOM peructpaumu, B LIENAX OOMNOMHMTENbHOrO cbopa AaHHbIX O ero 6e3onacHocTn U 3PdEKTUBHOCTY,
paclUMpeHnst nokasaHuUn K NPUMEHEHMUIO OAaHHOMo JSIeKapCTBEHHOrO npenapaTa, a TakkKe BbISABEHNA HexenaTtenbHbIX
peakuumn naumMeHToOB Ha ero AencTeue;

45) nccnegoBaHme OWMO3KBMBANEHTHOCTU NNIeKapCTBEHHOIo npenaparta - BUA KIIMHUYECKOro wuccneanoBaHusa
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

neKapcTBEHHOrO npenaparta, NpoBefeHWe KOTOPOro OCYLLECTBNSETCA AN OnpederieHusi CKOPOCTU BcCacbiBaHMS U
BbIBEOEHUA OOHOrO WM HECKONbKMX obnagarowmx dapmakoriormyeckon akTMBHOCTBIO [OENCTBYIOLINX BELLECTB,
Konn4yecTBa NekapCTBEeHHOro npenapara, gocturaroero CMCTeMHOro KpoBOTOKa, U pe3dyribTaTbl KOTOPOro no3BONAKOT
caenatb BbiBOg O OWO3KBMBANEHTHOCTM BOCMPOU3BEAEHHOIO JIEKAPCTBEHHOIO npenapata B OnpederieHHbIX
neKkapcTBEHHOW (opMe W [O03NPOBKE, COOTBETCTBYHOLMX OpMe U [03MPOBKE pedepeHTHOro NEKapCTBEHHOrO
npenapara;

(n. 45 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

46) wuccnepoBaHuMe TepaneBTUYECKOW 3KBUBANEHTHOCTUM FEeKapCTBEHHbIX MpenapaTtoB - BUA KAMHUYECKOro
nccrnefoBaHus NeKapCTBEHHbIX NMPenapaToB, NPOBEAEHME KOTOPOro OCYLLECTBMSETCA ANs BbISABIEHUST OOMHAKOBbIX
CBOWICTB J1€KapCTBEHHbIX MNpPenapaTtoB OnpedesieHHON IeKapCTBEeHHOW hopMbl, a Takke Hannuusa OAMHAKOBbIX
nokasaTenen 6e3onacHOCTN u 3¢pPEKTUBHOCTM NIEKAPCTBEHHBLIX NpenapaToB, OANHAKOBBLIX KIMHUYECKNX 3¢hdheKToB npu
NX NPpUMEHEeHUN;

47) NpoTOKON KIMHWUYECKOro UCCrefoBaHMs IekapCTBEHHOrO npenaparta - 4OKYMEHT, B KOTOPOM OnpeaensioTcs
uenu, OopMbl opraHu3auum U MeToOosIorMsl MPOBEAEHWUSI KIIMHUYECKOTO WCCINEeAoBaHWs, CTaTUCTUYEecKMe MeToapbl
00paboTkM pe3ynbTaToB Takoro uccnegoBaHuss M Mepbl Mo obecneyeHuto ©OesonacHOCTUM  (PU3MYECKMX NnL,
Yy4acCTBYHOLLNX B KIMMHUYECKOM UCCIe40BaHWUN NIekapCTBEHHOMo npenapara;

48) 6pomropa nccnenoesartend - CBOAHOE U3NOXeHue pe3ynbTaToB OOKIMHUYECKOro uccregoBaHuda
JIeKapCTBEHHOIo cpeacrtea W KIIMHUYECKOro wuccnenoBaHuda JekapCTBEeHHOro npenaparta Aand  MeaununHCKOro
NPUMEHEHUA;

49) NHMOPMALIMOHHBIN MNCTOK NaumeHTa - AOKYMEHT, B KOTOPOM coAepaTcs B LOCTYMNHOW dopme CBeAeHMs,
Kacallmecss NPOBOAMMOrO KIMHUYECKOrO WCCNEeAOBaHWS NeKapCTBEHHOrO npenapaTta, U B MNUCbMEHHOW dopme
0oOpoBOMbHOE cornacue nauveHTa Ha yvyacTue B KIMHMYECKOM WCCNedoBaHWM NIEKApPCTBEHHOro npenaparta nocne
O3HAKOMJIEHUSI C OCODOEHHOCTSAMU KITMHWYECKOTO MWCCNEeAoBaHWS, VMMEWMMY 3HA4YeHe [Ans BblPaXeHUs Takoro
cornacus;

50) nobo4yHoe OeicTBUE - peaKUuusi opraHu3mMa, BO3HMKLIAsA B CBSI3U C NMPUMEHEHNeM NeKkapCTBEHHOro npenapaTa
B J0O3aX, PEKOMEHAYEMbIX B MHCTPYKLUM MO €ro NpUMeHeHWIo, AN NPoUnakTUK1, ANarHoCTMKK, nevyeHust 3aboneBaHus
unu ansa peabunutauuy;

50.1) HexenaTenbHas peakuusi - HenpegHamepeHHas HebnaronpusiTHas peakuus opraHvuama, KoTopasi MoOXeT
ObITb CBSI3aHa C NPUMEHEHWEM NeKapCTBEHHOrO Npenapara;
(n. 50.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

51) cepbesHasi HexenaTenbHasi peakumsi - HexenartenbHas peakuusi opraHuama, CBf3aHHasi C NMPUMEHEHMEM
nekapCTBEHHOro npenapaTta, npvBeAwass K CMepTW, BPOXAEHHbIM aHoOManWsaM WNU Mopokam pasBuUTUS NGO
npeactaensiowas cobon yrpody xusHu, Tpebyowas rocnutanu3auuM WNM npuBefllas K CTOWKOW yTpaTe
TPYZOCNOCOBHOCTM U (MNN) MHBANUOHOCTMY;

52) HenpeaBuaeHHasa HexenaTenbHas peakumsa - HexenarternbHas peakuumsi opraHu3ma, KoTopasl cBsidaHa C
nNpUMeHEHNEM NeKapCTBEHHOro npenapata B Jo03ax, peKOMeHAyeMbIX B NPOTOKOME €ro KIMHUYEeCKOro uccnenoBaHus,
OpoLutope MccnegoBaTtens, Unu ¢ NPUMEHEHNEM NEKApPCTBEHHOIO npenapaTa B 403aX, PEKOMEHOYEMbIX B UHCTPYKLMK
Mo ero NpMMEHEeHW0 Ans NPOUNAKTUKWA, OUMArHOCTUKW, NedyeHus 3aboneBaHus wnvM MeauvLMHCKOW peabunurauunm
nauMeHTa, N CYLUHOCTb, TSXXECTb UMM UCXOL KOTOPOW HEe COOTBETCTBYET MHAOPMAaLMM O fNekapCTBEHHOM mpenapaTe,
cofeprkallencsa B NPOTOKOMe ero KrvHUYEeCKoro uccnegoBaHus, Gpolltope uccrnegoBaTtens UM B MHCTPYKUMM MO
NPUMEHEHMIO NEKAapPCTBEHHOIO NpenaparTa;

(n. 52 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

52.1) papmakoHag3op - Bug AEATENbHOCTU MO MOHUTOPUHIY 3MEKTUBHOCTU M 6€30MacHOCTM NEKapCTBEHHbIX
npenapaToB, HanMpaBMeHHbIA Ha BbIBMEHME, OLEHKY MU MpefoTBpaLleHne HexenaTenbHbIX NOCNneacTBUN NPpUMEHEHWS
nekapcTBEHHbIX NpenapaTos;

(n. 52.1 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

52.2) nnaH ynpaBneHnss puckamu - NogpodHoe onMcaHue MeponpuaTuin No dapMakoHaa3opy, HanpaBfeHHbIX Ha
BbISIBIIEHWNE, OLEHKY W MpefoTBpalleHne UM MUHUMU3ALMIO PUCKOB, CBA3AHHbLIX C NEKapCTBEHHbIMW MpenapaTamu,
BKITHO4as OLEHKY 3¢pEKTUBHOCTU AaHHbIX MEPONPUATUN;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

(n. 52.2 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

53) peuenT Ha nekapcTBEHHbIM npenapat - MeAWMUMHCKAMA AOKYMEHT YCTaHOBNEHHOW (opMbl, cogepalinii
HasHayeHne nekapCTBEHHOro npenaparta Ans MegUUMHCKOTO MPUMEHEHUS, BblAaHHbIA MEeAULMHCKMM paboTHMKOM B
Lensx oTrnycka NekapCTBEHHOro npenapara UnmM ero M3roToBMeHUs 1 OTrnycka Ha BymaHOM HOCMTENe MK ¢ cornacus
naumeHTa UM ero 3aKoHHOro npeacraBuTens B OOPMe 3NEKTPOHHOIO AOKYMEHTa, MOANUCAHHOIO C UCMOMb30BaHNEM
YCWUMEHHOW KBanuUUMPOBaHHOW 3MEKTPOHHOW MOANUCUM MEeAMLMHCKOro paboTHuKa, NMbo OOKYMEHT YCTaHOBIEHHOW
dopMmbl, coAepxalluii HasHa4YeHWe reKapCTBEHHOro npernaparta Aff BeTEepUHAPHOro MPUMEHEHUs, BblAaHHbIN
cneunanucToM B obnacty BeTepuHapum B Lensx oTnycka NekapcTBEHHOro npenapaTa unm ero n3rotToBreHnst u oTnycka
Ha BymaXHOM HocuTene;

(B pea. PenepanbHbix 3akoHOB 0T 29.07.2017 N 242-®3, ot 02.08.2019 N 297-93)

54) TpeboBaHMe MeaMUMHCKOM OpraHM3auuun, BETEPUHAPHON OpraHu3aumm - JOKYMEHT YCTaHOBIIEHHON OpMBbI,
KOTOPbIN BbINUCaH MEOULMHCKUM pabOoTHUKOM MInu cneunanucToM B obnactyu BeTepmMHapum, UMELWMMU Ha 3TO Npaso,
N COOAEPXWUT B NMUCbMEHHON hopMe yKaszaHue anTe4HOW opraHu3auvm Unv BeTepUMHApPHOW anTeyHon opraHusauuy ob
OTMyCKe NekapCTBEHHOro npenapara unu o ero u3rotoeneHunn n ob otnycke anst obecneveHns nevyebHoro npouecca B
MeOULMHCKOWN opraHu3auumn, BETEPUHAPHOW opraHM3aunm;

(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

55) koMnnekcHas OLeHKa JNeKapCTBEHHOro mnpernapaTta - OLuEeHKa 3aperMcTpupoBaHHOrO NeKapCTBEHHOrO
npenapata, Bknovawwas B cebs aHanua wnHOpMauMM O CpaBHUTENbHOW KIUHWYECKOW 3dEKTUBHOCTU W
©es3onacHOCTM neKapCTBEHHOTO npenaparta, OLEHKY 3KOHOMWYECKUX MOCNeACTBUA €ro MNpPUMEHEHUS, U3YyYeHue
OOMONTHUTENbHBIX MOCNEACTBUIA MPUMEHEHUS NTIEKapCTBEHHOIO NpenapaTta B LensiX NPUHATUS peLleHnii O BO3MOXHOCTM
BKITIOYEHUS JIEKAapCTBEHHOrO Mpenapata B MepeyYeHb XWU3HEHHO HeobXoAWMbIX W BaXHEMNLWMX JIeKapCTBEHHbIX
npenapaToB, HOPMAaTMBHbIE MPABOBbLIE aKTbl U MHblE OOKYMEHTbI, Onpeaenswme nopsgok okasaHus MeauUMHCKON
MOMOLLN, UM UCKIIOYEHUS €ro U3 yKkasaHHbIX NepeyHsl, akTOB U JOKYMEHTOB;

(n. 55 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

56) cucTemMa MOHWUTOPUHra [OBWXEHUS JeKapCTBEHHbLIX MpenapaToB Ans MeOUUMHCKOrO MNPUMEHEeHus -
denepanbHasi rocyaapcTBeHHas MHpOPMaLMOHHAsA CUCTEMA MOHUTOPUHIA OBUKEHNSA NEKAapCTBEHHbIX NpenapaToB Ans
MEOWLMHCKOIrO MPUMEHEHUS OT MPOM3BOAUTENSA A0 KOHEYHOro noTpedbuTens C UCNONb3OBaHMEM B OTHOLLUEHMM
NneKapCcTBEHHbIX NpenapaTtoB ANg MeANLUHCKOro NPUMEHEHNA CpeacTB naeHTUduKaLmm.

(n. 56 BBegeH PenepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

Mnaea 2. MNOJIHOMO4UA ®EOEPAJIbHLIX OPFAHOB VICI'IOHHVITEﬂbI:IOVI .
BITACTWU, OPTAHOB NCMNMOJNTHUTENBbHOWU BNTACTU CYBBEKTOB POCCUUNCKOM
SEOEPALIUM NMPU OBPALLEHUU NNEKAPCTBEHHbIX CPELCTB

Ctatba 5. [MonHomouusi dhedepanbHbIX OPraHoB WCMONMHUTENbLHOW BRactTu npu  oGpalueHuu
neKkapcTBEHHbIX CPeAcTB

K nonHomouusim denepanbHbiX OpraHoB WMCMOMHUTENbHOW BMacTyM npu obpalleHun nekapcTBeHHbIX CpenacTs
OTHOCSTCS:

1) nposegenve B Poccuiickon Pefepauum eguHon rocyaapCTBEHHOW MNOMWTUKM B obnactu obecneveHus
nekapcTBEHHbIMY Mpenapatamu rpaxaaH B Poccuiickon ®epepaumu;
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

2) yTBepxaeHve obwmx dapMakonenHbix cTaTen, apmakonerHbiX cTaTel, Wu3gaHue rocyaapCTBEHHON

dhapmakoneu, cosgaHue n BeeHne peectpa hapMakonenHbIx cTaHaapTHbIX 06pasLoB;
(B pea. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

3) ocyLlecTBNeHNe rocy1apCcTBEHHOrO KOHTPoNs (Haa3opa) B cdepe obpalleHnsi NeKapCTBEHHbLIX CPEACTB;
(B pea. PeneparnbHoro zakoHa ot 25.06.2012 N 93-d3)

4) nuueH3npoBaHME NPOU3BOACTBA JI€KApPCTBEHHbIX CPEeACTB W apmaueBTUYECKON [AesTeNnbHOCTU B
COOTBETCTBMM C 3akoHoaaTenscTBom Poccuiickon ®eaepaunu;

5) opraHusauna 3KCnepTu3bl JeKapCTBEHHbIX CpeacTB, 3TUYECKON 9KCNEPTU3bl BO3MOXHOCTU MNpoBeOeHusd
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

KITMHNYECKOro UccrnenoBaHus NiekapCTBEHHOro npenapaTa Ans MegULUHCKOro NPUMEHEHUS!, SKCNepTU3bl AOKYMEHTOB,
npeacTaBneHHbIX Ons OnpefeneHvMs BO3MOXHOCTM pacCcMaTpuBaTh JIEKAPCTBEHHbI npenapaTt ans MeauumHCKOro
NPUMEHEHNSI NP FOCY4apCTBEHHOW perncTpaumm B kadectse opdhaHHOro nekapcTBEHHOro npenaparTa;

(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

5.1) opraHunsaums NpoBeaeHUs KOMMIIEKCHOW OLIEHKWN NIEKAapCTBEHHOrO npernapaTta B Lensax NpUHATUS peLueHun o
BO3MOXHOCTW BKITHOYEHWSI TEKAPCTBEHHOrO Mpernapata B MNepeyvYeHb XU3HEHHO HEeOoOXOoOUMbIX W BaXKHEWLLUX
neKkapcTBEHHbIX NpenapaToB, HOPMATUBHbIE MPABOBbLIE aKTbl U MHbIE LOKYMEHTbI, onpeaensowme nopsagok okasaHus
MEeAMLIMHCKON NOMOLLN UM UCKIMIOYEHUSA €ro U3 yKa3aHHbIX NepeYvHsl, akTOB U JOKYMEHTOB;

(n. 5.1 BBegeH PeneparnbHbIM 3akoHOM OT 22.12.2014 N 429-03)

6) Bblgaya paspelueHuii Ha NpoBedeHMEe KIUHWYECKUX WUCCNefoBaHUIN NekapCTBEHHbIX MpenapaToB, BedeHue
peecTpa BblAaHHbIX pa3peLLeHnii Ha NPoBeAeHNE KIMHUYECKMX CCNeqoBaHUIN NekapCTBEHHbIX NPenapaTos.;

7) rocygapCrtBeHHada perucrtpadma nekapCTBEeHHbIX npenapatoB, BeAeHMe TroCyaapCTBEHHOrNo peectpa
J1eKapCTBEHHbIX CPeCTB;

8) opraHu3aums u (unun) NnpoBeJeHne MHCMEKTUPOBaHNS CyObeKTOB obpalLeHMs nekapcTBEHHbIX CPeACTB Ha
COOTBETCTBME IpaBuiaM Hagnexaiien nabopaTopHOWM NPaKTUKX, OpaBunam Hagnexallen KnMHUYEeCKO NpakTuku,
OpaBwunam Hagnexallen NpakTuKN XpaHeH s 1 NepeBo3KN NIEKAPCTBEHHBIX NpenapaTtoB, NpaBunam Hagnexallen
ONCTPUBBLIOTOPCKON NPAKTUKM, MpaBuiam Hagsiexallen anTedHon NpaKTuKuy;

(n. 8 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

8.1) opraHuzaumsa n (Mnu) nNpoBedeHUe MHCMEKTUPOBaHWA CyObeKTOB obpalleHus fekapCTBEHHbIX CPeACcTB Ha
cooTBeTCTBME TpeboBaHMAM OpaBui Haanexallen Npon3BOACTBEHHON NPaKTUKKM, Bbldaya 3aKoYeHUn O COOTBETCTBUM
NPON3BOAMTENS fNIeKapCTBEHHbIX CpeacTB TpeboBaHMSAM NpaBumn Hagnexallen NPoOn3BOACTBEHHON NPaKTUKW;

(n. 8.1 BBegeH dPepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

8.2) ycTaHoBneHue nopsiaka BeAeHWs U BedeHWEe FOCYAapCTBEHHOro peecTpa 3akfoYeHUid O COOTBETCTBMU
NPOWN3BOAMTENS NIEKaPCTBEHHbIX CPeACTB TpeboBaHMSM NpaBun Hagnexallen NPon3BOACTBEHHON NPaKTUKW;
(n. 8.2 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9) rocygapcTBeHHas permcTpaums npegenbHbIX OTMYCKHbIX LEeH MPON3BOAUTENEN HA NeKapCTBEHHbIE Npenaparbl,
BKJIIOYEHHbIE B MEpeYeHb XU3HEHHO HEOOXOAMMbBIX W BaXXHEMWLWMX JEKAPCTBEHHbLIX MpenapaToB, W BeAeHue
rocyapCTBEHHOIO peecTpa MpeferibHbIX OTMNYCKHbIX LEeH Mpou3BOAUTENE Ha JeKapCTBEHHble Mpenaparsl,
BKJIHOYEHHbIE B IE€PEYEHb XXU3HEHHO HEOOXOANMBIX U BaXXHEWLLUMX NEKAPCTBEHHBIX NPenapaTos;

(B pen. PepepanbHoro zakoHa ot 06.06.2019 N 134-03)

9.1) cornacoBaHue NPOEKTOB PELUEHMI OPraHOB UCMONTHUTENbLHOM BriacTn cydbekToB Poccuiickon ®epepauun ob
YCTaHOBMNEHUN U (MNN) U3MEHEHUW MPELENbHbIX pa3MepoB ONTOBbIX HAA0ABOK M MpedenbHbIX Pa3mMepoB PO3HUYHBLIX
HagbaBoK K (hakTMYeCcKMM OTMYCKHbIM LEHaM, YCTAHOBIIEHHbIM MPOW3BOAUTENSAMW FEKApCTBEHHbIX NpenapaTtoB, Ha
neKkapcTBEHHbIe npenapaTthl, BKMAOYEHHbIE B MNEPEYEHb >XM3HEHHO HEOOXOAMMbIX W BaXKHEMWLUUX NEKapCTBEHHbIX
npenapaTos;

(n. 9.1 BBegeH PenepanbHbiM 3akoHoM oT 13.07.2015 N 241-03)

10) Bblgava, yCTaHOBNEHME MOpsiAKa BblgayuM paspelleHnss Ha BBO3 KOHKPETHOW MNapTUM JIeKapCTBEHHOro
cpeactea B Poccuiickyto ®egepaumio;
(n. 10 B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) Bblgaya, ycTaHOBNEHNe NopsaaKka Bbigayun 1 opmbl JOKYMEHTA, KOTOPbIN NOATBEPXKAAET, YTO NPON3BOACTBO
NekapCTBEHHOro npenapaTta Anst MeguLUMHCKOro NPUMEHEHNsT OCYLLECTBIIEHO B COOTBETCTBUM C TpeboBaHUAMM npaBun
Hagnexallen NpPOU3BOACTBEHHOW MPAKTUKM WM YTO NEKApPCTBEHHLIN MpenapaTt Afsi BETEPUHAPHOro MNpUMEHEHUS
ponyuweH Kk obpauweHuto B Poccuiickon ®efepaummn, n noanexuT npeacrtaBneHuio no TpeboBaHuio ynornHOMOYEHHOro
opraHa CTpaHbl, B KOTOPYHO BBO3UTCS NeKapCTBEHHbIN Npenapar;

(n. 10.1 BBegeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. dPepepanbHoro 3akoHa ot 02.08.2019 N
297-93)

10.2) Bblgava, ycTaHOBMNEHWE nNopsaaka Bbldayn M HOPMbl AOKYMEHTA, COAEPXALLEro CBeAeHus O CcTagusax
TEXHOSOrMYEeCKOro  npouecca MNPOM3BOACTBA JIEKAPCTBEHHOro cpeactea  Ans  MEAUUMHCKOrO  MPUMEHEHMS,
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

OCYLLIECTBNSIEMbIX HA TeppuTopMn EBpasninckoro SkKOHOMMUYECKOro COH3a;
(n. 10.2 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pea. deaepanbHoro 3akoHa ot 13.07.2015 N
241-03)

11) co3gaHue coBETOB MO BONpOCaMm, CBA3aHHbIM C OOpaLLeHNEM NeKapCTBEHHbIX CPEACTB;
12) aTTectaums n ceptTudukaumsi CneLmanmcTos;

13) ytpatun cuny c 1 ceHtabps 2013 roga. - ®egepanbHbivi 3akoH ot 02.07.2013 N 185-03;

14) ocywecteneHune hapmakoHaa3opa;
(n. 14 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

15) yyactne B MexgyHapogHOM COTPYAHNYECTBE;

16) nonydyeHne no sanpocam YMNorHOMOYEHHOro dedeparnibHOro opraHa WCMOMHUTENBHOW BMacTM OT OpraHoB
UCMonHUTENbHOW Bnactu cyobekToB Poccuiickoit depepaumun, a Takke OT CyObEKTOB 0GpalleHMsl NeKapCTBEeHHbIX
CPEACTB [ONs MEAMLMHCKOro MPUMEHEHUs WHGOpMauuMM Mo BOMPOCaM YCTAHOBIEHUS W MPUMEHEHUA LeH Ha
nekapcTBeHHble npenapaThbl M HaabaBoK K HAM;

17) npymeHeHe Mep OTBETCTBEHHOCTM 3a HapyLLeHne 3akoHogaTtenbctea Poccunckon ®enepauum;

18) yTBEpXOEeHMe NpaBui Hagnexawen nabopaTopHOM NPaKTUKW, NpaBui Haanexawemn KINMHUYECKON MPakKTUKK,
OpaBuil Hagnexallen nNpOVM3BOACTBEHHOW MpaKTUKW, OpaBWI Hagnexawewn MpakTUKM XpaHeHus Uu MnepeBO3Ku
nekapCTBEHHbIX MpenapaToB, NpaBwun Hagnexaiwlen ANCTPUOLIOTOPCKOM MNPaKkTWKW, OpaBui Haanexawen anTeyHou
NnpakTukn, npaBuIi Hagnexawien npakTuku QapmakoHag3opa NekapCcTBEHHbIX NpenapaTtoB Ans MegUUUHCKOro
NPUMEHEHNS;

(n. 18 BBegeH depepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

19) ycraHoBneHne nopsaka (oOpMUPOBaHWUS PEerMcTpauMoOHHOrO [OCbe Ha feKapCTBEHHbI npenapat U
TpeboBaHWI K JOKYMEHTaM B €ro COCTaBe;
(n. 19 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

20) yTBepxaeHwe [OpaBuil pauuoOHanbHOrO BblbOpa HauUMEHOBaHWM NEKapCTBEHHbIX MpenapaToB Ans
MeOULMHCKOrO NPUMEHEHUS;
(n. 20 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

21) yTBEPXAEHMNE NEPEYHS HAMMEHOBAHUIN NIEKAPCTBEHHbIX (POPM;
(n. 21 BBegeH PepepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

22) ytpatun cuny ¢ 1 mapta 2020 roga. - egepanbHbivi 3akoH oT 27.12.2019 N 475-03;

23) ytBepxaeHvue TpeboBaHUi K MHCTPYKLUUW MO MEOULMHCKOMY MPUMEHEHUIO NEKapCTBEHHbIX NpenapaTtoB U K
WHCTPYKLUUN MO BETEPUHAPHOMY MPUMEHEHUIO NIeKapCTBEHHbIX NpenapaTos;
(n. 23 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

24) pocynebHOe 3aKkpbiTMe CanToB, CoAepXalMX WHGOPMAaUMI0O O PO3HUYHOM npodaxe OUCTaHLMOHHBIM
cnocobom, npeanoxeHne o NpMobpeTeHnn UCTaHLMOHHBIM CMOCOOOM, JOCTaBKE AUCTAHLUMOHHBLIM Crocobom 1 (unu)
nepegade uanMyeckomy nuuy  AUCTAHUMOHHBIM  CMOCODOM  MEKApCTBEHHbIX NpenapatoB, HapKOTUYECKUX
nekapcTBEHHbIX MpenapaToB U NCUXOTPOMHbIX NEKapCTBEHHbIX NpenapaToB, 3a UCKMOYEHNEM Cry4aeB, YCTaHOBNEHHbIX
MpaButenbctBOM Poccuiickon ®enepaunn;

(n. 24 BBegeH depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

25) Bblgaya paspelleHuin Ha BBOA B rpaxaaHCkuin 060poT MMMYHOBUONOrMYECKUX NieKapCTBEHHbIX NpenapaTos.
(n. 25 BBegeH PepepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

KoHcynbTaHTlINOC: npumMmeyaHme.

Ct. 5.1 pacnpocTpaHseTcd Ha MOfIHOMOYUS, KOTOpble He nepedaHbl [Afs  OCYLECTBREHUs opraHam
rocyJapCTBEHHON Bnactn cyobektoB P® w©n opraHam MeCTHOro CaMOynpaBfeHns COOTBETCTBYHOLLMMMN
denepanbHbiMu 3akoHamu (3 ot 13.07.2015 N 233-d3).

Cratba 5.1. Nepepnaya ocyLecTBNEHUA NMOJIHOMOYMM heaeparnbHbIX OPraHOB MCMNOJIHUTENbHOW BIacTu
npu oOpaweHun neKapCcTBeHHbIX CpPeACTB OpraHaMm MWCMNOJIHUTENbHOW BracTu cyobekTtoB Poccuickon
depepaumnn

(BBegeHa denepanbHbiM 3akoHoM oT 13.07.2015 N 233-03)

MonHomoumnst depepanbHbIX OpPraHOB WCMONTHUTENBHOW BNacTu npu obpalleHun neKapCTBEHHbIX CPeAcTB,
npeaycMoTpeHHble HacToswmm  PepepanbHbiM  3aKOHOM, MOFYT MepefaBaTbCsl OJ19  OCYLLUECTBMEHMSI OpraHam
ucnonHutTensHonm Bnactm cybbektoB Poccuickon Pepepauun noctaHoBneHnsmu [paeButenbctBa Poccuiickon
denepaumm B nopsake, ycraHoBneHHom ®denepanbHbiM 3akoHOM OT 6 okTabps 1999 roga N 184-03 "O6 o06Lymx
NpUYHUMNax OpraHm3auun 3akoHoAaTemnbHbIX (NPEeACTaBUTENbHBLIX) U UCMOSNTHUTENbHBLIX OPraHoOB TOCYAapCTBEHHOWM
Bnactu cybbektoB Poccuiickon Pegepaummn”.

Cratbsa 6. MonHomMoO4YMA OpraHoB MWCMNOJIHUTENBLHOW BracTu cybobekta Poccuinckon ®Pepepauum npu
obGpalleHnn neKkapcTBeHHbIX CPeaAcTB

K nonHomouumsim oOpraHoB WCMONMHUTENbHOM Briactu cybwvekta Poccuiickon ®epepaummn npu obpalieHum
nekapCTBEHHbIX CPeACTB OTHOCATCS:

1) paspaboTka ” peanusaumsi pervoHanbHbiX MporpaMMm obecnevyeHnst HaceneHusi JeKapCTBEHHbIMM
npenapaTtamu;

2) YCTaHOBJ1IEHNE NnpenesibHbIX pa3MepoB ONTOBbIX HagbaBoK ” npeneribHbIX padMepoB PO3HUYHbLIX HagbaBoK K
CpaKTVI‘-IeCKVIM OTMYCKHbIM LeHaM, YCTaHOBJ1IEHHbIM NMpou3BoANTENAMU NNEKAPCTBEHHbLIX NpenapaToB, Ha JleKapCTBEeHHblIe
npenapartbl, BKINOYEeHHbIe B NepeYeHb XU3HEHHO HeobX0OMMBbIX U BaXKHENLLNX JNIeKapCTBEHHbIX NnpenapaTtos;

3) ocylwecTBNEHME pPErMOHanNbHOr0 rocygapCTBEHHONO KOHTPONS 3a MPUMEHEHMEM LEeH Ha JeKapCTBEHHblE
npenaparbl, BKMIOYEHHbIE B MNEPEYEHb XMIHEHHO HEOOXOOMMbIX U BaXXHEWLUMX JEKAPCTBEHHbLIX MNpenapaTos,
OopraHvM3auMsiMy ONTOBOW TOProBMWN JIEKAPCTBEHHLIMW CPEACTBAMU, anTeyYHbIMW OpraHu3aumsmMun, UHOUBUAOYanbHLIMU
npeanpunHnmartenaMmy, MMernwmmMmn nMMUeH3no Ha (*)apMaLl,eBTI/NeCKyIO 0eAaTernibHOCTb, MEOULUNHCKUMUN OpraHn3aunamu,
UMEKLWMMN  NULEH3NID Ha apMaueBTUYECKYD LeATENbHOCTb, M UX 000COGNEHHbIMU  MoApasfeneHnusMu
(ambynatopusimu, denbawepckumm 1 henbalepcKo-akyLepCKUMN  NyHKTaMK, LeHTpaMu (oTaeneHusiMn) obLlen
BpayebHON (CeMeNHOW) MpaKTUKK), PaCMONOXEHHbIMA B CENbCKUX HaCENEeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHnsaumy;

(B peq. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-3, o1 27.12.2019 N 475-03)

4) npuHATUE pelleHMs 06 KCnonb3oBaHMM Ha TeppuTopum cybbekTa Poccunckon Pepepauum Hapsgy cC
peLenTamMmy Ha nekapcTBeHHble npenapatbl, 0POPMMEHHbIMM Ha GyMaXHOM HOcUTeSe, PEeLEnTOB Ha fiekapCTBEHHbIE
npenapatbl, CHOPMUPOBAHHBIX B (POPME 3MEKTPOHHBLIX JOKYMEHTOB.

(n. 4 BBegeH PepepanbHbiM 3akoHOM OT 29.07.2017 N 242-93)

Maea 3. FTOCYOAPCTBEHHAA ®APMAKOINEA
CratbAa 7. PaspaboTka u usgaHue rocyaapcTBeHHoON papmakoneu, pasMmelleHre AaHHbIX O Hel

1. MNMoa rocymapcTBeHHOW hapmakoneen NoHMmMaeTcs cBof obLmMX dhapMakonenHblix ctaten u dapmMakonenHbIX
cTaTten.

2. PaspaboTka 0bwmx hbapmakonenHbix ctaten u dapMakonenHbiX cTaTten, B TOM Yncne dapmakonenHbix cTaTen
Ha cpbapmMakonewHble cTaHAapTHble 00pasubl, U BKMOYEHME MX B FOCYAApCTBEHHYI (dapMaKkoner OCYLLEeCTBASITCSA B
Oopsagke, yCTaHOBIIEHHOM YMOSTHOMOYEHHbIM befeparnbHbiM OPraHOM UCTIONHUTENBHOW BRiacTw.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

3. PaspaboTka ¢apmakonenHon cTtatbM Ha pedepeHTHbI JFeKapCTBEHHbLIM Mpenapat W BKOYEHWE ee B
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

rocyapCTBEHHYIO (papmakoneto B TedeHue Cpoka OeNCTBUS 3allMTbl UCKITHOUUTENbHOrO npaea, YOOCTOBEPEHHOro
naTeHTOM Ha pedepEHTHbIN NEeKapCTBEHHbIM Npenapar, OCYLLECTBASITCA C cornacusa ero paspabortuuka.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

4. TocypmapcTBeHHast dhapMakoness M3gaetcsd YMNOSHOMOYEHHbIM deadepanbHbIM  OPraHOM  UCMOSNTHUTENbHOM
BMacTu 3a cyeT cpeacTtB denepanbHOro GrogxKera U NoANeXnT nepensgaHrsm He pexe YeM OAVH pas B NsATb feT, B
nepvog Mexgy KOTOpbIMW MK3OAKTCA MPUITOXKEHMS K FOCydapCTBEHHOM dhpapmakonee, cogepxawme obwme
apmakonemnHble ctatbM M (Mnun) dapmakoneriHble CTaTbW, YTBEPXOEHHblE MOCNEe wu3gaHus WUnuM nepeunsgaHns
rocyapCTBEHHON hapmakoneu.

5. YNONHOMOYEHHbIN doeepanbHbIi OpraH UCNOSTHUTENBHOW BnacTu pasMellaeT faHHble O rocygapCTBEHHOM
drapmakonee 1 NpUNOXEHUIX K HeM Ha cBoeM odumumansHOM canTe B ceTu "VIHTepHeT" B yCTaHOBMEHHOM UM MOpSaKe.

asa 4. TOCYAAPCTBEHHbIA KOHTPOIb NMPU OGPALLEHUMN
NEKAPCTBEHHbIX CPEACTB

Cratba 8. JIlnueHaMpoBaHMe TNPOU3BOACTBA JIeKApPCTBEHHbIX CpPeaAcTB U ¢papmaueBTUYECKOMN
AeATEeNbHOCTHN

1. ﬂI/ILI,eH3I/IpOBaHI/Ie npon3BoacTBa JieKapCTBEHHbIX CpeactB WU @agmageBqueCKoﬁ neAaATenbHOCTU
OCyLLECTBIIAETCA B COOTBETCTBMN C 3aKOHOAATEJIbCTBOM Poccuiickon Cbep,epau,mm.

2. Ob6s3aTenbHbIM YCNOBMEM NPEAOCTABNEHUST NMULEH3UM HA NPOU3BOACTBO NEKapCTBEHHbIX CPeaCcTB ABMSETCS
NPUNOXEHNEe K 3asiBNEHNIO COUCKATENS NULEH3UN NEPEYHs NekapCTBeHHbIX opM U (unn) BMOoB hapmaLeBTUYECKNX
cybcTaHLMiA, KOTOpble NPOU3BOAMTENb NIEKaPCTBEHHbIX CPeACTB HaMepPEH NMPOn3BOAUTD.

3. B cnyyae HeoOXOAMMOCTM paclIMpeHWs MNPOM3BOACTBA JIEKAPCTBEHHbIX CPeACcTB 3a CYEeT HOBbIX
NeKapcTBEHHbIX hOpM N BUOOB hapMaueBTUYECKMX CyOCTaHUMIA NpOM3BOAUTENDb NEKAPCTBEHHbLIX CPEACTB OOJMKEH
nepeodopM1Tb NULIEH3MIO HA NPOU3BOACTBO NIEKAPCTBEHHbIX CPEACTB.

(B pea. PenepanbHoro zakoHa ot 02.08.2019 N 297-03)

KoHcynbTaHTln0C: npumMmeYvaHume.
C 29.12.2020 ct. 8 pononHsieTtca 4. 4 (3 ot 27.12.2019 N 481-93).

KoHcynbTaHTlINOC: NnpumMmeyaHme.
C 29.12.2020 paHHbI gokyMmeHT gonornHsietca cT. 8.1 (P3 ot 27.12.2019 N 481-D3).

CraTtba 9. locyaapcTBeHHbIN KOHTPONb (Hap3op) B chepe obpalleHUs nekapCTBEHHbIX CPeAcTB
(B pea. PepepanbHoro gdakoHa ot 25.06.2012 N 93-93)

1. FocynapcTBEHHBIN KOHTPOIb (HaA30p) B chepe obpalleHunst nekapCTBEHHbLIX CPEACTB BKIOYaET B cebs:

1) NVMLEH3NOHHBIA KOHTPOMNb B chepe NpoM3BOACTBa NEKApPCTBEHHbIX CPeAcTB U B cdepe dapmaueBTUYecKom
OeATensHoCTH;

2) dbegepanbHbIi rocyaapCTBeHHbIN Haas3op B cpepe obpalleHUsi NEKapCTBEHHbIX CPEACTB;

3) BbIBOPOYHBIN KOHTPOSb KayecTBa fiekapCTBEHHbIX CPeacTB.
(n. 3 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2. JINLUEH3NOHHBIN KOHTPOMb B chepe NMpPOM3BOACTBA NIEKApPCTBEHHbLIX CPeacTB M B cdepe dhapmMaueBTU4eCKomn
[eATeNbHOCTM OCYLLECTBNSAETCA YMNOMHOMOYEHHbIMU doefeparnibHbiM OpPraHoM MCMOMHUTENbHOW BiacTM U OpraHamm
ucnonHuTensHon Bractu cybbektoB Poccuiickon defepaum cornacHo Mx KOMNeTeHuun B Nopsake, YCTaHOBIEHHOM
depepanbHbiM 3akoHOM OT 26 aekabpsi 2008 roga N 294-03 "O 3awmTe npas LPUANYECKUX ML, U UHAMBUOYANbHbIX
npegnpuHMMaTenein Npu OCYLLECTBIIEHMM FOCYAAPCTBEHHOIO KOHTPOMs (Hags3opa) U MyHuMUMNanbHOro KoHTponsa", ¢
y4yeToM 0coBEeHHOCTEN OpraHn3auumn u NpPoBeAeHNs NPOBEPOK, YCTaHOBIEHHbIX PegepanbHbIM 3akoHoM oT 4 mas 2011
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

roga N 99-03 "O nuueH3MpoBaHMM OTAENbHbIX BUAOB AeATENbHOCTM".

3. dJe,u,epaanbM FOCWJ,apCTBeHHbIﬁ Hag3op B ccbepe o6pau.|,eH|/1;| NekapCTBEeHHbIX CpeaCTB OCYyLLeCTBNAEeTCA
YNOJNTHOMOYE€HHbIMU (*)eﬂ,epaﬂbelMl/l OopraHamun NCMNONHNTENBHON BNacTu (,u,anee - OpraHbl rocygapCTtBeHHOro Hap,aopa)
cornacHo nx komneTeHunn B nopdanke, yCraHoBJlIEHHOM npaBVITeﬂbCTBOM Poccurickon CDe/J,epau,MVl.

4. depepanbHbIN rocygapCTBEHHbIV Haa3op B cpepe obpalleHns nekapCTBeHHbIX CPeACTB BKIOYaeT B cebs:

1) opraHusaumMio U NpoBedeHWe MPOBEPOK COoGnoAeHUst cybbekTammn obOpallleHUsi NEKapCTBEHHBLIX CPeAcTB
YCTaHOBIEHHbIX HacTosAWwnM defepanbHbiM 3aKOHOM U MPUHATLIMA B COOTBETCTBMU C HUM WMHbIMW HOPMAaTUBHbLIMU
npaBoBbIMK akTamun Poccuiickorn Pepgepaumm TpeboBaHWiA K AOKIMHUYECKMM UCCNESOBAHUAM FeKapCTBEHHbIX CPeacTs,
KIUHUYECKUM UCCreaoBaHUAM NeKapCTBEHHbIX NpenapaToB, XpaHeHUo, NnepeBo3ke, BBO3y B Poccuiickyto deaepaunmio,
OTMYCKy, peanusauuMm JeKapCTBEHHbIX CPEACTB, MPUMMEHEHUIO JIEKAapCTBEHHbIX MpenapaToB, YHUYTOXEHMIO
neKapCTBEHHbIX CPEeACTB, YCTAHOBMEHUIO MPOM3BOAUTENSMU NEKapCTBEHHbIX MpenapaToB LEH Ha JEeKapCTBEHHbIE
npenapartbl, BKMOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMbIX U BaXKHEMLLMX FEKAPCTBEHHbLIX MpenapaToB, a Takke
cobntoAeHNs YNONMHOMOYEHHbIMU OpraHaMn WCMOSHUTENbHON BnacTu cybbekToB Poccuiickon ®enepaummn MeToauku
YCTaHOBMEHUS MpefenbHbiX pa3MepoB OMTOBbIX HagbaBOK M MpefdernbHblX pasMepoB PO3HUYHbIX HaabaBok K
haKTU4ECKNM OTMYCKHbIM LieHaM, YCTaHOBEHHbLIM MPOU3BOANUTENSIMU NIEKAapCTBEHHbLIX NPenapaToB, Ha NIeKapCTBEHHbIe
npenapaTtbl, BKIIOYEHHbIE B NEpPeYeHb XU3HEHHO HEOOXOAMMbIX M BaXKHEWLLUMX NEKapCTBEHHbIX MpenapaToB (fanee -
obsi3aTenbHble TpeboBaHMA);

(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

2) opraHmn3auunio n npoeefieHme nNpoBepoK COOTBETCTBUA JNIEKAPCTBEHHbLIX CPeaACTB, HaxXoOAWNXCA B rpaKgaHCKoOM
o6op0Te, YCTaHOBJIE€HHbIM TpeﬁOBaHI/IFlM K NX Ka4eCTBY;,

2.1) npoBedeHME KOHTPONbHbIX 3aKyMoK B LeENnsdx MpoBepku cobniogeHus cybbektamm obpaleHus
NeKapCTBEHHbIX CPeACTB, OCYLUECTBSIOWMMM  PO3HUYHYIO TOProBfK  fIEKapCTBEHHbIMW  npenapatamu  Ans
MEeOULMHCKOrO NMPUMEHEHUS, NPaBUN OTNyCKa fleKapCTBEHHLIX NpenapaToB ANs MeOULMHCKOTO NMPUMEHEHUs K (Mnu)
3anpeTa npogaxu danbcnuuMpoBaHHbIX NEKAPCTBEHHBLIX CPeacTB, He[obpPOKavYeCTBEHHbIX NIEKAPCTBEHHbLIX CPEACTB U
KOHTpadaKTHbIX NNEKAPCTBEHHbLIX CPEACTB;

(n. 2.1 BBegeH degepanbHbiM 3aKkoHOM OT 27.12.2018 N 511-93)

2.2) npoBefeHWe KOHTPOSbHbLIX 3aKyMmoK B Uensx MpoBepkn cobnogeHusa cybbektammn obpalleHus
NekapCTBEHHbIX CPeACTB, OCYLUECTBISIOWMMN  PO3HUYHYIO  TOProBMK  fleKapCTBEHHbIMW  npenapatamu  Ans
BETEPUHAPHOrO NPMMEHEHWs,, MpaBwuil  Hagnexalle anTeqyHoW MpPaKkTUKM NeKkapCTBEHHbIX MpenapaToB Afs
BETEPUHaApHOro NpuUMeHeHWs u (nu) 3anpeta npogaxu anbCUULMPOBAHHBIX NEKApCTBEHHbIX CPeAcTB,
Hef0bpOKaYeCTBEHHbIX NIEKapCTBEHHbIX CPEeACTB N KOHTPadaKTHbIX TEKapCTBEHHbIX CPEACTB;

(n. 2.2 BBegeH dPepepanbHbiM 3akoHoMm oT 02.08.2019 N 297-93)

3) opraHusauuto 1 nposefeHne bapMakoHaa3opa;

4) npumeHeHne B Nopsigke, YCTaHOBIIEHHOM 3akoHodaTenbcTBoMm Poccuiickon ®egepauun, mep nNo npeceyeHuo
BbISIBMEHHbIX HapylleHuin obssaTenbHbiX TpeboBaHUM U (MnK) YyCTPaHEHUI0 NOCNEACTBUN TakMX HapyLUEHUR, B TOM
yucrne MpUHATME pEeLUeHVUsI O HaxOXOEHUW NeKapCTBEHHbIX CpeacTB B obpalleHuu, Bblgady npegnucaHvin ob
YyCTpaHEeHNN BbISBMNEHHbIX HapylleHui obsa3aTenbHbix TpeboBaHWA W MNpuBMAevYeHWe K OTBETCTBEHHOCTM nu,
COBEPLUMBLUNX Takne HapyLLeHus.

(vacTb 4 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. ®epepanbHbIN roCcyAapCTBEHHbIA HAA30p B cdepe obpalleHUss NekapCTBEHHbIX CPEACTB OCYLLECTBIsIETCS B
nopsigke, yctaHoeneHHom PepepanbHbiM 3akoHoM OT 26 aekabpsi 2008 roga N 294-03 "O 3awmTe npae lpUaNYECKNX
iy 1M uHOMBUAYyanbHbIX MNpeanpuHUMaTener npu  OCYLLECTBEHUN TOCYAApPCTBEHHOIO KOHTpons (Hagsopa) W
MYHMLUMMANbLHOrO KOHTpons", C Yy4eTOM OCODEHHOCTEW, YCTaHOBIIEHHbIX HacTosilen cTaTbel. [lpeaBapuTenbHoe
cornacoBaHuMe C opraHamy MpoKypaTypbl CPOKOB MPOBEAEHUS BHEMMaHOBOW MPOBEPKM CyObekToB obpalleHus
NeKapcTBEHHbIX CPeACTB, a Takke npeaBapuTeNnbHOEe YBEAOMIIEHWE HPUAMYECKUX Nul, UWHAUBMUAOYaAIbHbIX
npegnpuHMMaTeneit O Hayane NpoBeLEeHUs 3TOW MpoBepku He Tpebyetcsa. OpraHbl MPOKypaTypbl M3BELLAKTCA O
NPOBEAEHUN BHEMMAHOBOW MPOBEPKM CYOLEKTOB OOpalleHWUsi NeKapCTBEHHbIX CPeACTB MOCPEACTBOM HarpaBreHus
COOTBETCTBYIOLUX [OKYMEHTOB B TeYeHMe Tpex paboumx OHEeN C MOMEHTa OKOHYaHMS MPOBEAEHUS YKa3aHHOW
BHEMNSIaHOBOW NPOBEPKN.

(vacTb 5 B peq. PenepanbHoro gakoHa ot 22.12.2014 N 429-93)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

6. [JOmKHOCTHbIE IMUA opraHa rocygapCTBEHHONO Hags3opa B MOpPSAKe, YCTAHOBIIEHHOM 3aKOHOA4ATEITbCTBOM
Poccuiickon ®epepauun, nmeroT npaeo:

1) nonyyaTtb Ha OCHOBaHWN MOTUBUPOBAHHBIX NMCbMEHHbIX 3aMpPOCOB OT CYGBHEKTOB obpalleHNst NekapCTBEHHbIX
CPEACTB, OPraHoB UCMONTHUTENbHOW BrnacTu cyGbekToB Poccuiickoit degepaumn 1 opraHoB MECTHOTO CaMoynpaBrieHus!
AOKYMEHTbI U MHGOPMaLMto Mo Bonpocam obpalleHns fieKapCTBEHHbIX CPeaCTB;

2) 6ecnpenATCTBEHHO MO NPeabsBNEHUM CNyXeBHOro yA0CTOBEPEHNS U KOMMU NpurKasa (pacrnopsikeHus) opraHa
rocygapCTBEHHOro Hajsopa O Ha3HayeHuuM MpOBEPKM nocellaTb  UCNofb3yemble  IopuanYecKMMU  nuuamm,
WHAMBMAYANbHBIMU MPEeAnpUHUMATENSMU, SBMASIOWUMUCA CyObeKkTamn 0OpalleHuss NeKkapCTBEHHbIX CPeacTs, Npu
OCYLLECTBIEHNUN CBOEW [EATENbHOCTU TEPPUTOPUN, 3[aHWUSA, MOMELLEHMS U COOPYXEHUS B LEnsax nposefeHus
MEpPONPUATUIA NO KOHTPOITIO;

3) npoBoanTb 0TGOP OGPa3LOB NeKapCTBEHHbIX CPeACTB, NpeAHa3HaYeHHbIX NS peanusaumn U peanuayemMblx
cyObekTaMu obpalleHnst NeKkapCTBeHHbIX CPeacTB, AN TMPOBEPKM WX KayecTBa, MPOBEAEHUS WCCredoBaHui,
UCMbITaHWA B COOTBETCTBUM C MpaBuiamyM oTbopa 06pasLoB, YCTAHOBMEHHLIMW YMONHOMOYEHHbLIM (heaeparnbHbIM
OpraHoM MCMOMHUTENbHON BNacTu;

3.1) NpoBOANTL KOQHTPOMbHbLIE 3aKYMNKW JIEKAPCTBEHHbIX MpenapaToB 4S8 MeOUUMHCKOTO NMPUMEHEHUS B LEeNnsx
npoBepku cobniogeHns cydobektamm obpalleHns NekapCTBEHHbIX CPEACTB, OCYLLECTBSWUMU PO3HUYHYIO TOProOBIo
NeKapCTBEHHbIMM NMpenapataMmn Ans MeguuUHCKOro NpUMEHEeHUs, npaBuil OTMyCKa NeKapCTBEHHLIX NpenapaToB AN
MEOVUMHCKOrO MPUMEHEHMS W (unun) 3anpeta  npogaxu  anbCnULMpoOBaHHbLIX NEKApPCTBEHHbLIX CPEACTB,
HeJoBpoKayeCTBEHHbLIX NEKAPCTBEHHbLIX CPEACTB U KOHTpadakTHbIX NEKapPCTBEHHbIX CPEACTB;

(n. 3.1 BBegeH PenepanbHbiM 3akoHOM OT 27.12.2018 N 511-03)

3.2) NpoBOAMTb KOHTPOSbHbLIE 3aKYMKU NeKapCTBEHHbIX NMpenapaToB Afsi BETEPUHAPHOrO NPUMEHEHUs B LEnsx
NnpoBepkn cobntogeHnst cyobekTamm obpalleHns NekapCcTBEHHbIX CPEeACTB, OCYLLECTBSAOWUMN PO3HUYHYIO TOPrOBI0
neKkapCTBEHHbIMW MpenapaTtamu Ons BETEPUMHAPHOro MPUMEHEHUs, MNpPaBWil Haanexallenh anTeyHoOW NpaKkTUKKM
nekapCTBEHHbLIX MpenapaToB ANs BETEPUMHAPHOrO MPUMEHeHUs M (UnKn) 3anpeTta npogaxu canbcunumpoBaHHbIX
neKapcTBEHHbIX CPeAcTB, Hea0OpoKaYeCTBEHHbIX NEKAPCTBEHHbIX CPeACTB U KOHTPAMaKTHbIX NEKapCTBEHHbIX CPeACTB;
(n. 3.2 BBegeH depepanbHbiM 3akoHoMm oT 02.08.2019 N 297-93)

4) BblgaBaTb cybbekTam obpalleHusi NeKapCTBEHHbIX CPeAcTB MpeanvMcaHus O MpekpalleHun HapyLleHun
obs3aTenbHbix TpeboBaHuin 1 06 yCTpaHeHNM BbISIBNEHHbIX HapyLLEHU 06A3aTenbHbIX TpeboBaHui;

5) HanpaBnsAiTb B YMOSTHOMOYEHHbIE OpraHbl MaTtepuanbl, CBsi3aHHble C HapyleHusaMU 06s3aTernbHbIX
TpeGoBaHWiA, ANs peLleHns BOMPOCOB O BO30YXXAEHWUM YrofnoBHbIX AeN Mo Npu3Hakam npecTynieHui.

7. Bbl60p0‘-IHbIIZ KOHTPOJIb Ka4eCTBa JNIeKapCTBEHHbIX CpeACTB OCyLleCcTBNAeTCA YNOJIHOMOYEHHbIM (bep,epaanblM
opraHom NCMNONHNTENbHON BNacTu B YCTaHOBJIEHHOM UM NOpPAAKE N BKIMKOYaeT B cebs:

1) obpaboTky cBegeHun, B oba3aTensHOM nopsake npefocTaBnsemMbiX cyobektammn obpalleHnsa nekapcTBEHHbIX
cpeacTs, O cepusix, MapTUsIX JeKapCTBEHHbIX CPEACTB, MOCTyMawwWMx B rpaxgaHckuin obopoT B Poccuiickon
denepaumu;

2) otbop o6pasuoB neKkapCTBEHHbLIX CPEACTB Yy CyObekToB OOpalleHuss NEeKapCTBEHHbIX CPeacTB B LENsx
npoesegeHus MCNbITAHUA Ha WX COOTBETCTBUE TpGﬁOBaHVIHM HOpMaTVIBHOIZ OOKYMeHTaumm unnn HOpPMaTUBHbIX
[OKYMEHTOB;

3) npuHSTME No pesynbTaTaM MPOBEAEHHbIX MCMbITAHUIA PELUeHUs O OarnbHeWleMm rpaxgaHckoMm obopoTe
COOTBETCTBYHOLLEro IeKapCTBEHHOro CPeaCTBa;

4) nNpUHSATUE YNOMHOMOYEHHbIM dhedeparibHbIM OpPraHOM UCTONHUTENBHOM BracTW PELUEHUs O nepeBode
NeKapCTBEHHOrO cpeacTBa Ha MOCEPUIHBLIA BbIGOPOYHLIA KOHTPOSb KaydecTBa JlieKapCTBEHHbIX CPEACTB B Clydae
MOBTOPHOTO BbISIBNIEHNS1 HECOOTBETCTBUSI KAYeCTBa JIEKAPCTBEHHOIO CPEACTBA YCTaHOBMEHHbIM TpeboBaHusiM 1 (nNpw
HeobxooMMOCTM) O npoBepke CybbekTa obpalleHus nekapCcTBEHHbLIX cpefcTB. Pacxodbl, CBsi3aHHbIE C MpPOBeAEeHUEM
HOCGpMVIHOFO Bbl60p0‘-IHOFO KOHTpPOINA KayecCcTBa JleKapCTBEHHbIX CpencTtB, onnadnMBarTCA nNpoun3sBoguTenem
nekapCTBEHHOro cpeacTea Nubo gepxatenem unu BnagenbUeM perncTpalyoHHOro YAOCTOBEPEHUSI NIEKAPCTBEHHOIo
npenapara.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

(vyacTb 7 BBegeHa ®efepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

Mnaea 5. PASPABOTKA, AOKNMHUWYECKUE NCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KINTMHUYECKUE UCCITEANOBAHUA
JIEKAPCTBEHHbIX MPEMAPATOB AlA BETEPUHAPHOIO NMPUMEHEHUA

Crtatbsa 10. PaspaboTka nekapcTBeHHbIX CpeaAcTB

1. PaspaboTka nekapCTBEHHbIX CPEACTB BKOYAET B cebsi MOUCK HOBbIX (DApMaKOOrMyeckn akTUBHbBIX BELLECTB,
nocriefyowiee M3y4yeHne UuxX JeKapCTBEHHbIX CBOWCTB, AOKMMHUMYECKME WCCReAoBaHUs, paspaboTky TeXHOMOorum
npon3BoacTBa (hapmaLueBTMYECKUX CyDOCcTaHUMiA, pa3paboTKy COCTaBOB U TEXHOMOMMA NMPOU3BOACTBA NEKapPCTBEHHbIX
npenapaTos.

2. drvHaHcoBoe obecneyeHne pa3paboTKn NeKapCTBEHHbBIX CPeACTB OCYLLECTBNSAETCH 3a CYET:
1) cpeacTB dheaepanbHoro GrooxeTa;
2) cpencTB pa3paboTUNKOB NIEKAPCTBEHHbIX CPEACTB;

3) cpencTs npomsao,qmenel?l NeKapCTBeHHbIX CpeacTB MNMpu BbINONMMTHEHNN Hay4YHO-UCCNeaoBaTEIbCKUX pa60T no
00oroBopy mexny pa3p860T‘-II/|KOM JNIEKapCTBEHHbIX CPeaACcTB U NpPpOnU3BOOUTENEM JIEKAPCTBEHHbIX CPEACTB;

4) UHbIX He 3anpeLLeHHbIX 3aKkoHoaaTenbcTBOM Poccuickon deaepaumm NCTOYHNKOB.
3. MNpaBa pa3paboTunka NekapcTBEHHOro CPeACTBa OXPaHSATCS rpaX4aHCKMM 3aKkoHOAATENbCTBOM.
Cratbsa 11. [JoknuHu4Yeckoe uccrnegoBaHue NieKapCTBEHHOro cpeacTBa ANA MEOULMHCKOTO NPUMeHEeHUA

1. [JloknMHMYeckoe 1ccrnenoBaHye nekapcTBeHHOro cpeacTsa Ans MeaULIMHCKOro NPMMEHEHUs NPOBOAUTCA NyTeM
NPUMEHEHNs1 Hay4yHblX METOAOB OLEHOK B LEeNsax MofyyeHus [okasaTenbcTB 6e30nacHOCTM, KavecTBa U
3P HEKTUBHOCTU NEKAPCTBEHHOIO CpeAcTBa.

2. [oknuHmnyeckoe MccrefoBaHWE NEKapCTBEHHOro cpeactsa Ansg MeAMUMHCKOro MPUMMEHEHMSsT MpoBOAWUTCHA B
COOTBETCTBMM C [OpaBwnamu Hagnexawen nabopaTtopHOM NpPaKkTUKW, YTBEPXOEHHBbIMW  YMOSTHOMOYEHHbIM
deaepanbHbIM OpraHoM MCNOSTHUTENBHOW BacTu.

(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

3. [Ons opraHusauMm W NpoBedEeHMs1 [OOKMMHUYECKOro WCCredoBaHMst JeKapCTBEHHOro cpeactea  Ans
MEeOULMHCKOTO MpUMEHeHUsT pa3paboTymKn NeKapCTBEHHbIX CPEACTB MOryT NpMBIeKaTb Hay4YHO-UccriegoBaTernbekue
opraHusauuu, obpasoBaTenbHble opraHusauum BbICLLIEro obpasoBaHus, uMetoLine Heobxoanmyto
MaTepuanbHO-TEXHUYECKYHO 6a3y 1 KBannuUMpoBaHHbIX CNELManNCTOB B COOTBETCTBYIOLLEN 06nacTu nccrneoBaHmsl.
(B pea. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [JoknuHnyeckoe uccriegoBaHue NekapCTBeHHOro cpeactea Oona MeauuuHCKOro npuMeHeHma npoBoanTCA no
yTBEPXOEHHOMY pa3p860T‘-II/IKOM NekapCTBeHHOro cpencrtea nrnaHy C BedeHUWeM NpPOoTOKOoNa 3TOro uccnenoBaHua um
COCTaBJieHMeM OT4eTa, B KOTOPOM coAepxXaTCd pe3ylbTaTbl 3TO0 unccnenoBaHna KU 3akrio4YeHne O BO3MOXXHOCTU
npoeeaeHnAa KnmMHNM4eCckoro nceriegoBaHnaA nekapCTtBeHHOro npenaparta anda MeguumHCKOro npuMmeHeHu4.

5. lNposeneHve nNpoBepok COOMWAEHUS OpaBwun Hagnexaiwlen nabopaTopHOW NPaKTUKM W NPaBOBbIX HOPM
NCMONb30BaHMSA KMBOTHLIX MPW NPOBEAEHWM [OOKIMHUYECKMX UCCNeaoBaHui neKapCTBEHHbIX CpeacTB  Ans
MeOWLIMHCKOro NPUMEHEHMWS OCYLLECTBSETCS YNONTHOMOYEHHbIM ddeeparnbHbiM OpraHoM UCNOMHUTENbHOW BNacTu.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. Pe3yﬂbTaTbI OOKIMMHNYEeCKOro uccnenoBaHunA nekapCTtBeHHOro cpenctea AOnd MeauuMHCKOro npuMeHeHusa
MOryTt ObITb npencrtaBreHbl B yI'IOJ'IHOMO‘-IeHHbIIZ cbe,u,epaanblﬁ opraH WCMNONHUTENbHON Bnactn B YCTaHOBJIEHHOM
nopagke B Lendax rOCWJ,apCTBeHHOIZ perncTtpaunmn nekapCrBeHHOro npenaparta.

Cratbsa 12. [loKNMHMYECKOEe uccrnepoBaHue NleKapcTBeHHOro cpeanctBa MU KIMHU4YeCKoe uccrnegoBaHue
JIeKapCTBeHHOro npenaparta AnAa BeTepnHapHoOro npuMmeHeHus
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

1. [oKnuMHMYecKkoe uccredoBaHUe NeKapCTBEHHOro cpefcTBa AN BeTepuHApHOro MPUMEHEHUSI MPOBOAMTCS
NnyTeM MPUMEHEHNA Hay4HbIX METOAOB OLEHOK B LENsX MoNyYyeHus [okasaTenbCTB 6e3onacHOCTM, KadyecTBa U
3(PDEKTMBHOCTU JIEKAPCTBEHHOIO CPEACTBA, B TOM YMCIE OMNpeerieHus cpoka €ero BblBeOEHWs W3 opraHu3mMa
XMBOTHOrO, B Uenax obecrnevyeHnss Ge30MacHOCTM MPOAYKLMN XUBOTHOMO MPOUCXOXOEHUA MOcMe MNpUMeHeHUs
COOTBETCTBYHOLLIErO JIeKapCTBEHHOIO NpenapaTa.

2. [oknuHM4eckoe WccredoBaHVe JEKapCTBEHHOTO CPEACTBa U KIMMHMYECKOe MCCriefoBaHUe NeKapCTBEHHOro
npenapata Ansi BETEPUMHAPHOrO MNPUMEHEHUS, UccrlefoBaHne OGUOIKBMBAMIEHTHOCTV YKa3aHHOIMO JeKapCTBEHHOTO
npenaparta NpPoBOAATCSA B COOTBETCTBUM C NpaBUNaMu, YTBEPKOEHHLIMU YNOMHOMOYEHHbLIM dedepanbHbIM OpraHoM
NCMOMHUTENBHOW BMNacTy.

3. [oknuHuuyeckoe vccnegoBaHWe 1eKapCTBEHHOro CPeacTBa UM KIMHUYECKOE WUcCredoBaHWe NeKapCTBEHHOro
npenapata Ans BETEPVMHapHOro MPVMMEHEHUS MPOBOASATCA MO YTBEPXKOEHHOMY paspaboTYMKOM JEKapCTBEHHOIO
CpeAcTBa MraHy C BeAEeHWeM MPOTOKONOB 3TUX UCCIeQOBaHUA M COCTaBMEHMEM OTYETOB, B KOTOPbIX COAep)KaTcs
pesynbTaThbl 3TUX UCCNEAOBaHWA.

4. [Ina opraHM3auun n npoBefeHust OKNMHUYECKOrO UCCNEeAOBaHUSA NEKAapCTBEHHOIO CpeacTBa U KMMHMYECKOro
nccnegoBaHMsa NEeKapCTBEHHOro npenapara Afsi BETEPMHAPHOro NpUMeHeHns pa3paboTymk NekapCcTBEHHOrO CpeacTBa
MOXET MpuMBMeKaTb OpraHnsauunm, umerlme HeobxooMmMyo MaTepuarnbHO-TEXHUYECKY0 6a3dy 1 KBannuULMpPOBaHHbLIX
crneLmanucToB B COOTBETCTBYOLEN obnactu uccnegoBaHms.

5. KnuHuuyeckne uccrieqoBaHns JeKapCTBEHHbIX NpenapaToB AN BETEPUHAPHOro MpUMEHEeHUs NPoBOAATCS B
BETEPMHApPHbIX OpraHMsauusix U B OpraHusaumsix, OCYLUECTBMSIOWMUX pas3BedeHue, BbipallyBaHWe W CoaepkaHue
XMBOTHbIX, B LIENsX:

1) YCTaHOBI1E€HNA NEPEHOCUMOCTU NNeKapCTBEHHbIX NpenapaTtoB 340P0BbIMU XUBOTHbLIMU;

2) nogbopa onTumarnbHbIX LO3MPOBOK JIEKAPCTBEHHbIX MpPenapaTtoB U Kypca fevYeHus Ha KOHKPETHOW rpynne
XXMBOTHbIX C onpeaeneHHbIM 3abonesaHuemM;

3) yctaHoBneHuss 6e3onacHOCTM U 3PQEKTUBHOCTM NEKapCTBEHHOIO MpenapaTta, NpegHa3Ha4YeHHoro Ang
neyeHusi onpegerneHHblx 3aboneBaHuM KUBOTHbBIX, WAM 3PMEKTMBHOCTM FeKapCTBEHHOrO npenapata Ans
nNpocmnakTukM 3aboneBaHnin 300POBbIX XXUBOTHbIX;

4) N3y4eHnq BO3MOXHOCTEN pacmnpeHuna nokasaHunm K NMPUMEHEHUNID 3aPETNCTPUPOBAHHOIO JNEeKapCTBEHHOro
npenapara " BbidBIE€HNA paHee HEN3BECTHbIX NoBOYHbIX OENCTBUNA.

6. KnuHunyeckoe nccnenoesaHmMe nekapCTtBeHHOro npenaparta And BeTepuHapHOro npuMeHeHna OoCyLlleCcTBIdeTCA
3a cuyeT cpeacTB paspaboTymKa NekapcTBEHHOro CpeacTsaa.

7. Otyetbl © pe3ynbTatax AOKIMHUYECKOro wuccrieqoBaHna JeKkapCcTtBeHHOro cpeactBa U KIMHUYECKOro
ncenenoBaHna nekapCcTtBeHHOro npenapata And BeTepuHapHOro npuMeHeHuA COCTaBlArTCA pa3pa6owvu<0|v|
JleKapCTBeHHOro cpeactea C y4etomMm 3aKM4YeHNN OpFaHI/I3aLLI/Il7I, npnHMMaBLWKX y4acTue B opraHnsaumm n nposeaeHun
3TUX NCcnegoBaHUN.

8. KoHTponb 3a npoBegeHVMEM [OKMMHUYECKUX WCCNEAOBaHUA JEKAPCTBEHHBLIX CPeACTB U KIMMHUYECKUX
nccrnefoBaHUM NEeKapcTBEHHbIX MpernapaToB Afsi BETEPUHAPHOro NPUMEHEHUs] OCYLLEeCTBMSeTCs YNOfHOMOYEHHbIM
dbeeparnbHbIM OpraHoM UCMONTHUTENLHOM BNACTU.

Masa 6. OCYLWECTBNEHME rOCYOAPCTBEHHOW PETUCTPALIUN
JNIEKAPCTBEHHbIX NMPEMNAPATOB

Cratbsa 13. locygapcTBeHHas permcrpauus feKapcTBeHHbIX NpenapaToB
(B pen. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. B Poccunckon ®epepauumn aonyckawTca MNpOUM3BOACTBO, W3rOTOBMEHWE, XpaHeHue, nepeBo3ka, BBO3 B
Poccuiickyio ®enepauuio, BbiBO3 U3 Poccuinckon depepaumm, peknama, oTnyck, peanusauus, nepegada, npyuMeHeHue,
YHUYTOXEHNE IeKapCTBEHHbIX MpenapaTtoB, €CflM OHW 3aperucTpuMpoBaHbl COOTBETCTBYHOLUUM  YNOSTHOMOYEHHbBIM
denepanbHbiM OpraHoM UCMNOSNTHUTENBHOM BNACTHU.

(vacTb 1 B peq. PegepanbHoro dakona ot 13.07.2015 N 241-$3)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

2. [ocygapCTBEHHON peructpaunn nognexar:
1) BCe nekapcTBEHHbIE Npenapartbl, BriepBble Nognexalume Beogy B obpalleHne B Poccuiickon ®eaepaunu;

2) nekapcTBeHHble npenapaTbl, 3aperucTpMpoBaHHble paHee, HO MPOM3BEOEHHble B APYrMX NEeKapCTBEHHbIX
dopmax B COOTBETCTBUM C NepPeYHEM HaMMEHOBaHWI NeKapCTBEHHbLIX POpM, B HOBOW [O3UPOBKE MpU JoKasaTernbCcTBe
€€ KIMHNYECKON 3HaYUMOCTU U 3PP EKTUBHOCTH;

3) HOBble KOMOUHaLUK 3aperncTpupoBaHHbIX paHee JNiekapCTBEHHbIX npenapaTtoB.

3. FocypapcTBeHHas perncrpaums fiekapCTBEHHbIX MpenapaToB OCYLLECTBMAETCA MO pesynbTaTaM 9KCrnepTusbl
neKkapcTBEHHbIX CPpeacTB, a rocyAapCTBEHHas perncrpaums opgaHHbIX NekapCTBEHHbIX MpenapaToB OCYyLLEeCTBsAeTCs
no pesynbTaTtam 3KCNepTM3bl [AOKYMEHTOB, MNpPEeACTaBMEHHbIX ANs onpedeneHust BO3MOXHOCTM paccMaTpuBaTb
neKkapcTBEHHbIA npenapaT Ans MeAWLMHCKOTO MPUMEHEHUS MPU OCYLLECTBIIEHUM FOCYLAPCTBEHHOW pernctpauumn B
KayecTBe opdhaHHOro fiekapcTBEHHOrO NpenapaTa, U No pe3ynbTaTam 3KCNepTU3bl NekapCTBEHHbIX CPEACTB.

4. TocypapcTBeHHass perucTpauusi JekapCTBEHHOro mnpenapaTta  OCYLeCTBNSAETCS  COOTBETCTBYHOLLUM
YMOSTHOMOYEHHbIM hefeparnbHbiM OpraHOM WCMOMHUTENBHOW BNAcTU B CPOK, HE MPEeBbIAOWMIA CTa LWeCTUaecAaTH
pabounx gHen CO AHS NPUHATUS COOTBETCTBYIOLLEro 3asiBfieHWMsl O roCyAapCTBEHHON permcrpauuv nekapcTBEHHOro
npenapata. B ykasaHHbI CpOK BKMOYaeTCs Bpemsi, HeobxoAumoe Ans MNOBTOPHOMO MPOBEAEHWUS 3IKCMepTu3bl
nekapCTBEHHOro cpecTBa B COOTBETCTBMM CO cTaTben 25 HacToswero PegepanbHoro 3akoHa. Cpok rocygapCTBEHHOM
peructpaummM nekapcTBEHHOro npenapaTta MUCYUCNSETCA CO OHA MNPUHATUS COOTBETCTBYIOLWMM  YNOMHOMOYEHHbBIM
degepanbHbIM OpPraHoOM WCMOSNTHUTENBbHOM BiacTU COOTBETCTBYIOLLErO 3asiBIEHNS O rocygapCTBEHHOW perncrpauumn
neKkapCTBEHHOro npenapata C MPUIOXKEHWEM HeOoOXOAMMbIX [OOKYMEHTOB MO [eHb BblAauuM perMcTpauyoHHOro
YOOCTOBEPEHNS NeKapCTBeHHOro npenapaTta. Bpewmsi, Heobxogumoe pgns HampasneHus  YNONHOMOYEHHbIM
denepanbHbIM - OpraHoM  WCMOMHMTENbHOW BriacTM 3ampoca O NpeAcTaBneHMn HeobXoAMMbIX MaTepuarnos WU
npeacTaBneHns 3asiBUTENEM OTBEeTa Ha [aHHbI 3anpoc B COOTBETCTBMM CO cTatbamu 16, 19 n 23 HacTosiero
denepanbHOro 3akoHa, He YYMTbIBAeTCs MPU UCHUCIIEHUM CpoKa roCyAapCTBEHHOW perncrpaumm nekapCTBEHHOro
npenapara.

5. FocygapCTBEHHOW pernctpaumm He noanexar:

1) nekapcTBeHHble npenapaTtbl, WU3rOTOBIIEHHbIE aNTEeYHbIMU OpraHM3auusMu, BeTEPUHAPHBIMU anTeYHbIMU
opraHu3auvamMu, WHOUBMAYarnbHbIMU NPEeANnPUHUMATENSAMKU, KOTOPbIE WMMEKT JULUEH3NI0 Ha apMaueBTUYECKYHO
OesaTenbHOCTb, MO peuenTaMm Ha JiekapCTBEHHble npenapatbl U TpeboBaHUAM MEOUUMHCKUX OpraHu3auun,
BETEPMHAPHbIX OpraHn3aumi;

2) nekapcCTBeHHbIE NpenapaTbl, NpMobpeTeHHble hranyecknmn nuuamm 3a npegenamm Poccuickon Pegepaumm n
npefHasHadeHHble 118 NIMYHOrO UCTONb30BaHNS;

3) nekapcCTBeHHbIe nMpenapatkl, BBO3MMble B Poccuiickyto ®egepauuto ons okazaHMs MeAULMHCKOM NOMOLLM MO
XU3HEHHbIM MOKa3aHUAM KOHKPEeTHOro nauMeHta Ha OCHOBaHWM paspelleHunda, BblAaHHOIo YMNOJIHOMOYEHHbIM
dbeneparnbHbIM OPraHoM UCMONTHUTENLHOM BNAaCTW;

4) nekapcTBeHHble CpefcTBa, BBO3UMble B Poccuiickyto Penepaumio Ha OCHOBaHWUM BblAAHHOTO YNOTHOMOYEHHbLIM
q)enepaanblm OopraHom WCMOMHUTENbHON BNacTu pas3pewieHna n npegHasHavYeHHble Ona nposegeHuna KIMHUYeCKnx
nccrnefoBaHUn  NEeKapcTBEHHbIX MpenapaTtoB M (MnNy) nNpoBedeHMs 3SKCNepTusbl NeKapCTBEHHbIX CcpeactBs  Angd
OCYLLECTBMNEHUS TOCYAapCTBEHHOW PErNCTpaLun fiekapCTBEHHbLIX NpenapaTos;

5) dbapmaueBTuyeckme cybctaHumm;

6) pa,qmod)apmaueBTquCKme NeKapCTBeHHbIE MpenapaTtbl, U3roToBlfieHHble HenocpeaCcTBEHHO B MeOULIMHCKUX
opraHn3aumnax B nopdanke, yCtaHoBJ1€HHOM YNOJTIHOMOYEHHbIM cbe,u,epaanblM opraHom NCMNONHUTENBLHON BNacTu;

7) NekapCTBEHHbIE NpenapaThl, NPOM3BOANMbBIE A 3KCNopTa.
6. He ponyckaeTcsi rocynapcTBeHHas peructpauus:

1) NekapcTBEHHbIX NPenapaToB, OTNMYAOLMXCS APYr OT ApYyra KayeCTBEeHHbIM COCTaBOM AEeNCTBYIOLWMNX BELLECTB,
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(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

noa oAnHaKoBbIM TOProBblIM HaMMeHOBaHUEM;

2) OAHOro NeKapCTBEHHOro npenapaTa, NpeacTaBfeHHOro Ha roCcyAapCTBEHHYK PEerncTpauuto B OTHOLUEHUU
O[HOrO N TOrO Xe AepXaTens unu Bnagesnbla perncTpaumnoHHOro yaoCTOBEPEHUS NEKAPCTBEHHOMO npenaparta B BUae
OBYX 1 Bornee nekapcTBEHHbIX NpenapaToB Nof pasfnyHbIMU TOProBbIMU HAMMEHOBaHUSIMMU.

(n. 2 B pea. PenepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7. Mo 3anpocy (B anekTpoHHOW ¢opMe unu Ha GymaxHOM HocuTene) cybbekta obpalleHus rnekapCTBEHHbIX
CcpencTB COOTBETCTBYHOLUM YMONTHOMOYEHHbLIM dheeparnbHbiM OpraHOM UCMOMHUTENBHOW BMNAcTW, OCYLLECTBNSANLNM
rOCyJapCTBEHHYIO PEerncTpauuio JIeKapCTBEHHbIX MpenapaTtoB, B YCTAaHOBMEHHOM WM [OPAAKE OCYLLEeCTBMASETCH
Hay4yHOe KOHCYNbTMPOBaHWE MO BOMPOCaM, CBA3aHHbIM C NPOBEOEHNEM AOKITUHUYECKMX UCCIEeOOBaHWUNA, KITMHUYECKNX
nccrnegoBaHUn NEeKapCTBEHHbIX MpenapaToB, 3KCNepTM3bl KavecTBa JIEKapCTBEHHbIX CPeacTB, 3dEKTUBHOCTU W
BesonacHoCTW, C OCYyLLEeCTBNEHNEM rOCyOapCTBEHHON perncTpaummn rnekapcTBeHHbIX npenapatoB. KoHcynbTupoBaHue
OCYLLECTBMSAETCA C MpuBriedyeHneM denepanbHbiX rOCYAapCTBEHHbIX OIOMKETHbIX YUYpexaeHUn, noasefoMCTBEHHbIX
OaHHoMY doeieparnbHOMY OpraHy MCMOMHUTENBHOW BNacT N HE YYacTBYHOLMX B OpraHM3aumy NpoBeaeHns aKCnepTusbl
KayecTBa JIEKapCTBEHHbIX CPEACTB B LIEMAX OCYLLECTBMEHUSA MX FOCYAApPCTBEHHOW perncrpaumMm B COOTBETCTBUM CO
ctatbenn 16 Hactosiwero degepanbHOro 3akoHa, B Buae OTBeTa B MNUCbMEHHOM opMe  YMNOSTHOMOYEHHOTO
dhedepansHOro opraHa UCMONMHUTENBHON BracTu Ha 3anpoc. Pasmep B3umaemow ¢ 3asaBUTENd nnatbl onpegensieTcy B
COOTBETCTBMM C 3akoHopaTenbcTBOM Poccuiickon ®egepauumn ob opraHnsaummn npefoctaBneHns rocyaapCTBEHHbIX U
MyHULMNAnbHbIX yenyr. MHdopmaumsa o6 ocyLeCcTBeHMN HayYHOro KOHCYNbTUPOBaHWSA, B TOM Yucne cTaTbu, 0630psl,
cnpaBoYHble MaTtepuanbl U MHaa MHGPOpMauMs 00 OCYLLECTBIEHUM HAYYHOro KOHCYNbTUPOBAHMWSA, pasMellaeTcsl Ha
ouunanbLHOM canTe YNOMHOMOYEHHOro efaepanbHOro opraHa WCNONHUTENbHOW Briactu B ceTn "MIHTepHeT" C
cobnogeHnemM orpaHnYeHnii, yCTaHOBINEHHbIX 3aKOHOAATENbCTBOM O MEPCOHarbHbIX OAHHbLIX, KOMMEPYECKON U (Mnn)
rocynapCTBeHHOM TanHe.

8. MNocypapcTBeHHas perncTpauusl NekapCcTBEHHbIX MpenapaToB, KOTOpble NpedHa3HayeHbl AN NPUMEHEHUs! B
YCINOBMSAX BOEHHbIX OENCTBMN, 4Ype3BblH4aWHbIX CUTyauui, NPOMUIIaKTUKM U NevyeHuss 3aboneBaHui u MnopakeHuHn,
Mony4YeHHbIX B pesynbTaTte BO3AENCTBUS HEONAronpuaTHBIX XUMUYECKUX, BUONMOrMYEeCcKmX, pagnaunoHHbIX hakTopoB, U
pa3paboTaHbl MO 3agaHuno deneparnbHbiX OPraHoB WUCMONTHUTENBHOM BNACTU, YNOMIHOMOYEHHbIX B 06nactv 060pOHbI
CTpaHbl 1 6e30nacHOCTM rocygapcTBa, OCYLLECTBRSETCA B nopsake, yctaHoBneHHoM [lpaBuTtensctBom Poccuimckon
degepaumn.

CrtaTbsa 14. MpUHUMNbI 3KCNEPTU3bl NleKapCTBEHHbIX CPeACTB
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. QKcnepTusa nekapcTBEHHbIX CPeaCcCTB OCHOBLIBAETCS Ha MPUMHLUMNAX 3akOHHOCTUW, COOMoAeHUs npae 1 cBobopg
yenoBeka W rpagaHuHa, NpaB PUOWNYECKOro nvua, He3aBMCUMOCTM 3KcnepTa, 0OBEKTMBHOCTN, BCECTOPOHHOCTU U
MOMHOTbLI  MCCREeAoBaHUA, MNPOBOAUMBLIX C  WUCMOMb30OBAHMEM COBPEMEHHbLIX [OCTWKEHUIM HaykM U TEXHUKW,
OTBETCTBEHHOCTU (peaepanbHOro rocygapCTBEHHOTO  OIOMKETHOMO  YUYPEXAEHUS MO0  NPOBEAEHUID  3KCNEpPTU3bl
NieKapCTBEHHbIX CPEACTB W 3KCNEPTOB 3a NPOBEAEHNE U KaYECTBO 3KCNEePTU3bI.

2. SKcnepTwsa NeKapCTBEeHHbIX NMpenapaTtoB AnAa MeguumMHCKOro npuMmeHeHnA BKNo4YaeT B cebs:

1) aKCnepTU3y OOKYMEHTOB, NMPEeACTaBNeHHbIX AN onpeaeneHns BO3MOXHOCTM paccMaTprBaTh JieKapCTBEHHbIN
npenapar ons MeauLUMHCKOro NpMMEHEHNs NMpU OCYLLECTBINEHUM rOCyAapCTBEHHOW perncTpauum B kadectese opdaHHoro
nekapcTBEHHOro npenapara;

2) O9KCMepTU3y MNpednoXeHHbIX MEeTOAOB KOHTPOMNS KayecTBa [eKapCTBEHHOro cpeacTtBa UM KadvecTsa
npeacTaBrieHHbIX 06pasLoB JleKapCTBEHHOro CpeacTBa C WCMONb3oBaHMEM 3TWX MeTOodOB (Oanee - 3KcrepTuaa
Ka4yecTBa nekapCTBEHHOro CpeacTBa);

3) aKkcnepTM3y OTHOLLEHUS OXUOAEMOM NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMWS NIEKAPCTBEHHOIO NpenapaTa;
4) aKCnepTM3y pPEermcTpauuoHHOro [[OCbe Ha JIEeKapCTBEHHbIM npenapaTr B UEensxX onpeaerneHus
B3aMMO3aMeEHSIEMOCTU NIEKAPCTBEHHbIX NpenapaToB A5 MeAULMHCKOro NPUMEHEHMS.
(n. 4 BBegeH depepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

3. OkcnepTr3a neKkapCTBEHHbIX MPenapaToB AN BETEPUMHaAPHOrO NMPUMEHEHWUSI BKIOYaeT B cebs akcnepTusy
KayecTBa MeKapCTBEHHOro CPeacTsa U 9KCNepTM3y OTHOLLEHUS OXUAAEMOW MOSb3bl K BOSMOXHOMY PUCKY MPUMEHEHUS
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nekapcTBEeHHOro npenapara.

Cratba 15. ®PepepanbHoe rocygapcTBeHHOe OHMKETHOe yupexaeHue No NpPOoBeAeHUI 3KCNepTusbl
neKkapcTBeHHbIX CPeacTB

JKcnepTM3a NnekapCcTBEHHbIX CpeacTB NPOoBoAMTCH heaepanbHbiM rOCYAapCTBEHHbIM BIO0KETHBIM yUpexXaeHnem
COOTBETCTBYHLLEIO YNONHOMOYEHHOTO dheaeparnbHOro opraHa UCMONHUTENBHON BNacTu, Co3aaHHbIM Ans obecneyveHmns
WCMOMHEHNsT MOSTHOMOYUIA 3TOro (pefepanbHOrO opraHa MO Bbldaye paspelleHud Ha npoBefeHUe  KIMHUYECKUX
nccrnefoBaHUn NekapCTBEHHbIX NpenapaToB M (MnM) NO rocyAapCTBEHHOW perncTpauuy nekapCcTBEHHbIX npenapaTtos
(nanee - akcnepTHOE yypexaeHue).

CrtaTbsa 16. OpraHusauusa npoBeAeHUA 3KCNePTU3bl JIeKaPCTBEHHbIX CPeACTB
(B peqn. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

1. OkcnepTv3a nekapCTBEHHbIX CPeacTB MPOBOAUTCS KOMMWCCUEN 3KCMEPTOB 3KCMEPTHOMO  YYpexaeHus,
Ha3Ha4YeHHOW ero pyKkoBOAMUTENEM, HA OCHOBaHWW 3afaHWs Ha MPOBEAEHME 3KCMEepTU3bl NEKapCTBEHHOIO CPeacTBa,
BbIJAHHOTO YMONIHOMOYEHHbIM dbeaepanbHbIM  OpraHoM WCMOMHWUTENBLHOW BRnacTu. PykoBoaMTenb 3KCMEPTHOro
yypexaeHuss obecneuvBaeT Haanexailiee MNpOBEAEHUE 3JKCMEepTU3bl NeKapCTBEHHbIX CPEeACTB B COOTBETCTBUMU C
3afaHueM, BblAaHHbLIM YMONIHOMOYEHHbBIM chefeparnbHbIM OpraHOM UCMOSTHUTENBHONM BMACTW, U OPraHn3yeT NOAroTOBKY
CBOJHOIO 3aKIOYEHMUsSI 3TOM KOMUCCUMU. B coCTaB 3TON KOMUCCUM MO PELLEHMIO PYKOBOAUTENS IKCNEPTHOIO yuYpexaeHust
MoryT OblTb BKIIOYEHbI B Ka4ecTBe 3KCNepToB Nnuua, He paboTawoline B AAaHHOM 3KCMEPTHOM YUYpEXAEHWM, ecrnu ux
cneumanbHble 3HaHUS HEOOXOAMMbI ANsi NPOBEAEHWST 3KCMEPTWU3bl U TaKMe 3KCMnepTbl OTCYTCTBYHOT B AaHHOM
3KCMEPTHOM YUpEXAEHNMU.

2. 3KcrnepToM MO MPOBEOEHUID SKCMEPTU3bl FeKapCTBEHHbIX CPeACTB SBMSAETCA aTTeCTOBaHHbIN pPaboTHUK
3KCNEPTHOTO  YYPEXOEHWUs,, KOTOPbIM MMEeT Bbicllee MeauumHckoe, dapMaueBTMdeckoe, Guonoruyeckoe,
BETEepUHapHOe Wnn XuMuyeckoe oOpasoBaHWe W MNPOBOAUT 3IKCMEepPTM3Y JiekapCTBEHHbIX CpeacTB B Mopsiake
NCMNONHEHNSI CBOMX AOMKHOCTHbIX 06s13aHHOCTEN (Aanee - aKkcnepT).

3. Mpu npoBegeHUM 3KCMEPTU3bl NEKAPCTBEHHBLIX CPEACTB JKCMEePT HEe MOXET HaxoauTbCs B KakoW-nvbo
3aBMCMMOCTU OT NuLA, Ha3HauMBLUErO 3Ty 3KCNepTu3y, pas3paboTymka nekapCTBEHHOro CpeacTBa MNuM Opyrux
3aVHTEPECOBaHHbIX B pe3yrnbTaTax aKCnepTusbl NnL.

