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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

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 425-93, o1 04.06.2018 N 140-93, o1 28.11.2018 N 449-93,
oT 27.12.2018 N 511-®3, ot 06.06.2019 N 134-®3, o1 26.07.2019 N 240-93)

Maea 1. OBLUME NMNONOXEHUA
Cratba 1. MpeameT perynupoBaHus HacTosiwero ®egepanbHOro 3akoHa

1. Hactoswwmi ®epgepanbHbil 3akOH perynvpyeT OTHOLUEHWS, BO3HMKallWme B CBSA3WM C obpalieHnem -
pa3paboTkon, OOKIMUHUYECKUMU UCCREAOBAHUAMMW, KIMHUYECKUMU UCCeLoBaHUSMU, IKCNEepTU30M, rocyaapCTBEHHOM
peructpauuen, co cTaHgapTMsauuen Wu C KOHTPONemM KadecTBa, MPOM3BOACTBOM, W3rOTOBNEHMEM, XPaHEHUEeM,
nepesoskon, BBO30OM B Poccunckyto ®epepauunio, BbiBo3oM U3 Poccuiickonn ®epepauuun, peknamon, OTMYCKOM,
peanusauuen, nepefaden, NPUMEHEHNEM, YHUHTOXEHMEM NeKapCTBEHHbIX CPEACTB.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hactoswun ®epepanbHbll  3aKOH  yCTaHaBNMBaEeT MNPUOPUTET  FOCYAapCTBEHHOIO  perynupoBaHus
6e3onacHoCTU, kayecTBa U 3h(EKTMBHOCTU NEKAPCTBEHHbIX CPeACcTB NPU NX obpallleHUN.
(B pea. PepepanbHoro gakoHa ot 25.06.2012 N 93-93)

CrtaTtbs 2. Cchepa npumeHeHust HacTosiwero denepanbHOro 3aKkoHa

HacTtosiwmn depepanbHbli 3aKOH NPUMEHSIETCS K OTHOLLEHUSM, BO3HUKAIOLLMM Npy obpalleHnm NekapcTBEHHbIX
cpencTtB Ha Tepputopun Poccuinckon denepaumn.

Cratbs 3. 3akoHogaTenbCTBO 00 0OpaLleHMN NeKapCTBEeHHbIX CPeACTB

1. 3akoHogaTenscTBO 06 O6paLleHn nekapCTBEHHbIX CPEACTB COCTOUT M3 HacToswero ®egepanbHOro 3akoHa,
apyrux cdegepanbHbIX 3aKOHOB U MHLIX HOPMaTUBHbLIX MPaBOBbIX akToB Poccuiickon ®eaepaunn.

1.1. 3akoHopaTenbCcTBO 06 0OpalleHuM nekapCTBEeHHbIX CPEACTB B OTHOLIEHWM OPUOMYECKUX TNUL U
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

MHOVBMAYaAnbHbIX  MpeanpuHUMaTenen, OCYLUECTBNAWMX AOeATENbHOCTb Ha TeppuTopuMuM  MEeXayHapoAHOro
MEeOULUMHCKOrO Kractepa, NpPUMEHSeTCa C y4eToM OcobeHHOCTen, ycTaHoBneHHbIXx ®PegepanbHbiM 3akoHom "O
MeXayHapOAHOM MEeLMLIMHCKOM KracTepe M BHECEHUN M3MEHEHWI B OTAENbHbIE 3aKoHOAAaTernbHble akTbl Poccuiickon
denepaummn”.

(vacTb 1.1 BBegeHa d®epepanbHbIM 3akoHoM OoT 29.06.2015 N 160-03)

2. [HenctBue Hactoswero ®enepanbHOro 3akoHa pacnpocTpaHseTcsd Ha obpalieHne HapKOTUYECKUX
NekapCTBEeHHbIX CpencTtB W MNCUXOTPOMHbIX JeKapCTBEHHbIX CpeacTtB C Yy4YeToM OCO6eHHOCTeI7I, YCTaHOBJIEHHbIX
3akoHogatenbcTtBOM Poccuiickon ®egepauum O HapKOTUYECKUX CpeacTBax, MCUMXOTPOMHbIX BewecTBax U 06 ux
npekypcopax.

3. OenctBme Hactosiwero ®enepanbHOro 3akoHa pacnpocTpaHsieTcs Ha obpalleHne paguodapmaueBTUYecKnx
NeKapcTBEHHbIX CPeACcTB C y4eToM OCOBEHHOCTEN, YCTaHOBMNEHHbLIX 3akoHoaaTenbcTBoM Poccuiickon degepaunn B
obnactn obecneyeHns pagmaLmoHHOM 6e30nacHOCTMW.

4. Ecnn mexayHapoaHsiM goroBopoM Poccuiickon degepaumm yCcTaHOBMNEHbI MHbIE MpaBuna, Yem Te, KoTopble
npeaycMoTpeHbl HaCcToALLUM dJe,qepaanblM 3aKOHOM, NMPUMEHAITCA NpaBuia MexXgyHapoaHoro 4orosopa.

5. B Poccuiickon denepaumm B COOTBETCTBUN C MeXAyHapoaHbIMK AoroBopamu Poccunckon ®epepauum n (unu)
Ha OCHOBE MPWHLMMNA B3aMMHOCTU MPU3HAIOTCA pe3ynbTaTbl KIIMHUYECKMX MCCIeA0BaHWN NIEKAapCTBEHHbBIX NpenapaTos
OIS MeaMLUMHCKOro NpMMEHEHMs1, NMPOBeAEHHbIX 3a Npeaenamn tepputopun Poccuiickon ®egepauun.

Ctatbs 4. OCHOBHbIE NOHATUSA, UCNONb3yeMble B HacTosieMm PeaepanbLHOM 3aKOHe
Onsa uenen HacTosiwero ®eaepanbHOro 3akoHa NCMONb3YIOTCA CreayoLmMe OCHOBHbIE MOHATUSA:

1) NeKkapCTBeHHble cpeacTBa - BellecTtBa uUnn ux KoMOMHauun, BCTynawLine B KOHTAKT C OpraHM3IMoM 4elnoBeka
nnn >XMBOTHOIO, MNPOHUKaWLWMe B OpraHbl, TKaHW OpraHu3Ma d4erioBeka Wnn >XMBOTHOIO, MNpUMeHAeMble AOnd
I'IpOCbI/IJ'IaKTI/IKI/I, ANarHoCTuKn (38 WCKITIOYEHNEM BELLECTB UMM UX KOMOWUHAUUA, He KOHTaKTUpyrLwmnx ¢ opraHusMom
yenoBeka Wuin )KVIBOTHOFO), nevyeHusi 3aboneBaHus, pea6mnMTau,|/||/|, anda coxpaHeHua, npegoTBpaleHna  unn
npepbiBaHNA 6epeMeHHOCTI/I N MNMOJ1y4eHHble N3 KPOBU, Niia3Mbl KPOBU, N3 OpraHos, TKaHen OopraHu3ma 4erioBeka unm
XMBOTHOIO, paCTeHMVI, MUHepanos MeTogamMum CUHTEe3a WM C npuMmeHeHnem ouonormnyecknx TexHomnorun. K
NleKkapCTBeHHbIM CpencTBaM OTHOCATCA (paplvlau.eamqecme Cy60TaHLI.I/II/I M NekapCTBeHHbIe npenapaThbl;

2) dhapmaueBTuyeckasa cybctaHUMs - nekapcTBEHHOe CpeaCTBO B BWAE OAHOMO MMM HECKONbKUX 06nagaroLimx
hapmMakonormyeckon akTMBHOCTbIO AENCTBYHOLMX BELECTB BHE 3aBUCMMOCTU OT MpUpOAbl MPOUCXOXOEHMUS, KOTOPOoe
npegHasHaveHo AN NPoM3BOACTBA, M3rOTOBMIEHUS NTEKapCTBEHHbIX MpenapaToB 1 onpegenseTt nx apeKkTUBHOCTb;

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

3) BcnomoraTenbHble BeLecTBa - BeLllecTBa HEOPraHWYeCcKoro WM  OPraHU4eckoro NPOUCXOXAEHUS,
ucnosnb3yemble B MNpoOLEcce MPOM3BOACTBA, W3rOTOBMEHUSA JIEKAPCTBEHHbIX MNpenapaTtoB Ans  NpUAaHUs UM
HeobxoaMMbIX PU3NKO-XMMNYECKNX CBONCTB;

4) nekapcTBeHHble npenapaTbl - NeKapCTBEHHbIe CpeacTBa B BMOE NIEKapCTBEHHbIX DOPM, NMpUMeHsieMble ans
NpoUNakTUKL, AMArHOCTUKW, NedveHus 3aboneBaHus, peabunuTauun, ANA COXPaHEeHWs, npeaoTBpalleHuUs WUnu
npepbiBaHUA 6epeMeHHOCTY;

5) nekapcTBeHHas hopma - COCTOSIHUE feKapCTBEHHOrO npenapaTa, COOTBETCTBYHLLEE crioco6amM ero BBeAeHUs
N NpUMeHeHus U obecneymBatolLiee AOCTUXKEHNE HE0OX0aANMOro nevyebHoro addekTa;

5.1) po3npoBka - cogep)aHne OOHOro UM HECKOSbKUX AEWCTBYIOLWMX BEWECTB B KOIMYECTBEHHOM BbIpaXXeHUN
Ha eguHUUY AO03bl, UNK eguHULy obbema, UM eamHULYy Macchbl B COOTBETCTBMM C JIEKAPCTBEHHOW ¢hopmon nNubo ans
HEKOTOPbIX BMOOB NeKapCTBEHHbIX (DOPM KONMUYECTBO BbICBOBOXAAEMOro M3 nekapcTBEHHOM (hopMbl AEMCTBYIOLLErO
BeLLeCTBa 3a eANHNLLYY BPEMEHM;
(n. 5.1 BBegeH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

6) nepeyeHb XM3HEHHO HEOOXOOUMBIX U BaXKHEWLUMX NEeKapCTBEHHbIX MpenapaToB - eXEerogHo yTBepXaaeMbln
MpaBuTenscteom Poccuiickon dedepauun nepeyeHb NeKapCTBEHHbIX MpenapaTtoB AN MeAMUMHCKOrO NPUMEHEHWs,
obecneunBaoLLMX NPUOPUTETHbIE NOTPEOHOCTU 30paBOOXPAHEHMUS B LENAX NPOgUIakTUKL 1 reveHus 3abonesaHuin, B
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

TOM uucre npeobnagarowmx B CTpyKType 3abonesaemoctn B Poccuiickon deaepaumy;

6.1) opchaHHbIEe nekapCTBEHHbIE MpenapaThl - NleKapCTBEHHbIE MpenapaTbl, NpegHas3Ha4YeHHbIe WCKIHYMTENBHO
ONst ANarHoCTMKM UMW NaTOreHEeTUYECKOro NIeYEHUst (1e4YeHns, HanpaBneHHOro Ha MexaHn3M pas3BuUTUs 3abonesaHusl)
peakux (opdaHHbIX) 3abonesaHuni;
(n. 6.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

6.2) ©Ouonorvyeckme nekapcTBEHHble MpenapaTbl - JIeKAapCTBEHHbIE MpenapaTbl, AEUCTBYIOLLEE BELLECTBO
KOTOpPbIX NPON3BEAEHO UIN BblAENEHO N3 OMONOrMYecKoro UCTOMHUKA U ANs onpeaenieHnst CBOMCTB M KavyecTBa KOTOPbIX
HeobxooMMa KOMOMHaUMSA OUONMOrMYeckUX U  (OUIMKO-XUMUYECKUX MeTodoB. K OMonormvyeckMMm nekapCTBEHHbIM
npenapaTam OTHOCATCS MMMYHOBUONOrMYeckme fiekapcTBEHHbIE NpenapaTbl, IEKapCTBEHHbIE NMpenaparbl, NOTyYeHHbIe
M3 KpOBM, MNNa3Mbl KPOBM YenoBeKa W >KMBOTHbIX (3@ WCKIHYEHMEM LENbHOW KpoBW), OMOTEXHONorm4yeckme
nekapcTBeHHbIE NpenapaThbl, FreHoTepaneBTUYECKME NeKapCTBEHHbIE Npenaparhbl;

(n. 6.2 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

7) UMMyHOBMOMOrMYeckne nekapcTBEHHbIe MpenapaTthbl - fleKapCTBEHHblE Mpenapatbl, NpegHa3HadeHHble Ans
(hOPMUPOBaAHUS AKTUBHOMO MIIM MACCMBHOMO MMMYHUTETA NGO AMArHOCTUKMA HanMunst UMMYHUTETa MAWM OUarHoCTUKK
crneundunyeckoro npUoBpPEeTEHHOrO WM3MEHEHWUs MMMYHOOrMYeckoro oTBeTa Ha anneprusvpytowme BewecTtBa. K
WMMYHOOMOMNOrMYECKUM JIEKAPCTBEHHBLIM NpenapaTtaM OTHOCATCA BaKUWMHbLI, aHaTOKCWHbI, TOKCWUHbI, CbIBOPOTKM,
UMMYHOTNOBYWHBI 1 annepreHbl;

(n. 7 B peq. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

7.1) BuoTexHonormyeckne nekapcTBeHHble npenapaTbl - NeKkapCcTBEHHble npenapatbl, NPOU3BOACTBO KOTOPbIX
OCYLLLECTBMSAETCS C UCMOSIb30BaHNMEM BMOTEXHONOrMYECKMX NPOLLEeCccCoB 1 MeTodoB (B ToM yucre JHK-pekoMOuHaHTHOW
TEXHONOrMM, TEeXHOMOMMM KOHTPONMMPYEMOW 3KCMPEeCCUM FeHOB, Koaupylowmux 6uonormveckM aktueHble Oenkv B
npokapuoTax M 3yKapuoTax, BKOYas M3MEHEHHble KIeTKu MrekonuTawoowmx), rubpuaomMHOro metoga U Metoga
MOHOKMOHAMbHbIX aHTUTEN;

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

7.2) reHoTepaneBTWYECKMe reKapCTBEHHble npenapaTbl - NeKkapCcTBEHHble npenapaTbl, hapmaueBTM4ecKas
CcybCcTaHUMSA KOTOpbIX ABNAETCA PEKOMOWHaHTHOW HYKIEMHOBOW KWUCMOTOM MW BKoYaeT B cebs pekomMOMHaHTHYHO
HYKIMEVHOBYIO KWUCMOTY, MO3BOMSAOLLYI0 OCYLECTBNSATb perynvpoBaHve, penapauuio, 3ameHy, gobasnexHue wnm
yAaneHvue reHeTu4eckon nocnegoBaTenbHOCTY;

(n. 7.2 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) HapkoTMYeckue neKapCTBEHHbIE CPEACTBA - NeKapCTBEHHbIE MpenapaThl n dapMaleBTM4eckue cybctaHuum,
cofepKallme HapKoTMYeckue CpeacTBa v BKIMOYEHHbIE B [lepeyeHb HApKOTUYECKMX CPEACTB, MCUXOTPOMHbIX BELLECTB U
UX MPEeKypcopoB, noanexawmx KoHTpomto B Poccunckon Pepepauum, B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon depepaummn, mexayHapoaHeiMu gorosopamu Poccuickon depepaumm, B TOoM yncne EAMHON KOHBEHLMEN O
HapKoTu4eckux cpeacreax 1961 roaa;

9) NcuxoTponHble fekapCTBEHHbIE CPeACcTBa - NeKapCTBEHHble npenapatbl U hapmaueBTudeckne cybcrtaHuum,
cofeprkallme NCUXOTPOMHbIe BELLLECTBA M BKITHOYEHHbIe B [lepeyeHb HapKOTUYECKNX CPeACTB, MCUXOTPOMHbIX BELLECTB U
X NPeKypcopoB, noanexawmx KoHTpono B Poccuickon ®Pegepaumy, B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuiickon ®epepauun, mexagyHapoaHbiMu poroBopamu Poccunckon ®depepauun, B Tom 4ncne KoHBeHuuven o
NCMXOTPONHbIX BewecTBax 1971 roaa;

10) pagvocbapMaueBTUYECKME NEeKapCTBEHHbIE CPEACTBa - JleKapCTBEHHbIe CPeAcTBa, KOTopble coaepkaTt B
rOTOBOW AMs UCMONb30BaHMs hOpMe OAUH PaaUOHYKIUA UMM HECKOSBKO PaaMoHYKNMAOB (PaAMoaKTUBHBLIX U30TOMOBY);

11) pedepeHTHbIN NEKAapPCTBEHHBIN Npenapar - NeKapCTBEHHbIN NpenapaT, KOTOpbI BNepBble 3aperMcTpupoBaH B
Poccuiickon ®epepaunn, kadectBo, 30dEKTMBHOCTb U 6E30MaCHOCTb KOTOPOro AoKa3aHbl HA OCHOBAHMM pe3yribTaToB
OOKNMUHNYECKUX NCCNEAOBAHUN NEKAPCTBEHHbLIX CPEACTB U KIMHUYECKUX UCCREAOBaHUA NeKapCTBEHHbIX MpenapaTtos,
NPOBEAEHHbIX B COOTBETCTBMM C TpeboBaHusiMm vacten 6 m 7 ctatbn 18 HacTtosiwero denepanbHOro 3akoHa B
OTHOLUEHMWN NEKAPCTBEHHbLIX CPEACTB AN MEAULMHCKOrO NPUMEHEHNst MO0 B COOTBETCTBMM C TpeboBaHMAMM cTaTbk
12 HacTosiwero PenepanbHOro 3akoHa B OTHOLUEHUWM NEKAPCTBEHHBLIX CPeACTB AN BETEPUHAPHOTO MPUMEHEHUS, U
KOTOPbIA MCMONb3yeTcA AMfS OUEHKU OMO3IKBMBANEHTHOCTM WM TepaneBTUYECKOW 3SKBMBANIEHTHOCTW, KadecTsa,
adpcpekTBHOCTM M Be3onacHOCTM BOCMPOM3BEAEHHOrO WnNn  OuoaHanoroBoro (6MonogoBHOro) nekapCTBEHHOrO
npenapara;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

(B pean. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-®3)

12) BocnpousBedeHHbIN NeKapCTBEHHbIM MpenapaT - NeKapCTBEHHbIV MnpenapaT, KOTOpbIi UMEeeT TakoWm e
KayeCTBEHHbIN COCTaB M KONMYECTBEHHbIN COCTaB AEWCTBYIOLLMX BELLECTB B TaKOW Xe NekapCTBEHHON hopMe, YTO U
pedepeHTHbIN NeKapCTBEHHbIN Npenapart, U GMO3KBMBANEHTHOCTb MU TepaneBTUYecKash SKBMBANEHTHOCTb KOTOPOro
pedepeHTHOMY NekapCcTBEHHOMY npenapaTy NOATBEPXAeHa COOTBETCTBYIOLLMMMN UCCIIeA0BaHUAMY;

(n. 12 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

12.1) TepaneBTUYECKasi 3KBMBANEHTHOCTb - [OOCTWXEHWE KIMHUYECKU COMOCTaBUMOroO TepaneBTUYECKOro
adhpbekTa Npu NpMMEHEHUN NeKapCTBEHHbIX NpenapaToB AMs MEeOULMHCKOro NPpUMEHeHUsa ANst OOHOW 1 TOW e rpynnbl
OOnNbHbIX MO OAHMM U TEM Xe NMoKa3aHUsSM K MPUMEHEHMUIO;

(n. 12.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

12.2) 6uoaHanorosbin (6MONOAOGHLIN) NeKapCTBEHHbIM NpenapaT (buoaHanor) - GruonorMvyecknii NekapCcTBEHHbLIN
npenapar, CXOXMI MO napameTpam KadecTBa, 3pdeKTMBHOCTM M GesonacHOCTU C pedepeHTHbIM BMOoNorniyeckum
neKkapCTBEHHbIM NpenapaToM B TAaKOW >Ke NekapCTBEHHOW dhopMe U UMEIOLLMI MAEHTUYHbIN cnocob BBeaeHUS;

(n. 12.2 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

12.3) B3aMMO3aMeHsieMbli NeKapCTBEHHbLI npenapaTr - JleKapCTBEHHbIM npenapar C  [A0Ka3aHHOM
TepaneBTUYECKON 3KBUBANEHTHOCTbIO WM OWMO3KBMBANEHTHOCTbIO B OTHOLIEHUW pedepeHTHOro NeKapCTBEHHOrO
npenapara, UMeloLLMIN IKBMBANEHTHbIE MYy KaYeCTBEHHbIV COCTaB M KONMNYECTBEHHbIN COCTaB AEWCTBYIOLLMX BELLECTB,
COCTaB BCNoMoOraTesbHblX BELLEeCTB, NEKapCTBEHHYO opMy 1 cnocob BBeAEHNS;

(n. 12.3 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

13) NnekapCTBeHHOEe pacCTUTeribHOEe Chbipbe - CBEeXne UIin BbiCyLeHHble pacTeHnda nmnbo nx 4acTu, ncnonb3yemble
anda npou3BoAcTBa J1IEKAapPCTBEHHbIX CpeacTB oOpraHun3daunamMm - Npou3BOOUTENAMU JNEKAapCTBEHHbIX CcpenctBs wunmn
N3roToBJ1IEHNA NNIEKAPCTBEHHBLIX NMpenapaTtoB anTe4YHbiMU opraHn3aunammn, BeTepnHapHbiMn anTe4YHbIMU OpraHn3aunamMmu,
nHansngyanbHbIMU NpeanpuHnMaTenamm, UMerLLnMn NIMUEH3NI0 Ha cpapmau,eBTquCKyro DeATeNIbHOCTb,

14) nekapCTBEHHbIM pacTUTENbHLIN Npenapar - NekapCTBEHHbIN npenapar, NPon3BeaeHHbIA UM N3rOTOBNEHHbIN
M3 OOHOrO BMAA JIEKAPCTBEHHOrO PaCTUTENBHOMO CbIpbS MM HECKONBbKUX BUOOB TaKOrO ChipbS UM peanv3yemblii B
paccacoBaHHOM BMAE BO BTOPUYHOW (NOTPEOUTENBCKON) YNAKOBKE;

15) romeonaTMyeckMn neKapCTBEHHbIM MpenapaT - JEeKapCcTBEHHbIM npenapaTt, nNPOU3BEAEHHbIN UMK
M3roTOBMEHHbIA U3 dapmaueBTu4eckon cybcrtaHumm wnu dapmaueBTnyeckux cybcTaHuMn B COOTBETCTBUM C
TpeboBaHNAMKN 0OLWMX dhapMaKonenHbIX cTaTel K roMeonaTuyeckMm nekapcTBeHHbIM npenaparam unv B COOTBETCTBUM
¢ TpeboBaHMAMY dhapmakonen CTpaHbl NPON3BOAUTENS TaKoro fiekapCTBEHHOro nNpenapara;

(n. 15 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

16) MexagyHapogHoe HenaTeHTOBaHHOE HauMeHOBaHWe NeKapCTBEHHOro cpeacTtsa - HauMeHoBaHue
OenicTBylollero BewlectBa papmaueBTudeckon cybctaHuuKn, pekoMeHAoBaHHOe BcemupHom  opraHv3aumen
3[paBOOXpPaHEHNS;

(B peqn. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

17) TOproBoe HaMMEHOBaHWE NEKapCTBEHHOIO CPEeACTBa - HaMMEHOBaHME JIEeKapCTBEHHOro CpeacTsa,
NPUCBOEHHOE €ro pa3paboTynKoM, AepXKaTenem Unu BnagenbLem permcTpaLmoHHOro yAoCTOBEPEHNUSI NeKapCTBEHHOMO
npenapara;

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

17.1) rpynnMpoBOYHOE HaMMEHOBaHWe NeKapCTBEHHOMO Npenaparta - HaMMeHOBaHWe fekapCTBEHHOrO npenapara,
He MMeloLero MexayHapogHoro HenaTeHTOBAHHOrO HauMEHOBaHMWS, UM KOMOWHaUWMW fekapCTBEHHbIX Npenaparos,
ucnonb3yemoe B Lensax obbeanHeHuss ux B rpynny nog edvHbIM HauMeHOBaHWeM WCXOAs M3 OAMHAKOBOro cocTaBa
OEeNCTBYIOLNX BELLECTB;
(n. 17.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

18) obwasa dapmakonerHas ctaTbsl - OOKYMEHT, YTBEPXAEHHbLIA YNONMHOMOYEHHbIM deaepanbHbiM OpraHoMm
WCMOMHMTENBHOW BRacT U cogepXalwmi nepeyeHb MnokasaTenen kadectBa M (UNK) METOOOB KOHTPONSA KavecTBa
KOHKPETHOW  NEeKapCTBEHHOM (POpMbl, NEKAPCTBEHHONO PaCTUTENIBHOTO  Cbipbsi, OMMUCaHUA  OMONOTrNYECKuX,
OMOXMMUNYECKNX, MUKPOBUOMNOrMYECKNX, (OU3UKO-XUMUYECKUX, (PU3NYECKUX, XMMUYECKMX WU OPYrMX MeTodoB aHanusa
neKkapcTBEHHOro CpeacTBa, a Takke TpeboBaHNA K UCNOMb3yeMbIM B LIENAX NPOBEAEHUS AaHHOrO aHanmsa peaktusam,
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

TUTPOBaHHbLIM PacTBOpaMm, MHAMKATOPaM;
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

19) dapmakonenHas cTaTtbd - [OOKYMEHT, YTBEPXAEHHbIA YMNOMHOMOYEHHbIM defeparnbHbiM — OpraHoM
WCMOMHMTENBHOW BRacTu W codepXaluin nepeyveHb MokasaTenen KadecTBa M METOAOB KOHTPONSA KavecTBa
neKkapCTBEHHOIo CPeACTBa;

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

19.1) ctaHgapTHble o6pasubl - BellecTBa, NMOCPEACTBOM CPaBHEHWUS C KOTOPbIMU OCYLLECTBMASETCA KOHTPOSlb
KayecTBa MccrnegyeMbliX fiekapCTBEHHbIX CPEACTB C MOMOLLBbH (OU3MKO-XMMUYECKUX U OMONOrMYeCcKMX METOAOB B LENSX
NnoATBEPXKAEHMNS COOTBETCTBMUS NEKAPCTBEHHbLIX CPEACTB TpeboBaHMSAM HOPMAaTMBHOW OOKYMEHTAUUN, YCTAHOBMEHHbIM
npuv OCYLLECTBNEHNN TOCYOAPCTBEHHOM perncTpauun, M KOTOpble MNPUMEHSATCA ANs KanubpoBKM CTaHOApPTHbIX
00pasuyoB Npomn3BOAMTENS NEKAPCTBEHHbIX CPEACTB, UCMOMb3yeMbIX AMsl KOHTPOMS KayecTBa W WHbIX Lenen npu
oOpalleHUn NekapcTBeHHbIX CPeACTB;

(n. 19.1 BBegeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

19.2) dapmakonemnHbln CTaHAapTHbIN obpasey - cTaHAapTHbIM obpasel, NMpou3BedeHHbI B COOTBETCTBUMMU C
hapmakonenHon cTaTbewn;
(n. 19.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

20) HopMaTMBHasi [OOKYMEHTauusi - [OOKYMEHT, CoAepKalliuii mnepeyeHb OonpeaensieMbiXx Mo pesynbTatam
COOTBETCTBYIOLLMX 3KCMEepTU3 MNokasaTenein KadecTBa MeKapCTBEHHOro cpeacTBa AN MEeAULMHCKOTO MpUMeHeHus,
METOI0B KOHTPOIS €ro Ka4ecTsa U YCTaHOBMNEHHbIN ero Npou3BoanTenem;

21) HOpMaTVBHbIA OOKYMEHT - [OKYMEHT, coAepalliuii MepeyeHb orpedensemMblx Mo pesynbTatam
COOTBETCTBYIOLLUX 3KCMEPTU3 MokasaTesnien kayectsa v (Unv) METOLOB KOHTPOSS KayecTBa JeKapCTBEHHON hopMbl,
onucaHna Bronorndyecknx, BUOXUMUYECKUX, MUKPOBUONOrMYECKUX, (PUMKO-XUMUYECKMX, (DUUYECKUX, XUMUYECKUX U
APYrX METOAOB aHanusa NekapCcTBEHHbIX CPEACTB ANA BeTepuUHAPHOro NpUMeHeHusl, TpeboBaHUs K UCMONb3yeMbiM B
Lensx NpoBefeHVs OaHHOro aHanu3a peakTuBaM, TUTPOBaHHLIM pacTBoOpaM, MHOMKATOpaM W YCTaHOBMEHHbIA ero
Npon3BoaAMTENEM;

21.1) obBWMN TEXHWYECKMN OOKYMEHT - KOMMMEKT OOKYMEHTOB M MaTepuarnoB, COCTOSALWMN N3 HECKOSMbKUX
pasgenoB - OOKYMeHTauuu aaMWHUCTPATMBHOIO XapakTepa, XUMU4Yeckow, capmaueBTuyeckon u Buonornveckomn
OOKyMeHTaumu,  apMakonorMyeckon, TOKCUKOMOrMYECKOW  OOKYMEHTauuW,  KIMHWYECKOW  JOKYMEeHTauuu U
npeacTaBnsieMbll OAHOBPEMEHHO C 3asiBfieHMEM O rocy4apCTBEHHOW pernctpauvmn rnekapcTBEHHOro rnpenapara Ans
MeOVLMHCKOro NpyMeHeHus B doopMaTte, yCTaHOBIEHHOM YMOSTHOMOYEHHbIM defeparibHbiM OPraHoOM UCMOSTHUTENbHON
BracTw;

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

22) Ka4yeCTBO J1€KapCTBEHHOrNro cpeacrtea - COOTBETCTBME JIEKApPCTBEHHOIO cpeacrtBa Tpe6OBaHl/IF|M
cbapmakonePlHon cTatbu nnbo B Chny4yae ee OTCyTCTBUA HOpMaTVIBHOIZ OOKyMeHTauum ninm HopmMmaTnuBHOIO OOKYMEHTA,

23) 6Ge3onacHOCTb NEKapCTBEHHOrO CpeAcTBa - XapakKTepucTUKa NEKapCTBEHHOro cCpeacTBa, OCHOBaHHAs Ha
CpaBHMTENBHOM aHanuae ero ageKTMBHOCTU N pucka NPUYMHEHMS Bpeda 340POBbIO;

24) 3pdEKTMBHOCTb JIEKAPCTBEHHOrO npenapata - XapaKTepucTMka CTemneHW MONOoXUTENbHOIO BIUSIHUS
nekapCTBEHHOro Mpenapata Ha TeyeHue, MPOAOIDKUTENbHOCTL 3aboneBaHus wAM  ero  npegoTBpalleHue,
peabunutaumto, Ha CoxpaHeHue, NpeaoTBpaLleHNe Unm npepbiBaHne 6epemMeHHOCTH;

25) cepua nekapCTtBeHHOro cpencrtea - KOJIMYeCTBO JieKapCTBEHHOro cpeactea, npoun3BeneHHOe B pesdysibTaTte
OHOIro TexXHOJ10rM4ecKoro Uukria ero nponssogutenem,

26) perucTpauMoHHOe YOOCTOBEPEHWe IeKapCTBEHHOro npenapata - [OOKYMEHT, MNoATBepXKaaowmin dakT
rocyaapCTBEHHON perMcTpaumnn nekapcTBEHHOTO Npenapara;

26.1) pepxartenb unu Bnagernew, permcTpaunmoHHOro yaoCTOBEPEHUS NIEKAPCTBEHHOrO npenapara - pa3paboTymk
NekapCTBEHHOrO CpPefACcTBa, NPOM3BOAMTESNb JEKAapCTBEHHLIX CPeACTB MM MHOEe puauveckoe nuuo, obraparollee
NpaBoM BMNadeHUsl PerucTpauMoOHHbIM  yOOCTOBEPEHMEM, KOTOPbIE HECYT OTBETCTBEHHOCTb 3@ KayecTBo,
3hheKkTMBHOCTb 1 6GE30MaCHOCTb fIekapCTBEHHOTO Npenapara;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

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

27) peructpauMoHHbI HOMeEp - KogoBOoe 0603HadeHue, MPUCBOEHHOE NeKapCTBEHHOMY npenaparty npu ero
rocygapcTBEHHON peructpaunu;

28) oOpalleHne neKkapCTBEHHbIX CPeACTB - paspaboTka, [AOKIMHWYECKME WCCREeLOBaHUA, KIMMHUYECKME
nccrnegoBaHud, aKCnepTu3a, rocyaapCTBeHHas perncrpauus, ctaHgapTu3aums M KOHTPOSb KavyecTBa, NMpPOM3BOACTBO,
N3roTOBIEHNE, XpaHeHWe, nepeBo3ka, BBO3 B Poccuiickyto ®enepaunio, BbiBO3 M3 Poccuiickon degepaumum, peknama,
OTNyCK, peanusauus, nepegada, NPUMEHEeHNe, YHUUTOXEHNE NEKapCTBEHHbIX CPeaCTB;

(B pea. PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

29) cybGbekTbl 00palleHusi NEeKapCTBEHHbIX CPEACTB - bu3ndeckne nuua, B TOM YUCIEe WHAMBUAYaNbHblE
npeanpuHMMaTenu, 1 lopuanyeckue nuua, ocyLLecTBsLWMe AesTenbHOCTb Npu 0GpaLleHUn NeKapCTBEHHbIX CPEaCTB;

30) pa3paboTyMk NeKapCTBEHHOrO CpeacTBa - OpraHusauusi, obnajakolwas npaBamMu Ha pesynbTaThbl
[OKMUHWUYECKUX UCCIef0BaHUIA NeKapCTBEHHOrO CPeACTBa, KMMHUYECKUX UCCIIefOBaHNUiA NekapCcTBEHHOro npenapata u
(M) Ha TEXHOMOTMI0 NPON3BOACTBA NEKapCTBEHHOTO CPeCTBa;

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

31) npon3BoACTBO J1eKapCTBEHHbIX CpencCTB - OEeATeNIbHOCTb MO NpPpOM3BOACTBY JI€KAapPCTBEHHbIX CpeacTs
opraHmnsaunamMm - npounssoaunTeENIAMU JEKapCTBEHHbIX CpeacCTB Ha OAHOW CTagun, HECKONbKUX WAM BCEX CTagusix
TEeXHOJ10rm4ecKoro npotecca, a Takke no XxpaHeHuo n peann3aumm npomnsseeHHbIX NIeKapCTBEHHbIX CPeaACTB;

31.1) npou3BOACTBEHHas nfowagka - TeppuTopuanbHO OOOCOGMEHHBIN  KOMMMEKC NpOV3BOAMTENS
neKkapCTBEHHbIX CPeAcTB, NpeAHas3HayeHHbld AN BbINOMHEHUST BCEro npouecca MpoM3BOACTBA JIEKaPCTBEHHbIX
CPeaCTB UMK ero onpeaeneHHon ctaamu;

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

32) npon3soauTeslb NeKapCTBEHHbIX CpeacTB - OpraHunsauund, ocyulecTendaoad npon3BoncTtBO J1ieKapCTBEeHHbIX
cpencTBs B COOTBETCTBUN C TpeGOBaHI/IﬂMVI HacTodLlero CDep,epaanoro 3aKOHa;

33) dapmaueBTMyeECKass [LOEATENbHOCTb - AEATENbHOCTb, BkMYawwas B ceba  OonToByk TOProBrito
nekapCTBEHHbLIMU CPeACTBaMU, UX XpaHeHue, NepeBo3ky 1 (UN) PO3HUYHYIO TOProBI0 eKapCTBEHHbLIMK NpenapaTamu,
NX OTMYCK, XpaHEHNe, NEPEBO3KY, N3rOTOBIEHNE NEKAPCTBEHHbIX NpenapaTos;

34) opraHu3auus onTOBOM TOProBMNW fNEKapCTBEHHbIMU CpPeACcTBaMM - OpraHu3auus, OCyLLeCTBASIOLWAs ONTOBYHO
TOProBnt0 NEKapCTBEHHbIMU CPeACTBAMU, UX XPaHEHWME, NepeBO3Ky B COOTBETCTBUM C TPeOOBaHWSMWU HACTOSILLETO
denepanbHOro 3akoHa;

35) anTeyHad opraHu3auus - oOpraHuMsauus, CTPYKTypHOe MoJpasfeneHne MeLMUUHCKON opraHusauuu,
OCYLLECTBMAIOLWME PO3HNYHYIO TOProOBMK JIEKAPCTBEHHBIMM MpenapaTaMmu, XpaHeHwe, NepeBO3Ky, W3rOTOBMEHUE U
OTNYCK JIEeKApCTBEHHbIX MpenapaToB AMs MeAUUMHCKOro NpUMEHEHUs B COOTBETCTBUMN C TPEeOOBaHUSAMU HACTOSILLETO
denepanbHOro 3akoHa;

(B pea. PenepanbHoro zakoHa ot 25.11.2013 N 317-93)

36) BeTepuHapHas anTeyHasl OpraHu3auus - OpraHuM3auusi, CTPYKTYpHOe noJpasgerieHne BeTepuHapHOi
opraHusaumu, OCYLLECTBAIOLIME PO3HWYHYIO TOPrOBMH MEKapCTBEHHbIMU MpenapaTtamu, XpaHeHue, U3roToBneHne u
OTNYCK NEeKapCTBEHHbIX NpenapatoB AN BeTepUHAPHOro NPUMEHEHUSs B COOTBETCTBUM C TPeBOoBaHMAMM HacCTOALLEro
depnepansbHOro 3aKoHa;

37) danbcudrumpoBaHHOe nekapCTBEHHOE CPeACTBO - JIEKAPCTBEHHOE CPeACTBO, COMPOBOXOAEMOE JTOXKHOW
MHpopmMaLmen o ero coctaee u (Unn) Npom3BoANTENE;

38) Heﬂ06pOKaHeCTBeHHOG NekapCTBeHHOe CpenctBo - JieKapCcTtBeHHOe CpencTteso, He COOTBETCTBYHLLEE
Tpe6OBaHVIF|M d)apMaKOHeVIHOIZ crtatbh nnbo B Clny4yae ee OTCYyTCTBUA TpeGOBaHVIﬂM HOpMaTVIBHOIZ OOKyMeHTauum unm
HOPMAaTMBHOIO AOKYMEHTAa;

39) koHTpadaKkTHOEe neKapCTBEHHOEe CPEeACTBO - NEeKapCTBEHHOE CPedcTBO, Haxofsiieeca B ofopote ¢
HapyLLEeHNeM rpaxaaHCKOro 3aKoHOAaTeNnbLCTBa;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

40) [poKnNUHMYecKoe UccredoBaHWe IeKapCTBEHHOro cpeacTBa - Guonorudeckue, MuKpobuonornyeckue,
MMMYHOMOrMYeckne, TOKCMKOMormyeckue, dapmakornormdeckne, dusudeckne, XMMUYeEckue W Apyrue uccrnegoBaHus
NeKapcTBEHHOro cpencTea MyTeM MNPUMEHEHUA Hay4yHbiX METOAOB OLEHOK B LensAX MonyyYeHns [okasatenbcTs
6e30MacHOCTK, kayecTBa M aPPEKTUBHOCTM NeKapCTBEHHOro CpeacTBa;

41) KNMHWYECKOe WCCredoBaHVe feKapCTBEHHOro npenapaTta - W3yyYeHue AUarHoCTUYECKMX, rneyebHbIX,
npodunakTUYecknx, dapmMaKkonorMyeckux CBOWCTB IEKapCTBEHHOrO npenapaTa B MpoLecce ero MNpUMEHEHUs Y
yesioBeka, XMBOTHOTO, B TOM 4WCrEe MNPOLIECCOB BCAaCbIBaHWSA, pPacrnpeneneHus, U3MEeHEeHUs U BbiBeAeHus, NyTem
NPUMEHEHNUSI HAyYHbIX MeTO[OB OUEHOK B LEnsx MonyyYyeHusl [okasaTenscTB 6e3onacHocTW, KadecTBa U
3PEKTUBHOCTUN NeKapCTBEHHOro npenapara, AaHHbIX O HexenaTerbHbIX peakUUsiXx opraHvM3Ma 4YerioBeka, XMBOTHOIO
Ha MpUMMEHEeHWe JekapCTBEHHOro npenapaTta U o6 addekTe ero B3aMMOAENCTBMS C APYIMMU JEKapCTBEHHbLIMM
npenapatamu 1 (Unu) NULEBLIMU NPOAYKTaMU, KOPMaMu;

42) MHOIFoueHTpoBOE KINMHNYEeCKOe nccrneaoBaHne nekapCcrtBeHHOoro npenaparta gna meamumHCcKoro npuMmeHeHua -
KIMMHN4YEeCKoe unccnegoBaHne JnekapcTtBeHHOro npenapata And MeguumHCKOro  npuMmeHeHud, nposogmmoe
pa3p860TLlI/IKOM NekapCTBEHHOro npenapara B ABYX U bonee MeaMLMHCKMX opraHn3aumax no eanHomy npoToKoIy
KINMMHNYEeCKOro nccrnegoBaHma 1eKkapCTBeHHONo npenapara,;

43) wMexayHapooHoe MHOrMOLIEHTPOBOE KMMHMYECKoe WccredoBaHWe JleKapCTBEHHOro npenaparta Aans
MEAMLMHCKOrO MPUMEHEHUs - KIMHUYECKoe WCCredoBaHWe reKapCTBEHHOro npenapata Ans  MeOuUUHCKOro
NpUMeHeHusl, NPOBOANMOE pa3paboTUNKOM NeKapCTBEHHOro npenaparta B pasfMyHbIX CTpaHaxX No eaUHOMY MPOTOKOSY
KIMMHUYECKOro MCCNeAoBaHUs NEeKapCTBEHHOTO Npenapara;

44) nocCTperucTpaunoHHOe KIUMHUYEeCKoe WCCreoBaHne neKkapCTBEHHOro npenapata Ans  MeauumHCKOro
NPUMEHEHNS - KITMHWUYECKOE NCCNeaoBaHNe NlekapCTBEHHOro npenapara Ans MeaMUMHCKOro NpUMeHeHns, NpoBoaMMoe
npou3BogMTeENeM NEKapCTBEHHOro npenaparta, rpaxgaHckniA  00OpoT  KOTOPOro  OCYLLEeCTBNSAETCA  nocne
rocy4apCTBEHHOW perncrTpaumm, B LEnaxX AOMoNHMTeNbHoro cbopa AaHHbIX 0 ero 6e3onacHoCTM U 3peKTUBHOCTH,
paclMpeHns NMoKasaHU K NPUMEHEHUIO LAHHOMO FIEKAapCTBEHHOro npenapara, a Takke BbISBIEHUS HeXenaTeNbHbIX
peakumii NauneHToB Ha ero AenCTBuE;

45) unccnepoBaHne 6GWMOSKBMBANEHTHOCTU JEKAPCTBEHHOrO npenapata - BWA KIMHUYECKOTO UCCNenoBaHUs
neKapcTBEHHOrO npenaparta, NpoBefeHWMe KOTOPOro OCYLLECTBMSETCA AN OnpederieHusi CKOPOCTU BCacbiBaHMS WU
BbIBEOEHUA OOHOrO WM HECKONbKMX obnagarowmx dapmakoriormyeckon akTMBHOCTBIO [OENCTBYIOLWINX BELLECTB,
KoJnn4yecTBa NekapCTBEeHHOro npenapara, gocturarowero CMCTeMHOro KpoBOTOKa, U pe3dyribTaTbl KOTOPOro no3BONAKOT
caenatb BblBOg O OWO3KBMBANEHTHOCTM BOCMPOU3BEAEHHOIO JIEKAPCTBEHHONO nMpenapata B OnpederieHHbIX
neKkapcTBEHHOW (opMe W [O03NPOBKE, COOTBETCTBYHOLMX OpMe U [03MPOBKE pedepeHTHOro NEKapCTBEHHOIO
npenapara;

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

46) wuccnepoBaHuMe TepaneBTUYECKOW 3KBUBANEHTHOCTUM FEeKapCTBEHHbIX MpenapaTtoB - BUA KAMHUMYECKOro
nccrnefoBaHus NeKapCTBEHHbIX NMPenapaToB, NPOBeAEHME KOTOPOro OCYLLECTBMSETCA ANsl BbISABMEHUS OOMHAKOBbIX
CBOWICTB J1€KapCTBEHHbLIX MNpenapaTtoB OnpeaesieHHoON IeKapCTBEeHHOW popMbl, a Takke Hannuusa OAMHAKOBbIX
nokasaTenen 6e3onacHOCTN 1 3¢pPEKTUBHOCTM NIEKAPCTBEHHBLIX NpenapaToB, OANHAKOBBLIX KIMHUYECKNX 3¢hdeKToB npu
NX NPpUMEHEeHUN;

47) NnpoTOKON KIMHWUYECKOro UCCreaoBaHns IekapCTBEHHOrO npenaparta - 4OKYMEHT, B KOTOPOM OnpeaensioTcs
uenu, opMbl opraHu3auum U MeToOosIorMsl MPOBEAEHWUSI KIMHWUYECKOTrO WCCIEeAoBaHWs, CTaTUCTUYECKUMe MeToapbl
00paboTkn pe3ynbTaToB TaKoro uccnegoBaHuss M Mepbl Mo obecneyeHuto ©OesonacHOCTUM  (PU3MYECKMX NnL,
Yy4acCTBYHOLLNX B KIMMHUYECKOM UCCIe40oBaHUN NIeKapCTBEHHOMo npenapara;

48) 6pomropa ncenenoesartend - CBOAHOE U3NOXKeHue pe3ynbTaToB  OOKIMHUYECKOro uccriegoBaHuda
JIeKapCTBEHHOIo cpeacrtea W  KIIMHUYECKOro wuccnenoBaHuda JiekapCTBEHHOro npenaparta Aand  MeauunHCKOro
NPUMEHEHUA;

49) NHMOPMALIMOHHBIN MNCTOK NaumeHTa - AOKYMEHT, B KOTOPOM coAepaTcs B AOCTYMNHOW 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 OCODOEHHOCTAMU KITMHWYECKOIrO MWCCNEeAoBaHWs, VMMEWMMK 3HayYeHue [Ans BblPaXEHUs Takoro
cornacus;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

50) nobo4Hoe geicTBUE - peaKuusi opraHu3mMa, BO3HMKLIAsS B CBSI3UN C NMPUMEHEHNEM NeKapCTBEHHOTO npenapaTa
B [03aX, PEKOMEHAYEMbIX B UHCTPYKLUM MO €ro NpUMeHeHIo, Ans NPpomUnakTuk1, ANarHoCcTMKKM, nevyeHus 3abonesaHus
unv ana peaunurauuu;

50.1) HexenaTenbHas peakuus - HenpegHaMepeHHas HebnaronpuaTHas peakuus opraHusma, KoTopasi MoXeT
ObITb CBSI3aHa C MPYMEHEHNeM fekapCTBEHHOro npenapaTa;
(n. 50.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

51) cepbesHasi HexenaTenbHas peakums - HexenaTtenbHas peakuusl opraHu3ma, CBA3aHHas C NMpPUMEHEHVEM
nekapcTBEHHOro npenapaTta, npvBedwass K CMepTW, BPOXAEHHbIM aHoOManWaM WNU Mopokam pasBuUTUS nMBo
npegcrtaensowas cobon yrposy KusHu, Tpebywowas rocnutanusauuM unu npvBeAwas K CTOMKOW yTpaTte
TPYAOCNOCOBHOCTM U (UNN) MHBANUOHOCTMY;

52) HenpepnBuaeHHas HexXenaTenbHas peakuust - HeXenaTenbHas peakums opraHuMama, KoTopasi cBsidaHa C
NPUMEHEHMEM NEKAPCTBEHHOMO NMpenapaTa B [03ax, PpeKOMeHAYEMbIX B NMPOTOKOME €ro KIMHUYECKOro UccreaoBaHus,
Opolutope nuccrnenoBaTtens, UNn ¢ NPUMEHEHNEM NEKapCTBEHHOIO npenapaTa B [403aX, PEKOMEeHOYEeMbIX B UHCTPYKLMK
Mo ero NMpuMMeHeHuto Ansi NPoUNAaKTUKK, AMArHOCTUKW, fedeHusi 3aboneBaHusi UM MeauLMHCKOM peabunutauum
nauMeHTa, U CYLLHOCTb, TSXKECTb WJIN UCXOA KOTOPOM He COOTBETCTBYET MHGOPMAaLMM O flekapCTBEHHOM npenapaTe,
copepallencs B NPOTOKOMe €ero KMHUYECKOro MccrnenoBaHus, Opolltope uccrnegoBaTtens UM B MHCTPYKUMM MO
NPUMEHEHUIO NeKapCTBEHHOIO Npenapara;

(n. 52 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

52.1) dapmakoHagsop - BU4 AeATENbHOCTU MO MOHUTOPUHTY 3h(PeKTUBHOCTM U 6e30MacHOCTU NeKapCTBEHHbIX
npenapaToB, HanpaBMeHHbIM Ha BbiSIBNEHUE, OLEHKY U NpefoTBpalleHne HexenaTernbHbIX MNOCrneAcTBUA NPUMEHEHUs
neKkapCTBEHHbIX Npenaparos;

(n. 52.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

52.2) nnaH ynpasneHns puckamu - nogpobHoe onvcaHne MeponpuaTUn No hapMakoHaa30py, HanpaBrneHHbIX Ha
BbISIBIIEHWE, OLEHKY U MpefoTBpalleHne UM MUHUMMU3aLMIO PUCKOB, CBA3AHHbLIX C NEKapCTBEHHbIMW MnpenapaTamu,
BKINtoYas oLeHKy 3dhEKTUBHOCTU AaHHbIX MEPOMPUATUN;

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

KoHcynbTaHTlIntoc: npumedaHme.

MonoxeHua ctatbn 4 (B pempakumm depepanbHoro 3akoHa oT 29.07.2017 N 242-03) B yacTu, KacaroLlencs
OpMMPOBaHMS M Bbl4aunM pPeLenToOB Ha fIEKapCTBEHHbIE Mpenapatbl, coaepXaliMe HaszHaudeHue HapKOTUYECKUX
CPEACTB UMM MCUXOTPONHbIX BELLECTB, B hOPME 3NEKTPOHHbBIX JOKYMEHTOB, NpumenatoTcd ¢ 1 aHBapa 2019 roga.

53) peuenT Ha neKapCTBEHHbIA Mpenapat - MEAWLMHCKAMA AOKYMEHT YCTaHOBEHHOW (hOopMbl, coaepKaliui
Has3HayeHne nekapCTBEHHOro npenaparta 4fig MeOUUMHCKOTO MPUMEHEHUS, BblAAHHbIA MEAWLMHCKAM pabOoTHMKOM B
Lensax oTrnycka rnekapCTBEHHOro npenapara unm ero M3roToBreHns u oTrnycka Ha BymaxHOM HocuTerne unm ¢ cornacus
naumeHTa UM ero 3aKOHHOro NpeAacTaBuTens B OOpPME 3NEKTPOHHOTO JOKYMEHTa, NOAMNMCaAHHOrO C UCMOSb30BaHUEM
YyCUNEHHON KBannUUMPOBAHHOW 3NEKTPOHHOW MOANMUCU MEeAULMHCKOro paboTHMKa, NMMOO OOKYMEHT YCTaHOBIEHHOM
dopMbl, codepXalluMi Has3HaA4YeHUe feKapCTBEHHOrO npenapata Afis BeTEPUMHAPHOIO MPUMEHEHUS, BblAAHHBIN
BETEPVMHAPHbIM PabOTHMKOM B LIEMsiX OTNycka JIeKapCTBEHHOro npenapata WM ero W3roToBMEHUS WM OTnycka Ha
Oyma)KHOM HocuTene;

(n. 53 B pea. PepepanbHoro 3akoHa ot 29.07.2017 N 242-03)

54) TpeboBaHNe MeAWLMHCKOW OpraHvM3auun, BeTEPMHAPHOW OpraHu3aummn - JOKYMEHT YCTaHOBMEHHOW hopMmbl,
KOTOpPLIA BbINMUCAH MEAUUMHCKAM WM BETEPUHAPHbIM PabOTHMKOM, UMEHLWMM Ha 3TO NpaBoO, U COOEPXUT B
NMCbMEHHOM opMe yKasaHMe anTevyHoW opraHmsaumm o6 OoTnycke IeKapCTBEHHOro npenapata unM O  ero
N3roToBreHun m o6 otnycke ans obecneyeHust nevyebHoro npouecca B MEOULMHCKOW opraHu3auuu, BeTepUHAPHOM
opraHusauuu;

55) KomnnekcHasi OuUEeHKa JIeKapCTBEHHOrO npenapata - OUEeHKa 3aperMcTpypoBaHHOMO feKapCTBEHHOMO
npenapaTa, BKo4awwaa B cebsa aHanuM3 MHGpOpMauuM O CPaBHUTENbHOW KIMHMYECKON 3GdEKTUBHOCTU U
©e30nacHOCTU NeKapCTBEHHOrO Mpenapara, OLEHKY 9SKOHOMUYECKMX MOCNeACTBUA €ro MNPUMEHEHUsl, K3ydyeHune
AONONHUTENbHbIX I'IOCJ'Ie,D,CTBI/IVI npuMeHeHna nekapCTBeHHOro npenaparta B Uendax npuHATUA peIJJeHI/IVI O BO3MOXHOCTU
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

BKITIOYEHUS JIEKAapCTBEHHOrO MpenapaTa B [epeYeHb XM3HEHHO HeobXoAWMbIX W BaXHEMNLWMX JIeKapCTBEHHbIX
npenapaToB, HOPMAaTMBHbIE MPABOBbLIE aKTbl U MHblE OOKYMEHTbI, Onpeaenswme nopsgok okasaHus MeAuUMHCKON
MOMOLLN, NN UCKIIOYEHUSA €ro U3 yKkasaHHbIX NepeYvHsl, akTOB U JOKYMEHTOB;

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

56) cuctema MOHUTOPWHra [OBWXEHUS JeKapCTBEHHbLIX MpenapaToB Ans MeOUUMHCKOTrO MNPUMEHEeHUs -
denepanbHasi rocygapcTBeHHas MHpOPMaLMOHHAsA CUCTEMA MOHUTOPUHIA OBUKEHNS NEKapCTBEHHbIX NpenapaToB Ans
MEOMLMHCKOrO MPUMEHEHMS OT MPOM3BOAUTENS A0 KOHEYHOro noTpebuTens C UCNONb30BaHMEM B OTHOLLEHMM
NneKapCcTBEHHbIX NpenapaTtoB ANg MeANLUHCKOro NPUMEHEHNA CpeacTB naeHTUdUKaLmm.

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

Mnaea 2. MNOJIHOMO4UA ®EQEPAJIbHLIX OPFAHOB VICI'IOHHVITEﬂbI:IOVI .
BITACTWU, OPTAHOB NCMNMOJNTHUTENBbHOWU BNTACTU CYBBEKTOB POCCUNCKOM
SEOEPALIUN NMPU OBPALLEHUU NNEKAPCTBEHHbIX CPELCTB

Ctatba 5. [MonHomouusi dhedepanbHbIX OPraHoB WCMONMHUTENbLHOW BRactu npu  oGpalueHuu
neKkapcTBEeHHbIX CPeAcTB

K nonHomouusim denepanbHbiX OpraHoB WMCMOMHUTENbHOW BNacTyv npu obpalleHun nekapcTBeHHbIX CpeacTs
OTHOCSTCS:

1) nposegenve B Poccuiickon Pegepauum eguHoOn rocyaapCTBEHHOW MNONWTUKM B obnactu obecnevyeHus
nekapcTBEHHbIMY Mpenapatamu rpaxaaH B Poccuiickon ®Pepepaumu;
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

2) yTBepxaeHue obwwmMx ¢apMakonenHbiXx cTaTen, apmakonerHbIX cTaTel, Wu3gaHue rocyaapCTBEHHON
dapmakoneu, co3gaHue u BeaeHne peecTtpa papMakonenHblx CTaH4apTHLIX 00pasuUoB;
(B pean. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

3) ocyLlecTBNeHNe rocy1apCTBEHHOrO KOHTPoNs (Haa3opa) B cdepe obpalleHnsi NeKapCTBEHHbLIX CPEACTB;
(B pea. PeneparnbHoro zakoHa ot 25.06.2012 N 93-d3)

4) nuueH3npoBaHME NPOU3BOACTBA J1€KApPCTBEHHbIX CPEeACTB WM apmaueBTUYECKON AesTeNnbHOCTU B
COOTBETCTBMM C 3akoHodaTenscTBom Poccuiickon ®eaepaunu;

5) opraHusaums 3KCMepTu3bl NEKApCTBEHHbIX CPEACTB, 3TUYECKOM 3KCMepTu3bl BO3MOXHOCTM MNPOBEAEHUSA
KITMHUYECKOro UccregoBaHus NiekapCTBEHHOro npenapaTa Ans MegUUUHCKOrO NMPUMEHEHUS!, SKCNepTu3bl JOKYMEHTOB,
npeacTaBneHHbIX Ans OnpefeneHrMs BO3MOXHOCTM pacCcMaTpuBaTh JIEKAPCTBEHHbIM 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) opraHnsaums NpoBeaeHUs KOMMIIEKCHOW OLIEHKWN NIEKAapCTBEHHOrO npenapaTta B Lensax NpUHATUS peLueHuin o
BO3MOXHOCTWU BKITHOYEHWSI JIEKApPCTBEHHOrO nMpernapata B NepeyvYeHb XU3HEHHO HEeOoOXOoOUMBbIX W BaXKHEWLLUX
neKkapcTBEHHbIX NpenapaToB, HOPMAaTUBHbIE MPABOBbLIE aKTbl U MHbIE LOKYMEHTbI, onpeaensowme nopsagok okasaHus
MEeAMLIMHCKON NOMOLLW NN UCKIMIOYEHUS ero U3 yKa3aHHbIX NepeyHsl, akTOB U JOKYMEHTOB;

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

6) Bblgaya paspelueHuii Ha MNpPoBedeHMEe KIUHWYECKUX UCCNedoBaHUIM NekapCTBEHHbIX MpenapaToB, BedeHue
peecTpa BblAaHHbIX paspeLLeHnii Ha NPoBeAeHNE KIMHUYECKMX CCeqoBaHUIN NekapCTBEHHbLIX NPenapaTos.;

7) rocygapCrtBeHHaa perucrtpadma  nekapCTBEeHHbIX npenapatoB, BeAeHMe TroCyaapCTBEHHOrNo peecTpa
J1eKapCTBEHHbIX CPeaCTB;

8) opraHusaumsa u (Mnv) NpoBedeHME MHCMEKTUPOBaHWA CyObeKTOB 00palleHusi NnekapcTBEHHbIX CpeacTB Ha
COOTBETCTBME [paBunam Haanexailen nabopaTopHOW MpPaKTUKW, NpaBunam Haanexalleh KIUHUYECKOW NpakTUKW,
OpaBunaM Hagnexawlewn npakTUKM XpaHEHUS U MEepeBO3KU NEeKapCTBEHHbIX MpenapaTtoB, MpaBwuiaMm Haanexallewn
ONCTPUBBLIOTOPCKON NPAKTUKN, MpaBUiam Hagsiexallen anTedHon NpaKTUKuy;

(n. 8 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 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

8.1) opraHusaums n (Mnun) NpoBeAEeHNE MHCMEKTUPOBAHUS CyOBbEKTOB ObOpalleHUs NeKapCTBEHHbIX CPeacTB Ha
cooTBeTCcTBME TPeboBaHMAM NpaBua Haanexallen NponM3BoACTBEHHOW NPaKTMKW, Bbldaya 3aKMmYEHUn O COOTBETCTBUN
NpOM3BOAMTENS NTEKapCTBEHHbIX CPEACTB TPeboBaHUSM NpaBun Haanexallen NPoM3BOACTBEHHON NPaKTUKK;

(n. 8.1 BBegeH PeneparnbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

8.2) ycTaHoBrneHve nopsaka BeAeHVWs W BedeHue roCyAapCTBEHHOro peectpa 3akfioyeHu O COOTBETCTBMU
Npon3BOAMTENS NEKapCTBEHHbIX CPEACTB TPeboBaHUSAM OpaBun Haanexallen NPoM3BOACTBEHHON MPaKTUKY;
(n. 8.2 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9) rocygapcTBeHHasa permctpaums npegerbHbIX OTMYCKHbIX LEH MPON3BOAUTENEN Ha NIEKapCTBEHHbIE Npenaparbl,
BKITIOYEHHbIE B MEPEYEHb XM3HEHHO HEeOOXOOUMbBIX W BaXKHEWWIMX JIEeKapCTBEHHbIX MpenapaToB, W BedeHue
rocyJapCTBEHHOIO peecTpa npedernbHbIX OTMYCKHbIX LUEeH NpOu3BOAMTENEN Ha FeKkapCTBEHHblIe Mpenaparhbl,
BKIMOYEHHbIE B MEPEYEHb XXM3HEHHO HEOOXOANMBIX N BXXHENLLUNX NEKapCTBEHHbIX NpenapaTos;

(B pea. PenepanbHoro zakoHa ot 06.06.2019 N 134-03)

9.1) cornacoBaHve NPOEKTOB PELLEHNA OPraHOB UCMOMHUTENbHOM BnacTn cybbekToB Poccuiickon deaepaumm 06
YCTaHOBMEHUUN U (MNN) UBMEHEHUW MpeferibHbIX pasMepoB ONTOBbIX HAAbaBOK M MpedenbHbIX Pa3MepoB PO3HMYHbIX
HanbaBok K (hakTUYEeCKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOWU3BOAUTENSIMU NEKapCTBEHHbIX NpenapaTtoB, Ha
nekapCTBEHHbIE MNpenapaTbl, BKHOYEHHbIE B NEpeYeHb XM3HEHHO HEOOXOAMMBIX W BaXKHEWLUMX FeKkapCTBEHHbIX
npenaparos;

(n. 9.1 BBegeH depepanbHbiM 3akoHoM oT 13.07.2015 N 241-93)

10) ycTaHoBneHWe Qopadka BBO3a flekapCTBeHHbIX cpedcTB B Poccuiickyio depepaumio M BblBO3a
nekapcTBeHHbIX cpeacTs n3 Poccuiickon Pepepauuu;
(n. 10 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

10.1) Bblgaya, ycTaHOBMNEHE nopaaka Bbigadum n opMbl JOKYMEHTA, KOTOPbIN NOATBEPXKAAET, YTO NPON3BOACTBO
NeKapCcTBEHHOr0 npenapata OCYLECTBNEHO B  COOTBETCTBMM C  TpeboBaHusMM  OpaBun  Hagnexallewn
NPOM3BOACTBEHHOW MPaKTUKWA, WU MOANEXUT NpeacTaBneHuto no TpeboBaHMI0 YMNONHOMOYEHHOro OpraHa CTpaHbl, B
KOTOPYIO0 BBO3MTCS fleKapCTBEHHbIV Npenapar;

(n. 10.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

10.2) Bbligava, ycTaHOBMNEHWE nNopsaaka Bbldayn M HOPMbl AOKYMEHTA, COAEPXALLEro CBeAeHus O CcTagusax
TEXHOSOrMYEeCKoro  npouecca MNpPOM3BOACTBA JIEKAPCTBEHHOro cpeactea  Ans  MEAUUMHCKOrO  NPUMEHEHUS,
OCyLLEeCTBMsieMbIX Ha TeppuTopumn EBpasniickoro 3kKOHOMMYECKOIo CO33a;

(n. 10.2 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93, B pen. ®eagepanbHoro 3akoHa ot 13.07.2015 N
241-03)

11) co3gaHue COBETOB MO BONpPOCaM, CBA3aHHbIM C OOpaLLeHNEM NeKapCTBEHHBLIX CPeACTB;
12) aTTecTaums n cepTuduKkaumsi CneLmanmcTos;
13) ytpaTtun cuny c 1 ceHtabpst 2013 roga. - PegepanbHbivi 3akoH ot 02.07.2013 N 185-03;

14) ocywecTerneHne hapmakoHag3opa;
(n. 14 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

15) yyacTtue B MexayHapoaHOM COTPYAHNYECTBE;

16) nonydyeHve no 3anpocamMm YMOSHOMOYEHHOro efeparnbHOro opraHa MCNOMHUTENbHOW BNacTu OT OpraHoB
ucnonHuTensHoW Bnactu cybbektoB Poccunckon degepauun, a Takke OT CyObeKkTOB oObpalleHUs neKapCTBEHHbIX
cpeacts Ans MeauuUMHCKOro MpuUMeHeHus uHdopMauMmM no BOMNPOCaM YCTAHOBIEHWS M NPUMEHEHWS LeH Ha
neKkapcTBeHHble npenapaTbl U HagbaBoK K HAM;

17) npymeHeHe Mep OTBETCTBEHHOCTM 3a HapyLLeHMe 3akoHogaTenbcTea Poccunckon ®enepaunm;
18) yTBepxaeHue npaBun Hagnexallern nabopaTopHON NpaKTUKX, NpaBWUA HaaMeXalen KINMHUYECKON NpaKTUKK,

OpaBwil Hagnexallenh MNpPOVM3BOACTBEHHOW MpPaKTUKW, OpaBWUI Hagfexawen MpaKkTUKM XpaHeHWss U MNepeBO3Ku
NEeKapCTBEHHbIX MpenapaToB, NpaBuil Haanexawen OUCTPUOLIOTOPCKOM MpakTUKX, NpaBui Hagnexawen anTteyHown
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

NpaKkTUKK, NpaBun Haanexalwlen npakTukyn dapmakoHag3opa eKapCTBEHHbIX MpenapatoB AN  MeAWMLUHCKOro
NpUMEHeHNs;
(n. 18 BBegeH dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

19) ycrtaHoBneHve mpopsgka (OPMUMPOBAHUSA PErucTpaumMoOHHOrO [OCbe Ha feKapCTBEHHbI npenapaTr U
TpeboBaHW K AOKYMEHTaMm B ero CocTaBe;
(n. 19 BBegeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

20) yTBepXOeHWe [paBuil pauMOHanbHOrO BblOOpa HaMMEHOBAHWMIN NEKapCTBEHHLIX MpenapaToB Ans
MEAULMHCKOrO MPUMEHEHMS;
(n. 20 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

21) yTBEpXAEHME NEepPEYHs HAMMEHOBaHUIN NeKapCTBEHHbIX hOopM;
(n. 21 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

22) dopmupoBaHMe peecTpa TUMOBLIX MHCTPYKUMIA MO MEOULUHCKOMY MNPUMEHEHMIO B3anMO3aMEHSEMbIX
nekapcTBEHHbIX NpenapaTos;
(n. 22 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

23) ytBepxxaeHue 1peboBaHui K MHCTPYKUMWA MO MEAMLIMHCKOMY NPUMEHEHWI0 fieKapCTBEHHbIX NpenapaTtoB U K
WHCTPYKLUN MO BETEPUHAPHOMY MPUMEHEHUIO NleKapCTBEHHbIX NpenapaTos;
(n. 23 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

24) pocynebHoe 3akpbiTMe CalToB, coAepXalmx WMHPOPMAUMIO O PO3HUYHOW MpoJaxe AUCTaHUUOHHBLIM
crnocobom, npeanoXxeHne o NPMobpPeTEHNN ONCTAaHLUMOHHBIM CMOCOOOM, JOCTaBKe AUCTAHLUMOHHBLIM CMocobom u (unu)
nepegade uanMyeckomy nuuy  AUCTAHUMOHHLIM  CMOCODOM  NIEKApPCTBEHHbIX NpenapaTtoB, HapPKOTUYECKUX
nekapCTBEHHbIX NpenapaToB U NCUXOTPOMHbIX JIEKAPCTBEHHbLIX NPENapaToB, 3a UCKMOYEHMEM Cly4YaeB, YCTAHOBIEHHbIX
MpaButensctsoM Poccuickon denepaumn.

(n. 24 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlINt0C: npumMmevaHme.
C 29.11.2019 cT1. 5 pononHsietcs n. 25 (P3 o1 28.11.2018 N 449-03).

KoHcynbTaHTlnt0C: npymeYaHue.

MonoxeHus cTatby 5.1 pacnpocTpaHATCA Ha MONHOMOYMS dedeparibHbIX OpraHoB WMCMOMHUTENbHOW BRacTw,
KOTOpble He nepefaHbl [OMs OCYLeCTBNEHWs opraHaM rocyaapCTBEHHOW Briactu cybbektoB Poccumnckon
denepaLmm 1 opraHam MECTHOIO camMmoyrnpaBneHnss COOTBETCTBYIOLLMMN hefepanbHbIMU 3aKOHaMMU.

CraTtba 5.1. Nepepnavya ocyLecTBNEHUA NMOJIHOMOYMM heaeparnbHbIX OPraHOB MCMNOJIHUTENbHOW BIacTu
npu oOpaweHun neKapCTBeHHbIX CpPeACTB OpraHaMm MWCMNOJIHUTENbHOW BracTu cyobekTtoB Poccuickon
depepaumnn

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

MonHomoumnst dbepepanbHbiX OPraHOB WCMONTHUTENbHOW BNacTu npu obpalleHun neKapCTBEHHbIX CPeAcCTB,
npeaycMoTpeHHble HacToswmm  PepepanbHbiM  3aKOHOM, MOMYT MepefaBaTbCsl OS89  OCYLLUECTBMEHMSI OpraHam
ucnonHutTenbHom Bnactm cybbektoB Poccuiickon Pepepauun noctaHoBneHnsmu [paeButenbctBa Poccuiickon
denepaumm B nopsake, ycraHoBneHHom ®denepanbHbiM 3akoHOM OT 6 okTabps 1999 roga N 184-03 "O6 o06Lymx
NpUHUMNaxX OpraHusauumn 3akoHoAaTemnbHbIX (NPEeACTaBUTENbHBLIX) WU UCMOSNTHUTENbHBLIX OPraHoOB TOCYAapCTBEHHOW
Bnactu cybbektoB Poccuiickon Pepepaummn”.

Cratbsa 6. MonHomoO4YMA OpraHoB MUCMNOJIHUTENbLHOW BracTu cybbekta Poccuinckon ®Pepepauum npu
obGpalleHMn neKkapcTBeHHbIX CPeaAcTB

K nonHomouusim oOpraHoB WCMONMHUTENbHOM Bractu cybwvekta Poccuiickon ®epepaummn npu obpalieHum
neKapCTBEHHbIX CPeACTB OTHOCATCS:
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

1) paspaboTka M peanusaumsi pervoHanbHbIX MNporpaMM O6ecrneyvyeHuss HacemneHus JeKapCTBEHHbIMU
npenaparamu;

2) yCTaHOBIeHMe npenesbHbIX padMepoB OMNTOBbIX HanbaBoK ” npepneribHbIX padMepoB PO3HUYHbLIX HanbaBoK K
(*)aKTVIHeCKVIM OTMYCKHbIM LeHaM, YCTaHOBJ1I€HHbIM NMPOU3BOANTENAMU NNEKAPCTBEHHbLIX NpenapaToB, Ha JIeKapCTBEHHbIE
npenapartbl, BKINOYeHHbIe B NepeYeHb XU3HEHHO HeobX04MMbIX N BaXKHENLLIMX J1eKapCTBEHHbIX NMpenapaTtos;

3) ocyllecTBrneHne pernoHanbHOro rocyfapCTBEHHOrO KOHTPOMS 3a MPUMMEHEHVWEM LUEH Ha JeKapCTBEHHble
npenapatbl, BKMIOYEHHbIE B [EPEYEHb XKM3HEHHO HEOOXOAMMbIX U BaXXHEWLUMX JEKApCTBEHHbLIX MpenapaTos,
OopraHuM3auMsiMy  ONTOBOW  TOProBfM, anTeYHbIMWM  OpraHuM3auusiMu, WHAMBUAYaANbHBIMW  NPEeANPUHUMAaTENAMMU,
UMEILLMMU NNLEH3NIO Ha (hapMaLLEBTUYECKYO AeATENbHOCTD;

(B peq. PenepanbHoro zakoHa ot 25.06.2012 N 93-03)

KoHcynbTaHTlINOC: NnpumMmeyaHme.

MonoxeHua ctatbn 6 (B pemakumm depepanbHoro 3akoHa oT 29.07.2017 N 242-®3) B yacTu, kacawoLiencs
dopMMPOBaHUS U Bbl4ayn peuenToB Ha feKapCTBEHHble npenapathbl, coaepXalliMe Has3HadeHue HapKOTUYeCKUX
CPeACTB UMY MCUXOTPONHbIX BELLECTB, B (POPME SNEKTPOHHbIX JOKYMEHTOB, NpumenaTcd ¢ 1 aHBapa 2019 roga.

4) npuHaTWe pelweHns 06 MCNonb3oBaHMM Ha Tepputopum cybbekta Poccunckon ®Pepepauum Hapsgy C
peuenTaMn Ha NnekapcTBEHHble npenapartbl, 0OPOPMMEHHbIMM Ha ByMaXXHOM HOcuTene, peuenToB Ha NeKapCTBEHHbIe
npenapatbl, CHOPMUPOBAHHBLIX B hOpME 3MEKTPOHHBLIX JOKYMEHTOB.

(n. 4 BBegeH depeparnbHbiM 3akoHOM OT 29.07.2017 N 242-03)

Mnaea 3. FTOCYOAPCTBEHHAA ®APMAKONEA
Cratbs 7. PaspaboTka u usaaHue rocyaapcrseHHoun papmakoneu, pasmelleHne AaHHbIX O HEN

1. Nopg rocygapcTBeHHON dhapmakoneen noHMMaeTcs CBOA oOWwmx dhapMakonenHblx ctaten n hapmMakonemHbIx
crarten.

2. PagpaboTka obLimx hapmakonemnHblx ctaten n hapmakonerHbix cTaten, B TOM Yucne dhapmakonemnHblx ctaten
Ha dhapmakonemnHble cTaHO4apTHble 0bpasLbl, 1 BKMOYEHNE MX B rocyAapCTBEHHYH dhapmakornelo OCyLeCcTBNSATCS B
nopsaake, yCTaHOBMEHHOM YNONTHOMOYEHHbIM doeepanbHbiM OpraHoM UCNOMHUTENbHOW BNacTu.
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PaspaboTka chapmakonenHon cTtatbM Ha pedepeHTHbIN NEeKapCTBEHHbIN npenapat U BKMAYEHWE ee B
rocygapCTBeHHy0 hapmakoneto B TeYeHMe CpoKa OEeWCTBUSI 3alUWTbl UCKIIOYUTENLHOro npaea, YLOCTOBEPEHHOrO
naTeHTOM Ha pedepeHTHbIA NEKapCTBEHHLIN NpenapaT, OCYLLECTBASIOTCS C cornacus ero paspaboTtyuka.

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

4. TocypapcTBeHHas dapmakoned W3gaeTcd YNONHOMOYEHHbIM deaepanbHbIM  OpraHOM  UCMONTHUTENbHOM
BMNacTu 3a cyeT cpencte denepanbHOro GrogpkeTa U NoanexuT nepensgaHsm He pexe YeM OAMH pa3s B NsiTb JeT, B
nepvog Mexay KOTOpbIMU U3JalTCs MNPUIIOXKEHUS K TrOCydapCTBEHHOW chpapmakonee, cofepxawme obwue
dhapmakonenHele ctatbn u (Mnn) capmakonevHble cTaTbW, YTBEPXOEHHbIE MOCHE W3JaHus WM nepeunsgaHus
rocygapcTBeHHOM hapmakonen.

5. YnonHomo4eHHbIn deaepanbHbIi opraH UCNONHUTENBHON BRacTuM pasMellaeT faHHble O rocyaapCTBEHHOW
dapmakornee 1 NPUNOXEHNsIX K Hel Ha cBoeM ouumanbHOM carTe B ceTh "MIHTepHeT" B yCTaHOBNEHHOM UM [0PAAKE.

Masa 4. TOCYOAPCTBEHHbIW KOHTPOIb MPU OBPALLEHUA
NEKAPCTBEHHbIX CPEACTB

Crtatba 8. J'Iwuel-lswpoaal-me npou3BoacTBa JeKapCTBeHHbIX cCpeactB M d)apMaLleBTM‘-IeCKOﬁ
AeATeNIbHOCTU

1. JlnueHsupoBaHme NPOM3BOACTBA JIEKApPCTBEHHbLIX CPeacTs W (papmaueBTMYECKOW [LesTenbHOCTH
OCYLLIECTBMSIETCS B COOTBETCTBUM C 3akoHoaaTenbctBom Poccuiickon ®epepauuu.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

2. ObsazaTenbHbIM YCNOBMEM MPeAOCTaBNEHNs NULEH3UWM Ha NPOM3BOACTBO NEKAPCTBEHHBIX CPEeACTB ABMAETCSH
NPUINOXEHNEe K 3asiBNEHNIO COUCKATENS NULEH3UN NEPEYHs NeKapCTBEHHbIX hOpM U (Unn) BMOOB hapmaLeBTUYECKNX
cybcTaHLMiA, KOTOPble NPOU3BOAMTENb NEKAPCTBEHHbIX CPEACTB HAMEPEH MPOU3BOAUTD.

3. B cnyyae HeobGXoOMMOCTM paclUMpPEHUst MPOU3BOACTBA J1IEKAPCTBEHHbIX CPeacTB 3a CYET HOBbIX
NeKapcTBEHHbIX hOpM U BUAOB (PapMaLEBTUYECKUX CyOCTaHUMA NpPOU3BOAUTESb JIEKAPCTBEHHbLIX CPEACTB AOIMKEH
MONY4YNTb HOBYIO NULIEH3NIO HA NPOU3BOACTBO NEKAaPCTBEHHbLIX CPEACTB.

Cratbs 9. NlocyaapcTBeHHbIN KOHTPOnb (Haa3op) B cdepe obGpalleHUs nekapcTBeHHbIX CpeacTB
(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

1. FocygapCTBEHHbIN KOHTPOIb (Haa3o0p) B cdepe obpalleHns nekapCTBEHHbIX CPeaCcTB BKITOYAET B cebs:

1) NUUEH3NOHHBLIN KOHTPONb B cdepe NPOU3BOACTBA NEKAPCTBEHHbIX CPeACTB U B cdepe hapmaLeBTUHECKON
OesATenbHOCTY;

2) bepepanbHbI rOCy[apCTBEHHbIN Hag30p B cchepe obpalleHnst NekapCTBEHHbIX CPEACTB;

3) BbIGOPOYHBIN KOHTPOSb Ka4eCTBa NEKAPCTBEHHLIX CPEACTB.
(n. 3 BBeaeH PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

2. JINUEH3NOHHbIN KOHTPOMb B cdbepe NPOM3BOACTBA NeKkapCTBEHHbLIX CPeAcTB U B cdepe hapmaLeBTUYeCcKon
[eATenbHOCTM OCYLLEeCTBNAETCA YNOMHOMOYEHHbIMU defeparnbHbiM OpraHoM UCMOMHUTENbHOW BRacTM U opraHamu
ncnonHuTeneHoW Briactu cybwektoB Poccuiickon ®enepaumm cornacHo Mx KOMNETEHUUN B MOPSAKE, YCTAHOBIEHHOM
depepanbHbiM 3akoHOM OT 26 aekabpsi 2008 roga N 294-03 "O 3awmre npas LPUANYECKMX MWL U UHAMBUOYANbHbIX
npeanpyHMMaTenen Npu OCYLLECTBIEHMM FOCYAApPCTBEHHOIO KOHTPOMs (Hags3opa) U MyHMUMNanbHOro KoHTponsa", ¢
y4eTOM 0COBEHHOCTEN OpraHmn3aumm N NpoBeAEHUS NPOBEPOK, YCTAHOBNEHHbIX PeaepanbHbIM 3aKoHOM OT 4 masa 2011
roga N 99-03 "O nuueH3nmpoBaHMM OTAENbHbIX BUAOB AeATENbHOCTM".

3. ®epnepanbHbIi FOCYOapCTBEHHbIN Haa3op B cdepe obpalleHus nekapCTBEHHbIX CPeACTB OCYLUEeCTBRSeTCs
YMNONIHOMOYEHHbIMN hefeparnbHbIMUA OpraHamMy UCNOMHUTENBHOW BriacTy (4arnee - opraHbl rocyAapCTBEHHOrO Haa3opa)
COrfacHo X KOMMNeTeHUMM B Dopaake, yctaHoBneHHom [pasutensctBom Poccuiickon ®eagepaunn.

4. depnepanbHbIit rocyaapcTBeHHbIM Haasop B chepe oGpallieHnsl NekapCTBEHHBIX CPEACTB BKIOYaeT B cebs:

1) opraHmsauuio M OpoBedeHVe NpoBepok cobniogeHns cybObekTamy obpalleHWss NeKapCTBEHHbIX CPeacTB
YCTaHOBJ1€HHbIX HaCTOALLUM dJe,qepaanbuvl 3aKOHOM WU TMPUHATbIMKM B COOTBETCTBUUA C HUM UHbIMU HOPMaTUBHbIMU
npaBoBbIMK akTamu Poccuiickon ®egepaumm TpeboBaHM K AOKIMHUYECKUM UCCNEA0BaHUSIM NeKapCTBEHHbIX CPEeACTB,
KMUHUYECKUM UCCMEe0oBaHMSM NEKapCTBEHHbIX MPenapaToB, XpaHeHU0, NepeBo3ke, BBO3y B Poccuiickyto ®eaepadiuio,
OTNyCKy, peanusauuMu neKkapcTBEHHbIX CPEeACTB, MNPUMEHEHUIO JIEKAPCTBEHHbLIX MpenapaTtoB, YHUUTOXEHWIO
NeKapcTBEHHbIX CPEACTB, a Takke COOMOOEHUS YNONMHOMOYEHHBIMU OpraHaMu WCMOMHUTENBHOW BNacTW CyOBEKTOB
Poccuiickon ®epepaumm MeTOOMKM YCTAHOBMEHUSA MpederibHbIX pa3MepoB OMNTOBbIX HagbaBOK W npeaenbHbIX
pa3mepoB  PO3HUYHbIX Haﬂ6aBOK K (*)aKTI/I‘-IeCKI/IM OTMNYCKHbIM  LEeHaM, YCTaHOBJI€EHHbIM NpPOM3BOAUTENAMMU
neKkapCTBEHHbIX NMpenapaToB, Ha NEeKapCTBEHHble NpenapaTtbl, BKMOYEHHblIE B [EpPEYEHb XMU3HEHHO HEeOoOXOAMMbIX W
BaXKHEMLLNX NeKapCTBEHHbIX NpenapaTtoB (aanee - obasaTenbHble TpeboBaHus);

2) opraHusauuio 1 OpoBeeHWe NPOBEPOK COOTBETCTBUS NIEKAPCTBEHHBIX CPEACTB, HAXOASALMUXCS B rPaXXaaHCKOM
obopoTe, yCcTaHOBNEHHbIM TPEOOBAHMSAM K UX Ka4ecTBY;

2.1) npoBefeHWEe KOHTPOSbHbLIX 3aKyMmoK B LUensx MpoBepkn cobnogeHusa cybbekTamm obpalleHus
NEKapCTBEHHbIX CPEACTB, OCYLLECTBIAIOWMMN  PO3HUYHYIO TOProBfO  JIeKapCTBEHHbLIMM  MpenapaTamu  ans
MEAVLMHCKOro NPUMEHEHWs, NpaBui OTNYCKa NEeKapCTBEHHbLIX NpenapaToB Af1 MEAWMLUMHCKOTo NpUMEHeHUst u (Mnn)
3anpeTa npogaxu anbCMULNPOBaHHbIX NTEKAPCTBEHHbIX CPEACTB, HeA0OpPOKaYECTBEHHbIX NIEKAPCTBEHHbIX CPEACTB U
KOHTpadaKTHbIX NIEKAapCTBEHHbLIX CPEACTB;

(n. 2.1 BBegeH PenepanbHbIM 3akoHOM OT 27.12.2018 N 511-03)

3) opraHusauuto 1 npoeefeHne apMakoHaa3opa;

4) npuMmeHeHne B nopsaake, yCtaHoOBNIEHHOM 3aKOHOOAaTesNIbCTBOM Poccuiickon <De,u,epau,ww, Mep no npecevyeHuto
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

BbISIBMEHHbIX HapylleHun obsizaTenbHbiX TpeboBaHUM M (MnM) yCTpaHEHUK MOCNEeaCTBUM TakMX HapyLIeHWA, B TOM
yncre MNPUHATME pPEeLleHUss O HaxOXOEHWW NEeKapCTBEHHbIX CPeACcTB B obOpalleHun, Bbigady npeanucaHuii o6
YCTPaHEHUM BbISIBNEHHbIX HapylweHun obsasaTtenbHbix TpeboBaHMM W nNpuBrEYEHWE K OTBETCTBEHHOCTM nuu,
COBEPLUMBLUNX TaKMe HapyLUEHWS.