4. MNpw NpoBeAEHUN 3KCNEPTU3bl NeKapCTBEHHbIX CPeACTB He AonyckaeTcst uctpeboBaTth Y 3asaBUTENS NGO NHbIX
nvy matepuansl, Heobxoaumble Anst NPoBeAeHNst 3KCnepTM3bl. B cnyyae HeaoCTaTOMHOCTU NpeacTaBrieHHbIX 3KCnepTy
MaTepuarnoB 4S8 Aayy 3aKMYeHusl SKCnepT CTaBUT BOMPOC O NpeacTaBleHnn emy HeoGXoaMMbIX MaTepuarnos nepes
pyKOBOOUTENEM 3KCMEPTHOrO YUpeXaeHusi, KOTopbI obpallaeTcs C COOTBETCTBYIOLLMM 3aMpoCOM B YMOSTHOMOYEHHbIV
denepanbHbIi opraH MCMNOMNHUTENBHOW BRacTW, BbiOABLUMW 3adaHME Ha MNPOBEAEHME 3KCMepTU3bl NeKapCTBEHHOro
cpenctea. YkasaHHbl denepanbHblii opraH WUCMONMHUTENbHOM BracTM B TeyeHue nATu pabounmx OHein co AHs
MOCTYNNEeHNss 3anpoca PyKoBOOAUTENSI 3KCMEPTHOrO YYPEXAEHUS HanpaBrsieT 3asBUTEMNO 3anpoc O npeacTaBreHun
HeoOXoaMMbIX MaTtepuanoB. [aHHbIN 3anpoc MoXeT ObiTb nepedaH YnorHOMOYEHHOMY NPEACTaBUTEMND 3asBUTENS
NIMYHO NOA pacnucKy, HampasBfeH MO MoYTe 3akasHblM MUCbMOM WM NepefaH B 3neKTpoHHOW dopme Mo
TeneKOMMYHMKaLMOHHBLIM KaHanam cBs3n. B cnyvae HanpaBneHust JaHHOro 3anpoca no no4vte 3akasHbiM MUCbMOM OH
CcYMTaETCs NOSyYEHHbIM MO UCTEYEHWUM LWECTU AHEN C AaTbl HANPaBNEeHUs 3aka3HOro NMcbMa.

(4acTb 4 B peq. PegepanbHoro gakoHna ot 25.11.2013 N 317-93)

4.1. 3asButenb o00a3aH npeacTaBuTb OTBET Ha 3anpoc  YMOMHOMOYEHHOro dpefepanbHOro opraHa
WCMONHUTENBHON BNactu B CPOK, He TMpeBbllaloWwui AeBAHOCTa pabounmx [HeW CO [OHS ero  nonyyYeHus.
YNONHOMOYEHHbIN deaepanbHbIi opraH UCNOMHUTENBHOW BriacTw, BbiAaBLUMIA 3adaHWe Ha NpoBefeHue dKCnepTusbl
neKapCTBEHHOrO CpPeAacTBa, B TeYeHue NATM paboumx OHEN CO AHSA MOCTYMSEHWs OT 3asBUTens OTBeTa Ha AaHHbIV
3anpoc HanpasnseT TakoW OTBET B 3KCMEPTHOe yupexzeHue. B cnyvyae HenpeactaBneHus no uUcteyeHun OessHOCTa
pabounx OHew 3asBUMTENEM OTBeTa Ha AaHHbIA 3anpoc YMNOMHOMOYEHHbIN dedepanbHbIi OpraH WUCMOMHUTENbHOW
BMNacTuW, BblOaBLUWA 3adaHue Ha NPOBEAEHNe IKCMEePTU3bl NIeKapCTBEHHOrO CPEeACTBa, B TedeHue nsatu pabounx gHewn
HanpasnseT B 3KCMEPTHOE yypexaeHne ysefoMIeHe O HenpeacTaBrneHum 3asBuTtenem oTeeTa Ha 3anpoc ykasaHHoro
opraHa. Bpemsi co gHa HanpaBneHus 3anpoca 3KCMEePTHOro YYpexAaeHWs B YNONMHOMOYEHHbIM dhedeparbHbli opraH
WCMOMHUTENBHOW BriacT [0 OHSA MONYyYEeHUs 3KCMEPTHbIM YYpexaeHueMm oTBeTa Ha 3anpoc WUiu yBedOMIIEHMS O
HernpeacTaBreHnM oOTBeTa Ha 3anpoc He Y4YMTbIBAeTCA [MPW  MUCYUCIIEHMM CpOKa MNPOBEAEHUS 3KCNepTu3bl
nekapcTBeHHOro cpeacTBaa.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

(vacTb 4.1 BBegeHa depepanbHbIM 3akoHoM OT 25.11.2013 N 317-03)

4.2. Ecnn B cocTaBe perncTpaumoHHOro OOCbe Ha feKapCTBEHHbIM npenapaT Ans MeguumMHCKOro npuMeHeHus
coaepXnTca npegycMoTpeHHaa ctatben 18, yacteto 1.1 ctatemn 30 u ctatbent 34 HacToswero ®enepanbHOro 3akoHa
KONUS peLleHns YNoNTHOMOYEHHOro efeparnbHOro opraHa MCNOMHUTENbHOW BNAcTh O NPOBEAEHUN UHCMEKTUPOBaHUSA
NpoM3BOAMTENS] NEKAPCTBEHHBLIX CPEACTB, 3KCNepTy [0 O(OPMIEHUS pe3ynbTaToB IKCMEPTU3bl NeKapCTBEHHOMO
cpencTsa NpefoCcTaBnseTcs B MOPSAAKE M HA YCIOBUSAX, KOTOPbIE MPeayCMOTPEHbI YacTamu 4 1 4.3 HacTosLWwen ctatbu,
KOMUS 3aKrMyeHMs O COOTBETCTBMM MPOM3BOAMTENS NEKAPCTBEHHbIX CPEACTB TpebOoBaHUSAM MpaBuil Hagnexallewn
NpOM3BOACTBEHHOW MPAKTUKX, BbIJAHHOIO YNOMHOMOYEHHbIM dheaepanbHbIM OpraHoM UCMONMHUTENBHON BRacTu.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHoMm oT 04.06.2018 N 140-93)

4.3. 3agButenb 0b6a3aH NpeAcTaBnTb B YNOMHOMOYEHHBIN doeaeparnbHbI OpraH UCNOMHUTENBHOW BNACTU KOMUIO
3aK/IO4YEHMST O COOTBETCTBUM MPOM3BOAUTENS JEKAPCTBEHHbIX CPEACTB TpeOoBaHMAM [paBui Haanexallewn
NPON3BOACTBEHHOW MPAKTUKM B CPOK, HE NMPEBLILIAKLLMIA CTa BOCBMUAECATU paboumx OHEN CO OHA NONyyYeHust 3anpoca
0 ee npegocTaBneHun. YNOMHOMOYEHHbIM dheaepanbHbIl opraH MCMOMHUTENbHOW BNacTu, BblAaBlIMKA 3afaHue Ha
NnpoBeAeHNe 3KCNePTU3bI NIEKAPCTBEHHOIO CPeACTBA, B TEYEHUE MATU paboymx gHEW CO AHSA NOCTYNNEHNst OT 3asBUTENS
KOMWUM 3aKmnio4YeHUst 0 COOTBETCTBUM MPOM3BOAUTENS NEKapCTBEHHbIX cpeacTB TpeboBaHMAM npaBun Haanexailen
NPon3BOACTBEHHOW MPaKTUKKW, HaNpaBnseT ee B 3KCNepTHoe yypexaeHue. B cnyyae HenpeactaBneHnsa sasButenem B
YKa3aHHbIA CPOK KOMWUM 3aKITOYEHNs] O COOTBETCTBMM MPOM3BOANTENS NEKAPCTBEHHbIX CPeAcTB TpeboBaHUAM npaBun
Hagnexawen npou3BoACTBEHHOMW MNPaKTUKM YNOSIHOMOYEHHbIM doedepanbHbii  opraH  UCMAOMHUTENbHOW BnacTu,
BblAaBLIW/A 3adaHMe Ha NpPOBEAEHME 3SKCMEePTU3bl FIEKAPCTBEHHOrO CpeacTBa, B TeveHue nAtM paboumx pHen
HanpaensieT B 9KCNepTHOe YyypexaeHue yBeAOMIIEHME O HenpeacTaBreHuuM 3asdBuTeneM KOMUM 3akrioyeHus o
COOTBETCTBMM NPOU3BOAUTENSI JeKAPCTBEHHbLIX CpPeACcTB TpeboBaHMAM npaBun Hagnexawen npou3BoACTBEHHOM
npakTukn. Bpemsa co oHA HanpaBneHusa 3anpoca SKCNepTHOro yuypexaeHusl B YNOMHOMOYEHHbIN defeparnbHblid opraH
WCMONHUTENBbHON BRactM [0 [OHA MONYyYeHUs 3KCMEPTHbIM YYpeXOeHUMEM KOMUU 3aKmtoYeHWa O COOTBETCTBUM
Npon3BOOMTENS NEKApPCTBEHHbLIX CPeACTB TpeboBaHWsIM NpaBuil Hagnexalwlen NpOU3BOACTBEHHOW MNPAKTUKA WUIK
YBEAOMSIEHNA O €e HenpeacTaBleHMM He Y4YMTbIBAaeTCs MpPU  MCYUCMEHMM CPOKa MPOBEAEHUS] 3KCMEepPTU3bl
neKkapcTBEHHOro cpeacTBa.

(vacTb 4.3 BBegeHa depepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

5. OkcnepT npu MNpOBEdEeHVMU MOPYYEHHOW €My PYKOBOAMTENEM 3KCMEPTHOrO YYpEXAEeHWUsT JKCrepTusbl
neKkapcTBEHHOro cpefctea 0bs3aH:

1) npoBecTn noJjiHoe wuccrnegoBaHne npencrtaBl/ieHHbIX eMy 00BbEKTOB, maTtepuanoB, OaTb 000CHOBaHHOE U
OOBLEKTMBHOE 3aKMOYeHMEe MO MOCTaBIEHHBIM nepea HuM BOMpocaMm WM MOTUBUPOBaHHOE 3akrtoyeHue o
HEBO3MOXHOCTU npoBedeHnAaA UM 3KCNepTu3bl NNeKapCTBEHHOro cpencTBa, eCcnin nocTtaBfieHHble BOMPOCHl BbIXOOAT 3a
npeaenbl cneynanbHbIX 3HaHWi 3KCnepTa, 00ObeKTbl nccnenoBaHUn n MaTepuanbl HenpuroaHbl UM HeOJoOCTaTO4YHbI ANnA
npoBeaeHnA nccneaoBaHui U Aadvun 3aknideHms nmbo COBpeMeHHbIIZ YPOBEHb Pa3BUTUA HAYKN HE NO3BONAET OTBETUTb
Ha NnocTaBJ1IEHHbIE BOMPOCHI;

2) He pasrnawaTtbe cBegeHuda, KOoTopble CcTann €eMy U3BEeCTHbl B CBA3WM C NpoBedgeHUeM JSKCNnepTusbl
NeKkapCTBEHHOrO CpPEeACcTBa, a Takke CBedEeHMs, COCTaBMsSOLIME TFOCYyOAPCTBEHHYI, KOMMEPYECKYID WU WHYHO
OXpPaHsieMYHO 3aKOHOM TalHy;

3) obecneunTb COXpPAHHOCTb NPeACTaBNEHHLIX 00BLEKTOB UCCIeA0BaHUM U MaTepuarnos.

6. OkcnepT He BRNpage:

1) NIpoBOAWTL 3KCMEPTM3Y NEKAPCTBEHHOIO cpeacTBa Mo obpalleHuio HenocpeaCTBEHHO K HEMY OpraHv3aumn nnm
duU3n4eckmx nuu;

2) camocTosATENbHO coBMpaTh MaTepuansl ANs NPOBEAEHUS 9KCNEPTU3bI NeKapCTBEHHOro CpeacTBa;
3) NpoBOAUTL IKCNEPTU3Y NEKAPCTBEHHOIO CPeACTBa B Ka4ecTBe HerocyapCTBEHHOrO aKcnepTa.

7.B cny4vae HeobxoaMMocTn JQKCNepPT BNpase Xo4aTtancTBoBaTb nepen pykosoguteriemM 3KCnepTHOro yvypexaneHua
O npuerie4eHnUn K NnpoBeeHND IKCNepTn3bl JIEKApPpCTBEHHOIO CpeACTBa APYrnx 3KCNepToB.

8. Kaxpgbli akcnepT, BXOOAWMN B COCTaB KOMWUCCUM 3KCMEpPTOB, KOTOPOW MOPYYEHO MNpoBedeHMEe 3KCnepTu3bl
NnekapCTBEHHOro CPeACTBa, HEe3aBUCUMO W CaMOCTOATENbHO NPOBOAWMT WCCMNEdOBaHWS, OLeHWBaeT pesynbTaTbl,
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

MOJIyYEHHbIE UM JIMYHO M APYIMMU 3KCnepTamu, U hopMynMpyeT BbiBOAbl OTHOCUTENBLHO MOCTaBMEHHbIX BOMPOCOB B
npeaenax CBOUX creumnanbHbIX 3HaHWM.

9. PesynbTaTbl 3KCNepTM3bl NEKApPCTBEHHOrO CPeAcTBa OOPMIISOTCS 3akMoYeHMEM KOMWUCCUMM 3KcrepToB. B
3aKIMHOYEHUN KOMUCCUM 3KCMEPTOB YKa3bIBAOTCA NepeyeHb UccnenoBaHuii, 00bemM NPOBEAEHHbIX KaXabiM 3KCNepTOM
NccnefoBaHWUA, YCTaHOBIIEHHbIE KaXabIM M3 HUX (paKTbl U coenaHHble B pe3ynbTaTe UCCNeAoBaHNA BbIBOAbI. JKCMEpT,
MHEHMEe KOTOpOro He coBnadaeT C PeLleHMEM KOMUCCMU 3KCMepTOB, BrNpaBe Bblpa3nTb CBOE MHEHWE B NMUCbMEHHOW
dopme, KoTopoe NpMobLLIaeTCs K 3aKMOYEHNI0 KOMUCCUN SKCNEPTOB.

10. OkcnepTbl, BXOAsLWME B COCTAB KOMWUCCUMM, NpepynpexpalTcs o6 OTBETCTBEHHOCTU B COOTBETCTBUMU C
3akoHopaTensctBoM Poccuiickoii  denepaumMnm 3a  [gady  3aKM4YeHUsl, cofiepXallero HeobOCHOBaHHble UM
hanbcnpULMPOBaHHbIE BbIBOAbI, O YEM OHU AAOT MOAMMUCKY.

11. OnpeneneHne ypoBHSA NPOdECCMOHaNbHOM NOAroTOBKU 3KCTMIEepPTOB M aTTecTauus UX Ha npaBo NpoBedeHus
3KCMEepTU3bl JIeKapCTBEHHbIX CPEeACTB OCYLUECTBISOTCA 3KCNEPTHO-KBANMMUKALMOHHBIMYA KOMUCCUAMW B NOPSAKE,
YCTAHOBJIEHHOM COOTBETCTBYIOLIMM YMOSTHOMOYEHHBIM (defeparibHbiM OpraHoM WMCMOSIHUTENbHOW BracTu. YpPOBEHb
NpogeCcCMoHanbHOM NOATOTOBKN 9KCNEPTOB NMOAMEXUT NEPECMOTPY YKasaHHbIMM KOMUCCUSIMU HE pexe YeM OauH pas B
nATb NeT.

12. MNpaBuna NpoBefeHNs1 IKCNEPTU3bl NEKAPCTBEHHBLIX CPEACTB M OCOOEHHOCTU 3KCMEPTU3bl OTAENbHbLIX BUAOB
nekapCTBeHHbIX npenapaTtoB (pedepeHTHbIX EKapCTBEHHbIX MpenapaTtoB, BOCMPOU3BEOEHHbIX eKapCTBEHHbIX
npenapaTtoB, OMONOrMYeckUx neKkapCTBEHHbLIX MpenapaTtoB, OuoaHanoroBbix (6MONOAOGHBIX) NeKkapCTBEHHbLIX
npenapatoB (6uoaHanoroB), romMeonaTUYecKUX FEKapCTBEHHbIX MpenapaTtoB, JeKApCTBEHHbIX PaCTUTENbHbIX
npenapaToB, KOMOMHaLWIA NeKapCTBEHHbIX NpenapaToB), (POpMbl 3aKMHOYEHMI KOMUCCUMU 3KCMEPTOB yCTaHaBNNBAKOTCA
COOTBETCTBYIOLLUM YNONTHOMOYEHHBIM doeeparibHbIM OPraHoOM UCMONTHUTENLHOM BNACTy.

(4acTb 12 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

Cratba 17. MNMopaya U paccMoTpeHue 3asiBNIEHUA O rocyfapCTBEHHOM perucrtpauuu JieKapCTBEeHHOro
npenaparta gfisi BeTepUHapHOro npMmMmeHeHus
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ona rocygapCTBEHHOW peructpauuu fnekapcTBEHHOro npenapata Ans BeTepuHapHOro MNpUMeEHeHUs
pa3paboTunK Takoro IieKapCTBEHHOro npernapaTta Wnu yrnosiHOMOYEHHOE MM Opyroe ropugudeckoe nuuo (ganee B
HacTosLLEeN cTaTbe - 3asBUTENb) NMPeACTaBnseT B YNONHOMOYEHHbIN dbeaepanbHbli opraH MCMOMHUTENbHOW BriacTH,
OCYLLECTBASOLWUNA rOCYyJapCTBEHHYIO PErMcCTpaLmnio NeKapCTBEHHbIX NpenapaTtoB ANd BETEPUMHAPHOTO NPUMEHEHUs, B
3NEKTPOHHON hopme unmn Ha OymakHOM HOCUTene 3asdBreHWEe O TOCYLAPCTBEHHOW perncrpauum NekapcTBEHHOro
npenapata AN BETEPUHAPHOro MPUMEHEHUs, a Takke B [OOpsdKke, YCTAHOBMEHHOM COOTBETCTBYHOLLUM
YMOSTHOMOYEHHbIM (befeparnbHbiM OPraHOM MWCMOSTHUTENBHON BIiAcTW, B 3NEKTPOHHOW OpMe unmM Ha OyMakHOM
HocuTene HeobxoaMMble OKYMEHTbI, N3 KOTOPbIX (hOpMMUPYETCS perncTpaumMoHHOe OOChEe Ha NEKapCTBEHHbI Npenapar
Ons BETepMHapHOro nNpMMeHeHus.

2. B 3aaBneHun o FOCWJ,apCTBeHHOIZ perncTpaunmn nekapCTtBeHHOro npenaparta ana BeTepnHapHoOro npMMeHeHus
YKa3blBarOTCA:

1) HaummeHoBaHMEe M agpec 3asBUTEns, paspaboTuMka WM NPOU3BOAMTENS JEeKapCTBEHHOro npenaparta Ans
BETEPUHApHOrO MNpPMMEHEeHUss M agpec MecTa OCYLIEeCTBMEHWs MNPOW3BOACTBA J1€KApCTBEHHOro npenaparta Ans
BETEPMHAPHOrO MPUMEHEHUSI (B CNyYae HanuMyuMsi HECKOMNbKMX YYaCTHWKOB rMpolecca Mnpou3BoAcTBa HeOb6XOAMMO
yKasaTb KaXJ0ro u3 Hux);

2) HauMmeHOBaHMe JNeKapCTBEHHOro npenapaTa Ans BeTepuHapHOro npuMMeHeHust  (MexayHapoaHoe
HenaTeHTOBaHHOE, UNW rPYNNMPOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HAUMEHOBAHMS);

3) nepeyeHb OEWCTBYIOLLMX U BCMOMOraTenbHbIX BELLECTB, BXOAALMX B COCTaB NlekapCTBEHHOro npenapara ans
BETEPVHAPHOTO MPUMEHEHMS, C YKasaHUEM KONUYECTBA KaXOoro 13 HuX;

4) NneKapcTBeHHas cbopma, O0O3npoBKa, crnocobbl BBEAEHUS U NPUMEHEHNA, CpOK rogHOCTU JeKapCTBEHHOIo
npenaparta gnha BeTepnHapHOro npuMmeHeHuA,;

5) cbapmakoTepaneBTuyeckas rpynna;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

6) HeobxoOMMOCTb MPVMMEHEHUS] YCKOPEHHOW npouedypbl 3KCMEpPTU3bl JIEKAPCTBEHHbIX CPEACTB B LENsX
rocyaapcTBEHHON perncTpaLumnmn nekapcTBeHHOro npenapara;

7) KON OOKYMEHTOB, NoATBepXAakwWwmnx ynnaty FOCWJ,&pCTBSHHOVI NOLWJTNHbBIZ

a) 3a MpoBedeHMEe SKCMEepPTU3bl KauyecTBa NEeKapCTBEHHOro CPeacTBa M IKCMepTM3bl OTHOLLEHWUA OXWOaeMoi
Nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUsI NEeKapCTBEHHOro npenaparta Ons BeTepuHapHOro MpUMEHEHUs Mpu ero
rocyaapcTBEHHON perncTpaumu;

6) 3a Bblgayy perMcTpaurMoHHOro YA0CTOBEPEHUS NIEKAPCTBEHHOMO Npenapara;

8) Hanunume cornacusi, NpegyCMOTPEHHOIO 4acTblo 7 HACTOsILLEN CcTaTbW, €CNM C MOMEHTa perncrpauum
pedepeHTHOro NeKkapCTBEHHOIO Npenapara Ans BeTepUHapPHOro NPUMEHEHUS NPOLLNO MeHee YeM LLIECTb NeT.
(B pea. PepepanbHoro 3akoHa oT 13.07.2015 N 241-93)

KoHcynbTaHTlntoc: npumevaHue.
C 01.01.2021 B @63. 1 4. 3 cT. 17 BHOCATCH M3meHeHus (P3 o1 27.12.2019 N 478-D3).

3. PeFI/ICTpaLI,I/IOHHoe OOoCbe B Lendax 3KCnepTusbl NekapCTBeHHOro npenapara gnda BeTepnHapHOro npuMmeHeHua
Q)OQMMQMGTCH M3 cnenyrwmx JOKYMEHTOB!

KoHcynbTaHTlINt0C: npumMmevaHme.
C 01.01.2021 B n. 1 4. 3 cT. 17 BHOcATCA n3MeHeHus (P3 o1 27.12.2019 N 478-03).

1) Konns NUULEH3MM Ha NPOU3BOACTBO fEKAPCTBEHHbLIX CPEACTB, BblAaHHOW NPOWU3BOLAMTEND PErMCTPUPYEMOro
neKkapcTBEHHOro npenapaTta Ana BETEPUHAPHOro NPUMEHEHMNS, NS POCCUNCKUX MPOU3BOANTENEN;
(n. 1 B pea. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-93)

KoHcynbTaHTlNt0C: npumMmevaHme.
C 01.01.2021 B . 2 4. 3 cT. 17 BHOocATCA n3MmeHeHus (P3 o1 27.12.2019 N 478-03).

2) Konusa NUUEH3NN Ha NPOU3BOACTBO NEKapCTBEHHbIX CPeacTB, BblAaHHOW NpoM3BOAMTENO hapMaLeBTUYeCKon
cybcTaHLmMn, BXOASILLEN B COCTaB PErMCTPMPYEMOro NekapCTBEHHOro npenapaTta Ans BeTEpUHaApHOro NpUMeHeHNst, Ans
POCCUNCKMX NPON3BOANTENEN;

(n. 2 B pea. PepepanbHoro gakoHa ot 04.06.2018 N 140-93)

2.1) Konmusa [OOKYMEHTa, BblAAHHOTO YMOSIHOMOYEHHLIM OpraHoM CTpaHbl MPOU3BOAMUTENS [AONS  KaXKAoW
NPOM3BOACTBEHHOW NMOLWAAKN PErucTpupyemMoro NnekapcTBEHHOro npenapata Afs BETEPUHAPHOTO MPUMEHEHUS Y
NoATBEpXKAaloLWero CoOOTBETCTBME NPOM3BOAUTENS feKapCTBEHHOro npenapaTta TpeboBaHusIM OpaBuil Hagnexallen
NPON3BOACTBEHHOWN MPAKTVKN, N €r0 NepeBO Ha PYCCKUA A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM Nopsiake, a Takke Konus
3aKNOYeHns O COOTBETCTBUM NPOU3BOAMTENS NEKapCTBEHHbIX CPeACcTB TpeboBaHuAM npaBwun  Hagnexaiiew
NPOM3BOACTBEHHOW MPaKTUKWU, BbIGAHHOMO YMOMHOMOYEHHbIM dedepanbHbiM OpraHoM MCMOMHUTENbHOW BNactu Ang
KaXgon npou3BOACTBEHHOW NMOLWAAKM PEerncTtpupyemMoro nekapCTBEHHOro npenapata [Ans  BeTepuHapHOro
NPUMEHEHNs, MO0 KOMUSA peLleHUs O MNPOBEAEHUN WHCMEKTUPOBAaHUS MPOU3BOAMTENS NEKapCTBEHHbIX CPeacTs,
MPUHATOrO YMNONMHOMOYEHHbIM (befepanbHbiM OpraHoM WCMOMHUTENbHOW BNAacTu AN KaXOoW NPOW3BOACTBEHHOM
NMOLWaaKkM perncTpMpyemMoro fiekapCTBEHHOro npenaparta AN BeTepUMHApHOro MpuMeHeHusl. YKasaHHble OOKYMEHTb
npeacTaBnalOTCa B Cryyae, ecnv NpPOu3BOACTBO feKapCTBEHHOro npenapaTta OCyLecTBAseTcs 3a npeaenamu
Poccuiickon ®epepauuu;

(n. 2.1 BBegeH dPepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

2.2) Konus OOKYMEHTa, Bbl4AHHOMO YMOSIHOMOYEHHbIM OPraHOM CTpaHbl Npou3BoAuTENst dapmaueBTUYECKON
cybcTaHumMm 1 NoATBEPXKAALLErO COOTBETCTBME NPOM3BOANTENS (hapMaLleBTUYECKON cyGCTaHUmW, BXOASLLEN B COCTaB
PEerMcTpMpyeMoro nekapcTBEHHOro npenaparta O BeTepuHapHOro npumeHeHusl, TpeboBaHNAM NpaBun Hagnexallen
NPOU3BOACTBEHHON NPAaKTMKKA, U Ero NepeBof Ha PYCCKUA A3blK, 3aBEPEHHbIE B YCTAHOBMEHHOM Mopsake, B criyyae,
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

ecnv npou3BoacTBo hapMaLeBTUYECKON cybCcTaHLMM ocyLLecTBNsAeTca 3a npegenamm Poccuinckon degepaumu;
(n. 2.2 BBegeH dPepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

3) NPOEKT HOPMaTUBHOIO JOKyMEHTa Ha ﬂeKapCTBeHHbIIZ npenapart gna BeTepnHapHOro npuMeHeHuA;

4) [OOKYMEHT, coaepxawun cnegywwy uHdopMauMio o  dapmaueBTMyeckon  cybcTaHumm — unu
(*)apMaLl,eBTI/I‘-IeCKI/IX Cy6CTaHLI,VI9|X, BXOOALWMX B COCTaB JIeKapCTBEHHOro npenaparta Aanda BeTepnHapHOro npuMeHeHus:

a) HaMMeHoBaHWe (hapMaLeBTUYECKON cyOcTaHuuW, ee CTpyKTypa, oblime cBowcTBa (Mpw rocyaapCTBEHHON
pervctpaumm MMMYHOBMONOIMYECKMX NIEKapCTBEHHbIX NMpenapaToB Af1 BETEPMHAPHOIO NPMMEHEHUs NpeacTaBnsTCs
cBefeHus O LWTaMMe, BKIYas ero HaMMeHoBaHne, MHOpMaLuio O MPOUCXOXAEHUW, Ero CBOMCTBAX, XapakTepuUCTMKax
N MecTe AenOHMPOBaHNS);

(B pea. PenepanbHoro zakoHa ot 02.08.2019 N 297-03)

0) HaMMeHoOBaHWe N agpec NPoM3BOAUTENS;

B) TeXHONnorma npom3Boactea C OMMCaHMeM cragumn npon3sBoacTBa M MEeTOAOB KOHTPONIA Ha BCeX CTaguAax
npon3BoacTBa,

r) MHdopmauus o npumecsax (He npencTaBnseTcs Npy rocygapCTBEHHOW permctpaumm MMMYyHOBUONOrMYeckux
nekapcTBEHHbIX NpenapaToB Ansi BETEPUHAPHOTO NPUMEHEHUS);
(B pea. PenepanbHoro zakoHa ot 02.08.2019 N 297-03)

A) cneunduKaumsa Ha hapMaLeBTUYECKyo CyOCTaHUmMIo (He NpeacTaBnseTcs Npu rocyaapcTBEHHON perncTpaumm
UMMYHOBMONOrMYECKNX NekapCTBEHHbIX NpenapaToB Ans BEeTePUHapHOro NpUMeEHeHNs);
(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

6‘) onncaHne MeToaunkK KOHTPOJ14 Ka4yeCTBa,

X) pesynbTaTbl aHanu3a cepwuii papmaueBTUYeCcKon cyBCTaHuMM (He NpeacTaBnAlTCA NPW rocygapCTBEHHOM
peructpaumm UMMyHOOMONOTMYECKNX NEKapCTBEHHbIX NpenapaToB A BETepMHAPHOro NpUMeEHeEHUS);
(B pea. PenepanbHoro zakoHa ot 02.08.2019 N 297-03)

3) nepeyvyeHb CTaHAapTHbIX o6pa3u,os nnn BelecTB, NCMNOJIb3yeMbIX NMPU OCYLLECTBITIEHUN KOHTPOSA Ka4yeCTBa,
I/I) onncaHme XapakTtepucTtuk 1 CBOWCTB YNaKoOBOYHbIX MatepunarsroB 1 YKYyNnOpPO4YHbIX CPeACTB;

K) AaHHble O CTabunbHOCTW (He MPeACTaBMSNTCA MPUM rOCyAapCTBEHHOW peructpaumm MMMYHOBMONOrMyeckmx
nekapCTBEHHbIX NpenapaToB AfS BETEPMHAPHOro NpUMeHeHns);
(B pea. PenepanbHoro zakoHa ot 02.08.2019 N 297-93)

1) CPOK FOAHOCTM, YCIIOBUSI XPaHEHWS;

5) oTyeT O pesynbTaTax AOKIUMHUYECKOrO WCCNeaoBaHWs NeKapCTBEHHOro cpeacTBa AN BeTepuMHapHOro
NPUMEHEHWS, BKMOYaOWUA OnMcaHne MeTOAO0B OnpeferneHuUst OCTaTOYHbIX KONMWYEeCTB AeNCTBYHLLEro BeLllecTsa
(oencTeyloWMX BeLleCTB), AOCTUralllero (OOCTUraloLWmx) CUCTEMHOIO KPOBOTOKA, B MPOAYKUMM >KMBOTHOrO
NMPONCXOXAEHMA MOCne NPUMEHEHWs TaKoro fieKapCTBEHHOrO CpeAcTBa, a Takke AOKyMeHTarbHOe MOATBepXAeHue
(Banugaums) ykasaHHbIX METOO0B;

(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

6) oT4yeT O pesynbTaTax KIMHUYECKOTO WCCNEeAoBaHUs JeKapCTBEHHOro npenapaTta Ans BeTepUHapHOro
NMPUMEHEHNS Y KaXKOoro Buaa K1BOTHbIX, YKa3aHHbIX B MHCTPYKLMM MO BETEPUHAPHOMY MPUMEHEHMIO;

7) NPOEKT MHCTPYKUMM MO BETEepUHAPHOMY MPUMEHEHMI0 NekapcTBEHHOro npenapara, codepxallei crneayoLime
cBeaeHus:

a) HauMeHOBaHVe feKapCTBEHHOro npenapaTa [Afle  BETEpPUHApPHOro MpUMeHeHus (MexpyHapogHoe
HenaTeHTOBaHHOE, UMW rPYNNMPOBOYHOE, UM XMMUYECKOE 1 TOProBOe HauMeHOBaHus);
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

6) nekapcTBeHHasi hopma C ykasaHMEM HaMMEHOBAHWUI U KOJIMYECTBEHHOIO COCTaBa OEWCTBYIOLLMX BELLECTB U
Ka4yeCTBEHHOro CocTaBa BCMOMOraTernbHbIX BELLECTB;

B) onncaHume BHeLUHEero Bnaa nekapCcrBeHHOro npenapara gna BetTepnHapHOro npuMeHeHua,

r) capmakoTepaneBTUYecCKass rpynna IeKapCTBEHHOro mnpenapata Ans BETEepPUHAPHOrO MPUMEHEHUS UMK
yKkasaHue "romeonaTtu4eckuii nekapCTBeHHbIV npenapar”;

A4) dapmakoguHammMka W papMakokMHeTUKa (3a  WCKIoYeHMEM  (hapMaKOKUHETUMKM  roMeonaTUdecKkmx
NeKapCTBEHHbIX MpenapaToB M pacTUTESIbHbIX JIEKAPCTBEHHbLIX MPenapaTtoB) UMM OnucaHue UMMYHOGMOMOrMYeCKUxX
CBOWICTB NeKapCTBEHHOrO npenapara;

€) nokasaHus Ans NPUMEHEHNS;

) NPOTMBOMOKa3aHWsA AN NPUMEHeHNs;

3) Mepbl NPEAOCTOPOXHOCTM MPY NPUMEHEHUMU;

N) ykasaHWe BO3MOXHOCTUM M OCOBEHHOCTEN MPUMEHEHUs] Yy BEepPEMEHHBIX XMBOTHbIX, Y >XMBOTHbIX B Nepuof
nakTaumu, y NoTOMCTBA XUBOTHbIX;

K) peXuM [031poBaHus, crocob BBeOEHUS U NPUMEHEHUS, NPU HEOBXOAUMOCTM BpeMsi npuema NiekapCTBEHHOro
npenapara Ansi BETEpUHAPHOIO NPUMEHEHWS, NPOAOIPKUTENBHOCTb NTEYEHNS;

J'I) BO3MOXHble MOOOYHbIE OENCTBUS, HexenaTterbHble peakuun npn npMMeHeHunn rnekapCTBeHHOro npenaparta
And BeTepnHapHOro npMMeHeHuns;

M) CUMNTOMbI NEPEA03VPOBKU, MEPbI MO OKa3aHUIO MOMOLLM NpU Nepeao3MPOBKE;
H) B3aMMOAENCTBME C APYrMMU NEKapCTBEHHLIMU NpenapaTaMu 1 (Mnn) KopMamu;
0) bopMbI BbIMycKa JIekapCTBEHHOrO NpenapaTa Afsi BeTepUHApHOro NpYMeHeHWs;

n) ykasaHue (npu Heo6xoOMMOCTU) 0COGEHHOCTEN OeiCcTBMSA NeKkapCTBEHHOro npenapaTa ONs BeTepyHapHOro
NpUMEHeHVs1 Npu NEPBOM NpUEME UK MPU Ero OTMEHE;

p) onucaHue (npy Heob6XxoaMMOCTU) AEUCTBMI cneumanicTa B obnactu BeTepnHapum, BnagenbLa XMBOTHOMO npu
nponycke npvemMa o4HON UNW HECKONbKUX 03 NeKapCTBEHHOro npenapaTa Afs BeTepPUHaApHOro NpUMeHeHns;
(B pea. PenepanbHoro zakoHa ot 02.08.2019 N 297-03)

C) CPOK TrogHOCTM W YyKasaHue Ha 3anpet npuMeHeHua JeKapCTBEeHHOro npenaparta Ana BeTepuHapHOoro
npuMeHeHna Nno NcteveHnn Cpoka rogHoCTH;

T) YCNOBUS XpaHeHUsi;

y) yKasaHue Ha HeobXOAMMOCTb XpaHeHUs NeKapCTBEHHOro npenaparta AN BeTEepUMHApHOro MpUMEHEHMs B
MecTax, HeOCTYMHbIX ANsA AeTen;

&) ykasaHue (npy Heo6xoaAMMOCTK) crieumasbHbIX Mep NPeaoCTOPOXKHOCTY NMPU YHUUTOXEHNW HENCTONb30BaHHbIX
NeKkapcTBEHHbIX NpenapaTtos Ans BeTEPUHAPHOIO NPUMEHEHNS;

X) CPOKM BO3MOXHOIo MCNONb3oBaHUA NpPOAYKUMU XXMBOTHOIO MNPOUCXOXOEHUA nocne BBeOEeHUA XMBOTHOMY
JIeKapCTBEHHOrO Nnpenaparta anAa BeTepunHapHOro npuMeHeHu4;

L) yCnoBus OTnycka;

4) HaMMEHOBaHWA U afpeca NPOW3BOACTBEHHbIX MIOLLAA0K NPOWU3BOAUTENS JIEKAPCTBEHHOrO Npenapata Ans
BETEPVHAPHOTO NPUMEHEHWS;

LIJ) HanMmeHoBaHue, agpec opraHunsauunu, yI'IOJ'IHOMOLIeHHOIZ aepxarenem unn BnagenbuemMm perncrtpaumoHHOro
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

YAOCTOBEPEHMs NTEKapCTBEHHOTO MNpenapaTta Ha NPUHSTUE NPeTEH3UI OT NoTpebuTens;

8) NPOEKTbl MaKeToB I'IepBW-IHOI7I ynakoBKM U BTOpM‘-IHOIZ ynakoBKM NeKapCTBEHHOro npenaparta Aand
BEeTEepPMHaApPHOIo NpMMeHeHus,

9) cneayowme cBeaeHNs o NekapCcTBEHHOM npenaparte Ans BeTePMHAPHOro NPUMEHEHUS:

a) onucaHve n cocTaB NIeKapCTBEHHOIO Npenapara A9 BETEPUHAPHOrO NPUMEHEHNS;

0) onucaHne hapmaLeBTUYECKON pa3paboTku;

B) onuMcaHue npouecca Npon3BoACTBa M ero KOHTPOIS, NOANMCaHHOE B NopsiaKke, YCTaHOBNEHHOM B COOTBETCTBUM
C yacTbto 1 HacTosiLen cTaTby;

(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

) onMcaHWe KOHTPOMS KPUTUYECKUX CTaguMn MpPOM3BOACTBA W MPOMEXYTOYHOM NpOAYKUWUW, MOAMUCAHHOE B
nopsigke, yCTaHOBIIEHHOM B COOTBETCTBUM C YacTblo 1 HAcToSALLEN CTaTby;
(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

) HaumeHoBaHUS M agpeca paspaboTyuuka, gepxartenss wnuv Bnagenbla perMcTpauMoHHOrO YAOCTOBEPEHWS
nekapCTBEHHOro npenaparta, MpPOU3BOACTBEHHbLIX MNMOWAA0K MNPOM3BOAMTENS IEeKapCTBEHHOro npenapaTta Ans
BETEPVHAPHOIO MNPUMEHEHWsT C YyKasaHWMeM CTaguiA  TEXHOJOTMYECKOro  Mpouecca, OCYLeCTBMASiEMbIX Ha
NMPOM3BOACTBEHHbIX MIOLLaAKaxX NPOM3BOAMTENS NTEKapCTBEHHOTO Npenapara 4119 BeTEPMHAPHOIO NPUMEHEHUS;

(B peqa. PepepanbHbix 3akoHOB OT 13.07.2015 N 241-93, ot 02.08.2019 N 297-93)

€) hapmaLieBTH4EeCKasi COBMECTUMOCTb;

X) MUKPOBUNONOrMYeCcKkme XapakTepuCTmKu;

3) MaTepwuarnbHbIi 6GanaHc Anst NPOM3BOACTBA CEPUUN FOTOBOIO NPOAYKTa;

n) onMcaHne XapakTepPUCTUK U CBOMNCTB YNAaKOBOYHbIX MaTEpmanoB N YKYMOPOYHbIX CPEACTB;

K) LOKyMeHTarnbHoe noaTsepxaeHune (Banngauus) npoLeccoB 1 (Unn) nx oLeHKa;

n) TpeboBaHMA K KayecTBYy BCMoMoraTerbHblX BeLlecTB (cepTudumkaTt, crneuudukaums Ha BcrioMoraTerbHble
BelLecTBa U nx obocHoBaHue);

M) aHanmTn4yeckne MeToaukn, ucnonb3yemble Npu OCYLUeCTBIIEHUN KOHTPONA KaydeCTBa BCNoMoratesibHbIX
BeLlEeCTB;

H) JOKYMEeHTanbHoe NoATBepXAeHNe (Banuaauust) aHannTU4eckmx MeToamuK, UCNonb3yeMblX MNPy OCYyLLECTBNEHUN
KOHTPONS KayecTBa BCNoOMOraTesbHbIX BELLECTB;

0) nHdopMaLms 06 UCNonb3oBaHNM BCNOMOraTernbHbIX BELLECTB YENOBEYECKOrO U XMBOTHOMO MPOUCXOXOEHWS;
n) ytpatun cuny. - PegepanecHbivi 3akoH ot 02.08.2019 N 297-03;

p) TpeboBaHUsi K KayecTBYy JIeKapCTBEHHOrO Mpenapata Afs BeTEepVMHapHOro npuMeHeHus1 (cepTudukar,
cneumdurKauus Ha NekapcTBEHHbIN NpenapaT U ux o6ocHoBaHUE);

C) aHannTn4eckne MeToauku, ucnoribdyemMmble TMpu OCYLLeCTBNEHUN KOHTPOJA KadvecTBa JieKapCTBEHHOro
npenaparta gnha setTepnHapHOro npuMmeHeHuA,;

T) OOKyMeHTallbHOe noaTBepXxaeHue (BaJ'II/I,D,aLLI/Iﬂ) aHannTn4ecknx MeToguk, ncnosrb3yeMbiX Npu oCyLecTBlIeHNN
KOHTPONA Ka4eCTBa J1eKapCTBEHHOro npenaparta anda BeTepnHapHoOro npuMeHeHua,

y) AOKYMEHT, NOATBEPXKAAloLLMA KayeCTBO JIeKapCTBEHHOro npenapara TpexX NpPOMbILLIIeHHbIX cepuit (MpoToKon
aHanusa unu ceptTuduKaT aHanusa), ogHa Cepusi KOTOPOro AOSbkHa coenagaTb ¢ cepuent obpasua nekapCTBeHHOro
npenapaTta, NO4aHHOIO Ha PerncTpaumio;

www.consultant.ru Crpanuua 26 u3 103
HafeXXHaa npaBoBas noaAepXXkKa


consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512539CFB56AD2E776F8766276AB57DC951A846CBEE705EE4867BA5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512539CFB56AD2E776F8766276AB57DC951A846CBEE705EE4867BA5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512539CFB56AD2E776F8766276AB57DC951A846CBEE705EE48172A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512539CFB56AD2E776F8766276AB57DC951A846CBEE705EE48172A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF25125197F956A620776F8766276AB57DC951A846CBEE705EE48772A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF25125197F956A620776F8766276AB57DC951A846CBEE705EE48772A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512539CFB56AD2E776F8766276AB57DC951A846CBEE705EE48173A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512539CFB56AD2E776F8766276AB57DC951A846CBEE705EE48173A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512539CFB56AD2E776F8766276AB57DC951A846CBEE705EE48170A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512539CFB56AD2E776F8766276AB57DC951A846CBEE705EE48170A5CA2CDD1E4D1E183FA1745591B134H5M6H
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

&) xapakTepucTtuka npumecen;

X) nepeyvyeHb CTaHOAPTHbIX o6pasu,os, NCMNoJib3yeMblX Mpu OCYLLEeCTBIIEHUN KOHTPONA KavyeCTBa JIeKapCTBEHHOIO
npenaparta gnhsa BeTepnHapHOro npumeHeHuA,

11) AaHHbIE O CTabWUMbLHOCTU NEeKapCTBEHHOro npenapaTa AMs BETePUHaAPHOro NPUMEHEHUS;

10) konusi OOKYMEeHTa, cofepallero MHOopMauumio O HanuuMum unn ob OoTCYTCTBUM hakToB perucTpauuu
nekapcTBEHHOro npenapara Ans BeTepuHapHoro NnpumeHeHus 3a npeaenammn Poccuiickoin denepaumu;

11) cornacve B nUCbMeEHHOW dhopme, NpesyCMOTPEHHOE YacTblo 7 HaCTOSLWEN CTaTbW, B Criydyae perucrpaumm
BOCMNpOM3BEEHHOrO NekapCcTBEHHOro npenapara;
(B pea. PenepanbHoro zakoHa ot 13.07.2015 N 241-93)

12) konua OOKYMEHTa Ha PYCCKOM $3blKe, 3aBEPEHHOr0 B YCTAHOBMEHHOM Mopsgke M MNOATBEpXAaloLero
NMPaBOMOYHOCTb 3asiBNIEHMs1 O rOCyOapCTBEHHOW perucTpauuyM nekapCTBEHHOro npenapaTta And BeTepuHapHOro
NPUMEHeHUs (JOBEPEHHOCTD);

13) cBegeHMss O TrOCYyAapCTBEHHOW peructpauun  reHHO-MHXEHEePHO-MOANMULMPOBAHHBIX  OPraHM3MoB,
npedHasHayeHHbIX AMs BbiMyCka B OKpyXawwyk cpegy (Npy rocygapCTBEHHOM perncrpaumm nekapcTBEHHbIX
npenapaToB AMs BETEPMHAPHOrO NPUMEHEHUs, NOMNYYEHHbLIX C NMPUMEHEHUEM FEHHO-MHXEHEPHO-MOANMULMPOBAHHBIX
OpraHn3moB Unn coepXaLlmx Takme opraHu3Mbl).

(n. 13 BBegeH PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

4. Tlpn NpoBeOeHUN YCKOPEHHOW MNpOoLeaypbl 3KCMEepPTM3bl FIEKAPCTBEHHOrO npenaparta Ans BETEpPUHApPHOro
NPUMEHEHNsT B LENsaX ero rocyaapCTBEHHOW perucrtpauMmM BMECTO oT4yeTa paspaboTtymka o pesynbTaTtax
OOKIMMHUYECKOTO  UCCNegoBaHUsl NeKapCTBEHHOrO cpeactBa  Afs BETEPUMHAPHOTO  MPUMEHEHUs MOXeT ObiTb
npefctaBneH 0630p Hay4HbIX paboT O pesynbTaTax OOKIMMHUYECKOrO UCCIeoBaHUs peddepeHTHOro nekapCTBEHHOMO
npenapata [Anis BETEPVMHAPHOrO MNPUMMEHEHWS,, @ BMECTO OT4yeTa O pesyfbTaTtax KIWHWYECKOro WuccrnegoBaHus
nekapCTBEHHOro mnpenapata [Ans  BEeTEepUMHapHOrO  MPUMEHEHUA OT4eT O  pesynbratax MCCneaoBaHum
OMO3KBUBANEHTHOCTM BOCNPOUN3BELEHHOTO NIEKAPCTBEHHOIO Npenapara Ansi BeTEPUHAPHOIO NPUMEHEHMS.

(vacTb 4 B pen. PenepanbHoro zakoHa ot 02.08.2019 N 297-93)

5. Ha akcnepTusy pasnuuHbiX rekapCcTBeHHbIX (hopM OOHOro W TOrO Xe JleKapCTBEHHOro npenaparta Ansg
BETEPMHAaPHOro NMPUMEHeEHUs 3asiBUTENb NPeACTaBnAeT OTAelNbHblEe 3aABMEHUS U PerncTpaLnoHHbIe JOCbE Ha Kaxayto
nekapcteeHHyto copmy. lNpn ycnoBum OOHOBpPEMEHHOW nojadyn Ha 3SKCMepTudy OOHOW rekapCTBEeHHOW opMbl C
pasnuMyHbIMU JO3MPOBKOW, KOHLIEHTpaumen, o6 bemMoOM 3asBUTENb NPEeACTaBNsAeT O4HO 3asiBleHNe U perncTpaunoHHoe
[ocbe C MPUNOXEeHWeM MaKeToB NEepBUYHOM YNAKOBKM M BTOPWYHOW YMakoBkW. Ha makeTax nepBMYHOM YMNaKOBKU M
BTOPVMYHOW YNaKOBKW YKa3blBAOTCA BCE NPOU3BOAMMbIE AO3MPOBKM, KOHLUEHTpauuu, obbembl M KONMYeCTBO A03 B
yraKoBKe fieKapCTBEHHOro npenapara ans BeTepMHaApHOro NPUMEHEHNS.

(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

KoHcynbTanTlnoc: npumeyanme.
C 01.01.2021 4. 6 cT. 17 nanaraetcsa B HoBon pegakunn (93 o1 27.12.2019 N 478-d3).

6. 3aaBuTenb BnpaBe NpeacTaBuMTb MO COOCTBEHHOW MHMLMATMBE BMECTE C 3asiBIIEHWEM O roCyAapCTBEHHON
perncTpauum nekapcTBEHHOro npenapata Ans BEeTEepUMHapHOro NpPUMEHeHWs OOKYMEHTbI, noATrsepXaatolime ynnaty
rocyqapCTBEHHOM MOOLWAWHLI U YKasaHHble B MyHKTE 7 4YacTu 2 HacToswen ctatbn. B cnyvyae ux HenpeactasneHus
COOTBETCTBYIOLLMIA YNONHOMOYEHHbLIN dhefepanbHbii OpraH UCMOMHUTENLHOW BRacTM npoBepsieT (akT ynnaTtbl
3asBMTENEM rocyaapCTBEHHOW MOLUNNHBI MOCPEeACTBOM WUCMOMb30BaHUS WHOpMauum ob ynnate rocygapCTBEHHOM
nownuHbl, copgepxailenca B ocyaapCTBEHHON WHMOPMALMOHHOW CUCTEME O rOoCyOapCTBEHHbLIX U MyHUUMNANbHbIX
nnaTexax, Ha OCHOBaHWW nNpeacTaBMeHHbIX 3asiBUTENeM KOMWA  AOKYMEHTOB, MOATBepXAalwux ynnaty
rocy1apCTBEHHOW MOLUSNHBI.

7. He ponyckaeTcs ucnonb3oBaHME B KOMMEPYECKMX LUensx WHdopmaumMum o pesynbTaTax AOKITMHUYECKUX
NCCNefoBaHUA  NeKapCTBEHHbIX CPeACTB U KIMHUYECKMX WCCNefoBaHWMM NEeKapCTBEHHbIX nNpenapaTtoB  Ans
BETEPMHAPHOrO MPUMEHEHWsl, NpeACTaBNEHHON 3asiBUTENEM ANs rOoCyAapCTBEHHOW PerncTpaumm fneKapCTBEHHbIX
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

npenapatoB, 6e3 ero cornacus B Te4yeHMe LWeCTU NeT C AaTbl rocydapCTBEHHOW perumcrpaumm pedgepeHTHOro
nekapcTBeHHoro npenapara B Poccuiickon ®egepauuu.

8. [HepxaTenb wnu Bnagenel perncrpauuoHHOrO YAOCTOBEPEHWUs] JIEeKapCTBEHHOrO npenapata Ang
BETEPMHAPHOIO NMPUMEHEHUS NPEACTaBNSAET B YNONIHOMOYEHHbIV dheaepanbHbIi OpraH UCMOMHUTENBHOW BNAcTy oTyeT
no pesynbtatam gapmakoHags3opa OAMH pa3 B LEeCTb MecsileB B TevyeHue [OByX eT Mocre rocyaapCTBEHHOMN
perncTpauum nekapcTBeHHoro npenapata B Poccuiickon ®epepauum, 3ateM eXerogHo B TeYeHMe Nocnenywmx Tpex
neT v B ganbHenweM OA4vH pa3 B Tpu roga.

(vacTb 8 BBeaeHa denepanbHbiM 3akoHoM oT 02.08.2019 N 297-3)

Crtatbs 18. MNMopaya M paccMoTpeHue 3asiBieHUsi O rocyAapCTBEHHOW perMcTpauMm nekapcTBeHHOro
npenaparta AN MeAULIMHCKOro NPUMeHeHus
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. [Ona rocygoapCTBEHHOM perncTpauum nekapcTBEHHOro npenapata Ans  MeauUMHCKOro  NpUMEHEHUs
topyanMyeckoe Nuuo, AeNCTBYOLLEE B COOCTBEHHBIX MHTEPECaxX UK YNONTHOMOYEHHOE NPEeACTaBNATbL NUHTEPECHI APYroro
IOPMAMYECKOTO NULA M 3asBMSIOLLEE JIEeKapCTBEHHbIM MNpenapaT Ha roCygapCTBEHHYK perncrpaumio (ganee B
HacToslLLIEN cTaTbe - 3asiBUTENb), NPeacTaBnseT B YNONTHOMOYEHHLIN defeparnbHbii OpraH UCMNONHUTENBHON BracTH,
OCYLLECTBMSILWUNA roCyAapCTBEHHYK PErMcTpaLmio NeKkapCTBEHHbLIX MpenapaTtoB A MEOULUHCKOrO MPUMEHEHUS!, B
3AMEeKTpOHHON opMe M Ha OymaXHOM HOcUTene 3asiBfieHWe O TOCydapCTBEHHOW perncrpaumm nekapCTBEHHOro
npenapaTta Ans MeuUUHCKOro NPUMEHEHWs, a Takke B nopsaake, YCTAHOBMEHHOM YNOMHOMOYEHHbIM dhefepanbHbIM
OpPraHoM WCMOSTHUTENbHOM BAacTU, B 3MNEKTPOHHOW hOopMe N Ha BYyMaXkHOM HocuTene HeoOXOAMMble OOKYMEHTbI, U3
KOTOpbIX POPMUPYETCSA PEMMCTPALIMOHHOE JOChE Ha fNlekapCTBEHHbIV Npenapar Anst MegULMHCKOTO NPUMEHEHNS.

(vactb 1 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. B zagBneHuu o FocyﬂapCTBeHHOﬁ pernctpaunmn nekapCrtBeHHOro npenapara anda meanuunHcKoro npnMmeHeHua
YKa3blBalOTCA:

1) HauMmeHOBaHWe, agpec 3asBuUTENss W NPOU3BOAMTENS FEKAPCTBEHHOro mnpenapara Ans MeauuUMHCKOro
NpUMeEHeHUs1, cBeaeHnsa 06 ux perncTpaumm B KadeCcTBe Hanoronnarterblinka B CTpaHe perncrpaumm (4ns poCCUNCKUX
OPUONYECKUX NUL, - NAEHTUPUKALMOHHBIN HoMep Hanoronnatenbwmka (MHH), ons MHocTpaHHbIX IOpUaANYECKMX NnL, -
CTpaHa perncrpauuu, HaMMeHOBaHNEe PErMCTPUPYIOLLErO OpraHa, permcTpauuoHHbIA HOMEP, KO4 HarnoronnaTenbLinka B
CTpaHe perucTtpaumu (MHKopnopawmun) U1 ero aHanor) n agpec Mecta OCyLLEeCTBIEHUSA NPOU3BOACTBA NEKapCTBEHHOMO
npenapaTa (B criyyae Hanmymsi HeCKOMbKMX yYaCTHMKOB MpoLecca ero npovM3BoacTBa HeOOXOoOAMMO yKasaTb KaXKaoro
y4acTHMKa B COOTBETCTBUM C OCYLLECTBIISIEMON CTagnen NpomM3BoaCcTBa);

(n. 1 B pea. PegepanbHOro gakoHa ot 28.12.2017 N 425-93)

2) HanMmeHoBaHWe JeKapCTBEHHOro npenaparta gnda MeguumHCKOro rnpuMeHeHuA (MemyHapop,Hoe
HenaTeHTOBaHHOe, Ui rpynnmupoBoYHOe, NI XMMU4YeCKoe N Toproesoe HaVIMeHOBaHVIﬂ);

3) nepeyeHb ﬂeﬁCTByDMMX 1 BCNoMoraTernbHbIX BEWECTB, BXOOALNMX B COCTAB JIEKapPCTBEHHOIO npenaparta ans
MeaUUNHCKOro npuMeHeHua, ¢ ykadaHuem Korm4yecTtBa KaXxaoro U3 HuX;

4) nekapcTBeHHasi oopma, A03MPOBKa, CMocobbl BBEAEHUS UM NMPUMEHEHWUsl, CPOK FOAHOCTU NEeKapCTBEHHOro
npenapata ans MeguLMHCKOro NpuMeHeHus:;

5) apmakoTepaneBTuYeckass  rpynna, Kog — aHaTOMO-TepaneBTUYECKO-XMMWYECKOW  Kraccudmkauum,
pekomeHaoBaHHOW BcemMupHOW opraHusaumen 34paBOOXpaHEeHus, 3asBnsemMble MnokasaHua Ans  npuMeHeHUs
JleKapCTBEeHHOro npenaparta gnda MeanumnHCKoro npuMeHeHus;

6) oTcyTCcTBME HeoGXoAMMOCTM NpedoCTaBlieHWs oTyeTa O pesynbTatax KIMHUMYECKOro uccrenoBaHus,
nccneaoBaHns 6MOSKBUBANEHTHOCTU NEKapCTBEHHOro npenapara, paspelleHHOro Ans MeAuLMHCKOro NpUMeHeHns B
Poccuiickoit denepaumm Gonee OBaguaTtu neT, ¢ ykasaHWeM HOPMAaTUMBHBLIX MPaBOBLIX aKTOB, MOATBEPXAatoLLMX
JAaHHbIN CPOK MPUMEHEHWS;

7) HeobxoaMmocTb ocbopMIieHNst paspelleHnss Ha BBO3 B Poccuickyto degepaumio KOHKPETHOW napTum
3aperucTpmpoBaHHbIX U (MNK) HE3aperncTpMpOBaHHbIX NEKAPCTBEHHbLIX CPEACTB, NPeAHAa3HaYeHHbIX A58 NpoBeAeHus
3KCMEePTM3bl NEeKapCTBEHHbIX CPEACTB B LIENAX rocygapCTBEHHON peructpauny;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

8) HeobXooMMOCTb MPOBeAEeHUs SKCNepTU3bl JOKYMEHTOB, NpeacTaBMeHHbIX AONs onpeaeneHnus BO3MOXHOCTU
paccmaTtpuBaTb NEeKapCTBEHHbIM npenapaT AN MEeAWLWHCKOrO MPUMEHEHUA MpU OCYLLECTBNEHUM roCyaapCTBEHHOM
perucTpaumm B kadectse opdaHHOro fekapcTBEHHOro npenapara;

9) HeoBXOAMMOCTb MPUMEHEHMSI YCKOPEHHOM MpoLedypbl OKCMEpTU3bl NEKapCTBEHHbIX CPEACTB B  LEMsX
rocyaapCTBEHHOMN PerncTpaLmm NekapCTBEHHOro npenapara;

10) KONMUK JOKYMEHTOB, MOATBEPXKAAIOLLMX YNNaTy rocyaapCTBEHHON NOLIMWHBI:

a) 3a NpoBeAeHMe 3KCNepTU3bl JOKYMEHTOB, NPEACTaBNEHHbIX AJ1si onpeaeneHns BO3MOXHOCTM paccmaTpvBaTh
NeKapCTBEHHbIN npenapaTt Ans MeAMLMHCKOrO NMPUMEHEHWUS MPU OCYLLECTBMEHUM FOCYAapCTBEHHOW pernctpauun B
kayecTBe opchaHHOro NekapcTBEHHOrO Npenapara;

6) 3a npoBefeHMe 3KCNepTM3bl KayecTBa NEKapCTBEHHOTO CPEACTBA WM 3KCMEPTU3bl OTHOLLUEHUS OXMOAEMOW
nonb3bl K BO3MOXHOMY pPWUCKY TMPUMEHEHUA NEKapCTBEHHOro npenapaTa, paspeweHHoro Ans MeguLMHCKOro
npumeHeHnst B Poccuiickon depepauumm bonee aesaguaTtu NeT, Npyv OCYLLECTBNEHUN FOCYLapCTBEHHOW perMcrpamm
nekapcTBEeHHOro npenapara;

B) 3a MpoBedeHMe 3KCNepTU3bl KayecTBa fieKapCTBEHHOrO CpeAcTBa M 9KCMepTM3bl OTHOLLEHMS OXuOaemow
norb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs IeKapCTBEHHOro npenapara Anf MeOUUMHCKOro MNMPUMEHEHUs Mnpu ero
rocyapCTBEHHOWN perncTpaumu,;

r) 3a NpoBedeHue 3IKCNepTM3bl KayecTBa NEeKapCTBEHHOro CpeacTBa M 3KCMEpPTU3bl OTHOLLUEHUST OXUOAEMOW
Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHNS NekapCTBEHHOro npenapaTa AN MegUUUHCKOro NpUMEHEHUs!, B OTHOLLIEHUN
KOTOpOro npoBefeHbl MeXayHapoaHble MHOTOLEHTPOBbLIE KNMHUYECKNE UCCneaoBaHus, YacTb N3 KOTOPLIX NpoBeaeHa B
Poccuiickon depepauum, npy OCyLECTBINEHNM FOCYAapCTBEHHON perncTpaumnm nekapCTBEHHOro npenapara;

11) HanuuMe cornacusi NPOM3BOANTENS NEKAapPCTBEHHOrO Npenapara, Npou3BoACTBO KOTOPOro OCYLLECTBIAETCS 3a
npegenamu Poccuiickoli ®denepauuy, Ha npoBedeHUE WHCNEKTUPOBaHUA MNPOU3BOAMTENA Ha COOTBETCTBUE
TpeboBaHNAM NpaBun Haanexallen NpousBoACTBEHHOW NPaKTUKK;

12) Hanu4yme cornacus, npegyCMOTPEHHOro YacTblo 18 HacTosLLen cTaTby;

13) ykasaHve BMAa JIEKAPCTBEHHOro npenapara, nNpeacTaBleHHOro Ha peructpauuio  (pedepeHTHbIN
nekapCTBEHHbIN npenapart, BOCNPOM3BEAEHHbIN NeKapCTBEHHbIV npenapat, bMonornyeckmin nekapcTBeHHbIN npenapar,
BuroaHanorosbIvi (6UONo406HLIN) NekapCTBEHHbIN npenapaT (buoaHanor), roMeonaTU4ecknii NekapcTBEHHbIN npenapar,
nekapcTBEHHbIN pacTUTENbHbIN Npenapar).

(vacTb 2 B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

3. PernctpaunoHHoe gocbe Ha nekapCTBEHHbIN npenapaT Ans MeguuMHCKOro NpUMEHEHUs npegocTaBnsdeTcs B
dopme 0bLLErO TEXHUYECKOTO AOKYMEHTA.
(vacTb 3 B peq. PeaepanbHoOro dakona ot 22.12.2014 N 429-93)

4. Pasgen AoKyMeHTaUuun agMUHUCTPaTUBHOIO XapakTepa BKoYaeT B cebs:

1) 3agBneHne O rocy4apCTBEHHON perMcTpaummn nekapcTBEHHOro npenaparta Ans MeauUMHCKOro NpUMeHeHns B
3MEeKTPOHHON chopMe 1 Ha ByMaXKHOM HOcUTene;

2) KOMWIO [OKYMEHTa Ha PYCCKOM £A3blke, 3aBEPeHHOro B YCTaHOBSIEHHOM MOPSIAKE U MOATBEPXKAAOLLEro
NPaBOMOYHOCTb 3asiBUTENA MoJaBaTb 3asiBliEHWe O rocyAapCTBEHHOW percTpaumy NekapcTBeHHOro npenaparta ans
MeOMLMHCKOro NpUMEHEHNs (DOBEPEHHOCTD);

KoHcynbTaHTlN0C: NnpnMmeYvaHume.
C 01.01.2021 B n. 3 4. 4 cT. 18 BHOCATCA M3MeHeHUs (D3 oT 27.12.2019 N 478-D3).

3) KONMMo 1nnUeH3nn Ha npou3BOACTBO JIEKapCTBEHHbIX CpeAcCTB UMK KOMUKO 3aKM4YeHna O COOTBETCTBUMU
npoun3BoanTena nekapCTBeHHbIX CpencTs Tpe6OBaHVIF|M npaBun Hagnexawlien I'IpOI/I3BO,lJ,CTBeHHOVI NPaKTUKKN, BblAaHHbIX
YNONMHOMOY€E€HHbIM d)e/:l,epaanuM opraHom MCMNONHUTENbHON BMacTM B OTHOLUEHUU I'IpOM3BO,EI,CTBeHHOl71 nnowaaku
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

perncTpupyemMoro fnekapcTBEHHOro npenapaTta, B Cry4ae, ecnv NpoOuM3BOACTBO NEKapCTBEHHOro npenapara
ocyulectensieTcs B Poccuiickon ®efepauuu;
(B pea. PepepanbHoro 3akoHa oT 04.06.2018 N 140-93)

KoHcynbTaHTlntoc: npumedaHme.
C 01.01.2021 B n. 4 4. 4 cT. 18 BHOCATCA M3MeHeHns (D3 o1 27.12.2019 N 478-03).

4) Konuio BbIGAHHOW YMOSIHOMOYEHHBIM OpPraHOM CTpaHbl MNPOM3BOAMTENS IUUEH3UM Ha NPOU3BOACTBO
nekapCTBEHHOro npenapara u ee NepeBos Ha PYyCCKUN A3blK, 3aBEPEHHbIE B YCTAHOBMNEHHOM [OPSAKE, a TaKKe KOMUKo
3aK/lO4YEHMST O COOTBETCTBUM MPOM3BOAUTENS NEKAPCTBEHHbIX CPEACTB TpeOoBaHMAM NpaBui Hagnexailemn
NPOVN3BOACTBEHHOW MPaKTUKK, BblAAHHOIO YMOSTHOMOYEHHbIM defeparnbHbiM OpraHoM WCMNOSHUTENbHOW BRactn B
OTHOLUEHMN NPOU3BOACTBEHHONM NMOLWAadKM PermcTpupyeMoro nekapCTBEHHOrO npenaparta, WM KOMuk  peLleHus
YNONTHOMOYEHHOro hefiepanbHOro opraHa MCMoNHUTENbHOW BacTM O NPOBEAEHUM MHCTNEKTUPOBAHMS NPOU3BOaUTENS
nekapCTBEHHbIX CPEACTB, B Cry4Yae, ecrnv Npou3BOACTBO NEKAPCTBEHHOIO Npenaparta OCYLLEeCTBNSETCs 3a npeaenamm
Poccuinckon denepaumu;

(B pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

5) NPOEKT MHCTPYKUUM NO MEeAULMUHCKOMY NMPUMEHEHWUIO JIeKapCTBEHHOrO Mpenapara, coAepXallei crnegyrolime
cBefeHus:

a) HaMMeHOBaHWe NeKapCTBEHHOro npenaparta (MexayHapoaHoe HenaTeHTOBaHHOe, WM PynnUpPOBOYHOE, MIK
XMMUYECKOe 1 TOProBoe HanMeHoBaHus);

6) NeKapcTBeHHasA (bopma C yKasaHunem HauMeHOBaHUN U KONUYECTBEHHOrO COCTaBa ﬂeVICTByIOU.J,IAX BeLlecCTB U
Ka4yeCTBEHHOIo COoCTaBa BCNoMoraTesibHbIX BeLllecTB (I'Ipl/l HeobxoaMMocTn KONMM4eCcTBE€HHOro CoCTaBa
BCnomMoratesibHbIX BeLlJ,eCTB);

B) onncaHne BHELLHEro B1aa nekapCcTBEHHOro npenapara ans MeauumHCKOro npuMeHeHus;

r) U3NKO-XMMUYECKNE CBOWCTBA (AN pagnocdapmMaLeBTUYECKMX NIEKAaPCTBEHHbIX NMpenapaToB);

4) dhapmakoTepaneBTUYecKass rpynna, KOA4 IekapCTBEHHOro npenaparta Ans MeauUMHCKOro MNpUMEHEHUs Mo
aHaToOMO-TepaneBTUYECKO-XUMNYECKON Kraccugukawmm, pekoMeHa0BaHHOM BcemupHon opraHusaumen

3[paBoOOXpaHeHs, UK ykasaHne "romeonaTM4yeCckUin nekapcTBeHHbIN npenapart”;

e) capmakoguHamuka U apMakoKMHeTMKa (3a ucknoveHneM apMaKOKUHETUKM  FOMeonaTuyecKnx
nekapcTBEHHbIX MpenapaToB U pacTUTENbHbIX NEeKapCTBEHHbLIX NpenapaTos);

X) NoKa3aHus Ans NpMMEHEHUsT;

3) NPOTUBOMNOKA3aHUs A5t TPUMEHEHWS;

1) Mepbl NPegOCTOPOXHOCTU NPU MPUMEHEHWUN;

K) ykasaHue BO3MOXHOCTM U OCOBGEHHOCTEN MPUMEHEHUSI NEeKapCTBEHHOrO Mpenapata Afns MeAUMUMHCKOro
NpUMEHeHNs1 6epeMeHHbIMU KEHLUMHAMM, XEHLUMHaMU B Mepuoa rPYAHOro BCKapMIUBaHWSA, AeTbMW, B3pPOCIbIMU,
MMeILLMMU XpoHUYeckne 3aboneBaHus;

n) pexuM [O03MPOBaHWsl, Crnocobbl BBEAEHVUSI W MPUMEHEHUs, NpU  HeobxoaMMOCTM Bpemsi npuema
nekapcTBEHHOro npenapaTta Anst MEAULIMHCKOTO NPUMEHEHUS!, MPOAOIMKUTENBHOCTb NEYEHUs!, B TOM YKCHe Y AeTel A0 U

rnocrne ogHoro roga;

M) BO3MOXHblEe HeXXenaTellbHble peakuun npu npuMeHeHun nekapCTBeHHOro npenaparta and mMeguumHCKoro
NPUMEHEHUA;

H) CUMMNTOMbI Nepego3npoBKU, MepPbl NO OKa3aHMIO NOMOLLNK NpKn nepeao3npoBKe;

0) B3aMOAENCTBME C APYIMMU NEKapCTBEHHbIMU NpenapaTamu 1 (Mnu) NULEBbLIMWU NPOAYKTamu;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

M) hopMbl BbiMycka JlEKapCTBEHHOTO Npenapara;

p) ykasaHue (Npv HeoBXoauMMOCTW) OocOBGEeHHOCTel OEeWCTBUA NekapCTBEHHOro npenaparta Ans MeavLUMHCKOro
NpUMeHeHVs1 Npu NePBOM NpUEMe UMK NMpU ero OTMeHe;

c) onucaHue (Mpu HeobxoAMMOCTW) AeWCTBUA Bpada (penbawepa) u (Mnv) naumMeHTa npu nNponycke npvema
OOHOW MMM HECKONbKUX 003 flekapCTBEHHOro npenapaTta Ans MeguumHCKOro NpUMeHeHNs;

T) BO3MOXHO€ BJIMAHME NeKapCTBEHHOro npenaparta gna meamumHCKoro npuMmeHeHna Ha CrnocobHOCTb ynpasenaTb
TpPaHCNOPTHbLIMKU CpeacTBaMn, MeXaHU3MaMU;

y) CPOK rogHoOCTM U YyKa3aHue Ha 3anpet npuMeHeHuA nekapCTBeHHOro npenaparta gna mMegumunHCKoro
NPUMEHEHNA NO NCTEeYEeHUNN CPOKa roaHOCTU;

&) ycrnoBus XxpaHeHus;

X) YKa3aHue Ha HeobXxoaMMOoCTb XpaHeHunAa nekapCcTtBeHHOro npenapara Agnd MeguuuHCKOro npuMmeHeHuda B
MecCTax, He4OCTYMNHbIX A5 neten;

L) ykasaHue (npy1 HeobxoaumMocTu) cneumanbHbiX Mep NPeaoCTOPOXKHOCTU MPU YHUUTOXEHUN HENCTONb30BaHHbIX
neKapCTBEHHbIX NpenapaToB A5s MeAULMHCKOro NPUMEHeEHUS;

4) YCrOBUS OTIMYCKa;
L) HAUMEHOBaHWA 1 agpeca NPOU3BOACTBEHHbIX MITOLLAA0K MPON3BOANUTENS NIEKAPCTBEHHOIO NpenapaTa;

) HaMMeHOBaHWe, agpec opraHusauun, YNorIHOMOYEHHOW AepXaTenem wunu BnagenbueM perMctpaumoHHOro
YOOCTOBEPEHMSA JEKAapCTBEHHOro npenapata And MeAWMUMHCKOrO MPUMMEHEHUS Ha MPUHATUE NPEeTEeH3uh  oT
notpebutens;

6) MHCTPYKLMIO MO MeOMLMHCKOMY MPUMEHEHWIO UMM KpaTKylo XapakTepuCTWKy JieKapCTBEHHOro npenapara,
yTBEPXXAEHHbIE B CTPaHe NPOU3BOAUTENS;

7) NPOEKTbl MAaKkeToB I'IepBI/I‘-IHOIZ ynakoBKU “ BTOpI/I‘-IHOIZ ynakoBKM NnekapCTBeHHOro npenapata ana MmegmunHCKoro
NPUMEHEHUA;

8) npoekT HOpMaTMBHOM [OOKYMEHTauuuW Unu HOPMAaTMBHOrO OOKYMEHTa Ha IeKapCTBEHHbIM npenapaT Angd
MeOULMHCKOro NPUMEHEHNs b0 yKasaHne COOTBETCTBYIOLWEN hapMakonenHom cTaTbm;

9) OOKYMEHT, cofepXallmn MHPOPMAaLMIO O HanmMymMm unu o oTcyTcTBUM haKTOB perncTpauun nekapCTBEHHOMO
npenapaTa ansa MeauUMHCKOro NpuMeHeHus 3a npegenamm Poccuiickon ®epepaunu;

10) KONMnn LOOKYMEHTOB, 3aBEepeHHblIX B YCTaHOBJIEHHOM MNopAdke W noatrsepXXaarwmnx d)aKT perncrtpauunn
J1eKapCTBEeHHOro npenaparta B MHOCTPaHHbLIX rocygapcTBax B Ka4yecTee Opd)aHHOFO JIEKapPCTBEHHOIO Nnpenapara,

11) nnaH ynpaBneHWs puckamum AOng OUONOrMyeckMx nekapcTBEHHbIX MpenapaTtoB Ans  MeAULMHCKOro
NpUMEHeHs;

12) OOKYMEHT O cucTeme (bapmakoHadsopa AepKaTens Wnu Bragesfibla perMcTpauyoHHOro YA0CTOBEpPEHNs
nekapcTBEHHOro npenapara;

13) AOKYMEHT, NOATBEPXKAALLNIA KaYeCTBO JIEKAPCTBEHHOIO npenaparta Tpex NPOMbILLSIEHHbIX CEPUI (MPOTOKO
aHanusa unu ceptudmrkaT aHanusa), ogHa cepusi KOTOPOro AOSMKHa coBnagaTb C cepuel obpasua nekapcTBEHHOro
npenapara anst MEAULMHCKOrO NPUMEHEHMS], NPeaCcTaBNEHHOrO Ha rOCYAapCTBEHHYIO PEFUCTPALMIO.

(vacTb 4 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. Pasgen xumunyeckon, q)apmaueBqueCKon n Bronornyeckomn OOKyMeHTauun BKI4YaeT B cebs LOOKYMEHThI,
coaepxatligne VIH(bOpMaLI,I/IIO (0} cbapmau,eBTqueCKon Cy6CTaHU,I/|I/I N nekapcTtBeHHOM npenaparte Aanda MeanunHCKOoro
NPpUMEHEHUA, npouecce ero npon3BoAcTea N MeTogax KOHTpPOJA Ka4ecTBa, B TOM YUCIe:
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

1) konuito [OKyMeHTa, coAepXallero crnegywowy WHdopMmaumio o dapmaueBTUYeckon cybcTaHumm unm
hapmaLeBTMYeCcKMX cybCcTaHumsx, BXogdAWmX B COCTaB fiekapCTBEHHOro npenapaTta, 3a UCKMYeHneM nHpopmaummn o
hapmaLeBTUYeCKMX CyOCTaHUMSX, BKITHOYEHHbIX B FOCYAaPCTBEHHbIV PEECTp NeKapCTBEHHbIX CPEACTB B COOTBETCTBUM
co ctatben 34 HacTosiwero ®eaepansHOro 3akoHa:

(B pea. PenepanbHoro zakoHa ot 27.12.2019 N 462-93)
a) HanmeHoBaHWe hapmaLueBTUYECKOM CybCTaHUUK, ee CTPYKTypa, obLLmMe CBONCTBA;
6) HaumeHoBaHWe 1 agpec NPOM3BOAMUTENS;

B) TexHonorna npou3soacTtea C onuMcaHnem cTagun npomn3soAcTBa U MeTOOOB KOHTPOJIA Ha BCeX CTagudax
npon3BoOACTBaA,

r) onMcaHue pa3paboTkM npoLecca NPOM3BOACTBa;

[) onMcaHne KOHTPOIS KPUTUHECKMX CTagU NPOU3BOACTBA U MPOMEXYTOYHOM NPOAYKLMUN;
€) AOKyMeHTarnbHOe NoaTBepXaeHue (Banvaaumns) npoLeccoB u (Mnn) nx OLEHKa;

) CBOMCTBA 1 CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapaKTepucTuka npumecen;

1) cneundukaumsa Ha papmaLeBTUYECKyto cybCcTaHUMIo 1 ee 0B60CHOBaHWE;

K) aHanuMTU4Yeckne MeTOAMKWU, UCMONb3yemble MPU OCYLLECTBIEHMM KOHTPOMS KadecTBa chapmaueBTUYECKOW
cybecTaHuuy;

J'I) OOKyMeHTallbHOe noateepXaeHune (BaJ'II/ILI,aLIMﬂ) aHannTN4YeCKnx MeToaukK, NCnosibdyemMblX npn oCcyuleCTBiieHUn
KOHTPOIA Ka4ecTBa cbapmaueBTquCKon Cy6CTaHLI,I/II/I;

M) pe3ynbTaTbl aHanmsa cepui papmaLleBTUYECKON CyOCTaHUMK;

H) NepeYeHb CTaHOapPTHbIX 0Opa3LIOB UMM BELLECTB, UCMOMNb3YEMbIX MPU OCYLLECTBIIEHNM KOHTPONS Ka4ecTBa;

0) onucaHve xapakTepUCTMK U CBOWCTB YNAaKOBOYHbIX MaTepPMaroB 1 YKYNOpPOYHbIX CPeACTB;

n) OaHHble O CTAabUNBHOCTN hapMaLleBTUYECKON CyOCTaHLNK;

p) CPOK rogHOCTY;

1.1) B OTHOWeEHUN hapmaLeBTUYECKUX CyOCTaHUMIA, BXOASLWNX B COCTAB JEKAPCTBEHHOrO Mpenapata U
BKITHOYEHHbBIX B TOCYOApCTBEHHbIA pPEECTp JeKapCTBEHHbLIX CPEeACTB B COOTBETCTBMM CO cTaTbel 34 HacTosLwero
denepanbHOro 3akoHa, - Konus JOKYMeHTa, COAEepKaLLero crneayoLLyo nHopmMauuio:

a) HavMMeHoBaHue dapmaleBTU4ecKon cybcTaHLmm, ee CTpyKTypa, obLme CBOWCTBA;

0) HaMMeHoOBaHWe N agpec NPoM3BOAUTENS;

B) pe3ynbTaTbl aHanu3a cepui hapmaleBTUHECKON CyOCTaHLNK;

r) CPOK rogHOCTH;
(n. 1.1 BBegeH dPegepanbHbIM 3akoHOM OT 27.12.2019 N 462-93)

2) [OOKYMeHT, codepXaluuii crieaylolime cBefdeHWs O feKkapCTBeHHOM Mpenapate Ans  MeAULMHCKOro
NPUMEHEHUS:

a) onncaHmne n coCTtaB JiekKapCTBEHHOro npenaparta aAnda MeauunHCKOro npuMeHeHua,

6) onucaHve papmaueBTUdECKOM pa3paboTkm (0boCHOBaHMe BbIOOpa cocTaBa, NeEPBUYHON YNAKOBKN U UHOTO);
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

B) TEXHOMOorMs npou3BoACTBa C OMNMCaHMEM CTaguh nNpou3BOACTBa U METOAOB KOHTPONS Ha BCex cTragusx
npon3BOACTBaA,

r) onMcaHne KOHTPOIS KPUTUYECKMX CTAQUNM NpoLecca Npon3BoACcTBa U MPOMEXYTOYHOW NPOAYKLMMY;

) HauMeHoBaHue 1 agpec MecTa OCyLLECTBIIEHUS NPOM3BOACTBA NIEKAPCTBEHHOIO Npenapara Ans MeauLUMHCKOro
NPUMEHeEHUs (B Cnyyae HanuumMsi HECKOMbKMX Y4aCTHMKOB MpoLiecca Npou3BoacTBa HEO6X0OMMO yKasaTb KaXKA4oro u3
HUX);

€) hapmaueBTHYECKasi COBMECTUMOCTb;

) MUKpoBUonormyeckne xapakTepucTukm;

3) maTepuanbHbI 6GanaHc ons NpoM3BoACTBa CEPUN FOTOBOMO NPOAYKTA;

1) ONUcaHne XapakTepUCTMK U CBOMCTB YNAKOBOYHbIX MaTepMUarnoB 1 YKYNOPOYHbIX CPEACTB;

K) LOKyMeHTarnbHoe noaTeBepXaeHne (Banngauus) npoLeccoB NpoM3BoacTBa U (M) NX OLEHKA;

n) TpeGoBaHUs K KayecTBy BCroMoraTenlbHbIX BellecTB (cepTudukat, crneumdukaums Ha BcromoraTterbHble
BellecTBa U X 06oCHOBaHMe);

M) aHanuTnyeckne MeToaukn, ucnosnb3yemble Npu OCYLLEeCTBIEHUN KOHTPONA KaydeCTBa BCNoMoratesibHbIX
BeLleCTB,;

H) OOKyMeHTarlbHOe noareepXaeHne (BaJ'IVIﬂ,aLI,VIFI) aHalnMTN4eCKnX MeToguk, NCNoJib3dyeMbiX Npu OCyLLeCTBIIEHUU
KOHTPOJ1A Ka4eCTBa BCromMoratesibHbIX BELEeCTB;

0) uHdpopMaLmsa 06 MCNONb30BaHMM BCMOMOraTerbHbIX BELLECTB YeNIOBEYECKOro U XXMBOTHOIO NPOUCXOXKAEHUS;
M) MHGOPMaLUs 06 NCNONb30BaHNM HOBbIX BCIOMOraTebHbIX BELLECTB;

p) TpeboBaHMA K KadyecTBY JleKapCTBEHHOro npenapaTa [Ans MEeOMLUMHCKOro NpUMeHeHus (cepTudukar,
cneunduKaumna Ha nekapcTBeHHbIN npenapaT 1 nx 06ocHoBaHWE);

C) aHannTnyeckne MeToauku, ucnosfibdyemMmble TMNpu OCYLLEeCTBNIEHUN KOHTPONA KadvecTBa JieKapCTBEHHOro
npenaparta ana MeanuynHCKOro npuMeHeHus;

T) OOKyMeHTallbHOe noaTBepXxaeHue (BaJ'IVI,L'J,aU,I/IFI) aHalnnTN4eCKnx MeTogunk, NcnosibdyemMbixX npu ocywecrTerieHnn
KOHTPOJ14 Ka4eCTBa JiekapCTBEHHOIO npenaparta and MmeguumnHCKOro npuMeHeHus,

y) pe3ynbTaTbl aHan13oB Cepuii IeKapCTBEHHOTO Npenapara 45151 MEAULMHCKOrO NPUMEHEHNS;
&) xapakTepucTtuka npumecen;

X) nepeyvyeHb CTaHOAPTHbIX o6pasu,os, MCMNoJib3yeMblX Mpu OCYLLEeCTBIIEHUN KOHTPONA KadeCTBa JIeKapCTBEHHOIO
npenaparta gna meamunHCKoOro npuuMeHeHuns;

L) AaHHble O CTabUNbHOCTU NeKapCTBEHHOIO NpenapaTa Ans MeguUMHCKOro NPUMEHEHNS.
(vacTb 5 B peq. PeaepanbHoro dakoHa ot 22.12.2014 N 429-$3)

6. Paspgen d)apMaKOHOFMHeCKOVI, TOKCUKONOrMYeCKomn OOKYMEeHTauuMn BKIK4YaeT B cebst oT4yeThbl O pes3ynbTartax
OOKITMHMYECKMX UccnegoBaHum JleKapCTBEeHHOro cpeacrea gna MeanumHCKoro npuMeHeHund, B TOM 4Ymncne:

1) oTueT 0 hapmakognHaMNYECKUX UCCNegoBaHUsX;
2) oT4eT 0 hapMaKOKMHETUHECKUX UCCNEOOBaHMSX;

3) OTYET O TOKCMKONOIMMYECKUX UCCIefOBaHUSIX.
(vacTb 6 B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

7. Pasgen KnuHWYecKkom AOKYMEHTauuMu BKoYaeT B cebsi OTYeTbl O pedynbTaTtax KIMHUYECKUX UCCRedoBaHWUn
JleKapCTBEHHOro npenaparta gnda MeanumMHCKoro npuMmeHeHus, B TOM 4mucne:

1) oTyeTbl 06 uccnegoBaHMsAX 6VIO,D,OCTyFIHOCTl/I 1N OMO3KBMBANEHTHOCTUN, UCCNEAOBaHUSX, yCTaHaBIMBaOLWmMX
Koppendauuio pesdynbTaToB, NoJTy4eHHbIX B YCITOBUAX in vitro u in vivo;

2) oT4eTbl 0 hapMakoKUHETUYECKUX UCCIefOBaHUSX;
3) oTyeTbl 0 hapMaKkoANHAMUYECKMNX UCCNEA0BaHNSAX;
4) oTYeTbI O KNUHUYECKMX MccneaoBaHmsax adheKkTMBHOCTM 1 6esonacHoCTy;

5) oT4YeT 0 NOCTPErMCTPaALMOHHOM ONbITE MPUMEHEHMS (MPU HANU4UK).
(vacTtb 7 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8. TpeboBaHus k 06beMy MHGOPMaLMK, NPELOCTABMNSEMON B COCTaBe PErMCTPALMOHHOIO AOCbE, ANst OTAENbHbIX
BMOOB JIEKAPCTBEHHbIX MNpenapaTtoB ANs MEAWUMHCKOrO MNPUMEHEHUs yCTaHaBMUBAOTCS  YNOSIHOMOYEHHbLIM
dhenepanbHbIM OpraHOM UCTONHUTENBHON BRacTW.

(vacTb 8 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9. B oTHOWEHMM nekapcTBEHHbLIX NpenapaToB, pPaspelleHHbIX Ans MEeAULUHCKOro npumeHeHust B Poccunckon
denepaumm OGonee pBaguaTM NeT M B OTHOLUEHUMM KOTOPbIX HEBO3MOXHO MPOBEAEHWE WCCneaoBaHUA KX
OMO3KBMBANEHTHOCTM (3@ WCKMOYEHMEM OMOMOrMYeckMx fekapCTBEHHbIX NpenapaTtoB), AOMYyCKaeTCs BKMAYEHWE B
CcoCTaB pasgena dapMakonorM4eckon, TOKCUKOMOMMYECKOM OOKYMEHTauMuM U pasgena KIUHUYEeCKoW AOKyMeHTauum
BMECTO OT4yeTa paspaboTumka O pesyrnbraTtax COOCTBEHHbIX JOKMMHNYECKUX UCCNEAO0BaHUN NEKapCTBEHHbIX CPEACTB U
KIMHNYECKUX MCCNeAOoBaHUN NeKkapCTBEHHbIX MpenapaToB AN MeAULMHCKOro NpMMeHeHust 063opa HayyHbIX paboT o
pesynbTatax [OOKNMUHUYECKUX WCCRedOBaHUA NeKapCTBEHHbIX CPEACTB U KAMHUYECKUX UCCNeaoBaHUW  AaHHbIX
nekapcTBEHHbIX MpenapaToB, B TOM YMCre BKOYas onbIT MX NOCTPErncTpaunoHHOro NPUMEHEHNS.

(4yacTte 9 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. PegepanbHoro 3akoHa ot 27.12.2019 N
475-93)

10. Mpu rocyaapcTBEHHOW perucTpauuy BOCNPOU3BEOEHHbIX NIeKapCTBEeHHbIX NpenapaToB Ans MeaWLMHCKOro
NpUMeHeHVs1 JonyckaeTcsl BKIOYeHWe B COCTaB pasfena apMaKkonorMyeckoid, TOKCUKOMOrMYyecko JdOKyMeHTauum u
pasgena KIMHWYEecKol OOKyMeHTauMu BMecTO oTyeTa paspaboTyvka o pesyribTaTaX COGCTBEHHbIX AOKIMHUYECKMX
nccrnenoBaHW NeKapCTBEHHbIX CpedacTB 0630pa HayuyHbIiX paboT O pesynbTaTax AOKIMHUYECKUX MCCIeQoBaHUiA
peepeHTHOro NekapcTBEHHOro NpenapaTa 1 NpeacTaBfieHMe BMEeCTO KMMHUYECKUX UCCIefoBaHuii B NonHoM obbeme,
YyCTaAHOBINEHHOM Pa3dernioM KMMHUYECKON OOKYMeHTauumu, oTyeTa O pesynbTatax UcCrnenoBaHuin G1O3KBMBaNEHTHOCTU
BOCMPOM3BEAEHHOIO feKapCTBEHHOro npenaparta Ans MeauuMHCKOro npumeHeHusi. He TpebGyeTcs npencraBneHue
oTyeTa O pesynbTaTax WCCReAoBaHMn GUO3KBMBANEHTHOCTU BOCMNPOM3BEAEHHOro reKkapCTBEHHOro npenaparta Ans
MEAMLMHCKOrO MpUMEHEHWsl, €eCnv  PErMCTPUpYIOTCS  BOCMPOM3BedEHHblE feKapCTBEHHble npenapaTbl  Afs
MELMLIMHCKOTrO MPUMEHEHUS!, KOTOPbIE:

1) npegHa3HadyeHbl And napeHtepanbHOro (I'IO,EI,KO)KHOFO, BHYTPUMbILLEYHOIO, BHYTPUBEHHOIO, BHYTPUINa3HOro,
BHYTPUMNOJNIOCTHOIO, BHYTPUCYCTaBHOIO, BHyTpI/IKOpOHapHOI'O) BBeOAEHNA U NpeacTaBnAaloT cobow BogHble pacTBOpbI;

2) NpeAcTaBnsitoT cobor pacTBOpbI ANd NepopanbHOro NPUMEHEHNS;
3) npon3BeaeHbl B hopmMe NMOPOLLKOB U NMonnm3aToB AN NPUroTOBEHUSA PAacTBOPOB;
4) ABNa0TCA rasamu;

5) ABNAOTCA YLWHLIMA UMW TNa3HbIMWU NIEKapCTBEHHLIMU MpenapaTtaMu, NpousBedeHHbIMU B hopMe BOAHbIX
pacTBOpPOB.;

6) NpeHa3HaveHbl ANt MECTHOTO NMPUMEHEHNS U MPUrOTOBIEHLI B POPME BOAHbLIX PacTBOPOB;
7) npencTtasnsoT coboit BoAHbIE pacTBOPLI AJ1si UCTIONb30BaHNsA B hopMe MHransiumii ¢ NoMoLLblo HeGynaiaepa

WNnn B KAYeCTBE HasalbHbIX CNPeeB, MPUMEHAEMbIX C MOMOLLIbIO CXOA4HbIX YCTPOWCTB.
(vactb 10 BBegeHa depepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

11. Ons cnyyaeB, ykasaHHbIX B nyHktax 1 - 3, 5 - 7 vactu 10 HacTosiwen craTbu, BOCMPOU3BEAEHHbIN
neKkapcTBEHHbIN Npenapar ans MeguLMHCKOro NpMMeEHeHUs OOMMKEH coagepKaTb Takue e BCrnomoraTernbHble BeLecTBa
B TaKMX e KONMYeCcTBax, Kak u pedepeHTHbI NekapcTBEHHbIN npenapaT. Ecnn coctaBbl BCnomMoraTenbHbIX BELLECTB
pasnuyaloTcs, 3asBuUTenb OOMKEH NPeacTaBUTb AOKa3aTenbCTBa TOro, YTO UCNOMb3yeMble B JAaHHbIX KOHLIEHTpaLmMaX
BCMOMOraTernbHble BELLECTBA HE BMMAIOT Ha Oe3onacHocTb U (unn) acbdEKTUBHOCTL NEKAPCTBEHHOMO npenapaTa ans
MEeOULUMHCKOro npuMeHeHusi. B cnydae, ecnu 3asdBuTenb He MOXET NPEACTaBUTb Takne fgoKasaTenbcTBa U (Unn) He
umMeeT [OCTyna K COOTBETCTBYWLIMM [AaHHbIM, OH [JOMKEH MpOBECTM COOTBETCTBYKOLIME MWCCMeAoBaHusa AONd
[oKasaTenbCTBa OTCYTCTBUSI BIIMSIHUS pPas3HbIX BCMOMOraTesnbHbIX BELLECTB UMM BCMOMOraTesibHbIX YCTPOWCTB Ha
BesonacHocTb U (Unun) 3aPPEKTUBHOCTL NEKAPCTBEHHOrO npenaparta Ans MeAWUMHCKOro MpUMMEHEHUs B nopsike,
YCTaHOBMEHHOM YNOMHOMOYEHHbIM (heepanbHbIM OpraHOM UCMOMHUTENBHOW BNACTU.

(vacTtb 11 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

12. pun rocygapcTBEHHOW perncTpaummn KoMOuHauui paHee 3aperMcTpupoBaHHbIX NIeKapCTBEHHbIX MpenapaToB
ANA MeanUMHCKOro NPUMEHEHUS AOMyCKaeTCs BKIOYEHE B COCTaB pa3gena hapMakonormyeckon, TOKCUKONOrMYecKom
OOKyMEHTaUMN 1 pasfena KIMHWYECKOW OOKYMEeHTauuu BMeCTO oTyeTa paspaboTuuka o pesynbTatax COOCTBEHHbIX
OOKIMMHUYECKNX WCCNEeOOBaHWUIA JNEeKapCTBEHHbIX CpPeAcTB 0630pa HayyHbix paboT O pesynbTaTtax AOKIUMHUYECKMX
uccreqoBaHun  pedpepeHTHbIX eKapCTBEHHbIX MpenapaTtoB, BXOOSAWMX B COCTaB KOMOMHaUMWM JEKapCTBEHHbIX
npenapaToB, 1 00 OTCYTCTBMM MX B3aUMOOENCTBUSA B OQHOWN NIeKapCTBEHHON hopme.
(vacTb 12 BBegeHa depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

13. Ha akcnepTu3dy pasnuyHbiX JEKapCTBEHHbIX (hOpM OAHOrO M TOrO XE JeKapCTBEHHOro npenapara Ans
MEOULMHCKOTO MPUMEHEHUS 3asiBUTENb NPEACTaBNsAET OTAENbHbIE 3a8BIIEHNS U PEMMCTPALMOHHBIE LOChE HA KaXayto
nekapcTBeHHy0 dopmy. pn ycrnoBuM OLHOBPEMEHHOW MOA4AYM Ha 3KCMEpPTM3Yy OAHOW neKkapCTBEHHOW opmbl C
pasnUYHbIMKU LO3MPOBKOM, KOHLIEHTpaumen, o6bemMom 3asBUTENb NPEACTaBNSET OOHO 3asBMEHME U PErncTpaumoHHoe
[0Cbe C MPUNOXEHMEM MaKETOB YMaKOBOK HA KaXKAyl OO03MPOBKY, KaXKAYH KOHLEHTpauuio, Kaxabii obbeMm n kaxagoe
KONM4YeCTBO [03 B YNaKOBKE.

(vacTb 13 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

14. lpu rocygapCTBEHHOW perncTpaumn opdaHHOrO FeKapCTBEHHOro npenaparta 3asBuTeNnb NpeacTtaBnsaeT
nHdopmaumio, Heobxoanmyto Ans PopMMpoBaHUs pasgena KInMHUYEeCKoW AOKyMeHTauuu, B obbeme, yCTaHOBIEHHOM
YMNOSTHOMOYEHHbIM pefiepanbHbIM OpraHoM UCNONMHUTENBHOWN BracTu.

(vacTb 14 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

15. MNpu peructpauum GUOMOrMYECKOro NekapCTBEHHOrO npenapaTa, MOoNyYeHHOro M3 KPOBW, MNasmbl KPOBM
YerioBeka, B COCTaBe PErMCTPaLMOHHOMO AOChEe Ha flekapCTBEHHbIN npenapaT 418 MeauUMHCKOrO NPUMEHEHUS OOMKHbI
ObITb NpeacTaBneHbl AONOMHUTENBHO:

1) B pasgene AOKYMeHTauuM agMMHUCTPaTMBHOMO Xxapakrepa AOKYMEHT, CoaepXalumn nHdopmaumio o cybbekrax
obpalleHnss JOHOPCKOW KPOBM M (MNM) ee KOMMOHEHTOB, O TOM, rae Obina ocylecTBneHa goHaums (KpoBu n (Mnu)
nnasMmbl KpoBW), a Tawkke JaHHble 00 WHMEKUUOHHbIX 3aboneBaHusAx, nepefaruxcs napeHTepanbHbIM nyTeMm,
nHdopmauma o cybbektax obpalleHus [OOHOPCKOM KPOBM W (MNW) €e KOMMOHEHTOB, B OTHOLUEHUW KOTOPbIX
OCYLLLECTBMAETCA KOHTPOMb AOHOPCKOW KPOBU U (MfN) ee KOMMOHEHTOB;

2) B pasgerne Xxumu4eckon, hapmaLeBTUYecKon 1 BMonormyeckon oKyMeHTaumm:
a) KpuTepun 1 cnocobbl 0TOopa, TPAHCMOPTUPOBAHNS U XPaHEHWNSI JOHOPCKOW KPOBU U (UNK) €€ KOMMOHEHTOB;

6) pesynbTaTbl UCCrefoBaHUM OTOBPaHHbIX AOHOPCKOW KPOBM U (UNK) nnasMmbl KPOBM W MYFIOB Ha Hanuyune
BO3OyauTenen WHMEKUMn, BKMYas MHAOpMauMio 006 WCMONb30BaHHbIX MeToauKax WccnegoBaHud W B criyyvae
nuccrnefoBaHus NyrnoB Mnasmbl KPOBWU pesyrbTaTbl AOKYMEHTanbHOro NOATBEMXKAEeHWUS (Banugaunu) UCMorb30BaHHbIX
MeToauK;

B) TeXHMYECKUEe XapaKTEepUCTUKMN YNakoBKW ANA OTOOpa AOHOPCKOW KpPOBM U (MNun) nnasmbl KPOBW, BKMAKOYas
nHopmaumio 06 NCNOMb30BaHHLIX pacTBOpax aHTUKOArynsiHTOB.
(vacTb 15 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

16. KnuHuyeckne uccnegoBaHus nekapcTBEHHOro npenaparta And MeguuMHCKOro MNpUMEHEHUs B Lenax ero
rocyaapCTBEHHOWN perncrpaumm nposoasatcs B Poccuiickon Pepepaumm B nopsgke, yCTaHOBNEHHOM cTaTtbamu 38 - 44
HacToswero ®enepanbHoro 3akoHa. OTY4eT O NPOBEAEHHbLIX WCCNEeAOBaHUAX BKMKYAETCA B COCTaB pasgena
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

KITMHNYECKON OOKYMEHTaLUMM permcTpaumoHHOro 4OCbe Ha NEKapCTBEHHbIM nNpenapaT ans MeAULUHCKOrO NPUMEHEHMS.
[na nekapcTBEHHbLIX NpenapaToB AMs MEOULUHCKOrO NMPUMEHEHMS, B OTHOLLEHUN KOTOPbLIX B pe3dynbTaTe 3KCnepTusbl
OOKYMEHTOB, NpeAcTaBfeHHbIX Ans onpedeneHvus BO3MOXHOCTM paccMmaTtpvBaTb IEKapCTBEHHbIN npenapaTt Ans
MEONLMHCKOro NpMMEHEHUs B KadecTBe OopdaHHOro NnekapcTBEHHOro npenapaTa, Takasd BO3MOXHOCTb NMPU3HaHa U B
OTHOLLIEHMUN KOTOPbLIX NPOBeAeHbl KMMHUYECKME UCCneaoBaHusl, BbiNONMHEHHbIe 3a nNpegenamn Poccunckon ®egepaunm
B COOTBETCTBUM C MpaBuiamMu Hagnexawlenm nabopaTopHOM NPaKTUKM U OpaBuiaMy Haanexawlen KIMHUYECKON
NPaKTUKW, OOMNyCKaeTCs BKIOYEHME B COCTaB pasfena KIMHUYEeCKOM AOKYMEHTaLMM BMECTO OoTyeTa O pesynbraTtax
KIMHUYECKUX WCCMNEeAOBaHUN NEKapCTBEHHOro nmpenapata Ans  MeaMUMHCKOrO MNPUMEHEHUS, NPOBEAEHHbLIX B
Poccuiickon ®epepaumu, oTdeTa O pesynbTaTax KAMHUYECKMX WUCCNeaoBaHMK, BbIMOMHEHHbIX 3a npegenamu
Poccuiickon ®epepauuu.

(vyacTb 16 BBegeHa defepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlNt0C: npumMmeyaHme.
C 01.01.2021 4. 17 cT. 18 n3naraetca B HoBow pegakuun (P3 ot 27.12.2019 N 478-03).

17. 3asgButenb BnpaBe NPeAcTaBUTb MO COBCTBEHHON MHULMATMBE BMECTE C 3asiBlIeHMEM O rocygapCTBEHHOM
peructpaumM nekapCTBEHHOro npenapaTta Ans MeAuMUMHCKOro NpUMMEHEHUs OOKYMEHTHI, MoATBeppatolwme ynnarty
rocy4apCTBEHHON MOLUMUHLI U yKka3aHHble B NyHkTe 10 yactu 2 Hactosilwen cratbu. B cnyvae vx HenpeacraBneHus
COOTBETCTBYIOLLNIA YNONHOMOYEHHbIA (befepanbHbii OpraH WUCMOMHUTENBHOW BMacTu MpoBepseT akT ynnatbl
rocyaapCTBEHHOW MOLUMMHBI 3asBUTENeM MOCPEACTBOM WMCMONb3OBaHMA uHGOpMaumMm 06 ynnate rocyhapCTBEHHOM
MOLLIMWHbLI, cofepxXallencsa B ocynapcTBEHHOW WMH(OPMaUMOHHON CUCTEME O FOCYAApCTBEHHbIX M MYHULMNANbHbIX
nnarexax, Ha OCHOBaHUW NPEeACTaBNEHHbIX 3adABUTENEeM KONMUA  OOKYMEHTOB, MOATBEPXKAAoWMX ynnarty
rocygapCTBEHHOMN NOLUNHDI.

(vacTb 17 BBegeHa defepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

18. He ponyckaeTca ucnonb3oBaHWe B KOMMEPYECKMX LEensiX WMHgopMaumm o pesynbTatax LOKIUMHUYECKUX
uccnefoBaHUMM  NEKAPCTBEHHbIX CPeACTB UM KIIMHUYECKMX  UCCNefoBaHWMM  NIeKapCTBEHHbIX MpenapaTtoB  Anis
MEOWLMHCKOro MpUMEHEHUs, NpeacTaBneHHOW 3asBuTeneM [Ans roCydapCTBEHHOW perucrpauumn rnekapcTBEHHOro
npenapata, 0e3 ero cornacusi B TEYEHUE LIECTM JeT C AaTbl FOCYAapCTBEHHOW perncrpauumn pedepeHTHOro
nekapcTBeHHoro npenapaTta B Poccunckon ®egepaumn.

(vacTtb 18 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

19. [epxaTtens wunu Brageney perucTpauMoHHOro yOOCTOBEPEHMs eKapCTBEHHOro mnpenapaTta Ha
BuoTexHonorMyecknii Unnm opdaHHbIA NekapcTBeHHbIM npenapaTt o6si3aH NpedocTaBNsATb Ha BO3ME3JHOW OCHOBE
obpa3subl pedepeHTHOro feKkapCTBEHHOro npenapaTta 3asBuTensam Ans NPOBEeAEHUS KIMHUYECKUX MCCregoBaHUin.
CroumocTb 0bpasua pedepeHTHOro nekapcTBeHHOro npenapaTta, BKIMIOYEHHOro B NepeyeHb XXU3HEHHO HEOBXOAMMbIX U
BaXXHEWLLNX fNekapCTBEHHbIX NpenapaToB, He AOIMPKHA NpeBbIWaTh 3aperncTpUpoBaHHYHO NpedernbHy0 OTMYCKHYIO LieHy
Ha pedepeHTHbIN NeKkapCTBEHHbIV Npenapar Ui LeHy Ha NekapCTBEHHbIN npenapaT B CTpaHe Npon3BOAMTENS.

(vacTtb 19 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

20. 3asBneHue O TrocygapCTBEHHOW perncTtpauum BOCMNPOM3BEOEHHOrO JIEKAapCTBEHHOrO Mpenapara ans
MEAMLMHCKOro NPUMEHEHNST MOXET ObITb MO4AHO B YNMOSIHOMOYEHHbIV heaepanbHbIi OpraH UCMOSTHUTENbHOM BracTH,
OCYLLECTBASOLUNA rocyaapCTBEHHYIO PErMCTPaLMIO NEKAPCTBEHHbIX NPenapaToB, N0 UCTEYEHMM YeTbipex NneT ¢ aaTbl
rocy1apCTBEHHOW perncTpaumm pedepeHTHOro fiekapcTBeHHOro npenaparta B Poccuiickon degepaumm.

(vacTb 20 BBegeHa defepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

21. 3asiBrieHne o rocyaapCTBEHHOW perncrtpaumm brnoaHanorosoro (6MonogobHOro) nekapcTBEHHOrO npenapaTa
(buoaHanora) moxeT OblTb NO4AHO B YMNOMHOMOYEHHbIN ddedeparnbHbll  OpraH  UCMOMHUTENbLHON  BRnacTw,
OCYLLECTBASAOLWUNA rocyaapCTBEHHYIO perucTpaumio fnekapcTBEHHbIX MpenapaTtoB, MO MUCTEYeHWW Tpex NneT ¢ AaTbl
rocylapCTBEHHOW perncTpaumm pedepeHTHOro nekapcTBeHHoro npenapara B Poccuiickon degepaumm.

(yacTb 21 BBegeHa depepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-03)

22. [epxaTenb UnNu Bnagenew perucTpaunoHHOro yaoCTOBEPEHUS NekapCTBEHHOro npenapaTta npeacTasnseT B
YMONMHOMOYEHHbIN heaepanbHblil opraH UCMONMHUTENBHONM BNAaCTW, OCYLLECTBAAIOWMNIA (OYHKLMM MO KOHTPOIIO U Haa3opy
B cdhepe 34paBoOXpaHEHUS], OTHET MO pesynbTaTtam dapmakoHaa3opa OAMH pas B LWECTb MECSLIEB B TEYEHME OBYX NET
nocne rocygapCTBEHHON perncTpauumn nekapcTBeHHoro npenapata B Poccuiickont defepaumm, exerogHo B TeYeHue
nocrnenywLwmux Tpex fneT 1 B AanbHenweM oavH pas3 B NaTb NeT.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

(vacTb 22 BBegeHa defepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

Cratbsa 19. lpuHATMe pelleHMs O Bbigaye 3KCNEPTHOMY YUpeXAeHUI 3afaHUs Ha npoBedeHue
3KCNepTU3bl NEKAPCTBEHHOrO CpeAcTBa
(B pea. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. B TeuyeHve pecATM pabounMx AHEN CcO [OHA NPUHATUA 3asiBNEHUst O rocydapCTBEHHOM perucTpaumu
NeKapcTBEHHOro npenapaTa COOTBETCTBYHOLUMIA YNONIHOMOYEHHbIN dedeparnbHblii opraH WCMOMHUTENBHOW BracTu
MPOBOAMT MPOBEPKY MOMHOTLI, OOCTOBEPHOCTM W MPaBUNbHOCTU OGOPMIIEHMS MPeACTaBfeHHbIX [OKYMEHTOB
PerucTpaLmMoHHOro 0Cke Ha NEeKapCTBEHHbI NpenapaTt U NPUHUMAaeT peLleHne O Bbidave 3adaHusl Ha NpoBeaeHme:

1) aKcnepTU3bl JOKYMEHTOB, NPeACTaBMNEeHHbIX AN onpeaeneHns BO3MOXHOCTM paccMaTpuBaTh NeKapCTBEHHbIN
npenapat Ans MeauLMHCKOro NpYMEHEHUs Npy OCYLLECTBIEHUIN rOCy4apCTBEHHON PErncTpaLm B KauecTse 0pdaHHOro
nekapcTBEHHOro npenapara;

2) OKCNEePTU3bl JiE€KapCTBEHHOIo cCpeactBa B 4aCTuU J3KCNepTu3bl KayecTBa J1€KAapCTBEHHOro cpeactBa u
9KCNEPTU3bl OTHOLUEHUA OXngaemonm nosb3bl K BO3MOXHOMY PWUCKY TMPUMEHEHUA IeKapCTBEHHOro npenaparta nnda
MeaNLMHCKOIro NpuMeHeHus;

3) 9KCnepTu3bl NEKapCTBEHHOrO CpeacTBa B 4aCTM SKCMEPTU3bl KayecTBa fEKapCTBEHHOrO CpeacTtBa M
9KCNEPTM3bl OTHOLLEHUSA OXMOAEeMOW NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUs NeKapCTBEHHOro npenapata Ans
MEeOULMHCKOTO NPUMEHEHNsT B NOPSOKE YCKOPEHHOW NMpoLeaypbl 3KCNepTU3bl NTEKapCTBEHHbIX CPEACTB B COOTBETCTBUU
CO cTaTben 26 HacToswero ®egepanbHOro 3aKoHa;

4) 3KcnepTu3bl NEKapCTBEHHOro cpeacTtBa B OTHOLLEHMM FNeKapCTBEHHOrO npenapaTa Ans BeTepuHapHOro
NPUMEHEHMS.

2. YNonHOMOYeHHbIN dhefepanbHbiid opraH UCNOSTHUTENbHOM BrlacTn YBEOOMASAET B 3fIEKTPOHHOM hopMe Unn Ha
6yma>|<H0|v| HOocuTene 3adaBuTena U SKCnepTHoe ydpexaeHne o NpuHATOM pelleHnn O Bblaade 3a,anv||7| Ha nposeaeHune
9KCNepTn3, npeayCMOTPEHHbIX YaCTbio 1 HaCTOHLIJ,eI7I CtaTtbu, N B Ccny4vyae HGOGXOE,I/IMOCTI/I O Bblga4ve paspelleHna Ha
BBO3 B Poccuiickyio defepaumnio KOHKPETHON NapTuu, Cepun 3aperMcTpupoBaHHbIX U (UMW) He3aperucTpupoBaHHbIX
nekapCTBEHHbIX cpeacTB unm ob oTkaze B NpoBeAeHWMM NPedYyCMOTPEHHbBIX 3KCMEPTU3 C yKazaHUMEM MPUYMH TaKoro
oTKa3sa.

3. B cnyyae BbISIBNEHUS OTCYTCTBMS MM HEOOCTOBEPHOCTM MHGOPMaUMK, codepxallencs B NpeacTaBreHHbIX
3asBMTENEM AOKYMEHTaXx, YNONHOMOYEHHbIV dhedeparnbHblid OpraH UCNOMHUTENBHOW BRacTy HanpaBnsaeT 3asBUTENIO
3anpoc 06 yTOYHeHUM 3aTon MHdopMauumM (ganee - 3anpoc ynorIHOMOYEeHHOro heepanbHOro opraHa UCMNOSTHUTENbHOW
BMacTu), KOTopbli MoxeT OblTb nepedaH YMNOMHOMOYEHHOMY MpPeACTaBUTENo 3asBUTENsd NWYHO NOA Pacnucky,
HanpaefeH Mo MoYTe 3aKka3HbIM NNCbMOM WMN NepefaH B 3NEKTPOHHOW hopMe MO TeNEeKOMMYHUKALMOHHBIM KaHanam
cBA3N. B cnyvae HanpasneHus 3anpoca ynoriHOMOYEHHOro defepanbHOro opraHa UCNOMHUTENBHOW BNAcTu No noyte
3aKa3HbIM MUCLMOM OH CYUTaETCH NOMYyYEeHHbIM NO UCTEYEHUN LLECTU AHEN C AaTbl HAanpaBieHNs 3aka3HOro NMcbma.

4. 3asgButenb 06593aH NpeacTaBUTb OTBET Ha 3anpoc YNOSIHOMOYEHHOTO hefepanbHOro opraHa UCMONTHUTENbHON
BNacTU B CPOK, He MpeBblLAKWNA OeBsiHOCTA pabounx gHen co AHs ero nonydyeHusa. Cpok, ykasaHHbI B Yacty 1
HacTosLLEen cTaTbyl, NMPUOCTaHABNNBaETCH CO AHS HanpaBrneHus 3asBUTENIO 3anpoca yrnonHOMOYEHHOro dhedeparnbHOro
opraHa MCNONMHUTENBHOW BracTu 00 OHA nony4vYeHna M CoOoTBETCTBYHOLLEro oTBeTa.

5. OcHoBaHvMeM [Ans OTKasa B OpraHuMsauuMu 3KCnepTus, NpeayCMOTPEHHbIX 4YacTblo 1 HacTosieln craTbM,
ABNSETCA npeacTaBrieHne HeoGXoaMMbIX Ans MPOBEAEHUs NMPeAyCMOTPEHHbIX 3KCNepTU3 AOKYMEHTOB B HEMOSHOM
obbemMe WM HenpeacTaBeHVWe 3asiBUTENIeM B YCTAHOBMNEHHbI CPOK OTBETA Ha 3anpoc  YMNOSTHOMOYEHHOro
defepanbHOro opraHa WCMOMHUTENbHOW BMacTM, a Takke MpeacTaBrieHne [OOKYMEHTOB, He coAepalumx
ncYepnbIBatoLLEro NepeYHs HEOOXOANMbIX CBEAEHUA.

6. lNpu oOTkase B opraHus3auMuM 3KCNepTu3bl, NPeagyCMOTPEHHOM MYHKTOM 4 4Yactu 1 HacTodwen cTaTbw,
OOKYMEHTbI, BXogsdlume B COCTaB pPermcTpaumMoHHOro [OCbe Ha fleKapCTBEHHbIM Mpenapat Ans BeTepuHapHOoro
NPUMEHEeHndA, MOoryT ObITb BO3BpalleHbl 3adaBUTENNl0 Ha OCHOBaHMW €ero nUCbMEeHHOro 3anpoca, HanpaelieHHOro B
YNOSTHOMOYEHHbIN hefepanbHbli OpraH UCMNOMTHUTENBHOW BNAacTh B TeYeHne TpuauaTt pabounx gHem co aHst NPUHATUS
YMOSTHOMOYEHHBLIM (befiepanbHbIM OpraHoOM UCMOMHUTENBHOW BriacTU pelleHus 06 OoTkase B OpraHuM3auun TaKoW
3KCMEepTM3bl. YMONIHOMOYEHHbIV hbefepanbHbli OpraH MCMOMHUTENBbHOW BAcTU BO3BpaLlaeT 3asBUTENIO0 YKa3aHHbIe
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

OOKYMEHTbI B TEYEHME AeCATM paboumnx AHEWN CO OHSI NONyYEeHNst COOTBETCTBYIOLLENO 3anpoca 3asiBUTensl.
(vacTb 6 BBegeHa denepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

Cratbs 20. dkcnepTu3a AOKYMEHTOB, NpeAcTaBleHHbIX ANs onpeaeneHusi BO3MOXHOCTU paccMaTpuBaTh
nekapcTBeHHbIA npenapat AnA MeAULMHCKOrO MNpPUMEHEeHUsi MNpU  OCYLLeCTBMEeHMU rocyaapCTBEHHOM
pervcTpauum B KauyecTBe opdraHHOro nekapcTBeHHOro npenapara

(B pen. PemepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. BKkcnepTr3a OOKYMEHTOB, NPeACTaBEeHHbIX ANA onpeaeneHms BO3MOXHOCTM paccMaTpmBaTh fIEKapCTBEHHbIN
npenapar 4ns MeALMHCKOro NpUMEHeEHUst NPY OCyLLEeCTBNEHNN FOCYAapCTBEHHOM permcTpaummn B kKadectse opdaHHOro
NneKapCcTBEHHOro npenapaTa, COCTaBfIEHME KOMUCCUEN 3KCNEPTOB 3aKNHYEHUS O BO3MOXHOCTM MMM HEBO3MOXHOCTU
paccmaTtpuBaTb NeKapCTBEHHbIN npenapaTt Ans MeAUUUHCKOro NpUMEHEHUs MpU OCYLLECTBEHUN rocyaapCTBEHHOM
peructpauunm B KayecTBe OpdaHHOro feKapCTBEHHOrO0 Mpenapata W HanpaBfeHWe [OaHHOro 3akSloyeHus B
YNOSTHOMOYEHHbIN doefeparnbHbli OpraH WUCMOSTHUTENbHOM BRAcTU OCYLUECTBASAOTCA B CPOK, He MpeBbllaloLwunm
Tpyauatn paboumx OHEen Co OHSA MOMyvYeHUs SKCNEepPTHbIM yYpexaeHuem 3afaHus YyNnofHOMOYEHHOro dheaepanbHOro
opraHa UCMOSHWUTENBHOW BRacTu U B 3NEKTPOHHON hopMe unu Ha BymakHbIX HOCUTENSX HeOBXOOAMMbIX AOKYMEHTOB,
yKasaHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n B Yactn 7 ctatbn 18 HacTosero ®eaepansHOro 3akoHa.

2. [lokyMeHThl, copepalimecss B perMcTpauMoHHOM [OCbe Ha feKkapCTBEHHbI npenapaT M NocTynMBLUME Ha
BYMaXkHbIX HOCUTENSIX B SKCNEPTHOE yYpexaeHne s OCYLLEeCTBNEHMS UX 3KCNEePTU3bl ANs onpeaeneHns BO3MOXHOCTU
paccmaTtpuBaTb NeKapCTBEHHbIN npenapaTt Ans MeauLMHCKOro NpUMEHeHUs B kadecTBe opdhaHHOro rnekapcTBEeHHOro
npenapara, noanexart Bo3BpaTy B YNOMHOMOYEHHLIN dhefepanbHbIi opraH UCMONHUTENBHON BracTM O4HOBPEMEHHO C
3aKIMIOYEHNSIMM COOTBETCTBYHIOLLMX SKCMEPTU3.

Ctatbsa 21. PeweHne o BO3MOXHOCTU paccMaTpuBaTb JIeKapCTBEHHbIA Npenapat Nnpu OCyLeCTBIEHUN
rocyapcTBEHHOMW perncTpauum B Kayectse opcpaHHOro rnekapcTBEHHOro npenapara
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cpok, He npeBblaoLWwmi NATM paboymx AHEN CO OHS NOMyYeHUs 3aKMiYeHNs, YKasaHHOro B YacTn 1 cTatby
20 Hactosiwero PepepanbHOro 3akoHa, YMNOMHOMOYEHHbI heaepanbHbIi  OpraH  UCMOSMIHUTENBHOM  BRacTh
OCYLLECTBMSET OLEHKY MOMyYEeHHOro 3akndeHus ANnd onpedeneHus ero COOTBETCTBUS 3adaHuio Ha npoBedeHue
COOTBETCTBYIOLLEN IKCMEePTU3bl U YBEAOMMSET 3asBUTENd B 3NEKTPOHHOW ¢opme unm Ha BymaxHOM HocuTene o
pesynbTatax nNPOBEOEHHON JKCMEePTU3bl C MNPUITOXKEHWEM KOMUW  3KCMEPTHOro 3akniovyeHuss (C  CoxpaHeHnem
KOH(bMAEeHUNanbHOCTM MHopMaLuum O cocTaBe IKCMEPTHOW KOMMCCUMU) M O BO3MOXHOCTM MM HEBO3MOXHOCTM
paccMmaTpvBaTh fleKapCTBEHHbIV npenapaT ANd MeAWUMHCKOro NPUMMEHEHWs Npy OCYLLEeCTBIIEHUW FOCYyAapCTBEHHOM
perucrtpaumm B kKayectse opdhaHHOro nekapcTBEHHOro npenapara.

2. MNpu BbIHECEHUM KOMMUCCUEN OKCMEePTOB 3aKMYeHUS O BO3MOXHOCTM pPacCMaTpuBaTh NEKapCTBEHHBbIN
npenapar ans MeauLUMHCKOro NPUMEHEHUS MPY OCYLLECTBNEHUN rOCyAapCTBEHHON perucTpaummn B kadectse opdaHHOro
NeKapcTBEHHOro MpenapaTta  YMNoSfIHOMOYEHHbI dedepanbHblii  OpraH  WCMOMHUTENbHOM BRacTi B CPOK, He
npeBbILaLLMIA NATU pabounX OHEN Co AHSA NONyYeHNs OAaHHOro 3aKMNioYeHUs, NPUHUMAaET pelleHne O Bbiaade 3adaHus
Ha MpoBedeHMe 3KCMepTU3bl KayecTBa NIeKapCTBEHHOro CPeAcTBa M 9KCMepTU3bl OTHOLLIEHMS OXMAOAeMOW MNomnb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHUs NeKapCTBEHHOro npenapara Ans MeAMLMHCKOro NPUMEHEHUS B MOPSAKE YCKOPEHHOM
npoLeaypbl 3KCnepTu3bl NEKapCTBEHHOrO CPeACcTBa B COOTBETCTBUM CO cTaTbel 26 HacToswero deaepanbHOro 3akoHa.

3. B cnyyae npuHATUS pelleHns O HEeBO3MOXHOCTW paccMmaTtpuBaTb feKapCTBEHHbIN npenapaTt Ans
MEeOULMHCKOTO MPUMEHEHMS NPW rocygapCTBEHHOW permcTpaummn B kadyecTBe opdhaHHOro fieKapCTBEHHOro npenapaTta
YMOSTHOMOYEHHBIN  PeaepanbHbii  OpraH  WCMOMHUTENbHOW BriacTU  npekpawaeTt npoueaypy rocygapCTBEHHOM
peructpaumm nekapcTBeHHOro npenapara. 3asButens Bnpase obpaTUTbCA B PErMCTPUPYIOLLUIA OpraH C 3asiBlieHMEM O
rocyaapCTBEHHOW perncrpaumn ykasaHHOro fnekapCTBEHHOro npenapata B COOTBETCTBMM CO cTaTbel 18 Hactoswero
depepanbHOro 3akoHa.

Cratbsa 22. YTpatuna cuny ¢ 1 utons 2015 roga. - ®egepanbHbii 3akoH oT 22.12.2014 N 429-93.
Cratbsa 23. JkcnepTM3a KayecTBa JIeKapCTBEHHOro CpeAcTBa M 3KCnepTu3a OTHOLUEHUA OXugaemoun

NosNb3bl K BO3MOXHOMY PUCKY NTPUMeEHeHUA NekapCTBeHHOro npenaparta Anst MeAULMHCKOro NpuMeHeHus
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

1. OkcrepTmsa KayecTBa J1eKapCTBEHHOTO CPEACTBA W 9KCMEepTU3a OTHOLWIEHUS OXuOaeMon nonb3bl K
BO3MOXHOMY PWUCKY TMPUMEHEHUA IeKapCTBEHHOro npenapata Ansg MeAUMLUUHCKOro MpPUMEHEHUs, COCTaBrieHue
KOMUCCUSIMM SKCMEPTOB 3aKIMOYEHUA NO pesynbTaTam MpoBeAeHHbIX 3KCMEPTU3 U HanpasrieHne 3TUX 3aKNioYeHni B
YNONMHOMOYEHHbIN peepanbHbIi opraH WUCNONMHUTENBHOW BracTW OCYLLECTBNAIOTCA B CPOK, He MpeBbllarowmi cTa
aecdatn pabounx gHen CO AHSA MOMyYeHUs IKCNEPTHLIM yupexgeHuemM COOTBETCTBYIOWEro 3agaHus YNornHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbHOW BRacTM M HeOOXOOUMbIX [AOKYMEHTOB B 3NIEKTPOHHOW opMe unu Ha
ByMaXKHbIX HOCUTENSX.

2. B TeyeHne [aeBAHOCTA [AHEW CO [OHSA MOMNyYEeHUS peLleHUs YNormHOMOYEHHOro dpedepanbHOro opraHa
WCMOMHUTENBLHOW BMNacTM O MPOBEAEHUM SKCMEepPTU3, MPedyCMOTPEHHbIX 4YacTblo 1 HacTodllei cTaTbu, 3asBUTENb
NpeacTaBnseT B 9KCNepTHOE yUYpexaeHue Ans NpoBefeHns 3KCNepTu3bl KadyecTBa fekapcTBEeHHOro cpeacTea obpasLpl
nekapcTBEHHOro npenaparta Ans MeAUUMHCKOro MpUMEHEeHUsl, Npou3BedeHHOro B COOTBETCTBUMM C TpebGoBaHMSIMU
OMbITHO-NMPOMBILLIEHHOTO M (MNN) MPOMbILLSIEHHOTO PEerfiaMeHToB, YTBEPXOEHHbIX PyKOBOAUTENEM MpPOU3BOAMTENS
NeKapCTBEHHbIX CPeAcTB, a Takke B COOTBETCTBYWOLMX Ccryyasix obpasubl dapmMaueBTUYeckon cybctaHumm,
TecT-WTaMMa MUKPOOPraHU3MOB, KymnbTypbl KNETOK, 06Gpaslbl BELIeCTB, MPUMEHSIeMbIX [ONs KOHTPOMA KadecTsa
NeKapcTBEHHOro cpeacTBa MyTeM CpaBHEHMS C HUMWU WUCCRedyemMoro NekapCTBEHHOro CpeacTBa, B KONMYecTsax,
HeobxoaMMbIX NS BOCMPOM3BEAEeHMS METO0B KOHTPOSSA KayecTea.

3. MNpu nonyyeHun o6pa3UOB IlEKAPCTBEHHOrO npenapata M apmaueBTMYECKOM CcybCcTaHUMM 3SKCrnepTHOoe
yuypexaeHve BblaeT 3asiBUTENI0 [OKYMEHT, NOATBEPXAAlLMIA MONyvYeHue YykasaHHbiX 0OpasuoB, M B CPOK, He
npesblWaLWwni Tpex pabounx AHen, yBedOMMseT B 3NEKTPOHHOW ¢opme unuv Ha BymakHOM HocuTene ob 3aToMm
YNOMHOMOYEHHbIV dhefeparbHblid OpraH UCMONHUTENBHOW BNACTW.

4, YKasaHHble B 4YacTax 2 M 3 HacTosiwen cTaTtbM CPOK Ans NpeacTaBneHust 3asBuTenem ob6pasuoB
NeKkapcTBEHHOro npenapaTta 1 apmMaueBTUYECKON CyOCTaHLMM U CPOK YBEOOMITEHMST 3KCMEPTHLIM yyYpexaeHnem ob
3TOM Ha 6yMa)KHOM HocuTene ynonHOMOYeHHOro (bep,epaanoro OopraHa WUCMONMHUTENbHON BNacTu He BKIIOYaloTCH B
CpOK NpOBeAEeHNS SKCNepTn3, NpeayCMOTPEHHbIX YacTbio 1 HacTosLeN cTaTbi.

5. [JoKyMeHTbI, MOCTYNUBLLUWE B SKCMEPTHOE yYpexaeHue Ana NPoBeAeHUs SKCNepTus, npegyCMOTPEHHbIX YacTbio
1 HacToswen cTtaTbu, noanexar BO3BpaTy B YMOMHOMOYEHHbIN eadepanbHbIi OpraH WCMOSTHUTENBLHOW BNacTu
OAHOBPEMEHHO C 3aKIMYEHNSIMN, MOSTyYEeHHbIMW MO pe3ynbTaTam COOTBETCTBYIOLLMX 3KCNEPTU3.

Cratba 24. C-)KcnepTwsa KayeCcTBa JneKapCTBeHHOro cpeacrtBa M 3KcnepTtu3a OTHOLUEHUA oxunpgaemomn
NoJib3bl K BOGMOXXHOMY PUCKY NpUMeéHeHUsA NneKkapCcTtBeHHOro npenaparta Aona BetepuHapHoOoro npuMeHeHus

1. 3kcnepTmsa KayecTBa fE€KapCTBEHHOTO CPEeACTBa W 9KCMepTu3a OTHOLWIEHMS OXuAaeMOon nofb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUs §eKapCTBEHHOro npenapata Ans BETEepUHapHOro MPUMEHEHUS, COCTaBneHue
KOMUCCUSIMM 9KCMEPTOB 3aKkMioYeHWn No pesynbTaTaM yKa3aHHbIX 3KCMepTU3 M HanpaBfneHUe TakuX 3akrioYeHUin B
YMONHOMOYEHHbIN hefeparnbHbli OpraH UCMOMHUTENbHOW BacTM OCYLLECTBASIOTCA B CPOK, HE MpeBbilallmin cTa
aecatn paboumx OHenW CO AHSA MONyYeHUs IKCNEPTHbIM yuYpexaeHWem 3afaHus YMoNIHOMOYEHHOro degepanbHoOro
opraHa WCMOMHWTENbHON BRacTM C AOKyMeHTamu, ykasaHHbiMu B 4yactu 3 ctatb 17 Hactosiwero degepanbHOro
3aKoHa.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 13.07.2015 N 241-93)

2. B TeyeHue Tpuauatn paboumx gHeW CO OHS MOMyYeHWUst pelleHus YNoNHOMOYeHHOro dedeparibHOro opraHa
NCMONHUTENBHON BNacTh O NPOBEAEHUN YKa3aHHbIX B YacTu 1 HacCTOSILLEN CTaTbW 3KCNEPTU3 3asBUTENb NPEeACTaBnseT
B O9KCMEpPTHOE YyupexaeHve [ANns NPOBEAEHMST 3KCNepTU3bl KayecTBa JIeKapCTBEHHOrO cpeacTtBa 06pasupl
nekapCTBEHHOro npenapata Ans BETEepPUHaPHOro MpUMEHeHUs, NMPOW3BEAEHHOr0 B COOTBETCTBUM C TpeboBaHWsMM
TEXHOJIOIMYECKMX PErnameHToB, YTBEPXKAEHHbIX PYKOBOAMUTENEM MPOM3BOAMTENS NEKApPCTBEHHbLIX CPeacTB, a Takke B
COOTBETCTBYIOLMX Cryyasix TeCT-LUTaMMbl MWKPOOPraHUM3MOB, KyNbTypbl KreTok, obpasubl dapmaueBTUYeckoi
cybcTaHummn, obpasubl BELLECTB, NMPUMEHSIEMbIE AN KOHTPOSs KayecTBa NeKapCTBEHHONO CpefcTBa, B KONMYECTBaXx,
HeobXoAMMbIX ANs BOCNPOU3BEAEHNS METOAOB KOHTPOMS KayecTBa.

(B pen. PenepanbHoro zakoHa ot 02.08.2019 N 297-93)

3. Mpu nonyyeHun oOpasLOB NEeKapCTBEHHOro npenapata v dapmaueBTUYecKkon cybcTaHLMM 3SKCnepTHoe
yypexgeHve BblOaeT 3asBUTEmN0 AOKYMEHT, MOATBEPXAaloWuii MONydyeHue YyKasaHHbIX 00pasuoB, U B CpOK, He
npeBbILAWUA Tpex paboymx AHeW, yBeOOMNSAeT B NMUCbMEHHON dhopme 006 3TOM YMNOSIHOMOYEHHbIM dheaeparnbHbIN
opraH WCMONTHUTENBHON BNacTu.
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(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

4. Cpok Ons npeacrtaBneHus 3asBuTeneM o0pasuoB JeKapCTBEHHOrO mnpenapata v dapmaueBTUYeCcKON
CyOGCTaHUUM M CPOK YBEAOMSIEHUS IKCMEPTHbIM yypexaeHnem o6 S3TOM B MUCbMEHHOM (opMe YMONTHOMOYEHHOTO
denepanbHOro opraHa UCNONHUTENBHON BNACTK, yKadaHHble B YacTaX 2 U 3 HAacCTOsILLEN CTaTbK, HE BKMOYAOTCA B CPOK
nNpoBeAeHNs yKazaHHbIX B YacTu 1 HACTOosILLEN CTaTby AKCNEPTUS.

5. [JoKyMeHTbl, NOCTYNMBLLME B 3KCMNEpPTHOE YyypexaeHue AN NpoBedeHWs yKaszaHHbIX B YacTu 1 HacToswewn
cTaTbM 3KCNepTus, nognexaTr BO3BpaTy B YNOMHOMOYEHHbIM diedepanbHbli  OpraH MWCMNOMHUTENBbHOM BriacTu
OHOBPEMEHHO C 3aKMIOYEHNSMU NO pesynbTaTaM yKasaHHbIX 3KCNepTus.

CrtaTtbs 25. lloBTOpHOE NpoBeAeHUe 3KCNepTU3bl NeKapCTBEeHHbIX CpeacTB
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cny4yasix HegocTaTovHOW OBOCHOBAHHOCTU MIU HEMOJSHOThLI 3aKMHOYEHUST KOMUCCUMU 3KCMEPTOB, Hanuuus B
HEM MPOTMBOPEUMBLIX AaHHbIX, (hanbcudumKaLMn BbIBOAOB 3KCMEPTU3bl FEKApCTBEHHOTO CPEACTBA, COKPbITUA OT
YMONHOMOYEHHOro doeeparnbHOro opraHa UCMONHUTENbLHOW BNacTu OCHOBaHUIA AN 0TBOAA dKcnepTa BCNeACcTBME ero
3aMHTEPECOBAHHOCTM B pesynbTaTax COOTBETCTBYHOLLENA SKCMEPTU3bl, HANMMUYMs AaHHbIX O NPSIMOM NGO KOCBEHHOM
BMeLLATENbCTBE B MPOLIECC COOTBETCTBYHLLEN SKCMEPTU3bl MU, HEe y4YacTBYIOLUMX B €e MPOBEAEHUU, HO OKa3aBLUMX
BMUSIHAE Ha Npouecc W pesynbTaTbl ee MNpPOoBEeAeHMs, YNOMHOMOYEHHbIM hedeparnbHbiM OPraHoM WCMOMHUTENbBHOM
BMacTV Ha3Ha4YaeTCs NOBTOPHAs 3KCNepTU3a NekapCTBEHHOIO CpeacTBa U (MNn) aTnyeckasi aKCnepTur3a.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

2. ToBTOpHas 3KcnepTM3a JIeKapCTBEHHOIO CPeACTBa NPOBOAUTCS C YY4ETOM pe3ynbTaToB paHee NpoBeAeHHON
3KCMEpPTM3bl B CPOK, YCTAHOBIEHHbLIA YMNOIHOMOYEHHbIM dedepanbHbiM OpPraHoOM MWCMOMHUTENBbHOW BfacTm U He
NpeBbILWALWUA Tprauatn pabounx OHEW CO AHsSI MOJTyYEHUs] SKCMEPTHBbIM YyYpeXAeHWEM 3afaHus Ha npoBeaeHue
NMOBTOPHOW 3KCNEPTU3bI NIEKAPCTBEHHOIO CpeacTBa.

(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

3. ®uHaHCcoBOe obecneyeHne BLINOMHEHWUS 3aJaHWs Ha NpoBedeHWe MOBTOPHOW 3KCMepTU3bl NEKAPCTBEHHOIO
CpeAcTBa He OCyLLEeCTBMAETCS.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

CratbA 26. YckopeHHasi npoueaypa 3KCnepTUsbl NNeKapcTBEeHHbIX CpeacTB

1. YckopeHHasi mpouedypa 9KCMepTu3bl JIEKapCTBEHHbIX CPeACTB B LENAX roCyAapCTBEHHOW perncrpaumm
nekapCTBEHHbIX MpenapaToB MNPUMEHSETCS B OTHOLIEHWM OpdhaHHbIX MeKapCTBEHHbIX MpenapaToB, MepBbiX Tpex
neKkapcTBEHHbIX MpenapatoB, pernctpypyembix B Poccunckon ®depepauum B KavyecTBe BOCMPOU3BEOEHHbIX
nekapCTBEHHbIX MpenapaToB, OMepefHOCTb KOTOPbIX OMNpeaenseTcs B COOTBETCTBMU C HOMEPOM U AaTOW BXOASALMX
3asBMEHUA O rOCYNAPCTBEHHOM PErMcTpaumy neKapCTBEHHbIX MpenapaToB B pamMKax OAHOM0 MeXAayHapoaHoro
HenaTeHTOBaHHOrO HAaUMEHOBAaHMWS NIEKapCTBEHHOTO npenapaTa Unm rpynnupoBOYHOrO HaMMEHOBAHWS NeKapCTBEHHOMO
npenapata, W  J€KapCTBEHHbIX  MNpenapaTtoB,  MpedHasHa4YeHHbIX  WUCKMYUTENbHO AN MPUMEHEHUS
HeCoBepLUEHHONETHUMM rpaxgaHamu.

(B pea. PenepanbHbix 3akOHOB OT 22.12.2014 N 429-®3, o1 13.07.2015 N 241-93)

2. yCKOpeHHaFI npouenypa 3KCnepTu3bl JNEeKapCTBEHHbIX CpenctB B UendaAx FOCWJ,GpCTBGHHOVI perncrpauunn
J1eKapCTBEHHbIX npenapaTtoB He NpUMMeHAeTCA B OTHOLLEHUN:

1) 6moaHanoroBbIx (6ronogobHbIX) NekapcTBEHHbIX NpenapaToB (GnoaHanoros);

2) pedhepeHTHbIX NTeKapCTBEHHbIX NpenapaToB (3a UCKNoYeHneM opdaHHbIX eKapCTBEHHbIX NpenapaTtoB);

3) BOCNPOM3BEAEHHbIX EKApPCTBEHHbIX MpenapaTtoB (3a MWCKMIOYEHWEM MepBblX TPeX pPerncrpyupyembix B
Poccuickon degepaunm B Ka4ecTBe BOCNPOU3BEAEHHbIX NIeKapCTBEHHbIX NpenapaToB M NeKapCTBEHHbIX NpenapaTos,
npegHa3HavYeHHbIX UCKIMIOYNTENBHO ANA NPUMEHEHNsT HECOBEPLLEHHONETHUMM rpaXaaHamu);

4) HOBbIX KOMBUHAaLMIM 3aperncTPMPOBaHHBLIX PpaHee NeKkapCTBEHHbIX NpenapaTos;

5) nekapcTBeHHbIX MpenapaTtoB, 3aperMcTpyMpoBaHHbIX paHee, HO MPOM3BEOEHHbIX B APYMMX feKapCTBEHHbIX

dopmax B COOTBETCTBUN C NEpPeYHEM HaMMEHOBAHWNI NIeKapCTBEHHbLIX (POPM 1 B HOBOW JO3MPOBKE.
(vacTb 2 B peq. PegepanbHoro dakoHa ot 22.12.2014 N 429-93)
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(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

3. YckopeHHas npoueaypa aKCcnepTusbl NeKapCTBEHHbIX CPeACTB NPOBOAUTCS MO PELUEHWUI0 COOTBETCTBYHOLLErO
YMONTHOMOYEHHOro hedepanbHOro opraHa UCMOMHUTENBHOW BNAcTM Ha OCHOBaHMU 3asBrieHWs 3asiBUTENs B CPOK, He
npesblWaoLLni BocbMUaecaTn paboumx gHen. MNMpu aTomM aKkcnepTm3a JOKYMEHTOB, COAepXKaLnXcs B permcTpaumMoHHOM
[OCbe Ha IeKkapCTBEHHbIN npenapaTt, NpoOBOAUTCS B CPOK, He NpeBblLaloWmMi AecatTn paboumx OHEN, akcnepTusa
KayecTBa NeKapCTBEHHOro CpeacTBa U KCMePTMU3a OTHOLLEHUS OXMOAEMOW NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
neKkapCcTBEHHOro nNpenapara NPOBOAATCHA B CPOK, HE NMpeBbILatoLLMi WeCTUAECATU pabounx AHew.

(vacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3.1. B oTHoweHun opdaHHbIX neKapCTBEHHbIX MNpenapaTtoB MoryT ObiTb MpeacTaBneHbl pesynbTaThbl
OOKNMMHNYECKUX UCCNedoBaHUI NEeKapCTBEHHbIX CPeACTB U KIMMHUYECKUX WCCREOOBaHUA NEKapCTBEHHbIX MpenapaTtoB
O MeQULMHCKOrO NPUMEHEHMS, BbIMOMHEHHbIX 3a Npegenammn Poccuiickon ®enepauum B COOTBETCTBUM C NpaBuiamu
Hagnexallen nabopaTopHON NPaKTUKN 1 NpaBUNaMU HaaeXaLlen KIMHUYECKOW NPaKTUKN.

(vacTb 3.1 BBegeHa dPepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

4. YcKopeHHast npouegypa SKCnepTu3bl feKapCTBEHHbIX CpPeacTB MPOBOAMTCA B MOpsiAke, YCTAHOBIIEHHOM
ctatbamn 17 - 20, 23 n 24 HacTosiwero ®egepanbHOro 3akoHa, U He 03Ha4YaeT CHWKeHUs TpeboBaHun kK 6e3onacHoCTH,
KayecTBy M 9O EKTMBHOCTUN NEKAPCTBEHHbIX NpenapaToB.

Cratbsa 27. PewueHue o rocyaapCTBEHHOW perucTpaumm nekapcTBeHHOro npenapara

1. B cpok, He npeBblwaWwun gecatn pabounx OHEen CO OHS NOMyYeHUs 3aKMioYeHWUA KOMUCCUMM 3KCMEPTOB MO
pesynbTataM 3KCMepTu3bl KayecTBa JIEKApCTBEHHOrO CPEeACTBA M IKCMEPTU3bl OTHOLUEHMS OXMOAEMOW MNofb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS FEeKapCTBEHHOro npenapata, COOTBETCTBYIOLIMN YNONMHOMOYEHHbLIN dheaepanbHbii
opraH WCMONTHUTENBHON BNAacTW:

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1) pasmelaet Ha cBoeMm odumumaneHoMm cante B ceTu "MHTepHeT" COOTBETCTBYHOLLME 3aKMYEHUS KOMMUCCUM
3KCMNEPTOB U OCYLLECTBISET NX OLEHKY ANS OnpefeneHns CoOOTBETCTBUS 3a4aHN0 Ha NPOBEAEHME 3TUX IKCNEPTUS;
(n. 1 B pea. PegepanbHOro gakoHa ot 22.12.2014 N 429-93)

2) NnpUHMMaET pelleHne o FocyﬂapCTBeHHOl‘/‘I perncTtpaunm nexKkapCctBeHHOro npenaparta Win 00 oTkase B
FOCYﬂapCTBeHHOVI perncrtpaunm riekapCTtBeHHOro npenapara,

3) BHOCMT NpWM NPUHATUM peLLeHUs O roCyOapCTBEHHOW perncrpauuu nekapCTBEHHOro npenaparta AaHHble O
3aperncTpupoBaHHOM feKapCTBEHHOM MpenapaTte, B TOM uucrne O gapMaueBTUYEecKOnW cyOcTaHuun, BXoAsLlen B
COCTaB IleKapCTBEHHOrO MpenapaTa, B rOCy4apCTBEHHLIN PeecTp JEeKapCTBEHHbIX CPEACTB U BbOAET 3asiBUTENHO
pervcTpaumoHHoe YAOCTOBEPEHMNE FeKapCTBEHHOrO npenaparta, opma KOTOporo yTBepXAaeTcst YNofHOMOYEHHbBIM
denepanbHbIM  OPraHOM WCMOSTHUTENBHOM BriacTW, COMMacoBaHHble HOPMAaTUBHYK OOKYMEHTAaUMI0, HOPMaTWBHBIN
OOKYMEHT, MHCTPYKLMIO MO MPMMEHEHUIO FIEKAPCTBEHHOrO npenapata U MakeTbl NEePBUMYHOM YMaKOBKM M BTOPUYHOM
(noTpebuTenbckon) yNakoBKU C YKa3aHMEM Ha HUX HOMepa PEerncTpauuoHHOro yOOCTOBEPEHUS EKapCTBEHHOro
npenapara v gaTtbl €ro rocy4apCTBEHHON perncTpaummn unm B criydae npuHATUS pelleHns 06 oTkase B rocyapCTBEHHOM
pervcTpaumm nekapCcTBEHHOro npenapaTa yBe4OMMseT B MMCbMEHHON hopme 3asiBUTens ob 3ToMm ¢ ykasaHMeM NpUYmnH
Takoro oTka3a. 3a Bbigayy PerncTpauuoHHOTO  YAOCTOBEPEHUSA  JIeKapCTBEHHOrO Mpenapata B3uMaeTcs
rocygapCTBeHHas MoLfvHa B COOTBETCTBMM C 3akoHoaaTenbcTBom Poccuinckon ®egepauum o Hanorax u cbopax.

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

2. OcHoBaHMEM [ns OTKasa B roCy4apCTBEHHOW perMcTpaumy NekapCcTBEHHOro npenapara ans MeguuuHCKOro
NPYMEHEHUS SIBMSETCS 3aKMOYeHWEe COOTBETCTBYHOLLErO YMOSIHOMOYEHHOIO beaeparnbHOro opraHa UCMOMHUTENbHOW
BNACTU O TOM, YTO Ka4yecTBO U (1nn) 3hHEKTUBHOCTb PErMCTPUPYEMOrO JIEKAPCTBEHHOIO Npenapara Anst MeaULMHCKOro
NPUMEHEHNST HEe MNOATBEPXKAEHbI MOMYYEHHBIMU LaHHbIMU UMW YTO PUCK MPUYMHEHUS Bpeda 300POBbIO YerioBeka
BCreACTBME NpUema nekapCTBEHHOro npenapaTta Ans MeauuMHCKOro npumMeHeHusa npesbiwaeT 3dEKTUBHOCTb €ro
NPUMEHEHNA.

(vacTb 2 B peq. PenepansHoro zakoHa ot 04.06.2018 N 140-93)

3. MNoBTOpHOE NpeacTaBneHne B COOTBETCTBYHOLLMIA YNOMHOMOYEHHbIV heaepanbHbli opraH UCMNOMHUTENBHON
BNacTU fEKapCTBEHHOro npenapaTta, B OTHOLUEHWM KOTOPOro MoryyeH OTka3 B FOCY4apCTBEHHOW perncrpaumm u
KOTOpPbIN BNOCMEACTBMM NOABEPrcs M3MEHEHMIO B YaCTW ero cocTaBa, paccMaTpuBaeTCs kak npeacraBneHne HOBOro
nekapcTBEHHOro npenapata Ha ero rocyJapCTBEHHYKO peructpauuio He3aBUCMMO OT COXpPaHeHWs ero nepBUYHOro
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

HaMMeHOBaHWs.
(vacTb 3 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. Mpwn npegocTaBneHUN 3asiBUTENIEM B COCTaBE PErMCTPALMOHHONO AOCbe Ha NeKapCTBEHHbIM npenapaT ans
BETEPUHAPHOIO NMPUMEHEHUSI KOMUM PELLEHUs YNOSIHOMOYEHHOro cheaepanbHOro opraHa WCMOMHWUTENBHOW BriacTu O
NpoBeAEHUN UHCNEKTUPOBAHMS NMPOU3BOANTENS NEKAPCTBEHHbBIX CPEACTB CPOK MPUHATUSA PELLEHUSI O FOCY4apPCTBEHHOM
perncrtpaumm nekapCTtBeHHOro npenaparta anga BeTepuHapHoOro npuMMeHeHuna npuoctaHaBinBaeTCA CO OHA MOJlyYeHUda
3aKrnYeHn, yKkasaHHbIX B 4acTu 1 HacTosLwen ctaTbu, 40 AHA NPUHATUSA YNOMHOMOYEHHbIM dhedeparnbHbiM OpraHoM
NCMNOSNHMTENBHOW BacTu peLleHns 0 Bbigadve unm ob oTkase B Bblgaye 3akni4eHuss 0 COOTBETCTBMM NPOU3BOAUTENS
neKkapcTBEHHbIX CpeacTB TpeboBaHUSM NpaBun Haanexale NPoM3BOACTBEHHONW MPaKTUKK, HO He Gorlee Yem Ha CTo
BOCEMbAECAT paboumnx gHEN.

(vacTb 4 BBegeHa PenepanbHbiM 3akoHoM oT 04.06.2018 N 140-03)

5. OcHoBaHMeM Ans OTKasa B rocyaapCTBEHHOW perncTpauum nekapcTBEHHOro npenapara Ans BeTepuHapHOro
NPUMEHEHUSA SIBMSIETCS 3aKMYeHMe YNorHOMOYEHHOro dhedeparnbHOro opraHa MCMOMHUTENbHOW BNAactM O TOM, YTO
KayecTBO M (Mnn) adPEKTUBHOCTbL PETMCTPUPYEMOrO NIEKAPCTBEHHOMO Npenaparta Anst BETepUHAPHOro NPUMEHEHUS He
noATBEPXXAEHbI NONTyYEHHLIMU AaHHBIMU UITM YTO PUCK NPUYMHEHUS Bpeda 340POBbHO XXMBOTHOMO BCreACTBME Mpuema
NeKapCTBEHHOro npenaparta Ansg BETEPUHAPHOro NpUMEHEHUs npeBbiaeT 3PdEKTUBHOCTb €ro NPUMEHEHUs, OTKas3
YNOMHOMOYEHHOro dhefepanbHOro opraHa WCMNOMHUTENbHOW BRacTU B Bblgade 3akniovyeHUs O COOTBETCTBUM
Npoun3BoaMTENS NEeKapCTBEHHbIX CPeacTB TpeboBaHWsIM NpaBun Haanexalleh npou3BOACTBEHHOM MPaKTUKU Ons
Ka)koN NpOM3BOLCTBEHHOW MITOLLAAKN PErMCTPUPYEMOrO NIEKAPCTBEHHOIO Npenapara A BeTEPMHAPHOIo NPUMEHEHUS
B Cry4ae, ecnv NpOM3BOACTBO fEKAPCTBEHHOIO MNpenaparta 4fig BeTEePUMHAPHOrO NPUMEHEHWs] OCYLLECTBISIETCS 3a
npegenamu Poccuiickon Pegepaumm, unm oTCyTCTBME TAKOro 3aKiioYeHUs.

(vacTb 5 BBegeHa denepanbHbiM 3akoHoM oT 04.06.2018 N 140-03)

CraTtba 27.1. Bsanmo3zameHAAeMOCTb JIeKapCTBEHHbIX NpenapaToB Afsi MegULUMHCKOro NpuMeHeHus
(B pen. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. B3anmo3ameHsieMOCTb JEKapCTBEHHbIX MpenapaToB 419 MEAMUMHCKOTO MNPUMEHEHUs OonpeaensieTcs
YNOSTHOMOYEHHbIM  befieparnbHbiM  OPraHOM  UCMOMHUTENBbHON  BRacTW, OCYLLECTBISIOWNMM  FOCY4apCTBEHHYIO
perncTpaumio fnekapcTBeHHbIX MpenapaTtoB Ans MEAUUMHCKOro MPUMEHEHUs, B paMKax OAHOro MeXAayHapOoAHOro
HenaTeHTOBaHHOIo (MM XUMUYECKOro, WNU rPynnMPOBOYHOINO0) HaUMEHOBAHWUS Ha OCHOBE 3aKMOYEHUS1 KOMWUCCUU
3KCMEPTOB 3KCMEPTHOTO YYPEXOEHUss O B3aMMO3aMEHSEMOCTM JIEKapCTBEHHOrO npenapata Ans MeAWLMHCKOro
npumeHeHnss NGO O TOM, 4TO JIEKAapCTBEHHbIM NpenapaTt AOns MeAWUMHCKOrO MpPUMEHEHUS He sSBhsieTcs
B3anMo3aMeHsieMbiM. [Mopagok onpeaeneHns B3aMMO3aMeHSIeMOCTUM JIEKAPCTBEHHbIX NpenapaToB A4S MeaULMHCKOro
NPUMEHEHNsT KU dopMa  3aKMOYEHUsT KOMMUCCUM 3KCMEPTOB SKCMEPTHOrO YYPEXOAEHMS O B3aMMO3aMEHSEMOCTU
NeKapcTBEHHbIX MpenapaToB ANd MeOULMHCKOrO MNpuUMeEHeHust Nnbo O TOM, YTO NEeKapCTBEHHbIM npenapart ans
MEOWLMHCKOrO NPUMEHEHNs He SBMsieTCA B3aummo3aMeHsdeMblM, ycTaHaBnusawTca [MpaButenbctBoM Poccuiickon
denepaumm.

2. Komuceus OKCMNepTOB 3KCNEPTHOro y4ypexaeHna naet 3akrni4vyeHne O B3anMOo3aMeHAEeMOCTU NeKapCTBEHHOIo
npenaparta Aand MeauuuMHCKOro npuMeHeHusA nbo o ToMm, 4TO J'IeKapCTBeHHbIIZ npenapar Aand MeaunuumHCKOoro
NnpuMeHeHnsa He ABNAeTCA B3anMo3aMeHAEeMbIM, Ha OCHOBaHUU cneayrLlnx Kputepues (XapaKTepMCTMK)Z

1) akBuBaneHTHoOCTb (Ans OwuoaHanoroBbix (OMoOnNogoGHLIX) NEeKapCTBEHHbIX nNpenapatoB (6bwoaHanoros) -
COMOCTaBUMOCTb) KayeCTBEHHbIX W KOMWYECTBEHHbIX XapaKTepucTuk dapmaueBTMdeckux cybctaHumm unm
CONoCTaBMMOCTb aHTUITEeHHOINro coctaBa BaKUWH. Mcnonb3oBaHue Pa3nn4YHbIX cone|7|, 3(*)I/IpOB, KOMneKkcoB, n3aomepos,
Kpuctannuueckux ¢opM U OpyrMx NpOU3BOAHbIX OAHOMO W TOro e [eNCTBYIOLEro BeLlecTBa He $BNsieTcs
npenaTcTBUEM ANs ONpPedeneHus B3anMO3aMEHSEMOCTM JIeKapCTBEHHbLIX MNpenapaTtoB, €cnv Mpu NPOBEAEHUM
nuccnenoBaHnst  GMOSKBMBANEHTHOCTU  NeKapCTBEHHOrO  Mpenapata WM WUCCrefoBaHust  TepaneBTUYECKON
9KBMBANEHTHOCTM  IEKAPCTBEHHOro  npenapata  [40oKasaHO OTCYTCTBME  KIMMHWYECKM  3HAYUMbIX  pPasnuyunii
hapMakokMHETMKN U (unn) adpdekTMBHOCTM M BGe3onacHOCTM NekapCTBEHHOro npenapata Ans MeguuUHCKOro
NPUMEHEHUA;

2) aKBMBANEHTHOCTb NekapcTBeHHON hopMbl. o4 3KBMBaNEHTHbIMU fleKapCTBEHHbIMU hopMamMmn MOHMMatoTCA
pasHble nekapcTBeHHble OpMbl, UMEKLLMe OAMHaKoBble crnocob BBedeHWs M cnocob npumeHeHuns, obnaparoime
conocTaBUMbIMK (hapMakoOKUHETUYECKUMUN XapaKTepUcTUkaMm 1 hapMakonormyeckum gencresmem n obecneynsaioLlme
Takke [OOCTUXEHME HeobxoaMMoro KnumHudeckoro adppekta. Pasnuuma nekapcTBeHHbIX (OPM He  SaBnsATCS
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

npenaTctBueM Ana onpegeneHnda B3aMM03aMeHAEeMOCTU J1eKapCTBEHHbIX MpenapaTtoB, ecnn npu nposeaeHun
ncenenosaHnAa OMOSKBMBANEHTHOCTU J1eKapCTBEHHOro npenaparta nnn ncenegoBaHunda TepaHeBTMHeCKOPI
9KBMBAIlIEHTHOCTU NeKkapCTBEeHHOro npenaparta [OOKa3aHO oTCcyTCTBME KIMNHNYEeCKN 3Ha4YNMbIX pasnvlqmﬁ
(*)apMaKOKMHeTI/IKM n (MJ'II/I) SdeJeKTMBHOCTI/I n Ge3onacHoOCTK NNIeKapCTBeHHOro npenaparta anda MeguumHCKOro
NPUMEHEHUA;

3) 9KBMBaNeHTHOCTb U CONOCTaBMUMOCTb COCTaBa BCMOMOraTesibHbIX BELLECTB JIeKapCTBEHHOro npenaparta Ang
MeOULMHCKOro npumMeHeHuns. Pasnmuns coctaBa BCNoOMOraTerbHbIX BELLECTB NIEKapCTBEHHOro npenapara He sBMAsiTCH
NpenaTcTBMeM [Ana onpedeneHnss B3anMO3aMeHAeMOCTW NeKapCTBEHHbIX npenapaToB, ecnv Mpu nNpoBeAeHuu
nuccnefoBaHnsi  GMO3KBMBANEHTHOCTM  MEeKapCTBEHHOrO  Mpenapara WM WUCCMNefoBaHWs  TepaneBTUYECKOM
3KBMBAIIEHTHOCTN  JIeKapCTBEHHOro rpenapaTta [oKa3aHO OTCYTCTBME  KIMHUYECKM  3HAYUMbIX  Pasrfnyuin
dapmMakokMHeTkn un (Mnn) adpdekTMBHOCTM M 6e3onacHOCTU feKkapCTBEHHOro npenapata Ans  MeguuUMHCKOro
npuMeHeHus. [py HanUuuUM KIUHWYECKM 3HaYMMbIX pPasnuuMi  papMakoKMHETUKM U (Mnn) 3dPEEKTUBHOCTU U
BesonacHOCTN nekapCTBEHHOro npenapaTta Ans MeAWMLUHCKOro MpUMEHeHUs B3anMO3aMEeHSeMOCTb onpegensiercsa ¢
yKasaHueMm Ha UCKNIYeHne oTaernbHbIX rpynn nauneHTos;

4) ngeHTUYHOCTbL cnocoba BBeAeHUs 1 cnocoba NpUMMeEHeHNs;

5) COOTBETCTBME npoun3BoanTend IneKapCcTBeHHOro cpeactBa Tpe6OBaHI/IF|M npasun Haanexawen
n pOVISBO,ElCTBeHHOVI NPaKTUKN.

3. OnpegeneHve B3anMO3aMEHAEMOCTM BOCNPOM3BEAEHHbIX NEKapCTBEHHbIX MpenapaTtoB Ans MegULMHCKOro
NpUMeHeHus, ykasaHHbiXx B 4Yactu 10 cratbum 18 HacTosdwero ®egepanbHOro 3akoHa, ocyllecTBrsetrcs 6e3s
HeobX0AMMOCTY JoKa3aTeNnbCTBa X BUOIKBMBANIEHTHOCTH.

4. OcobBeHHOCTU onpedeneHus B3aMMO3aMEHSEMOCTM  OUOMOrM4eckux JNEeKapCTBEHHbIX  MpenapaTos,
KOMOUWHMPOBAHHbBIX FIEKAPCTBEHHbIX NpenapaToB (Coaepxalmnx KomMbuHaumioo OByx M Gonee OEeNCTBYIOLWNX BELLECTB),
NeKapcTBEHHbIX NpenapaTtoB AMS NapeHTepanbHOro nUTaHus U HeOO3UPOBaHHbIX FEKAPCTBEHHbIX MNpenapaTos
ycTaHaBnmeatoTca MNMpaButensctBoMm Poccunckon ®enepaumn.

5. OnpepeneHve B3aMMO3aMEHSIEMOCTU He OCYLLECTBMSETCS B OTHOLUEHUWM IEKAPCTBEHHBLIX PACTUTEMbHbIX
npenapaToB, rOMeOoNaTU4EeCKMNX NTEKAapPCTBEHHbIX NpenapaTos.

6. (DOpMI/IpOBaHI/Ie nepeyHa B3anMMoO3aMeHAEeMbIX NEKapPCTBEHHbIX MpenapatoB AnAa MegunuuHCKOro npnMmeHeHuA
OCYLLECTBJIAETCA 3KCNepPTHbIM y4pexaeHnem nocpencrtsomM 06beguHeHns JIeKapCTBEHHbIX MpenapaTtoB B OTAEJIbHbIE
rpynnsbl, B KaXkgom n3 KOTOPBbIX JIeKapCTBEHHbIE NnpenapaTtbl ABNAKTCA B3aMMO3aMeHAEeMbIMU.

7. B cnyyae BKIIOYEHWUSI B WHCTPYKLUMIO MO MEOMUMHCKOMY MPUMEHEHMWI0 NEeKkapCTBEHHOro npenapata Ha
OCHOBaHWW pe3ynbTaTOB COOTBETCTBYIOLIMX WCCIEQOBaHW MOKasaHWi Ona NMPUMEHEHWS, KOTOpblE OTNMYAOTCA OT
nokasaHun Ansi NPUMEHEHUs] APYrMX FNEeKapCTBEHHbIX MPErnapaTtoB M3 rpynrbl B3aMMo3aMeHSIEMbIX NEKapCTBEHHbIX
npenapaToB, B NepeyHe B3aMMO3aMEHSIEMbIX NEKapCTBEHHbIX NpenapaToB Af1s MEAMLMHCKOTO MPUMEHEHUs! JOIKHa
ObITb YKa3aHa COOTBETCTBYHOLas UHopmaLus.

8. lNepeyeHb B3auMo3aMeHSIEMbIX NEKapCTBEHHBIX NpenapaToB AN MeOULMHCKOro NPUMEHEHUs pasmellaeTcs
YMOSTHOMOYEHHbIM ~ ddefjieparibHblM  OpraHoM  UCMOSTHUTENbHOM  BRacTW, OCYLUECTBSAOWUM  rOCYAapCTBEHHYIO
perucTpaumio fekapcTBEHHbIX NpenapartoB Ans MeAMUMHCKOro NpUMeHeHUs, Ha CBOeM odumumnansHoOM cainte B ceTu
"MiHTepHeT". WHdopmauua B rnepevyHe B3anMMO3aMeHSAeMbIX INeKapCTBEHHbIX rpernapaToB And  MeOULMHCKOro
nNpMMeHeHUs OOHOBNSAETCA YyKasaHHbiM dedeparnbHbiM  OpraHoM WCMOMHUTENbHOW BNacth C  Y4€TOM  HOBbIX
3aperucTpupoBaHHbIX JeKapCTBEHHbIX MpenapaTtoB AN MeOULUMHCKOTO MPUMEHEHUS U BHECEHHbIX W3MEHEeHWW B
OOKYMEHTbI, codepXalmnecss B perncTpaumoHHbIX AOCbe Ha 3aperncTpupoBaHHble NekapCTBEHHbIE npenapatbl Ans
MeOULMHCKOTO NPUMEHEHWSI.

9. Tlopsgok wucnonb3oBaHWs WHGPOPMaUMM O B3auMO3aMeHsieMblX JleKapCTBEHHbIX npenapatax Ang
MEOWLMHCKOro MNPUMEHEHUS U MOPSAOK [adn pa3bsACHEHWA MO BOMPOCaM B3aMMO3aMEHSEMOCTUM NeKapCTBEHHbIX
npenapaTtoB NS MEOULMHCKOTO NPUMEHEHNs ycTaHaBnmBatoTcs lNpasuTtensctBom Poccuiickon ®egepaunn.

CraTbs 28. PeructpaunmoHHoOe yaoCTOBepeHMe NIeKapCTBEHHOro npenapara

1. PerucrpaumoHHOe YyOoCTOBEpPEHME eKapCTBEHHOro npenapaTa C ykasaHMem NeKapCTBEHHbIX (opM U
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

[I03MPOBOK BblAaeTcs GECCPOYHO, 3@ WCKIIOHYEHMEM PErMcTpaLMoHHOTO YOOCTOBEPEHUS NEeKapCTBEHHOro npenapara,
BblaBaEMOro CO CPOKOM AENCTBUA NATL NET, Ha BrepBble pernctpupyemslie B Poccuiickon ®eaepauum nekapcTBeHHble
npenaparbl.

2. Mo ucteyeHnn ykasaHHOro B 4actu 1 HacTosien cTtaTbu cpoka BblaaeTcsi 6eccpoyHoe perncrTpaumoHHoe
yOOCTOBEPEHUNE NIEKAPCTBEHHOMO Npenaparta npu yCroBun NOATBEPXKOEHNSA ero rocy4apCTBEHHOW perncTpaumn.

3. B cny4ae BHeceHus B cootBeTcTBUM co cTaTbsamm 30 n 31 Hactosiwero ®enepanbHOro 3akoHa M3MEHEHUN B
cogepXawmecss B pPEerucTpauuMoHHOM [OCbe Ha 3aperMcTpyMpoBaHHbLIN  NEKApCTBEHHbIM npenapaT OOKYMEHTbI,
3aTparuBalolnMX CBeAEHUsl, OTPaXeHHble B PErncTtpauMoHHOM YOOCTOBEPEHUM NEeKapCTBEHHOro npenapaTa,
YNOMHOMOYEHHbIV dhefepanbHbli OpraH MCMOMHUTENbHOW BNacTW BblAaeT HOBOE perucTpaLMoHHOe YyAOoCTOoBepeHue
nekapcTBEHHOro npenapaTta, cogepallee BHECEHHbIE B HEFO N3MEHEHUS.

(vacTtb 3 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

4. B cnyyae yTpaTbl uUnu noBpeXAeHUs pPerncTpaumMoHHOro YAOCTOBEPEHUS eKapCTBEHHOro npenapara no
3asIBMIEHNI0 B NMUCbMEHHOW bOpMe AepxaTenst Unu Brnagernbla perncTpalMoHHOr0 yOOCTOBEPEHMUS NIEKAPCTBEHHOIO
npenapata WM YNOSTHOMOYEHHOro MMMW [pYroro HpuauYeckoro nvua o Bblgade Aybnuvkata perncrpauvoHHOro
YOOCTOBEPEHNSA NEKAPCTBEHHOMO npenapaTa YnonHOMOYEHHbIN hedeparnbHbIi OpraH UCMOAHUTENBHOW BNacTu B CPOK,
He MpeBbIAKWNA AecaTn pabounmx OHEM CO OHS MOCTYNNEeHWs 3asiBreHus, BblgaeT Aybnukat pernctpauuoHHOro
yOOCTOBEPEHMS  NEKapCTBEHHOro npenapata. 3a Bblgady Agybnukata  perMcTpauMoOHHOrO  yAoCTOBEpEeHUs
nekapcTBEHHOro nmnpenapata B3MMaeTCd roCyAapCTBEHHad NOWnvMHa B COOTBETCTBUM C 3aKOHOL4ATENbCTBOM
Poccuiickon degepaumm o Hanorax n cbopax.

(4acTb 4 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

Cratbsa 29. NoaTBepXxAeHMe rocyaapCcTBeHHON perucTpaumm nekapcTBeHHOro npenapara
(B pea. PepepanbHoro gdakoHa ot 22.12.2014 N 429-93)

1. MNMoaTBepXxaeHNe rocyfapCTBEHHOW PerMcTpauun fekapCTBEHHOTO npernapara OCYLEeCTBASAETCA Npu Bbliaade
©eccpoYHOro perncTpaLmMoHHOro yaoCTOBEPEHMS NIEKAPCTBEHHOrO Npenaparta B crny4vae, ykasaHHOM B 4acTu 2 cTaTby
28 HacToswero ®enepanbHOro 3akoHa, B CPOK, He MpeBbillaloWMiA LWeCcTaecaTn padbounx gHen co OHS NosyYyeHus
COOTBETCTBYIOLLMM YNOMHOMOYEHHBIM doefeparnbHbiM OPraHOM MCMOSTHUTENBHOM BNAcTU 3asiBNEHNsT O NOATBEPXKOEHUN
rocyAapCTBEHHOW perucTpalmm nekapCTBeHHOro npenaparta. He ocyuiectBnseTca NOATBEpXOeHWE rocyaapCTBEHHOM
perncTpauun B OTHOLLEHWUM NIEKAPCTBEHHOrO Npenapara, He HaxoamBLLerocsi B obpalueHun B Poccuinckon ®egepaunn B
TeyeHne Tpex M Gonee neT, a Takke B OTHOLIEHWM NEKAPCTBEHHOIO CPEACTBA, MPOU3BEAEHHOIO C HapyLUeHWEM
TpeboBaHWsl, yCTAaHOBIEHHOMO YacTblo 3.7 cTtaTbun 71 HacTosAwero PegepanbHOro 3akoHa.

2. 3asBneHne o NOATBEPXAEHUN rOCYyAAPCTBEHHON perncTpaumnm nekapcTBEHHOro npenapara Ans MeguunuHCKoro
NPUMEHEHNS1 NPEACTaBNSETCA B COOTBETCTBYIOLMNIA YNOMHOMOYEHHbIM dheaeparnbHbiii OpraH UCMOSNTHUTENbHOW BRacTu
He paHee 4YeM 3a CTO BOCEMbAECHAT AHEe [0 WCTEYEeHMsI cpoka [OEWCTBMS PErMCTPaLMOHHOIO YAOCTOBEPEHUS
neKapcTBEHHOrO npenapara Ans MeaMunHCKOro NpUMeEHEHMSI.

(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2.1. 3agBneHve O MNOATBEPXAEHUN T[OCYAApPCTBEHHOW perucTpauMm rekapcTBEHHOro npenaparta  Ans
BETEPUHAPHOrO MPUMEHEHUS NPeAcTaBnsAeTcd B COOTBETCTBYHOLLMA YNOMHOMOYEHHbIN dedeparnbHbii  opraH
WCMONHUTENbBHON BNacT He paHee 4eM 3a CTO BOCEMbAECHAT OHEN A0 UCTEYEHUs Cpoka OeVCTBUS PerncTpaumoHHOro
YAOCTOBEPEHNS NEeKapCTBEHHOro npenapaTa Ans BETEPUHAPHOTO NMPUMEHEHWS W He MO34Hee OKOHYaHWs cpoka ero
OencTeus.

(vacTb 2.1 BBegeHa dPepepanbHbiM 3akoHom o1 02.08.2019 N 297-93)

3. TlloaTBepxadeHWe rocyOdapCTBEHHOW perucTpauun feKkapCTBEHHOro npenapaTa  OCYLLECTBNAeTCs nNo
pesynbTatamMm 3KCMepTU3bl OTHOLUEHWSI OXMOAeMON MoNb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUSI JEKAPCTBEHHOTO
npenapata Ha OCHOBaHWW Pe3ynbTaToB MOHUTOPUHIa 3DMEKTUBHOCTM U BGEe30nacHOCTU NeKkapcTBEHHOro npenapara,
NPOBOAMMOrO AepxaTenemMm WNu BnagernblemM PerncTpaLMoHHOro yOOCTOBEpEeHUss NeKapCTBEHHOro npenaparta nvbo
YNOMHOMOYEHHBLIM UMW OPUAONYECKUM NIULIOM, a TaKKe COOTBETCTBYIOLLMM YNONMHOMOYEHHbIM dedepanbHbIM OpraHom
UCMOMHUTENBHOW BMACTW B COOTBETCTBUM C TpeGoBaHUAMK cTaTbk 64 HacToswero PeaepanbHOro 3akoHa.

4. K 3aaBneHui0 O MNOATBEPXKAEHUW TrOCYyAApCTBEHHOW perncrpauuMmM fekapcTBeHHOro nmnpenapata  Aansd
MeANLMHCKOro NpMMeHeHus npunaratTca:
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

1) AOKYMEHTbI, copepaliMe pesynbTaTbl MOHUTOPUHra 3dPeKTMBHOCTM UM GE30MacHOCTM JIeKapCTBEHHOMO
npenapata AnNA MeOWUUMHCKOTO MPUMEHEHWsl, MPOBEAEeHHOro Aepxarernem WM Bnagenbuem pPerMcTpaLmoHHOro
YAOCTOBEPEHMs1 NeKapcTBEHHOro npenapata AnA  MeAWUMHCKOTO MPUMEHEHMs NGO  YNONMHOMOYEHHBIM UM
HOPUANYECKUM NTULIOM, NO hopMe, YTBEPKAEHHON YNONMHOMOYEHHbIM dheaeparnbHbM OpraHoM UCMONHUTENBHOR BNacTy;

KoHcynbTaHTln0C: npnmMmeYvaHume.
C 01.01.2021 B . 2 4. 4 cT. 29 BHOCATCA M3MeHeHus (D3 o1 27.12.2019 N 478-D3).

2) Konuna nuueHsnm Ha npou3BOACTBO JIEKapCTBEHHbIX CpeacTtB W Konua 3aknivyeHnda O COOTBEeTCTBUU
npoun3BoanTena nekapCTBeHHbIX CpencTs TpGGOBaHVIFlM npaBun Ha,qnemau.l,eﬁ I'IpOI/I3BO,lJ,CTBeHHOI7I NPaKTUKKN, BblAaHHbIX
YNONHOMOYEHHbIM doefeparibHbiM OpraHOM WCMOSTHUTENbHOW BAAcTM B OTHOLLUEHUMU MPOU3BOACTBEHHOW MNOLALKM
neKkapCTBEHHOrO npenapata Ans  MeAWUMHCKOro  MPUMEHEHMUs, TOCYdapCTBEHHAsl PerucTpaumsi  KOToporo
NnoAaTBepXOaeTca B cryvyae, ecnv MpouM3BOACTBO JIEKAapCTBEHHOro npenapata Ans MeOUuUMHCKOTO MPUMEHEHUS
ocyulectBnsieTcst B Poccuiickon ®epepauuu;

KoHcynbTanTl1noc: npumeyanme.
C 01.01.2021 B n. 3 4. 4 cT. 29 BHOCATCHA M3MeHeHns (P3 o1 27.12.2019 N 478-d3).