(vacTb 4 B pen. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

5. ®epepanbHbI rocyaapCTBEHHbIN HAA30p B chepe obpalleHns nekapcTBEHHbIX CPEeACTB OCYLLECTBNSAETCHA B
nopsigke, ycraHoeneHHom defepanbHbiM 3akoHOM OT 26 aekabps 2008 roga N 294-93 "O sawwmTe npas pUaNYECKnNX
nmy 1 uHguBMAyanbHbIX MNpeanpuHUMaTenen npu OCYLLEeCTBMEHUN rOCYyAapCTBEHHOrO KOHTpons (Haasopa) w
MYHULMMNANbLHOrO KOHTPONs", C y4eToM OCOOEHHOCTEN, YCTaHOBIEHHbIX HacTosiwen crtaTbel. [lpepBapuTensHoe
COrnacoBaHMe C opraHamu MpOKypaTypbl CPOKOB MPOBEAEHWUs BHEMAHOBOW MPOBEPKM CyObekToB obpalleHus
nekapcTBeHHbIX CpeAcTB, a Takke npeaBapuTenbHOe YBeAOMIIEHUE PUAMYECKUX Nul,  UHAUBUAOYaIbHbIX
npeanpuHMMaTenen O Hayane npoBedeHus 3ToW MpoBepku He Tpebyetca. OpraHbl MPOKypaTypbl M3BELLaKTCH O
NpoBeAEeHUN BHEMMaHOBOW MpOBepKkM CyObeKToB ObpalleHWss neKkapCTBEHHbIX CPeACcTB MOcpeAcTBOM HarnpaBrneHus
COOTBETCTBYIOLUMX [OKYMEHTOB B TeyeHWe Tpex pabouvx AHEel C MOMEHTa OKOHYaHWS MpOBEeAEHUs YKa3aHHOW
BHEMMaHoBOW MPOBEPKMU.

(4acTb 5 B peq. PegepanbHoro gakoHna ot 22.12.2014 N 429-93)

6. [o/mKHOCTHbIE nMua opraHa rocyfapcTBEHHOro Hagsopa B nopsidke, YCTaHOBMEHHOM 3akOHOAATENbCTBOM
Poccuiickon ®enepauun, nmeloT npaso:

1) nonyyatb Ha OCHOBaHWW MOTUBUPOBAHHBLIX MUCbMEHHbIX 3anpPOCOB OT CyObeKTOB obpalleHns fekapCTBEHHbIX
CcpencTs, OpraHoB MCMOMHUTENBHON BNacTu cybbekToB Poccuickon degepaunm n opraHoB MECTHOIO camoyrnpaBneHus
OOKYMEHTbI M MHdopMaumio no Borpocam obpalleHns nekapCTBeHHbIX CPeacTs;

2) 6ecnpensATCTBEHHO MO NpPeAbABMEHUN CNYXeBHOro Y0CTOBEPEHMS U KOMUK Npukasa (pacrnopsikeHusl) opraHa
rocyfapCTBEHHOTO Hagsopa O Ha3HayeHuM MNpoBepKkM MocelaTb UCMOofb3yemble  IPUANYECKMMU  NULaMK,
WHOMBMAYANbHBIMU MPEANnPUHUMATENSIMU, SIBNSIOWUMAUCS CyObeKkTamn 00palleHus NeKapCTBEHHbIX CPeACTB, Npu
OCYLLECTBMEHNMN CBOEN [EeATENbHOCTU TEPPUTOPUM, 34aHUSl, MOMELLEHUS W COOPYXEHUS B LEensx npoBeaeHus
MEPOMNPUATUIA NO KOHTPOIIO;

3) npoBoanTb OTOOP 0Opa3sLOB NeKapCTBEHHbIX CPEACTB, NMpeAHa3HauYeHHbIX ANs peanu3auun U peanusyemMbix
cyObekTamu obpalleHnst NekapCTBEHHbIX CPeacTB, AN MPOBEPKM MX KayecTBa, MPOBEAEHUS WCCredoBaHWM,
UCMbITaHWA B COOTBETCTBMM C MpaBunamyu oTbopa o6pasuoB, YCTAHOBIEHHBLIMM YMOMHOMOYEHHBIM dheaepanbHbIM
OpraHOM UCMONHUTENBHON BriacTy;

3.1) NpoBOANTbL KOHTPOMbHbLIE 3aKYMKM FeKapCTBEHHbIX MpenapaToB Afs MeAUUMHCKOTO NMPUMEHEHUS B LEnsx
NpoBepkn cobntogeHnst cyobekTamm obpalleHns NekapCTBEHHbIX CPEeACTB, OCYLLECTBSIOWUMN PO3HUYHYIO TOPrOBI0
nekapCTBEHHbIMU MpenapaTaMmy Ans MeAUUMHCKOrO NPUMEHEHUs, NpaBui OTMYyCKa NeKapCTBEHHbLIX NpenapaToB Ans
MEOULUMHCKOTO MNPUMEHEeHMs U (Mnu) 3anpeTa npofaxu  anbCUPULNPOBAHHBIX NEKAPCTBEHHbIX CPeacTs,
Heno6poKayYeCTBEHHbIX NEKAPCTBEHHbIX CPeACTB U KOHTPAMaKTHbIX NEKapCTBEHHbLIX CPeACTB;

(n. 3.1 BBegeH depepanbHbiM 3akoHoOM OT 27.12.2018 N 511-93)

4) BblgaBaTb cybbekTam obpalleHusi NeKapCTBEHHbIX CPeAcTB MpeanvMcaHus O MpekpalleHun HapyLleHun
obs3aTenbHbix TpeboBaHui 1 06 yCTpaHeHNM BbISIBNEHHbIX HapyLLeHU 06a3aTenbHbIX TpeboBaHui;

5) HanpaBnsATb B YMOSTHOMOYEHHbIE OpraHbl MaTtepuanbl, CBsi3aHHble C HapyleHWsaMU 06s3aTernbHbIX
TpeGoBaHWiA, ANs peLleHns BOMPOCOB O BO30YXXAEHWUM YroNoBHbIX AeN Mo Npu3Hakam npecTynieHui.

7. Bbl60p0‘-IHbIIZ KOHTPOJIb Ka4eCTBa JNIeKapCTBEHHbIX CpenCTB OCyLlecTBNAeTCA YNOJIHOMOYEHHbIM (bep,epaanblM
opraHom WCMNONHNTENbHOW BNacTu B YCTaHOBJIEHHOM UM NOPALKE N BKIMKOYaeT B cebs:

1) obpaboTky cBegeHun, B obA3aTensHOM nopsake npefocTaBnsemMbiX cyobektammu obpalleHnsa nekapcTBEHHbIX
cpeacTs, O cepusix, MapTUsIX JeKapCTBEHHbIX CPEACTB, MOCTyMawwWMx B rpaxgaHckuin obopoT B Poccuiickon
denepaumu;

2) otbop o6pasuoB nekapCTBEHHbLIX CPEACTB Yy CyObekToB OOpalleHWss NEeKapCTBEHHbIX CPeacTB B LENsAX
npoesegeHus MCNbITAHUA Ha WX COOTBETCTBUE TpGﬁOBaHVIHM HOpMaTVIBHOIZ OOKYMeHTaunmm unn HOPMaTUBHbIX
[OKYMEHTOB;
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(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

3) npuHSTME No pesynbTaTaM MPOBEAEHHBbIX MCMbITAHWIA PELUeHUs O OarnbHeWleMm rpaxaaHckoMm obopoTe
COOTBETCTBYHOLLEro IeKapCTBEHHOro CPeACTBa;

4) NpUHSATUE YNOMHOMOYEHHbIM dhedeparibHbIM OpPraHOM UCMONHUTENBbHOM BracTW PELUEHUs O nepeBode
NeKapCTBEHHOrO cpeacTBa Ha MOCEPUIHBLIA BbIGOPOYHLIA KOHTPOSb KayecTBa JlekapCTBEHHbIX CPEACTB B Clydae
MOBTOPHOTO BbISIBNIEHNS1 HECOOTBETCTBUSI KAYeCTBa JIEKAPCTBEHHOIO CPEACTBA YCTaHOBMEHHbIM TpeboBaHusiM 1 (nNpw
HeobxooMMOCTM) O npoBepke CcybbekTa obpalleHUs nekapcTBEHHbLIX cpefcTB. Pacxodbl, CBsi3aHHbIE C MPOBeAEeHUEM
NMOCEPUNHOro BbIOOPOYHOrO KOHTPOSIS KayecTBa JIeKAapCTBEHHbIX CPEACTB, OMNMa4nMBaloTCs  MNpPoOU3BOAUTENEM
nekapCTBEHHOro cpeacTea Nubo gepxatenem unuv BnagenbueM perncTpalvMoHHOro YAOCTOBEPEHUsI NIEKAPCTBEHHOIO
npenapara.

(4acTb 7 BBegeHa PegepanbHbiM 3akoHoM OT 22.12.2014 N 429-93)

Mnaea 5. PASPABOTKA, AOKITMHUYECKUE UCCITEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KINTMHUYECKUE UCCITIEAOBAHUA
JIEKAPCTBEHHbIX MPEMAPATOB OJ1A BETEPUHAPHOIO NMPUMEHEHUA

Cratbsa 10. PaspaboTka nekapCcTBeHHbIX CPeaAcTB

1. PaspaboTka nekapCTBEHHbIX CPeACTB BKMoYaeT B cebsi MOMCK HOBbIX (DapMaKoNorMyeckn akTUBHbIX BELLECTB,
nocneaywowiee M3y4yeHWe UX neKapCTBEHHbIX CBOWCTB, [OKMUHWYECKME WCCrefoBaHusl, pa3paboTKy TexHOMorui
Nnpou3BoACcTBa hapMaLeBTUHECKMX CcyOcTaHuui, pa3paboTKy COCTaBOB M TEXHOMOMMI MPOU3BOACTBA IEKAPCTBEHHbIX
npenapaTos.

2. duHaHcoBoe obecneyeHne pa3paboTkn NeKapCTBEHHbIX CPEACTB OCYLLECTBNAETCH 3a CYET:
1) cpeacTB deaepansHoro GrooxeTa;
2) cpencTB pa3paboTyYNKOB NEKAPCTBEHHbIX CPEACTB;

3) cpencTse np0|/|3Bo,q|/|Tene|7| NeKkapCTBEeHHbIX CpeacTB MNMpu BbINONMMHEHNN HaAy4YHO-UCCNeaoBaTENIbCKUX pa6OT no
00roBopy mexny pa3p860T‘-IVIKOM JIeKapCTBEHHbIX CpeacTB U Npon3BOoOUTENEM JIEKAPCTBEHHbIX CPEeACTB;

4) nHbIX He 3anpeLleHHbIX 3akoHogaTenbcTBOM Poccuinckon egepaumm NCTOYHUKOB.
3. lNpaBa paspaboTunka neKkapCTBEHHOrO CPEACTBA OXPAHATCH rPaXXAAHCKUM 3aKOHOAATENbCTBOM.
Cratbsa 11. loknMHu4yeckoe uccrnenoBaHue NnekapcTBEHHOro cpeaAcTBa AN MeAULIMHCKOrO NPUMEHeHUA

1. [JloknMHMYeckoe 1ccrnenoBaHye NnekapCcTBeHHOro cpeacTsa Ans MeaULIMHCKOro NPMMEHEHUS MPOBOAUTCA NyTeM
NPUMEHeHNs1 Hay4yHblX METOAOB OLEHOK B LeNnsxX MofyyeHWsl [okasaTenbcTB 6e3onacHOCTW, KavecTBa U
3P HEKTUBHOCTU NTEKAPCTBEHHOIO CPEeACTBa.

2. [oknuHmnyeckoe uccnenoBaHWe fiekapCTBEHHOINO cpeactea Ans MeOMUMHCKOro NMPUMMEHEHUst MpoBOAMTCS B
COOTBETCTBMM C [paBuiamMu Haanexawlen nabdopaTopHOW MPaKTUKWA, YTBEPXKAEHHBLIMM  YMOSTHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONMHUTENLHOM BNacTu.

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

3. [Ona opraHMsaumMmM n nNpoBefeHUs OOKIMHUYECKOro WCCreLOBaHUSA JeKapCTBEHHOrO CpeacTtBa  Ans
MEOULMHCKOTO MpUMEHEHUsT pa3paboTymKkn NeKapCTBEHHbIX CPEACTB MOryT NpMBIeKaTb Hay4YHO-UccriegoBaTenbekue
opraHusauumm, obpasoBaTesnbHble opraHusaumm BbICLUErO ob6pasoBaHus, umetoLme HeobXxoanMyto
MaTepuanbHO-TEXHUYECKYHO 6a3y 1 KBannuUMpoBaHHbIX CNELMANNCTOB B COOTBETCTBYIOLLEN 06nacTun nccrnegoBaHmsl.
(B pea. PepepanbHoro zakoHa ot 02.07.2013 N 185-93)

4. [loknuHnyeckoe uccriegoBaHue NeKapCTBEHHOIo cpeacrtBa And MeanunHCKOro npuMmeHeHua npoBoguTcAd Mno
yTBEPXOEHHOMY pa3pa6OT‘-II/IKOM NekapCTBeHHOro cpencrtea niaHy C BedeHWeM NpPOTOKOosia 3TOro uccnenoBaHuAa um
COCTaBJieHMeM OT4eTa, B KOTOPOM coAepxXaTCd pe3ysibTaTbl 3TON0 uccnenoBaHna U 3akio4eHne O BO3MOXHOCTU
nposegeHuna KInnMHN4eCcKoro nccrieqoBaHud nekapcTtBeHHOro npenaparta and MmeguumnHCKoOro npuMmeHeHus.

5. MpoBeaeHne npoBepok cobniodeHVUs NpaBua Haanexallel nabopaTopHON MNPaKTMKM M NPaBOBbIX HOPM
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

MCMOMb30BaHUSI  XKMBOTHBIX MPW  MPOBEAEHUN OOKIMHUYECKMX WCCMedOoBaHW NEeKapCTBEHHbIX CpeacTB  Ans
MEOULIMHCKOrO NPUMEHEHMS OCYLLECTBMSIETCS YNONMHOMOYEHHbIM (deeparbHbIM OpraHoM UCMOMHUTENBHOW BNacTu.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

6. PesynbTaTbl OOKMMHWMYECKOrO WCCreOOBaHWA JEKAapCTBEHHOrO CPEeACTBa ANs MEAULMHCKOro MNpUMeHeHus!
MoryT OblTb NpencTaBrieHbl B YNOJIHOMOYEHHbIN dhedepanbHblii opraH WUCMOMHUTENbHON BNacT B YCTAHOBEHHOM
nopaake B LIeNsX rocyaapCTBEHHON perncTpauuy nekapcTBeHHOro npenapara.

Cratba 12. [JoknuHu4eckoe uccregoBaHue JNleKapCcTBeHHOro cpencrtBa U KnMHU4YeCKoe uccrnepgosaHue
JNIeKapCTBeHHOro npenaparta AnA BeTepuHapHoOro npuMmeHeHunsA

1. [oKIMHMYecKoe WCCredoBaHWe NeKapCTBEHHOro cpefcTBa AJSI BETEPWHAPHOTO MPUMEHEHUSI MPOBOAMTCS
NyTeEM MPUMEHEHNA Hay4HbIX METOAOB OLIEHOK B LIeNsX MOnyYeHuss OokasaTenbCTB GesonacHOCTM, KadyecTBa U
3PEKTUBHOCTN NEKapPCTBEHHOrO CPeAcTBa, B TOM 4WCre OnpederneHuss cpoka ero BbiBeOdeHWs W3 opraHusma
XMBOTHOrO, B Lensax obecnevyeHnss 6Ges30MacHOCTM MPOAYKLUMN XMBOTHOTO MPOMUCXOXOEHUA MocMe MNpUMeEHeHUs
COOTBETCTBYHOLLErO NleKapCTBEHHOro nNpenapara.

2. [oknuHunyeckoe uccrefoBaHue NNeKapCTBEHHOro cpeactBa U KIMHMYeCcKoe uccneagoBsaHue JekapCTBeHHOro
npenapara Anda BeTepuHapHOro npuMmeHeHud, wuccrnegoBaHue OVO3KBNBANEHTHOCTH YKa3aHHOro JeKkapcTtBeHHOro
npenaparta npoBoaATCA B COOTBETCTBUM C NpaBuniamun, yTBepXxXaeHHbIMU YNOJTHOMOYEHHbIM cbep,epaanblM opraHom
MCNONHUTENbHOW BNacTu.

3. HoknuHnyeckoe uccnefoBaHMe NeKapCTBEHHOro CPeACcTBa U KNMHUYECKOe UCCrnefoBaHune NekapCcTBEHHOro
npenaparta Ans BETEPUHAPHOrO MPUMEHEHUS MPOBOOATCA MO YTBEPXAEHHOMY pa3paboTyMKOM NeKapCTBEHHOro
cpefcTBa nnaHy C BeJeHUMEM MPOTOKOMOB 3TWUX WCCNEeAOBaHWA M COCTaBfEeHWEeM OTYETOB, B KOTOPbIX coaepXaTcs
pe3ynbTaTbl 3TUX UCCNELOBAHWIA.

4. lns opraHusauun 1 npoBeaeHnst OKNMHUYECKOrO UCCreaoBaHMs NeKapCTBEHHOro CPeACcTBa U KIMMHUYECKOro
nccrnenoBaHus fekapCcTBEHHOMO npenaparta Ans BeTepuHapHOro npMMeHeHust pa3paboTymk fekapCTBEHHOIO CpeacTBa
MOXeT MpuBMeKaTb opraHuM3auuv, UMerLmne Heobxoaumyro MaTepuarnbHO-TEXHUYECKYIO 0a3y M KBanMUUMPOBaHHbIX
cneumanucToB B COOTBETCTBYHOLLEN 06GnacT uccneaoBaHus.

5. KnuHuyeckne nccnenoBaHWs NeKapCTBEHHBbIX MpenapaToB Ans BETEPUHAPHOIO NMPUMEHEHUs] NPOBOAATCS B
BETEPUHAPHbIX OpraHu3aumMsx U B OpraHn3aumsx, OCYLLECTBMSIOWMX pa3BedeHue, BblpallyBaHUe W coaepXaHue
YXMBOTHBIX, B LIENsiX:

1) ycTaHOBMEHMS MEPEHOCUMOCTM JIeKapCTBEHHbIX NMPenapaToB 340POBbIMU XUBOTHLIMU;

2) nop,6opa OonTUMalbHbIX OO3MPOBOK J1€EKAapPCTBEHHbLIX MpenapaTtoB U Kypca neYvYeHuda Ha KOHerTHOﬁ rpynne
XMBOTHbIX C onpeaeneHHbIM 3aboneBaHnemM;

3) ycrtaHoBneHus 6esonacHOCTM U 3EPEKTUBHOCTM NEKapCTBEHHOro npenapaTta, npefHasHa4YeHHoro Ans
neyeHust onpegerneHHblX 3aboneBaHU KUBOTHbIX, WM  3PMEKTMBHOCTM MEeKapCTBEHHOro npenaparta Ans
npocunakTnkn 3aboneBaHnin 340POBbIX KUBOTHbIX;

4) M3y4YeHUs BO3MOXKHOCTEW PacCLLUMPEHWs] MOKasaHUi K MPUMEHEHWUID 3aperncTpMpPOBaHHOMO J1eKapCTBEHHOMO
npenapara v BbIIBNIEHNs paHee HEeM3BECTHbIX NOGOYHbIX AEWCTBUIA.

6. KnuHnyeckoe mnccneposaHue NekapCTBEeHHOro npenapara aona BetepunHapHoOro npuMeHeHusa oCyLlecCTBIAeTCA
3a CYeT cpeactB pa3pa60TH|/||<a J1eKapCTBEHHOIo cpeacrtea.

7. OT4yetbl O pe3ynbTatax AOOKIMMHUYECKOro wuccrieqoBaHna InekapCcTtBeHHOro cpenctBa W KIMHUYEeCKOro
nccnegoBaHnAa nekapcrtBeHHOro npenapata and BeTepuHapHOro rnpuMeHeHUMA COCTaBIAKTCA pa3pa6OT‘-II/IKOM
JleKapCTBEeHHOro cpeacrtea C y4etomMm 3aKIMYEeHNN OpFaHI/I3aLI,I/Il7I, npnHMMaBWKMX y4acTtmne B opraHnsaumm n nposeaeHumn
3TUX NCCneoBaHUN.

8. KOHTpOJ‘Ib 3a npoeeaeHneM LOOKIMUHUYECKUX nccrnegoBaHui NeKapCTBeHHbIX CpeactB U KIMHUYECKNX
nccrnegoBaHuin NeKapCTBEHHbIX npenapatoB AONA BeTepuHapHOro npuMeHeHua ocyLliecTBnAaAeTCcAa YnOoJIHOMOYEHHbIM
cbe,u,epaanuM opraHom MCMNONHUTENBbHOW BRacTu.
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Mnasa 6. OCYLWECTBIEHUE FOCYAAPCTBEHHOM PETMCTPALUN
JIEKAPCTBEHHbIX NMPEMNAPATOB

Cratbsa 13. locygapcTBeHHas permcrpauus fnekapcTBeHHbIX npenapaToB
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Poccuinckon Pepepauumn AonyckawwTCa MNPOU3BOACTBO, W3rOTOBEHWE, XpaHeHue, nepeBo3ka, BBO3 B
Poccuiickyto ®epepauuio, BbIBO3 U3 Poccuinckon depepaumm, peknama, oTnyck, peanvsauusi, nepegava, npMMeHeHue,
YHUUYTOXEHNE IeKapCTBEHHbIX MpenapaTtoB, €CflM OHW 3aperucTpuMpoBaHbl COOTBETCTBYHOLUUM  YNOSTHOMOYEHHbBIM
denepanbHbIM OpraHoM UCMNONTHUTENBHOW BNACTHU.

(vactb 1 B peq. PenepanbHoro zakoHa ot 13.07.2015 N 241-93)

2. [ocygapCTBEHHON permctTpaunn nognexar:
1) BCe nekapcTBEHHbIE Npenapartbl, BriepBble NoAnexalume Beoy B obpalleHne B Poccuiickon ®eaepaunu;

2) nekapcTBeHHble npenapaTbl, 3aperMcTpMpoBaHHble 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 npenapaToB.

3. FocypapcTBeHHas perncrpaums fekapCTBEHHbIX MpenapaToB OCYLLECTBMAETCA MO pesynbTaTaM 9KCrnepTusbl
neKkapcTBEHHbIX CpeacTB, a rocyAapCTBEHHas perncrpaums opgaHHbIX NekapCTBEHHbIX MpenapaToB OCYyLLEeCTBsAeTCs
no pesynbTatam 3KCNepTM3bl [AOKYMEHTOB, MNpPEeACTaBMEHHbIX ANs onpedeneHust BO3MOXHOCTM paccMaTpuBaTb
neKkapcTBEHHbIA npenapaT Ans MeAWLMHCKOrO MPUMEHEHUS MPU OCYLLECTBIIEHUM FOCYLAPCTBEHHOW pernctpauumn B
KayecTBe opdhaHHOro fiekapCTBEHHOrO NpenapaTa, U Mo pe3ynbTaTam 3KCNepTU3bl NekapCTBEHHbIX CPEACTB.

4. TocypapcTBeHHass perucTpauusi JekapCTBEHHOro npenapaTta  OCYLeCTBNSAETCSs  COOTBETCTBYHOLLUM
YMOSTHOMOYEHHbIM hefeparnbHbiM OpraHOM WCMOMHUTENBHOW BNAcTU B CPOK, HE MPEeBbILAOWMIA CTa LWeCTUOecATH
pabounx gHen CO AHS NPUHATUS COOTBETCTBYIOLLEro 3asiBfieHWsl O roCyAapCTBEHHON permcrpauuv nekapcTBEHHOro
npenapata. B ykasaHHbI CpOK BKMOYaeTCs Bpemsi, HeobxoAumoe Ans MNOBTOPHOMO MPOBEAEHWUS 3IKCMepTu3bl
nekapCTBEHHOro cpeAcTBa B COOTBETCTBMM CO cTaTben 25 HacToswero PegepanbHoro 3akoHa. Cpok rocygapCTBEHHOM
peructpaummM nekapcTBEHHOro npenapaTta MUCYUCNSETCA CO OHA MNPUHATUS COOTBETCTBYIOLWMM  YNOMHOMOYEHHbBIM
degepanbHbIM OpPraHoM WCMOSNTHUTENBbHOM BiacTU COOTBETCTBYIOLLErO 3asiBIEHUS O rocygapCTBEHHOW perncrpauum
nekapCTBEHHOro npenapata C MPUIOXKEHWEM HeOoOXOAMMbIX [OOKYMEHTOB MO [AeHb BblAauuM perMcTpauyoHHOro
YOOCTOBEPEHNS NeKapCTBeHHOro npenapaTta. Bpewmsi, Heobxogumoe pAns HampasneHus  YNONHOMOYEHHbIM
denepanbHbIM - OpraHoM  WCMOMHMTENbHOW BriacTM 3ampoca O NpeAcTaBneHMn HeobXOAMMbIX MaTepuarnos WU
npeacTaBneHns 3asiBUTENEeM OTBEeTa Ha [aHHbI 3anpoc B COOTBETCTBMM CO cTatbamu 16, 19 n 23 HacTosiero
denepanbHOro 3akoHa, He YYMTbIBAeTCs MPU UCHUCIIEHUM CpoKa roCyAapCTBEHHOW permcrpaumm nekapCTBEHHOro
npenapara.

5. FocygapCTBEHHOW pernctpaumm He noanexar:

1) nekapcTBeHHble npenapaTbl, W3rOTOBMEHHbIE anTeYHbIMU OpraHUsauvsMK, BeTepUHAPHLIMW anTeYHbIMU
opraHusauMsiM1, WHOMBMAYanbHLIMU MNpeanpuHMMaTensaMn, KoTopble WMEelT IULUEH3UI0 Ha (hapmMaleBTUYECKyto
OesiTeNnbHOCTb, MO peuenTam Ha JiekapCTBeHHble npenapaTtbl U TpeboBaHWAM MeOWMLMHCKMX OpraHusaLuii,
BETEePVHapPHbIX OpraHn3aumii;

2) nekapcCTBeHHbIE NpenapaTbl, NPMobpeTeHHbIe hranyecknmn nuuamm 3a npegenamm Poccuiickon Pegepaumm n
npefHasHadYeHHble 118 NIMYHOrO UCTONb30BaHNS;

3) nekapcTBeHHble NpenapaThbl, BBO3UMble B Poccuiickyto Pefepaumio ons okasaHUsi MeaULUMHCKOM NOMOLLM MO
KM3HEHHbIM MOKa3aHWsAM KOHKPETHOro nauMeHTa Ha OCHOBaHWWM pas3pelleHus, BblOAHHOTO  YMONHOMOYEHHbIM
denepanbHbiM OpraHoM UCMNONMHUTENBHOW BNAacTy;

4) nekapCTBEHHbIE CPeACTBa, BBO3NMbIe B Poccuiickyto ®eagepaumio Ha OCHOBaHUM BblAAHHOMO YMOMHOMOYEHHbIM
dhenepanbHbIM OpraHOM WUCMOMHUTENBHOW BRACTW paspeLleHust U NpeaHasHayeHHble ONs NMPOBEAEHUs] KIUHUYECKUX
uccrnenoBaHWN  NeKapCTBEHHbIX MpenapaTtoB U (UNM) MNpPOBEAEHUs 3KCMEPTU3bl JIeKapCTBEHHbIX CPEACTB Afis
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OCYLLECTBNEHUS TOCYAapCTBEHHOW PerncTpauun rnekapcTBeHHbIX NpenapaTos;
5) dhapmanieBTMHECKME CYyOCTaHLNW;

6) pagmodbapmaLeBTUYEeCKMe JIeKapCTBEHHbIE MpenapaTtbl, U3rOTOBMEHHbIE HEerNMoCpPeACTBEHHO B MEAMLMHCKUX
opraHusaumsix B NoOpaake, yCTaHOBMNEHHOM YNONMHOMOYEHHbIM ddefeparnbHbIM OpraHoM UCMOMHUTENbHON BNacTu;

7) NekapcTBeHHbIe NpenapaThbl, NPOM3BoAUMBIE OJs 9KCnopTa.
6. He gonyckaeTcs rocyaapcTBeHHas perucrpaums:

1) NeKapCTBEHHbIX npenaparTtoB, OTIIMYaWMXca opyr OT gpyra Ka4eCtBeéHHbIM COCTaBOM ﬂ,ethTBYPOLLI,I/IX BeLllecCTB,
noag oAnHakKoBbIM TOProBbiM HaMMEHOBaHNEM;

2) OAHOro nekapcTBEHHOro npenapaTa, NpeacTaBreHHOro Ha rocyAapCTBEHHYK PerncTpauuto B OTHOLUEHUM
OQHOr0 N TOrO Xe AepxaTens unu Bnagenbla perncTpaumMoHHOro yAOCTOBEPEHUS NIEKAPCTBEHHOIO NpenapaTa B BUae
OBYX 1 Boree nekapcTBEHHbIX NpenapaToB Nog pasfnyHbIMU TOProBbIMU HAMMEHOBaHUSIMMU.

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

7. Mo 3anpocy (B anekTpoHHOW hopmMe unu Ha BymMakHOM HocuTene) cybbekTa obpalleHust nekapcTBEHHbIX
CpeACTB COOTBETCTBYIOLLMM YNOMHOMOYEHHbIM dheaepanbHbiM OpraHOM MUCMOMHUTENbHOM BNAcTU, OCYLLECTBASAIOLLMM
rocyJapCTBEHHYI0 PEermcTpauuio JeKapCTBEHHLIX MpenapaTtoB, B YCTAaHOBIIEHHOM WM MOpsiAKE OCYLLECTBRASeTcs
Hay4yHOe KOHCYNbTMPOBaHWE MO BOMPOCaM, CBA3aHHbIM C NMPOBEOEHNEM OOKITUHUYECKUX UCCIEeOOBaHWUNA, KITMHUYECKNX
NCCrefoBaHUN JeKapCTBEHHbIX MpenapaToB, 3KCMNEepTM3bl KavyecTBa JIEKAPCTBEHHbIX CPeACTB, 3PEEKTUBHOCTU W
BesonacHoCTW, C OCyLLeCTBNEHNEM rOCy4apCTBEHHON perncTpaummn rekapcTBeHHbIX npenapaToB. KoHcynbTupoBaHue
OCYLLECTBASIETCA C NpuBriedeHMeM deaepanbHbiX roCYyAapCTBEHHbIX BOKETHbIX YYpexaeHUn, noasBeoMCTBEHHbIX
OaHHoMy defeparnbHOMY OpraHy UCMOMHUTENBHOW BNacTu N He y4acCTBYIOLLMX B OpraHu3auum npoBeaeHns akcnepTusbl
KayecTBa NEKapCTBEHHbIX CPEACTB B LIEMAX OCYLLECTBMEHUSA MX FOCYAApPCTBEHHOW perucrpaumMm B COOTBETCTBUM CO
ctatbeir 16 HacTosiwero defepanbHOro 3akoHa, B Buae oOTBeTa B MNUCbMeHHOW dhopMe  YNONHOMOYEHHOrO
deagepansHOro opraHa UCNoOSTHUTENBHOW BRacTn Ha 3anpoc. Pa3mep B3nMaeMon ¢ 3aaBUTENS NnaTbl onpeaenseTcs B
COOTBETCTBMM C 3akoHogaTenbcTBOM Poccuiickon ®egepauumn ob opraHnsaumm npegoctaBneHns rocyaapCTBEHHbIX U
MyHMUMnanbHbIx yenyr. MHdopmaumsa 06 ocyLLecTBNEHUN Hay4YHOro KOHCYNbTUPOBaHMUS, B TOM Yucrne ctaTbu, 0630pbl,
cnpaBoYHble MaTepuanbl U MHas MHGOpPMauMs 00 OCYLLECTBIEHUM HAYYHOro KOHCYNbTUPOBaHMWS, pasMellaeTcsi Ha
ouumnanbLHOM canTe YNOMHOMOYEHHOro edepanbHOro opraHa WCNONHUTENbHOW Briactu B ceTn "MIHTepHeT" C
cobnogeHNeM orpaHUYeHnii, yCTaHOBMNEHHbIX 3aKOHOAATENbCTBOM O MEPCOHArbHbIX OAHHbLIX, KOMMEPYECKON U (Mnn)
rocygapCTBEHHON TanlHe.

8. NocymapcTBeHHas peructpauus nekapCcTBeHHbIX MpenapatoB, KOTOpble NpedHa3HaveHbl Ans NpYMEHEHUs B
YCINOBUSAX BOEHHbIX OENCTBMI, 4Ype3Bbl4alHbIX CUTyauui, NPOMUIaKTUKM U NeveHus 3aboneBaHui u nopakeHun,
MOMyYeHHbIX B pe3ynbTate BO34ENCTBUS HEONMAronpuUATHBIX XMMUYECKMX, BUONOrMYecknx, pagnaumoHHbIX (OakTopoB, n
pa3paboTaHbl Mo 3agaHuno deneparnbHbiX OpraHoB WUCMOJNTHUTENBbHOM BNAcTW, YNOSIHOMOYEHHbIX B 06nactv 060pOHbI
CTpaHbl 1 6e30nacHOCTM rocygapcTBa, OCYLLECTBRSETCA B nopsiake, ycTaHoBneHHoM [lpaBuTtensctBoMm Poccuimckon
depepaumu.

Cratba 14. NMpnHUMNBI 3KCNEepPTU3bl NNeKapCTBEHHbIX CPeacTB
(B peq. PepgepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. 3kcnepTusa NekapCTBEHHbIX CPEACTB OCHOBLIBAETCS HAa MPUHLMNAX 3aKOHHOCTW, cobrnioaeHnsa npae 1 ceobog
yesnioBeka U rpaxgaHuHa, npaB lopuaNYeckoro nuua, He3aBWCUMMOCTU 3KcrepTa, 06BbEeKTUBHOCTM, BCECTOPOHHOCTM U
MOMNHOTEI  UCCMedoBaHWi, MPOBOAMMBIX C  UCMOMb30BaHMEM COBPEMEHHbIX [OOCTUKEHWIA HaykM U TEXHUKM,
OTBETCTBEHHOCTU (heeparnbHOro FoCy[apCTBEHHOIO GHOMKETHOrO  YUPEXOEHWS MO MPOBEAEHMI0  3KCNEPTU3b
NEeKapCTBEHHbIX CPEACTB U 3KCMEPTOB 3@ NPOBEAEHNE U KAYECTBO IKCMEPTU3bI.

2. SKcnemesa NeKapCTBEHHbIX npenapartoB ANnA MeauUMHCKOro npuMeHeHna BKno4vaeT B cebs:
1) JKCNepTn3dy OOKYMEHTOB, NnpencTtaBJieHHbIX 0514 onpeenieHnda BO3MOXHOCTU pacCcMaTpuBaTb J'IeKapCTBeHHbII?I

npenapar ajisi MEAULIMHCKOTO MPUMEHEHUS MPY OCYLLECTBIEHUN rOCYAapCTBEHHON perucTpaummn B kayectse opdaHHOro
NekapcTBEHHOro Npenapara;
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2) 9KCnepTUsy npeasrioKeHHbIX MEeTOAOB KOHTPOSis KayecTBa JIeKapCTBEHHOrO CpPeAcTBa UM kadecTBa
npeAcTaBrieHHbIX 06pasLoB JlekapCTBEHHOrO CpeacTBa C UCMONb3oBaHMEM 3TWX MeTOodOB (hanee - 3KcrnepTusa
Ka4yecTBa NekapCTBEHHOrO CpeacTBa);

3) SKCNepTn3dy OTHOLLEHUA oXngaemom nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHNA NNeKapCTBEHHOro npenapara.

3. OkcnepTu3a nekapCcTBEHHbIX MpenapaToB ANs BETEPUMHAPHOro NMpUMEHEHUst BKIOYaeT B cebs akcnepTusy
KayecTBa NeKapCTBEHHOro CpeacTBa M AKCNEepPTU3y OTHOLLEHWUSI OXXUAAeMOoW NoNb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
nekapcTBEHHOro npenapara.

Cratba 15. ®PepepanbHoe rocygapcTBeHHoe OHMKeTHOe yupexaeHuMe No NPOBEAEHUI 3KCNepTU3bl
JIeKapCTBeHHbLIX CpeacTB

OKkcnepTM3a nekapcTBEHHbIX CpeacTB NPOBOAMTCA heaepanbHbiM rOCYAapCTBEHHbIM OIOMKETHBIM yUpeXaeHem
COOTBETCTBYHOLLENO YNONHOMOYEHHOro heiepanbHOro opraHa UCMoNHUTENBHOWM BNacTu, Co3AaHHbIM Ans obecneyeHust
WCMOMHEHUs1 MONHOMOYMI 3TOr0 dhedepanbHOro opraHa Mno Bblave paspelleHnii Ha NpoBefAeHVEe KIMHUYECKUX
nccnenoBaHWin NEKapCTBEHHbBIX NpenapaToB U (MNK) MO rocyAapCTBEHHOW pervcTpaumu nekapcTBEHHbIX NpenapaTos
(manee - akcnepTHoOe yuypexaeHue).

Cratba 16. OpraHM3aumnsa npoBeAeHUA IKCNepPTU3bl JIeKAPCTBEHHbIX CPeacTB
(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

1. OkcnepTv3a feKapCTBEHHbIX CPeacTB MPOBOAUTCA KOMMCCUEN 3KCMEPTOB 3KCMEPTHOTO  YYpeXxaeHus,
Ha3HaYyeHHOWM ero pykoBoaWTENeM, Ha OCHOBaHUW 3aaHusl Ha NPOBEeAEHWEe 3KCMEepPTM3bl NEeKapCTBEHHOrO CPeacTBa,
BblJAHHOMO YMOSNIHOMOYEHHbIM dbedepanbHbiM OPraHoM WCMOMHUTENbHOW BnacTW. PykoBoauTenb 3KCNEepPTHOro
yupexaeHuss obecneuvBaeT Hagnexallee MNpoBedeHVNEe 3KCMEPTU3bl NEKapCTBEHHbIX CPEACTB B COOTBETCTBUAM C
3afaHveM, BblAaHHbIM YTNONTHOMOYEHHbIM dbefeparnbHbIM OpraHoM UCTONMHUTENBHONM BNacTu, U OpraHu3yeT noAroToBKY
CBOJHOIO 3aKIOYEHUs1 3TOM KOMUCCUMK. B cocTaB aTo KOMUCCUM MO PELLEHMIO PYKOBOAUTENS IKCMEPTHOIO yupexaeHust
MOryT OblTb BKIOMEHBI B Ka4eCTBEe IKCNEpTOB Nvua, He paboTawolme B AAHHOM 3KCMEPTHOM YUYPEXOAEHWUM, €Crn KX
cneumanbHble 3HaHUS HEOGXOAMMbl ANA NPOBEAEHUS OKCMepTU3bl UM TaKkue 9KCnepTbl OTCYTCTBYHOT B [AaHHOM
3KCMEPTHOM YUPEXKOAEHUMN.

2. 3KcnepToM NO MPOBEAEHWMIO 3KCNEepTU3bl feKapCTBEHHbIX CPEeACTB SBMASETCA aTTeCTOBaHHbIN pabOTHMK
3KCNEepPTHOrO  yYpexaeHusi, KOTOpbI MMeeT BbiCllee MeauumHckoe, dapmMaueBTudeckoe, Buonoruyeckoe,
BETEPMHApHOEe WuNn Xxummyeckoe obpasoBaHMe W NPOBOAUT IKCMEPTM3Y JeKapCTBEHHbIX CPEeACTB B Nopsiake
WCMNOMHEHNs1 CBOMX AOMKHOCTHbIX 06A3aHHOCTEN (aanee - 3Kcnepr).

3. I'IpV| npoBeaeHnn J3KCNepTU3bl JIEKAPCTBEHHbIX CpeacTB 3KCNepT He MOXEeT HaxoOUuTbCA B Kakomn-nmobo
3aBMUCMMOCTMU OT Jnua, Ha3HadvumBLUEero 3Ty JSKCnepTusy, pa3pa60TqV|Ka JNIeKapCTBEHHOro cpeactea WM Opyrux
3anHTepeCOBaHHbIX B pe3ynbTaTtax 3KCnepTuabl Nk,

4. Mpun npoBeaeHMN 3KCNepTM3bl NTEKAapCTBEHHbIX CPeACTB He AonycKkaeTcst ucTpeboBaTth y 3asBuTens Mbo MHbIX
nvy, MaTepuansl, Heobxoammble AnA NpoBedeHUs 3KcnepTusbl. B cnyvyae HegocTaTouHOCTU NpeAcTaBeHHbIX SKCNepTy
mMaTepuanoB Ans Aayv 3aKkrioyYeHns 3KCnepT CTaBuT BOMPOC O NPeAcTaBneHun emy Heobxoaumbix matepuanos nepeg
pyKoBoAWUTENEM 3KCMEPTHOro YYpexaeHusi, KOTopbIn obpallaeTcs ¢ COOTBETCTBYIOLMM 3anpoCcOM B YMNOSTHOMOYEHHbIV
dedepanbHbI OpraH MCMOMHUTENBHOW BRacTW, BbiAABLUMW 3adaHWe Ha MNpOBeAEeHUe 3KCMepTU3bl NeKapCTBEHHOro
cpefacTBa. YkasaHHbl defeparnbHbli OpraH WCMONHWUTENbHOW BMAacTu B TeveHue NSATM pabounx OHeW COo [HA
MOCTYNIMEHNs 3anpoca PyKOBOOAWUTENSA 9KCMEPTHOro yYpexAeHus HanpasnsieT 3asBUTENto 3anpoc O NnpeacTaBneHuu
HeobxoaMMbIX MaTepuanoB. [aHHbI 3anpoc MOXeT ObiTb nepedaH YNOSHOMOYEHHOMY MpeAcTaBuTento 3asBUTenNs
AMYHO NOA PacnucKy, HampasfeH Mo MoYTe 3akasHbiM MMCbMOM WM MepefaH B 3MEKTPOHHOM dopMe Mo
TEeNeKOMMYHVKaLMOHHBIM KaHanam cBsa3n. B cnyvae HanpasneHust gaHHOro 3anpoca no novre 3akasHbiM MUCbMOM OH
cunTaeTcs NosyYeHHbIM Mo UCTEYEHMU LWECTU AHEN C AaTbl HanpaBneHUs 3aKkasHoro NnucbMa.

(vacTb 4 B pen. PenepanbHoro zakoHa ot 25.11.2013 N 317-93)

4.1. 3asiButenb o006s3aH npeacTtaBuTb OTBET Ha 3anpoc  YMOSTHOMOYEHHOro dpegepanbHOro opraHa
WCMOMHMTENBHOW BNactu B CPOK, He MpeBbllaloWwmn AeBsHocTa pabouMx AHeMm CO [HA ero  nonydeHus.
YNONHOMOYEHHbIN dhedepanbHbIi OpraH UCNOMHUTENBHOW BracTw, BbiAABLUMI 3adaHue Ha NpoBedeHue dKCnepTusbl
NeKapCTBEHHOrO CPeAcTBa, B TeYeHue NATM paboumx OHEN CO AHSA MOCTYMIEeHWs OT 3asiBUTEnNs OTBeTa Ha [AaHHbI
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

3anpoc HanpasnseT TakoW OTBET B 3KCMEPTHOe yupexzeHue. B cnyvae HenpeacTaBrneHns no uUcteyeHun OeBsHOCTa
pabounx OHew 3asBUMTENEM OTBeTa Ha AaHHbIA 3anpoc YMNOMHOMOYEHHbIN dedepanbHbIi OpraH WUCMOMHUTENbHOW
BMNacTu, BblOaBLUWA 3adaHue Ha NpPOBEAEHNe 9KCMEePTU3bl NeKapCTBEHHOrO CPeACTBa, B TedeHue nsatn pabounx gHewn
HanpasnseT B 3KCMEPTHOE yypexaeHne ysefoMIeHe O HenpeacTaBrneHum 3asBuTtenem oTeeTa Ha 3anpoc ykasaHHoro
opraHa. Bpemsi co gHa HanpaBneHus 3anpoca 3KCMEePTHOro YYpexAaeHWs B YNONMHOMOYEHHbIM dyedeparbHbli opraH
WCMOIMHUTENBHOW BriacT [0 OHSA MONYyYEHUS 3KCMEPTHbIM YYpexaeHueMm oTBeTa Ha 3anpoc WUiu yBeOOMIIEHMS O
HernpeacTaBreHnM oOTBeTa Ha 3anpoc He Y4YuTbiBaeTCA [MpW  MUCYUCIIEHMM CpOKa MNPOBEAEHUS 3KCNepTu3bl
nekapcTBEeHHOro cpeacTsa.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 25.11.2013 N 317-93)

4.2. Ecnn B cocTaBe perncTpauuoHHOrO JOCbE Ha feKapCTBEHHbIM npenapaTt Ansg MeguUMHCKOro NMpUMEHEHWS
coAaepXnTca npegycMoTpeHHasa ctatben 18, yacteto 1.1 ctatbmn 30 u ctatbent 34 HacToswero PenepanbHOro 3akoHa
Konua peweHna ynoriHOMOYeHHOro q)e,qepaanoro opraHa WUCMONMHUTENBHON BNacTu o nposegeHnn MHCNEeKTUpoBaHUA
Npon3BOAMTENS NEKAPCTBEHHbIX CPEeACTB, 3KCNepTy OO0 OMOPMMEHUS pes3ynbTaToB IKCNepTusbl MeKapCTBEHHOrO
cpeacTBa NpefoCcTaBnsieTcs B NOpsSAKe M Ha YCNOBUSAX, KOTOPble NpeayCcMOTPeEHbl YacTamu 4 n 4.3 HacTosLEN cTaTby,
KOMUS 3aKMYeHMst O COOTBETCTBMM MPOM3BOAMTENS NEKAPCTBEHHbIX CPEACTB TpeboBaHUSAM MpaBuIl Hagnexallewn
NPOM3BOACTBEHHOW MPAKTUKX, BbIJAHHOIO YNOMHOMOYEHHbBIM dheeparnibHbIM OpraHoOM UCMOSTHUTENBHOW BNacTu.

(4acTb 4.2 BBegeHa depepanbHbimM 3akoHoM oT 04.06.2018 N 140-93)

4.3. 3asButenb 006s3aH NPeAcTaBuTb B YNOMHOMOYEHHLIN dheaeparnbHbI OpraH UCNOMHUTENBHOM BNACT KOMUIO
3aKIl0YEHNsT O COOTBETCTBUM MNPOU3BOAMTENS JEKapCTBEHHbLIX cpeAcTB TpeboBaHMSM MpaBun Hagnexallen
NPOM3BOACTBEHHOW NPaKTUKN B CPOK, HE MPEBbLILIAKLWNIA CTa BOCbMUAECATM paboymx AHEN CO AHS NONyYeHus 3anpoca
O ee MnpeaocTaBreHnn. YNOmnHOMOYEHHbIN heaepanbHbii OpraH MCNOMHUTENbHOW BacTW, BblAaBLUMK 3adaHWe Ha
npoBefeHne IKCrnepTU3bl NEKAPCTBEHHOIO CPEACTBA, B TEYEHUE NSATM paboumx OHEWN CO OHSA NMOCTYNEHUs OT 3asBUTENS
KOMWUM 3aKmniovyeHns O COOTBETCTBUM MPOM3BOAUTENS NEKapCTBEHHbIX CpencTB TpeboBaHMAM npaBun Hagnexailen
NPOn3BOACTBEHHOW MPaKTUKW, HANpaBnsieT ee B 9KCNepTHOEe yypexaeHue. B cnyyae HenpeactaBneHusa 3asiButenem B
YyKa3aHHbIA CPOK KOMWM 3aKMOYEHMST O COOTBETCTBMU NPOM3BOAUTENS NIEKAPCTBEHHbBIX CPeACTB TpeboBaHMAM npaBun
Hagnexalle NpPOU3BOACTBEHHOW MPAKTMKM YMNOMHOMOYEHHbIN defepanbHbiii  OpraH WCMOSNIHUTENbHON BRacTw,
BbldaBLIWA 3adaHMe Ha MNpPOBEAEHMEe SKCMEePTU3bl JIEKAPCTBEHHOrO CpPeAcTBa, B TeveHue nATM paboumx OHen
HanpaBnsieT B 3KCMNEPTHOE YyypexaeHue yBeAOMISIEHME O HenpeacTaBrieHUM 3asdBUTENEeM KOMUM 3aKioyeHus o
COOTBETCTBMM NPOU3BOAUTENS IEKApCTBEHHbLIX CpeacTB TpeboBaHMAM npaBun Hagnexawen npou3BoACTBEHHOM
npakTukn. Bpems co oHA HanpaBneHusa 3anpoca SKCNepTHOro yupexaeHusi B YNOMHOMOYEHHbIN dbefepanbHblid opraH
WCMNOMHWTENBHOW BRactu [0 AHSA TMOMYYEeHUs] 3KCMEPTHbIM YYPEXKOAEHMEM KOMUWM 3aKIMHOYEHUSS O COOTBETCTBUU
Npon3BoaMTENS NEKapPCTBEHHLIX CPeacTB TpeboBaHWSIM NpaBuil Hagnexallen NpOoU3BOACTBEHHOW MNPAKTUKU WUIK
YBEAOMSIEHNS O €e HenpeacTaBlieHMM He YYMTbIBAETCS MPU  MCYUCIIEHMM CpOKa MPOBEAEHUsS] 3KCMEpPTU3bI
NeKapCTBEHHOro CpeacTBaa.

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

5. OkcnepT npy NpPOBedEeHUM TMOPYYEHHON €My PYKOBOAMTENEM 3SKCMNEPTHOTO YUPEXKOEHWUsS SKCrepTUsbl
NeKapcTBEHHOro CpeacTBa 06a3aH:

1) npoBecTn nNoOnHoe uccrefoBaHWe MNpeACcTaBleHHbIX eMy OObeKkToB, MaTepuanoB, AaTb OOOCHOBaHHOE U
0OBbEKTMBHOE 3akMyveHue MO MOCTaBMEHHbIM Mepes HWM BOMPOCaM MMM MOTUBMPOBAHHOE 3aKMioyYeHue o
HEBO3MOXHOCTN NPOBEAEHUS UM SKCNepTU3bl NEKAPCTBEHHOTO CPeACTBa, €CN MOCTaBIEHHbIE BOMPOCHI BbIXOAST 3a
npeaenel cneynanbHbIX 3HAHUIA 3KcnepTa, 0ObEKTbl UCCNeOBaHNn U Matepuarnbl HENPUIoAHbI UMM HEAOCTaTOYHbI A5
npoBeAeHUs UCCneaoBaHWM 1 Aadn 3aKYeHus NMMB0 COBPEMEHHbI YPOBEHb Pa3BUTUSI HAYKU HE NO3BOMSIET OTBETUTL
Ha NocTaBreHHbIE BOMPOCH!;

2) He pasmawaTb CBeOeHWsi, KOTOpble CTanM eMy W3BEeCTHbl B CBA3W C MNPOBEOEHWEM 3KCMEepTU3bl
nekapcTBEHHOro CpeacTBa, a Takke CBefeHus, COCTaBnAwLWMe rocyaapCTBEHHY, KOMMEPYECKYIO WNU  WHYIO
OXpaHAeMyto 3aKOHOM TalHy;

3) obecneunTb COXpaHHOCTb NPEACTaBNEHHbIX OO BLEKTOB MCCNEAOBAHMI U MaTepUanos.

6. SkcnepT He Bnpase:

1) npoBOAUTb IKCMNEepPTU3y NekapCTBeHHOro cpeactea no 06paL|.|,eHmo HenocpenCcTtBeHHO K HeEMY Opl'aHl/I3aL|,l/|Ih nnn
(*)VI3I/I'~I€CKVIX nng;
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(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

2) caMoCTOATENBHO coGupaTh MaTepuansl AN NPOBeAeHUs SKCNepPTU3bl NeKapCTBEHHOro CPeaCcTBa;
3) npoBoAUTL 3KCMEPTU3Y NeKapCTBEHHOro CpeacTsa B Ka4ecTBe HerocyaapCTBEHHOro aKcnepTa.

7. B cnyyae Heo6xoaMMOCTU 3KCMepT BrpaBe XoOaTaicTBOBaTb Nepes PyKOBOAUTENEM SKCMEPTHOIO yuYpexaeHust
O NPVBMEYEHUN K NMPOBEAEHMIO SKCMEPTU3bI NNEKAPCTBEHHOMO CPeACcTBa OPYr1X SKCMEpPTOB.

8. Kaxablii akcnepT, BXOOSLWMIA B COCTaB KOMWUCCUW 3KCTepTOB, KOTOPOM MOPYYEHO MpPOBEAEHUE 3KCMepTU3bl
NeKapCcTBEHHOTO CpeAcTBa, HEe3aBUCUMMO M CaMOCTOSITENbHO MPOBOAMT WCCNEeAOBaHWs, OLEeHMBaeT pesynbTaThl,
MOJIyYEHHbIE UM JIMYHO W APYIMMU 3KCnepTamu, U hopMynMpyeT BbiBOAbl OTHOCUTENBHO MOCTaBMEHHbIX BOMPOCOB B
npeaenax CBOUX creumanbHbIX 3HaHWM.

9. PesynbTaTbl 3KCNepTM3bl NEKApPCTBEHHOrO CPeAcTBa OOPMIISOTCS 3akMoYEHUMEM KOMWUCCUMM 3KcrepToB. B
3aKIMHOYEHUN KOMUCCUM SKCMEPTOB YKa3bIBAOTCA NepeyeHb UccnenoBaHuii, 00bemM NPOBEAEHHbIX KaXabiM 3KCNepPTOM
NccnefoBaHWUiA, YCTAHOBIIEHHbIE KaXabIM U3 HUX (paKTbl U cOoenaHHble B pe3ynbTaTe UCCNeAoBaHNA BbIBOAbI. JKCMEpPT,
MHEHMe KOTOpOro He coBnadaeT C PeLleHMEM KOMUCCMU 3KCMepTOB, BrpaBe Bblpa3nTb CBOE MHEHWEe B NMUCbMEHHOW
dopme, KoTopoe NpuMobLLIaeTCs K 3aKMOYEHNI0 KOMUCCUN SKCNEPTOB.

10. 3OkcnepTbl, BXOAsLWME B COCTAB KOMWUCCUMK, NpegynpexpalTcs o6 OTBETCTBEHHOCTU B COOTBETCTBUMU C
3akoHopaTensctBoM Poccuiickoii  denepaumMnm 3a  gady  3akMuYeHUs, cofiepXallero HeobOCHOBaHHble UM
hanbcnpULMPOBaHHbIE BbIBOAbI, O YEM OHU AAOT MOAMMUCKY.

11. OnpeneneHne ypoBHSA NPOdECCMOHaNbHOM NOAroTOBKU 3KCTMepTOB M aTTecTauus UX Ha npaBo NpoBedeHus
3KCMEepTU3bl JIeKapCTBEHHbIX CPEeACTB OCYLUECTBISOTCA 3KCNEPTHO-KBANMMUKALMOHHBIMKA KOMUCCUAMW B NOPSAKE,
YCTAHOBIIEHHOM COOTBETCTBYIOLLUMM YMOSTHOMOYEHHBIM (defeparibHbiM OpraHoM WMCMOSIHUTENbHOW BracTu. YpPOBEeHb
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 neKkapCTBEHHLIX MpenapaTtoB, OuoaHanoroBbix (6MONOAOGHBIX) NeKapCTBEHHbIX
npenapatoB (6uoaHanoroB), romMeonaTU4ecKUX FEKapCTBEHHbIX MpenapaTtoB, JeKApCTBEHHbIX PaCTUTENbHbIX
npenapaToB, KOMOMHaLWIA NeKapCTBEHHbIX NpenapaToB), (POpMbl 3aKMHOYEHUI KOMUCCUMU 3KCMEPTOB yCTaHaBNMBAKOTCA
COOTBETCTBYIOLLUM YNONTHOMOYEHHBIM doeeparibHbIM OPraHoOM UCMONTHUTENLHOW BNACTy.

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

Cratba 17. MNMopaya M paccMoTpeHMe 3asiBNIEHUA O rocyfapCTBEHHOM perucrpauuu JieKapCTBEHHOro
npenaparta gfisi BeTepMHapHOro npMmMmeHeHus
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ona rocygapCTBEHHOW peructpauuu rnekapcTBEHHOro npenapata Ans  BeTepuHapHOro nNpUMeEHeHUs
pa3paboTunK Takoro IieKapCTBEHHOro npernapaTta Wnu yrnosIHOMOYEHHOE MM Opyroe ropugudeckoe nuuo (ganee B
HacTosLLEeN cTaTbe - 3asBUTENb) NPeACTaBnseT B YNONHOMOYEHHbIN dheaepanbHbli opraH MCMOMHUTENbHOW BriacTH,
OCYLLECTBASOLWUNA rOCYyJapCTBEHHYIO PErMCTpaLmnio NeKapCTBEHHbIX NpenapaTtoB ANd BETEPUMHAPHOTO NPUMEHEHUs, B
3NEKTPOHHON hopme unn Ha OymakHOM HOCUTene 3asdBreHWEe O TOCYLAPCTBEHHOW perncrpauum NekapcTBEHHOro
npenapata AN BETEPUHAPHOro MPUMEHEHUs, a Takke B [Oopsdke, YCTAHOBMEHHOM COOTBETCTBYHOLLUM
YMOSTHOMOYEHHbIM (befeparnbHbiM OPraHOM MWCMOSTHUTENBHOW BIAcTU, B 3NEKTPOHHOW OpMe unmM Ha OymMakHOM
HocuTene HeobxoaMMble OKYMEHTbI, N3 KOTOPbIX hOpMMUPYETCS perMcTpaumMoHHOe OOChEe Ha NEKapCTBEHHbIA Npenapar
Ons BETepMHapHOro nNpMMeHeHus.

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

1) HaummeHoBaHMEe M agpec 3asBuUTEns, paspaboTumka WM NPOU3BOAMTENS JEeKapCTBEHHOro npenaparta Ans
BETEPUHAPHOrO MNPMMEHEHUss M agpec MecTa OCYLIEeCTBMEHWs MNPOW3BOACTBA JIeKApCTBEHHOro npenaparta Ans
BETEPMHAPHOrO MPUMEHEHUSI (B CNyYae HanuMyuMsi HECKOMNbKMX YYaCTHWKOB rMpolecca npou3BoAcTBa HeOb6XOAMMO
yKasaTb KaXJ0ro u3 Hux);

2) HauMmeHOBaHMe JNeKapCTBEHHOro npenapaTa Ans BeTepuHapHOro npuMMeHeHust  (MexayHapoaHoe
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HenaTeHTOBaHHOe, Ui rpynnmnpoBoYHOe, NI XMMU4YeCcKoe 1 Toproesoe HaVIMeHOBaHVIﬂ);

3) nepeyeHb ﬂeﬁCTByDMMX 1 BCNoMoraTernbHbIX BEWECTB, BXOOALNMX B COCTaAB JIEKapPCTBEHHOIO npenapara ans
BETEPUHAPHOIO NPUMEHEeHUA, C yKadaHneM Konn4vecTBa KaxKgoro n3 HuX;

4) nekapcTBeHHas ¢opma, [03UpPOBKa, CMOCOObI BBEOAEHUSI M MPUMEHEHWS, CPOK FOOHOCTU fleKapCTBEHHOro
npenapara anst BEeTEPUHAPHOro NPUMEHEHNS;

5) chapmakoTepaneBTUYeckas rpynna;

6) HeobxoOMMOCTb NPUMMEHEHUsI YCKOPEHHOW npouedypbl 3KCMepTU3bl JEKAPCTBEHHbIX CPEACTB B LENsX
rocyapCTBEHHOW perncTpauum nekapcTBeHHOro npenapara;

7) KOMUM JOKYMEHTOB, MOATBEPXKAAOLMX YINaTy rocyaapCTBEHHON MOLLMUHDI:

a) 3a nposeaeHne 3KCnepTu3bl KayvecCTBa J1€EKapCTBEHHOIO cpeacTteBa UM 3KCNepTu3bl OTHOLUEHUA oXxngaemom
Nnosnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA JNeKapCTBEHHOro npenaparta gnda BeTepuHapHOro npuMeHeHua npu ero
FOCYﬂapCTBEHHOVI perncrtpaunu;

6) 3a Bblgayvy perncTpaunoHHOro ya40CTOBEPEHUS NTeKapCTBEHHOMO Npenapara;

8) Hanumume cornacus, NpeaycMOTPEHHOrO 4YacTblo 7 HacTosiel cTaTbW, €cnvM C MOMEHTa perncrpaumun
pedepeHTHOro fiekapCcTBEHHOTO Npenapara Arnst BEeTEpUHaPHOro NPUMEHEHNS MPOLLIIO MEHEE YeM LUECTb feT.
(B pen. PepepanbHoro zakoHa ot 13.07.2015 N 241-3)

3. PeFI/ICTpaLI,I/IOHHOG OOCbe B Lendax 3KCnepTu3bl NekapCTBEHHOro npenaparta and BeTepnHapHOro npnMmeHeHua
@OQMMQMGTCH M3 cnenyrwmx JOKYMEHTOB!

1) KonMs NNUEH3MM Ha NPOU3BOACTBO NEKAPCTBEHHbLIX CPEeACTB, BblAaHHON NPOW3BOLAMTEND PErMCTPUPYEMOro
neKkapcTBEHHOro npenapaTta Ana BETEPUHAPHOro NPUMEHEHNS, NS POCCUNCKUX MPOU3BOANTENEN;
(n. 1 B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-93)

2) KONUs NULEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB, BblJAHHOW NPOU3BOANTEND dapMaLEeBTUYECKON
cybCcTaHuuK, BXogsLen B COCTaB PErMCTPMPYEMOro NIeKapCTBEHHOTO npenapaTa A5 BeTEPUHAPHOro NpUMeHeHus, aAng
POCCUNCKMUX NPON3BOANTENEN;

(n. 2 B pen. ®enepancHoro 3akoHa ot 04.06.2018 N 140-93)

2.1) Konmus [OOKYMeHTa, BblAAHHOTO YMOSIHOMOYEHHbIM OpraHoM CTpaHbl MPOU3BOAUTENS [AONS  KaKOoW
NPOM3BOACTBEHHOW NMOLWAAKN PerucTpupyemMoro NnekapcTBEHHOro npenapata Afs BETEePUHAPHOrO MNPUMEHEHUs ©
noATBEepXXAaloLWero CoOOTBETCTBME NPOM3BOAUTENS feKkapCTBEHHOro npenapaTta TpeboBaHusIM OpaBwui Haznexallen
NPON3BOACTBEHHON MPAaKTWKN, N €r0 NepeBO Ha PYCCKUIA A3blK, 3aBEPEHHbIe B YCTAHOBIIEHHOM Nopsiake, a Takke Konus
3aKNioYeHns O COOTBETCTBUM NPOU3BOAMTENS NEeKapCTBEHHbIX CPeACcTB TpeboBaHWAM npaBwui  Hagnexailewn
NMPON3BOACTBEHHOW MPAaKTUKKX, BbIAAHHOIO YMOMHOMOYEHHbIM dhefepanbHbiM OpraHoM WCMOMHUTENbHOW BRacTu Ans
KaXOOMW MpOU3BOACTBEHHOW NMOLWAAKM PEerncTtpyMpyemMoro nekapCTBEHHOro npenapata [Ans  BeTepuMHapHOro
npuMeHeHusi, NnMbo Konus pelleHWs O MNPOBEAEHUN WHCMEKTUPOBAaHWS NPOU3BOAUTENS NEeKapCTBEHHbIX CpeacTs,
MPUHATOrO YNONMHOMOYEHHbIM hefeparnbHblM OPraHoM WUCMOMHUTENBHOW BracTu ANS KaXAoW Npou3BOOCTBEHHOW
NnowaakM perucTpMpyemoro fiekapCTBeHHOro npenaparta Ans BeTepuMHApHOro NMpuUMeHeHusl. YKa3aHHble OOKYMEHTb
npeacTaBnsalOTCa B Cryyae, ecnv NpPOW3BOACTBO JleKapCTBEHHOro npenapaTta OCyLecTBAsSeTCcs 3a npeaenamu
Poccuiickon ®epepauuu;

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

2.2) KonuMa [OKYMEHTA, BbIOAHHOIO YMOMHOMOYEHHBIM OPraHOM CTpaHbl Mpou3BOAUTENs dhapMaLeBTUYECKON
cybcTaHuumn n nogTBEpXKaaLWEero COOTBETCTBME NPoM3BOAMTENSA dhapmaLleBTUYeCcKon cybcTaHumm, BXogsLwen B COCTaB
perMcTpupyemoro fekapCTBEHHOrO npenaparta Afs BETEPUHAPHOro NpUMeHeHus, TpeboBaHaM NpaBun Hagnexallewn
NPON3BOACTBEHHOW NPaKTUKU, N €ro NnepeBof Ha PYCCKUN 53blK, 3aBEpPEHHblE B YCTAaHOBIIEHHOM MoOpsake, B criyvae,
ecnu npon3BoacTBo hapMaLeBTUYECKON cybCcTaHLmMm ocyLlecTBnaeTca 3a npegenamu Poccuinckon depepaumy;

(n. 2.2 BBegeH PepepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

3) NpPOeKT HOpMaTMBHOIO AOKYMEHTA Ha JieKapCTBEHHbIN NpenapaT Ans BETEPUHAPHOIO NMPUMEHEHWS;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

4) [OOKYMEHT, coaepxawun cnegywouwyr uHdopMauMi o  dapmaueBTMyYeckon  cybcTaHumm — unu
q)aplvlau,eamqecmx CyGCTaHLWIﬂX, BXOAALWMX B COCTaB JieKapCTBEHHOro npenaparta and BeTepnHapHOro npuMeHeHus:

a) HavMMeHoBaHue dapmaleBTUYecKon cybcTaHumm, ee CTpyKTypa, obLume CBOWCTBA;
6) HaumeHoBaHWe 1 agpec NPOM3BOANTENS;

B) TEXHONorma npom3sBoactea C ONMMCaHMEeM cTagun npon3soacTBa M MEeTOAOB KOHTPOJSIA Ha BCEX CTaguAax
npon3soacTBa,

r) MHhopmauusa 0 NPUMECSIX;

4) cneundukaums Ha papMaLeBTUYECKYHO CyOCTaHUNIO;

€) onMcaHne MeTOANK KOHTPONs KavyecTBa;

X) pesynbTaTbl aHanu3a cepui oapmaueBTUYECKON cybcTaHumu;

3) NnepeyeHb CTaH4apPTHbIX 06pasLIOB UK BELLECTB, UCNOMb3YEMbIX MPY OCYLLECTBIEHUU KOHTPOMS KavyeCTBa;
1) onMcaHne XapakTePUCTUK U CBOMNCTB YMAKOBOYHbIX MaTepmanoB N YKYNOPOYHbLIX CPeACTB;

K) aHHble O cTabunbHOCTY;

1) CPOK rOQHOCTU, YCIOBUSI XPaHEHMS;

5) oTyeT 0 pesynbTaTax AOKIMHUYECKOTO WCCNeaoBaHWsi JeKapCTBEHHOrO cpeacTBa s BeTepuMHapHOro
NPUMEHEHNS;

6) oTyeT O pesynbTaTax KIMHUYECKOTO WCCNEeAOBaHUS FEeKapCTBEHHOro npenapaTta Ans BeTepUHaPHOro
MPUMEHEHWS Y KaXKa0ro BUOa XUBOTHbIX, YKa3aHHbIX B MHCTPYKLIMK NO BETEPUHAPHOMY MPUMEHEHMIO;

7) NPOEKT UHCTPYKUUM NO BETEepUHAPHOMY NMPUMEHEHUIO NIEKapPCTBEHHOIO npenapara, co,qepmau.lelh cneagywwme
cBeaeHuA:

a) HauMmeHoBaHMe JlekapCTBEHHOro npenapaTa Ans BeTepuHapHOro npuMMeHeHust  (MexayHapoaHoe
HenaTeHTOBaHHOE, UNW FPYNNMPOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HAUMEHOBAHMS);

6) nekapcTBeHHasi hopma C ykasaHMEM HaVMEHOBAHWUI U KOJIMYECTBEHHOIO COCTaBa OEWCTBYIOLLMX BELLECTB U
Ka4yeCTBEHHOro CocTaBa BCMOMOraTenbHbIX BELLECTB;

B) onncaHume BHeLUHEero Bnaa nekapcrBeHHOro npenapara gna BeTepnHapHOro npuMeHeHua,

r) capmakoTepaneBTUYecCKass rpynna IeKapCTBEeHHOro mnpenapata Ans BETEepPUHAPHOrO MPUMEHEHUS UMK
yKkasaHue "romeonatu4eckuii nekapCTBeHHbIV npenapar”;

4) dapmakoguHamuMka W papMakokMHeTUKa (3a  WCKIYeHMEM  (papMaKOKUHETUMKM  roMeonaTUdecKmx
NeKapCTBEHHbIX MpernapaToB U pacTUTESIbHbIX JIEKAPCTBEHHbLIX MPenapaTtoB) UMM OnMcaHue UMMYHOGUOMOrMYeCKUX
CBOWICTB NeKapCTBEHHOTrO npenapara;

€) nokasaHus Ans NPUMEHEHNS;

) NPOTMBOMOKa3aHWsA AN NPUMEHeHNs;

3) Mepbl NPEAOCTOPOXHOCTM MPY NPUMEHEHNMU;

N) ykasaHWe BO3MOXHOCTM M OCOBEHHOCTEN MPUMEHEHUs] Y BEepPEMEHHBIX XMBOTHbIX, Y >XMBOTHbIX B Mepuof
nakTaumu, y NoTOMCTBA XUBOTHbIX;

K) pexum 0o3npoBaHung, crnocob BBeaeHUs n NPpUMEHEeHUd, npu HeobxooMMocTn BpeMA npmnemMa nekapcrBeHHOoro
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

npenapara Ansi BETEpPUHAPHOIO NPUMEHEHWS, NPOAOIKUTENBHOCTb NTEYEHNS;

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

M) CUMNTOMbI NEPEA03NPOBKU, MEPbI MO OKa3aHUIO MOMOLLM NPY Nepeao3nPOBKE;
H) B3aMMOAENCTBME C APYrMMU NEKapCTBEHHLIMU NpenapaTaMu 1 (Mnn) KopMamu;
0) bopMbI BbIMycKa JIeKapCTBEHHOrO NpenapaTa Afsi BeTepPUHApHOro NpYMeHeHWs;

n) ykasaHue (npu Heo6xoOMMOCTM) 0COGEHHOCTEN OeiCcTBMS NeKkapCTBEHHOro npenapaTa ONs BETepUMHapHOro
NPUMEHeHVs1 Npu NEPBOM NMpUEME UK MPU Ero OTMEHE;

p) onucaHue (NpuM Heo6XxoOUMOCTWU) OEWCTBUN BeTepuMHApHOro Bpaya (BeTepuHapHOro denballepa), MHOro
cneuvanucta B obnactu BeTepuHapuu, Bnajenbla XMBOTHOrO Mpu NPOMycke npvema OAHOW WM HECKOSbKUX [03
neKkapCTBEHHOro npenapara Ans BeTePUHapHOro NPUMEHEHWS;

C) CPOK TogHOCTM W YyKasaHue Ha 3anpet npuMeHeHua JeKapCTBeHHOro npenapara Ana BeTepuHapHOoro
npuMeHeHnsa Nno NcteveHnn Cpoka rogHoCTH;

T) YCNOBUS XpaHeHUsi;

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

&) ykasaHue (npy Heo6xoaMMOCTM) crieumasbHbIX Mep NPeaoCTOPOXKHOCTY NMPU YHUUTOXEHNM HENCTONb30BaHHbIX
NeKkapcTBEHHbIX NpenapaTtos Ans BeTEPUHAPHOIO NPUMEHEHNS;

X) CPOKM BO3MOXHOIo MCNONb3oBaHUA NpOoAYKUUU XXMBOTHOIO MNPOUCXOXOEHUA nocne BBeOoEeHUA XMBOTHOMY
JIeKapCTBEHHOIO Nnpenaparta anAa BeTepunHapHOro npuMeHeHu4;

L) yCnoBus OTnycka;

4) HaMMEHOBaHWA U afpeca NPOW3BOACTBEHHbIX MIOLIAA0K NPOU3BOAUTENS JIEKAPCTBEHHOrO Npenapata Ans
BETEPVHAPHOIO NMPUMEHEHWS;

LIJ) HanMmeHoBaHue, agpec opraHunsauunu, yI'IOJ'IHOMOLIeHHOIZ aepxarenem unn BnagenbuemMm perncrtpaumoHHOro
yAOCTOBEPEHNA NTEeKapCTBEHHOrO npenapara Ha NpuHATue npeTeH3m7| oT FIOTpe6I/ITeJ'IS;|;

8) nNpoekTbl MakeToB MEPBMYHOWM YNAKOBKA W BTOPUYHOM YMAKOBKM NEKapCTBEHHOrO npenapata Ans
BETEPUHAPHOro NPUMEHEHUS;

9) cneaytoLme CBEAEHMS O NNEKAPCTBEHHOM Mnpenapare Ansi BETEPUHaPHOro NPUMEHEHNS:

a) onucaHue n cocTaB NleKapCTBEHHOro NpenapaTa AN BeTEPUHAPHOro NPUMEHEHNS;

0) onucaHve papMaLeBTU4ECKON pa3paboTku;

B) onmcaHune npouecca Npou3BOACTBa U ero KOHTPONS;

r) onnucaHne KOHTPOIs KPUTUYECKUX CTafUM NPOM3BOACTBA M NMPOMEXYTOYHOM NPOAYKLUN;

) HaumeHoBaHUS M agpeca paspaboTyuuka, gepxatenss wnuv Bnagenbla perMcTpauMoHHOrO YAOCTOBEPEHWS
nekapCTBEHHOro npenaparta, MpPOU3BOACTBEHHbLIX MNMOWAA0K MNPOM3BOAMTENS IEKapCTBEHHOrO npenapaTta Ans
BETEPUHAPHOro NPUMEHEHUS;

(B pea. PepepanbHoro 3akoHa oT 13.07.2015 N 241-93)

€) hapmaLieBTMYECKast COBMECTUMOCTb;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

X) MUKPOBUNONOrMYecKme XapakTepuUCTUKu;

3) MaTepwuarnbHbI GanaHc Anst NPOM3BOACTBA CEPUU FOTOBOIO NPOOYKTa;

N) ONUCaHNe XapaKTEPUCTMK U CBOMCTB YNAKOBOYHbIX MaTepmarnoB 1 YKYNOPOYHbIX CPEACTB;
K) LOKyMeHTarnbHoe noaTsepxaeHne (Banngauuns) npoLeccoB 1 (Unn) nx oLeHKa;

n) TpeboBaHMA K KayecTBYy BCMoMoraTerlbHbIX BeLlecTB (cepTudumkaT, crneuudukaumns Ha BcrioMoraTerbHble
BelLecTBa U nx obocHoBaHue);

M) aHanmTn4yeckne MeToaunkn, ucnonb3yemble Nnpu OCYLUeCTBINIEHUN KOHTPONA KadeCTBa BCNoMoratesibHbIX
BeLlEeCTB;

H) JOKYMEeHTanbHoe NoATBepXAeHNe (Banuaauust) aHanuTU4eckmx MeToauK, UCNomnb3yemMblX MNPy OCYyLLECTBNEHUN
KOHTPONS KayecTBa BCNoMoraTesibHbIX BELLECTB;

0) VIHCbOpMaU,I/IFl 06 1cnonb30BaHUN BCMOMOraTebHbIX BELECTB YETOBEYECKOIO N XXUBOTHOIO NPOUCXOXAEHUA,
I'I) I/IHCbOpMaLI,MH 00 1MCNoNb30BaHMN HOBbIX BCMOMOraTenbHbIX BELLECTB;

p) TpeboBaHUsi K KayecTBYy JIeKapCTBEHHOrO rMpenapata Afs BeTEepuMHapHOro npuMeHeHusl (cepTudukar,
cneundurKauus Ha NekapcTBEHHbIN NpenapaT U ux o6ocHoBaHUE);

C) aHannTn4eckne MeToauku, ucnoribdyemMmblie TMpu OCYLLeCTBNEHUN KOHTPOJIA KadecCTBa JieKapCTBEHHOro
npenaparta gha BeTepnHapHOro npuMmeHeHuA,;

T) OOKyMeHTallbHOe noaTBepXxaeHue (BaJ'II/I,D,aLLI/Iﬂ) aHannTn4ecknx MeToguk, ncnosrb3yemMbiX Npu oCyLecTBrieHNn
KOHTPONA Ka4eCTBa J1eKapCTBEHHOro npenaparta anda BeTepnHapHOro npuMeHeHua,

y) AOKYMEHT, NOATBEPXKOAloLLMA KayeCTBO JIeKapCTBEHHOro npenapara TpeX NPOMbILLIIeHHbIX cepuit (MpoToKon
aHanusa unu ceptTuduKaT aHanusa), ogHa Cepusi KOTOPOro AOSbkHa coenagaTb ¢ cepuent obpasua nekapCTBeHHOro
npenapaTta, No4aHHOrO Ha PerncTpaumio;

&) XxapakTepucTvka npumecen;

X) NepeyeHb CTaHAAPTHbIX 06pas3LOB, UCNOMb3yEMbIX MPWU OCYLLECTBIIEHNM KOHTPONSA KayecTBa feKapCTBEHHOrO
npenapara Ans BeTEpUHapHOro NPUMEHEHNS;

L1) AaHHbIEe O CTabWbHOCTU NeKapCTBEHHOIO NpenapaTa AJ1si BETEPMHapHOro NPUMEHEHUS;

10) konusi [OOKYMEeHTa, cofepallero MHGOopMaumio O Hanuiuum unu ob oTCyTCTBUM DaKTOB perucTpaumu
nekapcTBEHHOro npenapara Ans BeTepuHapHOro NpumMeHeHus 3a npeaenamu Poccuiickoin denepaumu;

11) cornacve B NUCbMEHHOW dhopme, NpefyCMOTPEHHOE YacTbl 7 HaCTOSLWEN CTaTbW, B Criyyae perucrpaumm
BOCMpPOM3BEOEHHOrO NekapcTBEHHOro npenapara;
(B pea. PenepanbHoro zakoHa ot 13.07.2015 N 241-93)

12) Kkonus OOKyMeHTa Ha PYCCKOM £3blke, 3aBEPEHHOro B YCTAHOBMEHHOM MNopsdke W MNoATBepXaaroLlero
NMPaBOMOYHOCTb 3asiBNIEHMSI O TOCyOapCTBEHHOW perucTpauuyM rnekapCTBEHHOro npenapaTta And BeTepuMHapHOro
NPUMEHeHNs (QOBEPEHHOCTD).

4. Mpu nNpoBeAeHUN YCKOPEHHOW Npouedypbl 3KCNepTU3bl JIeKapCTBEHHOro npenapata Ans BeTepuHapHOro
NMPUMEHEHNsT B LIeNsIX ero rocygapCTBEHHON pernctpauuv MOXeT MpefacTaBnsTbCs MHopMauusi, NoryyYeHHas npw
MPOBEAEHUN KMUHUYECKUX MCCMeqoBaHUii NekapCTBEHHOro npenapaTta U onyGnukoBaHHas B Creumanm3vpoBaHHbIX
neyaTHbIX M3daHMSAX, a Takke [OKYMEHTbl, coAepxaliue pesynbTaTbl UCCNegoBaHUs GUOIKBUBANEHTHOCTM
nekapcTBEHHOro npenapaTta Ans BeTepUMHaPHOro NpUMEHEHUs.

5. Ha aKkcnepTusy pasnuuHbIX NEKapCTBEHHbIX (POPM OZHOMO M TOFO e JeKapCTBEHHOro npenaparta Ans
BETEPVHAPHOrO NPUMEHEHUS 3asBUTENb NPEeACTaBNAeT OTAeNbHbIe 3as8BMNEeHUs U PercTPaLMOHHbIE OOChE Ha Kaayio
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

nekapcTBeHHy0 dopmy. lpn ycrnoBuM OLHOBPEMEHHOW MOAAYM Ha 3KCMEpPTM3Yy OAHOW neKkapCTBEHHOW opmbl C
pasnUYHbIMKU LO3MPOBKOM, KOHLIEHTpaUmen, o6bemMom 3asBUTENb NPEACTaBNSIET OQHO 3asBMEHME U PErncTpaumoHHoe
[0Cbe C MPUNOXEHMEM MaKETOB YMaKOBOK HA KaXKOyl OO03MPOBKY, KaXKAYH KOHLEHTpauuio, Kaxabii obbeMm n kaxagoe
KONM4YeCTBO [03 B YNaKOBKE.