3) konus BbIJAHHOW YMOSTHOMOYEHHLIM OPraHoOM CTpaHbl MNPOM3BOAMTENS JULEH3UM HA NPOM3BOLCTBO
rfiekapCTBEHHOro npenapaTta Afs MeOUUMHCKOTO MPUMEHEHMS U ee MepeBOL Ha PYCCKMM A3blK, 3aBEpPEHHble B
YCTAHOBMIEHHOM MOPSiAKe, a TakKe KOMus 3akSio4YeHMs O COOTBETCTBMM MPOM3BOAUTENS JIEKAPCTBEHHbIX CPeAcCTB
TpeboBaHMsIM nNpaBuil Hagnexawen npoM3BOACTBEHHOM MPAKTUKW, BbIAAHHOIO YMOMMHOMOYEHHbIM heaepanbHbIM
OpraHoM WCMOMHUTENBHON BMACTUM B OTHOLLEHUW MPOM3BOACTBEHHOW MIOLWAAKM FeKapCTBEHHOro npenapara Aang
MEOWLMHCKOrO MNPUMEHEHUS, FOCYAApCTBEHHAsA perucTpaumsi KOTOporo noATBEPXKAAETCH, MMM KOMUS  peLUeHus
YMOSTHOMOYEHHOIO (hefiepanbHOro opraHa MCMoSIHUTENBHOW BNAcTM O NPOBEAEHWMM MHCTNEKTUPOBAHUSA NPOU3BOAUTENS
nekapCTBEHHbIX CPeACTB B Criyyae, ecnv NpOoM3BOACTBO JIEKAPCTBEHHOrO npenapara AN MeauUMHCKOro NpUMeEHEHNs
ocylecTBnsieTcs 3a npeaenamu Poccuiickon ®epepauun.

(vacTb 4 B pen. PenepanbHoro 3akoHa ot 04.06.2018 N 140-93)

4.1. B oTHOWeEHUN OMOMNOrMYecKMX NEeKapCTBEHHbIX MpenapaToB AN MeAWMUMHCKOro MpUMEHEeHWs 3asiBUTenb
OONOMHUTENbHO MpeacTaBnsgeT pesynbTaTbl MEpOnpuUATUA, NPeayCMOTPEHHbIX MIaHOM  YMpPaBfieHUs puUCKaMmu,
YTBEPXKOEHHbIM ~ YMONHOMOYEHHbIM — dbefeparnbHbiM - OpraHoOM  UCMOMHUTENbHOW  BAAcT  MNpu  OCYLLECTBNEHUN
rocygapCTBEHHOMN perncTpaunm nekapCcTBeHHOro npenapara 45 MEAULMHCKOrO MPUMEHEHMS.

(vacTb 4.1 BBegeHa dPepepanbHbiM 3akoHoMm oT 04.06.2018 N 140-93)

4.2. K 3asBneHvio O MOATBEPXAEHUN TOCYAAPCTBEHHOW perucTpaumMmM FeKapCcTBEHHOro npenapata Ans
BETEPMHAPHOrO NMPUMEHEHNs] NpunaralTCsa OOKYMEHTbI, codepXallimMe pes3yrnbTaTbl MOHUTOPUHra 3dEKTUBHOCTU U
0e30nacHOCTU NEeKapCTBEHHOrO npenapata [Ansi BETEPUMHAPHOro MNPUMEHEHWUs, NPOBOAMMOrO AepXaTeneMm unm
BNnagenbLem perMcTpaLmMoHHOro YAOCTOBEPEHNA NeKapCTBEHHOro npenapara Ans BeTepMHapHOro npumMeHeHusa nvbo
YNOMHOMOYEHHBIM UM IOPUONYECKUM NULOM, N0 opMe, YTBEPXKOEHHOW YNONMHOMOYEHHbIM ¢befeparnbHbiM OpraHoMm
WCMNONHMTENBHOW BNAacTu, U AOKYMEHThI, Yka3aHHble B NyHKTax 1, 2 - 2.2, nognyHkTtax "a", "6", "k", "n" nyHkta 4 yactn 3
ctaTtbmn 17 HacTosiwero PegepanbHOro 3akoHa. B oTHOLWEHMM MMMYHOBMONOIMYECKMX NeKapCTBEHHbLIX NPenapaToB A1
BETEPUHAPHOro NPUMEHEHNS He NMPeACTaBATCA CBeOeHUs, Yka3aHHble B nognyHkTe "K" nyHkTa 4 yactu 3 ctaten 17
HacToswero denepanbHOro 3akoHa. B OTHOWEHMM NeKapCTBEHHbIX MpenapaTtoB M1 BETEPUHAPHOro MpUMEHEHNS,
NONy4YeHHbIX C MPUMEHEHNEM FrEHHO-MHXEHEPHO-MOANULMPOBAHHBLIX OPraHN3MOB UK CoAepXKaLlMX Takme opraHu3Mel,
OOMNONHUTENBHO NPEACTaBNAOTCA CBeAEHWs, Yka3aHHble B nyHkTe 13 yactm 3 ctaTtbu 17 HacToswero ®enepansHoro
3aKoHa.

(yacTb 4.2 BBegeHa deaepanbHbiM 3akoHoMm oT 04.06.2018 N 140-93; B peg. PegepanbHoro 3akoHa ot 02.08.2019 N
297-03)

KoHcynbTaHTlINOC: npumMmeyaHme.
C 01.01.2021 4. 4.3 cT. 29 n3naraetcs B HoBow pegakumm (P3 ot 27.12.2019 N 478-93).

4.3. C 3agaBneHnem o noaresepXxgeHun rocy,u,apCTBeHHO|7| perncTtpaunmn nekapcrtBeHHOro npenaparta 3asdaBUTESb
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

npeacTaBnaeT KOMUIO [OKYMEHTa, MNOATBEepXAaloLlero ynnaty rocygapCTBEHHOM MOLWMMHBLI 3@ NoATBEPXAeHuEe
rocyJapCTBEHHOM perucTpaumMm NekapcTBEHHOro npenapata, NMbo MOXeT npeacTaBUTb YKasaHHbIN AOKYMEHT Mo
cobcTBEHHOW MHMUMaTMBE. B criyyae HenpeAcTaBneHWs yKasaHHOMO AOKYMEHTa YMOMHOMOYEHHbIN deaeparnbHbIn
opraH MWCMOMHUTENbHOW BracTu nposepseT akT ynraTbl rocygapCTBEHHOM MOLUSMHLI 3asiBUTENEM NocpeaCcTBOM
UCNonb30BaHUA WHGopMauum o6 ynnaTte rocyaapCTBEHHOW MOLWNWUHBLI, codepxawlencsa B [ocygapCTBEHHOM
WH(POPMALIMOHHOM CUCTEME O TrOCYAApCTBEHHbIX W MYHUUMMANbHbIX NraTexax, Ha OCHOBaHWM MNpeAcTaBreHHON
3asBUTENEM KONMUU JOKYMEHTa, NOATBEPXKAAatoLWero ynnaTy rocyAapCTBEHHON NOLUSNHBI.

(vacTb 4.3 BBegeHa depepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

5. B TeuyeHne pecAtn paboumx AHEM CO AHA NPUHATUS 3asBrieHWss O MOATBEPXKOEHWM TocydapCTBEHHOW
peructpaumm nekapcTBEHHOro npenapata U AOKYMEHTOB, COAepKallmX pesynbTaTbl MOHUTOPUHra 3hMEKTUBHOCTM U
6e3onacHOCTM nekapCTBEHHOro npenapaTa, MNPOBOAUMOrO JepxaTenem unu BrnagenbuemM perncTpauyuoHHOro
YAOCTOBEPEHNS NeKapCTBEHHOro npenapaTta NMG0 YyNOMHOMOYEHHbIM UMW IOPUONYECKUM NMLOM, YMNOSTHOMOYEHHbIV
deaepanbHbI opraH UCNOSTHUTENBHOW BacTu:

1) NpoBOAMT NPOBEPKY MOMHOTLI CBEAEHMWI, COAEPXKALLMXCS B NPEACTaBNEHHbIX 3a8BUTENEM JOKYMEHTAX;

2) NpYHUMaeT pelleHne O MPOBEAEHUM UM 06 OTKase B MPOBEAEHWMM 3KCMEepTU3bl OTHOLLEHUS OXUOAEMOi
Monb3bl K BO3MOXHOMY PWUCKY NMPUMEHEHWUSI NEKapCTBEHHOro Mnpenaparta Ha OCHOBAHUWM Pe3ynbTaTOB MOHWUTOPWHIA
apEKTMBHOCTM U BGEe30MacHOCTM NeKapcTBEHHOro npenapaTa, MPOBOAMMOrO [JepaTeneM unu  Bnagenbuem
PerncTpaLmMoHHOro Y0CTOBEPEHMS NeKapCcTBEHHOro npenaparta NMéo YNonHOMOYEHHLIM UMW HOPUANYECKUM NULIOM, a
Takke egeparnbHbIM OPraHoOM WCMOMHUTENbBHOW BNacTM B COOTBETCTBUM C TpeboBaHMAMM cTaTbl 64 HacTosALlero
degepanbHOro 3akoHa;

3) yBegomMnsieT B 3MEKTPOHHOM hopMe UnM NUCbMEHHOM opMe 3asiBUTENsS U 3KCNepTHOE YYpexaeHue o
MPUHATOM peLleHun nNubo B cnyvae NPUHATUSA pelleHnss o6 oTkase B NPOBEAEHUN IKCMEePTU3bl YKasbiBAET MPUYMHbI
Takoro oTkasa.

6. B cnyyae BbisIBNeHUS HEOOCTOBEPHOCTM M (MNM) HeOoCTaTOYHOCTU MHGOPMaLMK, codepXXallencs B
npeacTaBneHHbIX 3asdBUTENEM [OKYMEHTaX, YMONTHOMOYEHHbIN heaepanbHbii OpraH MCMOMHUTENbHOW BNacTu
HanpaenseT 3asdABMTENO 3anpoc 00 YyTOYHEHUWU yKa3aHHOW MHdopMauMu. 3anpoc YNosIHOMOYEHHOro deneparnbHOro
opraHa MCMONHUTENbHON BracT MOXeT ObITb nepefdaH YNoNTHOMOYEHHOMY MPELCTaBUTENIO 3asiBUTENST JINYHO MNoj
pacnucky, HanpasJieH Mo NoYTe 3akas3HbiM MUCbMOM UM NEpPefaH B 3NIEKTPOHHON hopMe MO TENEKOMMYHUKALMOHHBIM
KaHanam cBsi3u. B cnyyae HanpaBneHus 3anpoca ynosIHOMOYEHHOro dbefeparnbHOro opraHa MCMOMHUTENbHOW BNacTu
Mo noyTe 3aKka3HbIM MUCbMOM OH CYMTAETCS MOSYYEHHbIM MO UCTEYEHMMN LIECTU OHEN C AaTbl HanpaBlieHWs 3aKka3HOoro
nncoma.

7. 3asBuTenb 0bsi3aH NpeacTaBUTb OTBET Ha 3anpoc YNONIHOMOYEHHOro defepanbHOro opraHa UCMONHUTENBHO
BIAcCTU B CPOK, He MpeBblllalolWuii AeBSHOCTa pabounx AHel co OHsA ero nonydveHusi. Cpok, yKasaHHbI B Yactu 5
HacTosiLel cTaTby, NPUOCTAHABIIMBAETCS CO AHS HanpaBlieHns 3asBUTENIO 3anpoca YnoSIHOMOYeHHoro defepansHoro
opraHa WCMOSMHUTENbHON BracTy [0 AHS MOSyYeHWs MM COOTBETCTBYIOLLErO OTBETa U He Yy4duTbiBaeTcs npwu
UCUYMCNEHUN CPOKa NOATBEPXKAEHMS TOCYAapCTBEHHON perncTpaummn nekapcTBEHHOro npenapara.

8. OcHoBaHueM Ons oTkasa B NMPOBEOEHUN IKCMepTW3bl OTHOLLUEHWUS OXMAaeMOW MONb3bl K BO3MOXHOMY PUCKY
NMPUMEHEHNA NeKapCTBEHHOro npenaparta $BRAseTcA npeacTaBfieHne [OOKYMEHTOB, coaepXaliumx pesynbraTbl
MOHUTOPUHIra 3(PPEKTUBHOCTN U BE30MacHOCTN NeKkapCTBEHHOro npenaparta, U (Unu) B OTHOLWEHUM BMONOornmyecknx
nekapCTBEHHbIX NpenapaTtoB pe3ynbTaTOB OCYLLECTBMEHUS MEPONPUSATUA B COOTBETCTBUM C MIIaHOM YNpasrieHus
puyckamu, yTBEPXAEHHbIM YNONMHOMOYEHHbIM beaeparnbHbIM OPraHoM WCMOMHUTENBHOW BRacTu Npu OCyLLEeCTBREHUN
rocyfapCTBEHHOW perucTpauuvM nekapCcTBEHHOro npenaparta, B HenonHoM ob6beme, OTCYTCTBME MHGOpMauuu,
noaTeepXgaowen gakT ynnaTel roCydapCTBEHHOM MOLWMUHBI 3a NOATBEPXAEHWEe roCcyaapCTBEHHOW perncrpaumm
nekapcTBEHHOro npenapara, nNMbo HenpeacTaBneHWe 3asBUTENEM B YCTAHOBMEHHbI CPOK OTBETA Ha yKasaHHbIA B
yacTM 6 HacTosLWen cTaTbW 3anpoc YMOMHOMOYEHHOro gyedepanbHOro opraHa MCMNOSIHUTENbHOM BRacTu, a Takke
OTCYTCTBME B YKa3aHHbIX AOKYMEHTax nHdopmaLmm, kKotopas AormkHa bbiTb B HUX OTpaxeHa.

9. OkcnepTu3a OTHOLLIEHMUS! OXUAAEMOW NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWS NIEKapCTBEHHOrO Npenaparta B
LensiX NOATBEPXKOEHUS TOCYAAaPCTBEHHON perucTpaummn NIekapCTBEHHOMO Npenaparta NPOBOAUTCS KOMUCCUEN SKCNEPTOB
3KCNEPTHOTO YUYPEXOEHUS B CPOK, HE MPEeBbILLAIoLLINIA COpoKa pabounx OHEN.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

10. B cnyyae HegoCTaTOMHOCTV MNPEACTaBIIEHHbIX JKCMEPTYy MaTepuanoB AN Aayv 3akflloyeHusl JKcrnepT
obpallaeTcss K PYyKOBOOMTENIO SKCMEPTHOTO YYPEXAEHUss O MpPeaoCTaBeHnM eMy HeoOXOAuMbIX MaTepuarnos.
PykoBoauTenb 9KCMNEPTHOro ydpexaeHus ob6pallaeTcs C COOTBETCTBYIOLIMM  3arnpocoM B YMOMHOMOYEHHbIN
denepanbHblii OpraH WCMOMHWUTENbHOW BMacTW, BblAABLUWIA 3aJaHMe Ha MpoBedeHUe 3KCMepTU3bl OTHOLLIEHMUS
oXuaaemor Mosb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWSI NeKapCTBEHHOro npenapaTa Ha OCHOBaHUM [OKYMEeHTa,
cofepkallero peaynbTaTbl MOHUTOPUHIa 3(EKTUBHOCTA M GE30MacHOCTU fieKapCTBEHHOro npenaparta. B TeyeHuve
nATM pabounx AHEeW Co AHS MOCTYMNseHusl 3anpoca PyKOBOAUTENS SKCMEPTHOMO YYpPEeXXOeHUs ykasaHHbIi dheaeparnbHbIi
opraH WCMOMHUTENbLHON BNacTy HanpasBnseT 3asiBUTEN0 3amnpoc O MNPeAcTaBneHuM HeobXoauMbIX MaTepuanos,
KOTOPbLIA MOXET BbiTb NepeaaH YNnornHOMOYEHHOMY MPeACTaBUTENio 3asBUTENs NWYHO Nogd PacnucKy, HamnpasneH no
noyTe 3akasHbIM NMMCbMOM UMK NepenaH B 3NeKTPOHHON hopMe Mo TENEeKOMMYHUKALMOHHBLIM KaHanam cBsAsu. B cnyyae
HanpaBfieHus 3anpoca YrNofIHOMOYEHHOro dhedepanbHOro opraHa WCMONHUTENIbHOM BMacT Mo MoyTe 3aKasHbIM
MUCbMOM OH CYMTaETCS NOy4YeHHbIM MO UCTEYEHUM LIEeCTU OHEeN ¢ AaTbl HanpaBSieHNs 3akasHoro nucbMa.

11. Sagsutenb o0643aH npeacTtaBuTb OTBET Ha  3anpoc  YNOMHOMOYEHHOro  heaepanbHOro  opraHa
WCMNONHMTENBHOW BNacTM B CPOK, HE MpPEeBbIlAWNA WecTuaecsaTM pabounx OHENW CO AHA MONyYeHus1 yKasaHHOro
3anpoca. YMNonHOMOYeEHHbIM deaepanbHbiil OpraH WCMOMHUTENbHOW BracTu, BblAABLUWA 3adaHue Ha NpoBedeHue
3KCMEPTM3bl OTHOLUEHMS OXMOAEMOW MNOMb3bl K BO3MOXHOMY PWCKY MNPUMEHEHWUs] JNIEKapCTBEHHOro npenapaTta Ha
OCHOBaHWM OOKYMEHTa, codepallero pesynbTaTbl MOHUTOPUHra 3pPEKTUBHOCTU M BGE30NacHOCTU MeKkapCTBEHHOMO
npenaparta, B Te4deHne ndatum pa6oqu p,HeI7I CO OHA nocTynneHuna OoT 3adBuUTeNna oTBeTa Ha 3anpoc YrNnoJIHOMOYEHHOro
(bep,epaanoro opraHa WCMNONMHUTENbHOW BIacTu HanpaendeT 3TOT OTBET B J3KCNepTHOe Yy4dpexaeHue. B cny4ae
HenpeacTaBneHNss MO WUCTEYEHMM LlecTudecsatn pabounmx [Hel 3asiBUTEenemM OTBETa Ha YyKasaHHbIM  3anpoc
YMOSTHOMOYEHHbLIN (hefepanbHbli OpraH MCMNOMHUTENBHOW BNAacTW, BblOABLUWA 3aaHWe Ha NPOBEAEHME 3IKCNepTusbl
OTHOLUEHMST OXMAaeMOW MoMb3bl K BO3MOXHOMY PWCKY MPUMEHEHUS TNEKapCTBEHHOro npenapata Ha OCHOBaHUU
OOKyMeHTa, cofepallero pesynbTaTbl MOHUTOPUHIra 3dh(EKTMBHOCTM 1 Be30MacHOCTN NeKkapCTBEHHOMO npenapara, B
TeyeHne nATK pabounx OHEN HanpaenseT B 3KCNEPTHOE ydpexaeHne yBeAOMIeHNe O HenpeacTaBneHnn 3asaBuTenem
OoTBETa Ha 3anpoC yKasaHHOro opraHa. Bpemsa cO p[HA HanpaBneHus 3anpoca 3SKCMEPTHOrO YYpeXaeHus B
YNOMHOMOYEHHbIV doefeparnbHblii opraH WCMOMHUTENbHOMW BNacTu [0 OHA MONYyYEeHUS 3JKCMEPTHbIM ydpexaeHnem
OTBETa Ha 3anpoc W1 yBeOOMIEHMS O HEMPEeACTaBNEHUN OTBETA Ha 3anpoc HE YYUTLIBAETCHA NPU UCYUCIIEHMN CPOKa
NMpOBEAEHUS 3KCMEPTU3bl OTHOLLUEHWUS] OXWOAEMOW MNOMb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUSA NEeKapCTBEHHOMO
npenapata Ha OCHOBaHMU [OKYMEHTa, codepXallero pesyrnbTaTbl MOHMTOpPMHra 3dEKTMBHOCTM M Ge3onacHoOCTU
nekapCTBEHHOro npenapara.

12. B CcpoK, He NpeBbILAOLWMA OeCATU pabounx OHEN CO OHA MONyYEHMS 3aKMHOYEHUS KOMUCCUMU SKCMEPTOB MO
pesynbTataM 3KCMepTU3bl OTHOLUEHWS OXMOAEMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHMWS NeKapCTBEHHOMO
npenapaTa, COOTBETCTBYHOLLUIN YNONIHOMOYEHHbIN dhefepanbHbliA OpraH UCNOSTHUTENBHOM BRacTu:

1) OCyLUEeCTBNAET OUEHKY 3TOro 3akKrn4deHuda Ona onpeneneHmda ero cooTBeTCTBuA 3afaHUK0 Ha nposefeHune
YKBSaHHOIZ OKCNEPTU3bI;

2) NpuMHMMaEeT peLleHe O NOATBEPKAEHUM FOCYOapCTBEHHON perMcTpaummn nekapcTBEHHOro npenaparta unm o6
oTkase B NOATBEPXKAEHUM FOCYJapCTBEHHOW PErMcTpaLum NekapcTBEHHOMO Npenapara;

3) BHOCWUT NpW NPUHATMN peLUeHUs O MOATBEPXKOAEHUM [OCYAapPCTBEHHOW perucTpaumMn JekapcTBEHHOrO
npenapata CBedeHWsl B TOCY4ApPCTBEHHLIN pEeecTp JeKapCTBEHHbIX CPEACTB U BblgaeT 3asiBuTento GeccpoyHoe
pervcTpaumoHHoe yaoCToBEPEHUE NeKapCTBEHHOro npenapara.

13. OcHoBaHueM [Ons OTKasa B MOATBEPXOEHUW rocyfapCTBEHHOW peructpauumn nekapCTBEHHOro npenapara
SABNSAETCA 3aKMoYeHNe COOTBETCTBYIOLLEro YNONHOMOYEHHOrO hefieparnbHOro opraHa UCNONHUTENBHOW BNAcTU O TOM,
4YTO PUCK NPUYMHEHUA Bpeda 300POBbI0 YeroBeka UMM XMBOTHOrO BCMNeACTBME Npuema nekapCTBEHHOro npenapara
npesblaeT 3IPPEKTUBHOCTb €ro NPUMEHEHUS.

(B peq. PenepanbHoro zakoHa ot 04.06.2018 N 140-93)

14. B nepwvopg npoBefeHus npouenypbl MOATBEPXOEHWS TOCYLAPCTBEHHOW perncrpauum NekapcTBEHHOro
npenapaTta ero obpaweHune B Poccuickon degepaumm He npuocTaHaBnMBaeTCs.

15. ,D,OI'IyCKaeTCFl o6pau.|,eHv|e NIeKapCTBEHHbIX npenapaTtoB A0 UCTeYeHUA CpoKa roaHoOCTU, NMpoun3BeOEeHHbIX B
Te4YeHne CTa BOCbMUAOECATU KaneHaapHbIX OHen nocne pathbl NPUHATUA YNONTHOMOYEHHbIM cbe,u,epaanblM opraHom
WCMONHUTENBbHON  BacTu peweHna O noAaTBepXaeHUn FocyﬂapCTBeHHOVI pernctpaunmn, B COOTBETCTBUMN C
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

MHdOpMaUMER, codepxalenca B AOKYMEHTax permcTpaumoHHOro [OCbe Ha feKapCTBEHHbIW npenapaT o Aatbl
NPUHATUA TAKOro peLleHns.
(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

Crtatba 30. BHeceHMe U3MeHEHWA B [OOKYMEHTbl, cogepXKawuecsi B PerMcTpauMoHHOM [ocbe Ha
3aperMcTpupoBaHHbLIWA NeKapCTBeHHbIW NpenapaTt onsa MegUUUHCKOro NnpuMeHeHus

1. B uenax BHeceHUs WU3MEHEeHWA B [OOKYMEHTbl, coepXaluMecs B pPEerucTpalMoHHOM [OCbe Ha
3aperncTpupoBaHHbIN  NEKapCTBEHHbIA npenapat Ans MeAUMUMHCKOro NpUMEHEHWs, OepxaTenb wnn Bnagenew
perncTpaumoHHOro yAOCTOBEPEHUSA NEKapCTBEHHOrO npenapara unv ynonHOMOYEHHOe UM Apyroe ipuandeckoe nuuo
(Danee B HacTosLen cTaTbe - 3adBUTENb) NpeacTaBnseT B YNONHOMOYEHHbIM dbefeparbHblidi OpraH UCNONHUTENBHON
BMacTu 3asiBlieHWe O BHECEHWM Takmx M3MEHeHMn no ¢opme, YCTAHOBIIEHHOMW YMNOMHOMOYEHHbIM heaepanbHbIM
OpraHoM WCMOSHUTENBbHOWN BRacTu, U NpunaraemMble K HEMY U3MEHEHUSI B YKa3aHHbIE JOKYMEHTbI, @ TaKkKe OOKYMEHTbI,
noaTreepxaaroLme HeobxoaMMOCTb BHECEHNST TAKMX UBMEHEHUIA.

(B pea. PenepanbHbix 3akOHOB OT 22.12.2014 N 429-®3, o1 04.06.2018 N _140-93)

KoHcynbTaHTlIntoc: npumedaHme.
C 01.01.2021 B 4. 1.1 cT. 30 BHOCATCA M3MeHeHus (D3 oT 27.12.2019 N 478-D3).

1.1. Tpu HeobxoOMMOCTM BHECEHWs B [OOKYMEHTbl, cogepXawmecs B PErucTpauMoHHOM [0Cbe Ha
3aperncTpupoOBaHHbIA NIEKAPCTBEHHBIN NpenapaT A5 MEAULUMHCKOTO NPUMEHEHUS, U3MEHEHU, YKa3aHHbIX B NMyHKTe 3
4YacTu 2 HacTosen cTtaTbu M Tpebyowmnx npoBedeHUs 3KCNepTusbl KayecTBa NeKapCTBEHHbIX CPEeACTB, 3asBUTElb
[OMNONHUTENBHO NPeAcTaBnseT B YNONHOMOYEHHbIN heaepanbHbIi OpraH UCNOSTHUTENBHOM BNACTU KOMUIO NULIEH3UM Ha
NPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM KOMUIO 3aKMIOYEHWs] O COOTBETCTBUMM MPOU3BOOUTENST JNTIEKAPCTBEHHbIX
cpeactB  TpeboBaHMAM [OpaBuil  Hagnexawewn MNpou3BOACTBEHHOW MPaKTUMKW, BblAAHHBLIX  YMOSIHOMOYEHHbIM
denepanbHbIM OPraHoM UCMOSHUTENBHOW BNACTU B OTHOLUEHUW M3MEHEHHON U (MNi) AOMOSTHEHHOW NPOU3BOACTBEHHOM
nnowagkM nekapcTBeHHOro npenapara, B cryyae, eCnum nponM3BOACTBO NEKapCTBEHHOro npenapara OCyLLeCcTBNsSeTCs B
Poccuiickon ®egepauun, nmbo Konuioo BbIAAHHOW YNOMHOMOYEHHBIM OPraHoOM CTpaHbl MPOU3BOAUTENS NULEH3UN Ha
NpPOM3BOACTBO NEKapPCTBEHHOro npenaparta U ee NepeBo Ha PYCCKU SA3bIK, 3aBEPEHHbIE B YCTAHOBNEHHOM Nopaake, a
Takke KOMUIO 3aKIMOYEHUS O COOTBETCTBMM MPOU3BOAUTENS FEKAPCTBEHHbIX CpPeacTB TpeboBaHMAM npaBun
Haanexallen Npou3BOACTBEHHOW MPaKTWKKU, BbIAAHHOIO YMOSTHOMOYEHHbLIM doefeparbHbiM OpraHoM UCMOMHUTENBHOW
BMacTu B OTHOLUEHUN U3MEHEHHON 1 (W) OOMONHEHHON NPOV3BOACTBEHHOW MMOLWAAKM NeKkapCTBEHHOMO npenapaTa,
WNN  KOMWUIO pEeLUeHUs  YMOSTHOMOYEHHOro beaepanbHOr0 opraHa WCMOMHMTENbHOW BriacTM O  MpOBeAeHWUn
WHCMEKTUPOBaHUSA NPOU3BOANTENS NEKapCTBEHHbIX CPEACTB B Cry4vae, ecnu npou3BoacTBO NekapCTBEHHOro npenapaTta
ocyllecTBnsieTcs 3a npegenamu Poccuiickon ®epepauuu.

(vacTb 1.1 BBegeHa d®epepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

KoHcynbTaHTlNt0C: npumMmevaHme.
C 01.01.2021 B 4. 1.2 cT. 30 BHOCATCA n3meHeHus (93 ot 27.12.2019 N 478-93).

1.2. Tpn HeobXxoaMMOCTM BHECEHUSS B [OOKYMEHTbl, COAEepXaluecs B PErucTpauuoHHOM [OOCbe Ha
3aperncTpupoBaHHbIN NeKapCTBEHHbIM npenapat Ansg MeanLMHCKOro NPUMEHEHNs!, UIBMEHEHUI, yKa3aHHbIX B NyHKTe 4
4YacTu 2 HacTosilen cTaTbM M TPebyoLWmMX NPoBeAEeHMS SKCMepTU3bl KavecTBa JIEKAapCTBEHHbIX CPEACTB, 3asiBUTENb
OOMONTHUTENbBHO NPEACTaBNSAET B YNOITHOMOYEHHbIN befeparnbHbi OpraH UCMOMHUTENBbHOW BNACTW KOMMWIO JIMLEH3UN Ha
NPON3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM KOMUIO 3aKMHOYEeHUS O COOTBETCTBMM MPOU3BOAUTENS NEKapCTBEHHbIX
cpeacts  TpeboBaHMAM MpaBunl  Hagnexawlen npoOM3BOACTBEHHOW NPaKTMKKW, BblAAHHbBIX  YMOSTHOMOYEHHbLIM
denepanbHbiM OpraHOM MCMOMHUTENbHOW BNacTU B OTHOLUEHWM MPOM3BOACTBEHHOM MNNOLWAAKM NeKapCTBEHHOrO
npenapaTa, B Cnyyae, ecnv nNpou3BOACTBO NEeKapCTBEHHOro npenapara ocyllectensercs B Poccunckon denepavmum,
nmbo KOMWK  BbIO@HHOW  YMOMHOMOYEHHBIM OpPraHoM CTpaHbl  MPOU3BOAUTENS JULEH3UM Ha NPOWU3BOACTBO
rniekapCTBEHHOro npenapara u ee NepeBo Ha PYyCCKUN A3blK, 3aBEPEHHbIE B YCTAHOBMNEHHOM [OPSAKE, a TakkKe KOMuKo
3aK/IO4YEHMST O COOTBETCTBUM MPOM3BOAUTENS JEKAPCTBEHHbIX CPEACTB TpebOoBaHMAM npaBun  Hagnexailemn
NPON3BOACTBEHHOW MPaKTUKK, BbIAAHHOIO YMOSTHOMOYEHHbIM defeparnbHbiM OpraHoM WCMNOMHUTENbHOW BRacTu B
OTHOLLEHMN MPOU3BOACTBEHHON NMOLAAKN JEeKapCTBEHHOro npenapaTta, MAM KOMUIO peLleHust YNONHOMOYEHHOro
denepanbHOro opraHa MCMNOMHUTENbHOW BNacTu O MPOBEAEHUN WHCNEKTUPOBAHUS MPOM3BOAUTENS NEKapCTBEHHOro
cpencTtea B cryvae, ecnv Npov3BOACTBO JIEKAPCTBEHHOrO Npenaparta ocyllecTBnsieTca 3a npegenamu Poccuiickon
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

degepaumn.
(vacTb 1.2 BBegeHa depepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

1.3. MpuHATNE pelleHnMs O BHECEHUM WU3MEHEHUMN MM 06 OTka3e BO BHECEHWM W3MEHEHWA B OOKYMEHTHI,
cofepalimecs B permcTpauMoHHOM AOCbe Ha 3aperncTpupoBaHHbLIN NEKapCTBEHHBIN npenapaTt Ans MegUuUHCKOro
NPUMEHEHWS, B Ccrny4yae HeoOXOOUMOCTU MpOBEeAEHUs] IKCMepTM3bl KayecTBa JleKapCTBEHHbIX CPeACTB U (Mnn)
9KCNEepPTU3bl OTHOLUEHWUS OXMOAEMOW Mofb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS NeKkapCTBEHHOro npenaparta ang
MEOVNLMHCKOrO MPYMEHEHUS OCYLLECTBNAETCA B CPOK, HE MpeBblllalolWwmi aeBsHocTa pabounx OHeN, a B OcCTarbHbIX
Cryyasx B CpOK, He MNpeBblllaloWwmi Tpuguat pabounx AHEW CO OHS MPUHATUSA YMNONHOMOYEHHbIM deaeparnbHbIM
OpraHoM UCMOMHMTENBHOW BNacTu 3asBMEHNS O BHECEHNW TakUX U3MEHEHWUIA.

(vacTb 1.3 BBegeHa dPepepanbHbiM 3akoHoMm oT 04.06.2018 N 140-93)

1.4. YNONHOMOYEeHHbIN dhefeparbHblid OpraH UCNONHUTENbHON BNAacT ¢ y4eTOM pesynbTaToB hapmMakoHaasopa
N MNpPOBEPOK COOTBETCTBUS FEKAPCTBEHHbIX CPEeACTB, HaXOOSALWMXCS B TPaXgaHCKOM o0opoTe, YCTaHOBMEHHbIM
TpeboBaHMsIM K NX Ka4yecCTBY B TedeHUe JecATM paboumx OHEW Co OHS NMOCTYNIEHUs COOTBETCTBYHOLLEN MHAOpMaLUn
pasmMeLllaeT Ha cBoeMm oduumanbHOM canTe B ceT "VIHTepHeT" cBedeHNss 0 HeoBXoOUMOCTU BHECEHUS B MHCTPYKLUUIO
no MeAuLMHCKOMY MPUMEHEHUIO NIEKapCTBEHHOrO npenapaTta U3MEHEeHUn B OTHOLUEHUM CBEAEHUA O MoKasaHusx Ans
NPUMEHEHMS U NPOTMBOMNOKa3aHUAX ANsi NPUMEHEHUS] NEKApPCTBEHHOIO Npenaparta, BbISIBIEHHbLIX NODOYHbLIX AEWCTBUSIX,
HeXXenaTemnbHbIX peakuusax npyu NPUMMEHEHWU JeKapCTBEHHOro npenaparta U yBegomnsieT 06 3TOM B 3MEKTPOHHOW
dopme unum nMcbMeHHoOM dopme (Ha OymakHOM HocuTene) pfepxatend wnvM Brnagenbua pPerncrpalmoHHOro
YyOOCTOBEPEHUSA FNeKapCTBEHHOro npenapata (MAvM YyNnonHOMOYEHHOE MM Apyroe lpuaudeckoe nuuo), a Takke
aepxatenen unu BnagensueB permcTpaumoHHbIX YAOCTOBEPEHWUA NEKAPCTBEHHbBIX NpenapaToB (MU YyNOMHOMOYEHHbIX
UMM OPYrUX IOPUANYECKUX ML), KOTOpblE SBMAITCA B3aMMO3aMeHsieMbIMMU.
(vacTb 1.4 BBegeHa depepanbHbIM 3akOoHOM OT 27.12.2019 N 475-03)

1.5. Oepxatenb unu Brnagenewl perucTpaumMoHHOrO yOOCTOBEPEHUS IeKapCTBEHHOro mnpenapata, a Takke
aepxaTtenu unu Bnagernblbl PperMcTpaumMoHHbIX YAOCTOBEPEHUIN NEKapCTBEHHbIX nNpenapaTtoB (MM YNONHOMOYEHHbIe
UMW Opyrue opuavyeckue nuua), KoTopble SBNSAIOTCH  B3auMo3aMeHsieMbiMM, 00si3aHbl NpeacTaBuTb B
YMONHOMOYEHHbIN dbedeparnbHbIl OpraH MCMOMHUTENbHOW BRacTV 3asiBMEHWS O BHECEHUW U3MEHEHUW B OOKYMEHTbI,
cogepxallmecss B permcTpaumoHHbIX AOCbe Ha 3aperMcTpMpoBaHHble NeKapCTBEHHble npenapaTbl Ans MeOULUMHCKOro
NMPUMEHEHWS, B OTHOLLUEHWW CBEAEHWW, YKa3aHHbIX B WHCTPYKLUUW MO MEOULMHCKOMY MPUMEHEHWUI0 NEeKapCTBEHHbIX
npenapaToB, B TeyeHMe COpoka paboumx OHeW CO AHA pasMeLleHust YMOSTHOMOYEHHbIM defeparnbHbiM OpraHoM
UCMNOMHUTENBHOW BracTm wHGOpMauumn, ykasaHHoW B 4actum 1.4 HacTtosuwew ctatbu. [aHHoe TpeboBaHue He
pacnpocTpaHaeTCs Ha cnydau BHECEHUSI B UHCTPYKLMIO NO MeOULMHCKOMY MPUMEHEHUIO feKapCTBEHHOro npenapaTta
N3MEeHEeHU B OTHOLLEHMN HOBbIX MOKa3aHUW Ansi NPYMEHeHNsi NekapCTBEHHOro npenaparta Ha OCHOBaHWW pe3yrnbTaToB
COOTBETCTBYHLLMX UCCNEAOBAHNN.

(vacTb 1.5 BBegeHa deaeparnbHbiM 3akoHOM OT 27.12.2019 N 475-03)

2. OKcnepTu3a NekapcTBEHHbIX CPEACTB B YacTW IKCMepTM3bl KayecTBa NIeKapCTBEHHOro cpeacTtea M (Mnn)
3KCMEepTU3bl OTHOLUEHWUS OXMAOAEMOW MoNb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS NeKapCTBEHHOro npenaparta ans
MEAMLMHCKOrO MpPUMEHeHUs1 MPOBOAUTCA B Clydae BHECEHUSI W3MEHEHWA B [OOKYMEHTbl, cofepkalimecs B
PerncTpauvoHHOM JOChE Ha 3aperncTpMpoBaHHbIN IeKapCTBEHHbIN NpenapaT, B OTHOLIEHWU:

1) cBegeHUIA, yKkasaHHbIX B UHCTPYKLIMW MO MEAULIMHCKOMY NMPUMEHEHWI0 NeKapCTBEHHOro npenaparTa:

a) nekapcTBeHHasi hopma C ykasaHWEM HaVMEHOBAHWIA U KONMMYECTBEHHOIO COCTaBa OEWCTBYIOLLMX BELLECTB U
KauyeCTBEHHOro CcocTaBa BCroMoraTenbHbiX  BellecTs (MpM  HEOBGXOAMMOCTM  KOMWYECTBEHHOro  cocTasa
BCMoMoraTesnbHbIX BELLECTB);

6) dapmakogMHamMuka W apMakokMHeTMKa (33 UCKMNoYeHWeM  (DapMakoKMHETUKM  FOMeonaTUYecKmx
NeKapCTBEHHbIX MPenapaToB U pacTUTENbHbLIX JIEKapCTBEHHbIX NMPenapaToB);

B) NokasaHusa Ans NPMMEHEHNS;
r) NpOTMBOMOKa3aHWs A NPUMEHEHWS;

ﬂ,) Mepbl NPegoCTOPOXHOCTU NPU NPUMEHEHUN;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

€) yKkasaHue BO3MOXHOCTM U OCOBEHHOCTEN MPUMEHEHWS JIEKapCTBEHHOro npenaparta Ans MeAUUMHCKOro
NPUMEHEHNs1 BePeMEHHBIMU KEeHLUMHAMM, XEHLUMHaMWU B Mepuoa rPYAHOro BCKapMMUBAaHWUA, OeTbMW, B3POCIbIMU,
MMEILLMMU XpoHUYecKue 3abonesaHns;

)K) pexum O03npoBaHuA, cnocobbl BBeAeHMS W NPpUMEHEeHN4d, npu HeobxoouMocCTHn BpemMAa npunemMa
JleKapCTBEHHOro npenaparta, npoaoJKUTESIbHOCTb JlevyeHusd, B TOM Ynucrne y neten 4o v nocne ogHoro roga;

3) BO3MOXHble N0BoYHbIE OEVCTBUA U HeXenaTerlbHble peakLuymn Npy NpUMeHeHUn NekapcTBEHHOro npenapara;
1) CUMNTOMbI NEPEAO3VPOBKN, MEPbI MO 0Ka3aHWI0 MOMOLLM NPV Nepeao3npPOBKE;

K) B3aModeNCTBME C APYrMMU NeKapCTBEHHbIMM Npenapatamu 1 (Unu) NULEBbIMU NPOAYKTaMU;

1) hopMbl BbiNycka fekapCTBEHHOIO npenapara;

M) ykasaHue (Npy HeoGXxoaMmocTn) ocoGeHHOCTElN AeCTBMS NeKapCTBEHHOro npenapara npu nepesoM npueme
WNW NpU ero oTMeHe;

H) cBegeHna O BO3MOXHOM BIMAHUKW  JNEKapCTBEHHOro npenapata Ana MeauuuHCKOro rnpuMeHeHua Ha
CnocoBHOCTb ynpaendaTb TPAHCNOPTHbLIMKU CpeacTBaMu, MexaHn3mamu,

0) CPOK FOAHOCTU 1 YKa3aHue Ha 3anpeT NPUMEHEHUS NEKapCTBEHHOMO Npenapara no UCTEYEHUN CpoKa rogHOCTY;
M) yCrnoBus XpaHeHUs;

p) yCcrnoBust 0TMNycKa;

2) cocTaBa nekapCTBEHHOro npenapara Ans MeauLMHCKOro NPUMeHeHNs;

3) n3mMeHeHus MecTa NPOM3BOACTBA fIEKAPCTBEHHOMO NpenapaTta Anst MeOULMHCKOTO NPUMEHEHNS;

4) n3MeHeHVs MokasaTernen kavecTBa JfleKapCTBEHHOro npenaparta Ans MeaWULMHCKOro MpUMEHEHMs u (Mnu)
MEeTOO0B KOHTPOJSIsi Ka4ecTBa NlekapCTBEHHOro npenapara AN MeauLUMHCKOro NpUMEHEHNS;

5) nsmeHeHUs1 cpoka roAHOCTU fieKapCTBEHHOIo NpenapaTa A/t MeAULIMHCKOTO MPUMEHEHHS;

6) cBegeHuin 0 HEOOXOOUMOCTU BHECEHUSI MHbIX U3MEHEHMI B WHCTPYKLUMIO MO MEOULMHCKOMY MPUMEHEHMIO
nekapCTBEHHOrO MpenapaTta, a Takke B WHble [OOKYMEHTbl, cofepXaluecda B pPErucTpauMoHHOM [oCbe Ha
3aperncTpupoBaHHbIA  NeKapCTBEHHbIN npenapat. [lpy 3TOM pelleHMe O MNPOBEAEHMM IKCNepTu3bl KayecTBa
NEKapCTBEHHbIX CPeacTB M (UNN) 3KCNEPTM3bl OTHOLUEHUS] OXMOAAEMOW MOJMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NeKapCcTBEHHOro npenapata And MeAUUMHCKOrO MPUMEHEHUS MPUHUMAETCs B COOTBETCTBUM C  YTBEPXKOAEHHOW
YNOMHOMOYEHHbIM  doefeparnbHblM OpraHOM UCMOSMHUTENBHOW BRacTM Knaccudukaumen WM3MEHeHUN, BHOCUMMbIX B
OOKYMEHTbI, coaepallmecs B permcTpaumoHHOM A0ChE Ha 3apercTpMpoBaHHbIN NeKapCTBEHHbIN Npenapar.

(vacTb 2 B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlINt0C: npumMmevaHme.
C 01.01.2021 4. 3 cT. 30 nsnaraetca B HoBow pegakuun (P3 ot 27.12.2019 N 478-03).

3. C 3asBneHMemMm O BHECEHMU W3MEHEHWI B [OKYMEHTbl, COAep)kaluMecs B pPerncrtpauvMoHHOM [OCbe Ha
3aperncTpupoBaHHbIi  NeKapCTBEHHbIN NpenapaT Ans  MeaWUMHCKOrO TMNPUMEHEHWs, Hapsigy C  OOKYMeHTamu,
yKasaHHbIMWU B YacTu 1 HacTosien ctaTbW, 3asiBUTENb NpeAcTaBnseT KOnMU OOKYMEHTOB, NOATBEpPXKAAOLWMX ynnaTy
rocyfapCTBEHHOW [OWWHbI 32 BHECEHWe B [OOKYMEHTbl, COAepXaliMecs B PerucTpauMoHHOM [OCbe Ha
3aperncTpMpoBaHHbIA  NIEKAPCTBEHHBLIA  Npenapat  Ans  MeOUUMHCKOTO  MPUMEHEHWs, WU3MEHEHWI, TpebytoLmx
NnpoBeOeHUss 9KCMepTU3bl NEKAPCTBEHHbLIX CPEACTB B YacTW IKCMEepTU3bl KayecTBa NeKapCTBEHHOro cpeacTea u (Mnu)
3KCNEepPTN3bl OTHOLLEHUSI OXMOAEMOW MOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NeKkapCTBEHHOro npenaparta ans
MEOULMHCKOrO MNPUMEHEHWUs, ToCydapCTBEHHOW MOWNWHLI 33 BHECEeHWe B [OOKYMEHTbl, coaepalimecs B
pPErMcTpaUmMoHHOM [OCbe Ha 3aperMcTpuMpoBaHHbIA NEKapCTBEHHbIM MnpenapaTt Ans MeAWUMHCKOro MPUMEHEHUS,
N3MeHeHU, He Tpebylolmx NpoBedeHUs SKCMepTU3bl NeKapCTBEHHOrO cpeacTBa, NGO BnpaBe npeacTaBuUTb MO
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

COOCTBEHHOW MHMUMATMBE yKa3aHHble JOKyMeHTbl. B cnyvyae ux HenpeacTtaBneHust YNonHOMOYEHHbIN dheaeparnbHbIii
opraH WCMOMHWUTENbLHOW BrnacTu npoBepsieT akT ynnaTbl rOCyAapCTBEHHbIX MOLUMMH 3asiBUTENEM MNOCPEeACTBOM
ncnonb3oBaHusi MHdopmauum 06 ynnaTte rocyAapCTBEHHbIX MOLWNWH, codepxalleiica B [ocyaapCcTBEHHOM
MHOPMALIMOHHON CUCTEME O TOCYAapCTBEHHbIX WM MyHUUMNAnbHbIX Mnatexax, Ha OCHOBaHWM NpeAcTaBleHHbIX
3asiBATENEM KOMUIA JOKYMEHTOB, NOATBEPXKAAIOLLMNX YNNaTy rocyaapCTBEHHON MOLLMUHbI.

(vacTb 3 B peq. PeaepanbHoOro dakona ot 22.12.2014 N 429-$3)

4. B TeyeHue gecaTtn pabounx gHel co OHA MOCTYNSEHMS YKa3aHHOro B YacTy 1 HacTosiLen cTaTbn 3asdBEHNS 1
HeobxoaMMbIX AOKYMEHTOB YNOSTHOMOYEHHbIN heaeparnbHbIi OpraH UCMONTHUTENBHOW BNACTU:

1) npoBOoAUT NPOBEPKY MOJIHOTbI U OOCTOBEPHOCTU cBeaeHun, coaepXxalwunxca B npeacrtaBrieHHbIX 3adBUTenem
MaTtepunanax;

2) NpYHUMAET peLUeHNe O NPOBEAEHMU yKa3aHHbIX B YacTu 2 HACTOSLLEN CTaTbWM COOTBETCTBYIOLLMX SKCMEPTU3
neKkapcTBEHHOro cpefcTea unv o6 oTkase B X NPOBEOEHUN;

3) yBeOoMnsieT B SMNEKTPOHHOM WNU MUCbMEHHOW (QOpMe 3asiBUTENst O MPUHSATOM peLUeHWU Wnu B Cry4vae
NPUHATUS pelleHnst 06 oTKase B MPOBEAEHUN COOTBETCTBYHOLLEN 3KCNEPTU3bI C YKa3aHnem NpUYMH Takoro oTkasa.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

4.1. B cnyy4ae BbISIBIEHUSS HEOOCTOBEPHOCTU CBEAEHUN, COAEPXALLMXCS B MPEeOCTaBMEHHbIX 3asiBUTENEM
MaTepuanax, ynoJIHOMOYEHHbIV dedepanbHbii OpraH MCMOMHUTENBHOW BNacTu HanpaenseT 3asBuTento 3anpoc ob
YTOYHEHUN YKa3aHHbIX CBeAeHui. [aHHbIi 3anpoc MoxeT OblTb nepegaH YNoSIHOMOYEHHOMY MpencTaBUTENIO
3a8BUTENS NIMYHO MO PacnMCKy, HamnpaefeH Mo NoYvTe 3aka3HbIM MMCbMOM UMW NepedaH B 3NEKTPOHHoN dopme no
TENeKOMMYHUKaLMOHHbIM KaHanaMm cBs3u. B cnyyae HanpaeneHus gaHHOro 3anpoca no noyvte 3akasHbiM NMCbMOM OH
cuMTaeTcs NOMy4YEeHHbIM MO UCTEYEHUN LLIECTU AHEN C AaThbl HaNpaBfeHUsa 3aKka3Horo NUcbma.

(vacTb 4.1 BBegeHa depepanbHbIM 3akoHoM OT 25.11.2013 N 317-03)

4.2. 3asButenb o006s3aH npeacTtaBuTb OTBET Ha 3anpoc  YMOMHOMOYEHHOro dpefepanbHOro opraHa
WCNOSTHUTENBHOM BAacTu B CPOK, HE MpPEBbILLAKLWNA AeBAHOCTA pabounx AHEN Co OHSA NOSyYeHWs OaHHOro 3anpoca.
Cpok, ykasaHHbIM B 4YacTu 4 HacTOsLWEWN CTaTbW, MPUOCTaHABNMBAETCS CO [HSA HanpaBneHus 3asdBUTEno 3anpoca
YNOSTHOMOYEHHOIO hefiepanbHOro opraHa UCNOTHUTENBHOW BNAcTW A0 AHSA NOMyYeHMUs UM OTBETa Ha AaHHbINA 3anpoc U
HEe YYMTbIBAETCS MPU UCHUCIIEHUN CPOKa NPUHATUS PELLEHNS O BHECEHMU U3MEHEHWUIA B AOKYMEHThI, cogepalumnecs B
pervcTpaumoHHOM A0Ckbe Ha 3aperMcTpupoBaHHbIN NTEKapCTBEHHbIV Npenapart A51s MeaNUMHCKOrO NMPUMEHEHNS.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHoOM oT 25.11.2013 N 317-93)

5. OcHoBaHMeM Ons OTKasa B MPOBEAEHWUM YKa3aHHbIX B 4YacTW 2 HACTOSLEWN CTaTbM IKCMEPTU3 SBMSETCHA
npeacTaBneHMe [OKYMEHTOB, MEpeYUcrnieHHbIx B Yactax 1 u 3 HacTosien cTaTbW, B HEMNOMHOM 0Obeme,
HenpeacTaBneHne 3asBUTENEM B YCTAHOBIEHHbIN CPOK OTBETA Ha YKasaHHbIM B YacTu 4.1 HacTosilen cTaTtbu 3anpoc
YNOSIHOMOYEHHOro dhefiepanbHOro opraHa MWCMOMHUTENbHOW BriacTM, a Takke OTCYTCTBME B NpeacTaBMEHHbIX
OOKyMEHTax AOCTaTOYHbIX CBEAEHWN, MOATBEPXKOAMLWIMX HEOOXOAMMOCTb BHECEHUS W3MEHEHWW, WU OTCYTCTBUE
WHopmaLmm, NOATBepXKaaoLWen akT ynnatbl rocy4apCTBEHHbIX NOLLUMAMH, YKa3aHHbIX B YacTh 3 HACTOsILLEN CTaTbMm.

(B pea. ®PenepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-3)

6. YKasaHHble B YacTu 2 HacCTOsILLEeN CTaTbM 3KCMepTusbl MPOBOAATCHA B NOPsSAKe, YCTAHOBMEHHOM cTaTben 23
HacTosLero ®efepansHOro 3akoHa.

7. B CpoK, He MpeBbIWAWMIA AecaTn paboumx OHEW CO AHSA MOSyYeHUs 3aKYEeHUNn KOMUCCUIM SKCNepPTOB MO
pesynbTatam YyKasaHHbIX B 4YaCTWM 2 HaCTOsAWeEeW CcTaTbW 9KCNepTus, YMNOSHOMOYEHHLIN heaepanbHbIi  opraH
MCMNONMHNTENbHOW BNAcTU:

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1) NpUHMMaeT pelleHne O BHECEHUN U3MEHEHUA B LOKYMEHTbI, COAepXKallMecs B perncrpauuoHHOM JOCbe Ha
3aperncTpupoBaHHbIV NIEKAPCTBEHHbIA NpenapaT Ans MeaULUHCKOro NpuMeHeHus, nnn ob oTkase BO BHECEHUMN TaKMX
U3MEHEHUN;

2) BHOCUT B rocyp,apCTBeHHbM peeCTp nekapCcTtBeHHbIX cpeacTtB Ha OCHOBaHUN pelleHnAa 0 BHeCEeHUN N3MEHEHNI
B AOOKYMEHTbI, cogepxawunecda B pernctpauymMoHHOM [OCbe Ha 3apeFMCTpI/IpOBaHHbII7I ﬂeKapCTBeHHbIVI npenapar gnd
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

MeaULUMHCKOro npumMmeHeHus, HeobxoaMMble U3MEHEHNS U BO3BpaLlaeT X 3aAaBUTENIO;

3) BblgaeT 3asBUTEND HOBOE pPErncTpauvoHHoOe YAOCTOBEPEHWE FEeKapCTBEHHOrO npenapata B criyyae
N3MEHEHUs1 CBEIEHMIN, COAEPXKALLMXCH B HEM.
(n. 3 BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8. OcHoBaHMeM ansi oTkasa BO BHECEHUM U3MEHEHWU B JOKYMEHTbI, COAepKalimecs B perMcTpaumoHHOM Oocke
Ha 3aperncTpupoBaHHbIA NEeKapCTBEHHbI npenapaT Ans MeOWMUMHCKOro MNPUMEHEeHUs, SBRsieTCsl  3aknideHue
YMNONHOMOYEHHOrO (hefepanbHOro opraHa WCMOMHWUTENBbHOM BNMactu O BO3MOXHOCTUM CHMKEHUS BesonacHocTy,
KayecTBa, 3¢pEKTMBHOCTM NEKAPCTBEHHOIO CpeacTBa B Crly4ae BHECEHUS TaKUX U3MEHEHWIA.

9. NonyckaeTcs obpalleHne nekapCcTBEHHbIX NpenapaToB AN MeAULMHCKOro NPMMEHEHMs 40 UCTeYEHUs cpoka
rogHOCTM, NpPOU3BEOEHHLIX B TEYEeHMe CcTa BOCbMMAECATM [HeW nocne pfaTbl MNPUHATUS  YNONTHOMOYEHHbBIM
denepanbHbIM OpraHOM UCMONMHUTENBHON BRACTU PELLEHMSI O BHECEHUM U3MEHEHUIN B LOKYMEHTHI, coaepxalumecs B
perucTpaumoHHOM 4OCbe, B COOTBETCTBMM C MHDOPMaLMEN, codepXallencs B AOKYMEHTaX PErMCTpaLmMOHHOIO A0Che
Ha NeKkapCTBEHHbIN NpenapaT A0 AaTbl NPUHATUS TAKOro PELIEHNS.

(vacTb 9 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratba 31. BHeceHMe u3MeHeHUA B [OOKYMEHTbl, coAepXawuecA B PpPerucrtpaumMoHHOM n[oCbe Ha
3aperncTpupoBaHHbIN NeKapCcTBeHHbIM NpenapaT ANA BeTePMHAPHOro NpMMeHeHus

KoHcynbTaHTlntoc: npumedaHue.
C 01.01.2021 B @63. 1 4. 1 cT. 31 BHOCATCH M3MeHeHUs (P3 o1 27.12.2019 N 478-D3).

1. B uensix BHeceHMS W3MEHEHM B [OOKYMEHTbl, coJepxallyecss B pPerncTpauvMoHHOM [0Cbe Ha
3aperMcTpupoBaHHbIi  NEKapCTBEHHbIA npenapaTt Ans BeTepuHapHOro MNpPUMEHeHWs, AepxaTtenb Wnu Brnagenedy
PerncTpaLmnoHHOro YA0CTOBEPEHMS NekapcTBEHHOrO npenaparta Unu ynoiHOMOYeHHoe MM Apyroe lopuanydeckoe nvuo
(nanee B HacTosiLleN cTaTbe - 3aABUTENb) NPeACTaBNAeT B YNONHOMOYEHHbIN dedepanbHblii opraH UCNOMHUTENBHON
BIacTU 3asiBlieHNe O BHECEHWM TakMX W3MEHEHWH MO (pOpMe, YCTAHOBIIEHHOWM YMOTHOMOYEHHbIM dheaeparnbHbIM
OpraHoOM WUCMONHUTENbHOW BNacTu, U Npunaraemble K HEMy U3MEHEHUS! B yKasaHHble JOKYMEHTHI, a TakkKe OOKYMEHThI,
noaTeepXaalmne HeoOXoAMMOCTb BHECEHWUS TakuX W3MeHeHui. [pyu HeobXOOMMOCTM BHECEHUS U3MEHEHUI B
JOKYMEHTbI, CofepalllMecsa B PEerucTpaLMoHHOM [OCbe Ha 3aperncTpuMpOBaHHbIA NEeKapcTBEHHbI npenapaT ans
BETEPVMHAPHOTO MPUMEHEHUs,, B CNy4YasX W3MeHeHUss W (Mnu) [OOMOMHEHUA NPOWU3BOACTBEHHOW MIOLWAaaKM
nekapcTBEHHOrO CcpeAcTBa, a Takke W3MEeHeHMsl TrokasaTeneil KadecTBa rekapCTBEHHOro mpenapaTta Aans
BETEPVHAPHOro MPUMEHEHUs U (MN) MEeTOOOB KOHTPOSSA KadecTBa NeKapCTBEHHOro npenaparta Ans BeTepuHapHoro
NpUMeHeHUsa 3asiBUTENb AOMONHUTENbHO NPeAcTaBnseT B YNONHOMOYEHHbIN denepanbHbiii opraH UCMOMHUTENbHON
BMacTu cregytolmne JOKYMEHThI:

KoHcynbTaHTlInoc: npumeyaHue.
C 01.01.2021 B n. 1 4. 1 cT. 31 BHOCATCHA M3MeHeHns (P3 o1 27.12.2019 N 478-03).

1) KOnna nuueH3nn Ha npoun3BoACTBO J1€KapCTBEHHbIX CpencTs, BblJaHHON NpPoOn3BOOUTENIO J1IEKApPCTBEHHOIO
npenaparta anld BeTepnHapHOro rnpuMmeHeHna, and pOCCl/Il7ICKVIX I'IpOVI3BOD,VITeJ'Iel7I;

KoHcynbTaHTlIN0C: npumMmevaHme.
C 01.01.2021 B 0. 2 4. 1 cT. 31 BHOCATCA M3MeHeHns (P3 o1 27.12.2019 N 478-d3).

2) Konna nmueH3nmn Ha npoun3BoacTBO JIEKAPCTBEHHbIX CpeacCTB, Bbl4aHHON npoun3soaunTento d)apMaLl,eBTI/l‘-leCKOIZ
CyGCTaHLI,VII/I, BXOASdLLEN B cCOCTaB JIEKapCTBEHHOIo rnpenaparta And BeTepuHapHOro npumMmeHeHud, ansa pOCCVIl?ICKVIX
I'IpOVI3BOD,VITeJ'IEI7I;

3) KOnna OOKyMeHTa, BblJaHHOMO YMNOJIHOMOYEHHbIM OpraHoM CTpaHbl npousBoauTena Ansd Kaxkoom
I'IpOM3BOD,CTBeHHOI7I nnowaakm nekapcrtBeHHOro npenaparta gngda BeTeEPUHAPHOro npuMeHeHnA u noarBepXXaatolero
COOTBETCTBME NMPOU3BOOUTENA JIEKapCTBEHHOIO npenaparta Tpe6OBaHMﬂM npasun Hagnexallen I'IpOI/I3BOD,CTBeHHOIZ
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

NpakTVKK, N ero NepeBos Ha PYCCKWM S3blK, 3aBEPEHHble B YCTAHOBMEHHOM MOPSiAKEe, a TakkKe KOMWUs 3akIiYeHust o
COOTBETCTBMMN TMNponsBogunUTena IeKapCTBEeHHbIX CpeacTB Tpe6OBaHI/IF|M npasun Ha,qnemau.l,eﬁ I'IpOI/ISBO.lJ.CTBeHHOVI
NPaKTUKHK, BblAA@HHOIO  YNOJIHOMOY€HHbIM (be,u,epaanblM opraHom WCMNONTHUTENbHOWN Bnactn Ang Ka)K,EI,OVI
NPOM3BOACTBEHHOW MITOLLAAKN NIEKAPCTBEHHOrO npenapaTta Ansi BETePMHAPHOro NpUMEHeHUs!, MO0 KONusi peLleHns o
NPOBEAEHUN UHCMEKTUPOBAHUS MPON3BOANTENS NEKAPCTBEHHbBIX CPEACTB, NMPUHATOrO YNONHOMOYEHHbIM hefepanbHbIM
OpraHoM WCMOSIHUTENbHON BracTv N9 KaXZOoW MPOW3BOACTBEHHOM MIOLWAAKU JeKapCTBEHHOrO npenapaTta Aans
BETEPMHAPHOIO NPMMEHEHNs. YKa3aHHble JOKYMEHTbI NPeACTaBATCS B Cryyae, ecnv Npou3BoACcTBO NeKapCTBEHHOMO
npenapaTa 4 BETEPMHAPHOro NPUMEHEHNs OCyLLeCTBNAETCS 3a npegenamu Poccuiickon deagepaumu;

4) xonusi OOKYMeHTa, BbIOAHHOMO YMOIHOMOYEHHBIM OPraHOM CTpaHbl Mpou3BoAauTeNs dapmaLeBTUHECKON
cybcTaHuumn 1 nogTBEpXKaaLWEro COOTBETCTBME NPoM3BOAMTENSA dhapmaLeBTUYeCKON cybcTaHumum, BXogsLWwen B COCTaB
nekapCTBEHHOro  npenapata Afs  BeTEepUMHApHOrO  MpMMEHeHusi, TpeboBaHMAM  OpaBun  Hagnexallen
NPON3BOACTBEHHOW NPaKTUKU, U €ro nepeBof Ha PYCCKUN 53blK, 3aBEpPEHHblE B YCTAaHOBIIEHHOM MoOpsake, B criyvae,
ecnu npon3BoacTBo hapMaLeBTUYECKON cybCcTaHLmm ocyLlecTBnaeTca 3a npegenamu Poccuinckon depepaumn.

(vactb 1 B peq. PenepanbHoro zakoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae uameHeHuss n (unu) OOMOSIHEHMS MPOW3BOACTBEHHOW MIOLAAKMA JIeKapCTBEHHONO CpeAcTBa
OOKYMEHTbI, yKasaHHble B YacTu 1 HacToswWen ctaTbu, NPeacTaBnsaloTCa 3asdABUMTENEM B OTHOLUEHMM M3MEHSIEMON U
(vnn) gononHsemMon NPOUM3BOLACTBEHHOW MIOLLAAKU NeKapCTBEHHOro cpencTBa. PelleHne O BHECEHUM U3MEHEHWU B
OOKYMEHTbI, coaepxalimecs B pernctpaumoHHOM [O0Cbe Ha 3aperncTpMpoBaHHbIA NeKapCTBEHHbIA npenapaTt Ans
BETEPMHAPHOIO NPUMEHEHUs, UNM 00 OTKa3e B WX BHECEHUW MPUHUMAETCA B criydyae HeobXooumMoCTW NpoBeAEHUS
3KCMEepPTM3bl NEKAPCTBEHHOIO CPEACTBA B CPOK, HE NPEBbILLALLNA AeBAHOCTA pabounx AHEN, a B OCTalNbHbIX Clyyasix B
CPOK, He MpeBblanwWmi Tpuauatn pabounx OHEW CO AHS MPUHATUS YNOMHOMOYEHHbIM heaepanbHbIM OpraHoMm
WCNOSTHUTENBHOW BNACTU 3as8BMEHUS O BHECEHUMN TaKUX N3MEHEHUIA.

(vactb 1.1 BBegeHa dPepepanbHbiM 3akoHoMm oT 04.06.2018 N 140-93)

1.2. B crnyyae peopraHu3aumv gepxartens unu Brnagernbla permcTpalMoHHOro yaocTOBEPEHUS NIEKAPCTBEHHOIO
npenapaTta Ansi BETEPMHAPHOIO NPUMEHEHWs, pa3paboTyvka MM MpOM3BOAUTENS fEeKapCTBEHHOro npenaparta ang
BETEPMHAPHOrO NPUMEHEHNsT B 3asIBNIEHNN O BHECEHUU U3MEHEHWI B AOKYMEHTLI, CoAepKallnecsa B permcTpaLMoHHOM
[OCbe Ha 3apermcTpuUpoBaHHbIA NEKAPCTBEHHbIN NpenapaT Ansi BETEPUMHAPHOIO MPUMEHEHUS, yKa3blBalOTCA AaHHbIE
OOKyMeHTa, noaTBepXAaloLlero BHECEHME COOTBETCTBYHOLUMX W3MEHeHUM B EOWHBIA rocyaapCTBEHHbIN peecTp
opuandeckux nuy, (Ana opraHusauuin, 3aperucTpupoBaHHbIX Ha Tepputopuu Poccuiickon depepauumum), Unu MHOro
OOKyMeHTa, NMoATBEPXKOALLEro peopraHnu3aumio puanyeckoro nuua (4ns opraHnsauun, He 3apermcTpupoBaHHbIX Ha
Tepputopun Poccunckon degepaumm). 3asiBneHMe O BHECEHMM W3MEHEHWA B [OOKYMEHTbl, coAaepXalumecsi B
perncTpaumoHHOM [O0Cbe Ha 3aperncTpupOBaHHbIA NEKApPCTBEHHbIN Mpenapat Ans BETEPUHAPHOro MPUMEHEHUs], U
npunaraemble K HEMy JOKYMEHTbI NPeACTaBNATCA B YNOHOMOYEHHbIN dheaepanbHblili OpraH UCNONMHUTENBHON BNacTu
He no3gHee 4YeM 4Yepe3 TpuauaTb pabounMx OHeW CO OHSI BHECEHMSI COOTBETCTBYHOLUMX W3MEHEHUN B EanHbI
roCyJapCTBEHHBIN PEECTP HPUONYECKUX NUL (NS opraHvM3auui, 3aperncTpupoBaHHbLIX Ha TeppuTopun Poccuiickom
depepaummn) nnm co OHSA NPUHSATUSA COOTBETCTBYHOLLIErO JOKYMEHTA, NOATBEPXKAAIOLLEro peopraHn3aLmio PUANYECKOro
niua (ans opraHMsauuWi, He 3aperMcTpMpoBaHHbIX Ha TeppuTopun Poccuickon ®epepauun). B cnydyae peopraHusauum
aepxatena wnu BnagenbLa PerncTpauuoHHOro yAOCTOBEPEHUS NEKapCTBEHHOro npenapata Ansg BeTepuHapHOro
NPUMEHEHNST 3asiBNEHWE O BHECEHMM M3MEHEHUN B [OOKYMEHTbl, coaepXKalmecd B perucTpauMoHHOM A0Cbe Ha
3aperncTpupoBaHHbIN NEKapCTBEHHbIM npenapaTt Ang BeTepuHApHOro NpUMeEHeHWs, nogaeTcsa opuandeckuM fuLomMm,
KOTOPOMY B XOie peopraHv3aumny nepegaHo npaBo BNageHUsa TakuM perncTpauuoHHbIM yO0CTOBEPEHMEM.

(yacTb 1.2 BBegeHa depepanbHbiM 3akoHom oT 02.08.2019 N 297-03)

2. B cnyvyae BHeCEHUS W3MEHEHWA B [OOKYMEHTbl, COAepXaluecs B pPerncTtpauumoHHOM [0Cbe Ha
3aperncTpuMpoOBaHHbIN  NEKapPCTBEHHLIN nNpenapaTt Ans BETEPUHAPHOro MNPUMEHEHMSl, B OTHOLLUEHUM CBEOEHUN,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "x" nyHkTa 7 yactn 3 ctatbk 17 HacToswwero ®enepanbLHOro 3akoHa,
NU3MeHeHUss 1 (Unu) JOMOSIHEHUS MNPOU3BOACTBEHHOW MMOLWAAKM NEeKapCTBEHHOIO CPEeACTBa, a Takke B cryyae
N3MEHEeHNs1 nokasaTesfiel KayecTBa JleKapCTBEHHOro npenapaTta Ansi BEeTePUHAPHOro NMpuMeHeHusa u (Mnn) mMetToaoB
KOHTPOMNsS KayecTBa JIEKApCTBEHHOro npenapata ANns BEeTEPMHApPHOro MNPUMEHEHWsT MNPOBOAMTCS  3KCnepTm3a
NeKkapCTBEHHOro CpeacTBa AN BETEPUHAPHOro npuMeHeHus. B cnydae Heo6Xx0aMMOCTN BHECEHUSA MHBIX N3MEHEHWI B
OOKYMEHTbI, coaepxalimecs B pernctpaumoHHOM [OCbe Ha 3aperncTpMpoBaHHbIA NeKapCTBEHHbIN npenapart Ans
BETEPMHAPHOro NPUMEHEHUS, 3KCNepPTM3a NIeKapCTBEHHOMO cpeacTBa Af1sl BETEPUHAPHOro NPUMEHEHNs He NPOBOAMUTCS.
(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

KoHcynbTaHTln0C: npumMmeYvaHume.
C 01.01.2021 4. 3 cT. 31 n3naraetcsa B HoBon pegakunm (93 ot 27.12.2019 N 478-D3).

3. C 3asBneHneM O BHECEHMU WU3MEHEHWA B [OKYMEHTbI, CoAepXaliMecss B PpeructpaumMoHHOM [oCbe Ha
3aperMcTpupoBaHHbLIN  NeKapCTBEHHbIM npenapaT Ans BeTEepUMHapHOro NPUMEHEHWs, Hapsgy C  AOKYMEeHTamu,
yKasaHHbIMW B YacTu 1 HacToswen cTaTby, 3asBUTENb NPEACTaBNAeT KONMM AOKYMEHTOB, NnoATrBepXdalwmx ynnaTy
rocyAapCTBEHHOW MOLWMMHbI 33 BHECEeHWe B [OKyMeHTbl, COAepXaliMecsd B PerucTpauMoHHOM [OCbe Ha
3aperncTpMpoBaHHbIA  NeKapCTBEHHbIN Mpenapat Ans  BeTEepUHapHOro MNPYMEHEeHUsl, U3MeHeHun, TpebyoLmx
nNpoBeOEeHUs 3KCNepTU3bl NEeKapCTBEHHOro CPeAcTBa, WM M3MEHEHWIN, He Tpebylolmx npoBeAeHns 3IKCnepTu3bl
nekapCcTBeHHOro cpeactBa. B cnyvyae HeobGXxoOuMOCTW M3MEHEHUsI CBEAEHWW, COAepXalnxcs B PerncrpauyoHHOM
yOOCTOBEPEHUN NEKAPCTBEHHOro npenapara Ans BeTepuHapHOro NpUMeHeHus, ¢ 3asiBNeHneM, ykasaHHbIM B 4Yactu 1
HacTosILWen cTaTbW, 3asBUTENb [JOMOMNHUTENbHO MpeacTaBnseT KOoMuIo AOKYMEHTa, noarBepXgalolwero ynnarty
rocyaapCTBEHHOW MOLLNMHbBI 3a Bbl4ayy perucTpaunoHHOro ya0CTOBEPEHNS NEeKapCTBEHHOIo npenaparta. 3asBuTenb no
COOCTBEHHOW WHMUMATUBE BrpaBe MpeAcTaBuUTb OOKYMEHTbl 06 ynnmaTe rocyAapCTBeHHbIX nownuH. B cnyvae
HenpeAcTaBneHns 3asBuTenemM AOKYMEHTOB 0O ynnarte rocygapCTBEHHbLIX MOLUMH YNOMHOMOYEHHbIV deaepanbHbIN
OopraH MCMONHWUTENbLHOM BRnacTu npoBepseT akT ynnaTbl 3asBMTENeM roCy4apCTBEHHbIX MOLIMIMH MOCPEeACTBOM
ucnonb3oBaHus WHpopmauun 06 ynnaTe rocydapCTBEHHbIX MOWNWMH, coaepxallencs B [ocyaapcTBeHHOWM
WH(OPMALMOHHOW CUCTEME O TOCYAApPCTBEHHbIX W MyHMUMNAnbHbIX MraTexax, Ha OCHOBaHUW MNpeAcTaBfeHHbIX
3a9BUTENEM KONWUIA JOKYMEHTOB, MOATBEPXKAAIOLWMX yrnaTy rocy4apCTBEHHbIX MOLLISUH.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 02.08.2019 N 297-93)

4. B cpok, He npesblalOWNA AeCATU pabovmx OHEW CO AOHA NOCTYNMeHUs yKka3aHHOro B YacTh 1 HacTosLwen
cTaTby 3asiBNEeHNs 1 HeOBXOANMBIX JOKYMEHTOB, YNONIHOMOYEHHbIV dheaepanbHbli OpraH UCMONHUTENBHON BNacTy:

1) NPOBOAUT NPOBEPKY MONHOTbI U JOCTOBEPHOCTM CBEAEHWIA, COAEpXKalLUMXCS B NPeACTaBIEHHbIX 3asiBUTENEM
JOKYMEHTax;

2) NMPUHNMAET peLleHne 0 NpoBedeHNN SKCNEepPTU3bl NNEKAPCTBEHHOIO cpeactea And BeTepmnHapHOro npMMeHeHus
unu ob oTkase B ee npoBeaeHnn;

3) yBegomMnseT B NMCbMEHHON hopMe 3asBUTENSA O NPUHATOM PELUEHUM UMK B Cryvae NpUHATUS pelueHus ob
OTKase B NMPOBEAEHUMN IKCMEepPTU3bl NEKAPCTBEHHOIro cpeacTBa Ans BETEPUHAPHOrO NPUMEHEHUS C yKasaHWEM MPUYMH
Takoro oTkasa.

41. B cnyyae BbISIBNEHUS HEOOCTOBEPHOCTM W (MNU) HEOOCTATOMHOCTM CBedEeHWW, COoAepXKallmxcsi B
NpeacTaBneHHbIX 3asBUTENeM [JOKYMeHTax, YMOMHOMOYEHHbIV dedepanbHbii opraH MWCNOMHUTENbHOW BnacTu
HanpaensieT 3agBUTENIO 3anpoc 06 YTOYHEHUN yKa3aHHbIX CBeAeHMI. 3anpoc MoxeT ObiTb nepefaH ynosIHOMOYEHHOMY
npeacTaBuUTENiO 3asBUTENS NOA PacnMCKy, HamnpasreH Mo MoYTe 3aKkasHblM MMCbMOM UMW nepefaH B 3MeKTPOHHOM
dopme Mo TenekoMMYyHMKALMOHHbIM KaHanam cBs3W. B crnyvae HanpasneHusi 3anpoca 06 YTOYHEHWM yKa3aHHbIX
CBe[eHVI MO MoYTe 3aKa3HbIM NMMCbMOM OH CYMTaETCs MOMYYEeHHbIM NO UCTEeYEeHUW LIEeCTN AHEeW C AaTbl HanpaBneHns
3aKasHoro nucbma.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHoMm oT 04.06.2018 N 140-93)

4.2. 3asButenb o06s3aH NpeacTaBMTb OTBET Ha 3anpoc  YMNOMHOMOYEHHOro dheaepanbHoro opraHa
NCMNOSHMTENBHOW BRAacTu B CPOK, HE MpeBbillaloLLni AeBAHOCTa pabounx OHEen co OHS MONyYeHMst JaHHOro 3anpoca.
Cpoku, ykasaHHble B YacTi 1.1 HacTosileln cTaTbM, NPUOCTAHABMMBAKOTCA CO AHSA HaMnpaBreHus 3asiBUTENI0 3anpoca
YNONTHOMOYEHHOro hefiepanbHOro opraHa UCMONMHUTENbHOW BNacTy A0 AHsI NONydYeHus OTBeTa Ha AaHHbIN 3anpoc U He
YYUTBIBAKOTCA MPU UCYUCIIEHUN CPOKA MPUHATUS PELUEHUSI O BHECEHUN U3MEHEHWI B OOKYMEHTbI, copepXaliuecs B
PErMcTpaLMOHHOM [0Cke Ha 3aperMcTpUpOBaHHbIN NeKapCTBEHHbIN Npenapart Ans BeTepMHApPHOro NPUMeEHEHUS.

(yacTb 4.2 BBegeHa dPepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

5. OcHoBaHunem OnAa OTKasa B MnpoBeAeHUU JKCNepTu3bl JeKapCTBEHHOro cpeactBa And BeTepuHapHOro
NPUMEHEHUST SBNSIETCA NPeACTaBlieHMe OOKYMEHTOB, ykasdaHHbIX B 4acTsx 1 M 3 HacTosilen crtaTbu, B HEMOSTHOM
o6beme uUnmM oTcyTCTBUE B NPEACTaBNEHHbIX AOKYMEHTaX OOCTaTOYHbIX CBEAEHWUIA, NOATBEPXKAAOLNX HEOBXOANMOCTb
BHECEHUSI U3MEHEHWI, NMMBO HenpeACcTaBneHNe 3asiBUTENEM B YCTaHOBIEHHbIN CPOK OTBETa Ha yKasaHHbIA B YacTu 4.1
HacCTosILLEN CTaTbM 3anpoc YNOMHOMOYEHHOrO chefeparnbHOro opraHa UCMONHUTENBHON BNacTy.

(B pen. PepepanbHoro zakoHa ot 04.06.2018 N 140-93)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

6. OkcnepTusa NekapCTBEHHOro CpefcTBa A1t BETEPUMHAPHOr0 MPUMEHEHUS B LeNnsX BHECEHUS U3MEHEHWI B
JOKYMEHTbI, cofepKaliMecsi B PErucTpauMoHHOM [OCbe Ha 3aperncTpyMpOBaHHbIA NEKapCTBEHHbIM npenapaT ans
BETEPMHAPHOrO MPUMEHEHUS, OCYLLECTBNSETCS B NOpsiAKe, YCTAHOBNEHHOM cTaTbel 24 HacTosiwero depepansHoro
3aKoHa.

6.1. B cpok, He NpeBbIWAKLWNA gecaTn paboymx gHer Co OHA MONyYeHUs 3aKMHYEeHUs KOMUCCUN 3KCNEPTOB Mo
pesynbTataMm YyKa3aHHOW B 4YacTu 2 HacToslen cTaTbM IKCNepTusbl, YMNONMHOMOYEHHbLIN defepanbHbi opraH
NCNOMHUTENBHOW BNacTu:

(B pea. PenepanbHoro zakoHa ot 02.08.2019 N 297-03)

1) NpMHMMaEeT pelLeHne O BHECEHUM U3MEHEHUA B OOKYMEHTbl, COAEPXaLUMecs B PerMcTpaumMoHHOM OOCbe Ha
3aperncTpupoBaHHbI NIEKApCTBEHHbIN Npenapar A5 BETEPUHAPHOro NpUMEHeEHUs, Unn 06 oTkase BO BHECEHUM TaKMX
M3MEHEHWUI;

2) BHOCUT B rOCy4apCTBEHHbIA peecTp NeKapCTBEHHbIX CPEACTB Ha OCHOBaHWUMN PELLUEHUS O BHECEHUM U3MEHEHMWA
B AOKYMEHTbI, COAepKallMecss B PErMcTpaurMoHHOM [OCbE Ha 3aperMcTpUpPOBAaHHLIN FeKapCTBEHHbIN npenapat asis
BETEPUHAPHOTO NPUMEHEHMs!, He0BX0aVMbIE U3MEHEHUA 1 BO3BPALLAET 3TU JAOKYMEHTb! 3as1BUTENHO;

3) BblOaeT 3asBMTENI0 HOBOE perncTpaumnoHHoe yAOCTOBEPEHNE NeKapCTBEHHOro nNpenapara Ansi BeTepuMHapHoro
NPUMEHEeHWs B criydae HeobXxoAMMOCTM U3MEHEHUsI CBEAEHWIN, COAepXKallumMxcs B HEM, C COXPaHEHMEM HOMepa paHee
BbIJAHHOIO PErncTPaLMOHHOro yAOCTOBEPEHUS NNeKapCTBEHHOro npenapaTta AN BeTepMHapPHOro NpUMeHeHMs.

(n. 3 BBeaeH PegepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)
(vacTb 6.1 BBegeHa PepepanbHbiM 3akoHoMm oT 22.10.2014 N 313-93)

6.2. B cnyyae BHeCeHMS W3MEHEHMN B [OKYMEHTbI, COAepXaliMecss B perucTpauMoHHOM [OCbe Ha
3aperncTpmpoBaHHbIN NTEKapCTBEHHbIV Npenapar A4S BETEPMHAPHOro NPUMEHEHUS, B YacTU, KacaloLencs U3MEHEHNS U
(Mnn) gononHeHns NpPoOW3BOACTBEHHOW MMNOLWAAKW NeKapCTBEHHOro npenapaTa, npy npeacTaBfeHun 3asdBuTenemMm B
COOTBETCTBMM C MYHKTOM 3 4acTh 1 HacTosilen cTaTbM KONMUW pelleHMst YNOMHOMOYEHHOro deaeparnbHOro opraHa
NCMNOMHUTENBHOW BNiacT! O NPOBEAEHUN NHCMEKTUPOBaHUSA NPOU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB CPOK, YKa3aHHbIN B
yactn 6.1 HacToswen cTaTbl, NPUOCTAHABNUBAETCSA CO AHS MOMYyYEHUs 3aKIOYEHUs KOMUCCMU 3KCMEpTOB OO0 AHSA
MPUHATUSA YNONTHOMOYEHHBIM hefeparibHbIM OpraHOM WCMOMHUTENBHON BNACTW PELUeHUsa O Bbigade unm o6 oTkase B
BblJaye 3aKIo4YeHUs O COOTBETCTBMU MPOU3BOOUTENS JIEKAapCTBEHHbIX CPEACTB TpebOoBaHUSAM OpaBuil Haanexallewn
NpOM3BOACTBEHHOW NPAaKTUKK, HO He Bonee YeM Ha CTO BOCEMbAECAT pabounx aHen.

(4acTb 6.2 BBegeHa PepepanbHbiM 3akoHoMm oT 04.06.2018 N 140-93)

7. OcHOBaHVEM Afsi 0TKasa BO BHECEHWUU U3MEHEHUI B JOKYMEHTbI, CoAepKallnMecss B permcTpaumoHHOM [ocke
Ha 3aperMcTpUpOBaHHbIM NEKapCTBEHHbIA MpenapaTt Ofs BETEPUHAPHOIO MPUMEHEHUs!, B Cryyasix, He TpebyroLmx
NpoBeAEHUS 3KCNepPTU3bl NEKAPCTBEHHOIO CpeacTBa, SBMSeTCs NpeAcTaBneHne JOKYMEHTOB, Yka3aHHbIX B YacTax 1 un 3
HacTosILLel cTaTbW, B HEMONHOM OObeMe WNu OTCYTCTBME B MpeacTaBfeHHbIX LOKYMEHTax CBedEeHUI, KoTopble
OOMMKHBI ObITb B HUX OTPaXkeHbl, MO0 HenpeacTaBrneHne 3asiBUTENEM B YCTAHOBIEHHbIA CPOK OTBETA Ha YKa3aHHbIN B
YyacTu 4.1 HacTosILLEeN cTaTby 3aMpPoC YNONHOMOYEHHOro dbejepanbHOro opraHa UCNOMHUTENbHOW BacTu.
(4acTb 7 B peq. PegepanbHoro gakona ot 04.06.2018 N 140-93)

7.1. OcHoBaHVeM Ansi 0Tkasa BO BHECEHUN U3MEHEHU B AOKYMEHTbI, cogepXalluecs B perncTpauuoHHOM AOCbe
Ha 3aperucTpMpoBaHHbIN NEeKapCTBEHHbIN Npenapat ANd BeTEepUHapHOro MPUMEHEHMS, B Crydasx, TpebyroLuimx
npoBedeHNs IKCMepTU3bl NTeKapCTBEHHOro CpeacTBa, ABNAETCH 3aKkiioyeHne ynonHOMOYeHHOro dheepanbHOro opraHa
WCMONHUTENBbHON BAAcT O BO3MOXHOCTU CHWXeHus 6e3onacHoCTW, kayecTBa, 3(PdEKTUBHOCTM feKapCTBEHHOro
npenaparta BCMeACTBME BHECEHWS M3MEHEHUIN B YyKasaHHble AOKYMEHTbl, OTKa3 YMNOfIHOMOYEHHOro deaepanbHoro
opraHa MCMONHWUTENbHOW BNacTy B Bblgaye 3akroyeHus O COOTBETCTBMM MPOU3BOAMUTENS NEKApCTBEHHbIX CPeacTs
TpeboBaHWsAM [OpaBui Hagnexawen npou3BOACTBEHHOW MPaKTUKM B Ccryvyae W3MeHeHus u  (Mnv) [OnOnHeHus
NPOM3BOACTBEHHOW NMOLWAAKM JeKapCTBEHHOro npenapaTa, ecnv Npou3BOACTBO fleKapCTBEHHOro npenaparta Ang
BETEpPUHapHOro MpUMEHEHUs ocyllecTBnseTcsa 3a npegenamu Poccuiickon degepaumm, Wi OTCYTCTBUE 3TOro
3aKnNoYeHNS.
(4acTb 7.1 BBegeHa denepanbHbimM 3akoHoM oT 04.06.2018 N 140-93)

8. ,D,OI'IyCKaeTCﬂ o6pau.|,eHv|e NeKapCTBEHHbIX NpenapaTtoB ANA BEeTEPUHAPHOIo npuMeHeHna 0o NCTe4eHna Ccpoka
rogHoCTn, npoum3BedeHHbIX B Te4YeHne CcTa BOCbMUOECATU OHen nocrne patbl NPUHATUA  YNOJTHOMOYEHHbIM
cbep,epaanblM OopraHom MCMNONHUTENBbHON BRacTu peweHna 0 BHECEHUN M3MEHEHNN B OOKYMEHTbI, cogepxallnecd B
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

perucTpaunuoHHoOM [OCbe Ha feKapCTBEHHbI npenapaTt, B COOTBETCTBUM C WHGOpMaumen, copepxallencsa B
OOKYyMeHTax permcTpaumMoHHOro 4oCke Ha NekapCTBEHHbIV npenapart A0 AaTbl NPUHATUS Takoro peLLeHus.
(vacTb 8 B peq. PeaepanbHoOro dakoHa ot 22.12.2014 N 429-$3)

Cratba 32. OTMeHa rocyAapCTBEHHOW perncTpauum nekapcTBeHHOro npenaparta

PeweHne 06 OTMeHe TrOCyQapCTBEHHOM pPerncTpauuMn JekapCTBEHHOTO Mpenapata WM MUCKITHYEHUM
NeKkapcTBEHHOro npenapaTa U3 rocy4apCTBEHHOro peecTpa NekapCTBEHHbIX CPEACTB MPUHUMAETCA YNONMHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONHUTENLHOW BMACTU B Cryvae:

1) npedcTaBneHUst COOTBETCTBYIOLUMM YMNOHOMOYEHHBIM (beaeparnbHbiM OpPraHoM WCMONHUTENbBHOW BracTy
3aKIOYEHUs] O puUcke unuM o6 yrpose 300POBbLIO, XKM3HM YerloBeKa WIN KMBOTHOMO MPU NMPUMEHEHUM NEKapCTBEHHOIO
npenapara, npesbllLaLLMX ero 3MEKTUBHOCTb, MO pe3ynbTaTaM OCYLIECTBNAEMOro UM MOHUTOPMHra 6e30MacHOCTM
NekapcTBEHHOTo npenapara;

2) nojauu gepxaTenem wnu BrnagenbLeM PerucTpauMoHHOrO yAOCTOBEPEHUS NEKapCTBEHHOrO npenapaTa unm
YMNOMHOMOYEHHBIM UM APYIMM  OPUONYECKMM FULOM 3asBneHuss o6 OTMeHe rocy4apCTBEHHOW perucTpaumu
nekapcTBEHHOro npenapara;

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

3) HenoaTBepXXaAeHnA rocyp,apCTBeHHoPI pernctpaunmn nekapcrtBeHHOro npenaparta no Ncte4eHnn cpoka aencremns
perncTpaumMoHHOro yaoctoeepeHud, BbiIgaHHOIo Ha NATb JNeT;

4) HenpeacTtaBlieHNAa 3adBUTENEM MH(*)OpMaLI,I/II/I, KOTOpasa MOXET MoBJieYyb 3a coboih HeobXx0aUMOCTb BHECEHUS
M3MEHEHNN B OOKYMEeHTbI, coAepXalimecda B pernctpaunoHHOM [OoCbe Ha 38peI'VICTpI/IpOBaHHbIl7I ﬂeKapCTBeHHbIPI
npenapart, B Te4eHne Tpuguatu pa60w|x OHen co gHs HaCTyrJrieHuna aTux N3MEHEHUN;

5) ocyLecTBNeHUss rocyapCTBEHHOW perncrpauumn riekapCTBeHHOro npenapata nog TOproBbiM HaMMeHOBaHWEM
3apermcTpupoBaHHOro paHee NoA 3TMM TOProBbiM HaMMEHOBaHMEM IeKapCTBEHHOro npenapara, oTnuyaroLlerocs
KayeCTBEHHbIM COCTaBOM AEeNCTBYHOLNX BELLECTB;

(B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93)

6) ocyLLecTBNeHUs rocyaapCTBEHHOW perncTpauum O4HOrO U TOro e NeKapCTBEHHOrO npenaparta B OTHOLUEHUU
OQHOr0 WU TOrO e AepxaTens unu Bnagenbla perncTpalmMoHHOro yaOCTOBEPEHUS NIEKApCTBEHHOrO NpenapaTa B BUAae
OBYX 1 Boree nekapcTBEHHbIX NpenapaToB Nog pasfnyHbIMU TOProBbIMU HAMMEHOBaHUSIMU;

(n. 6 B pea. PegepanbHoro gakoHa ot 04.06.2018 N 140-93)

7) BblHECEHVWS CYOOM pelleHWss O HapyweHun npaB npasoobnagatens OObLEKTOB WHTENneKTyansHOW
COBCTBEHHOCTM NpU O0bpaLleHn NekapCTBEHHbIX CPEACTB;

8) oTcyTCTBMSA nekapCTBEHHOro npenapaTta B obpalleHun B Poccuiickon ®epepauun B TeyeHne Tpex u Gonee
ner;
(n. 8 BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

9) HeBbINOMHEHVA [JdepxaTenem WnM BnagenbUeM perncTpaurMoHHOrO YAOCTOBEPEHWS NeKapCTBEHHOro
npenaparta nmbo ynorHOMOYEHHbIM VMW OPYIMM HOPUANYECKMM NULIOM MEepOonpuATUMn No obecneyeHnto 6e3onacHoCTm
nekapCTBEHHbIX NpenapaToB, YCTAHOBIEHHbIX YNOMHOMOYEHHbIM defepanbHbiM OpraHoM UCMOMHUTENbHOW BRactu B
cooTBeTCTBMM C Yactamm 3 m 4 cratbm 64 Hactoswero ®PegepanbHOro 3akoHa, B pamKax OCyLIEeCTBNEHMS
dapmakoHaa3opa;

(n. 9 BBegeH deneparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

10) oTkasa gepxatens vunu Bnagenbla pPerncTpaumoHHOro yAOCTOBEPEHUS JEKApCTBEHHOrO npenapaTta nvbo
YNONTHOMOYEHHOIO UMW [PYroro pUOUYeckoro fvua OT BHECEHUS W3MEHEHWIA B MHCTPYKUMIO MO MPUMEHEHMIO
nekapCTBEHHOrO npenapaTa, KacaloWMXCs HOBbIX MOATBEPXKAEHHLIX AaHHbIX O TOM, YTO PUCK MPUYMHEHMS Bpeaa
3[0POBbI0 YENOBEKA UNN XXMBOTHOIO BCNEACTBME NPUEMAa NeKapCTBEHHOIo npenapaTa npeBbllaeT 3eKTUBHOCTb €ro
NPUMEHEHMS.