6. 3aaBuTenp BnpaBe NpeacTaBuMTb MO COOCTBEHHOW WMHMLUMATMBE BMECTE C 3asiBIIEHMEM O roCyAapCTBEHHON
pernctpaumn nekapCTtBeHHOro npenaparta gna BeTepuHapHOro npmMeHeHua OOKYMEHTbl, noarBepXaarwuwime ynnarty
rocy,qapCTBeHHoﬁ OOLWJINHbLI N YKa3aHHble B MYHKTe 7 vactn 2 HaCTOFlLIJ,eI7I ctatbn. B cnyvyae ux HenpencraBsleHnda
COOTBETCTBYIOLLNIA YMOMHOMOYEHHbIN (hbeaepanbHbIi OpraH MWCMOMHUTENbHOW BRactu npoBepsaeT dakT ynnaTtbl
3asBMTENEM TOCYOapCTBEHHOW MOLUMHBI MOCPEACTBOM WUCMOMb30BaHUs MHGOpMauMm ob ynnate rocygapCTBEHHOM
NOLLNWHLI, codepXallencsa B ocynapcTBEHHOW WH(OPMALMOHHON CUCTEME O FOCYAapCTBEHHbIX M MyHUUMNANbHbIX
nnaTexax, Ha OCHOBaHWW nNpeacTaBMeHHbIX 3asBUTENeM KOMWA  JOKYMEHTOB, MOATBepXAalwux ynnaty
rocygapCTBeHHOM MOLUSNHBI.

7. He ponyckaeTcsa wcnonb3oBaHWEe B KOMMEPYECKUX Lensix MHgopMauum o pesynbTaTax OOKITMHUYECKUX
NCCrefoBaHUA  NEKAapCTBEHHbIX CPeaCTB U KIIMHUMYECKMX WCCNefoBaHWi  JIEKApCTBEHHbIX MpenapaToB  ANnd
BETEPMHAPHOIO MNPUMEHEHWs, NMPEeACTaBNEHHON 3asiBUTENEeM ANs roCydapCTBEHHOW pPEerncTpaumn JeKapCTBEHHbIX
npenapatoB, 6e3 ero cornacus B TeyeHMe LWeCTM NeT C gaTbl rocydapCTBEHHOW peructpaumm pedepeHTHOro
nekapcTBeHHOro npenapara B Poccuiickon ®epepauuu.

Cratba 18. Mogauya M paccmoTpeHue 3asiBNieHUsi O FOCYAAPCTBEHHOW perucTpauuu neKkapcTBEHHOro
npenaparta Ans MeaULMHCKOro NpUMeHeHUus
(B pean. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

1. [Ons rocynapCTBEHHOW perucTpauumM nekapCTBEHHOro npenapata  Aans  MeguuMHCKOro  NMPUMEHEHWUS
topyanyeckoe nuuo, AeNCTByoLLEee B COOCTBEHHbBIX MHTEpPeCcax UM yNoNTHOMOYEHHOE NPeACTaBNATb UHTEPECHI APYroro
IOpMONYECKOrO NULA W 3asiBrsiOLLEE JIEKAPCTBEHHLIA NpenapaT Ha rFOCY4apCTBEHHYKD perMctpauumto (ganee B
HacTosILLEN cTaTbe - 3asBUTENb), NPEACTABMSET B YNOMHOMOYEHHbIA dbefeparnbHbIil opraH UCMNOSIHUTENbHOW BracTy,
OCYLLECTBMAKLLMIA rocyqapCTBEHHYI0 permcTpaumio NekapCcTBEHHbIX MpenapaTtoB AN MeAULUMHCKOrO NPUMEHEHUs!, B
3NEKTPOHHON opMe M Ha OyMaxHOM HocuTere 3asiBeHWe O TFoCyaapCTBEHHOW perucTpauum nekapcTBeHHOro
npenapaTta Ans MeguUMHCKOro NMPUMEHEHUs, a Takke B MOpsAdke, YCTAHOBIIEHHOM YMNOMHOMOYEHHbIM dhefepanbHbiM
OpraHoM WCMOSTHUTENbLHOW BacTu, B 3NEKTPOHHOW hopMe N Ha ByMakHOM HocuTerne HeoOXOAMMble OOKYMEHTbI, U3
KOTOpPbIX (POPMUPYETCS PErMCTPALMOHHOE OChE Ha flekapCTBEHHbIV npenapat Ans MeAULMHCKOrO NPUMEHEHMS.

(4acTb 1 B peq. PegepanbHoro gakoHna ot 22.12.2014 N 429-93)

2. B 3agBneHun o rocyaapCTBEHHOW perucTpauum nekapcTBEHHOro npenapara Anst MeaULMHCKOrO NpUMeEHeHUs
yKa3blBalOTCA:

1) HaumeHoBaHVe, agpec 3asBUTENs W NPOM3BOAWTENS FEeKapCTBEHHOro npenaparta Ans MeguLMHCKOro
NpuUMeHeHus, ceBegeHns o6 ux permctpaumm B KayecTBe HanoronnaTenbliyka B CTpaHe perncrpauun (4na poCCUNCKMX
IOPUANYECKMX NUL, - MAEHTUUKALMOHHBLIN HOMep HanoronnaTtenswuka (MHH), Ans MHOCTpaHHbLIX OPUANYECKUX ML, -
CTpaHa perncrpaumu, HaMMeHoBaHNe PerncTpUpyoLEero opraHa, permcTpaunoHHbI HOMep, Ko4 HarnoronnaTenbLimka B
CTpaHe perncrpaummn (MHKoprnopauuu) unm ero aHanor) 1 agpec MecTa OCyLLEeCTBIEHUs] NPOM3BOACTBA fIeKapCTBEHHOro
npenapara (B Cnyvae HanmmM4Ms HECKONbKMX y4aCTHMKOB Mpouecca ero npov3BoAcTBa HEOOXOOMMO yKas3aTb KaxkOoro
yyaCTHUKa B COOTBETCTBUM C OCYLLIECTBSEMON CTagnen NnponsBoACTBa);

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

2) HanMmeHoBaHWe JeKapCTBEeHHOro npenapata gna MeguumHCKOro npuMeHeHuA (Me)KLI,yHapO,D,HOS
HenaTeHTOBaHHOE, Ui rpynnmpoBOYHOE, UMM XUMNUYECKOE N TOProsoe HaVIMeHOBaHVIﬂ);

3) nepeyeHb OEeNCTBYOLWNX 1 BCMIOMOraTenbHbIX BELLECTB, BXOASLLMX B COCTaB flekapCTBEHHOro npenapara ans
MEeOULMHCKOrO NPUMEHEHUS, C YKa3aHMeM KONMYECTBA KaXaoro U3 HuXx;

4) nekapcTBeHHasi oopma, [03UpPOBKa, CMocoObl BBEOEHUS U MPUMEHEHWS, CPOK FOAHOCTM JIeKapCTBEHHOrO
npenapara Ans MeauLMHCKOro NpUMEHEHWs;

5) (*)apMaKOTepaﬂeBTW—IeCKaH roynna, Ko aHaTOMO-TepaI'IeBTI/I‘-IeCKO-XI/IMI/I‘-IGCKOVI KJ'IaCCVI(*)I/IKaLIMVI,
peKOMeHﬂOBaHHOVI BCGMVIpHOVI opranaaumeVl 30paBooOXpaHeHud, 3adaBidAeMble TMNoKa3aHuA AOnd NpUuMeHeHuA
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

JleKapCTBEHHOro npenapata gnda MmeanunHCKoro npuMeHeHus,;

6) oTcyTCcTBME HeoBXoAMMOCTW NpedoCTaBlieHWs oTyeTa O pesynbTaTtax KIMHWMYECKOro uccrnenoBaHus,
nccneaoBaHns 6MOsKBUBANEHTHOCTU NEKApCTBEHHOro npenapara, paspelleHHOro Ans MeauLMHCKOro NpuMeHeHus B
Poccuiickoin depepaumn Goree aABaguatu NeT, C ykasaHMEM HOPMATUBHBLIX MPABOBbLIX aKTOB, MOATBEPXXAAOLLMX
OaHHBIN CPOK NPUMEHEHUS;

7) HeobxoaMmocTb odbopMIieHNst paspelleHnss Ha BBO3 B Poccuiickyto Pefepaumio KOHKPETHOW napTum
3aperMcTpupoBaHHbIX M (UNN) HE3APErMCTPUPOBAHHBIX JIEKAPCTBEHHbLIX CPEACTB, NpeAHa3Ha4YeHHbIX Ansi NPoBeaeHNs
3KCMEePTU3bl NIEKAPCTBEHHbIX CPEACTB B LIENAX roCy4apCTBEHHON permcTpaunm;

8) HeobXxoauMoCTb npoeegeHna aKcnepTndbl OOKYMEHTOB, NpeacTaBlieHHbIX Anda onpeaernieHnA BO3MOXHOCTU
paccMmaTpuBaTb J'IeKapCTBeHHbIVI npenapar and MeguunHCKOro npuMeHeHua npm ocyulecTBllieHUn FocyﬂapCTBeHHOIZ
pernctpaunmn B Ka4ecrtee Op(baHHOI'O JIEKapPCTBEHHOIO Nnpenapara,

9) HeobXoOMMOCTb MPUMEHEHWST YCKOPEHHOM Mpoueaypbl 9KCNepTM3bl JIeKapCTBEHHbIX CPeacTB B LensixX
rocy4apCTBEHHON PerMcTpaLmmn nekapcTBEHHOTO Npenapara;

10) KON OOKYMEHTOB, noATBepXA4akwmnx ynnarty rocyp,apCTBeHHon OOLNUHbBI:

a) 3a npoBeaeHne 3KecnepTmn3bl JOKYMEHTOB, NpeacTaBfieHHbIX AnA onpeaeneHna BO3MOXHOCTU paccMaTpuBaTb
J'IeKapCTBeHHI:IVI npenapar anda mMeguumHCKOro npumMeHeHua npu ocyuwiecTBrieHnn FOCWJ,apCTBeHHOVI pernctpauumm B
Ka4vyecTtBe Op(baHHOFO JIeKapCTBEHHOIO MNnpenaparta,

6) 3a mpoBedeHWEe SKCMEepPTU3bl KauyecTBa NEKapCTBEHHOrO CPEeAcTBa M IKCMepTM3bl OTHOLUEHWUA OXWAaeMoi
Nonb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS NEeKapCTBEHHOro npenapaTa, paspelleHHoro Ans  MeauLMHCKOro
npumeHeHus B Poccuiickoit ®egepaumn Gonee asaguaTv NeT, NPW OCYLUECTBNEHUM FOCYOapCTBEHHON perncrpauunm
nekapcTBEHHOro npenapara;

B) 3a NpPOBEedeHNEe JKCMepTM3bl KayecTBa MeKapCTBEHHOro CPEeACcTBa W SKCMEePTU3bl OTHOLLUEHMST OXuUaaeMoW
Nonb3bl K BO3MOXHOMY PMUCKY MPUMEHEeHWUs NeKapCTBEHHOro npenapata Ans MeauUMHCKOTO MpUMEHeHUs Npu ero
rocyaapcTBEHHON perncTpaumu;

r) 3a MpoBedeHMEe IKCTepTU3bl KayecTBa JIeKapCTBEHHOrO CPeACcTBa M 3KCMEPTM3bl OTHOLUEHUS OXMOAeMOW
MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUsI NeKapCcTBEHHOro npenapara Ans MeauLMHCKOro NPUMEHEHUs!, B OTHOLLEHWN
KOTOPOro NpoBeAeHbl MeXayHapoaHble MHOMOLIEHTPOBLIE KIMMHUYECKME UCCNeaoBaHus, 4acTb U3 KOTOPbIX NpoBeaeHa B
Poccuiickoin denepaumm, npy ocyLLecTBNEHNM rOCcyaapCTBEHHON perncTpauun nekapcTBeHHOro npenapara;

11) Hann4me cornacusi NPON3BOANTENS NeKapCTBEHHOrO Npenapara, NPOM3BOACTBO KOTOPOro OCYLLEeCTBASeTCs 3a
npegenamu Poccwuiickon ®egepaumun, Ha npoBedeHWEe WHCMEKTMPOBaHWS Mpou3BOAUTENsT Ha COOTBETCTBUE
TpeboBaHWsaM NpaBun Hagnexallen NPoM3BOACTBEHHON MPaKTUKK;

12) Hanu4yme cornacusi, NPeayCMOTPEHHOIo YacTbio 18 HacTosLWwen cTaTby;

13) ykasaHve BuMAa feEKapCTBEHHOro npenaparta, nNpeacTaBneHHOro Ha peructpaunio  (pedepeHTHbIN
nekapCTBEHHbIN Npenapar, BOCNPOM3BEAEHHbIN NeKapCTBEHHbIV NpenapaT, OMonornyecknin nekapCcTBeHHLIN npenapar,
BuroaHanoroBbIv (6MONOAOOHLIN) NekapCTBEHHLIN NpenapaT (buoaHanor), roMeonaTU4eCcKuii NNekapCTBEHHLIN Npenapar,
nekapCTBEHHbIV pacTUTENbHBIN NpenaparT).

(vacTb 2 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PeructpauuoHHoe O0Cbe Ha NeKapCTBEHHbIM npenapaTt Ans MeaMUMHCKOro NpUMeHeHns NpeaocTaBnsieTcs B
dopmMe 06LLEro TEXHNYECKOTO AOKYMEHTA.
(vacTb 3 B peq. PegepanbHoro gakoHna ot 22.12.2014 N 429-93)

4. Pasgen AOoKyMeHTaunM agMUHUCTPATUBHOMO XapakTepa BKYaeT B cebs:

1) 3agBneHve O rocygapCTBEHHON perncTpauum NnekapCTBEHHOro npenaparta Ans MeauuMHCKOro NPUMEHEHUs B
3MEKTPOHHON hopme 1 Ha OyMa)KHOM HOCUTENE;
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( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

2) KOMUIO [JOKyMEHTa Ha pPYCCKOM $3blKe, 3aBEPEHHOro B YCTAHOBJIEHHOM MNOpAAKE W MNOATBEPXAANLLEro
NPaBOMOYHOCTb 3aABUTENSA MoAaBaTb 3asiBIEHWE O rOCYAapCTBEHHOW permcrpauumn NekapCTBEHHOro npenapara ans
MEeAMLMHCKOro NpUMEHEHUs (OOBEPEHHOCTD);

3) KOMWIO NULUEH3UM Ha MNPOM3BOLACTBO JIEKAPCTBEHHbLIX CPEACTB MM KOMUIO 3aKMIOYEHWS O COOTBETCTBUU
Npon3BOOMTENS NIEKAPCTBEHHbIX CPEACTB TpeboBaHMSIM NpaBua Hagexalen Npon3BoACTBEHHOM MPaKTUKKM, BblAAHHbLIX
YMNOSTHOMOYEHHBbIM efeparibHbiM OpraHOM WCMOSTHUTENbHOMW BAacTM B OTHOLLUEHMU MPOU3BOACTBEHHOW MMOLALKN
perncTpupyemMoro fekapcTBEHHOro npenapaTta, B Crfyvae, €ecnv NpOuM3BOACTBO JIEKApCTBEHHOro npenapara
ocyulectensieTcs B Poccuiickon ®epepauuu;

(B pea. PenepanbHoro zakoHa ot 04.06.2018 N 140-®3)

4) konuito BbIJAHHOW YMOSIHOMOYEHHbIM OPraHoOM CTpaHbl MPOM3BOAUTENS JIMLEH3UM Ha NPOU3BOACTBO
nekapcTBEHHOro npenapaTa 1 ee NepeBof Ha PYCCKUMIN A3bIK, 3aBEPEHHbIE B YCTAHOBMIEHHOM MOPSAKE, a TakkKe KONuio
3aKMOYeHUs O COOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM nOpaBwi Hagnexallen
NPOW3BOACTBEHHOW MPAKTUKW, BbIJAHHOIO YMNOMHOMOYEHHBIM dhedeparnbHbIM OpPraHOM WCMOSNTHUTENbHOW BMactu B
OTHOLUEHMN MPOU3BOACTBEHHOM MMOLWAAKN PErncTpMpyeMoro feKapCTBEHHOTO npenaparta, WM KOMWK  peLleHus
YMOSTHOMOYEHHOIo pefiepanbHOro opraHa MCMOMHUTENbHOW BNAcTM O NPOBEAEHVMM MHCNEKTUPOBAHUSA NPOU3BOaUTENS
NeKkapcTBEHHbIX CPeACTB, B Cryvyae, ecrnv Npou3BOACTBO NIEKApPCTBEHHOMO Mpenaparta OCYLLECTBISETCS 3a npeaenamum
Poccuiickon ®epepauuu;

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

5) NPOEKT MHCTPYKUMM MO MEAMUMHCKOMY MPUMEHEHMI0 JIeKapCTBEHHOro MnpenapaTta, Coaepallern creayowme
ceefeHus:

a) HanMeHoBaHMe JeKapCTBEHHOIO npenaparta (Me>|<p,yHapop,Hoe HenaTeHToOBaHHOEe, UM rpynnmpoBo4vHoOe, UInu
XUMUn4eckoe n Toprosoe HaVIMeHOBaHVIﬂ);

0) nekapcTBeHHas popma C ykasaHMEM HAaUMEHOBaHWUM U KONMMYECTBEHHOrO COCTaBa OENCTBYHOLLMX BELIECTB U
KayeCTBEHHOr0 cocTaBa BCMOMoraTenbHbiX BewecTB (Mpu  HeoOGXO4MMOCTU  KONMYECTBEHHOTO  COCTaBa
BCMOMOraTerbHbIX BELLECTB);

B) OnuMcaHune BHELUHEro Bmaa NekapCcTBEHHOro npenapaTa Ans MeguunHCKOro NpUMeEHeHUs;

r) PU3NKO-XMMUYECKNe CBOMCTBA (AN paanodapmMaLeBTUHECKUX NeKkapCTBEHHbIX NpenapaTos);

4) dapmakoTepaneBTUyeckass rpynna, Kog fekapCTBEHHOro npenapaTta Ans MEeAMUUHCKOro NpYMEHEHWUst Mo
aHaTOMO-TepaneBTUYECKO-XMNYECKON Knaccudmkaumm, pekoMeHO0BaHHON BcemupHon opraHu3aumen

3[paBOOXpPaHEHNs, UK ykasaHue "roMmeonaTU4eCcKMin nekapcTBEHHbIN npenapat”;

e) dhapmakogMHaMuka U (apMaKoOKMHETMKa (33 MCKMoYeHnem  hapMakoOKMHETUKM  FOMeOonaTUYecKux
NeKkapcTBEHHbIX MPenapaToB U pacTUTENbHbIX JIEKapCTBEHHbIX NMPenapaToB);

) NnokasaHusa ansa NpUMeHeHUst;
3) NMPOTUBOMNOKA3aHUs NS NPUMEHEHWS;
1) Mepbl NPegoCTOPOXXHOCTU NPY NMPUMEHEHWN;

K) ykasaHMe BO3MOXHOCTU W OCOGEHHOCTEeN NPUMEHEHWUs NeKkapCTBEHHOro npenapata Aans MeauuMHCKOro
NPUMeHeHNs1 GepeMeEHHbIMU KEHLLUMHAMK, KEHLUHAMKU B Nepuon rpPyaHOro BCKapMIMBaHWS, OETbMW, B3POCIbIMU,
MMEILLNMUN XPOHUYeCKMe 3aboneBaHuns;

) PpexuM [O03MPOBaHWsl, Crocobbl BBEAEHVSI W MPUMEHEHUs, Npu HeobxoaMMOCTVM Bpemsi npuema
neKkapcTBEHHOro npenapata Ans MeauLMHCKOro NPUMEHEHNS, NPOOOMKUTENBLHOCTL NEeYeHNs, B TOM YuCre Y AeTei 4o 1
nocre o4HOro roaa;

M) BO3MOXHbl€ HeXelaTelibHble peakunn npun npuMmeHeHunn nekapcrtBeHHOro npenaparta anda MegunuuHCKoro
NPUMEHEHUA;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

H) CMMNTOMbI NEPELO3NPOBKN, MEPbI MO 0Ka3aHWI0 MOMOLLM NpY Nepeao3npoBKe;
0) B3aMMOZeicTBMe C APYrMMUY NeKapCTBEHHbIMU NpenapaTtaMun U (Mnu) NULLEeBbIMY MPOAYKTaMK;
M) hopMbl BbiMycka JlEKapCTBEHHOTO Npenapara;

p) ykasaHue (npv HeoBXoauMMOCTW) OCOBEHHOCTel OEeWCTBUA NekapCTBEHHOro npenaparta Ansa MeavLUMHCKOro
NpUMeHeHVs1 Npu NePBOM NpUEMe UMK NMpU ero OTMeHe;

c) onucaHue (Mpu HeobxoAMMOCTW) AeWCTBUA Bpada (dpenbawepa) u (MnvM) naumMeHTa npu nNponycke npuvema
OOHOW MMM HECKONbKUX 003 NlekapCTBEHHOro npenapaTta Ans MeguumHCKOro NpUMeHeHNs;

T) BO3MOXHO€ BJIMAHME NeKapCTBEHHOIo npenapara gna meamumHCKoro npuMmeHeHna Ha CrnocobHOCTb ynpasenaTb
TPaHCNOPTHbLIMKU CpeacTBaMn, MeXaHU3MaMU;

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

&) ycrnoBus XxpaHeHus;

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

L) ykasaHue (npu HeobxoaAMMOoCTK) creumanbHbiX Mep NPeA0CTOPOXHOCTU NMPU YHUUTOXEHUN HEMCMNONB30BaHHbLIX
nekapCTBEHHbIX NpenapaToB Afs MeAULMHCKOrO NPUMEHEHNS;

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

W) HaMMeHOBaHWe, agpec opraHusauuu, YNorIHOMOYEHHOW AepXaTenem wunu Bnagenbuem perMctpaumoHHOro
YOOCTOBEPEHMSA JEKAapCTBEHHOro npenapata And MeAMUMHCKOrO MPUMMEHEHUS Ha MPUHATUE NPEeTEeH3ui  oT
notpebutens;

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

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

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

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

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

11) nnaH ynpaBneHWss puckamum AOnd OUONOrMyeckMx neKkapcTBEHHbIX MpenapaTtoB Ans  MeAULMHCKOro
NpUMEHeHs;

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

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

(vacTb 4 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

5. Pasgen xumunueckon, dapMaLeBTUYECKON U BUONOrM4eckor OOKyMeHTauun BKoYaeT B cebs LOKYMEHTbI,
cogepxawme wHdopMmaumio o cdapMaueBTUYECKON CyOCTaHUMM U NIEKapCTBEHHOM npenaparte Afs MeOULMHCKOro
npuMeHeHud, npouecce ero npon3eBoacTea U MeToadax KOHTpPOIA Ka4eCTBa, B TOM WMUcne:

1) Konuio [OKYMeHTa, cofep)kallero criegylolwylo uHdopMauuio o dapMaueBTUYeckon cybctaHumm wnm
dhapmaLeBTUYECKMX CyGCTaHLUSX, BXOASALMUX B COCTaB NeKapCTBEHHOro npenaparTa:

a) HavMMeHoBaHue dapmaleBTU4eCcKon cybcTaHLmm, ee CTpyKTypa, obLme CBOWCTBA;
0) HaMMeHoOBaHWe N agpec NPoM3BOAUTENS;

B) TeXHONnorma npom3Boactea C ONMMCaHMem cragumn npon3sBoacTBa M MEeTOoAOB KOHTPONA Ha BCeX CTaguAax
npon3BoacTBa,

r) onucaHue paspaboTku npoLiecca NpoM3BOACTBa;

4) OnMcaHne KOHTPOIS KPUTUYECKMX CTAOUM NPON3BOACTBA U MPOMEXYTOYHOM NPOAYKLMK;
€) JOKyMeHTanbHoe nogTeepXxaeHve (Banugaumns) npoLeccoB v (M) Nx OLEHKa;

) CBOMCTBA N CTPYKTypa OEeNCTBYIOLLNX BELLECTB;

3) XxapaKTepucTrKka npumecen;

n) cneundukaumsa Ha hapMaLeBTUYECKYHO CyOCTaHUMIO U ee 0BGOCHOBAHNE;

K) aHannTnyeckne MeToauKu, Ucnosib3yemble Mpun OCYyLLEeCTBIIEHUM KOHTPONA KadecTBa cpapmaueBTquCKoPl
cybecTaHuuu;

n) AOKyMeHTanbHoe noATrBepXaeHne (Banugaums) aHanuTnYeckux MeToAMK, NCMOMb3yEMbIX MPY OCYLLECTBEHNM
KOHTpOIsi KayecTBa hapmaLeBTMYECKON cybcTaHuuy;

M) pe3ynbTaTbl aHanmMsa cepuii hapMaLeBTUYECKON CcybcTaHumK;

H) NnepeYveHb CTaHAApPTHbLIX 06pa3uoB UM BELLECTB, UCMOSb3YEMbIX MPU OCYLLIECTBIIEHUN KOHTPOIIS Ka4ecTBa;
0) onMcaHue XxapakTepUCTUK U CBOMCTB YNaKOBOYHbIX MaTepMarnoB 1 yKYNOpOYHbIX CPeacTB;

n) AaHHble 0 cTabnNbHOCTM hapmMaLEeBTUYECKON CyOCTaHUMK;

p) CPOK rogHOCTY;

2) [OKYMEeHT, cofepxaluii cregylolme CcBedeHUss O IeKapCTBEHHOM rpenapate Aans  MeauLUHCKOro
NpUMEHEHUs:

a) onuncaHve 1 cocTaB fNekapCTBEHHOro npenapaTa Anst MeAULMHCKOro NPUMEHEHUS;
6) onucaHve papmaueBTUdeckon pa3paboTkm (0bocHoBaHMe BbIbOpa cocTaBa, NepPBUYHON YNaKOBKN U UHOTO);

B) TEXHONOrma npom3sBoactea C ONMMCaHMem cTagun npon3soacTBa M MEeTOAOB KOHTPOJSIA Ha BCEX CTaguAax
npon3soacTBa,

r) onMcaHne KOHTPOrs KPUTUYECKUX CTaaMI npoLiecca NPOU3BOACTBA U NPOMEXKYTOUYHONM NPOAYKLIMN;
[) HaMMeHoBaHWe U agpec MecTa OCYLLECTBIEHUS MPOU3BOACTBA JIeKapCTBEHHOro Npenapara Ans MeaALMHCKOro
NpUMeHeHus1 (B criyyae Hamnmnymsi HECKOJSIbKMX YYaCTHUKOB MpoLiecca Mpou3BOACTBAa HEOOXOAMMO ykasaTb KaXkgoro u3

HUX);

e) (*)apMaLl,eBTI/I‘-IeCKaﬂ COBMECTUMOCTb;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

X) MUKPOBUNONOrMYecKme XapakTepuUCTUKu;

3) MaTepwuarnbHbI GanaHc Anst NPOM3BOACTBA CEPUU FOTOBOIO NPOOYKTa;

1) onncaHue xapakTepUCTMK U CBOMCTB YNaKOBOYHbIX MaTepuarnoB 1 YKYNOpPOYHbIX CPEACTB;

K) JOKYMeHTarnbHoe noaTBepxaeHve (Banugaums) npoLeccoB Npon3BoacTBa U (Mn) UX OLEHKa;

n) TpeboBaHMA K KayecTBYy BCMoMoraTerlbHbIX BeLlecTB (cepTudumkaT, crneuudukaumns Ha BcrioMoraTerbHble
BelLecTBa U nx obocHoBaHue);

M) aHanmTn4yeckne MeToaunkn, ucnonb3yemble Nnpu OCYLUeCTBINIEHUN KOHTPONA KadeCTBa BCNoMoratesibHbIX
BeLlEeCTB;

H) JOKYMEeHTanbHoe NoATBepXAeHNe (Banuaauust) aHanuTU4eckmx MeToauK, UCNomnb3yemMblX MNPy OCYyLLECTBNEHUN
KOHTPONS KayecTBa BCNoMoraTesibHbIX BELLECTB;

0) VIHCbOpMaU,I/IFl 06 1cnonb30BaHUN BCMOMOraTebHbIX BELECTB YETOBEYECKOIO N XXUBOTHOIO NPOUCXOXAEHUA,
I'I) I/IHCbOpMaLI,MH 00 1MCNoNb30BaHMN HOBbIX BCMOMOraTenbHbIX BELLECTB;

p) TpeboBaHMS K KayecTBY JIeKapCTBEHHOrO npenapaTa Ans MEeOMUMHCKOrO MNpUMEHeHUs (cepTudukar,
cneundurKauus Ha NekapcTBEHHbIN NpenapaT U ux o6ocHoBaHUE);

C) aHannTn4eckne MeToauku, ucnoribdyemMmblie TMpu OCYLLeCTBNEHUN KOHTPOJIA KadecCTBa JieKapCTBEHHOro
npenaparta gna meamunHCKoro npuMeHeHuns;

T) OOKyMeHTallbHOe noaTBepXxaeHue (BaJ'II/I,D,aLLI/IFl) aHannTn4ecknx MeToguk, ncnosrb3yemMbiX Npu oCyLecTBrieHNn
KOHTPOINA Ka4eCTBa JieKkapCTBEeHHOro npenaparta gna meamumHCKoro npuMmeHeHuns;

y) pesynbTaTbl aHanmM3oB Cepuii fIEKapCTBEHHOrO nNpenapara Anst MEAULMHCKOro NPUMEHEHNS;
&) xapakTepucTtuka npumecen;

X) NepeyeHb CTaHA4apTHbIX 06pasLoB, UCMOMb3YEeMbIX MPY OCYLLECTBIEHUN KOHTPOSS KayecTBa fieKapCTBEHHOIo
npenapara Ans MeauLMHCKOro NPUMEHEHWs;

L}) AaHHble 0 CTabUNbHOCTM NEKAPCTBEHHOIO NpenapaTta Ans MeauUMHCKOro NPUMEHEHNS.
(4acTb 5 B peq. PegepanbHoro gakoHna ot 22.12.2014 N 429-93)

6. Pasgen chapmakonormyeckomn, TOKCUKOMNOrMYeckon OOKyMEHTauum BKIYaeT B cebs oTyeTbl O pesynbTaTtax
OOKNMHUYECKUX UccnefoBaHW NekapcTBEHHOIO CpeacTBa Anst MeAULMHCKOro NPUMEHEHWs!, B TOM YuChe:

1) oT4eT 0 hapmakoANHaAMNYECKUX UCCNEOBAHMSX;
2) oTyeT 0 (hapMakoOKNMHETUYECKNX UCCNEOOBaAHMSX;

3) OTYET O TOKCUMKOMOrMYECKUX UCCIIEL0BaHUSIX.
(4acTb 6 B peq. PegepanbHoOro dakoHa ot 22.12.2014 N 429-93)

7. Pasgen KnuHUYeckon OOKyMeHTauun BKIk4YaeT B cebsa oTyeThbl O pe3ynbTatax KIMHUYECKNX nccneaoBaHmin
JIeKapCTBEHHOIO npenaparta ana MeguumMHCKOro npuMmeHeHn4, B TOM Ynucre:

1) oTyeTbl 06 mccnemoBaHUAX GUOOOCTYNHOCTU U BGUOIKBMBANEHTHOCTWN, UCCREAOBAHUAX, YCTaHaBNMBAOLLNX
KoppensiLumio pe3ynbTaToB, NoNyYeHHbIX B YCNOBUAX in Vitro u in vivo;

2) oTyeTbl 0 hapMaKOKMHETUYECKMX NCCIEA0BaHUSX;

3) OTYETbI O d)apMaKO,EI,I/IHaMI/I‘-IeCKMX ncenenoBaHUAx;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

4) OTYETbI O KIMMHMYECKNX NUccrneaoBaHuax 3deKTMBHOCTN 1 6e30nacHOCTH;

5) oTyeT 0 nocTperncTpauuoHHOM OnbITe MPUMEHEHUS (MPU HANU4YUK).
(vyacTb 7 BBegeHa ®efepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

8. TpeboraHuga k 06beMy MHOpMaLUN, NPEAOCTaBASIEMON B COCTaBE PErMCTPaLMOHHOIO JOChe, A4S OTAENbHbIX
BMOOB JEKapCTBEHHbIX MpenapaTtoB Ans MeAUMUMHCKOro NPUMEHEHWUs YCTaHaBMMBalOTCA  YNOSIHOMOYEHHbIM
deaepanbHbIM OpraHoM NCNOSTHUTENBHOW BracTu.

(vyacTb 8 BBegeHa defepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

9. B oTHOWeHMN neKkapCTBEHHbIX MpenapaToB, paspelleHHbIX ANS MeOWUMHCKOro npumeHeHus B Poccuickon
depepaummn bonee ABaguatu net (3a MCKNOYEHMEM OMONOrMYEcKMX FeKapCTBEHHbIX MpenapaToB), AOoMyckaeTcs
BKITIOMEHME B COCTaB pasfgena apmMakonornyeckon, TOKCUKOMOrMYEeCKon AOKYMEHTauum u pasgena KrivHU4ecKowm
OOKyMEeHTauMum BMeCTO oTyeTa paspaboTumka O pesynbTatax COOCTBEHHbIX [AOKMMHUYECKMX MCCnegoBaHun
NeKapCcTBEHHbIX CPEACTB N KITMHUYECKUX UCCINEeAOoBaHWUIN NEeKapCTBEHHbIX NpenapaTos Ans MeQUUMHCKOrO NPUMEHEeHNs
ob630pa HayyHbIXx paboT O pesynbTaTax AOKIUHUYECKMX WCCredOBaHUWA JeKapCTBEHHbIX CPEeACTB U KIMHUYECKMX
nccnefoBaHMW AaHHbIX NEKapCTBEHHbIX npenapaToB, B TOM 4uCne BKMOYas ONbIT WX MOCTPerncTpaunoHHOro
NpUMEHeHs.

(vacTb 9 BBegeHa defepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

10. Mpun rocygapCTBEHHOW perncTpaummM BOCMNPOM3BEAEHHbIX FEKapCTBEHHbIX MpenapaTtoB Ans MeguuMHCKOro
NPUMEHEHNST JOMyCKaeTCs BKIMOYEHNE B COCTaB pasgenia hapMakorormyeckom, TOKCUKOTOrMYECKOM OOKYMEHTaumm u
pasgena KIMTMHNYECKOMN OOKyMeHTauum BMeCTO OoT4eTa pa3pa60T-wn<a O pesynbTaTtax COOCTBEHHbIX OOKNMUHNYECKUX
nccrnefoBaHUn  NEKapCTBEHHLIX CPeACTB 00630pa HayyHblX paboT o pesynbTaTtax OOKIUHUYECKUX WCCresoBaHWi
pedepeHTHOro NekapCTBEHHOIO Npenapara v npeacTaBreHne BMECTO KITMHUYECKUX UCCIefoBaHUM B NOHOM 00beMe,
YCTaHOBMNEHHOM pa3fernioM KIMMHUYECKOW OOKYMeHTauuu, oTdeTa O pedynbTaTax MccrnedoBaHUMn OMO3KBMBANEHTHOCTM
BOCMPOM3BEAEHHOTO NEKapCTBEHHOIO npenaparta Ans MeAUUUHCKOro npuMeHeHusi. He Tpebyetca npegcraBneHue
oTyeTa O pesynbTatax MCCregoBaHWN OGUO3KBUBANEHTHOCTU BOCMPOM3BEOEHHOrO fEeKapCTBEHHOro npenaparta Ans
MeOULIMHCKOrO  MPUMEHEHUs!, €eCnu PerucTpupyroTcs  BOCMpoOuU3BEOEeHHble rneKkapcTBeHHble npenapaTbl AN
MEeOMWLIMHCKOro NPUMEHEHUS, KOTOpPbIE:

1) npegHasHayYeHbl ANs NapeHTeparibHOro (MOAKOXHOro, BHYTPUMBILLEYHOTO, BHYTPUBEHHOMO, BHYTPUIIa3HOIO,
BHYTPUMONOCTHOIO, BHYTPUCYCTaBHOIO, BHYTPUKOPOHAPHOIO) BBEAEHNS U NMPEACTaBNAT COGOI BOAHbIE PACTBOPhI;

2) npeacTaBnsaoT coOON pacTBOpLI AN NepopanbHOro NPUMEHEHUS;
3) npousBeaeHbl B hopMe NOPOLLKOB U NMomnnnsaTos 451s NPUroToBNEHNsSI PacTBOPOB;
4) ABNg0TCA rasamu;

5) sBNATCA YWHLIMA WMMAW [MNa3HbIMW NEKapCTBEHHbIMW MNpenapatamu, Npou3BedeHHbIMU B hOpME BOAHbIX
pacTBOpOB;

6) npegHa3Ha4yeHbl Ard MeCTHOIro nNnpMMeHeHuna n NnpuroToBJi€Hbl B cbopme BOAHbLIX PaCcTBOpPOB;

7) NpeacTtaBnsaloT cobon BogHbIE pacTBOPbI AMs UCMOMb30BaHWSA B (hOpMe MHransauun ¢ nomolso Hebynansepa
UNN B KaYeCTBE Ha3alnbHbIX CNPeeB, NPUMEHSEMbIX C MOMOLLIbIO CXOAHbIX YCTPONCTB.
(vyactb 10 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

11. Ona cnydaes, ykas3aHHbIX B nyHktax 1-3, 5-7 vactm 10 HacTosiwen cTaTbW, BOCNPOM3BEAEHHbIN
nekapCTBEHHbIN NpenapaTt ANd MeauUMHCKOro NPYMeEHEeHNs JOIMKEH codepxaTb Takme e BCroMoraTenbHble BellecTsa
B TaKMX Xe KonunyecTBax, Kak n pedepeHTHbIN nekapcTBeHHbIN npenapaT. Ecnn coctaebl BCcnoMoraTerbHbIX BELLECTB
pasnuyaloTcs, 3asBUTENb OOIMKEH MpeAcTaBUTb JoKasaTenbCTBa TOro, YTO UCMONb3yeMble B AaHHbIX KOHLEHTpauusax
BCromoraTteribHble BellecTBa He BNUSIOT Ha 6esonacHoCTb U (Mnu) adphekTMBHOCTb NekapCTBEHHOro npenapaTa Ans
MeOWLMHCKOro npumeHeHuns. B crnyyae, ecnv 3asButenb He MOXET MPeAcTaBMTb Takve Aokasatensctsa W (Mnu) He
uMeeT [OCTyrna K COOTBETCTBYIOLWMM [AaHHbIM, OH [OfKEeH [MpOBECTN COOTBETCTBYIOLME WUCCNeaoBaHMa Anis
JokaszaTenbcrBa OTCYTCTBUS BNUSHUSA pasHbIX BCMOMOraTenbHbIX BeLeCcTB UMW BCNOMOraTenibHbIX YCTPOWCTB Ha
6e3onacHocTb U (MnKn) 3adEeKTUBHOCTb NEeKapCTBEHHOro npenapaTta Ans MeOWMUMHCKOrO MPUMEHEHUs B Mnopsiake,
YCTaHOBMNEHHOM YMNOMHOMOYEHHbBIM dheeparibHbIM OpraHOM UCMONHUTENBLHOM BNAacCTU.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

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

12. pun rocyaapcTBEHHOW perncTpaumm KoMOuHauui paHee 3aperMcTpupoBaHHbIX JIeKapCTBEHHbIX MpenapaToB
ANA MeanUMHCKOro NPUMEHEHUS AOMyCKaeTCs BKIOYEHE B COCTaB pa3gena hapMakonormyeckon, TOKCUKONOrMYeCcKom
OOKyMEHTaUMN 1 pasfena KIMHWYECKOW OOKYMEeHTauuu BMeCTO oTyeTa paspaboTuuka o pesynbTatax COOCTBEHHbIX
OOKIMMHUYECKNX WCCNEOOBaHWUIA JEeKapCTBEHHbIX CpeAcTB 0630pa HayyHbix paboT O pesynbTaTtax AOKIUMHUYECKMX
nuccrefoBaHun  pedepeHTHbIX eKapCTBEHHbIX MpenapaTtoB, BXOOSAWMX B COCTaB KOMOMHAUMWM JEKapCTBEHHbIX
npenapaToB, 1 00 OTCYTCTBMM MX B3aUMOOENCTBUSA B OQHOWN NeKapCTBEHHON hopMme.
(4acTb 12 BBegeHa depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

13. Ha akcnepTu3dy pasnuyHbiX JEKapCTBEHHbIX (POpM OAHOrO M TOr0 XE JleKapCTBEHHOro npenapara Ans
MEOULMHCKOTO MPUMEHEHUS 3asiBUTENb NPEACTaBNsAEeT OTAENbHbIE 3a8BIIEHNS U PEMMCTPALMOHHBIE LOChE HA KaXayto
nekapcTBeHHy0 dopmy. pn ycrnoBuM OLHOBPEMEHHOW MOAA4YM Ha 3KCMEpPTM3Yy OAHOW neKkapCTBEHHOW opmbl C
pasnUYHbIMKU LO3MPOBKOM, KOHLIEHTpaumen, o6bemMom 3asBUTENb NPEACTaBNSET OOHO 3asBMEHME U PErncTpaumoHHoe
[0Cbe C MPUNOXEHMEM MaKETOB YMaKOBOK Ha KaXKOyl OO03MPOBKY, KaXKAYH KOHLEHTpauuio, Kaxabii obbeMm n kaxagoe
KONM4YeCTBO [03 B YNaKOBKE.

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

14. lMpu rocygapCTBEHHOW perncTpaumn opdaHHOrO feKapCTBEHHOro npenaparta 3asiBuTeNnb NpeactaBnsaeT
nHopmaumio, Heobxoanmyto Ans PopMMpoBaHUS pasgena KInMHUYEeCKoW AOKyMeHTauuu, B obbeme, yCTaHOBIEHHOM
YMOSTHOMOYEHHbIM pefiepanbHbIM OpraHoM UCNONMHUTENBHON BracTu.

(vyacTb 14 BBegeHa defepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

15. Mpu peructpauum GUOMOrMYECKOro NekapCTBEHHOrO npenapaTa, MOoMyYeHHOro M3 KPOBW, MNa3mbl KPOBM
YerioBeka, B COCTaBe PErMCTPaLMOHHOMO A0ChE Ha flekapCTBEHHbIN npenapaT 418 MeauUMHCKOrO NPUMEHEHUS OOMMKHbI
ObITb NpeacTaBneHbl AONOMHUTENBHO:

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

2) B pasgerne Xxumu4eckon, hapMaLeBTUIeCKon 1 BMonormyeckon oKyMeHTaumm:
a) KpuTepun 1 cnocobbl 0THopa, TPaHCMOPTUPOBAHNS U XPaHEHWNSI JOHOPCKOW KPOBU U (UNK) €€ KOMMOHEHTOB;

6) pesynbTaTbl UCCrefoBaHUN OTOBPaHHbIX AOHOPCKOM KPOBM W (UNK) nnasMbl KPOBM W MYFIOB Ha Hanuyune
BO3OyauTenen WHMEKUMn, BKMYas MHAOpMauMio 006 WCMONb30BaHHbIX MeToAMKax WccnegoBaHud W B criyyvae
nuccrnefoBaHusa NyrnoB Mnasmbl KPOBWU pesyrbTaTbl AOKYMEHTanbHOro NOATBEPXAEeHWUS (Banugaumu) UCMorb30BaHHbIX
MeToauK;

B) TeXHMWYECKUEe XapaKTEpUCTUKM 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. KnnMHuuyeckne wnccnegoBaHusa NekapCTBEHHOro npenaparta ans MeOMUMHCKOro NPUMEHEHWs B Lensx ero
rocygapcTBeHHON peructpaumm npoBogatca B Poccuiickon Pegepaummn B nopsigke, yCTaHOBNEHHOM cTaTbsiMu 38-44
HacToswero ®PepepanbHoro 3akoHa. OT4YeT O NPOBedEHHbIX MWCCNEeAOBaHMSAX BKMOYAeTCs B COCTaB pasfjena
KNMHUYECKOW AOKYMEHTaLUN PerncTpaumoHHOro JOCbE Ha NeKapCTBEHHbIN npenapaTt Ans MeAULUMHCKOro NMpUMeHeHus.
[na nekapcTBeHHbIX NpenapatoB AN MEAULMHCKOro NPUMEHEHNs, B OTHOLLEHUW KOTOPLIX B pesyrbTare aKcnepTusbl
OOKYMEHTOB, MpeACTaBrieHHbIX AN orpefenieHns BO3MOXHOCTW paccMaTpuBaTth eKapCTBEHHbIM npenapaT Ans
MeOULMHCKOrO NMPUMEHEHNs B KayecTBe Op@daHHOro NnekapcTBEHHOro npenapaTta, Takas BO3MOXHOCTb Mpu3HaHa v B
OTHOLLEHMWN KOTOPbIX MPOBEAEHbI KNMHMYECKUE UCCNeaoBaHWs, BbIMONHEHHbIE 3a npedenamu Poccunckon ®egepauunm
B COOTBETCTBMM C [OpaBunamu Hagnexailen nabopaTopHOM MNpakTUKM M OpaBunamuv Hagnexallen KiMHUYeCKom
npakTukKn, OOoMycKkaeTCcsa BKIIOYEHWE B COCTaB pasferna KIUMHWYECKOW AOKyMEeHTauun BMeCTO OT4yeTa O pesynbratax
KNUHUYECKUX UCCNENOBaHMW JeKapCTBEHHOro npenapata Ansg  MeOUUMHCKOro NPUMEHEHWsl, NPOBEAEHHbLIX B
Poccuinckon ®depepauunn, ortdyeTta O pesynbTaTax KIMHUYECKMX WCCreOBaHU, BbLINOMHEHHbLIX 3a npeaenamm
Poccuiickon ®epepaumm.

(4acTb 16 BBegeHa depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

17. 3asiButenb BnpaBe MpeacTaBuTb NO COOCTBEHHOM WHULUMATMBE BMECTE C 3asiBIEHMEM O roCcyaapCTBEHHOM
peructpaummM nekapCTBEHHOrO npenapaTta Ans MeOVLMHCKOro MpUMMEHEeHUs OOKYMeHTbl, nogreepxgawowue ynnarty
rocyapCTBEHHOW MOLUNUHBI U yKa3aHHble B NyHkTe 10 yacTu 2 HacToswen crtatbn. B cnydyae mux HenpeacTaBneHus
COOTBETCTBYIOLLNIA YMOMHOMOYEHHbIN (hbeaepanbHbIi OpraH MWCMOMHUTENbHOW Bnactu npoBepsaeT dakT ynnaTbl
rocyJapCTBEHHOM MOLUMVHbI 3a8BUTENEM MOCPELACTBOM MCMONb30BaHUSA MHopmaumy o6 ynnaTte rocyaapCTBEHHOW
nownuHbl, copgepxawenca B ocyaapCTBEHHON WHAMOPMALMOHHOW CUCTEME O FOCYOapCTBEHHbLIX M MyHULUMNANbHbIX
nnatexax, Ha OCHOBaHUWM NPEACTaBMEHHbIX 3asBUTENEM KOMWA  OOKYMEHTOB, MOATBEPXOAlWMX ynnarty
rocygapCTBeHHOM MOLUSNHBI.

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

18. He ponyckaeTca ucnonb3oBaHMe B KOMMEPYECKUX LENAX MHopMauum o pesynbTaTax LOKIMMHUYECKUX
nuccnegoBaHU  JNIEKAPCTBEHHbIX CPeACTB M KIIMHUYECKMX UCCNegoBaHWMA  JNIEKApCTBEHHbIX MpenapaTtoB  AJis
MEAVLMHCKOrO MPUMEHEHUs!, NpPencTaBfeHHON 3asiBUTENeM [Ansi FOCYyAapCTBEHHOW perncrpauumn fekapcTBEHHOro
npenapaTta, 6e3 ero cornacua B TeyeHMe LWeCTU fneT C AaTbhl rocyaapCTBEHHOM perucTpauum pedepeHTHOro
nekapcTBeHHoro npenapata B Poccunckon ®egepaumn.

(vacTb 18 BBegeHa defepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

19. [epxateno unu Bhageney perucTpauMoHHOro yOOCTOBEPEHMS eKapCTBEHHOro mnpenapaTta Ha
BuoTtexHonornyecknin nnu opdaHHbIN NeKkapCTBEHHbIN npenapaTt obs3aH NpeaocTaBnsaTb Ha BO3ME3OHOW OCHOBE
obpasubl pedepeHTHOro fekapCTBEHHOro npenapaTta 3asBuTensMm Ans NPOBeAEeHMS KIMHUYECKUX MCCreaoBaHUin.
CroumocTb 0bpasua pedepeHTHOro nekapcTBEHHOro npenapaTta, BKIIOYEHHOro B IepeyeHb XU3HEHHO HEOOXOAMMbIX U
Ba>KHENLLUX fleKapCTBEHHbIX MpenapaToB, He AOMKHA NpeBbIaTh 3aperncTpMpoBaHHy0 NpedenbHy OTMYCKHYIO LieHy
Ha pedepeHTHLIN TIeKapCTBEHHbIV NpenapaT U LeHy Ha nekapcTBEHHbIN npenapaT B CTpaHe Npou3BOAUTENS.

(vacTb 19 BBegeHa depepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

20. 3asBneHve 0O TrocygapCTBEHHOW perncrTpauum BOCTMPOM3BELEHHOrO JIEKAapCTBEHHOrO npenaparta Aans
MEeOULMHCKOrO NPUMEHEHUS MOXET ObiTb NOA4AHO B YNOMHOMOYEHHBIN hefepanbHbiii OpraH UCMOMHUTENBHOW BRacTw,
OCYLLECTBMAILMIA rOCYAapCTBEHHYIO PErMCTPaLMIO NeKapCTBEHHbIX NPenapaToB, MO UCTEYEHUN YETbIpeEX NMET € Aathbl
rocyapCTBEHHON perncTpaumm pedepeHTHOro NiekapCTBEHHOro npenaparta B Poccuiickon degepaumm.

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

21. 3asBneHne o0 rocygapcTBeHHOW perncrpauun GnoaHanorosoro (6MonogobHOro) nekapcTBEHHOro npenapara
(bnoaHanora) MoXeT ObiITb MNoAaHO B  YMNOMHOMOYEHHbI dedeparnbHbIi  OpraH WCMNOSIHUTENbHOW  BIacTH,
OCYLLECTBMSLWUNA rocyaapCTBEHHY PEerMcTpauuio fieKapCTBEHHbIX MpenapaTtoB, MO MCTEYEeHWW Tpex NeT ¢ gaTtbl
rocyapCTBEHHOW perncTpaumm pedepeHTHOro fiekapCTBEHHOro npenaparta B Poccuiickon degepaumm.

(vacTb 21 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

22. [lepxaTens 1nn Briagenel, pernctTpaLmMoHHOro yaoCTOBEPEHUs NeKapCTBEHHOro npenapara npeacrasnsaeTt B
YNOSTHOMOYEHHbIN heaeparibHbIN OpraH UCMONHUTENbHOW BRACTU, OCYLLECTBASOWMA (PYHKLUUM MO KOHTPOM U Haa3opy
B cdhepe 30paBOOXpaHEHMs!, OTYET MO pe3dynbTaTam dhapMakoHaa3opa oAuH pas B LLIECTb MeCcsLEeB B TedeHne AByX neT
nocrie rocyaapCTBEHHOW perucTpalmm nekapctBeHHoro npenaparta B Poccunckon denepaunn, exerogHo B TedeHue
nocriegyoLmx Tpex neT u B anbHenemM OanH pa3 B NATb NeT.

(yacTb 22 BBegeHa depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

Cratba 19. lMpuHATME pelweHUs O Bbigaye IKCMNEPTHOMY YUYpPeXOEeHUK 3afaHus Ha MnpoBeAdeHue
3KCNepTU3bl NIeKapCTBEHHOro cpeacTBa
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B TeueHne pecAatm pabounx OHEN CO [OHA MPUHATMS 3asBMEHWST O TFOCY4APCTBEHHOM perncrpaumm
NekapCTBEHHOro npenapata COOTBETCTBYIOLWMN YNOSTHOMOYEHHbIM efepanbHbii OpraH WCAOMHUTESNTbHON BRacTu
NPOBOAUT MNPOBEPKY MOMHOTHLI, [OOCTOBEPHOCTM W MPaBUNBLHOCTU OMOPMIIEHUA MPEACTaBIEHHbIX [OKYMEHTOB
perncTpaumMoHHOro ocbe Ha ﬂeKapCTBeHHbIVI npenapart n npuHMMaeT pelleHne O Bblaave 3agaHuAa Ha nposefeHune:

1) aKcnepTu3bl AOKYMEHTOB, NPeAcTaBMNEHHbIX ANS onpeAeneHnss BO3MOXHOCTU paccMaTpuBaTh fieKapCTBEHHbIN
npenapar ajisi MEAULIMHCKOTO MPUMEHEHUS MPY OCYLLECTBIEHUN rOCYAapCTBEHHON perucTpaummn B kayectse opdaHHOro
NekapcTBEHHOro Npenapara;

2) QKCNEPTU3bl J1IEKAPCTBEHHOIO CpeacTtBa B 4YaCTU J3KCNepTu3bl KadecTBa JI€KAapCTBEHHOro cpeactBa u
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

9KCMEepPTU3bl OTHOLUEHWSI OXMOAEMOW MOoNb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOro npenaparta ans
MEAMNLIMHCKOro NPUMEHEHUS;

3) aKcnepTusbl eKkapCTBEHHONO CpeacTBa B 4acTU 3KCMEpTM3bl KayecTBa IeKapCTBEHHOrO cpeactBa U
3KCMEPTU3bl OTHOLLUEHWUS] OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPMMEHEHWS NIEeKapCTBEHHOro npenaparta Ans
MEAMLMHCKOro NPUMEHEHMUS B NOPSIAKE YCKOPEHHOW Npouenypbl 3KCNepTu3bl NNEKApCTBEHHbIX CPEACTB B COOTBETCTBUM
CO cTaTben 26 HacTosiwero ®eaepansHOro 3akoHa;

4) 9QKCNEPTU3bl JNNEKAapCTBEHHOINoO cCpeactBa B OTHOLWEHWUU IEeKapCTBEHHOro npenapata Aanda BeTepuHapHOro
NPUMEHEHUA.

2. YNonHOMOYeHHbIN hbeaepanbHbln OpraH UCNOMHUTENBbHOW BNAcTu yBEAOMIISET B 3MEKTPOHHON hOpMe Unu Ha
ByMaxHOM HocuTene 3asiBUTENS U SKCMEPTHOE yUpeXaeHe O NPUHATOM peLleHun O Bbiaade 3aJaHuii Ha NpoBeaeHne
3KCNepTn3, NpegyCMOTPEHHbIX YacTbio 1 HacTosiLen cTaTbu, U B Cnyvyae HeobXOAMMOCTM O Bblgaye paspeLleHns Ha
BBO3 B Poccuiickyto degepaumio KOHKPETHOM MapTum, Cepun 3aperncTpupoBaHHbIX U (MnM) He3aperncTpupoBaHHbIX
neKkapcTBEHHbIX CpeAcTB unn o6 oTka3e B NpoBeOEeHUWN MPedyCMOTPEHHbIX 3KCMEPTU3 C yKasaHWeM MPUYMH Takoro
oTkKasa.

3. B cniyyae BbISIBNIEHUSI OTCYTCTBMS MM HEOOCTOBEPHOCTM MHGOPMaLMK, coAepXKallencsl B NPeaCcTaBlEHHbIX
3a9BUTENEM [OKYMEHTaX, YMONHOMOYEHHbIA dedepanbHbIi OpraH UCMOMHWUTENBHOW BRacTy HanpaBnaeT 3asiBUTENHO
3anpoc 00 yTOYHEHMM 3TON MHGOPMaLMK (ganee - 3anpoc YNOMHOMOYEHHOro heaeparnbHOro opraHa UCMOMHUTENbHOM
BNacTu), KOTOPbLIN MOXeT OblTb nepedaH YMOMHOMOYEHHOMY MPEACTaBUTENKD 3asBUTENS JIMYHO MOA PacruUCKy,
HanpaeJfieH no no4yrte 3aka3HbiM NMMCbMOM UK nepenaH B SJ'IeKTpOHHOI7I (bopme no TeneKkoOMMyHUKaLNOHHbIM KaHanam
cBA3n. B cnyyae HanpaBneHusa 3anpoca ynosIHOMOYEHHOIo heaepansHOro opraHa UCNOSTHUTENBHOW BNacTu no noyte
3aKa3HbIM MUCbMOM OH CYMTAETCS NOMNy4YEeHHbBIM MO UCTEYEHUN LLECTU AHEN C AaTbl HAaNPaBeHNsi 3aka3HOro NMcbma.

4. 3asButenb 06593aH NpeacTaBnTb OTBET Ha 3anpoc YNONHOMOYEHHOTO hefepanbHOro opraHa NCMONTHUTENbHOM
BMacTu B CPOK, He MpeBbILAlOWMN AeBAHOCTa pabounx gHen co AHa ero nonydeHus. Cpok, ykasaHHbI B YacTu 1
HacTosILLEN CTaTby, NPUOCTAHABNNBAETCA CO AHS HanpaBreHus 3asBUTENIO 3anpoca YyNnonHOMOYEHHOro edeparnbHOro
opraHa UCMONHWUTENBbHON BNacTy 4O AHSA NOMyYeHMs UM COOTBETCTBYIOLLEro OTBeTa.

5. OcHoBaHMeM Ans OTKasa B OpraHuM3auuMu 9SKCNepTU3, MPeayCMOTPEHHbIX YacTbio 1 HacToslieih cTaTtbM,
ABNSETCS NpefcTaBrneHne HeoGXOAUMbIX AN NPOBEAEHUS MPEeayCMOTPEHHLIX 3KCMNEPTU3 AOKYMEHTOB B HEMOSIHOM
obbemMe WnNU HenpeacTaBrieHWe 3asiBUTENneM B YCTAHOBIEHHLI CPOK OTBETAa Ha 3anpoc  YNONHOMOYEHHOro
dhefepanbHOro opraHa WCMOMHWUTENLHOW BMAcTW, a Tawke TMpeacTaBleHne [OOKYMEHTOB, HE COAepXaLlux
“cYepnbIBaOLLErO NepeyHs HEOBXOAMbIX CBEAEHWIA.

CraTtba 20. 3KkcnepTu3a AOKYMEHTOB, NpeACTaBlIeHHbIX ANA onpenerieHns BO3MOXHOCTU paccMaTpuBaTh
NneKapCcTBEHHbIW npenapat AfA MeAULMHCKOro TMPUMEHEeHUA Npu  OCYLeCTBMEHUU TroCyAapCTBEeHHOMN
perncTpauum B Kavyectee opdpaHHOro fieKapCcTBEHHOro npenapara

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

1. BKcnepTr3a OOKYMEHTOB, NPeACTaBIEHHbIX AN OnpeaeneHns BO3MOXHOCTM paccMaTpmBaThb JIEKAPCTBEHHbIN
npenapar 45 MeANLMHCKOro NPUMEHEHMST NPU OCYLLECTBIIEHNN FOCY4apPCTBEHHOM perncTpaummn B kadectse opdaHHOro
NeKkapcTBEHHOro npenapara, COCTaBMeHMe KOMUCCUMEN IKCMEPTOB 3aKMOYEHUA O BO3MOXHOCTM MM HEBO3MOXHOCTHU
paccmaTtpuBaTb NeKapCTBEHHbIN npenapaTt Ans MeAULUHCKOrO MPUMEHEHUSI MPU OCYLLECTBIEHUN roCyaapCTBEHHOM
peructpauum B KadecTBe OpdaHHOro NeKapCTBEHHOro npenapata W HanpabBfeHWe [OaHHOTo 3akfioYeHust B
YMOSTHOMOYEHHBIN  doeeparnbHbIi OpraH WCMOMHUTENbHOW BMNAcTM OCYLLECTBASAIOTCA B CPOK, HE MpPEBbILAOLWMNNA
Tpyauatn paboumx OHEeW CO OHSA MONyvYeHUs 3KCMEPTHbIM YYpeXOaeHMeM 3afaHus YNoNIHOMOYEHHOro deaepanbHOro
opraHa UCMOSTHUTENBHOW BAcTU U B 3NEKTPOHHON hOopMe UMK Ha DyMaKHbIX HOCUTENAX HEOOXOAMMBIX OOKYMEHTOB,
yKasaHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n B Yactn 7 ctatbk 18 HacToswwero ®eaepansHOro 3akoHa.

2. [IokyMeHTbI, cogepalumMecs B pPerucTpauvoHHOM AOCbe Ha NeKapCTBEHHbIM mpenapaTt U nocTynuBlUME Ha
ByMaxHbIX HOCUTENSAX B 9KCMEPTHOE yYpexaeHne Ans OCYLLEeCTBEHNS UX 3KCNepTu3bl Ans onpeaeneHns BO3MOXHOCTH
paccmaTpvBaTb feKkapCTBEHHbIV npenapaTt Ang MeguuUMHCKOro NMPUMEHEHUs B KavecTBe Op(aHHOro nekapCTBEHHOro
npenaparta, nognexart BO3BpaTy B YNONTHOMOYEHHbIN dheaeparnbHbIin opraH UCNOMHUTENBHON BracT OAHOBPEMEHHO C
3aKMiYeHUSIMU COOTBETCTBYHIOLLMX 3KCMEPTUS.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

CrtaTba 21. PelwieHne o BO3MOXHOCTU paccMaTpuBaTb NeKapCTBEeHHbIM MpenapaT Mpu OCyLieCTBIeHUU
rocyfapcTBeHHOM perncTpauum B kKauecTBe ophaHHOro fieKapCcTBEHHOro npenapara
(B pen. PemepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cpok, He npeBbIWAWNA NATN pabounx AHEN CO AHS NOMyYeHMs 3aKYeHUs, yKadaHHOoro B Yactn 1 ctatbm
20 Hactosiwero ®depepanbHOro 3akoHa, YMNOMHOMOYEHHbIM hbeaepanbHbIi  OpraH  UCNOMHUTENBHOM  BRacTu
OCYLLECTBNAET OLIEHKY MOMYyYEHHOro 3aK4YeHus ONnsa onpedeneHusi ero COOTBETCTBUSI 3a4aHMI0 Ha MNpoBedeHue
COOTBETCTBYIOLLEN IKCMEPTU3bl U YBEAOMIISIET 3asBUTENSA B 3NEKTPOHHOW ¢bopme mnM Ha OymakHOM HocuTene o
pesyrnbraTtax MpPOBEeOEeHHOW 3KCMEepTU3bl C MPUIIOXKEHMEM KOMWW 3KCMEPTHOro 3akmoveHusi (C  COXpaHeHUem
KOH(MAEHUMANBHOCTN MHGOPMAaLUMM O COCTaBE IKCMEPTHOM KOMWUCCMM) M O BO3MOXHOCTU WU HEBO3MOXHOCTM
paccmaTtpuBaTb JIEKapCTBEHHbIN NpenapaTt Ans MeOULUHCKOrO MPUMEHEHUS MPU OCYLLECTBIIEHUN rOCyaapCTBEHHOM
peructpauumn B Ka4ectse opcaHHOro nekapcTBeHHOro npenapara.

2. lNpn BbIHECEHMM KOMMCCMEN JKCMEPTOB 3aKMOYEHUA O BO3MOXHOCTU pacCcMaTpyBaTh JfleKapCTBEHHbIN
npenapart 4ns MeauUMHCKOro NPMMEHEHNS NpW OCYLLECTBEHNN rOCYAapCTBEHHOW perncTpauun B kKayectse opgaHHOro
nekapCTBEHHOro npenaparta YNOMHOMOYEHHbIN  dedeparnbHblii  OpraH  UCMONMHUTENbHOW Bractu B CPOK, He
npeBbILaLWMA NATK pabounx AHEN Co AHSA NONyYeHUs aHHOrO 3akKiioYeHUs, NPUHUMAaET peLleHre O Bbiaade 3adaHus
Ha npoBefeHVe 3KCMepTM3bl KayecTBa NeKapCTBEHHOrO CPEeACTBa M 3KCMepTU3bl OTHOLUEHWS OXMAAEMOW MOonb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHWS NekapCTBEHHOro npenapaTa Ans MeguUMHCKOro NpMMEHeHWs B MopsaKe YCKOPEHHOM
npoLeaypbl SKCNepTM3bl NNEKAapCTBEHHOIO CpeacTBa B COOTBETCTBUM CO cTaTben 26 HacToswero ®egepanbHOro 3akoHa.

3. B cnyyae npuHATMA pelleHuMs O HEeBO3MOXHOCTM paccMaTpvBaTb JIEKAPCTBEHHLIN npenapaT ans
MEOULMHCKOrO NPUMEHEHUsI MPWU FOCYAapCTBEHHOW perncTpaumMn B kadectse opdaHHOro nekapcTBEHHOrO npenapaTta
YMONIHOMOYEHHbIN  dheaepanbHbli  opraH MCMOMHUTENbHOM BMacTU MpekpawiaeT npoueaypy rocydapCTBEHHOW
perucTpaumm nekapcTBEHHOro npenapara. 3asiButenb BnpaBe obpaTuTbCA B PEFMCTPUPYIOLLNIA OpraH ¢ 3asiBNiEHMEM O
rocy4apCTBEHHONM permcTpaummn ykasaHHOrO NeKkapCTBEHHOro npenapata B COOTBETCTBUM CO cTaTtbel 18 HacTtosiero
depepanbHOro 3akoHa.

Crartb#s 22. YTpaTtuna cuny ¢ 1 uronsa 2015 roaa. - ®egepanbHbiv 3akoH oT 22.12.2014 N 429-®3.

Cratbsa 23. JKkcnepTuM3a KayecTBa JIeKaAPCTBEHHOrO CpeAcTBa M 3KCMepTu3a OTHOLUEHUA OXuZaemMon
NoNb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUSA NeKapCTBeHHOro npenapara Aans MeaULMHCKOro NpuMeHeHus
(B pea. PepepanbHoro gdakoHa ot 22.12.2014 N 429-93)

1. OkcrepTmsa KayecTBa JeKapCTBEHHOTO CPEACTBA W 9KCMEepTU3a OTHOLWIEHUS OXuOaeMon nonb3bl K
BO3MOXHOMY PWUCKY TMPUMEHEHUS IeKapCTBEHHOro npenapata Ansg MeAUMUUHCKOro MPUMEHEHUs, COCTaBrieHue
KOMUCCUSIMM SKCMEPTOB 3aKIMOYEHNA NO pesynbTaTam MpoBeAeHHbIX 3KCMEPTU3 U HanpasrieHne 3TUX 3aKNioYeHni B
YNONMHOMOYEHHbIN peepanbHbIi opraH UCNONMHUTENBHOW BracTU OCYLLECTBNAIOTCA B CPOK, He MpeBbllatmowmi cTa
aecatn pabounx gHen CO AHSA MOMYyYeHUs AKCNEPTHBIM yupexgeHuemM COOTBETCTBYIOWEro 3agaHns YNornHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbBHOW BRacTM M HeOoOXOOUMbIX [AOKYMEHTOB B 3JNIEKTPOHHOW opme unu Ha
ByMaXKHbIX HOCUTESSAX.

2. B TevyeHne [aeBAHOCTA [AHEW CO [OHSA MOMyYeHUs peLleHUs YNormHOMOYEHHOro dpedepansHOro opraHa
WCMOMHUTENLHOW BMNacTM O MPOBEAEHUM SKCMEepPTU3, MPedyCMOTPEHHbIX 4YacTblo 1 HacTodllei cTaTbu, 3asBUTENb
NpeacTaBnseT B 9KCNepTHOE yUpexaeHue Ans NpoBefeH s 3KCNepTu3bl KadyecTBa fekapcTBEHHOro cpeacTea obpasLpl
NeKkapcTBEHHOro npenaparta Ans MeAUUMHCKOro MpUMEHEeHUsl, Npou3BedeHHOro B COOTBETCTBUMM C TpebGoBaHMSIMU
OMbITHO-NMPOMBILLIEHHOTO M (MNN) MPOMbILLSIEHHOTO PEerfamMeHToB, YTBEPXOEHHbIX pPyKOBOAUTENEM MpPOoU3BOAMTENS
NeKapCTBEHHbIX CPeAcTB, a Takke B COOTBETCTBYWOLMX Ccryyasix obpasubl dapmMaueBTUYeckon cybctaHumm,
TecT-WTaMMa MWKPOOPraHU3MOB, KymnbTypbl KNEeTOK, oGpaslbl BELIeCTB, MPUMEHSIeMbIX [ONs KOHTPOMA KadecTsa
NeKapcTBEHHOro cpeacTBa MyTeM CpaBHEHMS C HUMU WUCCRedyemMoro NekapCTBEHHOro CpeacTBa, B KONMYecTsax,
HeobxoaMMbIX NS BOCMPOM3BEAEeHMS METO0B KOHTPOSSA KayecTBa.

3. lMNpu nonyyeHun o6pa3UOB IEKAPCTBEHHOrO npenapata M apmaueBTMYECKOM CcybCcTaHUMM 3SKCrepTHOoe
yuypexaeHve BbldaeT 3asiBUTENI0 [OKYMEHT, NOATBEPXAAlLMA MONyvyeHue YykasaHHbiX 0OpasuoB, M B CPOK, He
npesblWaLWwni Tpex pabounx AHen, yBedOMMseT B 3NEKTPOHHOW ¢opme unuv Ha BymakHOM HocuTene ob 3ToMm
YNOMHOMOYEHHbIV dhefeparbHbiid OpraH UCMONHUTENBHOW BNACTW.

4, YKasaHHble B 4acTax 2 M 3 HacTosiwen cTaTtbM CPOK Ans NpeacTaBneHust 3asBuTenem obpasuoB
NeKkapcTBEHHOro npenapaTta 1 apmMaueBTUYECKON CyOCTaHLMM U CPOK YBEOOMITEHMST 3KCMEPTHLIM yypexaeHnem ob
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

3TOM Ha OYyMa)kHOM HOcuTesnie YNojTHOMOYEHHOro (hefeparibHOro opraHa UCMONHUTESNbHOW BNAcT He BKIOYalOTCs B
CPOK NpOBeAEHNs IKCNepTU3, NPeAyCMOTPEHHBIX YacTbio 1 HACTOSILLEN cTaTbu.

5. ,D,OKyMeHTbI, NnocTynuBeLLME B 3KCMEPTHOE yupexXaeHne Ond npoBeneHnd akenepTmns, npeyCMOoTpeHHbIX YaCTbio
1 HacTodwen cTaTbW, noanexar BO3BpaTty B yI'IOJ'IHOMO‘-IeHHbIﬂ cbe,qepaanblﬂ opraH MCMOMNHUTENBHON BRNacTu
OHOBPEMEHHO C 3aKITto4eHUAMHU, NnoJjTy4eHHbIMU NO pedyJibTaTaM COOTBETCTBYHOLLMX 3KCNepTus.

Ctatba 24. JKcnepTu3a KayecTBa JIeKapCTBEHHOro CpeAcTBa M 3KCNEpTU3a OTHOLUEHUS OXuaaemou
Nosib3bl K BO3MOXHOMY PUCKY NPUMEHEHUSA NleKapCcTBEHHOro npenapara AnsA BeTepuHapHoro npMmeHeHus

1. OkcnepTvM3a kayecTBa feKapCTBEHHOrO CPeACTBa W 9KCMepTu3a OTHOLIEHUSA OXWA3eMOW MoMb3bl K
BO3MOXHOMY PWCKY MPWMEHEHUs fleKapCTBEHHOro mnpenapata And BeTepUHapHOro MPUMEHEHWS, COCTaBfeHune
KOMUCCUSIMM OKCMEPTOB 3aKkMioYeHW no pesynbTaTaM yKa3aHHbIX 3KCMepPTU3 M HanpaBfeHue TakuX 3aKioYeHUn B
YMOSTHOMOYEHHbIN hefepanbHbii OpraH WCMOMHUTENbHOW BRacTi OCYLUECTBASATCS B CPOK, HE MpeBbIWaoWwmn cta
aecatn paboumx OHeNW CO OHSA MONyYeHMs! IKCNEPTHbIM yupexaeHWem 3afaHus YNoNHOMOYEHHOro denepanbHoro
opraHa WCMONHWTENbHON BRacTM C AOKyMeHTamu, yka3aHHbiMW B 4yactu 3 ctatb 17 Hactosiwero ®egepanbHOro
3aKoHa.

(B peqa. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, ot 13.07.2015 N 241-93)

2. B TeyeHue naTHagUaTv pabounx gHen co AHS MosydeHusl pelleHns ynorTHOMOYEHHOro dhedepanbHOro opraHa
NCMNONHUTENBHON BNacTh O NPoBeAEHUN yKa3aHHbIX B YacTh 1 HacCTOSILLEN CTaTbM 3KCNEPTU3 3asiBUTENb NPEACTaBNAET
B O9KCMEpPTHOE YyuYpexaeHue [ANns NPOBEAEHMSI 3KCMepTU3bl KavecTBa JIEKapCTBEHHOrO cpefcTBa 06pasupbl
neKapcTBEHHOrO npenapaTta Ans BETEPUHAPHOrO MPUMEHEHUS), NMPOU3BELEHHOIO B COOTBETCTBMU C TpebGoBaHMAMU
TEXHOJIONTMYEeCKUX pernameHToB, YyTBEepXAEHHbIX pykoBoAUTENEM Mnpoun3BoauTeNna NeKapCTBEeHHbIX CpedcTB, a TakKxXe
obpasey, hapmaueBTMYECKOM CyOCTaHUMM B KONMYECTBaAx, HEOOXOOUMBIX ANsi BOCNPOU3BEOEHUS METOA0B KOHTPOMS
KayecTBa.

3. MNpu nonyyeHun o6pa3UOB IEKAPCTBEHHOrO npenapata M apmaueBTMYECKOM CcybCcTaHUMM 3SKCrnepTHOe
yypexgeHve BblgaeT 3asdBUTEento AOKYMEHT, NoaTBepXAaloWwui MorydyeHue yKasaHHbIX 00pasuoB, U B CpOK, He
npesblWaLWwmi Tpex paboymx AHen, yBeoomnsieT B MUCbMEHHOW opme 06 3TOM YNONMHOMOYEHHbIM deaepanbHbIv
opraH UCMNOMHUTENBHOW BnacTu.

4. Cpok Onsi npeacrtaBneHus 3asButeneM o0OpasuoB JeKapCTBEHHOrO mnpenapata v dapmaueBTUYeCcKON
CyOGCTaHUUN M CPOK YBEAOMSIEHUS IKCMEPTHbIM y4dpexaeHnem o6 3TOM B MUCbMEHHOM opMe YMONTHOMOYEHHOTO
denepanbHOro opraHa UCNONHUTENBHON BNACTK, yKadaHHble B YacTaX 2 U 3 HAaCTOsILLEN CTaTbK, HE BKMOYAOTCA B CPOK
nNpoBefeHns yKazaHHbIX B YacTu 1 HACTOosILLEN CTaTby AKCNEPTUS.

5. [JoOKyMeHTbI, NOCTYNUBLLME B 3KCMNEpPTHOE YyypexaeHue AN NpoBedeHWs yKaszaHHbIX B YacTu 1 HacToswewn
cTaTbM 3KCNepTu3, nognexaTr BO3BpaTy B YNOMHOMOYEHHbIM doedepanbHbli  OpraH MWCMNOMHUTENBbHOM BriacTu
OHOBPEMEHHO C 3aKIMIOYEHNSMU NO pesynbTaTaM yKasaHHbIX 3KCNepTus.

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

1. B cny4yasix HegocTaTovHOW OBOCHOBAHHOCTU MIU HEMOJSHOThLI 3aKMHOYEHUST KOMUCCUMU 3KCMEPTOB, Hanuuus B
HEM MNPOTMBOPEUUBLIX AaHHbIX, (hanbcudmKaLMn BbIBOAOB 3KCMEPTU3bl NEKapCTBEHHOTO CPEACTBA, COKPbITUA OT
YMONHOMOYEHHOro doeeparnbHOro opraHa UCMONHUTENbLHOW BNacTu OCHOBaHUIA AN 0TBOAA dKcnepTa BCNeAcTBMEe ero
3aVMHTEPECOBAHHOCTM B pesynbTaTax COOTBETCTBYIOLLENA SKCMEPTU3bl, HANMWYMs AaHHbIX O NPSIMOM NGO KOCBEHHOM
BMeELLATENbCTBE B MPOLIECC COOTBETCTBYHLLEN SKCMEPTU3bl ML, HEe Y4YacTBYIOLUMX B €e MPOBEAEHUU, HO OKa3aBLUMX
BMUSIHAE Ha Npouecc W pesynbTaTbl ee NPOBEeAeHMSs, YNOMHOMOYEHHbIM hedeparnbHbiM OpraHoM WCMOMHUTENBHOM
BMacTV Ha3Ha4YaeTCsl NOBTOPHAs 3KCNepTU3a NekapCTBEHHOIO CpeacTBa U (MNn) aTnyeckasi aKCnepTm3a.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

2. MNoBTOpHas 3KcnepTM3a JIeKapCTBEHHOIO CPeACTBa NPOBOAMUTCS C YY4ETOM pe3ynbTaToB paHee NpoBedeHHON
3KCMEpPTM3bl B CPOK, YCTAHOBIEHHbLIA YMNOIHOMOYEHHbIM dedepanbHbiM OpPraHoOM MWCMOMHUTENbHOW BfacTm U He
NpeBbILWALWUA TpuauaTn pabounx OHEW CO AHsSI MOSTyYEHUs] SKCMEPTHbIM YyYpeXAeHWEM 3afaHus Ha npoBeaeHue
NMOBTOPHOW 3KCNEPTU3bI NIEKAPCTBEHHOIO CpeacTaa.

(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

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

CratbA 26. YcKkopeHHasi npoueaypa 3KCnepTUsbl NNeKapcTBEeHHbIX CpeacTB

1. YckopeHHasi mpouedypa 9KCMepTu3bl JIEKapCTBEHHbIX CPeACTB B LENAX roCyAapCTBEHHOW perncrpaumm
nekapCTBEHHbIX MpenapaToB MNPUMEHSIETCS B OTHOLIEHWM OpdhaHHbIX MeKapCTBEHHbIX MpenapaToB, MepBbiX Tpex
neKkapcTBEHHbIX MpenapaToB, perncrtpypyembix B Poccunckon ®depepauum B KavyecTBe BOCMPOU3BEOEHHbIX
nekapCcTBEHHbIX MpenapaToB, OMePefHOCTb KOTOPbIX OMNpeaenseTcs B COOTBETCTBMU C HOMEPOM U AaTOW BXOAALMX
3asBMEHUA O TrOCYSAPCTBEHHOM PErMcTpaumy nekapCTBEHHbIX MpenapaToB B pamMKax OAHOM0 MeXAayHapoOHoro
HenaTeHTOBaHHOrO HAaUMEHOBAaHMWS NIEKapCTBEHHOTO npenapaTa Unm rpynnupoBOYHOrO HaMMEHOBAHNS NeKapCTBEHHOMO
npenapata, W  J€KapCTBEHHbIX  MNpenapaToB,  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 3KCnepTudbl JNEeKapCTBEeHHbIX CpenctB B UendaAx FOCWJ,GpCTBGHHOVI perncrpaunn
J1eKapCTBEHHbIX npenapaTtoB He NpMMeHAeTCA B OTHOLLEeHUN:

1) 6moaHanoroBbIx (6ronogobHbIX) NekapCcTBEHHbIX NpenapaToB (GnoaHanoros);
2) pedhepeHTHbIX NTeKapCTBEHHbIX NpenapaToB (3a UCKNoYeHneM opdaHHbIX eKapCTBEHHbIX NpenapaTtoB);

3) BOCNpou3BeaeHHbIX J1eKapCTBEHHbIX MpenapaTtoB (33 NCKNK4YeHneM nepBbIX Tpex perncTtpupyemMmbix B
Poccunckon dJe,qepau,VM B Ka4eCTBE BOCMNpPOu3BeaAEHHbIX JTEKapPCTBEHHbIX MpenapaTtoB U JNIEKapCTBEHHbIX NMpenapaTos,
npegHa3Ha4eHHbIX UCKIMYUTESTbHO OJ1A NPpUMEHEeHNA HeCoBEepLUEHHONTETHNMN rpa>|<,D,aHaM|/|);

4) HOBbIX KOMBUHAaLMIN 3aperncTpPMPOBaHHbLIX PpaHee NeKapCTBEHHbIX NpenapaTos;

5) nekapCTBeHHbIX MpenapaToB, 3aperMcTpUpOBaHHbIX paHee, HO MPOM3BEAEHHbIX B APYrUX JTIEKAapCTBEHHbIX
dopmax B COOTBETCTBUM C NEpPeYHEM HaMMEHOBAHWNI NieKapCTBEHHbLIX (POPM 1 B HOBOW JO3MPOBKE.
(vacTb 2 B peq. PegepanbHoro dakoHa ot 22.12.2014 N 429-93)

3. YckopeHHas npolenypa 3KCnepTuabl JIEKapCTBEHHbIX CPeACTB MPOBOAMTCS MO PELUEHVIO COOTBETCTBYHOLLENO
YMOSTHOMOYEHHOro hefeparnbHOro opraHa WCMOMHUTENBHOW BNAcTM Ha OCHOBAHMU 3asABIEHWs 3asBUMTENsl B CPOK, He
npeBbILAaLWUN BocbMuaecaTn paboyumx gHen. Mpu 3TOM aKkcnepTnsa AOKYMEHTOB, COAEPXKALLMXCS B PErMCTPaLMOHHOM
[OCbe Ha NeKapCTBEHHLIN MnpenapaT, NPOBOAMTCA B CPOK, HE MpEBbIWAWMN OecsaTn paboumx OHeW, akcnepTu3a
KayecTBa NeKapCTBEHHOro CpeacTBa M dKCNepTn3a OTHOLLEHUSA OXMOAEMOM MNOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
nekapcTBEHHOro npenapara NPOBOASTCS B CPOK, HE NPEBbLILLAOLWA LWECTUAECATN pabounx gHen.

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

3.1. B oTHoweHun opdaHHbIX nekapCTBEHHbIX MNpenapaTtoB MoryT ObiTb MpeacTaBneHbl pesynbTaThbl
OOKIMUHUYECKNX MCCIEeAOoBaHWI NEKapPCTBEHHbIX CPeACTB U KIMMHUYECKUX MCCredoBaHMI NeKapCTBEHHbLIX npenapaToB
Ans MeauLMHCKOro NpUMEHEHMs!, BbIMOMHEHHbIX 3a nNpeaenamun Poccuiickon ®enepauum B COOTBETCTBUM C NpaBunamu
Haanexalle nabopaTopHO NPaKTUKN U NpaBUiaMn Haanexallen KNMHUYECKON NpaKTUKK.

(yactb 3.1 BBegeHa dPepepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

4. YckopeHHas npoueaypa 3KCNepTu3bl feKkapCTBEHHbIX CpeacTB MPOBOAMTCA B Mopsake, YCTAHOBNEHHOM
ctatbammn 17-20, 23 n 24 HacTosiwero ®PefepanbHOro 3akoHa, U He 03HaYaeT CHMXKEeHUs TpeboBaHu k 6esonacHocTy,
KayecTBy M 3h(PEKTUBHOCTM NEKAPCTBEHHbLIX NPENapaToB.