(n. 10 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

KoHcynbTaHTln0C: npumMmeYvaHume.
C 01.01.2023 ct. 32 gononHsetca n. 11 (®3 o1 27.12.2019 N 475-03).

Cratbsa 33. locygapcTBEHHbLIN peecTp NieKapCTBEHHbIX CPEeACTB

1. TocynapCTBEHHbIN PEEecTp eKapCTBEHHbIX CPEACTB COAEPXUT MepeyeHb JIeKapCTBEHHbIX Mpenapartos,
npoLlelnx rocyaapCTBEHHYH perucTpaumio, nepedeHb dapmMaueBTUYeckMx cyOCcTaHUuuii, BXOASLIMX B COCTaB
NeKapcTBEHHbIX NpenapaTos, ¥ crieaytoLLyo HopMaLmio:

1) B OTHOLUEHUN NeKapCTBEHHbIX NpenapaToB:

a) HaMMeHoBaHWe NeKapCTBEHHOro npenapaTa (MexayHapodHoe HemnmaTeHTOBaHHOe, UMW rpyrnnMpoBOYHOE, UMK
XUMMNYECKOE N TOProBoe HauMeHOBaHMS);
(B pean. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

6) nekapcTBeHHas opmMa C YykasaHMeM [O3VPOBKW JIeKapCTBEHHOro npenapata W ero KonuyecTBa B
noTpebuTensckon ynakoBke;

B) HaMMeHOBaHWe [epXaTensa unu srnagenbLua perncTpaloHHOro YA0CTOBEPEHUS NeKapCTBEHHOMo npenapara u
CBefleHVs O permcTpaumm gepxarens unuv sragensua perucTpaumMoHHOro yaoCTOBEPEHUS fleKapCTBEHHOrO npenapara
AN MEeOVLUMHCKOrO MpPUMEHEHVUS B KadvecTBe HanoronnaTenbliuka B CTpaHe peructpaumm (ans pOCCUNCKUX
IOPUANYECKMX NNL, - MOAEHTUUKALMOHHBIN HOMep HanoronnaTtenswuka (MHH), Ans MHOCTpaHHbIX KPUANYECKUX ML, -
CTpaHa perucrTpaumu, HaMMeHoBaHWe perncTpuUpyoLEero opraHa, permcTpaunoHHbI HOMEpP, Ko4 HanoronnaTenbLumka B
CTpaHe perncrpauum (MHKoprnopauum) unm ero aHanor);

(nn. "B" B pea. ®egepanbHoro 3akoHa ot 28.12.2017 N 425-03)

r) HaumMeHoBaHME W agpec MnpoM3BOAUTENS JEKAapCTBEHHOrO npenapata W CBeAEHWst O perncrpaumm
nNpon3BoaMTENS NEKapCTBEHHOro npenapaTta Ans MeauUMHCKOro MNpUMEHEHWs B KayecTBe HaroronnaTtenblivMka B
CTpaHe perucTpauum (4na pOCCUNCKUX PUONYECKUX NUL, - NOEHTUUKALNOHHBIN HOMep Hanoronnartenesliunka (MHH),
ONA  VHOCTPaHHbIX HOPUAMYECKMX §WL - CTpaHa perucrpauuu, HavMeHOBaHWE pPEerucTpupylowero opraHa,
pEervcTpaumoHHbIA HOMEp, KOA4 HanoronnatenbLiMKka B CTpaHe pernctpaumm (MHKopnopawmmn) v ero aHanor);

(mn. "r" B peqg. PepepanbHoro 3akoHa oT 28.12.2017 N 425-93)

4) dapmakoTepaneBTnyeckas rpynna, Ko fiekapCTBEHHOro npenapaTa no aHaToMo-TepaneBTUYeCKO-XMMNYECKON
Knaccudpukaumm, pekoMeHgosaHHONM BcemMumpHOM opraHmsaumnen 3agpaBooXpaHeHus:;
(nn. "g" B peg. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

€) NokasaHus 1 NPOTUBOMNOKa3aHUSA K NPUMEHEHUIO NEKapCTBEHHOrO Npenapara;

) NoBOYHbIE AENCTBUSA NIEKAPCTBEHHOIO Npenapara;

3) CPOK rOAHOCTM NEKAapPCTBEHHOrO Npenapara;

1) YCNOBUSI XpaHEHUS NIekapCTBEHHOIO Npenapara;

K) YCNOBWsi OTMyCKa NeKkapCTBEHHOro npenapara;

J'I) HOMeEpP cbapmaKonethon CTaTtb unn B Cliyd4ae ee OTCyTCTBUA HOMEp HOpMaTMBHOVI OOKyMeHTauumn nn6o
HOPMAaTMBHOIO OOKYMEHTAa;

M) JaTa rocygapCTBEHHOW perncrpaumu nekapCTBEHHOro npenapaTta M ero perucTpauuoHHbId HoMep, AdaTa
3aMeHbl  PErucTpauMoHHOrO YAOOCTOBEPEHUSI FEeKapCTBEHHOro npenapata Ha 6eccpoyHoe perucTpaumoHHoe
YAOCTOBEpPEHME IEeKapCTBEHHOrO Mpenaparta, gata nofjayn 3asiBNieHnst O MOATBEPXAEHUWM TrOCyAapCTBEHHON
perncTpaumm nekapCcTBeHHOro npenaparta, Aata OTMeHbl roCyapCTBEHHOM pervcTpaummn nekapcTBEHHOro npenapaTa;
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

H) Ka4eCTBEHHbIN COCTaB U KOJIMYECTBEHHbLIN COCTaB /J,eIZCTByPOIJJ,VIX BELLECTB W Ka4YeCTBEHHbIN COCTaB
BCnomMoraTesibHbIX BEWECTB JIEKaPCTBEHHOIO nNpenapara,
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

(nn. "H" BBeaeH d®epepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

0) nHdopmMaLmsa 060 BCex paspeLleHHbIX Buaax BTOPUYHOM (MOTpebnTenbCKon) ynakoBKy;
(nn. "o" BBeaeH ®egeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

n) gaTa NpUHATUSA pelleHns O BO3MOXHOCTW paccMaTpuBaThb JlekapCTBEHHbIV npenapaTt npu rocyaapCTBEHHOW
peructpaumm B kayectse opdaHHOro fiekapCTBEHHOro npenapara (45 fneKkapcTBeHHbIX npenapaToB Ans MeauLUHCKOro
NpUMEeHeHUs);

n_n

(nn. "n" BBegeH ®PegepanbHbiM 3akoHoM OT 22.12.2014 N 429-03; B pea. PegepanbHoro gakoHa ot 27.12.2019 N
475-03)

p) Hanuune nekapCTBEHHOrO fnpenaparta B NepeyvHe >XU3HEHHO HeobXOoAMMbIX WM BaXKHEMLMX feKapCTBEHHbIX
npenapaToB (419 NeKapCTBEHHbIX NpenapaToB A8 MeANLMHCKOro NMpUMEHeEHNs);
(nn. "p" BBegeH ®epepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PenepanbHoro gakoHa ot 27.12.2019 N
475-03)

C) Hannuue B NeKapCTBEHHOM MpenapaTe HapKOTUYECKUX CPeAcCTB, NMCUXOTPOMHbLIX BELWECTB U UX MPEKYPCOPOB,
nognexawmx koHTponto B Poccuickon ®enepauunm, B COOTBETCTBMM C 3akoHoaaTenbcTBoM Poccunickon depepaumu,
MexayHapoaHeiMyu  goroBopammn Poccunckon ®depepauummn, B TOM uucne EAWHOM KOHBEHLMEN O HapKOTUYECKUX
cpeactBax 1961 roga n KoHBEHLMEN O NCUXOTPONHbLIX BewecTBax 1971 roaa;

(nn. "c" BBegeH ®enepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

T) uHdopmauus O TOM, SIBNAETCA NWM AaHHbIA NeKapCTBEHHbIN npenapaTt pedepeHTHbIM NeKapCTBEHHbIM
npenapaTom;
(nn. "T" BBeaeH d®epepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

y) CBeAdeHna O nogade 3asBfieHUss O BHECEHWM M3MEHEHUIN B OOKYMEHTbI, COAepXalumecs B pernctpaumMoHHOM
[OoCbe Ha nekapCTBEeHHbIN Npenapar;
(nn. "y" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

&) ytpatunn cuny ¢ 1 mapta 2020 roga. - PegepanbHbin 3akoH oT 27.12.2019 N 475-93;

X) CPOK BBEEHUA NEKapCTBEHHOro Npenapara B rpaxgaHckuii 06opoT;
(nn. "x" BBegeH ®enepansHbiM 3akoHOM OT 22.12.2014 N 429-03)

2) B OTHOLLEHMM hapMaLEeBTUYECKUX CyBCTaHLUNI;

a) HanMeHoBaHWe apMaLeBTMYECKON CcybcTaHUuuM (MexayHapoaHOoe HenaTeHTOBaHHOEe, UIU rpynnMpoBOYHOE,
U1 XMMUYECKOE M TOProBOe HauMeHOBaHMS);
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-93)

6) HaumeHoBaHWe 1 agpec NPoM3BOAMTENS hapMaLeBTUYECKON cybcTaHumK;
B) CPOK rogHOCTM dhapmaLieBTu4eckon cybctaHumuy;
r) ycnosusi xpaHeHus apmaveBTnyeckomn cybctaHumm;

D,) HOMeEpP cbapmaKonethon CTaTtb unn B Cliyd4ae ee OTCyTCTBUA HOMEp HOpMaTMBHOVI OOKyMeHTauumn nn6o
HOPMAaTMBHOIO AOKYMEHTAa;

€) Hanuune dapMaLeBTUYECKON CyOCTaHLMM B NepeYHe HapKOTMYECKUX CPeacTB, NCMXOTPOMHbLIX BELLECTB U UX
NpeKkypcopoB, noanexalwinx koHTponto B Poccuiickon depepalmm, B COOTBETCTBMM C 3aKOHOAATENbLCTBOM Poccuiickon
depepaumn, MexagyHapoaHbiMn goroBopamu Poccunckon ®Pepepauun, B ToM uucne EguHon kodBeHuumen o
HapkoTudeckux cpeacreax 1961 roga n KoHBeHUMen o NCMXoTPOnHbIX Bewectsax 1971 roga.
(nn. "e" BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

2. ®dapmaueBTMYecKas cyOCTaHUWsi, NPOM3BEAEHHas [AOnia  peanu3aumvM, MoxeT OblTb BKMOYEHA B
rOCyJapCTBEHHBIN PEECTp JEKapCTBEHHbIX CPEACTB Ha OCHOBaHWMM 3asdBreHust pas3paboTuuka unm npov3BOAMTENS
nekapCTBEHHOro cpeAcTBa nNMbo ynorHOMOYEHHOIO UMW KOPUOUYECKOrO Nnua npu yCrnoBmMn NPOBEAEHUS B OTHOLLEHWM
Takon bapMaueBTUYECKON cyObCcTaHuMM SKCMepTu3bl KadecTBa (papmaueBTuyeckon cybcTaHumm B nopsgke,
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

YCTaHOBMNEHHOM cTaTbel 34 Hactosiwero degepanbHoro 3akoHa. B oTHoweHun capmaueBTUYECKMX cybCTaHUuR,
Nnpou3BefeHHbIX ANs peanu3auuu, B rocygapCTBEHHOM peecTpe NeKapCTBEHHbIX CPeacTB COOEpPXUTCA creayowas
WHopmauus:

1) HanmeHoBaHune cbapmaueBqueCKon CyGCTaHU,I/IVI (Me>|<,u,yHapop,Hoe HenaTteHToOBaHHOEe, Ui rpynnmpoBOYHOE,
nnn xmmn4yeckoe n Toproesoe HaVIMeHOBaHVIFI);

2) HaumeHoBaHMe, agpec npou3BoguTens dapMaueBTMYeckon cybcTaHuMM, a Takke B OTHOLUEHUU
NeKapcTBEHHbIX CPeAcTB ANt MeOMUMHCKOrOo  MPUMEHEHMSt CBEAEeHMst O  perncrpaumm  npousBoguTens
dapmaneBTMyeckon cybCcTaHuuM B KayecTBe HanoronnaTernbluMka B CTpaHe peructpaumm (ons  pOCCUNCKMX
OPUONYECKUX NUL, - NOAEHTUPUKALMOHHBIN HoMep Hanoronnatenblmka (MHH), ons MHoCTpaHHbIX IOpUOANYECKMX NN -
CTpaHa perucrpauumn, HauMeHOBaHWE PErMCTPUPYIOLLErO OpraHa, permcTpaumoHHbIN HOMEP, Kog HanoronnaTenbLlmka B
CTpaHe perncrpauum (MHKoprnopauum) unm ero aHanor);

(n. 2 B pen. ®enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) CpoKk rogHOCTM hapmaLeBTUYECKON CyOCTaHLMK;
4) ycrnoBus XpaHeHus1 hapmaLeBTUHECKON CyOCTaHUMK;

5) Homep dapmakonenHon ctaTbu NGO B Criydae ee OTCYTCTBMS HOMEP HOPMAaTMBHOW OOKYMEHTauun Wnn
HOPMAaTMBHOIO OOKYMEHTAa;

6) Hannue dapmaLeBTUYECKON CyOCTaHLMM B NepevyHe HapKOTMYECKUX CPeacTB, MCUMXOTPOMHbLIX BELLECTB U KX
NpeKypcopoB, noanexalwinx koHTponto B Poccuinckon depepalmm, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickon
depepaumn, MexgyHapogHbiMn pgoroBopamu Poccunckon depepauun, B ToM uucne EguHom koHBeHumen o
HapkoTu4yecknx cpencteax 1961 roga n KoHBeHumnen o NnCcMxoTponHbixX Bewecteax 1971 roaa;

7) AaTa BKIOYeHNs hapmMaLeBTUHEeCKON CyOCTaHUUM B rOCYyAapCTBEHHbIN peecTp fiekapCcTBEeHHbIX CPeAcTB, AaTa
BHECEHUS W3MEHEHUWN B [JOKYMEHTbl apMaueBTM4ecKONn cybCcTaHumM, gata WCKNYeHus dapMaueBTUYeCcKoN
cybcTaHumMmM 13 rocyAapCTBEHHOIO peecTpa fekapCTBEeHHbIX CPeCTB.

(vacTb 2 B peq. PegepanbHoro dakoHa ot 22.12.2014 N 429-93)

3. [opanok BegeHUsi rocyoapCTBEHHOTO peecTpa NeKapCTBEHHbIX CPeACTB AN MEAMLMHCKOro NMPUMEHEHUs U
OOpAOOK BeAeHUs TOoCyQapCTBEHHOTO peecTpa JeKapCTBEHHbIX CPEeACTB AN  BETEePMHapPHOrO  MPUMEHEHUS
yTBEPKAATCSl COOTBETCTBYIOLLMM YNONTHOMOYEHHbIM dhefeparnbHbIM OpraHOM MUCTONHUTENbHON BNacTy.

Ctatba 34. BknroouyeHue B rocyaapCcTBEHHbIW peecTp NEeKapCTBEHHbIX CPeACTB WU UCKMIOYeHue u3
rocyfapcTBeHHOro peecTpa rekapCcTBEHHbIX cpeAcTB chapmaueBTMYEeCKON cyb6cTaHuMu, NpovM3BeAeHHOW Ans
peanusauuu
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. Ona BknioveHns dapmaueBTUYeckon cybcTaHuMM, NPOU3BEAEHHON ONS peanu3auuu, B rocydapCTBEHHbIN
peecTp NnekapCTBEHHbIX CPeACTB, NPOBOAMTCS SKCMepTU3a ee KadecTaa.
(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTlN0C: npnmMmeYvaHume.
C 01.01.2021 B @63. 1 4. 2 cT. 34 BHOCATCA M3mMeHeHUsa (P3 o1 27.12.2019 N 478-D3).

2. DKcnepTM3a KavyecTBa yka3aHHOM B YacTu 1 HacTosALWen cTaTbh hapMaueBTUYECKOM CybCTaHLMKn, COCTaBneHne
KOMUCCMEN IKCMEPTOB 3aKMIOYEHMN MO pe3ynbTatam 3TOW 3KCNEpPTU3bl M WX HamnpasreHune B YMONHOMOYEHHbIN
defepanbHbIi OpraH UCMNOMHUTENBHON BACTU OCYLLECTBNSTCA B CPOK, HE MpPEBbILLAIOWMA LWeCcTUAecaTn paboumx
OHen co OHA MonyyYeHUs 3KCNepTHbIM yyYpexaeHMeM COOTBETCTBYIOLLEro 3adaHusi YrNorTHOMOYEHHOro dpeaepansHoro
opraHa UCNonHUTENbHOW BNAcTN N cnegyoLwmx AOKYMEHTOB:

KoHcynbTaHTlntoc: npumedaHme.
C 01.01.2021 B n. 1 4. 2 cT. 34 BHOCATCA M3MeHeHns (D3 o1 27.12.2019 N 478-03).
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

1) konNuA nuUEeH3un Ha NpPOM3BOACTBO IEKAPCTBEHHbIX CPEACTB MMM KOMUS 3aKkioYeHUsi O COOTBETCTBMM
Npon3BoaMTENS NeKapCTBEHHbIX CPeACTB TpeboBaHMsIM NpaBua Haanexallen Npou3BoaCTBEHHOM MPaKTUKKX, BblAAHHbLIX
YMOSTHOMOYEHHbIM hedeparnibHbIM OpraHoOM UCMOMHUTENBHOW BRacTu, B Clyvae, ecriv Npov3BOACTBO JIEKAPCTBEHHOIO
cpeAcTBa ocyulecTensetcs B Poccuiickon depepaumu;

(B pen. PenepanbHoro zakoHa ot 04.06.2018 N 140-3)

2) Konusl JOKYMEHTA, BbIAaHHOrO YNOSTHOMOYEHHLIM OPraHoM CTpaHbl NPOM3BOAUTENS NIEKAPCTBEHHOIO CPeACTBa
M noaTBepXKOalLero paspelleHne NpPOM3BOACTBA fEKAPCTBEHHOIO CPeAcTBa, U €ro MepeBo Ha PYCCKUA A3bIK,
3aBepeHHble B YCTAHOBIIEHHOM OPAAKE, a TakkKe KOMUSA 3aKImo4eHUss O COOTBETCTBMU NPOM3BOANTENS NTEKAPCTBEHHbIX
cpeactB  TpeboBaHWsM OpaBuN  Haanexalwlen nNpOoU3BOACTBEHHOW MpaKTWKW, BblOAHHOMO  YMONIHOMOYEHHbIM
dedepanbHbIM OpPraHoM MCNOMHUTENBHOW BNAcTW, NMBO KOMUSA pelleHus YNoriHOMOYeHHoro defepanbHOro opraHa
WCMONHWUTENBHON BNacTtu O MPOBEOEHUN WHCMEKTUPOBaHWA MPOM3BOAWUTENS NEKAPCTBEHHOrO CpeacTBa. YkasaHHble
OOKYMEHTbI NPEeACTaBnsATCA B Clyvae, €Cnu Mpou3BOACTBO JIEKAPCTBEHHOrO CpeAcTBa OCYLLECTBAsieTcA 3a
npegenamu Poccuinckon ®eagepauuu;
(n. 2 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3) LOKYMEHT, cofepaluuin cneyoLime cBeeHns o hapMaLeBTUYEeCKon cybcTaHLmm:

a) HanmeHoBaHue hapmaueBTUYECKOM CybCTaHUMK, ee CTPYKTypa, o0LLMe CBONCTBA;

6) HaMMeHOBaHWe 1 agpec NPoM3BoaNTENS;

B) TEXHONOorMs npou3BoACTBa C ONMCaHMeM CTaguri nNpou3BOACTBa U METOAOB KOHTPONS Ha BCex CcTragusix
npon3BOACTBaA,

r) onMcaHue pa3paboTku npoLiecca NPOM3BOACTBA;

[) ONUCaHne KOHTPOIS KPUTMYECKNX CTagui npoLiecca NpomM3BoACcTBa U MPOMEXYTOYHON NPOoAyKLnN;
€) JoKyMeHTanbHoe noaTeepxaeHve (Banuaaumns) npoLeccoB 1 (Unn) NxX OLEeHKa;

) CBOMCTBA N CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapaKkTepucTuka npumecen;

n) cneundukaumsa Ha papmaLeBTUYECKyto CybCTaHUMIO 1 ee 0BOCHOBaHWE;

K) aHanuMTU4Yeckne MeTOAMKWU, UCMONb3yemble MPU OCYLLECTBIIEHMM KOHTPOMs kadecTBa dhapmaueBTUYECKOW
cybcTaHuuuy;

n) DOKYMeHTanbHoe NoATBepXaeHne (Banuaaunst) aHanMTu4eckux MeToauk, CNorb3yemblX NPy OCYLLECTBNEHNM
KOHTpOnNs KadecTBa hapmaLeBTUYeCKon cybcTaHumu;

M) pe3ynbTaTbl aHanmMsa cepuin oapmMaleBTUYECKON CyOCTaHUMK;

H) NepeYeHb CTaHA4apPTHbIX 00pa3LOB UMM BELLECTB, UCMOSb3YEMbIX MPU OCYLLECTBIEHNM KOHTPOSS Ka4ecTBa;

0) onucaHne xapakTePUCTMK Y CBOWCTB YNAaKOBOYHbIX MaTEPMAIIOB M YKYNMOPOYHbIX CPEACTB;

n) gaHHble O CTAabUNBHOCTU hapMaLleBTUHECKON CyOCTaHLMK;

p) CPOK rogHOCTH;

4) [OOKYMEHT, coAepXalun CcBeAeHWss O perncTpauum npousBOAMTENs NEeKapCTBEHHbIX CPeacTB  Ans
MEeOULMHCKOrO NMPUMEHEHUS B Ka4yecTBE HaroronnaTenbliyka B CTpaHe pervctpaumm (4ns pOCCUIACKUX HpUONYECKNX
iy - MaeHTUAUKAUMOHHBIM HOoMep Hanoronnatenswuka (MHH), ons MHOCTpaHHbIX HOPUAMYECKMX IUL, - CTpaHa
pervctpaumy, HauMeHOBaHWE PErNCTPUPYIOLLIErO OpraHa, permcTpaurMoHHbIN HOMEp, KO HamnoronnartenbLmka B CTpaHe

pervctpauum (MHKoprnopaummn) Unm ero aHanor).
(n. 4 BBegeH depepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

(vacTb 2 B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-®3 (peg. 13.07.2015))

3. Ons npoBedeHus 3KCNEpTM3bl KayecTBa YKa3aHHOMW B 4YacTu 1 HacTosilen cTaTtbu hapmMaueBTUYECKON
cybcTaHuum 3asBuTeNb NPeAcTaBnaeT B YNONHOMOYEHHbIV ddedeparbHbli OpraH UCMONHUTENBLHON BNacTu:

1) 3asBneHne O BKMOYEHUM B rOCYapCTBEHHbIA PEECTP NeKapCTBEHHbIX CPEACTB AaHHOW hapMaLleBTUYECKON
cybecTaHuuy;

2) konnst JOKYMEeHTa, NoaTBepXAatoLLero ynnarty rocyJapCTBEHHON NOLUNUHBLI 3@ BKMOYEHUE B roCcyapCTBEHHbIN
peecTp IeKapCTBEHHbIX cpeacTB hapmaueBTUYECKOM CcyOCTaHuuMM, NPOM3BELAEHHOM Anis peanusauuu, nmbo no
CODCTBEHHOW WMHMLMATMBE YKa3aHHbIN JOKYMEHT. B cnyyae ero HenpeacTtaBneHus 3asBUTENEM YMNOSHOMOYEHHBIN
deaepanbHbIi opraH UCMOMHUTENBHOW BRacTy NpoBepseT gakT ynnaTtbl roCyAapCTBEHHOW MOLWSWHLI 3asBUTENEM C
ucnonb3oBaHnem uHdopmMaumm o6 ynnate rocyaapCTBEHHOW MOWMHBI, cogepalwenca B [ocynapCTBEHHOM
WH(OPMALIMOHHOM CUCTEME O TrOCYAApCTBEHHbIX W MYHUUMMANbHbIX NraTexax, Ha OCHOBaHWM MNpeAcTaBreHHON
3asBUTENEM KONMUU JOKYMEHTa, NOATBEPXKAAoLWero ynnaTy rocyAapCTBEHHON NOLUSNHBI;

(n. 2 B pen. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) DOKYMEHTbI, yKasaHHbIe B 4acTu 2 HacTosILLEN cTaTby;
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

4) gzagBneHve O Bblgaye paspelweHns Ha BBo3 B Poccuickylo Pegepaumio  KOHKPETHOW napTum
He3aperncTprpoBaHHOTO NEKapCTBEHHOIO CpeacTBa, NPeAHa3HaYeHHOro Ans NpoBeAeHUs YKa3aHHOW SKCNepTm3bl.
(n. 4 BBegeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTanTlntoc: npumeyanme.
C 01.01.2021 ct. 34 pononHsetcs 4. 3.1 (®3 ot 27.12.2019 N 478-93).

4. B TeyeHune gecat paboymx gHEN CO OHS NPUHATUS 3a8BIEHNUS O BKIIOYEHMM YKA3aHHOW B YacTu 1 HacTosLLEN
cTatby hapmaueBTUYECKON CyOCTaHUMM B ToCydapCTBEHHbIN PEecTp JIEKapCTBEHHbIX CPeACcTB U OOKYMEHTOB,
nepedncrieHHblx B 4Yactm 1 M nyHkTe 2 4yactu 3 HacTodwen cTaTbW, YMNOSIHOMOYEHHbIM dedepanbHbli opraH
MCMNONMHNTENbHOW BNAcTU:

(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

1) NMpoBOAUT NPOBEPKY MOMHOTbI M JOCTOBEPHOCTU OaHHbIX, COAEPXKALUMXCA B NpeACTaBrEHHbIX 3asiBUTENEM
OOKYMEHTaX;
(B pea. PegepanbHoro gakoHa ot 25.11.2013 N 317-93)

2) NpYHUMaET pelleHMe O HamnpaBfeHUMU B IKCMEPTHOE Yy4YpexOeHWe 3afjaHus Ha MpoBedEeHWE 3KCMepTu3bl
KayecTBa YKa3aHHOM B 4YacTu 1 HacToswen cratbu ¢apmMaueBTUYECKOM cybcTaHuuMm mnm o6 OTka3e B TakoMm
HanpaBlieHUu;

3) yBegomnsieT B 3MEKTPOHHOM UM NUCbMEHHOW (hopMe 3asiBUTENS O MPUHATOM PELLEHUN UMW B Criydae oTkasa C
yKaszaHWeM NpUYnH Takoro oTkasa.
(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

4.1. B cny4yae BbISIBNEHVUST HEOOCTOBEPHOCTM CBEOEHWUN, CoAepXallMxca B MpPeACTaBfeHHbIX 3asiBUTenem
MaTepuanax, YnoJTHOMOYEHHbIV dhefeparnbHbIi OpraH MCMNOMHUTENBHOW BNacTW HanpaensieT 3asiBUTENo 3anpoc ob
YTOYHEHUWN YKa3aHHbIX CBedeHUN. [aHHbI 3anpoc MOXeT ObiTb nepefjaH YMONTHOMOYEHHOMY MPEACTaBUTENHO
3aABUTENS JIMYHO MO4 PacnMCKy, HanpasfieH Mo MoYvTe 3aka3HbIM MMCbMOM WIWM NepedaH B 3NEKTPOHHon dopme no
TENEeKOMMYHUKaLMOHHbIM KaHanaMm cBs3u. B cnyyae HanpaeneHus gaHHOro 3anpoca no noyvte 3akasHbiM NMMCbMOM OH
cuMTaeTcs NOMy4YEHHbIM MO UCTEYEHUN LLIECTU AHEN C AaThl HANPaBfeHUs 3aKka3Horo NUcbma.

(vacTb 4.1 BBegeHa depnepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asiButenb o006s3aH npeacTtaBuTb OTBET Ha 3anpoc  YMOSTHOMOYEHHOro dpegepanbHOro opraHa
WCMNOMHMTENBHOW BracTu B CPOK, He MpeBbillaloLLni geBaHOCTa pabounx gHeW Co OHS MONyyYeHus OaHHOro 3anpoca.
Cpok, ykasaHHbIi B 4acTu 4 HacTosiwew cTaTbu, NPUOCTaHaBNMBAETCA CO AHSA HamnpaBreHus 3asBuTento 3anpoca
YMOSTHOMOYEHHOro befiepansHOro opraHa UCNONHUTENBHOW BNAacTu A0 AHSA NOMYYeHUs UM OTBETa Ha AaHHbIN 3anpoc U
He yuMTbiBaeTCs NpPU UCHUCIIEHMMN CPOKa IKCMepTU3bl KayecTBa hapmMaLeBTUHECKON CybCcTaHLUumM, HEeNCMOoNb3yeMOon nNpu
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

NPON3BOACTBE NEKAPCTBEHHbIX NMpenapaTos.
(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

5. OcHoBaHMeM ONns OTkasa B HanpaBfieHUW B IKCMEPTHOE yupexaeHue 3afaHuns Ha NpoBefeHne 3KCNepTu3bl
KayecTBa yKasaHHOM B 4YacTu 1 HacTosiwen crtatbu hapmaueBTUYecKon cybcTaHuumn ABnsieTcs HenpeacTaBneHue
OOKYMEHTOB, YKasaHHbIX B 4acTW 2 HacToswen cTaTbW, OTCYTCTBME MHOopMauuMK, noaTBep)Kaarowen dakt ynnartbl
rocyJapCTBEHHOW MNOLWINVHbLI 3a BKOYEHUE dapmaueBTUYEeCKOW cyOcTaHumMM, MpoOM3BEAEHHOM AN peanusaumn, B
rocyapCTBEHHbIN PEecTp fNeKapCTBEHHbIX CPEACTB, HEMPEACTaBneHne 3asaBUTENEM B YCTAHOBIEHHbIN CPOK OTBETa Ha
yKasaHHbI B 4acTu 4.1 HacTosLen cTaTby 3anpoc YNONMHOMOYEHHOro dheaepansHOro opraHa UCMNONMHUTENbHOW BNacTu
UnNun NpeacTaBneHne JOKYMEHTOB, HE CoaepXKallux ncHepnbIBatoLLEro nepeyHs Heo6XoaUMbIX CBELEHUN.

(4acTb 5 B peq. PegepanbHoro gakoHna ot 22.12.2014 N 429-93)

6. B TeyeHne natHaguaTtn paboynx gHEW CO OHA NOMyYEeHUs pelleHns YNONHOMOYEeHHOro dheepanbHOro opraHa
WCNOSNTHUTENBHOM BNAacTV O HamnpaBfEeHUU B 3KCMEPTHOE YUpexaeHue 3afaHus Ha npoBedeHue 3KCNepTu3bl kadecTBa
yKkasaHHoM B 4YacTu 1 HacToslwen ctatby hapmaueBTUYECKOW CcyOCTaHUMKU 3asiBUTENb NPeacTaBnsieT B 3KCMEPTHOE
yypexgeHve [Ans NpoBEeAeHUs [OaHHOW 3JKCMepTu3bl ob0pasubl dapmaueBTMyeckon cybcTaHuMu B KONMYECTBE,
HeoOXoOMMOM [fs BOCMPOWM3BEAEHUS METOAOB KOHTPONA KavyecTBa. OKCMEpTHOE y4ypexaeHue npu MnonyvyeHun
00pasyoB ykasaHHOW B YacTu 1 HacTosilen crtaTbk hapMmaueBTU4ECKOM CybCTaHUMM BbioaeT 3asBUTENO OOKYMEHT,
NOATBEPXAAOWMIA NOoMyvYeHne 3TMX 00pasuoB, U B CPOK, He MpeBbIAlOWMN Tpex pabouux OHen, yBegomnsdeT B
3NEKTPOHHOWN UM NUCbMEHHOW hopme 06 3TOM YNONHOMOYEHHbI dheaepanbHbIi OpraH UCMONHUTENLHONM BriacTu. OTu
CPOKM He BKIOYalTCSl B CPOK NMPOBEAEHUS [aHHOW SKCNepPTU3bl.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. [OKyMeHTbI, NOCTYNUBLLME B 3KCMEPTHOE yupexaeHue ONns NpOoBefeHUS 3KCMepTM3bl KadecTBa yKa3aHHOMW B
YyacTu 1 HacTosiwen ctaTbm hapMaLeBTMYECKON cybCcTaHLMK, nognexart Bo3BpaTy B YNONTHOMOYEHHbIN deaeparnbHbIi
OpraH UCMNOSHUTENBHOW BNacTy O4HOBPEMEHHO C 3aKMOYEHUSMI MO pe3yrbTaTtaM NPOBEAEHHOW 3KCMEPTU3bI.

8. B cpok, He npeBblwamwWmi NatM paboymx OHEN CO OHSA MONyYEeHUS 3aKMioYeHUs KOMUCCUWM 3IKCMEPTOB MO
pesynbTataMm 3KCNepTu3bl KayecTBa YKasaHHOW B 4actu 1 HacToswen ctatby hapmaueBTUYECKOW cybcTaHLumu,
YNOMHOMOYEHHbIV dhefeparbHblid OpraH UCMONHUTENBHOW BNACTH:

1) ocyLLecTBNSIET OLEHKY TakKOoro 3aknoveHus O5isi onpenenieHns ero COOTBEeTCTBUS 3adaHMI0 Ha NpoBeaeHue
JaHHOM 3KCnepTu3bl;

2) NpYHUMAET peLLEHME O BKITIOYEHUM YKa3aHHOW B YacTu 1 HacTosLen ctatbk papmaleBTMyieckon cybcTaHumm
B rOCyapCTBEHHbIV PEECTP NIEKapCTBEHHbIX CPEACTB UMW peLleHne 06 0Tka3e B TakOM BKITHOYEHUY;

3) BHOCUT MpY NPUHATUN PEeLLUEHUs O BKIMIOYEHUU YKa3aHHOW B YacTu 1 HacTosdwen ctatbn hapmMaueBTUYECKON
cybCcTaHumMmn B rocygapCTBEHHbIN PeEECTp fekapCTBEHHbLIX CPeACTB NPELYCMOTPEHHYIO YacTbio 2 cTaTby 33 HacTosLLEero
depepanbHOro 3akoHa MHopmMauuo 1 yBegoMnseT o6 3TOM B 3NEKTPOHHOW UMM MUCbMEHHON hopMe 3asBUTENS.

(B pea. PenepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-03)

9. OcHOBaHMeM Ans OTkasa BO BKIMOYEHWMM YyKa3aHHOM B 4YacTu 1 HacToswen cratby apmaueBTU4eCcKon
cyOCTaHUMM B TrOCYOapCTBEHHbI pPEeecTp JeKapCTBEHHbIX CPEACTB SBMSETCA 3akMideHWe COOTBETCTBYHOLLErO
YMONHOMOYEHHOro defeparnbHOro opraHa MWCMOMHUTENbHOW BRacTu O TOM, YTO KayecTBO hapmaueBTUYECKOW
cybcTaHuumM He NoATBEPXKAEHO MONyYEHHbIMU OAHHBIMMU.

(yactb 9 BBegeHa denepanbHbiM 3akoHoMm oT 22.10.2014 N 313-93; B pea. PenepanbHoro 3akoHa ot 04.06.2018 N
140-93)

10. He ponyckaeTcs BKMOYEHWe B rocyJapCTBEHHbIN PEECTP NekapCTBEHHbIX CpeacTB Oa4HOW (hapMaLeBTU4EeCKON
cybcTaHuun, NponsBedeHHON AN peanusauun U BbiMyCKaeMoW OZHMM M TeM Xe Mpou3BoauTENneM, B BuAe OBYX U
Oonee peecTpoBbIX 3an1cen.

(vactb 10 BBegeHa depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

11. BHeceHne M3aMeHeHUn B JOKYMEHTbI Ha hapMaLeBTUYECKYD CyOCTaHUMIO, NPOM3BEAEHHYIO ANA peanu3aumm
N BKITKOYEHHYIO B rOCYLAPCTBEHHbIN PEECTP NEKapCTBEHHbIX CPEACTB, OCYLUECTBISETCS B MOpsSAKe, YCTAHOBIIEHHOM
ctatbammn 30 n 31 Hactosiwero ®enepanbHOro 3akoHa, C ynnaTol rocyAapCTBEHHOW MOLUMHBLI, MPegyCMOTPEHHOM
3akoHogarenbcTBoM Poccuiickon degepaumm o Hanorax u cbopax.
(vacTb 11 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

12. JonyckaeTtca obpalieHne cdapmaueBTUHECKMX CyOCTaHUUIN, NPON3BEAEHHbIX ANs1 peanv3auumn, B TeYeHue cta
BOCbMWUAECATU AOHEW OO W MNOCne MNPUHSTUS YNOMHOMOYEHHbIM defepanbHbiM OpraHoM MCMOMHUTENbHOW BRacTu
peLLeHnst 0 BHECEHMM U3MEHEHWUI B AOKYMEHTbI Ha (hapMaLleBTUYeCKyto cybCcTaHLmMIo, NPOU3BEAEHHYO AN peanv3aLmm
N BKIMOYEHHYIO B rOCYJapCTBEHHbIN PEECTP NeKapCTBEHHbIX CPeacTB.

(vacTb 12 BBegeHa defepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

13. PelwweHne 06 WCKMOYEHUM U3 FOCYOapCTBEHHOrO peecTpa NeKapCTBEHHbIX CPeacTB hapMaueBTUYeCcKon
cyOGCTaHUMK, TMpOU3BEAEHHOW ANs  peanu3auuu, MpUHUMAETCs  YNOMHOMOYEHHbIM  heaeparibHbiM - OpraHoM
WCMOMHUTENBHOW BNAcTK B Crnyyae:

1) npencTaBneHUsi COOTBETCTBYIOLUMM YMOHOMOYEHHBIM (heaeparibHbiM OpPraHoM WCMONHUTENBbHOW BracTu
3aKMoYeHNss O pucke UM o6 yrpose >XW3HW WU 300POBLI0 YerioBeka NMGO XMBOTHOMO MpPW  MCMOMb30BaHUM
NekapcTBEHHOrO CPeacTBa;

2) nogaun paspaboTYMKOM JieKapCTBEHHOro CpefcTBa WM Mpou3BOAMTENEM NeKapCTBEHHOro cpeactsa nnbo
YMNOSTHOMOYEHHBIM UMW APYIUM  IOPUOMYECKUM NNLOM 3asiBfieHMst 06 MWCKMHOYEHUM M3 FOCyOdapCTBEHHOIO peecTpa
NeKkapcTBEHHbIX CpeAcTB hapmaLeBTMYeCKo CyGCcTaHLMK, MPOM3BEeAeHHON ANa peanusaumu;

3) oTcyTCcTBMA (bapmaueBTUYECKOW cyOcTaHuumM, NPOM3BEAEHHOW ANA peanu3auuu, B obpaieHum B Poccuiickom
depnepaumm B TeueHue Tpex n bonee ner.
(vacTtb 13 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

Cratbsa 35. YTpaTtuna cuny ¢ 1 urons 2015 roga. - ®egepanbHbii 3akoH oT 22.12.2014 N 429-93.

Crtatbs 36. O6xanoBaHue pellueHUsi 06 OoTKase B Bblgaye paspelleHUss Ha NpoBeAeHUe KIMUHUYecKoro
uccnegoBaHWs NeKapCcTBEHHOro mnpenaparta, pelleHMss o6 OTKaze B rocyAapCTBeHHOW perucrpauum
neKapcTBEHHOro npenapara, 3aknlo4YeHU KOMUCCUMN 3KCNEepTOB 3KCMEpPTHOro y4pexaeHWUs UNU 3aKno4YeHus
coBeTa Nno aTuke

(B pen. PepepanbHoro gdakoHa ot 22.12.2014 N 429-93)

PelueHrne cOOTBETCTBYHOLLErO YNOMHOMOYEHHOro dhefepanbHOro opraHa WCMOMHUTENBHOW Bnactn ob oTkase B
BblJaye paspeLleHnst Ha NpoBeAeHME KITMHNYECKOro MCCreAoBaHMs NeKapCTBEHHOMO NpenapaTa, peLleHne yKkasaHHOoro
defepanbHOro opraHa MWCMOMHUTENBbHOW BriactTu o6 OTKase B TOCY4AapCTBEHHOW perncTpauum fnekapCTBEHHOMO
npenapaTa, 3akmnto4yeHne KOMUCCUM IKCMEPTOB IKCMEPTHOIO YUYPEXOEHUS UNKN 3akiiovYeHMe COoBeTa MO 3TUKE MOXET
ObITb 0OXanoBaHO B Nopsiake, YCTAHOBMEHHOM 3akoHoAdaTenbcTBOM Poccuickon denepaumn. 3aknioveHme Kommccum
9KCMEPTOB 3KCMEPTHOrO YydpexaeHnss O B3auUMO3aMEHSEMOCTU feKapCTBEHHbIX MpenapaTtoB And MeOULMHCKOro
NpMMeHeHMss nMbO O TOM, YTO JIEeKapCTBEHHbI npenapat Ans MEeOUUMHCKOTO MPUMEHEHUS He SBRseTcs
B3aMMO3aMeHSIeEMbIM, MOXeT OblTb OOXanoBaHO AepXXaTenem Wiy BrnaferibLeM PerMcTpauMoHHOro yAoCTOBEPEHUSA
nekapcTBEHHOro npenapata B YNOSIHOMOYEHHbIN heaepanbHbI OpraH UCMNOMHUTENBHOW BAACTU, KOTOPbIA NpuBriekaeT
K pPacCMOTPEHUIO YKa3aHHOW >xanoObl MNOABEAOMCTBEHHbIE €My HayuvHble oOpraHusauum u obpasoBaTerbHble
opraHusaumm BbicLLEro 06pa3oBaHus, OCYLLECTBASOLWME eATENBHOCTb B cdepe obpalleHns nekapcTBEHHbIX CPEACTB.
3aknioYyeHne KOMUCCUN SKCMIEPTOB 3KCMEPTHOIO ydpexaeHusi, oOpMIIEHHOE Mo UToram nepecmoTtpa obxanoBaHHOIO
3aKIMYEHNA 3KCMepTa, MOXET ObITb OCMOpPEeHO AepaTeneM WnvM BnagernbLem pPerMcTpauMoHHOrO YAOCTOBEPEHUS
rniekapCTBEHHOro npenapata fMbo yNOMHOMOYEHHBIM UMW JIMLOM B MOpsSiAKe, YCTAHOBIIEHHOM 3aKOHOAATENbCTBOM
Poccuiickon ®epepauun. NMpu obxanoBaHWM peLleHust YNONTHOMOYEHHOIo dhedepanbHOro opraHa WCMOSTHUTENBHOMN
BNAcCTU, 3aKIHOYEHMS 3KCMepTa UM KOMUCCUM SKCMEPTOB SKCMEPTHOrO YYPEXOEHUs, 3akmovyeHus coBeTa Mo 3TUKE
JepxaTtenb Unu Bragenel perncTpaLmMoHHOro yaoCTOBEPEHMS NIeKapCTBEHHOMO npenapata NnMbo ynonHOMOYEHHOE UMK
nuuo BnpaBe nNpeacTaBUTb pesynbTaTbl  IKCMNEPTU3bl NEKapCTBEHHOro npenapaTa, MPOTOKOMbl  MOSYyYeHHbIX
aKKpeaUTOBaHHbIMU MUCNbITaTENbHBIMU NTabopaTopusiMu (LLEHTPaMK) pe3yrbTaToB UCCIEeA0BaHWN, UCTbITAHUNA.

(B pea. PepepanbHoro gakoHa ot 27.12.2019 N 475-93)

Cratba 37. MWHdopmaumsa, cBA3aHHaAA C  OCYLWECTBIIEHWEM T[OCyAapCTBEHHOW  perumcrpauuu
nekapcTBeHHbIX MpenapaToB, WHOPMaUUs O 3aperucTpUpoBaHHbIX JEKapCTBEHHbIX Mpenaparax W
nekapcTBeHHbIX NpenapaTtax, UCKMIOYEHHbIX U3 FOCYAapCTBEHHOrO peecTpa feKkapcTBeHHbIX CPeacTs

1. CoOTBETCTBYIOLUIA YNONTHOMOYEHHBIN ddefeparnbHbIl OpraH UCMOMHUTENBHON BracTy pa3meLLaeT Ha CBOEM
odumumansHom cante B cetu "HTepHeT" nHdopmaumio, CBA3aHHYH C OCYLLLECTBIIEHMEM rOCy4apCTBEHHOW pernctpaumnm
J1IeKapCTBEHHbIX npenapaTtoB, B TOM 4UCIe npoeegeHneM 3KCNepTusbl NeKapCTBEHHbIX CpencTs (BKJ‘II-OLIaFl pe3ynbTaThbl
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

ee nposBegeHns), MHOOPMaLMIO O 3aperMcTpMpOBaHHbIX NeKapCTBEHHbIX MpenapaTtax U feKkapcTBeHHbIX npenapaTax,
WCKITFOYEHHbIX U3 FOCYAapCTBEHHOrO peecTpa fekapCTBEHHbIX CpeacTB, He NO3AHee YeM Yepes NATb paboumx AHen co
OHSA NONyYeHWs YNONHOMOYEHHbIM defeparnbHbiM OPraHOM UCMONHUTENbHON BRACTU COOTBETCTBYHOLLEN MHhopmaLumu.
(B pea. PenepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, o1 02.08.2019 N 297-93)

2. Cpoku 1 Nopsaaok pasMelleHust YkasaHHOW B 4acTu 1 HacTosilen cTaTbu MHOPMaLUKU yCTaHaBnMBalTCA
YMOSTHOMOYEHHbIM hefepanbHbIM OpraHOM UCMOMHUTENBHOW BnacTu. MIHgopmMaums, ykasaHHasa B YacTu 1 HacTosLen
cTaTby, ABNSETCA OTKPLITOM M OOLLEOOCTYNHOW M MNPeAoCTaBnsieTCs 3aMHTEepPecoBaHHbIM IMUAM B COOTBETCTBUMM C
3akoHogartenbcTBoM Poccuiickon deaepaumm.

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

Mnaea 7. KNMMHUYECKUE NCCNEOOBAHUA NNEKAPCTBEHHbIX
NPEMNAPATOB AnNA MEANMLUMHCKOIO NPMMEHEHUA, OrOBOP
OB X MPOBEAEHUW, NPABA NMALUMEHTOB, YYACTBYIOLLUX
B 3TUX UCCINEAOBAHUAX

Crartba 38. KnuHuyeckune uccnegoBaHus JNIeKapCTBeHHbIX npenapaTtoB And MeaguUUMHCKOro npumMmeHeHuns

1. KnuHnyeckne uccrnenoBaHUst NEKapCTBEHHbIX MpenapaToB And MeOULUHCKOro MPUMEHEHUsl, B TOM 4uUcre
MeXAyHapoAHble MHOrOLLEHTPOBbIE, MHOTOLEHTPOBbIE, NMOCTPErNCTPALUMOHHbIE, NPOBOASTCS B OOHOW MM HECKONbKUX
MEAMLMHCKMX OpraHmsaumsx B COOTBETCTBUM C NpaBulaMu Hagnexawlen KINMHUYECKOW MPaKTUKW, YTBEPXAEHHbIMU
YMNONHOMOYEHHbIM heaepanbHbIM OpraHOM UCMOMHUTENBHOW BNACTU, COOTBETCTBEHHO B CreAyOLMX Lensx:

(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

1) ycTtaHoBneHune ©6€30MacHOCTU IeKapCTBEHHbIX MNpenapaTtoB pAnsi 340poBbiX [o6poBosfbLeEB U (Mnn)
NepeHoCUMOCTM UX 340POBbLIMU LOOPOBONbLAMM, 3@ UCKIOYEHNMEM TaKUX UCCNeLoBaHUN NekapCTBEHHbIX NpenapaTos,
nponsBeneHHbIX 3a npegenamm Poccunckon ®enepaunu;

2) nogGop onTUMarnbHbIX [OO3WPOBOK JIEKAPCTBEHHOrO TMpenapata W Kypca redvyeHuss Ans MauMeHToB C
onpegerneHHbIM 3abonieBaHNeM, ONTUMarbHbIX 403 M CXeM BaKUuMHaLMM UMMYHOGMOMOrMYEeCcKUMM NeKapCTBEHHbIMU
npenapaTamu 300pPOBbIX 4OGPOBOMbLEB;

3) ycTaHoBneHve 6e30NacHOCTU JleKapCTBEHHOro npenapata W ero 3addeKTUBHOCTM AN NauueHToB C
onpegerneHHbIM 3aboneeaHneMm, nNpodUnakTUYeckon 3MPEKTUBHOCT UMMYHOBUONOrMYECKUX  JNIEKaPCTBEHHbIX
npenapaTtoB AN 300POBbIX 10GPOBOIbLEB;

4) n3yvyeHne BO3MOXHOCTU pacCLUMpeHUda nokasaHum nns MeaouumHCKOro NPUMEHEHNA W BbIABNEHUA paHee
HEen3BEeCTHbIX NOBOYHbLIX AENCTBUN 3aperncTpmnpoBaHHbIX NEKAPCTBEHHbIX NMpenapaToB.

2. B oTHOwWeHUN BOCnpou3BeaeHHbIX NeKapCTBEeHHbIX npenapaTtoB Ana MeguumnHCKOro npuMeHeHnd npoBoaATCcA
nccrnegoBaHnsa BGUOSKBMBANEHTHOCTU W (I/IJ'II/I) TepaI'IeBTVI'-IeCKOIZ O9KBUBANEHTHOCTM B Nopdanke, YCTaHOBJIEHHOM
YNONMHOMOY€EHHbIM cbe,u,epaanblM opraHom NCMNONHUTENbLHON BNacTu.

3. OpraHusauuio NpoBedeHUss KIMUHUYECKUX WCCIEeNoBaHUi NEeKapCTBEHHOro npenaparta Ans MeauLMHCKOro
NpUMeHeHus BnpaBe OCYLLEeCTBMATh:

1) pa3pa6OT‘-II/IK NekapCTBeHHOro npenapara uin ynoyiHoMo4eHHoe MM JNnuo;

2) obpasoBaTerbHble opraHu3auum BbICLLETO obpasoBaHus, opraHm3aumm OOMONHNUTENBHOIO
npoceccnoHansHoro obpasoBaHns;
(n. 2 B pen. ®enepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4Ho-MccnegoBaTesibCkue opraHnsaLmm.

4. KnuHuyeckne uccnegoBaHus fNekapcTBEHHOro npenapata Ans MegUUMHCKOrOo NPUMEHEHWs NpoBOAATCA Ha
OCHOBaHUM paspelleHns Ha MNpOBEeAEHUE KIMHWMYECKOTO WCCRefoBaHUSA IeKapCTBEHHOrO npenapaTa, BblOAHHOMO
YMOSTHOMOYEHHbIM ~ ddeieparnbHbiM  OpPraHOM  MCMOSTHUTENbHOW BNacTh. YMONMHOMOYEHHbI deaepanbHbll  opraH
WCMOMHMTENBHOW BracTu BeAeT peecTp BblaHHbIX paspelleHnun Ha MpoBeAeHNE KITMHWYECKUX WCCregoBaHumn
NeKapCTBEHHOro npenapara, CoAepXaluin ykasaHme Ha ux Lenb Unu Lenu, B yCTaHOBIIEHHOM 3TUM OpraHOM MopsiaKe.
(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-93)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

5. Ytpatun cuny ¢ 1 niona 2015 roga. - PegepanbHbint 3akoH oT 22.12.2014 N 429-93.

6. K opraHmsauum npoBeOeHns KIVHUYECKUX WCCRedoBaHWi NekapcTBEHHOro npenapara Ans MeauLMHCKOro
NPUMeHeHns pa3paboTYMKOM NeKapCTBEHHOro npenapata MOryT MpuBrieKaTbCs lOpuandeckue nuua  nobon
OpraH13aLMOHHO-NPaBoBON (OPMbI MPU yCroBuKM oBecrneyeHnss COOTBETCTBUS 3TUX MCCreaoBaHun TpeGoBaHWUAM
HacToswero ®efepanbHOro 3akoHa.

7. KnuHudeckne uccnegoBaHWsl fieKapCTBEHHbIX npenapaToB Ans MeauUMHCKOro MpUMEHEHMsI NPOBOAATCA B
MEeOULMHCKUX OpraHM3aunsx, akkpeauToBaHHbIX YMONHOMOYEHHbIM hefiepanbHbiM OPraHoOM UCTMOMHUTENBHOW BracTu B
nopszake, ycraHoBneHHoM lNMpasutensctBoM Poccunckon degepaumn.

8. I'Iepequb MeaANLMHCKUX opraHmsau,MVl, nvewwmx npaBo nNpoBOAUTb KIMMHUYECKME UnccnenoBaHuA
nekapcTBEHHbIX MpenapaToB ANA MeOMLMHCKOrO NPUMEHEHUs, U PeecTp BblOaHHbIX paspelleHnin Ha npoBefeHue
KNMHUYECKUX WCCNEOOBaHWI NIEKAPCTBEHHBIX MpenapaToB OMyOnvMKOBLIBAIOTCA U pa3MeELLaloTCs YNONHOMOYEHHbBIM
denepanbHbIM OPraHOM MCMOSTHUTENBbHON BAAacTU B YCTAaHOBMEHHOM MM MOpsifke Ha CBOEM oduuManbHOM CanTe B
cetn "HtepHeT".

Cratba 39. PeweHue o0 npoBeAeHUM KIIMHUYECKOrO UCCrefoBaHUsi JIeKapCTBEHHOro mnpenaparta Ans
MeaULMHCKOro NpMMeHeHUs
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. KnuHuyeckoe wmccnenoBaHue JIeKapCTBEHHOro npenapara anda MeamuuHCKOro npuMMeHeHua npoBoauUTCA Ha
OCHOBaHMN paspelleHna Ha npoBeaeHne KIMHUYEeCKOro uccregoBaHnUa nekapCTBeHHOro npenaparta, BblAaHHOIo
YNONMTHOMOY€HHbIM (be,qepaanbuvl opraHom MCNONHUTENbHON BRNactu no pe3ynbTataM 3KCNepTu3bl OOKYMEHTOB,
HeobxoaMMbIX Ons nony4yeHua paspeuieHmna Ha nposegeHne KnnHN4ecKoro nccneaoBaHusa nekapCcTtBeHHOro npenapara
N 3TU4ECKOM 9KCMNEepPTU3bI.

2. Ins nonyyeHus paspeLleHus Ha NpoBeaEeHNE KITMHWYECKOro UCCIEeL0BaHNS NEKApCTBEHHOMO npenapaTa Ans
MEOULMHCKOrO MPUMEHEHWS 3asBUTENb MNpPeAcTaBnsieT B YNONHOMOYEHHbIM defeparnbHbli OpraH MCMNONMHUTENbHOM
BMnacTu:

1) 3asiBNeHne O Bblaye paspelleHuss Ha NpoBedeHne KIMHWYECKOro UCCIeqoBaHUs IeKapCTBEHHOro npenapara
ANA MeauLMHCKOrO NMPUMEHEHNS;

KoHcynbTaHTlInoc: npumeyaHue.
C 01.01.2021 B n. 2 4. 2 cT. 39 BHOCATCHA M3MeHeHns (P3 o1 27.12.2019 N 478-03).

2) Komuu AOKYMEHTOB, NOATBEpXAAalWMX ynnaTy rocydapCTBEHHOW MOWINWHBI 33 MPOBEAEHUE 3TUYECKON
3KCNEepTU3bl, 3KCNEPTU3bl JOKYMEHTOB Ha NeKapCTBEHHbIM npenapaTt Ans MnonyyYeHus paspelleHns Ha nposefeHue
KITMHMYECKOro UccrneoBaHUsa fiekapCTBEHHOro npenapara gns MeanuUmnHCKOro NpMMeHeHns, 3a Bbigady paspeLleHuns Ha
npoBefeHne KIMHUYECKOro UCCredoBaHUa JiekapCTBEHHOro npenapata And MeauuuHCKOro MNpuMeHeHus, 3a
npoBefeHne 3KCnepTusbl JOKYMEHTOB Ha NEeKapCTBEHHbIN npenapaTt AN NonyyvyeHus paspelleHus Ha npoBeaeHue
MEXAYHApOAHOr0 MHOMOLEHTPOBOrO KIUHUYECKOro WCCrefoBaHUs NeKapCTBEHHOro npenaparta Ans MeauumHCKOro
npUMEeHeHWUsi, 3a Bblgady paspelleHns Ha npoBedeHWe MeXOyHapO4HOro MHOrOLEHTPOBOro  KMHUYECKOro
nuccnegoBaHMs fiekapCcTBEHHOro npenapara Ans MeguuUHCKOro NpUMEHEHUSs, 3a NpoBefeHne 3TUYECKOW aKCnepTusbl,
3KCNepTM3bl OOKYMEHTOB Ha JieKapCTBEHHbIM npenapat Ans  MonyyvyeHus paspelleHMss Ha npoBefeHue
NOCTPErncTpaLmMoOHHOro KIIMHMYECKOro uccneaoBaHus fiekapCTBEHHOro npenapara Ansg MeguumMHCKOro npuMeHeHus, 3a
BblJady paspelleHns Ha npoBedeHne MNOCTPEerucTpaumoHHOro KIMHUYECKOro WCCnenoBaHUs  NIeKapCTBEHHOro
npenapata Ans MeOUUMHCKOTO MPUMEHEHWs, UM MO COOBCTBEHHOW MHWUMATUBE yKa3aHHble OOKYMeHTbl. B cnyyae
HenpeacTaBneHus 3asBuTeneM YKasaHHbIX [JOKYMEHTOB YMNOSIHOMOYEHHbLIN deaepanbHbii opraH UCNOMHUTENBHON
BNactu nposepseT akT ynnatbl rOCyOapCTBEHHOW MOWMMHbBI C  MWCNOMNb30BaHWEM WHGOpMauMm o6 ynnaTe
rocygapCTBeHHOM MOLWMMHBI, cogepxallenca B ocyaapcTBeHHOM MHAOPMALWOHHOM CUCTEME O FOCYAapCTBEHHbIX U
MYHMLMNAnNbHbIX NaTexax, Ha OCHOBaHUW NPEeACTaBMEHHbIX 3adBUTENEM KOMUIA AOKYMEHTOB;

3) NMPOTOKOJ1 KIMMHNYECKOro nccrieaoBaHuaA fiekapCTtBeHHOro npenaparta ana MmegunumnHCKOro npuMeHeHuA,;

4) 6poLutopy nccnepoBaTens;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

5) N"HOPMaLMOHHBIV NINCTOK NALUNEHTa;

6) cBefeHus o6 onbiTe pa60TbI uccnegosarenen no COOTBETCTBYHOLLMM CcneunanbHOCTAM U UX OoNnbiTe pa6OTbI no
npoBeaeHno KIMMHNYEeCKnX nccnegoBaHum;

7) cBedeHWss O MEOMUMHCKUX opraHmM3auusax, B KOTOPbIX Mpegnoriaraetcs npoBefeHue  KIMHUYECKOTro
nccnegoBaHMs NeKapCTBEHHOro npenapara Ans MeguuUHCKOro npumMeHeHns (NOfHOe U CoKpalleHHOEe HauMeHOBaHWs,
opraHnsaunoHHO-NpaBoBas opMa, MECTO HaXOXAEHUS U MEeCTO OCYLLECTBMNEHUS AeATENbHOCTU, TenedoH, Tenedakc,
aZipec ANEeKTPOHHOWN NOYTbI KaXA0M MeANLIMHCKOW opraHn3aumm);

8) cBeeHus 0 NpeanonaraeMbiX CPokax NPOBEAEHUS KIMHUYECKOrO MCCreoBaHUs NekapcTBEHHOro npenapara
ANA MeauLMHCKOTO NMPUMEHEHNS;

9) KOMMKo [Joroeopa obsi3aTenbHOro CTpaxoBaHun4d, 3akKNmlo4YeHHOro B COOTBETCTBUM C TUMNOBLIMWU TMpaBUJiaMu
obs3aTenspHoOro CTpaxoBaHuA, C YyKa3aHuem npeueanon YNCNEeHHOCTN nauueHToB, Yy4acTByOLWMUX B KIUWHNYECKOM
ncenenoBaHM nekapCTBeHHOro npenaparta and MmeguumnHCKOro npuMeHeHus,;

10) |/|H¢>opmau,mo O COCTaBe JieKapCTBeHHOro npenaparta anda MmeamumHCKoOro npuMeHeHus;

11) LOKYMEHT, COCTaBMEHHbIN NPON3BOAUTENEM JIEKAPCTBEHHOrO npenaparta Ans MeAUUMHCKOrO MpUMEHEHUS U
coaepxalluin nokasaTtenu (XapakTepucTuKM), a TakKe CBEAEHMS O NlekapCTBEHHOM MpenapaTe Ans MeOWLMHCKOro
NPUMEHEHMWS, NPOM3BEAEHHOM AN NPOBEAEHMS KITMHUYECKMX UCCIea0BaHUiA;

KoHcynbTaHTlN0C: npumMmeYvaHume.
C 01.01.2021 B n. 12 4. 2 cT. 39 BHOCATCA M3MeHeHus (P3 o1 27.12.2019 N 478-D3).

12) konuio NNLEH3MM Ha NPON3BOACTBO JNIEKAPCTBEHHbBIX CPEACTB B Crny4vae, ecrnv Npou3BoACTBO FIEKAPCTBEHHOIO
npenapaTta ocywecTtensaetrca B Poccuiickon denepauum, nnm KONl 3akNOYEHUs O COOTBETCTBUM NPOU3BOAUTENS
nekapCTBEHHOro npenapata TpeboBaHMAM NpaBun Hagnexawen nNpOVM3BOACTBEHHOW NPaKTUKW, BblgaHHOIO
YMOSTHOMOYEHHbLIM OPraHOM CTpaHbl NPOV3BOAMTENS NIeKapCTBEHHOMO Npenapara.

(B pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

KoHcynbTaHTlINt0C: npumMmeyaHme.
C 01.01.2021 ct. 39 pgononHgaetca 4. 2.1 (®3 o1 27.12.2019 N 478-D3).

3. B cpok, He npeBblaWUn NATU paboymx SHEWN CO OHS NMPUHATUSA yKa3aHHOTO B NMyHKTe 1 4acTu 2 HacTosiwewn
CcTaTbM 3asiBNEHMs 1 HeOBX0ANMbIX LOKYMEHTOB, YNONTHOMOYEHHbIN doeepanbHbI OpraH UCMONTHUTENbHOW BNAacTu:

1) NpoBOAUT MPOBEPKY MOMHOTbI U AOCTOBEPHOCTU CBEAEHWN, COOEPXALLMXCA B NPeACTaBMNEHHbIX 3asiBUTENEM
OOKyMEHTaX;

2) NPUHUMaET pelleHne O npoBedeHUN IKCNepTu3bl JOKYMEHTOB AJ1A MOJlyYeHUd pa3pelleHunAa Ha nposefeHune
KIMMHNYEeCKOro nccrieaoBaHna nekapCTtBeHHOro npenaparta and MmeguunHCKOro npuMeHeHua u 3TUYECKON 9KCNepTu3bl
unm o6 oTkase B npoesegeHnn yKa3aHHbIX 3KCNepTus;

3) yBeooOMIAET B SﬂeKTpOHHOVI cbopme nnn Ha 6yMa)KHOM HOcUTeEeNne 3aaBuTend O NPUHATOM peLueHnn nmbo B
Cclny4yae NpuHATUA peleHnd 00 oTKa3se Takke C YKa3aHueMm npuyvnH Takoro oTkasa,

4) nogroTaenuBaeT W HanpaenseT B 3KCMEPTHOE YyYpexAeHWe U COBEeT Mo 3TWKe 3afjaHue Ha npoBedeHue
COOTBETCTBYHOLLMX IKCMEPTMI.

4. B cny4yae BbISBIIEHNSI HEMOJTHOThI U (M) HEOOCTOBEPHOCTM MHPOPpMaLMK, COAepKaLLencs B NPeACTaBeHHbIX
3a8BUTENEM OOKYMEHTaXx, YNONIHOMOYEHHbIN hbedepanbHbli OpraH UCMONMHUTENBHON BNAcTU HanpaBnseT 3asBUTENO
3anpoc 06 YTOYHEHMM YKa3aHHOW WHgopmauun. [aHHbIA 3anpoc MoxeT OblTb nepedaH YNoOHOMOYEHHOMY
npeacTaBUTENO 3asBUTENS MWYHO MOA4 PacnMCKy, HampaefeH Mo MoyTe 3aka3HbIM MUCbMOM uNu nepedaH B
3NEKTPOHHOWN hOopMe MO TENEKOMMYHMKALMOHHBLIM KaHanaM cBa3n. B crniyyae HanpaBneHust 4aHHOro 3anpoca no no4re
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

3aKasHbIM NMUCbMOM OH CYMTAETCH MOMYYEHHbIM MO UCTEYEHWUM LIEeCTU AHEeW C AaTbl HanpaBfeHUs 3aka3HOro nucbma.
3asasutens o6s3aH NpeacTaBuTb OTBET Ha 3anpoc YNOMHOMOYEHHOro dhefepanbHOro opraHa UCNOMHUTENBHOW BRacTu
B CPOK, He MpeBbIlalowWmin AeBsaHocTa pabounx gHen co aHsa ero nomnyyeHus. Cpok, ykasaHHbIN B 4acTu 3 HacTosLewn
cTaTbMi, NPUOCTaHABMMBAETCA CO OHS HanpaBlneHus 3asBUTENIO 3anpoca YnorHOMOYEHHOro dyedeparbHOro opraHa
NCMONHUTENBHON BNAcTu 4O AHA MOSyYeHNss UM COOTBETCTBYIOLLErO OTBETa U He yUMTbIBAETCA NPU UCYUCIEHNM CpOKa
MPUHATUA YNONIHOMOYEHHbIM bedeparnibHblM OpPraHOM UCMOMHWUTENbHON BNACTU pPeLleHus O NpoBedeHUN IKCMepTu3bl
OOKYMEHTOB AN NOMyYeHUs paspelueHns Ha npoBedeHue KIMHWYECKOro MCCrneaoBaHus NekapCTBEHHOro npenapara
ONA MeAULMHCKOro MpMMEHeHMS.

5. OcHoBaHMeM A5 0TKasa B NpoBeAeHUN aKCnepTn3bl JOKYMEHTOB A5 NONyYeHUs paspeLleHns Ha npoBeaeHne
KIIMHMYECKOro UCCreaoBaHUs fIeKapCTBEHHOro npenaparta angd MeguuMHCKOro MPUMEHEHUS N 3TUYECKOW 3KCNepTU3bl
SIBNSieTCA NpeAcTaBrieHMe LOOKYMEHTOB, MPEeAYyCMOTPEHHbIX YacTbio 2 HACTOSAWEW CTaTbW, B HEMONIHOM obObeme,
HenpeacTaBneHne 3asBUTENEM B YCTAHOBMEHHbIN CPOK OTBETa Ha YKa3aHHbI B YacTu 4 HacCTOSLLen cTaTbu 3anpoc
YNOMHOMOYEHHOro befepanbHOro opraHa UCMONHUTENbHON BNacTn Nnbo OoTCyTCTBME B NpeACTaBNEHHbIX AOKYMEHTax
ncyepnbIBaloLLEro nepeyHss Heobxoammom nHdopmauun nnu nHdopmMaLumm, Kotopasi 4oMKkHa ObiTb OTpaXeHa B HUX, a
TaKke OTCYyTCTBME WHGOpMaLMK, noAaTBepxaawowen ¢akT ynnatel rocyJapCTBEHHOW OOWNWHBI 3a MpoBeaeHue
3TUYECKON 3KCNepTU3bl, 3KCNepTU3bl OOKYMEHTOB Ha NeKapCTBEHHbI npenapaTt A4S MNofyvYeHus paspelleHus Ha
npoBegeHne KIMHNYECKOrO UCCneaoBaHUsa feKapCTBEHHOro npenapata gns MeguuMHCKOro nNpuMeHeHus, 3a Bblgady
paspelleHns Ha npoBefeHME KIMUHUYECKOro WUCCefoBaHUsA fekapCTBEHHOro npenapata And  MeguuMHCKOro
NPUMEHEHNs!, 3a NpoBeaeHNEe IKCNEePTU3bl JOKYMEHTOB Ha NEeKapCTBEHHbIN npenapaT Afs nofnyvYeHus paspeLleHnsa Ha
npoBefeHne MeXayHapo4HOro MHOrOLLEHTPOBOrO KIMHUYECKOro UccrnefoBaHUs FekapCTBEHHOro mnpenapara ans
MEOVLUMHCKOro MNpUMEHEHUs, 3a Bblgady paspelleHns Ha npoBefdeHue MexXayHapoOHOro MHOroLeHTPOBOro
KITMHMYECKOro UccnefoBaHus NekapcTBEHHOIo npenaparta ans MeguumMHCKOro npMMeHeHus!, 3a NnpoBeaeHne aTU4eCcKom
AKCMNEPTM3bl, IKCNEPTU3bl JOKYMEHTOB Ha feKapCTBEHHbIM npenapaTt ANs MNoslyYeHus paspelleHusl Ha npoBefeHue
NOCTPErncTpaLmMoHHOroO KIIMHMYECKOro UccneaoBaHus iekapCTBEHHOro npenapara Ansg MeguLmMHCKOro nNpMMeHeHuns, 3a
BblJady paspeleHns Ha npoBedeHne MOCTPEerMcTpaunmoHHOro KIMMHUYECKOro WCCnegoBaHUs  fleKapCTBEHHOro
npenapaTta Aans MeanuMHCKOro NpuMeHeHus:.

6. [lpoBegeHve aKCMEPTM3bl [OOKYMEHTOB [ANA MOMyYeHWs paspelleHus Ha npoBedeHMEe  KITMHUYECKOro
nccnenoBaHMsa NEKapCTBEHHOrO npenaparta ans MeauuUMHCKOro NMpUMEHEHUS U 3TUYECKON 3KCMepTM3bl, COCTaBreHne
KOMUCCHEN IKCNEPTOB M COBETOM MO 3TUKE 3aKMOYEHUA O BO3MOXHOCTU MMM HEBO3MOXHOCTM MPOBEOEHUS TaKoro
KNMUHUYECKOTOo UCCMNedoBaHUs W HamnpasfeHue 3TUX 3aKMYeHWn B YNONMHOMOYEHHbIN hbedepanbHbIi - opraH
WCMNOSHMTENBHOW BacTM OCYLLECTBMSKTCA B CPOK, HEe MpeBbilLalWmMiA Tpuauatn pabounx OHEN CO OHS NONyYeHUs
3KCMEPTHbIM  y4pexaeHVeM 3adaHus  YMOSIHOMOYEHHOro dedepanbHOro opraHa WCMONHUTENbHOW BRactu C
NPUNOXeHneM OOKYMEHTOB, yKasdaHHbIX B nyHktax 3, 4, 10 n 11 yactn 2 HacTosien crtatbu, U COBETOM MO 3TUKE
3a[aHus YNofIHOMOYEHHOro doeaepanbHOro opraHa UCMNOSTHUTENBHOM BNACTU C MPUITOXEHNEM OOKYMEHTOB, YKa3aHHbIX
B NyHkTax 3 - 6, 8 1 9 yacTn 2 HacTosALLEN CTaTbu.

7. B cpok, He npeBblwawWwuin NATM paboumx OHEW CO OHSA MOSyYEeHMs 3aKMOYEeHWN, yKasaHHbIX B 4actu 6
HacTosLEeN cTaTbW, YNONTHOMOYEHHbIN bedeparbHbli OpraH UCMOMNHUTESNTbHON BNAcTu:

1) OCyLUeCTBNAeT OUEeHKY nOoCTynnBLUUX 3aKn4YeHnn ans onpegeneHna WX COOTBETCTBUA 3adaHUAM Ha
nposegeHne CoOOTBETCTBYHOLLNX SKCNEePTU3;

2) NpYHMMAaET pelleHre O Bbiaaye paspeLleHusl Ha NpoBefeHUe KIMMHUYECKOro MUccriefoBaHUs NieKapCTBEHHOO
npenapata Ans MeauLMHCKOro NpUMeHeHNs unv o6 oTkase B Bblaaye ykasaHHOro paspeLLeHust;

3) BbldaeT paspelleHMe Ha nNpoBefdeHVe KIMHUYECKOrO WCCRedoBaHusl JeKapCTBEHHOro npenapaTta Ans
MEAMLMHCKOro NPUMEHEHUSI UK pelleHne 06 OTKa3e B Bblgaye yKkasaHHOro paspeLleHns C ykasaHMeM NpuYMH oTKasa.

8. OcHoBaHMeM Aans oTKasa B Bblgaye paspelleHnss Ha MnpoBedeHne KIMUHUYECKOro WccregoBaHus
neKkapcTBEHHOro npenapaTa Ans MeANLUHCKOro NpMMEHEHUs ABNSETCS Hannume 3akno4YeHns KOMUCCUN SKCNePTOB UMK
3aKMYeHNs coBeTa MO 3TUKE O HEBO3MOXHOCTU NPOBEAEHMS KIAMHUYECKOrO WCCNefoBaHWUs feKapCTBEHHOro
npenapata 4ns MeAULUHCKOro NpuMEHEHUs No pesynbTaTaM NPoBeAEHHbIX 3KCNEPTU3, NPeayCMOTPEHHbIX YacTbio 6
HacTosILLEN CTaTbW.

9. PelwweHne o6 oTkase B npoesefeHnn 3KCNnepTu3bl OOKYMEHTOB AJ14 NOoJly4eHuA paspelleHuna Ha nposeneHune
KIMMNMHNYECKOIro nccrieaoBaHusa JiekapCTBeHHOro npenaparta and MeamunHCKOro npuMeHeHna m 3TUYECKON QKCNEPTU3bl N
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

B BblJade paspelleHusi Ha NpoBefeHne KIMHUYECKOro UCCedoBaHUA NIEKapCTBEHHOrO npenapara Anst MeauumnHCKoro
NPUMEHEHNsT MOXET ObITb 00XXanoBaHoO B Nopsiake, yCTaHOBNEHHOM 3akoHoAaTenscTBoM Poccuickon deaepaumm.

Cratba 39.1. 3TM4eckasn akcnepTusa
(BBegeHa denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

1. OTuyeckas 3KCcnepTtn3a nposoaguTcA CcCoBeToM MNO J3TUKe, CO34aHHbIM B 0Oopdanke, YCTAaHOBJIEHHOM
YNONMHOMOY€E€HHbIM (bep,epaanblM opraHom WCMONHNTENBHON BNacTu, B LUENAX BblAadn 3akmnoveHnss 00 3TuYeckon
0DOOCHOBAHHOCTM  BO3MOXXHOCTHU npoeeaeHna KINMHUYECKOro uccnegoBaHuA JekapCTBeHHOro npenapata ngnda
MeaULIMHCKOro NnpuMeHeHus.

2. 3kcnepTamu coBeTa Mo 3TMKe MOTyT ObITb NpeacTaBMTeNnn MeANLMHCKUX OpraHnM3aLnin, Hay4HbIX OpraHusaumn,
obpasoBaTenbHbIX OpraHM3auui Bbiclwero obpasoBaHus, a Takke npeacTaBuTENM OOLLECTBEHHbIX OpraHusauun,
PENMrMosHbIX OpraHu3auum u CpeacTB MaccoBon MHgopmauun. [aHHble 3KCnepTbl He AOKHbl HaxXoAUTbCA B
Kakon-nmbo 3aBMCUMMOCTM OT pa3paboTyMKOB NeKapCTBEHHbIX MpenapaToB W Apyrux nuu, 3anHTepPecOoBaHHbIX B
pesynbTaTtax 3TMYeCKOW IKCNepTM3bl.

3. Onnarta yCnyr 3KCnepToB coBeTa NO 3TUKE OCYyLlecTBNAeTCA Ha OCHOBaHUW O0roBopa, 3aKi4YeHHOro mexay
YNONMTHOMOY€HHbIM ¢Jep,epaanb|M OopraHom WCNONHUTENbHON BRacTy, KOTOpPbIM CO34aH COBET NO 3TUKEe, U SKCNepToM
coBeTa Mo 3TUKe, 3a cYeT OHMKETHbIX aCCUrHOBaHWUNM, npeayCcMoTpeHHbIX YyNnOJIHOMOYeHHOMY d)e,u,epaanomy opraHy
NCMNONHNTENBbHON BracTy, KOTOpbIM CO34aH COBET MO 3TUKE, B cbe,qepaanOM OtooxeTe Ha COOTBGTCTBleLLI,VIVI roag Ha
obecrneyeHne ero 0esaTenbHOCTH, B pasmMepax, yCTaHOBJIEHHbIX npaBI/ITeJ'IbCTBOM Poccuiickon CDep,epau,MM.

4. JkcnepTbl coBeTa MO 3TWKE HeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHOAAaTenbCTBOM Poccumnckon
degepaumn.

5. CocrtaB coBeTa Mo 3TuKe, NoMoxeHue o6 3TOM COBeTe, nopaaoK ero aedATesibHOCTH, Tpe6OBaHVIFI K
KBaJ'IVI@I/IKaLI,VII/I n onbITy pa6OTbI no 3KCI'IepTHOI7I OUeHKe Hay4HbIX, MEOULMNHCKUX N 3TUYECKUX acCneKkToB KIMUMHUYECKUX
nccrnegoBaHuin NleKapCTBEeHHbIX npenapatoB ANnAa MeguUMHCKOro npuMeHeHua, npebasidemMble K 3KkCnepTam coBeTa no
3TUKEe, MNopAaAaoK OopraHm3aumm u npoBegeHuda 3TUYEecKon OKCMNepTn3hbl, @ogma 3aKNl4YeHnAa coBeTa no 3TUKe
yCTaHaBnMBakTCA YMNOJIHOMOYEHHbIM cbep,epaanblM opraHom McnonHuTenbLHon Bnactu. Yucno ﬂpe,D,CTaBI/ITeJ'IeIZ
MeaNLUMNHCKNX OpI'aHVI3aLI,VIl7I HEe MOXeT npesBbilaTb NMNOJ1I0BUHY OT obuero umicna 9KCNePTOB CcoBeTa Mo 3TUKE.

6. MHdopmauma o coctaBe coBeTa No 3TUKe, MraHax ero paboTbl U TeKyLen AeaTeNnbHOCTU pasMellaeTcs Ha
ouumnanbHOM canTe YNOMHOMOYEHHOro deaepanbHOro opraHa WCNOMHUTENbHOM Bractu B cetn "VHTepHeT" B
YCTaHOBMEHHOM UM [OPSAJKE.

Crtatba 40. MpoBeaeHne KNUMHUYECKOro UCCIIe[OBaHUS JIeKapCTBEHHOro npenapara Ans MeAULMHCKOro
npUMeHeHus

1. PykoBoanTens MeaMUMHCKOM opraHu3auumn, Kotopasi NpoBOANUT KNMHUYECKoe UccnefoBaHue fnekapcTBEHHOro
npenapaTta Ans MeOMUMHCKOrO NPUMEHEHWUs, Ha3HayaeT uccrnegoBaTensi, OTBETCTBEHHOINO 3a MPOBEAEHWEe TaKoro
uccriefoBaHua M MMeloWero  fieyebHylo  cneunanbHOCTb, COOTBETCTBYIOLLYIO  NPOBOAUMOMY  KITMHUYECKOMY
nccnegoBaHUIO NIEKapCTBEHHOro npenaparta, CO CTaxem paboTbl MO MporpammMaM  KIMHUYECKUX UCCnegoBaHun
NeKapCTBEHHbIX NPenapaToB HE MEHee YeM Tpu roga 1 No ero NpeanioKeHno HasHavYaeT couccnegoBarenen ns yicna
Bpayen aTon MeaNLIMHCKOM OpraHm3aumu.

(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

2. Wccneposatenb OCyLLeCTBNAET BbIOOP NaLUMEHTOB, KOTOpble MO MEAMLMHCKUM ToKasaHusM MOryT ObiTb
npuBMeYeHbl K y4acTuio B KMMHUYECKOM UCCIeqoBaHny NekapCTBeHHOro npenapara Ans MeAMLUHCKOro NpUMEHEHUs.

3. Wccnepoeatenb W couccnegoBaTeny [OOMKHbI OblTb O3HAKOMIIEHbI C pe3ynbTataMn OOKIMNMHNYECKOro
ncenegoBaHnA JnekapcrBeHHOro cpeacrtBa, cogepXXalmMucda B 6pou1+ope ncenepgoBartend, MnpoeKToM MnpoToKoa
KIMMHNWYEeCKOro wuccneagoBaHna JekapCTtBeHHOro npenapata pana  MeauuuHCKOro rnpuMmeHeHud, paSPaGOTaHHbIM
pa3pa6OTL-II/IKOM NNeKapCTBeHHOro npenapata wWian WHbIM KOPUANYECKMM JULIOM, nNpuBNekaemMmbiM K oOpraHusauum
npoeeaeHuna KInnMHM4YeCckoro mnccrnenoBaHna nekapCTBeHHOro npenaparta gna MmeguumHCKOro npuMeHeHuda, n apyrumu
mMaTtepuanamm Takoro nccrnenoBaHus.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

3.1. PykoBoguTenb MeOuLMHCKON OpraHmM3auMu B CPOK, He MPEeBbIarWmMn Tpex pabounx OHEN Co OHSA Hadvana
NPOBEAEHNS KITMHUYECKOro UCCIeLOBaHNS NeKapCTBEHHOMo npenapara ans MeanumMHCKOro npMMeHeHusl, coodwaeT o6
3TOM B YMOMHOMOYEHHbIN dedepanbHbIi opraH MCMOMHUTENbHOW BracTu, BblAaBLUWMMA paspelleHve Ha npoBedeHue
Takoro UccrneoBaHuns, No YCTaHOBNEHHOW UM bopMe.

(vacTb 3.1 BBegeHa depepanbHbIM 3akoHoM OT 29.11.2010 N 313-03)

4. OpraHunsauun, OCyLLECTBASIOLMNE OpraHn3auulo NpoBEAEeHUS KIMHUYECKOro UCCrefoBaHUs NekapCTBEHHOro
npenapaTta Ans MeAuMUUHCKOro NMPUMEHEHUs 1 ykasaHHble B YacTu 3 ctatbu 38 HacTtoswero denepanbHOro 3akoHa, B
crny4yae HeOOXOAMMOCTM BHECEHUSI UBMEHEHWUI B MPOTOKOS KIMMHMYECKOTO UCCeaoBaHus flekapCTBEHHOro npenapara
ONst MeOMUMHCKOro NpUMeHeHust coobliatoT 06 3TOM B YMONHOMOYEHHbIV (oefepanbHbii opraH UCMOMHUTENBHON
BNacTu, BblAaBLUWIA paspeLleHne Ha NPOBEAEHNE Takoro UCCrefoBaHus, NO YCTAaHOBIIEHHON UM chopMe.

(B pea. PepepanbHoro zakoHa ot 11.10.2010 N 271-93)

4.1. CDopma CcoOOLLEHNSI O BHECEHUN WU3MEHEHUN B NPOTOKOJ1T KIMMHUYEeCKOro umccriegoBaHnA nexkapcTtBeHHOro
npenaparta ana MeauumMHCKOro npuMeHeHna OoJKHa cogepXaThb criegyrune ceeqeHns:

1) HaumeHoBaHMe, MOEHTUMPMKALNOHHBIA HOMEP U JaTa NPOTOKOa KIMHUYECKOrO NCCeLOBaHNS;
2) pata BHECEHWSI UBMEHEHWI B MPOTOKOJ KMMHUYECKOrO UCCIef0BaHUS;
3) HaMMeHOBaHMNE N MECTO HaXOXOEeHUSA 3asBUTENS;

4) HanMmeHoBaHME OpraHun3auunu, I'IpMBJ'IeLIeHHOIZ pa3pa60Tq|/||<0M JNIeKapCTBEHHOIO npenaparta K opraHusauunn
npoeeaeHnAa KnmHn4eCckoro ncernegosaHnA (I'Ipl/l HaJ'IVI‘-IVIVI);

5) HaMMeHOBaHWsI U MecTa HaXOXOEHWUS MEAMLMHCKUX OpraHu3auui, B KOTOPbIX MPOBOAUTCH KIMHUYECKOe
nccnenoBaHue;

6) naTta Bblgauun paspeLleHnst Ha NpoBedeHMe KITMHUYECKOro UCCreoBaHNs M HOMEp 3TOr0 paspeLleHus;

7) N3MEHEHUS1, BHOCUMbIE B NMPOTOKOS KIMHUYECKOro NCCNeA0BaHUS.
(vacTb 4.1 BBegeHa depepanbHbIM 3akoHoM oT 11.10.2010 N 271-03)

5. B cpok, He npeBblakWwun TpuauatM paboumx OHEW CO AHS NOMYYEHUsT YKa3aHHOro B YacTu 4 HacTosiewn
cTaTbi COOBLIEHMS, YNONHOMOYEHHbIV (befepanbHbIi OpraH UCNOMHUTENBbHOW BNacTu paccMaTpuBaeT 3TO coobLeHne
B YCTa@HOBMIEHHOM WM [OpAOKE W MPUHUMAET peELlEeHWEe O BHECEHUW WU3MEHEHU B MNPOTOKOM  KIMHUYECKOro
nccrefoBaHusa NeKapCcTBEHHOrO Mpenapata Ans MeOUUUHCKOTO MPUMEHEHUs UM 00 OoTkase BO BHECEHWMM TaKUX
nameHeHun. lpu paccMmoTpeHun coobLleHMss O HeobOXOOUMOCTU BHECEHWUSI M3MEHEHWIA B MPOTOKON KITMHWYECKOrO
nccregoBaHuSA JeKapCTBEHHOrO npenapaTta Ans MeAWUMHCKOrO MpPUMEHEHUS B LEensx OLeHKM OBOCHOBaHHOCTU
npegnaraembiX U3MEHEHUA M onpedeneHns CTENeHW pucka AN NaumeHToB, MPUHUMAIOWNX y4acTue B KIMHUYECKUX
nccrnenoBaHusx, ynonHOMOYEHHbIM dhegepanbHbiM OpraHoOM UCMOSNTHUTENBHOM BNACTU MOTYT MpUBMEKaTbCA 3KCNepThbl
coBeTa Mo 3TUKe.

(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

6. KnuHuyeckoe uccnegoBaHWe NeKapCTBEHHOro npenapaTta Ans MeOuUMHCKOrO MPUMEHEHUst MOXEeT ObiTb
NPUOCTaHOBMNEHO UMW NpPeKpaLleHo, ecrnin B NpoLiecce ero npoeeaeHns obHapyeHa onacHOCTb ANS XWU3HU, 300P0BbS
nauueHToB. B cnyyae BO3HWKHOBEHMSI OMaCHOCTM ANS XXW3HW, 300POBbS MaLMeHTa, Y4acTBYIOLLErO B KIUHUYECKOM
nccnenoBaHWM  NEeKapcTBEHHOro  npenapaTa Ans  MEAUUMHCKOro  MpUMeHeHusl, uccregoBateny  06s3aHbl
NPOVHOPMNPOBaTL 06 3TOM PYKOBOAUTENS MEAWULMHCKON OpraHusauuy U opraHM3aumio, NosyumBLUYHO paspelleHue
YMOSTHOMOYEHHOTO (heepanibHOro OpraHa WCMOMHWUTENbHOW BRACTM Ha OpraHvM3auuio MPOBEAEHUs! KIMHUYECKOTO
nccrnenoBaHWA  NeKapCTBEHHOro npenaparta. PelleHne O MPUOCTAHOBMEHUWU  KMWHUYECKOro  MCCneqoBaHus
nekapcTBEHHOro npenapara Ans MeguUMHCKOro NpUMEHeHUs! MPUHUMaIOT PyKOBOAUTENb MEeAULIMHCKON opraHu3aLmmn 1
(Mnn) opraHusaums, Nnony4YnBlLLas paspeLleHne YNorHOMOYeHHOro deepanbHOro opraHa WUCMonHUTENbHOW BNacTu Ha
opraHu3aumio NPOBeAEHUS KITMHUYECKOro UCCIeqoBaHUs NekapCcTBEHHOro npenapara Ans MeavUMHCKOro NpuMeHeHus,
pelLeHne O NpeKpaLleHnn Takoro UccrenoBaHns NPUHUMAaET YNOMHOMOYEHHBI dbedepanbHblii opraH UCMOMHUTENBHON
BITACTM Ha OCHOBAHWUM COOGLLEHMS B MMCbMEHHOW (DOpME PYKOBOAMTENS MEeAULMHCKON OpraHvM3auuy unm opraHusaums,
nony4ymsllan paspelleHne YMNornHOMOYEHHOro deaeparnsHOro opraHa WCMOMHUTENbHOW BMacTX Ha OpraHusauuio
NpoBeAeHUs KIMMHUYECKOro UCCreaoBaHns NekapcTBEHHOMo npenapara ans MeauLUuHCKOro NpuMeHeHus.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

7. B cpok, He npeBbiWwakoWwmi Nt paboumx OHEN CO OHSA 3aBepLUEeHUsl, NPUOCTAHOBMEHUS UMK MpeKpaLleHus
KMMHUYECKOrO MCCreoBaHUs NEKapCTBEHHOro npenapata And MeguumHCKOro MpUMMEHeHus, cooblleHne o6 aTom
HanpaenseTca oOpraHu3aumsamn, YykasaHHbiMM B 4Yactu 3 cTtatbm 38 Hactoswero PepepanbHOro 3akoHa, B
YNONHOMOYEHHbIV dhefeparnbHbii OpraH UCMONHUTENBHOW BNACTU MO YCTAHOBIEHHOW MM hopMe.

8. ®opma coobLeHnss O 3aBepLleHWUM, MPUOCTAHOBIIEHUM WIN TPEKPaLLeHMN KIMHUYECKOro WCCreaoBaHus
nekapcTBEHHOro npenaparta Ansa MeguLMHCKOro NpMMeEHeHNsa JomkHa coaepxaTb:

1) MHGOPMaUMIO O MEAULMHCKOW OpraHusauumM Wnv MeauUMHCKUX OpraHusaumsix, MpOBOAMBLUMX AaHHOe
nccrnegoBaHue;

2) onucaHue AaHHOro uccnenoBaHus;

3) AaHHble uccnegoBatens (damunus, UMs, OTYECTBO, MECTO paboTbl, 3aHMMaeMas LOJPKHOCTb, CNeLUmanbHOCTb,
CTax paboTbl MO nporpaMMaM KIMHUYECKMX WCCMEeLOBaHUN FEeKapCTBEHHbIX MpenapaTtoB, MEpeYeHb KIMHUYECKMX
nuccnegoBaHU NeKapCTBEHHbLIX MPenapaToB, B KOTOPbIX OH MPUHMMAan yyactue (nepuogbl y4actusi) B KadecTBe
nccnegosartens unu coumccnegosartens);
(B pea. PenepanbHoro zakoHa ot 11.10.2010 N 271-®3)

4) pesynbTaT [aHHOTO UWCCNEeAOBaHUsSI (3aBepLleHWe, NPUOCTAHOBIEHME WMM  MpeKpalleHne [OaHHOro
ncenenoBaHnda € ykasaHmem umx rnpuyamnH n BInnAHMA Ha OLUEHKY ero pe3ynbTaToB, O6LLLyI-0 OLEHKY pUCKa U o>|<|/|,u,aeM0|7|
nonb3bl OT NpPpUMEHEeHUA uccneayemMmoro JIeKapCTBeHHOro npenaparta, a TakKXke npeanonaraemble ,u,aaneVlmme
aencTeuns).

8.1. lpu BbIABNEHMM penepanbHbLIM OpraHOM WCMOSIHUTENBHOW BRAacTW, OCYLLECTBASAWMM  (PYHKUUK no
KOHTPOSII0O M HaA30py B cdepe 34paBOOXPaHEHUs, HapylweHWn npaBuil Hagnexallen KIMHMYECKOM MPaKTUKU Mpu
nposeaeHunn KnmHN4eckoro nccrieqoBaHna nekapCTtBeHHOro npenaparta, BrinArowmnx Ha nosiHoTy U (I/IJ'II/I) OOCTOBEPHOCTb
[AHHOro KIMHUYECKOro uccneaoBaHus, ykasaHHbI dhefepanbHblii opraH UCMOMHUTENbHOW BRacTy nNpuocTaHaBnmBaeT
npoBefeHne AaHHOro KIUHUYECKOro UCCneaoBaHUsl U BbIHOCUT MEeOMLMHCKOW opraHm3auuu, B KOTOPOW MpOBOAMTCS
JaHHOe KIMHWYECKOe uccrnefoBaHue, npeanvcaHne ob yCTpaHEeHMU BbISBIEHHbLIX HapylleHui. [Mpu HeycTpaHeHuu
MEeOUUMHCKOM OpraHu3aumen BbISIBSIEHHbIX HapyLeHUWW B YCTaHOBMEHHbIA B MpeanucaHum CpoK  yKasaHHbIN
denepanbHbIn OpraH WCNONHUTENBHOW BRAcTU NPUHUMAET pelleHue O NpeKpaweHUn npoBeAeHNs KIUMHUYECKOoro
ncecnenoBaHna JekapcTtBeHHOro npenaparta U HanpaendeTr B (be,qepaanbM opraH MCMNOSNTHUTENbHOWN BnacTu,
OCyLLEeCTBNAILWMIA DYHKLMN MO BbipaboTke U peanv3aumy rocyaapCTBEHHOW MOMUTUKM U HOPMaTUBHO-NPaBOBOMY
perynupoBaHuio B cdepe 34paBOOXPaHEeHUs, 3akmnioveHMe O BbISIBEHUU Npyv NpOBeAeHUW [AaHHOro KAMHUYECKOro
NCCrefoBaHUSA HapyleHUA NpaBuil Haanexalleh KIUMHWYECKOM MpaKTUKM Afs NPUHATUS pelleHus o6 OoTMeHe
paspelleHnsa Ha opraHmsauuio NpoBedeHUs OAaHHOro KMWHUYECKOro uccrnefoBaHus € AaTbl NPUHATUS pelleHus O
NnpuocTaHoBIIEHUN nNpoBeaeHNA KIMHNYeCKOro nccnegoBaHma nekapCTtBeHHOro npenaparta.

(vacTb 8.1 B peq. PenepanbHoro gakoHa ot 13.07.2015 N 241-93)

9. YNOMHOMOYEHHBIN defeparnbHbIi OpraH UCMOSTHUTENBHOW BNacTu onybrnvkoBbIBAET U pa3meLLaeT Ha CBOEM
ouumnanbHoM camte B ceTn "VIHTepHeT" cooblleHne O 3aBepLUeHUM, MNPUOCTAHOBIIEHUN WU  MNpPeEKpaLleHnn
KIMMHNUYEeCKOro nccnenoBaHna nekapCcTtBeHHOoro npenaparta gna MeanumMHCKoro npuMmeHeHnsa B Cpok, He I'IpeBbILIJaIOLIJ.I/IVI
NATN pa60LW|x LI,HeI7I CO OHA ero nony4yeHuda, B yCTaHOBJTIEHHOM UM nopsaake.

10. YnonHomMouyeHHbI deaepanbHbI opraH WCMNONHUTENbHOW BNAcTU OCYLLEeCTBRseT BefdeHue peecTpa
nccnegosaTenen, NpPoBOAAMX UMW NPOBOAMBLUMX KIMHUYECKME WCCNedOoBaHUs feKkapCTBEHHbIX MnpenapaTtoB Afs
MEOULMHCKOTO MPUMEHEHWs, B COOTBETCTBMU C YTBEPXKOEHHbIMX UM OpaBuiamMu M pas3mellaeT ero Ha CBOeM
odmumansHoOM cante B cetTu "MIHTepHeT" B YCTaHOBMEHHOM UM OOpAAKe. YKa3aHHbIN peecTp CoAepXMT MHOopMaLmio,
NpeayCMOTPEHHY0 MYHKTOM 3 4YacTu 8 HacTosLwen cTaTby.

11. OT4eT O pesynbTaTax KIMHWMYECKOTO WCCIEeAOBaHUS JIeKapCTBEHHOrO npenaparta Ans MeaVMUMHCKOro
NPUMEHEHMST COCTaBnseTCA opraHv3auuneit, ykasaHHol B Yactu 3 cTtatbu 38 HacTosiwero deaepanbHOro 3akoHa, Ha
OCHOBaHUM 3aKrYeHUA MeOMLMHCKUX OpraHusauuii, NpoBOAMBLUMX 3TO WCCNedoBaHWe, W NpeacTaBnsieTcs B
YMONMHOMOYEHHbIN dheaepanbHblii opraH MCNOMHUTENbHOW BRacTW, BblOaBLUWUA paspelleHMe Ha npoBedeHue 3Toro
nccrnenoBaHNs, B CPOK, He MPEeBbllUAloWNUiA Tpex MecsLeB CO OHS €ero 3aBeplUeHUsi, MPUOCTaHOBMEHUS WK
npekpaLlleHusi, B nopsake, yCTaHOBIIEHHOM YNONHOMOYEHHbIM dhefeparnbHbiM OpraHoM UCMONTHUTENbHOW BACTU.

12. HapyweHve npasBun Hagnexawewn KIMHUYECKOW MpaKTukW, danbcudukauns pesynbTaToB KIMHUYECKOro
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

nccnegoBaHMsa NEeKapCTBEHHOrO npenapara Ans MeaMUMHCKOro NMpUMEHEeHUst BNeKyT 3a cobon OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccunckon ®epepaumn.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

13. MNpw NnpoBeaeHMN KITMHUYECKOrO UCCNEeA0BaHUS NIEKapCTBEHHOrO NpenapaTa 41 MeAULUHCKOrO NPpUMEHEHNS
ponyckaeTtcs 3abop y nauneHToB G1Monormdeckmx MatepuanoB (00pasLbl OMONOrMYecKknx XXMOKOCTEN, TKAaHEW, CEKPETOB
N NPOAOYKTOB >XU3HEOAEATENbHOCTM YenoBeka, (phrM3nMonormyeckux M natoriormyeckux BblAeNeHu, MaskoB, COCKODOB,
CMbIBOB, MMWKpPOOPraHuM3moB, OuoncuiHbIi maTtepuwan) ans ux usydenus B Poccunckon Pepepaumm m (unn) 3a
npegenamu Poccuiickon deaepavmm.

(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

14. Nopanok BBo3a B Poccuinckyro Pepepaumio n BbiBo3a 3a npeaensl Poccunckon depepaumm Guonornyeckmx
MaTepuanoB, MOMYyYEHHbIX MpU MNPOBEAEHMU KIMHMYECKOrO WCCMeAoBaHUA FNeKapCTBEHHOro npenapata Ans
MeaMLMHCKOro NpuMeHeHus1, yctaHasnueaeTcs NpasuTtensctBom Poccuiickon ®epepauuu.

(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

Crtatbsa 41. [loroBop O MNpoBeAeHWMM KIMHUYECKOro MUCCriefoBaHUsi JNleKapCTBEHHOro npenapata gns
MeOULUMUHCKOro NpuMeHeHust

1. KnuHun4yeckoe wuccnegoBaHWe neKkapCTBEHHOro npenapata and MeAWLWHCKOro MPUMEHEHUst NMpoBOAUTCS B
COOTBETCTBMM C [JOrOBOPOM O MPOBEOEHUN KITMHWUYECKOrO WCCNedOBaHUS NeKapCTBEHHOro npenapaTta Ans
MEOULMHCKOTO MPUMEHEHMWS, 3aKMyYaeMbiM MeXZy oOpraHu3aumen, MonydMBLIEN paspeLlleHne  YMOSTHOMOYEHHOMO
drenepanbHOro opraHa UCMONTHUTESNBHON BRACTV Ha OpraHu3aumio NPOBEAEHMS TAKOro UCCreqoBaHns, U MeONLNHCKOM
opraHusaumein, oCyLLLEeCTBAIOLWEN NpoBedeHNe Takoro nccregoBaHus.

2. ,D,OFOBOp O npoBegeHunn KInMHNYEeCKoro wuccriegoBaHnA nekapcTtBeHHOro npenapata Ana mMeagunuuHCKoro
NPUMEHEHUNA OOJTKEH coaepXaTb:

1) ycnoBus n Cpokn NpoBeAeHUst 4AHHOTO UCCINEA0BaHNS;

2) onpegeneHve o6lle CTOMMOCTM MporpaMMbl  [aHHOTO  WCCREedoBaHuMsi C  yKasaHMEM  CYMMbl,
npeaHasHavaloLlencs Ans BeinnaT uccnegosaTtensam, couccneaoBaTensm;

3) onpegeneHve opMbl NpeAcTaBneHust pe3ynbTaToB  AaHHOr0 WUCCMeAOBaHWA B YNOSIHOMOYEHHbIN
deaepanbHbI opraH NCNOSTHUTENBHOW BacTu.

Ctatbsl 42. ®uHaHcoBoe obecneyeHue KIIMHWYECKOrO MCCrefoBaHWUA JleKapCTBEHHOro npenapara gns
MeOULUMHCKOro NpuMeHeHus

duHaHcoOBOe obecnedeHne KIMHUYECKOro WCCnefoBaHust NIeKapCTBEHHOro npenaparta ana MeanunHCKoro
NPpUMEeHEeHUA OCYLLIECTBIAETCA 3a CHET:

1) cpencTB dhepepanbHOro GrooKETa;

2) cpencTe OpraHMSGLI,I/IIZ, nony4nBLINX paspelleHne Ha opraHm3auuio nposeneHnda OaHHOro muccrenoBaHud, B
COOTBETCTBUMU C yCrioBuAMUN O0Orosopa O ero nposeneHun;

3) MHbIX HEe 3anpeLLeHHbIX 3akoHoa4aTeNbCTBOM Poccunckon denepaumm NCTOUHUKOB.

Cratba 43. I'IpaBa nauneHToB, y4aCTBYHOLWNUX B KITIMHNYEeCKOM UccnegosaHUn nekapCcrtBeHHOro npenaparta
AnAa MeAULUNHCKOro npuMmeHeHunA

1. Yuactue nauyneHToB B KIIMHWYECKOM WUcCcnenoBaHNMM IeKapCTBEeHHOro npenaparta anda MeguumHCKoro
NPpUMEeHeHUA ABnAeTCA ,EI,OGpOBOJ'IbeIM.

2. TaumneHT nnn ero 3aKOHHbIN NpeAcTaBUTENb A0JMKEH ObITb MHPOPMMPOBAH B MUCbMEHHOW hopMe:

1) 0 NekapcTBEHHOM npenapaTte 4551 MEAULIMHCKOrO NPUMEHEHUS 1 CYLLIHOCTU KITMHUYECKOrO UCCreoBaHNs 3TOro
neKkapCTBEHHOro npenapara;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

2) o 0GesonacHOCTM neKapCTBEHHOro npenapata pAnd  MeAUUMHCKOTO MNPYMEHEHWUsi, ero OoXuaaemomn
3PPEeKTUBHOCTM M CTENEHN pUCKa ANA NauneHTa;

3) 00 ycnosuax y4dyactuma nauueHta B KIMHUYECKOM uccnegoBaHun nekapCTBeHHOro npenaparta  agnda
MeaNLUMHCKOIro NpuMeHeHus;

4) O uenn nnn uenax v npogosnkKUTENbHOCTU KIMMHUYECKOro unccrnengoBaHUA INekapCTBeHHOro npenaparta ansd
MeaULIMHCKOIro NpuMeHeHus;

5) o pencrtBmMsIX maumeHTa B criydyae HenpenBuaeHHbIX 3(deKTOB BNUSIHMSA NEKAapCTBEHHOro npenaparta ans
MEAMLMHCKOro NPUMEHEHMS Ha COCTOSIHNE €ro 300pPOBbS;

6) 00 ycnoBuax obs13aTenbHOro CTpaxoBaHUA XXNU3HW, 300P0OBbA NauneHTa;

7) O rapaHTunax KOHCbVI,EI.eHLI.I/IaJ'IbHOCTVI yqyactna nauueHta B KIMHUMYECKOM WuccnegoBaHun nekapCTBeHHOro
npenaparta Anda MeanunHCKOro npuMmeHeHus.

3. JobpoBonbHOE cornacve nauuMeHTa Ha yyacTve B KIMHUYECKOM WCCrefoBaHWUM NeKapCTBEHHOro npenapaTa
ANs MeOMLMHCKOTO NMPUMEHEHNS MOATBEPXOAeTCsl ero NOAMNUCHIO UMM MOANUCLI0 €ro 3aKOHHOTO NpeAcTaBuTEnNs Ha
NMH(OPMALIMOHHOM NIUCTKE NauueHTa.

4. TlaumMeHT wunuM ero 3aKOHHbIN npencrasutesib MMeeT npaBoO OTKa3aTbCA OT y4yYacTua B KIMMHUYECKOM
ncenegoBaHnn nNekapCcrtBeHHOro npenapara and MeamumHCKOro npMMeHeHuna Ha nobon craguu npoeeageHnAa Takoro
ncenegoBsaHu4.

5. MpoBeneHne KINNMHWYECKOTO UCCRefoBaHUS NEKapCTBEHHOro npenapata Ans MeguuMHCKOrO MPUMEHEHMS C
y4yacTMeM B KayecTBe MaUMEHTOB OeTel [OMyCcKaeTcsl TOMbKO C corfnacusi B MUCbMEHHOW ¢hopMe MX poauTenen,
ycblHOBUTENEN. [leTh MoryT paccMmaTpuBaTbCs B KauecTBe MOTeHUManbHbIX MNaLWEHTOB TAKOro UCCNEAOBaHUS, TOMbKO
€ecnu ero npoBedeHMe HeobXoOMMO [ANs YKPenneHus 300poBbs AeTeW MNU  NPOUNAKTUKM  MHAPEKLMOHHBIX
3aboneBaHuMini B [OETCKOM BO3pacTe nMbO ecny Lenbl Takoro MCCrnenoBaHusl SBMNSETCS MOMyyvyeHue OaHHbIX O
Haunyylwen [O3MPOBKE feKkapCTBEHHOro npenapata Ans neyeHus geten. B atux cnydasx Takomy wuccregoBaHuio
OOMMKHO MpefLecTBoBaTh KMMHUYECKOE UCCRefoBaHUE NeKapCTBEHHOrO npenaparta ans MeguumHCKOro NpUMeEHEeHUs
Ha COBEPLUEHHONETHNX rpaxadaHax, 3a UCKIYEeHWeM CryyYaeB, €Cnu UcCnedyeMblii fiekapCTBEHHbIA npenapaTt ans
MEeOULMHCKOrO NPUMEHEHMWS NPegHa3HaYeH UCKMIOYUTENBHO As UCMONb30BaHUS HECOBEPLLEHHONETHUMM rpaXkaaHaMu.
(B pea. PepepanbHoro zakoHa ot 22.10.2014 N 313-93)

6. 3anpeu.|,aeTc;| npoeegeHne KIMHM4YeCcKoro uccnegoBaHna nekapcTtBeHHOro npenapata anda mMeamunHCKoro
npumMeHeHnd € yd4actmem B Ka4yecTtee NauneHTOB:

1) peTen-cupoT 1 geTen, ocTaBlLMxcsa 6e3 noneyvyeHnsa poanTenen;

2) XeHLUWH B nepuoa 6epeMeHHOCTH, XEHLLMH B Nepuog rpyaHOro BCKapMITMBaHUSA, 3a UCKIOYEHUEM CIyYaes,
€cn NpoBOAWTCS KIMHWYECKOEe WCCNedoBaHMe NeKapCTBEHHOro npenaparta, npeaHa3Ha4YeHHOro ANS yKasaHHbIX
KEHLLMH, MPU YCIOBUN HEOOXOAUMOCTM MONyYeHUs MHGOPMauMM TOSIbKO BO BpeMsi MPOBEAeHMsI COOTBETCTBYHOLLMX
KMUHUYECKUX UCCNEAOBAHMUIA U NPUHATUS BCEX HEOGXOAMMbIX MEP MO UCKITIOYEHMIO pUcka HaHECEHWS Bpeaa XeHLUMHe B
nepvon 6epeMEeHHOCTU, XKEHLLMHE B Nepuo rpyaHOro BCKapMvBaHus, nnogy unu pebexky;

3) BOEHHOCNyXalLMX, 3a WCKIMOYEHUMEM CIyvyaeB NPOBEOEHWUs! KIMHUYECKOrO WCCNeAoBaHUS NEKapCTBEHHOMO
npenapara, cneumanbHO pa3paboTaHHOro A5t NPUMEHEHNS B YCMOBUSIX BOEHHbIX AEACTBUNA, YpE3BbIYANHBLIX CUTYaLIUIA,
NPOUMAaKTUKA U feveHuss 3aborneBaHuin U NopaXKeHWi, MOMyYeHHbIX B pesyrnbTaTe BO3AeUCTBUS HebrnaronpusiTHbIX
XMMUYECKUX, BMONornyeckux, paavaunoHHbIx hakTopoB. KnuHMYeckoe wccnefoBaHWe Takoro feKapCTBEHHOro
npenapata MOXeT MNpPOBOAMTLCA C YyyacTMeM B KayecTBe MaUWEHTOB BOEHHOCHYXaLUMX, 32 WCKMYEHUEM
BOEHHOCNYXalLMX, NPOXOASALMX BOEHHYI CNnyxOy Mo npusbiBy, C cobniogeHneM TpeboBaHWIi, YCTaHOBMEHHbIX
HacToswmM PeaeparnbHbIM 3aKOHOM B OTHOLLEHUW MPpaXaAaHCKUX NuL;

4) cOTPyAHMKOB NPaBOOXPaHUTENbHbLIX OPraHoB.;

5) nuu, oTGbIBalOLWMX HakasaHMe B MecTax NuleHus cBobodbl, a TakkKe UL, HaxoOsLWMXCS MOA CTpaXen B
CnencTBeHHbIX U3oNATopax.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

7. ,D,OI'IYCKaeTCFI nposegeHne KIMHNM4YeCKoro uccrieqoBaHnda nekapCcTtBeHHOro npenaparta and mMeguuuHCKoro
npuMeHeHud, npegHasHa4eHHOoro and ne4vyeHna ncuxm4eckux 3abonesaHun, c y4yactmem B KadecTtBe nNauueHToB NunL C
ncmxudecknmm 3aboneBaHUsaMNU, NPU3HAHHbIX HegeecnocobHbIMK B nopanke, yCtaHOBJ1IEHHOM 3aKoHOOAaTellbCTBOM
Poccunckon cbep,epau,mm. KnnHnyeckoe mnccnenosaHune NNekapCTBEHHOro npenapara B 3TOM Cliydae npoBOoOUTCA Mpu
HanM4yumM cornacms B NMCbMEHHON cbopme 3aKOHHbIX HpeﬂCTaBMTeﬂeVl YKa3aHHbIX A,

CraTba 44. ObGsA3aTenbHOe CTpaxoOBaHWE XW3HKU, 340POBbS NaLMEHTa, Yy4YacTBYHOLEro B KIIMHUYECKOM
nccnenoBaHUM NeKkapcTBEHHOro npenapara Ans MeauLMHCKOro NnpuMeHeHus
(B pea. PepepanbHoro gakoHa ot 29.11.2010 N 313-93)

1. OpraHuzauusi, nonyyvBlLIasi paspelleHMe Ha OopraHusauuio MNPOBEAEHWUsI KIMUHWYECKOro UccrnenoBaHus
nekapcTBEHHOro npenapaTa Ans MeAMLMHCKOro MpuMeHeHusi, obsizaHa B KayecTBe CTpaxoBaTens CTpaxoBaTb PUCK
NPUYMHEHNs Bpeda »M3HW, 300pOBbI0 NauMeHTa B pesynbTaTe MNpPOBEAEHUS  KIMHUYECKOro  UCCNefoBaHus
NeKapcTBEHHOrO npenapaTta Ans  MeOUUMHCKOTO MPUMEHEHWST 3a CBOW CYET MyTeM 3akiioyeHus [orosopa
06sA3aTeNbHOro CTpaxoBaHums.

2. ObbekTom o0643aTenbHOro CTpaxoBaHNA 4BlAETCA VIMyLLI,eCTBeHHbIﬂ MHTEpeC nauuneHTa, CBSI3aHHbLIN C
npunynHeHnem Bpega ero Xu3HM Wi 300pOBbH0 B pesyribTate nposeaeHuna KrIMHU4YecKoro uccriegoBaHuda
JleKapCTBEeHHOro npenapata gnda MeanmumnHCKoro npuMeHeHus.

3. CTpaxoBbIM Cry4aeM Mo AOroBopy 06sA3aTenlbHOro CTpaxoBaHUs ABMSIeTCA CMepTb NauveHTa Unu yxyaleHue
€ro 3J0pOBbsl, B TOM YMCIie Briekyllee 3a cobol ycTaHOBINeHWe UHBANMAHOCTU, NPV HaNM4YnM NPUYNHHO-CIIeACTBEHHOW
CBA3M MeXAy HacTynneHMeM 3TOoro cobbiTUst M yyacTMeM MauMeHTa B KMMHUMYECKOM WUCCredoBaHWM feKapCTBEHHOro
npenapara.

4. Tpe60BaHMﬂ O BO3MelleHnn Bpeaa, NpUYNHEeHHOro XusHm wunn 300pPpOBbHO MauueHTa, NpeabABAKTCA B
Te4dyeHne CpoKoB MCKOBOW AaBHOCTH, YCTAHOBJ1€HHbIX IPa>OaHCKUM 3aKOHOAATEILCTBOM.

5. Paamep cTpaxoBow Bbinnatbl N0 4OroBOpY 06513aTENbHOr0 CTPaxOBaHNA COCTaBMSAET:

1) B crnyyae cMepTu NauueHTa ABa MUMNUoHa pybreit Ha KaXaoro nauueHTa, y4acTBOBaBLUErO B KIUHUYECKOM
1CCrejoBaHNK NIeKapCTBEHHOrO npenapara;

2) Npw yXyALWweHWn 300poBbs NauyeHTa:

a) noerekwem 3a coboli yCTaHOBreHWe WHBaNMAHOCTV | rpynnbl, OAWH MUIIIMOH NSTLCOT Thicsd pybriei Ha
Kakdoro nauueHTa, y4acTBOBaBLUIEro B KMMHUYECKOM UCCreqoBaHnM NekapcTBEHHOro npenapara;

6) noenekwem 3a coboi ycTaHoBNeHne uHBanuaHocTy |l rpynnbl, oAMH MUNIMOH pybrei Ha Kaxaoro nauueHTa,
y4YacTBOBABLLETO B KIIMHUYECKOM UCCEA0BaHNN NeKapCTBEHHOTO Nnpenapara;

B) nosriekwem 3a cobon yctaHoBneHne nHsanugHoctu Il rpynnel, NATLCOT ThicAY pybnen Ha KaXxaoro naumeHTa,
y4acTBOBAaBLLErO B KNMHUYECKOM UCCref0BaHUN NekapCTBEHHOro nNpenapaTa;

r) He noBnekwem 3a cobor yCTaHOBMEHUSI MHBANMMOHOCTU, HEe Bonee 4Yem TpuUcTa TbiCAY pybnen Ha Kaxxaoro
nauMeHTa, y4yacTBOBaBLUErO B KMMHWMYECKOM MWCCreAoBaHMM NeKapCTBEHHOrO npenapaTa, ucxogs U3 HOpMaTUBOB,
OTpaXkaloLLMX XapaKkTep U CTeNeHb NOBPEXOEHUS 340POBbS, a Takke (hakTUYeCKM NMOHECEHHbIX NaLMeHTOM pPacxodoB,
BbI3BaHHbLIX NOBPEXAEHMEM 300POBbS, HA MEOULMHCKYHO NMOMOLLb, NPUOBpeTEHNE NekapCTBEHHLIX NpenapaTos.

(nn. "r" B peg. ®epepansHoro 3akoHa oT 22.12.2014 N 429-93)

6. Ytpatun cuny ¢ 1 nons 2015 roga. - PegepanbHbii 3akoH 0T 22.12.2014 N 429-03.

7. CpOK aoroesopa obsi3aTenbHOro CTpaxoBaHUA HE MOXeT OblTb MeHee, 4YeMm CpPOK npoBeaeHna KrimHN4YecKkoro
ncenenoBaHnAa nekapcTtBeHHOro npenaparta.

8. YcnoBua pgoroBopa 06A3aTeNnbHOr0 CTPaxoBaHWs, B TOM 4uUcrne CTpaxoBble Tapudbl No obs3aTernbHOMY
CTPaxoBaHuio, nepevyeHb HeobXoaAMMbIX [OKYMEHTOB QAN  OCYLWECTBNEHUS CTPaxoBOW BbIMnaTtbl, MNOPSAOK
YCTaHOBMEHUs1 cTpaxoBaTeneM WHAMBMAYaNbHOro MAEHTUUKALMOHHOIO Koda nauueHTa, nopsgok MHOpMMpoBaHMSA
CTpaxoBaTefnieM CTPaxOBLUMKA O MPUBMIEYEHHbIX K KIMHWYECKOMY MCCredoBaHWI0 fleKapCTBEHHOro npenaparta ang
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

MEAMLMHCKOro NMPUMEHEHUST NauueHTax, NopsaaoK ynnaTbl CTPaxoBOW NpemMuu, NMOpsiAoK peanu3auun onpeaerneHHbIX
HacTosAwmM PefepanbHbIM 3aKOHOM 1 ApyrumMu beaepanbHbIMU 3aKOHaMy npaB U 00s13aHHOCTEN CTOPOH MO JOroBopy
0ba3aTenbHOro CTpaxoBaHMs, a TaKkKe HOPMaTMBbl, OTPaXKallMe XapakTep M CTEeneHb MNOBPEXAEHUS 300pOBbA,
yCTaHaBMNMBaloTCsl TUMOBLIMU NpaBuiaMy 0683aTeNbHOro CTpaxoBaHus.

(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

9. B cnyyYyae npuynHeHna Bpeda XWUM3HUM MNauueHTa, YydacTtBoBaBLUEro B KIMHMYECKOM uUccrenoBaHUun
NlekapCTBEeHHOro npenaparta, Bber,El,OI'IpI/IOGpeTaTeJ'IFlMVI no Aoroesopy obdazaTtenbHoro CTpaxoBaHUA ABNAKTCA
rpaxgaHe, nMewwme npaso Ha BO3MelWleHMEe Bpeda B Cllydae CMepTu KopMmuribua B COOTBETCTBUU C rpaKgaHCKUM
3aKOHOAATENIbCTBOM, NMPU OTCYTCTBUU TaKUX rpaxgaH - poantenu, cynpyr, 4eTh yMmepLllero naymeHTa, y4actsoBaBLUEro
B KIIMHUWYECKOM WCCnegoBaHuM JieKkapCTBEHHOro npenapara, B Cliydae CMepTu MnauueHTta, ydacTBOBaBLUEIo B
KIMMHNYEeCKOM uccriegoBaHMN NiekapCTBeHHOro rnpenaparta U He nMeBLUero CaMoCToATEeNIbHOro goxoaa, - rpaxaaHe, Ha
MXanBeHUU KOTOPbIX OH Haxoauncsd, B OTHOLLEHNX BO3MeELLEeHNA pacxonoB Ha norpe6eHv|e nauueHTa, y4acrtsoBaBLUero
B KIMMMHUYEeCKOM uUccrenoBaHnn nekapCTtBeHHOro npenaparta, - nmuo, noHecLlee Takme pacxobl.

10. CTpaxoBasi BbinnaTa B CYeT BO3MELLEHUS Bpeda, MPUYMHEHHOTO XM3HW MauMeHTa, y4YacTBOBaBLUEro B
KMUHUYECKOM WCCINEeAOBaHMM EeKapCTBEHHOro MpenapaTta, pacnpefensieTcs Mexay BbirogonpuobpeTaTensmu
MpPOonopLUMOHanbHO UX KONMMYECTBY B PaBHbIX OOMSX.

11. TMpyv HacTynneHMn CTPaxoBOro crnydasl MauuMeHT, Yy4yacTBOBaBLUMWA B KIIMHWMYECKOM WUCCEenoBaHWUM
nekapcTBEHHOrO npenapara, BbirogonpuobpeTaTenb Brpase nNpeabsiBUTb HENOCPEACTBEHHO CTPaXOBLUMKY TpeboBaHue
0 BO3MELLEeHUN NpuUYMHEHHoro Bpega. CTpaxoBasi BbinnaTta OCYLUECTBRSIETCS CTPAxXOBLUMKOM B Te4yeHue TpuauaTtu
OHel co OHS npeacTaBneHust HeobXoauMbIX OOKYMeHTOB. lMauueHT, y4acTBOBaBLUMA B KMMHUYECKOM MCCIEedoBaHUM
neKkapCTBEHHOro MpenapaTta, WUnu Bbirogonpuobpetatenb 06s13aH COOBLWMTL CTPaxXOBLUMKY ANsi OCYLLECTBIEHUS
CTpPaxoBOW BbiNnaTbl WHAMBUAYANbHLIA WAEHTUMUKALMOHHBLIA KO NauMeHTa, YCTAHOBIEHHLIA CTpaxoBaTernieMm B
COOTBETCTBMM C TUMNOBbLIMY NpaBunamMv 06s3aTenbHOro CTpaxoBaHus.

12. o nomHoro onpefeneHvsi pasmepa Moanexallero BO3MELEHWI0 Bpeda CTPaxOoBLUMK MO 3asBMEHUIO
nayneHTa, y4vyacTtBoBaBLUEero B KITMHU4YeCKOM ncecnengoBaHnMM  nekapCTtBeHHOro npenapara, nnnm 3adBlieHU0
BbIroAonpuobpeTatena BrnpaBe OCYLIECTBATb YacTb CTPaxOBOW BbiMnaThl, COOTBETCTBYIOLLYIO DaKTUYECKM
onpeeneHHon YacTu MPUYNHEHHOTO Bpeaa.

13. CrtpaxoBas BbiNfaTta B COOTBETCTBMM C [OroBOPOM 06s3aTenbHOro CTPaxoBaHMS OCYLLEeCTBrSeTCs
He3aBMCUMO OT BbINNaT, NPUYNUTALWLKNUXCA NO APYrMM BUOaM CTpaxoBaHUA.

14. He ponyckaeTcs yyacTue nauveHTa B NpoBeAeHNM KIMHWYECKOro UccrieqoBaHns NiekapCTBEHHOrO Mnpenapara
npu OTCYTCTBUM AoroBopa 06a3aTenbHOro CTpaxoBaHus.

15. KoHTponb 3a WCMOMHEHWeM opraHu3auuei, MonyyMBLIEA paspelleHMe Ha opraHv3auuio npoBedeHus
KMUHUYECKOro UCCnedoBaHWsA JIeKapCTBEHHOro npenapata Ans  MeOWUMHCKOTO MPUMEHEHUs,, YCTaHOBMEHHOM
HacTosiLel cTaTbeil 0BA3aHHOCTU Mo 00s13aTeNbHOMY CTPaxOBaHMIO KM3HM, 340POBbsi MaLUMEHTa, Yy4acTBYIOLLEro
(y4acTBOBaBLUErO) B KMMHUMYECKOM WCCMEAOBaHWMM JIEKAPCTBEHHOIO MpernapaTa, OCYLIEeCTBISETCS YrNOSIHOMOYEHHbIM
denepanbHbIM  OpraHOM  WUCMOMHWUTEMbHOW BNAacTW, BbIOABLUIMM paspelleHMe Ha npoBedeHUe  KMUHUYECKUX
nccnenoBaHuin NekapcTBEHHbIX Npenapartos Ana MeauLUUMHCKOro NpUMeHeHus!.

Fnaea 8. MIPOU3BOOCTBO N MAPKUPOBKA JNNEKAPCTBEHHbLIX CPEACTB
Cratbs 45. Ipon3BoACTBO NEeKapCTBEHHbIX CPeACcTB

1. TNpon3BoacTBO NeKapCTBEHHbIX CPEACTB [[OMKHO COOTBETCTBOBATb TpeboBaHWAM MNpaBwun Hagnexallen
NPON3BOACTBEHHOW MPAKTUKW, YTBEPXOEHHbLIM YMNONHOMOYEHHBIM (heaeparnbHbIM OpraHoM WCMONHUTENBbHON BriacTu.
OcobeHHOCTM nepexoda NPOM3BOACTBA OTAENbHbLIX NEKApPCTBEHHbLIX CPEeACTB K MX MPOU3BOACTBY B COOTBETCTBUM C
TpeboBaHNsAMM NpaBuil Hagnexallen Npous3BoACTBEHHOW MPaKkTUKU ycTaHaBnueakTcs [NpaButensctBom Poccumnckon
depepaumn. Bbigaya 3akntoveHUMn O COOTBETCTBUM NMPOU3BOAUTENS NIEKAPCTBEHHbIX CPeACTB TpeOOoBaHWSIM npaBun
Hagnexallen nNPOu3BOACTBEHHOW MPaKTUKN OCYLLECTBNSAETCA MO pe3dynbTatam MHCMEKTUPOBAHUSA NPOU3BOAUTENEN
nekapCTBEHHbIX CpeAcTB B nopsake, yctaHoBneHHom [MpasutensctBom Poccuiickon ®epepauun. Pasmep nnaTel 3a
Bblga4yy 3akrntoyeHust O COOTBETCTBUM MPOU3BOAUTENS JNIEKAPCTBEHHLIX CpeacTB TpeboBaHWsIM NpaBun Hagnexallemn
Npon3BOACTBEHHOW NPaKTUKU ycTaHaBnmeaeTcs [MpaButensctsoM Poccuiickon ®epepauuun. [1opagok opraHusaumm u
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

NpoBeAEeHNsT UHCMEKTMPOBAHWUS NPON3BOAMTENEN NEeKapCTBEHHbLIX CPEACTB Ha COOTBETCTBME TPeOOBaHWSAM MNpaBuUI
Haanexallen NpoM3BOACTBEHHOM NPaKTUKN ycTaHaBnueaeTcs NpaBuTtensctBom Poccuiickon ®epepauumu.
(B pea. PepepanbHbix 3akoHOB OT 25.06.2012 N 93-3, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

2. TNpoun3BOACTBO nekapCcTBEHHbIX cpeAcTB B Poccunckon Pepepauum ocyLecTBNSETCA NpOM3BOAUTENAMMU
NEeKapCTBEHHbIX CPEeACTB, UMEKLWMMM JMLEH3NI0O Ha MNPOM3BOACTBO JIEKApCTBEHHbIX cpencTB. [loarBepxaeHue
COOTBETCTBMA fuUEeH3MaTa [paBuiaM Hagnexalwen npounsBoACTBEHHOW MPaKTUKM OCYLLEeCTBNAETCA B pamMkax
NNLUEH3MOHHOIO KOHTPONSA B COOTBETCTBUM C 3akoHoaaTenbcTBOM Poccunckon degepaumm ¢ y4eToM 0OCOBEHHOCTEN,
yKasaHHbIX B YacTu 1 HacTosLen cTaTbu.

(B pea. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-®3, o1 22.12.2014 N 429-93)

3. Mpon3BoACTBO NEKApPCTBEHHbLIX CPEACTB OCYLLECTBNSETCA C cobniogeHnem TpebGoBaHMl MPOMbILLIIEHHOTO
pernameHTa, KOTOpbIVi YTBEP)KOAETCH PYKOBOAMTENIEM MPOM3BOAMTENS JIEKapCTBEHHbIX CPEACTB M BKIOYaeT B cebs
nepeyeHb UCMOMb3yeMbix apmaLeBTUYEeCKUX CyBCTaHUMiA M BCNOMOraTerbHbIX BELLECTB C yKa3aHWeM KonvvecTsa
KaXKOoro M3 HuX, AaHHble 06 Mcrnonb3yeMoM oGopyaoBaHuM, OnMUcaHWe TEXHOMOrM4eckoro npoLecca U MeToaoB
KOHTPOINS Ha BCex aTanax Npou3BOACTBa NeKapCTBEHHbIX CPECTB.

KoHcynbTaHTln0C: npnmMmeYvaHume.
C 29.12.2020 B 4. 4 cT. 45 BHOCATCA M3meHeHusa (93 o1 27.12.2019 N 481-03).

4. Tpyn NpPou3BOACTBE NEKAPCTBEHHbIX CPEACTB MCMONb3yHTCA hapmaueBTudeckme cybcTaHumm, cBefeHus o
KOTOpbIX coepXaTca B rocyaapCTBEHHOM pPEecTpe NeKapCTBEHHbIX CPeACTB, 3a MCKMYeHneM dapmMaLeBTUYEeCKUX
cybcTaHumin, Npon3BoguMbIX 4SS NPOBEAEHUS KITMHUYECKUX NCCneaoBaHui 1 ans akcrnopTta. K npoueccy npovnsBoacTea
dhapmaLeBTMHECKON CyOCTaHLUMM OTHOCATCS NioOble CTaguyM TEXHONMOrMYecKoro npouecca, Mo3BONsoWMe MonyynTb
roTOBbIN NPOAYKT, COOTBETCTBYIOLMI TpeboBaHAM bapmMakoneriHom cTaTby, B TOM Yncne hepMeHTaums, SKCTpakLuus,
04MCTKa, BblAENEeHne, NnepekprcTannmaaums, BoiCyLUMBaHe, N3MenbYeHune.

(B pen. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-03)

4.1. [lepeyeHb neKapCTBEHHbLIX MNpPenapaToB AN MeOULMHCKOrO MNPUMEHEHWUs, B OTHOLUEHUM KOTOPbIX
yCcTaHaBnmBaTcs TpeboBaHusA K 0ObeMy Tapbl, YNakOBKE M KOMMMEKTHOCTU, NepeyeHb feKapCTBEHHbIX MpenapaToB
OISl BETEPMHAPHOTO MPUMEHEHMS, B OTHOLLEHUN KOTOPLIX YCTaHaBMNMBAKOTCS TpeboBaHMs K 00ObeMy Tapbl, a TakKke
TpeboBaHMs kK 06BEMY Tapbl, YNAKOBKE Y KOMMIEKTHOCTU NIEKAPCTBEHHbIX NpenapaToB Ansd MeguuMHCKOro NpMMeEHEHMs,
TpeboBaHnsa K 006bemy Tapbl JEKApCTBEHHbIX MpenapaTtoB AN BEeTEePUHApPHOro MPUMEHEHUS onpeaensTcs
COOTBETCTBYIOLUMUN  YNONTHOMOYEHHbIMU  befeparnbHbiMM — OpraHamMyM  UCMOSHUTENbHOM  BracTM B Nopsadke,
ycTaHoBneHHoM [NpaButenscTBoM Poccuiickon deaepaumm.

(vacTb 4.1 B pea. PegepanbHoro 3akoHa oT 14.12.2015 N 374-93)

KoHcynbTaHTlINt0C: npnmeyaHme.
C 29.12.2020 B 4. 4.2 cT. 45 BHOocATCS nameHeHus (93 ot 27.12.2019 N 481-d3).

4.2. OpraHuMsauun, OCyLLeCcTBRAOWME NPOU3BOACTBO hapmaLeBTUYECKOM CcyOCTaHUMM cnvpTa 3TUITOBOrO
(aTaHona) gns npouMsBoACTBa CNMPTOCOLEPXKALUMX NEKApPCTBEHHbIX MpenapaToB, 00s13aHbl OCYLLECTBMATL y4eT Wu
JekrnapuypoBaHMe B nopsigke, YCTaHOBMEeHHOM cratbamu 8 n 14 depgepanbHoro 3akoHa ot 22 Hoabps 1995 roga N
171-®3 "O rocygapCTBEHHOM perynumpoBaHUM MNpouM3BoACcTBAa M obopoTa 3TUMOBOrO CMMpTa, ankoroflbHOM W
cnupTocoaep kallen npogykumm n ob orpaHuyeHun notTpebnexHuns (pacnuTns) ankororbHOW NPoAyKLumMKn".

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHom o1 03.07.2016 N 261-93)

4.3. NngmeugyansHble NpeanpvHMMaTenn U KpuanYeckne nuua, OCyLeCcTBASWMNE 3aKynky M UCMNOMb30BaHWe
drapmMaueBTUYECKON CyOCTaHUMM CMpTa STUITOBOrO (3TaHorma), a Takke NpoM3BOACTBO, M3roToBreHne u (1) obopoT
(32 UCKIHOYEHMEM PO3HUYHOW NMPOAAXM) CNUPTOCOAEPXKALLMX NEKAPCTBEHHBLIX NpenapaToB, 06s3aHbl OCYLLECTBATb UX
YyYeT U geknapupoBaHue B nopsiake, yCTtaHoBNEHHOM cTatbhamu 8 n 14 degepanbHOro 3akoHa ot 22 HosAbps 1995 roaa
N 171-®3 "O rocygapCTBEHHOM perynuMpoBaHMuM MNPOM3BOACTBA M 06OpOTa 3TWUMOBOrO CMMPTA, arnkoroflbHOW W
cnupTocozepallen npogykumm n ob orpaHMyeHMn NnoTpebneHus (pacnmuTus) ankororibHoW NPoAyKLMKn”.

(yacTb 4.3 BBegeHa dPepepanbHbiM 3akoHoM oT 29.07.2017 N 278-03)

4.4. Tlpu npou3BOACTBE JIeKAPCTBEHHbLIX MNpenapaTtoB AN BETEPUHAPHOrO MNPUMEHEHUs OOMnycKaeTcs
ncrnonb3oBaHMe Npou3BedeHHbIX AN peanusauun dapmaueBTUHeCcKMX CyGCTaHumiA, BKIMKOYEHHbIX B rOCyAapCTBEHHbIN
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

peecTp NeKapCTBEHHbIX CpPeACTB  YMOMHOMOYEHHbIM  bedeparnibHblM — OpraHoM  UCMOMHWUTENbHOW  BRacTy,
OCyLLEeCTBMAILMM BedeHne rocy4apCTBEHHOIO peecTpa fNekapCTBEHHbIX CPEACTB AN MEAULIMHCKOrO NPUMEHEHMS.
(vacTb 4.4 BBegeHa PepepanbHbiM 3akoHom o1 02.08.2019 N 297-93)

5. 3anpelliaeTcs Npon3BOACTBO:

1) nekapCTBEHHbIX CPEACTB, HE BKIOYEHHbIX B TrOCYAApCTBEHHbIA PEecTp IeKapCTBEHHbIX CPeacTB, 3a
WCKITIOYEHMEM NeKapCTBEHHbIX CPeaCTB, MPOM3BOAUMBIX AN NPOBEAEHMS KITMHUYECKMX UCCNEeA0BaHUA U ANs 9KCMopTa;

2) hanbcndnLMpoBaHHbIX FIEKAPCTBEHHbLIX CPEACTB;
3) nekapcTBEHHbIX CPeACTB 6e3 NULEH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHLIX CPEACTB;

4) nekapCTBEHHbIX CPEACTB C HapylleHWem [paBWi OpraHu3auMu MPOM3BOACTBA M KOHTPOMS KadyecTsa
NeKapCTBEHHbIX CPeaCTB;

KoHcynbTaHTlINOC: NnpumMmeyaHme.
C 29.12.2020 n. 5 4. 5 cT. 45 ytpauunBaet cuny (D3 o1 27.12.2019 N 481-03).

5) dpapmaueBTMYECKON CYyOCTaHLUMM CnvpTa 3TUIIOBOIO (3TaHoMa) Ha TEXHOOTMYeCKOM 06opya0BaHNK, KOTOPOe
He 3aperMcTpMpoBaHO WM 3aKOHCEPBUPOBAHO B COOTBETCTBUM C PegepanbHbiM 3aKOHOM OT 22 Hosbps 1995 roga N
171-®3 "O rocygapCTBEHHOM perynupoBaHUM MNpom3BoACcTBa U obopoTa 3TUNOBOrO ChMpTa, ankorofbHOM W
cnupTocoaepallen npogykumm n o6 orpaHuyeHun notTpebneHuns (pacnuTns) ankorornbHOW NPoAyKLumMn®.
(n. 5 BBegeH depepanbHbiM 3akoHOM OT 29.07.2017 N 278-93)

KoHcynbTaHTlN0C: npnmMmeYvaHume.
C 29.12.2020 4. 5 cT. 45 pononHsietca n. 6 n 7 (93 ot 27.12.2019 N 481-P3).

6. lMpu BBOAE meEKapCTBEHHbLIX CPeACTB B rpa)KgaHCKMM o6OpoT YNOMHOMOYEHHOe NULOo MpPOouU3BOAUTENS
neKapCTBEHHbIX CpeAcTB OCYLLecTBNsieT MOATBEPXKOEHWE COOTBETCTBMS JIEKapCTBEHHLIX cpeactB TpeboBaHuaM,
YCTaHOBIEHHbIM MPU UX FOCYy4apCTBEHHOW perMcTpaunm, U rapaHTUPYET, YTO NIeKapCTBEHHbIE CpeacTBa NPOU3BELEHDLI B
COOTBETCTBMM C TpeboBaHMAMN NpaBuN Haanexallen NPOU3BOACTBEHHON NPaKTUKN.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. YNONHOMOYEHHbIM NMLIOM MPOU3BOANTENS NEKAPCTBEHHbIX CPEACTB ABMSETCS ero paboTHWK, aTTECTOBAHHbIN B
YCTAHOBMEHHOM YMONTHOMOYEHHbIM dheaepanbHbiM OPraHOM MCMOMHUTENbHOW BNacTu MNopsgke U UMEKOLWUA CTax
paboTbl He MeHee 4eM NATb NeT B obnacTtv npousBoacTBa WM (MnM) KOHTPOMS KadecTBa JeKapCTBEHHbIX CPeacTB,
BbicLLee 0bOpa3oBaHMe COOTBETCTBEHHO MO OOHOW M3 crneuuanbHoCcTen U (UNK) OQHOMY M3 HanpaBfEeHUN NMOArOTOBKMU:
fbuonorusa, 6uoTexHomnorus, BeTepuHapusi, BeTepUHApPHO-CaHUTapHas 9KCMNepTM3a, KIWHWYEecKas meauumHa,
paguaunoHHasi, xumudeckas u buonormyeckas 3awmrta, dapmaums, dyHOaMeHTanbHasi MefuuMHa, Xumudeckas
TEXHOMOrMs, XMMUSI.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 02.08.2019 N 297-93)

8. [lpousBoauTenn nekapCTBEHHbIX CPeAcTB (3a WCKNoYeHneM dapmaueBTUYeckon cybeTaHuumn cnupTta
3TWUMOBOrO (3TaHoOMa) MOTryT OCYLUEeCTBMATb NPOAaXY NeKkapCTBEHHbIX CPeACTB UNKU nepegaBaTb UX B YCTAHOBNEHHOM
3akoHogaTenbcTBOM Poccuickon Pegepaumm nopsgke:

(B pean. PenepanbHoro zakoHa ot 29.07.2017 N 278-93)
1) ApyrvM NpPoOmn3BOANTENAM NEKAPCTBEHHbBIX CPEACTB ANs NPOM3BOACTBA NIeKapCTBEHHbIX CPEACTB;
2) opraHv3saumsiMm ONTOBOW TOProBNN NeKkapCTBEHHLIMU CPeacTBaMu;

3) anTeyHbIM opraHu3auuaM, BeTepMHApHbIM anTeYHbIM OpraHn3aunsiM, UHAUBMAYaNbHLIM NPeAnpUHMMATENAM,
MUMEeLLMM NULEH3NIO Ha (PapMaLeBTUYECKYIO0 AEATENbHOCTb UMKU MULIEH3NI0 HAa MEAMLIMHCKYH AeATENbHOCTD;

4) Hay4YHO-uccnenosaTtesribCKMM opraHmsaunam ona HayHHO-MCCﬂeﬂ,OBaTeﬂbCKOVI pa6OTbI;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

5) MeauUMHCKM opraHnsaumnsiM 1 BeTeprHapHbIM OpraHn3aumsiv;

6) opraHuMzauusM 1 MHOMBUAYanNbHbIM NPeanpPUHMMAaTENsM, OCYLLECTBNSALWMM pa3BedeHue, BblpaliMBaHue u
coaepXXaHne XMBOTHBIX (3a UCKIMOYEHNEM NPoAaXM UM (hapMaLLEBTUYECKUX CYOCTaHLMIA UK UX Nepeaaydn).
(n. 6 B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

KoHcynbTaHTlINt0C: npumeyaHme.
C 29.12.2020 B 4. 9 cT. 45 BHOCATCA M3meHeHus (93 o1 27.12.2019 N 481-03).

9. lMpoussogutenu dapmaLeBTUYeckon cyOGCTaHUMM cnvpTa 3TUMOBOro (3TaHora) 06si3aHbl OCYLLECTBNATb
peanusaumio (nepesadvy B ycTaHOBNEHHOM 3aKkoHoaaTenscTBoM Poccunckon ®enepauun nopsiake) papmaueBTUHECKON
cybcTaHuun cnvpTa 3TUMOBOrO  (3TaHona) Mpou3BOAUTENSIM JIEKAPCTBEHHbIX CPEACTB  ANA  NPOM3BOACTBA
NEeKapCTBEHHbIX CpeacTB B eMKOCTAX o6bemoM He 6onee 1 nutpa mn (unn) He meHee 1000 nNUTPoB, a opraHu3auusam,
yKa3aHHbIM B MyHKTax 2 - 6 yacTu 8 HacTosiwen ctaTbu, B Tape 06beMoMm He Gonee 1 nuTpa.

(vacTb 9 BBegeHa PegepanbHbiM 3akoHoM oT 29.07.2017 N 278-93)

KoHcynbTaHTlntoc: npumedaHme.
C 29.12.2020 cT. 45 pononHsetcs 4. 10 n 11 (©3 o1 27.12.2019 N 481-93).

Crtatbs 46. MapkupoBKa nekapcTBeHHbIX CpeacTB

1. JlekapcTBeHHble npenapaTthbl, 3a WCKMOYEHWEM MNeKapCTBEHHbIX MpenapaToB, M3roTOBMEHHbIX anTeyHbIMU
opraHusaumsiM1, BETEPUHAPHBIMU anTeYHbIMU OpraHM3auuaMn, UHOUBUAYANbHLIMW NPEANPUHUMATENAMU, UMEIOLLMMU
NUUEH3NI0 Ha dpapMaLIeBTUYECKYIO AeATENbHOCTb, AOMKHbI NMOCTYNaTh B 06palleHne, ecrnu:

1) Ha WX nNepBMYHOW YynakoBKe (3a WCKMOYEHWEM MEPBUYHON YMNaKOBKW JeKapCTBEHHbIX PaCTUTENbHbIX
npenapaToB) XOPOLIO YMTaeMbiM LIPUATOM Ha PYCCKOM SA3blke yKasaHbl HavMMeHOBaHME fekapCTBEHHOro npenapata
(MexxgyHapogHoe HenaTeHTOBaHHOe, UMW rpynnMpoBOYHOE, WM XMMUYECKOe, Ui TOProBoe HavMeHOBaHWe), HoMep
cepuu, garta Bbinycka (419 MMMYHOOMOMOrMYECKMX NEeKapCTBEHHbIX MpenapaTtoB), CPOK rOAHOCTW, A03MPOBKa wnu
KOHUEHTpauus, o6beM, akTMBHOCTb B eAnHMLAX OeNCTBUS UMW KONMYECTBO A03;

(B pea. PegepanbHbix 3akoHOB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-93)

2) Ha WX BTOPWUYHON (NOTPEOMTENbLCKOW) YyNakoBKE XOPOLLUO YMTaeMbIM LIPUEDTOM Ha PYCCKOM Si3blKe YyKasaHbl
HaMMeHOBaHWE FEeKapCTBEHHOro npenapata (MexayHapodHOe HemnaTeHTOBaHHOE, WU  TPYNMMPOBOYHOE, WK
XUMUYECKOe M TOProBOoe HaMMeHOBaHMS), HAaMMeHOBaHWE MPOU3BOAUTENSI NEeKapCTBEHHOIO MpenapaTa, HOMep cepuu,
Aarta Bbinycka (Ans MMMyHOBMOMNOrMYeCcKUX NeKapCTBEHHbIX NpenapaToB), HOMEP PerncTpPauMoHHOro YAOCTOBEPEHNS,
CPOK rogHOCTK, cnocob NpUMEeHeHUs!, 4O3UPOBKa UIN KOHLEHTpaUMs, 06beM, akTMBHOCTb B €4MHULIAX AeNCTBUSI NGO
KONMMYeCTBO [03 B YMaKoBKe, NEKAPCTBEHHasi oopMa, YCroBUSI OTMyCKa, YCMOBUSI XPaHEHWs, NpeaynpeauTenbHble
Hagnucw.

(B peqa. PepepanbHbix 3akoHOB OT 11.10.2010 N 271-93, ot 22.12.2014 N 429-93)

2. PapmaueBTNYeckue cybCcTaHuMM AOMKHbI MOCTyNaTh B 0OpalleHne, ecrnm Ha UX NepPBUYHON YNaKoOBKE XOPOLLIO
YMTaeMbIM LUPUEPTOM Ha PYCCKOM sI3blke yKasaHbl HauMeHoBaHWe hapMaleBTUYecKon cybecTaHuum (MexayHapoaHoe
HenaTeHTOBaHHOE, WNW  [PYNNMPOBOYHOE, WM  XUMWYECKOE W TOProBOE HaUMEHOBaHWS), HaMMeHOBaHWe
npov3BoanTens apMaueBTUYECKOn CyOCTaHuMu, HOMEep cepuvM W gaTta W3roTOBIEHWSs, KOMMYECTBO B YMaKOBKE U
eaVHULbl U3MEPEHNSI KONMYECTBA, CPOK FOAHOCTU U YCINOBUS XPaHEHUSI.

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

3. JlekapcTBeHHble CpeACcTBa B Ka4eCTBE CbIBOPOTOK AOMKHbI MOCTyNaTh B 06palleHne C ykasaHMEM XXMBOTHOTO,
U3 KpOBW, Mria3Mbl KPOBW, OPraHOB M TKAHEN KOTOPOrO OHU MOJSTyYeHbI.

4. Ha BTOpWYHYIO (NOTPebUTENbCKYI0) YNakoBKy NeKapCTBEHHbIX CPEACTB, NOMYYEHHbLIX U3 KPOBM, NIia3mbl KPOBM,
OpraHoB W TKaHeW 4enoBeka, AOMKHA HaHocuTbcA Hagnuck: "AHTuTtena k BUY-1, BUY-2, k Bupycy renatuta C u
NOBEPXHOCTHLIN aHTUreH B1pyca renatuta B oTcyTcTByoT".

5. Ha nepBuuHyl0 ynakoBKy W BTOPWYHYIO (NOTPEOUTENbLCKYD) YNakoBKY paguodapmaueBTUYecKmx
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

neKkapCTBEHHbIX CPeacTB AOMKEH HAHOCUTBLCA 3HAK pagnaLMOHHOM ONACHOCTU.

6. Ha BTOpu4Hyto (NOTPeOUTENbCKYID) YMNakoBKYy rOMeonaTMydeckMX JeKapCTBEHHbIX NpenapaTtoB AOMKHa
HaHocuTbCs Hagnuck: "flomeonaTndecknin".

7. Ha BTOpWYHYyt0 (NOTpebuTenbCcKyto) yNnakoBKy NleKapCTBEHHbIX pacTUTENbHbIX NpenapaToB AOMKHA HAHOCUTLCH
Hagnuck: "Mpoaykuuns npowuna pagMaumnoHHbIA KOHTPOrb".

8. Ha nepBuyHylo ynakoBky (ecnu pns 3TOro CywecTByeT TexXHU4Yeckass BO3MOXHOCTb) W BTOPUYHYIO
(MOTpPedbUTENbCKY0) YNakoBKYy JNEKapCTBEHHbIX MNpenapaTtoB, MpefHasHa4YeHHbIX AN KIMHUYECKMX WccnegoBaHuN,
[OITKHA HAHOCUTbCA HagnNuUek: "[Nsa KNMHNYECKNX nccnegosaHuin”.

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

9. YnakoBKa FeKapCTBEHHbIX CPeAcTB, MpeAHasHauYyeHHbIX WCKIOUMTENbHO Ans 3KCropTa, MapkupyeTcs B
COOTBETCTBUM C TpeBOBaAHMSIMU CTPaHbI-MMMopTepa.

10. Ha TpaHcnopTHyl0 Tapy, kOTopasi He npegHasHadeHa fAns notpebutenen M B KOTOPYH MOMELLEHO
neKkapcTBEHHOE CPEACTBO, AOMKHA HAHOCMTLCA WHGOpPMauUMs O HaMMEHOBAHMWU, CEPUM NEKapCTBEHHOrO CpefcTBa,
AaTte BbINycka, KOMMYeCcTBE BTOPUYHbLIX (MOTPEBUTENbCKMX) YNAKOBOK JIEKAPCTBEHHOIO CPEACTBa, MPOW3BOAMUTENE
NeKapCTBEHHOrO CpeAcTBa C YKa3aHWMEM HaWMEHOBaHWS U MECTOHaxXOXAEHUs MPOU3BOAWTENSI JEKAPCTBEHHOIO
cpeacTtea (agpec, B TOM 4ucrne ctpaHa u (MnvM) Mecto NpouM3BOACTBaA JIEKAPCTBEHHOrO CPeACTBa), a TakkKe O CPOKe
rogHOCTU NeKapCTBEHHOro cpeactea u o6 YCnoBuAx ero xpaHeHuna n nepeBO3KU, HeO6XOLI,VIMbIe npeaynpeaunTenbHble
HaAMMCK N MaHUNYNATOPHbLIE 3HAKM.

11. Ha nepBMYHYI0O YMakoBKY M BTOPUYHYIO (NOTPEOMTENbCKYD) YMAKOBKY NEKapCTBEHHbIX CPEeACTB Ans
BETEPMHaPHOro NpUMEHEeHUs A0MKHA HAHOCUTLCA HaanNuek: "Ons BeTepnHapHOro NpuMeHeHns".

12. Ha BTOpUYHYto (MOTpebUTENBCKYI) YNaKOBKY NEKapCTBEHHOMO Npenaparta HaHOCUTCS LUTPUXOBOW Kog,.

nasa 9. BBO3 JIEKAPCTBEHHbLIX CPEACTB
B POCCUMUCKYIO ®EAEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
M3 POCCUNCKOW GEOEPALIMU
(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 47. Tlopsgok BBO3a JeKkapCcTBeHHbIX cpeacTtB B Poccuickyio ®Peagepaumio U BbIBO3a
neKapcTBeHHbIX cpencTB U3 Poccuickon Pegepauum
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

1. BBO3 nekapcTBeHHbIX cpefcTB B Poccuiickyto Pepepaumio ocyLlecTBNsieTcs B Nopsiake, YCTAHOBIEHHOM
MpaBuTenbcTBoM Poccuiickon denepalmm, B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOAaTENbCTBOM TaMOXXEHHOro cot3a
B pamkax EBpA33OC (ganee - TaMoXxeHHbIV CO3) 1 (Mnn) 3akoHogaTenscTBoM Poccuiickon ®efepauum o TaMOXXEHHOM
nene.

(B peq. PepepanbHoro zakoHa ot 06.12.2011 N 409-3)

2. BBo3nmble B Poccuiickyto ®epepauuio nekapcTBEHHbIE CPEACTBa AOSMKHbI COAepKaTbCs B rocyaapCTBEHHOM
peecTpe NekapCTBEHHbLIX CPEACTB.
(B pea. PepepanbHbix 3akoHoB OT 06.12.2011 N 409-3, ot 27.12.2019 N 462-93)

3. [Honyckaetca BB03 B Poccuiickyio ®Penepaumio KOHKPETHOM NapTUM  3aperncTpupoBaHHbIX U (Unn)
HEe3aperMcTpUpOBaHHbIX NEKAPCTBEHHbIX CPeAcTB, MpefHasHaYeHHbIX ANs MPOBEeAEHUs! KITMHUYECKUX WUCCreoBaHui
NeKkapCTBEHHbIX  MpenapaToB, MNPOBEAEHUS  3KCMEPTU3bl  FIeKApCTBEHHbIX CPeAcTB  ANs  OCYLUECTBIEHUS
rocygapCTBEHHOMN perncrpauumn ekapCcTBEHHbIX NpenapaToB Unv AN oka3aHus MeAMLUHCKON MOMOLLM MO XU3HEHHBIM
MOKa3aHUAM KOHKPETHOro mnauMeHTa Ha OCHOBaHUM paspeLleHus, BbIOAHHOMO YMNOMIHOMOYEHHbIM dhedepanbHbIM
OpraHoM MCMOMHUTENbHOW BMAcTW MO 3adBMEHUAM MWL, yKasaHHbIX B cTaTbe 48 HacTtoswero ®enepansHOro 3akoHa.
PaccmoTpeHme Takoro 3agdBneHust U MPUHATUE pelleHuMs O Bbljade paspelleHus Ha BBO3 KOHKPETHOW napTuu
3aperMcTpupoBaHHbIX M (UNN) HE3APErMCTPUPOBAHHBIX JIEKAPCTBEHHbLIX CPEACTB, NPeAHa3Ha4YeHHbIX Ansi NpoBeaeHNs
KNMMHUYECKUX WCCMEeAOBaHWUN NEeKapCTBEHHbIX MpenapaTtoB, MPOBEAEHUS 3KCMEPTU3bl NIEKAapCTBEHHbIX CPeacTB ANnd
OCYLLECTBMEHUS TOCYAapCTBEHHOW perncrpaumn nekapcTBEHHbIX NpenapaTtoB WnWM Afs OKa3aHus MeOULMHCKON
MOMOLLM MO >KU3HEHHbIM MOKa3aHUSAM KOHKPETHOro naumeHTa nmbo o6 oTkase B BblAaye yKaszaHHOrO paspeLueHus
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

NMPON3BOAATCS B CPOK, He MpeBblarwmnin nNatm pabounx gHen. lnata 3a Bblgavy yKa3aHHOro paspelleHus He
B3MMaeTCs.
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

KoHcynbTaHTlIntoc: npumedaHume.
C 01.01.2024 4. 3.1 cT. 47 yTpaymBaeT cuny (@3 ot 27.12.2019 N 475-93).

3.1. OonyckaeTtca BBo3 B Poccuiickyto Pegepaumio KOHKPETHOM NapTUM HE3aperncTpMpoBaHHbIX NIEKAPCTBEHHbIX
npenapaToB, cogepXalux HapKoTM4eckue CpeacTBa MM MCUXOTPOMHble BelwecTBa, B nopsgke, YCTaHOBIEHHOM
MpaButenscteoMm Poccurickon depepauuun, ANS OKa3aHUA MEOULWHCKON MOMOLLUM MO XXM3HEHHbIM MNOKa3aHUAM
KOHKPETHOr0O naumeHTa uUnu rpynmnbl NauMeHTOB B Cry4Yae, eClin UMEETCsl peLleHne BpadebHON KOMUCCUM MeONLIMHCKOW
opraHusaumm o Hed3(dEKTUBHOCTM UNN  HEBO3MOXHOCTW MPUMEHEHUS Y  KOHKPETHOTO NauuMeHTa  MHbIX
3aperMcTpmpoBaHHbIX JIEKapCTBEHHbBIX MpenapaToB, B TOM YUCIe COAepXallux Apyrne OeWCTBYHLME BeLLecTBa, U O
HeoOXOOMMOCTM BBO3a OMpeAeneHHOro He3aperncTpypoBaHHOIO JlIeKapCTBEHHOIO Mpenapata C Yyka3aHMem ero
MEXAYHApPOAHOro HenaTeHTOBAHHOIrO (MM XMMUYECKOTO, UK TPYMNMMPOBOYHOINO) HaMMEHOBAHUS, OOPMbI BbiMyCKa U
konuyecTtBa. lepeyeHb 3aboneBaHMN U COCTOSHUIM U COOTBETCTBYHOLUMX NEKAPCTBEHHBLIX NpenapaTtos, codepalumx
HapKoTMYeCcKMe CpeacTBa M MCUXOTPOMHbIE BewecTBa, B LeEnsX OCYLECTBMEHUs WX BBO3a B COOTBETCTBUWN C
TpeboBaHNSIMM HACTOSILLIEN YacTN YTBEPXKOAETCS YNONHOMOYEHHbIM doeieparbHbIM OPraHoOM MCMONMHUTENbHOW BNACTy.
(yactb 3.1 BBegeHa dPepepanbHbiM 3aKkoHOM OT 27.12.2019 N 475-03)

4. B Poccunckyto Pefepaunio MOXHO BBO3WUTb JeKapCTBEHHbIE CPEeACTBa, KayeCTBO KOTOPbIX NOATBEPXAEHO
cepTnnKaToM Npous3BoanTENs NeKapCTBEHHbIX CPeacTB, YAOCTOBEPSAOLWNM COOTBETCTBME BBO3NMbIX JTEKAPCTBEHHbIX
cpeactB TpeboBaHMsaM chapmakoneriHbix cTate nMMbo B criyyae uX OTCYTCTBUSI HOPMAaTMBHOW AOKYMeHTauuu unm
HOpPMaTMBHOIO JOKYMEHTA.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

5. 3anpewaetca BBo3 B Poccuiickyto Pepepauunio  danbCUUUMPOBAHHBIX NEKAapPCTBEHHbIX CPeacTs,
HeJ0OpOoKayYeCTBEHHbIX JIEKAPCTBEHHbBIX CPEeACTB, KOHTpadhaKkTHbIX JIEKAPCTBEHHbLIX CPEACTB.
(B pea. PepepanbHoro gakoHa ot 06.12.2011 N 409-93)

6. ®danbcuduuMpoBaHHbIE IEeKapCTBEHHble cpeacTBa, HeaobpoKayeCTBEHHble eKkapCTBEHHble CpeacTBa
noanexaTr M3bATUIO U MOCNeaylWweMy YHUYTOXEHUIO unn BbiBO3y U3 Poccuiickon ®epepauunn, KoHTpadakTHble
nekapCTBEHHbIE CPEACTBA - M3BbATUIO M MOCNEOYIOWEMY YHUUTOXEHWUIO. YHUYTOXEHUE MM BbIBO3 M3 Poccumnckon
depepaummn  anbCUUNPOBaAHHBIX EKAPCTBEHHbLIX CPEeACTB, HeLOOpPOKAYeCTBEHHbIX FEKAPCTBEHHbIX CPEACTB,
KOHTpadaKTHbIX JIEKAPCTBEHHbIX CPEACTB OCYLIEeCTBMSETCA 3a CYeT Nuua, OCyLWeCcTBMBLUEro ux BBO3. [lopagok
YHULTOXEHUSS U3BATLIX (PanbCUPULMPOBAHHBIX JTEKapCTBEHHbIX CpeacTB, HeaoOpoKayeCTBEHHbIX MeKkapCTBEHHbIX
CpeAcTB, KOHTpadaKkTHbIX NEKAapPCTBEHHbIX CpeacTB ycTaHaBnmBaeTcs NpasutensctBom Poccuiickon ®epepauun.

(B pea. PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

7. Jlvua, ocywecTenswowme BBo3 B Poccuiickyto Pepepaumnio danbcuduumpoBaHHbIX NEKAPCTBEHHLIX CPeacTB,
HeJoOpoKayYeCTBEHHbIX NEKAPCTBEHHbIX CPeACTB, KOHTPadaKTHbIX NTEKapCTBEHHbIX CPeACTB, HECYT OTBETCTBEHHOCTL B
COOTBETCTBMM C TaMOXEHHbIM 3aKOHOAAaTeNbCTBOM TaMOXEHHOro coks3a W (unu) 3akoHogaTenscTBom Poccuiickon
®egepaumm o TaMOXEHHOM Aere.

(B pea. PenepanbHoro zakoHa ot 06.12.2011 N 409-®3)

8. BbiBO3 nekapCTBeHHbIX cpeacTts u3 Poccuinckon ®egepauun ocylecTenseTcsa 6e3 npuMeHeHns orpaHu4eHni,
YCTaHOBIMEHHbIX TaMOXEHHbIM 3aKOHOAAaTeNbCTBOM TaMOXEHHOro cow3a W (unu) 3akoHodatenbcTBoMm Poccuinckon
®egepaumm o rocygapCTBEHHOM PerynMpoBaHUN BHELLHETOPrOBON AeATENbHOCTN.

(B pea. PenepanbHbix 3akoHOB OT 06.12.2011 N 409-®3, o1 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

9. BBoa B rpaxgaHcKuMii 06OpPOT feKkapCTBEHHbLIX NpenapaToB Afs MeAUUUHCKOTrO MPUMEHEHUs, BBE3EHHbIX B
Poccuiickyto ®enepaumto, ocyliectensieTca ¢ cobniogeHnem tpeboBaHui, YCTAaHOBMAEHHbIX cTaTben 52.1 HacTodAwero
denepanbHOro 3akoHa.

(vacTb 9 BBegeHa defepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

Cratba 48. lOpuanyeckume nuua, KOTOPbIM paspelleH BBO3 JieKapCTBEHHbIX cpeacTtB B Poccuiickyto
®Penepauuio
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

(B pea. PenepanbHoro zakoHa ot 06.12.2011 N 409-03)

JlekapcTBeHHble cpeacTBa B Poccuiickyto degepaumo MOryT BBO3UTb:
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

1) npon3BoanTeENN NeKapCTBEHHbIX CPeACTB A4 uenen cobCTBEHHOro npon3BoACcTBa JIEKapPCTBEHHbIX CPEACTB,;

2) MHOCTpaHHble pa3paboTyMKM NEKAapCTBEHHbLIX CPEACTB M MHOCTPaHHbIE MPOU3BOAUTENM JEKAaPCTBEHHbIX
CPEeACTB WUNKU Apyrue lopuaumyeckue nviua no nopyveHuio paspaboTynka NekapcTBEHHOrO CpefcTBa Ans NpoBeneHus!
KMUHUYECKUX  UCCMNeOOoBaHWiA  NeKapCTBEHHOro  npenapaTta, OCYLECTBMEHUS FOCY4apCTBEHHOW — perncrpauum
nekapcTBEHHOro npenapara, BKMHYeHUs hapMaLeBTUHECKON CyGCTaHLUMMN B rOCy1apCTBEHHbIN PEECTp NeKkapCTBEHHbIX
CPeCTB, KOHTPOMNS KavyecTBa feKapCTBEHHbIX CPeACTB MPU Hanmnyun paspeLlueHust YNorIHOMOYEHHOro eaepansHoro
opraHa MUCMONHUTENbHON BNacTu Ha BBO3 KOHKPETHOW NapTuK NEeKapCTBEHHbIX CPeACTB;

3) opraHmsauunmn ONTOBOWN TOProBJ11 NeKapCTBEHHbIMU CpeaCcTBaMU,

4) Hay4YHO-uccriefoBaTenbCkMe OpraHu3auun, obpasoBaTesibHble OpraHu3auum BbICLLIEro 00pa3oBaHus,
Npon3BOOMTENN IEKAPCTBEHHbIX CPEACTB ANndA pa3paboTkn, WCCrefoBaHWW, KOHTpons 6e3onacHOCTW, KadecTBa,
3h(PEeKTUBHOCTM NEKAPCTBEHHbLIX CPEACTB MNPW HanMyuun paspelleHust YNosIHOMOYEHHOro heaepanbHOro opraHa
MCMNONMHNTENbHOW BNacTH;

(B pea. PenepanbHoro zakoHa ot 02.07.2013 N 185-93)

5) MeanumMHcKkMe opraHmM3auum, NHble yKasaHHble B NyHKTax 1 - 4 HacTosiWwen cTaTbu opraHu3auum Anst okasaHus
MEOWLUMHCKON MOMOLM MO  JKM3HEHHbIM MOKa3aHWsIM  KOHKPETHOro nauuMeHTa npu  HanuuumM  paspeLueHus
YNOMHOMOYEHHOro dheepansHOro opraHa WCMOMHUTENBHOM BRacTM Ha BBO3 KOHKPETHOW NapTuu NeKapCTBEHHOro
npenapaTa, BblJAHHOrO B YCTaHOBMEHHOM [Oopsake B (hopMe 3MNEeKTPOHHOrO AOKYMEHTa, MOAMUCAHHOIO YCWUIEHHOW
KBannMuULMpoBaHHOW 3NIEKTPOHHOW NOAMMUCHIO;

(B pen. PepepanbHoro zakoHa ot 12.03.2014 N 33-03)

KoHcynbTaHTlIN0C: npumMmeYaHme.
C 01.01.2024 n. 6 cT. 48 yTpaumnBaet cuny (P3 o1 27.12.2019 N 475-03).

6) rocyaapcTBEHHbIE YHUTAPHbIE NPEANPUATUS, UMYLLLECTBO KOTOPbIX HAX0AMTCS B (hefepanbHOn COOCTBEHHOCTH,
onpenensiemble [MpaButenbctBoM Poccunckon ®epepauumn, B Yactm BBo3a B Poccuickyio ®depgepauunio
He3aperMcTpMpoBaHHbLIX NEKAapPCTBEHHLIX NpenapaToB, COAEepXKalUMX HApPKOTUYECKME CPeAcTBa WIM MCUXOTPOMHbIE
BELLECTBA, AN OKa3aHUA MEAMLMHCKOW MOMOLLM MO >KWU3HEHHLIM MOKa3aHUAM KOHKPETHOro naumeHTa wunu rpynnbl
NauMeHTOoB B COOTBETCTBMU C YacTbio 3.1 cTaTtbu 47 HacToswero defgepansHOro 3akoHa.

(n. 6 BBegeH denepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

Cratbsa 49. [JokyMeHThbI, NpeAcTaBnsieMblie B TaMOXeHHble opraHbl Poccuiickon ®epepauuu npu BBO3e
neKkapcTBeHHbIX cpencTB B Poccuickyro ®egepaumio
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

1. Tpn BBO3e nekapCTBeHHbIX cpeacts B Poccuiickyito depepaumio B TaMOXeHHble opraHbl Poccuiickon
depepaummn Hapsgy C OOKYMEHTaMu, NMpeacTaBieHWE KOTOPbIX MPefyCMOTPEHO TaMOXEHHbIM 3aKOHOAATENbCTBOM
TamoXXeHHOro cot3a u (Mnm) 3akoHogaTenbctBoM Poccuiickon depepauum 0 TaMOXEHHOM Jene, NpeacTaBnsloTCs
cnegyrowmne JOKYMEHTHI:

(B pen. PepepanbHoro zakoHa ot 06.12.2011 N 409-3)

1) CepTVI(bI/IKaT npoun3sBoanTeNna nekapcTtBeHHOro cpencrtea, y,El,OCTOBGpFlIOU.I,VIVI COOTBETCTBME BBO3UMOIO
JIeKapCTBEHHOIo cpeacTtsea TpeGOBaHVIFIM cbapmaKoneVlHon cratbk nmbo B Ccniy4yae ee OTCYyTCTBUA HOpMaTMBHOVI
OOKyMeHTauunm nnn HopMaTuBHOIO JOKYMEHTA,

2) paspeLleHne YnonHOMOYEeHHOro doefepanbHOro opraHa UCMONHUTENBHOW BNAcTU Ha BBO3 KOHKPETHOMW NapTun
nNeKkapcTBEHHOro CpefcTBa B Crlyyasix, yCTaHOBMNEHHbIX YacTbio 3 cTaTbk 47 HacToswero GefepanbHOro 3akoHa.