Cratbs 27. PewueHue o rocyaapCTBeHHOW perucTpaumm nekapcTBeHHOro npenapara

1. B cpok, He npesblwarowmnn gecatn pabounx Hen Co OHSA MOMyYeHUs 3akmioyYeHU KOMUCCUMM 3KCMEepTOoB Mo
pesynbTataM SKCNepTusbl KavyecTBa IEeKapCTBEHHOro CPeAcTBa M SKCMEepTU3bl OTHOLUEHUS OXMAAeMOW nofb3bl K
BO3MOXHOMY PUCKY NPUMMEHEHWs NeKapCTBEHHOro npenaparta, COOTBETCTBYIOLIMIA YMNOMHOMOYEHHbIV deaeparnbHbIl
OpraH UCNOMHUTENbHOW BNacTu:

(B peqn. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

1) pasmewaeT Ha cBoeM oduumanbHOM canTe B ceTu "NHTepHeT" COOTBETCTBYHOLUME 3aKMOYEHUS KOMUCCUM
3KCMEPTOB M OCYLLECTBASET UX OLEHKY ANS OnpeaeneHns COOTBETCTBMSA 3a4aHNI0 Ha NPOBEAEHNE 3TUX IKCNepTuUs;
(n. 1 B pea. PegepanbHOro gakoHa ot 22.12.2014 N 429-93)

2) NpUHMMAaET pelleHne O rOCYyAapCTBEHHOM PEerucTpauvy NekapCTBEHHOro npenapaTta unuM o6 oTkase B
rocyaapCTBEHHOMN PerncTpaLmy NekapCTBEHHOro npenapara;

3) BHOCUT NpY MPUHATMU pELLEHUs O rOCYAapCTBEHHOW perncrpauvu nekapcTBEHHOro npenapata AaHHble O
3aperucTpupoBaHHOM IeKapCcTBEHHOM rMpenapaTte, B TOM 4ucrne o chapMaueBTUYeckon cybcTaHumu, BXoAsluen B
COCTaB feKkapCTBEHHOro npenapara, B roCy4apCTBEHHbIN peecTp NeKapCTBEHHbIX CPEACTB W BblAAeT 3asiBUTENIO
perncTpaumMoHHOe yAOCTOBEpPeHWe NekapCcTBEHHOro npenaparta, hopma KOTOpOro YTBEPXKAAETCH YMNONHOMOYEHHbBIM
denepanbHbIM  OpraHoOM UCMONHWUTENBHON BMacTW, COrfacoBaHHbIE HOPMATMBHYK [OKYMEHTaLUuo, HOPMAaTWBHbI
OOKYMEHT, MHCTPYKLMIO MO MPUMEHEHMUIO NEKAPCTBEHHOrO npenaparta M MakeTbl MepBUYHOM YNaKOBKA WM BTOPWUYHON
(noTpebuTenbckon) ynakoBKM C YyKazaHWeM Ha HUX HOMepa pPerucTpaLvoHHOro yOOCTOBEPEHUsl NeKapCTBEHHOro
npenapara v AaTbl ero rocylapCTBEHHOW perncTpaumm Unu B cnydae NpuHATUS peLueHust o6 oTkase B rocyiapCTBEHHOM
perncTpaumm nekapcTBEHHOrO Npenaparta yBeAoMNseT B MMCbMEHHON hopMe 3asaBuTenst 06 3ToM ¢ ykazaHMeM NpuUyuH
Takoro oOTkasa. 3a Bblgayy pPErucTpauMoHHOrO  yAOCTOBEPEHWS NEKApCTBEHHOro rMpenapata B3uMMaeTcs
rocyaapcTBeHHas NoLnuHa B COOTBETCTBUM C 3akoHodaTenscTBoM Poccuiickon ®egepaumm o Hanorax u cbopax.

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

2. OcHOBaHVeM ansi O0TKa3a B rocyapCTBEHHOW perMcTpauuy nekapcTBEHHOro npenapata Ans MeauuUHCKOro
NMPUMEHEHUs1 SBMSIETCS 3aKMoMeHMe COOTBETCTBYIOLIErO YMNONIHOMOYEHHOro deaeparibHOro opraHa WUCMOSHUTENbHOWM
BMacTh O TOM, YTO KayecTBO 1 (Mnun) acpEKTUBHOCTL PErMCTPMPYEMOro fiekapCTBEHHOMO NpenapaTta Anst MeguunHCKoro
NPUMEHEHUs1 He NoATBEpPXAEHbl MOSyYEeHHbIMU LaHHbIMW UMM YTO PUCK MPUYMHEHMSI Bpeda 340POBbI0 YerioBeka
BCNeACTBME NpUema NekapCTBEHHOro npenapaTta Anst MeauUMHCKOro npuMeHeHus npeBblliaeT 3dEKTUBHOCTL ero
NPUMEHEHUS.

(4acTb 2 B peq. PegepanbHoro gakona ot 04.06.2018 N 140-93)

3. lNMoBTOpHOE MpeacTaBneHne B COOTBETCTBYIOLMIA YNOMHOMOYEHHbIM dhedeparnbHblii opraH UCNOMHUTENbHOW
BNacTW NnekapCTBEHHOro npenaparta, B OTHOLIEHWM KOTOPOro Mofy4YeH OTka3 B roCydapCTBEHHOW peructpaumm u
KOTOpbIA BNOCReACTBUM MOABEPrcsi U3MEHEHWI0 B YacTW ero cocTaBa, paccMaTpuMBaeTCsl Kak NpeacTaBrieHne HOBOro
neKkapCTBEHHOro npenapara Ha ero rocygapCTBEHHYI PermcTpaumio He3aBMCUMO OT COXPaHeHWs ero MepBUYHOrO
HanmMeHOBaHws.

(vacTb 3 B peq. PegepanbHoro dakoHa ot 22.12.2014 N 429-93)

4. Mpwn npegocTaBneHUN 3asiBUTENIEM B COCTaBE PErMCTPALMOHHONO JOCbe Ha NeKapCTBEHHbIM npenapaT ans
BETEPUHAPHOIO NMPUMEHEHUS] KOMUW PELLEHUs YNOSIHOMOYEHHOro cheaepanbHOro opraHa WCMOMHWUTENBHOW BriacTu O
NpoBeAEHUN UHCNEKTUPOBAHMS NMPOU3BOANTENS NEKAPCTBEHHbBIX CPEACTB CPOK MPUHATUSA PELLEHUSI O FOCY4APCTBEHHOM
perncrtpaumm nekapCTtBeHHOro npenapara ana BeTepuHapHoOro npuMMeHeHuna npuoctaHaBinBaeTCA CO OHA MOJlyYeHUda
3aKnYeHn, yKkasaHHbIX B 4acTu 1 HacTosLwWen ctaTbu, 40 AHA NPUHATUSA YNOMHOMOYEHHbIM dhedeparnbHbiM OpraHoM
WCMNOSNHMTENBHOW BacTU peLleHns O Bbigadve unm ob oTkase B Bblgaye 3aKMi4YeHUst 0 COOTBETCTBMM NPOU3BOAUTENS
neKkapcTBEHHbIX CpeacTB TpeboBaHMSAM NpaBuUi Haanexalle 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 nekapCcTBEHHOro npenapara Ans BeTepuHapHOro
NPUMEHEHUSA SIBMSIETCS 3aKMYeHMe YNorHOMOYEHHOro dhedeparnbHOro opraHa MCMOMHUTENbHOW BNAacTM O TOM, YTO
KayecTBO M (Mnn) adPEKTUBHOCTbL PETMCTPUPYEMOrO NEKAPCTBEHHOMO Npenaparta Anst BETepUHAPHOIo NPUMEHEHUS He
noATBEPXXAEHbI NOTyYEHHLIMW AaHHBIMU UMM YTO PUCK NPUYMHEHUS Bpeda 340POBbHO XXMBOTHOMO BCreACTBME Mpuema
NeKapCTBEHHOro npenapara Ansg BETEePUHAPHOro NpUMEHEHUs npesbllaeT 3PdEKTUBHOCTb €ro NPUMEHEHUs, OTKas3
YNOMHOMOYEHHOro dhefepanbHOro opraHa WCMNOMHUTENbHOW BRacTU B Bblgade 3akmiovyeHUs O COOTBETCTBUM
Npon3BoaMTENST NEeKapCTBEHHbLIX CPeacTB TpeboBaHWsIM NpaBui Haanexalleh MNpou3BOACTBEHHOW MNPaKTUKU AOns
Ka)koN NpOM3BOACTBEHHOW MITOLLAAKN PErMCTPUPYEMOrO NIEKAPCTBEHHOIO Npenapara A BeTEPMHAPHOro NPUMEHEHUS
B Cry4yae, ecnv MNpOM3BOACTBO fEKAPCTBEHHOIO MNpenaparta Afig BeTEePUMHAPHOrO NPUMEHEHWs] OCYLLECTBISIETCS 3a
npegenamu Poccuiickon Pegepaumm, unm oTCyTCTBME TAKOro 3aKiioYeHUs.

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

Cratba 27.1. nOpﬂ,D,OK onpepeneHns B3aMMO3aMeEHAEMOCTU JIeKapCTBEeHHbIX npenapatoB AnNsA

www.consultant.ru CrpaHvua 39 us 95
HafeXXHaa npaBoBas noaAepXXkKa


consultantplus://offline/ref=13248869C116227F73301BD413A56E9905D329E57FC7D665C8FB37062854AE40A9068B4E2F8E97D122828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301BD413A56E9905D329E57FC7D665C8FB37062854AE40A9068B4E2F8E97D122828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301BD413A56E9907D92AE07AC7D665C8FB37062854AE52A95E874C2D9494D337D4DCAFK0r3J
consultantplus://offline/ref=13248869C116227F73301BD413A56E9907D92AE07AC7D665C8FB37062854AE52A95E874C2D9494D337D4DCAFK0r3J
consultantplus://offline/ref=13248869C116227F73301BD413A56E9905D324E478C7D665C8FB37062854AE40A9068B4E2F8A97D222828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301BD413A56E9905D324E478C7D665C8FB37062854AE40A9068B4E2F8A97D222828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301AD000A56E9901D324E378CB8B6FC0A23B042F5BF157AE4F874F2E8F90D122828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301AD000A56E9901D324E378CB8B6FC0A23B042F5BF157AE4F874F2E8F90D122828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301BD413A56E9905D329E57FC7D665C8FB37062854AE40A9068B4E2F8E97D722828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301BD413A56E9905D329E57FC7D665C8FB37062854AE40A9068B4E2F8E97D722828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301BD413A56E990BDB28E47FC7D665C8FB37062854AE40A9068B4E2F8A97D722828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301BD413A56E990BDB28E47FC7D665C8FB37062854AE40A9068B4E2F8A97D722828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301BD413A56E9905D329E57FC7D665C8FB37062854AE40A9068B4E2F8E97D422828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301BD413A56E9905D329E57FC7D665C8FB37062854AE40A9068B4E2F8E97D422828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301BD413A56E9905DC2EE07EC7D665C8FB37062854AE40A9068B4E2F8A94D222828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301BD413A56E9905DC2EE07EC7D665C8FB37062854AE40A9068B4E2F8A94D222828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301BD413A56E990BDB28E47FC7D665C8FB37062854AE40A9068B4E2F8A97D522828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301BD413A56E990BDB28E47FC7D665C8FB37062854AE40A9068B4E2F8A97D522828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301BD413A56E9905DC2EE07EC7D665C8FB37062854AE40A9068B4E2F8A94D222828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301BD413A56E9905DC2EE07EC7D665C8FB37062854AE40A9068B4E2F8A94D222828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301BD413A56E990BDB28E47FC7D665C8FB37062854AE40A9068B4E2F8A97DB22828DEA5F897A2E4BDB37276BDB8DK2r9J
consultantplus://offline/ref=13248869C116227F73301BD413A56E990BDB28E47FC7D665C8FB37062854AE40A9068B4E2F8A97DB22828DEA5F897A2E4BDB37276BDB8DK2r9J
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

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

MeAULMHCKOro NpuMeHeHus
(BBepeHa depepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

1. B3aumosaMeHAeMOCTb NeKapCTBEHHbIX NpenapaTtoB ANd MeOWUMHCKOrO NPUMEHEHWs onpedensieTcs B
nopsagke, yctaHosreHHoM [Npasutenscteom Poccunckon ®egepaumm, Ha OCHOBaHUM CReayowmnx napameTpoB:

1) akBMBaneHTHOCTb (ans OwvoaHanoroBbix (O6MONOJOOHLIX) MeKkapCTBEHHbIX npenapaTtoB (6uoaHanoroB) -
COMOCTaBMMOCTb) Ka4E€CTBEHHbIX U KONMNYECTBEHHbBIX XapakTepuCTMK hapMaLeBTUYECKNX CyOCTaHLUuiA (MCNonb3oBaHWe
pasnuyHbIX conen, achnpoB, KOMMNIIEKCOB, N3OMEPOB, KPUCTaNIMYEeCKnX (opM 1 OPYrMX NPOM3BOAHbLIX OJHOMO U TOrO Xe
OENCTBYIOLLEro BELLECTBA He SIBMSETCA NPensaTCTBUEM AN B3aMMO3aMEHSIEMOCTU NeKapCTBEHHbIX NpenapaTos, ecnu
npu NpoBedeHnV uccrnefoBaHWs GMO3KBMBANEHTHOCTWM NEKapCTBEHHOroO npenapaTta unuM B criyyae HeBO3MOXHOCTM
NpoBefeHUss 3TOr0  WCCREefoBaHWsSl NpW  MPOBEAEHUN  WUCCNEAOBaHUS  TepaneBTUHECKOW  3KBUBANEHTHOCTM
NeKkapcTBEHHOro npenapaTta [oKa3aHO OTCYTCTBME KIMHUYECKM 3HAYUMbIX Pasnuunii (hapMakoKMHETUKM W (Mnn)
6e30nacHOCTM 1 3phEeKTUBHOCTU NEKAPCTBEHHOTO Npenapara Ans MeAULMHCKOro NPUMEHEeHWs);

2) 9KBMBANEHTHOCTb NeKkapcTBEeHHOW POpMbl (MOL 3KBUBANEHTHbIMU NEKapCTBEHHbIMU hOpMaMM NMOHUMAKOTCSA
pasHble ekapcTBEHHblE HOPMbI, MMEKLLNE OOUHAKOBble crnocob BBedeHUst U cnocob npumeHeHus, obnagatowue
conocTaBUMbIMK hapMakOKUHETUYECKUMUN XapaKTEPUCTUKAMM 1 hapMakonormieckum gencTeuem 1 obecneynsaoLme
Takke [OOCTWKEHWEe HeobXOAMMOro KnunHmyeckoro adpdekrta. Pasnuumss nekapcTBeHHbIX (OOpM He SIBMNSTCSA
npenaTctBueM Ana  uUX B3auMMO3aMEeHAeMOCTHn, ecnnhn npun nposeaeHnn wuccnenoBaHuAa OVMO3KBMBANEHTHOCTHN
NlekapCTBEHHOro npenaparta wunun B CcCliydae HEeBO3MOXHOCTWU npoBedeHuA 3TOro uccrnegoBaHuA npu npoesefeHumn
uccnefoBaHus TepaneBTUYECKOM 3KBUBANEHTHOCTM NEKapCTBEHHOro npenapata AoKa3aHO OTCYTCTBUE KIUHUYECKM
3HAYMMbIX pasnuuuii bapmMakoKMHETUKU U (Mnn) BGe3onacHoCTM M 3PPEKTUBHOCTU NEKApPCTBEHHOrO npenaparta Ans
MEeOULMHCKOTO NPUMEHEHUS);

3) 9KBMBaNeHTHOCTb U CONOCTaBUMOCTb COCTaBa BCMOMOraTesibHbIX BELLECTB JIeKapCTBEHHOro npenapara Ang
MEeOULMHCKOTO NPUMEHEeHUs (pasnuuusa cocTaBa BCrioMoraTerbHbIX BeLEeCTB JieKapCTBEHHOro npenaparta  Ang
MEOWLMHCKOrO MPUMEHEHMS He SABMATCA NPEenaTcTBMEM ANS MX B3aMMO3aMeHSeMOCTWM, eCnvM Mpu NpoBeAeHUM
nccnegoBaHnst OMO3KBMBANEHTHOCTM feKapCTBEHHOrO npenapata Ans MeOvUMHCKOrO MPUMEHEHMS unu B cryyae
HEBO3MOXHOCTW  MPOBEAEHWs  3TOT0  WCCMeAoBaHWA  Mpu  NPOBEAEHWM  UCCNedoBaHUs  TepaneBTUYECKOM
9KBMBAIIEHTHOCTU NEKapCTBEHHOro npenaparta Ans MeOUUMHCKOrO MpUMEHEeHMS [OKa3aHO OTCYTCTBME KITMHMYECKM
3HaAYMMbIX pasnuuuii bapmakokMHEeTUKU u (unm) BGesonacHoCTM U APPEKTUBHOCTU NEKapCTBEHHOro npenaparta Ans
MeOULMHCKOro nNpuMeHeHus. [pn 3TomM pasnuuusa coctaBa BCMOMOraTesibHbIX BELWECTB He AOIDKHbI MPUBOAUTL K PUCKY
BO3HWKHOBEHMWS Cepbe3HbIX HexenarefbHblX peakuvi y OTAeNbHbIX rpynn NauMeHTOB WM MOBbIWEHWUS YacTOoTbl UX
BO3HWKHOBEHMS);

4) ngeHTUYHOCTb cnocoba BBEAEHMS U MPUMEHEHMS;

5) oTcyTCcTBME KIAMHWYECKM 3HAUMMbIX Pasnuuuii nNpyv nNpOBEeAEHVMM WCCNedoBaHWs OWO3KBMBANEHTHOCTU
nekapcTBEeHHOro npenapara unu B criy4ae HeBO3MOXHOCTU NMPOBEAEHUS 3TOro UccneaoBaHns OTCYTCTBUE KITMHUYECKM
3HaAYUMBbIX pasnNMyuin nokasartenen 6e3onacHOCTU M 3PEKTUBHOCTM NEKapCTBEHHOro npenapata npu npoBeAeHun
nuccregoBaHusa  TepaneBTUYeCKOW — SKBMBANEHTHOCTWM. [laHHbIA  napameTp He MNPUMEHSeTCs B OTHOLUEHWUU
BOCMPOU3BEAEHHbIX NEKapCTBEHHbIX NpenapaToB, ykasaHHblx B 4Yactu 10 crtatbm 18 HacToswero degepanbHOro
3aKkoHa. B oTHoweHun 6GuoaHanoroBbix (6MONOAOGHBLIX) NMeKapCTBEHHbIX npenapaTtoB (6uoaHanoroB) AaHHble 06
OTCYTCTBUM KITMHWYECKN 3HAYMMbIX pasnmymn B6e3onacHocTv, 3EPEKTUBHOCTU M UMMYHOTEHHOCTU fleKapCTBEHHOro
npenapara rno pesynbtaTam MNpoBEeAEHUS KITMHUYECKUX UCCneaoBaHui NpefocTaBnsAloTca B Nopsake, yCTaHOBIIEHHOM
HaCTOSLLEN YaCTblO;

6) COOTBETCTBME NpPOU3BOOUTENA JNEeKapCTBEHHOINo cpencrtea Tpe6OBaHI/IF|M Hagnexawen l'IpOI/I3BOD,CTBeHHOI7I
NPaKTUKN.

2. CpaBHeHMe MapameTpoB PErucTpupyembiX NEKapCTBEHHbLIX MpenapaTtoB Ans MeAULMHCKOro MnpUMeHeHus!
OCYLLECTBNSETCH KOMUCCUEN 3KCNIEPTOB IKCMEPTHONO YUPEXKAEHUS NPU NPOBEAEHUUN 3KCNEPTU3bI TAKMX NEKaPCTBEHHbIX
npenapaTtoB B MpoLEcce WX roCyAapCTBEHHOW peructpauuu. BbiBogbl 3KCMEPTOB O B3aMMO3aMEHSIEMOCTU UIK
HeB3aVMMO3aMEHSIEMOCTU NeKapCTBEHHbIX NpenapaToB AN MEAMLMHCKOro MPUMEHEHUs, cAenaHHble B pesynbraTe
3TOr0 CpaBHeHWs, OOpPMIATCA B BUAE MNPUMOXKEHUS K 3aKMOYEHUIO 3IKCNEpTOB MO opMe, YTBEPXAEHHON
YNOSTHOMOYEHHBIM heaeparibHbIM OPraHOM UCMOSTHUTENBHOW BACTy.

3. TonoxeHns1 HacTosiLen CcTaTbW He pPacrpoCTPaHsTCA Ha pediepeHTHble IeKapCTBEHHble NpenapaThbl,
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

NeKapCcTBEHHble pacTUTENbHble MpenapaTtbl, FOMeonaTU4Yeckne IeKapCTBEHHble npenapaTbl U JeKapCTBEHHbIE
npenaparbl, KOTOpble paspeLleHbl AnA MeauLUMHCKOro npumeHeHns B Poccuiickon ®egepaumn Gonee asaguat net 1 B
OTHOLLEHWWN KOTOPbIX HEBO3MOXHO NpoBeAeHNe UCCrneaoBaHnsa X BMO3KBMBANIEHTHOCTH.

CratbA 28. PernctpaunoHHoe yaocToBepeHue NiekapCTBEHHOro npenaparta

1. PeructpaunoHHOe yAOOCTOBEpEHMEe feKapCTBEHHOro npenapata C YyKasaHMeM feKapCTBeHHbIX opm U
A03NPOBOK BblaaeTcs 6ecCpoyHO, 3a UCKIMIOYEHMEM PEerucTpauuoHHOro yAOCTOBEPEHNS NeKapCTBEHHOro npenapara,
BblJaBaeMoro co CpOkoM AeVCTBUS NATb NET, Ha BNepBble pernctpupyemole B Poccuiickon ®egepaunn nekapCTBeHHbIe
npenaparsbl.

2. Mo uctevyeHmMmn ykasaHHOro B 4YacTu 1 HacTosWen cTaTbW CPpoka BbligaeTcs 6eccpovHOe perucrpaumoHHoe
yOOCTOBEPEHME NTEKapCTBEHHOMO npenapaTa npu YCnoBun NOATBEPXKAEHNS €ro rocyAapCTBEHHON perncTpaumm.

3. B cnyyae BHeceHus B cooTBeTcTBUM co cTaTbsamn 30 n 31 Hactoswero ®efepansHOro 3akoHa U3MEHEHUN B
cojepxalimecs B pPerucTpauuMoHHOM [OCbe Ha 3aperMcTpuMpoBaHHbI NEKapCTBEHHbI npenapaT OOKYMEHTbI,
3aTparMBalolMX CBEOEHUs, OTPaKeHHble B pPerncTpaumMoHHOM YAOCTOBEPEHUM NeKapCTBEHHOro npenapara,
YNOSTHOMOYEHHbIN drefepanbHbid opraH UCNOSTHUTENBbHOW BacTU BblgAeT HOBOE perucTpauuoHHOe YAOCTOBepeHue
nekapcTBEHHOro npenapara, coaepxallee BHECEHHbIE B HEMO U3MEHEHNS.

(vacTb 3 BBeaeHa defepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

4. B cnyyae yTpaTbl Mnn MNOBPEXAEHWS PErMcTpauvoHHOro yOOCTOBEPEeHUs neKapCTBEHHOro npenaparta no
3asBreHN0 B NMMCbMEHHON hopMe AepKaTens unu Bragenbua perncTpaunoHHOro yAOCTOBEPEHUS MeKkapCTBEHHOMO
npenapara WM YnONHOMOYEHHOIO WMMW [PYroro pUAMYECKOro nuua o Bblgade aybnukata pernctpaumoHHOro
YyAOCTOBEPEHNS NIeKapCTBEHHOro npenapara YNnorHOMOYEHHbIN deaepanbHbIi opraH UCMONHUTENBHON BNacTu B CPOK,
He npeBbIWalWmMin aecatu pabounx AHeW CO AHSA NOCTYNNeHus 3asBreHusl, BblgaeT AybnukaT pernctpaumoHHOro
YOOCTOBEPEHNS NeKkapCTBEHHOro nmnpenapaTta. 3a Bblgadyy Aybnukata  perMcTpauuMoHHOro  yAoCTOBEpeHMUS
neKapcTBEHHOro mnpenapata B3WMaeTCs roCydapCTBEHHas nownuHa B COOTBETCTBUM C  3aKOHOAATENbCTBOM
Poccuiickon depepaumm o Hanorax n cbopax.

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

CraTbs 29. MNoaTBepXxAeHMe rocyaapCcTBEHHOM perucTpaumm rnekapcTBeHHOro npenapara
(B peq. PepgepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. NopTBEpXOEHNE rOCyoapCTBEHHOM perncTpauum nekapCTBEHHOro npenapara OCyLLeCTBRseTCs npu Bbigave
©eccpoYHOro perncTpaumoHHOro YA0CTOBEPEHUS NEKAPCTBEHHOrO Npenaparta B clnyyae, yka3aHHOM B 4YacTu 2 cTaTby
28 Hactosiwero PenepanbHOro 3akoHa, B CPOK, He MPEBbIWALWNIA LIeCTUAeCATU pabounx OHEN Co AHS MOSyyYeHus
COOTBETCTBYIOLLUM YMONTHOMOYEHHbLIM dheeparnbHbIM OpraHoM UCTOMNHUTENBHOW BNACcTW 3asBNEHUSA O NOATBEPXKAEHUN
rocygapCTBEHHOM perncTpauumn riekapCTBeHHOro npenaparta. He ocyuiectensieTcs noarBepXaeHue rocyaapCTBEHHOWM
pervctpauuy B OTHOLLEHUW NEKAPCTBEHHOIO NpenapaTa, He HaxoamBeLierocs B obpatleHnn B Poccunckon Pegepaumm B
TedyeHne Tpex M Gonee neTt, a Takke B OTHOLIEHWM NEKapCTBEHHOIO CPeACTBa, MPOU3BEOEHHOr0 C HapyLleHVeM
TpeboBaHus, YCTaHOBMEHHOrO YacTbto 3.7 ctatbk 71 HacToswero ®eaepansHOro 3akoHa.

2. 3asiBneHve 0 NOATBEPXOEHNM FOCYAAapPCTBEHHON perncrTpauum iekapcTBEHHOrO NpenapaTa NpeacTaBnsieTcs B
COOTBETCTBYIOLLMIA YMNONHOMOYEHHbIN bedeparnbHblii  OpraH WUCMOMHUTESNIbHOW BfacTM He paHee 4emM 3a CTO
BOCEMbAECAT AHEN 0 UCTEYEHUS CPpOKa AEeNCTBUSA perMcTpaunoHHOro yaoCTOBEpEHUS ekapCTBEHHOro Npenapara.

3. TlloaTeepxaeHWe rocyOdapCTBEHHOW perucTpauun NeKkapcTBEHHOro npenapaTa  OCYLLeCcTBNAeTcs nNo
pesynbTaTamMm 3KCMepTU3bl OTHOLIEHWUS OXWOAeMON MoNb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUSI JEKAPCTBEHHOIO
npenapata Ha OCHOBaHWU pe3ySibTaTOB MOHUTOPUHTa 3PPEKTUBHOCTM M GE30MacHOCTM NeKapCTBEHHOIO MpenapaTa,
NPOBOAMMOrO AepXaTefnieM Wnu BragenbLemM pPerMcTpauyMoHHOrO YAOCTOBEPEHUS NeKapCTBEHHOro npenaparta nvbo
YNOMHOMOYEHHBIM UMW OPUONYECKUM NIULIOM, a TakKe COOTBETCTBYIOLLMM YNONMHOMOYEHHbIM deaepanbHbIM OpraHom
NCMOMHUTENBLHOW BMACTW B COOTBETCTBUM C TpeGoBaHuAMU cTaTbk 64 HacToslero PeaepanbHOro 3akoHa.

4. K 3asiBNeHWio O MOATBEPXOEHUM TOCYOdapCTBEHHOW pernctpauuv JiekapCTBEHHOro npenapata Ans
MEAMLIMHCKOro NpUMEHEHUS MpunararoTca:

1) OOKYMEHTbI, coaepiKawune pesynbtatbl MOHUTOPUHra SCb(beKTI/IBHOCTVI n ©OesonacHoCTU JIeKapCTBEHHOIoO
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

npenapata AOns MeaMUMHCKOrO MPUMEHEHUs, NPOBEOEHHOro [AepXaTenem Wnu BragenbueM perncrpauumoHHOro
yAOCTOBEPEHNs NeKapCTBEHHOro npenapata [Ons  MeOuUMHCKOTO MPUMEHEHUss N0  YNOMHOMOYEHHBIM UM
IOPMONYECKUM NULIOM, MO dOpMe, YTBEPXKOEHHOW YNOMHOMOYEHHbIM dbeaeparbHbIM OpraHoM UCMONHMTENBHOW BNacTH;

2) Konus NUUEH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHBLIX CPEACTB MIIM KOMMWS 3aKMYEHUA O COOTBETCTBUM
Npon3BOOMTENS NIEKAPCTBEHHbIX CPEACTB TpeboBaHMSIM NpaBua Hagexalen Npon3BoACTBEHHOM MPaKTUKKM, BblAAHHbLIX
YMNOSTHOMOYEHHBbIM efeparibHbiM OpraHOM WCMOSTHUTENbHOMW BAacTM B OTHOLLUEHMU MPOU3BOACTBEHHOW MMOLALKN
NeKapcTBEHHOro npenapata Ang  MEeOUUUHCKOrO  MPUMEHEHUd, TOCydapCTBEHHasi  perucrpauus  KOTOPOro
noaTBepXaaeTcs B Cnyyae, ecrniv NPOU3BOACTBO fEKapCTBEHHOro npenapata And MeauLMHCKOro MNpUMEHEHUs
ocyulectensieTcs B Poccuiickon ®enepauuu;

3) Konusi BbIAAHHOM YMOSIHOMOYEHHbIM OpraHoOM CTpaHbl MNPOU3BOAMTENS JIMLEH3UM Ha NPOM3BOACTBO
neKkapcTBEHHOro npenapata Ans MEOUUUHCKOrO MPUMEHEHUS U ee MNEepPeBOL Ha PYCCKMA A3blK, 3aBEPEHHble B
YCTAHOBMEHHOM MOPSAKe, a TakKe KOMus 3aknioveHus O COOTBETCTBMU MPOU3BOAUTENS NEKAPCTBEHHbIX CPeacTB
TpeboBaHNsM [paBWUil Haanexalleh MNpPOU3BOACTBEHHOW MPaKTUKKU, BbIGAHHOIO YMONTHOMOYEHHbIM deaeparnbHbIM
OpraHoM WCMONHUTENBHON BMacTM B OTHOLUEHUW MPOM3BOACTBEHHOW MIOLWAAKM JeKapCTBEHHOrO npenapara Aans
MEAMLMHCKOTO MNPUMEHEHWS, TOCYAApCTBEHHAs perucTpaumsi KOTOporo noATBEPXKOAAETCS, WM KOMUSl peLleHus
YNOSTHOMOYEHHOTO heaeparnbHOro opraHa UCMOMHUTENBHON BNAacTU O NPOBEAEHUM MHCMEKTUPOBAHUSA NPOM3BOaUTENS
neKkapcTBEHHbIX CPeacTB B Criyyae, ecrnv Npou3BOACTBO FIEKAPCTBEHHOro npenapara Ang MeguuuHCKOro NpMMeHeHUs
ocyllecTBnsieTcs 3a npegenamu Poccuiickon ®epepauuu.

(vacTb 4 B pen. PenepansHoro zakoHa ot 04.06.2018 N 140-93)

4.1. B oTHOWeEHUN BMONOrnYecKkUx rekapCTBEHHbIX MnpenapaToB ANs MeOULMHCKOrO NMPUMEHEHUs 3asiBUTErb
OOMONMHUTENbHO NpeacTaBnsieT pesynbTaTbl MEpPONPUATUA, MNPEeLYCMOTPEHHBLIX MMaHOM  YhnpaBrieHus puckamu,
YTBEPXKAEHHBLIM  YMONTHOMOYEHHbLIM  chbefepanbHbiM  OpraHOM  UCMOSIHUTENBHOM  BracTU  MpU  OCYLLECTBIEHMM
rocyapCTBEHHOW perMcTpaunm nekapcTBEHHOIO NpenapaTa Ans MeauUMHCKOro NPUMEHEHNS.

(yacTb 4.1 BBegeHa depepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

4.2. K 3agBneHMi0 O MOATBEPXOEHUW rOCYAapCTBEHHOW perncTpaumm nekapCTBEHHOro mnpenapaTta Ans
BETEPMHAPHOro NPUMEHEHNs NpunaralTca OOKYMEHTbI, codepXalime pesyrnbTaTbl MOHUTOPUHra 3h(EKTUBHOCTU U
0e30nacHOCTU NeKapCTBEHHOro npenapata [Onsi BETEPUMHAPHOro MNPUMEHEHWs, NPOBOAMMOrO AepXaTeneMm unm
BNagenbLeM perMcTpaumoHHOro yooCTOBEPEHMS NIEKapCTBEHHOMO npenapaTa 4/ BETEPUHapHOro npumeHeHus nubo
YNOSTHOMOYEHHBIM MM OPUANYECKMM NIMLIOM, MO dopMe, YTBEPXKOEHHON YNOSTHOMOYEHHbIM doedeparnibHbIM OpraHoM
NCNOSTHUTENBHOM BNACTW, U AOKYMEHTbI, YKa3aHHble B NMyHKTax 1, 2 - 2.2, nognyHkTtax "a", "6", "k", "n" nyHkta 4 yactun 3
ctaTbmn 17 HacToswero PenepanbHOro 3akoHa.

(vacTb 4.2 BBegeHa depnepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

4.3. C 3asBneHneM o NOATBEPXKAEHUW roCydapCTBEHHOW permcTpauuv NekapCTBEHHOro npenaparta 3asButenb
npeactaBnseT KOMWIO [OOKYMeHTa, MOATBEepXAalrolero ynnaTy rocydapCTBEHHOW MOLWMMHbI 3@ MOATBEPXAEHUe
rocygapCTBEHHON perncTpaumMm nekapcTBEHHOro npenapata, NMbo MOXeT npeacTaBuTb yKa3aHHbIN AOKYMEHT Mo
cobCcTBEHHOW MHUUMaTMBe. B cnyvae HenpeacTaBneHusi ykasaHHOro AOKYMEHTa YMONMHOMOYEHHbIM deaeparnbHbIii
opraH WCMOMNHWTENbHON BNactu npoBepseT dakT ynnaTbl rocy4apCTBEHHOW MOLWMHBbI 3adBUTENEeM MNoCpeacTBOM
nucnonb3oBaHnsa MHdopmauun 06 ynnate rocyaapCTBEHHOW MOWNWHLI, coaepxallenca B [ocygapCTBeHHOM
NHMOPMALIMOHHOW CUCTEeMEe O TOCYAapCTBEHHbIX M MyHUUMNanbHbIX MfaTexax, Ha OCHOBaHWM MNpeacTaBfeHHON
3agBUTENEM KOMMKU JOKYMEHTa, noaTBepxXaatoLwwero ynnaTy rocy4apCTBEHHON NOLUMWHbI.

(vacTb 4.3 BBegeHa dPepepanbHbiM 3akoHoMm oT 04.06.2018 N 140-93)

5. B TeuyeHue pecAtn paboumx AOHEN CO [AHA MNPUHATUS 3asBIEHWss O MOOTBEPXOEHWM TOCYyAapCTBEHHOW
perncTpaumum nekapcTBEHHOro npenapata M OOKYMEHTOB, COAepXalux pe3yrbTaTbl MOHUTOPMHIa 3EKTUBHOCTU U
0e30nacHOCTU FEeKapCTBEHHOro nmnpenaparta, MPOBOAUMOro AepXaTeneMm Wunu BragenbuemM permctpauyMoHHOro
yOOCTOBEPEHMSA NEKAPCTBEHHOrO npenaparta fMbo yNorTHOMOYEHHBIM UMW HOPULMYECKAM NULOM, YNOSTHOMOYEHHbIN
deaepanbHbI opraH NCNOSTHUTENBHOW BacTu:

1) NpoBOAMT NPOBEPKY MOSTHOTHI CBEAEHWI, COAEPXKALLMXCS B NPeACTaBEHHbIX 3asiBUTENEM JOKYMEHTaX;
2) NpYHUMaeT pelleHne O MpoBeAeHUM UM 06 OTKase B MPOBEAEHWMM 3KCMEepPTU3bl OTHOLLEHUS OXWOAeMOoi

Nnosib3bl K BO3MOXHOMY PUCKY MPUMEHEHUA INeKapCTBEHHOro npenaparta Ha OCHOBaHUWU pe3yribTaTOB MOHUTOPUHIa
Sd)q)eKTVIBHOCTI/I n 6esonacHocTn JIEKapCTBEHHOro npenapara, npoBOAMMOIo Aepxartenem unm Bnagenbuem
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

perucTpaumoHHOro YAOCTOBEPEHMS NeKapCTBEHHOro npenaparta Nnbo yNnorHOMOYEHHBIM VMKW IOPUANYECKUM MULIOM, a
Takke pegepanbHbIM OpraHOM WUCMOMHMTENBHOW BMacTu B COOTBETCTBMM C TpeboBaHMAMW cTaTbi 64 HacTosLwiero
depepanbHOro 3akoHa;

3) yBeOomnisieT B 3EKTPOHHOW hopMe WM MUCbMEHHON hopMe 3asiBUTENS UM 3KCMEPTHOE yypexaeHve o
MPUHATOM peLLeHun NnGo B cCriyyae MPUHSTUS pelleHust o6 oTkasze B NMPOBEAEHWMM IKCMEepPTU3bl yKasblBaeT MPUYUHBI
TaKoro oTkasa.

6. B cnyyae BbiSBNEHUs HeOOCTOBEPHOCTM U (MNKN) HeJoCTaTOYHOCTU WHGOpMaLMK, coaepxallenca B
NPeACTaBMeHHbIX 3asBUTENEM [JOKYMEHTax, YMOSIHOMOYEHHbIV dedepanbHbli OpraH MWCMOMHUTENBHOW BnacTu
HanpaenseT 3asBMTENO 3anpoc 00 YTOYHEHUM yKa3aHHOW MHdopMauMu. 3anpoc YNoSTHOMOYEHHOro deneparbHOro
opraHa MCMOMHUTENbHOW BnactTu MoXeT ObiTb nepefaH YNOMHOMOYEHHOMY MNPeACTaBUTEND 3asBUTENS JIMYHO NOA
pacnucky, HanpasneH No noYTe 3akasHbIM MMCbMOM MW NepeaaH B 3NEKTPOHHOW hopMe MO TENEKOMMYHUKALMOHHbIM
KaHanam cBdA3n. B cniyyae HanpaBneHusa 3anpoca ynornHOMOYEHHOro defeparnbHOro opraHa UCNOSTHUTENBHOM BRacTu
Mo noyTe 3akasHbIM NMUCbMOM OH CHMTAETCS MOSYyYEHHbIM MO UCTEYEHMM LLIECTU OHEN C AaTbl HanpaBeHWUs 3aKkas3Horo
nucbma.

7. 3aaBuTenb 0b6a3aH NpeacTaBUTb OTBET Ha 3anpocC YNOMHOMOYEHHOro dedeparnbHOro opraHa UCNOMHUTENbHOW
BMacT! B CPOK, He MpeBbIWAWMA AeBsiHOCTa pabounx AHen co AHSA ero nonydyeHus. Cpok, ykasaHHbll B 4actn 5
HacTosILLeN CcTaTbW, NMPUOCTaHaBNMBAETCHA CO AHSA HaMpaBneHUs 3asBUTENIO 3anpoca YNoIHOMOYEHHOro deaepanbHoro
opraHa WCMONMHUTENbHOMW BRAAcTM A0 [OHS MOSMyYeHUss UM COOTBETCTBYIOLLEro OTBeTa W He YyuuTbiBaeTcs npwu
NCYUCNEHUN CPOKa NMOATBEPXKAEHMWS roCy4apCTBEHHON perncTpaummn nekapcTBeHHOro npenapara.

8. OcHoBaHMeM A OTKasa B NPOBEAEHWUN SKCNEepTM3bl OTHOLLEHUS OXWOAeMOMN Monb3bl K BO3MOXHOMY PUCKY
NpUMeHeHNs1 TeKapCTBEHHOro npenapata sBNseTcs MpeacTaBlneHMe [OOKYMEHTOB, coAepXalyx pesynbTarthl
MOHUTOpPUHIra 3dhpeKkTMBHOCTM U Ge30nacHOCTV fekapCTBEHHOro npenaparta, M (Mnu) B OTHOLIEHUM GUONOrNYECKMX
NeKapCTBEHHbIX MpenapaToB pes3ynbTaToB OCYLUECTBIIEHUS MEPOMNPUSTUIA B COOTBETCTBUM C TiaHOM YrpaBfieHus
pucKamu, YyTBEPXKOEHHbIM YMONHOMOYEHHbIM hedepanbHbiM OpraHOM WUCMOMHUTENBHOW BRAcTU NPU OCYLLECTBRNEHUN
rocyfapCTBEHHOW perucTpauuM NeKapCTBEHHOro npenaparta, B HenorHoM o6beme, OTCyTCTBME MHOopMauuu,
noaTBepkaawowein cakT ynnaTbl FOCYydapCTBEHHONW MOLMWHBLI 3a MOATBEPXKAEHWE rOCYdapCTBEHHOW perucrpaumm
nekapcTBEHHOro npenapaTa, NGO HenpeacTaBneHVe 3asiBUTENIEM B YCTAHOBIIEHHbIA CPOK OTBETA HA YKasaHHbI B
yacTM 6 HacTosLel cTaTbW 3anpoc YNONIHOMOYEHHOro deaeparnbHOro OpraHa WCMOSHUTENbHOW BRAcTW, a Takke
OTCYTCTBME B YKa3aHHbIX JOKYMEHTax MHopMaLun, KoTopasi OMMKHa ObITb B HUX OTpaXkeHa.

9. OKcnepTun3a OTHOLLIEHMS! OXUAAEMOW NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs NeKapCTBEHHOro npenaparta B
Lensix NoATBEePXXOEHUS rocyAapCTBEHHON perucTpaummn NekapcTBEHHOro npenaparta NpoBOAUTCA KOMUCCUEN SKCNepTOB
3KCMEPTHOTO YYPEXOEHUs B CPOK, He MPEBbILIAOWNIA Copoka pabounx gHeNn.

10. B cny4ae HeOoCTaTOMHOCTM MpPEACTaBMEeHHbIX 3KCMepTy MaTepuanoB ONA Jayvu 3akyeHus 3KenepT
obpallaeTcss K PyKOBOAWUTENIO IKCNEPTHOrO YuYpexaeHus O MpeaocTaBneHMn emy HeoOXOAMMbIX MaTepuarnos.
PykoBoguTenb 9KCNepTHOro yupexaeHuss obpalwaeTtcs C COOTBETCTBYHLWIMM 3arMpocoM B YNOSIHOMOYEHHbIN
denepanbHbIi OpraH WCMONHWTENbHON BMAacTW, BblAaBWWMIA 3adaHMe Ha MpoBedeHMEe 9KCMepTusbl OTHOLLEHMS
OXMAaemMon Monb3bl K BO3MOXHOMY PUCKY MNPMMEHEHUs NeKapCTBEHHOro npenapaTa Ha OCHOBaHWW [OOKyMEHTa,
cofepallero pesynbTaTbl MOHUTOPUHIra 3deKTUBHOCTU N 6e30nNacHOCTM nekapCcTBEHHOro npenapata. B TteyeHune
NsaTK pabounx AHEN Co OHA NOCTYMMEHUs 3anpoca PyKOBOAUTENS SKCMNEPTHOMO YUYPEXAEHWUS yKa3aHHbIN deaepanbHbIv
OopraH WCMOMNHWUTENbHOM BMAcTW HanpasnseT 3asBUTENO 3anpoc O MNpeacTaBleHun HeobxoauMbiX MaTepuarnos,
KOTOpbIA MOXeT ObiTb NepefaH YNONMHOMOYEHHOMY MpeAcTaBUTENO 3asBUTENS JIMYHO MOA pacnuvcKy, HampasneH Mo
noYyTe 3aKasHblM NMMCbMOM WNW NepefaH B 3NEKTPOHHON hopme No TenekoMMYHMKALMOHHBIM KaHanam cBasu. B cnyyae
HanpaefeHns 3anpoca YMOMHOMOYEHHOro defeparnbHOro OpraHa WCMOMHMTENbHOW BriacTM MO Mo4YTe 3akasHbiM
NMMCbMOM OH CYMTAETCS MOMYYEHHbIM MO UCTEYEHWM LIECTM OHEW C AaTbl HanpaBneHWs 3aKa3Horo NUcbMa.

11. 3asButene o06s3aH npeacTaBuTb OTBET HA 3anpoc  YMNOMHOMOYEHHOro dhefepanbHOro opraHa
WCMNOMHWTENBHOW BNacTM B CPOK, HE MpPEBbILLAWNA WecTuagecaTM pabounx OHEN CO AHA MOSyYeHMs yKa3aHHOro
3anpoca. YmnorHOMOYEHHbIN hedeparnbHbli OpraH MCMNOMHUTENbHOM BNAacTW, BblAABLUMK 3aJaHWe Ha npoBedeHue
9KCNepTn3bl OTHOLLEHUA o>+<|/|p,aeM017| Nnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA IneKapCTBEHHOro npenaparta Ha
OCHOBaHMWM OOKYMEeHTa, copepxXallero pe3yrnbTtaTbl MOHUTOPUHIA S(bQ)GKTI/IBHOCTVI n 6esonacHocTn J1eKapCTBEHHOro
npenapata, B TedeHue NsaTn pabounmx OHEW CO OHSI MOCTYMNSeHMs OT 3asBUTENS OTBETa Ha 3anpoc YMNOSIHOMOYEHHOrO
defepanbHOro opraHa WCMONHUTENbHOW BMacTWM HanpaerisieT 3TOT OTBET B 3KCMEpPTHOe yupexaeHune. B cnydae
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06 obpalleHn nekapCTBeHHbIX CPeACTB

HenpeacTaBneHNss MO WUCTEYEHUMM LecTUdecsatTn paboumx [HeW 3asBuTenemM OTBeTa Ha YyKa3aHHbIM  3anpoc
YNOSTHOMOYEHHbIN (hbefepanbHbI OpraH UCMNOMHUTENBHOW BNAacTW, BblAaBLUMKA 3aJaHuMe Ha npoBefeHue 3KCnepTu3bl
OTHOLLEHUST OXMOAEMOMW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapata Ha OCHOBaHWUM
OOKYMeHTa, copepallero pesynbTaTbl MOHUTOPUHIa 3dhPEeKTUBHOCTM 1 Be30MacHOCTU NeKapCTBEHHOrO Npenapara, B
TeyeHue nATM pabounx OHel HanpaBnsieT B KCMEPTHOE YYpeXAeHUe yBeOOMIIEHNE O HENPEACTaBEHNM 3asiBUTENEM
oTBeTa Ha 3anpoc ykKasaHHOro opraHa. Bpemsa co [HA HanpaBneHus 3anpoca SKCMEPTHOro Yy4ypexaeHus B
YNONMHOMOYEHHbIN dhefepanbHbli opraH WCMOSTHUTENbLHOW BNacTu OO0 OHA MONyYeHUSA 3KCMNEepPTHbIM yypexaeHnem
OTBETa Ha 3anpoc U1 yBedoOMSIEHUS O HEMPEACTaBMEHMM OTBETa Ha 3anpoc He YYUTbIBAeTCA MpU UCHUCIIEHUN CpokKa
NPoOBEAEHNS IKCMEPTU3bl OTHOLLUEHUS OXMAAEMOW MOMb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUS] NEKapCTBEHHOro
npenapata Ha OCHOBaHMW [OKYMEHTA, copepXallero pesynbTaTbl MOHMUTOpMHra 3dPeKTMBHOCTM M Ge3onacHoCTU
nekapcTBeHHOro npenapara.

12. B cpok, He npeBbIaWmMin AecsaTN paboyunx AHEN CO AHS MONyYeHUs 3aKrnoYeHNss KOMUCCUM 3KCNEPTOB MO
pesynbTatamM 3KCNEepTU3bl OTHOLUEHUS OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWUS NeKapCTBEHHOro
npenapara, COOTBETCTBYIOLLMIA YNONMHOMOYEHHbIV chefieparbHblii OpraH UCMONHUTENbHOW BNacTy:

1) ocyliecTBRSeT OLEHKY 3TOro 3aKMioyYeHus AN OnpeaenieHus ero COOTBETCTBUS 3a4aHui0 Ha npoBeaeHue
yKasaHHOW 3KcnepTu3bl;

2) NMPUHNMAET peLlleHne o0 noaTBepXXaeHnn rocyp,apCTBeHHoM perncTtpaunmn nekapCTtBeHHOro npenapara uim 06
OTKa3e B noarBepxaeHum FOCYﬂapCTBEHHOVI perncrTpauunmn riekapCTtBeHHOro npenapara,

3) BHOCUT MpW MPUHSATAM pEeLIeHNs O MOATBEPXKAEHUN TOCYAAPCTBEHHOW perucTpauum NnekapCTBEHHOro
npenaparta CBeAeHWS B rOCY4AapCTBEHHbIN peecTp rekapCTBEeHHbIX CPeACTB WM BbiaaeT 3assButento GeccpouvHoe
perncTpaumnoHHoe yAOCTOBEPEHNE NIEKAPCTBEHHOIO Npenapara.

13. OcHoBaHMeM f[nsi OTkasa B MOATBEPXKAEHUW rOCYAapCTBEHHOW perncTpauum nekapcTBEHHOro npenapara
SIBNSETCS 3aKkNioYeHne COOTBETCTBYIOLLErO YNONHOMOYEHHOrO doeeparnbHOro opraHa UCNONHUTENbHOW BNactTu O TOM,
4YTO PUCK NPUYMHEHUS Bpeda 300POBbH YerioBeka WM XKMBOTHOFO BCrEeACTBME Npuema NekapCTBEHHOro npenaparta
npesbillaeT 3PdEKTUBHOCTb Ero NPUMEHEHMS.

(B pea. PenepanbHoro 3akoHa oT 04.06.2018 N 140-93)

14. B nepuop nposefeHus npouenypbl MOATBEPXKOEHWUS TOCYAapCTBEHHOW perncrpauum nekapcTBEHHOro
npenapata ero obpatleHve B Poccuiickon Pegepaumm He npuocTaHaBnmMBaeTcs.

15. JonyckaeTca obpalleHne nekapcTBEHHbIX NpenapaToB ANst MEAULMHCKOTO NPUMEHEHNS OO UCTEYEHNS Cpoka
roAHOCTU, NMPOU3BEAEHHbIX B TEYEHUE CTa BOCbMUOECATM KaneHAapHbIX AHEN nocrne aaTbl NPUHATUS YNIONHOMOYEHHbIM
denepanbHbIM OpraHoM WCMOMHUTENBHOW BRACTU PELIeHUs O MOATBEPXKAEHUU FOCY[apCTBEHHOW perucTpauuu, B
COOTBETCTBUW C MH(pOPMaLMEN, cCoaepXKaLLencs B JOKYMEHTAxX PErMCTPALIMOHHOIO JOCLE Ha NEeKkapCTBEHHbIV npenapaT
[0 AaTbl MPUHATASA TAKOrO peLUeHus!.

Ctatba 30. BHeceHuMe W3MeHEHWA B [OOKYMEHTbl, CoAepawuecsi B PEerMcTpauMoHHOM [Aocbe Ha
3aperncTpupoBaHHbLIN NleKapCTBEHHbIN NpenapaT Ans MeAULUHCKOro NpuMeHeHus

1. B uenax BHeceHUs WU3MEHEHWA B [OOKYMEHTbl, cofepXxalimecd B pPerucTtpaLMoHHOM [0Cbe Ha
3apEerMcTpUpPOBaHHbIA  NEKAPCTBEHHbIV MNpenapaTt ans MeAMLMHCKOro MpUMEHeEHUsl, OepXaTenb WM Bhageney,
pervcTpaumoHHOro YAOCTOBEPEHNST NIEKAPCTBEHHOIO Npenaparta unm ynosiHOMOYEHHOE UM OpYroe opuanyeckoe nuuo
(oanee B HacTosiLen cTaTbe - 3asdBUTENb) NPeacTaBnseT B YNOSIHOMOYEHHbIM doefeparnbHbli OpraH UCMOJNTHUTENBHOM
BNacTu 3asiBNlEHNE O BHECEHWM TaKUX WM3MEHEHMN MO HOopMe, YCTAHOBMIEHHOM YMONTHOMOYEHHbLIM dedepanbHbIM
OpraHoM UCMOMHUTENBbHOW BRacTu, U NpunaraemMble K HEMY U3MEHEHUSI B YKa3aHHbIE JOKYMEHTbI, @ TakKe OOKYMEHTbI,
NoATBeEPXAALWNE HEOOXOANMOCTb BHECEHMUS TaKUX N3MEHEHUIA.

(B peqn. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N _140-3)

1.1. Tlpn HeobXoOMMOCTM BHECEHUSI B [OOKYMEHTbl, COAEpXaluecss B PErucTpauuoHHOM [JOCbe Ha
3aperncTpupoBaHHbIN NEKapCTBEHHbIM NpenapaTt Ans MeANLMHCKOro NPUMEHEHUs), UIBMEHEHUI, yKa3aHHbIX B MyHKTe 3
4YacTu 2 HacTosilen cTaTbu M TPebyLWMX NPoBeAEeHMsT SKCMEPTU3bl KavecTBa NeKapCTBEHHbIX CPEACTB, 3asiBUTENb
OOMONHUTENBHO NPEACTaBNSAET B YNOTHOMOYEHHbIN befeparnbHbiil OpraH UCMOMHUTENBHOW BNACTW KOMUIO JIMLEH3UN Ha
NPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM KOMUIO 3aKMOYeHUs O COOTBETCTBMM MPOU3BOAUTENS NEKApPCTBEHHbIX
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

cpeactB  TpeboBaHMAM OpaBuIl  Hagnexallen nNpOM3BOACTBEHHOW MNPaKTMKKW, BblAAHHbLIX  YMOSTHOMOYEHHbIM
degeparnbHbIM OpraHoM UCMOMHUTENBHOW BIlaCTU B OTHOLLEHWUM U3MEHEHHOW U (MNn) 4ONOMHEHHON NPOVU3BOACTBEHHON
nnoLwaakM nekapCTBEHHOro npenapaTa, B crny4vae, ecrniv NponM3BOACTBO NIEKapCTBEHHOMO nNpenapaTa OCYLLEeCTBSETCS B
Poccuiickon ®egepauun, nmbo KOnNuio BbiAAHHOW YNOMHOMOYEHHLIM OPraHOM CTpaHbl MPOU3BOAUTENS JIMLEH3UN Ha
Npon3BOACTBO NEeKapCTBEHHOrO npenaparta n ee NepeBos Ha PYCCKUM SA3bIK, 3aBEPEHHbIE B YCTAaHOBMNEHHOM Oopsake, a
TaKke KOMUIO 3aKIYEHUss O COOTBETCTBUM MPOU3BOAUTENS] JIEKAPCTBEHHbIX CPeacTB TpeboBaHWSAM MpaBun
Hagnexawen nNpous3BOACTBEHHOM MPaKTUKW, BbIOAHHOIMO YNOAHOMOYEHHbIM heaepanbHbiM OpraHoM MUCMOSTHUTENBHOM
BNacTU B OTHOLUEHUN U3MEHEHHOW W (MNnN) AOMOSTHEHHOW NPOM3BOACTBEHHOW MIOLWaZKN NekapCTBEHHOIO npenapara,
UM KOMMKO  PEeLLEHUs  YNONTHOMOYEHHOro defepanbHOro opraHa MCMOMHUTENbHOM BRactTM O NpPOBeAEeHMM
WHCNEKTMPOBAHWS NPOU3BOANTENS NEKapPCTBEHHbIX CPEACTB B Criyyae, ecriv Npou3BOACTBO NEeKapCTBEHHOro npenapara
ocyllecTBnsieTcs 3a npegenamun Poccuiickon ®epepauuu.

(yacte 1.1 BBegeHa depepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

1.2. Tpn HeobXxoaMMOCTM BHECEHUS B [OOKYMEHTbl, COAepXaluecs B PEerucTpauuoHHOM [OOCbe Ha
3aperMcTpUpPOBaHHbIA NEKAPCTBEHHbIV NpenapaTt AMs MeaUUMHCKOrO NPUMEHEHNS, UBMEHEHWI, YKa3aHHbIX B MyHKTe 4
4YacTu 2 HacTosilen cTaTbu M TPebyLWmMX NPoBeAeHUs SKCMepTU3bl KavecTBa JEKapCTBEHHbIX CPEACTB, 3asiBUTEIb
OOMOSNTHUTENbBHO NPEACTaBNAET B YNOTHOMOYEHHbIN befeparnbHbi OpraH UCMOMHUTENbHOW BNACTW KOMWIO JIMLEH3UN Ha
NPON3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM KOMUIO 3aKMOYeHUs O COOTBETCTBMM MPOU3BOAUTENS NEKapCTBEHHbIX
cpeacts  TpeboBaHMAM OpaBui  Hagnexawenh nPOM3BOACTBEHHOW NPaKTMKKW, BblAAHHbBIX  YMOSTHOMOYEHHbIM
denepanbHbiM OpraHOM MCMOMHUTENbHOW BNacTU B OTHOLUEHWM MPOM3BOACTBEHHOM MNNOLWAAKM NEeKapCTBEHHOrO
npenapaTa, B cnyyae, ecnv npou3BOACTBO NEeKapCTBEHHOro npenapara ocyllectensercs B Poccunckon denepavmum,
nmbo KOMWK  BbIO@HHOW  YMOMMHOMOYEHHBIM OpPraHoM CTpaHbl MPOU3BOAUTENS JULEH3NUM HA NPOU3BOACTBO
rniekapCTBEHHOro npenapara u ee NepeBo Ha PYCCKUN A3blK, 3aBEPEHHbIE B YCTAHOBMNEHHOM [OPSLKE, a TakkKe KOMuKo
3aK/IO4YEHMST O COOTBETCTBUM MPOM3BOAUTENS JEKAPCTBEHHbIX CPEACTB TpeOoBaHMAM npaBui  Hagnexallemn
NPON3BOACTBEHHOW MPaKTUKK, BbIAAHHOIO YMOSTHOMOYEHHbIM defeparnbHbiM OpraHoM WCMNOMHUTENbHOW BRactu B
OTHOLLEHMN MPOU3BOACTBEHHON NMOLAAKN JIEeKapCTBEHHOro npenaparta, WMAM KOMUIO peLleHust YNONHOMOYEHHOrO
denepanbHOro opraHa MCMNOMHUTENbHOW BNacTu O MPOBEAEHUN WUHCNEKTUPOBAHUS MPOM3BOAUTENS NEKapCTBEHHOro
cpencTea B cryvyae, ecnv Npov3BOACTBO JIEKAPCTBEHHOrO npernaparta ocyllecTBnsieTca 3a npegenamu Poccuiickon
denepaumm.

(vacTb 1.2 BBegeHa depepanbHbimM 3akoHoM oT 04.06.2018 N 140-93)

1.3. MNpuHATNE pelleHnst O BHECEHWM WU3MEHEHMN UM 00 OTka3e BO BHECEHWM WM3MEHEHWIA B OOKYMEHTHI,
cogepXalimecs B pPerMcTpaulMoHHOM A0Cbe Ha 3aperMcTpUpoBaHHbIA NeKapCTBEHHbIN npenapaT Ansg MeauUMHCKOro
NMPYMEHEHWS, B ClNy4Yae HeOoOXOAMMOCTM MNPOBEAEHMS IKCMEepPTU3bl KayecTBa J1EKAapCTBEHHbIX CPEACTB U (Mnu)
3KCMNEPTM3bl OTHOLLEHUS OXMOAEMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUsI FIEKApCTBEHHOro npenapara ans
MEAMLMHCKOro NMPUMEHEHUST OCYLLECTBNSETCA B CPOK, HE MPEBbILAKWNA AeBAHOCTa paboynx gHERn, a B oCTanbHbIX
cny4yasix B CPOK, He Mpesbllanowmi Tpuguatn pabounx gHem co AHS MPUHATUSA YNOMHOMOYEHHbIM doeaeparnbHbiM
OpraHoM UCMONHUTENbHON BNACTU 3asABMEHNA O BHECEHUMN TaKUX U3MEHEHUN.

(vacTb 1.3 BBegeHa depepanbHbiM 3akoHoM OT 04.06.2018 N 140-03)

2. JKkcnepTmsa NEKapCTBEHHbIX CPEACTB B 4aCTW 3KCNepTu3bl KadecTBa JEKAapCTBEHHOrO cpefctea v (Mnum)
3KCMNEPTM3bl OTHOLLUEHUSA OXMOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUsI NEKapCTBEHHOro npenaparta Aans
MEOWLMHCKOrO MpPUMEHEHMSI MNPOBOAMTCA B ClNyyYae BHECEHUS W3MEHEHUMN B [AOKYMEHThbl, codepxaluecs B
PErMcTpaumoHHOM J0Chbe Ha 3aperMcTpupoBaHHbIN NEKapCTBEHHbIN Npenapar, B OTHOLLEHWM:

1) cBegeHUn, ykaszaHHbIX B MHCTPYKLUMM MO MEAMLIMHCKOMY NPUMEHEHMIO NTEKapCTBEHHOrO npenaparTa:

a) nekapcTBeHHasi opma C yka3aHMeM HaMMEHOBAHUM U KONMYECTBEHHOIO COCTaBa AEWCTBYIOLLMX BELLECTB U
KayeCTBEHHOr0 CcocTaBa BCMOMoOratesnbHbIX BewecTB (Mpu  HeOoOXOAMMOCTU  KONMYECTBEHHOTO  COCTaBa
BCMOMOraTerbHbIX BELLECTB);

6) CbapMaKOLIMHaMMKa n (*)apMaKOKMHeTI/IKa (38 UCKIMKo4YeHnem CbapMaKOKI/IHeTI/IKI/I romeonaTn4yeckmnx
JIeKapCTBEHHbIX NpenapaTtoB U PACTUTENIbHbIX NNEKapCTBEHHbLIX npenapaTOB);

B) NOKa3aHus N5l NPUMEHEHNS;
r) NPOTUBOMOKa3aHWs AN NPUMEHEHNS;

4) Mepbl NPeA0CTOPOXHOCTU NPU NPUMEHEHUM;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

€) 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)

3. C 3asBneHneM O BHECEHMU WU3MEHEHWA B [OKYMEHTbI, CoAepXaliMecss B PpermctpaumMoHHOM [oCbe Ha
3aperucTpupoBaHHbLIN  NEKApPCTBEHHbIN npenapaTt Ans  MeOUUMHCKOTO MPUMEHeHUs, Hapsgy C  AOKyMEeHTamu,
yKasaHHbIMW B YacTu 1 HacToswen cTaTby, 3asBUTENb NPEACTaBNsAeT KOnMM AOKYMEHTOB, NoATBepXdalwmx ynnaTy
rocygapCcTBeHHOM [OWNWHLI 38 BHECEHWe B [OKYMEHTbl, cofepxalimecs B pPerncrpauuoHHOM [JOCbe Ha
3aperncTpMpoBaHHbIA  NEKapCTBEHHbIN npenapat  Anf  MeOUUMHCKOTO  MNPUMEHEHWs, WU3MEHEeHWn, TpebytoLmx
npoBeOeHUs 3KCNepTU3bl NeKapCTBEHHbIX CPeACTB B YacTV 3KCNepTU3bl KayecTBa feKapCTBEHHOro cpeacTsa u (unwu)
3KCNEepPTU3bl OTHOLLEHUSA OXMOAEeMOW NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWUs rnekapcTBEeHHOro rnpenaparta ans
MEOULMHCKOTO MPUMEHEHWs, TOCYdapCTBEHHOW [OWNWHbI 3a BHECeHWe B [OKYMEHTbl, coaepXaiwiumecs B
perucTpaumMoHHOM [JOCbe Ha 3apermcTpvpoBaHHbIM NEeKapCTBEHHbIN npenapaT ANnd MeAUMLUUHCKOro MpUMeHeHus,
n3MeHeHu, He TpebyloWKMX NpoBedeHUs 3IKCMepTu3bl NeKapCTBEHHOro cpeacTBa, NMBO BnNpaBe npeacTaBuTb MO
COBCTBEHHOW MHMUMaTVBE yKasaHHble AOKyMeHTbl. B cnyvae ux HenpeacTtaBneHus YNONHOMOYEHHbIN dheaepanbHbIii
opraH MCMONHUTENbHOW BnacTu nposBepseT dakT ynnaTel roCyAapCTBEHHbIX MOWINH 3asBUTENEM MOCPEACTBOM
ucnomnb3oBaHWs WHpopmauum 06 ynnaTe rocydapCTBEHHbIX MOWNWMH, coaepxallencs B [ocyaapcTBeHHOW
WH(OPMALMOHHONW CUCTEME O TOCYAapCTBEHHbIX W MyHMUMMNAnbHbIX MraTexax, Ha OCHOBaHUW MNpeAcTaBreHHbIX
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

3asiBATENEM KOMUIA JOKYMEHTOB, NOATBEPXKAAIOLMNX YNNaTy rocyaapCTBEHHON MOLLMNUHDI.
(vacTb 3 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. B Te4eHne gecaTu pa6oql/|x OHen co aHs NOCTynieHnA ykasaHHOro B 4actum 1 HacTosILEN CTaTbW 3asiBNEHNS 1
HeobxoaMMbIX OOKYMEHTOB yﬂOﬂHOMO'«-IeHHbIﬂ cbep,epaanblVl opraH MCMNONHUTENbHOW BRacTu:

1) NpoBOAUT MPOBEPKY MOMHOTbI U AOCTOBEPHOCTU CBEAEHWI, COOEPXALLMXCA B NMPeACTaBMNEHHbIX 3asiBUTENEM
mMaTepuanax;

2) NpuMHMMaeT pelleHne O MPOBEAEHUM YKasaHHbIX B YacTu 2 HaCTOSILLEN CTaTby COOTBETCTBYHOLLMX IKCNEPTU3
NeKkapcTBEHHOro cpeacTea Unn 06 oTkase B MX NPOBEAEHUM;

3) yBenomnsieT B 3NEKTPOHHOM WM NUCbMEHHOW (QopMe 3asiBUTENSI O MPUHATOM peELEeHUM WK B chnydae
NPUHATUA peLleHns 06 oTkase B NPOBEAEHUN COOTBETCTBYHOLLEN 3KCNEPTU3bI C YKA3aHWEM MPUYUH TAKOro oTkasa.
(B peqn. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

4.1. B cnyyae BbISIBNEHWST HEOOCTOBEPHOCTM CBEOEHWUN, CcoAepXallMxca B MpPeACTaBfeHHbIX 3asiBUTenem
MaTepuanax, yrnoJIHOMOYEHHbIV dhefdeparnbHbIi OpraH MCNOMHUTENBHOW BNacTW HanpaensieT 3asiBUTENO 3anpoc ob
YTOYHEHUWN YKa3aHHbIX CBedeHUn. [aHHbI 3anpoc MOXeT ObiTb nepefaH YMONTHOMOYEHHOMY MPEACTaBUTENHO
3a8BUTENS NIMYHO MO4 PacnMCKy, HanpaefeH Mo MoYvTe 3akasHbIM MMCbMOM WIWM NepedaH B 3NeKTPOoHHon dopme no
TENEeKOMMYHUKaLMOHHbIM KaHanaMm cBs3u. B cnyyae HanpaeneHus gaHHOro 3anpoca no noyvte 3akasHbiM NMMCbMOM OH
cuMTaeTcs NOMy4YEHHbIM MO UCTEYEHUN LLIECTM AHEN C AaThl HANPaBeHUsA 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 MpeBbiIalLLniA AeBAHOCTa pabounx OHeW Co OHS MOoNyyYeHus OaHHOro 3anpoca.
CpokK, ykasaHHbIi B 4acTu 4 HacTosiwew cTaTbu, NPUOCTaHaBNMBAETCA CO AHSA HanpaBneHus 3asBuTento 3anpoca
YMOSTHOMOYEHHOro hefiepansHoro opraHa UCNONHUTENBHOW BNAacTu A0 AHSA NOMYYeHUS UM OTBETa Ha AaHHbIN 3anpoc U
He YYUTbIBAETCS MPU UCHUCIIEHUN CPOKa NPUHATUS PELLEHNUS O BHECEHUN U3MEHEHWIA B AOKYMEHThI, coAepXalumnecs B
pervcTpaumoHHOM J0Cke Ha 3aperMcTpupoBaHHbIv NTEKapCTBEHHbIV Npenapart A58 MeAULMHCKOrO NPUMEHEHNS.

(vacTb 4.2 BBegeHa depeparnbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHueM AngA oOTKa3a B MNPOBEAEHUU YKa3aHHbIX B 4acTM 2 HaCTOsLLEen CTaTbM IKCNepTU3 sBrsieTcs
npeacTaBrneHMe [OKYMEHTOB, MEpeyYnUcrnieHHbIx B YacTax 1 u 3 HacTosilen cTtaTbW, B HEMNOMHOM OO0beMme,
HenpeAcTaBneHne 3asBUTENEM B YCTAHOBIIEHHbIV CPOK OTBETA Ha YKa3aHHbIA B YacTu 4.1 HacTosen cTaTby 3anpoc
YMNOSTHOMOYEHHOrO doefieparnbHOro opraHa MWCMOMHUTENbHOM BracTM, a Takke OTCYTCTBME B NpeacTaBlEHHbIX
OOKYMEHTax [OCTaTOYHbIX CBEAEHWN, MOATBEPXKOAMLIMX HEOOXOAMMOCTb BHECEHUS U3MEHEHWWA, WM OTCYTCTBUE
WHopmaLmn, NOATBepXAAKoLWeN akT ynnatbl rocy4apCTBEHHbIX MOLLUMMH, YKa3aHHbIX B YacTU 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 HacCTOsLLEN CTaTbM 3KCNEepTU3bl NPOBOAATCA B NOpsAKe, YCTAaHOBEHHOM cTaTben 23
HacToswwero ®egepanbHOro 3akoHa.

7. B CcpoK, He MpeBbIWAWMIA OeCATU paboumx OHEN CO AHSA MOSydeHUs 3aKMYEHUn KOMUCCUI SKCNepPTOB MO
pesynbTataM YyKa3aHHbIX B 4YacT¥ 2 HacTOsieW CTaTbM SKCNEepTu3, YMNOMHOMOYEHHbIN dedepanbHbIi  opraH
WCMNOMNHUTENbHOW BNacTu:

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

1) NpUHMMaeT pelleHNe O BHECEHUN U3MEHEHUA B LOKYMEHTbI, COAEpXallMecs B perncrpaumoHHOM JOCkbe Ha
3aperncTpupoBaHHbIV NIEKApPCTBEHHbIA NpenapaT Ans MeauLUHCKOro NpuMeHeHus, nnmn ob oTkase BO BHECEHUMN TaKMX
U3MEHEHUN;

2) BHOCUT B FocyﬂapCTBeHHblﬂ RPEECTP NeKapCTBeHHbIX cpeacTB Ha OCHOBaHUN pelleHna 0 BHeCeHUn N3MEHEHNI
B AOOKYMEHTbI, coepxawunecda B pernctpaumMoHHOM [OCbe Ha 38peFI/ICTpI/IpOBaHHbII7| ﬂeKapCTBeHHbIVI npenapar gnsd
MeaNLUMHCKOro npuMeHeHus, HeobxoaMMble U3MEHEHNS U BO3BpallaeT X 3aAaBUTETTIO;

3) BblgaeT 3asBUTEN0 HOBOE pPErucTpauMoHHOE YOOCTOBEPEHME FEeKapCTBEHHOro npenapata B chnydae
M3MEHEHNA CBEOEHWI, COOAEPXKALLUMNXCS B HEM.
(n. 3 BBegeH deneparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

8. OcHoBaHVeM Ans 0TKasa BO BHECEHUU U3MEHEHUI B JOKYMEHTbI, codepXalluecss B perucTpaLmoHHOM [0oCke
Ha 3aperncTpMpOBaHHbLIN NeKapCTBEeHHbLIN npenapart Ansa MeOULMHCKOrO MNPUMEHEHUs, ABMSeTCs 3akndeHue
yNOMHOMOYEHHOTO dbedeparnbHOro opraHa WCMOMHUTENLHOW BNacT O BO3MOXHOCTM CHWXEHUs Ge3onacHoCTH,
KayecTBa, 3PPEKTNBHOCTM NeKapCTBEHHOro CPeacTBa B CllyYae BHECEHUS TakuX U3MEHEHWIA.

9. [JonyckaeTcs obpalleHne nekapCcTBEHHbIX NpenapaToB AN MeAULIMHCKOro NpUMEHEHMs 40 UCTeYEHUs cpoka
roOHOCTM, MpOU3BEOEHHbIX B TeYeHMe CcTa BOCbMMAECATM AHel nocne pfaTbl MNPUHATUS  YNONHOMOYEHHbBIM
denepanbHbIM OPraHOM MCMOSHUTENBHOM BMNAacTu pelleHnss 0 BHECEHUM M3MEHEHUI B JOKYMEHTbI, CoAepXalumecs B
PErMcTpaLmMoHHOM [OCbe, B COOTBETCTBMM C MHGOPMAaLMEN, cogepXKallencs B AOKYMEHTax permcTpaumMoHHOro foche
Ha NekapCTBEHHbIN Npenapar A0 AaTbl NPUHATUS TaKoro peLLeHns.

(4acTb 9 B peq. PegepanbHoro gakoHna ot 22.12.2014 N 429-93)

Cratba 31. BHeceHMe W3MeHeHUA B [OKYMEHTbl, cofepXawMmecA B PerucrtpaumMoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NIeKapCTBEHHbIN NpenaparT ANA BeTePUHAPHOro NpMMeHeHus

1. B uenaAx BHeCeHWs W3MEHEHWA B [OKYMEHTbI, CcoAepxalimecs B pPerncrpauuoHHOM [OCbe Ha
3aperucTpupoBaHHbIA  NEeKapCTBEHHbIN MpenapaT ANA BeTepuvHapHOro MNpUMEHeHWs, OepXaTtens wnuv Briagenew
perucTpaumoHHOro yAOoCTOBEPEHUS NIeKapCTBEHHOIO npenapara unm yrnoriHoMOYeHHOe UM ApYyroe ropuanyeckoe nuuo
(banee B HacTosiLEen cTaTbe - 3asdABMTENb) NPEACTaBNseT B YNOIHOMOYEHHbIM doefeparnbHbli OpraH UCNOSTHUTENBHOM
BNacTu 3asiBlieHWe O BHECEHUM Takmx M3MEHeHMn no ¢opme, YCTAHOBIIEHHOM YMNOMHOMOYEHHbIM (heaepanbHbIM
OpraHoM WCMOSTHUTENbHOW BMacTu, U npunaraeMble K HeMy U3MEHEHUsI B YKa3aHHble JOKYMEHTbI, a Takke AOKYMEHThI,
noagTeepXaalwwme HeobXOAMMOCTb BHECEHWUS Takux W3MeHeHun. [pyu HeobXOAMMOCTM BHECEHWS WU3MEHEHWN B
OOKYMEHTbI, cofepxaluMecs B PEermcTpaumMoHHOM [OCbe Ha 3aperncTpupoBaHHbIN NeKapCTBEHHbLIM npenapaT Ans
BETEPUHaAPHOrO MPUMEHEHWs, B CryyYasX W3MEHeHWs W (Mnu) [OOMNOofiHEeHWS NPOM3BOACTBEHHOM  MIOLLaaKu
nekapCTBEHHOrO CpeACTBa, a Takke W3MEHeHuUs MokasaTenen KayecTBa JEeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOro NpUMEHeHus U (UnNn) MeTOAOB KOHTPOIS KavyecTBa NeKapCTBEHHOro npenaparta Afis BeTepuHapHOro
NPUMEHEHUs 3asiBUTENb OOMOSHUTENbHO NPeacTaBnseT B YNOMNHOMOYEHHbIM dhefeparnbHblii opraH UCNOMHUTENbHOWM
BNacTu crieaytowmne JOKYMEHThI:

1) KOnNUsi NULEH3MN Ha MPOW3BOACTBO JIEKAPCTBEHHBLIX CPEACTB, BbIAAHHOW MPOU3BOAMTEND JEKapCTBEHHOrO
npenapara Anst BEeTEpUHAPHOro NPUMEHEHNS, ANnsi POCCUINCKMX NPON3BOAMTENEN;

2) KOnMsa NULEH3NN Ha MPOU3BOACTBO JIEKAPCTBEHHbBIX CPEACTB, BblAaHHOW NPOM3BOAMTENO hapMaLeBTUYECKON
cybCcTaHuuK, BXoAsille B COCTaB JleKapCTBEHHOro npenapaTta Ofis BETEPMHAPHOrO MPUMEHEHUs!, OJ1s1 POCCUACKMX
npoussoguTenen;

3) KomuMa [OOKYMeHTa, BblAAHHOIO YMOSIHOMOYEHHLIM OpPraHOM CTpaHbl MPOM3BOAUTENS AONA  KaXaow
NPOM3BOACTBEHHOW MIIOLWAAKN FIEKApCTBEHHOIO Mnpenaparta Ans BETEPMHAPHOIro MPUMEHEHUA W MOLTBEPXKOAMOLLErO
COOTBETCTBME MPOU3BOAUTENS fEKapCTBEHHOIO npenaparta TpeboBaHWsM OpaBwuil Hagfexalwen npov3BOACTBEHHON
NPaKTUKW, N ero NepeBOd Ha PYCCKUN s3blK, 3aBEPEHHbIE B YCTAHOBMIEHHOM MOPSAKE, a TaKkKe KOMWUS 3aKMiyeHus o
COOTBETCTBMM NPOU3BOAUTENS IEKApCTBEHHbLIX CpeacTB TpeboBaHMAM npaBun Hagnexawen npou3BoOCTBEHHOM
NPaKTUKW, BbIAAHHOMO  YMOMHOMOYEHHbIM  deaepanbHblM — OpraHOM  UCMOMHUTENBHOW  BRAacTM AN KaXKAoM
NPOM3BOACTBEHHOW MITOLLAAKN NEKAPCTBEHHOIO npenapaTta Ansi BETEPMHAPHOIO NPpUMEHEHUs!, MO0 KONusi peLleHns o
NpOBEAEHUN UHCMEKTUPOBAHUS MPON3BOANTENS JIEKAPCTBEHHbBIX CPEACTB, NMPUHATOrO YNONHOMOYEHHbIM hefepanbHbIM
OpraHoM WCMOSTHUTENBHON BracTv AN KaXZOW MPOW3BOACTBEHHOM MIOLWAAKU JeKapCTBEHHOrO npenapaTta Aans
BETEPMHAPHOro NPpMMEHEHMUs1. YKa3aHHble JOKYMEHTbI MPEeACTaBNSTCS B Cnydae, eCriv Npon3BOACTBO JIEKAPCTBEHHOIrO
npenapaTa Ans BeTEPMHAPHOro NpUMEHEeHNa ocyLLecTBNAETCS 3a npegenamu Poccuiickon depgepaumum;

4) Konus [OKYMEHTa, BbIJAHHOMO YMOIHOMOYEHHBIM OPraHOM CTpaHbl Npou3BoauTens dapmaueBTUYECKON
cybcTaHuumn n nogTBEpXKOALWEro COOTBETCTBME Npom3BoanTens dapmaueBTnYeckon cybcTaHumm, BXxogswen B COCTaB
NEeKapCTBEHHOro  npenapata Ans  BETEPUHAPHOro  MNpuUMeEHeHusi,  TpeboBaHuAM  MNpaBun  Hagnexalen
NPON3BOACTBEHHOW NPaKTUKU, N €ro nepeBof Ha PYCCKUN 5A3bIK, 3aBEpPEHHble B YCTAaHOBIEHHOM Mopsake, B criy4yae,
€Crnv NpoM3BOACTBO (hapMaLleBTUYECKON CyOCTaHLMM OcyLLecTBNsieTcs 3a npegenammu Poccuiickon ®eaepaunn.

(vactb 1 B peq. ®enepansHoro zakoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae wuameHeHuss n (Unu) [OMOSHEHMS MPOWU3BOLACTBEHHOW MIOLWAAKM NEeKapCTBEHHONO CPeAcTBa
OOKYMEeHTbI, YKa3aHHble B 4acCTu 1 HaCTOHLIJ,eI7I CTaTtbu, NpeacTaBndarTCA 3adBuTesieM B OTHOLUEHUU N3MEHAEMON U
(vnn) pononHsemMon NPOWM3BOACTBEHHOW MIOLLa[KU NeKkapCTBEHHOro cpefcTBa. PelleHne O BHECEHUM U3MEHEHW B
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

[OKYMEHTbI, coepXallMecssi B PEermcTpauMoHHOM [OCbe Ha 3aperncTpuMpoBaHHbIN NeKapCTBEHHbIM npenapaT Ans
BETEPMHAPHOIro NPYMEHEHUs, UM o6 OTkase B MX BHECEHUWM MPUHUMAETCs B criydyae HeobGXxooumoCcTU MpoBeAeHUst
3KCMEepTU3bl NEKAPCTBEHHOIO CPeACTBa B CPOK, HE NPEBbILIAOLWNA AeBAHOCTA pabounx AHEN, a B OCTanbHbIX Criyyasix B
CPOK, He MnpeBblllalWmiA TpuaLatn pabounx OHEeW cOo OHS MPUHATUS YNONHOMOYEHHbIM hbepeparnbHbiM OpraHoMm
WCMOJTHUTENBHOW BNAcTU 3aABNEHUSA O BHECEHUU TaKUX U3MEHEHUIA.

(yacte 1.1 BBegeHa depepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

2. B cnyyae BHeECEHUS W3MEHEHWA B [OOKYMEHTbl, COAEepXaluecs B pPerncTtpauumoHHOM [0oCbe Ha
3aperncTpuMpoBaHHbIN  NEKapCTBEHHLIN nNpenapaTt Ansi BETEPUHAPHOro MNPUMEHEHUSI, B OTHOLLUEHUM CBEOEHUN,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "x" nyHkTa 7 yactn 3 ctatbu 17 HacToswwero ®enepanbLHOro 3akoHa,
NU3MEeHEeHUss 1 (UnNKu) JOMOSMHEHUS MNPOU3BOACTBEHHOW MMOLWAAKM NEeKapCTBEHHOIO CPEeACTBa, a Takke B cryyae
N3MEHEeHNs1 nokasaTesfiel KayecTBa JleKapCTBEHHOrO npenapaTta Ansi BETePUHAPHOro NMpuUMeHeHusa u (Mnn) mMeToaoB
KOHTPOMNsS KayecTBa JIEKApCTBEHHOro npenapata ANns BEeTEPMHApPHOro MNPUMEHEHWsT MNPOBOAMTCS 3KCnepTm3a
NeKapCTBEHHOrO CpeacTBa AN BETEPUHAPHOro NpuMeHeHus. B cnydae Heo6Xx0AMMOCTN BHECEHUSA MHBIX N3MEHEHWI B
OOKYMEHTbI, coaepxalimecs B perncTpaumoHHOM [OCbe Ha 3aperncTpupoBaHHbIA NeKapCTBEHHbLIN npenapaTt Ans
BETEPMHAPHOro NPUMEHEHUS], 3KCNepPTM3a NIeKapCTBEHHOIO cpeacTBa Af1sl BETEPUHAPHOro NPUMEHEHNs He NPOBOAMUTCS.
(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. C 3asgBneHMeM O BHECEHMM MW3MEHEHUN B [OKYMEHTbI, COAepXaljuecss B PerncrpaumoHHOM [0Cbe Ha
3aperucTpupoBaHHbIN  NEKapCTBEHHbIM MNpenapaT Ans BEeTEepPUHApPHOro MpUMEHEHUs, Hapsiay C  OOKyMeHTamuy,
yKa3aHHbIMM B YacTh 1 HacTosLwen ctaTby, NPEACTaBNATCA AOKYMEHThI, NOATBEPXAAOLWMe ynnaTy rocygapCTBEHHOM
MOWMHbI 33 BHECEHME B [OKYMEHTbl, COAEpXallMecs B PEerucTpaumMoHHOM [OCbe€ Ha 3apervcTpupoBaHHbIV
nekapCTBEHHbIV npenapaTt A BETEPUHApPHOr0 MPUMEHEHMUS, M3MEHEHUNn, TpebylLwmnx MNpOoBEAEHUs 3IKCNepTusbl
NeKapCTBEHHOro cpeacTea A1 BETEPUHAPHOrO NMPUMEHEHUS, NN U3MEHEHUIA, HE TPEBYIOLLMX NPOBEAEHNS SKCNEPTMU3bI
nekapCcTBEHHOro CpeacTBa Ang BeTePUHApPHOro NpUMeEHeHMs.

(B pea. PenepanbHoro zakoHa ot 22.10.2014 N 313-93)

4. B CpoK, He MpeBblLAKWNA ecATU pabounx OHEen Co OHSA MOCTYMSIEHWsT YKa3aHHOro B Yactu 1 HacToswen
CTaTbW 3adBNeHnda n H606X0,D,I/IMI:IX OOKYMEHTOB, yI'IOJ'IHOMO'-IeHHbII7I Q)e,qepaanbn?l opraH MCNONHUTENbHON BNacTu:

1) npoBoAUT NPOBEPKY MOJIHOTbI U OOCTOBEPHOCTU cBeaeHun, coaepXxalwunxca B npeacrtaBlieHHbIX 3adaBUTenem
LOOKYyMEeHTaXx;

2) NnpuHMMaET peLleHne O NpoBeAEHUN 3KCNEPTU3bl NTIEKAPCTBEHHOIO CPeACTBa ANsl BETEPUHAPHOIO NPUMEHEHUS
unu o6 oTkase B ee NpPoBeAeHNM;

3) yBegomnisieT B NUCbMEHHOW (hopMe 3asiBUTENst O MPUHSITOM PELUEeHUM MNK B Crlyvae NMPUHATUSA pelleHns ob
oTkase B NPOBeOEeHUN SKCMepTU3bl NEKapCTBEHHOIO CPeAcTBa ANA BETEPUHAPHOIO NMPUMEHEHUS C yKa3aHWeM MpUYmH
TaKoro oTkasa.

4.1. B cnyvae BbISIBIEHWS HEOOCTOBEPHOCTU W (MNM) HEOOCTaTOMHOCTU CBEAEHWA, COAepKalumMxcs B
npeAcTaBrneHHbIX 3asiBUTENEM [OOKYMEHTax, YMNONHOMOYEHHbI dedeparnbHbli  opraH MWCMNOMHUTENbHOW BRacTy
HanpaBnseT 3asBUTEeNto 3anpoc 06 YyTOYHEHMM YKasaHHbIX cBeaeHu. 3anpoc MoxeT ObiTb nepeaaH YNnosIHOMOYEHHOMY
npeacrtaBuTenio 3adaBuTena noa pacnucky, HanpaeflieH Mo no4vte 3akas3HbiM NMMCbMOM UK nepefaH B SJ'IeKTpOHHOVI
dopMe No TenekoOMMYHUKAUUOHHbIM KaHanam cBsidan. B cnydae HanpaBneHust 3anpoca 06 YTOYHEHWM YKa3aHHbIX
CBEAEHWIA NO NoYTe 3aKas3HbIM MUCbMOM OH CYMTaETCsl MONYYEHHbIM MO UCTEYEHUN LIECTU AHEW C AaTbl HaMpaBneHus
3aKkasHoro nucbma.

(vacTb 4.1 BBegeHa depepanbHbimM 3akoHoM oT 04.06.2018 N 140-93)

4.2. 3asBuTEnb 00513aH npeacTaBuTb OTBET Ha 3anpoc  YMONTHOMOYEHHOro diedepanbHoOro opraHa
WCMNOSHMTENBHOW BacTu B CPOK, HE MPEeBbIIAKLLNA AeBAHOCTA pabounx OHEW CO OHS MOSydeHMs JaHHOro 3anpoca.
Cpoku, ykasaHHble B YacTu 1.1 HacToslLLen cTaTbM, NPUOCTAHABMBAKOTCA CO AHSA HaMpaBMneHUsa 3asBMTENI0 3anpoca
YMNOSTHOMOYEHHOTO hedeparnbHOro opraHa UCMOSTHUTENBHOW BIACTM A0 OHSA NMOJNyYeHWs1 OTBETa Ha JaHHbIA 3anpoc U He
YUMTBIBAKOTCS MPU UCYUCIIEHUN CPOKA MPUHATUSA PELUEHNS O BHECEHUN U3MEHEHWUA B OOKYMEHTbI, COAepXaliuecs B
perncTpaumoHHOM A0Cbe Ha 3aperncTpMpOBaHHbIA NEKapCTBEHHbIN NpenapaTt A8 BETEPUHAPHOro NPUMEHEHNS.

(vacTb 4.2 BBegeHa depepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

5. OcHoBaHMeM [Anfsi OTkasa B MNPOBEdEHWM 3KCMepTU3bl JIEKAPCTBEHHOrO CpeacTBa Ans BeTepuHapHOro
NpUMEHeHUs1 ABNAEeTCA NpPeacTaBMneHue OOKYMEHTOB, yKasaHHbIX B YacTax 1 u 3 HacTosiein cTaTbW, B HEMOMHOM
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

obbeme unu oTCyTCTBME B MPEACTaBMNEHHbIX AOKYMEHTax OOCTaTOuHbIX CBEAEHWUW, MOATBEPXAALMNX HEOBX0ANMOCTb
BHECEHWS1 U3MeHeHuI, NMMbo HenpeacTaBrneHne 3asBUTENEM B YCTAHOBMNEHHbIV CPOK OTBETA Ha yka3aHHbIM B YacTu 4.1
HacTosLLEen cTaTbk 3anpoc YNOTHOMOYEHHOro hefepanbHOro opraHa UCMONHUTENbHOW BNACTU.

(B pea. PegepanbHoro gakoHa oT 04.06.2018 N 140-93)

6. OkcnepTusa NekapCTBEHHOro CpecTBa A1t BETEPUMHAPHOr0 MPUMEHEHUS B LeNnsX BHECEHUS U3MEHEHUIA B
JOKYMEHTbI, cofepKaliMecsi B PErucTpauMoHHOM [OCbe Ha 3aperncTpypOBaHHbIA NEKapCTBEHHbIM npenapaT ans
BETEPMHAPHOrO MPUMEHEHUS, OCYLLECTBNSETCS B NOpsiAKe, YCTAHOBINEHHOM cTaTbel 24 HacTosiwero depepansHoro
3aKoHa.

6.1. B cpok, He npeBbIWAWMIA NATU pabounx OHEN CO OHS MOJTyYEeHUs 3aKIHOYEeHMS] KOMUCCUMM SKCMEepPTOB MO
pesynbTataMm YyKa3aHHOW B 4YacTu 2 HacToslen cTaTbM IKCNepTusbl, YMNONMHOMOYEHHbLIN defepanbHbi opraH
NCNOMHUTENBHOW BNnacTu:

1) NpUHMMaeT pelleHne O BHECEHUN U3MEHEHUA B LOKYMEHTbI, COAepXKallMecs B perncrpauumoHHOM JOCbe Ha
3aperncTpupoBaHHbIV NIeKapCTBEHHbIN Npenapar A5t BETEPUHAPHOro NPUMEHEHUs, UnNn 00 OTKase BO BHECEHUM TaKMX
N3MEHEHUN;

2) BHOCUT B roCyapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB Ha OCHOBaHWUM pPELLEHUS O BHECEHUU U3MEHEHMWN
B AOKYMEHTbl, cogepxalimecss B permcTpauMoHHOM [OCbe Ha 3apermcTpupoBaHHbIA fleKapCTBEHHbIM npenapaTt Ans
BETEPUHapPHOro NPMMEeHeHNs, Heo6Xo0AMMbIEe N3MEHEHNS 1 BO3BpAaLLAEeT 3TN AOKYMEHTbI 3asBUTENIO.
(4acTb 6.1 BBegeHa PepepanbHbiM 3akoHoM oT 22.10.2014 N 313-93)

6.2. B cnyyae BHeceHWs W3MEHEHVWW B [OOKYMEHTbl, CcoAepXallMecss B perncrpauMoHHOM [OCbe Ha
3aperncTpypoBaHHbIN NeKapCTBEHHbIN NpenapaT Ans BETEPUHAPHOTO NPUMEHEHWS, B YacTu, KacaloLencs N3sMeHeHns v
(M) pononHeHns NPOM3BOACTBEHHOW MNIOLWAAKM NEKapCTBEHHOro npenapara, npu npeacTaBneHun 3assuTenem B
COOTBETCTBMM C MYHKTOM 3 4acTu 1 HacTosieWn CTaTbWM KOMWW peLleHus YynoriHOMOYEHHOro dpedepanbHOro opraHa
NCMNOMHUTENBHOW BRiacT! O NPOBEAEHWUN UHCMEKTUPOBaHUSA NPOMU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB CPOK, YKa3aHHbIN B
Yactn 6.1 HacTodWwen cTaTby, NPUOCTAHABNUBAETCA CO AHSA MNOMYyYEHUS 3aKNOYEeHWs KOMUCCUMU 3KCNepToB A0 AHS
NPUHATUA YNOMHOMOYEHHbIM befeparnibHbiM OpraHoM WCMOMHUTENbLHOW BRacTu pelleHus O Bbigade unun ob oTkase B
BblJaye 3aKNioyeHus O COOTBETCTBUM MPOU3BOAMTENS feKapCTBEHHbIX cpeAcTB TpeboBaHMAM NpaBun Hagnexallen
NPON3BOACTBEHHON MPAKTUKW, HO He Bonee Yem Ha CTO BOCeMbAecAT paboumx gHeN.

(4acTb 6.2 BBegeHa PepepanbHbiM 3akoHoMm oT 04.06.2018 N 140-93)

7. OcHOBaHVMEM NS OTKa3a BO BHECEHWMU WU3MEHEHWIA B JOKYMEHTbI, cogepXalmnecs B perncTpaumMoHHOM OOCbe
Ha 3aperMcTpupoBaHHbIV NIEKAPCTBEHHbIA MpenapaTt Afs BETEPUHAPHOTO MPUMEHEHWs!, B Cry4yasax, He Tpebyrowmx
NpoBeAEHNS SKCNEepTN3bl NEKAapPCTBEHHOIO CPEeACTBa, ABNAETCH NpeacTaBleHne JOKYMEHTOB, YKa3aHHbIX B Yactax 1 1 3
HacToslLLen cTaTbW, B HEMONIHOM OObeMe WM OTCYTCTBME B NPEeACTaBMEHHbIX OOKYMEHTax CBEAEHUA, KOTopble
OOIMKHbI ObiTb B HUX OTpPaXeHbl, MMbo HenpeacTaBneHne 3asBUTENEM B YCTAHOBIMEHHLIN CPOK OTBETA Ha yKa3aHHbIA B
yacTu 4.1 HacTosLEeN cTaTbM 3anpoc yNonHOMOYEHHOro heepanbHOro opraHa UCNONHUTENBHON BNacTuU.
(vacTb 7 B peq. ®enepansHoro zakoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHVeM Ansi 0TKasa BO BHECEHMMW U3MEHEHWUI B AOKYMEHTLI, coaepXalluecs B permcTpaumoHHOM 4OCbe
Ha 3aperucTpupoBaHHbIA JeKapCTBEHHbIA MpenapaT Ans BeTepuHapHOro MNpUMEHEHMsl, B chny4vasXx, Tpebyrowwmx
NpOBEAEHUS SKCNEPTMU3bl JIEKAPCTBEHHOIO CPEACTBA, SBMAETCH 3aKMoYeHUe YNorHOMOYEHHOro hefeparnbHOro opraHa
WCMOMHUTENBHON BNacTM O BO3MOXHOCTU CHWXKEHUS1 ©Ge30nacHOCTW, KadecTBa, 3dP(EeKTUBHOCTM NeKapCTBEHHOro
npenaparta BCNeACTBME BHECEHWUS U3MEHEHUIN B YyKa3aHHble OOKYMEHTbl, OTKa3 YMNOSIHOMOYEHHOro deaepanbHoro
opraHa MCMONHUTENbHOW BRacTy B Bblgaye 3aKrouYeHMsi O COOTBETCTBMM MPOU3BOAUTENS NEKAPCTBEHHbIX CPeacTs
TpeboBaHWsIM MpaBu Hagnexawen nNpou3BOACTBEHHOW MPaKTUKM B Cryvyae W3MeHeHuss 1 (Mnv) [OoMnonHeHus
NPOM3BOACTBEHHOW MNOLWAAKM JeKapCTBEHHOrO npenapaTa, ecnv MPOWM3BOACTBO JlekapCTBEHHOro npenaparta ans
BETEPMHAPHOro NpUMEHeHMsT oOcyllecTBnsieTcs 3a npegenamu Poccuiickon depepaunn, unu OTCYTCTBUE 3TOrO
3aKITI0YEeHS.
(yactb 7.1 BBegeHa depepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

8. OonyckaeTcs obpalleHne nekapCTBEHHbIX NpenapaToB AN BETEPUHAPHOTO NPUMEHEHUS 40 NCTEYEHMS Cpoka
rOAHOCTM, MPOM3BEOEHHbIX B TeYeHMe CTa BOCbMUAECATM [HEeW nocne AaTbl MPUHATUSA  YNONTHOMOYEHHbIM
denepanbHbIM OpraHoM WCMONMHUTENBHON BRACTU PELLEHUs] O BHECEHUWN U3MEHEHWIA B LOKYMEHTLI, COAepXalluecs B
perncTpaumMoHHOM [OCbe Ha JleKapCTBEHHbIA MpenapaTt, B COOTBETCTBUM C MWHGOPMaLMERn, copepxalleics B
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

OOKYMEHTax perncTpaLmMoHHOro A0Chbe Ha NekapCTBEHHbIN NpenapaT A0 AaTbl MPUHATUS TaKOrO peLleHUsI.
(vacTb 8 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbsa 32. OTMeHa rocyfapCTBEHHOMN perucTpauum nekapcTBeHHOro npenapara

PeweHne 06 oOTMeHe TroCyQapCTBEHHOM PerncTpauuMu JekapcTBEHHOTO Mpenapata WM UCKITHYEHUM
NeKapcTBEHHOro npenapaTa U3 rocyapCTBEHHOrO PEECTpa NIEKapPCTBEHHbIX CPEACTB MPUHMMAETCS YNOTHOMOYEHHbIM
denepanbHbIM OpraHoOM UCTONHUTENBHONM BNacTu B cryyae:

1) npeacTaBneHUst COOTBETCTBYIOLIMM YMNOMHOMOYEHHBIM defeparnbHbIM OpPraHoM WCMONMHUTENBHOW BracTu
3aKIOYeHUs1 O pucke unuM o6 yrpose 300POBbLHO, XKMU3HM YerloBeka WIN KMBOTHOMO NMPU NMPUMEHEHUM NEeKapCTBEHHOIO
npenapara, NpeBbIaoLLmMX ero 3PEKTUBHOCTL, MO pe3ysibTaTaM OCYLLECTBISEMOro UM MOHUTOPMHra 6e30MacHOCTM
NekapcTBEHHOTO Npenapara;

2) nojauu gepxaTenem wnu BrnajenbLeEM PerucTpauMoHHOrO YAOCTOBEPEHNUS NEKapCTBEHHOrO npenapaTa unm
YMOMIHOMOYEHHBbIM WM OPYrMM  OPUAMYECKMM NULUOM 3asdBfieHus o6 OTMeHe rocy4apCTBEHHOW perucTpauum
nekapcTBEHHOro npenapara;

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

3) HenoaTBepPXXaAeHUA rocyp,apCTBeHHoVI perncTtpaunmn nekapcrtBeHHOro npenaparta no Ncte4eHnn cpoka AencTems
perncTpaumMoHHOro yaooCctoBepeHud, BbiIJaHHOIO Ha NATb JNeT;

4) HenpegcTaBneHns 3asBuTenem UHopMaunm, KotTopas MOXeT MoBneyb 3a cobon HeOBXOAMMOCTbL BHECEHWS
U3MEHEHUA B [OKYMEHTbI, CoAepXallMecs B PermcTpaumMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA NEeKapCTBEHHbIV
npenapar, B TedeHne Tpuauati pabounx gHen Co OHSt HACTYNMEHUst 3TUX U3MEHEHWN;

5) ocyuliecTBneHnss rocyaapCTBEHHOM perncTpauumn NekapCTBEHHOro npenapara nog TOproBbiM HaMMEHOBaHWEM
3aperncTpupoBaHHOro paHee NoA4 3TMM TOProBbiM HaMMEHOBaHMEM IeKapCTBEHHOro npenapara, oTnuvaroLlerocs
KayecCTBEHHbIM COCTaBOM JENCTBYIOLLNX BELLECTB;

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

6) ocylwiecTBneHNsa rocygapCTBEHHON perncTpaumm OgHOro U TOro e NIeKapCTBEHHOro rnpenapaTta B OTHOLLEHUN
OLHOrO M TOrO Xe AepXaTens unu Bnajenbla perncTpaunoHHOro yaoCTOBEPEHNA NeKapCTBEHHOIO npenapaTa B BUae
OBYX 1 bornee nekapCTBEHHLIX NpenapaToB Nog pasfnyHbIMU TOProBbIMM HAMMEHOBaHUSAMU;

(n. 6 B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7) BblHECEHVWS CYOOM pelleHWss O HapyweHun npaB npasoobnagatens OObLEKTOB WHTENMeKTyanbHOW
coBCTBEHHOCTM NpK ObpaLLeHnn NnekapCcTBEHHbIX CPeacTB;

8) oTcyTCcTBUS nekapcTBeHHOro npenapaTta B obpaweHun B Poccuiickon Pegepaumm B TeyeHue Tpex u Gonee
ner;
(n. 8 BBeaeH degepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

9) HeBbINONHEHUA [fepXaTenem unuM BnagenbuemM pPerncTpaumoHHOro YAOCTOBEPEHUS NeKapCTBEHHOro
npenaparta nMbo ynosIHOMOYEHHbIM VMW OPYrMM HOPUANYECKMM NULOM MEepONnpuATUIA No obecrneyeHnto 6e30nacHoCTM
neKapcTBEHHbIX NnpernaparTos, YCTaHOBIIEHHbIX YMOMTHOMOYEHHbIM dheaeparnbHblM OpraHoM WCMOMHUTENBHOW Bractu B
cooTBeTCTBMM C Yactamm 3 m 4 cratbm 64 Hactoswero ®PegepanbHOro 3akoHa, B pamKax OCyLIEeCTBNEHMS
hapmakoHaasopa;

(n. 9 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

10) oTkasa AepxaTensi MNW Bnagenbla PermcTpauMoHHOro YOOCTOBEPEHUST NleKapCTBEHHOrO npenaparta nvbo
YNOMTHOMOYEHHOIO UMW [PYroro pUOUYEecKOro fvua OT BHECEHUS W3MEHEHWUIA B MHCTPYKUMIO MO MPUMEHEHMIO
NekapCTBEHHOro npenapaTa, KacaloWMXCsl HOBbIX MOATBEPXKAEHHbLIX AaHHbIX O TOM, YTO PUCK MPUYMHEHMST Bpeaa
3[10POBbIO YEITI0BEKA MMM XKMBOTHOMO BCNEACTBNE NpMeMa fiekapCTBEHHOro npenapara npesbillaeT 3pdekTUBHOCTb €ro
NPUMEHeHs.

(n. 10 BBegeH depepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

CrtaTtbs 33. locyaapcTBEHHbIN peecTp NeKapCTBEHHbIX CPeacTB
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

1. TocynapcTBeHHbIN PEecTp NeKapCTBEHHbIX CPEeACTB COAEPXWUT MepeyeHb JeKapCTBEHHbIX MNpenapartos,
npollelnx rocyaapCTBEHHYH perucTpaumio, nepeyeHb dapmMaueBTUYeckMx cyOCcTaHUuii, BXOOSLWIMX B COCTaB
NeKkapCTBEHHbIX MPenapaTos, 1 crieayoLlyo NHopMaumio:

1) B OTHOLLUEHUN NeKapCTBEHHbIX NnpenapaToB:

a) HaMMeHOBaHWe NMeKapCTBEHHOro npenapara (MexayHapoAaHoe HenaTeHTOBaHHOe, WKW rPpynnUpPOBOYHOE, UMK
XUMUYECKOe N TOProBOE HaVMEHOBaHUS);
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

6) nekapcTBeHHass oopmMa C YyKkasaHuem [O3MPOBKM JIeKapCTBEHHOro npenapaTa W €ro KonuyecTea B
NoTPebUTEeNbCKON YNaKkoBKe;

B) HAMMeHOBaHWe AepXxaTens unu snagensua perncTpaunoHHOro yaoCToOBEePEHUs NeKapCTBEHHOro npenapara u
CBeEeHMS O perMcTpaumm gepxartens unuv Bragenbla permcTpaurMoHHOro yaoCTOBEPEHUS NTEKapCTBEHHOTO Npenapara
ONA  MeAWLUMHCKOro MNpPMMEHEHWS B KayecTBe HanoronnatenbliMka B CTpaHe perncrpauum (4ns pOCCUMCKMX
OPUONYECKMX NUL, - NAEHTUAUKALMOHHBIN HOoMep Hanoronnatenblmka (MHH), ons MHoCTpaHHbIX IOpUONYECKMX NN -
CTpaHa perucrpauumn, HaMeHOBaHWE PErMCTPUPYIOLLErO OpraHa, PermcTpaumoHHbIN HOMEP, Kog HanoronnaTenbLlmka B
CTpaHe perncrpauum (MHKoprnopauum) unm ero aHanor);

(nn. "B" B pea. ®enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

r) HavMeHOBaHWe W agpec npou3BOAMUTENS JIeKapCTBEHHOrO Mpenapata W CBeAeHVWs O perucTpauuu
npon3BoAMTENs NEKapCTBEHHOro npenapata Ans MeAUMUUHCKOro NPUMEHEHWs B KadecTBe Hanoronnatenbluvka B
CTpaHe perncrpauum (4ns POCCUNCKMX OPUOANYECKUX NUL - NAEeHTUMUKALUMOHHBIN HOMep Hanoronnartenswmka (MHH),
ONA  WHOCTPAHHLIX OPUAMYECKMX MWL - CTpaHa perucrpaumu, HavMeHOBaHWe perucTpupylowero opraHa,
perucTpaumoHHbIi HOMeP, KOA HanoronnaTenbLyka B CTpaHe perncrpaumm (MHKoprnopaumm) Unu ero aHanor);

(nn. "r" B pea. PepepanbHoro gakoHa ot 28.12.2017 N 425-93)

4) dbapmakoTepaneBTuyeckas rpynna, Kog fiekapCTBEHHOro npenapaTa no aHaToMo-TepaneBTUYECKO-XMMNYECKON
Knaccudukauum, pekoMeHgoBaHHON BcemunpHo opraHmsaunen 3gpaBooXpaHeHns:;
(nn. "g" B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

€) NoKasaHus U NPOTUBOMNOKa3aHUSA K NPUMEHEHUIO NNEKapCTBEHHOIO Npenapara;

) NOOO4YHbIE AENCTBUSA NIEKAPCTBEHHOIO Npenapara;

3) CPOK rOAHOCTM NIEKAPCTBEHHOrO Npenapara;

1) YCNOBUSI XpaHEHUS NIekapCTBEHHOIO Npenapara;

K) YCIOBUSi OTMycKa fekapCTBEHHOro npenapara;

ﬂ) HOMeEpP cbapmaKonePlHon CTaTb uUnn B Crniydyae ee OTCyTCTBUA HOMEp HOpMaTMBHOVI OOKyMeHTauumn nnbo
HOPMAaTMBHOIO OKYMEHTA;

M) [aTa rocygapCTBEHHOM perMcTpauuu fekapCTBEHHOro npenaparta U ero permcTpauuoHHbIn HOMep, AaTta
3aMeHbl PEerncTpauMoHHOro YAOCTOBEPEHMSA FeKapCTBEHHOro npenapata Ha ©OeccpoyHoe perncrpauuMoHHoe
YOOCTOBEPEHME JNEKAPCTBEHHOrO npenaparta, fdata nodadu 3asiBNeHust O MNOATBEPXOEHUM rocydapCTBEHHOW
perucTpaumm nekapCcTBEHHOrO Npenapara, Aata OTMEHbI roCy4apCTBEHHON perncTpaummn rnekapcTBEHHOro npenapara;
(B pea. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

H) KayeCTBEHHbI COCTAB W KOJNIMYECTBEHHbIA COCTaB [OEWCTBYIOLUMX BELLECTB W KAYeCTBEHHbIA COCTaB
BCMOMOraTenbHbIX BELLECTB NleKapCTBEHHOro Npenapara;
(nn. "H" BBeaeH PepneparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

0) nHdopMaLmsa 060 BCex paspeLleHHbIX Buaax BTOPUYHOM (NOTpebnTenbCKon) ynakoBKky;
(nn. "o" BBeaeH d®epnepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

M) gata NpUHSATUS PeLleHNst O BO3MOXHOCTM paccMaTpuBaTb JNEKapCTBEHHbIA MpenapaT Nnpu rocyaapCTBEHHON
perucTpaumm B kadectse opdaHHOro nekapcTBEHHOro npenapara;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

(nn. "n" BBeaeH deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

p) HamuuMe neKkapCTBEHHOro npenapaTta B NepeyvyHe >XUIHEHHO HEeOOXOAMMbIX U BaXHEWMLUMX NeKapCTBEHHbIX
npenapaTos;
(nn. "p" BBeaeH d®enepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

C) Hannuue B NeKapCTBEHHOM MpenapaTe HapKOTUYECKUX CPeacTB, NMCUXOTPOMHbLIX BELWECTB U MX MPEKYPCOPOB,
nognexawmx koHTponto B Poccuickon ®epepauum, B COOTBETCTBMM C 3akoHodaTenbcTBoM Poccurckon depepaumu,
MexayHapoaHeiMu  goroBopammn Poccunckon ®depepaumm, B TOM uucne EAWHOM KOHBEHLMEN O HapKOTUYECKUX
cpeactBax 1961 roga n KoHBeEHLMEN O NCUXOTPONHbLIX BewecTBax 1971 roaa;

(nn. "c" BBegeH ®enepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

T) uHdopmauus O TOM, SIBNAETCA NWM AaHHbIA feKapCTBEHHbIN npenapaTt pedepeHTHbIM NeKapCTBEHHbIM
npenapaTom;
(nn. "T" BBeaeH d®epepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

y) CBeAeHna O nogade 3asBfieHUss O BHECEHWW U3MEHEHUIN B OOKYMEHTbI, COAepXalumecs B perncTpaumMoHHOM
[OoCbe Ha nekapCTBEeHHbIN Npenapar;
(nn. "y" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-d3)

KoHcynbTaHTlIntoc: npumedaHme.

NHdopMauuss o B3anmMo3aMeHSEMOCTU NEKAPCTBEHHbIX MpPenapaToB Ans MEeAULMHCKOrO NMPUMEHEHUSI MOANEXUT
BKIMIOYEHWNI0 B rOCYyJapCTBEHHbIN peecTp nekapcTBeHHbIX cpeacTB ¢ 1 aHBaps 2018 roga (PeneparnbHbii 3aKOH OT
22.12.2014 N 429-03).

&) cBeaeHMst 0 B3aMMO3aMEHSEMOCTHM NIEKAPCTBEHHOrO nNpenapara;
(nn. "¢" BBeaeH PeagepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

X) CPOK BBE€4EHUS NeKapCTBEHHOro npenapaTa B rpaxaaHckuii o06oporT;
(nn. "x" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2) B OTHOLLIEHUN (hapMaLlEBTUYECKMX CyBCTaHLMN:

a) HavMeHoBaHWe apMaLeBTMYecKon cybcTaHuumn (MexayHapodHoe HenaTeHTOBaHHOe, MU rpynnMpoBOYHOE,
U XMMNYECKOE N TOProBoe HauMeHOBaHWS);
(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

6) HanMmeHoBaHWe 1 agpec nNpomssoauTensa apmMaueBTUYeCKon cybcTaHumu;
B) CPOK rogHOCTU chapmMaueBTUYECKon cybcTaHumu;
r) ycrnoBusi XxpaHeHus papmaueBTMYecKo cybcTaHumu;

LI,) HOMeEp d)apmakoneﬁHoﬁ CTaTb uUnn B CcCrniydyae ee OTCyTCTBUA HOMeEp HOpMaTI/IBHOﬁ OOKyMeHTauumn nnéo
HOPMAaTMBHOIO OKYMEHTA;

€) Hanuune dapmMaLeBTUYECKON cybCTaHUUN B NepeyYHe HapKOTUYECKUX CPeACTB, MCUXOTPOMHLIX BELLECTB U UX
NPeKypcopoB, noanexawmx KoHTponto B Poccuickon degepaumm, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickon
depepaummn, MexayHapoaHbiMu goroBopamu Poccunckon ®epepauun, B TOM uucne EpuHon koHBeHumen o
HapkoTu4eckux cpeacreax 1961 roga n KoHBeHLMEN O NCMXOTPONHbIX BewlecTBax 1971 roga.
(nn. "e" BBeaeH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

2. ®dapmaueBTnyeckas cybcTaHuMs, nNpoM3BeAeHHas pAna  peanu3aumu, MoxeT OblTb  BKMYeHa B
rocylapCTBEHHbIA PeecTp feKapCTBEHHbIX CPeACTB Ha OCHOBaHUWM 3asABneHus paspaboTymka unuv npousBoauTEnNs
neKkapCTBEHHOro cpeacTsa NMbo YNONHOMOYEHHOrO MU IOPUMONYECKOrO NnLa Npu YCNoBUM NPOBEAEHWUSI B OTHOLLEHUN
Takon papmaueBTUYECKON CyOCTaHUMM 3IKCNepTu3bl KavecTBa papmaueBTUYecKon cybCcTaHumM B nopsiake,
YCTaHOBMNEHHOM cTaTbel 34 Hactosiwero degepanbHoOro 3akoHa. B oTHoweHun dapmaueBTUYECKMX cybCcTaHUuR,
Nnpou3BefeHHbIX ANs peanu3auuu, B rocygapCTBEHHOM peecTpe NeKapCTBEHHbIX CPeacTB COOEpPXUTCA creayowas
WHopmauus:
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

1) HaumeHoBaHue chapmaLeBTU4Yeckon cybcTaHuMm (MexayHapo4HOe HenaTeHTOBaHHOE, MIW FPYNnMPOBOYHOE,
U1 XMMUYECKOE 1 TOProBOE HaMMeHOBaHNA);

2) HaumeHOBaHWe, agpec npousBoauTens apmaueBTM4ecKon CcybcTaHuMM, a Takke B OTHOLLEHMU
nekapcTBeHHbIX CpeacTB  ANA  MeOWMUMHCKOro  MNPUMEHEHWs  CBefeHWs O  perncrpauum  npousBoauTens
dapmaueBTMyeckon cybctaHUMM B KayecTBe HanoronnaTenbliuka B CTpaHe peructpauumn (4ns  pPOCCUNCKMX
IOPUANYECKMX NNL, - MAEHTUUKALMOHHBIN HOMep HanoronnaTtenswuka (MHH), Ans MHOCTpaHHbIX KPUANYECKUX ML, -
CTpaHa perucrpaumu, HaMMeHoBaHWe perncTpupyoLEero opraHa, permcTpaunoHHbI HOMEp, Ko4 HanoronnaTenbLUmka B
CTpaHe perncrpauum (MHKoprnopauum) unm ero aHanor);

(n. 2 B pen. ®egepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) CpoK rogHOCTM hapmaLEeBTUYECKON CyOCTaHLUMK;
4) ycrnoBusi XpaHeHUs hapmaLeBTUYECKON CyOCTaHUnW;

5) Homep dhapmakonenHon ctaTbu NGO B Criydae e€e OTCYTCTBMS HOMEP HOPMAaTMBHOW [OKyMEHTauuu wnm
HOPMaTUBHOIO JOKYMEHTA;

6) Hannune dapmaLeBTMYECKON CYyOCTaHLMM B NepevyHe HapKOTMYECKUX CPeacTB, MCMXOTPOMHbIX BELLECTB U KX
NPeKypcopoB, noanexalwumx KoHTponto B Poccuickon degepaumm, B COOTBETCTBMM C 3aKOHOAATENLCTBOM Poccuiickon
depepaummn, MexgyHapogHbiMm poroBopamu Poccunckon ®Pepepauun, B ToM uucne EpuHom koHBeHumen o
HapkoTuyeckmx cpeacteax 1961 roga n KoneeHumen o ncuxoTponHbiX BewecTtsax 1971 roga;

7) OaTta BKMNYeHns papMaLleBTUYeCcKon cybCcTaHLUumM B roCy0apCTBEHHbIN peecTp NekapCTBEHHbIX CPeACTB, AaTa
BHECEHUS] WM3MEHEHMI B [AOKYMEHTbl apMaueBTUYeckon cybcTaHuun, gaTta MWCKYeHnss apmMaueBTUYeCcKon
cybcTaHuumn 13 rocygapCcTBEHHOro peecTtpa fekapCTBeHHbIX CPeacTB.

(vacTb 2 B peq. PepepanbHoOro dakoHa ot 22.12.2014 N 429-93)

3. [lopanok BeaeHUsi rocyfapCTBEHHOTO peecTpa NEeKapCTBEHHbIX CPEACTB AN MEAULMHCKOro NPUMEHEHUsT U
nopsfoK BeAEHUs TOCYAapCTBEHHOTO peecTpa IeKapCTBEHHbIX CPEeACTB ANt BETEPUMHAPHOrO  MPUMEHEHUS
yTBEPXAATCSl COOTBETCTBYIOLLMM YNOSTHOMOYEHHbIM dhefeparnbHbIM OpraHOM WUCTONHUTENbBHON BNacTy.

Cratba 34. BknrwouyeHuve B rocyAapCTBeHHbIW peecTp NeKapCTBeHHbIX CPeAcCTB U UCKM4YeHue u3
rocyf[apCTBEHHOro peecTpa rfekapCcTBEHHbIX CpeAcTB ¢hapmaLeBTUYEeCKON cybGcTaHuMKU, NpovM3BeAeHHOW Ans
peanusauum
(B pean. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

1. Ana BknoYeHuss apmaueBTUYeckon cybcTaHumm, Npou3BEeAEeHHOW AMs peanu3auuun, B roCy4apCTBEHHbIN
peecTp NekapCcTBEHHbIX CPeacTB, MPOBOANTCS IKCNEPTN3a ee KavyecTBa.
(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

2. DKCcnepTM3a KavyecTBa yka3aHHOM B YacTu 1 HacTosALWen cTaTbh hapMaueBTUYECKON CybCTaHLMKn, COCTaBneHne
KOMUCCMEN IKCMEPTOB 3aKMIOYEHMN MO pe3ynbTaTam 3TOW 3KCNEpPTU3bl M WX HamnpasfeHune B YMNONHOMOYEHHbIN
denepanbHbIi OpraH MCMNOMHUTENBHON BACTU OCYLLECTBNSTCA B CPOK, HE MpPEBbILLAIOWMIA WeCcTUAecaTn paboumx
OHen co OHA MonyyYeHUs 3KCNepTHbIM yyYpexaeHWeM COOTBETCTBYIOLLEro 3adaHusi YrNorTHOMOYEHHOro deaepansHoro
opraHa UCNonHUTENbHOW BNAcTN N cnefyoLwmx AOKYMEHTOB:

1) konNuA nMUEH3Mn Ha NPOM3BOACTBO IEKAPCTBEHHbIX CPEACTB MMM KOMMS 3aKkiYeHUs O COOTBETCTBMM
npon3BoaMTENS NeKapCTBEHHbIX CPEACTB TpeboBaHMsAM NpaBun Haanexallen Npou3BoaCTBEHHOM NPaKTUKK, BblAAHHbIX
YMOSTHOMOYEHHbLIM dheeparnbHbIM OpraHoOM UCMOMHUTENBHOW BracTu, B Clyvae, ecriv Npov3BOACTBO JIEKAPCTBEHHOIO
cpeacTsa ocyulectensetcs B Poccuiickon ®epepatimu;

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

2) KONUa OOKYMEHTA, BblAaHHOMO YNONHOMOYEHHbLIM OpraHOM CTpaHbl NPOM3BOAMTENS NeKapCTBEHHOro cpeacTaa
W noATBepXKAaloLlero paspelleHVe MNpou3BOACTBa NEeKapCTBEHHOro cpedcTBa, M ero NnepeBod Ha PYCCKUA S3biK,
3aBepeHHble B YCTAHOBIIEHHOM OPAAKE, a TakkKe KOMUsi 3aKIoYeHNs O COOTBETCTBUM NPOU3BOANTENS NEKaPCTBEHHbIX
CpPeAcTB TpeGOBaHWAM MOpaBui Hagfiexallen NpPOU3BOACTBEHHOW MPaKTUKM, BblAAHHOMO  YMOSHOMOYEHHbLIM
denepanbHbIM OpraHoM MCMOMHUTENbHON BNacTu, NMMBO KOMMs pelleHust YNonmHOMOYeHHOro deaeparnsbHOro opraHa
MCMOMHUTENBLHOW BNacT O MNPOBEAEHWN MHCMNEKTMPOBAHUS MPOW3BOAMTENS NeKapCTBEHHOro CpeacTBa. YKasaHHble
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

OOKYMEHTbl MpPeACcTaBnsaioTCa B Cryyae, ecnvm MpOv3BOACTBO JIEKAPCTBEHHOIO CpeAacTBa OCYLUEeCTBRAsSeTCs 3a
npegenamu Poccuiickon ®epepaumu;
(n. 2 B pea. PepepanbHoro gakoHa ot 04.06.2018 N 140-93)

3) DOKYMeHT, cogepxaluuii cnegyoLime ceefeHus o hapmaveBTnyeckon cybctaHumm:

a) HaumeHoBaHue hapmaueBTU4eckon cybcTaHumum, ee CTpykTypa, obLime CBONCTBA;

6) HanmeHoBaHWE N agpec npon3BoanTend,

B) TexHonorna npou3soacTtea C onuvcaHnem cragun npomn3soAcTBa U MEeTOOOB KOHTPOJIA Ha BCeX CTagudax
npon3BoacTBa,

r) onncaHue paspaboTku npoLiecca NpoM3BOACTBa;

[) onMcaHne KOHTPOIS KPUTUYECKMX CTAUIM NpoLecca Npon3BoAcTBa U MPOMEXKYTOYHOW NPOAYKLMMK;
€) OKyMeHTanbHoe nogTeepXxaeHne (Banugaumns) NpoLeccoB v (M) Nx OLEHKa;

) CBOMCTBA 1 CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XxapaKTepucT1Ka npumecen;

n) cneundukaums Ha hapMaLeBTUYECKYHO CyOCTaHUMIO U ee 0B6OCHOBaHNE;

K) aHanuTU4YeckMe MEeTOAMKWU, MCMNorNb3yeMble MpPU OCYLLECTBIEHUM KOHTPOSs KadecTBa dapmaLeBTUYECKOMN
cybecTaHuuu;

J'l) OOKyMeHTallbHOe noarBepXaeHne (BaJ'II/ILI,aLI,VIFI) aHaNUTNU4YeCKnXx MeToaukK, NCNoJib3yeMbIX NMpun oCyuleCTBl1eHUN
KOHTPOJIA Ka4ecCTBa cbapmaueBqueCKon CyGCTaHLI,VIVI;

M) pe3ynbTaTbl aHannsa cepui papmaLeBTUYeckon cybcTaHumm;

H) NepeYeHb CTaHO4apTHbIX 0Opa3LOB UMM BELLECTB, MCMOMb3YEMbIX MPU OCYLLECTBIIEHNM KOHTPONS KayecTBa;
0) onMcaHne XxapakTepPUCTUK U CBOMNCTB YNaKOBOYHbLIX MaTEPMAroB N YKYNOPOYHbIX CPeACTB;

n) OaHHble O CTAabUNbHOCTU hapMaLleBTUYECKON CyOCTaHUMK;

p) CPOK rogHoOCTH;

4) [OOKYMEHT, cogepXawwui CBedeHWs O perncrpaumMum npousBOAMTENs NEeKapCTBEHHbIX CPeAcTB  Ans
MEOVLMHCKOrO NPYMEHEeHNs1 B KayecTBe HanoronnaTenbliyka B CTpaHe perncrpaumun (4ns poCCUMCKUX HOPUONYECKUX
iy - MaeHTUUKaAUMOHHBIM HOoMep Hanoronnatenswuka (MHH), ona MHOCTpaHHbIX HOPUAMYECKMX NUy, - CTpaHa
pervctpaumv, HauMeHoBaHWe PErnCTPUPYIOLLIEro opraHa, perMcTpaumMoHHbIN HOMEp, Ko HanoronnartenbLimka B CTpaHe
perncTpauum (MHKopropauun) unm ero aHanor).

(n. 4 BBegeH depeparnbHbiM 3akoHOM OT 28.12.2017 N 425-03)
(yacTb 2 B peq. PegepanbHoro gakoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. Ons npoBedeHWs 3KCNepTM3bl KayecTBa YKa3aHHOMW B 4YacTu 1 HacTosilen cTaTtbu apmaueBTUYECKON
cybcTaHuum 3anBuTeNb NPEACTaABNSAET B YNONTHOMOYEHHbIV dheeparnbHbIi OpraH UCMONTHUTENbHOW BNacTu:

1) 3asiBNeHne O BKITHOYEHUM B rOCYyapCTBEHHbIN PEECTP JNIEeKApCTBEHHbIX CPeAcTB AaHHOW hapMaueBTUYECKON
cybecTaHuuy;

2) konns OKyMeHTa, noaTBepxaatoLLero ynnarty rocygapCTBEHHON OOLUNUHLI 3@ BKMOYEHUE B rocyJapCTBEHHbIN
peecTp IeKapCTBEHHbIX CpeAcTB apmaueBTUYECcKOM cyOCTaHuuMW, NpPOM3BEAEHHOM s peanusauuu, nmbo no
CODCTBEHHOW WMHMLUMATMBE YKa3aHHbI OOKYMEHT. B cnyvae ero HenpeacTtaBneHus 3asBUTENEM YMOSHOMOYEHHbIN
deaepanbHbI OpraH UCMOMHUTENBHOW BRacTy MpoBepseT giakT ynnaTtbl roCyAapCTBEHHOW MOLUSUHLI 3asBUTENEM C
ucnonb3oBaHveM WHPOpMaumMm 06 ynnate rocygapCTBEHHOW MOLWMMHLI, codepxallencs B [ocyaapcTBeHHOWM
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

NHMOPMALIMOHHOW CUCTEeMEe O TOCYAapCTBEHHbIX M MyHUUMNanbHbIX MfaTexax, Ha OCHOBaHWM MNpeacTaBfeHHON
3agBUTENEM KOMMKU JOKYMeHTa, noaTBepxaatoLwwero ynnaTy rocy4apCTBEHHON NOLMVHbI;
(n. 2 B pea. PegepanbHOro gakoHa ot 22.12.2014 N 429-93)

3) DOKYMEHTbI, yKasaHHble B YacTu 2 HacTosILLEeN cTaTby;
(B pean. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

4) gzasBneHne O Bblgade paspelleHns Ha BBO3 B Poccuiickyto degepaumio  KOHKPETHOW MNapTuu
He3aperMcTpupoBaHHOIO fIeKapCTBEHHOIO CPEACTBa, NpeaHa3Ha4YeHHOro AN NpoBeeHNs YKa3aHHOW aKCnepTU3bl.
(n. 4 BBegeH ®egepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

4. B TeyeHne gecatu paboumx gHen Co OAHS NPUHATUS 3a8BMEHNS O BKIIOYEHMM YKa3aHHOW B YacTn 1 HacTosLen
cTaTbM (papmaueBTMYECKON cybCcTaHUMM B TOCYAApPCTBEHHLIA PEECTP JeKapCTBEHHbIX CPEACTB UM [AOKYMEHTOB,
nepeynucneHHbIXx B 4Yactm 1 W nNyHKTe 2 yacTu 3 HacToslWeWn CcTaTbW, YNOMHOMOYEHHbIM deaepanbHbI opraH
MCMNONTHUTENbHOW BNACTU:

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

1) npoBOAUT MPOBEPKY MONHOTbI M OOCTOBEPHOCTU LAHHbLIX, COAEPXKALUMXCA B MPEACTaBMEHHbIX 3asiBUTENEM
OOKyMeEHTax;
(B pea. PepepanbHoro gakoHa oT 25.11.2013 N 317-93)

2) NpUHUMaET peLleHne O HarnpaBfieHMM B 3KCNEPTHOE YYpexaeHWe 3aJaHus Ha MNpoBedeHME IKCrepTusbl
KadyecTBa YyKasaHHOW B 4acTu 1 HacTosillen cTaTbM apmaueBTM4ecKon cybcTaHuum wunm o6 oTkase B TaKoM
HanpaBneHuu;

3) yBegomInisieT B 3NIEKTPOHHON UMM NMUCbMEHHOW hopMe 3asaBUTENS O MPUHATOM PELLEHUN UMK B Criyvae oTkasa C
yKasaHueM Npu4MH Takoro oTkasa.
(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

4.1. B cny4ae BbISiBfieHUS HELOCTOBEPHOCTM CBEAEHWUN, COAepXalMXCA B NPeACTaBEHHbIX 3asBUTENeM
MaTepuanax, YnoNTHOMOYEHHbIN deaepanbHbIi OpraH MCNOMHUTENbHOW BNacTyu HanpaenseT 3asBuTento 3anpoc ob
YTOMHEHUWN YKa3aHHbIX cBedeHun. [aHHbin 3anpoc MoXeT ObiTb nepejaH YMONHOMOYEHHOMY MpPEeACTaBUTENIO
3aaBuUTENs NMYHO NoA pacnucKy, HanpasfeH Mo NoyvTe 3akasHbIM MUCbMOM UMW NepedaH B 3NEKTPOHHoW dopme no
TEeNeKOMMYHVKaLMOHHBIM KaHanam cBs3u. B cnyyae HanpaBneHust JaHHOro 3anpoca no noyvte 3akasHbiM MUCbMOM OH
CcUYMTaEeTCs MNOSTyYEHHbIM MO UCTEYEHMM LIECTU HEN C AaTbl HANpaBNeHUs 3aKa3Horo NcbMa.

(vacTb 4.1 BBegeHa depeparnbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asBuTenb 00s13aH npeacTaBuTb OTBET Ha 3anpoc  YMONTHOMOYEHHOro diefdepanbHoro opraHa
WCMNOSHMTENBHOW BracTu B CPOK, HE MPEeBbIIAKLLNA AeBAHOCTA pabounx OHEW CO OHS MONydeHMs JaHHOro 3anpoca.
Cpok, ykasaHHbIi B 4acTu 4 HacTosien cTaTbW, MPUOCTaHaBNMBAETCA CO AHS HamnpaBleHus 3asiBUTENo 3anpoca
YMNOSTHOMOYEHHOTO heaeparnbHOro opraHa UCNOSTHUTENbHOW BNACcTN 40 AHSA NOJTyYeHUs MM OTBETa Ha AaHHbIN 3anpoc u
He YYMTbIBAETCS NPU MCYUCIIEHMM CPOKa IKCNEPTU3bI kavyecTBa hapMaLeBTUYECKON CyOCTaHL MK, HEMCMONb3yeMOM Mpu
NPOn3BOACTBE NIEKAPCTBEHHbIX NpenapaToB.

(vacTb 4.2 BBegeHa depnepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHveM ONnA OTKa3a B HanpaBIieHWM B 3KCMEPTHOE YyYpexaeHue 3agaHus Ha NpoBeAEeHUEe IKCNepTu3bl
KayecTBa yKka3aHHOM B 4acTu 1 HacTosilien cTtaTtbu dhapmaueBTUYECKOW CyOCTaHUMM sBRsieTCs HenpeacTaBrieHve
OOKYMEHTOB, yKa3aHHbIX B 4aCTu 2 HaACTOALWEen CTaTbW, OTCYTCTBUE WHOopMauun, noateepxpatowen dakt ynnarhbl
rocyJapCTBEHHOM MOLUNUHBLI 3a BKIOYEHWEe dapmaueBTUYeCKOn cybcTaHuumn, Npou3BedeHHON ANns peanusaumu, B
rocy1apCTBEHHbIN peecTp fNekapcTBEHHbIX CPEeACTB, HEMpeacTaBneHne 3asBUTenem B yCTaHOBMNEHHbIN CPOK OTBETa Ha
yKasaHHbI B YacTu 4.1 HacTosLWen cTaTbn 3anpoc YNONMHOMOYEHHOro eaepanbHOro opraHa UCMoNHUTENbLHOW BNacTu
UnNu NpeacTaBneHne JOKYMEHTOB, HE cogepXXallux ncHepnbIBatoLLEero nepeyHs Heo6xoauMbIX CBEAEHNN.

(vacTb 5 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. B TeyeHve naTHagLaTV pabounx gHEN co OHS MOoSydeHusl peLleHnst YyNoTHOMOYEHHOro dhedeparnbHOro opraHa
WCMOMHMTENBHOW BNAacTX O HamnpaBlEHMU B JKCMEPTHOE yypexaeHue 3afaHus Ha NpoBedeHMe 3KCNepTu3bl KavyecTBa
yKasaHHOM B 4acTM 1 HacToslleln cTaTtbl papmaueBTUYECKON cybCcTaHuMM 3asBuUTENb NPEACTaBsieT B 3KCNEpPTHOE
yypexgeHve Ans NpoBedeHUs OaHHOW 3JKChnepTusbl obpasubl apmaueBTMyeckon cybcTaHuMum B KONUYECTBE,
HeobxoAMMOM [Ans BOCMPOM3BEAEHUS METOAOB KOHTPONSA KavyecTBa. OKCNepTHOe y4ypexaeHue npu nonyvyeHuu
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

00pasyoB ykasaHHOWM B 4acTn 1 HacTosilen crtaTbh hbapMaueBTU4eckor cybCcTaHUMM BblgaeT 3asBUTESO AOKYMEHT,
noATBEPXAAKLWMIA NoyyeHne 3Tux obpasuoB, M B CPOK, HE MpeBbIAKLWNA Tpex paboumx OHeW, yBeaoOMNsieT B
3NEKTPOHHOWN UNKN NMCbMEHHOW (hopme 06 3TOM YNONMHOMOYEHHbIN dheaepanbHbli OpraH UCMONHUTENBLHOM BriacTu. OTu
CPOKM He BKMOYaTCA B CPOK NPOBEAEHUS JaHHOW 3KCMNEPTU3bI.

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

7. JokyMeHTbl, MOCTYNMBLUME B 3KCMEPTHOE YyYpexaeHne Ans NpoBeAeHWUs IKCMepTusbl KavyecTBa Yka3aHHOW B
YacTu 1 HacTosWwen cTaTbn dapMaueBTM4eckon cybcTaHumK, nognexart Bo3BpaTy B YNONHOMOYEHHbIN dhefepanbHbIn
opraH UCMOMHUTENBHOW BNacTy OAHOBPEMEHHO C 3aKMOYEHUAMN Mo pesyrbTaTtamM NpOBEAEHHOW 3KCNepTU3bI.

8. B cpok, He npeBblwamwWmi NatM paboymx OHEN CO OHSA MONyYEeHUS 3aKMioYeHUs KOMUCCUWM SKCMEpPTOB MO
pesynbTataMm 3KCNepTu3bl KayecTBa YKasaHHOW B 4actM 1 HacToswen ctatby hapmaueBTUYECKOW CcybcTaHLumu,
YMONTHOMOYEHHbIN heaepanbHbIi OpraH UCMONHUTENbHOW BNACTU:

1) ocyllecTBNSIeT OUEHKY TaKOro 3akfioYeHust s onpefenieHvst ero COOTBETCTBMSA 3adaHuil0 Ha NpoBedeHue
[aHHOW 3KCNepTu3bI;

2) NpYHUMAaET peLLeHMEe O BKITIOYEHUM yKa3aHHOM B YacTu 1 HacToswen ctatbk hapMaleBTUyYeckon cybcTaHumm
B rOCY[1apCTBEHHbIV PEECTD NEKAaPCTBEHHbIX CPEACTB UMW pelleHne 06 0Tka3e B TakOM BKITHOYEHNM;

3) BHOCUT MpY NPUHATUN PELLUEHUsT O BKIMIOYEHUU YKa3aHHOW B YacTu 1 HacToswen ctatbn papmMaleBTUYECKON
cybcTaHuumn B rocyaapCTBEHHbIV PEeecTp NeKapCTBEHHbIX CPeacTB NPeayCMOTPEHHYI0 MyHKTOM 2 yactn 1 ctatbn 33
HacTosero ®PefepanbHOro 3akoHa MHdopMauuio U yBegomnsieT 06 3TOM B 3NEKTPOHHOW UNW NUCbMEHHON chopme
3asBuTens.

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

9. OcHOBaHMeM Ans OTkasa BO BKIMOYEHUM YyKa3aHHOM B 4YacTM 1 HacToswen cratby apmaueBTU4eCcKom
cyOCTaHUMM B TrOCYOapCTBEHHbIN pPeecTp JeKapCTBEHHbIX CPEACTB SBMSETCA 3akMideHWe COOTBETCTBYHOLLErO
YMONHOMOYEHHOro defeparnbHOro opraHa MWCMOMHUTENbHOW BRacTu O TOM, YTO KayecTBO hapmaueBTUYECKOW
cybcTaHuumM He NoATBEPXKAEHO MONyYEeHHbIMU OAHHBIMMU.

(yactb 9 BBepeHa 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 rocyapCTBEHHbIN PEECTP NekapCcTBEHHbIX CpecTB OaHOW hapMaLeBTU4EeCKON
cybcTaHuumn, NponsBedeHHON AN peanusauun U BbiMyCKaeMoW OZHMM M TeM Xe Mpou3BoauTEneM, B BuAe OBYX U
Oonee peecTpoBbIX 3anMucen.

(vactb 10 BBegeHa depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

11. BHeceHne M3aMeHeHUn B JOKYMEHTbI Ha hapMaLEeBTUYECKYD CyOCTaHUMIO, NPOM3BEAEHHYIO ANA peanu3aumm
N BKITKOYEHHYIO B rOCYLApPCTBEHHbIN 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)

12. JonyckaeTcsa obpalyeHve hapmMaLeBTMYeckux cybcTaHuuin, NponsBedeHHbIX ANA peanv3aumm, B TeYeHre cTa
BOCbMWUAECATU AHEW OO W MNOCre MNPUHSTUS YNOMHOMOYEHHbIM doefepanbHbiM OpraHoM MCMOSHUTENBHOW BacTy
peLLeHNs 0 BHECEHMM U3MEHEHWUI B OKYMEHTbI Ha hapMaLeBTUYECKYy0 CyOCTaHLMIO, NPON3BEAEHHYO AN peanv3aLmm
N BKIMOYEHHYIO B rOCYJapCTBEHHbIN PEECTP NEKapCTBEHHbIX CPeacCTB.

(vacTb 12 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

13. PelweHne 006 wuCKOYEHMM M3 TOCYAAPCTBEHHOIO peecTpa JIeKapCTBEHHbIX CpeacTB hapMaueBTUYECKON
cybcTaHuun, nNpou3BedeHHOM Ans  peanu3auuu, NpuHMMaeTcd  YNONHOMOYEHHbIM  (befepanbHbIM - OpraHoMm
MCMNONMHNTENbHOW BNacTu B cny4yae:

1) npeacraesneHnda COOTBETCTBYHOLWMM YNOJTIHOMOYEHHbIM cbep,epaanblM OopraHom WCMNONHUTENBbHON BracTu
3aKn4yeHnAa O pUCKe unn 00 yrpose Xun3Hm wnn 300pOBbH0 YerioBeka nmbo  KMBOTHOTO npn MnCnosib3oBaHUn
J1eKapCTBEHHOro cpeacTBa,

2) nogavun pa3pa6OT'~II/IKOM NeKapCTBEHHOIo cpeactsa UM npoun3sBoauTesieM JnekapcTtBeHHOro cpeacrtea nnbo
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

YMNOSTHOMOYEHHBIM UMW APYIUM IOPUOMYECKUM NNLOM 3asiBfieHMsi 06 MWCKMHOYEHUM M3 FOCyOdapCTBEHHOIO peecTpa
NeKkapcTBEHHbIX CpeAcTB hapmaLeBTMYeCKo cyGcTaHLuK, MPOM3BEeAeHHON ANa peanusasmu;

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. YTpatuna cuny ¢ 1 urons 2015 roga. - ®egepanbHbii 3akoH oT 22.12.2014 N 429-P3.

Crtatbs 36. O6xanoBaHue pelleHUsi 06 OoTKase B Bblgaye paspelleHUss Ha NpoBeAeHUe KIUHUYecKoro
uccnegoBaHWUs NeKapcTBEHHOro mnpenapaTta, pelleHMss 06 OTKaze B rocyAapCTBeHHOW perucrpauum
neKapcTBEHHOro npenaparta, 3aknl4YeHUs KOMUCCUU 3KCNEepTOB 3KCMEpPTHOro Y4YpexaeHWUs UNU 3aKnioyYeHus
coBeTa Nno aTuke

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

PelueHne cooTBeTCTBYIOLLErO YNONMHOMOYEHHOrO hefepanbHOro opraHa MCMONHUTENbHOM Bnactu o6 oTkase B
BblJaye paspeLleHns Ha NpoBedeHne KIMHUYECKOro UccrneaoBaHus nekapcTBEHHOro npenapaTta, pelleHne yKkasaHHoro
depepanbHOro opraHa WCMOMHMTENbHOW Bnactu 06 oOTkase B rOCYAapCTBEHHOW perncTpauvn fekapCcTBEHHOro
npenapara, 3akmo4eHne KOMUCCUWM IKCNEPTOB 3KCMEPTHOro YYpexaeHWs Unu 3aknioyveHue coseTa Mo 3TUKE MOXeT
ObITb 06XanoBaHO B NOpsaKe, YCTAaHOBNEHHOM 3akoHodaTenbcTBoM Poccunckon ®egepaummn. 3aknoyeHve akcnepta,
OPOpPMMEHHOE MO WUTOraM SKCNepTu3bl B LEnAx onpefeneHvss B3auMO3aMeHSIeMOCTU  3aperucTpupoBaHHOMoO
nekapcTBEHHOro nmnpenapaTta, MoXeT ObiTb o06XanoBaHO [Jdepxatenem unu BnagenbUeM perncTpaunoHHOro
YAOCTOBEPEHNS NIeKapCTBEHHOIO npenaparta B KOMUCCUIO 9KCMePTOB 3KCMEPTHOrO yupexaeHus. 3akroveHne KoMmuceum
3KCNEepPTOB 3KCMEPTHOrO yypexaeHus, opopmIIeHHOe No utoram nepecmoTpa obxanoBaHHOroO 3akmnioYeHUs aKcnepTa,
MOXeT ObITb OCNOPEHO AepxaTtenemM Unu BnagenbLlem perucTpaLmoHHOro yAoCTOBEPEHNS NekapcTBEHHOro npenapaTta
nnbo ynonHOMOYEHHbIM UMW MNULIOM B NOPsiAKe, YCTaHOBMEHHOM 3akoHodaTtenbcTBom Poccuiickon depepaunn. Mpu
06>kanoBaHWM peLleHnsi YNorIHOMOYEHHOro (hefepanbHOro opraHa MCMNOMHUTENBHOW BNacTu, 3akrioyeHust akcrnepTa
UM KOMMUCCMM 3KCMEPTOB IKCMEPTHOrO YYpexaeHWusi, 3akiiloyeHust coBeTa NOo 3TMKe AepxaTenb WM Brageney,
perucTpaumoHHOro  yOOCTOBEPEHUS NeKapCTBEHHOro npenapara fvMbo  yrnormHOMOYEHHOEe MMW  NuLOo  Bnpase
npeacTaBnTb pesyrnbTaTbl SKCNEpPTU3bl fEeKapCTBEHHOro npenaparta, MPOTOKOMbl MOMYyYeHHbIX akKpeaUTOBaHHbIMM
ucnblTatenbHbiMU NabopaTopusamu (LeHTpamun) pe3ynbTaToB UCCregoBaHnn, CNbITaHWUNA.

Cratba 37. MWHdopmauusa, cBfA3aHHaAA C OCYLWECTBIEHUEM rOoCyfapCTBEHHOM peructpauuu
neKapcTBeHHbIX MpenapaTtoB, WHdOpPMaUusi O 3aperMcTPpMpoBaHHbIX JleKAPCTBEHHbIX npenapatax u
neKkapcTBEeHHbIX Npenaparax, UCKMIOYeHHbIX U3 roCyAapCTBEHHOro peecTpa JiekapCTBEHHbIX CPeAcTB

1. COOTBETCTBYHOLUA YNONHOMOYEHHbIN befeparnbHbli OpraH UCNOMHUTENBHOW BRacTM pa3MellaeT Ha CBOEM
odmumansHoM canTe B ceT "NHTepHeT" nHopmaLmio, CBA3aHHYO C OCYLLECTBIEHNEM rocyaAapCTBEHHOW perncrpaumum
nekapCcTBEHHbIX NpenapaToB, B TOM YuCre NPOBEAEHUEM 3KCMEPTU3bl NeKapCTBEHHbLIX CpeacTB (BKNoYasa pesynbraThbl
ee nposBegeHns), UHOOPMaLMIO O 3aperMcTpMpOBaHHbIX NeKapCTBEHHbIX MpenapaTtax M feKkapCcTBeHHbIX npenapaTax,
WCKITFOYEHHbIX U3 rOCYAapCTBEHHOro peecrpa fiekapCTBEHHbIX CpeacTB, He NO3AHee YeM Yepes NATb paboymx AHen co
OHS MONyYeHWs COOTBETCTBYIOLUMM YNOMHOMOYEHHbIM hegepanbHbiM OpraHoM UCMOSTHUTENBHOW BNacTu 3asiBneHns o
rocygapCTBEHHOMN perMcTpaunm nekapcTBeHHOro npenapara.

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

2. Cpoku u Nopagok pa3MeLleHus yKasaHHOW B 4acTu 1 HacTosiwen cratby MHOpPMaLMu yCTaHaBMBAaKTCA
YNOSTHOMOYEHHbIM (hbegeparnbHbIM OpraHoM UCMOMHUTENBHOW Bnactu. MHgopmMauus, ykasaHHas B Yactn 1 HacToswen
CTaTbU, ABNAETCA OTKprTOI7I n OGLIJ.GJJ,OCTyI'IHOVI N npegocrtaendeTcda 3anHTepeCoBaHHbIM NUaM B COOTBETCTBUU C
3akoHogaTenbcTBOM Poccuickon egepaumm.

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

Maea 7. KNMHUYECKUE UCCINIEAOBAHUA NEKAPCTBEHHbIX
NPEMNAPATOB AnNA MEANLUMUHCKOIO NPMMEHEHUA, OrOBOP
Ob UX MPOBEAEHUN, MPABA NAUMEHTOB, YYACTBYIOLLUX
B 3TUX UCCINIEAOBAHUAX

Cratbsa 38. KnuHunyeckue uccnepoBaHus JNIeKapCTBeHHbIX npenapaTtoB AnAd MeaguUUHCKOro npumMmeHeHuns
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

1. KnuHuuyeckue nccnefoBaHWs NeEKapCTBEHHbLIX NpenapaToB AN MEQULIMHCKOTO MPUMEHEHWs, B TOM 4ucne
MeXayHapoaHble MHOTOLIEHTPOBbLIE, MHOTOLIEHTPOBbIE, NMOCTPErMCTPALIMOHHBLIE, NMPOBOAATCA B OAHOW UMM HECKOMbKUX
MELMLMHCKUX OpraHmn3auusix B COOTBETCTBUM C MpaBwuiamy Haanexalleh KIMHUYECKOW NPaKTWUKW, YTBEPXOEHHbIMM
YMNONIHOMOYEHHbBIM heeparnbHbIM OPraHOM UCTONHUTENBHON BMacTW, COOTBETCTBEHHO B CIEAYIOLMX LENsX:

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

1) ycTtaHoBneHve 6e30nMacHOCTM FeKapCTBEHHbIX MpenapaToB AN 340poBbiX [obpoBonbueB u  (Mnn)
NepeHOCMOCTU X 340POBbIMMU A0OPOBONbLAMM, 33 UCKITIOYEHMEM TaKUX UCCIeqoBaHWIA NIeKapCTBEHHbIX NpenapaTtos,
nponsBeneHHbIX 3a npegenamm Poccunckon denepaunu;

2) nogGop onTUMarnbHbIX [OO3MPOBOK JIEKAPCTBEHHOrO Mpenapata W Kypca redvyeHuss AN MauMeHToB C
onpegerneHHbIM 3aboneBaHWeM, ONTUMarnbHbIX 403 U CXeM BakKUMHaLMM UMMYHOGMONOrMYEeCKUMU NeKapCTBEHHbIMU
npenapatamu 340poBbIX 4OOPOBOSIbLEB;

3) ycTaHoBneHve 6e30NacHOCTU JleKapCTBEHHOro npenapata W ero 3ddeKTUBHOCTM AN NauueHToB C
onpegeneHHbIM 3aboneeaHneMm, NpodUNakTUYeckon 3PPEKTUBHOCTU UMMYHOBMONMOrMYECKUX  JEKapCTBEHHbIX
npenapaToB Ass 340POBbIX 4OOPOBObLEB;

4) n3yyeHne BO3MOXHOCTU pacCLUMpeHnda nokasaHum Ons MeaouumHCKOro NPpUMEHEeHNA W BbIABIIEHUA paHee
HEen3BeCTHbIX NOBOYHLIX AEACTBUN 3aperncTpnpoBaHHbIX NEKAPCTBEHHbIX NnpenapaToB.

2. B OTHOLIEHUN BOCMPOM3BEAEHHBIX NIEKAPCTBEHHBIX NpenapaToB AN MEAULMHCKOro NPUMEHEHUsI MPOBOAATCS
nccnenoBaHusi OMO3KBMBANEHTHOCTM W (MNKU) TepaneBTUYECKOW 3KBMBANEHTHOCTM B OOpAAKE, YCTAHOBIEHHOM
YMNONIHOMOYEHHbIM heeparbHbIM OPraHOM UCMONMHUTENBHON BRacTy.

3. OpraHM:«xau,mo npoeeaeHnAa KIMHU4YeCKnX nccrnegoBaHuin JIeKapCTBEHHOro npenapata Aand MeguumHCKOro
NnpuMeHeHusA BrnpaBse OCYLLeCTBNATb:

1) pa3pa60Tq|/|K NekapCTBeHHOro npenapara unn ynoriHoMo4eHHoe MM Nnuo;

2)  obpasoBaTenbHble  OpraHu3auuu BbiCLUEro  oOpa3oBaHWs,  OpraHu3auMvM  OOMOSNHUTENBHOro
npodeccmoHanbLHOro 06pa3oBaHus;
(n. 2 B pea. PepepanbHoro gakoHa ot 02.07.2013 N 185-93)

3) Hay4YHO-uccnenosartesibCkne opraHmsaunn.

4. KnuHuyeckne uccnegoBaHus fekapCTBEHHOro npenapata Ans MeguUMHCKOTO NPUMEHEHWUs NMpoBOAATCA Ha
OCHOBaHWWM paspelleHns Ha npoBedeHue KIMHUYECKOrOo WCCNeaoBaHUs NeKapCTBEHHOro npenapara, BblAaHHOro
YMOSTHOMOYEHHBLIM ~ doeieparbHbiM  OpPraHOM  UCMOSTHUTENbHOW BNacTh. YMONHOMOYEHHbI deaepanbHblil  opraH
WCMNOMHWTENBHOW BracTu BeAET pPeecTp BblaHHbIX paspelleHUu Ha MpoBeAEeHNE KITMHWYECKUX WCCregoBaHuUi
rfiekapCTBEHHOrO npenaparta, CoAepXalluin yKkasaHve Ha X Lefb Uv Lenu, B yCTaHOBIEHHOM 3TMM OpraHoOM nopsigke.
(B pen. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-93)

5. Ytpatun cuny ¢ 1 uiona 2015 roga. - PegepanbHbiin 3akoH oT 22.12.2014 N 429-93.

6. K opraHu3aumMu npoBeAeHWst KIUMHUYECKUX WUCCNEAOBaHWIA NEKApCTBEHHOro npenapata Anst MeauLUHCKOro
NPUMEHEHNs1 Ppa3paboTyYMKOM NEKapCTBEHHOrO MpenapaTa MOryT MpuBMEKaTbCa lopuauydeckme nuua nobomn
OpraHv3auMoHHO-NPaBoBON (QOPMbI NMpU YCroBuM oBecneyveHnsi COOTBETCTBUS ITUX UCCneaoBaHui TpeboBaHMAM
HacTosiero deepanbHOro 3akoHa.

7. KnvHudeckne uccnegoBaHus NEKApCTBEHHbIX MpernapaToB AMs MEeAULMHCKOro NMpUMEHEHUsI NMPOBOASTCS B
MEAMLMHCKMX OpraHM3auunsax, akkpeamnToBaHHbIX YNOSTHOMOYEHHbIM hefeparnbHbIM OpraHOM UCMONTHUTENBHOM BRacTu B
nopszake, ycraHoBneHHom lNMpasutensctBoM Poccunckon ®enepaumn.

8. [llepeyeHb MEOMUUMHCKMX OpraHuM3auui, MWMELWNX MpaBO MPOBOAUTE  KIMMHUWYECKME UCCrefoBaHus
NeKapCTBEHHbIX MpenapaToB AN MeLULMHCKOrO MPUMEHEHWsI, U PEeCTP BblOAHHbIX paspeLleHnin Ha npoBefeHue
KIMUHUYECKUX UCCNeaoBaHMN NEeKapCTBEHHbIX MpenapaTtoB onybnMKOBLIBAOTCA U pa3MeLLarnTcsl YNoSIHOMOYEHHbIM
denepanbHbiM OpraHoOM UCMOSNTHUTENBHOW BfacTM B YCTAHOBMEHHOM UMM MOpsiike Ha CBOeM oduvuManbHOM canTe B
cetn "HTepHeT".
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

Cratba 39. PelweHue o npoBeAeHUM KIMHMYECKOro MUCCrefoBaHUA JieKapCTBEeHHOro npenapata Ans
MeAULMHCKOro NpUMeHeHus
(B pen. PemepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. KnnHuyeckoe ncenenoBaHne nekapCrtBeHHOro npenaparta anda MmeauumHCKOro npmMmeHeHuda npoBoAauTCA Ha
OCHOBaHWM paspelleHns Ha npoBedeHue KIMHUYECKOrOo WCCNeaoBaHus NeKapCTBEHHOro npenapara, BblAaHHOro
YMOSTHOMOYEHHBLIM  (befeparnbHbiM OPraHoOM MCMOMHUTENBHOW BracT MO pe3ynbTaTaM 3KCNepTu3bl JOKYMEHTOB,
HeOoOXOAMMbIX AN MOMyYeHWs paspeLleHns Ha NPOoBeAEHME KITMHUYECKOrO UCCNefoBaHUs NIeKapCTBEHHOrO npenapaTa
N 3TUYECKOW IKCMEPTMU3bI.

2. Onsa nony4vyeHuna paspelleHuna Ha nposeageHune KrnnHM4eckKoro nccriegoBaHmna nekapcTtBeHHOro npenapara ond
MeAULMHCKOro npuMeHeHua 3adaBUTENb npeacraBndaAeT B yI'IOJ'lHOMO‘-IeHHbIl7| cbe,qepaanblﬁ opraH NCMNONHNTENBHOW
BnacTu:

1) 3adBrieHne O Bblaade paspelieHna Ha nposeaeHune KrnnHn4eckoro nccnenoBaHua nekapCTBeHHOro npenapara
ana MmeguumMHCKOro npuMeHeHu4;

2) Komuu AOKYMEHTOB, NOATBEpXAalWmx ynnaTy rocydapCTBEHHOW MNOLWINMHBI 3@ MpPOBEAEHUE 3TUYECKON
3KCMNEPTM3bl, 3KCMEPTU3bl JOKYMEHTOB Ha JIEKAapCTBEHHbIV npenapaTt Ans MnofnydeHust paspelleHns Ha npoBefeHue
KIMHNYECKOro UccrneaoBaHus niekapCTBEHHOMo npenapaTa ns MeanUMHCKOro NpUMeHeHns, 3a Bbiaadvy paspeLleHnst Ha
npoBefeHne KIUHUYECKOro WUCCneaoBaHMs IekapCTBEHHOro mnpenapaTta Ans MeaWUMHCKOro NpUMEHeHus, 3a
NpoBeAEHNE 3KCMEPTU3bl LOKYMEHTOB Ha NEKAPCTBEHHLIN npenapaTt Ans MoNyyYeHust paspelleHust Ha NpoBeAeHue
MEXOYHapOAHOITO MHOFOLEHTPOBOIO KITMHWYECKOrO WCCNedoBaHUS JIeKapCTBEHHOro npenapata Ans MeguuUHCKOro
NMPMMEHEHWs, 3a Bbidayy paspeleHuss Ha MpoBedeHne MeXOyHapoOHOro MHOFOLEHTPOBOrO  KITMHUYECKOrO
nccnenoBaHMs NekapCTBEHHOro npenapaTta Anst MEOULUHCKOrO NMPUMMEHEHUS!, 3a NPOBELAEHNE STUYECKOW IKCNepTusbl,
3KCNEepTM3bl OOKYMEHTOB Ha fEeKapCTBEHHbIN npenapaT [Ans  NOMyYeHWs paspelleHuMs Ha npoBefeHue
NOCTPErNCTPALIMOHHOIO KIMMHMYECKOrO UccneaoBaHus fekapcTBEHHOro npenapaTa Angd MeauuMHCKOro NpuMeHeHus, 3a
BblOa4yy paspelleHnss Ha MpoBefeHWe MOCTPErMCTPALMOHHOIO KIMHUYECKOrO WCCINEOOBaHNUS  NeKapCTBEHHOMO
npenapata Ans MeOUUMHCKOTO MPUMEHEHWs, UM MO COOCTBEHHOW MHWUMATUBE yKa3aHHble OOKyMeHTbl. B cnyyae
HenpeacTaBneHNsl 3asiBUTENEM YKa3aHHbIX OOKYMEHTOB YMOSIHOMOYEHHbIV dhedepanbHbIi OpraH WUCMOMHUTENbHOW
BNactTu nposepsieT akT ynnaTbl rocyaapCTBEHHOM MOWMWHBI C  MCMONb3oBaHMeM WHdopmaumm o6 ynnarte
rocyapCTBEHHOW MOLUNUHBI, codepXxallencs B ocygapCTBEHHONW MHAOPMALMOHHOMW CUCTEME O rOCYAaPCTBEHHBLIX U
MYHMLMNAnNbHbIX NaTexax, Ha OCHOBaHWN NPeACTaBMEHHbIX 3agBUTENEM KOMUA AOKYMEHTOB;

3) NPOTOKON KIIMHMYECKOrO MCCNeaoBaHns NIEKapCTBEHHOIO NpenapaTa A4ng MeAVLMHCKOro MpUMEHEHMS;
4) 6poLutopy uccnegoeartens;
5) N"HOPMALMOHHBIV NTUCTOK NAaLUNEHTA;

6) cBefeHus o6 onbiTe p860TbI uccnegosarenen no COOTBETCTBYHOLLMM CcneunanbHOCTAM U UX OonbiTe paGOTbI no
npoBeaeHno KIMMMHNYeCKnX nccnegoBaHum;

7) cBedeHWss O MEOMUMHCKUX opraHmM3auusax, B KOTOPbIX Mpegnoriaraetcs npoBefeHue  KIMHUYECKOTro
nccnegoBaHMs NeKapCTBEHHOro npenapara Ans MeguuuHCKOro npumMeHeHns (NOfHOe U CoKpalleHHOE HauMeHOBaHWs,
opraHnsaunoHHO-NpaBoBas opMa, MECTO HaXOXAEHUS U MECTO OCYLLECTBMNEHUS AeATENbHOCTU, TenedoH, Tenedakc,
aZipec ANEeKTPOHHOWN NOYTbI KaXXA0W MeANLIMHCKOW OpraHn3aumm);

8) cBeeHVs 0 NpegnonaraeMblX Cpokax NPOBEAEHWUS KIMHUYECKOro UCCleAoBaHUs NeKapCTBEHHOro npenapara
ANa MeauLMHCKOTO NMPUMEHEHNS;

9) KOMMKo [oroeopa obsi3aTenbHOro CTpaxoBaHun4d, 3akKNmlo4eHHOro B COOTBETCTBUM C TUMNOBLIMWU TMpaBUJiaMu
obs3aTenbHoro CTpaxoBaHuA, C YyKa3aHuem npe,qeanon YNCNEeHHOCTU nauueHToB, Yy4acTByOLWMUX B KITUWHNYECKOM
ncenenoBaHM nekapCTBeHHOro npenaparta and MmeguumnHCKOro npuMeHeHus,

10) MHdOPMaLMIo O cocTaBe fiekapCTBEHHOTO Npenaparta Ans MEAULUHCKOrO NPUMEHEHMS;
11) JOKYMEHT, COCTaBMEHHbIN Npon3BOAUTENEM NEKAPCTBEHHOro npenapaTta Ans MeauUMHCKOro NPUMEHEHNS 1

copepXalluin nokasaTenu (xapakTepUCTUKM), a Takke CBeOeHWs O fiekapCTBEHHOM npenapaTte ans MeguuUHCKOro
NPUMEHEHMUS1, MPON3BEAEHHOM 41151 MPOBEAEHUS KITMHUYECKUX UCCIEeL0BaHUNR;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

12) KONWIO NNLEH3MM Ha NPOU3BOACTBO NIEKAPCTBEHHBLIX CPEACTB B Cry4Yae, ecnun npon3BOACTBO fIeKapCTBEHHOTO
npenapata ocyuwectenseTca B Poccuiickon Pegepaummn, nnM KONUKO 3akmOYeHUs O COOTBETCTBUWM MPOU3BOAMTENSH
nekapcTBeHHOro npenapata TpeboBaHuMAM [OpaBun Hagnexawen npoU3BOACTBEHHOW NPAKTWUKKW, BblAaHHOro
YMOSTHOMOYEHHbLIM OPraHOM CTpaHbl NPOU3BOAUTENSA NEKapCTBEHHOMO npenapara.

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

3. B cpok, He npesbiWwaoWwun NATM paboymx AHEeW CO OHS NMPUHATUS yKa3aHHOro B NyHKTe 1 4acTu 2 HacToswewn
cTaTbM 3asBneHns n HeobxoanMbIX JOKYMEHTOB, YNONTHOMOYEHHbIN dheaepanbHbIi OpraH UCMONHUTENbHON BNacTu:

1) npoBOoAUT NPOBEPKY MOJIHOTbI U OOCTOBEPHOCTU cBedeHun, coaepXxalwmnxca B npeacrtaBlieHHbIX 3adaBUTenem
OOKYyMeHTaXx;

2) NPpUHUMaET pelleHne O npoBeaeHUN SKCNepTu3bl JOKYMEHTOB AN1A MOoJNly4YeHUdA pas3pelleHunAa Ha nposeneHune
KIMMNMHNYECKOro mccnenoBaHna nekapcrtBeHHOro npenaparta ana MmeaunumnHCKOro npuMeHeHuna un 3TUYECKON QKCMNepTUn3bl
unu ob oTkase B npoBeaeHnn yKa3aHHbIX 3KCNepTus;

3) yBeooMnsieT B ANEeKTPOHHOM hopme unu Ha ByMaxxHOM HocuTene 3asiBUTENst O NPUHSATOM pelueHun nmbo B
crny4ae NpUHSTUS pelleHnst 06 oTkase Takke C yKazaHMeM NPUYMH Takoro oTkasa;

4) nogrotaBnMBaeT W HaMpaBnsieT B 9KCMEPTHOE Y4YpeXOeHMe U COoBeT Mo 3TUKe 3afaHue Ha npoBefeHue
COOTBETCTBYHOLLNX SKCMEPTUS.

4. B cny4ae BbISBNEHNSI HEMOSHOTLI U (M) HEOOCTOBEPHOCTM MHbOpMaLMK, CoOAepXKaLLencs B NPeACTaBNeHHbIX
3a9BUTENEM [OKYMEHTaX, YMONHOMOYEHHbIA dedepanbHbIi OpraH UCMOMHWUTENBHOW BRacTy HanpaBnAeT 3asiBUTENHO
3anpoc 00 YTOYHEHUM YKa3aHHOW WHopMmaumn. [aHHbIA 3anpoc MOXeT ObiTb nepefaH YNoSIHOMOYEHHOMY
npeacrtaBuTenio 3aaBuTena INMYHO No4 pacrnucky, HanpaefiieH Nno nodyte 3aka3HbiIM nnucbMOM WU nepedaH B
SJ'IeKTpOHHOI7I ¢)opme no TeNNeKOMMYHUKaAUNOHHbIM KaHanam CBA3N. B CnyYae HanpaslieHuAa gaHHOro 3anpoca rno novyre
3aKasHbIM MUCbMOM OH CYMTAETCHA MOMyYEeHHbIM MO UCTEYEHUU LLIECTU OHEW C AaTbl HaMnpaBfeHUs 3akas3Horo nucbma.
3aaBuTenb 0653aH NpeacTaBUTh OTBET Ha 3anpoc YNONHOMOYEHHOrO hefepanbHOro opraHa UCMoSTHUTENBHON BracTu
B CPOK, He MpeBbILALWMIA AEBAHOCTA pabounx AHEN co AHA ero nomnyyeHus. Cpok, yKasaHHbIN B 4acTu 3 HacTosLeN
cTaTbMi, NPUOCTaAHABIIMBAETCA CO AHS HamnpaBleHus 3asBUTENO 3anpoca YMNOoNHOMOYEHHOro goedeparnbHOro opraHa
WCMONMHUTENBHON BNacTun 00 OHA nonyyvyeHua M COOTBETCTBYHOLLEro oTtBeTta U He y4nTbiBaeTCA Npu UCHUCNeHnm cpoka
NPUHATUA YNOJTHOMOYEHHbIM Cbep,epaj'leblM opraHomMm MCMNONMHNTENBbHOW BNacTu peweHna o npoBeaeHNn 3KCNepTusbl
OOKYMEHTOB Ansi MOMy4YeHus paspelleHns Ha NpoBedeHMe KIMHUYECKOro UCCneaoBaHWs NekapcTBEHHOro npenapaTta
AN MeAULMHCKOTO NPUMEHEHMS.