2. lokyMeHTbI, yKa3aHHble B NyHKTax 1 1 2 yactu 1 HacTosALWen cTaTby, NPeaCcTaBNATCA B TAMOXEHHbIE OpraHbl
Poccuiickon ®eagepaunn npy npubbiTun nekapcTBeHHbIX cpeacTs B Poccuiickyto egepauuio.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

(B pea. PenepanbHoro zakoHa ot 06.12.2011 N 409-03)

CraTtba 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccuickyo ®eaepauuio AN JIMYHOro UCMONb30BaHUA
M WHbIX HEKOMMEepPYeCKUx Luener, a TakKkKe ANA UCMNONb30BaHUA Ha TeppuToOpUM MeXAYHaApPOAHOro
MeAMLIMHCKOro Knacrepa
(B pea. PenepanbHbix 3akoHoB OT 06.12.2011 N 409-®3, ot 29.06.2015 N 160-93)

1. JNlekapcTBeHHble npenapaTtbl MOryT ObiTb BBe3eHbl B Poccuiickylo ®Pepepaumio 6e3 yveta TpeboBaHui,
NpeaycMOTPeHHbIX YacTamm 1 - 4 crtaTtbu 47, ctatbammn 48 n 49 Hactosiwero denepanbHOro 3akoHa, €Criv OHM
npegHasHayeHbl Ans:

(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

1) NMYHOro ucnonb3oBaHWsa uandeckummn nuuamm, npubsiBwMK B Poccuiickyto ®egepaumio. Npu aTom BBO3 B
Poccuiickyito Pepepauumio NekapCTBEHHbIX MpenapaTtoB, COAEpXalux CuibHogencTeywowme u (Mnn) SO00BUThIE
BELLECTBA, BKMOYEHHbIE COOTBETCTBEHHO B CHOUCOK CWUIbHOOENCTBYHOLUMX BeELLeCTB ANd LUenen yrorioBHOro
3akoHogaTenbcTBa Poccunckon degepaumm n B COMCOK A00BUTLIX BELLECTB ANd Lernen yrofloBHOro 3akoHoaarTenscTea
Poccuiickon ®epepauun, yteepxaeHHble NMpaButensctBoMm Poccunckon defepaumm, OCyLLECTBNAETCS NPU Hann4umm
OOKYMEHTOB (3aBEpPEHHbIX KOMWA [AOKYMEHTOB WIIN 3aBEPEHHbIX BbLIMMCOK U3 HUX), NMOATBEPXKAAMOLWMX HasHa4yeHue
U3MYecKOMy NULY YKa3aHHbIX JIEKAapCTBEHHbIX MpenapaToB (3a WCKMOYEHWEM FEKapCTBEHHbIX MpenapaTos,
3aperncTpmpoBaHHbiXx B Poccuickon ®degepaumm u oTtnyckaembix B Poccuiickon ®epepauum 6e3 peuenta Ha
nekapcTBeHHbIM npenaparT). [NogTeepxaarLme JOKYMEHTbI (UX 3aBEPEHHbIE KOMUWN UM 3aBEPEHHbIE BbIMNCKA U3 HUX)
OOIMKHbI cofepaTb CBEAEHMS O HAMMEHOBaHUN U KONMYeCTBE Ha3Ha4YeHHOro nekapcTBEHHOro npenapata. B cnyvae,
ecnn noaTBepXarlLimMe OOKYMEHTbl (MX 3aBEepeHHble KOMUW UMK 3aBepeHHble BbIMUCKM U3 HUX) COCTaBMEHbl Ha
WHOCTPaHHOM A3blKe, K HAM NpuraraeTcsl HotTapuanbHO 3aBEPEHHBIN MeEPEBOL, HA PYCCKUI A3bIK;

(n. 1 B pea. PegepansHoro gakoHa ot 02.06.2016 N 163-93)

2) ucnonb3oBaHMsa  pabOoTHUKaMM  OUMNIIOMAaTMYECKOro Kopnyca wnu npeactaBUTeNsaMU  MeXOyHapOoOHbIX
opraHusaumn, akkpeanToBaHHbIX B Poccunckon degepaumm;

3) neyeHMs nNacCaXMpoB M YMEHOB SKUMaXen TPaHCMOPTHbIX CPeAcTB, noesfdHbix Opurag n BoauTenen
TpaHCMOPTHBIX cpeacTs, NpubbiBLINX B Poccunckyto degepaumio;
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

4) neyeHnst y4aCTHMKOB MEXOYHAPOAHbIX KyNbTYPHbIX, CTOPTUBHbLIX MEPOMPUSTUIA 1 YHACTHUKOB MEXOYHAPOAHbIX
3Kenegnuum;

5) neyeHuss KOHKPETHbIX XMBOTHBIX B 300Mapkax, 300cajax, Lupkax, okeaHapuymax, AenbduHapusx, nevyeHus
OVKNX >KUBOTHBIX, MOCTOSIHHO WM BPEMEHHO Hacensawwmx TeppuToputo Poccuiickon depepauun, Haxogawmxcs B
COCTOSIHAM €eCTEeCTBEHHOW cBOOOAbI M npuHagnexawmx K Bugam, 3aHeceHHbiM B KpacHyto kHury Poccwuiickon
depepaumm n (Unun) KpacHole KHUrM cyobektoB Poccuiickon ®egepaummn, a Takke XUBOTHBIX, BBO3UMbIX B Poccuiickyto
<De,qepauvno OnAa ydactua B CNOPTUBHBLIX U 3pENTULLHBbIX MeponpuAaATUAX;

(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, o1 02.08.2019 N 297-93)

6) MCNonb3oBaHMSA Ha TEPPUTOPUN MEXAYHAPOAHOrO MEAULIMHCKOrO KnacTepa.
(n. 6 BBeaeH PepepanbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. B cnyyasix, npegyCcMOTpPeHHbIX YacTbio 1 HacToswen cTatbk, gonyckaeTcs BBo3 B Poccuinckyio Penepaumio
nekapcTBEeHHbIX NpenapaToB, He 3aperMcTpupoBaHHbIX B Poccuiickont denepaumu.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. JlekapcTBeHHble NpenapaTbl, NpeAHa3HayYeHHble ANS ryMaHUTapHOW NOMOoLLM (COAENCTBUS) UMK NOMOLLM Npu
ypesBblYanHbIX CUTyauusx, BBO3ATCA B Poccuiickylo depepaumio B O0Opagke, YCTaHOBMEHHOM [1paBUTENbCTBOM
Poccuiickon ®epepaumun. 3anpelwiaetcs BBo3 B Poccuitckyio defepalumio He3aperncTpupoBaHHbIX NeKapCTBEHHbIX
npenapaTtoB, MpefgHa3HaYeHHbIX ANs T[yMaHWTapHOW noMowmy (CoOenCcTBUSI) WMMAM MOMOLUM MNPU  Ype3BblYalHbIX
CUTyauusx.

(B pen. PepepanbHoro zakoHa ot 06.12.2011 N 409-3)

Crtatba 51. COpr,qHM‘-IeCTBO cbe.qepanbl-loro opraHa MCNOJNTHUTENIbHON BNacTH, ynonHOMO4Y€eHHOro B
obGnacTn TaMOXeHHOoro gena, u APYyrmx ynonfiHOMO4eHHbIX (bep,epaanblx opraHoB UCNONTHUTENbLHOW BNacTun

www.consultant.ru Crpanmua 81 u3 103
HafeXXHaa npaBoBas noaAepXXkKa


consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF25125297FD55A72A776F8766276AB57DC951A846CBEE705EEC867BA5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF25125297FD55A72A776F8766276AB57DC951A846CBEE705EEC867BA5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF25125297FD55A72A776F8766276AB57DC951A846CBEE705EEC8173A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF25125297FD55A72A776F8766276AB57DC951A846CBEE705EEC8173A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512539CFB51A62A776F8766276AB57DC951A846CBEE705EE58C71A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512539CFB51A62A776F8766276AB57DC951A846CBEE705EE58C71A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF25125297FD55A72A776F8766276AB57DC951A846CBEE705EEC8171A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF25125297FD55A72A776F8766276AB57DC951A846CBEE705EEC8171A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512539DFD52A42E776F8766276AB57DC951A846CBEE705EE48473A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512539DFD52A42E776F8766276AB57DC951A846CBEE705EE48473A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512539DFD52A42E776F8766276AB57DC951A846CBEE705EE58471A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512539DFD52A42E776F8766276AB57DC951A846CBEE705EE58471A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF25125196F358A020776F8766276AB57DC951A846CBEE705EE4857AA5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF25125196F358A020776F8766276AB57DC951A846CBEE705EE4857AA5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF25125297FD55A72A776F8766276AB57DC951A846CBEE705EEC8177A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF25125297FD55A72A776F8766276AB57DC951A846CBEE705EEC8177A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF25125297FD55A72A776F8766276AB57DC951A846CBEE705EEC8174A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF25125297FD55A72A776F8766276AB57DC951A846CBEE705EEC8174A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512539CFB56AD2E776F8766276AB57DC951A846CBEE705EE48276A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512539CFB56AD2E776F8766276AB57DC951A846CBEE705EE48276A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512539CFB51A62A776F8766276AB57DC951A846CBEE705EE58C76A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512539CFB51A62A776F8766276AB57DC951A846CBEE705EE58C76A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF25125297FD55A72A776F8766276AB57DC951A846CBEE705EEC8175A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF25125297FD55A72A776F8766276AB57DC951A846CBEE705EEC8175A5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512519CFE52A728776F8766276AB57DC951A846CBEE705EE4857AA5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF2512519CFE52A728776F8766276AB57DC951A846CBEE705EE4857AA5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF25125297FD55A72A776F8766276AB57DC951A846CBEE705EEC817AA5CA2CDD1E4D1E183FA1745591B134H5M6H
consultantplus://offline/ref=4B20476FD5CD0BB44175244D7BEF25125297FD55A72A776F8766276AB57DC951A846CBEE705EEC817AA5CA2CDD1E4D1E183FA1745591B134H5M6H
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

1. YnonHoMou4eHHble eaeparnbHble OpraHbl WCMOMHUTENBHOM BNacTu MPefoCTaBnsAlT B PacropsiKeHue
denepanbHOro opraHa UCMOMHUTENBHOW BNacTy, YMOSIHOMOYEHHOTrO B 0611acTy TaMOXXEHHOro Aena, rocyaapCTBEHHbI
peecTp NeKkapCTBEHHbIX CPEACTB, a Takke MH(MOPMAaLMIO O BblOaHHbLIX Pa3pelleHusix Ha BBO3 KOHKPETHOW mapTum
NeKapCTBEHHbIX CPeACTB B Cryvasix, yCTaHOBMEHHbIX YacTbio 3 cTaTbh 47 HacTosiwero denepanbHOro 3akoHa.

2. ®depepanbHbIl  OpraH WCMOMHUTENbBHOM BMACTW, YMOMHOMOYEHHbIN B 00MacTM TaMOXeHHOro fena,
MHGOPMUPYET YKasaHHble B YacTu 1 HacTosiwen ctaTtbM YNONIHOMOYEHHbIE doeaeparnbHble opraHbl UCNOSTHUTENBHOM
BNacTM O BBO3e JleKapCTBEHHbIX cpeacts B Poccunckyio Pepepaunio U BbIBO3E€ JEKAPCTBEHHBLIX CPEeACTB U3
Poccuiickon ®epepauumn no oopme 1 B Nopsaake, KOTopble ycTaHoBneHbl [MpasutensctBom Poccuiickon ®epepauun.

(B pea. PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

Mnasa 10. PAPMALIEBTUYECKASA OEATENBbHOCTDb
Crtatbs 52. OcyuwectBneHne chapmaLeBTMHECKOWN AEeATENbLHOCTH

1. ®apmaueBTUYecKas OeATeNbHOCTb OCYLLECTBMASETCA OpraHusauusiMy ONTOBOW TOProBnU NeKapCTBEHHBIMM
cpeacTBaMu, anTeYHbIMW  OpraHusaumsiMy, BeTepWHapHbIMKM  anTeYHbIMW  OpraHusauusiMu, WHOUBUAYanbHbIMU
npeanpuHMmMaTensaMy, UMerLWUMn MLEH3No Ha apMaleBTUYecKy0 AeATeNbHOCTb, MEAULMHCKUMI OpraHM3aumsamu,
UMELMMN  FIMUEH3NI0 Ha (apMaueBTUYECKy0 OEeATenbHOCTb, M KX 060COoBNeHHbIMM  nogpasgeneHnsMm
(ambynatopusimu, denbawepckumm 1 penbawepcKo-akyLepCckuMmn nyHKTamu, LeHTpamu (oTgaeneHuamu) obuien
BpadyebHoN (CemMerHOoWN) MpaKTUKK), PacrnoNIOKEHHbIMU B CEMbCKMX HacCeneHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYHOT
anTeyHble oOpraHu3auuMuM, W BeTepuHapHbIMKM OpraHMsauusMi, WUMELWUMU NULEH3NI0 Ha  dapMaueBTUYECKYHo
OeATenbHOCTb.

(B pea. PenepanbHoro gakoHa oT 25.11.2013 N 317-93)

2. duanyeckne nuua MOryT OCYLLEeCTBNATbL dhapMaLeBTUYECKYID AeATenbHOCTb NPW Hanuyuu BbICLLIEro WNu
cpegHero chapmaleBTUYeCcKoro obpasoBaHua U cepTudmkaTa crneumanucta, BbICLLEro UNM cpeaHero BeTepuHapHOro
obpasoBaHMs ¥ cepTudukata crneuvanucta, a Takke BbICLIEro WM CcpegHero MeauuMHCKOro obpasoBaHus,
cepTudmkata cneumanucta M AOMNOMHUTENBHOIO NPodeccMoHanbHOr0 0bpasoBaHUA B 4acTU PO3HUYHOW TOPrOBMU
nekapCTBEHHbIMW MpenapartaMmyM MNpu  yCrioBuM wux paboTel B  060COOMEHHBIX MNoApa3geneHnsx MeamnuMHCKUX
opraHusaumi, ykasaHHbIX B YacTu 1 HacTodALen cTaTbu.

(vacTb 2 B peq. PepepanbHoro dakona ot 27.07.2010 N 192-$3)

KoHcynbTaHTlINOC: npumMmeyaHme.

Crt. 52.1 gcrynaet B cuny ¢ 29.11.2019. JlekapcTBeHHble npenapatbl AN MEAULMHCKOrO NPUMEHeHUs, BBEOEHHbIe
B rpaxgaHckui obopot go 29.11.2019, nognexaTt XpaHeHuio, NepeBo3Ke, OTMYCKy, peanu3auun, nepegade,
NPUMEHEHUIO 10 UCTeYeHNs cpoka ux rogHocTun (O3 oT 28.11.2018 N 449-03).

CraTtbsa 52.1. BBoA B rpaxkgaHCKuMi 060poOT NleKapCTBEHHbIX NpenapaToB ANA MeAULMHCKOro NPpUMeHeHUs
(BBegeHa PenepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

1. MNMepen BBOAOM B rpaxaaHCKU 0OOPOT KaXXOOW Cepuu Unn Kaxkgon napTum npovsBefdeHHoro B Poccuinckon
dPepepaumm nekapcTBEHHOrO npenapata And MeaMUMHCKOrO MPUMEHEHUS, 32 UCKITIYEHUEM MMMYHOBUONMOrMYecknx
nekapCTBEHHbIX NpenapaToB, MPOU3BOAUTENb TaKOro JIeKapCTBEHHOro npenapata npeacrtaBnseTr B dhenepanbHbIl
opraH UCMOMHUTENBLHOW BIlaCTW, OCYLLECTBASAOWNA YHKUMA NO KOHTPOM M Haa3opy B cdepe 34paBOOXpaHeHUs,
OOKYMEHT MpOoM3BOOMTENS IEKApCTBEHHOIO0 CpefcTBa, NOATBEPXKAANLWMIA KavyeCTBO NEKapCTBEHHOro npenapara, U
noaTBepXAeHMe YMNONMHOMOYEHHOMO nuua NpoM3BOAUTENS NEKApCTBEHHbLIX CPEACTB COOTBETCTBUS NEKapCTBEHHOro
npenapata TpeboBaHUsAM, YCTaHOBMEHHbLIM NPW €ro rocyAapCTBEHHON perncTpaumu.

2. lepen BBOOOM B IpaKdaHCKMA OOOPOT KaXKOOM CEpUM WK KaXdow napTum BBO3UMOro B Poccuiickyto
depepaumio NekapcTBEHHOro npenapara Ansg MeOULUHCKOrO MPUMEHEHUS, 3a UCKIIOYEHMEM MMMYHOOMONOrMYeCcKmX
nekapcTBEHHbIX MpenapaToB, OpraHu3auus, OCYLLEeCTBASLWAa BBO3 fEeKapCTBEHHOro npenapata B Poccuiickyto
depepaumio, npeactaenseTr B dedepanbHbIi opraH WUCMOMNHUTENbHOW BNacTW, OCYLUECTBASOWUA YHKUUN 1O
KOHTPOMO W Haas3opy B cdepe 3opaBooXpaHeHusi, cepTudmkaT NpOM3BOAMTENS JIEKAPCTBEHHOrO CpPeAcTBa,
yOOCTOBEPSIIOLLMI COOTBETCTBME BBO3MMOIO fIEKApCTBEHHOIO npenaparta TpeboBaHusaM capMakonenHon ctatbu, a B
cnyyae OTCyTCTBUSI (papMakonerHonm cTaTbuM TpeboBaHWsIM HOPMAaTMBHOW [OOKYMEHTauuW, W MOATBEPXOEHue
npeacTaBUTENst opraHM3auuu, OCYLWECTBNAKOLWEN BBO3 NEKapCTBEHHOro npenapata B Poccuickyio degepaumio u
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

YNOMHOMOYEHHOWN MHOCTPaHHBLIM NPOU3BOAMTENEM NMEKAPCTBEHHbBIX CPeACTB, COOTBETCTBMS BBO3MMOIO NEKapCTBEHHOIO
npenapara TpeboBaHNsIM, YCTAaHOBIEHHbBIM MPU €ro rocy4apCTBEHHOW perncTpaumm.

3. [opanok npeacTaBneHus B COOTBETCTBUM C YacTaMM 1 M 2 HacTOsLWEN CTaTbU JOKYMEHTOB M CBeOeHUn O
nekapCTBEHHbIX NpenapaTtax, BBOAMMbIX B rpaxgaHckui obopoT, ycTaHaBnuaetca [lpaButenbctBom Poccumnckon
depepauuun.

4. B OTHOWEHUN NepBbIX TPEX CEpUA UMM NapTUMKU NEeKapCTBEHHOro npenapaTa, BnepBble MPOU3BEAEHHOro B
Poccuiickon ®epepaumm wnu  BnepBble BBO3UMOro B Poccuitckyio depepauumio, B dedepanbHbld  opraH
WCMNOMHWTENBHOW BMAacTW, OCYLLECTBASIOWMIA (YHKUMM MO KOHTPOSKO M Hag3opy B cdepe 34paBOOXpaHEHUs,
OOMOSNTHUTENBHO MNPEACTaBNAETCA MPOTOKON WCMbITAHUA O COOTBETCTBMM CEpUM WU MapTuM  JIeKapCTBEHHOrO
npenapaTa gnst MEQULMHCKOro NpUMEHEHUs NokasaTensam KayecTBa, NpeayCMOTPEHHbIM HOPMATUBHOM AOKYMEHTaLMEN
(Banee - NPOTOKON UCMbITAaHUI), MPOBOAMMbIX aKKpeOUTOBaHHLIMU B COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccuinckom
depepaumm 06 akkpeguTauuM B HaLMOHaANbHOW CUCTEME akkpeautauun degepanbHbIMU  FOCyaapCTBEHHLIMU
OlOMKETHBIMU  yYpeXOeHVUsaMKN,  MOOBEAOMCTBEHHbIMM  ddefepanbHOMy — OpraHy  MCMOSIHUTENbHOW  BracTw,
OCYLLECTBAAILWEMY (PYHKUUM MO BbIpabOTKE M peanv3auuy rocyJapCTBEHHOW MOMUTMKA U HOPMaTUBHO-MPaBOBOMY
perynupoBaHuio B cdepe 34paBoOXpaHeHus, u dedepanbHOMY OpraHy MCMOSTHUTENBHON BACTW, OCYLLECTBISIOWEMY
QYHKUMM MO KOHTPOSO U Haas3opy B cdepe 3apaBooxpaHeHusa. [lopadok BbigauM ykasaHHbIMM doefeparnbHbiMy
roCyapCTBEHHbIMU  BIOMKETHBIMU  ydYpeXOeHUssMU  OaHHOro npoToKona WM pasMep nnaTtel 3a €ero  Bblgady
ycTaHaBnmeatoTca MNMpaButensctBoMm Poccunckon ®enepaumn.

5. ExerogHo He nosgHee 1 (peBpana NpomM3BOAUTENM FEKapCTBEHHbIX CPEACTB WU OpraHu3auuu,
OCyLLeCTBMAOLWME BBO3 NeKapCTBEHHbIX npenapatoB B Poccuiickyio Pegepaumio, npedcrtasnsoT B dedepanbHbIn
OpraH MCMONHUTENbHON BNAcCTW, OCYLLECTBASIOWMIA (PYHKUMM NO KOHTPOMK M Hag3opy B cdepe 3apaBOOXpaHeHus,
NPOTOKOMN UCMbITaHWI NOCTYNMBLLENO B TeYEHME roaa B rpaxaaHckuin obopoT nekapCTBEHHOro npenapaTta KOHKPETHOro
npoussoamnTens (Ha OAHY CEPU0 KaXXJoro TOProBoro HaMMEHOBaHUSA C YYETOM JieKapcTBEHHOW hopMbl U [O3NPOBKM),
NPOBOAMMbBIX aKKpeaMTOBaHHbIMU B COOTBETCTBUM C 3aKoHoAaTenbcTBoM Poccuinckon degepaumm o6 akkpegutaumm B
HaLMoHanNbHOM cUCTEME akkpeamMTaummn neneltatenbHeiM1 nabopatopusamm (LeHTpamm).

6. lMpousBoauTenu nekapcTBEHHbIX CPeACTB MMM OpraHuM3aLluu, OCYLLECTBMsLWME BBO3 JE€KApPCTBEHHbIX
npenapatoB B Poccunckyto ®defepauuio, He MeHee 4eM 3a OAWH rof [0 NNaHWpyeMblX MPUOCTAHOBMNEHUS UMK
npekpaLleH1s NpoM3BOACTBA NIEKAPCTBEHHbIX NpenapaTtoB unmn nx Beo3a B Poccuickyio ®egepauuio yBeaoMnsioT ob
3TOM doefepanbHbli opraH UCMONHUTESNTbHOW BNacTu, OCYLIECTBASOWMA OYHKUMN MO KOHTPOSIKO U Hag3opy B cdepe
34paBoOXpaHeHus n eaepasibHbll OpraH UCMONMHUTENbHOW BNACTW, OCYLLECTBASALWNA OYHKLUN MO NIMLEH3NPOBAHNIO
Npon3BOACTBa NIEKaPCTBEHHbIX CPeaCTB.

7. Beog B rpaxgaHckum obOpOoT KaxkOOW CepuM UMK KaKOoW MapTuM MMMYHOOMOMNOrM4eckoro fnekapCTBEHHOMO
npenapaTta, npou3BeaeHHoro B Poccuickon degepaumm unm BBo3umoro B Poccuiickyto ®egepaumnto, oCyLLECTBASIETCS
Ha OCHOBaHMM paspelleHus, BbldaHHOro defeparnbHbiM OPraHoOM MWCMOMHUTENBHOM BNAcTW, OCYLLECTBASHOWMM
YHKUMU MO KOHTPOMI W Haasopy B cdepe 30paBOOXPaHEHWs, Ha OCHOBaHWM BblOAHHOMO dedeparnbHbIMU
rocyapCTBEHHbIMW OIOMKETHBIMU  YUPEXKAEHUAMW, YKa3aHHbIMU B 4acTu 4 HacCTOSLWeN CTaTbW, 3aKMHYeHUs O
COOTBETCTBMM CEPUMN UMK NAPTUM MMMYHOBMONOrMYECKOro fiekapCTBEHHOrO npenaparta TpeboBaHNsIM, YCTaHOBINEHHbIM
Mpy ero rocyaapCcTBEHHOW pernctpauun. [1opagok BbiAayn paspelleHus Ha BBOA B FpakgaHCKMM 06opoT cepuu mnm
napTum UMMYHOBMOMOrMYECKOro fiekapCTBEHHOrO Mnpenapara, a Takke MOPSAOK BblAavu YKa3aHHOIO 3aKIiYeHus u
pasmMep nnatbl 3a ero Bblgady yctaHaBnuaaloTca [pasutensctsom Poccunckon egepaumu.

8. 3a HenpeacTaBneHve UnNn HECBOEBPEMEHHOE MPEACTaBIEHNE OOKYMEHTOB M CBEAEHWUN, NPedyCMOTPEHHbIX
yactamm 1, 2, 4, 5 n 6 HacTosLLEN CTaTbyu, NPOU3BOAUTENM NEKAPCTBEHHbIX CPEACTB M OpraHM3aumm, OCyLLECTBAIOLWLME
BBO3 Jl€eKApCTBEHHbIX npenapatoB B Poccuickyio ®Penepauunto, HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C
3akoHogartenbcTBoM Poccuiickon deaepaumm.

9. lNpencrasneHne OOKYMEHTOB W CBeAdeHUr, NPedyCMOTPEeHHbIX Yactamu 1, 2 n 4 HacTosdwen crtaTbu, U
nony4yeHne npeaycMOTPEHHOIO 4YacTblo 7 HACTOsWEN CcTaTbM paspelleHus Ha BBO4 MMMYHOOMONOrMYECcKoro
NEeKapCTBEHHOrO npenapata B rpaXgaHCKun obopoT He TpebykTcss B OTHOLWEHWM JEeKapCTBEHHbIX Npenapartos,
npegHasHayeHHbIX ANs1 NPOBEAEHUST  KIMMHMYECKUX WCCMELOBaHWA NEKapCTBEHHbIX MNpenapaToB, NPOBEAEHMS
3KCMEpPTM3bl NEKApPCTBEHHbIX CPEeaCTB ANnd  OCYLLUECTBMEHUS ToCyaapCTBEHHOW peructpaumm  nekapcTBEHHbIX
npenapaToB, a TakKke B OTHOLUEHWM HE3APErmMCTPMPOBAHHLIX NEKAPCTBEHHbLIX MpenapartoB, NpeaHasHa4yeHHbIX Ons
OKasaHWsi MeOMUMHCKOW MOMOLUM MO KM3HEHHbIM MOKa3aHWsAM KOHKPETHOro MauueHTa WnAvM rpynnbl NauMeHTOoB,
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

BBO3UMbIX B Poccuiickyto degepaumio B cooTBETCTBMM C 4Yactamu 3 1 3.1 ctatbm 47 Hactoswero PepepansHoro
3aKoHa.
(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 475-93)

10. MNpwn BbISBNEHWM B rpaxgaHCKoM 00OpOTe Cepun Unu NapTUM NeKapCTBEHHOrO npenaparta, AOKYMEHThl U
CBeEeHUsA O KOTOPbIX, MPeayCMOTPEeHHbIe YacTamu 1, 2 n 4 HacTosilen CTaTbW, He npeacTaBrieHbl B hedeparnbHblit
opraH WCMOSTHUTENbLHOM BracTW, OCYLLECTBNALWMNA (OYHKLMM MO KOHTPOMO WU HaA30py B cdepe 3apaBoOXpaHeHus,
nuoéo cepun nnn napTmn VIMMyHOGI/IOJ'IOFI/I‘-IeCKOFO NNekapCTBEeHHOro npenaparta, He MMerLWmnx paspelleHmna Ha Beoa B
rpaxxgaHckmii obopoT, NpedyCMOTPEHHOro 4acTbio 7 HacToslwen cTaTbu, defeparnbHbid OopraH MWCMONHUTENbHOM
BNacTU, OCYLLECTBASAOWMNA (PYHKLMN MO KOHTPOMIO N Haa30py B cdhepe 30paBOOXpaHEHUs!, B 0OpAaKe, YCTAHOBEHHOM
MpaBuTensctBoM Poccunckon degepaumm, MPUHMUMAET peLLEHNe O NPeKpaLleHnn rpaXkgaHckoro obopoTa Takmx cepum
U1 NapTMm 0o NpeacTaBneHns yka3aHHbIX JOKYMEHTOB U CBeAEeHWUI MO0 NOMyYeHWs yKasaHHOro paspeLueHust.

Cratba 53. [lpomaxa, nepepaya neKapCTBEHHbIX CpeACTB oOpraHusauMssMU ONTOBOW TOProBnu
neKapcTBeHHbIMU cCpeacTBamMm

KoHcynbTaHTlINOC: NnpumMmeyaHume.
C 29.12.2020 B @63. 1 4. 1 cT1. 53 BHOCcATCA N3MeHeHus (D3 oT 27.12.2019 N 481-03).

1. OpraHusauuy OMNTOBOW TOProBMM JEKApCTBEHHbIMM CPeAcTBaMM  MOTYT  OCYLLECTBNATb  Npoaaxy
neKkapcTBEHHbIX CPeCTB UMM NepefaBaTh UX B yCTaHOBMEHHOM 3aKoHoAaTenbCTBOM Poccuiickoi denepaumm nopsake:

1) ApyrMm opraHv3aumam oNTOBOW TOProBNW NeKapCTBEHHbIMU CpeacTBaMu;

2) NpoV3BOAMTENSAM NIEKAPCTBEHHBIX CPEACTB AJ151 Lienel NPoM3BOACTBA NTeKapCTBEHHbIX CPeACTB;
3) anTeyHbIM opraH13aLUuaM U BETEPUHAPHBIM anTeYHbIM OpraH13aLusaM;

4) Hay4HO-UCcCneaoBaTENbCKUM OpraHU3aLmnsaM Ans Hay4yHO-UCCrieaoBaTerbCkon paboThl;

5) nHamsuayarnbHbiM nNpegnpuHnMartendam, MMerwmmMm JMUEeH3N0 Ha q)apmaueBqueCKyro OeATerNIbHOCTb WUINnn
JIMLUEH3NIK Ha MEONLNHCKYO OeATENIbHOCTb;

6) MeauuMHCKMM OpraHusaumsMm, B TOM 4uUCrne CO34aHHbIM W 3aperMcTpuMpoBaHHbIM B COOTBETCTBMM C
3aKkoHOAaTeNnbCTBOM MHOCTPaAHHOMO rocydapctea - uneHa OpraHu3auum 9KOHOMUYECKOro COTpyAHUYECTBa U pasBUTUSA
WHOCTPaHHbIM IOPUANYECKUM NULAM, MHAMBUAYaNbHbIM NpeanpuHUMaTensMm, ABASLWUMCH yvYacTHUKaMU MpoekTa B
cooTBeTCcTBMM € PepepanbHbiM 3akoHOM "O MexayHapogHOM MEeOMUMHCKOM KrnacTepe U BHECEHUN W3MEHEHWI B
OTAenbHble 3aKkoHOoAaTeNbHbIE akTbl Poccuiickon ®egepaunn”, n BEeTEpUHAPHbIM OpraHM3aumsm;

(B pen. PepepanbHoro zakoHa ot 26.07.2019 N 240-93)

7) opraHusauusiM M UHAMBWUZYanbHbIM NpeanpuHUMaTensM, OCYLLECTBMSIOWMM pa3BedeHne, BblpaluBaHue u
coaepxaHne XMBOTHBIX (3a UCKIMOYEHNEM NPoAaXM UM (hapMaLLEBTUYECKUX CYOCTaHLMIA UK UX nepegayn).
(n. 7 B pea. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

KoHcynbTaHTlIN0C: npumMmevaHme.
C 29.12.2020 v. 2 cT. 53 nanaraetcsa B HoBon pegakunn (93 o1 27.12.2019 N 481-d3).

2. OpraHusaumMm ONTOBOW TOProBMM fEeKapCTBEHHbIMU CpeAcTBaMuM 0053aHbl  XPaHUTb  3aKYMIEeHHYH0
dhapmaLeBTMYECKY0 CyOCTaHUMIO chnvMpTa 3TUMOBOrO (3TaHoma), OCYLEeCTBMATb €e peanusauuio unu nepegady B
yCTaHOBMNEHHOM 3akoHogaTenbcTBoM Poccuiickon ®egepauny nopsigke opraHvM3aumsiM, ykasaHHbIM B nyHkTax 1 - 7
yacTu 1 HacTosiLen cTaTbm, B Tape 06bemMoM He Gornee 1 nuTpa.

(vacTb 2 BBegeHa PegepanbHbiM 3akoHoM oT 29.07.2017 N 278-93)

Cratba 54. [lpaB1na onToBOM TOProBnu feKapCTBeHHbIMU cpeacTBaMmmu

OnToBas TOproenA rekapCTtBeHHbIMU cpeacTtBaMun OCyLLEeCTBIIAETCA Nponu3BoANTENAMU NEeKapCTBEHHbLIX CpeacTB
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

W opraHusauusiMiM ONTOBOW TOProBMM NEKapCTBEHHbIMW CPeacTBaMu NO MpaBunaM Haanexailen AUCTpubboTOpCKON
NpakTUKM 1 OpaBunaM Hagnexallen NpakTUKM XpaHeHWs U NepeBO3KW NMEKapCTBEHHbIX NpenapaToB, YyTBEpPXAEeHHbIM
COOTBETCTBYHOLLUMM YMONTHOMOYEHHBIMU cheaepanbHbIMU OpraHamy UCMOSNTHUTENBHOW BNacTy.

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

Cratba 55. MopsaaoK pO3HUYHON TOProBnu NekapcTBeHHbLIMU NpenapaTamm

1. Po3HMYHaa TOproBnsA rfekapCcTBEHHbIMW npenapataMmn B KONMWYECTBAax, HEOOXOAUMbIX ANS BbIMONHEHWUS
BpayebHbIX (henbalepcknx) HasHaYeHU UNN Ha3HaYeHU cneumManncToB B 06nacTn BeTepnHapum, OCyLLeCTBNSeTCS
anTeYHbIMU OpraHn3aunaMmn, BeTepMHAPHbLIMW anTeYHbIMM OpraHM3aunsaMmn, UHAUBUAyanbHbIMW NpeanpuHuMaTensamu,
UMELLUMUN NULEH3UI0 Ha (bapMaLeBTUYECKY0 AeATENbHOCTb, MEOULMHCKUMU OpraHM3aumnsmMmn, UMEOLMMU NULEH3NIO
Ha dhapmaLeBTUYECKYIO OeATENbHOCTb, 1 X 060c06NeHHbIMU NogpasaeneHnsammu (ambynatopusamu, penbaepckumm m
denbaLIepcKo-aKyLLepCKMMM  MyHKTaMu, UeHTpamu (oTAeneHusiMv) obuielt BpavebHOW (CEMENHOWN) MpaKTuKM),
pacnofioKeHHbIMM B CENbCKUX HacCemneHHbIX MNyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyvHble opraHuM3auun, u
BETEPUHapHbIMM OpraHM3aumsaMi, VMEeLWUMN INULEH3NI0 Ha dapMaueBTUYecKylo AesTenbHOoCTb. PaspelueHa
PO3HUYHAasA TOProBrs TOMNbKO NEeKapCTBEHHbIMM NpenapatamMu, 3apermctpupoBaHHbiMy B Poccuiickon ®egepauun nnm
W3roTOBMEHHbIMM anTEeYHbIMW OpraHu3auusiMiM, BETEepMHaPHbIMU anTeYHbIMW OpraHuM3aunsaMu, WHAMBUOYaNbHbIMU
npeanpuHMMaTensM, MUMEWMMU  NULUEH3NI0  Ha dapMaueBTUYECKyl0 AesTeNnbHoCTb. PO3HWMYHas Toprosns
neKkapcTBEHHbIMM MpenapaTaMy OCYLLeCTBNAEeTCA MO OpaBunaM Haanexalwlew anTeyHOW NPaKTUKW, YTBEepXAEeHHbIM
YMONIHOMOYEHHbIM hefeparibHbIM OPraHOM UCMONHUTENBHON BRacTy.

(B pea. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

2. Buibl anTeuvHbIX OpraHM3auuii v pOpaBuna OTMyCcKa NeKkapCTBEHHbIX nNpenapaTtoB ANA  MeAMLMHCKOro
NPUMEHEHMS anTeYHbIMW OpraHM3auusaMu, WHAMBMAYaNbHbIMWU NpearnpuHUMaTensaMn, WMEeWUMN NULEH3NI0 Ha
dapmaueBTMYECKYI0 AeATeNnbHOCTb, a Takke [OpaBuna OTNyCcKa JflekapCTBEHHbIX MpenapaToB AN MeOMLUMHCKOro
NMPUMEHEHNA MEAULMHCKAMMW OpraHu3auusMun, MMEeLWUMK FIMLEH3NI0 Ha dapmaueBTUYeCcKylo AeAaTenbHOCTb, U UX
o6ocobneHHbIMM nogpasgeneHuaMy (ambynaTopusamu, enbawepckuMm 1 denbaepcko-akyLWepcKMMm NyHKTamu,
ueHTpamu (oTaeneHusmu) obuien BpayvyebHON (CeMEenHOW) MPaKTWMKWM), PAaCrOfOXEHHbIMU B CEMbCKUX HaCeneHHbIX
MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHnsaumu, yTBEepXX4aloTCs YNONMHOMOYEHHbIM heaepanbHbiM OpraHoM
NCMONHUTENBHON BRacTy.

(B pea. PepepanbHoro gakoHa oT 25.11.2013 N 317-93)

3. lMpaBuna oTnycka HapKOTUYECKUX CPEACTB W MNCUXOTPOMHbLIX BELLEeCTB, 3aperucTpupoBaHHbIX B KavecTBe
nekapCTBEHHbIX MpenapaToB, JIEKAPCTBEHHbLIX NMPenapaToB, COAEpXalMX HapKOTUYEeCKMe CPeAcTBa UM NCUXOTPOMHbIE
BellecTBa, YTBEPXKAAKTCS YNOMHOMOYEHHbIM dheeparibHblM OpraHoOM MCMOSIHUTENbHOW BacTU NO COrfacoBaHuUio ¢
denepanbHbIM OpraHOM UCTONMHUTENBHOIM BRACTH, YNOMHOMOYEHHBLIM B chepe BHYTPEHHUX Aen.

(B peq. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. [lekapcTBeHHbIE NpenapaTbl 415 BETEPMHAPHOro NPUMEHEHMS NoAanexaTt OTNyCcKy BETEPUHAPHbIMU anTeYHbIMM
opraHusaumsiM1, BeTEPUHAPHLIMU OpraHU3auMsiM1, UHAMBUMAOYaANbHBIMU NPeanpUHUMATENSIMU, UMEIOLWMMU TIULEH3MIO
Ha dapmaueBTUyeckylo paesTenbHocTb. OTMNYCK NEKapCTBEHHbIX NpenapaToB Ans BETEPUHAPHOTO MPUMEHEHUS
OCYLLECTBMSAETCH B COOTBETCTBUM C NMpaBuNiaMu Hagnexallei anTe4yHOW MPaKTUKU NeKapCTBEHHbIX MpenapaTtoB Ans
BETEpPUHAPHOro npuMeHeHua, yTeepxgeHHbIMU YNOoJIHOMOYEHHbIM Q)e,qepaanuM opraHomMm WCMONMHUTENBHON BNacTu.

(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

5. MNepeyeHb MeAWLMHCKMX OpraHu3auui, UMELWUX MNULEH3NI0 Ha (papMaueBTUYECKYD OeATEeNbHOCTb, U KX
000Cc0o0neHHbIX nogpasgeneHnn (amoynatopuii, enbawepckux U genbaepcKo-aKyLepPCKMX MYHKTOB, LIEHTPOB
(oTmeneHuin) obuern BpayebHom (CeMENHON) NPaKTMKKN), PACNOSIOKEHHbBIX B CEJTbCKMX HACENEeHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeudHble oOpraHuM3aumMM, a Takke nepedeHb eKapCTBEHHbIX MpenapaToB (3a WCKMYEHUEM
HaPKOTMYECKMX NIEKAPCTBEHHbLIX NMPENapaToB U NCMXOTPOMHbIX NIEKAPCTBEHHbIX NPenapaToB), Npogaxa KOTOPbIX MOXET
OCYLLECTBMATLCA YKa3aHHbIMW OpraHn3aumsmMmmn n nx o6ocobneHHbIMM NogpasaeneHnsMmn, yCTaHaBNMBaOTCS opraHamm
ncnonHuTeneHoM BnacTn cybbektoB Poccuiickon degepaunn.

(B pea. PepepanbHoro zakoHa ot 25.11.2013 N 317-93)

6. AnTeuyHble opraHMsauuu, HAMBUAYanbHbIE NPeAnpUHUMATENU, UMELOLLUE NULIEH3NI0 Ha hapMaLEeEBTUYECKYIO
OesTenbHoCTb, 06si3aHbl 0becnevnBaThb yTBEPXAeHHbIN NpaBuTensctBoM Poccunckon ®egepauum n hopmupyembili B
YCTaHOBMEHHOM UM [0OpSAKE MWHMMAarbHbIN aCCOPTUMEHT JIEKAapCTBEHHbBIX MpenapaToB, HEOOXOAMMbIX ANS OKa3aHus
MeAULIMHCKOM NMOMOLLIN.

(vacTb 6 B pen. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

7. AnTeyYHble opraHv3auuv, MHOUBMAyarnbHble NpeanpvHuMaTeny, MMeKLLMe JIMUEH3NI0O Ha hapmaLeBTUYECKYIO
[eATenbHOCTb, HapsQy C NeKapCTBEHHbIMU MpenapaTtaMyM MMEKT npaBo npuobpeTaTte M npodaBaTb MeOMLMHCKUE
nsgenus, aesvHuuupylowmne cpeactea, npeaMeTsbl U CPeAcTBa NIMYHOM TUIMEHbl, NOCyay ANs MEeAMLMHCKMX Lenen,
npegMeTbl M cpeacTBa, npefHasHadYeHHble ons yxoda 3a 60MbHbIMWA, HOBOPOXAEHHBIMUM U AETbMWU, HE OOCTUMLLUMU
BO3pacTa Tpex JfieT, O4YKOBY ONTUKY N CPEACTBA YXOA4a 3a HEel, MUHeparnbHble BOAbl, MPOAYKTbl ne4ebHoro, 4eTCKoro u
OMEeTNYECKOro NUTaHus, BUoNorMyeckn akTuBHble Jo6aBKN, NaproMepHbIE U KOCMETUYECKME CPEACTBa, MeAULMHCKNE
N CaHWTapHO-MPOCBETUTENBHBIE NeYaTHbIE N3aaHus, NpegHasHavYeHHble AN nponaraHabl 340POBOro obpasa XuU3Hu.

(B peq. PenepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, o1 25.11.2013 N 317-93)

8. JeaTenbHOCTb anTeyHbIX opraHusaunin BoopyxeHHblx Cun Poccuinickon denepaumu, Apyrux BOUCK, BOUHCKUX
POpMMPOBaHUA 1 OpraHoB, B KOTOPbIX 3akoHodaTenbCcTBOM Poccuinckonn Pegepaumm npegyCMOTPEHO NMpoXoXaeHue
BOEHHOW CNy0bl Unn gpegepanbHO rocygapCTBEHHON CNYXObl, CBA3aHHOW C NPaBOOXPaHUTENBHOW AESATENbHOCTLI,
pernameHTupyetcs Hactoswmm PepepanbHbiM 3aKOHOM M YTBEPXKAEHHbIMU COOTBETCTBYOLWMMKU deaepanbHbIMU
opraHamu UCMOMHUTENbHOW BRacTn nonoxeHuamu. KoHTponb 3a cobniogeHMeM  yKasaHHbIMU - anTeYHbIMU
opraHmsaumMsMy  MNonoxeHun  Hactosiwero  defepanbHOro  3akoHa  OCYLLECTBNSETCA  COOTBETCTBYIOLLMMU
denepanbHbIMM OpraHamMu UCMNONTHUTENBHON BNacTu.

(B pea. PepepanbHoro 3akoHa oT 13.07.2015 N 262-93)

Crtatbs 56. U3aroToBneHne n oTnyck NekapcTBeHHbIX NpenapaToB

1. WsrotoeneHue NNIEKapCTBEHHbIX TMpenapaTtoB antevyHbiMMn opraHn3aunamn, BeTepUuHapHbIMU anTeYHbIMU
opraHunsauuamu, unHOmMBuMayanbHbIMKA  npeanpuHuMartendamm, uMernwmnmMm  nMUueH3nr  Ha d)apmaueBqueCKyro
OEeATENIbHOCTb, OCYLUEeCTBIAETCA MO peuentaM Ha JleKapCTBeHHble npenapartbl, Mo Tpe6OBaHVIFIM MeONUNHCKUNX
OpI'aHVI3aLI,VIl7I, BeTEePUHApPHbIX OpFaHVI3aLI,VIl7I B COOTBETCTBUM C NpaBuiaMn WU3roTtoBlieHUA N OTNyCKa J1eKapCTBEHHbIX
npenapartos, yTBepXaeHHbIMU YNOJTHOMOYEHHbIM q)enepaanbuvl opraHom MCMNOMHUTENBHOW BRACTW.

2. lMpn M3roToBNEHNN NEeKapCTBEHHbIX NpenapaTtoB anTe4YyHbIMU OpraHu3auusMn, BETEPUMHAPHBLIMU anTeYHbIMK
opraHusauvamu, WHAMBMAYyanbHbIMWA  NPeanpuHMMaTensaMy, UMEKLWMMM  JIMLEH3UI0 Ha  apMaueBTUYECKYH
[esATeNnbHOCTb, MUCMOMb3YTCS (hapMaueBTUYECKME CyOCTaHUMMK, BKIOYEHHbIE COOTBETCTBEHHO B FOCYAaPCTBEHHbIN
peecTp NnekapCTBEHHbIX CPEACTB AN MEeAMULMHCKOrO NPUMEHEHMUS U rOCY4apCTBEHHbIN PEECTP NEKaPCTBEHHbIX CPEACTB
Ons  BeTepMHapHOro nNpPUMEHEHWs B YCTaHOBNEHHOM nopsake. He pgonyckaetca uW3rotoBrneHue anTevHbiMU
opraHnsaumsiMy, BeTepuHapHbIMKM anTeYHbIMU OpraHn3aumMsmMu, MHAMBUAYanbHbIMU NpeanpuHMMaTensMu, UMeLLMMn
NVLEH3NI0 Ha (hapMaueBTUYECKYIO AeATENbHOCTb, NIEKAPCTBEHHbIX NPenapaToB, 3aperncTpMpoBaHHbIX B Poccuinckon
denepauymm.

3. MapKVIPOBKa NeKapCTBEeHHbIX MnpenapaTtoB, M3roTOBJIEHHbIX anTe4YHbIMU OpraHu3aunamMmun, BeTEepPUHaAPHbIMU
anTevyHbIMU OpraHn3aumammn, nHgnenayanbHbIMKU npeanpunHnmMmaTtenaMmy, MMerLwmnmMn NMMUEH3N0 Ha d)apmaueBTl/lquKyro
AeATenbHOCTb, U OCbOpMﬂeHl/Ie Taknx npenapaTtoB OOJDKHbl COOTBETCTBOBATb MpaBuilaM, YyKas3aHHbIM B 4acTu 1
HacTosLLEN CTaTbW.

4. AnTedyHble opraHu3auuu, BeTepuHapHble anTedHble OopraHu3auuu, WHAMBMAYasbHble npegnpuHUMaTenu,
UmetoLme nUUEH3N0 Ha dapMaueBTUYECKYO OesTeNbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobntogeHue npaswun
N3roTOBMEHNS N OTMYyCKa NeKapCTBEHHbIX NpernapaToB B COOTBETCTBMM C 3aKoHoAaTenbCTBOM Poccuiickoi denepaumu.

CraTbA 57. 3anpelueHue npoaaxm cdanbcucpuumpoBaHHbIX NleKapCTBEHHbIX CpeacTs,
HeAoOpoKayeCTBEHHbIX NNEKAPCTBEHHbIX CPEeACTB, KOHTPadaKTHbLIX JIEKapCTBEHHbIX CPeAcTB

I'Ipop,axa d)aJ'IbCM(*)I/ILI,MpOBaHHbIX NeKapCTBEHHbIX CpeacTB, Heﬂ,06pOKa‘-IeCTBeHHbIX NeKapCTBEHHbIX CpeacCTB,
KOHTpaCbaKTHbIX JNIeKapCTBEHHbIX CPpeacTB 3anpeLlaeTcA.

CraTtbsa 58. XpaHeHMe NneKkapCTBEeHHbIX CPeACTB

1. XpaHeHue neKkapCTBEHHbIX CPEACTB OCYLUECTBMSETCS NPOU3BOAUTENSIMU  JIeKapCTBEHHbIX CPEACTB,
opraHu3aumsiMM ONTOBOW TOPrOBMMW reKapCTBEHHbIMU CPEACTBaAMU, anTeYHbIMKU OpraHu3auusiMi, BeTepUHapPHbLIMU
anTeYyHbIMU OpraHN3aunsaMU, UHAMBUAOYaNbHBIMU NPEANPUHMMATENAMY, UMELWMU NIULEH3NI0 Ha (hapMaLeBTUYECKYIO
OesATEeNbHOCTb UMM NULEH3NI0 Ha MeOWUMHCKYI AeATEeNbHOCTb, MEAMLMHCKUMK OpraHu3auusiMi, BeTepuHapHbIMM
opraHusauMsiMM M WHbLIMU OpraHM3auusMK, OCYLLECTBISIOWMUMM ObpalleHVe NeKapCTBEHHbIX CpeacTB. XpaHeHue
NeKapCTBEHHbIX CPeACTB A4Sl BETEPMHAPHOro NMPYMEHEeHWs1 opraHn3auusiMm U MHAMBMAYanbHbIMU NpeanpyuHuMaTensMm
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

B Cny4asix, ecn OHW MCMONb3YTCH WCKMHOYUTENBHO MNPU pasBedeHUW, BblpalivBaHWM, COOEPXKAHUM W FeYeHUM
XKMBOTHbIX, MOXET OCYLLECTBNATLCA 6e3 NONy4YeHUst NULEH3MN Ha hbapMaLEeBTUYECKYHO AEATENbHOCTb.
(B pea. PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. I'Ipanma XpaHeHUa JeKapCTBEHHbIX CpeacTB yTBepXaakTcA COOTBETCTBYHOLWMM  YNONTHOMOYEHHbIM
cbe,u,epaanblM opraHom MCMNONHUTENbHOW BRacTu.

3. XpaHeHme HaPKOTUYECKUX NeKapCTBEHHbIX cpencrTs, NCUXOTPOMNHbIX NNeKapCTBEHHbIX cpencrTs,
pa,D,VIO(*)apMaLI,eBTVI‘-IeCKVIX NNeKapCTBEeHHbIX CpeacTB OCYyLIeCTBIAEeTCA B COOTBETCTBMM C 3aKOHOOATENIbCTBOM
Poccuiickon ®epepauuu.

Cratbsn 58.1. [peaMeTHO-KONMYECTBEHHbIN Yy4YeT JIeKaPCTBEHHbIX CpPeAcTB ANA  MeAULMWHCKOro
npUMeHeHus
(BBepeHa depepanbHbIM 3akoHoM OT 25.12.2012 N 262-93)

1. I'IeQequb JNeKapCTBEHHbIX cpencTts ana MeaNLIMHCKOIro NPUMEHEHN4, noanexatimx
npeaMeTHO-KOJIM4eCTBEHHOMY Yy4eTy, YyTBepXXaaeTCA YNONIHOMOYEHHbIM cbe,qepaanblm opraHom NCMNONHNTENBHOW
BacTu.

2. HOQHQOK BKIOYEeHNA NnekapCTBeHHbIX cpeacTB And MeaAUUUHCKOro npumMmeHeHnsa B nepedeHb JNeKapCTBEHHbIX
cpeacte Ans MeOUUMHCKOrO MPUMEHEHUs, noanexawmx npegMeTHO-KONMYECTBEHHOMY Y4eTy, YyCTaHaBnMBaeTcs
YMNONHOMOYEHHbIM (hefepanbHbiM OpraHoM WMCMONMHUTENBLHOW BRacTW MO COrfacoBaHWi0 C gpedepanbHbiM OpraHoM
NCMNONHUTENBHON BNacTyh, YNONHOMOYEHHbIM B cchepe BHYTPEHHMX Aen.

(B pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. [lNpeaMeTHO-KONMMYECTBEHHbLIN Y4YeT NeKapCTBEHHbIX CPeAcTB AN MeOUUMHCKOTO MNpUMEHeHus BegyT
NPON3BOAMTENMN NeKapCTBEHHbIX CpeacTB, OpraHn3auMm ONTOBOW TOProBNW fNeKapCTBEHHbIMW CpeacTBamMu, anTeyHble
opraHvsaumu, nHanBuayanbHble NPeanpuHUMaTeny, UMetoLme NUUEeH3nio Ha apmaueBTUYECKy0 OeATeNbHOCTb Unn
MVUEH3NI0 Ha MEeAVUMHCKYI0 AEeATenbHOCTb, W MedWUMHCKMEe opraHuM3auun, ocyliecTersowme obpaleHue
nekapCTBEHHbIX CpeacTB AN MEeAMLUMHCKOro NpuMMEHeHus, nyTeM perncrpauumn niobbix CBA3aHHbIX C X obpalleHnem
onepauun, NP1 KOTOPbIX U3MEHSETCS UX KOMMYECTBO U (MNN) COCTOSHME, B CneumarnbHbIX XXypHanax ydyeTta onepauun,
CBSI3aHHbIX C OOpalleHMeM neKapCTBEHHbIX CPEeACTB Ans MEeOULMHCKOro NpuMMEeHeHuWs (oanee - cneuuanbHble
XypHansl).

4. MNpaBuna perncTpaumn onepaumii, CBA3aHHbIX C OOpalleHMeM NeKapCTBEHHbIX CPeacTB AN MeAULMHCKOro
NPUMEHEHNS!, BKIMIOYEHHbLIX B MNEepeYeHb JfeKapCTBEHHbLIX CPeAcTB ANs MeAMUMHCKOrO NPUMEHEHUs, MoAneXalumx
NpPeLMETHO-KONMYECTBEHHOMY YYeTYy, B CreumanbHbiX >KypHanax W MnpaBunia BeOeHWss U XpaHeHus1 cheumnanbHbIX
)KYpHanoB yTBepXaatTcsl YNONHOMOYEHHbIM dedeparnbHbIM OpraHoM UCMONHUTENBHOWM BNacTu.

5. KoHTponb 3a cobniogeHvem OpasBun peructpaumum onepauui, CBA3aHHbIX C obpalleHneM neKkapCTBEHHbIX
cpeacts ANnd MeauMUMHCKOrO NPUMEHEHWs, BKMOYEHHbIX B MepeyeHb JeKapCTBEHHbIX CPeAcTB Ans MeOUUUHCKOro
NPUMEHEHWs, noanexalimx npeamMmeTHO-KONIMYECTBEHHOMY YUETY, B CreumarnbHbIX XypHanax, a Takke 3a cobniogeHnem
OpaBui BeOEHUS M XpaHeHWs creumanbHbiX JKYpHanoB BO3naraetcsi Ha YNOMHOMOYeHHble defdeparbHble OpraHbl
NCMONHUTENBHON BNAacTu U opraHbl UCMONHUTENbHOW Bnactn cybbektoB Poccuiickon Pegepaumm, ocyllecTBrsowme
NMUEH3NpOBaHNe MPOM3BOACTBA JIeKAPCTBEHHbLIX CpeacTB, (hapmaueBTUYecKoW AeATeNnbHOCTU U MeaULMHCKOW
OEeSATeNbHOCTH, U OCYLLECTBSETCS B paMKkax NIMLEH3NOHHOMO KOHTPONS.

Maea 11. YHWYTOXEHUE JIEKAPCTBEHHbIX CPEACTB
Crtatba 59. OcHOBaHMA M NOPAAOK YHUUTOXEHUSA NeKapCTBEHHbIX CPpeacTB

1. HepobGpokayecTBeHHble NeKapCTBEHHble CpeacTBa, anbcudurumpoBaHHble FeKapCcTBEHHbIE CpeacTBa
noanexaTr u3bATUIO M3 obpalleHus U YHUYTOXEeHWI0 B [opgaake, ycTaHoBneHHom [lpasutenbctBom Poccuickon
®epepaummn. OcHOBaHMEM ANS YHUHTOXEHNS NeKapCTBEHHbIX CPEACTB ABMSETCH pelleHne Bnagenbla fekapCcTBEHHbIX
CpeacTB, peLleHne COOTBETCTBYIOLLEro YMONMHOMOYEHHOro dedepanbHOro opraHa WCMOMHMTENbHOW BRactu wunu
pelueHue cyaa.

(B pea. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

2. KOHTpa(baKTHbIe NeKapCTBEHHbIE cpeacTBa noanexart U3bATuto U3 06paLLl,eHMF| N YHUYTOXEHUIO MO peLueHnto
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

cypa. [opagoK YHUUTOXEHWS KOHTPadaKTHbIX IeKapCTBEHHbIX CpeacTB ycTaHaenuBaeTcs [paBuTenbCTBOM
Poccuiickon ®epepaumun.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

3. Pacxogbl, CBSiI3aHHble C YHUUTOXEHWEM KOHTpadaKkTHbIX JNEKAapCTBEHHbIX CPEACTB, HeA0OpOoKayeCTBEHHbIX
NeKapCTBEHHbIX CpeacTB, hanbCcUULMPOBAHHLIX NIeKapCTBEHHbIX CPEACTR, BO3MELLATCS UX BrnagesbLem.

4. Bnapeney NNIeKapCTBEHHbIX CpeacTtB AO0JNKeH npeacrtaBuTb B yI'IOJ'IHOMO‘-IeHHbIﬁ d)eu,epaanblﬁ opraH
NCMNONHUTENBbHON BRacTu OOKYMEHT U 3aBepeHHY B YCTaHOBJIEHHOM MNOPALKE ero KOoMnuk, noaresepXxaakwwmne (*)aKT
YHUHUTOXEHUA NeKapCTBEHHbIX CpenCTB.

5. CooTBETCTBYOLMIA YNONHOMOYEHHbIV dhedeparnbHbIi OpraH UCMONHUTENBLHON BNAacTu, NPUHABLLMI pelueHne 06
YHULTOXEHUW NEKapCTBEHHbIX CPEACTB, OCYLUECTBAET KOHTPOSb 3a UX YHUYTOXEHNEM.

6. YHWUYTOXEHME FeKapCTBEHHbIX CpPeacTB MNPOU3BOAMTCS OpraHuM3auMsMy, UMELLMMU COOTBETCTBYHOLLYHO
NMLEH3NIo, Ha crneuunanbHo 06opyaoBaHHbIX NMoLwagkax, NofMroHax u B cneumanbHo 06opyaoBaHHbLIX MOMELLEHMSIX C
cobntogeHnem TpeboBaHun B 06MacTM OXpaHbl OKpyXarwllen cpegbl B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuiickon ®epepauuu.

7. HapkoTunyeckme neKkapcTBEHHble cpeAacTBa, MCUXOTPOTHbIE NeKkapCcTBEHHbIe CpeacTBa,
paguodapMaleBTUYECKME NEKApCTBEHHbIE CpPeACcTBa  YHUUTOXAOTC B COOTBETCTBUM C  3aKOHOOATENbCTBOM
Poccuiickon ®eaepaunn.

Maea 12. TOCYOAPCTBEHHOE PErYNIMPOBAHUE LIEH
HA NEKAPCTBEHHbBIE NPEMNAPATbI ANnA MEOULMHCKOIO NPUMEHEHUA

Cratbsa 60. NlocypapcTBeHHOE perynupoBaHMe LieH Ha NneKkapcTBeHHble npenapartbl ANA MeAULMHCKOro
npuMeHeHus

Focyp,apCTBeHHoe perynupoBaHne LUeH Ha JIeKapCTBeHHble npenapatbl ONnAd MeaAUUUMHCKOro npuMeHeHUuA
OCyLleCTBIIdeTCA NoCpeCTBOM:

1) ytBepxaeHus [MpaButensctBom Poccuickon degepauum nepeydHst XM3HEHHO HeOBXOAMMBIX U BaXKHEWLINX
nekapCcTBEHHbIX NpenapaToB, KOTOPbIN ChopMUPOBaH B YCTAHOBNEHHOM UM OOPSAAKE HA OCHOBE KOMMIIEKCHOW OLEHKM
neKkapCTBEHHbIX MNpenapaToB, BKMYas aHanuM3 CBeAeHWA O CPaBHUTEMNbHOW KIMHUYECKON 3EKTUBHOCTU W
6e30nMacHOCTM NEeKapCTBEHHOro CpeAcTBa, OLEHKY 93KOHOMWYECKMX MOCneACTBUA MNPUMEHEHWUS feKapCTBEHHOro
cpeacTBa M nsyyeHne AOMONHUTENbHBIX MOCNEACTBUA NMPUMEHEHWS NIeKapCTBEHHOTO CPeaCcTBa;

(n. 1 B pea. PegepanbHOro gakoHa ot 22.12.2014 N 429-93)

2) yTBepxOeHWs MeTOAMKM pacdyeTa npedernbHbIX OTMYCKHbIX LieH Npou3BOoAMTENEN Ha neKapCTBEHHble
npenapartbl, BKMOYEHHbIE B NEpPeYeHb XU3HEHHO HEOOXOAMMbIX U BaXKHEMLLUX FeKapCTBEHHbIX MpenapaToB, a Takke
BHEAPEHNS MexaHn3MoB (POPMUPOBAHUSA CUCTEMbI PedePEHTHbIX LiEH;

(B pea. PenepanbHbix 3akOHOB OT 22.12.2014 N 429-®3, o1 06.06.2019 N 134-03)

3) rocynapcTBEHHOWM perncrpaummn npedenbHbIX OTNYCKHbIX LIeH Npou3BOAUTENEN Ha NekapCTBEHHbIE NpenapaThl,
BKJItOYEHHbIE B NEPeYEHb XXU3HEHHO HEOOXOANMBIX U BaXKHEWLLUMX NEKAPCTBEHHbLIX NPenapaTos;
(B pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BeNeHUA rocyagapCTtBeHHOro peectpa npenesibHbiX OTNYCKHbIX UeH npowssop,meneﬁ Ha JeKapCTBEeHHbIe
npenaparbl, BKINO4YEHHbIE B NepeYeHb XN3HEHHO HeobX0AMMbIX U BaXKHENLLIMX JIEKapCTBEHHbIX NpenapaToB;

5) yTBepxaeHMs MEeToOMKW YCTaAHOBMEHMSI OpraHaMy MWCMOMHUTENbHOW Briactu cybbektoB Poccunckon
depepaumm npegensbHbiX pasMepoB ONTOBbIX HAA0ABOK M NpeaenbHbIX pa3MepoB PO3HUYHbBIX HaAbaBOK K hakTU4eCKMM
OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MPOU3BOANTENAMMU NEKApPCTBEHHLIX MNpenapaToB, Ha fNeKkapCTBEHHbIe npenaparTsl,
BKITHOYEHHbIE B NEpeYeHb XU3HEHHO HEOOXOAMMbIX Y BaXKHEMLLMX NEKAPCTBEHHbIX NpenapaTos;

6) ycTaHoBneHus nNpeaenbHbIX pa3mepoB ONTOBbIX HA40aBOK M MpederibHbIX Pa3MepoB PO3HWYHbIX HagbaBoOK K
HaKTUYECKNM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MPOU3BOAUTENAMU NEeKapCTBEHHbIX NpenapaTos, Ha NEKapCTBEHHbIE
npenaparbl, BKIOYEHHbIE B NepeYeHb XXN3HEHHO HEOOXOOUMBIX N BaXXHEWLLUMX JIEKApPCTBEHHbIX Npenaparos;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

7) yTBEpXOeHUs nopsigka Bblgauu NpeanvcaHni opraHam MCMNOMHUTENbHOW BlacTu CyObeKkToB Poccumnckon
depepaumm o npuBeaeHMM B COOTBETCTBME C 3akoHodaTenscTBoM Poccunckon ®enepaumm pellennin o6 yctaHoBneHum
npegenbHbIX pa3aMepoB ONTOBbIX HaA6aBOK M NpefenbHbIX pa3mMepoB PO3HUYHbLIX HaAbaBOK K PaKTUYECKUM OTMYCKHbIM
LeHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSAMU NEKApCTBEHHbIX MpenapaTtoB, Ha feKapCcTBeHHble npenaparhbl,
BKIMIOYEHHbIE B NepeyvYeHb XXU3HEHHO HEOOXOAMMbBIX U BaXKHEWMLLMX NEeKapCTBEHHbIX NpenapaToB, €Crv OHW MPUHSTLI C
HapylleHveM 3akoHogaTenbcTBa Poccunckon ®epepauun, B nopaake, ycraHoBneHHoM lMpasuTtensctBoM Poccuiickon
depepauuy;

8) HanpaBneHus yNonHOMOYeHHbIM doefeparbHbIM OPraHOM MUCMOMHUTENbHOM BNAacTU opraHam UCMNONHUTENbHON
Bnactu cybbektoB Poccuiickon ®egepauum npegnucaHvii O NMPUBELEHUN B COOTBETCTBUME C 3aKOHOOATENbLCTBOM
Poccuinckon ®depepaumm NpUHATBIX C  HapylweHWeM 3akoHodaTtenbcTBa Poccuiickon Pepepaumm peweHun ob
YCTaHOBIIEHWUM NpPeAerbHbIX pa3MepoB OMTOBbLIX HAA0aBOK U NpeaeribHbIX Pa3MepoB PO3HUYHbIX HaAOaBOK K LieHaM Ha
neKkapcTBEHHbIe npenapaTthl, BKMAYEHHbIE B MNEPEYEHb >XM3HEHHO HEOOXOAMMbIX W BaXKHEMWLUUX NEKapCTBEHHbIX
npenapaTos;

9) ocywecTBneHns egepanbHOro rocyaapCTBEHHOro Haasopa B cdpepe obpalleHus fekapCTBEHHbIX CPeACcTB U
pernoHanbHOro rocyfapCTBEHHONO KOHTPOMSA 3a MPUMEHEHMEM LieH Ha fleKapCTBeHHble mnpenapaTtbl COOTBETCTBEHHO
YNONTHOMOYEHHbIMU  dbeepanbHbIMU  OpraHamMn  UCMOMHUTENbHOW BRacTu W OpraHamu UCMOMHWUTENbHOW BMAACTK
cybvektoB Poccuiickon ®egepaumm cornacHo MX KOMMETeHUMU B Mopsigke, YCTaHOBMEeHHOM [1paBMTENbCTBOM
Poccunckon degepaumu;

(n. 9 B pen. ®egepansHoro 3akoHa oT 25.06.2012 N 93-93)

10) nMpumMeHeHMs MNpegyCMOTPEeHHbIX 3akoHodaTenbcTBoM Poccunckon depepaumm Mep OTBETCTBEHHOCTM 3a
HapylweHve nopsaka LeHoobpa3oBaHWs Ha NeKkapCTBEHHble MpenapaTtbhl, BKIMOYEHHble B NepeyYeHb >KU3HEHHO
HeoOXOAMMbIX M BaXKHEMLLUX NeKapCTBEHHbIX NpenapaTos.

(B pea. PenepanbHoro zakoHa ot 27.12.2019 N 475-03)

KoHcynbTaHTlNtoc: npumedaHume.
3apernctpupoBaHHbie o 07.06.2019 npegenbHble OTNYCKHbIE LIEHbI NOANEXaT 06a3aTenbHON nepeperncTpaLmn B
2019 - 2020 rogax B cootBeTcTBUM CO CT. 2 D3 oT 06.06.2019 N 134-D3.

Ctratba 61. [ocymapcTBeHHasi perucTpaumss M nepeperncrpauns npegernibHbIX OTNYCKHbIX LEH
npousBoAuTENnei Ha neKapCcTBeHHble MpenapaTbl, BKMOYEHHble B NepeyYeHb XWU3HEHHO Heo6XoAUMbLbIX |
Ba)XXHEWLKNX fleKapCcTBEHHbIX NpenapaTos

(B pea. PepgepanbHoro gakoHa ot 06.06.2019 N 134-93)

1. MNpepenbHas OTNyCcKHas LeHa NpOM3BOAWTENS Ha NEKapCTBEHHbIA Mpenapar, BKIOYEHHbIN B NepeyeHb
XM3HEHHO HEOGXOAMMBIX U BaXKHEWLUMX reKapCTBEHHbIX MpenapaTtoB, MOAMEXWT roCyAapCTBEHHOW perucTpaumn B
nopsagke, YyctaHoBneHHom [NpaBuTenbctBoMm Poccuiickoin  depepaumm, Ha OCHOBaHWM  MPEACTABIIEHHOMO B
YNOMHOMOYEHHBI  heepanbHblil - OpraH WUCMOMHUTENBLHOW BRacTM  3asiBNeHWUs [epxaTtens wWnu  Bnagenbua
PEerncTpaumoHHOro Y10CTOBEPEHWS NEKAPCTBEHHOTO Npenapara (YNnofHOMOYEHHOro UM nuua).

2. 3apeructpuvpoBaHHas npegefibHas OTMNYCKHAs LeHa Mpov3BOAMUTENS Ha MNeKapCTBEHHbIM npenapar,
BKIMIIOYEHHBIN B MNEpeyvYeHb >XU3HEHHO HEOOXOAMMBIX W BaXHEWLUMX FeKapCTBEHHbIX MpenapaToB, MOXeT ObiTb
nepeperncTpupoBaHa B CTOPOHY yBENWYEHUS OOWMH pa3 B KaneHgapHOM rogy Ha OCHOBaHWM MnpeacTaBieHHOro B
YNOMHOMOYEHHBIV heaepanbHbll OpraH UCMOMHUTENBHONM BNacTu Ao 1 okTabps KaXaoro roga 3asiBNeHust aepxartens
Unu BnagenbLa perncTpaLyoHHOro YA0CTOBEPEHMS NEKapCTBEHHOTO npenapara (YNofHOMOYEHHOro UM nuua).

3. 3apervuctpupoBaHHasi npegenbHas OTNyCKHas LeHa nNpou3BOAWUTENS Ha JeKkapCTBEHHbIA Mpenapar,
BKITIOYEHHBIA B MNEpeYeHb >XU3HEHHO HEOOXOOUMBIX W BaXKHEWLWMX JIEKAPCTBEHHLIX MpenapaTtoB, MOXeT ObITb
nepeperncTprpoBaHa B CTOPOHY CHWKEHMUSI HA OCHOBaHWM NpeacTaBieHHOro B YNONHOMOYEHHbIM dheaeparbHbli opraH
NCMONHUTENBHON BracTy 3asBMneHUs AepXxaTens Unu BnagenbLa pernctpaumMoHHOro YAOCTOBEPEHUS NeKapCTBEHHOMO
npenapaTa (YynosIHOMOYEHHOro UM nuua).

4. OepxaTtenb Unu Brnagenew permcTpaumMoHHOro YaoCToBepeHus NekapCTBEHHOro npenapata (YnofHoMoYeHHoe
UM nuuo) obs3aH NpeAcTaBUTb B YMNOMHOMOYEHHBI dbedeparnbHblii opraH WCMONHUTENIbHOW BrnacTu 3asiBlieHne o
nepeperncTpaunm 3aperncTpupoBaHHOW NpeaenbHOM OTMYCKHOWM LieHbl NPOU3BOAUTENS Ha NeKapCTBEHHbIV Npenapar,
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

BKITHOYEHHBIN B NEpeYeHb XXU3HEHHO HEOOXOAUMBIX U Ba)KHEWLLMX NEKAPCTBEHHbIX NMPenapaToB, B CTOPOHY CHUXKEHUS B
CreayLLmMxX cryyasx:

1) CHMXEeHue LeHbl B I/IHOCTpaHHOIZ BanwTe Ha J'IeKapCTBeHHbIIZ npenapar B CTpaHe npou3BoanTend un (VIJ'II/I) B
CTpaHax, B KOTOPbIX ﬂeKapCTBeHHbIVI npenapart 3apermctpmnpoBaH 1 (VIJ'IVI) B KOTOpPbI€ NOCTaBNAETCA NPOnU3BoANTENIEM;

2) CHMWKeHVe UeH Ha pedepeHTHbIe NekapcTBEHHbIe npenapaTtbl B COOTBETCTBUM C NMYHKTOM 1 HAcTosLWEn YacTu
(ans cooTBETCTBYIOLLMX BOCMPOM3BEAEHHbIX, BrioaHanoroBbix (6MonogobHbIX) NekapcTBEHHbIX NpenapaTtoB);

3) npeBbilWeHNe NpeaenbHON OTNYCKHOW LIEHbI HA NepBbIN BOCMPOM3BEAEHHLIN, BroaHanoroebii (6MonoaobHbIN)
neKkapCTBEHHbIN NpenapaT MHOCTPaHHOro NPOM3BOACTBA HaA NpeferibHOW OTMYCKHOW LIeHOW Npou3BoauTensa Ha BTOPOU
BOCMpounsBedeHHbIW, BuoaHanorosbii (6MONOAOOHLIM) NEeKkapCTBEHHbIN MpenapaT, pacCYMTaHHOW B COOTBETCTBUM C
MeToauKkon, yTeepxaeHHon MpasutensctBoMm Poccunckon ®enepauum;

4) npeBbllLeHNE NpeaeribHON OTMYCKHOM LEeHbl Ha MepBbI BOCNPON3BEAEHHbIN, OnoaHanoroebi (6nonogobHbIn)
NeKapcTBEHHbIM Mpenapat npouM3BOAUTENSA rocydapcTBa - uneHa EBpasuMnckoro 9KOHOMMYECKOro Ccow3a Hag
npeaensHON OTMYCKHOW LEHOW NpOM3BOAMTENS Ha BTOPOW BOCMPOU3BEAEHHbIW, ©uMoaHanoroBbln (B6MONOAOGHLIN)
nekapcTBeHHbIN Npenapart NpomM3BoauTENS rocyaapcTBa - YneHa EBpasninckoro aKOHOMMYECKOro Co3a, pacCuYUTaHHON
B COOTBETCTBUM C METOAMKOW, yTBEPXAeHHoN NMpaBuTtenbcTtBoM Poccunckon ®enepaumn.

5. Topsgok nepeperncTpaumm 3aperncTpupoBaHHbIX MpeferibHbIX OTMYCKHbIX LEeH NPOW3BOAMTENEN Ha
nekapcTBeHHble npenapaTtbl, BKMAOYEHHbIE B MNEpPEeYeHb >XM3HEHHO HEeOOXOOMMbIX W BaXXHEWLUUX NEeKapCTBEHHbIX
npenapaToB, B Cny4vasix, NpeayCMOTPEHHbIX YacTsaMu 2 - 4 HacTosilen cTaTbM, ycTaHaBnueaeTtcs [lpaBUTenbCTBOM
Poccuinckon denepaumm.

6. OKOHOMMYECKM aHanun3 npenenbHOM OTMYCKHOM LEeHbl MpoM3BOAUTENS Ha IeKapCTBEHHLIN npenapar,
BKMIOYEHHbIA B MNEpeYeHb KU3HEHHO HeobXOOMMBIX W  BaXHENWMX JeKapCTBEHHbIX MpenapaToB, MNpu ee
rocyapCTBEHHOW perncTpaumm unu nepeperucrpaumm ocyllectenaeTcsa enepanbHbIM OpPraHoOM UCMNONTHUTENBHOM
BMacTh, OCYLLECTBASAWUM (OYHKUMMA MO NPUHATUIO HOPMAaTUBHbIX MPaBOBbIX AKTOB M KOHTPOMK 3a cobnogeHnem
3aKoHoAaTenbCTBa B cdhepe rocyapCTBEHHOIO pPerynmpoBaHus LieH (TapndoB) Ha ToBapbl (ycnyru).

7. Pac4deT npegenbHbIX OTMYCKHbIX LEH, yYKa3aHHbIX B YacTax 1 1 2 HacToswen ctaTby, NPU UX rocyaapcTBEHHOW
pervctpaumm unu nepeperncTpaumm OCyLLEeCTBNAETCA B COOTBETCTBUM C METOOMUKON, yTBEpXAeHHON [paBUTenscTBOM
Poccuiickon ®efepauuu n ydntoiBatoLLEen B TOM YUChne:

1) cobniogeHne GanaHca MHTEpPeCOB NoTpebuTenen NeKapCTBEHHbIX NPenapaToB, BKMOYEHHbIX B MNEpeYeHb
XN3HEHHO HeOGXO,D,I/IMbIX M Ba)kKHENLLMX NekapCTBEeHHbIX npenapaTtos, U npomsaop,menel?l NeKapCTBEeHHbIX npenapaTtos,
BKITHOYEHHbIX B MepeYeHb XN3HEHHO HEOOXOAMMBIX U BaXKHENLLNX NEKAPCTBEHHLIX NPenapaTos;

2) bakTuyeckyto OTMYCKHYK LEHY Ha NeKapCTBeHHble npenapatbl B Poccuiickon Pepepauumm, LeHy BBO3a
nekapcTBeHHbIX npenapatoB B Poccuiickyto Pefepauuio, a Takke LieHbl Ha aHarnornyHble NekapCTBEHHbIE Npenaparhbl,
Haxogsawmecs B obpaLleHnn B Poccuinckon deaepaumu;

3) saTpaTtbl NPOM3BOAMTENS NEKApCTBEHHOro npenapata Ha MPOM3BOACTBO M peanu3auuio NekapCTBEHHOro
npenapara;

4) LeHy Ha J'IeKapCTBeHHbIﬁ npenapart, ero ueHy B CTpaHe npousBoaunTena M B CTpaHax, B KOTOpPbIX
ﬂeKapCTBeHHbIVI npenapart 3apernctpmnpoBaH n (I/IJ'IVI) B KOTOpPbIE NOCTABNAETCA Npon3BoaAnNTENEM.

8. He ponyckatoTca peanusaums U OTNYCK NEKAPCTBEHHbLIX MPenapaTtoB, BKMOYEHHbIX B MEpevYeHb >XU3HEHHO
HeoOXOAMMbIX U BaXXHEMWLLMX NEKAPCTBEHHbIX NpenapaToB, Ha KOTOpble NPOM3BOAUTENSIMU NIEKAPCTBEHHbIX NpenapaToB
He 3aperncTpupoBaHa npeaernbHasi OTMYCKHas LieHa, peanv3auuns Npou3BOAUTENSAMMU NEeKapCTBEHHbIX NpenapaToB Mo
LeHaM, NpeBbILLAOLMM 3apErMCTPUPOBAHHBLIE WNN MEPEepPerucTpMpoBaHHblE NpeferibHble OTMYCKHblE LiEeHbl Ha
nekapcTBeHHble NpenapaTbl C y4eTOM Harnora Ha Jo6aBneHHyY CTOMMOCTb.

9. OcobeHHOCTU TroCyoapCTBEHHOIO PEerynupoBaHuUsi MpefenbHbIX OTMYCKHbIX LEeH npousBoauTenen Ha
nekapcTBeHHble npenapaTbl, BKIOYEHHble B MepeyYeHb XXM3HEHHO HEeOoOXOOUMbIX W BaXHEWLUMX feKapCTBEHHbIX
npenapaTtoB, B 3aBUCUMMOCTU OT 3KOHOMWUYECKMX U (UNK) coumarnbHbIX KpUTEpUEB (M3MEHEHWE YCNOBWM, Mopsiaka U
CTOMMOCTU MpPOU3BOACTBA FEKapCTBEHHbIX MpenapaToB, WCMOMb30BaHWE HOBbIX ¢opM, MeTogaoB M crnocobos
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

rocyAapCTBEHHOrO perynupoBaHWs LEeH Ha fekapCTBEeHHble npenapaTtbl, B TOM 4YWCMEe Ha OCHOBE MexaHu3ma
pedepeHTHOro LeHOoobpasoBaHUs, M3MEHEHUN nopsiaka OKasaHWs MEeOULMHCKOM MOMOLUM, W WHblE W3MEHEHWUs)
ycTaHaBnusatoTcs NMpasutenscTBom Poccuiickon ®egepauun.

CraTtbsa 62. FocynachBeHHblﬁ peecTp npeaenbHbIX OTNYCKHbIX LUeH npousaop,meneﬁ Ha NneKapCTBeHHbIe
npenapartbl, BKINKO4YeHHbIe B Nepe4eHb XKN3HEHHO Heo6XO0AUMbIX U BaXKHENLLMX NeKapCTBeHHbIX npenapartoB

1. 3apeructpvpoBaHHble WM NepeperncTpupoBaHHble npedernbHble OTMYCKHbIE LEeHbl Mpou3BoguTenen Ha
NekapCTBeHHble npenapaTtbl, BKIMK4YE€HHble B MNepeYeHb >XWU3HEeHHO H€O6XOLI,I/IMbIX N BaXXHenLLInX leKapCTBEHHbIX
npenapaTtoB, MoanexaTt BKIHOYEHUIO B FOCYOAPCTBEHHLIN PEecTp npedefibHbIX OTMYCKHbIX LieH NPOM3BOAMTENEN Ha
nekapcTBeHHble npenapaTbl, BKIOYEHHbIE B MEPEYEHb XM3HEHHO HEOoOXOOUMBLIX W BaXKHEWLIMX JeKkapCTBEHHbIX
npenaparos.

(B pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

2. TocynapcTBeHHbI peecTp npedenbHbIX OTMYCKHbIX LieH NpousBoauTeneil Ha nekapcTBeHHble npenaparhbl,
BKIIOYEHHblE B MNepeyYeHb XM3HEHHO HEeOBXOAUMbLIX U BaXKHEWLLIMX NeKapCTBEHHbIX NpenapatoB, coAepXUT B cebe
crieayoLLyto MHGopMaLuio:

1) HaumeHoBaHWe aepxaTtensa wunu Bnagenbua perncTpaunmoHHOro yaoCcToBEPEHMS NeKkapCTBEHHOIO npenapara,
HanMeHoBaHMe NPOU3BOAMTENS NEKapCTBEHHOro npenapara, CBeAeHMsl O peructpauuun gepxarens vnv BnagenbLa
PErMCTPaLMOHHOIO YAOCTOBEPEHUSA JIEKAPCTBEHHOrO npenaparta, CBedeHWss O perucrpauun  npov3BoauTeNns
niekapCTBEHHOro npenaparta Ans MeQULMHCKOTO NPUMEHEHWUsSI B KA4eCTBE HanoronnarenbLlimka B CTpaHe permcrpaumm
(8Na pOCCUIACKMX HOPUONYECKUX IUL, - MAEHTUMUKAUMOHHBLIM HOMep Hanoronnatenswuka (MHH), ana nHocTpaHHbIX
OPUONYECKMX NUL, - CTpaHa perucTpaumm, HaMmMeHOBaHUE PErncTpUpYIoLLEro opraHa, permcTpaunoHHbIN HOMEpP, KO,
HanoronnartenblUuKa B CTpaHe perncrpaumm (MHKOpnopawmmn) unmn ero aHanor), MecTo HaxoXaeHns NpoM3BOACTBEHHbIX
nnowaaoK, yyacTBylLWMX B npouecce NpPou3BOACTBa NeKapCTBEHHOro npenaparta, C ykasaHuem cTaguu npolecca
Npon3BOACTBA;

(n. 1 B pea. PegepanbHoro gakoHa ot 28.12.2017 N 425-93)

2) HauMeHoBaHWe NeKapCTBEHHOro npenapara (MexayHapoAHOe HemaTeHTOBaHHOEe, UiW rPynnMpoBOYHOE, UMK
XUMUYECKOE 1 TOProBOe HaNMeHOBaHUS);
(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

3) HoMep perncTpaLvoHHOrO YAOCTOBEPEHS NIeKapCTBEHHOIO NpenapaTa;

4) nekapCTBEHHas opma C ykazaHWem 4O3MPOBKM FlekapCTBEHHOrO NpenapaTa U ero KonmMyecTsa BO BTOPUYHOM
(noTpebuTenbcko) ynakoBke, a Takke KOMNEKTHOCTb;
(B pean. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

5) 3apeructpupoBaHHas npegernbHasi OTNyCKHas LieHa Ha NekapCTBEHHbIN npenapaT B pyonsx;
(B pea. PenepanbHoro zakoHa ot 27.12.2019 N 475-03)

6) pmara u HOMep npukasa YMNOMIHOMOYEHHOro doefepanbHOro opraHa WCMOMHUTENbHOM BRactm O
rocyAapCTBEHHOW perncTpauum unu nepeperucrtpaumm npenenbHoM OTMYCKHOW LieHbl HA NEeKapCTBEHHBLINM npenapar,
BKITHOYEHHbBIN B NEpeYeHb XU3HEHHO HEOOXOAMMbIX U BaXKHENLLMX NEKaPCTBEHHbIX NpenapaTos;

(B pean. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 06.06.2019 N _134-®3)

6.1) pata BCTynfneHus B Cuiy npukasa ynoOrHOMOYEHHOro deaepanbHOro opraHa WCMONHUTENbHOW BRacT O
rocygapCTBEHHOM perucTpaummM unu  nepeperucTpaumMm npegenbHon  OTNYCKHOM  UeHbl npousBoauTens Ha
NeKkapCTBEHHbIA npenapar, BKMHOYEHHbIA B MepeyYeHb XU3HEHHO HEOOXOAMMbIX W BaXKHEWLWX feKapCTBEHHbIX
npenaparos;

(n. 6.1 BBegeH depepanbHbiM 3akoHoM oT 06.06.2019 N 134-93)

7) LWUTPUXOBOW KOL, HAHECEHHbIN HA BTOPUYHYIO (MOTPEBUTENBLCKYIO) YNaKoBKY NeKapCTBEHHOIO nNpenapaTa;
(n. 7 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8) KOO  nekapCTBEHHOro  npenapata MO  aHATOMO-TepaneBTUYECKO-XMMUYECKOW  Kraccudmkauum,
pekoMeHaoBaHHOW BceMupHon opraHusaLmen 3gpaBooxXpaHeHus.
(n. 8 BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

3. locymapcTBeHHas peructpauus Unu nepeperncrpauust npefenbHbIX OTMYCKHbIX LIEH Ha JleKapCTBEHHble
npenapaTbl, BKIOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMBIX U BaXKHEWLLMX NEKAPCTBEHHbIX NpenapaToB, BeAeHWe
rocyJapCTBEHHOIO peecTpa npedernbHbIX OTMYCKHbIX LUEeH nNpOou3BOAMTENEN Ha mNekapcTBEHHble npenaparhbl,
BKITIOYEHHbIE B MEpPeYeHb XM3HEHHO HEOOXOOUMBIX U BaXKHEWLUMX NEKApPCTBEHHbLIX MpenapaToB, OCYLIECTBASAOTCA B
nopsiake, ycraHosneHHom lNMpasutenscteoM Poccuinckon ®enepaumn.

(B pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

Ctatba 63. YcTaHOBneHue opraHamMu MUCNOJNHUTENbHOW Bnactu cybbektoB Poccuiickon ®depepauuu
npeaenbHbIX pa3MepoB ONTOBbIX HaAGaBOK M NpeAesibHbIX pPa3MepoB PO3HUYHLIX HaAbaBOK K paKTUYeCKUM
OTNMYCKHbIM LIEHaM, YCTaHOBJIEHHbIM NPOU3BOAUTENSAMM JeKapCTBEHHbLIX MNpenapaTtoB, Ha IeKapCTBEHHble
npenaparbl, BKIMHOYEHHbIE B NepeyeHb XNU3HEHHO Heo6X0AUMbIX U BaHeMLUX NleKapCTBEeHHbIX NpenapaToB
(B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl ucnonHUTeNbHOW BnacTu cybbektoB Poccuiickon degepaunm yctaHaBnuBaloT npedenbHble pa3mepbl
ONTOBbIX HaabaBoOK M npedenbHble pas3mMepbl PO3HWYHbIX HaAGaBOK K hakTUYEeCKMM OTMYCKHbIM LeHam (6e3 y4veta
Harmora Ha [o6aBneHHyld CTOMMOCTb), YCTAHOBIEHHbIM MNPOM3BOAUTENSIMU JEKAPCTBEHHbLIX MpenapaToB, Ha
neKkapcTBeHHble npenapaTtbl, BKIOYEHHble B MepeyYeHb XXM3HEHHO HeoOXOOUMbIX W BaXHEWLIMX feKapCTBEHHbIX
npenapaTtoB, B COOTBETCTBUM C YTBEPXAEHHON B Nopaake, ycTaHoBneHHoM lNpasutensctBom Poccuiickon ®egepaunu,
METOAMKOW YCTaHOBIIEHUSI OpraHamu WCMoNHUTENbHOM Bnactnm cybbektoB Poccuiickon degepaumm npenenbHbIX
pasMepoB OMTOBbIX HaabaBOK WM MpederibHbIX pa3MepoB PO3HWYHbIX HaabaBOK K (PakTUYECKMM OTMYCKHbIM LeHam,
YCTaHOBMEHHbIM MNPOU3BOAUTENSAMU JEKapCTBEHHbIX MNpPenapaTtoB, Ha IeKapCTBEHHble npenapaThl, BKIOYEHHble B
nepeyeHb >XU3HEHHO HEOOXOOAMMBbIX W BaKHEMLLIMX eKapCTBEeHHbIX npenapatoB. [1poekTbl pelleHWn opraHoB
MCMNoNHUTENBHOW BriacTu cybbekToB Poccuiickon Pepepaumm 06 yCTaHOBREHUU U (MNN) U3MEHEHUWN MpenenbHbIX
pasmMepoB OMTOBbIX HagbaBOK M MpederibHbIX PasMepoB PO3HWUYHBLIX HaAbaBOK K (paKTUYECKMM OTMYCKHbIM LieHaM,
YCTaHOBJIEHHbIM NPOM3BOAMNTENSIMW MEeKapCTBEHHbIX MpenapaToB, Ha feKapCTBEHHble npenaparbl, BKOYEHHble B
nepevyeHb >WU3HEHHO HEOOXOAMMbIX W BaXKHENWMX feKkapCTBEHHbIX MNpenapartoB, Mogfiexar CornacoBaHuio C
YMOSTHOMOYEHHbIM hedeparibHbIM OPraHoM UCMOMHUTENbHOW BRAacTW, OCYLLECTBASOWMM (YHKUMWU NO MPUHATUIO
HOpMaTMBHbIX MPAaBOBbLIX aKTOB M KOHTPOM 3a cobniogeHneM 3akoHofaaTenbCcTBa B cdepe rocyaapCTBEHHOro
perynupoBaHus LeH (TapudoB) Ha ToBapbl (ycnyru), B nopsake, ycraHosrneHHom [lpaBuTtensctBom Poccuiickon
denepaumm.