5. OcHoBaHVeM Ans oTka3a B NpOBEAEHUN 9KCNEePTU3bl JOKYMEHTOB AN NOMyYeHns paspelleHns Ha NnpoBeaeHne
KNMHUYECKOro MCCreoBaHUS NekapcTBEHHOro npenapata Ans MeAUMLMHCKOro NPUMEHEHUS U 3TUYECKOW 3KCnepTu3bl
ABMNAETCA NpPeACTaBreHne [OOKYMEHTOB, NPEeAyCMOTPEHHbIX 4YacTbio 2 HacToslew cTaTbW, B HENOnMHoM obbeme,
HenpeacTaBreHne 3asBuUTENeM B YCTAHOBMEHHbLIV CPOK OTBETa Ha yKasaHHbIN B YacTu 4 HacTosiwen ctaTbu 3anpoc
YMNONIHOMOYEHHOro chefepanbHOro opraHa UCNOMHUTENbHOW BRacT nMbo oTCyTCTBME B NpeAcTaBfeHHbIX AOKyMeHTax
ncYepnbiBaloLLEro nepeyHss HeobxoammMow nHopMaLmMm nmM nHopmaummn, Kotopas AoMKHA ObiTb OTpaXkeHa B HUX, a
TaKkKe OTCYTCTBME WHGOPMaLMK, noATBepxaalwen gakT ynnatel rocygapCTBEHHOW MOWNWHLI 3a MpoBefeHue
3TUYECKON 3KCMEepPTU3bl, SKCNEepPTM3bl OOKYMEHTOB Ha JleKapCTBEHHbIM npenapaT Ans MOonyyYeHus paspelleHus Ha
npoBeAeHne KIMMHNYECKOro MccredoBaHUs nekapcTBeHHOro npenapara Ans MeauUMHCKOro NpuUMeHeHus, 3a Bblaady
paspelleHnss Ha npoBedEeHMe KIMHUYECKOro UCCNedoBaHuUs IeKapCcTBEHHOro npenapata Ansg  MeuuUHCKOro
NPUMEHeHUs, 3a NpoBedeHne 3KCNEePTU3bl JOKYMEHTOB Ha NEeKapCTBEHHbIA nNpenapar Ans nofyYyeHus paspeLueHns Ha
npoBefeHne MeXayHapoOaHOro MHOrOLEHTPOBOrO KIMHWYECKOro WCCriefoBaHWs JeKapCTBEHHOro npenapara Aansg
MeAMUMHCKOro MnpYMEHeHUs, 3a Bblgady paspelleHns Ha npoBefdeHue MexXAyHapoOHOro MHOroLeHTPOBOro
KNMHUYECKOro NccreaoBaHns NekapcTBEHHOro npenapara Ans MeauuMHCKOro NpUMeHeHus, 3a NpoBeaeHne aTU4eCckom
3KCMEepPTU3bI, SKCNEepTM3bl OOKYMEHTOB Ha feKapCTBEHHbIM npenapaTt ANnd NonyvyeHus paspelleHns Ha npoBedeHue
NoCTPErncTpaLMoHHOro KIMHUYECKOro UCCeA0BaHUs fieKapCTBEHHOro npenapaTa Ans MeaUUMHCKOro NpuMeHeHus, 3a
Bbla4yy paspelleHnss Ha MpoBeAeHWe MOCTPErnCTPaLMOHHOTO KIMHUYECKOro UCCNeaoBaHUs  NeKkapCTBEHHOro
npenapara A1 MeAuLUMHCKOro NpuMeHeHuns.

6. npOBe,El,eHMe 9KCNepTn3bl LOOKYMEHTOB AONA MNoNy4YeHnda paspelleHna Ha npoBeaeHune KImHU4Yeckoro
ncecnegoBaHnAa nekapcrtBeHHOro npenaparta and MeguuuHCKOro npuMeHeHma m 3TUYECKON 9KCNepTn3bl, COCTaBJ1IeHNe
Komuccuen 9KCNepPTOB N COBETOM MO 3TUKE 3aKMYEHNIA O BO3MOXHOCTU WM HEBO3MOXXHOCTU npoBeaeHnAa Takoro
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

KIIMHMYECKOrO WCCNeaoBaHUA WM HanpaBfeHue 3TUX 3akMiYeHUn B YNOSIHOMOYEHHbIM heaepanbHbIn  opraH
WCMNOMHMTENBHOW BacT! OCYLLECTBMASATCA B CPOK, He MpeBbllualowmi Tpuauatu paboumx gHen co OHSA NonyYeHus
3KCMEPTHbIM  yypexaeHuemMm 3adaHus  YNoNHOMOYEHHOro dedeparnbHOro opraHa WCMONHUTENbHOW BRactu C
NPUNoOXeHNeM AOKYMEHTOB, yKa3aHHbIX B nyHKTax 3, 4, 10 n 11 yactu 2 HacToswen ctaTbl, U COBETOM MO 3TUKE
3a[aHnsi yNONHOMOYEHHOro befeparnbHOro opraHa UCMOMNHUTENBHOW BNACTU C MPUITOXEHWEM JOKYMEHTOB, YKa3aHHbIX
B NyHKTax 3-6, 8 1 9 yactn 2 HacTosiLen cTaTbu.

7. B cpok, He npesblwalownin nATM pabounx OHEW CO AHSA MONyYeHUs1 3aKknioYeHWr, yKasaHHbIX B 4actu 6
HacTosILLEN cTaTby, YNOTHOMOYEHHbBIN befepanbHbIi opraH UCNONHUTENbHOW BNACTy:

1) ocyllecTBMNseT OLEHKY MOCTYNUBLLMX 3aKMioYeHUid Ons onpeaeneHns UX COOTBETCTBMSA 3adaHusM Ha
npoBefeHne COOTBETCTBYIOLLNX SKCMEePTUS;

2) NpUHUMaET pelleHne O Bblaavye pa3pelleHna Ha npoBeaeHne KInMHUYeCKoro nccnenoBaHmnda nekapCTtBeHHOro
npenaparta anda meamumHCKOro npuMmeHeHuna nnm 00 oTkase B Bblgaye YKa3aHHOro paspeLueHuns;

3) BblJaeT pas3pelieHne Ha npoesegeHne KIMHU4YeCcKoro wuccneagoBaHuUa InekapCTBeHHOro npenaparta Ansd
MeaULIMHCKOro npuMmeHeHnda nnun pelleHume 00 oTKase B Bblgaye YKa3aHHOro paspeLleHunsa ¢ ykasaHmem npuy4nH otkasa.

8. OcHoBaHveM nansa oTkKasa B Bblgade paspelwieHna Ha nposegeHne KIMHNUYEeCKOro uccregoBaHuda
leKapCTBEeHHOro npenapara aAna MmeguunHCKOro npuMeHeHuna aBnaeTca Hanndne 3aknr4veHna KOMMCCUnM 3KCnepToB Unm
3aKn4yeHna coBeTta Mo 3TUKE O HEeBO3MOXHOCTU npoBeaeHNA KIMMHUYEeCKOro uccrnenoBaHna nekapCcTtBeHHOro
npenaparta gnda mMeanuuMHCKOro npuMeHeHuda no pesyrnbTtataM npoBedeHHbIX 3KCNepTus, npenyCcMoTpeHHbIX 4acTbio 6
HacTosLLEN CTaTbW.

9. PeweHne 06 oTkase B npoeegeHnn 3KCnepTu3bl OOKYMEHTOB A4 nony4veHua paspelleHna Ha nposegeHue
KINMMHNYEeCKOoro nccnengoBaHua nekapCcTtBeHHOro npenapara gna MmeanuuHCKoOro npuMeHeHuna m 3TUYECKON 9KCNepTun3bl “
B Bbla4vye pa3pelleHnda Ha npoBegeHne KinmHNn4YecKoro nccnegoBaHnda nekapCTtBeHHOro npenaparta gnda meguumHCKoro
NMPUMEHEHNA MOXET ObITb 00XanoBaHo B nopsaake, yCraHoBlIeHHOM 3akoHOO4aTeNIbCTBOM Poccuiickomn CDeﬂ,epaLl,l/ll/l.

Cratbsa 39.1. 3Tnyeckasa akcnepTmsa
(BBegeHa depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

1. OTuyeckas 3KCnepTn3a nposoguUTCA COBETOM NO J3TUKe, CO34aHHbIM B NopAnke, YCTaHOBJIEHHOM
YNONTHOMOY€E€HHbIM cbep,epaanblM opraHom WCNONHUTENBHOW BNAacTW, B LENAX Bbldayn 3aknoyeHnss o6 3TuyecKom
0OOCHOBAHHOCTN  BO3MOXHOCTHU npoeeaeHna KIMMHUMYEeCKOro wuccrnegoBaHnAa JNeKapCTBEHHOro npenaparta Aand
MeaULMHCKOro npuMeHeHus.

2. DkcnepTamu coBeTa No 3TUKe MOryT ObITb NpeacTaBUTeN MeaULMHCKMX OpraHn3aLmii, HayYHbIX opraHu3aumn,
obpasoBaTeslbHbIX OpraHvM3auuii BbicLero obpasoBaHUsl, a Takke NpeacTaBUTENM OOLLECTBEHHbIX OpraHu3auuin,
PEenUIMo3HbIX OpraHu3auuii M CpeAacTB MaccoBOM MHdopMauuu. [daHHble 3KCrnepTbl He [OOIMKHbl HaxoguTbCs B
Kakoi-nnbo 3aBMCMMOCTU OT pa3paboTyvMKOB NEKApCTBEHHbIX MpenapaTtoB W APYrMX N, 3auHTEpPecoBaHHbIX B
pesyrnbTaTtax 3TUYeCKOo aKCnepTu3bl.

3. Onnara ycnyr aKCnepToB cOBeTa MO 3TUKE OCYLLECTBNAETCA Ha OCHOBaHWM OroBOpa, 3aKMHYEHHOro Mexay
YMNONIHOMOYEHHbIM hefepanbHbIM OPraHoOM UCMOMHUTENbHON BNAcTW, KOTOPbIM CO34aH COBET MO 3TWKe, U IKCNepToM
coBeTa Mo 3TUKe, 3a cyeT BIKeTHbIX aCCUrHOBaHUWA, NPeAyCMOTPEHHBIX YNOIHOMOYEHHOMY dhegepanbHOMY opraHy
NCMONHUTENBLHON BNAacTW, KOTOPbIM CO3[aH COBET MO 3TuKe, B dhefepanbHOM BlogkeTe Ha COOTBETCTBYOLWNIA rof Ha
obecneyeHne ero eAaTenbLHOCTH, B pasMmepax, ycTaHoBIeHHbIX [MpaButenscTBom Poccuiickon ®egepauun.

4. 3kcnepTbl coBeTa MO 3TWKE HECYT QOTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOOATENbCTBOM Poccuiickoln
depepauuun.

5. CoctaB coBeTa No 3TuKe, NonoxeHune 06 ITOM coBeTe, MOPSOOK ero OesATenbHOCTM, TpeboBaHust K
KBanmMdukauum 1 onbiTy paboTbl N0 3KCNEPTHON OLEHKE Hay4HbIX, MEAULMHCKUX N 3TUYECKUX aCMEKTOB KIMHUYECKMX
nccnefoBaHuiA NeKapCTBEHHbIX NpenapaToB Ans MeAULMHCKOrO NPUMEHEHWS, MPeabsBsSeMble K 3KkcnepTaMm coBeTa Mo
3TMKe, NOpAAOK OpraHuM3auMuM W NPOBEAEHMST 3TUYECKOW SKCrnepTu3bl, dopMma 3akftoyeHuss coBeTa Mo  3Tuke
yCTaHaBMNMBaloTCs YNOMHOMOYEHHbIM deaepanbHbiM OpraHoM WCMOMHUTENbHOW BRactu. Yucno npeacrtaBuTenen
MeOULMHCKUX OpraHn3aumin He MOXeT NpeBbIaThb NOSIOBUHY OT 06LLIEro Yncra aKCnepToB COBETA MO 3TUKE.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

6. MHdopmaums o cocTaBe coBeTa MO 3TUKE, MiaHax ero paboTbl U Tekywen AesTEeNbHOCTU pa3MellaeTcs Ha
oomumansHOM canTe YNofHOMOYEHHOro doefdepanbHOro opraHa WCMNOMNHUTENbHOW BrRactu B cetn "UHTepHeT" B
YCTaHOBMEHHOM MM NOpAAKe.

Cratba 40. npOBeAEHMe KNMUHN4YEeCKOro mccrniegopaHunsa neKkapcrtBeHHOro npenapara gna MeauumnHCKoOro
npUMeHeHunsA

1. PykoBoanTens MeaMUMHCKOM OpraHm3auumn, Kotopasi MpoBOANUT KIMHUYECKOE UCCnefoBaHMe feKapCTBEHHOro
npenapara anda MeguumHCKOro npmMmeHeHud, HasHa4daeT uccrnegoBatend, OTBETCTBEHHOrNo 3a nposefeHune Takoro
uccrnegoBaHus M MMerowero  fiedebHyo  cneuuanbHOCTb, COOTBETCTBYIOLLYKD  MPOBOAUMOMY  KITMHUYECKOMY
nccneaoBaHUIO NEKapCTBEHHOro npenapaTta, CO CcTaxem paboTbl MO NporpammMaM  KMMHUYECKUX UccneaoBaHui
NeKapcTBEHHbIX NPenapaToB He MeHee YeM Tpu roga M Nno ero NpeasioXkeHUo HasHavaeT couccnegoBartenen s Yicna
Bpayen 3ToM MegULMHCKON opraHn3aLumm.

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

2. WNccneposartenb ocywiecTBnaeT Bbl60p nauyneHToB, KOTOpble MO MeOUUMHCKUM MNOoKa3aHUAM MOryT ObITb
npuBried4eHbl K y4acTuio B KIMMHNYECKOM UCCreoBaHUM NeKkapCTBEHHOIO npenaparta ond MmeanumHCKOro npuMeHeHn4.

3. WccnepoBatenb u couccrnegoBatenn OOMKHbl ObiTb O3HAKOMIEHbI C pe3ynbTatamMn OOKIUHNYECKOro
ncecnenosaHna nekapCctBeHHOro cpeactea, coaepXXawuMumca B 6p0Lu+ope ncenenosartend, MnpoOeKToM MNpoTokKona
KIMMHNYECKOro unccnegoBaHna InekapCcTtBeHHOro npenapata and MeauunHCKOro npumMeHeHud, pa3pa6OTaHHbIM
pa3p360TLlI/IKOM JNIEKapCTBEHHOro npenaparta Win WHbIM OPpUANYEeCKUM JIMLOM, TMpuUBIieEKaeMbiM K OpraHusaunm
nposegeHna KIMHNYeCKoro mnccriegoBaHuAa NeKapCTBEHHOro npenaparta gna MmeguumHCKOro npuMeHeHua, nu apyrumu
MaTepuanamm Takoro nccrnegoBaHuA.

3.1. PykoBoauTtenb MeauMUMHCKOW OpraHmu3auum B CPOK, HE MpeBbIlLAOWMiA Tpex pabounx gHen co gHSA Hadana
NpOBeAEHUS KIMHUYECKOTO NCCIeJ0BaHNs NEKAapCTBEHHOIO npenaparta Anst MEQULMHCKOrO NpUMeHeHus, coobaet ob
3TOM B YMNOSIHOMOYEHHLIN (hefepanbHbI OpraH MCMOMHUTENBLHOW BRAacTW, BblAaBLUMKA paspelleHne Ha npoBefeHue
TaKoro nccriefioBaHns, rno yctaHoBNeHHOM UM opme.

(vacTb 3.1 BBegeHa dPepepanbHbiM 3akoHoMm oT 29.11.2010 N 313-93)

4. OpraHnsauum, OCYyLLECTBNSAOLINE OPraHn3auuto NPOBEAEHUS KITMHUYECKOTO WUCCNELOBaHUSA NEKapPCTBEHHOIo
npenapaTa ans MeguUMHCKOro NPMMEHEHUS U yKa3aHHble B YacT 3 ctatbk 38 HacToswero degepanbHOro 3akoHa, B
cnyyae Heob6xooMMOCTM BHECEHUSI U3BMEHEHUIN B MPOTOKOM KIMMHUYECKOro MUCCNeaoBaHUs FIEKapCTBEHHOro npenapara
Ons MeaMUMHCKOro npuMMeHeHus coobaioT 06 3TOM B YMNOMHOMOYEHHbIV dhedepanbHbii opraH WUCNOSTHUTENBHOM
BNacTu, BblAaBLUMIA pa3peLleHne Ha NpoBeAeHNe Takoro NCCneaoBaHusd, No YCTaHOBIEHHOW UM hopme.

(B pea. PenepanbHoro zakoHa ot 11.10.2010 N 271-®3)

4.1. ®opma coobLlEeHMs O BHECEHMU W3MEHEHWW B MPOTOKON KIMHUYECKOrO MCCredoBaHWs NEeKapCTBEHHOro
npenapata 4nsg MeavLMHCKOro npuMeHeHns AormkHa cogepXatb cnegyolme CBeAeHNs:

1) HaMMeHoBaHWe, MOEHTUMVKALMOHHBIA HOMEP 1 AaTa NPOTOKoNa KNMHWYECKOTO MCCIeAoBaHus;
2) [aTa BHECEHMS U3MEHEHUI B NPOTOKOST KITMHUYECKOro MCCNeaoBaHus;
3) HaMMeHOBaHME N MECTO HaXOXAEeHUS 3asBUTENS;

4) HaMMeHOoBaHWe opraHu3auuu, NPUBIIEYEHHOW pa3paboTYMKOM feKkapCTBEHHOro npenapaTta K opraHu3aumm
NpoBeAEHUSA KIUHNYECKOro nccnegoBanns (Mpu Hanmumm);

5) HaUMEHOBaHMUS M MeCTa HaxXxOXAEHUs MEeOULMHCKUX OpraHuMsaumin, B KOTOPbIX MPOBOAMTCA KIMHUYECKOe
ncecnenoBsaHue;

6) AaTta BblAa4vyn pa3pelleHna Ha npoBeaeHne KnmHn4eCckoro nccrnegoBaHnAa n HoMep 3Toro paspelueHuns;

7) N3MEHeHUs, BHOCUMbIe B NPOTOKOM KIMHUYECKOro NCCNeaoBaHus.
(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHom oT 11.10.2010 N 271-93)

5. B cpok, He npeBbllaWuUin Tpuguatu pabounx AHEN CO OHSA MOMyYEHUS YKa3aHHOro B YacTu 4 HacTosewn
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

cTaTby COOOLLEHUNS, YNONTHOMOYEHHbIN dbeeparnbHbli OpraH UCMONTHUTENBHOW BRAcTy paccMaTpyBaeT 3TO COobLleHne
B YCTaHOBJIEHHOM WM nNopdake W npuHMMaeT pelweHne O BHeCeHun M3MEHEHUN B NPOTOKON KIMUHUYECKOro
ncenegoBaHnAa nekapcTtBeHHOro npenaparta and MeauumHCKOro npuMeHeHua unn 06 oTKa3e BO BHECEHUM TaKuUX
nameHeHu. Npu paccmoTpeHun cooblleHuss 0 HeobXOAUMOCTM BHECEHWS U3MEHEHWA B MNPOTOKON KIMHUYECKOro
nccrefoBaHusa NeKapCTBEHHOrO npenapaTta Ans MeAWUMHCKOrO MpUMEHEHUS B LEnsX OLEeHKM OOOCHOBaHHOCTU
npegnaraembiX U3MEHEHUA M OMpedeneHnst CTENEHU pucka AN NauMeHTOB, MPUHUMAIOLUX y4acTUe B KITMHUYECKUX
nccrnegoBaHusx, ynornHOMOYEHHbIM dhegepanbHbiM OpraHoM MCMOSTHUTENbBHOM BNACTU MOTYT MPUBMEKaTbCA 3KCNepThbl
coBeTa Mo 3TuKe.

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

6. KnuHuyeckoe wccnegoBaHWe JieKapCTBEHHOrO MpenapaTta afs MeOuUMHCKOTO MPUMEHEeHUsT MOXeT ObiTb
MPUOCTaHOBIIEHO WM NMPEeKpaLleHo, eCin B NMpoLIEcce ero nNpoBefeHuss obHapyXeHa onacHOCTb AJ1si KW3HU, 300POBbS
nauueHToB. B cnyyae BO3HMKHOBEHWSI OMacHOCTM AMNS XW3HW, 300POBbA MaUMEHTa, YYacTBYIOLErO B KIMHUYECKOM
UCCrefoBaHWM  NeKkapcTBEHHOro npenapaTta Afns  MeauUMHCKOro  NMpUMeHeHus,  uccrnegoBateny  o6s3aHbl
npouHgopMrpoBaTb 06 3TOM PYKOBOAWUTENS MEAMLMHCKOA OpraHusauuv M opraHvsaumio, NonyyvBLLYIO paspelueHue
YNONTHOMOYEHHOTO (beepanbHOro opraHa WCMOMHUTENbHOW BRACTM Ha OpraHM3auuio MPOBeAEHUs! KIMHUYECKOro
nccrnenoBaHNWs  NIeKapCTBEHHOro npenaparta. PelleHne 0O NPUOCTAHOBMEHUU  KIIMHUYECKOTO  MCCIEeAoBaHUs
NeKkapcTBEHHOro npenaparta Ans MeguLUMHCKOro NpyMeHeHVsl MPYHUMatOT PyKOBOAWUTENb MEAULIMHCKOM OpraHu3aummn u
(Mnn) opraHusauus, nonyyvBLIas paspeLleHre YNofHOMOYEHHOro deeparnibHOro opraHa UCMONHUTENBHOWM BRacTu Ha
opraHv3aumio NPoBEAEHUs KIMMHNYECKOro UCCNeoBaHNs NekapcTBEHHOro npenapaTa Ans MeauLMHCKOro NpUMEHEHNS,
peLleHVe O NpeKkpaLleH Takoro UCCrefoBaHNUs MPUHUMAaET YNONIHOMOYEHHbIN heaepanbHblii opraH UCMONMHUTENBHOM
BACTW Ha OCHOBAHWUM COOGLLEHMS B MMCbMEHHOM (DOpMeE PyKOBOAMTENS MeaAULMHCKON opraHvM3auum unm opraHusaums,
nonyymBlIas paspelleHne YMNofHOMOYEHHOTO (oeaeparibHOro opraHa WCMONMHUTENbHOW BNacT Ha OpraHu3auuio
NPOBEAEHUS KIMHUYECKOrO UCCeA0BaHNs NEKAPCTBEHHOTO Npenaparta Ans MeauLUHCKOTo NpUMeHeHusl.

7. B cpok, He MpeBbilalWmi NATKU pabounx OHEN CO LOHSA 3aBEpPLUEHWUsl, MPUOCTAHOBMEHMS UMW MpPeKpaLLleHns
KNMMHUYECKOrO MUCCreoBaHUsl JIEKApPCTBEHHOro npenaparta Ang MeguumMHCKOro MNpUMEHeHUs, cooblieHne o6 3ToMm
HanpaBnseTca OpraHM3auusMn, ykasaHHbiMM B 4Yactu 3 cratbm 38 Hactoswero PenepanbHOro 3akoHa, B
YNOSTHOMOYEHHbIN doeaeparibHbI OpraH UCMOMHUTENBHOW BNacTh MO YCTaHOBIEHHOW UM hopMe.

8. CDopma coobuleHns o 3aBepLleHnn, npuocTtaHoBNEHUN UINMN NpeKpalweHUn KIMHUN4YeCcKoro uccrneanoBaHua
JIeKapCTBEHHOrO npenaparta Ana MegunumnHCKOro npuMeHeHnAa OoJkKHa coaepKaTth:

1) wHdopmauMio O MEeOUUMHCKON OpraHusauun Wnv MeAULMHCKUX OpraHuMsauusix, MNpoBOAMBLUMX OaHHOE
nuccrnenoBaHue;

2) onncaHme gaHHoro nccriegoBaHuA,

3) OaHHble nccnegoBatend (amunus, UMsi, OTYECTBO, MECTO paboTbl, 3aHMMaeMast AOMKHOCTb, CNeLNansHOCTb,
cTax paboTbl MO nporpaMmMam KIMHUYECKUX WCCNEeLOBaHUM NEeKapCTBEHHbIX MPenapaTtoB, MepeyveHb KIMHUYECKUX
nccrefoBaHU NiekapCTBEHHbLIX MpenapaToB, B KOTOPbIX OH MpUMHUMan ydactue (nepuogbl yyacTusi) B KavecTBe
uccriegoBaTens unv couccrnegosarens);

(B pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pesynbTaT [daHHOIO WCCNedoBaHWs (3aBeplleHue, MPUOCTaHOBIIEHME WU MpekpalleHve LaHHOro
NCCNEefoBaHNUst C yKasaHWeM UX MPUYUH U BIMSIHUS Ha OLIEHKY ero pes3yrbTaToB, OOLLY0 OUEHKY puUcka U OXMOaeMoMu
nonb3bl OT MNPUMEHEHWS UCCReayeMoro JekapCTBEHHOrO MpenapaTa, a Takke npeanonaraemble AanbHenwne
nencreus).

8.1. lMpun BbigBNeHUU deaepanbHbIM OPraHOM WUCMONTHUTENBHOW BracTW, OCYLUECTBASKOWUM  QYHKUUKU 1O
KOHTPOMO M Hagsopy B cdepe 34paBOOXPAHEHUS, HAPYLIEHWA OpaBWI Hagnexawlen KIMHUYEeCKOW NPaKTUKM npu
NPOBEAEHUN KIMHUYECKOrO MCCIeAoBaHWs NIEKapCTBEHHOIO Npenapara, BAUSIOWMX Ha NOMHOTY 1 (Mnn) JOCTOBEPHOCTb
[AHHOr0O KITMHUYECKOro UCcneaoBaHus, yKkasaHHbIN dpedepanbHbiili opraH UCMOMHUTENbHOW BracTy NpUoCcTaHaBnNnBaeT
npoBefeHne AaHHOro KIIMHUYECKOro WUCCNeaoBaHMs M BbIHOCUT MELMLMHCKOM OpraHumsaumm, B KOTOPOW MPOBOAMTCS
[aHHOe KMMHMYEeCKOoe uccrnefoBaHue, npegnucaHue o6 YCTpaHEeHUM BbISIBNEHHbIX HapylieHun. lMpu HeycTpaHeHuu
MEOVLMHCKON oOpraHn3auven BbISIBMIEHHbIX HapPYLWEHUWN B YCTAHOBMEHHbIN B MNpPeAnMcaHMmM CpOK  YKa3aHHbIN
doenepanbHbiii opraH WCMOMHUTENbHOW BRAcTU NMPUHUMAET pelleHMe O NpeKpalleHUn MpoBeAeHUs] KIMMHUYECKOro
nuccnegoBaHUst INeKapCTBEHHOrO Mpenapata W HanpaensieT B dedepanbHbli OpraH WCMONTHUTENBHOW BIacTH,
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

ocyLuecTBRAWNA yHKLUMM MO BblpaboTke M peanu3auum rocygapCTBEHHON MOMUTUMKA M HOPMAaTUBHO-NPaBOBOMY
perynupoBaHuio B cdepe 34paBOOXpPaHEHUs, 3akiioyYeHWe O BbISBIIEHUM NPW MPOBEAEHUN AAHHOMO KIMHUYECKOro
UCcCrefoBaHUSA HapyleHWA npaBun Hagnexawlenh KNUHUYECKOW MpakTUKM Ans NPUHATUS pelleHus o6 OoTMeHe
paspelleHnss Ha OopraHM3auuio npoBefeHUs AaHHOro KIMWMHWYECKOro WUccrefoBaHusa C AaTbl MPUHATUS peLleHus o
NPUOCTaHOBNEHUN NPOBEAEHMWS KINMHUYECKOro UCCreoBaHUs fiekapCTBEHHOro npenaparTa.

(vactb 8.1 B pea. PepepanbHoro 3akoHa oT 13.07.2015 N 241-93)

9. YNOnHOMOYEHHbIN dedeparnbHbI OpraH UCMONMHUTENBHON BnacTu onybnvkoBbiBaeT U pa3meLLaeT Ha CBOEM
odmumanbHom cante B cetu "MHTepHeT" cooOLlieHne O 3aBeplUeHUW, MNPUOCTAHOBIIEHUM WNU  MpeKpalleHun
KNMMHUYECKOrO UCCefoBaHUsA NekapCTBEHHOrO Npenapara Anst MeguUmMHCKOro NpYMEHEHNsT B CPOK, HE MPEBbILIAOLLNIA
NsATU paboynx AHEN CO OHS ero Nony4YeHus, B yCTaHOBNIEHHOM UM MOPSAKE.

10. YnomnHomoueHHbI enepanbHblil OpraH WCMONHUTENbHOW BNAcTU  OCYLECTBRseT BedeHue peecTtpa
uccriegoBaTtenen, NpoBOAALMX WM MPOBOAMBLUMX KITUHWYECKME WCCNefoBaHWs NEeKapCTBEHHbIX npenapaToB ANnd
MEOULUMHCKOTO MPUMEHEHMWS, B COOTBETCTBMU C YTBEPXOEHHbIMM WM [paBuIaMu M pa3MellaeT ero Ha CBOEM
oduumnansHoM cante B ceTn "MIHTepHET" B YCTAHOBMEHHOM UM Nopsaake. YKasaHHbI peecTp CoOaepXuT uHdopmaumio,
npeayCMOTPEHHYIO MYHKTOM 3 YacTu 8 HacTOALLEN CTaTbu.

11. OTueT O pesynbTaTax KMAMHUYECKOrO WCCREeLOBaHWSA NeKapCTBEHHOro npenapaTta Ans MeauumMHCKOro
NPUMEHEHNSA COCTaBNSIETCA OpraHmM3auunen, ykaszaHHom B Yactu 3 ctaTbn 38 Hactoswero defepanbHOro 3akoHa, Ha
OCHOBaHUM 3aKIMOYEHUA MEOUUUHCKMX OpraHmsauuin, npoBOAMBLUMX 9TO MWCCNedoBaHWe, W MNpeacTaBnsieTcd B
YNOSTHOMOYEHHbIN heaepanbHbli OpraH MCMOMHUTENbHOM BRNacTW, BblAaBLUMKA paspelleHne Ha npoBefeHue 3Toro
nccnenoBaHnda, B CpPOK, He I'IpeBbILIJaI-OLIJ,VII7I Tpex MecdueB CO [OHA ero 3aBeplleHunda, MNpUoCTaHOBNEHUA WUNKU
npekpallieHua, B nopdaake, yctaHoBl1€éHHOM YNOJIHOMOYEHHbIM (i)ep,epaj'lebIM OopraHom NCMNONMHUTENbHOW BNacTu.

12. HapyweHue npaBui Hagnexawlen KNMHUYEeCKOW NpakTuKK, danbcudurkaumsa pesynbTaToB KIMHUYECKOro
nccrnegoBaHusA NeKapCTBEHHOTO npenaparta And MeOVMUWHCKOro MpUMEHEHUs BREKyT 3a CODOM OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOHOAATeENbCTBOM Poccunckon ®enepaumn.

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

13. MNpw NnpoBeaeHMN KITMHUYECKOIO UCCNEeA0BaHUS NIEKapCTBEHHOrO nNpenapaTa 419 MeAMLUHCKOrO NpUMEHEHNS
ponyckaeTtcs 3abop y nauneHToB B1Monormdeckmx MmatepuanoB (00pasLbl OMONOrMYecKnx XXMOKOCTEN, TKaHEN, CEKPETOB
N NPOAOYKTOB >XU3HEOAEATENbHOCTM YenoBeka, (prM3nMonormyeckux M natoriormyeckux BblAeNeHu, MaskoB, COCKODOB,
CMbIBOB, MMWKpPOOPraHu3moB, OuoncuiHbIi maTtepuwan) ans ux usydenus B Poccunckon Pegepaumm m (unn) 3a
npegenamu Poccuiickon deanepavmm.

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

14. Nopanok BBo3a B Poccuinckytro Pepepaumio n BbiBo3a 3a npeaensl Poccunckon depepaumm Guonornyeckmx
MaTtepuanos, MOMYYEHHbIX MNpU MNPOBEAEHUN KIUHUYECKOrO WCCNefoBaHUs JliekapCTBEHHOro npenaparta gns
MeaMLMHCKOro NpuMeHeHus1, yctaHasnueaeTcs NpasuTtensctBom Poccuiickon ®epepauuu.

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

Crtatbsa 41. [loroBop O MpoBeAeHMM KIMHUYECKOro MUCCriefoBaHUsi NleKapCTBEHHOro npenapata gns
MeOULUMUHCKOro NpuMeHeHust

1. KnnHunyeckoe uccnegoBaHWe NeKkapCTBEHHOro npenapata and MeAWLWMHCKOro MPUMEHEHUst NMpoBOAUTCS B
COOTBETCTBMM C [JOrOBOPOM O MPOBEOEHUN KITMHUYECKOrO WCCNedOBaHUS NeKapCTBEHHOro npenapaTta Ans
MEOULMHCKOTO MPUMEHEHWS, 3aKMyYaeMbiM MeXZy oOpraHv3aumen, MonyudMBLIEN paspeLlleHne  YMOSTHOMOYEHHOMO
drenepanbHOro opraHa UCMONTHUTENBHON BRACcTV Ha OpraHu3aumio NPOBEAEHMS TAaKoro UCCreqoBaHnst, U MeOULNMHCKOM
opraHusaumein, oCyLLLeCTBAIOWEN NpoBedeHNe Takoro nccrnegoBaHus.

2. ,D,OFOBOp O npoBegeHunn KIMHNYEeCKoro uccriegoBaHnA nekapcTtBeHHOro npenapata Ana mMeagunuuHCKoro
NPUMEHEHUNA OOJTKEH coaepXaTb:

1) ycnoBus n Cpokn NpoBeAeHUst 4AHHOTO UCCINEA0BaHNS;

2) onpegeneHne o6lle CTOMMOCTM MporpaMMbl  [aHHOTO  WCCREedoBaHMsi C  yKasaHMEM  CYMMbl,
npeaHasHavaloLlencs Ans BeinnaT uccnegosaTensam, couccneaoBaTensm;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

3) onpegeneHne opmbl MpeacTaBneHWss pe3ynbTaToB  [AHHOMO UCCNefoBaHUA B YMOJIHOMOYEHHbIV
deaepansHbIv opraH NCNOSTHUTENBHOW BacTu.

Cratbsa 42. ®uHaHCcOBOe obGecrneyeHuUe KIMHUYECKOro uccriegoBaHuA NNIeKapCcTBeHHOro npenapara Aansd
MeAULUMNHCKOro npumMmeHeHus

durHaHcoBoe obecneyeHne KIMHUYECKOro WCCreaoBaHUs JleKapCTBEeHHOro npenapata Agna MeguumnHCKoro
NnpMMeHeHUsA OCyLLECTBINAETCA 3a CHET.

1) cpeacTB dheaepansHoro GrooxeTa;

2) cpefcTB opraHusauui, NOnyYMBLUMX paspelleHne Ha OpraHu3auuio NpoBeAEeHUs OAHHOrO WCCINeLoBaHWs, B
COOTBETCTBMU C YCIIOBUAMU OrOBOPa O €ro NpoBeaeHUY;

3) MHBIX HEe 3anpeLLeHHbIX 3akoHoaaTenbCcTBoM Poccuiickon ®egepauum NCTOYHMKOB.

Crtatbs 43. NpaBa nauMeHTOB, y4acTBYHOLMUX B KIIMHUYECKOM MUCCNeA0BaHUM NIEKapCTBEHHOro npenapara
ANA MeAVULIMHCKOro NpYMeHeHus

1. YyacTme nauMeHTOB B KIMHUYECKOM WCCreaoBaHUn JNIEKapCTBEHHOro npenaparta Ana MeauunHCKOoro
NPUMEHEHNA ABNAETCA D,06pOBOJ'IbeIM.

2. MaumneHT unu ero 3akoHHbIN NpeacTaBuTeNb JOMKEH BbITb MHPOPMMPOBAH B MMCbMEHHOW hopMe:

1) 0 NekapCcTBEHHOM npenapare Ans MeaULMHCKOro NPYMEHEHUS 1 CYLLIHOCTY KIIMHUYECKOro UCCIe0BaHms 3Toro
nekapcTBEHHOro npenapara;

2) 0 ©GesonacHocTn NlekapCTBeHHOro npenapara Anda MeguunmHCKOro npuMmeHeHud, ero oXngaemom
Sde)eKTI/IBHOCTI/I N CTeENeHn pncka and nauneHTa,

3) 06 ycnoeuax yyactuma naudueHta B KIMUMHUYECKOM UccnegoBaHuUM JNekKapCTBEHHOro npenaparta  nnda
MeaUUMNHCKOro npuMeHeHus;

4) O uenn unn uendax m npoaosmkuteribHOCTU KIMMHUYECKOro UnccriegoBaHuA JeKapCTBEHHOro npenapara Aand
MeaULMHCKOIro npuMeHeHus;

5) O OEeNCTBUAX NaumeHTa B Ccnyyae HenpenBuaeHHbIX SQ)(*)GKTOB BINMNAHNA INEeKapCTBEHHOro npenapara Aanda
MeaNLIMHCKOIro NnpuMeHeHna Ha COCToAHUE ero 340poBbA;

6) 06 ycnoBusax o6a3aTenbHOro CTPaxoBaHMUS XXU3HW, 300P0BbS NALUEHTA;

7) O rapaHTuax KOHd’)M,EI,eHLI,I/IaJ'IbHOCTM yqyactna nauueHta B KIMHUYECKOM WUuccnenoBaHun nekapCTtBeHHOro
npenaparta gnha meamunHCKoro npyuMeHeHuns.

3. JobpoBonbHOE cornacue nauueHTa Ha ydacTue B KIMMHMYECKOM UCCreLOoBaHWW NeKkapCTBEHHOro npenaparta
AN MeAWLMHCKOro NpUMEHEHUs NOATBEPXKAAETCA ero NoAanucbio UM NOAMUCLI0 ero 3aKOHHOro MpefcTaBuTens Ha
NMH(OPMALIMOHHOM NUCTKE NauueHTa.

4. TMauMeHT wunn ero 3aKkoHHLIN npegcrasutesnib MMeeT npaBoO OTKa3aTbCA OT y4yacTua B KIIMHUYECKOM
nccnegosaHMM nekapCcTtBeHHOro npenaparta ana MeaunuuHCKOro npuMeHeHua Ha nodon cragun npoeeaeHna Takoro
ncecnegoBaHuA.

5. MNMpoBegeHne KNMHUYECKOTO MUCCNenoBaHUA NEeKapCTBEHHOro npenapata ans MeauUMHCKOro NpUMEHEHUs C
ydacTMeM B KadecTBe NaLMeHTOB AeTel AOMyCcKaeTCa TOSbKO C corfacus B MUCbMEHHOW bopme KX poauTenewn,
yCbiHOBUTENEN. [JeTn MoryT paccmaTpuBaTbCs B Ka4yeCTBE MOTEHUManbHbIX MNauMeHTOB Takoro UCCreaoBaHUA, TOMbKO
ecnM ero npoeefdeHve HeobxoOaMMO [ANs YKPenneHus 300poBbsi AeTe uUnu  NpoUNakTUKM  MHEKLMOHHbIX
3aboneBaHni B [OETCKOM Bo3pacTe NnMbO ecny Uenbi TaKoro MCCredoBaHus SIBNSIETCA MOMyYeHWE [OaHHbIX O
Haunydllen OO3UPOBKE IeKapCTBEHHOro npenapata Ana nedvyeHus geten. B aTmx criyyasx Takomy uccrnegoBaHuio
OOMKHO NpeawecTBoBaTh KMMHUYECKOE MUCCreoBaHWe fiekapCTBEHHOro npenapara ang MeauvumHCKOro npuMeHeHus
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

Ha COBEpLUEHHONETHNX rpaxgaHax, 3a WCKMYeHWeM Cryyaes, eCrnvm uccredyemblii fiekapCcTBeHHbIM npenapaTt Aans
MeOULMHCKOro NPUMEHEHNS NpeaHa3HayYeH UCKNIoYUTENbHO ANs UCMOMNb30BaHNS HECOBEPLUEHHONETHUMM rpaxaaHamu.
(B pea. PegepanbHoro gakoHa ot 22.10.2014 N 313-93)

6. 3ar|peu.|,aeTCF| npoeegeHne KIMMHNM4YeCKoro uccnenoBaHnda InekapCcTtBeHHOro npenapata and mMmeamunHCKoro
npuMeHeHnda ¢ y4actmem B Ka4yecTtBe NnauuneHTOB:

1) oeTen-cnpoT n aeTen, octaBlumxcs 6e3 nonevyeHns pogutenen;

2) XEeHWMWH B nepuop 6epeMeHHOCTH, KEHLLMH B MEPUOA TPYAHOrO BCKApMITMBAHUSA, 3@ UCKIOYEHUEM CIy4aes,
€CNnM MPOBOAMTCHA KIMHMYECKOEe MUccrefoBaHUe eKapCTBEHHOro npenaparta, npeaHas3HayeHHoro AN yKasaHHbIX
XXEHLLMH, NMPU YCrNOBUN HEOBXOAUMOCTU MOmnyYeHUss MHGOPMaLMM TONbKO BO Bpems MPOoBEeAeHMs COOTBETCTBYIOLLMX
KIMUHUYECKUX UCCNEAOBaHMUA U NPUHATUA BCEX HEOBGXOAMMbIX MEp MO UCKITIOYEHMI0 pUcKa HaHECEHNS Bpeaa XeHLLUMHe B
nepvod GepeMeHHOCTU, XKeHLLIMHe B Nepuo rpyaHOro BCckapMnnBaHus, nnogy Unmn pebexky;

3) BOEHHOCnyXallux, 3a WCKMYEeHWeM criydaeB NPOBEAEHUS KIMHUYECKOro WMCCNefoBaHWs NeKkapCTBEHHOro
npenaparta, cneumanbHO pa3paboTaHHOro A5 NPUMEHEHUS B YCNOBUSAX BOEHHbIX AEACTBUW, Ype3BblHaiHbIX CUTyauum,
npocunakTukn 1 neveHus 3aboneBaHWii U NOPaXeHWin, MONyYeHHbIX B pesynbTaTe BO3OEWCTBUS HebnaronpusiTHbIX
XMMUYECKMX, ONOMOornyecknx, paguvaumoHHbiX ¢akTopoB. KruHMYeckoe wuccneaoBaHWe Takoro NeKkapCTBEHHOro
npenapara MOXeT MNpPOBOAUTBCA C Yy4yacTMeM B KayeCTBe NauMeHTOB BOEHHOCMYXallMX, 3a WCKIYeHNeM
BOEHHOCNYXaLUWX, MNPOXOAALUMX BOEHHYK Ccnyxby no npusbiBy, C cobniogeHnem TpeboBaHuN, YCTaHOBMEHHbIX
HacTosAwmM PegepanbHbIM 3aKOHOM B OTHOLLEHWWN TPadKAaHCKMX nnL;

4) COTPYAHUKOB NpaBOOXpaHUTENbHbIX OPraHoB;

5) nuu, oTObIBaKOLWMX HakazaHMe B MecTax NULIeHWst cBoboAdbl, a Takke NUL, HaxXOAsLMUXCHA MO4 CTpaxen B
CNeACTBEHHbIX N3onaTopax.

7. DonyckaeTca npoBeAeHVEe KIMHUYECKOrOo WUCCNedoBaHUs NeKkapCTBEHHOro npenaparta Ans MeAULMHCKOro
NMPUMEHEHWS, NPeAHa3HaYeHHOro Ans NneyYeHns ncuxmyecknx sabonesaHui, C yyacTem B KayecTBe MauueHToB nuu C
ncuxnyecknMy 3aboneBaHusaMN, MPU3HAHHbIX HedeecnocobHbiMU B OOpsake, YCTAHOBMEHHOM 3aKoHOA4ATernbCTBOM
Poccuiickon ®epepaunn. KnuHnyeckoe mccrnegoBaHne nekapCTBEHHOrO npenaparta B 9TOM Criydae npoBOAUTCS Mpu
Hanuyun cornacus B NUCbMEHHON PopMe 3aKOHHbIX NpeAcTaBUTENEN YKa3aHHbIX M.

CrtaTba 44. OGsA3aTenbHOe CTpaxOBaHWE XWU3HU, 340POBbs MNaLMeHTa, y4YacTBYHLIEro B KIMHUYECKOM
uccrnenoBaHUM NleKapCTBEHHOro nNpenapara AN MegULMHCKOro NpUMeHeHUsA
(B pen. PegepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. OpraHuzauusi, nonyymBlUIAA paspelleHVe Ha OpraHuM3auuio MNpoBedEeHUs KIUMHWYECKOro WUCCneaoBaHus
nekapcTBEHHOro npenapaTa Ans MeAMUMHCKOro MpuMeHeHusi, obsizaHa B KayecTBe CTpaxoBaTens CTpaxoBaTb PUCK
NPUYMHEHNs Bpeda »KM3HW, 300pOBbI0 NauMeHTa B pesynbTaTe MNpPOBEAEHUS  KIMHUYECKOTrO  UCCeLoBaHus
NeKkapcTBEHHOro npenapata AN  MEeAUUMHCKOro MNPUMEHEHWs 3a CBOW CYeT MyTeM 3aKrioyeHus [orosopa
0653aTeNbHOro CTpaxoBaHums.

2. ObbekToMm o0b4a3aTenbHOro CTpaxoBaHNA 4ABNAETCA VIMyLLI,eCTBeHHbIﬂ MHTEpeC nauuneHTa, CBSI3aHHbLIN C
npuynHeHnem Bpega ero XuM3Hnm Wi 300pOBbHO B peldyrnbTaTte nposefeHuda KIMHUYeCKoro uccriegoBaHud
J1eKapCTBEHHOro npenapata gnda MmeanunHCKoro npuMeHeHus.

3. CTpaxoBbIM Cry4YaeM Mo A0roBopy 06a3aTenbHOro CTpaxoBaHus ABMSAETCA CMePTh NauueHTa Unu yxyaleHue
€ro 310pOBbs, B TOM YMCIie BreKyllee 3a cob0i yCTaHOBINEHNe UHBANUOHOCTM, NPU HaNUYMnU NPUYNHHO-CIEACTBEHHOM
CBSI3WM MEXy HACTYMMeHWeM 3TOro cobbiTMsi U yyacTUeM MaumeHTa B KMUHWYECKOM WCCIedoBaHuy NeKkapCTBEHHOro
npenapara.

4. TpeGOBaHMﬂ O BoO3MelleHnn Bpena, NpUYNHEeHHOro Xu3HM wunn 300pPOBbIKO MauuneHTa, NpeabABAKTCA B
Te4dyeHne CpoKoB MCKOBOW AaBHOCTH, YCTAHOBJ1E€HHbIX rPa>O4aHCKUM 3aKOHOAATEIbCTBOM.

5. Paamep cTpaxoBow BbiNnathl N0 4OroBOPY 00513aTENbHOrO CTPAaxXxOBaHUA COCTaBMSET:

1) B Criydae CMepTu nauneHTa gBa MUIIIMOHA py6ne|7| Ha KaXXgoro nauueHta, y4actesoBaBLUEro B KIIMHUYECKOM
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

“ccrnefoBaHWK NIeKapCTBEHHOTO NpenapaTa;
2) Npw yXyAwWeHWn 300poBbs NauyeHTa:

a) noerekwem 3a cobol yCTaHOBMeHWe WHBaNMAHOCTV | rpynnbl, OAWUH MUIIIMOH NSTLCOT ThicsAy pybrei Ha
KakOoro nauueHTa, y4acTBOBaBLUIEro B KMMHUYECKOM UCCrefoBaHny NekapcTBEHHOro npenapara;

6) noenekwem 3a coboi ycTaHoBNeHne uHBanuaHocTy |l rpynnbl, oAMH MUNMMOH pybrei Ha Kaxaoro nauueHTa,
y4YacCTBOBABLLETO B KIIMHUYECKOM WUCCEeA0BaHNN NeKapCTBEHHOTO Npenapara;

B) nosriekwem 3a cobon yctaHoBneHne nHsanugHoctu Il rpynnel, NATLCOT ThicAY pybnen Ha Kaxaoro naumeHTa,
y4acTBOBABLLErO B KNMHUYECKOM UCCref0BaHUN NekapCTBEHHOro npenapaTa;

r) He noenekwem 3a cobor yCTaHOBMEHUSI MHBANMMOHOCTU, He Bornee 4Yem TpucTa TbiCAY pybnenm Ha Kaxaoro
nauMeHTa, y4yacTBOBaBLUEro B KMMHWMYECKOM MWCCreAoBaHMM NeKapCTBEHHOro npenapaTa, ucxogs U3 HOpMaTUBOB,
OTpaXkaloLLMX XapaKkTep U CTeNeHb NOBPEXOEeHUS 340POBbS, a Takke (hakTUYeCcKM NMOHECEeHHbIX NaLMeEHTOM 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, YeMm CpPOK npoBeaeHuna KIimHN4YecKkoro
ncenegoBaHnAa nekapcTtBeHHOro npenaparta.

8. Ycnosua pgoroBopa 06A3aTeNnbHOrO CTpPaxoBaHWs, B TOM 4ucrne CTpaxoBble Tapudbl No obs3aTernbHOMY
CTPaxoBaHuio, nepevyeHb HeobXoaAMMbIX [OKYMEHTOB QAN  OCYLWEeCTBNEHUS CTPaxoBOW BbIMnaTtbl, MNOPSAOK
YCTaHOBMIEHUs1 cTpaxoBaTeneMm WHAMBMAYaNbHOro MOAEHTUUKALMOHHOIO Koda nauueHTa, nopsgok MHOpMMpoBaHMSA
CTpaxoBaTefieM CTPaxoBLUMKA O MPUBMIEYEHHbIX K KIMHWYECKOMY MCCredoBaHWI0 fleKapCTBEHHOro npenaparta ang
MEONLMHCKOrO MPUMEHEHMS nauMeHTax, NopsagoK ynnaTbl CTPaxoBOW NpeMun, Nopsaok peanu3aumn onpeperneHHbIX
HacTosAwmm PedeparnbHbIM 3aKOHOM M ApyrMMuy begepanbHbiMU 3akoHaMKu npaB 1 0653aHHOCTEN CTOPOH MO AOroBopy
06sA3aTeNbHOr0 CTpPaxoBaHWs, a Takke HOPMaTMBbl, OTpaXKalolme XapakTep M CTeneHb MOBPeXAeHUs 300pOoBbS,
yCTaHaBNMBalTCA TUMNOBbIMY NpaBuiamy 0653aTenbHOro CTpaxoBaHusl.

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

9. B cnyyvyae npuynHeHna Bpeda XWUM3HUM MNauueHTa, YydacTtBoBaBLUEro B KIMHMYECKOM uUccrnenoBaHUun
NNekapCTBEeHHOro npenaparta, Bber,El,OI'IpI/IOGpeTaTeJ'IFlMVI no Aoroesopy obdazaTtenbHoro CTpaxoBaHUA ABNAKTCA
rpaxgaHe, nMewwme npaso Ha BO3MeLleHMEe Bpena B Cllydae CMepTu KopMuribua B COOTBETCTBUU C rpaKgaHCKUM
3aKOHOAATENIbCTBOM, NMPU OTCYTCTBUU TaKUX rpaxgaH - poantenu, cynpyr, 4eTh yMmepLllero naymeHTa, y4actsoBaBLUEro
B KIIMHUWYECKOM WCCnegoBaHuM JieKkapCTBEHHOro npenapara, B CllydYae CMepTu MnauueHTta, ydacTBOBaBLUElro B
KIMMHNYEeCKOM uccriegoBaHMN fiekapCTBeHHOro rnpenaparta U He MMeBLUero CaMoCToATEeNIbHOIro goxoaa, - rpaxaaHe, Ha
MXanBeHUU KOTOPbIX OH Haxoauncsd, B OTHOLLEHNX BO3MeLLEeHNA pacxonoB Ha norpe6eHv|e nauueHTa, y4acrtsoBaBLUero
B KIMMHUYECKOM uUccrenoBaHnn nekapCTtBeHHOro npenaparta, - nuo, noHecLlee Takme pacxobl.

10. CTpaxoBasi BbinnaTa B CYeT BO3MELLEHUA Bpeda, MPUYMHEHHOTO XM3HW MauMeHTa, y4YacTBOBaBLUEroO B
KMUHUYECKOM WCCINEeAOBaHMM EeKapCTBEHHOro MpenapaTta, pacnpefensieTcs Mexay BblrogornpuobpeTaTensmu
MpPOMoOpLMOHAnbHO UX KONMUYECTBY B PaBHbIX OOMSX.

11. TMpyv HacTynneHun CTPaxoBOro crnydasl MauuMeHT, Yy4acTBOBaBLUMWA B KIIMHWMYECKOM WUCCedoBaHWUM
nekapcTBEHHOrO npenapara, BbirogonpuobpeTaTenb Brpase nNpeabsiBUTb HENOCPEACTBEHHO CTPaXOBLUMKY TpeboBaHue
O BO3MELLEeHUN NpuUyYMHEHHoro Bpega. CTpaxoBasi Bbinnata OCYLUECTBRSIETCS CTPAxXOBLUMKOM B Te4yeHue TpuauaTtu
OHel co OHS npeacTaBneHust HeobXxoauMbIX OOKYMeHTOB. lMauueHT, y4acTBOBaBLUMA B KMMHUYECKOM MCCIEedOoBaHUM
neKkapCTBEHHOro MpenapaTta, WUnu Bbirogonpuobpetatenb 06si3aH COOBLMTL CTPaxXOBLUMKY ANsi OCYLLECTBIEHUS
CTpPaxoBOW BbiNnaTbl WHAMBUAYaANbHLIA WAEHTUMUKALMOHHBLIA KO NauMeHTa, YCTAHOBIEHHLIA CTpaxoBaTernieMm B
COOTBETCTBMM C TUMNOBbLIMY NpaBunamMv 06s3aTenbHOro CTpaxoBaHus.

12. o nomHoro onpefeneHvsi pasmepa MoAnexallero BO3MELEHWI0 Bpeda CTPaxOoBLUMK MO 3asBMEHUIO
nayneHTa, y4vyacTtBoBaBLUero B KITMHU4YeCKOM ncecnengoBaHnMM  nekapCTtBeHHOro npenapara, nmnnm 3adBlieHUr0
BbIroAonpuobpeTatena BnpaBe OCYLIECTBUTb YacTb CTPaxOBOW BbiMnaThl, COOTBETCTBYIOLLYIO DaKTUYECKM
onpeeneHHon YacTu MPUYNHEHHOTO Bpeaa.
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06 obpalleHn nekapCTBeHHbIX CPeACTB

13. CtpaxoBas BbiNfiata B COOTBETCTBMM C [OTOBOPOM 00S3aTENIbHOTO CTPAaxOBaHUS OCYLLECTBISETCS
HEe3aBMCUMO OT BbINMaT, NPUUYUTAIOLLIMXCS MO APYrMM BUOAM CTPaxoBaHus.

14. He 00nycKkaeTcd y4actue nauneHTa B npoBeneHnn KInnMHN4YeCKoro nccrnenoBaHmna nekapCcTtBeHHOro npenapara
npun OTCYyTCTBUM O0roBopa obsizaTenbHOro CTpaxoBaHus.

15. KoHTponb 3a WCNOMHEeHWeM opraHu3auMen, MOonyyYMBLUEN paspelleHne Ha OopraHusauuio npoBefeHus
KNVMHUYECKOrO UCCRefoBaHUsA FeKapCTBEHHOro npenapata Ans  MeOMUMHCKOrO  MNPUMEHEHUs, YCTaHOBMEHHOW
HacTosilen cTaTbelt 06s3aHHOCTU No 06s3aTenbHOMY CTPaxOBaHMIO XWM3HMW, 300POBbS MauMeHTa, y4acTBYHOLLEro
(yyacTBOBaBLUErO) B KIMHWYECKOM WCCReAOBaHUM NEKapCTBEHHOro npenapara, OCYLUeCTBASEeTCS YNONHOMOYEHHbIM
denepanbHbIM - OpPraHOM  UCMOMHUTENbHOW  BMAAcTW, Bbl4ABLUMM  paspelleHne Ha npoBedeHue  KIMHUYECKMX
nccrnegoBaHUin nekapCcTBEHHbIX NpenapaToB ANs MeQULMHCKOTO NPUMEHEHNS.

Maea 8. MIPON3BOAOCTBO U MAPKUPOBKA NNEKAPCTBEHHbIX CPEOCTB
Crtatbs 45. Ipon3BoACTBO NeKapCTBEeHHbIX CPeAcTB

1. Tpon3BoACTBO NEKapCTBEHHbIX CPEACTB [[OMMKHO COOTBETCTBOBAThH TPeOOBaHWAM MpaBwun Hagnexallen
NPON3BOACTBEHHOW MPAKTUKW, YTBEPXOEHHBIM YMNONTHOMOYEHHbIM dheaeparnbHbIM OpraHoM WCMOMNHUTENBHON BracTy.
OcobeHHOCTM nepexoda NPou3BOACTBA OTAENbHbLIX NEKAPCTBEHHbLIX CPeACTB K MX MPOU3BOACTBY B COOTBETCTBUM C
TpeboBaHNsIMM MpaBui Hagnexallen Npou3BoACTBEHHOW MPaKTUKU ycTaHaBnueakTcs [NpaButensctBoMm Poccuinckon
depepaumn. Bblgaya 3akntoveHUMn O COOTBETCTBUM NMPOU3BOAUTENS NEKAPCTBEHHbLIX CPeACcTB TpebOOoBaHWSM npaBun
Hagnexawen npowu3BOACTBEHHOM MNPaKTUKN OCYLLEeCTBAAETCA MO pesynbTaTtaM WHCMEKTMPOBaHUS npousBoauTenen
NneKkapcTBEHHbIX CpPeacTB B mopsaake, ycTtaHoBneHHoM [pasutensctBoM Poccuinckon denepaumn. Pasmep nnatebl 3a
Bbldavy 3akfio4YeHMs O COOTBETCTBMM NPOU3BOAUTENS NEKAPCTBEHHLIX CPeAcTB TpeboBaHWAM MNpaBun Hagnexallen
Npon3BOACTBEHHOW NPaKTUKU ycTaHaBnueaeTcsa [MpaButensctsom Poccuiickon ®epepauuun. [lopagok opraHusaumm u
NpoBeAEeHNsT UHCMEKTMPOBAHWUSI NPON3BOAMTENEN NEeKapCTBEHHbLIX CPEACTB Ha COOTBETCTBME TPeOOBaHWSAM MNpaBuUn
Hagnexallen NpoM3BOACTBEHHOM NPaKTUKN ycTaHaBnueaeTcs NpaBuTtensctBom Poccuiickon ®epepauumu.

(B pea. PepepanbHbix 3akoHOB OT 25.06.2012 N 93-93, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

2. TNpoun3BOACTBO nNekapCcTBEHHbIX cpeAcTB B Poccunckon Pepepauum ocyLlecTBNAETCA NpOoM3BOAUTENAMMU
NEeKapCTBEHHbIX CPeACTB, UMEKLWNMMM JMLEH3NI0O Ha MNPOM3BOACTBO JlIEKApCTBEHHbIX cpencTB. [loarBepxaeHue
COOTBETCTBMA fuUEeH3MaTa npaBuiaM Hagnexalwen npounsBoACTBEHHOW MPaKTUKM OCYLLEeCTBNAETCA B pamMkax
NNLUEH3MOHHOIO KOHTPONSA B COOTBETCTBUM C 3akoHoAaTenbCcTBOM Poccunckon degepaumm ¢ y4eToM 0COBEHHOCTEN,
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 YTBEPXKOAETCH PYKOBOAMTENIEM MPOM3BOAMTENS JIEKapCTBEHHbIX CPEACTB M BKIOYaeT B cebs
nepeyeHb UCMOMb3yeMbix apmaLeBTUYEeCKUX CyBCTaHUMiA M BCNOMOraTenbHbIX BELLECTB C yKa3aHWeM KonvvecTsa
KaXOoro M3 HuX, AaHHble 06 Mcrnonb3yeMoM oGOopyaooBaHuM, OnUcaHue TEXHOMNOrM4eckoro npoLecca U MeToaoB
KOHTPOINS Ha BCex aTanax Npou3BOACTBa NeKapCTBEHHbIX CPEACTB.

4. Mpu npon3BoACTBE NEKapCTBEHHbIX CPEACTB UCMONb3yoTCA hapMaleBTUYeckne cybCcTaHLMN, BKITHOYEHHbIE B
rocyapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPEACTB, 3a UCKMoYeHeM dapMaLeBTUYeckuX cybCcTaHLmUIn, Npon3BoanuMbIX
Ona nNpoBedeHMs KIMHUYECKMX WCCrnedoBaHun u gns akcnoprta. K npoueccy npousdBoacTBa hapmMaueBTUHECKON
cybCcTaHuMn OTHOCATCA Mtobble CTagun TEXHOMOrMYEeCcKoro npolecca, MO3BONSIOWME MOMYYUTL FOTOBLIA MPOAYKT,
COOTBETCTBYHOLWMIA TpeboBaHUSIM apMakonenHON cTaTbM, B TOM u4ucne epMeHTaums, SKCTpaKkuusi, o4mcTka,
BbleneHne, nepekpucTannmsaums, BoiCylUMBaHNe, N3MenbYeHue.

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

4.1. [lepeyeHb nekapCTBEHHbIX MpenapaToB ANd MeAUUMHCKOrO MNPUMEHEHWUs, B OTHOLUEHUM KOTOPbIX
ycTaHaBnmBatTCsl IpeboBaHug K 0ObeMy Tapbl, YNakOBKE M KOMMMEKTHOCTU, NepeyeHb NeKapCTBEHHbIX MpenapaToB
0N BETEPMHAPHOIO MPUMEHEHMUS!, B OTHOLUEHMM KOTOPbIX yCTaHaBnMBalTCHA TpeboBaHWsi K obbeMy Tapbl, a Takke
TpeboBaHns K 06bEMY Tapbl, yNakoBKE N KOMMIIEKTHOCTM JIEKapCTBEHHbIX MpenapaToB 41189 MeANLMHCKOrO NPUMEHEHNS,
TpeboBaHnss K 06bemy Tapbl JIEKAPCTBEHHbIX MpenapaTtoB AN BEeTEePUHAPHOro MPUMEHEHUSI OonpeaensTcs
COOTBETCTBYIOLLUMMWN  YNOSIHOMOYEHHbIMU  dheepanbHbIMKM  OpraHamMn  UCMOMNHUTENBbHONW BNacTM B Nopsaake,
ycTaHoBneHHOM [NpaButenscTtBom Poccuiickon deanepavmm.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

(vacTb 4.1 B peq. ®PenepansHoro zakoHa oT 14.12.2015 N 374-93)

4.2. OpraHusaumm, OCYLLECTBMSKOLWME NPOM3BOACTBO hapMaLeBTUYECKON cyOCcTaHumMM cnvpTa 3TUNOBOro
(3TaHona) ons NPOWM3BOACTBa CNMPTOCOAEPXKALLUMX JIeKApCTBEHHbIX MNpenapaToB, 00A3aHbl OCYLLECTBMASATb Y4eT U
JeknapupoBaHue B nopsigke, YCTaHOBMEHHOM cratbamu 8 n 14 ®depepanbHoro 3akoHa ot 22 Hosbpst 1995 roga N
171-d3 "O rocygapCTBEHHOM perynupoBaHuMM npou3BoAcTBa M obopoTa 3TUMOBOrO CNUPTA, arnkorofibHOW U
cnupTocoaepallen npogykumm n o6 orpaHMyeHMn notTpebneHuns (pacnuTus) ankororibHOWM NPoAyKLumMn”.

(4acTb 4.2 BBegeHa depepanbHbimM 3akoHoM oT 03.07.2016 N 261-93)

4.3. NnameugyansHble npeanpuHMMaTenn U lopugndeckne nuua, ocyLecTBRsLWwmne 3akynky U NCrnorb3oBaHne
dhapmaLeBTMHECKON CyDOCTaHLUMM cnvpTa 3TUMOBOrO (3TaHona), a Takke NPOM3BOACTBO, U3roToBneHne un (unu) obopoT
(32 MCKMYEHNEM PO3HMYHOM MPOogaXun) CNMPTOCOAEPXKALLMNX NTEKAPCTBEHHbIX NpenapaToB, 0683aHbl OCYLLECTBATb UX
YYeT 1 OeKknapupoBaHue B nopsigke, yCTaHOBNEHHOM cTatbamu 8 n 14 degepanbHOro 3akoHa ot 22 Hosibps 1995 ropa
N 171-®3 "O rocygapCTBEHHOM perynupoBaHMu NPOM3BOACTBA M 06OpOTa 3TUMOBOrO CMAMPTA, arnkorofibHOW W
cnupTocoaepallen npogykumm n o6 orpaHuyeHmn notpebneHus (pacnuTns) ankorornbHOW NPoAyKLumMn®.

(vacTb 4.3 BBegeHa depnepanbHbiM 3akoHoM OT 29.07.2017 N 278-03)

5. 3anpelaeTtcs Npon3BOACTBO:

1) NIeKapCTBEHHbIX CpeacTtB, He BKIHOYEHHbIX B FOCWJ,apCTBeHHbIﬁ pPEECTP NeKapCTBEHHbIX CpeacTB, 3a
UCKITIO4EeHNEeM NneKapCTBEHHbIX CpeacTB, MPOM3BOAUMbIX ONA NpoBeAeHUA KITMHNYECKUX nccneaoBaHnin n onsi JKCnopTa,

2) hanbcndULMPOBaHHbIX NeKapCTBEHHbIX CPEACTB;
3) nekapcTBeHHbIX cpeacTB 6€3 NMUEH3NM Ha NPOU3BOACTBO NEKapCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CPEACTB C HapyLleHMEM MOpaBWUM OpraHu3aumM nNPOM3BOACTBA WM KOHTPOMs KayecTsa
neKapCTBEHHbIX CPEACTB;

5) dpapmaueBTMYECKON CYyOCTaHUMM CnvpTa 3TUITOBOIO (3TaHoMa) Ha TEXHOOrMYeCckoM 06opyaoBaHNK, KOTOPOe
He 3aperMcTpMpoBaHO WM 3aKOHCEPBUPOBAHO B COOTBETCTBUM C PegepanbHbiM 3aKOHOM OT 22 Hosbps 1995 roga N
171-®3 "O rocygapCTBEHHOM perynupoBaHuUM MNpoum3BoACcTBa U obopoTa 3TUNOBOrO ChMpTa, ankorofbHOM W
cnupTocoaepallen npogykumm n o6 orpaHuyeHmn notTpebneHuns (pacnuTns) ankorornbHOW NPoAyKumMn®.
(n. 5 BBegeH depepanbHbiM 3akoHOM OT 29.07.2017 N 278-93)

6. lNpn BBOAE nEKAPCTBEHHbLIX CPEACTB B TIpaKOaHCKUM 0OOpOT YMNOIHOMOYEHHOE INULO MNpoM3BOOUTENS
NEKapCTBEHHbIX CPeacTB OCYLLECTBAET MNOATBEPXKAEHME COOTBETCTBUS FEKApPCTBEHHLIX CpeacTB TpeboBaHUAM,
YCTaHOBMEHHbIM NPU UX rocyaapCTBEHHON perncTpaunmn, n rapaHTUpYeT, YTO NIeKapCTBEHHbIE CPEACTBa NPOU3BEAEHbI B
COOTBETCTBUM C TPeOOBaHNSMI NpaBUN HaANeXallen NPoM3BOACTBEHHONM NPAKTUKN.

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

7. YNONHOMOYEHHbBIM NTMLIOM MPON3BOANTENS NEKAPCTBEHHbBIX CPEACTB ABMSIETCS ero paboTHWK, aTTECTOBAHHbLIN B
YCTAHOBMEHHOM YMOSTHOMOYEHHbIM dhefepanbHbiM OPraHOM MWCMOMHUTENbHOW BNacTuU MNOps4Kke U UMEKLWUA CTax
paboTbl He MeHee 4eM NATb NeT B obnacTtv npousBoacTBa M (MNM) KOHTPOMS KadecTBa NeKapCTBEHHbIX CPeacTs,
BbicLlee 06pa3oBaHMe COOTBETCTBEHHO MO OOHOW M3 crneuuansHocTen U (UNK) OQHOMY M3 HanpaBfeHUN NOArOTOBKMU:
Buonorusa, GUoTEXHONOrMsA, BETEPUHAPUS, KIIMHMYECKas MeauuuHa, pagunauuoHHas, Xumudeckass M Ouonorunyeckas
3awmTa, hapmaums, pyHoaMmeHTanbHas MeguunHa, XuMu4eckas TEXHOMNOrns, XMMuns.

(vacTb 7 B pen. PenepanbHoro 3akoHa ot 22.10.2014 N 313-93)

8. TlpousBoauTENUN neEKapCTBEHHbIX CPEACTB (3a MCknoYeHneMm dapmMaleBTMdeckon cybcTaHumMm cnvpTa
3TWUMOBOrO (3TaHoMa) MOTyT OCYLLECTBIATbL NPOAaXY NEeKapCTBEHHbIX CPEACTB UMK nepefaBaTb UX B YCTAHOBIIEHHOM
3akoHogartenbcTBoM Poccuiickon deagepaumm nopsake:

(B pea. PegepanbHoro gakoHa ot 29.07.2017 N 278-93)
1) ApyrMM NpPoun3BOANTENSAM NIEKAPCTBEHHbLIX CPEACTB ANs NPOM3BOACTBA NIEKAPCTBEHHLIX CPEACTB;
2) opraHv3saunsiM ONTOBOW TOProBNM fiekapCTBEHHLIMU CPeACTBaMu;

3) anTeYHbIM OopraHn3auunam, BeTepuHapHbIM anTe4YHbIM OpraHn3auunam, nHameuayaribHbIM npeanpnHnMmaTtenam,
MMEeKLWnM JTIMLUEH3NI0 Ha (bapMaU,eBTVI‘-IeCKYIO 0eATeNIbHOCTb UM JIMLUEH3NK0 Ha MEOULNHCKYHO OeATENIbHOCTb;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

4) Hay4HO-UccneaoBaTeNbCKMM OpraHM3aUmnsamM Ans Hay4yHo-UccneaoBaTenbcko paboTsl;
5) MeQULIMHCKM OpraHn3aumnsamM 1 BeTeprHapHbIM OpraH13aumsm;
6) opraHM3aLMaAM, OCYLLIECTBNAIOWNM pasBedeHne, BbipalliMBaHe U CoaepXaHne XUBOTHBbIX.

9. lMpoussogutenu dapmaLeBTUIeckon cyOCTaHUMM chnvpTa 3TUMOBOrO (3TaHora) 06si3aHbl OCYLLECTBNATb
peanusaumio (nepesadvy B ycTaHOBMNEHHOM 3aKkoHoaaTenscTBoM Poccunckon ®enepauun nopsiake) papmaueBTUHECKON
cybcTaHuun cnvpTa 3TUMOBOrO  (3TaHona) Mpou3BOAUTENSIM JIEKApCTBEHHbIX CPEACTB  ANd  NPOM3BOACTBA
NEeKapCTBEHHbIX CpeacTB B eMKOCTAX o6bemom He 6onee 1 nutpa mn (unn) He meHee 1000 nNUTPOB, a opraHu3auusam,
yKasaHHbIM B NyHKTax 2-6 yactu 8 HacToswewn ctaTbu, B Tape o6bemMoMm He bonee 1 nutpa.

(vacTb 9 BBegeHa PegepanbHbiM 3akoHoM oT 29.07.2017 N 278-93)

CraTtbsa 46. MapknpoBKa nekapCTBeHHbIX CpeacTB

1. JlekapCTBEHHble MNpenapaTbl, 3a WCKMIOYEHUEM JEKapCTBEHHbIX NpenapaToB, WM3rOTOBMEHHbLIX anTeYHbIMU
opraHu3auMsMi, BETEPUHAPHBIMU anTeYHbIMW OpraHM3aunMsaMy, UHAMBMAOYANbHbIMU NPEAnPUHUMATENSMU, UMELWUMI
NMUEH3NIO Ha hapMaLLeBTUYECKYIO AeSTENbHOCTb, AOMKHbI MOCTYNaTh B 06palleHne, ecnu:

1) Ha WX nNepBUYHOM YyNakoBKE (3@ WCKMIOYEHMEM MEPBUYHON YMNaKOBKW JIEKAPCTBEHHBIX PaACTUTENbHbIX
npenapaToB) XOPOLLIO YNTAaEMbIM LUPUGTOM Ha PYCCKOM si3blke yKaszaHbl HAMMEHOBaHWE NeKapCTBEHHOro npenapara
(MexgyHapogHoe HenaTeHTOBaHHOE, WK FPynnMPOBOYHOE, UMM XUMUYECKOE, UM TOProBOE€ HaMMEHOBaHMWE), HOMep
cepuu, garta Bbinycka (4N UMMYyHOBMONOrMYEeCKUX fEKapCTBEHHbIX MpenapaToB), CPOK roOgHOCTW, LO3MPOBKA MU
KOHLIeHTpauusi, 06beM, akTUBHOCTb B eANHULIAX AENCTBUS UM KONUYECTBO [03;

(B pea. ®enepanbHbix 3akoHOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-3)

2) Ha MX BTOPMYHOM (MOTPEeOMTENbCKOW) YNakoBKE XOPOLUO YMTaeMblM LUPUATOM Ha PYCCKOM SA3blKe YyKasaHbl
HaVMeHOBaHWe nekapcTBEHHOro npenapata (MexayHapoaHOe HenaTeHTOBaHHOe, WKW rpynnUPOBOYHOE, WU
XMMMYECKOE U TOProBOE HaMMEHOBaHMUS), HAMMEHOBaHUE NPOU3BOAUTENS NEKapCTBEHHOMO npenapaTa, HoOMep cepuu,
Aata Bbinycka (4ns MMMYHOOMONOrMYecKMX nekapCTBEHHbIX MpenapaToB), HOMepP PerncTpauvoHHOrO YAOCTOBEPEHNS,
CPOK FOAHOCTM, Cnoco® NpMMEHeHNs, A03NPOBKa UM KOHUEHTpaumns, o6bem, aKTUBHOCTb B eAMHMLAX AencTBus nubo
KONMM4YecTBO A03 B YMakoBKe, NeKkapCTBEHHas opma, YCroBWS OTMyCKa, YCMOBUSA XpPaHeHWs, npeaynpeauTernbHble
Haanmcu.

(B pea. PegepanbHbix 3akoHOB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-93)

2. ®apmMaueBTuyeckune cybcTaHuum OOImKHbI NOCTynaTe B obpalleHne, ecnv Ha ux NepBMYHON YNaKOBKE XOPOLUO
YMTaemMbiM LIPUDPTOM Ha PYCCKOM AA3bIKE YKaszaHbl HaMMeHOBaHWe dhapMaLeBTUYECKON cybcTaHumu (MexayHapoaHoe
HenaTeHTOBaHHOE, WNW  TPYMMNUPOBOYHOE, WIIM  XUMMYECKOE W TOProBOE HAUMEHOBaHMWS), HaUMEHOBaHWE
npoussBoguTensa dapmaueBTMYECKOM CyOCTaHLMKM, HOMEpP Cepuu U [aTa W3roTOBIEHUS, KONMMYECTBO B YMNAaKOBKE U
€IMHULbl U3MEPEHNST KONUYECTBA, CPOK FOAHOCTU U YCITOBUSA XPaHEHMS.

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

3. ﬂeKapCTBeHHble cpencTtBa B KayeCTBe CbIBOPOTOK OOJTKHbI NOCTYNaTb B 06pau.|,eH|/|e C YKa3aHneMm XUBOTHOIO,
13 KpoBuW, nna3mbl KpoBU, OpraHoB ” TKaHen KOTOPOro OHWU NoJy4veHbl.

4. Ha BTOpWYHYIO (NOTPEOUTENbBCKYI0) YNaKoBKY NEKapCTBEHHbIX CPEACTB, NOMYYEHHbIX U3 KPOBM, NIia3mbl KPOBMU,
OpraHoB N TKaHeW 4enoBeka, AOJMKHA HaHocuTbCA Hagnucb: "AHTutena k BUY-1, BUY-2, k Bupycy renatuta C un
NOBEPXHOCTHLIN aHTUreH Bupyca renatuta B oTcyTcTByoT".

5. Ha nepBuyHyl0 ynakoBKy UK BTOPWUYHYK (NOTPEBGUTENBLCKYID) YMakoBKy paanodapmaleBTU4ecKUX
NEeKapCcTBEHHbIX CPEACTB AOMKEH HAHOCUTLCS 3HaK paauaLMOHHON ONAacHOCTY.

6. Ha BTOpu4uHyto (noTpebuTenbCkylo) ynakoBKYy romMeonaTuyeckux JeKkapCTBEHHbIX MNpenapaTtoB [AOJShKHa
HaHocuTbCS Hagnuek: "FomeonaTuyeckmin”.

7. Ha BTOpryHyto (MoTpebunTenbCKyto) ynakoBKy nekapCTBEHHbIX pacTUTENbHbIX NpenapaToB AOMKHA HaHOCUTBCA
Hagnuce: "MNpoayKumna npoLluna pagnaumoHHbIN KOHTPOnb".

8. Ha nepBuuHylo ynakoBky (ecnu [Ans 3TOTO CYLUECTBYET TEXHUYECKAsi BO3MOXHOCTb) U  BTOPUYHYHO
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

(MOTpPedbUTENbCKY0) YyNakoBKYy JNEKapCTBEHHbIX MNpenapaTtoB, MpefHasHa4YeHHbIX AN KIMHUYECKMX WccnegoBaHuN,
[JOITKHA HAHOCUTbCA HaaNUek: "[Na KNMHNYECKNX nccnegosaHuin”.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

9. YnakoBKa FeKapCTBEHHbIX CPeACcTB, 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 (MOTPEBUTENLCKMX) YNAKOBOK JIEKAPCTBEHHOIO CPEACTBa, MPOW3BOAMUTENE
NeKapCTBEHHOrO CpeAcTBa C YKa3aHWEM HaMMEHOBaHWS U MECTOHaxXOXAEHUs MPOU3BOAMTENS JEKAPCTBEHHOIO
cpeacTtea (agpec, B TOM 4ucrne ctpaHa u (MnvM) Mecto NpouM3BOACTBaA JIEKAPCTBEHHOrO CPeACcTBa), a TakkKe O CPOKe
rogHOCTU NeKapCTBEHHOro cpeactea m o6 YCnoBuAx ero xpaHeHuna n nepeBO3KU, HeO6XOLI,VIMbIe npeaynpeaunTenbHble
HaAMMCK N MaHUNYNATOPHbLIE 3HAKM.

11. Ha nepBMYHYI0O YMakoBKY M BTOPUYHYIO (NOTPEOMTENbCKY0) YMAKOBKY NEKapCTBEHHbIX CPeACcTB Ans
BETEPMHAaPHOro NpUMEHEeHUs AoMKHA 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 GEOEPALIMUA
(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 47. Tlopsnok BBO3a JeKkapCcTBeHHbIX cpeacTtB B Poccuickyiwo ®Pepgepauuio U BbIBO3a
neKapcTBeHHbIX cpencTB U3 Poccuickon Pegepauum
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

1. BB03 nekapcTBeHHbIX cpefcTB B Poccuiickyto Pepepaumio ocyLlecTBNsieTcs B Nopsiake, YCTAHOBEHHOM
MpaBuTenbcTBoM Poccuiickon denepalimm, B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOAaTENbCTBOM TaMOXXEHHOro cot3a
B pamkax EBpA3OC (ganee - TaMoxeHHbIV co3) 1 (Mnun) 3akoHogaTensctBoM Poccuiickon ®enepauum o TaMOXXEHHOM
nene.

(B pen. PepepanbHoro zakoHa ot 06.12.2011 N 409-3)

2. BBosumble B Poccuiickyto ®depepaumto  fiekapcTBEHHble CcpeacTBa  [OOMKHbl  ObiTb  BKIOYEHbI B
rocyapCTBEHHbIV PEECTP NEKAPCTBEHHbIX CPEACTB.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

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 MEeQMUUHCKON MOMOLLM MO XU3HEHHBIM
MOKa3aHUAM KOHKPETHOro mnauuMeHTa Ha OCHOBaHUM paspeLleHus, BbIAHHOMO YMNOMHOMOYEHHbIM dhedepanbHbIM
OpraHoM MCMOMHUTENbHOM BNAcTW MO 3adBMEHUAM MWL, yKasaHHbIX B cTaTbe 48 HacTtoswero ®enepansHOro 3akoHa.
PaccmoTpeHme Takoro 3asiBneHuMs U MPUHATUE pelleHuMs O Bbljade paspelleHus Ha BBO3 KOHKPETHOW napTuu
3aperMcTpupoBaHHbIX M (UNN) HE3APErMCTPUPOBAHHBIX JIEKAPCTBEHHbLIX CPEACTB, NpeAHa3Ha4YeHHbIX Ansi NpoBeaeHNs
KNMMHUYECKUX WCCMEeAOBaHWIN NEKapCTBEHHbIX MpenapaTtoB, MPOBEAEHUS 3KCMEPTU3bl NIEKAapCTBEHHbIX CPeacTB ANnd
OCYLLECTBMEHUS TOCYAapCTBEHHOW perncrpauun nekapcTBEHHbIX NpenapaTtoB WAW Afs OKa3aHus MeOULMHCKON
MOMOLLM MO >KU3HEHHbIM MOKa3aHUSAM KOHKPETHOro naumeHTa nmbo o6 oTkase B Bbldaye yKaszaHHOrO paspeLueHus
NpoM3BOAATCA B CPOK, He npeBblwawwmnn natu pabounx gHen. nata 3a Bblgady YKa3aHHOTO paspelleHus He
B3MMaeTcH.

(B pea. PenepanbHoro zakoHa ot 06.12.2011 N 409-®3)

4. B Poccunckyto Pefepaumio MOXHO BBO3WUTb NEKapCTBEHHbIE CPEeACTBa, KayeCTBO KOTOPbIX NOATBEPXAEHO
cepTnnKaToM NponsBoauTENs NekapCcTBEHHbIX CPeacTB, YAOCTOBEPSAOLWNM COOTBETCTBME BBO3NMbIX NTEKapCTBEHHbIX
cpenctB TpeboBaHusM chapmakoneriHbix cTate nubo B criyyae uxX OTCYTCTBUSI HOPMATMBHOW AOKYMEHTauuu unm
HOPMaTUBHOIO JAOKYMEHTA.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

(B pea. PenepanbHoro zakoHa ot 06.12.2011 N 409-03)

5. 3anpewaetca BBo3 B Poccunckyio ®depepaumio  danbCUPULUMPOBAHHBIX NEKapCTBEHHbIX CpPeacTs,
HeJobpoKayYeCTBEHHbIX NNEKapCTBEHHbIX CPeacTB, KOHTpadakTHLIX NeKapCTBEHHbIX CPeacTB.
(B pea. PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

6. danbcuduunpoBaHHble reKkapCTBEHHble CpeacTBa, HeaobpokayeCTBEHHble feKapCTBEHHble CpeacTsa
noanexaTr M3bATUMIO U MOCMeayloWwemMy YHUYTOXEHUIO unu BbiBO3y u3 Poccuiickon ®epepauunn, koHTpadakTHble
nekapCcTBeHHblE CPeACTBa - U3bATUIO U NOCNEOylLWEMY YHUUTOXEHWUIO. YHUYTOXEHUe unnuM BbiBO3 M3 Poccuinckon
depepaummn  hanbCUOUUMPOBAHHbBIX NEKAPCTBEHHbIX CPeacTB, HeAobpoKayeCTBEHHbIX MeKapCTBEHHbIX CPEeACTB,
KOHTpadaKTHbIX NEeKapCTBEHHbIX CPEACTB OCYLLECTBMSETCH 3a CYeT nuua, OCYLeCTBMBLUEro uX BBO3. [lopaaok
YHUYTOXEHNS U3bATbIX (PanbCUdMLUMPOBaHHBIX eKapCTBEHHbIX CpPeAcTB, HeAoOpOKaueCTBEHHbIX feKapCTBEHHbIX
CpeAcTB, KOHTpadaKTHbIX NIEKAPCTBEHHbIX CPeAcTB ycTaHaBnmBaeTcs MpaBuTtenbctBom Poccuiickon ®egepauun.

(B pen. PepepanbHoro zakoHa ot 06.12.2011 N 409-3)

7. Ilvua, ocywectensawLme BBo3 B Poccuiickyto ®efepaumnio danbcuuumpoBaHHbIX NeKapCTBEHHbIX CPeacTs,
HeJoOpOKayYeCTBEHHbIX NEKAPCTBEHHbIX CPEACTB, KOHTPadaKTHbIX JIEKapCTBEHHbIX CPEACTB, HECYT OTBETCTBEHHOCTL B
COOTBETCTBMM C TaMOXEHHbIM 3aKOHOAAaTENbCTBOM TaMOXEHHOro cok3a M (unu) 3akoHodaTenbCTBOM Poccuimckon
depepaumm o0 TaMOXEHHOM gere.

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

8. BbiBO3 nekapCcTBEHHbIX cpeacTB U3 Poccuickon ®egepauum ocyliecTBnseTcs 6e3 npuMeHeHns orpaHu4eHum,
YCTaHOBIMEHHbIX TaMOXEHHbIM 3aKOHOAATEeNbCTBOM TaMOXEHHOrO cow3a M (unu) 3akoHodaTenbCTBoM Poccunckon
depepaumm o rocyaapCTBEHHOM PErynmMpoBaHny BHELLHETOProBOM OEATENBHOCTMW.

(B peq. PenepanbHbix 3akoHoB OT 06.12.2011 N 409-93, o1 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

KoHcynbTaHTlIntoc: npumevaHme.
C 29.11.2019 cT. 47 pononHsietcs 4. 9 (®3 ot 28.11.2018 N 449-03).

Cratbsa 48. lOpugmyeckme nuua, KOTOpbIM pa3pelleH BBO3 JieKapCTBEHHbIX cpeacTB B Poccuickyro
denepauuio
(B pea. PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTBa B Poccuiickyto degepaumo MOryT BBO3UTb:
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

1) npon3BoanTeENTN NeKapCTBEHHbIX CpeaCTB A4 uenen cobCTBEHHOro npon3BoACcTBa JIEKapPCTBEHHbIX CPEACTB,;

2) MHOCTpaHHble pas3paboTyMKM NEKapCTBEHHbLIX CPEACTB M MHOCTPAHHbIE MPOU3BOAUTENM JEKAaPCTBEHHbIX
CPEeACTB WUNKU Apyrue lopuauyeckue nviua no nopyveHuio paspaboTynka NekapcTBEHHOrO CpeacTBa Ans NMpoBeneHus!
KMUHUYECKUX  UCCMNeOOoBaHWiA  NeKapCTBEHHOro  npenapaTta, OCYLECTBMEHUS FOCy4apCTBEHHOW — perncrpauum
nekapcTBEHHOro npenapara, BKMHYeHUs hapMaLeBTUHECKON CyGCTaHLUMN B rOCy1apCTBEHHbIN PEECTP NeKkapCTBEHHbIX
CPeCTB, KOHTPOMNS KayecTBa feKapCTBEHHbIX CPeACTB MPU Hanmnyun paspeLlleHust YNorIHOMOYEHHOro eaepanbHoro
opraHa MCMoNHUTENbHON BNacT Ha BBO3 KOHKPETHOW NapTuK NEeKapCTBEHHbIX CPeACTB;

3) OopraHmnsauunmn ONTOBOWN TOProBJ11 NeKapCTBEeHHbIMU CpeaCcTBaMU,

4) Hay4yHO-uccriefoBaTeNnbCKME OpraHu3auun, obpasoBaTesibHble OpraHu3auun BbICLLIEro 00pa3oBaHus,
Npon3BOOMTENN NEKApPCTBEHHbIX CPEACTB ANndA pa3paboTkn, WCCrefoBaHWM, KOHTpons 6e3onacHOCTW, KadecTBa,
3h(PEeKTUBHOCTM NEKAPCTBEHHbLIX CPEACTB MNPW HanMyuun paspelleHust YNosIHOMOYEHHOro heaepanbHOro opraHa
MCMNONMHNTENbHOW BNAcCTH;

(B pea. PenepanbHoro zakoHa ot 02.07.2013 N 185-93)

5) MeguuMHCKMe opraHmM3almm, UHble ykasdaHHble B MyHKTax 1-4 HacTosiLLen cTaTbW OpraHusaumm Ons okasaHus
MEOWLUMHCKON MOMOLUM MO  JKM3HEHHbIM MOKa3aHWsAIM  KOHKPETHOro nauuMeHTa npu  HanuuMmM  paspelueHus
YNOMHOMOYEHHOro dheepansHOro opraHa WCMOMHUTENBHOM BRacTM Ha BBO3 KOHKPETHOW NapTuy NeKapCTBEHHOro
npenapaTa, BblJAaHHOrO B YCTaHOBMEHHOM QOopsaake B (hopmMe 3MNeKTPOHHOrO AOKYMEHTa, MOAMUCAHHOIO YCWUIEHHOW
KBannMuLuMpoBaHHOW ANIEKTPOHHOW NOAMMUCHIO.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

(B pea. PenepanbHoro zakoHa ot 12.03.2014 N 33-d3)

Cratba 49. [loKyMeHTbl, NpeAcTaBnfieMble B TaMOXeHHble opraHbl Poccuickon ®Pepepaumm npu BBO3e
nekapcTBeHHbIX cpeacTs B Poccumckyro ®enepaumio
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

1. Tpn BBO3e nekapcTBeHHbIX cpeacts B Poccuiickyio depepaumio B TaMOXeHHble opraHbl Poccuiickon
depepaummn Hapsgy C OOKYMEHTaMW, MpeAcTaBfieHWE KOTOPbIX MPegyCMOTPEHO TaMOXEHHbIM 3aKOHOAAaTEeNbCTBOM
TamoxxeHHOro coto3a u (Unu) 3akoHogaTenbcTBOM Poccuiickorn degepaumm O TaMOXEHHOM [ere, NpeacTaBnsiTcs
cnegyroLmne OOKYMEHTHI:

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

1) cepTudukaT npomM3BOAUTENSA JIEKApCTBEHHOIO CPEACTBa, YAOCTOBEPSAOLWUA COOTBETCTBUE BBO3MMOIO
NeKapCTBEHHOro cpefctea TpeboBaHMAM dapmakonenHon crtatbM NGO B crnyyae ee OTCYTCTBUS HOPMAaTMBHOW
OOKyMeHTauum nnn HopMaTuBHOIO JOKYMEHTA;

2) pas3pelieHne ynoriHoMo4eHHOoro cbep,epaanoro opraHa NCMNONHNTENBHON BacTu Ha BBO3 KOHerTHOVI napTmn
leKkapCTBEeHHOro cpeactsa B ClliydasXx, YCTaHOBJ1€HHbIX YaCTbO 3 ctatbu 47 HaCTOSLLErO dbeuepaanoro 3aKOHa.

2. [lokyMeHTbI, yKa3aHHble B NyHKTax 1 1 2 yactn 1 HacTosien ctaTbu, NPEACTaBNATCA B TAMOXEHHbIE OpraHbl
Poccuiickon ®eaepauum npu npubbiTm nekapcTBeHHbIX cpeacTB B Poccuiickyto ®enepauuio.
(B pea. PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

CraTtba 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccuiickyo ®eaepauuio AN JIMYHOro UCMONb30BaHUA
M WHbIX HEKOMMEpPYeCKux 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. JINlekapcTBeHHble npenapaTtbl MOryT ObiTb BBe3eHbl B Poccuiickylo ®Pepepaumio 6e3 yveta TpeboBaHun,
NpeaycMOTPeHHbIX 4YacTamm 1-4 ctatbn 47, ctatbamu 48 u 49 Hactosiwero deaepanbHOro 3akoHa, €Criv OHU
npegHasHayeHbl Ans:

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

1) NMYHOro ucnomnb3oBaHWsa uandeckummn nuuamm, npubsiBwmMK B Poccuiickyto ®egepaumio. Npu atom BBO3 B
Poccuiickyito depepauunio nekapCTBEHHbIX MpenapaTtoB, COAEpXalux CurbHogencTeywowme U (Mnn) SO00BUThIE
BELLECTBA, BKMOYEHHbIE COOTBETCTBEHHO B CHOUCOK CWUIbHOOENCTBYHOLUMX BeELLeCTB ANd LUenen yroroBHOro
3akoHogaTenbcTBa Poccunckon degepaumm n B COMCOK A00BUTBIX BELLECTB ANd Lernen yrofloBHOro 3akoHoaaTenbcTea
Poccuiickon ®epepauun, yteepxaeHHble NMpaButensctBoMm Poccunckon denepaum, OCyLLECTBNAETCS NPU Hann4umm
OOKYMEHTOB (3aBEpPEHHbIX KOMWA [AOKYMEHTOB WIIN 3aBEPEHHbIX BbLIMMCOK U3 HUX), NOATBEPXKAAMOLWMX HasHa4veHue
U3MYecKOMy NULY YKa3aHHbIX JIEKAapCTBEHHbIX MpenapaToB (3a WCKMOYEHWEM JEKApCTBEHHbIX MpenapaTos,
3aperncTpmpoBaHHbiXx B Poccuickon ®degepaumm n oTtnyckaembix B Poccuiickon ®epepauum 6e3 peuenta Ha
nekapcTBeHHbIM npenaparT). [NogTeepxaarLme JOKYMEHTbI (UX 3aBEPEHHbIE KOMUWN UM 3aBEPEHHbIE BbIMUCKA U3 HUX)
OOIMKHbI cofepaTb CBEAEHMS O HAMMEHOBaHUU U KONMYeCTBE Ha3Ha4YeHHOro nekapcTBEHHOro npenapata. B cnyvae,
ecnn noaTBepXarlLimMe OOKYMEHTbl (MX 3aBEpeHHble KOMUW UMK 3aBepeHHble BbIMUCKM U3 HUX) COCTaBMeEHbl Ha
WHOCTPaHHOM A3bIKe, K HAM NpuraraeTcsl HoTapuanbHO 3aBEPEHHBIN NeEPEBOL, HA PYCCKUI A3bIK;

(n. 1 B pea. PegepanbHoro gakoHa ot 02.06.2016 N 163-93)

2) ucnonb3oBaHMsa  paboTHUKaMM  OUMNIIOMAaTMYECKOro Kopnyca wnu npeactaBUTeENaMU  MeXOyHapOoOHbIX
opraHmsaumn, akkpeanToBaHHbIx B Poccunckon degepaumm;

3) neyeHMs nNacCaXMpoB W YMEHOB SKUMaXen TPaHCMOPTHbIX CPeAcTB, noesfdHbix Opurag n BoauTenen
TpaHCNOPTHBIX cpeacTs, NpmnbbiBLINX B Poccunckyto degepaumio;
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

4) neyeHnst y4aCTHMKOB MEXOYHAPOAHbIX KYyNbTYPHbIX, CIOPTUBHbLIX MEPONPUSTUIA 1 YHACTHUKOB MEXOYHAPOAHbIX
3Kcnegnuum;

5) neYyeHnAa KOHKPETHbLIX XXMBOTHbIX B 300MapkKax, a Takke XXMBOTHbIX, BBO3UMbIX B POCCMﬁCKyIO CDe/J,epaLu/no ana
y4qacTuna B CMOPTUBHDBIX U 3pESTULLHBIX MEPONPUATUAX,
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

(B pea. PenepanbHoro zakoHa ot 06.12.2011 N 409-03)

6) MCNonb3oBaHKSA Ha TEPPUTOPUN MEXAYHAPOAHOrO MEANLIMHCKOrO KrnacTepa.
(n. 6 BBeaeH ®egepanbHbIM 3akoHoM OT 29.06.2015 N 160-93)

2. B cnyyvasix, npegycMoOTpeHHbIX YacTbio 1 HacTosdwen cratbu, gonyckaetcs BBo3 B Poccuiickyio ®enepauuio
NeKapCTBEHHbIX MpenapaToB, He 3aperncTpmMpoBaHHbIX B Poccuiickon ®epepauun.
(B pen. PepepanbHoro zakoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHbIE MpenapaTbl, NPeAHA3HaYeHHbIE ANS T'YMaHUTapPHOW NOMOLLM (COAENCTBUSI) UM MOMOLLM NpwU
ypes3BblYalHbIX CUTyauusx, BBo3ATCA B Poccuiickyto depepaumio B O0Opagke, YCTAHOBMEHHOM [1paBUTENbCTBOM
Poccuiickon depepaumn. 3anpewaetcs BBo3 B Poccuiickyto Pepepaumio He3aperncTpupoBaHHbBIX JTIEKAPCTBEHHbIX
npenapaToB, MNpefHa3HA4YeHHbIX ANS TyMaHUTapHOM MNOMOLWM (COAEWNCTBUS) UM MOMOLLM MNpU  Ype3BblYanHbIX
cuUTyaumsix.

(B pea. PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

Cratba 51. CoTpyaHuMuecTBO (peaepanbHOro opraHa MCMOMHUTENbLHOW BNAacTW, YNOMHOMOYEHHOro B
o6nacTy TaMOXEeHHOro Aena, U ApYyrux ynoriHOMOYeHHbIX heAepanbHbIX OPraHoB UCNONHUTENBHOW BNacTu

1. YnonHomoueHHble denepanbHble OpraHbl MCMOMHUTENbHOW BRacTM MNPEeAOCTaBnsOT B pacrnopsxeHue
denepanbHOro opraHa UCMOSNTHUTENbHOW BAcTU, YNOSIHOMOYEHHOTO B 06n1acTy TaMOXXEHHOro Aena, rocy4apCTBEHHbIN
PEECTP NEKapCTBEHHbIX CPeACTB, a Takke MHGOPMAaUUIO O BblAAHHbLIX pa3pelleHMsIX Ha BBO3 KOHKPETHOW MapTuu
nekapCTBEHHbIX CPeACTB B Cly4vasx, yCTAHOBIIEHHbIX YacTbio 3 cTaTbu 47 HacToswero egepanbHOro 3akoHa.

2. ®epeparnbHbll  opraH WCMOMHUTENbLHON BMAcTW, YMNOMHOMOYEHHbIM B 006MacTM TaMOXEeHHOro fena,
NMHOPMUPYET YyKasaHHble B YacTM 1 HacTosILLen CTaTbW YMOSTHOMOYEHHble dheaeparnbHble opraHbl UCMOMHUTENBHOWM
BMacTM O BBO3€ JIEKAPCTBEHHbIX cpeAcTB B Poccuiickyto Pepepauunto M BbIBO3E JIEKAPCTBEHHbLIX CPeacTB U3
Poccuiickon ®enepauumn no oopmMe 1 B Dopsgake, KOTopble ycTaHoBMneHbl [MpasutensctBoMm Poccuickon ®egepauun.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Masa 10. PAPMALEBTUYECKAA OEATENNIbHOCTb
Crartbs 52. OcyuecTBneHne chapMmaueBTMH4ECKOWN AeATeNbHOCTU

1. dapmaueBTUYeCKas AESATENbHOCTb OCYLLECTBISAETCS OpraHvM3auusiMym OMTOBOW TOProBMM NeKapCTBEHHbIMU
cpeacTBaMu, anTeYHbIMW  OpraHusaumsiMy, BEeTEpPWHAPHbIMKM - anTeYHbIMU  OpraHu3auusiMu, WHOUBUAYanbHbIMU
npeanpuHMMaTensaMy, UMeLWUMN NULEH3N0 Ha dapMaleBTUYECKYI0 AeATENbHOCTb, MEAULMHCKUMI OpraHM3aumsMu,
UMELWMMN  FMUEH3NI0 Ha (apMauLeBTUYEeCKyl0 OesTenbHOCTb, M KX 000COONEeHHbIMX  noApasfeneHnsMu
(ambynatopusiMu, enbaiepckuMm 1 - enbAepcKo-akyLLEPCKAMU MyHKTaMU, LEeHTpamu (oTAeneHusiMK) obLei
BpayebHON (CEMENHOW) MPaKTUKKU), PacroNOXEHHbIMW B CEMbCKUX HACENEHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYHOT
anTeyHble OpraHusauuM, W BeTepWHapHbIMWA OpraHu3auusMy, WUMELVMU NULEH3NI0 Ha (apMaueBTUYECKYIO
DEeATENbHOCTb.

(B pea. PegepanbHoro gakoHa ot 25.11.2013 N 317-93)

2. ®uanyeckne nuua MOryT OCYLLECTBNATb hapMaLeBTUYECKYID AEATENbHOCTb NPW HanMyMy BbICLLIETO WIK
cpegHero chapmaueBTudeckoro obpasoBaHnst U ceptudmkata cneumanucTa, BbICLUEro UM CpegHero BeTepuMHapHOro
obpasoBaHuMa W cepTudmkata crneymanucta, a Takke BbICLIErO WKW CpeaHero meguuMHCKkoro obpasoBaHus,
cepTudukata cneumanucrta n AOMOMHUTENbHOrO npod)eccMoHanbHOro obpasoBaHMs B 4acTM PO3HUYHOM TOProBnu
nekapCTBEHHLIMW MNpenapaTtaMmyM MNpu  yCrioBuM wux paboTel B 060COOMNEHHbIX MNoApasgeneHusax MeamuuMHCKUX
opraHu3aumi, ykasaHHbIX B YacTu 1 HacTosILLel cTaTbu.

(vacTb 2 B peq. PegepanbHoro gakona ot 27.07.2010 N 192-93)

KoHcynbTaHTlnt0C: npnmMmevaHume.

Cratba 52.1 Bcrynaer B cuny c¢ 29.11.2019. JlekapcTBeHHble npenapatbl ANA MeOULMHCKOro MNpPUMEHEHUS,
BBEAEHHblE B rpaxagaHckmi obopoT go 29.11.2019, nognexaT XpaHeHWto, nepeBO3Ke, OTMYCKy, peanusauuu,
nepegave, NPUMEHEHMIO 40 NCTEYEHNSA CPOKa UX FTO4HOCTMU.

Cratba 52.1. BBoA B rpaxgaHckuil 060poT nekapcTBEHHbIX NpenapaToB AN MeAULMHCKOro NpMMeHeHus
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

(cTatbs 52.1 BBegeHa denepanbHbIM 3akoHOM OT 28.11.2018 N 449-03)

1. MNepen BBOOOM B rpakAaHCKMIA 0DOPOT KaXKOoOW CEepUM UMM KaXKOOW napTuM npousBeneHHoro B Poccuiickon
depepaumm nNekapCTBEHHOro npenapata Ansi MEeQULUHCKOrO MPUMEHEHMUS, 3a UCKIMIOYEHMEM MMMYHOOMONOrMYEeCcKmX
nekapCTBEHHbLIX NpenapaTos, NpPou3BOAUTErNb TaKOro ieKapCTBEHHOro npenapata npeacrtaBnseT B heaepanbHbIn
OopraH WCMOSIHUTENBHOW BRacTW, OCYLLECTBNSALIMIA (PYHKLMM MO KOHTPOMO U HaA30py B cdepe 3a4paBoOXpaHEeHUs,
OOKYMEHT MpOU3BOAUTENST NEKApCTBEHHOrO CpeacTBa, NOATBEpPXAAloLWUA KAa4yecTBO JfEKapCTBEHHOrO npenapaTta, M
NOATBEPXKAEHNE YMNOMHOMOYEHHOIO nvua MPOWM3BOAUTENS JTEKapCTBEHHbIX CPEACTB COOTBETCTBUSI MEKAPCTBEHHOMO
npenapaTa TpeboBaHUsAM, yCTaHOBIEHHbBIM MPUW €ro rocyaapCTBEHHOW perncTpaumm.

2. lMepen BBOOOM B rpaXdaHCKU OBOPOT KaXXOOW Cepuum WNM KaXkgow napTum BBO3UMOro B Poccuickyto
depepaumio NekapcTBEHHOrO npenapara Ans MeauUMHCKOro NPUMEHEHUs, 3a UCKITIOYEHUEM MMMYHOBOMONMOrMYecKnx
nekapCTBEHHbIX MpenapaToB, OpraHv3auusi, OCYyLLeCTBNsSLIass BBO3 JIEKapCTBEHHOro npenapata B Poccuickyto
depepaumio, npenctaenseTr B dedeparnbHbii OpraH WCMOMHUTESIbHOM BRacTW, OCYLLUECTBASKWUA  YyHKUUN MO
KOHTPOMIO W Hags3opy B cdpepe 30paBoOXpaHeHus, cepTudumkat NpoM3BOAMTENS NEKapCTBEHHOro CpeacTsa,
yOOCTOBEPSIOLWUNN COOTBETCTBUE BBO3MMOIO NEKAPCTBEHHOrO npenapara TpeboBaHMaM hapmakonenHom cTtaTbn, a B
crniyyae OTCYTCTBUSI hapMakonemHon cTaTtbn TpeboBaHWSAM HOPMAaTUBHOW OOKYMEHTauuu, W noaTBepxaeHue
NpeacTaBuUTENSA OpraHu3auuu, OCYLLECTBMSIOLWEN BBO3 flekapCTBEHHOro npenaparta B Poccuiickyio depepaunio n
YMOSTHOMOYEHHON MHOCTPaHHbLIM NPOV3BOAUTENEM JIEKAaPCTBEHHbBIX CPEACTB, COOTBETCTBUSA BBO3MMOIO JIEKAPCTBEHHOIO
npenapata TpeboBaHUsAM, YCTaHOBMEHHbBIM NPW €ro rocyAapCTBEHHOW perncTpaumu.

3. MNMopsagok npeacTaBneHMst B COOTBETCTBUM C YacTsaMu 1 M 2 HacTOSALWEN CTaTbU JOKYMEHTOB M CBEOEHUN O
nekapCTBEHHbIX NpenapaTtax, BBOAMMbIX B rpaxgaHckui obopoT, ycTaHaenuaetca [MpaBuTenscTtBom Poccumnckon
denepaumm.

4. B oTHOWeHUN NepBbIX TPeX CEepui Unu nNapTUn NekapCTBEHHOro npenapaTa, BrnepBble NPOUM3BEAEHHOro B
Poccuiickon ®epepaumm wnmn  BnepBble BBO3UMOro B Poccuiickyio depepauumio, B depepanbHbid - opraH
WCMNOMHWTENBHOW BMAacTW, OCYLLECTBMASIOWMIA (YHKUMM MO KOHTPONO M Hagl3opy B cdepe 34paBOOXpaHEHUS,
OOMONMHUTENBHO MNPEACTaBNSAETCA MPOTOKON WCMbITAHUA O COOTBETCTBMM CEpUM UMW MapTUM  JIEKapCTBEHHOrO
npenapata 4ns MeauuUMHCKOro NPUMEHEHNs NoKa3aTensaM KayecTsa, NpeayCMOTPEHHbIM HOPMAaTVMBHON LOKYMEHTauuemn
(Banee - NPOTOKON UCMbITAaHUI), MPOBOAMMbIX aKKpeOUTOBaHHLIMU B COOTBETCTBUM C 3aKOHOAaTeNnbCTBOM Poccuickom
degepaumn 06 akkpeguTauuM B HaLMOHanNbHOW CUCTEMEe akkpegutauuu degepanbHbIMU  FOCy4apCTBEHHLIMU
OlOMKETHBIMU  yYpeXAeHusIMKW,  MOOBEAOMCTBEHHbIMW  ddefepanbHOMYy  OpraHy  MCMOSIHUTENbHOW  BracTw,
OCYLLECTBMAILEMY (PYHKUUM MO BbIpabOTKE M peanu3auny rocygapCTBEHHOW MOMUTMKM U HOPMaTUBHO-MPaBOBOMY
perynupoBaHuio B cdepe 34paBoOXpaHeHus, u degepanbHOMY OpraHy MCMOSNTHUTENbHON BMACTW, OCYLLECTBISIOWEMY
QYHKUMN MO KOHTPONK M Haasopy B cdepe 3gpaBooxpaHeHud. Mopsigok Bblgayu ykasaHHbIMU  doefepanbHbiMn
rocygapCTBeHHbIMU  BIOKETHBIMU  YYPEXAEHUSIMM  OAHHOMO MpOTOKONa M pasMep nnatbl 3a ero  Bblgady
ycTaHaBnmBatoTca MNMpasutenscteom Poccunckon ®egepaumn.

5. ExerogHo He no3gHee 1 deBpans nNpou3BOAUTENW fEKapCTBEHHbIX CPeACTB UMW  opraHusauuu,
OCYLLECTBNSIOLNE BBO3 JIEKApCTBEHHbIX MpenapatoB B Poccunckyto Pepepaumio, npeactaBnsaT B deaepanbHbiv
opraH WCMOSTHUTENbLHOM BracTW, OCYLLECTBNALWMNA (PYHKLMM MO KOHTPOMO U HaA30py B cdepe 3apaBoOXpaHeHus,
MPOTOKON UCMbITAHWI NOCTYNMBLLEro B TEYEHWe roga B rpaxgaHckuii o6opoT nekapCTBEHHOMO npenaparta KOHKPETHOro
npoussoauTens (Ha O4HY CEPU0 KaKgoro TOProBOro HaMMEHOBaHUSA C y4EeTOM JiekapcTBeHHOW hopMbl U JO3UPOBKM),
NPOBOAMMbBIX aKKpeAWTOBaHHbLIMUM B COOTBETCTBMU C 3aKoHOAaTenbCcTBOM Poccuickon ®enepauun 06 akkpeavTaumm B
HaLMOHanNbHOWM CUCTEME aKKpeauTauum UcnbiTaTenbHbiMK nabopatopusiMu (LeHTpamu).

KoHcynbTaHTlINt0C: npumMmeyaHme.
Y. 6 BcTynaet B cuny ¢ 28.11.2018.

6. lMpousBoauTenu nekapcTBEHHbIX CPEeACTB MMM OpraHuM3aLuu, OCYLLECTBMsLWME BBO3 JE€KAPCTBEHHbIX
npenapatoB B Poccunckyto ®defepauuio, He MeHee 4eM 3a OAWH rof [0 NNaHWpyeMblX MPUOCTAHOBMNEHUS UMK
npekpaLleH1s NpoM3BOACTBA NIEKAPCTBEHHbBIX NpenapaTtoB unm nx Beo3a B Poccuickyo ®egepauuio yBeaoMnsioT ob
3TOM oefepanbHbli OpraH UCMOMNHUTESNTbHOW BNacTu, OCYLLECTBASOWMA OYHKUMN MO KOHTPOSIKO U Hag3opy B cdepe
34paBoOXpaHeHus n deaepasibHbli OpraH UCMONMHUTENbHOW BNACTW, OCYLLECTBASALWNA OYHKLUN MO NIMLEH3NPOBAHNIO
Npon3BOACTBa NIEKAPCTBEHHbIX CPeaCTB.

7. Beoa B Fpa)K,El,aHCKVIﬁ 060pOT Kaxxoon cepun unnum Kaxkaomn napTmn MMMyHOGI/IOJ'IOFI/I‘-IeCKOFO JIeKapCTBEHHOIoO
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

npenapaTta, npou3BeaeHHoro B Poccuickon degepaumm unm BBo3nmoro B Poccuiickyto ®egepaumnto, oCyLLECTBASIETCS
Ha OCHOBaHWM paspeLleHnsi, BbIOAHHOrO dedeparnbHbIM OpPraHoOM WCMOMHUTENbHOW BNACTW, OCYLLECTBASHOLUM
QYHKUMM NO KOHTPOMO M Hag3opy B cdepe 34paBOOXpaHEHMs, Ha OCHOBaHUM BblgaHHOrO deneparnbHbiMy
rocygapCTBEHHbIMU  OIOXKETHBIMU  YUPEXKAEHUAMW, YKa3aHHbIMA B YacTu 4 HaACTOsLWEN cTaTbW, 3aktoyeHust o
COOTBETCTBMM CEPUMN UK NaPTUM MMMYHOBKMONOrMYECKOro fiekapCTBEHHOrO npenaparta TpeboBaHNsM, YCTaHOBINEHHbIM
npv ero rocyaapcTBeEHHOW pernctpauun. MNMopsgok Bbigayun paspelleHns Ha BBOA B rpaXkgaHCKMM 06opoT cepuu mnm
napTum UMMYHOBMOMOrMYECKOro fiekapCTBEHHOrO Mnpenapara, a Takke MOPSAOK BblgavM YKa3aHHOIO 3aKIiYeHus u
pa3mep nnartbl 3a ero Bbigavy yctaHaenmaatotcs [paBuTtensctBom Poccuiickon ®epepauun.

8. 3a HenpeacTaBneHve UnNn HECBOEBPEMEHHOE MPEACTaBIEHNE OOKYMEHTOB M CBEAEHWUN, NPedyCMOTPEHHbIX
yactamu 1, 2, 4, 5 n 6 HacTosLLEN CTaTbyU, NPOU3BOAUTENM NEKAPCTBEHHbIX CPEACTB M OpraHM3aumm, OCyLLECTBAIOLWME
BBO3 JleKApCTBEHHbIX npenapatoB B Poccuickyio ®Pepepauunto, HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C
3akoHogartenbcTBoM Poccuiickon deaepaumm.

9. lNpencrasneHne OOKYMEHTOB W CBeAeHUW, NPedyCMOTPEeHHbIX Yactamu 1, 2 n 4 HacTosdwen cTtaTbu, U
nony4yeHne npeaycMOTPEHHOIO 4YacTblo 7 HaCTOsWEN CTaTbM paspelleHus Ha BBO4 MMMYHOOMOMOrMYECcKoro
NEeKapCTBEHHOrO npenapata B rpaXgaHCKun obopoT He TpebykTcss B OTHOLWIEHWM JeKapCTBEHHbIX Npenapartos,
npegHasHayeHHbIX ANs1 NPOBEAEHUST  KIMMHMYECKUX WCCMELOBaHWA FEKapCTBEHHbIX MNpenapaToB, NPOBEAEHMS
3KCMEpPTM3bl NEKApPCTBEHHbIX CPeaCTB ANnd  OCYLLUECTBMEHUS TroCyadapCTBEHHOW perucTtpauum  nekapcTBEHHbIX
npenapaToB, a Takke B OTHOLUEHWM HE3APErmcCTPMPOBAHHLIX NEKAPCTBEHHbLIX MpenapartoB, NpeaHasHa4yeHHbIX Ons
OKasaHWsi MeOULUMHCKOM MOMOLUM MO XXM3HEHHbIM MOKa3aHMAM KOHKPETHOro nauueHTa, BBO3MMbIX B PocCcuIiACKyto
denepaumio B COOTBETCTBUN C YacTblo 3 cTaTbu 47 HacTosiwero PegepanbHOro 3akoHa.

10. MNpw BbISBNEHUM B rpaxgaHCKoM 06OpoTe Cepun UNu NapTuM NekapcTBEHHOro npenaparta, AOKYMEHTbl U
cBejeHUs1 O KOTOpbIX, MpegyCcMOTpeHHble YacTamu 1, 2 n 4 HacTosIlen cTaTbW, He npeacTaBneHbl B dyefeparnbHbIn
opraH WCMOSIHMTENMbHOW BRacTW, OCYLLEeCTBRSOWMA yHKUMM MO KOHTPOMO U Hag3opy B cdpepe 3opaBooOXpaHeHus,
nmMbo cepuun unu NapTMm MMMyHOBMOMOrM4EeCcKOro NekapCcTBEHHOrO npenapaTa, He UMEILMX pa3peLleHns Ha BBO4 B
rpaxgaHckum obopoT, MPedyCMOTPEHHOrO 4acTbio 7 HacTosilen cTaTbM, doegeparnbHbii OpraH WCMOSTHUTENBHOM
BMacTu, OCYLLEeCTBNSAOLWNA (PYHKUMM MO KOHTPOSO 1 Haa30py B cdepe 30paBoOXpaHEHusi, B Nopsiake, YCTaHOBEHHOM
MpaBuTenscteom Poccunckon degepaumm, NPUHNMAET peLleHne o0 NpekpaLleHnm rpaxkgaHckoro obopoTa Takmx cepum
Unv NapTum 0o NPeAcTaBeHns ykazaHHbIX JOKYMEHTOB M CBEAEHMIN MO0 NonyveHUs yka3aHHOro paspeLleHus.

Ctatba 53. [lpopaxka, nepedaya neKapCTBEHHbIX CPeACTB OpPraHM3auusiMM ONTOBOM TOProBnyv
nekapcTBeHHbIMU cpeacTBamMu

1. OpraHusauum ONTOBOW TOProBMM JEKAPCTBEHHbIMW  CPeacTBaMM  MOTYT  OCYLLECTBNSATb  NpoJaxy
neKkapCTBEHHbIX CPeACTB UMW nepeaaBaTh UX B yCTAHOBIIEHHOM 3aKoHoAaTenbCTBOM Poccurickon ®enepaumm nopsake:

1) ApYrMm opraHM3aumsm ONTOBON TOProBMW NEKAPCTBEHHLIMU CPeacTBaMu;

2) Npon3BOAMTENSAM NEKapCTBEHHbIX CPEACTB A Lienei Npov3BoACTBa NeKapCTBEHHbIX CPeaCTB;
3) anTeyYHbIM OpraHM3auusiM U BETEPUHAPHBIM anTeYHbIM OpraHM3aLUusv;

4) Hay4yHO-UCccneaoBaTeNbCKUM OpraHU3aLUmnsam ansa Hay4yHo-uccregoBaTenbckon paboTsl;

5) uwHOMBMOyanbHBIM NpeanpuHUMAaTEnaM, UMEKLWUM TNULEH3VNI0 Ha dapMaLeBTUYecKylo AesTeNbHOCTb WMu
MULEH3NI0 Ha MEAULIMHCKYIO AeATEeNbHOCTb;

6) MeOMUMHCKMM oOpraHusaumsiM, B TOM 4WCNe CO34aHHbIM W 3aperMcTpMpoBaHHbIM B COOTBETCTBUMM C
3aKoHOOATeNbCTBOM MHOCTPAHHOIO rocygapctsa - yneHa OpraHm3aumm 3KOHOMUYECKOro COTPyAHMYeCTBa U pasBUTUSA
WHOCTPaHHbLIM OpUANYECKUM nuuam, MHAMBUAYyanbHbIM NpeanpuHUMaTensM, SBASOWMMCS yYacTHMKaMu npoekta B
cooTBeTCcTBMM € PepepanbHbiM 3akoHOM "O MexgyHapoaHOM MeAMUUHCKOM KnacTepe U BHECEHUW WU3MEHEHUN B
oTAenbHble 3akoHodaTenbHble akTbl Poccuinckon ®egepauunn”,  BeTepMHapHbIM OpraHn3auusm;

(B pea. PenepanbHoro zakoHa ot 26.07.2019 N 240-93)

7) opraHvsaumsaMm, ocyLLEeCTBMALWNM pa3BefieHne, BbipallMBaHne U coaepXaHne XUBOTHBbIX.

2. OpFaHM3aLI,I/II/I onToBOK TOProBIiin  NiekapCTBeHHbIMW  CcpeacTBaMun 00s13aHbl XpaHUTb  3aKynrieHHYHo
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

dapmaueBTMYecKyo cybCcTaHUMIO cnvpTa 3TUIOBOrO (3TaHona), OCYLEeCTBNSATb €e peanusauuio Unu nepejady B
yCTaHOBMEHHOM 3akoHogaTenscTBom Poccuiickon degepauumn nopsigke opraHusaumsiMm, ykasaHHblM B nyHkTax 1-7
YyacTu 1 HacTosLwen cTaTbn, B Tape obbemom He Bonee 1 nuTpa.

(4acTb 2 BBegeHa PegepanbHbiM 3akoHoM oT 29.07.2017 N 278-93)

Cratbs 54. MpaBuna onToBOW TOProBMM NeKapCTBEHHbIMU CpeaCcTBaMu

OnToBag TOproBns fekapCcTBEHHbIMU CPeacTBaMu OCYLLECTBISETCS NPOM3BOANTENSIMU NEKapCTBEHHbIX CPeacTB
W opraHv3aumsiMM OMTOBON TOProBfM NEKApPCTBEHHbIMU CPeAcTBamMu MO MpaBunaM Haganexalieh OUcTpubbioTopcKom
NpakTMkKn U OpaBunaMm Hagnexailen npakTUKM XpaHeHUs U NepeBO3KW NeKapCTBEHHbIX NpenapaTos, YTBEpPXAEHHbIM
COOTBETCTBYHLUMMM YNONIHOMOYEHHbIMU heaeparnbHbIMWM OpraHamMmmn UCNOMHUTENBHOW BNacTu.
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Crtatbs 55. Nopsanok po3HMYHON TOProBnU NieKapCTBEHHbIMMY NpenapaTtaMmm

1. Po3HU4YHas TOProBns rekapcTBEHHbIMW NpenapataMmu B KONMWYECTBAax, HEOOXOAUMbIX AN BbIMONHEHUS
BpayebHbIX (henbalepcknx) HasHaYeHUn NN Ha3HaYeHU cneuManncToB B 06nacTu BeTepnHapmm, OCyLLeCTBNSETCS
anTeyHblMU OpraHu3auusiMn, BETEPUHAPHbIMW anTeYHbIMU OpraHu3aunsaMun, NHANBUAyanbHbIMWY NPpeanpuHUMaTensamu,
NUMEILLIMMU FIMLIEH3NIO Ha dPapMaLeBTUYECKY0 AeATEeNbHOCTb, MEAULMHCKUMY OpraHn3auusMm, UMELLMMN MLEH3NI0
Ha dhapmaLeBTUYECKYIO AeATeNbHOCTb, N UX 060cobneHHbIMK nogpasaeneHnamu (ambynatopuamm, enbaepckummn n
denbaLlepcko-akyLepCckMMM  MyHKTaMu, UeHTpamu (oTAeneHusiMu) obwen BpavebHoW (CeMerHOW) MpaKTuku),
pacrnonoXeHHbIMWU B CENbCKUX HAaCeneHHbIX MNyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyvHble opraHusauun, u
BETEPUHapPHbIMW OpraHvM3aunsaMi, VMeWUMN J§ULEH3NI0 Ha dapMaueBTUYecKylo AesTenbHOoCTb. Pa3spelueHa
PO3HMYHAasA TOProBns TOMbKO NEKapCTBEHHbIMWU MpenapaTamu, 3aperMctpmpoBaHHbiMu B Poccuickon ®eagepaummn nnm
N3roTOBMEHHLIMW anTeYHbIMU OpPraHn3aumsaMn, BETEePUHAPHbIMW anTeYHbIMU OpraHu3aunsaMu, WHAWBUAYaNbHbIMM
npegnpyHMMaTensMy, MUMEWMMU NUUEH3NI0  Ha dapMaueBTUYECKylo AesTeNnbHOCTb. PO3HWMYHas Toprosng
nekapCTBEHHbIMX MpenapaTaMmy OCYLLECTBASETCH NO OpaBunam Haanexalwlend anTe4YHOW MPaKTUKW, YTBEPKAEHHbIM
YMNOSTHOMOYEHHbIM pefiepanbHbIM OpraHoM UCNONMHUTENBHOWN BracTu.

(B peq. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-3)

2. Buabl anTeyHblx oOpraHu3auuMin KM nOpaBwna OTMAYCcKa NEKapCTBEHHbIX MpenapaToB AN MeauUUHCKOro
NPUMEHEHUS1 anTeYHbIMW OpraHuM3auusiMuM, WHAMBUAYANbHbIMK MNpeanpuHUMaTENsaMu, MMELWMMU JULEH3UI Ha
hapmaLeBTMYECKYD LeATEeNbHOCTb, a TakkKe MpaBuna OTMNyCKa JeKapCTBEHHbIX MpenapaToB Ans MegUUUHCKOro
NPUMEHEHUS MEOULMHCKUMU OPraHn3auusMn, MMEHLWMMU NIMUEH3NI0 Ha dapMaueBTUYECKYD AeATeNbHOCTb, U UX
060cobneHHbIMM NogpasgeneHuamy (ambynaTopusamu, enbawepckuMm 1 denbaLepcko-akyLepCcKMMM NMyHKTamu,
ueHTpamun (otaenennsmn) obluern BpadvebHoOM (CeEMENHOWN) MPaKTUKW), PacrofOXEeHHbIMU B CEIbCKMX HacCeneHHbIX
NMyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHusauun, yTeepxaatTcsl YNoNHOMOYEHHbIM dbefepanbHbiM OpraHoM
NCMNOSHMUTENBHOW BRacTu.

(B pea. PenepanbHoro zakoHa ot 25.11.2013 N 317-93)

3. MNpaBnna oTnycka HapKOTUYECKUX CPEACTB U MCUXOTPOMHbIX BELLECTB, 3apPEerMcTpMpoBaHHLIX B KayecTBe
NeKapCTBEHHbIX MpenapaToB, JIEKAPCTBEHHbIX MpenapaToB, CoAepXallimMx HapKoTUYeCcKue cpeactBa U MCUXOTPOMHbIE
BELLECTBa, YyTBEPXKOAOTCA YNOMHOMOYEHHbIM dhedepanbHbiM OpPraHOM WUCMOMHUTENBHON BRACTX MO COrfacoBaHuIO C
denepanbHbIM OpraHoOM UCMNOSTHUTENBHOM BNAcTU, YNONTHOMOYEHHbIM B cdhepe BHYTPEHHUX Aer.

(B pea. PenepanbHoro zakoHa ot 03.07.2016 N 305-93)

4. lekapcTBEHHbIE NpenapaThbl A1 BETEPMHAPHOTrO NPUMEHEHMUS NoANeXaT OTNYCKY BETEPUHAPHBIMU anTeYHbIMM
opraHv3auMsMy, BETEPUHAPHBIMW OpraHn3auusamMmn, MHAMBUAYaNbHBIMU NpeanpuHUMaTENsSM1, UMELWUMA NULEH3NIO
Ha dapmaleBTUYECKYl0 [eaTenbHOCTb. [lpaBuna oOTnycka nekapcTBEHHbIX nNpenapaTtoB Ans BeTepuHapHOro
NpUMEHEHWS YTBEPXKAAKTCS YNONHOMOYEHHbIM ddefiepanbHbIM OpraHoM UCMONHUTENBHON BNAacTw.

5. lNepevyeHb MegUUMHCKMX OpraHuM3aumin, UMEeLMX NULEH3UI0 Ha apMaueBTUYECKYD OeATeNbHOCTb, U UX
o6ocobneHHbIX nogpasgeneHuii (ambynatopui, genbawepcknx n  penbaepcKo-akyLUEepCKMX MyHKTOB, LEHTPOB
(oToeneHwuin) obuiern BpavyebHoM (CEMEHON) NPaKTMKN), PAcMONOXEHHbIX B CEMbCKUX HACENEeHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeudHble opraHusauuu, a Takke nepedeHb IeKapCTBEHHbIX MpenapaToB (3a UCKNIOYEeHUEM
HaPKOTMYECKMX JIEKAPCTBEHHBIX NMPENnapaToB U MCMXOTPOMHbIX JIEKAPCTBEHHbIX NPenapaToB), Npogaxa KOTOPbIX MOXET
OCYLLECTBMATLCA YKa3aHHbIMW OpraHn3aumsmMm n nx o6ocobneHHbIMyM NogpasgeneHnsaMn, yCTaHaBnMBaoTCA opraHamm
ucnonHuTenbHoM BnacTn cybbektoB Poccurickon ®eagepaunn.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

(B pea. PenepanbHoro zakoHa ot 25.11.2013 N 317-93)

6. AnTeyHble opraHusauun, NHAMBMAYyarnbHbIE NPeanpuHMMaTenu, NMeloLne NMUEH3No Ha hapMaueBTUYECKYHO
AesTenbHoCTb, 06s3aHbl obecneyvnBaTh yTBepAeHHbIN [NpaBuTtensctBoM Poccunckon ®egepauun n hopmupyemoin B
YCTaHOBMIEHHOM MM [0pSAAKE MWHUMAMbHbIA aCCOPTUMEHT NIEKApCTBEHHbIX NpenaparToB, HeobXoANMbIX AN OKa3aHus
MeONLMHCKOWM NOMOLLW.

(4acTb 6 B peq. PegepanbHoro gakona ot 25.11.2013 N 317-93)

7. AnTeuyHble opraHusauuu, MHOMBMAYanbHbIE NpeanpUHUMaTenn, UMerLLne NUUEH3no Ha apMaueBTUYECKYHo
OesTenbHOCTb, Hapsgy C NeKapCTBEHHbIMW MpenapataMmyM MMEKT MpaBo npuvobpeTaTb M NpofaBaTb MeAULMHCKME
nsgenvs, AesvHduunpyowme cpeactsa, NPeAMETbl U CPEACTBA NIMYHOW TUIMEHbI, NOCYAy AN MEAULMHCKUX Lenewn,
npegMeTbl M cpefacTBa, npefHasHadYeHHble Ans yxoda 3a 60MbHbIMW, HOBOPOXAEHHBIMW U AETbMWU, HE OOCTUMLUMMU
BO3pacTa Tpex feT, O4YKOBYI ONTUKY U CPEACTBA YXOA4a 3a Hel, MUHeparbHble BOAbl, MPOAYKTbl e4ebHOoro, AeTCKoro u
ONEeTUYECKOro NUTaHus, Guonornyeckn aktuBHble [o06aBkM, NapOMepHbIE U KOCMETUYECKME CpeacTBa, MeauLMHCKue
N CaHUTapPHO-NPOCBETUTENbHbIE NEeYaTHbIE U34aHWs, NpeAHasHavYeHHble ANs nponaraHabl 340P0BOro obpasa XM3Hu.

(B pea. PenepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, o1 25.11.2013 N 317-93)

8. [leaTenbHOCTb anTeyHbIX opraHusauun BoopyxeHHbix Cun Poccuiickon degepaumm, Opyrmx BOWCK, BOMHCKUX
hOpMMPOBaHU N OpraHoB, B KOTOPbIX 3akoHodaTenbcTBoM Poccunckon Pegepaummn npegyCMOTPEHO NMpoxoxaeHue
BOEHHOW cnyxbbl Mnu degepansHon rocyqapCTBEHHON Cryx0Obl, CBA3AHHOW C NPaBOOXPaHUTENbHOW AeATENbHOCTLIO,
pernaMmeHTUpyeTca Hactoswmm ®depepanbHbIM 3aKOHOM U YTBEPXAEHHbIMU COOTBETCTBYOLWUMU  eaepanbHbIMy
opraHaMn UCMOMHUTENbHOW Bnactu nonoxeHusmu. KoHTponb 3a cobniogeHueM  yKa3aHHbIMW - anTeYHbIMU
opraHusauuMamMu  MonoXeHWnW  Hactoswero  PefepanbHOro  3aKoHa  OCYLUECTBMSAETCH  COOTBETCTBYIOLLMMMU
deaepanbHbIMU OpraHaMm UCNOSTHUTENBHOW BNacTMU.

(B pen. PepepanbHoro zakoHa ot 13.07.2015 N 262-03)

Cratba 56. U3roToBneHue n OTNYCK JIeKapCTBeHHbIX npenapaTtoB

1. WsrotosneHue JIEKapCTBEHHbIX TMpenapaTtoB antedYHbiMMn opraHn3aunamn, BeTepUHapHbIMU anTe4YHbIMU
opraHun3auuamun, unHamsuayanbHbIMKU  npeanpuHuMatTenamm, uMerwmMmn  JNUUeH3nr  Ha cpapmaueBqueCKyro
OeATeNbHOCTb, OCYLUeCTBNAeTCA Mo peuentamM Ha JeKapCTBeHHble npenapaTtbl, Mo TpGﬁOBaHI/IFIM MeOULMHCKUX
opraHmsaumVl, BE€TEePUHApPHbIX opraHmsau,mVl B COOTBETCTBMK C NpaBuiamMn MU3rotoBleHUA U OTNyCKa JNeKapCTBEHHbIX
npenapartos, yTBepXaeHHbIMU YNOJTHOMOYEHHbIM cbep,epaanblM opraHom MCMNONHUTENbHOW BracTu.

2. Tlpy M3roTOBMEHNM NEKApCTBEHHbIX NMPenapaTtoB anTeYHbIMW OpraHu3aunsMn, BETEPMHAPHLIMU anTeYHbIMU
opraHuzaumnamm, nHaneunayanbHbIMU npeanpnHnmMmaTtensamu, nverLwmnmMmmn NnueH3nto Ha ('*)apMaLl.eBTI/ILIeCKyI-O
OeATeNbHOCTb, UCNOJb3YHTCA (bapmauesmqecme Cy6CTaHLLI/IVI, BKNMO4YeHHble COOTBETCTBEHHO B FOCyLI,apCTBeHHbIVI
peecTp nekapCTBEHHbIX CPEACTB ANA MEeAMULMHCKOro NPUMEHEHMUS U rOCYAapCTBEHHbIN PEECTP NeKapCTBEHHbIX CPEACTB
ONa  BeTepuMHapHOro MpPUMEHEHMs B YCTaAHOBMNEHHOM nopsgke. He ponyckaeTcsa W3roTOBMEHWE  anTeYHbIMM
opraHu3aumsamMu, BeTEpPMHAPHbIMU anTEeYHbIMWU OpraHvM3aunsiMy, UHONBUAYANbHLIMU NpeanpuHUMaTensaIMu, UMELLUMn
NINUEH3MIO Ha (hapMaLEBTUYECKYIO OeATeNbHOCTb, NIeKapCTBEHHbLIX NpenapaToB, 3aperncTpupoBaHHbIX B Poccuinckon
depepauymun.

3. MapkmpoBKka neKapCTBEHHbIX MpenapaTtoB, WU3rOTOBSIEHHbIX anNTEeYHbIMW OpraHM3aumsiMn, BeTepUHapPHbIMU
anTeyHbIMU OpraHu3aunsaMn, HanBMAyarnbHeIMU NpeanpuHUMaTensaMu, UMeLLMN NULEH3NIO Ha bapMaLeBTUYECKYIO
0eATenbHOCTb, U ObopMIIeHMEe TakMX npenapaToB OOMKHblI COOTBETCTBOBATb MpaBunam, ykasaHHbIM B 4actu 1
HacTosILLEN CTaTbW.

4. AnTeuyHble opraHusauuu, BeTepuHapHble anTeyHble opraHusauvu, WHOMBMAOYyanbHble NpeanpuHUMaTeny,
nMeloLye NUUEH3NI0 Ha capMaueBTUYECKY AeSTeNbHOCTb, HECyT OTBETCTBEHHOCTb 3a HecobniofgeHue npaBuis
M3rOTOBJIEHMS M OTMYCKa JIEKapCTBEHHBIX NpenapaToB B COOTBETCTBMU C 3aKOHOAaTeNnbcTBOM Poccuiickon denepaumu.

Cratbs 57. 3anpelieHue npoaaxm canbcupunumpoBaHHbIX neKapcTBeHHbIX cpencTs,
HepfoOpoKayYeCTBEHHbIX JIeKAPCTBEHHbIX CPeACcTB, KOHTPadaKTHbIX JIEKapPCTBEHHbIX CPeacTB

Mpopaxa anbCMULMPOBaHHbLIX NeKapCTBEHHbIX CPeAcTB, HegobpoKayeCcTBEHHbIX NEeKApCTBEHHbIX CPEeacTs,
KOHTpadaKTHbIX NTEKAapCTBEHHbIX CPeACTB 3anpeLLaeTcs.

Cratbs 58. XpaHeHMe nekapcTBEHHbIX CpeacTB

www.consultant.ru CrpaHvua 79 us 95
HafeXXHaa npaBoBas noaAepXXkKa


consultantplus://offline/ref=1C63EF3C87C2335E7678464F94A524A259B9A2C07EAEB6268A253370B1FAB647AD88F6EADD94677A05DE911035EF02DDBF0DBEE5B9241206L1r4J
consultantplus://offline/ref=1C63EF3C87C2335E7678464F94A524A259B9A2C07EAEB6268A253370B1FAB647AD88F6EADD94677A05DE911035EF02DDBF0DBEE5B9241206L1r4J
consultantplus://offline/ref=1C63EF3C87C2335E7678474B87A524A250B3ACC27AA1EB2C827C3F72B6F5E950AAC1FAEBDD95677A0B81940524B70DDDA312BEFAA52613L0rEJ
consultantplus://offline/ref=1C63EF3C87C2335E7678474B87A524A250B3ACC27AA1EB2C827C3F72B6F5E950AAC1FAEBDD95677A0B81940524B70DDDA312BEFAA52613L0rEJ
consultantplus://offline/ref=1C63EF3C87C2335E7678474B87A524A25FB7A1C179A1EB2C827C3F72B6F5E950AAC1FAEBD99767780B81940524B70DDDA312BEFAA52613L0rEJ
consultantplus://offline/ref=1C63EF3C87C2335E7678474B87A524A25FB7A1C179A1EB2C827C3F72B6F5E950AAC1FAEBD99767780B81940524B70DDDA312BEFAA52613L0rEJ
consultantplus://offline/ref=1C63EF3C87C2335E7678464F94A524A259B9A2C07EAEB6268A253370B1FAB647AD88F6EADD94677A06DE911035EF02DDBF0DBEE5B9241206L1r4J
consultantplus://offline/ref=1C63EF3C87C2335E7678464F94A524A259B9A2C07EAEB6268A253370B1FAB647AD88F6EADD94677A06DE911035EF02DDBF0DBEE5B9241206L1r4J
consultantplus://offline/ref=1C63EF3C87C2335E7678474B87A524A25CB4ADC47FA1EB2C827C3F72B6F5E950AAC1FAEBDD9564790B81940524B70DDDA312BEFAA52613L0rEJ
consultantplus://offline/ref=1C63EF3C87C2335E7678474B87A524A25CB4ADC47FA1EB2C827C3F72B6F5E950AAC1FAEBDD9564790B81940524B70DDDA312BEFAA52613L0rEJ
consultantplus://offline/ref=1C63EF3C87C2335E7678464F94A524A259B9A2C07EAEB6268A253370B1FAB647AD88F6EADD94677A08DE911035EF02DDBF0DBEE5B9241206L1r4J
consultantplus://offline/ref=1C63EF3C87C2335E7678464F94A524A259B9A2C07EAEB6268A253370B1FAB647AD88F6EADD94677A08DE911035EF02DDBF0DBEE5B9241206L1r4J
consultantplus://offline/ref=1C63EF3C87C2335E7678464F94A524A259B8A7C47BACB6268A253370B1FAB647AD88F6EADD95667B08DE911035EF02DDBF0DBEE5B9241206L1r4J
consultantplus://offline/ref=1C63EF3C87C2335E7678464F94A524A259B8A7C47BACB6268A253370B1FAB647AD88F6EADD95667B08DE911035EF02DDBF0DBEE5B9241206L1r4J
consultantplus://offline/ref=1C63EF3C87C2335E7678474B87A524A25EB8A7C678A1EB2C827C3F72B6F5E950AAC1FAEBDD9567780B81940524B70DDDA312BEFAA52613L0rEJ
consultantplus://offline/ref=1C63EF3C87C2335E7678474B87A524A25EB8A7C678A1EB2C827C3F72B6F5E950AAC1FAEBDD9567780B81940524B70DDDA312BEFAA52613L0rEJ
consultantplus://offline/ref=1C63EF3C87C2335E7678474B87A524A25CB3A2C47FA1EB2C827C3F72B6F5E942AA99F6E9DF8B67791ED7C540L7r8J
consultantplus://offline/ref=1C63EF3C87C2335E7678474B87A524A25CB3A2C47FA1EB2C827C3F72B6F5E942AA99F6E9DF8B67791ED7C540L7r8J
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
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

1. XpaHeHue neKapCcTBEHHbIX CPEACTB OCYLUECTBNSIETCA NPOU3BOOAUTENSMU NEKAapCTBEHHbLIX CPEACTB,
opraHusauMsiMM OMNTOBOW TOPrOBMM FeKapCTBEHHBIMU CpPEACTBaMW, anTeYHbIMKM OpraHu3auusiMu, BeTepuHapHbIMU
anTevyHbIMU OopraHun3aumammn, nHgneuayanbHbIMU npeanpnHnmMmaTenaMmy, MMerowmnmMmn NMUEH3NI0 Ha q)apmaueBqueCKyro
OeATeNbHOCTb UMK NUUEeH3NK0 Ha MeaOUUUMHCKY OeATeNlbHOCTb, MeAUUMHCKMMU oOpraHudaumammn, BeTepuHapHbIMU
opraHvM3auMsMM 1 WMHbIMWM OpraHvM3auusMy, OCYLLECTBMSALWMMK obpalleHne nekapCcTBEeHHbIX CpeacTB. XpaHeHue
NeKkapCcTBEHHbIX CPeACTB AN BETEPMHAPHOrO NPUMEHEHWs1 OpraHn3auusMm U MHAMBMAYanbHBIMU NpeanpyuHUMaTensMu
B Cryyasix, eCliu OHU WCMOSb3YITCA WUCKMIOYUTENBHO MpWU pasBefeHuW, BblpalliMBaHUWM, COOEPXKAHUM W FNEeYeHUM
XXMBOTHBIX, MOXET OCYLLECTBNATLCS 63 NonyyYeHns NUUeH3nun Ha hapMaLeBTUYECKYO OeATeNbHOCTb.

(B pea. PegepanbHoro gakoHa ot 22.10.2014 N 313-93)

2. I'Ipanma XpaHeHUA JieKapCTBEHHbIX CpeacTB YyTBepXaakTcA COOTBETCTBYHOLWMM  YNOJTHOMOYEHHbIM
(bep,epaanblm opraHom MCMNONHUTENbHOW BRacTu.

3. XpaHeHne HapKOTUYECKMX JeKapCTBEHHbIX CPEACTB, MNCUMXOTPOMHbIX  FIEKAPCTBEHHbIX  CPeacTs,
paguodapmaueBTUYECKNX NEeKapCTBEHHbIX CPeACTB OCYLLECTBMSeTCa B COOTBETCTBMM C 33aKOHOAATENbCTBOM
Poccuinckon denepaumn.

Cratba 58.1. [peAMETHO-KONMMYECTBEHHbIA Y4YeT JIeKapCTBEHHbIX CpeacTB AN  MeAULMHCKOro
npUMeHeHusA
(BBegeHa denepanbHbIM 3akoHOM OT 25.12.2012 N 262-03)

1. I'IeQequb JTEKapCTBEHHbIX cpencTte anda MeanLIMHCKOIro NMPUMEHEHNA, noanexatwimx
npeaMeTHO-KOJIMYeCTBEHHOMY Yy4eTy, YyTBepXKOaeTCA YNOJIHOMOYEHHbIM d)e,[l,epa]'leblM opraHom NCMONHUTENBHOW
BnacTwn.

2. [opanok BKIHOYEHUSI NEKAPCTBEHHBLIX CPEACTB ANS MEAMLMHCKOrO NPUMEHEHNsI B NepeyYeHb NeKapCTBEHHbIX
CpPeacTB Ans MEAMUMHCKOrO NPUMEHEHUs), noanexalimx npeaMeTHO-KONMYECTBEHHOMY Y4YeTy, YyCTaHaBnMBaeTcs
YMONIHOMOYEHHbIM dhefepanbHbiM OpraHoM WCMONMHUTENBHOM BRacTW MO COrfacoBaHWi0 C (oedepanbHbiM OpraHoM
NCMONHUTENBHON BNacTh, YNOMHOMOYEHHbIM B cchepe BHYTPEHHMX Aen.

(B pen. PepepanbHoro zakoHa ot 03.07.2016 N 305-93)

3. [NpeaMeTHO-KONMYECTBEHHBIA YYeT NEKapCTBEHHbIX CPEACTB AN MeOWLUMHCKOTO MNPUMEHEHUs BeadyT
NPOM3BOAMTENN NEKapPCTBEHHbIX CPEACTB, OpraHM3auMn ONTOBOW TOProBMnM feKapCTBEHHBIMU CPeACcTBaMU, anTeyHble
opraHusaumu, MHAMBUAyanbHble NpeanpuHUMaTeny, UMeKLme NMUEH3NI0 Ha dapmMaLueBTUYECKY0 AeATENbHOCTb UM
NUUEH3NIO Ha MEAMUMHCKYI0 [OesATenbHOCTb, W MeOWUMHCKUE OopraHv3auuu, ocyllecTBrsowme obpalleHue
NeKapCTBEHHbIX CPeACTB ANA MeOULMHCKOro NPUMEHEHUs, MyTeM perncrpaumm nobbix CBA3aHHbIX C X obpalleHnem
onepauui, Npy KOTOPbIX U3MEHSIETCA MX KONMMYECTBO U (Mfn) COCTOSIHME, B CNeumarnbHbIX XypHanax yvyeTa onepauumn,
CBAI3aHHbIX C OOpalleHueM reKapCTBEHHbIX CPeACTB AN MEAULMHCKOrO MNpUMeEHeHWs (oanee - cneuuvarnbHble
XypHarnbl).

4. MpaBuna perucTpaumu onepauui, CBA3aHHbIX C obpalleHneM NekapCTBEHHbIX CPeacTB ANA MeAULMHCKOro
NPUMEHEHUS, BKIMIOYEHHBLIX B MNepeyeHb feKapCTBEeHHbIX CPeAcTB ANS MeOUUMHCKOrO MNPUMEHEHWs, noanexalumx
npeamMeTHO-KONMYECTBEHHOMY Y4YeTy, B cChneuunarnbHbIX JXypHanax M [OpaBuia BedeHUS W XpaHeHus cneumarnbHbIX
XYPHanoB yTBEPX4arTcs YNOMHOMOYEHHbIM dhedepanibHblM OpraHoM UCMOSTHUTENbLHOWN BNacTu.

5. KoHTponb 3a cobniogeHneMm npasBun permctpaumm onepauui, CBA3aHHbIX C obpalleHneM neKapCTBEHHbIX
cpeacTtB Anst MeAULMHCKOrO MPUMEHEHUs!, BKITIOYEHHbLIX B MNepedYeHb IeKapCTBEHHbLIX CPeACTB AN MeaUMUMHCKOro
NPUMEHEHWS, NOANEXALLMX NMPeaMeTHO-KONMYECTBEHHOMY YYETY, B CeumarnbHbIX XXypHanax, a Takke 3a cobnogeHnem
OpaBwuil BEeOEHWs U XpaHEHUs CcreumanbHbIX XypHanoB BO3fnaraeTcs Ha YMONTHOMOYEHHble befeparnbHble opraHbl
WCMOJTHUTENBHOW BMNAcTW U OpraHbl MCMONMHUTENbHOW BnactTu cybbektoB Poccunckon Pepepaumm, ocylecTensowme
NUUEH3MPOBaHNE MPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB, (apMaLeBTUYECKON [eATEeNbHOCTM U MEeOULMHCKON
0eATenbHOCTU, U OCYLLEeCTBNSETCH B paMKax NMLEH3NOHHOrO KOHTPOSS.

Maea 11. YHUMTOXEHUE JIEKAPCTBEHHbLIX CPEOCTB
Ctatbs 59. OCHOBaHMWs M NOPSAAOK YHUUTOXEHUSA JIeKapCTBEHHbIX CPeaAcTB

1. HepobGpokayecTBeHHble NEKapCTBEHHbIE CPEeACTBa, (anbCcuuLMpoBaHHbIE NEKapCTBEHHbIE CPeacTBa
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

noanexar uM3bATMIO U3 obpalleHns U YHUYTOXEHUIO B [OpsAAKe, yCTaHOBNeHHoM [lpaBuTenbcTBoM Poccuiickol
®epnepaummn. OcHoBaHUEM AN YHUUTOXEHNS NEKAPCTBEHHBLIX CPEACTB SABMNSETCS pelleHne BnagenbLa NekapcTBeHHbIX
CPeACTB, peLUeHMEe COOTBETCTBYIOLLErO YMOMIHOMOYEHHOro dheaepanbHOro opraHa WCMOMHUTENbHOW BRacTv Mnu
pelueHune cyaa.

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

2. KoHTpadhakTHble nekapcTBEHHblE CPEACTBA NOAMEXaT U3bATMIO U3 0BpaLLeHNs U YHUUTOXEHNIO MO PELLEHWIO
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 KOHTpadaKTHbIX NEKAapCTBEHHbIX CPEACTB, HeA0OpOoKayeCTBEHHbIX
NeKapCTBEHHbIX CpeacTB, hanbCcUULMPOBAHHLIX NIEKapCTBEHHbIX CPEACTR, BO3MELLATCS UX BnagerbLem.

4. Bnapeney NNIeKapCTBEHHbIX CpeacTtB AO0JNKeH npeacrtaBuTb B yI'IOJ'IHOMO‘-IeHHbIﬁ d)eu,epaanblﬁ opraH
NCMNONHUTENBbHON BRacTu OOKYMEHT U 3aBepeHHY B YCTaHOBJIEHHOM MNOPALKE ero KOoMnwuk, noaresepXxaakwwmne (*)aKT
YHUHUTOXEHUA NeKapCTBEHHbIX CpenCTB.

5. CooTBETCTBYOLMIA YNONHOMOYEHHbIV dhefeparnbHbii OpraH UCMONHUTENBLHON BNAacTu, NPUHABLLMI pelleHne 06
YHULTOXEHUW NeKapCTBEHHbIX CPEACTB, OCYLUECTBNAET KOHTPOSb 3a UX YHUYTOXEHNEM.

6. YHUUYTOXEHME FeKapCTBEHHbIX CpPeacTB MNPOU3BOAMTCS OpraHuM3auMsMy, WMEOLLMMU COOTBETCTBYHOLLYHO
NMLEH3NIo, Ha crneuunanbHo 06opyaoBaHHbIX NMoLlagkax, 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 NeKapcTBEHHble CpeAacTBa,
paguodapMaleBTUYECKME NEKapCTBEHHbIE CPeACcTBa  YHUUTOXAOTC B COOTBETCTBUM C  3aKOHOOATENbCTBOM
Poccuiickon ®eaepaunn.

Maea 12. TOCYOAPCTBEHHOE PEIYNIMPOBAHUE 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
OCyLLeCTBIIdEeTCA NoCpeCTBOM:

1) ytBepxaeHus [MpaButensctBom Poccuickon dedepauum nepedHs XM3HEHHO HEeOBXOAMMbBIX U BaXKHEWLINX
nekapCcTBEHHbIX nNpenapaToB, KOTOPbIN ChopMUPOBaH B YCTAHOBNEHHOM UM OOPSAAKE HA OCHOBE KOMMIIEKCHOW OLEHKM
neKkapCTBEHHbIX MNpenapaToB, BKMYas aHanuM3 CBeAeHWA O CPaBHUTEMNbHOW KIMHUYECKON 3(EKTUBHOCTU W
6e30nMacHOCTM NEeKapCTBEHHOro CpeAcTBa, OLEHKY 93KOHOMWYECKMX MOCneACTBUA MNPUMEHEHWUS feKapCTBEHHOro
cpeacTBa M nsyyeHne AOMONHUTENbHBIX MOCNEACTBUA NMPUMEHEHWS NIeKapCTBEHHOrO CPeacTBa;

(n. 1 B pea. PegepanbHOro gakoHa ot 22.12.2014 N 429-93)

2) yTBepxaeHWs MeTOOMKM pacyeTa npedenbHbIX OTMYCKHbIX LieH Npou3BoAMTENEN Ha feKapCTBEHHbIe
npenapartbl, BKMOYEHHbIE B NEpeYeHb XU3HEHHO HEOOXOAMMbIX U BaXKHEMLLUX feKapCTBEHHbIX NpenapaToB, a Takke
BHEAPEHNS MexaHn3MoB (POPMUPOBAHUS CUCTEMbI PedepPEHTHbIX 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 Npou3BOAUTENE Ha NekapCTBEHHbIE NpenapaThbl,
BKJItOYEHHbIE B I€PEYEHb XU3HEHHO HEOOXOANMBIX U BaXKHEWLLUMX NEKAPCTBEHHbLIX NPenapaTos;
(B pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

4) BeNeHUA rocyagapCTtBeHHOro peectpa npenesibHbiX OTNYCKHbIX UeH npowssop,meneﬁ Ha JeKapCTBEeHHbIe
npenaparbl, BKIHO4YEHHbIE B N€PEYEHb XN3HEHHO HeobX0AMMbIX U BaXKHENLLIMX JNIEKapCTBEHHbIX NpenapaToB;

5) yTBepxaeHMs MEeToOuKW YCTaAHOBMEHMSI OpraHaMy MWCMOMHUTENbHOM Briactu cybbektoB Poccunckon
depepaumm npegensbHbiX pasMepoB ONTOBbIX HAA0ABOK M NpeaenbHbIX pa3MepoB PO3HUYHbBIX HaAbaBOK K hakTU4eCKMM
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

OTNYCKHbIM LeHaM, YCTaHOBJIEHHbIM NMPON3BOAUTENAMU JNMIEKAPCTBEHHLIX NMpenapaTtoB, Ha JieKapCTBEHHbIE MpenapaThbl,
BKITlOMEHHbIe B nNepeYveHb XXN3HEHHO HeobXoOMMBbIX U BaXKHENLLNX J1IeKapCTBEHHbIX NpenapaTos;

6) YCTAHOBIEHNA npedesibHbIX pa3dmMepoB OMNTOBbIX HanbaBoK © npenenbHbIX pa3MepoB PO3HUYHbLIX HagbaBoK K
(*)aKTVIHeCKVIM OTMYCKHbIM LeHaM, YCTaHOBJ1I€HHbIM NMPOU3BOANTENAMU NNEKAPCTBEHHbLIX NpenapaToB, Ha JIeKapCTBEHHbIE
npenapartbl, BKINOYeHHbIe B NepeYeHb XU3HEHHO HeobX04MMbIX N BaXKHENLLIMX J1eKapCTBEHHbIX NMpenapaTtos;

7) yTBEpXOEeHUs nopsigka Bblgavu NPeanvMcaHuii opraHam UCMOMHUTENBbHOW BNactu cyObekToB Poccuiickom
depepaumm o NpMBEAEHUN B COOTBETCTBME C 3akOHOAAaTENbCTBOM Poccuiickon ®enepauun pelieHun ob yctaHoBNEHUN
npegernbHbIX pa3mMepoB ONTOBbLIX HAA0ABOK U NpeferibHbIX pa3MepoB PO3HUYHbIX HaAOaBOK K (haKTUYECKUM OTMYCKHbIM
LUeHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSAMU JIEKAapCTBEHHbIX MpenapaToB, Ha JIeKAapCTBEHHble npenaparbl,
BKIMOYEHHbIE B MEepeYEeHb XU3HEHHO HEOOXOAMMBIX U BaXKHEWMLLMX NIEKAPCTBEHHbIX NpenapaToB, €Crv OHWU MPUHSATLI C
HapyLlleHMeM 3akoHogaTenbcTBa Poccunckon denepauun, B nopaake, ycraHoBneHHom [MpasuTtensctBoM Poccuiickon
degepaumnu;

8) HanpaBneHus yNonMHOMOYEHHbIM doeaeparnbHbIM OpraHOM MCMOSTHUTENbHOW BNACTU OpraHam UCMNOSTHUTENbHON
Bnactu cybbektoB Poccunckon depepauum npegnucaHMnm O NpuUBEAEHMM B COOTBETCTBME C 3aKOHOAATENbCTBOM
Poccuiickon ®depepaumm NpUHATBIX C  HapylleHneMm 3akoHodaTtenbctBa Poccuiickon Pepepaumm peweHun o6
YyCTaHOBMNEHUN NpeAenbHbIX pasMepoB ONTOBbIX HAA0aBOK U NpeAenbHbIX pasMepoB PO3HUYHBLIX HAa40aBOK K LieHaM Ha
nekapcTBeHHble npenapaTthl, BKMOYEHHble B NEPEeYeHb >KM3HEHHO HEeoOXOAMMbIX W BaXXHEWLUMX NeKapCTBEHHbIX
npenapaTos;

9) ocywecTBnenns egepansHOro rocygapCcTBeHHOro Hag3opa B cdepe obpalleHus nekapCTBEeHHbIX CPEACTB U
peruoHanbHOro rocyfapCTBEHHOINO KOHTPOMS 3a MPUMEHEHMEM LieH Ha fleKkapCTBEHHble npenapaTtbl COOTBETCTBEHHO
YNOMHOMOYEHHbIMY  ¢heiepanbHbIMU  OpraHamy UCMOMNHUTENbHON BNacT WM oOpraHaMu WCMOMHWUTENbHOW BracTu
cybbekToB Poccuiickoin Pepepaumm cornmacHo MX KOMMETEHUMM B Mopsigke, YCTaHOBNEHHOM [paBuMTenbCTBOM
Poccuiickon depepauuu;

(n. 9 B pea. ®egepanbHoro 3akoHa o1 25.06.2012 N 93-93)

10) npumeHeHWs NpedyCMOTPEHHbIX 3akoHoaaTenbcTBOM Poccuitickon depepaumm mMep OTBETCTBEHHOCTM 3a
HapyLleHVe nopsaka LeHoobpa3oBaHMs Ha XXU3HEHHO HEOBX0OMMbIE 1 BaXKHENLLIME NeKapCTBEHHbIE NpenapaTbl.

Cratba 61. locymapcTBeHHas perucrpaumss M nepeperucTpauus npepefibHbIX OTNYCKHbIX LeH
npousBoAuTENen Ha JieKapCTBeHHble npenapaTbl, BKIOYEHHble B MepeyYeHb XWU3HEHHO HeobGxoauMbIX W
Ba)XHEeMLUMX NeKapCTBEHHbIX NpenapaToB

(B pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

1. MNpepenbHaa OTNyCcKHad UeHa MPOM3BOAUTENSA Ha fEeKapCTBEHHbI MpenapaTt, BKOYEHHbIM B MNepeyeHb
XM3HEHHO HEeOOXOAMMbIX M BaKHEWLUMX feKkapCTBEHHbIX MpenapaToB, NOAMNEXWUT rocygapCTBEHHOW peructpaunv B
nopsigke, ycrtaHosneHHom [lpasutensctBoM Poccuiickon depepaumm, Ha OCHOBaHUM NPEACTaBNEHHONO B
YMOSTHOMOYEHHbIN  (pefepanbHbli - OpraH  UCMONMHUTENBHON  BNacTW  3asiBNeHUs  depxaTens wnv  Bnagenbua
PErMcTpaumoHHOro YO4OCTOBEPEHUS NTIEKaPCTBEHHOIO nNpenapara (YNnosIHOMOYEHHOIO M N1ua).

2. 3apeructpuvpoBaHHas npegefibHas OTMNyCKHAs LeHa MpovM3BOAMUTENS Ha feKapCTBEHHbIM npenapar,
BKIMIOYEHHBI B MNEpPeYeHb >XU3HEHHO HEOOXOAMMBIX W BaXHEWLUMX FeKapCTBEHHbIX MpenapaToB, MOXeT ObiTb
nepeperncTpupoBaHa B CTOPOHY YBENWYEHUSt OOWMH pa3 B KaneHgapHOM rogy Ha OCHOBaHWM MnpeacTaBieHHOro B
YNOMHOMOYEHHBIV hefepanbHblil OpraH UCMONHUTENbLHON BnacTu Ao 1 okTabps KaXaoro roga 3asiBNeHust aepxarens
Unu BnagenbLa perncTpaLuoHHOro YA0CTOBEPEHMWS NEKAPCTBEHHOTO Npenapara (YNofHOMOYEHHOro UM nuua).

3. 3apeructpupoBaHHad npegenbHas OTNyCKHas LUeHa npou3BOAUTENA Ha MeKapCTBEHHbI npenapar,
BKITIOYEHHbIA B MNEpeYeHb >XU3HEHHO HEeOoOXOOUMbBbIX W BaXKHEMLWMX JIEKAPCTBEHHLIX MpenapaTtoB, MOXeT ObiTb
nepeperncTprpoBaHa B CTOPOHY CHWKEHUSI HA OCHOBaHWU NpeacTaBfieHHOro B YNONHOMOYEHHbI dheaeparbHblii opraH
NCMONHUTENBHON BriacTy 3asBneHuUs AepxaTens unu Bnagenbla perncTpaumMoHHOro YAOCTOBEPEHUS NeKapCTBEHHOMO
npenapaTa (YynosIHOMOYEHHOro UM nuua).

4. OepxaTtenb Unu Brnagenew permcTpaumMoHHOro y0CTOBEepeHUsl NeKkapCTBEHHOro npenapata (YnonHoMoYeHHoe
UM nuuo) obsA3aH NpeAcTaBUTb B YMNOMHOMOYEHHBI dhedeparnbHbiii opraH UCMONHUTENbHON BnacTu 3asiBieHne o
nepeperncTpaunm 3aperncTpupoBaHHOW NpeaenbHOM OTMYCKHOM LieHbl NPOU3BOAUTENS Ha NeKapCTBEHHbIV Npenapar,
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

BKITOYEHHBIN 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 HEOOXOOMMbIX W BaXXHEWLUMX NEeKapCTBEHHbIX
npenapaToB, B Cny4vasix, NpeayCMOTPEHHbIX YacTsaMmu 2 - 4 HacTosilen cTtaTbM, ycTaHaBnueaeTtcs [lpaBuTensCTBOM
Poccuinckon denepaumm.

6. OKOHOMMYECKM aHanun3 npenenbHOM OTMYCKHOM LEeHbl MpoM3BOAUTENS Ha IeKapCTBEHHLIN npenapar,
BKMIOYEHHbIA B MNEpeYeHb XU3HEHHO HeobXOOMMbIX W  BaXHENWMX JeKapCTBEHHbIX MNpenapaToB, 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 LEeH, yYKa3aHHbIX B YacTax 1 1 2 HacToswen ctaTbu, NPy UX rocyaapcTBEHHOW
perucTpaumm unu nepeperncTpaummn OCyLEeCTBNAETCA B COOTBETCTBUM C METOAUKON, yTBEpXAeHHON [NpaBuTenscTBOM
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
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

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, BKMK4YeHHble B MNepeyYeHb >XW3HEeHHO 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,
BKINIOYEHHble B NepeyeHb XXM3HEHHO HEeOBXOAUMbLIX U BaXKHEWLLMX NekapCTBEHHbIX Npenapatos, 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) 3aperucTpmpoBaHHas npeaernbHas oTNyckHas LeHa B pyonsax;

6) pmara u HOMep npukasa YMNOIHOMOYEHHOrO doedepanbHOro opraHa WCMONMHUTENbHOM BRactm O
rocyapCTBEHHOW perncTpauum unu nepeperucrTpaumm rnpeneribHoM OTMYCKHOM LieHbl Ha fekapCTBEHHbLIW npenapar,
BKITIOMEHHbIN B NepeyeHb XU3HEHHO HEOBXOANMbIX Y BaXKHEMNLLMX NEeKapCTBEHHLIX NpenapaTos;

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 06.06.2019 N 134-93)

6.1) gata BCTynneHus B CUiy Mpukasa ynosIHOMOYEHHOro doeaeparnbHOro opraHa MCMOSHUTENbHOW BracTn o
rocyJapCTBEHHOW perncTpaumm wnu nepeperucTpauun npeaenbHonM  OTMYCKHOW  LEeHbl  MPou3BOAUTENsl  Ha
NeKapcTBEHHbIM NpenapaTt, BKMOYEHHbIA B MNepeyYeHb XU3HEHHO HEeOoDXOOAUMBbIX U BaXKHEWLIMX NeKapCTBEHHbIX
npenapaTos;

(n. 6.1 BBegeH PenepanbHbiM 3akoHoM oT 06.06.2019 N 134-03)

7) WUTPUXOBOW KOL, HAHECEHHbIA Ha BTOPUYHYIO (MOTPEOUTENBCKYIO) YNAKOBKY NEKapCTBEHHOIO nNpenapara;
(n. 7 BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8) koo  neKkapCTBEHHOrO  Mpenapata MO aHAaTOMO-TepaneBTUYECKO-XMMUYECKOW  Kraccudmkauum,
pekomMmeHaoBaHHOW BcemMupHon opraHmMsaumen 3gpaBooXpaHeHUs.
(n. 8 BBeaeH PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

3. locymapcTBeHHas peructpauus Unu nepeperncrpauust npefenbHbIX OTMYCKHbIX LIEH Ha JleKapCTBEHHble
npenapaTbl, BKIOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOANMBIX 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
npenaparthbl AN MeAULMHCKOro NpMMeHeHus

1. OpraHbl MCMONMHUTENBHOW BNnacTn cyobekToB Poccuickon degepaumm ycraHaBnmBaoT npegesnbHble pasMmepsi
ONTOBLIX HaA6aBOK U NpeferibHble pasMepbl PO3HUYHbIX HA40aBOK K (DaKTUYECKUM OTMYCKHbIM LieHaM, yCTaHOBMNEHHbIM
Npon3BOaMTENAMM NEKAPCTBEHHbLIX NpenapaToB, HA NEeKapCTBEHHbIE NpenapaThl, BKMOYEHHbIE B NepeyveHb KU3HEHHO
HEOOXOAMMbIX W BaXXHEMWMX JEKApPCTBEHHbLIX MNpenapaTtoB, B COOTBETCTBUM C YTBEPXKOAEHHOW B Nopsake,
ycTaHoBneHHoM [lpaButensctBoM Poccuiickon denepaunn, MeTOoaMKONW YCTAHOBMEHUS opraHaMyn WUCMNONHUTENbHON
Bnactu cybbektoB Poccuiickon Pepepaumm npepenbHbIX pa3MepoB ONTOBbIX HA40aBOK M NpeAenbHbIX pa3mMepoB
PO3HUYHbIX HagbaBOK K (PAKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOU3BOAUTENAMU JIEKAaPCTBEHHbIX
npenapaToB, Ha JEKapCTBEHHble Mpenapatbl, BKMOYEHHbIE B MepeyvYeHb >KU3HEHHO HEOOXOAMMBIX U BaXKHEWLLUX
nekapcTBeHHbIX npenapaToB. [1poekTbl peLleHu OpraHoB WCMOMHUTENbHOMW BRactn cybbektoB Poccunckon
depepaumm 06 ycTaHOBNEHMUMN U (UNN) M3MEHEHUN NpeaesibHbIX pa3MepoB ONTOBLIX HAAOABOK M NpeAenbHLIX pa3vMepoB
PO3HUYHbIX HaObaBOK K (QAKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MNPOU3BOAUTENSAMU JIEKAPCTBEHHbIX
npenapaToB, Ha JlEKApPCTBEHHble MpenapaTbl, BKMOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOOUMBIX W BaXKHEWLIMX
nekapCTBEHHbIX MpenapaToB, MNoAfiexaT CcorfacoBaHuio ¢  dedeparnbHbiM  OpraHoM  UCMOMHMTENBHOW  BRAcTMU,
YMNOSTHOMOYEHHBbIM  OCYLLECTBIATL MPaBOBOE perynvpoBaHne B cdepe rocyaapCTBEHHOIO pPerynmpoBaHus LeH
(TapudoB) Ha ToBapsbl (ycryru), B nopsigke, yctaHoBneHHom lMpasutensctBom Poccuiickon ®egepauun.