(B peqa. PepepanbHbix 3akoHOB OT 13.07.2015 N 241-93, ot 27.12.2019 N 475-93)

2. OpraHusauumm OnNTOBOW TOProBMW feKapCTBEHHbIMU CpeAcTBaMu, anTeudHble opraHvM3auuun, MHAuBMAYyanbHble
npegnpyHMMaTeny, WMEKLWMNE IUUEH3MIO Ha dapMaueBTUYECKYD [OesTeNbHOCTb, MEAWLMHCKME OpraHusauum,
umeroLme nUUEH3nio Ha dapMaLeBTUYECKYIO OesTeNnbHOCTb, U ux 06ocobneHHble noppasgeneHusa (ambynatopum,
denbalepckme n enbalepcko-akyLepckne NyHKTbl, LeHTpbl (OTAeneHns) odwen BpayebHOM (CEMENHOW) NPaKTUKK),
pacnonoXeHHble B CENbCKMX HACeNeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeuHble opraHusauuu, ocyLecTBAsioT
peanu3aumio NeKapCTBEHHbIX MpenapaTtoB, BKMOYEHHbIX B NEpeyvYeHb XXU3HEHHO HEOOXOOUMBIX W BaXKHEWULLUX
nekapcTBEHHbIX MnpenapaToB, MO LeHaM, KoTopble (OPMUPYIOTCA B COOTBETCTBMU C MOPSOKOM, YCTaHOBIIEHHbLIM
MpaBuTensctBoMm Poccunckon ®egepaunn, N ypoBeHb KOTopbiX (6e3 ydyeTa Hanora Ha JobaBneHHyl CTOMMOCTb) He
OOMKeH npeBblwaTtb CyMMy aKTUYECKOW OTMYCKHOW LEeHbl, YCTAHOBIIEHHOW MNPOM3BOAUTENEM JIEKapCTBEHHOMO
npenapaTa, He MpeBbIWAOWEN 3aperncTpMpoBaHHOM WM NepeperncTpMpoBaHHON NpedesibHON OTMYCKHOW LiEHbI
npoussoguTens (Ha gaty peanv3sauuy nekapcTBEHHOro npenapara NnpovM3BoavTenem), U pasmepa ontoBon Hagbasku n
(Mnn) pasmepa po3HUMYHOW HagbaBKK, HE MPEBbILWAKLWMX COOTBETCTBEHHO pa3mepa npeaeribHON onToBon HaabaBku U
(nun) pasmepa npeaenbHONM PO3HMYHON Hagb0aBkK, yCTaHOBNEHHbIX B cybbekTe Poccuiickon ®enepauun.

(vacTb 2 B peq. PenepanbHoro gakoHa ot 27.12.2019 N 475-93)

3. OpraHbl ucnonHuTenbHoOM Bractn cyobekToB Poccunckon Pepepauum pasmewarotr B cetn "UHTepHeT"
WMHopMaLIMIO O 3aperMcTPUPOBaHHbIX NPeaenbHbIX OTMNYCKHbIX LieHaxX NPOU3BOAMTENEN Ha NeKapCTBEHHbIE Npenaparhbl,
BKITIOYEHHbIE B MEpeYvYeHb XMU3HEHHO HEOOXOAMMBIX U BaXKHEMLIMX JNIEKAPCTBEHHLIX NpenapaToB, 06 yCTaHOBMEHHbIX B
cybbekte Poccuiickon ®egepauum nNpefenbHbIX pa3mepax OMTOBbIX HagbaBok U (MnM) npedenbHbIX pa3mepax
PO3HUYHbIX HAA0aBOK K YCTAHOBMEHHbIM MPOWU3BOAUTENSAMU FEKAPCTBEHHbLIX MpenapaToB (hakTUYeCKUM OTMYCKHbIM
LUEeHaM Ha IeKapCTBEHHble mnpenapaTbl, BKIOYEHHbIE B MEpeYeHb XU3HEHHO HEOOXOAMMbIX W  BaXKHEWLIMX
NeKapCTBEHHbIX NpenapaToB, a Takke 0 CyMMe 3aperMcTpMpoBaHHbIX NpeaenbHbIX OTMYCKHbIX LEeH Npou3BoauTenen Ha
neKkapcTBeHHble npenapaTtbl, BKMAOYEHHbIE B MNEpPEeYEeHb >XM3HEHHO HEOOXOOMMbIX W BaXXHEWLUUX NEeKapCTBEHHbIX
npenapaToB, YCTaHOBMNEHHbIX B cybbekTe Poccuiickon Pegepauum npepenbHbIX pasmMepoB ONTOBbIX HaabaBok u
npefenbHbIX pa3MepoB PO3HUYHbBIX HAA0aBOK 1 Hanora Ha 4o6aBNeHHy cTonmocTb. MIHdopMauus, npegycMoTpeHHas
HaCTOSILLIEN YaCTblO, AOIMKHA HAXOAUTLCS TakKe B anTeYHbIX OpraHM3auusix B JOCTYMHON AMsl BCEX 3aMHTEPEeCOBaHHbIX
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

nmy, oopme 1 OBHOBMSATLCA MO Mepe ee pasMeLLEeHVs opraHamMu WCMONHUTENbHOM BriacTu cyObekToB Poccumnckon
depnepaumm B cetn "UHTepHET".
(vacTb 3 B peq. PeaepanbHoro dakona ot 27.12.2019 N 475-93)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - degepanbHbiii 3akoH ot 27.12.2019 N 475-93.

Masa 13. MOHUTOPUHI QPDPEKTUBHOCTU U BE3OINACHOCTU
JIEKAPCTBEHHbBbIX MPENAPATOB, HAXOOALLUXCA B OBPALLEHUA
B POCCUNCKOW ®EOEPALIUN
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CraTtbsa 64. ®apmakoHagsop
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. NlekapcTBeHHbIE Npenaparthbl, Haxoaswmecs B obpaweHun B Poccuiickon ®eanepaumm, nognexaT MOHUTOPUHTY
3pEKTMBHOCTU 1 6GE30MacHOCTM B LIENsIX BbISIBMEHUS BO3MOXHbIX HEraTUBHbIX MOCMEACTBUMA WX NPUMEHEHUS,
WHOMBMAYANbHOW HENepeHOCUMOCTW, NPeaynpexaeHust MeauuMHCKMX paboTHUKOB, cneuuanuctoB B obnactu
BETEPMHapu1, MauMeHTOB WNW BNajesnbLUeB XUBOTHbIX WM WX 3alUMTbl OT MNPUMEHEHUS TakuX J1eKapCTBEHHbIX
npenaparos.

(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

2. dapmakoHag3op  OCYLLECTBMASIETCA  COOTBETCTBYHLUMM  YNOMHOMOYEHHbIM  (hbefepanbHbiM  OpraHoMm
WCMNOMHMTENBHOW BRacTu B YCTAHOBMIEHHOM MM Mopsgke MyTeM aHanusa npefocTtaBnseMoln cybbektamu obpalleHus
J1eKapCTBEHHbIX CpeacTB I/IHqI)OpMaLI,I/II/I (o] NoOOYHbIX LleVICTBI/IFlX, HeXxXenaTernbHbIX peakuuax, Cepbe3HbIX
HeXenaTelbHbIX peakundax, HenpeaBuaeHHbIX HexXenaTtesbHbIX peakuunax npn  npuMeHeHmnm JeKapCTBEHHbIX
npenapaTtoB, 06 WHAMBMAYaANbHOW HEMNEPEHOCMMOCTU, OTCYTCTBUM 3(PEKTUBHOCTU NEKAPCTBEHHbLIX MpenapaTos, a
Takke 06 UHbIX pakTax u 0bCToATENBCTBAX, MPEACTABMAIOLLMX YrPO3Y XU3HU UM 340POBbLI0 YenoBeka NMMbo XUBOTHOrO
Npu NPUMEHEHWM IEKapCTBEHHbIX MNPEMNapaToB M BbISBMAEHHbIX HA BCeX dTanax obpalleHus IeKapCTBEHHbIX
npenapaToB B Poccuiickon degepaumm 1 Apyrmx rocygapcraax.

3. CyGbekTbl 06palleHNst NekapCTBEHHbIX CPEACTB B NOPSIAKE, YCTAHOBEHHOM YNONTHOMOYEHHbIM dbeaeparbHbIM
OpraHoM MCrONHUTENbHOM BriactTu, 06si3aHbl coobLaTh B YNONHOMOYEHHbIN defdepanbHblii opraH UCMONHUTENBHOW
BIAcTM 0 NOBOYHbIX AENCTBUSIX, HeXenaTerbHbIX peakUysiX, Cepbe3HblX HeXemnaTeNlbHbIX peakumusx, HenpeaBuaeHHbIX
HexenaTesbHbIX peakumsix Mpy NMPUMEHEHUM FEKAPCTBEHHBbIX MpenapaTtoB, 06 WMHAMBUOYaNbHON HernepeHOCUMMOCTH,
OTCYTCTBUM 3(PEKTMBHOCTM NEKAPCTBEHHBLIX MpenapaToB, a Takke 060 WHbIX akTtax M 06CToATeNnbCTBaXx,
NpeacTaBnsoWmMX Yrpo3y >XU3HU MM 300POBbLI0 YeroBeka fMGO XXMBOTHOTO MPU MPUMEHEHUWN NEKAPCTBEHHbLIX
npenapaToB U BbISIBMIEHHbIX Ha BCex aTanax obpalleHusi nekapcTBEHHbIX npenapaTtoB B Poccuiickort ®egepauumn u
OPYrvX rocygapcrsax.

4. [lepxaTtenu unu Bnagenblbl perncTpauuoHHbIX YOOCTOBEPEHUIN NEKAPCTBEHHbIX MpenapaToB, opugnyeckme
nvua, Ha UMS KOTOPbIX BblgaHbl pa3peLleHns Ha NpoBeAeHne KNMHMYECKNX nccnegosaHun B Pocecuiickon ®epepauun,
nnbo yNorHOMOYEHHbIE VMW OpYyrue topuanydeckne nuua B pamkax obecneyeHusi 6e30MacHOCTU NekapCTBEHHbIX
npenapatoB B [0OpAdKe, YCTAaHOBMEHHOM COOTBETCTBYIOLUM  YMONTHOMOYEHHbIM  defeparnbHbiM — OpraHoM
WCMNOMHMTENBHOW BNacTh, 0083aHbl OCYLLECTBATL NpUeM, y4eT, 06paboTKy, aHanmM3 1 XpaHeHne MOoCTynawLwmx B UX
agpec oT cybbekToB 0OOpalleHMsi NeKapCTBEHHbIX CPeaCTB M OpraHoB rocydapCTBEHHOM BIacTM COOOLLEHWMIA O
No6GOYHbIX OENCTBUAX, HEXeNnaTemnbHbIX PeaKkLuMsaX, CEPbE3HbIX HeXernaTerbHbiX U HeNpeaBUAEHHbIX HexenaTenbHbIX
peakumsix npu MNpUMEHEHUM IeKapCTBEHHbIX npenapaToB, 00 OCOOEHHOCTAX MX B3aMMOLENCTBUA C  OPYrumu
nekapCTBEHHbLIMW NpenapaTamun, UHAMBUOYaNbHON HENepeHOCMMOCTH, a Takke 00 MHbIX pakTax M 0BCTOATENbLCTBAX,
NPeLCTaBNSLWNX Yrpo3y XMU3HU UM 300POBbI0 YernoBeka NMOO0 XXMBOTHOMO UMW BIAMSAIOLWMX HA U3MEHEHWE OTHOLLEHUS
OXunaaemon nosb3bl K BO3MOXXHOMY PUCKY MPUMEHEHMS NEeKapCTBEHHBIX NpenapaTos.

5. Mpw BbIABNEHUN MHDOPMALMK O Cepbe3HbIX HeXenaTerbHbIX peakUuax U HenpeaBuaeHHbIX HexenaTtenbHbIX
peakuusix Mpu MpUMEHEHWU NeKapCTBEHHbIX npenapatoB, 06 OCOGEHHOCTAX WX B3aMMOAEWCTBUS C  OPYrUMu
nekapcTBEHHbIMU NpenapaTaMu, UHAMBMAOYaNbHOW HENepeHOCMMOCTH, a Takke 06 MHbIX dhakTax U 06CToATENbCTBAX,
BMUSIIOLWMX HA WM3MEHEHMWEe OTHOLLUEHUS 0XMOaemol Mofib3bl K BO3MOXHOMY PUCKY TMPUMEHEHUS JeKapCTBEHHbIX
npenapatoB, [AepXaTenu Wnu Brnagesblbl PErMcTpaulMoHHbIX  YAOCTOBEPEHWU JIeKapCTBEHHbIX MNpenapaTos,
topuanyeckme nuua, Ha UMsl KOTOpbIX BblAaHbl pas3pelleHust Ha NpoBedeHne KIMHUYECKMX uccrnenosaHuin B Poccuiickol
degepaummn, NGO YMNONHOMOYEHHblE UMK OpYyrve topuandeckme nuua obsAsaHbl NPUHATL Mepbl, HamnpasneHHble Ha
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

yCTpaHeHVe HeraTMBHbIX NOCNEACTBUIN NPUMEHEHWS TakUX fleKapCTBEHHbIX NpenapaTos, npeaynpexgeHne npuinHeHns
Bpeda >KM3HM WNN 340POBbI0 YenoBeka nMbO >KMBOTHOrO, 3aWMUTy WX OT MNPUMEHEHUS TakuUX JeKapCTBEHHbIX
npenapaToB, Ha [AOMNOMHUTENbHLIM COOp AaHHbIX 06 3MdMEKTUBHOCTU W BE30NaCHOCTU TakMX JeKapCTBEHHbIX
npenapaTos.

6. 3a HecoobLLeHMEe UM COKpbITUE MHOopMauMM, NpeayCMOTPEHHOM YacTbio 3 HACTOALLEN CTaTbW, AepXaTenu
unun BnagenbLbl permcTpauuoHHbIX YOOCTOBEPEHUI NekapCTBEHHbIX NpenapaToBs, opuandeckue nuua, Ha MMs KoTopbIX
BblJaHbl pa3pelleHns Ha NpoBeAeHne KNMHUYecknx nccnegosaHmm B Poccunckon depepaumm, nMbo ynorIHOMOYEHHbIe
UMK Apyrue ropuagndeckme nuua, a tTakke OMMKHOCTHLIE Nuua, KOTopbiM 3Ta MHdOopMaUmsa cTana U3BecTHa no poay ux
NpodeccuoHanbHON [esATEeNbHOCTU, HECYyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHOOATENbLCTBOM Poccuiickom
denepaumm.

7. Tpn nomnyvyeHUM YrNorHOMOYEHHbIM hedepanbHbiM  OpraHOM  WUCMONHWUTENbHOW BRactu B pamMkax
OCYLLECTBMNEHMUS UM (hapMaKkoHaa3opa Aoka3aTenbCTB O HECOOTBETCTBMU NEKapCTBEHHOMO NpenapaTa yCTaHOBMEHHbLIM
TpeboBaHNAM UNK NpU NONy4YeHUN UHGOPMaLMM O HECOOTBETCTBUM AaHHbIX 06 3hdeKTUBHOCTM 1 0 BGesonacHoCTU
nekapcTBEHHOro npenapaTa faHHbIM O TeKapCTBEHHOM NnpenapaTte, CoAepXalUMMCs B UHCTPYKLMK MO €ro NPUMEHEHNIO
(B TOM uucne BbISIBMEHHbIX B XOAE€ OCYLUECTBNEHUs (hapMakoHaa3opa KOHTPONbHO-HAA30PHLIMKM - OpraHamm
MHOCTPaHHbIX FOCYAapcTB), YNOSIHOMOYEHHbIN dheaepanbHblii OpraH MCMOMHUTENbHON BRacTu B YCTAHOBIIEHHOM UM
nopsaake paccMaTpuBaeT BONPOC O NPUOCTaHOBIEHWUN NPUMEHEHUS TAKOrO JIeEKapCTBEHHOO NpenapaTa.

Crtartbs 65. MpnocraHoBneHne NpMMeHeHUA NeKapcTBEHHOro npenapara
(B pea. PepgepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. Mpun nony4yeHMn MHGOPMAaLMM O HexenaTemnbHbIX peakuusix Npyu NpYMeHeHUN NekapcTBEHHOIO Npenapara, He
yKasaHHbIX B MHCTPYKUMM MO MPUMEHEHUIO NEKAPCTBEHHOrO Mpenapara, CepbesHbiX HexenaTerlbHbIX peakuusix, 06
0COBEHHOCTSIX ero B3aMMOAENCTBUS C APYrMMU NIeKapCTBEHHLIMU NpenapaTamu, KOTopble MOryT NpeacTaBnsTb Yyrposy
XU3HW MNWU 300pOBbI0 YeroBeka NMOO XMBOTHOFO, a TakkKe O HECOOTBETCTBUM AaHHbIX 06 3hdEKTUBHOCTU U O
6e30MacHOCTM NekapcTBEHHOrO npenapaTta AaHHbIM O NeKapCTBEHHOM NpenapaTte, CoAepXallumcsi B MHCTPYKLUMK MO
€ero MnpuMeHeHWio, B TOM 4YMUCNEe OT YMOMHOMOYEHHbIX OPraHOB WHOCTPaHHbIX rOoCyAapcTB, OOMEH KOTOpOW
OCYLLECTBMSIETCS B COOTBETCTBMM C  COMMALIEHUSIMU  MeXay  YMNOMHOMOYEHHbIM  dbedeparnbHblM — OpraHoM
UCMOMHUTENBHOW BNACTU U YNONHOMOYEHHbLIMU OpraHamy MHOCTPaHHbIX FOCYAapCTB, YNONHOMOYEHHbIV heaeparnbHbIi
opraH MWCMOMHUTENbHON BRACTM pacCcMaTpuBaeT BOMPOC O BO3MOXHOCTM MNPUOCTAHOBIEHUS OOpaLLeHUst Takoro
nekapcTBEHHOro npenapaTa B [0OpsAKe, YCTAHOBIIEHHOM YMOMHOMOYEHHbIM dbefiepanbHbIM OpPraHoM MCMONMHUTENBHON
BracTu.

2. Mpu HeucnonHeHWN UNU HeHagnexawlem MCMOSTHEHUN AepXaTensamu Mnv BnagenbLaMy perucTpaumOHHbIX
yOOCTOBEPEHUI NEKapCTBEHHbLIX MpenapaToB, PUOUYECKMMU NULAMK, HA UMS KOTOPbIX BbiaHbl pa3pelleHust Ha
npoBefeHne KIMHUYEeCKUX wuccnegosaHun B Poccunckon defepauun, unmM  YnonHOMOYEHHBIMU UMW OPYruMu
IOPUANYECKMMM ML AMK 06S3aHHOCTEN, YCTAaHOBMEHHbIX YacTamu 3 1 4 ctatby 64 HacTosiwero ®efepanbHOro 3akoHa,
nmbo B cnyyasx MpencTaBrieHUss COOTBETCTBYHOLLUMM YMOSTHOMOYEHHbIM defeparnbHbiM OpraHoM WCMOSHUTENbHOWN
BNACTU 3aKMOYEHUS O HEJOCTOBEPHOCTU PE3YNbTATOB KIMMHUYECKOrO MCCNeAoBaHUS NIeKapCTBEHHOMO npenapaTa 4ns
MEeAMLMHCKOro NPUMEHEHUS, KOTOPOE OCHOBAHO Ha pes3ynbTaTax NPOBEPKN MEAULMHCKOW opraHu3almm, NpoBOAMBLLEN
yKasaHHoe KNMHMYeckoe uccrnefoBaHue C HapylleHMeM NpaBuil Hagfnexalleh KNMHUYECKOW MpPakTUKW, U MpUBENO K
Nony4YeHnto HeJOCTOBEPHBIX Pe3ynbTaToB, MO0 B Cnyvae HEBLIMOMTHEHUS NPEANUCAHUS, BbIGAHHOIO YNONHOMOYEHHbBIM
denepanbHbIM OpraHOM WCMONHUTENbBbHOW BNacTy MO WTOram OCYLLECTBIEHWUS BbIGOPOYHOrO KOHTPOMS KayecTBa
NeKapCTBEHHOro npenapaTa, YNOfHOMOYEHHbIA dedepanbHbIi OpraH UCNOMHUTENBHOW BlacTM B YCTAaHOBIIEHHOM UM
nopsiike paccmaTpmBaeT BOMPOC O NPUOCTAHOBIIEHMN NPUMEHEHWST TAKOrO NNEKapCTBEHHOIO NpenaparTa.

3. YnonHoMouYeHHbIN befeparnbHbli opraH UCMNOMHUTENBHOW BRAcTU NpW npeacTtaBneHun emy CBefeHUn O
HECOOTBETCTBUM MPOU3BOAUTENSA JIEKAPCTBEHHBIX CpPeAcTB TpeboBaHMSAM [paBui Hagnexaiwlen npou3BOOCTBEHHOW
NpakTMkn u (MNn) O HapyLWEHWW JUMLEH3NOHHbLIX TpeboBaHWi, KOTOpble OblM BbISIBIEHbI B XOAE MNPOBEAEHUS
WHCNEKTMPOBAHNST NPOM3BOAUTENS NEKAPCTBEHHbIX CPEACTB MMM OCYLLECTBIEHNSA JNMLIEH3NOHHOIO KOHTponsa B cdepe
Npon3BOACTBA NEKAPCTBEHHbIX CPEACTB U NPUBENN UM MOTYT NPUBECTU K NPOM3BOACTBY JIEKApCTBEHHbIX NpenapaToB
ONns MeQUUUHCKOTrO NMPUMEHEHUS, MPUYMHUBLUMX WMAWM CMNOCOOHBLIX MPUYMHUTL BPES XM3HW MIU 340POBbLI0 rpaxadaH,
paccmaTpvMBaeT BOMPOC O MPUOCTAHOBMEHMU TMNPUMEHEHWUS] JeKapCTBEHHbLIX MNpenapaTtoB A MeOULUHCKOro
NPYMEHEHNS B YCTAHOBMEHHOM MM [OPSAKE B CreAylLmX crydasx:

1) coctaB n (UnNKU) TEXHOMNOMMA NPOM3BOACTBA NEKapCTBEHHOro npenapaTta Ans MeAuUUHCKOro NpuMeHeHus (c

www.consultant.ru Crpanvua 94 u3 103
HafeXXHaa npaBoBas noaAepXXkKa


consultantplus://offline/ref=243673EDB5CCE148CADF69F72E970D82F4811D407B7D32D0AAA0495D768FD7042C0F6A048F966D6F5A1E50D320879D4C09DE5ABBFFD4380BI4M8H
consultantplus://offline/ref=243673EDB5CCE148CADF69F72E970D82F4811D407B7D32D0AAA0495D768FD7042C0F6A048F966D6F5A1E50D320879D4C09DE5ABBFFD4380BI4M8H
consultantplus://offline/ref=243673EDB5CCE148CADF69F72E970D82F58015437B7C32D0AAA0495D768FD7042C0F6A048F966A6E521E50D320879D4C09DE5ABBFFD4380BI4M8H
consultantplus://offline/ref=243673EDB5CCE148CADF69F72E970D82F58015437B7C32D0AAA0495D768FD7042C0F6A048F966A6E521E50D320879D4C09DE5ABBFFD4380BI4M8H
consultantplus://offline/ref=243673EDB5CCE148CADF69F72E970D82F4811D407B7D32D0AAA0495D768FD7042C0F6A048F966D6F5A1E50D320879D4C09DE5ABBFFD4380BI4M8H
consultantplus://offline/ref=243673EDB5CCE148CADF69F72E970D82F4811D407B7D32D0AAA0495D768FD7042C0F6A048F966D6F5A1E50D320879D4C09DE5ABBFFD4380BI4M8H
consultantplus://offline/ref=243673EDB5CCE148CADF69F72E970D82F58017457B7B32D0AAA0495D768FD7042C0F6A048F966D6F5B1E50D320879D4C09DE5ABBFFD4380BI4M8H
consultantplus://offline/ref=243673EDB5CCE148CADF69F72E970D82F58017457B7B32D0AAA0495D768FD7042C0F6A048F966D6F5B1E50D320879D4C09DE5ABBFFD4380BI4M8H
consultantplus://offline/ref=243673EDB5CCE148CADF69F72E970D82F4811D407B7D32D0AAA0495D768FD7042C0F6A048F966D6F5A1E50D320879D4C09DE5ABBFFD4380BI4M8H
consultantplus://offline/ref=243673EDB5CCE148CADF69F72E970D82F4811D407B7D32D0AAA0495D768FD7042C0F6A048F966D6F5A1E50D320879D4C09DE5ABBFFD4380BI4M8H
consultantplus://offline/ref=243673EDB5CCE148CADF69F72E970D82F689154A7C7E32D0AAA0495D768FD7042C0F6A048F966D6F5A1E50D320879D4C09DE5ABBFFD4380BI4M8H
consultantplus://offline/ref=243673EDB5CCE148CADF69F72E970D82F689154A7C7E32D0AAA0495D768FD7042C0F6A048F966D6F5A1E50D320879D4C09DE5ABBFFD4380BI4M8H
consultantplus://offline/ref=243673EDB5CCE148CADF69F72E970D82F4811D407B7D32D0AAA0495D768FD7042C0F6A048F966D6F5A1E50D320879D4C09DE5ABBFFD4380BI4M8H
consultantplus://offline/ref=243673EDB5CCE148CADF69F72E970D82F4811D407B7D32D0AAA0495D768FD7042C0F6A048F966D6F5A1E50D320879D4C09DE5ABBFFD4380BI4M8H
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

onucaHuem ctagum npomssoncma) OTNM4aroTCA OT 3aABJIEHHbLIX B permcTpaunoHHOM O0Chbe;

2) J'IeKapCTBeHHbIﬁ npenapart gnda MmeanunHCKoro npumMmeHeHmnda npomn3BeaeH Ha I'IpOM3BO£I,CTBeHHOI7I nnowagke, He
YKGSaHHOIZ B pernctpaumMoHHOM O0CbeE;

3) y npousBoauTena JeKapCTBEeHHbIX CpencTB OTCYTCTBYIOT [OOKYMEHTbl, noatBepXaakwlwne CooTBeTCTBUE
Ka4yecCcTBa JieKapCTBEHHOro npenaparta Anla MeauumHCKOro rnpuMeHeHua, BBOOMMOIO B Fpa)K,ClaHCKMVI O60p0T,
Tpe6OBaHI/1$|M, YCTaHOBJIEHHbIM MpPU ero FocyﬂapCTBeHHOIZ perncTpaunu;

4) nNpou3BOAMTENEM FEeKapCTBEHHbIX CpPeACTB B COMMacoBaHHbIi C COOTBETCTBYIOLUMM  YNOFIHOMOYEHHbLIM
dedeparnbHbIM OpraHoOM MCMOMHUTENBbHOW BNACTU CPOK He yCTpaHeHbl HapylleHus TpeboBaHuin npaBun Hagnexaien
NPOM3BOACTBEHHOW NPAKTUKUN U (MNK) FIMUEH3NOHHBLIX TpeboBaHui, KOTopble ObiNu BbiSBEHbl B XOA4e MNpoBeAeHUs
WHCMEKTUPOBaHUSA NPOU3BOAUTENS NEKapCTBEHHbLIX CPEACTB UMW OCYLLECTBNEHUSA NULEH3NOHHOTO KOHTpOns B cdepe
NPON3BOACTBA fIeKapCTBEHHbIX CPEACTB U NPUBENWN UMW MOTYT NPUBECTU K NPOU3BOACTBY NEKapCTBEHHbLIX NpenapaTos
ANst MEOVLMHCKOTO MPUMEHEHMS, NPUYMHMBLLUX UM CMIOCOBHBLIX MPUYNHUTD BPEA XU3HWU U 340POBbLI0 rpaXaaH.
(vacTtb 3 BBegeHa PenepanbHbiM 3akoHoM oT 04.06.2018 N 140-03)

4. YNOnHOMOYEHHbIN beaepanbHbli OpraH WCMOMHUTENbHOW BNAcTU NPU HanmuUuMmM y Hero CBeAeHUMn O
HECOOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHBLIX CPeAcTB TpeboBaHUSAM [paBui Hagnexaiwlel npou3BOOCTBEHHOW
NpakTMkn M (MNU) O HapyLWEHUW JULEH3NOHHbLIX TpeboBaHWi, KOTopble OblNM BbISBIEHbI B XOAE MNPOBEAEHUS
WHCMEKTUPOBaHUSA NMPOU3BOAUTENS NEeKapCTBEHHbIX CPEACTB UIN OCYLLECTBMEHUS JNIMLEH3UOHHOTO KOHTpOns B cdepe
NPOn3BOACTBA NEKAPCTBEHHbIX CPEACTB U NPUBENN UM MOTYT NPUBECTU K NPOM3BOACTBY JIEKAPCTBEHHbIX NpenapaToB
ONs BETEPUHAPHOro NMPUMEHEHMUS, MPUYUHUBLUMX UKW CMOCOBHbBIX MPUYUHUTL BPen KU3HW UMM 300POBbLH0 KUBOTHbIX,
paccmatpvBaeT BOMNPOC O MPUOCTAHOBMNEHUN peanu3auMu KW MNPUMEHEHMST NeKapCTBEHHbIX MpenapaTtoB Arns
BETEPUHAPHOIO NPUMEHEHMWS B YCTAHOBIIEHHOM MM MOPSAKE B CrieayHoLWmMX cry4vasx:

1) coctaB u (MnNn) TEXHONOrMA NPOM3BOACTBA NEKapCTBEHHOrO npenapaTta Ans BeTepUHApPHOro npuMeHeHus (c
onncaHmem cTaguii NPOM3BOACTBA) OTNNYAKOTCS OT 3aABIEHHbIX B PErMcTpaLMoHHOM AOCLE;

2) nekapcTBeHHbI npenapaTt Ans BETepMHapHOro NMpUMeHeHWs NPoM3BEedeH Ha MPOM3BOACTBEHHON Nrollagke,
He yKa3aHHOW B perncTpauMoHHOM [OCbE;

3) y npou3BoauTend JIeKapCTBEeHHbIX CpeacTB OTCYTCTBYKOT AOOKYMEHTbl, noAaTBepXdakuine CcooTBeTCTBue
KavyecTBa J1i€KapCTBEHHOro npenapata AnAa BeTepuHapHOro npuMMeHeHua, BBOOAMMOIO B rpa)K,El,aHCKVIIZ O60pOT,
Tpe6OBaHVI9|M, YCTaHOBJ1€HHbLIM Mpn ero rocyp,apCTBeHHoM perncTtpaunu;

4) npousBoaAUTENEM NEKAapCTBEHHbIX CPEeACTB B COMMNacoBaHHbLIN C COOTBETCTBYHLUUM  YNOSIHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMOMHUTENBHOW BNACTU CPOK He YCTpaHeHbl HapylleHus TpeboBaHU NpaBun Hagnexailen
NPOW3BOACTBEHHOW MNPAKTUKU U (MNK) JIMUEH3MOHHBLIX TpeboBaHWU, KOTopble OblNM BbISIBNEHbI B XOAE NPOBEAEHUS
WHCMEKTUPOBaHUSA NPOU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB UIN OCYLLECTBMEHUSA JIMLLEH3MOHHOTO KOHTpOns B cdepe
NMPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB M NMPMBENWN UM MOTYT NPMBECTU K MPON3BOACTBY JIEKApCTBEHHbIX NpenapaToB
05151 BETEPUHAPHOrO NPUMEHEHUS, MPUYNHUBLLMX UMK CMOCOBHBIX MPUYUHUTE BPES XU3HU UMK 340POBbHO XXUBOTHbIX.
(vacTb 4 BBegeHa denepanbHbiM 3akoHoM oT 04.06.2018 N 140-03)

KoHcynbTaHTlIntoc: npumedaHme.
C 01.01.2023 cT. 65 gononHsieTcs 4. 5, 6 (®3 ot 27.12.2019 N 475-93).

Cratbsa 66. UHbopmauma o pesynbTaTax ¢papmakoHagsopa
(B pen. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

YNonHOMOYeHHbIN pefepanbHbIi opraH UCNONMHUTENBHOM BNAacTU, OCYLLECTBNALWMIA apMakoHaasop, no ero
pesynbTatam pasMellaeT Ha cBoeM odmumanbHOM canTe B ceTu "MIHTepHeT" nHdopmMaumio o:

1) BbISIBNEHUN HOBbLIX NOATBEPXKOEHHbBIX AAHHBLIX O MOBOYHBLIX AEWCTBUAX, HEXENATENMbHBLIX PeaKkUUaX, CepbeaHbIX
HEXenaTerbHbIX peakuusx, HenpedBUAEHHbIX HEeXenaTerlbHbIX peakuusax npyv  MPUMEHEHUU NEeKapCTBEHHOro
npenapaTa, B TOM YMCME BUSAIOLNX HA OTHOLLEHME OXMOAEMOMN MOrMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMSI JaHHOMo
nekapcTBEHHOro npenapara;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

2) MPUHSATBIX PELUEHUSIX O BHECEHUWN M3MEHEHWI B MHCTPYKLMIO MO NMPUMEHEHUIO JIeKapCTBEHHOro npenaparta, o
NPYOCTAHOBNEHUM NMPUMEHEHUS! NEKAPCTBEHHOIO npenapata, 06 M3bATUM U3 oGpalleHns NekapcTBEHHOro npenapata
U1 0 BO30GHOBIEHUW NPYMEHEHNS NEKAPCTBEHHOTO Npenapara.

Mnasa 14. UHOOPMALIUA O NEKAPCTBEHHbLIX MPENAPATAX. CACTEMA
MOHUTOPUHIA OBUXEHUA NEKAPCTBEHHbLIX MPENAPATOB
ana MEAUUUHCKOIo NPUMEHEHUA
(B pen. PegepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. WHcpopmauusas o neKkapCTBeHHbIX npenapatax. Cuctema MOHMTOPUHra ABWXEHUA
nekapcTBeHHbIX NpenapaToB Ansi MegULMHCKOro NpuMeHeHus
(B pea. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. IHdopmaumsa o nekapCcTBEHHbIX Npenapartax, 0ThyCkaeMbIX MO peuenTy Ha fekapCTBeHHbIV npenapar, A0MmKHa
cogepxatbCA TONMbKO B cneunann3npoBaHHbIX U3OaHUAX, NpeHa3HaYeHHbIX AnA MeOguUUHCKUX, (baplvlau,esmqecmx
paboTHUKOB, CneuManucToB B 0bnacti BeTepuHapuun. MIHopmaums 0 nekapCcTBeHHLIX NpenapaTtax 4fis cneunanictos
B obnactu obpalleHusi NeKapCTBEHHbIX CPEACTB MOXET coaepxaTbCs B MOHOrpadmsix, CripaBOYHUKAX, Hay4HbIX
cTaTbsiX, B AOKNagax Ha KOHrpeccax, KOH(EPEeHUUsIX, CUMMNO3NyMaxX, HayyYHbIX COBETaX, a TaKkKe B WHCTPYKUMUSIX MO
NMPUMEHEHMIO NIEKaPCTBEHHbIX NpenapaTos.

(B pen. PenepanbHoro zakoHa ot 02.08.2019 N 297-3)

2. iHdopmMaumsa o nekapcTBEHHbIX NpenapaTax, oTnyckaemblX 6e3 peLienTa Ha NekapCTBEHHbIN Npenapat, MoXeT
codepxaTbCsl B MyGnukauusix U oObSBMEHUSIX CPEeACTB MacCOBOW MHGOPMauuu, crneuuanmMavpoBaHHbIX U OBLUMX
MeyaTHbIX W34aHUSX, WHCTPYKUMSX MO TMPUMEHEHWIO JEKApCTBEHHbIX MpenapaTtoB, WHbIX W34aHWsSX CyObekToB
obpalleHns nekapCcTBEHHbIX CpPencTB. PeknamHble martepuansl O NeKkapcTBEHHOM npenapaTe, oTnyckaemom 6e3
peuenTa Ha neKkapCTBEHHbIN MnpenapaTt, AOMKHbI COOTBETCTBOBAaTb WMHCTPYKLUMW MO MPUMEHEHWUIO NEeKapCTBEHHOro
npenapara.

3. JonyckaeTcs ncnonb3oBaHWe NobbiXx MaTepuarbHbIX HOCUTENEN, MO3BOMSWMX XpaHWTb, nepedaBaTb U
MCMonb3oBaTh MHOPMALIMIO O NEKapCTBEHHbIX NpenapaTtax 6e3 ee UCKaXeHus.

KoHcynbTaHTlINOC: NnpumMmeyaHme.
Y. 4 cT. 67 Bctynaert B cuny ¢ 1 aHBaps 2020 roga.

4. Ona uenen wnaeHTUdMKALMM YMNAKOBOK JIEKAPCTBEHHbIX MpenapatoB A1 MELUUUHCKOrOo MNPUMEHEHNS
Npon3BoOMTENN NEKAapCTBEHHbIX CPeacTB B nopsiake, ycTaHoBreHHom [paButenbctBoMm Poccuickon dPepepaumu,
HaHOCAT Ha MEePBUYHYIO YNakoBKY (B OTHOLLUEHWW NEeKapCTBEHHbIX NpenapaTtoB Afs MeOULMHCKOrO NMpUMEHeHus, Ong
KOTOpPbIX He MpefyCMOTpeHa BTOPUYHASA YNakoBKa) W BTOPUYHYHO (NOTPEBUTENbCKY) YMNakKoBKY IeKapCTBEHHbIX
npenapatoB AN MeAUUMHCKOro MNpPUMEHEHUs cpeactsa WAEHTUMUKAUMK, 3a WCKIYEHUWEM JeKapCTBEHHbIX
npenapaToB Anst MEAULUHCKOrO MPUMEHEHMS, MPON3BOAUMBIX ANs NPOBEAEHUS KNMHUYECKUX UCCNEeL0OBaHUI, 3KcnopTa,
rfiekapCTBEHHbIX MpenapaTtoB Afs MeAWMUMHCKOrO MPUMEHEHMs, yKasaHHbIX B Yactax 5 u 8 cratbm 13 Hactoswero
depepanbHOro 3akoHa, pagnodapmaLeBTUHECKMX NTEKaPCTBEHHbIX MpenapaToB N NMUABOK MEANLNHCKMX.

(4acTb 4 BBegeHa PeagepanbHbiM 3akoHOM OT 28.12.2017 N 425-93 (pea. 28.11.2018))

5. Xapaktepuctukm cpeactsa maeHTudukaumm, NoOpsaooK ero HaHeceHusa u TpeboBaHuA K CTpykType u dopmaTty
nMHOPMaLMK, KOTOPYKD COOEPXUT CpeacTBO wuaeHTUdMKauuu, onpegensioTca [pasutensctBom Poccuiickon
depepauuun.

(4acTb 5 BBegeHa PegepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

6. [opagok cosgaHus, pa3BuTUSl, BBOAA B 3KCMryaTaumio, 3KCMnyaTauum v BbIBOAA M3 3KCNyaTauMm CUCTEMbI
MOHUTOPUHIa ABWXKEHUS NEKApPCTBEHHbIX NpenapaTtoB A MeOULMHCKOTO MPUMEHEHUS, OOPSAOK MNPefoCTaBneHUs
MHdopMaLMK, CoaepXKallencs B CUCTEME MOHUTOPWMHIa ABWXKEHUSA NEKapCTBEHHbIX MpenapaToB A4S MeOULMUHCKOro
NPUMEHEHNS, U NOPAAOK B3aMMOAEWNCTBUS YKa3aHHOW CUCTEMbl C UHBIMW TOCYAAPCTBEHHBIMU WH(OPMALMOHHBLIMM
cucTtemMamm U MHPOPMALIMOHHBIMU CUCTEMaMN HOPUANYECKUX NUL, U MHAMBUAYANbHBLIX NpeanpuHMMaTenen, ykasaHHbIX
B yacTtax 7 u 10 HacToslen ctaTbu, ycTaHasnueatwTcs lMpasutensctBom Poccuiickon ®epepauun. Onepatopamu
CUCTEMbl MOHWUTOPWUHra [OBWXKEHWUS §NEeKapCTBEHHbIX MNpenapatoB A MEeLUUUHCKOrO MNPUMEHEHUsT SIBMNSKTCA
defepanbHbI OpraH UCMONTHUTENBHOW BNAacTu U (MnM) opraHu3aums, ynoriHomMmoYeHHble MpaButenscTBom Poccuiickon
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3mM. 1 gon., BCTYN....

depepauuun.
(4acTb 6 BBegeHa PegepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

KoHcynbTaHTlINOC: NnpumMmeyaHme.
Y. 7 c1. 67 Bcrynaert B cuny ¢ 1 auBapsa 2020 roaa.

7. KOpuanyeckve nvua v VHOUBMAYanbHblE NPeanpUHUMATENK, OCYLLECTBASIOWME NPOU3BOACTBO, XPaHEHUE,
BBO03 B Poccunckyio ®egepauuio, oTnycK, peanusauuio, nepegady, NpMMEHEHWE W YHUYTOXEHUE IIeKapCTBEHHbIX
npenapaToB Ansi MEeOULMHCKOIrO NpUMEHeHus, obecneyvBaloT B MOpPAAKE M B COCTaBe, KOTOpble YCTAHOBIEHbI
MpaButensctBoMm Poccuiickon ®degepaumm € y4eTOM BuOa OCYLLECTBNAEMON UMM  OEATENbHOCTU, BHECeHUue
MHoOpMaLMM O NEKAPCTBEHHbLIX Mpenapartax A4S MeOUUMHCKOrO MPUMEHEHUSI B CUCTEMY MOHWUTOPWHra OBWXKEHUS
nekapCTBEHHbIX NpenapaToB A4S MeAULMHCKOTO NPUMEHEHNSI.
(yacTb 7 BBegeHa PegepanbHbiM 3akoHoM OT 28.12.2017 N 425-93)

7.1. INlekapcTBeHHble MNpenapaTbl AN MeAUUMHCKOro NpUMEHEeHUs, npeaHasHadeHHble Onsi obecneyeHns nuu,
OonbHbLIX reMoUNNeEn, MYKOBUCLMOO30M, TUNOMU3apHBIM HaHM3MOM, 6onesHbto [olwe, 3roKayecTBEHHLIMU
HOBOOOpa3oBaHUsAMU NIMMMOMAHON, KPOBETBOPHOM M POACTBEHHbLIX UM TKaHeW, paccesiHHbIM CKIepo3oM, 1L nocre
TpaHcnnaHTaumMm opraHoB u (unu) TkaHew, npom3BefeHHble Ao 31 aekabpst 2019 roga, a Takke MHbIE NIEKAPCTBEHHbIE
npenapaTtbl ANd MeauLMHCKOro npuMmeHeHus, npounssedeHHole o 1 nona 2020 roga, nognexar XpaHeHu o, NnepeBo3Ke,
OTNyCKy, peanu3auun, nepegade, npuMeHeHuto 6e3 HaHeceHus CpeacTB MAEHTMdUKAUMM 0O UCTEYEHMSI CpoKa MX
roOAHOCTW.

(vactb 7.1 B peq. ®PenepansHoro gakoHa ot 27.12.2019 N 462-93)

8. Opranmsaums MHPOPMALMNOHHOIO B3aMMOOENCTBMS CUCTEMbl MOHWUTOPUHIA [OBWKEHUS J1EKapCTBEHHbIX
npenapatoB Ans MeOUUMHCKOTO MNPUMEHEHUss C WHbIMW FOCYOapPCTBEHHbIMU  MHGOPMALMOHHLIMU  cUCTEMaMU
obecneynBaeTca B TOM 4McCrne NocpeacTBOM MHAPACTPYKTYpbl, obecneumBatolleri MHPOPMaLMOHHO-TEXHOMNOrMYecKoe
B3aMModencTBMe  MHAPOPMALUOHHBIX  CUCTEM, UCMOMb3yeMblX ONs  NPefoCTaBneHuss  rocyaapCTBEHHbIX U
MYHULMNAMNbHBLIX YCYT M UCMIONHEHUS] TOCYAAPCTBEHHbBIX M MyHULMMANbHbLIX (PYHKLWUIA B 3NEKTPOHHON hopMe.

(4acTb 8 BBegeHa PegepanbHbiM 3akoHoM OT 28.12.2017 N 425-93)

9. O6uwepocTtynHas wuHopMaums, cogepXawascad B CUCTEME MOHUTOPUHra [OBWXKEHUS NEKapCTBEHHbIX
npenapaTtoB AnNd MeOULUHCKOrO NpUMEHeHus, pasmMeliaetcsas B MHAOPMAaLUMOHHO-TENEKOMMYHUKALMOHHON CETU
"MIHTepHeT" (B TOM 4uncne B dopMe OTKPbITbIX AaHHbIX) B Oopaake, ycTaHoBNeHHoM [lpaBuTenscTtBoM Poccuinckomn
denepauymm.

(vacTtb 9 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

10. MponsBoanTeEnU nekapCTBEHHbLIX CPEACTB MOMyYalT COAEPXKALLYCS B CUCTEME MOHWUTOPUHra OBWKEHUS
neKkapCcTBEHHbIX NpenapaTtoB Afs MeAULMHCKOTO NPUMEHEHUs MHGOPMaLMIO O Cepusix U MapTusiX JeKkapCTBEHHbIX
npenapaTtoB, NPOU3BOAUMbIX UMW U HaXoOSLUMXCS B rpaxaaHckom obopoTe B Poccuiickon denepaummn, 6e3803mMe3aHo.
(vacTtb 10 BBegeHa deaeparnbHbiM 3akoHOM OT 28.12.2017 N 425-93)

KoHcynbTanTlnoc: npumeyanme.
Y. 11 cT. 67 Bctynaert B cuny ¢ 01.01.2020.

11. 3a NpoM3BOACTBO MM NPOAAXY NEeKapCTBEHHbIX NpenapaToB ANs MEOULMHCKOrO NPUMEHEHUS 6e3 HaHeCceHNs
cpencTts uaeHtTUdguMKaumm, ¢ HapyleHMeM YCTaHOBMEHHOMO MOpsidka WX HaHeCceHusl, a Takke 3a HeCBOEBPEMEHHOE
BHECEHME [aHHbIX B CUCTEMY MOHWUTOPWUHIra OBWKEHWUS NeKapCTBEHHbIX MpenapaTtoB AN MEAULMHCKOrO NPUMEHEHWS
U1 BHECEHME B HEE HEOOCTOBEPHbIX AaHHbIX OPUANYECKME Nvua U MHOMBUAYaNbHbIE NpeanpuHUMaTenu, ykasaHHble B
yactax 4 u 7 HacTosilen CcTaTbW, HECyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuimckon
degepaumn.

(vactb 11 BBegeHa deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

12. TMpaButenbctBo Poccuiickon ®depgepaunn BnpaBe YCTaHOBUTb OCOBEHHOCTW BHEAPEHWUs CUCTeMb
MOHWUTOPWHIa ABWXEHMWS NeKapCTBEHHbIX NpenapaToB ANd MeQULMHCKOrO NPUMEHEHUS, BKIIOYas CPOKU ee BHeapeHus,
B OTHOLLUEHWW NeKapCTBEHHbIX NpenapatoB ANA MeAWUMHCKOrO NPUMEHEHWUS, BKMIOYEHHbIX B MepeyYeHb >XWU3HEHHO
HeoOXOAMMbIX WM BaXKHEWLUMX neKapCTBEHHbIX MpenapaToB, fleKapCTBEHHbIX MpenapaToB, npedHa3HaYeHHbIX Afs
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

obecrnedeHnss nuy, OGONbHLIX remModUNnen, MyKOBMCLUMAO30M, TIMnodusapHbIM HaHM3MOM, ©OonesHbio [oue,
3110Ka4eCTBEHHbIMX HOBOOOpa30BaHUAMU NUMGOMAHOW, KPOBETBOPHOM W POACTBEHHbLIX UM TKaHeW, pacCesHHbIM
CKIepos3oM, Iuy nocfne TpaHCcnfnaHTauuM OpraHoB W (UNKW) TKaHeW, WHbIX JeKapCTBEHHbIX MpenapaTtoB Ans
MeOULMHCKOrO NPUMEHEHNSI.

(vacTb 12 BBegeHa deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

Maea 14.1. OTPAHUYEHUA, HANTATAEMbIE
HA OPTAHU3ALWWN, OCYLWWECTBNAKLWIME OEATENNIBHOCTb
MO OBPALUEHUIO IEKAPCTBEHHbIX CPELOCTB
(BBegeHa ®egepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

Crtatba 67.1. OrpaHuMYeHusl, Hanaraemble MpU OCYLUECTBIIEHMM OeATeNbHOCTU B cdepe obpalieHus
neKkapcTBEHHbIX CPeAcTB

1. Opranusauun, 3aHumarowmecs paspaboTkon, NPOM3BOACTBOM M (MNW) peanu3aumen nekapCTBEHHbIX
npenapaTtoB Ansi MEAULUMHCKOrO NPUMEHEHWs, opraHusauuu, obnagaoline npaBamy Ha WUCMONb3OBaHWE TOProBOro
HaMMEeHOBaHWA IeKapCTBEHHOro npenapata AN MeOWUMHCKOrO MPUMEHEHUS, OpraHusauuMuM ONTOBOW TOProBMu
neKkapcTBEHHbIMM CpeAcTBaMM, anTeyHble opraHvM3aumun (Mx NpeacTaBUTENn, UHble uanyeckne u lpUandeckme nuua,
OCYLLECTBMAOLMNE CBOK AEATENbHOCTb OT MMEHW 3TUX OpraHu3auMin) B OTHOLUEHUW MeOMUMHCKMX PaboTHUKOB W
pykoBoauTenen MeanuMHCKUX opraHn3auuin He Brnpase:

1) Bpy4YaTb nogapku, BbiNnavnBaTh AeHEXHble cpeAcTBa (3a UCKIOYEeHWEM BO3HArpaXxaeHui No gorosopam npu
NMPOBEAEHUN  KIMUHUYECKUX WUCCredOoBaHWA  JeKapCTBEHHbIX npenapaToB AN MeOWUMHCKOTO  MPUMEHEHMs,
BO3HArpaXKOAeHWi, CBSI3aHHbIX C OCYLLECTBIIEHMEM MEAMUMHCKUM pPabOTHMKOM Medarormyeckon u (Mnm) HayyHoW
OesATenbLHOCTM), B TOM YuCre onnayvMBaTh pasBrieyYeHuns, OTAbIX, Npoesn K MecTy OTAbIXa, a Takke NpuBnekatb K
y4yacTuio B pa3BriekaTerbHbIX MeponpuaTUAX, NPOBOAUMbIX 38 CYET CBOUX CPEACTB;

2) 3aknoyaTh COrMMalleHVsl O Ha3HaYeHUM UM pekoMeHAauuu nauueHTam feKapCTBEHHbIX MpenapaTtoB Ans
MELMLMHCKOro NPUMEHEHNs (3a UCKIMHYEHNEM JOTOBOPOB O MPOBEAEHUUN KMMHWYECKUX UCCIIeA0BaHUIA NIeKapCTBEHHbIX
npenapaTtoB A8 MEQULIMHCKOIO NPUMEHEHNS);

3) npegocTaBnATb 06paslbl NIeKapCTBEHHbIX NpenapaTtoB AN MEeAULUMHCKOrO NMPUMEHEHUSI B LENSAX BpyYeHust
naumMeHTaMm (3a WCKIOYEHWEM CcllyyaeB, CBA3aHHbIX C MPOBeAEHWEeM KIMHUYECKUX WCCRedoBaHWi JeKapCTBEeHHbIX
npenapaTtoB Anst MeaULMHCKOro NPUMEHEHWs);

4) npepnocTaBnATb HEOOCTOBEPHYID M (MNK) HEMONHYH WMHOpPMaLMI0O O FNekapcTBEHHbIX Mpenapartax ans
MEAMLMHCKOro NPUMEHEHUS;

5) nocewatb nx B paboyee Bpems Ha paboumx MecTax, 3a UCKITOYEHNEM CIy4yaeB, CBA3AHHbIX C MPOBEAEHNEM
KNMNHU4YeCKnXxX I/ICCJ'Iep,OBaHI/IVI NekapCTBeHHbIX npenapatoB And MeauuMHCKOro npuMeHeHua, ¢ ydactmem B nopsanke,
YCTaHOBMEHHOM PYKOBOAUTENEM MELULMHCKON oOpraHusaumn, B cobpaHusx MeauuMHCKUX pPabOTHUKOB W MHbIX
MEPOMNPUSATUSIX, HaMpaBfeHHbIX Ha MOBbIWEHWE WX MNPOdEecCMOHanNbHOro YPOBHS UMMM Ha npepocTaBreHne
MHGOpMaLIMK, CBA3AHHOW C OCYLLECTBIIEHNEM MOHMTOPUHIA 6€30NacHOCTU NeKapCTBEHHbIX NpenapaTos;

6) I'I06y)KJJ,aTb K BbINMNCbIBAHUIO JE€KapCTBEHHbIX MnpenapatoB Ana MeauUMHCKOro npuMeHeHua Ha OnaHkax,
coaepxawmnx MH(bOpMaLLI/IPO PEeKnaMHOro Xxapakrtepa, a TakKkKe Ha peuenTypHbIX OnaHkax, Ha KOTOpPbIX 3apaHee
Hane4yaTtaHo HauMeHoBaHWe J1IeKapCTBEHHOIO npenaparta ana MeguumHCKOro npuMmeHeHu4.

2. OpraHu3auumu, ykasaHHble B ab3aue nepBoM YacTtv 1 HacToswwen cTaTbl, U UX NpeacTaBuTENn B OTHOLUEHUU
hapmaLeBTUYeCcKkMx paboTHUKOB 1 PyKOBOAUTENEN anTeYHbIX OpraHu3auuin He Brnpase:

1) Bpy4aTb NO4aApPKu, BbiMf1avnBaTb EeHEeXHble CpenCTBa, B TOM YUCKIE OnJlavymBaTb pa3BrievyeHusd, oTablx, npoesn
K MEeCTy OTAblXa, U NpuBneKkaTb K y4aCTUO B pasBriekaTesIbHbIX MeponpuaTmnax, NnpoBognMbIX 3a CHET CBOUX CpencCTB;

2) npegocTaBliATb 06pa3u,b| NekapCTBEeHHbIX npenapatoB ONA MeOUMUMHCKOro npuMmeHeHuda AOnd BpyYeHUdA
HaceJ1eHUIo;

3) 3aKn4aTb cornaweHna o npegnoXeHmm HaceneHuo onpeneneHHbIX INeKapCTBeHHbIX npenapaTtoB AnA
MeaUUMNHCKOIro npuMeHeHus;
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4) npepocTaBnsATb HEOOCTOBEPHYID M (MNM) HEMOSIHYH MHopMaUMio O JEeKapCTBEHHbIX Mpenapartax Ans
MEAMLIMHCKOro NPUMEHEHUS, B TOM YMUCIE MMEIOLLIMX OONHAKOBOE MeXOyHapoaHoe HenaTeHToBaHHOe HaMeHoBaHMe.

Cratbs 67.2. TpeGoBaHMA K OopraHvM3auuMm U NPoBeAeHUI0 Hay4YHbIX MepoOnpUATUNA, UHbIX MEepPONpPUATUNA,
HanpaBfeHHbIX Ha MNOBbllWeHUe MNpPoecCUOHANbLHOrO YPOBHA MEAWULMHCKUX paboOTHMKOB MU Ha
npepocTaBrieHne MHgpopmauMmn, CBA3aHHOW C OCyLLeCTBIIeHNEM MOHUTOPMHra 6e30nacHOCTU JeKapCTBEHHbIX
npenapaToB

1. lpu npoBegeHWM Hay4YHbIX MEPOMPUATUN, WHbIX MEpONpUATUA, HanpasreHHbIX Ha MoBblWeHne
npocheccnoHanbHOro YpoBHS MeOUUMHCKMX paboTHWMKOB UMM Ha NpefoCTaBlieHUe CBA3aHHOW C OCYLLECTBMEHWEM
MOHMTOpUHra 6e3onacHOCTN NekapCTBEHHbIX NpenapaToB MHOPMaLMKN, OpraHn3yemblX OpraHu3aumsaMu, ykazaHHbIMM
B absaue nepBom uvactm 1 ctatbn 67.1 Hactosdwero ®PepepanbHOrO 3akoHa, WX NpeacTaBuUTenaAMUA u  (Mnn)
dvHaHCMpyeMbIX 3a CHET CPEACTB 3TUX OpraHnsaumin 1 ux npeacraBuTenen, sanpeLaeTca NpensaTCTBOBaTb y4acTMio B
yKa3aHHbIX MEPONPUATUSIX MHbIX OpraHM3auui, KOTopble MPOU3BOAAT UNKN peanusytoT fekapCcTBeHHbIe npenapatbl Ans
MEOULMHCKOTO  MPUMEHEHUSI CO  CXOXWM  MEeXaHU3MOM  (papmakonormyeckoro pJdenctesums, nmbo cosgasatb
ONCKPUMUHALMOHHbBIE YCITOBUSA AN OAHUX YYaCTHUKOB MO CPaABHEHUIO C APYTMMU y4aCcTHUKaMK1, a UMEHHO:

1) NpegoCTaBnsATb PasfMYHOE KONMYECTBO BPEMEHW AJsi BbICTYMIIEHWA YYaCTHUKOB, pasfiMuyHble MO pasmepy
3aHMMaeMoi nnowaan Mecta [AOns OeMOHCTpauuu oGpasuoB NeKkapCTBEHHbIX Mpenapatos Ans  MeaULIMHCKOro
NPUMEHEHNU UMW peknamHbIX MaTepuarioB O JeKapCTBEHHbIX npenapatax AN MeOWUUMHCKOTO MPUMEHEHUs Ha
3KCMO3MUMAX, CTeHdaX, 3a WCKIYEeHMEM CryYyaeB, €CN TaKue YCMNOBUS 3aKpenneHbl B COornmalleHusx 3Tux
opraHusauuii, Ux npeacraBuTeneit o (PUHAHCMPOBAHWMM YKa3aHHbIX MeponpUATMI U OBYCMNOBEHbl Pas3nMYHbIMU
3aTpaTaMu Y4aCTHUKOB Ha MX OpraHn3aumio;

2) ycTaHaBnuBaTb pasmep B3HOCA ANS YY4aCTHWKOB MEPONPUATUNA, yKasaHHbiX B ab3aue nepBomM HacTosLwen
YyacTu, NpeBbIALWMA CyMMY 3aTpaT Ha OpraHu3aumilo yKasaHHbIX MeponpusaTUiA U Bedylwun K HeoBOCHOBaHHOMY
OrPaHMYEHNIO YMCra NX YHaCTHUKOB.

2. OpraHusauumu, ykasaHHble B ab3aue nepBom yactu 1 crtatbn 67.1 HacTosiwero ®enepanbHOro 3akoHa, UX
npeacTaBuUTENK, OCYLLECTBASAOLWMNE OpraHnsauuio 1 (unu) UHaHCMpoBaHWe MeponpuUATUA, YKasdaHHbIX B YacTtu 1
HacTosiLlen cTaTbk, 06A3aHbl 0b6ecneunBaTb JOCTYN K MHGOPMaLUMM O AaTe, MecTe U BpEMEHWN NPOBeAEeHUS yKa3aHHbIX
MEpONpUATUIA, NfaHax, nporpaMmmax npOBEdEHMS YKa3aHHbIX MEeponpuUATMA U Temax, nfaHupyembix AOns
paccMOTPEHUS, COCTaBE MX YYaCTHMKOB MyTEM pa3MeLLEHUA COOTBETCTBYHOLLEN UHGOPMALIMM Ha CBOMX OomumanbHbIX
cantax B ceTu "HTepHeT" He No3aHee OBYX MECSLEB A0 Havana nposBeaeHus YKkasaHHbIX MEPONPUATUNA.

3. NHdopmaumsa o npoBeeHUM MePONPUATUIA, YKa3aHHbIX B YacTu 1 HAcTosLLEN cTaTby, B CPOK, YCTAHOBMEHHbIN
YacTblo 2 HacTosien cTaTbi, AofkHa ObITb HanpaBneHa B dedepanbHbli opraH WUCMOMHUTENBHOWM BRAcTw,
OCYLLECTBASAOLLMIA DYHKLMU MO KOHTPOJTIO U HaA30py B cdepe 34paBOOXpPaHEHUS, ANS NOCHeayLero pa3veLleHns ee
Ha ouLManbHOM canTe 3Toro opraHa B cetu "UHTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUWUCKOWN ®EOEPALIUM MPU OBPALLEHWU NEKAPCTBEHHbIX CPEACTB
M BOSMELWEHUE BPEOA, NPUHMUHEHHOIO 340OPOBbLIO NrPAXOAH
BCNEOCTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMAPATOB

Crtatbs 68. OTBeTCTBEHHOCTL 3a HapylueHue 3akoHoaaTenbcTBa Poccuinckon deaepaumm npu odpalleHumn
nekapcTBEeHHbIX CPeacTB

1. HapyuweHue 3akoHopaTenbcTBa Poccuiickornt defepaumm npy obpalleHn nekapCTBEHHbIX CPeacTB BrievyeT 3a
co6oli OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHoaaTenbcTBoM Poccuiickon ®epepauun.
(B pea. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

2. 3a HenpeacTtaBreHve WM HECBOEBPEMEHHOE MpeAcTaBneHve WHdgopmauun 1 (Mnu) OOKyMEHTOB nnbo
npeacTaBneHne HegOCTOBEPHbIX UHGOpMaumMM 1 (MM) OOKYMEHTOB, NMpegyCMOTPEeHHbIX HacToswmM PenepanbHbiM
3aKOHOM, CyObekTbl oObpalleHus feKapCTBEHHbIX CPEeACTB HeCcyT OTBETCTBEHHOCTb B  COOTBETCTBUM C
3akoHogartenbcTBoM Poccuiickon degepaumm.

(4acTb 2 BBegeHa depepanbHbiM 3akoHoM oT 22.12.2014 N 429-03; B pen. PenepanbHoro 3akoHa ot 04.06.2018 N
140-93)
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Ctatba 69. BosMmelieHue Bpena, NPUYUHEHHOTO 3AO0POBbLID TrpaxadaH BCNeACcTBUME NPUMEHEeHUs
neKkapcTBEeHHbIX NpenapaToB

1. lMNMponssoanTenb nekapcTBEHHOro npenapaTta 06sA3aH BO3MeCTUTb Bpen, NPWYUMHEHHbIM 340POBbLI0 rpaxaaH
BCNeACTBME NMPUMEHEHUS NeKkapCTBEHHOro npenaparta, ecnv oKasaHo, 4To:

1) nekapcTBEHHbIV NpenapaT MPUMEHSASICS MO Ha3Ha4YeHWI0 B COOTBETCTBUM C MHCTPYKUMEN MO MPUMEHEHWIO
NeKkapcTBEHHOro npenapata M MPUYMHOM Bpeaa SIBUICA BBOA B rpaXdaHCKWM 0BGOpOT HenoGpoKayecTBEHHOro
NekapcTBEHHOTo npenapara;

2) Bped 300POBbLIO MPUYMHEH BCreACTBME HeOOCTOBEPHON MHopMaLuK, COoAepXalleica B WMHCTPYKUMM Mo
NMPUMEHEHWIO NeKapCTBEHHOro npenapara, U3aaHHOW Npov3BOAMTENEM NEKapCTBEHHOrO npenapara.

2. B cnyyae, ecnu Bpea 300pOBbIO rpaXkaaH NMpuUYMHEH BCNeacTBue MpUMEHEHUs fnekapcTBEHHOro npenapaTa,
npuveaLwero B HErOAHOCTb B pe3yrnbTaTe HapyLleHWs1 NpaBuIT XpaHEHWUs] NIEKAapPCTBEHHbLIX CPeacTB, NpaBwuil ONTOBOW
TOProBNU NEKApCTBEHHbIMM MpenapaTamu, MpaBuil OTMYCKa JIEKapCTBEHHbIX NMPenapaToB, OpaBuIl W3rOTOBMEHUSA U
OTMyCKa NekapCTBEHHbIX NpenapaTtoB, BO3MELLEHNE Bpeda OCYLLECTBAETCS COOTBETCTBEHHO OpraHu3auuen ornToBOn
TOProBNK NEKapCTBEHHbIMWN CPeaCTBaMU, anTEYHOW OpraHM3aunen, MHANBMAYanbHbIM NpeanpuHMMaTenem, MMerLLMm
NUUEH3MI0 Ha dapMaLeBTUYECKYD OeATENbHOCTb WM NUMUEH3UI0 Ha MEeAUUMHCKYID AeATeNbHOCTb, MeOULMHCKON
opraHusauven, UMeloLen NULUEH3N0 Ha capmMaueBTUYECKY0 AesiTeNnbHOCTb (ee 060cobneHHbIM noapasfeneHnem
(ambynatopwuent, penbawepckum U denbaepcko-akyLepCckuM NyHKTamMK, LEHTPOM (OoTAeneHnem) obLien BpavyebHom
(cemeliHOWM) NpakTWKK), PacCMONOXEHHbIM B CENbCKOM HACENeHHOM MyHKTE, B KOTOPOM OTCYTCTBYeT anTtevyHas
opraHu3auus), ONyCTUBLUMMW NPOAAXY MM OTMYCK TAKOro fiekapCTBEHHOrO npenapara.

(B pen. PenepanbHoro zakoHa ot 25.11.2013 N 317-03)

3. BosmelleHue Bpega, NPUYMHEHHOTO 300POBLID rpaXdaH BCNeAcTBME MNPUMEHEHUS] NEKapCTBEHHbIX
npenapaTtoB WM COBEPLUEHMS MPOTMBOMPABHbIX [AEWCTBUA CyObekTamu oOpalleHUss IeKapCTBEHHbIX CpPeacTs,
OCYLLIECTBMSIETCS B COOTBETCTBUM C 3aKoHOoAaTenbcTBOM Poccuiickon ®epepauuum.

Maea 16. 3AKITKOYUTEJIbHbLIE NMNOJIOXEHUA

Ctratbs 70. O npu3HaHUU YTPaTUBLUMMU CUNY OTAENbHbIX 3aKOHOAATENbHbIX aKTOB (MONOXeHWW
3aKoHopaTenbHbIX akToB) Poccuitickon Pegepaumm

Mpu3HaTb yTpaTUBLUMMU CUSTY:

1) ®epepanbHbii 3akoH OT 22 uioHa 1998 roga N 86-®3 "O nekapctBeHHbix cpeactBax” (CobpaHue
3akoHofartenbcTBa Poccurnckon ®enepauun, 1998, N 26, ct. 3006);

2) ®epepanbHbin 3akoH oT 2 aHBaps 2000 roga N 5-d3 "O BHeceHUM n3ameHeHus u gononHeHun B GegepanbHbiin
3akoH "O nekapcTBeHHbIX cpeacTeax” (CobpaHue 3akoHopaTensctea Poccuiickon Pegepaumm, 2000, N 2, 1. 126);

3) ctatblo 40 dPeaepanbHoro 3akoHa oT 10 saHBapsa 2003 roga N 15-d3 "O BHeCeHUM N3MEHEHUI 1 AOMOSTHEHUN B
HEeKOTOpble 3akoHopaTenbHble akTbl Poccuickon Pepepauum B cBA3M ¢ npuHatvem PepepanbHoro 3akoHa "O
nyUeH3npoBaHuKM oTAenbHbIX BUAOB AedatensHocTn" (CobpaHue 3akoHogaTtenscTtBa Poccuiickon ®egepauun, 2003, N
2, cT. 167);

4) ctatblo 31 PepgepanbHoro 3akoHa ot 30 utoHa 2003 roga N 86-93 "O BHECEHUN M3MEHEHUN N AOMOSTHEHUN B
HEeKOTOpble 3akoHoAaTenbHble akTbl Poccuiickon ®degepaunmn, nNpusHaHUKM  yYTPATUBLUMMU  CUNY  OTAENbHbIX
3akoHogaTenbHbIX akTtoB Poccuinckon Pepepaunun, npegocrtaBneHWM OTAENbHbIX rapaHTUA COTPyOHWMKam OpraHoB
BHYTPEHHMX [erl, OpraHoB MO KOHTPONO 3a OOOPOTOM HApPKOTUYECKUX CPEACTB W MCUMXOTPOMHbIX BELLECTB WU
ynpasgHsiemMblx dheepanbHbIX OPraHoB HanoroBon NONMUMK B CBA3M C OCYLLECTBIIEHNEM MEP MO COBEPLLUEHCTBOBAHMIO
rocygapcrBeHHoro ynpasneHus” (CobpaHue 3akoHogaTensctBa Poccuiickon ®egepaunun, 2003, N 27, c1. 2700);

5) cratbto 101 PepepanbHoro 3akoHa oT 22 asrycta 2004 roga N 122-03 "O BHeCEHMM W3MEHEHUN B
3akoHofaTenbHble akTbl Poccuiickon ®efepaumm u npusHaHUM yTpaTUBLLUMM CUY HEKOTOPbLIX 3aKOHOA4ATENbHbIX aKTOB
Poccunckon depepauumn B cBA3n ¢ npuHatTnem denepanbHbix 3akoHoOB "O BHECEHUN WU3MEHEHW M OOMOSIHEHUA B
depepanbHbIn 3akoH "O6 06LWKMX NPMHUMIAX OpraHM3aumny 3akoHo4aTenbHbIX (MPEACTaBUTENbHBIX) U UCMIONHUTENBHbIX
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(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

OpraHoB rocygapcTBeHHOM Bractu cybobektoB Poccuiickon Pepepaumn” m "OO6 oOWMX MpuHUMNAxX OpraHusaumm
MeCTHOro camoynpasneHus B Poccunckon ®epgepaummn” (CobpaHme 3akoHogaTenscTBa Poccunckon degepaumm, 2004,
N 35, cT. 3607);

6) cratblo 28 PepepanbHoro 3akoHa ot 18 gekabps 2006 roga N 231-©3 "O BBegeHun B OEWCTBUE 4acTu
yetBepTon [paxkgaHckoro kogekca Poccuickon ®epepaumn” (CobpaHme 3akoHogatenbcTBa Poccuiickon degepaumn,
2006, N 52, cT. 5497).

Cratbs 71. BctynneHue B cuny Hactoswero ®enepanbHoOro 3akoHa
1. Hactosawmin ®egepanbHbin 3akoH BCTynaeT B cuny ¢ 1 ceHTs6psa 2010 roga.

2. NekapCTBEHHblE CPEACTBA, 3aperMcTpupoBaHHblE OO0 OHSI BCTYMMeHWs B cuny Hactosiwero depepanbHoro
3aKOHa, NoAsiexaT BKIOYEHNIO B rOCYAapCTBEHHbIE PEECTPbI NIEKAPCTBEHHBIX CPEACTB C BHECEHMEM YKa3aHHbIX B 4acTu
1 ctatbu 33 HacTosiwero denepanbHOro 3akoHa cBefeHW 06 3TUX NeKapCTBEHHbLIX cpefAcTBax 6e3 MpoxoxaeHus
BHOBb MpOoLEeAypbl FoCy4apCTBEHHON perncTpauum nekapcTBeHHbIX NpenapaTos.

3. rOCy,D,apCTBeHHaﬂ perncrTpauna nekapCrtBeHHbIX npenapaTtoB, 3a UCKIDYeHUeM NneKapCTBEeHHbIX npenapatoB
ONs MeOUUMHCKOrO NPUMEHEHUs), NPEACTaBMEHHbIX Ha YKasaHHyl pernmcTpauuio OO OHS BCTYMNEHWUs B CUIy
HacTosiero ®egepanbHOro 3aKoHa, OCYLUECTBMSIETCA B COOTBETCTBMM C HacToswum PeneparnbHbiM 3aKOHOM Ha
OCHOBaHWUM LOKYMEHTOB M aHHbIX, NpeACcTaBMeHHbIX 0 AHS BCTYNNEHUS B cuny HacTosiwero deaepanbHoro 3akoHa.
(B pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. TocynapcTBeHHast peructpauusa rfekapcTBEHHbIX npenapaTtoB  Ans  MEeOMLMHCKOrO  MpPUMEHEHUs,
NpeLCcTaBrneHHbIX Ha rOCY4apCTBEHHYIO PEMMCTPALIMIO 0O OHS BCTYNNeHMs B cuny HacTosiwero defgepanbHoro 3akoHa, u
rocygapCTBEeHHas perncrpauus NekapcTBEHHbIX MpenapaToB AN MeOMUMHCKOrO MpUMEHEHUs!, NMPeACTaBMEHHbIX Ha
3KCMEepPTM3y NEeKapCTBEHHbIX CPeACTB OO0 AHA BCTYMNeHWMs B cuny Hactodwero PenepanbHOro 3akoHa B LensX UX
nocriefyowen rocygapCTBEHHOM  perucTpauuu, OCYLECTBMASKTCA Ha OCHOBaHUMM  OOKYMEHTOB W [AaHHbIX,
npeacTaBneHHbIX A0 [OHA BCTynneHuss B cuny Hactosuwlero degepanbHOro 3akoHa, a Takke 3asBfeHus O
rocyJapCTBEHHON perucTpauuu nekapCTBEHHOro npenapaTta, MpPeaCTaBfeHHOro NPOU3BOAMTENEM NeKapCTBEHHbIX
npenapaTtoB WNU YMNOMHOMOYEHHBIM WM JIMLOM B COOTBETCTBUM C HacToawum ®PegepanbHbIM  3aKOHOM B
YMONTHOMOYEHHBIN hbefepanbHbli OpraH ucnonHuTensHon Bnactu go 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaThbl
rocyaapCTBEHHOW MOLUIMHbI, MPeayCMOTPEHHOW 3aKkoHoaaTenscTBoM Poccuinckon ®egepaumm o Hanorax u cbopax.
(vactb 3.1 B peq. PepepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.2. TloaTtBepxaeHWe rocygapCTBEHHOW perucTpauum nekapCcTBEHHbIX MNpenapaTtoB AN  MeAULMHCKOro
NMPUMEHEHWs, NMpeacTaBNeHHbIX ANA MOATBEPXKAEHMSA rOCYydapCTBEHHOW perucTpauum Ao AHS BCTYNNEHUs B cuny
HacToswero defepancHOro 3akoHa, M NOATBEPXKAEHUE rocyAapCTBEHHOW permcTpauuy nekapcTBEHHbIX npenapaToB
ONst MeQULIMHCKOTO NPUMEHEHUs], NpeACTaBMNEHHbIX HA 3KCNEPTU3Y NeKapCTBEHHbIX CPeACTB A0 AHS BCTYNNEHUS B CUNy
HacTosiwlero ®efepanbHOro 3akoHa B LENAX MNocreayloLwero NoATBEPXKAEHUS MX FOCYyOApCTBEHHOW permcrpauuu,
OCYLLECTBMSAOTCA HA OCHOBaHWM JOKYMEHTOB WM [AaHHbIX, NPEeACTaBIEHHbIX OO AHS BCTYMMEHWUS B CUMY HacTOsLLEro
depepanbHOro 3akoHa, a Takke 3asdBEeHUss O MOATBEPXAEHWM roCyAapCTBEHHOW pernctpauumn rekapcTBEHHOro
npenapara, NPeACTaBfEHHOro NPOU3BOAMTENEM JeKapCTBEHHbIX NpenapaTtoB UMW YNONHOMOYEHHbIM VMM fMUOM B
COOTBETCTBMU C HacToswmum PegepanbHbiM 3aKOHOM B YMNOMHOMOYEHHbIV dedeparnbHbli opraH WMCNOSHUTENbHOW
Bnactu go 1 wmapta 2011 roga, 6e3 TpeboBaHwsi ynnaTbl rOCy4apCTBEHHOW MOLWMUHbBI, NPeayCcMOTPEHHOW
3akoHogaTenbcTBOM Poccuickon Pegepaumm o Hanorax n céopax.

(vacTb 3.2 B peq. ®enepansHoro zakoHa ot 29.11.2010 N 313-93)

3.3. lNMpuHATNE pelleHns 0 BHECEHUN U3MEHEHWNN B OOKYMEHTbI, codepXalmeca B pernctpaumMoHHOM AoCbe Ha
3apeFVICTpI/IpOBaHHbII7I J'IeKapCTBeHHbIVI npenapar Aand MeauuuHCKOro npuMeHeHuna w npencrtaBrieHHble 00 AHA
BCTyNnneHna B CUNy HacTodliero dJe,qepaanoro 3akOHa, U NpuHATNE peLleHnAa O BHeCeHUn M3MEHEHNN B OOKYMEHThI,
cofepxalleecs B perucTpaLMoHHOM A0Cbe Ha 3aperMcTpuUpoBaHHbIN NeKapCTBEHHbIN npenapaT AN MeOULUHCKOro
NPUMEHEHUA U NPEeACTaBliEHHbIE Ha 3KCMEPTU3Y NEKapCTBEHHbLIX CPEeACTB [0 OHA BCTYMIEHWUS] B CUIY HacTOSLLEro
depepanbHOro 3akoHa, OCYLLECTBSITCA HA OCHOBaHUM JOKYMEHTOB W AaHHbIX, MPeACTaBMNEHHbIX OO AHSA BCTYNNeHus
B cuny Hactoswero ®egepanbHOro 3akoHa, a Takke 3asiBNeHUsS O BHECEHUM N3MEHEHWI B JOKYMEHTbI, cogepXalnecs
B pernctpaunoHHOM p[oCbe Ha 3apeFVICTpI/IpOBaHHbII7I J'IeKapCTBeHHbIVI npenapar anda MeguumHCKOro npuMeHeHud,
npeacrtaBiieHHOro npoun3soaunTenem nekapCcTtBeHHbIX npenapatos Ui ynoriHOMOY€HHbIM MM NTULOM B COOTBETCTBUU C
HacTosAwmMm PefeparnbHbIM 3aKOHOM B YNOSTHOMOYEHHbIN doefeparbHbid oOpraH UCNOMHUTENbHOW BNactTu Ao 1 mapta
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalueHnn nekapcTBeHHbIX cpeacTs” [lata coxpaHenus: 10.01.2020

(c u3m. un gon., BCTyM....

2011 roga, 6e3 TpeboBaHWs ynnaTbl rocyaapCTBEHHOW MOLUIWHBI, NPEeAYCMOTPEHHOW 3aKoHoA4AaTeNbCTBOM Poccuimckom
depepaumm o Hanorax u cbopax.
(vacTb 3.3 B pea. PegepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.4. Bbigaya paspelleHunii Ha MPoOBEOEHWNE KITMHUYECKUX WCCREeLOBaHUM JeKapCTBEHHbIX MpenapaToB ANnd
MEOULMHCKOTO MPUMEHEHUS MO 3asaBEHWSM, MOAAHHbIM OO0 AOHS BCTynfeHus B cuiy HacTtosiwero degepanbHOro
3aKOHa, a Tawkke Mo 3asdBneHusM, NodaHHbIM MOCIe OHSA BCTYMneHus B cuny Hactosiwero denepanbHOro 3akoHa Ha
OCHOBaHWN 3KCNEepTU3, MPOBEAEHHbIX 40 OHSA BCTYNMEeHUs B cuny Hactoswero ®enepanbHOro 3akoHa, oCyLLecTBNAeTca
B COOTBETCTBUM C HacToswmM PegepanbHbiM 3aKOHOM Ha OCHOBaHUWM OOKYMEHTOB W LaHHbIX, NpeacTaBfeHHbIX Unm
MofyYeHHbIX OO0 [OHSA BCTYMNEHUs B cuny Hactosiwero PepepanbHOro 3akoHa, a TakkKe Ha OCHOBAHWM  KOMUK
npefBapuUTENbBHOIO 4OroBopa 00a3aTeNbHOro0 CTPaxoBaHUS XU3HW, 300POBbs NALMEHTOB, YyHaCTBYOLLMX B KITMHNYECKOM
nccrnegoBaHUM NeKapCTBEHHOMO npenaparta And MeOUUUHCKOrO NMPUMEHEHWsl, UM KOMuu Jorosopa 00s3aTernibHoro
CTPaxoBaHUS XWU3HW, 300POBbS MALMEHTOB, YYaCTBYIOLWNX B KIMMHMYECKOM UCCMEAOBaHUN NEKapCTBEHHOro npenapara
Ons MeauUMHCKOro NnpMMeHeHus, nnbo NpeacTaBneHHoON Konum JoroBopa 06sa3aTenbHOro CTpaxoBaHus, 3aKoYeHHOro
B COOTBETCTBMM C TWUMOBbLIMW MpaBunamu 00A3aTENbHOrO CTPaxoBaHWUS, C yKazaHMEM NpeneribHOW YUCIIEHHOCTU
NauMeHTOB, y4acTBYOLLMX B KITMHNYECKOM MCCIeAoBaHMMN NIEKAPCTBEHHOro nNpenapaTa aAns MeAULUHCKOro NMpUMeHeHUs,
6e3 TpeboBaHMA ynnaTbl rOCYAapCTBEHHOW MOLWMWMHbLI, MNPEegyCMOTPEHHOM 3akoHodaTtenbcTBoM Poccwuiickon
depnepaumm o Hanorax u cbopax.

(vactb 3.4 B peq. PepepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.5. 3apernctpmpoBaHHble B WHOCTPAHHOW BamnTe A0 OHSA BCTYNNEHMs B cuny Hactosiwero denepanbHoro
3aKoHa npefenbHble OTMYCKHbIE LEHbl MHOCTPaHHbLIX MPOU3BOAUTENEN Ha NeKapCTBEHHbIE Npenaparthbl, BKMOYEHHbIE B
nepeYveHb XXM3HEHHO HEOBXOOUMBIX Y BaXKHENMLLIMX NTEKapCTBEHHbIX NMpenapaToB, NoAnexaT nepecyeTy B pybnum no kypcy
LleHTpanbHoro 6aHka Poccunckon denepaumm Ha paTy, ycTtaHoBneHHyto lMpaButensctBoM Poccuiickon depepaumu,
0e3 npeacraBneHus 3asBrneHus O nepecyeTe LeHbl C BHECEHUEM COOTBETCTBYIOLLMX U3MEHEHUA B rOCYAapPCTBEHHbIN
peecTp npefernbHbIX OTNYCKHbIX LIeH MNpou3BoAUTENEN Ha NeKkapCTBEHHble npenapaThl, BKMAOYEHHbIE B MNepeyeHb
XM3HEHHO HEOOXOOUMbIX N BaXKHEMNLLMX NEKAPCTBEHHbIX NpenapaTos.

(yactb 3.5 BBegeHa dPepepanbHbiM 3akoHoM oT 11.10.2010 N 271-03)

3.6. 3aperncTpupoBaHHble OO OHA BCTYnneHus B cuny Hactosiwero PenepanbHOro 3akoHa npeaernbHble
OTMNYCKHbIE LIeHbl POCCUMNCKUX NPOU3BOAMTENEN Ha NeKapCTBEHHble npenapaThbl, BKIIOYEHHbIE B NepeyeHb XXU3HEHHO
HeOOXOAMMbIX U BaXKHEWLUMX NEeKapCTBEHHbIX MpenapaToB, nognexart nHaekcaumm ¢ 1 Hosbpst 2010 roga ucxopsa us
MPOrHO3MPYyeMOro YpoBHS MHpNAUUN, ycTaHoBNeHHoOro PefepanbHbiM 3akoHoM oT 2 aekabps 2009 roga N 308-93 "O
denepanbHom GrogkeTe Ha 2010 rog n Ha nnaHoBbi nepuog 2011 n 2012 rogos” Ha 2011 roga.

(vacTb 3.6 BBegeHa PepepanbHbiM 3akoHoMm oT 11.10.2010 N 271-93)

3.7. Tocne 1 mapta 2011 roga He pJonyckawTca NPOU3BOACTBO U BBO3 B Poccuiickyio ®denepauuio
rnlekapCTBEHHbIX MpenapaToB B YMakKOBKAaxX C MapKMPOBKOW, KOTopas ObifMa HaHeceHa OO OHA BCTYNNEHWs B cuny
HacTosilero depepanbHOro 3akoHa. 10 MCTeYEeHMM YKa3aHHOrO CpoKa AdaHHble NEeKapCTBEHHble npenapartbl MOryT
OTNycKaTbCH, peanv3oBbiBaTbCs, NepeaaBaThbCs U NPUMEHSTLCSA 40 UCTEYEHUS X CpOKa FOAHOCTU.

(B pea. PenepanbHbix 3akoHOB OT 29.11.2010 N 313-®3, o1 06.12.2011 N 409-93)

4. Co gHs BCcTynneHus B cuny Hactoswero ®egepansHoro 3akoHa u no 30 anpens 2011 roga BKAYUATENBHO
[ornyckaeTcs MpPOBEOEHUEe 3KCMEepTM3bl JIEKAPCTBEHHbIX CPEeACTB SKCMepTamMu  SKCMEPTHOrO  yYpeXxaeHus 0o
NPOXOXOEeHUa ¥MW  aTTecTaumMm B [O0OpAAKe, YCTAHOBMEHHOM  YMOMHOMOYEHHbIM  defeparnbHbiM — OpraHoMm
MCMNONMHNTENbHOW BNAcTU.

5. Co agHAa BCTynneHus B cuny Hactosiwero ®egepanbHoro 3akoHa n no 31 gekabpsa 2013 roga BKNHOYMTENBHO
OCYLLIECTBMSIETCS Mepexod K MpOM3BOACTBY JEKAPCTBEHHbIX CPEACTB B COOTBETCTBMM C MpaBuilaMn OpraHusaumm
NpoOn3BOACTBA U KOHTPOMNsS KayeCTBa IEKapCTBEHHLIX CPEACTB, yKasdaHHbIMM B 4Yactm 1 crtatbum 45 HacTosiwero
depepanbHOro 3akoHa, B nonHOM obbeme. Cpokm nepexoda NpOM3BOACTBA IEKAPCTBEHHbIX CPEACTB K MX
NPOM3BOACTBY B COOTBETCTBMM C KOHKPETHbIMM TpeboBaHUSIMM [AaHHbIX NpaBwuf, BKMKYas CPOKM aTTecTauum
YMOSTHOMOYEHHbBIX 1L, YKa3aHHbIX B YacTax 6 u 7 crtatbu 45 HacTosawero deaepanbHOro 3akoHa, yCTaHaBNMBaKTCS
MpaBsutenbctBOoM Poccuiickon ®enepaunn.

6. JluueH3nn Ha NPon3BoACTBO NEKapCTBEHHbIX CPeACTB, BbldaHHble A0 1 aHBaps 2014 roga, gencTsytoT nocrne 1
aHBapsa 2014 roga Ao UCTeyveHus cpoka ux AerCTBUS MpU YCNOBUKM COOTBETCTBUSA NULEH3MaTa npasunam opraHu3aumm
NMPOM3BOACTBA M KOHTPOMSA KayecTBa JeKapCTBEHHbIX CpeacTB, YKasaHHbIM B 4actu 1 crtatbu 45 Hactoswero
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

(pep. o1 27.12.2019) JokyMeHT npepocTasneH KoHcynbTaHTnoc
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