(B pea. PenepanbHoro zakoHa ot 13.07.2015 N 241-93)

2. OpraHumsauun ONTOBOW TOProBnM W (MnM) anTeyHble OpraHu3auuu, MHOVBMAYanbHble NpeanpuHUMaTenu,
umelowme nuueHsMlo Ha (papmaueBTUYECKyl0 OeATenbHOCTb, OCYLECTBASIT peanu3auuto  NeKapCTBEHHbIX
npenapaToB, BKIOYEHHbIX B NEPEeYEHb KNU3HEHHO HEOOXOANMBIX 1 BaXKHENLLMX NEKAPCTBEHHLIX NpenapaToB, Mo LeHaMm,
YPOBEHb KOTOPbIX He npeBblllaeT CyMMYy (akTUYEeCKOM OTMYCKHOW LieHbl, YCTaHOBIEHHOW MpOuU3BOAUTENEM
nekapCTBEHHbIX MPenapaToB M He MpeBbilLAlOWeNn 3aperMcTpUupoBaHHOW WM NEepPEpPErncTpMpoBaHHON NpeaenbHON
OTMYCKHOWM LieHbl MpouM3BOAWTENS (Ha AaTy peanu3auum fekapCTBEHHOrO npenaparta npou3BOAMTENeM), U pa3mep
ONTOBOM HagbaBku U (UNK) pasmep PO3HNYHOM HaObaBKM, He MPEBbILLAOLINE COOTBETCTBEHHO pasMepa npeneribHom
ONTOBOM HagbaBkM U (MnK) pasmepa npeneribHOM PO3HUYHOM HaabaBku, YCTAHOBMNEHHBLIX B CyObekTe Poccuimckon
depepaumu.

(B pea. PenepanbHoro zakoHa ot 06.06.2019 N 134-03)

3. OpraHbl ncnonHUTENbHOW BrnacTn cyobekToB Poccuiickonn depgepaumm pasmeltaot B cety "MIHTepHeT" nnm
onybnMKoBbIBaOT MHGOPMALMIO O 3apErMCTPUPOBAHHON NpefenbHOM OTNYCKHOWM LIEHEe Ha NEeKapCTBEHHbIE npenapaTbl,
BKIMIOYEHHbIE B MEepeYeHb XM3HEHHO HEOOXOOUMbBIX U BaXXHEMWLUNX NEeKapCTBEHHbLIX NpenapaTtoB, 00 yCTaHOBMEHHLIX B
cybbekTe Poccuiickon ®egepauum pasmepe npeaenbHOM ONTOBOW HaabaBku 1 (Unun) pasmepe npeaesibHon po3HUYHOMN
HagbaBKM K YCTaHOBMEHHBIM MPOWU3BOAUTENSAMWU JIEKAPCTBEHHbLIX MpenapaTtoB (hakTUYEeCKMM OTMYCKHbIM LieHaM Ha
rfiekapCTBEHHblE MNpenapatbl, BKIHOYEHHbIE B MEpeYeHb XM3HEHHO HEOOXOAMMBIX W BaXKHEWLUUX FeKapCTBEHHbIX
npenapaTtoB, U 06 ykasaHHOM B 4YacTu 2 HacTosillen ctaTbu cymme. VHdopmaums, npegyCMOTPeHHas HacToALEeN
YacTblo, JOSPKHA pasMeLlaTbCs Takke B anTeYHbIX OpraHM3auusax B AOCTYMNHOW AM1s CBEAEHMS BCEX 3aNHTEPECOBaHHbIX
nvy coopme 1 06HOBNATLCHA MO Mepe ee onybrmMKoBaHus.

4. MNpuHAaTble ¢ HapylleHneM 3akoHoaaTenbcTBa Poccuiickor deepauumm pelleHus opraHoB UCNONMHUTENBHON
BnacTtu cybwekra Poccunckon ®egepaunm 06 ycTaHOBNEHUM NpeaeribHbIX pa3MepoB ONTOBbIX HAA0aBOK U NpedebHbIX
pa3mMepoB PO3HUMYHbIX HaA0aBOK K 3apermcTpuUpoBaHHbIM MpefenbHbIM  OTMYCKHbIM LieHaM Ha JeKapCTBEHHbIE
npenapaTbl, BKMIOYEHHbIE B NEPEYEHb XXU3HEHHO HEOOXOAMMBIX U BaXXHENLUMX NEKapCTBEHHbIX NpenapaTtos, nognexar
OTMeHe B cynebHOM nopsigke.

Maea 13. MOHUTOPUHI 3®®EKTUBHOCTU N BE3SOMNACHOCTH
NEKAPCTBEHHDbIX NMPEMAPATOB, HAXOOALLUMNXCA B OBPALLEHUN
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

B POCCUNCKOW ®EOEPALIUU
(B peq. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

CraTtbsa 64. ®apmakoHagsop
(B pea. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. NekapcTBeHHbIe NpenapaTbl, Haxoaswyecs B obpalleHnm B Poccuiickoin ®egepaumnn, noanexaT MOHUTOPUHTY
3(hPeKTMBHOCTM M Be30nacHOCTU B LENSX BbIABMEHUA BO3MOXHbLIX HEraTUBHBLIX MOCNeACTBUM UX MNPUMEHEHUS,
VHOMBMAOYANbHOW HENepeHOCUMOCTH, MpeaynpexaeHns MeOWMLMHCKUX paboTHUKOB, BETepUHApHbIX Creuvanuncros,
NaLWeHTOB UNW BNagenbLeB XUBOTHLIX U UX 3aLLUTLI OT MPUMEHEHUSA TakUX NeKapCTBEHHbIX NpenapaTos.

2. ®dapmakoHag3op  OCYLLeCTBRSIeTCA  COOTBETCTBYIOLUMM  YMOMHOMOYEHHbIM  ddedeparnbHbiM  OpraHom
NCMONHUTENbHON BNAacT B YCTAHOBIIEHHOM MM nopsigke nyTem aHanu3a npegocTtaBnsgemon cybbektamu obpalleHns
neKkapcTBeHHbIX CpeAcTB  MHpopmauum 0O nobouHbIX AENCTBUSAX, HEeXemnaTemnbHbIX peakuusx, CepbesHbIX
HexenaTenbHbIX peakuusX, HenpeaBUAEHHbIX HeXenaTemnbHbIX peakuusax Mpu  NPUMEHEHUM  TeKapCTBEHHbIX
npenapaTtos, 06 MHAMBUMAYaNbHOW HEMEePEeHOCMMOCTU, OTCYTCTBUM 3(PMEKTUBHOCTU NEKAPCTBEHHLIX MpenapaTos, a
Takke 06 UHbIX hakTax n 06CTOATENLCTBAX, NPEACTaBNALMX YTPO3Y XKU3HWU UMW 340POBbLI0 YeroBeka nNmbo KMBOTHOIO
Npu MNpYMeHEeHUW neKapCTBEHHbIX MpenapaToB M BbIBMEHHbIX Ha BCex 3Tanax obpaleHus nekapCTBEHHbIX
npenapaToB B Poccuinckon depepaumu 1 opyrux rocygapcraax.

3. CybbekTbl 0bpalleHns nekapCTBEHHbIX CPeACTB B NOPAAKE, YCTAHOBNIEHHOM YNONHOMOYEHHbIM (beaepanbHbIM
OpraHoM MCMOMHUTENbHOW Bnactu, obs3aHbl cooblatb B YNONHOMOYEHHbIN heaepanbHbil opraH UCMNOSTHUTENbHOW
BMacT o NoboYHbIX AENCTBUSX, HeXenaTenbHbIX peakumsX, Cepbe3HbIX HexenaTernbHbIX peakumsx, HenpeaBuaeHHbIX
HexxenaTtenbHbIX peakumsax npu NpMMEHEeHUW feKapCTBeHHbIX npenapaTtoB, 06 MHAMBMAOYarbHON HENepeHOCMMOCTMH,
OTCYTCTBUM 3(PPEKTMBHOCTM NEKapCTBEHHbIX MNpenapaToB, a Tawke 00 WHbIX aktax M obCcToATenbCTBaXx,
NPeacTaBnALWNX Yrpo3y >KU3HM WNW 300POBbLI0 YeroBeka NNBO KMBOTHOMO MNpU MPUMEHEHUU FeKapCTBEHHbIX
npenapaToB M BbISBMEHHbIX Ha BCex aTanax obpalleHus nekapcTBeHHbIX npenapatoB B Poccuiickon ®egepauun n
OpYrux rocygapcTeax.

4. [epxatenu unv Brnagenblbl PErMcTpPauMOHHbIX YOOCTOBEPEHUIA NEKapCTBEHHbLIX MPenapaToB, puanyeckme
nvua, Ha UMs KOTOPbIX BbldaHbl pa3pelleHnst Ha NpoBeAeHVe KIMHUYECKMX nccrnegoBaHuii B Poccuiickoin deanepaumn,
nMBo YNOIHOMOYEHHbIE UMW OpyrMe lopuandeckne nuua B pamkax obecrneyeHust Ge3onacHOCTM NekapCTBEHHbIX
npenapatoB B MOpPsSAKe, YCTAHOBIEHHOM  COOTBETCTBYIOLIMM  YMOMHOMOYEHHbIM  dbedeparnbHbiM — OpraHoM
NCMNONHUTENBHON BracT, 0bsi3aHbl OCYLLECTBNATL NpueM, yyeT, obpaboTKy, aHanmMs U XpaHeHue MocTynarLwmx B Ux
agpec OT cyObeKkToB OOpalleHWsi NEeKapCTBEHHLIX CPEACTB WM OpraHoB rOCYAapCTBEHHOW BRacTM COOOLLEHUA O
NoBGOoYHbIX OENCTBUSIX, HEXenaTernbHbIX peakunsiX, Cepbe3HbIX HeXenaTerbHbIX U HenpeaBUAEHHbIX HeXenaTenbHbIX
peakumsix Npu MPUMEHEHUN IEKApCTBEHHbIX npenapaToB, 06 OCOBEHHOCTAX WX B3aUMOAENCTBUS C  APYTrvMU
neKkapcTBeHHbIMM NpenapaTtamu, UHOUBUOYanbHON HenepeHoOCUMOCTU, a Takke 00 MHbIX dhakTax U 0GCToSATeNbCTBAX,
npeacTaBnstoLWLMX Yrpo3y XU3HWU UK 340POBbLI0 YerioBeka GO0 KUBOTHOMO MW BIUSAIOWMNX HA U3MEHEHWE OTHOLLEHUS
OXWAaeMol Nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHMSI NEKapCTBEHHbIX NpenapaTos.

5. MNpu BbISSBNEHUN MHDOPMAaLUN O CEPbE3HBbIX HEXenaTerbHbIX peakuusX U HenpeaBUAeHHbIX HexXenaTernbHbIX
peakumsix npu MPUMEHEHUN IEKApCTBEHHbIX npenapaToB, 06 0OCOBEHHOCTSX WX B3aUMOAENCTBUS C  APYTVMU
neKkapcTBeHHbIMM NpenapaTtamu, UHOUBUOYanbHON HenepeHOCUMOCTU, a Takke 06 MHbIX dakTax U 06CTosTeNbCTBAX,
BMUSIIOWMX HA W3MEHEHWe OTHOLLUEHUS 0XuOaemol MoNb3bl K BO3MOXHOMY PUCKY TMPUMEHEHUSI NeKapCTBEeHHbIX
npenapatoB, [JepXaTenu Wnu Brnagernblbl PEerucTpauMoHHbIX  YAOCTOBEPEHUI JIeKapCTBEHHbIX MNpenapaTos,
topuanyeckme nuua, Ha UMsi KOTOpbIX BbiAaHbl pas3pelleHust Ha npoBedeHne KIMHUYECKUX uccrenoBaHuin B Poccuiickol
denepaummn, NGO YNoNHOMOYEHHbIE UMW OpYyrve opuandeckue nuua o6s3aHbl NPUHATb Mepbl, HanpaBreHHble Ha
yCTpaHeHue HeraTMBHbIX NOCNEACTBUI NPUMEHEHWS TaKUX NTEKAapPCTBEHHbIX NpenapaTos, NpeaynpexaeHne npuYnHeHus
Bpeda >KU3HM WNM 300POBbI0 YeroBeka NGO KMBOTHOrO, 3alUTy MX OT TMPUMEHEHUS] TaKuMX JEeKapCTBEHHbIX
npenapaTtoB, Ha [AOMNOMHUTENbHLIA COOP AaHHbIX 06 3PdEKTUBHOCTM M GE30MacHOCTM TaKUX NEeKapCTBEHHbIX
npenaparos.

6. 3a HecoobLLleHMe UM COKpbITUE MHpOpMaLMK, NPegyCMOTPEHHOM YacTbio 3 HACTOALLEN CTaTbW, AepKaTenu
Unu Briagenblbl permcTpaumoHHbIX YOOCTOBEPEHWI NEKAPCTBEHHbIX NpenapaToB, opuandeckme nuua, Ha MMs KoTopbIX
BblJaHbl pa3peLleHns Ha NPOBEAEHUE KINMHUYECKUX uccnegosaHmn B Poccuinckon degepaumm, nMbo ynorTHOMOYEHHbIE
UMK Opyrue ropuanyeckie nuua, a Takke JOJPKHOCTHbIE Nuua, KOTOpbIM 3Ta MHOopMaUms cTana M3BecTHa Nno poay Ux
npodeccnoHanbHON AeATeNbHOCTM, HECYyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHOAATeNbLCTBOM Poccumnckon
depepauymun.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

7. lMpwn nonyydyeHUM ynosIHOMOYEHHbIM dbedeparibHbIM  OpraHoOM WCMAOMHUTENbHOW BRactTM B pamkax
OCyLLEeCTBMNEHUS UM hapMakoHag3opa JoKa3aTenbCTB O HECOOTBETCTBUM NEKAPCTBEHHOro npenapara yCTaHOBNEHHbIM
TpeboBaHWsSM M Npu NonyyYyeHn MHPOPMaLMM O HECOOTBETCTBUM AaHHbIX 06 adhhekTMBHOCTM M O BGe3onacHocTH
nekapcTBEHHOro npenapara AaHHbIM O NeKapCTBEHHOM npenapare, CoaepXaLlMMcs B MHCTPYKLUM MO ero NpUMEHEHUIo
(B TOM u4ncne BbISBMEHHBIX B XOAE OCYLUECTBMEHUS hapMakoHag3opa KOHTPONbHO-HaA30pPHBIMU — OpraHamu
WHOCTPaHHbIX FOCYAapcTB), YMOSIHOMOYEHHbIV befepanbHbii OpraH UCMONHUTENbLHOW BRacT B YCTAHOBIIEHHOM WM
Oopagke paccMaTpyBaeT BOMPOC O MPUOCTAaHOBNEHUN MPUMEHEHUSA TaKOro NIEKAapCTBEHHOIO npenapaTa.

Cratbsa 65. lpuocTtaHOBNEeHME NPUMEHeHUs1 flIeKapCTBEHHOro npenapara
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Mpun nonyyYeHMn NHOPMaLMN O HeXenaTeNbHbIX peakuMsax Npu NPUMEHEHUN NIEKapCTBEHHOrO npenaparta, He
YKa3aHHbIX B MHCTPYKUMM MO NMPUMEHEHWUIO NEKAapCTBEHHOrO Mpenapara, CepbesHbIX HeXenaTesbHbIX peakuusix, ob
0COOEHHOCTAX ero B3anMogencTBUs ¢ ApYrMMn NekapcTBEHHbIMU NpenapatamMu, KOTopble MOryT NMpeacTaBnaTb Yyrposy
XU3HW UNU 300POBbI0 YeroBeka NUBO XMBOTHOrO, a Takke O HEeCOOTBETCTBMM AaHHbIX 06 3(P(EKTMBHOCTU M O
©e3onacHOCTM NeKkapCTBEHHOrO npenapata AaHHbIM O flekapCTBEHHOM MpenapaTe, cogepXalmmcs B UHCTPYKLMKU MO
€ero npMMEHEHW, B TOM YMCrE€ OT YMNOMHOMOYEHHbLIX OPraHOB MWHOCTPaHHbIX rOCy4apcTB, OOMEH KOTopoWn
OCyLLEeCTBMAETCA B COOTBETCTBUM C  COMMALIEHMSIMU  MeXZy YMNOMHOMOYEHHbIM  doedeparnibHbiM  OpraHoMm
WCMOJTHUTENBHOM BNACTU U YNOTHOMOYEHHbIMU OpraHamMn MHOCTPaHHbIX FOCY4apCTB, YNONTHOMOYEHHbIV dheaeparbHbIN
OpraH WCMOSMHUTENbHOW BRacTM paccmaTpuMBaeT BOMPOC O BO3MOXHOCTM MNPUOCTAHOBEHMS OOpalleHust Takoro
nekapcTBEHHOro npenaparta B Nopsaake, YCTAHOBMEHHOM YMOMHOMOYEHHbIM befepanbHbIM OpraHOM UCMOMHUTENBHON
BMacTu.

2. Tlpn HEeUCNoONHEeHUN UNN HeHaasneXxallem MCMOSTHEHUN OepXaTensamu Mnv BrnagesnblaMy permcTpaumMoHHbIX
YOOCTOBEPEHWI NEKAPCTBEHHbLIX MpenapaToB, HOPUOUYECKMMU NULAMM, HA UMS KOTOPbIX BblaHbl pa3pelleHust Ha
npoBefeHne KIMHUYECKMX wuccnegosaHunm B Poccunckon Pepepauun, unm  ynonHOMOYEHHBIMU UMW OPYrUMU
IOPUANYECKMMM UL AMK 06S3aHHOCTEN, YCTaHOBIEHHbIX YacTamn 3 1 4 ctatbn 64 HacTosiwero ®efepanbHOro 3akoHa,
nmbo B cnydasx npeacTaBreHUss COOTBETCTBYHOLUMM YMONMHOMOYEHHbIM defeparnibHbiM OpraHoM WCMOSNTHUTENbHOM
BMacTh 3aKMYeHMs O HEOOCTOBEPHOCTY Pe3yrbTaToB KIIMHMYECKOTO MCCIeJoBaHUS NeKkapCTBEHHOMO npenapaTa ang
MEAMLMHCKOro NMPMMEHEHUS!, KOTOPOE OCHOBAHO Ha pe3ynbTaTax NPOBEPKN MEANLMHCKOW opraHM3almm, NpoBOAMBLLEN
yKasaHHOe KIMHWYEeCcKoe UCCcrnedoBaHMe C HapylleHMEM NpaBwuil Hagfexallen KIMMHUYECKOW MPakTUKW, U MPUBENO K
Nony4YeHno HeAOCTOBEPHbIX Pe3ynbTaTtoB, MO0 B Cryyae HEBLINOMHEHUS NPeanUcaHus, Bbl4aHHOMO YNOSTHOMOYEHHbIM
denepanbHbIM OpraHoOM WCMOMHUTENBHOW BNacTy MO WUTOram OCYLLECTBIEHWUS BbIGOPOYHOro KOHTPOMS KayecTBa
nekapCTBEHHOro npenapara, YNoJTHOMOYEHHbIN dedepanbHbIi OpraH UCMONTHUTENbHOW BIacTU B YCTAHOBMEHHOM UM
nopsiake paccmatpuBaeT BOMPOC O NPUOCTAHOBIIEHMN NPUMEHEHWST TAKOrO NIEKapCTBEHHOIO NpenaparTa.

3. YNonHOMOYeHHbIN dedeparnbHbIi OpraH MCMONMHUTENLHON BnacTv npu NpeacTaBneHun emy CBeAeHWn O
HEeCOOTBETCTBMU MPOM3BOAUTENS NeKapCTBEHHbIX CpeAcTB TpeboBaHMAM NpaBwui Haanexalle Npou3BOACTBEHHOM
NPakTUKN 1 (MNM) O HapyLUeHWM FMLUEH3UOHHbIX TpeboBaHWIA, KOTOpble ObiW BbISBNEHbI B XO4e MpOBEAEHUs
WHCNEKTUPOBAaHWSA NPON3BOAMTENS NEeKapCTBEHHbIX CPeACTB MM OCYLLECTBIEHUS NNLIEH3MOHHOMO KOHTponsa B cdepe
NMPON3BOACTBA NIEKaPCTBEHHbIX CPEACTB M NMPUBENN UM MOTYT NMPUBECTU K NPOU3BOACTBY NEKapCTBEHHbIX NMpenapaToB
ANd MeQMUUHCKOrO NPUMEHEHUS, MPUYMHUBLUMX UMM CNOCOBHBLIX MPUYMHUTL BPEend XWU3HW UKW 340POBbLI0 rpaxadaH,
paccmaTpvMBaeT BOMPOC O MPUOCTAHOBMNEHUU MNPUMEHEHWS feKapCTBEHHbIX npenapaTtoB Ans  MegULMUHCKOro
NPUMEHEHUS B YCTAHOBMEHHOM UM MOPSiAKE B CrieAyoLwwmx cnyyasx:

1) coctaB u (M) TEXHOMOrNSA MPOM3BOACTBA JIEKAPCTBEHHOro npenaparta Ansi MeAMUMHCKOro npumeHeHust (c
onncaHmnem CTap,I/II7I npomssoncma) OTNM4aroTCA OT 3aABJIEHHbLIX B permcTtpaunoHHOM O0ChE;

2) ﬂeKapCTBeHHbIVI npenapart anda MeanunHCKoro npumMmeHeHmna npon3BeaeH Ha I'IpOVISBOLI,CTBeHHOIZ nnowajgke, He
YKa3aHHOIZ B pernctpaumMoHHOM O0CbeE;

3) y npousBoauTena JeKapCTBEHHbIX CpencCTB OTCYTCTBYKOT [OOKYMEHTbl, noarBepXaakwuwme CoOoTBEeTCTBUE
KavyeCTBa JieKapCTBEHHOIo npenaparta Ana MeaguuunHCKOro rnpuMeHeHnda, BBOAMMOIO B rpa>|<,anCK|/||?1 O60pOT,
Tpe6OBaHI/IF|M, YCTaHOBJ1€HHbLIM Mpn ero rOCWJ,apCTBeHHOIZ perncTtpaunu;

4) npowusBoauTENneM fekapCTBEHHbIX CPEeACTB B COrMacoBaHHbIA C COOTBETCTBYIOLMUM  YMONHOMOYEHHBIM
dedeparnbHbIM OpraHoOM MCMOMHUTENbHOW BNACTW CPOK He yCTpaHeHbl HapylleHus TpeboBaHui npaBui Hagnexaiien
NPON3BOACTBEHHON NPaKTUKM U (UNWN) NMUUEH3NOHHBIX TpeboBaHWI, KOTopble OblNu BbISBNEHbI B XOAE MPOBEAEHUS
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

WHCMNEKTMPOBAHNST NPOM3BOANTENS NTIEKAPCTBEHHbIX CPEACTB WM OCYLLECTBIIEHNSA JIMLIEH3NOHHOIO KOHTpons B cdepe
NPOn3BOACTBA NEKAPCTBEHHbIX CPEACTB U NPUBENN UM MOTYT NPUBECTU K NMPOM3BOACTBY JIEKAPCTBEHHbIX NpenapaToB
ONs MegMLUMHCKOro NMPUMEHEHUS, MPUYUHUBLLNX UITM CMOCOOHBLIX NPUYMHUTD BPE XXM3HU UK 300POBbLI0 rpaxaaH.
(vacTb 3 BBeaeHa denepanbHbiM 3akoHoM OT 04.06.2018 N 140-03)

4. YNornHOMOYeHHbIN dhefepanbHbld OpraH WCMNOSIHUTENBbHOM BRacTM NpU HanuyMMm y Hero cBefeHun o
HECOOTBETCTBUN MNPOU3BOAMTENSA JEKapCTBEHHbLIX CpeAcTB TpeboBaHMAM NpaBui Hagnexailen npov3BOACTBEHHOM
NpakTUKM u (MN1) O HapyLIEHUN JNULEH3NOHHbIX TpeboBaHUN, KOTOopble ObINN BbISBEHbl B XOAE€ NPOBEAEHMS
WHCNEKTMPOBAHWS NPOM3BOAUTENS NEKAPCTBEHHbIX CPEACTB UMW OCYLLECTBNEHNSA NULIEH3NOHHOrO KOHTponsa B cdepe
NPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB M NMPUBENWN UITU MOTYT NPUBECTU K NMPOU3BOACTBY JIEKAPCTBEHHbIX NPenapaTos
0N BETEPUHAPHOrO MPUMEHEHUS, NMPUYUHMBLLUX UMM CMOCOBHBLIX MPUYMHUTL BPES XM3HW UNN 300POBLI0 XUBOTHBIX,
paccmaTpvMBaeT BOMPOC O MPUOCTAHOBMEHUU peanusauMn W MNPUMEHEHUS FleKapCTBEHHbIX MpenapaToB And
BETEPMHAPHOrO NPUMEHEHUS B YCTAHOBIIEHHOM UM MOPSAKE B CeAYOLWNX CryYvasx:

1) COCTaB u“ (I/IJ'IVI) TEXHONOIrM4A npon3BoacTBa JIEKapCTBEHHOIO npenaparta AnAa BeTepunHapHOro npuMeHeHud (C
onucaHnem ctagumn I'IpOVI3BOD,CTBa) OTIIN4aloTCA OT 3aABJIEHHbLIX B pErMcTpauMoHHOM O0CbE;

2) nekapcTBeHHbIM MpenapaT ANs BETEPUHAPHOrO NMPUMEHEHUs NPOM3BEAEH Ha NMPOW3BOACTBEHHOM MoLllagke,
He yKa3aHHOW B permcTpaumoHHOM A0Che;

3) y npousBoauTens NeKapCTBEHHbIX CPEACTB OTCYTCTBYIOT [AOKYMEHTbI, MOATBEPXKAAKOLIME COOTBETCTBUE
KayecTBa IeKapCTBEHHOro npenapaTta Ans BeTepUHAPHOro MNpYMEHEHWs, BBOAUMOrO B rpaxaaHckuii o6oporT,
Tpe6oBaHUAM, YCTAHOBIEHHbLIM NPU ero rocyAapCTBEHHON perncTpauuu;

4) nNpou3BOAMTENEM FEKApPCTBEHHLIX CPEeACTB B COMMacoBaHHbIA C COOTBETCTBYIOLMM YNOSTHOMOYEHHbLIM
denepanbHbIM OpraHOM UCMOMHUTENBbHOW BNACTU CPOK He YyCTpaHeHbl HapylleHust TpeboBaHui npaBua Haanexallen
NMPOW3BOACTBEHHOW NPAKTUKU U (MRK) FIMUEH3MOHHBLIX TpeboBaHWUii, KoTopble ObINM BbisiBNEHbI B XOA4e MNpPOBEAEHUs:
WMHCMNEKTUPOBaHUS NMPOU3BOAUTENS NIEKAPCTBEHHbLIX CPEACTB MU OCYLLECTBMNEHUS NIMLEH3MOHHOTO KOHTponsi B cdepe
NPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB U NMPUBENWN UM MOTYT NPUBECTU K NPOU3BOACTBY JIEKAPCTBEHHbIX NPenapaTos
NS BETEPUHAPHOTO NPUMEHEHUS!, NMPUYNHUBLLNX UM COCOGHbLIX NMPUYUHUTL BPEL KU3HWU UMK 300POBbIO0 XKUBOTHbIX.
(4acTb 4 BBegeHa PepgepanbHbimM 3akoHoM oT 04.06.2018 N 140-93)

Cratbsa 66. UHbopmauma o pesynbTaTtax ¢papmakoHagsopa
(B pea. PepepanbHoro gdakoHa ot 22.12.2014 N 429-93)

YNonHOMOYeHHbIN  defepanbHbIi  opraH  UCMOMHUTENbHOW  BMAAacTW, OCYLIECTBNALWMI  chapMakoHaasop,
Haxogswmxca B obpawieHun B Poccunckon depepaumn, No pesynbTatam gapMakoHag3opa pas3mellaeT Ha CBOEM
odumumansHom cante B cetn "MHTepHeT" nHopMauunio 0 NPUHATBIX PELUEHUAX O BHECEHUN U3MEHEHUS B MHCTPYKLNIO
Nno MPUMEHEHUIO NEKAPCTBEHHOrO Mpenapara, O MNPUOCTAHOBIIEHUU MPUMEHEHMS JEKapCTBEHHOro npenapara, 06
n3bATUN U3 obpalleHnsa NekapCTBEHHOro npenapara unm 0 BO306HOBNEHUN NPUMEHEHMWS NTEKapCTBEHHOMO npenapara.
(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

Fnaea 14. UH®OPMALIA O NEKAPCTBEHHbIX NMPEMAPATAX. CUCTEMA
MOHUTOPUHIA OBUWXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
ana MEAQUUUHCKOro NPUMEHEHUA
(B pea. PepepanbHoro gdakoHa ot 28.12.2017 N 425-93)

Ctatba 67. WHcdopmauma o nekapcTBeHHbIX npenaparax. Cucrema MOHUTOPUHra ABWXEHUSN
JfleKapCcTBEHHbIX NpenapaToB Al MeAULIMHCKOro NpMMeHeHUs
(B pea. PepepanbHoro zakoHa ot 28.12.2017 N 425-03)

1. IHdbopmaumsa o nekapcTBeHHbIX Npenapartax, oOThyCckaeMbIX MO peuenTy Ha NekapCTBeHHbIN npenapar, A0MmKHa
cofepXaTbCsa TOMNbKO B CreunanuampoBaHHbIX U3JaHWUsX, NpefHasHavYeHHbIX A8 MeAULMHCKMX, hapMaueBTU4eCcKux,
BeTepuHapHbIX paboTHUKOB. MIHdopMaumsa 0 nekapCcTBEHHbIX npenapartax Ans cneunanucToB B obnacty obpalleHus
neKapCTBEHHbIX CPeACTB MOXeT coAepXaTbCd B MOHOrpadmsx, CnpaBOYHMKaX, HayyHbIX CTaTbsX, B AOKMagax Ha
KOHrpeccax, KOHepeHLUsaX, CUMMNO3NyMax, Hay4YHbIX COBETaX, a TakKe B MHCTPYKLMUSX NO NPUMEHEHWIO NEKapCTBEHHbIX
npenapaTos.
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

2. NHhopmaums o nekapCTBEHHbIX Npenapartax, oTnyckaemblx 6e3 peLenTta Ha flekapCTBEHHbIN NpenapaTt, MOXeT
cogepxatbca B nybnukauuax M obbABNEHWAX CPeacTB MaccoBoW MHopmauumy, cneuvmanu3npoBaHHbIX U OBLUMX
neyvyaTHbIX WU3gaHuAX, WHCTPYKUUAX MO NPUMEHEeHUI0 JeKapCTBEHHbIX npenapaTtoB, WHbIX WU3OaHUAX Cy6'beKTOB
obpalleHnsi neKkapcTBEHHbIX CpPeAcTB. PeknamHble maTepuanbl O IeKapCTBEHHOM MpenapaTe, OTrnyckaemMom 6e3
peLenTa Ha neKapCTBEHHbIV MpenapaT, AOMKHbl COOTBETCTBOBATb MHCTPYKUMM MO MPUMEHEHUIO NEKapCTBEHHOMO
npenapara.

3. HonyckaeTcs mcnonb3oBaHWe nOObIX MaTepuarnbHbIX HOCUTENEW, MO3BONSANLWMX XpaHUTb, nepedaBaTb U
ncnonb3oBaTb MHOPMALMIO O NEKAPCTBEHHbIX NpenapaTtax 6e3 ee NCKaXeHus!.

KoHcynbTaHTln0C: npnmMmeYvaHume.
Y. 4 cT. 67 Bctynaert B cuny ¢ 1 aHBaps 2020 roaa.

4. [na uenen wnaeHTUMUKALUM YMNAKOBOK fEKapCTBEHHLIX npenapaToB AN MeAULMHCKOro MNpUMeHeHus
Npon3BOAMTENN NEeKapCTBEHHbIX CpeacTB B nopsgke, yctaHoBneHHom [lpasBuTtensctBoMm Poccunckon Pegepauun,
HaHOCAT Ha MEPBUYHYI0 YNAKOBKY (B OTHOLUEHWMM NEKapCTBEHHbLIX NpenapaToB ANd MeAWLMHCKOro NpuMeHeHus, Ans
KOTOpPbIX He MpefycMOTpeHa BTOPUYHAS YMNakoBKa) W BTOPUYHYHO (NOTPEOUTENbCKYH) YMAKOBKY J1EKapCTBEHHbIX
npenapaToB Ans MEOULMHCKOrO MNPUMEHEHUs CpeacTBa MAEHTUdUKAUUK, 3a MWCKNIOYEHUEM JIEKapCTBEHHbIX
npenapaToB 419 MEANLMHCKOro NPUMEHEHUs, NPOn3BOAMMbIX AN NPOBEAEHUS KITMHUYECKMX UCCedoBaHuin, aKkcnopTa,
NeKapCcTBEHHbIX NpenapaToB ANd MeAULMHCKOro MPUMEHEHMS!, YKa3aHHbIX B 4acTsax 5 m 8 cratbm 13 HacTosiwero
depepanbHOro 3akoHa.

(vacTb 4 BBeaeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

5. XapaKTtepucTuku cpeacTtBa MaeHTUdUKaLmMm, NopsaoK ero HaHeceHus n TpeboBaHusa K CTpyKType n cdopmarty
WHGOPMaUMK, KOTOPYK COOEPXWUT CpeacTtBo uaeHTudukaumn, onpegenstotca [lpaButensctBoM  Poccumnckon
depepaumu.

(vacTb 5 BBegeHa defepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

6. MNopsgok co3naHusA, pasBuTUSA, BBOAA B 3KCNIyaTauumio, 3KcnnyaTauum v BbIBOAA M3 3KCNyaTaumMm CUCTEMbI
MOHUTOPWHIra OBWXEHWSI NEKapCTBEHHLIX MpenapaTtoB ANnd MeAUUMHCKOro MPUMEHEHUsl, NopsgoK NpedocTaBreHus
WHpopmaLmn, copgepxallencs B CUCTEME MOHUTOPUHra OBWXKEHUSI NEKAPCTBEHHbIX NpenapaToB Afs MeaULMHCKOro
NPUMEHEHUs, U MOPAOOK B3aMMOAEWNCTBUS YKa3aHHOW CUCTEMbl C WHBIMW FOCYAApPCTBEHHbIMU WH(OPMALMOHHBLIMU
cucTtemMamMum U MHPOPMAaLIMOHHBIMU CUCTEMaMN OPUANYECKUX NUL, U MHAMBUAYANbHbLIX NpeanpuHUMaTenen, ykasaHHbIX
B Yactax 7 n 10 HacToswen crtatbu, ycTaHaenueatoTcsa [MpaButensctBom Poccuiickon ®epepaumun. Onepatopamu
CUCTEMbl MOHUTOPWUHra [OBWXKEHWA FeKapCTBEHHbIX MpenapaToB Afsd MeOULMHCKOTO MNPUMEHEHUsa ABNSATCH
denepanbHbI OpraH UCNONTHUTENBHOW BNACTU U (MNK) opraHu3auus, ynonHOMoYeHHble MpaButenscTtBoM Poccuimckonm
depepaumu.

(vyacTb 6 BBeaeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

KoHcynbTaHTlN0C: npnmMmeYvaHume.
Y. 7 cT. 67 Bctynaert B cuny ¢ 1 aHBaps 2020 roaa.

7. KOpuanyeckune nuua v mHOMBMAOYanbHblEe NpeanpuHMMaTenu, OCYLLECTBASOWMNE MPOU3BOACTBO, XpaHEHue,
BB03 B Poccunckyio ®egepaumio, oTnyck, peanusauumio, nepegady, nNpMMEHEHWE U YHUYTOXEHUE IeKapCTBEHHbIX
npenapaToB AN MeOULUMHCKOrO NpUMMEHeHus, obecnednBaloT B MOpsSigke M B COCTaBe, KOTOpble YCTaHOBMEHbI
MpaButensctBoM Poccuiickon defepaumm ¢ yy4eToM BuOa OCYLIECTBNSAEMON UMW  OeATeNbHOCTW, BHeceHue
MHOpMaLMM O NEKAPCTBEHHbIX Mpenapartax A MEeOWUMHCKOrO MPUMEHEHUS B CUCTEMY MOHWUTOPUHra OBWXEHUSA
NeKapCTBEHHbIX MpenapaToB A5t MEAULMHCKOTO NPUMEHEHNS.
(4acTb 7 BBegeHa PegepanbHbiM 3akoHoM OT 28.12.2017 N 425-93)

KoHcynbTanTlntoc: npumeyanme.
C 29.11.2019 cT1. 67 pononHsetcs u. 7.1 (93 ot 28.11.2018 N 449-03).

8. OpraHmsauvm VIHQ)OpMaLI.I/IOHHOFO B3aMMOOENCTBUSA CUCTEMbI MOHUTOPUHIra ABWXEHUA JEeKapCTBEHHbIX
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

npenapatoB AN MEAWMLUMHCKOrO MPUMEHEHUS C  WHbIMWA [OCYAapCTBEHHBbIMU  MH(POPMALMOHHBIMU  CUCTEMAMM
obecneunBaeTcs B TOM 4Mcrne NOCPEACTBOM MHMPACTPYKTypbl, obecneunsaroLlert MHHPOPMaLMOHHO-TEXHOMOIMYEeCcKoe
B3aVMOAEWNCTBNE  MHMOPMAaLMOHHBIX  CUCTEM, WCMONb3yeMblX ANs  NPeAoCTaBfeHnss  FOCYAapCTBEHHbIX U
MYHULMNAnNbHbIX YCAYT U UCNOMHEHUS rOCYAapPCTBEHHbIX M MyHULMNANbHbIX (PYHKUUIA B 3NEKTPOHHON hopme.

(vacTb 8 BBegeHa PegepanbHbIM 3akoHoM OT 28.12.2017 N 425-93)

9. OO6wepoctynHasa wHdOpPMaUmMs, cogepXalwasics B CUCTEME MOHUTOPUHra [ABWXKEHWS J1eKapCTBEHHbIX
npenapaToB AnNd MEOULUHCKOrOo NpUMEHeHus, pasmMewiaeTcs B  MHAOPMaUNOHHO-TENEKOMMYHUKALMOHHON CeTu
"MiHTepHeT" (B TOM 4ncne B opMe OTKPbITbIX AaHHbIX) B nopsiake, ycTaHoBneHHOM [lpaBuTenscTtBoM Poccuimckon
depepaumu.

(vacTb 9 BBegeHa defepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

10. MNpownsBognTenu nekapCTBEHHbIX CPEACTB MOMyYalT COAEPXKalLlylCs B CUCTEME MOHUTOPUHIra OBWKEHUS
NeKapCTBEHHbIX NpenapatoB ANs MeOULMHCKOTO NPUMEHEHUs MHAOPMaUMI0 O Cepusix U MNapTusX FeKapCTBEHHbIX
npenapaToBs, MPOU3BOANMbIX MMU N HAXOOALLMXCS B rpaxxaaHckoM obopoTe B Poccunckon ®enepaumn, 6€3803me3gHo.
(vacTb 10 BBegeHa dPenepanbHbIM 3akoHOM oT 28.12.2017 N 425-93)

KoHcynbTaHTln0C: npnmMmeYvaHume.
Y. 11 cT. 67 BcTynaert B cuny ¢ 1 aHBaps 2020 roga.

11. 3a NpoM3BOACTBO MMM NPOAAXY NeKapCTBEHHbIX NpenapaToB ANs MeQULMHCKOro NpuMeHeHus 6e3 HaHeceHns
cpencTts uaeHtTUdMKaumm, ¢ HapylleHMemM YCTaHOBMEHHOrO Mopsiaka UX HaHeceHus, a Takke 3a HeCBOEBpPEeMEHHOoe
BHECEHMe JaHHbIX B CUCTEMY MOHWTOPWUHra OBMXEHUS NeKapCTBEHHbIX npenapaTtoB Ans MeAULUMHCKOro NpUMeHeHus
Uny BHeCEHMe B Hee HeJOCTOBEPHbIX AaHHbIX lopuanyeckue nuua u nHaMBMayanbHble NpeanpuHUMaTeny, ykasaHHble B
yactax 4 M 7 HacToslen CTaTbW, HECYyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTenbCTBOM Poccuickow
depepauuun.

(vactb 11 BBegeHa depepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

12. TMpaButensctBo Poccuiickon @depgepaunm BnpaBe YCTaHOBUTb OCOOEHHOCTU BHEAPEHWUS CUCTEMBI
MOHUTOPWHIa ABWXEHMWS NTEKapCTBEHHbIX NpenapaToB A9 MeQULMHCKOrO NMPUMEHEHUS, BKITHOYas CPOKU ee BHeApPEHUS,
B OTHOLLUEHWM FEeKapCTBEHHbIX MpenapatoB ANA MEeOWUUMHCKOrO MPUMEHEHUS, BKMIOYEHHbIX B MEPEeYeHb >XWU3HEHHO
HEeODOXOAMMbIX M BaXKHEWLIMX fleKkapCTBEHHbIX NpenapaTtoB, NEKapCTBEHHbIX NpenapaToB, npefHas3HaYeHHbIX ANn4
obecneyeHnss nuu, O60MbHbIX remModunuen, MyKOBUCUMOO30M, [MNouU3apHbIM HaHW3MOM, 6onesHbio [ouwe,
310Ka4eCTBEHHBbIMM HOBOODOpa3oBaHUAMM NUMAOULHON, KPOBETBOPHOW W POACTBEHHbIX UM TKaHEW, pacCesHHbIM
CKIepo3oM, 1ML, Mocne TpaHcnfaHTauuM opraHoB W (WNKW) TKaHEeW, WHbIX JIeKapCTBEHHbIX MpenapaTtoB [AJis
MEeOULMHCKOTO NPUMEHEHWSI.

(vacTtb 12 BBegeHa deaeparnbHbiM 3akoHOM OT 28.12.2017 N 425-93)

Maea 14.1. OTPAHUYEHUA, HANNTAFTAEMbIE
HA OPTAHU3ALUU, OCYLLECTBNAKLWUMUE OEATENBHOCTb
MO OBPALLEHUIO NEKAPCTBEHHbLIX CPEACTB
(sBepeHa ®epepanbHbiM 3akoHoM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuMyeHusi, Hanaraembleé NpPU OCYLIECTBIIEHUM AeATenbHOCTU B cdepe obpalieHus
JIeKapCTBeHHbIX cpeacTB

1. Opranmsauun, 3aHumatowmecss paspaboTkon, NPOM3BOACTBOM W (MNW) peanu3aument nekapCTBEHHbIX
npenapaToB AN MeAWUMHCKOro MpPUMEHEHMUs, opraHu3auuun, obnagawolime npaBaMy Ha WUCMONb30OBaHWE TOProBOro
HaMMEHOBaHMS JIEKAapCTBEHHOro mnpenapata Ansi MeOULMHCKOTO MNPUMEHEHUsI, OpraHuM3auun ONMTOBOW TOPrOBIM
NeKapCcTBEHHbIMW CPpeACcTBaMn, anTeyvHble opraHu3auumn (UxX NnpeacTtaBuTenu, UHble U3nYeckMe u topuanyeckue nuua,
OCYLLECTBASOLMNE CBOK AEATENbHOCTb OT MMEHW 3TUX OpraHM3auuin) B OTHOLUEHUM MEOULMHCKUX pabOTHUKOB U
pykoBoauTenen MeauLmMHCKUX opraHm3auuin He Bnpase:

1) BpyyaTb Nogapku, BbinmnayMeaTth EHEXHble CPEACTBA (3a UCKMIOYEHNEM BO3HarpaXk4eHUn no orosopam npu
NpOBEAEHUN  KIMHUYECKUX WCCregoBaHWW  fekapCTBEHHbIX MpenapatoB AN  MeOUUMHCKOTO  MpUMEHeHUs,
BO3HArpaXxgeHui, CBA3aHHbIX C OCYyLeCTBeHMeM MeAWLUHCKAM pabOoTHWKOM nefarormvyeckod n (Mnm) HayyvyHowm
AesTenbHoCTN), B TOM 4YuChe onnayvmeBaTb pasBreyeHus, oTAblX, Npoesq K MecTy OTAbixa, a Takke npuBnekaTb K
yyacTuio B pa3BriekaTesbHbIX MEPONPUATUAX, MPOBOAMMbIX 38 CHET CBOMX CPEACTB;
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

2) 3aknoyaTb COrMalleHVsl O Ha3HaYeHUM UM pekoMeHdauuu nauueHTam feKapCTBEHHbIX MpenapaTtoB Ans
MEOULIMHCKOrO MPUMEHEHUS (3@ UCKIOYEHNEM [OrOBOPOB O MPOBEAEHWUM KITUHUYECKUX UCCNEAOBAHUIA NEKAPCTBEHHBLIX
npenapaTtoB A8 MEQULIMHCKOrO NPUMEHEHNS);

3) npegoctaBnsATb 0b6pa3ubl N1eKapCTBEHHbIX MpenapaTtoB AN MEAULMHCKOrO NMPUMEHEHUsSI B LENSX BpyYeHUst
nauveHTaMm (3a WCKIIOYEHVWEM CIlly4YyaeB, CBA3aHHbIX C MPOBEOEHWEM KITMHUYECKUX WCCreAoBaHWM NeKapCTBEHHbIX
npenapaTtoB AN MEQULIMHCKOrO NPUMEHEHNS);

4) npepocTaBnsATb HEOOCTOBEPHYID M (MNW) HEMONHYH WHopMaUMIo O JekapCTBEHHbIX Mpenapartax ans
MEAMLMHCKOro NPUMEHEHUS;

5) nocewatb nx B paboyee Bpemsa Ha paboumx MecTax, 3a UCKITYEHNEM CIy4yaeB, CBA3AHHbIX C NPOBEAEHNEM
KNMMHUYECKUX UCCNELOBaHUN NEKApPCTBEHHbLIX NpenapaTtoB AN MeOUUMHCKOrO NPUMEHEHUs, C y4acTUMeM B MOpsifgKe,
YCTaHOBIIEHHOM PYKOBOAMTENEM MEAMLMHCKOW OpraHusaumMu, B COOpaHuMAaX MEeOULMHCKUX pPabGOTHUMKOB M UHbIX
MEPONPUSATUSIX, HaMpaBfeHHbIX Ha MOBbIWEHWE WX MNPOgEecCMOHanNbHOr0 YPOBHS UMW Ha nNpefocTaBrieHne
NH(OpMaLIMK, CBA3AHHOW C OCYLLECTBIIEHNEM MOHMTOPUHIa 6€30MacHOCTU NeKapCTBEHHbIX NpenapaTos.;

6) I'I06y)K,D,aTb K BbIMNUCbIBAHNIO JNEKAPCTBEHHbIX MpenapatoB And MeauuunHCKOro npuMeHeHmda Ha bnaHkax,
coaepxawmnx VIH(bOpMaU,I/I}O PEeKNnaMHOro Xapakrtepa, a TakKkKe Ha peuenTypHbIX OnaHkax, Ha KOTOpPbIX 3apaHee
Hane4yataHo HauMmeHoBaHWe J1eKapCTBEHHOIO npenaparta ana MeguumHCKOro npuMmeHeHu4.

2. OpraHu3auuu, ykasaHHble B ab3aue nepBoM YacTv 1 HacTosilweln ctaTbi, U UX NpeacTaBUTENN B OTHOLUEHUU
hapmaLeBTMHECKMX PabOTHUKOB 1 PYKOBOOUTENEN anTeYHbIX OpraHu3auui He Brnpase:

1) Bpy4aTb nogapku, BbinmaymBaTb AeHeXHble CPeACcTBa, B TOM YMCrie OnnayvMBaTh pasBrieydeHusl, OTabIX, Npoess
K MeCTy oTAblXa, U NPUBREKaTb K y4acTUIO B pa3BrekaTenbHbIX MeponpuaTUsaX, NPOBOAMMBIX 338 CHET CBOUX CPEACTB;

2) npegocTaBliATb O6p83Ll,bI NekapCTBEeHHbIX npenapatoB ONnA MeOUUMHCKOro npuMmeHeHuda aOnd BpyYeHUA
HacCeJ1eHUIO;

3) 3aKnk4aTb cornaweHuna o npegnoXeHmm HaceneHuo onpeaeneHHblX IeKapCTBeHHbIX npenapaTtoB AnA
MeaULIMHCKOIro NpuMeHeHus;

4) npepocTaBnsATb HEQOCTOBEPHYID M (MNM) HEMOSIHYH MHOpMaUMI0O O JeKapCTBEHHbIX Mpenapartax Ans
MEAMLIMHCKOro NPUMEHEHUS, B TOM YUCME UMEIOLLIMX OOUHAKOBOE MeXOyHapoaHoe HenaTeHToBaHHOe HaMeHOoBaHMe.

Cratbs 67.2. TpeGoOBaHMA K opraHvM3auum U NpPoBeAeHUI0 Hay4YHbIX MepOonpUATUNA, UHbIX MEepPONpPUATUNA,
HanpaBfeHHbIX Ha NoOBbilWeHUe MnpPoecCUOHANbLHOrO YPOBHA MEOWULMHCKUX pPaboOTHUMKOB MU  Ha
npepocTaBrieHne MHgopmauumn, CBA3aHHOW C OCyLLeCTBIIeHNEM MOHMUTOPMHra 6e30nacHOCTU JfleKapCTBEHHbIX
npenapaToB

1. lpu npoBegeHWM Hay4YHbIX MEPOMPUATUN, WHbIX MEpONpUATUA, HanpasreHHbIX Ha MOBblWeHne
npocheccuoHanbHOro YpoBHS MeOUUMHCKMX paboTHWMKOB UMM Ha NpefoCTaBlieHUe CBA3aHHOW C OCYLLECTBMEHWEM
MOHMTOpUHra 6e30nacHOCTN NekapCTBEHHbIX NpenapaToB MHOPMaLMKN, OpraHn3yemblX OpraHu3aumsaMu, ykasaHHbIMM
B absaue nepBom uvactm 1 ctatbn 67.1 Hactosdwero ®PepepanbHOro 3akoHa, WX NpeacTaBuUTenAMUA U (Mnn)
drHaHCMpyeMbIX 3a CHET CPEeACTB 3TMX OpraHunsaumin n ux npeacraBuTenen, sanpeLaeTca NpensaTCTBOBaTb y4acTMio B
yKa3aHHbIX MEPONPUATUSIX MHbIX OpraHM3auui, KOTopble MPON3BOAAT UNKN peanusytoT fekapCTBeHHbIe npenapatbl Ans
MEOULMHCKOTO  MPUMEHEHUSI CO  CXOXWM  MeXaHU3MOM  (papmakonormyeckoro pJdenctesums, nmbo cosgaBatb
ONCKPUMUHALMOHHbBIE YCITOBUSA AN OAHUX YY4aCTHUKOB MO CPaBHEHMIO C APYTMMU y4aCcTHUKaMK1, a UMEHHO:

1) NpegoCTaBnsATb PasfMYHOE KONMYECTBO BPEMEHWU ASsi BbICTYMIIEHWA YYaCTHUKOB, pasfiMyHble MO pasmepy
3aHMMaeMoi nnowaau 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 YCINOBUS 3aKpenneHbl B COormalleHusax aTux
opraHusauuii, Ux npeacraBuTenelt o (PUHAHCMPOBAHMM YKa3aHHbIX MeponpUATM U OGYCNOBMEHbl PasnMYHbIMU
3aTpaTaMu Y4aCTHUKOB Ha MX OpraHn3aumio;

2) ycTaHaBnuMBaTb pa3mep B3HOCA AN Y4aCTHMKOB MEPONPUATUIA, yKasdaHHbIX B ab3aue nepBoM HacCTOsLEeWn
4YacTu, NpeBbIWAWMIA CYMMY 3aTpaT Ha OpraHM3auuvio yKka3aHHbIX MeponpuaTMA U Bedylwmin K HeoBOCHOBaHHOMY
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OorpaHmn4yeHuto Yncna nx y4aCctHMUKOB.

2. OpraHusaumu, ykasaHHble B ab3aue nepBom yactu 1 crtatbn 67.1 HacTosiwero ®enepanbHOro 3akoHa, UX
NPeaCcTaBUTENN, OCYLLECTBISOWMNE OpraHn3auuto M (Mnu) UHaHCMPOBaHWE MEpPONPUATUA, YKa3aHHbIX B YacTtu 1
HacTosILLEeN cTaTbu, 00a3aHbl obecneunBaTe AOCTYN K MHpOpMaLuKM o gaTe, MECTE U BPEMEHU NPOBEAEHNS YKa3aHHbIX
MEpOoNpUATUIN, NfaHax, nporpaMmax npoBedEeHMs YKa3aHHbIX MEeponpuATMA UK Temax, nfaHupyembix aOng
paccMOTPEHUs, COCTaBe X YY4aCTHMKOB MyTEM pa3MeLLeHUs COOTBETCTBYHOLEN UHGOPMaLMM Ha CBOMX odmumanbHbIX
camnTax B ceTu "VIHTepHeT" He no3aHee ABYX MecsLeB A0 Havarna npoBeAeHUs Yka3aHHbIX MepOnpUsaTUN.

3. NHdopmauma o npoBeieHUM MepPONPUATAA, YKa3aHHbIX B YacTu 1 HaAcTosLLEeN cTaTby, B CPOK, YCTAHOBMEHHbIN
YacTbl0 2 HacTosien cTaTbW, AOfMkHa ObiTb HanpaBneHa B defeparnbHbii OpraH WUCMOMIHUTENBHOM BRacTw,
OCYLLECTBAAIOLLMI (DYHKLMU MO KOHTPOSIIO U HaA30py B cdepe 34paBoOOXpaHeHUs, AN nocrneayoLwero pasveLleHns ee
Ha ochmumanbHOM canTe 3Toro opraHa B cetu "UHTepHeT".

Maea 15. OTBETCTBEHHOCTb 3A HAPYLUEHME 3AKOHOOATEJIbCTBA
POCCUNCKOU ®EOEPALIUA NMPU OBPALLEHUN NEKAPCTBEHHbIX CPEICTB
N BO3MELLEHUWE BPEQOA, MPUYUNHEHHOIO 30OPOBbLIO NrPAXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMNAPATOB

Cratbs 68. OTBETCTBEHHOCTL 3a HapylueHue 3akoHoAaaTenbcTBa Poccuickon ®egepaumm npu o6paileHumn
rfekapCcTBEHHbIX CPeAcTB

1. HapyweHue 3akoHogaTenbctBa Poccuiickon ®egepaunm npu obpalleHnn nekapcTBEHHbIX CPeACcTB BrieyeT 3a
cobol OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccunckon ®egepaumn.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

2. 3a HenpencTaBreHWe WU HECBOEBPEMEHHOE MpeacTaBneHne uHgopmauum u (MnmM) OOKYMEHTOB nunbo
npeacTaBneHne HedoCTOBEPHbIX MHopMauun u (Mnv) SOKYMEHTOB, MPefyCMOTPEHHbIX HacTodwum depepanbHbiM
3aKOHOM, CyObekTbl ODOpalleHWss neKapCTBEHHbIX CPEeACTB HeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTenbcTBOM Poccuinckon egepaumm.

(vactb 2 BBepeHa denepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-93; B pen. ®enepansHoro 3akoHa ot 04.06.2018 N
140-93)

Ctatba 69. BosmelieHue Bpena, NPUYUHEHHOTO 3A0POBbLI0 TrpaxadaH BCNeACTBUME NPUMEHEeHUs
neKapCcTBEeHHbIX NpenaparoB

1. np0I/I3BO,D,I/ITeJ'Ib NeKapCTBEHHOro npenapara 00s13aH BO3MECTUTb Bpena, I'IpW-MHeHHbIVI 340pOBbIO IpaXgaH
BCnencTemne npuMeHeHnd nekapcTtBeHHoro npenapara, €Cnm Aoka3aHo, 4YTo:

1) nekapCTBEHHbIV NpenapaTt MPUMEHSNCS MO Ha3Ha4YeHWUI0 B COOTBETCTBUWM C WHCTPYKUMEW MO MPUMEHEHMIO
nekapCTBEHHOro npenapata W MNpUYMHON Bpeda SBWMACH BBOL B rpaxaaHCkuin obopoT HepobpokayecTBEHHOro
neKapcTBEHHOro npenapara;

2) Bpen 340pOBbK MPUYMHEH BCNEOCTBME HEOOCTOBEPHOM WMHOpMaumu, coaepXallercs B WHCTPYKUUKM Mo
NPUMEHEHMIO NEKAPCTBEHHOrO NpenaparTa, U3gaHHo NPoOU3BOAMNTENEM NIEKapCTBEHHOrO Npenapara.

2. B cny4ae, ecnu Bpe 340pPOBbI0 rpaxaaH NpUYMHEH BCreACTBME NMPUMEHEHWUsI NEKApCTBEHHOro npenapara,
npueaLllero B HErogHOCTb B pe3ynbTaTe HapyLUeHUs NPaBWil XPaHEHUS NIeKapCTBEHHbIX CPeACTB, MPaBWIl OMNTOBOM
TOProBnM eKapCTBEHHbIMU NpenapaTamu, NpaBuUn OTMyCcka IEeKapCTBEHHbIX NpenapaToB, NpaBWUil W3rOTOBMEHWS U
OTnycka NekapCTBEHHbIX NpenapaToB, BO3MeLLeHVe Bpeaa OCYLLECTBSETCA COOTBETCTBEHHO OpraHu3auuen onToBOW
TOProBMMn NeKapCTBEHHbLIMY CPEACTBAMMU, anTEYHOWN OpraHn3aumnen, MHANBUAyanbHbIM NpeanpuHUMaTenem, UMeLMm
NMUEH3NIO Ha apMaLeBTUHECKYID AEeATENbHOCTb UMM NULEH3NI0 Ha MELMUMHCKY OeATEeNbHOCTb, MeOWULMHCKOW
opraHusauvein, UMeloLLen NUUeH3uo Ha dapmaLeBTUYECKYlo AesiTENbHOCTb (ee 060cobneHHbIM noapasfgeneHvemM
(ambynaTtopueit, dbenbalepcknum u henbalepcKo-akyLLIepCcknuM NyHKTaMm, LeHTpoM (oTaeneHnem) obuien BpavebHol
(cemeinHON) NPaKTUKKU), PaCMONOXEHHbLIM B CENIbCKOM HACENeHHOM MyHKTe, B KOTOPOM OTCYTCTBYET anTeyHas
opraHu3aums), 4oNyCTUBLUUMK NPOAAXY MU OTMYCK TaKoro fiekapcTBEHHOro npenapara.

(B pea. PegepanbHoro gakoHa ot 25.11.2013 N 317-93)
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3. BoswmeweHue Bpepa, MPUYMHEHHOTO 300POBbLIO PaXaaH BCNEACTBME MPUMEHEHUS feKapCTBEHHbIX
npenapaTtoB WNM COBEPLUEHUSI MPOTMBOMPABHbLIX AEWCTBUA CyObekTamu obpalleHUss neKapCTBEHHbIX CpeacTs,
OCyLLEeCTBNSETCH B COOTBETCTBUM C 3akoHoAaTenbcTBOM Poccuinckon degepaumm.

Mnaea 16. 3AKIMIOYUTENbHbIE NMONOXEHNA

Cratba 70. O npu3HaHUM YTPATUBLUMMU CUITYy OTOENbHbIX 3aKOHOAaTesIbHbIX aKTOB (MOJIOXKEeHUMN
3aKoHopaTenbHbIX akToB) Poccuinckon Peagepaumm

|_|pI/I3HaTb yTpaTuBlMMn cuny:

1) depepanbHbii 3akoH oT 22 wuoHA 1998 roga N 86-®3 "O nekapctBeHHbIXx cpeactBax" (CobpaHue
3akoHogartenbcTBa Poccuiickon ®epepauun, 1998, N 26, ct. 3006);

2) ®epnepanbHbIn 3akoH oT 2 aHBapd 2000 roga N 5-®3 "O BHeceHUM n3MeHeHus 1 gononHeHnin B ®efepanbHbii
3akoH "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHogatenbcTBa Poccuinckon ®egepauun, 2000, N 2, cT. 126);

3) ctatblo 40 depepanbHoro 3akoHa oT 10 aHBapsa 2003 roga N 15-d3 "O BHeCEHUM N3MEHEHMI U AOMOSTHEHUN B
HeKoTopble 3akoHoaaTenbHble akTbl Poccuiickon depepaumm B CBA3N € npuHaTMeM depepanbHoro 3akoHa "O
NVLEH3NPOBaHUN OTAENbHLIX BUAOB AesatensHocTn" (CobpaHne 3akoHogatenbcTBa Poccuiickon ®epepauun, 2003, N
2, cT. 167);

4) ctatblo 31 denepanbHoro 3akoHa oT 30 utoHa 2003 roga N 86-d3 "O BHeECEHUN U3MEHEHUIN N AOMOMHEHUN B
HeKkoTopble 3akoHopaTenbHble akTbl Poccuiickon ®enepaumun, nNpusHaHUM  YTPaATUBLLUMMU  CUIY  OTAENbHbIX
3aKoHofaTenNbHbIX akToB Poccuiickonn defepaumun, NpenocTaBNeEHUN OTAENbHLIX rapaHTUA COTPYAHWKAM OpraHoB
BHYTPEHHMX [€fl, OpPraHoB MO KOHTPOM 3a OOOPOTOM HAPKOTUMYECKMX CPEACTB M MCUXOTPOMHbIX BELLECTB U
ynpasgHsiemMblx doefeparbHbIX OPraHOB HAnoroBOKW NOMMUUK B CBS3U C OCYLLECTBIIEHNEM MEP MO COBEPLLUEHCTBOBAHUIO
rocygapcTtBeHHoro ynpaeneHus” (CobpaHne 3akoHogaTenscTBa Poccuiickon ®egepauun, 2003, N 27, cT. 2700);

5) cratbtio 101 PepepanbHoro 3akoHa oT 22 asrycta 2004 roga N 122-03 "O BHeCeHWM U3MEHEHUN B
3akoHofarernbHble akTbl Poccuickon Pegepaumm n NpuaHaHum yTpaTUBLUMMY CUY HEKOTOPbIX 3aKOHOAATENbHbBIX aKTOB
Poccuiickon ®epepaumm B CBA3M ¢ NpuHATHEM deaeparnbHbIX 3akoHOB "O BHECEHUM U3MEHEHWUA U AOMOSIHEHUN B
depepanbHbIi 3akoH "O6 06LWMX NPUHLMNAX opraHn3aumMm 3akoHogaTenbHbIX (NPeacTaBUTENbHBIX) U UCMONMHUTENbHBIX
OpraHoB rocygapcTBeHHOM Bractu cybobektoB Poccuiickon depepaumn” n "O6 oOWmMx npuHUMNaxX oOpraHusauum
MecTHOro camoynpasneHus B Poccunckon ®enepaumnn” (CobpaHne 3akoHopatenscTtBa Poccuickon ®epepauun, 2004,
N 35, cT. 3607);

6) cratbto 28 depepanbHoro 3akoHa ot 18 gekabpsa 2006 roga N 231-03 "O BBegeHun B OENCTBUE 4YacTu
yetBepTon [paxgaHckoro kogekca Poccuickon ®enepaumn” (CobpaHme 3akoHoaatenscTBa Poccuiickon degepaunn,
2006, N 52, cT. 5497).

Crartbs 71. BctynneHme B cuny Hactosiwero degepanbHOro 3akoHa
1. Hactosawmmn ®egepanbHbiin 3akoH BeTynaeT B cuny ¢ 1 ceHTsbpsa 2010 roga.

2. JlekapcTBeHHble CpefAcTBa, 3aperMcTpupoBaHHblE OO AHA BCTYMNNEHMs B cuny Hactoswero degepanbHoOro
3aKoHa, noasiexar BKIMOYEHMWIO B TOCYAapCTBEHHbBIE PEECTPbI NIEKAPCTBEHHbLIX CPEACTB C BHECEHMEM YKa3aHHbIX B 4acTu
1 ctatbm 33 HacTosiwero degepanbHOro 3akoHa CBeAeHUN 00 3TUX JIEKapCTBEHHbIX CpeAcTBax 6e3 npoxoxageHus
BHOBb MpoLeaypbl rocy4apCTBEHHOW perncTpaunm nekapcTBeHHbIX npenapaTos.

3. locypapcTBeHHasi permcTpauusi NekapcTBEHHbLIX NpenapaToB, 3a UCKIMYEHMEM NMEeKapCTBEHHbIX NpenapaTos
ANs  MeOWLMHCKOTO MNPUMEHEHWS, NPeACTaBEHHbIX Ha YyKasaHHyl peructpaumio [0 [OHS BCTYNMEHWs B cuny
HacTosiwero defepanbHOro 3akoHa, OCYLUECTBMSIETCA B COOTBETCTBUM C HacToswum deaepanbHbiM 3aKOHOM Ha
OCHOBaHUM LOKYMEHTOB M AaHHbIX, NpeACTaBMNeHHbIX 40 OHS BCTYNNEHUS B cuny HacToswero ®eagepanbHoOro 3akoHa.
(B pea. PegepanbHoro gakoHa oT 11.10.2010 N 271-93)

3.1. TlocynapcTBeHHasi perucTpauusi JekapCTBEHHbIX MpenapatoB Ofis  MEeAVMUMHCKOTO  MpPUMEHEHWs,
NpeAcTaBlieHHbIX Ha rOCYAapCTBEHHYIO PEMMCTPaLMIO 40 AHS BCTYNNEHUsS B cUIly HacTosilero ®eaeparnbHOro 3akoHa, 1
rocygapcTBEHHas perucTpaums nekapcTBeHHbIX NpenapaToB Ans MEAMLMHCKOrO MpUMEHeHusl, NpeacTaBneHHbIX Ha
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03

( T 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 U " [ata coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

3KCMEepTM3y NEeKapCTBEHHbIX CPeACTB OO AHA BCTYMNeHMs B cuny Hactodwero PenepanbHOro 3akoHa B LensX UX
nocriefyowen rocygapCTBEHHOM  perucTpauuu, OCYLECTBMASATCA Ha OCHOBaHUMM  OOKYMEHTOB W [AaHHbIX,
npeacTaBneHHbIX A0 [OHA BCTynneHuss B cuny Hactosuwlero degepanbHOro 3akoHa, a Takke 3asBfeHus O
rocyJapCTBEHHON permcTpauuu nekapCTBEHHOro npenapaTta, MpeaCTaBfeHHOro NPOU3BOAUTENEM NeKapCTBEHHbIX
npenapaTtoB WNU YMNOMHOMOYEHHBIM WM JIMLOM B COOTBETCTBUM C HacToawum ®PegepanbHbIM  3aKOHOM B
YMOSTHOMOYEHHbIN hbefepanbHbIA OpraH ucnonHuTensHon Bnactu go 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaThbl
rocyaapCTBEHHOW MOLUIMHbI, MPeayCMOTPEHHOW 3aKkoHoaaTenscTBoM Poccuickon ®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 Ans  MeAULMHCKOro
NPUMEHEHWs, MpeacTaBNeHHbIX ONA MOATBEPXKAEHWSA rOCYyAapCTBEHHOW perucTpauum Ao AHS BCTYNNEHUs B cuny
HacToswero defepancHOro 3akoHa, M NOATBEPXKAEHUE rocyAapCTBEHHOW permcTpauuy nekapcTBeHHbIX npenapaToB
ONst MeQULIMHCKOTO NPUMEHEHUs], NpeACTaBMNEHHbIX HA 3KCNEPTU3Y NeKapCTBEHHbIX CPeACTB 40 AHS BCTYNNEHUS B CUNY
HacTosilero ®eaepanbHOro 3akoHa B LENAX Mnocreaylowero NoATBEPXKAEHUS MX FOCYyOapCTBEHHOW permcrpauuu,
OCYLLECTBMAOTCA HA OCHOBaHWM JOKYMEHTOB WM AaHHbIX, NPEACTaBIEHHbIX A0 AHS BCTYMMEHWUS B CUMY HacTOsLLEro
depepanbHOro 3akoHa, a Takke 3asdBEeHUss O MOATBEPXAEHWM roCyAapCTBEHHOW perncTpauumn rnekapcTBEHHOro
npenapara, NPeACTaBfEHHOrO NPOU3BOAMTENEM JeKapCTBEHHbIX NpenapaTtoB UMW YNONHOMOYEHHbIM VMM fMUOM B
COOTBETCTBMU C HacToswmum PegepanbHbiM 3aKOHOM B YMNONHOMOYEHHbIV dedeparnbHbIi opraH WUCNOSHUTENbHOW
Bnactu go 1 wmapta 2011 roga, 6e3 TpeboBaHwsi ynnaTbl rOCy4apCTBEHHOW MOLWMUHbBI, NPeayCcMOTPEHHOW
3akoHofartenbcTBoM Poccuinckon ®egepauum o Hanorax u cbopax.

(vacTb 3.2 B peq. ®enepansHoro gakoHa ot 29.11.2010 N 313-93)

3.3. lNMpuHATNE pelleHns 0 BHECEHUN U3MEHEHWNN B OOKYMEHTbI, codepXalmeca B pernctpaLmMoHHOM AoCbe Ha
3aperncTpupoBaHHbIA NEKAPCTBEHHbIM npenapaT AN MEeOULMHCKOTO MNPUMEHEHUST U MpeAcTaBreHHble [0 AOHSA
BCTYNneHnsa B cuny Hactoswero denepanbHOro 3akoHa, U NPUHATME peLleHns O BHECEHUU U3MEHEHUN B AOKYMEHTHI,
cogepxalleecs B pernctpaumMoHHOM AOCbe Ha 3aperncTpUMpOBaHHbLIN NEKApCTBEHHbIN npenapaTt Ans MeauunHCKOro
NPUMEHEHUA U NPEeACTaBlEHHbIE Ha 3KCMEPTU3Y NEeKapCTBEHHbLIX CPEeACTB [0 OHA BCTYMIEHWUS B CUIY HacTOSLLEro
depepanbHOro 3akoHa, OCYLLECTBISTCA HA OCHOBaHUM JOKYMEHTOB U AaHHbIX, MPeACTaBMNEHHbIX OO AHSA BCTYNNeHWs
B cuny Hactosilero ®egepanbHoro 3akoHa, a Takke 3asiBIIEHUSI O BHECEHUN M3MEHEHWUI B JOKYMEHTbI, COAepKallmecs
B PErncTpaumoHHOM [OCbe Ha 3aperMcTpyMpoBaHHLIN FIEKAPCTBEHHbINM Mpenapart Ans MeOULUHCKOTO MPUMEHEHNS,
npeacTaBneHHOro NPON3BOAMTENEM NEKAPCTBEHHbIX NMpenapaTtoB UMM YNOMHOMOYEHHbIM UM NILOM B COOTBETCTBUU C
HacTosAwmMm PefepanbHbIM 3aKOHOM B YNOSTHOMOYEHHbIN doefeparbHbid OpraH UCNOMHUTENbHOW BNnactu Ao 1 mapta
2011 roga, 6e3 TpeboBaHus ynnaTtbl rOCy4apCTBEHHOW MOLUMWHBI, MPeayCMOTPEHHON 3akoHoAaTeNnbLCTBOM Poccuiickon
depnepaumm o Hanorax u cbopax.

(vactb 3.3 B peq. PepepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspelleHu Ha npoBedeHUe KIMHUYECKUX MWCCneaoBaHuiA NeKapCTBEHHbIX MpenapaTtoB Ans
MEOULMHCKOrO MPUMEHEHMSI MO 3asiBfIEHMsSIM, NOAaHHbIM [0 AHS BCTYNMEHuUs B cuny Hactosiero depepanbHoro
3aKoHa, a Takke No 3asiBMeHusIM, NoAaHHbIM Mocrne AHS BCTYMNMEHUs B cury HacToswero ®efepanbHOro 3akoHa Ha
OCHOBaHWUM 3KCNepTM3, NPOBEAEHHbIX OO0 AHS BCTYNNEHUS B cUny HacToswero PenepanbHOro 3akoHa, OCyLLecTBNsSeTcs
B COOTBETCTBUM C HacTosilmMM PefepanbHbiM 3aKOHOM Ha OCHOBaHUWM OOKYMEHTOB W AaHHbIX, NpeacTaBneHHbIX Unm
MofyYeHHbIX 00 [OHS BCTYMNeHus B cuny Hactosiwero PepepanbHOro 3akoHa, a TakkKe Ha OCHOBaHWM  KOMUU
npefBapuTENbHOMO 4OroBopa 00a3aTenbHOro CTPaxoBaHUs XKU3HW, 300POBbst NALMEHTOB, Yy4aCTBYOLLMX B KITMHNYECKOM
nccrnegoBaHUM NekapCTBEHHOro npenaparta Ans MeOuLUHCKOro NMPUMEHEHWUsl, UM KOMuKu aorosopa 06s3aTenbHOro
CTPaxoBaHWs XWU3HW, 300POBbs MAUMEHTOB, YYaCTBYHOLIMX B KIMHUYECKOM UCCNEAOBaHUM NEKAPCTBEHHOrO npenapaTta
AN MeaUUMHCKOro NpUMeHeHus, NMbo npeacTaBreHHOW KONuu JoroBopa 06s3aTeNbHOro CTPaxoBaHusl, 3aKMOYeHHOro
B COOTBETCTBMM C TUNOBbLIMW MNpaBuramu 00s3aTenbHOro CTpaxoBaHWsl, C yKasaHMEM npeneribHOW YUCIEHHOCTU
NauMeHTOB, y4acTBYOLMX B KITMHNYECKOM MUCCreAoBaHMM NIeKapCTBEHHOro npenapaTa ans MeguuuHCKOro npuMeHeHust,
6e3 TpeboBaHMs ynnaTbl OCYAapCTBEHHOW MOLWMHbLI, MNPegyCMOTPEHHOM 3akoHogaTtenbcTtBoM Poccwuiickon
denepaumm o Hanorax n cbopax.

(vactb 3.4 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. BapernctpupoBaHHble B WHOCTPaHHOW BaniTe A0 AHA BCTYNNeHus B cuny Hactoswero degepanbHOro
3aKkoHa npefenbHble OTNYCKHbIE LieHbl MHOCTPAHHbLIX NPOU3BOAUTENEN Ha NeKapCTBEHHbIe npenaparthl, BKIOYEHHbIE B
[epeyeHb XM3HEHHO HEOOXOOUMBIX Y BaXKHENLLMX NTEKAPCTBEHHbIX NMpenapaToB, NOANexaT nepecyeTy B pyonuv no kypcy
LleHTpanbHoro 6aHka Poccunckon ®enepauum Ha gaty, ycTaHoBrneHHyto [MpaButensctBom Poccuiickon depepaunu,
0e3 npefcTaBneHus 3asiBfieHMs1 O NepecyeTe LeHbl C BHECEHMEM COOTBETCTBYHOLLMX U3MEHEHUA B FOCYAApPCTBEHHbIN
peecTp npefenbHbIX OTMYCKHbIX LIEH MPOM3BOAUTENEN Ha NEeKapCTBEHHble npernapaThl, BKMOYEHHbIE B MNepeYeHb
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depnepanbHbIv 3akoH oT 12.04.2010 N 61-03
(pea. ot 26.07.2019) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 22.11.2019
06 obpalleHn nekapCTBeHHbIX CPeACTB

XXM3HEHHO HEOOXOAMMBIX Y BaXKHEWLIMX NIeKapCTBEHHbIX NpenapaTos.
(vacTb 3.5 BBegeHa PepepanbHbiM 3akoHoMm oT 11.10.2010 N 271-93)

3.6. 3aperucTpupoBaHHble [0 AHS BCTYMNMeHWs B cuny Hactosiwero defepanbHOro 3akoHa npenerbHble
OTMYCKHblE LEHbl POCCUIACKUX MPOU3BOAMTENEN Ha NeKapCTBEHHblE NpenapaTthl, BKMHOYEHHbIE B NEPEYEHb KU3HEHHO
HeobXxooMMbIX U Ba)KHEWMLLMX JIeKapCTBEHHbIX MpenapartoB, nognexar unHaekcaumm ¢ 1 Hosbpsa 2010 roga nexogs m3
NPOrHO3MpPyeMoro ypoBHS MHpNAUun, yctaHoBneHHoro PegepanbHbiM 3akoHoM oT 2 aekabpsa 2009 roga N 308-3 "O
denepansHom GrogxkeTe Ha 2010 rog n Ha nnaHosbIv nepuog 2011 n 2012 rogos" Ha 2011 roga.

(vacTb 3.6 BBegeHa depnepanbHbIM 3akoHoM OT 11.10.2010 N 271-03)

3.7. Tocne 1 mapta 2011 roga He pgonyckawTCcA NPOU3BOACTBO M BBO3 B Poccuiickyio degepaumto
NeKapCTBEHHbIX MpenapaToB B YMNakoBKaxX C MapKUPOBKOW, KOTopas Oblna HaHeceHa [0 AHS BCTYMMEHUS B CUMy
HacToswwero denepanbHOro 3akoHa. 1o MUCTeYeHMM YKa3aHHOrO CpoKa AaHHble NEeKapCTBEHHble npenapaTtbl MOryT
OTNyCcKaTbCH, peanv3oBbIiBaTbC, NepeaBaTbCa U NPUMEHSTLCA 40 UCTEYEHUS X CPOKa FOAHOCTU.

(B peq. ®PenepanbHbix 3akoHOB 0T 29.11.2010 N 313-®3, o1 06.12.2011 N 409-®3)

4. Co gHs BCTynneHus B cuny Hacrtosiwero deaepanbHoro 3akoHa u no 30 anpensa 2011 roga BKAKYUTENBHO
Jornyckaetcs npoBedeHMe 3KCMepTu3bl JIeKapCTBEHHbLIX CPEeACTB 3KCMepTamu  3KCMEePTHOro  y4ypexaeHus [o
NPOXOXOEHUS UMW aTTecTauum B NOpsdKe, YCTAHOBMEHHOM  YMOSIHOMOYEHHbIM  oedeparnbHbiM — OpraHoM
NCMOJTHUTENBHOWM BNacTu.

5. Co gHa BCcTynneHus B cuny Hactosiwero degepanbHoro 3akoHa u no 31 gekabpsa 2013 roga BKNHOYMTENBHO
OCyLLEecTBNsieTCA nepexof K MPOM3BOACTBY NEKapCTBEHHbIX CPeACTB B COOTBETCTBMM C MNpaBunamMy OpraHusauum
NMPOM3BOACTBA M KOHTPONSA KayecTBa IEeKapCTBEHHbIX CPEACTB, yKkasdaHHbiMM B 4acTu 1 ctatbum 45 HacTtosiwero
denepanbHOro 3akoHa, B MofHOM obbeme. Cpokum nepexoda MNPOM3BOACTBA JEKAPCTBEHHbLIX CPEACTB K MX
NMpOM3BOACTBY B COOTBETCTBMM C KOHKPETHBIMM TpebOBaHUSIMM [aHHbIX NpaBwui, BKKYas CpPOKM aTTectauum
YMNOSTHOMOYEHHBIX UL, yKa3aHHbIX B YacTax 6 u 7 ctatbu 45 Hactosiwero degepanbHOro 3akoHa, yCTaHaBMBalOTCS
MpaButenscTeoM Poccuinckon degepaumn.

6. JluueH3nn Ha Npon3BOACTBO NeKapCTBEHHbLIX CPeACTB, BblAdaHHble A0 1 aHBaps 2014 roaa, AencTBytoT nocne 1
saHBapsa 2014 roga 4o UCTeYeHUs cpoka UX AeWCTBUSI MPU YCIOBUU COOTBETCTBUSA NULEH3MaTa npasunam opraHm3aumm
NpoM3BOACTBA WM KOHTPOMNsSl KayecTBa JIeKapCTBEHHbLIX CPEeACTB, ykasaHHbIM B 4actm 1 cratbum 45 HacTosiiero
depepanbHOro 3akoHa.

7. ®dopmupoBaHWe rocyAapCTBEHHOrO 3aJaHus Ha MpoBedeHUEe 3KCNepTu3bl NEeKapCTBEHHbIX CPEACTB
denepanbHOMY rocyaapCTBEHHOMY BHOIKETHOMY YUPEXAEHMWIO MO NPOBEAEHUNIO SKCNepPTU3bl TeKapCTBEHHbIX CPEACTB U
dmHaHcoBOE obecneveHne BbIMOMHEHNS 3TOro 3agaHns OCYLLECTBAAIOTCA B NOpsake, ycTaHoBNeHHoM defeparnbHbiM
3akoHoMm oT 12 gHuBapsa 1996 roga N 7-®3 "O HekoMMepyecKnx opraHu3aumsax”.

(vacTb 7 BBegeHa PegepanbHbiM 3akoHoM oT 29.11.2010 N 313-$3)

MpeangeHT
Poccuiickon denepaunmn
0.MEOBEOEB
Mocksa, Kpemnb
12 anpens 2010 roga
N 61-903
www.consultant.ru CrpaHnua 95 u3 95
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